AEKNAPALIA NPO BIANOBIAHICTb
Ne22-04/2017-1GAR Big "08" nuctonaga 2018 poky
(pepakuis 5)

ToBapucTeo 3 obmerxkeHoto sBignoeiganbHictio "IFTAP", kog €APNOY 19243202,
B 0c06i AupekTopa Bukosa Bnagucnasa MeopriitoBuua, NigTBEPAKYE, WO MeAUIHUI BUDIG

Mpucrpoi ana nepenrBaHHA KPOBi, KPOBO3aMiHHUKIB Ta iHY3iliHMX posumHiB MK
Toprosoi mapku IGAR
Knac be3neku: lla
BupobHuk ToeapucTBo 3 06mexxeHow BignosigansHictio "IFAP"
MiCLE3HaxoKeHHA: Byn. Muxaiina Boltuyka, 18-A, m. Kuis, YKpaina, 01103,
TenedoH/dakc: +380445853455
Micue supobHuuTtea Shandong Zibo Shanchuan Medical Instrument Co., Ltd.,
(Bupo6Hudi noTyxkHocTi)  Ne 88 Shanchuan Road, Zichuan, 255100, Zibo City, Shandong, China
Micue supobuuurea  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 supobHuutea  Jiangsu Jichun Medical Devices Co., Ltd.,
(BnpoBHuui noTyxkHocTi)  Zhenglu Town, Tianning 213111 Jiangsu China

modugpirauii meodudHozo supoby HasedeHi e Jodamky Nel do daroi feknapayii npo 8idnoaidwicmi

BiAnosigae Bumoram TexHiYHOro pernameHTy Woa0 MegUUYHMX BUPOBIB, 3aTBEPAXKEHOr0 NOCTAHOBOK Kabikery
MinicTpis Ykpainu Big "02" xoeTHA 2013 pory Ne753,

a Tako: ‘

ACTY EN ISO 14971:2015 (EN 1SO 14971:2012, IDT; ISO 14971:2007, IDT) "Bupobu meanuni. HacTaHOBM Lioa0
ynpasniHHA pu3nkom";

ACTY EN I1SO 10993-1:2015 (EN I1SO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "BionoriyHe OLHIOBaHHA
MeanyHMX Bupobis. YactuHa 1. OuiHiOBaHHA Ta TECTYBAHHA B PaMKax NPOLECy yrpaBniHHA pUsMKamu';

ACTY 1SO 10993-4:2004 "BionoriuHe OUIHIOBAHHA MeaMYHKUX BUPOBIB. YacTuHa 4. O6upaHHa BUNPoByBaHbL Ha
B3aeMozito 3 kpoe'io" (ISO 10993-4:1992, IDT);

ACTY EN 1SO 10993-5:2015 (EN ISO 10993-5:2009, IDT; I1SO 10993-5:2009, IDT) "BionoriuHe OLiHKOBAHHS
mMenYHUX BUpobie. YacTuHa 5. BUnpo6oBYBaHHA Ha LIUTOTOKCUUHICTL in vitro™;

ACTY EN 1SO 10993-7:2015 (EN ISO 10993-7:2008, IDT; ISO 10993-7:2008, IDT) "BionoriuHe oOLjiHIOBaHHA
Mean4HMX BUpobis. YacTuHa 7. 3anuwky nicns crepunizavi eTuneHokemaom";

ACTY EN I1SO 10993-11:2015 (EN ISO 10993-11:2009, IDT; ISO 10993-11:2006, IDT) "BionoridHe ouiHIOBAHHA
Men4HuX BUpobiB. YacTuHa 11. BUnpoboByBaHHA Ha CUCTEMHY TOKCMUHICTL':

ACTY EN ISO 13485:2015 (EN I1SO 13485:2012, IDT; ISO 13485:2003, IDT) "MeaunuHi Bupobu. CucTema YNpasAiHHA
AKICTIO. Bumorun o peryniosanHa';

ACTY EN 1SO 11135-1:2015 (EN ISO 11135-1:2007, IDT; I1SO 11135-1:2007, IDT) "Crepwnizauina eupo6is
MEAMHHOTO NpU3HaYeHHA OKCMAOM eTuneHy. HactuHa 1. Bumorn fo pospobneHHs, Banigauii Ta nNOTOYHOroO
KOHTRO/IKO NpoLecy cTepunisauii MeauyHux Bupobis";

ACTY EN 580:2007 "Cvmsonu rpadiuni ana mapKyBaHHA meguuHux Bupobis" (EN 980:2003, IDT);
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ACTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupobu meauuni. lndopmatia, AKy Hagae BUPOGHUK';
ACTY EN ISO 11607-1:2015 (EN I[SO 11607-1:2009, IDT; ISO 11607-1:2006, IDT) "Bupobu mepmuni

npocTepunizoBaHi. [llakoeaHHa. YactMHa 1. OCHOBHI BMMOrM [0 MaTepianie, CTEPUABHUX Bap'epHux i
naKyBanbHUX cucTem';

ACTY EN 15O 11607-2:2015 (EN ISO 11607-2:2009, IDT; ISO 11607-2:2006, IDT) "Bupobu MeuYHi
npocrepunizosani. MakoBaHHA. YacTuHa 2. Banigauinui sumorn”;

