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! Present manual applies to male condoms made with natural latex (hereinafter referred to as

' condoms, product), and is a consolidated document containing information about the purpose,
principle of operation and characteristics of the product necessary for proper operation, transportation,
storage, maintenance and disposal, as well as manufacturer’s warranty information.

/\ Information important for the safe use of the product is marked with a wamning triangle with an
exclamation mark, These instructions should be given special attention.
For all questions regarding the use of the product, please contact the manufacturer or their
authorized representative:

China Tianjin Recare CO., LTD, China

Address: B106, No.12 Kaihua Street, Huayuan Industrial Area, Tianjin, China

Production location: Building 13-3, Shengjinyuan, Nancheng street, Nankai District, 300101
Tianjin, PEOPLE'S REPUBLIC OF CHINA

Tel.: 0086-22-27285791

E-mail:market8@recare.com.cn

Limited Liability Company QOO "BTK"

Address: 194156, Saint Petersburg, Engelsa prospekt, building No. 34, letter V, premises 14-N
Tel.: 8-911-726-27-72

E-mail: sidek@mail.ru
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1.  PURPOSE AND INDICATIONS

1.1. Purpose and conditions of use

Male condoms made with natural latex (hercinafter referred to as condoms, product)are
disposable means for male contraception intended to prcvent AIDS, infections, sexually transmitted
diseases and prevent the risk of unwanted pregnancy.

Type of contact with (he human body - short-term contact with mucous membrane and intact
skin,

No special knowledge is required to use a condom. It is enough to follow the instructions for use.

Consumers are men and women who have reached puberty and are sexually active.

1.2, Indications and contraindications

Indications:

The condom is a contraceptive that protects against unwanted pregnancy and sexually
transmitted discases.

Contraindications:

Hypersensitivity or allergy to any of the components of the condom.

Side cffects:

Condoms arc made with natural latex, which can causc an allergic reaction, including
anaphylactic shock, if the user is allergic to latex.

2 TECHNICAL REQUIREMENTS

2.1 Main parameters and characteristics

2.1.1 The condom must comply with the requirements of present extract from the technical file.

2.1.2 The parameters and characteristics of the product are shown in Table 1.

Table 1.
4 Type Size, Thickness, [Thickness| Color ) Wc-;-'i-gﬁl:?-F'_l-‘e:\';'l'ﬁi'_e“_m Pattern
LxW, mm |mm of the rim, number
mm  mf—e — —— st DY " . .o

| Light 185x52+2 |0,06+0,3 |[1,5£0,3 |Natural 1.84+0,3 Smooth Pattern |
Natural Latex
Condoms
{Ultrathin)

2| Classic 190x5242]0,0740,3 [1,5403 |Natral  [1,8403 Pattern 2
Natural Latex
Condoms
(Classtc)

3| Longer 195x52+2 [0,07£0,3 [1,5:0.3 [Natural  {1.8+03 | | Pattern 3
Natural Latex .
Condoms
(Prolonging)
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+ 1,8+0,3 Dots and Pattern 4
Dotted&Ribbed 200x52+2 0,07+0,3 1,5%0,3 Natural :
ribbed
} Natural Latex

Condoms
(Dotted&Ribbed)

Power 185x52+2 0,08+0,3 1,5+0,3 Natural 1,8+0,3 Smooth Pattern 5

Natural Latex
Condoms
(Strong)

XXL 190x54+2 0,06+0,3 1,5#0,3 Natural 1,8+0,3 Pattern 6

Natural Latex
Condoms (XXL)

. 185x52+2 0,06+0,3 1,5+0,3 Natural 1,8‘."0;3 Pattern 7
Organic

Natural Latex
Condoms
(Vegan)

2.1.3 The amount of lubricant 550 £150 mg.

2.1.4 The physical and mechanical properties ofthe condom correspond to Table 2.

Table 2

. Indicator value
Indicator name

Before thermal ageing After thermal ageing
Conditional tensile strength, MPa 20 (200) 17(170)
(kgflcm2), not less
Relative elongation at break, %, not less 700 600

2.1.5 Condoms must be leakproof.
2.1.6 The appearance ofthe condom should be the same as in Figures 1-7.

“K

\
Figure 1 Light condoms (Ultrathin) Figure 2. Classic condoms (Classic)
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Figure 3. Longer condoms (Prolonging)

Figure 5. Power condoms (Power)

Figure 7. Organic condoms (Vegan)

2.1.7 The open end of the condom should be rolled 1o form a rim.

2.1.8 Shelf life - 5 years from the date of manufacture.

2.2 Requirements for raw materials, supplics and purchased products

Figure 4. Dotted& Ribbed condoms (Dotted&Ribbed)

Figure 6. XXIL. condoms (XX1.)

2.2.1 The materials used in the manufacture of the product comply with the requirements of the

current standards or regulatory and technical documentation for these materials, provided for by the

current legislation, and have accompanying documents confirming the quality of the supplier.

2.2.2 Incoming control of raw materials and matcrials uscd in the manufacture of the product is

carried out in accordance with the requirements of the quality management system implemented by

the manufacturer.

2.2.3 For the manufacture of condoms, the manufacturer uses raw materials and supplics

according to table 3.

Table 3. Raw matertals and supplics

Description

Material, brand, manufacturer

Light Natural Latex Condoms
(Ultrathin)

Classic Natural Latex Condoms
(Classic)

Dotted&Ribbed Natural Latex
Condoms (Dotted&Ribbed)

Power Natural Latex Condoms
(Power)

XXI. Natural Latex Condoms
(XXL)

Natural Latex

Manufacturcer: Tavorn Rubber [ndustrial
(1982) co., itd, Thailand

Potassium Hydroxide

Manufacturer: Chengdu Huarong Chemical
Limited Liability Company, China

Cascin

Manufacturer: Gansu Hualing Cascin co,1td,
China

Sulphur
Manufacturer: Changzhi Sheng Chemical
Co., [.1d, China

Zinc Oxide
Manufacturer: Gaoyi Provinee Zhengtong

auxiliary factory, China
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Accelerator Px

Manufacturer: Gaoyi Province Zhengtong
auxiliary factory, China

0.78%

Silicone oil

Manufacturer: Beijing Dingye Industry Trade
Co Ltd

18.0%

Cornstarch powder

Manufacturer: Dezhou Runde Powder
Co.,ltd, China

2%

Individual packaging:
Polypropylene with aluminium foil

PET 12/PE15/ALU6/PE20/LLDPE30 Micron;
PET 12/ALU6/LLDPE30 Micron

| &

Organic Natural Latex
Condoms (Vegan)

Natural Latex

Manufacturer: Tavorn Rubber Indusuial
(1982) co.,ltd, Thailand

96.69%

Potassium Hydroxide

Manufacturer: Chengdu Huarong Chemical
Limited Liability Company, China

0.15%

Sulphur

Manufacturer: Changzhi Sheng Chemical
Co., Ltd, China

0.95%

Zinc Oxide

Manufacturer: Gaoyi Province Zhengtong
auxiliary factory, China

1.15%

Accelerator Px

Manufacturer: Gaoyi Province Zhengtong
auxiliary factory, China

0.78%

Silicone oil

Manufacturer: Beijing Dingye Industry Trade
Co Ltd

18.0%

Cornstarch powder

Manufacturer: Dezhou Runde Powder Co.,
1td, China

2%

Individual packaging:
Polypropylene with aluminium foil

PET 12/PE15/ALU6/PE20/LLDPE30 Micron;
PET 12/ALU6/LLDPE30 Micron

Longer Natural Latex Condoms
(Prolonging)

