dakTu4yHa agpeca:

Byn. METANICTIB, 20,

M. KNIB, YKPAIHA, 03057
Micue3HaxoaXXeHHs:

ByNn. MUXAIIIA BOMYYKA, 18-A,

M. KMIB, YKPAIHA, 01103

IGAR

Ten/dakc (044) 585-34-55 (53, 56)

E-mail: info@igar.ua

Business address:

20, METALISTIV Str.,KYIV,
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

Bupo6Huxk:

CEPTUDIKAT SAKOCTI

ToBapucTBO 3 00MexkeHOI0 BignoBigaabpHictio "ICAP"

MICIIe3HaxXO0/DKEeHH: ByJI. Muxaiina boiiuyka, 18-A, M. Kuis, Ykpaina, 01103, renedon/dakc: +380445853455
Micue Bupoouuinrsa (Bupobuuui moryxuocrti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenglu Town, Tianning 213111 Jiangsu, China

[ponyxkuisi: IpucTpiii Aust nepeJiMBaHHS KPOBi, KpoBo3aMiHHMKIB Ta iHdy3ilinnx po3uunis IIK Toprosoi

mapku IGAR, BT-4
Mapris: 202305

Hara BupoOnunrsa: 2023.06

Kimekicts: 63 000 mTyk
Tepmin npunataocri: 2028.06

Yeprens 2023

[um miaTBepAKyEThCS, IO JUIs MapTii MPOAYKIii, BKa3aHOI BUIIIE, TPOBOJAMTHCS MepeBipKa Mepes BiANPaBKOIO Ta BUAAETHCS
Ceprudikar anaiizy, IKHA TITBEPKYE SAKICTh TPOIYKLIT B MapTii.

Mu rapaHTy€eMO, IO MICIIST HAMIOl TEPEeBIPKHU MUITXOM BHIIAIKOBOTO BiOOPY, JaHa MapTis MPOIYKIIii BiIOBigae

BUMOTI'aM BUPOOHUIITBA 32 CHCTEMOIO yrpaBiinHs sikicTio Bianosiguo 1o JJCTY EN 1SO 13485 Ta € BignosigHo

KBaTi(hikOBaHOIO.

Bupo6Huxk:

CEPTUDIKAT CTEPUJIBHOCTI

ToBapucTBO 3 00MexkeHO0I0 BignoBigaapHicTio "ICAP"

MICIIe3HaXO/DKEHH: By)I. Muxaiina boiiuyka, 18-A, M. Kuis, Ykpaina, 01103, renedon/dakc: +380445853455
Micne BupoOHunTBa (BupobHuui notyxHocrti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenglu Town, Tianning 213111 Jiangsu, China

[ponykuisi: IpucTpiii Aust nepeJMBaHHA KPOBi, KpoBo3aMiHHMKIB Ta iHdy3iiinnx po3uunis IIK Toprosoi

mapku IGAR, BT-4
MMapris: 202305

Hara BupoOnunrsa: 2023.06

Kinpkicts: 63 000 mTyk
Tepmin npunatrocri: 2028.06

Yeprens 2023

[{um miaTBepAKYETHCS, IO MAPTIIO MPOAYKIIii, BKa3aHy BHILE, OYJIO MPOCTEPUIIIZ30BAHO T'a30M EMOKCHIHOTO €TaHy nepen

BiJIIPaBKOIO.

Mu rapaHTyeMO, IO MICIIs HAIIOI NepeBipKH, CUCTEMH, SKi MPOUIIIN CTepHIIi3aliiHUN MPOIIeC € CTEPUIBHUMH Ta OE3MIEUHIUMH JUTS

TKAaHWH JTXOOUHH.

CEPTU®IKAT AHAJII3Y
Yepsenn 2023
Bupobauk: ToBapucTBO 3 00MexxeHO0 BimnmoBiganabHicTio "ITAP"
MicCIIe3HaXODKeHHS: ByJl. Muxaitna boifuyka, 18-A, m. Kuis, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micne BupoOHuiTBa (Bupobuuui motyxsocrti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenglu Town, Tianning 213111 Jiangsu, China
[ponykuis: IpucTpiii AJst nepeJiMBaHHS KPOBi, KpoBo3aMiHHMKIB Ta indy3iiinnx po3uyunis IIK Toprosoi
mapku IGAR, BT-4
Mapris: 202305 Kinbkicts: 63 000 mryk
Jara BupoOuuursa: 2023.06 Tepwmin npunarnocti: 2028.06
AcnekT nepeBipku TexHiuHi BUMOTrH PesyabTart BucHoBok
nepeBipKu
CrepuibHICTh Bupib crepmibHuii, 6akTepii BiACyTHI CrepuipHO Binmmosinmae
ITiporeHHiCTh Bupi6 aniporennuit AmiporeHHo Binmosinae
3aIHIIKOBI pe4OBHHU 3aranbHa KUIBKICTh TIEPMaHTaHaTy Kallilo B PO34YHHI 0.30 M Bianosinae
[c(KMn0O4)=0.002 mosb/11] He MOBHHHA NepeBUIyBaTH 2.0 MJI.
lonu metary [HTEHCUBHICTD KOIBOPY Y KOHTPOJIFHOMY PO3YHHI HE TOBUHHA Binmosinae Bimmosimae
[IEPEBUITYBATH iIHTEHCHBHICTh Bi/IMOBITHOTO TUTPOBAHOTO PO3YMHY | BHMOTaM
TuTpoBa KHCIOTHICTB Heo0xinHo He 6iibm HiX 1M OyAb-SIKOTO CTaHJapTHOTO 0.02 mn Binnosinae
abo JTyXHICTB TUTPOBAHOT'O PO3YMHY ISl iHAUKATOPY JUISl 3MiHU KOJIBOPY
3a0pyaHEHHS KoedimienT 3abpynaenns ue oinpire 90 25.19 Bimmosimae
YaCTHHKaAMH
Burik nositpst [Tix yac BunpoOyBaHHs BiAMOBIIHO 10 CTAHAAPTY HE MOBUHHO Butoky Binnosinae
OyTH 03HAK BUTOKY IOBITPS TOBITPSL HEMAE
MinHicTh Ha PO3pUB MinHicTh 39eIyIeHHs MK OyIb-IKHMH KOMIIOHeHTaMH iHQy3iHo1 | Binmosimae Bigmosigae




