dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYIV,
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

CEPTU®IKAT SAKOCTI
Tpasens 2019
Bupoonuk: ToBapucTso 3 00Me:keHOo10 BixnosinaabHicTio "ITC'AP"
MicuiesnaxoxeHHs: Byl 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

[poxyxuis: Inactup 6akrepunmuanmii toprooi mapku 1GAR
Tun Kaacuunmuii (Ha 6aBoBHsIHiH ocHOBI) 1,9 X 7,2 cm
[Mapris Ne: 201904

Kimpkicte: 3 000 000 mryx

uMm miaTBepaKy€eThCs, M0 U KOXKHOI MapTii BKa3aHWX BHIIE IUIACTHPIB OYII0 POBEICHO MEPEBIpKyY Mepe] BiAMPaBKOO Ta
Buano CeptudikaT aHamizy, SKAH MiATBEPAXKY€E AKICTh MPOAYKILii B MapTii.

Mu rapaHTy€eMoO, IO TICHsI HAIIOT MepeBipKU MIIIXOM BHITaJKOBOTO BiIOOPY, HaHa MapTis MPOMYKIil BiAMOBia€ BUMOTaM
BUPOOHMIITBA 32 CUCTEMOIO yIipaBiiHHsA sAkicTio BixnoBiaHo 10 JJCTY EN ISO 13485 ta € BianoBiaHO KBaIi(hiKOBaHOO.

CEPTU®IKAT CTEPUJIBHOCTI
Tpasens 2019
Bupoonuk: ToBapucTBo 3 00MeskeHOI0 BignoBinaabuicTio "ICAP"
Micnie3naxoxeHHs: By, Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupoonunTsa (Bupoduudi motyxHocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[Ipomyxkris: Inacrup 6axrepunnanuii Toprooi mapku IGAR
Tun Knacuunuii (Ha 6aBoBHsHIN ocHoBi) 1,9 x 7,2 cm
[Maprist Ne: 201904

KinbkicTs: 3000 000 mTyk

uM miaTBepIKy€eThCs, 110 BUIIE3a3HAYCHI TOBApH OYJIM IPOCTEPUITI30BaHI OKCHIIOM €TUJICHY TepPE/I BiIITPABKOO.

[ponykuis miactup O6aktepurnuaauii IGAR, sika mpoiIia nmpomec cTepuitizallii, € CTepIIIbHO0 Ta O€3MEYHOI0 IS TKAaHWH
JFOTUHU.

Tpasens 2019
CEPTU®IKAT AHAJII3Y
HaitmeHnyBaHHS TPOIYKTY Inacrup 6akrepuunanuii Toprosoi Mmapku IGAR Ttun Kitacuunuii (Ha 6aBoBHsIHii
ocHoBi) 1,9 x 7,2 cm

[Mapris Ne 201904

JlaTa BUTOTOBJIEHHS 2019.04

TepMiH MpUAaTHOCTI 2024.04

AcnekT nepeBipku TexHiuHi BUMOTH PesyabTar

30BHIIIHII BUIIIA 1. IloBepxHst mOBUHHA OYTH YKCTOXO, O€3 BIIITOBI A€




3QJIAIIKIB TTACTH HA 3BOPOTHIi# CTOPOHI
2. 3axucHuil mamip MoBUHEH OYTH PiBHUM, 0€3
ouii, abcopOyroua moayIIeyka MOBUHHA
3HAXOJIUTHUCH B LIEHTPI.
Pozmip 1. BigxuneHHs mo goBxuHi: + 2.0 MM. BiJIITOBi A€
2. Bigxumenns no mupuHi: £ 1.0 mm.
Marepian Cxian baBoBHa /
OCHOBH Bara He menmr mix 90 r/m 95+5 r/m°
HoexwuHa Ha 10 cM He menr ik 236 255
YTokoBa Hutka Ha 10 cM | He menm Hix 220 255
Kneiixa Tun IIuHK OKCH TEPMOILIaBKUNA K€ /
peyoBuHa Bwmicr kieiikoi peuoBunu | He Menm Hixk 25 o/m° 80 r/m’
Bwmict okcuiy muHKY He menm v 3% 5%
IMornuuaroua | Hexuneiikuii map [Monierunen /
NOAYHICTIKa | T[orapHar0OUMii Imap Tepuien, Bicko3a /
Bara He menme 80 r/m’ 110 r/m® £7
PiBeHs nornuHa”Hs qua HOTIMHAIOTO01 H.O nymquH TOBHHHA 6.2 pasis
301TBIIMTUCH B 6 pas3iB MicIsl TECTYBaHHS
['nsuuesuit mamip He memme 45 r/m’ 65 r/m’
[HTEHCHUBHICTH BiJPUBY He amxue 1.0 H/em 5.2 H/em
[TepeBipka CTEpUIBHOCTI Bakrepunuanuii  tulacTMp — TOBMHEH — OyTH CTEpUIIBHUM
CTepUIHHAM
3aJIMIIKKU EOKCUJTHOTO €TaHy 3auIiky He MOBMHHI nepeBuiiyBat 10 MKr /T. 7 MKr /T
ITaxyBaHHs 1. [NakyBanH  TOBMHHO  OyTH  OXalHHM,
HEYIIKOKEHUM. 3MICT €TUKETKUA Ma€e OyTH YiTKO
3pO3yMIJTHM. BiZMIOBiTa€e
2. KinpKicTh, 3a3HaueHa Ha YIAKOBIl, IMOBHHHA
OyTH PaBUIILHOIO.
3. IlakyBaHHS Ma€ OyTH 3amiedaTaHUM.

BucHoBok: BuliieHaBeieH1 pe3yabTaTH BilIIOBIIal0Th BUMOTaM BiAMOBIJHUX HOPM Ta CTaHJIAPTIB 00 TUIACTHPIB

Oakrepurmanux Toprooi mapku IGAR. Cucrema ynpasisiaast sikictio kommnanii Changzhou Major Medical Products Co.,
Ltd. s BupoOHMITBA TUIaCTHPIB OakTepuuuaHuX ToproBoi Mmapku IGAR Binnosinae Bumoram crangapty JICTY EN I1ISO
13485.

Hexnapartisi Ne18-03/2016-1GAR Bix 08 nucromama 2018 poky (penakiis 5) m0po BiAMOBIAHICTH BUMOram TeXHIY4HOTO
perjiaMeHTy 11070 MeIUYHuX BUpoOiB. [lekapalris ckiaaeHa mija MUIKOBUTY BianoBigansHicTh TOB «Irapy, 110 Bianoinae
3a BBEJICHHS MEIMYHOTO BUPOOY B 00Ir.
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