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Medical device name
SANIPLAST® First Aid Bandage in different design options;

1 SANIPLAST® water-resistant First Aid Bandage with Acrinol pad, medium-sized,
19 mm X72 mm, 10; 20; 100 plasters

2. SANIPLAST® water-resistant First Aid Bandage with Acrinol spots pad, round, diameter
25 mm, 20; 100 plasters

3. SANIPLAST® water-resistant First Aid Bandage with Acrinol pad, large, 25 mm x 72 mm, 20;
100 plasters

4. SANIPLAST® water-resistant First Aid Bandage with Acrinol pad, square, 38 mm x 38 mm,
20 plasters

5. SANIPLAST® water-resistant First Aid Bandage with Acrinol pad, mixed package, 20 plasters:
SANIPLAST® medium — 8 pcs; SANIPLAST® round — 4 pcs; SANIPLAST® large 4 pcs;
SANIPLAST® square — 4 pcs

Developed by
UNIFEROZ (PVT) LTD
32/8, Sector-15, Korangi Industrial Area Karachi, Pakistan

Manufacturer
UNIFEROZ (PVT) LTD
32/8, Sector-15, Korangi Industrial Area Karachi, Pakistan

Place of manufacture of a medical device
UNIFEROZ (PVT) LTD
32/8, Sector-15, Korangi Industrial Area Karachi, Pakistan

Authorized representative of the manufacturer in the Russian Federation:
REGICOM Limited Liability Company (REGICOM, LLC)

123290 Moscow, 39 Shmitovsky Driveway, building 2, apt. 10
Tel.+7 926 385 5611

Intended use/indications of the medical device

Intended use: Protection and healing of small wounds, cuts, blisters and insect bites.
Potential consumer: Personal care products
Indications: SANIPLAST® is used to protect small wounds when a full dressing is impractical.

Technical specifications of the medical device

Description and appearance

SANIPLAST® First Aid Bandage protects wounds from germs, dust and water, thus protecting
the wound from infection. It consists of a porous, waterproof material that enables skin
breathability. The antiseptic pad protects the wound and aids in healing response.

Table. Components and description of SANIPLAST® First Aid Bandage
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Component
SANIPLAST® First
Bandage

Aid

Configuration
Siliconized paper reinforced self-adhesive, porous, light
brown tape with a yellow acrinol pad in the center. The plaster

is packed between flat surface paper sheets and typographic
printing by cold sealing.

Key speciflcations

Plaster Specifications

Name

SANIPLAST® water-resistant
First Aid Bandage with Acrinol
pad, medium-sized, 19 mm X
72 mm, 10, 20, 100 plasters

SANIPLAST® water-resistant
First Aid Bandage with Acrinol
spots pad, round, diameter 25 mm,
20; 100 plasters

SANIPLAST® water-resistant
First Aid Bandage with Acrinol
pad, large, 25 mm x 72 mm, 20; 100
plasters

SANIPLAST® water-resistant
First Aid Bandage with Acrinol
pad, square, 38 mm x 38 mm, 20
plasters

SANIPLAST®'  water-resistant
First Aid Bandage with Acrinol
pad, mixed package, 20 plasters:
SANIPLAST® medium — 8 pcs;
SANIPLAST® round — 4 pcs;
SANIPLAST® large — 4 pcs;
SANIPLAST® square — 4 pcs

Specifications

The middle stripe is 19 x 72 mm +/- 2 mm, pad is
110 to 115 g/n®, thickness without pad is 0.13 mm
+/- 0.1 mm, with pad 0.55 mm +/- 0.1 mm.

- pad size is 11 mm x 25 mm +/- 1 mm

- color is yellow

The spot stripe is 25 x 25 mm +!- 2 mm, pad is 110
to 115 g/m", thickness without pad is
0.13 mm +/- 0.1 mm, with pad
0.58 mm +!- 0.1 mm.

- pad size is 11 mm x 11 mm +/- 1mm

- color is yellow

The large stripe is 25 x 72 mm +/- 2 mm, the pad
is 110 to 115 g/m®, thickness without pad is
0.13 mm +/- 0.1 mm, with pad
0.52 mm +/- 0.1 mm.

- pad size is 14mm x 25mm +/- 1mm

- color is yellow

The square stripe is 38 x 38 mm +1-2 mm, the pad
is 110 to 115 g/m®, thickness without pad is
0.13 mm +/- 0.1 mm, with pad

0.55 mm +/- 0.1 mm.

- pad size is 20 mm x 20 mm +/- 1 mm

- color is yellow

This package contains all the above parameters

Pad Specifications

Parameter
Functional pad loading capacity

Functional pad wetting time

Bacterial purity (total count of aerobic bacteria

Value
0.076
cnmMerm
4to 5 sec.
200 CFU/cm®

cmMem™ - 0.084

and yeasts and fungi (cumulatively)

Antibacterial activity (bacteriostatic) measures
Noninvasive functional pad (adhesive rate for

wound surface model)
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Package Specifications

Packaging name Material Manufacturer
Device surface protective Siliconized paper NICHIBAN CO., LTD
layer White Japan
Primary package Coated paper stock NICHIBAN CO., LTD
White Japan
Secondary package Cardboard
Performance:

Adhesion is strong and the patch is easily peelable.

