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Dear Sirs,

With this letter we

B. Braun Meisungcn AG
Carl-Braun-Str. 1
34212 Melsungen
Germany

Vera Pekarek

+4915117667398

vera.pekarek@bbraun.com
http://ww.bbraun.com

March 7, 2023

as responsible/legal manufacturer according to the European Council Directive 93/42/EEC of medical devices

Certofix' and Accessories

herewith declare that we have taken into account the notes in accordance with letter no. 10-145/23 issued
on January, 09 2023 by Roszdravnadzor. Given that we are accepting the remarks raised by Roszdravnarizor
and we submit for your attention and consideration the following updated document: -

RU Specific Version of the Instructions for Use from 01.2023 (in English and Russian languages) for

Certofix’ design variants:

Certofix* Mono 215
Celo/1x" Mono 220
Certofix' Mono 315
Certofix" Mono 320
Certofix' Mono 330
Certofix’ Mono 415
Certofix' Mono 420
Certofix' Mono 430
Certofix" Mono 220 R
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B BRAUN

Page 2 to the letter of March 7. 2023

Certofix” Mono 320 R
Certofix” Mono 420 R

to update of the documents of the registration dossier for improving the features and characteristics of the
medical devices has no impact on the functional purpose, intended use and principle of operation of the
medical device group and submission of the above document to the Federal Service on Surveillance in
Healthcare (Roszdravnadi'or).

In case of any discrepancy between the English and Russian translations of this document, the English version

shall prevail.
For and on behalf of

R, Braun Melsungen AG
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Instruction for use

Certofix® Central Venous Catheter Set for Scldin2er technique with accessories, variants:

Certofix® Mono Central Venous Catheter Set for Seldinger technique
Certofix® Mono R Central Venous Catheter Set for Seldinger technique

---------- 1 LE=1— 11— 1— 1— t-ita 1

Intended use
Central venous catheter set for Seldinger technique.

Scope and variants

IFU is applicable of the following variants of medical device:

Single*lumen cava catheter set for catheterization of the superior vena cava using the Seldinger
technique. Opaque catheter made of polyurethane and guide wire with flexible J-tip.

Contents / a type and duration of contact of the medical device
1 Single-lumen central venous catheter made of polyurethane with soft tip (A) (prolonged contact

with circulating blood, unless otherwise indicated) (see packaging for length) with:
- Length marking;

- Luer Lok connection;

- Push-on fixing for securing to catheter exit site (F) (prolonged skin contact);

www.bbraun.com
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- Slide clamp on lumen outlet (short-term contact with blood);

- Lumen outlet marked with diameter in Gauche;

2. Seldinger needle (B) (short-term contact with blood);

3. Guide wire with length markings and flexible J-tip (r=3mm)/straight tip (short-term contact with
blood), in dispenser (C) C (short-term skin contact);

4. Dilator (D) (short-term contact with blood);

5. IN stopper (E) (prolonged contact with circulating blood);

6. Attachable clip (no contact);

7. Scalpel (included in Certofix® Mono R sets) (short-term contact with soft tissues, blood);

8. Omnifix® syringe, 10 ml (included in Certofix® Mono R sets) (herein referred to - «syringe»)
(short-term contact with blood).

Materials used
ABS, Brass, EP, HD-PE, Ink, IR, LD-PE, Nitinol, PA, PA6 dyed, PC, PE, PE-HD, PP, PS, PUR,
PVC-white, SBS, SI, Silicone oil. Stainless steel.

Indications

Catherisation of the superior vena cava using the Seldinger technique for short-term (<30 days)
infusion and volume therapy or parenteral nutrition, for administration of highly osmolar or very
vein irritating solutions, for continuous or intermittent monitoring of the central venous pressure,
for blood sampling, or when peripheral venous puncture is not possible in state of shock, in patients
with injured extremities or no detectable peripheral veins.

Contraindications

Inflammation of the skin at the site of puncture; clotting disorders e.g. in therapy with anticoagulants;
anatomical anomalies, e.g. enlarged struma, tumours in the neck regions, very severe pulmonary
emphysema and postoperative changes at the site of puncture.

Risks / Side effects

Haematoma/bleeding at the site of puncture, catheter infection and sepsis, pneumothorax,
haemothorax, infusion hydrothorax or chylothorax due to incorrect puncture and incorrect catheter
position, cardiac arrhythmias due to incorrect intracardiac placement of the catheter, atrial rupture,
endocarditis due to mechanical Irritation, arterial or venous injuries due to incorrect punctures,
catheter-induced thrombosis and thrombophlebitis, damage to nerve structures (e. g damage to the
brachial plexus, damage to the phrenic nerve), air embolism, catheter embolism, cardiac tamponade,
vena cava lesions, mispositioning, CVC dislocation.

Warnings

- Re—usegof single-use devices creates a potential risk of patient or user. It may lead to contamination
and/or impairment of functional capability. Contamination and/or limited functionality of the device
may lead to injury, illness or death of the patient.

- Do not subject the Certofix® catheter to pressures in excess the operating pressure of 1.2 bar or the
maximum pressure limit of 2 bar in case of emergency.

- Use strictly aseptic techniques.

- To avoid air embolism make puncture lege artis with the patient in head-down position.

- Use X-ray to check the position of the catheter tip.

* Secure catheter adequately.

- Observe meticulous aseptic techniques when taking care of the catheter.
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- Use different sites for blood sampling and administration of infusions or medication to reduce the
risk of infection.

- Rinse catheter thoroughly with physiological saline after transfusions or blood sampling.

- Make the connection to the catheter secure to prevent air embolism

- Take great care when withdrawing the guide wire as the Seldinger wire can be damaged by the
needle bevel.

- Where access is difficult, remove the guide wire along with the puncture needle.

- If it is difficult to remove the guide wire from the catheter, remove both the guide wire and the
catheter.

- Do not bring the catheter into contact with acetone.

- Do not resterilise!

- Use only if the packaging is intact.

- Only use slide clamps to close the lumen briefly.

Directions

1 When making a puncture, always wear sterile clothing with face mask, cap and gloves. After
thoroughly cleaning and disinfecting the skin, (use alcohol or iodine based cleaning agents, e.g.
Braunol® or Softasept® N), cover puncture site with a sterile fenestrated drape. Check all the lumens
with saline for possible obstructions

2. Puncture vein.

3. Remove protective cap from dispenser.

4. Place dispenser with guide probe on the Luer connection ofthe Seldinger needle and push the
guide wire into the vein with the thumb.

5. Dilate puncture channel.

6. Push catheter into the vein over the guide wire.

7. Check lumen with aspiration for possible obstructions.

8. Close all lumen outlets with IN stoppers.

9. Secure catheter.

ATTI-NTION!

Only use the fixings provided to secure catheter tubing!

In order to obtain a safe combination, it is recommended to use compatible infusion devices, for
example: syringes, infusion lines, stopcock manifolds, needle-ftee connectors and etc., having a Luer
or Luer Lock connection type (ISO 80369-7).

Conditions and duration of use

The Certofix catheter is intended for short-term use (<30 days).

Monitor CVC Condition (e.g. for catheter related bloodstream infection, paravasation,
thrombophlebitis) and remove CVC in accordance to hospital guidelines.

Promptly remove any intravascular catheter that is no longer essential.

The product should only be used by physicians that have been ad-equately trained in this technique
in patient facilities.

www.bbraun.com
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Technical characteristics of the medical device

Item Catheter Introducer Needle ~ Guidewire Tissue Dilator
ETecti outer Outer Lumen Nominal outer Effective Max. length, Max. Min. Eff
ve diameter, diameter diameter ~ flow rate diameter, length,  outer cm outer Inner length,
length. mm (French)  (gauge) by lumen mm mm diameter, diameter diameter, cm
cm (ml/min) mm mm mm
4160185E =15 =14 4 18 16 =0,95 =50 =0,63 =50 =17 =08 =46
4160207E =20 =14 4 18 13 =0,95 =50 =0,63 =50 =17 =08 =46
4160207R
4160223E =1 =17 5 16 50 =13 =70 =0,89 =50 =20 =10 =79
4160258E. =20  «1,7 16 45 =13 =70 =0,89 =50 =20 =10 =79
4160258R
4160282E =30 =17 5 16 40 =13 =70 =0,89 =70 =20 =10 =79
4160509E =15 =21 6 14 9% =13 =70 =0,89 =50 =27 =10 =06
4160304E =20 =21 6 14 8 =13 =70 =0,89 =50 =2,7 =10 =9,6
4160304R
4160762E =30 =21 6 14 V) =13 =70 =0,89 =70 =2,7 =10 =96

Also, the name ofthe MI contains in brmation about t le key characteristics of the cat leter, namely:

« Reference to Seldinger technique.

* The designation "R" indicates a set with a syringe OmnifIx® 10 ml

» The designation "E" (“Econoline™) - in the article number indicates the basic configuration of
one/twol/three-channel sets for catheterization of central veins. In these sets, single-channel catheter
do not have ajunction connecting a channel and an extension line. These sets do not include syringe,
scalpel, ECG cable and Safsite safety connector and equipped with IN-Stopper.

* Mono (one) indicate the number of catheter lumens.

 This is followed by a letter indicating the type of introducer needle: S — Seldinger introducer
needle, V — Y-Introducer needle.

This is followed by three digits: for Mono catheters, the first digit is a conditional number that
indicates the outer diameter of the catheter: 1, 2, 3 or 4 (3, 4, 5, 6 French, respectively), the next two
are for the length of the catheter in cm.

International standards the medical device manufacturer applies:

EN ISO 13485, ISO 14971, ISO 10555-1, ISO 10555-3, ISO 11070, ISO 9626, EN 1707
(ISO 80369-7), DIN 42802, ISO 10993-1, ISO 10993-3, 1S0.10993-4, ISO 10993-5, ISO 10993-6,
ISO 10993-7, 1ISO 10993-10, ISO 10993-11, 1SO 10993-18, ISO 10993-18, ISO 11135, EN 556-1,
ISO 11607-1, EN ISO 15223-1, EN 1041-2008

Operating conditions

Parameter Operating conditions
Temperature +15°C to +30°C
Relative air humidity up to 90%

www.bbraun.com
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Storage and transportation conditions

Parameter Transport conditions Storage conditions

Temperature -20°C to+15°C (2 days) +15°C to +25°C
+15°C to +25°C (several (duration of shelf life)
weeks)

+25°C to +40°C
(duration of two weeks)
Relative air humidity up to 90% up to 90%

Symbols used in the marking

Symbol Explanation
'S Use-by date
Date of manufacture
iJ Manufacturer
LOT Batch number
[Re Catalog number

Do not re-use

STERILEIEO  Sterilization by ethylene oxide

Ea Consult instructions for use

A Caution

CE mark - the conformity mark of Directive 93/42/EEC and the identification

C€ 0123 number of the accredited certification body in the European Union
ce CE mark — mark of conformity to the requirements of Regulation (EU)
2017/745 on medical devices
b «Keep away from sunlight»

«Keep diyo>

«Upper limit of temperature»

Depending on the version of medical device additional characteristics and symbols may be printed

GTIN: The international code marking and record-keeping logistics units
Central pharmaceutical number of Germany

PZN
|§| Do not use ifthe package is damaged

Apyrogenic
w Medical device

Country of origin

www.bbraun.com
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O Single sterile barrier system

O Single sterile barrier system with protective outer package

Disposal

Disposal of the medical device "Certofix® Central Venous Catheter Set for Seldinger technique

with accessories” after use is carried out in accordance with the requirements for medical waste
tr» management for Class B waste established by SanPiN 2.1.3684-21 for class B and/or other

applicable legal acts of the Russian Federation.

Unused medical device and unused packages should be disposed of on the according to the

requirements of SanPiN 2.1.3684-21 as the waste is class A and/or other applicable legal acts of the

Russian Federation.

If you have any questions regarding the disposal of a medical device, you should contact the

authorized organization (importer) in the Russian Federation.

Manufacturer / Manufactured at:
B. Braun Melsungen AG. Carl-Braun-Str. 1, 34212 Melsungen, Germany.

Authorized organization (importer) in the Russian Federation
LLC «B.Braun Medical», 191040, Saint Petersburg, Pushkinskaya str. 10, tel/fax (812) 320-40-04.

Date of issue: 01.2023

www.bbraun.com
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MWHCTPYKLUNS NO NPUMEHEHNIO

Habop g8 KaTeTepu3aumn LeHTpasbHbIX BeH Mo MeTogy CenbauHreoa «LlepToukc®»
(Certofix®") ¢ NpMHaANEXHOCTAMN, BapUaHTbl UCNONHEHWNS:

Habop ana kaTteTepusauumm LeHTpanbHbIX BeH No metody CenbauHrepa «LlepTomkc® MoHO»
{Certofix® Mono)

Habop ansa KateTepmsaummn LeHTpaibHbIX BeH No metogy CenbanHrepa «LiepTogmkc® MoHO R»
(Certofix® Mono R)

Ha3HauveHune
Habop ana kaTetepusauuy LeHTpanbHbIX BeH No MeToay CefibAuHrepa.

O6nacTb AeCTBMSA 1 BapUaHTbl UCNOHEHNS
3Ta UHCTPYKLWS NPUMEHNMA K CMeaytoL MM BapuaHTam MU
HaGop c KaTeTepoM OfHOKaHa/lbHbIM A5 KaTeTepusaluy BepxHeil Mool BeHbl MO MEeTOAy

CenbaunHrepa. PeHTreHOHenpo3payHblii KaTeTep W3 MoauMypeTaHa W MPOBOLHWK C TUOKUM J-
KOHUMKOM.

CocTaB (BMA/NPOLO/HKMUTENBHOCTL KOHTakTa no FOCT 10993-1)
1 KareTep OAHOKaHa/bHbIA, U3 NOMypeTaHa, C MATKUM KOHYMKOM (A) (41MHY CM. Ha YMakoBKe)

(ANMTeNbHbIA KOHTAKT C LMPKYNMPYHOLLEA KPOBbIO, ECAIN He YKa3aHO UHOE):
- PasmeTKa 4/VHbI;

www.bbraun.com
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- KoHHekTOp JTto3p Jlok;

- OcHoBa (hukcatopa cbémHoro (F) Ans KpenneHus katetepa 'y MecTa BbIXoda (4/IMTeNbHbIN
KOHTaKT C KOXel);

- 3aXuM CLBMKHON Ha KaTeTepe (KpaTKOBPEMEHHbIN KOHTAKT C KPOBbIO);
- MapkunpoBka gnameTtpa Ha Katetepe ([Feinmx).

2. Wrna CenbanHrepa nHTpoabtocepHas (B) (KpaTKOBPEMEHHbI KOHTaKT C KPOBbHO);

3. TIpOBOAHMK, C pPasMeTKOW AAWHbI U TUOKAM J-KOHUMKOM (I = 3 MM)/MPSAMbIM KOHYMKOM
(KpaTKOBPEMEHHbI KOHTaKT C KpoBbto), B aucneHcepe (C) (KpaTKOBPEMEHHbI KOHTAaKT C
KOXen);

4. Ounatatop (D) (KpaTKOBPEMEHHbIA KOHTAKTe KPOBbHO);

5. KoHHekTOp wuronbHblii  «NH-Ctonnep»  (IN-Stopper) (E) (anuTenbHblA  KOHTaKT C
LMPKY/IMPYIOLLENA KPOBbIO);

6. Knunca ukcaTopa CbEMHOro (He KOHTaKTMpPYyeT);

7. Ckanbnenb (BXoAUT B cocTaB HabopoB «LlepTodmnkc MoHO R») (KpaTKOBPEMEHHbIA KOHTAKT C
MAFKUMW TKAHSMMW, KPOBbHO);

8. LWnpuy «OMHUpuKe» (Omnifix®), 10 mn (BXoguT B coctaB Habopos «LiepTodukc MoHO R»)
(KpaTKOBPEMEHHbIN KOHTAKT C KPOBbLHO), (Aanee No TEKCTY - «LUMPUL»).

Ncnonbsyemble matepnasibl
ABC, naTyHb, anokcuaHas cmona, M3BIM, yepHuna, n3onpeHoBblin Kaydyk, M3AHM, HuTuHON, MA,
MA6 okpaleHHblin, MK, M3, MN3BM, MM, NC, Ny, NBX-6enbiii, CEC, CUANKOH, CUNNKOHOBOE
Mac/io, Hep>kaBerLas CTasib.

lNoKasaHWA K NPUMEHEHWNIO

KaTeTepusaums BepxHei nosoi BeHbl No Metody CenbauHrepa 418 HenpopomxutenbHon (<30
AHEeN) WHMQY3NOHHOA W NnasMo3amellaroLlerd Tepanuu, MapeHTepaibHOro MNUTaHWA, BBELEeHUS
BbICOKOOCMOJIAIPHBLIX WX pa3fpaXkatolwmxX BeHbl PacTBOPOB, MOCTOSHHOIO WM MEpPUOSUYECKOro
MOHUTOPMHIa LEHTPanbHOrO0 BEHO3HOIO [aB/IeHWs, B3ATUA MPO6 KPOBW; €Ccnn  MyHKUWs
nepuepuyecKnx BeH HEBO3MOXXHA, MPU LUOKEe, TpaBMax KOHEYHOCTER K ecnv nepudepuyeckue
BEHbI He OMnpefensaoTCs.

IMpoTMBOMNoKasaHus

BocnaneHne KOXW B 30He MNYHKUMW; HapyLUEHUS CBEPTbIBAHUA KPOBW, Hanp., MNpu neyeHuu
aHTMKOArynsHTamMmu; aHaTOMUYecKne aHOManuK, Hanp., YBE/IMYEHHbI 306, ONyX0Nun Len, Tsxenas
aMun3ema Nerkmx v pyoLoBble N3MEHEHNS B 30He NMYHKLUN.

Mo604HbIe AeNCTBMA/PUCKN NPUMEHEHUS

emaTOMa/KpoBOTEUEHME B MeCTe MNYHKUWW, KaTeTepHas WHMeKUMs W Cencuc, MHeBMOTOpaKC,
reMoTOpakc, WHMY3WOHHbIA TMAPOTOPAKC WM XWN0TOPAaKC NpW HapyLleHWW nNpaBun MyHKUAW W
YCTaHOBKYW KaTeTepa, CepfeyHble apuTMUM Npy OLLMOGOYHOM BBELEHWUWN KaTeTepa B MOMOCTb CepaLa,
paspbiB NpeLcepans, 3HAOKapAMT MPU MeXaHUYeCKOM pas3fpakeHuW, MOBPEeXAEeHVEe BeHbl Wau
apTepuu MNpy HapyLlUeHWW npaBWi NYHKUWW, BbI3BaHHbIA KaTeTepoM TPoM603 U Tpom60o(hneouT,
MOBPeXeHne HepPBHbLIX CTPYKTYP (Hamp., NOBPEXAeHWe NIeYeBoro CnaeTeHus v guadparmansHoro
HepBa), BO34yLUHAA 3M60/MSA, KaTeTepHas aM60/11A, TaMMnoHaja cepaua, NoBpeXxXaeHns Moo BeHbl,
HenpasuIbLHOE NoNoXeHue, cMelleHne LIBK.
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MNpepynpexxaeHus
MOBTOPHOE MCMONb30BaHWe OAHOPA30BbIX W3AeNWiA NnojBepraeT PUCKY nauueHTa U MepcoHa.
3T0 MOXET MNPUBECTU K 3aPAKEHUIO W/ HapyLUEHNIO (YHKLMOHAMbHbLIX BO3MOXHOCTEN.
3apaxeHne n/vunn orpaHuyeHve QYHKUUWN WU3LeNUs MOXKeT MPUBECTU K TpaBMe, 60M1e3HW Wn
CMepTV naumeHTa.
He nopsepraiiTe KateTep faBneHWt0 Bbille paboyero ypoBHa 1.2 6ap, npegenbHoe faBneHue 2
6ap 4ONYCTUMO TO/IbKO B 9KCTPEHHOW CUTyauun.
Ctporo cobntogarite MeTOAb! aCenTUKMN.
Bo n3bexaHune BO3LYLIHOW 3MOGONUW, BbINOMHANTE MYHKUMIO MO BCEM MpaBuiam B MOMOXEHUN
60NbHOr 0 N1eXa ronoBoi BHU3.

- Mcnonb3yiiTe peHTreH 418 KOHTPO/IS NOMOXEHNUA KOHUMKA KaTeTepa.
HagexHo 3aukcupyiite KateTep.

- Crtporo cobntofaiTe npasuia acenTuUKN Npy yxofe 3a KaTteTepom.
Vcnonb3yiite pasHble AOCTYMbl ANS B3ATUA KPOBM M UH(Y3MWM PacTBOPOB WM NIEKAPCTB, YTOObI
CHU3UTb PUCK MHDEKLNN.
Tw,aTensHO NPOMOiTE KaTeTep (PU3pacTBOPOM Moc/e TpaHChy3nmn 1 B3ATUSA NPO6 KPOBM.
HagexHo coefimHWTe KaTeTep BO M36eXaHve BO3AYLLUHOR ambonumu.

- bypabTe 0COGEHHO OCTOPOXHbI MPY U3B/IEYEHWUN MPOBOAHMKA, YTOOLI HE MOBPEAUTb ero Cpe3om
WUrMbl UHTPOLbHOCEPHOA.
Ecnu npoasvkeHne NpoBOAHMKA 3aTPYAHEHO, YAanUTe ero BMecTe C Ur0N UHTPOAbIOCEPHOA.
Ecnn n3sneyeHne npoBoLHUKA U3 KaTeTepa 3aTPyAHEHO, YAAIUTE ero BMeCTe C KaTeTepoM.

- He gonyckaiiTe KOHTaKTa KareTepa C aleTOHOM.
He cTepununsyiite NOBTOpPHO!
He ncnonb3yiiTe Npu NoBpexaeHNn ynakoBKy.
cnonb3yiiTe CABMXXHON 3aKUM TOMbKO ANS BPEMEHHOIO 3aKPbITUA KaHana.

Cnocob nprMeHeHs!

|. Bcerga BbIMONHAWTE NYHKLMIO B CTEPU/IbHOW OAEXAe, Macke, Lanoyke 1 nepyaTkax. TuiaTtesbHO
obpaboTariTe M NPOAE3NHPULMPYIATE KOXY (MCMONb3YNTe YACTALLME CPeACcTBa HAa OCHOBE crmpTa
nmn noga, Hanp. BpayHon unu Codtacent H) 1 HakpoiiTe 30HY MYHKLUN CTEPUIBLHOW NPOCTbIHEN
C OTBEPCTUEM.
MyHKTUPYIATE BEHY.
CHuUMUTE C fucneHcepa KonayoK 3alnTHbIN.
BcTaBbTe AucneHcep C MNPOBOAHWKOM B NaBWIbOH Wbl CefbAuHrepa WHTPOALHOCEPHON W
60MbWINM NanbLeM fBuraiiTe NPOBOAHMK B BEHY.
PaclumpbTe NYHKLMOHHbIA X04,
BBegute KaTeTep B BeHy MO MPOBOAHUKY.
[ns npoBepkn NPOXOAMMOCTU KaHasia BbIMOMHWUTE acnmpaumio.
3aKpoliTe KOHHEKTOPbI BCEX KaHa/loB NpW MOMOLLM KOHHeKTopa uronbHoro «MH-Ctonnep» (IN-
Stopper).

9. 3adwmkcupyite Kartertep.

BHUMAHWNE!

[ns KpenneHns kateTepa UCMOMb3yiTe TONbKO Npunaraembiin gomkcarop!

www.bbraun.com

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



C Uefblo MOoMydyeHus 6e30nacHO KOMOMHALMM PEKOMEHAYeTCs UCMoMb30BaTb COBMECTUMbIE
VH(Y3VMOHHbIE  YCTPOWCTBA, HampuMep:  WNPWUbI,  UH(Y3NOHHbIE  MarucTpanu,  KpaHUKU
MHOTOXO/10Bble, 6€3bIr0/lbHble KOHHEKTOPbI 1 Ap., UMEOLLMEe TUN coeAnHeHMs JTtoap unm JTtoap J1ok
(ISO 80369-7).

Ycnosua u NPOJO/MHKUTENBHOCTb NMPUMEHEHNA

KaTeTep npegHasHayeH A4S KpaTKOBPEMEHHOMO MCNOMb30BaHWA (<30 gHen).

Cnepgwute 3a cocTosHmem LIBK (Hanp., npusHakn KateTep-acCoOLMMPOBaHHOW MH(EKLMN KPOBOTOKA,
napagasauuun, TpomoéohneéuTa) n yganute LLBK cornacHo 60/ibHU4HOMY NPOTOKOAY.

J11060i Hencnosnb3yemblil BHYTPMUCOCYANCTbIA KaTeTep cneayeT HeMeAIeHHO YAaNUTb.

[aHHaa npoAyKuma npefHasHayeHa A1s UCMO/b30BaHWA TO/IbKO Bpayamu, Hag/exawium obpasom

06YYEeHHbIMM COOTBETCTBYHOLLEN METOAMKE B YCNOBUSIX 1e4e6GHO-NPOUNAKTUYECKIX YUPEXKAEHWIA.

TexHUYECKMNEe XapaKTeEPUCTUKN MEANLMHCKOTO 13NN
KntoueBble XapaKTEPUCTUKU OCHOBHbIX (YHKLMOHAMbHbIX 3/1EMEHTOB Me-AWLMHCKOTO W3aenis

Kar. Al Katetep Wrna CenbgyHrepa  MpoBoAHUK [Junsarartop
AHTMabloCceoHas

Axpext! HapyxHblii HapyHbii Kammbpo-  HoMrH. Hapywbii Stpexn Makomm.— [ywda Makoi. M. b, [ymHr

BHasA VaMeETp  OYaMeTp  BOYHbIVA CKOpOCTb  AMaMeTp  BHas HapyHbIA  (MM) HapyHbIA  BHYTpeH Awiararopa

[/MHa  KateTepa  Karerepa paiMcp notoka no (M) MHa  [viameTp [vavieTp  vametp (cwm)

Katetepa (M) (PpeHy)  kaHanma KaHa/iam (M) () (Mwm) (M)

(cw) karetepa  (M/VMUH)

(Feiimy)
4160185E =15 =14 4 18 16 =095 =50 «0,63 =50 =17 =08 =4.6
4160207E, =20 =14 4 18 13 =095 =50 =0,63 =50 =17 =08 =46
4160207R
4160223E =15 =17 5 16 50 =13 =70 =0,89 =50 =20 =10 =79
4160258E, =20 =17 5 16 45 =13 =70 =0,89 =50 =20 =1,0 =79
4160258R
4160282E =30 =17 5 16 40 =13 =70 =0,89 «70 =20 «1,0 =79
4160509E =15 =21 6 14 % =13 =70 =0,89 =50 =27 =10 =06
4160304E, =20 =21 6 14 85 =13 =70 =0,89 =50 =27 =10 «9.6
4160304R
4160762E =30 =21 6 14 7 =13 «70 =0,89 =70 =27 =10 =9,6
MMEHHO:

e YKasaHue Ha «MeTof Karetepusaunm no CenbauHrepy».

» 0O603Ha4eHne «R» yKasbiBaeT Ha Habop co wnpuuem «OMHUDUKE» (OMNifix®) 10 mn.5g

» (O6o03HaueHne «E» («Econolne») 0603Ha4aeT 6a30BYyH0 KOHPUIYpPaLMIO OHOKaHabHbIX
HabopoB, B KOTOPbIX OAHOKAHa/IbHble KaTeTepbl He UMEIT COeAUHUTENS KaHana u IMHUA
YANMHUTENIbHOM, B COCTaBe HAbopoB TakXke OTCYTCTBYeT LWINpPWUL, ckanbnens, K -kabenb v
6€e3bIr0MbHbI KOHHEKTOP «CadcainT». Habopbl KOMNAEKTYIOTCS UIOMIbHLIMU KOHHEKTOPaMU
«H-CTtonnep».

*  MoHoO (0fiMH) YKa3blBalOT Ha KONMYECTBO KaHanoB KaTeTepa.

o Jlanee cnepyetr O6yKBa, YKasblBalowas Ha TWM WUIMMbl  MHTPOAbKOCEPHON: S — Wrna
CenbaunHrepa uHTpogbtocepHas, V -ato Y-Mrna NHTpoabHCcepHas.

[anee cnefgytoT Tpy umdpbl: ANS KaTeTepoB OAHOKaHa/bHbIX MepBas Lugpa — 3TO YCNOBHbIiA
HOMep, KOTOpbIM 00603Ha4aeTcsi HapyXXHbliA AnameTp KateTepa: 1, 2, 3 wam 4 (3, 4, 5, 6 dpeHy
COOTB.), ABe CMeAyloLine Ha A/INHY KaTeTepa B CAaHTUMETpax.

www.bbraun.com
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MepeyeHb NMPUMEHSAEMbIX NMPOVN3BOANTENEM CTAaHAPTOB

EN ISO 13485, ISO 1497!, ISO 10555-1, ISO 10555-3, ISO 11070, I1SO 9626, EN 1707 (ISO
80369-7), DIN 42802, 1ISO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, 1SO
10993-7, 1SO 10993-10, ISO 10993-11, ISO 10993-18, ISO 10993-18, ISO 11135, EN 556-1, 1SO

11607-1, EN 1SO 15223-1, EN 1041-2008

Ycnosus akcnayatawumum

j Moka3aTtesnb Ycnosus akcniyarayun
TemnepaTypa +15°C pgo +30°C
OTHOCKUTENIbHAA BNIaXKHOCTbL BO34yXa [0 90%
YcnoBus TpaHCNOPTUPOBKM U XpaHeHUs

lMokasaTtenb Y cnosus
TPAHCMOPTUPOBKM
Temnepatypa 0T -30VC o +15°C (2 gHA)

oT +15°C pgo +25°C

(HecKonbKo Heaenb)

oT +25°C po +40°C

(B TeueHMe ABYX Hefesb)
OTHOCUTefIbHasA BNaXXHOCTb Bo3gyxa A0 90%

CvMBONbI, NCMNOMb3YyEMbIE MPU MAPKUPOBKE
Cumson Pacwundposka
Wcnonb3osaTh 40

crQ [ata n3rotoBneHus
i J N3roToBuTENb
Lot Howmep cepun

Homep no katanory

3anpeT Ha NOBTOPHOE NPUMEHEHMe
STERILEIEO CTepunusaymsa oKCMAoM 3TueHa

[a O6paTUTeCh K MHCTPYKLMM MO NPUMEHEHMIO

A OcTopoxHo!

Ycnosua xpaHeHus

oT7+15°C po +25°C
(B TeyeHue Cpoka
roflHOCTW)

[0 90%

CE mapka - 3Hak CooTBeTCTBUA TpeboBaHMaM AupekTusbl 93/42/EEC u
CC 0123 NAEHTUDUKALMOHHBIA HOMep akKpeLMTOBaHHOro opraHa rno cepTuuKalmm

EBponelickoro coro3sa

CE

MEANLIMHCKUX U3LENUsiX
¢ He fonyckaTb BO3AE/CTBUSA CONHEYHOrO CBeTa
i Bepeub OT Bniaru

www.bbraun.com
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BepxHss rpaHuua TeMnepaTypHOro pexuvma

B 3aBMCKUMOCTU oT BapuaHTa NCMOMHEHNS MeLMULMHCKOro n3genus Ha
3TUKETKe/CTUKepe/yNnaKoBKEe/MHCTPYKLMN MO NPUMEHEHUIO MOTYT 6blTb HaHECEHbl [OMONIHUTE/bHbIE

GTIN: MeXxayHapOoaHbIiA KOL MapKUPOBKM U yYETa NOTMCTUYECKUX eAUHNL,
3 PZN LleHTpanbHbIii hapmaLeBTUHECKMIA HOMep [TepmaHnm
§1 He vcnonb3oBatb Npy NOBPEXAeHUN YNaKOBKM
AnunporeHHo
(Mo MeanumHCKoe nsgenve

CrtpaHa nponssoAacTBa

OfvHapHas cTepunbHas 6apbepHas cuctemMa

O OfnHapHas cTepunbHas GapbepHas CUCTEMA C 3aLLUTHO HapyXKHOI YNaKoBKOA

YTnnusaums

YTnnusaumsa MefuuMHCKOro usgenus «Habop And karetepusaumy LEHTPasbHbIX BeH MO MeToay
CenbauHrepa «LlepTomkc®» (Certofix®) ¢ nNpUHAAIEXHOCTAMWU»  MOC/E  UCMOb30BaHUA
OCYLLLeCTB/ISETCA B COOTBETCTBUM C TPebOBaHMAMM K 0OpalleHnt0 ¢ MeAULMHCKUMWU 0TX0ZamMu, C
MeAULMHCKMMMN OTX0AamK, ycTaHoBfieHHbIMU CaHlunH 2.1.3684-21 no knaccy b w/vnn mHbIMK
AeVCTBYIOLLMMUN HOPMATUBHO-MPaBOBLIMU akTamu Poccuiickoli ®egepauuu.

Hencnonb3oBaHHOE  MeAUUMHCKOE M3Jenne, HEeUcrnosib3oBaHHble YNakoBKMW, [LO/MKHbI  ObiTb
YTUAN3NPOBaHbl B COOTBETCTBMM C MOPALKOM  yTUav3auun TBepAblX ObITOBbIX OTXOAOB,
yCTaHOBNEHHbIM 3aKoHOAaTenbCTBOM Poccuiickoii depepaunm no knaccy A CaHlMuH 2.1.3684-21
WA MHBIMW LeACTBYHOLWMMMN HOPMaTUBHO-MPaBOBLIMU akTamu Poccuiickoi ®efepauuu.

Mpy BO3HMKHOBEHWWM BOMPOCOB, KacawLWMXCA YTUIM3aUUM MEeQUUMHCKOTO U3fenus, cnepyet
o6palaTbCcs K YNONHOMOYEHHOW opraHmsauuy (umnopTep) B PO.

MpoussoanTens/IMpon3BeLeHO

b. BpayH Menb3yHreH AI, Kapn-bpayH-LUTp. 1, 34212 Menb3yHreH, [epmanHua. B. Braun
Meisungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

YnonHomMmo4eHHasa opraHusauunsa (umnoptep) B PP
00O «b.bpayH Meaukan», 191040, r. CaHkT-IeTepbypr, yn. MNMywknHckas, 4. 10, ten./ppakc: (812)
320-40-04.

[ata Bbinycka nHpopmaumn: 01.2023

www.bbraun.com
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Nr. 372/2023 des Urkundenverzeichnisses

Die vorstehenden, dem Firmendruck ,B. Braun Melsungen
beigefugten, vor mir vcilzogenen Mamensunterschriften

1. der Frau Vera Pekarek,
der Frau Sandra Staufenberg,

beide geschaftsansassig Carl-Braun-StraBe 1,

0-3"5212 Melsungei;,

und mir von Person bekannc, beglaubige ich hiermit.

rJ Der Notar fragte narh einer Vorbefassung

im Sinne von

AG"

8 3 Abs. 1 Nr. 7 BeurkG. Sie wurde von den Erschienenen

verneint.
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B BRAUN

lMepeBO/ C aHrMINCKOro Y HEMELLKOT O A3bIKOB
«b. bpayH Menb3yHreH AlM»
(B. Braun Melsungen AG)
MNoppasgeneHue «Xocnutan Kaa»
(Division Hospital Care)

34209 Mesb3yHreH

B KoHTakTHOe n1uo: Bepa Mekapek (Vera Pekarek)
' Ten.: +4915117667398

PEANEPANBHYO CNYXBY MO daKe:

HAA3OPY B COEPE 2N, noura: vera.pekarek@bbraun.com

3APABOOXPAHEHVIS Be6-caliT: http://www.bbraiin.com

(POC3APABHAASOP) [Oara: 07 mapta 2023 roga

[leKnapaumoHHoe NMUCbMO K MHCTPYKLMW N0 NPUMEHEHIO

YBaxkaemble rocrnoga!
HacToswmnmM NMCbMOM Mbl,

«b. bpayH Menb3yHreH Al »

(B. Braun Melsungen AG)

Kapn-BpayH-LUTpacce 1

34212 Menb3yHreH,

Mepmanus (Carl-Braun-Str. 1, 34212 Melsungen Germany)

B cooTBeTCcTBMM ¢ [upektusoi Esponeiickoro Coeta EC 93/42/EEC B KauecTBe
OTBETCTBEHHOr0/3aKOHHOTO NPOMN3BOAMTENSA MEAULMHCKOTO U3aenmns

Habop pgna KkateTepm3auum LeHTpanbHbIXx BeH MO MeTogy CenbjuHrepa
«LlepTodhmkc®» (Certofix®) ¢ NnpuHaIeXHOCTAMN

3asB/iseM O TOM, YTO Hamu ObIIN MPUHATHI BO BHUMaHWe 3ameyaHus, NpUBELEHHbIE B NMUCbME
Ne 10-145/23, KoTopoe 6bln0 HanpaeneHo Poc3apaBHagsopom 09 sHBapsi 2023 roga. Mbl
COrflaCHbl C 3amMeyaHuaAMW, YyKasaHHbIMW Poc3gpaBHaj30poM, W HanpasnseM BaM Ha
paccMOTPEHME CNEAYHOLLLNIA OOHOBNEHHbIA AOKYMEHT:

Bepcua MHCTPYKLMY NO MPUMEHEHUIO, NpefiHa3HayeHHasa 1 UCMO/b30BaHUA Ha TEPPUTOPMUM
P® oT sHBapsA 2023 roga (Ha aHrMACKOM W PYCCKOM f3blKax), AN8 MeLUUMHCKOro u3genus
Habop gna kateTepusaummn UeHTPasibHbIX BeH rno metogy CenbauHrepa «LlepToukc®»
(Certofix®) ¢ NpMHaLNEeXXHOCTSAMU, BapuaHTbl UCNOMHEHNS:

Habop ana katetepusaumu LeHTpalibHbIX BeH Mo Metody CenbauHrepa «LiepTohmkce®
MoHo 215» (Certofix® Mono 215) 10 Hab./yn. ¢ MHCTPYKUMEA No npumeHeHnto (1 wT.)
KaT. Ne 4160185E;

Wcno. THL1Tenbil, CCBeT IC KUMMaVHH: Menb3yHreH :
E%ﬁ%bi oro . cno Tel‘lbl bk OW(,%Aper . bzgllt: - %pec NenayHren A
L-p AxHetT Bennep f'bH Tenb) ¢ B Braun Melsungen AG)
%ﬂb WieHa \NEEE—Per. Ne DE 42690900 MEMs3yHreH
epvaHma
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B BRAUN

CTpaHuua 2 K nuceMy oT 7 mapTa 2023 roga

Habop ans kKaTeTepu3auuun LeHTpanbHbIX BeH no metody CenbauHrepa «LlepTodukc®
MoHo 220» (Certofix® Mono 220) 10 Hab6./yn. ¢ MHCTPYKUMEl No npuMeHeHUto (1 wr.)
KaT.Ne4160207E;

- Habop gna kateTepusauumn LeHTpanbHbIX BeH Mo Metogy CenbauHrepa «LlepTouKkce®
MoHo 315» (Certofix® Mono 315) 10 Hab6./yn. ¢ MHCTPyKUMel No npuMeHeHuto (1 wr.)
KaT.Ne4160223E;

Habop gnsa kateTepusaumy LeHTpanbHbIX BeH no metogy CenbauHrepa «LlepToumkc®
MoHo 320» (Certofix® Mono 320) 10 Ha6./yn. ¢ MHCTPYKUMeA No npumeHeHUto (1 wrT.)
KaT. Ne4160258;

Habop and kateTepusauumy LeHTpanbHbIX BeH no metoay CenbauHrepa «LlepToumkc®
MoHo 330» (Certofix® Mono 330) 10 Hab./yn. ¢ MHCTPYKLUUen no npumeHeHunto (1 wrT.)
KaT.Ne4160282E;

- Habop pgnsa katetepusaumun LeHTpanbHbIX BeH no metogy CenbaumHrepa «LlepTodukc®
MoHo 415» (Certofix® Mono 415) 10 Ha6./yn. ¢ MHCTPYKUMeR no npumeHeHuto (1 wT.)
KaT. Ne 4160509E;

Habop gna kKateTepusauuun UeHTpasbHbIX BeH no metody CenbauHrepa «LiepToukce®
MoHo 420» (Certofix® Mono 420) 10 Ha6./yn. ¢ MHCTPyKUuuel no npumeHeHnto (1 wrT.)
KaT. Ne 4160304E;

Habop gna kateTepusaumy UeHTpasbHbIX BeH no metody CenbauHrepa «LiepTomkc®
MoHo 430» (Certofix® Mono 430) 10 Hab./yn. ¢ MHCTPYKUMEW NO NpuMeHeHUo (1 wT.)
KaT. No 4160762E;

Habop pgnsa kateTepusauuy LeHTpanbHbIX BeH no metody CenbguHrepa «LlepToukc®
MoHo 220 R» (Certofix® Mono 220 R) 10 Hab./yn. ¢ MHCTPYKUMen no npumeHeHuto (1
Wwt.) Kat. Ne 4160207R;

Habop onsd kKateTepu3auumn UeHTpasbHbIX BeH no metody CenbauHrepa «Lleptodukc®
MoHo 320 R» (Certofix® Mono 320 R) 10 Ha6./yn. ¢ MHCTPYKUKel No npumeHeHuto (1
WwTt.) Kat. Ne 4160258R;

Habop gns katetepu3auum LeHTpanbHbIX BeH no Metogy CenbauHrepa «Lleptogukc®
MoHo 420 R» (Certofix® Mono 420 R) 10 Hab./yn. ¢ MHCTPYKLUMeN No npumMmeHeHunto (1
wT.) KaT. Ne 4160304R.

B LeNAX BHECEHWA W3MEHEeHW/A B [LOKYMEHTbl PerucTpauuMoHHOro [AOoCbe B CBA3N C
COBEpLUEHCTBOBAaHMEM CBOMCTB W XapakKTEPUCTUK NPW  HEU3MEHHOCTM (YHKLMOHaNLHOIo
[AEeNCTBMA, HaszHaYeHMs W MpUHUMNA AeWCTBMA MeAWLUHCKOro u3genns u npeactaBneHus
BblLLEYKa3aHHOr0 AOKyMeHTa B ®PefepanbHyr0 Cny6y no HaA3opy B cgepe 34paBOOXPaHEHMUS
(Poc3apaBHaasop).

B cnyuae Kakux-1mb60 PacXOXAEHWA MEeXAY aHT/IMIACKOW M PYCCKOW BEPCUSMMU HACTOSILLEro
AOKYMEHTa, MPENMYLLECTBEHHYH CUNY MMEET aHrniickas Bepcus.

OT nnua KoMmnaHum

«b. BpayH Menb3yHreH Al » (B. Braun Melsungen AG)

Y NONHOMOYEHHOE NNLL0

<noArwcaHo>

Bepa MNMekapek (Vera Pekarek)

MeHepxkep oThena HOPMaTMBHO-MNPaBOBOro
perynnposaHus LieHTpa pa3paboTKu
BHYTPUNPON3BOACTBEHHbIX CTaH4apToB, oTgen
KynupoBaHus 60M1eBOr0 CUHAPOMa W paspaboTKu
LEHTPa/IbHbIX BEHO3HbIX KaTeETEPOB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

YNONHOMOYEHHOE NNL0
<nognucaTt>

3aHppa LW TaytheH6epr (Sandra Staufenberg)
ALMUHUCTpaTOp OTAena HOPMaTUBHO-MPaBOBOro
perynunposaHus LleHTpa pa3paboTku
BHYTPUNPOU3BOACTBEHHbLIX  CTaHAapToB, OTAeN
KynupoBaHusi 60M1eBOr0 CUMHAPOMa W pa3paboTKu
LEHTPa/IbHbIX BEHO3HbLIX KaTETEPOB
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Hacrosmpm 5 uomepxnam BEPHOCTD nmeymannoﬁ nmbopmamm NOMIMHHOCTh MEUATH
komMnanuy «b. Bpayn Memsynurer Al'» (B. Braun Melsungen AG) M NOCTaBICHHHIX B MOEM
OPHCYTCTBHH NOMTHCEH
1. r-xu Bepn ITexapex (Vera Pekarek),
2. r-xu 3annpu LlraydenGepr (Sandra Staufenberg)

BEOYIHUX AeATebHOCTS 1o aapecy: Kapa-Bpayn-Illrpacce 1,

D-34212 Mens3ynren (Carl-Braun- Strale 1, D-34212 Melsungen),
AHYHOCTH KOTOPHIX GLUIM MHOIO YAOCTOBEPEHBI.

Horapuyc 3anapan Bompoc O NpenaTcTBHsaX cornacko § 3, pasaena 1, Ne 7 3akoHa o
HOTApHATLHOM 3acCBHACTENLCTROBAHHA. Ha Bompoc aABHBImIMecs AMila JaiA OTPHIATENbHbIN
OTBET.

Mems3ysrenr, 07 mapta 2023 roaa

<noonucano>
Horapuyc
<Tnchenas nevars: Hunbe Battrang (Nils Weigand), norapuyc 8 r. Mesan3ynren>

TlepeBon ¢ aHTMICKOrO M HEMENKOro A3BIKOB HA PYCCKHA A3HK BHIIONHCH NEPEBOXUHKOM
HUckycnbix JIMHTpHEM AJICKCAHAPOBAYEM

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Poccuiickaa ®egepaums
fopos MockBa
WecTHaALaToro mapra ABe THICAYM ABAALATL TPETLETO roAa

A, AnexuH EBreHuii BnagumupoBuy, HoTapuyc ropoga MOCKBbI, CBWUAETENbCTBYIO
NOA/IMHHOCTL NoAnucKu nepesofumka NckycHoix AMuTtpna AnekcaHgposuya. n

Mognuce chenaHa B MOEM MPUCYTCTBUN.

JINYHOCTbL NoANUCaBLUEro JOKYMEHT YCTAHOB/IEHA.

3aperncTprpoBaHo B peecTpe: Ne 57/171-H/77-2023-4-2558.

E.B.AnexuH

Bcero NpoLLHypoBaHo.

neyaTtbto”-
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B BRAUN

B. Braun Melsungen AG
Division Hospital Care

34209 Melsungen

Contact: Vera Pekarek

ton; i-4915117667398

FGXI -
]O-lHE Email: vera. pekarek®bbraun.com
FEDERAL SERVICE ON Internet; hrtp://www.bbraun.com
SURVEILLANCE IN HEALTHCARE
(ROSZORAVNADZOR) Dete: March 7, 2023

Dcchinition on liislrticlioiis fur ll™e

Dear Sirs.

With this letter we

B. Braun Melsungen AG
Carl-Braun-Str, 1
34212 Melsungen
Germany

as responsibte/legal manufacturer according to the European Council Directive 33/42/EEC of medical devices
Certofix*and Accessories

herewith declare that we have taken into account the notes in accordance with letter no. 10-145/23 issued
on January. 09 2023 by Roszdravnad™or. Given that we are accepting the remarks raised by Roszdravnadzor
and we submit for your attention and consideration the following updated document:

m
RU Specific Version of the Instructions for Use from 01.2023 (in England Russian languages) for

Certofix* design variants:

Certofix* MonoS 215
Certofix” Mono S 220
Certofix’ Mono S 315
Certofix* Mono 5 320
Certofix” Mono S 330
Certofix” Mono S 415
Certofix’ Mono S 420
Certofix” Mono S 430
Certofix" Mono V 220
Certofix" Mono V315

innoren ApertriofY Bxecutive Board Corporate Office: Meltungen Addien:
9.?3,[1 n s Regii.lri Col It 6 Sian I\/rIu_J_rgquC
Dr ArrM If entri H tﬁ%ll(llwﬂfmﬂar Gl Ban SliiDe
Pv-Uhi U itffar. Hin]‘ft amn 1K7'7 MeKungdi
jurjtfi Stii nUl Rg No UF ABSIRIC CGeimary
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B BRAUN

Page 2 to the letter of March 7, 2023 to

Certofix' Mono V 320
Certofix' Mono V 330
Certofix' Mono V 415
Certofix' Mono V 420
Certofix' Mono V 430
Certofix' Protect Mono V 320
Certofix' Protect Mono V 330
Certofix’ Protect Mono V 420
Certofix' Protect Mono V 430

to update of the documents of the registration dossier for improving the features and characteristics of the
medical devices has no impact on the functional purpose, intended use and principle of operation of the
medical device group and submission of the above document to the Federal Service on Surveillance in
Healthcare (Ros/dravnadzor).

In case of any discrepancy between the English and Russian translations of this document, the English version

shall prevail.

For and on behalf of
B. Braun Melsungen AG

a1 I.(A) -,b.‘ \

Vera feWa/ek Sandra Staufenberg
Manager Rrguletofy Affairs CjiE Infusion H Pain Therapy Administrator Regulatory Affairs International
CoC Infusion H Ham Therapy

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Instruction for use

Certofix® Central Venous Catheter Set for Seldinger technique with accessories, variant”

Certofix® Mono S Central Venous Catheter Set for Seldinger technique
Certofix® Mono V Central Venous Catheter Set for Seldinger technique
Certofix® Protect Mono V Central Venous Catheter Set for Seldinger technique

01

‘T -yOr

\B N\

www.bbraun.com
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Intended use ~ n
Central venous catheter set for Seldinger technique.

Scope and variants

IFU is applicable of the following variants of medical device;

Single-lumen cava catheter set for catheterization of the superior vena cava using the Seldinger
technique. Opaque catheter made of polyurethane and guide wire with flexible J-tip. The connecting
cable for ECG recording via a guide probe for simultaneous monitoring of the catheter position.

Contents a type and duration of contact of the medical device
1 Seldinger needle (Al) or Y-type Introducer needle (A2), depending on version (short-term contact

with blood);
2. Guide wire with length markings and flexible J-tip (r=3 mm) / straight tip (short-term contact with

blood), in dispenser (B) (short-term skin contact);
3. Opaque catheter made of polyurethane with soft tip (D) (prolonged contact with circulating

blood, unless otherwise indicated):

www.bbraun.com
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— Length markings;

— Transparent tubing with slide clamp for brief closure;

- Integrated fixation wing to secure catheter (no contact);

- Attachable, adjustable fixation wing to secure the catheter by suture at the insertion site (E)

(prolonged skin contact);

“ — Luer Lock connector.
4. Connecting cable for intra-atrial ECG recording (H) (herein referred to — «connecting ECG
cable») (short-term skin contact);
5. Attachable clip (F) (no contact);
6. Dilator (C) (short-term contact with blood);
7. Omnifix® syringe, 5 ml (G) (herein referred to — «syringe») (short-term contact with blood).

Materials used
ABS, Brass, EP, HD-PE, Ink, IR, LD-PE, Nitinol, PA, PA6 dyed, PC, PE, PE-HD, PP, PS, PUR,
PVC-white, SBS, SI, Silicone oil, Stainless steel.

For Certofix® Protect sets:

The base material of the central venous catheter Certofix® Protect consists of polyurethane. All
lumens, including the hub and the outer surface of the catheter, are coated with a long-chain polymer
based on methacrylat. The polymer is embedded in and bonded to the base material of the catheter.
The polymer’s chemically modified side groups are freely accessible on the catheter surface. They
contain hydrophilic side groups such as polyethylene glycol and antiseptic polymeric biguanide side
groups. A comparable polymeric biguanide can be found in some wound irrigation solutions.

Indications

Catherisation of the superior vena cava using the Seldinger technique for short-term (<30 days)
infusion and volume therapy or parenteral nutrition, for administration of highly osmolar or very
vein irritating solutions, for continuous or intermittent monitoring of the central venous pressure,
for blood sampling, or when peripheral venous puncture is not possible in state of shock, in patients
with injured extremities or no detectable peripheral veins.

Contraindications

Inflammation of the skin at the site of puncture; clotting disorders e.g. in therapy with anticoagulants;
anatomical anomalies, e.g. enlarged struma, tumours in the neck regions, very severe pulmonary
emphysema and postoperative changes at the site of puncture.

ECG lead: Do not record ECG lead during defibrillation, cardioversion or HF surgery.

For Certofix® Protect sets:

Do not use this product for patients with a known hypersensitivity to polyhexanide or related
substances such as chlorohexidine.

Risks / Side effects

Haematoma/bleeding at the site of puncture, catheter infection and sepsis, pneumothorax,
haemothorax, infusion hydrothorax or chylothorax due to incorrect puncture and incorrect catheter
position, cardiac arrhythmias due to incorrect intracardiac placement of the catheter, atrial rupture,
endocarditis due to mechanical irritation, arterial or venous injuries due to incorrect punctures,
catheter-induced thrombosis and thrombophlebitis, damage to nerve structures (e. g damage to the
brachial plexus, damage to the phrenic nerve), air embolism, catheter embolism, cardiac tamponade,
vena cava lesions, mispositioning, CVC dislocation.
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Warnings

- Re-usegof single-use devices creates a potential risk of patient or user. It may lead to contamination

and/or impairment of functional capability. Contamination and/or limited functionality of the device

may lead to injury, illness or death ofthe patient.

- Do not subject the Certofix® catheter to pressures in excess the operating pressure of 1.2 bar or the
€ J maximum pressure limit of 2 bar in case of emergency.

- Use strictly aseptic techniques.

- To avoid air embolism make puncture lege artis with the patient in head-down position.

- Use X-ray to check the position of the catheter tip. If in doubt about the position, inject contrast

medium or record intraatrial ECG lead.

When recording an ECG lead, please note:

- Use only in rooms that are protected against electrostatic charge.

- Wear antistatic operating theatre shoes.

- Observe relevant safety regulations and national specifications and deviations.

- Use an ECG monitor with floating input (CF type) only.

- Earth the monitor for additional equipotential bonding.

- Ensure that all connections are securely fastened.

- Ensure that the guide has no contact to external conductive parts.

- Secure the catheter adequately.

- Daily strictly aseptic catheter care.

- Change contaminated or soaked dressings when required.

- Use different sites for blood sampling and administration of infusions or medication to reduce the

risk of infection.

- Rinse catheter thoroughly with physiological saline after transfusions or blood sampling.

- To prevent air embolisms, fasten the connection to the catheter securely and use only infusion sets

with Luer Locks.

- Do not withdraw guidewire against the needle bevel to reduce risk of damages or possible shear of

guidewire. If insertion is difficult, perform further actions in consideration of the given situation, with regards

to the clinical risks and benefits for patient.

- Alternatively, first remove the puncture needle and then insert the dilator in its place. This

considerably reduces the risk of damaging the guide wire by the dilator when the guide wire is pulled

back. If it is difficult to remove the guide wire from the catheter, remove both the guide wire and the

catheter.

- if the vein is known to be constricted, it can be of help to turn the guide wire in the needle or

remove the guide wire and insert the straight guide wire tip.

- Do not bring the PUR catheter into contact with acetone as acetone dissolves the material causing

the catheter to become porous and to leak.

- Cardiac arrhythmias may occur during an MR examination with an inserted catheter. There should

be no electrolyte solutions in the catheter during an MR examination.

Do not resterilise.

Use only if the packaging is intact.

For Certofix® Protect sets:

it is not allowed to use the central venous catheter Certofix® protect for other purposes as described
in chapter 4 “Indication”. Any application of this catheter in the central or peripheral nervous
system is not permitted.

www.bbraun.com
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Directions
CALTTON

If an ECG lead is to be used to check the position of the catheter and sinus rhythm can be
recorded, first connect the patient to a CF type monitor with approval to record intra-atrial
leads (see below) (type: CF) using a Certodyn® Universal Adapter (herein referred to —
«adapter Certodyn®») or a switchable ECG patient cable.

I. When making a puncture, always wear sterile clothing with facemask, cap and gloves. After thoroughly
cleaning and disinfecting the skin, (use alcohol or iodine based cleaning agents, e.g. Braunol® or Softasept®
N), cover puncture site with a sterile fenestrated drape.

2. Puncture the vein using the supplied Seldinger needle or valve needle (depending on the set used)
with the syringe attached for aspiration.

3. Guide wire in dispenser. Remove the protective cap from the dispenser. Then fit the dispenser with
the guide wire on to the plastic capillary of the Certofix®, the Seldinger needle or the side of the
valve needle (depending on the set used). Use your thumb to advance the guide wire into the vein.
Use the length markings to check the insertion depth.

4. When the guide wire is in the desired position, remove the dispenser and the cannula, retaining the
position of the guide wire.

5. Dilate the puncture track. This is done by holding the extracorporeal section of the guide wire and
advancing the short dilator — rotating it slightly — over the extracorporeal part of the guide wire and
into the puncture site. Then remove the dilator from the puncture track, retaining the position of the
guide wire.

6. Advance catheter over the extracorporeal part of the guide wire up to the puncture site. Then hold
the end of the guide wire and advance the catheter up to the desired position, turning it slightly.

7. The intravasal catheter length can be read from the permanent length markings.

8. To verify the position of the catheter tip by ECG, first position the tip of the catheter and the guide
wire at the same position (the first wide marking on the guide wire protrudes out of the catheter
connection). Now secure the clamp of the ECG connecting cable to the guide wire directly behind
the catheter connection. Insert the connector of connecting cable into the Certodyn® Universal
Adapter and switch over to the heart symbol (see separate instructions for connection of Certodyn®
Universal Adapter). Then advance the catheter with the guide wire towards the right atrium under
ECG control. If the ECG shows a higher than normal P wave, it can be assumed that the catheter tip
is in an intra- atrial position (intra-atrial ECG lead). If the catheter with the guide wire is pulled back,
the P wave returns to normal (— transition point). The correct catheter position in the superior vena
cava is reached when the catheter and the guide wire are pulled back a further 2-3 cm. Then remove
the guide wire.

With a 15 cm catheter, the catheter tip usually does not reach the atrium. In this case advance the
guide wire under ECG control until a higher than normal P-wave appears. Thus, the correct direction
of the catheter is at least checked.

9. Secure the catheter to the skin using the integrated fixation wing. It can also be secured directly at
the puncture site with the moveable fixation wing. Clip can be used to secure the slit wing on the
catheter.

10. There are slide clamps on the extension lines. These are used to close the lumens when infusion
or transfusions are changed. If Safsite is connected to the catheter, it is not necessary to close the
catheter with the clamps as Safsite automatically closes the infusion line if disconnected. However,
ensure that Safsite is securely connected to the catheter.

www .bbraun.com

& 000 LHPMM (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



| »

Always use fixation wings to secure the catheter tubing as the catheter may otherwise be torn
apart and flushed into the vein.

In order to obtain a safe combination, it is recommended to use compati-ble infusion devices, for
example: syringes, infusion lines, stopcock man-ifolds, needle-free connectors and etc., having a
Luer or Luer Lock con-nection type (1SO 80369-7).

Conditions and duration of use

The Certofix catheter is intended for short-term use (<30 days).

Monitor CVC Condition (e.g. for catheter related bloodstream infection, paravasation,
thrombophlebitis) and remove CVC in accordance to hospital guidelines.

Promptly remove any intravascular catheter that is no longer essential.

The product should only be used by physicians that have been ade-quately trained in this technique
in patient facilities.

Additional information

For Certofix® Protect sets:

The coating of the Certofix® Protect catheter is effective against the most frequently occurring
pathogens which can cause a catheter-associated infection:

« Staphylococcus aureus

» Staphylococcus epidermidis (coagulase-negative Staphylococci)

» Methicillin-resistant Staphylococcus aureus (MRSA)

 Enterococcus faecalis

« Escherichia coli

» Pseudomonas aeruginosa

Technical characteristics of the medical device
The key characteristics of the main functional elements of the medical device are indicated on the

Item Catheter Introducer Needle ~ Guidewire Tissue Dilator
number Effecti outer Outer Lumen Nominal outer Effective Max. length, Max. Min. Effect.

ve diameter, diameter diameierr  flow rate diameter, length,  outer cm outer Inner length,
length. nm (French)  (gauge) by lumen mm mm diameter, diameter diameter, cm
cm (ml/min) mm mm mm

4160185 =15 =14 4 18 23 =0,95 =50 =0,63 =50 =17 =08 =46

4160207, =20 =14 4 18 18 =0,95 =50 =0,63 =50 =17 =08 =46

4160215,

41602ISP

4160223 =15 =17 5 16 60 =13 =70 =0,89 =50 =20 =10 =79

4160258 =20 =17 5 16 50 =13 =70 =0,89 =50 «2,0 =10 =79

4160282 =30 «1,7 5 16 40 =13 =70 =0,89 =70 =2.0 «1,0 =79

4160509 =15 =21 6 14 0 =13 =70 =0,89 =50 =2,7 =10 =9,6

4160304 =20 =21 6 14 7 =13 =70 =0,89 =50 =27 =10 =9,6

4160762 =30 =21 6 14 IS =13 =70 =0,89 =70 =27 =10 =9,6

4160231  «15 =17 5 16 60 *1,3 =73 =0,89 =50 =20 =1,0 =79

4160266, =20 =17 5 16 50 =13 =73 =0,89 =50 =20 =10 =79

4160266P

4160290. =30 =17 5 40 =1,3 =73 =0,89 =70 =20 =10 =79

4160290P

4160517 =15 =21 6 “ 0 =1.3 =73 =0,89 =50 =2.7 =1,0 =9,6

www.bbraun.CQm
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4160320, =20 =21 6 14 7 =13 =73 =0,89 =50 «,7 «1,0 =96
4160320P

4160789. =30 =21 6 14 16 =13 =73 =0,89 «70 «@,7 =10 =9,6
4160789P

Also, the name of the MI contains information about the key characteristics of the catheter, namely:

« Reference to Seldinger technique.

* “PROTECT" refers to antimicrobial coating of the catheter.

* Mono (one) indicate the number of catheter lumens.

 This is followed by a letter indicating the type of introducer needle: S — Seldinger introducer

needle, V — Y-Introducer needle.

This is followed by three digits: for Mono catheters, the first digit is a conditional number that
indicates the outer diameter of the catheter: 1, 2, 3 or 4 (3, 4, 5, 6 French, respectively), the next two
are for the length of the catheter in cm.

International standards the medical device manufacturer applies

ENISO 13485, ISO 14971, ISO 10555-1, ISO 10555-3, ISO 11070, I1SO 9626, EN 1707 (ISO
80369-7), DIN 42802, ISO 10993-1, ISO 10993-3, 1ISO 10993-4, ISO 10993-5, ISO 10993-6, 1SO
10993-7, 1ISO 10993-10,180 10993-11, ISO 10993-18, I1ISO 10993-18,180 11135,EN 556-1, 1SO
11607-1, EN 1SO 15223-1, EN 1041-2008

Operating conditions
Parameter
Temperature

Relative air humiditv

Operating conditions
+\5°C to +30°C
up to 90%

Storage and transportation conditions

Parameter
Temperature

Relative air humidity

Transport conditions
-20°C to+15°C (2 days)
+15°C to +25°C (several
weeks)

+25°C to +40°C
(duration of two weeks)
up to 90%

Symbols used in the marking

Symbol

«J
LOT

STERILEIEO

Explanation
Use-by date

Date of manufacture

Manufacturer
Batch number

Catalog number

Do not re-use

Sterilization by ethylene oxide

www.bbraun.CQm

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Storage conditions
+15°C to +25°C
(duration of shelf life)

up t0,90%



€4

C€ 0123

cE

Consult instructions for use

Caution

CE mark - the conformity mark of Directive 93/42/EEC and the identification
number of the accredited certification body in the European Union

CE mark — mark of conformity to the requirements of Regulation (EU)
2017/745 on medical devices

«Keep away from sunlight»

«Keep dry»

«Upper limit of temperature»

Depending on the version of medical device additional characteristics and symbols may be printed

6TIN:

8
X

[mdl

O

el

The international code marking and record-keeping logistics units
Central pharmaceutical number of Germany

Do not use if the package is damaged

Apyrogenic
Medical device

Country of origin
Single sterile barrier system

Single sterile barrier system with protective outer package

Disposal of the medical device "Certofix® Central Venous Catheter Set for Seldinger technique
with accessories” after use is carried out in accordance with the requirements for medical waste
established by SanPiN 2.1.3684-21 for class B and/or other applicable legal acts of the Russian

Federation.

N

Unused medical device and unused packages should be disE)osed of on the according to the
requirements of SanPiN 2.1.3684-21 as the waste is class A and/or other applicable legal acts of the
Russian Federation.
If you have any questions regarding the disposal of a medical device, you should contact the
authorized organization (importer) in the Russian Federation.

Manufacturer / Manufactured at;
B. Braun Melsungen AG, Carl-Braun-Str. 1,34212 Melsungen, Germany.

Authorized organization (importer) in the Russian Federation
LLC «B.Braun Medical», 191040, Saint Petersburg, Pushkinskaya str. 10, tel/fax (812) 320-40-04.

Date of issue: 01.2023

www.bbraun.com
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NHCTPYKUMA NO NPUMEHEHUIO

Habop pAna KkaTeTepu3aumm UeHTpasbHbIX BeH no Metody CenbguHrepa—«LiepToduke »
fCertofix®) ¢ npnHagNeXXHOCTAMM, BapUaHTbl UCMNOSTHEHUS: A
Habop ansd katetepmsauumn UeHTpanbHbIX BeH no metody CenbguHrepa «Lleptogukc MoHO S»

(Certofix® Mono S) N
Hab6op ans kateTepusalumn LEHTPasbHbIX BeH N0 metoay CenbanHrepa «Lleptodmkc MOoOHO V»

(Certofix® Mono V) A
Habop ans katetepmsauuy LeHTpanbHbIX BeH no metogy CenbauHrepa «LlepTodmke MpoTekT

MoHo V» (Certofix® Protect Mono V)

www.bbraun.com
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Ha3HaueHune
Hab6op ans kateTepu3almmn LEeHTpanbHbIX BeH No Metoay CenbanHrepa.

O6nacTb [eiACTBUA 1 BapuaHTbl UCMONHEHNS

3Ta VHCTPYKUMA NpUMeHMa K cnegytownm sapnadtam MI:

Habop c kaTeTepoM OfHOKaHalbHbIM [18 KaTeTepu3auuMn BepxHel NOMoi BeHbl MO MeToAy
CenbfuHrepa. PeHTreHoHenpo3payHbld KaTeTep W3 MOAUypeTaHa W MPOBOAHWK C TUOKUM J-
KOHUMKOM. BkntouvaeT kabenb coefuvHuTenbHbli ana KI-anekTpoga BHYTPUNpPeACcepLHOro Ans
perucTpauuv BHyTpunpescepfHoin 3SKIT uyepes NPOBOAHWK [/ CMHXPOHHOTO OnpefeneHuns
MOJIOXKeHMs KaTeTepa.

CocTaB (BMA/Npoao/mKMTeNnbHOCTb KoHTakTa no FOCT 10993-1)

1 Wrna CenbguHrepa nHtpogbtocepHas (Al) nnm Y-Urna uHtpogbtocepHas (A2), B 3aBUCKMOCTM
0T Habopa (KpaTKOBPEMEHHbIN KOHTaKT C KPOBbHO);

2. TIpoBOAHWK, C pPasMETKON AnuHbI, TMOKUM J-KOHUMKOM (I = 3 MM) / MpPAMbIM KOHUYMKOM
(KpaTKOBpPEMEHHbI KOHTaKT C KpOBbt0), B AucneHcepe (B) (KpaTKOBPEMEHHbIN KOHTaKT ¢
KOXen);

www.bbraun.com
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3. Karetep, peHTreHoHenpo3payHblil, W3 NOMypeTaHa C MATKMM KOHUYMKOM (D) (B/IMTenbHbIi
KOHTaKT C LMPKYNPYIOLLEN KPOBbIO, €CIN HE YKa3aHO UHOE):
PasmeTka O/IvHbI;
NnHven yanvHuTeNbHasA, Npo3payHas, € 3aXMMOM CLABMXHbLIM 415 GbICTPOro nepekpbITUs
KateTepa;
dukcaTop HeCHEMHbINV AN 3aKpensieHns KateTepa (He KOHTaKTUpyeT);
- OcHoBa (ukcatopa cbémHoro (E), perynupyemas, 418 3akpenseHus KateTepa y Mecrta
BBEAEHUA C NOMOLLbIO IMTraTypbl (4UTENbHbIA KOHTaKT C KOXeN);
KoHHekTOop JTto3p J1okK.
4. Kabenb coeanHuTenbHblil gna IKI-anektpoga BHyTpunpegcepgHoro (H) (manee no Tekcty -
«IKI-Kabenb coeanHNTENbHBIN») (KPAaTKOBPEMEHHbIV KOHTAKT C KOXeW);
Knunca ¢mkcatopa cbéMHOro (F) (He KOHTaKTupyeT);
Ovnatatop (C) (KpaTKOBPEMEHHbI KOHTaKT C KPOBbHO);
7. Wnpuy «OMHUGKUKE» (Omnifix®) 5 mn (G) (manee no TeKCTy - «wWNpuL») (KPaTKOBPEMEHHbII
KOHTaKTe KPOBbHO).

o o

Vicnonb3yemble maTepuasbl
ABC, naTyHb, anokcugHas cmona, M3BI, yepHuna, n3onpeHoBbIli Kaydyk, MOHM, HuTuHON, MA,
MA6 okpaweHHbId, MK, M3, MN3BM, MM, MNC, MY, NBX-6enbiii, CBC, CUANKOH, CUINKOHOBOE
Macsio, HepXkaBeroLas cTasib.

[nsa Habopos «LepTo®ukc® MpoTtekT» (Certofix® Protect):

OCHOBHbIM MaTepuanoM LEeHTPa/IbHOro BEHO3HOro KaTetepa B Habopax LlepTodmkc® [MpoTekT
ABNAETCA nonuypetaH. Bce kaHa/bl, BKIKOYasAs KOHHeKTOP J1103p JIOK M Hapy>HYK NOBEPXHOCTb
KateTepa, MOKPbITbl A/AMHHOLENOYEUYHbIM TMOSMMEPOM Ha OCHOBe MeTakpuiata. HaHOCUMMbIiA
NoSIMMep CBSi3aH C OCHOBHbIM MaTepuanoM KaTeTepa. XMMWUYECKU M3MEHEHHble 6OKOBbIE rpynrbl
nonumMepa CBOBOAHO pacMofiOKeHbl Ha MOBEPXHOCTM KaTeTepa. B uMX 4ucno BXOAAT Takue
rMapodubHble GOKOBbIE TPYNMbl, KakK MOMMITUNEHTIMKONb W aHTUCENTUYECKUA NOAUMEPHbI
ouryaHma. ConoctaBUMbIii NMOMNUMEPHbIA OUIyaHW BXOAMT B COCTaB HEKOTOPbLIX PacTBOPOB ANS
OPOLLEHNSA paH.

MokKasaHUs K NPUMEHEHWUIO

KaTeTepusauus BepxHeit nonoit BeHbl No Metody CenbauHrepa Ans HenpoAoMKUTeNbHoi (<30
AHel) MHADY3MOHHOW W nna3mMosamMellatolleli Tepanuu, MNapeHTepanbHOr0 NUTaHUs, BBEAEHUS
BbICOKOOCMOJIIPHLIX UMM Pa3fpaxkarolux BeHbl PacTBOPOB, MOCTOSIHHOTO WM MepUOAMYECKOro
MOHUTOPUHIa LEHTPaNbHOTO BEHO3HOTO [ABNEHWUs, B3ATUS NPO6 KPOBW, €CAM  MYyHKLYUS
nepudepuyecknx BeH HEBO3MOXHA, MPU LLUOKE, TPaBMax KOHEUYHOCTE M ecnu nepudepuyeckme
BEHbI HE OMpeenstoTCs.

[MpoTnMBONOKa3aHNA

BocnaneHne KoXu B 30HE NYHKUWMW, HapylleHWd CBEPTbIBAHWA KPOBW, Hamp., Npu feyeHum
aHTMKOArynsHTamMmu; aHaTOMUYecKne aHOMasIMK, Hanp., YBESIMYEHHbIR 306, OMyXO0Nu LUen, THKenas
aMun3ema JIerkux 1 pyoLoBble N3MEHEHNS B 30HE MYHKLUMW.

3anuce IKI: He npoBoguTb npu gedubpuniauun, kapauosepcum nnm BY-xmpyprum.

[ns Habopos «LlepTodmkc® lMpotekt» (Certofix® ProtecO:

He wucnonb3yiiTe y nauyuMeHTOB C W3BECTHOM TUMNEPUYBCTBUTENIbHOCTLIO K MNOMUreKcaHugy W
aHasioram, TakMm Kak X/IoprekCcuanH.

www.bbraun.com
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Mo6ouyHbIe AencTBUS/PUCKN NPUMEHEHNS

emaTtoma/KpoBOTEYEHME B MeCTe MyHKUMW, KaTeTepHas WH(eKuus Wn Ccencuc, MHeBMOTOPAKC,
reMoTOpakC, WHMY3MOHHbIA TMAPOTOPAKC WM XWUIOTOPAKC MpU HapyLleHWX nNpasBua NYHKUUKM K
YCTaHOBKW KaTeTepa, CepfeyHble apuTMMU Npu OLIMBOYHOM BBEAEHUW KaTeTepa B NOMOCTb Cepaua,
paspbiB Mpeacepans, 3HAOKApPAUT MpU MEXaHWYeCcKOM pasfpaXKeHuW, MOBpPeXAeHue BeHbl Wnn
apTepuy NpU HapyLleHUW NpaBua MYHKLUWMW, BbI3BaHHbIA KaTeTepoM TPoM603 M TpoM60dnebur,
MOBPEXAEHNe HEPBHbIX CTPYKTYP (Harmp., MOBPeXAeHWe NeYeBoro CrjieTeHnsa v gvagparmansHoro
HepBa), BO3AYyLUHas amM60ns, KaTeTepHas aMb6011s, TaMnoHaga cepAua, NOBPEeXAeHWs NOOiA BeHbI,
HenpasuWibHOe MoNoXKeHne, cMelleHne LIBK.

MpeaynpexaeHns

- ToOBTOpHOE MCMO/Mb30BaHNE O4HOPA30BbIX M3AENUI CO34aeT BO3MOXHBIA PUCK ANA MauueHTa u
nepcoHasia. 3TO MOXET TMPUBECTU K 3aPAKEHUIO W/WMAW  HAPYLIEHUIO  (DYHKLMOHA/bHbIX
BO3MOXKHOCTel. 3apaxkeHue W/Mnn orpaHuyeHve YHKUUW U3[eNUs MOXET MPUBECTU K TpaBMe,
60/1E3HN NN CMEPTU NauMeHTa.

- He nopggepraiite KateTep BO3AeMCTBUIO JaBNeHWUA Bbile paboyero ypoBHA 1.2 6ap, npegenbHoe
AaBneHne 2 6ap 4ONYCTUMO TO/IbKO B 3KCTPEHHOM CUTYaLUN.

- Ctporo cobntogalite MeToAbl aCENTUKN.

- Bo un3bexxaHne BO34YLUHOW 3MOOIMKN BbIMOMHANTE NYHKUMIO MO BCEM NpaBuiam B MONOXEHUN
60/1bHOr0 NeXka roNoBOW BHU3.

- Ncnonb3yiiTe peHTreH 418 KOHTPONASA MO3UUMM KOH4YMKa KateTepa. Mpu COMHeHWM B MO3uLMW,
BBEeMTe KOHTPACTHOE BELLEeCTBO WY BbINONHWUTE 3anucb BHyTpunpeacepaHoro KM oteeaeHms.
Mpn 3anncn IKI cobntogainTe cneayollme npasmna:

- Micnonb3yiiTe TONbKO B NOMELLEHMAX C 3IEKTPOCTATUUECKON 3aLMTON.

- HocuTe aHTMCTaTUYeCKY0 XMPYPruyecKyto 00yBb.

- Cobniofainte npumeHMMble npasmna 6e30MacHOCTW, FOCYLAPCTBEHHbIE TEXHUYECKME YCNOBUS U
0CO6EeHHOCTH.

- Vicnonbayiite Tonbko IKIM-MOHUTOP C He3a3eMneHHbIM BXogom (Tun CF).

- 3a3eMn1TE MOHUTOP ANS AONOSHUTENIbHOTO YPaBHMBaHWSA MOTEHLNASOB.

- Y6eanTech B HaJleXXHOCTM BCEX COEMHEHMUIA.

- Y6enmTech B OTCYTCTBMM KOHTaKTa NPOBOLHUKA C BHELLIHNMMW TOKOMPOBOAALLMUMY YaCTAMM.

- HageXHo (ukempyiiTe KateTep.

- E>XXefHEBHO BbINONHANTE aCENTUYECKMI YXO[ 3a KaTeTepoM.

- BoBpeMmsi MeHsiTe 3arpsisHEHHbIE UM NPOMOKLLME NOBA3KK.

- Wcnonb3yliTe pasHble JOCTYMbl ANA B3ATUS KPOBM W BBEAEHWS PacTBOPOB W NEKapCTBEHHbIX
CPELCTB A5 CHYKEHUA PUCKA MHEKLMM.

- Mocne nepenuBaHWs KPOBM WAM  B3ATMS NPO6 KPOBM TWlATe/lbHO MPOMONTE KaTeTep
(h13pacTBOPOM.

- Bo un3bexxaHne BO3AYLIHOW 3MO0ONMM 3aTAHUTE COEAMHEHUS KaTeTepa M BblbupaiTe TOMbKO
NHMPY3NOHHBIE cucTembl J1103p J10K.

- He u3BnekaiiTe NMpPOBOAHWK 4epe3 Urfy, 4Tobbl CHU3UTb PUCK MOBPeUTb W cpe3aTb ero. Ecnm
NPOABMXXEHWNE 3aTPYAHEHO, BbINOMHANTE fanbHeilne LEACTBUA C YYETOM TeKyllei cuTyauuu,
BO3MOXHbIX K/IMHUYECKMX PUCKOB U B MHTEpecax nauueHTa.

- BmecTo aToro, cHavyana yfanuTe uUriy UHTPOALIOCEPHYHO, 3aTeM BBEAWTE BMECTO Hee uiaTarop.
PycK noBpexaeHns NMpoBOAHUKA NPU ero U3BNeYeHUN Yepes AunaTaTop 3HauMTeNlbHO Huke. Ecnu
13B/IeYEHNE NPOBOLHUKA W3 KaTeTepa 3aTPYAHEHO, YaanuTe NPOBOAHNK BMECTE C KaTETEPOM.

- ECnn n3BeCTHO O CY>KeHWMW BeHbl, MOXXHO NonpoboBaTb BpawiaTb MPOBOAHWK B UF/e WU U3BNEYb
MPOBOAHVK, NEepeBepHYTb €r0 U BBECTU NPAMbIM KOHUYMKOM B UTy.

www. bbraun.com

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



- N36eraitTe KOHTaKTa KaTeTepa M3 Mo/iMypeTaHa C aleTOHOM: aleTOH pacTBOpseT MaTepuan,
KaTeTep MOXeT CTaTb MOPUCTLIM U MPOTEKaTb.
- Mpn MPT wuccnefoBaHMM C yCTaHOB/IEHHBIM KaTeTepOM BO3MOXHbI CepAedHble apuTmun. Mpw
MPT uccnegoBaHun B KaTeTepe He AO/MKHO ObITb 3/1eKTPO/IMTHOIO PacTeopa.
He nofnexuvT NOBTOPHON CTepuinsaumm.

0 He ncnonb3oBaTh NpU MOBPEXAEHUN YNAKOBKW.
[ns HabopoB «[MepTo®ukc® MpoTekT» (Certofix® Protect):
He ucnonb3yiite LUeHTPanbHbI BEHO3HbIM KaTeTep B Habopax LlepTodmke® MpoTekT Ansa uenei, He
yKasaHHbIX B NYHKTe 4 «[1oKa3aHUA K NPUMeHeHnto». MpuMeHeHne 3TOro Katetepa B LEHTPasIbHOM
NN Nepumepmnyeckori HepBHOM CUCTEME 3arpeLLEeHO.

Cnocob nprMeHeHuA

MPbAYMPPXAMNNE:

Mpun BbIGOpe IKI™ ANA KOHTPONSA NO3MUMM KaTeTepa U Ha/IMYMM CUHYCOBOI0 pUTMa, CHavana
NOAK/IOUNTE NaumeHTa K MOHUTOPY Tuna CF, NpuUrogHoro Ans 3anvcu BHyTpUnpeacepaHoro
oTBefeHNs (cM. Hmke) (Tun: CF) mcnonb3ys agantep yHuBepcasibHbIA ans OKIM-KoHTposs
KaTeTepmsaumMn LeHTpa/ibHbIX BeH «LlepTogHH» (Certodyn® Universal Adapter) (ganee no
TekcTy —aganTep «LlepToanH») nnm nepekntovaemblin IKI™ Kabenb NaumeHTa.

1 BbINOMHANTE NYHKUUIO B CTEPUIbHOM OAeX[Ae, Macke, LWANOYKe W nepyatkax. Tuiare/bHO
obpaboTaiite KOXy (MCMOMb3yinTe CNUPTOBbIE MW WOLHbIE YACTALLME CPeACTBa, Hanp. bpayHon nnu
Cohracent H) 1 HakpoliTe 30HY MYHKLUWUW CTEPUIbHON NPOCTbIHEN C OTBEPCTUEM.

2. TyHKTUpyliTe BeHY NPUNOXeHHOW wrnoii CenbauHrepa WHTpPoAbOCEpHOW wnu  Y-Mrnoi
WHTPOLLIOCEPHOIA (3aBMCUT OT Habopa), COeMHEHHOM CO LUMPULEM AN1F acnmpaluu.

3. MpoBoAHUK B aucneHcepe. CHYUMUTe KO/NAYoK 3alMTHbIA gUcCreHcepa. BcTaBbTe AucneHcep
NpoBOAHUKOM B wurny CenbauHrepa WHTPOALIOCEPHYHO WAM B 6GOKOBOW  MOPT  Y-UI/ibl
WHTPOAbIOCEPHOM (3aBMCUT OT Habopa). Bonblumm nanbuem ABuraiite MPOBOAHWK B BeHy. [ns
KOHTPO/IA Ny6UHbI BBELEHWS UCNOMb3YINTE PasMeTKy AINHbI.

4. lMocne ycTaHOBKM MPOBOAHMKA B 3afjlaHHOE MONOXEeHWe yAanuTe JUCTMEeHCep WU UMY, He MeHsas
MosIoXKeHve NPoBOAHMKA.

5. PaclumpbTe NYHKLMOHHbIA X0A4. [N 3TOro, yAep>XnBas Hapy>KHYH 4acTb NPOBOLHWUKA, ABUranTe
KOPOTKWIA AnnaTatop, Cnerka Bpawias ero, no Hapy»XHOW 4acTh NPOBOAHMKA B MECTO MYyHKLUW.
3aTtem yaanuTe gunaratop U3 NyHKLWOHHOIO X04a, He MEHAA NOMOXEHNe NPOBOAHMKA.

6. [lBurainte kaTeTep Mo Hapy>XHOW 4YacTW MPOBOLHMKA K MECTY MyHKLMUW. 3aTeM, YepXnBas KOHeL,
MPOBOAHMKA, BBEAUTE KaTeTep Ha HEOOXOAMMYIO AJIMHY, Clierka BKpyuuBas ero. «

7. AnnHY BHYTPUCOCYAWUCTON YacTu KaTteTepa MOXHO OMpejenunTb Mo HeCTUpPaeMoln pasMeTKe.

8. ina onpeAeneHnsa MonoXeHWsa KOH4YMKa KateTepa ¢ nomoLibio SKIT coBMeCTUTE KOHLbI KaTeTepa
1 NPOBOAHVKa (M3 KOHHeKTOpa J1103p JToK KaTeTepa [0/KHa NoKas3aTbCs MepBas LUMPOKas MeTKa Ha
NPoBOAHWKe). 3akpenuTte 3aXum IKI-kabens coefMHUTENbHOIO Ha NMPOBOAHWMKE Y ero BbiXoga U3
KateTepa. BctaBbTe KOHHekTOp JKI-Kabens coegnHWUTENIBHOTO B pasbeM agantepa «LiepToauH» v
CLBVHbTE TMepeknyaTeslb K CMMBOMY cepAua (CM. OTAENIbHYH WHCTPYKUMIO MO NMPUMEHEHUIO
afanTepa «LlepToguH»). 3aTem npogsuraiite KateTep ¢ NPOBOAHWKOM K NMPaBOMY MpPeACepAnto Mnog,
KoHTponem JKI. Moavem 3y6ua P Ha SKI Bbile HOPMbl yKa3biBaeT Ha TO, YTO KOHYMK KaTeTepa
pgoctur npegcepansa (BHyTpunpeacepaHoe SKI oTBefeHve). Ecnm KateTep ¢ NPOBOSHUKOM OTTAHYTb
Hasag, To 3y6el P Hopmanu3yetcs (— Touka nepexofa). [ns [AOCTVKEHWS MPaBUbHOMO
pacronoXeHNs KateTepa B BepXHeid Mool BeHe MOATAHUTE KaTeTep C NPOBOLHUKOM eLle Ha 2-3 CM.
3aTem yfanute npoBOAHUK.
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



15HUMNWE:

Mpyn onvHe 15 cM KOHYMK KaTeTepa 06bIYHO He gocTuraet npeacepgvs. B atom cnydae
ABVranTe NPoOBOAHMK Breped nog KoHTponem OKI go nogbema 3ybua P. 3To noatBepanT
npaBW/bHOE HanpaB/ieHVe BBeJEHNA KaTeTepa.

9. 3akpenute KaTeTep Ha KOXe C MOMOLLbIO (uKcaTopa HecbEMHOro. Karetep Takke MOXHO
3aKpenuTb y MecTa NMyHKUUU C NOMOLLbIO (hnKcaTopa CbEMHOro. i1 ero KpenneHus Ha kartetepe
NCNONb3YITe NpUNaraemyro Kiamney.

10. Ha nHWAX YAIMHUTENIbHBIX UMEKTCH 3aXMUMbl. X UCMONb3YIOT 418 NEepeKpbITUA KaHanos npu
CMeHe WHAY3MM unn TpaHcdysun. Ecnu K kaTeTepy MOACOeAWMHeH KOHHeKTop «Cadcait», To
MepeKkpbiBaTb KaTeTep HE HYXXHO, TaK KaK Mpu OTCOEAWHEHUWU WH(Y3UOHHOW JIMHUWA KOHHEKTOP
«CafpcaiiT» 3aKpoeTCcqd aBTOMATMYeCKu. Y6eauTeCb B HALEXHOM COEAVMHEHWM KOHHeKTopa
«CathcainT» C KaTeTepoM.

iHim m ra

[na KpenneHWs KaTeTepa Bcerga MCNoNb3yrite npunaraembii uUKcaTop, UHaye BO3MOXKEH
OTPbIB KaTeTepa 1 ero nonagaHue B BeHy.

C Uenbl0 nonyyeHust 6GesomnacHoi KOMOMHALMKM PEKOMEHAYETCS MCMO/b30BaTb COBMECTUMbIE
MH(Y3NOHHbIE  YCTPOICTBA,  HanpuMep:  LWIMPULBI,  UHQY3MOHHbIE  MarucTpanu,  KpaHuKm
MHOFOX0/10Bbl€, 6e3bIr0/IbHble KOHHEKTOPbI W Ap., UMEetoLLMe TUN COeAnHEHNs JToap unm JTioap Jlok
(1SO 80369-7).

YcnoBusi 1 NPOOIHKUTENBHOCTL NPUMEHEHMS

KaTeTep npegHasHayeH A/ KpaTKOBPEMEHHOIO MUCMonb3oBaHUa (<30 gHen).

CnepwnTe 3a coctosiHvem LIBK (Hanp., npu3Haku KaTeTep-acCoLMMpOBaHHOW UHMEKLUM KPOBOTOKA,
napasasauumu, TpomoodnebuTa) n yganute 1BK cornacHo 601bHUYHOMY MPOTOKONY.

JTio60i Hencnonb3yemblii BHYTPUCOCYAUCTLIN KaTeTep cneayeT HEMeANeHHO yaanuThb.

[aHHas npoayKuus npegHasHavyeHa Ans UCMONb30BaHWUA TOMbKO BpayaMu, Haf/exaliMm o6pasom
006y4YeHHbIMW COOTBETCTBYIOLLEN METOAMKE B YCN0BMAX Ne4e6HO-NPOMNAKTUYECKUX YUPEXAEHNIA.

JononHuTenibHas nHpopmauns

[na HabopoBs «LlepTo®Pukc® MpoTtekt» (Certofix® Protect):

MokpbITHe KaTeTepa B Habopax LiepToukc® IMpoTeKT aheKTMBHO 3alunLaeT oT Hambosee 4acTo
BCTPeYaloLLMXCA NaTOreHoB, BbI3bIBAKOLLNX KaTeTep-acCoLMMpPOBaHHbIe MH(EKLNN:

* 30/10TUCTbIN CTaMNIOKOKK

* AnugepMasbHbIiA cTatMIOKOKK (KoarynasoHeraTuBHbIN CTanIoOKOKK)

o MeTULNNNNHPE3NCTEHTHBI 3010TUCTbIN cTapunokokk (MP3C)

» deKanbHbI 3HTEPOKOKK

e KnweyHas nasioyka

» CMHerHomHas nanoyka

www.bbraun.com
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TeXHUYECKUNE XapaKTeEPUCTUKM MEAULIMHCKOIO M3fenus
KntoueBble XapaKTEPUCTVMKU OCHOBHbIX (PYHKLMOHA/bHBIX 3/1EMEHTOB MEAMLMHCKOIrO W3fenus

Kar. KaTtep Wrna CenbauHrepa  [MpoBOAHMK [xnartatop
MHTNOObIOCEOHas
ppext HapyxHbli Hapyxtbin Kambpo-  HomyH. HapywHbii Sdxpext  Makeum.  [ymHa Makenm.  MiH. ucpex.
BHas! IVaMETp  AMameTp  BOYHbIA CKOPOCTb  AvaMeTp  AMHa  HapyXKHbld  (Mm) HapY>HbIA  BHYTPeH. AnnHa
[JMHa ~ KaTeTepa  KaTeTepa pasvep notoka o (Mm) (M) [vameTp OVaveTp  [vameTp Awiatatopa
KateTepa (Mv) (PpeHy)  kaHama KaHaniam (M) (M) (M) (cm)
(cm) KaTeTepa (M/MUH)
(Teiimx)
4160185 =15 =14 4 18 23 =0,95 =50 =0,63 =50 =17 =08 =46
4160207, =20 =14 4 18 18 =0,95 =50 =0,63 =50 «1,7 =08 «4,6
4160215,
4160215P
4160223 =15 =17 5 16 60 =13 =70 «0,89 =50 =20 =1.0 =79
4160258 =20 =17 5 16 50 =13 =70 =0,89 =50 «2,0 «1,0 «7,9
4160282 =30 =17 5 16 40 =13 =70 «0,89 =70 =2,0 =10 «7,9
4160509 =15 =21 6 14 0 =13 =70 «0,89 =50 =2.7 «1,0 «9,6
4160304 =20 =21 6 14 7 =13 =70 «0,89 =50 «7 «1,0 «9,6
4160762 =30 =21 6 14 7 =13 =70 =0,89 «70 =2,7 «1,0 =96
4160231 =15 =17 5 16 60 =13 =73 =0,89 =50 «2,0 «1.0 =79
4160266, =20 «1.7 5 16 50 =13 =73 =0,89 «50 =20 «1,0 «71,9
4160266P
4160290, =30 =17 5 16 40 =13 =73 =0,89 «70 =20 =10 «7,9
4160290P
4160517 =15 =21 6 14 0 =13 =73 =0,89 «50 =27 «1,0 «9,6
4160320, =20 =21 6 14 v =13 «73 =0,89 =50 =2.7 =1.0 =9,6
4160320P
4160789, «30 =21 6 1 16 =13 «73 =0,89 =70 =27 =10 =0,6
4160789P
MMEHHO:

* YKasaHue Ha «MeTof KateTepusaunn no CenbanHrepy».

» 0603HayeHne «PROTECT» yKa3sblBaeT Ha aHTUMUKPOOGHOE MOKPbITUE KaTeTepa.

* MoHO (04MH) yKa3biBatOT Ha KOMIMYECTBO KaHa/IOB KaTeTepa.

» Jlanee cnepyet OyKBa, YyKasblBalolwlas Ha TWUM UMbl MHTpoAbtocepHoO: S — Wrna
CenbauHrepa nHTpogbtocepHasn, V -ato Y-Mrna nHTpoablocepHas-

[anee cnefytoT Tpu undpbl: AN KaTeTepoB OAHOKaHa/bHbIX MepBas Lugpa — 3TO YCNOB'HbIN
HOMep, KOTOpbIM 0603Ha4aeTcs HapyXHbli guameTp Katetepa: 1, 2, 3 wam 4 (3, 4, 5, 6 PpeHy
COOTB.), iBe C/eflyloLine Ha [/IMHY KaTeTepa B CAaHTUMeTpax.

I'Iepequb NnpMeHAEMbIX NMPon3BOANTENEM CTaHOaPTOB

EN I1SO 13485, ISO 14971, ISO 10555-1, ISO 10555-3, ISO 11070, ISO 9626, EN 1707 (ISO
80369-7), DIN 42802, 1ISO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, 1SO
10993-7, ISO 10993-10, ISO 10993-11, ISO 10993-18, ISO 10993-18, ISO 11135, EN 556-1, ISO
11607-1, EN I1SO 15223-1. EN 1041-2008

Ycnosua akcnayataumm

NokasaTtenb YcnoBua akcnnyaTtaunm
Temnepatypa +\5°C po +30°C
OTHOCUTe/IbHaA BMaXKHOCTb Bo3gyxa A0 90%

www.bbraun.com
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Y CnoBus TPaHCMOPTUPOBKYM M XpaHeHUs

n Ycnosus
oKasarens TPaAHCNOPTUPOBKMU
Temnepatypa 07-20°C A0+15X (2 aHA)

0T+15°C po +25°C
(HeckonbKO Heaenb)
oT +25°C po +40°C
(B TeUEHMe ABYX HeAeNb)

OTHOCKTENIbHAsA BNAXHOCTb Bo3gyxa A0 90%

Ycnosua xpaHeHus

oT +15°C po +25°C
(B TeyeHue
rofHOCTN)

Cpoka

[0 90%

CumBon Pacwundposka

Vcnonb3oBaTb 40
Jarta nsrotoeneHus

M M3rotoBuTenb

Vorl Howmep cepun
Howmep no katanory
3anpeTt Ha MOBTOPHOE NPYMEHEHUE

STERILEIEOI CTepunnsaums OKCMAOM 3TU/eHa

T O6patnTech K MHCTPYKUMUW NO NPUMEHEHUIO

A OCTOPOXHO!
CE mapka - 3HaK COOTBETCTBUA TpeboBaHUAM AupekTusbl 93/42/EEC n

CE€ 0123 NAEHTU(UKALVOHHBIA HOMep aKKpeLMTOBaHHOMO OpraHa no cepTugukaLmm

EBponelickoro cor3sa

CE CE mapka - 3Hak cooTBeTCTBUA TpeboBaHuam PernameHnTa (EC) 2017/745 o
MeAUUMHCKUX U3LeNnnuax

O : He gonyckaTb BO34eliCTBUSA COTHEYHOrO CBeTa

bepeyb 0T Bnarn

ro BepxHaa rpaHuLa TemnepaTypHoOro pexuma

B 3aBUCUMOCTHU oT BapuaHTa NCMOJTHEHNA MeAULMHCKOro n3genus Ha
3TUKeTKe/CTUKepe/ynakoBKe/MHCTPYKLUMMN MO MPUMEHEHUIO  MOryT  ObITb  HaHECeHb!

