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

CEPTUDIKAT SIKOCTI
JIumens 2025

Bupoonuk: ToBapucTBo 3 00MeskeHO0I0 BignosigaabHicTio "IICAP"

Micue3naxoxeHHs: ByJ. Muxaiina boriuyka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupobuuTBa (Bupo6Huui notysxkHocti): Yanrkoy Meimxop Menikan [Ipogaxre Ko., JIta.,

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

ponyxmis: IlmacTup 6akTepunuaHuii Toprooi mapku IGAR

Tum: JlaiiTnop (#a ocHoBi cnanJieiic) 8,0 x 6,0 cm a5 Pikcanii BHyTPIIHLOBEHHOT0 KaTeTepa

IMaprisz Ne: 202502

Kimpkicte: 139 200 mryk

LuM miaTBepmKy€eThCS, IO AT KOXKHOI MapTii BKa3aHUX BUIIE OaKTEPUIIMAHUX IIACTUPIB OyJI0 MPOBEAEHO EPEBIPKY
nepes Bianpaskoro Ta Bumano Ceprudikar aHamizy, SKUH MIATBEPIKY€E AKICTh MPOAYKIIi B MapTii.

Mu rapaHTyeMo, IO TIC/IA HAIIoi MepeBipKH NUITXOM BHIAIKOBOTO BiOOpPY, AaHa MapTis MPOAYKIIii BiAMOBigae BUMOTaM
BUPOOHHUIITBA 32 CHCTEMOIO yIpaBmiHHS sKicTio BiamoBigHo 1o JJCTY EN ISO 13485 Ta € BiamoBinHO KBasi(hiKOBaHOO.

CEPTU®IKAT CTEPUJIBHOCTI
Jlunens 2025
Bupoonuk: ToBapucrtso 3 00MexkeHo10 BignosinaabuicTio "ICAP"
Micue3naxopkenHs: ByJl. Muxaitna boituyka, 18-A, m. KuiB, Ykpaina, 01103, tenedon/dakc: +380445853455
Micue BupooHHUITBa (BupoOHHMUi nmoTysxHocTi): Yanrkoy Metimkop Menikan [Ipomakrc Ko., JITn.,
(Changzhou Major Medical Products Co., Ltd.) Ekci beiisub, 3yky Tayn, 213144, Yanuxoy Citi, IpOBIiHIIiSA
[3saCy, Kurtait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)
Mponykuis: TlnacTup dakrepunuanuii toprosoi mapku IGAR
Tum: JlaiiTnop (Ha ocHoBi cnanJieiic) 8,0 x 6,0 cm a5 Pikcauii BHyTPIlIHLOBEHHOI0 KaTeTepa
Maprist Ne: 202502
Kimpkicte: 139 200 mryk
Hum migTBepIKy€EThCs, IO BKa3aHi BUIIE TOBapH OyJIM MPOCTEPHUITI30BaHI OKCHIOM ETHIICHY Mepe]] BiIIPaBKOIO.

Herkana npoaykuist Ha ocHOBI cnianseiic Toprosoi Mmapku IGAR, sika mpoiinuia nporuec crepuitizaiiii, € CTEpUIIBHOIO Ta
0e3MmevHO0 JUTsI TKAHWH JIFOJUHH.

CEPTU®IKAT AHAJII3Y
Jlunens 2025
[Ipoayxris Ilaactup 6akTepunuanuii Topropoi mapkn IGAR
Tun JlaiiTnop (Ha ocHoBi cnanJeiic) 8,0 x 6,0 cm s ¢ikcanii BHYTPilIHLOBEHHOr0 KaTeTepa
[aprist Ne 202502
Jlata BUTOTOBIJICHHS 2025.05
TepMiH npuAAaTHOCTI 2030.05
ACHIEKT nepeBipku TexHiuni BUMOTH Pe3yabTar
30BHILIHIA BUTJIA 1. [ToBepxHs MOBUHHA OYTH YUCTOI0, 0€3 3AJIUIIKIB MTACTH HA | BiAMOBiIaE

