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MHCTPYKLUUA

Nno npumeHeHno Habopa peareHToB
ANs BbIABNEHUA N KONMYecTBeHHOro onpegeneHna mPHK
XnuMmepHoro rexHa bcer-abl (BapuaHt M-bcr) 1 MPHK reHa abl B
KITMHNYECKOM MaTepuane MeToaoM noinmepasHon LenHom
peakuunu (MNMLP) ¢ rubpunansaunoHHo-dnyopecueHTHON AeTeKkunen
B PEXNME «peanbHOro BPEMEHN»

«AMnnnCeHc® Nenkos KBaHT M-bcr-FRT»

ansa npmbopos «iQ iCycler», «iQ5» («Bio-Rad», CLUA);
«Rotor-Gene» 3000/6000 («Corbett Research», Asctpanus);
«Mx3000P», «Mx3005P» («Stratagene», CLLUA);
«ABIPrism» 7700 («Applied Biosystem», CLLA)

Habop peareHTOB COCTOUT U3 TPEX KOMMNJIEKTOB peareHToB:

«PUBO-30nb-D» BapmaHT 100 — KOMMNEKT peareHToB Ans
BblaeneHus PHK 13 knnHuyeckoro matepunana;

«PEBEPTA-L» BapumaHTt 100 — KOMMNMEKT peareHToB [Ans
nonyyenus kQHK Ha matpuue PHK;

«AmnnuCeHc» BapuaHT FRT — komnnekT peareHtoB ans [NLP-
amnnudpukauum  «kOQHK ber-abl n abl ¢ rmbpuansauymoHHo-
donyopecueHTHOM OEeTEKLUMEN B PEXNME «pearibHOro BPEMEHMUY .

®OPMA BbIlMYCKA.
KomnnekT peareHtoB «PUBO-30nb-D» BapmnaHT 100 BKtovaer:

Peakmue OnucaHue O6bem (M) Kosn-eo
lNpo3payHas Bs3kas
Pactsop A XWNOKOCTb XXEeNToro useta 48 1 pniakoH




Peakmue OnucaHue O6bem (M) Kon-eo
PactBop B Qﬁgigg?: as becueTHas 10 2 (pbnakoHa
PactBop C Eﬁgigg::aﬂ GecLipeTHaS 48 1 dpnakoH
PactBop D Eﬁzigg::aﬂ GecupeTHaA 48 1 donakoH
AueTtaT HaTpuA Qﬁgigs;':aﬂ GecupeTHas 1,5 4 npobupkun
PactBop Ansa otMmbIBKY 3 Qﬁgigs;': as becupeTHasn 100 1 cpbnakoH
PHK-anteHT bcer-abl lpo3pautas beclBeTHas 0,4 10 npobupok

XKXNOKOCTb

[dononHutensHo K komnnekty peareHtoB  «PUBO-3onb-D»
npunararnTcyd cliegyrmne peakTmnBbl.
Peakmue OnucaHue O6bem (Mn) Kon-eo

Kéntas

OKO onanecLupyioLLas 1,6 2 npobupku
MpospayHaga 6ecupeTHas

TPHK 1 MKr/mkn KUIKOCTb 0,06 5 npobupok
MpospayHaga 6ecupeTHas

MKO-1 bcr-abl-rec SKMIKOCTb 0,03 1 npobupka
lMpo3payvHasa 6ecuBeTHas

MKO-2 bcr-abl-rec SKMIKOCTb 0,03 5 npobupok

KomnnekT paccuntaH Ha BblgeneHne PHK n3 120 npo6, Bkntoyas

KOHTPOJSIbHbIE 00pa3subl.

KomnnekT peareHtoB «PEBEPTA-L» BapuaHT 100 Bkritoyaer:.

Peakmue OnucaHue O6bem (Mn) Kon-eo
DTT nuocpmnnanpoBaHHbIN Mopowwok 6enoro uBeTa — I'IpO:IG-apOK
PeBepTtasza (MMIv) Qﬁgigs::aﬂ becupeTHas 0,06 1 npobupka
OHK-6ydep lMpo3payvHasa 6ecuBeTHas 1.2 2 NPOGUPKH

XNOKOCTb

KomnnekT peareHToB paccumtaH Ha 120 peakuun obpaTHoum
TPaHCKPUNUUK, BKNKOYaAA KOHTPOSbHble 06pasLbl.