GIIN

PZN LleHTpanbHbIl hapmaueBTUYECKUIA HOMep MepmaHnm

He ncnonb3oBaTb Npy NOBPEXAEHUN YNAKOBKY

ANUPOreHHo

www. bbraun.CQOm
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VD MeauLMHCKOe usgenme

CTpaHa npowv3BoacTea

en
O OfauHapHas cTepunbHas 6apbepHas cuctema

OpfvHapHasa cTepunbHas 6apbepHas cucTema C 3alWUTHON Hapy>XHOW YMNakoBKOM

YTunusaynsa

YTunmsauma MeauuMHCKOro usgenus «Habop Ana kateTepusauumn LEHTPasbHbIX BEH MO METOAY
CenbguHrepa «Lleptomkc®» (Certofix®) ¢ npuHageXHOCTAMU»  MOC/Me  UCMO/b30BaHWA
OCYLLECTBNAGTCA B COOTBETCTBUM C TpebOBaHMAMM K OOpaLEHUI0 C MeLULUHCKUMU OTXO[amu,
ycTaHoBneHHbIMM CaHlMnH 2.1.3684-21 no knaccy b u/vnn MHbIMK AeACTBYOLMMWA HOPMATUBHO-
npaBoBbIMK akTamu Poccuiickoii deaepaumn.

Hencnonb3oBaHHOE MeAUUMHCKOE W3[eNiMe, HEeUCnosib30BaHHble YMaKOBKWU, [O/MKHbI  ObiTb
YTUAN3NPOBaHbl B COOTBETCTBMU C MOPSAAKOM  YTUAM3aLMU  TBepAblX ObITOBbIX OTXOZO0B,
yCTaHOBNEHHbIM 3aKOHOAaTeNnbCTBOM Poccuiickoin degepaunm no knaccy A CanluH 2.1.3684-21
WM NHLIMU BECTBYIOLWMMY HOPMATUBHO-NPaBOBbIMW akTamMmn Poccuiickoli ®efepaumm.

Mp BO3HWKHOBEHWW BOMNPOCOB, KacalwLWMxca YTUAM3auUMM MEeQULWHCKOro Wn3fenus, crnegyet
obpalyatbCa K yNno/HOMOYEHHOM opraHusaumm (MMnoptep) B Pd.

MpounssognTens/IponsBefeHo
b. bpayH Menb3syHred AI, Kapn-bpayH-WTtp. 1, 34212 Menb3yHreH, [epmaHusa. B. Braun
Melsungen AG, Carl-Braun-Str. 1,34212 Melsungen, Germany.

YNo/IHOMOYEHHaa opraHnsaumna (umnoptep) B PO
00O «b.BpayH Mepaukan», 191040, r. CaHkT-IeTepbypr, yn. MywknHckas, 4. 10, Ten./gpakc: (812)
320-40-04.

[aTta Bbinycka nHopmayuu: 01.2023

www. bbraun.com
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Nr. 368/2023 des Urkundenverzeichnisses

Die vorstehsnden, dem Firmendruck ,B. Braun Melsungen AG"
beigeflgten, vor mir vollzcgenen Namensunterschriften

1. der Frau Vera Pekarek,
" 2. der Frau 3andra Staufenbszrg,
beide geschiftsansassiy Carl-Braun-Strafe 1,

D-34212 HMelsungen,
ol mit von Person berRaunnt, bLeglaubige ich hiermit.
w2y Notar fraqgte nach einer Vorbefassung im Sinne von
§ 3 Abs. 1 #r, 7 Beurk™. Sie wurde von den Erschienenen
verneint.

el sunagen, 07, Mars Lol

b

N\
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B BRAUN

MepeBof, C aHrMIACKOro 1 HEMELKOTO A3bIKOB
«b. bpayH Menb3yHreH AlM»
(B. Braun Melsungen AG)
MoapasgeneHve «Xocnutan Kaax»
(Division Hospital Care)

34209 Mefib3yHreH

B KoHTakTHOe inuo: Bepa lNMekapek (Vera Pekarek)
: : +4915117667398

SELEPATIbHYIO CIYXKBY MO o

HAASOPY B COEPE 3n. nouta: vera.pekarek@bbraun.com

3#5@5%%@?_&"'%%?% Beb6-caiiT: http://www.bbraun.com

( A A3OP) Nara: 07 mapta 2023 roga

[eKknapaymoHHoe NUCbMO K MHCTPYKLMK N0 NPUMEHEHWIO

YBaxkaemble rocrnogal
HactoAawmm nncbMom Mbl,

«b. bpayH Menb3yHreH Al »

(B. Braun Melsungen AG)

Kapn-bpayH-LLTpacce 1

34212 Menb3yHreH,

MepmaHusa (Carl-Braun-Str. 1, 34212 Melsungen Germany)

B cooTBeTcTBUM C [dupektusoit Esponelickoro Coseta EC 93/42/EEC B KayecTBe
OTBETCTBEHHOI0/3aKOHHOT0 NPOU3BOANTENS MELULUHCKOIO U3fenuns

Habop pnsa KkarteTepusaumn UeHTpanbHbIX BeH No Metogy CenbanHrepa
«LepTodmkc®» (Certofix®) ¢ npuHagNeXxXHOCTAMMU

3adB/ieM O TOM, YTO Hamu 6bIIM NPUHATLI BO BHUMaHWe 3aMeyaHus, NpuBeAEHHbIE B NMUCbMe
Ne 10-145/23, koTopoe 6blfI0 HanpaeneHo PoesgpaBHagszopom 09 dHBapa 2023 rogaT Mbl
corfacHel C 3ameyaHWsiMW, YyKasaHHbIMW Poe3gpaBHaj30poM, W Hamnpasnsem Bam  Ha
paccMOTpeHMEe cneayroLnin 06HOBMEHHbIN AOKYMEHT:

Bepcus MHCTPYKUMKM NO MPUMEHEHUIO, NpefHasHayeHHas A1 UCMONb30BaHWUA Ha TeppuTopuu
P® ot auBaps 2023 rofa (Ha aHI/IMACKOM M PYCCKOM fA3blkax), AN MeLUUMHCKOro M3Aenns
Habop ans kKateTepmsaunm LeHTpasbHbIX BeH No metody CenbauHrepa «LiepTohmKce®»
(Certofix®) ¢ NpMHaANeXHOCTAMMN, BapUaHTbl MCMOTHEHUS:

- Habop gna katetepusauuu LeHTpanbHbIX BeH no MeTogy CenbauHrepa «Leptohmkc®
MoHo S 215» (Certofix® Mono S 215) 10 Hab./yn. ¢ MHCTPYKUUE N0 NpuMeHeHuto (1
WwT.) Kat. Ne 4160185;

Habop Ana karetepusaumu LeHTpasbHbIX BeH no metody CenbanHrepa «Lleptoukc®
MoHo S 220» (Certofix® Mono S 220) 10 Hab6./yn. ¢ MHCTPyKLUMein no npuMmeHeHuto (1
WwT.) Kat. Ne 4160207;

[Mpeacenarens WcnonlwrensilblH coseT: Odwic Ko.unawm: Merb3yHreH %pec
Ha6."1H1gatensiloro COBETA: IVEpKyC LLipotvaHH /0, pervicTpaLym: MECTHBIA Cyf, «b. BpayH MensayHred Al
L-p AHeTT Berrep f_l'gfp,cepmenb) ‘ Bralin I\/blsungen AG)
Pynne:%éénq/gcTMTMb WeHa WEEE-Per. Ne DE 42690900
C0BETa)
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B BRAUN

CrtpaHuua 2 K nucemy ot 07 mapTta 2023 roga

Habop ana katetepusaumu LeHTpasbHbIX BeH no metogy CenbguHrepa «LlepToukc®
MoHo S 315» (Certofix® Mono S 315) 10 Hab6./yn. ¢ MHCTPYKUMein no npumeHeHuno (1
WwT.) Kat. Ne 4160223;

Habop fna kateTepusaumu LeHTpanbHbIX BeH no mMetody CenbauHrepa «LlepTodmke®
MoHo S 320» (Certofix® Mono S 320) 10 Hab./yn. ¢ UHCTPYKLUMen no npuMeHeHuto (1
wT.) Kar. Ne 4160258;

Habop ona kaTeTepusauuu LeHTpanbHbIX BeH Mo MeTtody CenbauHrepa «LiepToukce®
MoHo S 330» (Certofix® Mono S 330) 10 Hab6./yn. ¢ MHCTPYKUMed no npumeHeHnto (1
Wwt.) KaT. Ne 4160282;

Habop gnsa kaTeTepusaumun LeHTpanbHbIX BeH no Metody CenbguHrepa «LlepToukce®
MoHo S 415» (Certofix® Mono S 415) 10 Ha6./yn. ¢ UHCTPYKUMen no npumeHeHuto (1
wt.) Kat. Ne 4160509;

Habop ans kaTeTepus3auumun LEHTpanbHbiX BeH no metogy CenbauHrepa «LepTodmkc®
MoHo S 420» (Certofix® Mono S 420) 10 Ha6./yn. ¢ UHCTPYKLWel no npuMeHeHuto (1
wT.) Kar. Ne 4160304;

Habop ana kateTepu3auumn LeHTpanbHbiX BeH no meTogdy CenbauHrepa «LepTothmkc®
MoHo S 430» (Certofix® Mono S 430) 10 Hab6./yn. ¢ MHCTPYKUMeA No npuMeHeHuo (1
WT.) KaT. Ne 4160762;

Habop gns katetepu3auumn UeHTpasbHbIX BeH no meTtody CenbauHrepa «LiepToukce®
MoHo V 220» (Certofix® Mono V 220) 10 Hab6./yn. ¢ UHCTPYKLMeEl MO NnpuMeHeHno (1
WT.) KaT. Ne4160215;

Habop and kateTepusaumun LeHTpanbHbIX BeH No Metogy CenbauHrepa «LlepTomkc®
MoHo V 315» (Certofix® Mono V 315) 10 Hab./yn. ¢ UHCTPYKLUMeA No npumeHeHunto (1
WwT.) KaT. Ne 4160231,

Habop ana KateTepmsauuu UeHTPanbHbiX BeH no metogy CenbanHrepa «LiepTomke®
MoHo V 320» (Certofix® Mono V 320) 10 Ha6./yn. ¢ MHCTPYKUMen No npumeHeHuto (1
wT.) KaT. Ne 4160266;

Habop ona kaTeTepu3auumn LeHTpaibHbIX BeH no metody CenbfuHrepa «LlepTodukce®
MoHo V 330» (Certofix® Mono V 330) 10 Hab./yn. ¢ MHCTPYKUMeW No npumeHeHuto (1
wT.) Kar. Ne 4160290;

Habop gnsa kateTepm3auun LeHTpasbHbIX BeH no metody CenbguHrepa «Lleptomkce®
MoHo V 415» (Certofix® Mono V 415) 10 Ha6./yn. ¢ MHCTPYKUMein no npumeHeHuto (1
Wwt.) Kat. Ne 4160517,

Habop pns kateTepusauunm LeHTpanbHbIX BeH no metody CenbauHrepa «LlepToduke®
MoHo V 420» (Certofix® Mono V 420) 10 Ha6./yn. ¢ UHCTpYKLWel No npumeHeHunto (1
Wwt.) Kat. Ne 4160320;

Habop ona kaTeTepusauuun LeHTpanbHbiX BeH no metody CenbauHrepa «Lleptogukc®
MoHo V 430» (Certofix® Mono V 430) 10 Hab6./yn. ¢ MHCTPYKLMel no npumeHeHuwo (1
WT.) KaT. Ne 4160789;

Habop ana katetepusauLnn LEHTPanbHbiX BeH no metogy CenbanHrepa «LlepTodmke®
MpoTekT MoHo V 320» (Certofix® Protect Mono V 320) 10 Hab6./yn. ¢ UHCTPYKLUeR no
npumeHeHnto (1 wr.) kat. Ne 4160266P;

Habop ana katetepusauuu LeHTpanibHbIX BeH Nno Metody CenbauHrepa «LlepTothmkce®
MpoTtekT MoHo V 330» (Certofix® Protect Mono V 330) 10 Ha6./yn. ¢ UHCTPYKUMeA no
npumeHeHmto (1 wr.) kar. Ne 4160290P;

Habop gnsd kateTepm3auum LeHTpasbHbIX BeH No Metogy CenbauHrepa «LlepTopukce®
MpoTekT MoHo V 420» (Certofix® Protect Mono V 420) 10 Ha6./yn. ¢ MHCTPYKLMER no
npumeHeHuto (1 wT.) kat. Ne 4160320P;
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B BRAUN

CTtpaHuua 2 Kk nucemy oT 07 mapTa 2023 roga

- Habop ana katetepmsauuu LeHTpaibHbIX BeH No metody CenbaunHrepa «LiepTodumke®
MpoTtekT MoHo V 430» (Certofix® Protect Mono V 430) 10 Hab./yn. ¢ MHCTPYKLMel No
npumeHeHunto (1 wT.) Kat. Ne 4160789P.

B LeNAX BHECeHWS W3MeHeHWN B [OKYMEHTbl PerucTpauvoHHOro [oCbe B CBA3U C
COBEpPLUEHCTBOBAHWEM CBOWCTB U XapaKTepUCTUK MpU HEU3IMEHHOCTU (YHKLMOHaNbHOIO
[eicTBMA, Ha3HayeHUs W npuHUMNa [AelCTBMA MeSULUHCKOro W3fenus W npeAcTaBfieHuns
BblLLIEYKA3aHHOro JOKyMeHTa B ®PefepanbHyt0 Cnyx0y Nno Hajs3opy B cepe 34paBOOXpPaHeHMs
(Poc3gpaBHagzop).

B cnyyae KakuMx-nnm60 pacxoXAeHWin Mexay aHrnMWCKOM N PYyCCKON BEPCMAMM HACcTOSLLEro

AOKYMEHTa, NPenMyLLECTBEHHYIO CUNY UMEET aHrniicKas Bepcus.

OT nnua KomnaHum

«b. BpayH Menb3yHreH Al » (B. Braun Melsungen AG)

YNONHOMOYEHHOE N1L0
<nopnucaHo>

Bepa Mekapek (Vera Pekarek)
MeHegxep oTgena HOPMaTUBHO-NPaBOBOro
perynmpoBaHus LleHTpa pa3paboTKu
BHYTPUNPOM3BOACTBEHHbLIX  CTaHZapToB,  OTAen
KynupoBaHus 60/1eBOr0 CUHAPOMa W pas3paboTKu
LieHTpasbHbIX BEHO3HbIX KaTeTepoB
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YNOMHOMOYEHHOE N1LL0
<nognucaHo>

3aHapa WTaydeH6epr (Sandra Staufenberg)
ALMUHUCTpaTOp OTAena HOpPMaTUBHO-MPaBOBOro
perynupoBaHus LeHTpa paspaboTKm
BHYTPUNPON3BOACTBEHHbIX CTaHoapToB, oTaen
KynupoBaHusi 60/1€BOr0 CMHApPOMa W paspaboTKu
LEHTPa/IbHbIX BEHO3HbIX KaTETEPOB



B oTHOmICHHH 38TIH: B e 10 B
HacrosmuMm 1 MOATBEpXAal0 BEPHOCTH BhIICYKa3aHHON HH(pOpMALMHA, NOMIMHHOCTH NEYaTH
xomnanud «b. bpayn Meassynrer Al'» (B. Braun Melsungen AG) u nocTaBNeHHEIX B MOEM
NPUCYTCTBUH nOAMUCEH
1. r-wxn Beph Ilekapex (Vera Pekarek),
2. r-xn 3agapu UTaypenbepr (Sandra Staufenberg)
BEAYIHX ACSTENLHOCTD Mo aapecy: Kapa-Bpayn-llltpacce 1,
‘19 D-34212 Menbayuren (Carl-Braun- Strale 1, D-34212 Melsungen),
' AMYHOCTH KOTOPHIX Obiny MHOIO YAOCTOBEPEHBL

Hotapuyc 3amaBaji BOnpoc © npenarcrsuax cormacHo § 3, pazmenma 1, Ne 7 3axona o
HOTapHANLEOM 3aCBHACTS/ILCTBOBAHWH. Ha BOMPOC ABHBIIMECA NALA AAIH OTPHUATEILHBIA
OTBeT.

Mens3ynren, 07 mapra 2023 roaa

<ROORUCAHO™>
Horapnyc
<Tucrenas nevats: Hunsc Baiirang (Nils Weigand), HoTapuyc B r. Memb3ynren™>

IlepeBoa ¢ aHMIAKCKOTO H HEMELKONO A3LIKOB HA PYCCKHH SH3LIK BAIMOJHEH IEPEeBOAYAKOM
Uckycusbix JIMutpueM AnexcaHapoBHYEM
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Poccuiickaa ®Pefepauuns
Mopog MockBa
LLlecTHaguaToro mapra fiBe TbicAYM ABajLaTb TPETbEro roga

A, AnexuH EBreHuii BnagumumpoBuy, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYIO
NOA/MHHOCTbL MOANMUCK NnepeBofumnKa VIckycHbiX OmMntpua AnekcaHLpoBuya.
Mopnuce caenaHa B MOEM MPUCYTCTBUMN.

JInyHOCTb NoAnucasLlero LOKYMeHT YCTaHOB/IEHA.
3apeructpupoBaHo B peecTpe: Ne 57/171-H/77-2023-4-2563.

'‘AnnayNHO'MANBepLLIEeHMe HOoTapmnanbHOro geictema: 400 py6. 00 kon.

Bcero npoLuHypoBsaHo,
NPOKyMepo”HO _a

faM
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B BRAUN

B. Bramn Melsungen AG
Division Hospital Care

34209 Melsungen

Coniaci; Vera Pekarek
fnn: 4-4915117667398
fax; -
TO THE liivail: vera.pekarektg'bbraun.com
FEDERAL SERVICE ON internet: http://www.bbraun.com
SURVEILLANCE IN HEALTHCARE
(ROSZDRAVNAOZOR) Dale: March 7, 2023

Declaration on Instructions for Use

~

Dear Sirs,

With this letter we

B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
Germany

—h —h —h ey h —h -

as rcsponsible/leqal manufacturer according to the European Council Directive 93/42/EBC of medical devices

Certofix’ and Accessories

_———— e~

herewith declare that we have taken into account the notes in accordance with Tetter no. 10-145/23 issued
on January, 09 2023 by Roszdravnadzor. Given that we are accepting the remarks raisfd by Roszdravnadzor
and we submit for your attention and consideration the following upd”~d document:

RU Specific Version of the Instructions for Use from 01.2023 (in English and Russian languages) for
Certofix’ design variants;

- Certofix’ Mono Paed S 110

to update of the documents of the registration dossier for improving the features and characteristics of the
medical devices has no impact on the functional purpose, intended use and principle of operation of the

medical device group and submission of the above document to the Federal Service on Surveillance in
Healthcare (Roszdravnadzor).

Chai'KOffitn of lhc SupctTnury eoid.  fcxccutive Baird: latperilc (]“ . McUungrn Addrest:

Di tifits . Mrglmann RtgiiKt Court B Bravo MdMjriger AG
Khlﬁl’ﬂ:j Liicdl Cou'l Frililpi Ceri Or|an-51r»6r *
Fiiv 0o< (Ir Mcliri Hupprrl HRS 000

7 Meiiungcri
Jutijf Slihi Rrq No il( 47{i10900
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B BRAUN

Page 2 to the letter of March 7, 2023 to

In case of any discrepancy between the English and Russian translations of this document, the English version
shall prevail.

~ For and on behaif of

B. Braun Melsungen AG

LA 1A
b | . 1.
Vera Pekarek Sandra Staufenberg
Managgr Begulatory Affairs CoE Infusion # Pain Therapy Administrator Regulatory Affairs internationsl

CoE Infusion & Pain Therapy
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Instruction for use

Certofix® Central Venous Catheter Set for Seldinger technique with accessories, variants:

Certofix® Mono Paed S 110 Central Venous Catheter Set for Seldinger technique

‘ ® © ©
it =

kil

.
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Intended use
Central venous catheter set for Seldinger technique.

Scope and variants

IFU is applicable of the following variants of medical device:

Single-lumen cava catheter set for catheterization of the superior vena cava using the Seldinger
technique. Opaque catheter made of polyurethane and guide wire with flexible J-tip. The connecting
cable for ECO recording via a guide probe for simultaneous monitoring of the catheter position.

Contents / a type and duration of contact of the medical device

1 Seldinger needle (A) (short-term contact with blood)

2. Guide wire (B) with length markings and flexible J-tip (r=3mm)/straight tip (short-term contact
with blood), in dispenser (short-term skin contact);

3. Opaque catheter made of polyurethane with soft tip (C) (prolonged contact with circulating blood,

unless otherwise indicated):

- Length markings;

- Transparent fixation wings (no contact);

- Steel stylet (short-term contact with blood);

4. Infusion extension line with Luer Lock connectors and slide clamp (filling volume 0.17 ml) (E)

(prolonged contact with circulating blood);

5. Scalpel (D) (short-term contact with soft tissues, blood);

6. 3-way stopcock (Discofix®) (F) (prolonged contact with circulating blood);

7. Connecting cable for intra-atrial ECG lead (G) (herein referred to - ECG connection cabel»)

(short-term skin contact);

8. Omnifix® syringe, 3 ml (herein referred to - «syringe») (short-term contact with blood);

9. Statlock fixation (prolonged skin contact).

Materials used
ABS, Brass, EP. HD-PE, Ink, IR, LD-PE, Nitinol, PA, PA6 dyed, PC, PE, PE-HD, PP, PS, PUR,
PVC-white, SBS, SlI, Silicone oil, Stainless steel.

Indications

Catherisation of the superior vena cava using the Seldinger technique for short-term (<30 days)
infusion and volume therapy or parenteral nutrition, for administration of highly osmolar or very
vein irritating solutions, for continuous or intermittent monitoring of the central venous pressure,
for blood sampling, or when peripheral venous puncture is not possible in state of shock, in patients
with injured extremities or no detectable peripheral veins.

Contraindications

Inflammation of the skin at the site of puncture; clotting disorders e.g. in therapy with anticoagulants;
anatomical anomalies, e.g. enlarged struma, tumours in the neck regions, very severe pulmonary
emphysema and postoperative changes at the site of puncture.

ECG lead: Do not record ECG lead during defibrillation, cardioversion or HF surgery.

Risks / Side effects

Haematoma/bleeding at the site of puncture, catheter infection and sepsis, pneumothorax,
haemothorax, infusion hydrothorax or chylothorax due to incorrect puncture and incorrect catheter
position, cardiac arrhythmias due to incorrect intracardiac placement of the catheter, atrial rupture,
endocarditis due to mechanical irritation, arterial or venous injuries due to incorrect punctures,

www.bbraun.com
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catheter-induced thrombosis and thrombophlebitis, damage to nerve structures (e. g damage to the
brachial plexus, damage to the phrenic nerve), air embolism, catheter embolism, cardiac tamponade,
vena cava lesions, mispositioning, CVC dislocation.

Warnings
- Re-use of single-use devices creates a potential risk of patient or user. It may lead to contamination and/or
* impairment of functional capability. Contamination and/or limited functionality of the device may lead to
injury, illness or death of the patient.

- Do not subject the Certofix® catheter to pressures in excess the operating pressure of 1.2 bar or the
maximum pressure limit of 2 bar in case of emergency.
- Use strictly aseptic techniques.
- To avoid air embolism make puncture lege artis with the patient in head-down position.
- Use X-ray to check the position of the catheter tip. If in doubt about the position, inject contrast
medium or record intraatrial ECG lead.
When recording an ECG lead, please note:
- Use only in rooms that are protected against electrostatic charge.
- Wear antistatic operating theatre shoes.
- Observe relevant safety regulations and national specifications and deviations.
- Use an ECG monitor with floating input (CF type) only.
- Earth the monitor for additional equipotential bonding.
- Ensure that all connections are securely fastened.
- Ensure that the guide has no contact to external conductive parts.
- Secure the catheter adequately.
- Daily strictly aseptic catheter care.
- Change contaminated or soaked dressings when required.
- Use different sites for blood sampling and administration of infusions or medication to reduce the
risk of infection.
- Rinse catheter thoroughly with physiological saline after transfusions or blood sampling.
- To prevent air embolisms, fasten the connection to the catheter securely and use only infusion sets
with Luer Locks.
- Do not withdraw guidewire against the needle bevel to reduce risk of damages or possible shear of
guidewire. If insertion is difficult, perform further actions in consideration of the given situation, with regards
to the clinical risks and benefits for patient. ” -
- Alternatively, first remove the puncture needle and then insert the dilator in its place. This
considerably reduces the risk of damaging the guide wire by the dilator when the guide wire is pulled
back. If it is difficult to remove the guide wire from the catheter, remove both the guide wire and the
catheter.
-If the vein is known to be constricted, it can be of help to turn the guide wire in the needle or
remove the guide wire and insert the straight guide wire tip.
- Do not bring the PUR catheter into contact with acetone as acetone dissolves the material causing
the catheter to become porous and to leak.
- Cardiac arrhythmias may occur during an MR examination with an inserted catheter. There should
be no electrolyte solutions in the catheter during an MR examination.

31

Do not resterilise.
Use only if the packaging is intact.
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Directions
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If an ECG lead is to be used to check the position of the catheter and sinus rhythm can be
recorded, first connect the patient to a CF type monitor with approval to record intra-atrial
leads (see below) (type: CF) using a Certodyn® Universal Adapter (herein referred to -
«adapter Certodyn®») or a switchable ECG patient cable.

1. When making a puncture, always wear sterile clothing with facemask, cap and gloves. After
thoroughly cleaning and disinfecting the skin, (use alcohol or iodine based cleaning agents, e.g.
Braunol® or Softasept® N), cover puncture site with a sterile fenestrated drape. Then verify the
patency of the lumens by attaching the syringe directly to the Safsite valve and filling the proximal
channel of the double-lumen catheter (or the medial and proximal channel of the triple-lumen
catheter) with physiological saline. The Safsite valve opens automatically. Puncture the vein using the
supplied Seldinger needle.

2. Guide wire in dispenser. Remove the protective cap from the dispenser. Then attach the dispenser
with the guide wire to the Seldinger needle. Use your thumb to advance the guide wire into the vein.
Use the length markings to check the insertion depth.

3. When the guide wire is in the desired position, remove the dispenser and the cannula, retaining the
position of the guide wire.

4. Dilate the puncture track. This is done by holding the extracorporeal section of the guide wire and
advancing the short dilator - rotating it slightly - over the extracorporeal part of the guide wire and
into the puncture site. Then remove the dilator from the puncture track, retaining the position of the
guide wire.

( AUTION:

The stylet in the catheter is used to protect the catheter in its packaging during transport and
storage only. Remove the stylet from the catheter before performing catherisation.

5. To verify the position of the catheter tip by ECG, first position the tip ofthe catheter and the guide
wire at the same position. (The first wide marking on the guide wire protrudes out of the catheter
connection). Now secure the clamp ofthe ECG connecting cable to the guide wire directly behind the
catheter connection. Insert the connector of connecting cable into the Certodyn® Universal Adapter
and switch over to the heart symbol (see separate instructions for connection of Certodyn® Universal
Adapter). Then advance the catheter with the guide wire towards the right athum under ECG control.
If the ECG shows a higher than normal P wave, it can be assumed that the catheter tip is in an intra-
atrial position (intra-atrial ECG lead). Ifthe catheter with the guide wire is pulled back, the P wave
returns to normal (—transition point). The correct catheter position in the superior vena cava is
reached when the catheter and the guide wire are pulled back a further 2-3 cm. Then remove the
guide wire.

6. Remove the guide wire from the catheter and secure the catheter using the fixation wings. Connect
the prepared infusion using infusion extension line and 3-way 3-way stopcock.

10

Do not sew the catheter tubing directly to the skin as the catheter may be torn apart and
flushed into the vein.

In order to obtain a safe combination, it is recommended to use compatible infusion devices, for
example: syringes, infusion lines, stopcock manifolds, needle-free connectors and etc., having a Luer
or Luer Lock connection type (ISO 80369-7).

www.bbraun.com
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Conditions and duration of use

The Certofix catheter is intended for short-term use (<30 days).

Monitor CVC Condition (e.g. for catheter related bloodstream infection, paravasation,
thrombophlebitis) and remove CVC in accordance to hospital guidelines.

Promptly remove any intravascular catheter that is no longer essential.

The product should only be used by physicians that have been adequately trained in this technique in
patient facilities.

Technical characteristics of the medical device
The key characteristics of the main functional elements of the medical device are indicated on the

item number Catheter Introducer Needle Guidewire
Effective outer Inner Lumen Nom. outer Effective M ax. outer length, cm
length, cm diameter, diameter, diameter flow rate diam length, mm diameter,
mm mm (gauge) by lumen eter. mm
(ml/min) mm
4160177 «10 «0,9 «0,6 22 15 «0,8 «38 «0,46 «25

the catheter, namely:
« Reference to Seldinger technique.
* Mono (one) indicate the number of catheter lumens.
 This is followed by a letter indicating the type of introducer needle: S — Seldinger introducer
needle
*“PAED?” in the name means that the set is for paediatric patients.
This is followed by three digits: for Mono catheters, the first digit is a conditional number that
indicates the outer diameter of the catheter: 1,2, 3 or 4 (3, 4, 5, 6 French, respectively), the next two
are for the length of the catheter in cm.

International standards the medical device manufacturer applies

EN ISO 13485, ISO 14971, ISO 10555-1, ISO 10555-3, I1SO 11070, ISO 9626, EN 1707 (ISO
80369-7), DIN 42802, ISO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, ISO
10993-7, 1ISO 10993-10, ISO 10993-11, ISO 10993-18, ISO 10993-18, ISO 11135, EN 556-1, ISO
11607-1, EN 1SO 15223-1, EN 1041-2008

Parameter Operating conditions *
Temperature +15°C to +30°C
Relative air humidity up to 90%

Storage and transportation conditions

Parameter Transport conditions Storage conditions

Temperature -20°C to+15°C (2 days) +15°C to +25°C
+15°C to +25°C (several (duration of shelf life)
weeks)

+25°C to +40°C
(duration of two weeks)
Relative air humidity up to 90% up to 90%

www.bbraun.com
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Symbols used in the marking

Symbol Explanation
Use-by date

Date of manufacture

1J Manufacturer
LOT Batch number

Catalog number

CD Do not re-use

ISTERILEIEO  Sterilization by ethylene oxide
Ea Consult instructions for use

A Caution

CE mark - the conformity mark of Directive 93/42/EEC and the identification
G 0123 number of the accredited certification body in the European Union
CE CE mark — mark of conformity to the requirements of Regulation (EU)
2017/745 on medical devices
«Keep away from sunlight»

«Keep dry»

«Upper limit of temperature»

Depending on the version of medical device additional characteristics and symbols may be printed
on the label /sticker/package/instruction of use:

GTIN: The international code marking and record-keeping logistics units
PZN Central pharmaceutical number of Germany
|§) Do not use if the package is damaged
Apyrogenic
LLI Medical device

Country of origin

O Single sterile barrier system

Single sterile barrier system with protective outer package

www.bbraun.com
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Disposal

Disposal of the medical device "Certofix® Central Venous Catheter Set for Seldinger technique
with accessories™" after use is carried out in accordance with the requirements for medical waste
established by SanPiN 2.1.3684-21 for class B and/or other applicable legal acts of the Russian
Federation.

Unused medical device and unused packages should be disposed of on the according to the
requirements of SanPiN 2.1.3684-21 as the waste is class A and”r other applicable legal acts of the
Russian Federation.

If you have any questions regarding the disposal of a medical device, you should contact the
authorized organization (importer) in the Russian Federation.

Manufacturer / Manufactured at:
B. Braun Melsungen AG, Caii-Braun-Str. 1, 34212 Melsungen, Germany.

Authorized organization (importer) in the Russian Federation
LLC «B.Braun Medical», 191040, Saint Petersburg, Pushkinskaya str. 10, tel/fax (812) 320-40-04.

Date of issue; 01.2023

www.bbraun.com
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WNHCTPYKUMS NO NPUMEHEHUIO

Habop Ans KaTeTepusauuu LeHTpanbHbix BeH no Mmetoay CenbjuHreoa «LlepTogmke®»
(Certofix®" ¢ NpUHaLNEXHOCTAMMN, BapUaHTbl UCMONHEHUS:
Habop ana katetepmsauuy LeHTpasbHbIX BeH No Metogy CenbanHrepa «Lieptodukc® MoHo lMeg,

S 110» (Certofix® Mono Paed S 110)

t®

www.bbraun.com
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Ha3HayeHue
Habop ana KateTepusaummn LEHTpabHbIX BEH Mo meToay CenbanHrepa.

O6nacTb fieiiCTBUA U BapUaHTbl UCMONHEHNS

AT HHCTNYKHUA NpYMeHuMa K criegytownm sapnaHTam MLL, A

Habop c kaTeTepOoM OfHOKaHa/lbHbIM AN KaTeTepu3auuMum BepxHel MNOMOWA BeHbl N0 MeTogy
CenbavHrepa B negvatpun. KaTeTep peHTreHOHenpo3payHblil U3 NoAvypeTaHa W MPOBOAHUK C
rMOKMM J-KOHUMKOM. Kabenb coeauHuTenbHblli ans OKI-anekTpoja BHYTPUMPEACEPAHOro AN
peructpauum BHyTpunpeacepaHoin 3K uepes NPOBOAHWK A1 CMHXPOHHOrO OMpeAeneHus
MOMOXeHUsA KaTteTepa.

CocTtaB (BUA/MPOAOMKMTENbHOCTb KOHTakTa no FTOCT 10993-1)
1. Wrna CenbfuHrepa nutpogbtocepHas (A) (KpaTKOBPEMEHHbI KOHTAKT C KPOBbLHO);
2 [MpoBogHukK (B), ¢ pasmeTKOW ANMHbI U TMOKUM J-kohhhkgm (r - 3 MM)/NPSAMbIM KOHUYMKOM,
(KpaTKOBPEMEHHbIN KOHTAKT C KPOBbIO); B AucrieHcepe (KpaTKOBPEMEHHbI KOHTAKT C KOXen)™
3. KareTep OAHOKaHa/IbHbI/, PEHTFEeHOHENPO3payHbIi, U3 NoANypeTaHa, ¢ MATKUM KoHuMkoM (C)
(BNUTENbHBIN KOHTaKT C LUPKYNUPYIOLLE KPOBbLIO, EC/IN He YKa3aHO MHOE):
- PasmeTka gnnHbl;
- duKcaTop HECHEMHBIN NPO3payHbIil (He KOHTaKTUPYeET),
- Ha ctunete (KpaTKOBpEMEHHbIN KOHTaKT C KPOBbIO),
4. JWMHVS yOIMHWUTENbHAsA, C KOHHEKTOPOM JTto3p J10K, C 3a0KMMOM CABWXKHbLIM (06bem 3anoniHeHus 0,17
w) (E) (MTeNbHBIA KOHTAKT C LMPKYIUPYIOLLEA KPOBbHO);
5 Ckanbnens (D)) (KpaTKOBPEMEHHbIN KOHTAKT C MArKMMUW TKaHSIMU, KPOBbHO);
6. KpaHuk TpexxopoBoi «Anckoukce» (Discofix®) (F) (4MTeNbHbIA KOHTAKT C LMPKYIMPYHOLLel
KPOBbHO);
7. Kabenb coeguHuTensHblil ans IKI-anektpoga BHyTpunpesacepaHoro (G) (nanee no TeKCTY -
«IKI-Kabenb COeUHNTENbHBIN») (KPaTKOBPEMEHHbIV KOHTaKT C KOXeN);
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8. LWnpuy «OmHumKe» (Omnifix®), 3 mn (ganee No TeKCTy - «WNpuL») (KpaTKOBPEMEHHbI
KOHTaKT C KPOBbIO);
9. dukcaTop KateTepa aareaviBHbIi «CTaTnok» (Statlock) (AnMTeNbHbIA KOHTAKT C KOXENR).

Mcnonb3yemble maTepuansl . rTryun nn

ABC natyHb, anokcmgHasa cmona, M3BI1, yepHuna, u3onpeHoBbln Kayyyk, M3HM, HuTUHON, HA,
MA6°oKpaweHHbI, MK, M3, M3BM, MM, NMC, My, NBX-6enbiii, CEC, CUANKOH, CUINKOHOBOE
Macno, Hepx<asetoLLlas cTab.

lMokasaHMa K NPUMEHEHMIO .
KateTepusauns BepxHeil Nonoil BeHbl Mo metody CenbauHrepa ans HenpogosmkutensHon (30
[OHel) WMHMY3MOHHOW W nnasMo3amellatolleid Tepanuun, nNapeHTepaibHOro MUTaHus, BBeAEHUS
BbICOKOOCMO/IAPHBIX WM pa3fpaXKarolinx BeHbl pPacTBOPOB, MOCTOAHHOIO WAM MEPUOAUYECKOro
MOHWUTOPWMHIa LEHTPabHOr0 BEHO3HOrO [aB/leHUsi, B3ATUA NPO6 KPOBM, €CAU  MyHKL,
nepugepuyecknx BeH HEBO3MOXHA, MpW LUOKEe, TpaBMax KOHEYHOCTEeR W ecnu nepudepuyeckune
BEHbl He OnpeaenstoTCs.

.po», ~.p., "P"« —
aHTUKoarynaHtamn,; aHaTOMMYeCKne aHoMaslnik, Harp., yBe]'II/I‘-IEHHb||7| 300, onyxonn wewn, Tsxenasd

amur3ema fierknux n pyoL,0Bble N3MEHEHWNS B 30HE MYHKLMUN.
3anuce IKI: He npoBoguTb nNpu gedubpunnauymm, kapauosepcum nnm BY-xmpyprum.

Mo60oYHble AeCTBUSA/PUCKN NPUMEHEHNA
emaToMa/KpoBOTEUEHME B MeCTe MYHKUWUW, KaTeTepHas WHMeKuus un cencuc, A
reMoTopakc, MH(Y3NOHHbIA TMAPOTOPAKC W XWNOTOPAKC MNPY HapyLUeHUW NpaBu MyHKL,
YCTaHOBM KaTeTepa, CepAeyHble apuTMuUM Mpu OLIMO0YHOM BBELEHWUW KaTeTepa B NMOMOCTb Cepaua,
Mall s npepaepams 3SHAOKAPAMT MPUM MEXaHUYECKOM pas3fpakeHUW, MOBPEXAEHWEe BeHbl Wn
prepunTpu?apylHum npnn NyHKUWUW, BbI3BaHHbLIA KaTeTepoM TPOM603 1 Tpomboghneout
NOBPeXJeHWe NMepBblX CTPYKTYp (Hanp., NOBPeXAeHWe NAeveBoro CnieTeHus 1 guagparmaibHoro
HepBa), BO3AYLWH" amb60us, kaTeTepHas amMbonus, TaMnoHaja cepaua, NoBpexneHUs Moo BeHb ,
HenpaBW/ibHOE MON0XeHne, cMmellleHne LIBK. N

A'NCBTOPHM ~N0ONb30BaHNE OAHOPA30BbIX U3AENNIA CO3L4aET BO3MOXHbIN "o
MepcoHafo 3TO MOXeT TMPUBECTM K 3aPaXEHUIO W/MNN  HapyLIeHUO  (DYHKLMOHA/IbHbIX
BO3MOXHOCTEN. 3apakeHne W/unm orpaHuyeHne (QyHKUMW WU3LeNnsi MOXKET NPMBECTM K TpaBMe,
60/1e3HU UM CMEPTU NauueHTa. NMpnprKHoe
- He nopggepranTe KaTeTep BO3[AEWCTBMIO AaBMEHMS Bbille paboyero ypoBHs 1.2 6ap, npeaenbHO
AaBneHne 2 6ap AONYCTUMO TOMbKO B 3KCTPEHHON CUTyaLuu,

B ? 00exn040 To3aywHoT BbIMOMHANTE MYHKLUMIO MO BCEM NpaBuiaMm B MOMNOXEHUU
AT p3MT pl TreH ANA'KOHTPONA MO3ULUM KOHUMKA KaTeTepa. 1py COMHEHMU B MO3ULMMK,
BBEMTE KOHTPACTHOE BELLECTBO WY BbIMOMHUTE 3anncb BHYTpunpeacepaHoro K1 oTBefeHus.
Mpwn 3anucn KT cobntogaiite cnegytowmne npasuna:

- Vicnonb3yiiTe TONbKO B NOMELLEHMAX C 3/1EKTPOCTATUYECKOW 3aLLMTON.
- Hocute aHTMCTaTUYECKYHO XMPYPrUYecKyro 06yBb.
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- CobntofainTe npumeHMMble npaBuia 6e30NacHOCTU, FOCYLAPCTBEHHbIE TEXHUYECKME YCNOBUA U
0CO6EeHHOCTH.

- Vicnonbayiite Tonbko IKIM-MOHMUTOP C He3a3eMneHHbIM BXxogom (Tun CF).

- 3a3emMnnTe MOHUTOP A4/ LONOMHUTE/IbHOMO YpPaBHNUBAHUA MOTEHLUUaN0B..

- Y6eamTecb B HafeXXHOCTUN BCEX COEANHEHWIA.

- Y6eautech B OTCYTCTBUM KOHTaKTa NPOBOLHMNKA C BHELUHMMMW TOKONPOBOAALLUMN HACTAMU.

- HagexxHo (mKcnpyinTe KaTeTtep.

- E>XXeiHEBHO BbIMOJHANTE aCeNTUYECKMI YXO[ 3a KaTeTepPOoM.

- BoBpems MeHsliTe 3arpsa3HeHHbIe UM NPOMOKLLVE MOBA3KM.

- Wcnonb3yitTe pasHble AOCTYNbl 418 B3ATMS KPOBM W BBEAEHUS PacTBOPOB W N€KAPCTBEHHbIX
CPELCTB AN CHKEHNA pUCKa MH(EKLUN.

- Mocne nepenvBaHusi KPOBWM WM B3ATUA NPO6 KPOBW TuULaTeNbHO MNPOMONTE KaTeTep
(hn3pacTBOPOM.

- Bo u3bexaHne BO34YLIHON 3M6ONMM 3aTAHUTE COEAMHEHWUS KaTeTepa W BblOMpaiTe TO/bKO
NHPY3NOHHbIE cucTeMbl JT103p J10K.

- He wu3Bnekaiite NpoBOAHWK 4epe3 UMy, 4TOObl CHU3UTb PUCK MOBPEAWUTL W cpe3aTb ero. Eciu
MPOABMXXEHME 3aTPYAHEHO, BbINOMHANTE AanbHeilne AENCTBUA C YYETOM TeKyLlei cuTyauuu,
BO3MOXHbIX KNMHUYECKNX PUCKOB N B MHTEpecax nauueHTa.

- BmecTo 3Toro, cHavana yganurte Urny WHTPOLbIOCEPHYIO, 3aTeM BBEAMTE BMECTO Hee AunaTarop.
Puck nospexaeHusa NpoBOAHMKA NPW ero MU3BfeYeHUN Yepes AunaTaTop 3HauuTeNbHO Huxe. Ecimn
N3B/IeYeHNe NPOBOJHUKA U3 KaTeTepa 3aTpyLHEHO, yAanuTe NPoOBOLAHUK BMECTE C KaTETepOM.

- ECnv U3BECTHO 0 CY)>XEHUW BeHbl, MOXHO MonpoboBsaTb BpalwaTtb NPOBOAHWK B UTNIE UIN U3BJIEYbL
NPOBOAHVK, MEePEBEepHYTbL €ro 1 BBECTU MPAMbIM KOHYMKOM B UTY.

- N36erainTe KOHTaKTa KateTepa M3 MonMypeTaHa C auUeTOHOM: aueTOH pacTBOPSieT martepuarn,
KaTeTep MOXeT CTaTb MOPUCTbIM U MPOTEKATD.

- Mpn MPT wvccnefoBaHuM € YCTaHOB/IEHHbIM KAaTETEPOM BO3MOXKHbLI CepeyHble aputmun. MNpu
MPT uccnefoBaHuy B KaTeTepe He JO/IHO ObITb 3N1EKTPOIMTHOIO pacTeopa.

He nognexxuvTt NoBTOPHOW CTEPUAN3ALNN.

He ncnosb3oBath NpU NMOBPEXAEHUUN YIaKOBKW.

Cnocob npvMeHeHUs

11PHNYTIPEXXNEHNE:

Mpy Bbl6ope SKI™ 4719 KOHTPONS NO3UUMN KaTeTepa U HaIM4ymMmn CUHYCOBOro pUTMa, CHavasia
NOAK/IIOUNTE NauueHTa K MoHuTopy Tuna CF, npurogHoro Ansa sanucu BuyTpUMpeLcepAHOro
oTBefeHUs (cM. Hmke) (Tun: CF) mcnonb3ys aganTep yHuBepcasbHbIA ana SKIM-KoHTpons
KaTeTepmsaumn LeHTpasibHbIX BeH «LlepToguH» (Certodyn® Universal Adapter) (ganee no
TEKCTy - aganTep «LlepToanH») nnm nepekntoyaemblin OKI Kabenb naumeHTa.

1 BbIMONHANTE MNYHKUMIO B CTEPW/IbHOW OfEXAe, Macke, LUanoyke W nepyaTkax. TLaTeNbHO
06paboTaiTe KOXy (MCMONb3yinTe CNUPTOBbIE UN MOAHbIE YUCTALLME CPeacTBa, Hanp. bpayHon nm
Cohtacent H) M HakpoiTe 30HY MNYHKUMW CTEPUNLHON MNPOCTbIHEA C oTBepcTueM. [lpoBepbTe
MPOXOAMMOCTb KaHasioB, COeJUHMB LLNPUL, C KOHHEKTOPOM «CadcaiiT» 1 3anoNHUB NPOKCUMAasIbHbINA
KaHan ABYXKaHa/lbHOro mnn (MeauanbHbliA M MPOKCMMa/IbHBIA KaHanbl TPEXKaHabHOr0) KateTepa
(hn3pacTBopoM. KnanaH KOHHekTOpa «CadcaiiT» OTKPbIBAETCA aBTOMATUYEeCKW. [yHKTUpYiiTe BeHy
NPUNOXEHHON nrnoii CenbauHrepa MHTPOALIOCEPHONA.

2. MpoBogHuK B ancreHcepe. CHUMUTE KOMMAYvoK 3aliMTHbLIA gucneHcepa. BcTaBbTe aucneHcep ¢
npoBogHWKoM B Urny CenbAuHrepa MHTPOAbIOCEPHYO. BOMbLUMM NasbLem ABUrainTe NPOBOLHWK B
BeHy. [l KOHTPONSA rNy6uHbI BBEAEHWS NCMOMb3YIATe Pa3MeTKY A/IMHBI.

3. Mocne ycTaHOBKM NPOBOAHWKA B 3afjaHHOe MOMOXEeHWe yJanuTe AMCNEHCEP W WUrMY, He MeHss
MOMOXeHNe NPOBOLHNMKA.
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4 PaclumpbTe NYHKLMOHHbIA Xo4. [ns aToro, yaepXXueas Hapy)XXHYH 4acTb MPOBOAHMKA, [BuraiiTte
KOPOTKWIA AunartaTtop, Crerka Bpawias ero, no Hapy>XHOW 4acTu NPOBOAHWMKA B MECTO MYyHKLUW.
3aTem yfanuTe gunatatop U3 NyHKLMOHHOTO X04a, HE MeHAA MOM0XeHWe NPOBOAHMNKA.

BHVMAHWE:

CTunet B KateTepe MCMNOMb3yeTca ANA 3alWnTbl KaTteTepa B YNakoBKE TO/IbKO BO BpeMs
TPaHCMOPTUPOBKU U XpPaHEHUS.

Ypanute CTUNET N3 KaTeTepa Nepes BbINO/IHEHNEM KaTeTepusalmi.

5 [ina onpegeneHna NonoXeHuUs KOHYMKa KateTepa ¢ nmomolbio KM coOBMeCTUTE KOHLbI KaTeTepa
1 NMNoBOAHMKa (M3 KOHHeKTOopa JTo3p JIoK KateTepa [0/KHA NOoKas3aTbCs MepBas LUMPOKas MeTKa Ha
npol aHnKe' kpennte 3a”m OKI-kabens COeAMHUTENIBHOTO Ha MPOBOAHWKE Y ero BbiXoAa W3
K"eTepa. bL ebtc KOHHeKTOp JKI-Kabens coefMHUTENBHOIO B pa3bem

CLBVMHbTE MepeknyaTenb K CUMBONY cepaua (CM. OTAE/IbHYH WHCTPYKUMIO MO MPUMEHEHUIO

rsL T

PacronoXeHUs KaTeTepa B BepxHeli Nonoli BeHe MOATSHWUTE KaTeTep C NPOBOAHMKOM elle Ha 2-3

FrpalenpoToHuMI M3 KaTeTepa M 3aKpenuTe KaTeTep C MOMOLLbIO (DUKcaTopa HECLEMHOrO,
ApaoefNHNTE MNOATOTOBMEHHYHD MH(Y3MO C MOMOLLbIO WMH(Y3MOHHOW NUHUW YANNHUTENbHON ©
KoaHuKa"e” «Aunckotmke» (Discofix ).

Henpwund Te TpybKy KaTeTepa NpsAMO K KOXe, MHa4e BO3MOXEH OTPbIB KaTeTepa WU ero
nonagaHue B BeHy.

C Uenblo nony4veHWs 6e30nacHOM KOMOMHaUMM pPEeKOMEHAYEeTCS WCMOoMb30BaTb COBMECTUMbIE
N(b yamoanr yc™ HanpumMep:  LWINPWUbl,  WH(Y3MOHHbIE  MarucTpann,  KpaHWUKu
MHOI0X0/10Bble, 6€3blLI0NbHbIE KOHHEKTOPbI 1 ApP., UMEILLME TUN coeauHeHuns J1toap munn Noap J
(1SO 80369-7).

Ycnosua v NPpoAo0/KNTENIbHOCTbL MPUMEHEHNS

ALANTI3McOTTOAHHLW ‘AN NH(EKL N KPOBOTOKA,
napasasauun, TpombognedbuTa) nyganmute LIBK cornacHo 60/ibHAYHOMY NPOTOKONY.

JTto6oit Hemcnonb3yemblii BHYTPUCOCYAUCTbIV KaTeTep cnefyeT HemeaneHHo Y/
[aHHas npoayKuus npegHasHayeHa A1 UCMONb30BaHMA TOMbKO BpayaMu, Hagnexawm obpase
06YYeHHbIMM COOTBETCTBYHOLLE/i METOAMKE B YCNOBUSX 1EUEBHO-NPODNNAKTUUECKUX YUPEXAEHNMN.
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TexHn4ecKme XapakKTepuCcTnKn MeguumHCKOro nsaenva
KntoueBb" XapakTepuCTUKU OCHOBHbIX (YUKLNOWANBHBIX 3/IEMEHTOB

yKaszaHbl Ha MapKUPOBKe WHAVBUAYaANIbHON YNaKOBKU, a UMEHHO.

Wrna CenbpauHrepa
e areree MHTNOAbIO CepHan
AdhhekTneHan Hapyxiui BHyTpeH- Kanu6po- HOMWH. Hapyx- O®ddekT,
AnvHa anameTtp Hui BOYHBIA CKOpOCTb  HbIRA AnuvHa (Mm)
KaTeTepa (cm) KaTeTepa aAvameTtp pasmep notoka no AWameTp
(Mm) KaTeTepa KaHana KaHanam (Mmm)
(Mm) kaTeTepa (MA/MUH),
flenpgx)
= =38
4160177 =10 =0.9 =06 22 15 0,8

NMEHHO:

YKa3aHue Ha «MeTof Katetepusaumm no CenbgnHrepy».
MoHo (04uH) yKa3blBatOT Ha KOIMYECTBO KaHa/oB KaTeTepa.

[anee cnepyetr OykBa, ykasblBawollas Ha TUM  WUIIbl
CenbanHrepa NHTPOAbLIHOCEPHaS,
«PAED» B HaMMeHOBaHMM YKa3blBaeT Ha NeAnaTpuyecknii Habop

[anee cnefyloT Tpu undpbl: AN KaTeTepoB OfHOKaHaNbHbIX MepBas uudpa -
HOMep, KOTOpbIM 0603Ha4YaeTcs HapyXHbl gumameTp Katetepa, 1, 2, 3 um 4 (3, 4, 3,

COOTB.), B CMieaytoLLMe Ha AIMHY KaTeTepa B CAaHTUMETpaXx.

MepeyeHb NpuMeHsieMbiX NPoM3BoAMTeNeM CTaHgapTa?

ISO 11607-1, EN 1SO 15223-1, EN 1041-2008

YcnoBua akcnnyarauum y
C/10BUSA KCIyaraumm
lNokazaresb . . yaray
-nN5°Cpo+30°C
TpmnenaTtyna
MTbINrUTENbHAs BNaXKHOCTL Bo3ayxa A0 90%

—ITKaVPMoMTUNoBKA I XpaHcHUA

1”ﬂ”ﬁ
MegununHCKOro wmsaennAa
MpoBOAHUK
Makcum, AnvHa (Mm)

HapyXHbl il
agnameTrp (MMm)

=0,46 =25

kTpnuctuka>CkKaTteTepa,

N

MHTpoAblocepHon: S -  Wrna

3To0
)

Ycnosus YcnoBus xpaHeHust
[NokazaTenb TPaHCNoOPTUPOBKU _ 159G SE4C
90° o 0T+15°Cpo+25“

Temnepatypa 0T -20°C A0+15°C (2 AtA) (B TeuyeHue cpoka

0T+15°C o +25°C P

(HecKonbKO Hepfenb) rOf{HOCTK)

0T+25°C pgo +40°C

('BTeueHue OBYX Hepenb)

0,

OTHOCUTENbHAs BN@XHOCTb Bo3gyxa A0 90% no 90%
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cumBonbl, VL
PacwunppoBka

2 Wcnonb3osartb Ao

JlaTa n3rotoBneHus

«] WN3roToBuTenb
ITf Homep cepun -
M Homep no katanory

3anpeT Ha NOBTOPHOE NMPUMEHEHNE

[a O6naTNTeCh K MHCTPYKLMU N0 NPUMEHEHMIO

A( OcTopoxHo!

CE mapKa-3HaK COOTBETCTBUSA TPpe6OBaHUSAM ANPEKTUBLI vj/hz/cd - n
CE o123 NOEHTUPUKALMOHHbLIA HOMEP aKKpPeLMTOBAHHOIO opraHa no cepTuuKaLmnm
EBponelickoro cot3a :
CE mapka - 3Hak cooTBeTCTBUA TpeboBaHWUAM PernamerTa (EC) 201 ¥/ 30
Ce MeAVLMHCKNX U3LeNnax

He nnnvcKaTb Bo34eincTBMA CONHEYHOrO CBeTa

bepeyb oT Bnaru

r ' BepxHsis rpaHuLa TeMNepaTypHOro pexuma

B 33BUCHMOCTM OT BapunaHTa UCMOIHEHNA MEONLIMHCKOIO NU3aenna Ha 3TVIKeTKe/CTVIKepe/yI'IaKOBKe

HECEeHbl AONONHUTE/IbHbIE XapaKTEPUCTUKN U CUMBOJIbI, TAKME Kak: N
6TIN MeXnyHaoOoHbI KO MapKUPOBKM 1 YHETA NOTUCTUYECKMNX efUHNL,
p7 MeHTNanbHbIN hapmaleBTUYecKniAi Homep MepmaHmm

He ncnonb3oBatb N*MnospeajeHn ynakosku
)K AnNnpPOreHHo
[Mj MegunumHckoe nsgenne
CrtpaHa npoussoAcTaa
O OanHapHas cTepuibHas 6apbepHas cuctTeMa
@

OpvHapHasa cTepuibHas 6apbepHas cncTema C 3alMTHOM Hapy>XHOM YNaKoBKOM

Ytunusayns

YTnnuzaumst MefnUMHCKOro maaenus «Habop ans KaTeTepusauuy LEHTPasibHbIX BeH MO MeToAy

CenbguHrepa «LlepTouke®» (Certofix®) ¢ nNpuHagNeXHOCTAMWU»  MOCME  MCMNO/b30BaHUS
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OCYLLECTBNSIETCA B COOTBETCTBMMU C TPeGOBaHMAMM K 0OpaleHN0 C MeAULMHCKAMM OTX0Aamu, C
MeLVLMHCKMMUN O0TX0faMK, yCTaHOBMeHHbIMW CaHluH 72.1.3684-21 no knaccy B w/unm vHbIMK
AeCTBYHOLMMIN HOPMATUBHO-NPaBOBLIMY akTamu Poccuiickoin degepauymn.

Hencnonb3oBaHHOe MeAWLMHCKOE W3[e/Me, HEUCMNO/Ib30BaHHbIe YMakKOBKW, [O/KHbI ObITb
YTUAM3NPOBaHbl B COOTBETCTBMM C MOPALKOM YTWUAM3ALMU B COOTBETCTBUM C  MOPSA"XKOM
yTUAM3aumMm TBepablX ObITOBbIX OTXOA0B, YCTAHOB/IEHHbIM 3aKOHOAATe/IbCTBOM Poccuiickoit
depepaumm no knaccy A CanluH 2.1.3684-21 w/vnn WHbIMKW AEACTBYHOLIMMU HOPMATUBHO-
npaBoBbIMU aKTaMu Poccuiickoin depepauun.

Mpy BO3HWKHOBEHMM BOMPOCOB, KacalLWUXCA YTUAU3ALMM MELULMHCKOro W3genus, cnegyet
obpalLaTbca K ynosIHOMOYEeHHOR opraHusauun (uvnoptep) B PO.

MpoussoguTtens/lponsseneHo

b. bpayH Menb3yHreH AI, Kapn-bpayH-LUTtp. 1, 34212 Menb3yHreH, epmaHuda. B. Braun
Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

YnonHomouyeHHasa opraHusaunsa (umnoprep) B PO

00O «b.bpayH Meaunkan», 191040, r. CaHkT-MeTepbypr, yn. MNywknHckas, 4. 10, Ten./dakc: (812)
320-40-04.

[aTta Bbinycka nHhopmaumn: 01.2023

www.bbraun.com

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Nr. 36972023 des Urkundenverzeichnisses

Die vorstehenden, dem Firmendruck ,B. Braun Melsungen AG
beigefiigten, vor mir voilzogenen Namensunterschriften

1. der Frau Vera Pekarek,
i.der Frau Sandra Staufenberq,
beide geschaftsansassig Cari-Braun-Straffe 1,

r---34212 Melsungen,
und mir von Person bekannt, beglaubige ich hiermit.
Der Motar fraqte nach einer Vorbefassung im Sinne von
8 3 Abs. 1 Nr. 7 BeurkG. Sie wurde von den Erschienenen

verneint.

Melsungen, 07. Marz 202
4y
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B BRAUN

MepeBOz C aHTIMINCKOr0 N HEMELLKOTO A3bIKOB
«b. bpayH Menb3yHreH Al »
(B. Braun Melsungen AG)
MoppasgeneHve «Xocnutan Kaax»
(Division Hospital Care)

34209 Mefb3yHreH

KOHTaKTHOE Nuuo: Bepa Mekapek (Vera Pekarek)
®EJEPA/IbHYIO CTYXKBY MO Dake:
HAA3OPY B COEPE 3N. nouTa: vera.pekarek@bbraun.com
3APABOOXPAHEHNA Be6-caiiT: http://www.bbraun.com
(POC3OPABHA/LZOP) [arta: 07 mapTa 2023 roga

JeknapalvoHHOe NUCbMO K MHCTPYKLUWW N0 MPUMEHEHUIO

YBaxkaeMble rocnogal
HacToAalmnm NMcbMoM Mbil,

«b. bpayH Menb3yHreH Al »

(B. Braun Melsungen AG)

Kapn-bpayH-LUTpacce 1

34212 Menb3yHreH,

MepmaHua (Carl-Braun-Str. 1, 34212 Melsungen Germany)

B cooTBeTcTBMM C [upektusoin Esponeiickoro Coseta EC 93/42/EEC B KauecTBe
OTBETCTBEHHOr0/3aKOHHOI0 NMPOU3BOAUTENA MeAULMHCKOIO U3aenus

Habop pna KaTteTepmsaumMm LeHTpasibHbIX BeH nNo Metogy CenbanHrepa
«UepTodmkc®» (Certofix®) ¢ npMHaANeXHOCTAMU

3a8BNsSieM O TOM, YTO HaMy ObINN NPUHATHI BO BHMMaHWe 3aMeyaHus, NpuUBeAeHHbIE B NMUCbME
Ne 10-145/23, koTopoe Oblno HanpasneHo Poc3gpasHag3opom 09 aHsapd 2023 roga# Mol
COrnacHbl C 3amMeyaHMAMW, YyKa3aHHbIMM Poc3gpaBHaj30poOM, W HanpaB/iseM Bam Ha
paccMoTpeHue cnefyrowmnii 06HOBMEHHbI JOKYMEHT:

Bepcusa MHCTPYKUMKW MO NPUMEHEeHWIo, NpefHasHayeHHas A1 MUCMO/b30BaHUA Ha TeppuTopun
P® ot aHBaps 2023 roga (Ha aHrIMIACKOM W PYCCKOM f3blKax), AN MeAULMHCKOTO M3Aenus
Habop ansa kaTteTepmsauun LeHTpanbHbIX BeH No metody CenbanHrepa «LiepTomkc®»
(Certofix®) ¢ NpMHaANEXHOCTAMM, BapnaHTbl UCMNOHEHNS:

HaGop ans KateTepusauun LeHTpanbHbiX BeH No metoay CenbanHrepa neguaTpuyeckuii

«Ueptopmkc® MoHo Meg S 110» (Certofix® Mono Paed S 110) 10 Hab./yn. ¢
WHCTPYKUMen no npumeHeHuto (1 wit.) KaT. Ne 4160177.

I'Ipe cepatcllp |/|CI'IOI'IH|/ITe}'IbeIVI OOBET' Qdwic KommaHm: Menb3yHreH fgpec

nrqaneanoro coBeTa: Cyn pervicTpaLm: MecTHBI cyf, o %wa »
LLirecheH HRB 11 gﬁ% LLrpacce |
Mmgmm o SRS
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, B/BRAUN

Crpanuna 2 x nucsMy ot 07 Mapta 2023 roza

B UENAX BHECCHHY W3MCHCHHH B JOKYMEHTH PETHCTPallHOHHOTO JOCKE B CBA3H C
COBEpIICHCTBOBAHHEM CBOACTE H XapaKTePHCTHK INPH HEHM3MEHHOCTH (PYHKUMOHATILHOTO
AcHCTBHA, Ha3HAYCHHA M NPHHOMIA ACHCTBHA MEIMIHHCKOIO H3ACHUA U MPEACTABACHHA

BHILEYKa3aHHOTO A0kyMeHTa B (efepansHyio cayx0y no Hamsopy B cdepe 3npaBOOXpaHCHHA

(PocaapasHam3op).

B cixydae Kakux-nHGo pacxOkmeHHM Mexay asrmmiickolt M pycckolf BepcHsSMH HACTOANIETO
.V@ ROKYMEHTA, IPSHMYINECTBERHYIO CHITY HMeeT aHIIHHCKAS BEPCHA.

OT muua KOMNa#uu

«B. Bpayn Menb3ynren AI» (B. Braun Melsungen AG)

YnonHoMoueHHOE MO

<nodnucano>

Bepa [Texapexk (Vera Pekarek)

Meneaxep oTaena HOPMATREHO-NIPABOBOTO
peryupoBaHNs LienTpa paspaborxn

SHYTPHUPOH3IBOACTBEHNLIX  CTARAAPTOB,  OTAEHR
kynupoanns GoneBoro cupapoma n pa3paGoTku
LUEHTPARLHLIX BEHOIHLIX KATETEpOB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

YNOMHOMOBEHHOE THIIO
<noonucarRo>
3auapa LltaydenGepr (Sandra Staufenberg)

ANMUHHCTPATOp OTAENS HOPMATHBHO-NPABOBOFO
PeryupoBatus LenTpa paspatoTen
BHYTPHOPOH3BOACTBEHHBIX  CTANAAPTOB, OTREA
KynupoBaHus 0oieBoro CHHAPOMA H Pa3patoTxu
UCHTPA/ILHLIX BEHOIHLIX KATETEPOB



Hacroamum = nozrmepmmo nepnoc'rb aneyxasanuoﬁ uﬂt[}opuannn, NOATHRHOCTD [ICYATA
komnaHuu «b. bpayn Memssynren AT'» (B. Braun Melsungen AG) 4 nocTaBieHHBIX B MOEM
TMPUCYTCTBHA NOMITHCEHR
1. r-xu Bepsi Ilekapek (Vera Pekarek),
2. r-xu 3auaps lliraydenGepr (Sandra Staufenberg)

BEAYIIMX JEATENLHOCTS O aapecy: Kapn-Bpayn-Llltpacce 1,

D-34212 Mentu3ynres (Carl-Braun- Strae 1, D-34212 Melsungen),
JUYHOCTH KOTOPHIX ObUIH MHOIO YXOCTOBEPEHBI.

Hotapuyc 3amasan BOmpoc O NpensTCTBHAX cornacHe § 3, paspema 1, Ne 7 3akoma o
HOTApPHANBLHOM 3acBHAETENLCTROBaHMK. Ha BOMpoC sBMBINHECH JIHLA AAAH OTPHLATCIBHBLIN
OTBET.

Mens3ynren, 07 mapra 2023 roga

<noonucaro>
Horapuyc
<Tucnenas nevats: Hunwc Batirang (Nils Weigand), sorapayc B r. Mens3yHren>

IlepeBon ¢ anrmMiiCKOr0 H HEMENKOro F3LIKOB HA PYCCKMH A3KLIK BHUTOJIHCH NEPEBOXTHKOM
HMcxycnpix [iIMutpuem AnckcaHIpoBRIEM
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Poccuiickaa deaepauyuns
MNopog MockBa
L ecTHaguaToro mapTa ABe ThiCAYM ABajLaTb TPETLEro roja

A, AnexuH EBreHunin BnagumupoBuy, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYIO
NOA/IMHHOCTbL NoAnucKu nepesofumka VICKyCcHbIX AMUTpusa AnekcaHapoBuya.

Mognuce caenaHa B MOEM MPUCYTCTBUN.

NTnyHocTb nognucasLLero JOKYMeEHT YCTaHOB/IEHA.

3aperucTpupoBaHo B peecTpe: Ne 57/171-H/77-2023-4-2562.

YnnayeHo 3a CoBepLleHMe HoTapuanbHoro gerictema: 400 py6. 00 kon.

Beeffi npoLuHyposaHo,
NPOHYM;, PCaaYC H CKPervieHo
neyateto ~  nmct(-a,-0a)

Mhcter*asm
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B BRAUN

B. Braun Melsungen AG
Division Hospital Care

34209 Melsungen

Contact:
ton:
tax:

TO THE Email:
FEDERAL SERVICE ON Imcfnct:
SURVEILLANCE IN HEALTHCARE

(ROSZDRAVNADZOR)

Declaration on Instructions for Use

Dear Sirs,

With this letter we

B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
Germany

Certofix’and Accessories

\\\\\\g<\\\\\\\'-"/\f\"‘

Vera Pekarck

+4915117667398

vera.pekarek@bbraun.com
hitp;//www.bbraun.com

March 7. 2023

as responsible/legal manufacturer according to the European Council Directive 93/42/FEC of medical devices

herewith declare that we have taken into account the notes in accordance with fetter no. 10-145/23 issued
on January, 09 2023 by Roszdravnadzor. Given that we are accepting the remarks raised by Roszdravnadzer
and we submit for your attention and consideration the following uplated document;

- RU Specific Version of the Instructions for Use from 01.2023 {in English and Russian languages) for

Certofix' design variants:

- Certofix* Duo 715
- Certofx- Duo 720
- Certofx" Duo 730
- Certofx’ Trio 715
- Certofx'Trio 720
- Certofx' Trio 730

Chxirwonnin of fhc Supmutory bauii:  Fxecutive Boa>d: CotpOTatc Offict: Mdsungro
IV AorcUe Bfllfi Mo'ltut Stfulmeoii Register Court

ICti<i'rp«n) loci' Court fnmai

friv Ooi Di bltlar Rupprn HA8 1 000

Jivgtn SliAi WtH Reg No Of 47R90900

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Address:

B Btiun Melsungen AG
Ciri-Btauri-Sirisr |

H 777 Melsungen
Germiny



B BRAUN

Page 2 to the tetter of March 7, 2023

to update of the documents of the registration dossier for improving the features and characteristics of the

medical devices has no impact on the functional purpose, intended use and principle of operation of the

“ medical device group and submission of the above document to the Federal Service on Surveillance in
Healthcare (Roszdravnadzor}.

In case of any discrepancy between the English and Russian translations of this document, the English version
shall prevail.

For and on behalf of

B Braun Melsungen AG

AL LA
' [ :
{ | ‘ S
Vera Pekarek /i Sandra Staufenberg
Manager Regutatory Affairs CoE Infusion E Pain Therapy Administrator Regulatory Affairs International
/

CoE Infusion & Pain Therapy
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Instruction for use

Certofix® Central Venous Catheter Set for Seldinger technigue with accessories, variants:

Certofix® Duo Central Venous Catheter Set for Seldinger technique
Certofix® Trio Central Venous Catheter Set for Seldinger technique

Intended use
Central venous catheter set for Seldinger technique.

Scope and variants
IFU is applicable of the following variants of medical device:
Double-/triple-lumen cava catheter set for catheterization of the superior vena cava using the

Seldinger technique. Opague catheter made of polyurethane and guide wire with flexible J-tip.

Contents / a type and duration of contact of the medical device

1. Double-/triple-lumen central venous catheter made of polyurethane with soft tip (A) (prolonged
contact with circulating blood, unless otherwise indicated) (see packaging for length) with:

- Length marking

- Colour-coded Luer Lok connections;

- Fixed integrated catheter fixing (no contact);

- Push-on fixing for securing to catheter exit site (only with 20 and 30 cm catheter lengths) (F)

(prolonged skin contact);

www.bbraun.com

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



©®

— Slide clamps on the outlets of the individual lumens (short-term contact with blood);

— Individual lumen outlets marked with position (distal, proximal, middle) and diameter in Gauche;

2. Seldinger needle (B) (short-term contact with blood);

3. Guide wire with length markings and flexible J-tip (=3mm)/straight tip (short-term contact with
blood), in dispenser (C) (short-term skin contact);

4. Dilator (D) (short-term contact with blood);

5. IN stopper for each lumen (E) (prolonged contact with circulating blood).

Materials used
ABS, Brass, EP, HD-PE, Ink, IR, LD-PE, Nitinol, PA, PA6 dyed, PC, PE, PE-HD, PP, PS, PUR,
PVC-white, SBS, SI, Silicone oil, Stainless steel.

Indications

Catherisation of the superior vena cava using the Seldinger technique for short-term (<30 days)
infusion and volume therapy or parenteral nutrition, for administration of highly osmolar or very
vein irritating solutions, for continuous or intermittent monitoring of the central venous pressure,
for blood sampling, or when peripheral venous puncture is not possible in state of shock, in patients
with injured extremities or no detectable peripheral veins.

Contraindications

Inflammation of the skin at the site of puncture; clotting disorders e.g. in therapy with anticoagulants;
anatomical anomalies, e.g. enlarged struma, tumours in the neck regions, very severe pulmonary
emphysema and postoperative changes at the site of puncture.

Risks / Side effects

Haematoma/bleeding at the site of puncture, catheter infection and sepsis, pneumothorax,
haemothorax, infusion hydrothorax or chylothorax due to incorrect puncture and incorrect catheter
position, cardiac arrhythmias due to incorrect intracardiac placement of the catheter, atrial rupture,
endocarditis due to mechanical irritation, arterial or venous injuries due to incorrect punctures,
catheter-induced thrombosis and thrombophlebitis, damage to nerve structures (e. g damage to the
brachial plexus, damage to the phrenic nerve), air embolism, catheter embolism, cardiac tamponade,
vena cava lesions, mispositioning, CVC dislocation.

Warnings < -

- Re-usegof single-use devices creates a potential risk of patiefﬁ or user. It may lead to contamination
and/or impairment of functional capability. Contamination and/or limited functionality of the device
may lead to injury, illness or death of the patient.

- Do not subject the Certofix® catheter to pressures in excess the operating pressure of 1.2 bar or the
maximum pressure limit of 2 bar in case of emergency.

- Use strictly aseptic techniques.

- To avoid air embolism make puncture lege artis with the patient in head-down position.

- Use X-ray to check the position of the catheter tip.

- Secure catheter adequately.

- Observe meticulous aseptic techniques when taking care of the catheter.

- Use different sites for blood sampling and administration of infusions or medication to reduce the
risk of infection.

- Rinse catheter thoroughly with physiological saline after transfusions or blood sampling.

- Make the connection to the catheter secure to prevent air embolism

www .bbraun.com

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

%



# «

- Take great care when withdrawing the guide wire as the Seldinger wire can be damaged by the
needle bevel.

- Where access is difficult, remove the guide wire along with the puncture needle.

- If it is difficult to remove the guide wire from the catheter, remove both the guide wire and the
catheter.

- Do not bring the catheter into contact with acetone.

- Do not resterilise!

- Use only if the packaging is intact.

- Only use slide clamps to close the lumen briefly.

Directions A : o -

1. When making a puncture, always wear sterile clothing with face mask, cap and gloves. Att
thoroughly cleaning and disinfecting the skin, (use alcohol or iodine based cleaning agents, e.g.
Braunol® or Softasept® N), cover puncture site with a sterile fenestrated drape. Check all the lumens
with saline for possible obstructions

2. Puncture vein.

3. Remove protective cap from dispenser. AU

4. Place dispenser with guide probe on the Luer connection of the Seldinger needle and push the
guide wire into the vein with the thumb.

5. Dilate puncture channel.

6. Push catheter into the vein over the guide wire.

7. Check lumen with aspiration for possible obstructions.

8. Close all lumen outlets with IN stoppers.

9. Secure catheter.

N1 IfNIION!

Only use the fixings provided to secure catheter tubing!

In order to obtain a safe combination, it is recommended to use compati-ble infusion devices, for
example: syringes, infusion lines, stopcock man-ifolds, needle-free connectors and etc., having a
Luer or Luer Lock con-nection type (ISO 80369-7).

Conditions and duration of use

The Certofix catheter is intended for short-term use (<30 days).

Monitor CVC Condition (e.g. for catheter related bloodstream infection, paravasation,
thrombophlebitis) and remove CVC in accordance to hospital guidelines.

Promptly remove any intravascular catheter that is no longer essential.

The product should only be used by physicians that have been adequately trained in this technique in
patient facilities.

www.bbraun.CQm
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Technical characteristics of the medical device
The key characteristics of the main functional elements of the medical de-vice are indicated on the

Item Catheter Introducer Needle ~ Guidewire Tissue Dilalor
number Effecti outer Outer Lumen Nominal outer Effective Max. length, Max. Min. Eff.
ve diameter, diameter diameterr flow rate diameter, length,  outer cm outer Inner length,
] length, mm (French)  (gauge) by lumen mm mm diameter, diameter. diameter, cm
/1 cm D/P, (ml/min), mm mm mm
D/IM/P DIP;
D/M/P
4164156E al5 =24 7 16/16 60/50 =13 =70 =0,89 =50 =27 =10 =06
4162200E  »20 =24 7 16/16 55/45 =13 =70 =0,89 =50 =27 =1.0 =96
4162307E =30 =24 7 16/16 52/31 «1,3 =70 =0,89 =70 =27 =10 =96
4161157E =15 ~24 7 16/18/18  50/28/28 =13 =70 =0,89 =50 =27 =1,0 =96
4163206E =20 =24 7 16/18/18  46/22/22 =13 =70 =0,89 =50 =27 =1.0 =96
4163303E =30 =24 7 16/18/18  38/18/18 =13 =70 =0,89 =70 «,7 =10 =96

D - Distal, P - Proximal, M - Medial

Also, the name of the MI contains information about the key characteristics of the catheter, namely:

« Reference to Seldinger technique.

* Duo (two), Trio (three) indicate the number of catheter lumens.

e The designation "E" ("Econoline") - in the article number indicates the basic configuration of
one/two/three-channel sets for catheterization of central veins. In these sets, single-channel catheter
do not have ajunction connecting a channel and an extension line. These sets do not include syringe,
scalpel, ECG cable and Safsite safety connector and equipped with IN-Stopper.

This is followed by three figures: the first one indicates the outer diameter of the catheter, the next
two — catheter length in centimeters.

International standards the medical device manufacturer applies

EN ISO 13485, ISO 14971, ISO 10555-1, ISO 10555-3, ISO 11070, I1SO 9626, EN 1707
(ISO 80369-7), DIN 42802, ISO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6,
ISO 10993-7, ISO 10993-10, I1SO 10993-11, ISO 10993-18, ISO 10993-18, ISO 11135, EN 556-1,
ISO 11607-1, EN 1SO 15223-1, EN 1041-2008

Parameter Operating conditions
Temperature +15°C to +30°C
Relative air humidity up to 90%

Storage and transportation conditions

Parameter Transport conditions Storage conditions

Temperature -20°C to+15”C (2 days) +\5°C to +25°C
+15°C to +25°C (several (duration of shelf life)
weeks)

+25°C to +40°C
(duration of two weeks)
Relative air humidity up to 90% up to 90%

www.bbraun.com
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Symbols used in the marking

Symbol Explanation
Use-by date

Date of manufacture

L | iJ Manufacturer
LoT Batch number
[rep] Catalog number

Do not re-use

STERILEIEOI  Sterilization by ethylene oxide

aa Consult instructions for use

A Caution

CE mark - the conformity mark of Directive 93/42/EEC and the identification
Ce 0123 number of the accredited certification body in the European Union
CE CE mark — mark of conformity to the requirements of Regulation (EU)
2017/745 on medical devices
«Keep away from sunlight»

f «Keep dry»

1
r - «Upper limit of temperature»

Depending on the version of medical device additional characteristics and symbols may be printed
on the label /sticker/package/instruction of use:

GTIN: The international code marking and record-keeping logistics units
Central pharmaceutical number of Germany

Do not use if the package is damaged -

Apyrogenic
Medical device

Country of origin

Single sterile barrier system

00 xms

Single sterile barrier system with protective outer package

www.bbraun.com
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Disposal

Disposal of the medical device "Certofix® Central Venous Catheter Set for Seldinger technique
with accessories™ after use is carried out in accordance with the requirements for medical waste
established by SanPiN 2.1.3684-21 for class B and/or other applicable legal acts of the Russian
Federation.

Unused medical device and unused packages should be disposed of on the according to the
requirements of SanPiN 2.1.3684-21 as the waste is class A and/or other applicable legal acts of the
Russian Federation.

If you have any questions regarding the disposal of a medical device, you should contact the
authorized organization (importer) in the Russian Federation.

Manufacturer / Manufactured at:
B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

Authorized organization (importer) in the Russian Federation
LLC «B.Braun Medical», 191040, Saint Petersburg, Pushkinskaya str. 10, tel/fax (812) 320-40-04.

Date of issue: 01.2023

www.bbraun.com
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MWHCTPYKLMUS NO NPUMEHEHMN IO

Habop pfna KaTeTepu3aumMu UeHTpaibHbIX BeH no MeTogy CenbauHrepa «LepTo®uKc®»
(CertofIx®) ¢ NpMHaANeXHOCTAMK, BapraHTbl UCMNONHEHWUS:
Habop ana kateTepusauumn LEHTpasbHbIX BeH No MeTogy CenbauHrepa «LlepTogukc® dyos»
(Certofix® Duo)

r t Habop ans kateTepu3auumn LIEHTpanbHbIX BeH No metogy CenbanHrepa «LlepTtodmkc® Tpuo»
(Certofix® Trio)

CXB>

%

Ha3HaueHue
Hab6op ans kateTepusauny LeHTpanbHbIX BeH No metoay CenbanHrepa.

O6nacTb AeiACTBUA 1 BapUaHTbl UCMOSTHEHUS

3Ta NHCTPYKLUMA NMPpUMEHMMA K cnegyrowmm sapuaHtam MI:

Habop ¢ KaTteTepoM ABYXKaHanbHbIM WM TPEXKaHA/bHbIM /19 KaTeTepu3alun BepXHein Noaoi BeHbl
no metogy CenbavHrepa. PEHTreHoOHenpo3payHbIil KaTeTep 13 nosvypeTaHa v NPOBOAHUK C TMOKUM
J-KOHUYMKOM.

CocTaB (BMA/NPOA0/IHKMTENBHOCTb KOHTaKTa no MOCT 10993-1)

1 KateTep [ABYXKaHa/lbHbl WK TPEXKaHaNbHbIA (A), M3 MOAWYpeTaHa, C MATKAM KOHYMKOM )
(BNUTEeNbHBIN KOHTAKT C LMPKYNUPYIOLLEA KPOBbIO, €CAM He YKa3aHO WHOe) (O4AMHY CM. Ha
YMNaKoBKe):

- PasmeTka 4/MHbI;

www.bbraun.com
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» KoHHekTOp J1103p JIOK C LiBETHOI MapKMPOBKOM KaXKAOro KaHana KaTeTepa;

- duKcaTop HECLEMHBIA ANs KpenneHus Katetepa (He KOHTaKTUpYeT);

- OcHoBa (hmkcaTopa CbEMHOIO ANA KpenieHus y Bbixoda KaTteTepa (TOMbKO Npu AnvHe KateTepa 20
nnn 30 cm) (F)( AnnTenbHbIR KOHTAKT C KOXei);

- 3aXVM CABWKHOW ANA KaXA0ro KaHana katetepa (KpaTKOBPEMEHHbIA KOHTaKT C KOXel).

- InHua  yanuHWTeNbHas N8 K&K4Or0 KaHana kKaTeTepa C  MapKMpPOBKOM  (AMCTasIbHbINM,
MPOKCUMAasbHbIN, MeAnanbHbI) 1 yKasaHuem gnametpa (MFeiigx).

2. Virna CenbanHrepa nHTpogptocepHas (B) (KpaTKOBPEMEHHbIV KOHTaKT C KPOBbiO);

3. MpoBOAHMK, C pa3MeTKoW [A/IMHbl U TUOBKUM J-KOHYMKOM (I = 3 MM)/MPAMbIM  KOHUMKOM
(KpaTKOBPEMEHHBIN KOHTaKT C KpoBbt0), B AucneHcepe (C) (KpaTKOBPEMEHHbIN KOHTAKT C KOXel);

4. Onnatatop (D) (KpaTKOBPEMEHHbI KOHTAKT C KPOBbHO);

5. KoHHekTop wuronbHblil - «H-Ctonnep»  (IN-Stopper) pana  kaxporo kKaHana kartetepa (E)
(ANNTENbHBLIA KOHTAKT C LMPKYNUPYHOLLER KPOBLIO).

Ncnonbsyemble matepnasibl
ABC, naTyHb, anokcugHaa cmona, M3BIM, yepHUna, n3onpeHoBbl Kayuyk, MIHM, HuTUHON, MA,
MA6 okpaweHHbIi, MK, M3, MN3BM, MM, NC, MY, NBX-6enbiin, CEC, CUANKOH, CUIMKOHOBOE
Mac/io, HepXxaBetoLlasa cTaslb.

NokasaHWA K NPUMEHEHNIO

KaTeTepusaums BepxHeli nosnoii BeHbl No Metody CenbavHrepa Ans Henpogo/mkutenbHon (<30
AHel) WHMY3MOHHOW M nnasMo3amellarolleit Tepanuu, MapeHTepPanbHOro MNUTaHWs, BBEAEHWS
BbICOKOOCMO/ISIPHbIX WX pa3gpaXkarolymx BeHbl PacTBOPOB, MOCTOSHHOrO WM NEPUOAMYECKOro
MOHWUTOPVHIa LEHTPalbHOr0 BEHO3HOrO [aBfeHus, B3ATUA NpPo6 KPOBW; €CAnM  MyHKUMA
neputepuyecknx BeH HEBO3MOXHA, MPWU LUOKEe, TpaBMax KOHEUYHOCTEeR K ecnu nepudepuyeckume
BEHbI He OMNpeenstoTCs.

MpoTmnBONoKasaHNs

BocnaneHne KOXu B 30HE MYHKUMW; HapyLIeHWs CBEPTbIBAHWS KPOBW, Hanp., MpU /eYeHun
aHTUKOArynsiHTamMmm; aHaTOMMYecKne aHOManumW, Hanp., YBeNMYEHHbIA 306, ONyXonu Lien, Tsxenas
aMn3emMa Nerknx n pyoLoBble N3MEHEHNS B 30HE MYHKLWN.

Mo6oyHbIle AeACTBUA/PUCKM NPUMEHEHNS

emaTOMa/KpoBOTeYeHMEe B MeCTe MyHKUMW, KaTeTepHas WH(eKuMs W cerncuc, MHeBMOTOPAKC,
reMOTOpPaKkC, WMHMY3NOHHbIA TUAPOTOPAKC M XWNOTOPAKC MPU HapyLUEHUW NpPaBwun MyHKUUN W
YCTaHOBKW KaTeTepa, CepfeyHble apuTMuUM Npy OLLIMOOYHOM BBeLEHUM KaTeTepa B NOMOCTb Cepaua,
paspbiB Npeacepans, 3HAOKApPAUT NPU MeXaHWYeCKOM pasfpaXkKeHuu, MOBPEeXAEHUe BeHbl WK
apTepun Mpu HapyLlleHWW MpaBu/ MYyHKUUW, BbI3BaHHbIA KaTeTepoM TPom603 ¥ TpombohnebuT,
MOBPeX/eHWe HEPBHbIX CTPYKTYp (Hanp., MOBPEeXAeHWe NIeYeBOro CnaeTeHns v uadparmMaibHoro
HepBa), BO3AyLUHAs 3M60/MsA, KaTeTepHas ambonusa, TamnoHaza cepaLa, noBpeXxK aeHns nosio BeHbl,
HenpaBubHOE MonoXeHne, cmelleHue LIBK.

IMpepynpexxaeHna
MoBTOPHOE WMCNONb30BaHUE OAHOPA30BbIX W3L4ENNIA MOABEPraeT PUCKY NauueHTa U NepcoHa.
3TO MOXET MPUBECTU K 3aPaXEHUI0 W/WNM  HapyLIeHWIO (YHKUMOHANbHBIX BO3MOXHOCTEIA.
3apaxkeHne w/unn orpaHuyeHne (YHKUUW U3LENNSA MOXKET MPUBECTM K TpaBme, GONesHW wunm
CMepTU NauueHTa.

www.bbraun.cnm
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He nopasepraiite kaTeTep AaBneHuto Bbile paboyero ypoBHa 1.2 6ap, npeaenbHoe AaBneHue 2
6ap 4ONYCTUMO TO/IbKO B 3KCTPEHHOM CUTYaLUN.

- CTporo cobntogainte MeTodbl acenTUKN.
Bo n3bexaHne BO3AYLIHON 3M6ONMNM, BbINOMHANTE MYHKUMIO MO BCEM MpaBunaM B MOSIOXKEHUN
60NbHOrO NeXKa ron0BOW BHMS.

- Wcnonb3yiiTe peHTreH Ans KOHTPONSA MOSIOXKEHNS KOHYMKA KaTeTepa.

- HagexHo 3admkcumpylite KaTeTep.
CTporo cobntogaiiTe npasBuna acenTUKM Npu yxoje 3a KaTeTepom.
Wcnonb3yiiTe pasHble JOCTYNbl AN B3ATUS KPOBM M UH(Y3UWM pacTBOPOB WM NIEKAPCTB, YTOObI
CHU3NTb PUCK MHEKLMN.
TwartenbHO NPOMOIiTe KaTeTep (hM3PacTBOPOM NOCNE TPaHCHY3nM 1 B3ATUA NPO6 KPOBW.
HageXHo coefuHUTe KaTeTep BO M36exaHne BO3AYLLIHON aMB0IMN.
ByabTe 0CO6EHHO OCTOPOXXHbI MPW M3BNEYEHUN MPOBOAHMKA, YTOObI HE MOBPEAUTb €ro Cpe3om
Wbl UHTPOALKICEPHOA.

- Ecnu npofBmxeHne NpoBOAHUKA 3aTPYAHEHO, yAanuTe ero BMeCTe C Ur0/ UHTPOAbIHOCEPHONA.

- Ecnn n3BneyeHne NpoBOAHMKA M3 KaTeTepa 3aTPyAHEHO, YAaINTe ero BMECTe C KaTeTepoM.
He gonyckaiiTe KOHTaKTa KateTepa C aLeTOHOM.
He cTepunusyiite NnoBTOPHO!
He ncnonb3yiite Npu NOBPeXAeHUN YNaKoBKK.
cnonb3yiiTe CABVKHON 32)KUM TOMbKO A/19 BPEMEHHOMO 3aKpbITUA KaHana.

Cnocob npumMeHeHUs

1 Bcerga BbINOMHAWTE NYHKUMIO B CTEPUIIbHOW OfieX e, Macke, LIanoyke 1 nepyaTkax. TLaTesbHO
obpaboTaiiTe 1 NPOAE3NHPULMPYIATE KOXY (MCMONb3YINTE YNCTALLME CPeACTBA HA OCHOBE CnupTa
nm 1ioga, Hanp. bpayHon unu CogtacenT H) 1 HakpoiTe 30HY MYHKLWU CTEPUNbHON MPOCTbIHEN
C OTBEPCTMEM.

MYHKTUPYWiTE BEHy.

CH/MUTE C fMCreHcepa Konavok 3aMTHBbINA.

BcTaBbTe AucneHcep C NPOBOAHWKOM B MaBWNbOH WrMbl CenbAuHrepa WHTPOABIOCEPHOW K
60NbWNM Na/IbLLEM ABUTaNTE NPOBOLHUK B BEHY.

PaclwnpbTe NYHKLUMOHHbIA XOf. A *
BBeauTe kaTeTep B BEHY M0 NMPOBOAHMKY.

[ns NpoBepKy NMPOXOAMMOCTM KaHana BbIMOIHUTE acnupauuio.

3aKpoliTe KOHHEKTOPbI BCEX KaHai0B MpWU MOMOLLM KOHHEKTOpa urosibHoro «H-Ctonnep» (Mbk
Stopper).

9. 3adwmkcupyiite KateTep

BHVMAHWE!

[na kpenneHws kKatetepa UCNoNb3ylTe TONbKO NpunaraeMblin gnkcarop!

o

N O

C uenblo nonyyeHuss 6e30MacHO KOMOGUHALMN PEKOMEHAYETCS WC-M0/b30BaTb COBMECTUMbIE
MH(Y3VOHHbIE  YCTPOMCTBa,  Hanpumep:  WNAPUUbl, WH(Y3MOHHbIE  MAarucTpanu,  KpaHuKu
MHOr0X0/0Bble, 6e3bIr0/lbHble KOHHEKTOPbI 1 Ap., UMetoLLme TUN coeguHeHuns JTroap nnm Jlioap Jlok
(1SO 80369-7).

www.bbraun.com
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Ycnosus v NPOAO/HKNTENIbHOCTL MPUMEHEHNSA

KateTep npefHasHavyeH A5 KPaTKOBPEMEHHOrO MCNonb3oBaHus (<30 aHen).

Cnegute 3a coctosHmem LIBK (Hanp., npu3Haky KaTeTep-acCOLMMPOBAHHON MH(EKLMN KPOBOTOKA,
napasasauuu, Tpombotneduta) n ygannte LLBK cornacHo 6016HUYHOMY MPOTOKONY.

JTto6oiA Hencnosnb3yemblil BHYTPUCOCYAUCTLINA KaTeTep creayeT HEMeA/IEHHO YaaUTb.

[aHHas npoAyKuma npefHasHavyeHa AN MCNONb30BaHMSA TOMLKO Bpayvamu, Hagnexawum obpasom
06YyYeHHbIMU COOTBETCTBYHOLLEN METOAMKE B YCNOBUAX IeHEOHO-MPOMPUNAKTUUECKUX YUPEXKAEHWIA.

TexHunyeckue XapaKTeEPUCTUKN MeANLMHCKOIo n3aenna
KntoueBble XapakTepuCTUKM OCHOBHbIX q3yHKLI,VIOHafIbeIX 31eMeHTOB MegMLMHCKOro wunsgenmd

Kar. /i KaTeTfp Wrna CenbgHnrepa  MNpoBogHUK [Junsarartop
VHTOO[bHOCEOHAA
Sipekm HapyxHbliA HapyxHbl! Kanmbpo-  HomuH HapyiHbii Sdxpektn Makeum.  [ymmHa  Makcum. MuH. Aph. fmHr
BHaA OVaveTp  OMameTp  BOYHbIA CKOPOCTb  AMaMeTp  BHas Hapy¥HbIA — (MM) Hapy>KHbIA  BHYTPEH Auiatatopa
[/mMHa  KaTteTepa  KateTepa  pasmep notoka no (M) yMHa  [vaMetp Ovamvetp  avametp (cv)
Karetepa (MM) (PpeHy)  KaHana KaHaniam (M) (M) (M) (M)
(cm) Karetepa (M/MmH),
(FerimK) DIP;
D/P; DIMP  D/IM/P
4164156E  «15 «24 7 16/16 60/50 =13 =70 =0.89 =50 =2,7 =10 =96
4162200E  «20 «2,4 7 16/16 55/45 =13 «0 «0,89 «50 =27 «1.0 «9,6
4162307E  «30 *24 7 16/16 52/31 =13 =70 «0,89 «70 =27 «1.0 «9,6
4161157E =15 =24 7 16/18/18  50/28/28 =13 =70 =0,89 =50 =27 =10 =9,6
4163206E =20 =24 7 16/18/18  46/22/22 =13 =70 «0,89 «50 =27 «1,0 =96
4163303E  «30 =24 7 16/18/18  38/18/18 =13 =70 «0,89 «70 «2.7 «1.0 =96

D -gucTanbHbIin, P - npokcuManbHbld; M - MeananbHbI
Takke B HaMMeHOBaHMM MW cofepXXnTca MHDOPMaLMS O KIHOUEBLIX XapaKTEPUCTUKax KateTepa, a
VIMEHHO;

YKasaHue Ha «MeTof KateTepmsaumu no CenbanHrepy».

[yo (aBa), Tpuo (Tpy) yKasbiBalOT Ha KOIMYECTBO KaHasoB KaTeTepa.

