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Instruction for use

Name of product

Inf-i:omat' Plus Line and Infusomat® plus Line SafeSet for infusion by Infusomat® compact plus pump,
variants:

1. Infusomat® Plus Line for infusion by Infusomat® compact plus pump, infusion (art.Ne: 8700310, 8700310-20) 100
pc./box, with instruction for use (1 pc.)

2. Infusomat® Plus Line for infusion by Infusomat® compact plus pump, infusion (art.Ne: 8700320) 100 pebox, with
instruction for use (1 pc.)

3. Infusomat® Plus Line for infusion by Infusomat® compact plus pump, infusion (art.Ne: 8700330) 100 pe./box, with
instruction for use (1 pc.)
4, Infusomat® Plus Line for infusion by Infusomat® compact plus pump, infusion (art.Ne: 8700340) 100 pc./box, with
instruction for use (I pc.)
5. Infusomat® Plus Line SafeSet for infusion by Infusomat® compact plus pump, infusion (art.Ne: 8700200, 3700200-
20) 100 pe./box, with instruction for use (1 pe.)
6. Infusomat® Plus Line SafeSet for infusion by Infusomat® compact plus pump, infusion (art.Ne: 8700210) 100
pe./box, with instruction for use (1 pc.)

7. Infusomat® Plus Line SafeSet for infusion by Infusomat® compact plus pump, infusion (art.Ne: 8700220) 100
pc./box, with instruction for use (1 pc.)

8. infusomat® Plus Line SafeSet for infusion by Infusomat® compact plus pump, infusion (art.Ne: 8700240, 8700240-
20) 100 pc./box, with instruction for use (1 pc.)

9. Infusomat® Plus Line SafeSet for infusion by Infusomat® compact plus pump, infusion (art.Ne: 8700250) 100
pc./box, with instruction for use (1 pc.)

10. Infusomat® Plus Line SafeSet for infusion by Infusomat® compact plus pump, infusion (art.Ne: 8700300) 20
pe./box, with instruction for use (1 pe.)

11. Infusomat® Plus Line SafeSet for infusion by Infusomat® compact plus pump, infusion, UV protect {art.Na:
8700260, 8700260-20) 100 pc./box, with instruction for use (1 pe.)

12. Infusomat® Plus Line SafeSet for infusion by Infusomat® compact plus pump, infusion, UV protect {(art.Ne:
8700270) 100 pc./box, with instruction for use (1 pc.}

{further in the text «Infusomat® Plus Line and Infusomar® Plus Line SqfeSet, infusions)

Intended Use

intended for continuous or intermittent IV administration by a compatible pump (primary method) and by gravity
(secondary method). Intended for 1V administration of infusion solutions, liquid drugs and fat emulsions, as well as
low-soluble drugs and cytotoxic drugs.

1 — Drip chamber, which consists of: 1.1 protective cap ( preserves the sterility of the medical device until it is used);
1.2 spike (provides easy piercing of various ports of infusion containers); 1.3 ventilation duct with lid and air filter -
provides additional protection against contamination; 1.4 moulding ring - provides a tight connection between the
upper and lower parts of the drip chamber; 1.5 the integrated dropper into the upper part of the drip chamber has
standard characteristics: 20 drops = 1 mi + /- 0.1 ml (distilled water); 1.6 the lower part of the drip chamber is elastic,
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50 it can be used to pump the solution into the drip chamber; 1.7 liquid filter - is integrated in the lower part of the
drip chamber, depending on the version of the medical device, it may have the following characteristics: - 15 um fluid
filter (Infusomat® Plus Line), 15 pym fluid filter Air-Stop (hydrophilic membrane, impermeable to air bubbles)
(Infusomat® Plus SafeSet Line)). 2 — Tube - is designed for the introduction of solutions to the patient, transparent
(PVC or PUR). The polymer tube with UV protection (orange transparent) is used for photosensitive drugs. 3 ~ Roller
clamp has a connector for attaching a tube that can be used to temporarily interrupt the infusion and a for safely
disposing of the tip after the infusion is completed. 4 - Peristatic (pump) segment it is made of silicone and when
exposed to the peristaltic mechanism of the pump, it provides a uniform unidirectional movement of the injected
solution at a given speed. For the comect placement of the line inside the pump, it is provided: (clip (inlet/outlet) and
places inside the pump, having the appropriate shape and color coding and graphic image (“asterisks") to prevent
twisting of the tube during the installation of the main line in the pump.). § - Free Flow Protection Clamp - allows to
block the flexible tube to stop the flow of the solution if necessary. 6 - Y-port - it is intended for additional bolus
administration of drugs. Depending on the version, the Y-port can be needle or needle-free, 7 - Filter 0,2 um (Sterifix)
prevents the ingress of solid particles by filtering the solution. It is a non-removable component of a medical device.
A filter of 0.2 microns is provided for infusion lines used for the introduction of standard infusion solutions, as well
as low soluble infusion solutions and cytostatic drugs. 8 - Connector Luer Lock (type male) with protective cap -
Connector Luer Lock ensures tightness of the connection between the line and the patient's catheter (due to the
presence of internal thread), protective cap - depending on the version of the medical device, it can be: standard plastic
or equipped with a hydrophobic membrane Prime-Stop, The presence of the PrimeStop hydrophobic membrane allows
you to fill the line without removing the cap and leave the connector sterile until the line is connected to the patient.

Materials used:
PS-HI, PE, PA, SBC/SBS, PP, ABS, Borosilicate, PVC, MABS, PUR, PC, MBS, PTFE, PSU/PVP, PESU, Acrylic
copolymer, SIR, SIL, IR, SB, PS, PE-LD.

Operating Instructions for infusion by compatible pump (primary method)

1. Select Infusomat® plus Line or Infusomat® plus SafeSet Line, infusion in accordance with the planned procedure.
2, Check the shelf life and integrity of the trunk packaging. Do not use if the packaging is damaged or afier the
expiration date.

3. Check the name, expiration date, physical properties, and dosage of the medicine.

4. Open the individual packaging, remove and expand the Infusomat® plus Line or Infusomat® plus SafeSet Line,
infusion observing the rules of asepsis.

5. Close the roller clamp (Fig. 2).

6. Treat the container port, remove the protective cap from the tip and puncture the port (Fig. 1).

7. Squeezing the lower part of drip chamber, fill it with sufficient amount of the sclution (Fig. 3).
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8. During infusion of the polymer bottles or bags, the lid of the veatilation duct of the tip should be closed and during
infusion of glass bottles the ventilation channel should be open (Fig. 4).

9. Open the roller clamp and fill the line with a solution, then close the roller clamp (Fig. 5).

10. Install the Infusomat® Plus Line according to the instructions for the peristaltic pump. Open the pump door pushing
the door level. Install the green snap clamp in the appropriate pump slot (Fig. 6 pos. 2), and the orange retainer of the
peristaltic segment to the comesponding place (Fig. 6 pos. 1).

11. Push the Infusion line into the air sensor on the left and into the pump based safety clamp on the right (Fig. 7).
12, After installing the line, close the pump door while simultaneously pulling the door level (Fig. 8).

13. Connect the line to the patient’s catheter (Fig. 9).

14. Open the roller clamp (Fig. 10)

15. Set infusion parameters on the pump and start infusion.

16. Before removing the line from the pump, close the roller clamp (Fig. 11), disconnect the line from the patient's
catheter (Fig. 12)

17. Open the pump door by pulling the door lever and remove the line from the pump.

Compatible infusion pumps according to the manufacturer’s instruction for use of infusion pumps. Infusomat® Plus
Lines are compatible with Infusomat compact plus (Registration Certificate Ne RZN 2022/16352).

Operating Instructions for infusion by gravity (secondary method)

Follow points from 1 to 9 from the chapter “Operating Instructions for infusion by compatible pump”.
After that:

10. Connect the line to the patient’s catheter (Fig. 9).

11. Set the required infusion rate by adjusting the roller clamp. Periodically monitor the flow rate throughout the
duration of the infusion.

12. After infusion is finished, close the roller clamp (Fig. 11) and disconnect the line from the patient’s
catheter (Fig. 12).

Sterility
Sterilized by EO. Please refer to the information on primary packaging. Do not use if package is damaged.
Visually inspect the product packaging to ensure that the sterile barrier system is intact.

Intended purpose

Single-use, sterile infusion systems for administration of infusion solutions, parenteral nutrition via one single closed
line system, usable with a compatible pump (primary method) or by gravity (secondary method).

Do not re-use.

Indications

8700310, 8700310-20, 8700320, 8700200, 8700200-20, 8700210, 8700220, 8700340 8700240, £700240-20,
8700250, 8700330

Indications: for standard infusion solutions and parenteral fluids {parenteral infusion solutions and lipids)

8700300
Indications: for low soluble IV-solutions and for cytostatic solutions.

8700260, 8700260-20, 8700270
Indications: for light sensitive drugs.

Patient population

The device can be used for ail patients for which infusion therapy is prescribed. Infusomat® Plus Lines can be used
for adults, pediatric and neonates in hospitals and also in the outpatient market.

Selection of pump and dedicated set according to national standards and / or hospital protocols,

Intended User
Infusomat® Plus Lines are intended to be used by trained healthcare professmnals, licensed and/or certified physicians,
healthcare practitioners and/or specifically trained patients or caregivers according to local regulations.

Contraindications

Infusomat® plus Lines IV shall not be used in case of proven incompatibility of the drug/ solution to one of the used
materials. SPCs of the drugs/solutions for contraindications should be considered.
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No administration of blood products, blood components and enteral nutrition solutions.

Risks / Side effects

General risk occurring during infusion therapy including:

Air embolism

Precautions

Local and systematic infection
Medication error including over and under supply
Particle contamination
Kinking of the line may result in decrease or stop of infusion flow
Leakage of drugs/fluids can be an additional hazard {o patients, visitors or staff

safety pre-cautions,

Mind the general guidelines for parallel infusions.

Visual check of the Infusomat® Lines for damages before use.

Do not re-attach the protective cap of the patient connector.

Always refer to the manufacture's instruction for use of infusion pumps.
If pressure infusion without infusion pump is used, remove air from container beforehand. Observe general

¢ Please also consider the corresponding SPCs of the drugs/ solutions regarding possible incompatibilities of
drugs/ solutions and/or material of the used Infusomat® Line.

»  Menitor all connections for tightness over the whole infusion procedure

o  Due to the structure of the fluid filter of Infusomat® Plus SafeSct which achieves a particle retention with a
filter efficiency > 80% for a particle size of 3um, the infusion of highly viscous solutions, lipid emulsions
>10% and certain suspensions can affect the flow rate. With regard to this, please also follow the
information in the relevant summary of product characteristics.

Warnings
Do not use if packaging or product is damaged or contaminated or if protective caps are loose or missing.
Do not re-use: 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. Administration of light sensitive drugs requires UV-protected IV administration
sets.

is stated in the SPC (Summary of product characteristics) of the drug.
Always check, if the use of a 0.2um filter is stated in the SPC (Summary of product characteristics) of the drug.

Duration of use

Alu;ays check, if incompatibilities with other drugs or with respective material of different types of Infusomat® Lines

Usage time according to hospital protocols and/or guidelines. Maximum usage time of one device is up to 96h.

General technical characteristics

Arlicke Length of device, mm (= | Filling volume (ml) | Sterage  volume | Tube  (material] ftcr for | Filter for | Filter
number 150 mm) / Length of line | on 1 m of polymer | (ml) oa 1 o of | colowr) liquids ligeids (15| 9,2 pm,

from peristaitic segment | tubing ander 40 °C | polymer tubing {15 pm) gm) AirStop | {Sterifix)

to Luer Lork conmector, | in accardaace to | under 40 °C2 bar type

mm (+ 100 mmn) EN ISO 8536-8 in accordamce to

EN 180 85363

8700310, 2400/ 1500 6 7 PVC, coloriess + - -
8700310-20
8700320 2400/ 1500 7 7 PUR, coloricss. + - -
8700330 3000/ 2000 6 7 PVC, colorless. + - -
8700340 3000 / 2000 6 7 PVC, colorless. + - -
8700200, 2400 7 1500 6 7 PVC, colorless. - + -
8700200-20
8700210 3000/ 2000 6 7 PVC, colorless. - + -
8700220 2400 / 1500 7 7 PUR, colorless. - + -
8700240, 3000/ 2000 6 7 PVC, colorless. - + -
8700240-20
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8700250 3000 2000 7 7 PUR, colorless.

8700300 2400/ 1500 7 7 PUR, colorless. +
8700260. 2400/1500 7 7 PUR, orange, _ + _
8700260-20 UV - protect
8700270 300072000 7 7 PUR, orange, B .

UV - protect

Intemal/outer tube diameter - 4.1 x 3,0 mm (x 0,2 mm).
Resistance to pressure up to 2.0 bar.

Luer compatibility acc. to EN 1SO 80369-7/ EN 1SO 80369-20
Spike compatibility acc. to EN ISO 8536-4/ EN ISO 8536-8

Scope of supply

Scope of supply of the medical device text “Infusomat® Plus Line and Inflisomat® Plus Line SafeSet, infusion” is a
group package that includes medical device in individual packaging - 20, 100 pcs (depending on the variants, see ch.
“Name of medical device” ofthe instruction for use).

The group package is accompanied by instructions for use on paper - 1pc.

Operation environment, storage and transportation conditions
Operation environment

+10°C - +40°C, humidity up to 80 %, atmospheric pressure 900 mbar- 1100 mbar
Transportation

-20°C - -i-40°C, humidity up to 80%, atmospheric pressure 900-1100 mbar

Storage

+15°C to +25°C, humidity up to 80%, atmospheric pressure 900-1100 mbar

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

Disposal

Use integrated spike protection at roller clamp for disposal. Disposal of the medical device «Infusomat® Plus Line»
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 product, unused packaging should be disposed of in accordance with the procedure of disposal of
solid domestic waste established by the legislation of the Russian Federation 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.

Notice to the user

If, during the use of this product or as a result of its use, a serious incident has occurred, please report it to the
manufacturer and/or its authorized representative and to your national authority

If further Instructions for Use are required, they can be requested from the manufacturer or can be obtained from the
B. Braun homepage: https://eifu.bbraun.com/.

Marking

Marking on the medical device: On the top part of the drip chamber can be applied the logo of the manufacturer (in
Latin «BiBraun»). On the filter 0,2 pm can be applied trade name of the device “Sterifix”, filter pore size (0,2 pm),
the logo of the manufacturer (in Latin «B|Braun»), an arrow that indicates the direction of fluid flow through the filter.
Symbols are used in accordance with GOST R ISO 15223 for marking of the individual and group packaging, for the
decoding of the symbols see the Table below. Additionally, information in a foreign language can be applied on the
marking, namely: «Type IV-Standard - Luer Lock» (translation from english: «Tun nH(y3noHHas- J1toap J1ok»);
«Type IV-Standard - Luer Lock needle free» (translation from english. «Tun wuHgy3MoHHas - Jlo3p J1oK
WHBEKLMOHHbLIA NOPT, 6e3bIroNbHbIN»); «needle based» (translation from english. «MHbEKLUMOHHBI NOPT,
UronbHbIN»); «Type UV-protect - Luer Lock» (translation from english. «Tun Y ®-3awnta - J1103p J1ok»); «needle
free» (translation from english. «MHBbEKLMOHHBIA NOPT, 6€3bIr0NbHLIN»); «Type Oncology Neutrapur, with Sterifix
0,2 pm Infusion Filter» (translation from English: «Tun oHkonorusa - Helitpanyp ¢ duabTpom Sterifix 0,2 MKM»).

Symbol Meaning of symbol
Do not re-use

A Caution
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Consult instructions for use

,.
-

LOT

|

Batch number

w
—
m
X
~
m

Sterilization by ethylene oxide

Use-by date

T
4

-
-

Date of manufacture

LS(TEN 4

DEHP-free

Latex-free

Prime-Stop

PVC-free

20 drops per ml

Infusion Filter

UV-protect

Air-Stop

Do not use if package is damaged

b® @B B @

tubing length, cm

VOL

Filling/storage volume per metre tube length

Non-pyrogenic

Pressure

Gravity

Catalog number

® Be@x

The mark of conformity to the Declaration of conformity medical devices in

Russian Federation (if necessary)
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' ! Manufacturer

wl

. -l

Single sterile barrier system
Single sterile barrier system with protective packaging outside
C&'{I Country of manufacture
|MD| Medical Device
?‘."a «Keep dry»
Mz fro light»
;; .:_ «Keep away from sunligh
AN
CE mark
CE mark — the conformity mark of Directive 93/42/EEC and the identification number of the accredited certification
body in the European Union
Manufacturer

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

' www.bbraun.com

Date of issue and if appl. revision date
Date of issue: 03.2023
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HHCTpYKUHS O NPHMEHCHHIO

HaumeHoBaHHe HIAeIHA

Marucrpans Undysomar® nmoc (Infusomat® plus) u Maracrpans Hudysomat® wmoc CaiigCer (Infusomat® plus

SafeSet) ana ucnonszoranns ¢ Hacocom Mnpy3oMar® KOMOAKT NULIOC, BAPMAHT UCTOIIHEHHN:

1.Marucrpane Hudysomar® natoc (Infusomat® plus) ans ucnoaszosanus ¢ nacocom Hudysomar® xomnaxr naioc,
uHbyInousan (apt.: 8700310, 8700310-20) 100 urr./yn., ¢ upcTpYKHeR no npuMenernio (1 wr),

2.Markcrpans Mndyszomar® nmoc (Infusomat® plus) ans ucnonezosanns ¢ vacocom Hudysomar® komnakr mumoc,

uHbysHoHHAA (apT.: 8700320) 100 WT./YN., ¢ HHCTPYKUHEH 10 NPUMEHSHTIO.

3. Marncrpans Undyzomar® nmoc (Infusomat® plus) ans ucnonsaosanns ¢ Hacocom Mudysomar® xomnaxt moc,
undy3nonnan (apr.: 8700330) 100 wr./yn., ¢ uHcTpyKudeli 0O NPHMEHEHHIO,

4 Maructpans Hudyzomar® nmoc (Infusomat® plus) ans ncnonszoeauns ¢ Hacocom Hundysomar® komnaxt naoc,

nHpy3noHHaA (apT.: 8700340) 100 mT./yn., ¢ KRCTPYKUHEH O PHMEHEHHIO,

5.Maructpans Hugyzomar® mmoc CadigCer (Infusomat® plus SafeSet) ana ncnonszoeanna ¢ wacocom Hagysomar®

KOMIEKT nmoc, Hapy3xonyas (apr.: 8700200, 8700200-20) 100 wr./yn., ¢ HHCTPYKUHEH TIO NPHMEREHHIO,

6.Maructpans Undyzomar® nmoc CatigCer (Infusomat® plus SafeSet) ana ucnonszopanus ¢ Hacocom Hudyzomar®

KOMNaKT mmoc, #rgysHonnas (apt.: 8700210) 100 wr./yn., ¢ RHCTPYKuME#H T DPHMEHEHHIO.

7.Marncrpans Mndysomar® nmoc CaiigCer (Infusomat® plus SafeSet) ans ucnonszosanusa ¢ nacocom Mndysomar®

KOMUAKT ILIOC, Wupy3HonHas (apt.: 8700220) 100 wr./yn., ¢ RHCTpYKuueH MO NPHMEHEHHIO.

8 Maructpans Undysomar® nmoc CriigCer (Infusomat® plus SafeSet) mns ucnonszosanns ¢ nacocom Hudysomar®

KOMNAKT Nmoc, WHdysnoHHaa (apt.: 8700240, $700240-20) 100 wr./yn., ¢ HECTPYKUNEHR N0 NPRAMEHEHIIO.

9 Maructpans Undysomar® nuoc CaiipCer (Infusomat® plus SafeSet) anx ncnonssosanus ¢ nacocom Hipysomar®

KOMRaKT nioc, Hudy3HonHas (apr.: 8700250) 100 wr./ym., ¢ HHCTPYKUHER A0 MPHMEHEHHIO.

10.Maructpans Undysomar® nmoc CaltdCer (Infusomat® plus SafeSet) ans ucnonssosanus ¢ nacocom Mudyzomar®

KOMNAKT fULoc, HHdysnonHas (apr.: 8700300) 20 usr./yn., ¢ nHCTpyKiHel IO MPHMCHEHKIO,

I 1 Maructpans Hudyzomar® nmoc CotigCer (Infusomat® plus SafeSet) an enonssosanus ¢ nacocom Mutysomar®

KOMNAKT IWMOC, HHY3HOHHAA, ¢ Yd-3awwTol (apr.: 8700260, 8700260-20) 100 wm./yn., ¢ uHcTpykumedd no
NPHMCHEHUIO.

12.Maructpans Hudysomar® nntoc CoipCer (Infusomat® plus SafeSet) ans #enosns3osanus ¢ uacocom Hidgysomar®

KOMNAKT ILTOC, HudysHoHHA, ¢ Yd-3amuToil: (apr.: §700270) 100 wr./yn., ¢ HHCTPYKUHEH O NPHMEHSHUIO. |
(oazee no mexcmy «Mazucmpane Hudysomam® nmoc (Infusomal® pius} u mazucmpare Hugyzomam® nuoc ;

CotighCem (Infusomat® plus SafeSet), unghysuonnvies) ‘

|

Hasnauenune

TpeauazHaveHsl AR HENPCPBIBHONO WK NPEPHIBHCTONO B/B BBEACHHS, ¢ MOMOMILIO COBMECTHMOrG HACOCA
{ocHoBHO# cloco6) ¥ NOA ACHCTEIEM CHIIM FPABUTALHH (AOTORHUTENbLHBIE c110C06).

