A GAR

OEKNAPALIA NPO BIANOBIAHICTD
Ne10-09/2016-1GAR sig, "18" ciuHa 2022 poKy
(peaakuis 9)

Tosapuctso 3 obmexeHoro BignosigansHictio "IFTAP", koa EAPNOY 19243202,
B 0cobi gupekTopa bukosa Bnagucnasa MeopriioBuya, NigTBEPANKYE, LU0 MeAuuHuM BUpi6

KeTryT 38M4aiiHuii 6e3 ronkmu crepunbHuUii Toprosoi mapku IGAR
Knac 6e3neku: Il
BupobHuKk ToBapucTBo 3 06mexeHoro BignosiganbHictio "IFAP"
MicuesHaxoapkeHHA: Byn. Muxaiina boituyka, 18-A, M. Kuis, Ykpaina, 01103,
TenedboH/dbakc: +380445853455
Micue BupobHuuTea Huaiyin Medical Instruments Co., Ltd.,
(Bupo6Huui notyxkHocti) Ne 8 West Ming Yuan Road, 223003, Huaian, China

modugikayii meduuHo20 eupoby HasedeHi e Jodamky Nel do daHoi [eknapayii npo eidnosidHicme

BianoBiAae BMMoram TeXHIYHOrO periameHTy Woao meaudHnx Bupobis, 3aTBepAKEHOTO NOCTaHOBO KabiHety
MinicTpis YkpaiHu Big "02" koBTHa 2013 poky Ne753,

" aTaKoX: :

ACTY EN ISO 14971:2015 (EN ISO 14971:2012, IDT; ISO 14971:2012, IDT) "Bupobu megunuHi. HactaHoBM WOAO
ynpaeaiHHA pu3nKom";

ACTY EN ISO 11607-1:2015 (EN I1SO 11607-1:2009, IDT; ISO 11607-1:2009, IDT) "Bupobu MeAuuHi
npocTtepunizosaHi. lMakoBaHHA. YactuHa 1. OCHOBHI BMMOrM [0 MaTepianis, CTEPUNBHUX bap'epHuUx i
nakyBa/ibHUX cuctem";

[OCTY EN 1SO 11135-1:2015 (EN ISO 11135-1:2007, IDT; ISO 11135-1:2007, IDT) "Crepunisauis BMpobiB
MEAMYHOTO NPU3HAYEHHA OKCMAOM eTuneHy. YactuHa 1. Bumoru Ao pospobneHHs, Banigauii Ta NoTOYHOro
KOHTPOJIIO NpoLiecy cTepuisaii meguyHux Bupobis';

ACTY EN I1SO 11137-1:2015 (EN ISO 11137-1:2006, IDT; ISO 11137-1:2006, IDT) "Crepunizauis BUpobiB
MEeMUHOrO MpusHaueHHa. Pagjauiiina crepwnizaujs. Yactuea 1. Bumoru fo po3pobnenHs, Banigauii Ta
MOTOYHOIO KOHTPO/IO MpOoLEecy cTepuisaii MeanyHux supobis”;

[ACTY 1SO 15223-1:2015 "3acobu BeTepuHapHO! TeXHiKM. YMOBHI MO3HAKM Ha eTUKeTKax 3acobiB mean4HOI
TexHiku, MapKoBaHHA 1 060B'A3K0BI BIAOMOCTI. YacTuHa 1. 3aranbHi Bumoru (ISO 15223-1:2007, IDT)";

[CTY 4659-1:2006 "KniHiuni AOChifsKeHHA mMeauuHux BUpobiB ana nogeit. YactHa 1. 3aransHi sumorn (ISO
14155-1:2003, MOD)";

ACTY EN ISO 10993-1:2015 (EN ISO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "BionoriyHe OLjiHIOBaHHA
meanuHux Bupobis. YactuHa 1. OLiHIOBaHHA Ta TECTyBaHHA B paMKax MPOLECy YrpaB/iHHA pU3nKamu®;

JACTY EN ISO 13485:2018 (EN ISO 13485:2016, IDT; ISO 13485:2016, IDT) "MeauuHi Bupobu. Cuctema ynpasniHHs
AKICTI0. BUmoru o peryntoBaHHa";

ACTY EN ISO 22442-1:2015 (EN ISO 22442-1:2007, IDT; ISO 22442-1:2007, IDT) "Bupobu meaunuHi, BUrOTOB/IEHI i3
3aCTOCYBaHHAM TKaHUH TBAPUHHOTO NOXOKEHHS Ta ix noxigHux. YactvHa 1. YnpaeniHHA pusnkamu';

®aktmuna agpeca: syn. METANICTIB, 20, m. KMIB, YKPAIHA, 03057 Business address: 20, METALISTIV Str., KYIV, 03057, UKRAINE
Micuesnaxomxenns: syn. M. BOMYYKA, 18-A, m. KUIB, 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



OCTY EN ISO 22442-2:2015 (EN 1SO 22442-2:2007, IDT; ISO 22442-2:2007, IDT) "Bupobu meanuHi, BUroToBAEHi i3
3aCTOCYBaHHAM TKAHMH TBAPUHHOTO MOXOKEHHA Ta iX NoxiAHMX. YacTuHa 2. KOHTPONb OTPUMAHHA, 36MPaHHA i
obiry";

ACTY EN SO 11607-2:2015 (EN 1SO 11607-2:2009, IDT; ISO 11607-2:2009, IDT) "Bupobu MmeaunuHi
npocrepunizosaHi. lMakoBaHHA. YacTuHa 2. Banigaujiti sumorn";

ACTY I1SO 14644-1:2009 "YucTi npumilLleHHA Ta nos'A3aHi 3 HMMM KOHTPONbOBaHI cepeposuwia. YactnHa 1.
Knacudikauis uncrotv nositpa (1SO 14644-1:1999, IDT)";

ACTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupobu meauuHi. Indpopmallia, AKY Hagae BUPOOHMK".

