Business address:

20, METALISTIV Str.,KYLV,

03057, UKRAINE

Registered address:

18-A, MYKHAILO BOYCHUK Str., KYIV,
01103, UKRAINE

phone/fax 380-44-585-34-55
380-44-585-34-56

E-mail: info@igar.ua

dakTnyHa agpeca:

Byn. METANICTIB, 20,

M. KMIB, YKPATHA, 03057
Micue3HaxoaKeHHs:

Byn. MUXANNA BONYYKA, 18-A,

M. KUIB, YKPAIHA, 01103
Ten/dakc (044) 585-34-55 (53, 56)
E-mail: info@igar.ua

IGAR

CEPTU®IKAT SAKOCTI
Cepnienp 2022

Bupobuuk: ToBapucTBo 3 06Me:keHO0I0 BiqnoBinanasuicTio "ICAP"
MICIIe3HAaXO/KeHHS: Byl Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/dakc: +380445853455
Micre BupoGuutTea (Bupo6uuui motysxuocrti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenglu Town, Tianning 213111 Jiangsu, China
[ponykuis: IlpucTpiii AJs nepeuBaHHs KPOBi, KpoBo3aMiHHUKIB Ta iH(y3iiinux po3unnis [IK Toprosoi
mapku IGAR, BT-4
MMapris: 202203 Kimpkicts: 21 000 mTyk
[Hara BupooOuunrTsa: 2022.07 Tepwmin npunataocti: 2027.07
Hum miaTBepaKyeThes, o IS MapTii MPOAYKIIii, BKa3aHOi BUIIE, IIPOBOANUTRCS MEPEBipKa Mepe]] BiPaBKOIO Ta BUIAETHCS

CeprtuoikaT aHam3Yy, IKAH MATBEPIKYE SIKICTh MPOTYKIii B TapTii.

Mu rapaHTyeMoO, IO TicTs HAIIOT MMepPeBipKU MUIIXOM BHITAIKOBOTO BiIOOpPY, JaHa mapTis MPOAYKIIil BiMOBigae
BUMOTaM BHPOOHHUIITBA 33 CHCTEMOIO yIIpaBIiHHA sKicTio BixmoBigHo go JCTY EN 1SO 13485 Ta € BiamosinHO
KBaJi(iKOBaHOIO.

CEPTUDIKAT CTEPUWJIBHOCTI
Cepriens 2022

Bupobuuk: ToBapucTBo 3 00Me:xkeHoI0 BinnoBigaabHictio "ICAP"
MICIIC3HAaXO/PKeHHS: Byl Muxaiina boituyka, 18-A, M. Kuis, Ykpaina, 01103, tenedon/dakc: +380445853455
Micue BupobuunTsa (Bupobuuui moryxuocri): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenglu Town, Tianning 213111 Jiangsu, China
[Mponykuis: Ilpucrpiii 115 nepeTMBaHHsA KPoBi, KpoBo3aMiHHHMKIB Ta iHdY3iiinnx po3uunnis I1IK Toprosoi
mapku IGAR, BT-4
MMapris: 202203 Kimpkicts: 21 000 mTyk
[Hara BupoOnunrsa: 2022.07 Tepwmin npunataocti: 2027.07
[{uM minTBepKy€eThes, IO MAPTiio MPOLYKIIl, BKa3aHy BUILE, OyJI0 IPOCTEPHITI30BaHO I'a30M EHOKCHIHOTO €TaHy Iepen
BiIIIPaBKOIO.
Mu rapaHTyeMo, IO MiCIs HAIIOI NMepeBipKH, CUCTEMH, SIKI IPONIIUIN CTepHITi3aliiHN MPOLEC € CTePHILHUMHE Ta O€3MIeUHIMH JUIS
TKaHWH JIOIMHH.

CEPTU®IKAT AHAJII3Y
Cepriens 2022
Bupobuuk: ToBapucTBo 3 00MexeH0I0 BinnoBinanabHictTio "ICAP"
MICIIe3HAaXO/PKeHHS: Byl Muxaiina boituyka, 18-A, m. Kuis, Ykpaina, 01103, renedon/daxc: +380445853455
Micue BupobuuTa (Bupobuuui noryxuocri): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenglu Town, Tianning 213111 Jiangsu, China
[ponykuis: IlpucTpiii 1 nepeauBaHHs KPoBi, KpoBo3aMiHHMKIB Ta iHQy3iitnux po3uunis IIK Toprosoi
mapku IGAR, BT-4
Mapris: 202203 Kimpkicts: 21 000 mtyk
Jara BupoOHunrsa: 2022.07 Tepwmin npunataocti: 2027.07
AcHeKT nepeBipku TexHiuHi BUMOrn PesyabTart BucnoBok
nepeBipKu
CTepHIIbHICTD Bupib crepunbHuii, 6akTepii BiacyTHi CrepunsHO Bignosinae
[TiporenHicts Bupib aniporennuit Aniporenso Bignosinae
3aJMIIKOBI pEYOBUHU 3aranpHa KUIbKICTh IEpMaHraHaTy KaJlilo B pO34HHi 0.20 mn Bingnosinae
[c(KMnO4)=0.002 mozb/1] He oBHHHA nepeBuiyBaTH 2.0 MIL
Ionn metay [HTEeHCHBHICTD KOJILOPY Y KOHTPOJIBHOMY PO3UHHI HE TOBHHHA Binmosinae Bingnosinae
NIepEeBHILYBATH IHTEHCHBHICTh BiJIIOBITHOTO THTPOBAHOTO PO3UMHY | BUMOTaM
TutpoBa KUCIOTHICTB Heo0xigHo He OUTHII HiXK 1M OYAB-IKOTO CTAaHIAPTHOTO 0.04 ma Binnosinae
200 Jy)KHICTh TUTPOBAHOT'O PO3YMHY VISl IHAMKATOPY AJIsl 3MiHH KOJIbOPY
3a0pynHeHHS KoediuienT 3abpynnenns He Oinbire 90 19.84 Binnosinae
YaCTUHKAMH
Burik noBitps [Tix yac BUNpoOyBaHHS BiIOBITHO 10 CTAaHIAPTY HE MOBHHHO Oyt | BuToky Binnosinae
03HAK BUTOKY IOBITPS MOBITPsI HEMAe
MiIHiCTh Ha PO3pHB MinHiCTh 34eIUICHHsI MiX OyJb-TKHMH KOMIOHEHTaMH iH(Y31iHHOT Binmosigae Binnosinae