Natural Latex

Manufacturer: Tavorn Rubber Industrial
(1982) co.,ltd, Thailand

90.69%

Potassium Hydroxide

0.15%
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1 Manufacturer: Chengdu (luarong Chemical

Limited Lmblhty Company, C hma

Casein
Manufacturer: Gansu Hualing Cascin co,ltd,

Sulphur

Manufacturer: Changzhi Sheng Chemicul
Co., L ld Clnna

Zinc 0x1de

Manufacturer: Gaoyi Province Zhengtong
auxiliary factory, China

Accelerator Px

Manufacturer: Gaoyi Province Zhengtong
auxiliary | fdctory, China

Benzocaine

Silicone oil

Manufacturer: Beijing Dingye Industry Trade
Co Ltd

Cornstarch powder

Manufacturer: Dezhou Runde Powder Co.
lld C hina

lndlvulual packagm;,
Polypropylene with aluminium foit
PET 12/PE1S/ALUG/PE20/LLDPE3Q Micron;

Pl I l2/ALU6/LL I)l’l '*10 MlLron

2.3 Package contents

Male condoms with natural latex in option light, classic, longer, doited&ribbed, power, xxl,

organic.
1. Options:

[. Light Natural Latex Condoms (Ultrathin)-3, 6, 12 pes

- Instructions for use

2. Classic Natural Latex Condoms (Classic) -3, 6, 12 pcs

- Instructions for use

3. Longer Natural Latex Condoms (Prolonging) -3, 6. 12 pes

- Instructions for use

4. Dotted&Ribbed Natural Latex Condoms (Dotted&Ribbed) -3. 6, 12 pes

- Instructions for use

5. Power Natural Latex Condoms (Power) -3, 0, 12 pes

- Instructions for use

6. X XL Natural Latex Condoms (XX1.)-3, 6, 12 pcs

- Instructions for use
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7. Organic Natural Latex Condoms (Vcgan)-3, s, 12 pcs
- Instructions lor use

2.4 Marking

2.4.1 Marking shall be in accordanee with ISO 15223-1.

2.4.2. vne following information is printed on the primary packaging: batch number, production
date and expiration date.

2.4.3. One side of the consumer packaging is marked with the following symbols and
information:

- product name;

- product dimensions and wall thickness;

- purpose;

- the words "follow the attaehed instructions for use (see insert)”, "read the full text of the
instructions on the website btk~med.ru”; "Consumer claims are accepted by the customer
organization b-t-k@ bk.ru”

- the words "electronically tested”;

- expiration date;

- name of the manufacturer;

- manufacturer's address;

- authorized person and importer in the Russian federation;
- registration certificate;

- barcode;

UATEX)

- symbol "Contains natural rubber latex”;m~ m

A

- symbol "Caution!”;

- symbol "non sterile”;
r\

- symbol packaging recycling GpeB
symbol "prohibition of re-use”; »
Cooal
symbol recycling w »
symbol "do not use if packaging is damaged”;

temperature limit; 4

humidity range; 207="

batch number symbol; la
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- date of manufacture (year and month); il

- number of products.

2.4.4 Transport marking - according to GOST 14192 with additional designations:

- product name;

- name of the manufacturer;

- number of boxes.

2.4.4 Transport marking - according to GOST 14192 with additional designations:

- product name;

- name of the manufacturer;

- number of boxes.

2.5 Packaging

2.5.1 Individual packaging: each condom is individually sealed in polypropylene foil.

2.5.2 Consumer package: the product is packed in 3, 6, 12 pieces of the same type in a cardboard
box wrapped in a transparent film. Instructions for use are included in each package.

2.5.3 Transport container contains up to 144 consumer packagés.

3. SAFETY REQUIREMENTS

In terms of sanitary-chemical, toxicological and biological indicators, condoms must comply
with the requirements of ISO 10993-1, as well as regulatory documents approved in the prescribed

manner,
4. INTENDED USE
A Warning!

Check the condom expiration date before using. If the individual package is damaged, discard
the condom and use a new one from the undamaged package.

/\ Warning!
Do not open the package with teeth or sharp objects.

A Warning!
Stop using a condom if you experience any discomfort or irritation during use.
Consult with a specialist:
- compatibility of condoms with other contraceptives;
- when using a topical medicine that is applied to the penis or inserted into the vagina;
- if irritation/discomfort persists after using a condom;
- if you are not sure if you are allergic to latex;
- if the condom leaks or breaks during use (do this as soon as possible within 72 hours).
If necessary, use only a water-based lubricant with condoms.

A Warning!
Condoms are for single use only. Reuse may compromise the integrity of the product or increase
the risk of transmission of sexually transmitted diseases.

A 10
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Warning!
No method of contraception can guarantee 100% protection against unwanted pregnancy, HIV or
other sexually transmitted diseases.

5. USE

5.1 Open the package from the serrated edge and carefully remove the condom.

5.2 Check that the condom is ready to roll on the right way.

5.3 Squeeze air from the tip of the condom, put the condom on the erect penis.

5.4 Roll the condom down the base of the penis. If the product does not roll, then it is folded in
the opposite direction. Throw away this condom and use a new one.

5.5 If during intercourse you feel the condom slipping or excessive squeezing of the penis, stop
and check the integrity of the product.

5.6 Immediately after ejaculation, withdraw the penis, holdmg the condom tightly at its base, and
carefully remove the product.

5.7 Throw in the trash. Don't flush the condom down the drain.

6. TRANSPORTATION AND STORAGE

6.1 Transportation of the product can be carried out in any covered means of transport. Fastening

of the transport packaging in vehicles and transportation of products in vehicles must be carried out
in accordance with the rules applicable to the respective modes of transport.

6.2  The product is stored at:

- temperature from 0° to plus 25°C;

- relative air humidity up to 80%.

Transportation must be carried out in the following conditions:

- temperature from minus 50°C to plus 50°C;

- relative air humidity up to 80%.

Under these conditions, the product must retain its operational properties.

6.3 Keep the product away from direct sunlight and heat sources.

7. DISPOSAL AND ENVIRONMENTAL REQUIREMENTS

7.1 Disposal must be carried out in accordance with the rules of.collection, accounting and
disposal established by the authorized federal executive body, provided for by SanPiN 2.1.3684.

7.2 According to SanPiN 2.1.3684, the used product belongs to class B medical waste -
epidemiologically hazardous waste.

7.3 The product is disposed of as household waste in accordance with sanitary and hygienic
standards. It is forbidden to throw into the sewer.

7.4 The product must be disposed of in the event of:

- expired expiration date;

- damaged packaging;

- detection of defects.

7.5 The product has no negative impact on the environment.

11
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8. INSTRUCTIONS FOR USE

‘The product must be used in accordance with the instructions for use.

Operating conditions:

- temperature from +32° to +42°C;

- relative air humidity from to 98%.

- pressure 760 mmnHg

9.  INFORMATION ABOUT STUDY IN ANIMALS

Studies in animals have not been conducted.

