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ClIIFENG TIANBO MEDICAL DEVICE CO., LTD.
ADD: Zhon”ing Industrial park, Economic Development Area,
Ningcheng District, 024200 Chifeng, Inner Mongolia, China
Tel/ Fax: 010-476 4243071; E-mail: 1215460574@qq.coin

NHCTPYKUWMA NO NPUMEHEHWIO
MEAVNLUWHCKOIO WU3JENNS

«Lnpuy, 0gHOPa3oBbIi cTepusbHbIin ¢ urnoit SALUVIT®»

Homep gokymeHTa: IFU-02. Pegakumns Ne: 2

«CHIFENG TIANBO MEDICAL DEVICE CO., LTD.»

YBEOOMJIEHUWE: Cogepxawasaca 34ecb  MHDopmaums  sSBAsieTcs KOH®UAEHUWATBHOW n
SAWMIWEHHON TMPABOM COBCTBEHHOCTW. CogepXumoe 3Toro [OKYMeHTa He MOXeT 6bifl.
BOCMPOU3BELEHO NN NMpPeAoCTaB/IeHO TPeTbUM nuamM 6e3 npegsapuTenibHoro cornacusa «CHIFENG TIANBO

MEDICAL DEVICE CO., LTD.», U He AO/HDKHO WCMO0/b30BaTbCsA KaKUM-NM60 HeCaHKLWOHUPOBaXXUIAM
cnoco6om.

HacToswas UHCTPYKLMA No NPUMEHEeHMIO MOArOTOB/EHA AN NpPefoCTaB/eHUs CBeAeHW B Lensax pcrucrpaann
MeAMLMHCKOr0 un3genna Ha Tepputopunm Poccuiickoin degepauunn. CBefeHUS NpeacTaBfeHbl B 06bCMC,
rpeéyemom B cooTBe'rcTBun C [paBunamy  perucTpaumm  MeauuUMHCKUX  mn3gennin  (MocTaHoBNeHMe
MpaButenbctBa PP o1 27.12.2012 Ne 1416), MNMpukazom MuHucTepcTBa 3apaBooxpaHeHmsa P® ot 19.01.2017 i
Ne 11H «O6 yTBepXAeHUM TpeboBaHWIM K COAEeP>XAaHUK TEXHWYECKON W 3KCNayaTauMOHHOW AOKYMCH:ialHU
npoun3sBoanTens (M3roToBUTENSA) MESULMHCKOTO U3LENNSA».
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/ MHCTPYKUWNA no MPUMKHENNIO
MEAVNUMNHCKOIO N3LOENNA
/ Lnpuy ogHOpa3oBbIil cTepusbHbIi ¢ nrnon SAIAIVIT®
/
/. HAMUMEHOBAHWE U3OENNA
/TInpwuy, 0gHOPa30BbIA CTepuUsbHbIA ¢ urnoi SALLIVIT® .
N fanee no TeKCTY - LWNPWL, AW n3genue).

/ 2. BAPUAHTbI NCMONHEHNA N COCTAB NMOCTABKW MEAVNUMNHCKOIO U3AENUSA:
LLInpwvy, ogHOpa3oBbIli cTepubHbIA ¢ urnoii SALUVIT®. BapuaHTbl UCMOMHEHWS:
1 LUnpwy ogHOPa3oBbIiA cTepusIbHbBINA ¢ uroin SALUVIT® TybepKynnHoBbIA o6bemom | mn: Tun |, pasmep vrbl:
0.40 x 12 mm (27G x 1/2”) - 1 WIT., KpaTKast MHCTPYKUMA MO NpuUMeHeHWo - 1 wm. win 180 wT./yn., KpaTkas UHCTPYKUMA
no NpUMeHeHWto - | LWIT. (HaHeceHa Ha rpynnoByto YNakoBKY).
2. LUnpwy, ogHopa3oBbIi cTepubHbIA ¢ nrioid SALUVIT® Ty6epKynnmHoBbIi 06bemom | mn: Tun 1, pasmep UMmbL:
0,45 x 12 mm (26G x 1/2') - 1 WT., KpaTKasd MHCTPYKUMA MO NpUMeHeHuto - | wr. wwm 180 wT./yn., KpaTkasa MMC:pyKUmMs
Mo NPMMEHEeHNIO - 1 WT. (HaHeceHa Ha rpynnoBYyH YMaKOBKY).
3. Lnpuy ogHopasoBbli cTepubHbIi ¢ uraoii SALUVIT® Ty6epKynnHoBbIi o6bemMom | mn: Tun 2, pasmep Uifbl;
0.40 X 12 Mm (27G x 1/2') - 1 WwT., KpaTkasi UHCTPYKLUMA MO NpyMeHeHno - | wr. wwm 180 wT./yn., KpaTkasd UHCTPYKLUWS
Mo MPUMEHEHMIO - 1 LWT. (HaHeCeHa Ha rpynmnoByH YNakoBKY).
4.  LLUnpwvu 0gHOPa30BbIiA CTepusbHbIA ¢ urnoli SALUVIT® TybepKynuHOBbIA o6bemom | ma: Tun 2, pasmep WimbL:
0.45 X 12 mm (26G x 1/2') - 1 wT., KpaTKas MHCTPYKUMS MO MpuMMeHeHuto - 1 wr. wm 180 wT./yn., KpaTkas MHCTPYKUMS
Mo NMPUMEHEHUIO - | LWT. (HaHeceHa Ha rpynmnoBylo YMaKoBKy).
5. LUnpwy, ogHopa3oBbIii cTepunbHbIi ¢ nrnoii SALUVIT® o6bemom 2 mi: Tun 1, pasmep umrbl: 0,6 x 25 mm (23G\ 1) -
| WT.. KpaTKas MHCTPYKUMA NO MNPUMEHEHMIO - 1 WwT. win 120 wT./yn., MHCTPYKLUMS N0 NPUMEHEHMIO - 1 um. (HaHeceHa Ha
rpynnoByto YNaKoBKY).
6. LLInpuu ogHOpPa3oBbIii cTepusbHbIA ¢ urnoii SALUVIT® o6bemom 2 mn; Tun 1, pasmep mrnbl; 0,6 x 30 mm (23G x 1
14™) - 1 wT., KpaTKasd MHCTPYKUMA M0 NPUMeHeHUto - 1 wr. wam 120 wr./yn., KpaTkasa MHCTPYKUWA M0 MPUMEHEHUIO - 1
LUT. (HaHeceHa Ha rpynmnoByto YNakoBKy).
7. Lnpwuy, ogHopa3oBbIii cTepunbHbIi ¢ urioin SALUVIT® obbemom 2 mn: Tun 2, pasmep urbl: 0,6 x 25 Mm (23G \ 1")
- 1 W, KpaTkas UHCTPYKUMSA MO NpUMeHeHuto - 1wt wam 120 wT./yn., KpaTKas WHCTPYKUMS MO MPUMEHEHUIO - 1 Wi
(HaHeceHa Ha rpynnoByto YNakoBKy).
8. LUnpwu, ogHOpasoBblii cTepUbHbIA ¢ urio SALUVIT® obve.mom 2 M Tun 2, pasmep urbl: 0,6 x 30 mv (23G \ 1
U4™) - | WrT., KpaTKass MHCTPYKUMA M0 NpuMeHeHuto - 1 uwm wm 120 wr./yn., KpaTkas MHCTPYKUMS M0 NPUMEHEHMIO - 1
LUT. (HaHeceHa Ha rpyrnrnoBy0 YNaKoBKy).
0. LLnpwy ofgHOpasoBbIi cTepubHbIi ¢ nrnoi SALUVIT® ob6bemom 3 mn: Tun 1, pasmep urmbl: 0,6 x 25 mm (23G x 1)
- | WT., KpaTKasi UHCTPYKUMA N0 NPUMEHeHUt0 - 1 wT. wim 120 wT./yn., KpaTkasg MHCTPYKUUS MO NMPUMEHEHWIO - 1 Wi,
(HaHeceHa Ha rpynnoByto YNakoBKy).
10. LUnpwy, 0gHOPa3oBbIi CTepusbHbIiA ¢ urnoii SALUVI'F® obbemom 3 mi: Tun 1 pasvep urbl: 0,6 x 30 mm (23G \ 1
1/4™) - 1 W, KpaTKasi MHCTPYKUMS N0 MpUMeHeHMto - 1 wT. wam 120 wT./yn., KpaTKas MHCTPYKUMS MO NpUMeHeHuto - |
LUT. (HaHeceHa Ha rpynnoByI0 YNaKoBKy).
11 Llnpwy ogHOPa3oBblli CTepubHbIi ¢ urnoid SALUVIT® o6bemom 3 mn: Tvn 2, pasmep urbi: 0,6 X 25 Mm (23G x 1)
- 1 WT.. KpaTKasg UHCTPYKUMSA MO MNPUMEHEHUIO - 1 wm. wam 120 wT./yn., Kpatkass MHCTPYKUMS N0 MPUMEHEHUIO - 1 Hu.
{HaHeceHa Ha rpynmnosyto yrnakoBKy).
12, LLnpwvy, 04HOPa30BbIi CTepUbHbLINA ¢ urioi SALUVIT® o6bemom 3 mi: Tun 2, pasmep mrbl: 0,6 x 30 mv (23G x 1
1/4™) - 1 wrt., KpaTKasi MHCTPYKUMSA N0 NpUMeHEHUO - 1 wr. mam 120 wT./yn., KpaTtkast UHCTPYKUMA M0 NMPUMEHEHUIO - 1
LUT. (HaHeceHa Ha rpynroByI0 YMaKoBKY).
13. LUnpwy, 04HOPa30BbIA CTepusbHbIA ¢ nrnod SALUVIT® obbemom 5 wi; Tun 1 pasmep wrbl: 0,7 x 38 mm (22Ci \ |
1/2™) - 1wT., KpaTKas UHCTPYKUMSA MO NpUMeHeHMo - 1 um. wii 90 wt./yn., KpaTkasd MHCTPYKUWS M0 NPUMEHEHMIO - | Hu.
(HaHeceHa Ha rpynnoByto YNakoBKy).
14. LLInpuw, 0gHOPa3oBbI cTepunbHbIA ¢ urnoin SALUVIT® o6bemom 5 mn: Tun 1, pasmep umrbi: 0,8 x 38 mm (21G x |
1/2') - 1 WT., KpaTKas UHCTPYKUMS NO NPUMeHeHuto - 1 um. uam 90 wWT./yn., KpaTkasa MHCTPYKLUMSA N0 NPUMEHEHUIO - | HK
(HaHeceHa Ha rpynnoByt0 YNakoBKy).
15. LUnpwu, ogHOpa3oBbI cTepubHbIA ¢ urnoin SALUVIT® o6bemom 5 ma; Tun 2, pasmep urabl: 0,7 x 38 mm (22G x |
1/2') - 1 W, KpaTKas MHCTPYKUMA N0 NPUMeHeHUIo - 1 wm. wm 90 wT./yn., KpaTkaa UHCTPYKUMA M0 NPUMeHeHMo - | .
(HaHeceHa Ha rpynnoByto YNakoBKy).
16. LLInpuy, oaHOPa3oBbIii cTepusbHbIN ¢ Mrioi SALUVIT® o6bemoM 5 mn: Tun 2, pasmep urbl: 0,8 x 38 v (2IG x 1
1/2') - | WT., KpaTKas MHCTPYKUMA MO NPUMEHEHUIO - 1 wr. wam 90 wT./yn., KpaTkaa UHCTPYKLUMA M0 NpUMeHeHuto - 1 umn,
(HaHeceHa Ha rpynnoByt0 YNakoBKy).
17. LLnpwy, ogHOpa3oBbIi cTepubHbIi ¢ nrnoi SALUVIT® o6bemom 10 mi: Tun 1, pasmep vrbl: 0,8 x 38 mv (21G \ |
1/2') - 1WT., KpaTKas MHCTPYKUMSA NO MPUMEHeHMIo - | wir. uim 60 wT./yn., KpaTkas MHCTPYKUMA M0 MPUMEHEHMIO - | nn.
(HaHeceHa Ha rpynnoBy0 YNaKoBKY).
18. LLInpwy, 0gHOpa3oBbIil CTepusibHbIA ¢ urioid SALUVIT® obbemom 10 mi; Tun 2, pasmep urbl; 0,8 x 38 mm (21(i x |
1/2'™) - | Wt., KpaTKass MHCTPYKUMA N0 NpUMeHeLno ¢ 1 wr. wuam 60 wT./yn., KpaTkass MHCTPYKLUMSA N0 NpUMeHeHUIo - 1 mu
(HaHeceHa Ha rpynrnoByo yNakoBKy).
19. LLnpwuy, 04HOpa3oBbIi CTepusbHbIA ¢ urnoin SALUVIT® obbemom 20 mn: Tun 1, pasmep urnbi: 0,8 x 38 mm (21G x 1
1/2") - 1 Wrt., KpaTKasi UHCTPYKLMSA N0 NPUMEHeHWMO - 1 WT. v 36 WT./yn., KpaTKasa MHCTPYKUMS MO NMPUMEHEHUIO - 1 uim.
(HaHeceHa Ha rpynrnoByl0 yNaKoBKY).
20. LUnpuy, ogHopasoBblil cTepubHbIi ¢ urnoi SALUVIT® obbemom 20 mn: Tun 2, pasmep wrbi: 0,8 x 38 mm (21G x 1
1/2") - 1 WT., KpaTKast MHCTPYKLUMSA N0 NPUMEHEHWUO - 1 T, wim 36 WT./yn., KpaTkas MHCTPYKUMSA N0 NpuMeHeHuto - | nn.
(HaHeceHa Ha rpymnrnoByto ynakoBKy).
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j _ TBUATW ilijill Ifcriii
IUripiiu ogHopa3oBbIii cTepunbHbIA ¢ nrnoii SALUVIT® o6bemom 30 mn: 1HN K pasmep urmbi: 0,8 x 38 mm (21G x |
f) | Wr., Kpatkad MHCTPYKUMA MO NpUMeHeHWUIo - | wir. uam 30 TT7yn., Kpa: Kasd MHCTPYKUUS M0 MPUMEHEHNIO - 1 nn
/HeceHa Ha rpynnoByto YNakoBKY).
y. LLInpny, ogHOpa3oBbIiA cTepunbHbIA ¢ urnoii SALUVIT® o6bemom 30 mn: Tvn 2, pasmep umrbl: 0,8 x 38 Mm (21G x 1
fc'*) - 1wr., KpaTKasA UHCTPYKUNA NO NpUMeHeHWo - 1 wr. wam 30 WT./yn., KpaTkas MHCTPYKUUSA MO NPUMEHEHMIO - | T,
/JaneceHa Ha rpynnoByto yNakoBKy).
«3. LUnpuy, ogHopasoBbIli cTepusibHbIN ¢ nrnoii SALUVIT® o6bemom 50 mi: Tun 1. pasmep mrnbl: 1,2 X 38 mm (18G x |
1 WT., KpaTKass MHCTPYKLUMA MO NPUMEHEHNI0 ¢ 1 wT. wm 15 wt./yn., KpaTkas MHCTPYKUUST M0 NPUMEHEHWIO - | HW.
(HaHeceHa Ha rpyrmnosyto yrnaKoBKy).
24. LWnpwy, ogHOpasoBblii cTepusbHbIi ¢ urnoin SALUVIT® obbemom 50 mn: Tun2, pasmep umbl: 1,2 x 38 mm (18G x 1
1/2') - 1WT., KpaTKas MHCTPYKLMA M0 NPUMEHEHMIO - 1 wT. wm 15 WwT./yn., KpaTkas UHCTPYKUMA M0 NPUMEHEHWMIO - 1 nu.
(HaHeceHa Ha rpynnoByL0 YNakoBKy).
25. LUnpwuy, ogHOpasoBblid cTepusibHbIA ¢ nrnon SALUVIT® o6bemom 60 m: Tun |1, pasmep urmbl: 1,6 x 38 mm (16G \ 1
1/2") - | WT.. KpaTKas MHCTPYKLUMA M0 NpuMeHeHuto - 1. uwam 15 wt./yn., KpaTkas MHCTPYKLUMSA Mo NpUMeHeHuo - 1 nn.
(HaHeceHa Ha rpynnoByt0 YNaKOBKY).
26. LUnpwy ogHOpa3oBbIi CTepWU/bHbIA ¢ uroin SALUVIT® obbemom 60 mn: Tun 2, pasmep vrbl: 1,6 x 38 mm (16G \ 1
1/2') - 1WT., KpaTKast MHCTPYKLUUMA M0 NpUMeHeHMo - 1. wam 15 wT./yn., KpaTkas MHCTPYKLUMA N0 NPUMEHEHMIO - 1 LuT.
(HaHeceHa Ha rpynnoByto YNakoBKy).

