OEKNAPALIA NPO BIANOBIAHICTb
Ne23-04/2017-IGAR Big "21" uepsHs 2019 poky
(pempakKuin 6)

ToBapucrso 3 obmerkeHolo BignosiganbHictio "IFAP", Kog EAPMOY 19243202,
B 0c0bi AupeKTopa BMKkoBa Bnaancnasa eopriioBuya, NiATBEPANKYE, LLO MeAUYHUI BUPIO

MpucTpoi Ana BAMBAHHA KPOBO3aMiHHUKIB Ta iHPY3iMHMX po3uunHiB MNP Toprosoi mapku IGAR
Knac 6e3neku: lla
Bupo6bHuMK ToBapucTBo 3 06mexeHolo BignoeiganbHicrio "IFTAP"
MicLe3HaxoaKeHHs: Bya. Muxaitna boliuyka, 18-A, m. Kuis, YKpaiHa, 01103,
TenedoH/dpakc: +380445853455
Micue BMpobHuuTBa Anhui Hongyu Wuzhou Medical Manufacturer Co.,Ltd.,
(BupobHuui notyxHocTi) No.2, Guanyin Road, Economic Development Zone, Taihu County 246400 Anging,
Anhui, People’s Republic of China
Micue BMpo6HUuTBa Jiangsu Jichun Medical Devices Co., Ltd.,
(BMpob6HUui noTy»kHocTi) Zhenglu Town, Tianning 213111 Jiangsu China

modupikayii meduyHozo supoby HasedeHi 8 [lodamky Nel do daHoi exknapayii npo sionosioHicme

BiANOBIAAE BUMOram TeXHIYHOMO PErNaMeHTY L0 MeAUYHUX BUPOBIB, 3aTBEPAKEHOTO NOCTaHOBOIO KabiHeTy
MiHicTpis YKpainu Big "02" koBTHA 2013 poky Ne753,

a TaKOX:

LCTY EN ISO 14971:2015 (EN I1SO 14971:2012, IDT; ISO 14971:2007, IDT) "Bupobu meanuHi. HactaHosu w00
yNpaB/iHHA pU3nKom";

OCTY EN 1SO 10993-1:2015 (EN ISO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "bionoriyHe OLHIOBAHHA
MeZMYHUX BUPOobiB. YacTuHa 1. OLiHIOBAHHA Ta TECTYBaHHA B paMKax Npouecy ynpasiHHA pu3nkamu'’;

ACTY 1SO 10993-4:2004 "BionoriyHe OLiHIOBaHHA MeAM4YHUX BUPO6iB. YacTuHa 4. ObupaHHA BMNpobyBaHb Ha
B3aemogito 3 kpos'to" (ISO 10993-4:1992, IDT);

OCTY EN ISO 10993-5:2015 (EN ISO 10993-5:2009, IDT; ISO- 10993-5:2009, IDT) "bionoriyHe oOLiHIOBaHHA
meguyHux Bupobis. YacTuHa 5. BUnpoboByBaHHA Ha LMTOTOKCUYHICTD in vitro";

OCTY EN ISO 10993-7:2015 (EN ISO 10993-7:2008, IDT; ISO 10993-7:2008, IDT) "bionoriyHe ouUiHIOBaHHA
MeanyHux Bupobis. YacTuHa 7. 3anuLLKKM Nicnsa ctepuaisauii eTuneHokengom";

ACTY EN ISO 10993-11:2015 (EN I1SO 10993-11:2009, IDT; I1SO 10993-11:2006, IDT) "BionoriyHe OUiHIOBaHHA
meanyHux Bupobie. YactuHa 11. BUnpoboByBaHHA Ha CUCTEMHY TOKCUYHICTB";

ACTY EN ISO 13485:2018 (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT) "MegaunuHi Bupobu. Cuctema ynpasniHHa
AKicTio. Bumoru go peryntosaHHs";

ACTY EN ISO 11135-1:2015 (EN ISO 11135-1:2007, IDT; ISO 11135-1:2007, IDT) "Crepwnisauis supobis
MEAMYHOr0 NPU3HAYEHHA OKCMAOM eTuaeHy. YacTuHa 1. Bumorn Ao pospobneHHs, sanigauii Ta NoTOUYHOro
KOHTPO/IIO MPOLIECY CTepuAizaLLii MeanyHUX Bupobis";

OCTY EN 980:2007 "CumBsonu rpadivHi ons mapkyBaHHa meamuHux eupobis"” (EN 980:2003, IDT);
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OCTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupobu meaunuHi. IHpopmauiia, AKy Hagae BUPOOHUK";

OCTY EN I1SO 11607-1:2015 (EN ISO 11607-1:2009, IDT; ISO 11607-1:2006, IDT) "Bupobu meauuHi
npocrepunizoBaHi. MakosaHHA. YactuHa 1. OCHOBHI BUMOIM [0 MaTepianis, crepunbHUX Oap'epHux i
nakyBanbHUX cuctem";

