dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KWIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXeHHs: IGAR Registered address:
Byn. MUXANNA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KWUIB, 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
21 motoro 2022

Bupo6nuk: ToBapHCTBO 3 00Me:keHOI0 BinnoBinaabHicTio "IIAP"
MiCIIe3HaXO0KEeHHS: Byll. Muxaiina boitayka, 18-A, m. KuiB, Ykpaina, 01103, tenedon/dakc: +380445853455
Micue BupobuunTa (Bupobuuui 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
[Iponykmis: IlpucTpiii A BIUBaHHA KPOB0O3aMiHHUKIB Ta iH(Y3ilinux po3uunis IIP Toprosoi
mapku IGAR, IV-6-3
Mapris: 20220110 Kimpkicts: 308 000 mTyk
[ara BupoOuuirea: 2022.01 Tepmin npumatHocTi: 2026.12
HuMm miaTBepaKy€eThes, MO Ul MapTii MPOIyKIIil, BKa3aHOI BHIIE, MPOBOAUTHCS MEPEBipKa Mepel BiAIpaBKOO Ta
Bugaetbes CeprudikaT aHamizy, SKUA TIATBEPIKYE AKICTh MPOIYKIIiI B mMapTii.
Mu rapaHTy€eMO, 10 MicHs HAIIol MepeBipKH BKa3aHa BUINE MPOAYKIis Biagnosinae Bumoram craaaapty ACTY EN ISO
13485 Ta € BignoBiHO KBaTi(hiKOBAHOIO.

CEPTUDPIKAT CTEPUJIBHOCTI
21 mrororo 2022

Bupobuuk: ToBapucTBo 3 00Me:keHo0 BignoBinaasnicTio "IIAP"

MICIIe3HaXOKeHHS: Byll. Muxaiina boituyka, 18-A, m. KuiB, Ykpaina, 01103, Tenedon/dakc: +380445853455

Micue Bupobuunra (Bupobuuui 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

Iponykmis: Ilpuctpiii Ayt BAMBaHHA KPoBo3aMiHHUKIB Ta indy3ilinunx po3unHis 1P Toprosoi
mapku IGAR, IV-6-3
[MaprTis: 20220110 Kimpkicts: 308 000 mryx
[Jara BupoOuunTa: 2022.01 Tepmin npunatHocTi: 2026.12
Lum migTBepaXyeThes, 0 NapTio MPOAYKLii, BKa3aHy BUILIE, OyJI0 MPOCTEPHUITI30BAHO OKCHIOM ETHIICHY IEpe]
BiJIIIPaBKOIO.
Mu rapaHTyeMo, 110 Micis Hammoi MepeBipKH, CUCTEMH, SIKi IPOMIIUIM CTEpUIi3aliiHUN POLIEC € CTEPUIIBHIM Ta
0e3MeyHnM /7151 TKAHUH JIFOIUHH.
CEPTU®IKAT AHAJII3Y

21 mrororo 2022

Bupobuuk: ToBapucTBo 3 00Me:xkeHo0 BignoBigaasnictio "IIAP"

Micle3HaxOoKeHH: ByJ. Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/dakc: +380445853455

Micue Bupobuura (Bupobuuui nmoryxuocti): Anhui Hongyu Wuzhou Medical Manufacturer Co., Ltd.

No.2, Guanyin Road, Economic Devolopment Zone, Taihu County 246400 Anqing, Anhui, People’s Republic of China
IIponykuis: IlpucTpiii A BIUBaHHA KPOB0O3aMiHHUKIB Ta iH(Yy3ilinux po3uunis [1P Toprosoi

mapku IGAR, IV-6-3

[apris: 20220110 Kinekicts: 308 000 mTyk
Jara BupoO6uunrsa: 2022.01 Tepmin npunataocrti: 2026.12
Acnekt nepesipkun | Texniuni BuMorn PesyabTar
nepeBipku

CTepmIbHICTh CrepuibHe CrepuibHe Biamoginae
[TiporenHictp Amniporense Amniporende | Bignosigae
3anumkoBi 3arajibHa KUJIBKICTh IEPMaHTaHaTy KaJlilo B pO3UMHI 1.28 mn Binnosinae
PEYOBHHU [c(KMnO4)=0.002 mounb/n| He moBuHHA NiepeBuIyBaTH 2.0

MJL
PiBens PH Heo0xingHo He Oinbm HixK 1M1 OyAb-IKOTO CTAaHIAPTHOTO 0.38 mn Biamosinae

TUTPOBAHOTO PO3UYMHY JJIsl iIHIMKATOPY VISl 3MiHU KOJIBOPY




Ha CipHil.

