dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYIV,
M. KNIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXXeHHs: IGAR Registered address:
ByNn. MUXAIIA 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 SAKOCTI
Bepezenr 2026

Bupoonuk: ToBapucTBo 3 00MeskeHO010 BignosigaabHicTio "IICAP"

Micue3naxoxeHHs: ByJ. Muxaiina boriuyka, 18-A, m. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupobHunTBa (BupoOuudi motysxnocti): Yanrxkoy Metimkop Menikan [Ipogaxtc Ko., JItx.,

(Changzhou Major Medical Products Co., Ltd.) Ne 1 Beiisinp Poan, Xeci Bumnamk, 3yky Tayn 213144 Yanuxoy
Citi, nposinuis [[3sHcy, Kutaiicbka Hapomna PecniyOmika (Ne 1 Beiyang Road, Hexi Village, Zouqu Town
213144 Changzhou City, Jiangsu Province, People’s Republic of China)

Ilponykmis: IlaacTtup 6akTepunuanuii Toprosoi mapku IGAR

Tum: JlaiiTiop (Ha ocHoBi cnanJieiic) 8,0 x 6,0 cm s ¢ikcanii BHyTPilIHLOBEHHOTO KaTeTepa

ITapris Ne: 202601

Kimpkicte: 180 000 mTyk

IuM miaTBepIKyETHCS, IO I KOKHOI MapTil BKa3aHUX BHINE OAKTESPHUIIMIHUX IIACTUPIB OYJI0 MTPOBEICHO MEPEBIPKY
nepen BianpaBkoto Ta Bumano Ceptudikar aHamizy, SKUi MATBEPHKYE AKICTh MPOMYKINIi B TApTii.

Mu rapaHTyeMO, IO TIC/II HAIMOI MepEeBipKH MUISIXOM BHIIAAKOBOTO BiAOOPY, MaHA MapTisd MPOAYKIIl BiATIOBiTae BUMOTaM
BUPOOHMIITBA 332 CUCTEMOIO yIpaBiiHHs sKicTio BiamoBigHo a0 JJCTY EN ISO 13485 Ta € BignosigHO kBalti(hikoBaHOO.

CEPTU®IKAT CTEPUJIBHOCTI
Bepesenn 2026

Bupoonuk: ToBapucTso 3 00MeskeHO010 BignoBigaabHicTio "IICAP"
Micue3naxoxeHHs: ByJ. Muxaiina boriuyka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micre BupoOHunTBa (BupoOuudi motysxHocTi): Yanrxkoy Metimkop Menikan [Ipogaxtc Ko., JItx.,
(Changzhou Major Medical Products Co., Ltd.) Ne 1 Beitsiup Poan, Xeci Bimnamk, 3yky Tayn 213144 Yanuxoy
Citi, nposinnis [[3sHcy, Kutaiicbka Hapomna PecriyOmika (Ne 1 Beiyang Road, Hexi Village, Zougu Town
213144 Changzhou City, Jiangsu Province, People’s Republic of China)
Iponykmis: IlaacTup 6akTepunmnaHuii Toprooi mapku IGAR
Tum: Jlaiitiop (Ha ocHoBi cnanJeiic) 8,0 x 6,0 cm 1u1s pikcanii BHyTPilUIHbOBEHHOI0 KaTeTepa
IMaprisg Ne: 202601
Kimpkicte: 180 000 mryk
LM miATBEPKYETHCS, 0 BKA3aHi BHIIE TOBApH OyJIH MPOCTEPHITi30BaHI OKCHIOM E€TUIICHY Mepejl BiIPaBKoIo.

Herkana npoykiiist Ha ocHOBI crianzeiic ToproBoi Mapku |GAR, sika mpoiinia nmporec cTepuizallii, € CTepUIbHOI0 Ta
0e31eYHOI0 JUIsl TKAaHWH JIFOJIUHU.

