dakTuyHa agpeca: Business address:

Byn. METANICTIB, 20, 20, METALISTIV Str.,KYI1V,
M. KNIB, YKPAIHA, 03057 ® 03057, UKRAINE
Micue3HaxoaXXeHHs: IGAR Registered address:
ByN. MUXAINIA BOMYYKA, 18-A, 18-A, MYKHAILO BOYCHUK Str., KYIV,
M. KNIB, 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

CEPTHU®IKAT SAKOCTI
Kosrens 2020
Bupo6uuk: ToBapucTBO 3 00MeskeH010 BignoBigaiabuicTio "IICAP"
MiCIIe3HaXOKeHHs: ByJl. Muxaiina boiiuyka, 18-A, M. KuiB, Ykpaina, 01103, tenedon/dpakc: +380445853455
Micue BupoOHuuTBa (Bupobnuui notyxuocti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenglu Town, Tianning 213111 Jiangsu, China

[ponykiisi: TIpucTpiil AJis epeTMBAHHS KPOBi, KPOBO3aMiHHHKIB Ta iHdy3iiinux po3uunis ITIK Toprosoi
mapku IGAR, BT-4

[apris: 202025 Kinbkicts: 9 000 mTyk

Hata BupoOnunrBa: 2020.10 Tepmin npunatHocti: 2025.10

[uMm miaTBepKy€eThCS, IO IS MapTil IPOAYKIIii, BKa3aHOI BUILE, IPOBOAUTHLCS MIEPEBipKa mepe
BIJIPaBKOIO Ta BuAaeThest CepTUdikaT aHamizy, IKU MiATBEPKY€ AKICTh MPOTYKII] B MapTii.
Mu rapanTyeMo, 110 MicJIs HAalloi epeBipKU IUIIXOM BUIAAKOBOTO BiOOpY, AaHa MapTis MPOAYKLIii BiAIOBIAE
BUMOTaM BUPOOHHIITBA 38 CUCTEMOIO yrpaBiiHHs sikicTio Bignosigno 1o ACTY EN ISO 13485 Tta € BianmosinHO
KBaJTi(piKOBaHOIO.

CEPTU®IKAT CTEPUJIBHOCTI
’Kosrens 2020
Bupo6uuk: ToBapucTBO 3 00MeskeHo10 BianosigaapHicTio "ICAP"
MicIIe3HaXODKCHHS: ByJl. Muxaiina boitayka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/dakc: +380445853455
Micne BupoOHumTBa (Brpo6Hmdi notyxuocti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenglu Town, Tianning 213111 Jiangsu, China

[ponyxiisi: TlpucTpiit AJis mepeMBaHHS KPOBi, KPoBo3aMiHHHKIB Ta indy3iiinux po3unuis IIK Toprosoi
mapku IGAR, BT-4

[Mapris: 202025 Kinbkicts: 9 000 mTyk

Jata BupoOuunra: 2020.10 Tepmin npunatHocTi: 2025.10

[uM miaTBepKy€eThCS, 110 MapTi0 NIPOAYKIIii, BKa3aHy BUILE, OYyJI0 MPOCTEPUITIZ30BAHO ra30M €MOKCHIHOTO
€TaHy InepeJl BIANPaBKOIo.

Mu rapaHTy€eMo, 110 MICIIs HAIIOT MePEeBipKU, CUCTEMH, K1 MPONIILIN CTepUITi3alliifHui mporec €
CTEpHJIbHUMH Ta O€3MIeYHUMU JIJIs1 TKAHWUH JIFOTUHH.

CEPTU®IKAT AHAJII3Y
Kosrens 2020
Bupo6uuk: ToBapucTBO 3 00MeskeHo10 BianosigaapHicTio "ICAP"
MicIIe3HaXODKCHHS: ByJl. Muxaiina boitayka, 18-A, m. Kuis, Ykpaina, 01103, tenedon/dakc: +380445853455
Micne BupoOHumTBa (BrpobHmyi notyxuocti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenglu Town, Tianning 213111 Jiangsu, China

[Tponykmisi: TlpucTpiii Ayist nepesiMBaHHS KPOBi, KPOBO3aMiHHUKIB Ta indysiitanx po3unnis 1K Toprosoi
mapku IGAR, BT-4

