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The present User Manual is designed for the One-piece urine collection bag, non-sterile
(hereinafter - the urine collection bag, the product) and is a unified document containing the
information about the pudo3se, the design, the operating principle of the product and its
characteristics necessary for the proper use, transportation, starage, maintenance and disposal, as
well and the information certifying the manufacturer warranty.

Information necessary for the safe use of the product is indicated with the warning
triangle with the exclamation point. These instructions should be given special attention.

A CAUTION! Product modification is not allowed!
For all the questions regarding the use of the product please refer to the manufacturer or to
the legal representative in the Russian Federation:

INFORMATION ABOUT THE MANUFACTURER

Zhejiang Longterm Medical Technology Co., Ltd.

Address: ShuangShan Road 277, Fuxi Street, Deging County, 313200 Huzhou City,
Zhejiang Province, People's Republic of China

Tel.:+86 18958851609

E-mail: gloria@Kklidi.com

PRODUCTION SITE

Zhejiang Longterm Medical Technology Co., Ltd.

Address: ShuangShan Road 277, Fuxi Street, Deqing County, 313200 Huzhou City,
Zhejiang Province, People's Republic of China

Tel.: +86 18958851609

E-mail: gloria@klidi.com

LEGAL REPRESENTATIVE IN THE RUSSIAN FEDERATION

GERA LIMITED LIABILITY COMPANY (GERA LLC)
Address: APT. 123, H. A2, BATUMSKAYA STR., CHELYABINSK CITY,
LENINSKY INTRA-CITY AREA, CHELYABINSKY CITY DISTRICT, CHELYABINSK

REGION, 454119
Tel.: +79080414526;
E-mail: rair.zaboty@mail.ru
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1 GENERAL INFORMATION
11 INTRODUCTION

This User Manual is designed in accordance with the requirements of national and
international regulatory documents (standards).

12 PRODUCT NAME

One-piece urine collection bag, non-sterile

1. In designs:

1 One-piece ui'ine collection bag, non-sterile with 10-55 mm cut hole, model 5038 -

20 pcs

I. User Manual (in transport packaging) - 1 pc./pack.

13 INFORMATION ABOUT THE MANUFACTURER

Zhejiang Longterm Medical Technology Co., Ltd.

Address: ShuangShan Road 277, Fuxi Street, Deqing County, 313200 Huzhou City,
Zhejiang Province, People's Republic of China

Tel.:+86 18958851609

E-mail: gloria@klidi.com

14 PRODUCTION SITE

Zhejiang Longterm Medical Technology Co., Ltd.

(OKeitmaHr JloHrtepm Meaukan
TexHonoaxw Ko., /ita)

Address: ShuangShan Road 277, Fuxi Street, Deqging County, 313200 Huzhou City,
Zhejiang Province, People's Republic of China

Tel..+82-32-682-4815
Tel.:4+86 18958851609
E-mail: gloria@klidi.com

15 LEGAL REPRESENTATIVE IN THE RUSSIAN FEDERATION
GERA Limited Liability Company (GERA LLC)

Address: APT. 123, H. A2, BATUMSKAYA STR., CHELYABINSK CITY,

LENINSKY INTRA-CITY AREA. CHELYABINSKY CITY DISTRICT, CHELYABINSK
REGION, 454119

Tel.:+79080414526;
E-mail: mir.zaboty@mail.ru
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2. PURPOSE OF THE MEDICAL DEVICE

2.1 PURPOSE AND CONDITIONS OF USE

The one-piece mine collection bag, non-sterile (hereinafter - the urine collection bag, the
product) is designed for fixation with glue on the patient's skin around the stoma and use as a
container for collecting urine due to bladder disturbances.

Class of the product depending on the potential risk - 1

The product is applied in the conditions of medical and preventive institutions (HCI), at
home.

The urine collection bag is a single-use product.

2.2 POTENTIAL USERS
Employees of the health care institutions (HCI), patients.

2.3 PROPOSED CLINICAL USE
- collection of urine from ostomy patients with bladder disturbances.

24 CONTRAINDICATIONS
- individual intolerance to the material.

2.5 SIDE EFFECTS
Provided the User Manual is followed, no adverse effects are observed.

2.6 PRECAUTIONARY MEASURES
Caution!
O Use the ostomy bag only in accordance with these instructions.
Do not reuse the ostomy bag. The ostomy bag is a product for single use.
Do not use the ostomy bag if there are visible defects.
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3 PRODUCT DESIGN DESCRIPTION

One-piece urine collection bag, non-sterile
I In designs:
I.  One-piece ui'ine collection bag, non-sterile with 10-55 mm cut hole, model 5038 -

20 pcs
Il. User Manual (in transport packaging) - | pc./pack.

The appearance of the product is given in Annex A.

4 MEDICAL DEVICE TECHNICAL DESCRIPTION
41 MAIN TECHNICAL CHARACTERISTICS
4.1.1 The product meets the requirements of the present document, GOST R 58237,
GOST R ISO 15223-1, GOST 20790 and documentation of the manufacturer approved as
n applica-ble.
4.1.2 Weight and dimensions of the product are indicated in Table 1
Table 1 Weight and dimensions

No.  Name Starting hole  Maximum Width, mm  Length, Weight,
diameter, mnm  diameter of mm g
stencil for cut
hole, mm
I One-piece urine 15,85 +0,3 55,10+0,3 994+ 03 2526+ 26,6
collection bag, non- 0,23 +0,5

sterile with 10-55 mm
1 cut hole, model 5038.

4.1.3 The volume of the urine collection bag should be not less than 909 ml with + 0,2
ml tolerance.

4.1.4 The adhesive layer of the product should contain a stencil for more precise cutting
of the ostomy hole. The stencil diameter for the hole to be cut should comply with parameters
indicated intlie Table 1

4.1.5 The urine collection bag should be hermetic.

4.1.6 The sticky layer of the plate should be colorless or white.

4.1.7 The release paper should peel away easily from the hydrocolloid without leaving
any residue.

4.1.8 The adhesive layer of the plate should be homogenous, should not contain any
foreign material, bubbles, and should be protected by the anti-adhesive coating (material).

4.1.9 The appearance of the product should not contain any visible defects.
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5 RELIABILITY SPECIFICATION

The urine collection bag shelf life should be 5 years from the date of manufacture.

6 LIST AND DESCRIPTION OF MEDICAL DEVICE MATERIALS THAT EN-

TER IN DIRECT OR INDICATORY CONTACT WITH THE HUMAN BODY

6.1 Materials used in manufacture of the product meet the requirements of the existing
standards or regulatory documentation for such materials as provided by the existing law, and
have accompanying documents about tlte quality of the supplier.

6.2 Incoming inspection of raw materials and materials used in the manufac-ture of the
product is carried out in accordance with the requirements of a certified and effec-tively used
guality management system implemented by the manufacturer.

6.3 The list of purchased materials are given in the Table 3.
Table-3.
Name of the product, its Name and mark of the material, Produced by
parts manufacturer
One-piece urine collection bag, Ostomy bag: Polyurethane (PU) Zhongsu New Materials
non-sterile with 10-55 mm cut  film, nonwoven cloth Technology(Hangzhou)Co.,LTD,
hole, model 5038. Shanghai kingfo industrial Co.Ltd
Adhesive plate: Hydrocolloid gel, ~ Zhejiang Longterm Medical
PET film Technology Co.,Itd, Shanghai

Lianuan Packaging
TechnologyCo., LTD

PET film Shanghai Lianuan Packaging
TechnologyCo., LTD
Drainage tube: plastic Quzhou Shansheng Plastic

Technology Co., Ltd

7 SCOPE OF SUPPLY
One-piece urine collection bag, non-sterile
l. In designs:
. One-piece urine collection bag, non-sterile with 10-55 mm cut hole, model 5038 -

20 pcs
. User Manual (in transport packaging) - 1 pc./pack.

