Habip gna BusaBneHHAa [-gumepy

Kamanoe. N°: P04.04.020053-05
Bupob6Huk: Genrui (Kumati)

Bepcis: A/5

OCHOB0I0 _Npu _nposedeHHi _aHAnNizy € opueiHan iHcmpykuii
aHenilicekolo Moeoro, 8kiadeHoi 8 Habip. Homep i dama eepcii
opueiHanay ma nepekiady iHCmpyKuii NO8UHHI cnisnadamu.

Hassa npopgykry
3aranbHa Ha3Ba: Habip ans BusisneHHa O-gumepy (HepenomeTtpin)

Toprosa Ha3Ba: [I-aumep

AHrnincbka Hasa: Habip ana BuasneHHa [-gumepy (HepenomeTpin)

YnakoBka
Cneundikauia 1: 25T/Habip Kart. N2: 32026001
Cneuudikauia 2: 2 x 25T/Habip Kart. N2: 32080001
Cneundikauia 3: 50T/Habip Kart. N2: 32027001
Cneuudikauia 4: 100T/Habip Kart. N2: 32028001
Cneuudikauia 5: 150T/Habip Kart. N2: 32029001
Cneuudikauia 6: 200T/Habip Kart. N2: 32030001

Cneuudikauia 7: 250T/Habip
Cneuudikauin 8: 300T/Habip

Kat.Ne: 32031001
Kat. N2: 32032001

MpusHayeHHA
Llein Habip BMKOPUCTOBYETbCA AJA KiNbKiCHOro BU3HaueHHA BMIcTy [l-numepy y
nnasmi NIanHN.

MpuHUMN TecTy

Mwuwaye MOHOKNOHanbHe aHTWTINO A0 nNoacbkoro [-aumepy [, nos'AasaHe 3
YaCTMHKaMM NaTeKCy, aHTUreH-aHTUTINO BCTyNaE B peakLiio 3 [l-Aumepom y 3pasky
i YTBOpPIOE arnioTMHALi0 Ta NPU3BOAUTL A0 NIABULLEHHA NOMYTHIHHA. BmicT [-
OVMepy Yy 3pa3Ky MOXKHa OOUMCAUTW LUNAXOM BUABNEHHA 3MiHW peakuii Ha
KOHKPETHUX [OBXMHAX XBWIb Ta NOCUIaHHA Ha 6araToTOUKoBY KanibpysanbHy
KpuByY. PeareHTu nonepefHbo BifKanibpoBaHi, KOXHa KOHKpeTHa KanibpyBanbHa
KpVBa 3anucaHa B MarHiTHa KapTKy, i 419 KOXXHOro Habopy AnA BUABNEHHSA €
OKpema MarHiTHa KapTka.

OCHOBHUIA CKNnapg

1. Po3umH 6ydepy: pocdatHuin 6ydep 20 mmonb/n, xnopug Hatpito 15.8
r/n

2. AHtucmposatka: ¢ochatHuii 6ydep 20 MMONb/N, MULLIAYe aHTU-
niofiCbKe [-AVIMeP MOHOK/IOHaJIbHe aHTWTINO NOB'A3aHe 3 YaCTUHKaMK
natekcy 1.2r/n

3. MarHiTHa KapTka: nonisiHinxnopug, (MBX) nnactmk

4. 3miwyBau: Hepxasitoua cTasnb.

Heo6xipHi akcecyapwm, AKi He nocTavaloTbcA
1. MineTtka
2. HakoHeuHuKM gns ninetkn
3. MMpobipka ans peakuin

36epiraHHA Ta TepMmiH gii

lepmMeTUYHO 3aKpUTUIA Habip BUABNEHHA MOXHa 36epiraTu nNpu Temnepatypi 2-
8°C npotarom 12 micauis. He 3amopoxysatu. icna BigKpuTTA, peareHT, WO
36epiraloTbcaA Npy Temnepatypi 2-8 ° C, € cTabinbHUMK NpoTarom 30 AHiB.

