'enoTexHonorna

~
N

NMHCTPYKIIMA

10 IPUMEHCHHIO Ha0opa peareHTOB JUIS BBISBIICHHSI KCIIPECCUU XMMEPHOT'O0 OHKOT'€Ha YeI0BEKa
BCR-ABL tuna ela2 p190 merogom nomumepasHoit rientoi peakuuu (OT-ITLP) (OHKOCKPHH 1-2)

HA3HAYEHUE

Hab6op pearentoB OHKOCKPUH 1-2 npeanasHaueH A BBISBICHHS SKCIPECCHH XMUMEPHOTO
onkorena yenoBeka BCR-ABL tuma ela2 pl190 (m-ber) meromom ITIP ¢ umonb3oBanueM mpaimMepos,
KOMITJIMMEHTapHBIX o0yacTi ciusiHus ber m abl mocnenoBarensHoCTell B coctaBe xumepHoir MPHK
BCR-ABL. Tect-cuctema mo3Boisier ompenensth skcrpeccuto BCR-ABL Ttuma pl90 B oOpasmax
kommuiementapuoit JJHK (x/IHK). O6pasusr k/IHK npeaBaputensHO momydaroT U3 nepuQepudecKoi
KPOBH HJIH KOCTHOTO MO3ra OOJBHBIX Ph'-MO3MTUBHBIMU OCTPHIMH JICHKO3aMH C IOMOIIBIO BBIICICHUS
totasibHol PHK u monmydenus x/IHK cnoco6om oOpaTHOW TpaHCKpUTIUKU. PeakTHUBBI 71 BBIJCICHUS
totasibHo PHK m momydenuss k/JIHK B cocras mabopa OHKOCKPHUH 1-2 He BXonsaT. BeisBieHue
JKCIIpecCuu XuMepHoro oHkoreHa uenoBeka BCR-ABL tuma pl90 wmoker mnpuMEHSTBCS IS
g epeHnanbHON THarHOCTUKNA, MOHUTOPUHTAa MUHUMAJIBHONH OCTATOYHOH OO0JIE3HH, OLIEHKH OTBETA
Ha Tepanuio.

Habop mpenHasHa4yeH TOJBKO Uil mpuMeHeHus IN Vitro. OOnacTh mprMEHEHWs — TeHETHKa,
KIIMHU4YecKas T1abopaTopHas AMarHOCTHKA.

Ha6op paccuntan Ha npoBenenue 375 peakumid [TIP nns anammza 100 o6pasnor k/IHK, npod
MTOJIOKUTEIBHOT'O KOHTPOJIS M OTpUIIaTelIbHOr0 KoHTpoJist Ha Hannurne MPHK BCR-ABL tumna ela2 pl190.

COCTAB HABOPA
B cocraB Habopa OHKOCKPHH 1-2 Bxonut 15 npo6upok pa3inyHoro odobema, CofepKariyux roToBble K
IIPUMEH EHUIO PEareHThI

Komnonent Tun gacoBku Kon-Bo, | O6bem
IIIT. KOMITOHEHTA,
MKJI

Peaxunonnas cmecs «IIP1 | [InmacTukoBas mpoOHUpka BMECTUMOCTBIO 1 320

BCR-ABL p190 10x» 0,5 M1 ¢ 5)KenTOo# KPBIIIKOH

Peakmmonnas cmech «IILIP2 | [InmactukoBas mpoOupKa BMECTUMOCTBIO 1 320

BCR-ABL p190 10x» 0,5 M1 ¢ KpacHOW KPBIIIKOH

Peaxunonnas cmecy «lILP | [InmactukoBast mpoOHpka BMECTUMOCTBIO 1 320

ABL 10x» 0,5 M1 ¢ 3e1eH0l KPBIIIKOU

JHK-nommepasa [TnacTukoBast mpoOMpPKa BMECTUMOCTBIO 1 80
0,5 M1 ¢ IpO3pavyHON KPBIIKOU

