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These Instructions for Use have been prepared to provide information for registering a|
device in the Russian Federation, The information is provided as required in accordance |'s
Rules on Registration of Medical Devices (Decree of the Government of the Russian F ’
No, 1416 dated December 27, 2012), The contents of the technical file comply
requirements of Order of the Ministry of Healthcare of the Russian Federation No.
Approval of Requirements to the Contents of Technical and Operational Documentatic

Manufacturer (Producer) of the Medical Device" dated January 19, 2017. b. Contt

VASCC
The device is developed, manufactured and sold in accordance with the requirements ofi  Perform
13485 : 2012 + AC: 2012 (Certificate No. 513975 MP2012, issue date February 6, 20l| VASC(

until March 31, 2019, notified'feiody for medical devices: DQS Medizinprodukte GmbH)*
CE marked (EC certificate numb6r;/593975 MR2 annex Il excluding section 4, date ofi
May 12, 2018, expiration date ~ duly 31, 2022, EC certificate number: 534991 MRA C-Po_te
section 4, date of issue - August 1, 2017, expiration date - July 31, 2022, notified bod) Possib
Medizinprodukte GmbH).

1. Device name:

VASCO+ Sterile Disposable Catheters:

VASCO+IOD, VASCO+10MH_D, VASCO+IOMP, VASCO+10MH_MP, VASCC
VASCO+18MP, VASCO+21D, VASCO+21MP, VASCO+25D, VASCO+25MP, VASC(
VASCO+28MP, VASCO+35D, VASCO+35ASPI_D, VASCO+35MP, VASCO+35ASP1J
- Instructions for use (supplied with each device).

2. Manufacturer:

BALT EXTRUSION SAS, France

10 rue de la Croix Vigneron 95160 MONTMORENCY, France
Tel.:+33 (0)1 39 89 46 41

Fax: +33 (0) 134 17 03 46

silvana.brown(S,balt.fr ST resv

. . %
Authorized representative: »

Center for Perinatal Medicine, LLC (CPM, LLC)
20/4 Tovarishchesky per., 109004, Moscow, Russia
Tel.: +7 (495) 911-93-17, +7 (495) 911-93-77,

Fax: +7(495)912-95-92

3. Intended use ofthe device andprinciples ofoperation:

The device is intended for injection of diagnostic or therapeutic agents, deployment of pus
or detachable coils, including mechanically detachable systems, as well as for deploying
LEO+ or SILK+ self-expandable stents.

4. Description ofbasicfunctional characteristics:

VASCO+ devices are braid-reinforced catheters. They are used with a guide wire to faci
their advancement to the tortuous and distal vessels. VASCO+ catheters are characterize
progressively increasing flexibility with a rigid proximal part for better control and navigati|
the vasculature. VASCO+ catheters have a hydrophilic outer surface. The catheter
radiopaque for facilitating radioscopic control. This device is provided sterile. For single
only.

Si
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5. Indications and contraindications, side effects, precautions:

a Indications:
. Injection of diagnostic or therapeutic agents; en

Deployment of pushable or detachable coils, including use of MDC (mechanically
detachable coils) systems;
Deployment of LEO+ or SILK+ self-expandable stents.

b. Contraindications:
VASCO+ catheter is contraindicated for use if a physician concludes that the procedure to be

performed with this catheter may impair the patient's health.
VASCO+ catheters are contraindicated for use in newborns, premature babies and infants.
c. Potential complications and side effects:

Possible complications include, but are not limited to:
Hematoma at the puncture site;

. Vessel or aneurysm perforation/dissection.
. Vasospasm;

. Bleeding;

. Pain and hypersensitivity to touch;

. Infection;

. Thromboembolic episodes;

. Neurological disorders, including stroke;
. Vascular thrombosis;

. Death.

Do”™not ‘TN " package is opened or damaged. The devices are sterile if package is undamaged.
. VASCO+ catheter is intended for single use only. Do not reuse. Reuse of the device may
result in a high risk of contamination to the patient and perfonnance degradation.

. Do not resterilize.
. Store in a dry and dark place at room temperature.
: . Do not use past the expiration date.

. Ce .u r bl ..C
These devices should only beused by medical specialists trained m the tield ot

interventional neuroradiology and/or interventional radiology.

+
Follow the instructions for use provided with the agents used in VASCO+ catheters.

If any resistance is met during injection, immediately stop the procedure and remove the

Never move an intravascular device if resistance is met until the causes of resistance have

been determined by means of angiographie control Movement against resistance may result m
damage to the catheter or injury to the patient.

N Monitor the infusion flow rate of the catheter. If the infusion flow rate decreases,
determine the cause, then eliminate the problem or replace the catheter.

e. Information on potential consumers: The device should only be used by medical specialists
trained in the field of interventional neuroradiology and/or interventional radiology. Conditions

of use: Medical treatment facilities and healthcare centers, only when prescnbed by a medical
specialist.
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Totai length, mm 1550+26 1550426 1550+26 1550+26 1350+26 1400+26 1350+26 1400+26
Effective length, mm 1490426 1490426 1490+26 1490+26 1290+26 1340+26 1290426 1340i26
Proximal part length, mm 1250 (+S/-5) 1250(+8/-5) 1250 (+8/-5) 1250 (+8/-5) 1100 (+8/-5) 1120 (+8/-5) 1100(+8/-5) 1120(+8/-5)
Median part length, mm 180 (+7/-5) 180(+7/-5) 120 (+7/-5) 120 (+7/-5) 160 (+7/-53 80 (+7/-5) 160 (+7/-5) 80 (+7/-51
Distal part length, mm 120 (+7/-5) 120 (+7/-5) 180 (+7/-5) 180 (+7/-5) 90 (+7/-5) 200 (+7/-5) 90 (+7/-5) 200 (+7/-S)
- ible tip included i
Lengj(h of the super-flexible tip included in 20 20 50 50 40 80 40 80
the distal part, mm
Proximal part outer diameter. mm 1.10 1.10 1.13 1.13 1.35 1.70 1.35 1.70
P ' (+0.02/-0.01) (+0.02/-0.0N (+0.02/-0.01) (+0.02/-0.01) (+0.02/-0.01) (+0.02/-0.01) (+0.02/-0.01) (+0.02/-0.0M
Distal part outer diameter. mm 0.99 0.99 1.03 1.03 1.25 1.70 1.25 1.70
P ’ (+0.02/-0.01) (+0.02/-0.01) (+0.02/-0.0M (+0.02/-0.01) (+0.02/-0.01) (+0.02/-0.01) (+0.02/-0.01) (+0.02/-0.0M
Inner diameter. mm 0.74 0.74 0.82 0.82 1.02 1.02 1.02 1.02
' (+0.02/-0.01) (+0.02/-0.01) (+0.02/-0.0M (+0.02/-0.01) (+0.02/-0.0M (+0.02/-0.01) (+0.02/-0.01) (+0.02/-0.0M
Braid 4 SS wires + 4 4 SS wires + 4 4 SS wires + 4 4 SS wires + 4 4 SS wires + 4 4 SS wires + 4 4 SS wires + 4 4 SS wires + 4
W wires W wires W wires W wires W wires W wires W wires W wires
Number of radiopaque marker bands 1 1 1 1 1 1 1 1
i i di t
:\::grtkhe)r band dimensions, mm (diameter x 1.05%0.80 1.05%0.80 1.10x0.80 1.10x0.80 1.30x0.80 1.30x0.80 1.30x0.80 1.30x0.80
Max. estimated surface area, mnP 2.64 2.64 2.76 2.76 3.27 3.27 3.27 3.27
Weight, g 2.55 2.55 2.80 2.80 3.30 3.30 3.30 3.30
Port diameter. mm 0.73 0.73 0.81 0.81 1.02 1.02- 1.02 1.02
' (+0.02/-0.01) (+0.02/-0.01) (+0.02/-0.01) (+0,02/-0.01) (+0.02/-0.01) (+0.02/-0.01) (+0.02/-0.01) (+0.02/-0.0M
Compatible guide catheter diameter, mm 1.2 1.2 1.2 1.2 1.2 1.2 1.2 1.2
Compatible guide wire diameter, mm 0.21 0.21 0.21 0.21 0.21 0.21 0.21 0.21
Min. tear force, N 3 3 3 3 3 3 3 3
3 H 1Xf
5 I |
Distal tip shape of the catheter 6) g
3 H
A ABC'-
Ministry of Healthcare 0f the
- 'liovcabyO rfer °ofte
! J NADZOR.RU .
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Comment: SS = Stainless Steel. W ~ Tungsten