CEPTU®IKAT AHAJII3Y
Bepesenn 2026
[poxyxkuis Ilnactup 6akTepuuuaHuii Topropoi mapku |GAR
Tun Jlaiitnop (Ha ocHoBi cnanJeiic) 8,0 x 6,0 cm 1Ja pikcanii BHyTPilIHbOBEHHOT0 KaTeTepa
ITaprist Ne 202601
JlaTa BUTOTOBJICHHS 2026.01
Tepwmin npumaTHOCTI 2031.01
AcHeKT nepeBipku TexHiuHi BUMOTH Pe3yJabTaT

30BHIMIHII BUTIIA 1. [loBepxHst TOBUHHA OYTH YMCTOO, O€3 3AJIMIIKIB TACTH Ha | BiATIOBigae

3BOPOTHiH CTOPOHI




2. 3axMCHMI namip MOBUHEH OyTH piBHUM, 0e3 odii,
abcopOytoua moaymeyka NOBUHHA 3HAXOIUTHCH B LIEHTPI

Pozmip 1. BinxwieHHs o goBxuHi: = 2.0 MM BIMOBIAAE
2. Bigxunenss no mupuHi: +1.0 MM
Marepian Cxiag TepueH, Bicko3a /
OCHOBH 5 5
Bara He menmue 40 r/m 45 r/m
MILHICTE HaA PO3PHUB
POSPHBY | He menme 14 H 20H
MOTNIEPEYHOMY HANPIMKY . . o .
— (Hani oy mepeBipku 0a3yroThesl Ha TIepeBipLi MaTepianry y
MinHICTh Ha PO3pUB Y :
CyXOMY CTaH1) 120 H
MAITUHHOMY HalpsMKy
Ketika Tun TepmorutaBkuii Kiei /
pedJoBHHA - 5 5
Bwicr kieiikoi pedoBunn | He mene 25 r/m 32 /m
Enactuunicts [Ipu po3TsiryBanHi OaKTEpULIMIHOTO MJIACTHPY, 30UIbIICHHS BinmoBixae
10 JTOBXKWHI HE MMOBUHHO MepeBUIyBaTH 5%
Hornunatoya | Hexneitkuii map [onietunen /
HOJyLIeYKa - .
Tlornunatounii map Tepuen, Bicko3a /
Bara He menme 120 r/m? 160 r/m® £7
. Bara nornmHaro4uoi NoAyieyky MoBHHHA 301IBIIUTUCEH B 6 .
PiBens mornuHaHHAS S 6.5 pazis
pasiB micysl TeCTyBaHHs
['nsHnesuit namnip He menme 45 r/m? 65 r/m’
[HTEHCHUBHICTH BiJpUBY He amxue 1.0 H/em 3.3 H/em
[lepeBipka CTEpUIBHOCTI BakrepuiHuiA MIacTHp MOBHHEH OYTH CTEPUIIBHUM CTEPWJIbHUN
3aTUIIKKU €NOKCHIHOTO €TaHy 3auIIKy He MOBUHHI nepeBuiyBaTu 10 Mkr/r 7 MKr/T
ITaxyBanns 1. IMakyBaHHsI TIOBUHHO OYTH OXaWHHM, HEYIIKOJKECHHM.
3MiCT €TUKETKH Ma€ OYTH YITKO 3p03yMIiTHM
2. Kinpkicth, 3a3HaueHa Ha YIAKOBIl, I[OBMHHA OYyTH | BIiJIOBIJIAE

MIPaBUIIBHOIO
3. INakyBanHsi Mae OyTH 3ameyaTaHUM

BucHoBok: BulnienaBeieHi pe3y/IbTaTi BiAMOBIIAIOTH BUMOTaM BIJIIOBITHUX HOPM Ta CTaHJAPTIB MO0 OAKTCPHUIIMIHUX
iactupis tuny Jlaitrmop Troprosoi mapku IGAR. Cucrema ynpaBnsHHA sSKicTiO KomnaHii Yanrkoy Meitmxop Menikan
Iponakrc Ko., JIta. nns BupoOHuUIITBA OakTepuiuaHUX iacTupis Tumy Jlaitnop Toproeoi mapku IGAR Bifmnosinae

BuMmoram cranaapty JJCTY EN ISO 13485:2016.

Hexaparrist Ne18-03/2016-1GAR Bix "10" 6epesns 2026 poky (penaxiis 13) npo BianoBinHicTs BuMOram TexXHIYHOTO
perjiaMeHTy 1010 MEUYHUX BUPOOiB. Jekmapalris ckiajaeHa mij] UTKOBUTY BifanosiganbHicTe TOB «lIrapy, 1o Bignosigae
3a BBEJICHHS MEJMYHOTO BUPOOY B 0OIT.

Buxos B.I'.