O603HayeHne «E» («Econollne») B HOMepe N0 Katanory o0603Ha4vaeT 6a30BYt0
KOH(Urypaumno ofHo/AByx/TpexKaHa/IbHbIX HabOpOB 418 KaTeTepm3aumm LEeHTPabHbIX BEH.
B fJaHHbIX Habopax OfHOKaHa/lbHble KaTeTepbl He WMEKT COeLVMHUTENs KaHana W JIHUM
YANVHUTENbHON, B COCTaBe HabopOB TakXe OTCYTCTBYeT wnpuy, ckanbnenb, KM -kabenb un
6€e3bIr0/bHbI KOHHEKTOp «CadgcaiT». Habopbl KOMMNIEKTYHOTCS UIOMIbHLIMWU KOHHEKTOpaMu
«MH-CTtonnep».

[Oanee cnefytoT Tpu LUGpbI: NepBas yKasblBaeT Ha Hapy>XXHbIA guameTp KateTepa Bo dpeHuax, fse
crefytolMe Ha ANVMHY KaTeTepa B CaHTUMETpaXx.

MepeyeHb NPUMEHSIEMbIX MPON3BOAMTENEM CTaHAAPTOB

EN ISO 13485, ISO 14971, ISO 10555-1, ISO 10555-3, ISO 11070, ISO 9626, EN 1707 (ISO
80369-7), DIN 42802, ISO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, ISO
10993-7. 1SO 10993-10, ISO 10993-11, 1SO 10993-18, ISO 10993-18, ISO 11135, EN 556-1, 1SO
11607-1, EN ISO 15223-1, EN 1041-2008

www.bbraun.cQm
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Ycnosua akcnayartauum
lMokasaTenb

Temnepatypa

OTHOCUTeNIbHas BNaXKHOCTb BO3AyXa

Ycnosua skcnayataumm
+15°C po +30°C
[0 90%

Y CNnoBus TPAaHCNOPTUPOBKM M XPaHEHUS

Moka3aTtenb

Temnepatypa

OTHOCUTeNIbHasA BNaXXHOCTb BO34yXxa

Ycnosus
TPaAHCNOPTUPOBKM

0T -20°C go+15°C (2 gH#)
0oT+15°C po +25°C
(HecKonbKo Hepenb)

oT +25°C po +40°C

(B TeyeHue ABYX Hefesb)
40 90%

CvMBONbI, NCNosib3yemMsble NMpn MapKMpoBKe

Ycnosua xpaHeHus

0T+15°C po +25°C
(8 TeyeHue
roflHOCTK)

cpoka

[0 90%

Cumson PacwunpposkKa
Vcnonb3oBatb [0
Jara nsrotoeneHus
al M3roToButens
Lot Homep cepun
% Homep no katanory
3anpeT Ha NMOBTOPHOE NMPUMEHEHME
STERILELIEOI Crtepunmsaymsa OKCULOM 3TUEHA
| Ob6paTnTech K MHCTPYKLMU NO MPUMEHEHUIO
A OcTopoxkHo!
CE mapkKa - 3Hak cooTBeTCTBUSI TpeboBaHMAM OupekTusbl 93/42/EEC 1
CE 0123 NAEHTU(UKALMOHHBI HOMEP aKKpeAMTOBaHHOIO OpraHa no cepTuguKaLm
EBponeiickoro cotosa
CE CE mapka - 3HaK cooTBeTCcTBUA TpeboBaHUaM PernameHTta (EC) 2017/745 o
MeAULUNHCKUX N3aemsax
He ponyckaTtb BO34eiCTBUA COMTHEYHOrO CBeTa
bepeub oT Bnaru
1
r BepxHAsA rpaHuua TemMnepaTypHOro pexxuma
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B 3aBHCHMOCTH OT BapyaHTa MCNOJHEHHA MEJULIHHCKOro H3AEIHA Ha 3THKCTKC/CTHKepe/)’naKOBKC/
HHCTPYKUHH MO NMPUMEHEHHIO MOTYT ObITb HaHECEHB! AONOJHUTENbLHbBIC XapaKTCPUCTHKH U CHMBOJIbI,

TaKHe Kax:
GTIN: MexayHapoaHbiit KOA MapKUPOBKH H YUY€TA JIOTUCTHYECKHUX EANHHLL
PZN LenTtpansHelii papmatieBTHYeckuii Homep ['epManunu

He ucnonb3oBats npH MNOBpPEXAECHHH YNAaKOBKH

AnUporeHHo

MeauuuHcKkoe uiaenue

QA
C’(‘{_J-' CtpaHa npou3BOACTBA

OauHapHas cTepuibHas GapbepHas cucTeMa

¥ ) OnuHapHas cTepunbHas 6apbepHast CHCTEMA C 3aUIMTHOM HapyXHOMW YMaKOBKOH

YTuansauus

VTuan3auMa MeauuuHckoro usaenus «HaGop ans KaTeTepu3auMy UEHTPaibHBIX BEH NO METOAY

Cenvannrepa «Lleprodmke®» (Certofix®) ¢ npuHaanexHoCTAMH» MOCHE  MCMONL30OBAHMS

OCYILIECTBAETCS B COOTBETCTBHH C TPeGOBaHUAMM K OOpALCHHIO C MEAWLMHCKUMH OTXOLaMH,

ycranosnenHsiMu CanluH 2.1.3684-21 no xnaccy b u/nnu unbiMu 1CHCTBYIOLUMMH HOPMATHBHO-

npasoBbiMH akTaMu Poccuiickoit deaepaumu.

Heucrnonb30BaHHOE MEAMLMHCKOE W3AC/HE, HEMCMO/b3OBAHHBIE YNAKOBKH, JOMKHBI  ObiTb
YTHAM3MPOBaHbI B COOTBETCTBMH C MOPSAKOM YTHAM3aUMM TBEPABIX ObITOBLIX OTXO/0B,
YCTaHOBJIEHHBIM 3aKoHOAaTeNbCTBOM Poccuiickoit deaepaunu no knaccy A CanlluH 2.1.3684-21
W/ MHBIMK AEHCTBYIOIIMMHM HOPMaTUBHO-TIPaBOBLIMU akTaMu Poccuiickoit Penepaumu.

Mpu BOIHMKHOBEHMM BOMPOCOB, KACAIOWMXCS YTHIM3AUMM MEAULMHCKOTO HM3ACHHs, ClieldyeT
06pawaThes K ynoIHOMOYEHHO# opraHusaumuu (umnoptep) B PO.

Mpon3ssoaurenas/IIponsseneno
b. bpayn Menbsynren AL, Kapn-Bpayu-lltp. 1, 34212 Mens3ynred, 'epmanns. B. Braun
Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germary.

YnoaxHoModeHHast oprasusanus (umnoprep) s P@
000 «b.Bpays Meaukan», 191040, r. Casikr-TletepGypr, yn. [Tywikunckas, a. 10, Ten./dakc: (812)
320-40-04.

JaTta Buinycka uugopmannn: 01.2023
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Nr. 37372023 des Urkundenverzeichnisses

Die vorstehenden, dem Firmendruck ,B. Braun Melsungen AG
beigefugten, vor mir vollzogenen Namensunterschriften
1. der Frau Vera Pekarek,
-. der Frau Sandra Staufenberg,
beide geschaftsansassig Carl-Braun-Strafte 1,

D-34212 Melsungen,
JMI rnir von Person bekannt, begiaubige ich hiermit.
Der Notar fr=3Qte nach einer Vorbefassung im Sinne von
A" Ahs, 1 Mr. 7 BeurkG. 3ie v;urde von den Erschienenen

veineint.

Melsi.mgen, 07. Marz 202

y\
\v
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BIBRAUN

ITepeeod ¢ anzauiicko20 U NeMeYx020 A3bIK08

«b. Bpays Meab3ynren AI'»

(B. Braun Melsungen AG)

Moapasgeneune «Xocnntan Ka»

(Division Hospital Care)

34209 MenbsysreH
B: KoHTakrHoe nuuo: Bepa INekapex (Vera Pekarek)
PENEPAJIBHYIO CJIVKEY IO g?xc ?9151 17667398
HA/BOYY B CPETE In. novra: vera.pekarek@bbraun.com
3APABOOXPAHEHHMA Be6-cali: htto:// bbea
(POC3JIPABHAI30P) e : ttp://www.bbraun.com

Hara: 07 mapra 2023 roaa

Jlemlapannonnoe AHCHAMO K HHCTPYKIEH N0 ONPHMECHCHHIO

VeaxaeMsle rocnozaa!
HacTosmuM nMACHKMOM MBI,

«B. Bpayn Meas3ynren AI'»

(B. Braun Melsungen AG)

Kapa-Bpayn-IlTpacce 1

34212 Meas3yHren,

Iepmanna (Carl-Braun-Str. 1, 34212 Melsungen Germany)

8 coorsercteu ¢ Jlnpextunoli Esponefickoro Cosera EC 93/42/EEC B xauecTme
OTBETCTBEHHOTO/32KOHHOIO IPOH3BOAMTENA MEAUIMHCKOTO H3JEHA

HaGop N8 KaTeTepH3AHH UENTPAALHBIX BeH no merony Ceabamurepa
«Iepropuxe®» (Certofix®) ¢ npanansexnocTaMu

3aMBJAEM O TOM, 4TO Hamy GbUTH NPUHATH BO BHMMAHEC 3aMCYaHHS, NPHBEACHHEIE B MHCHME
Ne 10-145/23, xoropoe Gwuo mampasneso PocaapaeHapsopoM 09 smsapa 2023 roga. Mu
COrfMacHB ¢ 3aMeYaHHAMH, YKasaHHeMM Poc3gpaBHaasopoM, W HampasnseM BaM Ha
paccMoTpeH#e caeaylomni oOHOBICHAbIA JOKYMEHT:

Bepcua MHCTPYKIMH NO NMPHAMEHEHUIO, NpeAHa3HAYCHHasd VI HCNOIb30BAHAA HA TCPPHTOPHH
P® or susaps 2023 roaa (Ha aHrmHHACKOM M PYCCKOM A3BIKAX), /1A MEAMLMHCKOTO M3ZCTHA
Habop is KaTeTepR3anme HEHTPAABHLIX BeH no meroay Cennaunrepa «leproduxe®
(Certofix®) ¢ npARHAATEXHOCTIMH, BAPHAHTH HCTIQNHEHUA:

- Habop ans KaTeTepuzauMH LEHTPATLHEX BER mo Metoay Cembaumrepa «Lleproduxc®
Ilyo 715» (Centofix® Duo 715) 10 na6./yn. ¢ uHcTpykumeit no npumenensio (1 mr.) Kar.

Ne 4164156E;
Tpeacenavens Horemneres mart comer: Oduc xomnamm: Memviyuren Aapec:
28 M0RETRALNEID ConeTE: Mapxyc Lihpormam Cya perncrpsunn: Mectaiilt cya «B. Bpayn Memaynren AT'»
A-p Anuer Bennep (Tpencesarens) Wmuﬁ' . Braun Melsunges AG)Y
Mpws.Jou. H-p Ulvedan HRB 1) Kapn-Bpayw-illpaces |
Pytinept (IasiccmiTens wieha WEEE-Per. X2 DE 42690900 34212 Meassywren

coReTa) Tepmannn
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BIBRAUN

Crpannmna 2 x nuckMy oT 7 MapTa 2023 rosa

Hafop ans kareTepHsallMy LEHTpaMbHBIX BeH no Merony Cenbauurepa «lleproduxc®
Nyo 720» (Certofix® Duo 720) 10 na6./yn. ¢ uMcTpykuueit mo npuMenenHio (1 mr.) xar.
Ne 4162200E;

HaGop ana xaTeTepHsauHH LCHTPaILHBIX BeH no Meroay Cembausrepa «Lleproguxc®
Ilyo 730» (Certofix® Duo 730) 10 ra6./yn. ¢ nucTpyknuelt no npumeHenmio (1 mT.) Kar.
Ne 4162307E;

HaGop nna xarerepusaluyl LEHTPaNbHHX Be no Meroay CensanHrepa «Lleproduxc®
Tpuo 715» (Certofix® Trio 715) 10 na6./yn. ¢ nacTpyknueii mo npumenenuio (1 mr.)
kat. Ne 4161157E;

HaSop Ans kaTeTepusamuu NEHTPANBEEX BeH Mo Merony Cemnaumrepa «Lleproduxc®
Tpuo 720» (Certofix® Trio 720) 10 na6./yn. ¢ uHCTpyKume#t no npamerermo (1 wT.)
Kart. Ne 4163206E;

Hafop s KaTeTepusalkH LEHTPANBHEIX BeH Mo Metoay Cenbmuurepa «Lleprodpukc®
Tpuo 730» (Certofix® Trio 730) 10 ua6./yn. ¢ mucTpykmaeit no npamenesuio (1 wr.)
kat. Ne 4163303E.

B ILEMAX BHECEHHA H3MCHCHMHA B JOKYMEHTBI pPErHCTPAlHOHMONO JOChKe B CBAIH C
COBEpIICHCTROBAHMEM CBONCTE M XAPAaKTEPHCTHK NpPH HCH3MEHHOCTH (YHKIHOHANLHOIO
Jelictens, HazHaYeHHA M NPHHOHNA ACHCTBUA MEAMIMHCKOTO H3AeNHA H NpPEACTABICHHA
BHILICYKA3aHHOrO JOKyMeHTa B Dencpanbuylo cnyxGy no Haasopy B cepe 3ApaBOOXpaHEHHS
(PocanpasHaz3op).

B cnydae xakux-nu6o pacxoxzeHult MeXay aHIMHHACKOR W PYCCKOH BEPCHAMM HaCTOAMICrO
JAOKYMEHTa, IPEHMYIECTBCHHYIO CHTY HMEET aHITHKCKas BepCHA.

Ot nuua KOMNaHAK

«B. Bpays Menbaynren Al'» (B, Braun Melsungen AG)

YnonHoMoueHHOE MO YnomsoMoueHEOS MU0

<nodnucano> <noonugano> ) -
Bepa INexapek (Vera Pekarek) 3anapa Mtaydenbepr (Sandra Staufenberg)
Meneaxep oraena HOPMATHBNO-NIPABOBOF0 AAMHHHCTPATOD OTACNA HOPMATHBHO-NPABOBOTO
PEryAHPOBAHHRA Lenrpa pAIpAloTXH  peryanposanus LenTpa paipaborkn

BHYTPHNPOH3BORCTBEHHLIX  CTRHAAPTOB, OTAEN SHYTPHUNPOMIBOACTBCHHLIX CTRHARPTOB, 0TAE]
KynHpoBaHHA 601€BOrc CHHAPOMR H PAIPAGOTKH  KynupoBanka GosieBoro chmapoma W paipaloTkn
ULNTPANBHBIX BEHOIHLIX KATETEPOB UCHTPAJIbHLIX BEHOIHLIX KRTETEPOB
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Hacmamau 1 nom‘nepxnalo Bepuoc'n, aneyxaaannoﬁ umbopuamm, NOATUHHOCTD MNMETATH
xoMnanud «b. BpayH Menssyrarer AI'» (B. Braun Melsungen AG) 1 mocTaBieHHBIX B MOEM
NPHCYTCTBUHA NOMITHCEH
1. r-xu Bepu Ilexapek (Vera Pekarek),
2. r-xu 3aupaps lllraydenbepr (Sandra Staufenberg)

BEXYIHX ACSTEALHOCTS Mo anpecy: Kapn-Bpayu-llrpacce 1,

D-34212 Mennsynres (Carl-Braun- Strale 1, D-34212 Melsungen),
JTHIHOCTH KOTOPLIX OBUTH MHOIO YAOCTOBEPEHEL.

Hotapuyc 3amaBan Bonpoc © IpenaTcTBHSX cornacHo § 3, pasnena 1, Ne 7 3akoHa o
HOTApHAJILHOM 3aCBHAETENbCTBOBaHMH. Ha BOmpoc ABHBIIMECH JHLA JaNmH OTPANATCALHBI
OTBET.

Menb3ynren, 07 mapra 2023 roga

<nodnucano>
Hotapuyc
<TucHenan nevars: Hansc Baiirang (Nils Weigand), Horapayc 8 r. Menb3ynren>

Tleperoa ¢ aHIMICKOr0o H HEMEOKOFO A3LIKOB HA PYCCKHH A3BIK BBINOJIHEH NEPEBOAYHKOM
Hckychbix JIMuTpHEeM AneKcanapoBrdeM
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Poccuiickaa degepaumns
Mopos MockBa
LLlecTHaguaToro mapra fiBe TbicA4YM ABajLUaTb TPETbEro roga

A, AnexuH EBreHnin BnagumuposBudy, HoTapuyc ropoga MOCKBbI, CBUAETENbCTB>TO
NOAMMHHOCTL NMOANUCKU NepeBoAumnKa VCKYCHbIX AMUTpua AnekcaHiposuya.

Mopnuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NognucasLlero 4OKYMeHT YyCTaHOB/IeHa.

3apeructpupoBsaHo B peectpe:  57/171-H/77-2023-4-2557.

AeHO 3a COBeplleHne HoTapmanbHoro geictama: 400 py6. 00 kon.

E.B.AnexuH

Bcero npoLuHypoBaHo,
NPOHYMEPOBAHO 1 CKPEN.neHo

U .MHCT(-a,-0B)
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B BRAUN

B Braun Melsungen AG
Division Hospital Care

34209 Melsungen

Contacl; Vera Pekarek

Fon; +49 15117667398

Fax -
TO THE tniail: vera.pekarek(g)bbraun.com
FEDERAL SERVICE ON Itilcitict; hUp://www.bbraun.com
SURVEILLANCE IN HEALTHCARE
(ROSZDRAVNADZOR) Dete: March 7,2023

Internet; http://www.bbraun.com

Covering letter

Dear Sirs,

With this [etter we

B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
Germany

as rcsponsible/legal manufacturer according to the European Council Directive 93/42/EFC of medical devices

Certofix" and Accessories

herewith declare that we have taken into account the notes in accordance with letter no. 10-145/23 issued
on January, 09 2023 by Roszdravnadzor. Given that we are accepting the remarks ratsed by Roszdravnadzor
and we submit for your attention and consideration the following updated document: ~

RU Specific Version of the Instructions for Use from 01.2023 (in English and Russian languages) for Certofix’
design variants;

Certofix' Duo S 715
Certofix' Duo S 720
Certofix’ Duo S 730
Certofix' Trio S 715
Certofix' Trio S 720
Certofix’ Trio S 730
Certofix* Duo V 715
Certofix' Duo V 720
Certofix’ Duo V 730
Certofix' TrioV 715
Certofix’ TrioV 720
Certofix’ Trio V 730
Certofix’ Protect Duo V 715

Chitrwomir of tfic Surtrviiory Bogrd: L t(ajlivo eotrd: Copporilr OfTiR: MtliunQtn Addrrti:
Dr AnnrHr Brilft zlaitﬁ'iﬁsi Tiroftp 4tgtj | fr CcuPl, B Bpnor Mpliongfp AG
ml forol Qurt frit/ n CHl Writur SIrsfIf |

nt.
Sl~far Hupprn MHe <« UOC J4?212 McHongpp
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B BRAUN

Page 2 to the letter of March 7, 2023

- Certofix' Protect Duo V 720
~ - Certofix" Protect Duo V 730
- Certofix” Protect TrioV 715
- Certofix" Protect Trio V 720
- Certofix” Protect Tno V 730

to update of the documents of the registration dossier for improving the features and characteristics of the
medical devices has no impact on the functional purpose, intended use and principle of operation of the
medical device group and submission of the above document to the Federal Service on Surveillance in

Healthcare (Roszdravnadzor).

In case of any discrepancy between the £nglish and Russian translations of this document, the English version

shall prevail.
Far and on behalf of

H Braun Melsungen AU

. «

t Requlatory; Affairs CoE Infusion & Pain Therapy
’
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Sandra Staufenberg
Administrator Regulatory Affairs Intefnational
CoE Infusion & Pain Therapy
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Instruction for use
ertofix® Central Venou eter ldinger technique with accessori jants:

Certofix® Duo S Central Venous Catheter Set for Seldinger technique
Certofix® Duo V Central Venous Catheter Set for Seldinger technique

“ Certofix® Trio S Central Venous Catheter Set for Seldinger technique
Certofix® Trio V Central Venous Catheter Set for Seldinger technique
Certofix® Protect Duo V Central Venous Catheter Set for Seldinger technique
Certofix® Protect Trio V Central Venous Catheter Set for Seldinger technique

@1 ' ® ©

@
©

g
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Intended use
Central venous catheter set for Seldinger technique.

Scope and variants

IFU is applicable of the following variants of m

Double-/triple-lumen cava catheter set for catheterization of the superior vena cava using the
Seldinger technique. Opaque catheter made of polyurethane and guide wire with flexible J-tip. The
connecting cable for ECG recording via a guide probe for simultaneous monitoring of the catheter
position.

Contents / a type and duration of contact of the medical device

1. Seldinger needle (A1) or Y-type Introducer needle (A2), depending on version {short-term contact
with blood);

2. Guide wire with length markings and flexible J-tip (=3 mm) / straight tip (short-term contact with
blood), in dispenser (B) (short-term skin contact); o
3. Scalpel (H) (short-term contact with soft tissues, blood); -
4. Dilator (C) (short-term contact with blood); '

5. Double-/triple-lumen, opaque catheter made of polyurcthane with soft tip (see packaging for
length) (D) (prolonged contact with circulating blood, unless otherwise indicated):

- Catheter markings to verify position;

- Color-coded Luer Lock connections for each channel;

- Fixation wing at the catheter fork to secure the catheter (no contact);

- Attachable, adjustable fixation wing (E) to secure the catheter by suture at the insertion site
(prolonged skin contact);

- Slide clamp for each channel (short-term skin contact);

6. Connecting cable for intra-atrial ECG recording (I) (herein referred to — «connecting ECG cable»)
(short-term skin contact);

7. Omnifix® syringe, 5 ml (G) (herein referred to — «syringe») (short-term contact with blood);

8. Attachable clip (F) (no contact);

9. Safsite Safety Connector for each channel of catheter (herein referred to — «connector Safsite»)
(prolonged contact with circulating blood).

-

www bbraun.com
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Materials used
ABS. Brass, EP, HD-PE, ink, IR, LD-PE, Nitinol, PA, PA6 dyed, PC, PE, PE-HD, PP, PS, PUR,
PVC-white, SBS, Sl, Silicone oil, Stainless steel.

For Certofix® Protect sets:

The base material of the central venous catheter Certofix® protect consists of polyurethane. All
lumens, including the hub and the outer surface of the catheter, are coated with a long-chain polymer
based on methacrylate. The polymer is embedded in and bonded to the base material of the catheter.
The polymer’s chemically modified side groups are freely accessible on the catheter surface. They
contain hydrophilic side groups such as polyethylene glycol and antiseptic polymeric biguanide side
groups. A comparable polymeric biguanide can be found in some wound irrigation solutions.

Indications

Catherisation of the superior vena cava using the Seldinger technique for short-term (<30 days)
infusion and volume therapy or parenteral nutrition, for administration of highly osmolar or very
vein irritating solutions, for continuous or intermittent monitoring of the central venous pressure,
for blood sampling, or when peripheral venous puncture is not possible in state of shock, in patients
with injured extremities or no detectable peripheral veins.

Contraindications

Inflammation of the skin at the site of puncture; clotting disorders e.g. in therapy with anticoagulants;
anatomical anomalies, e.g. enlarged struma, tumours in the neck regions, very severe pulmonary
emphysema and postoperative changes at the site of puncture.

ECG lead: Do not record ECG lead during defibrillation, cardioversion or HF surgery.

For Certofix® Protect sets:

Do not use this product for patients with a known hypersensitivity to polyhexanide or related
substances such as chlorohexidine.

Risks / Side effects

I Haematoma/bleeding at the site of puncture, catheter infection and sepsis, pneumothorax,
haemothorax, infusion hydrothorax or chylothorax due to incorrect puncture and incorrect catheter
position, cardiac arrhythmias due to incorrect intracardiac placement of the catheter, atrial rupture,
endocarditis due to mechanical irritation, arterial or venous injuries due to incorrect punctures,
catheter-induced thrombosis and thrombophlebitis, damage to nerve structures (e. g damage to the
brachial plexus, damage to the phrenic nerve), air embolism, catheter embolism, cardiac tamponade,
vena cava lesions, mispositioning, CVC dislocation.

Warnings

- Re-use of single-use devices creates a potential risk of patient or user. It may lead to contamination
and/or impairment of functional capability. Contamination and/or limited functionality of the device
may lead to injury, illness or death of the patient.

- Do not subject the Certofix® catheter to pressures in excess the operating pressure of 1.2 bar or the
maximum pressure limit of 2 bar in case of emergency.

- Use strictly aseptic techniques.

 To avoid air embolism make puncture lege artis with the patient in head-down position.

- Use X-ray to check the position of the catheter tip. If in doubt about the position, inject contrast
medium or record intraatrial ECG lead.

When recording an ECG lead, please note:

www.bbraun.com
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- Use only in rooms that are protected against electrostatic charge.
- Wear antistatic operating theatre shoes.
- Observe relevant safety regulations and national specifications and deviations.
- Use an ECG monitor with floating input (CF type) only.

- Earth the monitor for additional equipotential bonding.
‘ - Ensure that all connections are securely fastened.

- Ensure that the guide has no contact to external conductive parts.
- Secure the catheter adequately.
- Daily strictly aseptic catheter care.
- Change contaminated or soaked dressings when required.
- Use different sites for blood sampling and administration of infusions or medication to reduce the
risk of infection.
- Rinse catheter thoroughly with physiological saline after transfusions or blood sampling.
- To prevent air embolisms, fasten the connection to the catheter securely and use only infusion sets
with Luer Locks.
- Do not withdraw guidewire against the needle bevel to reduce risk of damages or possible shear of
guidewire. If insertion is difficult, perform further actions in consideration of the given situation, with regards
to the clinical risks and benefits for patient,
- Alternatively, first remove the puncture needle and then insert the dilator in its place. This
considerably reduces the risk of damaging the guide wire by the dilator when the guide wire is pulled
back. If it is difficult to remove the guide wire from the catheter, remove both the guide wire and the
catheter.
- If the vein is known to be constricted, it can be of help to turn the guide wire in the needle or
remove the guide wire and insert the straight guide wire tip.
- Do not bring the PUR catheter into contact with acetone as acetone dissolves the material causing
the catheter to become porous and to leak.
- Cardiac arrhythmias may occur during an MR examination with an inserted catheter. There should
be no electrolyte solutions in the catheter during an MR examination.

Do not resterilise.

Use only if the packaging is intact.

For Certofix® Protect sets: - ,
It is not allowed to use the central venous catheter Certofix® pregect for other purposes as described
in chapter 4 “Indication”. Any application of this catheter in the central or peripheral nervous
system is not permitted.

Directions

If an ECG lead is to be used to check the position of the catheter and sinus rhythm can be
recorded, first connect the patient to a CF type monitor with approval to record intra-atrial
leads (see below) (type: CF) using a Certodyn® Universal Adapter (herein referred to -
«adapter Certodyn®») or a switchable ECG patient cable.

1. When making a puncture, always wear sterile clothing with facemask, cap and gloves. Afier
thoroughly cleaning and disinfecting the skin, (use alcohol or iodine based cleaning agents, e.g.
Braunol® or Softasept® N), cover puncture site with a sterile fenestrated drape. Then verify the
patency of the lumens by attaching the syringe directly to the Safsite valve and filling the proximal
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channel of the double-lumen catheter (or the medial and proximal channel of the triple-lumen
catheter) with physiological saline. The Safsite valve opens automatically.

2. Puncture the vein using the supplied Seldinger needle or valve needle (depending on the set used)
with the syringe attached for aspiration.

3. Guide wire in dispenser. Remove the protective cap from the dispenser. Then fit the dispenser with
the guide wire on to the plastic capillary of the Certoflx, the Seldinger needle or the side of the valve
needle (depending on the set used). Use your thumb to advance the guide wire into the vein. Use the
length markings to check the insertion depth.

4. When the guide wire is in the desired position, remove the dispenser and the cannula, retaining the
position of the guide wire.

5. Dilate the puncture track. This is done by holding the extracorporeal section of the guide wire and
advancing the short dilator - rotating it slightly - over the extracorporeal part of the guide wire and
into the puncture site. Then remove the dilator from the puncture track, retaining the position of the
guide wire.

6. Advance catheter over the extracorporeal part of the guide wire up to the puncture site. Then hold
the end of the guide wire and advance the catheter up to the desired position, turning it slightly.

7. The intravasal catheter length can be read from the permanent length markings.

8. To verify the position of the catheter tip by ECG, first position the tip of the catheter and the guide
wire at the same position (the first wide marking on the guide wire protrudes out of the catheter
connection). Now secure the clamp of the ECG connecting cable to the guide wire directly behind
the catheter connection. Insert the connector of connecting cable into the Certodyn® Universal
Adapter and switch over to the heart symbol (see separate instructions for connection of Certodyn®
Universal Adapter). Then advance the catheter with the guide wire towards the right atrium under
ECG control. If the ECG shows a higher than normal P wave, it can be assumed that the catheter tip
is in an intra- atrial position (intra-atrial ECG lead). If the catheter with the guide wire is pulled back,
the P wave returns to normal (—transition point). The correct catheter position in the superior vena
cava is reached when the catheter and the guide wire are pulled back a further 2-3 cm. Then remove
the guide wire.

w mnuw

With a 15 cm catheter, the catheter tip usually does not reach the atrium. In this case advance the
guide wire under ECG control until a higher than normal P-wave appears. Thus, the correct direction
of the catheter is at least checked. A

9. Secure the catheter to the skin using the integrated fixation wing. It can also be secured directly at
the puncture site with the moveable fixation wing. Clip can be used to secure the slit wing on the
catheter.

10. There are slide clamps on the extension lines. These are used to close the lumens when infusion
or transfusions are changed. If Safsite is connected to the catheter, it is not necessary to close the
catheter with the clamps as Safsite automatically closes the infusion line if disconnected. However,
ensure that Safsite is securely connected to the catheter.

Ww w T

Always use fixation wings to secure the catheter tubing as the catheter may otherwise be torn
apart and flushed into the vein.

T w T

Always keep unused channels of the catheter filled with saline solution. Fill the channel directly
after use with saline solution and replace solution frequently if necessary.

www.bbraun.com
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CAUTION;
When sampling blood through the proximal lumen, ensure that the other lumens are kept
closed to avoid incorrect laboratory results due to addition of infusions.

In order to obtain a safe combination, it is recommended to use compatible infusion devices, for
example: syringes, infusion lines, stopcock manifolds, needle-free connectors and etc., having a Luer
or Luer Lock connection type (ISO 80369-7).

Conditions and duration of use

The Certofix catheter is intended for short-term use (<30 days).

Monitor CVC Condition (e.g. for catheter related bloodstream infection, paravasation,
thrombophlebitis) and remove CVC in accordance to hospital guidelines.

Promptly remove any intravascular catheter that is no longer essential.

The product should only be used by physicians that have been adequately trained in this technique in
patient facilities.

Additional information

For Certofix® Protect sets:

The coating of the Certofix® Protect catheter is effective against the most frequently occurring
pathogens which can cause a catheter-associated infection:

« Staphylococcus aureus

» Staphylococcus epidermidis (coagulase-negative Staphylococci)

» Methicillin-resistant Staphylococcus aureus (MRSA)

* Enterococcus faecalis

» Escherichia coli

» Pseudomonas aeruginosa

Technical characteristics of the medical device
The key characteristics of the main functional elements of the medical device are indicated on the marking of

Item Catheter Introducer Needle ~ Guidcwire Tissue Dilator
number Effect. outer Outer Lumen Nominal outer Effect. Max. length, Max. Min, Effect,
length. diameter, diameter diameterr flow rate diameter, length,  outer cm outer Inner length,
cm - mm (French)  (gauge) by lumen mm mm diameter, diameter diameter, cm
D/P; (ml/min), mm »m mm "
D/IMIP D/P;
DIMIP
4164158 = =24 7 16/16 60/50 =13 =70 =0,89 =50 «2,7 «1,0 =06
4167385 =20 =24 7 16/16 55/45 «1,3 =70 =0,89 =50 «2,7 «1,0 =96
41673%4 «30 =24 7 16/16 52/31 =13 =70 =0,89 =70 «.7 «1,0 =96
4166159. =15 =24 7 16/16 60/50 =13 =73 =0,89 =50 =2.7 =10 «9,6
4166159P
4161211, =20 =24 7 16/16 55/45 =13 =73 =0,89 =50 «2,7 «1,0 =96
4161211P
4161319, =30 =24 7 16/16 52/31 =13 =73 =0,89 «70 «7 =10 =96
4161319P
4161159 «15 =24 7 16/18/18 50/28/28 =13 =70 «0,89 «50 «2,7 =10 =06
4167408 =20 =24 7 16/18/18 46/22/22 =13 =70 «0,89 «50 =27 «1,0 «9,6
4163306 «30 =24 7 16/18118 38/18/18 =13 =70 «0,89 «70 =27 =10 «9,6
4162153, «15 =24 7 16/18/18 50/28/28 =13 =73 =0,89 =50 «,7 «1,0 «9,6
4162153P
4163214. =20 =24 7 16/18/18 46/22/22 =13 =73 «0,89 =50 =27 «1,0 «9,6
4163214P
4163311.  «30 =24 7 16/18/18 38/18/18 =13 =73 =0,89 «70 =27 =10 =96
416331 IP

www.bbraun.com
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D - Distal, P - Proximal, M - Medial

Also, the name of the MD contains information about the key characteristics of the catheter, namely:

« Reference to Seldinger technique.
* “PROTECT?” refers to antimicrobial coating of the catheter.
* Duo (two), Trio (three) indicate the number of catheter lumens.

 This is followed by a letter indicating the type of introducer needle: S — Seldinger introducer

needle, V — Y-Introducer needle.

* This is followed by three figures: the first one indicates the outer diameter of the catheter, the next

two — catheter length in centimeters.

Operating conditions

Parameter Operating conditions
Temperature +15°C to +30°C
Relative air humidity up to 90%

Storage and transportation conditions

Parameter Transport conditions

Temperature -20°C to+15°C (2 days)
-t-15°C to +25°C (several
weeks)

+25°C to +40°C
(duration oftwo weeks)
Relative air humidity up to 90%

Symbols used in the marking

Symbol Explanation
Use-by date

Date of manufacture

iJ Manufacturer
LOT Batch number

Catalog number

® Do not re-use

STERILEIEOI  Sterilization by ethylene oxide

m Consult instructions for use

A Caution

Storage conditions
+15°C to +25°C
(duration of shelf life)

up to 90%

mark - the conformity mark of Directive and the identification

CE 0123 CE k- th formi k of Directive 93/42/EEC and the identificati
number of the accredited certification body in the European Union

CE CE mark — mark of conformity to the requirements of Regulation (EU)

2017/745 on medical devices
«Keep away from sunlight»

www.bbraun.com
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«Keep dry»

«Upper limit of temperature»

Depending on the version of medical device additional characteristics and symbols may be printed

€] \\s The international code marking and record-keeping logistics units
p Central pharmaceutical number of Germany

Do not use if the package is damaged

Apyrogenic
D] Medical device
Country of origin

O Single sterile barrier system

O Single sterile barrier system with protective outer package

International standards the medical device manufacturer applies

EN ISO 13485, ISO 14971, 1SO 10555-1, 1ISO 10555-3, ISO 11070, ISO 9626, EN 1707 (ISO
80369-7), DIN 42802, 1SO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, 1SO
10993-7, ISO 10993-10,150 10993-11, I1SO 10993-18,180 11135, EN 556-1, ISO 11607-1, EN
ISO 15223-1, EN 1041-2008.

Disposal

Disposal of the medical device "Certofix® set with accessories " after use is carried out in
accordance with the requirements for the treatment of medical waste, established
by SanPiN 2.1.3684-21 for class B and/or other applicable legal acts ofthe Russian Federation.

Unused medical device and unused packages should be disposed of on the according to the
requirements of SanPiN 2.1.3684-21 as the waste is class A and/or other applicable legal acts of the
Russian Federation.

If you have any questions regarding the disposal of a medical device, you should contact the
authorized organization (importer) in the Russian Federation.

Manufacturer / Manufactured at:
B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

Authorized organization (importer) in the Russian Federation

LLC «B.Braun Medical», 191040, Saint Petersburg, Pushkinskaya str. 10, tel/fax (812) 320-40-04.
Date of issue: 01.2023

www.bbraun.com
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MHCTPYKLMSA MO MPUMEHEHU IO

Habop pana karteTepu3aumy UeHTPanbHbIX BeH No MeTtogy CenbanHreoa «LiepTo®PUKC®»
fCertofix®) ¢ NnpuHaANEXHOCTAMU, BapuaHTbl UCNONHEHUS:

Habop ana KaTeTepusaumm LEHTPasbHbIX BeH No metody CenbauHrepa «LlepTodmkce® Oyo S»
(CelMolMx® Duo S)

Habop ana KateTepus3aunm LeHTpasbHbIX BeH no metoay CenbauHrepa epTodmke® Ayo V
(CertoFl)‘i>'u<'® Duo V)p Hum tenTp Ay A E «H El (3 ﬁy 7

Habop ans katetepusaumm LEHTPanbHbIX BeH No metoay CenbanHrepa «Lleptodmkc® Tpuo S»

(Certofix® Trio S)
Habop fna kateTepusauumn LeHTpanbHbIX BeH No metogy CenbauHrepa «Lieptomke® Tpuo V»

(Certofix® Trio V)
Habop s KateTepmsaumm LeHTpasibHbIX BeH Mo MeTody CenbfuHrepa «LiepTotmnkc® MpoTekTt

ayo V» (Certofix® Protect Duo V)
Habop ana kaTeTepu3auun LEHTPanbHbIX BeH Mo metody CenbamHrepa «LlepTomkce® lMpoTekT

Tpuo V» (Certofix® Protect Trio V)

01
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Ha3HaueHune
Habop ons kaTeTepusauumn LeHTpabHbIX BEH No MeTogy CefbAuHrepa.

O6nacTb feNCTBMA N BapnaHTbl UCMNOTHEHNS

JTa UHCTPYKLMA NPpUMEHMMA K Cnefytowmm sapnaHtam MW:

Habop c KaTeTepom fBYXKaHa/lbHbIM UM TPEXKaHaNbHbLIM 15 KaTeTepu3alMm BepXHEN nonol BeHbl
no metogy CenbnHrepa. PEHTreHOHenpo3payHblil KaTteTep M3 MonypeTaHa v NPOBOLHUK C TMOKUM
J-06pasHblM  KOHYMKOM.  Bk/ouaeT  Kabenb  COEAMHWTENbHbIA  ANS IKI-anekTpoaa
BHYTPUMPEACEPLHOr0 ANa  perucrpauum BHyTpunpegcepgHo 3K uepe3 MNpoOBOAHMK Ans
CUHXPOHHOrO onpejeneHns NoNoXeHUs KaTeTepa.

CocTtaB (BMA/NPOAO/HKUTENBLHOCTL KOHTaKTa no FOCT 10993-1)

1 Nrna CenbanHrepa uHTpogabtocepHas (Al) nnn Y-Urna uHTtpopabtocepHas (A2), B 3aBUCMMOCTHU
0T Habopa (KpaTKOBPEMEHHbI KOHTAaKT C KPOBbHO);

2. lMpoBOAHUK, C pa3MeTKOW [A/IMHbl, TUOKUM J-KOHUYMKOM (I = 3 MM) / MpSAMbIM KOHYMKOM
(KpaTKOBPEMEHHBIN KOHTAKT C KPOBbHO), B AucneHcepe (B) (KpaTKOBPEMEHHbIA KOHTAKT C KOXell);
3. Ckanbnenb (H) (KpaTKOBPEMEHHbI KOHTAKT C MSATKMMMW TKaHSIMU, KPOBbHO); >
4. Annatatop (C) (KpaTKOBPEMEHHbIV KOHTAKT C KPOBbHO);

5. KaTeTep ABYXKaHa/lbHbIi, TpeXKaHa/lbHbI/, PEHTreHOHENPO3paYHbIiA, U3 NONYypeTaHa, ¢ MArknuM
KOHYMKOM (B/IMHY CM. Ha ynakoBKe) (D) (AnnTeNbHbIA KOHTAKT C LUMPKYAUPYHOLLE KPOBbIO, C/n
He yKa3aHO WHoe):

- Pa3meTKa ANMHbI Ha KaTeTepe 4151 KOHTPO/A MONOXEHUS;

- KoHHekTOp J1103p J1OK C LBETOBOI MapKMPOBKOMN KaX0ro KaHana KaTetepa;

- duKcaTop HECLEMHbIA B MecTe COeAMHEHMS KaHanoB KaTeTepa ANS €ro 3akpernjeHus (He
KOHTaKTupyer);

- OcHoBa (hukcatopa cbémHoro (E), perynvpyemas, Ans 3aKpensieHns Katetepay MecTa BBefeHUs C
MOMOLLbIO INTaTypbl (4UTENbHbIA KOHTAKT C KOXeW);

- 3aKMM CABMXXHOW N1 KXKAOro KaHana Karetepa (KpaTKOBPEMEHHbIN KOHTAKT C KOXeW);

6. Kabenb coeguHutensHblt ana OKI-anekTpoga BHyTpunpegcepgHoro (1) (ganee no Tekcty -
«9QKTI -Kabenb coeMHNTENbHbIN») (KPaTKOBPEMEHHbIA KOHTAKT C KOXEN);

7. Wnpuy «OMHMGMKe» (Omnifix®), 5 mn (G) (ganee no TeKCTy - «wWnpuL») (KpaTKOBPEMEHHbII
KOHTaKT C KPOBbHO);
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8. Knunca jukcatopa cbémMHOro (F) (He KOHTaKTUpYyeT);
9. KoHHekTOp 6€e3bIronbHblil «Cadicaint» (Safsite) 4na kaxaoro KaHana Katetepa (ganee no TEKCTY
—«KOHHeKTOop «CafcaiT») (ANUTENbHbIA KOHTAKTe LMPKYINPYIOLLEA KPOBbIO).

Mcnonb3yemble maTepuasbl

ABC, naTyHb, anokcuaHas cmona, M3BIM, yepHuna, n3onpeHoBbIn Kayuyk, MAHM, H1uTMHON, MA
MAG6 okpawenHbi, MK, M3, NM3BM, MM, MC, My, NBX-6enviii, CbC, CUNNKOH, CUINKOHOBOE
Macno, Hep>kaBeroLLasa cTasb.

[ns Habopos «LlepTodmkc® MooTekT» fCertofix® Protect”:

OCHOBHbIM MaTepuanoM LEeHTPaIbHOr0 BEHO3HOro KaTeTepa B Habopax LiepTodmkc® [MpoTekT
ABNAeTCA nonuvypeTtaH. Bce KaHanbl, BKOYas KOHHEKTOP J1103p JIOK M Hapy>KHYK MOBEPXHOCTb
Katetepa, MOKPbITbI AJIMHHOLLENMOYEYHbIM MONMMEPOM HA OCHOBe MeTakpuiata. HaHocuMbIi
MonnMep CBA3aH C OCHOBHbIM MaTtepuanom Kartetepa. XMMWYECKW W3MeHeHHble GOKOBble rpynmbl
nonuMepa CBOBOAHO pPacMofioXKeHbl Ha MOBEPXHOCTM KateTepa. B WX uucno BXOAAT Takue
rmapoubHble 60KOBble TPYMMbl, Kak MOMWUITUNEHTINKONb U aHTUCENTUYECKWUIA MNONUMEPHbIiA
ouryaHma. ConocTtaBuMbIii NOMMMEPHbBIA GUryaHW[ BXOAMT B COCTaB HEKOTOPbIX PacTBOPOB A1
OPOLLIEHUNA paH.

MokasaHnA K NPUMEHEHNIO
KateTepusauns BepxHeil Mosoii BeHbl Mo MeTody CenbauHrepa Ans Henpoao/mKuTenbHon (<30
AHeln) WH(Y3MOHHOW W nnasmosamellaroLleld Tepanuu, MapeHTepaibHOro MUTaHWsA, BBeLEeHMA
BbICOKOOCMOJIAAPHBLIX WX pa3fpaxatolMx BeHbl PacTBOPOB, MOCTOAHHOrO WAN MEPUOAMYECKOro
MOHWUTOPWHIa LEHTPaNbHOr0 BEHO3HOrO [aB/ieHus, B3ATUA NPo6 KPOBWU; ecnu  MyHKUWS
nepueprnyecknx BeH HEBO3MOXHa, NMPU LUOKe, TpaBMaxX KOHEYHOCTEN W ecnu nepudepuyeckue
BEHbl He OMnpesenstoTCs.

MNpoTnBONOKAa3aHMA

BocnaneHne KOXW B 30HE NYHKUWMW; HapyLleHWs CBEPTbIBAHWUA KPOBW, Hamp., Mpyu JleYeHuu
aHTMKOarynsHTaMmn; aHaTOMUYECKMEe aHOManuW, Hanp., YBE/IMYeHHbI 306, OMyXO0nun Lieun, Tskenas
amdu3ema ferkux u pyoLoBble U3MEHEHUS B 30HE MYHKLAN.

3anucb KT : He nposoanTb Npu gemobpmunnaumm, Kapamosepcum nnm BU-xupyprum.

[nsa HabopoB «LlepTo®ukc® MpoTekT» (CertoFix® Protect):

He wucnonb3yiiTe y nNauyuMeHTOB C W3BECTHOM rMMNepYyBCTBMTENbHOCTLIO K MOAMTeKcaH gy™ un
aHajioram, TakMm Kak X/10prekKCuanH.

Mobo4YHble AeicTBUA/PUCKN NMPUMEHEHUS
emaToMa/KpoBOTEYEHME B MeCTe MYHKUUW, KaTeTepHas WHMEKUMS W Ccencuc, MHEBMOTOpPAKC,
remMoTOpPaKC, WMH(Y3WOHHbIA FMAPOTOPAKC WM XWNOTOPaKC NPU HapyweHWU npaBua MYHKUUM U
YCTaHOBKM KaTeTepa, CepAeyHble apuTMuMmn npy OWMO0YHOM BBEAEHMM KaTeTepa B MOMOCTb Cepaua,
paspbiB Npeacepans, 3HLOKapPAMT MpU MEXaHWMYecKOM pasfpaXkKeHWu, MOBPEeXeHNe BeHbl WK
apTepun Npu HapylweHun MpaBui NYHKLUUW, BbI3BAHHbIA KaTeTepoM TpomM603 M TpombodnebuT,
NOBPEXAEHNEe HEPBHbIX CTPYKTYp (Hanp., NOBpPeXAeHne MaeYeBoro CnaeTeHns n guagparmMaibHOro
HepBa), BO3AyLUHas amMb0/us, KateTepHas am60ums, TamnoHaga cepala, NOBPeXAeHWs MO0 BeHbl,
HernpaBWbLHOe MoMoXeHue, cMelleHme LIBK.

MpefynpexaeHus

- MMoBTOpPHOE MCNO/b30BaHNE OAHOPA30BbLIX M3[eNuiA CO34aeT BO3MOXHbIA PUCK ANA NauueHTa U
nepcoHana. 3TO MOXET TNPUBECTM K 3apaXeHW W/MAM  HapyLIeHW  (YHKLMOHaNbHbIX
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BO3MOXHOCTel. 3apakeHne W/unm orpaHuyeHne QYHKUUN U3LeNns MOXeT NPUBECTU K TpaBMe,
60/1E3HN UM CMEPTU NauueHTa.

- He nopggepraiite KateTep BO3A4eNCTBUIO AaBfeHMs Bbllwe paboyero ypoHs 1.2 6ap, npegensbHoe
AaBneHne 2 6ap 4ONYCTUMO TO/IbKO B 3KCTPEHHOW CUTYaLuN.

- CTporo cobntofainte MeTofbl acenTUKM.

- Bo n3bexkaHune BO3A4YLUHON 3M6GOAUN BbIMNOAHANTE MYHKLUMIO MO BCEM MNpaBuiaM B MOMOXEHUN
60/bHOTO /1eXa ros10BOIN BHU3.

Wcnonb3yiiTe peHTreH Ans KOHTPONS MO3MUMM KOHYMKa KateTepa. [py COMHeHWW B No3vumu,
BBEAUTE KOHTPACcTHOE BELLECTBO UM BbIMOMHMTE 3anucCb BHyTpunpeacepaHoro 9K otBeaeHms.
Mpw 3anuncm IKI cobntogaiite cnegytouine npasuna:

- Vicnonb3yiiTe TONbKO B NOMELLEHMAX C 3/IEKTPOCTATUYECKON 3aLUTON.

- HocuTe aHTUCTaTUYECKY0 XMPYPruyeckyto 0byBb.

- CobntofainTe npumeHuMMble npasuia 6e30NacHOCTW, roCyAapCTBeHHble TEXHUYECKME YCNOBUS U
0C06EHHOCTH.

- Vicnonbayiite Tonbko IKIM-MOHUTOP C He3a3eMeHHbIM BXxo4oM (Tun CF).

- 3a3emMnnTEe MOHUTOP ANS AONOHUTENBHOIO YpaBHUBaHWA NOTEHLNASIOB.

- Y6eanTech B HafIeXXHOCTM BCEX COEMHEHMUIA.

- Y6eanTech B OTCYTCTBMM KOHTAKTa NMPOBOAHMKA C BHELUHVMMW TOKOMPOBOAALLMMMN HaCTAMU.
- HapexxHo thmkempyiite KaTeTep.

- EXXeHEBHO BbINOMHAWTE acenTUYECKUIA yX04 3a KaTeTepoM.

- BoBpemsi MeHAiATe 3arps3HeHHbIE UM MPOMOKLLNE MOBS3KK.

Wcnonb3yiite pasHble [OCTYMbl A4/1F B3ATWUS KPOBM W BBELEHUA PACTBOPOB U NIeKapCTBEHHbIX
CPEeACTB ANSi CHUXKEHUA PUCKA MHDEKLMN.

Mocne nepenuBaHUA KPOBM WAM  B3ATMS NpPo6 KPOBM TulaTeNbHO MNPOMONTE KaTeTep
(hn3pacTBOPOM.

- Bo u3bexaHue BO3AYLUHON 3MO0MMM 3aTAHUTE COEAMHEHWS KaTeTepa W BblOMpaiTe TOMbKO
NH(Y3NOHHbIE cucTeMbl JT103p J1oK.

- He n3BnekainTe NpPOBOAHWK 4epe3 Wray, YToObl CHU3UTb PUCK MOBPeAMTb W cpe3aTb ero. Ecnu
NPOABWXKEHWNE 3aTPYAHEHO, BbINOMHANTE fafbHeillne LeACTBUA C YYeTOM TeKyLleid cuTyauuu,
BO3MOXHbIX KIMHNUYECKNX PUCKOB M B UHTEPecax nauueHTa.

- BmecTo aToro, cHavana yganuTe Uriy MHTPOAbIOCEPHYHO, 3aTeM BBEAMTE BMECTO Hee gunaraTtop.
PVCK NoBpeXxaeHWs MPOBOAHMKA MPW ero U3BNeYeHUW Yepes AunaTaTtop 3HauMTeNbHO Huxe. Eciu
n3BreYeHne NPOBOAHMKA M3 KaTeTepa 3aTPYAHEHO, YaanuTe NPpoBOAHUK BMECTE C KaTeTEPOM.

- ECnv M3BECTHO O CY>XEHUW BeHbl, MOXHO NMONpo60BaTh BpalLeTb NMPOBOLHUK B UrNe WA U3BMEYb
NPOBOAHVK, NepeBepHYThL ero 1 BBECTU NPSAMbIM KOHYMKOM B Ury.

WN3b6eraliTe KOHTakTa KaTeTepa M3 MO/AMypeTaHa C aueTOHOM: aueTOH pacTBOpPseT maTtepuan,
KaTeTep MOXeT CTaTb NOPUCTbIM N NPOTEKaTb.

- Mpn MPT wuccnefoBaHMM € YCTaHOB/IEHHbIM KaTeTepOM BO3MOXHbI CepeyHble aputMmun. Mpu
MPT uccnefoBaHWM B KaTeTepe He JO/MKHO ObITb 3/1EKTPOJIMTHOIO PacTBopa.

He noane>xvt NoBTOPHOW CTEPUNN3aLNN.

He ncnonb3oBatb Npu NOBPeXAeHUN YNaKOBKU.

[nsa HabopoB «LlepTo®ukc® MpoTekT» (Certofix® Protect):

He ncnonb3yiiTe LeHTpasibHbIA BEHO3HbIN KaTeTep B Habopax LiepToukc® MpoTeKT Ans Lenei, He
yKa3aHHbIX B NYHKTe 4 «[oKa3aHus K NpUMeHeHNto». NpuMeHeHre 3TOro KateTepa B LieHTpasibHOM
N NepudepryecKoin HEPBHOM CUCTEME 3anpeLleHo.
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Cnoco6 NnpuMeHeHUsA

|[PL:ay[|P1-xnlalUE:

Mpu BbIGope SKI 4719 KOHTPOASA NO3ULUK KaTeTepa U HaM4ymm CMHYCOBOro pUTMa, CHavdana
NoAKNIUYNTE NauneHTa K MoHuTopy Tvna CF, npurogHoro gnsa 3anucu BHYTPUMpPeLcepLHOro
oTBefeHNsA (cMm. Hmwxe) (Tun: CF) mcnonb3ys agantep YHuBepcaibHbI gna OKI-KoHTpons
KaTeTepm3aumn LeHTpanbHbIX BeH «LlepToamu» (Certodyn® Universal Adapter) (manee no
TeKCTy —afganTep «LlepToauH») nnm nepeknovaemblii IKI™ Kabesb nauneHTa.

1 BbINOMHANTE MNYHKUMIO B CTEPWU/IbHOW OAeXAe, Macke, LIanoyke W nepyaTtkax. TuwiarenbHO
obpaboTaiiTe KOXy (MCMonb3yiTe CNMPTOBbIE UKW MOAHbIE YMCTSALLME CPeACcTBa, Hanp. bpayHon wm
Codpracent H) M HakpoWTe 30HY MNYHKLMW CTepUbHOW MPOCTbIHEeA € oTBepcTMeM. [lpoBepbTe
NMPOXOAMMOCTb KaHasloB, COeMHUB LUNPUL, C KOHHEKTOPOM «CadcaiiT» ¥ 3an0NHUB MPOKCUMa/bHBbI
KaHa1 AByXKaHa/IbHOrO MAn (MeAnanbHbll U NPOKCMManbHbIA KaHaibl TPeXKaHasbHOro) KateTepa
(hm3pacTBopom. KnanaH KoHHeKTopa «CafcainT» 0TKpbIBAeTCA aBTOMAaTUUECKMN.

2. TyHKTUpYliTe BeHy nNpPWNOXeHHOW wurnoii .CenbfAuHrepa WHTpPoAbtOCepHOW wnm  Y-Krnoi
NHTPO/IbIOCEPHOW (3aBUCUT OT Habopa), COeANHEHHOI CO WINPULEM AN acnupaLun.

3. MpoBogHWK B gucneHcepe. CHUMUTE KONMAYoK 3alWMTHBIA AucreHcepa. BcTaBbTe gucneHcep ¢
NPOBOAHMKOM B urny CenbfuHrepa WHTPOLbIOCEPHYIO WM B GOKOBOWM NOPT  Y-UI/bl
WHTPO/bHOCEPHON (3aBMCMT OT Habopa). bonblinm nanbLem ABWraiiTe MPOBOAHWMK B BeHy. [ns
KOHTPOANA rNy6uHbI BBEAEHUA UCNOMb3YHTe Pa3MeTKY [JIMHBI.

4. Tlocne yCTaHOBKM MNPOBOAHWKA B 3afaHHOE MNOJIOXKeHWe yJanuTe AWCMeHCep WU Ury, He MeHsAd
MoMoXeHre NPOBOLHMKA.

5. PaclumpbTe NYHKUUOHHbIW X0f4. AN 3T0ro, yAepXmBas Hapy>XHYH0 4acTb NPOBOAHWKA, ABUraiiTe
KOPOTKUIA funatatop, Chnerka Bpawias ero, No Hapy>HOM 4acTM NPOBOAHMKA B MECTO MYHKLUW.
3atem ypanure gunaratop U3 NyHKUMOHHOMO X0Aa, He MEHSAS NMOJSIoXeHWe NMpPOBOAHMKA.

6. [lBuraiite KateTep Mo Hapy>KHOM YacTV MPOBOAHMKA K MECTY MYHKUUW. 3aTeM, yaepXXusas KoHel,
NMPOBOLHMNKA, BBEANTE KaTeTep Ha HEO6XOAMMYIO AJINHY, CNerka BKpy4yuBas ero.

7. ANVMHY BHYTPUCOCYAMCTOW YacTy KaTeTepa MOXHO ONpeAe/inTb Mo HECTUPAEMON pa3MeTKe.

8. [ina onpefeneHns NOMIOXKEHUs KOHYMKA KaTeTepa C nomMolublo SKIT cCOBMeCcTUTE KOHLbI KateTepa
N NPoBOAHMKa (M3 KOHHeKTOopa J1to3p JIOK KaTeTepa [O/DKHA NOKas3aTbCA Mnepsas LUMPOKas MeTKa Ha
npoBofHuKe). 3akpenute 3axum ISKI-kabens COeQMHUTENILHOTO Ha MPOBOLHUKE Y ero BbIX0Aa U3
KaTteTepa. BcTaBbTe KOHHekTOp OKI-Kabens coeguHUTENbHOro B pasbeM agantepa «LiepToauH» u
COBVHbTE Mepeknoyarteslb K CMMBOMY cepfua (CM. OTAENbHYK WHCTPYKUMIO MO MPYMEHEHUIO
agantepa «LlepToguH»). 3atem npofsurarite KateTep ¢ NPOBOAHMKOM K NPaBOMY MpPeLCcepaunio Lof
KoHTponem 3KI. Mogwvem 3ybua P Ha IKI Bbile HOPMbI YKa3blBAaeT Ha TO, YTO KOHYMK KaTeTepa
pgoctur npegcepansa (BHyTpunpesacepaHoe SKI oTBefeHne). Ecnm KateTep ¢ NPOBOSHUKOM OTTAHYTb
Hasafd, TO 3ybeu P Hopmanusyetcs (—» Touka nepexoga). [N [OCTUXKEHMSA NPaBUIbHOMO
pacnosiokKeHns KaTeTepa B BEPXHei Moo BeHe MOATAHUTE KaTeTep C NPOBOAHMKOM elle Ha 2-3 CM.
3arem yfannte nNpoBOAHUK.

m im m

MNpu pnnHe kKateTepa 15 CM KOHUYMK KaTeTepa 0ObIYHO He JocCTUraeT npegcepavda. B atom
CNyyae fABuraite NPoOBOAHMK Breped nof KoHTponem JIKI go nogbema 3ybua P. 3710
NoATBEPAMT NMpaBUNbHOE HanpasieHWe BBEJEHNA KaTeTepa.

9. 3akpenuTe KaTeTep Ha KOXe C MOMOLLbI (hMKcaTOpa HECLEMHOro. KareTep Takke MOXHO
3aKpenuTb Y MecTa MyHKUMW C NMOMOLLLIO dmkcaTopa CbEMHOro. [ns ero KpenseHus Ha kateTepe
NCMonb3ynTe NpuIaraemyro Kauncy.

10. Ha nvHUAX YANUHUTENbHBIX UMEIOTCA 3aXUMbl. X NCNONb3YIOT AN MepekpbiTUA KaHalos npu
CMeHe WHMy3un wmam TpaHchysun. Ecnm K KateTepy MOACOeAMHEH KOHHeKTop «CadcaiiT», TO
MepeKkpbiBaTb KaTeTep He HY)KHO, TaK KaK Mpu OTCOEAUHEHUW WHMDY3UOHHOW SIMHUM KOHHEKTOP
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«CafcaiiT» 3aKpOeTcs aBTOMATMYeCKW. YOeauTecb B HafeXHOM COeAMHEHWW KOHHeKTopa
«CarhcainT» ¢ KateTepom.
BHUMAHWE :
[na KpenneHus KaTeTepa Bcerja MCMonb3yiTe npunaraemblii UKCaToOpP, MHAyYe BO3MOXEH
OTPbIB KaTeTepa W ero nonagaHue B BeHy.

100
Hencnonb3yemble KaHanbl KaTeTepa CrefyeT MNpoMbITb u3pacTBopoMm. [NpomoiiTe KaHan
HNPacTBOPOM cpasy Mocsie UCNO/b30BaHWs, NOBTOPANTe NPOMbIBKY NPy HE06XOANUMOCTH.

Mpn B3STUM KPOBU M3 MPOKCMMAasIbHOIO KaHana Apyrve KaHasibl crefyeT MNepekpbiTb BO
n3bexxaHne oLWNOKM B aHanmM3ax n3-3a nonagaHus B Npoby KpoBw MHy3aTa.

C uenblo nonyyeHusi 6e30MacHOin  KOMOUHALMKM PEKOMEHAYETCS WCMOMb30BaTh COBMECTUMbIE
MHAY3MOHHbIE  YCTPOWCTBA,  HampuMep:  LUMPWLbI,  MHAY3NOHHbIE  MarucTpanu,  KpaHuKu
MHOI0X0/0Bbl€e, 6e3bIr0/IbHble KOHHEKTOPbI U fp,., UMetoLne TN coeguHeHmns JTtoap unm JToap Jlok
(ISO 80369-7).

Ycnosusa 1 NPoOLO/IHKUTENBHOCTb MPUMEHEHNSA

KaTeTep npegHasHayeH A4S KpaTKOBPEMEHHOIO UCNONb30BaHWsA (<30 gHei).

CneguTe 3a coctosHmem LIBK (Hanp., npu3Haku KaTeTep-acCOLMMPOBAHHOW MH(EKLMN KPOBOTOKA,
napasasauuun, TpomoodebuTa) n yganute LIBK cornacHo 60/1bHMYHOMY NPOTOKONY.

Nto6oVi Hencnonb3yemblii BHYTPUCOCYAUCTbIV KaTeTep CnefyeT HeMeANeHHO yaanuTb.

[aHHas npogyKums npegHasHayeHa AN MCMOMb30BaHUA TONbKO Bpayamu, Haf/exalum obpasom
06YyYeHHbIMM COOTBETCTBYHOLLE METOANKE B YCNOBUAX NEYEOHO-NPOMNAKTUYECKUX YUPEXAEHNIA.

JononHutenbHaa nHMopmalms

[nsa Habopos «LlepTo6ukc® MootekT» (Certofix® Protect):

MokpbITMe KaTeTepa B Habopax LiepToumkc® lMpoTekT a(h(heKTMBHO 3aliuLiaeT OT Hanbosiee 4acTo
BCTPEYaroLLMXCA NaToreHoB, BbI3blBAKLLNX KaTeTep-acCoLMNPOBaHHbIE MH(EKLNN:

* 30110TUCTBIW CTaMNIOKOKK

* dnuaepMasibHbIi CTaMNOKOKK (KoarynasoHeraTuBHbIA CTag)MI0KOKK)

o MeTULMANNHPE3NCTEHTHbIA 30N10TUCTbIN cTapunokokk (MP3C)

» ®eKasbHbIi 3HTEPOKOKK

* KuwleyHaa najoyka

» C/HerHolHasa nanouka

TexHnYyeckne XxapakTePUCTUKU MESULNHCKOIO U3aenns
Kntouesble XapPaKTeEPUCTUKN OCHOBHbIX beHKLI,VIOHafIbeIX 9/1eMeHTOB MeaAnUWUHCKOro wmsaennAd

Kar.Ne  Kartetep Wrna CenbanHrepa  [NpoBOAHMK OunsaTatop
WHTPOAbOCEpHas
chekT. HapywHbli HapykHbl! Kambpo-  HOMMH. HapyxxHbiid OdxpexT. Makerm.  fymHa Makeym,  MvH. ekt
IMHa  [MameTp  [MameTp  BOYHbINA CKOPOCTb  [MaMeTp  [yMHA  HapyxHblA  (MM) HapyXXHbIA  BHYTPEH. [/IMHa
KaTeTepa KaTeTepa  KaTeTepa pasvep notoka no (Mm) (M) [JvameTp Ovametrp  avamMeTp AHnataropa
(cm) (vm) (PpeHy)  kaHana KaHasiam (M) (Mwm) (M) (cm)
KateTepa (M/MUH),
(Feiimy)  DIP;
D/P, DIMP  DIMIP
4164158 =15 =24 7 16/16 60/50 =13 =70 =0,89 =50 =27 «1,0 =9,6
4167385 =20 =24 7 16/16 55/45 =13 =70 =0.89 =50 =27 =10 =06
41673% =30 =24 7 16/16 52/31 =13 =70 =0,89 =70 =27 =10 =9,6
4166159, =15 =24 7 16/16 60/50 «1,3 =73 =0,89 =50 =27 =10 =96
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4166159P

416121,  *20 =24 7 1616 55/45 =13 =3 =08 =0 =27 =10
4161211P
461319, =30 =24 7 1616 52131 =13 =13 =089 =0 =27 =10
4161319
461159 =15 =24 7 161818 5028128 =13 =0 =089 =0 =27 =10
467408 =20 =24 7 161818 46122122 =13 =10 =089 =0 =27 =10
463306 =30 *24 7 1618718  3y/18/18 =13 =0 =089 =0 =27 =10
462153, =15 %24 7 161818  50/28/28 =13 =73 =089 =0 =27 =10
4162153P
463214, =0 =24 7 161818  46/22/22 =13 =3 =089 =0 =27 =10
4163214P
4163311, =30 =24 7 161818  38/18/18 =13 =3 =089 =0 =7 =10
4163311P

D -ancTanbHbIiA, P - npokcumanbHbI; M - MeananbHblii

Takxe B HammeHoBaHUN MW coaepXxunTca I/IH(*)OpMaLI.I/IFI 0 K/TIOYEBLIX XapaKTEPUCTUKaX KaTeTepa, a

NMEHHO:

* YKaszaHue Ha «MeToj Katetepusauun rno CenbanHrepy».

e 0O6o3HayeHne «<PROTECT» yKa3blBaeT Ha aHTUMUKPOOHOE MOKPbITUE KaTeTepa.

e [lyo (gBa). Tpmo (Tpu) yKasblBatOT Ha KONMYECTBO KaHa/oB KaTeTepa.

* Janee cnesyet O6yKkBa, YKasblBalOlas Ha TUM Wbl
CenbpunHrepa MHTpogbtocepHasa, V -3To Y-/rna nHTpogbrocepHas.

WHTPOALIOCEPHOI: S -

Nrna

[Nanee cnefytoT Tpu Uudpbl: NepBast yKasbiBaeT Ha HapyXHbI AuameTp KaTeTepa Bo dpeHuYax, age
cnefyloLue Ha AIMHY KaTeTepa B CaHTUMETpax.

MepeyeHb NPUMeEHSEMbIX NPOM3BOAUTENEM CTaHAAPTOB

EN ISO 13485, ISO 14971, 1SO 10555-1, ISO 10555-3, ISO 11070, ISO 9626, EN 1707 (ISO
80369-7), DIN 42802, ISO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, 1SO
10993-7, 1SO 10993-10, ISO 10993-11, ISO 10993-18, ISO 10993-18, ISO 11135, EN 556-1, ISO

11607-1, EN 1SO 15223-1, EN 1041-2008

Ycnosus akcnnyatayum
lNMoka3aTenb

Temnepatypa

OTHOCKUTe/IbHaA BNaXXHOCTb BO3AyXa

Ycnosud akcnnyartayum
+15°C po +30°C
[0 90%

Y CnoBusi TPaHCMOPTUPOBKM U XPaHEHWS

lMoka3aTenb Ycnosua
TPaHCNOpTUPOBKYU
TemnepaTypa 0T -20°C fo+15°C (2 gHs)

0T+15°C po +25°C
(HecKonbKO Hefienb)
oT +25@C po +40°C
(B TeYeHUe ABYX Hefenb)

OTHoCKTefIbHaA BNaXXHOCTbL Bo3gyxa Ao 90%

www.bbraun.com
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Ycnosusa xpaHeHus

oT +15°C go +25°C
(8 TeyeHue
rofHOCTN)

Cpoka

[0 90%



Cnmsonsl, MCNoNb3yeEMble MPUN MapKMpPOBKeE
Cumson PacwundposKa

Mcnonb3oBaTh [0

[arta nsrotosneHus

I N3roToButesnb

Lot Homep cepuun

S Howmep no katanory

® 3anpeTt Ha NOBTOPHOE MPUMeHeHne

STERILEIEO  Crepunusauns oOKCULOM 3TUIEHA

|:a_ O6paTnTeCh K MHCTPYKLMM MO NPUMEHEHNIO

A OcTopoXKHO!

CE mapka - 3HaK cooTBeTCTBUA TpeboBaHNAM [AupekTnsbl 93/42/EEC u
CC 0123 NLEHTUPUKALMOHHBLIA HOMEP aKKPeLMTOBaHHOIO opraHa no cepTuduKalum
EBponeiickoro cotosa
@ CE mapka - 3Hak cooTBeTCTBUS TpeboBaHUsiM PernamenTa (EC) 2017/745 o
MeANLMHCKNX U3[eNnax

Cp: He gonyckaTb BO3AeliCTBUS COMTHEUYHOIO CBeTa

bepeyb 0T Bnaru

r BepxHss rpaHuLa TeMnepaTypHOro pexumMa

B 3aBMCMMOCTM oT BapuaHTa NCNONHEHNS MeLVLUHCKOro n3genus Ha
3TUKETKe/CTUKepe/ynakoBKe/MHCTPYKLUN rno NPUMEHEHNIO MOryT  OblTb HaHeCeHb!

GIIN MeXAyHapoaHblii Kog MapKUPOBKM W yYETa NOTUCTUYECKMX eAMHUL,

LleHTpanbHbIli hapmaLeBTUYECKUiA HOMep MepmaHnm
He ncnonb3oBaTb NpW NOBPEXAEHUM YNaKOBKM

PZN

X ANMpPOreHHo
W MeaULMHCKOE n3fenve
id]
o

CTpaHa Npon3BOACTBa
OpvHapHas cTepubHas 6apbepHas cucTeMa

OfvHapHas cTepunbHas 6apbepHas CUCTeMa C 3alLUTHOI Hapy>KHOI YNaKoBKoi

www.bbraun.com
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Ytunusayns

YTunmsauma MegUUMHCKOro usgenns «Habop gns katetepmsaumy LEHTPasibHbIX BEH MO MeTomy
CenbguHrepa «Lleptodmkc®»  (Certofix®) ¢ NpUHAANEXHOCTAMU»  MOC/IE  UCMO/b30BaHUA
OCYLLECTBNAGTCA B COOTBETCTBUM C TPebOBaHWAMMK K 06paLLEHMIO C MEeAWLMHCKMMMW OTXO04amu, C
MeAULMHCKMMM 0TX04aMu, ycTaHoBfieHHbIMU CaHluH 2.1.3684-21 no knaccy B wu/vnn uHbIMK
AeVCTBYHOLLMMN HOPMATMBHO-NPaBOBLIMY akTamu Poccuitickoin deaepaymu.

Hewncnonb3oBaHHOE MeAVMLUVHCKOE W3[efve, HEeWcnosb30BaHHble YMakOBKW, [O/MKHbI  OblTb
YTUAU3MPOBAHbI B COOTBETCTBUW C MOPAAKOM  YyTUAM3aUMM  TBepAbIX ObITOBbIX OTXOAOB,
YCTaHOB/EHHbIM 3aKOHOATeNbCTBOM Poccuiickoin degepaunn no knaccy A CanlluH 2.1.3684-21
NN NHLIMW JENCTBYOLW MMM HOPMATUBHO-NPaBOBLIMM akTamu Poccuitickoin degepaunu.

Mpy BO3HWMKHOBEHWW BOMPOCOB, Kacalwlmxca YyTuamMsauuy MefULUMHCKOTro Wu3genus, cnegyet
obpalaTbCs K YNONHOMOUYEHHOW opraHusauun (umnopTtep) B PO.

MpounssoguTens/IMpon3seaeHo
E. BpayH Menb3yHren Al, Kapn-BpayH-LUTtp. 1, 34212 Menb3yHreH, epmanus. B. Braun
Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

YnofHoMoueHHas opraHumsauus (umnopTtep) B PP
00O «b.bpayH Megukan», 191040, r. CaHkT-IMeTepbypr, yn. MywknHckas, g. 10, Ten./dakc: (812)
320-40-04.

[ata Bbinycka nHgopmaymn: 01.2023

www.bbraun.com
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Nr. 366/2023 des Urkundenverzeichnisses

Die vorstehenden, dem Firmendruck ,B. Braun Melsungen AG"

beigefugten, vor mir vollzogenen Namensunterschriften
1. der Frau Vera Pekarek,
2. der Frau Sandra Stautenberg,
beide geschaftsansas”™ig Carl-Braun-StraBe 1,
D-34212 Melsungen,
und mir von Person bekannt, beglaubige ich hiermit.
Der Notar fragte nach einer Vorbefassung im Sinne von
§ 3 Abs. 1 Nr. 3 BeurkG. Sie wurde von den Erschienenen
vorneint.

Melsui:gen, 07. Marz .;)23
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B BRAUN

Ilepe6oo ¢ an2nuticko20 u HeMeyKo20 A3bIKOE
«b. Bpayn Meassynren AI'»
(B. Braun Melsungen AG)
Ioapasnenenne «Xocnutan Kia»
(Division Hospital Care)

34209 MensayHreH

KoHTtakTHOE 1HLO: Bepa [ekapek (Vera Pekarek)
B: Ten.: +4915117667398
OEJEPAJIbBHYIO CJHYXKBY IO Daxc: -
HAJ30PY B COEPE . noyra: vera.pekarek@bbraun.com
3IPABOOXPAHEHHMSA Be6-caifr: http://www.bbraun.com
(POC3IPABHA/30P) Jara: 07 mapra 2023 rona

Be6-caiiT: http://www .bbraun.com

CONPOBOAUTEJILHOE INCBMO

YBaxkaeMble rocrnoaa’
HacTtosimyM NHCbMOM MBI,

«b. Bpayn Meab3yuren AI»

(B. Braun Melsungen AG)

Kapa-Bpayn-Lltpacce 1

34212 Mesb3yHren,

Iepmanns (Carl-Braun-Str. 1, 34212 Melsungen Germany)

B cooterctuM ¢ JlupektuBoii Espomeiickoro Cosera EC 93/42/EEC B xauecTse
OTBETCTBEHHOT0/3aKOHHOI'O MPONU3BOAUTENSA MEAULIMHCKOTO H3ACTHS

HaGop AM8 KaTeTepH3aUMM UEHTPAIbHBIX BEH M0 MeTOdy Ceabannrepa
«lleprodnixc® (Certofix®) c npunannexHOCTAMH

3aAB/IEM O TOM, YTO HaMH ObUTM NMPHHATHI BO BHUMaHWe 3aMe4YaHHA, NMPHBEACHHBIC B JIHCHME
Ne 10-145/23, xoTtopoe ObUIO HamNpaBIe€HO Pocsnpanﬁmopom 09 sausaps 2023 roga. Ml
cornacHel C 3aMedaHHAMH, YKasaHHbIMH Poc3apaBHan3opoM, W HampaBideM BaM Ha
paccMOTpeHHe CIEAYIOINHA OGHOB/IEHHBIH NOKYMEHT:

Bepcus MHCTPYKUMH 1O MPHMEHEHHIO, NMpeAHa3HaYeHHad JUld UCIOJIb30BaHHA Ha TCPPUTOPHH
P® or suBapa 2023 roga (Ha aHIIMACKOM M PYCCKOM A3blKax), JUIS MEAWLMHCKOrO H3JEIHA
HaGop mi1fi KaTeTepu3auMH LEHTPAJbHBIX BeH no meroay Cenbannrepa «lleprodpuxc®
(Certofix®) ¢ npUHALIEKHOCTAMM, BAPHAHTHI UCTIOIHEHHA!

- Ha6op ana kareTepu3alliid LUEHTPATBHBIX BEH MO METOAY CenpauHrepa «Lleproduxc®
Hdyo S 715» (Certofix® Duo S 715) 10 Ha6./yn. ¢ HHCTPYKUKMEA MO PHMEHEHHIO (1 wr.)
Kat. No 4164158;

fpeaceaatens Henoauntensunifl coser Oduc xomnannn: Menniysren Aapec:

Hab.1I02aTETLHONO COBETA. Mapkyc Lltpormans Cya perncrpanun: Mecrnsifl cya «b. bpayn Menpaynren Al'»

J1-p Annert Bennep {[Tpeaceaarens) OpuTunapa (B. Braun Melsungen AG)
Mpwe. Jou. 1-p Wredan HRB 11 000 Kapn-Bpayn-Llltpacce |
Pynnept (3amMecTHTENDL YNCHA WEEE-Per. Ne DE 42690900 34212 Mensaynren
cOBETa) Cepmanua

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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B BRAUN

CTpaHunua 2 K nucbMy oT 7 MmapTa 2023 ropga

- Habop gna katetepusauumn UeHTpanbHbIX BeH no Metogy CenbauHrepa «LlepTouke®
Ayo S 720» (Certofix® Duo S 720) 10 Hab6./yn. ¢ MHCTpPyKLUMein no npumeHeHuto (1 wr.)
KaT. Ne 4167385; T L ®

- Habop ana katetepmsauum UeHTpanbHbIX BeH Mo MeTofy CenbauHrepa «LlepTtogmke
[yo S 730» (Certofix® Duo S 730) 10 Hab./yn. ¢ UHCTpyKLMel No npumeHeHunto (1 wT.)
KaT. Ne 4167394; 1T n ®

- Habop ona kaTteTepmsauum LeHTpanbHbIX BeH Mo metoay CenbanHrepa «LlepTodukc
Tpuo S 715» (Certofix® Trio S 715) 10 Hab./yn. ¢ MHCTPYKUKel no npumeHeHunto (1 wT.)
KaT. Ne4161159; 1T n ®

- Habop gns kateTepusauumn LeHTpanbHbIX BeH Mo Metogy CenbauHrepa «LiepTodukc
Tpuo S 720» (Certofix® Trio S 720) 10 Ha6./yn. ¢ MHCTPYKLMeN No npuMmeHeHuto (1 wT.)
KaT. Ne 4167408; - 7 X ®

- Habop fgnsa katetepusauuu UeHTpaibHbIX BeH no metody CenbauHrepa «Lleptodmke
Tpuo S 730» (Certofix® Trio S 730) 10 Ha6./yn. ¢ MHCTPYKLMEA NO NpuMeHeHno (1 wT.)
KaT. X» 4163306; 1T n ®

- Habop ans kateTepusauumn UeHTpanbHbIX BeH no metody CenbanHrepa «LlepTtogmke
Ayo V 715» (Certofix® Duo V 715) 10 Hab./yn. ¢ MHCTpyKLumMel no npumeHeHuto (1 wr.)
Kat. Ne 4166159; L1 h ®

- Habop ona katetepmsayum LeHTpanbHbIX BeH no Metofy CenbauHrepa «LlepToduke
Ayo V 720» (Certofix® Duo V 720) 10 Ha6./yn. ¢ MHCTpyKLUMel No npuMeHeHuto (1 wr.)
KaT. X«4161211; T b ®

- Habop pgna kateTepusauumn UeHTpanbHbIX BeH no meTtofdy CenbguHrepa «Lleptodukc
Ayo V 730» (Certofix® Duo V 730) 10 Ha6./yn. ¢ MHCTPYKUMER No NnpuMeHeHunto (1 wrT.)
KaT. X04161319; L h ®

- Habop pna kateTepmsaummn LeHTpanbHbIX BeH No meTtody CenbauHrepa «LiepTodukc
Tpno V 715» (Certofix® Trio V 715) 10 Ha6./yn. ¢ MHCTPYKUMEA No npumeHeHuto (1

WT.) KaT. X04162153; it a ®

Habop gnsa kateTepusaumy LEHTpanbHbIX BeH no Metogy CenbauHrepa «LlepTtodmke

Tpuo V 720» (Certofix® Trio V 720) 10 Hab./yn. ¢ MHCTpPYKUMel No npumeHeHuto (1

WT.) KaT. X04163214; T MW ®

Habop ans kateTepusauum UeHTpasibHbIX BeH no metody CenbaunHrepa «Leptodukc

Tpuo V 730» (Certofix® Trio V 730) 10 Hab6./yn. ¢ MHCTPYKUMel no npumeHeHuto (1

WT.) KaT. X04163311; - T an ®

Habop gnsa kateTepusaumu LeHTpanbHbIX BeH no-metony CenbauHrepa «Lieptogumke

MpoTekT Ayo V 715» (Certofix® Protect Duo V 715) 10 Ha6./yn. ¢ UHCTpyKUMel Mo

npumeHeHuto (1 wT.) Kat. X° 4166159P; T n ®

Habop ana katetepmsauun LeHTpanbHbIX BeH no Metogy CenbfuHrepa «LiepTodukc

MpoTekT Ayo V 720» (Certofix® Protect Duo V 720) 10 Hab./yn. ¢ MHCTPyKuuel no

npvMmeHeHunto (1 wr.) Kar. X04161211P; i hn ®

Habop and katetepusauum LeHTpanbHbIX BeH Mo Metogy CenbauHrepa «Lleptogmke

MpoTekt Ayo V 730» (Certofix® Protect Duo V 730) 10 Hab./yn. ¢ MHCTPyKUWel Mo

npumMmeHeHnto (1 WwT.) KaT. X04161319P; mnan, ®

Habop and kateTepm3aumn LeHTpanbHbIX BeH Mo metogy CenbauHrepa «LiepTogmkc

MpotekT Tpuo V 715» (Certofix® Protect Trio V 715) 10 Hab./yn. ¢ MHCTPYKUMen no

npumeHeHuto (1 wT.) KaT. X° 4162153P; 11 n ®

Habop ana katetepmsauun LeHTpanbHbIX BeH no Metogy CenbauHrepa «Leptodukc

MpoTekT Tpuo V 720» (Certofix® Protect Trio V 720) 10 Hab./yn. ¢ MHCTPYKUMER no

npuMeHeHunto (1 wT.) Kat. X» 4163214P;
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B/ BRAUN

Crpanulia 2 K nucsMy ot 7 Mapta 2023 rosa

- Habop AN KaTeTEpH3ALMA LCHTPAILHBIX BEH 110 METOLY CenpngHrepa «llepropuxc®
Mporext Tpro V 730» (Certofix® Protect Trio V 730) 10 Ha6./yn. ¢ HHCTpYKIMEH 1O
npumerenmio (1 mr.) kar. Ne 416331 1P.

B LIe/IAX BEECCHAA H3MCHECHMHA B IOKYMEHThHI PETHCTPALUOHEOr0 JOCHE B CBA3KH C
COBCPIICHCTBOBAHHEM cBOMCTB H XapaKTEePHCTUK NIPH HCH3MEHHOCTH $YHKIAOHAIEHOTO
npeficTBHA, Ba3HAYEHHAA M NPHELANA neHCTBRA MEHIMHCKOTO U3AENHA H NPEACTABNCHHA
BHIICYKA3aHHOrO ZOKYMCHTA B denepansHyio cryx6y o Haa3opy B cepe 3ApaBOOXpAREHHA
(Poc3zpasran3op).

B cnyuac Kaxkux-MH60 PacxoXIeHHH MEXy aMTIKICKON M PYCCKOH BEpCHAMH HACTOAINETO
JOKYMEHTA, MPEHMYIIECTROHHYIO CHITY HMEET aHrmiickas BEpPCHA.

Or nuna KOMIIaHUH

«B. Bpayn Mens3yrren Al'» (B. Braun Melsungen AG)

VYnoaHOMOYCHHOE JTHIO VYonHOMOYEHHOE M0

<nooNUcano> <noonucano>

Bepa IMexapex (Vera Pekarek) 3angpa LlltaydenGepr (Sandra Staufenberg)
Menexep oTaAena HOPMATHBNO-NPABOBOTO  AIMHHHCTPATOD OTACA HOPMATHBHO-NPABOBOO
PEryANpPOBAHHA Lieurpa paspaGovkn  PEryTHPOBIKHA LienTpa paspaboTkn

BHYTPHNPONIBOACTBEMHBIX  CTARZAPTOB, OTAEA BHYTPHNIPOH3BOACTBEHHLIX  CTAHAAPTOB, oTAen
xynuposanua OoneBoro cAHApOMA M paspaboTkn  KYNHPOBAHKA GoseBoro CHEAPOMA B Pa3paioTKH
UEHTPANLHLIX BEHO3HBIX KATETEPOB LENTPAABHLIX BEHO3HLIX KATETEPOB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Hac'roamm | nomepmmo nepuocn. numeyxasannoﬁ HHGOPMALHH, MOAMMHHOCTD NEYaTH
xomnanuu «b. Bpayn Memesynren AI'» (B. Braun Melsungen AG) ¥ DOCTaBICHHHIX B MOEM
MPUCYTCTBHH NOANHCEH
1. r-xu Bepn [lekapex (Vera Pekarek),
2. r-xu 3anaps: HlraydenGepr (Sandra Staufenberg)

BEAYINX AeATENLHOCTD N0 anpecy: Kapn-bpays-Illtpacce 1,

D-34212 Mensaynren (Carl-Braun- Strafie 1, D-34212 Melsungen),
AHYHOCTH KOTOPAHIX ORI MHOIO YCTAHOBJICHS!.

Horapuyc 3anaBan Bompoc o mnpenaTcTBAfsX coraacHo § 3, pasmena 1, Ne 7 3akona o
HOTapHaNBHOM 3acBHACTENLCTBOBAHWH. Ha Bonpoc sBuBIIMecS NHIA AATH OTPHUATEIHHEIA
OTBET.

Menb3ynres, 07 mapta 2023 roza

<noonucano>

Horapayc
<Tucreran nevarsh: Hunsc Baifrang (Nils Weigand), sotapuyc B r. Mens3ynren>

TlepeBoa ¢ aHTIHMHCKOrO H HEMELKOrO S3BIKOB HA PYCCKHH A3BIK BBHIIONHEH TEPEBOAYHKOM
UckycHpix JIMETpHEM ANeKCARIPOBUYCM
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Poccuiickaa ®epepaums
Mopop MockBa
LLlecTHaguarToro mapra ABe ThbiCAYW ABafLaTb TPeTbero roga

A, AnexvH EBreHuii BnagumupoBudy, HoTapuyc ropoja MOCKBbI, CBUAETENLCTBYHO
NOA/MMHHOCTL NoAnucy nepesogunka VICKycHbIX OMnutpua AnekcaHgposuya.

Moanuck caenaHa B MOEM NPUCYTCTBUMN.

JInyHocTb nognucasLlero JOKYMeHT yCTaHOB/IeHa. n

3apernctpupoBaHo B peecTpe: Ne 57/171-H/77-2023-4-2565.

E.B.AnexuH

Beer(: MpoLwHypoBIAHO,
NPOHYMEPOBAHO MCHPETIEHO
nesarsO _j”nnci(-a,-0B)

ftifbLju|micir.u a “aaptcc*
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B BRAUN

B. Braun Melsungen AG
Division Hospital Care

34209 Melsungen

Contact: \era Pekarck
T .
Fon: f-4915117667398
[ax: -
10 THE Feil: vera.pekarek(3>bbraun,com
FEDERAL SERVICE ON Internal: http://www.bbraun.com
SURVEILLANCE IN HEALTHCARE
(ROSZDRAVNADZOR) Deate: March 7. 2023

Dfiluration on Inslriic!loii.s Tor vsv

Dear Sirs,

With this letter we

B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
Germany

as responsible/leqal manufacturer according to the European Council Directive 93/42/EEC of medical devices

Certofix* and Accessories

herewith declare that we have taken into account the notes in accordance with letter no, 10-145/23 issued
on January, 09 2023 by Roszdravnadzor. Given that we are accepting the remarks raised by Roszdravnadzor
& and we submit for your attention and consideration the following updated document;--

RU Specific Version of the Instructions for Use from 01.2023 (in English and Russian languages] for Certofix'
design variants:

Certofix” Duo Paed S 408
Certofix’ Duo Paed S 413
Certofix" Duo Paed S 420
Certofix' Duo Paed 5 508
Certofix” Duo Paed S 513
Certofix’ Duo Paed S 520
Certofix' Trio Paed S 508
Certofix* Trio Paed S 513
Certofix’ Trio Paed 5 520

rhairwomtn _of Ihr “upcrvitory BoHe- i . . -
in Ea(CUt“fU Board Corporitc Office. Mcljunjen Addrot.
Matkua ilrolraann Rcgisin Court
naitnan { Q B Braun Udsungen AC
( I} liKii Court Can Braun StraBr i
Hnw Do» Dr blcfan RupBfl HRS ! 0OC
po
Jurgon AfiM «L:11 Hei] Ho DI 4J69EHOD (G<ay
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B BRAUN

Page 2 to the letter of March 7 to

to update of the documents of the registration dossier for improving the features and characteristics of the
medical devices has no impact on the functional purpose, intended use and principle of operation of the
medical device group and submission of the above document to the Federal Service on Surveillance in
Healthcare (Roszdravnadzor).

In case of any discrepancy between the English and Russian translations of this document, the English version
shall prevail.

For and on behalf of

B, Braun Melsungen AG

1 A
m,it. 0w
Vera Rel~ftk Sandra Staufenberg
Manap4” Regulatory Affairs CoE Infusion H Pain Therapy Administrator Regulatory Affairs International

CoE Infusion B Pain Therapy
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Instruction for use

Certofix® Central Venous Catheter Set for Seldinger technique with accessories, variants:
Certofix® Duo Paed S Central Venous Catheter Set for Seldinger technique
Certofix® Trio Paed S Central Venous Catheter Set for Seldinger technique

> ® ® ©c o° ® ®
o \ 4 f‘

| :

| o >
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Intended use
Central venous catheter set for Seldinger technique.

Scope and variants

IFU is applicable of the following variants of medical device: .
Double-/triple-lumen cava catheter set for catheterization ofthe superior vena cava using the Seldinger
technique. Opaque catheter made of polyurethane and guide wire with flexible J-tip. The connecting
cable for ECG recording via a guide probe for simultaneous monitoring of the catheter position.

Contents / a type and duration of contact of the medical device

1 Seldinger needle (A) (short-term contact with blood);

2. Guide wire with length markings and flexible J-tip (r=3mm) / straight tip (short-term contact with
blood), in dispenser (B) (short-term skin contact);

3. Scalpel (H) (short-term contact with soft tissues, blood);

4. Dilator (C) (short-term contact with blood);
5. Double-Ztriple-lumen, opaque catheter made of polyurethane with soft tip (see packaging for length)

(D) (prolonged contact with circulating blood, unless otherwise indicated):

- Catheter markings to verify position;
- Color-coded Luer Lock connections for each channel of catheter;

- Fixation wing at the catheter fork to secure the catheter (no contact);

www.bbraun.com
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- Attachable, adjustable fixation wing (E) to secure the catheter by suture at the insertion site
{(prolonged skin contact);

- Slide clamp for each channel of catheter (short-term skin contact);

6. Connecting cable for intra-atrial ECG recording (1) (herein referred to — «connecting ECG cable»)

(short-term skin contact);

7. Attachable clip (F) (no contact);

8. B.Braun/StatLock fastening (J) (prolonged skin contact);

9. Omnifix® syringe, 5 ml (G) (herein referred to — «syringe») (short-term contact with blood);

10. Safsite Safety Connector for each channel of catheter (herein referred to — «connector Safsite»)

(prolonged contact with circulating blood).

Materials used
ABS, Brass, EP, HD-PE, Ink, IR, LD-PE, Nitinol, PA, PA6 dyed, PC, PE, PE-HD, PP, PS, PUR,
PVC-white, SBS, SI, Silicone oil, Stainless steel.

Indications

Catherisation of the superior vena cava using the Seldinger technique for short-term (<30 days)
infusion and volume therapy or parenteral nutrition, for administration of highly osmolar or very vein
irritating solutions, for continuous or intermittent monitoring of the central venous pressure, for blood
sampling, or when peripheral venous puncture is not possible in state of shock, in patients with injured
extremities or no detectable peripheral veins.

Contraindications

Inflammation of the skin at the site of puncture; clotting disorders e.g. in therapy with anticoagulants;
anatomical anomalies, e.g. enlarged struma, tumours in the neck regions, very severe pulmonary
emphysema and postoperative changes at the site of puncture.

ECG lead: Do not record ECG lead during defibrillation, cardioversion or HF surgery.

Risks / Side effects

Haematoma/bleeding at the site of puncture, catheter infection and sepsis, pneumothorax,
haemothorax, infusion hydrothorax or chylothorax due to incorrect puncture and incorrect catheter
position, cardiac arrhythmias due to incorrect intracardiac placement of the catheter, atrial rupture,
endocarditis due to mechanical irritation, arterial or venous injuries due fp incorrect punctures,
catheter-induced thrombosis and thrombophleblt!s. damage to.perve structures (e. g damage to'the
brachial plexus, damage to the phrenic nerve), air embolism, catheter embolism, cardiac tamponade
vena cava lesions, mispositioning, CVC dislocation.

Warnings

- Re-use of single-use devices creates a potential risk of patient or user. It may lead to contamination
and/or impairment of functional capability. Contamination and/or limited functionality of the device
may lead to injury, illness or death of the patient.

- Do not subject the Certofix® catheter to pressures in excess the operating pressure of 1.2 bar or the
maximum pressure limit of 2 bar in case of emergency.

- Use strictly aseptic techniques.

- To avoid air embolism make puncture lege artis with the patient in head-down position.

- Use X-ray to check the position of the catheter tip. If in doubt about the position, inject contrast
medium or record intraatrial ECG lead.

When recording an ECG lead, please note:

www.bbraun.com

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



- Use only in rooms that are protected against electrostatic charge.

- Wear antistatic operating theatre shoes.

- Observe relevant safety regulations and national specifications and deviations.

- Use an ECG monitor with floating input (CF type) only.

- Earth the monitor for additional equipotential bonding.

- Ensure that all connections are securely fastened.

- Ensure that the guide has no contact to external conductive parts.

- Secure the catheter adequately.

- Daily strictly aseptic catheter care.

- Change contaminated or soaked dressings when required.

- Use different sites for blood sampling and administration of infusions or medication to reduce the
risk of infection.

- Rinse catheter thoroughly with physiological saline after transfusions or blood sampling.

- To prevent air embolisms, fasten the connection to the catheter securely and use only infusion sets
with Luer Locks.

- Do not withdraw guidewire against the needle bevel to reduce risk of damages or possible shear of guidewire.
If insertion is difficult, perform further actions in consideration of the given situation, with regards to the clinical
risks and benefits for patient.

- Alternatively, first remove the puncture needle and then insert the dilator in its place. This
considerably reduces the risk of damaging the guide wire by the dilator when the guide wire is pulled
back. If it is difficult to remove the guide wire from the catheter, remove both the guide wire and the
catheter.

- If the vein is known to be constricted, it can be of help to turn the guide wire in the needle or remove
the guide wire and insert the straight guide wire tip.

- Do not bring the PUR catheter into contact with acetone as acetone dissolves the material causing the
catheter to become porous and to leak.

- Cardiac arrhythmias may occur during an MR examination with an inserted catheter. There should
be no electrolyte solutions in the catheter during an MR examination.

