dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KWUIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaxXeHHs: IGAR Registered address:
Byn. MUXAMIIA BOMYYKA, 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 JIKOCTI
JIunens 2020

Bupoonuk: ToBapucTno 3 00Me:keHO010 BignosinaabHicTiio "IC'AP"

MicniesnaxoxeHHs: Byld. Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupooHuITBa (Bupodundi notyxkuocti): Changzhou Major Medical Products Co., Ltd.,

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

[Ipomyxris: Inacrup 6akrepunnanuii Toprosoi mapku IGAR
Tun Bonocriiikuii: 2.5x7.6 cm

[Mapris Ne: 202005

KinmpkicTb: 300 000 mTyk

LM miATBEpHKYETHCS, IO U KOXKHOI MapTii BKa3aHWX BUIIEe OaKTEPUIUAHUX TUIACTUPIB OYJIO MPOBEACHO NEPEBIPKY
nepen BianpaBkoio Ta Bugano CeprudikaT aHami3zy, SKAH MATBEPIKYE AKICTh MPOIYKIIil B MapTii.

Mu rapaHTyeMo, WO Micid Hamoi MEpeBipKH HUISIXOM BUIAJKOBOTO BiOOPY, BKa3aHa BHILIE MapTis OaKTEPUIIUIHUX
IacTUpiB Binnosigae Bumoram cragaapty 1ISO 13485 Ta € BinnoBigHO KBami(hiKoBaHOIO.

CEPTU®IKAT CTEPHWJIBHOCTI
Jlunens 2020
Bupoonuk: ToBapucTBo 3 00MeskeHo010 BianosigaabHicTio "IIAP"
MicuesnaxomxeHss: Byia. Muxaiina boituyka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupobuunTBa (Bupobuuui notyxuocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[Ipomyxkris: Inactup 6akrepuunanuii Toprosoi mapku IGAR
Tun Bonpocriiiknii: 2.5x7.6 ¢cm

[Maprist Ne: 202005

Kinbkictb: 300 000 mTyk

uM miaTBepIKy€eThCs, 110 BUIIE3a3HAYCHI TOBApH OYJIM IIPOCTEPUITI30BaHI OKCHIOM €TUJICHY IEPE]I BiIITPABKOIO.

Mu rapaHTy€eMO, IO TICHIsI HAIIOT IepeBipKX BKasaHi BuIle miactupi 6akrepunuani IGAR, sxi mpoinmmy mporec
CTepuIIi3allil, € CTEpUILHUMU Ta HE € IIKIJJIMBUMHU JIJIsl TKAHWH JTFOIUHU.

Jlunens 2020
CEPTUDIKAT AHAJII3Y
HaiimenyBaHHS IPOIYKTY tun Bonocrilikmii: 2.5 x 7.6 (cm)
[Mapris Ne 202005
JlaTa BUTOTOBIEHHS 06-2020
TepMiH MpUIATHOCTI 06-2025
AcnekT nepeBipku TexHiuHi BUMOTH PesyabTar
30BHIIIHII BUIIIA 1. [ToBepxHs MOBUHHA OyTH YHCTOO, O€3 3aJIMIIKIB ITACTH BIITOBI A€
Ha 3BOPOTHIN CTOPOHI
2. 3aXHCHUIA Narmip MOBUHEH OyTH piBHUM, 03 odii,
abcopOyroya NoAyIIeYKa NOBUHHA 3HAXOIUTHCH B LIEHTPI.




Pozmip 1. Bigxuienus mo gosxuHi: +/- 2,0 MM. BiJIITOBi A€
2. Bigxunenns no mupuHi: +/- 1,0 MM.
Marepian Cxuag [MoniBiHinXI0pHL /
OCHOBH TormuHA He menme Hix 0,05 MM 0.075+0.005 MM
Kretika /
Tun N N
pedoBHHA AKPUJIOBHH KIIeH
Bumicr kieiikoi | He MeHmr Hik 25 r/m° 34 /M
pPEUOBHHU
Enactuynicts [Ipu BigprBaHHI THYYKOT0 OAKTEPUIIMIHOTO IJIACTUPY BiZIMOBiAa€e
JTOBIIIA YaCTHHA HE TOBHHHA OYTH MEHMIO HiX 5%.
Ilornunaroua | Hexnelkui IonieTnnen /
NoylIeyKa nrap
[Mornuuarounii | TepuieH, Bicko3a /
map
Bara He menrme mix 80 r/m° 110 /M £ 7
PiBenn Bara aGcop0Oyto4oi moaymedky moBUHHA 30UTBIIATHCE B 6 6,2 pazu
MOTJIMHAHHS pasiB micisi TECTyBaHHSI.
Higxnagumii namip (nepramin) | He menme Hix 45 r/m° 65 r/m°
[HTEHCHUBHICTH BiJPUBY He menme 1,0 H/em 5,8 H/em
IlepeBipka cTepUIHLHOCTI baxTepuriHuii IacTHp NOBUHEH OYTH CTEPUITHHIM CTEpPUIbHHI
3aUIIKN eTTOKCUIHOTO eTaHy 3anumiKu He TOBHHHI niepeButyBat 10 Mkr/T 7 MKT/T
ITaxyBaHHs 1. TlakyBaHHS MOBHHHO OYyTH OXaiHUM,
HEYIIKODKEHUM. 3MICT €TUKETKH Ma€ OYTH YiTKO
3pO3yMLITHM.
2. KinbkicTh, 3a3Ha4eHa Ha YIIaKOBIIi, TOBUHHA BIIIOBI A€
CHIBMaaTH 3 pealIbHOIO KITBKICTIO.
3. Illtamn moBuHEH OyTH YITKHM 3 HOMEPOM

BucHoBok: BuilieHaBeieH1 pe3yabTaTH BiIIIOBIIal0Th BUMOTaM BiAMOBIJHUX HOPM Ta CTaHJIAPTIB 100 TUIACTHPIB

6akrepunmanux roprooi mapku IGAR. Cuctema ynpasisiaas sikicTio kommnanii Changzhou Major Medical Products Co.,
Ltd. i BUpOOHHIITBA TUIACTUPIB OakTepuIIHUX ToproBoi Mmapku IGAR Biamosigae Bumoram cranaapty 1SO 13485.

Hexnapamist Nel18-03/2016-1GAR Bin 21 uepBus 2019 poxy (pemaxiis 6) Tpo BiAmOBiAHICTE BUMOram TexXHI4HOrO
perIaMenTy o0 MeInYHUX BUPOOiB. Jleknaparltis ckiaieHa mia miTkoBUTY BianosinanpHicTh TOB «lrapy, mo Biamosimae
3a BBEJICHHS MEIMYHOTO BUPOOY B OOIr.
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