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« fé Changzhou Jiniong Medical Plastic Appliance Co., Ltd

"PROVED BY
Changzhou Jinlong Medical Plastic AppGlaiicé

Full name: Cai Lipii
Title: General Dircitlor
V 10 «OétohéivrrO::A

Instruction for use
Disposable injection syringes with and without needles, volume: 1 ml, 2 mL 3 ml, 5 ml,
10 ml, 20 ml, 50 ml
Versions

1. General information >
Product name:

«Disposable injection syringes with and without needles, volume: 1 ml, 2 ml, 3 ml, 5ml,
n 10 ml, 20 ml, 50 mi».

Versions

Disposable injection syringe with needle 0,4 x 12 mm (27G), volume: 1 ml;

Disposable injection syringe with needle 0,6 x 30 mm (23G), volume: 2 ml;

Disposable injection syringe with needle 0,63 x 32 mm (23G), volume: 2 ml;

Disposable injection syringe with needle 0,63 x 45 mm (23G), volume: 2 ml;

Disposable injection syringe with needle 0,6 x 30 mm (23G), volume: 3 ml;

Disposable injection syringe with needle 0,63 x 32 mm (23G), volume: 3 ml;

Disposable injection syringe with needle 0,63 x 45 mm (23G), volume: 3 ml;

Disposable injection syringe with needle 0,7x40 mm / 0,7 x 38 mm (22G), volume: 3 ml;
Disposable injection syringe with needle 0,7x40 mm / 0,7 x 38 mm (22G), volume: 5 ml;
Disposable injection syringe with needle 0,8 x 50 mm (21G), volume: 5 ml;

Disposable injection syringe with needle 0,7x40 nun/ 0,7 x 38 mm (22G), volume: 10 ml;
Disposable injection syringe with needle 0,8 x 40 mm/ 0,8 x 38 mm (21G), volume: 10 mi;
Disposable injection syringe with needle 0,8 x 50 mm (21G), volume: 10 ml;

Disposable injection syringe with needle 0,8 x40 mm / 0,8 x 38 mm (21G), volume: 20 mi;
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Disposable injection syringe with needle 0,9 x 50 mm (20G), volume: 20 ml,
Disposable injection syringe with needle 1,2 x 40 mm /1,2 x 38 mm (18G), volume: 50 ml,
Disposable injection syringe with two needles: 0,45 x 12 mm (26G), 0,5 x 16 mm (25G),
volume: 1 ml, .
Disposable injection syringe with two needles: 0,63 x 32 mm (23G), 0,7 x 38 mm (22G),
volume: 2 ml;
Disposable injection syringe with two needles: 0,63 x 32 mm (23G), 0,63 x 45 mm (23G),
volume: 2 ml;
Disposable injection syringe with two needles: 0,6 x 38 mm (23G), 0,7 x 38 mm (22G), volume:
5ml
Disposable injection syringe with two needles: 0,7 x 40 mm (22G), 0,8 x 50 mm (21G), volume:
5ml;
Disposable injection syringe with two needles: 0,7 x 38 mm (22G), 0,8 x 38 mm (21G),
volume: 10 ml;
Disposable injection syringe with two needles: 0,7 x 40 mm (22G), 0,8 x 50 mm (21G),
volume; 10 ml;
Disposable injection syringe with two needles: 0,8 x 40 mm (21G), 0,8 x 50 mm (21G), volume:
| 20 ml;

' Disposable injection syringe with two needles: 0,8 x 40 mm (21G), 0,9 x 50 mm (20G), volume:
20 ml;
Disposable injection syringe without needle, volume: 1ml;
Disposable injection syringe without needle, volume: 2 ml;
Disposable injection syringe without needle, volume: 3 ml;
Disposable injection syringe without needle, volume: 5 ml;
Disposable injection syringe without needle, volume: 10 ml;
Disposable injection syringe without needle, volume: 20 ml;

Disposable injection syringe without needle, volume: 50 ml;
Manufacturer:
«Changzhou Jinlong Medical Plastic Appliance Co. Ltd»

Address: ZhengluTown Wujin, Jiangsu 213111 China

Site: https://linlongmed.com/
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/ place of production:
«Changzhou Jinlong Medical Plastic Appliance Co. Ltd», Zhenglu Town Wujin, Jiangsu 213111
China
Authorized representative of the manufacturer on the territory of the Russian Federation
Sana Co., Ltd.
Registered address; 302008, Orel Oblast, Orel, st. Vysokovoltnaya, h. 2 «G»
Postal address: 302008, Orel Oblast, Orel, st. Vysokovoltnaya, h. 2 «G»
Telephone: +7 (4862) 44-02-92, +7 (4862) 44-02-93
E-mail: sanaorel@mail.ru
Code of the AU-Russian ctassifler of products by type of economic activity OKFD 2:
32.50.13.110
Type of medical device in accordance with the nomenclature classification of medical
devices: 349160, 260600
Class depending on the degree of potential risk of use - 2a.
Type of contact with the human body: indirect contact with blood and the internal

environment of the body through drugs, short-term contact with the skin.

2. Introduction

Disposable injection syringes with and without needles {hereinafter refetred to as
syringes, disposable injection syringes with a needle, disposable injection syringes with two
needles, disposable injection syringes without needle) are intended for subcutaneous,
intramuscular and intravenous administration of various liquid medicines into the body, as well

as for blood collection and suction of various fluids from the body.

3. Indications for use
The product is recommended for use for all types of injections in hospital, outpatient and

home conditions.