Ha nigcrasi:

OujiHKkM Ta cxBaNeHHA QYHKLIOHYBaHHA KOMMIEKCHOT CUCTEMMU YNpaBaiHHA AKICTIO 3rigHo 3 [logatkom 3 A0
TexHi4YHOro pernameHTy LWoA0 MeauYHUX BUPObiB.

CepTudikat BignosigHocTi Ha npogykuito Ne R3M 804 032/1 B1, BuaaHuit opraHoMm 3 OLiHKKM BignosiagHocTi TOB
"YKPAIHCbKUM IHCTUTYT CTAHOAPTIB" (UATR.137), giticHuit go "17" ciuHa 2027 poky.

[Lexnapauia cknageHa nig uinkosuty BignosigansHicts TOB "ITAP", Wwo BignoBigae 3a BBeAEHHA MeAUYHOrO
BMpPOOy B 06ir 4na 3aCTOCyBaHHA B MeAUYHIN NpaKTUL.
TexHi4Ha AOKYMEHTaLA ANA uineit nigTeepa)KeHHs BignoBigHocTi 36epiraeTbea 3a agpecoio:
Byn. Mertanicris, 20, m. KuiB, YkpaiHa, 03057

Oexknapauis umHHa go: "17" ciuna 2027 poky.

Aupexkmop . B.I. bukos
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‘! «
v'\/l
®aktnyHa agpeca: syn. METAJICTIB, 20, m. KUIB, YKPAIHA, 03057 Business address: 20, METALISTIV Str., KYIV, 03057, UKRAINE
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Dopatok Nel
Ao Oeknapauii npo BignosigHicTb

OOOATOK
Ao OEKNAPALLIT MPO BIAMOBIAHICTb Ne10-09/2016-IGAR Big "18" ciuna 2022 poky (peaakuis 9)
KeTryT 3suyaiituii 6e3 ronku crepunbHuii Toprosoi mapku IGAR
BupobHuk ToBapucreo 3 o6mexxeHolo BignosiganbHicrio "ITAP"
MicLie3HaxoaKeHHa: By, Muxaitna Boiuyka, 18-A, m. Kuis, Ykpaina, 01103,
TenedoH/dakc: +380445853455
Micue supobHuurea Huaiyin Medical Instruments Co., Ltd.,
(BpobHuyi noTykHocTi) Ne 8 West Ming Yuan Road, 223003, Huaian, China

Ne Hasea mopgudikauii meauuHoro Bupoby
3/n AHININCbKOK MOBOIO

Hasea mogudikauii meguyHoro supoby
YKpPaiHCbKOK MOBOKO

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

KeTryT 3BUUaiiHu1it 6€3 roNKku CTepuabHUiA TOprosoi
mapku IGAR, USP po3mip 7/0 (MeTpuyHuii posmip 0.7)

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

KeTryT 3BU4aiiHuit 6€3 ronku CTepunbHUIA TOprosoi
mapku IGAR, USP po3mip 6/0 (MeTpuyHuii po3mip 1.0)

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

KeTryT 3BU4aiiHuUii 6€3 ronku cTepunbHUii Toprosoi
mapku IGAR, USP po3mip 5/0 (MeTpuuHwii posmip 1.5)

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

KeTryT 3BU4aiiHuit 6e3 rosik1 CTepunbHUIA TOProsoi
Mapku IGAR, USP po3mip 4/0 (MeTpuyHuii posmip 2.0)

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

KeTryT 38U4aiiHu it 6€3 roNKku CTepunbHUl TOprosoi
Mapku IGAR, USP po3mip 3/0 (MeTtpuuHmit posmip 3.0)

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

KeTryT 38U4aitHU it 6e3 ronku cTepunbHUiIA TOProsoi
Mmapkm IGAR, USP po3mip 2/0 (MeTpuuHuii posmip 3.5)

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

KeTryT 38MualiHnit 63 ronku CTepunbHUi TOprosoi
mapkm IGAR, USP po3mip 0 (MeTpuunuii posmip 4.0)

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

KeTryT 38M4aiiHMi1 6€3 ronku cTepunbHuii TOprosoi
Mapku IGAR, USP po3mip 1 (MeTpuunuii posmip 5.0)

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

KeTryT 38MuaiiH1in 6e3 ronku 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 38u4aiiHuit 6e3 ronku cTepuabHUii TOProsoi
mapku IGAR, USP po3mip 3 (MeTpuunuii posmip 7.0)

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

KeTryT 3814aliHuii 6e3 ronku CTepunbHUiA TOprosoi
mapku IGAR, USP po3mip 4 (MeTtpuuHuii po3mip 8.0)

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

KeTryT 3814aitHunii 6€3 rosiku CTepunbHuiA TOprosoi
mapku IGAR, USP po3mip 5 (MeTpuyHuit posmip 9.0)

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

KeTryT 38u4aiiHuii 6€3 ronku cTepunbHuii TOprosoi

Aupexkmop

mapku IGAR, USP po3mip 6 (MeTtpuunuit posmip 10.0)

B.I. Bukos

CmopiHka 131

®akTnuna oppeca: syn. METANICTIB, 20, m. KUIB, YKPATHA, 03057
Micueasaxopxenns: syn. 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)
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