Ha6ip gna BusaBneHHA ninokaniHy (NGAL)
(Hedpenomertpis)

Kamanoe. N°: P04.04.020250-03
Bupob6Huk: Genrui (Kumatii)

Bepcisa: A/3

OCHOB0I0 _Npu__nposedeHHi _aHAnNizy € opueiHan iHcmpykuii
aHenilicekolo Moeoto, 8kiadeHoi 8 Habip. Homep i dama eepcii
opueiHanay ma nepexiady iHCmpyKuii No8UHHI cnisnadamu.

Hassa npopgykry
3aranbHa Ha3Ba: Habip ans BusBneHHs ninokaniHy (NGAL) (HedenomeTpin)

ToproBa Ha3Ba: NGAL

AHrnificbka Ha3sa: Habip ans BuasneHHs ninokaniHy (NGAL) (Hedenomertpis)

YnakoBKa
Cneundikauia 1: 25T/Habip Kart. N2: 32026054
Cneuundikauia 2: 2 x 25T/Habip Kart. N2: 32080054
Cneuudikauia 3: 50T/Habip KaT. N2: 32027054
Cneuudikauin 4: 100T/Habip KaT. N2: 32028054
Cneuudikauia 5: 150T/Habip KaT. N2: 32029054
Cneuudikauin 6: 200T/Habip Kat. N2: 32030054

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

Kat.Ne: 32031054
Kat. N2: 32032054

MpusHayeHHA
[inA KinbKicHOro in vitro BU3HaueHHA BMiCTy NiNoKaniHy y nnasmi NioguHK.
KniHiYHO BMKOPWCTOBYETLCA ANs AiarHOCTUKM HUPKOBOT ANCOYHKLIT.

MpuHUMN TecTy

AKWo ninoKaniH y 3pasKky 3yCcTpivaeTbca 3 BiAMNOBIAHUM aHTUTINOM Yy pifKin ¢asi,
YTBOPUTLCA KOMMIEKC aHTUMEH - aHTUTINO, AKWUI MA€E NEBHMUIA PiBEHb NOMYTHIHHSA.
PiBeHb MOMYTHIHHA NPONOPUINHWUI KiNbKOCTI aHTUreHy, NPUCYTHBbOrO Yy 3paskKy.
BmicT ninokaniHy mMoXHa 0OOUMCAUTU LWNAXOM BM3HAYEHHA 3MiHM peakLuii Ha
KOHKPETHUX AOBXKMHAX XBWU/b | MOCUNAUNCh Ha B6araToToOuKoBy KanibpysanbHy

KpuBY.

OCHOBHUI CKNnapg

1. Po3umH 6ydepy: pocdaTHuin 6ydep 20 mmonb/n, xnopug Hatpito 15.8
r/n, PEG6000 4%, NaN3 0.095%;

2. AHTUCUpOBATKa: aHTWTINA NaTEeKCHUX YaCTUHOK A0  JIIOACbKOro
ninokaniny.

3. TpopyKT KOHTpOMO AKOCTI (HEOOOB'A3KOBO): PO3YWH, WO MICTUTb
ninokaniH. leTanbHi Npo LinboBe 3HauYeHHA AVB. Ha eTUKETL i 6aHKN.

4, MarHitTHa KapTka: 3aBaHTaxTe iHdopmauilo wWono  Kpueoi
KanibpyBaHHs L€l napTii.

5. 3miwyBau: HepaBitoya cTanb.

Heo6xiaHi akcecyapu, AKi He nocTavaloTbcA
1. Ninetka
2. HakoHe4HuVKM gns ninetkn
3. lMpobipka gna peakuiin

36epiraHHs Ta TepmiH gii

lepmeTnYHO 3aKpUTUIN Habip ANA BUABNEHHA MOXHA 36epiraTi npu TemnepaTtypi
2-8°C npotarom 12 micauis. He 3amopoxysatu. Micna BigkpuTTA, peareHTy, Wo
36epiratoTbca npu Temnepatypi 2-8 ° C, € cTabinbHUMn npotarom 30 AHiB.
KoHKpeTHy aaTy BUpO6GHULITBa ANBUTUCA Ha €TUKETL,.