JlenoHn3zoBaHHas BOsa [TnacTukoBast mpoOMpPKa BMECTUMOCTBIO 4 2000
2 MJI C IPO3paYyHON KPBIIIKON

MuHepaibHOE MacIio [MnactukoBast poOUpKa BMECTHMOCTHIO 4 2000
2 M1 ¢ proeToBON KPBIILIKON

[TomoxutenbHbIN KOHTpoJb | [TnactukoBas npodupka BMECTUMOCTbIO 1 100

«BCR-ABL ela2 p190» 0,5 M1 ¢ OpaH)KEBOW KPBINIKOI

[TonmoxutenbHbIN KOHTpoJb | [TnactukoBas npobupka BMECTUMOCTbIO 1 100

«ABL» 0,5 M1 ¢ cHHEN KpBIIIKOM

bypep nana Hanecenuss Ha | [lnactukoBble pOOHPKHU 1 750

anekTpodopes BMECTHUMOCTBIO 2 MIJI C (HOJIETOBOM
KPBILIKON

[Tpobupku ¢ KOMIIOHEHTaMU HabOpa yCTaHOBJICHBI B TIJIACTHKOBBIN MM KapTOHHBINA mTatuB. [lITaTB C
KOMIIOHEHTaMH Habopa MmoMelieH B KapTOHHYI0 KopoOky. KopoOka u WMHCTPYKIUS TO NMPUMEHEHHIO

ITOMEIIECHBI B TE€PMETUYHO 3aKPBIBAOIIUIICS IIPO3PAYHBIN ITAKET U3 MOJUIIPOIUIICHA.
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AHanmuTHYeCKass YyBCTBUTEIHLHOCTh HaOopa coctaBiseT He Oonee 1-3 xommii/min rena BCR-ABL tuna
p190.

AnHanmuTHyeckas crenupuuHOCTh: JlaHHAs TeCT-CUCTEMa BBIIBIISIET B IOJNIOKUTENIbHBIX 00pasiax
BCR-ABL pl190 dparmentst kJIHK, xoTopble HMEIOT CTPOro ONpPEACICHHBIM pa3sMep |
3NIEKTPOPOPETUUECKYIO MMOABIKHOCTh. B oTpuniaTensHbIX o0pa3iax Takue GpparMeHTbl OTCyTCTBYIOT.

OBOPYZIOBAHUE U MATEPUAJIBI:

- [T1IP-60xc;

- [P ammum pukatop;

- MUKpOLEHTpUPYTra/BOpTEKC;

- MPOOUPKHU MIaCTUKOBBIE BMECTUMOCTHIO 0,5 MiI;

- MUTETKU TTOTyaBTOMAaTHYECKHE OTHOKAHAJIbHBIE CO CMEHHBIMH HAKOHEYHHKAMHU C U3MEHIEMbIM
00BéMOM otOopa xuakocteit: 0,5-10 Mk, 5-50 mxit u 20-200 Mk,

- ITaTUBHI 715 TpoOupok 0,5 M «pabodee MecToy;

- OZTHOPA30Bble€ HAKOHEYHHWKH C (UIBTPOM I MOJyaBTOMATHUYECKHUX MHUIIETOK C MapKUPOBKON
“RNAase-free, DNAase-free” oosemom 1-10 mxir; 1-100 mxx; 1-200 Mk,

- cucrema 11 J1eKTpo(OpEeTUIECKOi NeTeKIHH;

- XOJOAWIBHUK (apManeBThueckuii tuna Sanyo MPR-414F wim OpiTOBOM ¢ MOpO3MIBbHOMN
KaMepoi;

- HepuaTKu MEIUIUHCKHUE.

