dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str. KYIV,
M. KMiB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXeHHs: IGAR Registered address:
Byn. MUXAWNA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KY1V,
M. KWMIB, YKPATHA, 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 AKOCTI
I'pynens 2018

Bupoouuk: ToBapucTBo 3 00Me:xeHOM0 BianosinaabHictio "ICAP"

MicuiesnaxomkeHHs: Bya. Muxaiina boitayka, 18-A, m. Kuis, Ykpaina, 01103, Tenedon/daxc: +380445853455
Micue BupobuuuTsa (Bupo6uuui noryxHocti): Changzhou Major Medical Products Co., Ltd.,

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

[ponykuis:  Imactup 6akrepunuaauii Toprosoi mapku IGAR

Tum: JlaiiTnop (1a ocHoBi cnanJeiic) 8,0 x 6,0 em pas1 pikcanii BHyTpilIHLOBEHHOT0 KaTeTepa
[Mapris Ne: 201902

KinpkicTs: 50 400 mryx

Lum migTBepaXyeThes, IO AJIS KOXKHOI MapTii BKa3aHUX BUIIE OAKTEPULIUAHUX IUIACTHPIB OyJI0 IPOBEACHO MEPEBIPKY
nepea BianpaBKkoro Ta BugaHo CepTudikaT aHai3y, SKUH MiATBEPAXKYE SKICTb IPOIYKIii B mapTii.

Mu rapaHTyeMo, o Ticis HAIIoi MepeBipKH LIISIXOM BHIAAKOBOTO BinOOpy, laHa MapTis MpOLyKIii BiAMOBigae BUMOram
BUPOOHMIITBA 32 CUCTEMOO ympaBiiHHA sKicTio BignosimHo g0 JACTY EN ISO 13485 ta € BianoBigHO KBamidikoBaHOLO.

CEPTUH®IKAT CTEPUWJIBHOCTI
I'pynens 2018
Bupoouuk: ToBapucTBo 3 00Me:xxeHOM0 BianosinaabHictio "ICAP"
Micuie3naxomkeHHs: Bya. Muxaiina boitayka, 18-A, m. Kuis, Ykpaina, 01103, Tenedon/daxc: +380445853455
Micue Bupobuunrsa (Bupo6uuui noryxHocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[poxyxkuis: MnacTup 6akTepuuuanuii Toprosoi mapku IGAR

Tum: JladiTnop (1a ocnoBi cianJeiic) 8,0 x 6,0 cm nus pikcanii BHyTPilIHHLOBEHHOI0 KaTeTepa
[Mapris Ne: 201902

KinpkicTs: 50 400 mTyk

Lum migTBepAXyeThes, 0 BKa3aHi BUILE TOBApH OYJIHM MPOCTEPUITI30BaHI OKCHAOM €THIIEHY Iepe]l BiAPaBKOIO.

Hetkana npoxykuist Ha ocHOBI crianneiic Toprosoi Mmapku |GAR, sika mpoiinuia npouec crepuiizaiii, € CTepUIBHOIO Ta
0e3MeYHOI0 17151 TKAHUH JTFOAUHH.

CEPTUDIKAT AHAJII3Y
I'pynens 2018
[poayxuis InacTup dakTepuuuaHuii Toprosoi mapku IGAR
Tun Jlaiitnop (ua ocHogi cmanueiic) 8,0 x 6,0 cm s dikcanii BHyTpillITHLOBEHHOT0 KaTeTepa
[Mapris Ne 201902
JlaTa BUTOTOBIEHHS 2018.12