KomnnekT peareHtoB « AMnnnCeHc» BapuaHT FRT Bkntovaer:

Peakmue OnucaHue O6nem (M) Kosn-eo
MuUuP-cmecb-1-FRT M-bcr-abl Qﬁgigg::aﬂ GecuseTHas 0,13 10 npobupok
NUP-cmecb-1-FRT N-abl Qﬁgigﬁ::a“ becupeTHas 0,13 10 npo6upok
LP-Gycep-FRT Mpospaunan Gecuse™an | o3 |10 mposupo
Monumepasa (TagF) Qﬁgiﬁ?::aﬂ GecupeTHas 0,02 10 npobupok
OHK-6ydhep lMpo3payvHasa 6ecuBeTHas 1.2 1 npo6upka

XXWOKOCTb
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JononHutTenbHO K  KOMMMNEKTY  peareHToB  «AMnnnCeHc»
npunarawTcs creayoume peakTuBhbI:

Peakmue OnucaHue O6bem Kon-eo
K1 bcr-abl / gus Qﬁgig??:aﬂ GecupeTHas 0,045 5 npo6bupok
K2 bcr-abl / gus Qﬁgig?;{:aﬂ GecupeTHas 0,045 5 npo6bupok
EaI-JI:E'l-ﬁpaTopbl K3 ber-abl / gus Qﬁgigg::a” GecuseTHasl | ( ga5 | 5 npoBupok
K4 bcr-abl / gus Qﬁgiﬁ?}fa” GecuseTHaR 0,045 5 npobupok
K5 bcr-abl / gus Qﬁgig?;{:aﬂ GecupeTHas 0,045 5 npo6bupok

Komnnekr paccumtaH Ha noctaHoBky 360 peakuun, BKIoYas
KOHTpOsbHble 06pas3ubl (no 180 peakunn ¢ kaxgon MNLP-cmeckio-1-
FRT).

HA3HAYEHMUE.

HacTtosiwas MHCTPYKUUS pacnpocTpaHsieTcss Ha Habop peareHToB
«AMnnnCeHc® Jleniko3 KBaHT M-bcr-FRT», npeaHasHayeHHbIN
Ona  BbIABNEHUSI U KonmdecTBeHHoro onpegeneHnss MPHK
XumepHoro reHa bcr-abl (BapuanHt M-bcr) n mMPHK reHa abl B
KITMHNYECKOM MaTepuane MeToaoM  MNofnvMMepasHou  LEMNMHOM
peakunun (MUP) ¢ rmbpmnansaumoHHO-nyopecueHTHON AeTeKumen
B peXnMe «peanbHOro BpeMeHMy.

Habop peareHTOB MOXET ObITb UCMOMb30BaH A1 CKPMHUHIOBOIO
BbisiBNneHus crniydyaeB XMJ1 (XpoHMYECKMW MUENOUAHbIN NEenKos),
accouMMpoBaHHOIO C XPOMOCOMHOM nepecTtponkon M-bcr-abl, ans
nogreepxaeHuss gnarHosa XMJ1, onsgs MOHUTOPUHra MUHUManbHOMN
ocTtaTovHon 6onesHn (MRD) u acbpekTMBHOCTHN Tepanuu.

Habop peareHTOB paccymTaH Ha npoBedeHWe UCCrenoBaHUs B
KONIMYECTBEHHOM hpopmaTte — 50 knuHmM4yeckmx obpasuoB B OBYX
noBTOpax WM B CKPUHMHIOBOM (KadecTBeHHOM) dopmaTte —
100 knuHuyecknx obpasuoB (120 akctpakumn PHK, 120 peakunn
obpaTHon TpaHckpunuuu, 360 MNMUP, Bkntovyasa KOHTPOSbHbIE).

NMPUHLUUIN METOA.

