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1 OBWAA MH®OPMALWNA
CpenctBo NepeBsA30YHOE M (PMKCUPYIOLLEe: MIacTbipb

Transpore™  npefcTaBnseT  co6OW  NpoO3payHyto
neptopnpoBaHHyt0  6e3naTeKCHY  MeAULUHCKYHO
Knemkyro  neHty.  CpeAcTBO  MNepeBA30YHOE U

(mkcupytolee: nnacTblpb Transpore™ npefHasHauYeHo
Ans UKcaUmMn pasnmnuHbIX MeAULMHCKUX WU3AENuid Ha
Koxke. Kak npaBuno, Takoe NpUMeHeHNe XapaKTepPHO As
Takux ciep [AesTeNbHOCTW, TAe OCYLLEeCTBAseTCS
KOHTPO/Ib MeAULMHCKAMY CeLyanmucTamm.

MexXayHapoHble KOfbl U CTPAHOBbIe HOPMAaTUBHbIE

MexayHapoaHast HOMeHKnaTypa

BcemupHas 34831 JNeiikonnacTbIpb
HOMeHKnartypa YHMBEpCa/bHbIA,
MeLULMHCKNX runoasnepreHHbii
nsgennin (GMDN)
HopmaTneHas
CtpaHa
Knaccuukayma
CWA Knacc 1, 21 CFR 880.5240

MeNUMHCKINIA neiKonnacTbipb 1
neiikonnacTblpHas NoBsA3Ka

EBponeiickuii coto3  Knacc 1
Poccuiickas 1

depepayms

CTtepunbHOCTb HecTepunbHoe
VIHBa3MBHOCTb HewnHBasusHoe

MpoAoMKNTENbHOCT [AANTENbHbIA KOHTAKT - 0T 24

b KOHTaKTa 4y pgo 30 cyr. KoHTaKT ¢
HENOBPEXKIEHHOI KOXKENA.

KpaTtHocTb [na ofHOKpaTHOro NpUMeHEeHNA

npUMeHeHus

Cornacho  nywkTy 4 TOCT P 53498-2019

«Knaccugpukauma MeguLMHCKUX M3aenunin nnacTbIpHOro
Tvna»
DYHKUNOHA/bHbIE
CBOWCTBa MU
NAacTbIPHOro TUMa
Knaccudmkauns

MW nnacTbipHOro
Tmna rno
Ha3HaYyeHuo

HeaKTWuBHbIE

dukcupyloLve
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1 GENERAL INFORMATION

Transpore™*"  Surgical Tape is a transparent,
perforated, latex-free medical adhesive tape.
Transpore™  Surgical Tape can be wused in

combination with other devices such as tubes,
primarily for secural purpose. These uses are typically
in areas with oversight by medical professionals.
International codes and
classifications:

Global Nomenclature

country regulatory

GMDN 34831 Hypoallergenic skin adhesi

Country Regulatory Classification

US Class 1, 21 CFR 880.5240 Medk
Adhesive Bandage

EU Class 1

Russian 1

Federation

Sterility Non-sterile

Invasiveness Non-invasive

Duration of prolonged contact (>24 hours to 3

contact

Multiplicity of For single use

application

According to paragraph 4 of GOST R 53498-2019 "C
devices ofthe plaster type"

Functional Inactive

properties of the

plaster type Ml

Classification of Fixing

medical  plaster
type by purpose
Classification of
medical plaster
type according to:
1 Form;

2. Constructions;
3. Applicable
materials;
4. with/without
functional pad;

5. with/without
protective coating.

1 In rolls;

2. Film-based;

3. with an adhesive layer applied U
4. withoutfunctional pad;

5. without protective coating



3M Company

2510 Conway Avenue, Bldg. 275-5W-06,

St. Paul, Minnesota 55144, USA

'[[Knaccugpmkaums

1MW nnacTbIpHOro

TUMNa no:

1 dopwme; 1 BpynoHax;

2. KoHcTpyKumu; 2. Ha nneHo4yHoli OCHOBE;

3. lpumeHsemMbiM 3. C HaHECEHHbIM Ha OCHOBY

maTepuaiam; KNneeBbIM C/IOEM
4. cl6es 4. 6e3 (PYHKLMOHaNLHOIA
(hYHKLMOHaNbHO NoAYyLLeYKH;

 nogyweykn; 5.
5. ¢/6e3 3aWwmTHOro
NOKPbITHS.

6e3 3alMTHOIo NOKPbITNA

2. HA3HAYEHUE

Ans durkcaumm 601bWNHCTBA BUAOB MOBSA30K U NPOYMX
MEeAULMNHCKNX U3AeNNIA N YCTPOMCTB Ha NayueHTe.