4. Medical device specifications

The syringe materials are compatible with injection fluids. The cylinder is made of
polypropylene, which makes it possible to control the absence of air bubbles (excluding
embolism of small vessels) when liquid drugs are injected into the body and to evaluate the
appropriate type ofdrug. At the distal end of the cylinder there is a connector (Luer-lock /
Luer-slip) for connecting a hypodermic needle. For the most accurate adherence to the dosage,

the syringe has a clearly printed scale (insulin / tuberculin). The syringe piston seal is made of
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natural rubber, which ensures a tight contact between the piston and the cylinder during the
selection and administration of drugs. The needles used in the syrin&;es are made of high
quality stainless austenitic steel, have a triangular laser sharpening, which minimizes pain
during injection. The needle is subjected to repeated chemical treatment during the production
process, which makes the outer surface of the needle shiny, smooth, without cracks, scratches
and other defects. Sizes ofneedles; 0.4 x 12 mm; 0.45 x 12 mm; 0.5 x 16 mm; 0.6 x 30 mm;
0.6 x 38 mm; 0.63 x 32 mm; 0.63 x 45 mm; 0.7 x 38 mm; 0.7 x 40 mm; 0.8 x 38 mm; 0.8 x 40
mm; 0.8 X 50 mm; 0.9 x 50 mm; 1.2 x 38 mm, 1.2 x 40 mm. THe needle guard is made of
polypropylene. The cannulas of the needles are hypoallergenic and painted in the colors
established by international standards. Controlled administration of a dose of medical
substance is provided by a clearly printed scale applied with indelible ink.

The main characteristics of the vereions ofthe syringes are shown in Table 1

Table | « Syringe options

Type Volume Needle size
Disposable injccticm syringes with I ml 0,4 X 12mm (27G);
needle
Disposable injection syringes with 2ml 0,6 X30 mm (23G);
needle
Disposable injection syringes with 2ml 0,63 X32 mm (23G);
needle
Disposable injection syringes with A 2ml 0,63x45mm(23G);
needle -
Disposable injection syringes with 3ml 0,6 X30 mm (23G);
needle
Disposable injection syringes with 3ml 0,63x32 mm(23G);
1needle
1Disposable injection syringes with 3ml 0,63x45 mm(23G);
needle
Disposable injection syringes with 3ml 0,7x40 mm /0,7 x 38 mm
needle (22G);
Disposable injection syringes with 5ml 0,7x40 mm/ 0,7 x 38 mm
needle (22G);
Disposable injection syringes with 5ml 0,8x50 mm (21G);
1needle
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Disposable injection syringes with
needle
Disposable injection syringes with
needle
Dispos”le injection syringes with
needle

bis”~sabie injection syringes with
needle

Disposable injection syringes with
needle

Disposable injection syringes with
needle

Disposable injection syringes with two
needles

Disposable injection syringes with two
needles

Disposable injection syringes with two
needles

Disposable injection syringes with two
needles

Disposable injection syringes with two

needles

Disposable injection syringes with two

needles

Disposable injection syringes with two

needles

Disposable injection syringes with two

needles

Disposable injection syringes with two
mneedles

Disposable injection syringes without

needle

Disposable injection syringes without

needle

Disposable injection syringes without

needle

Disposable injection syringes without

needle

Disposable injection syringes without

needle

Disposable injection syringes without
" needle

Disposable injection syringes without

needle

j
!

10 ml

10 ml

10 ml

20 mi

20 ml

50 ml

Imi

2m!

2mi

5mi

5mi

10 ml

10 ml

20 ml

20 ml

Iml

2ml

3ml

5ml

10 ml

20 ml

50 ml

0,7x40 mm/ 0,7 x 38 mm

(22G);

0,8 40 mm/0,8x 38 mm

(21G)
0,8 50 mm (21G);

0,8¥ 40 mm/ 0,8 x 38 mm

iliG)

0,9 X50 mm (20G);

1,2x40 mm/ 1,2x38 mm

(18G);
0,451 12mm (26G);
0,51 16 mm (25G);
0,63x32mm(23G);
0,7x38mrai22G);
0,63 X32 mm (23G);
0,63x45 mm (23G);
0,6 1 38 mm (23G);
0,7 38 mm (22G);

0,7x40 mm (22G);
0,8x50 mm (21G);
0,7x38mm(22G);
0,81 38 mm (21G);
0,7x40mm(22G);
0,8x50mm(21G);
0,8x40 mm (21G);
0,81 50 mm (21G);
0,8x40mm(21G);
0,91 50 mm (20G);

Not available
Not available
Not available
Not available
Not available
Not available

Not available

The design ofa disposable injection syringe with a needle is shown in Figure 1
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Figure 1- Schematic representation of a disposable injection syringe with a needle

t dw > ©
1 Protective needle cap 7. Graduated line 13. Sealant
2. Needle 8. Zero line 14. Piston
3. Compound 9. Cylinder 15. Finger rests
4. Tip protection cap 10. Graduation line of nominal 16. Stock
) capacity
5. Taper tip 17. Stem stop

) 11. Full Graduated Capacity Line
6. Tip hole

12. Reference line

The design of a disposable injection syringe without a needle is shown in Figure 2.

Figure 2 - Schematic representation of a disposable injection syringe without a needle

701 It 1 IX 13
1 Zero line 7. Tip hole
2. Graduated lines 8. Taper tip
3. Graduation line of nominal 9. Cylinder
capaci
paclty 10. Piston
4. Full Graduated Capacity Line
11. Sealant
5. Reference line
12. Stock

6. Finger rests
13. Stem stop

THIA mrinan in cbarila nAm moara~ani _tAvi
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terilization method - gas, sterilized with ethylene oxide.

5 The order (algorithm) of intended use (application)
Before the procedure, perform hygienic treatment of hands.
Use gloves during the procedure.

I> Prepare the syringe (check the expiration date, tightness of the package).

> Remove the syringe from the packaging, remove the protective cap from the needle.

Type in the syringe dnig.
- Make sure that when you set the drug needle is always in solution: in this case, air is excluded
from entering the syringe.
- Make sure there is no air in the syringe. If there are air bubbles on the walls of the cylinder, you
should slightly pull the plunger of the syringe and several times" turn " the syringe in a
horizontal plane. Then it is necessary to expel air, holding a syringe over a sink or in an ampoule.
The syringe is used immediately after filling.
Carefully treat the area of the skin at the injection site with a swab with a disinfectant solution.
Puncture the area ofthe skin at the injection site and slowly enter the drug.
After injection, hold the puncture site with a swab with disinfectant solution. Close the needle
with the cap.
Dispose ofthe syringe.

