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
5 Yepens 2020

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 |

[Taprisz Ne: 202008
Kinpkicte: 511 600 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
5 Yepaus 2020

[Mapris: 202008

Tepmin npunatHocti: 2023.05

BupoOonuk: ToBapuctBo 3 00MexeH010 BinnosinaabHictio "ICAP"

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

Micue Bupobuwuirea (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 crepuwisii RIVERGLOVES
Toprosoi mapku IGAR

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

Po3mip:

3aranpHa KuibkicTh: 511 600 map

[um miaTBepIKyeThCs, IO XIPYPriuHi PYKaBUYKH OyJI0 MPOCTEPUIII30BAHO raMMa-BUIIPOMIHIOBAHHSM.
[Micns crepuizamii XUBHX MikpoopraHizMmiB Hemae, BimnosigHicte ISOTC 198(1994) minTBepmkeHO
3TiAHO 3 «AJIMIHICTPATUBHUM METOOM YIPaBIiHHA aHTHCcenTHKo0» MO3.

PykaBuuku cTepuibHi, aniporeHHi, HETOKCUYHI, OAHOPAa30BOr0 BUKOPUCTAHHS.

Pesynbrar crepumizartii:

s mapTis npoaykuii Oysa mpocTepusIizoBaHa raMa-onpOMiHEHHSIM.



CEPTUDIKAT AHAJII3Y
5 Yepsus 2020
[ponykuis:  PyxkaBH4YKHM MeANYHI JaTekcHi Xipypriuni npunyapeni crepuiabni RIVERGLOVES
Toprosoi Mmapku |GAR
KinbkicTs: 511 600 nap
[Mapris Ne: 202008
Hara BuroroBnenns: 2020.05
Tepmin npunatHocti: 2023.05
Hum minTBepkyeThesi, mo 3rigHo 31 crangaptoM ASTMD3577 BumankoBo BimiOpaHi 3pa3ky BKa3aHOi BUIIE

npOyKIlii Oynu mepeBipeHi 3 pe3ynbTaTaMu, 1110 HaBeIeHI HUXKYe:
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 ogp | Biamosinae
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) 6.8 7.3 8.0 8.5 9.0 10.0 Binmoginae
ToBmmHA 0THOTO >0.1
wapy (vm)
Pesynbratu 0.11-013 Biamnosinae
BUIIPOOYBaHb, MM
[ToBepxHs TekcTypoBaHa OBEPXHS Bingnosinae
[lepeBipka Beenennst 1000 cm3 + 50 cm3 BoM TpU MaKCUMANbHIN Bingnosinae
BOJIOHENTPOHUKHOCTI temneparypi 36 °C
@Di3u4HI BIIACTUBOCTI o crapinHs [Ticnst crapinHs
MinHicTh ‘ npu 25 00 19.00 Biamnosinae
postsaryBanHi (MIa)
MakcumanbHe 760 660 Binmnosinae
postaryBanHs (%)
Bwmicr 6inka < 200 mr/ omm2 Bignosinae
Bwmict nyapu <10 mr/ am2 Bianosinae
ITakyBanHs 3amnakoBaHi B KApTOHHI KOPOOKH, B TapHOMY CTaH1 Bignosinae
CrepuiibHICTD I'oToBa npoayKIlist MOBUHHA OYTH CTEPUIIBHOIO Binnosinae

BucHoBok: BuiieHaBeieHi pe3yabTaTH BiANOBIAaIOTh BUMoOraM 1moao Meanunux Bupo6is 93/42/ €EC Tta
nonoxkeHHs EN 1SO 13485 1 BiamoBinHo kBamidikoBaHi.

Hexnapariis Nel12-10/2016-IGAR Big "21" uepus 2019 poky (pemakiuis 6) mpo BiAMOBiIHICT BHMOram
TexHIYHOro perjiaMeHTy 110JI0 MeIUYHUX BUpPOOiB. [lexnapariis ckiazeHa mij MIKOBUTY BianoBiaaibHicTs TOB
«Irap», 1110 BiNOBIIa€ 32 BBEJACHHS MEIUYHOTO BUPOOY B OOIr.

Hupextop TOB «Irap P Buxos B.I.



