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E-mail: info@igar.ua

CEPTU®DIKAT SIKOCTI
JIucromazn 2023

Bupoonuk: ToapucTBo 3 00MekeHOI0 BitnmoBigaabHicTio "I AP"

MicuesHaxomkenns: Bya. Muxaiina boiuyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/dpaxc: +380445853455
Micue Bupobuunra (Bupobuuui motysxHocti): Yanmkoy Meiimkop Menikan [Ipoxakre Ko., JItx.,

(Changzhou Major Medical Products Co., Ltd.) Exci beiistab, 3yky Tayn, 213144, Yanwkoy Citi, npoinmis 1[3sHCy,
Kurait (Hexi Beiyang, Zouqu Town, 213144, Changzhou City, Jiangsu Province, China)

Iponyxkiis:  Ilmacrtup mexuunuii RiverPlast toprosoi mapku « |l GAR»

Tum: Knacuunuii (Ha 0aBOBHsIHiii 0CHOBI)
Poswip: | 3x500cMm |

IMaprist Ne: 202303

KinbkicTs: 24 120 mryk

HuM miaTBepaKy€eThCs, MO sl KOXKHOI MapTii BKa3aHUX BHUIIE IJIACTUPIB OYIIO MPOBEIEHO MEePEBipKyY Nepe] BiAMPaBKOIO
ta Bumano Ceprudikar aHamily, SKAH TIATBEPKYE TKICTh MPOAYKIIii B TAPTii.

Mu rapaHTyeMoO, IO TICHI HAmIol MepPeBipKH MUITXOM BHIAIKOBOTO BiOOpPY, aHa mapTis MPOYKIIii BiIMTOBiTae BUMOTaM
BHPOOHMIITBA 32 CHCTEMOIO ympaBmiHHA sKicTio BignmosimHo o HACTY EN ISO 13485 Ta € BiamoBigHO KBasihikoBaHOIO.

Jlucronax 2023
CEPTU®IKAT AHAJII3Y
IMpomyxkitis: Ilnacrup meanunuii RiverPlast roprosoi mapku «|GAR»
Tum: Knacuunuii (Ha 6aBoOBHsIHIiI OCHOBI)
Poswip: 3 So0em |
[Mapris Ne: 202303
Burorosieno: 2023.10 Tepmin npunatHocTi: 2028.10
AcnekT nepeBipku TexHiuHi BUMOTrH Pe3syabTaT
nepeBipku
30BHILIHIN BUIIIA 1. Crpiuka moBuHHA OyTH YHCTOO, O€3 3aJHINKIB MACTH, Binmosinae
PiBHO 3rOpHYyTA.
Pozmip 1. Bigxunenns no goBxuHi Mae 6ytu + 1%. Bigmnosinae
2. Bigxunenns no mmpuHi Mae 6ytu B Mexax + 1.0 mm.
3axmect Slk1o noBkWHA MEHIa HiXK 3 M, Ha CTPIUIli 3aXJIECT Binmosinae
BiJICYTHIH. SIk1o noBKWHA OinbIna Hixk 3 M, 3aXJIeCT HE
TIOBHHEH IEPEBHUILYBATH OJIUH.
Marepian | Cxiaz baBoBHa, 1akpoH /
OCHOBH Bara He menmnr Hix 90 r/m° 11545 r/m°
Jorxuna Ha 10 cm He menm Hix 236 251
YTokoBa HuTKa Ha | He menmr Hix 220 221
10 cm
Kueiika Tun [IMHK OKCUJ TEPMOIUIABKUI KJIEi /
pedoBHHa | Bumict Kteiikoi | He mMenm mix 25 r/m° 85 r/m°
PEUYOBHHHU
Bwmict okenay umaky | He menm ik 3% 5%
IHTEeHCUBHICTP BiJIpUBY He amxue Hix 1.0 H/em 6.4 H/em




TpuBanicTh KJIEHKOCTI He Ginpme Hix 2.5 MM 0 MM

YnaxkyBaHHS 1. YnakoBka moBuHHA OyTH YHCTOIO Ta HEMOLIKOKEHOIO. Bignosinae
3MiCT €TUKETKH Ma€ OyTH YiTKUM.
2. KinpKicTh B SIUKY Ta KOpoOLli TOBUHHA OYTH BipHOIO.

BucHoBok: BuriieHaBeieHi pe3ysibTaTH BiAMOBIAI0TH BUMOT'aM BiJITOBIIHUX HOPM Ta CTaHAPTIB MO0 MEAMYHUX
iactupiB RiverPlast roprosoi mapku «|GARy. Cucrema ynpaBisiHHS sKicTio kommaHii Yanmkoy Meimkop Memikan
IIponakrc Ko., JITa., 1yis BUpOOHUIITBa MEAMYHUX TUTACTUPIB TOproBoi Mapku «|GARy BiAMOBiga€ BUMOraM CTaHIApTy
JCTY EN ISO 13485.

Hexnapaist Ne 7-08/2016-IGAR Bix "01" uepBust 2022 poxy (pemakiisi 6) mpo BiANOBIAHICTH BUMOraM TeXHIYHOTO
periiaMeHTy 11010 MeIUYHUX BUPOOiB. [leknaparltis ckiaieHa mi iikoButTy BianoBigansHicTh TOB «lIrapy, 1m0 Bifnosinae
3a BBEACHHS MEJMYHOTO BUPOOY B OOIr.

Buxos B.I'.



