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1. Product information

11. Medical product name and designation

Disposable bioptic forceps, models:

- FB-CTS (FB-CTS 2316C, FB-CTS 2318C, FB-CTS 2323C, FB-CTS 3018C, FB-CTS 3023C);
-FB-CEG ( FB-CEG 1812TC, FB-CEG 1816TC, FB-CEG 1818TC);

-FB-DTG (FB-DTG 1812SC, FB-DTG 1816SC, FB-DTG 1818SC);

-FB-CTG (FB-CTG 1812C, FB-CTG 1816C, FB-CTG 1818C);

-FB-DTS (FB-DTS 2316SC, FB-DTS 2318SC, FB-DTS 2323SC);

-FB-CES ( FB-CES 2316TC, FB-CES 2318TC, FB-CES 2323SC);

- FB-DES ( FB-DES 2316TSC, FB-DES 2318TSC, FB-DES 2323TSC).

1.2. Medical product manufacturer

Manufacturer data:

Name: Jiangsu Kangjin Medical Instrument Co., Ltd.
Address: Zhenglu Town, 213111 Changzhou, P. R. China
Phone: +86-519-8873 6801 / 8506 5058

E-mail: business@kangjin.cn

Website: kangjin.cn

Manufacturer's RF authorized representative data:

ALAIF-DAFINA Limited Liability Partnership (ALAIF-DAFINA LLP)
bidg 4., unit 3, 10, Bahritsky str., 121374 Moscow

Phone: (499) 340-93-25, E-mail: info@bstmed.ru, TIN 7731456472

2. Description and operation

2.1. Medical product summary (including intended use)

This tool is used in combination with flexible endoscope for capturing tissue or debride during
endoscopy.

By applying endoscopic equipment widely doctors perform tissue sampling with help of
disposable bioptic forceps for detection of abnormalities which may act as a basis for diagnosis.
Biopsy forceps are widely used by doctors both nationwise and abroad. In several countries such
asUSA, Canada and France the law provides using forceps as a disposable tool. This tool is already
used in many developed countries.

The instrument consists of the following components:
1-Hand ring, 2-Slip ring, 3-Core rod, 4-Protecting tube, 5-Flanding wire, 6-Sheath, 7-Protector, 8-
Jaw, 9- Needle, 10- Connect slice
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No Name Drawing

Handle 12.01

| 6,25
Slip ring

n20.7
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Needle

10 Connect Slice
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The tool is produced in 7 specifications: FB-CTS, FB-DTS, FB-CTG, FB-DTG, FB-CES, FB-
DES, FB-CEG.

The letters in specifications mean the following:

FB - abbreviation of the term "bioptic forceps”

C - the tool does not contain a needle inside the shell

D - the tool is equipped by a needle inside the shell

T - ellipsoidal pinch

E - pinch equipped with an edge

G - lifter engagement

S - rocking four-link chain.

In the data sheet the tool is absolutely identified by the following parameters:
Designation of the tube diameter (in mm) (the first and second digits of the designation)
Designation of the tube length (in mm) (the third and fourth digits of the designation)
Alphabetical symbol after the digits:

C - the tool does not contain a needle inside the shell

TC - the tool does not contain a needle inside the shell, pinch equipped with an edge

SC - the tool is equipped by a needle inside the shell

TSC - the tool is equipped by a needle inside the shell, pinch equipped with an edge.

E.g.: FB-CTS 3023C the tool does not contain a needle inside the shell, ellipsoidal pinch, lifter
engagement, tube diameter - 3.0 mm, tube length - 2300 mm.

2.2. Engineering data and specifications guaranteed by the manufacturer
Materials used for tool component production

Accessory Name Material Brand Name Technological Status
Hand ring Qgcgrillommle_ butadiene styrene Injection technology
L. Acrylonitrile- butadiene styrene —
Injection technolo
Slip ring 8391 J gy
Core rod g\;gri/lomtnle- butadiene styrene Injection technology
Protecting tube Polyethylene L501 Extrusion technology
Handing wire Stainless steel 06CrlI9Nil0O External component
Sheath Haowei PVC MT02 External component
Protector Haowei PVC MTO02 External component
Jaw Stainless steel 05CrI7Ni4Cu4Nb External component
Needle Stainless steel 06CrI9Nil0 External component
10 Connect slice Stainless steel 05CrI7Ni4Cu4Nb External component
Designation Tube Tube length Configuration description
diameter (in (in mm)
mm)
FB-CTS 2316C 2.3 1600 - the tool does not contain a needle inside the
FB-CTS 2318C 2.3 1800 shell_ _ _
FB-CTS 2323C 2.3 2300 - ellipsoidal pinch
FB-CTS 3018C 3.0 1800 - rocking four-link chain.
FB-CTS 3023C 3.0 2300
FB-CEG 1812TC 1.8 1200 - the tool does not contain a needle inside
FB-CEG 1816TC 1.8 1600 the shell
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FB-CEG 1818TC 18 1800 - pinch equipped with an edge
- lifter engagement.