MpeauazHaueHs AN B/B BBEACHUSA PACTEOPOR 1S HHYSHI, XHAKHX JICKAPCTE H KHPOBLIX IMYITLCHH, 8 Taloxe
TPYAHOPACTROPHMBbIX JIEKAPCTE H LIKTOCTATHIECKHX MPENapaTos.

Onucanue mageIHs

1 ~ KaneasHan kamepa, Xotopas cOCTONT Ha: 1.1 3a1uTHbIli KOANAMOK ANK HAKOHEUHUKA { COXPAHAET CTEPHALHOCTD
MEIHLWHCKOTO H3ASAMA 10 ero Henonkzosaxus); 1.2 npoxanuisalowit HakoHeuyHMk (oOecnevHBaeT ferkoe
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MPOKANBbIBAHHEC PAIHYHBLIX NOPTOB MH(PY3HOHHBIX KOHTCHHEpOB); 1.3 BEHTHAALUMOHHBIA KaHan C KpBIWKOH M
BO3AYWHLIM PHABTPOM - obGecneunHBaeT JOMONHUTENLHYIO 3aLIMTY OT 3arpsa3HeHus; 1.4 coeaMHHTeNbHOE KONBLUO -
obecrieyHBaeT NIOTHOE COEANHEHHE BEpXHEH H HUXKHEH 4acTH KanenbHOH Kamepbl; 1.5 BCTPOEHHBbI B BEPXHIOW
4acTb KameSbHOW KaMeps! KanenbHHK HMMEET CTaHIapTHbie XapakTepuctuku: 20 kanens = 1 mn +/- 0,1 mn
(aucTHanMpoBaHHas Boaa); 1.6 HHKHAA YacTH KaneNbHOH KaMepbl 3/acTHYHAs, COOTBETCTBEHHO MOXKeT
HUCII0L30BATBLCA AUIS HarHETAHWUA PacTBOpa B KanenbHyto Kamepy; 1.7 uaKOCTHLIA GUALTP — BCTPOEH B HUKHIOIO
4acTb KanenbHOA KaMepbl, B 3aBHCHMOCTH OT BapHaHTa HCNOIHEHHA MOXET HMETh CIEAY IOLUHE XapaKTePUCTHKH!:

- WUAKOCTHBI dunsTp 15 Mxm (Maructpans Hndysomar® mmoc (Infusomat® plus), xuaxoctueiit punetp Air-Stop
15 MkMm (ruapodunbHas Mem6pana, HenpoHHUaeMas A8 Ny3sipbkoB Bo3ayxa) (Maructpant Mndysomar® nmoc
CaitpCer (Infusomat® plus SafeSet) 2 — Tpy6ka - npeanasHayeHa AN BBEACHHA 3a4aHHBIX 0GBLEMOB pacTBOpOB
nauuenty, npospauwas (ITBX wunu TTVP). TMonumepuas TpyGka ¢ Yd-zammtolt (opaHkesas npospauHas)
NPHMEHAETCA MUTA HCMONb30BaHUA CO CBETOUYBCTBHUTENLHBIMH Npenaparamu. 3 — PonuKoBbIi 32kKHM UMEET pa3beM
Ui KperuleHus TpyOkH, KOTOopas MOXET HCMONL30BATHCA AT BPEMEHHOTO MpEPLIBaHUA HHOY3HUH M pa3beM s
6e3onacHoMi yTHNIM3aUHH HAKOHEYHHKA NTOCJIE 3aBEPLICHHUA HHDY3HHU. 4 - [TepHCTANbTHYECKHH CErMEHT — H3TOTOBJIEH
H3 CH/IMKOHA W NPH BO3AEHCTBHH HAa HEro MEPUCTAILTHYECKOIO MEXaHH3Ma Hacoca ofecneyHBaeT paBHOMEPHOE
ONHOHANPaBJIEHHOE ABHXEHHE BBOJMMOrO PacTBOpa, C 3aRaHHOA ckopocThio. JIna MpaBHALHOrO pa3MelleHHs
MarycTpany BHyTpH Hacoca nNpenycMoTpeHo: PHKcaTophl (BXOAHOH/BLIXOAHOMH ) H MOCAJOYHBIEC MECTA BHYTPH Hacoca,
HMeloLLHEe COOTBETCTBYIOLLYIO (JOPMY H LBETOBYIO KOAMPOBKY U rpaduueckoe usobpaxkeHHe («3BE3ROMKHY), A
npeoynpexacHHs NepekpyuHBaHHA TPyOKH B mnpouecce YCTAHOBKH MAarWCTpalH B Hacoc. § - 3axuM npoTHs
¢800OAHOrO0 TOKA XMIAKOCTH MO3BONAET NepekpbiTh TMOKyl TpyOky ANA OCTAHOBKM NOTOKa pacTsopa NpH
HeoGxoauMocTH. 6 - Mubekunonusiii nopt (Y-nopT) - npeaHasHa4ed LA JONONHHTENBHOro 60M10CHOro BBEACHHA
nexapcTs. B 3aBHCHMOCTH OT BapHaHTa HCNONHEHHS Y-NOPT MOXET GbiTh HTONBHBIM HIH 6€3bITONbLHBIM. 7 - UAbLTp
0,2 mxkm (Sterifix)- npemoTBpawaer nonagaHHe TBEPAbIX 4YacTHU NyTem (UALTPauMu pacTeopa. SlenseTcs
HECBEMHBIM KOMIMOHEHTOM MeauuUuHckoro u3genua. @unetp 0,2 MKM NpPEnyCMOTPEH IR  MarHcTpaneci
HHDY3IHOHHBIX, HCMIONL3YEMBIX MU BBEAEHHA CTAHAAPTHLIX HH(PY3IHOHHBIX PaCTBOPOB, 8 TAKKE MANOPACTBOPHMBIX
HH(Y3HOHHBIX PacTBOPOB H LIMTOCTaTHYecKUX nipenapartos. 8 - Koxnektop Jhiosp nok (Tun male) ¢ 3alUUTHBIM
konnavkoM - KoHnexTop Jlio3p Jiok - obecneunBaeT repMETHYHOCTb COEAHHEHHA MATUCTPATIM K KATETEPA NALUCHTA.
(3a CueT HaIUuMA BHYTPEHHEro pe3b60BOro COeAHHEHHA); 3ALUMTHBIA KONNAuOK - B 3aBHCHMOCTH OT BapHaHTa
HCMOJIHEHHA MEAHUHHCKOTO H3ENHA MOXeT GbITh: CTAHAAPTHLIM IACTHKOBLIM, TIHGO OCHalleHHEIM rHapodoGHOH
mem6pano#t Prime-Stop*. Hanuuue ruapodobHoii MemGpanbl Prime-Stop nossosser 3anoaHuTL MarucTpans 6e3
CHATHA KONNAYKa ¥ OCTABUTL KOHHEKTOP CTEPHILHBIM O NOACOEAHHEHHA MarHCTPaNnH K NauHeHTy.

HUcnonbiyemsle MaTepHaibl MEAHUHHCKOrO W3AeNHA B 3aBUCHMOCTM OT BapHaHTa MCMOAHEHHA: HMcnonesyemble
MaTepuasbl MEAHLHHCKOTO M3/IeHs B 3aBHCHMOCTH OT BapuanTa ucnonnenua: PS-HI, PE, PA, SBC/SBS, PP, ABS,
6opocunukathoe crexnosonokHo, PVC, MABS, PUR, PC, MBS, PTFE, PSU/PVP, PESU, akpwiosuiii
cononumep/HeTKaHKsli HelnoH, SIL, IR, SB, PS, PE-LD.




¥Yxazanng No NPUMEHEHNIO NMPH HCONLIOBAHMH ¢ COBMECTHMLIM Hacocom (ocnosoli criocob)

1. BuiGeprre marucrpams Hudysomar® muoc (Infusomat® plus) win marnctpams Hudysomar® mmoc CoiigCer
(Infusomat® plus SafeSet), nudysnouuyio, B COOTBETCTBHN C NaHUpyeMoil npoueaypoi.

2. TposephTe CPOK FOAHOCTH W UETOCTHOCTS YNAKOBKH MarncTpanu. He ucnonsaylite npu noBpexneHuH yIaKoBKH,
A TAIOKE TOC/E OKOHYAHNSE CPOKA MOAHOCTH.

3. MposepiTe HazBaNUE, CPOK FOAHOCTH, (PUIHIECKHE CEONCTBA H AOINPOBKY JICKAPCTRA.

4. Boxpoitte MHAMBUAYAIBRYIO YTIBKOBKY, H3BAEKHTE M passephnTe MarncTpans Hudysomar® natoc (Infusomat®
plus) unu maructpans Undysomar® nmoc CofigCer (Infusomat® plus SafeSet), kndysuonnyio, comoznas npasuna
ACENTHKH.

5. 3axpolire ponuxoBbtt 3akHM (prc. 1).

6. OBpaGoraitre tiopr HHGYIUMOHHOrO (MIZKOHA MNK NAKETA, CHUMHTE 3AUIHTHLIN KOMMAYOK C HAKOHETHHKE H
MPOKQJINTE nopr (puc. 2).

7. CxMMan HIDKHIOW HACTH KanensHo# KaMepst, 3aN0NHKTE e€ A0CTATOMHBIM KONUMECTBOM pacTeopa (puc. 3).

8. IMpn uudyzuu M2 CNAAAIGIIMXCA NOMAMEPHBIX (UIAKOHOE UM MAKETOB, KPHINIKA BEHTRISUHOHHOrO KaHand
HAKOHESTHHKA I0/DKHA GLITH 3aKPLITA, & NPH HHGYINH H3 CTOKNNHHLIX (RAKOHOB KPSILKY BEHTHWIALMONHOIO Kanana
CHICAYLT OTKPHITS (puc. 4).

9. OTkpOHTE PONKKOBEIN 3AKHM K 3ANONHHTE MArUCTPaNs PaCTBOPOM, 3aTeM 3axpoiiTe ponauKOBLIA 3axuM (pHC. 5).
10. YcTaMOBHTE MACHCTpas COINIACHO HRCTPYKLMH VIO OPHMEHEHHIO K HCMOEIYEMOMY TNEPHCTANLTHRECKOMY
nacocy. OTxpofiTe asepuy Hacoca, NOTAHYB 32 PLIYAr ABepunl. BerassTe 3encHbill NPEAOXPAHHTENLHBIR 320KUM
MATMCTPANH B 3CNCHOE THE3RO HACOCH, YGEAMBIIHCH, YTO KHONKA HANCKHO 3aXBATHBAET ero (puc. 6 nos. 2).
Sakpenire opamxebbill PUKCATOP B OpaIDKEBOM rHesne Hacoca. (puc. 6 mos. 1),

11. BerapsTe MHYIMOMHYIO NHHMIO B [ATYHK BO3AYXA CAeBA H & MPEROXPAHUTEbHBLIH 3RKHM HACOCA
cnpasa. {puc. 7).

12. Tlocne YCTAHOBKH MATHCTPAIH 3aKPOATEe ABEpLY HACOCA, ORHOBPEMCHHO OTTACHBAA privar zeepuml (puc. 8).

13, [MoaCOSRUHHTE MArUCTPAAL K KaTeTepy naurenTa (puc. 9),

14. Otrxpofire ponuxoruiit 3axum (prc. 10).

15. 3anatire napamMerprl HHGYZHH MPpH NOMOULH HBCOCA H HATHWTE BBEZICHNE,

16. Mepen uasneveHe]M MATHCTPANH W3 HACcOCa 3akpoitre ponukoanil 2ammm (puc. 11) H OTCOETUHHTE MATHCTPANL
OT Karerepa nauueHTa (puc. 12).

17. OrkpofiTe ABEPLLY HACOCA MIOTAHYB 33 PLIAr ABSPLL H HIBACKUTE MarncTpans (pre. 13).

COBMECTMEIM HH(DYIHOHHBLIM HACOCOM SBIAETCS MHGY3NOHHMH BOMOMeTpHYecKkui nacoc Vindysomar® komnakt
nmoc (Infusomat® compact plus) (PY Ne Ne P3H 2022/16352), B COOTBETCTBHH € HHCTPYKUMEN N0 NPUMEHEHHIO
NPOHIBOAMTENA HACOCE.
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YKAIaHHA 00 APHUMEHEHHIO NPH FPABHTANMONHOM BBEACHHH (A0NOAHUTEALHLIH cnocob)
BHINOSHMTE HHCTPYKLUMH H3 NYHKTOB 19, YXA3aHKR 0 NPUMEHEHHIO NPH HCNOVILIOBAHKK ¢ COBMECTHMBIM HACOCOM.
10. ToncoeaHHNTE MArHCTPaIL K KATETEPY NAUMERTA (PHC. 9).

11. Yeranosute HeoOX0anMY 10 COPOCTS HEQY3NK NPH NOMOLIK PETYAHPOBKH PONHKOBOIO 3axuMa. Tepioanuecku
KOHTPONUpYHRTE CKOPOCTL MOTOKA B TEYEHRAE BCEIO BPEMEHH BBEACHHSR,

12. Iocae 3asepumenus vy 3axpoiire poankoBbil 3axKM (pHe. 11) B OTCOSANKKTE MATHCTPaNs OT KATETEpA
natrexra (puc. 12),

Crepuasuocrs

MeanUMHCKOE H3REITHE CTEPHIHIOBAKO OKCHAOM ITIICHA, CMOTPHTS HHGOPMALMIO HA MHAMBHAYANBHOH YNAKOBKE.
He ucnons3sylive npn nospexaennmn ynakoBki. OCMOTPHTE YNAKOBKY W3ACIHA H YGEAUTECH, 4TO &8 CTEPHALHOCTS HE

HapymieHa.

Mpunuan peficToug

Onwopasosas CTEPHALHAA MHDYIHOHHAA MArHCTPANh HCHONBIYCTCA ANA BREACHHS HHQYIHOHHMX pacTBOpOB,
NapEeHTEPANLHONO IHTAHHMA YEPEs JAKPLITYIO CACTEMY COBMECTHMOTO Hacoca (ocHoBHOH cnocoB) u noa aclicTeieM
CHIILI FPABMTARKH (IONORHHTENLHLLA ¢1nocoB),

He nenons3soBats noBTOPHO,

[oxasanus

8700310, 8700310-20, 8700320, 8700200, 8700200-20, 8700210, 8700220, 8700340 8700240, 8700240-20,
8700250, 8700330:

Anz napenTepancHoro BEEACHHA HHGYZHOHHBIX PACTBOPOB, XKHUIOKHX JIEKAPCTE (MAPEHTEPANLHBIX WHOYIHOHHBIX
PACTBOPOB K XKHPOBLIX IMYLCHIL)

8700300:
dna NapEHTEPANLHOIO BBERCHNA TPYAHOPACTEOPHMEIX NMPLNAapaTOB H UHTOCTATHYECKHX NPENAPATOs.

8700260, 8700260-20, 8700270:
Jina BBEaCHAN IEKAPCTE H PACTBOPOB YYBCTBHTENLHEIX K CBETY.

Ienesas rpynna nauuenTos

Mennmunckoe Kafenue MOXKeT OBTE HCNONL3082HO IS 8CEX NAUMEHTOB, KOTOPbiM HasHaueHa UH(y3HoHHan
Tepanua. Maructpans Mndysomar® nmoc (Infusomat® plus) & maructpans Undyzomar® nmoc CaitdCer (Infusomat®
plus SafeSet), MHOYIHOHHBIE MOXHO NPHMEHATH Y BIPOCAMX, ACTeH H HOBOPOXKACHHHX B GONMBHHMHLIX H
aMGyNaTOpHBHIX YCIOBUAX.

BriGop Hcnons3yeMoro Hacoca ¥ MAFKCTPANH MPOHIBOAMTCA B COOTBETCTBHM € TOCYZIAPCTBEHHLIM PEFYTUPOBANHEM
w/nni BRYTPHGONSHUSHBIMH NPOTOKONAMM.

Uenesas rpynna noaniosateneti

Maructpans Hndysomar® natoc (Infusomat® plus) # maructpam Hndysomar® ruoc CaiidCer (Infusomat® plus
SafeSet), undysmonnsie apeaHazHaMCHE! ANA  HCNOMB3OBAHNA  KBATHOWUWPOBAHHBIMH  MEIMUMHCKHMM
CRENHAIKHCTAMH WHAM NPOINSAIMMH chelMancHoe OfyqeHHE NAUMEHTAMH HAM CRELMANKCTAMH NO YXOOy B
COOTBETCTBMU € ACHCTRYIOMUM 3AKOHOAATENLCTBOM.

IIpoTHBONOKAIAHKS

Mennumnckoe nanenye He JOMKHO HCMONBL30BATECA B CAYYSE AOKA3AHHON HECOBMECTHMOCTH JICKapCTBa/PacTeopa
ANR BHYTPUBEHHOIO BRCACHUA ¢ OAHHM H3 MCMIOAL3YCMBIX Marepuancs. CleAyeT YUHTHLIBATS NPOTHBONOKAIAHNA,
YKa3aHHBI® B HHCTPYKUMH NO NPHMCHEHHIO NEKAPCTE /PacTBOPOB.

Marucrpans Mudyaomar® nmoc (Infusomat® plus) u marscrpams Hndysomar® nmoc CaiigCer (Infusomat® plus
SafeSet), HHPYIHOHHBIC HENL3R HCTIONB3IOBATD INA BBCACHHA KPOBH, NPENAPATOB K KOMIIOHEHTOB KPOBH, 8 TaKXC
cMeceit IR IHTCPANBHOIO IHTAHHA,

Pucxn / MoGosiieie aeticTang

O6wne pHcKH, acCOUMHPOBAHNBIS ¢ Hpy2nonHOR Tepanneil, 8 TOM YHCe:

Boanyuas smGouua

MecTHas W reHepanuIoBaHnas WHdeKuus

Meanumuckas omubka (8 TOM YHCAE YPEIMEPHOE # HEAOCTATONHOE BBEACHNE)

3MGonus TEEPABLIMH YACTHUAMHE

Flepern§ TpyOxn MarucTpans, KOTOpHH MOXKET MPHBECTM K CHHMCHHIO CKOPOCTH NOTOXA WM noaxHol
OoCTaHOBKH HHY3UN
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¢ YTeuKa NEKapCTE/ AKHAKOCTEH MOXET NPEACTARAATE AONOIHHTEABHYIO ONACHOCTL AR NMALUKEHTOS, NoceTHTeIe]
H epCOHana.

Mepst npesocTopoxHOcTH

» [lepea #cnONBIOBAHUEM BU3YANLHO NPOBEPLTE MEAMUMHCKOS HILENNE HA NPEAMET HAMHYHA NOBPEIKICHHI

« ToeTopHO® 3akphiTHE KOHHEKTOPA JTo3p JIOK 32MUHTHEIM KOATIAHUKOM HE ACIYCKAETCA,

» Beeraa cobmoaalite yxasaung MHCTpYKim NPONIBOAWTENS O NPHMEHEHHIO HHGYIHOHHBIX HACOCOB.

e [lpu wadyann noa nasnchues Ges HCMONEIOBAHHA HACOCA NPEABAPHTENLHO YOANHTE BOMYX M3 ¢nakoma,
Cobniomaiire o6wine Mephl npeaoCTOPORHOCTY,
« CoGmonaiire obuume npaBHna BHMOAHEHHA Mapannenbholl nudysnu,

o Yynthieaitre uuopMauHIo 0 BOIMOXHON HECOBMECTHMOCTH, oonepmuwlocl 8 HHCTPYKUMSIX MO NPHMEHEHHIO
JIEKapCTR/PACTBOPOB W/HAN MATOPHANIOB METHLIWHCKOTO HARENHA,
o Cneaure 3a HAZCKHOCTLIO COSAMHEHN HA NPOTEXEHHH Beel uudysun,

o M3-3a ocobennocTell CTpYKRTYpH GrnsTpa A1a xuakocTH Marncrpaneit Hugysomar Ilmoc Caldeer, xoTopstit ¢
sddexTHBROCTLIO >80% 3aACPKHBACT YACTHUL! PASMEPOM 3 MKM, OHA MOKET OKE3LIBATE RIHSHHE HA CKOPOCTS
BBEACHHA BRICOKOBH3KHX pacTBOPOB, XHPOBHIX aMynbcuii >10% u Hexorophix cycneH3ufl. B ceaan ¢ tum,

NOXANYHACTA, O3HAKOMBTECH M CIACAYSTC uuq)opuauuu conepxaciiCt B MHCTPYKUHAX M0 MAPHMEHCHHIO
COOTACTCTRYIOWUIHX NIEKPCTE /PaCTBOPOBR.

IIpeaynpesaenna
He ucnonssonars NPH NOBPEXACHNY YRAKCEKH WIR HIACTHA, €C/TH OHH KOHTAMHAHHPORAHAL, & TAKKE £CIIM 3AIUHTHHC

KORMAYKH He 3a(DHKCHPORAHD WIH OTCYTCTRYIOT.

He nenonbsosars nosropho: TTosropHoe npuMeHeHHE OAHOPA3OBLIX INEIHE NOTEHIMANLHO ONACHO INA NAUHCHTA
M NOAL3OBATENL. DTO MOMET NPHRECTH K 3ADAXEHMIO WM OrpaHMYeHUI0 (QyHKIHOHANLHMX BO3IMONKHOCTEH.