3. MPOM3BOANTENDb

CH1FENG TIANBO MEDICAL DEVICE CO.. LTD. (MutaH TaHb60 Megukan Lealic Ko., JITA.)
Zhongjing Industrial Park, Economic Development Area, Ningcheng District 024200 Chifeng, Inner Mongolia,
China (MpoMbIwWAeHHbI NapK Y>XyHL3MH, 30Ha 3KOHOMMYECKOro pasBuTus, painoH HMHUYsH 024200 YundsH.
BHyTpeHHA MoHronus, Kutai)

4, HASBHAYEHWE MO NPNINEHEHWIO

LLInpuy, npefHasHauveH Ans BBEAEHUS XUAKOCTe/ra3oB (Hanpumep, NeKapcTBeHHbIX CPEACTB) B MeAULMHCKOE
n3fenne UNKM TeN0 UIN U3BJEYEHUSA XUAKOCTe/ra3oB U3 MegMLMHCKUX U3genunit/tcna (T e., UCMONb3yemMoe U
AN BBEefleHUs, U 1 0TcacbiBaHMs) U/MNN NPoBefeHNs TecTa Ha YyBCTBMTENIbHOCTb K ansieprexy.

5. MOKA3AHNA K MTPUMEHEHWNIO
- 'HbeKLMOHHOe BBeEHWEe IEKAPCTBEHHbIX NMPenapaToB nauueHTy
- MpoBeaeHne neyeGHO-AMArHOCTUUYECKUX MpoLeayp

6. MEPbl MPEAOCTOPOXHOCTW MPN NCMOJIb3SOBAHWN

1) Wcnonb3oBaHWe U3[enUs LO/HKHO COOTBETCTBOBATb MPUMEHMMbIM TPeGOBaHUSAM MeAULMHCKOr0 CeKTopa u
COOTBE'TCTBYIOLMM HOPMaM, OFpPaHWYeHO WCMOMb30BaHUEM TOMNbKO KBalM(pULMPOBaHHbIMK Bpayamu, nn6o
MeAWLMHCKMM NepcoHanoM, Wi CaMoCTOSITENIbHO, MpU HEOGXOAMMOCTU, 06YUYEHHBIMU NaLUeHTamu;

2) W3genvs nocTaBsItOTCS B CTEPUSIbHOM BUAe. 3anpeLLaeTcsi MOBTOPHas CTepuamsaumsa nsgenuii.

3) Hc ucnonbizoBaTb NPy NMOBPEXAEHUUN YNAKOBKM.

4) JaHHOe n3genue ABMSIETCS «0AHOPA30BbIM», MOANEXUT YHUUTOXEHWIO MOC/E UCMNOMb30BaHUS B COOTBC'TCTBUN
C nNpaBWMaMu YTUAM3AUUU MEAULUHCKUX OTXO0A0B, MOAMEeXalWMX YTUAU3aLMK, 3anpeliaeTcs MoBTOPHOe
Mcnonb3oBaHue, NGO Apyroe NpUMeHeHMe.

7. MPOTUBOMOKA3AHUSA VN BO3MOXHbIE MOBOYHbIE AENCTBUA
OTCYyTCTBYIOT.

Mpenyu|)exaeni|!
M3penvne ogHOKPaTHOro0 NPMMEHEHUS, MOBTOPHOE UCMO/b30BaHMe 3anpeLeHo!
He ncnonb3oBaTth, C/IM TePMErMYHOCTb UHAVBUAYA/IBHON YyNakoBKN HapyLueHal

8. KBAJIMPUNKALNNA NMEPCOHANA

M3genve NpPUMMEHMMO B MEACECTPUHCKON, o06uieBpayebHO npakTUKe MeAULUHCKMX OpraHusauuini  npu
OKasaHuWM CcTaluuoHapHoi, amMOynaTOpPHOW, CKOPOW, HEOTNOXKHOW MEeAULUHCKOW MNOMOLWM MefULNHCKUMU
opraHuMsaumMsiMm 1M B [OMALUHMX YCNOBUSAX MNPW MNPOBEAEHUN WHBEKUUA MeAWUWUHCKUM MNepcoHanoM wumm
CaMOCTOSITe/IbHO, NPU HEOBX0AMMOCTU, 06YHEHHBIMUN MauneHTaMu.

