A GAR

OEKNAPALIA NPO BIANOBIAHICTb
N29-09/2016-IGAR 8ig "21" yepsHa 2019 poky
(pemakuin 6)

Tosapucrso 3 obmeskeHolo BignosiganbHictio "ITAP", kog EAPINOY 19243202,
B 0c0bi AupekTopa Bukosa Bnagucnasa Meopriiiosuya, NiaATBEPANKYE, WO MEAUYHNIA BUPIO

Katerepu ans in’ekuiit Tuny metenuk toprosoi mapku IGAR
Knac 6e3neku: lla
BupobHunk ToBapucTso 3 obmerkeHoto BignosiganbHictio "IFTAP"
MicLe3HaxoaKeHHs: Byn. Muxaiina boiuyka, 18-A, m. Kuis, YkpaiHa, 01103,
TenedoH/dakc: +380445853455
Micue BupobHuutea Anhui Hongyu Wuzhou Medical Manufacturer Co.,Ltd.
(BupobHuui notyskHocti) No.2, Guanyin Road, Economic Development Zone, Taihu County 246400 Anging,
Anhui, People’s Republic of China
Micue BupobHuuTBa Jiangsu Jichun Medical Devices Co., Ltd.,
(Bupo6Huui notyskHocti)  Zhenglu Town, Tianning 213111 Jiangsu China

moougikayii meduyHoz2o eupoby HasedeHi 8 [lodamky Nel do daHoi eknapayii npo eidnosioHicme

BiZNOBilae BUMOram TeXHIYHOrO pernameHTy WoA0 MeANYHUX BUPOBIB, 3aTBEPAKEHOrO NocTaHOBOW KabiHeTy
MiHicTpis YKpainu Big "02" skoBTHsA 2013 poky Ne753,

a TAKOMK:

ACTY EN ISO 14971:2015 (EN ISO 14971:2012, IDT; I1SO 14971:2012, IDT) "Bupobu meanyHi. HactaHOBM LWoA0
ynpas/iHHA pn3nkom";

ACTY EN ISO 10993-7:2015 (EN ISO 10993-7:2008, IDT; ISO 10993-7:2008, IDT) "BionoriyHe OLiHIOBAHHSA
MeANYHMX BMPOo6iB. YacTnHa 7. 3anuLWwKKM nicisa crepunisaui eTuaeHokeugom';

ACTY EN ISO 10993-1:2015 (EN ISO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "BionoriyHe OLiHIOBAHHA
meanuHKUX BMpobis. YactnHa 1. OuiHIOBaHHA Ta TECTYBaHHA B pamMKax NPOLIECY YNPaBAiHHA pu3nKkamu';

ACTY EN ISO 10993-4:2015 (EN ISO 10993-4:2009, IDT; ISO 10993-4:2009, IDT) "BionoriyHe OLHIOBaHHA
MeanYHUX BUpobis. YactnHa 4. OBMpaHHA TeCTiB, B3aEMOAOUMX 3 KPOB'10";

ACTY EN ISO 10993-5:2015 (EN ISO 10993-5:2009, IDT; ISO 10993-5:2009, IDT) "bionoriuHe OLHIOBaHHA
MeanYHKUX BMpobis. YactnHa 5. BUnpo6oByBaHHA Ha LIMTOTOKCUYHICTL in vitro";

ACTY 1SO 10993-10:2004 "bionoriyHe OLjHIOBaHHA Meau4YHUX BMpobiB. YactuHa 10. BunpobyBaHHA Ha
NoApasHeHHA Ta ceHcmbinisauito (ISO 10993-10:1995, IDT)";

ACTY EN ISO 10993-11:2015 (EN ISO 10993-11:2009, IDT; ISO 10993-11:2009, IDT) "bionoriyHe OLiHIOBaHHSA
MeAUuHMX BUPO6iB. YacTuHa 11. BUnpo6oByBaHHA Ha CUCTEMHY TOKCUUHICTD';

ACTY EN ISO 13485:2018 (EN ISO 13485:2016, IDT; I1SO 13485:2016, IDT) "MeaunuHi Bupobu. Cuctema ynpasniHHs
AKICTI0. BUMmoru fo perynioBaHHa";