3apaxenue Witk orpanHdeHnan hyHKIHOHANEHOCTE HSASTHL MOTYT NPHBECTH K yineply, 3a60nesannio WK CMepTH
NALUHEHTA,

Iina seefienua CBETOMYBCTBHTENEHBIX CKAPCTE TPEOYETCA MCNONBIOBATE MArkCTpaIn ¢ Yd-3amuroil,

Bcerma npoecpafite, ecn B HHCTPYKUMH NCKAPCTBA HMCECTCA WHGDOPMAUHA O HECOBMECTHMOCTH C APYrUMH
NEKApCTRAMR HNY MATEpHANAMY, HCTIONSIYCMEIMK B MarncTpansx Mngysomar.

Bceraa nposepsifiTe, ecaH B MHCTPYKUKH JEKAPCTRA HMEIOTCA YKRIAHAS o npuMenenuio dunbTpa 0,2 M.

JUIMTEILHOCTD NPHMEHEHHS

JUMTENLHOCTE NPUMEHEHHA MEQHUMHCKOrO WANCAHS OIPEACNICTCR BHYTPHOONBHMUHBIMH TIPOTOKONAMM H/HAN
MCTOOHHCCKHMH  PCKOMCHRAUHAMH. MakcHManLHAS JONYCTUMAN  IIHTCRLHOCTE  NPEMCHEHUS  MOMKCT
COCTABIIATS 10 96 yacos.

OcHOBHLIC TEXHHUECKHE XAPAKTEPHCTHKH

Aprexyn Ofmas gawns wuaenss | Ofuem O6uem xpamenwn | TpyOus DTy DunsTp DamTp
@ 150 ms) / [owan | samesmennn  (mn) | (Mn) w8 1 m | (maTepman, uner) | ans s 02 mxm
MarucTpans or | ual maanrnmepuoll | menmmepuol waaxocrell | muaxoereit | (Sterifix)
REPRCTANLTHIEEROID TpyGux npu 40°C s | TpySun npu 40°C22 (18 mxu) {15 mxm)
COTMENTN A0 KOHNCKTOPR | coeve. c|fap B coOTR ¢ mas Al
Jlwap Jlox, mm (& 100 mx) | EN ISO 3536-8 EN 18O 3536-3 Step
8700310, 2400/ 1500 6 ? MBX, Gectser. + - -
8700310-20
8700320 2400/ 1500 7 7 [1YP, Gecuner. + - -
8700330 3000 / 2000 6 7 ﬁBx, Gecuser. + - -
8700340 3000 / 2000 6 7 T1BX, Gecuset. + - -
3700200, 2400/ 1500 6 7 [IBX, Gecuper. - + -
§700200-20
8700210 3000 / 2000 6 7 TIBX, Gecuser. - + -
8700220 2400/ 1500 7 7 {IVP, Gecuger. - + -
8700240, 3000 / 2000 6 7 MNBX, Gecuper. - + -
8700240-20
8700250 3000 / 2000 ? 7 TYP, Gecuser. - + -
8700300 2400/ 1500 7 7 MYP, Gecuser. - + +
8700260, 2400/ 1500 7 7 TIVP, oparx., - + -
8700260-20 Y&-3ammva
8700270 3000 / 2000 7 7 ITVP, opanx., - + -
Y®-sam
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BHewwH®in XBHYTPeHHWA grnameTp Tpy6ku - 4.1 x 3.0 mm (+ 0,2 Mm)

YCTOWUMBOCTL K faBneHuto go 2,0 6ap

KoHHekTopb! JTt03p J1oK co0TBETCTBYHOT TpeboBaHAM cTaHgapToB EN ISO 80369-7 / EN ISO 80369-20.
MpoKanbiBalOLWMIA HAKOHEYHWK Kane/bHOM KaMepbl COOTBETCTBYET TpeboBaHMAM cTaHgapToB EN I1SO 8536-4 / EN
ISO 8536-8.

KomnnekT NocTaBKuU MeAULMHCKOI0 U3aenus

KomnniekToM nocTaBKM MeAMUMHCKUX m3gennii Maructpans Hdy3omat® natoc (Infusomat® plus) u maructpanb
WHy3omat® nntoc CalichCeT (Infusomat® plus SafeSet), MHGY3MOHHbIE ABNSETCS FPYNNOBas ynakoBka, B KOTOPYHO
BXOAMT MeMLMHCKOE u3fenvie B WBAMBMAYanbHOW ynakoBke —20, 100 wT. (B 3aBMCMMOCTV OT BapuaHTa
UCMONHEHMS, CM. pa3fen «HaumeHoBaHWe MeAULMHCKOrO u3genus» VIHCTPYKUMM N0 MPUMEHEHUIO).

"pynnoBasi ynakoBKa CONPOBOXAAETCS MHCTPYKLMEH NO NPYMEHEHNIO Ha ByMaKHOM HocuTene —1 .

YcnoBusa aKcnayataunmn, TPaHCMOPTUPOBKM U XPaHEHUS

akcnnyaraums:

+10°C - +40°C, BnaxHocTb o 80 %, aT™m. faBneHune 900 mbap - 1100 mbap
TpaHCnopTUPOBKa:

-20°C - +40°C, BnaxHocTb Ao 80 %, atm. gasneHme 900 mbap - 1100 mbap
XpaHeHue:

+15RC - -t-25°C, BnaxHocTb Ao 80 %, atM. fasneHune 900 mbap - 1100 mbap

YnonHomMo4YeHHas opraHusaumsa (mmnopTep) B PO
YnonHomoueHHas opraHusauua (umnoptep) B P®: OO0 «b.bpayH Megukan», 191040, r. CaHkT-MeTepbypr, yn.
MywknHckasd, 4. 10. Ten./dakc; (812)320-40-04.

YTunusaymsa

YTunnsaums nocne Mcrnonb3oBaHUA OCYLLECTBASETCA COFNACHO BHYTPMOOAbHUUYHBIM NPOTOKONaM W HauMOHaIbHbIM
TpeboBaHWAM. Vicnonb3yiiTe cneuuanbHbIi pasbeM Ha POMKOBOM 3aXKUMe AN YTUIN3aLMN HAKOHEYHNIKA,
YTunusaums MeauLUHCKOro U3Aenus nocse MUCronb30BaHUA OCYLLECTB/SETCA B COOTBETCTBUM C TPebOBaHUAMMU K
00paLleHNo ¢ MeAULMHCKMMM OTXOAaMK, ycTaHOBeHHbIMM CaHlMuH 2.1.3684-21 no knaccy b n/vnn mHbIMK
[eMACTBYIOLLMMI HOPMATUBHO-NPaBOBbIMI akTaMu Poccuiickoit degepaumu.

Heuncrnonb3oBaHHOe MeAWLMHCKOE W3fenue, HeUcrnonb30BaHHble YMakoBKW, AO/MKHbI 6blTb YTUAM3UPOBaHbI B
COOTBETCTBMM C MOPAAKOM YTUAU3auuKU TBepAblX O6bITOBbIX OTXOLOB, YCTaHOBMEHHbIM 3aKOHOLATENIbCTBOM
Poccuiickoit ®egepaumm no knaccy A CaHlMuH 2.1.3684-21 w/vnn nHbIMK AEACTBYHOLLMMU HOPMATBHO-MPaBOBbLIMM
akTamu Poccuiickoii degepaumm.

MHdopmauuna gna notpebutensa

Ecnv npu mMcnonb3oBaHWM WU3AeNUs WM B pe3ynbTaTe TAKOBOrO MPOU3OLLEN Cepbe3Hblli MHUWMAEBHT, noXanyicra,
coobLmTe 06 3TOM NPOU3BOAUTENHO W/MNWM €ro YrNONHOMOYEHHOMY MNPeACTaBUTENIO, & TakXe YNOMHOMOYEHHbIM
opuumanbHbIM - opraHam. [lpy HEo6X0AMMOCTM Bbl MOXETe 3anpocuTb AOMOMHUTENbHbIE WMHCTPYKUUM MO
NPUMEHEHWNIO Y MPOU3BOANTENA UM HAWTW UX Ha opuumansHOM cainTe B. Braun: https://eifu.bbraun.com/.

[YapknpoBka

MapKupoBKa MeAMLMHCKOTO U3Aenus: Ha BEpPXHe 4acTW KamnesbHOW Kamepbl MOXET OblTb HaHECEHO; - JIOroTun
(hvpmbl-nponssognTens (Ha natuHuue «B|Bramn»). Ha dunbtpe 0,2 MKM MeAMLMHCKOTO u3genual MoXKeT ObiTb
HaHeceHO: 6peHa-Heim Sterifix; pasmep nop ¢wunbtpa (0,2 pm); NOroTMn GUPMbI-NPou3BoOAMTENS (Ha NaTUHULE
«B|Braun»), cTpenka, KoTopas 063HayaeT Harpas/ieHVWe MOTOKa >XMAKOCTU uepe3 QuabTp. NS MapKUMpOBKM
VHAVBUAYaIbHOR 1 FPYNMNOBOV YNakoBKU MeANLIMHCKOTO U3Aenns UCno/b3yTCca CUMBOAbI B COOTBETCTBUK ¢ TOCT
P NCO 15223, pacwmndpoBKy CHMBOSIOB CM. B Tabnuue Huxe. LOMOAHUTENIbHO HA MapKUPOBKY MOXET ObITb
HaHeceHa MH(opMaLnsa Ha MHOCTPaHHOM fA3blKe, @ UMeHHO: «Type IV-Standard - Luer Lock» (nepeBog ¢ aHrn: «Tun
NHMY3MoHHas- Jlloap JTok»); «Type IV-Standard - Luer Lock needle free» (nepesog ¢ aHrn. «Tun MHQPY3MOHHaA -
J1to3p JIOK MHBEKUMOHHBIA MopT, 6e3biroNbHblin»); «needle based» (nepeBog C aHrf, «MHBLEKLMOHHBIA MOPT,
UronbHbIiA»); «Type UV-protect - Luer Lock» (nepesoA ¢ aHrn. «Tun Y®-3awuta - J1toap JTok»); «needle free»
(NepeBOg, C aHr 1, «MHbBEKLMOHHBIV MOPT, 6e3bIr0MbHLIN»); «Type Oncology Neutrapur, with Sterifix 0.2 pm Infusion
Filter» (nepeBog c aHrn: «Tun oHkonorus - Heintpanyp ¢ ¢gunstpom Sterifix 0,2 MKM»).

Cumson Pacwugposka
3anpeT Ha NOBTOPHOE NPUYMEHeHWe
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3HaK COOTRETCTBHA NPH AckiapHposaiuy & PO (NpH HeOOXONMMOCTH)

Ipowsroayrens

Onnnaphas crepuibHan GaphepHat CHCTEME

OxnunapHas cTepinbHan GapsepHas CHCTCMS ¢ SANHTHON HapyxHOH
YUBRKOBKOH

2010 3

CTpaHa H3TOTOR/ICHAN

=|
L~

MeaHIHHCKOE H3ASIHE

Bepeus oT aaarn

Ky

Tk

He nonyckars soaaelicTeua CONBCIHOTO CBETA

CE mapks

CE Mapka — 3Hak cooTsercrsus TpeSosauusm Jupextuen 93/42EEC 8 mneHTHOUKXaumoMHWE HoMep
AKKPEAHTOBAHHOTO oprasa no cepridukamun Eaponelickoro cowsa

Hpomsognarens

Mpouseoanrens: B. Bpayn Mensayurer AT, Kapn-Bpayw-Llhp. 1, 34212 Menssyures, epmanus. B. Braun
Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

JaTa BRMycKa
JDara sunycka: 03.2023

www.bbraun.com
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Nr. 477/2023 des Urkundenverzeichnisses

Die vorstehenden, dem Firmendruck, ,B. Braun Melsungen AG~’
beigefUgten, vor mir vollzogenen Namensunterschriften
1. der Frau Aida Sadykova,
2. der Frau Olga Siegmann,
beide geschaftsansassig Carl-Braun-StraBe 1,
D-34212 Melsungen,
und mir von Person bekannt, beglaubige ich hiermit.
Der Notar fragte nach einer Vorbefassung im Sinne von
8 3 Abs. 1 Nr. 7 BeurkG. Sie wurde von den Erschienenen
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B/BRAUN

«B. Bpayn Mean3yuren AI'»

(B. Braun Melsungen AG)
Moapasaenenne Xocnuran Kaa
{Division Hospital Care)

Menesyuren, 34209 (34209 Melsungen)

B: Konraktioe JI-p Jauusna Illyns (Daniela
QEAEPAJIBHYIO CIYXBY NnO nuuo: Schul)
HAJX30PY B COEPE Ten.: +4915114384269
3APABOOXPAHEHHA Qaxc: -
(POC3IAPABHAA30P) On. moyra:  daniela.schul@bbraun.com
BeG-ca#iT:  http://www.bbraun.de
Jara: 29 mapTa 2023 1.

CONPOBOAHTENLHOE NHChMO
HacTosanmM nHCEMOM MbL,

«B. Bpayn Meassynren AI'» (B. Braun Melsungen AG)
Kapa-Bpays-lliTtp. 1,

34212 Meabaynren,

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

B KQ4eCTBE OTBETCTBEHHOTO/3aKOHHOrO MPOH3BOAHTENSA B cooTBercTBHH ¢ JlupekThBo# CoBera
EC 93/42/EEC 0 MeQHUMHCKHX HU3A€NTHAX, OTHOCAIIMXCS K IPYINe H3emHit

Marucrpane Mudysomar® Mmoc (Infusomat® Plus) m Marucrpans Hndysomar® nmoc
CaitdCer (Infusomat® plus SafeSet) ana nenonbiosanves ¢ nacocom Hupysomar® komnaxr
noc

HACTOSIIHM 3aABASEM O TOM, YTO HAMH GbLIM NPHHATH! BO BHHMAHHE 3aMCYaHUA, IPUBCICHHbIC B
nuceMe Ne 10-5475/23, kotopoe 6bino Hanpasneno Pocaapasuansopom 02 despans 2023 roga. C
yueTom 3ameuanuif Poc3apaBHamzopa npeacrasnseM BaM Ha paccMoTpeHHe CHEXYIOMHA
OOHOBNEHHAIN TOKYMEHT:

MHCTPYKIMH MO NPHMEHEHRIO (Cnenuanbnas BepCHS WHCTPYKLMH NO NPHMEHEHUIO
(MIIIT) Ha aurIuiickoM ¥ pyCCKOM A3bIKax)

Marncrpams Hudysomar® mmoc (Infusomat® plus) (Tpynna: Maructpans
HUndysomar® moc CotipCer (Infusomat® plus SafeSet), maructpans Hadysomar®
nmoc (Infusomat® plus), Tan: uadysuonHbIE)

Jata Bemycka: 03.2023

NS perucTpallMH yXa3aHHbIX MEAMUHHCKHX M3ACAHRA M NPEROCTABNIEHUS BHILICYKA3aHHOIro
NoKyMeHTa B DenepansHyio cnyxOy no naasopy B cdepe 3apasooxpaHenus (Pocaapasuaniop).

fipeaceaavens wamsepnory  Hemonmurensusifl coner: Tonocenoll ofuc: Mem3yuren Aapec:
comera: Mapxyc LHrpormany (Markus Strotmann)  CyaeGusill peccrp: «B. Bpayn Mensayuren
D-p Aurerre Gennep (Annette  (Tlpeacennvent) Mectuui cya r. ©puunap Al (B. Braun
Beller) Tipusar-aoucwt I-p ILiredhan Pynepr Pxanen B peectpa xomnaenft 11000  Melsungen AG)
{Stefan Ruppent) Per. Ne WEEE: DE 42690900 Kapa-bpayn-1lirpacce |
10pren Witwne (Jargen Stihly 34212 Menb3ynren,

Tepsamuin (Carl-Braun-
Su. 1, 34212 Melsungen,
Germany)
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B/BRAUN

Crpanuna 2 nuceMa ot 29 mapta 2023 r.

B cayuae kakux-nu6o pacxomaeHuii Mexy aHIMHHUCKHM M PYCCKUM MEpeBOjaMM HACTOALIEro
HBOKYMEHTA, TPEHMYIIECTBEHHYIO CHIly HMEET aHININiCKaA BEPCHS.

OT /MUa KOMUIaHHH

«b. Bpayr Mems3ynren Al'» (B. Braun Melsungen AG)

YIONHOMOYEHHOE TALO YonHoMOueHHOE THLIO

<noonucano> <noonucano>

Awupa Canpikosa (Aida Sadykova) Onera 3urmann (Olga Siegmann)

Menexxep oTaeNA HOPMATHBHO- AAMMHHCTPATOP oTaeas HOPMATHBHO-
NpPABOBOre PEeryiHpoBaBHs NEHTPa NPaBOBOrO peryTHpOBAHNA HEeHTpAa

NPOIPECCHBHLIX HCCACROBAHEN CHCTEM NPOrPECCHBHBIX HCCASAOBaRmE CcHCTEM aam
IS BHYTPHBEHHLIX HRpy3nik BHYTPHB¢HHBIX REQYIHi
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Ne 477/2023 HoTAPHAILHOTO PESCTPa
Hacrosaumm 2 noATBEepAAAI0 BEPHOCTD BhllNeyKazaHHOH HRPOpMAIMH, NOMTHHHOCT NeYaTH
komnaHuK «B. Bpayn Menssynrer AI'» (B. Braun Melsungen AG) 1 mocTaBACHHEIX B MOEM
NPUCYTCTBUH NOANHCEH
1. I'-xu Anap CaapikoBoit (Aida Sadykova),
2. I'-xu Onbru 3urmans (Olga Siegmann),
HaXoAAUMXCs NO 1opuanueckoMy anpecy: Kapa-bBpayn-Ultpacce 1, D-34212, MensaysHres
(Carl-Braun-Strafie 1, D-34212 Melsungen),
JIHYHOCTH, KOTOPbIX ObUTH MHOH YAOCTOBEPEHBI.
HoTapuyc npeaBapHTEILHO OCBEAOMMJICH O MPRMEHNMOCTH § 3, pasaena 1, yacth 7 3akoHa 0
HOTapHAaJIbHOM 3aBepeHHH. [IpucyTCTBYIONME OTPHLIANM NPHMEHHMOCTD AAHHOTO naparpada.

Menbaynres, 29 mapra 2023 roga

<nodnucano>
Horapuyc

<TucueHas mnesars: Hunsc Baiirang (Nils
Weigand), Horapuyc B r. Menb3yHreH>

TlepeBoy ¢ aHIHECKOrO M HEMELKOTO A3BIKOB HA PYCCKHIl A3LIK BHIMOMHEH NEPEBOXTAKOM
Tapan HUpunoit BopucosHo#t
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Poccuiickaa depepaums
"opog MockBa
CenbMoOro anpens fBe TbiCAYM ABajuaTb TPETLEr0o roja

A, Mbirbiut Onbra HuWKoMaeBHa, BPEMEHHO WCMOMHAOLWINA 0083aHHOCTU  HOTapuyca

AnexvnHa EBreHus Bnagmumuposuya , CBUAETENLCTBYIO MOA/IMHHOCTL MOAMUCK NepeBoa4MKa TapaH
MprHbl BopnCoBHBI.

MNognunck caenaHa B MOEM MPUCYTCTBUN.
JInyHoCTb NnognucasLLEro JOKYMEHT yCTaHOB/EHa.

3aperucTtpuposaHo B peecTpe: Ne 57/171-H/77-2023-7-1359.

N YNna4veHo 3a coBepLUeHMe HoTapuasibHoro gectems: 400 py6. 00 Kon.

r. .
0

O.H.MbiIrbiw

Bcero npoLLHypoBaHo,
MPOHYMEPOBAHO U CKPEN/IEHO
nevatsio U1 nncr (*a,-oB)
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BIBRAUN

B. Braun Mdsungen AG
Division Hospital Care

34209 Mdsungen

Contact: Dr. Daniela Schul
Fon: +4915114384269
TO THE Fax: —
FEDERAL SERVICE ON Email: daniela.schul@bbraun.com
3 SURVEILLANCE IN HEALTHCARE Internet: http://www.bbraun.de
(ROSZDRAVNADZOR)

Date: March 29, 2023

Covering Leher

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 of
the product group

Infusomat* Plus Line and Infusomat* plus Line SafeSet for infusion by Infusomat* compact plus pump

herewith declare that we have taken into account the notes in accordance with letter no. 10-5475/23 issued on
February, 02 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:

Instructions for Use (specific version of instructions for use (IFU) in English and Russian

O languages)
Infusomat* Plus Lines (Group: Infusomat* plus SafeSet Type IV, Flushing-Set)
Date of issue: 03.2023

for the medical devices registration and submission of the above document to the Federal Service for
Surveillance in Healthcare (Roszdravnadzor).

Chtirwoffiin Qf the SupervuorY Bmr4-  Executive Boerd: Corporate Office: Metsunjen AddrcM.

