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" The present User Manual is designed for the Drained one-piece ostomy bag (hereinafter -

ﬁ ostomy bag, the product) and is a unified document containing the information about the

Jurpose, the design, the operating principle of the product and its characteristics necessary for the

fproper use, transportation, starage, maintenance and disposal, as well and the information
certifying the manufacturer warranty.

A 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, Deqing County 313200 Huzhou City, Zhejiang
Province, People's Republic of China

Tel.: +86 18958851609

E-mail: gloria@klidi.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: mir.zaboty@mail.ru

I AT
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A . GENERAL INFORMATION

1.1 INTRODUCTION
This User Manual is designed in accordance with the requirements of national and

Aternational regulatory documents (standards).

1.2 PRODUCT NAME
Drained one-piece ostomy bag.

I. In designs:
1. Drained one-piece ostomy bag with 10-35 mm cut hole for children, model 5001-20 pcs.

2. Drained one-piece ostomy bag with 10-70 mm cut hole for adults, model 5002 — 20 pcs.
3, Drained one-piece ostomy bag with 10-80 mm cut hole for adults, model 5003 - 20 pcs.

II. User Manual - 1 piece/pack.

1.3 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. (Ke¥manr Jomrrepm Menpuxan
Texnonomxn Ko., JItn)

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

1.5 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.ra

b o E ol
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é.l PURPOSE AND CONDITIONS OF USE

The drained one-piece ostomy bag (hereinafter - the ostomy bag, the product) is designed for
Ation with glue on the patient's skin around the stoma and use as a container for collecting feces
fier a colostomy.
Class of the product depending on the potential risk — 1.
The product is applied in the conditions of medical and preventive institutions (HC]), at
home.
The ostomy bag is a single-use product.

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

23 PROPOSED CLINICAL USE
- collection of feces from ostomy patients with the colon exteriorized onto the anterior
abdominal wall (colostomy).

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!
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. .

i AT Al
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3 PRODUCT DESIGN DESCRIPTION

One-piece, hermetic, drained through closing drainage hole ostomy bags made from opa-
que/transparent single-layered odor-resistant material (film) with one- or double-sided soft po-
lymer coating, with a drainage hole (port), with a clamp for closing the drainage hole, without
filter, with a built-in flat adhesive plate.

Drained one-piece ostomy bag.
In designs:
Drained one-piece ostomy bag with 10-35 mm cut hole for children, model 5001 — 20 pcs.
Drained one-piece ostomy bag with 10-70 mm cut hole for adults, model 5002 — 20 pcs.

Drained one-piece ostomy bag with 10-80 mm cut hole for adults, model 5003 - 20 pes.

L
1
2.
3.
II.

4.1
4.1.1

User Manual - 1 piece/pack.

Table 1. Weight and dimensions

The appearance of the product is given in Annex A,

4 MEDICAL DEVICE TECHNICAL DESCRIPTION
MAIN TECHNICAL CHARACTERISTICS
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
applicable.
4.12  Weight and dimensions of the product are indicated in Table 1.

No. | Name Starting hole | Maximum Width, mm | Length, Weight,
diameter, mm | diameter of mm g
stencil for cut
hole, mm
I | Drained one-piece 10,1+ 0,3 35,0£0,3 137:0,3 228+0,3 | 13,5=
ostomy bag with 10-35 0,5
mm cut hole for
children, model S001.
2 | Drained one-piece 9,9+ 0,3 70,3+ 0,3 150+0,3 287+0,3 | 16,6
ostomy bag with 10-70 0,5
mm cut hole for adults,
model 5002.
3 | Drained one-piece 10,0+ 0,3 79,7+ 0,3 150x0,3 287203 | 16,8
ostomy bag with 10-80 +0,5
mm cut hole for adults,
model 5003.

4.1.3 The volume for the ostomy bag for children should be not less than 400 ml + 0,2 ml
4.1.4 The volume for the ostomy bag for adults should be not less than 700 s 0,2 M.

4.1.5 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 in the Table 1.

4.1.6 The ostomy bag should be hermetic,

6
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4.1.7 The transparent film should easily flake off of the hydrocolloid without any
/emains.
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 ostomy bag is designed for everyday use and/or recovery period.
4.1.10 According to the type of the plate's adhesive layer the product is a single-
layered hydrocolloid ostomy bag.
4.1.11 The adhesive type is single-layered hydrocolloid: standard, erosion-resistant.
4.1.12 Regarding the size (the ostomy bag volume) there are small - for children,
medium - for aduits.
4,1.13 Regarding the clamp, the product is a drained ostomy bag with flexible
clamp.
4,1.14 The appearance of the product should not contain any visible defects.

B SHANE AR
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5 FtELIABILITY SPECIFICATION
The ostomy bag shelf life should be 5 years from the date of manufacture,

6 LIST AND DESCRIPTION OF MEDICAL DEVICE MATERIALS THAT EN-
TER IN DIIUECT OR INDICATORY CONTACT WITH THE HUMAN BODY
6.1 Materials used in manufactui'e 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 tlite quality of the supplier

6.2 Incoming inspection of raw materials and materials used in the manufac-ture of the

product is cairied out in accordance with tlie requirements of a certified and effec-tively used

qguality 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 parts

Drained one-piece
ostomy bag with 10-
35 mm cut hole for
children, model
5001.

Drained one-piece
ostomy bag with 10-
70 mm cut hole for
adults, model 5002.

Drained one-piece
ostomy bag with 10-
80 mm cut hole for
adults, model 5003.

Osto my
bag

Adhesive
plate

Drainage
tube

Osto my
bag

Adhesive
plate

Drainage
tube

Osto my
bag

Adhesive
plate

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

Name
Polyuretliane (PU)
film

nonwoven cloth
Hydrocolloid gel
PET film
Aluminum tape
Polyurethane (PU)
film

nonwoven cloth
Hydrocolloid gel
PET film
Aluminum tape
Polyurethane (PU)
film

nonwoven cloth

Hydrocolloid gel

PET film

Mark of
the
material
Zhongsu
kingfo
Longterm

LN-03

ZK621

Zhongsu
kingfo
Longterm
LN-03

ZK621

Zhongsu
kingfo
Longterm

LN-03

Produced by

Zhongsu New Materials
Technology(Hangzhou)Co.,LTD
Shanghai kingfo industrial
Co.Ltd

Zhejiang Longterm Medical
Technology Co.,ltd.

Shanghai Lianuan Packaging
TechnologyCo., LTD

Dong Guan Zheng Kai di
Photoelectric Technology
Co.dtd

Zhongsu New Materials
Techno!ogy(Hangzhou)Co.,LTD
Shanghai kingfo industrial
Co.Ltd

Zhejiang Longterm Medical
Technology Co.,ltd.

Shanghai Lianuan Packaging
TechnologyCo., LTD

Dong Guan Zheng Kai di
Photoelectric Technology
Co.Jtd

Zhongsu New Materials
Technology(Hangzhou)Co.,LTD
Shanghai kingfo industrial
Co.Ltd

Zhejiang Longterm Medical
Technology Co.,ltd.

Shanghai Lianuan Packaging
TechnologyCo., LTD



e of the
, its parts

Drainage
tube

7 SCOPE OF SUPPLY

User Manual

Mark of
Name the Produced by
material
Aluminum tape ZK.62I Dong Guan Zheng Kai di
Photoelectric Technology
Co.Jud

Drained one-piece ostomy bag.

Lin designs:

1. Drained one-piece ostomybag with 10-35 mm cut hole for children, model 5001 - 20 pcs.

2. Drained one-piece ostomybag with 10-70 mm cut hole for adults, model 5002 - 20 pcs,

3. Drained one-piece ostomybag with 10-80 mm cut hole for adults, model 5003 —20 pcs.

Il. UserManual -1 piece/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.

8.2 The product packaging has the marking (Figure 2) containing:
- name ofthe medical product;
- location (address), coiporate name (name) of the mEinufacturer (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;
- name and address of the legal representative in the Russian Federation;
- “best before” symbol in DD.MM.YYYY format;

product design type;

number of products in the package;

- “Protect from moisture” symbol;
- “Temperature range” symbol,

- “Batch code” symbol

“Manufacture date” symbol in DD.MM. YYYY format;

- “Prohibition on re-use” symbol,;

- “Please refer to the User Manual” symbol

- Image of a colostomy bag;

- The number of the registration certificate and its date;

- Information on the disposal of the product;

- "Do not use if the package is daniaged” symbol.

8.3 Transport markings are applied to paper orcardboard labels, or directly tothe

container; the labels are attached to the packaging with glue or other materials thatensure the

safety of the cargo aiid markings.
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8.4 The transport container must be marked (Figure 3) containing the following
dnation;

- product name;

- gross weight;

- the number of the registration cestificate and its date;

- overall dimensions in the format width, height, depth (cm);

- the number of products (pcs.);

- the name of the consignee;

- name of the destination;

- manufacturer’s address;

Protect from moisture

Use no hooks

Keep away from heat

Manufacturer
85 TheUserManualisplaoedinaplmicﬁhnbagandphwdalongwithﬂwmoduct.
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Drained one-piece ostoroy bag
Gross weight: 1Kkg MA Xiidd.

