dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str. KYIV,
M. KMiB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXXeHHs: IGAR Registered address:
Byn. MUXAWNA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KY1V,

M. KWMIB, YKPATHA, 01103 01103, UKRAINE
Ten/dakc (044) 585-34-55 (53, 56) phone/fax 380-44-585-34-55
E-mail: info@igar.ua 380-44-585-34-56

E-mail: info@igar.ua

CEPTU®DIKAT SIKOCTI
JIncromanx 2018

Bupoouuk: ToBapucTBo 3 00MexxeHO0 BinnosinaapHictio "'ICAP"

Micuesnaxomkenns: By1. Muxaiina boituyka, 18-A, M. Kuis, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micue BupobuunTea (Bupobuwui moty:kuocti): Nantong Angel Medical Instruments Co., Ltd.,

Fusheng Road, Xiayuan Town, 226543 Nantong, People’s Republic of China

IMponykuis: Karterep ®oJiesi crepuiibuuii ToproBoi mapku |GAR nBoxonoBuii

ITapTist Ne: 201803

Poswmip: | 16FR | 18FR | 20FR | 22FR | 26FR |

Kinbkicte: 49 800 mtyk

IIuM miATBEepIHKYETHCS, IO I KOJKHOI TTapTii BKa3aHUX BHINE TOBAPiB OYII0 MPOBEACHO MIEPEBIPKY MEPE BIIIPABKOIO Ta
Bunano CepTtudikar aHajizy, SKHH MITBEPIKYE SKICTh MPOMYKINIi B TTAPTii.

Mu rapaHTyeMO, IO TIC/II HAIMIO1 MepeBipKH MUIIXOM BHIAAKOBOTO BiAOOPY, MaHa MapTisd MPOMYKINii BiAIIOBiTaE BUMOTaM
BUPOOHHUITBA 32 CUCTEMOKO YIpPaBiIiHHA sKicTio Bignosigno go ICTY EN ISO 13485:2012+AC:2012 Ta € BiAmoOBiIHO
KBaTi(hiKOBAHOIO.

CEPTUH®IKAT CTEPUWJIBHOCTI
JIucronan 2018

Bupoouuk: ToBapucTBo 3 00MexxeHO0 BinnosinaabHictio ""'ICAP"
Micuesnaxopkenns: By1. Muxaiina boituyka, 18-A, M. Kuis, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micue BupobuunTea (Bupobuwui moty:kuocti): Nantong Angel Medical Instruments Co., Ltd.,
Fusheng Road, Xiayuan Town, 226543 Nantong, People’s Republic of China
IMponykuis: Karterep ®oJiesi crepuiibuuii Topropoi mapku |GAR nBoxonoBuii
ITapTist Ne: 201803
Posmip: | 16FR | 18FR | 20FR | 22FR | 26FR |

Kinbkicts: 49 800 mtyk

[{uM miaATBEpIKYETHCSA, IO BKAa3aHy MapTio MPOAYKIIii OyJI0o TPOCTEPUITIZ30BAHO Ta30M OKCHUIY €TUIICHY TIepe
BIJINPABKOIO.

Mu rapanrtyemo, o Karerepu @omnest, siki MpONIIIN CTEPIITI3allifHII TIPOIIeC, € CTEPUILHUMH Ta 0€3MICUHUMH
JUTSL TKAHWH JIFOIWHU.

CEPTU®IKAT AHAJII3Y
Jlucromazn 2018
IMpomykiis: Katerep ®oJiest crepunbunii Toprooi mapku |GAR nBoxonoBuii
ITaprist Ne: 201803
Posmip: | 16FR | 18FR | 20FR | 22FR | 26FR |

Kinbkicts B maprii: 49 800 mTyk
[Hara Burorosnenns: 2018.10 Tepmin npupatHocti: 2023.10



IIpenmer nepeBipku

Bumorn

Pe3yabTaT

30BHIIIIHII BUTIISAL

A) Komip mae OyTu 0gHaKOBUM, KaTeTep HaMiBIPO30pUH;

