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1. Name of medical device
Hemostatic disposable clip with delivery system, in versions:
1. Hemostatic disposable clip with delivery system, diameter 02,4 mm and working
length 1800 mm, with clip opening width 9 mm;
2. Hemostatic disposable clip with delivery system, diameter 02,4 mm and working
length 2300 mm, with clip opening width 9 mm;
3. Hemostatic disposable clip with delivery system, diameter 02,4 mm and working
length 1800 mm, with clip opening width 11 mm;
4. Hemostatic disposable clip with delivery system, diameter 02,4 mm and working
length 2300 mm, with clip opening width 11 mm;
5. Hemostatic disposable clip with delivery system, diameter 02,4 mm and working
length 1800 mm, with clip opening width 14 mm;
6. Hemostatic disposable clip with delivery system, diameter 02, 4 mm and working
length 2300 mm, with clip opening width 14 mm,;
7. Hemostatic disposable clip with delivery system, diameter 02,4 mm and working
length 1800 mm, with clip opening width 17 mm,;
8. Hemostatic disposable clip with delivery system, diameter 02 ,4 mm and working

length 2300 mm, with clip opening width 17 mm.

-Instructions for use -1 pc.

2. Appointment

The product is intended for temporary (no more than 30 days) application of clips in the
gastrointestinal tract (hereinafter - the gastrointestinal tract) in order to create endoscopic marks,
hemostasis of lesions of the mucous and submucosal membranes <3 cm in size, bleeding ulcers,
arteries <2 mm in diameter, polyps <1.5 cm in diameter, rectal diverticula; fastening for connection
of feeding tubes to small intestine wall; use as an auxiliary method in closing gastrointestinal

perforations with dimensions <20 mm, which are amenable to conservative treatment.

3. Description

Hemostatic disposable clip with delivery system (hereinafter referred to as hemoclypse,
hemoclypse disposable use, product) consists of clamp, flexible tube and holder (handle). The
flexible tube has an outer diameter of 2.4 mm. Hemoclips in versions differ in different working

length (1800 mm mgray and 2300 mm - blue) and opening width (9 mm, 11 mm, 14 mm and 17
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mm, depending on the version). All hemoclypses are presented in a rotating version (360-degree
Totation, ensuring accurate placement of the clamp).

The product is supplied with sterilized ethylene oxide and is intended for single use only.
Not to be reused or sterilised. Do not use if the package is opened or damaged.

The clip clip is detached from the base and remains in the human body for 30 days. After
installing the clip, it is excreted from the body into the external environment of nature] images
through the gastrointestinal tract, usually within 30 days. Expected duration: 24 to 30 days.

Hemostatic disposable clip with delivery system is intended for single use.

Conditions of use - endoscopic and surgical departments of medical and preventive
institutions. The product is intended for use exclusively by a qualified medical specialist.

The delivery set, in the embodiments according to Table 1, consists of one hemostatic clip
pre-installed on the delivery system, which allows you to rotate and change the position of the clip
(open/close} 5 times or more.

The article is compatible with endoscopes with working channel diameter 2.8 mm.

Hemoclypsa is intended for single use, it must not be used twice. It is also an integral device
that cannot be divided into components, except for cases of use. Accessories for the product are
not provided. :

Single-use hemoclypse is a key and common device for treating and diagnosing the
gastrointestinal tract with an endoscope.

Type of medical device according to Nomenclature classification of medical devices:
326240.

Class of potential risk of using a medical device in accordance with the nomenclature
classification of medical devices: 2b. ,

The code of the All-Russian classification of products by type of economic activity:
32.50.50.190.

4 Indications for use
The product is intended for:

¢ Endoscopic marking.

o Hemostasis in cases of:
o Mucosal/submucosal defects <3 cm;
o Bleeding ulcers;
o Polyps <1.5 cm in diameter;
o Colon diverticula.
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than 20 mm, amenable to conservative treatment.

5. Contraindications
o Itisforbidden to use a clip if the success of hemostasis cannot be visually confirmed after
an endoscope scan.
Contraindicated use on arteries with a diameter of more than 2 mm.
Contraindicated use in polyps with a diameter of more than 1.5 cm.
Contreindicated use for mucosal or submucosal defects larger than 3 cm.
Do not perform an MRI procedure on a petient with GI clips installed.

6. Possible complications

Tissue inflammation, perforation, bleeding, or mucosal damage.

If the clips are disconnected, repeated bleeding may occur within 24 hours.
o Infection, sepsis.
ATTENTION: if complications occur, immediately consult a doctor.

7. Materials of manufacture
The following materials are used in the manufacture of the product:
o  Handle- ABS plastic;
o  PRexible tube:

o Innerpart- stainless steel of SUS 304H grade;

o Extemal part- thermoplastic PE L501 polyethylene (50008), (dye grey
MASTERGREY DYE or dye blue MASTERBLUE DYE)

-
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. Clips (see Fig. 1):
0 1-stainless steel of SUS631-CSP grade;
0 2 - SUS 316F stainless steel.

Packaging PVC coated paper - PET/clilorinated polypropylene composite film.

8. List of all models
For model names, see Table 1

Table 1. Specification

No Article Model Name
Hemostatic disposable clip with delivery system, diameter
1 AF-D2418JZR-9 02.4 mm and working length 1800 mm, with clip opening
width 9 mm
Hemostatic disposable clip with delivery system, diameter
2 AF-D2423JZR-9 02.4 mm and working length 2300 mm, with clip opening
width 9 mm

Hemostatic disposable clip with delivery system, diameter

3 AF-D2418JZR-11 02.4 mm and working length 1800 mm, with clip opening

width 11 mm

Hemostatic disposable clip with delivery system, diameter
4 AF-D2423JZR-11 02.4 mm and working length 2300 mm, with clip opening

width 11 mm

Hemostatic disposable clip with delivery system, diameter
5 AF-D2418JZR-14 02.4 mm and working length 1800 mm, with clip opening

width 14 mm

Hemostatic disposable clip with delivery system, diameter
6 AF-D2423JZR-14 02.4 mm and working length 2300 mm, with clip opening

width 14 mm

Hemostatic disposable clip with delivery system, diameter
7 AF-D2418JZR-17 02.4 mm and working length 1800 mm, with clip opening

width 17 mm

Hemostatic disposable clip with delivery system, diameter
8 AF-D2423JZR-17 02.4 mm and working length 2300 mm, with clip opening

width 17 mm
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Table 2, Technical specifications

Value

The surface of the tube should be smooth and even in
color, without sharp edges and burrs.

The surface of the plastic parts of the handle must be
smooth and have no obvious defects

Size

Outside diameter D (with 15% tolerance), working
length L (with 15% tolerance) and clip opening width
(with 15% tolerance) shall comply with specification
requirements (see Table 3)

Hardness of stainless steel parts
according to the Rockwell scale

30...61 HRC.