Dimensions: 37.5x36,5x30.5 cm
Number of products: 5 pcs
Name of ConsiEnee: XXXXXXXXXX

Name of Destination port: X XXXXXXXXXX
Zhejiang Longterm Medical Technology

Co., Ud. (Zhejiang Longlerni Mcdieal
Technology Co.. Ltd.)

ShuangShan Road 277, Fuxi Street, Deqing
County 313200 Huzhou City.

Zhejiang D@@Ie'ﬁeﬁuiic Ifihina I I - I

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 standards.
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10 INTENDED USE
10.1 USE LIMITS

A Each batch of ostomy bags 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 transportation.

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.

It is not recommended to change the ostomy bag immediately after eating; it is better to do it
in the morning before breakfast and/or in the evening before bed.

If the patient independently changes the ostomy 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
irmitation 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.

An open (drained) one-piece ostomy bag should be changed no more than once a day. The
ostomy bag should be emptied regularly (several times a day; for this purpose, there is a special
hole at the bottom of the bag, which is securely secured with a clip).

When using drained (open) bags, it is necessary to know that they should be emptied
regularly!

Reuse of the ostomy 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 understand that
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.

12
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Before using (primary attaching, replacing) an ostomy bag, prepare all the nccessary stoma
‘re products.

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

10.3 STOMA CARE

Wash your hands with soap. ‘l

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 (attaching) the ostomy bag, you must thoroughly wash the skin around the
stoma with warm water and neutral soap, removing hair end glue residue from the previous
ostomy bag (if necessary). 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 abdomina) skin around the stoma, it should be removed by carefully {
by trimming it with scissors.

10.4 PROCEDURE FOR WORKING WITH THE PRODUCT

104.1 Use of the ostomy bag
Cut a hole in the adhesive layer along the applied contour

Remove the protective coating with the applied markings.

Starting from the bottom edge of the plate, glue the colostomy
bag to the skin, making sure that no folds form on the adhesive

plate, which can lead to leakage of the colostomy bag. \ ;

Close the bag with a clip. (The clip is not included in the
package!)

Place the clip unbuttoned 3 cm from the edge of the bag. After
throwing the edge of the bag over one part of the clamp once, |~
close the clamp. Only the correct use of the clamp allows you to

13
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10.4.2 Drainage (emptying) of open bags
The open bags should be drained (emptied) regularly.

A To avoid tearing off of the ostomy bag, do not allow it to overflow.
When 1/3 of the bag's volume is filled with feces, it should be emptied.

/"
L

A single-component drained (open) colostomy bag should be drained
without peeling off the skin. To do this, point the bag into the toilet Y
bowl, open the drain hole and empty it.

full 1/3

After releasing the contents from the open (drained) colostomy bag,
it is necessary to thoroughly wipe its "tail" with a damp cloth, then
snap the clip.

\}

ADO not rinse the ostomy bag with water.

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

10.4.3 Removing the ostomy bag
The colostomy bag is removed in reverse order, starting from the
upper edge. Take the bag from above with one hand and carefully
peel it off from top to bottom, with the other hand pull the skin.

14
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wming sensation (intestinal discharge flows under the plate of the bag) - or if the undrained
closed) bag is filled with feces, i.e. after each bowel movement.

WaTs SHDS

A To prevent skin injury, do not remove the ostomy bag by ripping off or by using
mechanical means or chemical solvents. Change the bags in a timely manner, preventing
intestinal contents from getting under the adhesive base.

Remember that the ostomy bag is attached to the skin only once; it is not allowed to
be reused.

15
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11  INFORMATION ABOUT THE HUMAN MATERIALS CONTAINED IN
{E 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: 700 gPa ~ 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
disposal.

The product must be disposed of:

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

B OHiSReE Sl
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16 ACCEPTANCE CERTIFICATE

One-piece drained ostomy bag
Serial number .

is accepted in accordance with the mandatory requirements of state standards, existing
technical documentations, and is certified as ready-for-service.

Representative of the QC department

(personal signature) {name in written) (date)

. 17 PACKING CERTIFICATE
One-piece drained ostomy bag

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)

17
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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.

g,
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19 MANUFACTURER WARRANTY
The manufacturer assumes responsibility for the safety, reliability and performance of the
woduct.
The warranty 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 purchasing, please make sure that the sclier 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 guarantecd 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 card 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.

19
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| 20 LIST ON INTERNATIONAL/NATIONAL STANDARDS/DOCUMENTS

Designation of the
‘ international standard

(document)

\ 115010993-1:2018 GOST ISO 10993-1-2021 Medical devices. Assessment of the
biological effects of medical devices.

Part 1. Assessment and research in the
risk management process
15010993-5:2009 rOCT ISO 10993-5-2023 Medical devices. Assessment of the
biological effects of medical devices.
Part 5. Cytotoxicity studies: in vitro
methods
1S010993-10:2010 GOST ISO 10993-10-2023 Medical devices. Assessment of the
biological effects of medical devices.
Part 10. Sensitization studies
15010993-12:2012 IOCT ISO 10993-12-2023 Medical devices. Assessment of the
biological effects of medical devices.
Part 12. Sample preparation and control

Designation of the national

standard (document) Name of the standard (document)

samples
1S015223-1:2021 GOST R UCO 15223-1-2023 | Medical products. Symbols used to
convey information provided by the
manufacturer. Part 1. Basic
' requirements
- GOST 20790-93 Medical devices and equipment.
General technical conditions
' - GOST R 58237-2022 Intestinal stoma care products: ostomy

bags, aids and skin care products around
the stoma. Characteristics and basic
requirements. Test methods

20
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Approved by
Zhejiang Longterm Medical Technology

Co., Ltd. ~
General diraotm‘z:; z ’ga-u; uan Fang
signature/stamp

& ’} » ”0’/’ . 20214 FONE S
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HHcTpyKuMa 0 NpEMEHeHHIO Ha MeIUIIMHCKOS Hanenvue
(User Manual on a Medical Device)
Ostomy bag

KAJIOITPUEMHMK OJHOKOMITOHEHTHBIN APEHHPYEMBIN
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Muerpyxkuns no npumMeneHHI0

Hacrosmes WHCTPYKUMS NO NpPHMEHEHHIO pacmpocTpamsercs Ha Kamompremank
AOKOMNOHEHTHLTH APSHUPYEMBH (Aanee — KAIONPHEMHHK, H3NCNAE) K npencTasaseT cobok
Soervnennslil TOXYMEHT, COACPXAaMNA CBENEHUA O HASHAYCHUN, KOHCTPYKLKA, TPAHDHNE
NelicTBAS W XApaKTEPUCTHKEX M3AeNud, HeoOXomKMble MUIA TpaBHNSHON 3KCNAYATaUHA,
TPaHCTIOPTHPOBAHMA, XpaHeHHs, oOcHyUBAHMA M YTHIH3AUMH, a TAaKXC CBEIOCRAA,
YHOCTOREPTOIME rapaHTHH NPOHIBOAKTENA.

A Wnjopmauus, saxHasa ans OezonmacHoro NpHMEHEHHR H3AeNAd, OTMedcHA
IPeNyNpenuTebKEM TPEYFONBHHKOM ¢ BOCKIKUATCNbHBIM 3HAKOM. 3TEBM YKasauHAM CNeTyeT
yaensts ocoboe BHRMAHUES,

& BHUMAHME! Moanduxauus a3enes He Aonyckaerca!
ITo BceM BOMPOCAM, KACRIOUIMMCS MCIONB30OBAHHA M3MCNHS, BeoGxommmo obpemarses K
TMIPOH3BOJMTENIO KK K YIOKHOMOYCHHOMY npeacTasuTemo b PO;

CBENEHHMA O MPOU3BOJUTEIIE
Zhejiang Longterm Medical Technology Co., Ltd. (Keftnamr Jloarrepy Memmxan
Texsonomxu Ko., Jitn) ’ !
Anpec: ShuangShan Road 277, Fuxi Street, Deqing County 313200 Huzhou City, Zhejiang
Province, Peopie's Republic of China '

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

MECTO ITPOH3BOACTBA

Zhejiang Longterm Medical Technology Co., Ltd. (OKefinanr JlonrrepM Menuxan
Texuonomxy Ko., Jitn)

Anpec: 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

YTIOJTHOMOYEHHbLIH! IMPEACTABUTEJID B P®

O6ecTso ¢ orpaAnuenHoM oTBeTcTBENHOCTEIO * TEPA "(000 «'EPAY)

Anpec: 454119, YEMABUHCKAA OBJIACTh, I.0. YEJISBMHCKMHA, BH.P-H
JIEHKHCKHH, T YEJITBUHCK, YJI BATYMCKAS, [l 2A, KB, 123

Ten.: +79080414526

E-mail: mir.zaboty@mail.ru
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Hucrpyknns no npamenenuio

1. OBIUIASA HHOPMALHA
1.1 BBEJAEHHE

HacToImas MHCTPYKIHA N0 NPUMEHEHKIO paspaboTana B COOTBETCTBUHH ¢ TpeboBaRAIMA
HRLHOHANBHEIX H MCXAYHAPOAHBIX HOPMATHBHEIX IOKYMEHTOR (CTAHAAPTOB).

