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

CEPTU®IKAT SAKOCTI
Yepsens 2019
Bupoonunk: ToapucTBo 3 00MekeHOI0 BitnmoBigaabHicTio "I AP"
Micue3HaxomkenHs: Bya. Muxaiina boiuyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/dpaxc: +380445853455
Micue Bupobuunra (Bupobuuui morysxkuocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

Mponykmis:  Xipypriuna nos’si3ka Toprosoi mapku IGAR
Tum Jlatitrop (Ha OCHOBI CIIAHJIEHC)

Po3wmip: 6,0 x 10,0 c™m; 10,0 x 9,0 cm; 15,0x 9,0 cm
IMaprist Ne: 201905
KinbkicTs: 61 200 mTyk

LuM miaTBepaKy€eThCs, MO TSl KOXKHOT MMapTii BKa3aHUX BHUIIE TOBapiB OyI0 MPOBEIEHO NMEPEBIPKY Mepe/ BiAIPaBKOO Ta
Bunano CeprudikaT aHamizy, KA MATBEPIKYE AKICTh MPOIYKIIii B MapTii.

Mu rapaHTy€eMO, IO MiCT HAIIOT MePEeBIPKH MUISIXOM BHITAKOBOTO BiIOOPY, AaHA MapTis MPOAYKIIi Bi/IMOBiTae BUMOTam
BUPOOHMIITBA 32 CUCTEMOIO yrpaBmiHHA AKicTio BiamoBigHo 10 JCTY EN I1SO 13485 Ta € BignoBinHO KBaNi(ikOBaHOO.

CEPTU®IKAT CTEPHJIBHOCTI
UYepsens 2019
Bupoouuk: ToBapuctBo 3 06Me:xxeHoI0 BinnoBigaapnicTio ""ICAP"
MicuesHaxomkeHns: Bya. Muxaiina Boiuyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/dpaxc: +380445853455
Micue Bupobuunra (Bupobuuui morysxkuocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[Ipomyxkris: Xipypriuna noB’s3ka Toprosoi mapku IGAR
Tum: JlaitTriop (Ha OCHOBI CITaHJIEHC)

Poszmip: 6,0x10,0cm; 10,0x 9,0 em; 15,0 x 9,0 c™m
[Mapris Ne: 201905

KinbkicTs: 61 200 mTyk

LluM migTBepAKYyeThCS, 1110 BKa3aH1 BUILE TOBapU OyJIU MPOCTEPUIII30BaHI OKCHJIOM €THIIEHY Mepe]l BIANPaBKOIo.

Herkana mnpopaykuis Ha ocHOBi cranieiic ToproBoi Mmapku IGAR, ska npoifnuia mporec crepuiizaiii, €
CTEpHJIbHOIO Ta O€3MEeYHOI0 JJIs1 TKAaHWH JIF0IUHU.
Yepaens 2019

CEPTUDIKAT AHAJII3Y
[Ipoxyxkuis Xipypriuna nos’sizka Toprosoi mapku IGAR
Tun Jlaiitriop (Ha OCHOBI CITaHJIEHC)
Po3mip 6,0x10,0cm | 10,0x9,0cm [ 150x9,0 cm |
[Mapris Ne 201905
JlaTa BUTOTOBIEHHS 2019.05
Tepmin npugaTHoCTi 2024.05




AcCIIeKT nepeBipku TexHiuHi BHUMOTH PesyabTaT
30BHILIHIN BUIIIAL 1. [ToBepxHs MOBUHHA OyTH YHCTOO, O€3 3aJIHINKIB ITACTH HA BIIOBIAAE
3BOPOTHIN CTOpPOHI
2. 3axHMCHU nanip NOBUHEH OyTH piBHUM, O€3 ourii,
abcopOyroya Mo ynieyKa MOBUHHA 3HAXOAUTHUCH B IICHTPI.
Pozmip 1. BigxuneHus o noBxusi: = 2.0 MM. BIMOBIAAE
2. Bigxunenns no mmpuHi: £1.0 Mm.
Marepian Cxnan Tepuunen, Bicko3a /
OCHOBH > >
Bara He mene 40 r/m 45 r/m
MinHicTe Ha pO3pUB
POSPHEY 1 He merme 14 H 20 H
HOIIEPEYHOMY HAIPSIMKY . . o .
— (Mani mms mepeBipku 6a3yl0ThCS Ha MEPeBipIi MaTepiany y
MiuHiCTe Ha PO3PUB Y .
CyXOMY CTaHi) 120H
MAIIMHHOMY HaIIPSIMKY
Ketika Tun TepmornnaBkuit ke /
pedoBUHA : . 5 5
Bwicr knefikoi peuosunn | He menmie 25 r/m 32 r/m
Enactuynicth [Tpu po3TsiryBaHHI OaKTEpUIIMIHOTO MJIACTUPY, 301TBIICHHS BiIOBIIAE
0 JIOBXKHHI HE MOBUHHO NepeBHIyBaTh 5% A A
lornunatoua | Hekeiikuii map [omieTnnen /
MOyIIeYKa - .
Y [Mornunaroumii map TepuieH, Bicko3a /
Bara He menme 120 /M’ 160 r/m* £7
. Bara nornmHarouoi moayeyky MoBHHHA 301IBIIUTHCE B 6 .
PiBens nornuHaHHS o 6.5 pasiB
pasiB micys TECTYBaHHs
I'nsHueBuit narip He meHme 45 r/m? 65 /M
[HTEHCHBHICTP BiJpUBY He amxue 1.0 H/em 3.3 H/em
[TepeBipka cTepUIbHOCTI BakrepuinaHuii MIacTUp MOBHHEH OyTH CTEPUIBHUM CTEpPWIbHHUN
3auIIKN eTOKCUAHOTO eTaHy 3anuIiky He OBHHHI nepeBuiryBatd 10 MKr/T. 7 MKr/T
ITakyBaHHs 1. [TakyBaHHs TOBMHHO OYyTH OXaWHHM, HEYIIKOIKCHHM.
3MiCT €TUKETKH Ma€ OyTH YiTKO 3PO3YMLITUM.
2. KinpkicTh, 3a3HayeHa Ha YMAKOBI, IIOBUHHA OyTH | BIIIOBiIAE

MPaBUIIBHOIO.
3. INakyBaHHst Mae OyTH 3ameyaTaHNM.

BucHoBok: BuliieHaBeieH1 pe3yJibTaTH BiANOBIAAI0TH BUMOI'aM BiJITOBIIHUX HOPM Ta CTaHIAPTIB IIOA0 XipypriuHuX
noB’s30k Toprooi Mapku IGAR. Cucrema ympasisuus sikictio kommnanii Changzhou Major Medical Products Co., Ltd.
JUTsE BUPOOHUIITBA XipypriuHuX NoB’s130k THiy Jlaiitnop Toprooi mapku IGAR sinnosinae Bumoram crangapty JCTY EN

ISO 13485.

Hexnapanist Ne 19-03/2016-1GAR Bix 08 nucromama 2018 poky (pemakitisi 5) mpo BiNOBiAHICTE BUMOraM TeXHIYHOTO
perjiaMeHTy 1100 MeAuUHuX BUpoOiB. Jlekmaparlis ckiajieHa mij ijIKoBUTY BianoBiganbHicTe TOB «Irapy, mo Biamnosigae

3a BBEJICHHS MEIMYHOTO BUPOOY B OOIT.

Hupextop TOB «Irapy#s

Buxos B.I'.