Roughness paremeter of extemal
surfaces of hemoclypse Ra, not
more than

0.48 ym |

[ Tensile strength of all article joints,
not less than

70N

Hemoclypsa uncoupling force, not
more than

General schematic of the product

P |

180

a \ ‘

1. Clips; i 2. Flexible tube; 3. Holder (handle).
A - width of clip opening | D - diameter of flexiblopart | L - length of working part
For overall dimensions, see Table 3.
Table 3. Specification Requirements
Length of g_hmu Ciip
Article Variant of implementation: "m““"’]" pmmn' width A,
mm mm mm
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AF-D2418]ZR-
9

Disposable hemostatic clip in
individual sterile packeging with a
delivery system with a diameter of
22.4 mm and 8 working length of
1800 mm, with a clip opening
width of 9 mm

1800

AF-D2423]ZR-
9.

Disposable hemostatic clip in
individual sterile packaging with a
delivery system with a diameter of
@2.4 mm and a working length of
2300 mm, with a clip opening
width of 9 mm

AF-D2418JZR-
11

Disposable hemostatic clip in
individual sterile packaging with a
delivery system with a diameter of
2.4 mm and a working length of
1800 mm, with a clip opening
width of 11 mm

1800

224

11

AF-D2423)ZR-
11

Disposahle hemostatic clip in
individual sterile packaging with a
delivery system with a diameter of

2.4 mm and a working length of
2300 mm, with a clip opening

widthof 11 mm

2300

1

AF-D2418]ZR-
14

Disposable hemostatic clip in
individual stesile with a
delivery system with a dismeter of
@2.4 mm and a working length of
1800 mm, with a clip opening width

| of 14 mm

1800

224

14

AF-D2423]ZR-
14

dip
individual sterile packaging with a
delivery system with a diameter of
@2.4 mm and a working length of
2300 mm, with a clip opening
width of 14 mm

224

14

AF-D2418JZR-
17

Disposable hemostatic clipin
individual sterile packaging with a
delivery system with a diameter of
2.4 mm and 8 working length of
1800 mm, with a clip opening
width of 17 mm

1800

224

17

AF-D2423]ZR-
17

Overall dimensions of the rack (handle):
Tolerance for all dimensions +15% unless otherwise specified.

Disposable hemostatic clip in
individual sterile packaging with a
delivery system with a diameter of
22.4 mm and a working length of
2300 mm, with a clip opening
width of 17 mm

2300

224

17

180 x 32

(-
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10.  Information on precautionary measures

o Wearing protective clothing (i.e. gloves, gowns, eic.) during the operation to protect the
risk of cross-contamination is mandatory.

¢ Under no circumstances can you make any changes to the product.

o Before insertion of the article into the endoscope channel, check the channel diameter.
To guarantee the correct installation of the article, the diameter of the working channel of the
endoscope must be 2.8 mm.

o Do not use a product with an invalid sterilization date.

» Itis necessary to constantly monitor the endoscopic image during surgery. Monitor the
visibility of the product in the image and its normal operation. If the clip falls out of the endoscope
before the planned separation of the device, remove it using forceps to remove foreign bodies.

» Before use, check the package and the product for damage. If signs of damage are found,
do not use it!

11.  Preparation for operation and instructions for use of the article
Preparation for work:

1. Open the sealed bag and remove the article.

2. Inspect the aircraft for bends and damages.

Application:

1. Carefully insert the flexible part with the clip at the end into the working channel of the
competible endoscope with short gentle shocks of 2-3 cm, making sure that the product is in a
closed state.

2. Afterthe clip passes through the channel of the endoscope, bring it to the intended area.

3. Open the clip branch by slowly sliding the slider on the handle distally to open the clip.

4. To close the clip, move the slider on the handle proximaily until you feel resistance in
the handle of the clip applicator.

5. When the clip is placed, gently move the slider on the handle distally to separate the clip

from the working part.
6. Remove the flexible part from the instrument channel.

12, Maintenance requirements
Disposable product. It cannot be maintained.

13. About the Animal Stndy
No anima] studies have been conducted.
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14 Information on materials of human and animal origin contained in a medical
device

The product does not contain materials of animal or human origin.

15,  Information on the availability of medicines in the composition of the medical
device

The product does not contain medicinal products for medical use and pharmaceutical
substances.

16. About Sterilization
The product is supplied with sterilized ethylene oxide. The period of steslity of the product
is 3 years from the date of sterilization.

17.  Supplies medical devices or devices that are not medical but are intended for
use in combination with a declared medical device

The product is compatible with direct observation endoscopes having working channels with
a recommended operating diameter of 2.8 mm. '

18, Transportation and Storage Conditions
The product can be fransported by any covered transport under storage conditions.
! e Ambient temperature: from0°Cto+40°C;
¢ Relative humidity: from 30% to 85%;
¢ Atmospheric pressure: from 50.0 kPa to 106.0 kPa.
During storage, the requirements of manipulative signs and inscriptions aveailable on the
package must be stricly complied with.

19.  Operating conditions

Implantation and control of work should be carried out only in conditions of medical and
preventive institutions under the supetvision of qualified personnel.

¢ Temperature range in use - body temperature from +32°Cto +42°C;

o Relative humidity - 100% (contact with blood).

20,  Sheliflife

The shelf life of single-use hamostatic clips with a delivery system is 3 years,

21,  Servicelife '

Single-use product.

After installing the clip, it is excreted from the body into the external environment of natural
images through the gastrointestinal tract, usually within 30 days.

10
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22.  Disposal Requirenients
In the tenitory of the Russian Federation, the disposal of the product after use should be

carried out in accordance with the approved regulatory legal acts and the requirements of sanitary
regulations SanPin 2.1.3684-21 forwqmdlass *B" (Epidemiological hazardous waste). Disposal
as domestic waste is prohibited.

Wear gloves when disposing of contaminated parts.

Upon expiration of sexvice life orin case of violation of sterile packaging, dispose of waste
class "A" (epidemiologically safe waste, close in composition to solid household waste).

Uncontaminated packaging is disposed of as household waste.

23, Manufacturer's Warranties
The mamifacturer guarantoes compliance of the product with the declared techmical
characteristics specified in this operating manual.

24.  Deciphering the characters on the package
M |Description Symbols on labels
1 |Catalog Number REF

2 |Producer ‘
3 |Production date d]
4 (Useupto g

5 |Batch Code LOT

6 |Sterilized with ethylene oxide isTERILE[EO|
7 |Do notreuse ®

8 é(mﬂnﬁg Representative in the European m

9 |Notified Body Number ce

1
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10 |Protect from moisture

L \.,;
7

11 |Protect from direct sunlight

12 Beweﬁx!.l’mgﬂe

13 |Top

14 | Temperature limit

Do not use the device when the package is
15 damaged

16 |Referto the instructions foryse

17 {Medical device

Handle with caution.

