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CEPTU®IKAT AKOCTI
Tpasens 2020

Bupobuuk: ToBapucTBO 3 00Me:keHOI0 BinnoBigaabHicTio "IIAP"
MicCIIe3HaXO0KeHHs: Byl. Muxaiina boituyka, 18-A, m. KuiB, Ykpaina, 01103, renedon/daxc: +380445853455
Micrie Bupo6uuirTBa (Bupoduuui moryxuocri): Jiangsu Jichun Medical Devices Co., Ltd.,
Zhenglu Town, Tianning 213111 Jiangsu, China
[Tponyxkuis: IlpucTpiii 1Jis BAUBaHHA KPOBO3aMiHHUKIB Ta iH(y3iliHux po3uuHiB [1P Toprosoi
mapku IGAR, IV-6-3
[TapTis: 202011 Kinpxkicts: 305 600 mTyk
Hara BupoOuunrsa: 2020.05 Tepwmin npumataocti: 2025.05
[{um miaATBepKY€EThCA, IO AJIs NapTii MPOAYKIIil, BKa3aHOT BUIIE, TPOBOAUTHCS MepeBipKa mnepea
BIIIPaBKOIO Ta BUnaeThes CepTudikaT aHamizy, SKuil MiATBEPAKYE SAKICTh MPOIYKIII B MapTii.
Mu rapaHTy€eMO, IO MiCT HAIIOT 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
Tpasens 2020
Bupo6uuk: ToBapucTBO 3 00Me:keHOI0 BianosigaabHicTio "IIAP"
MiCIIe3HaXOKeHHs: Byl. Muxaiina boituyka, 18-A, m. KuiB, Ykpaina, 01103, renedon/daxc: +380445853455
Micrie Bupo6uuiTBa (Bupobuuui moryxuocrti): Jiangsu Jichun Medical Devices Co., Ltd.,
Zhenglu Town, Tianning 213111 Jiangsu, China

[Mponykuis: Ilpuctpiii Ans BAUBaHHSA KPoBO3aMiHHUKIB Ta iHdy3ilinux po3uunis [P Toprosoi
mapku IGAR, 1V-6-3
[Mapris: 202011 KinbkicTs: 305 600 mTyk
Hara BupoOnunTsa: 2020.05 Tepmin npunatHocTi: 2025.05
Lum migTBepAKyeThCs, 1110 MapTiro MPOAYKLii, BKa3aHy BUILE, OyJI0 MIPOCTEPUII3Z0BAHO OKCHJIOM ETHIICHY
nepes BiIpaBKoIo.
Mu rapaHTyeMo, 110 TiCIIs HAlIoi MEpeBIPKU, CUCTEMH, SIKI IPOMIUIM CTepuIli3aliiHui mpolec €
CTEpWJIBHUMU Ta O€3MEeYHUMH JJIs1 TKAHUH JIO/IUHU.

CEPTU®IKAT AHAJII3Y

Tpasens 2020

Bupo6uuk: ToBapucTBO 3 00MekeHOI0 BignoBigaabHicTio "IIAP"
Miclie3HaxoKeHH: ByJ. Muxaiina boituyka, 18-A, M. Kuis, Ykpaina, 01103, Tenedon/pakc: +380445853455
Micrie Bupo6uwuirTBa (Bupobuuui moryxuocti): Jiangsu Jichun Medical Devices Co., Ltd.,
Zhenglu Town, Tianning 213111 Jiangsu, China
[Mponykuis: IlpucTpiii A8 BAMBaHHA KPOBO3aMiHHUKIB Ta iH(]y3iiiHux po3unnis IIP Toprosoi
mapku IGAR, I1V-6-3

[Mapris: 202011 KinbkicTs: 305 600 mryk

Hara BupoOnunTsa: 2020.05 Tepmin npuaatHocti: 2025.05

BunipoOyBanss BignosigHo 10 crangapty 1SO 8536-4/GB 8368

AcnekT TexHiuHi BUMOrH PesyabTar | BucHoBOK
nepeBipKu nepeBipKu

CrepuibHICTh CrepuibHe, 6akTepii BiICYTHI Crepunbae | Binmosinae
ITiporeHHicTh Arniporense Amniporenne | Biamosinae
3aIuIIKOBI 3aranpHa KUIbKICTh IEpMaHraHaTy KaJlilo B pO34MHI 0.25 mn Binnosinae
pEYOBUHU [c(KMnO4)=0.002 mo:1p/11] HE TOBUHHA MEPEBHUIIYBATH