I[THOPANOK PABOTBI

1 cragus (TI1IP1):

. N3Bnaeur Habop w3 xomoawibHUKa, gocraTh mnpobupkum «IIL[P1 BCR-ABL p190 10x»,
«/lenonnzoBanHas Boja», «MwuHEpalbHOE Maciao» W MOJOKHTEIbHBIM KOHTposib «BCR-ABL ela2
p190», u ycTaHOBUTH UX B IITATUB. BhIepxkaTh KOMIIOHEHTHI Habopa NPy KOMHATHON TeMIiiepaType (0T
18°C no 25°C) B Teuenne 15-30 MuHyT (¢ y4€TOM MOTHOTO pa3MopakuBaHus). Bce peareHTs nepen
UCTOJb30BAaHUEM THIATEIBHO TNEpeMellaTh, YyIaIUTh CO CTEHOK MPOOMPOK Kallkd CMecu
HeHTpU(YTUpOBaHUEM NIPH KOMHATHOW Temmeparype B Teuenune 10 cekynn npu 1000 g. U3Bneus u3
xoJonuibHuKa npodbupky «IHK-nommmepasza» u ycraHoBUTh €€ B IITATHUB.

. PaccuntaTh HEOOXOIUMOE KOIUYECTBO MPOOUPOK IS TIOCTAHOBKU PEAKIIUN JUIS OIpelelCHUS
BCR-ABL pl190 c¢ yuerom kimumHMYeckux ob6pasno k/IHK, momoxutrenbHOro u OTpUIATENHHOTO
KOHTpOJIA (enoHn30BaHHas Boja). [I[puroToBUTh U MpoMapKUpOBaTh COOTBETCTBYIOIINE MTPOOUPKH.

J B npobupku 1715t amnim puKanuy BHOCAT 110 2,5 MKJ peakiuoHHoi cmecu «I11P1 BCR-ABL p190
10x», 20,3 mxn agenonuszoBaHHoM Boabsl W 0,2 mkin JIHK-monmumepassl. B kadecTtBe MaTpHIlbl
MCIONIB3YIOT 1o 2 MKJI aHanu3upyemoi k/IHK, mu6o 2 mxm monoxurensHoro «BCR-ABL ela2 p190»
WO OTPUIIATEIBHOTO  KOHTpoJii  (menoHw3oBaHHOW  Bombel). Habop OHKOCKPUH-1-2
MpeyCMaTpUBaeT IOCTAHOBKY OJHOTO TMOJOXHUTEIHBHOTO W OAHOrO OTPUIATEIHHOTO KOHTPOJIS
(meroHM30BaHHOW BOIBI) HA OJMH KIMHHYECKUI oOpasern. Eciu BO3MOKHOCTH HCCICIOBAHUS
JIONyCKAalOT TOCTAHOBKY OJHOIO IIOJIOKUTEIBHOIO M  OJHOTO OTPULIATEIIBHOTO KOHTpPOJEH

(meroHM30BaHHOW BOJBI) Ha OOJBIICE YHUCIO KIMHUYECKUX O0Opa3loB — o0OmIee KOJIUYECTBO
UCCIIEYyEeMbIX KIIMHUYECKHX 00pa3I[0B BO3pACTAET.
° [Monyuyennsie cmecu jis [IIP TmarensHo mepememats. BHectTn B mpoOupku 1mo 15 MK

MUHEpPAJbHOI0 Macja, YJaJIuTh CO CTEHOK HPOOMPOK Kalld CMecH LeHTpu(yrupoBaHHEM IIpu
komHaTHOH Temmepatype (ot 18°C no 25°C) B reuenue 10 cekyna npu 1000 g.

o [Momectuts npobupku B [P ammmdukatop U NnpoBecTH amMITMPUKAIUIO IO CICTYIOUIEH
porpamme:
Temnepatypa Bpewms KonnuecTBo UKIIOB
95 °C 5 MHUH 1
95 °C 20 cek 30




65 °C 20 cex
72 °C 1,5 mun
72 °C 5 MUH 1

s Gonmee moOApOOHOrO OMUCAHUS TPOLEAYPHl IMPOBENEHHUS aHaau3a HEOOXOAMMO HCIOJIb30BaTh
"PykoBocTBO 1m0 AKcIuTyaTanuu" s coorBercrByroiero I[P ammmudukaropa.

