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IGAR

CEPTUDIKAT AKOCTI
Ksitenr 2016

Bupoo6nuxk: Yanrxoy Maxop Menikan [Ipogakrc Ko., JIta.
(Changzhou Major Medical Products Co., Ltd)
Mpoxyxmis: IlnacTup meguunuii RiverPlast Toprosoi mapku « GAR»
Tun YasTpanop
[Mapris Ne: 201603
KinpkicTs: 595 800 mTyk

LuM miaTBepmKy€eThCs, IO AT KOKHOI MapTil BKa3aHWX BHIIE IIACTHPIB OYIIO MPOBEIEHO MEPEBIPKY MePe BiIITPABKOO
ta Bugano CepTudikar aHanizy, SKUi TiATBEPIKYE SKICTh MPOAYKIIT B mapTii.

Mu rapaHTyeMo, 110 MICIIsl HAlIo1 MepPeBIpKU IUIIXOM BHIIAJKOBOTO Bi0OpY, TaHa MapTis MPOAYKIil BiAMOBiJa€ BUMOTaM
cranmapty EN ISO 13485:2003/AC:2009 Ta € BiAnoBigHO KBaNi(hikOBaHOIO.

Kgitens 2016

CEPTUDIKAT AHAJII3Y

Ipomyxkitis: Iaacrup mexnunnii RiverPlast Toprosoi mapku « | GAR»
Tum: YaeTpanop
Pozmip: | lecMx5SwMm | 2cmx 5 | 3cMxSM | ScMxS5SM |
[Mapris Ne: 201603
Burorosneno: 04.2016 Tepmin npugatHocTi: 04.2019
ACHeKT nepeBipkn TexniuHi BUMOrn Pe3yabTaT nepeBipku
30BHILIHIN BUIISAL 1. Ctpiuka NoBUHHA OYyTH YHCTOIO, O€3 3aJIMIIIKIB BiIOBIHa€

MACTH, PIBHO 3TOPHYTHIA.
Po3mip 1. Slkuro mupuHa MEHIIA HiX 5 CM, BIIXHJICHHS BiAIoBigae

NOBUHHO OyTH + 1,5 MM. Skmo mmpuHa Giibmia Hixk 5

CM, BIIXWJIEHHS TIOBUHHO OyTH * 2,5 MM.

2. Bigxunenus o nosxuHi + 1%.
3axiiect SIkio MOBXKMHA MEHIA HiK 3 M, Ha CTPIUIli 3aXJIeCT Binnosinae

BiJICYTHIH. SIKIIO 0BXKUHA Oinbia HiXK 3M, 3aXJIECT HE

NOBHHEH NEPEBUIITYBATH OJIHH.
KinmpkicTs kineiikoi pedoBuan | He menm Hix 10% 26%
(st KTACUYIHOTO)
Homxuna Ha 10 cm He menmr mik 280 314
YTouna Hutka Ha 10 cM He menur Hix 265 283
BwmicT kieiikol pe4oBUHU He merm ik 115 t/m” 118 r/m®
(HeTKaHWiA, MOJTICTUIICH)
IHTEeHCUBHICTD BiIpUBY He menmt Hix 1,0 H/em 2,6 H/em
TpuBanicTh KIEHKOCTI Menui Hixk 2,5 MM. Menui Hixk 2,5 MM
VYnakyBaHHS 1. YrakoBKa MOBMHHA OyTH YUCTOIO Ta 3pO3YMIIIOI0. Binnosinae

2. KinpKicTh B SIIIUKY Ta KOPOOIl TOBUHHA OYTH

BipHOI0. BHYTpIIIHS yIIakoBKa ITOBUHHA Bi/IOBIIATH

30BHINIHIN YIaKOBII.

3. YnakoBKa Ma€e OyTH PETEJIbHO 3alleuaTaHo0.
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BucHoBoKk: BuilieHaBeieHi pe3y/ibTaTH BiAMOBIJaI0TH BUMOTaM Bi/IIOBITHMX HOPM Ta CTAHIAPTIB 100 MEAUIHUX
mractupis RiverPlast toprosoi mapku «IGARy. Cucrema ynpasistHus skicTio kommanii Changzhou Major Medical

Products Co., Ltd myst BupoOHHUIITBa MeIUUHIX IIacTUpiB Toprosoi Mapku «|IGAR» Bigmosigae Bumoram cragapty EN
ISO 13485:2003/AC:2009.

Jlanuii TOKYMEHT € MOBHUM M TOYHUM Tepekianom Ceprudikaty Bupodnuka npoaykuii - Changzhou Major Medical
Products Co., Ltd. Ceimonrso nipo aepxaBny peectparito Ne 12055/2012 Bix 11 aucromama 2012 p.