MeTopg BbisBneHna MPHK rena bcr-abl B knnHnyeckom matepuane,

OCHOBaH Ha:

a) aKkcTpakumn ToTanbsHom PHK 13 kneTok nepudepnyeckon Kposu;
KIETOK MyHKTaTa KOCTHOro Mo3ara (no metoay XOMYMHCKOro);

6) npoBegeHUN peakumn obpaTHOW TPaHCKPMNLUK;

B) nocneagywwen amnnudpukaunen ¢ [OeTekumMen B pexmnme
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«peanbHOro BpeMeHun» C ABYMSI CMEeCAMWU OJIMrOHYKNeoTUOOB:
amnnndpukaums ydactka MPHK xumepHoro reHa M-bcr-abl
(p210), cooTBeTCTBYIOLLErO YyYacTKy CLUMBKM reHoB bcr n abl
(b2a2 n b3a2) n dparmeHta MPHK obnacTtu cnnancuHra reHa
abl (pekomeHgoBaH paboyen rpynnon «Europe Against Cancery,
EAC), B KayecTBe 3HOOreHHOro BHYTPEHHEro KOHTPOSIA U reHa-
HopManusaTtopa. [eTtekuus NPOAYKTOB  amnnudukaumn
OCYLLECTBISAETCS B PEXMME «pearibHOro BpEMEHMNY.

Pesynbtatr amnnmdpukaummn kOHK bcr-abl peructpupyetrca no

KaHany donyopecueHummn Yellow/JOE/HEX, pesynbTtaT

amnnndukauum abl pernctpupyetcsa no kaHany Yellow/JOE/HEX.

Acnonb3oBaHWe 3HAOMEHHOrO0 BHYTPEHHEro KOHTPOMS MO3BONSET

KOHTpONMpoBaTb OCHOBHblE aTanbl aHanusa (3abop,

TpaHCnopTUpoBaHue, XpaHeHue, BblaeneHne PHK, nposegeHue

peakunn obpatHon TpaHckpunumn PHK u©  HenocpencTBeHHO

amnnudpukaumm kOHK), a Takke TOYHO paccyuTbiBaTb KONMYECTBO

MPHK xumepHoro reHa bcr-abl ¢ yyeTom konuyectBa 1 kavecTtBa

KNUHNYEeCKOro matepuana (Hopmanmsaums).

MEPbI NTPEOOCTOPOXXHOCTU U CBEOEHUA OB
YTUITN3ALUUN.

PaboTta gormkHa npoBoauTbCs B nabopatopuu, BbIMOSMHAOLEN
MOneKynapHo-omnosnornyeckme (MuP) nccrnenosaHud
buonornyeckoro  Matepuana Ha  HanuuMe  BO3bGyauTeneu
NHMEKUNOHHBIX  DonesHen, c cobniwogeHnemMm  caHuTapHo-
anugemuonormndyecknx npasun Cl11.3.2322-08 «besonacHocTb

paboTbl C MukpoopraHmamamu IlI-IV  rpynn natoreHHocTH
(onacHocTM) W©n BO3GyauTenaAMM napasuTapHbix OoOne3Hen»,
CaHllvnH 2.1.7.2790-10 «CaHuntapHo-anngemMmonornyeckune

TpeboBaHusa K obpalleHnto C MegUUUMHCKUMUKM  OTXO4amMuy» U
mMeToamndecknx ykasaHunm MY 1.3.2569-09 «OpraHusauus paboTbl
nabopatopun, NCMNOSb3YHOLLNX MeToabl amnnndukaumm
HYKIMENHOBbLIX KUCIIOT npu paboTe C maTepuarioMm, cogepxalimm
MUKpoopraHuamsbl -V rpynn natoreHHOCTU».
[Mpn pabote HeobxoouMmo Bcerga BbINONHATL — Crieaylowme
TpeboBaHUS:
- PaccmatpuBatb wuccnegyemble ob6pasubl Kak  MHAEKLWMOHHO-
onacHble, opraHM3oBbIBaTb PaboTy U XpaHeHMe B COOTBETCTBUM
c CI11.3.2322-08 «besonacHocTb paboTbl C MUKPOOPraHn3mMmamu
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[lI-IV rpynn naToreHHocTu (onacHocTn) n BO3dyaAUTENSMU
napasuTapHbIX 60ne3Hen».

