dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KWIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXeHHs: IGAR Registered address:
Byn. MUXANNA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KWUIB, 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®IKAT AKOCTI
Cepnenn 2025

Bupoouuk: ToBapucTBo 3 00MexeHo0 BianosinaabHicTio "'ITAP"

Micuesnaxopkenns: Byi1. Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, Tencdon/dakc: +380445853455
Micre BupobHuirrea (Bupobuuui notysksocti): Haurour Exmken Menikan Inctpymentc Ko., JIta. (Nantong Angel Medical
Instruments Co., Ltd.) ®ymenr Poyn, Kcitoans Tayn, 226543 Hautyns, Kutaiicbka Hapoana Pecnyoitika (Fusheng Road,
Xiayuan Town, 226543 Nantong, People’s Republic of China)

Hpoaykuin: Karerep @oest crepunbHuii Toprosoi Mmapku IGAR nBoxomoBmit

Iaprist Ne: 202502

Po3mip: [ 14FR | 16FR | 18FR [ 20FR |

Kimpkicte: 50 400 mtyx

LuM miaTBepKy€eThCs, MO TSt KOXKHOI MapTii BKa3aHUX BUIIE TOBApiB OYJI0 MPOBEACHO MEPEBIPKY MEpel BiAIMpPaBKOO Ta
Bunano CeprudikaT aHamizy, KU MATBEPIKYE AKICTh MPOIYKIIii B MapTii.

Mu rapaHTyeMoO, IO TICHIS HAmIol MepeBipKy MUITXOM BHIAIKOBOTO BiOOpPY, MaHa mapTis MPOAYKIIii BiITOBiae BUMOTaM
BHPOOHMIITBA 32 CHCTEMOIO ypaBiiHHs sKicTio Biamosiano go JICTY EN ISO 13485 Ta € BiAnmoBiAHO KBaTi(hiKOBAHOIO.

CEPTU®D®IKAT CTEPUWJIBHOCTI
Cepnens 2025
Bupoouuk: ToBapucTBo 3 00MexxeHO0 BianosinaabHicTio "'ITAP"
MicuesnaxomkeHHs: Bya. Muxaiina boituyka, 18-A, M. Kuis, Ykpaina, 01103, tenedon/daxc: +380445853455
Micrie BupoGHuirrBa (Bupobuuui notysksocti): Hanronr Exmpken Menikan luctpymentc Ko., JItn. (Nantong Angel Medical
Instruments Co., Ltd.) ®ymenr Poyn, Kciroans Tayn, 226543 Hauryns, Kutaiicbka Hapoana Pecryoitika (Fusheng Road,
Xiayuan Town, 226543 Nantong, People’s Republic of China)

IIponyknisi: Karetep @ones crepuinbnmii Toprooi Mapku IGAR nBoxonoBuit
[Mapris Ne: 202502

Po3wmip: | 14FR [ 16FR [ 18FR | 20FR |

Kimekicte: 50 400 mTyk

[{um miaATBEepKY€EThCA, IO BKAa3aHy MapTito MPOIYKIIil OyI0 MPOCTEPHIII30BAHO Ta30M OKCUAY €TUJIEHY Tepe]
BiJIITPABKOIO.

Mu rapantyemo, mo Karerepu dosest, aki IpoiIig cTepuizaiiHuil mpoliec, € CTEpIIbHUME Ta Oe3MeYHUMHU
IUIA TKaHUH JTIOIUHU.

CEPTUDIKAT AHAJII3Y
Cepnens 2025
IMpoxyxkuisi: Karerep ®ouses1 crepuinbHuii Toprosoi mapku |GAR nBoxonoBuii
IMapris Ne: 202502
Poswmip:
| 14FR | 16FR | 18FR | 20FR |
Kinpkicts B maprii: 50 400 mtyk
Hara Burorosnenns: 2025.07 Tepmin npunataocri: 2030.07
IIpeamer nepeBipku Bumorn Pe3yabTat

3oBHIHIH BUTTISA A) Konip mae OyTu 0gHaKOBUM, KaTeTep HaIiBIPO30pHUH;




