dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYIV,
M. KUIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXXeHHs: IGAR Registered address:
Byn. MUXAMSIA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KUIB, YKPAIHA, 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 SAKOCTI
Tpasens 2021

Bupoouuk: ToBapucTBo 3 00MeskeHo10 BinnoBigaiabuicTio "'IAP"

Micrie3HaxopKkeHHs: ByJ. Muxaiiina boituyka, 18-A, M. Kuis, Ykpaina, 01103, renedon/pakc: +380445853455
Micre Bupobuunra (Bupoouudi motyxuocti): Nantong Angel Medical Instruments Co., Ltd.,

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

Iponykuis: Karterep @oJiesi crepuiibumii Toprooi mapku |GAR nBoxonoBuii

[Mapris Ne: 202101

Posmip: | 14FR | 16FR | 18FR | 20FR | 22FR | 24FR | 26FR |

Kinekicte: 72 600 mryk

Hum migTBepIuKy€eThCs, IO TSI KOXKHOI MapTil BKa3aHUX BUILE TOBapiB OyJio MPOBEIEHO MEPEBIPKY Mepe] BiIIpaBKOIO Ta
BuaHo Ceprudikar aHamizy, KUl MiATBEPDKYE AKICTh MPOAYKIIT B MapTii.

Mu rapanTyeMo, 10 Micis HaIIoi MepeBipKH IIIIXOM BHUIIAJKOBOTO BifOOpy, JAaHa mapTis NpOAYKLii BiANOBiZae BUMOTaM
BUPOOHUIITBA 32 CUCTEMOIO yIpaBiiHHs sKicTio BianosiaHo 10 JICTY EN 1SO 13485 Ta € BiAmoBigHO KBaTi(hiKOBAHOO.

CEPTU®IKAT CTEPUJIBHOCTI
Tpasens 2021
BupooHuk: ToBapucTBo 3 00MeskeHo10 BignoBigajabuicTio "'IIAP"
Micrie3naxomkeHHs: Bysl. Muxaiiina boituyka, 18-A, M. Kuis, Ykpaina, 01103, renedon/pakc: +380445853455
Micrie BupoOuuitea (Bupoouudi moryxuocti): Nantong Angel Medical Instruments Co., Ltd.,
Fusheng Road, Xiayuan Town, 226543 Nantong, People’s Republic of China

[Mponykuis: Karterep ®osesi crepuiibHuii Toprosoi mapku |GAR nBoxoxoBuii
[Mapris Ne: 202101

Posmip: [ 14FR | 16FR | 18FR | 20FR | 22FR | 24FR | 26FR |

Kinmpkicte: 72 600 mtyk

[{uM miaTBEpIKY€ETHCS, 10 BKa3aHy MapTi0 MPOIYKIlii OyJI0 MPOCTEPUITI30BAHO Ta30M OKCHUYy €THIICHY TIEpeT
BIJIMPaBKO¥O.

Mu rapantyemo, o Karerepu ®@omnes, ki MpOUIIUINA CTEPUITI3alliiHUAN TIPOIIEC, € CTEPUIIBHIUME Ta Oe3MEYHUMHU
JUTSl TKAHUH JIIOJTAHU.

CEPTU®IKAT AHAJII3Y
Tpasens 2021
IMpoayxuis: Katerep ®ones crepuiabHuii Toprosoi mapku |GAR nBoxonoBuii
[Maprist Ne: 202101
Po3wmip:
| 14FR | 16FR | 18FR | 20FR | 22FR | 24FR | 26FR |

Kinpkicts B maprii: 72 600 mryk
Hara Burorosnenns: 2021.04 Tepmin npuaatHocTi: 2026.04
IIpeamer nepeBipku Bumoru PesyabTar
30BHIMIHIN BHTIISAL A) Konip Mae Oyt 0THAaKOBUM, KaTeTep HaIiBIPO30pHUH;

b) [loBepxus Mae OyTH TTIaICHBKOIO, 0€3 TOCTPHUX KPaiB; Binmoginae

B) kinunk Mae OyTtH eminTudHOoi Qopmu, 0€3 03HAK MIECTUTPaHHOI hopMu




abo rocTpux Kpais;