Do not resterilise.
Use only if the packaging is intact.

Directions e

If an ECG lead is to be used to check the position of the catheter and sinus rhythm can be
recorded, first connect the patient to a CF type monitor with approval to record intra-atrial leads
(see below) (type: CF) using a Certodyn® Universal Adapter (herein referred to — «adapter
Certodyn®») or a switchable ECG patient cable.

1. When making a puncture, always wear sterile clothing with facemask, cap and gloves. After
thoroughly cleaning and disinfecting the skin, (use alcohol or iodine based cleaning agents, e.g.
Braunol® or Softasept® N), cover puncture site with a sterile fenestrated drape. Then verify the patency
of the lumens by attaching the syringe directly to the Safsite valve and filling the proximal channel of
the double-lumen catheter (or the medial and proximal channel of the triple-lumen catheter) with
physiological saline. The Safsite valve opens automatically.

2. Puncture the vein using the supplied Seldinger needle or valve needle (depending on the set used)
with the syringe attached for aspiration.
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3. Guide wire in dispenser. Remove the protective cap from the dispenser. Then fit the dispenser with

the guide wire on to the plastic capillary ofthe Certofix®, the Seldinger needle or the side of the valve

needle (depending on the set used). Use your thumb to advance the guide wire into the vein. Use the

length markings to check the insertion depth.

4. When the guide wire is in the desired position, remove the dispenser and the cannula, retaining the

position of the guide wire.

5. Dilate the puncture track. This is done by holding the extracorporeal section of the guide wire and

advancing the short dilator - rotating it slightly - over the extracorporeal part of the guide wire and

into the puncture site. Then remove the dilator from the puncture track, retaining the position of the

guide wire.

6. Advance catheter over the extracorporeal part of the guide wire up to the puncture site. Then hold

the end of the guide wire and advance the catheter up to the desired position, turning it slightly.

7. The intravasal catheter length can be read from the permanent length markings.

8. To verify the position of the catheter tip by ECG, position the tip of the catheter and the guide wire

at the same position, for catheters with lengths of 13 or 20 cm, the first wide marking on the guide

wire protrudes out of the catheter connection, for catheters with a length of 8 cm, the second wide

marking on the guide wire protrudes out of the catheter connection. Now secure the clamp ofthe ECG

connecting cable to the guide wire directly behind the catheter connection. Insert the connector of

connecting cable into the CERTODYN® UNIVERSAL ADAPTER and switch over to the heart

symbol (see separate instructions for connection of CERTODYN® UNIVERSAL ADAPTER). Then

advance the catheter with the guide wire towards the right atrium under ECG control. Ifthe ECG shows

a higher than normal P wave, it can be assumed that the catheter tip is in an intra- atrial position (intra-

atrial ECG lead). If the catheter with the guide wire is pulled back, the P wave returns to normal
transition point). The correct catheter position in the superior vena cava is reached when the

catheter and the guide wire are pulled back a further 2-3 cm. Then remove the guide wire.

[«TANUM ]

With a 8 cm catheter, the catheter tip usually does not reach the atrium. In this case advance the

guide wire under ECG control until a higher than normal P-wave appears. Thus, the correct direction

of the catheter is at least checked.

9. Secure the catheter to the skin using the integrated fixation wing. It can also be secured directly at

the puncture site with the moveable fixation wing. Clip can be used to secure the slit wing on the

catheter.

10. There are slide clamps on the extension lines. These are used to close the lumens when infusiSn.

or transfusions are changed. If Safsite is connected to the catheter, it is not necessary to close the

catheter with the clamps as Safsite automatically closes the infusion line if disconnected. However,

ensure that Safsite is securely connected to the catheter.

w B LW

Always use fixation wings to secure the catheter tubing as the catheter may otherwise be torn

apart and flushed into the vein.

w w T

Always keep unused channels of the catheter filled with saline solution. Fill the channel directly

after use with saline solution and replace solution frequently if necessary.

Lrm

When sampling blood through the proximal lumen, ensure that the other lumens are kept closed

to avoid incorrect laboratory results due to addition of infusion.
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In order to obtain a safe combination, it is recommended to use compatible infusion devices, for
example: syringes, infusion lines, stopcock manifolds, needle-free connectors and etc., having a Luer
or Luer Lock connection type (ISO 80369-7).

Conditions and duration of use

The Certofix catheter is intended for short-term use (<30 days).

Monitor CVC Condition (e.g. for catheter related bloodstream infection, paravasation,
thrombophlebitis) and remove CVC in accordance to hospital guidelines.

Promptly remove any intravascular catheter that is no longer essential.

The product should only be used by physicians that have been adequately trained in this technique in
patient facilities.

Technical characteristics of the medical device
The key characteristics of the main functional elements of the medical device are indicated on the

Kemb Catheter Introducer Needle ~ Guidewire Tissue Dilator
number . .

Effect. outer Outer Lumen Nominal outer Effective Max length, Max. Min. Effect
length, diameter, diameter diameterr flowrate by diameter, length,  outer cm outer Inner length,
cm mm (French)  (gauge) lumen mm mm diameter, diameter diameter, cm

DIP, (ml/min), mm mm mm

D/IMIP D/P, DIM/P

4166906 =38 =14 4 22/22 17/18 =08 =38 =0,46 «50 =17 =08 =46
4166922 =13 =14 4 22/22 8/8 =08 =38 =0,46 =50 «1,7 =08 =46
4166949 =20 ~14 4 22/22 i =08 =38 «0,46 =50 ~1,7 =08 =46
4167112 =8 =17 5 18/20 28/13 =08 =38 =0,46 =50 =2,0 =07 «5.4
4167139 =13 =17 5 1820 211 =08 =38 =0,46 «50 =20 =0,7 «5,4
4167155 =20 =17 5 1820 189 =08 =38 =0,46 =50 =20 =0,7 =54
4167228 =8 =17 5 20/22/22 30/14/14 =08 =38 =0,46 =50 =20 =0,7 =54
4167244 =13 =17 5 20/22/22 24/5/8 =08 =33 =0,46 =50 =20 =0,7 =54
4167260 =20 =17 5 20/22/22 17/45 =08 =33 =0,46 =50 =20 =0.7 =54

D- Distal, P - Proximal, M - Medial

Also, the name of the MI contains information about the key characteristics of the catheter, namely:

« Reference to Seldinger technique.

* Duo (two), Trio (three) indicate the number of catheter lumens”

« This is followed by a letter indicating the type of introducer needle: S— Seldinger introducer needle,
V — Y-Introducer needle.

« “PAED” in the name means that the set is for paediatric patients.

This is followed by three figures: the first one indicates the outer diameter of the catheter, the next two
— catheter length in centimeters.

International standards the medical device manufacturer applies
EN ISO 13485, 1ISO 14971, I1ISO 10555-1,180 10555-3,180 11070,180 9626, EN 1707 (1SO 80369-
7), DIN 42802, 1ISO 10993-1, 1SO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, 1SO 10993-7,

ISO 10993-10, ISO 10993-11, 1SO 10993-18, ISO 10993-18, 1ISO 11135, EN 556-1, I1SO 11607-1,
ENISO 15223-1, EN 1041-2008
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Operating conditions

Parameter Operating conditions
Temperature +15%Cto +30°C
Relative air humidity up to 90%

Storage and transportation conditions

rt Parameter Transport conditions Storage conditions
Temperature -20°C to-H5°C (2 days) +\5°C to +25°C
+15°C to +25®C (several (duration of shelf life)
weeks)

+25°C to +40°C
(duration of two weeks)
Relative air humidity up to 90% up to 90%

Symbols used in the marking

Symbol Explanation
Use-by date

GO Date of manufacture

«J Manufacturer
LOT Batch number
" Catalog number

Do not re-use

STERILEIEO  Sterilization by ethylene oxide

O oa Consult instructions for use

Caution
A

63 CE mark - the conformity mark of Directive 93/42/EEC and the identification ~
0123 number ofthe accredited certification body in the European Union

CE CE mark — mark of conformity to the requirements of Regulation (EU)
2017/745 on medical devices
@ «Keep away from sunlight»

«Keep dry»
«Upper limit of temperature»
Depending on the version of medical device additional characteristics and symbols may be printed

OlN The international code marking and record-keeping logistics units
PZN Central pharmaceutical number of Germany
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Do not use if the package is damaged

K Apyrogenic

MD| Medical device
i-/\

Country of origin
O Single sterile barrier system

o Single sterile barrier system with protective outer package

Disposal

Disposal of the medical device "Certofix® Central Venous Catheter Set for Seldtnger technique with
accessories" after use is carried out in accordance with the requirements for medical waste established
by SanPiN 2.1.3684-21 for class B and/or other applicable legal acts of the Russian Federation.
Unused medical device and unused packages should be disposed of on the according to the
requirements of SanPiN 2.1.3684-21 as the waste is class A and/or other applicable legal acts of the
Russian Federation.

If you have any questions regarding the disposal of a medical device, you should contact the
authorized organization (importer) in the Russian Federation.

Manufacturer / Manufactured at:
B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

Authorized organization (importer) in the Russian Federation
LLC «B.Braun Medical», 191040, Saint Petersburg, Pushkinskaya str. 10, tel/fax (812) 320-40-04.

Date of issue: 01.2023
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MHCTPYKLMA MO NPUMEHEHUIO

Habop pna KateTepusaumn UeHTpanbHbIX BeH Mo metogy CenbanHrepa «Lleptodukc%
(Certofix®) ¢ NpUHaNeXXHOCTAMM, BapUaHTbl UCNOSTHEHUS:
Habop Ans kateTepusauumn LeHTpasibHbIX BeH Mno MeTody CenbauHrepa «LepTodmke® [yo

Mep S» (Certofix® Duo Paed S)
Habop ana kateTepusauymu LeHTpaibHbIX BeH no MeTogy CenbamHrepa «LlepToukc® Tpuo

Mepn S» (Certofix® Trio Paed S)

9 {0 S =2
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Ha3HaueHue
Habop gna katetepmsaymm LeHTpanbHbIX BEH No meTogy CenbauHrepa.

O6nacTb LeiCTBMA 1 BapuaHTbl UCMONIHEHNS

3t1a VHCTPYKLH npumeHnmMa K cnegyrowmm BapnaHtam MU,

Habop ¢ fByXKaHanbHbIM UM TpEXKaHabHLIM KaTeTepoM A1 KaTeTepusauun BepxHeli Noovi BeHbl
no Mmetogy CenbanHrepa. PEHTTeHOKOHTPACTHBIN KaTeTep U3 NosvypeTaHa v NPOBOAHMUK C TMOKUM
KOHUYMKOM BktouyaeT kabenb coeauvHUTENbHbIA Ana K[ -anekTpoja BHYTPUNPeACepAHOro Ans
peructpaunn BHyTpunpeacepaHoin K[ uepe3 nNpPoOBOAHWMK AN CUHXPOHHOrO OMpefeneHus
NOoNOXXeHNa Kartetepa.

CoctaBs (BUA/MPofoMmKNTeNbHOCTL KOHTakTa no MTOCT 10993-1)

1. rna CenbauHrepa nHtpogbtocepHas (A )) (KpaTKOBPEMEHHbI KOHTAKT C KPOBbHO);

2. TIpOBOAHUK, C pPasMeTKOM [ANWHbI, TUOKMM J-KOHYMKOM (=3 MM) /NpsMbIM  KOHYMKOM
(KpaTKOBpeMeHHbI KOHTAKT C KPOBbIO), B AncneHcepe (B) (KpaTKOBPEMEHHbIV KOHTAKT C KOXeW);
3. Ckanbnenb (H) (KpaTKOBPEMEHHbIN KOHTAKT C MArKMMUW TKaHAMU, KPOBbHO);

4 Onnatatop (C) (KpaTKOBPEMEHHbIN KOHTaKT C KPOBbHO),

3' KareTep ABYXKaHanbHbIi WAM TpexKaHaslbHblil, PEHTreHOKOHTPACTHbIA, W3 MOMMypeTaHa, C
MAFKUM KOHYMKOM (ANMHY CM. Ha ynakoBke) (D) (4NUTenbHbIA KOHTaKTe LUPKYMPYHOLLeli KPOBbHO,
eC/IN He YKa3aHOo MHOe):
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Pa3MeTKa /IMHbI AN KOHTPONA MOMIOXEHNA KaTeTepa;
KoHHekTOp J1103p J10K C LiBETOBOI MapKMPOBKOM KaX4oro KaHana Katetepa;

- dukcatop HECbEMHbIA B MecTe COeAMHEHNA KaHa/l0oB KaTeTepa And ero 3aKpennaeHunsa (He

KOHTaKTUpPYyeT);
OcHoBa (ukcaTopa cbémHoro (E), perynupyemas, Ans 3akpensieHUs KateTepa y MecTa BBEAEHMWS C
MOMOLLbIO NUratypbl (4NUTENbHbBIA KOHTAKT C KOXei);

3aXNM CABMXXHOW ANA KaXXA0ro KaHana katetepa (KpaTKOBPEMEHHbI KOHTaKT C KOXENR).

6. Kabenb coeamHutenbHblli ana 3KI-anektpopa BHyTpunpefcepaHoro (1) (panee no TekcTy -
«QKTI-Kabenb coeanHUTENbHBIN») (KPaTKOBPEMEHHbIN KOHTAKT C KOXeW);

7. Knunca gukcaropa cbéMHoro (F) (He KOHTaKTupyeT); A

8 dukcaTop KaTeTepa agre3vBHbIin «Ctatnok» (Statlock) (J) (4MTeNbHBIA KOHTAKT C KOXENR);

9. Wnpuy OMHugpuke (Omnifix®) 5 mn (G) (manee No TeKCTY - «LWNPUL») (KPaTKOBPEMEHHbIN
KOHTaKT C KpOBblO);

10 KoHHekTOp 6€3bIr0/bHbIi «Cadcaiit» (Safsite) Ana Kaxaoro kaHana Karetepa (,qanee Mo TEKCTY
-«KOHHeKTop «Cafcaint») (4nMTeNbHbIA KOHTaKT C LMPKYNUPYIOLLEN KPOBLIO).

Mcnonb3yembie matepunansl n nrm.n
ABC naTyHb, anokcugHas cmona, M3BI, yepHMna, U30MPeHOBLIN Kayuyk, M3HM, HATWHON, I/IA
MAG’ okpaweHHbii, MK, M3, M3BM, MM, NC, Ny, NBX-6enbiii, CEC, CUANKOH, CUINKOHOBOE

Mac/o, HepXXaBewlad CTalb.

MokasaHUs K NPUMEeHEHUIO

KaTeTepusaLys BepxHeil Nonoit BeHbl No MeTogy CenbAnHrepa ans HenpogomkuTenbHoi (_30 AHei)
MHKY3MOHHON 1 nnasmMo3amellatolleid  Tepanuu, NapeHTepasibHOro  NWUTaHWs,  BBEAEHWS
BbICOKOOCMOISIPHBIX WM Pa3fpaxkarolx BeHbl PacTBOPOB, MOCTOSHHOTO WK MEPUOANYECKOrO
MOHUTOPUHIa LEHTPaNbHOrO BEHO3HOTO [aBNEHUs, B3ATUS NPO6 KPOBM, €CAM  MYHKLM
nepudepuyecknx BeH HEBO3MOXHaA, MPK LUOKE, TpaBMax KOHEYHOCTEe W ecnu nepudgepuueckune
BEHbl HE OnpeaenarTCA.

NMpoTmMBONOKa3aHuA

BocnaseHne KOXW B 30HEe MNYHKUWW; HapyleHWUs CBepPTbIBaHWUS KPOBM, Hanp., MpW JeYeHUw

aHTUKoarynaHtamm,; aHatToMn4yeckmne aHomanumun, Hanp., yBeﬂI/ILIeHHbIVI 306, onyxonwn wewn, TaXxenasa
aMpm3emMa Nerknx n pyouosble U3MEHEHUA B 30HEe MYHKLUUN.
3anucbk 3KI: He npoBoAnTb Npu gemnopunnsaymmn, Kapanosepcum nnnm BY-xupypruw.

Mo6oYHble AeCTBUSA/PUCKN NPUMEHEHMS
FemaToma/KpOBOTequme B MeCTe nyHKUuun,

KaTeTepHas WHGeKuMs u cencuc, MHEBMOTOpakc,
remoTopakc, WHMY3UOHHbIN

rMApoTOpakc M XWI0TOPaKC MPWU HapyWweHUU npaBua MNYHKLUU W
YCTAHOBKMW KaTeTepa, CepfAeyHble apuTMUM MpU oWNGOYHOM BBEEHUWN KaTeTepa B MOMOCTb CepAaLa,
paspbiB MNpefcepans, 3HAOKAPAUT MNPU MeXaHWYECKOM pasgpakeHum,
apTepun npu HapylweHWyW NpaBUN NYHKUWW, BbI3BaHHbIA KaTeTepom TpomMG03 M Tpom6oghne6buT,
MOBpPeX/JEeHWe HEPBHbLIX CTPYKTYp (Hamnp., NOBPeXJeHWe NNeYeBOro cniaeTeHns u guadparmManbHoro
HepBa), BO3AYyllHas aM60Nnsa, KaTeTepHas aM60nuMsA, TaMMNoHaja CepALla, NOBPeXAeHUs NoMoi BeHbl
HenpaBUNbHOE NonoxeHue, cMeweHne LIBK.

noBpeXxaeHwne BEHbI WU

MpegynpexaeHns N
- [oBTOpHOE MCNONb30BaHWe OAHOPA30BbIX W3V CO3A4aeT BO3MOXHbLIA PUCK AN nauueHTa u
nepcoHasa. 3TO MOXET TMPUBECTU K 33pPaXEeHW0 W/MAM  HapylweHuio  PYHKUMOHaNbHbIX
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BO3MOXKHOCTEl. 3apaXXeHue W/Man orpaHuyveHne (QYHKUUM U3AENNS MOXKET MPUBECTUM K TpaBme,
60/1€3HN NN CMEPTU NaLMeHTa.

- He nopggepraiite KateTep BO3AEVCTBUIO AaBfeHMs Bbile paboyero ypoBHS 12 6ap, npegensHoe
AaBneHve 2 6ap 4ONYCTMMO TOMbKO B 3KCTPEHHOW CUTyaLuN.

- CTporo cobntofainTte MeTobl aCENTUKN.

- Bo m3bexaHue BO3AYLUHOW 3MOOMMKM BbINOMHAWTE MYHKUWIO MO BCEM MpaBWiamM B MOMOXEHWUN
60/IbHOr0 NeXXa ron0BOWN BHUS.

- Vicnonb3yiiTe peHTreH AN KOHTPONS MO3UUMKM KOHYMKA KaTeTepa. [py COMHEHUM B MO3uLuw,
BBEMTE KOHTPaCTHOe BELLECTBO WM BbIMOJIHWUTE 3anNnchb BHyTpUnpeacepaHoro OKI oteeaeHums.
Mpw 3anucy KT cobntogalitTe cnegytowme npasuna;

- Micnonb3yitTe TONbKO B NOMELLEHMAX C 3/IEKTPOCTATUUECKOW 3aLUTOA.

- HocnTe aHTMCTaTUYeCKy0 XMpPYpPruyeckyto obyBb.

- CobntogainTe NpMMeEHUMbIE MpaBuna 6e30MacHOCTU, FOCYAapCTBEHHbIE TEXHMUYECKME YCNOBUS U
0COOEHHOCTW.

- Ncnonb3yiite T01bK0 IKIM-MOHUTOP € He3a3emeHHbIM BXogoMm (Tun CF).

- 3a3eMN1Te MOHUTOP A8 AONOJIHUTENbHOTO YPaBHUBAHMSA NOTEHLMASO0B.

- Y6eanTech B HafleXXHOCTU BCEX COEAVNHEHMNIA.

- Y6eanTtecb B OTCYTCTBMM KOHTaKTa NPOBOAHMKA C BHELUHVMM TOKONPOBOAALLMMUN YaCTAMU.

- HagexHo dmkcmpyliiTe KaTeTep.

- ExkeIHEBHO BbINO/HSANTE aCENTUYECKMNIA YXO[ 3a KATETEPOM.

- BoBpemsi MeHsTe 3arpsisHEHHbIE UM MPOMOKLLME MOBSA3KMN.

- cnonb3yliTe pa3Hble AOCTYNbI A5 B3ATUSA KPOBM 1 BBEAEHWS PACTBOPOB M NIEKAPCTBEHHbIX CPEACTB
LNA CHKEHNA pUCKa MHPeKLUN. A

- Mocne nepenvBaHns KPOBM UK B3ATUA NPO6 KPOBM TLATE/IbHO MPOMONTe KaTeTep (h1M3pacTBOPOM.
- Bo un3bexaHue BO3AYLIHOW 3MO0NMM 3aTAHUTE COEAMHEHWS KaTeTepa W BblGUpainTe TOJMbKO
NHY3NOHHbIe cucTeMbl JTro3p JIoK.

- He un3Bnekalite NpoBOAHWUK Yepe3 Wray, YTOObl CHU3UTb PUCK MOBPEAWUTb W cpe3aTb ero. bcam
NPoABUMXEHNE 3aTPyAHEHO, BbIMOMHANTE AanbHelne AeNCTBUS C YYETOM TeKyLel CcuUTyauum,
BO3MOXHbIX K/TMHUYECKUX PUCKOB U B UHTEpecax nalueHTa.

- BMecTo 3Toro, cHavana yganute Urny MHTPOALHOCEPHYIO, 3aTEM BBeAMTE BMECTO Hee Aunarartop.
PUCK MOBPEXAeHNS MPOBOAHMKA MPU ero M3BMEYEHUN 4Yepe3 AunataTop 3HauYMTeNbHO Huxe. Ecnum
13BMeYeHNe NPOBOAHMKA U3 KaTeTepa 3aTPyAHEHO, yaaninTe NPOBOAHMK BMECTe C KaTeTepoM.

- Ecnn 13BeCTHO 0 CY>XEHMKU BeHbl, MOXKHO MOMpo6oBaTh BpawaTe NPOBOAHMK B UIe UN U3BNEYb
NPOBOAHWMK, NEPeBEPHYTL €ro 1 BBECTU MPAMbIM KOHYMKOM B UTNY.

- N36eraitTe KOHTaKTa KaTeTepa U3 NoanypeTaHa ¢ aLeToOHOM: VLeTOH pacTBOpsieT maTepuar, KaTetep
MOXKeT CTaTb MOPUCTbIM U NPOTeKaTb.

- MNpn MPT unccnefoBaHUM C YCTaHOBMEHHbLIM KaTETEPOM BO3MOXKHbI cepaeyuHble aputmun. Mpu MPI
nuccnefoBaHUM B KaTeTepe He AO/MKHO ObITb 3/1eKTPO/IMTHOrO pacTBopa.

He noaneXxut noBTOPHOI CTepunmsauun.

He ncnonb3oBaTh Mpy MOBPEXAEHUN YNAKOBKM.

Cnocob npumeHeHNs

Mpu Bbl6ope OKI™ ANa KOHTPONSA Mo3nLMM KaTeTepa U Ha/lM4yMmn CUHYCOBOr0 pUTMa, CHavana
NoAK/IYNTE NaumeHTa K MoHUTOpY Tvna CF, NpUrogHoro Ans 3annucu BHYTPUMNPeLCepLHOro
oTBeaeHnsa (cm. Hmxke) (Tun: CF) ucnonb3ys agantep yHMBepcanbHbl Ans K[ -KOHTpons
KaTteTepmsaumMm UeHTpasibHbIX BeH «LlepToguH» (Certodyn® Universal Adapter) (ganee no
TeKCcTy —aganTep «LepToguH») unn nepekntoyaemblii KN kabenb naymeHTa.
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1 BbINOMHANTE MNYHKUUIO B CTEPU/IbHOW OfAeXAe, Macke, LIano4vyke W rnepyatkax. TuwjatenbHO
obpaboTalite KOXy (MCNONb3YWTE CIMPTOBbIE MU NOAHbIE YNCTALWME CPeACTBa, Hanp. bpayHon wuam
Copracent H) M HakpoiTe 30HY MNYHKUWW CTEPUIbHON MpOCTbIHEN C oTBepcTMeM. [lpoBepbTe
NPOXOAMMOCTb KaHanoB, COEAUHMB LIMNPUL, C KOHHEKTOPOM «CadcainT» v 3an0NHMB MPOKCUMaTbHbIN
KaHan [BYXKaHa/IbHOro uam (MefuanbHbI 1 NPOKCMManbHbIA KaHanbl TpexkaHalibHOro) kartetepa
(hm3pacTBopoM. KnanaH KoHHeKTopa «CadcaiiT» 0TKpbIBaeTCA aBTOMAaTUYECKMU.

2. TlyHKTUpYiTe BeHY MNPUIOXKEeHHOW wurnoin CenbanHrepa WHTpPoAblOCcepHONn wnn Y-Urnoii
WHTPOAbLKOCEPHON (3aBUCUT OT Habopa), COeAMHEHHON CO WINPULEM 418 acimpalmn.

3. MpoBofgHUK B AucneHcepe. CHUMUTE KONMA4voK 3alMTHBIA AucneHcepa. BcTaBbTe gucneHcep ¢
NPOBOAHWKOM B urny CefbauHrepa WHTPOALIOCEPHYHD WM B 6OKOBOW  NOpT  Y-UI/ibl
WHTPOAbIOCEPHON (3aBMCUT OT Habopa). Bonblumm nanbuem fBuraliTe NPOBOAHWMK B BeHy. [
KOHTPO/A TNY6VHbI BBEAEHMS UCNOMb3YATE PasMeTKY A/INHbI.

4. Tocne yCcTaHOBKM NPOBOAHMKA B 33faHHOE MOJI0XeHWe yaanute AUCMEeHCep W WUy, He MeHss
MOMOXeHVe NPOBOAHNKA.

5. PaclumpbTe NYHKUMOHHBIA XOA4. 15 3TOro, yAepXXunsas Hapy>HYH0 4YacTb NMPOBOAHWKA, ABUraiiTe
KOPOTKWIA Annatatop, cferka spatias ero, no Hapy>xHom 4acTv NPOBOAHMKA B MECTO NYHKUMK. 3aTeM
yaanuTe gmnataTop U3 NyHKUMOHHOMO X0A4a, He MeHSs MO0XKEeHWe NPOBOSHUKA.

6. [lB/raiTe kateTep No Hapy>XHON YacTU MPOBOAHMKA K MECTY MYHKLMWU. 3aTeMm, YAepXXusas KOHeL,
MPOBOLHMKA, BBEANUTE KATETEP HA HEOOXOAMMYIO LJ/IVHY, C/IEerka BKpyyuBsas ero.

7. ANnHY BHYTPUCOCYANCTOIN YacTh KaTeTepa MOXHO OMpeaenuTb Mo HeCTUpPaeMoli pa3meTKe.

8. [inga onpejenieHns NoMoXKeHMs KOHYMKa KaTeTepa ¢ nomoLlblo SKI COBMECTUTE KOHUMKW KaTeTepa
N NPOBOAHMKA, MPX WUCMOMb30BAHUN KaTeTepoB AnuHoi 13 cm n 20 cM, M3 NaBU/bOHA KaTeTepa
[O/MKHA NOABUTLCA MepBas LWMPOKAs MeTKa Ha MPOBOALHWKE, a MpU WCMO/b30BaHUN KaTeTepoB
ANVHOM 8 CM, U3 MaBu/bOHa [O/HKHA MOABMTLCA BTOpas LIMPOKAs MeTKa Ha MPOBOAHMKe.
3akpenuTte 3akum OKI-kabens coefMHUTENbHOTO Ha MPOBOLHWKE Y €ro BbIXoJa W3 KaTeTepa.
BcraBbTe KOHHekTOp 3KI-Kabend coefMHUTENBHOrO B pasbeM afantepa «LliepToavH» U CABWUHbTE
nepekntoyatenb K CUMBOMY cepfua (CM. OTAENbHYK WHCTPYKLMIO NO MPUMEHEHUIO ajanTepa
«LlepToamnH»). 3aTem NpoABuUrainTe Katetep ¢ NPOBOLHUKOM K NpaBoMY MpeLCcepAuto Nog KOHTPOEM
OKI'. Mogvem 3ybua P Ha OKI Bbille HOPMbl YKa3blBaeT Ha TO, YTO KOHYMK KaTeTepa [OCTur
npeacepans (BHytTpunpeacepgHoe SKI oTBefeHme). Ecnv kateTep ¢ NPOBOLHUKOM OTTSAHYTb Hasaf,
TO 3y6el, P Hopmanusyetca (—#Touka nepexoga). [ns LOCTVXXEHUS NPaBWUIbHOIO PacrosoXeHUs
KaTeTepa B BEPXHel NOJON BeHe MOATAHUTE KaTeTep C MPOBOAHMKOM elle Ha 2-3 CM. 3aTeM yganuTe
NMPOBOLHUK.

|

II"IpM ANnHe 8 CM KOHUYMK KaTeTepa 00bIYHO He JoCTUraeT npeacepauns. B atom cnydae gsuraiite
NPOBOAHUK Brepes nog KoHTposem OKI fo nogbema 3ybua P. OT0 nogTBEpAUT NpaBu/bHOE
HanpaBneHue BBELEHWA KaTeTepa.

9. 3akpenuTe KaTeTep Ha KOXe C NOMOLLbH (hMKcaTopa HecbeMHOro. Katetep TakXe MOXHO
3aKpenuTb Yy MecTa MyHKLMU C NOMOLLbI (mKcaTopa CbEMHOro. s ero KpenieHus Ha kaTteTepe
MCNONb3yiTe Npuaaraemyto Kamncy.

10. Ha nnHWAX YANUHUTENbHBIX MMEIOTCS 3aXUMbl. VIX UCNOMb3YIOT ANA MEPeKpbITUA KaHanos npu
CMeHe WHGy3uM wnanu TpaHcgysun. Ecnn K KateTepy NOACOeAUHEH KOHHeKTop «CadcairT», TO
MepeKkpbiBaTb KaTeTep He HYXXHO, TaK Kak Mnpyv OTCOeAMHEHUWN WHMDY3UOHHON SIMHUWN KOHHEKTOP
«CadcaiiT» 3aKpoeTcs aBTOMaTMUeCKN. YbeanTech B HaleXXKHOM COeAMHEHNN KOHHEKTOpa «CadcainT»
C KaTeTepom.

(MIUMNL11NE:

[ns KpenneHua kaTeTepa Bcerga MCNoONb3yiTe npunaraemblii oukcaTop, MHaye BO3MOXEH
OTpbIB KaTeTepa v ero nonagaHue B BeHy.

www.bbraun.com
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1M11lumllBla

Heucnonb3yemble KaHasbl KaTeTepa crefyeT MpPoMbITb (hM3pacTBOpoM. [pomMoiiTe KaHar
(h1M3pacTBOPOM Cpasy MOoC/e UCMO/b30BaHMS, MOBTOPSIATE MPOMbIBKY NMpPY HEOGXOAUMOCTH.

BHUMAHWE:
Mpy B3STUM KPOBM M3 MPOKCMMaNbHOFO KaHana Apyrve KaHanbl ChefyeT MepeKkpbiTb BO
n36exxaHne OLUINOKM B aHa/IM3ax 13-3a nonagaHus B Npoby KpPoBM MHy3aTa.

C uenblo nonyyeHnWs 6e30MacHO KOMOGWMHAUMWM PEKOMEHAYeTCH WC-MOMb30BaTb COBMECTUMbIE
MH(Y3NOHHbIE  YCTPOICTBA,  HampumMep:  WMPUUbI,  UH(Y3MOHHbIE  MarucTpanm,
MHOrOX0/0Bbl€, 6e3bIr0/IbHble KOHHEKTOPbI U ApP,, UMetoLLMe TN eoeauHeHus JToap nam JToap Jlok
(1SO 80369-7),

YCcnoBusa 1 NPOA0/IXUTE/IbHOCTb MPUMEHEHUSA

KaTeTep npefHasHayeH 419 KPaTKOBPEMEHHOMO MCNOb30BaHMA (<30 gHen).

Cnegute 3a coctosHuem LIBK (Hanp., npusHaky KaTeTep-acCoLUMPOBaHHOM MHMEKLNN KPOBOTOKA,
napasasaumm, TpoméohnedéuTa) n yganmute LLIBK cornacHo 60/1bHAYHOMY NPOTOKONY.

60 Hencnonb3yemblil BHYTPUCOCYAUCTLIV KaTeTep creayeT HeMeANeHHO YaanuTb.

[aHHaa npofyKuus npefHasHayeHa 418 WUCMOMb30BaHWA TOMLKO Bpayamu, Hafgnexawym o6p”o
00yYeHHbIMW COOTBETCTBYIOLLEN METOAMNKE B YCNOBUSAX eHYeBHO-NPONNAKTUUECKNX YUpexX e

TexHn4yeckue XapaKTepUCTUKn MeanLMHCKOro naaenmna

HA MankunoBke MHAMBUAYANbHON YyNAaKOBKMU, @ UMEHH O =-mmmmmmmmmmmemmeeeeee

4166906
4166922

4166949

KareTe Wrna Cenbauurepa  MPOBOAHMK [nnatato p
Kar. ¥ P VHTPOZbOCEpHas W T
Spepexr! HapyHbiii HapyxHbI? <anmBpo-  HommH. Hapyweblii SppeTn - ViakeHm. [nvHa I:i/la?)KCMMQuZ \ Herlpe ! ,qvma'T égrg -
BHan  [Mavetp  Aviametp  BOUHbIA CKOpOCTb  [JviameTp  BHad HapyXHbIA  (MM) Mawmer ,qmameTp' s
[/MHa  KaTeTepa  kaTeTepa  rasvep noToka o 'Mm) OvHa  fvaMeTp ?MM) P A
KareTepa (MM) (Ppeny)  KaHanma KaHa/iam (M) (V)
(cm) Katetepa  (M/MUH),
(FeiAmK) D/P, DIM/P
D/P; DIM/P . s
=8 «1,4 4 22122 17/18 =0.8 «38 =0,46 =50 =1.
«13 «1,4 4 22122 8/8 «0,8 «38 «0,46 «50 =17
= = = =17
=20 «1,4 4 22/22 717 =0,8 =38 =0,46 50
=8 ~1.7 5 18/20 28/13 «0,8 =38 «0,46 =50 =2,0

4167112

4167139

4167155

4167228

4167244

4167260

=13 =17
=20 =17

=8 =1,7
=13 =17

=20 =17

5

5

18/20
18/20
20/22/22
20/22/22

20/22/22

22/11 =0,8
18/9 =08
30/14/14 =0,8
24/5/8 =0,8

17/4/5 «0,8

D -aucTanbHbIli, P - npokcumanbHblid; M —veananbHbll

«38

=38

«38

=0,46
=0,46
=0,46
=0,46

«0,46

=50

=50

«50

«2,0
~2,0
«2.0
«2,0

«2,0

~5,4

Takxe B HauMeHOBaHUM MW cogepXXMTCs UH(OPMaLIMS O K/HOUYEeBbIX XapaKTepucTMKax KateTepa, a
MMEHHO:

YKa3aHue Ha «MeToj Katetepu3aunn no CenbanHrepy».

[yo (aBa), Tpro (Tpu) yKasblBatOT Ha KOMIMYECTBO KaHa/I0B KaTeTepa.

[anee cnepyet 6yKBa, yKasblBatoLas Ha TUMN UMbl MHTPOAbIOCEPHON: S - Mrna CenbauHrepa
NMHTpobtocepHas, V —aT0 Y-Urna uHTpogstocepHas.

O603HaueHne «<PAEO» B HaMeHOBaHWM YKa3blBaeT Ha NnefnaTpuyeckuii Habop
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Oanee cnefytoT Tpy LMdpbl: NepBas YKasbiBaeT Ha HapY>XXHbIA AuaMeTp KaTeTepa BO ®peHuax, [Be
cnefytolme Ha AINHY KaTeTepa B CAHTUMETpax.

MepeyeHb NPUMEHSEMbIX MPOU3BOANTENEM CTaHAAPTOB

ENISO 13485, ISO 14971,180 10555-1,180 10555-3, ISO 11070, 1SO 9626, EN 1707 (ISO 80369-
7), DIN 42802, ISO 10993-1, ISO 10993-3, ISO 10993-4, 1SO 10993-5, ISO 10993-6, ISO 10993-7,
ISO 10993-10, ISO 10993-11, ISO 10993-18, ISO 10993-18, ISO 11135, EN 556-1, ISO 11607-1,
EN ISO 15223-1, EN 1041-2008

Ycnosus akcnnyatauum
lMokasaTenb

TemnepaTypa

OTHOCKTeNIbHasA BNaXKHOCTb BO3AyXxa

YcnoBua akcnnyartaymm
+15°C go +30°C
n0 90%

YNOoKNUA TNAHCNONTUNOBKN N XMaHeHUs

MokasaTenb zpC;HocBnMc?meposkm Ycnosua xpaHeHus
Temnepatypa oT -20°C g0+15°C (2 gHa)  OT +15°C po +25°C
0T+15°C g0 +25*"0 (B TeyeHne CpoKa
(HeckonbKo Hefienb) rofiHOCTK)
oT +25"°C o +40°C
(B TeueHue ABYX Heaenb)
OTHOCUTeNbHAA BNaXHOCTb Bo3gyxa A0 90% A0 90%

Cumson Pacwungposka
2 Mcnonb3oBaTh Ao
[ata n3rotosneHuns
mJ M3rotoBuTenb
or! Howmep cepum
Homep no karanory
3anpeT Ha NMOBTOPHOE NPUMeHEeHNe
STERILEIEO  CTepunusaums OKCUA0M 3TUNEHA
T O6patnTech K MHCTPYKLUUW MO NMPUMEHEHUIO
j'l OCTOPOXKHO!
CE mapka - 3Hak cooTBeTCTBUSI TpeboBaHUAM AupekTnebl 93/42/EEC n
CE o123 NAEHTUPUKALNOHHbIA HOMEP aKKpeAUTOBaHHOIO opraHa no cepTudmkauum
EBponeiickoro corosa
CE CE mapka - 3HakK cooTBeTcTBUA TpeboBaHnAM PernameHta (EC) 2017/745 o
MeAUUMHCKUX N3aenmsax
o : He fonyckatb BO34eNCTBUA CO/IHEYHOrO CBeTa
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bepeub oT Bnaru

I BepxHss rpaHuLa TeMnepaTypHOro pexuma

B 3aBUCNUMOCTH oT BapnaHTa ncnosHeHunsa MegnLUMNHCKOTOo n3penma Ha
STI/IKeTKE/CTV]KepE‘/yI'IaKOBKE/VIHCprKLWIVI no MNPUMEHEHNIO MOTYT OblTb HaHECEHbI AO0NO/IHUTENbHbIE
XapaKTePUCTUKN N CUMBOJIbI, TaKNE KaK:

GIN MeXAyHapoaHblii Kof MapKUPOBKM M yUYETa NTOFUCTUYECKUX eAMHUL,

PZN LleHTpanbHbIin hapmaleBTUYeCKUiA Homep FepmaHmm

I He vcnonb3oBaTb npu NoBpeXXaeHNN ynakoBKAU

)‘K AnuporeHHo

[mpl MeanumHCKoe nsgenve

CrtpaHa npoussoacTea

O OpviHapHas cTepunbHas 6apbepHas cucteMa

O OpvHapHas cTepunbHas 6apbepHas cucTeMa C 3allUTHON HapyXKHOI YNaKoBKO

YTtununsaumsa

YTnnusaums MeguuuHcKoro usgenus «Habop gns kateTepusaumu LEeHTPanbHbIX BeH MO0 MeTody
CenbgnHrepa «Lleptodmkc®»  (Certofix®) ¢ nNpuHaLNeXHOCTAMU»  MOCAe  UCMO/b30BaHUSA
OCYLLECTBNAGTCA B COOTBETCTBUM C TpebOBaHWAMU K O6palLeHV0 C MeAULMHCKUMWU OTXOZamu, C
MeAVLMHCKMMMN 0TX04aMu, ycTaHOBMeHHbIMU CaHluH 2.1.3684-21 no knaccy b w/mnm mHeIMK
AeVCTBYIOLLMMI HOPMATMBHO-NPaBOBLIMY akTamu Poccuitickoin degepaumn.

Hencnonb3oBaHHOE MeAUUMHCKOE W3[eNne, Heucnosb30BaHHble YNaKoBKW, [OMXKHbI  ObITb
YTUAIU3NPOBaHbI B COOTBETCTBUM C  MOPSAKOM  YTUAM3aLMM  TBEPAbIX ObITOBbIX OTXOA0B,
YCTaHOBNEHHbIM 3aKoHOA4aTeNbCTBOM Poccuiickoii defepauyumn no knaccy A CanlMuH 2.1.3684-21
WM NHBIMK LeACTBYOLMMMN HOPMATUBHO-NPaBOBLIMU akTaMn Poccuiickoin depepaunn.

Mpy BO3HWKHOBEHWM BOMPOCOB, KacaloWMXca YTUAU3aUUM MeAULWHCKOTO u3fenus, cnepyet
obpalaTbcs K ynonHOMOYEHHONM opraHusaumm (umnopTtep) B PO.

MpounseognTenb/MponsBeLeHO
b. bpayH Menb3yHreH Al, Kapn-bpayH-LUTtp. |, 34212 Menb3yHreH. epmaHua. B. Braun
Melsungen AG, Carl-Braun-Str. 1,34212 Melsungen, Germany.

YNoNHOMOYeHHas opraHmsaumns (mmnoptep) B PO

00O «b.bpayH Megukan», 191040, r. CaHkT-IMeTepbypr, yn. MywknHckas, 4. 10, Ten./dakc: (812)
320-40-04.

[JaTa Bbinycka nHgopmauymn: 01.2023
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Nr. 367/2023 des Urkundenverzeichnisses

Di<- vorstehenden, dem

Firmendruck ,B. Braun
belgefugten. vor nmir

Melsungen AG
vollzogenen Namensunterschriften

1. der Frau Vera Pekarek,

2. der Frau Sandra Staufenberg,
beide geschaftsansassig Carl-Braun-Strafie 1,
D-34212 Melsungen,

un-i mir von Petscn bekannt, beglaubige ich hiermit.

Der Motar tragte nach
uctL 5

§ 3 Abs. 1 Nr.
vernei nt

einew Vorhefassung im Sinne von

BeurkG. Sie wurde wen den EYSchiéfénen

Melsungen, 07. Marz 20z3
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B BRAUN

MepeBOA C aHMMIACKOTO 1 HEMELLKOTO S3bIKOB
«b. BpayH Menb3yHreH Al
(B. Braun Melsungen AG)
MopgpasgeneHne «Xocnutas Kaa»
(Division Hospital Care)

34209 Menb3yHreH

KoHTakTHOe n1uo: Bepa lNekapek (Vera Pekarek)
B: Ten.: +4915117667398
PEOEPAJIBHYHO CNYXXBY MO dakc:
HAA3OPY B COEPE 3n. nouTa: vera.pekarek@bbraun.com
30PABOOXPAHEHWNA Be6-caifT: http://www.bbraun.com
(POC30PABHAL3OP) Jata: 07 mapra 2023 roga
Be6-caifT: http://www.bbraun.com

JeknapaunoHHoe NNCbMO K MHCTPYKLUWUKU N0 MPUMEHEHUIO

YBaxaemble rocrnojal
HacToAwmm NnMcbLMOM Mbl,

«b. bpayH Menb3yHreH Al »

(B. Braun Melsungen AG)

Kapn-BpayH-LTpacce 1

34212 Menb3yHreH,

MepmaHusa (Carl-Braun-Str. 1, 34212 Melsungen Germany)

B cooTBeTcTBUM ¢ [OdupekTtuBoit EBponelickoro CoBeta EC 93/42/EEC B KadyecTBe
OTBETCTBEHHOI0/3aKOHHOT0 NMPOW3BOAUTENS MEAULMHCKOTO N3Lenuns

Habop pnna KaTeTepu3auuMm LUeHTpasbHbIX BeH nNo Metogy CenbaunHrepa
«UepTodmnkc®» (Certofix®) ¢ npnHagneXxHocTaAMu
Habop pansa kKaTeTepusauum LeHTpasibHbIX BeH no Metogay CenbanHrepa
«LlepTohnkc®» (Certofix®) ¢ npnHaaIeXXHOCTAMU

3adBnsgeM O TOM, YTO Hamu OblIN NPUHATHI BO BHUMaHWe 3aMeyvyaHunsi, NpUBeAEHHbIE B NMUCbME
Ne 10-145/23, KoTopoe 6bII0 HanpaBneHo PocsgpaBHag3opom 09 saHeapa 2023 roga. Mol
corfnacHol C 3amMeyaHMaMW, YyKasaHHbIMKW Poc3gpaBHaj3opom, W Hanpaefisem BaM Ha
paccMOTPEHME CNeayOLLNiA OGHOBNEHHbI JOKYMEHT:

Bepcua MHCTPYKUMM MO NMPUMEHEHWI0, MpefHa3HayeHHas ANd WCMNOoJMb30BaHMUA Ha TeppUTOpUN
P® ot auBaps 2023 roga (Ha aHrIMACKOM M PYCCKOM fA3blKax), 418 MeAULMHCKOro un3genvs
Habop gns katetepmsaumu LeHTpasbHbIX BeH no Metofdy CenbguHrepa «LlepTomkce®»
(Certofix®) ¢ NpUHaLEXHOCTAMMN, BApUaHTbl UCNOSTHEHUS:

[Mpencenaress VACnonHMTENbHbBIM COBET, Qawic KoMMaHW1: Merb3yHreH %pec
MggﬁronaTeanoro CcoBeTa: Mapkyc LLipotveHH Cyn pervicTpaLim; MECTHLIA cyst K érip:uyHl\l\//ﬁlereEér »
L-p AHHeTT Bernep [Perioepater) m n Melsurgen AG)
B.Jow, [-p LLiredeH bpayH-LLipacce 1
Pynnepr (3avecTumeib WeHa WEEE-Per. Ne DE 42690900 METE3yHreH
ootae‘reST epvaHnA
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BIBRAUN

CTpaHunua 2 Kk nucemy ot 07 mapTa 2023 roga

Habop ana kaTeTepusauumn LUeHTpanbHbiX BeH No metoay CenbauHrepa neguaTpuyeckui
«LepTotmke® Ayo Mepg S 408» (Certofix® Duo Paed S 408) 10 Hab./yn. ¢ UHCTPYKLUMei
no npuMmeHeHuto (1 wr.) kat. Ne 4166906;
Habop gns kaTeTepusauumn LeHTpanbHbIX BeH N0 MeTody CenbfuHrepa negmatpuyeckui
«LlepTodmke® Ayo Mep S 413» (Certofix® Duo Paed S 413) 10 Ha6./yn. ¢ MHCTPYKLMei
no npumeHeHunto (1 wT.) Kat. Ne 4166922;
Habop gns kateTepusaLnmn LeHTpasbHbIX BeH N0 MeToay CenbfuHrepa neguatpuyeckuii
«LepTtodukec® Ayo Mepn S 420» (Certofix® Duo Paed S 420) 10 Hab./yn. ¢ MHCTPYKLMeEN
no npumeHeHnto (1 wT.) Kat. Ne 4166949;
Habop ana kaTeTepusauumn LeHTpanbHbIX BEH N0 MeTody CenbauHrepa negmuatpuyeckuii
«LlepTotmke® Ayo Mepg S 508» (Certofix® Duo Paed S 508) 10 Hab./yn. ¢ MHCTPYKL el
no npumeHeHunto (1 wT.) kat. Ne 4167112,
Habop gns Katetepusauunmn LeHTpanbHbIX BEH N0 MeToay CenbAuHrepa neguatpuyeckuii
«LepTtoduke® Ayo Mep S 513» (Certofix® Duo Paed S 513) 10 Hab./yn. ¢ MHCTPYKLWeW
no npuMeHeHunto (1 wt.) kat. Ne 4167139;
Habop ana kateTepusaunmn LeHTpanbHbIX BeH No meTody CenbanHrepa negnaTpuyeckui
«LlepTodmke® fyo Mepn S 520» (Certofix® Duo Paed S 520) 10 Hab./yn. ¢ MHCTPYKLKeN
no npumeHeHuto (1 wT.) kat. Ne 4167155;
Habop ana katetepmsayuy LeHTpanbHbIX BeH nNo metogy CenbAuHrepa negnaTpuyeckuni
«LepTomkc® Tpuo Meg S 508» (Certofix® Trio Paed S 508) 10 Hab6./yn. ¢ UHCTPYKLMeii
no npumMmeHeHunto (1 wr.) kar. Ne 4167228;
Habop ans kateTepmsauumn LEHTPanbHbIX BEH N0 MeToay CenbanHrepa negmuatpuyeckuii
«LlepTogukc® Tpuo Meg S 513» (Certofix® Trio Paed S 513) 10 Hab./yn. ¢ UHCTPYKLUeW
no npumeHeHnto (1 wT.) Kat. Ne 4167244;
Habop gns katetepusauunm LeHTpanbHbIX BEH No meTody CenbAnHrepa negmaTpuyeckuii
«LepTothmkc® Tpuo Meg S 520» (Certofix® Trio Paed S 520) 10 Hab6./yn. ¢ UHCTPYKL el
no npumeHeHnto (1 wr.) kar. K»4167260.

B LENSX BHECEHMUA W3MEHEHW/ B [AOKYMEHTbl PEerucTpayMoHHOro AoCbe B CBSI3UM C
COBEpLUEHCTBOBAHMEM CBOWCTB M XapaKTepUCTUK MNpPW  HEU3MEHHOCTU (YHKLMOHANBHOIO
[EeNCTBMA, HasHaYeHMs W NpUHUMNA [LeACTBMA MEeAULUMHCKOTO W3f4envs W npeacTaBieHns
BblLUeYyKa3aHHOro fOoKyMeHTa B defepanbHyto cnyX6y no Hags3opy B cepe 34paBOOXPaHEHUSA
(Poc3gpasHagsop).

B cnyuvae Kakmx-nmb0 pPacxoXXAeHWin Mexay aHriMnCKOW U pycCKOW BepCMsAMM HAaCTOALLEro
[LOKYMEHTa, NPEeNMYLLECTBEHHYIO CUNY UMEET aHTIMINCKas BepPCus.

OT nnua KomnaHum

«b. BpayH Menb3yHreH Al» (B. Braun Melsungen AG)

YNonHOMOYeHHOe L0
<noAnucaHo>

Bepa Mekapek (Vera Pekarek)

MeHemxep oTaena HOPMaTUBHO-MPaBOBOr0
perynupoBaHus LieHTpa paspaboTKu
BHYTPMMNPOM3BOACTBEHHbIX  CTaHAapTOB,  OTAEN
KynupoBaHusi 6071€BOr0 CMHAPOMa U pa3paboTku
LIeHTPanbHbIX BEHO3HbIX KaTETepoB
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YNOAHOMOYEHHOE NNLL0
<nognucaHo>

3aHgpa LWTaydeH6epr (Sandra Staufenberg)
ALMUHUCTPATOP OTAeNla HOPMAaTMBHO-MPaBOBOro
perynmpoBaHus LleHTpa paspaboTKu
BHYTPUNPOWU3BOACTBEHHbLIX  CTaHAAPTOB,  OTAEN
KynupoBaHusi 60/1eBOr0 CUHApPOMA WM pas3paboTKu
LeHTPa/ibHbIX BEHO3HbIX KaTeTepoB



B OTHOLLeHUN 3anucu nof Ne 366/2023 B peecTpe LJOKYMEHTOB
HacTosAwmm s nofATBepX4ald BEpPHOCTb BbllleyKa3aHHOW WHGOpMaLuW, MOAANHHOCTb MeyaTy

KomnaHun «b. bpayH Menb3yHreH Al» (B. Braun Melsungen AG) 1 NoCTaB/IeHHbIX B MOEM
NPUCYTCTBUM Nognucei

1 r-xu Bepbl MNekapek (Vera Pekarek),
2. r-xu 3aHapsl LWTaygen6epr (Sandra Staufenberg)
BeAyLWMX AeAaTeNlbHOCTL No agpecy: Kapn-bpayH-LUTpacce 1,

D-34212 Menb3yHreH (Carl-Braun- StraBe 1, D-34212 Melsungen),
JIMYHOCTU KOTOPbIX ObIIN MHOK YAOCTOBEPEHbI.

Hotapuyc 3apgaBan BONpPOC O MpenatcTBuAx cornacHo 8 3, pasgena 1, Noe 7 3akoHa o

HOTapnanbHOM 3acBMAETeNbCTBOBaHMW. Ha Bonpoc fABMBLUMECA nuua [anu 0TleLl,aTeanbII7I
OTBET.

Menb3yHreH, 07 mapta 2023 roga

<rwATCcaHo>
HoTapuyc
<TucHeHas neyatb: Hunbc Baiirang (Nils Weigand), HoTapuyc B r. Mefib3yHreH>

MepeBOd C aHr/IMACKOIO WM HEMELKOro f3bMCOB Ha PYCCKWUM A3bIK BbINO/IHEH MNEPeBOLUYNKOM
NcKkycHbIx Amutprem AnekcaHApoBUYEM
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Poccuiickaa degepaumns
Nopoa MockBa
LlecTHaguaToro mMaprta ABe ThiCAYM ABajLaTb TPeTbero roga

A, AnexuH EBreHuii BnagumupoBuy, HoOTapuyc ropoga MOCKBbI, CBUAETENbCTBYIO
NOA/IMHHOCTL nognucu nepesogymka VICKycHbix Amnutpusa AnekcaHaposuya.

Mognuce caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb NoANuMcaBLUero JOKYMEHT YCTAHOB/EHA.

3apeructpupoBaHo B peecTpe: Ne 57/171-H/77-2023-4-2564.
YnnayeHo 3a coBeplleHMe HoTapuanbHoro gerictama: 400 py6. 00 kon.

E.B.AnexuH

Bcero npoLuHypoBaHo,
NpoHyMepoBaHo VickpensieHo
nevareto _nncr(-a,-0a)

ocTa ‘Terence
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B BRAUN

10 THE

FEDERAL SERVICE ON
SURVEILLANCE IN HEALTHCARE
(ROSZORAVNADZOR)

Declaration on Instructions for Use

Dear Sirs,

With this letter we

B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
Germany

B Braun Melsugen AG
Dvision Hoital Gare

34209 Melsungen

Contact:

Fon;

Fax:
Email.
Internet:

Hate:

Vera Pekarek

+491BM7667398

vera.pckarck@bbraun.com
http://www.bbraun.com

March 7, 2023

as responsible/legal manufacturer according to the European Council Directive 93/42/EEC of medical devices

Certofix”and Accessories

herewith declare that we have taken into account the notes in accordance with letter no. 10-145/23 issued
on January. 09 2023 by Roszdravnadzor. Given that we are accepting the remarks ratsed by Roszdravnadzor
and we submit for your attention and consideration the following updated document:

RU Specific Version of the Instructions for Use from 01.2023 (in English and Russian languages) for

Certofix” design variants:

- Certofix' Duo HE S 720

- Certofix* Duo HEV 715

- Certofix'Duo HEV 720

- Certofix’ Duo HP V 920

- Certofix' Duo HEV 1215

- Certofix'Duo HPV 1220

* Certofix' Protect Duo HP V 720

Chjifwemen ef thf Svpervi»Ofy 6oird; ~ “ccutlvc Betid:

or AnnMIf Mi'kui Slielminr,
IChtiirntn]
Pmv-boi Or SM tr Ruppert
Jurgen buhl
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Cerperttc Office: Melsungen
Hegivlei Cuurl

WfU-Reg Nu Of 42G309'XI

Address:

e Br«un Melsungen AG
Ctrl Biiun birtBe 1
34717 Melsungen
Gernitny



B BRAUN

Page 2 to the letter of March 7, 2023

to update of the documents of the registration dossier for improving the features and characteristics of the
medical devices has no impact on the functional purpose, intended use and principle of operation of the
medical device group and submission of the above document to the Federal Service on Surveillance in
Healthcare (Roszdravnadzor),

In case of any discrepancy between the English and Russian translations of this document, the English version

shall prevail.

For and on behalf of

B. Braun Melsungen AG

i. A 'mA \
Vera Pe-tarek Sandra Staufenberg v / v
MenagW Regulatory Affairs CoE Infusion ft Pain therapy Administrator Regulatory Affairs International

CoE Infusion a Pam Therapy
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Instruction for use
Certofix® Central Venous Catheter Set for Seldinger technique with accessories, variants:
$ Certofix® Duo HF S Central Venous Catheter Set for Seldinger technique

Certofix® Duo HF V Central Venous Catheter Set for Seldinger technique
Certofix® Protect Duo HF V Central Venous Catheter Set for Seldinger technique

® 2

www.bbraun.com
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Intended use
Central venous catheter set for Seldinger technique.

Scope and variants

* IFU is applicable of the following variants of medical device:

Double-lumen cava catheter set for high flow rates and acute dialysis for catheterization of the
superior vena cava using the Seldinger technique. Opaque catheter made of polyurethane and guide
wire with flexible J-tip. Includes connecting cable for intra-atrial ECG lead via the guide wire for
simultaneous verification of catheter position.

Contents/ a type and duration of contact of the medical device

1. Seldinger needle (A1) or Y-type Introducer needle (A2), depending on version (short-term contact
with blood);

2. Guide wire with length markings and flexible J-tip (=3 mm) / straight tip (short-term contact with
blood), in dispenser (B) (short-term skin contact);

3. Scalpel (1) (short-term contact with soft tissues, blood);

4. Dilator (C) (short-term contact with blood);

5. Double-lumen, opaque catheter made of polyurethane with soft tip (see packaging for length) (D)
(prolonged contact with circulating blood, unless otherwise indicated):

- Catheter markings to verify position;

- Color-coded Luer Lock connections for each channel;

- Fixation wing (G) at the catheter fork to secure the catheter (no contact);

- Attachable, adjustable fixation wing (E) to secure the catheter by suture at the insertion site )
(prolonged skin contact);

- Slide Clamp for each channel (short-term skin contact);

6. Connecting cable for intra-atrial ECG recording (J) (herein referred to — «connecting ECG cable»)
(short-term skin contact);
7. Attachable clip (F) (no contact);

8. Omnifix® syringe, S ml (H) (herein referred to - «syringe») (short-term contact with blood);

9. Safsite Safety Connector for each channel of catheter (herein referred to — «connector Safsite»)
(prolonged contact with circulating blood).

Materials used -
ABS, Brass, EP, HD-PE, Ink, IR, LD-PE, Nitinol, PA, PA6dyed, PC, PE, PE-HD, PP, PS, PUR,
PVC-white, SBS, SI, Silicone oil, Stainless steel.

For Certofix® Protect sets:

The base material of the central venous catheter Certofix® protect consists of polyurethane. All
lumens, including the hub and the outer surface of the catheter, are coated with a long-chain polymer
based on methacrylate. The polymer is embedded in and bonded to the base material of the catheter.
The polymer’s chemically modified side groups are freely accessible on the catheter surface. They
contain hydrophilic side groups such as polyethylene glycol and antiseptic polymeric biguanide side
groups. A comparable polymeric biguanide can be found in some wound irrigation solutions.

Indications

Catherisation of the superior vena cava using the Seldinger technique for short-term (<30 days)
infusion and volume therapy or parenteral nutrition, for administration of highly osmolar or very
vein irritating solutions, for continuous or intermittent monitoring of the central venous pressure,

www.bbraun.com
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for blood sampling, or when peripheral venous puncture is not possible in state of shock, in patients
with injured extremities or no detectable peripheral veins.

& Contraindications

Inflammation of the skin at the site of puncture; clotting disorders e.g. in therapy with anticoagulants;
anatomical anomalies, e.g. enlarged struma, tumours in the neck regions, very severe pulmonary
emphysema and postoperative changes at the site of puncture.
ECG lead: Do not record ECG lead during defibrillation, cardioversion or HF surgery.
For Certofix® Protect sets:
Do not use this product for patients with a known hypersensitivity to polyhexanide or related
substances such as chlorohexidine.

Risks / Side effects

Haematoma/bleeding at the site of puncture, catheter infection and sepsis, pneumothorax,
haemothorax, infusion hydrothorax or chylothorax due to incorrect puncture and incorrect catheter
position, cardiac arrhythmias due to incorrect intracardiac placement of the catheter, atrial rupture,
endocarditis due to mechanical irritation, arterial or venous injuries due to incorrect punctures,
catheter-induced thrombosis and thrombophlebitis, damage to nerve structures (e. g damage to the
brachial plexus, damage to the phrenic nerve), air embolism, catheter embolism, cardiac tamponade,
vena cava lesions, mispositioning, CVC dislocation.

Warnings

- Re-use of single-use devices creates a potential risk of patient or user. It may lead to contamination
and/or impairment of functional capability. Contamination and/or limited functionality of the device
may lead to injury, illness or death of the patient.

- Do not subject the Certofix® catheter to pressures in excess the operating pressure of 1.2 bar or the
maximum pressure limit of 2 bar in case of emergency.

- Use strictly aseptic techniques.

- To avoid air embolism make puncture lege artis with the patient in head-down position.

- Use X-ray to check the position of the catheter tip. If in doubt about the position, inject contrast
medium or record intraatrial ECG lead.

When recording an ECG lead, please note:

- Use only in rooms that are protected against electrostatic charge.
- Wear antistatic operating theatre shoes. T

- Observe relevant safety regulations and national specifications and deviations.

- Use an ECG monitor with floating input (CF type) only.

- Earth the monitor for additional equipotential bonding.

- Ensure that all connections are securely fastened.

- Ensure that the guide has no contact to external conductive parts.

- Secure the catheter adequately.

- Daily strictly aseptic catheter care.

- Change contaminated or soaked dressings when required.

- Use different sites for blood sampling and administration of infusions or medication to reduce the
risk of infection.

- Rinse catheter thoroughly with physiological saline after transfusions or blood sampling.

- To prevent air embolisms, fasten the connection to the catheter securely and use only infusion sets
with Luer Locks.
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- Do not withdraw guidewire against the needle bevel to reduce risk of damages or possible shear of
guidewire. If insertion is difficult, perform further actions in consideration of the given situation, with regards
to the clinical risks and benefits for patient.

- Alternatively, first remove the puncture needle and then insert the dilator in its place. This
considerably reduces the risk of damaging the guide wire by the dilator when the guide wire is pulled
back. If it is difficult to remove the guide wire from the catheter, remove both the guide wire and the
catheter.

- If the vein is known to be constricted, it can be of help to turn the guide wire in the needle or
remove the guide wire and insert the straight guide wire tip.

- Do not bring the PUR catheter into contact with acetone as acetone dissolves the material causing
the catheter to become porous and to leak.

- Cardiac arrhythmias may occur during an MR examination with an inserted catheter. There should
be no electrolyte solutions in the catheter during an MR examination.

Acute dialysis

- Do not use Safsite valves for haemofiltration / haemodialysis.

- Strict indication in patients with increased tendency to bleed and risk of bleeding.

- Rinse catheter thoroughly with physiological electrolyte solution after transfusions or blood
sampling.

- Ensure that catheter is properly connected as otherwise there is a risk of air embolism. Use only
infusion sets with Luer Loks.

Do not resterilise.

Use only if the packaging is intact.

For Certofix® Protect sets:

It is not allowed to use the central venous catheter Certofix® protect for other purposes as described
in chapter 4 “Indication”. Any application of this catheter in the central or peripheral nervous
system is not permitted.

Directions

IH alhu E'éIG lead is to be used to check the position of the catheter and sinus r%ythm can be
recorded, first connect the patient to a CF type monitor with approval to record intra-atrial
leads (see below) (type: CF) using a Certodyn® Universal Adapter (herein referred to -
«adapter Certodyn®») or a switchable ECG patient cable. «

1 When making a puncture, always wear sterile clothing with facemask, cap and gloves. After
thoroughly cleaning and disinfecting the skin, (use alcohol or iodine based cleaning agents, e.g.
Braunol® or Softasept® N), cover puncture site with a sterile fenestrated drape. Then fill the
proximal channel of the catheter with physiological saline to verify the patency of the lumens.

2. Puncture the vein using the supplied Seldinger needle or valve needle (depending on the set used)
with the syringe attached for aspiration.

CAUTION:

Do not bend the introducer needle, because it may cause difficulty in advancing the guide wire
through the needle or in removing the needle from the guide wire. When the needle is already
bended, stop using it.

3. Guide wire in dispenser. Remove the protective cap from the dispenser. Then fit the dispenser with
the guide wire on to the plastic capillary of the Certofix®, the Seldinger needle or the side of the
valve needle (depending on the set used). Use your thumb to advance the guide wire into the vein.
Use the length markings to check the insertion depth.

www.bbraun.CQm
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4. When the guide wire is in the desired position, remove the dispenser and the cannula, retaining the
position of the guide wire.

5. Dilate the puncture track. This is done by holding the extracorporeal section of the guide wire and
advancing the short dilator - rotating it slightly - over the extracorporeal part of the guide wire and
into the puncture site. Then remove the dilator from the puncture track, retaining the position of the
guide wire.

6. Advance catheter over the extracorporeal part of the guide wire up to the puncture site. Then hold
the end of the guide wire and advance the catheter up to the desired position, turning it slightly.

7. The intravasal catheter length can be read from the permanent length markings.

8. To verify the position of the catheter tip by ECG, first position the tip of the catheter and the guide
wire at the same position (the first wide marking on the guide wire protrudes out of the catheter
connection). Now secure the clamp of the ECG connecting cable to the guide wire directly behind
the catheter connection. Insert the connector of connecting cable into the Certodyn® Universal
Adapter and switch over to the heart symbol (see separate instructions for connection of Certodyn®
Universal Adapter). Then advance the catheter with the guide wire towards the right atrium under
ECG control. If the ECG shows a higher than normal P wave, it can be assumed that the catheter tip
is in an intra- atrial position (intra-atrial ECG lead). If the catheter with the guide wire is pulled back,
the P wave returns to normal (” transition point). The correct catheter position in the superior vena
cava is reached when the catheter and the guide wire are pulled back a further 2—3 cm. Then remove
the guide wire.

With a 15 cm catheter, the catheter tip usually does not reach the atrium. In this case advance
the guide wire under ECG control until a higher than normal P-wave appears. Thus, the
correct direction of the catheter is at least checked.

9. Secure the catheter to the skin using the integrated fixation wing. It can also be secured directly at
the puncture site with the moveable fixation wing. Clip can be used to secure the slit wing on the
catheter.

10. There are slide clamps on the extension lines. These are used to close the lumens when infusion
or transfusions are changed. If Safsite is connected to the catheter, it is not necessary to close the
catheter with the clamps as Safsite automatically closes the infusion line if disconnected. However,
ensure that Safsite is securely connected to the catheter. ~ A
FAMiyyWM n

Always use fixation wings to secure the catheter tubing as the catheter may otherwise be torn
apart and flushed into the vein.

Haemofiltration/haemodialysis:

Do not use Safsite valves for haemofiltration / haemodialysis.

Connect the arterial tube segment of the dialysis unit to the proximal channel of the catheter (red
clamp). Connect the venous tube segment of the dialysis unit to the medial channel of the catheter
(blue clamp). Then perform extracorporeal filtration as usual. After dialysis the lumens of the
catheter can be rinsed and the catheter used again as an infusion catheter.

CAUTION:

Always keep unused channels of the catheter filled with saline solution. Fill the channel directly
after use with saline solution and replace solution frequently if necessary.

www.bbraun.com
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CAUTION:
When sampling blood through the proximal lumen, ensure that the other lumens are kept
closed to avoid incorrect laboratory results due to addition of infusions.

In order to obtain a safe combination, it is recommended to use compatible infusion devices, for
example: syringes, infusion lines, stopcock manifolds, needle-free connectors and etc., having a Luer
or Luer Lock connection type (1SO 80369-7).

Conditions and duration of use

The Certofix catheter is intended for short-term use (<30 days).

Monitor CVC Condition (e.g. for catheter related bloodstream infection, paravasation,
thrombophlebitis) and remove CVC in accordance to hospital guidelines.

Promptly remove any intravascular catheter that is no longer essential.

The product should only be used by physicians that have been adequately trained in this technique in
patient facilities.

Additional information

For Certofix® Protect sets:

The coating of the Certofix® Protect catheter is effective against the most frequently occurring
pathogens which can cause a catheter-associated infection:

« Staphylococcus aureus

« Staphylococcus epidermidis (coagulase-negative Staphylococci)

« Methicillin-resistant Staphylococcus aureus (MRSA)

* Enterococcus faecalis

» Escherichia coli

» Pseudomonas aeruginosa

Technical characteristics of the medical device
The key characteristics of the main functional elements of the medical de-vice are indicated on the
marking of the individual packaging, namely:

I(em Catheter Introducer Needle ~ Guidewire Tissue Dilator
number Eflecti outer Outer Lumen Nominal outer Effective Max, length, Meax. Min. Eff.
ve diameter, diameter diameterr flow rate diameter, length,  louter cm outer Inner lefl|th,
length. mm (French)  (gauge) by lumen mm mm ~diameter, diameter diameter, cm
cm DIP (ml/min), mm mm mm
DP
4168528 =20 =24 7 14/18 10024 =13 =70 =0,89 =50 =27 =10 =9,6
4168518 =15 =24 7 14/18 105/35 «1.3 =73 =0,89 =50 =27 «1,0 =96
4168534. =20 =24 7 14/18 100/24 =13 =73 =0,89 =50 =27 =10 =9,6
4168534P
4167511 =20 =30 9 1313 95/120 «1.3 «73 =0,89 =50 =29 =10 =9,6
4167538 =15 =40 © wn 260/260 =13 =73 =0,89 =50 @1 =10 =9,6
4167546 =20 =40 2 11 230/230 =13 =73 =0,89 =50 =41 =10 «9.6

D - Distal, P - Proximal

Also, the name ofthe MI contains information about the key characteristics of the catheter, namely:
« Reference to Seldinger technique.

* “PROTECT” refers to antimicrobial coating of the catheter.

* Duo (two) indicate the number of catheter lumens.

*““HF” in the name refers to high-flow catheter.

www .bbraun.com
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«»

e This is followed by a letter indicating the type of introducer needle: S — Seldinger introducer
needle, V — Y-Introducer needle. N u 7 *
This is followed by three figures: the first one indicates the outer diameter of the catheter, the next
two — catheter length in centimeters.

International standards the medical device manufacturer applies

EN ISO 13485 ISO 14971, I1SO 10555-1, ISO 10555-3, ISO 11070, ISO 9626, EN 1707 (ISO
80369-7), DIN 42802, ISO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, ISO
10993-7, 1ISO 10993-10, ISO 10993-11, ISO 10993-18, ISO 10993-18, ISO 11135, EN 556-1, ISO
11607-TEN ISO 15223-TEN 1041-2008

Parameter Operatin2 conditions
Temoerature +15°C to +30°C
Relative air humidity up to 90%

Storape and transportation conditions

Parameter Transport conditions Storage conditions

Temperature -20°C to +15°C (2 days) +15°Q to +2S°C '
+15°C to +25°C (several (duration of shelf life)
weeks)

+25°C to +40°C
(duration of two weeks)
Relative air humidity up to 90% up to 90%

Symbols used in the marking

Symbol Explanation
Use-by date
2 Yy
Date of manufacture
i Manufacturer
LOT Ratch number
Catalog number A
® Do not re-use

STERILEIEO  Sterilization by ethylene oxide

[a Consult instructions for use

Caution
CE mark - the conformity mark of Directive 93/4Z/fcbC and rne IUenLilicatiun
C€0123  number ofthe accredited certification body in the European Union

CE mark — mark of conformity to the requirements of Regulation (EU)
Ce 2017/745 on medical devices

«Keep away from sunlight»

www.bbraun.com

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



«Keep dry»

Fo «Upper limit of temperature»

Depending on the version of medical device additional characteristics and symbols may be printed

GIIN The international code marking and record-keeping logistics units
PZN Central pharmaceutical number of Germany

(§1 Do not use if the package is damaged

K Apyrogenic

W Medical device

Country of origin
Single sterile barrier system

O Single sterile barrier system with protective outer package

Disposal

Disposal of the medical device "Certofix® Central Venous Catheter Set for Seldinger technique
with accessories" after use is carried out in accordance with the requirements for medical waste
established by SanPiN 2.1.3684-21 for class B and/or other applicable legal acts of the Russian
Federation.

Unused medical device and unused packages should be disposed of on the according to the
requirements of SanPiN 2.1.3684-21 as the waste is class A and/or other applicable legal acts of the
Russian Federation.

If you have any questions regarding the disposal of a medical device, you should contact the
authorized organization (importer) in the Russian Federation.

Manufacturer / Manufactured at:
B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

Authorized organization (importer) in the Russian Federation
LLC «B.Braun Medical», 191040, Saint Petersburg, Pushkinskaya str. 10, tel/fax (812) 320-40-04.

Date of issue: 01.2023

www.bbraun.com
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NHCTPYKUMA MO NPUMEHEHWIO

Habop p4na KaTeTepu3aumu LeHTpasbHbIX BeH Mo MeTtogy CenbauHrepa «LepTodukc®»
(Certofix®) ¢ NpMHaAIEXHOCTAMN, BAPUaHTbI UCNONHEHWS:
Habop ans kateTepusauumn LeHTpasibHbIX BeH No metody CenbauHrepa «Lleptodmke® Ayo HF

S» (Certofix® Duo HF S)
Habop pna kaTeTepmsauuy LeHTpasbHbIX BeH no MeTtofy CenbguHrepa «Leptomkc® Ayo HF

V» (Certofix® Duo HF V)
Habop ansa kateTepmsaummn LeHTpanbHbIX BeH Nno metogy CenbfuHrepa «LlepTodukc® lMpoTekTt

Ayo HF V» (Certofix® Protect Duo HF V)

® 2
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® © ®
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Ha3HaueHune
Habop ana kateTepmsauumn LeHTpanbHbIX BeH No Metoay CenbanHrepa.

O6nacTb feiCTBUA 1 BapUaHTbl UCMOTHEHUS

JTa MHCTPYKUMS NpUMEHMMA K cnegytowmm sapnaHtam MW

Habop ¢ kaTeTepom ABYXKaHa/lbHbIM A5 BbICOKOMOTOUYHOM MHMDY3MN M 3KCTPEHHOrO Auanunsa Ans
KaTeTepu3auum BepXHei nonoi BeHbl Mo metogy CenbfuHrepa. PEHTreHOHENPO3payHbIil KaTeTep 13
nosvypeTaHa v NPOBOAHUK C TMOKUM J-KOHYMKOM. BkntouvaeT Kabenb coepnHuTenbHbln gns OKI-
3NeKTpoAa BHYTPUNPeACEPAHOro ANS perncTpaunum BHyTpunpeacepaHoi 3K yepe3 NpoBOAHMK ANs
CMHXPOHHOIO OMpeaeneHns NosIoXeHNs KateTepa.

CoctaB (BMA/NpoLo/HKNTENBHOCTL KOHTakTa no FOCT 10993-1)

1 Wrna CenbauHrepa nHTpogstocepHas (Al) nnm Y-Urna nHtpogstocepHas (A2), B 3aBUCMMOCTU
0T Habopa (KpaTKOBPEMEHHbIV KOHTAKT C KPOBbLHO);

2 TpoBOAHUK, C pa3MeTKON [A/INHbI, TMOKUM J-KOHYMKOM (I = 3 MM) / MpAMbIM KOHYMKOM
(KpaTKOBPEMEHHbIA KOHTaKT C KpOBblO), B AaucneHcepe (B) (KpaTKOBPEMEHHbIA KOHTaKT C
KOXEW);

Ckanbnens (1) (KpaTKOBPEMEHHbIN KOHTaKT C MArKMMUW TKaHSIMU, KPOBbIO);
Onnatatop (C) (KpaTKOBPEMEHHbIA KOHTaKT C KPOBbHO);
KateTep ABYXKaHa/lbHblil, PEHTrEeHOHEenpo3payHblil, W3 MonuypeTaHa C MArKUM KOHYMKOM
(8mmHYy cM. Ha ynakoBke) (D) (AnuMTeNbHbIA KOHTAKT C LUPKYNMPYHOLWEN KPOBbIO, €CAu He
YKa3aHO MHOE):
- Pa3meTKa A/IMHbI 418 KOHTPONSA MOMOXEHUS KaTeTepa;
- KoHHekTOp J1t03p JIOK C LUBETHOM MapKMPOBKOW KaX0ro KaHana Karetepa;
dukcaTop HeCbEMHbIN (G) B MecTe COefMHEHMS KaHanoB AN ero KpenneHus (He
KOHTaKTUpyeT);
OcHoBa ukcatopa cbéMHoro (E) ana KpenneHus Katetepa NpuULLMBaHMEM Y MecTa NMyHKUUN
(ANMTEeNbHBIA KOHTAKT C KOXENR);
3aKUM CABWXHOM Ha KaXKAOM KaHasne KateTepa (KpaTKOBPEMEHHbIN KOHTAKT C KOXeW).

6 Kabenb coeguHuTensHblil ans 3K -anekTpoga BHyTpunpeacepaHoro (J) (ganee no TekcTy -
«IKI-Kabenb CoeaNHNTENbHBIN») (KPAaTKOBPEMEHHbIV KOHTAKT C KOXeW);

7. Knunca ¢mkcaTtopa cbémHOro (F) (He KOHTaKTUpYeT);
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8. LWnpuy «OMHudmke» (Omnifix®), 5 mn (H) (nanee no TekcTy - «wnpuL») (KPaTKOBPEMEHHbI
KOHTaKTe KPOBbHO);

9. KoHHeKTOp 6e3bironbHbIl «CadcainT» (Safsite) Ana Kakaoro KkaHana katetepa (ganee no TEKCTY
-«KOHHeKTOop «CaicainT») (ANNTeNbHbIA KOHTaKTe LMPKYINPYIOLLEA KPOBbLHO).

Mcnonb3yemble matepuansl
ABC, naTyHb, anokcugHas cmona, M3BIM, yepHuna, n3onpeHoBbIl Kayyuyk, M3HM, HuTnHON, MA,
MA6 okpaweHHblin, MK, N3, N3BMN, MM, NC, MYy, NBX-6envii, CBC, CUANKOH, CUINKOHOBOE
Mac/o, HepXxaBetoLLasa cTasb.

[ns Habopos «[MepToukc® lMpoTekT» (Certofix® Protect):

OCHOBHbIM MaTepuvanoM LeHTPabHOrO BEHO3HOro Katetepa B Habopax Lleptodmkc® [MpoTtekr
ABNAETCA MnonuvypeTaH. Bce KaHasbl, BK/IOYasd KOHHEKTOP J1H03p JIOK U Hapy>KHYH NOBEPXHOCTb
KateTepa, MOKPbITbl AAMHHOLENOYEYHbIM MOMMMEPOM Ha OCHOBe MeTakpuiata. HaHoCUMbI
Mo/iMMep CBA3aH C OCHOBHbIM MaTepuanom Katetepa. XMMWUYECKN W3MeHeHHble GOKOBble rpymnnbl
nonnmMepa CcBOBGOAHO pPACMONOXEHbl Ha MOBEPXHOCTM KaTeTepa. B WX 4uCNO BXOAAT Takume
rMapodubHble GOKOBbIE TPYMMbl, KaK MNOAUITUNEHT/IMKONb W aHTUCENTUYECKUIA MONUMEPHBI
ouryaHng. ConocTaBvMbliA MONUMEPHbBIA GUryaHWJ BXOAUT B COCTaB HEKOTOPbIX PacTBOPOB AN
OPOLLIEHUNA paH.

Moka3aHNA K MPUMEHEHWUIO

KaTteTepusaums BepxHeil Moo BeHbl N0 MeTody CenbAauHrepa a8 HenpogomkutenbHon (<30
AHeNn) WHMY3MOHHOW W Nna3Mo3amellarolleli Tepanuu, MapeHTepasbHOro MNUTaHWs, BBEAEHUS
BbICOKOOCMOJAPHBLIX WU pasfpaXkatolnx BeHbl pacTBOPOB, MOCTOAHHOIrO WAW MEPUOLMYECKOro
MOHWUTOPWHIa LEHTPaNbHOro BEHO3HOrO [aB/ieHus, B3ATUA NPO6 KPOBWU; ecnv  NyHKUmA
nepuepuyecknx BeH HEBO3MOXKHA, MPW LLOKE, TpaBMax KOHEYHOCTel K ecim nepudepuyeckue
BEHbl He OMNpeaenstoTCs.

lMpoTmuBONOKasaHus

BocnaneHne KoXuW B 30He MyHKUWW; HapyLleHWs CBEPTbIBAHWA KPOBW, Hanp., Npu fieYeHum
aHTUKOarynsHTaMun; aHaTOMUYecKMe aHOMa/IMK, Hanp., yBeSIMYeHHbI 306, ONyxXonn Lewn, TsHxenas
amgusema Nerkmx u pyoLoBble M3MEHEHNS B 30HE MYHKLNN.

3anuncb KT : He npoBoanTb Npu aednopunnsaumm, Kapanosepcun nnm BU-xmpypruu.

[ns HabopoB «LepTodmkc® MpoTekT» (Certofix® Protect): A
He wucnonb3yiiTe y nNauuMeHTOB C W3BECTHOM TWUMEpUYYBCTBATENbHOCTLIO K MOMMIeKcaHuay Wu
aHanoram, TakuM Kak X10prekKCuUanH.

Mo60YHbIe AeNCTBUA/PUCKN NMPUMEHEHUS

emMaTOMa/KpOBOTEUEHME B MeCTe MNyHKUWW, KaTeTepHas WH(eKUMs W Cencuc, MHeBMOTOpaKc,
remMoTOpaKC, WH(Y3MOHHbIA MAPOTOPAKC W XWNOTOPaKC MNPY HapyLUeHUW MpaBui MNYyHKUUW ©
YCTaHOBKYW KaTeTepa, CepfieyHble apuTMuUn Npu OLLMOGO0YHOM BBELEHUW KaTeTepa B MONOCTb CEpALa,
paspbiB Npeacepans, 3HAOKapAWUT MpU MeXaHUYeCKOM pa3fpakeHuu, MOBPEeXeHue BeHbl WK
apTepuu Mpu HapyweHWU NpaBua MNyHKLUK, BbI3BaHHBIA KaTeTepoM TPom603 ¥ TpoM60gieduT,
MOBPeX/eHne HepBHbIX CTPYKTYpP (Harp., NOBPeXAeHvie Nne4eBoro CnaeTeHns u guadparmansHoro
HepBa), BO3AYyLUHasA aM60/1mMs, KaTeTepHas aM60NMs, TaMNoHaja cepaua, NoBPeXAeHWs NOJONA BeHbl,
Henpasu/bHOe MONoXeHue, cmelleHne LIBK.
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MpeaynpexaeHuns

- ToBTOPHOE MCNONb30BaHWE O4HOPA30BbIX W3AENWIA CO34aeT BO3MOXHbIA PUCK ANA NauueHTa v
nepcoHasa. 3TO MOXET TNPUBECTU K 3apaXeHWo W/ HapyweHuio  PYHKLMOHaNbHBIX
BO3MOXHOCTEW. 3apaxkeHne W/unm orpaHuyeHvie (YHKLUW WU3Lenns MOXET MPUBECTU K TpaBMe,
60ne3Hn namn cMepTn naymeHTa.

- He noggepraiiTe KaTeTep BO3/elCTBUIO AaBneHus Bbllle paboyero ypoBHa 1.2 6ap, npefenbHoe
faBneHune 2 6ap LOMYCTUMO TO/IbKO B 3KCTPEHHOW CUTyaLuu.

- CTporo cobntofarite MeTOfbl aCENTUKN.

- Bo u3bexxaHve BO3LYLUHOW 3MOONUM BbIMOMHANTE MYHKLUMIO MO BCEM NpasBWnaM B MOIOXEHUU
60/1bHOIO NeXka roNoBoW BHUS.

- Vicnonb3yinTe peHTreH Ans KOHTPONA MO3ULMM KOHYMKA KaTeTepa. pyM COMHeHMM B MO3uuuu,
BBEAMTE KOHTPACTHOE BELLECTBO W/ BbINOMHUTE 3aNnCb BHYTpUNpescepaHoro SKI oTeeseHUs.
Mpw 3anuncn IKI cobntogaiite cneayrolime npasuna:

- Nicnonb3yiiTe TONbKO B MOMELLEHUAX C 3EKTPOCTATUYECKON 3aLLUTONA.

- Hocute aHTMCTaTUYECKYH XMPYPruyeckyto 00yBb.

- CobntofainTe npMmMeHUMble npasuia 6e30MacHOCTU, TOCYAAPCTBEHHbIE TEXHUYECKME YCNOBUS U
0CO6EHHOCTH.

- Ncnonb3yiite Tonbko SKIM-MOHUTOP € He3a3emsieHHbIM BXoAoM (Tun CF).

- 3a3eMIMTe MOHUTOP A/19 LOMOMHUTENbHOI0 YPaBHUBAaHWS NOTEHLMASIOB.

- Y6enuTecb B HaIeXXHOCTW BCEX COEAVMHEHWA.

- Y6eauTecb B OTCYTCTBUM KOHTaKTa NMPOBOLHMUKA C BHELUHVMMW TOKOMPOBOAALLMMM HaCTAMM.

- HafiexkHo dmKeunpyiite KateTep.

- E>XXejHEBHO BbINONHAKTE aceNTUYECKNIA yXO4 3a KaTeTepoM.

- BoBpemsl MeHsliTe 3arpsisHEHHbIE UM NPOMOKLLNE MOBA3KM.

- Vcnonb3yinTe pasHble AOCTYNbl 418 B3ATWUS KPOBW W BBELEHWS PacTBOPOB W JIeKApPCTBEHHbIX
CPeACTB ANA CHUKEHWUA pUCKa UHMEKLMWN.

- Mocne nepenuBaHWs KpOBUM WAM  B3ATMSA NPO6 KPOBM TLATENbHO MPOMONTE  KarteTep
(hM3pacTBOPOM.

- Bo wu3bexxaHne BO3AYLUHON 3MO0MMM 3aTAHWUTE COeAMHEHWS KaTeTepa W BblGUpainTe TOMbKO
NH(Y3NOHHbIE cucTeMbI JTHo3p JIoK.

- He u3BnekainTe NpoBOAHWK 4epe3 WUray, 4Tobbl CHU3UTb PUCK MOBPEAWTb M cpesaTb ero. Ecim
NPOABWKEHME 3aTPYAHEHO, BbIMOMHANTE AanbHeillne [JeCTBUA C YUYeTOM TeKyLleid cuTyauumu,
BO3MOXHbIX K/IMHWUYECKUX PUCKOB N B MHTEpecax naumeHTa.

- BMmecT0 3Toro, cHavana yfanute uUriy WHTPOALIOCEPHYIO, 3aTeM BBEAMTE BMECTO Hee AuiaTtaxop.
PYCK NoBpeXKAieHns NMPOBOLHMKA NP ero U3BMeYeHUN Yepes LMaTaTop 3HAYMTeNbHO HWXKe. Ecnm
“3B/eYEHVe MPOBOAHMKA U3 KaTeTepa 3aTpyLHeHO, yianuTe NPOBOAHUK BMECTE C KaTeTepoM.

- ECnm 13BECTHO O CY>XEHWUW BeHbl, MOXHO MOnpo6oBaTh BpawiaTb NPOBOAHWK B UIe UK U3B/eYb
MPOBOAHUK, NepeBepHyYTb €ro U BBECTU MPAMbIM KOHYMKOM B UTTTY.

- WN3beraiite KOHTaKTa KaTeTepa W3 MoO/JMypeTaHa C aueTOHOM: aueTOH pacTBOPSeT mMaTepuan,
KateTep MOXeT CTaTb MOPUCTLIM U MPOTEKATb.

- Mpn MPT wnccnepoBaHMM C YCTaHOB/IEHHbLIM KaTeTepOM BO3MOXHbI CepfeyHble aputmun. lMpu
MPT uccnefoBaHun B KaTeTepe He JO/MKHO ObITb 31eKTPONIUTHOIO pacTBopa.

SKCTPEHHbI ANanuns:

- He ncnonb3yiite KoHHeKTOp «CadicainT» (Safsite) Bo Bpems remounbTpaymm / remoamanmsa.

- OrpaHuyeHHble MOKa3aHWA y NauMeHTOB C MOBbILIEHHON CKMIOHHOCTbK) K KPOBOTEYEHUAM W
PUCKOM KPOBOTEYEHUS.

- Mocne TpaHchy3nmn 1 B3ATUS NPO6 KPOBW TLATENBHO MPOMOIiTE KaTeTep.
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- lpoBepbTe HAEXKHOCTb COEAMHEHMS KaTeTepa Ans TNPeaynpexaeHns pucka BO3AYLLHOM
amM6onuK. icnonb3yiite ToNbKO MHAY30PHblE MAarucTpaan ¢ KOHHeKTopamm J1to3p J1oK.

He noanexuT NOBTOPHOI CTEPUIM3ALMNA.
He ncrnonb3oBaTh Npyi NOBPEXAEHUN YMaKOBKM.

Nna Habopos «LlepTo®ukc® MpoTtekT» (Certofix® Protect):

He ncnonb3yiTe LeHTpa/bHbI BEHO3HbIV KaTeTep B Habopax LiepTomkc® MpoTekT Ans uenein, He
yKa3aHHbIX B NYHKTe 4 «[MoKa3aHUA K NpUMeHeHMIo». MpuMeHeHve 3TOro KateTepa B LeHTPasbHOM
N NepruepuYecKoii HEPBHOM CUCTEME 3aMpeLLIEHO.

Cnocob npmeHeHUA
T

Mpu Bbl6ope SKI™ ANA KOHTPONA NO3ULUN KaTeTepa U Ha/IMYUU CUHYCOBOIO pUTMa, CHavana
NnoAgKNuuTe naumeHTa K moHuTopy tuna CF, npurogHoro Ans 3anucu BHYTPUMNPeLCepLHOro
otBegeHMsa (cMm. Hwke) (Tun: CF) mcnonb3ys aganTtep YHUBepCanbHbI ans OKIM-KOHTpons
KaTeTepusaumm UeHTpasibHbIX BeH «LlepTogmH» (Certodyn® Universal Adapter) (ganee no
TEKCTY - aganTtep «LlepToanH») unn nepekstoyaemblii K Kabenb nauyeHTa.

1 BbinonHsiiTe MNyHKUMIO B CTEPU/IbHON OfeXAe, Macke, LIanoyke K nepyaTkax. TLiaTenbHO
obpaboTanTe KOXy (MCMOMb3yinTe CNMPTOBbIE UM MOAHbIE YACTALLME CPEACTBA, Hanp. bpayHon wnm
Codpracent H) v HakpoiiTe 30HY NYHKUUW CTEPUIbHOM NPOCTbIHEN C OTBepcTueM. [1poBepbTe
NMPOXOAMMOCTb KaHasI0B 3arno/IHUB NPOKCUMAasbHbIA KaHan KateTepa (pr3pacTBOPOM.

2. TIyHKTMpYITE BeHY MNPUNOXEHHOW wurnoin CenbauHrepa WHTpoAbOCEpHOW wnn  Y-Urnoi
WHTPOAbIOCEPHOIA (3aBUCUT OT Habopa), COeAMHEHHON CO LNPULEM 418 acrimpaLmn.

He crubainte MHTPOLbLIOCEPHYIO WUIY, TaK Kak 3TO MOXET BbI3BaTb 3aTPYLHEHWUS MNP BBEAEHWUU
MPOBOAHWKA Yepes3 Ury WUan Npu WU3BNEYEHUWU WUTbl MO NPOBOAHUKY. ECnn vrna yxe usorHyta, To
npekpaTuTe ee 1CNo/b30BaHue.

3. MpoBofgHUK B gucneHcepe. CHMMUTE KONMAYOK 3alUWTHbIA gucneHcepa. BcTaBbTe gucneHcep
NPOBOAHUKOM B urny CenbAnMHrepa WHTPOAbIOCEPHYIO WAM B BOKOBOM MopT  Y-WUr/bl
WHTPOAbIOCEPHON (3aBUCUT OT Habopa). Bonblimm nanbuem [fBuraiiTe NPOBOAHWMK B BeHy. [ns
KOHTPONS rNy6uHbI BBELEHWA UCNOMb3YITe pasMeTKy [/IMHbI.

4. TMocne ycTaHOBKWM NPOBOJHUKA B 3afjlaHHOE MOJIOXKEHWNEe yAanuTe AUCNEHCEP U UrNY, He MeHAs
MoJsioXKeHne NPoBOAHMKA. A

5. PaclwumpbTe NMYyHKUWOHHBIA X04. NS 3TOro, yAepXuBas Hapy>HYK 4acTb MPOBOAHWKA, ABUraiiTe
KOPOTKWIA AnnaTatop, Cnerka Bpawias ero, rno HapyXHOW 4acTu NPOBOAHMUKA B MECTO MyHKLUW.
3aTeM yfanuTe gunartatop u3 NyHKUMOHHOI0 X0fa, He MEHAA MOJIOXKEHNE NPOBOAHMKA.

6. [lBuraiiTe KateTep Mo Hapy>HOM 4YacTU NPOBOLHMKA K MECTY NMYHKUMU. 3aTeM, yepxumBas KOHeL,
MPOBOAHVKa, BBEAMTE KaTeTep Ha HEOOXOAMMYIO A/IMHY, CNerka BKpy4vBsas ero.

7. ANIVHY BHYTPUCOCYAWCTOM YacTW KaTeTepa MOXHO ONpeAenunTb Mo HeCTUPaeMOl pa3meTke.

8. na onpefeneHns NONOXKEHMA KOHUYMKA KateTepa ¢ nomMolbio SKIT coBMecTUTe KOHUbI KateTepa
¥ MPOBOAHMKA (M3 KOHHeKTOpa J1103p J10K KateTepa JO/DKHA MoKasaTbCsA Nnepeast LLUMPOKAsAs MeTKa Ha
NpoBOAHMKe). 3akpenute 3aXkum IKI-kabens coefVHUTENbHOIO Ha NMPOBOAHWKE Y €ro BbIX04a M3
KateTepa. BcTaBbTe KOHHekTOp OKI-Kabens coefnHWUTENIBHOTO B pasbem ajantepa «LlepToauH» u
CABVHbTE Mepeknoyarteslb K CUMBOMY cepAua (CM. OTAENbHYH WHCTPYKUMIO MO MPUMEHEHUIO
afantepa «LlepTtoanH»). 3atem npofBuraiTe KateTep C MPOBOAHWKOM K NpaBoOMY MpPeAcepanio Nof
KoHTposiem SKTI. lMoavem 3y6ua P Ha SKI Bbile HOPMbl YyKa3blBaeT Ha TO, YTO KOHYMK KaTeTepa
pgocTur npegcepamna (BHytpunpeacepgHoe KT oTeefeHNe). Ecnn KaTteTep ¢ MPOBOAHWKOM OTTAHYTb
Hasag, To 3ybeuy P Hopmanusyetca (” Touka nepexoda). [Ans AOCTMXKEHMS MPaBUIbHOMO
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pacronoXeHUs KaTeTepa B BEPXHEN MO0 BeHE MOATAHWTE KaTeTep C NPOBOAHMKOM elle Ha 2-3 CM.
3aTem ypanuTe NPOBOAHVIK.

iHBiBil/wiiBia

Mpu onnHe KaTeTepa 15 CM KOHYMK KaTeTepa 06bIYHO He JocTuraeT npeacepans. B aTom
cny4yae [Bwurainite nNpoBOAHWK Bneped nog KoHTponem OKI go nogbema 3y6ua P. 3710
NOATBEPAUT NPaBW/IbHOE Harnpas/ieHVe BBEAEHNA KaTeTepa.

