A GAR

AEKNAPALIA NPO BIANOBIAHICTb
N29-09/2016-IGAR sig, "18" ciuHa 2022 poky
(pepaxuin 9)

Tosapucrso 3 obmexeHolo BignosiganbHicrio "IFAP", kog EAPMOY 19243202,
B 0cobi AnpekTopa bukosa Bnagucnasa Meopriiiosuya, NiaTBEPAXKYE, WO MEAUYHWIA BUPI6

Kartetepwm ans in’ekuiii Tuny metenmk Toprosoi mapku IGAR
Knac 6e3nekwu: lla
BupobHuuk ToBapucTteo 3 o6mexeHoto BignosiganbHicrio "IFTAP"
Micue3HaxomKeHHA: Bya. Muxaitna Boiuyka, 18-A, m. Kuis, Ykpaina, 01103,
TenedoH/dakc: +380445853455
Micue BupobHuutsa Anhui Hongyu Wuzhou Medical Manufacturer Co.,Ltd.
(Bupo6Huui notyxHocti) 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 notykHocti)  Zhenglu Town, Tianning 213111 Jiangsu China
Micue BupobHuutea M & G Products Co., Ltd.
(Bpo6Huyi notyxHocti)  No. 55 South Gangdong Road Yangzhong City 212200 Jiangsu China

modudpikayii meduyHozo eupoby HaeedeHi 8 flodamky Nel do daHoi [eknapayii npo eidnoeioHicms

BiANOBIAAE BUMOramM TEXHIYHOTO perameHTy Woao MmeanuyHuxX Bupob6is, 3aTBEpAMKEHOr0 NOCTaHoBOW KabiHeTy
MiHicTpis Ykpainu Big, "02" koBTHA 2013 poky Ne753,

a TaKoX:

ACTY EN ISO 14971:2015 (EN ISO 14971:2012, IDT; ISO 14971:2012, IDT) "Bupobu megmuHi. HactaHosK woao
ynpasaiHHA pusmkom";

ACTY EN ISO 10993-7:2015 (EN ISO 10993-7:2008, IDT; ISO 10993-7:2008, IDT) "Bionori4He OLjHIOBaHHSA
Megu4HMX BUPOG6iB. YacTuHa 7. 3anuLwKku nicnsa crepunisaii eTuneHoKenaom™;

ACTY EN ISO 10993-1:2015 (EN ISO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "BionoriyHe OLiHIOBaHHA
MeanuHKUX BUpoGiB. YacTuHa 1. OUiHIOBaHHA Ta TECTYBaHHA B paMKax NpoLecy ynpasaiHHaA pusnkamu';

ACTY EN ISO 10993-4:2015 (EN ISO 10993-4:2009, IDT; I1SO 10993-4:2009, IDT) "BionoriyHe OLiHIOBaHHA
MeAUYHUX BUPOGiB. YacTuHa 4. O6MpaHHA TECTiB, B3aEMOZIO4MX 3 KPOB'ID";

ACTY EN ISO 10993-5:2015 (EN ISO 10993-5:2009, IDT; ISO 10993-5:2009, IDT) "BionoriyHe OUiHIOBAHHSA
MeAUYHWX BUPO6iB. YacTuHa 5. BUNpo6oByBaHHA Ha LIUTOTOKCMYHICTD in vitro";

ACTY 1SO 10993-10:2004 "BionoriuHe oOUjHIOBaHHA MeauuHuX BMpobiB. YactuHa 10. BunpobyBaHHs Ha
noApasHeHHa Ta ceHcubinisauiio (ISO 10993-10:1995, IDT)";

ACTY EN ISO 10993-11:2015 (EN ISO 10993-11:2009, IDT; ISO 10993-11:2009, IDT) "BionoriuHe OLiHIOBaHHA
MeAnyHKUX BUPOGiB. YacTuHa 11. BUnpoboByBaHHA Ha CUCTEMHY TOKCUUHICTL";

ACTY EN ISO 13485:2018 (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT) "MeauuHi Bupo6u. Cuctema ynpasniHHs
AKICTI0. BUmorn o perynioBaHHa";

ACTY EN I1SO 11135-1:2015 (EN ISO 11135-1:2007, IDT; ISO 11135-1:2007, IDT) "Crepunisauisa supobis
MEAWYHOTO MPU3HAYeHHA OKCMAOM eTuneHy. YactuHa 1. Bumorn o po3pobneHHa, Banigauii Ta noTo4YHOro
KOHTPO/IO Npouecy cTepuizauii meanuHmx supobis"”;
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ACTY ISO 15223-1:2015 "3acobu BeTepuHapHOi TexHiKM. YMOBHI MO3HAKM Ha EeTUKeTKax 3acobiB meauyHol
TeXHiK1, MapkoBaHHA 1 060B'A3K0BI BigomocTi. YactuHa 1. 3aranbHi Bumoru (ISO 15223-1:2007, IDT)";

ACTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupo6bu meaunyHi. InpopmaLyia, AKy Hagae BUPOGHMK';

ACTY EN ISO 11607-1:2015 (EN 1SO 11607-1:2009, IDT; ISO 11607-1:2009, IDT) "Bupobu MmeauuHi

npoctepunizosaHi. lakosaHHA. YactmHa 1. OCHOBHI BMMOrM A0 MaTepianis, CTepunbHUX 6ap'epHUX |
naKkyBa/nbHUX cuctem";

ACTY EN ISO 11607-2:2015 (EN ISO 11607-2:2009, IDT; ISO 11607-2:2009, IDT) "Bupobu meanyHi
npocrepunizosaHxi. MakosaHHA. YacTuHa 2. BanigaujiinHi sumoru";

OCTY EN 20594-1:2015 (EN 20594-1:1993, IDT) "3'eaHaHHA KOHiUHI 3 6 % (Luer) KOHYCOM AnA Wnpuuis, roNoK Ta
iHLLOrO MEAUYHOrO yCTaTKOBaHHA. YactuHa 1. 3aranbHi sumorn”;

ACTY EN 15986:2015 (EN 15986:2011, IDT) "Cumsonu, aki 3aCTOCOBYIOTb A1 MapKyBaHHA MeAWUYHUX BUPOOiB.
3aranibHi BUMOTM A0 MapKyBaHHA $TaNaTOMICTKUX MeauuHUX BUpobis".

