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CEPTUDIKAT AKOCTI

Jlunens 2024
Bupo6nuk: TosapucTno 3 00MexeHo0 BignoBinanabHicTio "ICAP"
MiCIle3HaX0DKeHHsI: Bya. Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/dakc: +380445853455
Micue BupooHuLTBa (BupoOHudi motyx)HOoCTi): AHBX0# XoHbI0 By:koy Menikaa Manydaxuypep Ko., JIta.
(Anhui Hongyu Wuzhou Medical Manufacturer Co., Ltd.)
Ne2, I'yanbin Poyn, Exonomik [leBenonment 3oyH, Taiixy Kaynti 246400 Anbuin, Anbxoii, Kuraiiceka Haponna
Pecmy6nika (No.2, Guanyin Road, Economic Devolopment Zone, Taihu County 246400 Anging, Anhui, People’s
Republic of China)
[ponykuis: IlpucTpiii 1jis1 BAMBaHHA KPOBO3aMiHHUKIB Ta iHdy3iiinux po3uunis I1P Toprosoi
mapku IGAR, 1V-6-3
[aprist: 20240705 Kinpkicts: 296 000 mTyk
Hara BupoOnuntea: 2024.07 Tepmin npuaarHocrti: 2029.06
LuM miaTBepKy€eThes, Mo I MapTil MpOoIyKIlii, BKa3aHOI BHIIE, TPOBOIUTHCS ITEPEBipKa Tepe BiIIPaBKOIO Ta
BuaaeTbest CepTudikar aHamizy, SKHA MiATBEPIKYE SKICTh TPOIYKIIT B MapTii.
Mu rapaHnTyemo, IO Ticis HaIloi IepeBipKy BKa3aHa BHIIE MPOoayKLis Binnoigae Bumoram ctanaapty JACTY EN ISO
13485 Tta € BignoBigHO KBaTi(hiKOBAHOIO.

CEPTUDIKAT CTEPUJIBHOCTI
Jluniens 2024

Bupobuuk: ToBapucTBo 3 00Me:xkeHor BixnoBizanpuicTio "IIAP"
MiCIIe3HaXODKeHHS: Byn. Muxaiina boiuyka, 18-A, M. Kuis, Ykpaina, 01103, renedon/dakc: +380445853455
Micre BupoOHUITBa (BupoOHu4i motyxHOCTI): AHBX0ii X0oHbI0 By:koy Menikan Manydakuypep Ko., JIta.
(Anhui Hongyu Wuzhou Medical Manufacturer Co., Ltd.)
Ne2, I'yanpin Poyn, Exonomik [leBenonment 3oyH, Taiixy Kaynti 246400 Anbuin, Anbxoii, Kuraiicbka Hapoana
Pecmy6utika (No.2, Guanyin Road, Economic Devolopment Zone, Taihu County 246400 Anging, Anhui, People’s
Republic of China)
ponykuis: IlpucTpiii 1Jisi BAMBaHHS KPOBO3aMiHHMKIB Ta iH(y3ilinux po3uunis [TP Toprosoi
mapku IGAR, IV-6-3
Maprist: 20240705 Kinpkicts: 296 000 mTyk
Hara BupoOnuntea: 2024.07 Tepmin npuaarHocri: 2029.06
Lum miaTBepaKy€eThCs, IO MAPTiI0 MPOMYKIIii, BKa3aHy BUIIE, OYJIO MPOCTEPUITI30BAHO OKCHIOM ETHIICHY Tepe]t
BiJIIIPaBKOIO.
M rapaHTy€eMo, 110 Ticisl HaIloi HepeBipKH, CUCTEMH, SKi IPOMIIUTN CTEpUITi3alliiHUI MPOLIEC € CTEPUIBHIM Ta
0e3nevHuM 1151 TKAaHUH JFOIUHH.

CEPTU®IKAT AHAJII3Y

Jlunens 2024
Bupobnuk: ToBapucTBo 3 00Me:keHoI0 BinnoBinanabuictio "IFAP"
MICIIe3HaXOKeHHS: ByJl. Muxaiina boiuyka, 18-A, m. Kuie, Ykpaina, 01103, tenedon/dakc: +380445853455
Micre BupoOHuITBa (BupoOHudi moryxHocTi): AHBX0ii XoHbI0 By:koy Menikan Manydakuypep Ko., JIta.
(Anhui Hongyu Wuzhou Medical Manufacturer Co., Ltd.)
Ne2, I'yanbin Poyn, Exonomik JleBenonment 3oyH, Taiixy Kaynti 246400 Anbin, Aubxoii, Kuralickka Hapoana
Pecmryomika (No.2, Guanyin Road, Economic Devolopment Zone, Taihu County 246400 Anging, Anhui, People’s
Republic of China)
[ponykuisa: IlpucTpiii 1js BAMBaHHA KPOBO3aMiHHUKIB Ta iHdy3ilinux po3uunis IIP Toprosoi
mapku IGAR, 1V-6-3

