dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYLV,
M. KWIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXeHHs: IGAR Registered address:
Byn. MUXANNA BONYYKA, 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 AKOCTI
Cepnens 2023

Bupoonuk: ToBapucTBo 3 00MexeHO0 BinnoBigaabuicTio "'I['AP"

Micuesnaxokenns: Byl Muxaiina boituyka, 18-A, M. Kuis, Ykpaina, 01103, Tenedon/dakc
+380445853455

Micue Bupobuuirsa (Bupobuuui noryxuocTi): Hamkoy Kenrno Menikan Incrpymentc Ko., JITa.
(Changzhou Kenno Medical Instruments Co., Ltd.) Ne2188, JIyauen Poyn, Ciabka Ctpit, WKyHI0OH
Hictpikt, Yamkoy 213012, Lzaucy, Kuraii (Ne 2188, Longcheng Road, Xinzha Street, Zhonglou District,
Changzhou 213012 Jiangsu China)

[Tponyxkuis: CevonpuiiMay cTepuibHui 3i 3imBoM TOprooi mapku IGAR 2000 ma

ITaptis Ne : 202301

Kinpkicts: 50 000 mryk

LwuM miaTBepaKy€eThCs, M0 U KOXKHOI apTii BKa3aHUX BHUIIE TOBAPiB OYJI0 IPOBEACHO MEPEBIPKY MEPeT
BimpaBkoro Ta Bumano CeprudikaT aHamizy, SKHHA TATBEPIKYE AKICTh MPOAYKIIIi B IapTii.

Mu rapaHTyeMO, IO TICIS HAIIOl MEPeBipKH MUIIXOM BHITAIKOBOTO BiOOpY, JaHA MapTis MPOMYKINi BiAMOBiIa€E
BAMOTaM BHPOOHHIITBA 3a CHCTeMOK ympaiiHHs skicTio Bignmosimao mo JCTY EN ISO 13485 Ta € BignmoBimHO
KBaITi(piKOBAHOIO.

CEPTU®IKAT CTEPHUJIBHOCTI
Cepniens 2023

Bupoonuk: ToBapucTBo 3 00MexeHOI0 BinnmoBigaabHicTio "'IAP"
MicuesnaxopkeHHs: By/1. Muxaiiina boituyka, 18-A, M. KuiB, Ykpaina, 01103, renedon/dakc
+380445853455
Micre BupoOHuiTBa (Brpoouuui noryxuocti): Yamkoy Kenno Menikan Iacrpymente Ko., JIta.
(Changzhou Kenno Medical Instruments Co., Ltd.) Ne2188, JIynuen Poyx, Cinbxa Ctpit, YKkyHIOH
Hictpikt, Yamkoy 213012, I3saucy, Kuraii (Ne 2188, Longcheng Road, Xinzha Street, Zhonglou District,
Changzhou 213012 Jiangsu China)
[Tponyxuis: CevonpuiiMay cTepuibHMii 3i 31MBOM TOprosoi mapku IGAR 2000 ma
IMTapris Ne: 202301
Kimpkicte: 50 000 mTyk

[{um miaTBEpAXKYEThCA, 110 BKAa3aHy MapTilo MPOIYyKIii OyJI0 MPOCTEPHIII30BAaHO ra30M €MOKCUIHOIO €TaHy
nepes BiIpaBKoIo.

Mu rapaHTyemMo, IO cedomnpuiimMaui cTepwibHI 31 31MBOM TOproBoi Mapku |GAR, ski npoium
CTepuIIi3aliiHUM MpolLec, € CTEPUILHUMH Ta 0€3[IeYHUMU 711 TKAaHUH JIIOIUHHU.