Mpunagwm, 3 AKMMYN 3aCTOCOBYIOTbCA

3acTOCOBYETbCA AnNs aHanisatopa cneumdiyHoro npoteiHy PA50 Ta PA54, Ta
MoBHicTio ABTOMaTMuYHOro AHanizatopa CneuudiuHoro MpoTeiHy BUpo6GHMLTBA
komnaHii Genrui Biotech Inc. gns kinbkicHoro Tecty Bmicty [-gumepy y nnasmi
NoJNHN.

Bumoru go 3paskis
1. OnTumanbHUI 3pa3oK - HeremonisoBaHa CBi>ka nnasma.
2. O6pobKa 3pa3kKiB: B3ATU BeHO3HY KpoB (9 06.) i 0,11 monb/n (3,2%)
umTpaty Hatpilo (1 06.), peTesibHO NepemiliaTh i yHUKaTL YTBOPEHHS

6ynbbaLlioK, nicnAa Yoro, LeHTpudyrysatn npotarom 10 XBUAUH npn
3000 06 / xB A1 OTPUMAHHSA MAa3MK.

3. CrabinbHicTb nna3mu: crtabinbHa npoTArom 4 rOAUH 3a YMOBWU
36epiraHHa npy Temnepatypi 15-25 °C, cTabinbHa NpoTArom 24 roanH
3a YMOBW 36epiraHHa npu Temnepatypi 2-8°C, ctabinbHa npoTarom 4
TUXKHIB 3a YMOBW 36epiraHHA npu Temnepatypi -20°C (3amopo3nTun
NpoTArom 4 roanH nicnsa 3abopy).

4.  Po3mopo3nTy nnasmy Ha BopsHiin 6aHi npu 37°C npotarom 10 xs,
06epexHO NnepemilaTi Ta yHMKaT! yTBOPEHHs Bynbballok, i TecTyioTb
[-nvmep NpoTArom 2 rogurH. He 3aMopoXyiiTe 3pa3oK 3HOBY.

5. Y 3pa3sKax 3 UiTKUM iHTepdpepeHTOM NOTPIOHO YCyHYTU iHTepdepeHT i
3pobuTn nepesabip.

MeTtopu TectyBaHb
DoBepiTb Bci peareHTM Ao KimHaTHoOi Temnepatypu (18 - 25°C) nepep
BUKOPWNCTaHHAM.

1. Metoan TecTyBaHb ANA aHanisatopa cneuyudiyHoro nporeiHy

PA50 Ta PA54

1) Nicna 3anycky, npwnaj BigobpaXxa€ OCHOBHWIA iHTepdeic
BMMIpIOBaHHA, BMOpPaTW OOG'€KT TecTyBaHHA Ta TUM 3paska Y
KonoHui enemeHTy ([licnA nipTBepaXeHHA BiH Oyde 3a
3aMOBYYBaHHAM [1A LbOro enemeHTa Ta Tuny BuUGIpKN B
ManbyTHbOMY.).

2) HatucHitb «JIOT» y KonoHui Homep naprTii, wWo6 yBiiTK B
iHTepdelc npoBefeHHA KapTu. MoknafiTb BiANOBIAHY MarHiTHY
KapTy Ha 06nacTb MarHiTHOI iHAYKLi, Konu nponyHae 3ByK "ni", T
Le 6yae 03HauaTy, Lo MarHiTHa KapTa 6yna ycnilwHo npoBeseHa,
a iHTepdelic MoBepHYBCAs OO OCHOBHOro iHTepdelicy
BMMipioBaHHA. [na Ti€l X napTii peareHTiB He MOTPIGHO
NPOBOAWTYN KapTy 3HOBY.

3)  IHTepdeiic npunagy 3anuTae "BHecitb KioBeTy!"