Avoid contact with the needle!

6. Storage conditions
Products are stored in packaged form in a dry and ventilated room at a temperature from +5 ®C
to +40 ° C with a relative humidity of not more than 80%. During storage, syringes should be

protected from direct sunlight, at a distance of at least 1 m from heat-emitting devices.

7. Manufacturer warranty

7.1 The warranty storage period for syringes is five years from the date of manufacture.

7.2 «Changzhou Jinlong Medical Plastic Appliance Co., Ltd» guarantees the compliance of
syringes with the necessary requirements under the conditions of storage and transportation.

7.3 For questions related to the warranty, contact the manufacturer:

«Changzhou Jinlong Medical Plastic Appliance Co., Ltd»,

Address: Changzhou Jinlong Medical Plastic Appliance Co. Ltd, Zhenglu Town Wauijin, Jiangsu
213111 China.
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rtpfw iitam c of the manufacturer in the Russian Federation:

Orel Oblast, Orel, st. Vysokovoltnaya, h. 2 «G»
»44-02-92, (4862) 44-02-93
y g o fel.Sniail.ru

8. Complaints address:

Ifside effects are detected that are not specified in the instructions for use of vacuum tubes,
adverse reactions during its use, facts and circumstances that pose a threat to the life and health
of citizens and medical workers when using vacuum tubes, it is necessary to send messages
containing the specified information to the authorized representative of the manufacturer:
«Sana» Co. Ltd.

302008, Orel Oblast, Orel, st. Vysokovoltnaya, h. 2 «G»

(4862) 44-02-92, (4862) 44-02-93

sanaorei@mail.ru

9. Transportation

Syringes are transported by all types oftransport in covered vehicles in accordance with the rules
for the carriage of goods in force for this type oftransport at temperatures from + 5°Ct040®C
with a relative humidity of not more than 80%.

10. Disposal procedures
Measures for the destruction and disposal of single-use injection syringes should be carried out

in accordance with the requirements of sanitary regulations and other regulatory legal acts ofthe

Russian Federation in all health care facilities, regardless of their profile.

Changzhou Jinlong Medical ptiutiO,AppKai”* Co., Ltd

Full name: Cai Upiiig

Title: General Director
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CEPTUNDOUNKAT

Kutancknin CoBeT no NpoaBuUXEHUIO
MeXAYyHapoaHOW TOProBnu

KuTaickmnii CoBeT N0 NPOABMKEHNIO MEXIYHAPOAHOW TOProBam
MexayHapoaHaa Toprosas nanara Kutas
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KuTtanckuii CoBeT Mo NpoaBUXEHNIO MeXAYHapPOAHOW TOPros/n
MexayHapoaHas Toproeas nanata Kntas

CEPTUNDPUKAT

Ne223204B0/003514

HACTOAWNM YAOCTOBEPAEM: nevatb «YaHrmpkoy IxuHnoHr Megukan MNnactmk
Annnunaxce Ko., /Ita.» / «Changzhou Jinlong Medical Plastic Appliance Co., Ltd.» B
npunoxeHHom JOKYMEHTE sBnseTcsa Nog/MHHONR.

Kutalickuii CoBeT N0 NPOABWKEHNIO
MeXyHapoaHOl TOProB/n

/MevaTsb/

[Mo; e YNonHOMOYEHHOTO INLA:
/Moanwuck/

Paclumdposka nognucu: XAHbA

[Oata: 14 Hos6ps, 2022 T.
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/ (hMpMeHHbIN 6naHK opraHuzaunn: «Yanrmpkoy xuHnoHr Meaukan Mnactuk dnnanaHce Ko.,
Nta» | «Changzhou Jinlong Medical Plastic Appliance Co., Ltd» /

YTBEP>XJEHO

«YHaHrmpkoy xkuHnoHr Megmnkan Nnactnk dnnnuaHce Ko., JIta» /
«Changzhou Jinlong Medical Plastic Appliance Co. Ltd»
/MevaTs/, [Moanuce/

MonHoe nmsa: Laii JnnnH
LomKHOCTb: "eHepabHbI AMPEKTOP
10 «OKTA6psA» 2022

WNHCTpYKLMA MO MCMNO/1b30BAHUKD MeANLVHCKOIo N3aenmns
«LLInpuubl NHBEKLUMOHHbIE OAHOPA30BbIE C Ur1amu 1 6e3 ura, oovem:1mna, 2mn, 3mn, 5mn,
10mn, 20mn, 50mn»
BapunaHTbl ucnosnHeHns

1. O6Lwas nHgopmams 06 n3aenmm

HanmeHoBaHue n3genuns:

«LLINnpnubl MHBEKLMOHHBIE OL4HOPA30BbIe C UrnaMu u 6e3 ura, obvem:1mn, 2mn, 3ma, 5ma, 10mn,
20mn, 50mn»

BapunaHTbl MICNOMHEHUS:

LLInpuL, MHBEKLUMOHHBIW 0HOPa30BbIiA ¢ urnoi 0,4 x 12 mm (270), oobem: 1 Mn;

LLINp1y, MHBbEKUMOHHBIN 0gHOPa30BbIiA ¢ urnoi 0,6 X 30 mm (230), 06beM: 2 M,

LLInpuL, MHBEKLMOHHBI 0AHOPa30BbIi ¢ urnoi 0,63 x 32 mm (230), 06bem: 2 mn;

LLINnpvy, MHLEKLMOHHLIN 04HOPa30BbIv ¢ urnoii 0,63 x 45 mm (230), 06bem: 2 MmA;

LLINpuy, MHBEKUMOHHBIV 0fHOPa30BbIl ¢ nrnoi 0,6 x 30 mm (230), 06bem: 3 M;.