9. 3akpenuTe KaTeTep Ha KOXe C MOMOLUbI (hrKcaTopa HeCbEMHOro. Karetep TakXe MOXHO
3aKpenuTb y MecTa MyHKLUMU C MOMOLLbI0 (hmKcaTopa CbEMHOro. [n8 ero KpensjeHus Ha KaTeTepe
NCNOMb3YyTe NpuiaraemMyro Kauncy.

10. Ha nUHMAX YANMHUTENbHBIX UMEKTCA 3aKUMbl. X MCNONb3YIOT 418 NEPEKPLITAA KaHanoB Mpu
CMeHe WHMY3uM unn TpaHchysun. Ecnm K KateTepy noAcoeAnHeH KOHHekTop «CadcanT», TO
MepeKpbiBaTb KaTeTep He HY)XKHO, TaK KaK Mpu OTCOEAWHEHWUW WH(Y3MOHHOW NIMHUM KOHHEKTOP
«CafpcaliT» 3aKpoeTCs aBTOMATMYeCKW. Y6eaMTecb B Ha4eXKHOM COEAWHEHWM KOHHEKTopa
«CarcainT» C KaTeTepom.

1H11nam1181a

[na KpenneHus KaTeTepa Bcerja WCMNonb3yinTe npunaraembiii GUKCaTop, UHa4ye BO3MOXKEH
OTPbIB KaTeTepa v ero nonagaHve B BeHy.

MemodnnbTpayHs/I"emognanuns:

OTcoefnHNTE BCe KOHHEKTOPbI «CadcaiiT» (Safsite) OT LeHTpasbHOro BEHO3HOrO KateTepa.
CoeanHnTe apTepumanbHY0O MarucTpanb annapata Ansa remojuanusa ¢ NpPOKCMMasibHbIM KaHaioM
KaTeTepa (KpacHbli 3axum). CoeAMHMTE BEHO3HYIHD MarucTpanb anmapata Ansa remoguanvsa c
MeAuaibHbIM KaHa/lloM KaTteTepa (CUMHWIA 3aXuMm). ocne 3TOro BbIMOMHUTE 3KCTPaKOPnopasibHY
remomnbTpaumio 06bl4HbIM criocobom. Mocne 3aBeplyieHns fuannsa KaHaslbl MOXHO MPOMbITh U
MCMONb30BaTh KaTeTep ANS UHGY3NN.

BHUMAHWE :

Hewncnonb3yemble KaHa/bl KaTteTepa CrefyeT MNpPOMbITb (pr3pacTBOpoM. [pomoiiTe KaHan
(hr3pacTBOPOM cpasy Mocsie NCM0Mb30BaHWs, MOBTOPSATE NMPOMbIBKY MPU HEOOXOANUMOCTN.
iHilitaisiniili

Mpn B3ATMM KPOBM M3 MPOKCUMAaSIbHOINO KaHasia Apyrue KaHasibl CrefyeT MepeKpbiTb BO
n3bexkaHve OLLIMOKN B aHa/IM3ax 13-3a nonagaHus B nNpoby KpoBu MHGy3aTa.

C uenbto nonyyeHuss 6e30macHO KOMOMHALMM PEKOMEHAYETCS MC-MONb30BaTb COBMECTUMbIE
MHAY3NOHHbIE  YCTPOICTBA,  Hanpumep;  LWNpuUbl, WHAY3WOHHbIE  MarucTpasn,  KpaHWKW
MHOT0XO0/10Bble, 6€3bIr0/IbHbIe KOHHEKTOPbI W [p., UMeroLwme TN coeanHeHmns S1i03p uam J1io3p J1ok
(1SO 80369-7).

Ycnosua u NPoOAO/MKUTENBHOCTb NMPUMEHEHUA

KateTep npegHasHayeH Ans KPaTKOBPEMEHHOrO MCNonb3oBaHus (<30 AHew).

Cnegunte 3a coctosiHmeM LIBK (Hanp., npu3Hakyi KaTeTep-acCOLMMPOBAHHON MH(EKLMMN KPOBOTOKA,
napagasayun. Tpombéotneduta) n yganute LIBK cornacHo 60/1bHMYHOMY NPOTOKONY.

J11060i Hencnonb3yemblil BHYTPUCOCYANCTbIA KaTeTep cneayeT HeMeA1eHHO YAanuTb.

[aHHas npoayKuma npefgHasHaveHa A/ MCNONb30BaHWUA TONbKO BpayaMu, Hafnexawium obpasom
006YyYeHHbIMW COOTBETCTBYHIOLLEN METOAMKE B YCNIOBUAX Ne4eOHO-NPOPUIAKTUUECKUX YUPEXAEHWIA.

www.bbraun.com
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[ononHuTesibHaa MHpopmaums

[ns Habopos «LicpTo®ukc® MpoTtekT» (Certofix® Protect):

MokpbITe KateTepa B Habopax LlepTomkc® MpoTekT apdeKTUBHO 3aluuLLaeT oT Haubonee 4acTo
BCTPEYatoLLMXCA NaTOreHOB, BbI3blBAOLLNX KaTeTeP-aCCOLUMPOBAHHbIE MH(EKLUN:

* 30/T0TUCTbIA CTaPUIOKOKK

* AnnaepManbHbIi CTaMNOKOKK (KoarynasoHeraTuBHbI CTanIOKOKK)

* MeTULMNIMHPE3UCTEHTHbIW 3010TUCTbIV cTapuniokokk (MP3C)

» PeKaslbHbl1 IHTEPOKOKK

* KneyHas nanoyka

» CMHerHomnHas nanoyka

TexHUYecKMe XapaKTePUCTUKN MeAVNLUNHCKOIO M34enms
KnioueBble XapaKTePUCTUKM OCHOBHbIX (YHKLMOHANbHbIX 3M1eMEHTOB MEAMLIMHCKOTO W3fenus

T. >* . KareTrp Wrna CenbanHrepa  MpoBOAHMK [Hnatar >p
HHTOOAbOCEOHAs " st
Spexr! HapysHbii Hapysibl? Kanmbpo-  Homve HapyHblid  Sdxpekt Makcim. y JnmHa Makevm. H. . QyvHe
BHasA OMaveTp  AMameTp  BOYHbIA CKOpOCTb  AvameTp  BHas HapYXHbIA  (MM) HapyXHbliA  BHYTpeH. Awiataropa
[/MHa  KaTeTepa  KaTeTepa pasvep noToka mo (Mm) LvHa  vameTp vavieTp  [vametp (cm)
KaTeTepa (M) (PpeHy)  KaHaia KaHaniam (M) (Vi) (M) (L)
(cm) Katetepa (MVMHH),
(Meiimx) DIP
D/P ~ B
4168528 =20 =24 7 14/18 100/24 «1,3 =70 =0,89 =50 =27 =10 =9,6
4168518 =15 =24 7 14/18 105/35 =13 =73 =0.89 =50 =2,7 =10 =96
4168534, =20 =24 7 14/18 100/24 =13 =73 =0,89 =50 =27 =10 =96
4168534P
4167511 =20 =30 9 1313 95/120 =13 =73 =0,89 =50 =29 =10 «9,6
4167538 =15 =4,0 v wn 260/260 =13 =73 «0,89 =50 =41 =10 =96
4167546 =20 =4,0 iV un 230/230 =13 =73 «0,89 =50 =1 =10 =96

D -gucTanbHblil, P - NpoKcUManbHbIi
Takke B HauMeHOBaHUM MW cofepXXUTCA UHOPMALMA O KTHOYEBbIX XapaKTepucTUKax KaTetepa, a
WUMEHHO:

* YKasaHue Ha «MeTof Katetepusauun rno CenbanHrepy».

e (O603HaueHne «<PROTECT» yKasblBaeT Ha aHTUMUKPOOHOE MOKPbLITUE KaTeTepa.

e [yo (4Ba) yKa3blBaKOT Ha KOMYECTBO KaHa/OB KaTeTepa.

» 0O603HayeHne «HP» B HaMMEHOBaHUM YyKa3blBaeT Ha BbICOKONOTOUHbIA KaTeTep

o [lanee cnefyeT O6yKBa, yKasbiBalolWas Ha TUM WIAbl WHTpodbtocepHoi: S - Wrna
CenbfuHrepa nHTpoastocepHas, V —aTo Y-Mrna nHTpoLbrocepHas.

Danee cnefytoT TpU UMdpbl: NepBast yKasbiBaeT HA HapyXHbIi AnameTp KaTeTepa Bo dpeHYax, ABe
crefytolme Ha ANMHY KaTeTepa B CaHTUMETpax.

MepeyeHb NPUMEHSIEMbIX NPOM3BOAUTENIEM CTaHAAPTOB

EN I1SO 13485, 1SO 14971, ISO 10555-1, ISO 10555-3, ISO 11070, ISO 9626, EN 1707
(1SO 80369-7), DIN 42802, ISO 10993-1, ISO 10993-3, 1SO 10993-4, ISO 10993-5, ISO 10993-6,
ISO 10993-7, ISO 10993-10, ISO 10993-11, ISO 10993-18, ISO 10993-18. ISO 11135, EN 556-1,
ISO 11607-1, EN ISO 15223-1, EN 1041-2008

www.bbraun.com
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Ycnosusa akcnayataumn
lNokasaTtenb

Temnepatypa

OTHOCUTE/IbHAs BIAXKHOCTb BO3AyXa

Ycnosus JKcnyataunm
+15°C go +30°C
[0 90%

VNoRMH TNAHCNONTUOOBKN U XpaHeHUs

Noka3aTesnb

Temnepatypa

OTHOCUTeNIbHas BNaXXHOCTb BO34yXa

Ycnosus
TPaHCNopTUPOBKN
07-20°C f0+15°C(2 gHA)
0T+15°C po +25°C
(HeckoNbKO Hepaenb)

oT +25°C go +40°C

(B TeueHMe ABYX Hepenb)
[0 90%

CuUMBON PacwmnbpoBka
Vcnonb3osatb [0
cr3 JlaTta n3rotosneHus
1|/|3FOTOBI/ITe!'Ib
LoT Howmep cepun
¥ Homep no katanory
3anpeT Ha MOBTOPHOE MPUMEHEHUe
STERILEIEOQ CTepunusaumsa OKCUL0M 3TUeHa

OcTopoxHo!

O6paTnTeCh K MHCTPYKLMM MO NPUMEHEHNHO

Ycnosua xpaHeHUs

oT1+15°C po +25°C
(8 TeyeHue
rofiHOCTW)

CpokKa

[0 90%

CE mapka —sHak cooTBeTCcTBUSI TpeboBaHUAM AupekTusbl 93/42/bbC n

CEo123
Ce

MEeAVLMHCKNX U3Aennsx
He gonyckaTb BO3[e/CTBMSI COTHEYHOTO CBETa

bepeub oT Bnaru

BepxHsas rpaHuLa TeMnepaTypHOro pexumma

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

www.bbraun.com

NOEHTU(UKALMOHHbIV HOMEep aKKpe4MTOBaHHOMO OpraHa no cepTudmKaLum .
EBponeiickoro cotosa
CE mapka - 3HaK cooTBeTCTBMS TpeboBaHMAM PernameHTa (EC) 2UL// /49 0




B 3aBMCMMOCTH oT BapuaHTa MCNONHEHMS MeNLUHCKOro n3genus Ha
9TUKeTKe/CTuKepe/ynakoBKe/MHCTPYKLUN no  MPUMEHEHUIO MOryt  6bITb HaHeCeHb!
GIIN MeXXaAyHapOoHbI/ KOA MapKUPOBKM U y4éTa NOTMCTUYECKNX eAnHML,
PZN LieHTpanbHbI (hapmaLeBTUYeCKuiAi HoMep MepmaHnm
He ncnonb3oBaTh NPU MNOBPEXAEHUN YAKOBKM
) 4 AnuporeHHo
|md{ MeanunHcKoe usgenve

CTpaHa Npou3BOACTBa

O OfmnHapHas cTepubHasa 6apbepHas cuctema
O OpvHapHas cTepubHas 6apbepHas cucTema C 3alMTHON HaPY>XHOIM YMNaKkoBKOM
YTunusayunsa

YTunusaumsa meLuuuHCKOro msgenvs «Habop ana katetepmsaunmy LEHTPaibHbIX BEH MO MeTOAYy
CenbguHrepa «Lleptoukc®»  (Certofix®) ¢ nNpuUHALNEXHOCTAMU»  MOC/Me  UCMO0/b30BaHUA
OCYLLECTB/ISIETCA B COOTBETCTBUM C TPebOBaHWAMM K OOpALLEHUIO C MEAMLMHCKMMU OTXO04amu, C
MeAULMHCKMMM OTX0faMu, ycTaHoBfieHHbIMU CaHlMuH 2.1.3684-21 no knaccy b w/vnn vHbIMK
[eNCTBYHOLMMN HOPMATMBHO-NPaBOBbLIMK akTamun Poccuiickori degepaunn.

Hencnonb3oBaHHOE MeAUUMHCKOE W3[eNne, HEUCMNONb30BaHHble YNaKoBKMW, [LO/MKHbI  ObITb
YTUIM3NPOBaHbl B COOTBETCTBUM C  MOPAAKOM  YTUAM3ALMM  TBepAbIX ObITOBLIX OTXOAOB,
YCTaHOB/IEHHbIM 3aKOHOAaTeNbCTBOM Poccuiickoin Pegepauun no knaccy A CanluH 2.1.3684-21
N/MAN NHLIMU LEACTBYIOWMMIN HOPMaTUBHO-NPaBOBLIMI akTamu Poccuiickoii defepaumm.

Mpy BO3HWMKHOBEHWW BOMPOCOB, KacaloWUXCA YTUAU3aLUW MeLUUUHCKOro W3genus, cnegyet
ob6palyatbca K ynosHOMOYEHHOM opraHusauymmn (umnoptep) B PO.

MpoussogunTtens/IponsseneHo
b. bpayH Menb3yHred AIl, Kapn-bpayH-WTtp. 1, 34212 Menb3yHreH, epmaHusa. B. Braun
Melsungen AG, Carl-Braun-Str. 1,34212 Melsungen, Germany.

YnonHoMo4eHHas opraHusauma (umnoprtep) B PP
00O «b.bpayH Meaukan», 191040, r. CaHkT-MeTepbypr, yn. MywknHckas, g. 10, Ten./dakc: (812)

320-40-04.
[arta Bbinycka nHgpopmauymu: 01.2023

www.bbraun.com
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Nr. 371/2023 deg Urkundenverzeichnisses

Die vorstehenden, dem Firmendruck ,B. Braun Melsungen AG
beigefugten, vor mir vollzogenen Hamensunterschriften
1. "ier Frau Vera Pekarek,
2 . der Frau Sandra Staufenberg,
beide geschaftsansassig Carl-Braun-Strabe 1,
D-34212 Melsungen,
and u;lr von Person bekannt, beglaubige 1ich hiermit.
Der N::tar fragte riach einer Vorbefassung im Sinne von
8§ ? An.s. 1 Nr. 1 BeurkG. Sie wurde von den Erschienenen
verneit.i

Melsungen, 07. M-irz 2023
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B BRAUN

MepeBof C aHTIMIACKOTO N HEMELLKOT O A3bIKOB
«b. bpayH Menb3yHreH AlM»
(B. Braun Melsungen AG)
MoppasgeneHme «Xocnutan Kaax»
(Division Hospital Care)

34209 Mefb3yHreH

KOHTaKTHOE NuLIo: Bepa Mekapek (Vera Pekarek)
PEJEPANIBHYHO CNYXBY MO daxc:

HAL3OPY B CHEPE 3. nouTa: vera.pekarek@bbraun.com
3APABOOXPAHEHNA Be6-caiiT: http://vAvw.bbraun.com
(POC3APABHA/LSOP) [Nata; 07 mapta 2023 roga

[leknapayoHHOe MMCbMO K MHCTPYKLMM MO NPUMEHEHWIO

YBaxaemsle rocrnogal
HacToAwmm NnMcbMOM Mbl,

«b. bpayH Menb3yHreH Al »

(B. Braun Melsungen AG)

Kapn-BpayH-LUTpacce 1

34212 Menb3yHreH,

MepmaHus (Carl-Braun-Str. 1, 34212 Melsungen Germany)

B cooTBeTcTBMM C [upekTusoii EBponeiickoro CoBeta EC 93/42/EEC B KayecTBe
OTBETCTBEHHOI0/3aKOHHOT0 NMPOW3BOAUTENS MEAULMHCKOIO U3Lenns

Habop pgna KaTeTepu3auuMym LUeHTpPasibHbIX BeH nNo MmeTogqy CenbavHrepa
«LlepTodhmkc®» (Certofix®) ¢ npuHaLNeXXHOCTAMMU

3a#BNISEM O TOM, YTO Hamu OblIM MPUHATHI BO BHUMAHWE 3amMeyaHus, NpuBefeHHble B NUCbME
Ne 10-145/23, koTopoe 6bln0 HanpaBneHo Poc3gpaBHagsopom 09 aHBaps 2023 roga. Mol
cornacHbl C 3amMeyaHuAMM, YyKasaHHbIMKM Poc3gpaBHaj30poM, W HanpaBnfeM BaM Ha
paccMOTpeHMne cneayrLWwnin 06HOBEHHbIN AOKYMEHT:

Bepcus MHCTPYKUMM MO NPUMEHEHUI0, npefHa3HayeHHas AN UCMOMb30BaHWUS Ha TeppuTopum
P® ot aHBapsa 2023 roga (Ha aHrAMIACKOM M PYCCKOM fi3blKax), ANS MeAWLMHCKOTo u3fenus
Habop ansa kateTepmsaunu LEeHTpasibHbIX BeH no Metody CenbanHrepa «LlepTopukc®»
(Certofix®) ¢ NpUHALNEXXHOCTAMM, BapraHTbl UCNONHEHNS:

Ha6op Ans KaTeTepu3auuu LEHTpanbHbIX BeH no meTody CenbauHrepa «LiepTotukc

Ayo HE S 720» (Certofix® Duo HE S 720) 10 Hab./yn. ¢ UHCTPYKLMEN NO NPUMEHEHUIO
(1 wrt.) kat. Ne 4168528;

Mpenccnatens McnonHnTeNbHbIN COBET: Odhuc komnanum: Menb3yHre Appec;

Hab.NI0NATeNbbIOr0 COBETA; Mapkyc LUTpoTMaHH Cya pervctpauynm: MecTHblii cyg “;- SpayH’\leelnmyHre:GAI'»
[O-p AHHeTT bennep (Mpeacenatens) ®putynapa f( . _rgun H?LELngen | )
Npus.foy. [-p WTedan HRB 11 000 322112 ’\ﬁay pacce
PynnepT (3amMecTuTenb uneHa WEEE-Per. Ne DE 42690900 eNb3yHreH
coseTa) lepmaHus

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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B BRAUN

CtpaHuya 2 Kk nucbmy ot 7 mapta 2023 roga

Habop ana katetepmsayum LeHTpanbHbIX BeH No Metofy CenbauHrepa «LlepTopukc®
Ayo HF V 715» (Certofix® Duo HF V 715) 10 Hab6./yn. ¢ MHCTPYKLMEA N0 NPUMEHEHUIO
(1 wr.) kat. Ne 4168518;

Habop pnd kateTepusaumu UeHTpanbHbIX BeH no metogy CenbauHrepa «LlepToukc®
Ayo HF V 720» (Certofix® Duo HF V 720) 10 Hab./yn. ¢ UHCTPYKLME NO NPUMEHEHNIO
(1 wT.) kKat. Ne 4168534;

Habop ana kateTepusauuun LeHTpasibHbIX BeH no metody CenbauHrepa «LlepTodumkc®
Ayo HF V 920» (Certofix® Duo HF V 920) 10 Hab6./yn. ¢ MHCTPYKLMEA NO NPUMEHEHUIO
(1 wT.) Kat. Ne 4167511;

Habop fand kaTeTepmsaumm LEeHTpasibHbIX BeH no meTtofy CenbauHrepa «LiepTothmukce®
Oyo HF V 1215» (Certofix® Duo HF V 1215) 10 Hab./yn. ¢ WHCTpyKuuein mno
npuMmeHeHunto (1 wT.) kat. Ne 4167538;

Habop Ans KateTepusauumn LeHTpasibHbIX BeH no metody CenbauHrepa «LlepTothmkce®
Oyo HF V 1220» (Certofix® Duo HF V 1220) 10 Hab6./yn. C WHCTpyKUMein no
npumeHeHuto (1 wr.) Kat. Ne 4167546;

Habop pns katetepmsauuun LeHTpasbHbIX BeH no MeTtody CenbguHrepa «LiepToukc®
MpotekT Ayo HF V 720» (Certofix® Protect Duo HF V 720) 10 Hab./yn. ¢ MHCTPYKLMei
no npumeHeHuto (1 wrt.) kat. Ne 4168534P.

B LENAX BHECEHUS W3MEHEeHW/A B [OKYMEHTbl PEerucTpayMoHHOro Jocbe B CBA3U C
COBEpPLUEHCTBOBAHMEM CBOWCTB W XapaKTepUCTUK MpPU  HEU3MEHHOCTU (YHKLMOHANbHOIO
[eACTBMA, HasHauyeHWs W MNpPUHUMNA [EACTBUA MEAWLMHCKOTO M3Aenus W npeacTaBieHUs
BblLLEYKAa3aHHOI0 JOKyMeHTa B defepanbHyt0 cny0y no Hafg3opy B cdepe 34paBOOXPaHEHUS

(Poc3gpaBHag3op).

B cnyuyae Kakux-nmbo pacxoxXaeHUn Mexay aHrMACKOW 1 pycCKoi BepcusMW HacTOsLLero
AOKYMEHTa, MPENMYLLECTBEHHYIO CUTY UMEET aHTIMAcKas Bepcus.

OT nnua komnaHun

«b. BpayH Menb3yHreH Al » (B. Braun Melsungen AG)

YNONHOMOYEHHOe Lo

<noanucaHo>

Bepa MNekapek (Vera Pekarek)

MeHexep oTaena HOpPMaTMBHO-NPaBOBOIro
perynmpoBaHus LleHTtpa pa3paboTku

BHYTPUMPOWU3BOACTBEHHbLIX ~ CTaHAapToB,  OTAEN
KynupoBaHus 60MeBOr0 CUHApPOMAa W paspaboTKu
LleHTPaNbHbIX BEHO3HbIX KaTETEpPOB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

YNoNHOMOYEHHOE MU0
<nogTcaHo>

3aHgpa W TaydeH6epr (Sandra Staufenberg)
ALMUHUCTPATOP OTAefla HOPMAaTMBHO-MPaBOBOIo
perynmpoBaHus LleHTpa pa3paboTKu
BHYTPUMNPOU3BOACTBEHHbIX  CTaHAapToOB,  OTAenN
KynupoBaHusi 60/71€BOTr0 CUMHAPOMA U Pa3paboTKu
LEeHTpa/bHbIX BEHO3HbIX KaTETEPOB



3

B otHomenuu 3anucu nog Ne 371/2023 B peecTpe JOKYMEHTOB
HactosmuMm s moaTBepXaalo BEPHOCTh BbIlIEYKa3aHHOM HHGOpPMALMHM, MOJJIHHHOCTH MevaTH

komnanuu «b. bpayn Menb3ynren AI'» (B. Braun Melsungen AG) u nocraBjieHHbIX B MOeM
NPHCYTCTBHH NOANHKCEN
1. r-xu Bepsl [lexapek (Vera Pekarek),
2. r-xu 3anapsl Ulraypenbepr (Sandra Staufenberg)
BeAyILIHUX AeATeNbHOCTD no agpecy: Kapn-bpays-IlTtpacce 1,
D-34212 Mens3ynred (Carl-Braun- Strafle 1, D-34212 Melsungen),
NMYHOCTH KOTOPBIX OBUIH MHOIO YAOCTOBEPEHBI.

Hotapuyc 3apnaBan Bompoc O mnpensaTcTBHAX cornacHo § 3, pasaena 1, Ne 7 3akona o
HOTapHaJIbHOM 3aCBHMJETENbCTBOBAaHHH. Ha BOMpoc ABHMBIIMECA NHL@A Aal¥ OTPHLATENbHBIHA
OTBET.

Menb3ynren, 07 mapra 2023 rozga

<noonucano>
Horapnyc
<TucHeHas neyats: Hunsc Baitrana (Nils Weigand), Hotapuyc B r. Mens3yHren>

IlepeBoa ¢ aHMIMACKOrO M HEMELKOTO A3BIKOB HA PYCCKHMi A3BIK BBINOJIHEH MEPEBOAYHKOM
HckycHbix JIMUTpHEM AnekcaHIpOBHYEM

TN
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Poccuitickas degepauns
Nopoa MockBa
LLlecTHaguaToro mapTa fiBe ThicAUM BajLUaTb TPeTbero roga

A, AnexuH EBreHnin Bnagumuposud, HoTapuyc ropoga MOCKBbI, CBUAETENbC3
NoA/IMHHOCTbL NoAnucu nepesoguynka VICcKycHbix AMntpus AnekcaHaposuya. ’
Moanuch caenaHa B MOEM NMPUCYTCTBUMN.

JInyHoCTb NognucaBWEro AOKYMEHT yCTaHOB/EHaA.
3apeructpupoBaHo B peecTpe: Ne 57/171-H/77-2023-4-2559.

ABeplleHMe HOTapuanbHoro genctema: 400 py6. 00 kon.

E.B.AnexuH

Bcero npoLwHyposaHo,
Np&HyMepo3aHo / CKpervieHo
myawMo N N nHc((-a,-0B)

IfcM%iOig>epo cie e *301*07*
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B BRAUN

B Braun Melsungen AG
s oo - ital C

3200 Meisugm

Contacl; Vera Pekarek

Fon: -f-4915117667398

Fax: -
TO THE Email: vera.pekarek™?bbraun.com
FEDERAL SERVICE ON Internet: http://www.bbraun.com
SURVEILLANCE IN HEALTHCARE
(ROSZDRAVNADZOR) Date: March 7, 2023

Declaration on Instructions for Use

Dear Sirs,

With this letter we

B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
Germany

as responsible/legal manufacturer according to the European Council Directive 93/42/EEC of medical devices

Certofix*and Accessories

herewith declare that we have taken into account the notes in accordance with letter no. 10-145/23 issued
on January. 09 2023 by Roszdravnadzor. Given that we are accepting the remarks raised by Roszdravnadzor
and we submit for your attention and consideration the following updated document: n

RU Specific Version of the Instructions for Use from 01.2023 (in English and Russian languages] for
Certofix’ design variants:

- Certofix' Trio HF 5 1215
- Certofix" Trio HF S 1220
- Certofix”Trio HFV 1215
- Certofix” Trio HF V 1220
- Certofix* Protect Trio HFV 1220

to update of the documents of the registration dossier for improving the features and characteristics of the
medical devices has no impact on the functional purpose, intended use and principle of operation of the

medical device group and submission of the above document to the Federal Service on Surveillance in
Healthcare (Roszdravnadzor).

ChAfrwomin of the Supervitory fioard larnjtive Boirjt CarporgU Office: Meliungrn AbBre»;

[7r Annette Beltet ili tiolmann Rrgi%lei Couit B Biawn Melsungen AG

ﬁmtﬁjrilriii Ctii.Braun StiaUe ’
Pnv l)<u D' Sirfae. Kupprtt Melsungen

Jurgen Slihi MfU Reg Mo Df 4?b%B00 Gtin-anv
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B BRAUN

Page 2 to the letter of March 7. 2023 to

In case of any discrepancy between the tnglish and Russian translations of this document, the English version

shall prevail.
For and on behalf of

B. Braun Melsungen AG

i, A i A
| A

Vera Pekarek , Sandra Staufenbefg

Manager Regulatory A*/airs CoE Infuiion ft Pain Therapy Administrator Regulatory Affairs International

CoE infusion ft Pain Therapy
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Instruction for use
Certofix® Central Venous Catheter Set for Seldinger technique with accessories, variants:
Certofix® Trio HF S Central Venous Catheter Set for Seldinger technique

Certofix® Trio HF V Central Venous Catheter Set for Seldinger technique
Certofix® Protect Trio HF V Central Venous Catheter Set for Seldinger technigue

oL ®?2

www.bbraun.com
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Intended use
Centra! venous catheter set for Seldinger technique.

Scope and variants

IFU is applicable of the following variants of medical device:

Triple-lumen cava catheter set for high flow rates and acute dialysis for catheterization of the
superior vena cava using the Seldinger technique. Opaque catheter made of polyurethane and guide
wire with flexible J-tip. Includes connecting cable for intra-atrial ECG lead via the guide wire for
simultaneous verification of catheter position.

Priming volume / Catheter length

Distal lumen  Medial Proximal
lumen lumen
15cm 0,4 cc 11cc 11 cc
20 cm 0,4 cc 13 cc 1,2 cc

Contents / a type and duration of contact of the medical device

1. Seldinger needle (Al) or Y-type Introducer needle (A2), depending on version (short-term contact
with blood);

2. Guide wire with length markings and flexible J-tip (r=3 mm) / straight tip (short-term contact with
blood), in dispenser (B) (short-term skin contact);

3. Scalpel (1) (short-term contact with soft tissues, blood);

4. Dilator (C) (short-tenn contact with blood);

5. Triple-lumen, opaque catheter made of polyurethane with soft tip (see packaging for length) (D)
(prolonged contact with circulating blood, unless otherwise indicated):

- Catheter markings to verify position;

- Colour-coded Luer Lok connections for each channel of catheter;

- Fixation wing (G) at the catheter fork to secure the catheter (no contact);

- Attachable, adjustable fixation wing (E) to secure the catheter by suture at the insertion site;

- Clamp for each catheter’s channel (prolonged skin contact);

6. Connecting cable for intra-atrial ECG lead (J) (herein referred to - «connecting ECG cable»)
(short-term skin contact);

7. Attachable clip (F) (no contact);

8. Omnifix® syringe, 5 ml (H) (herein referred to - «syringe») (short-term contact with blood); ~ #
9. Safsite Safety Connector for each channel of catheter (herein referred to - «connector Safsite»)
(prolonged contact with circulating blood).

Materials used
ABS, Brass, EP, HD-PE, Ink, IR, LD-PE, Nitinoi, PA, PA6 dyed, PC, PE, PE-HD, PP, PS, PUR,
PVC-white, SBS, SlI, Silicone oil, Stainless steel

For Certofix® Protect sets:

The base material of the central venous catheter Certofix® protect consists of polyurethane. All
lumens, including the hub and the outer surface of the catheter, are coated with a long-chain polymer
based on methacrylat. The polymer is embedded in and bonded to the base material of the catheter.
The polymer’s chemically modified side groups are freely accessible on the catheter surface. They
contain hydrophilic side groups such as polyethylene glycol and antiseptic polymeric biguanide side
groups. A comparable polymeric biguanide can be found in some wound irrigation solutions.
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Indications

Catherisation of the superior vena cava using the Seldinger technique for short-term (<30 days)
infusion and volume therapy or parenteral nutrition, for administration of highly osmolar or very
vein irritating solutions, for continuous or intermittent monitoring of the central venous pressure,
for blood sampling, or when peripheral venous puncture is not possible in state of shock, in patients
with injured extremities or no detectable peripheral veins.

Contraindications

Inflammation of the skin at the site of puncture; clotting disorders e.g. in therapy with anticoagulants;
anatomical anomalies, e.g. enlarged struma, tumours in the neck regions, very severe pulmonary
emphysema and postoperative changes at the site of puncture.

ECG lead: Do not record ECO lead during defibrillation, cardioversion or HF surgery.

For Certofix® Protect sets:

Do not use this product for patients with a known hypersensitivity to polyhexanide or related
substances such as chlorohexidine.

Risks / Side effects

Haematoma/bleeding at the site of puncture, catheter infection and sepsis, pneumothorax,
haemothorax, infusion hydrothorax or chylothorax due to incorrect puncture and incorrect catheter
position, cardiac arrhythmias due to incorrect intracardiac placement of the catheter, atrial rupture,
endocarditis due to mechanical irritation, arterial or venous injuries due to incorrect punctures,
catheter-induced thrombosis and thrombophlebitis, damage to nerve structures (e. g damage to the
brachial plexus, damage to the phrenic nerve), air embolism, catheter embolism, cardiac tamponade,
vena cava lesions, mispositioning, CVC dislocation.

Warnings

- Re-use gof single-use devices creates a potential risk of patient or user. It may lead to contamination and/or
impairment of functional capability. Contamination and/or limited functionality of the device may lead to
injury, illness or death of the patient.

- Do not subject the Certofix® catheter to pressures in excess the operating pressure of 1.2 bar or the
maximum pressure limit of 2 bar in case of emergency.

- Use strictly aseptic techniques.

- To avoid air embolism make puncture lege artis with the patient in head-down position.

- Use X-ray to check the position of the catheter tip. If in doubt about the position, inject cofftrast
medium or record intraatrial ECG lead.

When recording an ECG lead, please note:

- Use only in rooms that are protected against electrostatic charge.

- Wear antistatic operating theatre shoes.

- Observe relevant safety regulations and national specifications and deviations.

- Use an ECG monitor with floating input (CF type) only.

- Earth the monitor for additional equipotential bonding.

- Ensure that all connections are securely fastened.

- Ensure that the guide has no contact to external conductive parts.

- Secure the catheter adequately.

- Daily strictly aseptic catheter care.

- Change contaminated or soaked dressings when required.

- Use different sites for blood sampling and administration of infusions or medication to reduce the
risk of infection.
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- Rinse catheter thoroughly with physiological saline after transfusions or blood sampling.

- To prevent air embolisms, fasten the connection to the catheter securely and use only infusion sets

with Luer Locks.

- Do not withdraw guidewire against the needle bevel to reduce risk of damages or possible shear of

guidewire. If insertion is difficult, perform further actions in consideration of the given situation,
with regards to the clinical risks and benefits for patient.

* - Alternatively, first remove the puncture needle and then insert the dilator in its place. This
considerably reduces the risk of damaging the guide wire by the dilator when the guide wire is pulled

back. If it is difficult to remove the guide wire from the catheter, remove both the guide wire and the

catheter.

- If the vein is known to be constricted, it can be of help to turn the guide wire in the needle or

remove the guide wire and insert the straight guide wire tip.

- Do not bring the PUR catheter into contact with acetone as acetone dissolves the material causing

the catheter to become porous and to leak.

- Cardiac arrhythmias may occur during an MR examination with an inserted catheter. There should

be no electrolyte solutions in the catheter during an MR examination.

Acute dialysis

- Do not use Safsite valves for haemofiltration / haemodialysis.

- Strict indication in patients with increased tendency to bleed and risk of bleeding.

- Rinse catheter thoroughly with physiological electrolyte solution after transfusions or blood

sampling.

- Ensure that catheter is properly connected as otherwise there is a risk of air embolism. Use only

infusion sets with Luer Loks.

Do not resterilise.

Use only if the packaging is intact.

For Certofix® Protect Trio HF V sets:

It is not allowed to use the central venous catheter Certofix® Protect for other purposes as described

in chapter 4 “Indication”. Any application of this catheter in the central or peripheral nervous

system is not permitted

Directions

If an ECG lead is to be used to check the position of thecatheter and sinus rhythm can be
recorded, first connect the patient to a CF type monitor with approval to record intra-atrial
leads (see below) (type: CF) using a Certodyn® Universal Adapter (herein referred to -
«adapter Certodyn®») or a switchable ECG patient cable.

1. When making a puncture, always wear sterile clothing with facemask, cap and gloves. After
thoroughly cleaning and disinfecting the skin, (use alcohol or iodine based cleaning agents, e.g.
Braunol® or Softasept® N), cover puncture site with a sterile fenestrated drape. Then fill the
proximal channel of the catheter with physiological saline to verify the patency of the lumens.

2. Puncture the vein using the supplied Seldinger needle or valve needle (depending on the set used)
with the syringe attached for aspiration.

Do not bend the introducer needle, because it may cause difficulty in advancing the guide wire
through the needle or in removing the needle from the guide wire.

When the needle is already bended, stop using it.
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3. Guide wire in dispenser. Remove the protective cap from the dispenser. Then fit the dispenser with
the guide wire on to the plastic capillary of the Certofix®, the Seldinger needle or the side of the
valve needle (depending on the set used). Use your thumb to advance the guide wire into the vein.
Use the length markings to check the insertion depth.

4. When the guide wire is in the desired position, remove the dispenser and the cannula, retaining the
position of the guide wire.

5. Dilate the puncture track. This is done by holding the extracorporeal section of the guide wire and
advancing the short dilator - rotating it slightly - over the extracorporeal part of the guide wire and
into the puncture site. Then remove the dilator from the puncture track, retaining the position of the
guide wire.

6. Advance catheter over the extracorporeal part of the guide wire up to the puncture site. Then hold
the end of the guide wire and advance the catheter up to the desired position, turning it slightly.

7. The intravasal catheter length can be read from the permanent length markings.

8. To verify the position of the catheter tip by ECG, first position the tip of the catheter and the guide
wire at the same position (the first wide marking on the guide wire protrudes out of the catheter
connection). Now secure the clamp of the ECG connecting cable to the guide wire directly behind
the catheter connection. Insert the connector of connecting cable into the Certodyn® Universal
Adapter and switch over to the heart symbol (see separate instructions for connection of Certodyn®
Universal Adapter). Then advance the catheter with the guide wire towards the right atrium under
ECG control. Ifthe ECG shows a higher than normal P wave, it can be assumed that the catheter tip
is in an intra- atrial position (intra-atrial ECG lead). If the catheter with the guide wire is pulled back,
the P wave returns to normal {-* transition point). The correct catheter position in the superior vena
cava is reached when the catheter and the guide wire are pulled back a further 2-3 cm. Then remove
the guide wire.

(IE R il

With a 15 cm catheter, the catheter tip usually does not reach the atrium. In this case advance
the guide wire under ECG control until a higher than normal P-wave appears. Thus, the
correct direction of the catheter is at least checked.

9. Secure the catheter to the skin using the integrated fixation wing. It can also be secured directly at
the puncture site with the moveable fixation wing. Clip can be used to secure the slit wing on the
catheter.

10. There are slide clamps on the extension lines. These are used to close the lumens when infirsion
or transfusions are changed. If Safsite is connected to the catheter, it is not necessary to close the
catheter with the clamps as Safsite automatically closes the infusion line if disconnected. However,
ensure that Safsite is securely connected to the catheter.

w nw

Always use fixation wings to secure the catheter tubing as the catheter may otherwise be torn
apart and flushed into the vein.

In order to obtain a safe combination, it is recommended to use compati-ble infusion devices, for
example: syringes, infusion lines, stopcock man-ifolds, needle-free connectors and etc., having a
Luer or Luer Lock con-nection type (ISO 80369-7).

Haemofiltration / Haemodialysis:

Disconnect all Safsite valves from the central venous catheter.

Connect the arterial tube segment of the dialysis unit to the proximal channel of the catheter (red
clamp). Connect the venous tube segment of the dialysis unit to the medial channel of the catheter
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(blue clamp). Then perform extracorporeal filtration as usual. After dialysis the lumens of the
catheter can be rinsed and the catheter used again as an infusion catheter.

W w w
Always keep unused channels of the catheter filled with saline solution. Fill the channel directly
after use with saline solution and replace solution frequently if necessary.

w w T
When sampling blood through the proximal lumen, ensure that the other lumens are kept

closed to avoid incorrect laboratory results due to addition of infusions.

Conditions and duration of use

The Certoflx catheter is intended for short-term use (<30 days).

Monitor CVC Condition (e.g. for catheter related bloodstream infection, paravasation,
thrombophlebitis) and remove CVC in accordance to hospital guidelines.

Promptly remove any intravascular catheter that is no longer essential.

The product should only be used by physicians that have been adequately trained in this technique in
patient facilities.

Additional information

For Certofix® Protect sets:

The coating of the Certofix® Protect catheter is effective against the most frequently occurring
pathogens which can cause a catheter-associated infection:

» Staphylococcus aureus

» Staphylococcus epidermidis (coagulase-negative Staphylococci)

» Methicillin-resistant Staphylococcus aureus (MRSA)

* Enterococcus faecalis

* Escherichia coli

» Pseudomonas aeruginosa

Technical characteristics of the medical device
The key characteristics of the main functional elements of the medical device are indicated on the

Item Catheter Introducer Needle ~ Guidewire Tissue Dilator
number Effecti outer Outer Lumen Nominal outer Effective Jtdax length, Meax. Min. EfT
ve diameter, diameter diameterr flow rate diameter, length,  oiitcr cm outer Inner length,
length, mm (French)  (gauge) by lumen mm mm diameter, diameter diameter, cm
cm DIM/P (ml/min), mm mm mm
D/IM/P
4160578 =15 =40 2 16/12/12  65/170/202 =13 =70 =0,89 = =1 =10 =9,6
4160586 =20 =40 12 16/12/12  55/150/165 =1,3 =70 =0,89 =50 =1 =10 =9,6
4160614 =15 =40 12 16/12/12  65/170/202 =1,3 =73 =0,89 =50 =1 =10 =9,6
4160622, =20 =40 2 16/12/12  55/150/165 =13 =73 =0,89 =50 =1 =10 =9,6

4160622P

D - Distal, P - Proximal, M - Medial

Also, the name of the MI contains information about the key characteristics of the catheter, namely:
« Reference to Seldinger technique.

* “PROTECT *refers to antimicrobial coating of the catheter.

* Trio (three) indicate the number of catheter lumens.

*“HF” in the name refers to high-flow catheter.
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« This is followed by a letter indicating the type of introducer needle: S— Seldinger introducer
needle, V — Y-Introducer needle.

This is followed by three figures: the first one indicates the outer diameter of the catheter, the next
two — catheter length in centimeters.

Internationa! standards the medical device manufacturer applies

EN ISO 13485, ISO 14971, ISO 10555-1, I1SO 10555-3, ISO 11070, ISO 9626, EN 1707
(ISO 80369-7), DIN 42802, ISO 10993-1, 1ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6,
ISO 10993-7, 1ISO 10993-10, ISO 10993-11, ISO 10993-18, ISO 10993-18, ISO 11135, EN 556-1,
ISO 11607-1, EN 1SO 15223-1, EN 1041-2008.

Operating conditions

Parameter Operating conditions
Temperature +15°C to -b30"C
Relative air humidity up to 90%

Storage and transportation conditions

Parameter Transport conditions Storage conditions

Temperature -20°C to+15°C (2 days) +15°C to +25°C
+15°C to +25°C (several (duration of shelf life)
weeks)

+25°C to +40®C
(duration of two weeks)
Relative air humidity up to 90% up to 90%

Symbols used in the marking
Symbol Explanation
Use-by date

Date of manufacture

iJ Manufacturer
LOT Batch number

Catalog number

® Do not re-use

STERILEIEO  Sterilization by ethylene oxide

Ma Consult instructions for use

A Caution

CE mark - the conformity mark of Directive 93/42/EEC and the identification
C€ 0123 number of the accredited certification body in the European Union
CE CE mark — mark of confonnity to the requirements of Regulation (EU)
2017/745 on medical devices
«Keep away from sunlight»
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«Keep dry»

«Upper limit of temperature»

Depending on the version of medical device additional characteristics and symbols may be printed

GIN The international code marking and record-keeping logistics units
PZN Central pharmaceutical number of Germany

Do not use if the package is damaged

Apyrogenic
Medical device
Country of origin

Single sterile barrier system

Single sterile barrier system with protective outer package

00: “x@

Disposal

Disposal of the medical device "Certofix® Central Venous Catheter Set for Seldinger technique
with accessories" after use is carried out in accordance with the requirements for medical waste
established by SanPiN 2.1.3684-21 for class B and/or other applicable legal acts of the Russian
Federation.

Unused medical device and unused packages should be disposed of on the according to the
requirements of SanPiN 2.1.3684-21 as the waste is class A and/or other applicable legal acts of the
Russian Federation.

If you have any questions regarding the disposal of a medical device, you should contact the
authorized organization (importer) in the Russian Federation.

Manufacturer / Manufactured at: - n
B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungeni-Germany.

Authorized organization (importer) in the Russian Federation
LLC «B.Braun Medical», 191040, Saint Petersburg, Pushkinskaya str. 10, tel/fax (812) 320-40-04.

Date of issue: 01.2023
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MHCTPYKUMA NO NPUMEHEHUIO

Habop pn1s  KateTepusauuu LEeHTpasibHbIX BeH Mo MeTody CenbfuHrepa «LlepTothuKc®»
(Certofix®”" ¢ NpNHaANEXHOCTAMN, BapUaHTbl UCMONHEHNUS:
Habop ana karetepusaumm LeHTpasbHbIX BeH No metogy CenbauHrepa «Lleptogmke® Tpuo HF

S» (Certofix® Trio HF S)
Habop ana KaTeTepusauumn LEeHTpanbHbIX BeH No Metogy CenbanHrepa «Leptothmke® Tpuo HF

V» (Certofix® Trio HF V)
Habop ana karetepmsauumn LEHTpasbHbIX BeH Nno mMeToay CenbauHrepa «Lleptomkce® MpoTtekTt

Tpuo HF V» (Certofix® Protect Trio HF V)

01 02
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HasHaueHne
Habop ana KateTepmsauun LeHTpasbHbIX BeH N0 MeTody CenbauHrepa.

O6nacTb AeiCTBUA 1 BapuaHTbl UCMONHEHWS

3Ta UHCTPYKLMA NpUMEHUMA K cnefytowmm sapuadHtam MU:

Habop ¢ KaTeTepom TpexKaHa/bHbIM /1 BbICOKOMNOTOYHOW WH(Y3UWU W 3KCTPEHHOrO Auanunsa ans
KaTeTepu3aLuny BepxHei Nosoi BeHbl No Metody CenbavHrepa. PeHTreHoOHenpo3payHbIlii KateTep U3
nofmypeTaHa v MPOBOAHUK C TMOKMM J-KOHUMKOM. BKtouyaeT Kabenb CoefuHMTeNbHbIN ana K-
3NeKTpoAa BHYTPUMNPeLCepAHOro AN 3anmMcu BHYyTpunpeacepaHoin 3K uepe3 NpoBOAHMK, AN
HenpepbIBHOrO KOHTPO/IA NOJIOXKEHUS KaTeTepa.

O6beM 3anonHeHns / AnvHa KaTeTepa

AnctanbHbli MeaunanbHblii MpoKcUMasbHbI
KaHan KaHan KaHan
)5 cMm 0,4 cw® 11 cw® 11 e
20cm 0,4 cw® 13 ot 1,2 cm®
CoctaB (BNA/NPOAOMKNTENbHOCTL KOHTakTa no FOCT 10993-1) n

]. Wrna CenbanHrepa nHTpoastocepHas (Al) unu Y-Mrna nHtpoabtocepHas (A2), B 3aBUCUMOCTM
OT Habopa (KpaTKOBPEMEHHbIV KOHTaKT C KPOBbHO);

2. TIpOBOAHWK, C pa3MeTKON ANMHbI, TUOKMM J-KOHYMKOM (I = 3 MM)/MpAMbIM KOHYMKOM,
(KpaTKOBPEMEHHbIVi KOHTAKT C KPOBbi0) B AucreHcepe (B) (KpaTKoBpeMeHHLEW KOHTaKT ¢ Koxel);
3. Ckanbnenb (I) (KpaTKOBPeMEHHbINA KOHTAKT C MATKAMW TKaHSMW, KPOBbIO);

4. Aunatatop (C) (KpaTKOBPEMEHHbIN KOHTaKT C KPOBbIO);

5. KarteTep TpexKaHa/bHbliA, PEHTreHOHeNnpo3payHblil, W3 MNOMMypeTaHa, C MATKUM KOHYMKOM
(8nmMHY cM. Ha ynakoBke) (D) (BNUTeNbHbIA KOHTAKT C LMPKY/MPYIOLLEN KPOBbIO, EC/IN He YKa3aHo
NHOe):

- PasmeTka [/IvHbI Ha KaTeTepe AN KOHTPONA MONOXEHUS;

- KoHHekTop JTt03p J10K € LiBETOBOI MapKMPOBKOM KaXKAOro KaHana KaTeTepa;

- ®ukcatop HeCbEMHbIM B MeCTe COeAVHEHWA KaHa/lOB KaTeTepa [A/1F ero 3akpensieHus (He
KOHTaKTUpyer);

- OcHoBa (pnkcatopa cbéMHoro (E), perynupyemas, 415 3aKpernieHns Katetepay MecTa BBEAEHUSA C
MOMOLLbIO UraTypbl (ANNTENbHBIA KOHTAKT C KOXe);
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- 3KUM UM 3KMM CLBMXXHOM Ha KaKAOM KaHane KaTeTepa (KpaTKOBPEMEHHbIA KOHTaKT C
KOXeR).

6. Kabenb coefmHuTenbHblil ans 3KI-anekTpoga BHyTpunpeacepaHoro (J) (ganee no TeKCTy -
«QKI -Kabenb coeAnHUTENbHbIN») (KPaTKOBPEMEHHbIA KOHTAKT C KOXEN).

7. Knunca tukcaTtopa cbéMHoro (F) (He KOHTaKTUpYyeT);

8. Wnpuy «OmHudmke» (Omnifix®) 5 mn (H) (ganee no TekCTy - «wnpuy») (KpaTKOBPEMEHHbI
KOHTaKT C KPOBbHO); _

9. KoHHeKTOop 6e3birofibHblint «Cadcat» (Safsite) Ans Kakaoro KaHana Katetepa (ganee no Tekcty
—«KOHHEKTOp «CacaiiT») (4IMTeNbHbIA KOHTAKT C LPKY/IMPYHOLLIEN KPOBbIO).

Mcnonb3yemble Mmatepuasnbl
ABC, naTyHb, anokcuaHas cmona, M3BIM, yepHuna, n3onpeHoBbIn Kayyyk, M3HIM, HUTUHON, MA,
MA6 okpawenHblid, MK, M3, MN3BM, MM, MNC, Ny, NBX-6enbiit, CBC, CUANKOH, CUINKOHOBOE
Macno, Hep>kaseroLLas CcTasb.

[na Habopos «LienTodukc® MooTekT» (CertoFix® Protect): A
OCHOBHbIM MaTepuanoM LEHTPaSbHOr0 BEHO3HOro KaTeTepa B Habopax LlepTodwmkc [lpoTekT
ABNAETCA nonvypeTaH. Bce KaHasbl, BKAOYasd KOHHEKTOP J1103p JIOK Y HapyXHYK MNOBEPXHOCTb
KateTepa, MOKPbITbl AAMHHOLENOYEYHbIM MOJIMMEPOM Ha OCHOBe MeTakpwiata. HaHocuMblit
nosiMMep CBsA3aH C OCHOBHbIM MaTepuasiom KateTepa. XMMUYECKU W3MEHeHHble GOKOBbIE Tpynribl
nosMmepa CBOOOAHO pPACMOMOXEHbI Ha MOBEPXHOCTM KaTeTepa. B ux 4mcno BXOZAT Takve
rmapoduibHble 60KOBble TPYMMbl, KakK MOMAMITUAEHTIMKONb N aHTUCENTUYECKNIA MOMUMEPHBIV
6uryaHma. ConocTaBMMbIA MOMAUMEPHbIA OUryaHWa BXOAMT B COCTaB HEKOTOPbIX PacTBOPOB A/
OpOLUEHMNS paH.

MoKasaHMA K MPUMEHEHNIO

KaTeTepusaums BepxHeil nonoii BeHbl No Metogy CenbauHrepa s Henpofo/mKUTenbHon (<30
AHel) WH(Y3MOHHOMW W nnasMo3amellalrollet Tepanuu, MapeHTepabHOr0 NWUTaHUSA, BBeLEHUS
BbICOKOOCMOJIAAPHBIX MW pa3fpaKatowmnx BeHbl PacTBOPOB, MOCTOSHHOIO WAU MepUoLUNYECKOro
MOHWUTOPUHIa LEHTPasbHOr0 BEHO3HOIO [JaBNeHus, B3ATUA NpPo6 KPOBW; €CAu  MyHKUus
neputepuyecKnx BeH HEBO3MOXXHA, MPWU LLIOKEe, TpaBMax KOHEYHOCTEeR K ecnu nepudepuyeckue
BEHbI He ONpesenstTCs.

lNpoTnBONoKasaHuA .
BocnaseHne KOXW B 30HE MYHKUMW, HapyLUEHWA CBEepPTbIBAHWA KPOBW, Hamp., Npu eYeHnn
aHTMKOArynsaHTamu; aHaTOMUYeCK/e aHOMaIvK, Hanp., YBeNMYeHHbI 300, Onyxonu Len, Tsaxenas
aMhn3ema NIerknx n pyoLoBble U3MEHEHUSA B 30HE NMYHKLMUN.

3anuce OKI: He nposoauTh npu gedmnbpunnaumm, kapamosepcum unv BY-xupyprum.

[ns Habopos «LlepTrotmkc® lMNpoTtekt» (Certofix® Protect);

He wcnonb3yitTe y nNauveHTOB C W3BECTHOW [UMEPYYBCTBUTENBbHOCTLIO K MNOMUIeKcaHugy W
aHanoram, TaknMM Kak X/10preKcuauH.

Mo6ouHbIe AecTBUA/PUCKN NPUMEHEHWS

emaTOMa/KpOBOTEYEHNE B MeCTe MYHKUMW, KaTeTepHas WHQEeKUMs ¥ cencuc, NHeBMOTOpaKC,
reMOTOpPaKC, WH(Y3UOHHbIA TMAPOTOPAKC M XMIOTOPAKC MpW HapyLUeHUM MpaBUa MYHKUAU K
YCTaHOBKM KaTeTepa, CepfeyHble apuTMuy Npy OLIMBOYHOM BBEAEHMM KaTeTepa B MOMOCTb Cepaua,
pa3pbiB NpPeACcepansi, 3HAOKAPAUT MPU MEXaHUYECKOM Pa3fpaXXeHWW, MOBPEXAEHWe BeHbl WM
apTepuu Mpu HapyLueHWU MNpaBua MYHKUWK, Bbi3BaHHbIA KaTeTepoM Tpom603 v TPOM6O(NeomT,
NOBPEX/EHNE HEPBHbIX CTPYKTYP (Hanp., NOBPEXAEHWE NIEYEBOro CNAeTeHNs 1 AuadparManibHOro
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HepBa), BO3AyLUHaA aMbonusa, kaTeTepHas aM60/Ms, TaMNoHaza cepaua, NoBpeXxaeHWs Moo BeHbl,
HenpaBWIbHOE NoNoXKeHue, cMmelleHre LIBK.

MpeaynpexgeHus

- MoBTOPHOE UCMO/b30BaHME OAHOPA30BbIX M3AENNA CO34aeT BO3MOXHBIA PUCK 418 MauueHTa u
nepcoHasa. 3TO MOXET TMPUBECTU K 3aPOKEHUI0 W/MNW  HApYLIEHUIO  (PYHKLMOHAIbHbIX
BO3MOXHOCTel. 3apaKeHue W/unn orpaHuyeHne QYHKUUN U3LeMS MOXET MPUBECTU K TpaBMe,
60/1€3HM NN CMEPTU NaLMeHTa.

- He nopggepraiiTe KaTeTep BO3AENCTBUIO [aB/eHUA Bbile paboyero ypoBHa 1.2 6ap, npeaenbHoe
AasnieHne 2 6ap AoNyCcTUMO TONbKO B 3KCTPEHHON CUTYaL MK,

- CTporo cobntogarite MeToAbl acenTUKK.

- Bo u3bexaHune BO34YLIHON 3MOOMN BbINOMHANTE MYHKLUMIO MO BCEM MpaBuiam B MONOXKEHWUM
60/IbHOTO NeXKa rof0BO BHU3.

- Wcnonb3yinTe peHTreH AN KOHTPONA MO3ULUMK KOHYMKa KaTeTepa. [pyM COMHEHMM B NO3vumu,
BBEAWTE KOHTPACTHOE BELLECTBO WM BbIMOMHUTE 3anncb BHyTpunpeacepaHoro SKI oTBegeHus.
Mpwn 3anucn KT cobniogaiite cnegytowne npasuna:

- Vcnonb3yiiTe TOMbKO B MOMELLEHUAX C 3/IEKTPOCTATUUECKOM 3aLlnTON.

- HocuTe aHTMCTaTMUeCKy0 XMPYPruyeckyto obyBb.

- Cobniofainte npuMeHUMble npasuia 6e30MacHOCTW, rOCyAapCTBEHHbIE TEXHUYECKME YCN0BUA Y
0C06EeHHOCTMW.

- Vicnonbayiite Tonbko IKI-MOHUTOP € He3a3emieHHbIM BXogoM (Tun CF).

- 3a3emM/iMTe MOHUTOP 419 LONOSHATENBHOIO YPaBHUBaHNA NOTEHLMAMNO0B.

- Y6eanTech B HafleXKHOCTW BCEX COEAVNHEHMUIA.

- Y6eanTech B OTCYTCTBMM KOHTAKTa NMPOBOAHMKA C BHELLUHVMMM TOKOMPOBOAALL MMM YaCTAMU.

- HagexxHo chmkeupyiite kaTeTep.

- ExkefJHEBHO BbINONHAVTE aCENTUYECKMI YXO[ 3a KaTeTepoM.

- BoBpeMmsi MeHsiTe 3arpssHeHHble UM NPOMOKLLME MOBA3KW.

- Wcnonb3yliTe pasHble JOCTYNbl ANS B3ATWUS KPOBW W BBEAEHUS PAcTBOPOB W /IEKAPCTBEHHbIX
CPELCTB /15 CHUKEHUSA pUCKa UH(EKLMN.

- Mocne nepenuBaHWs KPOBM WAM  B3ATUS NpPo6 KPOBM TW,ATENbHO MNPOMONTE KaTeTep
(hr3pacTBOPOM.

- Bo un3b6exaHue BO3AYLUHOW 3M6OAMM 3aTAHMTE COEAMHEHWS KaTeTepa W BblOMpaiTe TONbKO
NHPY3NOHHbIE cucTeMbI JTH03p J10K.

- He n3BnekaiTe NpoBOAHWK 4epe3 Wrny, YTobbl CHU3UTb PUCK MOBPeAUTbL W cpe3aTb ero. EMu
NPOABWXXEHWNE 3aTPYAHEHO, BbINOMHANTE fanbHeine LEACTBMA C YYeTOM TeKyllel CuTyauuu,
BO3MOXHbIX K/IMHWYECKNX PUCKOB U B MHTEPECAX MauueHTa.

- BmecTo 3TOro, cHavana ygannte uriy UHTPOALIOCEPHYIO, 3aTeM BBefMTe BMECTO Hee AunATartop.
PucK noepexaeHnsa NpoBOAHKKA MPU ero U3BneyeHnn Yepes gunaratop 3HaumTenlbHO Huxe. Ecnu
n3B/IeYeHNe NPOBOAHUKA U3 KaTeTepa 3aTPyLHEHO, yAaniuTe NPOBOLAHNK BMECTE C KaTeTepoM.

- ECcniv M3BECTHO O CYXXEHMWN BEHbI, MOXXHO NMONpo60BaTh BpawaTb NPOBOLHUK B UINe U U3B/EYb
MPOBOLHUK, MepeBepHYTb ero 1 BBECTU NPAMbIM KOHUMKOM B UrNY.

- W3beraiiTe KOHTaKTa KaTeTepa W3 MNOAMypeTaHa C aueTOHOM: aueTOH pacTBOpseT MmaTepuan,
KaTeTep MOXET CTaTb NMOPUCTLIM W1 MPOTEKATD.

- Mpn MPT wuccnefoBaHUM C YCTaHOB/IEHHbIM KaTeTepOM BO3MOXHbI CepfeyHble aputMmun. lMpu
MPT wnccnegoBaHumn B KaTeTepe He AO/MKHO OblTb 31eKTPONIUTHOIO pacTBopa.

DKCTPEHHbIN fnanus;
- He ncnonb3yiiTe KoHHeKTOp «CadicainT» (Safsite) Bo Bpems remounbTpaymm / remogmanmaa.

www.bbraun.com
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- OrpaHuyeHHble MOKa3aHUs Yy MalUWeHTOB C MOBbILLEHHOW CKMOHHOCTbIO K KPOBOTEYEHUSIM W
PYCKOM KpPOBOTEYEHMS.

“Mocne TpaHchy3nm 1 B3ATUS NPO6 KPOBM TLLATENBHO NPOMOIiTe KaTeTep.

- TllpoBepbTe HAAEXHOCTb COEAMHEHUS KaTeTepa ANS MpPeAynpeXxaeHus pucka BO3AYLUHOM
aMGonMK. Mcnonb3yitTe TONbKO MHADY30pHbIE MArUCTpann ¢ KOHHeKTopamu J1to3p JIoK.

He NoAneXuT NOBTOPHOI CTEpUAM3aLIN.
He 1cnonb3oBaTh NPy NOBPEXAEHUN YAKOBKM.

[ns HabopoB «LlepTodmke® MpoTekT» fCertofix® Protect):

He ncnonb3yiiTe LeHTpasibHbIA BEHO3HbIA KaTeTep B Habopax LlepTomKe® MpoTekT Ans uenem, He
yKaszaHHbIX B NYHKTe 4 «[oKa3aHWsi K MPUMEHEHNIO». [IpUMeHEHNE 3TOro KaTeTepa B LIEHTPa/IbHOM
1N nepudepruyeckoin HepBHOM crUCTEME 3anpeLLleHo.

Cnocob npvMeHeHNst

11N-:-NYHP™1NHUE:

Mpun Bblbope IKI™ 4519 KOHTPOIA NO3ULMM KaTeTepa U HaIM4ynn CUHYCOBOr0 pUTMa, CHavasa
NoAKIOUNTE NaumeHTa K MoHUTOpy Tuna CF, npurogHoro Ang 3sanucu BHYTPUNPeLcepaHOro
oTBegeHus (cMm. Hwke) (Tun: CF) mcnonb3ys aganTep yHuBepcabHbI ans OKI-KoHTpons
KaTeTepmsaumm LeHTpanbHbIX BeH «LlepTtoamH» (Certodyn® Universal Adapter) (ganee no
TeKCTy - aganTep «LlepToanH») nnn nepekntovaemblii IKIM Kabenb nayyeHTa.

1 BbINOMHANTE MNYHKUUIO B CTEPWbLHON Ofexae, Macke, Llanoyke W nepyaTkax. TujaTesnibHO
obpaboTaiiTe KOXy (MCMONb3YliTe CNUPTOBbLIE MAN WOAHbIE YMCTALLME CPeAcTBa, Hanp. BpayHon mam
Coptacent H) n HaKpoWTe 30HY MNYHKLUMW CTEPWUILHON MPOCTbIHE C oTBepcTuem. [poBepbTe
NPOXOAUMOCTb KaHasloB 3amno/iHMB NPOKCUMa/IbHBIA KaHan KaTteTepa ()u3pacTBOPOM.

2. TIyHKTMpyinTe BeHy MpPUIOXEHHON wurnoil CenbanHrepa WHTPOAbIOCEPHOW wunn Y-Urnoii
WHTPOAbLIOCEPHON (3aBMCUT OT Habopa), COeANHEHHOI CO LUNPULEM ANS acnupauuu.

UK wiiaiiBi

He crubaiiTe MHTPOALIOCEPHYO WINYy, TaK Kak 3TO MOXET Bbl3BaTb 3aTPYAHEHMUS MNPU BBEAEHUU
MPOBOAHMKA YEpe3 Ury WUan Mpu WU3BIEYEHUUN UTbI MO NPOBOAHWUKY. ECnv urna yxe usorHyTa, To
MpekpaTnTe ee UCNOoNb30BaHMeE.

3. MNpoBofHUK B aucneHcepe. CHYUMUTE KOMINAYoK 3alUTHBIA AncneHcepa. BcTaBbTe AucneHcep ¢
npoBogHUKOM B urny CenbfuHrepa WHTPOLbIOCEPHYHO WM B GOKOBOW MNOpPT  Y-WI/ibl
WHTPOALIOCEPHON (3aBUCUT OT Habopa). BonbliMM nNanbluem ABUrainTe MNPOBOAHWUK B BEHY.
KOHTPONSA rny6uHbl BBELEHWNA UCMONb3YINTe PasMeTKY A4JINHbI.

4. Tlocne yCTaHOBKM MPOBOAHWKA B 33JjaHHOE MOMIOXeHWe ypanuTe AWCMeHCep W WUry, He MeHAas
MoNOXeHNe NPOBOLHMKA.

5. PaclumpbTe NYHKLMOHHBIA X04. [N 3TOro, yaepXXunsas Hapy>XHYH 4acTb MPOBOAHWKA, ABUrainTe
KOPOTKWUIA Agunatatop, Cnerka Bpalias ero, rno Hapy>HOlM 4acTu MPOBOAHMKA B MECTO MYHKLMW.
3arem yfanute AunataTop M3 NYHKLWMOHHOIO X0A4a, He MeHss NOJIoXKeHWe NPOBOAHMKA.

6. [lBuraiiTe KaTeTep MO Hapy>HOM 4acTW MPOBOLHMKA K MECTY NMYHKUMW. 3aTeM, yaepXXnBas KoHel
NMPOBOLHWNKA, BBEAWTE KaTeTep Ha HEOOXOAMMYIO AJINHY, CNerka BKpy4mBas ero.

7. ANVHY BHYTPUCOCYAMUCTOW YacTW KaTeTepa MOXKHO ONpeAe/inTb Mo HeCTUPaeMOl pa3MeTKe.

8. [lna onpefenieHNs NMOIOXKEHNA KOHUYMKA KaTeTepa ¢ nomoLbio K[ coBMecTUTe KOHUblI KaTteTepa
1 NPOBOAHMKA (M3 KOHHeKTOpa JTt03p JI0K KaTeTepa AO/MKHA NOKa3aTbCA MepBas LUIMPOKas MeTKa Ha
NpoBoAHMKe). 3akpenuTte 3axuM IKI-kabens coeanHUTENBHOrO Ha NMPOBOLHUKE Y ero Bbixoda U3
KaTeTepa. BcTaBbTe KOHHeKTOp 3bCl-kabensi coeAMHWUTENBHOIO B pasbeM aganTtepa «LiepToanH» u
CABVHbTE Mepeknoyartesib K CMMBONY cepaua (CM. OTAENbHYK WHCTPYKUWUKO MO MPYMEHEHUIO
afantepa «LlepToamH»). 3aTeM npogBurainTe Katetep ¢ NPOBOAHVMKOM K MPaBOMY MpeLcepanto Mo
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KoHTponem 3KTI. Mogbvem 3ybua P Ha OKI Bbile HOPMbI yKa3biBaeT Ha TO, YTO KOHYMK Kartetepa
Joctur npegcepans (sHyTpunpegcepgHoe SKIM oteefeHune). Ecnv KaTeTep € MPOBOAHWMKOM OTTAHYTH
Hasag, TO 3ybey, P Hopmanusyetcs TOYKa repexofa). N9 [LOCTUXKEHMA MPaBWU/IbHOTO
pacronoXeHns KaTeTepa B BepxXHel Mool BeHe NOATAHWUTE KaTeTep C NPOBOLHUKOM elle Ha 2-3 CM.
3arem yaanurte npoBOLHUK.
1AM AnN4d
Mpn pnnHe KateTepa 15 cM KOHYMK KaTeTepa 0ObIYHO He JOCTUraeT npefcepavsi. B atom
cnyyae [ABuranite MPOBOAHWK BMeped Mof KoHTponem 3KI go nogbema 3ybua P. 3T0
NoATBEPAUT NpaBuIbHOE HanpaB/ieHVe BBeeHUA KaTeTepa.
9. 3akpenuTe KaTeTep Ha KOXe C MOMOLLbIO (hmkcaTopa HeCbEMHOro. KaTeTep TakXe MOXHO
3aKpenuTb y MecTa NMyHKLMM C MOMOLLbI0 (uKcaTtopa CbEMHOr0. [118 ero KpenieHus Ha Katetepe
MCMONb3YiTe NpUIaraemyto Kiuncy.
10. Ha nuHuAX yaVHUTENbHbBIX VUMEITCA 3aKUMbI. VIX MCMONb3YIOT ANA NepekpbITUS KaHamos npu
CMEeHe WH(Y3MM unm TpaHchy3mun. Ecnm K KaTeTepy NOACOeAMHeH KOHHekTop «CagcaliT», TO
MepeKpblBaTb KaTeTep He HYXXHO, TaK Kak Mpu OTCOeAUHEHUW WH(Y3VOHHON NMHUM KOHHEKTOP
«CapcaiiT» 3aKpoeTCsi aBTOMaTW4eCKW. YO6efuTecb B HafeXHOM COefUHEHWMN KOHHeKTopa
«CathcainT» C KaTeTepOM.

isifflKi;
[na KpenneHus KarteTepa Bcerga MCrosib3ynTe npunaraeMbiii UKcaTop, MHave BO3MOXKEH
OTPpbIB KaTeTepa 1 ero nonagaHume B BEHY.

MemomnbTpaunsa/l"emogmanns:

OTcoeanHUTe BCe KOHHEKTOPbI «CadcainT» (Safsite) OT LeHTpanbHOro BEHO3HOMo KaTeTepa.
CoefiMHNTe apTepuasibHyt0 MarucTpanb anmapaTta Ans remMofuanusa ¢ MpOKCUManbHbIM KaHaiom
KateTepa (KpacHbll 3axum). CoefuMHWTE BEHO3HYID MarucTpasb annapara Ans remoguanvsa c
MeAuanbHbIM KaHanoM Katetepa (CMHWIA 3auM). TMocne 3TOro BbINOMHWUTE 3KCTPAKOPNopanbHYH
reMouabTpauuo 06bIYHBIM cnocobom. lMocne 3aBeplueHMs AManu3a KaHalbl MOXHO NPOMbITb U
MCNoMb30BaTh KateTep ANs UHDY3NN.

118181BLLIMA

Hewncnonb3yemble KaHa/bl KaTeTepa CrieflyeT NPOMbITb (u3pacTBopom. [MpomoliTe KaHas
13pacTBOPOM Cpasy MOC/ie UCMO/Ib30BaHUSA, NOBTOPSMTE MPOMbIBKY MNPy HEOOXOAUMOCTN.
iHiikV

npu B3ATUN KPOBM M3 MPOKCUMA/IbHOIO KaHana ApYyru” KaHanbl CrefyeT MepekpbIT™ BO
n3bexkaHvie OLUMOKKM B aHa/IM3ax M3-3a nonagaHns B Npoby KpoBu MHpy3aTa.

C Uuenblo MonyyeHWst 6Ge30macHoi KOMOGMHALMWM PEKOMEHAYETCSl UC-MO0/b30BaThb COBMECTUMble
VH(Y3MOHHbIE  YCTPOICTBA,  Hanpumep:  LINPULbI,  UHQY3WOHHblIE  MarucTpanu,  KpaHWKu
MHOFOX0/]0Bbl€, 6€3bIr0/IbHbIE KOHHEKTOPbI U Ap., MMEtoLLVe TUM coeanHeHns Slioap unm Soap J1ok
(1SO 80369-7).

Ycnosua n NPOJO/MKUTENBHOCTb NMPUMEHEHNA

KaTeTep npegHasHayeH A1 KpaTKOBPEMEHHOIO UCMONb30BaHNA (<30 gHen).

Cnepgwute 3a cocTosHMem LIBK (Hanp., Nnpu3Hakn KaTeTep-acCOLMMPOBAHHON WMHMEKLMN KPOBOTOKA,
napasasauum, TpomoodnebmTa) n yganute LIBK cornacHo 601bHUYHOMY MPOTOKONY.

o601 Hencnonb3yemblil BHYTPUCOCYAUCTLIN KaTeTep ciefyeT HeMeANeHHO yaanuThb.

[aHHaa npofykuusa npeAHasHayeHa A/ MCNOMb30BaHWUA TONbKO Bpayamu, Hafnexawym o6pasom
06y4YeHHbIMW COOTBETCTBYHOLLEV METOAMKE B YCN0BUAX Ie4e6HO-NPONNAKTUHECKUX YUPEXKAEHWIA.
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[JononHuTtenbHaa nHpopmaums
[ns Habopos «LlepTohmke® MpoTekT» (Certofix® Protect):
MokpbiTne KateTepa B Habopax LlepTomkc® MpoTekT 3th(PeKTVBHO 3aliMLLaeT OT Hambosiee 4acTo

BCTpeY

aloLWKnXCqa NaToreHoB, BbI3blBalOWNX KaTeTEP-aCCOLMNPOBaHHLIE VIH(*)EKLI,VIVIZ

* 30/10TUCTbI CTAPUIOKOKK

* AnuaepManbHbliA CTanMIOKOKK (KoarynasoHeraTvBHbIA CTa(UI0KOKK)
* MeTULUNINHPE3UCTEHTHbIN 30N10TUCTbIV CTatnnokokk (MP3C)

» deKanbHbI 3HTEPOKOKK

* KneyHasa nanovka

» CMHerHoiHas nanouka

TexHNYECKME XapaKTEPUCTUKN MeAUNLIMHCKOIO M3LeNns
KntoueBble XapakTePUCTUKN OCHOBHbIX (DYHKLMOHA/bHBIX 3/1EMEHTOB MEeAULMHCKOTO U3Aenus

Kar. As  Karetep Wrna CenbanHrepa  [poBOAHUK Ounsaratop
VIHTOO/TbHOCEOHaS
Arpekt» HapyxHbid Hapyibb Kammbpo-  HomyH Hapywibid Sdexn Makcam.  [invka Makcam. ik, . gmHe
BHasA IVaMEeTp  MamMeTp  BOYHbINA CKOpPOCTb  [MamMeTp  BHas HapyHbIA (VM) HapY>XHbIA  BHYTPEH. aunatatopa
[/MHa ~ KaTeTepa  KareTepa pasmep notoka no (M) LvHa  Qvametp ovavetp  vametp (cm)
Karetepa (Mm) (PpeHy)  KaHana KaHa/iam (M) (M) (vwm) (Mvv)
(cm) KaTeTepa (M/MmH),
(Meiimx) D/M/P
DIM/P
4160578 =15 =4.0 12 16/12/12  65/170/202 =13 =70 =0,89 =50 =1 =10 =9,6
4160586 =20 =40 12 16/1212  55/150/165 =13 =70 =0,89 =50 =1 =10 =9,6
4160614 =15 =40 12 16/12/12  65/170/202 =13 =73 =0,89 =50 =41 =1.0 =9,6
4160622, =20 =40 12 16/12/12 55/150/165 =13 =73 =0,89 =50 =1 =10 =96
4160622P
D -ancTanbHbliA, P - NpoOKCUManbHbIA; M - MefnanbHbIi
Takxe

B HavMeHoBaHUK MW cofepXuTcs MHAOPMaLMS 0 KHUYEBbIX XapaKTepUCTKax KaTeTepa, a

NMEHHO:

YKasaHue Ha «MeTof KaTeTepusaumn no CenbanHrepy».

0O603Ha4eHne «PROTECT» yKa3blBaeT Ha aHTUMUKPOOHOE MOKPbITUE KaTeTepa.

Tpuro (Tpy) yKasblBalOT Ha KOJIMYECTBO KaHa/I0B KaTeTepa.

O603HayeHne «HP» B HaMMeHOBaHUW yKa3blBaeT Ha BbICOKOMOTOUHbIN KaTeTep

[anee cnepgyet 6ykBa, YKasblBawowas Ha TUM UMbl MHTpoAblOCcEpHON: S - Wrna
CenbfuHrepa nHTpoabtocepHasn, V -31o Y-Mrna nHTpoabLocepHas.

[Danee cnefytoT TpU UMdpbl: NepBas yKasblBaeT Ha Hapy>XXHbIil AuameTp KaTeTepa BO ®peHuax, fiBe
CnefyroLiMe Ha A/IMHY KaTeTepa B CaHTUMETpax.

MepeyeHb NPUMEHSEMbIX NPOU3BOANTENEM CTaHAAPTOB

EN ISO 13485, ISO 14971, ISO 10555-1, ISO 10555-3, ISO 11070, ISO 9626, EN 1707 (ISO
80369-7), DIN 42802, 1SO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, 1ISO
10993-7, 1SO 10993-10, ISO 10993-11, I1SO 10993-18, ISO 10993-18, ISO 11135, EN 556-1, ISO
11607-1, EN ISO 15223-1, EN 1041-2008.
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YcnoBua akcnayataumm
[Noka3aTesib
Temnepatypa

OTHOCUTE/NbHAA BIAXKHOCTbL BO3AyXa

Ycnosua akcnnyataumm
+15°C po +30°C
[0 90%

YCnoBust TPAHCMOPTUPOBKM U XpaHeHUs]

NokaszaTtenb

r #

TemnepaTypa

OTHOCKTeNIbHasA BIAXKHOCTb BO3ayXa

Ycnosus
TPaHCMopTUPOBKMU

o1 -20°C po+15°C (2 gHAa)
0T+15°C po +25°C
(HeckonbKO Hepaenb)

oT +25°C po +40°C

(B TeueHue OBYX HeAenb)
[0 90%

YcnoBua XpaHeHUs

0T+15°C pgo +25°C
(8 TeyeHue
rofHoCTN)

CpoKa

10 90%

Cnmson Pacwimpposka
2 Wcnonb3oBaTb 0
[aTa n3rotosneHuns
W1 W3roTosuTenb
fiofl Howmep cepun
n Homep no katanory
3anpeT Ha NOBTOPHOE NPUMEHeHMe
STERILEIEOI CTtepunnsauma OKCULOM 3TUNEHA
+ O6paTnTeCh K UHCTPYKLUN MO NPUMEHEHNUIO
A OcTopoXKHO!
CE mapka - 3Hak cooTBeTcTBUA TpeboBaHUAM AunpekTuBbl 93/42/EEC 1
CE 0123 NAEHTUPUKALNOHHBLIA HOMEP aKKpPeLMTOBaHHOIO OpraHa no cepTugukalmmn
EBponeiickoro coto3sa
ce CE mapka- 3HaK cooTBeTCTBUA TpeboBaHuAaM PernameHTa (EC) 2017/745 o
MeLVNLUHCKNX U3LeNnsax
o} : He gonyckaTtb BO34eACTBMA CO/IHEYHOrO CBeTa
bepeyb OT Bnaru
r BepxHaAa rpaHuLa TemMnepaTypHOro pexxviMa
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B 3aBMCUMOCTH oT BapuaHTa NCNONHEHWS MeLULNHCKOro nsgenvs Ha
3TUKeTKe/CTMKepe/ynakoBKe/MHCTPYKLUN no NPUMEHEHNIO MOryT  6bITb HaHeCeHb!

GNIN MeXayHapOoHbI KO MapKUPOBKY U YYETa IOTUCTUYECKNX eAUHNL,
P2N LleHTpanbHbIin hapmaLeBTUYecknin Homep 'epmaHnu
(§) He 1cnonb30BaTh Npy NOBPEXAEHNN YNaKOBKY
K ANUPOreHHo
MP| MegunumHckoe nsgenve
en CTpaHa npon3BoAcTBa
O OJnHapHas cTepunbHas GapbepHas cuctema
o OfuMHapHas cTepubHas 6apbepHas CMCTeMa C 3alMTHOM HapY>KHOIN YNaKOBKOW
YTunmnsauyms

YTunusauma MeguumMHCKoOro usgenvs «Habop Ans kaTetepmsauuy LEHTPasbHbIX BEH MO METOAY
CenbguHrepa «Lleptogmkc®»  (Certofix®) ¢  nNpUHAAIEXHOCTAMU»  MOCMIE  UCMO/b30BaHUA
OCYLLIECTBNAETCA B COOTBETCTBMM C TPebGOBaHWAMM K 06paLLEHUI0 C MEeAWULMHCKMMU OTXOAamMMu,
ycTaHoBfieHHbIMU CaHlMunH 2.1.3684-21 no knaccy b u/vnn MHbIMK AeNACTBYOLMMY HOPMATUBHO-
npaBoBbIMW aKkTaMun Poccuitickoii ®egepauun.

Hewncnonob3oBaHHOe MeAWLMHCKOE W3feNNe, Heucrnosib30BaHHbIE YMaKOBKW, [O/XHbI  ObITb
YTUNN3NPOBaHbl B COOTBETCTBUM C TMOPAAKOM  YTUAM3aUMW  TBEPAbIX ObITOBbIX OTXOZOB,
YCTaHOBNEHHbIM 3aKOHOAAaTeNbCTBOM Poccuiickoin degepaumn no knaccy A CadlnH 2.1.3684-21
WM MHBIMW [ENCTBYIOLWMMN HOPMATUBHO-NPAaBOBLIMY akTaMun Poccuitickoil Pefepauuu.

Mpy BO3HWKHOBEHWMM BOMPOCOB, KacalwLlMXca YTUIM3auunm MefULMHCKOrO Un3aenus, cnepyet
obpalLaTbca K ynosHOMOYEeHHOR opraHu3aymmn (uvmnoptep) B P.

MpownssoanTens/Ipon3seneHO
b. bpayH Menb3yHreH AI, Kapn-bpayH-lTtp. 1, 34212 Menb3yHreH, NepmaHua. B. Braun

Melsungen AG, Carl-Braun-Str. 1,34212 Melsungen, Germany.

YnonHoMo4YeHHan opraHusauunsa (umnoptep) B PP

00O «b.BpayH Meaukan», 191040, r. CaHkT-IeTepbypr, yn. MywkuHckas, 4. 10, Ten./dakc: (812)
320-40-04.

[arta Bbinycka nHgopmaummn: 01.2023
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Nr. 37072023 des Urkundenverzeichnisses

Die vorstehenden, dem Firmendruck. ,b. Braun Melsungen AG
beigefijgten, vor mir vollzogenen Namensunterschriften
1. der Frau Vera Pekarek,
2. dei Fiau Sandra Staufenberg,

beide geschaftsansassig Carl-Braun-Straiie 1,
N D-34212 Melsungen,
Lind mil von Person bekannt, beglaubige ich hiermit.
Der Motar fragte nach einer Vorbefassung im Sinne von
Ao Abs. 1 Nr. 1 BeurkG. Sie wurde von den Frschienenen
verneinr.
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B BRAUN

MepeBOA C aHMIMIACKOTO 1 HEMELLKOTO A3bIKOB
«b. bpayH Menb3yHreH Al »
(B. Braun Melsungen AG)
MoapasgeneHune «Xocnutan Kaa»
(Division Hospital Care)

34209 Menb3yHreH

B: KoHTaKTHOe nnuo: Bepa Mekapek (Vera Pekarek)
y . +4915117667
OEJEPALHYIO CYXKBY MO - FISLLIBO7S98
HAA3O0PY B COEPE 3. nouTa: vera.pekarek@bbraun.com
3APABOOXPAHEHNA Be6-caiiT: http://\vww.bbraun.com
(POC3OPABHAL3OP) Jlara: 07 mapTa 2023 roga

JleknapayunoHHOe MUCbMO K MHCTPYKLMMN MO NPUMEHEHNIO

YBaxkaemble rocnoga!
HacToalmm nMcbMom Mbil,

«b. bpayH Menb3yHreH Al »

(B. Braun Melsungen AG)

Kapn-bpayH-LUTpacce 1

34212 Menb3yHreH,

MepmaHusa (Carl-Braun-Str. 1, 34212 Melsungen Germany)

B cooTBeTcTBMM ¢ [upektusoin Eponelickoro Coseta EC 93/42/EEC B KauyecTBe
OTBETCTBEHHOr0/3aKOHHOIr0 NPOU3BOANTENA MEAULUHCKOTO 1U3aenns

HaGop pAna KaTeTepusauuMu LeHTpasibHbIXx BeH M0 meTogy CenbanHrepa
«LlepTodhmkc®» (Certofix®) ¢ NpuHaANEXHOCTAMM

3adBNsieM O TOM, YTO HaMy ObINN MPUHATHI BO BHMMaHWE 3aMeyaHusi, NpuUBeAeHHbIe B NUCbMe
Ne 10-145/23, kotopoe 6bin0 HanpaeneHo Poc3gpaBHagzopom 09 saHeBaps 2023 roga. Mbl
COrMacHbl C 3aMeyYyaHUsiMKW, YKasaHHbIMW Poc3apaBHaA30pOM, W HanpaBfiseM BaMm  Ha
paccMOTpeHMne cneayroLlLnii 06HOBNEHHbI AOKYMEHT:

Bepcus MHCTPYKUMW MO NPUMEHEHMWIO, NpefHa3HayYeHHaa L9 MCMOMb30BAHUA Ha TeppuTopun
P® ot auBaps 2023 roga (Ha aHrMNCKOM M PYCCKOM fA3blKax), A1 MeAULMHCKOro unsgenus
Habop gna kateTepmsaunm LeHTPasibHbIX BeH No metody CenbanHrepa «LiepTopukc®»
(Certofix®) ¢ npnHagNeXHOCTAMMN, BapuaHTbl UCMONHEHNS:

Habop ona katetepmsaumu LeHTpanbHbiX BeH no metogy CenbauHrepa «LlepTtomkce®
Tpno HF S 1215» (Certofix® Trio HF S 1215) 10 Hab6./yn. ¢ WHCTpyKuuen no
npumeHeHuto (1 wT.) kat. Ne 4160578;

Mpencenatblb McnonuntenbHbll coBeT: Odhuc komnaHun; Menb3yHreH Appec:

HabnaaTenbHOro coeeta: Mapkyc WTpoTmMaHH Cypa peructpauun; MecTHbIii cyg, «b. BpayH Menb3yHreH Al »

L-p AHHeTT Bennep (Mpeaceparens) ®pHTUNapa (B. Braun Melsungen AG)
Mpus.fouy. A-p Wredan HRB 11 000 Kapn-bpayH-LlTpacce 1
PynnepT (3amectuTens uneHa WEEE-Per. Ne DE 42690900 34212 Menb3yHreH

coBeTa) epmanus
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B BRAUN

CtpaHuua 2 Kk nucemy ot 07 mapta 2023 roja

- Habop Ana kateTepu3alun LeHTpanbHbIXx BeH no metody CenbauHrepa «LiepTothuke®
Tpuo HF S 1220» (Certofix® Trio HF S 1220) 10 Hab./yn. ¢ WHCTpyKuuen Mo
npumeHeHuto (1 wr.) kaT. Ne 4160586;

Ha6op ans KaTeTepusauuu LeHTpanbHbIX BEeH Nno metoay CenbauHrepa «LiepTofmke®
Tpuno HF V 1215» (Certofix® Trio HF V 1215) 10 Hab6./yn. ¢ WHCTPYKUWEN no
npumeHeHunto (1 wr.) kaT. Ne 4160614;
Habop ans KaTeTepusauuun LeHTpanbHbIX BeH no metogy CenbaunHrepa «LlepTopukc®
Tpuo HF V 1220» (Certofix® Trio HF V 1220) 10 Hab6./yn. c WHCTpyKuueh no
npumeHeHuto (1 wt.) kat. Ne 4160622;

- Habop ans Katetepusauumn LeHTpanbHbiX BeH no meTtody CenbfuHrepa «LiepTohuke®
MpoTekT Tpuo HF V 1220» (Certofix® Protect Trio HF V 1220) 10 Hab./yn. c
MHCTPYKUMein no npumeHeHmto (1 wT.) kat. Ne4160622P.

B LeNAX BHECeHWA W3MEHEHWA B [OKYMEHTbl pPerucTpayMoHHOro [JoCbe B CBA3W C
COBEpLUEHCTBOBaHMEM CBOMCTB W XapaKTepucTUK Npuv  HEU3MEHHOCTM (PYHKLMOHaNbHOro
AEeNCTBUS, Ha3HAUYeHUs W MpuMHUMNA AeACTBMA MEAULMHCKOro W3Aenus W npeAcTaBleHus
BblLLeYyKa3aHHOro JOoKyMeHTa B defepa/bHYl0 Cyx0y Mo HaA3opy B cihepe 34paBOOXPaHEHUS
(PocsgpaBHaa3op).

B cnydyae Kakux-nmbo pPacxoXAeHUil Mexpy aHrnniAckoid 1 pyccKO BepcuAMM HaCTOALLEro
[OKYMEHTa, NPEeUMYLLECTBEHHYIO CUNY UMEET aHTIMIiCcKas Bepcus.

OT nmMua KomnaHun

«b. BpayH Menb3yHreH Al » (B. Braun Melsungen AG)

Y NONHOMOYEHHOE NL0

<nognucaHo>

Bepa Mekapek (Vera Pekarek)

MeHe,q>Kep oTaena HOpMaTuUBHO-NMPaBoOBOIro
perynnpoBaHus LleHTpa pa3paboTKu
BHYTPUNPON3BOACTBEHHbIX CTaHapToB, oTAen
KynupoBaHuss 60M1eBOro CUHApPOMa U paspaboTKu
LUeHTpa/ibHbIX BEHO3HbLIX KaTETEPOB

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Y NOMHOMOYEHHOEe L0

<nognucaHo>

3aHgpa WTaydeH6epr (Sandra Staufenberg)
ALMUHUCTPATOP OTAeNna HopMaTUMBHO-NPaBOBOro
perynnpoBaHus LleHTpa pa3paboTku
BHYTPUNPON3BOACTBEHHbIX CTaHAapTOoB, oTaen
KynupoBaHus 60/1eBOr0 CUMHAPOMa U pas3paboTku
LEHTPa/IbHbIX BEHO3HbIX KaTeETEPOB



B ornomennn 3anucu noa Ne 370/2023 5 g JOKYMEHTOB
HacrosnmmM s nOATBEpXJal0 BEPHOCTH: BhIllIEYKa3aRHOH MEGOPMANME, NMOMTHHHOCTS NEYaTH
koMnanuu «b. Bpayn Memesyrsren AT'» (B. Braun Melsungen AG) ¥ nocraBleHHHX B MOeM
MPHCYTCTBHH NOANHCEH
1. r-xu Bepst Ilexapek (Vera Pekarek),
2. r-xu 3annpu Lltaydenbepr (Sandra Staufenberg)
BSJIyIIX AEATENBHOCTD 1o agpecy: Kapn-Bpayn-llltpacce 1,
D-34212 Membayuren (Carl-Braun- Strale 1, D-34212 Melsungen),
JMYHOCTH KOTOPBIX OBUIA MHOIO YAOCTOBEPEHH.

Hotapuyc 3anasan Bompoc O npenarcTBusx cornacro § 3, pasgena 1, Ne 7 3axona o
HOTApHANLHOM 3aCBHACTCNLCTBOBAHKHM, Ha BONPOC ABMBIIHECA JMIA JaMHM OTPHIATCNbHLIHR
OTBET.

Memaynren, 07 mapra 2023 roaa

<noonuUCano>

Horapnyc
<Tucuenas nevyats: Hunsc Batirann (Nils Weigand), Hotapuyc B r. Meimm3ynres>

[TepeBon ¢ aHrnM#ickOoro M HEMELKOro A3BIKOB Ha PYCCKMH A3HK BBLIMOJHEH NEPEBOATAKOM
HUckycHnix JIMUTpHEM ANeKCaHIPOBHICM
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Poccuiickaa ®epgepaymns
Nopog MockBa
LWecTHaguaToro Mmapra ABe TbiCAYN ABafjUaTb TPETbEro roga
A, AnexuH EBreHnin BnagumupoBud, HoTapuyc ropofa MOCKBbI, CBUAETENbCTBYIO
NOAMMHHOCTL MNOANUCU NepeBoAUYNKa VICKYCHbIX AMunTpua AnekcaHaposuya.

Mopnuce caenaHa B MOEM MPUCYTCTBUMN.
JIn4yHOCTbL NognucasLlero 4OKYMeHT yCTaHOB/IeHa.
3apernctpupoBaHo B peectpe: Ne 57/171-H/77-2023-4-2561.

clW MweHwne HoTapuanbHoro gencteusa: 400 py6. 00 kon.

E.B.AnexuH

Bcero npotuHyposaHo.

1blMp«aoc<M1*ayrpcC’
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B BRAUN

o THE

FEDERAL SERVICE ON
SURVEILLANCE N HEALTHCARE
{ROSZDRAVNADZOR)

Declaration on Instructions for Use

Dear Sirs.

With this letter we

B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
Germany

B Braun Melsungen AG
Division Hospital Care

34209 Melsungen

Contact:

fon;
Fax

Fniail:
Inicinel.

Date:

Vera Pekarek

-t-49151 17667398

vcra.pekarek@bbraun.com
http://www.bbraun.com

March 7, 2023

as responsible/legal manufacturer according to the European Council Directive 93/42/EEC of medical devices

Certofix'and Accessories

herewith declare that we have taken into account the notes in accordance with letter no. 10-145/23 issued
on January, 09 2023 by Roszdravnadzor. Given that we are acceptin”he remarks raised by Roszdravnadzor
and we submit for your attention and consideration the following updated document:

RU Specific Version of the Instructions for Use from 01.2023 (in English and Russian languages) for

Cerlofix* design variants;

- Certofix’ Quinto 5 1220
Certofix'Quattro V 815

2 Certofix'Quattro V 820
Certofix’ Quattro V 830
Certofix’ QuintoV 1215
Certofix’ Quinto V 1220
Certofix'Protect Quattro V 815
Certofix* Protect Quattro V 820

Chiirwomn of the Supcrvjtarr ftoord; ~ Ejcrulivt e«ird:

Dt A'lnclit Bel'ti Markui Strulmion
IChaitmon]
Pti» I)of Ur Sldan lioppen
lijrgen Slihi
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CorpotiU_Offia: Mcliunjen

%g]omjij/iai

Wttl Reg No LI 4755QWO

At

B B'lun Mtliungctr AG
Carl Btaufl .StraOr '
3A21J Melsunger
Qcirrany



B BRAUN

Page 2 to the letter of March 7, 2023

Certofix’ Protect Quattro V 830
Certofix* Protect Quinto V 1220

to update of the documents of the registration dossier for improving the features and characteristics of the
mec tea devices has no impact on the functional purpose, intended use and principle of operation of the
medical device group and submission of the above document to the Federal Service on Surveillance in
Healthcare (Roszdravnadzor).

In case of any discrepancy between the English and Russian translations of this document, the English version

shall prevail.
For and on behalf of

B. Braun Melsungen AG

1

Al i A
V__J,k'kll/ S “: A’lCr ¢

el;e Jckarc Sandra Staufenberg

M~fv/gef Regulat/ry Affairs CoE Infusion « Pain Therapy Administrator Regulatory Affairs International

CoE Infusion 1 Pain Therapy
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Instruction for use

Certofix® Central Venous Catheter Set for Seldinger technique with accessories, variants:

Certofix® Quattro V Central Venous Catheter Set for Seldinger technique
Certofix® Quinto V Central Venous Catheter Set for Seldinger technique
Certofix® Protect Quattro V Central Venous Catheter Set for Seldinger technique
Certofix® Protect Quinto V Central Venous Catheter Set for Seldinger technique

Cb Certofix® Quinto S Central Venous Catheter Set for Seldinger technique

01 02 P @) <1l

www.bbraun.com

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



«»

Intended use
Central venous catheter set for Seldinger technique.