Peel force is established in the range from 140 N/m to 600 N/m
Physical properties:

Acrinol is dissolvable in isopropyl alcohol and hot water.

Name Material, used in MD Composition  Manufacturer
Manufacturing
Content range

Polyvinyl chloride Polyvinyl chloride Terpolymer,  70.2 % Hanwa Chemical
film 99.7% Corporation
CAS: 9002-86-2 Korea

Light brown textured PVC film
Terpolymer has a molecular
weight of 60,000-15,000 g/mol.
Auto ignites at 435 °C, but stable
at normal temperature

and pressure

Acrinol pad Ethacridine lactate, 10.4% Young Chemical
0.45-0.55% Company
CAS: 6402-23-9 Limited Korea

Non-woven fabric, 100 % cotton

with perforated padding
Adhesive; Acrylate Solvent Ethyl acetate. 19.4% Woori Chemicals
adhesive Solvent content from 50% to South Korea

54%, polymer acrylate content

from 46 % to 50 %

CAS: 141-78-6

2-ethylhexyl acrylate,

CAS: 103-11-7

Clear viscous liquid

Description of application method

Clean and dry the wound and skin before use.

Replace SANIPLAST® daily for better wound care.

In case of an allergic skin reaction or deep cut, consult your physician.
Store at room temperature, protect from sunlight.

Remarks
Prolonged skin contact, thus the adhesive used may, in rare cases, cause skin allergies.

Plaster removal may cause a painful sensation if the adhesive properties missed the proper
condition.
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Elderly and pediatric patients may experience skin stretching.

Storaze and transportation conditions for the medical device
Store in a cool, dry place. Optimum conditions include temperature not exceeding + 25 >C
Keep away from direct sunlight.

The product can be shipped by any means of transport in covered vehicles according to
the applicable transportation rules.

The product remains safe and stable at a temperature of + 25 °C to + 40 °C degrees, with
a humidity of 60 % to 75 %,

Compliance with Russian national standards

GOST P 53498-2019 — Russian national standard. Dressings of adhesive type;

GOST R I1SO 15223-1-2014 — Medical devices. Symbols to be used with medical device labels,
labelling, and information to be supplied.

Part 1 General requirements;

GOST ISO 10993-1-2011 — Medical devices. Biological evaluation of medical devices. Part 1
Evaluation and testing;

GOST 1SO 10993-2-2009 — Medical devices. Biological evaluation of medical devices. Part 2.
Animal welfare requirements;

GOST ISO 10993-5-2011. — Medical devices. Biological evaluation of medical devices. Part 5.
Tests for In Vitro Cytotoxicity;

GOST ISO 10993-10-2011. — Medical devices. Biological evaluation of medical devices. Part 10.
Tests for irritation and delayed-type hypersensitivity;

GOST ISO 10993-11-2011. — Medical devices. Biological evaluation of medical devices. Part 11.
Tests for systemic toxicity;

GOST ISO 10993-12-2015. — Medical devices. Biological evaluation of medical devices. Part 12.
Sample preparation and reference materials;

GOST R 52770-2016 — Medical devices. Safety requirements. Methods of sanitary and chemical
and toxicological studies;

GOST 31214-2016. — Medical devices. Requirements for samples and documentation presented
for toxicological tests, sanitary and chemical analyses, tests for sterility and pyrogenicity.

Information on the sterility of the medical device, sterilization method and procedures, if
the sterile package compromised or, if the medical device supplied non-sterile, indication
to sterilize it prior to use.

The SANIPLAST® First Aid Bandage is supplied non-sterile and does not require sterilization
before use.

Information on proper processing the medical device for reuse, including cleaning,
disinfection, packaging and, if necessary, a re-sterilization method (if the medical device
intended for multiple use), as well as non-usability criteria for the medical device;

The SANIPLAST® First Aid Bandage is not reusable and does not require re-sterilization.
Information on restrictions on the joint use of medical devices tfor medical devices intended
for use with other medical devices and lor) with general-purpose devices)

SANIPLAST® First Aid Bandage is not intended for mixed use with other medical devices.

Counter-indications, warnings and precautions
Hypersensitivity, dermatitis.
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Side effects
No side effects are known to date. Hypersensitivity to components cannot be ruled out in each
specific case.

Residual risks
Not detected.

Warnings and/or precautions taken by the consumer when disposing of the medical device,
accessories and consumables used therewith (if applicable), including information
on infection, microbial, ecological or physical dangers posed by the medical device;

When using a medical device (waste disposal), disposal and/or recycling of materials should be
performed in accordance with the current legislation.