Tepmin npugaTHOCTI 2023.12




AcCHeKT nepeBipku

Texuiuni BUMOrH

Pe3syabrar

30BHIIIHIH BUTTISA 1. IToBepxHst mOBUHHA OYTH YHCTOI0, O€3 3aJMILIKIB IACTH HA | BiAMOBiAae
3BOPOTHIN CTOPOHI
2. 3axucHuil namip NOBUHEH OyTH piBHUM, O€3 oii,
abcopOyroya noaymieyKa MOBHHHA 3HAXOJUTUCH B LICHTPI.
Pozmip 1. BinxuneHus o n1oBxuHl: = 2.0 MM. BIIIOBIAA€
2. Bigxunenns no mmpuHi: £1.0 MM,
Marepian Cxnan Tepuuien, Bicko3a /
OCHOBH > >
Bara He menmre 40 r/m 45 r/m
MinHicTe Ha pO3pUB
POSPHEY | He merme 14 H 20 H
HONEPEYHOMY HANpPSIMKY . . o :
— (Mani nns mepeBipku 0a3yIOThCS Ha TIEPEBIPIT MaTepialy y
MiuHicTh Ha pO3pUB Y .
CyXOMYy CTaHi) 120 H
MalIMHHOMY HalpsIMKY
Ketika Tun TepmornnaBkuii ke /
pedoBHHA - - . .
Bwicr knefikoi peuosunn | He menme 25 r/m 32 r/m
Enactuunicts [Ipu po3TsryBanHi OaKTEpUIUIHOTO TIACTUDPY, 301JIBIICHHS BioBinae
10 AOBXMHI HE MOBUHHO nepeBuuryBaT 5%
[Mornunaroya | Hexneiikuit map TMomieTieH /
NOoyIIeYKa - .
Y [Nornunarounii map Tepuiien, Bicko3a /
Bara He menme 120 r/m? 160 r/m* £7
. Bara mornunaro4oi nomymedky HOBUHHA 301IBIIUTUCE B 6 .
PiBens nornuHaHHA . 6.5 paziB
pasiB micis TECTYBaHHs
['nsiHueBuit marip He menme 45 r/m° 65 r/m°
[HTEHCHBHICTP BiJpUBY He amxue 1.0 H/em 3.3 H/em
[lepeBipka cTEpUIBHOCTI Bakrepuunanuii miacTUp NOBUHEH OYTH CTEPHIBHUM CTCpUIIbHUIMA
3aJHIIKY eTTIOKCHIHOTO €TaHy 3aJIMIIKY HEe TIOBHHHI nepeBuiyBat 10 MKI/T. 7 MKT/T
[MakyBanHs 1. [TakyBaHHS TOBHMHHO OYTH OXaWHHM, HEYIIKOIKCHHM.
3MiCT €TUKETKH Ma€ OyTH YiTKO 3pO3YMITUM.
2. KinpkicTh, 3a3HayeHa Ha YNAKOBI, IOBHHHA OyTH | BiANOBiAae

NPaBUIIBHOIO.
3. IlakyBanHsi Mae OyTH 3ame4aTaHUM.

BucHoBok: BurienaBe/ieHi pe3ynbTaTé BiAMOBIIaIOTH BAMOTaM BiIMOBIJHIX HOPM Ta CTAHJAPTIB 010 OaKTEPHUIIUTHIX
wiactupiB tuny Jlaiitop Toproeoi Mapku IGAR. Cuctema ynpasisiHHs sikicTio kommnanii Changzhou Major Medical
Products Co., Ltd. mist BUpoOHMIITBa OaKTepULIMIHKUX IUIacTUpiB Tuiy JlaiTnop Toproeoi Mapku IGAR Binnosinae

Bumoram ctanaapty JCTY EN ISO 13485.

Hexnapaniss Ne18-03/2016-IGAR Bix 08 nucronama 2018 poky (penakuis 5) mpo BianoBiaHiCTh BUMOram TexHIYHOrO
periiaMeHTy 100 MeauuHuX BUpoOiB. Jlekmaparlis ckiaieHa mij HiaIKOBUTY BifanoBinanbHicTh TOB «Irapy, mo Bigmnosigae

3a BBEACHHS MEJMYHOTO BUPOOY B OOIr.

Hupexrop TOB «Irap»

bukos B.I'.




