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

CEPTUDIKAT AKOCTI

kBiTeHnp 2021

Bupoonuk: ToBapucTBo 3 00Me:xkeHOI0 BinnosigaiabHictio "I[IAP"

Micue3naxopkeHHs: Byl. Muxaiina boituyka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/dakc: +380445853455
Micue BupooHuUIITBa (Bupobuudi notyxuocti): Changzhou Major Medical Products Co., Ltd.,

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

[Ipomyxris: IlnacTup 6akTepunuaHuii Toprosoi Mmapku IGAR

Tun Jdutsiumii (Ha moJiieTuyieHoBiii ocHoBi 3 Mmamonkamu) 1,9 x 5,5 cm

Iaprist Ne: 202102

KinmpkicTs: 300 000 mrtyk

[uM miaTBEpOKYETHCS, IO JJIS BUIIE3a3HAYCHHUX TOBapiB Oylia NpOBEACHA MEpeBipKa Mepel BiPaBKOK Ta
BUJaHUI cepTU]iKaT aHai3y, IO MiATBEPAXKYE SKICTb MPOTYKIII.

Mu niaTBepKYEMO, IO MicIis MEePEeBIpKH NUIIXOM BUIIAAKOBOTO Bi10OpY, BKa3aHa BHILE ApTisd TOBApiB
Bignosigae Bumoram ctanaapty EN ISO13485 ta e BiamoBiHo kBanighikoBaHOIO.

CEPTUDIKAT CTEPUJIBHOCTI

kBiTens 2021

Bupoonuk: ToBapucTBo 3 00Me:keHo10 BianosigaabHictio "IICAP"

MicuesnaxomxeHHs: Byl Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/dakc: +380445853455
Micue BupoouuurBa (Bupo6uuui noryxHocti): Changzhou Major Medical Products Co., Ltd.,

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

[Ipomyxkris: I[nactup 6akTepunuaHuii Toprosoi mapku IGAR

Tum: JduTaunii (Ha noJiieTnJieHOBI# ocHOBI 3 Majilonkamu) 1,9 x 5,5 cm

[Mapris Ne: 202102

KinbkicTs: 300 000 mTyx

LM miaTBepIuKy€eThCs, IO BHIIE3a3HAYCHI TOBAPH OYJIM MTPOCTEPHITI30BaHI OKCHIOM €THIICHY TIepe]] BiIPaBKOIo.
[Ipomykmis tumactup Oaktepunmmuuii Toprooi mapku |IGAR, sgxa mpoiinnia mpormec crepwiizaiii, € CTEpPUIBHOI Ta

OE3IIEYHO0 U1 TKAHUH JIIOIUHH.
kBiTens 2021

CEPTU®IKAT AHAJII3Y
HaiimMenyBaHHS IpOAyKTYy Inactup 6axrepuuuaauii Topropoi Mmapku |GAR Tun JAutsiuumii (Ha nmoJieTu/1eHoBiH
ocHOBI 3 majlonkamu) 1,9 x 5,5 cm
[Mapris Ne 202102
JlaTa BUTOTOBIEHHS 2021.03
Tepmin npugaTHoCTI 2026.03
ACIIeKT nepeBipku TexHiuHi BUMOTH PesyabTar
30BHIWHIH BUTTISA 1. IloBepxHst MOBUHHA OYTH YHCTO0, O€3 3aJIMIIKIB ACTH Ha BiZMIOBiAa€e
3BOPOTHIH CTOpPOHI




2. 3axHMCHUI nanip NoBUHEH OyTH piBHUM, Oe3 ouii, abcopOyroua
MOyIIeYKa MOBHHHA 3HAXOJUTUCH B LIEHTP1
Pozmip 1. Bigxunenss mo goBxuHi: £2.0 MM BiAIoBigae
2. Bigxunenss o mmpuHi: £1.0 MM
Marepian Ckiag ITomierunen BIITOBI A€
OCHOBH Bara He mene 50 /m° 7043 r/m®
ToBmuHa He menme 0.05 mm 0.08+0.01 mm
Kinetika Tun AxpunoBuit ke BIITOBI A€
peuoBHHA Bwict kneikoi He menrue 25 r/m’ 34 r/m°
pEUOBHHU
Enactuynicth Ilpu po3TsiryBaHHI OaKTEpUIMOHOTO IJIACTUDPY, 30UIbIIEHHS MO BiZMOBiAae
JIOBXKHHI HE TIOBHHHO NepeBUINyBaTH 5%
Tlornunaroya Hexkneiikuit map | [lomietnnen BIJITTOBIa€
HOAyHIC KA ITornunaroumii TepuneHn, Bicko3a BiAmoBigae
map
Bara He menm ik 80 r/m° 110 r/m* £7
PiBenn Bara nornmHarouoi moayneyky moBHHHA 301TIBIIUTHCE B 6 pa3iB 6.2 paziB
MOTJIMHAHHS TiCJIsl TECTYBAHHS
[Migknagauii namip (mepramin) He menme 45 r/m° 65 r/m°
[HTEHCUBHICTP BiJpUBY He nmxue 1.0 H/em 5.1 H/em
[TepeBipka cTepUIbHOCTI BakrepuimaHuii MIacTUp MOBHHEH OyTH CTEPUIBHUM CTEPWIBHUI
3auIIKN eTTOKCUAHOTO eTaHy 3anuiiky He MOBHHHI nepeBuiryBatd 10 Mxr/r 7 MKr/T
[TaxyBauHs 1. [TakyBaHHSI TOBUHHO OYTH OXaiHUM, HEYIITKOHDKEHUM. 3MiCT
ETHKETKH Ma€ OYTH YiTKO 3p03yMiIUM
2. KinbkicTh, 3a3Ha4YeHa Ha YIIAKOBIl, IOBUHHA CITIBIIAJaTH 3
PEAIbHOIO KIJIBKICTIO BiAIIOBigaE
3. llltamMn nmoBrHEH OYTH YiTKUM 3 HOMEPOM

BucHoBok: BuriieHaBeieH1 pe3ysibTaTH BiAMOBIAAI0TH BUMOT'aM BiJIIOBIIHUX HOPM Ta CTaHJAPTIB II0JI0 IIACTUPIB
Oakrepunmanux Toprooi Mmapku IGAR. Cucrema ynpapisiHHs sikicTio kommnanii Changzhou Major Medical Products Co.,
Ltd. i BupOOHUIITBA TUIACTUPIB OaKTepHIUAHKX ToproBoi Mapku IGAR BiANOBiZae BUMOraM CTaHIApTy

EN 1S013485:2016 .

Hexnapamiss Ne18-03/2016-IGAR Bin 6 ceprust 2020 poky (pemakiis 7) mpo BigmoBimHICTE BuMOraM TeXHIYHOTO
perjiaMeHTy 11010 MeAuUHuX BUpoOiB. Jleknaparlis cCkiajieHa i ijIKoBUTY BiamnoBiganbHicTs TOB «Irapy, mo Biamnosigae
3a BBEJICHHS MEIMYHOTO BUPOOY B OOIT.

Hupextop TOB «Irapy Buxos B.I'.




