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1. NAME OF MEDICAL DEVICE: -

«Diagnostic examination disposable gloves nitrile powder-free textured non-sterile»

“Diagnostic examination disposable gloves nitrile powder-free textured non-sterile” in the

composition:

r1-‘.!Ding:mstie examination disposable gloves nitrile powder-free textured non-sterile, sizes XS/ S/ M/
XL

2, Instruction for use

Note: The following product designation may be used further in this document:

The gioves

The product

2. INFORMATION ABOUT THE PRODUCER, MANUFACTURER, AND PLACE OF
MANUFACTURE OF THE MEDICAL DEVICE

2.1. Producer

Blue Sail Medical Co., Ltd,, No.21, Qingtian Road, Qilu Chemical Industrial Park, 255414 Zibo,
Shandong Province, PEOPLE'S REPUBLIC OF CHINA.

2.2. Designer

Blue Sail Medical Co., Ltd., No.21, Qingtian Road, Qilu Chemical Industrial Park, 255414 Zibo,
Shandong Province, PEOPLE'S REPUBLIC OF CHINA.

2.3. Place of manafacture

Blue Sail Medical Co., Ltd., No.21, Qingtian Road, Qilu Chemical Industrial Park, 255414 Zibo,
Shandong Province, PEOPLE'S REPUBLIC OF CHINA.

3. PURPOSE, INDICATIONS, SCOPE OF THE MEDICAL DEVICE
3.1. Purpose of the medical device
The product is intended to be used as a two-way barrier to protect the hands of medical personnel from
various contamination during medical research, diagnostic and therapeutic procedures, as well as to
prevent cross-infection of patients and staff,
The gloves are intended for medical personnel, patients and visitors in inpatient, outpatient medical
and preventive institutions, polyclinic conditions, public organizations and other social institutions, as
well as at home.
3.2. Scope of a medical device
Inpatient, outpatient medical and preventive institutions, polyclinics, public organizations and other
social institutions, as well as at home.
3.3. Indications for use
The product is for single use individual protection of the skin of the hands during medical research,
giagnqsﬁcmdmmpeuﬁcmmedmummdumprmwmepaﬁMmdmedicdwm&ommumﬂ
infection.
3.4, Contraindications:
Individual intolerance (hypersensitivity to the components of the product).
The residual risks associated with the use of & medical device after the realization of measures to
minimize the risk are small in comparison with the benefits of using the product.
The residual rigks are acceptable for the following hazards:
- non-compliance with the rules and established conditions of storage, transportation or operation;
- re-use of an already used product;
- use of the product after the end of its service life;
- violation of the established procedure for the disposal of used products;
- inattentive reading of the instructions for use;
- deliberate violation of the established order of application;
- insufficiently informative and accessible instructions for the use of the product;
- rupture of the product during sharp manipulations during putting on and operation as a result of
excessively strong impact on the product of the consumer;
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- manufacturing defects.

3.5. Possible side effects:

Allergic reactions to certain components of gloves are possible on the skin of people who are prone to
allergic reactions, especially against the background of increased sweating.

4. DIRECTION FOR USE

1. Open the group package of gloves, remove ane pair of gloves/

ATTENTION! Do not use the product if mechanical damage, ruptures, contamination is detected.

2. Consistently put the gloves on first on one hand, then on the other hand.

3. At the end of the application, grasp the glove at the base of the palm with the fingers of the other
hand. Pull off the glove and hold it with the other hand. Place the fingers of your free hand in the cuff
of the glove on the other hand and pull it off in the same way as the first. After turning the glove inside
out, use it as a cover for another glove,

4, After use, dispose of in a Class B waste container.

5. SAFETY PRECAUTIONS

L. Nails should be cut short and neatly. The use of artificial nails is not allowed.

2. Jewelery and watches should be removed when gloves are used.

3. Gloves are intended solely for one-time use in medical research, diagnostic and therapeutic
procedures in order to protect the patient end researcher from mutual infection.

4, Re-use of used gloves is not allowed.

5. Processing with alcohol-containing and eggressive chemical solutions is prohibited, because
these solutions destroy the protective layer of gloves.

6. It is not allowed to use the same pair of gloves when moving from one patient to another or
when moving from one manipulation to another.

7. Shouldn't use gloves in the following cases:

- after detecting a visible defect;

- after a possible or really occurred puncture;

- if the glove begins to swell, stretch, stick, or Joosely sits on the hand.

8. The time of operation (application) of the gloves should not exceed 2-3 hours.

9. Immediately discontinue use if reactions are suspected. Discontinue use if reddening or irritation
occurs and have a consultation with medical specialist.

6. DESCRIPTION OF MEDICAL DEVICE

The constant characteristics of gloves are the following:

material of manufacture: synthetic nitrile rubber;

repeatability: single-use;

extemal surface: textured;

internal surface processing: powder-free;

cuff design: with a roller on the edge;

form: non-anatomical, universal for both hands

The varieties characteristics of gloves are the following::
o color: black, white, blue, blue purple, cobalt blue;
o size: XS/ S/M/L/ XL
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7. DESCRIPTION OF THE MANUFACTURE MATERIALS

The gloves are made of a composite material consisting of a base material and auxiliary additives.
The composition of the manufacture material is shown in Table 1.

Table 1. Composition of the manufacture material

Concentration
Name of the material (by welght%) Function
Synthetic Nitrile Latex KNL830 96,98% The basis of the composite material
Zinc oxide 0,51% Activator
Lump sulfur 0,51% Substance forming cross-links
Titanium dioxide 0,81% F‘“‘“”s agent |
Zinc Dibutyl Dithiocarbamate 0,34% antioxidant
Powder of oxidation

The bottled reaction product of p- 0.26% additive

cresol and dicyclopentadiene *

Potassium hydroxide 0,56% W&iﬁw
The plgments used for gloves are 0,04%
F blue: plgmentNBR-OOS
[For white: pigment NBR-001
For black: pigment NBR Black 7
For biue purple: pigment NBR
- Coagulant

The main material of the product: synthetic nitrile latex KNL830 - hypoallergenic polymer rubber
material. It does not leak moisture and provides increased protection from splashes of acids, alkalis,
oils and other aggressive substances. it does not contain heavy metals that can harm hvanan health.
The remaining componemts: zinc oxide, sulfur, titanium dioxide, accelerating additives, antioxidant,
potassium hydroxide and pigments, calcium stearate are non-toxic, do not contain heavy metals that
can harm human health.

The product does not contain medicines, materials of animal or human origin,

Type of contact with the human body: The product has short-term contact with intact skin and
mucous membranes of the human body..
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1. Thickness mneasurement location

Distance: mm
AND 13+/13
B 33+-5

C 48 +/- 9, (note 1)
Note 1: Distance C defines the approximate center of the palm
relative to the size of the gloves.

