A 1GAR

OEKNAPALIA NPO BIANOBIAHICTb
Ne10-09/2016-IGAR Big, "21" yepsHa 2019 poKy
(pepakuis 6)

ToBapucTeo 3 obmexkeHolo BignosiganoHicTio "IFTAP", kog €EAPNOY 19243202,
B 0c0bi gupekTopa BukoBa Bnaaucnasa leoprilioBuya, NiaTBEPANKYE, WO MeaUYHUI BUPIO

KeTryT 3BuuaiiHuii 6e3 ronku crepunbHuUii Toprosoi mapku IGAR
Knac 6e3neku: Il
BupobHMK ToBapuCTBO 3 06MerXKeHoto BignosiganbHictio "IFTAP"
MicLe3HaxoAXeHHs: Bya. Muxaitna boiuyka, 18-A, m. Kuis, YKpaiHa, 01103,
TenedoH/dpakc: +380445853455
Micue BupobHuuTea Huaiyin Medical Instruments Co., Ltd.,
(Bupo6Huui noTyxkHocTi) Ne 8 West Ming Yuan Road, 223003, Huaian, China

modugikayii meduyHozo supoby HasedeHi 8 Jodamky Nel do daHoi fexknapayii npo eionosioHicme

BiANOBiAa€E BUMOram TeXHIYHOTO pernameHTy Woa0 MeandyHKX BUpobiB, 3aTBepaKeHOro noctaHoBot KabiHeTty
MiHicTpis YKpaiHu Big, "02" }koBTHA 2013 poKy Ne753,

a TaKoX:

ACTY EN ISO 14971:2015 (EN ISO 14971:2012, IDT; I1SO 14971:2012, IDT) "Bupobu meanuHi. HactaHosu wono
ynpasAiHHA pu3nkom";

ACTY EN I1SO 11607-1:2015 (EN ISO 11607-1:2009, IDT; ISO 11607-1:2009, IDT) "Bupobu memanuHi
npocrepuizoBaHi. [lakoBaHHA. YactuHa 1. OcCHOBHI BUMOrM [0 MaTepianie, CTepuabHUX 6ap'epHux i
nakyBasbHWUX cuctem";

ACTY EN I1SO 11135-1:2015 (EN ISO 11135-1:2007, IDT; ISO 11135-1:2007, IDT) "Crepwnizauia supobis
MeAMYHOTO NMPU3HAYeHHA OKCMAOM eTuneHy. YactuHa 1. Bumoru ao pospobneHHa, Banijauii Ta nmoToyHOro
KOHTPOJIIO Npouecy cTepunisaLii meanyHnx supobis";

ACTY EN ISO 11137-1:2015 (EN SO 11137-1:2006, IDT; ISO 11137-1:2006, IDT) "Crepunisauia Bupobis
MeAMYHOro npusHauyeHHa. PagjauiiiHa crepunisauia. YactuHa 1. Bumorn go pospobnedHs, sanigauii Ta
MOTOYHOIO KOHTPOIIO NpoLiecy cTepunisauii meauyHUx BUpobis";

ACTY ISO 15223-1:2015 "3acobu BeTepuHapHOi TEXHIKWM. YMOBHI MO3HAaKM Ha eTUMKeTKax 3acobis meauyHOl
TEXHIKM, MapKoBaHHA 1 060B'A3KoBI BiJoMOCTI. YacTuHa 1. 3aranbHi Bumoru (ISO 15223-1:2007, IDT)";

ACTY 4659-1:2006 "KniHiuHi gocnigkeHHA meauyHMX BUPObiB Ana ntogei. YactuHa 1. 3aranbHi sumorn (ISO
14155-1:2003, MOD)";

ACTY EN ISO 10993-1:2015 (EN ISO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "BionoriuHe oOLHIOBaHHA
meauuHuX BUpobis. YactuHa 1. OuiHI0BaHHA Ta TECTYBAHHA B PaMKax NPOLECY YNpPaBAiHHA pU3MKamu”;