CUCTEMH Ma€ BUTPUMYBATH 3aCTOCYBaHHsI CTaTHYHOTro 3ycwuist 15H | Bumoram
npoTsiroM 15 cexyHn
Tonka st eMHOCTI Tonka 11 €eMHOCTI ITOBMHHA BiANOBIAATA BUMOTraM Bianosigae Binnosinae
BUMOTaM
[MoBiTpsiHa roska [ToBiTpsiHa TOJIKa MOBHHHA BiINOBIIaTH BUMOTaM Binnosinae Bingnosinae
BUMOTaM
TpyOxka npuctporo TpyOxka npuctpoto 6e3 ypaxyBaHHS I'OJIKU Ta 30BHIIIHBOTO Jlyep- Binmoginae Bingnosinae
3 €JHaHHs Mae OyTH He MeHmIe, Hik 1500 MM BHUMOTraM
OinbTp MacoBa JacTka TBEpJOro MaTepiaiy, o yrpumyerbes Ha ¢inbTpi, | 98.6-99.3% Bingnosinae
noBuHHa OyTH He MeH1e 80%, BiJ 3HaUEHHS, 0 YTPUMYETHCS Ha
eTaIOHHOMY (iIbTpi
Kpanenpuuist i pyoka | KpanensHurpt i TpyOKa IpUCTPOO NOBUHHI BiIIOBIIaTH BUMOT'aM Binmosinae Bingnosinae
TIPUCTPOIO BUMOTaM
Perynsarop notoky Perynstop nmoToky nMoBHHEH BiIIOBIIaTH BUMOTaM Binmosinae Bingnosinae
BUMOTaM
IIBUAKICTH TOTOKY Mae BianosigaT¥ BUMOraM Binnosigae Binnosinae
KpOBI, BHMOTaM
KpPOBO3aMiHHHKIB Ta
iH’ €KIIHHUX PO3YUHIB
Micue in exii [ToBuHHO OyTH He OlIbILIE BUTOKY, HIX OJJHA KPaIuls BOAX Binmosinae Bingnosinae
BUMOTaM
Brynka Mae BinnoBizaTH BUMOram Binnoginae Bingnoginae
BUMOTaM
BicTps ronku [ToBuHHO OyTH rocTpuM, 6€3 HEpiBHOCTEH i 3ayCEHUIIb Binnoginae Bingnoginae
BUMOTaM
3’eTHaHHS MIX [ToBuHHO BUTpUMYBaTH HaBaHTaxeHHs y 69 H Binnoginae Bingnoginae
KaHIOJIEIO Ta TPYOKOIO BUMOTaM
TOJIKH
Tuck npoxoIy rojaKu He 6imbae 1.15 H Binmnoginae Bingnoginae
BUMOTaM
[TapameTpu rojxu Howxuna: 35.5-39.5 mMmM, 30BHImHIN niameTp: 1.27 - 1.29 MM Binmnoginae Bingnoginae
BUMOTaM
I'onka Mae OyTH YHCTOIO Ta IJIaJICHEKOIO Binmnoginae Bingnoginae
BUMOTaM
3’eaHaHHA PO3’€EMOM Mae OyTH piBHUM, O€3 IPOTHHIB Binmoginae Bingnoginae
TOJIKW Ta TUIACTH- BUMOTaM
KOBOIO TPYOKOIO
3axuCHUI KOBIIA4OK Mae BinnoBizaTH BUMOram Binnoginae Bingnoginae
BUMOTaM

BucHoBok:

Hageneni Buiie pe3yabrary BinnosinaoTs Bumoram cranaaptiB JJCTY EN 1SO 1135-4:2015 ta JICTY EN I1SO 13485 ta

BIJITIOBITHO KBasTi(hiKOBaHI.
Hexmaparrist No22-04/2017-1GAR Bix 18 ciuns 2022 poky (pemakiist 9) npo BiAMOBiAHICTE BUMOTaM TeXHIYHOTO PEerIaMEHTy 1010
MeIuYHHUX BHpOOIB. Jlexnapaliis ckiajeHa mif HinkoButy BianosiganbHicTe TOB «Irap», 110 BiAmoBigae 3a BBeIEHHS MEIMYHOTO

BUpOOY B OOIT.

Hupextop TOB «Irap s
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buxos B.I'.