1.2 HAHMMEHOBAHME W3IEJIUA

KanonpueMHHK 0HOXOMIIOHSHTHLI ApeHUpyeMbill.

[. BapKanTs! HCNONHERUS!

1. KanonpeMuHK ONHOKOMAOHEHTHEIA ApeHHpyeMbili ¢ BoipesaeMbiM oTBepcTHEM 10-35
MM. AeTckuli, Monens 5001 - 20 w.

2. KanonpHeMHHK OAHOKOMIIOHCHTHBI QPEHRPYEMEIE C BHIPE3ACMEIM OTBCPCTHEM 10-70
MM. B3pocTkii, Mozens 5002 - 20 mr.

3. KanonpueMmHHK ORHOKOMNOHEHTHEI ApeHHpyeMbilt - ¢ BEIPCIACMEDM OTBEPCTHEM 10-
80 mm. B3pocnmit, Moaens 5003 - 20 mrr.

11. MsicTpyXnms no mpuMeHeHo — 1 IHT./ynaKosKy.

-y - -

1.3 CBEJOEHWSI O ITPON3BOIHUTEIIE

Zhejiang Longterm Medical Technology Co., Ltd. QKeituasr Jionrrepm Metaxan Texno-
nomxz Ko., Jita) ]
Anpec: 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

o

14 MECTO [TPON3BOACTBA

Zhejiang Longterm Medical Technology Co., Ltd. (Keitmanr Jlonrrepm Memuxan Texwo-
noxxu Ko., Atx)

Aunpec: 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

1.5 YTIOJTHOMOYEHHbIH MPEACTABHUTEID B PO
OG6mectno ¢ orpauuuesHoli oteercTeerHOCTHIO " [EPA "(0O00 «'EPA»)
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HucTpyknua no npuMeneHno

/

/
/Aapec: 454119, YEJABMHCKAS OBJIACT, I.0. YEJIABMHCKHM, BH.P-H
JIEHMHCKUI, T YEABUHCK, Yl BATYMCKASL, ]I, 2A, KB. 123

Ten.: +79080414526

E-mail: mir.zaboty@mail.ru

2. HAZHAYEHME MEAHI[HHCKOI'O M3AEJIHUA

2.1 HA3SHAYEHME M YCJIIOBHUA NTPUMEHEHHUA

KanonpneMHUK OZHOKOMMOHEHTHRI ApeHHpyeMuit (Afnce —KaJTONPHEMHHK, W3LEINHE)
npeaHasHaYeH AN (ukcauMm NpM NOMOIE KicY HA KOXE MAUWCHTA BOKPYT CTOMBlI H
HCTIONB30BANUA B KAYECTBE EMKOCTH U1 cOopa Qexanuii nocse KONOCTOMHH.

Knacc nageaus B 3a84CHMOCTH OT NOTCHIHAIBHOIO PHCKA MPHMEHEHHA —~ 1.

Hszenue NpHMEHASTCK B YCAOBHAX MegebHo-mpodunaxTidecknx yupexaennd (JIITY), na
HOMY.

KanonpueMHHK OTHOCHTCA K H3ZeNHAM OAHOKPATHOI'O IPHMCHCHUA.

2.2 TIOTEHLIUAJILHBIE NNOTPEBUTEIN
Cotpyauuxy  meueGuo-npodunaxTHaecxkux yupexgenn#t (JITY), HemocpeacTseHHO ;
TANAEHTEL

23 TIOKA3AHHUA
- cB0p dexanul y CTOMMPOBAHHEX NALHEHTOB ¢ BrIBeleHHON TOnCTOR KMUIKOH

(xonocToMoii) Ha nepemHIo GpIoHYIO CTCHKY.

24 TTPOTUBOIIOKA3AHMA
- UnausnayansHas HEMEPEHOCAMOCTD MBTEPHANA.

2.5 IIOBOYHBIE DOOEKTHI
Ilpr cobmonenun TpeGoBaMMA WHCTPYKUHH 10 TPHMEHEHHMIO HeONAronpHATHEE
TOCNEACTBHA He HAOMOAAIOTCA.

2.6 MEPBI IPENOCTOPOXHOCTHA

A Branmanue!

HcnoonzayliTe xanonpueMHHK TONLKO B COOTBETCTBHH ¢ AaHHON AHCTpYKLHel.

He ncnonesyiite KanonpueMHHK NOBTOPHO. KanoNpHEMHHK OTHOCHTCA K B3ACHUAM ANX
OHOKPATHOTO IPUMCHCHH.

He ucnonpaylite kanonpueMHHK NPH HAMYMYE BHAKMEIX AeheKXTOR,

M ST ol
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"llCprKuHﬁ 110 IPUMCHCHHIO

3 ONUCAHMUE KOHCTPYKUHH HIAEJINS

HepasueMHbIe, TCPMCTHYHLIC, OMNOPOXKHACMBLIC HCPC3  3aKPLIBAIOWICCCA  APCHANKIOC
JTBEPCTHE  CTOMHBIC  MCLWIKK M3 HCMpO3pa4Horo/npo3pauHoro, OAHOCNOKHOrO,  Hc
NporycKalowero 3anax Marcpiana (MNeHKH), C ONHOCTOPOHHHUM HITH ABYCTOPOHHAM MOKPBITHCM
U3 MATKOrO TOAKMEPHOro MaTcpHana, ¢ APCHAXKHLIM OTBCPCTHCM (MOPTOM), C 3aKHMOM LA
3aKphIBaHHA NpPEHAXHOro OTBepcTHA, 6c3 (GuUAbTPa, CO BCTPOCHHOW [MNOCKOH adrc3ABHOA
NJaCTHHOM.

KanonpueMHuK 0HOKOMNOHEHTHBIA APCHUPYEMBIH.

|. BapHaHTLI MCNIOJTHEH K.

1. KanonpueMHMK OZHOKOMMOHEHTHbIH OpeHHpyeMblli C BuIpe3acMebIM oTBepcTAeM 10-35

MM. feTckiii, moaens 5001 - 20 wr.

2. KanonpueMHUK ONHOKOMMNOHEHTHBIA ApeHApPYeMblil C BEIpe3aeMbM oTBepcTrHeM 10-70

MM. B3pocnblif, Monens 5002 - 20 wr.

3. KanonpueMHHK OAHOKOMINOHEHTHBIH OPCHHPYEMBIH - C Bbipe3aeMbiM OTBepcTHEM 10-

80 mMM. B3pocbiit, monens 5003 - 20 wr.

II. UHcTpyKUHS MO MpUMeHEHHIO — | 10T./ynakosky. i
BHelHUA BHA U3JEJIUA YKa3aH B PHUIO0XKEHHH A. i
4 TEXHHYECKOE OITUCAHME MEJHUHHCKOI'O H3AEJINA
4.1 OCHOBHBIE TEXHUYECKHWE XAPAKTEPUCTUKHU i
4.1.1 MWspmenue coorBercTByeT TpebGoBaHusM HacToswero aoxymenra, [OCT P 58237,
FOCT P UCO 15223-1, 'OCT 20790 u noxyMeHTaUMH NPOM3BOAMTENS, YTBEPIKACHHOW B

YCTaHOBJICHHOM MOpsAKe.
4.1.2 MaccoraGapHTHEIE pa3Mepbl H3AeNHS yKa3aHs! B Tabmaue 1.

Tabnuua 1. MaccorabapuTible pasMepbl

Ne | HaumeHoBaHue Huamerp Makcuman | Llnpuna, Hnnna, mm | Macca, r
CTapTO80ro0 bHbIR MM
OTBEPCTHA, MM | AHaMETP
Tpacapera
ans
Bbipe3acm
oro
OTBEpPCTHS,
MM
1 | KanonpneMuuk 10,1+ 0,3 35,0£0,3 137+0,3 228+0,3 13,5
OAHOKOMMOHEHTH b 0,5
apeHupyembiil ¢
BbIpE3aeMbIM
orsepcTHeM 10-35 MM,
aerckuil, moaens 5001}
2 | KanonpnemHuuk 9,9+ 0,3 70,3+ 0,3 150+0,3 287+0,3 16,6
OIHOKOMNOHEHTH LI} +0,5
APCHUPYEMBbIH C

AHARE Bl
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Hucrpyxnns no sipuMeHeHuIo

BLIPE32EMbIM
oTeepCcTHEM 10-70 mm.
sypocnntil, mogens S002
3 | KanonpnemHux 10,0+ 0,3 79,7403 | 150+0,3 287+0,3 16,8
OXHOKOMNOHEHTHBI 0,5
Apenupyemuiit - ¢
BLIPEIACMBIM
ovsepcruem 10-80 mm,
B3pochuit, Monens 5003

4.1.3 O6sbeM MelKa ASTCKOro KanonpHeMuuka He meHee 400 Mn + 0,2 Ma.

4.1.4 OGbemM MeLiKe BIPOCIOTO KanonpueMHnKa He Menee 700 Mk 0,2 Mn.

4.1.5 Ha xneesomM cnoe nafenuit namecen tpadaper s Gonee TOTHOTO BBIPEIAHHA
pasmMepa OTBEPCTHA ANA CTOMBL. JlHaMeTpH Tpadapera AnA BLIPE3AEMOrO OTBEPCTHA
COOTBETCTBYIOT 3HAUCHHAM, YKa3aHHEM B Tabmune 1.