2 ctagus (ITIIIP2):

. W3Bneur Habop u3 xojoawibHuKa, noctaTh mnpodupku «I[II[P2 BCR-ABL pl190 10x»,
«/lenonnzoBanHas Boaa», «MHHEpalIbHOE MACIO», M YCTaHOBUTh HMX B IUTaTUB. BblaepxkaTb
KOMITOHEHTHI HaOopa npu komHaTHOW Temmepatype (or 18°C no 25°C) B teuenue 15-30 munyt (c
y4€TOM MOJIHOTO pa3MopaxuBaHus). Bce peareHThl nmepes Crnoab30BaHUEM TIATEIBHO NEpEMEIIaTh,
YAQIUTHh CO CTEHOK MPOOMPOK KAaIUld CMECH IEHTPU(YTrUpOBaHWEM MPH KOMHATHOH TeMIepatype B
teueHue 10 cexkynn mpu 1000 g. M3Bneub u3 xomomuibHuka npobupky «JHK-mommmepaza» u
YCTaHOBUTH €€ B IITATHB.

. [IpuroroBuTH ¥ IPOMAPKUPOBATH MPOOUPKHU /JI TOCTAHOBKU BTOPOU CTAIUH PEAKIINH.

. B ipoGupku 1t amrumukamuy BHOCAT 1mo 2,5 Mkt peaknuonHoi cmecu «IT1[P2 BCR-ABL p190
10x», 20,3 mxn ageunonuszoBaHHoM Boabsl W 0,2 mkin JIHK-monmumepassl. B kadecTBe MaTpHIlbI
HCIOJIB3YIOT 110 2 MKJI PEAaKLIUOHHOW CMECH, ITOIy4eHHOH nociie nposenenus [11P1.

o [Tonyuennsle cmecu s IILP TmartensHo nepememats. BHectn B mpobupku mo 15 Mxn
MUHEpAJbHOr0 Macia, YJaluTh CO CTEHOK MPOOMPOK Kallld CMecH IeHTpUu(yrupoBaHHEM IIpH
koMHatHOH Temnepatype (ot 18°C g0 25°C) B reuenue 10 cexynn mpu 1000 g.

. [Momectuts npobupku B [P amMmimdukaTop M NPOBECTH aMIUTM(PHUKALMIO IO CICAYIOIICH
porpaMMme:
Temneparypa Bpewms KonnuectBo nukiioB

95 °C 5 MHUH 1

95 °C 20 cek

65 °C 20 cek 30

72 °C 1,5 mun

72 °C 5 MuH 1

P «ABL»:

. W3Bneup HabOp u3 XonoawibHUKa, nocTtath npodupku «IIIIP ABL 10x», «/lenoHnsoBaHHas
Bo/a», «MUHeparibHOE Maclio», MOJOKUTEIbHBII KOHTposib «ABL», M yCcTaHOBUTH MX B UITATUB.
BrigepkaTh KOMIIOHEHTHI Habopa npu KomMHaTHOHM Temmepatype (oT 18°C mo 25°C) B Teuenue 15-30
MUHYT (C Y4€TOM IMOJHOTO pa3MopakuBaHus). Bce peareHThl mepea HCMONb30BAHUEM TIIATEIBHO
nepeMeniaTh, yAaJIuTh CO CTEHOK MPOOMPOK KAaIuld CMECHU I[EHTPU(PYTHPOBAHUEM IPU KOMHATHOM
temnepatype B Tedenne 10 cexkyna mnpu 1000 . H3Bneub u3 XONOAWIBHHKA MPOOUPKY
«/JHK-nonmumepasa» 1 yCTaHOBUTD €€ B IITATUB.