3. MOKA3AHUNA

CpeAcTBO NepeBsi304HOE U (hUKCUpYHOLLee: MaacTbipb
Transpore™"" npegHasHayeHoO [And  MNPUMEHEHUS B
KayecTBe HEeMHBA3VWBHOIO M3eNNSA, KOHTAKTUPYIOLLErO C
HEMOBPEXAEHHOW  KOXEM € uenbio  hukcauum
60/NbLUMHCTBA BUAOB MOBA30K U MPOYUX MEAULMHCKNX
YCTPOICTB U M3AeNnii Ha nauueHTe
4. MPOTMBOMOKA3AHWA

Annepruyeckas peakums WM YYBCTBUTE/IbHOCTb K
KOMMOHEHTaM J/IMNKOF0 CN0A NNacTblps B aHamHese,
NPOSBAAIOLLAACS B BUAE NMOKPACHeHWs, 3yAa, Cbinv Wan
KOHTaKTHOrO ZiepmatunTa 1 60/1ee THXeNbIX peakLuuii.

5. MOBOYHbLIE 3P PEKTHI

OnucaHbl  cnefyrolimMe  PUCKA  NpU  NPUMEHEHUN
nNacTblps:  WHGEKUWs,  anfepruyeckas — peakums,
60nb/AMcKOMGOPT  MauMeHTa, CbINb/NOKpacHeHMe
KOXW/OTEUYHOCTb, 3y[, YLiepb 340p0BbIO.

CyuectsyeT Mauias fons HaceneHus C
YYBCTBUTENIbHOCTBKIO K aKpwiaTHbIM  afresvBam.
CTeneHb YyBCTBUTENIbHOCTU MOXET BbiTb OT NIEFKOW A0
TSXKENOW - OT MNOKpacHeHWs, 3yda, Cbinv WK
KOHTaKTHOrO Jepmatuta A0 60/ee TSHKENbIX peakuuia.
KOHTaKTHbI flepMaTuT TaKkXKe MOXeT BbITb Pe3y/ibTaToM
06paboTKM KOXW, WCMOMb3yeMol nof nnacTbipem. B
Cflydae  BO3HWKHOBEHMSI  MEPEYMUCNEHHbIX  Bblle
CUMMTOMOB MNPV NPUMEHEHUN NNacTbIpi HeOo6X0AMMO
NPeKpaTuTb €ero WCnonb3oBaHWe U 06patuTbcA 3a
MeANLMHCKOV NOMOLLHO.

MPMKOCHOBEHME NNACTbIPA K KOXe Takke MOXeT
BbI3bIBaTb pasfpaXkeHve y 0CTaIbHOM YacTu HaceNeHns B
3aBUCMMOCTU  OT  MHAUBMAYANIbHOrO  TWMa  KOXW,
pacrnonoXeHns NnacTbips, METOAa HAHECEHUS N CHATUS.
OTcnavBaHVe KOXW  MOXET  MPOMCXOAUTb  Mpu
HENpPaBWIbHOM CHATUM MNacTbips, NPU  NOBTOPHbIX
HaHeCeHMAX B TOM >Ke MecTe W Ha Apsbnol  Koxe.
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2. INTENDED USE

For fixing most oftypes of dressings and other
medical products and devices on the patient.

3. INDICATIONS FOR USE

The surgical tapes are indicated for use as non-
invasive devices which come into contact with intact
skin and are intended to be used to secure most
dressings, tubing and appliances to patient.

4, CONTRAINDICATIONS

History of allergic reaction or sensitivity to
components of the adhesive layer of the patch in the
anamnesis, manifested in the form ofredness, itching,
rash or contact dermatitis and more severe reactions.
5. ADVERSE EFFECTS

The following risks have been described with the use
of the patch: infection, allergic reaction, patient
pain/discomfort, rash/skin redness/swelling, itching,
health damage.

There is a small proportion of the population with
sensitivity to acrylate adhesives. The degree of
sensitivity can be mild to severe, ranging from
redness, itching, rash or contact dermatitis to more
severe reactions. Contact dermatitis can also result
from skin treatment used under the patch. If you
experience any ofthe above symptoms while using the
patch, stop using it and seek medical attention.
Touching the patch to the skin can also be irritating to
the rest of the population, depending on the
individual's skin type, location ofthe patch, method of
application and removal. Peeling ofthe skin can occur
when the patch is removed incorrectly, repeated
applications in the same place and on loose skin. Skin
treatments and antiseptics can increase the potential
risk of skin flaking. Skin flaking can lead to
hyperpigmentation, hypopigmentation, and scarring.
They can be temporary or permanent.
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BeluectBa Ans 06paboTKN KOXWU WM aHTUCENTUKK MOTYT
YBEIMYMBATb MOTEHLMANbHBIV PUCK OTC/TaMBaHNA KOXM.
OTcnavBaHve  KOXW MOXeT  MpuUBOAUTL K
TUNepnurMeHTaLmMy, TMNoNUIrMeHTaLun 1 py6LEBaHMIO.
OHM MOTYT 6bITb BPEMEHHBIMW UM NMOCTOSAHHBIMU.

