GaxTu4Ha agpeca. Business address:
syn. METANICTIB, 20, 20, METALISTIV Str.,KY1V,
M. KWiB, YKPAIHA, 03057 ® 03057, UKRAINE

MicuesHaxoaxeHHa: IGA Registered address:
By, MUXANNIA BOWNYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
01103, UKRAINE

M. KWIB, YKPAIHA, 01103

Ten/daxkc (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
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CEPTU®IKAT JKOCTI
04 T'pymus 2023

Bupobuuk: TosapucTBo 3 06Mexenoro sinnosiganbuicrio "ICAP"
MiclesHaxoKkeHHs: By, Muxaiina Boituyka, 18-A, M. Kuis, Ykpaina, 01103, renedon/daxc: +380445853455
Micue BupoGruirsa (BupoGHimi noryxiocTi): Aubxoit Xonsio Byxoy Menikan Manygaxuypep Ko., JITa.
(Anhui Hongyu Wuzhou Medical Manufacturer Co., Ltd.)
Ne2, T'yaubin Poyn, Exonomix desenonment 3oyn, Taitxy Kaynri 246400 Anpnin, Anpxoi, Kuraiicexa Haponra
Pecriy6nika (No.2, Guanyin Road, Economic Devolopment Zone, Taihu County 246400 Anqing, Anhui, People’s
Republic of China)
Mpoaykuis: Tpucrpiii Jis BauBanus kpoBo3amMinHMKiB Ta indysiiinux pozuunis ITP roprosoi
mapku IGAR, I'V-6-3
[TapTis: 20231118 KinpkicTs: 308 000 myk
Hara supobuuurea: 2023.11 Tepwmin npugartHocTi: 2028.10
1M NiATBEPIKYETHCS, MO AN IAPTii MPOAYKLi, BKa3aHOI BHILE, IPOBOJANTECS NEPEBipKa epell BiANPaBKO0 Ta
BugaeThea CepTudikar ananisy, sKuif MATBEPIOKYE AKICTH IPOTYKLIT B mapTil.
My rapanTyeMo, 10 Tic/A Hamoi NepeBipky BKasaHa BHILE IPoRyKUis Bignosinae BuMoram ctannapty JICTY EN ISO
13485 Ta € BiAMOBIAHO KBATI(IKOBAHO0.

CEPTUGIKAT CTEPHJILHOCTI
04 T'pymus 2023

Bupobuuk: Tosapucrso 3 o6mexeroro Bignosigansricrio "IFAP"

MicresHaxo/pkeHHs: Byl Muxaiina Boluyxka, 18-A, m. Kuis, Yxpaina, 01103, tenedon/daxc: +380445853455
Micue pupobuunTea (BupoGundi notyxrocti): AHbX0i Xonslo By:xkoy Meaikan Manydaxuypep Ko., JIta.
(Anhui Hongyu Wuzhou Medical Manufacturer Co., Ltd.)

Ne2, T'yannin Poyn, Exonomix Jesenomnmenrt 3oyH, Taiixy Kayuti 246400 Aubuin, Aupxo#, Kuraticeka Haponia
Pecrry6rika (No.2, Guanyin Road, Economic Devolopment Zone, Taihu County 246400 Anging, Anhui, People’s
Republic of China)

Mponykuis: TIpucTpiii Jis BANBaHHS KpoBo3aMinHUKIB Ta indysiiinux pozuunis TIP Toprosoi

mapxu IGAR, IV-6-3

[Tapris: 20231118 Kinbkicts: 308 000 mTyk

Hara supobuuirea: 2023.11 Tepmin npunatrocti: 2028.10

[TuM M ATBEPIUKYETHCS, 1HO TIapTiio MPOAYKIil, BKa3aHy BHIIE, OYJI0 MPOCTEPHIIIZ0BAHO OKCHIOM ETHIICHY MEPeN
BIJITIPaBKOIO.

MU rapaHTyeMo, 10 MicHs HAaWoi MEpeBipKy, CHCTEMH, SKi PO CTEPUITI3ali iR IPOLEC € CTEPUNTBHIM Ta
6e3neyHuM A7 TKAaHUH JITOAUHH.
CEPTU®IKAT AHAJH3Y

04 Tpynus 2023
Bupobuuk: Tosapuctso 3 o6mexenolo Bixnosinansuicrio "ICAP"
Micle3HaxomKeHH s By Muxaitna Boitayka, 18-A, M. Kuis, Ykpaixa, 01103, Tenedon/dakc: +380445853455
Mictie BupoGuuiTBa (Brpo6HHui moTyxHocT): AHbX0il XoHbio Byskoy Menikan Manygpakuypep Ko., JITa.
{Anhui Hongyu Wuzhou Medical Manufacturer Co., Ltd.)
Ne2, I'yausin Poyn, Exonomix Jlesestonment 3oyn, Taiixy Kaynri 246400 Aubuin, Anbxoi, Kuraiichka Haponna
Pecny6uika (No.2, Guanyin Road, Economic Devolopment Zone, Taihu County 246400 Anging, Anhui, People’s
Republic of China)
Tponyxuis: TTpucTpii AJIst BIMBAHHS KPOBo3aMiHHUKIB Ta indy3iiHUX po3unHiB ITP Toprosoi
mapkn IGAR, IV-6-3