2. Length measureinont locatica

Distance: __mm

D From the tip of the
second finger to the
outer edge of the cuff’

3. Width messurement location

Distance: mm

E Measured st the lovel
between the base of the

index finger and thumb.

The main sizes of gloves are shown in Table 2.

Table 2. Glove sizes

The size | Width *Length, mm “'I‘hxcknessacoord:ggwthedmmng,nmlmthan,mm
mm not less Cuff Palm Finger

XS <80 220

S 80£10 220

M 95410 230

T 110£10__ | 230 0.08 0,11 0,11

XL 2110, =m0 | 230

Be 130

* maximum permissible length (regardiess of size) not more than 270 mm

** maximum allowable thickness (cuff, palm and finger) not more than 2.0 mm

Gloves with a round roller on the edge of the cuff, roller diameter no more than 2.5 mm.
The strength characteristics of the gloves are presented in Table 3.

Table 3. Strength characteristics

Characteristic Value
| Breaking force to accelerated aging, N, not less 70
, ion at break to accelerated aging, %, not less 500
Breaking force after 3 months from the date of manufacture, N, not 6,0
less
Elongation at break after 3 months from the date of manufacture, %, 400
not less
force after accelerated aging, N, not less 6,0
| Elongation at break after accelerated aging, %, not less 400

Powder-free gloves have a residual amount of dusting agent < 2.0 mg per glove in accordance with EN
455-3.
Gloves are airtight , level of quality of tightness (AQL) no more than 1,5
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The weight of one glove is not more than 10 g (for all sizes)

9. COMPLETENESS OF DELIVERY
The scope of delivery of gioves should include:

- gloves of the same color and size in a group/transport package;
- instructions for use.

10. LABELING AND PACKAGING OF THE PRODUCT.
10.1. Description of the marking
Marking on consumer packaging of gloves contains;
- name of the product;
- symbol “Producer”, name and location of the producer;
- location of the place of manufacture;
-the name, location of the authorized representative of the producer;
- symbol “Don’t contain natural rubber latex™ and the inscription: “Does not contain natural rubber
latex”;
- symbol and the inscription: “The product is non-sterile”;
- symbol " Don’t re-use " and the inscription: " Don’t re-use! Disposable gloves!»;
- symbol "Keep away of sunlight";
- symbol "Consult instructions for use”;
- symbols “Keep dry”; “Temperature limit™;
- symbol “Don’t use if package is damaged”;
- the number and date of registration certificate;
- reference to standard GOST R 52239-2004;
- symbol “Catalogue numbes” and catalogue number;
- symbol “Batch code” and batch code;
- symbol «Date of manufacture» and the date (month, year) of manufacture;
- symbol « Use by date » and the expiration date (month, year);
-size and quantity of gloves;
-information on the color of the gloves;
= barcode (if available);
-information about the conditions of storage.
10.2. Description of symbols
Table 4. Symbols used in i

Symbol Title of symbol
od W
@ Date of manufacture
L ve J/ e Temperature limit
| {Consult instructions for use
A Non-sterile
@ Don’t re-use
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10.3. Packaging:

One consumer package contains 50 pieces (25 pairs) or 100 pieces (50 pairs) of gloves.
Material of manufacture of consumer packaging: coated double-layer cardboard.

Dimensions of a consumer cardboard box (Length x Width x Height, mm, + 10 mm): 250x130x80.
Package weight with gloves (50 pieces): no more than 500 g (regardless of the version) Package
weight with gloves (100 pieces): no more than 1000 g (regardless of the version).

The box allows you to maintain the quality of gloves during transportation and storage.

One transport package contains 10 consumer packages.

Material of manufacture of transport packaging: goffered cardboard.

Dimensions of the transport cardboard box (Length x Width x Height, + 10 mm.,): 500x300x400.
Package weight, gross: no more than 10.0 kg.

11. DISPOSAL REQUIREMENTS

The used product may pose an infectious, microbial, or environmental hazard due to possible infection
with infectious agents: viruses, bacteria, and microbial-infested biological fluids. The products used
for their intended purpose are disposed of in accordance with the requirements of SanPiN 2.1.3684-21
for medical waste of class B.

Unused products with an expired shelf life are disposed of as medical waste of class A according to
SanPiN 2.1.3684-21. The products are recyclable for secondary use. The rules of delivery and
processing should be clarified with the regional processors of recyclable materials.

The used product at home is disposed of as ordinary solid household waste after packaging into plastic
bag according to SanPiN 2.1.3684-21 in accordance with the territorial waste management scheme.

12, REQUIREMENTS FOR TRANSPORTATION, STORAGE AND OPERATING
CONDITIONS

12.1. Transportation conditions

Products must be transported only in packaging by all types of closed vehicles and according to the
rules of cargo transportation applicable to each type of transport. Temperature during transportation -
from-50 ° C to +50 ° C. Relative humidity: up to 80%.

After transportation at sub-zero temperatures, unpack, having stood for 2 hours at room temperature,
12.2. Storage conditions

The products must be stored in dry, ventilated storage areas, protected from direct sunlight and
atmospheric influences, and located at a distance of at least 1 m from heating devices.
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The storage temperature of the products should be from +5 © C to 40 ° C. Relative humidity: up to

80%

12.3. Operating conditions
The product must be operated at a temperature of +10 ° C to +35 ° C and a relative humidity of up to

80%.

13. REQUIREMENTS FOR CLEANING, DISINFECTION AND STERILIZATION
The products are delivered in a non-sterile form and are not subject to cleaning, sterilization and
disinfecti

14. MAINTENANCE
Gloves are for single use products and are not subject to maintenance.

15. LIST OF ACCESSORIES
Product is supplied without accessories.

16, PRODUCER'S WARRANTY

The product is designed, manufactured, tested and packaged in compliance with all standards,

The company provides a warranty for this product until the expiration date, provided that its packaging
is not broken, opened or damaged.

The producer guarantees that the product meets all the requirements of the technical docxrmentation,
subject to the conditions of use, transportation and storage.

Warranty period of storage of gloves is 5 years from the date of manufacture.

17. INTERNATIONAL STANDARDS USED IN PRODUCTION

COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993 on medical devices, Medical Device
Directive (MDD) Directive 2007/47.

ISO 15223-1, Medical devices - Symbols to be used with medical device labels, labelling and
mfomanonwbesupphed Part 1; General requirements

ISO 13485, Medical devices - Quality management systems - Requirements for regulatory

purposes

ISO 14971, Medical devices - Application of risk management to medical devices

ASTM D 6319-05Standard specification for nitrile examination gloves for medical application
ISO 10993-1-2011 Medical devices. Biological evaluation of medical devices, Part 1.
Evaluation and testing

ISO 10993-5, Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity
ISO 10993-10, Biological evaluation of medical devices - Part 10: Tests for irritation and skin
EN 455-1, Medical gloves for single use - Part 1: Requirements and testing for freedom from
holes

EN 455-2, Medical gloves for single use - Part 2: Requirements and testing for physical
properties

EN 455-3, Medical gloves for single use - Part 3: Requirements and testing for biological
evaluation

EN 455-4, Medical gloves for single use - Part 4: Requirements and testing for shelf life
determination
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18. COMPLAINT

Complaints are subject to:

-MﬁimmmmwmmWﬁmdmhmbﬁm

warranty peri
mmmmpmofmmmmmmmmmm

requirements of the accompanying documentation.