- YbupaTb n gesuHpuumpoBaTtb pasnutble obpasubl, UCMOMb3ys
nesvHduunpyowmne cpencrtea B cootsetcteum ¢ Cll 1.3.2322-08
«besonacHocTb paboTbl ¢ MwukpoopraHuamamu |-V rpynn
NaTOreHHOCTM (onacHocTU) M BO3DyaAUTENAMU nNapasuTapHbIX
bonesHen».

- JlabopaTtopHbin npouecc [omkeH OblTb OAHOHaMNPaBfIEHHLIM.
AHanuMs npoBoAUTCA B OTAESIbHbIX MOMELLEHUAX (30Hax). PaboTty
cnegyeTr HadnHaTb B 30He OKCTpakumn, npogornkatb B 30He
AmMnnudukaumm un  Hetekumn. He Bo3Bpawatb obpasupbl,
obopyaooBaHne U peareHTbl B 30HY, B KOTOpon Oblna npoBeaeHa
npeablayLlas ctagusa npouecca.

- Hewncnonb3oBaHHble peareHTbl, peareHTbl C UCTEKLWNM CPOKOM
FOAHOCTW, a TakkKe WCMNONb30BaHHbIE peareHTbl, YMNakoBKYy?,
Buonornyecknn martepuarn, BKovaa matepuarnbl, UHCTPYMEHTLI
N npeameTbl, 3arps3HeHHble OWoNorM4yeckum Martepuarnom,
cnegyeTt ygoanatb B cooTBeTCcTBUM C TpeboBaHusamu CaHlluH
2.1.7.2790-10 «CaHuTapHo-anugemuonorndyeckne tpebosaHus K
obpalleHN0 C MEOULIMHCKMMUM OTXO4aMUy.

BHUMAHWE! [lpn ypaneHnmn oTxoooB rMocrie amnnudukaunm

(npobupok, copgepxawmx  npogyktel  [UP)  HemonycTumo

OTKpblBaHME NPOGUPOK U  pasdpbl3rMBaHMEe  COOEPKMMOrO,

MOCKOMbKY 3TO MOXET NPMBECTU K KOHTaMmuHauun npogyktamm MNLP

nabopaTopHOM 30HbI, 060pYyaOBaHNA U peareHToB.

- Wcnonb3oBatb M MEHATb MPU KaXXgowm orepaumm ogHopas3oBble
HaKOHEYHMKN [Ons aBTOMaTUYeCKUX [J03aTopoB C (PUNbTPOMZ.
OpHopasoBy nnacTukoByk nocyany (Npobupku, HaKOHEYHUKN)
Heobxoaumo  cbpacblBaTb B cneuunanbHbll  KOHTEWHEP,
cogepxawmn agesvHduumpyroulee cpencrtso, KOTOPOe MOXeT
ObiTb MCMOMb30BaHO AN obes33apaXmBaHMa MeEOULMHCKUX
OTXOA0B.

- [loBEpXHOCTM CTONMIOB, a TakXKe MNOMELUEHNS, B KOTOPbIX
nposoanTca nocrtaHoska NUP, 0o Havana n nocne 3aBepLleHUs
paboT HeobxoaMmo noasepraTtb ynbTpagunonetoBomy
o6nyyeHuto B TedeHne 30 MUH.

! Heucnonb3oBaHHble peareHTbl, peareHTbl C UCTEKLUM CPOKOM TFOAHOCTM, WCMONb30BaHHbIe
peareHTbl, ynakoBka OTHOCSATCS K KIaccy OnacHOCTU MeauLMHCKMX oTxonos I

2 Ona ynaneHus HagoCadovHOM >KMOKOCTU B MPOLIECCE 3KCTPaKUMM C MOMOLLBH  BaKyyMHOrO
oTcacblBaTens UCNonb3yTcs 04HOPa30Bble HAKOHEYHUKN 6e3 hunbTpa.
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- Habop  peareHTOB  npegHasHayeH OnNs OQHOPA30BOro
npumeHeHna anga nposegerHus lNUP-nccnegosanua ykasaHHOro
konuyectBa npob (cMm. pasgen «CoctaBy).