Y@ abcopbuist Exctparyrounii po3unn S1 He nmoBuneH abcopOysaru Oinpme | 0.062 Binnosinae
€KCTParyr4oro Hix 0.1
PO3YHHY
3aNuIIKU OKCHITY 3anuIKky OKCUAY eTUIIeHY AJisl KoxHoro npuctpoto [IP mae | 0.39 Binnosinae
ETHJICHY OyTu He Ginpiie HiX 0.5 Mr
3a0pynHeHHs KinbkicTh YacTHHOK HE MOBHHHA MEPEBUIIYBAaTH MOKa3Huka | 31~ 37 Binnosinae
YaCTUHKAMH 3a0pynHenHs (< 90)
I'epmeTnuHicTh 3aHypeHuii y BOJy IPUCTPii 3 3a0JI0KOBaHUM OJHUM KiHlleM, | Binnosinae | Biamosimae
npu Temnepatypi Bix 20 10 30°C Mae BUTpUMyBaTH BUMOIaM
3aCTOCYBaHHS BHYTPIIIHBOTO MOBITpsiHOTO THCKY SOkI1a
BHUIIIE aTMOC(EPHOTo MPOTATOM 15 cekyHA
MinHicTh 34erieHHs. | MIIHICTb 34YETUICHHS Ma€ BUTPUMYBATH 3aCTOCYBaHHS Bignosinae Biamnosinae
HaBaHTakeHHs >15 H mpotsirom 15 cekyHn BUMOTaM
Tonka st eMHOCTI lonka 1st EMHOCTI TOBUHHA MTPOKOJIFOBATH 1 TPOHUKATH B Bignosinae Biamnosinae
3aKpUTiI KOHTEHHEPH 3 PiANHOIO0 Oe3 MonepeTHHOro BUMOTaM
npoKosoBaHHA. [Ipy koMY HE Mae BHHUKATH MUJIIOYOTO
edexTy
TpyOka npuctporo TpyOka mae Oyt Ipo30pOI0 Bignosigae | Biamoimae
BUMOTaM
3aranpHa ngoBxuHa >1500 MM 1490-1510 Biamnosinae
30BHIIIHIH xiameTp > 3.5 MM 3.75-3.80 Biamnosinae
TosumHa ctinku > 0.4 MM 0.46 Binnosinae
DinpTp PiBens QinpTpanii mae Oytu He MeHLIe Hix 80% 93% Binnosinae
Perynstop notoky [loBuHeH peryiroBaTu NOTIK X0xy pinuHu Bif 0 10 Bignosigae | Biamoimae
MaKCUMYMY. BUMOTaM
Perynstop motoxy Mae OyTH 30aTHUM Oe3nepepBHO Bignosigae | Biamosimae
MPAaIOBATH MPOTATOM TePETUBAHHS 0€3 OIIKOKEHHSI BUMOT'aM
TPYOKH.
He noBuHHO OyTH >KOAHOT IIKITTUBOT peakilii Mix
PETYISTOPOM MOTOKY Ta TpyOKOIO IpH 30epiranHi ix y
KOHTAKTi.
I8’ exilina rojaka Po3mip i1’ exnitinoi romku: 0.8 Mmm x 38 mm (21Gx1 1/27) Bignosinae Biamnosinae
BUMOT'aM

BucHOBOK:

Hageneni Buiiie pe3ynbraty BiAmnosigaoTs Bumoram crangapty ta JJCTY EN ISO 13485 Ta BianoBigHo kBaihikoBaHi.

Hexmaparist Ne23-04/2017-1GAR Bix 18 ciuns 2022 poky (penaxitist 9) mpo BiAMOBIAHICTh BUMOTaM TeXHIYHOTO
perjiaMeHTy o0 MeIUYHUX BUpOoOiB. Jlekmapallis ckiiajaeHa I IiIKOBUTY BianoBigansHicTh TOB «Irapy, 1o
BIJITIOBi/Ia€ 32 BBEJICHHS MEINYHOTO BUpOOy B 00ir. Cructema ynpasisiHHS sikicTio komnanii «I[CAP» Bignosigae
Bumoram ctangapty JCTY EN I1SO 13485.
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