3BOPOTHIl CTOPOHI
2. 3aXHCHUIA Namip MOBUHEH OyTH piBHUM, 03 odii,
abcopOyroya moayIiedKka NOBHHHA 3HAXOAUTHCH B IICHTPI




Pozmip 1. BinxwieHHs o noBxuHi: = 2.0 MM BIIOBIAAE
2. Bigxunenss no mupuHi: +1.0 MM
Marepian Cxiag Tepuien, Bicko3a /
OCHOBH 5 5
Bara He menme 40 r/m 45 r/m
MIiUHICTE Ha PO3PUB
POSPEBY | He menme 14 H 20H
MOTNIEPEYHOMY HANPIMKY . . o .
— (Hani oy mepeBipku 0a3yroThes Ha IIepeBipLi MaTepiany y
MinHICTh Ha PO3pUB Y :
CyXOMY CTaH1) 120 H
MAITUHHOMY HalpsMKy
Ketika Tun TepMoruiaBkuii Kieit /
pedoBHHA - . .
Bwicr kneiikoi pedoBunn | He mene 25 r/m 32 /M
Enactuunicts [Ipu po3TsiryBanHi OaKTEpULIMIHOTO MJIACTUPY, 301IbIICHHS BinmoBixae
110 AOBXKMHI He IOBMHHO nepeBuiyBatu 5%
lormunaro4a | Hekneiikuii map [onietunen /
HOJyLIeYKa - .
Tlornunatounii map Tepunen, Bicko3a /
Bara He menme 120 r/m” 160 r/m* +7
. Bara nornmHaro4uoi NoAyieyky MoBHHHA 301IBIIUTUCEH B 6 .
PiBeHb noOTJIMHAHHS R 6.5 pasiB
pasiB micysl TeCTyBaHHs
['nsHuesuit manip He menme 45 r/m’ 65 r/m’
[HTEHCHUBHICTH BiJpUBY He amxue 1.0 H/em 3.3 H/em
[lepeBipka CTEpUIBHOCTI BakrepuiuHuiA MIacTUp MOBUHEH OYTH CTEPUIIEHUM CTEPWIbHUN
3aTUIIKKU €NOKCHJIHOTO €TaHy 3anuuiky He MOBMHHI nepeBuiyBaTH 10 MKI/T 7 MKr/T
ITaxyBanns 1. [TakyBaHHS MOBMHHO OYyTH OXaiHWUM, HEYIIKOIKCHUM.
3MiCT €TUKETKH Ma€ OYTH YiTKO 3p03yMIiTHM
2. KinpKicTh, 3a3HaYeHa Ha YIMAKOBIl, I[OBUHHA OYTH | BIiJIOBIJIAE

MIPaBUIIBLHOIO
3. IlakyBaHHs Mae OyTH 3amedyaTaHlM

BucHoBok: BulnieHaBeieHi pe3y/IbTaTi BiAMOBIIAI0TH BUMOTaM BIJIIOBITHUX HOPM Ta CTaHJIAPTIB MO0 OAKTCPHUIIMIHUX
wiactupis tuny Jlaitrmop Toprosoi mapku IGAR. Cucrema ynpapnsiHHA sSKicTO kKomnaHii Yanrkoy Meitmkop Menikan
[ponakrc Ko., JITn. ans BupoOHUITBA OaKTEpUIIMIHKUX IUIacTUpiB Ty Jlaiitnop Toprooi mapku IGAR Bimnosigae

BuMmoram ctangapty ACTY EN ISO 13485:2016.

Hexnaparis Ne18-03/2016-1GAR Big "18" 6epesnst 2024 poky (penakuist 12) mpo BiIMOBigHICTE BUMOTaM TeXHIYHOTO
perjiaMeHTy 1010 MEUYHUX BUPOOiB. Jlekmapalris CkiajaeHa mij] MUTKOBUTY BifanosigansHicTe TOB «lIrapy, 1o Bignosijgae
3a BBEJICHHS MEJMYHOTO BUPOOY B 0OOIT.
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