- information about side effects and adverse events during the use of gloves

No complaints are made:

- after the expiration of the warranty period for the product;

- if the detected defects were the result of non-compliance by the consumer with the

conditions and rules of use, storage and transportation.

Complaints should be sent to the address of the authorized representative of the producer in the

territory of the Russian Federation, LLC «TDE».

19. AUTHORIZED REPRESENTATIVE OF THE PRODUCER IN THE RUSSIAN

FEDERATION
LIMITED LIABILITY COMPANY «Torgoviy Dom EVRASIA» (LLC «TDE»), 125080, Moscow,

Volokolamsk road, 2, floor 23, apt. L, room 6
tel.: +7 (495) 744 32 82; e-mail: info@mediok.ru
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Ilepeeod c anzruiicko20 ¥ KUMAiCKO20 AIHKOS HA PYCCKULE AIbIX

CEPTHO®HKAT

Krratickail xoMHTET cozelicTBHS Pa3BHTHIO ME&XIYHAPOAHOMH TOProBiau

Kamaiicknii koMHETeT conelicTBHR PAIBHTHIO MEXAYHApoaHol ToproBan

Toproso-npoMuinuienHas nanata Karas
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{Ha Granxe Rumaiickozo xomumema coOelicmsun passumuio Mexcoynapoonot mop2oert)

00552193

Kuraiickuit koMareT conelicTBHS pa3BHTHIO MEKIYHAPONHOI TOProBan
(CCPIT)

Toproso-npoMeimienaas najara Knras
[OR-x00)

CEPTH®HKAT Ne 213700B2/004521

HACTOSAIIIAM CBHAETEJBCTBYETCH, UTO nevats KOMIAHHAH
«BJIIO CERJI MEHKAJI KO., JTA.» (BLUE SAIL MEDICAL CO.,
LTD.) na npunaraemom JOKYMEHTE aBiaserca noaIHHHEOH,

[Bxaetixa ¢ mucnenoii nevamsio:
Kuralicxuit xoMuTeT COABHCTENA PAIBATHIO MEARIYHAPOHOH TOProBITH
Cepruduxauns CCPIT. 7]
(Tevamy:
Kuraiicxudi xoMuTeT cConeHcTBiI PaIBETHIO MEKAYHAPOIHOR TOProBnH
Cepruduxarus CCPIT, 7]

Krraficxnli xomurer cogeficTang passuTiio MeyHapoHOH TOProBK
{Toonucy!

TToxnecs ynomaoMogerRROro nuua: XaH lans Bat (Wei Shanshan)
Jara: 29 oxraGps 2021 r.

BeG-cafiT ans mpopepkn cepTRdiKaTa; hitp://www.rzecpit.com/validate.htm]
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romun koMuaruy «Bmo Calin Memuxam (bluesailt)] | No. JFU_MDD _ Nitrile Gloves 1,1
Bemymeso: 11.10.2021  °

HHCTPYKIIMS IO NIPUMEHEHHIO

IlepuaTku JUArHOCTHIECKAE CMOTPOBEIE HHTPHIOBEIE HEOITY APEHHEIE
TEKCTYPHPOBAHHEIE HECTEPHIILHAIE OJHOPA30BEIE

«Onobpeson

«bmo Catin Memaxai, Ko., JItn» (Blue Sail Medical Co., Ltd.)

Menemxep oTaelna koBTpo kauecTsa: Pobur Jho (Robin Liu)

/nommcey/

[Mleuars: «bimo Catin Memakan, Ko., JIta.» (Blue Sail Medical Co., Ltd.)]
IlItamn «*Bimo Catin Meguxan, Ko., JITz.*» (*Blue Sail Medical Co., Ltd.*)

«bmo Critn Megaxan, Ko., JIta» (Blue Sail Medical Co., Ltd.),

255414, KHP, nposuamus [lassayn, L[3n60, Xammaecxuit ITpomeamnenmsit Iapk [uny, [inataes
Poyn, 21 (No.21, Qingtian Road, Qilu Chemical Industrial Park,

255414 Zibo, Shandong Province, PEOPLE'S REPUBLIC OF CHINA),

Ten.: +86 0533 7871098; anexTponnas nogra: info@bluesail.cn

Pepaxnusa 1.1
Brmymeno: 11.10.2021

[QR-xox: mpunoxemre CamScanner]
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HAAMEHOBAHHME METHITHHCKOTO H3AE.JIAA:

dlepIaTKn AHATHOCTHYECKEE CMOTPOBbIC HATPRJIOBHIE HOOLYAPEHHELIE TEKCTYPHAPOBANHEIE
HeCTePRALHbIC OAHOPAIOBLIE

«llepuaTkR JHAHOCTHYCCKAC CMOTPORKE HETPRJIOBHIC HEOYAPCHHEE TERCTYPEPOBRHEHC
HCCTCPRIBHEE OIHOP&30BEIE» B COCTABE:

1, IlepuaTKe EArEOCTHYECKHE CMOTPOBEIE HETPRJIOBEIC HEOIYAPCHERC TCKCTYPEPOBAHNEIC
HECTCPIIBHRE OAHOPA30BHe, pasMep XS/ 8/ M/ L/ XL

2. BecTpyxums no IpAMEECHAIO,
Hpumeuanue: Jlanee no mexcmy nacmosuje20 O0KYMenma OONYCKGEMCR UCNOALIOSANts Credyloujee
0Do3HaYenue USOLNUR!
{epuamxu

Hsdeaue

2. CBEAEHHA O PAIPABOTYHKE, MPOHIBOTHTEJIE, MECTE ITIPOM3IBOJCTBA
MEJHITHHCKOI'O H3AEAAA

2.1. lIpompoETENS

Bmo Colin Memaxan, Ko., JIta. («Blue Sail Medical Co., Ltd.»), 255414, KHP, nposuammas
Wausxys, I3mto, xaMaseckuli opoMsmuicHENt napk Ilany, [aaraas Poyn, 21, (No.21, Qingtian
Road, Qilu Chemical Industrial Park, 255414 Zibo, Shandong Province, PEOPLE'S REPUBLIC OF
CHINA)