. [TpUroToBUTH U MPOMAPKUPOBATH IPOOUPKH AJI TOCTAHOBKU BTOPOM CTAINU PEAKIIUH.

o B npoOupku 11t ammui puKaiuy BHOCAT 10 2,5 MK peakuuonHoi cmecu «I1LP ABL 10x», 20,3
MK JenoHn30BaHHoM Boabl U 0,2 Mk JJHK-monmuMepaspl. B kauecTBe MaTpHIlbl HCIIOIB3YIOT MO 2 MKJI
anamsupyemort kJIHK, nu6o 2 Mk monoxurensHoro «ABL» umum oTpunarenbHOro KOHTPOJIS
(1eMOHU30BAHHOM BOJIBI).

. [Tonyuennsie cmecu mis I[P tmarenbHo mnepememats. BHectn B mpoOupku mo 15 Mk
MUHEpaJbHOr0 Macja, YJaluTh CO CTEHOK HPOOMPOK Kalid cMecH IeHTpu(yrupoBaHHEM IIpH
komHaTHOH Temnepatype (o1 18°C 1o 25°C) B reuenne 10 cekyna npu 1000 g.

. [Momectuts mpodbupku B [P ammmdukatop u mpoBecTH aMIum@UKAUIO 1O CIEAYoIIeH
porpamme:



Temneparypa Bpems KommuecTBo MUKIIOB
95 °C 5 mun 1
95 °C 20 cex
62 °C 20 cex 30
72 °C 1,5 mun
72 °C 5 MuH 1

PETMCTPAIIVA PE3YJIBTATOB

Perucrpanus pe3ynbTaToB MPOU3BOAUTCS MPH MOMOINM 3IEKTPO(OPETHUECKOTO pa3IeIeHUsI
npoayktoB ITLP2 u [P «ABL» B 1,5% arapo3nom rene wi B 6% nonuakpuiaMujgHoMm reie. Jns
npoBeneHus ekTpodopesa 6epyr 10 MK peaknnoHHON cMecH, nmonydeHHoi mocne [THP2 wm TP
«ABL» u cmemmBaroT ¢ 2 Mkia Oydepa mis HaHeceHHs] Ha snekTpodopes. Paznenenune nmpoBogsT 110
MpUOIMKEHUS TI0JIOCH TEMHO-CHUHET0 KpacuTellsd K HIDKHeMY Kparo rens. Tumy skcnpeccun €la2 rena
BCR-ABL cootBerctByer pparment qmmnoi 381 mH. 'eny ABL cooTtBeTcTBYET hparmMeHT nmHoM 374
nH. Bropas nosoca Oosbliero pazmepa, KOTopasi HHOTa MOJIy4aeTcss Ha 3JIEKTpodope3e peakmOHHON
cmecu Ha ABL, sBisietcst pesysibraToM 1L P-ammum pukanyu HesHaunTenpbHoi npumecu renomuoi JJHK
B BbieneHHoM PHK. Ilpu n30biTke reHeTHUECKOro Marepuaia B 00paslie Mojoca HyKHOro (pparMeHTa
MOJKET MOJTYYUTHCS CIUILKOM IIMPOKON WM BOHHOM. B 3TOM ciyuae Heobxoqumo passectu kIHK B
2-2,5 pa3za u/unmm B3sATh 110 1 MKJI MaTpuIlel Ha Kaxkabiid paysa [P u BHoBb nmpoBectu I1L[P-peaknuto.