18 1o notdrop

85=2@ o< El-=

| 25.  Legal information
Medical Device Developer and Manufacturer

Name: Alton (Shanghai) Medical Instruments Co., Ltd.

Registered office: No. 24 Building, JinShao Rd. 1688, Baoshan District, 200949 Shanghai,
People’s Republic of China

Phone numbers: +86-021-56771811,

Authorized representative of the manufacturer
Name: AS-MEDICAL LLC.
Legal address: Russia, 120226, Moscow, st. Agricultural, 11, bidg. 3, et. 1, pom. II, of. 45
Phone number: +7 (499) 399-32-77.
E-mail: info@ medica-med.ru.

12
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26. List of national standards of the Russian Federation, which corresponds to the
medical device

GOST R ISO 14630-2017 Surgical inactive implants. General requirements.

GOST R ISO 15223-1-2023 Medical products. Symbols used to transmit information
provided by the manufacturer. Part 1. Basic requirements.

GOST R IEC 62366-1-2023 Medical products. Part 1. Design of medical devices taking into
account serviceability.

GOST I1SO 14971-2021 Medical products. Application of risk management to medical
devices.

GOST ISO 11607-1-2018 Packaging for medical devices subject to final sterilization. Part
1. Requirements for materials, barrier systems for sterilization and packaging systems

GOST ISO 10993-1-2021 Medical products. Assessment of the biological effects of medical
devices. Assessment and research in the process of risk management.

GOST R ISO 10993-2-2009 Medical products. Assessment of the biological effects of
medical devices. Animal handling requirements.

GOST ISO 10993-4-2020 Medical products. Assessment of the biological effects of medical
devices. Studies of products that interact with blood.

GOST ISO 10993-5-2023 Medical products. Assessment of the biological effects of medical
devices. Part 5. Cytotoxicity studies by in vitro methods.

GOST ISO 10993-6-2021 Medical products. Assessment of the biological effects of medical
devices. Studies of local action after implantation.

GOST ISO 10993-7-2016 Medical products. Assessment of the biological effects of medical
devices. Residual ethylene oxide content after sterilization.

GOST ISO 10993-11-2021 Medical products. Assessment of the biological effects of
medical devices. Studies of general toxic action.

GOST I1SO 10993-10-2023 Medical products. Assessment of the biological effects of
medical devices. Part 10. Studies of sensitizing effects.

GOST ISO 10993-12-2023 Medical products. Assessment of the biological effects of
medical devices. Part 12. Collection and preparation of samples for research.

GOST R 52770-2023 Medical products. Biological Action Assessment System. General
safety requirements.

13
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[TlepeBoa ¢ KHTAHCKONO H AHFNKACKOTO A3HIKOB HA PyCCKuil A3nIK]
/Tosczpamma; CCMTK/
Coser no coaeficrauio mexaynapoauoii Toprosne Kuras
Meaxayaapoanas Toproeas nanara Karas

CEPTHOHUKAT

/OR-x0d/
2 243100B0/H02260

HacrosumuM noarsepxpacica: w10 nevats kommaHuH ALTON (Shanghai) Medical
Instruments Co., Ltd. (AneTon (Lllanxait) Memaxan Mucrpamsure Ko., Jita), nmpocTaBneHnas Ha
MPHAOKCHHOM JOKYMEHTE, NOANHHHAA,

/Tucrenasn, nariadnan nevamn;
Coeem no codeiicmewro mencoynapodnoii mopeosxe Kumas *
Cneyuamunan nevamv 08 cepmupuxamos (05)/
Tevamy:
Cosem no codeiicmewo mexcOynapodnoii mopeoese Kumas *
Cneyuandbuas nevamv 0as cepmupuxamoe (05)/

Coset no coaeficrsuio MexaynapoHo Toprosie Knran
/examy:

Cosem no codeiicmewo mexcOynapoonoti mopzoere Kumas *
Cneyuanbuas nevams 0as cepmuguxamos (05)/

Moanuce ynonHOMOYEHHOrO NHLA:
. Unoy [Mundans moonucs/
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«YTBEPKJAIO» / “APPROVE”
ALTON SHANGHAI MEDICAL INSTRUMENTS CO., LTD.

Pyxosoanrenem/CEO
Han Wei

M.IL. / Stamp
NOANHCH/signature
AToonuce/

/MTevamp: «Alton (Shanghai) Medical Instruments Co., Ltd »/

/Mevamy:
Cosem no codeiicmsino mexcoynapoonoii mopeosae Kumas *
Cneyuansuas nevamy 0ax cepmugseamos (05)/

HHCTPYKIES 0 NPAMEHEHHAIO

~ Knunca remocTaruyeckas OHOpa30Bas ¢ CHCTEMO JOCTaBKH,

B BApHAHTaX HCIIOIHCHHA

Ne noxymenra: ALT-IFUIFU -04
Bepcus: C/4
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1. HanmeHoBaHNC MEAHIHECKOTO H3ACAHS
Knunca remocrativeckas 0fHOPa3OBas ¢ CHCTEMOM OCTABKH, B BADHAHTAX ACIONHCHAS:
1. Kimmnca remoctaTHueckas ORHOPa3oBas ¢ CHCTEMOM JOCTaBKH, AHAMETpOM D2.4
MM | pabouelt 1mmol 1800 MM, ¢ mmuprHOl PacKPHTHE KIANCH 9 MM;
2. Kmunca remocraTHYeCKAs OGHOPA3OBAL C CHCTEMOM! JOCTABKE, AHaMeTpoM 32.4
MM H paGoueit ymuol 2300 MM, ¢ WHPUHOH PACKPHTHA KIHICH 9 MM;
3. Knarca reMocTaTHYCCKas OQHOPa3oBas ¢ CHCTeMO#! focTaBki, AuaMeTpoM O2.4
MM ¥ paboueit ymnoi 1800 M, ¢ mupHEOH PACKPHTAS KIHNCH 11 MM;
4, Kimnca reMOCTaTHYCCKAS ONHOPA30BAL C CHCTEMOM ZOCTABKE, AHAMETPOM 2.4
MM H paGouelt mmmoit 2300 MM, ¢ WHPHHOK PacKPHTAS KMMICH 11 MM;
5. Kminca reMocraTHuecxas OfHOPasOBas ¢ CHCTeMOl OCTABKH, mHAMCTpOM 2.4
MM H pabouelt yammoli 1800 MM, ¢ mHpHHO#H packphITHE KIMANCH 14 MM;
6. Kmmunca reMocraTHgecxas OMHOPA3OBA ¢ CHCTEMOlN JOCTARKE, EAMETPOM D2.4
MM 1 pabogeil mnHo# 2300 MM, ¢ muprHOH pacKpHTHS KIHMICH 14 MM
7. Knurca reMoCTaTHYCCKas OQHOPA30BAA C CHCTEMOI A0CTaBKH, AHAMETPOM D2.4
MM B paboueit mmunolt 1800 MM, ¢ mupHEOH pacKprITAS KIENCH 17 M4}
8. Kimnca remMoctaTiyecKkas ONHOPasoBas ¢ CHCTeMOl JocTaBkH, AEAMETpoM D24
MM H paGogcH wmno# 2300 MM, ¢ mmprHONH packpHTHA KHNCH 17 M.