Mpunagn, AnA AKNX 3aCTOCOBYETbCA

3acToCOBYETbCA ANA aHanizaTopa cneuymdiuHoro npoteiHy PA50 Ta PA54 Ta
MOBHICTI0-aBTOMATMYHOrO aHanizatopa cneundiyHoro npoteiHy PA120 Ta PA200
BMpPOOHMLUTBA KoMNaHii Genrui Biotech Inc.

Bumornu po 3paskis
Ceixa nogcbka nnasma. KpoB cnif CBOEYACHO BiAOKPEMUTH, LWOO YHUKHYTU
remonisy i TecTyBaTu B TOMN Xe feHb.

MeToau TecTyBaHb
[oBepitb BCi peareHTM A0 KiMHaTHOiI Temnepatypmu (18 - 25°C) nepep
BUKOPUCTAHHAM.

1. MeToan TecTyBaHb ANA aHanisatopa cneundiyHOro nporteiHy

PA50 ta PA54

1) Micna 3anycky, npwunap BiZOOpaa€ OCHOBHWIN iHTepdelic
BMMIpIOBaHHA, BMOPATU OG'€KT TeCTyBaHHA Ta TWN 3paska Yy
KonoHui enemeHty (Micna nigTBepAKeHHA BiH Oyge 3a
3aMOBYYBaHHAM [/ LUbOrO efieMeHTa Ta Tuny 3pas3ka B
ManbyTHbOMY.).

2) HatucHitb «J10T» y KoOnMoHUi Homep MapTii, Wo6 yBiATM B
iHTepdelic npoBefeHHA KapTu. MoknafiTb BiANOBIAHY MarHiTHY
KapTy Ha 06nacTb MarHiTHOI iHAYKLUil, KONn NponyHae 3ByK "ni", To
Lie 6yae 03HauaTK, WO MarHiTHa kapTa 6yna ycnilwHo npoBefeHa,
a iHTepdelic noOBepHYBCA A0 OCHOBHOro  iHTepdeiicy
BUMiptoBaHHA. [na Ti€l X napTii peareHTiB He MOTPIGHO
NPOBOAMNTMN KapTy 3HOBY.

3)  InTepdelic npunagy 3anutae "BHecitb kioBeTy!"

4)  Bunmitb OAHY KIOBETY, MOCTaBTe B HET OAHMWH 3MilLyBaY, a NOTiM 3a
Jornomorolo nineTku TouyHo pogjante 400 mkn 6GydepHoro
pO34uHy, a NoTim goganTe 10 MK 3paska.

5) ToknapiTb KioBeTy B TeCTOBWUI KaHan, npunag aBTOMaTUYHO
nepemilae oauH pas.

6) IHcTpymeHT 3anuTta€e "byab nacka, fopanTe aHTMCMPOBATKY", a
noTiMm 3a [OOMoMOrok nineTkM TouyHo popjanTte 100 mKn
AHTUCUPOBATKMU.

7) HerailHO HaTUCHITbL KHOMKY 3anycky BiAMOBIAHOIO KaHany,
iHCTPyMeHT 6yfie aBTOMaTUUYHO nepemiyBaTu. [licna 3akiHueHHA
TecTyBaHHA, NpwWiag aBTOMATMYHO BifOOPas3NTb Ta HaAPYKYeE
pe3ynbTat TecTy.

8)  [icnA 3akiHYeHHA TeCTyBaHHA, BUAMITb KIOBETY, Mpunaj 3anutae
«BHeciTb KioBeTy» MPOBeAiTb HACTYNHUIA TeCT.

