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OEKNAPALIA NPO BIANOBIAHICTb
Ne22-04/2017-IGAR Big, "21" uepsHsa 2019 poky
(pemakuin 6)

TosapucTeo 3 obmexkeHolo BignosiganbHicTio "IFTAP", kog EAPMNOY 19243202,
B 0c0bi gupeKTOopa brKoBa Bnaauncnasa leopriioBuya, NiATBEPANKYE, WO MeAUYHUN BUPIO

MpucTpoi ana nepennBaHHA KpoBi, KPOBO3aMiHHUKIB Ta iHOY3iliHUX po3uunHis MK
Toprosoi mapku IGAR
Knac 6e3neku: lla
BupobHMKk ToBapuCTBO 3 06MmerKeHoo BignosiganbHicrio "IFAP"
MicLLe3HaxoasKeHHs: ByN. Muxalina boiuyka, 18-A, m. Kuis, YkpaiHa, 01103,
TenedpoH/dakc: +380445853455
Micue BupobHuuTBa Anhui Hongyu Wuzhou Medical Manufacturer Co.,Ltd.,
(Bupo6Huui noTy:kHocTi) No.2, Guanyin Road, Economic Development Zone, Taihu County 246400 Anging,
Anhui, People’s Republic of China
Micue supobHuuTea Jiangsu Jichun Medical Devices Co., Ltd.,
(BupobHuui noTykHocTi)  Zhenglu Town, Tianning 213111 Jiangsu China

moougikayii meduyHoeo supoby HasedeHi e Jodamky Nel do daHoi exknapayii npo eidnosioHicme

BiANOBIAaE BUMOram TexXHIYHOro pernameHTy LoAO0 MeauuHUX Bupobis, 3aTBepAKeHOro NocTaHoBo KabiHeTy
MiHictpis Ykpainu Big "02" »koBTHA 2013 poKy Ne753,

a TaKOX:

OCTY EN ISO 14971:2015 (EN ISO 14971:2012, IDT; ISO 14971:2007, IDT) "Bupobu meamuHi. HactaHoBM Wwoao
ynpasiHHA pu3nKom";

ACTY EN ISO 10993-1:2015 (EN ISO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "BionoriyHe OLjiHIOBaHHA
MeanyHuX Bupobis. HactnHa 1. OuiHIOBaHHS Ta TECTyBaHHA B paMKax NpoLecy ynpasiHHA pu3mnkamun';

ACTY 1SO 10993-4:2004 "BionoriuHe OUiHIOBaHHA MeAUYHUX BUPO6IB. YacTuHa 4. O6upaHHA BUNpobysaHb Ha
B3aeMoz,ito 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 OLjiHIOBaHHA
MeaunyHnx Bupobis. YacTuHa 5. BUnpoboByBaHHA Ha LMTOTOKCUYHICTb in vitro";

ACTY EN ISO 10993-7:2015 (EN ISO 10993-7:2008, IDT; I1SO 10993-7:2008, IDT) "BionoriuHe OLiHIOBaHHA
MeanyHMX BMpobis. YacTuHa 7. 3aAMWKKM Nicns cTepunisauii eTuneHoKenaom";

ACTY EN ISO 10993-11:2015 (EN ISO 10993-11:2009, IDT; ISO 10993-11:2006, IDT) "BionoriuHe OLjiHIOBaHHS
MeauyHnX Bupobis. YactiHa 11. BUnpoboByBaHHA Ha CUCTEMHY TOKCUYHICTB";

ACTY EN SO 13485:2018 (EN ISO 13485:2016, IDT; I1SO 13485:2016, IDT) "MegauuHi Bupobu. Cuctema ynpasniHHa
AKICTIO. Bumorn fo peryntoBaHHa";

ACTY EN 1SO 11135-1:2015 (EN ISO 11135-1:2007, IDT; ISO 11135-1:2007, IDT) "Crepunisauia Bupobis
MEJMYHOTO MPU3HAYeHHA OKCUAOM eTuneHy. YactuHa 1. Bumorm [0 po3pobneHHs, Banidauii Ta NoToYHoro
KOHTPO/IIO NpoLecy cTepuAisaLii meanyHnx Bupobis";

ACTY EN 980:2007 "CumBonu rpadidHi gna mapKyBaHHA MeauuHuX Bupo6is” (EN 980:2003, IDT);
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OCTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupobu meamuHi. IHbopmauis, AKy Hafae BUPOGHUK";

AOCTY EN ISO 11607-1:2015 (EN ISO 11607-1:2009, IDT; ISO 11607-1:2006, IDT) "Bupobu meguuHi
npoctepunisosaHi. lakoBaHHA. YacTmHa 1. OCHOBHI BMMOrM [0 MaTepianis, CTepuibHUX 6ap'epHUx i
NaKyBa/ibHUX cucTem";

OCTY EN ISO 11607-2:2015 (EN ISO 11607-2:2009, IDT; ISO 11607-2:2006, IDT) "Bupobu meauqHi
npoctepunizoBaHi. MakoBaHHA. YacTuHa 2. BanigauinHi sumorn”;