[aprist: 20240705 Kinpkicts: 296 000 mTyk
Jara BupoOuuitea: 2024.07 Tepmin npuaarHocrti: 2029.06
AcniekT nepeBipkn | Texniuni BUuMorn PesynbTar
nepeBipku
CTepuibHICTh CrepuiibHe CrepuiibHe Binnosimae
[liporenHicTh Amniporenne Amiporenne | Biamosigae
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3aauIKoBi 3araipHa KUTBKICTh IEpMaHraHaTy Kalilo B PO3UMHI 1.2 mn Bingnosinae
pEYOBHUHHI [¢(KMnO4)=0.002 moms/11] He IOBHHHA IepeBuIyBati 2.0
MIL
Pisens PH Heo6xinno He Ginbir HiX 1M OyIb-KOTO CTaHAAPTHOTO 0.38 mn Bingnosinae
TUTPOBAHOTO PO3UMHY IS IHAUKATOPY AL 3MiHU KOJIBOPY
Ha CIpHii.
Y@ abcopbuist Exctparytounii po3unt S1 He nmoBuHeH abcopOyBatu Oinbme | 0.021 Bingnosinae
EKCTParyo4oro Hixk 0.1
PO3UnHY
3aNuIIKy OKCUAY 3aluIIKy OKCUAY €THIIEHY A7 KosKHOoro npuctporo I1P mae 0.27 Bingnosinae
ETHIICHY OyTu He Oinbiie Hix 0.5 Mr
3a0pyaHeHHS KinpkicTh yacTHHOK HEe MOBWHHA MEPEBUIIYBATH TOKA3HHUKA Bignosinae Bingnosinae
YaCTUHKaMHU 3a0pynHenns (< 90) BAMOTaM
I'epmeTnunicTh 3aHypeHuil y BOAy IpUCTpiii 3 3a0JI0KOBaHIM OJHHM KiHIeM, | Bigmnosinae Binnosigae
pu Temneparypi Big 20 1o 30°C mae BUTPUMYBAaTU BUMOTaM
3aCTOCYBaHHS BHYTPIIIHBOTO MOBITPsiHOTO THCKY S0KIIa
BHIIe aTMOC(EepHOTO MPOTITroM 15 cexyHn
MinHicTb 3yerieHHs | MinHiCTh 3UeTJIeHHS] Ma€ BUTPUMYBATH 3aCTOCYBaHHS Bignosinae Bingnosinae
HaBaHTaxeHHs >15 H mpotsrom 15 cexyna BUMOTaM
Tosnka 11t eMHOCTI I"oska 11 eMHOCTI TIOBUHHA MTPOKOJIFOBATH 1 POHUKATH B Bignosigae Binnosigae
3aKpUTI KOHTECHHEPH 3 PIAMHOIO 0€3 MONepeIHLOr0 BUMOTaM
MPOKOJIOBaHH. [Ipy IbOMy HEe Ma€ BUHUKATH MUITIOYOTO
edexty
TpyOka npuctporo TpyOka mae OyTH PO30poI0 Bignosinae Bignoginae
BUMOTaM
3aranpHa gosxuHa >1500 MM 1500-1510 mMm| Binmosinae
3oBHIWHINA giameTp > 3.5 MM 3.65 Binnosinae
Tosmmna cTinky > 0.4 MM 0.45 Binnosinae
OinbTp PiBens QinpTpanii mae Oytu He Menmie Hix 80% 93% Bingnoginae
Perymnsrop motoky [ToBuHEH peryiroBaTH MOTIK X0y pinuHu Bix 0 10 Binmoginae Binmoginae
MaKCUMYMYy. BUMOTaM
Perymnsrop nmotoky Mae OyTH 31aTHIUM Oe3nepepBHO Binmoginae Binmoginae
MPAIIOBATH MPOTATOM NEpEINBaHHS 0€3 MOIIKOKESHHS BUMOTaM
TpyOKH.
He noBuHHO OyTH O0{HOT IIKIIJTUBOI PeaKIlii MixK
PETYIATOPOM TIOTOKY Ta TPYOKOIO IpH 30epiranHi ix y
KOHTAKTI.
Ie’exmiliga roika Posmip in’exniitHoi ronku: 0.8 mm x 38 mm (21Gx1 1/2”) Bigmnosigae Binnosimae
Tun 3’egnanns - Jlyep - Cnin BHMOT'aM

BucnHoBok:

Hagezeni Buiie pe3ynbraty BianopinawoTs BumMoram ctanaapty ta JICTY EN ISO 13485 ta BinnosinHo kBastidikoBaHi.
Hexnapartist Ne23-04/2017-IGAR Bix "18" kBitHst 2024 poky (pexakitisi 10) mpo BiamoBiaHicTs BUMOram TexHIYHOTO
perjiaMeHTy 11010 MeAMYHUX BUPoOiB. Jlekapailis CkiaieHa mija iIKoBUTY BianosigansHicTh TOB «Irapy, 1o
BIZIMOBIJIA€ 32 BBEJICHHSI MEIMYHOTO BUpoOY B 00ir. Cuctema ynpasisiHH sikicTio komnadii «I["AP» Bianosigae
Bumoram cragaapty ACTY EN 1SO 13485.

Hupexrop TOB «Irap>gi 3

it
[ 21=]

Buxor B.I'.




