MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX U3REM

MEDpro medical ¢ e 2265

Instruction for Use

Suprapubic Catheters
Device Description
*  The Suprapubic Catheters are provided for use in Urology procedures. Product consists of Malecot Catheter, matching hollow
needle obturaor and Urine bag connector The configurations available include:

Family Size (Fr.) Length (cm) Color/Materlal
10
12
SPC 14 25 *pU

16
18

Indications

. Suprapubic Catheters are used to provide bladder drainage by percutaneous placement of a Malecot catheter.

Contraindications
. No known Contraindications.

Precautions, Warnings & Adverse effects

«  Carefully read all instructions for use and product labeling. The device shall only be applied for its intended use and in accordance
with these instructions. Observe all cautions and warnings throughout these instructions. Failure to do so may result in
complications.

*  Caution: All medical staff is responsible for using the appropriate technique and deciding on the indication for use of this
device based on own experience, training and medical judgment. The doctor must be trained in the proper use of
the device.

«  Caution: Federal law (USA) restricts this device to sale by or on the order of a physician.

*  Warning: All components of the Suprapubic Catheters are for single use only.

*  Caution: The indwelling time should not exceed four (4) weeks. Evaluation and replacement beyond four (4) weeks must be
considered

*  Caution: Do not use the device if there is any indication that the sterility of the device has been compromised.

*  Adverse effects: Possible adverse effects of Suprapubic Catheters placement are documented. Use of this device should be based
upon consideration of risk-benefit factors as they apply to your patient. Informed consent should be obtained to
maximize patient compliance. Follow up procedures.

Condition of Use

«  This device should be administered to humans only by physicians authorized by the Competent Authority of the country in

which the physician is practicing.
« This device is a one- time use only. Re-use may result in clinical complications.

Shelf-life of the Product
« The shelf life of the Suprapubic Catheters is 3 years (Indicated on product label with the following use-by symbol and date).
Store the Suprapubic Catheters at a dark, dry, cool place. Avoid extended exposure to light.

Sterility - This product is Sterile unless the package has been opened or damaged

* The Suprapubic Catheters have been sterilized by Exposure to Ethylene Oxide. Sterility indicators are on each package.The
imprinted label (20 x 6 mm or A inch diameter circles) will change colour after ethylene oxide exposure. Do not use the product
unless the sterility indicators are the correct colour.

« If the sterile package is damaged or possibly opened, do not use. Call "Distributor” and we will replace the product.

« The Suprapubic Catheters are packed single. Product in each pack must be utilized immediately when opened. Product should

not be re-sterilized.

Replacement of damaged or unsuitable components
« If any component is found damaged or unsuitable for use, do not use. Contact" Distributor" for replacement.
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Directions for Use
*  Suggested instructions for using Suprapubic Catheters:

« Straighten the malecot catheter and guide the needle obturator into the catheter tip. Secure its position with the luer lock to
close the malecot wings.

«  Fill the bladder.
. Make a small 2mm incision in the skin approximately 1-2 inches above the symphysis pubis ( below the palpable bladder

dome)
* Insert the catheter vertically into the bladder on patient’s without previous Pelvic surgery or at a 30 degree angle toward the

symphysis pubis on patients with previous pelvic surgery. Gradually advance the catheter 4-5cm beyond the first sign of
bladder fluid. The catheter midpoint is an approximation.

. If bladder pressure is low and urine fails to flow spontaneously through the hollow obturator, withdraw urine to ascertain that
the catheter is within the bladder.

*  After releasing the luer lock in order to open the malecot wings, carefully remove the hollow needle obturator. The catheter
must be stabilized and the needle rotated while pulling or removing. Care must be exercised to avoid jerking the catheter
forward.

. Use the urine bag connector to connect the malecot catheter to a drainage bag.

*  Allow the bladder to empty.

*  Withdraw the malecot catheter until the malecot wings meet the resistance of the bladder dome. Advance the catheter
approximately 2cm back into the bladder to allow for movement.

Explanation of symbols used on label

Symbol Description Symbol Description
R E F Catalogue reference C C% CE Mark
Name & address of
M || manufacturer d Date of manufacture
1 1 Lot Number Use By
Read The D tati
1STERILE 1E0| EO sterilized D Il ead The Documentation
A Warning Not for second use
14
Keep Dry
0 Do not Re sterilize
4 \ Keep Away from Sunlight 1 Temperature Limitation

MEDpromedical BV
Landjuweel 11

3905PE Veenendaal
The Netherlands
info@medpromedical.nl
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/MepeBOA C aHINNIACKOT0 A3blKa Ha PYyCCKUiA A3bIK/

MEZAnpo Megnkan CE 2265
MHCTPYKLUKMA N0 NPUMEHEHUIO
KaTteTep HaA/106KOBbII
OnuvcaHne nsgenvs
KaTETepr Ha,ql'IOGKOBbIe MCNOMb3YKTCA B YPONOrnM4eCKMX npoueaypax. KaTeTepr Ha,ﬂ,ﬂ06KOBbIe COCTOAT N3 KaTeTepa
Malécot, CcOOTBETCTBYIOLLE/ WrMbl, MOMOr0 WHTPOAbIOCEPA WM KOHHEKTOpa [ MoYenpuemHuka. CyLiecTBytoT
cnefytoLine Buapl:

Cepua Pa3swvep (Fr.) AnvHa(cm) Martepuan
10
Karetep L
o 14 25 MonnypetaH
Ha106KOBbIN 16
18

MNpumeHeHwne
KateTepbl 4ns 0TBeAEHMA MOUM MyTEM YPECKOXKHOIN YCTaHOBKM kaTeTepa Malécot.

lNpoTuBoONoKasaHus
OcobbIx NPOTUBOMNOKa3aHWIA HET.