2.0 M.

lonu meramy [HTEHCHBHICTH KOJIOPY Y KOHTPOJIBHOMY PO3UHHI HE Bignosigae | Binmoinae
MOBHHHA MIEPEBUIIYBATH IHTEHCUBHICTD BiJIIOBITHOTO BUMOI'aM
TUTPOBAHOTO PO3UUHY
Pisens PH Heo06xigHo He Ounbm HIXK 1M1 OyIb-sKOTO 0.1 mn Bingnosinae
CTaHJApTHOTO TUTPOBAHOTO PO3UYHMHY VIS IHAUKATOPY
JUIs1 3MiHU KOJILOPY.
3a0pynHEHHS Koedimient 3a6pynnenns He Oinbue 90 29.21 Bingnosinae
YaCTUHKAMH
Burik noBitps ITix yac BUpoOyBaHHA BiJMOBITHO 0 CTAaHAAPTY HE Buroky Binnosinae
MOBHHHO OYTH O3HaK BUTOKY IOBITPS HOBITPS
HEMae
MinHicTh HA MIilHICTh 3YETUICHHS MiX Oy/Ib-IKHMH KOMIIOHCHTAMH Binnosinae | Binmosinae
pO3puB 1H(Y31HHOT cUCTEMU Mae BUTPUMYBATH 3aCTOCYBaHHS BUMOTaM
cratuyHoro 3ycuiuis 15H npotsirom 15 cexynn
Ionka s emuocti | ['ojika myis eMHOCTI HOBHHHA BIAIOBIAATH BUMOTaM Binnosinae | Binmosinae
BUMOTaM
[ToBiTpsiHa rojka [ToBiTpsiHa rojKa MOBMHHA BiJINOBIIaTH BUMOTaM Bignosigae | Binmoinae
BUMOTaM
Tpy0Oxa npuctpoto | TpyOka mpuctporo 6e3 ypaxyBaHHS TOJIKH Ta Bignosimae | Bixmoimae
30BHIMIHBOTO JIyep-3 eHaHHS Mae OyTH HE MEHIIE, Hi’K | BUMOTam
1500 mm
®inpTp 3arpuMKa 4acTok Ha QinbTpi Mae Oytu He merme HiX | 94.4-98.3% | Binnmosinae
80%
Kpanensaums i Kpanensauis i TpyOka IpucTporo MOBMHHI Binnosinatu | Biqnosigae | Binmosimae
TpyOKa IPUCTPOIO | BUMOTaM BUMOTaM
PerynsaTop motoky | Perynsitop moToKy MOBHHEH BiAIOBiAaTH BUMOTaM Bignosimae | Bixmoimae
BUMOTaM
[IBunkicth moToky | [loBHHEH BiIMOBIAATH BUMOTaM Binnosinae | Bigmosinae
1H €KIIITHOTO BUMOI'aM
PO3UUHY
Micue iH ekuii [ToBuHHO OyTH HE O1IBIIIE BUTOKY, HIXK OJTHA KPATLIS Biagmosinac | Binmosimae
BOJIU BUMOTaM
Brynka Mae BiamoBigaTv BUMOram Biamosinac | Binmosimae
BUMOTaM
Bictps ronku [ToBunHO OyTH roctpum, 0e3 HepiBHOCTEH 1 3ayceHullb | Binnosimae | Biamosinae
BUMOTaM
3’€THaAHHS MIXK [ToBMHHO BUTpHMYBATH HaBaHTaeHHs y 69 H Binnosigae | Bignosinae
KaHIOJICIO Ta BUMOTaM
TPYOKOIO TOJIKU
Cuna npoxoiy He 6inpme ik 1.15 H Binnosigae | Bignosinae
BICTpSI TOJIKH BHMOTaM
[Mapamerpu ronxu | Jomxwuna: 35.5-39.5mmMm, 3oBHimHI#i niametp: 1.27-1.29 | Biamosigae | Bignosimae
MM BUMOTaM
T'onka Mae OyTH 4HCTOIO Ta II1aJICHHKOIO Biamosimac | Binmosimae
BUMOTaM
3’enqHanasg Mae Oyt piBHUM, O€3 TPOTHUHIB Biamosinae | Binmosimae
pO3’€MOM TOJIKH Ta BUMOTaM
TUTACTHKOBOO
TPyOKOIO
3axucHun Mae BiamoBigaTv BUMOTam Biamosigac | Binmosimae
KOBIAYOK BUMOTaM




BucnoBok:

Hageneni Buie pe3yibpTatu BianosigaroTs Bumoram crangaptis EN ISO 8536-4:2013 ta BiamoBigHO
KBaJTi(piKOBaHi.
Hexnaparis Ne23-04/2017-IGAR Bix 21 uepBus 2019 poky (penakiis 6) mpo BiAMOBIIHICTE BAMOTaM
TexHIYHOTO perfaMeHTy 1010 MeIUYHUX BUpOoOiB. Jlekmapalris CKaJeHa mij MJIKOBUTY BiIMOBIJAIbHICT
TOB «Irapy, 1m0 BiANoOBiga€e 3a BBEIEHHS MEMYHOTO BUPOOY B 0OIr.
Cucrema ynpasiisiHHA skicTio kommanii «[[’AP» Biamosinae Bumoram crangapty JJCTY EN I1SO 13485.

Hupexrop TOB «Irap Buxos B.I'.