9. B4 KOHTAKTA C OPTAHN3MOM
[aHHoe u3genue npegHasHauyeHo AN1S BBEAEHUS WHBEKLWOHHbIX CPeACcTB B OpraHW3M 4esioBeKa, a TaKxke
acnupauum XnUAKOCTHOFO COAEPXXUMOTO0 U NMPOMbIBAHUS MOMOCTEN Tena nayueHTa.

). KATETrOPI MALUVMEHTOB

* Bo3pacT: getu u B3pochble.

» Macca Tena: HeMpMMEHUMO.

» COCTOSIHME 340POBbA: HENPUMEHUMO.

* HaumoHanbHOCTb: pasnuyHas.

e CoCTOSIHME NnauuneHTa: NaymeHT He AABMSETCA MOSb30BaTeNIeM U3LeNNs, NPU HEOO6XOAMMOCTU MOXET NMPUMeNsbCs
00yYeHHbIMW NauneHTamu.

11. OCHOBHBbIE YC/NnOBUA MPUMMEHEHINA
11pUMCHSeTCA ANS1 NOAKOXHbIX, BH>TPUKOXHbIX, BHY3PUMbILIEYHbIX U BHYTPUBEHHbIX BBEAEHWIi C TOUHbIM
[03MpPOBaHNEM MHBEKLMNOHHBIX CPEACTB, a Tak Xe Mpu acnmpauumn XUAKOCTHOTO COAEPXMMOro U NPOMbIBaHUS

nonocTen Tena.
PekomeHayemas Temnepatypa npuMeHeHus mnsgenusa ot ~10°C go +40 ®C, 1 OTHOCMTE/IbHOM BNaXHOCTM BO3AXXa
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oncc 80%.

I"ONMMNCAHWVE N3OENNA
/.1 KoHCTpyKUuA n3genuns
l. | LWnpwvy cocToUT M3 CeayoLWnx getaneii: Npo3pavyHoro LUANHAPA, LUTOKA-MOPLUHA C MaHXeTol 1 Wbl
N 3alWUTHBIM Konnavykom. O603HayeHne COCTaBHbIX Yaereli WNPULEB NPUBEAeHbI Ha pUCYyHKe |.

/- 1eIbRKNTTOK. 2 ml)ryfkatwin. 3 m/r>7.wio i<ust J mHNKtnfiiiiiK iiDipiiiia 3wl HTeTO. fi- LUKNT
7 mlttidMIHOp. H = \Wo>b1 tiMiKidhiten. Y - LLITOK-NupLLmmK >« H/ iwrutk-nopmim

PucyHok ]. Cxema wnpuua

12.1.2. TpagyvpoBKa UWANHAPA WNPULA KOHTPAcTHas, YeTKasi, HeCMblBaeMasi, HaHeceHa KOHTPACTHbIM LBETOM.
ObecneymBaeT MaKCUMasabHO TOYHYO JO3UPOBKY.

12.1.3. LWnpuybl genatca Ha 2 tuna: Tun 1 wnpuubl ¢ 06bI4HOW [pagyMpoBKOW. Tun 2 - wnpuubl C
JOMNOMHUTENBbHOW FpagympoBKoin n Hagnucbtlo “DISCARD AFTER USE™™.

v
r
c
1~JP« an
im! 2mf 3m/ 5m/ 10m/ 20m/ 30m/ 501/
PucyHok 2. Tun 1- Llkana 6e3 fONONHUTENbHON rpagyvpoBKu
Ot
C «
4 g 8t
. 2735
G cr 01y
>T .
ot b¥ %r .l).
C Cc:
e § ar r+ Sb-
Imf 2m! 3am/ 5m/ ot/ 20m/ 30/ 50m/ 60m/

Pucynok 3
Twun 2- LLkanac AONO/HUTENbHOW rpafyypoBKOi

12.1.4. LLUITOK-NOpLWEeHb Ha TOPLLEBON 4acTW MMeeT PEe3MHOBOe YMJIOTHAKOLLee KOAbLO (MaHXeTa), KOropoc
obecnevynBaeT XOpPOLIO BUAMMYIO U YeTKYI KPOMKY, BbIMOMHAOLWYO pPOb JIMHUN OTCYeTa y Topua MOpLUHSA
3a CYeT TeCHOro COMPMKOCHOBEHMS C BHYTPEHHE NOBEPXHOCTbIO UUAMHAPa, obecneymBaes’ ero CKo/bXeHue
6e3 pbIBKOB W faeT MAaBHOCTb BBOJA WMHBLEKLWOHHOIO cpefctBa. KOHCTpPYKUMA LWITOK-NOPLUHA no3sonsc!
npMBOAUTL €ro B AeincTBue 6e€3 3aTPYAHEHMIA WM NpU yAepXMBaHWUM WNPMLA O4HOW PYKOW YTOMUTb CHO
60NbWNM MNanblUeM 3TOM Xe PyKW. YNOop LITOKa - MOPLHA NPensATCTBYeT CKOMbXEHU ManbueB npu paboTe
wnpuua.

12.1.5. Nirna MHbEKUMNOHHAA aTpaBMaTuyeckas npoyHas, npsamas, ¢ HEM3MeHSAeMbIM MOMNepeyHbl.M CeYeHUeM Wt
TOMWMHOM CTEHOK, C A/IMHHbIM CPE30M W TPexrpaHHOM Nnas3epHOM 3aTOYKOM OCTpMS noj yraom. FonoBka hinbl
MeHTU@MMUMpoBaHa LBETOBbIM KOLOM COr/lacHO MexayHapogHomy ctaHgapTy MCO 6009.

12.1.6. dakTnyeckasa gnnHa Tpy6Kn Urnbl

' DISCARD AFTER USE - (aHrn.) YTunmsnpoBaTb nocie NnpuMeHeHus.
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MVecKiw g inHa'ybkun mrnbl fomklw pmuiMn™v iioMimmii.iiotUumiic u H[x:acna\,yka'«wHbix BTabnuue |

I Tabnmua 1(k pucyHky 4)

r HomunHanbHasa gnnHa Tpybkm Jonyck
Urnbl, MM (13)
I 12,25 +1
-2
30,38 +15
-2,5

PucyHoK 4. CxemaTuyecKoe 13obpasicemme Urnbl

12.1.7. HOMWHaNbHbIN HapPY>XHbIN AuaMeTp UI yKasaH B Tabnuue 2.

Tabnnya 2
O603HaYeHHbI
< ODmm  ODmax . LiBetonoc
METPUYECKMIA Kanunbp [y MM CrteHka  IDmin IDmex KOAMPOBaHME
pasmep, MM
RW 0.184 0.240 o
0,40 27 0.400 0.420 W 0.241 0.350 CseTno-cepblii
RW 0.232 0.291 o
0,45 26 0.440 0.470 W 0.292 0,390 Kopu4HeBbIit
0,60 23 0.600 0.673 TW 0.370 0.459 Te.MHO-CUHMI
0,70 22 0.698 0.730 T™W 0.440 u.521 UepHblii
0,80 21 0.800 0.830 I'w 0.547  0.609 FeMHO-3eMeHbIi
1,20 18 1.200 1.300 T™W 0.910 1.040 Po30BbIit
1,60 16 1.600 1.690 T™W 1.283 1.389 Benblii
2.2. OCHOBHbIe TEXHMYECKUE NapamMeTpbl N3genmsa
Tabnnya 3
n/H HanmeHoBaHme Hopma

nokasaresia KayectBa

LUNPULL O4HOPA30BbIV CTEPU/IbHBLIN C UMION

1 YwuctoTa MoBepPXHOCTb WINPULA, KOHTAKTUPYKLWasa ¢ MHbEKLNOHHOM XNAKOCTbIO, NMpu
HOPpMa/sibHOM MPUMEHEHUN YUCTad N HE MMCEr MOCTOPOHHWMX YacTul npu
BU3ya/IbHOM OCMOTPE HOPMa/ibHbIM, NN CKOPPEKTUPOBAHHbLIM 40
HOPManbHOro, 3peHNEM, 6e3 NCNosb3oBaHUNA YBENMNYEHUNA N NPUN OCBELLLEHHOCTN
o1 300 nk. go 700 nk.

2 Mpegenel YpoBeHb pH 3KcTpaKTa A0/DKeH COOTBETCTBOBAaTb PH KOHTPO/IbHON XWUAKOCTU U
KUCNOTHOCTN Uan npegenax ogHOW egMHULbI MPU M3MepeHUN nabopaTopHbIM pM-MeTPOM CO
LLLeSTOYHOCTU CTaHAapTHbIM 3N1eKTPOJOM.

3 MpegensHoe OKCTPaKT Wnpuua fo/HKeH cofep)KaTb He 6osiee 5 M|71 cyM.MapHOro
cojepxxaHue KONM4yecTBa CBMHLA, 0/10Ba, UMHKA M Xene3a Npu UcnbiTaHUN 06LLEeNPUHATBIM
aKCTparmpyembix MWKpOAHa/INTUUYECKMM MeTOA4O0M, Hanpumep, MeTo40M aToOMHOI abcopbumm.
MeTasnoB Cojep)xaHvne KafiMnA B 3KCTPaKTe JO/DKHO 6bITb He 60onee 0,1 mr/n.

4 Cwmaska CmasKa BHYTpEeHHel NOBepPXHOCTU UUAMHAPA WNpuua, BKAYas NOpLIeHb, He

AO/HKHA ObITb 3aMeTHa B BMAe Karnefb Npu Ha6l4eHUN HOpMabHbIM WK
CKOPPEKTMPOBAHHbLIM 40 HOPMaNibHOTO 3pPEeHUEM.
5 Ynopbl gns OTrKpbITbIi KOHEL, LWIMHAPA AO/KEH VMMETb yNopbl ANs najbleB
nanbLes Ynopbl 4ns nasbleB A0/HKHbI MMeTb COOTBEFCrBYIOLWME pasMepbl, (hopMy U
MPOYHOCTb, OTBeYalL e UX Ha3HAYeHUI0 U oGecrneUmBaloLL e HageXHoe
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nnmeHoBaHve 1lopma
noLlaTens Kayectsa
yAep>XuBaHue Wnpuua npu ero NpMMeHeHUN. Ynopbl N8 nanbleB He JOMXKHbI
WMeTb 3ayCeHLIEB U OCTPbIX Kpaes.