2.2. Paspaboranx

Bmo Coftn Memukan, Ko., Jita. («Blue Sail Medical Co., Ltd.»), 255414, KHP, mpoBamEIHA
Ileassays, [{3u60, xaMaecka npoMsmuierHEd napx Iary, Iiaarsas Poyz, 21, (No.21, Qingtian
Road, Qilu Chemical Industrial Park, 255414 Zibo, Shmdong Province, PEOPLE'S REPUBLIC OF
CHINA)

2.3. MecTo nposasBoacTBa

bmo Caiin Memuxai, Ko., Jitn, («Blue Sail Medical Co., Ltd.»), 255414, KHP, nposammas [aasays,
36160, xeMuaeckuit npoMumnersent napk [{eny, Iursee Poyn, 21, (No.21, Qingtian Road, Qilu
Chemical Industrial Park, 255414 Zibo, Shandong Province, PEOPLE'S REPUBLIC OF CHINA)

3. HASHAYEHHE, IOKA3ZAHHAA H OBJIACTS IPEMEHEHHASA MEHITHHCKOI'O
H3TEIAA

3.1, HaaHATeHNE MEXHIUBCKOT0 H3ACIHS

IepvaTry npeEasHavCHN JIA HCIOAB30BAHAS B KAYCCTBE ABYXCTOPOHEEC Gaphepa I 3aIMATH PYK
MCIHOHHCKOTO NEPCOHANA OT pAuTHOH KOHTAMHHAUMH IpH OPOPCOCHHR METHIAHCKMX
HCCICHOBAHHIY, RRATHOCTERCCKAX H TEPANEBTHUCCKHX MNPONEAYP, 8 Takike NpSAYDpeKACHHE
TIEPEKPECTHOTO 3apaXKeHAN NANHUESHTOB ¥ IEPCOHATA.

Tepuarke DpemHASEAYEHH [UIA. MONEIMHCKOTC NEPCOHANI, DAOMEHTOB U DOCeTHTCNCl =
CTANAOHAPHEX, aMOYNATOPHEX JCUcOHO-IPOPHANAKTAYECKAX YUPEKNCHHAX, ROJEKIHHARCCKHX
YCIOBHAX, OOMCCTBCHHEIX Opragm3alEsiX H JPYTEX CONHANBERX YYPSKIOCHHSX, & TaKke
NONB30BATENCH B AOMAIHAX YCIOBHAX.

3.2. O6nacs npaMenenuy

CranmonaprEle, aM0ynaTOpHO-IOJTHKIHEAYECKAS ® Je9e0H0 - NpodHIAKTHIECKHE YIpPEKACHHS,
NOTMIUIMHERE, OOINECTBCHHRC OPraHH3AME H APYTHC CONMANBEGIC YIPCEACHHY, & TAKKE B
HAOMAITHAX YCIOBHAX,

3.3, Iloxa3auHE k NPHMMEHCHNIO
mnmewmmmomommmmmw&moﬁmmmpyxm
BpeMY MCMAUWHCKAX HCCHCAOBAHEMN, NHATHOCTHYCCKHX H TCPANCBTHYCCKHX HOPOREAYP © NSIBIO
SANATH DANEEETE B MeNUITHECKOro pabOTHHKA OT B3AHMEOTO 3apaxeHEx.

3.4. lIporamonoxalamau:

HEpapayansHas HeNCPEHOCAMOCTD (IOBRINCHESS TYBCTBHT&IHLHOCTE K KOMIIOHCHTAM B3NENHI).
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ATOYHbIE PUCKW, CBA3aHHblEe C MPUMEHEHVWEM MeAWULUWMHCKOro W3fAenus, Masbl N0 CPaBHEHWUIO C
MoMb3o OT nNpUMeHeHUs u3gennsa. OCTaTOYHble PUCKWU MNpUeMSIeEMbl ANS Chefylownux BUAOB
OnacHoCTel:
Heco6/l0leHNe NpaBW/l WM YCTAHOB/IEHHbIX YCNOBUI XpaHeHWs, TPaHCMOPTUPOBAHUA WK
aKcnnyaraymm;
MOBTOPHOE NPUMEHEHMWE Y>KE UCMOJIb30BAHHOI0 U3JeNns;
MCNOJIb30BaHVEe U3LEeNNA NOC/Ee NCTeYEeHUS CPOKa 3KCNyaTalum;
HapyLleHne YCTaHOBNEHHOM0 NOPsAAKa YTUIN3aLMN UCNONb30BAHHbIX U3LENNN;
HEeBHMMAaTe/IbHOE 03HAKOMJIEHWE C UHCTPYKLMER NO MPUMEHEHWIO;
CO3HaTe/IbHOE HapyLUEeHWe YCTaHOBNEHHOTO NOPAAKA NMPUMEHEHNS;
Hef0CTaTOYHO MH(OPMATUBHASA W LOCTYMNHAA MHCTPYKLMA MO NPUMEHEHUIO U3AENUS;
paspbiB U3LENNa NpU Pes3kUX MaHunynaumnax npu HagesaHWW W 3KCnyaTauuun B pesynbrarte
U3NWNLWe CUNbHOTO BO3AENCTBUA Ha U3fenve noTpebuTens;
NPOW3BOACTBEHHbIN GpaK.
3.5. B03MOXHbIe N0O60YHbIE 3INPEKTHI:
B0O3MOXHbI annepruyeckune peakLmm Ha oTAe/lbHble KOMMOHEHTbI U3LeNNA Ha KOXe N0fei, CKNOHHbIX
K annepruyeckumM peakymsm, oco6eHHO Ha (POHE NOBbILIEHHOT0 NOTOOTAE/NEHNUS.

4. CNMNOCOB NMPNMEHEHWNA

1. BCKpbITb FPYMnoByto yNakoBKy NnepyaTtok, U3B/eYb OfHY napy nepyartok.

BHUMAHWE! He wcnonb3oBaTb wu3genne npu 06GHapY>XXeHUU MeXaHUYecKUX MNOBPEeXAeHU,
pa3pbIBOB, 3arpsi3HEHNIA.

2. [MocneposaTtenbHO HafeTb NepUaTKM CHavasa Ha O4HY, 3aTeM Ha LPYTYIO PYKY.

3. Mo OKOHYaHWW NPUMeHeHNs B3ATLCA 3a NepyaTky B 06/1aCTM OCHOBaHMA NafjoHK NanbLaMun apyroin
pyku. CTAHYTb Nepyatky W yAepXxuBaTb ee APYroi pykoi. MomecTuTb nanblbl CBOGOLHOW pPyKW B
MaHXeTy nepyaTKM Ha [JPYyroin pyke W CTAHYTb €€ aHaNorMyHo MepBOi. BbiBepHYB nepyartky
Hau3HaHKY, UCNO/Ib30BaTh ee B Ka4ecTBe Yexsa AN ApYro nepyarku.