Order ofthe Ministry o t Healthc”e ofthe Rus« t N circulating blood.

ST N
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5; List ofthe medical device materials:

Component

Control unit

(hubk)
Rigid tube

Median tube

Flexible median
tube

Flexible tube

Super-flexible
tube

Extra-flexible
tube
Inner tube

<9

Braid

Adhesive (J)

Marker band

Hydrophilic
coating
Catheter hoop

Hoop holders

Raw material Suppliers 8. Info rm_al
Polyamide - Grilamid TR90 EMS-Cheraie the medico
Switzerland products:
Pigment Green C. CAS # 1328-53-6 Plasti Couleurs, Fn )"0t C9n|ta't
Polyamide - Grilamid L20G EMS-Chemie ratertals.
Switzerland
Pigment Green C, CAS # 1328-53-6 Plasti Couleurs, Fn 9. Informt
. A EMS-Chemie fnedical di
Polyamide - Grilamid L20G Switzerland check th
~bennoplastic polyurethane (TPU) - Estane 58563 LUBRIZOL, Ger « Opeti tht
Pigment Blue, CAS # 57455-37-5 Plasti Couleurs, Fr Inspect t
Polyamide - Grilamid L20G EMS-Chemie . Use ster
Switzerland _ Use the
Thermoplastic polyurethane (TPU) - Estane 58563 LUBRIZOL, Germa nvicrocatl
Theraoplastic polyurethane (TPU) - Estane 58563 LUBRIZOL, Gerroa elnsertt
Pigment Blue, CAS # 57455-37-5 Plasti Couleurs, Fr Hold IV
Thermoplastic polyurethane (TPU) - Estane 58562 LUBRIZOL, Germa Rernov
Pigment Red 254, CAS # 84632-65-5 Plasti Couleurs, Fraiyjr Check
Thermoplastic polyurethane (TPU) - Estane 58213 [LUBRIZOL, Germa .Microce
Polytetrafluoroethylene (PTFE) Lake Region Medical| * Insert
Fluortek, USA through
Stainless steel (304V) wire FORT WAYNE procedt
Ireland * Inser
Tungsten wire, CAS # 7439-88-S Luma Metall BA, Snd valve ¢
EOCTI TE®4014 Henkel, Germany . Advt
Composition: Epoxy resin, CAS # 25068-38-6 - 35- andtn
50% . Use
%Jgnedioi diglycidyl ether, CAS # 2425-79-8 - 25- under
0
Isophoronediamine, CAS # 2855-13-2 - 7-10 %
Trimelhylhexamethylenediaminc, CAS # 25620-58-0 -
5-7 %
Avraldite® 2020
Ethyl 2-cyanoacrylate,
CAS # 7085-85-0 - 99,9-100 %
Hydroquinone, CAS # 123-31-9 - 0.01-<0.1 %
Gold 99% - Au99.99, admixtures 1% (max); Lead - Johnson Mattey, USA J
0.003; Iron - 0.004, Antimony - 0.001; Bismuth -
0.002; Copper - 0.007; Silver- 0.008
Polyvinylpyrrolidone (PVP), CAS # 9003-39-8 Accros Organics, Beig
High density polyethylene (Rigidex 5502 GA) INEOS Olefins & Polymefl
Polyethylene (Rigidex 5502 GA) INEOS Olefins & Polymei®
Blue pigment CAS # 57455-37-5 Plasti Couleurs, France
(#): Outer surface of the component not intended for direct or indirect contact with the body.
(t): Components not intended for direct or indirect contact with the body. m

Note: Pigment ratio is typically more than 19 per 5 kg of polymer.

7. Description ofaccessories and medical devices used with the device:

VASCO+ catheter is suitable for use with detachable coils (e.g., Optima detachably
manufactured by BALT EXTRUSION) and mechanically detachable systems, as well
deployment of self-expandable stents (e.g., LEO+ or SILK+ self-expandable stents manufad
by BALT EXTRUSION).
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Snce

8. Information on the use of a medicinal product, animal and/or human origin materials in
the medical device: Information on compliance with the State Register of Medicinal
Products: applicable. The medical device "VASCO+ Sterile Disposable Catheters” does

not contain any medicinal products, pharmaceutical substances, animal or human origin
materials.

9. Information on the procedure ofinstallation and other actions required to commission the
medical device:

» Check the package integrity: it should not be opened or damaged.

* Open the pouch and remove the microcatheter using an aseptic technique.

* Inspect the microcatheter to ensure it is not damaged.

 Use sterile saline solution to check the microcatheter patency and remove air from it.

» Use the shaping mandrel supplied with the microcatheter to maintain the specifications of the
microcatheter inner lumen.

« Insert the mandrel into the distal part of the microcatheter and shape the assembly as desired.

» Hold the entire system in a steam jet for a few seconds (4—5 sec) using an aseptic technique.

* Remove the shaping mandrel.

» Check the microcatheter specifications.

Microcatheter insertion

* Insert the guide wire into the microcatheter (see the instructions for use of the guide wire)
through the Y-shaped valve connector, which allows the microcatheter to be flushed during the
procedure.

* Insert the guide wire / catheter assembly into the guide microcatheter through the Y-shaped
valve connector, which allows the guide microcatheter to be flushed during the procedure.

» Advance the guide wire / microcatheter assembly to the target site by moving the guide wire
and raicrocatheter alternately.

» Use gentle twisting movements to carefully introduce the guide wire into the selected vessel
under X-ray c»ntrol.

10. Information on the conditions of transportation, storage and operation of the medical
device:

Transportation conditions: Ambient temperature from -10 °C to +35 °C, relative humidity from
35 % to 80 % (non-condensing), atmospheric pressure from 500 hPa to 1,060 hPa, away from
direct sunlight.