[Mapris: 202025 Kinbkicts: 9 000 mTyk

Hara BupobuunTea: 2020.10 Tepmin npunataocti: 2025.10

AcnekT nepeBipku TexniuHi BUMOTH PesyabTar BucHoBok
nepeBipku

CrepupHICTB Bupi6 crepunpamii, 6akTepii BiacyTHI CrepuiibHO Binmosinae

[TiporeHHicTh Bupi6 aniporenHuit AmiporerHo | Binmosinae




3anumKoBi 3aranpHa KiJIbKICTh TIEPMaHTaHATY KaJlilo B PO3UMHI 0.25 mn Bignosigae
pEYOBUHHU [c¢(KMnO4)=0.002 monb/11] He moBHHHA TiepeBuIyBatH 2.0
MIIL.
lonu metamy [HTEHCHBHICTH KOJIBOPY Y KOHTPOJIBHOMY PO3UHHI HE Binnosinae Bignosigae
MMOBUHHA TICPEBUIIYBATH IHTEHCUBHICTH BiJIMTOBITHOTO BUMOT'aM
TUTPOBAHOTO POZUHHY
Tutposa HeoOxigno He Oinbui Hixk 1M1 OyIb-IKOTO CTaHIAPTHOTO 0.2 mn Bignosigae
KHUCJIOTHICTH 200 TUTPOBAHOTO PO3UMHY ISl IHAUKATOPY IS 3MiHH KOJIBOPY.
JYKHICTb
3a0pyaAHEeHHS Koediuient 3adpynaenns ue 6inbme 90 30.02 Bignosigae
YaCTUHKaMU
Burik noBiTps [Tix yac BUNpoOyBaHHA BiAMOBIAHO JI0 CTAHAAPTY HE Buroky Bignosinae
MOBHHHO OyTH O3HAK BUTOKY MOBITPSI HOBITPS
HEMae
MinHicTh Ha po3puB | MIIHICTh 34ETICHHS MiX OYyIb-IKUMH KOMIIOHEHTAMU Bignosinae Bignosinae
1H(QY311HOI ccTeMH Mae BUTPUMYBATH 3aCTOCYBaHHS BHUMOTaM
ctarnyHoro 3ycuwuist 15H mpotsirom 15 cekyna
Tonka 1t eMHOCTI Tonka 11 €eMHOCTI IOBUHHA BiAIIOBIIATH BUMOTaM Bignosinae Bignosinae
BUMOTaM
[NoBiTpsiHa TOJIKA [NoBiTpsiHa TOJIKA MOBUHHA BiIOBIIATH BUMOTaM Bigmnosinae Bignosinae
BUMOTaM
TpyOka npuctporo TpyOka npuctporo 6e3 ypaxyBaHHS T'OJIKH Ta 30BHIIIHEOTO Binnosigae Bignosigae
Jlyep-3'ennanns Mae Oytu He MeHIe, Hix 1500 MM BHMOIraM
®dinbTp MacoBa yacTka TBEpJI0TO MaTepiaiy, 0 YTPUMYEThCS Ha 95.2-98.7% Binnosinae
¢inbTpi, noBuHHa OyTH He MeHIe 80%, Bl 3HAUSHHS, 110
YTPUMYETHCS Ha €TATOHHOMY (iNIbTpi
Kpanenpauns i Kpanenbuutis i TpyOka nprcTpoIo TOBUHHI BiAOBIAaTH Binnosigae Bignosigae
TpyOKa IPUCTPOIO BUMOTaM BUMOTaM
PerynsTop notoky Perynstop moToxy NoBHHEH BiANOBiIaTH BUMOTaM Binnosigae Bignosinae
BUMOTaM
HIBUIKICTH MOTOKY Mae BiamoBigaTy BUMOram Bigmnosinae Bianosinae
KpOBI, BUMOTaM
KPOBO3aMiHHHUKIB Ta
1H’ EKIIIHUX
pO34HUHIB
Micue i ekl [ToBuHHO OyTH HE OUTBIIIE BUTOKY, HIXK OJTHA KPAILIS BOIM Bigmnosinae Bianosinae
BUMOTaM
Brynka Mae BiamoBigaT BUMOram Bigmnosinae Bianosinae
BUMOTaM
Bictps ronku [MoBunHO OyTH rOocTpuUM, O€3 HEPIBHOCTEH 1 3ayCCHHUIIb Bigmnosinae Bianosinae
BUMOTaM
3’eHAHHA MK [ToBUHHO BUTpUMYBAaTH HaBaHTaKeHHS y 69 H Bignosinae Bianosinae
KaHIOJIEIO Ta BUMOTaM
TPYOKOIO TOJIKH
Tuck npokony rojku | He Oinbae 1.15 H Bignosinae Bianosinae
BUMOTaM
[TapameTpu TomKU Hosxkuna: 35.5-39.5 MM, 30BHImHIN giamerp: 1.27 - 1.29 mm | Bianosinae Bianosinae
BUMOTaM
l'onxa Mae OyTH YHCTOIO Ta TT1a/ICHHKOI0 Bimnosinae Bignosinae
BUMOTaM
3’ennanns po3’eMmoM | Mae OyTu piBHUM, O€3 IPOTHHIB Bigmnosinae Bignosinae
TOJIKH Ta TUIACTHU- BUMOTaM
KOBOIO TPYOKOIO
3axucHUil KOBIIA4YOK | Mae BimoBigaTu BUMOTraM Biamnosinae Bignosinae
BUMOTaM

BucHoBok:

Hageneni Butie pe3ynbraty BianosinawoTs BuMoram ctanaaptis JICTY EN ISO 1135-4:2015 ta ICTY EN
ISO 13485 Ta BianoBigHO KBai(iKoBaHi.




Hexnapamis Ne22-04/2017-IGAR Bim 6 cepnast 2020 poky (penmakiiss 7) Tpo BiAMOBIIHICTE BHMOTaM
TexHIYHOTO perjlaMeHTy IIOoAO0 MeAUYHHX BUpOoOiB. Jleknaparliis ckiaajeHa IMiJ I[IJIKOBUTY BIATOBIAAIBHICTH
TOB «Irap», 110 BiAMOBiAA€ 32 BBEACHHS MEIMYHOTO BUPOOY B 0OIr.

Hupextop TOB «Irapyk Buxos B.I'.
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