8 PACKAGING AND MARKING INFORMATION
8.1 Product marking in accordance with the requirements of EN ISO 15223-1. The
markings are reliable, clear, and easy to read.
8.1.1 The product packaging has the marking (Figure 2) containing:
- name of tlie medical product;
- location (address), corporate name (name) of the manufacturer (seller), location (ad-
dress) of the organization (organizations) authorized by the manufacturer (seller) to
accept claims from buyers and carry out repairs and maintenance of the goods;
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- - name and address ofthe legal repi'eaemailve In ihe Rusijlan Fedemtlofr;

- “best before” symbol in DD.MM.YYYY format;
- number of products in the package;
- product design type;
- “Protect from moisture” symbol;
- “Temperature range” symbol;
- “Manufacture date” symbol in DD.MM. YYYY format;
- “Batch code” symbol
- “Prohibition on re-use” symbol;
- “Refer to tlie User Manual” symbol
8.2 Transport markings are applied to paper or cardboard labels, or directly to the container;
the. labels are attached to the packaging with glue or other materials that ensure the
safety of the cargo and markings.
8.3 The transport container must have the marking (Figure 3) containing the following
symbols::
Protect from moisture

Use no hooks

Keep away from heat

Manufacturer

8.4 The User Manual is placed in a plastic film bag and placed along with the product.
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Figure 2- Product marking templatefor the One-piece urine collection bag. Non-sterile with
10-55 mm cut hole, model 5038 used as an example

One-piece urine collection bag, non-sterile
Gross weight: 1kg MA Ne dd.
Dimensions: 37,5x36,5x30,5 cm
Number of products; 5
Name of Consignee; XXXXXXXXXX
Name of Destination port: XXXXXXXXXXX

N Zhejiang Longterm Medical
Technology Co., Ltd

ShuangShan Road 277, Fuxi Street,
Deqing County 313200 Huzhou City,
Zhejiang Province, People's Republic of
China

Figure 3 - Product tf'ansport marking template
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9 SAFETY REQUIREMENTS

Parts of the product entering into contact with the patient’s uninjured skin and intact mucous
membrane meet the toxicological and sanitary-chemical safety requirements of the ISO 10993
series of standai'ds.

10 INTENDED USE
101 USE LIMITS

A Each batch of the product undergoes a special test by the manufacturer before sale.
However, unexpected damage that is not related to the manufacture of the product may occur
during ti-ansportation.

Please conduct a visual assessment of the packaging and the condition of the ostomy bags to
make sure there are no various damages. If you find any damage, contact the manufacturer.

If the patient independently changes the urine collection bag, it should be done standing or
sitting (preferably standing) in front of a mirror so that the stoma can be seen.

You should not use cotton wool, as cotton fibers remaining on the skin or stoma can cause
irritation and will also prevent the ostomy bag from sealing.

Do not use bar soap; it dries the skin, removes its natural protective barrier and makes it
more vulnerable to bacterial penetration and mechanical damage.

When treating the stoma and the skin around it, do not use antiseptic solutions, alcohol,
alcohol, or ether.

Reuse of the urine collection bag is prohibited.

Do not throw a used ostomy bag into the toilet. Use plastic bags to dispose of it. The bag
should be emptied before disposal.

10.2 PREPARATION FOR USE
Acceptable values of indicators during product use
Temperature range: +10 - +30°C
Humidity range: 10 % - 80%

Using the product does not require special training and can be done by the patient.

Note: It is necessary to regularly clean the stoma hygienically and you must understaiid thai
this is not a dressing change, that a stoma is not a wound, and no special, let alone sterile,
conditions are needed to care for the stoma and the skin around it. The patient can do everything
independently and without gloves. Don't be afraid to touch your stoma.

Before using (primary attaching, replacing) an urine collection bag, prepare all the necessary
stoma care products.

If the patient is lying down, have a watedroof diaper ready to cover the bedding.

10

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



User Manual

10.3 STOMA CARE

Wash your hands with soap.

If you already use the ostomy bags, carefully remove the ostomy bag and throw it into a
specially prepared sealed plastic bag, first emptying its contents into the toilet.

Before using (attacliing) the ostomy bag, you must thoroughly wash the skin around the
stoma with warm water and neuti-al soap, removing hair and glue residue from the previous ost-
omy bag (if necessaiy). Do this in a circular motion, gradually moving closer to the stoma.

You should not be afraid of water and soap getting on your stoma. The skin around the
stoma should be completely clean.

Using a soft towel or gauze pads, gently pat dry the skin.

If there is hair on the abdominal skin around the stoma, it should be removed by carefully

by trimming it with scissors.

10.4 PROCEDURE FOR WORKING WITH THE PRODUCT
10.4.1 Use of the urine collection bag
Cut a hole in the adhesive layer along tlie applied contour.

Remove the protective coating with the applied markings.

Starting from the bottom edge of the plate, glue the receiver to
the skin, making sure that no folds form on the adhesive plate,
which can lead to leakage of the receiver.

Glue the earpiece to the skin for 1-2 minutes, pressing the edge of
the hole adjacent to the stoma with your hand.

/™ \ To avoid tearing off of the urine collection bag, do not allow it to overflow.

When 1/3 of the bag's volume is filled, it should be emptied.
I
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fun 1/3

If while using the urine collection bag you notice an odor, then, firstly, you need to make
sure that the clamp is closed correctly, and secondly, check whether the urine collection bag has
come unglued from the body.

10.4.2 Drainage the urine collection bag
Open the faucet of the toilet and pour the contents into the toilet
bowl. Clean and dry the receiver for future use.

10.4.3 Removing the urine collection bag
The removal of the receiver is performed in reverse order, starting
from the upper edge. With one hand, take the bag from above and
carefully peel it off from top to bottom, with the other hand tighten
the skin.

A To prevent skin injury, do not remove the urine collection bag by ripping off or by
using mechanical means or chemical solvents.

12
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11  INFORMATION ABOUT THE HUMAN MATERIALS CONTAINED IN
THE MEDICAL DEVICE
The product does not contain the human or animal-sourced materials.

12 INFORMATION ABOUT THE DRUG FOR MEDICAL USE AND
PHARMACEUTICAL SUBSTANCE CONTAINED IN THE MEDICAL DEVICE
The product does not contain the drug for medical use and pharmaceutical substances.

13 TRANSPORTATION AND STORAGE

13.1 Transportation of the product can be carried out by rail, road, river and air transport
in covered vehicles

13.2 Securing of transport packaging in vehicles and transporting by them must be
carried out in accordance with the rules existing for the relevant types of transport. Provided
being transported by plane the product shall be placed in a heated, sealed compartment.

13.3 Conditions for transportation and storage of the product in transport pack-aging in
the warehouses of the manufacturer (consumer):

-Ambient temperature range: -47°C ~ +70°C;

- Atmospheric pressure: 700gPa 1060 gPa;

- Relative humidity range: 10% 95%.

14 INFORMATION ABOUT THE STERILIZATION OF THE MEDICAL DE-
VICE

The following requirement is not applicable as the product is not sterile and should not be
subject to sterilization.

15 DISPOSAL AND ENVIRONMENTAL PROTECTION REQUIREMENTS

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 the Sanitary Rules
and Regulations (SanPiN) 2.1.3684.

According to the Sanitary Rules and Regulations (SanPiN) 2.1.3684, a product used for its
intended purpose belongs to class B - epidemiologically hazardous waste.

The product must be sanitized in accordance with the MI 287-113 guidelines before dis-
posal.

The product must be disposed of:

- in case of damage (breakage, loss of integrity).
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16 ACCEPTANCE CERTIFICATE

One-piece urine collection bag, non-steriie
serial number ,

is accepted in accordance with the mandatory requirements of state standards, existing tech-
nical documentations, and is certified as ready-for-sei-vice.

Representative of the QC depaitment
(personal signature) (name in written) (date)

17 PACraNG CERTIFICATE

One-piece urine collection bag, non-sterile
serial number ,

was packed at Zhejiang Longterm Medical Technology Co., Ltd. manufacturing facility in
accordance with the requirements indicated in the existing technical documentation.

Packed by
(personal signature) (name in written) (date)

14
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18 INFORMATION ABOUT COMPLAINTS

Complaints to the manufacturer are submitted if the supplied product, its container,
packaging, marking and its scope or supply do not comply with the requirements of the
accompanying documentation.

All complaints submitted must be registered by the manufacturer and contain information
about the measures taken.

The consumer is notified in writing of the measures taken.

To determine the causes of damage, it is necessary to draw up a report that must indicate;

- name and batch number of the product;

- date of receipt of the product from the manufacturer and number of the document on
which it was received:;

- detailed description of the damage;

- probable cause of damage, etc.

The manufacturer accepts the complaint if it is not established that the recipient is at fault
for causing a defect in the product.

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



User Manual

19 MANUFACTURER WARRANTY
The manufacturer assumes responsibility for the safety, reliability and performance of the
product.
Tlie waitanty period is 12 months from the date of sale by the manufacturer or its legal
representative.
Guaranteed shelf life is 12 months.

Dear customers!

When puithasing, please make sure that the seller has completely filled out the warranty
card and affixed a stamp.

Keep the warranty card during the entire warranty period.

The warranty period of the product is specified in the User Manual and is calculated from
the date of sale. If manufacturing defects are detected, the buyer is guaranteed free repairs during
the entire warranty period.

The manufacturer reserves the right to refuse the warranty in case of non-compliance with
the warranty conditions set out below:

The warranty is valid only if the warranty card is correctly and clearly filled out,
indicating the date of sale, with a clear seal of the selling company.