— HHCcTpyxnug o mpHMeHeHno - 1 m.

2. Hasnavenne

H3penne npennassaueno mna epemexHoro (He Gonee 30 aueHl) HANOMCHHA KAMNC B
xenynouHO-xumegnoM Tpakre (manee — JKKT) B nemux co3naHns HAOCKOMHYECKHX METOK,
TeNOCTa3a MNOBPEXACHHR CAMSECTHX H NOACHH3ACTHX 000/04Yek pasMepaMH < 3 oM,
KPOBOTOYAIINX A3B, apTepuil AUAMETPOM < 2 MM, NOAANOB AuaMeTpoM < 1,5 ¢M, ImBepTEKYA
ApAMOf KMUIKH; KpeMeHHS ¢ NEMBIO MPHCOSIHHCHAS NHTAIOMMX TPyOOK K CTCHKEe TOHKOMH
KUIIKH; MCTIO/IG30BAHAA B KA4YeCTBE BCIIOMOrATENBHONO METOAA MpPH 3AKPHITHH nepdopamuit
XKT pasmepamn < 20 MM, KOTOPHE NOAAIOTCA KORCEPBARTHBHOMY JCICHHIO.

3. Ouncanne ‘

Komnca remocTaTHueckas OHOPA30Bad ¢ CHCTEMON NOCTaBKHM (Jance — DNEMOKIHNCA,
TEMOKNRIICA O/HOPA3OBOr0 HCMONE30BAHHA, HIACNHE) COCTOHT W3 3axmMa, rubkoli Tpy6xe
Acpxarens (pyuxu). 'nbxas TpyOra obnanacr BHewHAM AMaMeTpoM 2,4 MM. [eMOKIHICH B

3
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BADHAHTAX HCMOMHERHA OTIHYAIOTCK pasmnuHolt pafouclt anmmoilt (1800 MM — ceporo npera
2300 MM — caEero mBeTa) B MHPHHOM packpwTag (9 MM, 11 MM, 14 MM 1 17 MM B 3aBECHMOCTH
OT BAPHANTA HCMOJHEHHA). BCe NEMOKIMNCH MPeACTARNCHH B HCMONHEHHH BpAIIAIOMIETOCHK
THIA (Bpamierne Ha 360 rpanycos, obecneunBalomee TOMHOE PASMEIICHHS 3a0KIMA).

Hanemze nocTaBnserca CTepRIN3OBAHHKIN STHICHOKCHAOM H NPEAHASHAYCHO TONLKO IS
OAHOPA30BOro HCIONB30BaHHA. He NOICKAT NOBTOPHOMY HCIIONb30BAHMIO HTH CTSPHIM3AIMH,
3anpeimaeTcs HCNOAL30BATH, CCIIH YITAKOBKA BCKPHITA HIIK MOBPEXACHS.

3aXHM KIHOCH OTKPCIUINCTCS OT OCHOBAHHA M OCTACTCH B TC/C UeOBEKA B TeueHHe 30
aneii. ITlocne ycTaHOBKH KIMICH, OHa BHBOAMTCA H3 OPraHM3MAa BO BHCIIHIOK Cpeny
ecTecTBeHHHM oOpasop uepes XKKT, kxak npasmno, B teuenue 30 pmueli. Oxumpaemas
IPOAOIXHTENBHOCTS: OT 24 no 30 guedt.

Kmnca reMocraTHYCCKas OZHOpA3oBas C CHCTEMOM MOCTABKE NPCAHAIHAYCHA IA
OIHOPA30BOro NPHMEHEHHS,

YCROBHA NPHMCHCHHA — JHAOCKONMYECKHE H XHpYprueckHe OTAeNeHHS JedeOHBX H
negeOHO-NpodmnakTHyeckux yupexacHult. Hinenme npeanasHadeHo ANA HCNONB30BAHEA
HCKIIOYHTENbH0 KBAMHGHIRPOBAHHEIM MEARUMHCKAM CTICLBANACTOM.

KoMmuiekT mocTaBky, B BapRAHTAX HCIIONHEHMA cornacHo Tabmumue 1, cocTOMT B3 omuodi
TeMOCTATHYCSCKOHR KIHNCH NpPeABAPHTENBHO YCTAHOBJNEHHOHM Ha CHCTeMe AOCTAaBKH, KOTOpas
NO3BOJIAET BpAIATE ¥ MEHATH MOJIOKCHUE KIANCH (OTKPHITH/3aKPHTS) 5 pas i Gonee.

Hszenne coBMECTHMO C HAOCKONIAMH JUAMETPOM pabovero kanana 2,8 Mu.

Femoxmmnca MpemHAIHAMCHA IS ONHOKPATHOIO NPHMCHEHHS, ¢ HEJb3A HCHOMB30BATH
Apaxanl. Takke oHa mpeicraBnger co0oH ULEABHOE YCTPOHCTBO, KOTOPOC HEBOIMONKHO
Pa3ACIATE HA KOMIOHCHTH, IOMEMO Cy4aeB NpUMeHeHHd. IIpHHANNEXHOCTH 4 H3ACAHS He
OpERYCMOTPCHE.

Fenoxmnca oHOPasoBOro MCHONB30BAHAA SRNAETCA KMONCBHM H PacCHpOCTPAHCHHBIM
npHcnocobnennen AN NeYeHHS B JUATHOCTHKH KCSIYAOMHO-KHIICYHOTO TPAKTa ¢ HOMOIIBIO
BHAOCKONA.

Bz MemMIMHCKONO H3AeAHS B cooTBercTBHH ¢ HoMemxinarypuol KmaccEpmxammelk
MEeXHUMHCKHX H3nenntt: 326240.

Knacc MOTCHUMANBHOTO PHCKA NPHMEHEHHN MEAHIEHCKOTO H3NE/MI B COOTBETCTBHH C
HOMERKIATYpHO KnaccHHKAIMCH MCAMIRHCKEX H3aennil: 20.

Kox O6mepoccuiickoro KnaccHQHKATOpa NPOAYKIMH NO BHIAM SKOHOMHYECKOH
aearensHoctH: 32.50.50.190.
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IlokasaHHS A9 NPEMEHECHAS
H3nenne npeaRasHa4ueHo AIA:

e DHAOCKOMHYECKOH MAPKHPOBKH.

o T'emocrasa B cayuasx:
o Jedexron caHsHCTOR/MOACTHIACTON 060NOUKH pasMepoM < 3 cM;
o Kpororoyamux a38;
o Tlommmnos auamerpom < 1,5 on;
o JluBepTHXY/OB TONCTON KHIIKH.