Mepbl NPefoCTOPOXKHOCTU, MPefynpPexaeHns 1 No6oYHbIE 3EKTDI

* BHuMaTenbHO 03HAKOMbTECH C UHCTPYKLMEA MO MPUMEHEHWNIO N U3yunTe MapKMpOBKY U3Aenus. V3genve LOMKHO
MCMOMb30BAaTLCA CTPOr0 MO HA3HAYeHUO, B COOTBETCTBMM C UHCTpyKuumeid. Cobntogaiite Bce Mepbl
NPefoCTOPOXHOCTU U MPeAYyNPeXAeHNs, YKa3aHHble B [JaHHOW WHCTPYKUMW. HeBbINoMHeHWe 3TuX Tpe6oBaHwWit
MOXXET NPUBECTMN K OCNOXKHEHUAM.

* BHMMaHve: BeCb MeAULMHCKMIA MepcoHan OTBeYaeT 3a WCMOMb30BaHWe COOTBETCTBYIOLLEA TEXHWKM U MPUHATUE
peLleHnin N0 WCMOMb30BaHWIO AaHHOTO W3AeNWs, OCHOBAHHblE Ha COOGCTBEHHOM OfbiTe, MPO(ECCUOHAIBbHO
MOATOTOBKE W K/IMHNYECKOM MbilLneHnW. Bpay fomkeH 6biTb 06yUeH NpaBuibHOMY MCMO/b30BaHWIO U3Lenus.

» BuumaHue: ®epepasibHbliii 3akoH (CLLIA) orpaHnymBaeT NpofaXy AaHHOrO M34enns BpadyaMu UK Mo 3aKasy Bpauy.

» [Mpegynpe>kaeHve: BCe KOMMOHEHTbl KaTeTepa HaAn06KOBOro nNpeAHasHayeHbl TOMbKO ANA O4HOPA30BOro
CMOMb30BaHMA.

* BHWMaHWe: BpemA MOCTOSHHOTO HAaxXOXAEHWS He [JO/MKHO MpeBbilwaTb YeTbipe (4) Hegenu. Tpexge uyem
yCTaHaBnMBaTb KaTeTep 6onee Yem Ha yeTbipe (4) Hefenn JOMKHa ObiTb MPOBEAEHa OLeHKa TaKol BO3MOXHOCTY.

* BHMMaHue: 3arnpeLieHo UCnosb3oBaTb U3Lenve, ecnn ecTb MpU3HaKW TOro, YTO CTEPUSIbHOCTL M3Aenvs Oblna
HapyLLeHa.

* [lobouHble 3PeKTbl: BO3MOXHble MOOOYHbIE 3PQeKTbl OT  WCMOMb30BAHUA  KaTeTepa Haf/l06KOBOro
LOOKYMEHTUPYHOTCA.  VICNOMb30BaHWe U3Lenns OCHOBLIBAETCA Ha PACCMOTPEHMM COOTHOLUEHMS  (HaKTOpPOB
puck/nonb3a NPUMEHWUTENbHO K AaHHOMY MauueHty. [O/MKHO 6biTb MOMYYEHO WHAOPMMPOBAHHOE Corfacue
nauuneHTta. Cneaosatb YCTaHOB/IEHHbIM NPOLLeaypaMm.

Ycnosunsa NpuUMeHeHUA

o [JaHHOe wu3genne AO/MKHO MPUMEHATHCA TObKO BpadamMy, MPOLUEALUMMU NMLEH3MPOBAHUE B KOMMETEHTHbIX
opraHax CTpaHbl, B KOTOPOI Bpay NpaKTUKYeT.

* W3penve npegHasHaueHO TOMbKO A/19 OJHOPA30BOr0 MCMOMb30BaHMA. [MOBTOPHOE MCMONb30BaHME U3LENNA MOXET
MPUBECTU K OCNIOXKHEHUAM.

CpOoK XpaHeHns n3aenms

e CpoK XpaHeHusl KaTeTepoB HaAMOBKOBLIX COCTaB/sET 3 rofa (yKasaH Ha 3TWKETKE MPOAYKTa C MUCMO/b30BaHWEM
COOTBETCTBYIOLLErO CMMBOMA M AaTbl). XpaHWUTb KaTeTepbl HaA/00KOoBbIE CNefyeT B TEMHOM CyXOM MPOXIagHOM
MecTe. He noapepraiiTe AnuTenbHOMY BO3[EACTBUIO COMHEYHOMO CBETA.

CTepunbHOCTb —13€e/Ne He ABMAETCA CTEPUSIbHBIM, EC/IM YNAKOBKa BCKPbITA UM MOBPEeXeHa

» KareTepbl Haa/100KOBblE CTEPUNN30BaHbl 3TUNEHOKCUAOM. VIHAMKATOPbI CTEPUIBHOCTM HAxXoAATCA B KaXAoW
ynakoBke. OHW NpeAcTaBnsAOT COO0I HaneyaTaHHble STUKETKM (20 X 6 MM unn ‘A aroliMa B AnameTpe), KoTopble
M3MEHAIOT LBET MNocne BO3LEWCTBMA HA HWMX 3TWIEHOKCUAOM. He wvcnonb3oBaTh W3genus, ecim WHAMKATOp
CTEPUNLHOCTU HEMPaBU/ILHOIO LiBETA.