The product should be disposed as Class A waste according to SanPiN 2.1.3684-21
(epidemiological safe waste, similar to solid waste composition).

Information about the circumstances where the user should consult a medical professional
(for medical devices intended for the persons without medical education
In case of an allergic skin reaction or deep cut, consult your physician.

Procedure and conditions of disposal or destruction of the medical device

When using a medical device (waste disposal), disposal and/or recycling of materials should be
performed in aecordance with the current legislation.

The product should be disposed as Class A waste according to SanPiN 2.1.3684-21
(epidemiological safe waste, similar to solid waste composition).

Information about non-conforming event that have the signs of an adverse event (incident)
IS accepted by an authorized representative of the manufacturer

REGICOM, LLC

The Russian Federation, 123290 Moscow, 39 Shmitovsky Driveway, building 2, apt. 10

Tel.+7 926 385 5611

Warranty statement

The manufacturer guarantees the manufactured product compliance with the requirements
oftechnical documentation, subjeet to the proper conditions of transportation and storage.

The shelf life is four (4) years.

Information on the issue or the latest revision of the operating instructions
April, 2022
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List of symbols of the product packaging

Ser. No. DeFignation Explanation
1 / VoA Non-sterile

2 Do not reuse

3 The device complies with the essential requirements of EU
CE Directive
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HavnmeHoBaHVe MeULIMHCKOrO U3fenns
MepBunyHaa nossiska SANIPLAST® pasfinyHbIX BapnaHTOB UCMONHEHWA:

1 MepauyHas nossska SANIPLAST® HenpomokaeMas C NogyLUevkor 13 AKprHONa CpeaHsis
pasmepoM 19 Mm x 72 mm, 10; 20; 100 nnactbipeit

2. MepsuyHas noesaska SANIPLAST® Henpomokaemasi C NoAyLleykon n3 AKpMHoNa crnote
Kpyrnas guametpom 25 mm 20; 100 nnactbipei

3. MepsuryHas nossaska SANIPLAST® Henpomokaemasi C NoAyLUeyKon n3 AKprMHona 60/bLuas
pasmepoM 25 MM X 72 mm 20; 100 nnacTtbipei

4. NMepauyHas nossska SANIPLAST® HenpoMoKkaemas € NofyLLeyKor n3 AKpuHona
KBagpaTHas pasmepom 38 MM x 38 MM, 20 nnacTbipeit

5. MepsuryuHas nossaska SANIPLAST® HenpomoKaemasi C NoAyLUIeyKoin n3 AKprMHona
cmelaHHas ynakoka 20 nnacTbipeii: SANIPLAST® cpeaHuii - 8 WT.; SANIPLAST® Kpyr/blid
- 4 wr.; SANIPLAST® 60/bLuoi - 4 wT.; SANIPLAST® KBagpaTtHbIi - 4 LWT..

Pa3paboTumk
UNIFEROZ (PVT) LTD

YHNOEPO3S (MBT) NTA
32/8, Sector-15, Korangi Industrial Area Karachi, Pakistan
32/8,CekTop -15,KopaHru MpombineHHas 30Ha Kapauw, MakuctaH

Mpown3BoanTenb
UNIFEROZ (PVT) LTD

YHN®EPO3 (MBT) ITA,
32/8, Sector-15, Korangi Industrial Area Karachi, Pakistan
32/8,CekTop -15,KopaHru MpombiuneHHas 30Ha Kapauw, MakucTtaH

MecTo Npon3BOACTBa MeAULIMHCKOIO U3aenns

UNIFEROZ (PVT) LTD

YHN®EPO3 (MBT) NTA

32/8, Sector-15, Korangi Industrial Area Karachi, Pakistan
32/8,CekTop -15,KopaHru MNpombiwneHHas 30Ha Kapauw, MakncrtaH

YNO/THOMOYEHHbIW NnpeacTaBuTeNlb NPOU3BoANTENS B PO

OOLLECTBO C OrpaHNYeHHOM 0TBETCTBEHHOCTLIO «PETVIKOM» (OO0 «PEIMNKOM»)
123290, P®, r. Mocksa, LLImuToBcKkuiA npoesa, Aom39, kopnyc 2.k8. 10

Ten.: +7 926 385 5611

HasHaueHue/ MNMoKaszaHUA K NPUMEHEHMIO MeAULIMHCKOr0 13fenns

HasHaueHwe: 019 3amTbl U 3aK1BNEHUS MaleHbKMX paH, Mope30B, BO/AbIPEN 1 YKYCOB
HaCeKOMbIX.

MoTeHuMaIbHbIN NoTpebuTens: MNepcoHabHbIe CpefeTBa yxoaa

lMokasaHna K npuvMeHeHuto: [MepsuyHas nossska SANIPLAST® npuMeHAOTCA AN 3alMTbI
He6OoNbLUMX paH, KOrfa HasloXeHve NoHOLEHHOW NOBA3KM HeLlenecoobpasHo.