2. MeTtogmn BuABNEHHA MNOBHICTIO aBTOMaTUYHOrO aHanisatopa
cneuudiuHoro nporeiny (PA120, PA200)

1) YBinpitb 'y nporpamHe 3abe3sneueHHa [IK  nosHicTio
aBTOMaTMYHOro aHanisatopa cneumdiyHoro npoteiHy PA120,
PA200, noknafiTb MarHiTHy KapTy Ha 06nacTb MarHiTHOI iHAYKLi,
npunag NoBiAoM1Tb, WO KapTa YCMilWHO NepeBeaeHa AnA Tiel X
napTii peareHTiB, NOTPIGHO NINLIE MPOBECTU OAUH Pa3 KapTKOI.

2)  YBiV@iTb B OCHOBHUI iHTepdelc BUMipIOBaHHA, NofanTe 3asaBKy
Ha TecTyBaHHA BiAMOBIAHO JO enemeHTIB Ta TWUMYy 3pa3Ky, Lo
nignAraoTb TeCTyBaHHIO.

3) TocTaBTe TECTOBMI 3pa30K Ha MicLe, NOTIM NocTaBTe BiAMOBigHI
peareHTN y BKasaHi MicUA Ta PO3MOYHiTb TeCTyBaHHA, npunag
aBTOMAaTMYHO MOYHe acnipyBaTy BCi TECTOBI 3pa3Ky Ta 3aBepLUnTb
npouec BuMiptoBaHHA. [licna 3aBeplleHHA TecTyBaHHA, BWU
MOXeTe MepernaHyTn pe3ynbTaTi BUMipioBaHb Ta PO34pyKyBaTu
iX.

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

PedepeHTHe 3HaUYEHHA

PedepeHTHMIN fliana3oH: 37-180 Hr/mn

PekomeHpyeTbca, 106 KoXHa nabopaTopid BCTaHOBMOBana CBill BRacHWUi
niana3oH 3HayeHb.

MosAcHeHHA pe3ynbTaTiB TecTy

Mpn BUKOPUCTaHHI B AiarHOCTULI Ta NiKyBaHHI, KOMNIEKCHe CyAXeHHA MOBUHHO
NoeHyBaTUCA 3 iCTOpi€l0 XBOPOOW, CYMMTOMamMK Ta iHWKWMU pe3ynbTaTamu
nauieHTa.

Kani6pyBaHHsa Ta KA
1. KanibpyBaHHsa
PekomMeHay€eTbCA BUKOPUCTOBYBATU MiXKHApPOAHO BU3HaHWIA KanibpaTop.
Mepion KanibpysaHHA cTaHOBUTb 30 pAHiB. [MOBTOpHe KanibpyBaHHA
HeobXxiaHe Npw 3amiHi HOMepy NapTii peareHTiB.
2. KA
PekomeHpayeTbca BUKopuctosyBath KA 3 HopmanbHMM Ta NATONOMYHUMMN
3HaYEHHAMMY, 06 3pOBUTH BHYTPILLHI KOHTPOb AKOCTi, TECTOBE 3HaUYeHHs
KOHTPOJSII0 MOBUHHO 6YTW Y BU3HAUYEHMX MeXaX, AKLLO 3HAaUEHHA BUXOAUTb



3a MeXi KOHTpoJio, nabopaTopis NOBUHHA BXUTU BiAMOBILHVX KOPUTYIOUMX
3axopis.

3.  Po3suuH KA (Heo60B'sA3K0BO)
3.1 Ha3ea npoaykrty: JlinokaniH KA
3.2 Cneuudikauia ynakoBku

0.2 mn/6aHKy.

3.3 Mpwr3HaueHHA

MpusHayeHnn pna  fdiarHOCTUKK
OiarHOCTUYHKMX aHani3iB.

3.4 OcCHOBHWIA CKNaf: aHTUreH Ninokaniny

3.5 36epiraHHA Ta TepPMiH NPULATHOCTI

KA moxxHa 36epiratn npotarom 12 micauiB npu Temnepatypi 2-8°C. MNicna
BigKpWTTSA, cTabinbHMin npoTarom 30 gHiB Npu Temnepartypi 2~8°C.

3.6 Merta Ta 06MeXeEHHA

OunBuTNCA Ha eTUKeTU,.