FB-DTG 1812SC 1.8 1200 - the tool is equipped by a needle inside the
FB-DTG 1816SC 1.8 1600 shell
FB-DTG 1818SC 18 1800 - ellipsoidal pinch

- lifter engagement.
FB-CTG 1812C 1.8 1200 - the tool does not contain a needle inside
FB-CTG 1816C 1.8 1600 the shell
FB-CTG 1818C 18 1800 - ellipsoidal pinch

- lifter engagement.
FB-DTS 2316SC 2.3 1600 - the tool is equipped by a needle inside the
FB-DTS 2318SC 2.3 1800 shell [
FB-DTS 2323SC 2.3 2300 - ellipsoidal pinch

- rocking four-link chain.
FB-CES 2316TC 2.3 1600 - the tooldoes not contain a needle inside
EB-CES 23I18TC 2.3 1800 the sheif
FB-CES 2323SC 2.3 2300 - pinch equipped with an edge

- rocking four-link chain.
FB-DES 2316TSC 2.3 1600 - the tool is equipped by a needle inside the
FB-DES 2318TSC 2.3 1800 shell
EB-DES 2323TSC 2.3 2300 - pinch equipped with an edge

- rocking four-link chain.

Allowable discrepancy of tube diameter £ 0.1 mm
Allowable discrepancy of tube length £ 20 mm
Hardness node tissue capture 28 ... 48 HRC
Roughness node tissue capture Ra <0,4 pm

The opening angle of the seizing is not more than 100°
The diameter of the seizing in the closed position 2.30+0.05 mm
Maximum width of the seizing opening - 6.4 mm
Needle length of the seizing - 3.7 mm

Needle diameter - 0.2 mm

The tooth height of the seizing - 0.4 mm

The angle between the teeth - 84°

Tooth width - 0.74 mm

The product weight - 25-30 g

Designation Tube Tube length Intended use (anatomical organs)

diameter (in (in mm)

mm)
FB-CTS 2316C 2.3 1600 Stomach
FB-CTS 2318C 2.3 1800 Gall bladder
FB-CTS 2323C 2.3 2300 Intestine
FB-CTS 3018C 3.0 1800 Gall bladder
FB-CTS 3023C 3.0 2300 Intestine
FB-CEG 1812TC 18 1200 Lungs
FB-CEG 1816TC 18 1600 Stomach
FB-CEG 1818TC 1.8 1800 Gall bladder
FB-DTG 1812SC 1.8 1200 Lungs
FB-DTG 1816SC 18 1600 Stomach
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FB-DTG 1818SC 18 1800 Gall bladder

FB-CTG 1812C 18 1200 Lungs
FB-CTG 1816C 18 1600 Stomach
FB-CTG 1818C 1.8 1800 Gall bladder
FB-DTS2316SC M 2.3 1600 Stomach
FB-DTS 2318SC 2.3 1800 Gall bladder
FB-DTS 2323SC 2.3 2300 Intestine
FB-CES 2316TC 2.3 1600 Stomach
FB-CES 2318TC 2.3 1800 Gall bladder
FB-CES 2323SC 2.3 2300 Intestine
FB-DES 2316TSC 2.3 1600 Stomach
FB-DES 2318TSC 2.3 1800 Gall bladdbr
FB-DES 2323TSC 2.3 2300 Intestine
2.3. Product composition (supply configuration) T

One group (transport package) package contains 10 retail pa’\mages and 1operational instruction.

2.4, Warnings, safety and restrictions of medical product applying

a. The tool shall be used prior to loss of its efficiency.

b. Do not use the tool if the package or its impermeability is damaged or if the cap is loose.
c. The tool is disposable and shall be destroyed after use.

d. The tool shall be stored in a dry, dark, cool and well-ventilated place in the conditions of

absolute purity.

2.5. Package, marking and product warning label description

Package
Nos. Assemblv part name Material grade Process condition
DH221 blister medical-grade :
Thermal processin
1 Paper paper p ! g
2 Plastics MED 100-MGO03 polypropylene Thermal processing

Retail package - 300x180 mm paper base, group package - cardboard box

No. Name Parameters
1 Thickness 0.06mm
2 Thickness tolerance +0.02mm
3 Breaking strength >1.5 N/15mm
4 Breathability 500+50ml/m--min.
5 The chloride content <10mg/m*“
6 Density 75-80 g/m"
7 The strength of the adhesive layer 15-45 N
g The density of the glue application 0.10-0.2 glem-
Marking

Each inner package shall contain:
Manufacturer's name, brand name and address
Tool name and designation

Inscription: "Disposable” or equivalent
Inscription: "Sterilized by ETO" or equivalent
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Inscription: "Non pyrogenic™, "Non-toxical"

Lot number

Inscription: "Expiry date " or equivalent

Information on intended use reflecting the procedure of product application
Inscription: "Do not use in case of inner package integrity"

Sample of marking:

Disposable biopsy forceps
FB-DES 2316TSC
2.3*1600 mm (with the needle)
Manufacturer: JJANGSU KANGJIN MEDICAL INSTRUMENT CO., LTD.,.
213111, Changzhou, Zhenglu Town, People's Republic of China .
Sterile, non-pyrogenic, non-toxic.
Do not use if packaging is damaged.