JlaHHasi TecT-cMCTeMa BBIABIISIET B MOJOXHUTEIbHBIX oOpa3nax BCR-ABL dparmentst JTHK,
KOTOpbIE€ HMEIOT CTPOr0 ONpEIENEHHBI pa3Mep M DJIEKTPO(POpeTHUECKyr0 MOABHKHOCTh. B
OTpUIIATEIBHBIX 00pa3nax Takue (parMeHTh OTCYTCTBYIOT. Bo Bcex oOpasmax HHOTAa MOXKET
Ha0JII0/1aThCsl HE3HAYUTENbHAsg IpUMech (ParMeHTOB APYro 3JeKTpOoPOpPeTHUECKON MOABUKHOCTH.
Takue ¢QparmMeHThl SABIAAIOTCA HECHEUU(PUUECKUMU M JUAarHOCTUYECKOrOo 3HAa4YeHHs He uMmeroT. Mx
MIPUCYTCTBHE OMPEIEIAETC KaueCTBOM 00padoTKH IPOd M 0COOCHHOCTSIMH MPUMEHSIEMbIX B KOHKPETHON
naboparopuu ITIP-ammirdukaropos.

IMTPABMNJIA XPAHEHUA U MCITIOJIb3OBAHU A

TpancnopTupoBaHue AMArHOCTUYECKOrO0 Habopa cieayeT NPOM3BOIUTH BCEMHM BHJAAMU KPBITOTO
Tpa"cnopra nipu Temneparype munyc 20°C He 6osee 2-X CYyTOK.

[TpeanpusiTHe-U3roTOBUTENb TapaHTUPYET COOTBETCTBHE Habopa TpeboBanwsiM TY mpu coOioaeHun
YCJIOBHMM TPAaHCIIOPTUPOBAHUS, XPAHCHUSI U IPUMEHEHHUS, YCTAaHOBJICHHBIX TY.

Cpok romgaoctn Habopa - 12 MecsneB co JOHSA TpHEMKH Habopa OTAEIOM KOHTPOJS KayecTBa
MPEI PUSTUSI-U3TOTOBUTEJIS.

Kommnekr  peaktuBoB  gns npoBeneHuss I[P gomkeH  XpaHUTbCs B YIAKOBKE
NPEANPUATUS-U3TOTOBUTEIISA, B MOPO3UJIbHUKE Tpu Temmepatype oT muHyc 18°C nmo munyc 22°C B
TEUYEHHE BCEro CPOKa IKCIIyaTal[ui TECT-CUCTEMBI.

[TonoxuTenbHbIE KOHTPOIM JKENATENbHO XpPaHUTh Ipu Temnepatype MuHyc 70°C, oTHenpHO OT
OCTaJIbHBIX KOMIIOHEHTOB Ha0opa, HOBTOPHO 3aMOpaKMBaTh/pa3MoOpa’kuBaTb He Oojee 3 pa3s,
Pa3MOpOKEHHBIE aJTMKBOTHI PEKOMEHyeTcs XpaHuTh pu 4°C (MakCUMaIbHBINA CPOK 3 HEIENn).
MunepanbHoe Macio U Oydep A HaHECEHHs Ha 3JEKTPodope3 MOTYT XPaHHUThCS MPU KOMHATHOU
TeMIeparype.

KomnoneHnTsl Habopa pekoMeH1yeTCsl 3aMOpaKuBaTh/pasMopaxuBaTh He O6osee 3 pas. Mcxons us atoro,
PEKOMEHJyeTCs Ipd IEPBOM HCIOJb30BAaHUU Da3/Je/IUTh PEAKTUBBI Ha aJMKBOTHI, COAEp)Kallue
KOJIMYECTBO KaXKJI0r0 KOMIIOHEHTa, HE00X0IUMOe I 2-3 peakiuid, 1 3aMOPO3HUTh.

J1yis monmy4yeHus HaIeXKHBIX Pe3yIbTaTOB HEOOXOAUMO CTPOTOe COOJIIOICHIE HHCTPYKITHH.

ITo Bompocam kadectBa Habopa OHKOCKpHH-1-2 cienyet oOpamatsces B OO0 «'enoTexHoI0THSI» TTIO
aapecy: 117485, Mockaa, yi. [Ipodcorosnas, a. 104, ter. (499)530-01-95, (499)530-02-58, e-mail:
info@genetechnology.ru, www.genetechnology.ru.