6. NMHOPOPMALUMA O MOTEHUWMAJ/bHBIX
MOTPEBUTENAX M N MPNHLUWT ,EI,EI7ICTBI/IF|
[ns yxopa 3a nayMeHToM B YCNOBUSAX CTalMOHapa.

7. MEPbI MPEAOCTOPOXHOCTU

HeT  M3BeCTHbIX
npeaynpexxaeHnii.
8. MEPEYEHb MATEPVANOB MW

M3penve coOgep>XnT cnegyroline KOMMOHEHTLI:

- CybcTpart cononmmep aTUNEHBUHWUA aueTaT

- CNOXHbIiA 3tnp rnaporeHn3npoBaHHOM KaHnghonu

- MoHOMep aKpWUIoBOA KUCNOTbI

- OTUNeHBUHWUN aueTar

- MoHomMep 1300KTUN akpunat

9. NPUHUWN AEMCTBUS

CpeAcTBO NepeBs30YHOE U (PUKCUpPYHOLLee: MacTbipb
Transpore™ nmMeeT KneqLlee MoKpbITHE, MO3BONAIOLLEE
(hMKcnpoBaTh Ha KOXe MeSULMHCKME U3Lenns.

Mep  MPeaoCTOPOXHOCTM U

10. CNOoCob NPUMEHEHWA
1 Bcerga HaknafblBainTe MnacTbipb Ha YMCTYHO W
CyXyl0 KOXy 0e3 0CTaTKOB MOKLMX CPeAcTs,

XMMWUYECKMX BeLlecTs u macen. pn Heob6Xxo4uMoOCTK
HaHecuTe cneuunanbHOe CPefcTBO AN 3aWnThbl KOXU U
OOXANTECH €ro  BbICbIXaHWA Mepef  HaloXeHUEeM
nnactbips. He ucnonb3yiitTe pacTBop 6eH30MHa, TaK Kak
OH MOXXET pasgparkaTb KOXY.

2. Bcerga HaknagblBaiiTe nnacTblpb 6€3 HaTSHXKEHUS
M NpUrNaxusanTe ero, HauMHaa C LeHTPa/bHON YacTu.
MNacTbipb AOMKEH KOHTAKTMPOBATb C KOXKel Ha WMpuHe
KaK MMHUMYM 2.5 CM Mo nepudepmm noBa3Ku.

3. He dukcupyiiTe ogMH M3 KOHLOB NacTbips C
HaTSXXEHWEM MpY (UKcaLM ApYroro KoHLa nnacTbps.
3T0 MOXeT TpaBMMPOBaTb KOXY, Bbl3BaB 06pa3oBaHue
My3bIpei Un HagpbIBbl KOXW.

4. B Makcuma/ibHOWM CTEMeHn yBenubTe afresuio.
Ycunutb CTeneHb afresn MoXHo, Npurnagns nnacTbipb
K KOXe UM MeANLMHCKOMY U3Lennto/yCTponcTBy
MeTog CHATMA NnacTbipa:

1 MpunogHUMWTE Kpail NAacTbIPHOW  MOBA3KM.
3axBaTuTe NIacTbipb NO BCEW LUMPUHE N MEL/IEHHO W
[eNMKaTHO  MOTAHWTE  ero  Hasag  napaisiefibHo
MOBEPXHOCTWM KOXW, YTOObl CBECTM K MWUHUMYMY
BEPOATHOCTb NOBPEXAEHNE 3XKMBAIOLLEN TKaHW.

2. M1acTbipb HY>KHO NO BO3MOXXHOCTU CHMUMATbL MO
Hanpas/ieHWI0 pOCTa BOJIOC, E€C/IM 3TO He 3aTPOHeT
obnactb  paHbl. [epxute nnactblpb  61MKe K
MOBEPXHOCTM KOXW, MokKa OyfeTe TAHYTb ero Hasaj
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6. INFOIMATION ON POTENTIAL
CONSUMER OF MD AND PRINCIPLES OF
OPERATION

For the hospital patient

7. PRECAUTIONS

There are no known precautions or warning.

8. LIST OF MD MATERIALS

The product contains the following components:
- Substrate copolymer ethylene vinyl acetate

- Rosin Ester

- Monomer Acrylic Acid

- Ethylene Vinyl acetate

- Monomer Isooctyl Acrylate
9. PRINCIPLES OF OPERATION

Surgical tapes have an adhesive which affixes medical
devices (like gauze) to the skin.

10. METHOD OF APPLICATION

1 Always apply tape to skin that is dry, clean and free
from soaps, chemicals and oils. I1f needed, apply a skin
protector and allow it to dry before using tape. Avoid
using tincture of benzoin, as it can be a skin irritant.
2. Always apply the tape without tension and smooth
from the center out. Allow at least one inch oftape on
the skin around dressing edges.

3. Do not secure one end ofthe tape and apply tension
while securing the other end of the tape. This may
induce skin trauma in the form of blistering or skin
tearing.