Scope and variants

IFU is applicable of the following variants of medical device:

Four-lumen/five-lumen cava catheter set for catheterization of the superior vena cava using the
Seldinger technique. Opaque catheter made of polyurethane and guide wire with flexible J-tip. The
connecting cable for ECG recording via a guide probe for simultaneous monitoring of the catheter
position.

Contents / a type and duration of contact of the medical device

1 Seldinger needle (Al) or Y-type Introducer needle (A2), depending on version (short-term contact
with blood);

2. Guide wire with length markings and flexible J-tip (r=3 mm) / straight tip (short-term contact with
blood), in dispenser (B) (short-term skin contact);

3. Scalpel (I) (short-term contact with soft tissues, blood);

4. Dilator (C) (short-term contact with blood);

5. Four-lumen/five-lumen, opaque catheter made of polyurethane with soft tip (see packaging for
length) (D) (prolonged contact with circulating blood, unless otherwise indicated):

- Catheter markings to verify position;

- Color-coded Luer Lock connections for each channel;

- Fixation wing at the catheter fork to secure the catheter (no contact);

- Attachable, adjustable fixation wing (E) to secure the catheter by suture at the insertion site
(depending on version) (prolonged skin contact);

- Clamp or slide clamp for each channel of catheter (short-term skin contact);

6. Connecting cable for intra-atrial ECG recording (J) (herein referred to - «connecting ECG cable»)
(short-term skin contact);

7. Omnifix® syringe, 5 ml (G) (herein referred to - «syringe») (short-term contact with blood);

8. Attachable clip (F)) (no contact)

9. Safsite Safety Connector for each channel of catheter (herein referred to - «connector Safsite»)
(prolonged contact with circulating blood).

www.bbraun.com
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Materials used
ABS, Brass, EP, HD-PE, Ink, IR, LD-PE, Nitinol, PA, PA6 dyed, PC, PE, PE-HD, PP, PS, PUR,
PVC-white, SBS, SI, Silicone oil, Stainless steel.

For Certofix® Protect sets:

The base material of the central venous catheter Certofix® protect consists of polyurethane. All
lumens, including the hub and the outer surface of the catheter, are coated with a long-chain polymer
based on methacrylate. The polymer is embedded in and bonded to the base material of the catheter.
The polymer’s chemically modified side groups are freely accessible on the catheter surface. They
contain hydrophilic side groups such as polyethylene glycol and antiseptic polymeric biguanide side
groups. A comparable polymeric biguanide can be found in some wound irrigation solutions.

Indications

Catherisation of the superior vena cava using the Seldinger technique for short-term (<30 days)
infusion and volume therapy or parenteral nutrition, for administration of highly osmolar or very
vein irritating solutions, for continuous or intermittent monitoring of the central venous pressure,
for blood sampling, or when peripheral venous puncture is not possible in state of shock, in patients
with injured extremities or no detectable peripheral veins.

Contraindications

Inflammation of the skin at the site of puncture; clotting disorders e.g. in therapy with anticoagulants;
anatomical anomalies, e.g. enlarged struma, tumours in the neck regions, very severe pulmonary
emphysema and postoperative changes at the site of puncture.

ECG lead; Do not record ECO lead during defibrillation, cardioversion or HF surgery.

For Certofix® Protect sets:

Do not use this product for patients with a known hypersensitivity to polyhexanide or related
substances such as chlorohexidine.

Risks / Side effects

Haematoma/bleeding at the site of puncture, catheter infection and sepsis, pneumothorax,
haemothorax, infusion hydrothorax or chylothorax due to incorrect puncture and incorrect catheter
position, cardiac arrhythmias due to incorrect intracardiac placement of the catheter, atrial rupture,
endocarditis due to mechanical irritation, arterial or venous injuries due to incorrect puncttrres,
catheter-induced thrombosis and thrombophlebitis, damage to nerve structures (e. g damage to the
brachial plexus, damage to the phrenic nerve), air embolism, catheter embolism, cardiac tamponade,
vena cava lesions, mispositioning, CVC dislocation.

Warnings

- Re-use %f single-use devices creates a potential risk of patient or user. It may lead to contamination and/or
impairment of functional capability. Contamination and/or limited functionality of the device may lead to
injury, illness or death ofthe patient.

- Do not subject the Certofix® catheter to pressures in excess the operating pressure of 1.2 bar or the
maximum pressure limit of 2 bar in case of emergency.

- Use strictly aseptic techniques.

- To avoid air embolism make puncture lege artis with the patient in head-down position.

- Use X-ray to check the position of the catheter tip. If in doubt about the position, inject contrast
medium or record intraatrial ECG lead.

When recording an ECG lead, please note:

www.bbraun.CQm
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« Use only in rooms that are protected against electrostatic charge.
- Wear antistatic operating theatre shoes.
- Observe relevant safety regulations and national specifications and deviations.
- Use an ECG monitor with floating input (CF type) only.

- Earth the monitor for additional equipotential bonding.
T - Ensure that all connections are securely fastened.
- Ensure that the guide has no contact to external conductive parts.
- Secure the catheter adequately.
- Daily strictly aseptic catheter care.
- Change contaminated or soaked dressings when required.
- Use different sites for blood sampling and administration of infusions or medication to reduce the
risk of infection.
- Rinse catheter thoroughly with physiological saline after transfusions or blood sampling.
- To prevent air embolisms, fasten the connection to the catheter securely and use only infusion sets
with Luer Locks.
- Do not withdraw guidewire against the needle bevel to reduce risk of damages or possible shear of
guidewire. If insertion is difficult, perform further actions in consideration of the given situation, with regards
to the clinical risks and benefits for patient.
- Alternatively, first remove the puncture needle and then insert the dilator in its place. This
considerably reduces the risk of damaging the guide wire by the dilator when the guide wire is pulled
back. If it is difficult to remove the guide wire from the catheter, remove both the guide wire and the
catheter.
- If the vein is known to be constricted, it can be of help to turn the guide wire in the needle or
remove the guide wire and insert the straight guide wire tip.
- Do not bring the PUR catheter into contact with acetone as acetone dissolves the material causing
the catheter to become porous and to leak.
- Cardiac arrhythmias may occur during an MR examination with an inserted catheter. There should
be no electrolyte solutions in the catheter during an MR examination.

Do not resterilise.

Use only ifthe packaging is intact.
For Certofix® Protect sets:

it is not allowed to use the central venous catheter Certofix® protect for other purposes as described
in chapter 4 “Indication”. Any application of this catheter in the central or peripheral nervous
system is not permitted.

Directions

XTagasd

If an ECG lead is to be used to check the position of the catheter and sinus rhythm can be
recorded, first connect the patient to a CF type monitor with approval to record intra-atrial
leads (see below) (type: CF) using a Certodyn® Universal Adapter (herein referred to -
«adapter Certodyn®») or a switchable ECG patient cable.

1 When making a puncture, always wear sterile clothing with facemask, cap and gloves. After
thoroughly cleaning and disinfecting the skin, (use alcohol or iodine based cleaning agents, e.g.
Braunol® or Soflasept® N), cover puncture site with a sterile fenestrated drape. Then verify the
patency of the lumens by attaching the syringe directly to the Safsite valve and filling the proximal

www.bbraun.com
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channel of the double-lumen catheter (or the medial and proximal channel of the triple-lumen
catheter) with physiological saline. The Safsite valve opens automatically.
2. Puncture the vein using the supplied Seldinger needle or valve needle (depending on the set used)
1 with the syringe attached for aspiration.
3. Guide wire in dispenser. Remove the protective cap from the dispenser. Then fit the dispenser with
the guide wire on to the plastic capillary of the Certofix®, the Seldinger needle or the side of the
valve needle (depending on the set used). Use your thumb to advance the guide wire into the vein.
Use the length markings to check the insertion depth.
4. When the guide wire is in the desired position, remove the dispenser and the cannula, retaining the
position of the guide wire.
5. Dilate the puncture track. This is done by holding the extracorporeal section of the guide wire and
advancing the short dilator - rotating it slightly - over the extracorporeal part of the guide wire and
into the puncture site. Then remove the dilator from the puncture track, retaining the position of the
guide wire.
6. Advance catheter over the extracorporeal part of the guide wire up to the puncture site. Then hold
the end of the guide wire and advance the catheter up to the desired position, turning it slightly.
7. The intravasal catheter length can be read from the permanent length markings.
8. To verify the position of the catheter tip by EGG, first position the tip of the catheter and the guide
wire at the same position (the first wide marking on the guide wire protrudes out of the catheter
connection). Now secure the clamp of the EGG connecting cable to the guide wire directly behind
the catheter connection. Insert the connector of connecting cable into the Gertodyn® Universal
Adapter and switch over to the heart symbol (see separate instructions for connection of Gertodyn®
Universal Adapter). Then advance the catheter with the guide wire towards the right atrium under
EGG control. If the EGG shows a higher than normal P wave, it can be assumed that the catheter tip
is in an intra- atrial position (intra-atrial EGG lead). Ifthe catheter with the guide wire is pulled back,
the P wave returns to normal {—*transition point). The correct catheter position in the superior vena
cava is reached when the catheter and the guide wire are pulled back a further 2-3 cm. Then remove
the guide wire.

With a 15 cm catheter, the catheter tip usually does not reach the atrium. In this case advance
the guide wire under EGG control until a higher than normal P-wave appears. ThuSj the
correct direction of the catheter is at least checked. N

9. Secure the catheter to the skin using the integrated fixation wing. It can also be secured directly at
the puncture site with the moveable fixation wing. Glip can be used to secure the slit wing on the
catheter.

10. There are slide clamps on the extension lines. These are used to close the lumens when infusion
or transfusions are changed. If Safsite is connected to the catheter, it is not necessary to close the
catheter with the clamps as Safsite automatically closes the infusion line if disconnected. However,
ensure that Safsite is securely connected to the catheter.

LLIBLLI

Always use fixation wings to secure the catheter tubing as the catheter may otherwise be torn
apart and flushed into the vein.

o

Always keep unused channels of the catheter filled with saline solution. Fill the channel directly
after use with saline solution and replace solution frequently if necessary.

www.bbraun.com
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aaW T
When sampling blood through the proximal lumen, ensure that the other lumens are kept
closed to avoid incorrect laboratory results due to addition of infusions.

In order to obtain a safe combination, it is recommended to use compatible infusion devices, for
example: syringes, infusion lines, stopcock man-ifolds, needle-free connectors and etc., having a
Luer or Luer Lock connection type (1SO 80369-7).

Conditions and duration of use

The Certofix catheter is intended for short-term use (<30 days).

Monitor CVC Condition (e.g. for catheter related bloodstream infection, paravasation,
thrombophlebitis) and remove CVC in accordance to hospital guidelines.

Promptly remove any intravascular catheter that is no longer essential.

The product should only be used by physicians that have been adequately trained in this technique in
patient facilities.

Additional information

For Certofix® Protect sets:

The coating of the Certofix® Protect catheter is effective against the most frequently occurring
pathogens which can cause a catheter-associated infection:

« Staphylococcus aureus

« Staphylococcus epidermidis (coagulase-negative Staphylococci)

» Methicillin-resistant Staphylococcus aureus (MRSA)

* Enterococcus faecalis

* Escherichia coli

» Pseudomonas aeruginosa

Technical characteristics of the medical device
The key characteristics of the main functional elements of the medical de-vice are indicated on the

JIRVARRY AVARFDNN N A o _ _
Item Catheter Introducer Needle ~ Guidewire Tissue Dilator
number Effect. outer Outer Lumen Nominal ~ flow outer Effective Max. length, Max. Min. Effect.
length. diameter, diameter diameterr rate by lumen diameter, length,  outer cm outer Inner length.
cm - mm (French)  (gauge) (ml/min), mm mm diameter, diameter diameter, cm
DIML/M2/P; DIML/M2/P; mm mm . fif
DIMIM2/M3/P  DIML/M2/M3/P
4167767, «I5 =2,7 8 14/18/18/16 50/20/20/50 =13 =73 =0,89 =50 =29 «1.0 . «96
4167767P
4167775, =20 =27 8 14/18/18/16 40/15/15/40 =13 =73 =0,89 =50 =29 =10 =9,6
4167775P B
4167783, =30 =2,7 8 14/18/18/16 35/10/10/35 =13 =73 =0.89 =70 =29 =1,0 =9,6
4167783P
4166852 =20 =4,0 12 16/18/18/18/12  55/28/28/28/185 =13 =70 =0,89 =50 =41 =10 =96
4166841 =15 =40 2 16/18/18/18/12  65/32/28/30/190 =13 =73 =0,39 =50 =1 =1,0 =0,6
4166868, =20 =40 2 16/18/18/18/12  55/28/28/28/185 =13 =73 =0,89 =50 =1 =10 =9.6

4166868P
D - Distal, P - Proximal, M - Medial

Also, the name of the MI contains information about the key characteristics of the catheter, namely:
* Reference to Seldinger technique.

* “PROTECT” refers to antimicrobial coating of the catheter.
« Quattro (four) and Quinto (five) indicate the number of catheter lumens.
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 This is followed by a letter indicating the type of introducer needle: S — Seldinger introducer
needle, V — Y-Introducer needle.
*This is followed by three figures: the first one indicates the outer diameter of the catheter, the next
two — catheter length in centimeters.
I « International standards the medical device manufacturer applies
EN ISO 13485, ISO 14971, 1SO 10555-1, ISO 10555-3, ISO 11070, I1SO 9626, EN 1707 (ISO
80369-7), DIN 42802, ISO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, ISO
10993-7, ISO 10993-10,180 10993-11, ISO 10993-18,180 10993-18,150 11135, EN 556-1, ISO
11607-1, EN I1SO 15223-1, EN 1041-2008

Operating conditions

Parameter Operating conditions
Temperature +15°C to +30°C
Relative air humidity up to 90%

Storage and transportation conditions

Parameter Transport conditions Storage conditions

Temperature -20°C to+15°C (2 days) +15°C to +25°C
+15°C to +25°C (several (duration of shelf life)
weeks)

+25°C to +40°C
(duration of two weeks)

Relative air humidity up to 90% up to 90%
Symbol Explanation
Use-by date

Date of manufacture

a Manufacturer

L Batch number ** A
1] Catalog number

® Do not re-use

STERILEIEOI  Sterilization by ethylene oxide
m Consult instructions for use

A Caution

e 3 CE mark - the conformity mark of Directive 93/42/EEC and the identification
0123 number of the accredited certification body in the European Union

CE CE mark — mark of conformity to the requirements of Regulation (EU)
2017/745 on medical devices
A «Keep away from sunlight»
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«Keep dry»

«Upper limit of temperature»

Depending on the version of medical device additional characteristics and symbols may be printed

GTIN: The international code marking and record-keeping logistics units
PZN Central pharmaceutical number of Germany

Do not use if the package is damaged

Apyrogenic
w Medical device

Country of origin

O Single sterile barrier system

O Single sterile barrier system with protective outer package

Disposal

Disposal of the medical device "Certofix® Central Venous Catheter Set for Seldinger technique
with accessories” after use is carried out in accordance with the requirements for medical waste
established by SanPiN 2.1.3684-21 for class B and/or other applicable legal acts of the Russian
Federation.

Unused medical device and unused packages should be disposed of on the according to the
requirements of SanPiN 2.1.3684-21 as the waste is class A and/or other applicable legal acts of the
Russian Federation.

If you have any questions regarding the disposal of a medical device, you should contact the
authorized organization (importer) in the Russian Federation.

Manufacturer / Manufactured at: " .
B. Braun Melsungen AG, Carl-Braun-Str. 1,34212 Melsungen~Germany.

Authorized organization (importer) in the Russian Federation
LLC «B.Braun Medical», 191040, Saint Petersburg, Pushkinskaya str. 10, tel/fax (812) 320-40-04.
Date of issue: 01.2023
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MHCTPYKLMUA NO NPUMEHEHNIO

Habop pnna Kkartetepusauuy LeHTpasibHbIX BeH Mo MeTody CenbamHrepa «LepTotmkc®»
(Certofix®) ¢ NpUHaNEeXXHOCTAMK, BapuaHTbl UCMONHEHUS:

Habop ana katetepmsayuun LeHTpa/bHbIX BeH No Metody CenbamHrepa «LliepTomkc® KBWMHTO
S» (Certofix® Quinto S)

Habop ans katetepmsaumm LEeHTpasbHbIX BeH Nno metody CenbauHrepa «Lleptodumkc® KsaTtTpo
V» (CelMoAx® Quattro V)

Habop Ana katetepusauuy LeHTpasibHbIX BeH No metody CenbfauHrepa «LlepTopmkc® KBUHTO
V» (CertofIx® Quinto V)

Habop ans kateTepmsaummn LeHTpanbHbIX BeH Mo MeTogy CenbauHrepa «LlepTodmke® lMpoTekTt
KeatTpo V» (Certofix® Protect Quattro V)

Habop ans kareTepmsaumm LeHTpanbHbIX BeH Mo mMetogy CenbauHrepa «Lleptomkc® MpoTekT
KBuHTO V» (Certofix® Protect Quinto V)
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Ha3HaueHune
Habop gns katetepusauny LeHTpaibHbIX BeH Mo MeToay CenbauHrepa.

O6nacTb AeiCTBUSA U BapuaHTbl UCMOTHEHUS

3Ta MHCTPYKLMA NMPUMEHMMA K ClefyroLwmnm sBapnaHTam MU:

Habop ¢ KaTeTepoM YeTblpexkaHa/lbHbIM WU NATUKaHaNbHbIM, NS KaTeTepu3alun BepxXHel Moo
BeHbl No MeToay CenbauHrepa. PeHTreHoHenpo3payHbllii KaTeTep M3 MOMMypeTaHa M MPOBOAHMK C
rmoknum ]‘KoHumkoMm. BKo4vaeT Kabenb COeAMHWUTENbHbIM ANna  BHyTpunpeacepaHoro K-
aneKkTpoja [ANA peructpauyum BHyTpunpeacepgHoit 3KI yepe3 MPOBOAHUK AN CUHXPOHHOMO
ornpefeneHns NnosioKeHUa KateTtepa.

CocTtaB (BMA/Npoao/mknTeNbHOCTL KoHTakTa no FOCT 10993-1)

1 Wrna CenbanHrepa nHTpogbtocepHaa (Al) nan Y-Mrna nHtpogstocepHas (A2), B 3aBUCUMOCTHU
0T Habopa (KpaTKOBPEMEHHbI KOHTAKT C KPOBbHO);

2. TpoBOAHMK, C Pa3MeTKOM [AJIMHbI, TUMOKUM J-KOHYMKOM (I = 3 MM)/MPAMbIM  KOHUYMKOM
(KpaTKoBpeMeHHbI KOHTaKT C KpOBbO), B AncneHcepe (B) (KpaTKOBPEMEHHbI KOHTaKT C KOXeW);
3. Ckanbnenb (1) (KpaTKOBPEMEHHbIN KOHTAKT C MATKUMW TKaHAMU, KPOBbIO),

4. Annatatop (C) (KpaTKOBPEMEHHbIA KOHTAKT C KPOBblO); "

5. KaTeTep YeTbipexKaHa/bHbIA UK NATUKAHANbHBIW, U3 MONNYPEeTaHa C MATKUM KOHUUKOM (4/IMHY
CM. Ha ynakoBke) (D) (4NMTeNbHbI KOHTAKT C LMPKYINPYIOLEA KPOBbIO, EC/IN He YKa3aHO UHOE):

- Pa3meTka AnunHbI Ha KaTeTepe A5 KOHTPONSA ero rnosioXeHus;

- KoHHekTop J1103p J10K C LBETHOW MapKMPOBKOW KaX[0oro KaHana KateTepa;

- dukcatop HeCbEMHbI B MecTe COeJUHEHWA KaHanoB KaTeTepa A8 ero 3akpenneHuns (He
KOHTaKTupyer);

- OcHoBa (hukcatopa cbéMHoro (E), perynvpyemas, Ans 3aKpensjeHns Katetepa y MecTa BBefeHus C
MOMOLLbIO NINTaTypbl (BIUTENbHBIA KOHTaKTe KOXeNA);

- 3aKMM CABMXKHOM MO0 3a8XWMM Ha KaX[OM KaHane KkateTepa (KpaTKOBPEMEHHbIVi KOHTaKT C
KOXER).

6. Kabenb coegunHuTeNbHbIA Ansa BHyTpunpeacepaHoro SKI-anektpoga (J) (ganee Mo TekCTy -
«QKTI-Kabenb coeAnHUTENbHBIN») (KPaTKOBPEMEHHbIA KOHTAKT C KOXEN);

7. Wnpuy «OMHUuKe» (Omnifix®), 5 mn (H) (aanee no TekcTy - «wWnpuy») (KpaTKOBPEMEHHbIN
KOHTaKT C KPOBbIO);

8. Knunca ukcaTtopa cbémHOro (F) (He KOHTaKTUpyer);
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9. KoHHekTOop 6e3bironbHblin «Catcaint» (Safsite) 4na Kaxaoro kaHana karetepa (fanee no Tekcty
—«KOHHeKTop «CadcaiiT») (ANUTeNbHbIA KOHTaKTe LUPKYIUPYHOLLEA KPOBbHO).

Mcnonb3yemble Matepuasbl

ABC, naTyHb, anokcugHas cmona, M3BI, 4yepHWna, N30MpeHoBbIA kayyyk, MAHM, HuTUHON, MA.
MA6 okpawweHHbiin, MK, M3, M3BM, MM, NC, Ny, NBX-6enblii, CBEC, CUANKOH, CUINKOHOBOE
Macsio, HepXaseroLwasa cTasib.

[nsa Habopos «LlepTo®ukc® MpotekT» (Certofix® Protect™:

OCHOBHbIM MaTepuanoMm LEeHTPaNbHOro BEHO3HOro KaTeTepa B Habopax LiepTotmkc® [MpoTekTt
ABNAETCA nonuypetaH. Bce kaHanbl, BKAOYas KOHHEKTOP J103p JIOK M Hapy>HYK MNOBEPXHOCTb
KaTeTepa, MOKPbITbl [/IMHHOLENOYEUYHbIM TMOMMEPOM HA OCHOBe MeTakpunata. HaHocuMblii
MoNMMep CBS3aH C OCHOBHbLIM MaTepuanom KarteTepa. XMMUYECKN M3MEHEeHHble GOKOBbIE TPYMMbl
nonmmepa CBOBOAHO pPacMofiokeHbl Ha MOBEPXHOCTM kKaTeTepa. B ux unucno BXOAAT Takue
rMapouabHbIe GOKOBbIE TPYNMbl, KaK MOAWMITUAEHTIMKONb W aHTUCENTUYECKMIA NOMVMEPHBIi
6uryaHna. ConoctaBuMbIii MOANUMEPHbIA GUryaHW BXOAMT B COCTaB HEKOTOPbIX PacTBOPOB A/
OPOLLEHUSA paH.

lNoKasaHWA K NPUMEHeHUIo

KaTeTepnsaums BepxHeil nonoii BeHbl No Metody CenbAnHrepa a8 HeNpogomkuTensHon (<30
[Hel) WH(MY3MOHHOW W nnasmosamellatolleld Tepanuu, MapeHTepabHOro MUTaHWs, BBEAEHWS
BbICOKOOCMOJIIPHbIX WX pasfpaxarolwmx BeHbl pacTBOPOB, MOCTOSHHOrO WM MEepUoAMYecKoro
MOHWUTOPWHIa LEHTPaNbHOrO BEHO3HOrO [aB/IeHUs, B3ATUA NPO6 KPOBW; ecnv  MyHKUWA
nepugepuyecknx BeH HEBO3MOXKHA, NPW LLOKe, TpaBMax KOHEYHOCTel W ecnu nepudepryeckune
BEHbl He ONpefensoTCs.

MpoTMBOMNoOKasaHus

BocnaneHne KOXW B 30He MYHKUMW; HapyLIeHWs CBEPTbIBAHWS KPOBW, Hamp., NpyY NevyeHun
aHTUKOarynsHTaMun; aHaTOMUYeckne aHOMa/IMK, Hanp., YBe/IMYeHHbI 300, OMyX0nu Lieun, Tsxenas
aM(U3eMa Nerkmx v py6LoBble U3MEHEHUS B 30HE MYHKLUMW.

3anucb IKI: He nposoanTb Npu aemopunnsumm, Kapanosepcumn nnm BY-xupyprun.

[na Habopos «LlepTotmkc® MpoTtekT» fCertofix® Protect):

He wcnonb3yiiTe y nNauuMeHTOB C W3BECTHOM [UMNEpYyBCTBUTENBHOCTLK3 K nosurekcaHugy W
aHanoram, TakMM Kak X/10preKCUamnH. , ~ .

MoboyHbIe AeACTBUA/PUCKH NPUMEHEHNS

emaToMa/KpoBOTEYEHME B MeCTe MYHKUUW, KaTeTepHas WHMEKLMS W Cerncuc, MHEeBMOTOpPaKC,
reMoTopakc, WH(Y3NOHHbIA TUAPOTOPAKC WM XWIOTOPaKC MpW HapyLieHWW npaBun NYHKUUW 1
YCTaHOBKM KaTteTepa, CepAeyHble apuTMuu npy oWM60YHOM BBEAEHUN KaTeTepa B MOJIOCTb CepAaua,
paspbiB Mpefcepans, 3HLOKApAMT MpU MeXaHUYeCKOM pasfpaxeHWW, MOBPEeXAeHWe BeHbl WK
apTepuy Mpu HapyLUeHWX MpaBUI MYHKUWW, BbI3BaHHbLIA KaTeTepom TPomM603 1M TpombohnebuT,
MoBpeXaeHVe HepBHbIX CTPYKTYp (Harnp., NOBPEeXAeHWe MIeYeBOro CnaeTeHns u gmagparmMansHoro
HepBa), BO3AyLUHaA aMb0nA, KaTeTepHas aMb60nus, TaMnoHaga cepaua, NoBpPeXAeHWs Noaoi BeHbl,
HenpasWIbHOe NOMoXeHWe, cMeLleHne LIBK.

MpegynpexaeHns
MOBTOPHOE MCMONb30BaHNE OHOPA30BbIX M3[ENNIA CO3aeT BOSMOXHbIA PUCK ANs NauueHTa u
nepcoHana. 3TO MOXET TNPMBECTM K 3aPOKEHVMIO  W/WAM  HApYLIEHUO  (YHKLMOHANbHbIX
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BO3MOXHOCTeN. 3apaxkeHue W/WAW orpaHuyeHne QYHKLUU U3LeNNs MOXET MPUBECTU K TpaBMme,
60N1e3HV UM CMEPTU NaumeHTa.

- He nopgepraiite kaTeTep BO3AENCTBUIO [aBneHWs Bbiwe paboyero ypoBHs 1.2 6ap, npegenbHoe
AaBneHune 2 6ap JoNyCTUMO TONbKO B 3KCTPEHHO CUTYyaL .

- CTporo cob6nofainTe MeTofbl aCenTUKK.

- Bo m3bexaHvie BO3L4YLIHON 3MOO0MUM BbIMONHANWTE MYHKUMIO MO BCEM MNpaswuaaM B MOIOXEHWUM
60NbHOr O N1eXa rofIoBOW BHY3.

- Vcnonb3yiiTe peHTreH A/ KOHTPONA MNO3NLMW KOHYMKa KaTeTepa. [py COMHEHWM B No3uvumu,
BBeAMTE KOHTPACTHOE BELLECTBO MM BbIMONHUTE 3anucb BHyTpunpeacepaHoro K oTBeAeHNS.
Mpwn 3anucy SKI cobniogalite cnegyolime npasuna:

- cnonb3yiiTe TONbKO B MOMELLEHUAX C 3/IEKTPOCTATUYECKOW 3aLLUTONA.

- Hocute aHTMCTaTMYECKYO XMPYPTrUYECKyHo 00YBb.

- Cobniopainte npvMeHMMble npasuia 6e30nacHOCTU, roCyLapCTBEHHbIE TEXHWYECKME YCNO0BUA U
0COBEHHOCTH.

- Nicnonbayiite Tonbko SKIM-MOHUTOP € He3a3eMeHHbIM BXogoM (Tun CF).

- 3a3eMIMTe MOHUTOP A/19 AOMNOMHUTENbHOIO YPaBHUBAHNUSA MOTEHLMASIOB.

- Y6enTeCh B HALleXXHOCTUN BCEX COESUHEHUIA.

- Y6eanTecb B OTCYTCTBMU KOHTaKTa NPOBOAHMUKA C BHELLHVMU TOKOMPOBOAALLMMMN YaCTAMW.

- HagexxHo dhmKeupyiiTe KateTep.

- BEXXeiHeBHO BbINONHAWTE aceNTUYECKUIA YXO/ 3a KaTeTepoMm.

- BoBpemsi MeHAiiTe 3arpsa3HeHHbIe UM MPOMOKLLMNE MOBA3KM.

- Vicnonb3yiiTe pasHble JOCTYMbl ANS B3ATUA KPOBW W BBEAEHUS PacTBOPOB U /IEKAPCTBEHHbIX
CPeLCTB A4/ CHVXKEHUA PUCKA MH(EKLMUN.

- Mocne nepenuBaHWs KPOBM WAM  B3ATMS NpPo6 KPOBM TLlATe/lbHO MPOMOWTe  KaTeTep
(h13pacTBOpOM.

- Bo wu3bexaHve BO3LYLIHOW 3M60ONMKU 3aTAHMTE COEAMHEHMS KaTeTepa W BblOupariTe TONbKO
NHY3NOHHbIe cucTembl JT103p JTOK.

- He u3Bnekaiite NPOBOAHMK 4Yepe3 Wriy, 4Tobbl CHU3UTb PUCK NOBPeAUTb W cpe3aTb ero. Ecnm
MPOABMXEHNEe 3aTPYAHEHO, BbINOMHANTE AabHeliline AENCTBMA C YYETOM TeKyLlen cutyauum,
BO3MOXHbIX KMHWYECKNX PUCKOB U B MHTEpecax nauueHTa.

- BmecTo 3T0ro, cHavana yganuTe Uriy WHTPOALIOCEPHYIO, 3aTEM BBEAUTE BMECTO Hee Aunarartop.
PVCK MOBpeXAeHns NPOBOAHMKA NPWU €ro U3BNeYeHUN Yepe3 LMaTaTop 3HAUYUTENIbHO HWXKe. Ecin
“3BNeYeHne NPOBOAHMKA U3 KaTeTepa 3aTPyAHEHO, YAanuTe NPOBOAHMK BMECTE C KaTeTepOM.

- Ecnun 13BeCTHO 0 Cy)XeHUW BeHbl, MOXHO NonpoboBath Bpalwatb NPOBOAHWK B UT/1e UK U3B/EYb
MPOBOAHWK, NepeBepHYTb ero 1 BBECTU MPAMbIM KOHYMKOM B UrNY.

m 136eraiiTe KOHTaKTa KaTeTepa W3 MNOMMypeTaHa C aueTOHOM: aueTOH pacTBOpseT Matepwuan,
KareTep MOXeT CTaTb NOPUCTLIM U MPOTEKaTb.

- Mpn MPT wnccnefoBaHMM C YCTaHOBNIEHHbIM KaTeTePOM BO3MOXHbl CepfeyHble aputmuu. pu
MPT uccnefoBaHun B KateTepe He A0/HKHO ObITb 31IEKTPOIMTHOIO PacTBopa.

He noa/fieXuT NOBTOPHOW CTepuinsaumm.

He ncnonb3oBatb Npy NOBPEXAEHWUN YMakoBKW.

Ana Habopos «LlepTodmke® MpoTekT» (Certofix® Protect):

He mcnonb3yiiTe LeHTpanbHbIN BEHO3HbIN KaTeTep B Habopax LiepTomkc® MpoTeKT ana Lenei, He
yKa3aHHbIX B NyHKTe 4 «[1oKa3aHUs K NPUMEHEHNO». MpUMeHeHMe 3TOro KaTetepa B LeHTPasibHOM
U Nepudepnyeckoin HepBHON CMCTEME 3arpeLLeHo.
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Cnocob npumeHeHUsd

1PBAYNP{-XObHVE:

Mpu Bblbope DK™ A4NA KOHTPONA NO3ULUKN KaTeTepa U Ha/IM4MM CUHYCOBOI0 pPUTMa, cHavasna
NoAKIOUNTE NaumeHTa K MOHUTOpPY Tuna CF, NpurogHoro Ansa 3anucu BHyTpunpeacepAHoro
oTBefeHNs (cM. Hwxke) (Tun: CF) mcnonb3ys agantep yHuBepcasbHbIA ans OKIM-KoHTpons
KaTeTepm3aumm LeHTpa/ibHbIX BeH «LleptoamH» (Certodyn® Universal Adapter) (manee no
TeKCTy - aganTep «LepToanH») unm nepexntovaembiii SKI™ Kabenb naumeHTa.

1 BbINOMHAWTE NYHKUWUIO B CTEPUSIbHOW OfeX[e, Macke, LIarnoyke M nepyarkax. TLlaTenbHO
obpaboTaiiTe KOXy (MCMOMb3yinTe CNUPTOBbIE UM NOAHbIE YACTALLME CPeAcTBa, Hanp. bpayHon wm
Codpracent H) ¥ HakpoiTe 30HY MNYHKUUW CTEPUNIbHOW NPOCTbIHEA C oTBepcTMeM. [posepbTe
MPOXOAMMOCTb KaHasioB, COEAUHMB LUMPUL, C KOHHEKTOPOM «CadcaliT» 1 3arn0NHWUB NPOKCUMAsIbHbIN
KaHan [BYyXKaHa/bHOro wnn (MeAuanbHbll U NPOKCUMasbHBIA KaHa/bl TPeXKaHa/lbHOr0) KaTeTepa
(h3pacTBopom. KnanaH KoHHekTopa «CacaiT» 0TKpbIBaeTCH aBTOMaTUYECKM.
2. TlyHKTUpylTe BeHy MPUNOXEeHHON wrnoii CenbanHrepa WHTPOAbIOCEPHON wnn Y-Urnoi
WHTPOAbIOCEPHOIA (3aBMCUT OT Habopa), COeAUHEHHOW CO LLNPULEM 415 acnnpauun.
3. MNpoBoaHUK B AucneHcepe. CHUMUTE KO/MNAYoK 3alUTHBIA AUcneHcepa. BcTaBbTe gucneHcep ¢
NpoBOAHWKOM B urny CenbAuHrepa WHTPOAbIOCEPHYIO WM B 6GOKOBOW MNOPT  Y-UNbl
WHTPOAbIOCEPHON (3aBMCMT OT Habopa). Bonbwum nanbueM Auraiite MPOBOAHWMK B BeHy. [ns
KOHTPONS FNy6WHbI BBEAEHUSA UCMOMb3YINTE Pa3METKY A/IVHbI.
4. Mocne ycTaHOBKW MNPOBOAHMKA B 3afjaHHOE MOMOXeHWe yfanuTte AWCNEHCeP W UINY, He MeHss
MOJIOXKEHVE MPOBOLHUKA.
5. PaclumpbTe NMyHKUMOHHBIA X0f4. [ns 3TOro, yaepXusas Hapy>XHYHK 4acTb MPOBOAHMKA, ABUraiiTe
KOPOTKWIA funataTop, Crerka Bpawias ero, Nno Hapy>HOM 4acTW MPOBOAHWMKA B MECTO MYyHKLMW.
3aTem yfanuTe unaratop U3 NyHKLMOHHOIO X04a, HE MeHsAs NOJOXeHWNe NPOBOAHMKA.
6. [lBuraite KateTep N0 Hapy>XHOW YacCTW MPOBOLHMKA K MECTY MYHKLMW. 3aTeM, YepXuBas KOHeL,
NPOBOAHWKA, BBEAMTE KaTeTep Ha HEOOXOAUMYIO A/INHY, ClIerKa BKpy4mnsas ero.

7. AnviHy BHYTPUCOCYAMCTON YacTu KaTeTepa MOXHO ONpeAennTb Mo HECTUPaeMOI pasMeTKe.

8. [lna onpefeneHns NoNoXKeHWa KOHYMKA Katetepa ¢ nomollbio SKIT COBMECTUTe KOHLbI Karetepa
1 NPOBOAHMKa (M3 KOHHeKTOpa J1to3p JIOK KaTeTepa JO/MKHA MOKa3aTbCA nepsas LUMPOKas MeTKa Ha
NMPOBOAHMKe). 3akpenute 3axunm IKI-kabens COefUHUTENbHOrO Ha MPOBOAHWKE Y ero BbIXo4a U3
KateTepa. BctaBbTe KOHHekTOp JKI-Kabens coefMHUTENILHOrO B pasbeM afantepa «LlepToguH» u
CABVHbTE Mepeknoyarteslb K CMMBONY cepAua (CM. OTAENbHYK WHCTPYKUWUKO MO MPYMEHEHUIO
afantepa «LlepToanH»). 3aTemM NpofBurainTe kaTeTep C MPOBOAHWKOM K MpaBOMY NpeAcepanto nog
kKoHTponem IKI. Moavem 3y6ua P Ha SKI Bbile HOPMbI yKasbiBaeT Ha TO, YTO KOHYMK KateTepa
pocTur npeacepavs (BHyTpunpeacepgHoe SKIT oTBeAeHne). Ecnv KaTteTep € NMPOBOLHUKOM OTTAHYTb
Hasaf, TO 3ybeu P Hopmanusyetca (—* Touka nepexopa). [Ans [OCTMXEHMSA MPaBUIbHOIO
pacnofioXXeHWs KaTeTepa B BEPXHeW MO0 BeHe NOATAHUTE KaTeTep C NPOBOAHWMKOM eLle Ha 2-3 CM.
3arem yganvrte npoBOAHUK.

BHNMAHWE:

Mpn pnvHe KateTepa 15 CM KOHUYMK KaTteTepa 0ObIYHO He JOCTUraeT npeacepavs. B atom
cnyyae ABuranite nNpoBOAHWK Breped nog KoHTponem 3KIT go nogbema 3ybua P. 3710
NoATBEPANT NpaBUIbHOE HanpasB/ieHNe BBEAEHNSA KaTeTepa.

9. 3akpenuTe KaTeTep Ha KOXe C MOMOLLbIO (PuKcaTopa HecbEMHOro. KarteTep TakXe MOXHO
3aKpenuTb y Mecta MyHKUMW C MOMOLLbI0 (hmKcaTtopa CbEMHOro. s ero KperjieHus Ha KaTeTepe
MCMONb3yWTe NpUNaraemyro Kiuncy.

10. Ha nnHMAX YANMHUTENBHBIX MUMEIOTCA 3abKUMbI. VIX UCNOML3YIOT ANA NepekpbiTUA KaHasioB npu
CMeHe WHQy3un wunm TpaHcdysun. Ecnm K KateTepy MofcoefuHeH KOHHekTop «CagcaiiT», TO
MepeKpbIBaTb KaTeTep He HYXXHO, TaK Kak Mpu OTCOeLUHEHUN WHMY3MOHHOW NIMHUU KOHHEKTOP
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«CacaT» 3aKpOeTCA aBTOMATMYECKU. Y6eauTeCb B HAEXXHOM COEAMHEHWM KOHHEKTopa
«CahcaiT» c KaTeTepoM.

[na KpenneHust KaTeTepa Bcerga WMCMonb3yiiTe npunaraeMblii (oMKCaTop, MHaYe BO3MOXKEH

OTpbIB KaTeTepa v ero nonagaHue B BeHy.

LWINMTHWE:

Hewncronb3yemble KaHasbl KaTeTepa CriedyeT MPOMbITb (hr3pacTBOpoM. [MpomoliTe KaHas
cpasy Mocsie UCMOo/Ib30BaHUS!, MOBTOPAATE NPOMbIBKY NPV HEOBXOAMMOCTH.

Mpy B3ATUM KPOBM M3 MPOKCMMAaSIbHOrO KaHana Apyrvie KaHasbl criefyeT NepeKpbiTb BO
n3GexaHve OLIMGKM B aHa/IM3ax M3-3a NnornajaHusi B Npoby KpPoBu MHGy3aTa.

C uenblo Mo/nyyeHnUs Ge30nacHoli KOMOMHALMKM PEKOMEHAYETCS MCMOMb30BaTb COBMECTUMblE
MH(Y3NOHHblE  YCTPOICTBA,  Hanmpumep:  LWINPWLUbI,  MHKDY3NOHHbIE  MarucTpanu,  KpaHWKw
MHOTOXO/0Bbl€, 6e3bIr0/IbHble KOHHEKTOPbI M [p., UMetoLLMe TN coeauHeHuns JTioap uam JTroap JTok
(1SO 80369-7).

Ycnosusa 1 NPOAC/IHKUTENIbHOCTL NPUMEHEHNSA

KateTep npegHasHayeH 415 KpaTKOBPEMEHHOro Ucnonb3oBaHms (<30 gHeit).

Cnepute 3a coctosHmem LIBK (Hanp., npu3Hakn KateTep-acCOLUUPOBAHHON MH(EKLMN KPOBOTOKA,
napasasauuu, TpomoohebuTa) n yganute LIBK cornacHo 601bHUYHOMY NPOTOKOY.

11060 Hemcnonb3yemblil BHYTPUCOCYANCTLIN KaTeTep CnefyeT HeMeLNeHHO YAaUTb.

[aHHas npofdykuma npegHasHayeHa An1s MCNONb30BaHWUSA TONbKO Bpayvamy, Hagfexawinm o06pasom
06YYEHHbIMW COOTBETCTBYIOLLIEA METOAUKE B YCNOBUAX NeYeOHO-NPOUNAKTUYECKNX YUPEXAEHWIA.

JononHuTtensHasa nHpopmMauma

[nsa Habopos «LiepTouke® MpoTekT» (Certofix® Protect):

MokpbITMe KaTeTepa B Habopax LiepToukc® MpoTeKT ah(heKTUBHO 3aliuLiaeT oT Hanbosee YacTo
BCTPeYaroLLMXCA NaToreHoB, BbI3blBAOLLMX KaTeTep-acCoLUMPOBaHHble HMEKLMN:
* 30/T0TUCTbIA CTAPUNIOKOKK

» dnuaepmanbHbIi CTaMNOKOKK (KoarynasoHeraTuUBHbIA CTagMI0KOKK)

* MeTULMNNNHPE3NCTEHTHBIN 3010TUCTLIN cTatmnoKoKK (MP3C)

» deKanbHbI 3HTEPOKOKK

* KuwieyHas nanoyka A

* CMHErHomnHaa nanoyka

TexHMYecKme XxapaKTePUCTUKN MeANLNHCKOIO N3Lenus

KntoyeBble XapakTEPUCTUKM OCHOBHbIX (DYHKUMOHaNbHbIX 3/1EMEHTOB MeAULMHCKOro W3Lenvs

Kar. JI*  KateTep Wrna MpoBoAHUK [nnaratop
Cenbausreps
VIHTPOAbOCEPHAs
SxpexTa. HapyxHbivi HapyxxHbid Kann6po- HomuH. Hapy>xHbin ekt Makeum.  [ivHa Makcum. MH. 2, AwHr
BHast IVaveTp  [vameTp  BOYHbIA paTMep  CKOpOCTb OVaMeTp  [yMMHA  HapyXHblid (MM)  HapyHbId  BHYTPeH. awiatatopa
[/VMHa  KaTeTepa  KkaTeTepa  KaHaa noToKa no (Mm) (M) avavetp Qvavetp  avametp (cm)
Karetepa (MM) (PpeHy)  katetepa KaHa/iam () (M) (M)
(cm) (FerimK) (M/mmH),
DIMUM2/P; DIMUM2/P;
DIMUM2/M3/P DIMI/M2/M3/P
4167767, *15 =27 8 14/18/18/16 50/20/20/50 *1,3 =73 *0,89 =50 *29 *1,0 =96
4167767P
4167775, *20 *2.7 8 14/18/18/16 40/15/15/40 *1,3 *73 *0,89 =50 *29 *1,0 *9.6
4167775P
4167783, *30 =27 8 14/18/18/16 35/10/10/35 =13 *73 =0.89 *70  *29 =10 =96
4167783P

www.bbraun.CQm
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r'#

4166852 =20 =4,0 12 16/18/18/18/12 55/28/28/28/185 =13 =70 =0.89 =50 =41 =10 =9.6

4166841 =15 =4.0 12 16/18/18/18/12 65/32/28/30/190 =1.3 =73 =0,89 =50 =4,1 =1.0 =9.6

4166868, =20 =4,0 12
4166868P

D -aucTanbHbIi, P - NpoKcManbHbI; M —MeananbHbli

16/18/18/18/12 55/28/28/28/185 *1,3 =73 =0,89 =50 =4,1 =1,0 =9.6

Takke B HameHoBaHUM MW cofiepXKUTCA MHPoOpMaLMA 0 KOUEBbIX XapaKTepucTUKax KarteTepa, a
WMEHHO:

* YKasaHue Ha «MeTof KateTepusauumn no CenbanHrepy».

» 0O603Ha4eHne «<PROTECT» yKasbIBaeT Ha aHTUMMKPOOHOE MOKPbITUE KaTeTepa.

* KBsarTpo (4eTbIpe) 1 KBUHTO (MATb) YKas3bIBaOT Ha KO/IMYECTBO KaHa/I0B KaTeTepa.

 Jlanee cnegyeT OyKBa, YKasblBalOW@s Ha TUMN UMbl WUHTPOABIOCEPHON: S -
CenbguHrepa vHTpogptocepHasd, V - 31o Y-Urna nHtpoabocepHas.

Urna

[Janee cneaytoT Tpy UMGPbI: NepBast yKasbIBaeT Ha HapyXKHbI AvameTp KaTeTepa Bo dpeHYax, ABe
CNeflytollive Ha ANNHY KaTeTepa B CaHTUMETpax.

MepeyeHb NPUMEHAEMbIX NPOU3BOANTENEM CTaHAAPTOB

EN 1SO 13485, ISO 14971, ISO 10555-1, ISO 10555-3, ISO 11070, ISO 9626, EN 1707 (ISO
80369-7), DIN 42802, ISO 10993-1, ISO 10993-3, ISO 10993-4, 1ISO 10993-5, ISO 10993-6, 1SO
10993-7, 1SO 10993-10, ISO 10993-11, ISO 10993-18, ISO 10993-18, ISO 11135, EN 556-1, ISO
11607-1, EN 1SO 15223-1, EN 1041-2008

[Moka3aTtesnb
Temnepatypa
OTHoCcUTeNbHAA BIAXKHOCTb BO34yXa

YcnoBua akcnsyatauum
+15°C po +30°C
[0 90%

YrnoBus TNaHCMONTUMNOBKN N XNaHEHUA

Ycnosusa
YcnoBusi XpaHeHUsA
MokasaTenb TPaHCNOPTUPOBKU P
Temnepatypa 0T -20“C po+15°C (2 gHs))  oT+15'~C o +25°C

0T+15°C po+25°C

(B * TeueHve cpoill

(HeCcKonbKO Hefenb) rOIHOCTW)

oT +25°C fio +40°C

(B TeyeHMe ABYX Heaesb)
OTHocuTeNbHaA BNaXKHOCTL Bo3gyxa A0 90% Ao 90%

CVMBO/IbI, UCMO/b3YeMble NPU MapKUPOBKe

CumBon

iJ
[10t]

Pacwingpposka
Wcnonb3oBaTh [0
[ata nsrotoBneHns

M3rotoBuTesb
Homep cepun

Homep no kartanory

www.bbraun.com
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3anpeT Ha NOBTOPHOE NPUMEHeHVe

STERILEIEO  Ctepunmsaumsi oKcuaom sTunieHa

T Ob6paTnTECh K MHCTPYKLUMW MO MPUMEHEHUIO

A OcTtopoxHo!

CE mapKa - 3HaK COOTBETCTBUA TpeboBaHMAM AupekTuBbl 93/42/EEC w
CC 0123 NAEHTU(NKALMOHHBIA HOMEP aKKPeAMTOBAHHOIO opraHa no cepTupukaLmn
EBponeiickoro coto3a
m CE Mapka - 3HaK cooTBeTCTBUSA TpeboBaHnsM PernamveHTta (EC) 2017/745 o

. MEeAVNLMHCKIMX N3[ennax

He fonyckaTb BO3,D,GI7ICTBVIF| COJIHEYHOr 0 CBeTa

Bepeyb OT Briaru

[ BepxHsas rpaHuLa TeMNepaTypHOro pexumva

B 3aBMICUMOCTM oT BapuaHTa MCMOMHEHNSE MeAVNLMHCKOr0 n3aenus Ha
3TUKETKE/CTUKePE/YNaKOBKE/MHCTPYKLUMM MO MPUMEHEHMIO  MOFYT  ObITb  HaHEeCeHbl
[0MOSTHUTESIbHbIE XapaKTEPUCTUKN 1 CUMBO/IbI, TaK/e KaK:

GIN MexayHapoaHbIli KO MapKUPOBKU 1 yYETa NOTUCTUYECKMX eAMHLL

PZN LleHTpanbHbI hapmaLieBTUYeCKUiA HoMep MepmaHmnm

ANUPOreHHo

md

@_ He 1CMoNb30BaTh NPU MOBPEXAEHNM YMAKOBKM
X
{

MennumHcKoe n3genve

CTpaHa npov3BoACcTBa

Ccri
O OpunHapHas cTepu/ibHas 6apbepHas cuctema - n
O OpnHapHas cTepunbHas 6apbepHasi cUcTeMa C 3aLLUMTHON Hapy>XXHOM YNaKoBKOM
YTtunnusayma

YTunnzaums MeguuMHCKOro msgenuns «Habop gna KateTepusaumv LEHTPasibHbIX BeH M0 MeTomy
CenbanHrepa  «Lleptodgmkc®»  (Certofix®) ¢ NPUHAQIEXHOCTAMU»  MOCME  WCMO/b30BaHUSA
OCYLLIECTBNSAETCA B COOTBETCTBMU C TPEOOBaHMAMWU K 06paLLEeHNIO ¢ MeAMLMHCKUMU OTX0odamu, C
MEJUUMHCKMMUK 0TX04amK, ycTaHoBNeHHbIMY CaHlMnH 2.1.3684-21 no knaccy B n/vnn uHbIMK
[eliCTBYIOLLMMN HOPMAaTMBHO-MPaBOBbLIMY akTaMi Poccuiickoin depepauuyn.

Hewncnonb3oBaHHOE MeAVLIMHCKOE W34eNne, HeUCnoNb30BaHHbIE YMaKOBKW, [AO/DKHbl ObITb B
COOTBETCTBUM C  TMOPSAAKOM  YTUAM3aUMW  TBepAbliX  ObITOBbIX  OTXOLOB, YCTAHOBJIEHHbIM
3aKoHodaTeNbcTBOM Poccuiickon depepaumm no knaccy A CadlMuH 2.1.3684-21 /v WHbIMK
[eCTBYOLUMIN HOPMAaTUBHO-NPaBOBbIMM akTamu Poccuiickoii defepamn.

Mp BO3HWKHOBEHUW BOMPOCOB, KacaltLMXCA YTUIM3aUMN  MEeAULIMHCKOrO U3Aenus, crefyet
obpallaThCsl KYNOSHOMOYEHHOM opraHm3aumn (MmnopTep) B POD.

www.bbraun.com
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MpounssoanTens/IponsseneHoO

B. bpayH Menb3yHreH AIl, Kapn-bpayH-LUTtp. 1, 34212 Menb3yHreH, [epmadHusa. B. Braun
Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

YNonHoMo4YeHHas opraHusaums (umnopTep) B PO

000 «b.bpayH Megukan», 191040, r. CaHKT-IeTepbypr, yn. MywknHekasn, 4. 10, Ten./dakc: (812)
320-40-04.

[aTa Bblnycka nHgpopmaymm: 01.2023

www.bbraun.com
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M1

Nr. 37872023 des Urkundenverzeichnisses

Die vorstehenden, dem Firmendruck ,B. Braun Melsungen
beigefuQten, vor mir vollzogenen Namensunterschriften
]-der Frau Vera Pekarek,
der Frau Sandra Staufenberg,
beide geschaftsansassig Carl-Braun-Strafte 1,
D-34212 Melsungen,
und niir von Person bekannc, beglaubige 1ich hiermit.
Der 1Jotar fragte nac:h einer Vorbefassung im Sinne von

AG

8§ 3 Abs. 1 Nr. 7 EeurkG. Sie v/urde von den Erschienenen

verneint.

Melsungen, 07. Mair 2023
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B BRAUN

MepeBoA C aHTMIACKOTO 1 HEMELKOTO A3bIKOB
«b. bpayH Menb3yHreH Al »
B. Braun Melsungen AG)
MNoppasaeneHve «xocnmtan Kaa»
Qiavision Hospital Care)

34209 Menb3yHreH

0 KoHTakTHOE nunyo: Bepa Mekapek (Vera Pekarek)
> Ten.: +4915117667398
OENEPANBHYI CNYXBY MO Paxc:

HAL3O0PY B COEPE 3. noyta: vera.pekarek@bbraun.com
3APABOOXPAHEHNA Be6-cailT: http://www.bbraun.com
(POC3[IPABHAZ30P) fara: 07 mapTa 2023 roaa

JeKnapaunoHHOe NUCbMO K MHCTPYKLUWM N0 NPUMEHEHNIO

YBaxaemble rocnoga!
HacTtoawum nMcemMom Mbl,

«b. bpayH Menb3yHreH Al »

(B, Braun Melsungen AG)

Kapn-bpayH-LLTpacce 1

34212 Mefib3yHreH,

MepmaHma (Carl-Braun-Str. 1,34212 Melsungen Germany)

B cooTBeTcTBMM C [upekTmBoi EBponelickoro CoBeta EC 93/42/EEC B KauecTBe
OTBETCTBEHHOr0/3aKOHHOI0 NPOU3BOANTENA MEeAULNHCKOr0 N3Lenmsa

Habop pfna kKateTepm3aumm UeHTpasibHbIX BeH nNo Metody CenbauHrepa
«LlepTohukc®» (Certofix®) ¢ NnpuHaLNeXXHOCTAMMN

3aAB/IeM O TOM, YTO HaMu OblIM NPUHATBLI BO BHUMaHWE 3aMeyaHusi, NPUBEAEHHbIE B MLUCbME
Nel10-145/23, kKoTopoe Oblno HanpaBneHo PocsgpaBHagzopom 09 saHBaps 2023 roga. Mel
COrnacHbl C 3aMeyaHWsAMK, YKasaHHbIMW Poc3gpaBHaf30poM, M Harnpas/iseM BaM Ha
paccMOTPEeHME CNeayoLW N 06HOBMEHHbI JOKYMEHT:

Bepcusi MHCTPYKUMM MO NPUMEHEHMWIO, NpefHa3HauYeHHast 415t UCMONb30BaHUSA Ha TeppPUTOpUN
P® ot aHBapsa 2023 roga (Ha aHr/IMIACKOM W PYCCKOM f3blKax), ANs MeAULMUHCKOro u3fenus
Habop gna karteTepu3auun LeHTPasibHbIX BeH No metogy CenbauHrepa «LlepTogmke »
(Certofix®) ¢ NpUHALNEXXHOCTAMU, BapUaHTbl UCMOHEHNS:

Habop oA KaTeTepusaumu LeHTPasibHbIX BeH Mo meTtody CenbaunHrepa «LlepToduke
KBuHTO S 1220» (Certofix® Quinto S 1220) 10 Hab6./yn. ¢ MHCTPYKLMEN MO NMPUMEHEHUIO
(1 wr.) KaT. Ne 4166852;

Mpcaceaare.'lb VICNONHUTENbHbIA COBET: Oduc KOMMaHUK: MCﬂbWFeH Anpec:

H&ﬂmﬁamnbnorq coserta: Mapkyc WTpoTMaHk Cyp peructpayiun: MecTHblii cys «b. BpayH Menb3yHreH AT»

[-p AHHeTT Bennep (Mpepcenarens) ®puTunapa &B. Brgun Melljungen AlG)
Mpue.fou. [-p WredaH HRB 11000 apn-bpayH-liTpacce
PynnepT (3amecTuTeNb YneHa WEEE-Per. Ne DE 42690900 34212 Menb3yHreH
coBeTa) Fepmanusa
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B BRAUN

CtpaHnua 2 K nucbmy oT 7 mapta 2023 roga

- Habop pgns kateTepusauumn LeHTpasibHbIX BeH Mo meTody CenbauHrepa «LlepTomkce®
KeatTpo V 815» (Certofix® Quattro V 815) 10 Hab./yn. ¢ UHCTPYKLWEN NO NMPUMEHEHNIO
(1 wr.) kat. Ne 4167767;

- Habop agns kaTeTepu3auuu LEeHTpaibHbIX BeH Mo MeTody CenbavHrepa «LlepTodmkc®
KeatTtpo V 820» (Certofix® Quattro V 820) 10 Ha6./yn. ¢ MHCTPYKLUMWeA N0 NPUMEHEHNIO
(1 wr.) kat. Ne4167775;

- Habop gnsa kartetepusaumn UeHTpasibHbIX BeH no mMetody CenbanHrepa «LepTopmkc®
KeatTpo V 830» (Certofix® Quattro V 830) 10 Hab./yn. ¢ MHCTPYKUME N0 NPUMEHEHWNIO
(1 wT.) kKat. Ne 4167783;

- Habop pna kateTepmsaummn LeHTpasibHbIX BeH Mo metogy CenbanHrepa «LepTomkce®
KBnHto V 1215» (Certofix® Quinto V 1215) 10 Hab./yn. C WHCTpPyKUMeER o
npumeHeHno (1 wT.) KaT. Ne 4166841;

Habop ansi kateTepus3aumm LEeHTpasibHbIX BeH no meTtoay CenbamHrepa «LepTodmKe®
KevHTo V 1220» (Certofix® Quinto V 1220) 10 Hab6./yn. ¢ WHCTPYKUMel no
npumMeHeHunto (1 wT.) kar. Ne 4166868;

- Habop gna kartetepusaumn UeHTpasibHbIX BeH no metogy CenbavHrepa «LlepTodmke®
MpoTekT KBatTpo V 815» (Certofix® Protect Quattro V 815) 10 Hab./yn. ¢ MHCTPYKUMel
no npumMmeHeHmto (1 wT.) KaT. Ne 4167767P;

Habop ona kateTepusaumm UeHTpasibHbIX BeH Mo metogy CenbauHrepa «LlepTodmke®
MpoTekT KBatTpo V 820» (Certofix® Protect Quattro VV 820) 10 Hab./yn. ¢ MHCTPYKUMel
no npumeHeHuto (1 wiT.) Kat. Ne 4167775P;
Habop gns kateTepusaumm LeHTpaibHbIX BeH No MeTofy CenbanHrepa «LlepTomkce®
MpoTekT KBatTpo V 830» (Certofix® Protect Quattro V 830) 10 Hab./yn. ¢ MHCTPYKLMeN
no npumeHeHuo (1 wT.) Kat. Ne 4167783P;

- Habop gna kateTepusaummn UeHTpPasibHbIX BeH no metogy CenbavHrepa «LlepTodmke®
MpoTekT KBuHTO V 1220» (Certofix® Protect Quinto V 1220) 10 Hab./yn. ¢ MHCTpyKuUmel
no npumeHeHuto (1 wT.) Kat. Ne 4166868P.

B UeNAX BHECEHWS W3MEHEHUA B [OKYMEHTbl PEerucrpauuoHHOro [ocbe B CBS3W C
COBEPLUEHCTBOBAHMEM CBOWCTB W XapaKTepUCTUK MpU  HEM3IMEHHOCTU  (DYHKLMOHAIbHOIO
[eNCTBUSA, Ha3HauyeHWs W NpUHUMNA JelCTBUA MeAUUMHCKOrO W3AeNnus W NpeacTaB/eHuns
BblLLIEyKa3aHHOro JOKyMeHTa B PefepasnbHy0 Cy0y No Haj3opy B cdepe 34paBooXpaHeHus
(Poc3gnpaBHaasop).

B cnyuyae Kakux-nnM60 PacXOXAEHWA Mexay aHrfIMMCKON 1 PYCCKOW BEPCUAMU HACTOSILLErO
AOKYMEHTA, MPEMMYLLLECTBEHHYIO CUY UMEET aHr/IMiicKas BEPCUS.

OT N1ua KomnaHmn

«B. BpayH Menb3yHreH Al » (B. Braun Melsungen AG)

YNOMHOMOYEHHOE N0
<nognucaHo=>

Bepa Mekapek (Vera Pekarek)

MeHempxkep oThena HOpPMAaTUBHO-MPaBoOBOro
perynupoBaHus LeHTpa pa3paboTku
BHYTPUMPON3BOACTBEHHbIX CTaHapToB, oTAen
KynupoBaHns 60/1€eBOr0 CMHApOMa M pa3paboTKu
LEeHTpPa/IbHbIX BEHO3HbIX KaTETEPOB
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YNO/THOMOYEHHOEe NNLL0

<nogTcauo>

3aHgpa L TaydeH6epr (Sandra Staufenberg)
ALMUHUCTPATOP OTAeNa HOPMaTMBHO-NPaBOBOro
perynuposaHus LleHTpa pa3paboTKu
BHYTPUNPON3IBOACTBEHHbIX CTaHAapToB, oTaen
KynupoBaHusi 60/1€BOr0 CMHApPOMa U pa3paboTKu
LEHTPa/IbHbIX BEHO3HbIX KaTETEPOB



B IeHHN 1aNHCH Noa Ne B e JOKYMEHTOB
HacToamuM s nOATBepXJal0 BEPHOCTH BBINICYKa3aHHON HHGOpMalMH, OANHHHOCTb IICYATH
koMnanHu «b. bpayn Memssynren AI'» (B. Braun Melsungen AG) # nocTaBleHHBIX B MOEM
IpRCYTCTBHH noanHceH
1. r-xu Beps [Tekapek (Vera Pekarek),
2. r-%u 3anapu llltaydenGepr (Sandra Staufenberg)
BSAYIIMX ACATENBHOCTH N0 azpecy: Kapn-Bpayn-Iltpacee 1,
D-34212 Mens3yuren {Carl-Braun- StraSe 1, D-34212 Melsungen),
JIMYHOCTH KOTOPBIX OBIIH MHOIO YAOCTOBCPCHBL.

Horapuyc 3amaBan BOmpoc O NpEMATCTBHAX cornacHo § 3, pasmena 1, Ne 7 3akoHa o
HOTapHadLHOM 3aCBHACTENbCTBOBaHHH. Ha Bompoc ABMBIIMECH JHMIA JalM OTPHUATENbHLIA
OTBET.

Menwsynren, 07 mapta 2023 rozga

<noonucano>

Horapnyc
<TucHenas negars: Hunne Batirana (Nils Weigand), norapuyc B r. Mens3yares>

[Mepeson ¢ AaHrMIECKOrO H HEMELKOTO S3HIKOB HA PYCCKHH A3BIK BHIMONHEH [I€PEBOAYHKOM
Uckycabix JIMATpHEM ANEKCaHAPOBHIEM
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Poccuiickaa ®depepaumns
Mopog MockBa
LLlecTHaguaToro mapra Be TbiCA4M ABajuaTb TPeTbero roga

A, AnexuH EBreHuin BnagMmumpoBuy, HoTapuyc ropoda MOCKBbI, CBUAETENLCTBYIO
NOANMHHOCTbL MoAnucu nepeBojymnka VICKyCcHbIX AMUTpuA AnekcaHpoBuYa.

Mognuceb caenaHa B MOEM MPUCYTCTBUMN.

JInyHOCTbL NoAnucaBLUEro A0OKYMEHT YyCTaHOB/EHA.

3apeructpuposaHo B peectpe: Ne 57/171-H/77-2023-4-2560.

E.B.AnexunH

Ummopw  OCIM *tepetc™
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B BRAUN

B. Braun Melsungen AG
Division Hospital Care

34209 Melsungen

Contarl: Vera Pekarek

Fon. +4915M7667398

Fax;
-DT-E Fmail; vera.peksrek@bbraun.eom
FEDERAL SERVICE ON Internet' http'//www.bbraun.com
SURVEILLANCE IN HEALTHCARE

Date: March 7. 2023
(ROSZDRAVNADZOR)

Declaration on Instructions for Use

Dear Sirs,
With this letter we

B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
Germany

as responsible/legal manufacturer according to the European Council Directive 93/42/EEC of medical devices

Certofix*and Accessories

herewith declare that we have taken into account the notes in accordance with letter no. 10-145/23 issued
on January, 09 2023 by Roszdravnadzor. Given that we arc accepting the remarks raised by Roszdravnadzor
and we submit for your attention and consideration the following updated document”®

o — —h— e e~ —h i —

RU Specific Version of the Instructions for Use from 01.2023 lin English~”~d Russian languages) for Certofix"
design variants:

- Certofix' Safety Mono S 320
- Certofix’ Safely Mono S 330

to update of the documents of the registration dossier for improving the features and characteristics of the
medical devices has no impact on the functional purpose, intended use and principle of operation of the
medical device group and submission of the above document to the Federal Service on Surveillance in
Healthcare (Roszdravnadzor).

Chiirwgttitn ef the Siipcevijery Boveri  ficrullve Bnaifi. CatpoiaU Office: MeUungen Addre».

0' Agrellr Pelffr nrgnrre Court B Braun Weriurigen AG
[CrtTail OB Cnillt h1Ifl4' Carl Braun Siraor t
Pnv Dot Di btetar Ruiiperl HRg 11000 Mclautigen
jutjer bt.ht kvttt Hrg rtu Dt «ifeSUSUO Germany
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BIBRAUN

Page 2 to the letter of March 7. 2023 to

In case of any discrepancy between the English and Russian translations of this document, the English version

shall prevail.
For and on behalf of
B. Braun Meisungen AG

i A, //|q | .

Vera j elrarek Sandra Staufenberg //

Mana iilctory Affairt CoE infusion /1 Pain Therapy Administrator Regulatory Affairs International
CoE Infusion £t Pain Therapy
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Instruction for use
Certofix® Central Venous Catheter Set for Seldineer technique with accessories, variants:

Certofix® Safety Mono S Central Venous Catheter Set for Seldinger technique

www.bbraun.com
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Intended use
Central venous catheter set for Seldinger technique.

Scope and variants

IFU is applicable of the following variants of medical device:

Single-lumen cava catheter set for catheterization of the superior vena cava using the Seldinger
technique. Opaque catheter made of polyurethane and guide wire with flexible J-tip. The connecting
cable for ECG recording via a guide probe for simultaneous monitoring of the catheter position.

Contents a type and duration of contact of the medical device

1. Seldinger needle (A1) or Y-type Introducer needle (A2), depending on version (short-term contact
with blood);

2. Guide wire with length markings and flexible J-tip (=3 mm) / straight tip (short-term contact with
blood), in dispenser (B) (short-term skin contact);

3. Opaque catheter made of polyurethane with soft tip (D) (prolonged contact with circulating
blood, unless otherwise indicated):
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- Length markings;

— Transparent tubing with slide clamp for brief closure;

- Integrated fixation wing to secure catheter (no contact);

— Attachable, adjustable fixation wing to secure the catheter by suture at the insertion site (E)
(prolonged skin contact);

~ Luer Lock connector.

4. Connecting cable for intra-atrial ECG recording (H) (herein referred to — «connecting ECG
cable») (short-term skin contact);

5. Attachable clip (F) (no contact);

6. Dilator (C) (short-term contact with blood);

7. Omnifix® syringe, 5 ml (G) (herein referred to — «syringe») (short-term contact with blood).

Materials used
ABS, Brass, EP, HD-PE, Ink, IR, LD-PE, Nitinol, PA, PA6 dyed, PC, PE, PE-HD, PP, PS, PUR,
PVC-white, SBS, SI, Silicone oil, Stainless steel.

For Certofix® Protect sets:

The base material of the central venous catheter Certofix® Protect consists of polyurethane. All
lumens, including the hub and the outer surface of the catheter, are coated with a long-chain polymer
based on methacrylat. The polymer is embedded in and bonded to the base material of the catheter.
The polymer’s chemically modified side groups are freely accessible on the catheter surface. They
contain hydrophilic side groups such as polyethylene glyco! and antiseptic polymeric biguanide side
groups. A comparable polymeric biguanide can be found in some wound irrigation solutions.

Indications

Catherisation of the superior vena cava using the Seldinger technique for short-term (<30 days)
infusion and volume therapy or parenteral nutrition, for administration of highly osmolar or very
vein irritating solutions, for continuous or intermittent monitoring of the central venous pressure,
for blood sampling, or when peripheral venous puncture is not possible in state of shock, in patients
with injured extremities or no detectable peripheral veins.

Contraindications

Inflammation of the skin at the site of puncture; clotting disorders e.g. in therapy with anticoagulants;
anatomical anomalies, e.g. enlarged struma, tumours in the neck regions, very severe pulmonary
emphysema and postoperative changes at the site of puncture,

ECG lead: Do not record ECG lead during defibrillation, cardioversion or HF surgery.

For Certofix® Protect sets:

Do not use this product for patients with a known hypersensitivity to polyhexanide or related
substances such as chlorohexidine.

Risks / Side effects

Haematoma/bleeding at the site of puncture, catheter infection and sepsis, pneumothorax,
haemothorax, infusion hydrothorax or chylothorax due to incorrect puncture and incorrect catheter
position, cardiac arthythmias due to incorrect intracardiac placement of the catheter, atrial rupture,
endocarditis due to mechanical irritation, arterial or venous injuries due to incorrect punctures,
catheter-induced thrombosis and thrombophlebitis, damage to nerve structures (¢. g damage to the
brachial plexus, damage to the phrenic nerve), air embolism, catheter embolism, cardiac tamponade,
vena cava lesions, mispositioning, CVC dislocation.
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Warnings

- Re-use of single-use devices creates a potential risk of patient or user. It may lead to contamination
and/or impairment of functional capability. Contamination and/or limited functionality of the device
may lead to injury, iliness or death of the patient.

- Do not subject the Certofix® catheter to pressures in excess the operating pressure of 1.2 bar or the
maximum pressure limit of 2 bar in case of emergency.

- Use strictly aseptic techniques.

- To avoid air embolism make puncture lege artis with the patient in head-down position.

- Use X-ray to check the position of the catheter tip. If in doubt about the position, inject contrast
medium or record intraatrial ECG lead.

When recording an ECG lead, please note:

- Use only in rooms that are protected against electrostatic charge.

- Wear antistatic operating theatre shoes.

- Observe relevant safety regulations and national specifications and deviations.

- Use an ECG monitor with floating input (CF type) only.

- Earth the monitor for additional equipotential bonding.

- Ensure that all connections are securely fastened.

- Ensure that the guide has no contact to external conductive parts.

- Secure the catheter adequately.

- Daily strictly aseptic catheter care.

- Change contaminated or soaked dressings when required.

- Use different sites for blood sampling and administration of infusions or medication to reduce the
risk of infection.

- Rinse catheter thoroughly with physiological saline after transfusions or blood sampling.

- To prevent air embolisms, fasten the connection to the catheter securely and use only infusion sets
with Luer Locks.

- Do not withdraw guidewire against the needle bevel to reduce risk of damages or possible shear of
guidewire. If insertion is difficult, perform further actions in consideration of the given sitvation, with regards
to the clinical risks and benefits for patient.

- Alternatively, first remove the puncture needle and then insert the dilator in its place. This
considerably reduces the risk of damaging the guide wire by the dilator when the guide wire is pulled
back. If it is difficult to remove the guide wire from the catheter, remove both the guide wire and the
catheter.

- If the vein is known to be constricted, it can be of help to turn the guide wire in the needle or
remove the guide wire and insert the straight guide wire tip.

- Do not bring the PUR catheter into contact with acetone as acetone dissolves the material causing
the catheter to become porous and to leak.

- Cardiac arrhythmias may occur during an MR examination with an inserted catheter. There should
be no electrolyte solutions in the catheter during an MR examination.

Do not resterilise.

Use only if the packaging is intact.

For Certofix® Protect sets:

It is not allowed to use the central venous catheter Certofix® protect for other purposes as described
in chapter 4 “Indication”. Any application of this catheter in the central or peripheral nervous
system is not permitted.
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Directions

If an ECG lead is to be used to check the position of the catheter and sinus rhythm can be
recorded, first connect the patient to a CF type monitor with approval to record intra-atrial
leads (see below) (type: CF) using a Certodyn® Universal Adapter (herein referred to -
«adapter Certodyn®») or a switchable ECG patient cable.

1. When making a puncture, always wear sterile clothing with facemask, cap and gloves. After thoroughly
cleaning and disinfecting the skin, (use alcohol or iodine based cleaning agents, e¢.g. Braunol® or Softasept®
N), cover puncture site with a sterile fenestrated drape.

2. Puncture the vein using the supplied Seldinger needle or valve needle (depending on the set used)
with the syringe attached for aspiration.

3. Guide wire in dispenser. Remove the protective cap from the dispenser. Then fit the dispenser with
the guide wire on to the plastic capillary of the Certofix®, the Seldinger needle or the side of the
valve needle (depending on the set used). Use your thumb to advance the guide wire into the vein.
Use the length markings to check the insertion depth.

4. When the guide wire is in the desired position, remove the dispenser and the cannula, retaining the
position of the guide wire.

5. Dilate the puncture track. This is done by holding the extracorporeal section of the guide wire and
advancing the short dilator — rotating it slightly — over the extracorporeal part of the guide wire and
into the puncture site. Then remove the dilator from the puncture track, retaining the position of the
guide wire.

6. Advance catheter over the extracorporeal part of the guide wire up to the puncture site. Then hold
the end of the guide wire and advance the catheter up to the desired position, turning it slightly.

7. The intravasal catheter length can be read from the permanent length markings.

8. To verify the position of the catheter tip by ECG, first position the tip of the catheter and the guide
wire at the same position (the first wide marking on the guide wire protrudes out of the catheter
connection). Now secure the clamp of the ECG connecting cable to the guide wire directly behind
the catheter connection. Insert the connector of connecting cable into the Certodyn® Universal
Adapter and switch over to the heart symbol (see separate instructions for connection of Certodyn®
Universal Adapter). Then advance the catheter with the guide wire towards the right atrium under
ECG control. If the ECG shows a higher than normal P wave, it can be assumed that the catheter tip
is in an intra- atrial position (intra-atrial ECG lead). If the catheter with the guide wire is pulled back,
the P wave returns to normal (— transition point). The correct catheter position in the superior vena
cava is reached when the catheter and the guide wire are pulled back a further 2-3 cm. Then remove

the ﬁide wire.

With a 15 cm catheter, the catheter tip usually does not reach the atrium. In this case advance
the guide wire under ECG control until a higher than normal P-wave appears. Thus, the
correct direction of the catheter is at least checked.

9. Secure the catheter to the skin using the integrated fixation wing. It can also be secured directly at
the puncture site with the moveable fixation wing. Clip can be used to secure the slit wing on the
catheter.

10. There are slide clamps on the extension lines. These are used to close the lumens when infusion
or transfusions are changed. If Safsite is connected to the catheter, it is not necessary to close the
catheter with the clamps as Safsite automatically closes the infusion line if disconnected. However,
ensure that Safsite is securely connected to the catheter.

www bbrgun.com
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Always use fixation wings to secure the catheter tubing as the catheter may otherwise be torn
apart and flushed into the vein.

In order to obtain a safe combination, it is recommended to use compatible infusion devices, for
example: syringes, infusion lines, stopcock manifolds, needle-free connectors and etc., having a Luer
or Luer Lock connection type (ISO 80369-7).

Conditions and duration of use

The Certofix catheter is intended for short-term use (<30 days).

Monitor CVC Condition (e.g. for catheter related bloodstream infection, paravasation,
thrombophiebitis) and remove CVC in accordance to hospital guidelines.

Promptly remove any intravascular catheter that is no longer essential.

The product should only be used by physicians that have been adequately trained in this technique in
patient facilities.

Additional information

For Certofix® Protect sets:

The coating of the Certofix® Protect catheter is effective against the most frequently occurring
pathogens which can cause a catheter-associated infection:

» Staphylococcus aureus

« Staphylococcus epidermidis (coagulase-negative Staphylococci)

+ Methicillin-resistant Staphylococcus aureus (MRSA)

* Enterococcus faecalis

» Escherichia coli

 Pseudomonas aeruginosa

Technical characteristics of the medical device
The key characteristics of the main functional elements of the medical device are indicated on the
marking of the individual packaging, namely:

Ttem Catheter Introducer Needle | Guldewire | Tissue Dilator

nember e ilomer  |Ower | Lumen | Nommnal | owler | Effective] Max. | length, | Max. | Min. | EAT
ve diameter, | diametes | diametere [ flow  rate| diameter,s length, | outer cm outer Inmer length,
length,| mm (French) | (gauge) by lumen| mm mm diameter, diameter] diameter,] cm
cm {ml/min) mm mm mm

41602588 | =20 =17 $ 16 50 =13 =70 =089 =50 =20 =1,0 =79

41602828 | =30 =17 5 16 40 =13 =70 =089 =70 =20 =10 =79

Also, the name of the MI contains information about the key characteristics of the catheter, namely:

» Reference to Seldinger technique.

» Mono (one) indicate the number of catheter lumens.

» This is followed by a letter indicating the type of introducer needle: S — Seldinger introducer
needle

» The designation "Safety” indicates the presence of a Safe introduction Seldinger needle and a Safe
scalpel in the set.

This is followed by three digits: for Mono catheters, the first digit is a conditional number that
indicates the outer diameter of the catheter: 1, 2, 3 or 4 (3, 4, 5, 6 French, respectively), the next two
are for the length of the catheter in cm.
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Intermational standards the medical device manufacturer gplies

EN ISO 13485, ISO 14971, ISO 10555-1, ISO 10555-3, ISO 11070, ISO 9626, EN 1707 (1SO
80369-7), DIN 42802, 1ISO 10993-1, ISO 10993-3,180 10993-4, ISO 10993-5,180 10993-6, ISO
10993-7, ISO 10993-10, ISO 10993-11, ISO 10993-18, ISO 10993-18,180 11135, EN 556-1, ISO
11607-1, EN ISO 15223-1, EN 1041-2008

Operating conditions

Parameter Operating conditions
Temperature +15°C to +30°C
Relative air humidity up to 90%

Storage and transportation conditions

Parameter Transport conditions Storage conditions

Temperature -20°C to+15°C (2 days) +15°C to +25°C
+\5°C to +25°C (several (duration of shelf life)
weeks)

+25°C to +40°C
(duration of two weeks)
Relative air humidity up to 90% up to 90%

Symbols used inthe marking
Symbol Explanation

Use-by date
g
cd] Date of manufacture
<J Manufacturer
LOT Batch number
IREFI Catalog number

Do not re-use

STERILEIEOI  Sterilization by ethylene oxide

m Consult instructions for use

A Caution

CE mark - the conformity mark of Directive 93/42/EEC and the identification
CE€0123" [ \umber of the accredited certification body in the European Union
CE CE mark — mark of conformity to the requirements of Regulation (EU)
2017/745 on medical devices
«Keep away from sunlight»

T «Keep dry»

«Upper limit of temperature»

www.bbraun.com
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Depending on the version of medical device additional characteristics and symbols may be printed

GTIN: The international code marking and record-keeping logistics units
PZN Central pharmaceutical number of Germany

151 Do not use if the package is damaged

YK Apyrogenic

[madl Medical device

Country of origin

O Single sterile barrier system

O Single sterile barrier system with protective outer package

Disposal

Disposal of the medical device "Certofix® Central Venous Catheter Set for Seldinger technique
with accessories" after use is carried out in accordance with the requirements for medical waste
established by SanPiN 2.1.3684-21 for class B and/or other applicable legal acts of the Russian
Federation.

Unused medical device and unused packages should be disposed of on the according to the
requirements of SanPiN 2.1.3684-21 as the waste is class A and/or other applicable legal acts of the
Russian Federation.

If you have any questions regarding the disposal of a medical device, you should contact the
authorized organization (importer) in the Russian Federation.

Manufacturer / Manufactured at:
B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

Authorized organization (importer) in the Russian Federation
LLC «B.Braun Medical», 191040, Saint Petersburg, Pushkinskaya str. 10, tel/fax (812) 320-40-04.

Date of issue: 01.2023

www.bbraun.com
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Instruction for use

Additional information to the variant
Certofix® Safety Central Venous Catheter Set for Seldinger technique

@

Seldinger safety cannula

- The plastic housing with safety clip is seated directly beneath the cannula hub.

- Once the Seldinger wire/guide probe is in the required position, slide the safety mechanism using your
index finger whilst simultaneously retracting the cannula to skin level.

- The safety clip activates automatically once the tip of the cannula enters the hub, completely enclosing the
tip as soon as the cannula is completely retracted through the wire. Also remove the safety clip‘s
plastic housing through the wire.

Safety Scalpel

Extend the green sliding mechanism fully forward in the direction of the arrows until a click is heard.
The blade will be exposed and locked in the use position. Tactile sensation and audible sound
confirm locking.

After use retract the green sliding mechanism completely back until a positive click is heard and the
blade is locked in place. The safety scalpel is now ready for disposal.

Manufacturer
B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

Symbols used in the marking
Symbol Explanation
“ Manufacturer

A Caution

Date of issue; 01.2023
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MHCTPYKUMUA NO NPUMEHEHU IO

Habop ans kateTepusaumy LeHTPasbHbIX BeH No Metogy CenbanHreoa «LleoTo®UKC®»

(Certofix®) ¢ npuHaAneXHOCTAMU, BapuaHTbl UCMONHEHUS:
Habop ans kateTepusauuu LeHTpanbHbIX BeH No MeToay CenbauHrepa «Lleptothukc® CalidhTnn

MoHo S» (Certofix® Safety Mono S)

www.bbraun.com
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Hasnavuenne
HaGop ans kateTepusalyu LEHTPaNbHEX BEH N0 MeToAy Cenbaunrepa.

Obnacrnb aclicTBHS H BAPHARTHI BCHO/THEHHSA

3ra MHCTPYKUNMA NPUMEHHUMA K cieAyioltHM pappanram MU:

HaBop ¢ KaTeTepoM OAHOKAHANBHGIM Ul KATETEPH3ALMM BEPXHEH NONOH BeHH 1O METOAY
Cempauarepa, PeHTreHOHeNnpo3pauHsli KaTeTep M3 NOJMYPETaHA M DPOBORHWK ¢ rulxum J-
KoHuuKkoM. Bxmiouaer xabenaws coeaunurensHulit s IKI[-3neKTpoaa S8HYTPHIPEACEPAHOTO AJIA
peructpaunn BHyTpunpeacepiHoii OKIT uyepes npoBOAHMK AN CHHXPOHHOIO ONpeAencHHA
TIOJIOXKEHNA KaTeTepa.

Coctas (BRa/apoaosnTensiocTs KontakTa no FOCT 10993-1)

1. Hrna Censaunrepa untpoastoceptas (Al) uau Y-Hrna unrpoasiocephas (A2), 8 3aBUCHMOCTH
oT HaGopa (KpaTKOBpeMEHHE! KOHTAKT ¢ KPOBbIO);

2. TNposoannk, ¢ pasMeTkod MNHHE, THOKHM J-KOHUMKOM (r = 3 MM) / NPAMEIM KOHYHKOM
(KpaTKOBpeMEHHEIH KOHTaKT ¢ KpoBbio), B Aucnencepe (B) (KpaTKOBpEMCHHEIH KOHTEKT
KoxeH);

www.bbraun.com
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3. KareTep, peHTreHOHenpo3pauHbiii, W3 NonuyperaHa ¢ MArKuM KOHYMKOM (D) (aauTenbHbIf
KOHTaKT C LMPKYJIMpYIOIEH KpOBbIO, ECTH He YKa38HO HHOE):
- Pa3meTka AnUHKN AN KOHTPONA NONOXKCHH;
- JluHMA yIIMHHTENBHAN, MPO3padHad, C 3WKHMOM CABIKHBIM A4 OHICTPOrO nepeKpuITUA
KaTeTepa,
- Ouxcarop HechEMHEINA 13 3aKpeNaeHUS KaTeTepa (He KOHTaKTHpPYeT);
- OcnoBa ¢ukcatopa chémuoro (E), peryaupyemaa, Alf 3aKpenACHUA KATCTEpa y Mecra
BBEACHHA C MOMOIILIO IUraTYphl (ANUTENBHRI KOHTAKT ¢ KOXKeH);
Konwexrop Jhoap Jlok.
4, Kaﬁenb coenuunTensieit ana IKI-anextpoaa sHyrtpunpeacepasoro (H) (manee no Texcry —
«IKT-kabenb coeMHUTENLHEIN ) (KPATKOBPEMEHHBIH KOHTAKT ¢ KOXKeif);
5. Knmunca duxcaropa ceémuore (F) (He KOHTaKTHpYST);
6. Junararop (C) (KpaTKkoBpeMEHHEI! KOHTAKT C KPOBLIO);
7. Linphn «Omunduxe» (Omnifix®) 5 Ma (G) (aanee no TexcTy — «unpr») (KPATKOBPEMEHHLIH KOHTAKT C
KpPOBLIO).

Henoabiyembie MATEPRAAL
ABC, natyus, snokcugHas cMona, I[TOBI1, uephuna, nsonpexossit Kayayk, II3HTL, nurunos, I1A,
[A6 oxpamennnit, [TK, I3, MBI, IIIT, IIC, TY, NIBX-6enuii, CBC, cunkKkoH, CHIHKOHOBOE
MaCNo, HEPIXXaBEIOLIAN CTANb.

Jns naGopos «Llepropurc® IMporekr» (Certofix® Protect):

OCHOBHEIM MaTepHAIOM UCHTPANLHOIO BEHO3HOro kateTepa B HaGopax Lleproduxc® Ilporer
asnseTca nonauyperaH. Bee xanams, Brmovad koHHekrop Jhosp JIOK H HapYXKHYIO NOBEPXHOCTH
KATETepa, MOKPLITH AMHHHOLCMIOYEYHHM TMONMMEPOM HA OCHOBEe MeTakpunara. HaHocHMEIH
NONMMEP CBA3aH ¢ OCHOBHHIM MATEPHANIOM KaTeTepa. XHMHUECKH W3MEHCHHEE GOKOBbIE rPYNNE
nonuMepa ¢BOGOAHO pPacnoONOKEHH HA MOBEPXHOCTH KaTeTepa. B MX UMCAO BXOAAT Takue
ruapodunLHEe GoKOBHE rPYNMB, KAaK MONHITHACHIMIHKOAL M AHTHCENTHYSCKMA NONHMEPHbIH
6uryanuza. ConocrasuMulii nonumepHEI GUryaHuA BXOAWT B COCTAB HEKOTOPHIX PacTBOPOB ANA
OpPOLUICHUA PaH.

IToxazanusa K NpEMEHEHHIO

Karerepusauua BepxHeH mnonoit senm mno metoRy Cenbamerepa and HenpoACKUTENBHOH
(<30 auett) undysnonHo# U nuIa3Mo3aMeInalowedl TEPANHH, TAPSHTEPANBHONO NUTAHKA, BBEACHHA
BHICOKOOCMOJIAPHEIX KU PasApOKAIOUMX BEHB PacTBOPOB, NMOCTOAHHOMNG WIH NEPHOAHMECKOTO
MOHWTODHHIA LEHTPANBHOIO BEHO3HOIMO AABNEHUA, BIATHA Npod XPOBHM; €CNH MYHKUMA
nepudepHHECKNX BEH HEBOIMOXHA, NPH IIOKE, TPABMAX KOHeuHocTeH M ecnH nepudepHueckue
BEHBI HE OMPEACNAIOTCA.

IIporHBonOKa3aHMA

BocnaneHMe KOXKM B 30HE NYHKLWM; HAPYIICHHUS CBEPTHIBAHHA KPOBU, Hamp., MpH JCYCHHH
aHTHKOATYNAHTAMM; AHATOMMMECKHE AHOMANTHH, HATIP., YBeHUCHHHH 300, OMyXONA wWeH, TKenan
aM¢H3eMa NETKUX W pyOLIOBbIC H3MEHEHHA B 30HE MYHKUMH.

3anucs 3Kl" He npononm npH ned)uﬁpwmalmn, xapmlosepcuu unu BU-xupypruu.

He chonwyﬁ're Yy NaUKCHTOR ¢ usnecmoﬁ runepqysmmemuoc'mo K TONHIEKCaHuAY M
AHAJIOTAM, TAKMM KaK XJIOPIreKCHAMH.

www,hbragn.com
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HoGounbie AelicTBHA/PHCKE NPHMEHCHHR

FemMaTOMa/KPOBOTEUCHHE B MECTE MYHKLHM, KATCTEpHaA WH(EKUMA W CENCHC, MHEBMOTOPAKC,
remMoTopake, MHGY3HOHHLIH TMAPOTOPAKC H XHIOTOPAKC NPH HAPYWICHHH NPaBUN OYHKUMH W
YCTAHOBKH KATETepa, CepACYHbIE aPHTMHUH NpH oIHGOYHOM BBCACHHH KaTETEpa B NONOCTL CEPALA,
pasphuiE NPEACEpAHs, SHAOKADAUT NPU MEXAHWMYECKOM PA3fPaKCHHH, IOBPEKICHHE BCHB WITH
apTepHM NPH HAPYWICHHWM MPaBHA MYHKUYH, BEI3BAHHLIHA KateTepoM TpoMGo3 u Tpombodnebwr,
NOBPEXKACHHE HEPBHBIX CTPYKTYP (HANp., NOBPEXACHHE TIICHEBOrO CIUIETEHHA K AHA(ParManLHOro
HepBa), BO3AYIHaA 3MG0nA, KaTeTepHas aM00IHA, TAMIIOHAAA CEPALA, NOBPEXACHHS NONOHA BEHH,
HeMpaBWILHOE NOJAOXKeHHe, cMemerne LIBK.

Hpenynpesaennsa
- MMoBTOPHOE HCHONB30BAHKE OAHOPAIOBLIX M3AEAMH CO3MACT BOIMOXKHEIA PHCK Z)IA NAUMEHTA H

nepcoHana., 3TO MOXKET NPUBECTH K 38POKEHHIO WHAH HapyweHmo (YHKUMOHATBHBIX
BO3MOXHOCTEH. 3apaweHHe W/WIM OrpaHuveHHe QYHKIHH M3ACNHA MOXCET NPHBECTH K TPaBME,
Gone3Hn KW CMEPTH NALHEHTA.

- He noznpepraitte KaTeTep BO3ASHCTBHIO AAaBNEHNA BhiNe pabouero yposHa 1.2 Gap, npeaensHoe
nasneHue 2 6ap AONYCTHMO TONBKO B SKCTPEHHON CUTYaUHH.

- Ctporo cobnsonaiiTe METOAR aceNTHKH.

- Bo usbexanne pozaymHolt sMG0ONHK BHINONHANTE MyHKIMIO 71O BCEM MPABHIAM B TIONOXKECHHH
GonbHoro nexa ronopoif BHU3,

- Hcnionsayiime peHTreH JUIS KOHTPOS MO3HUMK KOHYMKA KaTeTepa. [IpH COMHEHMHM B MO3WLIMH,
BBEAUTE KOHTPACTHOE BELIECTRO HIH BHIMONHUTE 3amMch BHyTpunpescepaHoro IKI™ orseacnns.
Tpn 3anucu IKI' cobmopafiTe cneayomne npaBuna:

- Hcnonb3ayiiTe TOMBKO B NOMELLEHHAX C NEKTPOCTATHICCKOH 3a1HTOMH.

- HocHTe aHTHCTATHYECKYIO XKPYPrHUYECKY10 00YBE.

- Co6monatite npuMeHuMEle NpaBuia 6€30MacHOCTH, MOCYAAPCTBEHHBIC TCXHHUECKHE YCJIOBHA H
0COBECHHOCTH.

- Henongayitre Tonbko 3K -MoHKUTOp ¢ HezasemaeHHHIM BX0A0M (THn CF).

- 3a3eMNIMTE MOHUTOP JNA JOMOIHUTEBHONO YPaBHHBAHHA NOTEHUMAJIOB.

- Y6enurech B HANEKHOCTH BCEX COBAMHEHMUH.

- Y6eauTecs B OTCYTCTBHH KOHTAKTA NPOBOAKHKA C BHELITHUMH TOKOMPOBOAALIHMH HaCTAMH,

- HapexHo ¢ukcupyiite xarerep.

-~ EskeiHEBHO BHINONHANTE ACCNTHYECCKHI YXOA 38 KATCTEPOM.

- BoepeMma MeHaiiTe 3arpA3HEHHbIC AN APOMOKUINHE NOBA3KM.

- Ucnossayiite pasHele JOCTYNMR A4 B3STHA KPOBH W BBEACHHS PacTBOPOB M JIEKapCTBEHHLIX
CPEACTB ISl CHHIKEHHUA PUCKE WH(EKIMK.

- TMocne nepeiMBAHWA KPOBM WAM B3RTHA NpPo0 KPOBM TIDATENBHO MPOMOHTE KateTep
duspacTBOpOM.

- Bo u3bexanue BozaywHON sMGOAMM 3ATAHUTE COCAWHEHHA KareTepa W BHOWpalTe TONBKO
kHy3uoHHEle cucTemsl JTioap Jlok.

- He u3pnexaiite NpoBOOHHMK 4Yepe3 WTAY, YTOOB CHU3UTHL PHCK MOBPEAUTH W cpe3ath ero. Ecaw
NPOABWXCHKE 3aTPYAHEHO, BHINOAHANTE nanbHelimme ACHCTBUSA C YUETOM TEKYLUe# CHTyalUMH,
BO3MOXHBIX KTHHHYECKAX PHCKOB U B HHTEPECAX MAUMEHTA.

- BmecTo 3TOrO, CHa4ana YAANUTE HITY WHTPOABIOCEPHYIO, 38TEM BBEJMTE BMECTO Hee AMIATaTop.
Puck noBpexaeHns NPOBOAHHKA NPH ero HIBJICYESHUH Yepe3 AUAATATOP 3HAYHTENLHO Hike, Ecin
M3BNeYEeHHE NPOBOAHHKA U3 KATETEPA 38TPYAHCHO, YAANUTE MPOBOAHAK BMECTE C KATCTCPOM.

- EC/iu M3BECTHO O CYXEHUH BEHH, MOXHO NonpoboBaTh BPALLATE MPOBOJHUK B HIJIE HAM H3BNCYB
MPOBOAHKK, MEPEBEPHYTH €r0 H BBECTH NPAMBIM KOHYUKOM B MIITY.

www.bbraun.com
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- H3beraliTe KOHTAKTA KaTeTepa W3 MOAUYpPETAHA C ALECTOHOM: ALCTOH PACTBOPAET MATEpHAJ,
KaTeTeP MOXKET CTAaTh NOPHCTHIM H IIPOTEKATS.

