dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KWUIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXeHHs: IGAR Registered address:
Byn. MUXANNA 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
23 Cepmias 2019
Bupobuuk: ToBapucTBO 3 00Me:keHOI0 BinnoBigaabHicTio "IIAP"
MiCIIe3HaXO0KeHHS: ByJ. Muxaiina boituyka, 18-A, m. KuiB, Ykpaina, 01103, renedon/daxc: +380445853455
Micue BupobuunTa (Bupobuuui norysxuocti): Anhui Hongyu Wuzhou Medical Manufacturer Co., Ltd.
No.2, Guanyin Road, Economic Devolopment Zone, Taihu County 246400 Anging, Anhui, People’s Republic of China

[Tponykiis: IpucTpiii AJst nepeMBaHHs KPOBi, KpoBo3aMiHHUKIB Ta iHQy3iliHux po3unnis ITK Toprosoi
mapku IGAR, BT-4

[TapTis: 20190415 Kinpkicts: 19 500 mryk

Hara BupoOuunrea: 201904 Tepwmin npunataocrti: 202403

[{um miaTBepHKYETHCS, 10 JUIA MapTil NpOAYKIii, BKa3aHOI BHILE, TPOBOAUTHCS MEPEBipKa mepe BiANPaBKOIO
Ta BuaaeTscs Ceprudikat aHamizy, KUl TIATBEPUKYE AKICTh MPOAYKIIi B mapTii. Mu rapantyeMo, 1o micis
HAIIOl MepeBipKU BKa3aHa BUIIE MPoayKIlis Bianosigae Bumoram ctanaapty JCTY EN ISO 13485:2015 ta e
BIJIMOBIJIHO KBaJTi(hiKOBAHOIO.

CEPTU®IKAT CTEPHJIBHOCTI
23 Cepnus 2019
Bupo6uuk: ToBapucTBO 3 00Me:keHOI0 BianoBigajabHicTio "ITAP"
MiCIIe3HaXOKeHHs: Byl. Muxaiina boituyka, 18-A, m. KuiB, Ykpaina, 01103, renedon/daxc: +380445853455
Micue BupobuunTa (Bupobuuui norysxkuocti): Anhui Hongyu Wuzhou Medical Manufacturer Co., Ltd.
No.2, Guanyin Road, Economic Devolopment Zone, Taihu County 246400 Anging, Anhui, People’s Republic of China

[Tponykuisi: Ipucrpiii ajis nepenBaHHsI KPOBi, KpoBo3aMiHHHKIB Ta iHQY3iiinux po3unnis IIK Toprosoi
mapku IGAR, BT-4

[Mapris: 20190415 Kinbkicts: 19 500 mTyk

Hara BupoOnunra: 201904 Tepmin npunataocti: 202403

LuM migTBepAKYy€eTHCS, 1110 MapTii0 MPOAYKLIi, BKa3aHy BUILE, OyJI0 MPOCTEPUITI30BAHO ra30M €MOKCHIHOTO
€TaHy nepe BiJIPaBKOIo.

Mu rapaHTyeMoO, 110 TiCJIs HAaIIoi MEPEeBIPKU, CUCTEMH, SIKI IPOMIIUIM CTepHITi3aLliiHUI MPOLIEC € CTEPHIIBHUM
Ta 0€3MeYHUM JIJIsl TKAHUH JIFOJUHH.

CEPTU®IKAT AHAJII3Y
23 Cepnus 2019

Bupo6uuk: ToBapucTBO 3 00Me:keHOI0 BinnoBigaabHicTio "IIAP"
Miclie3HaxoKeHH: Byl. Muxaiina boituyka, 18-A, M. Kuis, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micue Bupobuunra (Bupobuuui norysxkuocti): Anhui Hongyu Wuzhou Medical Manufacturer Co., Ltd.
No.2, Guanyin Road, Economic Devolopment Zone, Taihu County 246400 Anging, Anhui, People’s Republic of China
[Tponykuisi: Ipuctpiii ajis mepeMBaHHs KPOBi, KpoBo3aMiHHHKIB Ta iHQY3iiinux po3unnis [IK Toprosoi
mapku IGAR, BT-4

[Mapris: 20190415 Kinbkicts: 19 500 mTyk
Jara BupoOnunTBa: 201904 Tepmin npunataocti: 202403
AcHeKT nepeBipku TexniuHi BUMOrn PesyabTar
nepeBipku
CTepuIbHICTh CrepusnbHe CrepwibHe | Bigmosinae
[TiporeHHIiCTh AmniporeHHe AmniporenHe | Binnosimae
3anuIIKOBI peYOBUHM | 3araibHa KUIbKICTh IEPMaHTaHaATY KaJlilo B 0.7 mn Binnosinae
po3uuni [c(KMnO4)=0.002 momb/i| HE MOBHHHA
nepesuitysatu 2.0 M.
PiBensr PH Heo06xigH0 He 61111 HixK [ M1 OyAb-SIKOTO 0.4 mn Biamnosinae




CTaHJIaPTHOT'O TUTPOBAHOTO PO3IUHHY JIJISI
1HJMKATOPY IS 3MIHHM KOJILOPY Ha CIpHIA.

