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

CEPTUDIKAT SIKOCTI
JIucronax 2023

Bupoonuk: ToBapucTBo 3 00Me:xkeH010 BignoBinajabHicTio "ICAP"

MicniesnaxoxeHHs: Bya. Muxaiina boitayka, 18-A, m. Kuis, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micre BupoOHuITBa (BupoOHuuyi motyxkHocti): Yanmkoy Meitmkop Menikan [Ipogakre Ko., JITx.,

(Changzhou Major Medical Products Co., Ltd.) Ekci beiisub, 3yky Tayn, 213144, Yanwkoy CiTi, mpoBiHIIis
[3sucy, Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

[ponykuis:  Inactup 6akrepuuuanuii Toprosoi mapku IGAR

Tum: JlaiiTnop (1a ocnoBi cnanJeiic) 8,0 x 6,0 em nas pikcauii BHyTPilIHHLOBEHHOI0 KaTeTepa

[Mapris Ne: 202303

KinbkicTb: 153 600 mTyk

LM miATBEpIKYETHCS, MO ISl KOXKHOT MapTii BKa3aHUX BHILE OaKTEPUIMIHUX MJIACTUPIB OYIJIO MIPOBEICHO MEPEBIPKY
nepe BianpaBKkoro Ta BugaHo CepTudikar aHamizy, SKUH MiATBEPAXKYE IKICTh TPOIYKIIii B TapTii.

Mu rapaHTyemo, IO Micisl Hamoi NepeBipKH IUIIXOM BHIIQJIKOBOTO BiAOOpY, JaHa mapTis NPOAYKIii BiAMOBiIa€ BUMOTaM
BUPOOHMIITBA 32 CHCTEMOO ympariiHHA sKicTio BignopigHo go JACTY EN ISO 13485 ra € BianosigHo kBaiih)ikoBaHOIO.

CEPTU®IKAT CTEPUJIBHOCTI
Jlucromazn 2023

Bupoouuk: ToBapucTBo 3 00Me:xkeHo010 BignoBinaabHicTio "ICAP"
Micrie3naxokeHHS: ByJ1. Muxaiina boitayka, 18-A, m. Kuis, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micue BupobuunTBa (Bupobuuui notyxsocti): Yanrkoy Meiimkop Menikan [Iponakre Ko., JItn.,
(Changzhou Major Medical Products Co., Ltd.) Ekci beitsub, 3yky Tayn, 213144, Yanwkoy CiTi, MpOBIHILis
[[3sucy, KuTaii (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)
poxyxuis: MnacTup 6akTepuuuaHuii Toprosoi mapku IGAR
Tun: JlaiiTnop (Ha ocHoBi cnanJeiic) 8,0 x 6,0 cm a5 ¢ikcanii BHyTPilIHLOBEHHOT0 KaTeTepa
[Maprist Ne: 202303
KinpkicTs: 153 600 mTyk

Hum migTBepaxKyeThes, O BKa3aHi BUINE TOBAPH OYJIM MPOCTEPUITI30BaHI OKCHIOM E€THIICHY Mepe/] BiAMPaBKOIO.

Hertkana npoaykiiist Ha OCHOBI criaineiic Toprooi Mmapku IGAR, sika npoiinia nmpolec crepuiizallii, € CTepHIBHOI0 Ta
0e3nevHor0 17151 TKaHWH JIFOANHU.

CEPTU®IKAT AHAJII3Y
Jlucromayn 2023
[Ipoayxkiis InacTup 6akrepunuannii Topropoi mapku IGAR
Tun JlaiiTnop (1a ocHoBi cnanJeiic) 8,0 x 6,0 cm ajs ¢ikcanii BHyTpilIHLOBEHHOI0 KaTeTepa
[Maprist Ne 202303
JlaTta BUTOTOBIICHHS 2023.10

