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
JIuneuns 2026

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

MicniesnaxoxeHHs: Bya. 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.) Ne 1 Beitsiup Poan, Xeci Biutamk, 3yky Tayn 213144 Yanuxoy
Citi, mpoinuis L[3sucy, Kuraiicbkka Haponna Pecnyonmika (Ne 1 Beiyang Road, Hexi Village, Zouqu Town
213144 Changzhou City, Jiangsu Province, People’s Republic of China)

[Mponykuist: TlnacTup 6akTepuuuaHuii Toprosoi mapku IGAR

Tun: JlaiiTmop (1a ocHogi cmanueiic) 8,0 x 6,0 cm ans ¢ikcanii BHyTpilIHEOBEHHOT0 KaTeTepa

[Mapris Ne: 202602

Kinpkicte: 192 000 mTyk

LM miATBEpIKYETHCS, MO ISl KOXKHOT MapTii BKa3aHUX BUILE OaKTEPUIMIHUX MJIACTUPIB OYJIO MIPOBEICHO NMEPEBIPKY
nepe BianpaBKkoro Ta BugaHo CepTudikar aHamizy, SKUH MiATBEPAXKYE AKICTh TPOIYKIii B TapTii.

Mu rapaHTyemo, IO Mmicis Hamoi NepeBipKH IUIIXOM BHIIQJIKOBOTO BiIOOpY, JaHa MapTis MPOAYKIii BiAMOBiIa€ BUMOTraM
BUPOOHMIITBA 32 CHCTEMOO ympariiHHA skicTio BignosimHo go JACTY EN ISO 13485 Ta € BianmoBigHo kBasih)ikoBaHOIO.

CEPTU®IKAT CTEPUJIBHOCTI
Jlunensr 2026
Bupoouuk: ToBapucTBo 3 00Me:xkeHo010 BignoBinajabHicTio "ICAP"
Micue3naxopkeHHs: Bya. Muxaiina boiuyka, 18-A, m. Kuis, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micue BupobHunTBa (Bupoduuui noryxnocri): Yanrkoy Meitmxop Menikan [Ipogakre Ko., JItx.,
(Changzhou Major Medical Products Co., Ltd.) Ne 1 beitsiup Poan, Xeci Bimmamk, 3yky Tayn 213144 Yanuwkoy
Citi, mpoginuis [[3sucy, Kuraiicbka Haponna Pecnyomika (Ne 1 Beiyang Road, Hexi Village, Zouqu Town
213144 Changzhou City, Jiangsu Province, People’s Republic of China)
[ponykuis: Ilaactup 6akTepunnanmii toprosoi mapku |GAR
Tun: JlaiiTnop (Ha ocHoBi cnanJeiic) 8,0 x 6,0 cm a5 ¢ikcaunii BHyTPilIHLOBEHHOT0 KaTeTepa
Maprist No: 202602
Kimpkicte: 192 000 mtyk
um minTBepaKyeThes, MO BKa3aHi BUINE TOBAPH OYIIM MPOCTEPUIII30BaHI OKCHUIOM €THIICHY TIepe]l BiANPaBKOIO.

Herkana npoykitist Ha ocHOBI crianeiic ToproBoi mapku IGAR, sika mpoiiiuia nporiec crepuiizaiii, € CTepUILHO0 Ta
0e3nevHOr0 /17151 TKAaHWH JIFOANHU.