/ 11aKOHEYHUK HakoHe4yHMK wnpuua fo/mkeH UMeTb 6% KOHMYecKoe coefnHeHue (Jlyep)
7 OrtBepcTune [JvameTp LeHTParbHOro oTBePCTUA HaKOHEeYHMKA A0/1XKeH 6bITb HEe MeHee 1,2
HaKoHeYHMKa MM.
g Cwmaska Tpy6Ku Konn4yecTBO cMaskn He 06pa3oBbiBaeT Kaneib XXWAKOCTWM HA HapPYXHOW ©
UMbl BHYTPEHHEeN MOBEPXHOCTWU WUrMbl MPU OCMOTPE HOPMaNbHbIM, UA
CKOPPEKTUPOBAHHLIM 10 HOPMaJIbHOT0, 3PEHUNEM.
y OcTtpue urnbl OcTpue urnbl LOMKHO 6bITb OCTPbIM, 6€3 3ayceHUeB npu ocMoTpe ¢ 2,5-

KpaTHbIM yBeNMYeHNEM. YTOM 3aTOUKKN UMbl - 11® 21,

12.3. HOMMHabHad BMECTUMOCTb LWINPULLA, 3HAYeHWe “MepTBOro” NPoCTpaHcTBa, pasMepbl LWKabl
npeacTaBneHbl B Tabnuue 4.

Ta6nuua 4
$ HS S- o0 0O6wWas fauHa h 5 2
2Y ® ; n
51 A~ LWKa/lbl 40 OTME'TKM | ! 9 5!:{ ng S
. - HOMUWHaNbHOM %
Ehd & & 15 5o 2 G
Z 0o " BMECTUMOCTH, 1~92 38
0> ¢ ny 9
3 & 3 J He MeHee, MM
V<2 0,07 57 0,05 0,1
2<V<5 0,07 27 0,2 0,5 v 1
5<V<10 0,075 36 0,5
10<Vv<20 0,1 44 1,0 5
20<V<30 0,15 52 2,0 10
30<V<50 0,17 67 2,0 10
50<V 0,2 75 5,0 10

2.4. B Tabnuue 5 ykasaHbl CBeleHMUs 0 Macce usgenus

Tabnuua 5
HomunHanbHas Macca wnpuya 6e3 urabl,  Macca wnpuya ¢ Urnoim,
BMECTMMOCTb LUINpMUa, M He 6onee, He 6onee,
1 2.5 3.2
2 3.3 4
3 3.4 4.1
5 4.8 5.6
10 7.6 8.4
20 12 13
30 19 20
50 35 36
60 36 37

13. CMMOCOBb NPMMEHEHWA

1. MoaroToBUTbL MECTO MHBEKLNK, 06paboTaB ero caneTKon ¢ Ae3NHPULNPYIOLLMUM CPeaCTBOM.

2. BCKpoIiTe yNaKoBKY U JOCTaHbTe U3fenue.

3. Tpon3BecTN WHBEKLWIO B MOArOTOBJIEHHOE MecTO, cob6nofas TeXHUKY WHBEKLMW M B COOTBETCIBUM CU
CTaHAapTOM WHBLEKLUM B 3aBMCUMOCTU OT BUAA UHBEKUMWU (NOLKOXHAs, BHYFPUKOXHasA, BHY'ipUMbILLCYHAM.
BHYTpPVBEHHAaA).

4. M3Bneyb WnNpuy ¢ uraoii. Cnerka npmxatb MecTO UHbEKLUUN candeTKol ¢ Ae3nHDULUMpYLW MM pac TBOPOM

JonycTumo nosiBNeHne Kanam KpoBM B MecTe BKO/A UIbl.

5. MNpn HeobxogMMOCTM acnupauum >XWULKOCTHOFO COAEPXMMOFO M3 MOJIOCTEA oOpraHusmMa NpUCTYTT. K
oTcacblBaHWIO MOC/e U3BMEYEHUS LWINPULA U3 YNAKOBKM.

6. ilpy HEOBXOAUMOCTM MPOMbIBaHUS MOJSIOCTEN OpraHM3Ma NpefBapuTe/IbHO HaMoOMHUTL LNPUL, PacTBOPOM.

14. YIMMAKOBKA
VHAMBMAyanbHasi ynakoBka
Kaxablii  Wwnpuy repmMeTMUYHO ynakoBaH B WHAMBUAYaSbHYIO YMNakKoBKY W3 MofuaTuneHa. MaTepuanii

MCnosib3yemMble ANA ynakoBKK, He oka3sEnBatoT BpeaHbIX BO3,D'EI7ICTBVIﬁ Ha coiep>XunmMmoe.
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/(‘pman M KOHCTPYKUMSA ynakoBKW 06ecneynMBaloT CTEPUSIbHOCTb COAEPXMMOK MpM tpancnopi MpoBKcC.
11CMUM U CBOAUT K MUHUMYMY OMAcCHOCTb 3arpsi3HeHMs COAEePXXMUMOT0 B MpOoLecce OTKPbIBaHMWS.
/ nnoBasi ynakoBKa
(HpUUbI B WHAMBUAYaNbHOW YMNaKoOBKe MOryT OblTb Y/N0XEHbl B TPYNMoOBYK YMAKOBKY, 3aliMLatoLlyto
YepXXMMOe MpU TPaAHCMOPTMPOBKE, XPaHeHUM M obpalieHMn. Ha Kaxayt rpynmnoByl ynakoBKY HaHeceHa
parkasi UHCTPYKLMSA M0 NPUMEHEHWIO.

paHcnopTHas ynakoBKa.
/Winpuubl B MHANBUAYANbHON YyNaKoBKe WX B FPYNnoBOM yNnakKoBKe Y/0XeHbl B TPAHCMOPTHYH YNaKOBKY A5
| XpaHeHWs 1 TpaHCcNop3npoBaHUs. TpaHCNop3Hasa ynaKoBKa NpeacTaBaseT co60iM AWMK M3 rohpupoBaHHOIo
| KapToHa.

/15, YCNOBUNA XPAHEHVA N TPAHCMNOPTUPOBAHKNA
YcnoBua XpaHeHUA: XpaHUTb U3LeNnNA B YNaKOBKe NPeAnpuATUSA-U3roToBUTENA, Npu TemnepaTtype oT -bOY’
80 +40®C npu OTHOCUTENIbHOM BNAXHOCTM He 6osiee 80%, MCKOYaa nonagaHMs KOPPO3MOHHO-aKTMBHOIO rasa
M NPSAMbIX COMTHEYHbIX NYYen.
Ycnosua TpaHcnopTupoBaHuA: W3genue AO/MKHO TpaHcnopTupoBatbea [ipy Temnepat>‘'pe ot -25°C fo
+40°C B KpbITbIX TPAHCMOPTHbIX CPeAcTBax BCeX BWUAOB. XPYnkKoe, obpawiaTbcAd OCTOPOXHO. He gonyckarb
BO3/4eliCTBMA COTHEYHOrO cBeTa. bepeub OT Bnaru.

16. CPOK TrogHOCTMW
CPOK TFOAHOCTW M3AeNINS COOraBsisieT 5 /IeT C MOMEHTa U3rOTOB/IEHUS, NPU COGMIOAEHUUN YCOBUIA XpPaHeHUs ©
3paHCcrnopTUpoBaHMs. 3anpeLaeTcs UCMONb30BaTb M3fe/INe NOCAe OKOHYAHUSI CPOKa FOAHOCTM.

17. TAPAHTUNA N OTPAHWYEHWNA

11pousBoanTenb rapaHTUPYeT COOTBETCTBUE MPOAYKLUUM TEXHUYECKUM TpeboBaHUAM B TEYEHUWN BCEr0 CpoKa
rogHocTu (5 neT), Npu cobnfeHN NOTPebMuTeNneM yCNOBUA XpaHEHUS U TPaHCMOPTUPOBaHUS.

CillPKNO TIANBO MEDICAL DEVICE CO., LTD. rapaHTUpyeT BbICOKOe KayecTBO M3Le/USA U MaTEPULLIOB.
ncnosnb3yemblx gna ero unsrotosneHunsa. CHIFENG TIANBO MEDICAL DEVICE CO., LTD. He Heccr
OTBETCTBEHHOCTW 3a /Nt0bble c/yvaiHble, cheunanbHble WAM  KOCBEHHble 3aTparbl. MOBPEXAEHUEe Wn
[LONOJSIHUTENIbHbIE Pacxofbl, CBA3aHHbIE, MPAMO UM KOCBEHHO, C UCMNO/Ib30BaHWEM 3TOr0 U3Lenns.

C'llil'ENG TIANBO MEDICAL DEVICE CO., LTD. npsmo 3asBnsieT 0 HefOoNyCTUMOCTM MOBTOPHOrO
NCNO/b30BaHUA HACTOSALLEro M3fgenvs, B C/lydyae KOTOPOro rapaHsvilHble W Apyrue nofgpasymeBaemble WAn
npsmMble 0653a3'enbCcTBa (BHO3OYasA rapaHTu rogHocTu A7l npogaxu 1 BO3MOXHOCTb MCMO/Ib30BaHUSA B 0COObIX
Lenax) cuMTalTCs HeaelicTBU3ENbHbIMN.

CHIFENG F1ANBO MEDICAL DEVICE CO., LTD. TakXe He HeceT OTBETCTBEHHOCTM 3a Ntobble cny4valiHblie
WX KOCBEHHbIE MOBPEXAEHMNA, KOTOPbIE MOTYT BO3HUKHYTb B pe3y/sibTaTe NMOBTOPHOIr0 UCMOMNb30BaAHUSA U3LENNA.
Mo nbbiMyM BOMpOCaMK, KacalLWUXCcsa ONvCbiBaeMbiX M3genuid, obpalliain3ecb HeMOCPEACTBEHHO B KOMMAaHUIO
CHIFENG TIANBO MEDICAL DEVICE CO., LTD., nu6o K ouunanbHOMy npeicTaBU3el0 HPOU3BOATENSA.

18. YMOJ/IHOMOUYEHHbIY MPEACTABUTE/Ib HA TEPPUTOPUIU PO

O06LecTBO C OFpaHUYEHHO 0TBE3CTBEHHOCTbIO «PAD3/1» (OO0 «PAD IJ1»)

Agpec: Poccus, 420108, Pecnyb6nuka TaTapcTaH, i. KasaHb, MasuTta Madypu, g.71, np. 34. Ne 1
‘lenedhoH: (843)2111221

LTmail: info@rafel.ru

19. CTAHOAPTbI COOTBETCTBVA B P®

FOCT P NCO 15223-1, TOCT ISO 7886-1, NOCT ISO 11607-1, TOC! ISO 7864, TOCT P NCO 6009.
FOCT EN 556-1, ctaHgapTbl cepun TOCT ISO 10993.