10. INFORMATION ABOUT MATERIALS OF HUMAN AND ANIMAL ORIGIN
CONTAINID IN THE MEDICAL DEVICE

The product contains cascin, which acts as a stabilizer. It can be considered as a derivative of
tissues/materials of animal origin, because is it derived from milk. Cascin does not have a toxic etfect
on the human body, but it can cause an individual allergic reaction.

11.  INFORMATION ABOUT THE PRESENCE OF MEDICAL PRODUCTS AS PART OF
THE COMPOSITION OF THE MEDICAIL DEVICE "

The product contains a drug for local anesthesia with a short duration of action - benzocaine.

12. INFORMATION ABOUT STERILIZATION

Product for single use, not sterile,

13. REQUIREMENTS FOR MAINTENANCE AND REPAIR

The product of single use, during operation is not subject 10 maintenance, restoration and repair.
After use, the product must be disposed of. Reusc is prohibited.

14, INFORMATION ABOUT COMPLAINTS

Claims against the manufacturer are submitted in case of non-compliance of the supplied
product, its packaging, marking and the packaging contents with the requirements of the
accompanying documentation.

All complaints submitted must be registered by the manutacturer and contain information on the
measures taken.

The consumer shall be notified in writing of the measures taken,

To determinc the causes of damage, it is necessary to draw up an act in which the following must
be indicated:

name and batch number of the product;

date of receipt of the product from the manufacturer and the number of the document by which it
was reccived;

detailed description of the damage;

suspeeted cause ol damage, cte.

The manufacturer accepts a complaint if the fault of the recipient in the occurrence of a defect in
the product is not established.
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15. MANUFACTURER’S WARRANTY

15.1 The manufacturer guarantees the compliance of the product with the requirements given it
present document, provided that the consumer observes the conditions and rules for transportation,
storage and operation during the entire shelf life.Shelf life - 5 years from the date of manufacture.

13
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ATTACHMENT A
LIST OF INTERNATIONAL REGULATORY DOCUMENTS

Designation of the national (or international) standard (document) in the country of

manufactare
Directive 93/42/EEC dated 14 June 1993 Medical devices, facilities and equipment.
Directive 93/42/EEC dated 14 June 1993 concerning medical devices.

EN ISO 13485:2017 Medical devices - Quality management system - Reguirements tor
regulatory purposes.

1ISO 14971:2021 Medical devices - "Application of risk management to medical
devices", IDT.

1SO 10993-1:2021 "Biological evaluation of melical devices - Part 1@ Lvaluation und
testing within a risk management process”, [DT.

ISO 15223-1:2020 "Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General requircments”, 1D°1.

18O 4074:2015 Natural rubber latex male condotns. Requirements and test methods.
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Ilepesod ¢ anznulicko2o A3bika HA pyccKui
A3BIK

YrBepikaeHo China Tianjin Recare CO.,
LTD/Yaitna Tausuavss Puxeap Ko., JIT/]
['eHepaTbHEL AHPEKTOP

/IToonucy/ Yan Sln3un
IToanuce/mevyaTs

Ileuats

ChinaTianjinRecare Co., Ltd/Yaiina
Tsusu3zuns Puxeap Ko., JITI]

"20" cenTabps 2023

UHCTPYKLA I10 ITIPUMEHEHHIO

[TPE3EPBATHUBbBI MYXXCKUE U3 HATYPAJIBHOI'O JIATEKCA
B BAPUAHTAX UCTIOJITHEHUS LIGHT YJIbTPATOHKHME, CLASSIC KJIIACCUYECKHUE,
LONGER ITPOJUUIEBAIOLIHME, DOTTED&RIBBED TOYKH U KOJIbLIA, POWER
TTPOYHLIE, XXL YBEJIMYEHHBIE, ORGANIC BET'AH
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OT'JIABJIEHHE

HA3HAUYEHHWE U MOKA3AHHA

TEXIIHYECKHE TPEFOBAHHA

TPEBOBAIINA BE3OINTACHOCTH

UCI10JIL3OBAHHUE 11O HAJHAUEHWIO

CHOCOB ITPUMENEIHSI

TPAHCNOPTUPOBAHHE U XPAIIEIIHE

TPEBOBAHHSI YTHAU3AIIUN U OXPAHDLI OKPYIKAIOLIEHA CPE/bE
YKA3AHHA 110 IKCIVIYATAHHH

CBEJIEHUS O6 NCCIEJOBAHNMN 1A JKHBOTHLIX

10. CBEJAEHUSE O MATEPUANAX YEJIOBEYECKOI'O U XKHBOTHOI'O
NPOUCXOKIAEHUA, COJIEPKAIINXCA B MEJIMIEHHCKOM W3/IEJIMH
11. CBEAEHHUS O HAJIMYHUHN JEKAPCTBEIHBIX CPEJICTB B COCTABE
MEJIMIHIICKOI'O U31EJIMSL *

12. CBEJIEHUA O CTEPHJIM3AIIUN

13. TPEBOBAHUA K TEXHHUYECKOMY OGCIIYXKUBAIIUIO H PEMONTY
14. CBEAEUMHSI O PEKJIIAMAIIAAX

15. FAPAHTHHA U3I'OTOBHTEJS

HPHIOXKEHHUE A

L A I AT ol o
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Hacrosimas HMHCTPYKLIHS paclpoOCTPaHAETCA Ha Ipe3epBaTHBbl MYXCKHE M3 HATYpalbHOIO
natexca (B OaibHeWIIEM — NpE3EPBATHBLL, H3J€THE), H TNpeacTamiser coGoi 0o6beNHHCHHBIH
JOKYMEHT, COJIEp)KAIMM CBEAECHHA O HasHAYCHHH, IPHHUMIE ACHCTBHA H XapaKTCPHCTHKaX 3NN,
HeoOGXOMMMBIE [T NPaBWIBHOM 3KCIUTYaTalWH, TPRHCIOPTHPOBAHHA, XPaHEHHs, OOCTYXHBaHHA H
YTHJIH3ALHH, & TAK)KE CBEACHHSA, YAOCTOBEPAIOIIHE rApAHTHH H3rOTOBHTEA.

Al/lmbopmanna, BakHas JUIA 6e30MmacHOro MpHMEHEHHA H3JCIHA, OTMEYEHA IIPeYIIPEAHTEIbHAIM
TPEYTOILHHKOM C BOCK/THLIATETBHEIM 3HAKOM. JTHM YKa3aHHAM CIEXYET yeNATh 0c000¢ BHUMaHHE.
[lo BceM BOMpOCaM, KACAIOMMMCS HCHONBb3OBaHHA H3JenHsA, HeobxoauMo obpamarscs K
H3rOTOBHTEIIO UIIH €r0 YIIOTHOMOYEHHOMY NPEICTaBHTEIO!

China Tianjin Recare CO., LTD, China ("Yatiza Taubusasb Puxeap Ko Jita." Kura)
Anpec: B106, No.12 Kaihua Street, Huayuan Industrial Area, Tianjin, China

Mecto npomssoxctea:Building 13-3, Shengjinyuan, Nancheng street, Nankai District, 300101
Tianjin, PEOPLE'S REPUBLIC OF CHINA

Ten.: 0086-22-27285791
E-mail: market8@recare.com.cn

000 “BTK”

Anpec: 194156, Canxr-IlerepGypr r, np. 6rensca, aoM Ne 34, mut.B, nom. 14-H
Ten.: 8-911-726-27-72

E-mail: sidek@mail.ru
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I.  HABHAYLEHUE U TIOKASAHNWS 3
1.1, Hasnauenue 1 ycilosHst HIPHMEHCHUS

“pC3CpB£1TMBl»] MYICKHC U3 HATYPAILHOI0 JIATCKCA (B JUIBLHCHUICM -- HUPC3CPBATHBLL, H3ICIIHC).