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



TexHMYECKMEe XapaKTePUCTUKN MEANLIMHCKOIO 13aenns

OnucaHve 1 BHELLHWIA BUf,

MepsruHas noesiska SANIPLAST® 3alMLLIaeT paHbl OT MUKPOOOB, MbiNn 1 BOAbI, TEM CaMbIM,

npefoXpaHss paHy OT MH(EKLMK. OHa COCTOUT 13 MOPUCTOrO, BOAOHENPOHMLIAEMOrO MaTepuana,

KOTOpbIA 06ecrevnBaeT BO3AYXOMPOHMLIAEMOCTb AN KOXMW. AHTUCENTMYeCKas NoAyLIeYKa
3alLMLLAET paHy 1 NMOMOraeT B ee 3aKMBNEHNN.

Tabnuua. KomnoHeHTb! 1 onncaHue MeperyHas noesiska SANIPLAST®

KOMMoHeHT
MepBunyHasn
SANIPLAST®

MNoBA3Ka

KoHdurypauus

MopucTas cCaMOKNesLLAascs IeHTa CBET/I0-KOPUYHEBOT O LiBETA,
C MNOAYLUEYKON aKpWMHOMA >XeNToro LBeTa, MOMELLEHHON B
LEHTpe, 3aliMlieHHas  CUIMKOHWM3MPOBaHHOM  Gymaroi.
MnacTblpb ynakoBaH MeXAy fucTamn Oymarn C POBHOW

NOBEPXHOCTLIO

M TANOrpadicKoli  MeyaTbid  METOOM

XOMI0[IHOW CKNEKM.

OCHOBHbIe TeXHUYecKue XapaKTepPUCTUKN

TexHN4Yeckne XapakTepucTukm I'II'IaCTpre|7I

HaunmeHoBaHMe

1 TlepBUYHasa NoBsa3sKa
SANIPLAST® Henpomokaemas
NoAYyLIEYKOI 13 AKPUHONA, CPeaHsa
pasmepom 19 mm x 72 mm, 10,20, 100
nnacTbIpein

2 [lepBryHasa nossaska
SANIPLAST® Henpomokaemas C
noAyLUeyKon 13 AKpuHona Kpyrnas
cnotc agnametpom 25 mm, 20,100
nnacTblpen

3 [lepBMyHada noss3ka
SANIPLAST® HenpomMoKaemas €
noAyLleyKon 13 AKprHona 6onbLuas
pa3mepom 25 MM X 72 mm ,20, 100
nnacTbIpen

4 TlepBnYHas NOBA3Ka
SANIPLAST® Henpomokaemas ¢
noAyLIeyKon 13 AKprHona
KBagpaTHasa pasmepom 38 Mm X 38 MM,
20 nnacTbipein
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TexHn4Yeckne xapakKTepucTuKmn

CpefHsas nonoca UMeeT pasmepbl 19 X 72 MM +/- 2
MM, nofyLueyka coctasnseT ot 110 go 115 r / v,
TONLMHaA 6e3 nogyLieykn coctaBnset 0,13 MM +/-
0,1 mm, ¢ nogyweukor 0,55 Mm +/- 0,1 MM.

- pasMep NoayLeyky - 11Mm X 25mMmM +/- 1mm

- LIBET - XXeNTbli

TodyeyHas nonocka pasmepom 25 x 25 Mm +/- 2
MM, nogyLueyka coctaenset ot 110 go 115 r/ MY,
TONWMHaA nogyLeykn coctasnset 0,13 mm +/- 0,1
MM, C noayLueykoin 0,58 Mm +/- 0,1 Mm.

- pas3mep MnogyLleyku - 11Mm x 11Mm +/- Imm

- LBET - XXeNTbli

bonbLlas nonoca pasmepom 25 X 72 Mm +- 2 M,
noAyLueyka coctasnset ot 110 go 115 r/ m",
TonwwmHa 6e3 nogyLweykun coctasnset 0,13 Mm +/-
0,1 mm, ¢ nogyweukor 0,52 mm +/- 0,1 Mm.

- pasMep nogyLieyky - 14mm X 25mMm +/- 1mm

- LBET - XeNTbliA

KBagpatHas nonoca pamepom 38 mm X 38 MM +/-
2 MM, nogyuleyka coctasnset ot MO go 115r/
M, TO/NLLMHA 6e3 nofyLleykun cocTasnseT 0,13 Mm
+- 0,1 Mm, ¢ noayLueykoin 0,55 Mm +/- 0,1 MMm.

- pasmep nogy4yeyku- 20Mm X 20Mm +/- 1Mm

- LBET - XXeNTblIi



MepBuYHas NMoBsi3Ka JTOT NaKeT COAEPXKUT BCE BblLLeyKa3aHHble
SANIPLAST® HenpomoKaemas ¢ napameTpbl

NoAyLUEYKOI 13 AKpUHONa

eMelliaHHas ynakoska 20 nnacTbIpei:

SANIPLAST® cpefiHWiA - 8 L.,

SANIPLAST® Kpyrnblid - 4 wr.;

SANIPLAST® 60/1bLLON - 4 WWT.;

SANIPLAST® KBafpaTHbIil - 4 LLT.

