dakTuMyHa appeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KY1V,
M. KMiB, YKPATIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXXeHHS: IGAR Registered address:
Byn. MUXANIIA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KNiB, YKPATIHA, 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

CEPTUDIKAT SAKOCTI
23 JIucromanma 2022

Bupo6nuk: TosapucTno 3 00MexeHo0 BignoBinanabHicTio "ICAP"
MiCIle3HaX0DKeHHsI: Bya. Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/dakc: +380445853455
Micue BupoOuuirBa (Bupoduuui noryxsocti): Anhui Hongyu Wuzhou Medical Manufacturer Co., Ltd.
No.2, Guanyin Road, Economic Devolopment Zone, Taihu County 246400 Anging, Anhui, People’s Republic of China
[ponykuia: Ilpucrtpiii 178 BIAMBaHHS KPOBO3aMiHHUKIB Ta iH(y3iiiHux po3uunis I1P Toprosoi
mapku IGAR, IV-6-3
Maprist: 20221025 Kinpkicts: 616 000 mTyk
Hara BupoOuumtea: 2022.10 Tepmin npugatrocti: 2027.09
LM miaTBepIKY€ETHCS, IO IS MAPTii NPOYKIIii, BKa3aHOT BHUILE, IPOBOANUTHCS MEPEBipKa Mepel BiIPAaBKOO Ta
Bugaethes Ceprudikar aHamizy, SKUiA MiATBEPHKYE SKICTh MPOAYKIIii B TIAPTIi.
Mu rapanTyemo, 110 Ticis HaIloi IepeBipKy BKa3aHa BHIIE MPOayKLis Binnoigae Bumoram ctanaapty JACTY EN ISO
13485 Ta € BigNnoBiIHO KBaTi()iKOBAHOIO.

CEPTU®DIKAT CTEPNJIBHOCTI
23 JIucromana 2022

Bupobnuk: ToBapucTBo 3 00Me:xkeHO0I0 BignoBigaiabHicTio "ICAP"

MICIIe3HaXOKCHHS: ByJ. Muxaiina boiuyka, 18-A, M. Kuis, Ykpaina, 01103, renedon/dakc: +380445853455

Micrie BupoOuuirrsa (Bupoduuyi motyxuocti): Anhui Hongyu Wuzhou Medical Manufacturer Co., Ltd.

No.2, Guanyin Road, Economic Devolopment Zone, Taihu County 246400 Anging, Anhui, People’s Republic of China

[ponykuis: IlpucTpiii A BIMBaHHA KPOBO3aMiHHMKIB Ta iH(y3iiinnx po3uunis I1P Toprosoi

mapku IGAR, 1V-6-3

[aprist: 20221025 Kinmpkicts: 616 000 mTyk

Jara BupoOnuntea: 2022.10 Tepmin npugatrocti: 2027.09

LM miATBepIKYETHCS, IO MAPTIFO MPOYKIIii, BKa3aHy BUILE, OyJIO MPOCTEPIITI30BAHO OKCHIOM ETHIICHY Iepet
BiJIIIPaBKOIO.

M rapaHTy€emo, IO Ticisl HAaIloi IepeBipKH, CUCTEMH, K1 MIPOMIILTN CTEPUITI3AIlIHHUI POIIEC € CTEPUIILHUM Ta
0e3MevHuM JJ1s1 TKAaHWUH JIFOJTUHH.

CEPTUDIKAT AHAJII3Y

23 Jlucronana 2022
Bupo6uux: ToBapucTBo 3 00mexkeHo10 BignoBinanabHicTio "ICAP"
MiCIIe3HaX0/UKeHHs: Byl Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/dakc: +380445853455
Micrie BupoOuuirea (Bupoduuui moryxuocti): Anhui Hongyu Wuzhou Medical Manufacturer Co., Ltd.
No.2, Guanyin Road, Economic Devolopment Zone, Taihu County 246400 Anging, Anhui, People’s Republic of China
[ponykuis: [puctpiii 178 BIAMBaHHS KPOBO3aMiHHUKIB Ta iHQy3iiiHux po3unnis I1P Toprosoi
mapku IGAR, 1V-6-3

[apris: 20221025 Kinpkicts: 616 000 mTyk
Hara Bupobnunrea: 2022.10 Tepwmin npugarHocTi: 2027.09
AcnekT nepeBipku | Texniuni BuMoru Pe3yabTar
nepeBipku

CrepuiIbHICTh CrepuibHe CrepuiibHe Bignosigae
[TiporeHHiCTh Amiporense Amiporenne | Bimmosinae
3anumKoBi 3araipHa KUTBKICTh TIEPMAHTaHATY Kail0 B PO34MHI 1.28 mn Bignosinae
pEUOBHHU [c(KMNnO4)=0.002 monb/n] He oBHHHA niepeBuiyBatu 2.0

MUL
PiBens PH Heo0xigHo He OibIi HiX 1M OYb-KOr'0 CTaHIapTHOIO 0.38 mit Bignosigae

TUTPOBAHOTO PO3YMHY JUIS IHIUKATOPY JUIsL 3MIHH KOIIbOPY



mailto:info@igar.ua
mailto:info@igar.ua

Ha cipuil.