4)  BMAMITb OAHY KIOBETY, NOCTaBTe B HET OAHMH 3MillyBay, a MOTiM 33
Joromoroio nineTkn TouyHo pogante 300 mkn 6GydepHoro
PO3UMHY, a NOTiM AofalTe 6 MK 3pa3kKa.

5) MMoknapiTb KioBeTy B TeCTOBWUI KaHan, Mpwunaj aBTOMaTUYHO
nepemillae oanH pas.

6) IHcTpymeHT 3anuTae "byab nacka, gofante aHTUCUMPOBATKY", a
noTiM 3a [JONOMOr o0 MiNeTKM TOYHO AofAalNTe NPOTAroM 5 CeKyHf,
100 MKN aHTUCMPOBATKN.

7) HeraiHO HaTWCHITbL KHOMKY 3anycky BiAMOBIAHOIO KaHany,
iHCTPyMeHT 6yfie aBTOMaTUUYHO nepemiyBaTu. [licna 3akiHueHHA
TeCcTyBaHHA, Mpuiaj aBTOMATUYHO BifoOPasuUTb Ta HafApYKYe
pesynbTat TecTy.

8)  MicnAa 3aKkiHYeHHA TeCTyBaHHA, BUNMITb KIOBETY, Npunag 3anvtae
«BHeciTb KloBeTy» MPOBefiTb HACTYNHUIA TeCT.

2. MeTtogu BUABNEHHA MNOBHICTIO aBTOMAaTUYHOrO aHanisatopa
cneyudivHoro nporeiny (PA120, PA200)

1) YBinpitb 'y nporpamHe 3abe3neueHHa K  nosHicTio
aBTOMaTMYHOro aHanisatopa crneumdiyHoro npoteiHy PA120,
PA200, noknagite MarHiTHy KapTy Ha 0651acTb MarHiTHOI iHAYKLUii,
npunag noBigoM1Tb, WO KapTa YCNilWHO nepeBeaeHa Ana Tiei X
napTii peareHTiB, NOTPIOHO NMLLIE MPOBECTU OAMH Pa3 KapTKOIO.

2)  YBilgiTb B OCHOBHUI iHTepdelic BUMipIOBaHHS, NofanTte 3anaBKy
Ha TeCcTyBaHHA BifMOBIAHO A0 efeMeHTIB Ta TuniB BUBIPKY, WO
nignAraoTb TeCTyBaHHIO.

3) TocTaBTe TECTOBMI 3Pa30OK Ha MicLe, NOTIM NocTaBTe BiAMOBIAHI
peareHTU y BKa3aHi MicLA Ta PO3MOYHITb TeCTyBaHHA, Npunag
aBTOMaTMYHO NOYHe acnipyBaTy BCi TECTOBI 3pa3Kku Ta 3aBepLUNTb
npouec BUMiptoBaHHA. [licnA 3aBeplueHHA TecTyBaHHA, BUW
MOXeTe MepernaHyTn pe3ybTaTi BUMiploBaHb Ta PO3ApyKyBaTu
iX.

4)  [eTanbHuii onuc metoay poboTW Mpunagy AMB. y MOCIGHUKY
PA120, PA200.

PedepeHTHe 3HauYeHHA
PedepeHTHMIn gianasoH: 0-5.0 mr/n

MoscHeHHA pe3ynbTaTiB TeCTy

BusHaueHHA [-aumepy € XOpPOLWMUM MOKa3HWKOM ANA AiarHOCTUKM aKTUBHOrO
bibprHONI3Y i Ma€ 3HauYHe AiarHOCTUYHe 3HAUeHHA A Pi3HMX 3aXBOPOBaHb Ha
TPOM603, TaKMX fK [UCEMIHOBaHe BHYTPILUHbOCYAUHHe 3cigaHHA ([B3),
LiepebpoBacKyApHi 3aXBOPIOBaHHS, rocTpui iHpapKT miokapga (FM) Towo. Tect
Ha [-AvMep, TaKoX, MOXe pO3rAAaTUCA AK TMOKasHWK AnA  JiKyBaHHA
TPOMOGORITUYHUMYM NpenapaTamu.