ACTY EN 150 1135-4:2015 (EN ISO 1135-4:2011, IDT; 1SO 1135-4:2010, IDT) "AnapaTi MeguuHi g nepennBaHHa
KpoBi. YactuHa 4. O4HOPa30Bi KOMMIEKTH ANA NEPeNnBaHHA KPoBi'";

ACTY EN 20594-1:2015 (EN 20594-1:1993, IDT; ISO 594-1:1986, IDT) "3'eananna koHiuHi 3 6 % (Luer) koHycom
A1 WINPULIB, TO/IOK Ta IHLIOTO MeMYHOTO YCTaTKOBaHHA. YacTuHa 1. 3aranbHi sumorn";

ACTY EN 62366:2015 (EN 62366:2008, IDT) "BMpobu menudHi. 3acTOCyBaHHA €ProHOMIYHOTO MPOEGKTYBAHHS
MeaMUHKMX BUpobIB";

ACTY EN 15986:2015 (EN 15986:2011, IDT) "CumBOAM, AKi 3aCTOCOBYIOTL /18 MapKyBaHHA MeauYHUX BupoBis.
3arafibHi BUMOIU [0 MapKyBaHHA GTanaToMICTKUX MeaMuHMX BUpobis".

Ha nigcrasi:
OuiHkM Ta cxBaneHHAa QYHKUIOHYBAHHA KOMMAEGKCHOI CUCTEMM YNPABIHHA AKICTIO 3rigHo 3 fopaTkom 3 0
TeXHIYHOTO pernameHTy Woa0 MeguuHMX BupobiB.

Ceptudikat BiAnosigHOCTI Ha npogykuilo NeUATR.101-335.439-2018, BugaHuwit opraHom cepTuoikaLii
[ep:aBHUM YKpaTHCbKMM 06’ eaHanuam "Monitexmen” (UATR.101), gilicHuit go "06" aunHa 2021 poky.

fekrnapaujia cknafeHa nig uinkosuTy Bignosiganebricte TOB "ITAP", wo BiANOBIgaE 32 BBEASHHA MEUYHOTO
BUpoBy B 06ir AnA 3acTOCYBaHHA B MEAMYHIN NpakTuLi.
TexHiuHa fOKYMEHTaLA ANA Lineit nigTeepaKeHHA BignoBiAHOCTI 36epiraeTbca 3a aapecoio:
ByN. MeTanictis, 20, m. Kuig, YKkpaiHa, 03057

Hexnapauia umHHa ao: "06" aunua 2021 poky.
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IGAR

Hdopartok Nel

Ao fexknapauii npo BignoBigHICTL

AJOOATOK
Ao JEKNAPALIIT NMPO BIANOBIAHICTb Ne22-04/2017-1GAR Bifa, "08" nucronaga 2018 poky
(pemakuin 5)
MpucTpoi AN NnepennsaHHA KPOBi, KPOBO3aMIHHUKIB Ta iHY3ilHMX po3unHis MK
Toprosoi mapku |IGAR

BupobHMK

Tosapucteo 3 06MeeHo0 BignosigansbHictTio "ITAP"

MiCUe3HaxXo4eHHs: By, Muxaiina boiiuyka, 18-A, m. Kuis, Ykpaina, 01103,
TenedoH/dakc: +380445853455

Micue spobHUuTBa

Micue supobHuuTBa

Shandong Zibo Shanchuan Medical Instrument Co., Ltd.,

Ne 88 Shanchuan Road, Zichuan, 255100, Zibo City, Shandong, China

Anhui Hongyu Wuzhou Medical Manufacturer Co.,Ltd.,

No.2, Guanyin Road, Economic Development Zone, Taihu County 246400 Anging,

Anhui, People’s Republic of China

Micue BMpobHMUTEa

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

Ne Hasea mogudikauii meauutoro supoby Hazsa mogudikauii meguuHoro supoby
3/n GHINIACLKO MOBOID YKPaiHCbKOK MOBOK
1. | Blood, blood substitutes and solutions transfusion set BT | Mpuctpiii ana nepenusaqHs KPOBI, KpOBO3aMIHHMKIE Ta
trade mark IGAR, BT-3 iHby3iAHKMX po3ymHis MK Toprosoi mapku IGAR, BT- 3
2. | Blood, blood substitutes and solutions transfusion set BT | Tpuctpiit ana nepenvsaxts KPOBI, xpososamummms Ta
| trade mark IGAR, BT-4 iHY3IMHMX po3uKHis MK Toprosoi mapku IGAR, BT- 4 |
3. | Blood, blood substitutes and solutions transfusion set BT | Npuctpiii 08 nepenusannsa KPOB, KpOSOSEMIHHHKIB Ta
trade mark IGAR, BT-5 iHQY3iliHMX po3uumHiB MK Toprosoi mapkn IGAR, BT-5
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@akmmuna agpeca: syn. METATIICTIB, 20, m. KMIB, YKPAIHA, 03057

MicuesHaxomxenns: syn, M. BOAYYKA, 18-A, m. KMIB, YKPATHA, 01103

Ten./dake: (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
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