¢ Hcnmonesosanue B KavecTse AOMNOMHHTEIBHONO METOAA 3aKpHTHA nepdopaumedt
mpocseta JXKT Menee 20 MM, nOARAIOIMXCE KOHCEPBATHBHOMY JIEUEHHIO.

s. IIpoTHBONOKAIAHRSA
*  3anpemaercs HCNONB3OBATH KIHNCY, CCIM YCHEIIHOCTh TIeMOCTa3’a HEBOSMOXKHO
NMOATBEPARTH BU3YaNbHO B HOCHE 0030pa IHAOCKONA.
¢  [IporuBonoKa3’aHO HCMONL3OBAHHA HA APTEPHAX AMAMCTPOM Gonee 2 MM.
e  [porueonoxa3ano HCHONL30OBAHAC IPH NONHTIAX AWaMETpoM Gonee 1,5 oM.
o  IlpoTBONMOKA3aHO HCNONB30BAHHE A AePeKTOB CHH3HCTOR HIM NOACTHIHCTOMN

ofonouxn pasmepom Gozee 3 oM.

¢  He nposomure MPT npoueaypy nBalHEeHTa ¢ YCTAHOBJICHHBIMH KIHIICAME B o0nacTn
KKT.

6. Bosmomnbie 0CI0XHEHRN
o DBocnmanenue Tkanelf, nepdopamma, XpOBOTCUCHHE HIH NOBPCEACHHS CIH3HCTOR
obonouxu.
¢ B cayuae oTCOCHHHCHHR KIHMNIC B TCYCHHC 24 4acOB MOXCT BO3HHKHYTH NOBTOPHOS
KPOBOTCUCHHE.
e  Hudumupopanme, Cencuc.
BHHUMAHHE: npy BO3HHKHOBEHHH OCNOXHEHH HezaMeTHTENbHO oGparuThed K Bpavy.

7. MaTepuaanl H3ITOTOBACHHS
MarepHanil npy MPOHIBOACTBE HIACHHA NPHMCHAIOTCS CACAYIOUIHE:
e  Pyuxa - ABS nnacruk;
e  T['ubxas TpyOxa:
o0 BuyTpennss gacTs - Hepxapelomag cranb Mapku SUS 304H;
© BHenmas 9acTs - TepMomacTHK nosmstunes PE L501 (50008), (xpacurens cepriit
MASTERGREY DYE um xpacurens cunnit MASTERBLUE DYE)
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e  Kimnca (cm. Puc. 1):
© 1 - Hepxaseiomas crans Mapxu SUS 631-CSP; '
© 2 - Hepxaseomas cTans Mapka SUS 316F. l

Puc. 1

¢  Vnaxonka Bymara ¢ MOKpEITHEM H3 NOJHXNOPBHHHJIOBOTO BOJOKHA + KOMIIO3MTHAS
nnenxa 13 [T3T/ xnoprpoBaHEOrO NOMRNpPONHIEHA,

8. Ilepeuens Bcex Moaeneit
Haspanue monenett oM. TaGmuamy 1
Tabnuna 1. Conemaduxanus

Ne ApTaxyn Hassauue mogens

Kimnica remoctaTHaeckas OAHOPasoBad ¢ CHCTeMok

1 AF-D2418JZR-9 JOCTaBKH, aMeTpoM 2.4 MM B pabouelt amunoft 1800
MM, ¢ ITHPHHOM PACKPHITHA KINICH 9 MM

Kiunca remocraruieckas 0AHOpasoBas ¢ CHCTeMol

2 AF-D2423JZR-9 HOCTABKH, AuaMeTpoM 2.4 MM H pabouet amunoft 2300
MM, ¢ IIHPHHON PACKPLITAL KIHNCH 9 MM

Knnnca reMoctaTHueckas 0gHOPa3oBas ¢ CHCTeMOH

3 AF-D2418JZR-11 ROCTaBKH, nuaMeTpoM B2.4 MM 1 paboueti anmmoit 1800
MM, ¢ IIMPHHONK pacKpTHA KAHACH 11 MM

Knunca remocraTiyeckas 0AHOpasoBas ¢ CHeTeMoi

4 ~ AF-D2423JZR-11 ZOCTaBKH, nuaMeTpoM 32.4 MM H paboueit amolt 2300

MM, C IIHPHHOM! PacKpHITUS KIHICH |1 MM

Knunca remocratuieckas oasopasosas ¢ cuereMmol

5 AF-D2418JZR-14 JOCTaBKH, AuaMeTpoM 2.4 MM 1 paboueti ananoli 1800
. MM, ¢ IHPHHOM PaCKPHITHS KIHICH 14 MM

Knunca remMocTaTHueckas OHOPa3oBad ¢ CHCTEMOM

6 AF-D2423JZR-14 ROCTaBKH, nuAMETpoM B2.4 MM 1 pabouecii ammmoit 2300
MN, ¢ IIUPHHOM PACKPRITHA KIHICH 14 MM

Kimanca reMocraTiueckas OJHOPA308as ¢ CHCTEMOIH
7 AF-D2418JZR-17 JOCTaBKH, JHaMeTpoM D2.4 MM B paboucHt anuxoN 1800
MM, ¢ ITUPHHOM PaCKpPHITHS KIHICH 17 MM

Knurnca reMocTaTHYecKas ONHOpasoBas ¢ CHCTEMOt
8 AF-D2423JZR-17 JIOCTABKH, IHAMCTPOM D2.4 MM 1 paboucit mmHo# 2300
MM, C IIMPHHO# pacKphiTusa KiHncH 17 MM
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. 9. TexnaIecKkHe XAPAKTEPHCTAKH
Tabnrua 2. Texauueckne XapaKTepHCTHKHA
Ilapamerp 3navenne
TloBepxnocTE TPYOKH RONMxHA OBITH rNaKol 1 poBHOK
Br it B O UBETY, 6€3 OCTPHIX KpacB H 3ayCeHIleB.

IloBepXHOCTE INACTHKOBHIX AeTaiel PYYKH AOIKHA
OnTH rnaaxolt B He HMETH ABHKX AedeKTOB
Buemmmit anamnerp D (¢ momyckom 15%), paGouas

Pazmep amuna L (c nonmyckoM 15%) 1 nMpAHA pacKpRITHA
KIEnCH (C aonyckoM 15%) AOMKHEL COOTBETCTBOBATH

TpeGopanuaM cnenndnxannn (cM. Tabmuny 3)
TeeprocTs neranel m3 | 30...61 HRC.