4. Maximize adhesion by firmly pressing or rubbing
the tape into place on skin, tubing or appliances.

Tape Removal Technique:
L Loosen all ends of the tape strips, or edges of
dressings. Grasp the full width of the tape and slowly
and gently pull the tape back over itself toward the
wound to minimize disruption of healing tissue.

2. Tape should be removed in the direction ofhair
growth whenever possible, if this will not disturb the
wound area. Keep the tape close to the skin surface as
you pull it back, and support the skin immediately
adjacent to the strip being removed.
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/napannenbHO MOBEPXHOCTU KOXMW, W NpUAepXuBante
[LKOXyY PSAOM C yAansieMoi NofoCKoW NnacTbips
1. TexHuyeckune xapaktepuctnkm M N /Technica characteristics of MD

OTKNOHEHNE TEXHWYECKUX XapaKTepucTukK cocTaenseT + 10 %, ecnu He ykaszaHo wHoe / Deviation of

specifications is + 10 %, unless otherwise indicated
AawnnwaacTwuka/Characteristic ...

Agresus Kk cTanu/ConpoTyB/eHWe 0T CNayBaHUIo Kneesoro cnos, Him; (yHums/aroiim)

Adhesion to Steel/ Resistance to peelim ofthe sticky layer N/m; (oz/in)

Agresus K nogno>kke (13mepeHvie aaresvm neHTbl K CBOel COBCTBEHHON 06paTHON

CTOpPOHe (HanoXkeHwe)), H/M; (yHuus/aroiim)

Adhesion to Backing (Measures adhesion of the tape to the backside of itself

(overtaoine)). N/m: (oz/in)

Yevnve npu pasmaTbiBaHW NnacTbipsi, H/M; (yHums/ aroiim)

Unwind. N/m: (oz/in)

MopucToCcTb TKaHw, c/csf

Web Porosity, seconds/100 cubic centimeters/sauare in

MaponpoH1LaemMocTb, Mr/cmYy

Water vapor permeability, me/ cm*/ h

BosayxonpoHuiaemocTb R, cmVen*c

Air permeability A cnm*/cT” S

Cop6LMOHHas EMKOCTb (DYHKLMOHANBLHON NOAYLLIEYKM

Sorption capacity o fthe functional pad

Bpems cmauvBaHms (PyHKLUMOHaBLHO NOAYLLIEYKM

The wetiine time o fthe functional pad

BozoynopHOCTb (MKCUPYIOLLErO Cost

The water resistance ofthe fixine lover

AHTVIMUKPOGHAst aKTVBHOCTb

Antimicrobial activity

MwKpobHas uicToTa

Microbial purity

ATpaBMaTUYHOCTb (DYHKLMOH&/IbHOM NOLYLLIEYKN

Atraumatic functional pad

CTeneHb aaresvm K MoAeny paHeBol NOBEPXHOCTU.

The degree ofadhesion to the model o fthe wound surface

CTepunbHOCTb
Sterility
['epMeTUYHOCTb
Tightness.
Pasmepbl/ Size
["abapnTHbIe pasMepbl IEHTbI nnacTbips (LLA>T), ansa: %’éi&“ﬁxsilmm
Overall dimensions (L KWy-T),for: E0omx 91 M
76cMx 9.1 m
Pa3wmepbl/Size
1,25cm X9.1 m
Macca (r), gns: 25¢cMx 9,1m.
Mass (g), for:
5,0cmx9,1 m
76cMmx 9,1 m.

OnameTp pynoHa (Mm):
/ Bce pasmepbl/AU
Roll diameter (mm): the sizes

3Hauenune/ Value
153,23-514,41;
(14.0-47.0)

>32.84;
(>

<3284;
(<30.0)

<15
Henpumenumo (Not Applicable)
Henpumennmo (Not Applicable)
Henpumenumo (Not Applicable)
Henpumerumo (Not Applicable)
HenpumeHnmo (Not Applicable)
Henpumennmo (Not Applicable)
Henpumernmo (Not Applicable)
Henpumennmo (Not Applicable)
Henpumenumo (Not Applicable)
HecTepunbHo (Non-sterile)

Henpumennmo (Not Applicable)

1.25cm A 9.1m 10.13 mm
25cm *91m  0.13mm
50cm 29.1m A 0,13 MM
76cm 7 91m N 0,13 Mmm

Macca 1 wT.: 15,5
Macca 6pyTTO: 409,86
Macca 1 wT.: 32,2
Macca 6pyTTO: 409,64
Macca 1 wT.: 65,5
Macca 6pyTTO: 404,44
Macca 1 wT.: 96,1
Macca 6pyTTO: 401,77

50

Takxe cornacHo FOCT P 53498-2019 MeauUMHCKOe U3aenne oTBevaeT TEXHMYECKMM TPe6oBaHMAM YKasaHHbIM
B nyHktax 5.1, 5.3, 55, 5.6, 5.7, 5.10, 511 (NpuMMHMMA XapaKTEPUCTMUKA - COMPOTUB/IEHNE OTC/MANBAHWIO
K/1eEBOTO C/0S, MHble napameTpbl NyHKTa 5.11 He npvMeHUMbl K «CpefcTBY NepeBA30YHOMY U (PUKCUPYIOLLEMY:
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CpoK rofHOCTH - 5 nieT

