AEKJIAPALIA NPO BIANOBIAHICTb
N220-03/2017-1GAR 8ig "08" nauctonaga 2018 poky
(pepakuia 5)

TosapucTso 3 obmesxeHoro BignoeiganbHicrio "IFTAP", kog EAPNOY 19243202,
B 0cobi AvpekTopa bukosa Bnaancnasa MeopritoBuya, NigTBEpAKYE, WO MeaUYHIit BUPIG

Karerepu ®onesn crepunbHi Toprosoi mapku IGAR
Knac 6esneku: lla
BupobHuk ToBapucTBO 3 06mereHow BignosiganbHictio "IFAP"
MiCLe3Haxo4KeHHA: By, Muxaitna boliuyka, 18-A, m. Kuis, Ykpaina, 01103,
TenedpoH/dakc: +380445853455
Micue supobHuutea Nantong Angel Medical Instruments Co., Ltd.,
(Bupo6Huui noTyxHocTi)  Fusheng Road, Xiayuan Town, 226543 Nantong, People’s Republic of China

modueikayii meduyHozo upoby Hasedeni 8 Llodamry Nel do darol fexknapauii npo sidnoeionicms

BifANOBifae BUMOTaM TeXHIYHOrO pernameHTy LWOoAO MeANYHUX BUPOGIB, 3aTBEPAMKEHOTO NOCTAHOBO 0 KabiHeTy
MinicTpie Ykpainu Big "02" 3kosTHa 2013 poky Ne753,

a TaKoX:

ACTY EN 1618:2014 "KateTepu, KpiM BHYTPILUHBOCYAUHHMX. MeToau BunpobyBaHHs 3araibHUX BAACTUBOCTEH"
(EN 1618:1997, IDT);

ACTY EN 980:2007 "Cumeosiv rpadiuni Ana mapkyBaHHA meauunux supobis” (EN 980:2003, IDT);

ACTY EN 1041:2015 (EN 1041:2008+A1:2013, IDT) "Bupobu meguuHi. IHhopmaLia, Aky Haaae BUPOGHUK';

ACTY EN 1SO 13485:2015 (EN 1SO 13485:2012, IDT; ISO 13485:2003, IDT} "MeguuHi Bupo6u. Cuctema YyIpasNiHHs
ARICTIO. BUMOTK 00 perynioBaHHa"; '

ACTY EN 1SO 14971:2015 (EN ISO 14971:2012, IDT; ISO 14971:2007, IDT) "Bupobu meamuHi. HactaHosM 10a0
ynpaeniHHg puanKkom';

ACTY EN 1SO 10993-1:2015 (EN SO 10993-1:2009, IDT; 1SO 10993-1:2009, IDT) "Bionoriune OLiHIOBAHHA
meanuHMX Bupobis. YactuHa 1. OUiHIOBaHHA Ta TECTYBaHHA B pamKax npouecy yrnpasaiHHa puankamu";

ACTY EN I1SO 10993-5:2015 (EN I1SO 10993-5:2009, IDT: I1SO 10993-5:2009, IDT) "BionoriuHe OUIHIOBAHHA
mMeAnuHUX BUpOoBIB. YacTuHa 5. BUnpo6oBYBaHHA Ha LMTOTOKCUYHICTb in vitro™;

ACTY EN IS0 10993-7:2015 (EN ISO 10993-7:2008, IDT; ISO 10993-7:2008, IDT) "Bionoriune ouiHIOBaHHA
MeAnYHUX BUpobis. YacTuHa 7. 3anuwkm nicna crepunisauii eTmaeHoKeuaom”;

ACTY 1SO 10993-10:2004 "BionoriuHe OLHIOBAHHA MeamuHux BUpobGis. YactmHa 10. BunpobyeaHHsa Ha
NoApasHeHHA Ta ceHcunbinizauito” (ISO 10993-10:1995, IDT);

ACTY EN ISO 14155:2015 "Kniniuni gocnigmeHHs meguuHux eupobis ana noaei. Hanekna knikiuHa npaKkTrKa"
(EN ISO 14155:2011+EN ISO 14155:2011/Cor.1:2011, IDT);

ACTY 150 11607:2003 "Bupobu meauuHi npoctepunisosati. MakysanHa® (ISO 11607:1997, IDT);

ACTY 150 11137:2003 "Crepunisauin 8upobis MeJMYHOrO NpusHayeHHa. Bumoru oo Banipauii Ta noTouHoro
KOHTpOAto. Pagiauiitna crepunizauis"(1SO 11137:1995, IDT);

®aktuna agpeca: syn. METATICTIB, 20, m. KWIB, YKPAIHA, 03057 Business address: 20, METALISTIV Str., KYIV, 03057, UKRAINE
Micuessaxomwenns: syn. M. BOAYYKA, 18-A, m. KMIB, YKPATHA, 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



ACTY 1SO 14644-1:2009 "4YucTi NPUMILLEHHA Ta NOB'A3aHI 3 HUMM KOHTPONLOBaHI cepefiosmiia. YactmHa 1.
Knacuoikauia uncrotv nositpa" (1SO 14644-1:1999, IDT);
ACTY 1SO 14644-2:2009 "YucTi NpUMIlLleHHs Ta NOB'A3aHi 3 HUMM KOHTPONLOBAHI cepefobula. YactmHa 2.