Do not reuse. TERLEEO r

Service manual

Used together with a flexible endoscope for capturing tissue or foreign bodies during endoscopy.

First of all, it is necessary to determine the tissue site, to put forward sliding sleeve (to open the seizing), to
move close to the place of sampling, pull back the sliding sleeve (to closing gripping tongs), then pul! back
the tool behind the outer shell to output it from the patient’s body.

Date of manufacture - 02.06.2016
Expiry date - 02.06.2019
Serial number - 20160602

277|S £SfT
« M

KANGHH » KHummé&cki

Product text designation and compliance data shall comply with EN 980 and EN 1041
regulations requirements.

The label shall be in the language of the country of medical product use and filled in accurately.
Letters and symbols on the label shall be clear and wear-resisting.

The marking of storage and transportation type on the external package shall comply with EN
980 requirements.

3. Medical product operation

3.1 Installation and commissioning

Used in combination with flexible endoscope for capturing tissue or debride during endoscopy.
The tool is compatible with all types of flexible endoscopes.

3.2. Operation procedure (product intended use)

Firstly determine the tissue section, push the sliding bushing ahead (for opening the pinch), move
towards the place of sampling, pull back the sliding bushing (for closing the forceps pinch) and
then pull the tool back holding the external shell to withdraw the tool from the patient's body.

4. Maintenance and current repair
The tools are disposable and do not require maintenance and current repair, but duly storage and
transportation.
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The type of climatic modification of a medical device in the operation process - Y6 according to GOST R
50444

The tool shall be stored transporting in a dry, dark, cool and well-ventilated place at a temperature
of 4 to 40 ° in the conditions of absolute purity under relative humidity lower than 80%.

It can be transported by all means of transport.

During transportation clean use facilities and observe safety precautions: do not put heavy cargos
on the products, avoid contact of the product with sharp objects, protect from impacts, keep away
from sun-rays.

The tool shall be transposed in a dry, dark, cool and well-ventilated place in the conditions of
absolute purity under relative humidity lower than 80%.

5. Recycling

Recycling and disposed of used pro4ucts shall be performed in compliance with SanPiN
2.1.7.2790-10, bioptic forceps put to good use belong to waste of b class (epidemiologically
dangerous waste).

6. Warranty
The tool service life is 3 years since sterilizing.
Do not use after expiry date.

7. Indications and contraindications, side effects.
Indications for capturing tissue or debride during endoscopy.
Contraindications are absent.

Side effects are absent.
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QKCMNYATAUNOHHAA AOKYMEHTALWA.
Livnubl 6roncuiiHblie 04HOPa3oBbIE
npou3BoAcTBa

«Jiangsu Kangjin Medical Instrument Co., Ltd.»( OxuaHrcy KaHrmxkuH Megnkan VHCTpymeHT Ko.
nTa.) ;

«APPKOYE»(YTBepxaato)
«Jiangsu Kangjin Medical Instrument Co., Ltd.»

(Oxunanrcy KaHrpkuH Megmkan VHCTpymeHT Ko., JITa.)
«Pre816en1»(Mpe3naeHT)

(momxHocTb/position)
E Csa0 YaH

nognuce/signature

fata/date
16.07.2016

M.n./Stamp
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CopepxaHue
WNHpopmauns 06 nsgenun
HanmeHoBaHue 1 0603HaYeHne MU
MponsBoaunTeNb MeAULUHCKOTO U3aenus
OnucaHuve n paboTa
KpaTKkue cBefieHUa 0 MEAULMHCKOM U3AeNnn, BKIOYad HasHayeHune
apaHTWpOBaHHbIE NPOM3BOANTENEM TEXHUYECKME NapamMeTpbl *
XapaKTepUCTUKN
CocTaB (KOMMNNEKTHOCTb MOCTaBKN) MEANLMHCKOTO U3Lenuns
MpenynpexaeHus, Mepbl NPeJOCTOPOXHOCTY U OrpaHNYeHuns npu
ncnonsb3oBaHnn MU
OnucaHve ynakoBKW, MapKMpOBKKN 1 NpefynpexaaroLnx Hagnunce Ha
n3genun
Jkcnnyatauyua MU yr
YcTaHOBKa W BBOJ, B aKCnyataLunto *
Mopsgok paboTbl (MCNONb30BaHWE N34eNNS MO HA3HAYEHUIO)
TexHnuyeckoe 06Cny>XnBaHve U TEKYLWUIA PEMOHT
Y1tunnsaunsa
[fapaHTun
MokasaHMa U NPOTUBOMOKA3aHUA K MPUMEHEeHNI0, N060YHbIe APPEKTHI.
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1 WHdopmauns ob nsgenun

1.1. HammeHoBaHue v 0603Ha4yeHne M

LLimnubl 6uoncuiiHble 0gHOPa3oBble, MOAENN:

-FB-CTS (FB-CTS 2316C, FB-CTS 2318C, FB-CTS 2323C, FB-CTS 3018C, FB-CTS 3023C);
-FB-CEG {FB-CEG 1812TC, FB-CEG 1816TC, FB-CEG 18I8TC);

-FB-DTG (FB-DTG 1812SC, FB-DTG 1816SC, FB-DTG 1818SC);

-FB-CTG ( FB-CTG 1812C,FB-CTG 1816C, FB-CTG 1818C);

-FB-DTS ( FB-DTS 2316SC, FB-DTS 2318SC, FB-DTS 2323SC);

- FB-CES (FB-CES 2316TC, FB-CES 2318TC, FB-CES 2323SC);

- FB-DES ( FB-DES 2316TSC, FB-DES 2318TSC, FB-DES 2323TSC).