12 CPOKTOAHOCTH H 3KCILIYATALIAH

Transpore '"», T&K KAK PerdcTpUpyeMoe H3fienue He HMeeT QYHKUMOHATHHON NOAYICUKM H He
MADKHPOBAHO KAK «AbILIALICS)» HIH «IapOTpoHuIaemoe»),6.2.1, 6.2.2./ Also, according to GOST R 53498-2019,
the medical device meets the technical requirements specified in paragraphs 5.1, 5.3, 5.5, 5.6, 5.7, 5.10, 5.11
(characteristic — resistance to peeling of the adhesive layer, other parameters of paragraph 5.11 are not applicable
to the “Dressing and fixing agent: patch Transpore TM, since the registered product does not have a functional
pad and is not labeled as ““breathable™ or “vapor-permeable™), 6.2.1, 6.2.2.

12. SHELF LIFE AND SERVICE LIFE
Life time - 5 years

XPAHEHHA H TPAHCIOPTHPOBKH

13. YCIOBHA IKCILIYATAILINH,

13. USE/OPERATION, STORAGE AND
TRANSPORT CONDITIONS

Yeaosns xpaneRAs

Storage conditions L -

KOHACHCATa), NABJICHHC HE periIaMc] €TCA.

KPATKOBPEMCHHOC H3MCHCHHE  TEMICPATYpHI,
n3neanit.

TPARCIIOPTA.

Temnepatypa or 25 po +30° C, oTHOoCHTENIBHAA
piaxaocth or 60 no 75% (6es obpasopaHus

TparcmoprupoBka: Cpox  rofgHocTH  M3genul
TapaHTHPYCTCA B COOTBETCTBHH C MAPKHPOBKOH Npu
YCNOBHHM XPaHCHWA COrNAcHO pexoMennaumaM. Ilpu
TPAHCMOPTHPOBKE  W3ACAMA  MOTYT  MCINEITHIBATEH

BAMAIOIICe HA (€30maCHOCTE M  XapAKTEPHCTHKH

Meauuunckoe H3acAHE TPAHCIIOPTHPYIOT BCCMH BHAAMHA

Temperature from 25°C to 30°C, Relative Humidity
Limitation from 60% to 75% (non-condensing), a
pressure are not regulated.

Transportation conditions: Shelf life of the
products is guaranteed as labeled, if stored according
to the recommended storage conditions. During
transportation the products may experience short
term temperature variations without affecting product
safety and performance.

Transportation of medical device is carried out by all

type of transport.

MCTIONK30BARKA NPH KOMHATHOMN TeMMeparType.
BaxHOCTS K AABACHKE HE PETIAMCHT TCA.

QAPMAINEBTHYECKHX CYBCTAHIBAX
COCTABE MHA

JICKADCTBCHHBIC BCLICCTBA.

VeaoBES HKCILIYATALNE: M3JCIMe NPeAHasHAYEHO A

14 HHOOPMAIMA O JEKAPCTBEHHRIX
IIPEINAPATAX H (AJIH)

Menuuusckoe usfente He CORCPAHT B HE AOCTABIACT

Operating conditions: This product is designed to be
used at room temperature.
The humidity and pressure are not regulated.

14. INFORMATION ABOUT MEDICINES
AND (OR) PHARMACEUTICAL SUBSTANCES
INCLUDED IN MD
The medical device does not contain or deliver
medicinal substances.

NPOHCXOXKACHHUA TNPCAHAMEPEHHO B  HM3CINA
npobanngioTcs.

| NPOK3BOAHBIE KPOBH YENOBEKA.

15. IEPEVYEHD MATEPHAJIOB
XKHBOTHOI'O H / HIH YEJIOBEYECKOI'O
NPOHCXOXIAEHHA

MarepHanu AHBOTHOTO/4ENOBEYECKOTO

Meauuntckoe M3feane He CONCPIKHT B HE NOCTABIACT

15. LIST OF ANIMAL AND / OR HUMAN
ORIGIN MATERIALS

No materials of human (animal) origin are
intentionally being added to the products.

Medical devices do not contain or deliver human
blood derivatives.

Crepumisauns He DPHMERsErcd. IT0 M3fCIHe

NONLIOBATENIEM.

16. OINMHNCAHHE METOAA CTEPHJIH3AIIHH

HC

MapXHpOBaHO H He NPEACTARNCHO KAK CTEPHIIBHOS, a
TAKKEC HE MNPCAHASHAYCHO NN  CTCPHIM3ALHU

16. DESCRIPTION OF STERILIZATION
METHOD

Sterilization is not applicable. This product is not
labeled or presented as sterile, nor is it intended for
sterilization by the user.