LLINnpvy, MHLEKLMOHHbIV 0HOPa30BbIi ¢ nrnoii 0,63 x 32 mm (230), 06beM: 3 mn;

LLInpvy, MHLEKLMOHHbIV 0fHOpa30BbIi ¢ urnoii 0,63 x 45 mm (230), 06bem: 3 mn;

LLINnpny, MHBbEKUMOHHBIA 0AHOPa30BbIin ¢ urnoi 0,7x40 mm / 0,7 x 38 MM (220), 06bem: 3 Mn;
LLINpWL, MHBEKLUMOHHbI 04HOPa30BbIi ¢ urioi 0,7x40 mm / 0,7 x 38 mm (220), 06bem: 5 mn;
LLINpuL, MHBEKLMOHHBI 0HOPa30BbIi ¢ urnoii 0,8 x 50 mm (210), 06bem: 5 mn;

LLInpuL, MHBbEKLMOHHbIV OAHOPa30BbIli ¢ Urnoit 0,7x40 mm / 0,7 x 38 MM (220), o6bem: 10 mn;
LLInpuL, MHLEKLUMOHHBI 0HOPa30BbIi ¢ urnoi 0,8 x 40 mm / 0,8 x 38 mm (210), 06bem: 10 mr;
LLINnp1L, MHBbEKLMOHHBIN 0AHOPa3oBbIli ¢ urnoii 0,8 x 50 mm (210), o6bem: 10 mn;

LLINnpny, MHBbEKLMOHHBIN 0gHOpPa3oBbIli ¢ urnoi 0,8 x 40 mm / 0,8 x 38 mm (210), o6bem: 20 mn;

LLINnpny, MHBbEKUMOHHBIN 0aHOpa3oBblii ¢ urnoi 0,9 x 50 mm (200), obbem: 20 mn;
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F:

LLInpuil HHBEKUHOHHBIA OAHOPa30BLIH ¢ HTIIOHA 1,2 X 40 MM/ 1,2 x 38 MM (18G), o6bem: 50 mn;
Unpul HHBLEKUWHOHHBIHA 0HOPa3oBHIA ¢ ABYMA Wraamu: 0,45 x 12 MM (26G), 0,5 x 16 MM (25G),
obsem: | M,
IlInpxu KHBEKUHOHHBIH OXHOPa30BkIi ¢ AByMsa urnaMu: 0,63 x 32 mm (23G), 0,7 x 38 mm (22G),
obbeM: 2 Mr;
i Inpuu ANbeKUHOHHBIH OAHOPa30BKi ¢ AByMs Hraamu: 0,63 x 32 MM (23G), 0,63 x 45 Mm
(23G), obbem: 2 ma;
. HInpuu uHbeKUHOHHBINA OaHOPa30BLIH ¢ ABYMa urnamu: 0,6 x 38 MM (23G), 0,7 x 38 MM (22G),

obben: S mn
npuy HABLEKUHOHHBIA OAHOPa30Bbii ¢ ABYMA HrnaMH: 0,7 x 40 MM (22G), 0,8 x 50 MM (21G),
obnem: 5 Mn;
HInpuu vHbeKUMOHHKIH OHOpa3oBwiiA ¢ AByMa Hraamu: 0,7 x 38 MM (22G), 0,8 x 38 MM (21G).
obbem: 10 mu;
HInpuu uAbexnuoHHbiA 0aHOpa3oBbli ¢ AByMs Hrnamu: 0,7 x 40 mm (22G), 0,8 x 50 mm (21G),
obsem: 10 ma;
Iinpuu HHBEKIHOHHBIA OqHOpa3oBbii ¢ AByMA uriaMu: 0,8 x 40 mm (21G), 0,8 x 50 mm (21G),
obobeM: 20 mn;
Lnpmy uABEKUHOHHBIH OlHOpa30BbIH ¢ AByMa nraamu: 0,8 x 40 mm (21G), 0,9 x 50 mm (20G),

. obpem: 20 m1;
Iinpui HHBEKUHOHHLIA OZlHOpa3oBkI# 6e3 urnnl, obbem: 1 mi;
Inpwy HEBEKUMOHHBIH OXHOPa30BsIii 6e3 uribl, obbem: 2 mn;
Inpui MHBEKUHOHHDIH OXHOpa30BLIH 6e3 urasl, 06bem: 3 mi;
1inpuu HHBEKLUHOHHBIH OHOPa30BKIii 6€3 HIITbl, 00BeM: 5 M,
HInpru HHBEKUHOHHKIH 0nHOpa3oBhl# 6€3 uribl, obbem: 10 mn;
Inpuu HHBEKUKOHHBIH OAHOpa3oBLIH 6e3 Hribl, 00beM: 20 mu;

IInpyu MHBEKUHOHHBIH 0AHOpa3oBblH 6e3 urnel, 06bem: 50 mi;

TIpousBoanTENb MCAHITHHCKOTO HIACTHNA:

«Yanraxoy JDxkunnonr Meauxan [Inacruk Snnnnance Ko. JItar» / «Changzhou Jinlong Medical
Plastic Appliance Co. Ltd»

Anpec: Zhenglu Town Wujin, Jiangsu 213111 China

OnexTpoHHas noura: zly@jinlongmed.com.cn
Caitr: https:/jinlongmed.com/
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MecTo npon3BoACcTBa:

«Changzhou Jinlong Medical Plastic Appliance Co. Ltd», Zhenglu Town Wujin, Jiangsu 213111
China

YNONHOMOYEHHbI NpeAcTaBUTENb NPOMU3BOANTENS Ha TeppuTopun PP

OO6L1EeCTBO C OrpaHMYeHHOW OTBETCTBEHHOCTbIO «CaHa»

FOpuguuecknii agpec; 302008, OpnioBckas 061acTb, r. Opén, yn. BblcCOKOBONbTHaAS, 4. 2
MouToBbI agpec; 302008, OpnoBckas o6nactb, r. Opén, yn. BoicokoBonbTHas, 4. 2I0
Tenedhon; +7 (4862) 44-02-92, +7 (4862) 44-02-93

3neKTpOHHasa nouta; sanaorelf?7mail.ru

Koa O6lepoccuiickoro knaccuurkatopa npoayKumm no BuaaM 3KOHOMUYECKO
peatensHocTn OKIA 2: 32.50.13.110

Bna MeAMLMHCKOrO N3fenns B COOTBETCTBUM C HOMEHKNATYPHOW Knaccudurkauuei
MeANLUUHCKUX nsgennii: 349160, 260600

Knacc B 3aBUCMMOCTU OT CTENEHW NOTEHLMANbHOIO PUCKA NPUMEHEHNS - 2a.