1.2. TlpoussoauTens MeAULNHCKOro n3genus
JaHHble 0 npon3BoauTene:

HasBaHue: «Jiangsu Kangjin Medical Instrument Co., Ltd.»( OxuaHrcy KaHrmxuH Megukan
WHcTpymeHT Ko., /1T4.)

Agpec: Zhenglu Town, 213111 Changzhou, P. R. China yT

TenedhoH: +86-519-8873 6801 / 8506 5058 r

3NneKTpoHHaa noyta: business@kangjin.cn

Beb6-cainT: kangjin.cn

AaHHble 06 yNosHOMOUYeHHOM Npe/cTaBnTeNe NPOKU3BOZUTENS B PP: .

O6LLEeCTBO € OrpaHNYeHHOR 0TBETCTBEHHOCTLIO «AJTAVD-AADVHA» (OO0 «AJTAND-OADVHAY)
121374, r. Mocksa, yn. barpuukoro, 4.10, kopn.3, cTp.4

Ten.: (499) 340-93-25, e-mail: info@bstmed.ru, NHH 7731456472

2. OnucaHmne n paboTa

2.1. KpaTKkune cBefeHUS 0 MeLVULMHCKOM U3LeNUN, BKIKOYasa Ha3HauYeHue

[aHHbIA NHCTPYMEHT MCNONb3YeTCA COBMECTHO C FTMOKUM 3HAOCKOMNOM AN1A 3axBaTa TKaHW uu
WNHOPOZAHbIX Tes1 BO BPEMSA 3HA0CKOMMUMN.

LLInpoko mcnonb3ys aHAOCKOMM4Yeckoe 060pyAoBaHMA, Bpayn NpoBOAAT O0TOOp Npob TKaHein C
MOMOLLBIO LWMLOB 6GUOMNCUNHBIX OLHOPA30BbIX A8 BbIABNEHUA NATONOrMA, 4YTO MOXeT
NOCNYXWTb OCHOBaHWEM [Ans MNOCTaHOBKM AuarHosa. LUWunubl gns  6uoncum  LWIMPOKO
NMPUMEHAIOTCA Bpayamy Kak B Halleil cTpaHe, TaK 1 3a ee npefenamun. B psge Takux cTpaH, Kak
CWIA, KaHaga n ®paHuus, 3aKOHOM MpefyCMOTPEHO MNPUMMEHEeHMe LWMMNLOB B KayecTse
WHCTPYMEHTa 04HOPa30BOro UCnonb30BaHNA. Icnonb3oBaHne aTOro MHCTPYMEHTa Hauyanoch yxke
BO MHOMMX pa3BUTbIX CTpaHax.

WHCTPYMEHT COCTOUT U3 CNELYHOLLMX KOMMNOHEHTOB:

(1)KonbLo 3axBata, (2) Ckonb3suiee Konbyo, (3) CTepXeHb cepaeyHnka, (4) 3awmTHasa TpybKa,
(5) MpoBonoka, (6) O6onouka, (7) Konnauvok, (8) 3axeaT, (9) Wrna, (10) CoegnHUTeNbHas
naacTUHKa
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WNHCcTpymeHT Bbinyckaetcs B 7 cneuyndukaumnax: FB-CTS, FB-DTS, FB-CTG FB-DTG FB-CES
FB-DES, FB-CEG.

BykeBamu B crieungukaunax 0603HayaeTca cregyroulee:

FB - ab6bpeBnaTypa TEpMUHA «LNNLbI GBUONCUIAHBIEY;

C - WHCTPYMEHT He UMEET UT/bl B 060/104Ke;

D - MHCTPYMEHT CHabXeH Urnoi B 060/104Ke;

T - anauncounganbHblid 3axBar;

E - 3axBaT, CHabXXEHHbIN 3y60M;

G - 3auenneHue KpHYKoOM;

S - LWapHUPHBIN YeTbIPEX3BEHHMUK.

