dakTuyHa agpeca: Business address:

syn. METANIICTIB, 20, 20, METALISTIV Str.,KYIV,
M. KNIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXXeHHs: IGAR Registered address:
ByNn. MUXAINIA BOMYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,

M. KNIB, 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
Bepeszens 2026

Bupoouuk: ToBapucTBo 3 00MeskeHo10 BinnosigaabHicTio "ICAP"

Micuie3naxoxkeHHs: ByJl. Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/daxc: +380445853455
Micue BupoOHuiiTBa (BupoOuuui notykuocti): Hautonr Enmxen Menikan [actpymentc Ko., JIta. (Nantong Angel Medical
Instruments Co., Ltd.) ®ymenr Poyn, Kcitoans Tayn, 226543 Hantyns, Kutaiiceka Hapoana Pecniy6uika (Fusheng Road,
Xiayuan Town, 226543 Nantong, People’s Republic of China)

Hponykuisi: Karerep ®ones crepuipauii ToproBoi Mmapku IGAR naBoxomoBuit

[Maprist Ne: 202601

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

Kinpkicts B maprii: 50 400 mryk
Hata BuroroBnenss: 2025.12 Tepmin npugataocti: 2030.12

uM miaTBepaKy€eThCs, MO Ui KOXKHOT MapTil BKa3aHUX BHUIIE TOBAPiB OYJI0 MPOBEACHO MEPEBIPKY MEpe/] BiAMPaBKOIO Ta
BupaHo Ceprudikar aHamizy, SIKUil MiATBEPDKYE SKICTh MPOAYKIT B MApTii.

Mu rapanTyeMo, 10 Micisl Halloi MepeBipKy NIISIXOM BHUITaJKOBOTO BifOOpy, JAaHa MapTis MPOAYKIi BiAOBigae BUMOTaM
BHPOOHMIITBA 338 CHCTEMOIO YIIPaBIIiHHsA sKicTio Biamosiano g0 JICTY EN ISO 13485 Ta € BiAMOBIIHO KBaTi(hiKOBAHOIO.

CEPTUDIKAT CTEPUJIBHOCTI

Bbepesenn 2026
Bupoonuk: ToBapucTBo 3 00MeskeHO010 BignoBigaabHicTio "IFCAP"
Micue3naxoxeHHs: ByJ. Muxaiina boriuyka, 18-A, M. KuiB, Ykpaina, 01103, renedon/dakc: +380445853455
Micue BupoOHuTBa (BupoOuudi moryxuocti): Hantonr Enmken Menikan Iactpymente Ko., JItn. (Nantong Angel Medical
Instruments Co., Ltd.) ®ymenr Poyn, Kciroans Tayn, 226543 Hantyns, Kuraiiceka Hapomna Pecrryomika (Fusheng Road,
Xiayuan Town, 226543 Nantong, People’s Republic of China)
Hpoaykuis: Karerep ®ones crepuibHuid Toprosoi Mapku IGAR nBoxonoBuit
IMapris Ne: 202601
Poswmip: | 14FR | 16FR | 18FR | 20FR | 22FR | 24FR | 26FR |

Kimpkicts B maptii: 50 400 mTyk
Hata Burorosnenss: 2025.12 Tepmin npugaraocti: 2030.12

[uM miaTBepKy€ThCS, 10 BKA3aHy MaPTii0 MPOIYKINT OyI0 MPOCTEPUTIZ0BAHO Ta30M OKCHILYy €TUJICHY TIepe.T
BiJIIPaBKOIO.

Mu rapantyemo, mo Karerepu ®orest, siki MpORIIUIA CTEPUITI3allifHIIN MPOIIEC, € CTEPUIILHUMHU Ta OE3IIEYHUMHA
JUTSL TKAHWH JTFOINHHU.