TepmiH MpUIATHOCTI 2028.10




AcCHeKT nepeBipku TexHiuHi BUMOTH PesyabTatr

30BHILIHIA BUIIIAL 1. [ToBepxHs MOBUHHA OyTH YHCTOO, O€3 3aIMINKIB TACTH HA | BIJIOBiIAE
3BOPOTHIN CTOpPOHI

2. 3axMCHUI nanip NOBUHEH OyTH piBHUM, O€3 ourii,
abcopOyroya Mmoayneyka NOBUHHA 3HAXOAUTUCH B IICHTPI

Pozmip 1. Bigxunenus no gosxugi: £ 2.0 MM BIITOBI A€
2. Bigxunenns o mupuHi: £1.0 MM

Marepian Ckian Tepuiten, Bicko3a /
OCHOBH > >
Bara He mene 40 r/m 45 r/m
MinHicTe Ha pO3pUB
POSPHEY | He merme 14 H 20H
HOIIEPEYHOMY HAIPSIMKY . . o .
— (Mani mms mepeBipku 6a3yl0ThCS Ha MEPEBipIi MaTepiany y
MiuHiCTs Ha PO3PUB Y .
CyXOMY CTaHi) 120H
MaIIMHHOMY HaIIPSIMKY
Kreiika Tun TepmorutaBkuii Kine /
pedoBUHA : . 5 5
Bwicr knefikoi peuosunn | He menmie 25 r/m 32 r/m
Enactuynicth [Tpu po3TsiryBaHHi OaKTEpUIIMIHOTO MJIACTUPY, 301TBIICHHS BinmoBinae
10 JOBKHMHI HE MOBUHHO NepeBHIyBaTH 5%
lornunatoua | Hekelikuii map [onieTunen /
MOyIIeYKa o .
Y [Mornuuarouwii mwap TepuieH, Bicko3a /
Bara He menme 120 r/m’ 160 r/m* +7
. Bara nornmHarouoi moayneyky MOBHHHA 301IBIIUTHCE B 6 .
PiBeHb MoOrIMHAHHS N 6.5 pasis
pasiB micys TECTYBaHHs
I'nsunesnii manip He mene 45 /m° 65 /™M’
[HTEHCUBHICTP BiJJpUBY He nmxue 1.0 H/em 3.3 H/em
[TepeBipka cTepUIIbHOCTI BakrepuimaHuii MIacTUp MOBHMHEH OYTH CTEPUIHBHUM CTEpPWIBHHUN
3aJUIIKN eTTOKCUAHOTO eTaHy 3anuiiky He MOBHHHI nepeBuiryBatd 10 Mxr/t 7 MKr/T
ITakyBaHHs 1. [TakyBaHHsI TIOBMHHO OYyTH OXaWHHM, HEYIIKOIKCHHM.

3MiCT €TUKETKH Ma€ OyTH YITKO 3pO3yMIITHM
2. KinpkicTh, 3a3HayeHa Ha YIAKOBIi, IOBUHHA OYTH | BIIIOBiIAE
MPaBUIIBHOIO

3. ITakyBaHHsl Mae OyTH 3ame4aTaHUM

BucHoBok: BullieHaBe/ieH1 pe3yJibTaTH BiANOBIJaI0Th BAMOTaM BiJIMOBIAHUX HOPM Ta CTaHIAPTIB 00 OaKTEPUITUITHUX
wiactupiB tumy Jlaiitop Toprosoi Mapku IGAR. Cuctema ynpasisiHHS skicTio kommnaHii Yanrmkoy Meitmkop Menikan
[Iponakrc Ko., JITa. s BUpoOHMIITBAa OaKTEPUITUAHUX IIacTHPIB TUIy JlalTinop Toproeoi mapku IGAR Biamnosigae
BuMoram ctanaapty JJCTY EN ISO 13485:2016.

Hexnaparis Ne18-03/2016-1GAR Bix "10" 6epesns 2023 poky (penakitist 11) mnpo BiAnoBiaHICTh BUMOTramM TeXHIYHOTO
perjiaMeHTy 111010 MeINYHUX BUPOOiB. Jleknapaltis CckiajieHa mij IiIKoBUTY BianoBigansHicTe TOB «lIrapy, 1110 BifnoBigae
3a BBEJICHHS MEIMYHOTO BUPOOY B OOIT.

Buxos B.I'.
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