WNHCTPYMEHT 0AHO3HAYHO MAEHTUULMPYETCA B cneundunKaunum no cnegyouwmnm napameTpam:
O603HayeHne anameTpa TpyoKn, B MM, (NepsBas u BTopas Ungpbl 0603HaAYEHNS);
O603HayeHne ANHbI TPYOKK, B MM, (TPeTbs U YeTBepTas Ludpbl 0603HaYEHNS);

BykBeHHOe 0603HauYeHne nocne yugp: N

C - WHCTPYMEHT He UMeeT Urnbl B 060/104Ke;

TC - NHCTPYMEHT HEe UMEET MUINbl B 060/104Ke, 3aXBaT, CHabXXEHHbIN 3y60M;

SC - MHCTPYMEHT CHAabOXeH M0 B 000/10UKE;

TSC - NHCTPYMEHT CHabXXeH Urnoi B 060104Ke, 3aXBaT, CHabXeHHbI 3y6oM.

Hanpumep. FB-CTS 3023C 03Ha4yaeT MHCTPYMEHT He UMeET Ur/bl B 060/104Ke, 3N1UNCOULaNbHbIN
3axBar, 3auenneHne Kproukom, guameTp Tpyokun 3,0 MM, AnnHa Tpyobkm 2300 mm

2.2. FapaHTMpOBaHHble NPON3BOANTENEM TEXHUYECKIME NAapPaMeTPbl M XapaKTepUCTUKM

Ne Ha3BaHue

Ne  MpuHagnexHOCTH ToproBoe HasBaHWe MaTepuana TexHoNnorns
Kombllo ~ 3axgata AKpPUIOHUTPUNBYTaaneHcTmpon 8391 TexHOonornsa nNuTbs Nog
flaBieHveM
2 CKOMb3ALLEE KOMbLLO AKpUNoHUTPUNGYTagneHcTMpon 8391 TexHonorua nuTba nog
AaBneHnem
3 CTepxeHb AKpUNoHUTpUNBYTaameHcTpon 8391 TexHonorns NUTbA Nog,
cepLedHnka [aBneHuem
4 3awmTtHaa Tpy6ka  MonuatuneH L501 dopmoBKa
5 MMpoBonoka Hepxasetowas ctanb 06Crl9Nil0 BHEWHUA KOMMOHEHT
6 O6onouka MNXB MTO02 BHeLWHNN KOMMNOHEHT
7 Konna4ok MNXB MTO02 BHeWHNI KOMMOHEHT
8 3axsar Hepxasetowas ctanb 05CrI7Ni4Cu4Nb  BHewHMli KOMNOHEHT
9 Nrna Hepxasetowwas ctanb 06Crl9NilO BHeLlHWI A KOMNOHEHT
10 CoeanHuTeNbHaA .
ANAacTUHKA Hepxasetowas ctanb 05CrI7Ni4Cu4Nb  BHewHU KOMNOHEHT

OCHOBHbIE TEXHMYECKNE XapaKTEPUCTUKHN

O6o3HaveHue Ouametp OnvHa OnuncaHne KOHCTPYKL MK
TPYOKKN, B MM TPY6KK, B MM
FB-CTS 2316C 2,3 1600 -WHCTPYMEHT HE NMEET UT/bl B 060/0YKE;
FB-CTS 2318C 2,3 1800 -3IMMnNconganbHbIn 3axBar;
FB-CTS 2323C 2,3 2300 -LIAPHWPHbIN YeTblPeX3BeHHMUK.
FB-CTS 3018C 3,0 1800
FB-CTS 3023C 3,0 2300
FB-CEG 1812TC 18 1200 - MIHCTPYMEHT He UMEeT Ur/bl B 0GO/IOYKE;
FB-CEG 1816TC 1,8 1600 - 3aXBaT, CHabXXEHHbI 3y6oMm;
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FB-CEG 1818TC 18 1800 - 3aLenseHne KpoyKomM.

FB-DTG 1812SC 18 1200 - NHCTPYMEHT CHabXeH UrNoi B 060M104KE;
FB-DTG 1816SC 1,8 1600 - 3NNUNCOMAANbHbINA 3axBar;

FB-DTG 1818SC 18 1800 - 3alenneHne Kpouykom.

FB-CTG 1812C 18 1200 - UHCTPYMEHT He MMeeT UT/bl B 060/104KE;
FB-CTG 1816C 18 1600 - 3NMNCONAaNbHbIN 3axBar;

FB-CTG 1818C 1,8 1800 - 3alenneHne Kpovykom.

FB-DTS 2316SC 2,3 1600 - UHCTPYMEHT CHab>XeH Urnoi B 060104KeE;
FB-DTS 2318SC 2,3 1800 - 3N1UNCOMAanbHbI 3axBarT;

FB-DTS 2323SC 2,3 2300 - LUAPHMWPHbIA YeTbIPEX3BEHHUK.

FB-CES 2316TC 2,3 1600 - UHCTPYMEHT HE MMEET UT/bl B 060/10UKE;
FB-CES 2318TC 2,3 1800 - 3axBaT, CHabXXeHHbI 3y60Mm;

FB-CES 2323SC 2,3 2300 - LWAPHUPHbI YeTbIPEX3BEHHUK.

FB-DES 2316TSC 2,3 1600 - NTHCTPYMEHT CHabXeH UTrnoil B 060/104Ke;
FB-DES 2318TSC 2,3 1800 - 3aXBaTX\.HaBXEHHbIA 3yO60M;

FB-DES 2323TSC 2,3 2300 - LUAPHMPHbIA YeTbIPeX3BEHHUK.