B) IloBepxHst Mae OyTH raIeHBKOI0, O€3 TOCTPUX KpaiB;

B) xinumk mae Oytu eminTu4yHoi Gopmu, 0€3 O3HAK MIECTUTPAHHOI (HOpMH
abo rocTpux Kpais;

I') CroBuieHHs1 Ha KiHII YpeTpalbHOTO KaTeTepy HE MOXe OyTH Pi3KuM,
Pi3HUIISL TOBLUIMHU HE Ma€ OyTH OUbIIor0 HiXk 1:1.5;

1) uiika He moBuHHA OyTH M’ SKOIO;

E) Bamon nns pigMHM Ha TOBMHEH MaTH NAaTbOKHM abo dy>KOpiAHi
BKJIIOUEHHS Ta O3HAKW KOHJCHCALl piAMHU HA CTiHKaX;

2K) Crinku xaTerepy nmoBHHHI OyTH OAHOPITHUMH, HE MaTH OTBOPIB;

3) IIpocBiT ypeTpaJbHOTO KaTeTepy He TOBUHEH MATH KJIAIaHiB.

Binnosimae

KucnotHicts,

JYKHICTh

PH noBunen 6ytu Bix 6 1o 8

6

BinpHa cipka

Bwicr BinbHOI cipku He noBuHeH nepeBuiryBatu 0.3%

0.0%

Po3uunHHI coil MeTatiB

He moBunHI 6yTH B HassBHOCTI coui 0apito, pTyTi, MUII’SIKY Ta CBUHIIIO

BiAIIOBiga€c

TpyOxka

Mae HemoMiTHO MNEepexXoUuTH B CTPUIKCHD, MOPT MMOBUHCH MAaTU KOHYCHiCTI:
6%

BiAIIOBiga€c

Mosxke OyTu 3’€¢HaHA C OJHOXOJOBUM KIIAIIAHOM JUIS HaayBaHHS a0o
3myBaHHs OanoHy. ['a3, mo BBenu B OanmoH B 00’emi B 1.5 pasiB Oinbime
3a3HAYEHOT0, HE TIOBUHEH MPOTIKATH.

BIAIIOBiga€c

CyMicHICTb i3 ceuero

A) He TOBUHHA BHKJIMKATH [TOM’ SIKIIICHHS;

b) He moBHHHA 3aKyNOPIOBAaTH OTBIp KaTeTepy;

B) banon moBuHeH MaTH cUMETpUYHY (OpMY, HE ITOBHHEH MPOTiKaTH abo
BIJIIUIATHCS Bijl CTPYIKHIO;

B) 6a10H moBHHEH aBTOMAaTHYHO 3yBaTHCS MiCIs IPEHAXKY.

BiAIIOBiga€c

Crepwizaiis

Oxcunom eruieny 3 EN550, EN868-1 rasom okcuny eTuneny

BiAIIOBiga€c

di3uyHi  TA
BJIACTUBOCTI

MEXaHIYH1

Tuck: > 180 MIIa

Enactuunicts: > 800%

[Mocriitna gedopmartis: > 30%

KoedimienT crapinns (70°C x72 rogunan): >0.75

180-186
840-950%
35-44%
0.86-0.96

BucHoBok: Pe3ynbraTi mepeBipkH BKazaHl BHIIE BiAnoBimaoTh BuUMoram monao Karerepis doines cranmapty

JICTY EN ISO 13485:2012+AC:2012.

Hexnapamis Ne20-03/2017-1GAR Bix 08 mucromaga 2018 poky (pemakiist 5) mpo BiANOBITHICTE BHMOTaM
TexHIYHOTO periiaMeHTy 1010 MeIUYHUX BUPOOiB. Jlekmaparlis ckiajgeHa miJ HIKOBUTY BianoBigansHicTs TOB

«Irapy, 110 BiIMIOBiAA€ 32 BBEICHHS MEAMYHOTO BUPOOY B OOIT.

Hupexrop TOB «Irap»

bukos B.I'.