Y@ abcopOris Excrparytounii pozund S1 He moBUHEH 0.032 Binmosinae
€KCTParyrouoro abcopOyBaru Oinbire Hix 0.1
pO34HHY
3aMuIIKy OKCUY 3aUIIKU OKCUly €TUIIEHY JUISl KOSKHOTO Bignosinae | Binmoinae
CTUJICHY npuctporo 1K mae 6ytu He Oinbiie Hik 0.5 Mr BUMOTaM
I'epmeTnuHicTh 3anypeHuil y BOJy MPUCTPiH 3 3a0JI0KOBAaHUM Bignosinae | Binmoinae
OJIHUM KiHIIeM, TIpH Temmneparypi Bix 20 g0 30°C | Bumoram
Ma€ BUTPUMYBATH 3aCTOCYBaHHS BHYTPIIIHBOTO
nositpsiHoro THCKY S0KIla Bume atMochepHoro
npotsrom 15 cekynpg
Minnicts 3uerieHHst | MIIHICTD 34€IUIEHHS] Ma€ BUTPUMYBATH Bignosinae | Binmoinae
3aCTOCYBaHHs HaBaHTa)XeHHA >15 H npoTsarom BUMOI'aM
15 cexyHn
Tonka s emHoOCTI lNonka a1t eMHOCTI TOBUHHA MPOKOJTIOBATH 1 Bignosimae | Bingmosinae
NPOHHUKATH B 3aKPUTI KOHTEHHEPH 3 PIAMHOIO BUMOTaM
0e3 TornepeTHbOro MPOKOMIOBaHHs. [Ipu 1bomy
HE Ma€ BUHUKATH MAITI0Y0TO0 eheKTy
TpyOxa npuctporo TpyOka Mae OyTH Ipo30poro Bignosinae | Bixmoimae
BUMOTaM
3aranpHa goBxkuHa >1600 MM 1750-1760 | Binmosinae
Homxuna Tpyoku > 1250 mm 1410-1420 | Bigmosimae
30BHIMHIN giaMeTp > 3.5 MM 3.85 Bingnosinae
Tosmwmna cTigky > 0.4 MM 0.50 Biamosinae
DinbTp PiBenb inbrpanii mae 6yt He Meniie Hixk 80% | 92% Binnosinae
Perynstop notoky [ToBuHeH perymtoBatu MoTiK Xoay pinuuu Big 0 | Binnmosigae | Biamosinae
JI0 MAKCUMYMY. BUMOTaM
Perynsrop notoky mae 6yTu 37aTHUM Biamosimae | Binmosimae
0e3mnepepBHO MPAIOBATH MPOTIATOM BUMOTaM
nepenuBaHHs 0€3 MOIIKOIKEHHS TPYOKH.
He noBuHHO OyTH 5K0/1HOT IIKIJIMBOI peaKiii
M1 PEryJlsiTOpoM MOTOKY Ta TPyOKOIO Mpu
30epiraHHi iX y KOHTaKTi.
I’ exmiiina rojaka Po3mip in’ekmiitHoi romku: 1.2 mm x 38 mMm (18G | Binnosigae | Biamosinae
x11/27) BUMOTaM

BucHoBOK:

Hageneni Buie pesynbpTatu BianosigaroTs Bumoram cranaaptis JCTY EN I1SO 1135-4:2015 ta ICTY EN

ISO 13485:2015 Ta BignmoBiaHO KBami(hiKOBaHi.
Hexnapariis No22-04/2017-IGAR Bix 21 uepsust 2019 poky (penakiist 6) mpo BiJMOBiJHICTh BAMOTaM

TexHIYHOro periaMeHTy o0 MEANYHUX BUpOOiB. Jlekmapallis ckiiajeHa i IUIKOBUTY BiANOBIAAIbHICTD

TOB «Irapy, 1110 BiANOBiAa€ 32 BBEIEHHS MEIUYHOTO BUPOOY B 0OIr.

Buxos B.I'.




