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

CEPTU®IKAT SAKOCTI
27 Bepecus 2019

Bupoonuk: ToBapucrso 3 00MexeHo10 BianosinaabuicTio "ICAP"

MicuesnaxomkeHns: By Muxaiina boiuyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/dpaxc: +380445853455

Micue Bupobuunrea (Bupobuuui moryskuocti): Tianchang Hengsheng Medical Devices Co., Ltd.,

Qinlan Industrial Park 239341 Tianchang City, Anhui Province, People’s Republic of China

[Tponykuis: PykaBuuku MeauuHi jgaTexcHi Xipypriuni npunyapeni crepuiabHi RIVERGLOVES
Toprosoi mapku IGAR

Poswmip: | 6.0 | 6.5 | 7.0 | 75 | 8.0 | 85 |

[Taprtis Ne: 190910
Kinpkicte: 520 000 map

[luM miaATBEepIKYETHCS, IO JUIsl BKa3aHOI BUIIE MPOJYKIIii MPOBOAMTHCS MEPEBipKa Mepe]] BiBAHTAKCHHIM Ta
Bunaetbes CeprudikaT aHamizy, SKUi MiITBEPAXKYE SAKICTh MPOTYKIIIi.

PykaBuuku MaroTh aHaTtomiuHy Qopmy (J1iBa, mpaBa) 3 BaJIMKOM Ha MaHXETI Ta TIJaJKO TEKCTypOBAHOIO
MOBEPXHEIO J0JIOHI Ta MaJIbIIiB.

Mu rapantyemo, 110 Micisl Halloi NepeBipKH MUIIXOM BUIIAJKOBOTO BiIOOPY, laHa MapTis MPOIYKIl BiAMOBIIAE
BHMOTaM BHUPOOHUIITBA 32 cUCTEMOIO ympaBiiHHs skicTio BignoBinHo 1o JACTY EN ISO 13485 ta € BinmoBigHO
KBaTi(hiKOBAHOIO.

CEPTU®IKAT CTEPHJIBHOCTI
27 Bepecns 2019

[Mapris: 190910

BupoOonuk: ToBapuctBo 3 00MexeHO00 BinnosinaapHicTio "ICAP"

MicnesnaxomkeHHs: Byl Muxaiina Boituyka, 18-A, m. KuiB, Ykpaina, 01103, tenedon/dakc: +380445853455

Micue Bupobuurea (Bupobuuui morysksocti): Tianchang Hengsheng Medical Devices Co., Ltd.,

Qinlan Industrial Park 239341 Tianchang City, Anhui Province, People’s Republic of China

[Tponykuis: PykaBuuku Meau4Hi JaTekcHi Xipypriuni npunyapeni crepuwibii RIVERGLOVES
ToproBoi mapku IGAR

| 6.0 | 65 | 7.0 | 75 | 8.0 | 85 |

Po3mip:

3aranpHa kuibkicTh: 520 000 map

[luM miaTBEp/DKYETHCS, IO XipypriuHi pyKaBHYKH OyJ0 MPOCTEPHIII30BAHO IaMMa-BHUIIPOMIHIOBAHHSM.
[Ticnst crepuiizarliii >KUBUX MIKpOOPTaHi3MiB HEMAE Ta JA0BeJeHO Ha BiAmoBinHocTi ISO cranmapty.
Pesynbrar crepumizartii:

Xipypriuti pyKaBHYKH, sIKI MPOWIUIM TpOILEC CTEepHIIizallii, € CTePWIbHUMH Ta HE MIKITUBUMH IS
TKaHUHH JIIOJIHU.



CEPTU®IKAT AHAJII3Y

[pomyxis:

Toprosoi Mmapku |GAR
KinbkicTs: 520 000 map
[Mapris Ne: 190910

Jara Burorosnenss: 2019.09
Tepmin npunatHocti: 2022.09

HuMm migTBepKyeThes, mo 3rimHo 3i ctanmaaprom ASTMD3577 BumagkoBo BimiOpaHi

npOyKIlii Oynau mepeBipeHi 3 pe3ynbTaTaMu, 1110 HaBeIeHI HUXKYe:

17 Bepecns 2019

PykaBuuku MeauyHi JatekcHi xipypriuni npunyapeni crepuiabii RIVERGLOVES

3pa3Ku BKa3aHOI BUIIE

AcneKT nepeBipku Texuiuni Bumoru/ PesyabraTn nepeBipku BucHoBok
Po3mip 6.0 6.5 7.0 7.5 8.0 8.5

JloBxuna (MM) MiH. 255 255 265 265 275 275

Pesyssrarn 268 270 274 | 275 280 0gp | Bimnosinae
BHUNPOOYBaHb, MM

[upuna (MM) MiH. 76+6 83+6 89+6 95+6 102 +6 108+6

PesynpraTu 77 84 89 9% 103 110 Binnosinae
BUIIPOOYBAaHb, MM

Bara (1) 6.85 7.51 8.08 8.5 9.05 9.8 Binmoginae
ToBmmHA 0THOTO >0.1

wapy (vm)

PesynbraTu 011-0.13 Binmnosigae
BUIIPOOYBaHb, MM

[ToBepxHs TexkcTypoBaHa OBEPXHS Binnosinae
[lepeBipka Beenennst 1000 cm3 + 50 cm3 BoM TpU MaKCUMAaNbHIN Bingnosinae
BOJIOHENTPOHUKHOCTI temneparypi 36 °C

@Di3u4HI BIACTUBOCTI o crapiHHs [Ticnst crapiHHs

MinHiCcTE ‘ pu 24.00 18.00 Binmnosinae
postsaryBanHi (MIa)

MakcumanbHe . 750 560 Bignosinae
postaryBanHs (%)

Bwmicr 6inka < 200 mr/ omm2 Bignosinae
Bwmict nyapu <10 mr/ am2 Biamosinae
ITakyBanHs 3amakoBaHi B KApTOHHI KOPOOKH, B TapHOMY CTaHi1 Bignosinae
CrepuiibHICTh I'oToBa npoyKIlist MOBUHHA OYTH CTEPUIIBHOIO Binnosigae

BucHoBoKk: BullieHaBeieHi pe3ynbTaTH BiANOBIAAIOTh BUMoOraM moa0o Meauunux Bupo6is 93/42/ €EC ta
nonoxkeHHs EN 1SO 13485 1 BiamoBiHO kBamidikoBaHi.
Hexnaparis Nel2-10/2016-IGAR Big "21" uepBus 2019 poky (pemakiis 6) mpo BiAMOBIAHICTH BHUMOTaM
TexHIYHOro periiaMeHTy I10JI0 MeIUYHUX BUPOOiB. Jlexnaparist ckiazeHa mij] MIKOBUTY BianosinanbHicTh TOB
«Irap», 1110 BiANOBIIa€ 32 BBEJACHHS MEIUYHOTO BUPOOY B OOIr.
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