A GAR

OEKNAPALIA NPO BIANOBIAHICTb
N223-04/2017-1GAR Big, "18" ciuna 2022 poky
(pepakuis 9)

Tosapucrso 3 obmexkeHolo BignosigansHicrio "ITAP", ko EAPMNOY 19243202,
B 0c06i AmpekTopa BukoBa Bnagucnasa Meopriiosuya, NiATBEPANKYE, WO MEAUYHUI BUPIO

MpucTpoi gna BAMBaHHA KPOBO3aMiHHUKIB Ta iHY3ilHMX po3uuHis MNP Toprosoi mapku IGAR
Knac 6e3neku: lla
BupobHuk ToBapucrtso 3 o6mexeHolo BignosigansHicrio "IFTAP"
Micue3HaxomKeHHa: Byn. Muxaina Bonuyka, 18-A, m. Kuis, Ykpaina, 01103,
TenedoH/dakc: +380445853455
Micue Bupobuuyrea Anhui Hongyu Wuzhou Medical Manufacturer Co.,Ltd.,
(Bpo6Huui notyxkHocti) No.2, Guanyin Road, Economic Development Zone, Taihu County 246400 Anging,
Anhui, People’s Republic of China
Micue BupobHuutea Jiangsu Jichun Medical Devices Co., Ltd.,
(Bupo6Huui notyxHocti)  Zhenglu Town, Tianning 213111 Jiangsu China
Micue Bupobruurea M & G Products Co., Ltd.
(BupobHuui notyxHocti) No. 55 South Gangdong Road Yangzhong City 212200 Jiangsu China

modugpikayii meduyHozo eupoby HaeedeHi e [lodamky Nel do daHoi [eknapayii npo eidnosidHicme

BiANOBIAAE BUMOram TeXHIYHOTO pernameHTy Woao MmeauyHux BupobiB, 3aTBepAKeHOro noctaHoBolo KabiHety
MiHicTpis Ykpainu Big "02" »oBTHA 2013 poky Ne753,

a TaKOX:

ACTY EN ISO 14971:2015 (EN ISO 14971:2012, IDT; I1SO 14971:2007, IDT) "Bupobu meaunuHi. HactaHoBM 10A0
ynpasAiHHA pusnMkom";

ACTY EN ISO 10993-1:2015 (EN ISO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "BionoriyHe OLiHIOBaHHA
MeanyHuX Bupobis. YacTuHa 1. OUiHIOBaHHA Ta TECTyBaHHA B pamMKax NpoLecy yrnpaeaiHHA pusnukamu';

ACTY 1SO 10993-4:2004 "BionoriyHe OujiHIOBaHHA MeanuHux Bupobis. YacTuHa 4. O6upaHHa BunpobysaHb Ha
B3aemogito 3 kpos'to" (ISO 10993-4:1992, IDT);

ACTY EN ISO 10993-5:2015 (EN ISO 10993-5:2009, IDT; ISO 10993-5:2009, IDT) "BionoriyHe oOLjiHIOBaHHA
MeauYHUX BUpo6is. YacTuHa 5. BUNpo6oByBaHHA Ha LUTOTOKCMYHICTD in Vitro";

ACTY EN ISO 10993-7:2015 (EN ISO 10993-7:2008, IDT; ISO 10993-7:2008, IDT) "BionoriyHe OLjiHIOBaHHA
MeanuHuxX Bupo6is. YacTuHa 7. 3anuLWKKM nicas crepunisalyi eTuAeHOKCMaom'";

ACTY EN ISO 10993-11:2015 (EN ISO 10993-11:2009, IDT; ISO 10993-11:2006, IDT) "Bionori4He OLiHIOBaHHA
Meu4HWX BUpo6is. YacTuHa 11. BUNpo6oByBaHHA Ha CUCTEMHY TOKCUYHICTL';

ACTY EN ISO 13485:2018 (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT) "MegauuHi Bupobu. Cuctema ynpasniHHA
AKicTI0. BUMoru Ao peryntoBaHHa";

ACTY EN ISO 11135-1:2015 (EN ISO 11135-1:2007, IDT; ISO 11135-1:2007, IDT) "Crepwmnisauia Bupobis
MEAUYHOro MpU3HAYeHHA OKCMAOM eTusieHy. YactuHa 1. Bumorn po po3pobneHHda, Banigauii Ta noTo4yHOro
KOHTPO/II0 NPOLeCy CTePUAI3aLLi MeanYHUX BUpobis";

ACTY EN 980:2007 "Cumsonu rpadiuHi ana maprysaHHa MeanuHux Bupobis" (EN 980:2003, IDT);
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ACTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupobu meauuHi. lHbopmaLiia, AKY Haaae BUPOBHUK";

ACTY EN ISO 11607-1:2015 (EN I1SO 11607-1:2009, IDT; ISO 11607-1:2006, IDT) "Bupobu meaunuHi
npocrepunizoBaHi. MMakoBaHHA. YacTuHa 1. OCHOBHI BMMOFM A0 Matepianis, CTepunbHUX 6ap'epHUX i
nakyBanbHUX cuctem";