HepXxaBeioillelf cranmm no wmKane

Pokkaena
Ilapamerp mepoxosarocd | 0,48 MxM
HAPYRKHBIX NOBCPXHOCTCH
reMokauncH Ra, ne Gonee

Ilpowsocrs Ha paspus  Beex | 70H

COCAHHCHHHA H3ACRAR, HE MCHEE

Ycunue otnennenns reMoxnuncel, | S0 H
He Gonee

Tabmana 3. TpeGopanns cienHpUKALNH
| _Aprexya | _BapHauT HcnoAHeHHS: | Hdauns | Huamerp | Mupnna |
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paboueit

rufxo
aacte D,

A KINNCH
A, MM

AF-D2418JZR-

OnsopasoBas reMOCTaTHYSCKAS
KJIHTICA B HHAMBHAYAIBHON
CTCPHIIBHOI YNaKXOBKH ¢ CHCTeMON
JAOCTABKH AHaMeTpoM O2.4 MM H
paboueit amuno# 1800 MM, ¢
INHPHHOK PACKPHTHE KIATICH 9 MM

1800

2.4

AF-D2423)ZR-
9

Omuopa3oBas reMOCTATHYECKAN
KIHIca B HHAABRAYATLHOH
CTCPHIBHON YNAKOBKH ¢ CHCTCMOMN
JAOCTABKH AHAMETPOM O2.4 MM B
paboueit muHoit 2300 MM, ¢
IUHPHHON PACKPNTHL KMANICH 9 MM

2300

AF-D2418JZR-
i

OnHopazoBas reMOCTATHISCKAN
KIIHIICE B HHOHBHAYATLHOR
CTCPRABLHEON YNAKOBKH ¢ CHCTeMOM
JOCTaBKH JuaMeTpoM ©2.4 MM H
paGoueii mymmnoit 1800 MM, ¢

IWpPHHON packphITHL KIHNCH 11
MM

1800

024

1

AF-D2423JZR-
11

Onxopasosad reMoCTaTHYECKAS
K/THMNCa B HHAHBHAYANbHOR
CTEpHITLHON YIAKOBKH C CHCTEMOM]
JNOCTAaBKE JHaMeTpoM 92.4 MM B
pabouelt manod 2300 MM, ¢
IIMPHHO#H PackpHITHA KIHNckH 11
MM

2300

11

AF-D2418)ZR-
14

OnnopasoBag  reNOCTaTHYCCKAS
KJIHNCA B HHIMBHAYANLHON
CTEpPHNBHON YNAKOBKH C CHCTEMOit
AOCTaBKH JMaMeTpoM 2.4 MM H
paGoueti mmunoli 1800 MM, ¢

OMpHHON pacKpHTHS KIHNCH 14
MM

1800

924

14

AF-D2423JZR-
14

OxanopasoBag reMOCTATRYCCKaNA
KIHIICA B HHARBEAYATHOK
CTepHABLHOH YNAKOBKH ¢ CHCTEMOIH
AOCTABKH OHAMCTPOM O2.4 MM K
paboueli ymuoit 2300 My, ¢

IHAPHHOK PACKpHTHS KMHNCH 14
MM

2300

2.4

14

AF-D2418JZR-
17

OnHopa3oBas NreMOCTATHYECKASA
KIHICA B HHAHBERYAIbHON
CTEPHIBLHON YNAKOBKH ¢ CHCTCMOH
AOCTABKH AHAMETPOM 2.4 MM 1
pafoueit anunoN 1800 MM, ©
IMpHHON PaCKPHITHS KnHNcH 17
MM

1800

224

17
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OmropasoBas reMOCTATHICCKAN 2300 224 17

KIHICa B HHAHBHAYIBHON
AF-D2423J7R- | STCPHIBHOH ynaxopku ¢ cHcremolf
17 JOCTaBKH AuaMeTpoM O2.4 MM B
paboueit mmaHo#H 2300 MM, ¢

INHPHHON PACKPWTHS KMICH 17
MM

Tabaputinie pasmepss nepxarens (pydxH): 180 x 32,6 MM
Jlonyck Ha Bce pasMepst =15%, ecli He yRasaHO HHOI).

10, Hudopmanns o Mepax npeaocTOPOXHOCTE

o Homenne sanpmaoll onexan (T.€. NEPUATOK, XANATOB 4 T.J.) B XOj€ ONCpalHy UL
3AIIHTE] PHCKA NEPECKPECTHONO 3apakeHH O0KIATES/LHO.

¢ Hu npH xaKuX YCIOBHAX HEAb3S BHOCHTH Kakue-THG0 H3MECHCHNS B H3AGIKE,

¢ [Ilepen BBeacHACM WINCAAS B KAHAN SHAOCKONA, HEOOXOAMMO NPOBEPHTH AUAMETD
kaBaia. J{ng rapaHTHR DPaBHILHON NOCTAHOBKH HIACNA, AHAMETp palodero KaHana 3HAOCKONA
AomxeH 6uTh 2,8 MM,

¢ He ucnonsayiite u3nenne ¢ neacliCTBHTENLHON AATOH CTCPRIMIALEH.

¢ HeobxoamMsiM DOCTOSHHBIE KOHTPOND 38 JHAOCKONHYCCKHM H300DAXCHHCM BO
BpeMa onepamnn. Cnegure 3a BHANMOCTHIO HM3NEIHS Ha H300paXeHHH H €ro HOPMANBHON
paboroit. Ipn BENANCHIH KAHNCH H3 HA0CKONA O 3ANNAHHPOBAHEOIO OTACNCHHA YCTPOHCTBA
H3BIICKHTE € C NOMOIMIBIO IMNIOB AN YAANCHHR HHOPOAHBIX TeN.

e [lepen npaMeHcHEeM HEOOXOZHMO HpPOBCPHTH YNAKOBKY H H3ACHHC HA NPCAMET
nospexaennit. Ecim o6napyxeHH MpH3HAKH NOBPEXACHHA, He HCIONb3YiTe ero!

11. IoaroToBxa K paéore M HECTPYKUNS N0 MPAMEHCHNIO B3R
IoaroToBka x paGore:

1. Bckpoiite 3aneuarasHbiil makeT H H3BJCKHTE H3AC/HE.

2. OcmoTpHTe H3ACTHE HA NPEAMET H3THOOB H NoBpexacHui.

IMpumenenne:

1. AxxyparEo Beemure rulKyl0 [acTh ¢ KIHMNCOM Ha KoHNE B paGounit xaman
COBMECTHMOIO HHAOCKONA KOPOTKHMH OCTOPOXHBIMH TONYKaMM 2-3 cM, YOSAMBIIACH B TOM,
YTO H3AC/IHC HAXOMHUTCA B 38KPHTOM COCTOSHHH.

2. [Tlocne npoxoxneHHs KARNCH GePe3 KAHAN 3HIOCKONA NOABCAMTE ¢ K HAMCUCHHON
obnacru.

3. Packpolite Gpasm KNANCH MCWICHHO CABHHYB Caaliiep HA pyuxe AMCTAALHO AN
PacKPHITHA KIHICH.
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4. Jina 3axpsiTHA KAMICH NCPEABHHBTE Clalifiep HA PydKe MPOKCHMANLRO, A0 TEX IOP,
N0Xa HE NOYYBCTBYETC CONPOTHBIICHHE B PYUKe KIHN-ANIIHKATOPA.