* He wucnonb3oBath W3fgenve, ecny yrnakoBKa MOBPeXeHa WM, BO3MOXHO, BCKpbiTa. Crefyer o6paTuTbeca K
MpeAcTaBUTENAM KamnaHUW 419 3aMeHbI U3Lenms.

» KareTepbl Haano06KOBbIE YrakoBaHbl MO OfHOMY. M3aenms n3 Kakaoi ynakoBKW [OMKHbI MCMOMb30BaTbCsA Cpasy
rnoc/ie OTKPbITUSA YMaKoBKW. He fJonycKaeTcsa NOBTOPHAA CTEPUIN3aLNS U3LENNS.

3ameHa NOBPEXAEHHbIX NN HENPUTOAHbIX KOMIMOHEHTOB
He wucnonb3oBaTh u3genve, ecnu KaKOM-1Mbo KOMMOHEHT noBpeXaeH nnn HenpuroaeH Ana npuUMeHeHus. Cne,qyeT

06paTUTLCA K MPeACTaBATENAM KaMnaHUu ANs 3aMeHbl U3Aenus.
Crpanuua 1/2 LAOJIPK/CT-008-K1/1402
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VIHCTPYKUMA NO NPUMEHEHWIO
Mpegnonaraemble MHCTPYKLMW MO UCMO/Mb30BaHWIO KAaTETEPOB HaL/I00KOBbIX:

* Bbinpamuth KaTeTep Npu MNOMOLW WHTPOAbHOCEPa, BBeAA €ro B KaTeTep. 3aukcupoBaTb 3Ty MNO3ULMIO
coeanHeHneM Jlyep-Jlok, 4Tobbl y6paTh Kpblibs KaTeTepa.

* HanonHWTb MOYeBOA My3bIpb.

e Cpenatb Heb0MbLION pa3pe3 KOxK (2 MM) MPMMEPHO Ha 1-2 cM BbiLle 106KOBOro cumimsa (Mog KynosoM MOYEBOro
nys3bIps).

» BBecTu KaTeTep B MOYEBOW My3blpb BEPTUKAIbHO Man nog yraom 30 rpagycoB K N0OKOBOMY CUMAQM3Y, ecav 0
3TOro y nauyeHTa 6bi1n onepauyn Ha Tasy. MNocTeneHHO npoaBuraiite kateTep Ha 4-5 cM O MepBbIX MPWU3HAKOB
NOSBMIEHNS YXXUAKOCTW M3 MOYeBOro ny3bipsA. CepeanHa KaTeTepa ABASETCA NpUOMU3MTENbHBIM YPOBHEM BBELEHNS
KaTeTepa.

* [pu HX3KOM [aB/EHUM B MOYEBOM My3blpe XMAKOCTb CAMOMPOM3BOSIbHO MOXET He MPOWTK Yepe3 UHTPOAbHOCED.
UTo6bl Y6eanTbCS, UTO KaTeTep HAXOAMTCH B MOYEBOM My3bIpe, HY>KHO, YTOObI MOYa NPOLL/A MO KaTeTepy.

* [Mocne BbIXx04a MOYM MOBEPHUTE coefyHeHMe Jyep-J10K, 4TO6bI pacrnpaBuTb Kpbliba KaTeTepa. 3akpenuTte KateTep
M MOBOpauuBaiiTe Wry NpW WU3BMEYEHUWN ee U3 MHTpogptocepa. OCTOPOXHO YyhanuTe WHTpogbtocep. bygbTe
OCTOPOXHbI, YTOObI HE BblAEPHYTb KaTeTep.

 [pu NnoMoLLM CreLuanbHOr0 KOHHEKTOPa NOACOEAMHUTE MOYENPUEMHUK.

*  OnopOXHUTbL MOYEBOI My3bIpb.

* BbITAHYTb KaTeTep 40 TOr0 MOMEHTA Kak BCTPETUTE COMPOTUB/IEHME KPbLLLEB KaTeTepa U MOYEBOr0 My3bIps.

PacluindpoBKa CMBOJIOB, UCMO/b3YEMbIX HA ITUKETKE

CumBon Onucaxne Cumeony OnucaHve
REF Howmep B KaTasiore N E 225 Mapkuposka EC
]lV“. Ha3sBaHue v afpec Npou3BoAMTENS [Jata nsrotosneHus
EE] Kop naptum Vicnonb3oBaThb A0
CTepunum3aums ¢ NpuMeHeHEM OKUCK O6paTnTech K pyKOBOACTBY N0
ISTES W) p 4 p OI\/JI p PyKoBOACTBY
3TUNeHa aKcnnyaraumm

OcTtopoykHo! ObpaTuTech K
- P P o 3anpeT Ha NOBTOPHOE NpUMEHEHWE
COMPOBOAWTENbHO JOKYMEHTaLWN

3anpeT Ha NMOBTOPHYHO CTEPUIM3ALIO Bepeub oT Bnaru

He fonyckaTb nonagaHna CoTHEYHOro

OrpaHunyeHne TemnepaTypsbl
cBeTa p patyp

Ha3saHue 1 afjpec Npou3BoAUTENA
ME/npo Megnkan B.B.
Nanptoseen 11, 3905 PE BeeHeHpgaan
HugepnaHabl
info@medpromedical.nl
CtpaHuua 2/2 LAB/1Pn/CT-008-K1/1402

Lokn. keit, TeH BpuHke,
[Ovpextop  /Mognuck/

/WTamn:

MEnpo Meawnkan B.B.