Storage conditions: Store the device in its original package in a dry and clean place, away from
heat sources and direct sunlight, at controlled temperature. The shelf life is indicated on the
device label. Ambient temperature from +15 °C to +27 °C, relative humidity from 35 % to 80 %
(non-condensing), atmospheric pressure from 500 hPa to 1,060 hPa.

Operation conditions: Ambient temperature from +20 °C to +25 °C, relative humidity from
35 % to 65 % (non-condensing), atmospheric pressure from 500 hPa to 1,060 hPa, away from
direct sunlight. The device is temporarily operated inside the human body at a temperature
ranging from +36 °C to +42 °C. The device is operated inside the human body for less than 24
hours.

11. Information on the device sterility

The device is sterilized with ethylene oxide gas and is supplied sterile. The device should be
disposed of immediately if the package sterility is compromised. The device is for single use
only. The device is not intended to be resterilized.

Page 9/10
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12. Information on disposal YL 1

S n 2 17270M ™ f (4-idemiologically hazardous waste) in aecordteT»” » -
SanPiN 2 17.2790-10. After physical decontamination and waste appearance change”iopMirraBiiM

he possibility of reuse, Class B waste can be accumulated, temporarily stored, tr* 1SAIT 3KC®
destroyed and buned together with Class A waste (epidemiologically safe waste 3 wana2018
composition similar to that of municipal solid waste). Package of decontaminated

medical waste should have a label indicating that the waste has been decontaminated.

BAJTTIKCL,
10pto gena
"gn.:+33 (0)
dakc: +33 (C

jiilvana.bfowi

pdecmo npowu

BAJTTOKC1

10 pto e na]

|Ten,;+33 (0)
c. +33 (0

.iIvana.bro’]

mKpyrnas
*Anenns!
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AVo T jmneaur n v (ppaHLy3cKLW O A3bIKOB Ha pyCCKUN F3bK

BBEP>XAEHO /nognmces/ BANTT SKCTPY>KH CAC

HuwbBaHa bpayH, Pro gie na Kpya BuHbepoH, 10

ALLMUMIA anpeKTop OTAeNa MeXayHapogHoro 95160 MOHMOPAHCU

MpPMAaTVBHO-MPABOBOIO Pery/npoBaHKA OPAHLIAA

L NT SKCTPY>XH CAC PEECTP MPEAMPUATIA MOHTYA3A 315 633 081

B3oonsa 2018 roga

Kpyrnasi rep6oBasi neyaTs:
Toproeo-npoMbILLIEHHas Manara pervioHa nb-ae-dpaHc . MNapik
Neo LLramn:
Toproso-npombILLIeHHasA nanara peraoHa Wnb-ae-dpaHc T. MNapwk
[MoaTBEPXKAAETCA UCKIHOUMTE/BHO MOL/MHHOCTB MOATNNCH:
/nognvcs M. bpayH/

(CKMHOUMTENIBHO 419 NOATBEPKAEHNSA YKa3aHHOM BbILLIE MOAMMCK)
[na npesngeHTa, Jasng ManeioH

MHcTPpYKumMa NMONPUMEHEHMIO
Katetepbol VASCO+ cTepuUnbHble, OAHOpPAa30Bble

MpounssogmuTens:

BAJTT SKCTPY>KH CAC, ®PpaHuus

Dpto ge na Kpya BuHbepoH, 95160 MOHMOPAHCI, ®paHups
Ten:+33 (0)1 39 89 46 4!

daic: +33 (0) 134 1703 46

silvana.bronwn@balt.fr

MecTo Npon3BoACTBaA:

BAITT SKCTPY>KH CAC, dpaHuus

Dpto fe na Kpya BuHbepoH, 95160 MOHMOPAHCW, ®paHLys
Ten;+33 (0)1 39 8946 41

dac: +33(0) 134 1703 46

silvana.bronwn@balt.fr

Kpyrnas rep693aﬂ neyaThb:
AnennaunoHHbin cypn [llapuxka

AMOCTUNb
(Faarckas KoHBeHumsa oT 5 okTAa6ps 1961 roga)
|.®panuysckas pecny6nuka POCC/A
HacTosiwmii opuumanbHbIi JOKYMEHT

2. nognucaH r-Hom 1 MANELOHOM
3. BbICTyNatoLNM B Ka4eCcTB aT Talle
4. CKpenJsieH nevyaTbio/LLUITaMNOM ToproBo-npoMblMMeHHOI nanaTsl Mapudka

Y [LOCTOBEPEHO
5 B [Mapuxe

6. 11 IEKABPS 2018 rona

1.MeHepanbHbIM NPOKYpOpPOM npu AnennaunoHHomMm cyfge Mapuxka
B.3aM 28867-1

9. MNeyatsb; Mwuwens TEPHO .
MEPBbIVN TEHEPANIbHbBINTTPOKYPOP
10. Mognuck /nognucek/

wANyrnaa repbosas nevyaThb:
NANeNNAUnoHHbIMG ¢y Mapuka

"AnoCTWb YAOCTOBEPAET TOMLKO NOLIMHHOCTL MOAMUCH, MeYa T Wik Lmamna,
MPOCTaBNeHHbIX Ha AOKymeHTe. OH He YAOCTOBEPAET TOro (hakra uTo
cofep>iaHvie JOKYMeHTa ABMSeTCA BepHbIM WM 4TO PpaHLysckas Pecnybnmka
OL06PSET €ero cogep>kaHme'.
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HacToswas MHCTPYKLMA N0 NPUMEHEHUIO NOAroTOBMEHA ANA MPeaoCTaBeHNs CBeLeHNIA
B LENAX perncrpauum MeauLUHCKOro W3genns Ha TeppuTopum Poccuiickoli  defepaymn.
CBefeHus npeacrtaBieHbl B 06beme, TpebyeMOM B COOTBETCTBUM C [MpaBunamm permcrpalmm
MeAULMHCKNX n3gennii (noctaHoeneHne [paButensctBa PP o1 27,12.2012 Ne 1416).
CopepxaHne TeXHUYECKOro LOKYMeHTa COOTBeTCTBYeT TpeboBaHUsM Mpukasa MuHuUcCTepcTBa
3ApaBooxpaHeHua Poccuiickoin ®depepauymm ot 19.01.2017 r. Ne 11H "O6 yTBepXAeHUU
Tpe6oBaHNN K COLEPXAHMIO TEXHUYECKON U 3KCMyaTauMOHHOW LOKYMEHTaunn npousBoanTens
(n3rotoBuTENSA) MEAULMHCKOTO M3aenns™.

Pa3paboTka, Npou3BOACTBO M Mpojaxa m3genns cooTeBeTcTByeT TpeboBaHuaM EN ISO
13485:2012 + AC : 2012 (Ceptudukar Ne 513975 MP2012, pata sbigaun 06 despansg 2018 r./
pevicteuteneH fo 31 mapta 2019 r., HOTUPMLMPOBAHHLIA OpraH N0 MeAULUHCKUM W3LENNAM:
DQS Medizinprodukte GmbH); n3genne mnmeetr mapkuposky CE (Homep ceptugukarta EC:
513975 MR2 npunoxeHue Il, 3a ucknrovyeHnem pasgena 4; garta sbliaum - 12 maa 2018 r., gata
nctedyeHus peictema -31 uwona 2022, Homep ceptudukara EC: 534991 MRA npunoxeHue 1
pasgen 4, pata Bblgaunm - 1 aBrycta 2017 roga, cpok pgeicteua - 31 uona 2022 r,,
HOTU(MUMPOBaHHLIA opraH: DQS Medizinprodukte GmbH).