Bua KOHTaKTa c OpraHM3MOM YefloBeKa: OMOCPeOBaHHbI KOHTAKT C KPOBbIO M BHYTPEHHEN

Cpefioi opraHmn3Ma uepes NeKapcTBEHHbIE MPenapaThbl, KPaTKOBPEMEHHbI KOHTAKT C KOXKEIA.

2. BBefeHue
» LLINnprubl MHBEKLUMOHHbIE O4HOPA30Bble C Urnammn n 6e3 urn {ganee - WNPULbI, LWNPULbI

VHBEKLMOHHbIE 0JHOPA30Bble C UMMON, LINPULbI MHLEKLMOHHbIE OAHOPA30BbIE C ABYMS UrNamu,
LUNPULbI MHBEKLMOHHbIE OIHOPA30Bble 6e3 UrN) NpegHasHauveHbl 415 NOAKOXHOrO,
BHYTPUMbILLIEYHOIO 1 BHYTPUBEHHOIO BBEAEHWSA B OPraHn3m pas/inyHbIX XULKUX
NeKapCTBEHHbIX CPEeACTB, a TakXKe ANd 0T6opa KPOBM M 0TCACbIBAHUS PasINYHbIX XXMUAKOCTEN 13
opraHusma.
3. NMokKasaHnA K NPUMEHEHUNIO

LLInpuLbl MHBEKLMOHHBbIE 0LHOPA30Bble C UrNamu 1 6e3 Urn peKkomMeHayeTca
MCNOMb30BaTh AN BCEX BULOB MHBbEKLMI B YCIOBUAX CTaLMOHapa, aMbynaTopHbIX M AOMALLIHWNX
YCNOBUSX.
4. TeXHNYecKne XxapakTepmucTuKn MegnULMHCKOro n3genms

Martepuans! WNPULEB MHBEKLNOHHBLIX O4HOPA30BbIX C Urnammn n 6e3 Ura COBMeCTUMBI
C XXMAKOCTAMU AN UHBbEKUMIA. LinnnHap nu3roToBneH M3 NOAUMNPONMAEHa, YTo obecneymsaeTt
BO3MOXXHOCTb KOHTPO/IMPOBATb OTCYTCTBME BO3AYLLUHbIX MY3blpbKOB (MCKIKOUAETCS 3M60US
MEeSIKMX COCYA0B) NPV BBEAEHUM XXUAKUX TEKAPCTBEHHbIX CPEACTB B OPraHU3M 1 OLeHMBaTb
HagneXxawuii BUA NeKapCTBEHHOr0 CpeAcTBa. Ha gucTanbHOM KOHLE LMAMHApa PpacronoxXeH

KOHHeKTOp (Tun Jlyep-nok /flyep-cnvn) ans nofcoeANHEHUs UMbl 415 MOAKOXHBIX VHBEKLWIA.
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»

[ns MakcumanbHO TOYHOTO CO6/I0AEHNA AO3MPOBKN, LUNPULbI MHBEKLUMOHHbIE 04HOPA30BbIe C
nrnamm 1 6e3 Ur UMerT YeTKO nponeyvaTaHHyro WKany (MHCYnnn/Ty6epKynnH). Y nioTHUTENb
MOPLLUHA LNPULEB UHBEKLMOHHBIX OLHOPA30BbIX C Urnamun 1 6e3 Urn U3roTos/eH n3
HaTypanbHOro Kayuyka, 4To 06ecrneymBaeT repMeTUYHbIA KOHTAKT MeXAY NOPLIHEM W
UUIMHOPOM NpKY 0TO0PE 1 BBEAEHUW NIeKAPCTBEHHbIX CPeACTB. Mr/bl, MCNO/b30BaHHbIE B
LUINPULAX WHBEKLMOHHBIX 04HOPA30BbIX NPOU3BOAATCA U3 BbICOKOKAYeCTBEHHOM
Hep)KaBeloLLen ayCTEHNTHOM CTalv, UMEIKOT TPEXTPaHHYIO Na3epHYH0 3aTOUKY, YTO
MUHUMU3NPYET 60/1EBbIE OLLYLLEHUA NMPU UHBEKLMW. T1a NnoABepraeTcs B npoLecce
MpoV3BOACTBA MHOFOKPATHOM XMMUYECKON 06paboTKe, UTO AeNaeT Hapy>XKHYH NOBEPXHOCTb
UrNbl 6NECTALWLER, FNaaKoi, 6e3 TpewmH, LapanvH n Apyrux gedektos. Tunopasmepsl uri; 0,4 x
12 mv; 0,45 x 12 mm; 0,5 X 16 mm; 0,6 x 30 mm; 0,6 x 38 mMm; 0,63 x 32 mm; 0,63 x 45 mm; 0,7 X
38 mm; 0,7 X40 mm; 0,8 x 38 mm; 0,8 x 40 mm; 0,8 x 50 mm; 0,9 x 50 mm; 1,2 x 38 mm, 1,2 x 40
MM. 3alMTHBIA KONAa4YoK UMbl U3FOTOB/IEH U3 NOAMNPONWAEHa. KaHonn Urn runoannepreqHsi
1 OKpalleHbl B LBETA, YCTAHOB/MEHHbIE MEXAYHAPOAHbI.MU cTaHapTaMu. KoHTponnpyemoe
BBeLeHwe [03bl /IEKAaPCTBEHHbIX BeLecTB 0b6ecrneynBaeT YETKO NponeyaTaHHas LUKana,
HaHeCeHHas HeCMbIBaeMOVi KPacKoiA.