[onycTuMoe OTK/IOHEHWe AnameTpa Tpyokn £ 0,1 Mm
[onycTmoe OTK/IOHEHWNE AINHBI TPYOKKN £20 MM
TBeppocTb y3na 3axsarta TKaHu 28 ... 48 HRC
LLlepoxoBaToCTb y3na 3axBara TKaHM Ra < 0,4 MKM
Yron packpbiTva 3axBata He 6onee 100°

JwnameTtp 3axBarta B 3aKpbITOM nonoxxeHnn 2.30£0.05 mm
MakcumanbHaa WuprHa packpbITUa 3axsaTa 6.4 Mm
OnvHa nrnel 3axeata 3.7 MM

OvameTp urasl 0.2 MM

BbicoTa 3yba 3axBaTa 0.4 MM

Yron mexay 3yobamun 84°

LWnpuHa 3y6a 0.74 mm

Macca nzgenma 25-30 r

®YHKLUMOHAaNbHble XapaKTepUCTUKN U3aenns

O603HayeHne OnameTp OnnHa O6nacTtb NpUMeHeHUs (aHaTOMMUYECKMe OpraHbl)
TPYOKMW, B MM TPy6KK, B MM
FB-CTS 2316C 2,3 1600 Kenypok
FB-CTS 2318C 2,3 1800 XKenuHblin ny3bipb
FB-CTS 2323C 2,3 2300 KunweyHunk
FB-CTS 3018C 3,0 1800 YKenuHblii Ny3blpb
FB-CTS 3023C 3,0 2300 KuweyHunk
FB-CEG 1812TC 1,8 1200 Nerkue
FB-CEG 1816TC 18 1600 Xenypok
FB-CEG 1818TC 1,8 1800 YKenuHblil ny3blpb
FB-DTG 1812SC 1,8 1200 Nerkue
FB-DTG 1816SC 1,8 1600 XXenypnok
FB-DTG 1818SC 18 1800 YKenuHblin ny3bipb
FB-CTG 1812C 1,8 1200 Jlerkue
FB-CTG 1816C 18 1600 Xenypaok
FB-CTG 1818C 18 1800 YKenyHblin ny3blpb
FB-DTS 2316SC 2,3 1600 Xenypok
FB-DTS 2318SC 2,3 1800 YKenuHblin ny3blpb
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FB-DTS 2323SC 2,3 2300 KunweuHnk

FB-CES 2316TC 2,3 1600 Xenypnok
FB-CES 2318TC 2,3 1800 YKenuHblin nysbipb
FB-CES 2323SC 2,3 2300 KuweyHunk
FB-DES 2316TSC 2,3 1600 Xenypok

FB-DES 2318TSC 2,3 1800 YKenyHblil Ny3blpb
FB-DES 2323TSC 2.3 2300 KuwweyHunk

2.3. CocTtaB (KOMMIEKTHOCTb MNOCTaBKN) MEAULNHCKOTO U3aeNnns
OpHa rpynnoBas (TpaHCNOPTHasa YNakKoBKa) ynakKoBKa cofepXuT 10 noTpeomTenbCKMx
yNakKoBOK U 1 3KcnnyaTaLMOHHbIV LOKYMEHT.

2.4. MpegynpexaeHns, mepbl NPeLoCTOPOXKHOCTM M OrpPaHNYeHns npu ncnonb3osaHnun M

a. VIHCTpYMEHT cneflyeT UCNONb30BaTh A0 YTPaTbl ero aPpeKTUBHOCTH.

b. 3anpewaeTca WCMOMb30BaTb WHCTPYMEHT, ecM MOBPe”~eHa ero YynakoBKa, HapylleHa
repMeTUYHOCTb YNakoBKMN MO0 OTOLLEN KOJIMayoK. < m

C. IHCTPYMEHT MCnofib3yeTcs 0L4HOKPATHO MOC/E Yero NoOANeXUT YHUUTOXEHMIO.

d. IHCTPpYMEHT cneflyeT XpaHUTb B CYXOM MPOXAafiHOM XOPOLUIO BEHTUINPYEMOM MecCTe,
3alMLLEeHHOM OT CBeTa U B YCN0BUAX abCOMOTHON YNUCTOTHI.

2.5. OnncaHne ynakoBKM, MapKUpPOBKK 1 Npegynpexaatowmx Hagnmcein Ha ngennm
YnakoBkKa

NeNe HasBaHue getanu Mapka matepuana TexHonoruyecknit
cTatyc
MegnynHckas 6nuctepHaa Tepmuyeckas
L bymara bymara DH221 obpaboTka
5 MAacTHK Monunponunes MED  100- Tepmuuyeckas
MGO3 06paboTKa

MoTpebuTenbckas ynakoBkKa 6yMaXKHbI nnacTuk pasmepom 300x180 mm, rpynnoBas ynakoBka
KapTOHHaa Kopobka
XapaKkTepuctnka ynakoBku MeguLNHCKOro U3genns:

