dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYIV,
M. KUIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXXeHHs: IGAR Registered address:
Byn. MUXAMSIA BONYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KUIB, 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 JAKOCTI
JIunens 2021

Bupoouuk: ToBapucTBo 3 o0Me:keHoI0 BianoBiganbHicTio "'ICAP"

Micue3naxopkeHns: By Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/dpakc
+380445853455

Micue BupoouuntBa (Bupoouuui notysxkHocti): Changzhou Kenno Medical Instruments Co., Ltd.,
Ne 2188, Longcheng Road, Xinzha Street, Zhonglou District, Changzhou 213012 Jiangsu China
[Mponyxkuisi: CewonpuiiMay cTepuiabHui 3i 31MBoM TOprosoi mapku IGAR 2000 ma

IMaprist Ne : 202101

Kimpkicte: 50 000 mtyk

[um miaTBepHKY€ETHCS, IO I KOKHOI apTii BKa3aHUX BUILE TOBapiB OyJI0 NPOBEACHO MEPEBIPKY Nepen
BiampaBkoro Ta Buaano CeptudikaT aHaizy, SKUH MiATBEPAXKYE SAKICTh MPOAYKLIi B MapTii.

Mu rapaHtyemo, L0 Micis Hamloi NepeBipKM HUIIXOM BHIAJKOBOIO BinOOpy, AaHa MapTisi MpoAyKUil BiamoBinae
BUMOTaM BHUPOOHHMIITBA 332 CHUCTeMOIO ympaniinHsa skicTio BiamoBigHo xo JCTY EN ISO 13485 Ta € BimmoBimHO
KBaJIi()iKOBAHOIO.

CEPTUDIKAT CTEPUIBHOCTI
Jlunens 2021

Bupoouuk: ToBapucTBo 3 00Me:keHOoI0 BianoBinajabHicTio "I AP"
Micuesnaxo/pkenns: By, Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/dpakc
+380445853455
Micue BupoonunTBa (Bupoonuui notysxkHocti): Changzhou Kenno Medical Instruments Co., Ltd.,
Ne 2188, Longcheng Road, Xinzha Street, Zhonglou District, Changzhou 213012 Jiangsu China
[Tponykmisi: Cevonpuiimay crepuiabHuii 3i 3imBoM Toproeoi Mmapku IGAR 2000 ma
IMapris Ne: 202101
Kinmpkicts: 50 000 mryx

[{uM miaTBepaKy€eThCs, 110 BKa3zaHy MapTiio MPOAYKIi OyJIo MPOCTEPUIII30BaHO Ta30M €MOKCHIHOTO €TaHy
nepe.1 BimpaBKoIo.

Mu rapaHTyeMo, MmO cedonpuitMadi cTepwibHI 31 371uBOM ToproBoi Mapku |IGAR, ski mpoimum
CTepHIIi3allifHUM MTpolec, € CTepUIbHUMU Ta O€3MEUYHUMH I TKAHUH JIFOIUHHU.

CEPTU®DIKAT AHAJII3Y
JIlunens 2021

[Tponykmisi: Cevonpuiimay crepuiabHuii 3i 3iuBoM Toproeoi mapku IGAR 2000 ma
IMapris Ne : 202101 Kinekicts B maptii: 50 000 mtyk
Burorosneno: 2021.06 Tepmin npunataocti: 2026.06
AcnexkT Texniuni BumMoru (3rizno AQL 1.0) PesyabTar
nepeBipkn nepeBipku
30BHILIHI [ToBHa KOMIUTEKTAIlisl, TOBEPXHS YHCTA, 0€3 OYyIb-SIKUX Ty KOPITHUX PEIOBUH BiIOBiIae
BUTJISII
HpenaxHa M’ska, THydYKa, Npo3opa Ta TjalueHbka, O0e3 Oynb-fKMX MeXaHIYHHX | BiAMOBigae
TpyOKa 9yKOPiTHUX PCUOBHH Ta MEPEKPYYyBaHb
3’eqHyBabHI Hemae 3BOpOTHOrO BiATOKY 3 Mimlka 3 ce4or0. 3axWyHUM KpaH Clij | BiANOBigae




YaCTUHHU

BCTAHOBUTH Y MMPABUIIBHOMY MOJIOJKEHHI Ta Bi,Z[KpI/ITI/I.

I'epmernunicTsb CevonpuiiMau  3alOBHIOETbCA  3a0apBICHOI0  BOJAOIO, PO3TALIOBYETHCS | BiINOBiIae
0e3 TOPU30HTAIBHO Ta INepeBipseTbcs Ha  repMeTnyHicte. IloTiM  BiH
HaBaHTA)KCHHS PO3TAIIOBYETHCS BEPTUKAIBHO 1 3HOBY BI3yaJIbHO TIIEPEBIpSIEThCS Ha

MPOTiKaHHS.

BincyTHiCTh BUTOKY i Yac MepeBipKU Ta3oM. BiIOBiIae
I'epmeTnunicTb 3amoBHITE  KOpIyc cedyonpuiiMaya Bomoro Ha 75%, posramyiite | BiamoBinae
KOpILyCy ropu3oHTanbHO, npukinactu cwry 200H+10H Ha npotssi 1 xB., Ha abcopOeHTi
ceyornpuitmaya He Ma€e OyTH MOKPHX IUISIM.

[Ipukpinite g0 apeHaxkHoi TpyOkm Bary B 40H Ta minBicere, Kopmyc | BiamoBinmae

ceyolpuiiMaya He IIOBUHEH PBaTHCS.
PiBenn PiBeHb 3BOpPOTHOrO0 MOTOKY IIOBHHEH He mepeBuinye 10Mi/XB. mpH THCKY | BiAmoBinmae
3BOPOTHOIO 100H+10H
MOTOKY
[Nepemukau [loBuHEH THYTHCH NpPW BHKOPHCTaHHI, HE IOIYCKAETHCS NMPOTIKAHHS IIICHs | BiAMOBimae
3JIMBHOTO KpaHy | BUKOpHCTaHHA 25 pa3iB
[TniBka Bona noBuHHa OyTH 310paHa MpaBUIIbHO, 1 MJTIBKA HE IOBUHHA OyTH CKJIaZieHa | BiAmoOBimae
3BOPOTHOTO
KJIanaHy
Crepuurizanis Hewmae pocty Oakrepiii micast 15 ai0 xynpruBanii npu 35°C. BiNOBigae
Samumku EO He ounbiie 10Mkr/v BIIIIOBia€
YnakyBaHHs Jpyk 4iTKWii Ta TpaBUIBHUHN, Y BIJAMOBITHOCTI JI0 BUMOT, HEMA€E YIIKODKEHb, | BiAMOBITaE

OJIIMHUX UM Ta Opyay Ha yIaKyBaHHI.

BucHoBok: Pe3ynbTaTu nepeBipky BKa3aHi BUIIE BIANOBIIA0ThH BUMoraM ctanaapty ICTY EN ISO 13485 ta

MPOYKIIIS € BIAMOBIAHO KBaTi(hiKOBAHOTO.

Hexnapamis Ne27-12/2017-IGAR Bin 16 uepBus 2021 poky (pemakuis 3) mpo BiANOBIIHICTE BUMOTaM
TexHIYHOTO perjiaMeHTy MmoA0 MeANYHUX BUPOOIB. Jlexmapaliisi CkiaaeHa i IIJIKOBUTY BIAMOBITAIBbHICTh

TOB «lIrapy, 1o BimoBiae 3a BBEACHHSI MEIUYHOTO BUPOOY B OOIT.

Hupexrop TOB «Irapyy

1'%
0

Buxos B.I'.




