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CEPTU®DIKAT SAKOCTI
Cepniens 2020
Bupobuuk: ToBapucTBO 3 00Me:keHOI0 BinnoBigaabHicTio "IIAP"
MiCIIe3HaXO0KeHHS: Byl. Muxaiina boituyka, 18-A, m. KuiB, Ykpaina, 01103, renedon/daxc: +380445853455
Micue Bupobuunra (Bupobuuui moryxuocti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenglu Town, Tianning 213111 Jiangsu, China

[Tponykiis: IpucTpiii AJist nepeTMBaHHs KPOBi, KPoBO3aMiHHUKIB Ta iHQy3iliHux posunnis IIK Toprosoi
mapku IGAR, BT-4
[TapTis: 202013 Kinpkicts: 21 600 mryk

Hara BupoOununrra: 2020.07 Tepwmin npunataocti: 2025.07

[{um miaATBEepKY€EThCA, IO AJIS MapTii MPOAYKIIil, BKa3aHOT BUIIE, TPOBOAUTHCS MIEpeBipKa mepea
BIIIIPaBKOIO Ta BUnaeThes CepTudikaT aHamizy, SKuil MiATBEPAXKYE SAKICTh MPOIYKIII B MapTii.
Mu rapaHTy€eMO, M0 MiCT HAIIOI MePEeBIPKH MUISIXOM BHIIAJKOBOTO BiIOOPY, JaHA MapTis MPOAYKIIii BiIMOBixae
BMMOTaM BUPOOHHMIITBA 32 CUCTEMOIO yrpaBiiHHSA skicTio BinmoBigao xo JCTY EN ISO 13485 Ta € BignosimHO
KBaJTi(hiKOBaHOIO.

CEPTUDIKAT CTEPUJIBHOCTI
Cepnens 2020
Bupo6uuk: ToBapucTBO 3 00Me:keHOI0 BignoBigaabHicTio "IIAP"
MiCIIe3HaXOKeHHs: Byl. Muxaiina boituyka, 18-A, m. KuiB, Ykpaina, 01103, renedon/daxc: +380445853455
Micue Bupobuunra (Bupobuuui morysxkuocti): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenglu Town, Tianning 213111 Jiangsu, China

[Tponykuisi: Ipucrpiii ajis nepeaMBaHHs KPOBi, KpoBo3aMiHHHKIB Ta iHQY3iiinux po3unnis [IK Toprosoi
mapku IGAR, BT-4

[Mapris: 202013 Kinbkicts: 21 600 mTyk

Hara BupoOnunTsa: 2020.07 Tepmin npunatHocti: 2025.07

L{uM migTBepAKYETHCS, 1110 MapTir0 MPOAYKLIi, BKa3aHy BUILE, OyJI0 MPOCTEPUITI3Z0BAHO ra30M €MOKCHIHOTO
€TaHy nepe BiJIPaBKOIo.

Mu rapaHTyeMo, 110 TicCIIs HAIIOi MEepeBIPKU, CUCTEMH, SIKI IPOMILIM CTepuIli3aliiHui mpolec €
CTEpWJIBHUMU Ta O€3MEeYHUMH JJIs1 TKAHUH JIO/IMHU.

CEPTUDIKAT AHAJII3Y
Cepnens 2020
Bupo6uuk: ToBapucTBO 3 00Me:keHOI0 BinnoBigaabHicTio "IIAP"
Miclie3HaxoKeHH: Byl. Muxaiina boituyka, 18-A, M. Kuis, Ykpaina, 01103, Tenedon/dakc: +380445853455
Micue BupoOHunTBa (Bupoonuui noryxuocri): Jiangsu Jichun Medical Devices Co., Ltd.
Zhenglu Town, Tianning 213111 Jiangsu, China

[ponykmis: Ipuctpiii Ajst mepeauBaHHsA KPOBi, KPOBO3aMiHHHUKIB Ta iHQy3iitnux pozunnis IIK Toprosoi
mapku IGAR, BT-4