Nanptoseen 11, 3905 PE BeeHeHpgaan
HupepnaHapl

Ten.: +31318769080 dakc: +31318769107
www.medpromedical.nl/

HacToswnii NnepeBof C aHrNMIACKOTO A3blKa Ha PYCCKWIA A3blK BbIMOMNHEH MHOW, NEPEBOAYMNKOM
MsanuunHoi KOnuein HukonaeBHol. M AEHTUYHOCTb Nepruoga nogTeh
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l'opop EkatepuHGypr CBepAnoBckasi o6nactb Poccuiickas depepaays

YeTbipHaguaToro ollsabps [BE ThiCAYN NATHAALATOrO roga.
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kf:/PCV/DVL

STATEMENT OF AUTHENTICITY

The identity of the person stated below:
Mr. G.J. ten Brinke

Passport

number BM128FRL9

issued in Veenendaal, on 28™ April 2014

has been established by me, mr. Johan van Heteren, notary awaiting appointment, as a
substitute for mr. Roland Ottens , civil-law notary practising in Veenendaal, on the basis of
the identity document referred to above..

The aforesaid person has placed his/her sighature in my presence.

The significance of this authentication is strictly limited to ascertaining the identity and
confirming the signature of the aforesaid person. Consequently |, the civil-law notary, do not
give an opinion on the content and its possible legal effect or other aspects of the
documents attached.

This statement of authenticity does not constitute an authorization of the aforesaid person

to perform a legal act on behalf of another natural and/or legal person.

Signed in Veenendaal (The Netherlands) on 18™ of September 2015
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APOSTILLE

(Convention de La Haye du 5 octobre 1961)

Country: THE NETHERLANDS
This public document

has been signed by:

Mr J van Heteren

acting in the capacity of:
candidate notary

bears the seal/stamp of

Mr Ottens
Notaris te Veenendaal

Certified
in Utrecht 6 on 18.9-2016
by the court registrar
no 15/2363-2
Seal/stamp: ASignaturi

rvan Bcf\Vg
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MEDpro medical

To the Federal Service on Surveillance
in Healthcare of Russian Federation Veenendaall6-09-2015

Explanation letter

Hereby we, the company "MEDpro medical b.v.", Landjuweel 11, 3905PE Veenendaal, the
Netherlands, would like to provide the clarification for the registration dossier "Suprapubic
catheter, length 25 cm, size 10 Fr; 12 Fr; 14 Fr; 15 Fr; 18 Fr" (file No. 12954 from
26.03.2015) in accordance with the Inquiry under No. 04-19847/15 from 13.07.2015 on
preparation of information and data:

construction of medical devices (drawings, chart)

This medical device (catheter) is a simple device. All medical staff is familiar with this kind of
device and is trained to use it. There is no need to indicate drawings in the IFU.

The product is visible in pouch.

t - The absence of information intended to familiarize the consumer with the

- The ensured by manufacturer values of basic parameters, performances of

medical device are presented not in full.

The IFU refers to several product codes and it is impossible to insert these data within the
IFU.

Moreover the absence of these does not affect features and characteristics having an impact
on the quality, efficiency and safety of medical device.

The IFU has been prepared according to the requirements of the Directive 93/42/EEC and to
the applicable harmonized standards.

- The diameter of catheter should be measured in mm.

The diameter of catheter is measured in French, because it is international unit of
measurement for catheters, sheath, etc. It is common used measurements in Europe, USA
and other countries and it is widely known for specialist in medicine. The measurement in mm
we indicated in technical file.

- Transport conditions:

The transport and storage conditions are indicated on product label in form of symbols as
follows «Keep dry», «Keep away from sunlight», «Temperature limitation 12°C - 35°C».
These conditions are considered as normal. Used symbols are common and meet the
requirements of standard EN 1041 «Information supplied by the manufacturer with medical
devices». In the IFU we explain symbol used on label.

According to the EN 1041 (Annex A, item 13.3 i) the transport and storage conditions should
be indicated in the IFU only in particular case if they differ from normal conditions or if they
are critical for the safety use of product. In other cases it is not obligatory to indicate the
transport and storage conditions in the IFU. Labeling is a part of operational documentation
and it is attached to this letter.

Page 1 |3 MEDpro medical b.v. « Office address: Landjuweel 11, 3905 PE Veenendaal
* Mail address: Handellaan 7, 3906 BX Veenendaal
S +31 318769080 « & +31318769107 « @ info@imedpromedical.nl ¢ KvK: 51758644
> www.medpromedical.nl
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MEDpro medical

- Manufacturer's warranty:

Suprapubic catheters are supplied sterile and intended for one-time use only, for that reason
the manufacturer's warranty is not applied as the manufacturer indicates the shelf-life.

The shelf-life is indicated on product label according MDD 93/42/EEC. Labeling is a part of
operational documentation and it is attached to this letter. For that reason we don't indicate
this information in IFU.

- Disposal conditions: Dispose the used catheters in strict accordance with official and
institutional standards for medical waste disposal.

Disposal conditions differ in the various countries, for that reason we don't include this
information in IFU.

Substance hazard category according to Russia relevant regulation: Category B-
Epidemiological hazardous waste.

The material of catheter (PU) is indicated on label and in IFU. Labeling is a part of operational
documentation and it is attached to this letter.The main material for the catheter is indicated
as the catheter is the part that stays in the body for the indicated use. The other items are
used as an aid but do not touch or stay in the body.

T- The materials (marks of materials) used in medical product are not indicated.

- The possible adverse effects are not indicated.

The IFU include following information: "Possible adverse effects of Catheters placement are
documented. Use of this device should be based upon consideration of risk-benefit factors as
they apply to your patient. Informed consent should be obtained to maximize patient
compliance. Follow up procedures.” Doctors are familiar already with these effects as they
are documented in literature.