OCTY EN ISO 1135-4:2015 (EN ISO 1135-4:2011, IDT; ISO 1135-4:2010, IDT) "Anapatv MeguuHi AN nepennBaHHA
KpoBi. YacTuHa 4. OgHOPa30Bi KOMMIEKTU 4N NepennBaHHA KPoBi'";

OCTY EN 20594-1:2015 (EN 20594-1:1993, IDT; ISO 594-1:1986, IDT) "3'egHaHHA KOHIiuHi 3 6 % (Luer) KoHycom
ON5 WNPULLIB, FTO/IOK Ta iHLWOTO MeAMYHOro YyCTaTKOBaHHA. YacTuHa 1. 3aranbHi Bumorn”;

ACTY EN 62366:2015 (EN 62366:2008, IDT) "Bupobu meanuHi. 3acTOCYBaHHA €pProHOMIYHOTO MPOEKTYBaHHA
MeaNYHUX BUPOobiB";

ACTY EN 15986:2015 (EN 15986:2011, IDT) "CumBoAM, AKi 3aCTOCOBYIOTb A/18 MapKyBaHHA MeAWYHMX BUPOGIB.
3aranbHi BUMOTM A0 MapKyBaHHA GTaNAaTOMICTKUX MeAUYHUX BUPOGiB".

Ha nigcrasi:
OUiHKM Ta cxBafleHHA QYHKLIOHYBAaHHA KOMMJIEKCHOT CUCTEMM YNpaBAiHHA AKiCTIO 3rigHo 3 JlogaTkom 3 a0
TexHIYHOro pernameHTy WoA0 MeguyHNX BUPOGIB.

Ceptudikat BignosigHocti Ha npoaykuito NeUATR.101-399.499-2019, BupaHuii opraHom cepTudikaLlii
[JepaBHMUM yKpaiHCbKUM 06’eaHaHHAM "Monitexmes" (UA.TR.101), gificHuid go "06" annHa 2021 poky.

[eknapauia cknageHa nig winkosuty sBignosiganbHicte TOB "ITAP", wo BignoBiga€ 3a BBEAEHHA MeANYHOTO
BMpPOOY B 06ir 418 3aCTOCYBaHHA B MEAMYHIM NPaKTULL.
TexHiYHa AOKYMeHTaLina Ana winen nigTeepasKeHHs BignoBigHOCTI 36epiraeTbca 3a agpecoro:
syn. MeTanicris, 20, m. Kuig, YkpaiHa, 03057
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MpucTpoi Ana nepenmnBaHHA KPOoBi, KPOBO3aMiHHMKIB Ta iHDY3iliHMX po3uuHis MK
Toprosoi mapku IGAR

BupobHuK

ToBapucTteo 3 o6mexeHoto BignosiganbHicTio "ITAP"

MicLe3HaxoaKeHHs: Byn. Muxaitna boiuyka, 18-A, m. Kuis, YKpaiHa, 01103,
TenedoH/dpakc: +380445853455

Anhui Hongyu Wuzhou Medical Manufacturer Co.,Ltd.,
No.2, Guanyin Road, Economic Development Zone, Taihu County 246400 Anging,

Anhui, People’s Republic of China

Jiangsu Jichun Medical Devices Co., Ltd.,
Zhenglu Town, Tianning 213111 Jiangsu China

Ne Hassa mogudikauii meguuHoro supoby Hassa mogudikauii meguuHoro Bupoby
3/n aHrNiNCbKO0 MOBOIO YKpaiHCbKOK MOBOIO ;
1. | Blood, blood substitutes and solutions transfusion set BT | MpucTpiit ana nepeamBaHHA KPOBi, KPOBO3aMIHHMKIB Ta
trade mark IGAR, BT-3 iHY3iliHMX po3unHis MK Toprosoi mapku IGAR, BT-3
2. | Blood, blood substitutes and solutions transfusion set BT | MpucTpiit 418 nepeamBaHHA KPOBi, KPOBO3aMIHHUKIB Ta
trade mark IGAR, BT-4 iHPy3iiHMX po3unHis MK Toprosoi mapku IGAR, BT-4
3. | Blood, blood substitutes and solutions transfusion set BT | MpucTpiit 4ns nepenmBaHHA KPoBi, KPOBO3aMiHHUKIB Ta

trade mark IGAR, BT-5

iHPy3iliHMX po3unHiB [1K Toprosoi mapku IGAR, BT-5

B.l. bukos

CmopiHka 131

Daktnuna agpeca: syn. METAJIICTIB, 20, m. KUiB, VISPATHA, 93057
Micuesnaxomkenns: Byn. M. BOMYYKA, 18-A, m. KMIB, YKPATHA, 01103
ten./dakc: (044) 585-34-55 (53,56)

E-mail: info@igar.ua, web: www.igar.ua

Business address: 20, METALISTIV Str., KYIV, 03057, UKRAINE

Registered address: 18-A, M. BOYCHUK Str., KYIV, 01103, UKRAINE

phone/fax: +38 (044) 585-34-55 (53,56)
E-mail: info@igar.ua, web: www.igar.ua