OCHOBHble XapaKTepuUCTUKM BapMaHTOB UCMONHEHNSA LUNPULEB UHBEKLMOHHbLIX OHOPA30BbIX C
nurnamm n 6e3 Urn ykasarol B Tabnmue 1

Tabnuua 1 « BapmaHTbl UCMONHEHNUA WNPULEB MHBEKLMOHHbIX OfHOPA30BbIX C UTTAMU U

6e3 nrn

Tun Obbem Pasmep urnsbl
LLINp1L, MHBEKLMOHHBI 0AHOPA30BbIi 1wmn 0,4x12 mm (270);
C UrNo
LLINpWL, MHBEKLMOHHBIN 0AHOPAa30BbIi 2 Mn 0,6 x30 mm (230);
C Urno
LLINnpu1L, MHBEKLUOHHBIA 0JHOPAa30BbIi 2 Mn 0,63 X32 mm (230);
C UrNoWi
LLINp1L, MHBbEKLNOHHbIV 04HOPA30BbIN 2 MmN 0,63 X45 mm (230);
C Urnon
LLInpuy, MHLEKLMOHHbIN OAHOPA30BbIi 3 mn 0,6 X30 mm (230);
C Urnoi
LLInpuL, MHLEKLMOHHbBIV 0AHOPA30BbLIN 3mn 0,63 X32 mm (230);
C Urno
LLInpuLL MHBEKLMOHHBIV 0[]HOPA30BbIl 3 mMn 0,63 X45 mm (230);
C Urnov
LLINnpny, MHBbEKLMOHHBIN 0AHOPa30BbIi 3 mMn 0,7x40 mm / 0,7 X38 MM
c urnom (220);
LLINnpny, MHLEKLNOHHbIV OfHOPA30BbLIN 5wmn 0,7x40 mm / 0,7 X38 Mm
C Urnoi (220);
LLINnp1L, MHBEKLMOHHBINA OAHOPA30BbIN 5wmn 0,8 X50 mm (210);
C U0
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LLINnpvL, MHBbEKLMOHHBIV 0fHOPa30BbIiA 10 mn 0,7x40 mm / 0,7 X 38 MM
C Urnoi (220);

LLINpwWL, MHBEKLMOHHBINA 04HOPA30BbLIN 10 mn 0,8 X40 mm / 0,8 X38 MM
C UIIoN (210)

LLINnpwWL, MHBbEKLMOHHBIV 04HOPa30BbIii 10 mn 0,8 X50 mm (210);

C Mo

LLINnpvL, MHbEKLMOHHbIV 0fHOPa30BbIiA 20 mn 0,8 X40 mm / 0,8 X 38 mMm
C UrNoW (210)

LLINnpWy, UHLEKLMOHHbIV OAHOPA30BbIi 20 mn 0,9 X50 mm (200);

C Urnomn

LLINnpu1y, MHBbEKLNOHHbIV 04HOPAa30BbIi 50 mn 1,2 X40 mm /1,2 X38 MM
C Urnoi (180);

LLINp1L, MHBEKLMOHHBIN 0JHOPA30BbIi 1mn 0,45 X 12 mm (260);

C ABYMSA Urnamu 0,5x16 mm (250);
LLINp1L, MHBEKLMOHHBIA OLHOPA30BbIi 2 MmN 0,63 X32 mm (230);

C ABYMS Urnammu 0,7 X38 mm (220);
LLINpuL MHBEKLMOHHBIA 0HOPAa30BbIi 2 MNn 0,63 x32 mm (230);

C ABYMS Urnamm 0,63 x45 mm (230);

LLINnpny, MHBEKUMOHHBIN 0AHOPA30BbLIN 5wmn 0,6 X38 mm (230);
C ABYyMA Urnamu 0,7 X38 mm (220);
LLINpUL, MHBEKLUMOHHbIV OAHOPA30BbIi 5mMn 0,7 X40 mm (220);
C ABYMSA UramMm 0,8x50 mm (210);
LLnpuL, MHLEKLMOHHbIV OJHOPA30BbIl 10 mn 0,7 X38 mm (220);
C AAByMS Urnamu 0,8 X38 mm (210);
LLINpuL MHBEKLMOHHBI OHOPA30BbIi 10 mn 0,7 X40 mm (220);
C ABYMS UrNamMm 0,8 X50 mm (210);
LLINnpny, MHLEKLNOHHbIV OfHOPa30BbIi 20 mn 0,8 X40 mm (210);
C LBYMS Urnamu 0,8 X50 mm (210);
LLINpuL, MHBEKUMOHHbI 0AHOPA30BbIi 20 mn 0,8 X40 mm (210);
C ABYMSA Uramu 0,9 X50 mm (200);
LLINp1L, MHBEKLMOHHBIA 0AHOPA30BbIi 1mn Wrna otcyTcTByeT
6e3 urnbl

LLINnpnL, MHBEKLNOHHBINA 04HOPAa30BbIi 2 MmN Wrna otcytcTByeT
6e3 urnebl

LLINp1L, MHBEKLUMOHHBIA 04HOPA30BbIN 3 mn Wrna otcyTcTByeT
6€e3 urnbl

LLINp1L, MHBEKLMOHHBIA 04HOPA30BbIN 5wMn WMrna otcyTcTBYET
6e3 urnbl

LLINnpuy, MHBbEKLMOHHbIV OAHOPA30BbIi 10 mn Wrna otcyTcTByeT
6e3 urbl

LLINnpny, MHbEKLMOHHbI 04HOPa30BbIi 20 mn Wrna oTcytcTByeT
6e3 urnbl

LLINnpny, MHHEKLNOHHbI 04HOPA30BbIN 50 mn Wrna oTcytcTByeT

6e3 urnbl

KOHCTPYKUMS LWNpKLA MHBEKLMOHHOIO 0/HOPA30BOro C UrNoW, NpuBeAeHa Ha PucyHke 1
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PucyHoK 1>CxemMaTn4yecKoe n306pakeHne Lwnpuua MHbEKLIMOHHOIO 0HOPAa30BOro C