It can be added the common adverse effects noticed are: Lower back pain, chills, fever

- One can see in the item 3 of technical file "The Catheter is intended for temporary
drainage of urine at different levels (kidney, bladder)", but the IFU doesn't include
the instruction for use at level of kidney).

The Catheter is intended for temporary drainage of urine at level of bladder. Item 3 of
technical file has misprinted intended use. Please find updated technical file (version 2).

- There are no removal instructions of medical device.
Gently pull the catheter out by holding the hub.

There are no any specific removal instructions. All medical staff is familiar with this kind of
device and is trained to use it.

Yours Sincerely,

G.J. ten Brinke

CEO k,leB?G&%O F- #313i87b
imedpromedical.m
Page 2 |3 MEDpro medical b.v. « Office address: Landjuweel 11, 3905 PE Veenendaal

« Mail address: Handellaan 7, 3906 BX Veenendaal
S +31 318769080 « d +31318769107 « @ info@imedpromedical.nl « KvK: 51758644
www.medpromedical.nl
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MEDpro medical

Attachment

Page 3 |3 MEDpro medical b.v. « Office address: Landjuweel 11,3905 PE Veenendaal
« Mail address: Handellaan 7, 3906 BX Veenendaal
9 +31 318769080 « S, +31318769107 « @ info@imedpromedical.nl « KvK: 51758644
www.medpromedical.nl
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MepeBOA C aHTNIACKOTO 1 FONNAHACKOTO SI3bIKOB Ha PYCCKUIA A3bIK.

YOOCTOBEPEHME MOANMTNMHHOCTWU
JINYHOCTb HMXKeYyKa3aHHOTOo unua:

.A. TeH bpuHke,

Macnopt BM128EKE9
BblfaH B BeeHeHfaane (Hugepnangbl) 28 anpens 2014 roga,

6bina MHOW, r-HOM lloxaHOM BaH XeTepeHOM, HOTapuyCcoM, OXMWAAKOLWMM Ha3HaYeHNs,
3ameuwjarowium  r-Ha  PonaHga OTTeHca, HOTapuyca, npakTukylouwero B BeeHeHpgaane

(HuagepnaHapbl), ycTaHOBNEHA Ha OCHOBAHMW BbILLEYNOMSIHYTOTO AOKYMEHTa, YA0CTOBEPSIOLLLEro
NNYHOCTb.

BbllweyKazaHHOE L0 MOCTaBW/I0 CBOK MOAMMUCH B MOEM MPUCYTCTBUU.

HacTosiee ynocToBepeHMe MOAMMHHOCTMA CTPOro OrpaHU4YMBaeTCs YCTaHOB/IEHWEM NINYHOCTM U
NOATBEPXAEHMEM MOANWCK BbllleyKazaHHOro nmua. COOTBETCTBEHHO $, HOTapuyc, He [aro

3aKNMKYEHNA OTHOCUTENBHO COAepPXXaHUA, BO3MOXHbIX MPaBOBbIX I'IOCI'Ie,EI,CTBI/IVI nnn  apyrux
aCneKToB npunaraémMblX JOKYMEHTOB.

HacTosiuiee yAOCTOBEpPEHME MOA/IMHHOCTA He MoapasyMeBaeT npefoCTaB/ieHWe MONHOMOYMIA

BblLLEeYKa3aHHOMY /LY Ha COBEpPLUEHWE PUANYECKUX AeACTBUIA OT MMEHU APYroro M3M4eckoro
U/MN KPULNYECKOTO NnLa.

MogumncaHo B BeeHeHpgaane (HugepnaHgbl) 18 ceHtabpsa 2015 roga.

/Meyars; /Moanuce/
-H P. OTTeHC

HoTtapuyc roposa BeeHeHpaana/

/CypryyHas neyatb: ['-H P. OTTeHC
HoTtapuyc r. BeeHeHgaan/
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AMOCTWMNDb
(Faarckast KoHBeHLMA OT 5 okTA6ps 1961 roaa)

1 CrtpaHa: HugepnaHabl
3T0T oPULMANbHBIA LOKYMEHT

2. MognucaH r-Hom loxaHoM BaH XeTepeHOoM
3. BbicTynaroweli B kKa4ecTBe 3aMecTUTeNa HoTapuyca
4. CKpen/eH neyaTbio/WTaMmnom:

r-Ha P. OTTeHca, HoTapuyca r. BeeHeHngaan

3aBepeH
5. B YTpexTe
6. 18.09.2015
7. CypnebHbIM perncTpatopom
8. 3a Ne 15/2363-2
0. MevaTb/WTamn: 10. Moanuce:
/Moanuce/

. BaH Bepkenb
/Mevatb: Cyp

CpepHue HupepnaHgbl/
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[Norotnn: MEAnpo Meaukan/

B depgepancHyto cnyx6y no Hagsopy
B chepe 34paBoOXpaHeHms

BeeHeHpaan, 16 ceHTabps 2015 ropa

Pa3bscHUTE/IbHOE MUCBMO

Hactoawnm komnaHns «MEAnpo Mepgukan B.B.», JlaHgwoseen 11, 3905 [E BeeHeHpaan,
HwugepnaHgbl, npefoctaBnseT pasbsCHEHUA Ha PerucTpauMoHHoe focbe «KaTeTep Haa/00KOBbIV
AAnHOW 25 cm, guameTtpom 10 Er; 12 Er; 14 Er; 16 Er; 18 Er» (Ne 12954 ot 26.03.2015) B

cootBeTcTBUM ¢ 3anpocom Ne 04-19847/15 ot 13.07.2015 «O npepocTaBfeHUN MaTepuanos U
CBEAEHMNI»:

- He npegcrtaBneHbl cBefeHUs, MpeAHa3HayeHHble [/19 O03HAKOMJIEHUA MoTpebuTens c
KOHCTPYKLMen MeAULUHCKOro n3fennsa (YepTex, cxema).