ABISIOTCH  OJIHOPA3OBBLIMH - CPEIICTBAMH  JUISE MYKCKOH  KONITPAICHIHH,  HPCAHAZHAMCHIILIMIT L
nporuiaktik  ClIMla, wndekunii,  senepuueckux  3aboiCBalni "W UPCOTBPAIICHISL  PHCK T
HEIKCIATCABLIOI OCPCMCHIOCTH.

Bij1 KonTakTa ¢ opraiui3MoM UCIOBCKA — KPATKOBPCMECHIBIT KOHTAKT CO CHIBHCTONR 000510KOi
H HCHOBPCHKAEHHOR KOWKCH

JUist  ucnonn3oBanus  upelepsaruBa  He  TPCOYIOTCH  CHEIBXILHBIC  3uanus.  Jocrarouno
COOMOJATL HICTPYKILHIO 110 HPHMCHCHHIO.

HoTpeOuTesMu SBASIOTCS MYMKUHHBL H RKCHIIHHLL AOCTHITIHC HOJOBOH 3PCIIOCTH. KHBY HILHC 5
CCKCYLILHOI KH3NBIO.

1.2, lloka3atins ¥ 1IPOTHBOIIOKA3AH U

Hokaszanns:

HpescpBaTuB SBJsiCTest KOITPAICIITHBOM, 3alllHINAIONUIN 0T HCMRCIATCILHOH OCpeMCHIIOCTH 6
1a001ICBaHNHA, HCPCIAIOUIMXCS 10 IOBLIM 11YTCM.

Hpornsonokalanns:

HoBbluleHHas 4yBCTBUTCIBLHOCTL HJM QLICPIHS K JHOOOMY M3 KOMIOHCHTOB. BXO,BIIUIN B
cocrans npesepsarusa. [

Hobouubie Ypderrni: 7

IpesepBatBpl  W3rOTORJICHBL  H3  HATYPLILHONO  IATCKCA,  KOTOPLI  MOKCT  BLI3BUTL
(WLICPIHYUECKYIO PEAKIHIO, BKIIOUAs aHAQWIAKTHUYCCKHIT HIOK, CCH Y HOTPCOHTCHs QLICpiis 11
JTCRC.

2. TEXHHYECKHWE TPEBOBAINSL —

2.1. OcHoOBULIC HAPAMCTPHE H XAPAKTCPHCTHKI

19

A1 TpesepBarus  TOIDKCH  COOTBETCTBOBATL  TPCOOBAHMIM  HACTOSINCH  BLILIHCKC 113
TeXHHYCCKOLO (paitiia.
2.1.2 HapaMerpsl H XapakTCPUCTHRH U3 1S VKasanbl B 1a0:uie 1.

Tadzmna 1.

|[N«.' HIN Pasmep, | To:tmmua, i’l'o;uuuua! Iser Macea, v i'l‘cucryp:l l o pUevIRa
i JIXHL, sine - v BenanKa, | |
] ] S R .1 1.t IO o !
i [oese ]185x5242 0,06103 |1.5103 Harypasunii | 1.8:03 1 asias ’ Pucynor |
! PeIepBaATHBLL
| 13 HATYPAILIHOTO !
|

lmncma Light ! \

' I
'y b rpatoiikite ! !

S TP I L -

190x5242 [0.07£0,3 ; 1,510.3 | Harypaubiii [l 8103 | Pacynor 2
|

Hpcsepsarusnl

H3 HATYPLILHOrO

Jgarexca Classic

| | Ktacenueckne ‘ ’ |

e b l
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195x52+2 0,07+0,3
[Mpe3epBaTuBbI

N3 HaTypanbHOro
naTekca Longer
Mpopnesarowme

200x52+2 0,07+0,3
A Tpe3epBaTuBbI

N3 HaTypasibHOro
naTtekca
Dotted&Ribbed
ToOuYKKN N KonbLa

A 185x52+2 0,08+0,3
[MpesepBaTuBhI

N3 HaTypasbHOro
nartekca Power
[MpoyHbIe

190x54+2 0,06+0,3
" IMpesepBaTuBbI

N3 HaTypasbHOro
nartekca XXL
YBe/INYEeHHbIE

7 185x52+2 0,06+0,3
lMpe3epBatuBbl

N3 HaTypasibHOro
natekca Organic
BeraH

2.1.3 Konnyectso cma3ku 550 +150 mr.

1,5+0,3

1,5+0,3

1,5+0,3

1,5+0,3

1,5+0,3

HaTypanbHblii

HaTypanbHbli

HaTypanbHblii

HaTypanbHblli

HaTypanbHblii

1,8+0,3

1,8+0,3

1,8+0,3

1,8+0,3

1,8+0,3

Toukn n
Ko/nbua

Cnapkas

PucyHok 3

PucyHok 4

PUCYHOK 5

PUCyHoOK 6

PucyHok 7

2.1.4  ®U3NKO-MeXaHMYecKMe NoKasaTeNn NpesepBaTiBa COOTBETCTBYIOT TabnuLe 2.

Tabnuua 2

HanmeHoBaHWe NokKa3aTens

YCNoBHaA NPOYHOCTb NPW PacTAXEHUN,

MTMa (krc/cm”?), He meHee

OTHOCUTENbHOE YANNHEHWNE NPU Pa3pbIBE,

%, He MeHee

3HayeHMe nokasaresns

[10 TEN/JI0BOIO
cTapeHus

20 (200)

700

2.1.5 Mpe3epBaTuBbl AO/KHbI ObITb FEPMETUYHBIMU.

nocne TenaoBoro

2.1.6 BHewHnin Bua npesepBaTuBa AOMKEH COBNajaTh C pucyHkamu 1-7.
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cTapeHus

17(170)

600



PucyHok 1 MMpe3epBarusbl Light YabTparoHkue PucyHok 2. lpcsepearnsl»1l C?lassicl\jiaccM4ccKHC

PucyHok 3. IMpesepsatusbl Longer MNMposnnesLuowye 'McyHok4. 1lpesepsa'luss Dotlcd&Ribbed

Toukn n kKonZlua

PucyHok 5. lNpe3epBarvebl Power 11poymbic PucyHok 6. MpesepBaTuebl XX1>YBC/M1luenn]nc

Puc)itok 7. Mpesepeatmebl OrganicBci an

2.1.7 OTKpbITbIA KOHew, npe3epsatiim! fo/mkeH 6bM b 3aKaTaH » BEHUYUK.

2.1s Cpok rogHocTtu - 5ne3 ¢ gans N3roToBeHNUS.