Brmorn 40 KOHTPO/IOBAHHA ¥ MOHITOPUHIY 1A NATBEPAKEHHA BignosigHocTi ACTY ISO 14644-1" (ISO 14644-
2:2000, IDT).

Ha niacrasi:

OujHKi Ta cXBaNeHHA QYHKUIOHYBaHHA KOMI/JIEKCHOI CUCTEMM yNpaBAiHHA AKICTIO 3rigHo 3 flopatkom 3 g0
TexHiYHOrO pernameHTy LWOA0 MEOUYHUX BUPOBIB.

Ceptudikar signosigHocTi Ha npoaykuilo NeUATR.101-335.439-2018, BuaaHwuit opraHom cepTtudikallii
JepaBHUM yKpaTHCbKUM 06’ egHaHHam "Tonitexmes" (UA.TR.lOl){,n,iHCHwﬁ 00 "06" nunHa 2021 poky.

Heknapaujia cknagera nig UinkoeuTy BignosiganeHicts TOB "ITAP", WwWo BignoBigae 3a BBeAEHHA MEAUYHOIO
BupoOby B 06Ir AnA 3acTocyBaHHA B MEANYHIN NpaKTUL.
TexHiuHa AOKYMEHTaLiA ANA winel nigTeepAXeHHA BignoBigHoCTI 36epiracTbea 3a aApecoio:
Byn. MeTtanicris, 20, m. Kuis, YKkpaina, 03057

OeKknapauia uMHHa go: "06" aunHa 2021 poky.
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PakTuna appeca: syn. METASTICTIB, 20, m. KWIB, YKPAIHA, 03057 Business address: 20, METALISTIV Sir,, KYIV, 03057, UKRAINE
Micuesnaxomkenus: syn. M. BOMUYKA, 18-A, m. KMIB, YKPATHA, 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



(BupobHUYi noTyHHOCT)

IGAR

Dopatok Nel
Ao Jexnapauii npo eignosigHictin

OJOJATOK
Ao JEK/IAPALIT PO BIAMOBIJHICTb Ne20-03/2017-IGAR "08" nuctonaga 2018 poky (peaakuis 5)
Katerepu ®onena ctepunsHi Toprosoi mapku IGAR

BupobHuK

Tosapucteo 3 o6MexeHoto BignoeigansHictio "IFAP"

MicLe3HaxoKeHHs: Bya. Muxaitna boituyka, 18-A, m. Kuis, YKpaina, 01103,
TenedoH/dakc: +380445853455

Micue BupobHUTBA

Nantong Angel Medical Instruments Co., Ltd.,
Fusheng Road, Xiayuan Town, 226543 Nantong, People’s Republic of China

Ne Hassa moaudixauii meanuHoro supoby Hazea mogudikauii meguuHoro supoby
3/n AHrAINCbKOK MOBOID YKPailHCbKOK MOBOK) B
1. | Foley catheter sterile trade mark IGAR 2-way, size 8Fr Katetep ®onen crepunsHuit Toproeoi mapku IGAR
OBOXOLOBUNA, po3mip 8Fr

2. | Foley catheter sterile trade mark IGAR 2-way, size 10Fr Katetep ®onen crepunbHUil Toprosoi mapkn |GAR
ABOX040BUMNA, posmip 10Fr

3. | Foley catheter sterile trade mark IGAR 2-way, size 12Fr KateTtep ®oned ctepunsHui Toprosoi mapku [GAR
ABOX0A0BUIA, po3mip 12Fr

4. | Foley catheter sterile trade mark IGAR 2-way, size 14Fr KateTtep ®onea ctepunsHuin Toprosoi mapku IGAR
OBOXOA0BWH, po3mip 14Fr

5. | Foley catheter sterile trade mark IGAR 2-way, size 16Fr KaTtetep Ponea crepunbHUi TOProeoi mapkn |GAR
[OBOXOA0BWH, po3mip 16Fr

6. | Foley catheter sterile trade mark IGAR 2-way, size 18Fr KateTep ®onea crepunbHUii Toprosoi mapkn |GAR
OBOXOA0BMIA, po3mip 18Fr .

7. | Foley catheter sterile trade mark IGAR 2-way, size 20Fr KateTtep ®onea crepunbHuit Toprosoi mapku IGAR
OBOXOLOBWIA, po3mip 20Fr

8. | Foley catheter sterile trade mark IGAR 2-way, size 22Fr Katerep ®onea ctepunbHUMN TOProsoi mapxu IGAR

SN ABOXOA0BUA, po3mip 22Fr O
9. | Foley catheter sterile trade mark IGAR 2-way, size 24Fr Katetep ®onea crepunbHUii Toproeoi mapku |GAR
: OBOX0A0BKI, po3mip 24Fr
10. | Foley catheter sterile trade mark IGAR 2-way, size 26Fr

Katetep ®onen cTepunbLHUI TOProsoi mapku IGAR

[BOXOA0BUH, po3mip 26Fr

o AP

Cmopinka 13 1

@akmvuna agpeca: syn. METANICTIB, 20, m. KUIB, ‘r’iSPATHA, _03057
MicuesHaxomxeHHs: syn. M. BOMYYKA, 18-A, m. KMIB, YKPATHA, 01103
Ten./¢akc: (044) 585-34-55 (53,56)

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

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
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