TexHU4YecKune xapakTepmucTnKn nogyLLeyKkm

No MNapameTp 3HayeHwue
I Cop6LMoHHas eMKOCTb 0,076cm™em™ - 0,084cm™ e
(hYHKUMOHaNIbHOW MOAYLLEYKN
2 Bpems cmaumBaHus PYHKUMOHaIbHOR — 4¢-5¢C
MoAyLLeyKn
3 Mwukpo6Has uncToTa (obLyee umcno 200 KOE/cm™
a3pO6HbIX GaKTEPUIA 1 LPOXOKEN U
NNECHEBbIX rPMO0B(CYMMapHO)
4 Moka3zaTenu aHTUMUKPOGHOIA 1-2 Mm
aKTUBHOCTU (6aKTEPMOCTATMNYECKOI)
5  ATpaBMaTUYHOCTb (PYHKLMOHa/IbHOW  (hyHKLMOHaNbHas NoAyLueyka 6e3
nogyLueykum(creneHb aare3vu K aTpaBMaTUYecKoro C/os
MOZEe/IN paHeBOW NOBEPXHOCTN)

TexXHNYecKme XapakTepuCcTUKN YNaKoBKM

HavmeHoBaHMe yNakKoBKU Matepunan IMpounssoanTenb
3allWTHBIR croi CunukoHusmposaHHas 6ymara  NICHIBAN CO.,LTD
NMOBEPXHOCTM M3aenns LLBeT 6Genblit AnoHus
lMNepBryHasa ynakoBKa MenosaHHasa bymara NICHIBAN CO.,LTD

LLBeT 6enbiin AnoHus
BToprnyHas ynakoska KapToH

Pabouee CBOWCTBO:

Cwvna aaresumn npoyvHas U NNacTblpb MOXET /IerKo CHUMATbCS.
OTcnamnBatoLLeecs 3HaYeHVe ycTaHaBnmBaeTcs kKak 140 H/m go 600 H/m
dun3nyeckne CBONCTBA:

AKPUHON pacTBOPSETCA B CNMPTE M30MNPOMUIOBOM 1 FOPSYEin Boae.

Matepuasibl NpUMeHsAeMble NPy U3rotosneHn M

HanmeHoBaHwMe MaTtepuan, npumeHsiembli npu  Coctas M MpoussoguTens

M3roTtoBneHuun
[wnana3oH cofep>XXumoro

MonueuHunxnopy  MonvsuHwunxnopug Tepnonnmep,  70,2% Hanwa Chemical
[HadA nneHka 99,7 % Corporation
CAS: 9002-86-2 Kopes
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CBeTN0-KopnyHeBas
TEKCTypupoBaHHasa nneHka MNBX
Tepnonumep nmeet
MONeKYNSAPHbIA Bec 60000-15000
r/Mmonb. ABTOMaTMYeCKN
BOCI/ITAMEHSAETCA Mpu
Temnepatype 435 “Lenscua ,Ho
ctabusieH Npy HOpMasibHOM
TemnepaType 1 faBneHun

MogyLueyka STakpuauHa nakrar, 0,45-0,55 % 10,4% Young Chemical
aKpuHona CAS: 6402-23-9 Company
HeTkaHbIii MaTepuan, 100% Limited Kopes
X/10MOK C NepchoprpoBaHHOIA
MPOK/IaKOM
Apnresus; Ha PactBopuTenb JTunauerar, 19,4% Woon_
aKpW/OBOIA CopepxkaHue pacTBopuTens ot Chemicals
OCHOBE 50% po 54% n nonumepa FOxHast Kopest
akpunata ot 46% fo 50%
CAS: 141-78-6
2-3TUAreKcunakpunar,
CAS: 103-11-7

Npo3payHasn BA3Kasa >XMAKOCTb

OncaHue crnocoba NpUMeHeHus
Mepes UCNO/b30BAHNEM OUUCTUTD U BbICYLUUTL PaHy U KOXY.
CMeHSATb SANIPLAST® eXKe[JHEBHO /19 obecreyveHuns 60/1ee XOPOLLIEro yXo4a 3a paHamu
B cnyyae annepryeckoii peakLym Ha KOXe Unu riny6boKoro nopesa, NPOKOHCYbTUPYNTECH
C Bpayom.
XpaHWTb NPY KOMHATHOI TemnepaTtype, 3alyLLaTh OT BO3AENCTBUSA COTHEYHOrO CBETA.

