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 AKOCTI
Yeprennr 2022
Bupoonuk: ToBapucTBo 3 00MekeHO0I0 BignoBigaabHicTio "I AP
MicuesHaxomkeHHs: Byt Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/daxc: +380445853455
Micue BupoOHuiTBa (Bupoduuui noryxuocri): Changzhou Major Medical Products Co., Ltd.,
Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China

[ponykuis:  Ilmacrup meanunuii RiverPlast Toprosoi mapku "IGAR" masi ¢ikcauii Tun Jlaiitnop (Ha ocHoBi
crnaHJiec)

Po3mip: | Scm x 10m | 10cMx 10M |

IMapris Ne: 202201
Kinpkicte: 6 080 mryx

[{um miaTBepaKy€eThCS, IO AJIs KOXKHOI MapTii BKa3aHUX BUIIE IJIACTUPIB OYJIO MPOBEICHO NMEPEBIPKY Mepe1 BiIPaBKOO Ta
Bunano Ceprudikar aHami3y, sSIKUH MITBEPIKYE SKICTh MPOMYKIII B MapTii.

Mu rapaHTyeMo, 1o Micis Haloi MepeBipky IIISIXOM BHIAAKOBOTO BiOOpyY, laHa mapTis MpOAYKIii BiAIOBiAae BUMOTam
BUPOOHUIITBA 32 CUCTEMOIO yIpaBmiHHSA sAKicTio BinnmoBimHo 1o JCTY EN ISO 13485 rta € BiamoBiaHO KBadi(hikoBaHO.

CEPTU®IKAT AHAJII3Y
UYepsenb 2022

[Mponykuis:  Ilaacrup meanunuii RiverPlast Toprosoi mapku "IGAR" aas ¢ikcanii Tun JlaliTnop (Ha ocHOBI
crnaHJiec)

Po3mip: | Scm x 10Mm | 10cm x 10Mm |

IMTaptis Ne: 202201

Burorosneno: 2022.01 Tepmin npugaraocti: 2027.01

AcnekT nepeBipku TexHiuHi BUMOrH Pe3yabTar
nepeBipku

30BHIIIHIN BHTIISA 1. TToBepxHst Mae OyTH OYyTH YHCTOIO, O€3 3aJIMIIKIB MACTH, Bingnosinae

PIiBHO 3ropHyTa.
2. [laxyBanpHu# namip Mae Oyt 0e3 3aTUIIKiB Ol

Pozmip 1. BigxunenHs o JoBkuHI Mae oyt + 1%. Bigmnosinae
2. Bigxwuienss mmo mmpuHi Mmae OytH B Mexkax = 1.0 M.

Martepian | Ckian Tepuiien, Bicko3a /

OCHOBH Bara He menm ik 40 r/m° 45 r/m>
Minnictes Ha po3puB | He menmie Hixk 14 H (TecT BUKOHYETLCS B CyXOMY CTaHi 20 H
MIONIEPEYHUIN HATIPSIM | BUPOOY)
MIirHICTE HA PO3pUB

! 1a posp 120 H

MAaIlIMHHUHT HANpsM

Kueiika Tun TepmoriaBkuil ke /

pedOBHHA Bwmict xneiikoi | He MeHm Hixk 25 r/m° 32 1/l
pEYOBUHU

Enacruynicts IIpu BinpuBaHHI THYYKOIr'O IIACTUPY 301IbIIEHHS 110 . .

p b Y py Bignmosigae

JTIOBKHHI HE TIOBUHHO NIepEBUIIyBaTH 5%.




3axucHuil mamepoBuii map (3 | Mae Oyt He MeHIIe HiX 451/M2 65 /i
TJISTHIIEBOTO TIATIEpy)
[HTEHCHUBHICTH BiJpUBY He amxue mik 1.0 H/em 3.3 H/em
YnaxkyBaHHS 1. YnakoBka nmoBHHHA OYTH YHCTOIO Ta MPO30POIO.
MapkyBaHHS Ma€ OyTH PO30ipIUBUAM
2. KinpKicTh B ANIMKY Ta KOPOOIIi MOBHHHA OYTH BipHOIO. Bizmosizae
BHyTpimHs ynmakoBka MOBUHHA BiATOBIAATH 30BHIIIHIHA
YIaKOBIIi.

BucnoBok: BurienaBeieHi pe3yabTaTH BilIOBIIal0Th BUMOTaM BiAMOBIAHIX HOPM Ta CTAaHJAPTIB MIOA0 MEIUIHUX
iactupiB RiverPlast toprosoi mapku «|IGAR». Cuctema ynpasisiaas skictio kommnanii Changzhou Major Medical
Products Co., Ltd ai1st BupoOHMIITBa MeAMYHUX TUIacTHPIB TOproBoi Mmapku «|GARy Bianosigae Bumoram cranaapty JCTY
EN ISO 13485.

Hexnapauiss Ne 7-08/2016-1GAR Bin "01" wepBus 2022 poky (pemakuis 6) BimnoBigHicTe BuMoram TexHIYHOTO
periiaMeHTy 100 MeANYHUX BUPOOiB. Jleknapailis ckiajeHa Iij IIKOBUTY BinnoBigansHicTh TOB «lIrapy, mo Bigmosinae
3a BBEJIEHHSI MEINYHOTO BUPOOY B 00IT.

Hupexrop TOB «Irapy’ Buxos B.I'.