- Habop peareHTOB roToB K MPUMEHEHUID COrnacHoO AaHHOM
MHCTPYKUUN.  [1pnMeHATb Habop  peareHToB  CTPOro o
Ha3Ha4YeHuto.

- K pabote c Habopom peareHTOB [OMyCKaeTCs TONbKO nepcoHan,
0OyYeHHbIN MeTodaM MOJSEKYNSPHOWM OMAarHOCTUKN U NpaBusiam
paboTbl B  KNUMHUKO-OMArHoctudeckon  nabopatopum B
ycTtaHoBrneHHoMm nopsgke (CI 1.3.2322-08 «besonacHoCTb
paboTbl C MukpoopraHusamamm IlI-IV rpynn natoreHHoOCTU
(onacHoCTK) 1 BO3GyaAUTENAMN NapasnTapHbiXx BonesHen»).

- He wucnonbsoBatb Habop peareHTOB, €eCnM  HapylleHa
BHYTPEHHSAA yMakoBKa WNAWM BHEWHWW BUO peareHta He
COOTBETCTBYET ONUCaHWUIO.

- He wncnonb3oBaTb Habop peareHToB, ecnn He cobnganuch
YCNOBUS TPAHCMOPTUPOBAHNA U XPaHEHUST COrNTacHO UHCTPYKLUMN.

- He wucnonb3oBatb Habop peareHTOB MO WCTEYEHUM CpoKa
rO4HOCTW.

- WcnonbsoBaTb  O4HOpa30OBble  HEOMyAPEHHble  MepyaTku,
nabopaTopHble XanaTbl, 3awmwaTtb rnasa Bo Bpemsi paboTbl C
obpasuamn K peareHTamun. TLwATENbHO BbIMbITL PYKNM MO
OKOH4YaHuM paboTbl. Bce onepauuMm nNpoBOAATCS TONMbKO B
nepyaTkax ass9 UCKITIOYEHUS KOHTaKTa C OpraHn3MoMm YeroBeka.

- WN3beraTb BAObIXaHUS NapoB, KOHTaAKTa C KOXEW, rnasamm u
cnusancton obonodkon. BpegoeH npu  npornatbiBaHuu. [lpwu
KOHTaKTe HEMeASIEHHO MPOMbITb MOPaXXEeHHOE MEeCTO BOAOW, Npu
HeobxoaANMMOCTM 0BpaTUTLCS 3a MEOVULIMHCKOWN NMOMOLLBHO.

- Jluctel GesonacHoctn peareHTtoB (SDS — safety data sheet)
OOCTYMHbI NO 3anpocy.

OueHKa BEPOATHbLIX COBObITUIM, B Pe3yfibTaTe HACTYMNIIEHUS KOTOPbIX

MOIYT NPOU30ONTU OTpuLaTENbHbIE NOCNEACTBUA ANl OpraHuama

YyerioBeka.

[Mpn  wmncrnonb3oBaHMM NO  HasHayeHMto KU cobnogeHnn
BblLLENEPEYNCNEHHBIX MepPp  NPEeOOCTOPOXHOCTU  KOHTAKT  C
OpraHM3MoMm 4emnoBeka WCKMYeH. [lpn aBapurHbLIX CUTyaUUax
BO3MOXHO crefyioLiee:

- pasgpaxeHue Crim3ncTon 0bonoYKM rfas y 4YyBCTBUTESbHbIX SNL,

- pasgpaxeHue KOXW Yy YyBCTBUTEMNbHbIX NuL,
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- annepruyeckas peakuus,
- Bpea nNpuv BObIXaHUN,

- Bpea npu NnpuemMe BHYTPb.

Cneundunyeckne BO3OENCTBUS Habopa peareHToB Ha OpraHusm

yesrioBeka.