B) IloBepxHst Mae OyTH TaIeHBKOI0, O€3 TOCTPUX KpaiB;

B) xinunk mae Oytu emintudyHoi Gopmu, 6€3 O3HAK MIECTUTPaHHOI HopMHU
abo rocTpux Kpais;

I') CroBuieHHsT Ha KiHII ypeTpalbHOTO KaTeTepy He MOXe OyTH pi3KuM,
Pi3HUIIS TOBUIMHU HE Ma€ OyTH OubInoro Hixk 1:1.5;

J) llIniika He moBUHHA OyTH M’SIKOIO;

E) Bamon mist pigMHM Ha TOBMHEH MaTH NaTbOKH abo dy>KOpimHi
BKJIIOUCHHS Ta O3HAKW KOHJCHCAIIIl PiINHYU Ha CTiHKaX;

2K) Crinku xaTerepy moBuHHI OyTH OZHOPITHUMH, HE MaTH OTBODIB;

3) IIpocBiT ypeTpaJbHOTO KaTeTepy He OBUHEH MATH KJIAlaHiB.

Biamnosinae

KucnoTHicTh, TyKHICTh

PH noBunen 6ytu Big 6 1o 8

6

XapaKTepUCTUKHU

Burotosienuii 3 1aTekcy, 3 CUIIKOHOBUM NOKPUTTAM, 00’ €M Oanony 30 mu

Biamnosinae

BinbHa cipka

Bwicr BinbHOI cipku He moBuHeH nepeBuiryBatu 0.3%

0.0%

Po3uuHHI coil MeTaltiB

He moBunHI OyTH B HassBHOCTI coui 0apito, pTyTi, MUIII’SIKY Ta CBUHIIIO

BIITOBI A€

TpyOka

Mae HemoMiTHO MEPEXOAUTHU B CTPUIKCHDL, MOPT IMMOBUHCH MaTU KOHYCHiCTB
6%

BIITOBI A€

Mosxke OyTH 3’€HAaHA C OJHOXOJOBUM KIJIAllAaHOM Ui HaJyBaHHS a0o
3myBaHHs OanoHy. ['a3, mo BBenu B OayoH B 00’emi B 1.5 pasiB Oijblie
3a3HAYCHOTr0, HE TIOBUHEH MPOTIKATH.

BIITOBI A€

CyMicHICTb 13 ceuero

A) He MOBMHHA BUKJIMKATH TIOM’ IKIIICHHS;

b) He noBHMHHA 3aKyNOPIOBATH OTBIp KaTeTepy;

B) banon noBuHeH MaTH cCUMETpUYHY (opMy, HE IOBUHEH MPOTIKaTH 200
BIJUIUIATHCS Bijl CTPYIKHIO;

') 6a0H MOBMHEH aBTOMAaTHYHO 3[yBaTHCS MICIsl IPEHAXKY.

BIIIOBI A€

Crepuizaiis

Oxcunom errnieny 3 EN550, EN868-1 rasom okcuny eTuieHy

BIIIOBI A€

di3uyHi  TAa  MeExaHIyH1

BJIACTUBOCTI

Tuck: > 180 MIIa

Enactuunicts: > 800%

[Mocriiina nedopmarrist: > 30%

Koediuient crapinns (70°C x72 rogunn): >0.75

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

BucHoBok: Pe3ymbraTi mepeBipku BKaszaHI BHIIE BiANOBimaioTh BuMoram mono KarerepiB ®oiest cranmapty

JACTVY EN ISO 13485.

Hexmapartis Ne20-03/2017-1GAR Big "04" munus 2025 poky (pemakmis 10) mpo BiAMOBIAHICTE BHMOTaM
TexHIYHOr0 periaMeHTy 11010 MEAUYHUX BHPOOIB. Jlekmapaliis cKiaieHa MmiJ HIJIKOBUTY BianoBiganbHicTh TOB

«Irapy, 10 BiAMOBIIA€ 32 BBEJCHHS MEIUYHOTO BUPOOY B OOIT.
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