The warranty service for the product is ceased provided that:

If the warranty cai'd is not provided or the information in it is incomplete, illegible
or contains corrections.

The product serial number does not match the warranty card.

The mechanical damage is present.

The operating instructions for the product were not complied with.
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20 LIST OF INTERNATIONAL/NATIONAL STANDARDS/DOCUMENTS

Designation of the
international standard
(document)
18010993-1:2018

18010993-5:2009

18010993-10:2010

18010993-12:2012

18015223-1:2021
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Designation of the national
standard (document)

GOST 1SO 10993-1-2021

GOST I1SO 10993-5-2023

GOST 1SO 10993-10-2023

GOST I1SO 10993-12-2023

GOSTRHCO 15223-1-2023

GOST 20790-93

GOST R 58237-2022

17

Name of the standard (document)

Medical devices. Assessment of the
biological effects of medical devices.
Part 1 Assessment and research in the
risk management process

Medical devices. Assessment of the
biological effects of medical devices.
Part 5. Cytotoxicity studies: in vitro
methods

Medical devices. Assessment of the
biological effects of medical devices.
Part 10. Sensitization studies

Medical devices. Assessment of the
biological effects of medical devices.
Part 12. Sample preparation and control
samples

Medical products. Symbols used to
convey information provided by the
manufacturer. Part 1 Basic
requirements

Medical devices and equipment.
General technical conditions

Intestinal stoma care products: ostomy
bags, aids and skin care products around
the stoma. Characteristics and basic
requirements. Test methods
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(User Manual on a Medical Device)
Ostomy bag
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NHCTPYKLUMUS MO NPUMEHEHMIO

HacTosilas WHCTPYKUMS NO NPUMEHEHWHD  PacnpoCTpaHsieTcs Ha  YPONpUCMHUK

Naf,OKOMMNOHEHTHbIW, HECTEPUNbHBIA (fanee - YpONPUEMHUK, WU3L4enve) U NpeacTaBNseT co6ol

06beIMHEHHbIV [OKYMEHT, COfepXalluili CBefieHUs O Ha3HaueHUW, KOHC'QYKLUMM, NpUHLMNE

OeNCTBUAS U XapakKTepuUCTMKax u3denusi, Heobxoaumble ML npaBUnbHOW  3KCnayaTauuu,
TPAHCMOPTUPOBAHWS,  XPaHeHWsi,  06CNYXWBaHUA 1

yTUNU3aLMM, a TakKXkKe CBefeHus,
Y/0CTOBEPSIOLLME FapaHTUI NPOU3BOANTENS.

A NHopmaums, BaxHas [n1s  6e30MacHOro MPUMEHEHWUs UM3[enus, OoTMedeHa

npeaynpeanTenbHbIM TPeYroNbHUKOM C BOCKAMLATE/IbHbIM 3HAKOM. OTUM YyKasaHUAM cnegyet
yAensTb 0coboe BHUMaHMe.

A BHUMAHWE! Mogngukayma nsgenus He gonyckaercs!

Mo BcemM BOMpOCAM, KacarWMMCS UCMO/Mb30BaHWS U3AeNNs, HEeO6X0AMMO 06palatbCs K
MPOM3BOAUTENIO NN K YNONHOMOYEHHOMY NPeAcTaBuTeNto B PO:

CBEAEHWA O MNMPOUN3BOAUTENE

Zhejiang Longterm Medical Technology Co., Ltd.

(KelmaHr JloHrTepm Megukan
TexHonompxn Ko., 11a)

Agppec; ShuangShan Road 277, Fuxi Street, Deqing County 313200 Huzhou City, Zhejiang
Province, People's Republic of China

Ten:+86 18958851609
E-mail: gloria@klidi.com

MECTO NMrPO3BOACTBA

Zhejiang Longterm Medical Technology Co., Ltd.

(KennaHr JloHrtepm Megukan
TexHonomxu Ko., JIta)

Appec: ShuangShan Road 277, Fuxi Street, Deqing County 313200 Huzhou City, Zhejiang
Province, People's Republic of China

Ten:+86 18958851609
E-mail; gloria@klidi.com

YMO/THOMOYEHHbI NPEACTABUTE/b B P®

O6LLecTBO € OrpaHMYeHHoR oTBeTCTBEHHOCTLIO "' TEPA "(O00 «IEPAY)

Agpec: 454119, UYENABUMHCKAA OBJIACTb, I.0. YENABUHCKWIA,
NEHWHCKWIA, T YENABUHCK, Y1 BATYMCKAS, 0. 2A, KB. 123

Ten.:+79080414526

E-mail: mir.zaboty@mail.ru

BH.P-H
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MHCTPYKLUMS N0 NPUMEHEHUTD

I. OBWAA NHOPMAULUWNA
11 BBEAEHWE
HacTtoswas MHCTPYKUMS MO NPMMEHEHUI0 paspaboTaHa B COOTBETCTBMM C TPeGOBaHMSMY

HaLUMOHaNbHbIX N MeXAYyHapOoAHbIX HOPMATUBHbIX JOKYMEHTOB (CTaHAApPTOB),

1.2 HAMMEHOBAHWE N3OENUVA

YponpneMHUK OLHOKOMMNOHEHTHBbIW, HECTEPUIbHBIN.
|. BapnaHTbl UCMNOMIHEHUS;
|. YponpueMHUK OLHOKOMMOHEHTHbIN, HECTepu/bHbIN, C Bblpe3aeMbiM oTBepcTem 10-55

MM, Mmogenb 5038 — 20 wr.
Il. IHCTPYKLMA NO NpuMeHeHNto (B TPAHCNOPTHOM ynakoBke) - 1 wT./yn.

13 CBEAEHWA O NMPOV3BOAWNTENE

Zhejiang Longterm Medical Technology Co., Ltd. ()KeiiunaHr JloHrtepm Megankan TexHo-
nomxun Ko., ita)

Agpec: ShuangShan Road 277, Fuxi Street, Deging County 313200 Huzhou City, Zhejiang
Province, People's Republic of China

Ten:+86 18958851609

E-mail: gloria@Kklidi.com

1.4 MECTO NMPOMN3BOACTBA
Zhejiang Longterm Medical Technology Co., Ltd. (OKelinaHr JloHrtepm Meaukan TexHo-

nogxu Ko., Nto)
Agpec: ShuangShan Road 277, Fuxi Street, Deging County 313200 Huzhou City, Zhejiang

Province, People's Republic of China
Ten;+86 18958851609
E-mail: gloria@klidi.com

15 YMNOJIHOMOYEHHbIA MPEACTABUTE/b B Pd

O6LecTBO C OFpaHNYEHHON 0TBETCTBEHHOCTLIO " TEPA "(O0O0 «IEPA»)
Appec; 454119, UHENABNHCKAA OBJTACTD, I'.0O, YENABUHCKWWA, BH.P-H
NEHUHCKWN, T YUENABUHCK, Y1 BATYMCKAS, . 2A, KB. 123

Ten.: +79080414526

E-mail: mir.zaboty@ mail.ru
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MHCTPYKUMA N0 NPUMEHEHWIO

2, HA3SHAYEHWME MEOVNUWMNHCKOIO M3AENNA

21 HA3HAYEHWE N YCnoBuA NMPMMEHEHWNA

YpOnpueMHUK OLHOKOMMOHEHTHbTIA, HeCTepUNbHLIA (fanee -yponpuCMbINK, U3Lenwe)
npeAHasHayeH [A1S MPUKPENNEHUs NpW MOMOWM KNes K KOXe MauucHTa BOKPYr CTOMbI [N
MCMONb30BaHNSA B KAYeCTBE U3aenns 418 c6opa MOYM MPU HaPYLLEHUSAX MOYCBbIBEACHUS.

Knacc usgenus B 3aBUCMMOCTU OT MOTEHLMAILHOTO pUcKa NPUMEHEHUS - 1

N3penve NpurMeHsieTCs B YCNOBUAX iedeBHO-NpoPUnakTUYecknx yupexaennin (JiMy), Ha
L0My .

YponpuemMHUKN OTHOCATCS K U3AeNNsM OLHOKPATHOTO NPUMEHEHMS.

2.2 MOTEHUWMANBHBLIE MOTPEBUNTENU

CoTpygHUKM  neyebHO-NpodmnnakTnuyecknx  yupexaenuii  (JINY), HenocpeicTBeHHO
naumneHTbl.

2.3 [MOKA3SAHUWA
- c60p MOYM Y CTOMUPOBAHHbLIX NALUEHTOB NPU HAPYLLIEHNAX MOYEBbIBEAEHUA.

24 TIPOTNBOIMOKA3AHUA

- HoMBMAayanbHas HeNepeHOCKMOCTb MaTepmana.