3.7 TectoBun meton

Mpouepypa TecTyBaHHA Taka X, AK i TeCTOBOro 3paska, AUBUTUCA BULLe
BKa3aHW MeTO[ TECTYBaHHS.

in vitro, AnA KOHTpon  AKOCTI

O6MeKeHHA anA pe3ynbTaTiB TeCTyBaHHA

[iarHocTuka Ta nikyBaHHA He MOXYTb 3anexaT NiiLie Bifi Lboro pesynbraTy TecTy,
TOMYy CRnif BOAHOYAC BPAxXOBYBaTW KAiHIYHY ICTOpilO Ta iHWI pe3ynbTatu
nabopaTopHVX AOCTIAKEHD.

AKWO pe3ynbTaT TecTyBaHHA 3pa3ka BUXOAWTb 3a MeXi NiHiHOCTI, 6yab nacka,
BUKOPUCTOBYWTE ANCTUNBOBaHY BOAY, W06 Po36aBUTW 3pa3oK iHTerpanbHUMm
KPaTHUMMU i NOBTOPHO NpoTecTyiTe. Pe3ynbTaT NoTPiGHO MOMHOXUTY Ha KiNbKiCTb
po3BefeHHs.

Binipy6iH < 30 mr/pn; ackopbiHoBa kucnota < 20 mr/an; Tpurniuepuan <10 mmonb
/N, Ui 3HaYEHHA He BM/IMBAIOTb Ha BU3HAYEHHA.

MoKa3sHNKN NPOAYKTUBHOCTi NPOAYKTY
1. Mexa BuABNeHHs: 50 Hr/mn
2. [iana3oH niHiiHocTi: 50 — 5000 Hr/mn, iHANKaTOP BU3HaYeHHs: r 20.990
3. TouHicTb BUMipIOBaHHA:
MoBToptoBaHicTb: KB< 6%, BifHOCHE BiAXWIEHHA BUABJIEHHA Habopy Mix
naptiamu (R) < 10%.
4. MoxubkKa: yxun% < + 10%

3acTepeeHHsA
- BrikopucToByBaTV TinbKu AN1s AiarHOCTUKY in Vitro, AMBUTUCA NOCIOHNK
3 eKkcnnyartauii.

- He BMKOpWCTOBYBaTU peareHTW, B AKUX 3aKiHUMBCA TepMiH
npuaatHocTi. [Jobpe MOTPYyCcMTW peareHT aHTUCMPOBATKWM nNepen
BUKOPUCTaHHAM.

- He BUKOpPWCTOBYITE pa3oM peareHTU Pi3HWX NapTin.

- AKIWO peareHT BUNAaAKOBO NOTPaNMB Ha TiNo NMIOAUHY, HaNpyKnag Ha
LWKipY, o4i Ta iH. NPOMUTY HeraHO BOAOIO, AKLO 3'iNK, TO NOTPi6HO
3BEPHYTNCA A0 NikapsA.

YMOBHi No3HaueHHsA

MapKyBaHHA 3HauyeHHA
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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 MeANYHMX NPUCTPOIB

l'yanayH YINM ([lepaBHe ynpaBniHHA NPOAOBOIbCTBA Ta MeAVKaMeHTiB) Hafano
[03Bin N°200041046 Ha BUPOOHMLITBO MeAUYHMX NPUCTPOIB.

3aTBepA)KeHa Ta nepernaHyTa gata iHCTPyKUil

3aTBeppkeHa faTa: 9 TpaBHA 2017 poky
MNepernanyta pata: 8 XoBTHA 2018 poky

FapaHTia Ta TexHiuHa nigTpuMkKa

AIKIWO MOBTOPIOETbCS MOBIAOMMIEHHA HefilicHe abo Bam MOTPiGHa TexHiuHa
niATPYMKa, 3BepHITbCA Ao LleHTpy obcnyroByBaHHsA Ta NiATPUMKU KOPUCTYBadiB
Genrui.
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