MeanunHckoe unsgenue (Katetep) ABNSETCA NMPOCTbIM W3fenvem. Becb MeAWLMHCKWWA MNepcoHan
XOpOWO 3HAKOM C [AaHHbIM TUMNOM W34enus 1 06yyYeH ero npaBW/IbHOMY WCMNONb30BaHUIO.

MpeacTaBnsaTb YepTeX B MHCTPYKLMUMU NO NPUMEHEHUIO Heobsi3aTeNbHO. 3enne npocmMaTprBaeTcs
B YNaKOBOYHOM nNakeTe.

- [apaHTMpoBaHHbIE MPOM3BOANTENEM 3HAYEHNA OCHOBHbIX MapamMeTpoB, XapaKTepucTmK
MeANLMHCKOIo U3AeNnnsa rnpeacTaB/ieHbl HE B MNO/THOM 06bEME.

WNHCTPYKLUMM NO NPUMEHEHUIO CCbLUAIOTCA Ha HECKO/IbKO KOAOB M3feNInii 1 N03TOMY HEBO3MOXHO
BK/IIOYNTb BCE [aHHble B WHCTPYKLMIO MO NPUMEHEHUIO. TeM He MeHee, UX OTCYTCTBME HUKOWUM
06pa3oM He CKa3blBaeTCAd Ha CBOMCTBAX W XapaKTepucTMKax, BAUAKOWMX Ha KayecTso,
3(h(peKTUBHOCTb M 6€30MacHOCTb MeAULMHCKOr0 U3aenns.

WHCTPYKUMSA MO NPUMEHEHMIO MNOATOTOB/IEHA B COOTBETCTBUM C TpeboBaHMAMU [NPEKTUBBI
93/42/EEC 1 cOOTBETCTBYHOLUMYK COr/1aCOBAHHLIMW CTaHAapTamu.

- 3HaueHune gnameTpa KaTeTepa A0/IHKHO 6bITb BbIPAXKEHO B MUMIMMETPAX.
EavHuua n3MepeHuns guameTpa Katetepa - ®p3Hu, T.K. 3T0 MeXAyHapoAHas eAuHMLA N3MepeHuns
KaTeTepoB, MHTPOAbIOCEPOB, M Ap. OHa ABNAeTCA 06LLENPUHATON eauHMLER n3mepeHus B Espone,

CLWA v gpyrnx cTpaHax, 1 LUMPOKO M3BECTHA MEeAULMHCKUM cneumnannuctam. ViamepeHune B MM Mbl
npeAcTaBuIn B TEXHUYECKOM (haiine.

- YcnoBus TpaHCNopTUpOBaHUA.

Ycnosma TpPaHCMOPTUPOBAHMA M XpaHeHUa YKasaHbl Ha 3TWKEeTKe Wn3fenns B BUAE CUMBOJOB, a
NMEHHO «XpaHUTbL B CYyXOM MecCTe, BAain OT MCTOUYHMKOB CBeTa, Npu Temneparype 12°C - 35°C».
[aHHble ycnoBus cuuTaroTCA HOpMasibHbIMU. MCMonb3yemMble CUMBOJIbI ABAKOTCA OOLENPUHATLIMY
N CcOoOTBETCTBYHOT cTaHfapTy EK 1041 «WH(popmaums, npepcrasngemas MpPOM3BOAUTENEM,
COMpoBOXJawLle MefuuMHCKUe n3genusa». MOACHEHMA K CMMBONAM Ha 3TUKETKE MpuBeAeHbl B
WNHCTPYKLMY NO NPUMEHEHNUIO.

B cootBerctBUM co ctaHgaptom EM 1041 (Mpunoxenne A, n.13.3 1) ycnosus XpaHeHus wu
TPaHCMOPTMPOBaHNA YKa3blBAOTCA B WHCTPYKLUU MO MPUMEHEHUIO TO/IbKO B Clyvae 0COObIX
YC/IOBUIA, OT/INYHBIX OT HOPMAasbHbIX, UM €C/IN YC/IOBUSA XPaHEHUS ABNAKOTCA KPUTUYECKUMU AN1S
6e3onacHon 3KcnnyaTauum usgenus. B MHbIX cny4vasx HeobsA3aTe/lbHO YKas3blBaTb YCN0BUSA
XpaHeHnds W TPaHCMOPTUPOBKM B WHCTPYKLMW NO MPUMEHEHUID. OTUKETKAa AB/SAETCA YacTbio
3KCNyaTauMOHHOW fOKYMEHTALUN, K MUCbMY MpuiaraeTcs.
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- MapaHTNV NponsBoAUTENA:

KareTepbl MOYETOYHWKOBbIE MOCTABAAOTCA CTEPUIbHLBIMW W MNpefHa3HayeHbl TOJMILKO And
OlHOPA30BOr0 MWCMO/b30BaHUA, MO3TOMY TrapaHTUM NPOU3BOAUTENSA He TMPUMEHUMbI, T.K.
Npou3BOAMTENb YKa3an CPOK FOLHOCTMU.