MpumeyaHus . ..
OcTaeTcs B KOHTaKTe C KOXEW, 1 MO3TOMY MCMO/b3yeMblld KNel MOXET, B PeaKnX Cryyasx,
BbI3bIBaTb a/IEPr1K0 HA KOXE.
CHATMe NNacTbipeid MOXET ObITb G60ME3HEHHbIM, €C/IM CBOMCTBA K/es He [0CTUMN
Ha/inexallero coCTosHYS.
PacTsbkeHue KOXV BO3MOXHO Y NauyeHTOB MOXW/IOro 1 AeTCKOro Bopacta.

Ycnosua XPaHEHUA U TPaHCMOPTUPoBaHNA MEOULIMHCKOIO U3aeinga

XpaHUTb B MPOX/1aAHOM, CyXOM MeCTe .M fea/ibHble YCN0BUA - TEMMNEPATYPHbIN PEXUM,
He npeBbiLLaroLLmMin +25°C.
36eraTtb BO3LEACTBUSA NPAMOro COMIHEYHOIO CBETA.

TpaHCNOpPTMPOBaHNE MOXET OCYLLECTBNATLCA BCEMU BUAAMU KPbITbIX TPAHCMOPTHbLIX
CpeacTs, B COOTBETCTBUM C MpaBu/iaMmu MepeBO3KM Py30B, AEeMCTBYIOLMMIN Ha KaXoM BUe
TpaHcnopTa.

POAYKT OCTaeTcs 6e30nacHbIM M CTabunbHLIM Npy TemnepaType + 25 +4U  rpagycos,
npu BnaxxHocT 60%- 75%
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CooTBeTCTBME HaUMOHa/IbHbIM CTaHAapTam P®

FOCT P 53498-2019 - HauuoHa/bHbIN cTaHaapT P®. Cpeactsa nepeBA30YHble NAacTbIPHOrO
TMNa,

FOCT P NCO 15223-1-2014 - N3penva meguumHekue. CUMBOIbI, NPUMEHsSeMbIe Mpu
MapK/MpOBaHUM Ha MeAULMHCKNX U3LeNNsX, STUKETKAX U B COMPOBOAUTENBbHOM JOKYMEHTaLMN.
YacTb 1 OCHOBHble TpeboBaHUS;

FOCT ISO 10993-1-2011 - M3penus meguumHekune. OLeHKa 6M0NorMyeckoro AencTems
MeAnUMHCKNX n3genid. Yactb 1 OueHka n nccnefoBaHus;

FOCT ISO 10993-2-2009 - MN3aenus meguumuHckme. OLeHKa 610onormyeckoro AencTans
MeANUMHCKNX n3gennid. Yactb 2 TpeboBaHWs K 00PaLLEHNIO C XXMBOTHbLIMM,

FOCT ISO 10993-5-2011 - N3penusi meanumHckme. OLeHKa 610norMyeckoro AencTens
MeAMLMHCKMX n3genuii. Yactb 5 MccnegoBaHne Ha LMTOTOKCMYHOCTL: METOAbI in Vitro,
FOCT ISO 10993-10-2011 - N3aenusa meauumHCKme. OueHKa 61MoN0rn4eckoro aeincTeus
MeAMUUHCKNX n3aenuia. Yactb 10. ccnefoBaHme pasapaxkatoLlero v CeHCMOUIN3NPYHOLLIErO
LevieTBus;

TOCT I1SO 10993-11-2011 - M3genuns megmumHckme. OueHkKa 61M0nornieckoro AencTems
MeanUMHCKNX nsgennii. Yacts! L VccnegoBaHne 06LLETOKCUYECKOTO AENCTBUS,

FOCT 1SO 10993-12-2015 - MN3genns megmumHckme. OueHka 61Monornyeckoro AencTems
MeANLUMHCKNX n3gennid. Yactb 12 MpurotosneHne Npob U KOHTPO/bHbIE 06pasLibl;

FOCT P 52770-2016 - N3aenua meauumHckme. TpebosaHus 6e3onacHocTn. MeToabl
€aHUTaPHO-XUMMNYECKMX N TOKCUKOIOMMYEEKNX UCTIbITAHWIA;

FOCT 31214-2016 - 3genua meguumHekve. TpeboBaHUA K 06pasLam 1 LJOKYMeHTaLMN,
npeAcTaBNAEeMbIM Ha TOKCUKONOrMYecKune, CaHNTapHO-XMMUYECKME UCCNEA0BaHNA, UCTbITaHUS
Ha CTepUIbLHOCTbL U NMNPOreHHOCTb.

MHpopmaumio 0  CTEPWILHOM  COCTOAHUW  MEAULMHCKOro  U34e/INA,— MeToLe—ero
CTepuM3aunn 1 0 NopsiaKe AeNCTBUM B CNydae HapyLleHUs] CTEPUIbHOM YNaKoBKN, UK,
ecnin MeMLUMHCKOE M3fenve NocTaB/IsaeTcs HeCcTepu/ibHbIM, YKasaHe Ha HeobXoAMMOCTb
ero CTepuaMsaLmn nepes 1crnosib3oBaHnem

MepsnuHas noesska SANIPLAST® nocTaBnsieTcss HECTEPUNbHBLIM, He TPebyeT cTepuimnsaumm
rnepea UCcrosib30BaHNEM.

