dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYIV,
M. KUIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXXeHHs: IGAR Registered address:
Byn. MUXAMSIA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KUIB, YKPAIHA, 01103 01103, UKRAINE
Ten/dakc (044) 585-34-55 (53, 56) phone/fax 380-44-585-34-55
E-mail: info@igar.ua 380-44-585-34-56

E-mail: info@igar.ua

CEPTU®IKAT SAKOCTI
Bepesens 2022
BupoOuuk: ToBapucTBo 3 00MexeHoo BiamosigansHicTio "[CAP"
MicuesHaxoukeHHs: Byl Muxaiina boiiuyka, 18-A, m. Kui, Ykpaina, 01103, Trenepon/daxc: +380445853455
Micue BupoOHuiTBa (Bupoouudi notyxnocti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenlu Town, Tianning 213111 Jiangsu, China
[ponykuis: Katerep njs in’exuiii Tuny mereauk Toprosoi mapku IGAR
Mapris Ne: 202201
Po3zmip: 21G, 23G, 25G
Kinpkict: 954000 mTyk (795 kapTOHHUX KOPOOIB)
Jara BupoOHunrBa: 2022.02
Tepmin npuaatHocTi: 2027.02
L{yM miaTBEpIKY€ETHCS, IO IS KOXKHOT MapTil BKa3aHUX BHUILE TOBApiB OYyJIO MPOBEICHO MEPEBIpKyY Mepe] BiNPABKOKO Ta
BuaHo Ceprudikar aHamizy, KUl MiATBEPIDKYE AKICTh MPOAYKII] B MapTii.

Mu rapanTyeMo, 10 Hicis HaIIoi MepeBipKH IIISIXOM BHUIIAJKOBOTO BifOOpy, AaHa mapTis NpOAYyKLii BiANOBiZae BUMOTaM
BUPOOHMIITBA 3a CUCTEMOIO yIpaBiiHHs sAKicTio BiamoigHo a0 JJCTY EN ISO 13485 Ta € BignoBigHO KBali(hikOBaHOKO.

CEPTU®IKAT CTEPUJIBHOCTI
Bepesenn 2022

BupoOnuk: ToBapucTBo 3 0OMexeHoro BiamoBigansHicTio "[I’AP"
MicuesHaxomkeHHs: By Muxaiina Boiuyka, 18-A, m. Kuis, Vkpaina, 01103, renepon/dakc: +380445853455
Micrie BupoGHuirra (BupoOuudi notyxuocti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenlu Town, Tianning 213111 Jiangsu, China
Iponykiis: Karterep ais in’exuiii Tunmy Metesimk Toprosoi Mmapku |GAR
IMapris Ne: 202201
Posmip: 21G, 23G, 25G
Kinbkicts: 954000 mryk (795 kapTOHHHUX KOPOOIB)
[ara BupoOuunrsa: 2022.02
Tepmin npugaraocti: 2027.02
IuM miaTBepaKyETHCS, MO BKa3aHy MapTito MPOIYKITi OyJI0 MPOCTEPUITI30BaHO T'a30M OKCHITY CTHIICHY Tepe]]
BiJIIIPABKOIO.
M rapaHTyeMo, 110 IicJIs Halllol IepeBIpKH, KaTeTepH JUIs 1H €Kil TUIy MeTesiuk ToproBoi Mapku IGAR, ski
MIPOMIIIIIN CTEPUITI3aIlifHII MTPOIIEC € CTEPMIIBHIMH Ta OE3MEYHNMU JIJIs1 TKAaHWH JIFOIUHH.

CEPTU®IKAT AHAJII3Y
Bbepesenn 2022

Bupo6nuk: ToBapucTBO 3 00MEKEeHOIO BiamosinaipHicTiO "I["AP"
MicuesHaxomkeHHs: By Muxaiina bBoiuyka, 18-A, m. Kuis, Vkpaina, 01103, renepon/dakc: +380445853455
Micue supobuunrea (Bupobuudi morysxksocti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenlu Town, Tianning 213111 Jiangsu, China
Omuc: KaTterep nis in’ekuiii Tunmy Meteiuk Toprosoi mapku |GAR
ITapris Ne: 202201
Poswmip: 21G, 23G, 25G
Kimekicts: 954000 mryk (795 kapTOHHHX KOpPOOiB)
Jara BupobuumTBa: 2022.02
Tepwmin npunatHocTi: 2027.02