25 TMOBOYHBbBIE 3O PEKTHI
Mpu cobnoaeHnn TpebGOBaHWIA  WMHCTPYKUMM NO  MPUMEHEHWUIO  He6naronpusTHbe
nocneacTBMs He HabnoAalTCS.

2.6 MEPbI MPEAOCTOPOXHOCTW
BHumaHune!
Mcnonb3yinTe yponpueMHUK TOMbKO B COOTBETCTBMU C JaHHOW MHCTPYKLMEN.
He wncnonb3yinTe yponpuMeMHWK MOBTOPHO. YPOMNPMEMHUK OTHOCUTCS K W3Aenuam Ans
O4HOKPaTHOr0 NPUMEHEHNS.

He ncnonb3yliTe yponpueMHUK NpU HaMuMm BULUMBIX Ae(EKTOB.
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NHCTPYKUNSA MO NPUMEHEHUIO

3 ONMMNCAHME KOHCTPYKUWW N3OETNA

YponpueMHNK 04HOKOMMOHEHTHbIA, HECTEPUbHbIN.
1 BapuaHTbl UCMONHEHNUA:

l. YponpuemMHUK OAHOKOMMOHEHTHbIA, HECTEPUNbHBINA, C Bblpe3aembiM 0TBepcTeM 10-55
MM, mogenb 5038 — 20 wr.
Il. IHCTpYKUMs MO NpYMeHeHUI0 (B TPAHCMOPTHOI ynakoBke) - | wr./yn.

BHeLIHWIT BU M3AeNNs YKa3aH B NPUIOXKeHUN A

4 TEXHWYECKOE OINMMCAHME MEJVNUNHCKOIO N3AENTNA
4.1 OCHOBHbIE TEXHUNUECKNE XAPAKTEPUCTUKW
4.1.1 N3genne cOOTBETCTBYET TpeboBaHMSAM HacToswero fokymeHta, TOCT P 59449,
FOCT P MCO 15223-1, TOCT 20790 » [OKyMeHTauuu Npou3BOAUTENS, YTBEPXKAEHHON B
YCTaHOB/IEHHOM MOpsASKE.
4.1.2 MaccorabapuTHble pa3mepbl U3enns yKasaHbl B Tabnmue 1

No HaumeHoBaHue AnameTp Makcuman  LunpuHa, OnuHa, Macca, r
CTapToBOro bHbI MM MM $
0TBEpCTUA, MM JuameTp

TpadapeTta
ons
Bblpe3aem
oro
0TBEPCTYUSA,
MM
1  YponpuemHUK 15,85 + 0,3 55,10 + 99,4 £ 0,3 252,6 £+0,3 26,6
OAHOKOMMOWUEHTHBINA, 0.3 +0,5
HECTePU/bHBLIN, C
Bblpe3aeMbIM
otBepctnem 10-55 mm,
mogenb 5038

4.1.3 O6bem MellKa yponpvemMumka LO/KeH ObiTb He MeHee 909 mn. [lonyckaemoe
oTiotoneHve = 0,2 mn.

4.1.4 Ha kneeBoM Cfnoe u3fenuii HaHeceH TpadapeT Ana 601ee TOYHOrO Bblpe3aHus
pasmepa OTBepcTUS AN CTOMbl. [AduameTpbl Tpadapeta A1 Bblpe3aemMoro OTBEpCTMS
COOTBETCTBYIOT 3HAYEHUAM, YKa3aHHbIM B Tabnuue 1

4.1.5 YponpueMHUK repMeTUYeH.

4.1.6 JInNKKWin cnoin nnacTuHbl GECLBETHbLIA UK 6ENoro LBETa.

4.1.7 Pa3genutenbHaa 6ymara fIerko oTc/iiauBaeTcs OT rmApoKoIonaa, 6e3 ocTaTkos.

4.1.8 ALre3vOoHHbIA CMOM NNacTWHbI OAHOPOAHbIA, PaBHOMEPHO pacnpefefieHHbIn Mo
BCEi OCHOBE, HE COAEPXWUT BKAKOYEHWIA, MNy3b(eld WU 3alWLLEeHHbIA  aHTUaLre3MOHHbIM
MOKPbITMEM (MaTepuanom).

4.1.9 BHewHwuii Bug n3genvsa 6e3 BUAMMbIX LedeKTOoB.
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MHCTPYKLUUS MO NPUMEHEHWIO

5 TPEBOBAHVMA K HALEXHOCTW
CpOK FrogHOCTM yponpuemMuunka AoMXKeH 6biTb 5 €T € AaTbl UX U3rOTOB/IEHUS.
6 MNEPEYEHb N OMNCAHWE MATEPUANTOB MEAVNUVMHCKOI O N3AE/TNA,

BCTYMAIOWMX B HEMNOCPEACTBEHHbLIA WA OMOCPEAOBAHHbIN
KOHTAKT C TEN1IOM YEJ/TIOBEKA
6.1 Martepunansl, nNpuUMeHAeMble NpuM  WU3rOTOBJEHUU  U3AENNS,  COOTBETCTBYIOT

Tpe6oBaHMAM [Ae/CTBYHOLIMX CTaHAAPTOB WM HOPMATUBHO-TEXHMYECKON [OKYMEHTALUN Ha 3Tu
maTepuasnbl, npesycMOTpPEeHHbIe 3aKOHOAATeNbCTBOM, "
CONpPoOBOANTENbHbIE JOKYMEHTbI O Ka4ecTBe NpeanpuaTUS-nocTaBLLIMKa.

[eiiCTBYIO UM “metoT

6.2 BXOAHOW KOHTPO/b CbIPbsi U MaTepPUanoB, NPUMeEHSEMbIX NPW NPOW3BOACTBE U3AENNS,
NPOBOANTCA B  COOTBETCTBUM C TpebOBaHMAMWU  CePTUROULMPOBAHHOW W 3(PEKTUBHO
MCMoJb3yeMOl CUCTEMbI MEHe/ICMeHTa KayecTBa, BHeAPEHHON Y NPOM3BOAUTENS.

6.3 [lepeyeHb NOKYNHbIX MaTepnanoB yKasaH B Tabnuue 3.

Tabnuua - 3.

HanmeHoBaHue MNpownssoguTens

n3genus HanmeHoBaHue, mapKa
" MaTepuana, N3arotoBnTesib
ero 4yacrtewun
YponpreMHIK CTOMHbII MELLIOK: Zhongsu New Materials

OZHOKOMIMOHEHTHBIIA, MonuypeTaHosas (PU) nneHka, Technology(Hangzhou)Co.,LTD,

HECTEepPUbHbINA, C BbIpe3aeMbIiM
otBepctmem 10-55 mm, mogenb
5038

HETKaHOo€e NoJs1I0THO

A[resvBHas nnacTuHa:
FMapoKonnongHbIi refb, NNeHKa
naTt

MneHka MaT

[OpeHa>1uas Tpy6Ka: NnacTmk

7 KOMTINEKTALWA

YPponpueMHUK 04HOKOMMNOHEHTHbIN, HECTEPU/IbHBIN.
|. BapnaHTbl NCMOJIHEHUSA:

Shanghai kingfo industrial Co.Ltd

Zhejiang Longterm Medical
Technology Co.,ltd, Shanghai
Lianuan Packaging
TechnolofiyCo., LTD
Shanghai Lianuan Packaging
TechnologyCo., LTD
Quzhou Shansheng Plastic
Technology Co., Ltd

|. YponpneMHUK OAHOKOMMOHEHTHbIW, HeCTepUbHbIA, C Bblpe3aemMbiM oTBepcTMemM 10-55

MM, mogenb 5038 — 20 wr.

[l. IHCTpYKUMA N0 NPUMEHEHMIO (B TPAHCMOPTHOM ynakoBke) - 1 wt./yn.

8 CBEAEHUVA O MAPKUWPOBKE N YMAKOBKE U3AENNA

8.1 MapKknupoBka u3genus cornacHo TtpebosaHusm EN
[LLOCTOBepHas, YeTKas, erko yntaemas,
8.11

- HaMMeHOBaHMe MeAULUNHCKOr0 U3AeNns;
MECTO  HaxoxpaeHusa  (agpec), (QUPMeHHoe

ISO 15223-1. MapKupoBKa

Ha nHamBugyansHyo ynakoBKy HaHeceHa MapKUMpOoBKa, (PUCYHOK 2) coaepykallas:

HaumeHoBaHue (HaMMeHOBaHMe)

nsrotoeutens (npofasla), MecTO HaxoXxpaeHus (agpec) opraHusauum (opraHusayui),
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MHCTPYKUMS MO MPUMEHEHUIO

— YNOMHOMOYeTHOH— H!3rorommreneM— (Nponavuom)— T— MpLymrme— npetentprA— rmr
noKynaTtenein n NPou3BOAALLEN PEMOHT U TEXHUYECKOe 06CNyXXMBaHME TOBapa;
- HavMeHOBaHWe 1 afpec YNoJHOMOYEHHOr0 npeacTaBuTens B P®;

- CUMBO/T «MCMONb30BaTh 40» B (DOPMATE YMC/I0, MECAL, U rog;
- KO/INYECTBO M3AeNNiA B YNaKOBKE;
- BapMaHT UCNONMHEHUSA N3LENuns;
- cMMBON «bepeyb OT BRarm»;
- CMMBOJT «TemnepaTypHbIi fuanasoH»;
- cMmMBON «JlnanasoH BNaKHOCTU;
- CUMBOJT «jaTa U3roToBfeHMA» B hopmate ~rac/io, MecsL, u rog;
- CUMBOJ1 «KOJ MapTun»;
- CMMBO/ «3anpeT Ha NOBTOPHOE NPUYMEHEHEY;
4 - cumBon «O6BpaTUTECh K MHCTPYKL MKW MO NPUMEHEHUIO».

