-
dakTuyHa appeca: Business address:
syn. METANICTIB, 20, 20, METALISTIV Str.,KYIV,

. KMIB, YKPATHA, 03057 03057, UKRAINE
MicyeaHaxoKeHHs: Registered address:
ByN. MAXAITIA BOMYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KY1V,
M. KWIB, YKPATHA, 01103 01103, UKRAINE
Ten/daxc (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
Tpasens 2024

Bupo6uuk: Tosapucrso 3 o6Mexenoto pianosinaasnictio "IFAP"

Micnesnaxomkenns: Byll. Muxaitna Boituyxka, 18-A, M. Kuis, Yrpaina, 01103, renedon/daxc: +380445853455

Micue supo6uuuTBa (Bupobunui noryxnocti): Yanrkoy Meiimxop Menikan Iponaxre Ko., JTx.,

(Changzhou Major Medical Products Co., Ltd.) Exci Beiisus, 3yky Tayn, 213144, Yanwkoy Citi, nposinnis Lzsucy,

Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

Tpoaykuis:  Xipypriuna nor’s3ka Toproeoi mapkun IGAR

Tun JlatiTniop (Ha ocHOBI criaHyeic)

Poawmip: 6,0 x 10,0 ecM; 10,0 x 9,0 cm.

IMapris Ne: 202402

KinpxicTs: 36 000 mTyk

LluM THATBEPKYETLES, 0 JUIA KOMKHOT IMapTii BKasaHMX BUIIE TOBapiB OyII0 NPOBEACHO TIEPEBipKy Hepe BIANPaBKo Ta

sunano Ceprudikar aHainiszy, K TiATBEpIKYe IKICTh IPOLYKLIT B NapTii.

Mu rapanTyeMo, 1110 TiciIs Hallol MepeBipKH IMIIAX0M BHIALKOBOTO Binfopy, AaHa IapTis NpoAYyKLUi] BiAnoBizac BUMOraMm

BUPOOHUIITBA 32 CHCTEMOIO YIPaBIiHHA sAKicTio BimnosigHo go JCTY EN ISO 13485 Ta € BianosizHo kBani(ikoBaHOIO.

CEPTUOIKAT CTEPUJIBHOCTI
Tpasens 2024

Bupoonux: Togapucrso 3 o0MexeHoro BignosigansuicTio "ICAP"

MicuesnaxomkeHns: Byl Muxaiina Boituyka, 18-A, m. Kuis, Ykpaiua, 01103, tenedon/dpaxc: +380445853455

Micue Bupo6Hunrsa (Bupo6uuui noryxrocrti): Yanrkoy Me#mxop Menikan Ipogaxre Ko., JIta.,

(Changzhou Major Medical Products Co., Ltd.) Exci Beitsms, 3yky Tayn, 213144, Yauwkoy Citi, nposinuis Lzsmcy,
Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

IMpopyxuis:  Xipypriyna mos’sizka Toprosoi mapkn IGAR

Tun JladiTnop (Ha OCHOBI cniaHyeiic)

Po3mip: 6,0 x 10,0 cm; 10,0 x 9,0 cm.

IMapris Ne: 202402

KinpxicrTs: 36 000 wryk

I{vM MiATBEPIUKYETRCA, IO BKA3aHi BUIE TOBApH OYIIH MTPOCTEPHITi30BaHi OKCHIOM €THIIEHY TIepei BIATPaBKOIO.

Herkana mnpoaykuist Ha ocHOBI crhamneiic Toprooi Mapku IGAR, ska mpoiiuuia mpouec cTepumizauii, €
CTEPUIBHOIO Ta OE3TEeYHOI0 U1 TKaHUH JII0JUHHU.

