AEKNAPALIA NMPO BIAMOBIAHICTb
N26-07/2016-1GAR Big, "08" nanctonaga 2018 poky
(pepakuia 5)

ToBapucteo 3 obmesxeHoto BignosiganbHicrio "IFAP", kog €APNOY 19243202,
B 0c0bi gupeKTopa Bukosa Bnagucnasa Meopriitiosuua, NigTBepAKYE, WO MEANYHUI BUpib

CrapudikaTtop cranesuii crTepunbHuii Toprosoi mapku IGAR
Knac 6ezneku: lla
Bpo6Huk ToBapucTBo 3 06MerKeHOo BianosiaanbHicTio "IFTAP"
MicLe3HaxoKeHHA: Byn. Muxaiina boidyka, 18-A, m. Kuis, Ykpaina, 01103,
TenedoH/dakc: +380445853455
Micue BupoBHMUTBa  Huaian Tianda Medical Instruments Co., Ltd.,
(Bupo6Huui noTyxkHocTi)  No 106, East Songjiang Road, Huaiyin Economic & Technological Development

Zone, 223002, Huaian City, Jiangsu, China

BiZiNOBiAAE BUMOTAM TEXHIYHOTO pernameHTy WOA0 MeAUYHMX BUPOBIB, 3aTBEPIMKEHOrO NOCTAHOBOIO Kabinety
MiHicTpie Ykpainu Big "02" xoBTHA 2013 poKy Ne753,

a TAKOX:

ACTY EN 150 13485:2015 (EN ISO 13485:2012, IDT; ISO 13485:2003, IDT) "MeauuHi Bupo6u. CUCTema yripasiHHs
AKICTI0. Bumoru A0 peryntoBaHHa";

ACTY EN ISO 11137-1:2015 (EN ISO 11137-1:2006, IDT; ISO 11137-1:2006, IDT)"Crepunizauis Bupobis
MeANYHOro npusHayeHHs. PagiaujiiHa crepunisauia. Yactmea 1. Bumorn go po3pobneHHs, Banigauii Ta
NOTOYHOTO KOHTPOAIKD NpoLUecy crepunizauii MeguuHux Bupobis";

ACTY EN 556-1:2014 "Crepunisauia meauunux BupobiB. Bumorn A0 mMeAuuHWX BUPOBIB 3 NO3HAYEHHAM
'CTEPW/IbHI'. Hactuna 1. BUMOrM o meamyrux BUpobiB, WO NiANAraloTs KiHLEBIi crepunizauii’ (EN 556-1:2001,
IDT + EN 556-1:2001/AC:2006, IDT);

ACTY EN IS0 14971:2009 "Bupobn megunuHi. HacTaHoBM o0 ynpaeniHHa pusmkom” (1SO 14971:2007, IDT)
ACTY EN ISO 980:2007 "Cumsonu rpadiuHi AnA MmapKyBaHHA MeauuHUX BUpobis";

OCTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupo6u meauuni. Indopmallis, sky Hagae BUPOOHUK";
ACTY EN IS0 11607-1:2015 (EN ISO 11607-1:2009, IDT; ISO 11607-1:2006, IDT) "Bupobu meaumuHi
npoctepunisosai. [lakoaHHA. Yactmia 1. OcCHOBHI BMMOMM A0 Matepianis, CTEpUALHUX bap'epHux i
nakyBanbHUX cuctem";

ACTY EN ISO 11607-2:2015 (EN 1SO 11607-2:2009, IDT; ISO 11607-2:2006, IDT) "Bupo6m ME Y HI
npocTtepunisoBani. MakosaHHA. YacTuHa 2. BanigauinHi Bumoru™;

ACTY 1SO 14644-1:2009 "YucTi NpUMILLEHHA Ta NOB'A3aHi 3 HUMM KOHTPO/MLOBAHI cepefosuwa. YactuHa 1.
Knacudikauia unuctot nositps (1SO 14644-1:1999, IDT)";

ACTY 15O 14644-2:2009 "4ucTi npumilleHHA Ta MOB'A3aHI 3 HUMM KOHTPO/ILOBAHI cepegoBuwa. YacTuHa 2.
Bumorn 40 KOHTPONIOBAHHA i MOHITOPUHIY AnA MiATBEPAXKEHHS BianosiaHocTi ACTY ISO 14644-1" {(ISO 14644-
2:2000, IDT);

ACTY EN IS0 11737-1:2015 (EN 1SO 11737-1:2006, IDT; ISO 11737-1:2006, IDT) "Crepunisavuia 3acobis meamuHoi
TexHiku. Mikpobionoriuni metoau. YactuHa 1. BUsHaueHHa nonynauii MikpoopraHiamis Ha supobax";

’