2.2. 'Tpe6oBaHUA K Cbip(>K), MaTepumanamM U HOKYHTNM uU3genmnam

2.2.1 Martepunanbl, NpUMeHAEMbIe MPU N3rOrOBIEHNUN U3JENNSA, e00rBErersyro'r 3peboBaHUAM
feie3ByOWNX CraH4apToB WAM HOPMATUBHO-3€XHUYEEKON [AOKYMEH3aHUM Ha s+u Marepua.'ns,
npeayCMOTPEHHbIe Ae/iCTBYOLUM 3aKOHOAATE/bCTBOM, U MMEKD3’ CONPOBOAM refbluie LOKYMEH3bl 0
KayecTBe HpeaHPUATUA-HOC3'aBHL3KaA.

2.2.2 BXOAHOI KOH3'pO/b Cbipbf H Ma3epuanoB, MPUMEHSAEMbIX MPU HPOWM3BOAE3BE U3AeNNS,
NpoOBOAMUTCA - COO3BE3CTBMM C rpebOBaHUAMU CUC3EMBb MEHEIKMEH3a Kayee3Ba, BHEAPEHHON V
H3rorosumsens.

2.2.3 [Ons M3roTOBNEHUNSA npesepBaTMBOB, n3loTO0BM3ENCM MeHONb3ylo3es cbipbe H
Ma3epuanbl cornacHo Tabnwuuye 3.

"Tabnuua 3. Cbipbe U MaTepuansi

ilaiiMeiiOBaiuie Ma lepiiaji, .mapka, n3loounn ienb lpouyeT codep/kanmu
1 1pe3epBarmebl u3 Nasekc Natural Latex 96.69%

HATYPELLILHOTO NaTekca M3ro'robin'eni»:Tamorn Rubber Industrial

Light ¥ nbTpatoHkunc (1982) co.,Itd, 'Thailand
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IIpesepBaTHBH H3
HaTYpaJIbHOTO JIaTeKca
Classic Knaccugeckue

IIpesepBaTuBHI H3
HaTypaIbHOTO JIaTeKca
Dotted&Ribbed Touku u
KoJbLa

IIpesepraTHBH U3
HaTYpaIbHOTO JIaTeKca
Power IIpognsie

IIpe3epBaTHBH U3

HaTYpaJIbHOrO JIaTeKca
XXL YBelH4YeHHEIE

Tuapokcua xamusa Potassium Hydroxide
HsrorosaTeas: Chengdu Huarong
Chemical Limited Liability Company,
China

0.15%

Kaseun Casein

Hsrorosurens: Gansu Hualing Casein
co,ltd, China

0.28%

Cepa Sulphur

HarorosaTens: Changzhi Sheng
Chemical Co., Ltd, China

0.95%

Oxcua nuekKa Zinc Oxide

Harorosurean: Gaoyi Province
Zhengtong auxiliary factory, China

1.15%

YckopHTens ByikaHu3auu Accelerator
Px ' .

H3roroBHTenn: Gaoyi Province
Zhengtong auxiliary factory, China

0.78%

CuymxoHoBas cMa3kaSilicone oil

HsroroBureis: Beijing Dingye Industry
Trade Co Ltd

18.0%

Kpaxman Cornstarch powder

HMsroroBaTesin: Dezhou Runde Powder
Co.,Itd, China

2%

HuauBaxyaJbHAS YIIAKOBKA:

IToymmnpormneHoBas AMOMHHHAEBasA
¢omsra PET
12/PE15/ALU6/PE20/LLDPE30 Micron;
PET 12/ALU6/LLDPE30 Micron

IIpesepBaTHBH H3
HaTypaJIbHOrO JIaTeKca
OrganicBeran

-

Jlatekc Natural Latex

HMaroroBuTenn: Tavorn Rubber
Industrial (1982) co.,ltd, Thailand

96.69%

I'uppokcuy xamusa Potassium Hydroxide
HarorosuTens: Chengdu Huarong
Chemical Limited Liability Company,
China

0.15%

Cepa Sulphur

Hsroropurens: Changzhi Sheng
Chemical Co., Ltd, China

0.95%

Oxcrmmuka Zinc Oxide

HaroroBuTens: Gaoyi Province
Zhengtong auxiliary factory, China

1.15%

YcxopuTens ByTkaHH3alMH Accelerator
Px HaroroBHTeas: Gaoyi Province
Zhengtong auxiliary factory, China

0.78%

'
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lemcouonaa Lmanca‘;lllconc oil
Hirorosureiin:Beijing Dingye Industiy
F radc Cold

Kpaxman Cornstarch powder

Hiarorosirresn: DezhouRunde Powder
Co.ltd, China

Mlmualmyaubuan Yuakoska:

IIOJIHI!]'IO[IHJICHOBZIS[ WITOMHIIBC®A
donura PET
12/PE15/ALUG/PL20/1.1.HPE30 Micron:
PET 12/ALUG/LLDPE30 Micron

I lpwn.pua'l HBDI 13
HATYPALILOIO JIaTeKCa
Longer [lpojnesatoume

J la IeKC Nalural l,atcx
Hiarorosm e.nb.'!‘avoru Rubber Industrial

r u;lpoxcml Kanus l’otassxum l{ydumdu

Chemical Limited Liability Company.
China

Hsrorornrenn: Chengdu Huarong .

Kasceuie Casein

Hzarorosurenn:Gansu lualing Casecin co
ltd China

Ccpa bulphul

Hirorosnrean:Changzhi Sheng
(‘hum(.al Co Itd (‘hma

Okeun MiKa Z.Im, Oxide

Harorosurean:Gaoyi Provinee
Y/ hcn;,tonb auxnl:ary taclory Clnna

YekopuTenb ByJIKaIH3aH A(.u.lt.rdtor
Px Haroronirresm: Gaoyi Province
/ hcn;,ton;, auxiliary hmlory, Chma

bui JOKAHN Bcn,:ocamc

Crnkonosas cMaska Slllwnc oil
Hisrorosurean: Beijing Dingye [ndustry
F mdc ( 0 l,ld

szu(ma.u Comstarch powder
Hirorosurean: Dezhou Runde Powder
Co. ltd, China

Huannimyaasuas yuakonska:

TIONMUPOUHIICHOBAR WIHOMHIIHCBAN
tonpra PET
12/PE1S/ALUG/PE20/LLDPE30 Micron:

PET 12/A1.U61.LDPE30 Micron
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18.0%

2%

90.69%

0.15%

0.28%

J '-)5 Yo

115%

0.78%

6%
18.0%

2%




2.3. KommiexkTHOCTBH

ITpe3epBaTHBEI MYXCKHE W3 HATYPAILHOTO JIaTeKca B BApHaHTaxX HConHeHHs Light
Vnsrpatonkne, Classic Knaccuueckue, Longer ITpoanesatomue, Dotted&Ribbed Touxu u Komnsua,
Power ITpounsie, XXL VBemmuennnie, Organic Beran.