/. HasBaHue nsgenus:
KaTtetepbl VASCO+ cTepunbHbie, O4HOPA30BbIE:
VASCO+10D, VASCO+10MH_D, VASCO+10MP, VASCO+10MH_MP, VASCO+18D,
VASCO+18MP, VASCO+21D, VASCO+21MP, VASCO+25D, VASCO+25.MP, VASCO+28D,
VASCO+28MP, VASCO+35D, VASCO+35ASPI_D, VASCO+35MP, VASCO+35ASPI_MP;
- MHCTPYKUMA N0 NPMUMeHeHM0 (MOCTaBNAE'TCA C KaXAbIM U3JeNNEM).

2. Mpous3BoAUTEND:
BANT SKCTPYXXH CAC, ®paHuus
1o pto e na Kpya BuHbepoH, 95160 MOHMOPAHCW, ®paHuuns
Ten.:+33 (0)1 39 8946 41
dakc: +33 (0) 134 17 03 46
silvana.brown@ ball.fr

YNONHOMOUYEHHbIN npeacTaBnTENb:
00O «LeHTp MepuHaTanbHoli MeanuunHbl» (000 «LMIM»)
109004, Poccus, r. Mocksa, ToBapulieckuin nep., a. 20, ctp. 4
TeneoH: +7 (495) 911-93-17, +7 (495) 911-93-77,
dakc:+7 (495) 912-95-92

J. HasHaueHuWe usgenusa v NPUHLUNLI AeiCcTBUSA:
I/I3,u,env|e npegHasHa4eHo Ana WHBEKUMW ANarHOCTUYECKUX WU TepaneBTUYECKUX CPeacTs,

YCTAaHOBKM  MPOTanKMBaemblX WM  OTAeNseMblX Cchnupaneil, B TOM 4uCNe CUCTEeMbI
MeXaHW4Yeckoro oTAeNneHus, a Takxke A8 YCTAHOBKM camopacluunpsitolmnxcs cteHtos LEO + nnm

SILK +.

4, OnucaHWe OCHOBHbIX PYHKLUMOHANbHbIX XapaKTepucTUK:
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KateTtepbl VASCO+ aBnA0OTCA YCUIEHHBbIMW apMUPOBaHHbIMK KaTeTepaMn. OHU MCNOJb3YHTCA
C HanpasnAwLWMM MPOBOAHWUKOM AN 06/1eryeHns ux MPOLABUXEHUA K U3BUUCTBIM U
anctanbHbiM - cocygam. Katetepbl VASCO+ 00nagaloT  NpOrpeccMBHO  BO3pacTaroLel
FMOKOCTbI C XXECTKON MPOKCUMANbHOW 4acTbio ANA YNyUlleHWUs YNnpaBneHUs U HaBurauuu B
cocyamucToi cucteme. HapyxHas noBepxHocTb Katetepa VASCO+ aBnsetcd rufgpounbHON.
KaTeTepbl ABNAKTCA PEHTTEHOKOHTPACTHLIMWU A1 06/1eryeHns paguocKonmMUYecKoro KOHTpons.
[aHHOe n3genvie sBnseTca CTepubHbIM. [ 04HOPA30BOr0 UCMNO/b30BaHUA.

5. Tloka3aHWsi WM NpPOTUBOMOKA3aHWA K MNPUMEHEHUID, NO6OYHble 3NPEKTbI, Mepbl

NPeAoCTOPOXKHOCT U:

a. [MokKa3aHUa K NTPUMEHEHNIO:

. BBeJEeHWe ANArHOCTUYECKUX UK NnevyebHbIX NpenapaTos;

. yCTaHOBKa NpoTasKMBaeMblX NN OTLENAEMbIX CNUpanei, B TOM Ynucne ans
ncnonb3osaHua cuctem MOC (MexaHUYeCKn OTAeNseMblX cnupanein);

. yCTaHOBKa camopackpbiBaroLmxcd cteHTos LEO+ unn SILK+.

b. MpoTwuBONOKa3aHWsA K NPUMEHEHUIO !

Mcnonb3oBaHue katetepa VASCO+ npoTuBonoKasaHo, ecnv Bpay NPUXOLAUT K 3aK/IHUeHuIo,
4yTO Mpouefypa ¢ ucnonb3osaHuem katerepa VASCO+ MOXeT yXyAnwTb COCTOAHUE 3[40POBbA
nayueHTa.

Mcnonb3osaHue katetepos VASCO+ NpoTUBONOKa3aHO A8 HOBOPOXAEHHbIX, HEJOHOLLEHHbIX
[eTeil 1 geTein rpyfHOro BospacTa.

C. MoTeHUMaNbHbIE OCNOXKHEHUS N NOBOYHbIE 3PP EKTbI:

B0O3MOXHbIE OCMIOXXHEHUSA BKIHOYAIOT, HO HE OrPpaHNYNBaOTCA UMU:

. reMaToma B MecTe NpPOKona;

. npo6ojeHne NN AUCCEKLMA coCya UK aHEBPU3MBI;

. Ba3ocnasm;

. KPOBOTEYEHME;

. 601b 1 NOBbMMEHHAA YYBCTBUTENIbHOCTb K MPUKOCHOBEHUIO;
. NHpeKLUS;

. TPOM603IMBOINYECKME ANU30AbI;

. HEBPO/IOTNYECKME HAPYLLEHNA, BKIOYAS MHCYNbLT;

. COCYAUCTbIN TPOMOO3;

. neTanbHbIi UCXOA.

(L Mepbl NPegoCTOPOXKHOCTU:

He ucnonb3oBartb, €c/i ynakoBKa BCKPbITa MK NoBpexaeHa. Mpu HeNOBPeXAEeHHOW ynaKoBKe
N34eNns CTEPUNbHBI.

. Katetep VASCO+ npefHasHayeH A8 04HOPa30BOro ncnonb3osaHnda. He ncnonb3osarb
NOBTOPHO. JTto60€e NOBTOPHOE MCNONb30BaHMNE U3LENNA MPUBOAUT K BbICOKOMY PUCKY
3apaXKeHna naymMeHTa U K yXyaLeHno paboumx XxapakTepucTuk n3genus.

. MOBTOPHO He CTEPUIN30BATbL JaHHbIE U3JeNNA.

. XpaHuTb B CYXOM, 3allMLLEHHOM OT CBeTa MecTe NMpu KOMHATHOI TemnepaType.

. CobnogaTtb CPOK rOAHOCTH.

. 3TW n3genns 4oMKHbI MPUMEHATHCS TONIbKO BpavyaMu-creumnanucTammn B 061actu
WHTEPBEHLMOHHOW Heiipopasnonorum n/nm NHTepBEHLMOHHOW pagnonoruu.