[Mapris: 202013 Kinbkicts: 21 600 mTyk

Hara BupoOnunTsa: 2020.07 Tepmin npunatHocti: 2025.07

Acnekr nepeBipku | Texniuni BUmMoru PesyabTaT BucHoBok
nepeBipku

CTepuibHICTD CrepunbHe, OakTepii BiacyTHI CrepunpHe Binnosinae




[TiporeHHicTh AmiporeHHe Amiporende | Biamoginae
3anumKkoBi 3aranpHa KiJIbKIiCTh IEPMaHTaHaTy KaJlilo B pO3UUHI 0.25 mn Binnosinae
PEYOBHHU [c(KMnO4)=0.002 mounb/n| He moBuHHA TIepeBuIyBaTH 2.0
ML
lonn metamy [HTE€HCHUBHICTB KONBOPY Y KOHTPOJIBHOMY PO3UHHI HE Bignosinae | Biamoimae
MMOBUHHA MIEPEBUIIYBATH IHTCHCUBHICTH BiJIIOBITHOTO BHUMOTaM
TUTPOBAHOTO PO3UUHY
TutpoBa Heo0OxinHo He Oinbmn HixK 1MIT OyAb-IKOTO CTAaHIAPTHOTO 0.2 Mmn Biamnosinae
KHUCJIOTHICTE a00 TUTPOBAHOTO PO3YMHY JUIS IHIUKATOPY JJI 3MiHU KOJIBODY.
JYKHICTh
3a0pynHeHHs Koediuient 3a6pynnenns He Oinbire 90 27.84 Binnosinae
YACTUHKAMHM
Burik noBitps [Tix vac BunpoOyBaHHs BIAMOBIAHO 0 CTAHIAPTY HE Buroky Biamnosinae
MOBUHHO OYyTH O3HAK BUTOKY MOBITPS MOBITPS
HEMA€E
MinHicTh Ha po3puB | MIIHICTb 34YETUIEHHS MK OY/b-IKUMH KOMIIOHCHTAMHU Bignosinae Biamnosinae
iH(y31HHOT CHCTEMH Ma€ BUTPUMYBATH 3aCTOCYBaHHS BUMOTaM
craruyHoro 3ycwnist 15H mpotsirom 15 cexyn
Tonka st eMHOCTI Tonka m1st eMHOCTI ITOBUHHA BIJAIIOBIIaTH BUMOTaM Bignosinae Biamnosinae
BUMOTaM
[oBiTpsiHa TONKA [oBiTpsiHA TOJIKA TOBUHHA BiAMIOBIAATA BUMOTaAM Bignosinae Biamnosinae
BUMOTaM
TpyOka npuctporo TpyOka npuctporo 6e3 ypaxyBaHHS TOJIKU Ta 30BHIITHHOTO Bignosigae | Biamoimae
Jlyep-3 enHaHHsA Mae OyTH He MeHIne, Hixk 1500 MM BUMOT'aM
dineTp MacoBa yacTka TBEpAOTro MaTepiaiy, o YTPUMYEThCS Ha 94.8-98.7% Biamnoginae
¢inbTpi, noBuHHA OyTH He MeHIe 80%, BiJ 3HAYEHHS, 10
YTPUMYETHCSI HA €TATOHHOMY (iJIbTpi
Kpanenpaung i Kpanenpuuig i TpyOka npucTporo MOBHHHI BiINOBiAATH Bignosigae | Biamoimae
TpyOKa IPUCTPOIO BUMOTaM BUMOTaM
Perynstop notoky Perynsatop moToxy nmoBHHEH BiOBIAaTH BUMOTaM Bignosigae | Biamoimae
BUMOTaM
[IBuaKICTH TOTOKY Mae BiAnoBigaTH BUMOTraM Bignosinae Biamnosinae
KpOBI, BUMOTaM
KPOBO3aMiHHHKIB Ta
1H’ eKIIHHAX
pO34HMHIB
Micue iH ekl [ToBuHHO OyTH He OLIBIIE BUTOKY, HIXK OJIHA KpaIlis BOAU Bignosinae Biamnosinae
BUMOTaM
Brynka Mae BiAnoBigaTH BUMOraM Bignosinae Biamnosinae
BUMOTaM
Bictps rosiku [ToBuHHO OyTH rOCTpUM, O€3 HEPIBHOCTEH 1 3ayCEHUIIb Bignosinae Biamnosinae
BUMOTaM
3’eHAHHSA MK [ToBMHHO BUTPUMYBATH HaBaHTaKeHHsS y 69 H Bignosinae Biamnosinae
KaHIOJIEIO Ta BUMOTaM
TPYOKOIO TOJIKH
Tuck npokosy rosiku | He 6inbne 1.15 H Bignosinae Biamnosinae
BUMOTaM
[TapameTrpu ronku Josxuna: 35.5-39.5 mm, 30BHImHINA giameTp: 1.27 -1.29 mm | Bignosinae Biamnosinae
BUMOTaM
lNomnka Mae OyTH 4HCTOIO Ta TIIaJIEHHKOI0 Bignosinae | Biamogimae
BUMOTaM
3’eqHanHs po3’eMoM | Mae OyTu piBHUM, O€3 IPOTHHIB Bignosinae Biamnosinae
TOJIKM Ta IIJIACTH- BUMOTaM
KOBOIO TPYyOKOIO
3axuCHUN KOBIIAYOK | Mae BiAIoBijaTh BUMOram Bignosinae Biamnosinae
BUMOTaM

BucHoBOK:

Hageneni Buiie pe3ysbTatu BiamosigaroTs Bumoram crangaptie JJCTY EN 1SO 1135-4:2015 ta ICTY EN
ISO 13485 Ta BiamoBigHO KBai(hikoBaHi.




Hexnapamis No22-04/2017-IGAR Bing 6 cepmus 2020 poky (pemakuisi 7) mpo BiANOBIAHICTH BHMOTaM
TexHIYHOTO peryiaMeHTy II0A0 MEAMYHUX BHpOoOiB. [lexmapaiis CkiajeHa ImiJl LiJIKOBUTY BiIAMOBITATbHICT
TOB «Irapy, 10 BiAMOBiIa€ 32 BBEICHHS MEIUYHOTO BUPOOY B 0OOIr.

Buxos B.I'.

A
S EKEHO M 2R
06““ i\TA P}Ohe,’( = /

Hupexrop TOB «Irapy’