5. Koraa ximnca pasMelieHa, aKKypaTHO NICpEABHHbTE Claliiep HA PydKe AMCTANEHO A)iA
OTAC/ICHHA KNHICH OT pabovelt yacTH.

6. Bubemure rHOKYIO YACTD K3 HHCTPYMEHTANLHOIO KaHaNA,

12, Tpebonanms k TexHEIeCKOMY O0CAYXKEBAHRIO
Hspenue oHOPA3OBOrO HCHONB30BAHMA. TeXHHUSCKOMY OOCHYRKHBAHHIO HE NOZJICKHT.

13. Ceenenns 00 HecieAOBAHME HS KHBOTHMX
HccaenobaHus HAa KUBOTHHIX HE NPOBOARINCE.

14, Chegens 0 MATCDHAAAX TENOBEASCKOro H XHBOTHOIO NPOHCXOXR/ACHHS,
COREPMANIHICH B MCAHINHCKOM NIACIHR

Wazenue He cOAEPKAT MATEPHANOB KHBOTHOIO WIH YEIOBCICCKOTO NPOHCXOMACHHN.

18. Cheaenng 0 HANHIHH JICKAPCTBEHHLIX CPEACTB B COCTABE MEIHIHHCKOIO
H3nCANS

Hspenue He COACPRMT NEKAPCTBEHHBIX CPEACTB AN MEAMIMHCKOIO NPHMEHEHHS H
japManeBTHUSCKHX CYOCTAHIIMIA.

16. Caeaenus 0 cTepuaNIaANME
Hsneme nocTAaBNgeTCA CTCPHIM3IOBAHHHIM 3THACH OKCHAOM. Cpok coxpaHcHHS

WWW3WOMW.
17. Ilpmwulmocm, MCAHIRHCKEE H3IACIHA HIH HINCNAHS, He¢ ABISIOHHEeCH

MEIHIHHCKNMH, HO NPEAYCMOTPEHNEIC AAS HCNOALIOBAREN B KOMOENAUNE ¢ 3ASB/ACHHLIM
MEeIHITRHCKHM H3AeNHeM

Hanenue COBMECTHMO ¢ 3HAOCKONAMM NPAMOrO HaGMIOACHHS, HMEIONMMH paboume
KAHAJIH ¢ PeKOMEHAYEMBIM pabounmM qHAMETPOM 2,8 MM,

18. YcnopHS TPAHCIIOPTHPOBAHHS H XpPAHCHHS

Hanenne MOXET TPaHCHIOPTHPOBATHCH MOGHM KpHTHM TPAHCHIOPTOM NpH cobmoacHMH
YCJIOBHIE XpaHCHHS.

e Temneparypa oxpyxaomait cpeasi: ot 0°C g0 +40 °C;

¢  OTHOCHTeNbHAA BRAXHOCTE: 0T 30% no 85%;

¢  AmvochepHoe nasnenne: or 50,0 xI1a ao 106,0 xIla.

IIpu XpaHCHHH AO/XHBI CTPOTO BHNOMHATECE TPeGOBAHMA MARMIYIALMOHHBIX 3HAKOB H
HaAMMCEH, MMEIOIMXCA HA YIIAKOBKe.
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& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Alten

YeaosHa SXRCITYATAINBEH

Hmumamummmwmmmnmmmmmsymmmeﬁm
npobHIaKTHYECKHX YUpeRACHHIX NOA KOHTPONCM KBaTHPHIMPOBAHHOIO ICPCOHATA.

¢ JinanajoH TeMUepaTYpH NPH HCNONB3OBAHHM — TeMmeparypa Tena or +32°C no
+42°C;

¢  OrnocHTenbHad BraxHOCTh — 100% (XOHTAKT ¢ KPOBSHIO).

20. Cpox rognocTn

Cpok roAHOCTH OZHOPA30BEIX NEMOCTATHYESCKHX KIMIC ¢ CHCTEMON IOCTARKH COCTABASET
3 rona.

21. Cpox caymbu

Hanenue oAHOKPATHOTO MPHMEHEHHA.

Ilocne ycraHOBKH KIHMNCH, OHA BHRIBOAMTCH H3 OPraHA3MA BO BHENIHIO CpCHY
ecrecTeeHARNM 00pasop yepes JKKT, xax npasuno, B Teuenne 30 nueit.

22, Tpebonanua K yTHARSAIHA

Ha reppuropan Poccamiickoft denepaunn yrunn3auus H3NeNud NOCTEe HCNONB3OBAHUS
AOIDXHA MPOH3BOJHUTLCA B COOTBETCTRHH ¢ YTBCPAASHHEIME HOPMATHBHO IPABOBEIMH AKTAMH H
TpeOoBanuAMH caHuTapHHIX npasen Camllas 2.1.3684-21 no xnaccy orxomoB «B»
(OnuaeMHONOTHYECKHE ONMACHEIC OTXOAH). 3ampemieHa yTHIM3AlMA B KayecTse GHTOBRIX
OTXOZOB.

Ipn yrumm3auus 3arpsS3HeHHBIX 9acTelt onesalite mepuaTxy.

Ilo HcreweHMio cpoxa IyxGH WM DpH HapylieHHH CTEpHALHON ynaxoBkm
YTHARIUPOBaTh NO KIACCY OTXOAOB «A» (MHACMHONOIHYCCKH OC30nacHEC OTXOMEL
NpROIMKXCHHLIE N0 COCTABY K TBEPABIM GHITOBHM OTXOAAM).

23. TapanTHH H3rOTORHTEAS
TIpoH3BOAMTEND TapaHTHpPYeT, COOTBETCTBHE H3AGNHA 3aABJICHHHM TEXHHYECKHM
XApaKTePHCTHKAM, YKA3AHHEIM B JAHHOR HHCTPYKIMH N0 SKCIUTYATALHH,

24. Pacmu$posia cCHMBO/IOB HA YNAKOBKE

YcaosHbie 0603HATCHNER HA
ITHKETKAX

N Onucanmme

12
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O6pamaTsca ¢ OCTOPOXKHOCTHIO.

He ponsars

¥

28, IOpaanecKkas nuEGOPMALHS

Pa3palorynx B NPON3BOANTEND METHITHHCKOTO HIACHNS
HnmszmAlton(Shanghm)MedmunsuummCo Lud.

: No. 24 Building, JinShao Rd. 1688, Baoshan District, 200949

Shanghai, People S Repubhc of China.

Howmepa TenedonoB; +86-021-56771811.