CEPTU®IKAT AHAJII3Y
Bbepezens 2026
IMpomyxuis: Karetep ®oses crepuiabHuii Toprosoi mapku IGAR aBoxonoBuii
ITapTist Ne: 202601
Pozwmip:
| 14FR | 16FR | 18FR | 20FR | 22FR | 24FR | 26FR |
Kinpkicts B maprii: 50 400 mTyk
[ata BuroroBnenns: 2025.12 Tepwmin npunataocTi: 2030.12

| IIpeaMeT nepeBipku | Bumoru | Pe3yabTatr |




30BHIIIHIA BUTTIAL

A) Komnip Mae OyTH 0HAKOBHM, KaTeTep HaIliBIPO30PHIA;

B) IToBepxus Mae OyTH TIaleHBKOI0, 0€3 TOCTPUX KpaiB;

B) xinunk Mae Oytu eminTu4Hoi Gopmu, 0e3 03HAK MIECTUTPaHHOI (GopMH
abo rocTpux Kpais;

I') CroBuieHHs Ha KiHII YpeTpalbHOrO KaTeTepy HEe MOXe OyTH pPi3KuM,
Pi3HULIA TOBLUIMHYU HE Mae OyTH Oinbmoro Hix 1:1.5;

) llluiika He MOBUHHA OYTH M’SKOIO;

E) Bamon pns pigHM Ha TOBMHEH MaTH MaTbOKHM a00 dy)KOpigHi
BKJIFOUCHHSI T4 O3HAKHM KOHJICHCAIIT PiIMHU HA CTIHKAX;

K) Crinku kareTepy NOBUHHI OYyTH OAHOPIAHUMH, HE MaTH OTBOPIB;

3) [IpocBIT ypeTpaJibHOTO KaTeTepy He MOBHHEH MaTH KIIAIaHiB.

Bignosinae

KHCIOTHICTB, IYKHICTD

PH noBuneH O0yTH Bij 6 10 8

6

XapaKkTepUCTHKU

BurotosieHui 3 JIATEKCY, 3 CHIIIKOHOBUM MOKPHUTTSAM, 00’ eM 0anony 30 mi

Bignosinae

BinbHa cipka

Bwmict BilbHOI Cipku He oBuHEH nepesuinyBatu 0.3%

0.0%

Po3uuHHI coii MeTaiiB

He noBuHHi OyTH B HassBHOCTI coii 6apito, pTYTi, MUII SIKY Ta CBUHIIIO

BIIOBIAA€

TpyOxa

Mae HenmoMiTHO MEPEXOAUTH B CTPHKEHb, TOPT TIOBUHEH MAaTH KOHYCHICTb

6%

BIOBiA€

Moxe OyTu 3’€HaHA C OJHOXOJOBUM KJIallaHOM IS HaJlyBaHHS a0o
3nyBaHHs OanoHy. ['a3, mo BBenu B OajioH B 00’emi B 1.5 paziB Oinbiie
3a3Ha4eHOr0, He TIOBUHEH IPOTIKATH.

BIOBIAE

CyMicHICTb i3 ceuero

A) He OBUHHA BUKJIMKATH [TOM SKIIEHHS;

b) He noBuWHHA 3aKyNOpPIOBATH OTBIp KaTeTepy;

B) banon noBrHeH MaTH CUMETpUYHY (GopMy, HE MOBHHEH MPOTiKaTtu abo
BIUIUIATHUCS BiJI CTPUKHIO;

') 6anoH MoBHHEH aBTOMATHYHO 3/yBaTHUCS IICHs APCHAKY .

BIOBIAE

Crepuiizaitis

Oxcugom etusnieny 3 EN550, EN868-1 razom okcuay eTusieHy

BIOBiA€

®di3uyHi TAa  MexaHiyHi

BJIACTUBOCTI

Tuck: > 180 Mlla

Enactuunicts: > 800%

[Mocriitna gedopmartis: > 30%

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

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

BucnoBok: PesynbpTaTi mepeBipkH BKa3aHI BUIINE BIIMOBiIal0Th BUMoram miono Karertepis Doies cranmapry

JCTY EN ISO 13485.

Hexnaparis Ne20-03/2017-IGAR Big "04" mumas 2025 poky (pemakmiss 10) mpo BiAMOBIIHICTE BUMOTaM
TexHIYHOTO peryiaMeHTy MI0A0 MEINYHUX BUpOoOiB. Jlekmapallist cKkiaieHa miJi HUIKOBUTY BianosigansHicTh TOB

«Irapy, 10 BiAMOBiTa€ 3a BBEICHHS MEIUYHOTO BUPOOY B 00Ir.
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Buxos B.I'.