CHUCTEMH Ma€ BUTPUMYBATH 3aCTOCYBAHHS CTATUYHOTO 3yCHILIS BHMOT'aM
15H nporsirom 15 cexyna
Tonka mirg eMHOCTI Tonka mi1g eMHOCTI IOBMHHA BiAIOBIZATH BUMOTaM Binnosinae Binmnosigae
BHMOTaM
IoBiTpsiHa rojKa IToBiTpsiHA rOJIKA IIOBUHHA BiAIIOBIZATH BUMOTaM Binnosinae Bignosingae
BHMOT'aM
TpyOxa mpuctporo Tpy6ka npucTporo 6e3 ypaxyBaHHs I'OJIKH Ta 30BHIIIHbOro Jlyep- Bingnosinae Binnosinae
3 €qHAHHA Ma€ OyTH He MeHmIe, Hik 1500 MM BHMOTaM
DinbTp MacoBa 4acTka TBepI0ro Martepiaiy, 10 yTpuMyeTbest Ha Gpinbtpi, | 98.8-99.4% Bianosinae
moBrHHA OyTH He MeHIne 80%, Bil 3HAUYCHHS, 1[0 YTPUMY€ETHCS Ha
€TAIOHHOMY (inbTpi
Kpanensaums i TpyOka | KpamenbHuUIS 1 TpyOKa MPHUCTPOIO TIOBUHHI BiIMOBIIaTH BUMOTaM Bigmosimae Bigmosimae
MIPUCTPOIO BHMOTaM
Perynsarop notoky PerynsiTop moToKy NOBUHEH BiJIOBIAaTH BUMOTaM Bignoginae Binmosinae
BHMOTraM
[IBHAKICT TOTOKY Mae BinmoBigaTh BUMOTaM Bigmosinae Bigmosimae
KpOBI, BHMOTaM
KPOBO3aMiHHHKIB Ta
iH’ €KIIHHUX PO3YHHIB
Micue iH ekmii [ToBuHHO OyTH HE OiNBIIE BUTOKY, HIX OHA KPAILIsl BOAH Bigmosimae Bigmosimae
BHMOTaM
Brynka Mae BiAnoBigaTH BUMOraM Bignoginae Binnosinae
BHMOTraM
Bictpst ronxu [oBurHO OyTH rOocTpuM, O€3 HEpIBHOCTEH 1 3ayCCHHUITh Bigmosinae Bigmosimae
BHMOTaM
3’eqHaHHA MK [ToBHMHHO BUTPUMYBAaTH HaBaHTaxkeHHs y 69 H Binnosinae Binnosingae
KaHIOJICIO Ta TPYOKOIO BHMOTraM
TOJIKH
Tuck mpoKoITy ToIKu He 6inpre 1.15 H Bigmosinae Bigmosigae
BHMOT'aM
ITapameTrpu rosxu Howxuna: 35.5-39.5 mm, 30BHImHINM giametp: 1.27 - 1.29 mm Bignoginae Binnosinae
BHUMOT'aM
Tonxka Mae OyTH YHCTOIO Ta TTIaIeHBKOIO Bigmosinae Bigmosigae
BHMOT'aM
3’eHaHHS PO3’€MOM Mae OyTtH piBHUM, O€3 IPOTHHIB Binnosinae Binnosigae
TOJIKU Ta ILIACTH- BHUMOT'aM
KOBOIO TPYOKOIO
3axXHCHUN KOBITAYOK Mae BiAnoBizaTH BUMOraMm Binnosinae Binnosingae
BHMOT'aM

BucHOBOK:

Hageneni Buiie pe3ynbraty BianosiaaTs Bumoram crangaptis JICTY EN I1SO 1135-4:2015 ta JICTY EN I1SO 13485 ta

BIAMOBITHO KBasTi(hiKOBaH.
Hexnaparis No22-04/2017-1GAR Big 18 ciunst 2022 poky (pemaxiist 9) mpo BiAnoBigHicTs BUMOraM TEXHIYHOTO PErIaMeHTy 1010
MeIMYHUX BHPOOiB. Jlekmapariis ckiajgeHa mij HIKOBUTY BiamosinansHicTe TOB «Irap», mo BixnoBigae 3a BBEACHHS MEIUYHOTO

BHPOOY B OOIT.
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