4.1.6 KanonpueMHAK repMETHYEH.

4.1.7 IMpo3paunax IUIEHKA JIETKO OTCIAHBACTCA OT THAPOKOONAa, 6e3 0CTATKOB.

4.1.8 AaresHoHHbIH C/OH NASCTUHEI OAHOPOAKEIM, PABHOMEPHRO PACTPENENEHHBI RO
Bcefl OCHOBE, HE COACPXUT BKMOueHUH, ny3spelt H JAIMUINCH AHTHARNC3HOAHLIM TOKPHITHEM

(MaTepuanom). !
4.1.9 KanonpreMEHK npeAHa3HAYEH VN  EXCAHCBHOTO  NOJb3OBANEN  B/AMM :
peabHNETAIROHHOTO ICPHOAA. 1
4.1.10 [lo Temy AAre3HBHOTO CJIOA NJACTHHB KANONPHEMAWK OTHOCHTCA K :
MoHoCIoHHOMY THAPOKOJIONAHOMY . .
4.1.11 Tun amesupa — THOPOKOIOMAHLIA MOHOCHOAHEIA: CTaRIAPTHHIA, ]
ycToiunarii K 3po3HH.
4.1.12 Tlo pasmepy (ofnemy CTOMHOIO MCIIKS) KATONPEEMHKKA — MANCHBKHHA -
Aerckuif, cpemnut — BIPOCHBIA.
4.1.13 Tio THMY 3aCTEXKH APCHAPYEMOTO KATONPHCMHYKA — & FHOKHM 3ANCEMOM.
4.1.14 Buemnuft Bua nanenus 6e3 BUIHMEIX acdexTos.

M AT
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WHCTPYKLMS NO NPUMEHEHWIO

5 TPEBOBAHWVA K HALEXHOCTW

CpoK rofHoCT1 KarnonpueMUNKoB A0/MKeH 6bITb 5 €T C AaTbl UX U3rOTOBMEHNS.

6 TMEPEYUEHb N ONMMNCAHWNE MATEPUANTOB MEAVNUMHCKOIO N3AENNA,
BCTYNAKOWMNX B HEI'IOCPE,EI,CTBEHHbIIZ nnn OI'IOCPEﬂ,OBAHHbII7I
KOHTAKT C TENOM YEJIOBEKA

6.1 Marepuanbl, NpPUMEHSieMble  MNPW  U3rOTOBNEHUN COOTBETCTBYIOT
Tpe6GoBaHMAM [AEACTBYIOLWMX CTaHAAPTOB WM HOPMATMBHO-TEXHUYECKON [OKYMEHTALUU Ha 3TK
MaTepuanbl, npeaycMOTPEHHbIe AeCTBYIOLLMM 3aKOHOAaTeNbCTBOM, "

COMPOBOANTE/bHbIE AOXYMEHTbI O KaueCcTBe NMpeanpuaTUSa-NOCTaBLLMKa.

n3aenus,
“MetoT

6.2 BXO,CI,HOVI KOHTPO/Ib CbIPpbA N MaTepunanos, NMPpUMeHAEMbIX MPW NMPoOn3BOACTBE U3AENUA,

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

NPOBOAMTCA B  COOTBETCTBUM C  TpebOBaHMAMKU  CEPTUDULMPOBAHHOW U 3P HEKTUBHO
NCMONb3yeMOW CUCTEMbI MEHEAXCMEHTA KayeCTBa, BHEPEHHOI Y MPON3BOAMTENS.
6.3 [llepeyeHb NOKYMHbLIX MaTepuanoB ykasaH B Tabnuue 3.
Tabnuua - 3.
HaHmcHoBannc Mapka Mpownssogntens
nsgenus, HanmeHoBaHue maTepuana
ero yacTeit
MonuypeTtaHos  Zhongsu Zhongsu New Materials
KanonpuemHuk CTOMHbI as(Pn) Technology(Hangzhou)Co.,LTD
OAHOKOMIMOHEHTHbI MeLLOoK: naeHkKa.
OPEHNPYEMBIi ¢ HeTkaHoe kingfo Shanghai kingfo industrial
BbIpE3aEMbIM MOMOTHO Co.Ltd
OTBepCIVIEM 10-35 mm. AfireansHas Fmapokonnong Longterm Zhejiang Longterm Medical
AeTCKM, modenb 5001 o HbIif renb, Technology Co.,ltd.
Mnenka N3T LN-03 Shanghai Lianuan Packaging
TechnologyCo., LTD
1 [JpeHasicHas AniomuHneBas  ZK621 Dong Guan Zheng Kai di
Tpy6Ka: neHTa Photoelectric Technology
Co.Jtd
KanonpremHuk MonuypeTaHos  Zhongsu Zhongsu New Materials
OHOKOMMOHEHTHbI CTOMHbII ad (PU) Technology(Hangzhou)Co.,LTD
LpeHnpyemblii ¢ MELLIOK: nneHKa.
Bblpe3aeMbIM HeTkaHoe kingfo Shanghai kingfo industrial
oreepctrem 10-70 Mm. MOMOTHO Co.Ltd
B3POC/ILIN, MOAETE ApnresmBHast rmapokonnong Longterm Zhejiang Longterm Medical
5002 nnacTuHa: HbI refnb. Technology Co.,ltd,
MneHka N3T LN-03 Shanghai Lianuan Packaging
TechnologyCo., LTD
OpenaxkHas  AniomuHnesas  ZK621 Dong Guan Zheng Kai di
Tpy6Ka: NeHTa Photoelectric Technology
Co.,ltd
KanonpuemHuk MonuypetaHoe  Zhongsu Zhongsu New Materials
OAHOKOMMOHEHTHbI CTOMHBIi as(Pu) Technology(Hangzhou)Co.,LTD
APeHVpyemblii - ¢ MELLIOK: Nn/eHKa.
Bblpe3aeMbIM HeTkaHoe kingfo Shanghai kingfo industrial
oreepctremM 10-80 mm. MOAOTHO Co.Ltd



VHCTPYKLMA MO MPUMEHEHWIO

/;;TMeHoBaH 1le Mapka MpounssognTens
nsgenns, HanmeHoBaHue maTepunana
ero yacTei
.3pOCbIA, MOAENb AgresavBHass  'mpgpokonnomg —Longterm Zhejiang Longterm Medical
5003 nacTHa: HbIiA refb, Technology Co.Jtd,
MneHka NaT LN-03 Shanghai Lianuan Packaging
TeclinoiogyCo., LTD
[OpeHaskvaa  Anomunmnesas  ZK621 Dong Guan Zheng Kai di
TpyOKa: NeHTa Photoelectric Technology
Co,,Itd

7 KOMMNNEKTAUWNA
KanonpuemMH/K 0HOKOMMNOHEHTHbIA APEHNPYEMBIA.

|. BapnaHTbl UCNONHEHUSA:

1. KanonpmeMHMK OAHOKOMMOHEHTHbIA APEHUPYEMBIA C Bblpe3aembiM 0TBepCTUEM 10-35
MM. AeTCKuWii, mogenb 5001 - 20 w.

2. KanonprveMHWK 0gHOKOMMOHEHTHBIA ApeHnpyemblii ¢ BbdesaembiM oTBepcTueM 10-70

MM. B3pPOC/bIii, Mogenb 5002 - 20 wr.

3. KanonpueMHWK OfJHOKOMMOHEHTHbIA APEHUPYEMbIA - C Bbipe3aeMbbM OTBepcTMEM 10-
80 mm. B3pocnblii, mogens 5003 - 20 .

IIl.  NHCTPYKUMA NO NPUMEHEHMIO - 1 LUT./ynaKoBKy.

