dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KWMIiB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3Haxo4KeHHS: IGAR Registered address:
Byn. MUXANIA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KWMIB, 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
JIunens 2021
Bupoonuk: ToBapucTBo 3 00MeskeH010 BignoBigaabuicTio "I['AP"
Micuie3naxoxeHHs: Byl Muxaiina boituyka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupooHuITBa (Bupoduudi notysxunocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

IIponmyxiis: InacTup 6akTepunuanuii Toprosoi Mmapku IGAR
Tun Kaacuunuii (Ha 6aBoBHsHii ocHOBi) 1,9 x 7,2 cMm
[Maprist Ne: 202103

Kimekicte: 2 599 800 mtyx

[uM miaTBepaKy€eThCs, MO0 JUIS KOXKHOT apTii BKa3aHUX BHIIE IUIACTHPIB OYJI0 MPOBEACHO MEPEBIPKY Mepe/] BiITPABKOIO Ta
BuaHo Ceprudikat aHanizy, SKUil MiATBEPIUKYE AKICTh MPOAYKLIT B MapTii.

Mu rapaHTy€eMoO, 110 MICIISI HAIIO1 IepeBIPKH IIISIXOM BHITaJJKOBOTO BiIOOPY, 1aHa MapTis MPOAYyKIil BiAOBIa€ BUMOTaM
BUPOOHMIITBA 32 CUCTEMOIO yripaBiiHHs sikicTio BignosinHo 10 JCTY EN I1SO 13485 Ta € BinnoBinHO kBaidikoBaHOIO.

CEPTU®IKAT CTEPUJIBHOCTI
Jlunens 2021
Bupoonuk: ToBapucTBo 3 00Me:keHO0I0 BianoBinajabHicTio "IFCAP"
Micrnie3HaxoxeHHs: ByJ. Muxaiina boitayka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupobuuuTBa (Bupoouuui notyxuocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[poxyxuis: Ilinactup 6akrepuuuanuii Toprosoi mapku IGAR
Tun Kaacuunmnii (Ha 6aBoBHsHIil ocHOBi) 1,9 X 7,2 cm
MMaprist Ne: 202103

KinpkicTs: 2 599 800 wryk

I{um miaTBepaKyETRCS, 10 BUITIC3a3HAYEHI TOBapH OyJIM TPOCTEPIITI30BaHI OKCHIOM ETHIICHY TIEpe]l BiIIIPaBKOIO.

[ponyxuis mnactup 6akrepunuanuii IGAR, sika npoiina npouec crepuiizalii, € CTEPHUIBHOIO Ta 0e3MEYHOI0 I TKaHUH
JFOJTHHU.

Jlunens 2021
CEPTU®IKAT AHAJII3Y
HaiimenyBaHHS IPOAYKTY IaacTup 6axkTepuunaauii Toprooi Mmapku IGAR Ttun Kinacuunuii (Ha 0aBoBHsIHii
ocHoBi) 1,9x 7,2 cm
ITapTist Ne 202103
JlaTta BUTOTOBICHHS 2021.05
TepMiH IpUAAaTHOCTI 2026.05
AcneKT nepeBipku TexHiuHi BUMOTH PesyabTar
30BHIMIHII BUTIIA 1. [oBepxHst MOBUHHA OYTH YUCTOMO, O€3 BIJITIOBIIAE
3QJIAIIKIB TACTH HA 3BOPOTHIHN CTOPOHI
2. 3axucHHI namnip MoBUHEH OyTH piBHUM, 0e3
ouii, abcopOyroua moayIieyka MoBUHHA
3HAXOJUTHCH B IISHTI.




Pozmip 1. Bigxunenns no noxwuHi: £ 2.0 MM. BiIOBiae
2. Bigxuiennst o mmpuHi: £ 1.0 Mm.
Marepian Cxan baBoBHa /
OCHOBH Bara He menur Hix 90 r/m> 95+5 r/m?
Josxnna Ha 10 cMm He menm Hixk 236 255
YTokoBa HuTKa Ha 10 cM | He menmr Hix 220 255
Kieiika Tun TepMormaBkuii KJIEH, III0 MICTUTh OKCHUJ IIMHKY /
peuoBHHA Bwmicr kieiikoi peuosunn | He menmn Hixk 25 /™M 80 r/m?
Bwmict okcuny nuHKY He menm uix 3% 50
[Mornunaroua | Hekeiikuii map IMonietunen /
HOAYIIEIKa | TlorauHarO4YHil map Tepusen, Bicko3a /
Bara He menure 80 r/m? 110 r/m? +7
PiBeHs noriauHaHHA qua ] H.O Ay CHKM MIOBMHHA 6.2 pazis
301TBIIUTHUCH B 6 pasiB MiCJs TECTYBAHHS
[nsuesnit nanip He menme 45 r/m? 65 r/m®
[HTEHCHBHICTb BiIpUBY He amxue 1.0 H/em 5.2 H/em
[epeBipka cTepUIIBHOCTI BakrepununHuii  mlacTMp — NMOBHHEH — OyTH CTEPUIBLHUN
CTEPHILHUM
3aUIIKK €MOKCUIHOTO €TaHy 3aJnIIKy He MOBHHHI niepeBuinyBatu 10 Mkr /T. 7 Mkr /t
ITaxyBanns 1. [MaxyBanHs  mTOBMHHO  OyTH  OXaiiHHM,
HEYUIKOPKEHUM. 3MiCT €THKETKH Ma€e OyTH YiTKO
3pO3yMLITUM. BiJIMIOBia€e
2. KinpKicTh, 3a3HayeHa Ha YIAKOBI[, MOBHMHHA
OyTH PaBUIIBHOIO.
3. IlakyBaHHs Mae OyTH IIUTBHUM Ta 3 HOMEPOM
cepii.

BucHoBok: BumieHnasezieHi pe3ynbTaTd BiIIOBiIalOTH BUMOTaM BiJMTOBIIHUX HOPM Ta CTAHAAPTIB IIOJO IJIACTHUPIB

6akrepunuaanx Toprooi mapku IGAR. Cucrema ynpasisaus sikictio kommanii Changzhou Major Medical Products Co.,
Ltd. nuis BupoOHHIITBA TIAacTHPIB OakTepuiaHuX ToproBoi Mapku IGAR Bianosinae Bumoram crangapry ACTY EN ISO
13485.

Hexaparrist Ne18-03/2016-1GAR Bia 5 numast 2021 poky (penakiist 8) mpo BiAmoBigHICTS BUMOraM TeXHIYHOTO PerjaMeHTy
10710 MEAMYHUX BUPOOiB. Jleknapaiiis ckiafeHa mij iJKoBuTy BianoBigansHicTh TOB «Irapy, 1o BiAmosigae 3a BBEACHHS
MEJIMYHOTO BUPOOY B 0OIT.
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Buxos B.I'.