MeTog 06UMCNeHHA: BCTaHOBNEHHA CTaHAAPTHOI 6araToTOYKOBOI KanibpyBanbHOT
KPUBOI LWIAXOM BiAMNOBIAHOI MaTemMaTyHOI Mofeni (HeniHinHa), Hanpuknag Logit
/ Log. 3HauyeHHA KOHLIeHTpaLlii 3pa3ka OTPYMYIOTb 3a AOMOMOTOO KanibpyBasnbHoOT
KPWBOI.

Konwu pesynbTat Tecty € nigo3pinvm, NoTpibHO NOBTOPHO NepeBipuTy, 3po6UTH
nepe3abip Ta MOBTOPHO NPOTECTyBaTh Yepe3 1 ~ 2 TUXKHI abo nepenTy Ha iHLWi
METOAMKMN TECTYBaHHS.

Kani6pyBaHHsa Ta KA
1. KanibpyBaHHA
BuikopucToByiiTe  BignoBigHUIA  KanibpaTop (peKoMeHLOBaHOI MapKu
SIEMENS a6o0 iHLIOi 3aTBepaKeHoi MapKu), i nepioA KanibpyBaHHA CTaHOBUTb
30 pHiB. MoBTOpHe KanibpyBaHHA HeobXigHE NPV 3amiHi HOBOTO HOMepY
naprii peareHTiB.
2. KA
PekomeHayeTbca BMKOpucToByBaTh KA 3 HOpManbHUMK Ta NaToNoriyHNMM
3HaYeHHAMY, WO6 3PO6UTY BHYTPILLHIN KOHTPOMb AKOCTi, TECTOBE 3HAUEHHSA
KOHTPOJII0 MOBUHHO BYTU y BU3HAUYEHMX MeXaXx, AKLLO 3HAUEHHSA BUXOAMUTb
3a MeXi KOHTPOJIo, NabopaTopis MOBUHHA BXMUTU BifNOBIAHUX KOPUTYIOUMX
3axopis.
3. Po3uunH KAl (Heo60B'A3KOBO)
3.1 Hassa npopykry: [I-aumep KA
3.2 Cneuwndikauis ynakoBku
0.2 mn/6aHkKy.
3.3 MNpusHaueHHa
lMpr3HaueHnn pnAa  [iarHOCTUKM
[iarHOCTUYHWMX aHani3iB.
3.4 OcHOBHWIA cCKNap: aHTureH 1-numepy
3.5 36epiraHHA Ta TepMiH NPUAATHOCTI
KA mokHa 36epiratn npoTtarom 12 micauis npu Temnepatypi 2-8°C. MNicns
BiLKpUTTS, CTabinbHMiA npoTtarom 30 AHIB Npu Temnepatypi 2~8°C.
3.6 MerTa Ta OOMEXEHHS
LOnBUTNCA Ha eTUKeTL,.
3.7 TectoBuii meToq
Mpouenypa TecTyBaHHA Taka X, fIK i TECTOBOro 3paska, AUBUTUCA BULLE
BKa3aHWI MeTOA TeCTYBaHHA.

in vitro, AnA KoOHTpono AKOCTI

O6mexKeHHA ANA pe3ynbTaTiB TeCTyBaHHA

[liarHocTrKa Ta likyBaHHA He MOXYTb 3anexaTu nvLLe Bif pe3ynbTaTy Liboro TecTy,
OAHOYACHO BPaXOBYWTE KAiHIYHY iCTOPil0 Ta iHWI pe3ynbTaTn NabopaTopHUX
pocnigkeHb. [ponoHyeTbcs, Wo6 KoxHa nabopaTtopia OyayBana BRacHWN
pedepeHTHWI iana3oH Ha OCHOBI BNACHOI FPYNU NaLieHTIB.