ACTY EN I1SO 11135-1:2015 (EN ISO 11135-1:2007, IDT; ISO 11135-1:2007, IDT) "Crepwnisauis Bupob6is
ME@[MYHOro NpuU3HavyeHHA OKCMAOoM eTuneHy. YactmuHa 1. Bumorn Ao po3pobnieHHsA, Banigauii Ta NoTOYHOro
KOHTPO/II0 Npouecy cTepunisauii meamuHmux Bupobis";

®aktnuna appeca: syn. METAJIICTIB, 20, m. KMIB, YKPATHA, 03057 Business address: 20, METALISTIV Str., KY!V, 03057, UK/RAiNE
MicuesHaxomkenns: syn. M. BOMYYKA, 18-A, m. KMIB, YKPAIHA, 01103 Registered address: 18-A, M. BOYCHUK Str., KYIV, 01103, UKRAINE
Ten./dbakc: (044) 585-34-55 (53,56) phone/fax: +38 (044) 585-34-55 (53,56)
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[CTY ISO 15223-1:2015 "3aco6u BeTepuMHapHOi TexHiKWM. YMOBHi MO3HaKM Ha eTUKeTKax 3acobis mesnyHol
TEXHIKK, MapKOBaHHA 1 060B'A3KOBI BigomocTi. YacTuHa 1. 3aranbHi Bumoru (1SO 15223-1:2007, IDT)";

ACTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupobu meaunuHi. IHpopmauiis, AKy Hapgae supobHuk"; OCTY
EN ISO 11607-1:2015 (EN ISO 11607-1:2009, IDT: ISO 11607-1:2009, IDT) "Bupobu meanuHi NpoCTepui3oBaHi.
MakoBaHHA. YacTuHa 1. OCHOBHI BUMOTM A0 MaTepianis, CTepubHUX Bap'epHUX | NaKyBanbHUX cucTem";

OCTY EN ISO 11607-2:2015 (EN ISO 11607-2:2009, IDT; ISO 11607-2:2009, IDT) "Bupobu meauuHi
npoctepunizoBaHi. MakosBaHHA. YacTuHa 2. BanigauinHi Bumorn”;

ACTY EN 20594-1:2015 (EN 20594-1:1993, IDT) "3'eqHaHHA KOHiuHi 3 6 % (Luer) KOHYCOM AN1A LWNPULLB, FTO/IOK Ta
{HWIOro MeAMYHOro ycTaTKoBaHHA. YacTuHa 1. 3aranbHi Bumorun';

ACTY EN 15986:2015 (EN 15986:2011, IDT) "CumBonu, Aiki 3aCTOCOBYIOTb ANA MapKyBaHHA MeAUYHWX BUPOBIB.
3aranbHi BUMOrK [0 MapKyBaHHA GTanaToOMICTKUX MeauyYHUX BUPOBIB".

Ha nigcrasi:
OuiHKM Ta cxBafeHHA QYHKLIOHYBAaHHA KOMMIEKCHOT CUCTEMU ynpaBniHHA sKicTio 3rigHo 3 [logaTtkom 3 fo
TexHiYHOro pernameHTy LWOA0 MeLUYHUX BUPO6iB.

Ceptudikat BignosigHocTi Ha npogykuito NeUATR.101-399.499-2019, BuAaHuii opraHom cepTudikauii
JepaBHUM yKpaiHCbKUM 06’ eaHaHHAM "Monitexmen" (UATR.101), givichuii o "06" annua 2021 poky.

[Jeknapaujia cknageHa nig WinkosuTy BignosiganbHicte TOB "IFAP", Wwo BignoBigae 3a BBeAeHHA MeAUYHOT0
BMPOOY B 06ir Ans 3aCTOCYBaHHA B MEAUYHIN NPaKTUL.
TexHiuHa LOKyMeHTaUia A8 uinel niaTBepAsKeHHA BianosiaHocTi 36epiraeTbca 3a agpecoio:
By/1. MeTanicris, 20, m. KuiB, YKkpaina, 03057

Aeknapauis umHHa go: "06" amnHa 2021 poky.