Uroin
» * 1 d H \U.l
~ N
9 3 2 oy M T

1 3aWMTHbIA KONNAaYoK UMbl 7. 'paimpoBOYHas IMHUA 12. JlnHna Havana oTcyeta
2. rna 8. HyneBas nuHus 13. YnnoTHUTENb
3. CoenHeHne 9. UnnnHap 14. TMopLueHb
4. Konnayok a1 3awnTbl HakoHeYHMKa  HO. JINHUA rpagynpoBKu 15. Ynopsl Ana nanbLes

HOMMWHa/IbHOV BMECTUMOCTH
5. HaKOHeYHUK-KOHYC 16. LLTok

11. JINHMS NONHOI rpagynpOBaHHOA
6. OTBepCTNe HAKOHEYHMKA BMeCTUMOCTU 17. Ynop wTokKa

KOHCTpYKLUMS LWNpULA MHBEKLMOHHOTO 0AHOPa30BOro 6e3 Mrbl, NpuBeAeHa Ha PUCYHKe 2.

PrcyHok 2 - CxemaTunyeckoe n3obpaxeHne WNpuMLa MHbEKLNOHHOIO 0HOPa30BOro 6e3 Urbl.

7 = I« 11 12 12

\

1 Hynesas nuHus 7. OTBEPCTME HAKOHEYHMKA
2. [pagnpoBoYHbIe IMHUK 8. HakoHeYHMK-KOHYC

3. JInHua rpasyvnpoBKu 9. UmnunHgp

HOMWHaNbHO BMECTUMOCTW 10. MopLueHb

4. JIMHWA NONHON rpafyvpoBaHHOM 11. ¥YnnoTHuUTENb
BMECTUMOCTU 12. LTok

5. JInHuA Hayana oTcyeTa 13. ¥Ynop wTokKa

6. Ynopbl N5 NanbLes
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LL|I'IpVILI,bI MHBEKLIMOHHbLIE 04HOPAa30BbLIE C UTNaMn 1 6e3 urn CTEPUNBbHBI, aNNPOreHHbI,
HETOKCUYHbI.

Cnocob crepunnmnsaumnn - rasoBblii, CTEPUNN30BAHO OKCMAOM 3TUNIEHA.

5. Topsagok (anropmuTMm) UCMonb3oBaHWs Mo Ha3HayeHMo (NPUMeHeHNS)

- Mepep npoueaypoit NpoBeAnTe TMIMEHNYECKY0 06paboTKy pykK.

- Ncnonb3yitTe nepyaTkin BO Bpems NpoLeaypbl.

- MogroToBbTe wnpuy, (MpoBepbTe CPOK FOLHOCTM U TEPMETUYHOCTb YNAaKOBKN).

- Mi3BnekuTe WNpumL, U3 ynakoBKW, CHUMWTE C UT/Tbl 3aWUTHbIA KOAMAYOoK.

- HabepuTe B LWiNpuL, nekapCTBEHHbIV Npenapar.

- CnepwnTte, 4T06bI NPM Habope leKapCTBEHHOMO MpenapaTa Urna Bce BPeMsi HaxXoAunach B
pacTBOpe: B 3TOM CNy4ae UCKYaeTCs nonajaHne Bo3Ayxa B LUNPULL.

- Y6eauTech, YTO B LUNPULIE HET BO3AyXa. Ecnm ecTb Ny3bipbKu BO34yXa Ha CTEHKaX LMAMHAPA,
cneflyeT cnerka OTTAHYTb NMOPLUEHb LUNPULA 1 HECKONBbKO pa3 «MNOBEPHYTb» LUMPUL, B
FOPW30HTabHOM NIOCKOCTU. 3aTeM CrieflyeT BbITECHUTL BO3AYX, AepXKa LUNPUL, Haf PaKOBMHOM
nnn B amnyny. LLInpuy ncnonb3yeTcs cpasy nocne 3anoHeHus.

- TwartenbHo 06paboTaliTe yH4aCTOK KOXM B MeCTe MHBbEKLMUM TaMMNOHOM C Ae3VH(ULPYIOLLNM
pacTBOPOM.

- MpoKoNnTE YHacTOK KOXM B MECTe MHBEKLMUWN U Mef/IEHHO BBOAUTE NIeKapCTBEHHbIV Npenapar.
- ocne MHBEKLMIM MECTO MPOKONA 3aKMUTE TaMMNOHOM C Ae3UHDULMPYIOLLM PaCTBOPOM.

- 3aKpowiTe Urny Koinavykom.

- YTunnsupyiTe wnpuu,

W36erainTe CONPMKOCHOBEHWS C UCMO/Ib30BAHHOW U/I0M!

6. Ycnosus xpaHeHus

LLInpuubl XpaHAT B yNakoBaHHOM BU/E B CYXOM M MPOBETPMBAEMOM MOMELLEHUM NPU
Temnepatype oT +5 “C go +40 "C npu 0THOCUTENbHON BNaXKHOCTY BO3ayxa He 60nee 80%. B
MpoLiecce XpaHeHns LWNPULbl UHLEKLMOHHbIE 04HOPa30BbIe C UramMn 1 6e3 Urn JO/MKHbI 6bITb
3aLUyLLEeHbl OT AeliCTBUSA MPAMbIX COMTHEYHBIX /lyYeil, HaXOAUTLCSA Ha PacCTOAHWUMN He MeHee 1 M

OT TENMION3NyYatoLLX NPUBOPOB.

7, FapaHTUK U3roToBUTENA

7.1, TapaHTWiiHbIA CPOK XpaHeHWs WNPULEB-NATb NIET C AaTbl U3rOTOBMEHUS.