Pozmip KinpkicTs y maprii

Pozwmip 21G 108 000mT

Poswmip 23G 780 0001t




‘ Poswmip 25G

\ 66 000mIT

Cranaapt BunpoOyBanb: GB 18671

AcHeKT nepeBipku TexHiuni BUMOrn Pe3yabTar

CrepuibHICTD Mae 6yTu crepunbhe, 0e3 OakTepiit CrepunbHe

[Miporennictb Mae OyTH HemiporeHHe Hemiporenne

3aJUIITKOBI PEYOBHHH 3aranmpHa KUTBKICTh IEpMaHTaHATy Kajlito B PO3UHMHI 0.22mn
[c(KMNnO4)=0/002mosb/n1 He oBHHHA niepeBuInyBatu 2.0 mil.

lorm MeTamniB Koip KOHTPOJIEHOTO PO3YHMHY HE TIOBHHEH Oy TH TIHOIINM, HiJK KOJIp Biamosimae
OJIaHK-PO3YHHY

Kucnornicts Jlns BunipoOyBaHHS HEOOXi1THHMA Oy Ib-SIKHil pO3YNH, SIKAH JO3BOJISE 0.02m

TATPYBaHHSI IHIUKATOPY 3MIHUTH KOJIip He OijbIe, Hix Ha 1 M.

Komip po3’emy ronku IToBunHa 6yTH BignoBiaHicTh 3 YY/T 0296 Biamosigae

3a0pyAHCHHS Koedimient konTaminaiii mae 0ytu He Oinbire, Hix 90 Hemae BuToKy

MEXaHITHUMH TTOBITPS

BKpaIUICHHSIMHU

MIiHICTE 3’ €qHAHHS [Tin niero ockoBoi cTaTuHOI cTUCKYROUOT crk 20H y Miclisix ocHOBH Ta Biamosigae
3’enHanHs TpyOKku npoTsirom 10 cekyHa npuctpiit He po3’eanyetsest. [lin
JIIEX0 OCHOBOI CTATHYHOI CTUCKYIOUOT cvir 15H y Micnisax 3’ e JHaHHS Mix
TpYOKOIO Ta OCHOBOK MpoTsAroM 10 cekyH mpUCTpili HE PO3’ €AHYETHCS.

[potikanus [Tix wac TecTyBaHHS 3TiIHO CTAHJAPTY BUTIK MOBITPs HE MOBUHEH BUHUKATH. | Binmosinae
21G [ToBuneH OyTu He MeHIIe, Hixk 21.0 Mi/XB. Binnosigae
23G [ToBuHeH OyTH He MeHTIIe, HiX 5.0 MII/XB.
25G [MoBuHeH OyTH HE MeHIIe, HXK 3.2 MII/XB.

JloB)KrHA TOJIKH Homxwuna: 17~20.5 mm Bianosinae

Bictps ronku Mae O6yTu roctpuM, O6e3 HepiBHOCTEH Ta rauKiB Bignosinae

MactunbsHi MaTepianu [1in ornsmoM 30BHINIHS TOBEPXHS TOJIKH HE MA€ MICTUTH CKYITYEHHS Binmosigae
MacCTHJIFHUX MaTepialiB.

Koniune 3’eqHanas Mae Gyt y BianosigHocTi 10 crangapty GB/T1962.1 abo GB/T1962.2. Binmosigae

Y0JIOBIYOTO THUIY

OTBip y ronku Mae GyTH 4uCTHM, 3pi3 BICTPsI TOJIKK MOBUHEH OyTH I1ig KyToM <30’ Binmosinae

TpyOxa karerepy Mae 6yTH TIpo30por0, YUCTOIO, M’ SIKOI0, HE TIOBUHHA CKPYYyBaTHCh. Binmosinae

3axucHUN KOBIAYOK Mae BianoBiaTh BUMOTaM. Bianosinae

BucHoBok: Pe3ynbraTn nepeBipky BKa3zaHi BHILE, BiANOBiIatoTh BUMoraM cranaaptis GB18671-2009 Ta JACTY EN

1SO 13485 mono Karerepis mis in’ekuiil Tuny merenuk ToproBoi Mapku |GAR.
Hexnaparist Ne9-09/2016-1GAR Bix "18" ciuns 2022 poky (peaakiis 9) npo BinnoBiaHICTE BUMOram TexXHIYHOTo

periaMeHTy o0 MeIUYHUX BUPOOiB. Jeknapalris CKiaaeHa Imij] HUTKOBUTY BignosinanpHicTe TOB «lrapy, mo Bignoinae
32 BBEJICHHA MEAUYHOIO BUpoOy B 00ir.
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