8.2 TpaHCnopTHas MapicMpoBKa HaHeceHa Ha OYMaXHble WM KapTOHHbIE APJbIKA, WK
HernocpeACTBEHHO Ha Tapy, AP/bIKWM NPUKPENEHbl K YMNakOBKe Kneem W Lpyrvmu
mMaTepuanamu, o6ecneymBaroLLLMMM COXPAHHOCTb Fpy3a ¥ MapKUPOBKW.

8.3 Ha TpaHCnopTHYIO Tapy HaHeceHa MapKUpoBKa, (PUCYHOK 3) cofepxallas:

bepeub oT Bnaru T

Kptokamu He 6paTb

Bepeub OT COMHEUHbIX Nyyeit

N3rotoBuTtenb

8.4 NHCTPYKUMS NO NPUMEHEHWIO MOMELLEHa B MakKeT U3 MOMMUITUIEHOBOI NNEHKN U
YNI0)KeHa BMECTE C U3Je/NeM.
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MHCTPYKUUS N0 NPUMEHEHUIO
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1C*r89C'1T LU TaAB3 OOO0jLSOBIroj snodjawwtoks030 einoo eovotfco uveodexgi/ux.
m M
YDOI'IpVIeMHI/IK OAHOKOMMOHEHTHbINU,
HECTEPWU/IbHbIN
C ObIpMOEeUubIM ornpcTMBmM 10>&5 Mm 503B

PucyHok 2- LL1a6n10oH MapKMpOBKU U3LENNS HA MPpUMepe Y PONpUEMHUK OGHOKOMMOHEH T HbIA,
HeCTEepUbHLINA, C Bbipe3aeMblM oTBepcTuem 10-55 mm, mogenb 5038

YponpneMHNK O4HOKOMMNOHEHTHbI, HOCTOPUNbHbIN
Macca 6pyTTO: 1Kr PY Ne ot
FabapuTHble pa3mepbl: 37.5x36.5x30.5 cm
KonunuyectBo usgennii: 5
HanmeHoBaHue rpysononydatena: XX XXX XXX XX
HanmeHoBaHne nmyHKTa HazHadyomMmsa: X X XXX XXX XXX

hlJ Zhejiang Longterm Medical

Technology Co., Ltd. (XKclinaHr
Nownrrcpm Mcaukan TcxHonoaxun Ko.,
nra)

ShuangShan Rood 277. Fuxi Street.
Deging County 313200 Huzhou City.
Zhejiang Province. People’s Republic of
China

PucyHok 3 —llabnoH TpaHCNOPTHON MapKUPOBKU n3genus
9

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



MHCTPYKLUNA NO MPUMEHEHUIO

9 TPEBOBAHWA BE3ONMACHOCTU

YacTn un3genns, KOHTaKTUpYHOLME C HEMNOBPEXAEHHON KOXel nauueHTa W CAU3UCTON
060/104KOA, OTBeYaldT  TpeboBaHMAM  TOKCUMKONOTMYECKOM WM CAHWUTAPHO-XMMMUYECKOM
6esonacHoCcTK cepun ctaHgapTos ISO 10993.

10 NCMNOJIb3OBAHWE MO HASHAYEHWNIO
101 3KCNNYATAUMOHHBLIE OFPAHNYEHWA

A Kaxpgas naptus u3fenvis nNpoxoauT nepej NpoJaxeid cneuunanbHy MpoBepKy
n3rotoBuTesieM. TeM He MeHee, Npu TPaHCMOPTMPOBKE MOryT MPOWU3OWTU HenpeaBUAEHHbIE
MOBPEX/EHNS, He CBA3aHHble C MPON3BOACTBOM U3LENNS.

Moxanyicta, MNpoBeAWTe BU3yallbHYH OLEHKY YMNakKOBKW, COCTOAHWUSA W3fenus, 4TOOb
ybeanTbCa B OTCYTCTBUM Pa3NNYHbIX NOBPEXAeHUA. Ecnm Bbl 06Hapy>XuTe MOBpeXAeHNs,
obpaTtuTech K N3roTOBUTENIO.

Ecnu nauveHT camoCTOATENIbHO MEeHSAeT YPOnpueMHUK, 3TO CTOUT Aenatb CTOA WAW CUASA
(ny4wwe cToAa) nepep 3epKanomM, 4TOObI MOXHO ObI1I0 BUAETH CTOMY.

Hesnb3d nonb30BaTbCA BATOM, TaK KaK OCTaBLUMECH HA KOXE WAN CTOMe BOJIOKHA BaTbl MOTYT
Bbl3BaTb pasjpaxkeHue, a Takxe OyAyT MpenaTcTBOBaTb rEPMETUYHOMY  HaKIeuBaHUO
YPONpreMHMKa.

He ncnonb3yiiTe KYCKOBOE Mbl/I0, OHO CYLLUWT KOXY, YAa/feT ee eCTECTBEHHbIV 3aWUTHbIN
Gapbep W [fenaet ee 06onee YysS3BUMOW AN MPOHWKHOBEHMSA GaKTepuii U MeXaHUYecKux
NMOBPEBAEHWIA.

Mpyu 06paboTKe CTOMbl W koxgi BOKPYr Hee Henb3fd WCNONb30BaTb aHTUCENTUYecKue
pacTBOpbI, anKOronb, CAUPT, 3tup.

3anpelLaetcsa NOBTOPHOE UCMOJIb30BaHNE YPONPUEMHUKA.

He BbiGpacbiBaliTe WCNONb30BaHHbIA YPONPUEMHUK B YHWUTa3. [Ans ero ytuausauuun
MCNoNb3yWTe NONNITUIIEHOBbLIE MaKeTbl. [epes yTunnsaumeid MeLwoK cnefyeT OnopoXHUTb.

10.2 NOAINOTOBKA K 3KCMNYATALMA
[onycTumble 3Ha4YeHMsI NOKasaTesnel Npu aKCnayaTaunum n3genns;
Temnepartypa: oT+10 go +30 °C
BnaxHocTb: ot 10 % o 80%
Vicnonb3oBaHWe m3genus He TpebyeT creyuansHoOro 06yvyeHMs U MOXKET ObiTb BbIMOSIHEHO
cuiamu naumeHTa.

10
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NHCTPYKLUMA MO NPUMEHEHUIO

MpumeyvaHue; Heo6XOANMO PErynsipHO NMPOU3BOAUTL TUTMEHNYECKNIA TyaneT CTOMbI U Hago
OHMMaTb, YTO 3TO He MepeBsA3Ka, YTO CTOMa —HE paHa, U He HY)XXHO HUKaKuX creumanbHbIX, a
IAMI6onee, CTEPUNbHBIX YCNOBUIA ANS YXOAa 3a CTOMOM 1 KOXEn BOKPYr Heé. lMayneHT MOoXeT BCE
[enatb cCaMmoCcTOATeNbHO 1 6e3 nepyaToK. He 6oiTeck TporaTb CTOMY.

Meped NpUMeHeHMeM (NepPBUYHBIM MPUKIEMBAHUEM, 3aMEHOIA) YPONpPUEMHMKA NPUTOTOBLTE
BCE HEOGXOAMMbIE CPeACTBa Mo YX04y 3a CTOMOVA.

EcAM nauueHT NEeXWUT, MNPUroTOBbTE HEMPOMOKAEMYH MeNeHKY, UTOObl HaKpbiThb €0
MocTeNbHbIE MPUHAANEXHOCTH.

103 YXOL3A cTOMOWA

BbIMOITE PYKM C MbIIIOM.

Ecnm Bbl yXe Mofb3yeTecb YPONPUEMHUKOM, TO OCTOPOXXHO YAannTe YPOMNPUEMHUK W
Bbl6pOCI/ITe ero B cneunanbHO I'IpI/IFOTOB!'IeHHbIﬁ FepMeTI/I‘-IHbIﬁ NNacTUKOBbI NakKeT, CHa4dana
OMOPOXKHMB €ro COJEPXXUMOE B YHUTA3.