Y@ abcopbuist Exctparytounit po3unn S1 He nmoBuneH abcopOysatu Oinbine | 0.062 Bignosinae
EKCTparyo4oro Hix 0.1
PO3UKHY
3aNuIIKy OKCUAY 3aluIIKy OKCUAY €THIIEHY 7S KosKHOoro npuctporo I1P mae 0.39 Bignosinae
ETHIICHY OyTu He Oinbiie Hix 0.5 Mr
3a0pyTHeHHS KinpkicTs yacTHHOK HEe MOBWHHA MIEPEBUIIYBATH TOKA3HHUKA 31~ 37 Bignosinae
YaCTHHKAMHU 3abpyaaenns (< 90)
I'epmeTruHicTh 3aHypeHuil y Bomy IPUCTPii 3 3a0JJ0KOBAHUM OIHUM KiHIeM, | Binmosigae Bignosinae
pu Temmneparypi Big 20 1o 30°C mae BUTPUMYBAaTU BUMOTaM
3aCTOCYBaHHS BHYTPIIIHBOTO MOBITPsiHOTO THCKY S0KI1a
BHIIe aTMOC(EepHOTO MPOTITroM 15 cexyHn
MirHicTb 3uerieHHsT | MIIHICTh 34SIUICHHS] Ma€ BATPUMYBATH 3aCTOCYBaHHS Bignosigae Bignosigae
HaBaHTaxeHHs >15 H npotsrom 15 cexyna BUMOTaM
Tonka 1t eMHOCTI lonka 11 eMHOCTI IOBUHHA MTPOKOJIFOBATH 1 POHUKATH B Bignosigae Bignosigae
3aKpHUTI KOHTEHHEPH 3 PiANHOI0 O€3 MOoIepeHBOr0 BAMOTaM
npokoroBaHHs. [Ipu nboMy He Mae BUHMKATH MTWIIOYOTO
edexty
TpyOka npuctporo TpyOka mae OyTH PoO30poI0 Bignosizae | Biamosigae
BUMOTaM
3aranpHa gosxuaa >1500 MM 1490-1510 Bignosigae
30BHIIIHIM giamMeTp > 3.5 MM 3.75-3.80 Bignosigae
ToBmuHa ctinku > 0.4 MM 0.46 Bignosinae
@inbTp PiBens inmpTparttii mae Oyt e menme Hixk 80% 93% Binmosinae
Perynsrop notoky [oBuHeH perynmoBaTH NOTIK XoMy piguaHu Big 0 1o Bignosinae Bignosinae
MaKCHMYyMYy. BUMOTaM
Perynsatop notoky Mae OyTH 30aTHUM Oe3MIepepBHO Bignosinae Bignosinae
MPaIOBATH MPOTATOM TIepeTBaHHs 0e3 MOIIKOKEHHS BUMOTaM
TpyOKH.
He noBruHHO OyTH %O0JHOI MIKiTUBOI peaKIlii Mix
PETYIATOPOM TOTOKY Ta TPYOKOIO TpH 30epiranHi ix y
KOHTAKTI.
IH’ex1ilina roika Posmip in’ekiiioi ronku: 0.8 mm x 38 mm (21Gx1 1/2”) Bignosigae Bignosigae
Tun 3’equanns - Jlyep - Crin BHMOI'aM

BucHoBoOK:

Hageneni Butie pe3ynbrati BinnosinatoTs BuMmoram ctangapty ta JCTY EN ISO 13485 ta BianosigHo kBamidikoBaHi.

Hexmapartist Ne23-04/2017-1GAR Bix 18 ciunst 2022 poky (penakiisi 9) mpo BiAMOBiAHICTE BUMOraM TeXHIYHOTO
perIamMenTy mo/10 MeANYHNX BUpoOiB. Jlekmaparis ckiaieHa mix inkoBuTy BianosigaasHicTs TOB «lrapy, mo
BiJITIOBIIa€ 32 BBEJICHHS MEIUYHOTO BUPOOyY B 00ir. Cuctema yrpaBisHHS sKicTio koMmaHii «II"AP» Biamosimae
Bumoram cragaapty ACTY EN 1SO 13485.
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