Business address: 7/

20, METALISTIV Str., KYIV,

03057, UKRAINE

Registered address:

18-A, MYKHAILO BOYCHUK Str., KYIV,

M. KWIB, YKPAIHA, 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

dakTUYHa agpeca:

Byn. METANICTIB, 20,

M. KIB, YKPAIHA, 03057
MicueaHaxovAmeHHﬂj

Byn. MUXAUJIA BONYYKA, 18-A,

CEPTU®IKAT AKOCTI
Tpagens 2024

Bupo6uux: ToBapucteo 3 o6MexeHo BinnosiganapHicTio "ICAP"

MicnesnaxopkeHas: Byl Muxaiina Boiiuyka, 18-A, M. Kuis, Ykpaina, 01103, renedon/paxc: +380445853455
Micue supobuunrea (Bupobanui noryxsocti): Yanrxoy Meiimxop Meaikan Iponakre Ko., JIta.,

(Changzhou Major Medical Products Co., Ltd.) Exci beiisiap, 3yxy Tays, 213144, Yanuwxoy Citi, nposinuis [zsucy,
Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

Hponykuis:  Ilnacrup menquunuii RiverPlast Toprosoi mapku «IGAR»

Tun: Ipo3opuii (Ha mosieTnneHoBii ocHOBI)
Pozmip:

TTapris Ne: 202402

KinpkicTs: 4320 wmTyk

I1uM miATBEPIOKYEThCA, IO A KOXKHOI MapTil BKa3aHUX BHIE IUIACTHPIB GYII0 MPOBEAEHO NepeBipKy Meped BilpaBKoko
Ta upano Ceprudikar ananizy, SKui MATBEPIIKYE IKICTh MPORAYKLIT B maprii.

Mu TapaHTyeMo, 110 Tic/A HAloi MepeBipKy IUILXOM BHITAJKOBOrO Binbopy, AaHa MapTis MpoAyKuii BiANOBiAaE BUMOraM
BUPOOHHITBA 32 CHCTEMOIO YIPaBIiHHA sAKicTio Bigmosimno no JCTY EN ISO 13485 Ta € BiamoigHo KBaNi(hikoBaHOIO.

Tpagsens 2024
CEPTU®IKAT AHAJII3Y
[ponyxuis: Inacrup mepuunuii RiverPlast Toprosoi Mmapku «IGAR»
Tum: IIpo3opuii (Ha moytieTusIeHoBiH 0cHOBI)
Po3awmip:
Taprist Ne: 202402
BurortosneHo: 2024.05 Tepwmin npuparsocti: 2029.05
AcIeKT nepeBipku TexHivHI BUMOTH PesyabTar
nepesipKy
30BHILTHIHA BUTIIAL 1. Crpiuka nosuHHa 6yTH YncTO0, Ge3 3AIMIIKIB MacTy, Binmosinae
piBHO 3rOpHYTA.
Pozmip 1. BigxunenHs o AoBxuHi Mae 6yTH £ 1%. Bignoeinae
2. Biaxunenus 1o wupnHi Mac 6yTi B Mexax & 1.0 mm.
Martepian | Cknag Iloniernnen /
OCHOBH Bara He merm ik 50 v/m’ 70r/™°
ToBIIMHA He menm gix 0.05 MM 0.075+0.01 MM
Kneiika Tun TepMomnaexuit kel /
peuoBHHA | Bmicr wieiikoi | He mMenm mix 25 r/m’ 30 r/m’
PEUOBHHHU
IHTCHCHBHICTB BiIpHBY He nwoxye Hik 1.0 H/em 4.9 H/em
TpuBanicTb KneitkocTi He 6inbire HiX 2.5 MM 0 MM
YrnakyBaHHA 1. Vrakoska noBuHHa OYTH YHCTOIO Ta IPO30POIO Bignosinae
2. KinpkicTh B ALKy Ta Kopo6iii moBHHHA 6YTH BIPHOIO.
BuyTpilHs ynakoBKa NOBHHHA BiANOBIAATH 30BHINIHIH
YTIAKORB1I

Vo AR p 4 L /657{



| 3. ViakoBka Mae GYTH PeTEIbHO 3aeaTaHomw | |

BucHoBok: BrilieHaBeieH] pe3yIbTaTH BiANOBIAKTH BUMOraM BilMOBIHAX HOPM Ta CTAHAAPTIB IOLO MEIHIHAX
ruractupis RiverPlast Toprogoi mapku «(IGAR». Cucrema ynpaBIsHHs sikicTio komranii Yanrkoy Meipkop Mepikan

Hponakre Ko., JIta., s BUpOOHUITEA MEAUUHMX IUIACTHPIB Toprosoi Mapky «IGARY BinmoBigae BUMOraM cTaHIapTy
JCTY ENISO 13485.

Hexnapauis Ne7-08/2016-IGAR Big "01" wepsus 2022 poky (pemakuis 6) mpo BimmoBiaHicTs BEMoraM TexHiUHOro
peryIaMeHTy o0 MeINYHMX BUpoOiB. Jlexnapanis ckiafeHa mix WinkoBuTy BinnosiganeHicts TOB «Irapy, mio Bianosinae
3a BBEJEHHI MEAUYHOr0 BUPOOY B 0OIr.
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