Mepen NpUMeHeHNEM (NMPUKIeNBaHUEM) YPONPHUEMHUKA HEOGXOAMMO TLATENbHO BbIMbITh
KOXY BOKpPYIr CTOMbI Tennoi BO,EI,OI7I C HeI7ITpaJ'IbeIM MbI/1IOM, OYUCTUB €€ OT BOJIOC U OCTAaTKOB
Knes OT Npefblayllero ypornpueMHuka (Mpy Heo6xogumocTu). [enaiiTe 3TO KpyrosbiMu
ABWXEeHUAMKU, NOCTENEHHO I'IpI/I6J'II/I)Ka$ICb K CTOME.

He cnepyet onacartbCqa nonagaHna BoAbl U Mblfla Ha CTOMY. Koxa BOKPYr CTOMbI AO/DXKHa
ObITb CoBeEPLUEHHO YnCTOM.

Vicnonb3ysi MSArKoe MOMOTEHLE WAX MapfieBble CaneTKu, OCTOPOXHO, MPOMOKAHLLUMU
ABMXXEHUAMMN NPOCYLLNTE KOACY.

Ecnn Ha KoXe 5101B0Ta BOKPYT CTOMbl MMEHOTCS BOIOChI, MX CNeAyeT YAanuTb, OCTOPOXHO
noapesaB HOXHULAMM.

10.4 MOPAAOK PABOTbI C N3AEJTMEM
10.4.1 TpumMeHeHVe yponpuemMHuKa

BblpeXXbTe O0TBepcTMe B K/IeeBOM C/10e M0 HaHeCeHHOMY

KOHTYpY.

CHumuTe 3alMTHOE NOKPbITHE C HaHeCeHHOI paSMeTKOVI.
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MHCTpYK1lMA No NPUMEHEHUIO

\ MviwdTO Kjisii luiaeTMIiiM, (puKArMTc ypoTpTTLLpriLr—
cnefsi, 4Ytobbl Ha KNemkoW nnacTMHe He 06pa3oBannchb
YTO  MOXET  MpPUBECTM K  HErepmMeTUYHOCTWU
v"onpneMHHKa.

MpuKnenBanTe YPOMPUEMHUK K KOXE B TeyeHMe 1-2 MMHYT,
NPIOKMMas PyKOW Kpail 0TBEPCTUS, MPUNeXaLinii K CTome.

A Bo n3bexaHve oTpbiBa yponpuemMHuKa He cnefyet fOMycKaTb ero nepenoHeHus.
Mpn 3anosiHeHnn 13 obbema MeLLKa ero cnepyet OrMoposILLNTB.

HanonHeHHocTb Ka 1/3

Ecnn Bo Bpemsa 1Mcnonb3oBaHWa yponpuemHrka Bol novyBCcTBOBaM 3anax, T0, BO-MepBbliX,
HeobXxoAMmMo ybeAnTbCA B TOM, YTO OH MJIOTHO 3aKpbIT, BO-BTOPbLIX, NPOBEPbTE, HE OTK/EU/ICA
N1 YPONPUEMHUK OT Tena.

10.4.2 [dpeHunpoBaHve ypornpuemMHuKa
OTKpOiiTe KpaH YpONpuemMHWKa W BblIeiTe COLEPXXMMOe B YHWUTA3.

Oumctute U BbICYLWIMTE  YPOMPUEMHUK AN [a/lbHEMLIero
1CNOb30BaHNA.

1043 YpaneHue yponpuemHuka
CHATVE ypOMpUEMHMKA MPOU3BOAUTCA B 00paTHOM MOPSAKe,
HaumHas ¢ BepxHero kpas. OfHON pyKol BO3bMUTE MELLOK CBEPXY U
OCTOPOXXHO OTiCMevBaliTe ero CBepXy BHU3, [APYroi pykoi
HaTArMBanTe KOXY.
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MHCTPYKLMNSA NO NPUMEHEHUIO

Ana npegynpexpaeHus TPaBMWPOBAHUSA KOXMW He HaAo CHUMaTb YPOMPUEMHUK
>K\BKOM M1 C UCMONb30BAHUEM MEXaHWYECKUX CPeACTB UM XUMUYECKUX PacTBOPUTENEN.

)3
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MHCTPYKUMS MO NPUMEHEHWIO

M CBEJEILIS O MATEPUAJIAX YEJTOBEYECKOTIO MPOUCXOXAEHUS,
COAEPXALWVECH B MEAULMHCKOM U3AENUNN
I/I3,qem/|e HE COAEPXUT MaTepnanoB XXUBOTHOIO UM YETOBEYECKOTO NPONCXOXXAEHUA.

12 CBEAEHWA O COAEPXAWWMXCA B MEAVNMUMHCKOM W3OAENNN
NEKAPCTBEHHOM TPEMAPATE And MEAVNUVMHCKOIO MPUMMEHEHUWA WU
dJAPMALI,EBTI/Il-IECKOI7I CYBCTAHUWMN

M3genve He COLEPXMT NEeKapCTBEHHbIX MpenapaToB AN MeAULWUHCKOTO MPUMEHEHUA W
(hapmaL,eBTUYECKNX CYOCTaHLNIA.

13 TPAHCMOPTUPOBAHWME N XPAHEHUWE

13.1 TpaHcnopTupoBaHue WU3LeNNA MOXET OCYLLeCTBAATLCA XKenesHOL4O0POXHbIM,
aBTOMOOW/IbHbIM, pPeYHbIM W BO34YLIHbIM BUAaMW TPaHCMOpTa B KPbITbIX TPAHCMOPTHbIX
cpefcTBax.

13.2 KpenneHue TpaHCMOPTHON ynakoBk! B TPaHCMOPTHbLIX CPeAcTBax U MepeBO3Ka
NPOAYKLMM Ha HUX MPOBOAWTCHA COrNacHO npaswnnam, AEWCTBYHLWMM Ha COOTBETCTBYHOLLMX
Bugax TpaHcnopTta. [lpym  TpaHCNOPTMPOBaHWW  camMofieTOM - B OTanaMBaeMoMm
repMeTu3NpPoBaHHOM OTCEKe.

13.3 YcnoBua TpaHCNOPTUPOBAHUA U XpaHEHUA U3[enns B TPAHCNOPTHOM YNaKOBKe Ha
cknagax npoussogmtens (notpebutens):

- TemnepaTypa okpyawawLein cpegbl: -47°C ~-70"C;

- ATmochepHoe gasneHune: 700 rMa - 1060 rMa;

- OTHocuTenbHaa snancmocTb: 10%-95%.

14 1WPOPMALUNA O CTEPUNN3AUNN MEONUNHCKOIO U3LAENINA
[laHHoe TpebGoBaHWEe He MPUMEHWMO, TaK KakK W34enue He SIBASETCA CTepUIbHbIM W He
nozBepraeTcs cTepuansaLum.

15 TPEBOBAHUA YTUAUZALIMN N OXPAHbI OKPYXAILLEW CPEAbI

YTunusauma [LO/DKHA OCYLecTBNATLCA B COOTBETCTBUM C npasuiamu cbopa, y4dérta w
yTUAN3auumn, YCTaHOBNEHHBIMW YMONHOMOYEHHb»! (eepanbHbIM OpPraHoM WCMNOJIHUTENbHOM
BnacTu, npegycmoTtpeHHbIiM CaHlnH 2.1.3684.

CornacHo CaHlnH 2.1.3684 wu3pgenue, UCNOMNb30BaHHOE MO Ha3HA4YeHMIO, OTHOCUTCHA K
Knaccy b —anunaemMmonornyeckn onacHble 0TX0Abl.

Mepen yTunusauumein wnsgenvie nNopABepraeTcs caHUMTapHoW 06paboTke B COOTBETCTBUU C
MeToAMYecKUMU yKasaHuamn MY 287-113.

3pnenvie noanescuT yTunmsauum:

- B C/lyyae nospeacieHns (MONIOMKK, HapyLIeHUs Le/loCTHOCTH).

14
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VHCTPYKUMS NO NPUMEHEHUIO

16 CBWAETE/IbCTBO O NMPMEMKE

YponpreMHNK OAHOKOMMOWEHTHbIA, HECTEPU/bHBIA
CepUiiHbIN HOMEp

MPUHSAT B COOTBETCTBUM C 06S13aTe/NbHbIMI TPEBOBAHWSMU FOCYAAPCTBEHHBIX CTaHAAPTOB,
[ENCTBYHOLLIEN TEXHNUECKOI JOKYMEHTALN 1 NPU3HAH FOAHbLIM NS SKCM/TyaTaLum.

