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

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

Micnie3naxomkeHHs: Byl Muxaiina boitayka, 18-A, m. Kuis, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micre BupooHuITBa (BupobHuyi motyxkHocti): Yanmkoy Meitmkop Menikan [Ipogakre Ko., JITx.,

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

[ponykuis: Ilaactup 6akTepunnanuii Toprosoi mapku |GAR

Tum: JladiTnop (1a ocnoBi cnnanJeiic) 8,0 x 6,0 cm s pikcauii BHyTPilIHHLOBEHHOT0 KaTeTepa

Mapris Ne: 202503

Kinpkicte: 144 000 mTyk

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

Mu rapaHTyeMo, 1110 IiCJs HAIOl IEPEeBIPKU IIITXOM BHITAJIKOBOTO BiIOOPY, JaHa MapTis MPOAYKIIi BiIIOBiIa€ BUMOTaM
BUPOOHMIITBA 32 CHCTEMOO ympariiHHA sKicTio BignopigHo ao JACTY EN ISO 13485 Ta € BiamoBigHo kBaiih)ikoBaHOIO.

CEPTU®IKAT CTEPUJIBHOCTI
Cepnenn 2025

Bupoouuk: ToBapucTBo 3 00Me:xkeHo010 BignoBinaabHicTio "ICAP"
Micrie3naxokeHHS: ByJ1. Muxaiina boitayka, 18-A, m. Kuis, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micue BupobuunTBa (Bupobuuui notyxnocti): Yanrkoy Meiimkop Menikan [Ipogaxre Ko., Jltx.,
(Changzhou Major Medical Products Co., Ltd.) Ekci beiisub, 3yky Tayn, 213144, Yanwkoy CiTi, MpOBIHILis
[[3sucy, KuTaii (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)
Mponykuis: Ilaactup 6akTepunnanmii toprosoi mapku |GAR
Tum: JlaiiTnop (Ha ocHoBi cnanJeiic) 8,0 x 6,0 cm a5 ¢ikcanii BHyTPilIHLOBEHHOT0 KaTeTepa
Maprist Ne: 202503
Kimpkicts: 144 000 mTyk
M miaTBepIKy€ETHCS, 110 BKa3aHi BUIIE TOBAPH OyJIM MPOCTEPUITI30BaHI OKCHIOM €TUJICHY Tepe]] BiIIPaBKOO.

Hertkana npoykiist Ha OCHOBI crianieiic Toprooi Mmapku IGAR, sika npoiinia nmporec cTepuiizallii, € CTepHIBLHOI0 Ta
0e3nevHor0 17151 TKaHWH JIFOANHU.

CEPTU®IKAT AHAJII3Y
Cepnenn 2025
[Ipoayxkiis InacTup 6akrepunuanuii Topropoi mapku IGAR
Tun JlaiiTnop (1a ocHoBi cnanJeiic) 8,0 x 6,0 cm ajs ¢ikcanii BHyTpilIHLOBEHHOI0 KaTeTepa
[Maprist Ne 202503
JlaTta BUTOTOBIICHHS 2025.07
TepMiH MPUIATHOCTI 2030.07
ACHIeKT nepeBipku TexHiuHi BUMOTH PesyabTatr

30BHIIHIH BUTTISA 1. IloBepxHst mOBUHHA OYTH YKCTOO, O€3 3aJIMILIKIB IACTH HAa | BiANOBiJae

3BOPOTHIH CTOpPOHI




2. 3axMCHU nanip NOBUHEH OyTH piBHUM, O€3 ourii,
abcopOyroya noAyIIeyKa MOBUHHA 3HAXOAUTUCH B IICHTPI

Pozmip 1. BigxuneHHs 1o 10oBxuHI: £ 2.0 MM BiAIoBigae
2. Bigxunenns o mwmpuHi: £1.0 MM
Marepian Ckman 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 6a3yr0ThCS Ha MEPeBipIIi MaTepiany y
MiuHiCTe Ha PO3PUB Y .
CyXOMY CTaHi) 120H
MAIIMHHOMY HaIIPSIMKY
Kreiika Tun TepmorutaBkuii Kinei /
pedoBUHA : . 5 5
Bwicr knefikoi peuosunn | He menmie 25 r/m 32 r/m
Enactuynicth [Tpu po3TsiryBaHHI OaKTEpUIIMIHOTO MJIACTUPY, 30UTBIICHHS BinmoBinae
10 AOBKMHI HE MOBUHHO NepeBHILyBaTH 5%
[Mornuuaroua | Hekneiikuii map [onietunen /
NoaylIeyKa o .
Y ITornuuarounii map Tepuien, Bicko3a /
Bara He menme 120 r/m’ 160 r/m* +7
. Bara nornmHarouoi moayneyky MoBHHHA 301IBIIUTHCE B 6 .
PiBeHb moriMHAHHS N 6.5 pasis
pasiB micys TECTYBaHHs
I'nsunesnii manip He menie 45 /m° 65 /™M’
[HTEHCUBHICTP BiJJpUBY He nmxue 1.0 H/em 3.3 H/em
[TepeBipka cTepHIbHOCTI BakrepuinaHuii MIacTUp MOBHUHEH OyTH CTEPUIBHUM CTEpPWIbHHUN
3aUIIKN eTTOKCUAHOTO eTaHy 3anuiiky He MOBHHHI nepeBuiryBatd 10 Mxr/r 7 MKr/T
ITakyBanHs 1. [TakyBaHHsI TOBMHHO OYyTH OXaWHHM, HEYIIKOIKCHHM.
3MiCT €TUKETKH Ma€ OyTH YITKO 3pO3yMIJIIM
2. KinpkicTh, 3a3HayeHa Ha YIAKOBIi, IOBUHHA OYTH | BIIIOBiIA€E

MPaBUIBHOIO
3. IlakyBanHsl Mae OyTH 3ame4aTaHUM

BucHoBok: BuliieHaBeieH1 pe3ysIbTaTH BiANOBIJaI0Th BAMOTaM BiJIMOBIHUX HOPM Ta CTaHIAPTIB MO0 OAKTEPUITUITHUX
wiactupiB tumy Jlaiitop Toprosoi Mapku IGAR. Cucrema ynpaBisiHHS skicTio kommnaHii Yanrmkoy Meitmkop Menikan
IIponakrc Ko., JITa. s BUpoOHMIITBA OaKTEPUITUAHUX IIacTHpPiB TUIy JlaiTinop Toproeoi mapku IGAR Biamnosigae

BuMmoram ctanaapty JJCTY EN ISO 13485:2016.

Hexnaparist Ne18-03/2016-IGAR Bix "18" 6epesns 2024 poky (pemakiis 12) mpo BiamoBinHicTs BuMoraMm TexHIYHOTO

perjiaMeHTy 111010 MeINYHUX BUPOOiB. [lekmapaltis ckiajieHa mij IiIKoBUTY BianoBigansHicTh TOB «Irapy, 1110 BifnoBigae

3a BBEJICHHS MEIMYHOTO BUPOOY B OOIT.

Buxos B.I'.