20. CTEPNNN3ALNA

LUnprubl OAHOpa3oBble CTEPWU/IbHbIE C  WIM0 CTEPUN3YIOTCA 3TUIEHOKCUAOM (YPOBEHb o0becrneyeHns
cTepunbHOCTU (SAL) < 10'M).

M3genne nmeeT onpefenieHHble 3peboBaHWA K XpaHeHWo, MNpu co6MAeHUM YCNOBUIA XpaHeHUs un3fenuve
OCTAETCA CTEPU/IbHLIM B TEYEHUE MATU JIET.

oToBOE M3genve CTEPUIbHO, anuporeHHo, HETOKCM4YHO. [loBTOpHasA CTepunM3auna wn3genua 3anpetyeHa.
lloBTopHoe NnpumMeHeHMe 3anpeLLeHo.

21 OUHNCTKA N AESVNH®PEKLUWNA
[aHHOe M3fenune HC HYXJAeTCs B YNCTKE U Ae3nHDEKLUN.

22. OBCNY>XXVNBAHWVNE NN KATNBPOBKA

M3genne ncnonb3yetcs Bpadyamu, nNpolieawimmmy obydeHue, NMb60 caMoCTOATE/IbHO 00YUYEHHbIMU HauucTamMmm.
1 He 3pebyeT 06CNyXXMBaHUA N KanmbpoBKMU.

23. YTNNN3ALNA

[JaHHOoe wn3genve sABNSAerca «ofHOPasoBbiM». [loc/ne MCNOAb30BaHUA W3fenne MOANEXUT YHUUTOXCHUO B
Kayee3Be 3MNNAEMMONOTMYECKN ONacHbIX 0TX0A40B, B COOTBETCIBUM C HaLMOHA/bHbIMU MpaBuaamMun yruansauHm
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MUpHeknx otxogoB (CanlMuH 2.1.3684-21: knacc B). 3anpewiaetcs MNOBHOPHOC MCNOMb30BaHWe, nN60

UCrnpumeHeHne nsgenus.
.(cnvs, npuwepwme B HErogHOCTb, WAM C WUCTEKLIMM CPOKOM TOLHOCTW, MNOAMeXaT YHUUTOXEHWUI B

[crreeTctBUM ¢ CaHlMunH 2.1.3684-21 Kak O0TX0A4bl, NpuUHagnexawmne K kKnaccy «A» (3NMAeMUONOTNYEcKHU
'3onacHble 0TXO0A4bl, MO cocTaBy npubnmkeHHble K TKO), cnoco6om, npegoTBpaljaloLiMM UX MOBTOPHOE
3eMO0/Ib30BaHuMe.

1 CMMBOJIbI HA MAPKMPOBKE MEAVNUMNHCKOIO N3AENNA

3anpeT Ha NOBTOPHOE Xpynkoe, obpawatbces
NpUMeHeHue f OCTOPOXHO
[ata nsrotoBneHuns He ponyckaTb
|nnar| BO3feNcTBUSA
COJ/IHEYHOro cBeTa
Mcnonb3oBaTtb fi0 Bepeyb OT Bnarut
LOT TemnepaTypHbIii
Kog napTuu AvanasoH

He ncnonb3oBaTh npu

n NOBPEXAEHNMN YNAKOBKU - Crepunuszaums

F[/RVSN - QKCUAOM 3TUSEeHA
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Document number: IFU-02. Ver. No.: 2

«CHIFENG TIANBO MEDICAL DEVICE CO., LTD.»
NOTIIPICATION; The information contained here is CONFIDENTIAL and PROTECTED BY PROPRIETARY RKii IS

The contents of this document may not be reproduced or made available to third parties without the prior consent of
CIIIFENG TIANBO MEDICAL DEVICE CO.. LTD., and should not be used in any unauthorized way.

This icchnical document has been prepared to provide information for the purpose of registering a medical device on liic
territory of the Russian Federation. The information is provided to the extent required in accordance with the Rules foi
Registration of Medical devices (Decree of the Government of the Russian Federation No. 1416 of 27.12.2012). Onler <l
the Ministry of Health of the Russian Federation No. 1In of 19.01.2017 "'On approval of requirements for the conteni oi
technical and operational documentation of the manufacturer (manufacturer) of a medical device".
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INSTIUiIrnONS KOU USK
OK MKUICAL UKVICE
Sterile syringe for singe use with needle SALUVI'f®

/

n*HOI)UCT NAME

I' (lie syringe for singe use with needle SALUVIT® .

liielnaller referred to as "'syringe' or "product™).
5 VARIANTS OF THE MEDICAL DEVICE AND DELIVERY SET:

/ sicrile syringe for singe use with needle SALUVIT®. Variants:

1 Sterile syringe for singeuse with needle SALUVIT® tuberculine volume 1 ml: Type 1, needle size:
0,40 x 12 mm (27G x 1/2") - 1 pcs., brief instructions for use- 1 pc. or 180 pcs. / pack., briel
instructions for use - i pc. (applied to the group packaging).

2. Sterile syringe for singeuse with needle SALUVIT'® tuberculine volume 1 ml: Type 1. needle size:
0,45 X 12 mm (26G x 1/2"™) - 1 pcs., brief instructions for use- 1 pc. or 180 pcs. / pack., brief
instructions for use - 1 pc. (applied to the group packaging).

3. Sterile syringe for singeuse with needle SALUVI'I'® tuberculine volume 1 ml: Type 2, needle size:
0.40 X 12 mm (27G x 1/2") - 1 pcs., brief instructions for use- 1 pc. or 180 pcs. / pack., brief
instructions for use - 1 pc. (applied to the group packaging).

4. Sterile syringe for singe use with needle SALUVIT® tuberculine volume 1 ml: fype 2, needle size:
0,45 x 12 mm (26G x 1/2") - 1 pcs., brief instructions for use - | pc. or 180 pcs. ' pack., brief
instructions for use - 1 pc. (applied to the group packaging).

5. Sterile syringe for singe use with needle SALUVIT® volume 2 ml: Type 1, needle size: 0.6 \ 25 mm
(23GxI'") - 1 pcs., brief instructions for use - 1 pc. or 120 pcs. / pack., brief instructions for use - 1 pe
(applied to the group packaging).

6. Sterile syringe for singe u.se with needleSALUVIT® volume 2 ml: Type 1, needle size: 0.6 x IO mm
(23G x 1 1/4™) - 1pcs., briefinstructions for use - | pc. or 120 pcs. / pack., brief instructions for u.sc - |
pc. (applied to the group packaging).

7. Sterile syringe for singe use with needle SALUVIT® volume 2 ml: Type 2, needle size: 0,6 x 25 mm
(23G X 1')- 1pcs., briefinstructions for use - | pc. or 120 pcs. / pack., brief instructions for use - | pc.
(applied to the group packaging).

8. Sterile syringe for singe use with needleSALUVIT® volume 2 ml: Type 2, needle size: 0.6 x 30 mm
(23G X1 1/4") “ 1pcs., briefinstructions for use - 1pc. or 120 pcs. / pack., brief instructions for use - |
pc. (applied to the group packaging).

9. Sterile syringe for singe use with needle SAL.LUVIT® volume 3 ml: Type 1, needle size: 0.6 \ 25 mm
(23G x 1™)- 1pcs., briefinstructions for use - 1 pc. or 120 pcs. / pack., brief instructions for use - 1 pc
(applied to the group packaging).

10. Sterile syringe for singe use with needle SALUVI T® volume 3 ml:Type 1, needle size: 0,6 \ 30 mn
(23G X11/4™)- 1pcs., briefinstructionsfor use - 1 pc. or 120 pcs. / pack., brief instructions lor use - |
pc. (applied to the group packaging).

11. Sterile syringe for singe use with needle SALUVI'T® volume 3 ml: Type 2, needle size: 0.6 \ 25 mm
(23G X 1") - 1pcs., briefinstructions for use - 1 pc. or 120 pcs. / pack., brief instructions for u.se - | pc.
(applied to the group packaging).

12. Sterile syringe for singe use with needle SALUVIT® volume 3 ml:Type 2, needle size: 0,6 x 30 mm
(23G x 1 1/4™) -1 pcs., briefinstructionsfor use - 1 pc. or 120 pcs. / pack., brief instructions for use - 1
pc. (applied to the group packaging).

13. Sterile syringe for singe use with needle SALUVI T® volume 5 ml: Type 1, needle size: 0,7 x 38 mm
(22G X1 1/2") - 1pcs., briefinstructions for use - 1 pc. or 90 pcs. / pack., brief instructions for use - 1
pc. (applied to the group packaging).

14. Sterile syringe for singe use with needle SALUVTI'® volume 5 ml; Type 1, needle size: 0,8 x 38 mm
(21Gx 1 1/2"™) - 1pcs., brief instructions for use - 1 pc. or 90 pcs. / pack., brief instructions for use - |
pc. (applied to the group packaging).

15. Sterile syringe for singe use with needle SALUVI'T® volume 5 ml: Type 2. needle size: 0,7 x .18 mm
(22G X! 1/2"™) - 1pcs., briefinstructions for use - 1 pc. or 90 pcs. / pack., brief instructions for use - |
pc. (applied to the group packaging).

16. Sterile syringe for singe use with needle SALUVI'I'® volume 5 ml; Type 2, needle size: 0,8 \ 38 mm
(21Gx 11/2")-1pcs., briefinstructions for use - | pc. or 90 pcs. / pack., brief instructions for use |
pc. (applied to the group packaging).

17. SICrilc syringe for singe use with needle SALUVIT® volume 10 ml: Type 1, needle size; 0,8 x 38 mm
(2'G x 1 1/12")~1 pcs., brief instructions for use - | pc. or 60 pcs. / pack., brief instructions for use - |
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pc. (applied to the group packaging).
1 . Sterile syringe for singe use with needle SALUVITCB) volume 10 ml: Type 2, needle size: 0,8 \ 38 mm
(21G X 1 1/2™)- 1 pcs., brief instructions for use - 1 pc. or 60 pcs. / pack., brief instructions for use - |

/ pc. (applied to the group packaging).

N. Sterile syringe for singe use with needle SALUVIT® volume 20 ml: Type 1, needle size: 0,8 x 38 mm
(21G X 1 1/2")- 1pcs., brief instructions- for use - 1 pc. or 36 pcs. / pack., brief instructions for use - |
pc. (applied to the group packaging).

20. Sterile syringe for singe use with needle SALUVIT® volume 20 ml: Type 2, needle size: 0.8 x 38 mm
(21G X 1 1/2")- 1pcs., brief instructions for use - 1 pc. or 36 pcs. / pack., brief in.structions for use - 1
pc. (applied to the group packaging).