ACTY EN ISO 13485:2018 (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT) "MeauuHi Bupo6u. Cuctema ynpasiHHs
AKICTIO. BuUmoru fo peryntoBaHHa";

ACTY EN ISO 22442-1:2015 (EN 1SO 22442-1:2007, IDT; 1SO 22442-1:2007, IDT) "Bupobu MeauuHi, BUrOTOBAEHI i3
3aCTOCYBaHHAM TKaHWH TBAPMHHOTO NOXOAMEHHS Ta X noxigHux. YactnHa 1. YnpaeniHHa pusukamu";
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OCTY EN ISO 22442-2:2015 (EN 1SO 22442-2:2007, IDT; ISO 22442-2:2007, IDT) "Bupobu meguyHi, BATOTOB/IEHI i3
3aCTOCYBAHHAM TKaHMH TBapPMHHOTO MOXOAMKEHHA Ta iX noxigHux. YactuHa 2. KOHTPO/ib OTPMMaHHSA, 36MpaHHA i
obiry";

ACTY EN ISO 11607-2:2015 (EN ISO 11607-2:2009, IDT, ISO 11607-2:2009, IDT) "Bupobu meamuHi
npoctepunizosari. MakoBaHHA. YacTuHa 2. BanigauiiHi sumorn”;

AOCTY ISO 14644-1:2009 "YucTi npumilieHHA Ta NOB'A3aHi 3 HMMM KOHTPOJIbOBaHI cepenosulla. YactnHa 1.
Knacudikauis uncrotu nositpa (ISO 14644-1:1999, IDT)";

OCTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupobu meanuHi. IHpopmaljis, AKYy Hagae BUPOOHUK".

Ha nigcrasi:
OuiHKkKM Ta cxBafieHHA QYHKLIOHYBaHHA KOMMJIEKCHOT CUCTEMU yNpaBAiHHA AKICTIO 3rigHo 3 Jogatkom 3 Ao
TexHIYHOro pernameHTy Woa0 MeaAnYHUX BUpobis.

CepTtudikat BignosigHocti Ha npogykuito NeUATR.101-399.499-2019, BuaaHui opraHom cepTudikauii
[lepkaBHUM YKpaiHCbKUM 06’egHaHHam "TMonitexmen" (UATR.101), gilicHnii o "06" anunua 2021 poky.

[Jeknapauia cknageHa nig uinkoeuty BignosiganbHicte TOB "ITAP", wo BignoBsigae 3a BBeAeHHA mMeanMYHOro
BMpPOOY B 06ir Ans 3acToCyBaHHA B MEAUYHINA NPaKTULL.
TexHiYHa AOKYMeHTaLia ANA uinei niaTeepaskeHHa BignosigHocTi 36epiraeTbea 3a agpecolo:
Byn. MeTanicris, 20, m. KuiB, YKpaiHa, 03057

Deknapauis uMHHa go: "06" nunHa 2021 poky.
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dopartok Nel
Ao Odeknapauii npo BianoBigHiCTb

OOOATOK
Ao AEKNAPALIT NPO BIANOBIAHICTb N210-09/2016-IGAR Big "21" yepsHa 2019 poky
(pepakuis 6)
KeTryT 38u4aiiHunii 6e3 ronku crepunbHuii Toprosoi mapku IGAR

Bupo6HuMK

ToBapucTBo 3 06merKeHOo BignosiganbHictio "IFAP"

MicLLe3HaxX0AKeHHA: Bya. Muxaina boiuyka, 18-A, m. KuiB, YkpaiHa, 01103,
TenedoH/Ppakc: +380445853455

Micue BMpo6HMLTBA

Huaiyin Medical Instruments Co., Ltd.,
Ne 8 West Ming Yuan Road, 223003, Huaian, China

Hasea moguodikauii meguuHoro supoby
aHrNiCbKOK MOBOIO

Hassa moaudikauii meguuHoro eupoby
YKpPaiHCbKOK MOBOIO

Catgut plain sterile without needle trade mark IGAR,
USP size 7/0 (Metric size 0.7)