8 CBEAEHUNA O MAPKNPOBKE U YIMAKOBKE N3AENUA
8.1 MapkunpoBka u3genus cornacHo Tpe6osaHwaM EN 1SO 15223-1. MapKupoBKa
[OCTOBepHas, YeTKas, /Ierko Yntaemas.
8.2 Ha ynakoBKy u3fenus HaHeceHa MapKMpoBKa, (PUCYHOK 2) cofepxkalias;
- HAMMeHOBaHWe MeJULMHCKOro U3genus;
- MecTO HaxoXpaeHus  (agpec), (MPMeHHOe HaMMeHOBaHWe  (HaMMeHOBaHWe)
n3rotoBuTens (Mpogasua), MecTO HaxoxAaeHusi (agpec) opraHusauuy (opraHusauuil),
YNONHOMOYEHHOW  WU3roToBMTeNnemM  (MPOAaBLOM) HA  MNPUHATME  MPETEeH3Wi  OT
nokynartenei 1 Npon3BoAsALLeli PEMOHT U TEXHUYECKOe 06CNYXMBaHNe TOBapa;
- HaVMEeHOBaHWe 1 afpec YroJIHOMOYEHHOr0 NnpeacTasuTens B P,
- CUMBOJ1 «1CMONb30BATh [0» B (DOPMATE YMC/O0, MECAL, U Fof,;
- KO/INYECTBO W3JENNiA B YNaKOBKE;
- BapMaHT UCNOHEHNA V3Aenns;
- cuMBON «bepeyb OT Bnaru»;
- CUMBON «TemnepaTypHbI AUanasoH»;
- CUMBOJT «[laTa U3roTOB/IEHNS» B (DOPMATE UMCO, MECAL, U FOf;
- CUMBOJT «KOJ NapTumn»;
- CMMBO/ «3anpeT Ha NMOBTOPHOE NMPUMEHEHWEY;
- cuMBON «OBPaTUTECH K MHCTPYKLMK MO NMPUMEHEHNIOY;
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HucTpyxkiisga no npumenenuio

- naofpaxerue KalonpHEeMHMXA;

- HOMEP PETHCTPALIHOHKOIO YAOCTOREPCHHA H €70 AATA;

- HHpOPMAUKS 110 YTHANSAURH HIACIMS;

= CHMBOJ1 «He UCNO/H30BATL NPH NOBPEKIECHHH YIIAKOBKHY,

83 TpaucnopTHas MapK¥pOBKa HAHECEHA Ha OyMAaXHBIE HIIH KBPTOHHLIC APNEIKH, HAH
HEMOCPEACTBEHRO HA Tapy, APALIXH NPKKPENNCHE K YIAKOBKE KNeeM WK APYTHMHK MAETEPHATAME,
oGecIeuHBAICIIHME COXPEHHOCTS IPY3a B MAPKHPOBKH,

8.4 Ha TpaHCNOpTHYIO Tapy HAaHECCHA MApKMpOBKa, (pUCYHOX 3) coaepkamas
cReAYIOUTYIo HiidopMatmio:

- HAUMCHOBAHUE H3NSNA;

- macca OpyTTO;

- HOMEP PETUCTPALHOHHOTO YAOCTOBEPEHHS K €0 NATS;

- raGapuTHste pasMepsl B HOpPMaTe WKPHHA, BHICOTE, ryGuHa (cM);

- KOAHYECTBO M3Aeuit (ImT.);

- HAHMEHOBAHHE rPY30NONYHATENS;

- HAKMEHOBAHME NYHKTa HA3HAYCHHR,
- aAipec H3roTOBUTENS,;

bad L |

- CHMBOJ «Bepedb OT BIATHY;

$
- campon «Kpiokamn #e Gparsy; % 1
X
wl

- cumaon «Bepeds 0T COTHEUHBIX Myyeiin;

-

- cumBos «KM3roToBUTENBR.

8.5 UnHCTpyXiMA MO HPHUMEHEHHIO TOMCIIeHa B MAKST H3 NONIM3THACHOBON ILICHKH H
YIOXEHA BMECTE C H3RCITHEM.

10
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NHCTPYKUUS 110 NpUMEHEHWIO
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KarnonmyeMHHK O/THOKOMIOHEHTHB I ApeHMpyeMb Il
Macca 6pyTTo; 1K | pyXooT
abapuTHbIe pasvepsb!: 37,5%36,5%30,5 cvi
KomnmyecTso v3aemid: 5 L.
HaviveHosaHvie rpy3oronydaresis: XXX

HaHxeHoaaHVe MyHKTa Ha3Ha4eHNA: XXXXXXXXXXX
AJdhejiang Longlemi Mcdicul TtN;luiology
miCo.. Ltd. OKelinaHr JloHrrepm MegHkan
TexHonomxu Ko.. 1Ta) f
ShuangShan Road 277, Fuxi Street.
Deqing County 313200 Huzhou City, H
____ Zheiianu Province. People's Republic obeLup,|
PI/ICVHOK 3 -l abnoH TpaHCHOpTHOVI MapKUpoBKU mnsgenmna

9 TPEBOBAHWA BE3OMACHOCTMU
UacT m3aenns, KOHTABMPYIOWME C HEMOBPEXAEHHON KOXe nauueHTa U CAU3WCTON

000/M04KOl,  OTBEYaroT TpE6OBaHVIFIM TOKCMKO/IOTMYECKO 1 caH MTapHO-XMMVI‘-IeCKOﬁ

6e3onacHocTy cepum cTaHgapTos 1ISO 10993,
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Hucrpykuns no npumeneHuio

10 UCNNOJB30OBAHHE 11O HABHAYEHHIO
10.1 3KCIUIYATALIMOHHbIE OrPAHUYEHHWS

A Kaxaas napTus kanonpueMHHUKOB MPOXOLHUT Nepea NpoAaXeH CrieUHabHYIO IPOBCPKY
u3roToBiTeNneM. TeM He McHee, NMpH TPAHCNIOPTUPOBKE MOrYT TMpPOMIONTH HEMpPCABHACHHBIC
TIOBPEXEHILA, HE CBA3AHHDIC C MPOU3BOACTBOM H3ACIHA.

Moxany#icta, nposeanTe BU3YyanbHYI0 OUEHKY YNaKOBKH, COCTOAHAS KaJlONpAEMARKOB,
4yToOM yOeAHTLCS B OTCYTCTBMH pasnHuHbix nospexaenuit. Ecan Bei o6HapyxrTe nmospexie-
Hus, o6paTHTECH K M3rOTOBHTENIO.

He pexoMenzyeTcss MCHATH KaNONPHEMHHK Cpasy nocse efbl, ay4lne AeaaTh 3TO YTPOM 00
3aBTpaka WK BEYepoM Mepeji CHOM.

Ecrm nauueHT caMOCTOATENBLHO MEHSET KANONPHUEMHHMK, 3TO CTOAT JENaTh CTOS AJIA CHIA
(myqme cTOS) Mepen 3epKanoM, YTo6b1 MOXHO GBUIO BHAETL CTOMY.

Henbis nonb30BaThCA BaTOM, TAK KaK OCTABIUHECA Ha KOXE HIH CTOME BOJIOKHA BAThl MOTYT
BLI3BATh pasfpaxkeHHe, a TaKxke OyAyT NpENsTCTBOBATL EPMETHYAOMY HEK/IEABAHHIO
KanonpHEMHHKA. .

He ucnons3yiite KyCKOBOE MbUIO, OHO CYUIHT KOXY, YAQNACT €€ eCTECTBEHHbIN 3allMTHbIH .
Gapbep B nenaer ee Gonee yA3BUMOA Ui NpOHEKHOBEHMA O6akTepEd W MEXaHHYECKHX
noBpeXJICHRH.

[Ipu o6paGoTKke CTOMBI M KOXH BOKPYr HEE HENb3d HMCMONBL3OBATH AHTHCCITHUECKHE
PAacTBOpbI, AIKOT0/Ib, CHPT, 3GHP. |

KanonpueMHHK 0fHOKOMIIOHEHTHBI OTKPRITHIR (ApCHHPYeMBIH) MEHAETCA He yae yeM |
pa3 B CyTkd. KajonpMeMHMK CIEAyeT PeryaspHO OMOPOXKHATL (HECKONBKO pa3 B J€Hb, Ui
3TOr0 BHM3Y MEINOYKA €CThb CIIEMHAILHOE OTBEPCTHE, KOTOPOE HANCXKHO 3aKpersieTcs
32KUMOM.

WUcnone3ys napeHupyemble (OTKPHITbIE) MCEUIKH HEOOXOAHMO 3HaTh, YTO HX CHeAyer
OTIOPOXHATH PeryasapHo!

3anpeigaercs NOBTOPHOE HCMOJL30BaHHE KANOTPHEMHHKOB.

He suifpachiBaiiTe ucnonb3oBaHHbA KanonpHeMHHK B yHHTas. [[ns ero yTunusauus
UCIOMB3YHTE NONMITHNEHOBHIE NaKeTs!. [lepen yTHAK3auHeH MEILIOK CNENYET ONOPOXKHHTS.

10.2 NMMOAIOTOBKA K 3KCIUJIYATALIMHU
JlonycTuMele 3HaueHHs nokasateneil NpH 3KCILUTyaTaUHH H3ACTHA:
Temneparypa: ot +10 no +30 °C
Bnaxuocts: ot 10 % 10 80%
Ucnons3osanue usgenua He TpebyeT creuuansHoro obyyeHHs W MOXKeET GLITh BBITIONHEHO
CHJIaMH NalHEeHTA.

PR E Bz
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Hucrpyxuns no npuMMeneHHI0

Ypumeuanue: HeoGX0AHMO PeryipHO NPOH3BOANTS THTHCHHYECKRHE TYANET CTOME! # HAHO

1IMaTb, YTO 3TO HE NEPEBA3KA, YTO CTOMA — HE PaHA, H HE HYXHO HHKAKHX CMICUHANBHBIX, a

"\ Oonee, cTeprabHbIX YCRoBRfl Ang yxoaa 3a cTomolt U KoxkeR noxpyr mek. ITaunenT MOXeT pcé
wnaTs caMocToATensHO K 6e3 nepuarok. He Goiirecs tporate cromy.