CpoK rogHOCTV yKasblBaeTCsi Ha 3TUKETKe u3genus B cooTBeTcTBMM € Aupektusoin 93/42/EEC.
lMo3aToMy Mbl He yKasanum fAaHHYK WHMOOpPMauuio B UHCTPYKUMKW. ITUKeTKa ABNSETCHA 4acTbio
3KCMyaTauMOHHOM [LOKYMeHTauumn, K nucbMmy npunaraetcd. Mo 37O MpUUYMHE Mbl He yKasanwu
[JaHHYI0 MH(POPMALMIO B UHCTPYKLUUUN MO MPUMEHEHUIO.

- MpaBuna ytunmsaymn: YTUAM3NPYIATE UCMNONb30BaHHbIW KaTeTep B CTPOroM COOTBETCTBUW C
rocyfapCTBeHHbIMW  HOpMaMW U NpasunaMy  MeAMUMHCKOTOo  YUpexAeHus OTHOCMTESIbHO
yTUAM3aumMm MeguLmMHCKNX 0TXOL0B.

MpaBuna yTuam3aumns pasnuyatoTca B pasHbiX CTpaHax, MO 3TOW NPUYUHE Mbl He BKAKOYUAWU 3Ty
nHopmaunto B UMM.

B cooTBeTCTBMM C aKTyalbHbIM POCCUMICKMM 3aKOHOAATeNIbCTBOM KaTeTepbl OTHOCATCA K
KaTeropum b - annaeMmnonormyecky onacHble 0TX0Abl.

- He ykasaHbl Bce Matepumanbl (Mapku MatepuanoB), W3 KOTOPbIX W3rOTOB/MEHbI
MeAULMHCKME U3LeNnuns.

Martepuan katetepa (MonuypeTtaH) ykasaH Ha 3TUKETKe U34e/INA U UHCTPYKLUUU NO NMPUMEHEHUIO.
JTMKeTKa ABMAETCA YacTbHO IKCNayaTauMOHHON JOKYMeHTauun, K nucbMy npunaraetca. OCHOBHOW
maTtepuan gns u3Lenna ykasaH Ans katetepa, T.K. 3Ta YaCTb OCTAETCA MO Ha3HAYEHUIO BHYTPW Tena
nauveHta. OcTa/bHble YacTW UCMNO/b3YIOTCA KaK BCMOMOTraTe/ibHbli MHCTPYMEHT M He KacatTcs
Tena nauneHTa Uau He OCTAKOTCA BHYTPU HEro.

- He ykasaHbl BO3MOXXHble MO60YHbIE AeliCTBUA.

WHCTPYKUMA MO NPYMEHEHMIO COLEPXUT Crefylowyo UHpopMaunto «Bo3moxHble NoboyHble
3 (eKTbl OT UCMOMb30BaHNA KaTeTepa AOKYMeHTUpYroTCA. icnonb3oBaHne n3fennsa 0CHOBbIBAETCA
Ha pacCMOTPEHUN COOTHOLUEHMA (DAKTOPOB PUCK/MOMb3a MPUMEHUTENbHO K JaHHOMY MaLUEHTY.
[omKHO ObITb NOMlyYeHO MHMOPMUPOBAHHOE cornacve nauyueHta. Cnepgosatb YCTaHOBJ/IEHHbLIM
npouegypam». [loKTopa 3apaHee OCBEOMJIEHbl C AAHHbIMW MO6GOYHbIMU 3PHeKTamu, T.K. OHU
3a[l0KyMEHTMPOBaHbI B IUTEpPaTYpe.

MOXHO 0TMEeTUTL 06LMe NOBOYHbIE 3PdeKTbI: Ntombaro, NMxopasnka, Temnepartypa.

- B pasgene 3 TexHU4YeCKOl JOKYMeHTauuMn ykasaHo, 4To «KaTeTepbl npegHasHa4veHbl Ans
BPEMEHHOI0 [peHaXa MOYM Ha pasHbliX YPOBHAX (MNOYKM, MOYEBOM My3bipb)», HO B
WHCTPYKLUUN N0 NPUMEHEHUIO He NpeAcTaBneH NoPALOK UCMONb30BaHUA Ha YPOBHE NMOYKMN.
KarteTepbl npefHasHayeHbl 419 BPEMEHHOIO APeHaXka MOYM Ha YPOBHe MOYeBOro nysbips. MyHKT 3
TexHUYeCcKoW [OKYMEHTaUUW COLEPXMUT OneyaTKy B Ha3HayeHMW. CMOTpuTe, MOXanyicTa,
NCcrnpaBneHHY TEXHUYECKYIO JOKYMeHTaumno (Bepcus 2).

C yBaxeHuewm,
MeppuT AH TeH BpuHKe,
Jvpekrtop /Mopnuce/

/WTamvn-. MEAnpo Meaukan 6.8.

Nanproseen 11, 3905 PE BeeHeHpaan, HugepnaHgbl,
Ten. +31318769080 dakc +31318769107
www.medDromedical.nl/
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MpunoxeHue

Meop«) jMEVCAC LU

Supmpualc Cetheter
10F /.-25cm<PU}

T SPG1026‘PU
8491««B94
2111414

m201r-03

ME€0pro MeDICAL ay
{3 Le¥eeadVKIEIMM
I:,+3UlrW8 TI;+3118L87

E LUchLLIpTKKALLI: trLiuiu(IprmM .18

MepeBog Haanuceii ¢ hoTorpadmn:
MEDpro MEDICAL B.V. MEAnpo Meankan 6.B.