HWIH YHHUYTOXEHHAA
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17. TNOPAHOK H YCJIOBHS YTHIH3AIKMH

YruamupyiTe JaHHOC MH3EIHE B COOTBETCTBHH ©
MCCTHBIMW  perMOHANBHBIMKM/  HAUWOHANBHBIME/
MEXAYHAPOAHBIMH HOpMaMH. MeAUIMHCKHE WIACIHA B
Poccriickoli enepanne AOIKHB  YTHIHIHPOBATECA

MCCTHBIMH TYGIMYHO-NPABOBBIMM OpraHH3alHsAMH B
coorsercTeHu ¢ CarlluH 2.1.3684-21 «Cauurapho-

17. DISPOSAL RULES AND CONDITIONS
Dispose of the device in accordance with applicable
local/regional/national/international regulations.
Medical devices in Russian Federation must be
disposed of in the local public entities in accordance
with SanPiN 2.1.3684-2]1 “Sanitary-epidemiological
requirements for the handling of medical waste" to the
waste class B).
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3NMAEMMNONOTMYECKME TPEOOBaHMS K 0OpalleHUto ¢
MeAULMHCKMMMK 0TX0aMmn»; Knacc 0TX0A0B: b
Hewncnonb3oBaHHble M34enns MOTyT YTUAU3MPOBATLCA
BMeCTe C 6bITOBbIMU OTX04aMM N UX KNacc 0TXOL0B - A
18. COOTBETCTBUWE CTAHOAPTAM
MPOOYKTA

CraHpgaptoB EN unm 1SO, OTHOCALNMXCA KOHKPETHO K
MeAVLUVHCKUM MNacTbipAM, He CcyllecTByeT. TeMm He
MeHee,  HWXe npuBefeH  MNepeyeHb  W3BECTHbIX
CTaHfapToOB,  WUCMONb3YeMblX AN ONpefenieHus
COOTBETCTBUA  OCHOBHbIM  TpebOBaHUAM. Bbino
YCTaHOB/IEHO, KaKue cTaHfapTbl oTHocATCA K Cpencrsy
MepeBA304YHOMY U (PUKCUpYIOLWEMY: nnacTbIpb
Transpore™. B Tex cnyyasx, Korga
rapMOHM3MPOBAHHbIA CTaHZapPT He WCNOMb3yeTcs, Mbl
npefocTaBnsiemM 3asBieHWe, B KOTOPOM YKa3blBaeTcs
MeTo/, orpefesnieHus COOTBETCTBUA W3AeNNA OCHOBHbLIM

Tpe6oBaHUAM.
CTAHpaoT HanmeHoBaHMWe cTaHfapTa
ISO 10993- OueHka 6ronornyeckoro fenctena
1 MeAUUMHCKMX un3gennin. Yactb 1. OueHka u
nccnefoBaHna B MpoLEcce MeHe[KMeHTa
pycKoB
ISO 10993- Bbuonoruyeckas oLeHKa MeANLUHCKUX
5 nsgenuin.  Yactb 5. WcnbiTaHna  Ha

LIMTOTOKCUYHOCTL in Vitro
ISO 10993- OueHka 6uonornyeckas MeAMNLMNHCKNX
10 nsgenunii. Yactb 10. Mpobbl Ha pasgpaxeHue un
anNepruyeckyro peakumnto Koxm
ISO 10993- OueHka 6uonormnyeckas MeAMNLMNHCKNX

12 nsgenmin. Yacto 12. MpuroToBneHue npob u
KO0 bHble 06pasLbl

ISO 14971 M3penuns MeLULNHCKKE. MpumeHeHne
MEHEIKMEeHTa  pucka K  MeLULMHCKUM
n3gennam

EN 1041 N3penuns MeAULUHCKKue. VHpopmayms,
npegocrasnisgeMas U3roTOBUTENEM

EN980 MeanumnHckne npuoéopsl. [pagnueckune
CUMBO/bI, WCMONb3yeMble MPU MapKUPOBKe
MeANLUHCKNX YCTPOWCTB

1SO 13485 M3penna MefULUHCKNE. Cuctembl
MeHe[>KMeHTa KadyecTBa. TpeboBaHuA [And
Llenein perynmpoBaHms

ISO 15223- W3penua MeLULNHCKHNE. CuMmBO/IbI,

1 npuMeHseMble  MpPU  MapKUpoBaHWW  Ha
MeAULUMHCKUX U3[enuax, J9TUKeTKax W B
COMPOBOANTENbHOM fOKYMeHTauun. Yactb 1.
OCHOBHble TpeboBaHUA.
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Unused devices can be disposed of with household
waste and their waste class - A

18. PRODUCT STANDARDS COMPLIANCE
There are no EN or ISO standards specifically for
medical tapes. However, the list of identified
standards used to comply with Essential Requirements
is indicated below. It has been determined which
standards are pertinent to 3M Transpore™” tape.
Where a Harmonized Standard was not used, we have
Jrovided a statement indicating how the Essential
Requirement was met.