CEPTUDIKAT AHAJII3Y
Ceprnienn 2023
[Mponyxkuis: CevonpuiiMay crepuibHMii 3i 31MBoM TOprosoi mapku IGAR 2000 ma
IMaprist Ne : 202301 Kinbkicts B maprii: 50 000 mryk
BurorosneHo: 2023.07 Tepmin npunatHocti: 2028.07
Acnekrt Texuiuni Bumorn (3rizno AQL 1.0) Pe3yabTat

nepesipku nepeBipku




30BHIIIHIT [ToBHa KOMIUTEKTALisl, TOBEPXHS YUCTa, O0€3 OyIb-SIKUX YyKOPIAHUX PEUOBHUH | BIAMOBiJa€
BUTJISIA
Hpenaxna M’sika, THydYka, Mpo3opa Ta TIJaJeHbKa, 0e3 Oynp-SIKMX MEXaHIYHUX | BiAMOBiJa€
TpyOKa 9y)KOPiJHUX PEUOBHH Ta NMEPEKPYIyBaHb
3’enHyBaJbHI Hemae 3BopoTHOro BiITOKy 3 Milllka 3 ce4yol. 3aXWYHUH KpaH CIiJ | BiAMOBiJgae
YaCTUHH BCTAaHOBHUTH Y NPaBUJILHOMY MOJIOKEHHI Ta BiKPUTH.
I'epmeTnuHicTh CedvonpuiiMad  3alOBHIOETbCA  3a0apBICHOI0  BOAOIO, PO3TAIIOBYETHCS | BIAMOBiJA€E
0e3 TOPH30HTAJIBHO Ta TepeBipaeTbcs Ha  repMeTuyHictb. [loTiM  BiH
HaBaHTAKCHHS PO3TAlIOBYEThCS BEPTUKAJIBHO 1 3HOBY Bi3yallbHO TMEPEBIpsSEThCS Ha

MPOTIKaHHS.

BincyTHICTh BUTOKY Mijl 4ac NEPEBIPKH Ta3oM. BiJMOBiAae
I'epmeTnuHicTh 3amoBHITH  KOpImyc cedonpuiiMada Bomow Ha 75%, posramiyiTe | BiAMoOBigae
KOpIycy ropuzoHTaibHO, npukiactd cuiry 200H+10H na npots3i 1 xB., Ha abcopOeHTi
cevornpuiiMaya He Ma€ OyTH MOKPHX IUISIM.

[pukpinite no npenaxnoi TpyOku Bary B 40H Ta migBiceTe, KOpmyc | BiAMOBiae

cevonpuiiMada He MOBUHEH PBATHUCSL.
PiBenn PiBeHb 3BOPOTHOTO NMOTOKY TMOBHHEH He mepeBuilye 10MI/XB. mMpH THCKY | BiAMOBiJa€
3BOPOTHOTO 100H+10H
MOTOKY
[lepemuxau [loBuHEH THYTHCh TIPM BHKOPHCTaHHI, HE JOMYCKAEThCS MPOTIKAHHS IMICIs | BIAMOBiJa€E
3JIMBHOTO KpaHy | BUKOpHcTaHHA 25 pa3iB
ITniBka Bona noBuHHa OyTH 3i0paHa MpaBWILHO, 1 IUTIBKA HE MOBUHHA OYTH CKJIaJieHa | BiIIOBIJIa€E
3BOPOTHOTO
KJIamany
Crepunizanis Hewmae pocry 6akrepiii micsist 15 1i6 kyneruBanii npu 35°C. BiJMOBifae
Samuiiku EO He 6inbme 10Mkr/t BiAIIOBigaE
YnakyBaHHS JpyK YiTKWii Ta NpaBUIBHUH, Y BIAMOBIIHOCTI 10 BUMOT, HEMAa€ YIIKOIKCHb, | BIAMOBIIA€E

OJNHMX IUISIM Ta Opyy Ha yIaKyBaHHI.

BucHoBok: PesynbpTaTu nepeBipky BKa3aHi BHIIE BiioBinawTs BUMoram ctanaapty JCTY EN ISO 13485 ta

MIPOJIYKIIisl € BiIMTOBIAHO KBaJTi(DiKOBAHOIO.

Hexnapamis No27-12/2017-IGAR Big 16 uepBus 2021 poky (penmakitisi 3) mpo BiANOBIIHICTE BHMOTaM
TexHIYHOTO perjiiaMeHTy 1010 MEIUYHUX BUPOOiB. Jlekmapaliis CKiajaeHa Imij IIJIKOBUTY BiAMOBIIATBHICTh

TOB «Irapy, 110 BIANMOBITAE 32 BBEICHHS MEIMYHOTO BUPOOY B OOIr.

Buxos B.I'.




