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

CEPTU®IKAT SAKOCTI
Jlucromax 2021
Bupoonuk: ToBapucTso 3 o0Me:keHOo10 BixnosinaabHicTio "ITC'AP"
MicuiesnaxoxeHHs: Bya. Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/dakc: +380445853455
Micue BupooHuITBa (Bupodundi notyxkuocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[poxyxuis: Inactup 6akTepunmnanuii toprosoi mapku |IGAR

Tun IIpo3opwuii (Ha moaiyperanosiii ocHoBi): 19x7,2cem; 25x7,6 cm
[Mapris Ne: 202104

KinpkicTs: 600 000 mTyk

uMm miaTBepaKy€eThCs, M0 U KOXKHOI MapTii BKa3aHWX BHIIE IUIACTHPIB OYIIO MPOBENEHO MEPEBIpKY Mepe BiIITPaBKOO 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
Jlucronax 2021
Bupoonuk: ToBapucTBo 3 00MeskeHOI0 BignoBinaabuicTio "ICAP"
Micnie3naxoxeHHs: Bya. Muxaitna boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/dakc: +380445853455
Micue BupoonunTsa (Bupoduudi motyxHocti): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[Mpomyxist: Inactup 6akTepunmanmii toprosoi mapku |IGAR

Tum: IIpo3opnii (Ha modiyperanogiii ocHoBi): 1,9 x 7,2 cm; 2,5x 7,6 cm
[Mapris Ne: 202104

KinpkicTs: 600 000 mTyk

Lum migTBepaXy€eThes, 0 BUILE3a3HaueH] TOBapH OyJIM NPOCTEPUITi30BaHI OKCHIIOM E€THIICHY IIE€PEe BiAIPaBKOIO.

[poayxkiis mnactup Oaxkrepunuaauit IGAR, sika npoiiinia mporec crepuiizallii, € CTepUIbHOI0 Ta 0S3MEYHOI0 I TKAaHUH
JIFOJTUHMU.

Jlucronanx 2021
CEPTU®IKAT AHAJII3Y
HaiimenyBaHHs IpOAYKTY tun [Ipo3opuii (Ha moJiyperaHosiii ocnosi): 1,9x 7,2 cm; 2,5 x 7,6 cm
[Mapris Ne 202104
JlaTa BUTOTOBJICHHS 2021.09
TepMiH MpUAATHOCTI 2026.09
AcIeKT nepeBipku TexHiuHi BHMOTH PesyabTar
30BHIIIHII BUIIIA 1. [ToBepxHs MOBUHHA OyTH YHCTOO, O€3 3aJIMIIKIB MTACTH Ha BIITOBI A€
3BOPOTHIN CTOPOHI
2. 3axHCHUII namip MoBUHEH OyTH piBHUM, 0e3 ol1ii, abcopOyroua
MOJTyIIeYKa IIOBUHHA 3HAXOJIUTUCH B IIEHTPI.
Pozmip 1. BigxuneHHs 1o JoBKuHI: + 2.0 MM. BiAIoBigae




2. Bigxunenns o mupuHi: = 1.0 Mm.

3axucHa IUIiBKa Cxuag [oniernnentepedranar /
Bara 54 r/m° /
Marepian ocHOBH Crutag [oniyperan /
Bara 30 r/m’ /
Bunosxenns Ha >350 BITIOBiTa€
PO3pHB Yy cyXxomy
crani (%)
Minnicts Ha >15 BIJIIOBiAA€
pospue (MIIa)
Kelika peuoBuna Tun AKpuioBuii Kieit /
Bwuicr knefikoi He MeH Hix 25 r/m° 2
PpEYOBHHHU 28 /M
ITornmuaroua Hexknetikuii map [onietunen /
noayuieyka IMornuuarounii map | TepuieH, Bicko3a /
Bara He menme 80 /m° 110 r/m® £7
PiBens normmHanus qua HOTIHHAITO0! H.O Hy.mquH TOBHIHHA 6.2 pasis
301IBIIMTUCH B 6 Pas3iB MiCNIsl TECTYBaHHS
I'nsauuesuit namip He menme 45 r/m> 65 /M2
[HTEHCHUBHICTH BiJPUBY He amxue 1.0 H/em 1.8 H/em
[TepeBipka cTEpUIBLHOCTI BakrtepununHuii  rractHp  MOBMHEH — OyTH CTEpUIIBHUM
CTEpHJIBHIM
3aJIMIIKKU ENOKCUJTHOTO €TaHy 3auIiky He MOBMHHI nepesuiiyBati 10 MKr /T. 7 MKr /T
ITaxyBaHHs 1. NakyBaHHs  MOBHHHO OyTH  OXaifHUM,
HEYIIKO/DKEHUM. 3MICT eTHKETKH Mae OyTu
YiTKO 3pO3yMIITUM. BiZMIOBiTa€e

2. KinbkicTh, 3a3Ha4eHa HA YIAKOBIl, TOBHHHA
OyTH PaBUIILHOIO.
3. IlakyBaHHS Ma€ OyTH 3amiedaTaHUM.

BucHoBok: BullieHaBeieH1 pe3yabTaTH BilIIOBIIal0Th BUMOTAM BiAMOBITHUX HOPM Ta CTaHJIAPTIB 100 IUIACTHPIB

6akrepunuanux roprooi mapku IGAR. Cuctema ynpasistHas sikicTio kommnanii Changzhou Major Medical Products Co.,
Ltd. s BupoOHMITBA TUIACTHPIB OakTepuuuaAHUX ToproBoi Mapku IGAR Binnosinae Bumoram crangapty JJCTY EN I1ISO

13485.

Hexnapartisi Nel8-03/2016-IGAR Bix 5 munus 2021 poky (pemakimiss 8) mpo BigmoBigHicTh BHMOraM TeXHIYHOrO
perjiaMeHTy 11010 MeAMYHUX BUPOOiB. Jleknapallis ckiiajeHa Iij IIKOBUTY BianoBigansHicTh TOB «lIrapy, 1mo BiAmosigae

3a BBEJICHHS MEIMYHOTO BUPOOY B OOIr.

Hupexrop TOB «lIrap»
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