. Cobnofatb MHCTPYKLMM NO MPUMEHEHUIO NPENapaToB, NCMOb3yeMbIX B KaTeTepax
VASCO+.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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. Mpn BO3HWKHOBEHUM NOOOr0 CONPOTUBNEHNS BO BPEMS UHBEKUUN CliefyeT ee
HeMeLeHHO NPeKpaTUTb N U3bATL KaTeTep.

. Hukorpga He nepemeLatb BHYTPUCOCYANCTOE YCTPOMNCTBO NPU BOSHUKHOBEHUN
conpoTueBieHns 6e3 NpeLBapuUTeIbHOrO ONpeLeNieHUs ero NPMUYMH C NOMOLLbIO
aHrnorpamnueckoro KoHTpona. Mobunumsauns npyu BOSHUKHOBEHUWN COMPOTUBIEHUA MOXET
NMPUBECTU K NOBPEXAEHUIO KaTeTepa AN paHeHUIo nauuneHTa.

. KoHTponupoBaTb 06BLEMHYK CKOPOCTb WH(Y3MM KaTeTepa. B cnydae ymeHbLUeHUS
00bEMHON CKOPOCTU WMHMDY3UM ONpefennTb ero NpPuUUnHY, 3aTem YCTpaHWUTb Npo6aemy wuau
3aMEeHUTb KaTeTep.

e. WHpopmauua o noTeHUuManbHblX noTpebuTenax: WM3genne ucnonb3yercd TOJNbKO
Bpayamu-cneunanmctamm B 006NaCTM  WHTEPBEHLMOHHOW  Heillpopaguonoruu  wn/mnm
WHTEPBEHLUMOHHOW  Pagnonoruu. YcrnoBust  MNpuUMeHeHusi:  NedebHble U fle4yebHo-

I'IpOdJVIfIaKTI/I‘—IeCKI/Ie MEANUWHCKNE YYpexaeHnA, TONNbKO MO HasHa4YeHNIO Bpava-cneunanmncra.

6. TexHUYecKue xapaKTepPUCT UKW MEANLMHCKOTO N3aenuns
BHewHwnii Bug megmumHckoro u3genmsa VASCO+10D, VASCO+10MH D, VASCO+10MP,
VASCO+10MH_MP, VASCO+18D, VASCO+18MP, VASCO+21D, VASCO+21MP,
VASCO+25D, VASCO+25MP, VASCO+28D, VASCO+28MP, VASCO+35D,
VASCON35ASPI D. VASCO+35MP, VASCO+35ASPI MP

MNMpuMeYyaHue: BU3yasibHO, BCe U3AENMSA MAEHTUYHBLI. Ha y3en ynpaeneHus (xab) HaHeceHa
MapKUpoBKa coepkalas Mogesb U3aenmsi.
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XapakTepuctuka

O6was gAnMHa, Mm

S eKTMBHAA ANNHA, MM

LnnHa NpOKCMManbHOM YacTn, MM

LOnuHa megmanbHoll YacTu, MM

LnnHa aucTanbHOR YacTu, MM

LnuHa cBepXrn6Koro KoHYMKa, BXOAALLEro B
COCTaB AMCTaNbHOW YacTu, MM

BHewWHU guameTp NpoOKCUManbHOW YacTm,
MM

BHEWHWA gnameTp AUCTanbHOI YacTu, MM

BHYTpPEHHUIT guameTp, Mm

Onnetka

KonnuyecTBo peHTreHOKOHTPACTHbIX Konel,
Fa6”nTHble pasmepbl KONbLa, MM (guameTtp
Xpanuna)

PacuéTHaa nnowajb NOBEPXHOCTH
(MmakcumanbHas), MM~

Macca, rp

OuameTp pasbema, MM

CoBMecTUM c Har]pawldto lpum kateTepom
AMaMeTpoM, MM

CoBMECTUM C Hanpas/iAOLWNM NMPOBOAHUKOM
AvamMeTpomMm, MM

MuHMManbHoOe ycunue Ha paspbis, H
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VASS O+ ©0

155026
1490726
1250 (+8/-5)
125(+7/-5)
175 (+7/-5)

30

0,72
(+0,02/-0,01)
0,63
(+0,02/-0,01)
0,41
(+0,02/-0,01)

8 SS npoBonoka

2

0,68x0,60

3,85

1,55
0,41
(+0,02/-0,01)

1.2

0,53

3

155026
1490+26
1250(+8/-5)
125(+7/-5)
175(+7/-5)

30

0.72
(+0,027-0,01)
0,63
(+0,02/-0,01)
0,41
(+0,027-0,01)

8 SS npoBonoka

3

0,68x0,60

3,85

1,55
0,41
(+0.027-0,01)

12

0,53

VASSO+ OM]

1550+26
1490+26
1250 (+87-5)
125 (+77-5)
175 (+77-5)

30

0,72
(+0,027-0,01)
0,63
(+0,02/-0,01)
0,41
(+0,027-0,01)

8 SS npotonoka

1,55
0.41
(+0,027-0,01)

1,2

0,53

3

E

VARSO+ 0
w>

1550+26
1490+26
1250 (+87-5)
125 (+77-5)
175 (+77-5)

30

0,72
(+0,027-0,01)
0,63
(+0,027-0,01)
0,41
(+0,027-0.01)

8 SS npoBosioka

3

0,23

1,55

1,55
0,41
(+0,027-0,01)

12

0.53

3

VNS SO+

1550+26
1490+26
1250 (+87-5)
125 (+77-5)
175 (+77-5)

40

0,93
(+0,027-0,01)
0,71
(+0,027-0,01)
0,52
(+0,027-0,01)
8SS
npoBO/IOKa
2

0,78x0,80

3,92

1,85
0.51
(+0,027-0,01)

1,2

0,53

3

IS

V/Se O+

1550+26
1490+26
1250 (+87-5)
125 (+77-5)
175 (+77-5)

40

0,93
(+0,027-0,01)
0,71
(+0,027-0,01)
0,52
(+0,027-0,01)
8 SS
npoBooKa
2

0,78x0,80

3.92

1.85
0,51
(+0,027-0,01)

1,2

0,53

3

o

VANSS O+

1550+26
1490+26
1250 (+87-5)
180 (+77-5)
120 (+77-5)

20

0,94
(+0,027-0,01)
0,81
(+0,027-0,01)
0,60
(+0,027-0,01)

4 SS nposonoka + 4
W npoBsofioka
1

0,90x0,60

1,70

2,20
0,73
.(+0,027-0,01)

1,2

0,53

V/AgSe+m -

1550+26
1490+26
1250 (+87-5)
180 (+77-5)
120 (+77-5)

20

0,94
(+0,027-0,01)
0,81
(+0,027-0,01)
0,60
(+0,027-0,01)

4 SS npoBonoka +
4 W npoBo/oKa
1

0,90x0,60

1,70

2,20
0,73
(+0,027-0,01)