Dr Annette Belter Markus Strotmann Register Court B Braun Melsungen AG
(Chairmart) Local Court Fnuiar CarkBraurvSlraOe 1
Pnv -Ooi Df Stetan Ruppert HRB 11 000 34212 Melsungen
Jurgen Stihl WEEE-Reg -No DE 42690900 Germany
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B/ BRAUN

i Page 2 to the letter of March 29, 2023

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

‘ prevail.

|

For and on behalf of

; B. Braun Melsungen AG

%’

AldrSadykova ga Si
Maneger Regulstory Affairs Adeninictrater Affales
CoE V-Systams CaE V-Systems
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Instruction for use

Name of product
Infusomat® Plus Line and Infusomat® plus Line SafeSet for infusion by Infusomat® compact plus pump,
vartants:

13. Infusomat® Plus Line SafeSet for infusion by Infusomat® compact plus pump, infusion, flushing (art.Ne:
8700280) 25 pc./box, with instruction for use (1 pc.)
{(further in the text « Infusomat™ Plus Line SafeSel, infusion, flushing»)

Intended Use

Intended for continuous or intermittent I'V administration by a compatible pump (primary method) and by gravity
(secondary method), for flushing (emptying for underdosage prevention). Intended for IV administration of infusion
solutions, liquid drugs and fat emulsions, as well as low-soluble drugs and cytotoxic drugs.

Device description

57 p g

1 protective cap (preserves the sterility of the medical device until it is used) and spike (provides easy piercing of
various ports of infusion containers); 2 - Snap clamp - allows you to block the flexible tube to stop the flow of the
solution if necessary. 3 - Y-port needle-free (2 pes.) - it is intended for additional administration of drugs. 4 — Drip
chamber, which consists of: 4.1. moulding ring - provides a tight connection between the upper and lower parts of
the drip chamber; 4.2 the integrated dropper into the upper part of the drip chamber has standard characteristics: 20
drops = 1 ml +/ - 0.} ml (distilled water); 4.3 the lower part of the drip chamber is elastic, so it can be used to pump
the solution into the drip chamber; 4.4 liquid filter - 15 pm fluid filter Air-Stop (hydrophilic membrane, impermeable
to air bubbles) is integrated in the lower part of the drip chamber. $ — Tube - is designed for the introduction of
solutions to the patient, transparent (PUR). 6 — Roller clamp, has a connector for attaching a tube that can be used to
temporarily interrupt the infusion and a for safely disposing of the tip after the infusion is completed. 7 - Peristatic
(pump) segment it is made of silicone and when exposed to the peristaltic mechanism of the pump, it provides a
vniform unidirectional movement of the injected solution at a given speed. For the correct placement of the line inside
the pump, it is provided: (clip (inlet/outlet) and places inside the pump, having the appropriate shape and color coding
and graphic image ("asterisks") to prevent twisting of the tube during the installation of the main line in the pump.).
8 - Free Flow Protection Clamp - allows to block the flexible tube to stop the flow of the solution if necessary.
9 - Connector Luer Lock (type male) with protective cap - Connector Luer Lock ensures tightness of the connection
between the line and the patient’s catheter (due to the presence of internal thread), protective cap with a hydrophobic
membrane Prime-Stop - the presence of the PrimeStop hydrophobic membrane allows you to fill the line without
removing the cap and leave the connector sterile until the line is connected to the patient.

Materials used:
PS-HI, PE-LD, SBC/SBS, PP, ABS, SIR, , MABS, PUR, PC, PSU/PVP, Acrylic copelymer, SIL, PE
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Operating Instructions for infusion by compatible pump (primary method)

1. Choose an Infusomat® Plus Line SafeSet infusion, Flushing set, according to the planned procedure.

2. Check the expiry date and integrity of the package. Do not use if the package is damaged or the shelf life is expired.
3. Check the name, expiry date, physical properties and dosage of the drug.

4. Open the individual package, take out and unfold the Infusomat® Plus Line SafeSet infusion, Flushing set, observing
the aseptic regulations.

5. Close the roller clamp (fig. 1).

6. Disinfect the container port, remove the protective cap from the spike and puncture the port (Fig. 2).

7. While squeezing the bottom part of the drip chamber, fill it with sufficient amount of solution (Figure 3).

8. Ventilation cap should be closed when using plastic collapsible containers or bags and opened during infusion from
glass vials. (Fig. 4).

9. Open the roller clamp and prime the line with solution, then close the roller clamp (fig. 5).

10. Install the Infusomat® Plus Line SafeSet infusion, Flushing set according to the instructions for the peristaltic
pump. Install the green snap clamp in the appropriate pump slot (Fig. 6 pos. 2), and the input and output retainers of
the peristaltic segment to the corresponding places (Fig. 6 pos. 1).

11. Push the Infusion line into the air sensor on the left and into the pump based safety clamp on the right (Fig. 7).
12. After installing the line, close the pump door while simultaneously pulling the door level and start the
administration (fig. 8).

13. Connect the line to the patient’s catheter (fig. 9).

14. Open the roller clamp (fig. 10).

15. Set infusion parameters on the pump and start infusion,

16. Before removing the line from the pump, close the roller clamp (Fig. 11), disconnect the line from the patient's
catheter (Fig. 12).

17. Open the pump door by pulling the door lever and remove the line from the pump (Fig. 13).

Compatible infusion pumps according to the manufacturer's instruction for use of infusion pumps. Infusomat® Plus
Lines are compatible with Infusomat compact plus (Registration Certificate Ne RZN 2022/16352).

Operating Instructions for infusion by gravity (secondary method)

Follow points from 1 to 9 from the chapter “Operating Instructions for infusion by compatible pump”.

After that:

10. Connect the line to the patient's catheter (Fig, 9).

11. Set the required infusion rate by adjusting the roller clamp. Periodically monitor the flow rate throughout the
duration of the infusion.

12. After infusion is finished, close the roller clamp (Fig. 11) and disconnect the line from the patient's
catheter (Fig. 12).
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Instruction for additional line connection and flushing the Infusomat® Plus Line SafeSet, infusion, flushing

(=

1) Choose an additional line according to the planned procedure. It must have a Luer Lock connector.

2) Check the expiry date and integrity of the additional line package. Do not use if the package is damaged or the shelf
life is expired.

3) Check the name, expiry date, physical properties and dosage of the drug.

4) Open the individual package, take out and unfold the additional line, observing the aseptic regulations.

$5) Close the snap clamp on the additional line (fig. 1).

6) Disinfect the container port, remove the protective cap from the spike and puncture the port (fig. 2). Ventilation
cap should be closed.

7) Ventilation cap should be closed when using plastic collapsible containers or bags and opened during infusion from
glass vials. (fig. 3).

8) Disinfect the needle-free injection site of the primary line located above the drip chamber (fig. 4)

9) After disinfection, connect the additional line to the needle-free injection site using Luer Lock connector (fig. 5)
10) Additional line should be connected to the primary one as shown in the fig. 6. Snap clamp of the primary line
should be opened, and snap clamp of the additional Jine should be closed.

11) While squeezing the bottom part of the drip chamber, fill it with sufficient amount of solution (fig. 7).

12) Close the snap clamp of the primary line (fig. 8)

13) Open the snap clamp of the additional line (fig. 9)

14) Set infusion parameters on the pump and start infusion

15) After the infusion, close the snap clamp of the additional line (fig. 10)

16) After use, disconnect the additional line from the main one using the Luer Lock connector (fig. 11).

Attention!
Do not open the snap clamps of the primary and additional lines at the same time. If the clamp of the primary line is
opened, then the clamp of the additional line must be closed and vice versa.

Sterility
Sterilized by EQ. Please refer to the information on primary packaging. Do not use if package is damaged. Visually
inspect the product packaging to ensure that the sterile barrier system is intact.
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Intended purpose

Single-use, sterile infusion systems for administration of infusion solutions, parenteral nutrition via one single closed
line-system, usable with a compatible pump (primary method) or by gravity (secondary method).

Do not re-use.

Ingdications
For standard infusion solutions and for low soluble 1V-solutions, parenteral infusion solutions (parenteral infusion
solutions and lipids) and for cytostatic solutions.

Patient population

The device can be used for all patients for which infusion therapy is prescribed. Infusomat® Plus Line SafeSet,
infusion, flushing can be used for adults, pediatric and neonates in hospitals and also in the outpatient market.
Selection of pump and dedicated set according to national standards and / or hospital protocols

Intended User

Infusomat® Plus Line SafeSet, infusion, flushing are intended to be used by trained healthcare professionals, licensed
and/or certified physicians, healthcare practitioners and/or specifically trained patients or caregivers according to local
regulations

Contraindications

Infusomat® Plus Line SafeSet, infusion, flushing shall not be used in case of proven incompatibility of the drug/1V
solution to one of the used materials. SPCs of the drugs/solutions for contraindications should be considered.

No administration of blood products, blood components and enteral nutrition solutions,

Residual Risks and Side effects

General risk occurring during infusion therapy including:

¢  Air embolism

Local to systemic infection

Medication error including over and under supply

Particle contamination

Kinking of the line may result in decrease or stop of infusion flow

Leakage of drugs/fluids can be an additional hazard to patients, visitors or staff

* & ® & o

Precautions

* Visual check of the Infusomat® Lines for damages before use.

- Do not re-attach the protective cap of the patient connector.

- Always refer to the manufacture’s instruction for use of infusion pumps.

« If pressure infusion without infusion pump is used, remove air from container beforehand. Observe general

safety precautions.

* Mind the general guidelines for parallel infusions.

s - Please also consider the corresponding SPCs of the drugs/ solutions regarding possible incompatibilities of
drugs/ solutions and/or material of the used Infusomat® Line.

e - Monitor all connections for tightness over the whole infusion procedure

® - Due to the structure of the fluid filter of Infusomat® SafeSet which achieves a particle retention with a filter
efficiency > 80% for a particle size of 3um, the infusion of highly viscous solutions, lipid emulsions >10% and
certain suspensions can affect the flow rate. With regard to this, please also follow the information in the relevant
summary of product characteristics

® & & o

Warnings

Do not use if packaging or product is damaged or contaminated or if protective caps are loose or missing.

Do not re-use: 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. Administration of light sensitive drugs requires UV-protected IV administration
sets.

Always check, if incompatibilities with other drugs or with respective material of different types of Infusomat® Lines
is stated in the SPC (Summary of product characteristics) of the drug. Always check, if the use of a 0.2um filter is
stated in the SPC (Summary of product characteristics) of the drug.
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Duration of use
Usage time according to hospital protocols and/or guidelines. Maximum usage time of one device is up to 96h.

General technical characteristics

Length of device, mm (x 150 mm) / Length of line from peristaltic segment to Luer Lock connector, mm (£ 100 mm)
- 3000 mm /2000 mm.

Internal/outer tube diameter - 4.1 x 3.0 mm (% 0,2 mm)

Filling volume (ml) on 1m of polymer tubing under 40 -c in accordance to EN ISO 8536-8 / Storage volume (ml) on
1m of polymer tubing under 40 °C/2 bar in accordance to EN 1SO 8536-8: 6 ml/m 40 °C /7 ml/m 40 °C/2 bar.
Resistance to pressure up to 2.0 bar.

Luer compatibility acc. to EN ISO 80369-7/ EN ISO 80369-20

Spike compatibility acc. to EN 1SO 8536-4/ EN 1SO 8536-8

Scope of supply

Scope of supply of the medical device Infusomat® Plus Line SafeSet, infusion, flushing is a group package that
includes; medical device in individual packaging - 25 pcs.

The group package is accompanied by instructions for use on paper - 1pc.

Operation environment, storage and transportation conditions

Operation environment

+10°C - +40°C, humidity up to 80 « , atmospheric pressure 900 mbar - 1100 mbar
Transportation

-20°C - +40°C, humidity up to 80%, atmospheric pressure 900-1100 mbar

Storage

+15°C to +25°C, humidity up to 80%, atmospheric pressure 900-1100 mbar

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

Disposal

Disposal acc. to local guidelines and or clinical protocols. Use integrated spike protection at roller clamp for disposal.
Disposal of the medical device «Infusomat® Pius Line» 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 product, unused packaging should be disposed of in accordance with the procedure of disposal of
solid domestic waste established by the legislation of the Russian Federation 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.

Notice to the user

If, during the use of this product or as a result of its use, a serious incident has occurred, please report it to tlie
manufacturer and/or its authorized representative and to your national authority

If further Instructions for Use are required, they can be requested from the manufacturer or can be obtained from the
B. Braun homepage: https://eifu.bbraun.com/.

Marking

Marking on the medical device: On the top part of the drip chamber can be applied the logo of the manufacturer (in
Latin «B|Braun»). Symbols are used in accordance with GOST R ISO 15223 for marking of the individual and group
packaging, for the decoding of the symbols see the Table below. Additionally, information in a foreign language can
be applied on the marking, namely: «Type Flushing Set needle free» (nepeBog ¢ aHrn. «Tun ¢ yHKLUMel NPOMbIBKM
NHBEKLMOHHBIV NOPT, 6e3bIr0NbHBbIN»).

Symbol Meanine of symbol

( S) Do not re-use

A Caution
C3a

Consult instructions for use
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Batch number

..
STERILE[ED Sterilization by ethylene oxide
2 Use-by date
' & ) Date of manufacture
y ' DEHP-free
@ Latex-free
E PVC-free
@ 20 drops per ml
@ Infusion Filter
90 |
~ Gravity

Do not use if package is damaged

tubing length, cm

Filling/storage volume per metre tube length

Non-pyrogenic

Prime-Stop

Air-Stop

Catalog number

The mark of conformity to the Declaration of conformity medical
devices in Russian Federation

Manufacturer

Single sterile barrier system

Single sterile barrier system with protective packaging outside

200 ® (Bl |Fble®

Country of manufacture
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|I|IIDI Medical Device

-I-"‘. «Keep dry»

,ﬁ\h\ «Keep away from sunlight»

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

body in the European Union

Manufacturer
Manufacturer: B. Braun Melsungen AG, Carl-Braun-Str. |, 34212 Melsungen, Germany.

Date of issue and if appl. revision date
Date of issue: 03.2023

www.bbraun.com
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HHCTPYKUHA N0 NPUMEHEHHIO

Haumenosanue Hineaus

Marncrpaas Hudylomar® unoc (Infusomat® plus) n Marucrpans Hudysomat® nasac CaitdCer (Infusomat®
plus SafeSet) 219 senonszosanun ¢ nacocoM HuysoMaT® KOMIIKT LMOEC, BAPUAHTLE HCNONHEHNA:

13. Marnctpans Hudyzomar® nmoc CafigCer (Infusomat® plus SafeSet) ans ucnonn3osaHus ¢ HacocoM
Hudysomar® xomnaxt nuioc, sudysHonnas, ¢ pyHxuuei npombisky (apr.: 8700280) 25 wrr/ym., ¢ urcTpyKuKeh no

NPUMEHEHHIO.
(daree no mexemy «Mazucmpans Hughysomans™ nawoc CoiighCem (Infusomaf® plus SafeSet), ungyzuonnasn, ¢
diynxyueti npoMuiext»)

Hasuaveuue

[peanaskavyena ANg HENPEPHIBHONO HAH APEPHIBHCTONO B/B BBEAEHHNA C IOMOIILIO COBMECTHMONO Hacoca (OCHOBHOHH
caocol) v noa aeHicTaneM CHIL! FPaBHTAUNY (AONORHHTEALHEE cnocob), ¢ dyuruHedl MPOMEIBKY (OMOPOXHEHHE ANY
NpeayTNPEXAEHHA HEAOCTATOUHOH RO3HPOBKA).

TMpeaHa3HaYeHa ANs B/B BBCASHHA PACTBOPOB Any HHQYIUH, KUAKMX NCKAPCTE H XHPOBBIX IMYILCHH, a TakoKe
TPYAHOPACTBOPHMBIX NEKEPCTB H LHTOCTATUHECKHX MPERApaTos.

Onucanne n3geans

~—g- -

1 3aupsTHeIi KOMMAHOK AN HAKOREHHHKA (COXPRHAET CTEPHIBHOCTE MEARLIMACKOTO H3ICTHA N0 €10 NCTIONL30RAHHS)
M MPOKANLBAIOWMA HAKOHEUHHK (ofecneunsaer serxoe NPOKANBIBAHME DAVIHMHBLIX NOPTOB HHEY3UOHHEIX
KOHTEHHEPOB); 2 - 3AWCAKUBAICUIHECA 30KHM - MO3BOMACT NEpeKphITh FHOKYIO TPYGKY 2N OCTAHOBKH NOTOKA
pacteopa npu HeoGxomumocTy. 3 - Husexunonnntdi nopt Gessromneiii (Y-noprt) (2 wm.) - npeanaanaved ana
oononunTesHore Gomockoro  BeeacHMA  ackapeTB. 4 — KanenbHas kamepa, xoTopags COCTOHT 3!
4.1, COCAUHHTENBHOE KOABLO = ODECTICYHBAET NIOTHOE COCHHHEHHE BepXHER 1 HHAHEA HacTH KanenbHOH KaMepsl;
4.2, 8CTPOCHHBIR B BEPXHIOIO YACTH KANENBHON KAMEPH KANEILHHK HMECT CTAHAAPTHHIC XApaKTepHCTHRA: 20 Kanenb
=1 ma +/- 0,1 Ma (aUCTHANHPOBAHHAS BOIA); 4.3, HHAMAA YACTH KANSNLHON KAMEPL FNACTHYNANR, COOTBETCTECHHO
MOKET HCNONEIORATECS ANR HATHETAHMA PACTEOPA B KANCHLHYIO KaMepy; 4.4 KUAKOCTHBIH GHALTD — KHAKOCTHBIH
dunep Air-Stop 15 MM (rnapodunsias MemGpana, HenpoHHLAEMaR AN MY3LIPEKOB BOIAYXA), BCTPOLH B HIDKHIOD
4acTL KanenbHOH Kamephl. § — TpyOxa - npexnasHayeHa A4 BBSACHHA 3aNAHHEIX OOBEMOB PACTBOPOB MANHEHTY,
npozpaunas (ITYP). 6 — PomuKkoBsiii 30KHM HMEST PasheM A KpelUIeHHA TPYOKH, KOTOpAR MOXKET UCRONB3OBATBCA
114 BPEMEHHOIO NPEPHIBEHAA HHOYIHH H patneM Ann GezonacHoll yTHAH3AUMM HAKOHEUHHKA NOCNE 3ABEPLICHHA
uHpy3nn, 7 - TlepucTanbTHYeCKUit CErMEHT — HIFOTORAGH H3 CWIHKOHA H NpPH BO3ACHCTBHH HA Hero
AePHCTANBTMUECKONO MEXAHM3IMA Hacoca oGecTieyHBRACT PaBHOMEPHOS OAHOHANPABACHHOE ABHXCHHE BBOAUMOro
pacTBOopa, ¢ 3aJAHHOH CKOPOCTRIC. MR NpaBMABHOTO PAIMEIEHHs MArHCTPANK BHYTPH HACOCE MPEAYCMOTPEHO:
duxcaToph (BXOOHOW/BHIXOAHOR) B MOCANOYHLIE MECTA BHYTPH HACOCA, MMEIOHIHE COOTBETCTRYIONULYIO opMy H
HBETOBYIO KOJMPOBKY H rpaduueckoe HioGpakeHue («38e300UKH»), 412 NPEIYNPEKACHHN NCPEKPYIMBAHUT TPYOKU
8 NPOUECCE YCTAHOBKH MATMCTPANH B Hacoc. 8 « 3axuM nmpoTHe ¢cBoGOAHONO TOKA KNIKOCTH NO3BONAET NEPEKPLITE
ribkyio TpyGKy AR OCTBHOBKM MOTOKA pacTBOp2 NpH weobxozumoctn. 9 - Konwextop Jliosp nok (Tun male) ¢
JAWHTHEM KonnaykoM - KonnexTop JIoap ok - ofecne HBaCT FEPMETHYHOCTE COCANHEHHA MariCTPANR W KETCTEPA
NAuNEHTA. (38 CUET HATHYHA BHYTPEHHETO peabfoBOID CoLANHeRNA); 3AIHTHLIA KOMNAuoX ocHallted ruapodobHot
memOpano#i Prime-Stop, “TO NO3BONACT 3aNONHWTL MATMCTPATE 6C3 CHATHA KOAMAYKA H OCTABMTh KOHHCKTOP
CTEPHALHLIM JI0 NOACOEAHHEHHWA MArNCTPANH K TALNCHTY.

Henonpiyemeie MaTepuanhl MEANUHHCKOTO HANGIKA B 2ABUCHMOCTH OT BapuaHTa ucrnonnenun: PS-HI, PE, PE-LD,
SBC/SBS, PP, ABS, MABS, PUR, PC, PSU/PVP, axprnoBbifi cononuMep/Herkansiit Hefinon, SIL.
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Yka3aBHA N0 NPHMEHEHNIO APH HCNOALIOBAHNE ¢ COBMECTHMAIM HACOCOM (OCHOBHOM cNocoG)

1. ButBepure maructpans Hugysomar® nmoc CoigCer (Infusomat® plus SafeSet), undyznonuyio, ¢ dynxuuch
MPOMHBBKH, B CODTBETCTBNM C NMNaHupyemoil npoueaypoii.

2. [TpoBephTe CPOK NOAHOCTH A UKIOCTHOCTL YNAKOBKH MArHeTpany. He HCnOmu3yiiTe npH NOBPEKACHHM YIBKOBKHM,
a TAIOKE N0CAS OXOHYAHHR CPOKA TOJHOCTH.

3. TlpoeepuTe HA3BAHHE, CPOX FORHOCTH, PHINTIECKNE CBOACTBA H Z0SHPOBKY NCKAPCTBA,

4, BckpoiTe WHAMBHIYANRSHYID YNAKOBKY, HIBASKUTE W paisepuute MarmcTpans Mudysomar® nmoc CaiigCer
{Infusomat® plus SafeSet), uuy3uoHnylo, ¢ HyHkuHeH NPOMBIBKY, COGRIOAAN TPEBHNA BCCHTHKH.