Tlepen npuMesenneM (NEPBHYHBIM  DPHKICHBAHMEM, 3aMeHOH)  KanonpueMAsyKa
TIPHIOTOBLTE BCE HEOOXOARMBIC CPEACTBA [0 YXOMY 38 CTOMOH.

Ecnu OaumeHT REXHT, NPUIOTOBHTE HENPOMOKASMYIO MeEAeHKY, $UT0OLI HAKDHITE &0
NOCTENLHRBIE TPHHAMNCKHOCTH.

10.3 YXOH 3A CTOMO#

BrimoftTe pyKi ¢ MBLIOM.

Ecan Bol yxe moAb3yeTech KanoNpHEMHHKAMM, TO OCTOPOXHO YARIHTE KANOTIPHEMHEK H
BLIGPOCATE ero B CNEUYATBHO NPHIOTOBMCHHGI repMETHUNEIA NNACTHKOBLIA naket, cHavana
ONOPOXHAB €10 COACPKUMOE B YHHTAS3.

Mepen DpHMeHeHHEM (NPHKNCHBARHCM) KANOMPUEMHMKA HEOOXOAMMO TMATENBHO
BEIMBITh KOXKY BOKPYT CTOMBI TeINOH BonoH ¢ HEATpansHAIM MBUIOM, OYHCTHEB €€ OT BOJIOC 4
OCTATKOB K/eA OT NpeARZYNero xanonpuemHuka (mpu HeoGxommmoctu). Henatire 3ro
KPYTOBBIMH ABHXCHUAMH, NOCTENEHHO NPUOIRMARCE K CTOME.

He cnemyeT onacaThes NONANAHAA BOABE H MLUIA Ha CTOMY. K0Xa BOKDYT CTOMB! IOMKHA
OLITH coBEpLUCHHO THCTOH,

Hcenomesys Marxoe monoteHue WM Mapnessie canderxit, OCTOPOXHO, IPOMOKAIIIME
HBHACHHAMM MPOCYIIHTE KOXKY.

Ecni Ha kxO%e HKBOTA BOKPYT CTOMEI HMEIOTCH BOJIOCH, WX ClIEAYeT YAARHTH, OCTOPOXKHO
MONpE3aB HOXHHIAMH.

10.4 MOPAROK PABOTBHI C N3AETUEM

10.4.1 TIpumenenne KANONPHEMHHKE

Bupexsre oTBEpCTHE B KICCROM CAOE N0 HAHECCHHOMY
KOHTYDY.

CHUMATE JALIKTHOS NIOKPHITHE C HaHeceHHOH pasneTxoit, N

3

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

- AR

§ L HE AR



HMHcTpyKUHS N0 NPHMCHEHHIO

Mas ¢ HWKHEro Kpas NIACTHHbI, NpHKIeHTEe KANONpHEMHHK
ke, cnens, 4yroOsl Ha kneliko# nnacTuHe He OGPA30OBATHCH
<NanKH, YTO MOXET THPHBECTH K  HErepMETHUYHOCTH

NUTOMTPUEMHHKA.

| 3axpoiite MeWOK 3aXHMOM. (3a)KMM B KOMIUIEKT MOCTABKH He
BXOAMT!)

3axuM B pacCTErHYTOM BHIC DPacrnoloXuTe B 3 CM OT Kpas
meirka. HakvHyBs omnH pa3s kpail Melluka Ha OHY YaCTb 32)KHMa,
3aKkpoiite 3axuM. TONBKO NPaBH/ILHOE MCMONB30OBAHHE 3a)XKHMA
no3BoAseT 106UTHCA repMETHYHOCTH MeLLKa.

10.4.2 IpeHax (ONOpPOXHEHHE) OTKPHITEIX MELIKOB
CnemyeT perynspHo ApeHHpoBaTh (ONOPOXKHATD) OTKPLITHIE MELUKH.

{'\

Hanomexnocts Ha 1/3 (

—\ /
|

A Bo n36exanue OTpIBa KATONPUEMHHKA HE CIEAYET AOMYCKATh €ro NepenonHeH .
Tpu 3anonHenuu 1/3 o6bema MellKa KaTOBRIMH MaCCaMH €ro CENYET ONOPOXHHUTS.

ONHOKOMNOHEHTHbIY ApeHUpyeMblt (OTKDBITHIA) KaNIONPHEMHHK
cleqyeT PeHUPOBaTh, HE OTK/IEHBas OT KOXH. Jljist 3TOro HanpassTe
MELIOK B YHHTa3, OTKpoliTe ApeHaXHOE OTBEPCTHE H OMNOPOXHHTE
ero.

[Mocne BBOTYCKA COACPXKHMOrO H3 OTKPHITOro (ApEHHpYEMOro)
KaloNpUeMHHKa HEOOXOAHMMO TINATENLHO BBITEPETH  BIAXHOH

can(ben(oii €ro «XBOCTHK», 3aTE€M 3alUCIKHYTh 3aXKHM.

\)

Al'lpousmau KaJONPHEMHHK BOJOMH HENBb3A.

14
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HMHCTPYKUHSA MO NPHMEHEHHIO

£cnu BO BpeMs MCHONL3OBAHHA KAJOMpHEMHMKXA Bn mouyyecreoBAmE 3amax, TO, BO-
abIX, HeOOXOAUMO YOEAUTECK B TOM, YTO 3AHM 3AKPHIT IPABHILHO, BO-BTOPAIX, NPOBEPLTE,
OTKICHNICA NIH KAJOTIPHEMHHK OT TeNa.
104.3 VYaanenue KanonpHeMHHKa
CuTHE XaNONMPHEMHHKZ NPOM3BOAMICA B OOpATHOM mnOpamxe,
BauRHas ¢ BEPXHEro Kpas. Omol pyxoll BO3sMETE MEIIOX CBEPXY H
OCTOpPOXHO OTKREuBaliTe ero cbepxy BHEH3, apyro# pyxol
HATATARATE KOXY.

CMeHy MeNIXOB MPOM3BOAAT, €CHM NAACTHHE HAUMHACT OTCTABATE OT KOXM — Torna But
NOUYBCTBYETE NOKeHHE (KHIICUHOE OTAE/LEMOE SRTEKALT N0 NNACTHHY MEIITKAa).

A Jns npemynpexacHUA TPABMHPOBAHEA KOXKK HC HaA0 CHHMATH KaNOMPHEMEAK
PHIBKOM HIIH ¢ HCIIOIL30BAKHEM MEXAHHUECKHX CPCACTB HIH XBMATISCKHX DACTROPHETENCH.

Boepema MeHAfiTe MemkH, He NOMYCKAS HOMAAHHR KHINEYHOrO CORSPXHMOro TOX
KJICEBYIO OCHOBY.

Nomuute, 9TO KANONPHEMHHEK HAKICHBACTCS HA KOXY TONBKO OMWH pa3, ero
MOBTOPHOE HCHOMBIOBAHHE HE ROMYCKALTCH.

15
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HucTpyxuus no npHMeHEHHIO

11 CBEJAEHMS O MATEPHAJIAX MEJIOBEYECKOT'O NPOHCXOXIEHHA,
COAEPXKAIIMECS B MEAHIIMHCKOM H3AEJIHH

Wanemue He CORCPXUT MATCPHANOB AKHBOTHOIO MITH YENOBEHUCCKOrQ NPOACKOKACHAS.

12 CBEAEHMA © COJEPXAIIHXCA B MEAMIUHCKOM H3IEJIHH
JEKAPCTBEHHOM IIPEIAPATE AJiA MEAMIIMHCKOro NPHEMEHEHHA H
®APMAINIEBTHMECKOH CYSCTAHIHA

Hanenne He COMESPANT JICKAPCTBCHHLIX MPENAPATOB JUIE MCORLIWHCKOTC NPHMCHCHEHA B
dapmauesTAUCCKAX CyOcTaHIME.

13 TPAHCIIOPTHPOBAHHE H XPAHEHHE

13.1 TpaHCROPTHPOBAHHE W3ACHHA MOXET OCYIIECTBAATHCA KENCIHOAOPOXKHBIM,
aBTOMOCH/IHBEIM, DCUHBIM M BO3AYIMIHEIM BHEJAMH TPAHCIOPTE B KDHITHBIX TPAHCHOPTHBIX
CpencTRax.

13.2 Kpemicnue TpaHCHOPTHOH YNAKOBKH B TPRHCMOPTHLIX CPEACTBAX M DEpPeBO3Xa
NPOAYKUMH HA HAX MPOBOASTCA COINACHO NMPABMNAM, ASHCTBYIOIDHM HA COOTBETCTBYIOMMX
pHAax Tpancnopra. [IpH  TPAHCTIODTHPOBAHEH CHMONICTOM — B OTANIMBACMOM
repMEeTH3NPOBAHHOM OTCEKE.

13.3 VYcnoens TpaHCTIOPTHPOBAHUS H XPAHCHHA HIACAHS B TPAHCMOPTHOR ymaxoske Ha
CKIanaX NPOH3BOARTENA (MOTPEOHTERN):

- Temnepamypa oxpyarcawoueil cpeow: -47°C ~+70°C;

- Ammoceproe daanenue: 700 2lTa ~ 1060 2fla;

- Omnocumensuan enaxcriocmo. 10% ~ 95%.

et o)t

AR

14 HHOOPMAIHMA O CTEPHIMIAIIMH MEAWIIHHCKOI'O H3AEJIUA
Jlaunoe TpeOoBaHHES He NMPHMERHMO, TAK XAk W3NGMHC HE ABAACTCA CTCPRILHLIM W He
NOMBECPTacTC CYCPUITHIALKA.