- Npu MPT uccAenoBaHMH C YCTAHOBNCHHEIM KATCTEPOM BO3IMOKHM cepacutnie aputmHu. [Tpu
MPT uccnezOBaHHH B KATETEPE HE AOMKHO ORITE 3EKTPOAHTHONO PacTBOpA.

He noanexuT NOBTOPHOH CTCPHIHIAITHA.

He ucnonb3opatsh npy NOBPKACHHU YIIAKOBKH.

Jna nabopos «Lleproduxc® Mporexr» (Certofix® Protect):

He ucnonmb3yitre eHTpanbHbf BeHO3HLI KaTerep B HaGopax Lieprodmkc® Mporext ana uencii, He
yKazaHHuX B NyHKTe 4 «[lokazanua K npuMeHeHHIo», [IpHMenHeHre 3Toro KaTeTepa B LeHTpanbHOH
nau neprdepryecKoil HepBHON CHCTEME 3aNPeHIEHO.

Cnocob npumencHns
N E A R NP

Ilpn ebiGope IKT g8 KOHTPOJIA HO3HUAN KATETEPA H HANAYHH CHHYCOBOTO PHTM3, CHAYAAA
NOZKAIOYHTE NANHeHTa K Mornvopy THoa CF, nparoanore Ans 3an#cH BHYTPANpeACEpAHOTro
orreacnas (cm. moxe) (Tun: CF) ncnoassyn apantep yamsepcaasuniii gan IKI-konTpons
wareTepusaunu uentpansunix sen «[deprogun» (Certodyn® Universal Adapter) (aasee mo
Tekery — agantep «leproaun») aau nepexmouaempri IKI' kabear naumenva.

|. Bunonusalite NMyHKIMIO B CTEPHABHOM OAeKAE, MACKE, LMANOYKE W NEpyarTkax. TuarensHo
obpaboraiite KoxKy (MCNOAL3YHTE CMUPTOBLIE WAH HOAHBIC YMCTAIIME CPeACTRA, Hanp. BpayHon uiM
Codracent H) u HaxpolitTe 30Hy MyHKIHH CTEPHIBHOR NPOCTRIHEH C OTBEPCTHEM.

2. Myuxtapyitre BeHy npunoxexHoH nrno#i CenbRunrepa HHTpoabiocepHol nau Y-Hrmo#
HHTPOABIOCEpHOH (3aBUCHT OT HaGopa), COCAMHEHHON CO WIMPHUEM JUIs ACNHPaLMA.

3. TposoAHUK B AucnicHcepe, CHAMUTE KONMAYOK SAATHLIN Aucnencepa. BerapsTe aucnencep ©
nposoAHHkoM B urny CenbamHrepa WHTpoAbiocepHylo HWmw B Gokoeoit nopr Y-Mran
HHTpoABIOcEpHOH (3aBMcHT or Habopa). Bonbumm nansueMm ABUTaiiTe NPOBOAHMK B BeHy. i
KOHTPONA MTYOHHEI BBEACHHS MCNONbL3YHTE PASMETKY ATHHEL

4. Mocne yCTAHOBKH NPOBOAHKKA B 38JAHHOE MOJIOKEHHE YAANHTE JUCNICHCEP H MINTY, HC MCHAR
MONOXEHHE NPOBOJIHHKA.

5. PacuiupeTe nyHKIROHHEIH Xo4. Jns 31010, yAepKHBas HAPYKHYIO 4acTb NPOBOAHMKE, ABHrakTe
KOPOTKWi JunaTaTop, clerka Bpallias ero, No HapyKHOH YacTH MPOBOAHHKA B MECTO NYHKLUH.
3areM YAANHTE JMNATATOP U3 MYHKUHOHHOrO X0, HE MEHSA MOJIOKEHHE ITPOBOAHNKA.

6. [lpuralire kaTeTep No HAPYKHOW YACTH NPOBOAHHKA K MECTY NMYHKLHH. 3aTEM, YACPNHBAA KOHELl
NPOBOAHHKA, BBEAUTE KATETEP H38 HEOOXOAHMYIO JUIHHY, ClIErkKa BKpY4HBas ero.

7. InnHy BHYTPHCOCYAMCTOMN YaCTH KATETEpPa MOKHO OTIPSACNIHTE 110 HECTHPACMOI pasMeTke.

8. Jlna onpeneneHua NoNoXeHUA KOHYHKa KaTerepa ¢ nomompio IKI™ coBMecTHTe kOHIR KareTepa
¥ npoBoxHHKa (M3 xoHHekTopa JIioap Jlok KaTeTepa AO/DKHA MOKA3ATHCA NepBast INHPOKAS METKA HA
npoBoaHKKe). 3akpenure 3axum IKI-kabena coeAHHHTENBLHOrO HAa NPOBOAHHKE Y €ro BHIXOAS W3
karerepa. Berasste KonHexTop DKl -kabens coeAMHMTENBHOTO B pavybeM agantepa «Lieproams» W
CABHHBTE MNEPEeKMOYATeNb K CHMBONY cepatia (CM. OTACHBHYK) WHCTPYKUMIO NO NPUMEHCHHIO
ananrepa «Lleproaun»). 3aTeM npoABHraiTe KaTeTep ¢ NPOBOAHMKOM K MPABOMY NPEACEPAHIO NOA
xoutponem JKT. IMoavem 3y6ua P va DKI™ suime HOPMB YKA3LIBAET HA TO, YTO KOHYHK KaTeTepa
ROCTHr npeacepaus (BHyTpunpeacepaHoe IKI otseaenue). Ecnu xaTeTep ¢ NPOBOAHAKOM OTTAHYTH
Hasan, 10 3yGeu P HopMammsyerca (— Touka nepexona). Jas NOCTHXKEHHS NpPaBHILHOIO
PaCIONOKEHHA KATETEPA B BepXHel MoNok BeHe NOXTAHHTE KATeTep ¢ NPOBOAHUKOM ellie Ha 2-3 CM.

3aTeM EJ.IMHTC NpOBOAHUK.
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Ilpr annne 15 cM koHuuK KaTeTepa ob6LiuBO He AocTHraer mpeacepans. B >rom cayuae
asurafite nposoanuk Buepes mop kourpoiem JKT go moavema 3yGuma P. ITo moarsepamT
NpaBHALHOE HANPABJICHHE BBEACHAN KATETEPA.

9. 3akpenWTe KaTeTep Ha KOke C MoMmousio ¢uKcartopa HechEMuoro, Karerep Takke MOXHO
3aKPENNTDL Y MECTa MYHKLUWHA ¢ MOMOLUbIo ukcatopa csE€MHOrO. Jnd €ro KpenacHUA Ha Katerepe
HCTIONB3YHTE NPUNATAEMYIO KITHIICY,

10. Ha AHHHAX YATHHUTEABHHX UMEIOTCA 33KHME. Hix Henoms3yioT ans nepexphTHs KaHalnoB NpH
cMeHe MHOY3MH uaH TpaHchysmH. Ecnu K karerepy noacoemuueH konuexktop «Cadealim, To
NepeKpLIBATL KATETEP HE HYXKHO, TAK KAK MPH OTCOCAMHEHHHW WH(YIHOHHON JIKHHM KOHHEKTOP
«CadcaliT 3aKpoeTCA aBTOMATHYECKH. YO0eauTech B HANCKHOM COCAHHCHHH KOHHEKTOpa

«Cﬁcaﬁ'r» € KaTETEPOM.

Jlns xpenneHHs KATeTepa BCeraa Hcnoablylite npunaraemblii pmkcaTop, HHaYe BOIMOKEH
OTPHIB KATETEDA H €r0 NONajianne B BeNy.

C ueneio nomyuenus GezonacHod KOMOMHBLAM PEKOMEHIYETCH HCMONL3OBATL COBMECTUMBIC
MHQYIMOHHBIe YCTpOliCTBA, HANpUMep: WOpPHIUE, HWHQY3HOHHBIE MAMMCTPANH, KPaHNKH
MHOTOXOJOBHE, G€35IM0NbHEIE KOHHEKTOPR M Ap., HMeiolLIMe THI coeauuerns Jlioap i Jhioap Jlok
(I1SO 80369-7).

Ycia0BHS B NPOACIKHTEIbHOCTD DPHMEHEHRSA

Katetep npeaHasHayYeH A/ KPATKOBPEMEHHOTO HCNONb30BaHHS (<30 aneH).

Cneaure 3a cocrosunem LIBK (Hanp., npusHaxu KareTep-accouuupoBaHHoll HHPEKUMH KPOBOTOKA,
napaba3auuu, TpoMGodnebura) u yaanure LIBK cornacHo GonpHHIHOMY MPOTOKONY.

JioGoli HencrnonL3yeMslit BHYTPHCOCYAMCTRIN KaTeTep CACAYET HEMEUIEHHO YAANHT.

Jaunan NpoAYKUMA MpeAHAasHAYEH8 A% MCTIONB3OBAHMS TONBKO BPAuaMH, HALIEKALMM o0pa3oM
06Y4EHHEIMY COOTBETCTBYIOWEH METOAHKE B YCHOBHAX JieweGHO-NPodMIaKTHUECKHX YUpeKACHUH.

HAonosunreasHas nHpopManug
« ® Mporexm ofix® Protect):
TMoxperue katerepa B HaGopax Lleprodukc® Nporext addexrusso saummper ot HanGonee YacTo
BCTPEYAIOIIMXCS NATONEHOB, BRI3LIBAIOLMX KATETEP-aCCOLMMPOBAHHEC HHpEKIUMN:
* 30n10THCTHIH CTahUNOKOKK
» AnuaepManbHBY CTAPUIOKOKK (Koaryna3oHeraTHBHbIN CTAPHNOKOKK)
» MeTHUMANMHpE3UCTEHTHBII 30n0THCTHH cTadunokokk (MP3C)
* DexanbHBIA SHTEPOKOKK
* KumeyHan nanovka
» CyHerHoitHas nanouxa

Texnnueckue XapaKTEPHCTHKH MEAHIHHMCROIO HIAC/IHA
Kmoyesrie XAPAKTCPHUCTHKH OCHOBHBIX (})ymumouanbumx JICMEHTOB MCAHLIHHCKONO H3ACNHA
YKA3AHH Ha MAPKMPOBKE HHAMBHAYANbHOM MaKOBKH, 8 HMEHHO!

Kaverep Hras Censannrepa | Mpeneanumx ﬁlmuup
» O

S¢dert Hapywoiy HapynmuT(uquo- Homun. Hapysuuit| 3gextn [Maxcun. | Donea  |Maxcus. | Man. |39, ammd

BHAA anametp | agametp |sounmi CROPOCTL | AHAMCTD | BHAS HAPYXHEIR| (M) Hapyaami | BHYTPEH.

MMMHY | kEreTepa | kaTeTepa  |pasMep noroxa o |{m) ANAHA | ANAMeTD AMAMETD auamerp [(cm)

nwu;nj(m) (Openy) |xamnna KARATIAM (e} {(am) (Mm) {n)

(cm) xarerepa (ww/Men)

T'efax)

41602585 |20 =3,7 ] 16 50 =13 =70 ~0,89 =50 =2,0 =10 =19
41602828 [~30 =),7 5 16 40 =1,3 =10 0,89 =70 =20 =10 =79
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Takxe B HaMMeHOBaHUN MW cofiep>XnTca MHGopMaLMA 0 K/HOUEBbIX XapaKTepucTnkax Katetepa, a
NMEHHO:

* YKa3aHue Ha «MeTof KateTepusauum no CenbiuHrepy».

* MoHO (0fiMH) YKa3blBalOT Ha KONMYECTBO KaHa/oB KaTeTepa.

» [lanee cnepyet 6GyKBa, yKasblBalolWlas Ha TUMN WUrbl MHTpPoAblocepHOl: S —Wrna CenbguHrepa
NHTPOAbIOCEPHASA.

» O603HaueHune «Safety» ykasblBaeT Ha HalnMyme B cocTaBe Habopa Be3onacHOW WHTPOAbHOCEPHO
nrnel CenbanHrepa n besonacHoro ckanbnens.

[anee cnefyloT TpU UWGPbI: 418 KaTeTepoB OfHOKaHaNbHbIX Mepeas uuppa — 3TO YCMOBHbIN
HOMep, KOTOPbIM 0603Ha4yaeTca Hapy>XHbIiA guameTp kaTetepa: 1, 2, 3 unm 4 (3, 4, 5, 6 ®peHy
COOTB.), [iBe C/lefytoLLe Ha A/IMHY KaTeTepa B CAaHTUMETpaXx.

MepeyeHb NPUMeEHSEMbIX NPOVU3BOANTENEM CTaHAAPTOB

EN ISO 13485, ISO 14971, ISO 10555-1, ISO 10555-3, ISO 11070, ISO 9626, EN 1707
(1SO 80369-7), DIN 42802, 1SO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6,
ISO 10993-7, ISO 10993-10, ISO 10993-11, ISO 10993-18, ISO 10993-18, ISO 11135, EN 556-1,
ISO 11607-1, EN I1SO 15223-1, EN 1041-2008

YcnoBus akcnayartaumm

MokasaTenb Ycnosua skennyartayum
TemnepaTypa +15°C po +30°C
OTHOCUTeNIbHaA BNaXXHOCTb BO3AyXa 00 90%

Y CcnoBus TPaHCMNOPTUPOBKU U XPaHEHUS

MokasaTenb Ycnosua Ycnosuna xpaHeHus
TPaHCNOPTUPOBKMK

Temnepartypa o1 -20°C pgo +15°C (2 gHa)  oT+15°C po +25°C
0T+15°C po +25°C (8 TeyeHune cpoka
(HecKonbKo Hepenb) roflHOCTW)

oT +25°C pgo +40°C
(B TeueHMe ABYX Hefesb)
OTHocuTeNbHaa BNaXXHOCTbL Bo3ayxa A0 90% o 90%

CVMBO/IbI, UCNOMIb3YEMbIE NP MapPKUPOBKe
Cumson PacwundpoBKa

Vcnonb3osaTb [0

JaTa n3rotosneHus

M/ N3rotoBuTENb
LoT Homep cepun
n Homep no kartanory

3anpeTt Ha NOBTOPHOE NPUMeHeHue

ISTERILHE]  Crepunusauus okeugom atuneHa

www.bbraun.com
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| I l O6paTUTeCh K MHCTPYKLMM MO NPUMEHEHNIO

A OcTopoXKHO!

CE mapka - 3HaK cooTBeTCTBUA TpeboBaHuAM AupekTunsbl 93/42/EEC n
CE€ 0123 NAEHTU(NKALNOHHbLIA HOMEP aKKpeAWTOBaHHOIO OpraHa no cepTuuKalLmm
EBponelickoro coro3sa
CE CE mapka - 3HakK cooTBeTCTBMSA TpeboBaHusiM PernameHTa (EC) 2017/745 o
MeULUHCKNX N3[enunax

He gonyckaTb BO3[4eNCTBMS CONHEYHOrO CBeTa
bepeyb OT BNaru

j*2b-C
BepxHss rpaHuLa TeMnepaTypHOro pexuma

B 3aBMCMMOCTM oT BapuaHTa MCNONHEHMS Me[VLUHCKOro n3genvs Ha
3TUKeTKe/CTUKepe/yNakoBKe/MHCTPYKLMA N0 MNPUMEHEHUID  MOryT  ObiTb  HaHECeHb!

GTN MeXayHapoaHbI KO MapKUPOBKK M YYéTa IOrMCTUYECKUX efuHNL,
PZN LieHTpanbHbIil (hapMaLeBTUYecKuii Homep MepmaHmm

He ncnonb3oBatb Npy NOBPeXAEHUN YNaKOBKM

ANNpOreHHo
|md]| MeanunHCKOE nU3genue

CTpaHa npousBofCcTBa

O OfumHapHas cTepunibHas 6apbepHas cuctema
O OAnHapHas cTepunbHas 6apbepHas cUcTemMa C 3alUMTHOM Hapy>KHOW yNakoBKOWA
YTunnsauuysa

YTunusaums MeauumnHcKoro msgenns «Habop gns KateTepmsaumm LeHTpaibHbIX BeH MO MeTody
CenbgunHrepa «LlepTodmke®»  (Certofix®) ¢ nNpuHaANeXHOCTAMU»  MOCNE  MCNOJb30BaHUA
OCYLLECTBNSETCA B COOTBETCTBUM C TPeOGOBaHMAMM K OOpaLLEHUD C MeLULMHCKMMMK OTX04amMu,
ycTaHoB/IeHHbIMM CaHlMuH 2.1.3684-21 no knaccy b u/vnu MHbIMU JeACTBYOWMMN HOPMATUBHO-
npaBoBbIMK akTamu Poccuiickoii degepaunu.

Hencnonb3oBaHHOe MeAMLMHCKOE W3[eNnne, Heucrnosib30BaHHblE YMaKOBKW, [LO/KHbI  ObITb
YTUIN3NPOBAHbI B COOTBETCTBUM C MOPALKOM yTUAM3auUM TBepAblX ObITOBbIX OTX0LOB,
YCTaHOB/IEHHbIM 3aKOHOAaTeNbCTBOM Poccuiickoin ®egepaummn no knaccy A CaHluH 2.1.3684-21
/MM NHLIMK AEVCTBYHOLNMI HOPMATUBHO-MPaBOBLIMM akTamu Poccuiickoii ®epepayuu.

MpounseoguTens/Tpon3BeaeHo
b. bpayH Menb3yHreH ATl, Kapn-bpayH-WTtp. 1, 34212 Menb3yHreH, [epmaHuda. B. Braun
Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.
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¥Ynoanomouennas oprannsanus (umnoprep) n PO
000 «B.Bpayn Meankan», 191040, r. Cankr-TlerepGypr, ya. [Tymxuuckas, . 10, Ten./dake: (812)
320-40-04.

Jara Bpinycka snpopmanun: 01.2023
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HHcTpyxiHsa no NpAMencAnIo

JononHuTENIbRAA HHPOPMANHA K BAPRAHTY HCNOHEHHS
«HaGop ans KaTeTepHIAMHH HEHTPANLABIX BeH N0 MeToay Ceananarepa «Ileprodunc®
CoiliTun (Certofix® Safety)»

of

-h wh

Bezonacnan anTpoaAblocepnan urna Ceanaunrepa

[MnacTHKOBLI KOpIyc MeXxaHH3Ma Ge30macHOCTH ¢ KIMNCO# PacrofiokeH HEMOCPEACTBEHHO NoA
NaBHABOHOM HIJH,

[Mocne ycTAHOBKM MPOBOAHHMKA B Tpebyemoe MONOXKEHHE NMpPOBSAMTE 3aUMTHEIR MEXaHW3M BHH3
YKA3aTeNbHbIM NIANLLEM, OXHOBPEMEHHO NPOJBUIas HITY B KOXKY.

Kminca mexaHusma 6€30NacHOCTH AKTHBHPYETCA ABTOMATHYECKH, KOTAA KOHYHK WIJIEl BXOJMT B
NABHALOH, ¥ TONHOCTHIO 3aKPHBACTCA, KOFAA MIIIa NOJHOCTHIO MPOXOAMT Hepes NPoBoAHHK, Taioke
M3BJIEKHTE Yepe3 NPOBOAHUK INTACTHKOBBIH KOpNyC MeXaHH3Ma 6e30nacHOCTH.

Bezonacnniii ckaabnenh

[ToAHOCTBIO MPOABHHETE 3C/MEHBIA CKONB3AUIHA MEXaHH3M NO HAMPABACHHIO CTPENOK AO LUEM4KA.
Jleasue Buifiger Hapyky M 3adHkcEpyercs B TpeGyemoM monokeHWH. PuUKcauns ne3BuA
MOATBEPHKAAETCA TAKTHILHEIMHA OILY LISHHUAMH H 3BYKOM LIC/TIKA.

[Mocne MCNONB30BAHHA OTBEAWTE 3eJEHHI CKONb3AMMIE MeXaHU3M OOpaTHO 10 KOHI@A: YeTKUH
WENYOK YXa3biBAET HA TO, YTO JIE3BHE BCTANO Ha MecTo. Teneps Ge30MacHEI CKANLIENh NOTOB K

YTHIH3AIHH.

IlIponasoauTtens
B. Bpayn Mensayuren AI', Kapn-Bpayn-Illtp. 1, 34212 Mens3synren, I'epmauus. B. Braun
Melsungen AG, Carl-Braun-5tr. 1, 34212 Melsungen, Germany.

Campoitbl

Camson Pacum¢ppoBka
‘ HaroTosurens

/i\ OcropoxHo! O6paTHTeck K HHCTPYKUMH NO MPUMEHEHHIO

JaTa ppinycka undopmanun: 01.2023
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Nxr. 375/2023 des Urkundenverzeichnisses

Die vorstehender, dJem Firmendruck ,B. Braun Melsungen AGY
beigafigten, vor mir vollzogenen Namensunterschriften
1. ier Frau Ver: tekarek,
Z. der Frau Sanririz Staufenbery,
beide geschatrsansassig Carl-Braun-Strafie 1,
D-34212 Melsungen,
und mir von Pers.n bekannt, beglaubige ich hiermit.
Der Notar fragte nach einer Yorbefassung im Sinne von
5y Y ARbs Nr., 7 %ayrkG. Sie wurde von den Erschienenen
verneint
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B BRAUN

MepeBoA C aHINIACKOTO 1 HEMELKOTO A3bIKOB
«b. bpayH Menb3yHreH Al »
(B- Braun Melsungen AG)
MNoppazpeneHvie «Xocnutan Kaax»
(Qivision Hospital Care)
34209 Menb3yHreH

B: KoHTakTHOe nnuo: Bepa NMekapek (Vera Pekarek)
: . +4915117667398

OEANEPANBHYI CNYXBY NO ;II—)Z”KC.

HAL30PY B COEPE 3n. nouTa: vera.pekarek@bbraun.com

3ﬂg€SBOOXPAH§g| nA Be6-caifT: http://www.bbraun.com

(POC34PABHAL30P) Nata: 07 mapta 2023 roga

[leknapalMoHHOE NUCbMO K MHCTPYKLUKU NO NPUMEHEHNI

YBaxaemsle rocnogal
Hactoalwmm nncbMoM Mmbl,

«b. bpayH Menb3yHreH Al »

(B- Braun Melsungen AG)

Kapn-bpayH-UTpacce 1

34212 Menb3yHreH,

MepmaHunsa (Carl-Braun-Str. 1, 34212 Melsungen Germany)

B cooTBeTcTBMM C [upektuoir EBponeiickoro CoBeta EC 93/42/EEC B KauecTBe
OTBETCTBEHHOr0/3aKOHHOI0 NMPOU3BOAUTENA MESULUHCKOTIO U3aenns

Ha6bop Ana kKareTepu3aumm LUeHTpasibHbIX BeH Mo wmetogy CenbavHrepa
«LUepTopukc®» (Certofix®) c npuHaaNexHoCTAMU

3asaBNSEM O TOM, YTO HaMU OblM NPUHATBI BO BHUMaHWe 3aMe4vyaHus, NpuUBeAEeHHbIe B MUCbME
Ne 10-145/23, koTopoe 6blI10 HanpaBneHo Poc3gpaBHagszopom 09 aHBapa 2023 roga. Mol
cOorfacHbl C 3ameyaHuWsiMW, YyKasaHHbIMW Poc3gpaBHaf30poOM, W HanpaBnseM BaM Ha
paccMOTpeHue cneayounin 06HOBNEHHbIN LOKYMEHT:

Bepcus MHCTPYKUMW NO NPUMEHEHUIO, MpefHa3HayeHHaa AN1A UCMNOMb30BAHUA HA TeppuUTopuUmn
P® ot AHBapa 2023 roga (Ha aHrIMIACKOM U PYCCKOM fA3blKax), AN MeAULMHCKOro n3genus
Habop gna kareTepm3aumm LeHTpasibHbIX BeH No Metody CenbavHrepa «LepTopmnkc®»
(Certofix®) c npuHagIeXHOCTSAMN, BapuaHTbl UCNOHEHUS:

- Habop pnsa kartetepusauum LUeHTpanbHbIX BeH no Mmetoay CenbauHrepa «LiepTohmkc®
CalipT MoHo S 320» (Certofix® Safety Mono S 320) 10 Ha6./yn. ¢ MHCTPyKUMWeRn no
npumeHeHunto (1 wr.) kar. Ne 4160258S;

Mpegcepatens McnonHuTeNbHbII COBET: Oduc komnaHnn: Menb3yHrex Appec:

HabnwaatenbHOro coseTa: Mapkyc WTpoTMaHH CyA peructpaunu: MecTHblii cyg «b, bpayH Menb3yHreH Al'n

[0-p AHHeTT bennep (Mpepcepatens) dputunapa (B. Braun Melsungen AG)
Npus.fou. A-p WredaH HRB 11 000 Kapn-BpayH-lTtpacce 1
PynnepT (3aMecTUTeNb YneHa WEEE-Per- Noe DE 42690900 34212 Menb3yHreH
coBeTa) Fepmanuns
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BIBRAUN

CtpaHuua 2 Kk nucemy ot 07 mapta 2023 rojga

Habop [fgna kaTeTepu3auumy LUeHTpasibHbIX BeH no metoay CenbauHrepa «LiepTomkc®
Canitht MoHo S 330» (Certofix® Safety Mono S 330) 10 Hab./yn. ¢ WUHCTPYKUMeN Mo

npuMmeHeHunto (1 wT.) kat. Ne 4160282S.

B Uenax BHeCeHuA N3MEHEHWN

B [AOKYMEHTbI

PErncTpaLMoHHOro [oCbe B CBA3N C

COBEpLUEHCTBOBAHNEM CBOWCTB UM XapakKTepUCTUK MPU  HEU3MEHHOCTM (YHKLUOHANbHOIO
[eCTBMSA, Ha3HAYeHUs M MpUHUMNA AeCTBMS MEAULMHCKOrO W3Jenus u npeacTaBieHus
BbllLeYyKa3aHHOT0 AoKyMeHTa B defiepanbHyt0 CNy)6y Mo Haa3opy B chepe 34paBOOXPaHEHMUS

(Poc3gpaBHapg3op).

B cnyuyae Kakux-nM60 PacxOXfAeHW Mexjy aHrMACKOW W pYCCKOW BepcusMM HacTosLLero
LNOKYMEHTa, NPEeNMYLLECTBEHHYIO CUNY UMEET aHTINiicKas BEpCus.

OT nua KomnaHmum

«b. bpayH Menb3yHreH Al » (B. Braun Melsungen AG)

YNONHOMOYEHHOE NNL0

<nognucaHo>

Bepa Mekapek (Vera Pekarek)

MeHe,cpKep oTaena HOPMaTuUBHO-MPaBoBOIro
perynMpoBaHus LleHTpa pa3paboTKu
BHYTPUMPOU3BOACTBEHHbIX CTaHfapToB., oTAen
KynupoBaHMS 60M1€BOr0 CUHApPOMA W pa3paboTKu
LEeHTPa/IbHbIX BEHO3HbIX KaTETEPOB
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YNONHOMOYEHHOE NNLL0
<nognucaHo=>

3aHgpa W TaydeH6epr (Sandra Staufenberg)
ALIMUHUCTPATOP O0TAena HOpPMaTUBHO-NMPaBOBOro
perynnposaHus LleHTpa paspaboTku
BHYTPUMNPON3BOACTBEHHbIX CTaHOapToB, oTaen
KynupoBaHus 60M1eBOro cuHApoma u pa3paboTKu
LeHTpa lbHbIX BEHO3HbLIX KaTETEPOB



Hac'roxnnm a1 uomepxnaro Bepnoc'n. nmmeymoﬁ uud)opualmn DOMTHHHOCTH NeEYatd
xkommanun «B. Bpayn Menssynren Al'» (B. Braun Melsungen AG) H nocTaBICHHBIX B MOEM

NPUCYTCTBHH NOIMHCeH
1. r-xu Bepnt [Tekapek (Vera Pekarek),
2. r-xu 3augps llirayden6bepr (Sandra Staufenberg)
BEAYIUEX ACATEABHOCTD N0 aapecy: Kapa-Bpays-Illtpacce 1,
D-34212 Mensaynren (Carl-Braun- StraBe 1, D-34212 Melsungen),
JIMIHOCTH KOTOPHIX OBUIH MHOIO YAOCTOBEPEHEL.

HoTtapryc 3ajaBajl BONpOC O HpPEONATCTBHAX corjacHo § 3, pasmena 1, Ne 7 3akoHa o
HOTAPHANLHOM 3aCBUfETENLCTBOBaHMH. Ha Bonpoc ABHBIIMECS NHIA AANH OTPHIATEIHHBIA
OTBET.

Mensaysred, 07 Mapra 2023 roga

<noonucano>

Horapuyc
<Tucuenas neuars: Hunsce Batrang (Nils Weigand), sorapuyc B r. Memssynren>

[lepesoa ¢ AHTIHHCKOTO H HEMELKOrO SA3BIKOB HA PYCCKHi fA3BIK BHUIONHCH TMEPEBOXIHKOM
UckycHpx JIMuTpHEM AneKcaHApOBHYEM
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Poccniickas ®egepanun
T'opoa Mocksa
IlecTHAAUATOTO MAPTA ABE TLICHYH ABAAUATH TPETHEro roAa

A, Anexun Esrenn# Bmanumuposud, HoTapuyc ropoga MOCKBH, CBHAETENLCTBYIO
MOATHHHOCTE ODOAMTHCH Nepeonka HeKycHEIX JIMHTpAS ANeKcanapoBuya.

[Toanucs caenana B MOEM MPUCYTCTRUH.

JIn4nOCTE MOAMHCABIIEr0 Z0KYMEHT YCTAHOBIIEHA.
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B IBRAUN

B. Braun Melsungen AG
Division Hospital Care
CoE Pain Control ft CVC

34209 Melsungen

Contact; Vera Pekarek

Fon: +4915117667398

Fax:
TO THE ( mail: vera.pekarek@bbraun.com
FEDERAL SERVICE ON Internet. http://www.bbr3un.com
SURVEILLANCE IN HEALTHCARE
(ROSZDRAVNADZOR) Date: March 7, 2023

Declaration on Instructions for Use

Dear Sirs,

With this letter we

B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
Germany

as responsible/legal manufacturer according to the European Council Directive 93/42/EEC of medical devices

Certofix'and Accessories

herewith declare that we have taken into account the notes in accordance with letter no. 10-145/23 issued
on January, 09 2023 by Roszdravnadzor. Given that we are accepting the remarks raised by Roszdravnadzor
and we submit for your attention and consideration the following updated document.;,

RU Specific Version of the Instructions for Use from 01.2023 (m Engli“and Russian languages) for Certofix
design variants:

- Cerlofix' Safety Duo S 720
- Certofix’ Safety Duo 5 730
- Certofix'Safety Trio 5 720
- Certofix’ Safety Trio S 730

to update of the documents of the registration dossier for improving the features and characteristics of the
medical devices has no impact on the functional purpose, intended use and principle of operation of the
medical device group and submission of the above document to the Federal Service on Surveillance in
Healthcare (Roszdravnadzor).

Oittrwomar ef the Superviory Bosrit: Bxcculivt Board: Corperilf Uftict: Med4ur>9cn Adrfrest:

No A7nclle ilrlfrt Hcgisler Ccuft 9 B'uuo Mrlsupgrr AG
IChiirman) Ideal Court Fiii/<at >f> B'aur, Si'aBe i
Pm» Der Of ute)»n Puppfil M8 11D ?’%IZ?’M!SI’YI]
Juturn Stihi ‘/rtH He; »a Di 4?b9C900 Oefmaoy
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B BRAUN

Page 2 to the letter of March 7, 2023

in case of any discrepancy between the English and Russian translations of this document, the English version

shall prevail.

For and on behalf of
B. Braun Melsungen AG

A Y 1A

Verspekarek Sandra Staufenberg
Maniger Regutatoi® Affairs CoE Infusion H Pain Therapy Administrator Regulatory Affairs International
CoE Infusion Et Pain Therapy
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Instruction for use

- Certofix® Safety Duo S Central Venous Catheter Set for Seldinger technique
- Certofix® Safety Trio S Central Venous Catheter Set for Seldinger technique

()] ® © ]

® ® © ® 0]
=1
;
gy
www.bbraun.com
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Intended use
Central venous catheter set for Seldinger technique.

Scope and variants

IFU is appli f the following vari ical device:

Double-/triple-lumen cava catheter set for catheterization of the superior vena cava using the
Seldinger technique. Opaque catheter made of polyurethane and guide wire with flexible J-tip. The
connecting cable for ECG recording via a guide probe for simultaneous monitoring of the catheter
position.

Contents / a type and duration of contact of the medical device

1. Seldinger needle (A1) or Y-type Introducer needle (A2), depending on version (short-term contact
with blood);

2. Guide wire with length markings and flexible J-tip (=3 mm) / straight tip (short-term contact with
blood), in dispenser (B) (short-term skin contact);

3. Scalpel (H) (short-term contact with soft tissues, blood);

4. Dilator (C) (short-term contact with blood);

5. Double-/riple-lumen, opaque catheter made of polyurethane with soft tip (see packaging for
length) (D) (prolonged contact with circulating blood, unless otherwise indicated):

- Catheter markings to verify position;

- Color-coded Luer Lock connections for each channel;

- Fixation wing at the catheter fork to secure the catheter (no contact);

- Attachable, adjustable fixation wing (E) to secure the catheter by suture at the insertion site
(prolonged skin contact);

- Slide clamp for each channel (short-term skin contact);

6. Connecting cable for intra-atrial ECG recording (I) (herein referred to — «connecting ECG cable»)
(short-term skin contact);

7. Omnifix® syringe, 5 ml (G) (herein referred to — «syringe») (short-term contact with blood);

8. Attachable clip (F) (no contact),

9. Safsite Safety Connector for each channel of catheter (herein referred to — «connector Safsite»)
(prolonged contact with circulating blood).
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Materials used
ABS, Brass, EP, HD-PE, Ink, IR, LD-PE, Nitinol, PA, PA6 dyed, PC, PE, PE-HD, PP, PS, PUR,
PVC-white, SBS, SI, Silicone oil, Stainless steel.

For Certofix® Protect sets:
The base material of the central venous catheter Certofix® protect consists of polyurethane. All

lumens, including the hub and the outer surface of the catheter, are coated with a long-chain polymer
based on methacrylate. The polymer is embedded in and bonded to the base material of the catheter.
The polymer’s chemically modified side groups are freely accessible on the catheter surface. They
contain hydrophilic side groups such as polyethylene glycol and antiseptic polymeric biguanide side
groups. A comparable polymeric biguanide can be found in some wound irrigation solutions.

Indications

Catherisation of the superior vena cava using the Seldinger technique for short-term (<30 days)
infusion and volume therapy or parenteral nutrition, for administration of highly osmolar or very
vein irritating solutions, for continuous or intermittent monitoring of the central venous pressure,
for blood sampling, or when peripheral venous puncture is not possible in state of shock, in patients
with injured extremities or no detectable peripheral veins. .

Contraindications

Inflammation of the skin at the site of puncture; clotting disorders e.g. in therapy with anticoagulants;
anatomical anomalies, e.g. enlarged struma, tumours in the neck regions, very severe pulmonary
emphysema and postoperative changes at the site of puncture.

ECG lead: Do not record ECG lead during defibrillation, cardioversion or HF surgery.

For Certofix® Protect sets:

Do not use this product for patients with a known hypersensitivity to polyhexanide or related
substances such as chlorohexidine.

Risks / Side effects

Haematoma/bleeding at the site of puncture, catheter infection and sepsis, pneumothorax,
haemothorax, infusion hydrothorax or chylothorax due to incorrect puncture and incorrect catheter
position, cardiac arrhythmias due to incorrect intracardiac placement of the catheter, atrial rupture,
endocarditis due to mechanical irritation, arterial or venous injuries due to incorrect punctures,
catheter-induced thrombosis and thrombophlebitis, damage to nerve structures (e. g damage to the
brachial plexus, damage to the phrenic nerve), air embolism, catheter embolism, cardiac tamponade,
vena cava lesions, mispositioning, CVC dislocation.

Warnings

- Re-use of single-use devices creates a potential risk of patient or user. It may lead to contamination
and/or impairment of functional capability. Contamination and/or limited functionality of the device
may lead to injury, illness or death of the patient.

- Do not subject the Certofix® catheter to pressures in excess the operating pressure of 1.2 bar or the
maximum pressure limit of 2 bar in case of emergency.

- Use strictly aseptic techniques.

- To avoid air embolism make puncture lege artis with the patient in head-down position.

- Use X-ray to check the position of the catheter tip. If in doubt about the position, inject contrast
medium or record intraatrial ECG lead.

When recording an ECG lead, please note:

www.bbraun.com
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- Use only in rooms that are protected against electrostatic charge.

- Wear antistatic operating theatre shoes.

- Observe relevant safety regulations and national specifications and deviations.

- Use an ECG monitor with floating input (CF type) only.

- Earth the monitor for additional equipotential bonding.

- Ensure that all connections are securely fastened.

- Ensure that the guide has no contact to external conductive parts.

- Secure the catheter adequately.

- Daily strictly aseptic catheter care.

- Change contaminated or soaked dressings when required.

- Use different sites for blood sampling and administration of infusions or medication to reduce the
risk of infection.

- Rinse catheter thoroughly with physiological saline after transfusions or blood sampling.

- To prevent air embolisms, fasten the connection to the catheter securely and use only infusion sets
with Luer Locks.

- Do not withdraw guidewire against the needle bevel to reduce risk of damages or possible shear of
guidewire. If insertion is difficult, perform further actions in consideration of the given situation, with regards
to the clinical risks and benefits for patient.

- Alternatively, first remove the puncture needle and then insert the dilator in its place This
considerably reduces the risk of damaging the guide wire by the dilator when the guide wire is pulled
back. If it is difficult to remove the guide wire from the catheter, remove both the guide wire and the
catheter.

- If the vein is known to be constricted, it can be of help to turn the guide wire in the needle or
remove the guide wire and insert the straight guide wire tip.

- Do not bring the PUR catheter into contact with acetone as acetone dissolves the material causing
the catheter to become porous and to leak.

- Cardiac arthythmias may occur during an MR examination with an inserted catheter. There should
be no electrolyte solutions in the catheter during an MR examination.

Do not resterilise.

Use only if the packaging is intact.

For Certofix® Protect sets:

It is not allowed to use the central venous catheter Certofix® protect for other purposes as described
in chapter 4 “Indication”. Any application of this catheter in the central or peripheral nervous
system is not permitted.

Directions

If an ECG lead is to be used to check the position of the catheter and sinus rhythm can be
recorded, first connect the patient to a CF type monitor with approval to record intra-atrial
leads (see below) (type: CF) using a Certodyn® Universal Adapter (herein referred to -
«adapter Certodyn®») or a switchable ECG patient cable.

1. When making a puncture, always wear sterile clothing with facemask, cap and gloves. After
thoroughly cleaning and disinfecting the skin, (use alcohol or iodine based cleaning agents, e.g.
Braunol® or Softasept® N), cover puncture site with a sterile fenestrated drape. Then verify the
patency of the lumens by attaching the syringe directly to the Safsite valve and filling the proximal
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channel of the double-lumen catheter (or the medial and proximal channel of the triple-lumen
catheter) with physiological saline. The Safsite valve opens automatically.

2. Puncture the vein using the supplied Seldinger needle or valve needle (depending on the set used)
with the syringe attached for aspiration.

3. Guide wire in dispenser. Remove the protective cap from the dispenser. Then fit the dispenser with
the guide wire on to the plastic capillaty of the Certofix, the Seldinger needle or the side of the valve
needle (depending on the set used). Use your thumb to advance the guide wire into the vein, Use the
length markings to check the insertion depth.

4, When the guide wire is in the desired position, remove the dispenser and the cannula, retaining the

position of the guide wire.

5. Dilate the puncture track. This is done by holding the extracorporeal section of the guide wire and

advancing the short dilator — rotating it slightly — over the extracorporeal part of the guide wire and

into the puncture site. Then remove the dilator from the puncture track, retaining the position of the

guide wire.

6. Advance catheter over the extracorporeal part of the guide wire up to the puncture site. Then hold

the end of the guide wire and advance the catheter up to the desired position, turning it slightly.

7. The intravasal catheter length can be read from the permanent length markings.

8. To verify the position of the catheter tip by ECG, first position the tip of the catheter and the guide

wire at the same position (the first wide marking on the guide wire protrudes out of the catheter

connection). Now secure the clamp of the ECG connecting cable to the guide wire directly behind

the catheter connection. Insert the connector of connecting cable into the Certodyn® Universal

Adapter and switch over to the heart symbol (see separate instructions for connection of Certodyn®

Universal Adapter). Then advance the catheter with the guide wire towards the right atrium under

ECG control. If the ECG shows a higher than normal P wave, it can be assumed that the catheter tip

is in an intra- atrial position (intra-atrial ECG lead). If the catheter with the guide wire is pulled back,

the P wave returns to normal (— transition point). The correct catheter position in the superior vena

cava is reached when the catheter and the guide wire are pulled back a further 2-3 cm. Then remove

the ﬁ'de wire.

With a 15 cm catheter, the catheter tip usually does not reach the atrium. In this case advance the
guide wire under ECG control until a higher than normal P-wave appears. Thus, the correct direction
of the catheter is at least checked.

9. Secure the catheter to the skin using the integrated fixation wing. It can also be secured directly at
the puncture site with the moveable fixation wing. Clip can be used to secure the slit wing on the
catheter.

10. There are slide clamps on the extension lines. These are used to close the lumens when infusion
or transfusions are changed. If Safsite is connected to the catheter, it is not necessary to close the
catheter with the clamps as Safsite automatically closes the infusion line if disconnected. However,
ensure that Safsite is securely connected to the catheter.

Always use fixation wings to secure the catheter tubing as the catheter may otherwise be torn
apart and flushed into the vein.

Always keep unused channels of the catheter filled with saline solution. Fill the channel directly
after use with saline solution and replace solution frequently if necessary.

www.bbraun.com
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When sampling blood through the proximal lumen, ensure that the other lumens are kept
closed to avoid incorrect laboratory results due to addition of infusions.

In order to obtain a safe combination, it is recommended to use compatible infusion devices, for
example: syringes, infusion lines, stopcock manifolds, needle-free connectors and etc., having a Luer
or Luer Lock connection type (ISO 80369-7).

Conditions and duration of use

The Certofix catheter is intended for short-term use (<30 days).

Monitor CVC Condition (e.g. for catheter related bloodstream infection, paravasation,
thrombophlebitis) and remove CVC in accordance to hospital guidelines.

Promptly remove any intravascular catheter that is no longer essential.

The product should only be used by physicians that have been adequately trained in this technique in
patient facilities.

Additional information

For Certofix® Protect sets:

The coating of the Certofix® Protect catheter is effective against the most frequently occurring
pathogens which can cause a catheter-associated infection:

» Staphylococcus aureus

» Staphylococcus epidermidis (coagulase-negative Staphylococci)

« Methicillin-resistant Staphylococcus aureus (MRSA)

» Enterococcus faecalis

¢ Escherichia coli

¢ Pseudomonas acruginosa

Technical characteristics of the medical device
And it was a pleasure being trained since the AE RUS team as well is very friendly and with
radiating warm hearts.

Ttem Catheter Introducer Needle | Guidewire I_'?lun Dilater I
nember | oot outer Outer Lumen Nominal | outer Length, | Max. length, Max. Min. Eff.

ve diameter, | diameter | diameterr | flow rate| diameter,| mm outer cm outer [nner length,

length,| mm (French) | (gauge) by lumen| mm diameter, diameser] diameter,| cm

cm D/P; {ml/min), mm mm mm

D/M/P /P,
D/MP

41673858 | ~20 =24 7 116 55/45 =],3 =70 =(,89 =50 2.7 1,0 =96
41673948 [=30 [=24 |7 1616 52731 =13 [~70 =089 |¥10 27 [=1,0 =06
41674085 |=20 =24 7 16718718 [4622/22 =3 =70 0,89 =50 2.7 =10 =96
41633068 |=30 |=24 7 16/18/18 | 38/18/18 =13 =~ 0,89 =10 =27 =10 =06

D - Distal, P — Proximal, M — Medial

Also, the name of the MD contains information about the key characteristics of the catheter, namely:
» Reference to Seldinger technique.

* Duo (two), Trio (three) indicate the number of catheter lumens.

» This is followed by a letter indicating the type of introducer needle: 8 — Seldinger introducer

needle.
» The designation "Safety" indicates the presence of a Safe introduction Seldinger needle and a Safe

scalpel in the set.
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This is followed by three figures: the first one indicates the outer diameter of the catheter, the next

two — catheter length in centimeters.

International standards the medical device manufacturer applies

ENISO 13485,180 14971,180 10555-1,180 10555-3,180 11070, ISO 9626, EN 1707 (1SO
80369-7), DIN 42802, 1SO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, 1SO
10993-7, ISO 10993-10, ISO 10993-11, I1SO 10993-18, ISO 10993-18, ISO 11135, EN 556-1, ISO

11607-1, ENISO 15223-1, EN 1041-2008

Operating conditions

Parameter Operating conditions
Temperature +15°C to +30°C
Relative air humidity up to 90%

Storage and transportation conditions

Parameter Transport conditions

Temperature -2070 to+15°C (2 days)
+15°C to +25°C (several
weeks)

+25°C to +40°C
(duration of two weeks)
Relative air humidity up to 90%

Symbols used in the marking

Symbol Explanation
Use-by date
d Date of manufacture
iJ Manufacturer
LOT Batch number
FH Catalog number
o) Do not re-use

ISTERILEIEOI  Sterilization by ethylene oxide

m Consult instructions for use

A Caution

Storage conditions
+15°C to +25°C
(duration of shelf life)

up to 90%

CE mark - the conformity mark of Directive 93/42/EEC and the identification

C€ 0123

number of the accredited certification body in the European Union

CE CE mark — mark of conformity to the requirements of Regulation (EU)

2017/745 on medical deyices
«Keep away from sunlight»

«Keep dry»

www.bbraun.com
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25'C
,lf «Upper limit of temperature»

Depending on the version of medical device additional characteristics and symbols may be printed
on the label /sticker/package/instruction of use:

. The international code marking and record-keeping logistics units
Central pharmaceutical number of Germany

PZN
@ Do not use if the package is damaged
Apyrogenic

GTIN
Medical device
G{I Country of origin
O Single sterile barrier system
-‘Q Single sterile barrier system with protective outer package

&

Disposal

Disposal of the medical device "Certofix® set with accessories " after use is carried out in
accordance with the requirements for the treatment of medical waste, established by SanPiN
2.1.3684-21 for class B and/or other applicable legal acts of the Russian Federation.

Unused medical device and unused packages should be disposed of on the according to the
requirements of SanPiN 2.1.3684-21 as the waste is class A and/or other applicable legal acts of the
Russian Federation.

If you have any questions regarding the disposal of a medical device, you should contact the
authorized organization (importer) in the Russian Federation.

Manufacturer / Manufactured at:
B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

Authorized organization (importer) in the Russian Federation
LLC «B.Braun Medical», 191040, Saint Petersburg, Pushkinskaya str. 10, tel/fax (812) 320-40-04.
Date of issue: 01.2023

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Instruction for use

Additional information to the variant
Certofix® Safety Central Venous Catheter Set for Seldinger technique

@

Seldinger safety cannula

- The plastic housing with safety clip is seated directly beneath the cannula hub.

- Once the Seldinger wire/guide probe is in the required position, slide the safety mechanism using your
index finger whilst simultaneously retracting the cannula to skin level.

- The safety clip activates automatically once the tip of the cannula enters the hub, completely enclosing the
tip as soon as the cannula is completely retracted through the wire. Also remove the safety clip‘s
plastic housing through the wire.

Safety Scalpel
Extend the green sliding mechanism fully forward in the direction of the arrows until a click is heard.
The blade will be exposed and locked in the use position. Tactile sensation and audible sound

confirm locking.
After use retract the green sliding mechanism completely back until a positive click is heard and the
blade is locked in place. The safety scalpel is now ready for disposal.

Manufacturer
B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

Symbols used in the marking

Symbol Explanation
‘ Manufacturer

/t\ Caution

Date of issae: 01.2023
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HHCTpYKnHS No NPpAMEREANIO

HaGop ana kaTerepusaumy LHeHTpansHEX BeH No Metony Cemsannrepa «Lleproduxc® Colidru
Hyo S» (Certofix® Safety Duo S)

HaGop ans xarerepusaui UCHTpansHEIX BeH no Merody Ceabaunrepa «Ilepropuc® CoalidTn
Tpuo S» (Certofix® Safety Trio S)
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Ha3snauyenue
HaGop ansi kaTeTepu3atuu LEHTPAIbHEX BeH no Metoay Censauurepa.

Obnacrs neﬁmua H napnmn HCMO/IHEHHS

HaGop ¢ xarerepoM msyxmanwuu MITH 'rpexxauanbnuu ;ma XaTeTepHu3alHH BepXHEh NONOH BeHR
no Metoay Cenbaunrepa. PeHTTeHOHENPO3paYHEIH KaTeTep U3 NONUYPETaHA ¥ MPOBOAHKK ¢ rTMOKHM
J-o6pasHmM  KoHumkoM. Brmouaer kabens coeauHurensHui#t  aua  IKT-anektpoga
BHYTPHTIDEACEPAHOTO ANA perucTpaumm BHyTpunpencepaxod 3KIT uepes npoBoaHWK anst
CHMHXPOHHOTO ONpPEAENEHHA NMONOKEHHA KATETEPa.

Cocras (Bng/npoaomkntensiocTs kKonrakra no FOCT 10993-1)

1. Urna Censavnrepa uatpoasiocepHas (Al) unu Y-Urna untpoasiocepras (A2), B 3aBUCMMOCTH
ot Habopa (KpaTKOBPEMEHHBIH KOHTAKT ¢ KPOBbIO);

2. Mpoeonuuk, ¢ pasmerkodt ANMHB, TAOKUM J-xoHuHKOM (r = 3 MM) / OPAMBIM KOHYHKOM
(KpaTKOBpEMEHHBIH KOHTAKT ¢ KPOBBIO), B AucieHcepe (B) (KpaTKOBPEMEHHEIA KOHTAKT C KOXei);
3. Ckansnens (H) (kpaTkoBpeMeHHBIH KOHTAKT ¢ MATKMMH TKaHAMH, KPOBLIO);

4. Nunararop (C) (kpaTkoBpeMeHRAIH KOHTAKT ¢ KPOBBIO);

5. Karerep aByxxaHaNbHEIH, TpEXKaHAIbHBIH, PEHTTCHOHENPO3pAUHLI, K3 NOJINYPETaHa, C MATKHM
KOHYHKOM (AMHy cM. Ha ynakoske) (D) (AnnTenbHEIH KOHTAKT ¢ WAPKYNUpyioweH KpoBLIO, €ClIH
HE YKA3aHO HHOE):

- PaameTka ANMHEL Ha KaTeTepe /1A KOHTPOJIA MONONKCHHS;

- Konnexrop Jhoap Jlok ¢ ueTosolt MapKUpOBKO# K2KAOMO KaHANA KaTeTepa;

- Duxcatop HechEMHBIM B MeCTe COCIHHEHHA KAHANOB KaTeTepa A €ro 3aKpelicHus (He
KOHTaKTHpPYeT);

- OcHoBa ¢ukcaropa ceémHoro (E), perysupyemMasn, ANA 3a8KpeIuICHHA KaTeTepa y MECTa BRSACHHA ©
MOMOMIBIO IMTaTYPH (ANUTENbHBIH KOHTAKT C KOXei);

- 32%HMM CABHXHOH 1A KaXKAOTO KaHANa KaTreTepa (KpaTKOBPEMEHHBIH KOHTAKT ¢ KOXEH);

6. Kabens coequnuremsinit ana IKI-anektpoaa BHyTpunpeacepanoro (I) (nanee no TeKCTy —
«3KI -kabens coeAMHUATENBHBID) (KPATKOBPEMEHHBIH KOHTAKT ¢ Koxeit);

7. Wnpuu «OMuuduxe» (Omnifix®), 5 mn (G) (aanee no Texery — «mnpuiy) (KPATKOBPEMEHHBIH
KOHTAKT C KPOBBIO);
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8. Knunca guxcaropa ceémuoro (F) (He koHTaxTHpyer);
9. Konnexrop Geasironsusiii «Cadcaiit» (Safsite) ana kaxgoro xanana karerepa (aanee no TEKCTy
— «xonHekTop «CadicaiiT) (aruTenchulit KOHTAKT ¢ LUPKYINPYIOWEH KPOBBIO).

HcenonbiyeMhie MATEPHANLE
ABC, natyHb, 3nokcuziHas cMona, TI3BIN, uepnnna, uzonpenonuift kayuyk, [TOHIN, sutunon, (1A,
TIA6 oxpawesnnit, IIK, 13, II3BI], III1, IIC, ITY, IBX-6eanit, CBC, CHANKOH, CHANKOHOBOE
MacJio, HEPXKABEIOINAA CTAME.

Hns naopos «lleproduxc® Mporerr (Certofix® Protect):
OCHOBHRIM MATEPHANIOM LEHTPANLHOrO BEHO3HOro Katerepa B HaGopax Leproduxc® TIporext

ABNAeTCA noauyperad. Bee xananul, sxmouas xoHHeKTop Jhioop Jlok H HAPYXHYIO TIOBEPXHOCTB
KaTeTepa, TOKPHTH UIHHHOUEMOYEYHHM MOMMMEPOM Ha OCHOBE MeTakpunara. HaHocHMBEI
TIONIKMEp CBA3AH ¢ OCHOBHEIM MAaTCPHAIOM KareTepa. XHMHYECKH WIMCHEHHHE GoKoBbIE rpynny
noauMepa c©BOGOAHO pPACMOAOKEHH HA TOBCPXHOCTH Karerepa. B MX 4HC/IO BXOAAT TakHe
rufipodunsHpe GOKOBWE TPYNIE, KAk MONWITHICHIINKONG M AHTUCENTHHUECKHH NONMMEpHBIH
6uryanun. ConocTaBUMBIH NONHMEPHEIH GHryaHK BXOAMT B COCTAB HEKOTOPLIX PacTBOPOR AJA

OpOLIEHHS PaH.

Ioxa3anus K NPHMEHEHHIO

Katerepuzauna BepxHeit nono# BeHn no meroay CenbauHrepa 14 HENpOAOMKHTENBHOH (<30
aueit) unadysHoHHOR W nuasMosamelnaioUicli TepanuW, NapeHTEePanbHONC THTAHKMA, BBCACHHA
BHICOKOOCMOMAPHBIX HIM PasApaKaloUMX BEHL! PACTBOPOB, MOCTOAHHONO WM MEPHOAKHECKOro
MOHHTOPHHTR UCHTPANBHONO BEHOSHOTO MAABNEHWS, B3ATHA Npol KPOBH; eclNH MYHKUHA
nepudepuuecKHX BCH HEBO3MOXKHA, MPH LIOKE, TPABMAX KOHEUHOCTEH M eciu nepuipepuyeckue
BEHBLI HE ONpPEeACNAIOTCA.

IipoTuRONOKAIAHHSA
BocnaneHde KoM B 30He MYHKUMH; HADYIICHWA CBEPTHIBAHMA KPOBH, HAMp., MpPH JEUCHHUH
AHTHKOATYJIAHTAMH; AHATOMIYECKHE BHOMANHWH, Hanp., YBEAWICHHEIH 306, omyXonu wieH, TaKenas
3M(pHU3EMa JIETKHX K pyOLOBble H3MEHEHHA B 30HE TYHKLMH.
Banncb 91(1" He npownm'b npH neqmﬁpwumunn, mpnuonepcuu nnn BU-xupyprum.

fix®

He ucnonbsyﬁre y nauueu'ron c mnec'moﬁ rmlepqync‘rnu'renauoc'mo K TMONHICKCAHHAY K
SHANOTAM, TAKMM KaK XJIOPTEKCUAUH.

Hobounnie geitcrsna/PuckE NpEMeHeRNS

lemMaTOMa/KpOBOTEUEHHE B MecTe MyHKIMH, KATETepHas WUHGEKUHA M CENCHC, THEBMOTOPaKC,
reMOTOpaKe, HHY3MOHHBIH THAPOTOpaKC M XMJIOTOPAKC MPH HAPYINEHWM MPABHA MYHKUHH W
YCTAHOBKH KaTeTepa, cep/ieHbie apHTMUH PN OIHGOYHOM BBEACHHH KATETEPA B MOJNOCTL CEPALA,
paspeiB npeacepAud, SHAOKAPAMT TNPH MCEXAHHYCCKOM pasApaxeHuH, NMOBPEKACHHE BEHH HIH
APTEPUH NPM HAPYLUICHHWH NPABUI NyHKUMH, BHI3BAHHEIA KaTeTepoM TpomGo3 H TpomGodnebur,
TNOBPEXACHHE HEPBHLIX CTPYKTYP (HAND., MOBPEKACHHE MLIEHEBOTO CILIETEHNA W AnabparMansHoro
HEpBa), BOAYWHAA 2MBO/NA, KareTepHas SMOOIUA, TAMITOHANA CEPALIA, NOBPEKACHKA NONIOH BEHH,
HENpaBUNbHOE NoA0XKeHHe, cMemieHne LIBK.

IlpeaynpexneHns
- TloBTOpHOE MCMONB30BAHME OAHOPA3OBBIX U3ACHH CO3NAET BOSMOXKHBIH PHCK AN MALMEHTa H
NepcoHana. ITO MOKET NPHBECTH K 3apAXEHHI0 WHAW HAPYWCHMIO (YHKUHOHANBHHIX
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BO3MOXHOCTEM. 3apaeHue W/UAH OTpaHHYEHHE (PYHKIMH H3ACHUA MOXET NMPHBECTH K TpaBMe,
Gone3HH MK CMEPTH NALHEHTA.

- He noasepraitre xaterep Bo3neHcTBMIO AaBneHns Buiwe pabGoyero yposhs 1.2 Gap, npeaensnoe
Aasnenue 2 Gap AONYCTHMO TOMBKO B SKCTPEHHOH CHTYALMM.

- Crporo cobntonaiiTe METOALI ACEITTHKH.

- Bo w3bexanne BO3AYIHON 3MGONUH BHNONHANTE NYHKUMIO NO BCEM NpPABHIAM B MOAOKEHHH
GonsHOrO Nea rooBoH BHH3.

- Hcnonsayiite peHTrel M9 KOKTPONA MOZHUMH KOH4YMKa katerepa. [lpH COMHEHMH B MO3HLBH,
BBEAUTE KOHTPACTHOE BELLECTRO MIIM BHMOMHHUTE 3ankich BHyTpunpeacepaHoro KT oTseaeHus.
[pu 3anncu IKI™ cobmonatite cneaylolue npasuna:

- Hcnons3yHTe TONRKO B MOMEIMEHHAX C 3NSKTPOCTaTHYECKOH 3a1IHTOH,

- HocHTe aHTHCTaTHYECKYIO XHPYPTHUYCCKYIO 00YBb.

- Cofmoaaiite NpuMeHUMEIe TMpaBusa GE30MACHOCTH, NOCYAAPCTBEHHEIC TEXHHUCCKHE YCNIOBHA H
ocobeHHOCTH.

- Ucnoneayiite Tomsko DKI-MoHHTOp ¢ HesazeMneHHbIM BXxogoM (tun CF).

- 3a3eMIKTE MOHHTOP AN AOTOAHHTENLHONO YPaBHHBAHHA MOTCHUMANOB.

- YGeaurech B HRACKHOCTH BCEX COCAMHEHUM.

- Y6eaurech B OTCYTCTBHH KOHTAKTA IPOBOJHHKA ¢ BHEIITHUMH TOKONPOBOAALIMMH YaCTAMH.

- HagexHo dukcupyiite xaterep.

- ExxeZiHeBHO BHINONHAKTE acenTHYeCKHH YXOJ 33 KATCTCPOM.

- Bospema MeHsaliTe 3arpa3HEHHEIEC HITH NPOMOKILWE NOBA3KH.

- Wicnonesyiite pasHsleé JOCTYMH IS B3ATHA KPOBW K BBCACHHMS PACTBOPOB W JIEKAPCTBEHHEIX
CPedCTB ANIA CHHXEHHA pUCKa HHPEKLIMH.

- Tlocne nepenkBaHus KPOSH WIH B3IATMA NpoG KPOBH TIMATENBHO MPOMOHTE KaTeTep
(HU3pacTBOPOM.

- Bo usbexxanue BO3AyIIHOM 3>MOONMM 3aTAHMTE COCAMHEHHA KaTerepa W BHOHMpaliTe TOABKO
undysuonnsie cucremnl Jlioap JIok.

- He ussaexaiite MPOBOAHMK uepe3 WUray, YTOOH CHM3WTG PMCK NOBPEIMTH ¢ cpesars ero. Ecau
MPOABIKEHUE 3aTPYAHEHO, BHMONHAATE AansHeHlWe AeHicTBMA C Y4eTOM TCKylleH cuTyauuy,
BO3ZMOXHBIX KNTHHHYECKHX PHCKOB K B UHTEpECax NalMeHTa.

- BMecTO 3TOro, CHAYalna yAanuTe HIy HHTPOABIOCCPHYIO, 38TEM BBEAHTC BMECTO HEe AWAATATOP.
PUCK NOBPEXAEHHA MPOBOAHHKA NPH €ro WIRNEYEHHH YEPe3 NHNATATOP 3HAYHTENBHO Hibxe. Ecan
U3BleYCHHE NPOBOAHNKA M3 KATETEpa 3aTPYAHEHO, YAANHUTE IPOBOAHHK BMECTE ¢ KATCTEPOM.

- Ecitn U3BECTHO O CYXKCHHH BeHEl, MOXHO MONMpoOOoBaTs BpAIaTh NPOBORHUK B HINE WM H3B/ICDb
MPOBOJHHK, NEPEREPHYTH €TO ¥ BBECTH NPAMEIM KOHYHKOM B HIITY.

- Usberalite XOHTAKTA KATETEpa M3 NOJHYPETAHA C SLUETOHOM: ALUECTOH PacTBOPACT MaTephal,
KATETep MOXET CTaTh MOPHCTHIM H NPOTEKATH.

- Tipy MPT WCCNEROBaHMH ¢ YCTAHOBJICHHBIM KATETCPOM BO3MOXHM CepaeuHule apHTMHH. Ilpn
MPT uccneaoBaHHM B KATETEPE HE AODKHO GHITE 3/IEKTPOARTHOIO PacTROpA.

He noanexut nosTopHOH CTEPIUIN3ALIHM.

He ucnons308aTh NPy NOBPEXACHHK YTIAKOBKH.

Inz pabopos «lleproduxc® Mporext» (Certofix® Protect):

He ucnons3yifre ueHTpanbHuil BeHo3HN Karerep B Habopax Leproduxc® [potekr ans uenei, He
yKkasaHHbIX B myHkTe 4 «[Tokasanua k npumeHeHnion. TIPHMEHEHHE 3TOTO KATETEPa B LIEHTPATbHOH
unu nepudepudeckol HepaHoH CHCTEME 3ANPEIIEHO.
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Cuocof nprMmesennn

A IR N I PO | I

IIpa anibope KT it KOHTPOIA MOHIHN KATETEPA H HATHYHH CHHYCOBOrO PHTMA, CHAYAJIA
DOAKINIOUHTE ManueHTa K MoRuTopy TRNA CF, npuroanoro Ans 3anucH sHyTpHApeIcepAHOTO
orsenenns (cm. mmxe) (tun: CF) acnoansys agantep ynupepcanbubifi ana IKI-konTpons
xaTerepuiauun uentpannasix sen «llepromum» (Certodyn® Universal Adapter) (nanee mo
Texkery — agantep «eprogun») nan nepexmouaemuiit IKT' xabens nannenTs,

. Bunonuatite myHKUMIO B CTEPHILHON OAEKIC, MacKe, IDANOYKE M mepuarkax. TuwarenbHO
ofpaGoTaiite koxy (ucnonssylite cnuprossie wny HoAHKE YHCTALIME CPEACTBA, Hanp. BpayHon uiu
Cogracent H) n Haxpoiite 30Hy myHKuumn cTepunsHod npocteitieli ¢ orBepcTHem. IlpoBepete
NPOXOAMMOCTH KAHAN0B, COCIMHMB INMPHI ¢ KOHAeKTOpoM «Cadcaiim U 3aNONMHHB MPOKCHMANLHLINA
KaHan ABYXKAHANLHOrO WK (MEAHANBLHBEIN W NMPOKCAMaTbHAIN KAaHANB! TPEXKAHAILHOrO) KaTeTepa
¢uzpacreopoM. Knanau koxnexropa «Cadealith OTKPHBECTCA ABTOMATHYECKH.

2. Tlyukrupyiite BeHy npunoxeHHodi urnodi Cembauurepa HHTPOABIOCEpHOH wmu Y-Hrno#t
MHTpoAblOcepHOH (3aRKCHT OT Habopa), coeguHeHHONA CO MNpPHLIEM VIS ACITHPALMH.

3. MpoBoauHuK B aucneHcepe. CHUMHTE KONMAYOK 3AMMTHEIK aucnencepa. BeTassTe AucneHeep ¢
NpoBOAHHKOM B Hray CenbauHrepa HHTpoAblocepHylo uaW B Gokopodt nopr Y-Hrisl
MHTpOABIOCEpHON (3aBucuT OT Halops). BonbinMM nanbiieM ABHraHTe NpoBOAHHK B BeHy. LA
KOHTpONA rMySHHBI BBEASHUS HCIIONB3YHTe pasMeTKy JIHHLI,

4. lMocne ycTaHOBKM MPOBOJHWKA B 3alAHHOE IMOJNIONKEHHE YAAIHTE AUCMICHCED H HIAY, HC MEHAX
FIOI0XEHHE NPOBOAHHMKA.

5. PacIIMpETe NYHKUHOHHBIA X0A. J{ns 31010, yAepKHUBas HapyKHYIO YacTh POBOXHHKA, ABUraiiTe
KOPOTKHI JMIATATOp, C/ErKa Bpallas €ro, MO HAPYXKHON YACTH MPOBOAHMKA B MECTO ITYHKLUHM.
3aTeM yaaNHTe AUNATATOP M3 MYHKLHOHHONO X0A4, HE MEHAA NOA0KEHHEe NPOBOAHHKA.

6. Heuraiire KaTeTep No HapyXXHOH YaCTH NPOBOAHUKA K MECTY MYHKIMH. 3aTEM, YACPKHBAA KOHEL
NPOBOAHMKA, BBEANUTE KATETEP HA HEOGX0AUMYIO ITHHY, ClIErKa BKpyYHBad ero.

7. IMHy BHYTPHCOCYAMCTORN HaCTH KATCTCPa MOXKHO OMPEAEHUTS N0 HECTHPACMOI pasMeTke.

8. Jlna onpeaeneHua MONOXKEHHA KOHUMKA Katerepa ¢ nomoutsio DKIT coBMecTHTE KOHUM KaTeTepa
u npoBoaHUKa (M3 koxHekTopa Jioap Jlok kaTeTepa KO/KHA NOKA3ATHCA NEpBas MMPOKAA METKA Ha
npoBoAHUKe). 3akpenure 3axuM IKI-kabes COSAHHUTENLHOrO HA MPOBOAHHMKE Y CI0 BHIXOAS M3
katerepa. Berasste xoHHekTop DKI-Kabena coeAMHUTENRHONO B pasbeM afantepa «Llepropun» u
COBHHBTE NEPEKIIOYATENh K CHMBOJIY cepiua (CM. OTACIAbHYIO MHCTPYKUMIO MO NPHMEHCHHIO
apanrtepa «lleproaun»). 3aTeM npoasHraifte KaTeTep ¢ MPOBOAHHKOM K NPABOMY NPEACCPAHIO NMOA
xontponeM K. IMoavem 3y6ua P Ha IKT' Bhille HOPMHN YKA3HIBACT HA TO, YTO KOHYMK KaTeTepa
noctHr npeacepans (eHytpunpenceparoe IKI oreseaenne). Ecnn kateTep ¢ NpoBOAHMKOM OTTAHYTH
Hazag, TO 3yGen P Hopmanuszyercs (— Touka nepexofa). Jna AOCTHXKEHHA MNPaBHIBHOMO
PACTIONOKEHHA KATeTepa B BepXHel MOJIOA BEHE NOATAHUTE KATeTep ¢ NPOBOAHHKOM ele Ha 2-3 CM.

3areM Em MPOBOAHHK,

Tipn aanxe xaterepa 15 ¢M xonumk xarerepa ofuiiNo Re jJocTHraer mpeacepass. B arom
cayuae aAsuradite nposoauux Bnepen noa kouTponem IKI' no nmoawvema 3y6ua P. o
NOATBEPAMT NPAaBH/ALHOE HATIPAB/ICHAE BBEICHHS KATETEPA.

9. 3akpenWre KaTeTep Ha KOe ¢ moMombio dukcaropa HecnEMHoro. Karerep Taike MOXHO
3aKPENUTH ¥ MECTa MyHKUUM ¢ NOMOLLBIO pHKcaTopa cbéMuOro. [N €ro Kpen/ieHus Ha Katerepe
HCRONE3YHTE MpURAraemMylo KAuncy.

10. Ha AMHUAX YANTMHHTEABHBIX MMEIOTCH 3aKHMBIL. FIX HCIIONE3YIOT 1A MEPEKPHTHA KAHAJIOB MpH
cmeHe wndy3ud unu Tpauchysun. Ecnm K KaTerepy noacoeamuen kouHekrop «Cadcalit», 10
NEPeKPHIBATE KATETEP HE HYXHO, TAK KaK NpH OTCOSNMHCHHWH HH(Y3HOHHON NHHUH KOHHEKTOD
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«CapcaldiT» 3aKpoeTcs aBTOMaTUYeCKW. Y6eauTecb B HALEXHOM COEAWHEHWW KOHHEKTOpa
«CatcaliiT» c KaTeTepoMm.

1w r
[ns kpenneHus KaTeTepa Bcerja WCMofb3yinTe npuiaraemblii hMKcaTop, UHa4Ye BO3MOXKEH
OTPbIB KaTeTepa 1 ero nonagaHve B BEHY.
BHUMAHUE:
Heucnonb3yemble KaHanbl KaTeTepa crefyeT NpoMbITb (uspacTBopom. [pomoliTe KaHan
(hM3pacTBOPOM cpasy Mocsie NCMO/b30BaHNS, MOBTOPSANTE NPOMbIBKY NPY HEOOXOANMOCTMW.
IHiIMMiifia
Mpy B3ATUM KPOBM M3 MPOKCUMA/IbHOrO KaHana Apyrve KaHasnbl CrieflyeT MepekpbiTb BO
n3bexxaHne oWMOKM B aHaIM3ax n3-3a nonagaHus B Npoby KpoBu MHMy3aTa.

C uenblo Mony4YeHUs Ge3onacHol KOMOMHAUWMU pPEeKOMEHAyeTCs WCMonb30BaTb COBMECTHMbIE
MH(Y3NOHHbIE  YCTPOICTBA, Hampumep:  LINPULbl, WH(Y3NOHHbIE  MarucTpann,  KpaHWKM
MHOFOX0/0Bble, 6€3bIr0/IbHble KOHHEKTOPbI U AP., MMEKOLLMUe TUN coeguHeHns JToap nnm Slo3p Jlok
(1SO 80369-7).

YcnoBus 1 NPoLOIKNUTENIbHOCTb MPUMEHEHNS

KateTep npegHa3HayeH 415 KpaTKOBPEMEHHOIO MCNONb30BaHUA (<30 AHen).

Cnegute 3a coctosiHuem LLBK (Hanp., Nnpu3Hakn KaTeTep-acCOLUMUPOBAHHOW MH(EKLMMN KPOBOTOKA,
napasasaumm, Tpombéohnebuta) nyganute LLBK cornacHo 60/IbHUYHOMY NPOTOKONY.

J11060# Hemcnonb3yembli BHYTPUCOCYANCTLIV KaTeTep CnefyeT HEMeASIEHHO YAaNnTb.

[aHHas npogykuus npefHasHavyeHa Ans UCMOMb30BaHMS TONbKO BpavaMu, Hagaexawmm obpas3om
06YyYeHHbIMY COOTBETCTBYIOLLEN METOAMKE B YCNOBUAX Ne4eOHO-NMPOPUNAKTUYECKUX YUPEXKAEHWIA.

JononHntenbHasa nHMopmauna

[ns Habopos «LlepTodmkc® MpoTekT» TCertofix® Protect):

MokpbITVe KaTeTepa B Habopax LlepTodmkc® MpoTeKT apdeKTMBHO 3awimuiaeT OT Hanbosnee 4acTo
BCTPeYaloLLMXCa NaToreHoB, BbI3blBAOLLINX KaTeTEP-aCCOLMNPOBaHHbIE UH(EKLNN:

* 30N10TUCTbIN CTaMNOKOKK

* AnugepmManbHbIii CTaUNOKOKK (Koaryna3oHeraTuBHbI CTapNOKOKK)

* MeTULWUNINHPE3NCTEHTHBINA 30M10TUCTbIN cTadunokokk (MP3C)

* deKanbHbIli IHTEPOKOKK

» KnweyHas nanoyka

» CYHerHoiHaa nanoyka

TexHnyecKune XxapakTepucTuKuU MeAULIMHCKOIo 1U3genmus

KnioyeBble XapakTePUCTUKN OCHOBHbIX (YHKLUWOHA/bHLIX 3/IEMEHTOB MEAULMHCKOro W3fenus

Kart. Ne KateTtep Wrna CenbaHKrepa MpoBoAHNK Awvnatatop
HHTOONbI CeOHas
OhekT» HapyxHblii HapyxHbl( Kann6épo- HoMuH. HapyxHblii 3dthekta Muwccum. ANVHa Makcum. MWuH, ekt
BHas avameTp avnameTp  BOYHbIN cKOpocThb anameTp BHaA HapyXHblii  (MM) HapyXHblii  BHYTpPeH. AnNnHa
ANvHa KaTeTepa KaTeTepa pasmep notoka no (mm) ANVHA AvnameTp anameTtp nnameTp fAunataTtopa
Katetepa (MM) (PpeHy) KaHana KaHanam (Mm) (Mm) (mm) (Mm) (cm)
(cm) KaTeTepa (Mn/mun),
(Ceipx) D/P;
D/P; D/M/P DIM/P
41673855 =20 «2.4 7 16/16 55/45 «1,3 «70 =0,89 «50 «2,7 =1,0 «9,6
4167394S  «30 »2.4 7 16/16 52/31 «1.3 =70 «0,89 =70 «2,7 «1,0 =9,6
4167408S =20 «2.4 7 16/18/18 46/22/22 =13 «70 =0,89 =50 «2,7 =1,0 «9,6
4163306S =30 «2.4 7 16/18/18 38/18/18 «1,3 =70 =0,89 «70 «2,7 =1,0 «9,6

D -anctanbHbli, P - npokcMManbHblin; M —veananbHbli

www.bbraun.com
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Takke B HaumeHoBaHHH MH coaepxutca nHpopManua o Kmo4YeBLIX XapaKTepUCTHKAX Katerepa, a
HMEHHO!
e VkasaHue Ha KMETOA KareTepu3auun no CelsaHHrepy».
e O6oznauenne «PROTECT» ykasbiBaeT Ha aHTHMHKPOOHOE NOKPHITHE KATCTEPA.
s Jlyo (asa), TpHo (Tpu) yKa3nIBalOT HA KONHYECTBO KAHANIOB KATETEPA.
o Jlanee cneayer GOyksa, yKa3hBaiOllad Ha TUN MIIML HHTpoOAbIOCepHOli: S — Hraa
CenbauHrepa HHTPOABIOCEPHEA.
e OGo3nauenue «Safety» yKaswBaeT Ha Hanwume B cocrape HaGopa BesomacHol mHTpOAbiocepHOR
uran Cenbamurepa u BesonacHoro ckansnens.

Hanee cneayior TpH UMdpLI; Nepsas yKa3uiBaeT Ha HAPYXKHuIY AHaMETp Katerepa Bo DpeHuax, Ase
CACAYIOMHE HA JVIHHY KATETEPa B CAHTHMETpPaX.

Mepeuenn npaMeHsieMbIX NPOR3BOJATEIEM CTAHAPTOR

EN ISO 13485, ISO 14971, ISO 10555-1, 1SO 10555-3, ISO 11070, ISO 9626, EN 1707
(ISO 80369-7), DIN 42802, 1SO 10993-1, ISO 10993-3, 1SO 10993-4, ISO 10993-5, ISO 10993-6,
ISO 10993-7, ISO 10993-10, ISO 10993-11, ISO 10993-18, ISO 10993-18, ISO 11135, EN 556-1,
ISO 11607-1, EN ISO 15223-1, EN 1041-2008

YenoBus 3KCNAYATRIEHA
Ioxaszarens VI0BHA IKCILTYATAMHN
Temneparypa +15°C po +30°C

OTHOCHTENBLHAS BIAKHOCTE Bo3ayxa | J0 90%

YCA0BHS TPAHCOOPTHPOBKH H Xpasenns

Tloxazarean | dnsars Ycnosrs xpanenus
TPAHCIOPTHPOBKH

Temneparypa ot -20°C no +15°C (2 ana) | or +15°C a0 +25°C
or +15°C o +25°C (8 TeYeHME  CpoKa
(HeCKONbKO HEACNE) TOAHOCTH)
or +25°C go +40°C
(B TeueHHE ABYX HEAEND)

OTHOCHTENEHAA BJIAXKHOCTD Bo3ayxa | a0 %% 80 90%

Cumsonsi, HCNOJIb3yeMble IPDA MADKHPOBKE

Camaoa PacinndpoBka
g Hcnonssosats a0
ﬂ Hata uarotopnenus
d HUsrotosuTens
Homep cepun

Howmep nio katanory

® 3anper Ha NOBTOPHOE NPUMCHEHHE
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STERILEIEQI  Ctepunusaums oKCULOM 3TUNEHA

[]a O6paTnTeCh K MHCTPYKLMK NO NMPUMEHEHUIO

A OCTOpPOXHO!

CE mapka —3HaK co0TBeTCTBMSA TpeboBaHUAM OupekTusbl 93/42/EEC n
CE o123 NLEHTUDMKALMOHHBIA HOMEP aKKPeANTOBaAHHOIO opraHa no cepTugukauum
EBponeiickoro cot3a
CE CE mapka —3Hak cooTBeTcTBUA TpeboBaHuaM PernamerTta (EC) 2017/745 o
MeAULNHCKNX U3LeNnaxX

He ponyckaTtb BO3,D,€I7ICTBVIFI COJ/IHEYHOI O CBeTa

bepeyb OT Bnaru
[ BepxHas rpaHunua TeMnepaTypHOro pexxumva

B 3aBUCUMMOCTHU oT BapuaHTa NCNONHEHMS MeLMLMNHCKOro n3aenus Ha
3TUKETKE/CTUKepe/yNakoBKe/MHCTPYKLUMM MO MPUMEHEHWD  MOTYT  ObiTb  HaHeCeHbl

GTIN MeXayHapoaHbIli KOL MapKUPOBKM U YHYETA NOTUCTUYECKMX eAUHNL,
PZN LieHTpanbHbIN thapmaueBTUYeCKMIA HoMep [epmaHuy
He ncnonb3oBaTb Npu NOBPEXAEHNM YNAKOBKM

)K AMNNPOreHHo

IMP| MeauLMHCKOe n3aenve

CrtpaHa npousBojacTea

O OpmnHapHasa cTepunbHasa 6apbepHas cuctema
O OpnHapHas ctepunibHas 6apbepHas cucTemMa C 3alMTHON Hapy>KHOW YNakoBKOM
YTnnusauus

YTunusaymsa MeguuuHCKOro usgenus «Habop Ans kateTepusauumy LEeHTPasibHbIX BEH MO MeToay
CenbgunHrepa «LlepToukc®» (Certofix®) ¢ NpUHAANEXKHOCTAMM»  OCNe  WUCMO/b30BaHUS
OCYLLECTBNSETCA B COOTBETCTBUMM C TpebOBaHWMAMM K OOpALLEHUIO C MESULMHCKUMU OTX0Aamu
yCTaHOBNeHHbIMK CaHlMnH 2.1.3684-21 no knaccy b n/mam mHeIMM AeNCTBYHOWMMN HOPMATUBHO-
npaBoOBbIMW akTaMun Poccuiickoin deaepayun.

Hencnonb3oBaHHOe MeAMUMHCKOE W3[eNNe, HEUCMNONb30BaHHbIe YMNAaKOBKW, [O/DKHbI  ObITb
YTUAN3UPOBAHbI B COOTBETCTBMM C MOPALKOM YTUAM3aUUM  TBePAbIX ObITOBbIX OTX0LOB,
yCTaHOB/IEHHbIM 3aKOHOAATeNIbcTBOM Poccuiickoil defepanmmn no knaccy A CadluH 2.1.3684-21
U/MNN NHBIMW AEeACTBYOLWMMIN HOPMATUBHO-NPaBOBLIMKN akTaMun Poccuiickoi defepaymm.

MpyM BO3HWUKHOBEHUM BOMPOCOB, KacawLUXCA YTUAM3aLMM MEAULUHCKOTo W3genus, cnepyet
o6palaTbCa K YNOoNTHOMOYEHHO opraHm3auuy (umnopTep) B PO.

www.bbraun.com
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Ipoussogurenn/Ilponsseaeno
B. Bpayn Menssynren AI, Kapa-Bpayw-llltp. 1, 34212 Menssynren, I'epmanna. B. Braun
Melsungen AG, Carl-Braun-Str, 1, 34212 Melsungen, Germany.

Yoonnomouennas opranuiauns (umnoprep) s PO

000 «B.Bpayn Meauxan», 191040, r. Cankr-TletepGypr, yn. ITymkunckas, a. 10, ren./dakc: (812)
320-40-04.

Hata sinycka engopmamun: : 01.2023

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



HMHCTPYKIHS B0 NPHMEHEHHI0

Hononnnrensuan HEGOPMANHSA K BAPHANTY HCNONHEHUS
«Habop ANS KaTeTePUIAMHN HEHTPAALALIX Be 1o MeToay Ceavannrepa «Ileprodpuic®
Caiipra» (Certofix® Safety)»

2

BesonacHas auTpoasocepuas uraa Censauarepa

[nacTukoBmil Kopnyc mexaHusMa 6e30nacHOCTH ¢ KIHNCOH PaclONOKEH HEMOCPEACTBEHHO MNOA
MaBHIBOHOM HI'NAL,

IMocne yCTaHOBKH NMpOBOAMHKA B TpefyeMoe NONOKCHHE MPOBEAHTE 3ALMIMTHHIA MCXAHH3M BHM3
yKa3aTebHEIM NAJILLEM, OAHOBPEMEHHO NPOABUTAA UIITY B KOXY.

Knunca MexaHn3Ma 0e30MACHOCTH AKTHBHPYETCHA ABTOMATHYECKHM, KOrJa KOHYUK MMV BXOAHT B
NABHABOH, ¥ NOAHOCTHIO 38KPHIBACTCA, KOTAA MIfa NOMHOCTHIO MPOXOAHT Yepes NPOBOAHHUK, Takxke
U3BJIEKHTE Yepe3 POBOAHMK NNACTHKOBRIH KOpRyc MeXaHu3Ma 6e30macHOCTH.

Besonacublif cransnens

ITonHOCTHIO MPOABHHLTE 3€MEHBH CKONBIALMA MEXAaHU3M MO HAMPaBACHHIC CTPEAOK AO LIEMKA.
Jlease puifizer Hapyxy ¥ 3aduKCHpyerca B TpeGyemoM nonoxeHuu. PHKCAUMA ne3pus
MOATBEPHAACTCA TAKTHIHLHEIMH OIYLICHHAMH M 3BYKOM LHETYKA.

ITocne MCNOAL3OBAHHA OTBECAKTE 3CNEHEIN CKONB3AIMI MeXaHM3M 0OpaTHO A0 KOHU@A: YeTKHi
LEAYOK YKA3LIBAET HA TO, YTO JIe3BHE BCTATO HA MecTo. Teneps Ge30NacHul CKanbneth roToB K
YTHAU3AUHH,

IIpon3soauTennb
B. Bpayn Menssynren AN, Kapn-Bpayw-Ultp. 1, 34212 Mensaynren, [epmanua. B. Braun
Melsungen AG, Carl-Braun-Sir. 1, 34212 Melsungen, Germany.

CEMBOJILI
Cumaon Pacuingposka
‘ Harorosurens

/r\ Ocropoxno! O6patnTech K HHCTPYKIMH NO NPAMEHCHHIO

Aata suinnycka undopmaunn: 01.2023
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Nr. 376/2023 des Urkundenverzeichnisses

Die vorstehender,, dem Firmendruck ,B. Braun Melsungen AG"
beigefligten, wvor mir vollzogsnen Namensunterschriften
. der Frau Vera pekarek,
. der Frau Sa:ra Staufenberg,
peide geschaiisansassig Tarl-Braun-StralBe 1,
C-34212 Melsungen,
urd mir von Perscn pekannt, teglaubige ich hiermirt.
Uer Notar frag:s nach einer Vorbefassung im Sinne von
§ % Abs. 1 Nr. 7 BeurkG. Sie wurde von den Erschienenen

fJ)
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B BRAUN

MepeBof, C aHrIMIACKOTO 1 HEMELKOTO A3bIKOB
«b. bpayH Menb3yHreH Al »
(B. Braun Melsungen AG)
MoppasgeneHne «Xocnutan Kaa»
(Division Hospital Care)
OTaen KynuposaHusi 60/1€BOro CMHApPOMA U
pa3paboTKN LIeHTPasIbHbIX BEHO3HbIX
KaTeTepoB

34209 Menb3yHreH

KoHTaKTHOEe NnLo: Bepa lNMekapek (Vera Pekarek)
B: Ten. +4915117667398
SEJEPAJIbHYHO C/TY>KBY IO Pakc:
HANISOPY B COEPE 3n. noura: vera.pekarek@bbraun.com
SAPABOOXPAHEHWA Beb-cair: http://www.bbraun.com
(POC3APABHANSOP) [Jara: 07 mapTa 2023 roga

[leKnapaumoHHOoe MUCbMO K UHCTPYKLUKN MO NPUMEHEHNIO

YBaxaemble rocnogal

Hactoawmum nucsMoM Mbl,

«b. bBpayH Menb3yHreH Al »

(B. Braun Melsungen AG)

Kapn-bpayH-LUTpacce 1

34212 Menb3yHreH,

M'epmaHusa (Carl-Braun-Str. 1,34212 Melsungen Germany)

B cooTBeTcTBMM C [upektuBoin EBponeiickoro Coseta EC 93/42/EEC B KauecTse
OTBETCTBEHHOr0/3aKOHHOI0 MPOU3BOAUTENA MELULMHCKOTO U34eNuns

Habop pn4nAa kKateTepusauuMm LUeHTpasibHbIX BeH no Metogy CenbauHrepa
«epTodhmkc®» (Certofix®) ¢ npuHaANexXHOCTAMMN

3asaB/ifeM O TOM, YTO HaMW OblIM NPUHATLI BO BHUMaHWe 3aMeyaHus, NpuUBeAEeHHbIe B MUCbME
Ne 10-145/23, koTopoe OblNo HanpaeneHo PocsapaBHag3opom 09 aHBaps 2023 roga. Mbl
COrflacCHbl C 3ameyaHusiMW, YyKasaHHbIMW Poc3fpaBHaf30pOM, W HanpasisieM BaM Ha
paccMOTpeHue crnefyowmnii 06HOBNEHHbIN OKYMEHT:

Bepcus MHCTPYKLMM NO MPUMEHEHMWIO, NpefHa3Ha4YeHHas 415 UCMONb30BaHUS Ha TeppUTOpUU
P® ot aHBapa 2023 rofa (Ha aHrMACKOM U PYCCKOM fA3blKax), ANf MeAWLMHCKOro u3genus
Habop gna kateTepusauun UeHTpPasibHbIX BeH No metody CenbanHrepa «LiepToukce®»
(Certofix®) ¢ NpNHaANEXHOCTAMM, BapuaHTbl MCMONHEHNA:

Mpegcepatens cnonHUTeNbHbI# COBeT; Odnc KomnaHmm: MenbsyyreH Appec:

HabngaTenbHOro coseta: Mapkyc WTpoTmakH Cypa perucTpauimn: MecTHblii cyq «b. bpayH Menb3yHren AT »

[-p AHHeTT Bennep (Mpepacepatens) dputynapa (B. Braun Melsungen AG)
MNpue.fou. A-p WredaH HRB 11 000 Kapn-bpayk-lTpacce 1
PynnepT (3amecTuTenb YneHa WEEE-Per, Ne DE 42690900 34212 Menb3yHreH

coseTa) FepmaHus
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B BRAUN

CtpaHuua 2 K nucomy ot 7 mapta 2023 roga

Ha6op [Ans KaTeTepus3auuu LeHTpanbHbiX BeH Mo Mmetody CenbauHrepa «LiepTothuke®
Coiiptm Ayo S 720» (Certofix® Safety Duo S 720) 10 Hab./yn. ¢ WHCTpyKuuei mno
npumeHeHunto (1 wt.) kaT. Ne 4167385S;
Ha6op Ana kateTepus3auumn LeHTpanbHbiX BeH Mo Mmetody CenbanHrepa «LiepTothukce®
Coiipt Ayo S 730» (Certofix® Safety Duo S 730) 10 Hab./yn. ¢ WHCTpyKuUMei mno
npumeHeHunto (1 wt.) kat. Ne 4167394S;
Habop ANna KateTepus3aLuu LeHTpanbHbiX BeH MO Metody CenbauHrepa «LiepTodmkc®
Coilptn Tpuo S 720» (Certofix® Safety Trio S 720) 10 Hab./yn. ¢ MHCTpyKuwuen no
npuMmeHeHunto (1 wTt.) Kat. Ne 4167408S;

- Habop Ana kKateTepu3auuu LeHTpanbHbiX BeH Mo Metody CenbanHrepa «LepTohuke®
Coiipti Tpuo S 730» (Certofix® Safety Trio S 730) 10 Hab./yn. ¢ WHCTPYyKuuen Mo
npumeHeHunto (1 wr.) kaT. Ne41633068.

B UeNAX BHECEHWS W3MEHEHWA B [AOKYMEHTbl PEerucTpayuMoOHHOr0 fAoCbe B CBS3W C
COBEpPLUEHCTBOBAHWEM CBONCTB W XapaKTepucTUK NpU HEU3MEHHOCTU (YHKLMOHANbHOIO
[eNCTBMA, HasHaYeHWsA W MpuUHUMNA AEeACTBMA MEeAULMHCKOTO W3Lenus 1 npeacTaBneHns
BbllLeyKa3aHHOro AOKyMeHTa B ®degepanbHyo CyX6y no Hag3opy B ciepe 34paBOOXpaHeHMUs
(Poc3ppasHag3sop).

B cnyuyae Kakux-nnb0 PACXOXAEHWIA MeXAy aHrNMACKOW W PYCCKON BEPCUAMMW HACTOALLEro
AOKYMEHTa, NPEMMYLLLECTBEHHY CUY NMeeT aHIIMACKas BEPCUS.

OT nnua KoMnaHum

«b. bpayH Menb3yHreH Al » (B. Braun Melsungen AG)

YNoNMHOMOYEHHOE NNLL0 YNoNHOMOYEHHOE NNLLO

<nognucaHo> <noAanucaHo>

Bepa Mekapek (Vera Pekarek) 3aHapa LW taydeH6epr (Sandra Staufenberg)
MeHexep oThena HOPMaTWUBHO-NPaBoBOro  AAMUHMUCTPATOP OTAeNna HOPMaTUBHO-NPaBOBOrO
perynmposaHus LleHTpa pa3paboTky  PEry/INpoBaHUs LieHTpa paspaboTku
BHYTPUMNPON3BOACTBEHHbIX  CTaHA4apToB,  OTAen  BHYTPMMPOM3BOACTBEHHbIX  CTaHAapToB,  OTAen
KynupoBaHWs 60/1eBOr0 CUHAPOMA W pas3paboTKn  KynuposaHUA 60/1eBOT0 CUHAPOMA U paspaboTKu
LieHTPasibHbIX BEHO3HbIX KaTeTepoB LleHTpasbHbIX BEHO3HbIX KaTeTepoB
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Hmoanmu A noampmmo sepuocn. Bbmleyxaaaunoﬁ umbOpuaunu, NO/UTHHHOCTD NEC9aTH
xoMnauud «b. Bpayn Mensayaren AI'» (B. Braun Melsungen AG) H mocTaBn€HHBIX B MOEM
NPACYTCTBMA NTOAMACEH
1. r-um Beph! Ilexapex (Vera Pekarek),
2. r-xu 3anapu Ultaydenbepr (Sandra Staufenberg)

BeYImuX ACATSNBHOCTD NO aapecy: Kapn-bpays-lltpacce 1,

D-34212 Menssysren (Carl-Braun- Strafle 1, D-34212 Melsungen),
JIMMHOCTH KOTOPBIX GBUIH MHOIO YAOCTOBEPEHHI.

Horapuyc 3ajaBan BONpOC O MOPENATCTBHAX cornacHo § 3, pasmena 1, Ne 7 3axonHa o
HOTApHANBHOM 3aCBUACTENLCTBOBAaHHA. Ha BONpoc sBHBIIHECH NuNa AANH OTPHUATENLHEIN
OTBET.

Mens3ynren, 07 mapta 2023 rona

<noonucano>

HoTtapnyc
<TucueHnas neuats: Hunkc Baitrang (Nils Weigand), motapayc 8 r, MeassyHren™>

[leperon ¢ aHrIHICKOro M HEMEUKOIO A3BIKOB HA PYCCKHMH A3BIK BHUTONHCH NCPEBOAIHKOM
UckycHnix JIMuTpHeM AnekcaHApOBHYEM
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Poccuiickan @enepauns
I'opon Mocksa
IllecTHAANATOTO MAPTA ABE THICHYH ABAAIATL TPETHEr0 FoAR

S, Anexun Esrenuit Bramimuposws, HoTapHyc roposa MOCKBH, CBHACTENBCTBYIO
NOANHHHOCTH NOANMHCH tepeBonunka MckycHeix JIMHTpus ANlekcaHApOBHYA.
TMoxmwce cnenana 8 MOEM NMPHCYTCTBAK.
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B BRAUN

B. Braun Melsungen AG
Division Hospital Care

34209 Melsungen

Contact: Vera Pekarek

fon: +4915117667398

Fax:
-D-IFE [mail: vera-pekarek@bbraun.com
FEDERAL SERVICE ON Intcrnei. http://www.bbraun.com
SURVEILLANCE IN HEALTHCARE
(ROSZDRAVNADZOR) Date: March 7, 2023

Declaration on Instructions for Use

Dear Sirs,

With this letter we

B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen
Germany

as responsible/legal manufacturer according to the European Council Directive 93/42/EEC of medical devices

Certofix'and Accessories

herewith declare that we have taken into account the notes in accordance with letter no, 10-145/23 issued
on January, 09 2023 by Roszdravnadzor. Given that we are accepting the remarks raised by Roszdravnadzor
and we submit for your attention and consideration the following updated document:

HU Specific Version of the Instructions for Use from 01 2023 (m English and Russianlanguages) for Certoftf'
design variants: )

- Certofix'Safety Quinto S 1220
- Certofix" Safety Quattro S 820

to update of the documents of the registration dossier for improving the features and characteristics of the
medical devices has no impact on the functional purpose, intended use and principle of operation of the
medical device group and submission of the above document to the Federal Service on Surveillance in
Healthcare (Roszdravnadzor).