5. 3axpofiTe pormKoBbIi 3xuM (prc. 1),

6. Obpabotaiite nopt HHDYINOHHOrO (UIAKOHA HWIM Nakera, CHHMHTE 3AMIHTHLIA KONMAYOK ¢ HAKOHEHMNHKA M
npoxonute NOpt (puc. 2).

7. CuMan HHAKHIOK YACTL KANENLHOH KAMEpH, 3aN0IHHTE €€ 0CTATOMHbIM KOAKYECTBOM pacTeopa (pic, 3).

8. INpu uudysun M3 CNALAIOIKXCA MONMMEPHBIX (NAKOHOB WAW MAKETOB, KPHIUIKA BEHTHIALHORHOCO KaHana
HAKOHEYHHKA J0/KHA OHITL 3aKpLITA, 8 NPH HHPYIHA H3 CTERIAHHEIX GNAKOHOB KPHILLIKY BEHTHAALMOHHOID KaHAIR
CNeAYeT OTKPLITH (PHC. 4).

9. OTKpOiiTe PONHKOBLIH 335XUM ¥ JAROJHMTE MAHCTPANL PACTBOPOM, 33TeM 3aKPORTE poTHKOREIH 3akHM (pHC. §).
10. VYeraHOBKTE MarHCTpank COTMACHO HHCTPYKIMH MO NPHMCHCHRIO K HCMOAL3YEMOMY MEPHCTRILTHHECKOMY
Hacocy. OTkpoliTe meepuy Racoca, MOTEHYD 33 puyar aAsepthl. BcTaBoTe 3encHbiit NPeAOXPAHNTENGHENT 3AKUM
MArMCTPanA B 3CMCHOE HE3A0 HAcoCH, YOenMBILMCHL, YTO KHOMKA HANACKHO 3AXBATHBAET ero (puc. 6 mos. 2),
3akpenuTe opaxkeBhlit HPHKCATOP B OpaHXEBOM FHedAe Hacoca. (puc. 6 mox. 1),

11, BerassTe MHOYIHOHHYIO NHHMIC B AATYHK BOIAYXA CNEeBa W B NPENOXPAHUTENbHBIK 20XMM  Hacoca
cnpasa, (puc. 7).

12. Mocne ycTaHOBKH MarHCTPANy 3aKpoiiTe ABEPLY HACOCA, OAHOBPEMEHHD OTTArHBAX pLiuar Asepub.(puc. 8).
13.floacoeanHHTE MArUCTPANH K KATETEPY NAauNeHTa (pHc. 9).

14. Otxpoifre ponuxosbiit 3axum (puc. 10).

15. 3analire napameTpht HHY3NK OPpH HOMOUIK HACOCA H HRUHMTE BBEJICHHUE.

16. Mepen u3pneveHHEM MArHCTPANA H3 HACOCA 3AKPOIHTE POHKOBEINA 3aknM (pHC. | 1) H OTCOCONHHTE MATHCTPAND
OT Karerepa naunesTa (puc. 12).

17. Orkpoitre ppepuy Hacoca NOTAHYE 33 PIYAT ABSPItk] U HIRAEKHTE MarHeTpans (puce, 13).

COBMECTHMEIM HMHOY3INOHHMM HACOCOM KBAseTCA nHdy3uounuili Bomometpuueckufi Hacoc Mingysomar® komnaxr
nmoc {Infusomat® compact plus), (PY Ne Ne P3H 2022/16352), B coOTBETCTBHM C HHCTPYKUMEHR DO NPHMEHEHMIO
TIPOH3IBOAMTENA HACOCH,

YKa3aHUS N0 NPHMEHEHHIO NPH FPABHTALHOHHOM BBEACHRH (I0NMOIHNTEeALHLIH criocol)

BRINONHUTE RHCTPYKUHR H3 NYHKTOR 1-9, YXa3aHHA (0 NPUMEHEHHIO NPH HCTIITb30BAHKHH C COBMECTHMbIM HACOCOM.
10. IToacoeauHMTE MATHCTPANSL K XKateTepy NauueHTa (puc. 9).
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1 1. YeranosnTe HeoGXoAHMYI0 CKOPOCTE HHGY3HH NPH AOMOLM PETYNHPOBKY PONHKOBOTO 3axkHMa. Teproauyecku
KOHTPOAHPYHATE CKOPOCTL NOTOKA B TEIECHHS BCETO BPEMEHH BBOUCHHA.

12. Mocne sapepureHna #HGY3nK 3akpoliTe ponnkorbiit 3amum (puc. 11) U OTCOCAHHHTE MATHCTpaNL O Karerepa
nauuenTa (puc. 12).

HHCTPYXRMA 110 NOAKINUEHHI0 ACTIOARKTESLHOH MATHCTPAIH H NPOMbLIBKE 0CHOBHOH MATHCTPAAM.

1) BuiGepnTe DONONHNTENBHYIO MATHCTPAND B COOTBETCTBHR ¢ NAARKPYeMOR npoueaypoil. Oxa nomxa SHTs
ocHaleHa koHHextopom Jhoap Jlok.

2) IlposepsTe CPOK FOAHOCTH B UENOCTHOCTD YITAKOBKH ZOTIONMHTEALHOH MarucTpan. He ucnonssyiime npu
NOBPERKACHNH YIAKOBKM, 2 TAKKE OCAC OKOHUAHHMA CPOKA NOAHOCTH,

3) [posepuTe HazBanne, CPOK FOAHOCTH, PHIKMYECKHE CBOHCTBA H ZO3NPOBKY NEKApCTEA,

4) BcKpoiTe HHIHBHAYANLHYIO YNAKOBKY, HIBASKHTE H PA3BCPHNATE JOTIO/IHHTENLHYIO MATKCTpans, cobmoaas
Npasuna BCETITHRY,

5) 3akpoiite 3amenxHRAOIANCT 20KHM NONOAHHTEALHOH MarHcTpany (pue. 1).

6) OGpaGoTaiite nopT UkPYINOHHOTO (NIAKOHA MK MAKETA, CHUMHTE ALIMTHMIA KONAYOK ¢ HAKOHEYHHKA H
NPoOXONHTe NOPT (Puc. 2). KpHinka BEHTHNALMOHHONO KANANA NOKHA 66T 3aKphiTa.

7) Tlpyn udysun 13 CIATZAIOWHXCA NONHMEPHEIX (PRAKOHOR WK MAKETOB, KPLIlliKa BEHTHIAKHOHKOTO Kawana
HAKOHCUHRKA ROMKHA GLITL 30KPHITA, & PKW WHPY3HH H3 CTEXTAHHBLIX GIaKOHOB KPLILIKY BEHTHISUHOHHOTO
KaHATA CNeayeT OTKpeITE (pHe. 3).

8) OG6paboraiite Ge3bironLHbHN MHBLEKIHOKKELH NOPT OCHOBHON MArHCTPANH, PACNIOACKEHNBIH HAT KaneNLHOH
xamepoii (puc. 4).

9) Tlocne o6paboTkH, NOAKMOMHTE K GEIHTONBHOMY HHLEKIHOHHOMY NOPTY AONONTHHTENBHYIO MArMCTpans, |
HCNONL3YA BHHTOBOE coeanneHse Jhioap Jlok (puc. 5). |

10) JononanurensHan Maructpans GOMEHA GbTh MOAKAIONEHA K OCHOBHOH, KaKk 3TO noxasaHo Ha puc. 6. |
3aENKHBAICIIMACE ILXWM CCHOBHOH MAMHCTPANTH AOTHER ObITh OTKPHIT, 3 NAONONHHTEABHON — 3AKPLIT.

11) Canmas HHAHIOK YacTh KANSALHOH KAMEPH NONONHUTEALHOR MACHCTPANN, 3ANCAHNTE €€ JOCTATOUHbIM
KonYYecTBOM pacteopa (prc. 7).

12) 3akpoiire 3auenxuBAIOWMIHCS 30KHM OCHOBHONH MarHcTpank (puc. 8)

13) OTxpo#iTe 3aENKHBAIOIKACS 3XKKM JONOTHHTENLRON MarucTpanu (prc. 9)

14) 3anafire napamerpbl HHQYIUH NPH NOMOIIH HACDCE W HAMHNTE BBCACHHE.

15) MMocne OKOHYAHHA BBEACHHA, 3AKPOHTE 3ALLICNKMBAOLIMIECA 3RXHM JOTIONRUTENbHOMH MarucTpanu (puc. 10)

16) Mocne HCNONL3OBAHAA, OTKIIOUHTE AOMIOIHHTENbHYIO MATHCTPANL OT OCHOBHOH MArucTpanH, HCRONL3YA
sHuTOBOE coeannenue Jhioap Jlok (puc. 11).
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Bunmanuel
Henb3a ONHOBPEMEHHO OTKPLIBATE SALICTKHBAIOUINECS 3a%KHMB OCHOBROR W JononuuTenstoll MarucTpaneil. Ecan
3WKMUM OCHOBHOH MATHCTPRANH OTKPEIT, TO 3WKUM JONONHATEALHOR MArNCTpany Aokey O6iTh 3aKpHiT, 1 HaoBopoT.

CrepHibHOCTD

MERHUHHCKOE HIZIENHE CTEPHINZOBARC OKCHIOM ITHAeHE. CuoTpiTe BROOPMALAIO Ha MHAMBHAYANEHOI ynaxoske.
He ucnons3yifre npu nospeskaednn ynakosku, OCMOTPHTE YNAKOBKY H3NENHA H YSeAHTECD, ITO ¢& CTEPHIBHOCTS He
HapyuieHa.

Mprauun aeHicTana

Onnopazosas CrepHibHas MHQYINOHHAS MATUCTPAIL HCNOJL3YETCA A BBEICHHS WH(YIHOHHBIX PACTEOPOB,
RApeHTEPANLHOTO MUTAHHA YEPe3 3aKPHTYIO CHCTEMY, ¢ NOMOLLLIO CORMECTHMOTO Hacoca {(ochoBHOH cnocob) U noa
AcHCTBHEM CHITBE IPABRTALMH (ONONHHTENBHBIH cnocoB). He HCNONL30BaTL NOBTOPHO.

Tloxazanus

Jna napewrepansHoro sseneHus HHQYIHOHHWX PACTBOPOB, KUAKMX NCKAPCTE (NAPCHTCPANBHHIX HHYIHOHHBIX
PACTBOPOB H XKHPOBHX IMY/LCHIR), 2 TAKKE RNA NAPSHTEPATLHONO BBEACHHA TPYAHOPACTEOPMMEIX NPENapaTtoB H
UHTOCTRTHYECKHX RpenapaTon.

LleneBasg rpynna NaHEeHTOB

Mennumickoe nInenne MOXeT GBITh HCMOAL3OBAHC ARA BCEX MAUMEHTOB, KOTOPLIM HA3Ha4eHA MH(Y3HOHHAA
tepanus. Maructpans Mudysomar® mmoc CaidpCer (Infusomat® plus SafeSet), uudysmonnyio, ¢ dynxuueit
TIPOMBIBKH, MOKHO NPUMEHATD ¥ BIPOCITBIX, AeTell # HOBOPOMACHHLIX B GONbHUYHBIX H aMGYNATOPHEIX YCOBHAX.
Buifop HCNONS3YEMOro HacoCa B MATHCTPANN MPOH3BOAKTCS B COOTRCTCTBHR ¢ TOCYHAPCTRCHHBIM PErYIHPOBAHHENM
Wunu BRYTPROOABHHUHRIMY NPOTOKOAAMHA.

eaeras rpynna noab3osateneh

Marncrpans Hudysomar® nmoc CaiigCer (Infusomat® plus SafeSet), undysnonnas, ¢ dyskuueli npoMuisgm,
APEAHASHAYEHA ANS UCNONBIOBAHHR KBANK(UIHPOBAHHLIMH MEAKUHHCKUMH CACLHANNCTAMN WK NpOMmIeAIMMY
CHeNUansHOe OGYYEHWe NAUMEHTAMH WIH CTEUMAINCTAMH TIO YXO4Y B COOTBETCTBMM C AcHcTBylomUM
3AKOHOAATENBCTEOM.

[IpoTmBonoKasRHMR

MeIRUKHCKOS H3ASAHE HE A0/UKHO HCNOMbIOBATLCA B CITyuae NOKA3AHHOH HECOBMECTHMOCTH NEKAPCTBA/PACTBOPA C
OfIHKM M3 MCTIONb3YEMBIX MaTepuanos. CAcAYET YUMTHIBATE (IPOTHBOMOKA3AWHA, YKA2aHHLIC B MHCTPYKUHM O
MPHMEHCHHIO JIEKAPCTS /PacTBOPOE.

Maructpans Hudysomar® nmoc CafipCer (Infusomat® plus SafcSet), uudysnonnyio, ¢ gynxumed npoMuexy
HEML2A HCTIOMBIOBATH JUTA BBELCHHS KPOBH, NPENAPATOB H KOMIOHEHTOB KPORH, 2 Takoke cMecel IR SHTCPANBHOTO
TEHTAHHA,

Pucxu npnmenenns/TloBorunbie nelicTeus

OGuwse pUCKH, ACCOUMNPOBARHME ¢ NH(YIHOHHONA TEpanueR, B TOM yucne:

Boagywmas smGoans

MecTHan H reHEPANUIOBAHKAA HHPEKILHA

Meauunnckas OWHGKA (B TOM MHCNE HPEIMEPHOS H HEAOCTATOUHOE BBEACHHE)

IMGOIUA TBEPABIMAI HACTHLIAMH

INepern6 Tpy6ru MarncTpany, KOTOPHIH MOKET APHBECTH K CHHKCHHIO CKODOCTH NMOTOKA MAW NONHON
OCTAHOBKY UHPYIHM

e YTeyKa NeXapCTB KHAKOCTEHR MOKET NPEACTARAATH JONONHHTENLHYIO ONACHOCTS MR NAUKEHTOR, NoceTHTeNeH

M nepconana.

Mepbi npeRocTOPOARHOCTH

o Mepea HCNONLIOBAHHEM BR3IYANLHO NPOBEPLTE MEAHUHHCKOC HINETHE HA NPEIMET HATHUHUA NOBPEXACHNH.

« [losroproe 3axphiTHe KotHexTopa Jloap JIOK 3aHTHAIM KOINAYKOM HE ZONYCKAETCS.

« Beerna cobmonaiiTe ykasauua MHCTPYKUHH NPORIBOANTENA MO MPHMEHEHUIO HHDYIMOHHLIX HACOCOB.

o Tipn undysnn nog naeneHWes 6e3 WCMONBIOBEHWA HACOCA MPCABAPHTENBHO YAWTE BOIAYX W3 (rakoHa.
CoGniogafire oblune MEPH NPENOCTOPOKHOCTH.

« CoGmopaiiTe obLIMe NPABUAA BLINOIHEHAA NAPANNENLHON HHGY3HN.
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¢ Yyuteipalite HPOPMALHIO O BOIMOKHON HECOBMECTHMOCTH, COACPRAIYIOCA B HHCTPYKUKAX MO NPHMEHEHUIO
ACKAPCTS /PACTBOPOB HHIH MATSPHAZIOB MEANIMHCKOIO H3leAHA.

« Cnegure 38 HANEKHOCTLIO coeAMHenHIT Ha npoTsKeHuH Boel Hidry3uu,

» H3-3a ocoBenoctell CTPYKTYpn dunsTpa ans skuakoctn marictpaneli Hudyzomar [lmoc Caiideer, xovopuiii ¢
aphexTunnocTEI0 >80% 3a0epiKHBALT HACTULI PASMEPOM 3 MEM, OHA MOXKET OKA3hBATh BITMAHHE HA CKOPOCTH
HBEACHHA BHICOXOBAZKHX pacTBOPOB, XHPUBBIX IMYAbcHA >10% ¥ nexormopuix cycnewswil. B cBazu c aTHM,
NOXAIYHCTA, O3HAKOMBTECh M crneayere HnGOPMALHHM, coacpKamielcs B HHCTPYKUHMSX RO NPUMCHEHHIO
COOTBETCTRYIONINX IEKAPCTB /PACTEOPOB,

Ipeaynpexaenns

He ¥cnoap30BaTh NPH NOBPERKAEHHH YNAKOBKH HAX HINEIHA, ECNH OHH KOHTAMHHHPOBAHLI, 2 TAKKE CCNH 3AIMHTHHE
KOJMAYKH HE 3adhHKCHPOBAHE HIIH OTCYTCTBYIOT,

Ucnons3oBanue NOBPEKALHHONO KAH KOHTAMHRHPOBIHHOTO H3/IEIHA MOMET MPHBECTH K yueply, 3abonesaniio unm
CMEPTH NALHEHTR.

He ucnonesosats nosTopHo: TTIoBTOpHOE NpUMEHEHKE OAHOPA3OBLIX HIAECTHH TTOTEHLMANLHO ONACHO AN NAUACHTA
H NONB3ORATENA, ITO MOXET NPHBECTH K 3IAPMKCHHIO W/HNIH OTPAHHYEHHIO (PYHKIMOHANKHRMX BOIMOXHOCTEH.
Japakerne KHAH OrpaHHIeHHAn GYHKUKOHANEHOCTE HIALTHA MOTYT NPUBECTH K YutepOy, 3abonesaniio nin cMepTy
NaUMENTa.

JIng BBEAEHAS CBETOUYBCTBHTENLHBX NeKapeTe TpebyeTcs Henons30BaTh MArHcTpani ¢ Y®-aawuutoi,

Beeraa nposepaiiTe, eciH B HHCTPYKUHMH NEKAPCTBA HMEETCA WHGOPMAUMA © HECOBMECTHMOCTH ¢ APYTHMH
NEKAPCTBAMH WITH MATEPHAIAMM, HCTIONLIYEMLIMK 8 MarHcTpansx Hidysomar.

Bceraa mposepaiiTe, cn B HHCTPYKUHH NO IPHMEHEHHIO NIEKSPCTER HMEIOTCA YKA3aHKA MO NPHMEHEHHIO DHALTPA
0,2 MKM.

JAnATEeNbHOCTD NPHMEHEHHR

JIMUTENLHOCT: MPUMEHEHHA MEAMLMHCKOTO WIAC/HA ONPENENAETCA BHYTPHOONLHHUKLIMH NPOTOKONIAMHK /AW
METOAHYECKHMHM PeKOMEHAAUMAME MakcHManhHas AONYCTHMAR LIMTENLHOCTD HPHMEHEHHS MOXKET COCTABNATL A0
96 yacos.

OcnoBnble TEXHUYECKHE XAPAKTEPHCTHKH

O6mas anuua waaenus ( 150 mm) / JINHHa MATHCTPANXM OT NEPUCTRNGTHYECKOTO CErMEHTA A0 KOHHEKTOpa Jltosp
Jlok, M (£ 100 ma) — 3000 mm / 2000 M.

HapyxHuiii X BHYTpEHHRNA AHaMeTp TpyOky - 4.1 x 3.0 MM ( 0,2 mm)

Obuem 3anonwenna (M) noaumepsolt TpySkw npn 40 °C & coots. ¢ EN ISO 8536-9 / oGbem xpaenua (mn)
nonumepuo# Tpy6xn npu 40 °C/2 6ap B coors. ¢ EN 1SO 8536-9: 6 ma/m 40 °C /7 mn/m 40 °C/2 Gap.

YcTolunsocTs K nasaeruio a0 2,0 6ap

Kounextopn JIioap Jlok cooreeTcTayioT TpeGopatiuaM cTanaapros EN 150 80369-7 / EN ISO 80369-20.
Npoxanueaiowuil HAKOKEUHUK KaNETbROM KaMeps cooTseTcTRYCT TpeGoranman craunapros EN 1SO 8536-4 / EN
ISO 8536-8.

KoMUACKT NOCTABKH MEAHIHHCKOrO H3ennd

KOMRIEXTOM NOCTABKH MEAMUMHCKoro wazemms «Maructpams Mudyzomar® nmoc CaiidCer (Infusomat® plus
SafeSet), undysnonnan, ¢ dyHxumneil NPOMLIBKHE» ABNISTCA rPYNNOBas yNAKOBKA, 8 KOTOPYK) BXOJMT MEAHUHHCKOS
H3IENHE B HHARPHIYAILHOA ynakoaxe —25 1T,

T'pynnosas ynakoska cONPOBOKIACTCA WHCTPYKIHEH N0 NPHMEHEHUIO HA GyMaiHOM HocHTeNe — | wiT.

Yenosua dKCOAYATAIUUN, TPAHCTIOPTHPOBKH H XpaHeHus

SxcnayaTauns;

+10°C - +40°C, pnaxHocTs 10 80 %, atm. zarnenme 900 u6ap - | 100 mGap
Tpancnoptuposka:

-20°C - +40°C, rnaxHocTb 20 80 Y%, arM. aasnenue 900 MGap - 1100 mGap
Xpauenue:

+15°C - +25°C, anaxnocts 1o 30 %, arm. naenenwne 900 mGap - 1100 uGap

YnoanoMoueHHas opramanns (umnoprep) 8 PP
YnosHoMoueHHas oprakusauus (kmnoprep) 8 P®: OO0 «B.Bpayn Meanxans, 191040, r. Canxr-TlerepGypr, yn.
Mywxunckas, a. 10. Ten/gaxe: (812) 320-40-04,

YTuanaaung

YTHAM3AUHA MOCAE HCNONL30REHIA OCYIUIESCTBAACTCA COMACHO BHYTPHOONMLHHYHBIM TIPOTOKONAM M HAUROHANLHEIM
Tpeborannam, Mcnonssyhire cneuuanbHbtit pasteM Ha POIHKOBOM 3EKHME VA YTHIM3AUHH HAKOHSYHHKS.
VTUIHIAUHA MEAWLMHCKONG W3ACAHA MOCAE UCHONE30BAHNA OCYLICCTRASCTCA B COOTRETCTBHH ¢ TPEGOBAHHAMK K
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obpalleHno ¢ MeaguLMHCKUMK 0TX04amMu, ycTaHoBneHHbIMM CaHlMuH 2.1.3684-2! no knaccy B w/mvnn vHbIMKM
JeiCTBYIOLLMMIN HOPMATMBHO-MPaBOBLIMM akTaMu Poccuiickol depepaumu.