Paxrnana aapeca: ayn. METATICTIB, 20, m. KMIB, YKPAIHA, 03057 Business address: 20, METALISTIV Str,, KYIV, 03057, UKRAINE
MicuesHaxomxenns: syn. M. BOMYYKA, 18-A, m. KUIB, YKPATHA, 01103 Registered address: 18-A, M. BOYCHUK Sir., KYIV, 01103, UKRAINE
ten./ dakc: (044) 585-34-55 (53,56) phone/fax: +38 (044) 585-34-55 (53,56)
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ACTY EN ISO 11737-2:2015 (EN 1SO 11737-2:2009, IDT; ISO 11737-2:2009, IDT) "Crepunizauis 3acobis meguaHol
TexHiku. Mikpobionoriyni metoam. YactuHa 2. BunpoByBaHHA Ha CTEPUABHICTb, LWO nposoAATh nig vac
BU3HAYEHHA, BanigaLii Ta NigTpMmaHHa npouecy cTepuaisauii;

ACTY EN I1SO 10993-1:2015 (EN ISO 10993-1:2009, IDT; ISO 10993-1:2009, IDT) "BionoriyHe OLIHKBAHHA
MeauyHuX BMpoGiB. HacTnha 1. OuiHIOBaHHA Ta TeCTYBaHHA B PAMKaX MPOLUECY yNpaBaiHHA pusnkamu';

ACTY EN ISO 10993-5:2015 (EN ISO 10993-5:2009, IDT; ISO 10993-5:2009, IDT) "BionoriuHe oLiHIOBaHHA
mMean4Hux Bupobis. YactuHa 5. BUNpoBoBYBaHHA Ha LIMTOTOKCUYHICTL in vitro":

ACTY 15O 10993-10:2004 "Bionoriyne ouiHOBaHHA MefuuHMx Bupobie. Yactuva 10. BunpobyBaHHa Ha
no/ipasHenHa Ta ceHeundinizauin” (ISO 10993-10:1995, IDT).

Ha nigcrasi:

OuiHKM Ta cxBaneHHA QYHKUIOHYBAHHA KOMMAEKCHOI CMCTEMM YNPaB/iHHA AKICTIO 3riaHO 3 JogaTkom 3 40
TexHIYHOTO perameHTy Woao MeAUYHMX BUpPO6iB.

Ceprudikar signosigHocti Ha npoaykujlo NeUATR.101-335.439-2018, BugaHuii opraHom cepTudikawyji
fAepxaBHum yrpaiHCbkum 06’ egHanHam "Monitexmeq" (VATR.101), giAcHuin o "06" nunua 2021 poky.

fexnapauia cknapeHa nig uinkosuTy signosigansHicte TOB "IFAP", Wo BiANOBiAaE 3a BBEAEHHA MEAUHHOTO
BUpoOy B 06ir AnA 3acTocyBaHHA B MEAMYHIN NpakTuLj.
TexHiuHa AoKymeHTaUia ANA Linen NiATBEPAXEHHA BignoBigHOCTI 36epiraeTbea 3a agpecoio:
Bys1. MeTanicTig, 20, m. Kuis, Ykpaina, 03057

Aeknapauia yuHHa ao: "06" nunHa 2021 pok

Dakruana appeca: syn. METATICTIB, 20, m. KMIB, YKPATHA, 03057 Business address: 20, METALISTIV Str., KYIV, 03057, UKRAINE
Micuesnaxomxenns: syn. M. BOMYYKA, 18-A, m. KMIB, YKPATHA, 01103 Registered address: 18-A, M. BOYCHUK Str., KYIV, 01103, UKRAINE
ten./akc: {044) 585-34-55 (53,56) phone/fax: +38 (044) 585-34-55 (53,56)
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A icav

OOOATOK
Ao JEK/TAPALLIT MPO BIAMOBIAHICTb Ne6-07/2016-IGAR Big "08" nuctonaga 2018 poky
(pepakuia 5)
CrapudikaTop cTanesuit cTepunbHuii Toprosoi mapku IGAR
BupobHuk TosapuctBo 3 06mesxeHor BianosiganbHicrio "ITAP"
MicUesHaxoeHHA: Bya. Muxaiina boiuyka, 18-A, m. Kuis, YKpaina, 01103,
Tenedon/darc: +380445853455
Micuie 81po6HuLTBa  Huaian Tianda Medical Instruments Co., Lid.,
(BupoGruyi notysHocTi)  No 106, East Songjiang Road, Huaiyin Economic & Technalogical Development

Zone, 223002, Huaian City, Jiangsu, China

Adopatok Nel
80 Oeknapauii npo BignosigHicTs

Ne Hazea moaudikauii meguunoro empoby Hasea moaudikauii megnunoro supoby
3/n AHTNiACbKOK MOBOKD YKPaiHCbKOK MOBOK

1. | Blood lancet trade mark IGAR steel sterile Ckapudikatop cTanesuii CTepuabHUi TOProsoi mapku IGAR ]

B.I. Bukoe
Cmopinka 13 1
®akmuuna anpeca: syn. METATICTIB, 20, m. KMIB, YKPAIHA, 03057 Business address: 20, METALISTIV Str,, KYIV, 03057, UKRAINE
MicuesHaxopxenus: syn. M. BOMYYKA, 18-A, m. KUIB, YKPATHA, 01103 Registered address: 18-A, M. BOYCHUK Sir., 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
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