4. Mocne Mcnosib30BaHNA YTUIN3MPOBATL B KOHTEMHEpP AN1A 0TX0A0B Knacca b.

5. MEPbBI MPEAOCTOPOXHOCTWU

1. Hortm [o/mKHbl ObiTb KOPOTKO WM aKKYpaTHO MOACTPMIXKEHbI. Crnonb30BaHWE WCKYCCTBEHHbIX
HOrTel He [onyCcKaeTcs.

2. KOBenMpHbIE U3AeNNA 1 Yackl CiefyeT CHUMaTh Npu NCNONb30BaHNK NepyaTok.

3. MepyaTkn npegHasHayeHbl UCKNHOYUTENLHO A1 OLHOPA30BOr0 MCMO/b30BaHUSA B MEAULMHCKUX
nccnefoBaHMAX, AMArHOCTUYECKUX W TepaneBTUYEeCKUX npouefypax C Lenbi 3aluTbl nauueHTa u
uccnefoBaTens 0T B3aMMHOI0 3apaXKeHus.

4. MoBTOPHOE NPYMEHEHME UCMONb30BaHHbIX NEPYATOK He JOMYyCKaeTCs.

5. O6paboTka cnupToCOoAepXawMMmM U arpecCMBHbLIMU XUMUYECKUMU pacTBOpaMun 3anpelleHa, Tak
KaK 3TV pacTBOPbI pa3pyLLatoT 3aLMTHbIA CNOW NepyaTok.

6. He ucnonb3osatb OA4HY U Ty Xe napy Nepyatok rrpy nepexofe oT O4HOro narwieHTa K 4pyromy mnm
npu nepexoge OT OJHOW MaHUNYNALUMN K APYTONA.

7. He ucnonb3oBaThb NepyaTkun B CefyIOLWMX cayYanx:

- nocne o6Hapy>XeHNs BUAMMOTO Le(eKTa;

- NOCNe BO3MOXHOI0 UKW AeCTBUTENbHO NPOU3O0LLEALLEro NMPOKosa;

- €CNIN MepyaTKa HaunmHaeT HabyxaTb, pacTArneaTbCs, NpUAMNaeT A CBOOOLHO CUAUT Ha PYKe.

8. Bpems akcnnyatayuu (NpMMeHeHWs) nepyaTok He LO/KHO npesBbnnaTh 2-3 yaca.

9. IMpu BO3HWKHOBEHUW HEMPUATHBIX OrUYLLEeHWA, annepruyeckux peaxuUunid, CBA3aHHbIX C
FTPUMEHEHNEM U3JeNniA, cnefyeT MNPeKpaTUTb WX WCMOMb30BaHWe W MNPOKOHCY/bTUPOBATLCA C
MeAULUHCKUM CMEeLManncTom.
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OIMCAHME METATTHHCKOI'O H3IEJINA

— OAHOPA30BOE HECTCPHABHOC H3JIC/He, KOTOPo: HE NIPOHYCKAST RIAry u obecnedfpaer
BOTPeSHTE/IO NOBEMICHRYIO 3AMMTY OT GpLIST KHCJIOT, IIEMONCH, MAcen H APYTHX ArpecCHBHBIX
BCINECTB.

Ilepuatkn UMEIOT CEAYIONME TOCTONSHHEIE XAPAKTPHCTHKH:

MATEpHAN HPOU3BOACTBA: CHETCTHYECKHI HETPANOBEIE KaydTyk;

KP&THOCT IPEMCHEHHS: OZHOPA3OBHE;

BHCITHES MOBEPXEOCTS: TeKCTYPHPOBAEHKE (B 00/IACTE NATLLCB);

o6paboTRa BHYTpeHEEH TOBEPXHOCTH: ESOMyAPSHHEE;

HCIOJIECHAS MAHKETH ¢ BATAKOM IIO KPalo;
e (opMa: HeaHATOMATECKAR, YHEBEPCATbHAY JUIx 06enX pyK.

IlepeMeHHRIC XApAKTCPHCTAKH B 3ABECEMOCTH 0T IBETOBOTC MCMIO/IHEHAS H pasMepa:
e IBETOBOC HCHONHCHRAE: GHONeTOBRI, Gentil, gepanil, cupeReBnilt, CuHmuit;
¢ pasmep: XS, S, M, L, XL.

7. MATEPHAJIBI H3I'OTOBJIEHHA METHITNHCKOIO H3AETHA:

INepuaTiy HIrOTORNCHE B3 KOMMNO3HIMORHOTO MATEPHANTA, COCTONIEr0 A3 OCHOBHOIO MATEPHANS H
BemoMoraTebHEX Nobasok. CocTap KOMIOZAMORHOIO MATEPHANA NpEcTaR/IeH b rabmane 1.
Tabymna 1. CocTas KOMITOSHITMOEHOI'O MATEPHANA B3rOTOBNCHHES

Konusatpanns Marepuana s
HanMoHOBARNS MATEPHANS ofimeli xomnmossuuM Oysuxnun
{no pecy %)
Cm“lgm'm;gg’w JHATERE 96, 08% OCHOBA ROMIIOAHIEOHEOTO MATEPRANR
Oxcan IHHKS 0,31% AKTHBETOD
Cepa P.51% caxsa e
LBOoKCHX THTAHD 0,81% OrGeausaioniee CPEACTIO
Topomox XuGyrmuremoxapbamar p,34% ABTROXCHZAHT. [IOARRNCHEE OXBCICHEN
BymanmposansLIil NPOAYKT Peaxman CKopAEOmAN XOGABRA
IFKP&30Ma B XHIHXIONSHTANRCHR p26% |Y
TBAPOXCI RANHES p,56% [V cxopmomms xoGanxa
RCTIOML3yeMEIC JIIS 0,04%
YRA3NHL! HEKE;
@ CHREero mpeTa: marMenT NBR-
Genoro mpema: marmert NBR-
1
gepioro nsera: mirMesT NBR
lack 7
QHONETOBOrO UNETA: LETMOHT
R BLUE 7212
CHPEeHCROro mBeTA: MATMERT
MED-COMFORT BLUE 7214
CTEApATa KANBIHS - Koarynsur

OcaoBHOI! MaTepRAn H3eNRS: CEHTeTEYecKRY AurpmisaEl rarexe KNL830 - remoanneprennniit
DOMMMEpHEIE KayqyROBEIE MaTepuan, OB HE OponyckaeT BiAry B ofccnednBacT DOBLINICARYIO
38IDHTY OT OPBIar KHCHOT, Telogel, Macen H APYTHEX arpecCABHEX bemecrs, OH He COACPEAT
TARSTHX METAIIOR, KOTOPHC MOTYT HAHCCTHE BPEX 3AO0POBbIO YSIIOBCKA.

