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

CEPTUDIKAT JAKOCTI
JIucronax 2023

Bupoouuk: ToBapuctpo 3 06MexkeHoI0 BinnoBigaasHicTio ""ICAP"

Micrie3naxopkeHns: Bys. Muxaiina boiuyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/daxc: +380445853455
Micue BupoOuuuTBa (BupooHuui motyxkHocri): Yanrkoy Meiimkop Menikan [Iponakre Ko., JItn.,

(Changzhou Major Medical Products Co., Ltd.) Exci beiisiab, 3yky Tayn, 213144, Yanwkoy Citi, npoBinuis L[3sHcy,
Kuraii (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

Mponykuis:  [mactup mexuunuii RiverPlast Troprosoi mapku «|GAR»

Tum: IIpo3opwnii (Ha nmoJIieTH/IEHOBI 0CHOBI)
Po3zmip:

IMapris Ne: 202303

KinbkicTb: 18 000 mTyk

[{um miaTBepaKy€eThCs, O JUIS KOXKHOI NapTii BKa3aHUX BUIIE IIACTUPIB OYJIO MPOBECHO MEPEBIPKY Hepe;] BiAPaBKOO
ta Bugano Ceprudikar aHamizy, IKUH MiATBEPIXKYE AKICTh MPOIYKIIi B MapTii.

Mu rapaHTyeMo, o Micis Haloi NepeBipKy NIISIXOM BHITaIKOBOTO BigOOpy, laHa MapTis MPOAYKIii BiJNOBiAae BUMOTam
BUPOOHMIITBA 32 CHCTEMOO ympariiHHA sKicTio BignopigHo go JACTY EN ISO 13485 ra € BianmosigHo kBaiihikoBaHOIO.

Jlucronax 2023
CEPTUODIKAT AHAJII3Y
[Mponyxkiist: Inacrup meauunmii RiverPlast Troprosoi mapku «|GAR»
Tum: IIpo3opwnii (Ha nmoJlieTHJIEHOBIH O0CHOBI)
Posmip:
[Maprist Ne: 202303
Burorosneno: 2023.10 Tepmin npupatHocti: 2028.10
AcnekT nepeBipku TexHiuHi BUMOTH PesyabTar
nepeBipku
30BHILIHIN BUIIIAL 1. Crpiuka MoBMHHA OYTH YHCTO0, O€3 3aJIMIIIKIB [1aCTH, Bignosinae
PiBHO 3ropHYyTa.
Po3smip 1. BigxuneHHs o 1oBxuHi Mae O0ytu £+ 1%. Bignosinae
2. BigxuiieHHs 1o mupuHi Mae 0yt B Mexax = 1.0 Mm.
Marepian | Ckian IMomieTnnen /
OCHOBH Bara He menm mix 50 v/m° 70r/m°
TosmmuHa He menm aixk 0.05 MM 0.075+0.01 Mmm
Kretika Tun TepMorutaBkuii Kiei /
peuoBHHA | Bmicr Kieiikoi | He Menmm Hix 25 r/m° 30 /M
pEUOBHHU
[HTEHCHUBHICTP BiJIpUBY He amxue ik 1.0 H/em 4.9 H/em
TpuBaicTh KIIeHKOCTI He 6inbiie Hik 2.5 MM 0 MM
YnakyBaHHS 1. VrakoBka MoBMHHA OyTH YUCTOO Ta IIPO30POI0 Bingnosinae
2. KinpKicTh B SIIUKY Ta KOpOOIli TOBUHHA OYTH BipHOIO.
BHyTpimHs yrakoBKa IIOBUHHA BIIITOBIIATH 30BHIIIHIH
YIIaKOBII




| 3. YmakoBka mMae 6YTI/I PETCIBHO 3alICYaTaHOI0 |

BucHoBok: BuiieHaBeeHi pe3ynbTaTy BilIOBiAal0Th BAMOTaM BiAMOBIIHUX HOPM Ta CTaHAAPTIB 00 MEIUIHUX
wactupiB RiverPlast roprosoi mapku «|GAR». Cuctema ynpaBisiHHS sKicTio kommaHii Yanmkoy Meimkop Memikan
[Ipoxmakrc Ko., JITn., ans BUpoOHHUILITBA MEAMYHHX TIacTUPiB TOproBoi Mapku «|GAR» Biamosinae BUMoraMm cTaHIapTy
JACTY EN ISO 13485.

Hexnapaniss Ne7-08/2016-1GAR Bin "01" uepus 2022 poky (penmakuis 6) mpo BiANOBIAHICTH BUMOTaMm TeXHIYHOTO
periiaMeHTy MoA0 MeAnYHUX BUpoOiB. Jlekmaparlis ckiajeHa mi HiakoBUTYy BiamosiganbHicTh TOB «Irapy, mo Biamnosigae
3a BBEJICHHS MEIMYHOTO BUPOOY B OOIT.

Buxos B.I'.