21. Sterile syringe for singe use with needle SALUVIT® volume 30 ml: Type 1, needle size: 0,8 x 38 mm
(21G X 1 1/2")- 1pcs., brief instructions for use - 1 pc. or 30 pcs. / pack., brief instructions for use - |
pc. (applied to the group packaging).

22. Sterile syringe for singe use with needle SALUVIT® volume 30 ml: Type 2, needle size: 0.8 x 38 oim
(2!Gx 1 1/2™)- 1 pcs., brief instructions for use - 1 pc. or 30 pcs. / pack., brief instructions for use - 1
pc. (applied to the group packaging).

23. Sterile syringe for singe use with needle SALUVIT® volume 50 ml: Type I, needle size: 1,2 x 38 mm
(18G X1 1/2™)- 1pcs., brief instructions for use - | pc. or 15 pcs. / pack., brief instructions for use - |
pc. (applied to the group packaging).

24. Sterile syringe for singe use with needle SALUVIT® volume 50 ml; Type 2, needle size: 1,2 x 38 mm
(18G X 1 1/2")- 1 pcs., briefinstructions for use - 1 pc. or 15 pcs. / pack., brief instructions for use - 1
pc. (applied to the group packaging).

15. Sterile syringe for singe use with needle SALUVI'I® volume 60 ml; Type 1, needle size: 1,6 x 38 mm
(16Gx 11/2"™)- 1pcs., briefinstructions for use - 1 pc. or 15 pcs. / pack., brief instructions for use - !
pc. (applied to the group packaging).

26. Sterile syringe for singe use with needle SALUVIT® volume 60 ml: Type 2, needle size: 1,6 x 38 mm
(166G X 11/2"™)- 1pcs., brief instructions for use - 1 pc. or 15 pcs. / pack., brief instructions for u>c |
pc. (applied to the group packaging).

3. MANUFACTURER
Company name: CHIFENG TIANBO MEDICAL DEVICE CO., LTD.

Location address: Zhongjing Industrial Park, Economic Development Area, Ningcheng District 024200 Chilcng.
Inner Mongolia, China

4. INTENDED USE

Intended use: Syringe is intended for the introduction of liquids/gascs (for example, medicines) into a medical
device or body or the extraction of liquids /gases from a medical devices /body (i.e., used for both
administration and suction) and/or conducting a sensitivity test to allergen.

5. INDICATIONS FOR USE
- Injection of drugs to the patient
- (Carrying out medical and diagnostic procedures

6. PRECAUTIONS WHEN USING

1) The product usage must comply with the applicable requirements of the medical sector and relevant
regulations, limited to use only by qualified doctors or medical personnel, or indepetidenliy, if necessary. b\
trained patients;

2) The products are delivered in a sterile form. Repeated sterilization of products is prohibited.

3) Do not use if the package is damaged.

4) This product is "disposable™, subject to destruction after use in accordance with the rules for the disposal of
medical waste to be disposed of, reuse or other use is prohibited.

7.CONTRADICTIONS FOR THE PRODUCT USAGE AND POSSIBLE SIDE EFFECTS:
No

Warnings!
A single-use product, reuse is prohibited!
Do not use if the tightness of the individual packaging is broken!

8. OUALIFICATION OF PERSONNEL

The product is applicable in nursing, general medical practice of medical organizations in the provision ol
inpatient, outpatient, emergency, emergency medical care by medical organizations and at home during
injections by medical personnel or independently, if necessary, by trained patients.
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Ty OKCONTACT WITH TIIK HODV
(iHHIllct is intended for injecting drugs into the luiimm body, ns well ns iuplrmti(>n of liquid contents and

i« tti ill’the patient's body cavities.
i N1i;;0KiKS of patients
* Age: children and adults.

« ljody weight: not applicable.

* lleallh status: not applicable.

* Nationality: different.
« |Maticnt’s condition; The patient is not a user of the product, if necessary could be used independenilN* b\

(mined patients.

11. BASIC CONDITIONS OF USE
It is used for subcutaneous, intradermal, intramuscular and intravenous injections with precise dosing ol

injectable agents, ~s well as for aspiration of liquid contents and flushing of body cavities.
I'iie recommended application temperature of the product is from +10 ® C to +40 ° C, and the relative

humidity of the air is not more than 80%.

12. PRODUCT DESCRIPTION

12.1 Product design
12.1. The syringe consists of the following parts: a transparent cylinder, a plunger with a sealing ring (cufO and

a needle with a protective cap. The designation of the components of the syringes are shown in Figure 1.

*7

/ - protective cap, 2- needle tube, 3- needle head. 4- Syringe tip. 5- Cuff(sealing ring). 6 - Scale. 7 - evlinder.
8 - Fingers stoppers, 9-plunger. 10plunger stopper

Figure 1 Syringe scheme

12.1.2. The syringe graduation is contrasting, clear, indelible, applied in a contrasting color. Provides the most

accurate dosage.
12.1.3. Syringes are divided into 2 types: Type 1- syringes with normal graduation. Type 2 - syringes with

additional graduation and inscription “DISCARD AFTER USE” .

£ 01
r‘
i, —A4n v
im! 2ml 3m/ 5m/ 10mf 20m/ 30m/ 50/n/

Figure 2. Type | - Scale without additional graduation
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Figure 3. Type 2 - Scale with additional graduation

2.1.4. The plunger on the end part has a rubber sealing ring (cufO, which provides a well-visible and clear edge
that acts as a reference line at the end of the piston due to close contact with the inner surface of the cylinder,
ensures its sliding without jerks and provides smooth injection of the injection agent. The design of the plunger
allows to activate it without difficulty and, while holding the syringe with one hand, drown it with the thumb of
the same hand. The thrust of the plunger prevents the fingers from slipping during the operation of the syringe.
12.1.5. Atraumatic injection needle is strong, straight, with variable cross-section and wall thickness, with a
long cut and triangular laser sharpening of the tip at an angle. The needle head is identified by a color code
according to the international standard I1SO 6009.

12.1.6 Actual length of needle tube
The actual length of the needle tube should be equal to the nominal length within the tolerances specified in
Table 1

‘fable 1 (to the figure 4)

Nominal length of needle Tolerance
tube, mm (13)
12,25 +1
0
30,38 +15
-2,5

Figure 4. Schematic representation of the needle

2.1,7 The nominal outer diameter of the needles are indicated in Table 2

able 2
Indicated .
metric size, Caliber ©Dmin, ODmax, Wall IDmin IDma.x Color coding
mm mm
mm
RW 0.184 0.240 .
0,40 27 0.400 0.420 W 0.241 0.350 Medium grey
RW 0.232 0.291
. . Brown
0,45 26 0.440 0.470 W 0.292 0,390 W
0,60 23 0.600 0.673 T™W 0.370 0.459 Deep blue
0,70 22 0.698 0.730 T™W 0.440 0.521 Black
0.80 21 0.800 0.830 T™W 0.547 0.609 Deep green
1,20 18 1.200 1.300 ™ 0.910 1.040 i>ink
1,60 16 1.600 1.690 W 1.283 1.389 White
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Ilie main technical parameters of the product
Table 3

il Quality indicator Standard
name
STERILE SYRINGE FOR SINGE USE WITH NEEDLE
Purity The surface of the syringe in contact with the injection fluid is clean during
normal use and has no foreign particles during visual inspection with normal

or adjusted to normal vision, without the use of magnification and with
illumination from 300 lux to 700 lux.

Limits of acidity or The pH level of the extract should correspond to the pH of the control liquid

alkalinity within one unit when measured by a !aborator> pH meter with a standard
electrode.

Limit content of The syringe extract should contain no more than 5 mg/1 of the total amount

extracted metals of lead, tin, zinc and iron when tested by a generally accepted

microanalytical method, for example, by atomic absorption. The cadmium
content in the extract should not exceed 0.1 mg/l.
Lubrication Lubrication of the inner surface of the syringe cylinder, including the
plunger, should not be noticeable in the form of drops when observed with
normal or adjusted to normal vision. .
Finger stoppers The open end of the cylinder must have finger stoppers,
Finger stoppers must have the appropriate size, shape and strength that meet
their purpose and ensure reliable retention of the syringe when it is used.
Finger stoppers should not have burrs and sharp edges

Tip The tip of the syringe should have a 6% conical connection (Luer)

I'ip hole The diameter of the central hole of the tip should be at least 1.2 mm.

Lubrication of the The amount of lubricant does not form liquid droplets on the outer and inner

needle tube surfaces of the needle when viewed with normal, or adjusted to normal,
vision.

Needle point The needle tip should be sharp, without burrs when viewed with a 2.5-foid

magnification. Needle sharpening angle - 11°+ 2°. _

12.3. The nominal capacity of the syringe, the value of the "dead" space, the scale dimensions are shown in fable

4,
o Table 4
The total
0 length
Y T§) of the scale up E o~
%—1:— to the mark o El 2 E
0 A of the nominal B ai
2 a capacity, Tt v
. e not less than, —1% Do *2
24 S mm & 11
V<2 0,07 57 0,05 0.1
2<V<5 0,07 27 0,2 050r1
5<V<10 0,075 36 0,5 1
10<V<20 0,1 44 1,0 5
i0
20<V<30 0,15 52 2,0
30<V<50 0,17 67 2,0 10
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I'hc total
length 1
/ N
of the scale up E
| i 56 to the mark "'q Uy -
R s of the nominal 3 DA
1A capacity, ¢ JIim= 0
not less than, 0 B U
J 1 s s- mm & WSS
50<V 0,2 75 5,0 10

A. Table 5 contains information about the weight of the product

Table 5

The weight of the syringe

Nominal capacity of without a needle, not more

the syringe, ml

Weight of a syringe with a
needle, not more than, g

than, g

1 25 3.2
2 3.3 4
3 3.4 41
5 4.8 5.6
10 7.6 8.4
20 12 13
30 19 20
50 35 36
60 36 37

13. OPERATION PROCEDURES

1 Prepare the injection site by treating it with a cloth with a disinfectant.

2. Open the package and take out the product.

3. Inject into the prepared place, observing the injection technique and in accordance with the injcclion
standard, depending on the type of injection (subcutaneous, intradermal, intramuscular, intravenous).

4. Remove the syringe with the needle. Lightly press the injection site with a cloth with a disintcclani
solution. It is permissible for a drop of blood to appear at the injection site of the needle.

5. If it is necessary to aspirate the liquid contents from the body cavides, proceed to suction after removing
the syringe from the package.