B.I. bukos

®akmuuna agpeca: syn. METAJTICTIB, 20, m. KMIB, YKPAIHA, 03057 Business address: 20, METALISTIV Str., KYIV, 03057, UKRAINE
Micueanaxomxens: syn. M. BOMYYKA, 18-A, m. KMIB, YKPAIHA, 01103 Registered address: 18-A, M. BOYCHUK Str., KYIV, 01103, UKRAINE
ten./dake: (044) 585-34-55 (53,56) phone/fax: +38 (044) 585-34-55 (53,56)

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



A GAR

Dopatok Nel
no Oeknapauii npo BignosigHicTb

OOOATOK
no OEKNAPALLIT MPO BIAMOBIAHICTb Ne9-09/2016-IGAR Big, "21" uepsHa 2019 poky (pepakuis 6)
KaTteTepu ana iH’ekuint Tuny metennk tToprosoi mapku IGAR
BupobHnKk ToBapucTBo 3 06mexeHoto BignosiganbHictio "ITAP"
MicLe3HaxoaKeHHs: Byn. Muxaiina boiuyka, 18-A, m. Kuis, YkpaiHa, 01103,
TenedoH/dpakc: +380445853455
Micue supobHuuTea  Anhui Hongyu Wuzhou Medical Manufacturer Co.,Ltd.
(Bupo6Huui noTykHocTi) No.2, Guanyin Road, Economic Development Zone, Taihu County 246400 Anging,
Anhui, People’s Republic of China
Micue BupobHuuTBa Jiangsu Jichun Medical Devices Co., Ltd.,
(Bupo6Huui notyxHocTti) Zhenglu Town, Tianning 213111 Jiangsu China

Ne Hassa mopaudikauii meauuHoro supoby Hassa mogudikauii meauuHoro supoby
3/n 2 QHININCbKOK MOBOIO YKpaiHCbKOIO MOBOIO
1. | Scalp vein set trade mark IGAR, size 18G KaTeTep 4N iH €KLl TMNY METenK TOprosoi MapKu
IGAR, po3mip 18G
2. | Scalp vein set trade mark IGAR, size 19G KateTep ans iH' €KLt TUNY METEeAUK TOProBOi MapKu
IGAR, po3mip 19G
3. | Scalp vein set trade mark IGAR, size 20G KaTetep 48 iH’ €KL TMNY MEeTenK TOprosoi MapKku
IGAR, po3mip 20G
4. | Scalp vein set trade mark IGAR, size 21G KaTetep oA iH €KL TMNY MeTennK TOprosoi MapKku
IGAR, po3mip 21G
5. | Scalp vein set trade mark IGAR, size 22G KateTep an1s iH’ €KLl TUMY METeNUK TOProBoi MapKu
IGAR, po3mip 22G
6. | Scalp vein set trade mark IGAR, size 23G KaTeTtep Ans iH’ €KL TMNY MEeTennK TOProsoi MapKku
IGAR, po3mip 23G
7. | Scalp vein set trade mark IGAR, size 24G KaTeTep 4N iH’ €KL TMNY MEeTennK TOProsoi MapKu
IGAR, po3mip 24G
8. | Scalp vein set trade mark IGAR, size 25G KaTeTep ans iH eKUii TMNY MeTennK TOprosoi MapKu
IGAR, po3mip 25G
9. | Scalp vein set trade mark IGAR, size 26G KaTetep 411 iH €KUM TMNY METENNK TOProBOi MapKu
IGAR, po3mip 26G
10. | Scalp vein set trade mark IGAR, size 27G KaTteTep Ana iH'eKLI TNy METeNUK TOProBoi MapKu
IGAR, po3mip
P QAR S0
Aupe) B.T. Bukoe
g CmopiHka 131
f
®DakTuyHa agpeca: By, METAJ‘I[?TIB, 20, m. KMIB, YKPAIHA, 03057 Business address: 20, METALISTIV Str., KY1V, 03057, UKRAINE
MicuesHaxopxenns: Byn. M. BOUYYKA, 18-A, m. KMIB, YKPAIHA, 01103 Registered address: 18-A, M. BOYCHUK Str., KYIV, 01103, UKRAINE
ten./dakc: (044) 585-34-55 (53,56) phone/fax: +38 (044) 585-34-55 (53,56)

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