OCTabERE KOMIOHGHTH: OKCHA IAHKA, CESpa, ABYOKHCh THTaHA, ycKopsmiomme XobaBkm,
S8HTHOKCHIAHT, TAAPOKCH]] K&/IMN ¥ IMHATMEHTE], CT¢apaT KANBIEA — HC TOKCHYHH, HE COXEpXKaT
TOKETHE MCTAUIE, KOTOPHIC MOT'YT HARECTH BPEJl 3A0POBEIO YCIOBSKA,
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KONTRKTA ¢ OPrRHA3MOM YE/I0BEKR: KPATKOBPEMCHHEIE KOHTAKT ¢ HEIOBPEKACHHLIMA
KOXHEIMH IOKPOBAMH B CIIM3ACTHIMA 000JI0IKAMH.

1. MecTo M3MepeRES TOMIHH
Pactoanwe: MM
A 13+/13
B 33+/.5
c 48+/-9,
(npeEmevasue 1)

TIpamenarme 1: Paccrosmee C onpenenser nprémOuTensREN DeHT)
NANOHA OTHOCHTENLEO PAMEPA HEPIATOK

2, MecTo maMepeEHS JVIRERL
PacTogHue: MM
D Ot xoE9HEKA BTOPOro

DANBIA K0 BAPYXKROIO
KDax MARKeTH

MM
Hsmepaerca Ha yposae
MEXIY OCHOBAHICM
YXESATOABLHOTO B
GoNEImOro HDAMLIES.

3, MecTo HIMEpeBERS MBPRRL
Pacronmue:

(o1}

OcHOBHEE PaIMEPH NEPIATOK NPESACTARICHH B Tabmane 2.
Tabmuoa 2. PasMeprr nepuaTox

Pasmep | Illmpmma, | *IJmama, MM | **TommaEa COTNACHO PHCYHKY, HE MEHEE, MM
MM HE MCHES Mamxera JlaaoHL TTaren
XS <80 220
S 80+10 220
M 95+10 230
T 1010 1230 0,08 0,11 0,11
XL 2110, mo | 230
ge 130

*MaKCEMAILEO JONYCTHMAR JUINHA (He3aBECHMO OT pa3Mepa) He Gonee 270 MM

** MaKCHMaNbHAS NOMYCTHMAS TOINUMHES (MamxeTa, IANOHD H naten) e Gonee 2.0 Mm

Banmuk nepIaTKy Ha KParo MAHKETH JO/DKeH OBITh KPYT/IOTO CCUCHEN, aamerTp Be Gonee 2,5 MM
IIpouEOCTHEIE XapaXTepPHCTHKH IepIaTOK MpeACTABICHE B Tabimne 3.

Ta6mana 3. IIposHOCTHRE XAPAKTEPACTHKA

XepaxTepracTHRA 3uagenne
Ycunme npE paspiine 10 YeROpeRHOTO cTapennd, H, Be Menee 7,0
V) IMECHAE OPR Pa3pHbe 0 YCKOPEHHOIO CTApeHuA, %, He MEHES 500
VCHIEe OIPH paspeBe OOCHIEe 3 MECATISB C RATRI H3rOTORNCHNS, H, 5e 6,0
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WIMHECHAS OpH PasphiBe HOCHe 3 MECINEB ¢ AATH H3NOTOB/ICHAS, 400 -
HE McHee '

Ycanme npH paspiiBe HOCJIC YCKOPSHHOTO crapennd, H, He MeHee 6,0
[Ymmneme OpH paspeBe NOCIE YCKOPEHHONO CTapeEHs, %, He 400
MCHEE

HeonyApeHHEIC NEPYATKE AMEIOT OCTETOUHOE KOSHYECCTBO Oy APHBAIOMEro BemecTsa < 2,0 MT Ra
HCpPYIATKY B COOTBETCTBHH ¢O cTaHAapToM EN 455-3.

TMepuarka KoMEHE! GRTH NrepMETHYHEL, YPOBCHD KadecTRa repMeTEiHOCTE (AQL) Be Goxee 1,5
Macca omHol nepuatku Be Gonee 10 r (e Beex pasMepos)

9. KOMILIEKTHOCTD IOCTABKHM

B KOMIUIEKT NOCTABKA MEPIATOK JODKHO BXOMHTS:

- IEPIATKA OAHOTO HBCTA M PA3MEpa B rPyIIIoBo/TpaAHCIIOPTHOM yIAKOBKE;
- HHCTPYKUAA [0 PHMCHOHHIO,

10. MAPKHPOBKA | YIIAKOBKA H3J1EJTHA.

10.1. OnHcaE@e MAPKEPOBKH

Mapxuposka noTpeSATENECKON YIIRKOBKE HEPFATOK COACPXHT CIEAYIOIYIO BEGOPMAITHIO;
- HAUMCHOBAHHC H3XCIIAL;

- cameon “TIporssomuTens”, RAEMCHOBAHHAS B aApec NPOHIBOAHTEIN;

= MECTO IPOH3BOACTBA;

-HAWMEHOBARHE H aIpeC YIOIEOMOYCHEHOr0 IPCACTABETEIIN;

- CHMBOJ B Bagmuch “He conepxmT HaTypansanit Jarexe™;

- ceMpol “HecTeprnsHO™ ¥ Rammuch: «H3genae HecTepHIbEON;

« ¢cEM30] «He Henomm3opaTk MOBTOPHO!» B Hazmmach: «Ilepuatkm ommopasossic! He mCHons3oBats
NOBTOPEO!»;

- cmvBon " He pomyckaTs Bo3aelicTeax colHeIHOIO CBETa ";

- campon " CM. UHCTpYRIHE 0 npHMeHERHIO ";

- cuMBONH “Bepeds ot Bnary”, “Temmepatypaudi muanazon™;

- cuMBon “He NpEMEHATE IPE NOBPEXACHAE YNAKOBKH;

- HOMeEp B aaTa PeracTpan@oHEOr0 YAOCTOBCPCHES,

- #aTTOCT P 52239-2004;

- cumBon “HoMep mo karanory” B KATAROXKHEDR HOMED;

caMpoa “Homep cepar (LOT)” # HOMep cepun nadpanm;

cEMBon «JlaTa DpOA3BOACTEAY H AATA IPONIBOMICTRA MAdpamMu (Mecst, MOR);
caMBOn « OfeHA KoY B AATa MudpamMu (Mecan, Iox);

pasMep H XOMHIECTBO NCPIATOK;

-AEGOPMAIIHS O MBETOBOM ACTIONECHEH NCIATOK;

- IITPEX-KOA (Up# HeOOXORHMOCTR);

-aRQopManns 06 YCIOBRIX XPaHCHHS.