15 TPEBOBAHHSA YTHIM3ALHH M OXPAHLI OKPYXKAIOIIEN CPEABI
YTHm3auas OCyLICCTRIACTCA B COOTBETCTBHH ¢ NpasunamMu cBope, yudra M yruaH3aLHK,
YCTAHOBNCHHSIMH YIO/IHOMOYCHHLIM (CACPANBHEM OPraHOM UCHIOJNHATENBHOR BIACTH,

npeaycmoTpeRHBIN CanlIuH 2.1.3684.
Cornacro CanlluH 2.1.3684 m3nenue, HCOONK3OBARHOE NO HASHAMEHUIO, OTHOCHTCHE X

Knaccy B — anuaeMHONIOrHYECKH ONacHbie OTXOAB.

16

e AT R

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




HucTpyKIuR no NpHMEHEenNIo

[lepex yrrmszaumell usgemie NOABEPracTCA CAHNTapHOH 00paboTke B COOTPETCTBAE ©
STOMAYECKHMH yKasannaMu MY 287-113.
H3agenne noaNexuT yTHAKIALIMN:
- B CITy4ae NOBpeXACHHUR (IONOMKE, HAPYIIEHHS UENOCTHOCTH).

17
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HdceTpyxums no npHMeHeHHI0

6 CBHAETEJLCTBO O NPHEMKE

KanonpueMEHK OZHOKOMIIOHEHTHRIH ApeHUpyeMbIH
cepuitni# HoMep ’

TIPHHAT B COOTBETCTRUM C 0643aTENbHMMA TPCGOBAKEAME TOCYAAPCTBCHBBIX CTAHIAPTOR,
neficTByrome# TEXHHYECKO! AOKYMEHTAMY H NPH3HAH FONHAIM IUIR IXCTUVYATALRA.

Mpeacrasurens OTK

(mumas moanucs)  (pacAIu$poRKA NOKIHCH) (Hata)

17 CBMJAETEJLCTBO OB YIIAKOBHIBAHHH
KanonpueMBEHK OIHOKOMIOESHTAEI HPEHAPYCSMBIL

cepuiinstl HOMep ’

yIaxoBaH HA NpemnpHaTHR-A3rorosATene Zhejiang Longterm Medical Technology Co., Ltd. )
(Kedmarr Jlourrepm Memaxan Texnononss Ko., Jirn) cornecao Tpebosarmsam,
| NpexycMOTPEHHEIM B AelicTByiouell TeXHHISCKOH A0KYMEHTALHE.

e g

YnaxostiBaHAC NTPOUIRET
(mmvmas noanncs)  (pacBE(POBKE DOMIHACK) {naTa)

18
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HucTpyKums 0o NpUMeHEnuIo

18 CBEJAEHMA O PEKJIAMAILHAX
[Tperensny B anpec HITOTOBHTENS NPEACTARILKT OPH HECOOTBETCTBRE MOCTABASICMOTO
(UEAWA, €TI0  Taphl, YNAKOBKH, MADKHPOBKR M  KOMIUIEKTHOCTH  TpcOOBAHMRM
cONPOBOARTENLRON ROKYMERTALHA,
Bee npegpaniicHHe PEKNAMALEY AOUKHE PErHCTPRPORATLCS 32BOAOM-B3TOTOBATEACM
A COACPXATH CBEACHUN O NPUETTHIX MEPaXx.
Pexramanus, noxyeHAAS H3TOTOBATCIICN, PACCMETPHBACTCA B NCCATHAHEBABIS CPOK.
O npuHATHIX Mepax DRCEMERRO CO00IIALTCE NOTPEOUTENMO.
Iing onpeliencHus NpEYAH HOBPEXACHHE HeOOXOAUMO COCTABATL aXT, B KOTOPOM
AONRXHE1 OBITE YKABaHLL
- HAMMCHOBAHHE ¥ HOMED NAPTHH U3NEUN,
- J8TA NONYYeHAN MIENMA ¢ 3ABONA-HITOTOBHTENS M HOMCP AOKYMCHTS, IO KOTOPOMY
OHO NMOJTYYEHO;
- CTAILHOE ONHUCAHKUE NOBPEKICHHES,;
- NipeinoNaraeMas OPHYHHA NOBPEXACHAS B T.I.
MMpeanpusATAE-E3rOTOBMT, NPHAMMACT PEKNAMALMIO, €CNH HE YCTAHOBNEHA BHHA
NOTYaTe/IA B BOSHHKHOBEHHA Ae)eKTa B RSACTHA,

19
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HAucTpyxuma no NPHMEHEHHIO

19 YTAPAHTHM M3I'OTOBHUTEJINA
_lpomsozmm NPUHUMAET Ha ceGa OTBETCTBCHHOCTHL 38 B5E30TIaCHOCTH, RAANCKROCT: A
QETALAOHHEIE XaPAKTEPHCTHKH H3ACANI.
repanTafinpit Cpox 3IxcrryaTanuu — 12 MecsUER CO AHA TPORANXH MPEATIPHATHEM-
AMSBOAUTENICM WIH €0 YHONHOMOUCHHLIM NPCACTABUTENEM.,
TapaHTRUHEN CpOK XpaHeHus - 12 Mecanes.

YeaxaeMble nNoKynaTean!

IIpu noxkynke y6eauTecsh B TOM, 4TO NPOAABSI HOMHOCTRIO 3aMTOMHUN rapaHTRAALIY Tanos B
nOCTARHN TICMATS.

CoxpanaiiTe rapanTHHEEI TATOR B TEUECHHE BCETO NAPARTHHHOrO CpoKa.

IapaHTHHRLIL cpoX H3gENAA YKa3jaH B HHCTPYKUMH 10 NPEMCHCHHIO H ACIACHAETCS € AATHI
nponaxs. [Ipy OOHapYyeHMH NPOU3BOACTBCHHHIX ZXe(EXTOR NOKYNaTe/mo rapanTApPYeTcs
GecrnaTHEIH PEMOHT B TeYeHUE BCEro rapaHTHHHOIO Cpoka.

[Ipou3BoUMTENE OCTaBiseT 3a coGoif npaBo oTKa3a NO rapaRTHAHOMY OOA3ATEALCTRY B
cirydae HecOOMOACHUA HINTOKEHHALIX HIDKE YCnOBUl rapanTau:

- TapenTis neficTByer TONBXO DNpPH MNPABHIBHOM ¥ HCTKOM SANIORCHMNA
rapaHTEHHOTO TANOHA C YKA3aHHeM HATH! NPOAANKH, 9eTKo# megarnio pupmMel-npoaaena.

Hsnesme CHUMAETCA C rapasTHAROro OGCHY)XHBAHAN B CITyvasx:

- Ecau rapauTH#HBIN TANOH HE NPEACCTABICH AKX EHGOpMaNKA B HEM HE NONHad,
Hepas6opuMBas UK COACPXKHUT HCIPARICHNA.,

- HecosnaaeHusa cepuiiHOTO HOMepa H3ACHHA ¢ rapauTHIHEIM TATOHOM.

- Hannuns MeXaHMYECKAX DoBpexncHnit.

- HecoOmoneRns Opasun 3XCIUTyHTALAR HIREIUS.

AT I
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HucTpyKUHS N0 IPHMEHEHUIO0

20 INEPEYEHb HAIJMOHAJIBHBIX 1 MEXIYHAPOIHBIX

(OPMATUBHBIX JOKYMEHTOB/CTAHIAPTOB

QO6o3unauenne
MEXAYHRAPOAHOTO

cTaBAapTa (R0XyMenTa)

OGozxauenne
HAUHOHANbHOIO
cTanaapTa (XOKyMeRTa)

HanmenoBanue crangapra
(noxymenTa)

1S010993-1:2018

I'OCT ISO 10993-1-2021

Wanenus meanuunckue, Ouenka
Guonoruueckoro aefcTeus
MeaMUMHCKHX naneani. Yacts 1.
OueHka 1 neenegoBaHHA B npouecce
MEHEIDKMEHTA PHCKa

1S010993-5:2009

[OCT ISO 10993-5-2023

Hianenus meanunnckre. OueHka
6HONOrHYECKOro AeHCTBHA MEAHLIHHCKHX
u3nenuh. Yacts 5. Uceneaosanns Ha
LHTOTOKCHYHOCTb METOARMH in Vitro

1S010993-10:2010

TOCT 1SO 10993-10-2023

Hsnenus meauumnnckue. Ouenka
6uonoruyeckoro achcTauns
MENHUHHCKHX uaaenuit. Yacts 10,
Hccnenosanns cencnbunuanpyiousero
AeficTBus

1S010993-12:2012

T'OCT I1SO 10993-12-2023

HWapenus Meauumnnckue. Ouerka
6uonoruueckoro aeHcrans
MeaHUHHCKHX H3aenuni. Yacts 12,
Ot6op u noarotoska o6pasuos ans
NPOBEACHHUR HCCNCAOBAHHIHA