7.2. «YaHrpkoy [OxuHnoHr MepgHkan Mnactuk 3dnnnamaHce Ko., Jitg» / «Changzhou
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Jinlong Medical Plastic Appliance Co., Ltd» rapaHTUpyeT COOTBETCTBME LUNPULIEB
Heo6XoAVMbIM TpeboBaHMAM NpW COGMIOAEHNN YCNIOBWIA XpPaHEHUS U TPAHCMOPTMPOBaHUS.

f 7.3. Mo Bompocam, CBSI3aHHbLIM C TapaHTUHBLIMK  0653aTeNbLCTBaMK, 06palaThCs K

NPOU3BOAUTENIO:
«YaHrmpkoy JxkmHnoHr Megukan Mnactuk dnnnvaHce Ko., J1ta» / «Changzhou Jinlong Medical
Plastic Appliance Co., Ltd»;

Agppec: Changzhou Jinlong Medical Plastic Appliance Co. Ltd, Zhenglu Town Wujin, Jiangsu
213111 China.

K YNO/IHOMOYEHHOMY NpefCcTaBuUTeNto Npou3BoauTens B PO;
000 «CAHA»

302008, r. Open, yn. BoicokoBosbTHad, 4. 2 "™

(4862) 44-02-92, (4862) 44-02-93

sanaorel:« maii.ru

8. Agpec ansa npuema peknamauynii;

Mpwv BbIABEHNM MOBOYHbLIX AEACTBUM, HE YKa3aHHbIX B UHCTPYKLMUM MO NMPUMEHEHUIO LUMPULEB,
HeXXenaTeNbHbIX peakuuii Npu ee NPUMeHeHU, PaKToB U 06CTOATENLCTB, CO34AIOLLNX YrPo3y
XXM3HW 1 3[40POBbLI0 PpaXKaaH N MeAULMHCKUX PabOTHUKOB NMPU NMPUMEHEHUN LLNPULIEB
WNHBLEKLMOHHBLIX 04HOPA30BbLIX C UraMun 1 6e3 Urfl, He06X04AMMO HanpPaBNATL COOBLLEHNS,
cofiep>kallive yKasaHHble CBeAeHWS, YNOITHOMOYEHHOMY NPeACTaBUTENHO NPOU3BOANUTENS:

000 «CAHA»

302008, r. Open, yn. BbicokoBosbTHadA, 4. 2 T

(4862) 44-02-92, (4862) 44-02-93

sanaoreltomail.ru

9. ¥YcnosuA TpaHCNOPTUPOBaHUA
LLInpuLbl TpaHCNOPTUPYHOT BCEMU BUAAMU TPAHCNOPTA B KPbITbIX TPAHCMOPTHBLIX CPeACTBax B
COOTBETCTBUM C NpaBMiamMn NepeBO3KM rpy30B, AENCTBYIOWMMIN Ha JaHHOM BuAe TpaHcnopTa

npv Temnepatype oT +5°C go 40°C npu 0THOCUTENBHON BNXXHOCTM BO3ayxa He 6onee 80%.

10. Mopsapok yTunusaumm
MeponpuaTna No YHUUYTOXEHWUIO N YTUAN3ALMN LO/MKHbI NPOBOAUTLCA B COOTBETCTBUM C
Tpe6oBaHUAMMN CaHUTapHbIX NPaBWUA U UHbIX HOPMATUBHBIX NMPaBOBbLIX aKTOB PoccuiicKoi

denepalymn Bo BCeX Nle4e6HO-NPOMMNaKTUUYECKUX YUPEXKAEHNSX HE3aBUCMMO OT UX NPOQUS.
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«YaHrmpkoy IxuHnoHr Megukan Mnactnk dnnavaxce Ko., JIto» /
«Changzhou Jinlong Medical Plastic Appliance Co. Ltd»
Meyatb: /MevaTb/

Moanwuce: /Mognuck/

MonHoe nms: Llait JunuH

[omKHOCTb: [eHepanbHbIii AnpeKkTop
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HacTosLii nepeBof, C aHIIMIACKOTO f3blKa Ha PYCCKMiA BbINMOMHEH NepeBoAYMKOM FH/bIKOBOA
NnHpoiiAnekceeBH”; 3a BEPHOCTb NEPeBOAA HECY OTBETCTBEHHOCTb. B YEM 1 PacMUChIBalOCh

Poccuiickasa Pegepauyms
Mopog MockBa
[Bajuatb NepBOro HOSA6PA ABe ThbiCAYM ABaALaTb BTOPOro roga

A, BOKWUH WHHOKeHTWIA MuxaiinoBmd, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO
NOAMMHHOCTL NoAnucu nepesogunka AHAbIKOBOW IMHAbI ATEKCEEBHbI.

Mognuce caenaHa B MOEM NMPUCYTCTBUN.

JInyHoCTb NoAnucaBLLero 4OKYMEHT YCTaHOBJIeHa.

3apernctpupoBaHo B peectpe: Ne 77/2323-H/77-2022-2-1472.
YnnayeHo 3a COBEpLUEHNe HOTapuanbHOro geictema: 400 py6. 00 kon.

N.M.BOKUH

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



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

JL3



Poccuiickaa deaepayns
Nopog MockBa
[dBapuaTb TpeTbero HoA6GpPA ABe ThiCAYM ABajLaTb BTOPOro roga

A, BOKMH WHHOKeHTUIA MuxaiinoBmy, HoTapuyc ropoga MOCKBbI, CBWAETENbCTBYHO
BEPHOCTb KOMWUW C NPeACcTaB/eHHOr0 MHe JOKYMEeHTa.

3apernctpupoaHo B peectpe; Ne 77/2323-H/77-2022-1-419.

YnnayeHo 3a coBeplLUeHMe HOTapuanbloro geictema: 1380 py6. 00 kon.

MpoLWHYpOBaHO, MPOHYMEPOBAHO W CKPenaeHo
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