AKWoO pe3ynbTaT TeCTyBaHHSA 3pa3ka BUXOAWTb 3a MeXi NiHIHOCTI, Byab nacka,
BMKOPWCTOBYITe ANCTUIbOBaHY BOfy, AS1A PO3BEAEHHA 3pa3ka 3 iHTerpanbHUMM
KpaTHUMU i MOBTOPHO MpoTecTyBaTW. Pe3ynbTaT NOTPIOHO MOMHOXUTU Ha
pe3ynbTaT po3BefeHHs.

MokasHMKN NPOAYKTMBHOCTI NPOAYKTY
1. Yymnusictb aHanisy: <0.1 mr/n
2. [iana3oH niHinHocTi: 0 — 20 Mr/n, NoKa3HUK BU3HAYeHHSA: r>0.990
3. TouHicTb BUMipIOBaHHA:
MoBToptoBaHicTb: KB<5%, BiJHOCHe BiOXWNEHHA BUABNEHHSA Habopy Mix
naptiamu (R) < 5%.
4.  MoxubkKa: yxun% < + 10%
5. CneuudiuHicTb:
Mpw popasaHHi BinbHOro 6inipy6iHy < 18,4 Mr/an, remornobiHy < 460 mr / an,
peBmaToifHUX PpakTopis < 500 MO/mn, yxun pesynbTaTy Tecty % < + 10%

3acTepeKeHHsA

- BrkopucToByBaTV TiNbKM ANA AiarHOCTUKK in Vitro, AMBUTUCA NOCIOHNK
3 eKkcnnyarauii.

- He BuKOpuCTOBYBaTM peareHTV, B AKWX 3aKiHUMBCA TepMiH
npupatHocTi. [Jobpe NOTPYycMTM peareHT aHTUCMPOBATKM nNepen
BVKOPWCTaHHSAM.

- He BUKOPWCTOBYIiTE Pa3oM peareHTn Pi3HMX NapTii.

- PeareHT MiCTUTb MaTepianum AK Bif NIOAWHW, Tak i Bif TBapwH,
nabopaTopHi npoueaypy NOBUHHI CyBOPO BUKOHYBATUCh.
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Bupo6Huk
Genrui Biotech Inc.
Agnpeca: 4-10F, Building 3, Geya Technology Park, Guangming District,

518106, Shenzhen, China

Web: www.genrui-bio.com

Homep po3Bony Ha BUPOGHULTBO MeAUYHMX NPUCTPOIB

l'yanayH YINM ([lepaBHe ynpaBniHHA NPOAOBOIbCTBA Ta MeAVKaMeHTiB) Hafano
n03Bin N2200041046 Ha BUPOBHULTBO MeANYHUX MPUCTPOIB.

PeecTpauia npoAyKTiB MeANYHOro o6nagHaHHA
Homep ceptudikary
l'yanayH SFDA 2014.2400443 (3aTBepAXeHo)

CraHgapTHUN KOA NPOAYKTY
YZB/Guangdong ---0603-2014

3aTBepAKeHa Ta nepernaHyTa gata iHCTPYKUii

3aTBepaxkeHa gata: 23 notoro 2018 poky
MNepernanyta pata: 8 XoBTHA 2018 poky


http://www.genrui-bio.com/

lapaHTin Ta TexHiuHa nigTpuMKa

AIKIWO NOBTOPIOETbCA MOBIAOMNEHHS HefilicHe abo BaM MOTPiIOHA TexHiuHa
niATPUMKa, 3BEPHITbCA o LieHTpy 06CnyroByBaHH=A Ta NiATPUMKIN KOPUCTYBaviB
Genrui.

oIAMEB )

YMOBHOBAXEHUW NPEACTABHUK

TOB «[JIAMEB»
syn.YopHosona, 97
M. lsaHo-®parkiscek, 76005
men.: +38(0342) 775 122
¢hakc: +38(0342) 775 123
e-mail:info@diameb.ua

www.diameb.com

© MNepeknap Ha ykpaiHcbKy moBy TOB «IIAMEB»


mailto:info@diameb.ua