10.2. Boamoxabie DpEMeHSeMbi¢ CHMBOJILI HA ITHKETKE:

Tabmema 4. CHMBOI, ECHOTL3YEMEIE B MAPKAPOBKE

CamBoa Onucansne
‘ TIPOR3BOXETEISE
@ Jlara mpoHE3BOACTBA
e I e TeMmepaTypEElE ARATAI0R
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ICm. MHCTpyRIEIO 10 OPHMCHSHHIO -

HecTepmiasHO

He IpAMCHATS OBTOPHO

Homep no xaTaory

Homep cepam (LOT)

[onen Ao

He npAMERATs OpH NOBPEXICHAE YIAKOBKE

He nonyckars BOSACKCTBAN COMHEUHOIO CBETA

bepeds o paran

He coaepamT HaTypansHEl naTekc

10.3, Ynakxonka

Onaa norpeSErenscras ynakoBka comepxaT 50 mTyk (25 nap) mma 100 mryx (50 nap) nepuaTok.
Matepaan H3roTORNCHAA NOTPEOATENECKOH YIAKOBKH: MENOBAHHEI! ABYXCHOMHEIE KAPTOH.
PasmepH noTpeGETeNBCKOH XapTomEOM KopoOkm ([mma x Ilwpmua x Bricora, MM~=10 MM):
250x130x80,

Bec ymaxosxa ¢ nepastkami (50 mrryx.): me Gonee 500 r (He3aBHECEMO OT BAPHAHTA HCIIOTHCHES)
Bec ynaxoexH ¢ nepzarkama (100 mTyx.): Be Gonee 1000 r (Re3aBACHMO OT BAPHARTA HCHONHEHHI).
Kopo6xa 110380/19€T COXPAHATH KA9ECTEO NEPUATOK IPH TPAHCIIOPTEPOBAHAR B XPAHCHHR,

Opna TpaHCIOpTHAS YNIaKoBKa conepAHT 10 HOTpeGHTEMECKAX YIAKOBOK.

Marepraan E3rOTORMCHAS TPARCIIOPTHON YIIAKORKH: rOQPOEAPTOH.

Paamepu TpaacnopTaOl Kaprorro# xopofxe (J{imna x Illapusa x BricoTa, £10 MM,): S500x300x400.
Bec ynakoska, Gpyrro: se 6onee 10,0 xr.

11. TPEBOBAHMS K YTHIM3AITHA
Hcenoms30BRHR0E H3feIRe BCICACTBHEE BOIMOXHOIO HR(GHOHpOBAHHE HH(PCKIEOHHEIMHE ATCHTAME:
BHpYCaMH, OCaKTepHAME, 33DANCEHEIME MEKpoOaME OHONOIEGCCKHMH XUJKOCTAME MOXET

NPEACTARNSTh HAEQGEKOIEOHHYIO, MEKPOOHYIO, 3KOJOTHYCCKYIO ONacHOCTh, MCnons3opaHERIC 1O
HA3HAYEHWIO HIENR YTHIHIEPYIOTCH B cooTBeTcTBHHE ¢ Tpebopanmmas CaslleH 2.1.3684-21 anz

MCTHIAECKAX OTXO0X0B Kracca b.

Hemcnons3opanHeic H3NEIHS ¢ HCTCKIIHM CPOKOM XPaNeHHWS YTHIH3HPYIOTCS KK MEIHIHHCKHES
oTxomst kmacca A mo CanmlluH 2.1.3684-21. Hanemns upurozssl  nepepalorke mng BTOPHIBOTO
Hemomb3osaEmd. IlpabEna coe R nepepaloTkE HEoOXOAMMO YTOMEATH Y PErHOHANBHBIX
1epepaboTIMKOB BIOPCHPHA.
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BAaHHOE H3ACIME B AOMAIIHHX YCOBRAX YTHIHIApYeTcs Kak oOnMHHE TBepamle ONTOBHIC
Tocne YmakoBky B mnactaxoshit maxer mo CamllmH 2.1.3684-21 B coorpercremE ¢

/reppaTopaanEEOE cXeMOl ofpamenns ¢ OTX0NAME.

12, YCJIOBHA TPAHCIIOPTHAPOBKH, XPAHEHHS H JKCILTY ATAIIHA

12.1. YcnopaS TPABCHOPTHEPOBKR

Hapgenns A0/DKRK TPAHCHOPTEPOBATHCA TONBKO B YHAKORKS BCEMH BHNAME 38KPHTHX TPAHCIOPTHERIX
CPeJICTB H 0O IPABHJIAN NICPEBO3KH IPY30B, ACHCTBYIONIEME HA KEKAOM BHAS TPRHCIOPTA.
TeamepaTypa DpH TPAECTOPTEPOBAHEE — 0T ~-50°C 0 +50°C, OTHOCHTENBHAS BIAKROCTE BOSAYXA: IO
80%. Tlocne TPAECTIOPTHPOBKE NpY MAHYCOBRIX TEMIEparypax OCTaBATL Ha 2 4aca UPH KOMHATHOR

TeMTIepaTYe.
12.2. YenosHsa SpadeHns
Hsnenas AOMXHE XPaHATHCA B CYXHEX HPOBETPHEBAGMBIX CXIANCKAX HOMCIIeHRSX, OHTH 3aIMMIIeHKN

OT OpAMEIX CONHEYHEIX yqel B armocdepHEIX Bo3nelCTRAA B HEXONHTLCH BA PACCTONHEH HE MCHEE
1M oT oTomMTEeIsHEYX NPAGOPOB.

Temueparypa xpaneREs m3genmit nomsra Owte oT +5°C mo +40°C. OrHOCHTCNLHEZS RIAXKHOCTD
Bo3xyxa: 1o 80%.

12.3. YcnoBAS SKCILTY A TIHE

Hanenne ROMKHO 3SKCINYATHPOBATHCA HmpHE Temmeparype oT +10°C xo +35°C m orHOCHTSILHOH
BIAXHOCTH BO3AyXa 10 80%.

13. TPEBOBAHHA OTHCTKH, AE3HHO®EKIMHA H CTEPHJIH3AIAA
Hanemse mocTaiseTcs HECTEPHIBHNM H HE NOIEKAT OTHCTKS, CTCPIIEIANEN B AcSHEQeXIHn.

14. TEXHAYECKOE OBCIY)KHBAHHE
[NepuaTks SBISIOTCE ONHOPA30BRM H3AGIACM H EE NONLICKAT TEXHHYECKONY OOCTYyXHBAHHIO H
PEMOHTY,

15. OFIIEE OIMCAHME IPHHAJUIEXHOCTER
TpusannexsocTeif Ber.

16. TAPAHTHHY MPON3BONHATEJIA

Hanemme cOpOSKTEPOBAHO, HITOTOBJICHO, IPOTECTEPOBAHO H YIIAXOBAHO B COOTBETCTBHE CO BCEMHE
craaaspTaMi, IIpOE3BOARTEND HpeaoCTARINET FAPARTHIO HA NARHENA IPOAYXT A0 HCTCICHHAE CPOKA
TOXHOCTY OpH YCIOBHE, YTO €10 YIAKOBKA He CIOMAHE, He BCKPHITA HIE He IOBPEKICHA.
HponAssomuTes: rapasTAPyeT COOTBETCTBAE H3MACTAT BCEM TPEOOBARHAM TEXHEISCKOH NOKYMCHTAIHH
npH co0MONCHAN YCIOBRI NPAMERCHAS, TPAECOOPTHPOBAHKS K XPAHCHHN.