I') CroBuieHHs Ha KiHII ypeTpalbHOrO KaTeTepy HEe MOXe OyTH Pi3KuM,
PI3HHUIISA TOBIIUHH HE Ma€ OyTH Oinbinoro Hik 1:1.5;

) llluiika He MOBHUHHA OYTU M’SKOIO;

E) bamon pns pigMHM Ha TOBMHEH MaTH MaTbOKH ab0 dy)KOpigHi
BKJTIOUEHHSI Ta O3HAKU KOH/AEHCALli piJMHU HA CTiHKaX;

K) Crinku kareTepy NOBUHHI OyTH OAHOPIAHUMH, HE MaTu OTBOPIB,;

3) [IpocBIT ypeTpalibHOTO KaTeTepy HE MOBUHEH MaTH KJIATIAHIB.

KHCIOTHICTD, JIYKHICTD PH noBunen Oyt Big 6 10 8 6
XapaKTepUCTHKH BuroTtoBieHuii 3 JaTekcy, 3 CHIIKOHOBHM MOKPHUTTsIM, 00’eM Oanony 30 mn | Bignosigae
Binbha cipka BwicT BiibHOI cipku He moBUHEH nepesuiryBatu 0.3% 0.0%
Po3unHHi costi MeTaltiB He noBuHHi OyTH B HassBHOCTI coii Oapito, pTyTi, MUII SIKY Ta CBUHIIIO BiJTIOBiga€e
TpyOxa Mae HemoMiTHO MEPEXOAUTH B CTPUKEHb, IOPT TIOBUHEH MaTH KOHYCHICTh | BiIIOBiJae
6%
Moxe OyTu 3’€JHaHA C OJHOXOJOBUM KJIAllaHOM IS HaJIyBaHHS a0o | BiJIOBiIae
3nyBaHHs Oanony. ['a3, mo BBenu B OaysoH B 00’emi B 1.5 pasiB Oinblie
3a3HAYEHOr0, HE MOBUHEH MPOTIKATH.
CyMiCHICTb i3 ceuero A) He TOBUHHA BUKJIMKATH ITOM SKIIEHHS;
b) He noBHWHHA 3aKyNOPIOBAaTH OTBIp KaTteTepy; BiJMOBigae
B) banon noBuHeH MaTH CUMETpUYHY (GopMy, HE MOBHHEH MpPOTiKaTtu abo
BUUIUIATHUCS Bl CTPHIKHIO,
') 6anoH MoBHHEH aBTOMATHYHO 3/yBATHUCS IICHs APCHAKY .
Crepuiizaitis Oxcuom ermieny 3 EN550, EN868-1 razom okcuay etusieHy BIOBIAE
®izuuni  Ta  Mexaniuni | Tuck: > 180 MIla 180-186
BJIACTHBOCTI Enactuunicts: > 800% 840-950%
[Mocriitna nedopmartis: > 30% 35-44%
Koedimient crapinas (70°C x72 rogunn): >0.75 0.86-0.96

BucHoBok: PesynpTaTi mepeBipku BKa3aHI BUIIE BIINMOBINaOTh BuMoram mono Karertepie Doines cranmapry

JCTY EN ISO 13485.

Hexnaparis Ne20-03/2017-IGAR Bix 5 munust 2021 p. (penakiis 8) mpo BiINOBiAHICT, BUMOraM TeXHIYHOTO
periaMeHTy IoA0 MeAUYHUX BUPOOiB. Jlekmapaiis ckiafeHa mij HiIKoBUTY BianosiaanbHicTh TOB «lIrapy, mo

BIJIOBI1a€ 3a BBEJACHHS MEIUYHOTO BUPOOY B OOIr.

Hupextop TOB «Irapy/s
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