Tpasens 2024
CEPTUDIKAT AHAJI3Y

TMponyxuis Xipypriuna nos’sa3ka Toprosoi mapku IGAR
Tun JlatiTiiop (Ha OCHOBI CHaHJIEHC)
Po3mip 6,0x 10,0 em; 10,0 x 9,0 cM.
TTaprisn Ne 202402
Jlara BUrOTOBIEHHS 2024.05
TepMiH IPUAATHOCTI 2029.05

AcCHeKkT nepesipku Texniuni BUuMoru PesyabTar
3oBHIWHIA BUTIAL 1. [ToBepxHs NOBHHHA 6YTH YHCTOO, O€3 3AIMILKIB 1aCTH Ha | BIANOBijae

3BOPOTHII CTOpOHI
2. 3axucHuil arip noBHHEH OYTH piBHHM, 6e3 odii;

oo N OM Gy vas AL




abcopOyroya moAylieyKa IOBMHHA 3HAXOANTHCh B LIEHTPI

Po3mip 1. Bigxunenns o gosxusi: £ 2.0 MM BifITOBINAC
2. BimxuneHHs no mwupydi: + 1.0 MM
Marepiaz Cxian Tepunes, Bicko3a /
OCHOBH 2 5
Bara He mennie 40 /M 45 r/m
MinHIicTE Ha PO3PUB
pOSpHB ¥ He menmre 14 H 20H
HOIePEYHOMY HalPAMKY . . . .
—= (Jlani nns mepesipky 6a3y0ThCA Ha NEpEBIPLI MaTepiany y
MilHICTh Ha PO3PUB Y ;
CYXOMY CTaHi) 120H
MAITHHHOMY HalIpIMKY
Kiefixa Tun TepmoruiaBkuit ket /
peJyoBHHA : - 2 .
Bwicr kneiikoi peuvosunn | He menwe 25 r/m 32 /M
EnacTuunicTs TIpu posTaryBaHHi 6aKTEPHIHIHOTO MIIACTHPY, 30iNbIICHHS sinmoBinac
110 IOBXKHHI He MOBHHHO MepeBuILyBaTH 5%
Hornuuatoya | Hekneitkuit urap MonieTunen /
noAyueyka 9 .
Y IMornunarouuii map Tepwuien, Bickosza /
2
Bara He menme 120 r/m’ 160 /M £7
. Bara rornuHangol NoAynIeuky MOBHHHA 361IBIUMTHCE B O .
Pigens rmornuHaHHs o 6.5 pasis
pasiB MmicNs TecTyBaHHS
I'nsuesuit manip He Menme 45 r/m* 65 /v’
IHTCHCUBHICTE BIIPHBY He mmxue 1.0 H/em 3.3 H/em
[Tepesipka cTepHIBHOCTI BaxTepnumanyi miacTHp NOBUHEH OYTH CTEPUIEHMM CTEpHIIBHUM
3alHHIKH eITOKCUAHOIO eTaHy Sanumky He oBUHHI nepeBuuyBaTi 10 Mxr/r 7 MKr/T
Iaxysanns 1. MaxyBaunusg TOBWHHO OyTH OXalHHM, HEYIIKOIKEHWM.
3MicT eTHKeTKY Mae 6yTH YiTKO 3p03yMiluM
2. KinpkicTe, 3a3HayeHa Ha YIakoBli, [OBMHHA OyTH | Biimnoainae

HpaBHIIbHOKO
3. ITakyBaHHi Mac OyTH 3ane4aTaHUM

BucHosok: Bulnenaseeni pesynLTaTH BIINOBIJAI0TE BUMOTAM Bi/INOBIZHWX HOPM Ta CTAHAAPTIB MIOA0 XipypridHux
nios’s30k Toproroi Mapku IGAR. Cucrema ynpasisans skictio kommanii Yaarkxoy Meimkop Megikan [Iponakre Ko.,
JIta., mia BupoGuULTBa Xipyprivaux nos’s3ok Tuny Jlafitnop roprosoi Mapku IGAR BiAnosigae BUMOraM CTaHAapTy
JACTY EN ISO 13485:2016.

Hexnapauis Ne 19-03/2016-IGAR Bix "18" Gepesus 2024 poky (pemaxuist 12) nmpo BiamopiaHicTe BuMoram TexniuHOro
PErIaMenTy 00 MEAWYHIX BUpoOiB. [eknapanis ckiaiena m LimkoBuTy BiamoigansHicts TOB «Irapy, mo siamosinae

34 BBEICHHS MeJUYHOro BUpoOy B 0OIT.

Buxos B.T.




