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
I'pynens 2019
Bupoonuk: ToBapucTso 3 o0Me: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 c™m
[Mapris Ne: 202001

Kimpkicts: 1 000 000 mTyk

uMm miaTBepaKy€eThCs, M0 U KOXKHOI apTii BKa3aHWX BHIIE IUIACTHPIB OYII0 MPOBEICHO MEPEBIpKY Mepe] BiITPaBKOO 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
I'pynens 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 Knacuunmnii (Ha 6aBoBHsIHi ocHOBI) 1,9 x 7,2 c™m
[Maprist Ne: 202001

KinbkicTs: 1 000 000 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.

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

[Mapris Ne 202001

JlaTa BUTOTOBJIEHHS 2019.11

TepMiH MpUAaTHOCTI 2024.11

AcnekT nepeBipku TexHiuHi BUMOTH PesyabTar
30BHIILIHII BUIIIA 1. [loBepxHst MOBUHHA OyTH YHCTOIO, O€3 BIIITOBI A€
3aJIMILKIB IACTH HA 3BOPOTHIM CTOPOHI




2. 3axucHuil mamip MoBUHEH OYTH PiBHUM, O€3
otii, abcopOyroya MmoayInedka MTOBHHHA
3HAXOJIUTHUCH B LIEHTPI.

Pozmip 1. BigxuneHss mo oBXuHi: + 2.0 MMm. BIAIIOBiga€
2. Bigxwmenns mo mupuHi: £ 1.0 mm.
Marepian Cxian basoBHa /
OCHOBH Bara He memm Hix 90 r/m? 95+5 /M
JopxuHa Ha 10 cMm He menmr wik 236 255
YTokoBa Hutka Ha 10 cM | He menm Hixk 220 255
Kneiika Tun IIuHK OKCH TEPMOILIaBKUMA K€ /
pedosuHa Bwmicr kineiikoi peuoBunu | He Menm mix 25 /™M 80 r/m?
Bwmict okcuny HUHKY He menm Hixk 3% 5%
[Mornuuaroua | Heknelikuii map [MonieTnien /
HOAYyHICYKa | T[orauHar0UMIi map Tepuien, Bicko3a /
Bara He memme 80 r/m’ 110 r/m? £7
PiBeHD HOMIHHANHS qua MOTJINHAIOYO] TOJTYIIEYKH TOBHHHA 6.2 pasis
301TBIIMTUCH B 6 pa3iB MicIs TECTYBaHHS
I'stHueBnit namip He menme 45 r/m° 65 r/m?
[HTEHCHBHICTH BiIpUBY He amxue 1.0 H/ecm 5.2 H/em
[TepeBipka CTEpUIBHOCTI BakrepunuaHuii  ulacTMp — TOBMHEH — OyTH CTEpUIIbHUM
CTEpHILHIM
3aJIMIIKYU EIOKCUTHOTO €TaHy 3auIiky He MOBMHHI nepesuiiyBat 10 MKr /T. 7 MKr /r
[TakyBauHS 1. [TakyBaHHS  TOBHHHO  OyTH  OXalHUM,
HEYIIKOKEHUM. 3MICT €TUKETKUA Ma€e OyTH YiTKO
3PO3yMIJTUM. BIJINIOBiIa€

2. KinpKicTh, 3a3HaueHa Ha YIAKOBIl, MOBUHHA
OyTH MPaBUWIEHOIO.
3. [NakyBaHHs1 Mae OyTH 3ame4aTaHM.

BucHoBok: BullieHaBeieH1 pe3yabTaTH BiIIIOBIIal0Th BUMOTAM BiAMOBITHUX HOPM Ta CTaHJIAPTIB 100 TUIACTHPIB

6akrepunmanux roprooi mapku IGAR. Cuctema ynpasisiaas sikicTio kommnanii Changzhou Major Medical Products Co.,
Ltd. 1 BUpOOHHIITBA TUIACTUPIB GakTepuiIHUX ToproBoi mapku IGAR Binnosigae Bumoram crangapty JICTY EN ISO

13485.

Hexnapamist Nel18-03/2016-1GAR Bix 21 wepBust 2019 poky (penmakuisi 6)
periIaMenTy 1010 MeANYHIX BUPOOiB. Jlekmaparrist CKitajeHa mij HiaKoBUTY BignosinaneHicTe TOB «Irapy, mo Bifmnosigae

3a BBEJICHHS MEIMYHOTO BUPOOY B 00Ir.

Ilapextop TOB «Irapyl/s
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Buxos B.I'.