OCTY EN SO 11607-2:2015 (EN ISO 11607-2:2009, IDT; ISO 11607-2:2006, IDT) "Bupobu meamuHi
npoctepunisoBaHi. MakoBaHHsA. YacTuMHa 2. BanigauiiHi sumorn";

ACTY EN 20594-1:2015 (EN 20594-1:1993, IDT; ISO 594-1:1986, IDT) "3'egHaHHA KOHiYHi 3 6 % (Luer) KoHycom
ON5 WNPULIB, FONOK Ta iHLWOTO MeAUYHOTO YCTaTKOBaHHA. YacTuHa 1. 3aranbHi Bumorn”;

JCTY EN 15986:2015 (EN 15986:2011, IDT) "CmBoau, fKi 3aCTOCOBYIOTb A1 MapKyBaHHA MEAMYHUX BMPOBIB.
3ara/ibHi BUMOTY A0 MapKyBaHHA GTaNaTOMICTKMX MeauyHUX BUpo6is".

Ha nigcrasi:

OuiHKK Ta cxBafieHHA QYHKLiOHYBaHHA KOMMNJIEKCHOT CUCTEMM YyNpaBAiHHA AKicTo 3rigHo 3 [dogatkom 3 Ao
TexHIYHOro perlaMeHTy WOoAO0 MeguyYHUX BUpOo6iB.

Ceptudikat signosigHocti Ha npoaykuito NeUA.TR.101-399.499-2019, suaaHuii opraHom ceptudikadii
[JepxaBHUM yKpaiHCbKUM 06’eaHaHHAM "Monitexmen” (UA.TR.101), pificHui go "06" nnnHa 2021 poky.

Jeknapauia cknageHa nig WinkosuTy BignosiganeHicte TOB "ITAP", wo Bignosigae 3a BBegeHHA MeaNYHOro
BUMPOOY B 06Ir AN1A 3aCTOCYBAHHA B MEAUYHIN NMPAKTULL.
TexHiuHa AOKYyMeHTaLia aaa uwinen nigTeepasKeHHs BignoBigHOCTI 36epiraeTbea 3a agpecoro:
Byn. MeTanicris, 20, m. Kuis, YKkpaiHa, 03057

B.I. bukos
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dopartok Nel
A0 Aeknapauii npo BignoBigHicTb

OOOATOK
po OEKNAPALITMPO BIANOBIAHICTb Ne23-04/2017-IGAR 8ia "21" uepBHa 2019 poky (peaakuisa 6)
MpucTpoi gna BANBaHHA KPOBO3aMIHHUKIB Ta iHOY3iliHUX po3uunHis NP Toprosoi mapku IGAR
BupobHuk ToBapucTeo 3 o6merxkeHoto BignosiganbHictio "IFTAP"
MicuesHaxoKeHHs: Bya. Muxalina boituyka, 18-A, m. Kuis, YkpaiHa, 01103,
TenedoH/dpakc: +380445853455
Micue BupobHuuTBa Anhui Hongyu Wuzhou Medical Manufacturer Co.,Ltd.,
(BupobHuui notyxkHocti) No.2, Guanyin Road, Economic Development Zone, Taihu County 246400 Anging,
Anhui, People’s Republic of China
Micue BupobHuMuTBa Jiangsu Jichun Medical Devices Co., Ltd.,
(BupobHuui notyxkHocti) Zhenglu Town, Tianning 213111 Jiangsu China

Ne Hasea mopgudikauii meauuHoro supoby Hasea mopgudoikauii meanuHoro supoby
3/n AQHIIIACbKOK MOBOIO YKpPaiHCbKOIO MOBOHO
1. | Blood substitutes and solutions infusion set IV trade MpucTpiit anA BMBAHHA KPOBO3aMiHHUMKIB Ta iHY3iHMUX
mark IGAR, 1V-6-2 po3unHis MNP Toprosoi mapkun IGAR, 1V-6-2
2. | Blood substitutes and solutions infusion set IV trade MpUCTpiN ANA BAMBAHHA KPOBO3aMiHHUKIB Ta iHDY3iAHMX
mark IGAR, 1V-6-3 po3uunHis MNP Toprosoi mapku IGAR, IV-6-3
3. | Blood substitutes and solutions infusion set IV trade MpucTpiit Ana BAMBAHHA KPOBO3aMiHHUMKIB Ta IHDY3iIAHMX
mark IGAR, IV-6-5 po3umnHis [P Toprosoi mapku IGAR, 1V-6-5
4. | Blood substitutes and solutions infusion set IV trade MpucTpiit ANA BIMBAHHA KPOBO3aMiIHHUKIB Ta iHOY3IAHUX
po3uuHis NP T0 0i mapku IGAR, 1V-8-1

B.l. bukos
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