1. BapuaHTH HCIIOHEHHS:

1. Tlpe3epBaTHBEI H3 HaTypalbHOro narekca Light Yisrparonkse -3,6,12 mr./ym.

- UHCTpYX1MS O NPHMEHEHHIO

2. TlpesepBaTHBEI H3 HaTypanbHoro narexca Classic Knaccraeckne-3,6,12 mT./ym.

- MHCcTpYyX1us 10 NpAMEHEHHIO

3. IlpeseppaTWBHI H3 HaTypanbHOro Jarekca Longer ITponnesatomme-3,6,12 urr./ym.

- MHCTpyKI1IMS O NPUMEHEHHIO

4. TlpesepBaTHBH H3 HaTypanbHoro Jarekca Dotted&Ribbed Touxn u konena-3,6,12 wmr./ym.

- UHCTpyKIMs MO MPUMEHEHHIO _

5. TlpesepBaTHBH M3 HaTypaibHOro Jarekca Power Ipounste-3,6,12 mr./ym.

- MHCTpyKIIHS 110 MPUMEHEHHIO

6. IlpeseppaTHBH M3 HaTypaubHoro Jatekca XXL VpemudaenHsie-3,6,12 mr./ym.

- AHcTpyXuus no NpUMEHEHHIO

7. Tlpe3seppaTuBH U3 HaTypanbHoro narexca OrganicBeran-3,6,12 mr./ym.

- MHCTpyX1UMs 110 NPUMEHEHHIO

24. MapkupoBka

2.4.1 MapkupoBKa Ao/DkHa cooTBeTcTBOBaTh ISO 15223-1.

2.42 Ha nepBHYHYIO YMaKOBKy HaHeCeHa clieqyiommas MHGpopMauusA: HOMEp NApTHH, AaTa
H3TOTOBJICHHSA M CPOK FOIHOCTH.

243 Ha omHy M3 CTOPOH NOTpeOMTENBCKOM YMAaKOBKM HaHECEHa MAapKHpOBKa, KOTOpas
COZIEPXHT CJIEAYIOMME CHMBOIB H HHGOPMALHIO:

- HAMMEHOBAHHE H3/JCITAS;

- pa3MepHI H3/IENIHA U TONIIHHA CTEHKH;

- Ha3Ha4YeHHE;

- CNIOBA «CJIEAyHTE NPUIAaraeMoi HHCTPYKIMH IO MPUMEHEHHIO (CM. BKJIAZIBII)», «IIOIHBIH

TEKCT MHCTPYKLMH YnTalTe Ha caiite btk-med.ru»; «[Iperensun notpebureneii npuHUMaeT

opraEM3aums-3akazquk b-t-k@bk.ru»

- CJIOBA «MPOTECTHPOBAHAI IEKTPOHHKOM;

- CPOK TOTHOCTH;

- HANMEHOBAHHUE NPENPHATASL-H3TOTOBUTES, ol
- azpec NPOH3BOJCTBA;

- YIIOJIHOMOYEHHOE JIMIO ¥ HMnoptep B PO;

- PETHCTPALHOHHOE YAOCTOBEPEHHE;

- IITPUX-KOJ;

r 9

\V/

- cuMBOJN «COAEPXKUT HATYpabHBIH KaydyKOBBIH JIATEKCY; « ~
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A

CUMBOST «OCTOPOXKHO!»;

CUMBON «HECTEPUbHO»;
- CUMBO/ LLOPUYHOW NepepaboTKM YNaKoBKU
CUMBON «3anpeT Ha NOBTOPHOE NMPUMEHEHUEY;

CAMBON Y TUNN3aUunn

- CUMBOJT «HE MNCMOMb30BaTb NP NOBPEXAEHNN YMTaKOBKU»;

D!IT
- CUMBON «npeaen TemnepaTypia»; #

CHMVIIQJi «anana3oH BraXxHoeTu»; N 9 A

CMMBO/ «HOMep napTums»; LOT

- faTa Bbinycka (rog v mecau); n

- KONINYeCTBO M34eNuii.

2.4.4 Tpancuoprmnaa mapkumponka - Ho FTOCT 14192 ¢ HaHeceHMEM [ONOAHUTCAUHMX
0603HaYeHwI:

~HaVMeHOBaHUA N3LENUS;

- HAUMEHOBAHNA NPEANPUATUA-N3TOTOBUTENS;

~KO0/InyecTBa KOpPOOOK.

2.5. YnakoBka

2.5.1 MHATHWAYanbHas YNaKoBKa: KaX[blii NpPe3epiMTTHB NOMELWEH B WHAUBUAYaNbHMO
repmMeTUYHYI YNaKoBKY M3 MOAMNPONUAEHOBON (|)onbri.

2.5.2 TloTpebuTensckas ynakoBKa: W3fenne ynakosbiBaeTcs HO 3, 6, 12 HIT. OAHOro BapuaH Ta
neEloNHeHUss B KapTOHHYH Mayky, O06epHyTYyl nNpo3payHoi mnneHkon. B kaxayr yHako]Au\
BKNaAbIBAETCA WHCTPYKLUA NO NPUMEHEHMIO.

2.5.3 'I'paucuopTHas Tapa cofep>u TA0 144 noTpebuTeNbCKNUX YNaKoBOK.

3. TrnroBAHNA BIr30MaCNOCTn

110 CaHNTapHO-XNMUYECKUM, TOKCUKOJ/TOENUYCCKNM " 61ONOrNYECKUM HOKa3aTtesiam
npesepeBaTuBbl  AO/MKLINA COOTTHONTETBOBaTL TpeboBaHMAM ISO 10993-1, a Takxe HOPMaTUBHbLIX
LOKYMEHTOB, YTBEPX/EHHbIX B YCTAHOB/IEHHOM MOPSAKE.

4. NCNOJMIb3OBAHWT MO NA3NAW'TINKO

/MNBn|1maHnel

MpoBepuUTb CPOK TOAHOCTM nNpe3epBaTuBa nepep wucllONI>30BaHmem. Tenm MUHAWWAYaNnbHas

)'MakoBka TMOBpexXpAeHa, BbGpPocUTT. HpeseplratTus u wucHonlM)BaTb HOLINA KU3 WNEHOBPEXAEUHO

ynakKoBKW.
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BHumaHwmel
3anpelaeTca BCKpboaTb YNaKOBKY 3y6aMu 1 OCTPbIMU NpeaMeTamu.

/KBHI/IMaHI/Ie!

MpeKkpaTUTb UCMONb30BaHMe Npe3epBaTUBa NPW OLYLLEHUM ANCKOM(OPTA MW pasapaXkeHns BO
BPEMS M0/Ib30BaHNS.

MPOKOHCYNbTUPOBATLCS CO CMELMATUCTOM:

- 0 COBMECTMMOCTV NPe3epBaTMBOB C APYTMMI KOHTpPaL,enTUuBamu;

- NPU UCNONb30BaHUN NIEKAPCTBEHHOIO CPeACcTBa MECTHOTO MPYMEHEHUS, KOTOPOE HAHOCUTCS Ha
MEHNC UM BBOAWUTCSA BO BNaranuLle;

- €C/IN pa3apaxeHune/qMCKOMpOPT COXPaHATCS MOC/e UCMOb30BaHNs NPe3epBaTuBa;

- @CNV Bbl He YBePeHbl, eCTb /1N Y BAaC aNneprus Ha naTekc;

- €CNU npe3epBaTVB MPOTEKAET WU MOPBA/CS BO BPEMS €ro WCMo/ib30BaHUs (CAenaTb 3TO Kak
MOXHO CKOpee B TeYeHne 72 4acos).

ﬂpVI HEO6XO,CI.I/IMOCTI/I MCcNnosib3oBaThb C nNpesepBaTnBaMn TO/TbKO J'Iy6pI/IKaHT Ha BO,CI.HOI7I OCHOBE€.

A B-wn\/laHme!