6. If it is necessary to flush the body cavities, pre-fill the syringe with a solution.

14. PACKAGING

Individual packauimi

Each syringe Is hermetically packed in an individual polyethylene package. Ihe product is packed in an
individual sealed package with heat-sealable seams. The materials used for packaging do not have harmllil
effects on the contents.

The material and design of the packaging of the product ensure the sterility of the contents during
transportation, storage and minimizes the risk ofcontaminalion ol'lhc coiUcnls during the opening process.
Middle packaging

Syringes in individual packaging can be packed in a middle package that protects the contents during
fransport packaging

Syringes in individual packaging or in a middle package must be packed in a transport package for storage
and transportation. The transport package is a box made of corriigalcd cardboard.

15. STORAGE AND TRANSPORTATION CONDITIONS

Storage conditions: The product must be stored closed at a temperature from 0 ® C to + 40 ° C. with a
relative humidity of no more than 80%, excluding the ingress ofeorrosive gas ami direct sunlight.
Transportation conditions: The product must be transported at temperatures from -25 °C to +40 ° C in
covered vehicles of all types.

fragile, handle carefully. Avoid exposure to sunlight. Keep away from moislurc.
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iMITbKLIFK

In ilwll' Mo of the product is 5 years from the dale of maiuifacture, subject lo storage and iranspoiiaiion
| .MsIorm. It is forbidden to use the product after the expiration dale.

‘l W auranty obligations

manufacturer guarantees that the produces coniply with technical requirements during the entire shelf
lib' (5 years), subject to the consumer’s storage and transportation conditions.
» lil'BNG TIANBO MEDICAL DEVICE CO., LTD. guarantees the high quality of the product and ihc
materials used for its manufacture. CHIFENG TIANBO MEDICAL DEVICE CO., LTD. is not responsible
mfor any incidental, special or indirect costs, damage or additional costs associated, directly or indirectly, with
llic use of this product.
(111IFENG TIANBO MEDICAL DEVICE CO., I.'fD. expressly declares the inadmissibility of reuse ofthis
product, in which case the warranty and other implied or direct obligations (including the warranty of
merchantability and the possibility of use for special purposes) are considered invalid.
CHIFENG TIANBO MEDICAL DEVICE CO., LTD. also, it is not responsible for any accidental or indirect
damage that may occur as a result of repeated use of the product. For any questions regarding the described
products, please contact directly CHIFENG TIANBO MEDICAL DEVICE- CO., L'fD., or an otllcia!
representative of the manufacturer.

18. AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN THE RUSSIAN
FEDERATION

Limited liability company «RAFEL» {«RAFEL» LLC)

Location address: Russia, 420108, Republic of Tatarstan, Kazan, MazitaGafuri, 71, manufacturing bid. no. 1
Telephone: 8(843)211-12-21

E-mail: info@rafel.ru

19. COMPLIANCE STANDARDS IN THE RUSSIAN FEDERATION

GOST R ISO 15223-1, GOST ISO 7886-1, GOST ISO 11607- GOST ISO 7864, GOST R ISO 6009.
(iIOST EN 556-1, standards series GOST 1SO 10993.

20. STERILITY

Disposable sterile syringes with a needle sterilized with ethylene oxide (sterility level (SAL) < 1U-6).

fhe product has ceitain storage requirements, if the storage conditions are met. the product remains sterile
for five years.

The finished product is sterile, non-pyrogenic, non-toxic. Repeated sterilization of the product is proliibiicd.

Repeated use is prohibited.
21. CLEANING AND DISINFECTION

This product docs not need cleaning and disinfection.
22. MAINTENANCE AND CALIBRAI ION

The product is used by trained doctors or independently by trained patients and does not require maintenance
and calibration.

23. DISPOSAL

This product is "disposable™. After use, the product is subject to destruction as epidemiologically hazardous
w'aste, in accordance with the national rules for the disposal of medical waste (SanPiN 2.1.3684: (‘lass B)-
Reuse or other use of the product is prohibited.

Products that have become unusable or expired are subject to destruction in accordance with SanPiN
2.1.3684 as waste belonging to class "A" (epidemiologically safe waste, close to MSW), in a wa\ Ihai
prevents their reuse.

24. SYMBOLS ON THE MARKING OF A MEDICAL DEVICE

Fragile, handle

Prohibition of reuse
carefully

Avoid exposure to

\ﬂﬂﬂl_ Date of manufacture :
sunlight
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Use before Protect from moisture

LOT Batch code Temperature range

Do not use if the . O Sterilization with
package is damaged ISTEM/ ethylene oxide
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BbINNCKA:

CBNAETEJ/IBCTBO

Kntanckmm CoBeT no
COOENCTBUIO
Me>XayHapoaHOoW
Toprosne

KunTaiickum CoBeTOM No cofeicTBMio MexayHapofHoit Toproene sBnseTcs KuTalickas
MeX/yHapo/Has Toprosas nanara

'MepeBoAg € TrMTancr*ro wm aHrAMuna™aro A3bITAPE Ha PpPycckui si3biKN BbINONHEeH MHOMN,

nepeBoguynkom CepreeBod Anmncoit ANeKPpUHAPOBHOM.
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<D Kuntanckmin CoBeT no coaeMcTBuUiO Knraicxui
o ~ CoBeT no
élg |\/|E)K,£l,yHap0,EI,HOI/I TOpFOBne copeiicTBuio
0 Kunrtanckasa mexayHapoaHas Toprosas nanara m?ﬁiﬁf”

CBUAETEJ/IbCTBO

Ne 221500B0/000425

HACTOALWNMMM MNOATBEPXOAETCHA, UTO: neyatb KomnaHum CHIFENG
T1ANBO MEDICAL DEVICE CO.,, LTD. («HN®POH TAHbBO MEAUWKAN
OEBAWNC KO., N1TH.»), ckpennsAwwas JOKYMEHT Bo BNOXeHUMN, ABAAeTCA

NOANWNHHOMN.

Kutanickuit CoBeT no coaeiicTBUto
MexayHapogHon ToproBsne

MEYATDb:

KuTalickuii CoBeT no cogelicTBUIO
MexgyHapogHo Toprosne
YOOCTOBEPEHUWE

(64)

Moanuck

Moanucb ynonHomo4vyeHHOro nmya: Cao FyaHr
Oata: 13.12.2022 .

MEYATb:

KuTalickuii CoBeT N0 CoAeliCTBUIO
MexgyHapogHon Toprose
YOOCTOBEPEHUE

(64)

CaliT gnsa nposepkun ceunetc.'lbeTBa: httpV/vwww.rzcepit.com/validate.html

Jtepeeod ¢ W Tramck™ro un aHrAUMRCrNpro A3bMU™NB HaA PYCCKMIH SA3bUN BbINONHEH

nepesoguur~pm Cepreesoin Anucoin _Ane) aHLpPOBHOW.
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CHIFENG TIANBO MEDICAL DEVICE CO., LTD.
(«<4NP3H TAHBBEO MEAWKAN AEBANC KO., NT/A.»)
ALPEC: Zhongjing Industrial Park. Economic Development Area,
Ningcheng District 024200 Chifeng, Inner Mongolia, China
(MpomblWwNeHHbIV Napk YXXyHU3MH. 30Ha 9KOHOMWYECKOTr0 passBuTus,
paioH HuHuaH 024200 YndgaH, BHyTpeHHAs MoHronunsa, Kurtai)
Ten. / dakc: 010-476 4243071, E-mail: 1215460574@qqg.com

MoaTeepxkaaro

ms; BaH O ®3Hb

Mognuce OupekTop

CHIFENG TIANBO MEDICAL DEVICE CO., LTD.
(«4NDPIH TAHBBEO MEANKA OEBANC KO., NTA.»)
[ara: 7 Hosbps 2022 T.

MNEYATDb:

CHIFENG TIANBO MEDICAL DEVICE CO., LTD.
(«YNPIH TAHBBO MEAUKAN AEBAWC KO., NTA.»)

CHIFENG TIANBO MEDICAL DEVICE CO., LTD.
(«kUNDPIH TAHLBEO MEAUKAJ AEBANC KO., NTA.»)
ALOPEC: Zhongjing Industrial Park, Economic Development Area,
Ningcheng District 024200 Chifeng, Inner Mongolia, China
(MpoMbILWNEHHbIA NapK YXXYHL3MH. 30Ha 3KOHOMWYECKOT0 pasBuTus,
paiioH HuHu3H 024200 YwudaH, BHyTpeHHAs MoHronus, Kntai)
Ten. /| dakc: 010-476 4243071, E-mail: 1215460574@ qq.com

MNoaTeepxxaaro

Nwvs: BaH KOl P3aHb

Moanuck AnpekTop

CHIFENG TIANBO MEDICAL DEVICE CO., LTD.
(«4P3IH TAHBEO MEANKAN AEBAWC KO., TA.»)
[ata: 7 Hos6pa 2022 T.

Jfepeeod ¢ wTalcr*ro M aHrauMiia™ro A3bILAB Ha PycClW 1i A3bIK;™ BbINOMIHEH MHOIA,

nepesofguw ™M Cepreesoin Anncoh A KcaHLPOBHOI.
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MEYATD:
CHIFENG TIANBO MEDICAL DEVICE CO,, LTD.
(«UNPIH TAHBBEO MEAMKAN AEBANC KO., NTA.»)

Jtepeeod ¢ LUWllTanick;pro wu aHrAMucr™ro ssselT”B Ha pycaqiU a3bik® BbinonHEH

nepesogyw”~om CepreeBoit Anucoli AnekcaHLpOBHOIA. .
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Poccuiickas degepayns

Nopop KasaHb Pecny6nnkn TaTapcTaH.

[BapuaTtb nepBoro fekabps fBe TbicAYM ABajLaTb BTOPOro roga.

A. CauynnuHa Jlroumns HaserapoBHa, BpeMEHHO UCMOMHAKLWMNIA 0653aHHOCTM HOTapuyca
KasaHcKoro HotapuanbHOro okpyra Pecny6nvku TatapcTaH [puwnHoin Onbrn NNbUHWUYHBI,
CBMAETeNbCTBYIO NOANMHHOCTL nognucu nepesogumka CepreeBoit Anucbl AnekcaHipoBHbI.

Mognwuce caenaHa B MOEM NPUCYTCTBUN.

JInyHoCTb MognucasLLero JOKYMeHT yCTaHOB/IeHa.

3apeructpupoBaHo B peectpe: No 16/36-H/16-2022-

YnnayeHo 3a COBEpLUEHNE HOTapuanbHOro AeiCTBUS: 590 py6. 00 kon.