KeTryT 3BuYaiiHKit 6€3 roNKku cTepuibHUIM TOprosoi
mapku IGAR, USP po3mip 7/0 (MeTpuuHuit posmip 0.7)

Catgut plain sterile without needle trade mark IGAR,
USP size 6/0 (Metric size 1.0)

KeTryT 38M4aiiHMit 6€3 rosIku CTEPUNbHUI TOProBoi
Mapku IGAR, USP po3mip 6/0 (MeTpuuHmii po3mip 1.0)

Catgut plain sterile without needle trade mark IGAR,
USP size 5/0 (Metric size 1.5)

KeTryT 38u4aitHni4 6€3 ro/Ikv CTepUIbHUIA TOProBoi
Mapku IGAR, USP po3mip 5/0 (MeTpuuHmit posmip 1.5)

Catgut plain sterile without needle trade mark IGAR,
USP size 4/0 (Metric size 2.0)

KeTryT 38M4aliHuit 6e3 roniku cTepuibHUI Toprosoi
Mapku IGAR, USP po3smip 4/0 (MeTpuuHmit posmip 2.0)

Catgut plain sterile without needle trade mark IGAR,
USP size 3/0 (Metric size 3.0)

KeTryT 38u4aiiHMid 63 rofikm cTepunbHU TOProsoi
mapku IGAR, USP po3mip 3/0 (MeTpuuHuii posmip 3.0)

Catgut plain sterile without needle trade mark IGAR,
USP size 2/0 (Metric size 3.5)

KeTryT 38u4aiiH1 it 6€3 rosiku CTepUIbHUI TOProsoi
Mapku IGAR, USP po3mip 2/0 (MeTpuyHuit posmip 3.5)

Catgut plain sterile without needle trade mark IGAR,
USP size 0 (Metric size 4.0)

KeTryT 38M4aliHni1 6e3 rosiku CTeprabHUIM TOProBoi
Mapku IGAR, USP po3mip O (MeTpuuHuii posmip 4.0)

Catgut plain sterile without needle trade mark IGAR,
USP size 1 (Metric size 5.0)

KeTryT 381y4aliHunit 6€3 rosiku cTepuabHUI TOProsoi
mapku IGAR, USP po3mip 1 (MeTpruHuii posmip 5.0)

Catgut plain sterile without needle trade mark IGAR,
USP size 2 (Metric size 6.0)

KeTryT 38n4aliH1it 6€3 roNKku CTepunbHUIA TOProsoi
Mapku IGAR, USP po3mip 2 (MeTpuyHuii posmip 6.0)

10.

Catgut plain sterile without needle trade mark IGAR,
USP size 3 (Metric size 7.0)

KeTryT 38u4aliHuit 6€3 ronku cTepuabHUiA TOProBoi
Mapku IGAR, USP posmip 3 (MeTpuuHuii posmip 7.0)

11.

Catgut plain sterile without needle trade mark IGAR,
USP size 4 (Metric size 8.0)

KeTryT 3814aiiHni1 6e3 ronku cTepunbHUIn TOProsoi
Mapku IGAR, USP po3mip 4 (MeTtpuuHmii posmip 8.0)

12:

Catgut plain sterile without needle trade mark IGAR,
USP size 5 (Metric size 9.0)

KeTryT 38n4aiiH1il 6€3 ronku cTepunbHU TOProsoi
Mapku IGAR, USP po3mip 5 (MeTpuuHuii posmip 9.0)

13.

Catgut plain sterile without needle trade mark IGAR,
USP size 6 (Metric size 10.0)

KeTryT 38u4aiiHnit 6€3 ronku cTepunbHUin TOprosoi
MapKu IGAR, USP pe3mip 6 (MeTpuuHuii posmip 10.0)

B.T. bukos
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Daktnuna appeca: syn. METAJICTIB, 20, m. KUIB, YKPATHA, 93057
MicuesnaxopxenHs: Byn. M. BOMYYKA, 18-A, m. KMIB, YKPAIHA, 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