MpesepBaTuBbl NpefHa3HayeHbl TOMbKO [A/11 OLHOPA30BOro MCMNosb3oBaHuA. [1oBTOpHOe
NCNONb30BaHWE MOXET TMNPUBECTM K Hap30MeHU UefIoCTHOCTU U3LeNns WUAN  YBE/IMUYUTb PUCK
nepegayn 3abosieBaHuii, nepefaroLLLMXca NOMOBLIM MYTEM.

/K BHuMaHuMe!

Hu oAguH w3 MeToAoB KOHTpauenuuum He MOXeT rapaHTuposaTb 100% 3awuTbl 0T
HeXenatenbHoON LeHHocTn, BUY nnun gpyrux 3abonesaHuii, nepefarowuxcsa Nos0BbIM MyTeMm.

5. Cnocob NPUMEHEHWA

51 OTKpbITb YNAKOBKY CO CTOPOHbI 3y64aToii KPOMKM N aKKypaTHO 13B/eYbnpe3epBaTuB.

5.2 [poBepuTb, YTOObI Npe3epBaTUB Obl/T CBEPHYT HAPYXY.

5.3 CpaBvB HakonuTesb HafleTb NPe3epBaTMB Ha r0/I0BKY 3PermpoBaHHOrNO NeHuca.

5.4 Pa3BepHyTb Mpe3epBaTMB MO HanpaB/ieHWIO K OCHOBaHWIO neHuca. Ecnu wsgenue He
pa3BopaynBaeTCs, 3HAYUT OH CBEPHYT B 0OpaTHYKt CTOPOHY. BbIGpoCcUTb fAaHHbIN npe3epBaTus U
MCNonb30BaTb HOBbIA.

55 Ecnum BO Bpems nNOMOBOr0 akKTa OlyLWaeTcs COCKa/b3blBaHMeNpes3epsaTuBa Wu
4Ype3MepHOro CXXUMaHUs NeHnca, OCTAHOBUTLCA U MPOBEPUTL LLe/IOCTHOCTb U3LeNNns.

5.6 Cpa3y nocne 3aKynauum u3BneYb MNEHWUC, MAOTHO MPUAEPXMBAA MNpe3epBaTuUB Yy ero
OCHOBaHMSA, N aKKypaTHO CHATbU3LENME.

5.7 BblbpocuTb B MyCOpPHOE BeApo. He cnyckaTb npe3epBaTuB B KaHaIn3aLuio.

6. TPAHCMNOPTWUPOBAHWE N XPAHEHWNE

6.1. TpaHcnopTMpoBaHWe W3[eNns MOXET OCYLWeCcTBAATLCA B /ILOObIX KPbITbIX BUAA
TpaHcnopTa.KpenneHne TPaHCNOPTHOMW YMNakoBKW B TPAHCMNOPTHbIX CpeAcTBax W nepeBo3ka
MPOAYKLUN HAa HUX JO/MKHbI MPOBOANTLCS COrNacHO MpaBuiam, AeCTBYIOLLMM Ha COOTBETCTBYHOLLMX
BMAax TpaHcnopra.

11
& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



6.2, H3icime xpansit upm:

- reMuepatypa o1 07 10 mnoe 25°C;

- OTHOCHTCIBHAS BILKHOCTDL BO31Y X F10 80 Yo.

I'pancnopruponaimic JIO:DKHO HPOBOUITCS HPH:

- remieparypa o1 Munye 50° 10 1snoc 50°C;

- OTHOCHTCIILIAS BIMKHOCTL BO3/1yXa J10 80 Y%.

Hpi YTHX YCI0BUSIX U3ICITHC JIOXIKHO COXPAHSATL CBOM IKCILIYATALHONILIC CBOIHCTB.

0.3, XpauHTh H3ICIHE NCOOXOJMMO BJIH OT HPAMOIO BOSCHCTIHS COMNCUHBLIN JBvueil i
HCTOWIHKOR TCILIA.

7. TPEBOBAHNSE YTUINSZAIIMK U OXPALIBL OKPYKAIONIEH CPEJLbI

7.1, Yrimsanus J10DKHE OCYUICCTBISTLCS B COOTBCTCTBIN ¢ npasMiasmit cOopa, yudia n
VTHIH3AHHH, YCTAHOBICHHBLIMH VIOIHOMOUCHUBIM (DEICPILILING OPrAllOM HCHOAHNTCIULIOR BLIC .
upeyemorpennnin Canllntl 2.1.3684.

7.2, Coraacno Canllull 2.1.3684 ucnons3oBannoc Hi3c.ie OTHOCHTCS K NCUHIHICKIN
OTXOIAM KS1aCCa b+ MIMICMHOI0IHUCCKH OHACHBIC OTNO, b,

7.3. Msiaecme  yrHamsupyior  Kak o ObIToBOIT  OTXO L B COOTBCTCTBIN ¢ CaHlTapHoO-
FHIHCHIUCCKHMH HOPMAMH. 3alIpeiieno BLIOPACHIBATD 13 KAHA 31110,

7.4, Msieime A0:0KHO HOJUICKATL VTHIMBAIHH B CiIyHac:

- HCTCKINCTO CPOKA I'0IHOCTH;

-~ HOBPEAK,ACHHOI VIIAKOBKC:

- OOHAPY IKCHHS JICPCKTOB.

7.5, Msaeime ne okaspiact HEratiBiloro BO3ACHCTBUS 1A OKPYIKAIONY 10 CPLLy.

8. YKASAHHMS 11O DKCIUIYATAIN WU

McnospsoBaibe  H3ACHUS  JI0JBKHO  OCYHICCTRISITLCH 1B COOTBCTCTBHH ¢ HICTPVKIBICT 1o
HPHAMCHCIHIO.

Yeaosnst 110 HKCILIYaTaliu:

- TeMueparypa or +32° 510 +42°C;

- OTHOCHTCIBLHUSE BILKHOCTE BOY (VXA 10 98 Y.

- asaenne 760 My pryrHoro croada

9. CBEJIEHAS Ob MCCINJIOBATIMA HA SKHUBOTIHILIX

Heci e loBanis 1a sKHBOTHBIN HC HPOBO,ILIHC.

10 CBEJIEHASE O MATEPHAJIAX  YHEJIOBEUYECKOTIO M JKHBOTHOL'O
HPOUCXOXKJIEHAS, COJIEPKAHIMXCS B MEJIMTTHHCKOM H3JLETH

Maneime  coliepiT  KaseHi.  sphoamsuonttii — pynkiuno  cradiisaropa. O MO
PACCMATPHBATLCS  KAK  IIPOM3BONHOC  OT  TKAHCH/MATCPHAIOB  AHBOTHOIO  HPOHCNOAICHISL, LK.
BLEACIACTCH 13 MOZI0KA. KazeHn He HMeCT TOKCHUCCKOTO BOBICHCTEHSE 1A OPIaHi M HCIOBCKI, O/UIIUKO

MOKRCT BLER3BATH HIHBHAY AHLHVIO L LICPIHYUCCKY IO PCARIHIO.
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11. CBEJEHMSA O HAJIMYHUU JIEKAPCTBEHHBIX CPEACTB B COCTABE
MEJULIMHCKOI'O U3IEJINA

WazenMe CONCPXMT B CBOEM COCTaBE Mpemapar 1A MECTHOH aHECTe3MH C KODOTKOH
NPOJOJDKATENILHOCTBIO ICHCTBHA — GEH30KaKH.