Mpeacrasutens OTK

(muHas nognuce)  (pacLumgpoBKa MOANMCK) (OaTa)

17 CBUWAETENBLCTBO OB YINAKOBbLIBAHNN
YponpremMHUK OSHOKOMIMOHEHTHbIN, HECTEPUIbHBIN
CepUIAHBIA HOMep

ynakoBaH Ha npeanpuaTumn-usrotosutene Zhejiang Longterm Medical Technology Co., Ltd.
(PKewimaHr JloHrtepm Mepgukan TexHonomku Ko., JITa) cornacHo TpeboBaHUsAM,
npeayCcMOTPEHHbIM B AEACTBYHOLLIEN TEXHWYECKON AOKYMEHTaLM.

¥YnaKkoBbIBaHWE MPOV3BeN
(myHas mognmeb)  (pacLumdpoBKa NoANMCH) (pata)

15
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MHCTpYKLMS NO NPUMEHEHWUIO

18 CBEAJEHNA O PEKJTAMALNAX

MpeTeH3MW B aapec M3roTOBWUTENS MPEACTABNSHOT MPU HECOOTBETCTBMM MOCTaBNSEMOrO
M3nenns, ero  Tapbl, YMAakOBKW, MapKMPOBKM W KOMMMEKTHOCTW  Tpe6oBaHMAM
COMPOBOAUTENbHOW [OKYMEHTALUN.

Bce npeabsiBneHHble peknamauuy Jo/mkHbI PermcTprpoBaTbCst 3aBOA0M-U3rOTOBUTENIEM
W COEPXKaTb CBEAEHUSI O MPUHSATLIX Mepax.

Peknamaums, noyyeHHas M3roToBUTENEM, PaCCMAaTPUBAETCS B ECATUAHEBHbI CPOK.

O NPUHATLIX Mepax MUCbMEHHO COOBLLAETCS NOTPEGUTENIO.

[ns onpefeneHns NPUUMH MOBPEXAEHW HEeOGX0AWMO COCTaBUTb aKT, B KOTOPOM
[O/MKHBI 6bITb YKa3aHbI:

- HaMEHOBAHME 1 HOMEP NapTUK U3JENNS;

- [laTa MoNyyYeHUs M3LeNns C 3aBOAA-U3roTOBUTENS 1 HOMEP AOKYMEHTa, MO KOTOPOMY
OHO MO/YYEHO;

- leTaNbHOE onmMcaHme NOBPEX/AEHNS;

- NpeAnonaraemasi NPUYMHa NOBPEXAEHNA 1 T.4,

MpeanpusaTUe-N3roToBUTb MPUHUMAET peknamaluMilo, eciu He YCTaHOBfieHa BWHA
nonyyatensi B BOSHUKHOBEHUMN AeEKTa B U3AENMNN.

=
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NHcTpykunm 10 npumeHeHUto

\9 FMMraHTUM N3rotoBNUTENA
11pom3130aUTC/Ib  HPMUMMACT Ha CebA OTBCTCTBENMOCTb 3a OCHMACNOCTb, ablIEXKAGAb U
CNyaTanmoT>1C XapakTepUCTUKA VBOes,
[apaHTUIHBIA CPOK aKchyaTaun - 12 mccsamca €O Ans  Mpo;JmkU  F(pc;m;prsarn&m
NPOU3BOANTENEM UMW €r0 YNOMHOMOUYEHHbIM MPEeCTaBUTENEM.
apaHTWIAHbIV CPOK XpaHeHUs - 12 MecsLges,

YBakaemble nokyuartenu!

Mpn nokynke y6eanTech B TOM, YTO MPOAaBeL, MOMHOCTbLIO 3aM0MHUA FapaHTUMAHBIA TA'ON U
MoCTaBu/ Mevarb.

CoxpaHsiiTe rapaHTUAHbINA Ta/IOM B TeYeHWe BCErO rapaHTUAHOIO CPOKA.

["apaHTUIHDBIA CPOK M3AENMSA YKa3aH B MHCTPYKLMM MO NPU.MEHEMHIO 1 UCUNCNSETCA C AaTbl
npofaxun. [Mpu  06Hapy>XeHUW MPOU3BOACTBEHHLIX [e(eKTOB MOKyMnaTento  rapautmpycres
6ecnnaTHbIn PEMOHT B TeYEeHMe BCEro rapamTuiiHOI0 CpoKa.

Mpomn3BoauTeNnb OCTaBMsSeT 3a COOO/ NPaBO OTKasa MO rapaHTUHOMY 00S3aTC/bCrBy B
CNyyae HCCOOLLUOACHMA M3MOXKEHHDBIX HYDKE YCIOBWIA rapaHTUN:

[apaHTWs  [e/CTBYET TOMbKO MpY  MPaBUIbHOM U YETKOM  3arofIHeHWn
rapaHTUMHOIO Ta/I0Ha C YKa3aHWeM JaTbl MPOLEKW, YETKOW neyaTbio (MpMbI-NposaBma.

W3penve CHUMaeTCs € rapaHTUIHOIrO 06CNYXXMBaHWA B CyYasiX:

Ecnn rapaHTWAHbIA Ta/loH He NpesocTaBieH WM MHGop.Maums B Hem He nodell-las,
Hepas3bopuMBas WM COLEPXMT UCTIPaBIIEHNS.

HecoBnazieHns CepuiiHOro Homepa U3Aennsa € rapaHTUHLIM Ta/IOHOM.

Hanmumns mexaHn4ecKnX NnoBpexaeHNiA.

Hecob/ofieHns npasws aKCnyaTauyum U3genus.

17
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NHcTpykums 110 nprmeHeHMto

20 MEPEYEHb HALUMOHAJIbHbIX N MEXAYHAPOAHbLIX

"HOPMATVBHbIX JOKYMEHTOB/CTAHOAPTOB

O603HayeHue
HauMOHaNbHOTO

cTaHaapTa (LOKYMEHTa)

1S010993-1:2018

18010993-5:2009

18010993-10:2010

18010993-12:2012

18015223-1:2021
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O6oanaucumc
MeXyHapo4HOTro

cTaHfgapTa(foKymMeHTa)

FOCT ISO 10993-1-2021

FOCT ISO 10993-5-2023

FOCT ISO 10993-10-2023

FOCT ISO 10993-12-2023

FOCT P NCO 15223-1-2023

FOCT 20790-93

FOCT P 59449-2021

HaumeHoBaHue cramgapra
(nokymeuTta)

N3penva megmunHcekue. OueHka
61010rMYeCKOro AeicTBnS
MeAULMHCKUX n3gennid. Yactb 1
OueHKa v nccnefosaHns B npoLecce
MeHe)KMeHTa pucka

W3penna meanumHckne. OueHKa
610N10rNYecKoro fencTens
MeANLUMHCKMUX n3gennii. YacTb 5.
VccnenoBaHUs Ha LUMTOTOKCUYHOCTb
mMeToZamm in vitro

W3genna meanumHckne. OueHKa
61010rNYeCKOro AencTBns
MeAUUMHCKNX u3genunin. Yacts 10.
VccnegosaHus CCHCMOUAN3MPYDUICTO
nencrens

N3penva megmunHckme. OueHkKa
610ON0rMYecKoro AecTens
MeSUUMHCKMX n3genuid. Yactb 12,
OT60p 1 Nnogrotoska 06pasLoB A4s
NpoBeAeHNs UCCNef0BaHNIA

M3penns meguuynHckue. CUMBOSIbI,
npYMeHsieMble NPU MapKMpoBaHWUU Ha
MeAULUHCKUX U3AeNnunsx, STUKEeTKax u
B CONPOBOANTENBHOW LOKYMEHTALUN.
Yactb 1 O6uwme TpeboBaHMSA
Mpn6opbl, annapaTbl M 060pya0BaHME
mMefguunHCcKue. ObLLMe TeEXHUYeCcKmne
ycnosus

CpepcTtsa yxoja 3a MOYEBbIMU
CTOMaMu, NpU HefepXXaHuu Moun y
MY>XXUMH, NPU 3a[eP>KKe MOUN.
XapaKTepuCcTUKU U OCHOBHbIe
Tpe6oBaHMA. MeToabl UCNbITaHUiA
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Mepesog c aHIIMNCKOrO W KUTAaCKOro A3bIKOB Ha pYCCKVIVI A3bIK

JInct Nel:
<LITPNX-KO4>
<WITPUX-KOO> 240489958-002 2/6 (7)
002202412100055 Poccua ESC
Poccus E 12.12.2024 002

Ombnema CoseTa Kutas
no passuTuo MemOynapoguoit

TOoprosnu
or-0, LZ2411161
241203 039 00034 2/6

CEPTUDPUKAT

<3Mmbnema CoBeTa KuTas no pasBuTuO MeXXAyHapo4HOW TOprosnm>

CoBeT Kntas no pasBuTuo MeXAyHapoAHON TOProBu
MexXxgayHapogHasa Toprosas nanata Kuras
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JIncTt Ne2:
CoBeT Kutas no pasBuTuio MeXXAyHapoLHOW TOProBau
MexayHapogHaa Toprosas nanarta Kurtas

CEPTUNDPUNKAT http://lwww.rzccpit.