MMTapris: 20231118 Kinskicts: 308 000 mTyx
Jarta supobuuursa: 2023.11 Tepmin mpupatnocti: 2028.10
Acnekr nepesipku | Texniuni Bumoru Pe3yasTar
TcpeBipKH
CTepUNbHICTR CrepuiibHe CrepuiibHe Bianosinae
ITiporeHHicTh AniporeHse Aniporesne | Bixnosinac
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3aJrKoBi 3araieHa KibKiCTh MEPMaHTaHaTy Kamilo B PO3YHHI 1.6 Mn Binmosizae
pPEYOBHHHU [c(KMnO4)=0.002 Mos/11] He NOBUHHA niepeBUILyBaTH 2.0
MIL
Pisens PH Heo6xigHo He 6iapur Hix 1M1 6yb-IKoro CTaHAapTHOTO 0.4 mn Binmosinae
THTPOBAHOTO PO3YMHY [ IHAWKATOPY ISt 3MiHH KONBOPY
Ha cipuil.
V@ abeopbuis Excrparyiounii posuns S| ne nosunen abeopbysatu Ginbme | 0.06 Binnogiae
eKCTParyrouoro Hix 0.1
pO3uHHY
SaJUIIKH OKCHIY BaUIIKH OKCULY eTHIIEHY Ul KOXHOro mpuctporo ITP Mae 0.4 Binnoginae
CTHIICHY 6yt He Ginpuie Hix 0.5 Mr
3abpygHEHHS KinpxicTb 4acTHHOK HE TIOBHHHA IIEPEBMITYBATH ITOKA3HHUKa Bianosinae Bianosizace
JaCTUHKaAMH 3a0pyarenns (< 90) BHMOTaM
IepMeTHYHICTE 3anypeHutit y BOy PHCTPIit 3 3a6/oKOBaHIM ofiHUM KinueM, | Bigmosinae Binnosinae
npu TeMnepatypi Big 20 no 30°C Mae BUTpUMYBATH BUMOTaM
3aCTOCYBAHHS BHYTDILIHBOTO NOBITpAHOTO THCKY SO0klla
BUIIE aTMOChepHOTro MpoTsroM 15 cekyHa
MiunicTs 3uermenss | MinHicTh 3UerieHHs Mae BUTPUMYBATH 3aCTOCYBaHHA Bianosinae Bixrnosigae
, HaBaHTaxenus >15 H nporsrom 15 cekynn BHMOTraM
T"oska st eMHOCTI TosKa JUTS EMHOCTI TTOBUHHA NPOKOJIIOBATH | MPOHUKATH B Bignosimae | Binnosigae
3aKPUTi KOHTEMHEPH 3 pifiHOI0 6€3 MonepeHbOro BUMOTaM
npokomosatHs. ITpi 1bOMY HE Ma€ BUHUKATH [TUITI0YOTO
edexry
TpyOKa rpuUcTporo Tpy6xa mMae OyTH TPO30POIO Binnosinae Biznriosinae
BUMOTaM
3aranbHa gosxuna >1500 mm 1500-1510 Biarnosijae
SosHimmii giametp = 3.5 MM 3.50-3.80 Bimmosinae
Tosumna crinku > 0.4 MM 0.45-0.47 Bixrosijae
insTp Pigens dinpTpanii mae Gy He Menme Hix 80% 90% Bianosigae
PerynsTop 1oToKy [ToBMHEN PeryJIIoBaTH MOTIK XOXY pignHy Bix 0 10 Binnogigae Binmosigae
MaKCUMyMYy. BUMOT'aM
Perynsrop noToky Mae GyTH 30aTHHM Oe3MepepBHO Biznosigae Binnoginae
TIpaLiOBATH [IPOTArOM NepeuBaHHs 6€3 MOLIKOKEHH BHMOTaM
TPyOKH.
He moBsHHO 6yTH %O0IHOT IIKIIMBOI peakuii Mix
PETYIATOPOM MOTOKY Ta TpyOKOkO Npw 36epiranHi ix y
! KOHTAKTI.
I1’ exuitina roska Posmip in’exuitinol romku: 0.8 MM X 38 MM (21Gx1 1/27) Bigrnosinae Bignosinae
Tun 3’eananns - Jlyep - Cnin BUMOTaM

BucHOBOK:

HaBe/icHi BULLE pe3yabTaTH BiANOBiAat0Th BuMoram ctanaapty Ta ICTY EN ISO 13485 Ta BIAMOBIARO KBaNiiKOBaHI.
Jleknaparis No23-04/2017-1GAR Big 18 ciuia 2022 poky (pefakiis 9) npo BiIMOBiAHICTL BUMOTaM TeXHIUHOTo
pernaMeHTy MO0 MEAMYHNIX BUPOGiB. JeKmapallia cknaneHa Mmijl LIKOBHTY Bignosigansaicts TOB «Irap», mwo
BITIOBIZAE 32 BBEICHHS MendHOro BUpoGy B 06ir. Cucrema yripasisHas sxicTio komnanii «[CAP» BiAMORifaE
suMoraM crangapty JCTY EN ISO 13485.

Huperop TOB «lrapsy Buxos B