No. HanmeHoBaHue MapameTpbl
TonwmHa 0,06MMm
2 Jonyck no TonwuHe +0,02mm
3 IMpoYHOCTL Ha paspbIB >1,5 H/15MM
4 Bo3ayxonpoHuLaemocTb 500£50Mm/1/M--MUH.
5 CogepxaHue xnopuaa <10mr/m*
6 MnoTHOCTb 75-80 r/im®
7 MpoYHOCTL KeeBoro cos 15-45 H
8 MnoTHOCTL HaHeceHus 0,10-0,2 r/om*
Kres
MapkupoBka

Ha KaXxaoi noTpebuTensCKo Tape A0MKHbI 6biTb HAHECEHbI:

HaumeHoBaHMe NpeanpuaTUS-U3roToOBUTENS €0 TOBaPHbIA 3HAK 1 ero agpec;
HanmeHoBaHVe 1 0603HAYEHNE UHCTPYMEHTA;

Hagnuck: «ng 04HOKPaTHOro NPUMEHEHUA» UN 3KBUBAJIEHT;

Hagnuce: «CTepu/ibHO 3TU/IEH OKCUAOM» WM 3KBUBA/EHT;

Hagnuce: «ANNporeHHo», «HeTOKCUUYHO»;

Howmep lot;

Hagnuck: «CofeH 10 » NN 3KBUBAJIEHT;
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TeKCT N0 NPUMEHEHNIO OTpaxarLWuii NopsaoK paboTbl C U3LENNEM;
Hagnuck: «He NnpuHUMaTh NpW HapyLeHWN LEeNoCTHOET NOTPeOUTENbCKON Tapbl»
O6paseL, MapKUpPOBKM:

W nnuybl 6uoncuiiHble 04HOPa30Bble
FB-DES 2316TSC
2.3*1600 Mmm (c Mrnon)
Wsrotosutens: JIANGSU KANGJIN MEDICAL INSTRUMENT CO., LTD.,.
213111, r. YaH wkoy, ropofok YxeH Jly, HapogHas pecrny6nvka Kutaii
CrepusibHO, anvporeHHo, HETOKCUYHO.
He NpUMeEHATL NP NOBPEXAEHUN YMNaKOBKN.

STERILE EO

He ncnonb3oBaTh MOBTOPHO.

WHCTPYKUMS NO NPYMEHEHNIO n

Mcnonb3yeTcsl COBMECTHO C TMOGKMM 3HAOCKOMOM [/ 3axBaTa TWHW WAM WMHOPOAHLEX Ten BO Bpems
3HOCKOMUM.

CHauana onpefenvTe y4acTOK TKaHW, nofaiite Brnepef CKOMb3SiLLYH BTYNKY (ANs pacKpbiBa 3axBaTa),
rnoAgeauTe BNIOTHYHO K MECTY B3SITVSt MPO0bI, 0TBEAUTE Hasa/ CKOMb3SLLYH0 BTYNKY (4715 CMbIKaHWs 3aXBaTa
LLYNLOB), MOC/E Yero NOTSHUTE Hasaf MHCTPYMEHT 3a Hapy)XHYt0 060/104KY A/ BblBOAA €r0 M3 OpraH13Ma
MaLieHTa.

Jara nponssoactea 02.06.2016
Cpok rogHocTH 02.06.2019
CepwiiHblii Homep 20 60602

Al

TekcTOoBOE 00603HayYeHMe W3[eNUA W [aHHble COOTBETCTBMA [O/DKHbI  COOTBETCTBOBaTb
Tpe6oBaHUsiM pernameHTa EN 980 n EN 1041.

ATUKeTKa AO/MKHA ObITb Ha f3blKe CTpaHbl obpalweHns MW 1 akkypaTHO 3ano/iHeHa.
ByKBbl U CUMBO/IbI HA 3TUKETKE AO/MKHbI ObITb YETKMMU N U3HOCOCTONKUMMU.

MapKu1poBKa BMa XpaHEHNS U TPAHCMOPTUPOBKM Ha BHELLUHeW yNnakoBKe [LO/XHa
cooTBeTcTBOBaTh TpeboBaHuam EN 980.

3. Okcnnyatauma MU

31 YcTaHOBKa 1 BBOJ B 3KCMyaTaLuio

Wcnonb3yeTcsd COBMECTHO C TMOKMM 3HAOCKOMOM [/ 3axBata TKaHW WA WHOPOLHbIX Ten BO
BpemMs 3HAO0CKOMUMN.

WHCTPYMEHT COBMECTUM CO BCEMMW BMAAMMU TMOKMX 3HAOCKOMOB.

32. TopsiaoK paboTsbl (MCNoNb30BaHMe U3AENNs N0 Ha3HAYEHWHO)

CHavana onpefielnTe y4acTOK TKaHW, NofjaiiTe Brepef CKOMb3sllyl BTYNKY (41 packKpbiBa
3axBata), NMoABeAMTe BMAOTHYIO K MECTy B3ATUS NpPOGbl, OTBEAUTE Ha3ad CKOMb3sALULYI BTY/KY
(ans cmblkaHWs 3axBaTa WWMLOB), MOC/Ae Yero MOTSAHUTE Hasaj WHCTPYMEHT 3a HapyXXHYHo
060/104KY [i7151 BbIBOAA €T0 M3 OpraHM3ma natueHTa.