Standard Name of standard
ISO 10993- Biological evaluation of medical devices —
1 Part 1. Evaluation and testing within a risk

manaeement process
ISO 10993- Biological evaluation of medical devices —Part

5 5: Tests for in vitro cvtotoxicitv

ISO 10993- Biological evaluation of medical devices ~ Part
10 10: Tests for irritation and skin sensitization
ISO 10993- Medical devices. Biological evaluation of
12 medical devices. Part 12. Sample preparation

and reference materials
ISO 14971 Medical devices Application of risk
management to medical devices

EN 1041 Information supplied by the manufacturer of
medical devices

EN 980 Symbols for use in the labelling of medical
devices

1ISO 13485 Medical devices ~ Quality management
systems — Requirements for regulatory
purposes

ISO 15223- Medical devices. Symbols to be used with

1 medical device labels, labelling, and

information to be supplied. Part 1. General
reauirements



3M Company

2510 Conway Avenue, Bldg. 275-5W-06,

St. Paul, Minnesota 55144, USA

1119. FTAPAHTWA

«3M» rapaHTMpyeT OTCYTCTBUE AedeKTOB B MaTepmnanax
1 NMPON3BOACTBE HACTOALLENO U3LEeNNA.

«3M» HEpaeT Hukakux gapyrux rapaHTuin, B
TOM UNCNE KAKNX-TMBO
MOJAPA3YMEBAEMbIX TAPAHTWIA TOBAPHOIO
KAUYECTBA 1 COOTBETCTBUA KOHKPETHOW
LIEJT. Monb3oBaTtenb 0TBEYaeT 3a YCTaHOBJIEHWE TOrO,
NnoaxXoAuT N n3genne 41s NPUMEHeHNsS NoNb30BaTeNIEM.

"apaHTUIHBIA CPOK FOAHOCTM - 5 neT.

20. HANMEHOBAHWE I POPI/I,D,I/ILIECKI/II7I
ALQPEC MPON3IBOANTENA 7
YMNO/ITHOMOYEHHOTI O MPEACTABUTENA
MPON3BOOAUTENA B POCCUN

MpoussonuTens:

3M KomnaHu (3M Company), CLLUA

Agppec: 2510 Conway Avenue, Bldg. 275-5W-06, St.

Paul, Minnesota, 55144, USA

Afpeca Npon3BOACTBEHHbIX M0OWaL0K:

1 3M Company, 601 22nd Ave. South, Brookings,
South Dakota, 57006, USA.

2. 3M Deutschland GmbH, Plant Kamen, Edisonstrape
6, 59174 Kamen, Germany

Y NONHOMOYEHHbIA MpeAcTaBUTeNb NPOU3BOAUTENSA

B Poccuiickoin depepauun:

AO «3M Poccus»

Appec: 108811, r. MockBa, n. MoCKOBCKMi1, Knesckoe

L., 22- KM, fomoBn. 6, cTp. 1

21. CNYXBA PABOTbI C KIMEHTAMW/

AO «3M Poccus»

108811, r. Mocksa, n. MockoBcKuii, Knesckoe L., 22-i

KM, JOMOBJ1. 6, cTp. 1

Ten. +7 (495) 784 7474 | +7 (495) 784 7475 (thakc)

19.  WARRANTY

3M warrants this product will be free from defects in
material and manufacture.

3M MAKES NO OTHER WARRANTIES
INCLUDING ANY IMPLIED WARRANTY OF
MERCHANTABILITY OR FITNESS FOR A
PARTICULAR PURPOSE. User is responsible for
determining the suitability of the products for user’s
application.

Warranty life time is 5 years.

20.. NAME AND LEGAL ADDRESS OF
MANUFACTURER AND AUTHORIZED
REPRESENTATIVE IN RUSSIAN
FEDERATION
Manufacturer:

3M Company, USA
Address: 2510 Conway Avenue, Bldg. 275-5W-06,
St. Paul, Minnesota, 55144, USA

Place of manufacture of a medical device:

1 3M Company, 601 22nd Ave. South, Brookings,
South Dakota, 57006, USA.

2.3M Deutschland GmbH, Plant
Edisonstrape 6, 59174 Kamen, Germany
Authorized Representative of Manufacturer:

JSC 3M Russia

Address: 108811, Moscow, Settlement Moscow, Kiev
highway, 22 km, 6, p. L

Kamen,

21. CUSTOMER SERVICE

JSC 3M Russia

Address: 108811, Moscow, Settlement Moscow,
Kiev highway, 22 km, 6, p. 1

Tel. +7 (495) 784 7474 | +7 (495) 784 7475 (fax)