YnoanoMoeHHMI TPEACTABHTENL NPOMIBONNTEAN
Hanueropagize: 000 «AC-MEJIUKAJI».

eCKHi 3 : Poccus, 129226, r. Mocksa, yn. Cenbckoxossiicreennad, a. 11,

xopn. 3, 3t. 1, nom. I, 0. 45.
Homep Tenedons: +7 (499) 399-32-77.
E-mail: info@medica-med.ru.
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. 26. Ilepeuenr HAUHOHANLHMX cramgapros PO, KOTOPMM COOTBETCTBYET
MeIHIHHCKO0S HARCIHE

FOCT P HCO 14630-2017 HmnnaHTaTsl XEpYPrHYeCKHe HeakTHBHEE. O6mpme
TpeboBanHHA.

FOCT P HCO 15223-1-2023 H3nenus menununckue. CHMBONE, NPAMCHICMEIC IS
nepenayH HEdopManum, npenocrapnseMoll asroToputeneM. Yacts 1. OcHosnbie TpeGoBanns.

l"OCT P M3K' 62366-1-2023 Wanemus memmmumcxme. Yacrs 1. ITpoexrnpopanme

MEJHIMHCKAX H3RCARH ¢ YICTOM IKCIUTYATALIHOHHON NPHIOAHOCTH.

I'OCT ISO 14971-2021 Hsnenus memmumuckue. [IpHMcHCHNC MCHRCAXMCHTa PHCKA K
MCAMIUHCKHM H3AENHAM.

IFOCT ISO 11607-1-2018 VnaxoBka IUId MeAHUHHCKHX H3ACAHN, MOANEXKAIMX
burumuo# crepuwmisamuu. Yacts 1. TpeSomamma x MarepHanaM, GapbepHEM CHCTOMAM TN
CTEPHNH3ALMH H YIIAKOBOYHEIM CHCTEMAM

I'OCT ISO 10993-1-2021 H3genna meaumuuckue. Ouenxa Guonormueckoro aeiicrensg
MCAMUMHCKHX H3zennil. OneHka M HCCNENOBAHNA B MPONCCCE MEHEIKMEHTA PHCKA.

I'OCT P HCO 10993-2-2009 Hizenna memuumcxue. OneHka GHONOrHIecKoro Aeicraus
MeUMECKHX w3aenil. TpeGosaua K o0palieHHIO ¢ XHBOTHHIMH.

I'OCT ISO 10993-4-2020 H3genna menmumuckue. OueHka GHONOIMYECKOro XelcTrHa
MeTHIMHECKUX m3neanii. MccaeaoBanna najicnnll, B3aHMORCHCTBYIOMNX ¢ KPOBRIO,

T'OCT ISO 10993-5-2023 Hsnenua meammunrckue. OneHxa Omosnoruuecxoro Aefcrsus
MeauuuAckuX manennii. Yacts 5. HccnenopaHug Ha ATOTOKCHYHOCTE METOAAMH in vitro.

FOCT ISO 10993-6-202]1 Hsperma meauuuuckEe. OncHka OHONOTHYCCKOrO ACHCTRHA
MeruumHcKax m3aeaui. Hecnepopanua MeCcTHOTO AeiCTBHA MOCAe HMIUIAHTAIIHNH,

FOCT ISO 10993-7-2016 Hapemus memmumuuckue. OneHka OHonormueckoro feifcreua
MEHIMACKHX B3enii. OcTaTouHOe COACpXAHNE 3THICHOKCHAA NOCHE CTEPHIA3ALNY.

F'OCT 1SO 10993-11-2021 Hsnenns memumunckue. Oneaxa GHONOrHYCCKOro AcHCTRASL
MEeRMUAHCKHX H3aemmit. Uccnenosanug obmeTokcHyueckoro aecraas.

T'OCT 1SO 10993-10-2023 Hsgenus memuuunckue. Ouenka Guonoraveckoro AchcTaAs
meauumHCkuX winennit. Yacts 10. HecnenopanHA CeHCHORTH3HPYIOMICTO ACHCTBHA.

FOCT ISO 10993-12-2023 H3pgenus Meaununckue. Onenxa GHONOrEYCCKOro ACHCTRHA
memuumHcKHx wapemuii. Yacte 12. O16op M noaroroBka ofpasioB And MpOBeACHHS
HCCHCNOBaHHNA.

FOCT P 52770-2023 Haperms mepuumHckHe. CHCTeMa OLCHKH OGHONOMM9ECKOrO
nelicreug. O6mue TpeSoBanna 6e300acHOCTH.
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RDEONGINGIEH
YOOCHO0EDEHUR NOOMINNOCINN NOOINCS 3 SNINOENOL OORNCHOCIN
{OR-x00! 5 " g 0 o pond ll{l;?lﬂ(]}(’loia/
HeoBxoouMocHN, 295

sepugdunaym
httpe:/fconsular mfa. gov.cn/VERIFY/ w npocxensipylime QR-x00.

AMOCTHIIL * APOSTILLE
(Faarcxan xonsenuna ot 5 oxTadpa 1961 roaa * Convention de La Haye du § octobre 1961)

1. Crpana: Kwraiicxas Hapoanan Peciybuuxa
Hacrosumil spuunansuniil Roxyment:
2. Gua noanwecan oy Tundans

3 BMCTYRAINKM B KAIECTEE Y ROAHOMONCIRHOS ANLO

4. cxpenaen newaThio Cener no consficranm memayuapeanolh vopreass
hmTanmem Knuran (5)

Ymecronepene
L 3 [Mianxae 6. (aaTs) 24 anryera 2024 1.
7. (wem) “Doun [Ouamm, Alimamn;
Kanueaspns ne mHOCTPANHMM S6NAM Koncysvemeo Kumas/
repeaa lllanxan

$8. Homep mpunowecunsre
Aone Lises 26 243100065147
9, Meusvo/mramn;  /flevams: Munucmepcmeo 19, Tloamwes: MModnuce/
UHOCMPANIIGIX OCR
Kumaiicnosi Hapodnoii
Pecrnybmuen
Cneyuarvuan nevams oas
doxynenmos/

Kowen nepesona:
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MNepesop fa eKCTa BbINOJIHEH MepeBofyMKoM [MaBneHKo Bnagmncnasom CTaHucnaBoBUYe.

Poccuitckaa degepaums
Mopos Mocksa
Bocbmoro okTa6psa Age ThiCAYM ABajLaTh YeTBEPTOrO roga
4 KBUTKO Defop AnekcaHaposuy, HoTapuyc roposa MoCKBbI, CBUAETENLCTBYIO H
nepesogyuka NasneHko Bnagucnasa CTaHMcnaBoBMYa.
Mognuck caenaHa B MOEM NMPUCY TCTBUN.
JInyHocTb nognucasrneMyMeH T yCTaHOB/EHA.

3apermcTpupo! 37-H/77-2024-~-/~N
YnnayeHo 3a ro geiicteusa: 400 py6. 00 kon.
Yo

®.A. KBUTKO

Bcero npomnypi
N CKpeneHo nevyaTb ¥m(a)(oe)

HoTapuyc
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