[SO15223-1:2021

rOCT P UCO 15223-1-2023

Hanenns meanunnckue, Cumsosibl,
npHUMeHAeMbie LIS nepeaaun
HHpopmaumu, npeaocrasasemoi
usrotosutenem. Yacts 1. OcHosHble
TpeGoBaHHs

OCT 20790-93

ITpu6opei, annaparbl 1 06opynoearue
meanuusckue. O6uHe TexHHueckue
YCJIOBUSA

T'OCT P 58237-2022

Cpenctea yxoaa 3a KHWEHHbLIMH
CTOMaMH: KANONPHUEMHUKH,
BCNIOMOIATENbHbIC CPEACTBA U CPEACTBA
yxoJfa 3a koxet BOKpYr CTOMBI
XapakTepuCTHKH H OCHOBHbIE
TpeGopanua. Metoabl HCNLITAHHA

& 000 LHPMH (7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MHCTPYKLMSA NO NPUMEHEHUIO

MPUNTOXXEHWME N

IfervSgAii'
A) mogens 5001 B) mogens 5002 B) mogens 5003

PrcyHOK 1. BHelHWit Bup, «KanonpueMHUK 0HOKOMMOHEHTHBIN ApeHNpYeMblid»,
1 'mapokonnonaHbin 6apbep (AaresviBHas NiacTHa)
2 CTOMHbIA MELLIOK
3 TpospauHas nneHka

22
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[Mepesog c aHINMIACKOro M KWTaNCcKoro A3blKoB Ha pyCCKI/IVI A3bIK

JTncTt Nel:
<WTPUX-KOA>
<WTPUX-KOAO> 240489958-002 516 (7)
002202412100055 Poccua E S C
Poccus E 12.12,2024 002

<-Ombnema CoBeTa Kutas
M0 pPasBUT U0 WXKAYYapoanou
TOproean *

OK-kag> LZ2411161
241203 039 00034 5/6

CEPTUDPUNKAT

<3jvibnejlia CoeeTa Kntas no passBuTuo Me>XKayHapoaHONn TOProsan>

CoBeT Kutas no passutunio MexayHapoLHOW TOProsu
MexpayHapogHas Toprosas nanata Kutas
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Jinct Ne2:
CoBeT KuTas no pasBuTUIO MEXAYyHapOo4HOW TOProsau

MexayHapo/jHaa Toprosas nanata Kutas

CEPTUNDOPUMKAT http://www.rzcepit.ca

No 241100BO/H52008

HACTOAWNMM YOOCTOBEPAETCH, UTO: neuyaTtb KomnaHuu XXeimaHr
NoHrtepm Mepgukan TexHonomxu Ko., Nitg. (Zhejiang Longterm Medical
Technology Co., Ltd.) Ha NnpnA0OXeHHOM AOKYMEHTe siBNAeTCA NOAMUHHOIN.

Y[OoCcTOBEpPEHME Ha PYCCKOM sI3blKe CM. Ha cleaytlolleii cTpaHuue.

CoBeT KuTtaa no pasBuTuio
MeXAYHapOoAHOi TOPropau

TncHeHne Ha A QEI_HV/“E'

Haknelke: CoBeT W rD

KnTas nopassuTunio ﬂw
Me>K JyHapoaHOo

Toprosau *Ana
yAOCT 0BEPEHUSA YNONHOMOYEHHOE

nmu,?;‘ )

[ata: 06 gekabpsa 2024 r.

[na npoBepky AenCTBUTENBHOCTY CepTUMKaTa nepeiiamTe co cebinike: https://u*w.rzcepit.com/validate.html
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JIner Ne 3:

Osanvnas newams: Biiysun Jludep Humepnewenn Koncanmunz Cepsucec Ko., Jimo. *
Ten.: 010-68008820 * ITeuame onn nepesodos

JIuct Nt 4:

JIucer Ne 25:

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

OnoGpeno

XKedinaur JlourrepM Menukan Texuonomxu Ko.,
JIta. (Zhejiang Longterm Medical Technology Co.,
Ltd.)

Iencpansubiit aupexTop /moanuce/ Cioifioans ®Pax
TIOANHCH/NICYATh

«__» 2024

Himamn: JKewuanz  Jlonzemepm  Meduran
Texnonooxcu Ko., JImo. (Zhejiang Longterm
Medical Technology Co., Lid)

Onobpeno

Ketinaur Jlonrrepm Memuxan Texmomomku Ko.,
JIta. (Zhejiang Longterm Medical Technology Co.,
Ltd.)

Cenepamuawili aperTop /moanuce/ Crotfioans Dax
NOANHCH/NIEYATh

«__» 2024

HImamn: Ketiuanz  Jlonzmepm  Meduxan
Texnonooncu Ko., JImo. (Zhefiang Longterm
Medical Technology Co., Ltd.)




Jiner Ne 47:

Fecronuish yaocrouey noamnocs < [ITPUX-KOA>
NORMHCH, DOIHOMOWHE MMMA, NONNHCAMUETD AOKYMEMT W, HpX
xR, WEOMETH HAN IUTEMNG, COTCRAKBUNNCA B 11636841
JOKYMENTE. ABOCTHITE HE YOOCTOMRIET COROPNANIE JOKYMERTR, QAR
KOTaporo oh A stasaH
Axx nposep # HOCTH  IAANHN  MACTOARIETO  MMOCTHAN
pyiive QR-xon wau nepai o
<QR-]co;1> Hactomumll aNOCTHAL YROCTCIEPAET UCKMOVNTENMHO NOINRAHOCTE
Avna, Y n PN
s POUATH MAR DITAMAA, CONCPRALIDMGE B
Y A e P P Y anm
KOTOPOID Oh GMa SIaH,
Aan npopepky  REHCTRITRAMHOCTN DMOSYN HACTOAMIEFD AMOCTIER
arckaopyiire QR-%08 191 REPERRITE 10 CoMNKE:

batps “consular miagov o VERIEY!
<Focydapemeennwi 2¢p6 KHP>  AIIOCTHJIB
ANIOCTHIb

(I'aarckas xonBeruKs or 5 oxTabpa 1961 rr.)
(Tuarckan KONBSHUNS 0T 5 oxTalps 1961 r.)

. Crpana: Kuraiickas Hapoauas PecryGnuka

Crpana: Kura#ickaa Hapoanas PecnyGauka
Hacrosmuit opnumansHbii AOKYMEHT
Hacroamuii opHumansHbiii RAOKYMEHT

2. 6bin noaAnucaH: Yen Slo
651 noAnucax: Yen Jo
3. BRICTYNAIOIUM B
KauecTse YnoaHOMOMEHHOTO THUA
BLICTYNAIOLNM B YnonHoMoueHHOTO Mua
KauecTse _
4. ckpenneH Cosera Kutas no paipuTHiO MEXXIYHapOAHOM
Ne4aTsIo UITaMNIOM TOpProBAH
cxpennen Coseta Kntas no passuTHio M&XXAYHapoaHoh
NEYaThIO/IITaMIOM TOPrOBJH
YA0CTOBEPEHO
Y aocToeepeHo
5. B [lexune 6. 11 nexabps 2024 roaa
8 [Mexune 11 aexaGps 2024 roana
Cynb Yan, IlepBoiit cekpetaph
7. kem Ortzxen KoHCYnbeko# cnyxObl MHHHCTEPCTBA MHOCTPAHHDIX Ae)
KeM Cynb Yan, Iepeniii cexperaps
Otaen KOHCYNbCKOH cny>KObl MHHUCTEPCTRA UHOCTPAHHBIX AN
i:;oNg Ipuceoer Ne 240000540701
9. lMevatb/wramn: Tonozpagpuneckan naxneiixa:
[Mewars/mwramm: Koncyavexan caywcba Kuman
Kpyenan zepbosar nevams 6 10. Toanwucse:
Haxaeiixe: Munucmepcmeo NMoanucs:
unocmpannetx den KHP * /Moonuce/
Munucmepcmeo unocmpanubix dex
KHP
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M, Mol ise+oBavomm
ﬁ?ﬁﬂWMﬂUEKE%EHHMn

NoAMNnCh

NoAnuch
QA B8O

lepboBas nevaTb
HoTapuyca rMoCKBbI
KBuTKO ®.A

noanmcb

Poccuiickas degepauus
["opog, Mocksa
[BasuaToro aekabps age TbiCAYM fBaaLaTh YeTBEPTOroO roga
KBuTKO ®egop AnekcaHaposud, HoTapuyc ropoga MocKBbl,
NbCTBYH BEPHOCTbL KOMWM C NMPEACTaB/EHHOTO bDKYOKYMeMT A >>—
CTpMpOBaHO B peecTpe: No62/137-11/77-2024-
[ia coBepLLIeHVe HoTapuanbHoro Aeictens: 0 O O A Kk o n

®.A. KBUTKO

Bcero npqﬁm, MPOHYMEPOBAHO, CKPENIeHO
nevyaTbio nuct(a) (oB)

HoTapuyc]L2
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