1,2

0,53

3



dopma KaTeTepa

XapakTepucTuka

O6wasn gnnHa, MM

3dhekTUBHAA AANHA, MM

[nvHa NpoKCMManbHOM YacTu, Mm

OnvHa menanbHO YacTn, MM

[nvHa gucTanbHoit yacTu, Mm

[ nvHa cBepXxrn6KOro KOHYMKa, BXOAALLEr0 B
cOCTaB fUCTaNbHO YacTu, MM

BHewWHWUII guameTp NPOKCUManbHOI YacTu.
MM

BHeWHWU gnameTp AUCTanbHON 4acTu, MM

BHYTpeHHWI fnameTp, MM

Onnetka

KonnuyecTBO PeHTreHOKOHTPACTHbIX Konel,
labapuTHble pasmepbl Konew, MM (guameTp X
ONVHA)

PacuétHasa nnow,afgb MOBEPXHOCTM
(makcumanbHas), MM~

Macca, rp

OvameTp pasbema, MM

CoBMEeCTUM C HanpaBnAOLW UM KaTeTepoM
AvnaMeTpom, MM

CoBMeCTUM C HanpaBAAWUM MPOBOLHUKOM
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VA $SO+%0

1550426
1490+26
1230 (+8/-3)
180 (+7A5)
120(+7/-5)

20

1,10
(+0,02/-0,01)
0,99
(+0,02/-0,01)
0,74
(+0,02/-0,01)

4 SS npoBoJsioKa
+4W
Mpososoka

1

1,n3xn,80

2.04

2,55
0.73
(+0,027-0,01)

1,2

0,21

VAQSO 4+ 5

1550+26

1490+26
1250 (+8/-5)
180 (+7/-3)
120 (+77-5)

20

1,10
(+0,027-0,01)
0,99
(+0,027-0,01)
0,74
(+0,027-0,01)

4 SS npoBosiOKa
+4w
npoBonoOKa

1

1,05x0,80

2,64

2,55
0,73
(+0,027-0,01)

12

0.21

VAKSO +280

1550+26

1490+26
1250 (+87-5)
120 (+77-5)
180 (+77-5)

50

n3
(+0,027-0,01)

1,03
(+0,027-0,01)

0.82
(+0,027-0,01)

4 SS npososioka
+4 W
npoBonOKa

1

1,10x0,80

2,76

2,80
0,81
(+0,027-0,01)

VA530+E8

1550+26

1490+26
1250 (+87-5)
120 (+77-5)
180 (+77-5)

50

1,13
(+0,027-0,01)
1,03
(+0,027-0,01)
0,82
(+0,027-0,01)

4 SS npoBonoOKa
+4 W
npoBoNoOKa

1

1,10x0,80

2,76

2,80
0,81
(+0,027-0,01)

o

o

V AQO +3<

1350+26

1290+26
1100 (+87-5)
160 (+77-5)
90 (+77-5)

40

1,35
(+0,027-0,01)
1.25
(+0,027-0,01)
1,02
(+0,027-0,01)
4SS
nposonoka +
4 W
MpoBonoka
1

1,30x0,80

3,27

3,30
1,02
(+0,027-0.01)

1,2

0,21

sp|

<S04+ <A<th
(=]

VA

1400+26

1340+26
1120 (+87-5)
80 (+77-5)
200 (+77-5)

80

1,70
(+0,027-0,01)
1,70
(+0,027-0,01)
1,02
(+0,027-0,01)
4 SS
nposonoka +
4 W
MpoBonoka
1

1,30x0,80

3,27

3,30
1,02
(+0,027-0,01)

1.2

<o o

L

VASS O+

1350+26

1290+26
1100 (+87-5)
160 (+77-5)
90 (+77-5)

40

135
(+0,027-0.01)
1.25
(+0,027-0,01)
1.02
(+0,027-0,01)

4 SS nposonoka +4

W npoBonoka

1

1.30x0.80

3,27

3,30
1,02
(+0.027-0,01)

1,2

0,21

Q

>

VASO o /\gh

1400+26

1340+26
1120 (+87-5)
80 (+77-5)
200 (+77-5)

80

1,70
(+0.027-0.01)
1,70
(+0,027-0.01)
1,02
(+0.027-0,01)

4 SS nposonoka +
4 W npoBo/ioKa

1.30x0,80

3,27

3,30
1,02
(+0,027-0,01)

1,2



AnamMmeTpom, Mm

MuHuManbHoe ycunue Ha paspois, H 3 3 3 3 3 3 3 3
i 1,
dopma KaTeTepa 9
y
T~r . uc3rmy -

Heyka3aHHble JONYCTUMble 3HAYeHUA: +1%

N3genune He aBnseTca UMNNAHTUPYEMbIM U yAansaeTcs U3 Tefla YeNoBeKa N0 OKOHYaHWI0 MCNONb30BaHUA.

Knaccuukauyumsa nsgenns B COOTBETCTBUN C HOMEHKNATYPHbLIM KNacCM(pPUKATOPOM MEeAULUHCKUX U3LeNnnid, yTBepXAeHHbIM NpukKasoMm MuHuctepcTBa
3apaBooxpaHeHusa Poccuinickoin ®egepaymm ot 06 ntoHsa 2012 r. No 4H - 254550;

OoKMAaz2 -32.50.13.110 - W npuubl, Urnbl, KateTepbl, KAHO AN U aHAIOTUYHbIE UHCTPYMEHTHI;

Knacc B 3aBUCMMOCTM OT CTENeHW MNOTEeHUMaNnbHOro pucCKa MNPUMEHEeHUs B MeAWLWHCKUX LeNnsgx B COOTBETCTBMU C HOMEHKNATYPHbIM
KnaccuukaTopom MegULUHCKUX U3aeNnii, YTBEPXAEHHbIM NpUKa3omM MuUHMUCTepcTBa 34paBooxpaHeHns Poccuinickoh ®egepaunu ot 06 noHa 2012 r.
Ne 4H-3;

Bug KOHTakKTa c opraHn3MoM YenoBeka - KpaTKOBPEeMEeHHbIN (MeHee 24 4yacoB) KOHTaKT C LMPKYNuUpyloLWel KpoBbIO.

Ycnosua npuMeHeHus-, neyebHoble u }'Iel—le6HO-I'IpOd)VIJ'IaKTI/IHECKI/Ie MeoUWUWHCKNE Yy4ypexpaeHnd, TONbKO NO Ha3Ha4YeHUIK Bpayva-cneuumanncra.
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5. lMepeyeHb MaTepnanoB MegULUHCKOTO U3aenns:

KOMMNOHEHT

Y3en
ynpaBneHus
(Xab)(*)

JKecTKas
TpyoKa

MegawnasnbHas
TpybKa

Mmbkas
MeunasibHas
TpybKa

Mmbkasa Tpybka

Caepxrubkas
TpybKa

JKcTparnbkas
TpybKa
BHyTpeHHAS
TpybKa

OnneTka

Kneii ($)