4. TexHU4eckoe 06CNYXMBAHME N TEKYLLMIA PEMOHT
11
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NHCTPYMEHTbI OTHOCATCSA K U3[4eNUAM OfHOKPATHOTO MPUMEHEHUS W He Noanexar
TEXHWYECKOMY 06CNYXMNBAHWUIO N PEMOHTY, HO TpeGyeT Haf/eXalllero XpaHeH s U
TpaHCNopTVPOBaHMS.

Bua KNMMaTNYeCKOro UCNOSIHEHUSA MeAMLMHCKOr0 U3aenuna npu aknayataumm - ¥6 no
FOCT P 50444

VIHCTpYMeHT cfielyeT XpaHWTb W TpPaHCOOPTUPOBaTb B CYXOM MNPOXJafHOM XOpOLO
BEHTWU/IMPYEMOM MECTe Mpu Temnepartype ot +4 fo +40 3alULLEeHHOM OT CBeTa U B YC/I0BUAX
abCoMOTHOM YNCTOTbI MPU YPOBHE OTHOCUTENbHOW BNaXXHOCTU MeHee 80%.

TpaHcnopTupyeTcs Nt06bIM BUAOM TpaHcnopTa.

B npouecce TpaHCNOPTMPOBKM CrneayeT MCNOMb30BaTb 4uCTbl e cpefcTBa M co604aTb Mepbl
MPeLOCTOPOXKHOCTU; He CTaBbTe TSHXKENbIM Tpy3 Ha M3L4eNnuns, He fJonycKaTe KOHTaKTa n3genus c
OCTPbIMM MpeamMeTammn, MpeaoxpaHaiTe npoaykT oT yaap(58; He MoaBepraiTe NPOAYKT
BO3AEMCTBUNIO COMMHEYHbIX NTyYeil.

TpaHCNOHMPOBaTb B CYXOM MPOX/afHOM XOpPOLIO BEHTUIMPYEMOM MecCTe, 3aliuLLeHHOM OT CBeTa
NB YCNOBUSAX abCOMOTHON YACTOTHI MPU YPOBHE OTHOCUTENIbHON BNAXHOCTW MeHee 80%.

5 YTnnunsayms

YTunnzaumss 1M YHUYTOXEHWE UCMONb30BaHHbIX  W3AENNIA  OCYLWECTBASETCA  COrNacHo
Tpe6oBaHuam CaHlMuH 2.1.7.2790-10, ncnosib30BaHHbIe MO Ha3HAYEHUIO LWKUNLbl GUOMCUAHBIE
OTHOCATCH K 0TX04aM Knacca b (annaeMunonornyeckne onacHble 0TX0AbI).

6. MapaHTuK
CpoK rofHOCTM MHCTPYMEHTOB COCTAaBAAET 3 rofa C MOMeHTa CTepuamnsalum.
He ncnonb3oBaTtb Mo UCTEYEHUIO CPOKa rOAHOCTMW.

7.TloKa3aHns U NPOTUBOMNOKa3aHNA K NPUMEHEHMUIO, NOB0YHbIE 3PPEKThI.

Moka3aHMs K MPUMEHEHMIO ANA 3aXBaTa TKaHW UM MHOPOAHbIX TN BO BPEMS 3HAOCKOMMUMN.
MpoTMBOMNOKa3aHNA K MPUMEHEHUIO OTCYTCTBYHOT.

Mo6o4Hble 3hheKTblI OTCYTCTBYHOT.
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MepeBoA AAaHHOTO TeKCTa BbINONHEH NepeBOAHUKOM bagaMwmnHOh InbBupoili JayToBHOT!
Mepesofunk / n bagamwunHa dnbBupa faymo6H”
Poccuitickaa depgepayunsa

Mopos Mocksa

UeThblipHajluaToro espand fABe ThiCAYN CEMHALAaTOro roga
A. MapTblHOBa HaTanus AHApeeBHa, BPEMEHHO ucnofHAwUW A 06583aHHOCTU HOTLY
ropoga Mockebl AkumoBa [neba bBopucosuya, CBUAETENbCTBYH MNOAAMHHOCTbL nol
nepesojuynka bagamMwmnHoON InbBUPLI LayT OBHbI.
Moannch chenaHa B MOeM NPUCYTCTBUK.
NTnyHoCTb NOANMCAaBLWEro JOKYMEHT yCTaHOBEHA.

3aperucTpuposaHo B peecTpe: Ma 6

B3biCKaHO rocygapcTBeHHON nownuHbl (no Tapudgy): 100 pyb.
YnnayeHo 3a OKa3aHue ycnyr npaBoBOro M TEXHWYECKOro xapakTepa:

MpowHypo 'B.AHO L, CKpeNnneHo nevyaTbio 24 nu&T/[

BPNO HoTap
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