ACTY EN ISO 11607-2:2015 (EN ISO 11607-2:2009, IDT; ISO 11607-2:2006, IDT) "Bupobu meanuHi
npocrepunizoBati. MakosaHHA. YacTuHa 2. BanigaujiiiHi sumoru";

AOCTY EN 20594-1:2015 (EN 20594-1:1993, IDT; ISO 594-1:1986, IDT) "3'efHaHHA KOHiuHI 3 6 % (Luer) KoHycom
A/1R WNPUUIB, FO/IOK Ta iHLWOro MeAUYHOTO YCTaTKoBaHHA. YacTuHa 1. 3aranbHi Bumoru';

ACTY EN 15986:2015 (EN 15986:2011, IDT) "CumBonu, AKi 3aCTOCOBYIOTb A/11 MapKyBaHHA MeaNYHUX BUMPOGis.
3ara/ibHi BUMOTY 10 MapKyBaHHA GTaNaTOMICTKUX MeanuHMUX Bupobis".

Ha nigcrasi:

OuiHKM Ta cxBasleHHA GYHKLiOHYBAaHHA KOMM/IEKCHOI CUCTEMU YynpasaiHHA AKIiCTIO 3rigHo 3 [opaTtkom 3 [0
TexHiYHOro pernameHTy WoA0 MeaUuYHUX BUPO6iB.

CeptudikaTt sBignosigHOCTI Ha npoaykuito Ne R3M 804 032 B1, BuaaHuii opraHom 3 ouiHKu BianosigHocti TOB
"YKPATHCbKWUIA IHCTUTYT CTAHZAPTIB" (UATR.137), AilicHuit g0 "15" yepsHa 2026 poky.

Ceptudikar BignosigHocTi Ha npoaykuito Ne R3M 804 032/3 B1, BuaaHuii opraHom 3 OLUiHKKM BignosiaHocTi TOB
"YKPAIHCbKWI IHCTUTYT CTAHZAPTIB" (UATR.137), AiticHuit go "17" ciuna 2027 poky.

[Jexknapauia cknageHa nig LinkosuTy signosiganbHicts TOB "ITAP", wo BignoBiAa€e 3a BBeAEHHA MeAUYHOrO
BMpoOy B 06ir 4na 3acTocyBaHHA B MEAUYHIN NPaKTUL,.
TexHi4Ha AOKYMEHTaLa ANA Linei nigTeepa)KeHHs BignoBigHocTi 36epiraeTbea 3a aapecoro:
syn. MeTanicris, 20, m. Kuis, YkpaiHa, 03057

Aeknapauia yuHHa go: "15" yepBHa 2026 poky.
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A GAR

OOOATOK
Ao OEKNAPALIT MPO BIAMNOBIAHICTb N223-04/2017-IGAR Big "18" ciuna 2022 poKy (peaakuis 9)
MpuCTpOi ANA BAMBAHHA KPOBO3aMiHHUKIB Ta iHOY3ilHKUX po3umnHiB MNP Toprosoi mapku IGAR
BupobHuk ToBapucteo 3 o6mekeHoto BignosiganbHictio "IFAP"
MicLe3HaxoKeHHA: Bya. Muxaitna boruyka, 18-A, m. Kuis, Ykpaina, 01103,
TenedoH/daxc: +380445853455
Micue supobuuutea 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 BupobHmuTsa Jiangsu Jichun Medical Devices Co., Ltd.,
(Bupo6Huyi notyxHocti)  Zhenglu Town, Tianning 213111 Jiangsu China
Micue BupobHuutea M & G Products Co., Ltd.
(Bupo6Huui notykHocti)  No. 55 South Gangdong Road Yangzhong City 212200 Jiangsu China

HAopatok Nel
po Oeknapauii npo BignosigHictb

Ne Hassa moaudikauii meguuHoro eupoby Hassa mogudikayii meguuHoro eupoby
3/n aHINiACbKO MOBOIO YKpPaiHCbKOI MOBOIO
1. | Blood substitutes and solutions infusion set IV trade MpucTpii ANA BAMBAHHA KPOBO3aMiHHUKIB Ta iHPY3iHUX
mark IGAR, IV-6-2 po3uuHis MNP Toprosoi Mapku IGAR, IV-6-2
2. | Blood substitutes and solutions infusion set IV trade MpUCTPii ANA BAUBAHHA KPOBO3aMiHHUKIB Ta IHQY3ilHMX
mark IGAR, IV-6-3 po3yumHis MNP Toprosoi mapku IGAR, IV-6-3
3. | Blood substitutes and solutions infusion set IV trade MpUCTpiit 418 BAMBAHHA KPOBO3aMiHHMKIB Ta iHPY3iliHMX
mark IGAR, IV-6-5 ~ po3uuHis MNP Toprosoi mapku IGAR, IV-6-5
4. | Blood substitutes and solutions infusion set IV trade MpUCTPIi ANA BAMBAHHA KPOBO3aMiHHUMKIB Ta iHPY3iHNX
mark IGAR, IV-8-1 po3uuHis P Toprosoi mapku IGAR, IV-8-1
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