Ne 241100B0/H52005

HACTOAWNMM YOAOCTOBEPAETCHA, UTO: neyaTb KomMOaHuu >Xelnaur
JToHrTepm Meankan Texuonogpkn Ko., Jita. (Zhejiang Longterm Medical
Technology Co., Ltd.) Ha NpUAOXEHHOM AOKYMEHTE ABAAETCA NOASTNHHOIA.

Y [10CTOBEPEHWE HAa PYCCKOM S13blKe CM. Ha CeayloLleii cTpaHuLe.

CoBet Kutas no passutuio
MeXZYHapOoHO TOProsu

TucHeHue na
Kpyrnas neyaTb: CoseT KuTasa no

nakneuke: CogeT

KuTas no passuTuio passnTuio Me>KAyHapOAHO
Me>X AyHapOogHOIA TOoproeAn *[ns yaocToBepeHns
Toproean *Anqa
yAOCTOBEPEHUA YnonHOMOYEHHOEe

Muo:

/Mognuck: YeH Ao/
[Jata: 06 nekabps 2024 r.

[ns npoBepku AeiicTBUTENLHOCTM cepTudMKaTa nepeigute co ceblke: https://www.rzccpit.com/validate.html

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



Jucr Ne 3:

Osanvnar nedameo: B3tiysun JTudep Humepneuwenn Koncanmunz Cepeucec Ko., Jimo. *
Tea.: 010-68008820 * Ilevamo Ona nepesodoe

JIuer Ne 4:

JIncr Ne 21:
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Onobpeno

XKeituanr Jlonrrepm Menaukan Texuomomxu Ko.,
JIta. (Zhejiang Longterm Medical Technology Co.,
Ltd.)

[enepansubli aupexrop /noanucy/ Cioiioans Pan
NOANHCL/TICUaTh

«__» 2024

HImamn:  JKeiiuanz  Jlonemepm  Meduxan
Texnonodxucu Ko., JImo. (Zhejiang Longterm
Medical Technology Co., Ltd.)

Oxnobpeno

XKednaur JlonrrepmM Menukan Texnonoaxu Ko.,
JIta. (Zhejiang Longterm Medical Technology Co.,
Ltd.)

TeHepansHEIH AupekTop /moamacs/ Coifioans Pan
NOANMCHL/TICHATE

«_» 2024

IlImamn:  Ketivanz  Jlonzmepy  Meduxax
Texnonooxcu Ko., JImo. (Zhejiang Longterm
Medical Technology Co., Ltd)




JTnct Ne 39:

Hacronumﬁ anocTu/b yAoCTOBEpPAeT WCK/I4YUTENbHO NOA/IMHHOCTL <W TPUX-KO .D' >
noanucum, MoNHOMOYMA  nnua, nognucaslliero  AOKYyMEHT U1, npu
HeOﬁXOAMMOCTM, NOANMNHHOCTL NeYaTtn Wan wramna, cogepxxawmxca B 11636838

[L0KyMeHTe. ANOCTU/b He Y/J0CTOBEPACT COAEPXaHNe AOKYMeHTa, Ans
KOTOPOTO OH GbiN BbiAaH
[ns npoBepky [AEHCTB(ITENbHOCTM  BbIJAYN  HACTOALLEro anocTuns
oTcKaHupyiiTe QR-KOA Unu nepeiianTe Mo ccbinke:

<QR-KOpg> HacToswwii anocTunb yA0CTOBEPSET WCKAKUMTENBHO MOAANHHOCTL
noAnNucH,  NOMHOMOYWS /MW@, NOANMCABLIErO AOKYMEHT W. npu
Heo6X0AMMOCTH, NOANNHHOCTb NevaT AW WTamna, cogepxalmxcs B
[OKyMeHTe. ANOCTUb He YA0CTOBEPSACT cofiepaHue JOKyMeHTa, Ans
KOTOPOrO OH 6biN BblAaH.
[N NpoBepkn [AeiCTBUTENBHOCTM BblAAYM HACTOALLEro anocTuns
oTCcKaHupyiiTe QR-koA UK nepeiiguTe no cebinke:

liHDs:-consular.mla.gov.cn/VERIFy/

<FocypapcTBeHuUb i rep6 KH P > AHOCTV”-”D
ATMOCTUNb

(Faarckas KoHBeHUWs oT 5 okTA6psa 1961 r.)
(Faarckas KoHBeHUMA 0T 5 okTa6pa 1961 r.)

1 CrpaHa: KuTtaiickaa HapogHas Pecriy6nnka

CrpaHa: KuTtaiickas HapogHas Pecriy6nnka
HacToswwmin omumanbHbIin JOKYMEHT
HacToswmii ouLmanbHbIi JOKYMEHT

2. 6bIn noAnucaH: UeHn Ao
6bl1 NoAnucaH: UeHn Ho
3. BbICTYnatoLWuM B
KauecTse YNOMHOMOYEHHOr0 LA
BbICTYNatOLWUM B YNOMHOMOYEHHOr0 finua
KadecTse
4. cKpenseH CoBeTa Kutas no passuTuio MeXLyHapoaHOM
rneyaTbo/LTamMnom TOProenu
CKpenneH CoseTa Kutas no passuTmio MexxayHapoaHOM
neyaTbro/LLITaMrnom TOProsnu
Y [00CTOBEPEHO
Y [oCTOBEpEHO
5. B lNekunHe 6. 11 nekabps 2024 ropa
B lNeknHe 11 nekabps 2024 ropa

CyHb YaH, MepBblit cekpeTapb
7. KeM OTaen KOHCYNbCKOW CMy>0Obl MUHUCTEPCTBA MHOCTPaHHbIX AeN
Kem CyHb YaH, MepBblIii cekpeTapb
OTAen KOHCY/NLCKOW CyXX6bl MUHUCTEPCTBA MHOCTPaHHbIX Aen
MpuceoeH Ne 240000540698
3a Ne
9. Meuvatb/WTamn: logorpadnyeckasn Hakneika:
MeyaTb/WTAMMN: KoHcynbckas cny>kba Knras
Kpyrnasi rep6oBasi neyaThb B 10. Moanuce:
Hakneike: MUHUCTeEPCTBO Mognwce:
MHOCTpaHHbIX gen KHP * /Mopnuce/
MWHNCTEPCTBO UHOCTPaHHbIX fen
KHP
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MepeBoj 4aHHOrO TeKcTa cAenaH MHOI, NnepeBoguYnKom MaBneHKo Bnagnucnasom
CTaHncnaBoBUYEM.

MOANCH

Poccuiickana degepauns

Topoa Mocksa

[sapuaToro gekabps e ThicAYM fBajLaTb YeTBEPTOrO roga

A. KenTko ®Pegop AnekcaHaposuy, HoTapuyc ropoga MoCKBbI, CBUAETENLCTBY MNOAIMHHOCTb MNOAMNUCH

nepesog4ymnka lNMasneHko Bnaguncnasa CTaHMCNaBOBNYA.
Moanuck cienaHa B MOEM NPUCYTCTBUN.
JlnyHocTb NnognucasLLero JOKYMEHT yCTaHOB/eHa.
1 N
3aperucTpuposaHo B peecTpe: Nq 62/ 137-us 77-2024- ~ o «
YnnayeHo 3a coBepLUeHne HoTapuanbHoro geicTamsa: 400 py6. 00 kom.

noanmcob

d.A. KBUTKO

Bcero npoLwHypoBaHo, MPOHYMepPOBaHO
W CKpenseHo neyaTbo A nucT(a)(os)

HoTapuyc

"opog Mocia
[Bajuatoro fgekabps ABe TbiCAYN ABaALATb YHeTBEPTOro roga
A1, Keutko ®epop AnekcaHgposuy, HoTapuyc ropoga Mocksbl,
CBUAETENbCTBYIO BEPHOCTb KOMWUM C NPEACTaB/IEHHOTO MHE [JOKYMeHTa.
3aperunctpupoBaHo B peecTtpe: No 62/137-H/77-2024- [, O - |4 (o
YnnayeHo 3a coBeplUeHNe HoTapuanbHoro gemcteusa ;A" py6. 00 kon.

®.A. KBUTKO

1TO, MPOHYMEPOBaHO, CKPEN/IeHO
nnct(a) (oB)

apuyc

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