NcxogHblin maTepuan
Monnamug, mapka Mpunamng TR0

MurmeHT 3eneHblin (green C), CAS # 1328-53-6

Monvamung, mapka Mpunamug L20G
MurmeHT 3eneHblii (green C), CAS # 1328-53-6

Monvamung, mapka Mpunamng L20G

TepmonnacTnyHblin nonnypetaH (TIMY), mapka Estane
58563

MurmeHT cuHuii CAS # 57455-37-5

Monuamung, mapka Mpunamng L20G

TepmonnacTuyHbIii nonuypeTaH (TMY), mapka Estane
58563

TepmonnacTuyHblii nonnypeTaH (TMY), mapka Estane
58563

MurmeHT cuHniAi CAS # 57455-37-5

TepmonnacTnyHblil nonnypetaH (TIY), mapka Estane
58562

MurmeHT KpacHbIn (Pigment Red 254) - CAS # 84632-65-
5

TepmonnacTuyHbliA nonnypetaH (TMY), mapka Estane
58213

MonutetpadTopatuneH MTHI

Hep>kasetoLas ctasb (304V), npoBosioka
Bonbpamosas nposonoka, CAS# 7439-88-5

Mapka LOCTITE® 4014

Cocras: 9nokcnaHasa cmona CAS # 25068-38-6 - 35-50%
ByTaHgnonguranumannosblin agup CAS # 2425-79-8 -
25-35%

3odopoHanammH CAS # 2855-13-2 - 7-10%
TpumetunrekcameTuneHgnammd CAS # 25620-58-0 - 5-
7%

Avraldite® 2020

3TnN-2-LmaHoakpmnat

CAS # 7085-85-0 - 99,9% - 100%

MmapoxuHoH CAS # 123-31-9 - 0,01- <0,1 %
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MocTaBuLW KK
EMS-Chemie Ag,
LLiBeruapus
Plasti Couleurs,
®paHuma
EMS-Chemie Ag,
LLIseliuapus
Plasti Couleurs,
®paHuma
EMS-Chemie Ag,
LLiselinapns
LUBRIZOL, MepmaHus

Plasti Couleurs,
®paHums
EMS-Chemie Ag,
LLIseiuapwus
LUBRIZOL, NepmaHus

LUBRIZOL, "'epmaHus

Plasti Couleurs,
®paHums
LUBRIZOL, "'epmaHus

Plasti Couleurs,
®paHLuma
LUBRIZOL, "'epmaHus

Lake
CLLA
Fluortek, CLLIA

FORT WAYNE Metals,
WpnaHams

Luma Metall BA,
LLiseumsa

Henkel, M'epmaHuns

Region Medical,



~3

KonbLo 30510710 99% mapka 3199,99, npumecn 1% (He 6onee) Johnson Mattey, CLLA
CeuHew, - 0,003, XXene3o - 0,004, Cypbma - 0,001,
BucmyTt - 0,002, Megp - 0,007, Cepebpo - 0,008

ruapounbHoe  MonueuHMANMpponnaoH (MBIM) CAS #9003-39-8 Accros Organics,
MoKpbITHE Benbrug

3aLMTHbIA MonuaTuneH BbICOKo NnoTHocTU (Rigidex 5502 GA) INEQCS Olefins & Polymers,
060/ KaTeTepa BenmkobpuTaHus
[epxarenn MonmatuneH (Rigidex 5502 GA) INEOS Olefins & Polymers,
o6oga MurmeHT cuHnii CAS # 57455-37-5 Ben/kobpuTaHA

Plasti Couleurs, ®paHLy
(*): BHewWwHAA NOBepXHOCTb KOMMOHEHTA, He NpeAHa3HayeHHas A9 HENOCPeLCTBEHHOI0 UMn
KOCBEHHOI0 KOHTaKTa C Te/I0M.
(J); KoMNoHeHTbI He npefHa3HayeHbl OblTb B KOHTaKTe C Te/IOM, NPAMO UM KOCBEHHO.
MpumeyaHune: OTHOLWEHKE NUTMeEHTa, Kak NpaBuno, oT 1r Ha 5 Kr nonnmepa.

7. OnucaHue NpUHAANEXK HOCTENR, MEAULUUHCKUX N3JeNNR, NCNONb3yeMblX COBMECTHO C
n3pennem:
Katetep VASCO + nogxoguTt A9 COBMECTHOrO WCMNO/b30BaHUA C OTAENAEMbIMW CNMPanmm
(Hanpumep: oTgensiemas cnupans Optima, npoussoacTBa KomnaHunm BANT 3KCTPYXH), ¢
CUCTEMOIN MEXAHWYECKOro OTAeNeHUs, a Takxe AN YCTaHOBKM CaMOopaclinpPAOLNXCS CTEHTOB
(Hanpumep: camopacwupstowmiics cteHt LEO + nam SILK +, npoussoacTsa komnauun BANT

OKCTPYXH).
8. WHpopMauna o HanUuYumM B MeJULUHCKOM U3AENNN NeKapCTBEHHOTO cCpeAcTBa
ans MEeAULUWHCKOTO  MNPUMEHeHUsl, MaTepuanoBs >KUBOTHOIO " YyenoBeveckoro

MPOUCXO>K AeHUA: MHpopMauus o cOOTBETCTBUN C JaHHBIMK FOCYyJapcTBEHHOTO peecTpa
nekapcTBeHHbIX cpeacTe: He npumeHnmo. MW Kareteppl VASCO+ CTepusbHble,
0[lHOPa30Bble HE COAEPXMNT B COCTaBe M3[eNNs NeKapCTBEHHbIe npenapaThbl, hapmaleBThyeckue
cy6CcTaHUMu, MaTepuranbl XXMBOTHOTO UM YENI0BEYECKOTO NMPOUCXOXKAEHUS.

9. MHpopmayma o nopsagke YyCTAHOBKW U MHbIX AeACTBUAX, HEOBXOAUMBIX ANS
BBOAa MEAUWLUMNHCKOIO n3genna B akKcnayaTayuntio:
* [MpoBEPUTH LeNOCTHOCTL YNAKOBKN: OHA He L0/KHa ObiTb BCKPLITON MM NOBPEXAEHHO.
* OTKpbITb NaKeTUK U NU3BMIeYb N3 HEFrO MUKPOKaTeTep, co6/1t04ad NpaBuna acenTuku.
» OcMOTpeTb MUKpOKaTeTep, 4ToObl y6eanTLCA B OTCYTCTBUM MOBPEXAEHWA.
o T[locpefCcTBOM  CTEPUILHOTO  (PM3MOMIOrMYECKOr0 pacTBopa MPOBEPUTb  MPOXOAMMOCTb
MUKpOKaTeTepa v yaannTb U3 HEro BO3gyxX.
* icnonb3oBaTtb MaHApeH Ana (OPMOBKM, NOCTaBASAEMbIi BMECTe C MUKPOKATETEPOM, KOTOPbINA
NO3BONSET COXPAHUTb XapaKTePUCTUKIN BHYTPEHHEr0 NpoCBeTa MUKpoOKaTeTepa.
 BBectM wMaHApeH B AUCTaNIbHYKD 4acTb MUKpoKaTeTepa W MpufaTb COBOKYMHOCTU
KOMMOHEHTOB HYXHYIO (DOpMY.
* B acenTunyecknx ycnosusax MnofepXxatb BCK CUCTEMY B CTpye napa B TeyeHUe HEeCKOJIbKUX
cekyHp (4— 5 c).
* Yaanutb MaHApeH AN DOPMOBKM.
* MpoBepnTb XapaKTEPUCTUKN MUKPOKAaTETEPA.
BeeneHne MukpokareTtepa
* BBECTM NPOBOAHUK BHYTPb MUKpOKaTeTepa (CM. MHCTPYKLMW NO MPUMEHEHMIO NPOBOLHMKA)
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yepe3 KfanaHHbIA Y-06pasHblii COeAUHUTENb, KOTOPbIA MO3BONSAET MNPOBOAUTL MPOMbIBKY
MUKpOKaTeTepa BO Bpems MpoLeaypbl.