TapanTaiiaui CPoK XpaHCHAR — HE MEHEE 5 JIET ¢ JATH H3INOTORICHAS.

17. MEXIVHAPOIHBE CTAHJAPTHI, HCIIOJIBE3YEMBIE IIPH ITPOH3BOJACTBE

o JINPEKTUBA COBETA 93/42/EEC or 14 monx 1993 roga o MCAHUMHCKAX H3JCIHIX,
Hmpextuna Copera EC 2007/47/EC.

o ISO 15223-1 Magemas memanuuckHe. CHMBONE, OPEMCHACMEIC NPH MapKHDOBAHHH HA
MEIHIMECKHX HANENHAX, STAKESTKAX H B CONPOBONMTENBHON moxymemTammd. Yacts 1.
OcEroBHEC TpeGoBaHHES

e ISO 13485, Uanemas wemamuackae, CHCTEME MEHEDRMCHTZ kadecTea. TpeSopaEma s
meneH peryMpoBaHES

o ISO 14971, Hsnemas MemumuHcxEe, [IpAMCHCHEC MCHC/DKMCHTA PHCKA K MCHIEECKAM
H3ACNAAM

¢ ASTMD6319-05 CragpaprEes coemqEdEKanEs HA HATPHAALHHE IHArBOCTEYECKHE
TIEPIATKE MCAAIHECKONO HA3HAYICHHN

10
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e ISO 10993-1-2011 WN3genuns MeANLUNHCKNKE. OueHka  6MONOrMYeckoro  AencTBMA
MeANLMHCKNX n3gennii. Yactb 1. OueHKa n nccnegoBaHums

e ISO 10993-5, Negenus megumumHckme. OueHKa 6MONOrMYECKOro AencTBUS MeAMLUHCKUX
nsgenunin. Yactb 5. MiccnegoBaHms Ha ULMTOTOKCUYHOCTL: MeTOAbI in Vitro

e ISO 10993-10, MN3pgenus meamumHckue. OLeHKa OGMOMOTMYECKOro AeicTBUS MeAULMHCKNX
n3genuii. Yacto 10. ViccnenoBaHus pasgpaxarowero v CeHCUbUAn3npyoLLero aeincTamns

e« EN 455-1, TIlepuyaTkm MelwunHcKMe opHopasoBble. Yacte 1. MeTop onpeaeneHns
repMeTMYHOCTH

 EN 455-2, lNepyaTkn mMegnMLUNHCKME OfHOpa3oBble. YacTe 2. MeTogbl onpefeneHns (U3NKo-
MeXaHWYeCKnUX CBOWCTB

* EN 455-3, MNepyaTkn meguuuMHcKMe ofgHopasoBble. YacTb 3. TpeboBaHUSA WU UCMbITaHUS ANd
6M0N0rNYeCKOM OLEHKHN

e EN 455-4, MepyaTkn MegUUUHCKME ofHOpa3oBble. UacTb 4. TpeboBaHMA U MUCMbITAHUA ANA
onpefeneHnsa cpoka XxpaHeHus

18. PEKTAMALNA

Peknamauuny nogexar:

- n3genua c geekramu, BbISB/IEHHbIMU MPW 3KCMNyaTauuMu, XPaHeHUU W TPaHCMOPTMPOBAaHUU B
TeYyeHue YCTaHOB/IEHHOI 0 rapaHTUHOIO CPOKa;

- U3[eNnsa, y KOTOPbIX BbIAB/IEHO HECOOTBETCTBME Tapbl, YNAaKOBKW, MapKUPOBKU, N KOMMJIEKTHOCTK
TpeboBaHMAM CONPOBOANTENLHON AOKYMEHTAaLUN.

- MH(opMaumna 0 noboYHbIX 3AdeKTax M Heb6NaronpuATHLIX CO6GbLITUAX BO Bpems 3Kcnayatauum
nepyartoxk.

Peknamauunmn He NPeabABAAIOT:

- N0 UCTEYEHNW CPOKa rapaHTUHbIX 0693aTeNIbCTB Ha U3LEeNNE;

- ecn 06Hapy>XeHHble AedeKTbl SABUINCL pe3ynbTaToOM Hecob60AeHUs noTpebuTenem yCnoBuin u
npasu akcnayarauuv (MPUMEHEHNS), XpaHEHNS U TPAHCNOPTMUPOBaHNA.

Peknamauumm HanpasnsaTb MO ajpecy YMOSIHOMOYEHHOrO NpeAcTaBuUTeNns Ha Tepputopum Poccuu:,

000 «TAOE».

19. CBEAEHWNA O YMO/THOMOYEHHOM NMPEACTABUTENIE MPON3BOANTENSA
OO6lLLecTBO C OrpaHUYeHHOW OTBETCTBEHHOCTbO «Toproeblii Aom EBPA3VA» (000 «TAE»),
125080, MockBa, Bonokosiamckoe wocce, 4. 2, atax 23, nom. |, Kom.6

Ten.: +7 (495) 744 32 82; e-mail: info@mediok.ru

MepeBOA C aHINNACKOTO N KUTANCKOro Ha PYCCKUIA A3bIK BbIMO/IHEH TeBOAYMNKOM [ 3linepoBbim
AHfpeem Butanoesnyem

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



Poccriickas @enepauns

s T'opoa Mockaa
AenaToe Aekalps ABe THICATH ABAALATL NEPBOre rojaa -

5, Conma Baaum Huxonaesww, Horapuyc ropoaa Mocksbl, CBUICTENBCTBYIO
NOANHHHOCTD NOXNHCH Nepesofunka Iafineposa Annpes Burannesnaa.

[Toanuck cacnana B MOEM NPHCYTCTBHA.

JIa4HOCTE MOAMHCABIIErO AOKYMEHT YCTRHOBJICHA.

3aperucTprpoBaHo B peectpe: Ne 77/883-1/77-2021-17-830.

Becero npomsyponaHo,
NPOHYMEDOBAHO M
PEIUICHO MEw

JIHCTOR.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU o st St
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Poccuiickaa den&)aylr -
fopof MocKBjr
LeBaToe fekabpsa gBe Toicaun asaguatTATrepwyYlo roga
A, ConuH Bagum Hukonaesuy, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYH BEPHOCTb

Konuu € npeacTtaBieHHOro MHE AOKYMEHTa.

3aperucTpupoBaHo B peectpe: Ne 77/883-H/77-2021-17-844.

Bcero npolwHypoBaHo,
NMPOHYMepoBaHO n
("pensieHO neyaTblO

/"nucTteb,—
HoTtapuyc:

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