Heuncnonb3oBaHHOe MeAWMLMHCKOE M3LeNIne, HEeUCNno/b30BaHHble YMaKOBKW, AOMKHbI ObiTb YTUAM3UPOBaHbI B
COOTBETCTBMM C MOPAAKOM YTUAM3aUMKU TBepAbiX OblTOBbIX OTXOAO0B, YCTAHOBMIEHHbIM 3aKOHOLATE/IbCTBOM
Poccuiickoin deaepauum no knaccy A CaHlMuH 2.1.3684-21 n/unn nHbIMK AeliCTBYHOLLMMUN HOPMATUBHO-MPaBOBbLIMM
akTamu Poccuiickoin degepauun.

VHdopmaums ans notpebutens

Ecnn npu 1Mcnonb3oBaHWM M3fenus Win B pesy/ibTaTe TaKOBOrO MPOM3OLLEN CEPbe3HbI MHLUMAEHT, MOXanyiicTa,
coobLimTe 06 3TOM MPOU3BOAUTENO W/WAN €ro YrNoJIHOMOYEHHOMY MPEACTaBUTEN, a TakXKe YNOJIHOMOYEHHbIM
ohMLManbHbIM OpraHam.

Mpu HeO6XO0LMMOCTH Bbl MOXETE 3anNPOCUTb AOMONHUTENbHbIE MHCTPYKLMW MO MPUMEHEHWIO Y NPOU3BOAUTENS UK
HaTK MX Ha othmumanbHoOM caiTe B. Braun: https://eifu.bbraun.com/.

Mapkuposka

MapKupoBKa MeAWLMHCKOro M3Aenus: Ha BEepXHel 4acTy KamefbHON Kamepbl MOXET ObITb HaHeceHo: - NoroTun
(hupmbl-npousBoamTens (Ha natuHuue «B|Bravn»). Ans MapKMpOBKWM WHAWBUAYaNbHOW W rpynmnoBoli YNakoBKM
MeAVNLMHCKOr0 M3AeNns UCrosb3ytoTcs CUMBObLI B co0TBeTCTBUM ¢ TOCT P MCO 15223, paclungpoBKy CMMBOIOB
CM. B Tabnuue Huxe. [LONONHUTENbHO Ha MapKMPOBKY MOXET OblTb HaHeCceHa MHOPMaLMs Ha MHOCTPaHHOM A3bIKe,
a UMeHHo: «Type Flushing Set needle free» (nepesog ¢ aHrn. «Tun ¢ QYHKUWEA NPOMbIBKM WHBLEKLMOHHBIV NOPT,
6€3bIr0MbHbIN»).
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I'pasuTauna

He ucnon»3osaTs NpH NOBPEKACHYH YIAKOBKH

b®®

Jnuua TpyOku, oM

O6bem 3snonnenns (mn) va 1 M nonumeprolt TpyGxu npu 40 °C B cooTs. ¢
EN ISO 8536-9 / o6bem xpanenna (Mn) Ha | M nonumepkolt TpySxu npu
40 °C/2 Gap B cootn. ¢ EN ISO 8536-9

ANHMPOreHHO

Prime-Stop

Air-Stop

@ HEEX|E

Howmep no karanory

3HaK COOTBETCTBRR NPH JEKIAPHPORAHAR B PO

1
4

MpousromuTem

Onunapnaa crepunehad GaprepHas CHCTEMa
OpaxHapHas cTepHAbHas GapbepHat CHCTEMA € SAMTHOR HapyHoH
YRAKOBKON

CrpaHa H3rCTORICHHS

Meauumnckoe mpnense
Bepeub oT BaaTH

BE 00K

*a
.

¥

He gonyckats Bo3elicTBHA CONKETHOTO CBETA

v

CE mapka
CE wmapka — 3HaK cooTsercteux TpeGosanuam Jupextuemt 93/42/EEC u upacHTdukaunoHHbift Homep
AKKPEAHTOBAHHOIC OpraHa no cepruduxaunu Esponefickoro cotoza

MponisoguTeAs
Mpouzsomnress: b. bpayn Memayuren A, Kapn-Bpayn-libtrp. 1, 34212 Mensaynres, I'epmanus. B. Braun
Melsungen AG, Carl-Braun-Str. I, 34212 Melsungen, Germany.

Jata BeimycKa
Hara sbimycxa: 03.2023

www.bbraun.com
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Nr. 476/2023 des Urkundenverzeichnisses

Die vorstehenden, dem Firmendruck ,B. Braun Melsungen AG~’
beigefUgten, vor mir vollzogenen Namensunterschriften
1. der Frau Aida Sadykova,
2. der Frau Olga Siegmann,
beide geschaftsansassig Carl-Braun-StraBe 1,
D-34212 Melsungen,
und mir von Person bekannt, beglaubige ich hiermit.
Der Notar fragte nach einer Vorbefassung im Sinne von
8§ 3 Abs. 1 Nr. 7 BeurkG. Sie wurde von den Erschienenen
verneint.

Melsungen, 29. Marz 2023
\\l—lx
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B/BRAUN

«b. Bpayn Meansynaren Al

(B. Braun Melsungen AG)
Ioapa3szenenue XocnurTan Kaa
{Division Hospital Care)

Menssysren, 34209 (34209 Melsungen)

B: KonraktHoe N-p Hauuana Llyne (Daniela
®EAEPAJIBHYIO CAYXKBY Mo nmuo: Schul)
HAJ30PY B COEPE Ten.: +4915114384269
3APABOOXPAHEHHA Qaxc: -
(POC3APABHA3OP) 9n. noura: daniela.schul@bbraun.com
BeG-catit:  http://www.bbraun.de
Jara: 29 mapra 2023 r.

ConrOBOANTEJILHOE UCBMO
HacrosmuMm nuchMOM MBI,

«b. Bpayn Measiynren AI'» (B. Braun Melsungen AG)

Kapa-Bpayn-lliTp. 1,
34212 Meab3ynren,
Fepmanns (Carl-Braun-Str. 1, 34212 Melsungen, Germany)

B KQYECTBE OTBETCTBEHHOI'O/3aKOHHOIO MPOH3BOAMTENS B cooTBeTCTBHM ¢ Jlupextusoi Cosera
EC 93/42/EEC 0 MeAMIHHCKHX H3JCAMAX, OTHOCAIMXCS K TPYNNe H3ACTHA

Marucrpams Hudysomar® Ilmoc (Infusomat® Plus) u Marucrpaas Hudyszomar® nasec
CaingCer (Infusomat® plus SafeSet) ans ucnoassosanug ¢ Hacocom Hugysomar® womnaxr

HacTosimum 3a8BnseM 0 TOM, YTO HaMU ObUIM MPHHATE BO BHHMAaHUE 3aMeYatus, NpUBeleHHLIe
B muceMe Ne 10-5475/23, koropoe Obuto HanpasneHo Pocaapasnanzopom 02 despana 2023 rona.
C yuerom 2ameuannit Poc3apaBHan3opa NPEAOCTaBIAEM HA PaCCMOTPCHHE CIEXYIOWHMA
O0HOBNCHHBIH NOKYMENT:

HHCTPYKLMY 1O NPUMEHEHHIO (CNeUHaNbHAs BEPCHS HHCTPYKUMA O MPUMEHEHUIO
(HTTIT) Ha aHrMHAECKOM H PYCCKOM A3BIKAX)

Marucrpans Hidyzomar® nmoc (Infusomat® plus) (Tpynna: Uudysomar® nmoc
CottdCer (Infusomat® plus SafeSet), Tun: undysunonnas, ¢ PyHKuUHEHR IPOMBIBKH)
Hara Belmycka: 03.2023

IS PETHCTPAUMU YKa3aHHLIX MEAHLHHCKHX H3ENHA H NPEeNOCTABNEHHS BBIIECYKA3AHHOTO
noxymenTa B ®enepanpHyio cnyx6y no Hamsopy B cpepe sapaBooxpadeHus (Poc3apasHaasop).

Mpeaceanrens uamopuore  Henonuwrensuuill coner: Tononsoll obuc: Meassynren Aapes:
COReTA: Mapxyc Lrpormany (Matkus Strotmann)  CyaeSubiii pescrp: «B. Bpayw MenuayHren
H-p Anetre Bennep (Annette  (TTpeacenarens) Mectisth cya r. Gpruunap Al'» (B. Braun
Bellen) Tipuewt-aotent [1-p [ivedan Pynepr Pmpen B peecrpa xomnanuii 11 000 Melsungen AG)
(Stefan Ruppert) Per. Noe WEEE: DE 42690900 Kapn-Bpayw-111tpacce |
1Oprest Ulrans (Jiegen Stihkl) 34212 Menbaynren,

Fepmanyn (Carl-Braun-
Str. 1, 34212 Melsungen,
Germany)
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B/BRAUN

Crpanuna 2 nuceMa oT 29 Mapta 2023 r.

B ciryuae xakux-inGo pacXokAcHHYN MEXKIY aHTIRHCKMM M PYCCKHM HNEPCBOJAMH HACTOAWIETO
DOKYMEHTA, NPSHMYIIECTBEHHYIO CHITY HMECT aHIIHIiCKasd BEPCHS.

OT nuua XoOMaHuu

«b. Bpayn Mennaysren AI'» (B. Braun Melsungen AG)

YnonHOMOUCHHOE JIMLO VYNIoNTHOMOYEHHOE THLIO

<HOGNUCAro> <noonucarno>

Awngpa Cageiroa (Aida Sadykova) Onbra 3urmann (Olga Siegmann)

Menemxxep OTACNA HOPMATHBHO- AJMHHHCTPATOD oTACNR HOPMATHBHO-
NPABOBOT0  PEryJHPOBRHHA  LEHTPA NMPABOBOro peryinpoBaHHS HEeHTpa

NPOrpeccHBHBIX HCCAEA0BAHEL CHCTEM MPOrPecCHBHLIX HCC/ICAOBARHN CHCTEM AJR
A" BHYTPHBERHLIX HEQY3Hl BHYTPRBEHHBIX MHY3Hik
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Ne 476/2023 nioTapHANLHOIO peecTpa
HacrosiuuM 3 moATBepX a0 BEPHOCTD BhblllieyKasaHHON HH(pOpMaLMH, NOANHHHOCTE NEYATH
xoMnaHnu «b. Bpayn Meabsynrer AI'» (B. Braun Melsungen AG) # nocTaBIEHHBIX B MOEM
NPUCYTCTBHH ITOANUCEH
1. I'-xn Anas Canbixopoii (Aida Sadykova),
2. I'-xn Onera 3urmans (Olga Siegmann),
HaxoAuMXcA 1o iopuamdeckoMy aapecy: Kapn-bpayn-Lltpacce 1, D-34212, Mens3yHren
(Carl-Braun-Strafie 1, D-34212 Melsungen),
NHYIHOCTH, KOTOPHIX GRUM MHO# YAOCTOBEPEHBI.
HoTtapuyc npeaBapHuTeNbHO OCBEXOMHICS O IpHMEHNMOCTH § 3, pasnena 1, wactu 7 3akoHa o
HOTapHaJIbHOM 3aBepeHHH. [IpucyTcTBYI0mMMeE OTPHIAIH IPHMEHHMOCTD JAHHOTO Nnaparpaga.

Mesnbaynren, 29 Mapra 2023 rona

<noonucano>
Horapuyc

<TuchHenas mnevars: Hwmc Bafirang (Nils
Weigand), Horapuyc B r. Menb3yHren>

Meperox ¢ aHrIMiicCKOro ¥ HEMENKOTO A3HKOB HA PYCCKHHA A3HIK BHNONHEH NEPCBOAYHKOM
Tapar Hpuxo#t Bopucosro# :
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Poccuiickas Peaepayms
"opog MockBea
CefbMOro anpens e TbiCAYN ABafUaTb TPETLEro roja

A, Mbirbitt Onbra HWKonaeBHa, BPEMEHHO WCMOMHAKOWMIA 0693aHHOCTM HOTapuyca
AnexvHa EBreHnsa Bnagumuposuya , CBUAETENBCTBYO NOANNHHOCTL MOANUCK NepeBoAYMKa TapaH
VipnHbI BOPMCOBHBI.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTb NoANMCABLUErO JOKYMEHT YCTaHOB/EHA.
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BIBRAUN

B. Braun Meisungen AG
Division Hospital Care

34209 Melsungen

Contact; Dr. Daniela Schul

Fon: +4915114384269
TO THE Fax: .
FEDERAL SERVICE ON Email: daniela.schul@bbraun.com
SURVEILLANCE IN HEALTHCARE Internet: http://www.bbraun.de
(ROSZDRAVNADZOR)

Date: March 29. 2023

Covering Leher

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 of
the product group

Infusomat* Plus Line and Infusomat* plus Line SafeSet for infusion by Infusomat* compact plus pump

herewith declare that we have taken into account the notes in accordance with letter no. 10-5475/23 issued on
February, 02 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:

Instructions for Use (specific version of instructions for use (IFU) in English and Russian
languages)

Infusomat* plus Lines (Group: Infusomat* plus Line Type Transfusion)

Date of issue: 03.2023

for the medical devices registration and submission of the above document to the Federal Service for
Surveillance in Healthcare (Roszdravnadzor).

Chairwomen of the &uperv»ory Board:  Exeeotivc Board: Corporate OfTicc: Meliungen Addreu:

Dr Anrtetie Belief Markus Stroimann Register Court B Braun Melsungen AG
(Chairman) Local Court Pntziar Cart-BreurvSiraBe 1
Pnv -Doz Df Sielan Ruppen HR8 11 000 34212 Melsungen
Jurgen Stihi WEEE-Reg-No DE 42690900 Germany
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B/BRAUN

Page 2 to the letter of March 29, 2023

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

For and on behalf of

B. Braun Melsungen AG

i A
' e
v Aida Sadh(ova ’
Manager Regulstory Affeirs Adminkstrater Regutstory Affairs
CoE WV-Systems Co€ fV-Systems
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Instruction for use

Name of product

Infusomat® Plus Line and Infusomat® plus Line SafeSet for infusion by Infusoma¢® compact plus purp,
variants:

14. Infusomat® Plus Line for infusion by Infusomat® compact plus pump, transfusion (art.Ne: 8700350-20, 8700350,
8700350-26) 300 pc./box, with instruction for use (1 pc.)

15. Infusomat® Plus Line for infusion by Infusomat® compact plus pump, transfusion (art.Ne: 8700360) 100 pc./box,
with instruction for use (1 pc.)

(further in the text « Infusomar™ Plus Line, transfusions)

[N Intended Use
Intended for continuous or intermittent IV administration by a compatible pump (primary method) and by gravity
(secondary method).
Intended for IV administration of blood and blood products only (transfusion).
Device description
8700350-20, 8700350, 8700350-26 8700360

1 - Drip chamber, which consists of: 1.1 protective cap ( preserves the sterifity of the medical device until it is used);
1.2 spike (provides easy piercing of various ports of blood and blood products containers); 1.3 ventilation inlet with
lid and air filter - provides additional protection against contamination; 1.4 mouiding ring - provides a tight connection
between the upper and lower parts of the drip chamber; 1.8 the integrated dropper into the upper part of the drip
chamber has standard characteristics: 20 drops = | ml + / - 0.1 ml (distilled water); 1.6 the lower part of the drip
chamber is elastic, 50 it can be used to pump the solution into the drip chamber; 1.7 filter for blood (200 pm) - is
integrated in the lower part of the drip chamber. 2 — Tube - is designed for the introduction of solutions to the patient,
transparent (PVC). 3 — Roller clamp, has a connector for attaching a tube that can be used to temporarily interrupt the
infusion and a for safely disposing of the tip after the infusion is completed. 4 - Peristatic (pump) segment it is made
of silicone and when exposed to the peristaltic mechanism of the pump, it provides a uniform unidirectional movement
of the injected solution at a given speed. For the correct placement of the line inside the pump, it is provided: (clip
(inlet/outlet) and places inside the pump, having the appropriate shape and color coding and graphic image
("asterisks") to prevent twisting of the tube during the installation of the main line in the pump.). 5 - Free Flow
Protection Clamp - allows to block the flexible tube to stop the flow of the solution if necessary. 6 - Y-port necdle-
free - it is intended for additional bolus administration of drugs. 7 - Connector Luer Lock (type male) with protective
cap - Connector Luer Lock ensures tightness of the connection between the line and the patient's catheter (due to the
presence of internal thread), protective cap - equipped with a hydrophobic membrane Prime-Stop. The presence of
the PrimeStop hydrophobic membrane allows you to fill the line wlthout removing the cap and leave the connector
sterile until the line is connected to the patient.

Infusomat® Plus Line, transfusion can include (depending on the variants); ABS, Acrylic copolymer/Nonwoven nylon,
Borosilicate, HIPS, MABS, PSU/PVP, PA, PC, PE, PE-LD, PP, PS, PS-HI, PVC, SBC/SBS, SIL, SIR
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Operating Instructions for infusion by compatible pump (primary method)

1. Select Infusomat® Plus Line, transfusion in accordance with the planned procedure,

2. Check the shelf life and integrity of the trunk packaging. Do not use if the packaging is damaged or after the
expiration date.

3. Check the name, expiration date, physical properties, and dosage of the blood or blood product.

4, Open the individual packaging, remove and expand the Infusomat® Plus Line, transfusion observing the rules of
asepsis.

5. Close the roller clamp (Fig. 1).

6. Treat the container port, remove the protective cap from the tip and puncture the port (Fig. 2).

7. Squeezing the lower part of drip chamber, fill it with sufficient amount of the blood or blood product (Fig. 3).

8. During infusion of the polymer bottles or bags, the lid of the ventilation duct of the tip should be closed and during
infusion of glass bottles the ventilation channel should be open.

9. Open the roller clamp and fill the line with a blood or blood product (Fig. 4).

10. Then close the roller clamp (Fig. 5)

11. Instal] the Infusomat® Plus Line according to the instructions for the peristaltic pump. Install the green snap clamp
in the appropriate pump slot (Fig. 6 pos. 2), and the input and output retainers of the peristaltic segment to the
corresponding places (Fig. 6 pos. 1).

12, Push the Infusion line into the air sensor on the left and into the pump based safety clamp on the right (Fig. 7).
13. After installing the line, close the pump door while simultaneously pulling the door level and start the
administration (Fig. 8).

14. Connect the line to the patient’s catheter {Fig. 9).

15. Open the roller clamp (Fig. 10).

16. Set infusion parameters on the pump and start infusion,

17. Before removing the line from the pump, close the roller clamp (Fig. 11), disconnect the line from the patient’s
catheter (Fig. 12).

18. Open the pump door by pulling the door lever and remove the line from the pumgp.

Compatible infusion pumps according to the manufacturer’s instruction for use of infusion pumps. Infusomat® plus
Lines type Transfusion are compatible with Infusomat compact plus (Registration Certificate Ne RZN 2022/16352).

Operating Instructions for infusion by gravity (secondary method)

Follow points from 1 to 10 from the chapter “Operating Instructions for infusion by compatibie pump”.

After that:

11. Connect the line to the patient's catheter (Fig. 9).

12. Set the required infusion rate by adjusting the roller clamp. Pericdically monitor the flow rate throughout the
duration of the infusion.

13. After infusion is finished, close the roller clamp (Fig. 11) and disconnect the line from the patient's
catheter (Fig, 12},

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Sterility

Sterilized by EQ. Please refer to the information on primary packaging. Do not use if package is damaged.
Visually inspect the product packaging to ensure that the sterile barrier system is intact,

Intended purpose

Infusomat® Plus Line, transfusion is intended to be used to administer blood or blood products (whole biood, red
blood cells, platelet concentrates, human albumin, granulocytes, plasma and plasma components (fresh frozen plasma,
stable plasma derivatives, cryoprecipitate)), stored in flexible blood bags or rigid containers directly into a patient's
circulatory system. Usable with a compatible pump (primary method) or by gravity (secondary method).

Indications

Transfusions should be administrated as clinically indicated for patients with acute or chronic blood loss and those
’ who have objective signs and symptoms of thrombocytopenia, blood coagulation disorders and / or anemia.

Transfuse blood and blood products in accordance with evidence-based indications to ensure patient safety, optimal

patient outcomes, and eliminate un-necessary transfusions.

Patient population

The device can be used for all patients for which transfusion therapy is prescribed. Infusomat® Plus Lines can be used
for adults, pediatric and neonates in hospitals.

Selection of pump and dedicated set according to national standards and / or hospital protocols,

Intended User

To be used by country-specific authorized person’s only (medically qualified personnel according to na-tional
regulations, especially trained in the use of the respective device, by order of a physician).