Ha nigcrasi:
OUuiHKK Ta cxBaneHHA QYHKLiOHYBAaHHA KOMMAEKCHOI CUCTEMM ynpaBniHHA AKicTio 3rigHo 3 [ogaTtkom 3 Ao

TexHIYHOro pernameHTy WOAO MeAUYHMX BUPO6isB.

Ceptudikat BignosigHocTi Ha npoaykuito Ne R3M 804 032 B1, BuaaHuit opraHom 3 ouiHKM BignosigHocti TOB
"YKPAIHCbKWUIA IHCTUTYT CTAHOAPTIB" (UATR.137), AiticHuit 4o "15" uepsHa 2026 poKy.

Ceptudikar BignosigHocTi Ha npoaykuito Ne R3M 804 032/3 B1, BuAaHuit OpraHoOM 3 OUiHKKM BignosigHocTi TOB
"YKPATHCbKWM IHCTUTYT CTAHZAPTIB" (UATR.137), piticHmit o "17" ciuna 2027 poky.

Aeknapauja cknageHa nig LinkoBuTy BignosigansHicts TOB "IFAP", Wwo BiANOBIAIE 3a BBEAEHHA MEIMYHOIO
BupoOby B 06ir a1 3acTocyBaHHA B MEAUYHIN NPAKTULL.
TexHiuHa AOKyMeHTaLlia ANA uinel nigTeepaKeHHA BignoBiaHOCTI 36epiraeTbca 3a aApecoto:
Byn. MeTtanicris, 20, m. Kuis, YKkpaiHa, 03057

Aexnapauis umHHa go: "15" yepBHa 2026 pokKy.
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Jopatok Nel
no Oexknapauii npo BignoBigHicTb

OJOOATOK
A0 OEKNTAPALLIT PO BIAMOBIAHICTb Ne9-09/2016-IGAR Big "18" ciuHa 2022 poky (pegakuia 9)
KaTteTepu ana in’ekuiv Tuny metenuk Toprosoi mapku IGAR
BupobHuk ToBapucTBo 3 o6mexeHoto BignosiganbHictio "IFAP"
MicuesHaxogKeHHs: Byn. Muxaina Boituyka, 18-A, m. Kuis, Ykpaina, 01103,
TenedpoH/dakc: +380445853455
Micue supobHuutea Anhui Hongyu Wuzhou Medical Manufacturer Co.,Ltd.
(Bupo6Huui notyxHocti) No.2, Guanyin Road, Economic Development Zone, Taihu County 246400 Anging,
Anhui, People’s Republic of China
Micue supobuuuTtea Jiangsu Jichun Medical Devices Co., Ltd.,
(Bupo6Huui notyxHocti)  Zhenglu Town, Tianning 213111 Jiangsu China
Micue supobHuuytea M & G Products Co., Ltd.
(Bupo6Huui notyxHocti) No. 55 South Gangdong Road Yangzhong City 212200 Jiangsu China

Ne Hassa mopgudikauii meguuHoro supoby HazBa mogudikauii meguuHoro Bupoby
3/n AHTNICbKOK MOBOO YKPaiHCbKOK MOBOIO
1. | Scalp vein set trade mark IGAR, size 18G KaTetep gna iH' €KLV TUNY METE/IMK TOProBOi MapKu
IGAR, po3mip 18G
2. | Scalp vein set trade mark IGAR, size 19G KaTetep ana iH' €Kil TUNY METeNUK TOProsoi MapKu
IGAR, po3mip 19G
3. | Scalp vein set trade mark IGAR, size 20G KateTep Ana iH’ €KL TUNY METENUK TOProBoi MapKu
IGAR, po3mip 20G
4. | Scalp vein set trade mark IGAR, size 21G KateTep oA iH €KL TUNY MeTeNnK TOProBoi MapKku
IGAR, po3mip 21G
5. | Scalp vein set trade mark IGAR, size 22G Katetep gna iK' €Kil TMNY MeTenunk Toprosoi MapKu
IGAR, po3mip 22G
6. | Scalp vein set trade mark IGAR, size 23G KateTtep A iH ekuiit TMNY MeTeNnK TOProsoi mapKu
IGAR, po3mip 23G
7. | Scalp vein set trade mark IGAR, size 24G KateTep 414 iH’ €KLl TUNY METENIUK TOProBOi MapKu
IGAR, po3mip 24G
8. | Scalp vein set trade mark IGAR, size 25G Katetep an1a iH’ eKuiil TMNY METEeIMK TOProBoi mapKu
IGAR, po3mip 25G
9. | Scalp vein set trade mark IGAR, size 26G KaTetep ana iH €Ki TUNY METeNUK TOProsoi MapKu
IGAR, po3mip 26G
10. | Scalp vein set trade mark IGAR, size 27G KaTteTep a/1s iH’ €KLl TMNY METeNUK TOProBoi MapKu
B IGAR, po3mip 27G
-
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