dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYIV,
M. KUIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXXeHHs: IGAR Registered address:
Byn. MUXAMSIA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KUIB, 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 SAKOCTI
JInnens 2021

Bupoonuk: ToBapucTBo 3 00MeskeHO010 BignosigaabHicTio "IICAP"

Micue3naxoxeHHs: ByJ. Muxaiina boriuyka, 18-A, m. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupooHuITBa (Bupodbnuui notyxunocti): Changzhou Major Medical Products Co., Ltd.,

Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[ponykuis:  Iumactup 6akTepuuuaHuii Topropoi mapku |GAR

Tum: JlaiiTnop (Ha ocHoBi cnanJeiic) 8,0 x 6,0 cm aJs ¢ikcanii BHyTPilIHLOBEHHOT0 KaTeTepa
[Mapris Ne: 202103

Kinbkicts: 96 000 mryk

Lum migTBepIuKy€EThCS, IO UL KOXKHOI NapTii BKa3aHMX BUIlE OAKTEpUIIMIHHX IJIACTHPIB OyJI0 MPOBENEHO MEPEBIPKY
nepes BianpaBkoio Ta BuaaHo Ceprudikat aHamizy, SIKUil MiATBEPIUKYE SAKICTh MPOAYKII] B MapTii.

Mu rapanTyeMo, 10 Hicis HaIIoi MepeBipKH IIISIXOM BHUIIAJKOBOTO BifOOpy, AaHa mapTis NpOAYyKLii BiANOBiZae BUMOTaM
BUPOOHMIITBA 3a CUCTEMOIO yIpaBiiHHs sAKicTio BiamoBigHo a0 JJCTY EN ISO 13485 Ta € BignoBigHO KBali(hikOBaHOK.

CEPTUDIKAT CTEPUJIBHOCTI
JIunens 2021
Bupoouuk: ToBapucTBo 3 00MeskeH010 BignoBigajabHicTio "IFCAP"
Micuie3naxoxeHHs: ByJ. Muxaiina boituyka, 18-A, m. KuiB, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micue BupobHuuTBa (Bupo6uuui notysxkHocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[poxyxuis: IMnacTup 6akTepuuuaHuii Topropoi mapku |IGAR

Tum: JlaiiTnop (Ha ocHoBi cnanJieiic) 8,0 x 6,0 cm a5 Pikcauii BHyTPIlIHLOBEHHOI0 KaTeTepa
[Maprist Ne: 202103

KinbkicTs: 96 000 mryk

Hum migTBepKy€EThCS, IO BKa3aHi BUIIE TOBapH OyJIH MPOCTEPHUITI30BaHI OKCUIOM ETHIICHY Tepe]] BiIIPaBKOIO.

Herkana nponykuist Ha ocHOBI cnianzieiic Toprosoi Mmapku |GAR, sika mpoiinuia npouec crepuitialiii, € CTepUIbHOIO Ta
0e3mevHO0 JIsl TKAHWH JIFOJUHH.

CEPTU®IKAT AHAJII3Y
Jlumens 2021
[Ipoayxris IlnacTup 6akTepunuanuii Topropoi mapku IGAR
Tun JlaiiTnop (Ha ocHoBi cnanJeiic) 8,0 x 6,0 cm s ¢ikcaiii BHYTPilIHLOBEHHOr0 KaTeTepa
[aprist Ne 202103
JlaTta BUTOTOBICHHS 2021.05
TepMiH IpUAAaTHOCTI 2026.05

ACHIEKT nepeBipku TexHiuni BUMOTH Pe3yabTar




30BHIIIHIN BUTTSAA 1. IToBepxHst MOBUHHA OYTH YHCTOI0, O€3 3a/IMIIKIB IaCTH HAa | BIAMOBiAa€
3BOPOTHIl CTOPOHI
2. 3axMCcHUI Namip MOBHHEH OyTH piBHUM, 0e3 odii,
abcopOyroua moaymeyka NOBUHHA 3HAXOIUTHCH B LIEHTPI
Pozmip 1. BinxwieHHs o goBxuHi: = 2.0 MM BIMOBIAAE
2. Bigxunensas no mupuHi: +1.0 MM
Marepian Cxiag TepueH, Bicko3a /
OCHOBH 5 5
Bara He menme 40 r/m 45 t/m
MinHIiCTh Ha pO3pHB
POSPEBY | 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 HalpsIMKy
Ketixa Tun TepmoruaBkuii Kiiei /
pedJoBHHA - . 5 5
Bwicr kieiikoi pedoBunn | He mene 25 r/m 32 /m
Enacruynicth [Ipu po3TsiryBanHi OaKTEpULIMIHOTO MJIACTHPY, 30UIbIICHHS BinmoBixae
10 JTIOBXKWHI HE MMOBUHHO MepeBUIyBaTH 5% !
Hornunatoya | Hexneitkuii map [onietunen /
HOJyLIeYKa - .
Tlornuuatounii map Tepunen, Bicko3a /
2
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
I'nsuuesuit mamip He menre 45 r/m> 65 /M2
[HTEHCHUBHICTH BiJpUBY He amxue 1.0 H/em 3.3 H/em
[lepeBipka CTEpUIBHOCTI bakrepuiuHuii IIaCTUP NOBUHEH OYTH CTEPHIBHAM CTEPWJIbHUN
3aJTUIIKY €MOKCHIHOTO €TaHy 3aiuIKy He MOBUHHI niepeBuiyBatu 10 Mkr/r 7 MKr/T
ITaxyBanns 1. IMakyBaHHsI TIOBUHHO OYTH OXaWHHM, HEYIIKOJKEHHM.
3MiCT €TUKETKH Ma€ OYTH YITKO 3p03yMIiTHM
2. Kinpkictb, 3a3HaueHa Ha YIAKOBIl, I[OBMHHA OyTH | BIiJIOBIJIAE

MIPaBUIIBHOIO
3. INakyBanHsi Mae OyTH 3ameyaTaHUM

BucHoBok: BulnienaBeieHi pe3y/IbTaTi BiAMOBIIAIOTH BUMOTaM BIJIIOBITHUX HOPM Ta CTaHJAPTIB MO0 OAKTCPHUIIMIHUX
wiactupis tumy Jlaitnop toprosoi mapku IGAR. Cucrema ynpasnsiHas sikictio kommanii Changzhou Major Medical

Products Co., Ltd. s BupoOHuIITBa OaKTepHIIMAHKX TUTacTUpiB Ty Jlaitnop ToproBoi Mmapku IGAR BiamnoBizae BuMoram

crannapry JCTY EN ISO 13485:2016.

Hexaparrist Ne18-03/2016-1GAR Bix 5 nunus 2021 poky (peaakitist 8) mpo BinnoBiaHICT, BUMOraM TeXHIYHOTO
perjiaMeHTy 1010 MEUYHUX BUPOOiB. Jekapalris ckiajaeHa Imij] MUTKOBUTY BifanosiganbHicTe TOB «lIrapy, 1o Bignosijgae
3a BBEJICHHS MEJMYHOTO BUPOOY B 0OIT.
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