Contraindications

Infusomat® Plus Line, transfusion is not interchangeable with infusion administration sets. If specific blood sets should

not be used, an additional risk to the patient, ranging from a lack of the required filtration leading to an increased risk

of hemolysis and under-transfusion, is possible.

| No other solutions or medications should be added to or infused through the same administration set with blood or
blood products (except flushing solution, ¢.g. NaCl 0.9% after transfusion).

Residual Risks and Side effects

General administration set-related complications are local and systemic infection, leakage, particle contamination, air
embolism and kinking that may result in decrease or stop of transfusion flow.

General risks of transfusion therapy include immuno-logic adverse reactions such as intravascular and extravascular
hemolysis, febrile non-hemolytic complications, urticarial, allergic reactions or anaphylaxis as well as non-
immunologic adverse reactions such as contamination, mechanical hemolysis and bacterial infections.

Many reactions become evident within 5 to 15 minutes of initiating the transfusion, but reactions can develop any
time during and after a transfusion, For this reason, patients should be closely monitored during and after transfusion.
Stop the transfusion immediately if signs of a reaction develop.

Precautions
s  Visual check of the Infusomat® Plus Line for damages before use.
+ Do not re-attach the protective cap of the patient connector.
s Always refer to the manufacture’s instruction for use of infusion pumps.
+  If pressure transfusion without infusion pump is used, remove air from container beforehand. Observe
general safety precautions.
*  Monitor all connections for tightness over the whole transfusion procedure

Warnings

Do not use if packaging or product is damaged or contaminated or if protective caps are loose or missing.

' Do not re-use: Re-use of single-use devices creates a potential rigk 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.

Duration of use

In general Infusomat® Plus Line, transfusion should be changed acc. to national standards and / or hospital protocols,
but at least every 6 hours.
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General technical characteristics

Article Length of device, mmn (% | Filling yolume (wml) | Storage  volume | Tube  (material] fiter  for Y-pert
number 150 mm) / Lemgth of line | on 1 m of polymer | (ml) on 1 wm of | coleur) blood (weedle-free)
from peristaliic segment | tubing under 40 °C | polymer tabing {200 pm)

te Luer Lock connector, | in nccordamer to | under 40 °C2 bar
mm (x 100 mm) EN ISO 8536-8 in accordance to
EN 1SO 8536-8
8700350, 2400 / 1500 6 7 PVC, colorkss + -
8700350-20,
8700350-26
8700360 3000 / 2000 6 7 PVC, coborless + +

Internal/outer tube diameter - 4.1 x 3.0 mm (x 0,2 mm)
Resistance to pressure up to 2.0 bar.

. Luer compatibility acc. to EN ISO 80369-7/ EN 1SO 80369-20
Spike compatibility acc. to EN ISO 8536-4/ EN ISO 8536-8.

Scope of supply

Scope of supply of the medical device Infusomat® Plus Line, transfusion for using with compatible pumps and infusion
by gravity" is a group package that includes medical device in individual packaging - 100 pcs.

The group package is accompanied by instructions for use on paper - 1 pc.

Operation environment, Storage and trausportation counditions
Operaticn environment

+10°C - +40°C, humidity up to 80 %, atmospheric pressure 900 mbar - 1100 mbar
Transportation

«20°C - +40°C, humidity up to 80%, atmospheric pressure 900-1100 mbar

Storage

+15°C to +25°C, humidity up to 80%, atmospheric pressure 900-1100 mbar

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

: Disposal
| Disposal acc. to local guidelines and or clinical protocols. Use integrated spike protection at roller clamp for disposal.
' Disposal of the medical device «Infusomat® Plus Line» after use is carried out in accordance with the requirements
for the treatment of medical waste established by SanPiN 2.1.3684-2! for class B and/or other applicable legal acts of
) the Russian Federation.
Unused medical product, unused packaging should be disposed of in accordance with the procedure of disposal of
solid domestic waste established by the legislation of the Russian Federation 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,

Notice to the user

If, during the use of this product or as a result of its use, a serious incident has occurred, please report it to the
manufacturer and/or its authorized representative and to your national authority

If further Instructions for Use are required, they can be requested from the manufacturer or can be obtained from the

B. Braun homepage: https://eifu.bbraun.com/.

Marking

Marking on the medical device: On the top part of the drip chamber can be applied the logo of the manufacturer (in
Latin «B|Braun»).

Symbols are used in accordance with GOST R ISO 15223 for marking of the individual and group packaging, for the
decoding of the symbols see the Table below. Additionally, information in a foreign language can be applied on the
marking, namely: «Type Transfusion - Luer Lock» (translation from English: « Tun Tpanciysuonnan — Jhosp foxr);
«Transfusion» (transiation from English: «Tpawchysuonnas»); «needle freen (translation from English.
«UMBEKYUORNNYU NOp, Be36I20AbHYIIY).

PRI TR A S N U R R
s A B S
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CE mark
CE mark - the conformity mark of Directive 93/42/EEC and the identification number of the accredited certification
body in the European Union

J Manuofactarer
| Manufacturer: B. Braun Melsungen AG, Carl-Braun-Str. |, 34212 Melsungen, Germany.

Date of issue and if appl. revision date
Date of issue: 03.2023.

www.bbraun.com
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HHCTPYKIMA N0 IPHMEHEHHIO

HanMenoBaune H3geans

Marucrpaas Hudysomar® nmoc (Infusomat® plus) » Marncrpans Hudgysomar® noc CritgCer (Infusomat®
plus SafeSet) ang ucnonn3osanag ¢ HacocoM HudyzoMar® KOMOAKT MI0C, BAPHAHTLI HCIIOTHEHUS

14 Maructpans Undysomar® nmoc (Infusomat® plus) ana ncnoassosauus ¢ nacocom Hudysomar® komnakr natoc,
Tpavedyanonnan (apr.: 8700350-20, 8700350, 8700350-26) 100 wr.fyn., ¢ HHCTPYKUHEN N0 NPHMEHEHNEO.

15.Marnctpans Hndyzomar® nmoc (Infusomat® plus) ana ucnoaszosanmns ¢ nacocom Hudyzomar® kommnaxr mneoc,
Tpancy3nonvas (apT.; 8700360) 100 wt./ym., ¢ wHCTpYKuKCEH MO MPHMEHOHHIO.

{Oanee no mexcmy «Mazucmpane Hugdhysomam® nmoc (Infusomat® plus), mpancgysuonnars)

‘ Hajnauenne
IpeanasHayeHa ANA HENPEPHIBHOTO WIH NPEPLIBHCTOND B/B BBEAEHUA C NOMOILBIO COBMECTHMOTO HAcota (OCHOBHOMH
cnocol) 1 oA AelicTBHEM CUIIN IPABUTALMH (ACNONHUTENLHEA crnocoG).
[IpenuazHayeHa TONLKO ANA B/B BBEACHHA KPOBH M IpenapaTos Kposu {tpanchyann).

Onncanue H3eans

1 — KanenbHas kaMepa, KoTopas cocToHT u3: 1.1 3alunTHbIA KONNaYoK ANA HAKOHEHKHKA ( COXPAHAET CTEPHIIBHOCTD
MCIMUMHCKONO H3ZENMa A0 €r0 MCnons3opanua); 1.2 npokanmpalowuli HakoHewHHK (ofecneunsaeT nerxoe
MPOKANLIBAHHE PAIHYHEIX MOPTOB MHPYIHOHHBIX KOoHTeliHepos); 1.3 BeHTHAAUMOHHLIA KaHAN C KPHIKOHA M
BO3MYIIHHIM QHALTPOM - OGECNeHBaET NONONHHTENLHYIO 3AWMNTY OT 3arpasHenud; 1.4 COCIHHUTENLHOS KOMBUO -
ofecneuHBasT NIOTHOE COSOMHEHNE BepxHelt ¥ HIRHEH YacTi KanenbHON xamepsl; 1.5 BCTPOCHHBIN B BEPXHIONW
YACTL KAMENbHOK KAMEPHI KAMCILHUX HMCCT CTAHAAPTHBIE XapakTepHcTHku: 20 xanens = | mn +/- 0,1 mn
(aucTinnupoBaHHas BoAa);, 1.6 HHKHAA 4YaCTH KanenbHOH KaMEpH 3NACTHYHAA, COOTBETCTREHHO MOXeT
HCNONB20BATLCA ANA HATHETAHNA PACTBOPA B KanenbHyio Kamepy; 1.7 ¢unetp ana xposu (200 MxM) — BCTpoeH 8
HIDRHIOIO MacTh KanenbHoit kamepnl. 2 — TpyOka - npeaHasHa%eHa And BBEACHHA 3RAAHHLIX 00LEMOB PacTeOpOB
nauuenTty, npozpaunad (ITBX). 3 — PoaukoBblit 3a%KHM HMEST pasheM UIA KPENRCHWA TPYOKH, KOTOPas MOMeT
UCTIONB30BATLCH AH BPEMEHHOTO TIPEPLIBAHHA HHDY3HU H pazbeM Ui GezonacHoi yTHIH3AUAK HAKOHEHHHKA NOCae
aapepmeHHS HHpy3nn. 4 - TleprcTanbTHYECKHH CErMEHT — HIrOTOB/IEH W3 CHIIMKOHA H MPH BOZACHCTBUN HA Hero
NEPHCTANRLTHUECKOTO MEXaHH3Ma HAcoca 00ECNeYMRaET PABHOMEPHOS OAHOHAMPABNCHHOE ABHXCHNE BROAHMOIO
PAcTBOPA, ¢ JIAHHON CKOPOCTHIO. JinA NMPABMALHOTO pa3MEIleHHA MArMCTPaNny BHYTPH HACOCA NPEHYCMOTPEHO:
$UKCATOPH (BXOAHOW/BLIXOAHOR) M MOCANOTHBIC MECTA BHYTPH HACOCR, HMEIOLIHE COOTBETCTBYIOLLYIO POpMy H
UBETOBYIO KORHPOBKY H rpaduyeckoe n3oGpureHue («3883104KH»), ANA NPEAYNPEKACHUA NEPEKpYHnBanua TPyOku
B NPOLECCE YCTAHOBKM MArHCTPaRH B HACOC. § - 3akMM NPOTUB CBOGONHONO TOKA XHMAKOCTH NO3BO/IAET NEPEKPLITL
risGKyto TpyGKY LIS OCTAHOBKH MOTOKA PACTBOPA NPH HeoOGxoAHMOCTH. 6 ~ Hueexunonnuit nopr Geasironthni (Y-
NOPT) - NPEONAIHAYCH AMA AOTONHHTENBHOrO GOMOCHOro BBeaeHNs NekapeTs. 7 - Konnexrop Jlioap nox (Tun male)
C 3AWUTHEM KkonnadkoM - Konwektop Jio3p Nok - ODECMesHBAET rePMETUMHOCTS COCAMHCHHA MACHCTPATH H
KATETEpa NatenTa. (3a CHET HANNYUA BHYTPEHHETO Pe3bGOBOTO COSTHHEHNA); 3aUINTHRIN Konnawox ¢ ruapodobro
memOpansl Prime-Stop, uTo no3ponser 3anmonHATL Marnctpant 6e3 CHATHA KONMAYKA W OCTABHTE KOHHEKTOP
CTEPUILHLIM N0 NOACOEARHEHUS MATHCTPAIN K NAUMEHTY.

Hcnomayemsle Marepransl MEIHLMHCKOrO M3ACNHA B 3aBHCHMOCTH OT BApHUAHTA HcnonHexHs: ABS, akpunosuiii

conoaxmep/neTkanbti Helinon, Gopocwinkaroe creknosonokuo, HIPS, MABS, PSU/PVP, PA, PC, PE, PP, PS,
PVC, SBC/SBS, SIL.
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YKa3aHUs no NPHMEHEHHIO NPH HCNOAbL30OBAHKHN ¢ COBMECTHMbBIM HACOCOM (0cHOBHO cnocol)

). BuiGepire Maructpans Hudyzomar® nmoc (Infusomat® plus), tpatcy3HOHEYI0 B COOTBETCTSHH C IUTAHHPYeMOH
npouenypoi.

2. [TposephTe CPOK FOTHOCTU H USNOCTHOCTH YNakoBKH MarucTpuin, He uenonesyite npu noepexxacHny ynakosky,
2 TAKoKE NOCRE OKOHYAHKA CPOKA MOAHOCTH.

3. MposepsTe KazparHe, CPOK FORHOCTH, (hH3HIECKHE CBOACTBA H AO3HPOBKY KPOBK HiNH SieKapcTea.

4. BckpoiiTe AHAMBHAYANBHYIC YIIAKOBXY, H3BASKHTE H passepHHTe Maructpans HUndysomar® nmoc (Infusomat®
plus), Tpachy3nonnyio, COGAIOAAR NPABIIA CCNTHKH.

5. 3axpoiite ponuxobsiii 3axuMm (puc. 1).

6. O6paboralite mopr makera WiH (GNaKkoWa, CHHMHTE 3AUMTHBIH KOAMAYMOK ¢ HAKOHEUHHKA W TPOKOAMTE
nopr (puc. 2),

7. CHMas HKHION YacTh KANENbHON KaMEphi, 3aNONHATE ¢¢ JOCTATOUHBM KONHHECTBOM KPOBH MAH Npenapara
KpoBH (puc. 3).

8. Ipn sBeneHHM H3 CNANAIOLUMXCA NONMMEPHEIX (AAKOHOB HAH NMAXSTOB, KPHILKA BEHTHINLHOHHOTO KaHANA
HAKOHEYHMKA AO/KHA GbTh 3AKPHITA, & NPH BESACHHH U3 CTEKNAHHLIX QNIAKOHOB KPLILIXY BEHTHAAUMONHOrO Kanana
CNEAYET OTKPhITD.

9. OTxpoitre ponuKoBHil 38:KHM H 3aN0/HITE MarHCTpans (PHC. 4).

10. 3aTem 3akpofite ponukoBhili 3axAM (pHC. 5)

11. YcrawoBuTe MArMCTpaib COMMACHO HHCTPYKUMH [0 TIPUMCHEHHIO K HCAOALIYEMOMY FMCPHCTANBTHUECKOMY
Hacocy. Otepoiite Arepuy Hacoca, MOTAHYE 3a phiuar gsepunl. Berasbre 3enexuidt npenoxpannTensHbith IDKHM MATHCTPAIH B
JENEHOE THEXIO HACOCA, YORANRIIMCE, YTC KHONKA HAAEIKHO 3AXBATHBALT €10 {PHC, 6 No3. 2). 3akpenuTe oparkesbili duxcaTop
B OPAHKEBOM PHEIAS Hacoca. {pHC. 6 no3. 1),

12. BeTapbTe HHGY3HOHHYIO IMHHIO B SATHHK BOAAYXA CEBA X 8 NPEIOXPAHHTSALHNH 30xHM Hacoca cnpaba. (PHC. 7).

13. IMocne YCTAHOBKH MarucTRaiu 3aKpoiTe ABEPIY HACOCE, OAHOBPEMEHHO OTTATHBAA phitiar asepus! (puc. §).

14, [ToacoeawHwTe MarncTpaThb K KaTeTepy nauxenta (puc. 9).

15. Orxpoiie poankoprlit 3mknM (puc. 10)

16. 3anatiTe napamMeTpbi RPH NOMOLIH HACOCA H HAYHHTE BBEACHNE.

17. flepea H3BNeueHHEM MArHCTPAAH K3 Hacoca 3aKkpoliTe poankosbll 3askuM (puc. 1) 1 oTcoeannHTe MarucTpans
OT KareTepa nannenTa (puc. 12). :

18. OrxpoiiTe neepuy Hacoca, MOTAHYB 3a PHYAT ABEPLL H HIBNEKHTE MarncTpans (pxe. 13).

COBMECTHMBIM HEGY3HONHLIM HACOCOM SRNACTC MH(Y3HOHMBIA BomOMETpRUecKul Hacoc Mudysomar® kommakT
noe (Infusomat® compact plus (PY Ne Ne P3H 2022/16352), B cooTBETCTBHI ¢ HHCTpYKUMEH MO NpUMEHEHHIo
TIPOH3BOANTENA HAcOCa.

YK233HES N0 NPHMEHERHIO NPH PABHTALMOHHOM BBEJeHHH (A0NONHHTeALHKIN cnocof)

BoinonHuTe HHCTPYKUUM H3 myHKkTos 1-10. yxasaHHs N0 NMPMMEHEHHIO APH HCMONL3OBAHMH € COBMECTHMBIM
HAacOCOM.

11, floACOEAMHHTE MArKCTpans K KaTerepy naunenTa (puc. 9).

12, YcTaHOBUTE HEOGXOAHMYIO CKOPOCTS HHGY3IHH NPH MOMOLLH PEryNUPOBKH PONHKOBOTO 3axknMa. [lepHoanuecku
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KOHTPOJIHPY#HTE CKOPOCTb NOTOKA B TEYEHHE BCETO BPEMEHH BBEAEHHA.
13. Tlocne 3aBepieHus HHY3NH 3aKpOiHTE PONHKOBLI 3aKKM (pHc. 1) M OTCOEAWHHTE MarucTpans OT KaTeTepa
nauueHTa (puc. 12).

CrepuabHocTb

MeanusHckoe uaenue CTEPHIH3OBAHO OKCHAOM I3THJICHA. CMOTpWI‘e umbopuaumo Ha uu.uuaunyansuoﬁ ynakoBke.
He ncnionb3yiiTe npu nopexxaeHHH ynakoBkd. OCMOTpHTE YITakOBKY H3AeHA H yGeauTech, 4To €€ CTePHILHOCTD He
HapyLueHa.

INpuuunn peiicrenn

Maructpans Hudysomar® nmoc (Infusomat® plus), TpancdysuonHas, HCNONL3YeTCS ANA BBEAEHHA KPOBH H

npenapaTos KpoBH (LENbHON KPOBH, 3PHTPOLUHTAPHOH M TPOMOOLMTAPHOR Macchl, yenoseyeckoro anbOymmuHa,
’ rpaHyOLUMTOB, MAa3Mbl H KOMMNOHEHTOB [U1a3Mbl (CBEXE3AMOPOXKEHHOA MNNa3Mbl, KOMMOHEHTOB [U1a3Mbl B

CTabHIBLHOM COCTOAHHM, KPHOTIPEUHNHTATA), XPaHALUMXCA B CNAAAIOLKXCA NaKeTax ANs KPOBH HIH HeCNaJaloWHXCA

¢nakoHax HENOCPeaCTBEHHO B CEPAEYHO-COCYAHCTYIO CHCTEMY NauueHTa. Beeaewne ¢ noMouwbio COBMECTHMOrO

Hacoca (0OCHOBHOM cnocof) U Noa AeHCTBHEM CHIIBI MPaBHTALHH (IONONHHTENbHBIN cnocob).

Iloka3zanus

Tpancd>y3mo H€06X011HMO nposoaAnTh NO KIHHHYECKHM NOKa3aHWAM, NMAUHECHTaAM C OCTPOﬁ HIH XpOHM‘ICCKOﬁ
KpOBOl'lOTCpCFI. HIH C OGbCKrHBHbIMH NpU3HAKaMH HAIH CUMNTOMaMH 'IPOM6OIIMTOI1€HHH, HapyLLEHHUA
CBEPTbIBAEMOCTH KPOBH W/HAH aHeMueil.

BBC}ICHHC KPOBK H npenapaTtoB KpOBH cCneayeT OCYWECTBJIATD B COOTBETCTBHH C HAy4HoO 060CHOBAHHbIMH
NOKAa3aHHUAMMH, ‘lTOGbl OGCCﬂe‘lHTb be3onacHoCTb NAUNECHTA, ONTHUMaNbLHbLIA HCX0A TepanHu H HCKIIOYHTDL
HEONpaBaHHOE NpUMEHEHHE TPaHCHY3HOHHOI TepanuH.

LleneBas rpynna nauHeHToB

MenuUMHCKOE H3IENHE MOXET ObiTh HCMOAB30OBAHO QNS BCEX NMALMEHTOB, KOTOPLIM HA3HAaueHa TPaHC(y3HOHHAsA
tepanua. Maructpans Uudysomar® nmoc (Infusomat® plus), TpaHchy3HOHHYIO MOXKHO NPHMEHATL Y B3POCHbIX,
aeteit 1 HOBOPOXKIAEHHBIX B GONbHHYHBIX.

Bi6op HCMONBL3YEMOrO HACOCA H MArHCTPA/IH NPOH3BOAHTCA B COOTBETCTBHH C FOCYIAPCTBEHHBIM PEryNHpOBaHHEM
H/HnY BHYTPHOONLHUUHBIMH IPOTOKONAMH.

LleneBas rpynna nojb3osaTteneii

Maructpans Undysomar® nmoc (Infusomat® plus), TpancdysnonHas npeanasHauesa Ans MCONb3OBAHHA TONBKO
CNELUHANHCTAMH, MMEIOWINMH COOTBETCTBYIOILEE pa3pelleHHe COTJIaCHO TOCYNApCTBEHHOMY PEry/HpPOBAHHIO
(kBanMpHUMPOBAHHBIE MEULHHCKHE CMELHATMCTBI COMAcHO AefiCTBYIOWEMY 3aKOHOAATENbLCTBY, Npolleane
cneunansHoe oGyuenue paGoTe ¢ uaennem, ToAbLKO MO YKa3aHHIO Bpaua).