Oiiiywomiir of the SupervKorY BoarB: ~ Escoltive BOH6: Corporate Office: Mcliungen Addreti:

I)i AnrelteUfi'n Uorkuv $t>c(mnn Regitur Court 8 Sravr Mtltungen A6
IChaermtn) ‘Fﬁgﬁ&ﬁiitiw Cirl-Biaun M'lI0c 1
Piiv -Dor Ut Vcisr Hupprti 3421} Melsur"fien
Jurgrn Slihl 14l Kegq ho fiermany
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B BRAUN

Page 2 to the letter of March 7, 2023 to

In case of any discrepancy between the English and Russian translations of this document, the English version

shall prevail.
For and on behalf of

B. Braun Melsungen AG

i.f 0
V1
Veia P*arek f C -r Sandra Staufenberg
Rcgulatwy Affairs Cot Infusion tt Pain Therapy Administrator Regulatory Affairs International

CoE Infusion B Pain Therapy
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Instruction for use

Certofix® Central Venous Catheter Set for Seldinger technique with accessories, variants:

Certofix® Safety Quinto S Central Venous Catheter Set for Seldinger technique
Certofix® Safety Quattro S Central Venous Catheter Set for Seldinger technique

®1

www.bbraun.CQm
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Intended use
Central venous catheter set for Seldinger technique.

Scope and variants

IFU | icable of the i iants of medical device:

Four-lumen/five-lumen cava catheter set for catheterization of the superior vena cava using the
Seldinger technique. Opaque catheter made of polyurethane and guide wire with flexible J-tip. The
connecting cable for ECG recording via a guide probe for simultancous monitoring of the catheter

position.

Contents / a type and duration of contact of the medical device

1. Seldinger needle (A1) or Y-type Introducer needle (A2), depending on version (short-term contact
with blood);

2. Guide wire with length markings and flexible J-tip (=3 mm) / straight tip (short-term contact with
blood), in dispenser (short-term skin contact) (B);

3. Scalpel (I) (short-term contact with soft tissues, blood);

4. Dilator (C) (short-term contact with blood);

5. Four-lumen/five-lumen, opaque catheter made of polyurethane with soft tip (see packaging for
length) (D) (prolonged contact with circulating blood, unless otherwise indicated):

- Catheter markings to verify position;

- Color-coded Luer Lock connections for each channel;

- Fixation wing at the catheter fork to secure the catheter (no contact);

- Attachable, adjustable fixation wing (E) to secure the catheter by suture at the insertion site
(depending on version) (prolonged skin contact);

- Clamp or slide clamp for each channel of catheter (short-term skin contact);

6. Connecting cable for intra-atrial ECG recording (J) (herein referred to — «connecting ECG cable»)
(short-term skin contact);

7. Omnifix® syringe, 5 ml (G) (herein referred to — «syringe») (short-term contact with blood);

8. Attachable clip (F) (no contact);

9. Safsite Safety Connector for each channel of catheter (herein referred to — «connector Safsite»)
(prolonged contact with circulating blood).
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Materials used
ABS, Brass, EP, HD-PE, Ink, IR, LD-PE, Nitinol, PA, PA6 dyed, PC, PE, PE-HD, PP, PS, PUR,
PVC-white, SBS, SI, Silicone oil, Stainless steel.

Eor Certofix® Protect sets:
The base material of the central venous catheter Certofix® protect consists of polyurethane. All

lumens, including the hub and the outer surface of the catheter, are coated with a long-chain polymer
based on methacrylate. The polymer is embedded in and bonded to the base material of the catheter.
The polymer’s chemically modified side groups are freely accessible on the catheter surface. They
contain hydrophilic side groups such as polyethylene glycol and antiseptic polymeric biguanide side
groups. A comparable polymeric biguanide can be found in some wound irrigation solutions.

Indications

Catherisation of the superior vena cava using the Seldinger technique for short-term (<30 days)
infusion and volume therapy or parenteral nutrition, for administration of highly osmolar or very
vein irritating solutions, for continuous or intermittent monitoring of the central venous pressure,
for blood sampling, or when peripheral venous puncture is not possible in state of shock, in patients
with injured extremities or no detectable peripheral veins.

Contraindications

Inflammation of the skin at the site of puncture; clotting disorders e.g. in therapy with anticoagulants;
anatomical anomalies, e.g. enlarged struma, tumours in the neck regions, very severe pulmonary
emphysema and postoperative changes at the site of puncture.

ECG lead: Do not record ECG lead during defibrillation, cardioversion or HF surgery.

For Certofix® Protect sets:

Do not use this product for patients with a known hypersensitivity to polyhexanide or related
substances such as chlorohexidine.

Risks / Side effects

Haematoma/bleeding at the site of puncture, catheter infection and sepsis, pneumothorax,
haemothorax, infusion hydrothorax or chylothorax due to incorrect puncture and incorrect catheter
position, cardiac arrhythmias due to incorrect intracardiac placement of the catheter, atrial rupture,
endocarditis due to mechanical irritation, arterial or venous injuries due to incorrect punctures,
catheter-induced thrombosis and thrombophlebitis, damage to nerve structures (e. g damage to the
brachial plexus, damage to the phrenic nerve), air embolism, catheter embolism, cardiac tamponade,
vena cava lesions, mispositioning, CVC dislocation.

Warnin

- Re-use E:‘ single-use devices creates a potential risk of patient or user. It may lead to contamination and/or
impairment of functional capability. Contamination and/or limited functionality of the device may lead to
injury, illness or death of the patient.

- Do not subject the Certofix® catheter to pressures in excess the operating pressure of 1.2 bar or the
maximum pressure limit of 2 bar in case of emergency.

- Use strictly aseptic techniques.

- To avoid air embolism make puncture lege artis with the patient in head-down position.

- Use X-ray to check the position of the catheter tip. If in doubt about the position, inject contrast
medium or record intraatrial ECG lead.
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When recording an ECG lead, please nofe:

- Use only in rooms that are protected against electrostatic charge.

- Wear antistatic operating theatre shoes.

- Observe relevant safety regulations and national specifications and deviations.

- Use an ECG monitor with floating input (CF type) only.

- Earth the monitor for additional equipotential bonding.

- Ensure that all connections are securely fastened.

- Ensure that the guide has no contact to external conductive parts.

- Secure the catheter adequately.

- Daily strictly aseptic catheter care.

- Change contaminated or soaked dressings when required.

- Use different sites for blood sampling and administration of infusions or medication to reduce the
risk of infection.

- Rinse catheter thoroughly with physiological saline after transfusions or blood sampling.

- To prevent air embolisms, fasten the connection to the catheter securely and use only infusion sets
with Luer Locks.

- Do not withdraw guidewire against the needle bevel to reduce risk of damages or possible shear of
guidewire. If insertion is difficult, perform further actions in consideration of the given situation, with regards
to the clinical risks and benefits for patient.

- Alternatively, first remove the puncture needle and then insert the dilator in its place. This
considerably reduces the risk of damaging the guide wire by the dilator when the guide wire is pulled
back. If it is difficult to remove the guide wire from the catheter, remove both the guide wire and the
catheter.

- If the vein is known to be constricted, it can be of help to turn the guide wire in the needle or
remove the guide wire and insert the straight guide wire tip.

- Do not bring the PUR catheter into contact with acetone as acetone dissolves the material causing
the catheter to become porous and to leak.

- Cardiac arrhythmias may occur during an MR examination with an inserted catheter. There should
be no electrolyte solutions in the catheter during an MR examination.

Do not resterilise.

Use only if the packaging is intact.

For Certofix® Protect sets:

It is not allowed to use the central venous catheter Certofix® protect for other purposes as described
in chapter 4 “Indication”. Any application of this catheter in the central or peripheral nervous
system is not permitted.

Directions

If an ECG lead is to be used to check the position of the catheter and sinus rhythm can be
recorded, first connect the patient to a CF type monitor with approval to record intra-atrial
teads (see below) (type: CF) using a Certodyn® Universal Adapter (herein referred to —
«adapter Certodyn®») or a switchable ECG patient cable.

1. When making a puncture, always wear sterile clothing with facemask, cap and gloves. After
thoroughly cleaning and disinfecting the skin, (use alcohol or iodine based cleaning agents, e.g.
Braunol® or Softasept® N), cover puncture site with a sterile fenestrated drape. Then verify the
patency of the lumens by attaching the syringe directly to the Safsite valve and filling the proximal
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channel of the double-lumen catheter (or the medial and proximal channel of the triple-lumen
catheter) with physiological saline. The Safsite valve opens automatically.

2. Puncture the vein using the supplied Seldinger needle or valve needle (depending on the set used)
with the syringe attached for aspiration.

3. Guide wire in dispenser. Remove the protective cap from the dispenser. Then fit the dispenser with
the guide wire on to the plastic capillary of the Certofix®, the Seldinger needle or the side of the
valve needle (depending on the set used). Use your thumb to advance the guide wire into the vein.
Use the length markings to check the insertion depth.

4. When the guide wire is in the desired position, remove the dispenser and the cannula, retaining the

position of the guide wire.

5. Dilate the puncture track. This is done by holding the extracorporeal section of the guide wire and

advancing the short dilator — rotating it slightly — over the extracorporeal part of the guide wire and

into the puncture site. Then remove the dilator from the puncture track, retaining the position of the

guide wire.

6. Advance catheter over the extracorporeal part of the guide wire up to the puncture site. Then hold

the end of the guide wire and advance the catheter up to the desired position, turning it slightly.

7. The intravasal catheter length can be read from the permanent length markings.

8. To verify the position of the catheter tip by ECG, first position the tip of the catheter and the guide

wire at the same position (the first wide marking on the guide wire protrudes out of the catheter
connection). Now secure the clamp of the ECG connecting cable to the guide wire directly behind

the catheter connection. Insert the connector of connecting cable into the Certodyn® Universal

Adapter and switch over to the heart symbol (see separate instructions for connection of Certodyn®

Universal Adapter). Then advance the catheter with the guide wire towards the right atrium under

ECG control. If the ECG shows a higher than normal P wave, it can be assumed that the catheter tip

is in an intra- atrial position (intra-atrial ECG lead). If the catheter with the guide wire is pulled back,

the P wave returns to normal (— transition point). The correct catheter position in the superior vena

cava is reached when the catheter and the guide wire are pulled back a further 2-3 ¢cm. Then remove

' the ﬁide wire.

With a 15 cm catheter, the catheter tip usually does not reach the atrium. In this case advance
the guide wire under ECG control until a higher than normal P-wave appears. Thus, the
correct direction of the catheter is at least checked.

9. Secure the catheter to the skin using the integrated fixation wing. It can also be secured directly at
the puncture site with the moveable fixation wing. Clip can be used to secure the slit wing on the
catheter.

10. There are slide clamps on the extension lines. These are used to close the lumens when infusion
or transfusions are changed. If Safsite is connected to the catheter, it is not necessary to close the
catheter with the clamps as Safsite automatically closes the infusion line if disconnected. However,
ensure that Safsite is securely connected to the catheter.

Always use fixation wings to secure the catheter tubing as the catheter may otherwise be torn
apart and flushed into the vein.

Always keep unused channels of the catheter filled with saline solution. Fill the channel directly
after use with saline solution and replace solution frequently if necessary.

www bbraun.com
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When sampling blood through the proximal lumen, ensure that the other lumens are kept
closed to avoid incorrect laboratory results due to addition of infusions.

In order to obtain a safe combination, it is recommended to use compatible infusion devices, for
example: syringes, infusion lines, stopcock manifolds, needle-free connectors and etc., having a Luer
or Luer Lock connection type (ISO 80369-7).

Conditions and duration of use

The Certofix catheter is intended for short-term use (<30 days).

Monitor CVC Condition (e.g. for catheter related bloodstream infection, paravasation,
thrombophlebitis) and remove CVC in accordance to hospital guidelines.

Promptly remove any intravascular catheter that is no longer essential.

The product should only be used by physicians that have been adequately trained in this technique in
patient facilities.

Additional information

Eor Certofix® Protect sets:

The coating of the Certofix® Protect catheter is effective against the most frequently occurring
pathogens which can cause a catheter-associated infection:

» Staphylococcus aureus

» Staphylococcus epidermidis (coagulase-negative Staphylococcei)

» Methicillin-resistant Staphylococcus aureus (MRSA)

« Enterococcus faecalis

« Escherichia coli

» Pseudomonas aeruginosa

Technical characteristics of the medical device
The key characteristics of the main functional elements of the medical de-vice are indicated on the

marking of the individual packaging, namely:

Item Catheter Jntroducer Needle | Goldewire I Tissue Dilator

mmber | fectjower | Ouler | Lumen Nominal flow| owter | Effective] Max. | kength] Max. | Min. | Effect.
ve diameter, | diameter | diameter rate by lumen| diameter length, | outer om outer Inner length,
lgﬂn,l mm (French) | (pauge) {enl/min), mm mm diameter, diameter| diameter,| cm
om DMIM2/P, |(DYMIM2F, m mm mm

D/MIM2ZM3/P | D/M1/M2/M3/P

41677758 | =20 |=2.7 8 14/18/18/16 40/15/15/40 =13 ~0,89 =50 |=2% =10 =06

=70
41668528 | =20 |=~4,0 12 16/18/1818/12 | $528/28/28/185 =1,3 =70 20,89 =50 |=4,1 =10 =96

D - Distal, P — Proximal, M - Medial

Also, the name of the MI contains information about the key characteristics of the catheter, namely:

+ Reference to Seldinger technique.

« Quattro (four) and Quinto (five) indicate the number of catheter lumens.

+ This is followed by a letter indicating the type of introducer needle: S — Seldinger introducer
needle.

» The designation "Safety" indicates the presence of a Safe introduction Seldinger needle and a Safe
scalpel in the set.

This is followed by three figures: the first one indicates the outer diameter of the catheter, the next
two — catheter length in centimeters,
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International standards the medical device manufacturer applies

EN ISO 13485, ISO 14971, ISO 10555-1, ISO 10555-3, ISO 11070, ISO 9626, EN 1707 (ISO
80369-7), DIN 42802, ISO 10993-1, ISO 10993-3, ISO 10993-4, ISO 10993-5, ISO 10993-6, 1SO
10993-7, 1SO 10993-10, ISO 10993-11, 1SO 10993-18, ISO 10993-18, ISO 11135, EN 556-1, ISO
11607-1, EN I1SO 15223-1, EN 1041-2008

Operating conditions

Parameter Operating conditions

Temperature +15°C to +30°C

Relative air humidity up to 90%

Storage and transportation conditions

Parameter Transport conditions Storage conditions

Temperature -20°C to+15®C (2 days) +15°C to +25°C
+15°C to +25°C (several (duration of shelf life)
weeks)

+25°C to +40°C
(duration of two weeks)
Relative air humidity up to 90% up to 90%

Symbols used in the marking

Symbol Explanation
Use-by date

Date of manufacture

w1 Manufacturer
[For] Batch number
Fefl Catalog number

Do not re-use

isterileleol Sterilization by ethylene oxide

Da Consult instructions for use

A Caution

CE mark - the conformity mark of Directive 93/42/EEC and the identification
C€ 0123 number of the accredited certification body in the European Union
ce CE mark — mark of conformity to the requirements of Regulation (EU)
2017/745 on medical devices
«Keep away from sunlight»

«Keep dry»

«Upper limit of temperature»

www.bbraun.com
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Depending on the version of medical device additional characteristics and symbols may be printed
on the label /sticker/package/instruction of use:

The international code marking and record-keeping logistics units
Central pharmaceutical number of Germany

Do not use if the package is damaged
Apyrogenic

Medical device

B 2|2

Country of origin

Single sterile barrier system

[ Single sterile barrier system with protective outer package

Disposal

Disposal of the medical device "Certofix® set with accessories " after use is carried out in
accordance with the requirements for the treatment of medical waste, established by SanPiN
2.1.3684-21 for class B and/or other applicable legal acts of the Russian Federation.

Unused medical device and unused packages should be disposed of on the according to the
requirements of SanPiN 2.1.3684-21 as the waste is class A and/or other applicable legal acts of the
Russian Federation.

If you have any questions regarding the disposal of a medical device, you should contact the
authorized organization (importer) in the Russian Federation.

Manufacturer / Manufactured at:
B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

Authorized organization (importer) in the Russian Federation
LLC «B.Braun Medical», 191040, Saint Petersburg, Pushkinskaya str. 10, tel/fax (812) 320-40-04.

Date of issue: 01.2023
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Instruction for use

Additional information to the variant
Certofix® Safety Central Venous Catheter Set for Seldinger technique

@

Seldinger safety cannula

- The plastic housing with safety clip is seated directly beneath the cannula hub.

- Once the Seldinger wire/guide probe is in the required position, slide the safety mechanism using your
index finger whilst simultaneously retracting the cannula to skin level.

= The safety clip activates automatically once the tip of the cannula enters the hub, completely enclosing the
tip as soon as the cannula is completely retracted through the wire. Also remove the safety clip's
plastic housing through the wire.

Safety Scalpel
Extend the green sliding mechanism fully forward in the direction of the arrows until a click is heard.
The blade will be exposed and locked in the use position. Tactile sensation and audible sound

confirm locking,
After use retract the green sliding mechanism completely back until a positive click is heard and the
blade is locked in place. The safety scalpel is now ready for disposal.

Manufacturer
B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

Symbols used in the marking
Symbol | Explanation
‘ Manufacturer

A\ Caution

Date of issue: 01.2023
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NHCTPYKUMA NO NPUMEHEHWIO
Habop pgna kaTeTepmsauuMm LeHTpanbHbIX BeH Mo Metody CenbauHrepa «LiepTodukc®»
(Certofix®) ¢ npuHagNeXHOCTAMU, BapUaHTbl UCNONHEHNS:
Habop ans kateTepusaumm LeHTpasbHbIX BeH No Metofy CenbfuHrepa «LlepTodmke® Candtu
KBatTpo S» (Certofix® Safety Quattro S)

Habop ans KateTepusaumm LeHTpanbHbIX BeH no mMetody CenbguHrepa «LlepTodmke® Calidhtu
KeuHTO S» (Certofix® Safety Quinto S)

01 02

21
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Hasnavuenue
Ha6op ans katerepH3auMu LEHTPaNsHEIX BeH No Metoay Censannrepa.

O6nacth neﬁc'rnml H napnam HCIONHEHHS

Hap c xamepom qe'mpexmansnsm (h wrmxauanwuu, ANA KaTeTepu3aliMy BepxHei nojoi
BeHE 10 MeToAy CenbauHrepa. PEHTreHOHETPO3PAUHEIA KaTeTep M3 NOJMYPETAHA H MPOBOJHHK C
rubkuM  J-koHunkoM. Bxmouaer kalemp coemumutensHuii ana  BHytpunpeacepauoro 3KI-

anexTpoAa Ana peructpaumy BHyTpunpeacepmioii OKI' 4epes npoBOAHMK I8 CHHXPOHHONO
onpeacneHUs NOMONKEHHA KaTeTepa.

CocTas (BHA/NPOSOKHTENLHOCTE KOHTAKTa o FOCT 10993-1)

1. Urna Censnunrepa untpoassocepas (Al) wnm Y-Hrna untpoasioceptas (A2), B 38BHCHMOCTH
oT Habopa (KPATKOBPEMEHHBI KOHTAKT € KPOBBIO);

2. [Mpoeoauuk, ¢ pasmerkodl ANMHH, rHOKuM J-koHuWKOM (r = 3 MM)/MpAMEIM KOHYHUKOM
(KpaTKOBPEMEHHB KOHTAKT ¢ KPOBEIO), B AHcNeHcepe (B) (kpaTkoBpeMeHHRH KOHTAKT ¢ KOXei);
3. Cxanbnens (I) (KpaTkoBpeMeHHBIH KOHTAKT ¢ MAFKHMH TKaHAMH, KPOBbIO)

4. Munatarop (C) (kpaTkoBpemMeHHblif KORTAKT ¢ KPOBbIO);

5. Karerep YeTHpeXKaHANBHEIN HIIH NATHKAHANBHELA, U3 NONHYPETaHa ¢ MATKAM KOHUHKOM (UTHHY
cM. Ha ynaxoeke) (D) (AuTeasHEM KOHTAKT ¢ LMPKYJIHPYIOleH KPOBBIO, €CITH HE YKA3aHO HHOE):

- PasMeTKa JUIHHH Ha KareTepe AN KOHTPONIA €ro NOAOKCHHS;

- Konsexrop Jlioap Jlok ¢ useTHo# MapKHpPOBKOH KaXkAOro KaHala KaTeTepa;

- OUKCATOp HECHEMHEI B MecTe COGAMHEHHA KAHAJIOB KaTeTepa ANA €ro 3akpenneHua (He
KOHTaKTHpYeT);

- OcHoBa ¢$ukcaropa crémuoro (E), perymmpyeMad, Ana 3aKperuieHHA KaTeTepa y MECTa BBE/ICHHA ©
NOMOLIBIO THFATYPE! (ANHTENLHEIA KOHTAKT ¢ KOXKEH);

- 3axuM CABIKHOM MHGO 3KHMM Ha KaXIOM KaHajle KaTeTepa (KPaTKOBPEMCHHBIA KOHTAKT ¢
KOXKei),

6. Kabens coeaunutenshbnil ana eHytpHnpeacepaHoro IKI-anektpoaa (J) (aanee no Tekcery -
«9KT-kabens cOCAUHUTENbHNN?) (KPATKOBPEMECHHBIH KOHTAKT ¢ KOXKeEN);

7. Winpun «Omundnke» (Omnifix®), 5 mn (H) (aanee no Texcty — «mnpuuy) (KpaTkoBpeMeHHEIH
KOHTAKT C KPOBBIO);

www.bbraun.com

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



8. Knunca ¢uxcaropa cué€muoro (F) (e koHTakTHpYeT);
9. Kounexrop GesnironsHeiii «Cadcaiit» (Safsite) ana xaxaoro kanana xarerepa (fanee no TeKCTy
— «koHHeKTOp «Cadcalit) (AHTENRHRA KOHTAKT ¢ LMPKYAUpYtoie# KpOBLIO).

Hcenonesyembie MaTepHaIb
ABC, natyns, 3nokcuaHas cMona, [13BI1, uepauna, uzonpetopuiit kayyyk, [IOHII, nurunon, [1A,
[A6 okpawennmii, ITK, 13, II3BII, ITI1, IIC, 1Y, [IBX-6enuit, CBC, CUNNKOH, CHAHKOHOBOE
Maclio, HEPXKABCIOWIAA CTaNb.

Hns naGopos «lleproduic® Mporex (Certofix® Protect):
OCHOBHHM MaTEPHANIOM UEHTpanbHOro BeHO3HOro Karerepa B HaGopax Lleproduxc® IMporer

ABnsercA nonuyperaH. Bee kananw, Bxkmoyas xoHHekTop JIio3p JIOK M HApYXKHYIO NOBEPXHOCTD
KATeTepa, NOKPHTH MATHHHOLETIOYEYHHM TNOMMMEPOM Ha OCHOBe Metakpunata. Hanocummii
MOSIMMEP CBA3AH ¢ OCHOBHBIM MAaTEPHANIOM KaTeTepa. XMMHUYECKH M3MEHCHHBIe GOKOBLE rpynntl
noauMepa CBOGOAHO pacTlioNOXEHH Ha MOBEPXHOCTH KareTepa. B HX 4YHCIO BXOZAT TaKHe
ruapodunbHbie GOKOBRE TPYNNBI, KAK NOMHITHICHTIMKONS H AHTHCENTHYECKMHt MOMHMEpHHIA
6uryanna. ConocraBuMuiit noaumepHulil GUryaHna BXOAMT B COCTAB HEKOTOPHIX PacTBOpOB Al

OpOLLICHHA PaH.

IMoxa3aHUA K BPHMEHCHHRIO

Karerepuzauma BepxHell rnonodi Bensl mo Metoldy CenbauHrepa AN HENPOAOIKMTENbHOMH
(<30 aueit) vudy3nOHHOHK B NasMo3aMellAlOICH TEPATHH, NAPEHTEPAIBHOINO NHTAHUA, BBEACHHA
BSICOKOOCMOJIAPHRIX MIIH Pa3ApaXKaAIoOMX BEHbI PACTBOPOB, NOCTOAHHOTO WAM NEPHOAHYECKOro
MOHHTOPHHIA UCHTPAJLHOTO BEHOZHOrO JABNCHUA, B3NTHA Npo0 KPOBM; €CIW MYHKUMA
nepHpEpPHUCCKUX BEH HEBOIMOMKHA, MPH INOKE, TPABMAX KOHCUHOCTEH M ecan nepudepuyeckue
BEHbI HE ONPEACIIAIOTCA.

HpoTuBonoxaszanus

BocnaneHHe KOXKH B 30HE NYHKUHH; HAPYIICHWA CBEPTHBAHMA KPOBH, Hanp., MpH JNEYeHHH
AHTHKOATYNIAHTAMH; AHATOMHYECKHE aHOMANHY, HaNp., YBeTHYCHHBIH 306, onyXxoau weH, Taxenas
sMH3eMa NErkuX U pyOLOBbIE HIMCHCHHA B 30HE MYHKUKH.

3amncs IKT: He nposoauts npu aepubpunnsuns, xapauosepcHd KW BYU-xvupypran.

Ins naGopos «lleproduxc® Mporekt (Certofix® Protect):

He ucnonesylire y NALUMEHTOB ¢ H3BECTHOR CHNEPUYYBCTBHTENBHOCTHIO K MOJHICKCAHHAY H
aHANOraM, TaKMM KaK XJIOPreKCHIHH.

INo6omeie aciicrBas/PHCKN DpHEMeBeHRES

TeMaTOMa/KpOBOTEYEHHE B MECTC NYHKLMH, KaTeTepHas HHpEKHMS H CEfCcHC, IMTHEBMOTOPAKC,
reMoTopakc, MHGYIMOHHBIA THAPOTOPAKC ¥ XHMNOTOPAKC MPH HAPYIICHHH MPaBMN NMYHKUMH H
YCTAHOBKK KATETepa, CepACYHBIE APHTMHHU NPH OLIHOOYHOM BBEACHHW KaTeTepa B MONOCTH CepAuA,
PaspuB NpeACEpAda, SHAOKAPAWT NMPH MEXAHMYECKOM PasApAXCHHY, NOBPEKACHHE BEHH HJIM
apTepUM NPH HApYLICHWM TIPABA NYHXUMM, BHI3BAHHKIH KaTetepom TpomGo3 H TpomGodnelur,
NOBPeXKACHUE HEPBHBIX CTPYKTYP (HANp., MOBPEKAEHHE IICYEBOrO CINCTEHHA U AMadparMalbHOro
HEPERa), BO3AYIHAN IMOONMA, KaTeTepHas SMOOIHA, TAMIIOHANA CEPALLS, NOBPEX/ICHHSA MONOH BEHEI,
HENpaBUABHOE NonoKeHHe, cmeuienue [IBK.

Ipexynpexnennsn
- TMoBTOpHOE HCMO/B30BAHME ONHOPA30BHIX W3NENHH CO3AACT BOIMOXKHBIA PUCK AN NAUMEHTA H
nepcoHana. ITO0 MOXET NPHBECTH K 3apAKCHHIO WM HapyWeHHIo (yHKIMOHANBHEIX
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BO3MONKHOCTEH. 3apaxkeHHe H/WAYU orpaHHYeHWe JYHKUMH M3ZENHA MOXKET NMPUBECTH K TPaBMe,
GONC3IHH MIN CMEPTH NALHEHTA.

- He noaeepraiire xaretep Bo3neicTBHIO AaBacHMA Bhille paGovero yposus 1.2 Gap, npeaenstioe
AarsieHne 2 6ap JONMYCTHMO TONIBKO B SKCTPEHHOM CHTYalMH.

- Ctporo codmoaaitre METORH aceNTHKH.

- Bo uabexanne Bo3aymHo#i 5MGONMHE BHINONHANRTE MYHKUMIO MO BCeM MPABMNIAM B TONOKEHHH
6oabHOro nexa ronoBo#i BHU3.

- Hcnonar3yliTe peHTreH M1t KOHTPONA MO3ZHLMM KOHYMKA KateTepa. JIpy COMHEHHHM B MO3HLMH,
BBEMTE KOHTPACTHOE REMIECTBO WIH BHIIONHHTE 3a8NUch BHyTpHnpeaceparoro DK™ oTseaexus.
pu 3anncu IKT cobmopaiite cnexyommue npasuaa:

- HenosmsyiiTe TOMBKO B NOMELIEHHAX © IEKTPOCTATHYECKOH! 3ammTo,

- HocHTe RHTHCTaTHYECKYIO XHPYPIHYECKYIO 00yBb.

- Cobmogalite npHMeHHMEIEC NpaBuna 6e30MacHOCTH, FOCYIaPCTBEHHLIE TEXHHYECKUE YCIOBHA U
0COBEHHOCTH.

- Henonsayitre Tonbko SKI-MoHUTOp ¢ HezasemaeHHRIM sxonoM (Tun CF).

- 3a3eMJIHTE MOHHTOP AN AONOAHUTENBHOTO YPABHHBAHHA TOTEHLIHANOB.

- Y0enuTech B HAACKHOCTH BCEX COSAMHCHUIA,

- YGeauTech B OTCYTCTBHH KOHTAKTa IPOBOAHHKA C BHELIHHMH TOKOMPOBOMALIMMH YacTAMH.

- HagexHo ¢ukcupyifre xarerep.

- ExeaneBHo BRNOAHANTE acenTuieckuii yXo 3a KaTeTepoM.

- BoBpema MEeHAUTE 3arpA3HEHHBIC WIH TPOMOKIIHE MOBA3KH,

- Henonkaylite pasHple AOCTYNH ANA B3ATHA KPOBH M BBEJICHHS PacTBOPOB H JIEKApCTBEHHBIX
CPEACTB JUIA CHIDKCHHUA PHCKA HHPEKLHH.

- Tlocne nepenuBaHWA KPOBH HWIM B3ATHA nNpo0 KPOBH TINATENBHO IPOMOliTE Karerep
tuspacTBopoM.

- Bo usbexanue BO3MyWIHOH >MOONMM 33TAHHTE COCAMHCHHA KaTeTepa W BHIGHpaiTe TONBKO
uH}y3uoHHE cucTeMul Jlioap Jlok.

- He ussnexaiite npoBoAHHK uepe3 MOy, YTOOM CHH3UTH PUCK MOBPEAMTH M cpe3aTh ero. Ecau
MPOABHKCHHE 3ATPYAHCHO, BHIMONMHANWTE AancHeHlIMe ACHCTBHA ¢ YuYeTOM TEKymeH cUTyalluy,
BO3MOXHBIX KIIMHHMYECKMX PHCKOB H B UHTepecax MaLUeHTa.

- BMecto 371010, CHAYaNa YAANHTE HITY HHTPOABIOCEPHY!O, 3aTeM BBEAMTE BMECTO Hee AMIATATOP.
Puck noBpexacHHS MPOBOAHWKA NPH €10 H3BJICYCHHH YePe3 AWIATATOP 3HAYUTENsHO Hioke. Ecnn
H3BJCYCHHE IPOBOAHHKA U3 KATETEPa 3aTPYAHCHO, YAATHTE MPOBOAHHK BMECTE C KATETEPOM.

- Ecnu u3BecTHO O CyXeHHH BeHR, MOXHO NORpoGOoBaTh BPAATH MPOBOAHMK B Wl I M3BACYD
NPOBOAHMK, NEPEBEPHYTE €10 M BBECTH NPAMBIM KOHYUKOM B HITY.

- Haberaiite koHTaKTa KareTepa W3 MONMypeTaHa C ALETOHOM: AUETOH PacTBOPACT MaTepHan,
KaTETEP MOXET CTATH HOPUCTHIM M TIPOTEKATD.

- Tlpu MPT HceneoBaHHK © YCTAHOBNCHHHM KaTeTepOM BO3MOXKHB CepactHbe apuTMHK. Ilpy
MPT uccnesoBaHHM B KATETEpPE HE XOMKHO OHITH MEKTPONUTHOrO PacTBopa.

He noanexur nopTropHOi crepHIMIaLHH,

He ucnonesosars npn nonpexnennn ynaxomm .

Lrotect)
He acnomyﬁn uempam.nun neﬂoauuﬁ lca're'rep B Haﬁopax Lleproduxc® TNporext ans ueneH, ne
yKasaHHuIX B TyHKTe 4 «ITokasanua k npumeHerHio». [IpuMeHeHHe 3TOro KaTeTepa B LEHTPaNTbHOMN
unu neprepuyeckoii HepBHOH cHCTEME 3aMpeLIeHo.
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Cnocob npamesneans

B O B P B I R IR |

IIpn sutbope IKT anm KORTPOAS NOZHUHH KATETEPA H HANHYHH CHHYCOBOTO PRTMA, CHAYANR
NOAKJIIOUNTE NanHeHTa k MoHHTOpY TENA CF, npurognoro A1a 3anicH BHYTPHIPEACEPAHOTo
orBegeHun (cm. nioke) (Tem: CF) mcmonnays apantep ynusepcaavuni# ana IKI-xontpoas
KaTeTepu3aunn HenTpansubix Ben «Ileproammu» (Certodyn® Universal Adapter) (aanee no
Texery — agantep «lleproana») aan uepeximnodaemblii IKI™ xabean nanmenTa.

1. BeinoausaliTe NyHKUMIO B CTEPHIBHON OZEXAe, MacKe, Ianoyke H nepyarkax. TuiaTensHo
obpatoTalite KoKy (HCnoNB3yitTe CAUPTOBHIE WK HOAHBIE YHCTAUIHE CPEACTBA, Hanp. bpayHon uau
Codrracent H) u Hakpolire 30Hy MyHKUMH CTepUIbHOH NpocTHHEH ¢ oTBepcTHeM. IlpoBephre
NPOXOAKMOCTH KAHAJIOB, COSAWHHB MIMpKL, ¢ KOHHEKTOPOM «CadcafiTs ¥ 3aN0NHUB NPOKCHMANbHHA
KAEHAII JBYXKAHANBHOrO WiH (MEAHANBHEHA ¥ NPOKCHMAMLHHI KaHANH TPEXKAHANBHONO) KATETEpa
¢$u3spacteopom. Knanan kosnexropa «CagdealiT OTKPHBACTCA ABTOMATHYECKH.

2. Iyuxrupyiite BeHy npunoxeHHoH wurnol CenapauHrepa MuTpoablocepHoil unu  Y-Urno#
uHTpoAsiocepHol (3aBHCHT OT Habopa), CoeANHENHO! CO MMPHLEM JUIA aCNIHPALIHH.

3. Ipoeoamuuk 8 aucnencepe. CHUMUTE KOMNA4YOK 3aMMTHEA AucneHcepa. Beraesre AucrnieHcep ©
nposoaHHkoM B uray CenbaMHrepa HHTPOAbIOCEPHYIO HMH B OoxoBoli moprt Y-uran
HHTpOABIOCEpHOH (3aBUCHT oT HaGopa). BonbmuM nanbiem AsHraiTe NpoBOARKK B BeHy. Jns
KOHTPOJA ITyOHHEI BBCICHHA HCNOB3YHTE pa3MeTKy J/IHHEL.

4, Tocne ycTaHOBKHM NPOBOAHMKA B 3aJaHHOC NOJOKEHHE YAAIHTE AUCNICHCEP M MMy, HE MCHAR
MONOKEHHE NMPOBOIHKKA,

5. PaciunpbTe MyHKUHOHHEHR XOA. JINS 3TOr0, yACPKKBAA HAPYKHYIO YacTh NPOBOJAHHKA, ABHraiTe
KOPOTKHif AMNaTATOp, ClerKa Bpalfiad €ro, No Hapy»HOH YacTH NMPOBOAHMKA B MECTO MyHKIHH.
3aTeM yzanure AWNATATOP H3 MyHKUHOHHOIO X0/a, HE MEHAA NONOXKEHHE IPOBOAHWUKA,

6. Jlpuraitre KaTeTep NO HAPYXKHOM YACTY MPOBOAHHMKA K MECTY IMyHKUHH. 3aTeM, YAEpKHBaA KOHELl
NPOBOAHNKA, BBEIWTE KaTeTep Ha HeOOX0AHMYIO ANHKY, CAETKa BKPYYHBad ero.

7. inuty BHYTPHCOCYAMCTON YACTH KATETEpa MOXHO ONPEACAUTS N0 HECTHPaeMoi pa3MeTke.

8. Iins onpeaeneHus nonoxeHHs KOHYHKa Karerepa ¢ nmomounsio IKI™ COBMECTHTE KOHLIE KaTeTepa
# MpoBOAHMKA (M3 KoHHeKkTOpa Jhoap JIok xaTeTepa AO/DKHA TIOKA3ATLCA TICPBAs IWPOKAX METKA Ha
nposogHuke). 3akpenure 3axum JKI-kabens coeAMHUTENBHOrO HA NMPOBOAHMKE Y €r0 BHIXOAA H3
xarerepa. Beraebre kosHekTop K -kabens coeAHHHTENBHOTO B pasbeM azanTepa «Lleproaum» u
CABHHBTE MEPEKIOYATENb K CHMBONY cepAua (CM. OTAENBHYI0 MHCTPYKUHIO MO NPHMEHCHHIO
ananrtepa «Lleproaun»). 3aTeM npoasHraiiTe KaTeTep ¢ NPOBOAHMKOM K MPaBOMY RPEACEPAUIO NOA
xouTponeM KT, Tloasem 3ySua P va KT Beimie HOPME! YKa3HBACT Ha TO, YTO KOHYHK KaTeTepa
ocTHr nipeacepans (RuytpunpeacepaHoe IKI™ orseaenne). Ecnn kaTeTep ¢ NpOBOAHUKOM OTTAHY T
Hazad, To 3yGeu P HopManudyercs (— Touka mepexofa). A AOCTHXEHUS NPAaBHABHOTO
PACNONOKEHHUS KaTeTepa B BEpXHeH Moo BEHE MOATAHKTE KaTeTep C MPOBOAHUKOM emie Ha 2-3 cM.

3aTeM inanm‘e MPOBOAHHK.

Npa anare xateTepa 15 cM woHuUMK KaTeTepa o6bIwHO He AOCTHIraeT mpeacepans. B aTom
cayyae Apuralite nposoaunx Buepen nod kontpodem KT o nmoavema 3y6uma P. 3o
NOATBEPANT NPABHALHOE HANPABJICHRE BRECHHA KATETepA.

9. 3akpenuTe KaTeTep Ha Koxe ¢ momomisio (ukcaropa HecnMmHoro. Katerep Takxke MoxHO
3AKPEMUTL Y MECTa MYHKLMH ¢ NOMOIMBIO hukcaTopa chémuOro. Jing ero KpenaeHHa Ha xaretepe
HCNONL3YATE MPHIAraeMYIO KIUACY.

10. Ha nuHMAX YANMHHTEABHLIX HMEIOTCA 3KMMBL. MX HCNONB3YI0T ANS NEPeKpLITHsS KAHATIOB NPH
cmene uNdysuu wiu Tpanchysmm. Ecnu k katerepy noncoeauneH konHexrop «Ca > TO
NEPEKPHIBATL KATETEP HE HYXKHO, TaK KaK NP OTCOSAHHCHHH HHQY3HOHHOH NHMHHM KOHHEKTOP

www.bbraun.com
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«CadcaliT» 3aKpoeTcd ABTOMATHYECKH, YOeAWTeCh B HARCHKHOM COCAMHCHHH KOHHEKTOpR

«Cﬁcaﬁ‘r» C KATETEPOM.

Ann Kpen/leHHA KATeTepa BCErjAa HCmoab3ylite mpHaaraeMblii ¢puxcaTop, HRawe BOIMONKEH

ﬁiub RATETEPA M €ro NoNagaHHE B BCHY.

Hencnonbsyemble KaBaasd KaTevepa caeayer npoMbith §nspacreopom. Ilpomoiite kauan
WM Cpa3y nocie HCNONL30BAHKS, IOBTOPANTE NPOMBIBKY NPH HEOGXOAHMOCTH.

Hpr BIgTHH KPOBH H3 MPOKCHMAALHOIO KAHANA APYrHe KAHAMBI CAeAYeT HNepeKphITh BO
n3bexanne oEGKH B AHANHIAX H3-3a OBaZanus B npoby xposn HHGY3ATA,

C uensio nonyucHua OczonacHol xoMOMHaUMKM PEKOMEHAYETCA WCAONB3OBATE COBMECTHMBIC
HHQY3HOHHBIE  YCTpO#icTBA, HaNpUMEp: WNPHUB, MHQYIHOMHHE MarHCTPanH, KPaHWKH
MHOTOXOA0BHE, Ge3roNbLHEE KOHREKTOPH H Ap., AMeioLtne THI coennnerna Jlioap wmn Jhosp Jlok
(ISO 80369-7).

YcnoBas H NPOSOIKHTILHOCTD NPHMCHEHAR

KareTep npeaHasHaueH VA KPATKOBPEMEHHOTO HCNoNb3opanua (<30 axei).

Cneanre 3a cocrossneM LIBK (Hanp., npusHaky KaTeTep-accoLMUpoBAHHOM HHGEKLMK KPOBOTOKS,
napasasauuy, TpomGodnebura) u yaanure LIBK cormacHo GompHiaHOMY IpOTOKONTY.

JhoGolt HeHCTIONL3YeMBIH BHYTPHCOCYAMCTHIH KaTeTep ClieayeT HEMEUICHHO YAAIUTE.

JlaHHas MPOAYKUMA NpEAHAIHAUEHA ANA MCHONB3OBAHAA TOMLKO BPauYaMH, HAANCKANHM 06pasoM
06YMEHHBMW COOTBETCTRYIOMIEH METOZMKE B YCIOBHAX NeUcOHO-NPOGHAKTHYECKAX yupekACHHI.

JonoanaTennnas unpopManus
« ukc® xy» (Certofix® Protect):
TlNokperrue KaTerepa B Habopax Lieproduxc® [potext 3¢pdexTnBHO 3ammmact or HanGonee 4acTo
BCTPEUAIONIMXCA NATONEHOB, BH3NBAIOMMX KATETEP-ACCOUMHPOBAHHEIE HHPEKLIMK:
¢ 3onoTucTH# cTadunokoxx
* DnuaepMansHBli cTahUIOKOKK (KOaryNa3oHeraTHBHBIH CTA(HUAOKOKK)
» MeTHUMANHHPeauCTEHTHEIN 30n0THCTHH cTadunokoxk (MP3C)
* PexanbHEIK PHTEPOKOKK
* Kumeynas nanouxa
+ CuHerxoifHas nanovxa

TexuugecKkie XapAKTEPHCTHRH MEIHIHHCKOTO HA1E/IHS
KmoueBwe XapakTEpHCTHKU OCHOBHHIX (YHKLUHOHANLHEIX 3NEMEHTOB MCAWUWHCKONO M3NCTHMA
YK83aHH Ha MADKUPOBKE MHAHBHAYANbHOI YNAKOBKH, 8 HMEHHO: _

Ker. 28 | Karerep Hraa Ipononesx Amaaravop
Cemnuureps
]
Sbderry Hapymeml] Hapyacami{ KannGpo- Homns. Hapyxcwii | Dpex {Maxcum. Maxcar. | Mmn.  |3dd. anung
Blan apaserp | auametp |mousmll pasmep | cxopocTe anameTp T Hapyaaeiit] (M) |sapymusi | aRyTpeH. |arnaTaTopa
AMBA | xaverepa | xaTerepa |xamana nOTOKR no|{»a) ATHHS | AHAMETD auametp | amascerp |(cM)
xarerepal (Mx)} (Dpeny)  |xareTepa KRRanaM VI () (Mm) ()
(cm) (Teixx) (Mit/sun),
D/MI/M2/P, D/IMIM/P,
DMIM2MIP | DIMIMIMY/P —
41677758 |20 =27 8 14/18/18/16 40/15/15/40 =1,3 =70 =0,8% =50 [=29 =1,0 =9.6
41668528 =20 =40 12 16/18/18/18112 |55/28/2828/185 |~1.3 =70 =0),8% =50 |=4,1 =1.0 9.6
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Taxke B HauMeHoBaHUH MU colepXHTCa HHPOPMaALMA O KIIIOYEBBIX XapaKTEPHCTHKAX KATETEpR, &
HMEHHO:
e Yxa3zaHHe Ha «MeTOA KaTeTepH3almH no Censannrepy».
o Kaatrpo (yeTnipe) 1 KBHHTO (NATH) YKA3EIBAIOT HA KOJIHYECTBO KAHANOB KATETepa.
¢ Jlanee cneayer OyKkma, yxa3nBalowas Ha THN MIAH WHTpoAklocepuoit: S — Hrna
Cenbausrepa HHTPOABIOCEPHAS.
e OGo3nauenue «Safety» ykaszmpaer Ha HanWuMe B cocrane HaGopa Besomacuolf mHTpoALiOCepHOH
urasi Cenbaunrepa 1 be3onacHoro CKanbens

Janee cneayloT TpH UH(GpPLI: Nepsas yKA3biBAeT Ha HapYKHBIH JHAMETp KareTepa Bo PpeHvax, ABe
CNICAYIOIME Ha J/IWHY KATETEpa B CAHTHMETpaXx.

Iepeuens NpHMeHSEMBIX NPOUIBOARTEIEM CTARAAPTOB

EN ISO 13485, ISO 14971, ISO 10555-1, ISO 10555-3, ISO 11070, ISO 9626, EN 1707 (ISO
80369-7), DIN 42802, 1SO 10993-1, ISO 10993-3, ISO 10993-4, 1SO 10993-5, ISO 10993-6, 1SO
10993-7, 1SO 10993-10, ISO 10993-11, ISO 10993-18, 1SO 10993-18, ISO 11135, EN 556-1, 1SO
11607-1, EN 1SO 15223-1, EN 1041-2008

Yca0BHSA IXCIIYATALHH

Hoxazarens YcaoBus IKCIAYATALHA
Temneparypa +15°C no +30°C
OTHOCHTENBHAA BAAKHOCTE Bo3ayxa | Ao 90%

Yc108HA TPAHRCAOPTHPOBKH H XpAHEHHS

Ycnosas
IokazaTens N —— YC0BHS XpaHeHNS
Temnepatypa ot -20°C po +15°C (2 aus) | ot +15°C no +25°C
oT +15°C no +25°C (8  Teuenme  cpoka
(HECKOJIBKO HEACN) TOAHOCTH)
or +25°C go +40°C
(8 TeueHHE ABYX HEAENb)
OTHOCHTENLHAA BIBKHOCT Bo3ayxa | no 90% Jio 90%

CHMBOJIBI, HCNIOVIB3YEMbIe IPH MAPKKPOBKE
Cu Pacuiugponka
HUcnoavs3osathk 10

JiaTa U3roTOBJICHUA

Hsrorosurens
Homep cepuun

Homep no karanory

® |E Bk 3. paE

3anpeT Ha NOBTOPHOC NPUMEHEHUE

Crepunuzaupsa OKCHAOM 3THICHA

www.bbraun.com
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I I l O6paTUTECh K MHCTPYKLMM MO NPUMEHEHUIO

A OcTopoxHo! O6paTUTECh K MHCTPYKLUMK NO MPUMEHEHNIO

CE mapkKa - 3HaK cooTBeTCTBMS TpeboBaHMAM Anpektusbl 93/42/EEC n
C€ 0123: WAEHTU(PUKALMOHHbLIA HOMEP aKKpeAWTOBaHHOIO OpraHa no cepTudukalmm
EBponeiickoro cotosa

Ce CE mapkKa - 3HaK cooTBeTCTBMS TpeboBaHuaM PernameHta (EC) 2017/745 o
MEAMLMUHCKNX N3aenmnsax

He gonyckaTb BO3AeNCTBMS CONHEYHOrO CBeTa

Bepeub 0T Bnaru

BepxHas rpaHuMLa TemnepaTypHOro pexumMa

B 3aBUCMMOCTM oT BapuaHTa NCMONHEHNS MeANLMHCKOro n3aenus Ha
3TUKETKE/CTUKepe/yNakoBKe/MHCTPYKUMM MO MPUMEHEHWD  MOTyT  OblTb  HaHEeCeHsbl

6TIN: MeXayHapoaHbI KOA4 MapKUPOBKU U yUYETa NOTUCTUYECKUX eANHNL,
PZN LleHTpanbHbIi thapMaLleBTUYecKnin Homep 'epmaHum
(§) He ncnonb3oBatb Npu NOBPeXAeHUN YNaKOBKU
)K AnNuporeHHo
VD] MeguumnHcKoe nsgenue
CTtpaHa npoun3soacTBa
OpvHapHas cTepunbHas bapbepHas cuctema
OfunHapHas cTepuibHas 6apbepHas CMCTeMa C 3aLLMTHOW HapyXXHOM YNakoBKO
YTunnsaums

YTnnmsaymsa meguunHCKoro usgenvs «Habop ana katetepusauumy UeH-TpasibHbIX BEH MO MeToay
CenbamHrepa «Leptopmkc®» (Certofix®) ¢ npuHagNeXXHOCTAMU»  MOCAe  UCMNONb30BaHUA
OCYLLeCTBNSAETCS B COOTBETCTBMM C TpebOBaHMAMU K O6palleHMI0 C MeAULMHCKAMU OTXO4amMu,
ycTaHoBNeHHbIMU CaHlMunH 2.1.3684-21 no knaccy b w/unn nHbIMKU LENCTBYOWMMU HOPMATUBHO-
npaBoOBbIMW akTaMu Poccuiickoii deaepayun.

Hencnonb3oBaHHOe MeAULMHCKOE W3AeNne, HeWcrnonb3oBaHHble YMaKOBKW, [AO/MKHbI  OblTb
YTUAN3NPOBaHbl B COOTBETCTBUM C MNOPSAKOM  YTUAM3aUUKM  TBepAbIX ObITOBbIX OTX0[0B,
YCTaHOB/MEHHbIM 3aKOHOAATeNbCTBOM Poccuiickoin depepaumm no knaccy A CadlunH 2.1.3684-21
N/MAN NHBIMKN BEACTBYIOW MMM HOPMATMBHO-NPaBOBLIMM akTaMn Poccuiickoi ®defepaun.

Mpy BO3HWKHOBEHUW BOMPOCOB, KacCaKLWMXCA YTUIM3aUUW MeAULMHCKOro W3fenvs, crneayet
obpalaTbCs K yNnosIHOMOYEHHOW opraHu3auuy (umnopTep) B PO.

MponssoauTens/MNponsseneHo
b. bpayH Menb3yHreH AI, Kapn-bpayH-LUTp. 1, 34212 Menb3yHreH, epmadusa. B. Braun
Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

WWW.bbraun.com
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Ynonaomouennas opranu3anus (amooprep) 8 PO
000 «b.Bpayn Meaukan», 191040, r. Canxt-TlerepSypr, yn. ITymkunckan, 1. 10, Ten/daxc: (812)
320-40-04.

HJata Boinycka wngopmannn: 01.2023
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HHCTpYKUHR 10 NPHMEHEHHIO

JononanTensnas HAGOPMALHA K BAPHARTY HCNOJSHEHHS
«HaGop a8 KATETEPHIAUNK HERTPATLHLIX BeH no meToxy Ceanannrepa «Ileprogpnrc®
Coiigrran» (Certofix® Safety)»

@

BesonacHas uHTpoaAblocepHas Araa Cenpannrepa

MaacTuxoBMI KOpryc Mexanusma Ge30NacHOCTH ¢ KIMICOH PAcONOXKeH HENnOCPeACTBCHHO NoA
NABHIBLOHOM MTIIB.

Mocne ycTaHOBKM MpOBOAHMKA B TpeSyeMoe MOAONKEHHE NMPOBERHTS 3ALUIMTHHIH MEXAHU3M BHM3
YKa3aTeABHBIM NAABLEM, OAHOBPEMEHHO NPOABHTAS HITTY B KOXY.

Knunca mexaHusma Ge30nacHOCTH aKTHBHDYCTCA aBTOMATHYECKH, KOTAR KOHYHK HLIbl BXOJMT B
NasUITLOH, Y MONHOCTHIO 3AKPLIBAETCA, KOTAA UTA MOJHOCTHIO MPOXOAHUT Yepe3 nposonuuk. Takke
M3BJICKHTE Yepe3 MPOBOAHKMK NIACTHKOBKIA KOPITyc MeXaHH3IMa 6e30nacHOCTH.

Bezonacabiii ckabnenn

[TonHOCTHIO NPOABMHBTE 3ENCHBIH CKOAL3ALIMA MEXAHHIM N0 HANPABNCHHIO CTPENOK A0 HICTYKA.
Jleasue Buifiaer HapyXXy u 3apmkcupyerci B TpeOyeMoM MonoxeHnH. ®uxcaums ne3sus
NOATBEPXKAASTCA TAKTHALHLIMH OLIYIIEHHAMH H 3BYKOM 1ie/1tKa,

INocne YCMONLIOBAHWS OTBEAMTE 3eNEHBIH CKOAB3AMUA MexaHMsm ofpaTHO HO KOHUA: YeTKuH
LIENYOK YKA3BIBAET HA TO, YTO Ne3BUE BCTANO Ha MecTo, Temeps OesonacHuli ckansnens roTos kK

YTHIH3ALHA,

Hpou3soaurean
B. Bpayn Menssynren AT, Kapa-Bpayw-lLitp. 1, 34212 Mensaynren, Iepmanusa. B. Braun
Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

Cumsoan
Cameon Pacuindposxa
‘ HsroroBHTENb

/i\ OcropoxHo! OGpaTHTECh K HHCTPYKUHH [10 IPHMEHEHHIO

Jata painycka uudopmanun: 07.2022
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Nr. 377/2023 des Urkundenverzeichnisses

Die vcrstehenden, dem Firmendruck ,B. Braun Melsungen AG*
beigefigten, vor mir vollzogenen Namensunterschriften
1. der Frau Vera Pekarsk,

2. der ¥rau Sandra Staufenberg,
beids geschdftsansassig Carl-Braun-Strafe 1,
D~3t.12 Melsungen,
and mir von Person hacannt, beglaubige ich hiermit.
Der Notar fragte nach einer Vorbefassung im Sinne von

§ 2 Abs. 1 Nr. 7 BeurkG. Sie wurde von den Erschienenen
verneint.

lelsungen, 07, Mars 2023

b
AN
\\\\
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B BRAUN

MepeBOA C aHINACKOIO N HEMELKOTO S3bIKOB
«b. bpayH Menb3yHreH Al »
(B. Braun Melsungen AG)
IMoppasfeneHne «Xocnutan Kaa»
(Division Hospital Care)

34209 Menb3yHreH

_ KOHTaKTHOe 1uo: Bepa Mekapek (Vera Pekarek)
B: Ten.: +4915117667398
GEANEPAJIBHYHO CNYXXBY MO PaKe:

HANSOPY B COEPE 3. noyTa; vera.pekarek@bbraun.com
3APABOOXPAHEHN Beb-caifT: http://www.bbraun.com
(POC3APABHA/IOP) [Hara: 07 mapta 2023 roga

[leknapaunoHHoe NMCbMO K MHCTPYKLUUN N0 NPUMEHEHWI0

YBaxaemble rocrnogal
Hactoalwmm nncbMoM Mmbl,

«b. bpayH Menb3yHreH Al »

(@B, Braun Melsungen AG)

Kapn-bpayH-llTpacce 1

34212 Menb3yHreH,

MepmaHna (Carl-Braun-Str. 1, 34212 Melsungen Germany)

B cooTBeTcTBMM C [upektuoii EBponeiickoro Coseta EC 93/42/EEC B KauecTBe
OTBETCTBEHHOr0/3aKOHHOI0 NPOM3BOAUTENA MEAULMHCKOTO U3genuns

Habop pana kareTepusaumm LUeHTpasbHbIX BeH N0 MeTody CenbavHrepa
«ULepTohmKkc®» (Certofix®) c npuHaaIexHoCTAMU

3asB/ifeM O TOM, YTO HaMW ObIIN MPUHATBI BO BHUMaHWe 3aMeyvyaHus, NpuBeAEHHbIe B NMUCbMe
Ne 10-145/23, koTopoe 6blnO0 HanpaBneHo PocsapaBHagsopom 09 sHBaps 2023 roga. Mbl
cornacHbl € 3aMeyaHusMM, YyKasaHHbIMW PocC3apaBHaj30pOM, W HanpaBfiseM BaM Ha
paccMOTpeHne cneayrLwmnin 06HOBNEHHbIV JOKYMEHT:

Bepcusa MHCTPYKUUM MO NPUMEHEHUIO, MpefHa3HaYeHHaa 4NA UCMOMb30BAHUA Ha TeppuTOopuUM
Pd ot aHBapsa 2023 roga (Ha aHrIMACKOM UM PYCCKOM $3blKax), ANS MeAMLUWHCKOro M3genus
Habop 419 KaTteTepu3aumm LeHTpasibHbIX BeH no metony CenbavHrepa «LepTopukc®»
(Certofix®) c NpUHaJIeXHOCTAMN ,, BApUaHTbl UCMOJTHEHUSA:

- Habop pansa kateTepu3auumn LeHTpanbHbiX BeH no Mmetoay CenbaunHrepa «LiepTomkc®
Coaliptn KBmHTO S 1220» (Certofix® Safety Quinto S 1220) 10 Hab./yn. ¢ MHCTPYKLWeR no
npuMeHeHuio (1 wr.) kat. Ne41668528;

npeacegartens McnonuuTenbHbI COBET; Oduc komnaHumn: Menb3yHrex Appec:

HabnwgaTenbHOro coseTa: Mapkyc WTpoTmaHH Cyp peructpauun: MecTHblil cyg «b. bpayH Menb3yHren Al»

[O-p AHHeTT Bennep (Npepcepatens) ®putunapa (B. Braun Melsungen AG)
Mpus.fou. A-p WredaH HRB 11 000 Kapn-bpayH-lWTpacce 1
PynnepT (3amectutens unexHa WEEE-Per. Ne DE 42690900 34212 Menb3yHreH

coBeTa) Fepmanus
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B/ BRAUN

Crpannna 2 K miucsMy oT 07 mapra 2023 roza

- Habop mns KareTepusauWd HEHTPATHHHX BeH mo Meroxy Cemsamurepa «lieproduxc®
Caitdyrun Kparrpo S 820» (Certofix® Safety Quattro S 820) 10 Ha6./yn. ¢ uHCTpyKuHel 1O
npumMenennio (1 mrt.) kat. Ne 41677758.

B NENIX BHECCHHS H3MEHEHMH B JOKYMEHTHl PCTHCTPAllHOHHOIO JOCHKe B CBA3H €
COBEPIICHCTBOBAHNEM CBOMCTB M XBDAKTCPHCTHK NPA HEH3MEHHOCTH (YHKIHOHANBHOIO
RelfcTBUA, HA3HAYCHMS M IPHHIMNG ACHCTBHS MCAHIMHCKOrO H3ZEAHA H NPECACTABICHHA
BHILICYKA3aRHOTO JOKyMenTa B PenepanbHyio ciyxkOy mo mamsopy B chepe 3ApaBOOXpaHEHHS
(Pocanpanuansop).

B cnydae kakux-muGo pacxOmOCHHE MEXAY AHIMHMCKON M PYyCCKOH BEpCHAIMH HACTONINETrO
JOKYMEHTa, TPEHMYIIECTBEHHYIO CHITy HMEET aHIIHHCKaA BEPCHS,

Or 112 KOMMTAHKH

«b. Bpayn Meneaynren AI'» (B. Braun Melsungen AG)

YTIOTHOMOYEHHOE JTHIIO VnoIHOMOYEHHOE THILIO

<noonucano> <nodnucano>

Bepa [Texapex (Vera Pekarek) 3anapa llItaydenGepr (Sandra Staufenberg)
Meuenxep OTACNA HOPMATABHO-IPABOBOF0  AZIMHHHCTPATOP OTACNA HOPMATHBHO-NPABOBOIO
PETYJHPOBARUS IenTpa paipaloTkH  PETYNHPOBARES Leurpa paspaboTicn

BHYTPHMNPOHIROACTEEHHBIX CTRHAAPTOB, oTAEN
Kynuposauns Gonemoro cunapoMa H PpaIpaGoTen
UEHTPAJNBRALIX BEHOIHMX KATETEPOB
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BHYTPHNPOH3IBOACTBEHNNIX  CTAHASPTOB, OTAEN
KynupoBanus 0oneBoro cunapoMa H paspaborkn
USHTPANLHBLIX BEHOIHBIX KATETEPOB



B OTHOWeHun 3anucu nogNe 377/2023 B peecTpe 4OKYMEHTOB
HacTtoawmm g noATBepXKhatd BEPHOCTb BblleyKa3aHHOW WMHGopMauum, MOAAMHHOCTb MevaTu
KoMnaHun «b. bpayH Menb3yHreH Alr» (B. Braun Melsungen AG) ¥ NnocTaBNeHHbIX B MOEM
NPUCYTCTBMU NOANUCEN
1. r-xu Bepsbl Mekapek (Vera Pekarek),
2. r-Xun 3aHgpsl LTaydeHbepr (Sandra Staufenberg)
BeAyLmMX AeaTenbHOCThL No agpecy: Kapn-bpayH-LUTpacce 1,
D-34212 Menb3yHreH (Carl-Braun- StraBe 1, D-34212 Melsungen),
NIMYHOCTMN KOTOPbLIX ObI/IN MHOK YA0CTOBEPEHbI.

HoTapuyc 3agaBan BOMpPOC O MpenaTCTBUAX corfacHo 8 3, pasgena 1, No 7 3akoHa o
HOTapManbHOM 3aeBUAeTe/NlbCTBOBAHMM. Ha BOMpoOC ABMBLUMECH Nuvua Aanyv OTpULAaTe/bHbI

OTBET.

Menb3yHreH, 07 mapTa 2023 roga

<nofgnucaHo>
HoTapuyc
<TucHeHas nevatb: Hunbc Baiirang (Nils Weigand), HoTapuyc B . Menb3yHreH>

MepeBOf C aHrMMACKOrO M HEMELLKOro f3bIKOB Ha PYCCKWI A3blK BbIMONHEH NEpPeBOAYMKOM
VckycHbIX AMutprem AnekcaHgposuyem
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Poccuiickaa degepaums
Mopog MockBa
LlecTHaguaToro mapra ABe ThiCA4M ABajuaTh TPeTbero roga

4, AnexvH EsreHuii BnagumupoBud, HoTapuyc ropoga MOCKBbI, CBUAETE/IbCTBYHO
MOA/IMHHOCTb MOANUCKU NepeBofYnKa VICKYCHbIX OMUTpua AnekcaHgposuya.

Mopnuce caenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTL NognucaBLUEro JOKYMEHT YCTaHOB/IEHA.

3aperunctpupoBaHo B peectpe: Ne 57/171-H/77-2023-4-2553.

YnnayeHo 3a CoBepLUeHMe HoTapranbHoro gelictems: 400 py6. 00 kon.

reaso/3 T

lidvpra>wia ra * “aeipee*
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B BRAUN

B Braun Melsungen AG
Division Hospital Care

34209 Mdsungen

Contact: Vera Pekarek
Fon: +4915I17667398
t Fax:
TO THE tmail: vera.pekarek(g>bbraun.com
FEDERAL SERVICE ON Internet, http;//www.bbraun.com
SURVEILLANCE IN HEALTHCARE
(ROSZDRAVNADZOR) Date: March 7. 2023

Declaration on Instructions for Use

Dear Sirs,

With this letter we

B. Braun Melsungen AG
Carl-Braun-Str. T
34212 Melsungen
Germany

as responsible/legal manufacturer according to the European Council Directive 93/42/EEC of medical devices

Certofix’ and Accessories

herewith declare that we have taken into account the notes in accordance with letter no. 10-145/23 issued
on January, 09 2023 by Roszdravnadzor. Given that we are accepting the remarics raised by Roszdravnadzor
and we submit for your attention and consideration the following updated documentr n

- RU Specific Version of the Instructions for Use from 01,2023 [in English and Russian languages) forCertofix'
accessories; «Certodyn* Universal Adapter» and «Certodyn' Universal Adapter Paed»

to update of the documents of the registration dossier for improving the features and characteristics of the
medical devices has no impact on the functional purpose, intended use and principle of operation of the
medical device group and submission of the above document to the Federal Service on Surveillance in
Healthcare (Roszdravnadzor).

%15“ smiin_of the Supervitory ftotiii. 1%%] Corporate Office: Mclcgn”en Aedcm
}ﬁ%mﬁ Rcjihlet Court B Braur Meljuoger AC
loral Court fnttlar Carl Braun StraBr <
RI’I'W D% Mdan Huppen 11 QOQ 3*2'2 Melsungen
WtU Reg »o0 DI «2byOuLl Gftmary
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BiBRAUN

| Page 2 to the letter of March 7, 2023 10

In case of any discrepancy between the English and Russtan translations of this document, the English version
shall prevail.

For and on behalf of

B Braun Melsungen AG

i A 1. A,
-’ I N Lo .o
Vcra-f Pékarek . Sandra Staufenberg
Mangges Regulatory Affairs CoE infusmn & Pan Therapy Administrater Regulatery Atfsirs Internationsi
CoE Infusion & Pain Therapy
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Instruction for use

Certodyn® Universal Adapter for ECG-guided central venous catheterization
Certodyn® Universal Adapter Paed for ECG-guided central venous catheterization pediatric

C«

www.bbraun.CQOm
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Intended use
Universal Adapter for recording alternately an intra-vascular and surface ECG for positioning of
central venous catheters. - -

Contents N
Certodyn® Universal Adapter (herein referred to - adapter « Certodyn®»)
Certodyn® Universal Adapter Paed (herein referred to - adapter« Certodyn® Paed »)

Certodyn® Universal Adapter can be used with:
- ECG patient cable;

- Right-hand side (red) ECG electrode;

- Connecting cable for ECG lead;

- Alphacard® *.

Certodyn® Universal Adapter Paed can be used with:

- ECG patient cable;

- (Adhesive) Right-hand side (red) ECG electrode with integrated cable/plug;
- Connecting cable for ECG lead;

- Alphacard®+*.

www. bbraun.com
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Central Venous Catheter ECG Positioning Control;
*This medical device is not registered in the Russian Federation.

Indications
To record an intra-atrial ECG lead to verify the position of central venous catheter tip.

Contraindications
Do not record ECG lead during defibrillation, cardioversion or HF surgery. For safety reasons, here
the Universal Adapter must first be removed from the patient.

Risks / Side effects
The product itself does not carry specific device-related side effects. Incorrect handling techniques
can lead to complications.

Warnings

Use only with CF-classified ECG monitor.

Do not autoclave.

Do not immerse in liquids.

Do not apply the product if it is incomplete or damaged.
Any repairs should only be made by the manufacturer.

Patient population

Certodyn® Universal Adapter for adults.
Certodyn® Universal Adapter Paed for pediatric and/or neonatal patients.

Intended User
Certodyn® Universal Adapter /Certodyn® Universal Adapter Paed is intended to be used by
certified healthcare workers according to local / country related regulations.

Directions

Certodyn® Universal Adapter for ECG-guided central venous catheteristation «

1 The Certodyn® Universal Adapter is connected between the”CG patient cable and the right-hand
side (red) ECG electrode. To do this, disconnect the ECG cable from the adhesive electrode on the
right shoulder and connect it to the Universal Adapter according to sketch 1

2. Push the sliding cover [1] over the connection. This releases the socket for the connection of the
sterile ECG lead cable [2] (sketch 2).

3. Connect the red clamp of the ECG Universal Adapter [3] to the adhesive electrode. The switch [4]
should be in position for recording the surface ECG (sketch 3).

4. After having inserted the guidewire/ catheter combination, connect the guidewire to the Universal
Adapter by clamping one end to the guidewire marking and inserting the other end into the
Certodyn® Universal Adapter socket (sketch 4).

5. To verify the position, turn switch [4] to the setting for recording of the intravascular ECG (sketch
5).

www.bbraun.com
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6. Advance the catheter until it is possible to observe an increase in the P wave. Then pull the
catheter back until the P wave regains its original morphology. The catheter is now in the vena cava
superior.

7. Remove the Universal by reversing steps 4 to 1

Certodyn® Universal Adapter Paed for ECG-guided central venous catheterization

1 The Certodyn Universal Adapter Paed is connected between the ECG patient cable and the right-
hand side (red) ECG electrode. To do this, disconnect the ECG cable from the adhesive electrode on
the right shoulder and connect it to the Universal Adapter. The relevant socket [1] is on the front side
of the adapter (sketch 6).

2. The switch [2] on the Universal Adapter should be in position for recording surface ECG (sketch

3. The ECG patient cable is inserted into the cable [3] of the Certodyn® Universal Adapter Paed
(sketch 8).

4. After having inserted the guidewire/ catheter combination, connect the guidewire and Certodyn®
Universal Adapter via the sterile connecting cable for ECG lead by clamping one end to the
guidewire marking and inserting the other end into the Certodyn® Universal Adapter socket (sketch
9).
5? To verify the position, flip the switch [2] to the setting for recording of the intravascular ECG
(sketch 10).

6. Now advance the catheter until it is possible to observe an increase in the P wave. Then pull the
catheter back until the P wave regains its original morphology. The catheter is now in the vena cava
superior.

7. Remove the Universal Adapter by reversing steps 4 to 1

In case Alphacard®* is used, please refer to the product specific Instructions for Use of
Alphacard®*.

*This medical device is not registered in the Russian Federation.

Precautions
Connect additional equipotentia! bonding (earthing) to monitor.

Use only in rooms that are protected against electrostatic charge.

Before each use, check that all connections are securely fastened.

Before each use, check that jacks and plugs are compatible with Certodyn® Universal Adapter.
Before each use, check the device for any noticeable damages.

In case Alphacard®* is used, please refer to the product specific Instructions for Use of Alphacard®*.

*This medical device is not registered in the Russian Federation.

Notice to the user
Any serious incident that has occurred in relation to the device should be reported to the

manufacturer and to the competent authority of the Member State where the user and/or patient is
established

www.bbraun.com
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Duration of use

- Duration of each use is dependent on individual central venous catheter placement procedure

- Multiple use device.

» The Certodyn® Universal Adapter can be disinfected by wiping it with an alcoholic disinfectant
ethanol (~50%o)/propanol (~50%0) based (recommended:Meliseptol rapid)."

- Any defective devices shall be returned to B. Braun.

Sterility
Non-sterile

Operating conditions
Not applicable

Storage and transportation conditions
Not applicable

Symbols used in the marking

crfl Date of manufacture

a Manufacturer

SH Serial number

n Catalog number
Ma Consult instructions for use

A Caution

Device CF

ce CE marking as per the Medical Device Regulation (EU) 2017/745

fioi Medical device

&3] Country of Manufacture n *

Depending on the version of medical device additional characteristics and symbols may be printed
on the label /sticker/package/instruction of use:
Do not use if the package is damaged

«Keep away from sunlight»

«Keep dry»

Disposal
Disposal according to local guidelines and or clinical protocols.

Manufacturer:
B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

www.bbraun.com
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Manufactured at:
BOWA-electronic GmbH & Co. KG, Heinrich-Hertz-Strasse 4-10, 72810 Gomaringen, Germany.

Authorized organization (importer) in the Russian Federation
LLC «B.Braun Medical», 191040, Saint Petersburg, Pushkinskaya str. 10, tel/fax (812) 320-40-04.

Date of issue: 01.2023

www.bbraun.com
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MHCTpYKUMA No NpUMEHEHNIO
AganTtep yHuBepcasibHbIA AN IKIM-KOHTPONS KaTeTepumsaumn LeHTPasibHbIX BeH «LlepToamH»

(Certodvn” Universal Adapter)

Afantep  yHuBepcasibHbIM g SKI-KOHTPONS — KaTeTepusauum  LEHTPa/ibHbIX — BeH
T $ neauatpuyeckuii «Leptoann Mea» (Certodvn® Universal Adapter Paed)

www.bbraun.com
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Ha3HaueHune

AanTep YHMBepcasbHbIA Ans MocneaoBaTeNlbHOM 3anncy BHYTPUCOCYAWUCTON M MOBEPXHOCTHOM
SKI™ Npy NO3MLIMOHNPOBAHUM LIEHTPa/IbHbIX BEHO3HbIX KAaTETepPOB.

CocTas N
AfanTep yHuBepcasibHbIn «LlepToamH» (Certodyn® Universal Adapter) (ganee no TekcTy - agantep
«LlepToamH»)

ApanTtep yHMBepcasibHbI neanatpuyeckuin «LieptoguH Meg» (Certodyn® Universal Adapter Paed)
(nanee no TekcTy —aganTtep «LeptoaunH Meny)

C aganTepom «LlepToauH» MOryT NMPUMEHSTHCS:

- OKI-Kkabenb nauyeHTa

- Mpasblii (KpacHbIin) AKIM-3n1eKTpoz

- Kabenb coegHuTenbHbIn na KM -3n1eKTpoga BHYTPUNPeCcepaHOro
- Anbthakapg*

C agantepoM «LlepToguH MNea» MoryT NpUMeHATLCA:
- OKI-Kabenb naupeHTa

- (AzresmBHbIN) Npasblil (KpacHbIin) K -371eKTPoL CO BCTPOEHHbIM Kabesiem/LUTeKepoMm

www.bbraun.COm
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- Kabenb coegnHuTenbHbI gns OKIM-anekTpoga BHYTPUNPeACepAHOro
- Anbthakapg*

SKI-KOHTPO/b MO3ULIMOHMPOBaHNSA LIEHTPaUIbHOro BEHO3HOI0 KaTeTepa,;
*[aHHOe MeJULIMHCKOE N3Aene He 3aperncTpmpoBaHo Ha Tepputopun PP

MNMokasaHua K NpUMeHeHuto
3anuce  BHyTpunpeacepgHoro  OKI-oTeBefeHWs AN BepudMKaumny  MOMIOKEHUS  KOHUMKA
LIeHTP&/IbHOr0 BEHO3HOMO KareTepa.

MpoTrBONOKa3aHUA
He mncnonb3yinite KT npu gedmbpunnsaumm, Kapavosepcmn wim BU-xupyprun. B Takmx criyyasix
YHUBEpPCa/IbHbIV afanTep cnegyeT OTCOeAVHUTL OT NauueHTa, B Lensx 6e30macHOCTW.

Mobo4HbIe AeNCTBUSA/PUCKN NPUMEHEHMS
M3genve He MMeeT COBCTBEHHbIX MOBGOYHBLIX 3PeKTOB. K OCNOXKHEHMSM MOXET MPUBECTU €ro
HEKOPPEKTHOE MCMO/Ib30BaHMe.

MpeaynpexaeHna

Wcnoneayiite Tonbko ¢ SKIM-moHuTopamu tuna CF.

He obpabaTtbiBaiiTe B aBTOK/IABE.

He norpy>kavite B >XWULKOCTW.

He npumeHsiiTe nsgenve npy HapyLUeHUW LLeNIOCTHOCTU WK MOBPEXIEHNN.
Nio6ble BULBI PEMOHTA MOXKET BbINO/HATL TOIbKO NPOV3BOAUTESIb.

KaTeropun nauueHToB
AganTep «LlepToamH» npegHasHayeH 415 B3POC/bIX.
Apantep «LlepToauH Mea» npegHasHayeH ANa feTeill WM HOBOPOXKAEHHDIX.

Kateropuun nonb3osartesnei
Apantep «LleptognH»/Agantep «LleptoauH T[lef» npefgHasHayeHbl 719 WCMO/Sb30BaHWA
00yYeHHbIM MeANepcoHasIOM B COOTBETCTBUM C MECTHBIMW/IO0YAAPCTBEHHBIMU MPaBuIaMu.

Cnocob NpyMeHeHus

Afantep YyHuBepcasbHbIn Ana  OKI-KOHTpoONA  KaTeTepu3auuMuM  LEHTpaiibHbIX  BeH

«UepTogmH» (Certodyn® Universal Adapter):

1 MogknounTte agantep «LeptoamnH» mexay SKI-kabenem nauyeHTa v npasbiM (KpacHbIM) OKI-
3NeKTpogoM. Ana aToro otcoeguHuUTe SKIM-Kabenb OT aAre3VBHONO 3/1EKTPOAA Ha NpaBoM nJede v
COefMHUTE ero ¢ agantepoM «LlepToguH» cornacHo puc. 1

2. CiBMHbTE KpbILWKY [1] Ha coegnHeHMe. 3TO OTKPOET pa3beM /151 MOLK/IOUEHUSA CTEPU/TBHOMO
OKI-kabens [2] (puc. 2).

3. CoeiMHUTE KpacHbIn 3a0kMM aganTtepa «LepTognH» [3] ¢ agresuBHbIM 3/1EKTPOLOM.
Mepekntoyvatenb [4] AOMKeH ObITb B MONOXEHWM 3anuUcKk noBepxHocTHoro IKI™ (puc. 3).

www.bbraun.com
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4. INocne ycTaHOBKW KaTeTepa C NPOBOAHUKOM, COeANHUTE NMPOBOAHMWK C afantepom «LlepToamH» ¢
nomoLLbIo cTepunbHoro SKIM-kabens, 3akpenve ero 3axKnM Ha MeTKe MPOBOAHMKA, a ero LUTeKep
YCTaHOBMB BO BX0f agantepa «Lieptognn» (pwc. 4).

5. nA NpoBepKn Mo3uLMK NOBEPHUTE Mepek/itoyaTesib [4] B Nos1oXKeHWe 3anmcu BHYTPUCOCYANCTOM
SKI (puc. 5).

6. MpogsurainTe kaTeTep A0 3aMeTHOro nogbema 3ybua P. 3atem NoTAHWUTE KaTeTep Hasaj 4o
BO3BpALLIEHVS1 HOPMasibHOM dhopMbl 3y6Lia P. Tenepb KOHUMK KaTeTepa B BEPXHEN MOMON BEHE.

7. OTcoegnHUTe agantep «LlepToauHy», ABUrascb Hasaf oT 4 K 1 wiary.

Afantep yHuBepCa/ibHbln  ans AKI-KoMTpons  KaTeTepusauun  LeHTPasibHbIX — BeH

negnaTpudeckuin «LleptogmH Meg» (Certodyn® Universal Adapter Paed):

1 Agantep «LlepToamH Mea» nogknodaoT mexay IKIM-kabenem naumeHTa U npaebIM (KPacHbIM)
SKI-anekTpogom. Ans storo oTknoumte OKI Kabenb OT aAre3sviBHOIO 3/1EKTPoAa Ha MpaBoM
nneve M coegnHnTe ero ¢ agantepom «LleptoanH Mea». Tpebyembilii pasbeM [1] HaxoguTcs Ha
nepegHeli CTopoHe aganTtepa (puc. 6).

2. Mepexkmoyatens [2] apanTtepa «LUeptoguH [Med» [O/MKEH HaXoAUTbCA B MOMOXEHMM 3anmcu
noeepxHocTHoro 3KI™ (pwuc. 7).

3. CoeanHnTe IKI-Kabenb naumeHTa ¢ Kabenem agantepa «LlepToauH Meg» (pwc. 8).

4. Tlocne yCTaHOBKW KaTeTepa C MPOBOAHWKOM, COEAMHWTE MPOBOLHMK C afjanTtepoM «LlepToanH
Meg» ¢ nomoLbio cTepubHOr0 IKIM-Kabensi, 3aKpenvB ero 3akMM Ha MeTKe MPOBOAHMKA, a ero
LLITEKeP YCTaHOBMB BO BX0f afantepa «LeptoamH Meax» (puc. 9).

5. na NpoBepKu Mo3numm rnoBepHUTE Mepek/toyaTesib [2] B NOMNOXEHWE 3annucy BHYTPUCOCYAUCTOM
3KT (puc. 10).

6. MpoaBurainTe KaTeTep [0 3amMeTHOro nogbeMa 3ybua P. 3atem noOTAHWTE KaTeTep Hasag Ao
BO3BpaLLEHNs HOPMaslbHOW hopMbl 3y6Lia P. Tenepb KaTeTep B BepXHeli MO/ON BeHe.

7. OTcoeanHUTe aganTep «LlepTognH MNMed», ABUrasacb Hasag ot 4 K 1 wwary.

Mpn uncnonb3oBaHUM Anbhakapa* 00paTUTeCh, MOXaNyicTa, K WHCTPYKUMM M0 MPUMEHEHUIO
Anbthakapa™.

A[laHHOe MeAMUVHCKOE 13fesine He 3aperucTpmpoBaHo Ha Tepputopumn PO

MepbI NpesoCcTOPOXKHOCTH

CoeuHWTe AOMONHUTENbHbIN 3KBUMOTEHUMA/IbHBIN (3a3eMISIOLLMIA) Kabeslb ¢ MOHUTOPOM.
Mcnonb3yiiTe ToNbKO B MOMELLIEHUSIX C 3/1EKTPOCTATMYECKO 3aLLIMTONA.

Mepes Ha4as10M PaboThbl MPOBEPLTE HAAEXKHOCTb BCEX COEANHEHWIA.

Mepes HayasloM paboThl NPOBEPbLTE COBMECTUMOCTL BXOZOB W LUTEKEPOB C afanTepom «LiepToanH».
Mepen Hayasiom paboThbl NPOBEPbTE M3AeIME HA HaUTNUME THOObLIX 3aMETHbIX MOBPEXAEHWI

Mpy umcnonb3oBaHMM Anbdakapg* 06paTuTecb, MNOXKaNYUCTa, K WMHCTPYKUMM MO MPUMEHEHMUIO
Anbhakaps*.

*[lJaHHOe MeAMLMHCKOE N3Ae/ine He 3aperucTprpoBaHo Ha Tepputopun PO

www.bbraun.com
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YKa3aHue nosb30BaTesto
O no6oM Cepbe3HOM WHLUMAEHTE, CBA3AHHOM C WCMOMb30BaHUEM W34eNns, MPOUH(OPMUPYITE

n3roToBuTeNAd N KOMMETEHTHbIE OPraHbl rocygapcTBa, B KOTOPOM HaxXoAUTCA MOJib30BaTe/lb nwnnm
NnayneHT.

MpoaoHKUTENBHOCTb NMPUMEHEHWS

-ATeNbHOCTb UCMONBb30BaHMA 3aBUCUT OT MPOuUedypbl YCTAHOBKM KOHKPETHOMO LEHTPasIbHOro
BEHO3HOI0 KareTepa.

- MeovumnHCKoe m3genve 4nsi MHOrOKpaTHOro NpuMeHeHs.

- Apantep «LleptoguH» / Apantep «LleptoguH T[les» - 3Tto wm3genva 419  MHOMOKPATHOro
NpUMeHeHVs. X MOXXHO [e3nHpUUMpoBaTb MyTeM MPOTUPaHUS CIMPTOBLIM AE3VNH(ULUPYIOLLM
CpeacTBOM Ha ocHoBe 3aTaHona (~50%) wm nponaHona (~50%) (pekomeHAauus MNpPoV3BOAUTENS:
cpeacTBo aesnHdunumpyollee «Menucenton panug» (Meliseptol rapid)).

-Bce HeucnpaBHble n3genuns crefyeT BO3BPaTUTb B KOMMNaHuio b. bpayH.

CTepunnbHOCTL
He cTepuneH.

Ycnosus aKcnyaTauum
He pernameHTupyoTCS.

YcnoBusa TPaHCNOPTUPOBKU U XpaHEHUS
He pernameHTUpytoTCA.

CMMBO/bI, UCMO/b3yeMble NMPU MapKMPOBKe
CumBon PacuindgpoBka

Jarta 13rotosnieHus

M3rotoBuTesb
SN CepuiiHblii HoMep
Homep no katanory ~

T O6paTnTeCh K MHCTPYKUMW MO MPUMEHEHNIO

OcTopoxHo!

>

M3penve tvna CF

CE CE wmapka - 3Hak cooTBeTCTBUS TpeboBaHuam PernameHta (EC) 2017/745 o
MeAVLIMHCKMX U3LeNNAX

MegununHCKoe n3genve

CrtpaHa npon3soacTea

www.bbraun.com
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B 3aBHcHMOCTH or BApHAaHTA UCTIONHEHNUA MEANLIMHCKOTO M3AETHA Ha
5THKETKe/CTHKEpE/YIIaKOBKE/HHCTPYKUHH TIO TPUMEHEHHIO MOTYT GbiTh HaHECEHW ACMONHUTENbHLIC
XapaKTEPHCTHKH W CHMBOJIE], TAKHE KaK:

He HCnonb30BaTH NPH NOBPEXACHIH YNAKOBKH

o

He aonyckats Bo3aefiCTBHS CONHEYHOTO CBETS

Bepeun o7 Braru

YTHau3anKA
YTHIMaupyiite COrnacHo MeCTHBIM TpeGoBaHHAM H/HaK GONBHHYHKM NMPOTOKONAM.

IIpon3BoguTenn:
B. Bpayn Menusynren Al, Kapn-Bpayn-Lltp. 1, 34212 Menv3ynred, 'epmanusa. B. Braun
Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

IIpousseaeno:

BOBA-snextponuk I'm6X snp Ko. KI', TIenpux-T'epu-llltpacce 4-10, 72810 T'omapuures,
I'epmanna. BOWA-electronic GmbH & Co. KG, Heinrich-Hertz-Strasse 4-10, 72810 Gomaringen,
Germany.

YnoanoMovenHasn opragnzanas (RMnoprep) 8 Pd:
| 000 «b.Bpayn Meankan», 191040, r. Cauxkr-Tlerepbypr, ya. ITymxnncxan, a. 10, ren./dakc: (812)
' 320-40-04.

JlaTa Bummycka wngopmanuan: 01.2023

i
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Nr. 374/2023 des Urkundenverzeichnisses

Die vorstehenden,

dem Pirmendruck

,B. Braun Meisungen AG

beigefiigten, vor rnir vollzogenen Namensunterschriften
1. der Prau Vera Pekarek/
2. der Frau Sandra Staufenberg,
r f beide geschaftsansassig Carl-Eraun-ScraBe 1,
D-34212 Meisungen,

und mir von Person bekannt,
Der NoLar fragte nach einei
§ 3 Abs. 1 Nr. ~ BeurkG,

verneint.

Meisungen, 07. Marz 2023

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

begiaubige ich hiermit.
Vorbefassung im Sinne von
Sie wurde von den Erschienenen



B BRAUN

MepeBoj C aHTIMIACKOrO U HEMELKOTO A3bIKOB
«b. bpayH Menb3yHreH AlM»
(B. Braun Melsungen AG)
MogpasgeneHvie «Xocnutan Kaa»
(Division Hospital Care)

34209 Menb3yHreH

KOHTaKTHOE NuLio; Bepa lMekapek (Vera Pekarek)
B Ten.: +4915117667398
SEAEPAJIbHYHO C/TY>XXBY IO Paxc:
HAJISOPY B CPEPE 3N. noyTa: vera.pekarek@bbraun.com
3APABOOXPAHEHIIA Beb6-caiiT: http://www.bbraun.com
(POCIAPABHALSOP) Oata: 07 mapTta 2023 roga

JeknapaynoHHoe NUCbMO K MHCTPYKLMM N0 NPUMEHEHNI0

YBaxkaemble rocrnoga!
HacTosawmm nucbMom Mbl,

«b. bpayH Menb3yHreH Al »

(B- Braun Melsungen AG)

Kapn-bpayH-lTpacce 1

34212 Menb3yHreH,

Mepmanma (Carl-Braun-Str. 1, 34212 Melsungen Germany)

B cooTBeTcTBMM ¢ [dupekTusoii EBponeiickoro CoBeta EC 93/42/EEC B KauecTBe
OTBETCTBEHHOI0/3aKOHHOI0 NPOUN3BOANTENA MeAULMHCKOr0o N3aenns

Habop pAana kareTepu3aumm UeHTpasibHbIX BeH Mo wmetody CenbavHrepa
«LepTopukc™®» (Certofix®) c NnpnHagIeXHOCTSAMA

3aAB/1leM 0 TOM, YTO Hamu ObINN MPUHATBHI BO BHMMaHWe 3ameyvaHus, NnpuBeLeHHble B NMUCbMe
Ne 10-145/23, koTopoe 6blf0 HanpasnieHo Poc3gpaBHagszopom 09 sHBaps 2023 rogar Mbl
cornacHbl € 3aMe4yaHUsIMW, YKasaHHbIMKM Poc3gpaBHaf30poM, W HanpasBfiseM BaM Ha
paccMOTPEeHUE CeayoLWnii 06HOBNEHHbIN JOKYMEHT:

- Bepcuna MHCTPYKLUMM NO NPUMeHeHUIo, NpegHasHadeHHas Ans UCNo/b30BaHUA Ha TeppuTopumn
P® ot aHBapa 2023 rofga (Ha aHr/IMIACKOM W PYCCKOM fA3blKax), A1 MPUHAL/IEXHOCTeRn K
MeJULMHCKOMY u3gennio Habop Ansa kateTepu3aumm LEHTPasibHbIX BEH M0 MeToay
CenbanHrepa «UepTtopnkc®» (Certofix®) c NnpnHagIexXHOCTSAMN :

- AfanTep yHuBepcasibHbI A4na SKIM-KOHTPONSA KateTepusaumn LeHTPasibHbIX BeH «LiepTogmH»
(Certodyn® Universal Adapter) kat. Ne 4150228

- AfanTep neguaTpuyeckuii yHuBepcanbHbI ans OKIM-KOHTPONA KaTeTepmsaumm LeHTPabHbIX
BeH «LlepToanH Mepn» (Certodyn® Universal Adapter Paed) kat. Ne 4150724,

Mpeacepatens Vicno-nHNTeNbHbIN COBET: Odhnc kKomnaHun: Menb3yHreH Afpec:

nabntoaaTenbHOro coseTa: Mapkyc WTpoTmMaHH Cyp pernctpauun: MecTHbli cya «b. BpayH Menb3syHreH Al'»

[O*p AHHeTT bennep (Mpepacepatens) ®puTunapa (B. Braun Melsungen AG)
Mpus.fou. [-p Wredan HRB 11 000 Kapn-bpayH-lWTpacce |
PynnepT (3amMecTuTeNb uneHa WEEE-Per. Ne DE 42690900 34212 Menb3yHreH
coBeTa) lepmanns
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B BRAUN

CtpaHuua 2 k nucbmy ot 07 mapta 2023 roga

B UeNAX BHeCeHUdA

N3MEHEHWNIT B OOKYMEHTDI

perncTpaumoHHoro aocbe B CBA3NM C

COBEPLUEHCTBOBAHNEM CBOWCTB M XapaKTePUCTMK TMPU  HEU3MEHHOCTU  (YHKLMOHANbHOIO
[eCTBUS, HasHauYeHWs W MNpUHUMNA OENCTBUA MEAMLMHCKOrOo W3genust 1 npeacTaBieHus
BblLLIEYKa3aHHOr0 AO0KYMeHTa B defepasibHyt0 C/y6y Mo Hag30py B Cepe 34paBOOXpPaHeHUs

(PocsgpaBHaasop).

B cnyyae Kakux-nm6o pacxoXeHWin Mexay aHr/IMACKOA M pycCKON BepcuAMN HacTOALLEro
[NOKYMEHTa, MPeNMYLLECTBEHHYIO CUY UMEET aHT/INIAcCKas BepCUsi.

OT nnua KoMmnaHum

«B. bpayH Menb3yHreH Al » (B. Braun Melsungen AG)

YNOAHOMOYEHHOE L0

<MnoAnucaHo>

Bepa lNMekapek (Vera Pekarek)

MeHegxep oTaena HOPMaTMBHO-NMPaBOBOrO
perynupoBaHus LleHTpa pa3paboTKu
BHYTPUNPOU3BOLCTBEHHbIX cTaHfapToB, oTaen
KynupoBaHus 601eBOro cuHgpoma W pa3paboTku

UeHTpanbHbIX BEHO3HbIX KaTeTepoB
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YNOAHOMOYEHHOE NNL0

<nognucaHo>

3aHgpa LW TaydeH6epr (Sandra Staufenberg)
ApMuHucTpatop oTAena HOPMAaTUBHO-NPaBOBOro
perynmpoBaHusa LleHTpa paspaboTku
BHYTPUNPOU3BOLACTBEHHbIX cTaHfapToB, oTaen
KynupoBaHus 60n1eBOoro cuHapoma u pa3paboTku
UEeHTPpaNbHbIX BEHO3HbIX KaTETEPOB



3anuch moa Ne 374/2023 B OKYMEHTOB
HacTosmmM A NOATBepKAAl0 BEPHOCTH BBRINEYKa3laHHON MAGOpMannM, NOUTHHHOCTH HEYaTH
komnauuu «b. bpayn Memsaynren AI'» (B. Braun Melsungen AG) H nocTaBleHHBIX B MOEM

NPUCYTCTBHM NOANHCEH
1. r-wxu Bepm Ilexkapex (Vera Pekarek),
2. r-xu 3aunpu llraydenGepr (Sandra Staufenberg)
BEAYIMX AEKTENBHOCTS NO anpecy: Kapn-bpayu-1ltpacce 1,
D-34212 Menmesynren (Carl-Braun- Strale 1, D-34212 Melsungen),
JIMYHOCTH KOTOPHIX GLUTM MHOIO YAOCTOBEPEHH.

HoTtapHyc 3amaBaj BONpOC O NpensTCTBHSX coriacHo § 3, pasaena 1, Ne 7 3akoHa o
HOTapHanbHOM 3acBHAETENLCTROBaHMH. Ha Bompoc fBHBIIHECS JMLA JQTH OTPHLATENBLHBIA
OTBET.

Mens3synren, 07 mapra 2023 roza

<noonucano>

Hotapryc
<Tucnenas neyars: Hunnc Baiirana (Nils Weigand), HoTapuyc B r. Menn3yHren>

Tepeson ¢ aHTMMIACKOTO M HEMEOKOro A3BKOB Ha PYCCKHH f3BIK BBIIOJIHEH MEPEBOATHKOM
HckycHsix JIMUTPHEM AJCKCAHAPOBHYEM
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Poccuinickasa depepayus
Mopog MockBa

LecTHaauaToro mapTa [Be ThiCAYM ABaALaTb TPETHETO roja

A AnexuH EBreHnin BnagummpoBud, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYK,
NOAMMHHOCTL ~ C M nepeBofYnKa VICKyCcHbIX AMuUTpua AnekcaHaposuya.

Mognuck cienaHa B MOEM MPUCYTCTBUN.
JInyHOCTbL MOANMCaBLLErO 4OKYMEHT YCTaHOB/EHA.

3aperucTpupoBaHo B peectpe; K» 57/171-H/77-2023-4-2556.

COBepLLUEeHMe HoTapuanbHoro genctemsa: 400 py6. 00 kon.

E.B.AnexuH

Bcero npoLuHypoBaHo,
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