N.H. Cathmynnunna

B AaHHOM [JOKyMeHTe NpOLHYPOBaHo,
NPOHYMEPOBAHO U CKPEMN/IEHO NeyaTblo

Osaguatb Tpu (23) nucTa.
N.H. CadmynnumHa
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CERTIFICATE

EUTP
Lo :_L Iil"\3O,LI,OB
< .. N>
J\CCWun=C.1n-_"alHHA
l’ccny6nllka TaTtapcTaH
1TCasaHb, yn.OcTriosckoro, 93
Ten./¢p.: 570-68-4~, 570-68"8

oo v n
o WM WM it A Mo W mF
China Council for the Promotion of Internalional Trade is China Chamber of International Commerce
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lliina Council for the Promotion of International Trade
China Chamber of International Commerce

g O™ LLI
m CERTIFICATE

»o o 221500B0/000428
sl NO

THIS IS TO CERTIFY THAT; the seal of CHIFENG TIANBO
MEDICAL DEVICE CO.,LTD on the annexed DOCUMENT is
genuine.

China Council for the Promotion
of International

Ruthorize™™ CtPIT

Signature;
o~; 20227127130
(Date; Dec. 13, 2022)

Website for verifying the certificate: http://www.rzccpit.cocb/validate._htini
$lI
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CHIFENCI TIAN

KPATKAA MHCTPYKUWMA IK) TIPUMPUTUHIO
MEOVNUMNHCKOIO U LUKJ/I1HL

«Lnpuy ogHopas3oBbIi creptuibiii.in ¢ urno SAI1.LiVi 1

Pepakunsa Xo: 1
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Kpatka™! MHCTPYKLUUA N0 NPUMEHEHUIO
MeSULIMHCKOro n3gennn
LLINpuL, 04HOPa30BbIA CTEPUbHBINA ¢ urnoi SALUVIT®
Mpownssogutens CHIFENG TIANBO MEDICAL DEVICE CO., LTD.

1. TOAroTOBNTb MECTO MHbEKL MW, 06paboTaB ero canteTKol ¢ 4E3NHPULNPYIOLLNM CPeiCTBOM.

2. BCKpoiiTe ynakoBKy M [joCTaHbTe u3fenue.

3. Tlpon3BeCcTM WHBEKUUIO B TMOArOTOB/IEHHOE MeCcTOo, Cco6nfas TeXHUKY WHBEKUMM U B
COOTBETCTBMM CO CTaHAApPTOM WHbEKUMM B 3aBUCMMOCTM OT BMAA WHBEKLMM (MOAKOXHas,
BHYTPUKOXHas, BHYTPUMbILLIEYHas, BHYTPUBEHHASA).

4. 3Bneub winpuy ¢ uraon. Crnerka npkarb MeCTO MHBEKLUM CangeTKon ¢ Ae3nHPULMPYIOLWNM,
pacTBOpoM. [lonycTMMO NOsIB/IEHME Kanju KpoBM B MeCTe BKO/Sa UIbl.

5. Mpn HeobxogMmoCTW acnupaumyM XWULKOCTHOFO COAEPXMMOro W3 nofocTeli opraHusma
NPUCTYNMWUTb K OTCaCbIBAHWIO NMOC/e U3B/IEYEHUSA LINPULA U3 YNAKOBKM.

6. Mpn Heob6Xx0AMMOCTM NPOMbIBAHWS MOJIOCTEN oOpraHusMa npeABapuTeNbHO HaNOMHUTL  LUMNPWUL,
pacTBOPOM.

lNoka3aHMA K NPUMEHEHNIO:
- NHbeKLNOHHOE BBefeHUe NeKapCcreeHnbIX NpenapaTos nauneHTy

- MpoBegeHne Neve6GHO-AUArHOCTUYECKUX MPpoLeayp

MpoTrBOMNOKa3aHUA 1 BO3MOXXHbIe M060YHbIE AeACTBUS:
- OTCyTCTBYIOT.

PernctpaunoHHoe ¥ foctoBepeHune Ne oT r.
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CHIFENGTIANBOM

BRIEF INSTRUCTION FOR USE
OF A MEDICAL DEVICE

«Sterile syringe for singe use with needle SALUVIT®»

Version No.: 1

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

EVK

November 7. 2022

>



Brief instructions for use
of a medical device
Sterile syringe for singe use with needle SALUVIT®
Manufacturer CHIFENG TIANBO MEDICAL DEVICE CO., LTD.

il. Prepare the injection site by treating it with a cloth with a disinfectant.
h . Open the package and take out the product.
13. Inject into the prepared place, observing the injection technique and in accordance witli the
I injection standard, depending on the type of injeclion (subcutaneous, inlradennal, intramuscurar.
. intravenous).
4. Remove the syringe with the needle. Lightly press the injection site with a doth with a disinreciant
solution. It is permissible for a drop of blood to appear at the injeclion site of the iic'edic.
5. If it is necessary to aspirate the liquid contents from the body envitios, proceed to suction after
removing the syringe from the package.
6. If it is necessary to flush the body cavities, pre-llli the syringe with ti Nolution.

Indications for the product usatie:
- Injection of drugs to the patient
- Carrying out medical and diagnostic procedures

Contradictions for the product usage and possible side cU'ftiUili
-No.

Registration certificate No. from
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BbINNCKA:

CBUAETENIBCTBO

Kutamckmum CoBeT no
COO0ENCTBUIO
Me>ayHapoaHOoW
ToproBne

Kutaiickum CoBeTOM Mo coaericTBuio MexayHapoaHo Toproene ansetca Kutaickas
MeX/yHapoHasd Toprosas nanara

9TepeBof C wWanmnahkcr*ro W aHrMMUACTAPro A3bIT"pB Ha PYCCKUIA HA3bUA BbINONHEH MHOW,

nepesofunkpm Cepreesoint Anucoin _Aner{caHApPOBHOIA.

< (1IQX3y)W
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co KuTtancknim CoBeT no COAencTBULO Kuraiickum

Y ~ CoserT no
8 MexagyHapoaHou Toprosne o
9 Kntanckas mexpagyHapogHasa ToproBas nanarta Mexanaponton
QR-Kod
CBNAOETEJ/IbCTBO

Ne 221500B0/000428

HACTOAWWMM TNMOATBEPXAOAETCA, 4UYTO: neyatb kKomnaHuum CHIFENG
TIANBO MEDICAL DEVICE CO. LTD. («<HN®3H TAHbBO MEAVNKAN

OEBAWNC KO., N1TA.»), ckpennawouwas JOKYMEHT Bo BlOXeHUN, ABAAeTCA

NOANVHHOWM.

Kutaicknin CoBeT N0 COAeNCTBUIO
MexayHapogHol Toproene

MEYATD:

KuTalickuii CoBeT Mo cofeincTBUIO
MexayHapogHo Toprosre
YOOCTOBEPEHUNE

(64)

Mognuce

Mognuce ynonHomoueHHoro nuua: CA0 NyaHr
faTta: 13.12.2022 .

NMEYATD:

KuTaiickuii CoBeT no cofeicTBUIO
MexayHapogHon Toprosne
YOAOCTOBEPEHUE

(64)

CaliT gna nposepkun ceugeTenscTea: http://\vww.rzccpit.com/validate.html

jTepeeod ¢ ti;umaucfgso ”W aHIAMWACKOro $S3blKOB Ha PYCCKUMA A3bIKN BbIMOAHEH MHOIMN,

nepesofumnkom CepreeBoil Anucon _sAAneroaHapoOBHOI.
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MoaTBepXxaaro

ms: BaH KOl ®3Hb

Mopnuce OunpekTop

CHIFENG TIANBO MEDICAL DEVICE CO.,, LTD.

(«YP3H TAHBEO MEOVKAN AEBAWC KO., TTA.»)
Hata: 7 Hos6psa 2022 T.

MNEYATD;

CHIFENG TIANBO MEDICAL DEVICE CO., LTD.
(«4YNPIH TAHBBEO MEAUKAN AEBAWC KO., NTA.»;

KPATKAA MHCTPYKUWNA MO NPUMEHEHWIO
MEOANUNHCKOTIO U3AENMNA

«LLInpu ogHOPa3oBbIin CTepunbHbIA ¢ urnoit SALIVUT®»

Pepakumsa Ne |

MoaTBepxaaro

ms: BaH KOl d3Hb

Mognuck OupekTop

CHIFENG TIANBO MEDICAL DEVICE CO., LTD.

(«4P3IH TAHLEO MEANKAN AEBAWNC KO., ITA.»)
[ata: 7 Hosbpsa 2022 T.

NMEYATD;

CHIFENG TIANBO MEDICAL DEVICE CO., LTD.
(«4N®3H TAHLBEO MEANKAN AEBANC KO., ITA.»)

KPATKASI MHCTPYKLMSA MO NMPUMEHEHWIO
MEZAMLUNHCKOrO U3AENNSA

«LLInpuL, ogHOPa3oBbIin CTepUnbHBINA ¢ nrnoin SALIVUT®»

N'epeBof € KUTaWCT™AT0O M AHTAUNACKOTO $S3blKOB Ha PYCCKWIA S3blK, BbINOMNHEH MHOIA,

nepesofuymnkom CepreeBoih _*Nncoil AneKcaHgpOBHOWM.

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



Pepakuma Ne 1

Ttepeeod ¢ UMW aAWCNOr0 W AaHFAMACINTO A3bIKOB

nepesogumkam Cepreesoit Anmcondnek aHLPOBHOI.

na pycaqiu

CLO-

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

A3bUCN BbIMOSIHEH

MHOI,

\ 0



Poccuiickan degepaums

Mopog KasaHb Pecnybnnkm TatapctaH.

[BaguaTb nepBoro fekabps fBe TbiCAYM ABajLaTb BTOPOro roga.

A, CaduynnmHa iouns HaseraposHa, BPEMEHHO UCMONMHAKOLWMIA 0693aHHOCTU HOTapuyca
KasaHCcKoro HoTapuanbHoro okpyra Pecny6nuku TaTtapctaH [puwnHoin Onbru UAbUHWUYHBI,
CBMAETeNbCTBYO NOAMIMHHOCTL MOAMUCK NepeBogunka CepreeBoii Anncel AeKCaH4POBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTbL NnognucasLUero 4OKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: No 16/36-HM 6-2022-

YnnayeHo 3a COBeplLUeHNe HOTapuanbHOro AeiCcTBUS: 590 py6. 00 kon.

N.H. CagmynnuHa

B gaHHOM [OKYMEHTEe MpPOLHYpPOBaHO,
NPOHYMEPOBAHO U CKPeNeHO MeyaTbio
Lecatb (10) nucTos.

N.H. Cagmynnuna

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