3HayeHUs cMBO/IE B, yKa3zaHHbIX Ha ynakoBke / The meaning of the symbols on the package:

mmBBiBnboi ™ itnitfeauue cumsona A - jmemtmofgmbol
IREFI Homep no katanory Catalog Number
rtsfi Kog naptim Batch code
i Wcnonb3oBatb A0 / FoaeH o Expiration Date
il YHUKa/bHbIN MAEHTU(MKATOP YCTPOIACTBa Unique Device Identifier
J MpounssoamnTens Manufacturer
3Hak cooTsetcTBua CE CE mark of conformity
— 3Hak PCT Certification with RST
3eneHasn TouKa Green Dot
VimnopTép Importer
[ECIREPi YNO/THOMOYEHHBII 5 npeAcTasuTesb  Authorized  Representative  of  the
npoussoguTens B Esponerickom Cotose Manufacturer in the European Union
Imo MeauupmHckoe n3nenme Medical device
i He cofep>kut natekc Non-Latex
M1 aMiod Konunuectso (). Pasmepbl u3aenms. Quantity (pcs). The size ofthe device.
MHOrO(YHKLMOHA/TbHOCTb. BHyTpeHHas  Internal 3M tape classification category -
Kareropus Kraccugmkaumn 3M:  Multipurpose Tape
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3M Company 2510 Conway Avenue, Bldg. 275-5W-06,
St. Paul, Minnesota 55144, USA
{

/

MHOTOQYHKIHOHANLHEIR NISCTLHIPD
’ £ JlaTa H3roTOBNICHHA Date of manufacture

KomyecTso py/noHOB tity of rolls

A
KomyecTBo py/ICHOB B NEPRHYHON ynakoBKe tity of rolls in primary e

)
Hi®
1

KONMHYeCTBO NCPBHYHBIX  YNAKOBOK B
TpaHCnopTHOH ynaxoske

Quantity of primary packages in
transport

*C 1 aueapr 2021 200a cumeon PCT moxcem omcymcmsosamy na ynaxoexe./ * From January 1, 2021,
the PCT symbol may not be present on the packaging.
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3M Compamy 2510 Conway Avenye, Bldg, 275-5W. «3M Konmanm» 2510 Kouzeit Aseo, orp. 275-5W-

06, St. Paul, Minnesota 55144, USA

06, Ceur-IToa, Muunecots, 55144,

CllIA
HACTPYKI{MA IO MPUMEHEHHIO INSTRUCTION FOR USE
CPEJACTBO NEPEBSI30YHOE 1 TRANSPORE™ SURGICAL TAPE
OUKCHPYIOIIEE: ILIACTBIPH
TRANSPORE™
Pasmepur: Size:
1. 125cmx 9.1 M. 1. 125cmx9,1m.
2. 25cMx9,1 M. 2. 25cmx9I1Im.
3. 50cMx9,1 M. 3. 50cemx9,Im.
4, 76cmMx 9,1 M. 4, 76cmx91m.
(TToanucs) Ilkrar MunsecoTa )
Cxort C. Capzaocon Oxpyr Pamsn ) MECTO HOTapHATBHOTO YAOCTOBEPEHHA

03.02.2022

TNoanKcaHo ¥ yAoCTOBEpeHO B MOEM NPUCYTCTBKH Ceroaua 3 deppans
2022 r.,

(Tloanuce)
Capa flur, HoTapuyc

Cpok Moux nonHomouu# ucrexaer 31 anraps 2024 r,

2022

(Iiramn)

Capa Aur

Horapuyc mr, Muanecora

Cpok Moux nonHomounit ucrexaer 31 susapa 2024 r.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



lNepeBof AAaHHOTO TeKCTa BbINOMHEH NepeBofYNKOM AnekceeBbiM AnekceeM AfieKCaHLpoBuyy

Ar-C1EX 101

Poccuitckaa depepayms

"opog MockBa

[Baguats BTOPOro hespans ABe TbiCAYN ABafLATH BTOPOro roga.

A, OeltHeko NTliogmuna BanepuesHa, BpEMEHHO MCMONHAKOLLAA 0693aHHOCTU HOTapuyca
ropoga MockBbl [1pOKOLWEHKOBOW EneHbl EBreHbeBHbl, CBUAETENbCTBYH MNOANNH!

noanucu nepesoaumka Anekceesa Anekces AnekcaHaposuya.
Moanuck cienaHa B MOEM NPUCYTCTBUM.
JINYHOCTb NOANUCABLUEr0 JOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peecTpe: No 21/86-H/77-2022-

YnnayeHo 3a CoBepLUeHne HoTapuanbHoro aenctema: 400 py6. 00 kon.

; n-ftLoc in ncuctb
IHoTapuyca r.Mocksbl

MpoLWHYpPOBaHO’ MPOHYMEPOBAHO 1 CKpensieHo neyaTeto /O nucT(-a,-0B).

IHeko

nn
o« 11

Poccuiickas degepaums
(opoz, Mocksa

g [k 1 MBEHA.
e e e e
reHbe 0gUrCb orun e i IEHHOT 0
N

786-n'77- A2
ao[Bit: ~o
A MBEE0

Bcero npouwioos6Ho,

MPOHYNVEPEVE>HO
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