12. CBEJEHHA O CTEPWIM3ALIMU

WUspenne ais oXHOPa30BOro NPHMEHEHHS, HE CTEPHIIBHOE.

13. TPEBOBAHMS K TEXHUUYECKOMY OBCJIY>KUBAHUIO U PEMOHTY

W3nenne oaHOKPAaTHOrO MpHMEHEHHA B MPOLIECCE KCILTYaTal[Md HE MOMICKHT TEXHHYECKOMY
06CY)XHBaHHIO, BOCCTAHOBJICHHIO M peMOHTy. Ilocie HCNONB30BaHMA H3ACAHE MOMJICKHT
yTunu3anuy. [ToBTopHOE HCMONB30BaHHE 3aIPEINEHO.

14. CBEEHHA O PEKJIAMAIIMAX

[IpereH3sun B ajfpec M3rOTOBHTENA INPEJACTABIAIOT NPH HECOOTBETCTBHH IOCTaBIAEMOro
M3ENHs, €ro YNaKkoBKH, MAapKHDOBKM M KOMIUIEKTHOCTH TpeGOBaHHAM COIPOBOJHTENbHOMN
JOKYMEHTALIHH.

Bce npexbABieHAbIE peKiaMaliMy JOJDKHEI PETHCTPHPOBATHCA IPEANPHUATHEM-H3TOTOBHTE/ICM H
coJiepXaTh CBEACHHA O MIPHHATHIX MEpaXx.

O NpHHATHIX Mepax MHCBMEHHO coobmaeTcs NoTpebHTemoO.

Jina onpeneNeHns NPHIHH IOBPEX/ACHHH HeOGXOIMMO COCTABHTD KT, B KOTOPOM JO/DKHEI GBITH
yKa3aHHI:

HaWMEHOBaHHWE U HOMEP NapTHH M3,

JaTa MOJy4EHHS H3AENHUs OT NpEeANpHATHA-H3TOTOBHTE/I M HOMEpP JOKYMEHTa, IO KOTOpOMY
OHO IOJIy4€HO;

JETaIbHOE ONUCAHHE NOBPEKACHHS;

npeanonaraeMas IPUIHHA NOBPEXACHHA H T.1.

IIpempusATHE-H3rOTOBATENH NIPHHHMAET PEKJIaMallfio, €CJIH HE YCTaHOBJICHA BHHA IOTydaTe)d
B BO3HHKHOBEHHH iepeKTa B HINCIHH.

15. TAPAHTHM M3TOTOBMTEJA

15.1. H3roToBHTENb rapaHTHpYeT COOTBETCTBHE H3JeNHMA TpeGOBaHHAM, NPHBENCHHBIM B
HaCTOAINEM AOKYMEHTE, MpH COOIONeHHH NOTpeGHTeNneM YCIOBHY H NpaBHI TPaHCIOPTHPOBAaHHA,

XpaHeHHsd H 3KCIUTyaTallHHB TCYCHHHM BCETO CpOKa TOIHOCTH. CpOK FOXHOCTH - 5 JeT ¢ IaThl
H3rOTOBJICHHA.

13

& 000 LMPMM (2] INFO@CIRMI.RU €5 WWW.G0SZDRAVNADZOR.RU

g



[TPUIOXEHUL A
TTEPEYEHL MEXOIYITAPOJIILIX HOPMATHBHBIX JIOKYMEHTOB

Obonaucune NAMNOIAILHOTO (AN MEAIYHAPOAHOIO)}  cramanpra  (CloKYMeNTa) B crpaie
H3IroTOBUTOIA

Jlupekrusa 93/42/EEC or 14 wionst 1993 roja Mejwnunckiue npubopil,  yerpoicraa,
oGopy;iosatue. Directive 93/42/EEC of 14 June 1993 concerning medical devices.

EN 1SO 13485:2017 MeuiHicKae M3ACHHA - - CHCTEMA  MCHCLAMCITG  KQUCeTsi
TpeBonatust Juis uencii HopMaTHrioro perynuposaitus. Medical devices -- - Quality management
systems —- Requirements for regulatory purposes.

1ISO 14971:2021 "Usnenua Mcanunuckie, [Ipumencine MCne UKMCNTa PHCKa K MCTHINEHICKII
wiacmsm” ("Medicaldevices - Application of risk management to medical devices”, 1IT).

ISO 10993-1:2021 "OueHka OHONOIKICCKOIO JICHCTBHA MC;UIHHICKKX H3ncanil. Yacrs 1.
OnenkanucunranuaspamMkaxnpoueccamenc/pkmentapacka”  ("Biological  evaluation  of  medical
devices - Part 1: Evaluation and testing within a risk management process”, 1DT).

ISO 15223-1:2020 "Mancsnus Mendiuickue. CHMBONBI, HPHMCHATMULIC PH MapKHPOBAtIHY
MCJGIHICKUX  WHICHHE, 114 OTHKCTKAX H B COUPOBOAMTCALIOA  AokyMeltanin,  Macrn 1.
Ocuosupierpebosanuna” (1SO 15223-1:2020 "Medical devices - Symbols to be used with medical
device labels, labelling and information to be supplied - Part 1: General requirements”, 1T).

1SO 4074:2015 MyXCKHE IPE3CPBATHBEL W3 HIATYPAALIIOIO KayayKoBoro Jatekea. Tpebosanns n
meroant Heuwrrakiail. Natural rubber latex male condoms. Requirements and test methods,
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A, aumnosmposannpni nepepoqunr Ilupryrtonsa Oanna AsrexcanupoBHa,
BIAJCIOMAS AHIVIHIICEIM H DYCCKHM A3BIKAMHM, IOJTBCPHIAI0, 9TO BBIITOJHCHMBIH

MNOIO HepeBO IIPILTOANCHHOIO JOKYMEHTA MABJIACTCA HOPAaBHJIGILIM, TOYHbLIM H

HOJIBIM.
Hepenorann

</ / o
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Pocenitckaa Qonepamus
Cauxr-IleTepdypr
CemMrannaToro oKTAOpA Ane TRICAYY ABARUATE TPETHEIO MOAA

A, Bypuwanxun Makenm JInposmd, Horapuyc Horapmannioro oxpyra Carcrs
IleTepGypr, CBUICTEJILCTBYIO IOMJIMHHOCTL INOALIACH NEPeBOMHKR LIMpKYHOBOM
OnunH AJleKCaBEAPORHEL.

Hoznuck caemana B MOCM IIPHCY'TCTRHHU.

JImgnocTh NOANKCABILCTO JIOKYMEHT YCTAHOBJICHA.

NG

e

Baperucrpuposano B peecrpe: Ne 78/356-1/78-2023 - //

T Bypuaskun

15 (msarayzuare) Iucron ¢

HOTAPUYC: ~
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Poccuiickan Peacpannn
Cankr-Tlerepbypr
JIeBATRAANATOTO OKTROPA JIBE THICHN JIBA/IUATH TPETHEr0 ro)(a
4, Jle6enesa Haranus HukonaerHa, HOTapryc HoTapuaikHoro okpyra Caukr-Ilerepdypr,

CBUJIETSNILCTRYIO BEPHOCTE KOMYH € IIPEACTABICHHOTO MIIC IOKYMCHTA.

3apeructpupoBano B peectpe: Ne 78/349-n/78-2023-8-4.
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