MHhopmaumss 0 Hagnexaulein obpabotke MW ana ero noBTOPHOrO MCMO/b30BaHUS
BK/IOYAA oumcTKY, Ae3MH(EeKLUM0, YNaKoBKY W MNPy HeoOX0AMMOCTM METO[ MOBTOPHOW
cTrepunmsaunmn Necrm M npegHasHaveHo A1 MHOMOpasoBoro MCMNosb30BaHUSA), a Takke
KpUTepun HeNPUrogHoCTN ncnonb3oBaHusa MW ana npymeHeHNA

MeperyHasa nossaska SANIPLAST® He npefjHa3HayeH 4/19 MHOropas3oBoro 1Cnosib30BaHNA 1 He
TpebyeT NOBTOPHOW CTepUM3aLmn.

WHopMaumst 06 orpaHn4eHmaX No COBMECTHOMY MCMO/b30BaHUIO MEeAULMHCKUX U3Le/NiA
I\/fﬂ MW. nneTHasHayeHHbIX [/19 WUCMO/Ib30BaHUS BMECTE C APYTMMU MeSULUHCKUMMU
n3gennammn n (UNK) ¢ N30eNnsiM1 06LLIEro HasHaveHus)

MepsuyHas nossska SANIPLAST® He cmelumBaiiTe ¢ ApYruMn MEAULMHCKUMMN U3LENUSMU.

MpoTrBOMNOKa3aHWs, NPeaynpPeXaeHNst 1 Mepbl NPeAoCTOPOXHOCTH
MnepyyBCTBUTENIHOCTb, AEPMATWT.

Mo6o4HbIe adeKTbI
Hukakyx no604HbIX 3¢hheKTOB He U3BECTHO Ha CErofHsILLHWIA feHb. MoBbILLEHHAs
YyBCTBUTENIbHOCTb K KOMMOHEHTaM He MOXET ObITb MCKIKOUYEHA B KXKAOM KOHKPETHOM C/yuae.
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OcTaTouHble PUCKK
He BbIsIB/IEHO.

MpegynpexaeHve v Mepbl NPeSOCTOPOXHOCTU, NPeANpPUHUMaEMbIe Mosib3oBaTesieM Npu
yTunusaummn M. npuHagneXxXHocTern U pacxo4HbIX MaTepuasioB, UCMO/b3yeMbIX BMECTe C
HUM (MPY HaM4YKMK), BK/IKOYast cBefleHNs 06 MHEKLIMOHHOW, MUKPOOHOM, 3KOI0rMYecKomn
nnn manyeckor onacHoct M

Mpn NpYMEHEHUN MeANLMHCKOro 13aenmsa (YTunmsaums 0TX0408B) YTUAn3aums n/mnm sTopuyHas
nepepaboTKa MaTepuanos JOMKHbI MPOBOAUTLCS B COOTBETCTBUM C AENCTBYIOLLMM
3aKOHOAATe/IbCTBOM.

YTnnusaumo cnegyet NpoBoAUTh Kak oTxoAbl Knacca A no CaHluH 2.1.3684 -21
(anuaemunonornyeckme 6e3onacHble 0TX0fpl, MO COCTaBy NpUGAMKeHHble K TBO).

MHpopmauma o6 obCcToATeNnbCTBaX, MPU  KOTOPbIX  MOMb30BaTe/lb  [O/DKEH
NMPOKOHCY/TIbTUPOBATLCA C MEAULMHCKUM crieumannucTom (g MW, npefHasHauyeHHbIX gis
MCMoJIb30BaHNSA ML aMU, He UMEIOLLIMMU MeAMLIMHCKOro 06pa3oBaHns

B cnyvae annepruyeckor peakuuy Ha KOXe Wam rnybokoro nopesa, NPOKOHCYNbTUPYMTECH C
BpaYOM.

MopAfoK v ycnoBmna yTunmnsaumm Ui YHUUTOXEHUA MeULIMHCKOro n3aenns

Mpy NPUMEHEHUN MeAULMHCKOro u3aenus (YTunmsaums 0TX040B) yTUnmsauma u/mnm BTopuyHas
nepepaboTKa MaTeprasnoB [O/MKHbI MPOBOANTLCA B COOTBETCTBUM C AEACTBYHOLLM
3aKOHOZAaTe/NIbCTBOM.

YTnnusauuio cnegyet NpoBoAnTh Kak 0TxoAbl Knacca A no CaHluH 2.1.3684 -21
(annaemwmonornyeckmne 6e3onacHble 0TX0Mbl, N0 cocTaBy NPUBAMKeHHbIE K TBO).