Catheters & more KaTeTepbl u fpyroe

Suprapubic Catheter KaTteTep Hagno6KoBbIiA,
10Fr-25cm (PU) avametpom 10 Fr- gnnuoit 25 cm (MonuypeTtaH)
ref sPC1025%PU Homep B kaTanore SPC1025*PU
Kog na 8491404694
L f11 8491404694 A napTuy
NaTta unsrotosneHuna 2014-04
1 12014-04
Ncnonb3oBatb go 2017-03
2017-03
(§) He npuMeHATb NPU NOBPEXAEHUN YNaKOBKY
O6paTnTeCh K NHCTPYKLMN NO NPUMEHEHW IO
o3
3anpeT Ha NOBTOPHOE MPUMEHEHUE
3anpeT Ha MOBTOPHYI cTepunusaLlmnio
f bepeub oT Bnarun
He gonyckaTb nonajaHus CONHEYHOro cBeTa
E35°C OrpaHunyeHune Temnepatyps 12°-35°C
12°C =
OcTopoxHO! O6paTnTeCh K CONPOBOANTENbHOW AOKYMeEHTaLWUK
A
o CTepununsauus ¢ NpuMeHeHNeM OKUCK 3TUNEHA
|sTRiiuileo
Mapkuposka EC 2265
c cC

H HanmeHoBaHue n agpec npomssogutens ME/Anpo Megukan 6.B.
Mll MEDpro Medical B.V.

Landjuweel 11, 3905 PE Veenendaal,
the Netherlands

T:+ 31318769080, F: + 31 318769107
E: sales(S),imedDromedical.nl

W: www.medDromedical.nl

Nanpgoseen 11, 3905 HE BeeHeHpgaan
HupgepnaHpgbl

Ten.: +31318769080, ®akc: +31318769107
E-mail: sales@ medpromedical.nl
Be6-caiiT: www.medpromedical.nl
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13 MacnopT AeincTBUTENEH HAa TEPPUTOPUN BCEX CTPaH
14 CtpaHvUa npefiHa3HayeHa N9 OTMETOK OpraHa, OTBETCTBEHHOIO 3a BbINyCK nacnopTa

BM128PKE9

MACNOPT KOPOJIEBCTBO HNAEPIAHOOB
/thoTo/ T™™Mn  KOA4 2 FrPAXOAHCTBO HOMEP JOKYMEHTA
P KTO HWUAEPJTIAHAbI BM128PKE9

1958 3 PAMUITINA
TeH bpuHke
4 IMEHA
epput AH
5 OATA POXIOEHNA
22 HOABPA 1958 TOOA
6 MECTO POXXIOEHNA

3toTdheH

7 non /thoTo/ 8 POCT

M 1,78 m

9 AATA BblJAYN 10 AENCTBUTENEH A0
28 AIMPENA 2014 TOOA 28 ATPENA 2016 NTOOA
1 noanincb 12 OPI'AH BblJAUN
/nognucs/ Bypromuctp BeeHeHzaana

P<NLDTEN(TEH)<BRINKE(BPUHKE)«GERRI1T(FEPPUT)<JAN(AH)«««««««<
BM128FRLI98NLD5811225M1604287089244436<<<<<<<<<62

JInyHocTb ycTaHoBNeHa HoTapuycom P. OTTeHCOM B ropoje BeeHeHpaan, B COOTBETCTBUMN C
3aKOHOM Mo 60pbbe C OTMbIBAHWEM [ieHer Y PUHAHCMPOBAHMEM TEPPOPU3MA.

/Moanuce/
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MpoBepKa AaHHbIX

Monb3oBatenb OTTBbo3

Homep nons3osartens 101899

[Jara otnpasku 18-09-2015

Bpemsa oTnpasku 12:02:55

JOKYMeHTHI

Bua gokymeHTa HwugepnaHAckmin macnopT, HuaepnaHackoe yaoCcToBepeHne nnyHocTh EC,
3arpaHv4HbIii macnopt

CrtpaHa Bbigaun HwvzepnaHapl

Homep foKyMeHTa BM128PKb9

PesynbTat nposepku

Cratyc JlOKyMEHT He 3aperncTpUpoBaH B KaYecTBe MponaBLUero 6e3 BeCTU

Cmp. 1u3 1

HacTosawwuii nepesos C aHrMMIACKOrO U FONNAHACKOTO A3bIKOB Ha PYCCKWIA S3blK BbIMOMHEH

nepesogymMkom  J1OrMHOBbLIM BuTannem BayecnaBosuyem. N aeHTUYHOCTb nepesoja
noATBepP>KAato.
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"opoa ExkatepuHbypr CeepanoBcKoli obnactu Poccuiickoli deaepaumm
[leBATOro oKTAGPS ABE ThiCAYM NATHAALATOrO roja

A, YawmHa Hatanbs PomaHoBHa, HOoTapuyc ropoga ExkatepuHbypra
CsepanoBcKoii o6nacTy Poccuiickoii depepaumn, CBUAETENbCTBYHO
NOA/IMHHOCTb NOAMUCK, CLENaHHON NepeBOAUYMKOM

JlornHosbIM Butannem BayecnaBoBuyeM B MOEM NMPUCYTCTBUN.
JIn4HoCTL ero ycTaHoB/EHa.

3aperncTpmpoBaHo B peecTpe 3a Ne
B3bickaHo 1o Tapudy 100 py6rieli

Hotapuyc:

K»BCTO
4NToTaNnN-', ' m
€]

Toro npoHyMepoBaHo, NPOLLHYPOBaHO
1 CKPENJIEHO Nneyatbo 13 nmct(-0B)
(TpuHaguatb) nucT(-0B)
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