IIpoTHBONOKA3aAHHA

Maructpans HMudysomar® nmoc (Infusomat® plus), TpaHchy3uoHHaR He SBNAETCA B3AHMO3AMEHACMON C
HHQY3HOHHBLIMH MarucTpanaMu. ECH He HCMONb30BaTh CNEUHaNbHBIE MardCTpany Ana NpoBeaeHHA TpaHcdysuu,
BO3IMOXHO BOZHHKHOBEHHE AONONHUTENLHEIX PUCKOB MUIA NAUMEHTa, OT OTCYTCTBUA HeoOxonumoi GpuabTpaunu ao
yBENHUYEHHA PUCKA reMOIH3a H HEAOCTATOUHOrO BBEACHHA.

Hukakue apyrue pacTBOpbI HIIH IEKapCTBa HENMb3A A00aBNATH K KPOBH MIIH NpEnapaTaM KpOBH, WK BBOAHTL C HUHMH
yepes OOHY MarucTpaib (3a HCKIIOMEHHEM BBEAECHWA pacTBopa ans npombiBkH, Hanp. NaCl 0.9%, nocne

TpaHchy3un).

Pucku npumenenusn/Ilo6ounbie aeiicTBusn

OGWHMH OCNIOKHEHUAMH, CBA3aHHBIMU C HCTIONIB3OBAHHEM TPAHCHY3HOHHBIX MarHCTPANeH, ABAIOTCA: MECTHAA H
reHepanu3oBaHHas WHeKUHs, yTeuka, IMOONUA TBEpAbIMM HacTHUAMM, BO3RYlHAs YMbonus u neperub TpyOku,
KOTOPbIii MOXET MPHUBECTH K CHHKEHHIO CKOPOCTH MJIH NONHOH OCTAHOBKE BBEICHHS.

O6uwne pruckn TpaHcy3HOHHOM TEPANUHU BKIIOUAIOT NOGOUHbIE 1eHCTBHA CO CTOPOHBI HMMYHHON CHCTEMBI, TaKHE
KaK: BHYTPHCOCYAMCTHIi ¥ BHECOCYAMCTBIi remonns, deGpunbHble HEreMONUTHYECKHE PeakUMH, YPTHKAPHIO,
annepruyeckue peakuMH W aHapuNakcwio, a TaKKe HEUMMYHOJOrHueckue MoGOuHblE NCHCTBHA, TakHe Kak
3apakeHHE, MEXaHHUECKHIt reMONTH3 ¥ GaKkTepHanbHYI0 KOHTAMHHALHIO.

Bo mHorux cayyasx noGouHbie AefiCTBUA BLIABIAIOTCA B Te4eHHE NEPBbIX 5-15 MUHYT nocne Hayana TpaHcdy3nn,
HO OHM TaKXKe MOryT pa3BuBaTbCcA M B Nio6oe Apyroe BpeMA, B TOM HHC/E MOC/E OKOHYAHHA BBEACHHA. [1o 3TOi
npuunHe HeoGxoaumo obecneuuTh Haanexauee HaGalofeHHE 3a MALUWEHTOM BO BpEMA M nocne TPaHCHY3HHM.
HememneHHO ocTaHOBHTE BBEAEHHE MPH NOGBIX NPHU3HAKAX Pa3BHTHA NOGOUHBIX ACHCTBHIA.
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Mepb! nIpeaocTOPONKHOCTH

. l'lepen HCNOJIb30BAHKHEM BH3YA/ILHO NPOBEPLTE MEAHLUHHCKOE H3E/IHE HA NPEAMET HATHYHUA nospemeunﬁ.

« [oBTOpHOE 3aKpbITHE KOHHEKTOPA JIIO3P JIOK 3ALHMTHBIM KOJINAYKOM HE JOMYCKAETCA.

« Bcerna cobmonaiite yxazaHua HHCTPYKUHIA NPOH3BOAHTENSA 110 NPHMEHEHHIO HHY3MOHHBIX HAacOCOB.

« [Ipu BBeaeHuH noa fnaBneHHeM Ge3 HCMONB3OBAHHA HAcoca NpeaBapUTENbLHO YAANMTE BO3AYX M3 (JIAKOHA HIH
nakera. Cobnonaiite obime Mepbl NPeAOCTOPOKHOCTH.

o CneauTe 3a HaNeKHOCTHLIO COEAHHEHHIT HA MPOTAXKEHHH Beel TpaHCchy3HH.

IIpeaynpexaenns

He ucnonb3osarts NpH NOBPEKACHHH YNNAKOBKH HJIH HIACITHA, €C/TH OHH KOHTAMHHWUPOBAHLI, @ TAKXKE €C/IH 3ALUNTHLIC
KO/NAa4yKH He 38¢HKCHP083HBI HIH OTCYTCTBYIOT.

He ucnonu3oeats NOBTOPHO! ﬂoa'ropuoe NMPUMEHEHHE OAHOPA30BLIX H3aeNUH NOTEHUHANLHO ONACHO AR NaLHEHTa
M NONb30BaTeNs. DTO MOXeET MPHBECTH K 3apaxEeHH!O H/win OrpaHRMECHHIO d))’HKuI‘IOHaJIbelX BO3MOXHOCTEHH.
3apakeHune H/UnK OrpaHHueHHaA Gy HKUHOHANBHOCTb H3AENHA MOTYT NPHBECTH K yluepOy, 3a601€BaHHIO HITH CMEPTH
nauHeHTa.

IIJIHTCJIBHOCT b NMPHMEHEHHSA

Marucrpans Ungysomar® naioc (Infusomat® plus), Tpancdy3noHHy1o HEOBXOAMMO 3aMEHATh B COOTBETCTBHH C
rOCYNapCTBEHHBIM PEryTHPOBAHHEM H/UAH BHYTPHOONLHUUHBIMH NPOTOKOJAMH, HO HE peXe 4YeM 4epes Kaxuabie 6
4acos.

OcHOBHbIE TeXHHYECKHE XapaKTePHCTHKH

ApTHKYA O6uwas annna wueans | O6vem Ob6uvem xpanenun | TpyGra DuabTp Y-nopt
( 150 mm) / /Lwuna | 1anoamesus  (ma) | (ma) wa 1 m | (maTepuan, user) | ann xposu | Genroasn
MATHCTPAIN ot | ual mnoiumepnot | noaumepnoil (200 mxm) (*T]
NEPHCTANLTRHECKOIO Tpy6uu npu 40 °C 8 | Tpy6icn npn 40 °C/2
CErMEHTA 10 KOHHEKTOPA | COOTB. c| Gap 8 coorm. ¢
JIwap Jlok, mwm (+ 100 mm) | EN 1SO 8536-8 EN ISO 8536-8
8700350, 2400/ 1500 6 7 MBX, 6¢ccuser. + -
8700350-20,
8700350-26
8700360 3000 /2000 6 7 ITYP, 6ecuser. + +

BHewwHHiA X BHYTpeHHHUH anaMeTp Tpy6kn - 4.1 x 3.0 MM (£ 0,2 Mm)

YcToitunBocTb K AaBneHuio ao 2,0 Gap

Kounextops Jlioap Jlok cooTseTcTBYIOT TpeGoBanuam craiaapros EN ISO 80369-7 / EN I1SO 80369-20.
MpokanbiBarouwHit HAKOHEYHHK KanenbHOI KaMepbl COOTBETCTBYeET TpeGoBanHaM cTannaptos EN ISO 8536-4 / EN
I1SO 8536-8.

KoM1eKT NocTaBKH MEAHUHHCKOr0 H3ACIHSA

KOMNAEKTOM TNOCTaBKH MEMUMHCKOrOo M3nenus «Maructpanes Mndyzomar® nmoc  (Infusomat®  plus),
TpaHCdy3HOHHas» ABNAETCA PYNMNOBas YNaKoBKa, B KOTOPYIO BXOAMT MEAMLHMHCKOE H3AE/NHE B HHAWBHIYANbHOM
ynakoske — 100 wr.

Ipynnosas ynakoBka CONPOBOKIAETCA HHCTPYKUHEiH N0 MpUMEHeHHIO Ha GyMaxHOM HocHTene — | wT.

Yc10BHA TPAHCTIOPTHPOBKH, IKCILJIYaTALIHH H XPAHEHHS

Dkcnayataumsa; +10°C - +40°C snaxhocts 10 80 %, atM. nasnenue 900 m6ap - 1100 m6ap
Tpaucnopruposka: -20°C - +40°C, BnaxHocts 2o 80 %, at™m. aaBaeHue 900 mOap - 1100 mOap
Xpanenue: +15°C - +25°C, pnaxnocTts 1o 80 %, at™. naBnenne 900 mGap - 1100 mGap

¥YnoaHomoueHHas opranMiauus (umnoprep) 8 PO
YnonaHomoueHHas oprannzauus (umnoptep) B P®: OO0 «b.Bpayn Meaukan», 191040, r. Cankr-[lerepGypr, ya.
MywxuHckas, a. 10. Ten./paxc: (812) 320-40-04.

YTHAH3aUHA

YTHAH3AUHA NOC/E HCTIOAL30BAHNHA OCYLIECTBAAETCA COTIACHO BHYTPHOONBHHYHLIM NPOTOKONAM M HALHOHATbLHBIM
TpeGoBanuaM. Ucnons3lyiiTe cneunanbHblit pa3beM Ha PONTHKOBOM 3aXKHME ANA YTHAH3ALHH HAKOHEUHHKA.
YTUAH3aUHA MEAHUHMHCKOTO H3AEHA MOC/e HCMONb30BAHHA OCYUIECTBNRETCA B COOTBETCTBHH C TpeGOBaHHAMHU K
ofpauieHnio ¢ MeQHUHHCKHMH oTXoaaMu, ycraHoBneHHbiMu CanlluH 2.1.3684-21 no knaccy b wunu unHbiMu
AeficTBYIOWHUMH HOPMaTHBHO-NPaBOBLIMK akTamMu Poccuiickoit denepaumnn.

Heucnons3oBaHHOe MENHUHHCKOE M3lENHE, HEUCNO.Mb3OBaHHLIE YNAKOBKH, AOMKHBI ObiThb YTHIM3HPOBaHLI B
COOTBETCTBHH C TMOPAAKOM YTHIW3AUMKH TBEPAbIX ObITOBBIX OTXOJ0B, YCTAHOBJIEHHBIM 3aKOHOAATENbCTBOM
Poccuiickoit ®enepaunn no knaccy A CanlTuH 2.1.3684-21 u/unu nHbIMYU DeHCTBYIOIHMH HOPMATHBHO-NPaBOBLIMH
axtamu Poccutickoit ®enepauun.
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Hudopmauns ann norpeburens

Ecny npy WCNONB30BAHNH M3ZSTHA WA B PE3yNbTATE TAKOBOTO NPOM3OLIEH CEPbe3HbIH WHUHACHT, NoXanyHcra,
cooGmTe 06 ITOM NPOHBORHTENI W/HAH Er0 YNOIHOMOYEHHOMY NPEACTABHTEMO, & TAKKE YNOIHOMOUSHHBIM
OHIUHANBHBIM OPraHaM.

INMp# HEoBXOAUMOCTH Bbl MOXETE 3ANPOCHTS ACTIOMHHTETEHEIE HHCTPYKIHH FO NPAMEHCHHIO Y MPOHIBOAHTENA UK
waliTi ux Ha opHuHanbHOM calive B, Braun: https:/eifu.bbraun.com/,

MapknpoBka
MapkupoBska MENHUHHCKOrO H3AENHR: HA BEPXHCH HACTH KAMENLHON KAMEPH MOMET OTH HRHECEHO: - NOrOTHN

dupMe-nponssoguTens (Ha naruenue «B|Brauny). Jlng MapKkHpOBKH HHAMBHOYANBHOWH H rpynnoBod yNakoBKW
MEANLKHCKONO M3ACANA HCTONLIYIOTCA CHmeon B cooTeercreun ¢ TOCT P UCO 15223, pacimndporxy cumMponos
cm. 8 Tabnuue Huxke. JIONONHKTENEHO HA MEDKHPOBKY MOXET ObiTe HaHeceHa HHPOPMAUHA HA HHOCTPAHHOM A3bIKE,
‘ a umenno; «Type Transfusion - Luer Lock» (nepegod c anen: «Tun Tpancgysuonnas — Jhosp Jlokr); «Transfusion»
(nepesoo ¢ awen: « Tpancghyauonnann); «needle freen (nepeaod ¢ anar. «unvexyuornbit Nopm, Ge3ui20RbHBIIY).
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Nassexue

[pasuranns

4

Howmep no karanory

3HaK COOTBETCTBHA NPH ACKNAPHPOBAHHH B PO

Mponasoantens

L2 EP

N
L.

OnuHapHaA cTepHIbHAN GapbepHas CHCTEMA

OnuHapHas crepHnbHas SapbepHas CHCTEMA C 3aiMTHOH HapyRHOMN
YNAKOBKOH#

00

CrpaHa W3roTOBIEHHA

Meanusuckoe H3zenHe
Bepeus ot Bnarx

He gonyckath Bo3AEHCTBUA CONHEIHOTO CBETS

CE mapka
CE wmapka — 3Hax cootsercteua TpeGosanuam [upextustd 93/42/EEC K wACHTHOMKAUMOHHLIA HOMep
AKKPEAUTOBAHHOTO opraHa no ceprdukawuu Esponielickoro cotsa

IIpomsoanutenn
IMpowseoanrens: Bb. Bpayw Mensaynren AIL, Kapa-Bpays-llitp. 1, 34212 Mensaynren, lepmanna. B. Braun
Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany.

JaTa Beinycka
Jara sinycka: 03.2023.

www. bbraun.com
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Nr, 475/2023 des Urkundenverzeichnisses

Die vorstehenden, dem Firmendruck ,B. Braun Melsungen AG"

beigefugten,

vor mir vollzogenen Namensunterschriften

1. der Frau Aida Sadykova,
2, der Frau Olga Siegmann,
beide geschaftsansassig Carl-Braun-StraBe 1,
D-34212 Melsungen,
und mir von Person bekannt, beglaubige ich hiermit.
Der Notar fragte nach einer Vorbefassung im Sinne von
8§ 3 Abs. 1 Nr. 7 BeurkG. Sie wurde von den Erschienenen
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B/BRAUN

«b. bpayn Measaynren AI»

(B. Braun Melsungen AG)
IHoapaszaenenne XocnaTan K»a
(Division Hospital Care)

Mens3yHren, 34209 (34209 Melsungen)

B: KonrtaktHoe Jl-p Hanuzna lyne (Danicla
OEJEPAJIBHYIO CJHYXBY 11O HIO: Schul)
HAJA30PY B C®EPE Ten.: +4915114384269
3IPABOOXPAHEHHA dakc: -
‘ (POC3JAPABHA30P) 3n. noura: daniela.schul@bbraun.com
BeG-cafiT:  http://www.bbraun.de
Hara: 29 mapta 2023 1.

CONnPOBOAHTEJALHOE NHCBMO
HacTofILiHM MUCEMOM MBI,

«B. Bpayn Meas3ynren AI» (B. Braun Melsungen AG)
Kapa-Bpays-1lTp. 1,

34212 Menb3ynren,

I'epmannsg (Carl-Braun-Str. 1, 34212 Melsungen, Germany)

B KayecTBE OTBETCTBEHHOr0/3aKOHHOrO MPOH3BOAMTENA B cooTBeTcTBHH ¢ JlupekTHBol Coneta
EC 93/42/EEC 0 MeOMUMHCKHX H3/ENHAX, OTHOCALIHXCA K TPyNne uszienuit

Maructpane Hudysomar® Ilmoc (Infusomat® Plus) u Marncrpans Hudysomar® nmoc
CriidpCer (Infusomat® plus SafeSet) ang nenoasiosanus ¢ Hacocom Hudysomar® komnakr
noc

HACTOALLKM 3aABJIAEM O TOM, UTO HAMH OBIIH IPAHATH BO BHUMaHHE 3aMEeYaHH, IIPHBEIEKHEIC B
nucbMe Ne 10-5475/23, kotopoe 6610 nanpasieno Pocaapasnaasopom 02 deppana 2023 roga. C
yuetoM 3amevanmii PocsipaBHaz3opa mNpeJOCTABNACM HAa PacCMOTPEHHE Clenyiomui
O0OHOBJICHHBIH! IOKYMEHT:

HHCTPYKUMH [0 NMPHMEHEHUK) (CNELUMANbHAd BEPCHA HWHCTPYKUHH HO NMPHMEHERHUIO
(UIIIT) Ha aHrmMicKoOM H pYCCKOM S3bIKaX)

Marncrpans Hugyiomat® nmoc (Infusomat® plus) (Ipynna: Maructpans
HUndysomar® mmoc (Infusomat® plus), Tun: tpancdysuonuas)

Hara Bemycka: 03.2023

JUIS PErMCTPallHH YKa3aHHBIX MEAMUMHCKHX H3Jenuil M NpeJOoCTaBACHUA BHINICYKA3aHHOTO
noxymenTa B Genepansuyio cnyx0y no rRausopy B chepe 3apasooxpanenns (Pocsapasnansop).

[peaceanreiib NaAAIOPHOIo Heanonwurensnuiil coper: Tenosnoil oduc: Meaniynren Aapec:

COBET; Mapkyc ILitporsann {Markus Strotmann)  CyneGuniii peectp: «B. Bpayn Menu3yuren

J-p Aunerre Bennep (Annette  (Tipeacenavent) Mectiwit cya r. Gpuunap Al (B. Braun

Beller) [ipuear-aouent i-p Litepan Pynepr Pasaen B peectpa komnanuh 11 000  Melsungen AG)
(Stefan Ruppert) Per. Xe WEEE: DE 42690900 Kapn-Bpayu-Ilitpacce |
1Opren Wkrstab (JOrgen Stikl) 34212 Mens3synren,

Fepmanus (Carl-Braun-
Str. 1, 34212 Melsungen,
Germany)
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B/BRAUN

Crpannna 2 nucsMa ot 29 mapra 2023 r.

B cnyuae Kaxux-muGo pacxoXACHHH MEXIY aHMIMACKHM M PYCCKHUM [EPEBOAAMH HACTOAILNETO
JOKYMEHTA, IPEHMYLIECTBEHHYIO CHITY HMEET aHIIHiCKas BepCHA.

Ot muia KOMNaHHKN

«B. Bpays Mens3yHrer AT'» (B. Braun Melsungen AG)

YnonHOMOYeHHOE JHIO VYnonHoMOYeHHOE JHLIO
<noonucano> <nodnucano>
Aunga Caapikosa (Aida Sadykova) Onbra 3urmans (Olga Siegmann)
¢ Meneaxep  oTAena HOPDMATHBHO- AIMHHHCTPATOP oTAeNA HOPMATHBHO-
NpaBoBOre  Pery/IHPOBAHHA  IICHTPA IIPABOBOrO peryanpoBaHus LHEeHTPA

NPOrPecCHBHEIX HCCAENOBAHNH CHCTEM NMPOrPEecCHBHBIX HCCACAOBAHME cHceTeM 4%
ANN BHYTPHBEHHBIX HHPY3uil BHYTPHBEHHbIX HHY3nHK
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Ne 4752023 HOTAPHAJILHOTO pPeecTpa

Hacroanms 1 MOATBEPXAAIO BEPHOCTD BHINECYKA3aHHOK MHGOPMALHE, NOLTHHHOCTS NEYaTH
komnannn «b. Bpayn Menesynren AIl'» (B. Braun Melsungen AG) B nocTanieHHBIX B MOeM
NPHCYTCTBHH NOAITHCEH
1. I'-xu Aupsr CapsixoBoit (Aida Sadykova),
2. I'-xn Onbru 3urMans (Olga Siegmann),
HaXOAAIWMXCA [0 opAgHIeckoMy aapecy: Kapn-bpayn-Ilrtpacce 1, D-34212, Menpayurex
(Carl-Braun-Strafie 1, D-34212 Melsungen),
JIAYHOCTH, KOTOPBIX OBLTH MHOM YROCTOBEPEHEL.
Horapuyc npeasapHTe/IbHO OCBEOMKIICA O MPHMEHHMOCTH § 3, pasziena 1, wactn 7 3akoHa o
{ HOTapHANLHOM 3aBEPEHHH. IIpUCYTCTBYIOMAE OTPHIIANE NPHMECHHMOCTD JAHHOTO Naparpada.

Mesns3aynreH, 29 Mapra 2023 roaa

<nodnucano>
Hotapuyc

<TucuHenas nevars: Hunsc Baiirang (Nils
Weigand), rotapryc B r. Menp3yHren>

IMeperon ¢ aHrTMHCKOTO M HEMELKOTO A3LIKOB HA PYCCKHM A3bIK BHIIOIHEH NEPEBOAYHKOM
Tapan Hpunott bopucosHo#i
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Poccuiickaa degepaums
["opoa Mocksa
CenbMoro anpens fBe TbiCAUM ABajuaTb TPETLEro roja

A, Mbirbit Onbra HvkonaeBHa, BPeMEHHO MWCMOMHAOLWMIA  0653aHHOCTM  HOTapuyca
AnexvHa EBreHva BnagnmmpoBuya , CBULAETENLCTBYHO MOA/IMHHOCTL NOANUCY nepeBogyvnKa TapaH
WpvHbI BOpUCOBHBI.

MNognuck cgenaHa B MOEM NMPUCYTCTBUMN.

JInyHOCTbL MognucaBLLEro JOKYMEHT YCTaHOB/IEHA.

3aperucTtpuposaHo B peecTpe: Ne 57/171-H/77-2023-7-1358.

NY/AnayeHo 3a coBepLUeHVe HoTapuasibHoro aeinctems: 400 py6. 00 kon.

O.H.MbIrbiw

Bcero npoLLHypoBaHo,
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