MHgopmaumio 0 HeXenaTeslbHbIX — COObITUSIX,  KOTOPble  UMEKT  MPU3HaKK
He61aronpPUATHOrO CobbITUA (MHUMAEHTA) MPUHMMAET YMNO/IHOMOYEHHbI NpeAcTaBUTeNlb
Nnpou3BOAUTENSA

000 «PETUKOM»

123290, P®, r. MockBa, LLImuToBCKMiIA Npoe3g, gom 39, kopnyc 2,kB.10

Ten.:+ 7926 385 5611,

[rapaHTUiNHbIE 0653aTe/IbCTBA

Mpou3BoauTENb rapaHTUPYET COOTBETCTBUE BbIMYCKAEMOro U3genns TpeboBaHNAM TEXHUYECKOM
[AOKYMEHTALMKN Npy COBNOAEHUN YCIOBUIA TPAHCMOPTUPOBAHNS N XPaHEHUS.

Cpok rogHocTtu: 4 (4eTblpe) roga.

CBefieHVs1 0 BbINyCKe WK Noc/iefHeM NepecMoTpe 3KCM/lyaTauMOHHOM JOKYMeHTaLMM
04-2022
Cnncok 0603HaYeHNIA Ha YNaKoBKe U3aenust

YcnoBHoe
Ne n/n PacLumnppoBka
0003HaYeHue
r T
1 v He cTepunbHO
1 41
2 ; 3anpeT Ha NOBTOPHOE NMpPUMeHeHKe
1

W3genve coOTBETCTBYET OCHOBHbIM TpeboBaHWAM EBpoMenckon
LVpeKTnBbI
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[MepeBon Haagnuceid, neyaTell M WTAaMMNOB Ha JOKYMeHTe «IKcnayaTaunoHHas AOKYMeHTauus
J Ha MejuumHckoe wusgenve ,,MepsuyHas nosaska SANIPLAST® pasnnmyHbiXx BapuaHTOB
MCNONHEHUA  NPON3BOACTBA KOMMaHuu ,,YHugepos (MeT) 1T 4% Bepcus 3», npeicTaBNeHHOM
Ha aHrNUACKOM MPYCCKOM fA3blKax.”

["naBHbIn MeHemkep
/nognuce! 16 maa 2022 .
Cucapg>k Caitega Tag>kBeep

32/8, CekTtop 15, MNpombliwneHHas 30Ha KopaHry, Kapauu, MakuctaH
(32/8, Sector-15, Korangi Industrial Area Karachi, Pakistan)

/noanuce/

[MeuaTs:

Myxammag, Acud

HoTtapuyc

Bakanaep rymaHuTapHbIX Hayk, 6akasiaBp npasa, afBoKar]

[MevaTs:

«YHupepos (MBT) Jita.»

KOHTpO/b KayecTBa]

/nognuce!

Cucap>k Caitega Tag>ksep

MeHef>Kep 0T gena KOHTPOAs KayecTBa M HOPMaTUBHO-NPABOro peryinpoBaHuns

[WTamn:
Y[0CTOBEPEHO HOTApUYCOM [18 06ecrnevyeHns OeNCTBUTENIbHOCTUM [OKYMEHTa Ha BCeX
KOHTUHEHTAX 3a npeaenamm NakncTaHa cornacHo MeXaAyHapoaHbIM 3aKOHaM.]

[WWTamn:

Y[octoBepeHo

/noanwuce/

Myxammag Acud

Bakanasp rymMaHUTapHbIX HayK, 6akanasp npasa, afBoKar
HoTtapuyc

Kapaun-IMakncraH]

[MeuaTsb:

Myxammag Acudg

HoTapuyc

BakanaBp rymaHuWTapHbIX Hayk, 6akanaBp npasa, afBoKaT]
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Mepesena pomoBa AnekcaHapa AMunT puesHa

Poccuiickas ®efepayums
["opos MockBa
[BaguaTb NATOro mMas fBe ThiCAYM ABaALATb

ry . \ . (O« c* .
A, Koponb Buktopusi AnekceeBHa, HoTapuyc ropoga/Mo<xsii(,1 ~PBUOETENLCTBYHO

NOANMHHOCTb NOANUCK NepeBoavrKa 'pomoBoin AnekcaHapbl M AAERHbIT A ANEANA
Mognuck caenaHa B MOEM MPUCYTCTBUM. | A3t
JInyHoCTL NognucaBLLEro LOKYMEHT YCTaHOB/EHa. 373 o

- %
3aperncTpupoBaHo B peectpe: Ne08/82-H/77-2022- 6 slhvwov

YnnayeHoNMoBepLUEHMEe HOTapuanbHOro aenctems: 400 py6. 00 kor.
Yy -C Yy

Y n,opo
Al )'/‘] | L, B.A. Koponb

N Yio*="
UAMpoyMABaHM POHYMEPOBAHO U CKPEMJIEHO neYyaTbio nnct(-a,-0B)
B.A. Koponb
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