* BBecTM COBOKynHOCTb MPOBOLHMK-KaTeTep B MNPOBOAHWKOBLIA MUKpOKaTeTep uepes
KnanaHHbll  Y-06pasHblii  COEAUHUTENb, KOTOPbIA  MO3BONSAET MPOBOAWUTH  MPOMbIBKY
MPOBOAHMKOBOIO MUKPOKaTeTepa BO Bpems NpoLesypsbl.

» [lpoaBuraTtb COBOKYMHOCTb MPOBOAHUK-MUKpOKaTeTep [0 LeneBOR 30HbI, Npojsuras
nooyepesHO NPOBOAHUK, 3aTEM MUKpPOKaTeTep.

» CoBepllas OCTOPOXHble HECW/bHble BKP3LIMBAKOLINE [BVKEHWUA, HanpaBUTb MPOBOLHUK B
BblOpaHHbI cocyf Noj PEHTrTeHOBCKUM KOHTPONEM.

10. MHpopmaumnsa 06 ycnoBmAaX TpPaHCNOPTUPOBKMK, XpPaHeHUA W 3KcnayaTayuu
MeONUWMNHCKOIo n3genna:

YcnoBusi TpaHcnopTupoBaHus: Temneparypa Bo3gyxa oT -10°C po +35°C npwm
OTHOCUTENbHOI BNaxKHOCTM OT 35% A0 80% (HeKOHAEHCMPYHOLLAsACcs) N aTMOCHEPHOM AABNEHUN
500 - 1060 rla Baann 0T BO3AENCTBMA MNPAMbIX COTHEUHbIX NYYel.

Ycnosus xpaHeHus: XpaHUTb n3fgenune B ynakoske npegnpuaTUAa-n3roToBUTENA B CYyXOM,
4ACTOM MeCTe, BAaAX OT WCTOYHUKOB Tenna W TMNPAMbIX COJIHEYHbIX y4yewn, npu
KOHTponMpyemoin Temnepatype. CpOK XpaHeHUs YyKa3aH Ha 3TUKeTKe KaXAoro usfenus.
Temnepatypa Bo3gyxa oT +15”C go +27°C npu OTHOCUTENbHOM BnaxHocTu oT 35% po 80%
(HekoHAeHcHpytoLWwanca) u atmochepHom gasneHuu 500 - 1060 rlMa.

Ycnosus akcnnyaTauuu: Temnepatypa Bosgyxa o1  +20°C go  +25°C  npwm
OTHOCUTENbHOW BAaXXHOCTM 0T 35% A0 65% (HeKoHAeHCMpyloLasca) n aTMOChepHOM AaBMEHUN
500 - 1060 rMa Bganu OT BO3AENCTBUA MPAMbIX COMHEYHbIX Nyyel. M3genne BPEMEHHO
3KCnayaTupyeTcAa B Tefie 4enoseka npu Temneparype ot -1-36°C po +42“C. W3penue
3KCNyaTuUpyeTcd B Tefle Yen0BeKa MeHee 24 4acos.

11. CBefleHNSA 0 CTEPUNBHOCT N N3genns

M3penne nocrtasnseTca CTepuibHbIM, MeToj cTepunmnsaumy rasom Okcupa dtuneHa. B
cnyyae  HapyweHuMa  CTEPUIbHOCTM  YMaKOBKW  u3genne  HEOOXOAMMO  HEMeLNeHHO
yTunmsmposatb. W3genne 0fHOPA30BOro npuvMeHeHusA. W3genne He MOANEXMWUT MOBTOPHOM
cTepunmsaymnu.

12. CeefeHusa obyTumnnusayumn

YTtunnsauno wusgennd nposogute B cooTteetctBum ¢ CadlluH 2.1.7.2790-10 ans
0TX0L0B Knacca b (anugemuonormyecky onacHole 0TX0Abl). [locne annapaTHbIX Cnoco6oB
obessapaxkusaHPla ¢ npumeHeHMeM (U3NYECKMX METOLOB W W3MEHEHUA BHELWHEero Buia
OTXO[0B, UCK/HOYAIOLIEro BO3MOXHOCTb UX MOBTOPHOIO NPUMEHEHUSA, OTXOAbI Knaccos b moryT
Hakan/nBaTbCs, BPEMEHHO XPaHUTbLCHA, TPAHCMOPTUPOBATLCA, YHUUTOXATLCA U 3aXOopaHMBaThLCA
COBMECTHO C oOTXofgamu kKnacca A (3NMAEMUONOrMYeckn 6esonacHble OTXOAbl, MO COCTaBY
npnbnmxkeHHble K TEO). YNakoBKa 006e33apaXKeHHbIX MeAULMHCKNX 0TX0A0B KnaccoB b gomkHa
NMeTb MAapPKUPOBKY, CBUAETENLCTBYIOLLYIO O NPOBeLEHHOM 06e33apaXKMBaHUN OTXOLO0B.

MepeBOA C aHIMUMIACKOTO M (PPaHLLy3CKOro Ha pyCCKMIA A3bIK BbINOMHMNA
nepeBoAUYnK QHTeHTeeBa dNbBUpPa AnbPpPuUaoBHa
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-Ba
Poccuitckaa ®epepayun
[fopoa MockBa

ABajuatb BTOPOro sHBaps ABe ThiCAYM AeBATHAfLATOro roja

ivicipiiHd nwukonaeBHa, HoTapuyc ropoga Moeto
noanuck fepeBegUuka SHTENTEEBON B/aLBHP b AIOBHbI. CBUZETENbCTBYIO  MOA/IMHHOCT]
Mognuck chenaHa B MOeM NPUCYTCTBUM.

JINYHOCTb MoANUCaBLLErO AOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peectpe: Ne 77/593-H/77-2019-1-113.

B~cka”™no Tapudpy: 100 py6. 00 kon.
BazaHue ycnyr npaBoBOrO M TEXHUYECKOro xapakTepa: 200 py6. 00 kon.

M.H.XapueBa

Beero, npoLwuAro, I LLI LLI putkuiy, 1
CKDENIBHO Neyathl yAAAANANGRTOB (3)

HoEc—

Poccuitickas degepaums
Mopog Mocksa
[Bajuatb TPeTbero AsHBaps fBe TbICAYM [eBATHAALATOro roga

A, CapaHoB Asniekceli HukonaeBud, HoTapuyc ropoga MOCKBbI, CBUAETE/ILCTBYH) BEPHOCTb KOMUK C
npeacTaB/ieHHONo MHe JOKYMEHTA.

3apervcTpmp 7/826-H/77-2019-3-260.
A48
B3bIckaHO#oCy A Mpe*ree Opy6. 00 Kor.
YnnadeH ‘c"ro xapakTtepa: 1050 py6. 00 kon.

A.H.CapaHoB
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