CEPTU®IKAT AHAJII3Y
Jluniens 2026
[Ipoayxkiis InacTup 6akrepunuanuii Toprosoi mapku IGAR
Tun JlaiiTnop (1a ocHoBi cnanJeiic) 8,0 x 6,0 cm ajs ¢ikcanii BHyTpilIHLOBEHHOI0 KaTeTepa
[Maprist Ne 202602
JlaTa BUTOTOBJICHHS 2026.06

TepMiH IpUIATHOCTI 2031.06

AcCHeKT nepeBipku TexHiuHi BUMOTH PesyabTar




30BHILIHIA BUIIIAL 1. [ToBepxHs MOBUHHA OyTH YHCTOO, O€3 3aJIMIIKIB TACTH HA | BIJIOBIIAE
3BOPOTHIN CTOpPOHI
2. 3axMCHU nanip NOBUHEH OyTH piBHUM, O€3 ouii,
abcopOyroya noAyIIeyKa MOBUHHA 3HAXOAUTUCH B IICHTPI
Pozmip 1. Bigxunenus no gosxugi: + 2.0 MM BIJITOBI A€
2. Bigxunenns no mwmpuHi: £1.0 MM
Martepian Ckian Tepuiten, Bicko3a /
OCHOBH > >
Bara He menme 40 r/m 45 r/m
MinHicTe Ha pO3pUB
POSPHEY | He merme 14 H 20H
HONIEPEYHOMY HAIPIMKY . . o .
— (MJani mms mepeBipku 6a3yl0ThCS Ha MEPEBipIi 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 IJIACTUPY, 30UTBIICHHS BiIOBIIAE
10 JIOBXKHHI HE MIOBUHHO TNepeBHIyBaTtu 5% A A
lornunatoua | Hekeiikuii map [omieTnnen /
NOIyIIeYKa - .
Y [Mornuuarouuii map TepuieH, Bicko3a /
Bara He menme 120 r/m’ 160 r/m’ +7
. Bara nornmHarouoi moayneyky MoBHHHA 301IBITUTHCE B 6 .
PiBeHb moOrIMHAHHS N 6.5 pasis
pasiB micys TECTYBaHHs
I'nsHueBuit narip He meHe 45 r/m 65 /M
[HTEHCUBHICTP BiJJpUBY He nmxue 1.0 H/em 3.3 H/em
[TepeBipka cTepUIbHOCTI BakrepuimaHuii MIacTUp MOBHMHEH OyTH CTEPUIBHUM CTEpPWIbHHUU
3auIIKN eTOKCUAHOTO eTaHy 3anuiiky He MOBHHHI nepeBuiryBatd 10 Mxr/r 7 MKr/T
ITakyBaHHs 1. [TakyBaHHsI TOBMHHO OYyTH OXaWHHM, HEYIIKOIKCHHM.
3MiCT €TUKETKH Ma€ OyTH YITKO 3pO3yMITHM
2. KinpkicTh, 3a3HayeHa Ha YIAKOBIi, IIOBUHHA OYTH | BIJIOBIIAE
MPaBUIIBHOIO
3. ITakyBaHHsl Mae OyTH 3amie4aTaHUM

BucHoBok: BuliieHaBe/ieH1 pe3yJibTaTH BiANOBIIaI0Th BAMOTaM BiJIMOBIAHUX HOPM Ta CTaHIAPTIB 00 OaKTEPUITUIHUX
wiactupiB tumy Jlaiitop Toprosoi Mapku IGAR. Cucrema ynpasisiHHS skicTio kommnaHii Yanrmkoy Meimkop Menikan
IIponakrc Ko., JITa. s BUpoOHHIITBAa OaKTEPUITUAHUX IIacTHpPiB TUIy JlaiTinop Toproeoi mapku IGAR Biamnosigae

BuMoram ctanaapty JJCTY EN ISO 13485:2016.

Hexnaparist Ne18-03/2016-IGAR Bix "10" 6epesns 2026 poky (penakiis 13) mpo BiamoBinHicTs BuMoraMm TexHIYHOTO
perjiaMeHTy 111010 MeIUYHUX BUPOOiB. Jleknapaltis ckiajieHa mija iikoButy BianosigansHicTe TOB «lrapy, 1110 BifnoBigae
3a BBEJICHHS MEIMYHOTO BUPOOY B OOIT.

Buxos B.I'.