- KaHueporeHHbI 3(pdeKT OTCYTCTBYET.
- MyTareHHoOe gencreme oTCyTCTBYeET.
- PenpoayktnBHasi TOKCMYHOCTb OTCYTCTBYET.

OOMNOJIHUTEJIbHBLIE MATEPUAIJIbI U OBOPYOOBAHUE,
TPEBYEMbDIE OJ14 NMPOBEAOEHUA MNMUP-AHAJIN3A.

(c ykazaHuem chupm-npoussogutenen / noctaBLUKOB):
30HA 1.

Ona atana BbigeneHusa AHK TpebytloTca:

1.

10.

11.

CTepunbHbin  namMuyHapHbin  wKad  (Hanpumep, «bABRD-
«JlamuHap-C»-1,2», «JlamnHapHble cuctembl», Poccus).
TepmocTart anga npobupok Tuna «dnneHgopd» ot 25 go 100 °C
(Hanpumep, « TEPMO 24-15», «brnokom», Poccus).

BakyymMHbIn oTcacbiBaTeflb MEOULUMHCKUA C KONBOON-NTOBYLLKOMN
Ons yoaneHns HagocagovHou xungkoctu (Hanpumep, «OM-1», .
YnbaHoBcK, Poccus).

MukpoueHTpudyra ana npobupok Tvna «3nneHgopd» Oo 16
TbiC. 06/MUH (Hanpumep, «MiniSpin», «Eppendorfy», l'epmaHng).
BopTtekc (Hanpumep «TOTA-2», «bunokom», Poccus).
OToenbHbIn Habop aBTOMATUYECKUX MUMNETOK MNEPEMEHHOIO
obbema (Hanpumep, «JleHnuneTty, Poccua).

OpgHopasoBble  NOMAUMNPOMNUIEHOBbLIE  3aBUHYMBAIOLLMECH WK
NMOTHO 3aKpblBalOWMeca MUKponpobupkn obvemom 1,5 mn
(Hanpumep, «Axygen», CLLUA).

LUTatmBbl ona mukponpobupok obvemom 1,5 mn (Hanpumep,
«HTepllabCepBuc», Poccusl) n  HakoOHEYHMKOB (Hanpumep,
«Axygeny, CLLA).

OpgHopa3oBble HAKOHEYHUKN AN NMNEeTOK NepeMeHHOro oobema
C aspo3onbHbiM H6apbepom go 200 mkn u go 1000 mkn
(Hanpumep, dnpmbl «Axygeny, CLLA).

OpgHopa3oBble  HAKOHEYHUKM AN NUNEeTOK  MEePEeMEHHOro
obvema go 200 mkn n go 1000 mkn (Hanpumep, «Axygeny,
CLLA).

XonoaunbHuk oT 2 oo 8 °C ¢ MOpPO3nIibHOW KaMepown OT MUHYC
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24 po muHyc 16 °C.

12. OTAenbHbIM XanaT N 0gHOPAa30Bble PE3NHOBLIE NepyaTKu.,

13. EMKOCTb C Ae3UHMPUUMPYOLLMM PacTBOPOM.

30HA 2.

Ona npoBepgeHUA peakuMm OOpaTHOM TpPaHCKPUNUUKN WU

amnnudpukaumm, a Takke geTekumu NpoayKToB amnnndukaumm

TpebyroTca:

1. Amnnndukatop «Rotor-Gene» 3000/6000 («Corbett Researchy,
AecTpanus), «iQ iCycler» («Bio-Rad», CLUA), «Mx3000P»
(«Stratagene», CLUA) n «ABIPrism» 7700 («Applied Biosystem»,
CLLA).

2. Onsa npubopa «Rotor-Geney: OpHopasoBble
nonunponuneHosblie Mukponpodupku ana MNLP o6bemom 0,2 mn
(Mnockasi KpblWwKa, HEeCTpuUnoBaHHble) (Hanpumep, «Axygeney,
CLWA) ans noctaHoBKM B poTop Ha 36 npobupok unm 0,1 mMn
(«Corbett Research», AscTpanna) ans NoCcTaHOBKM B POTOP Ha
72 npobunpku.

Ons npubopa «iQ iICyclery: OpHopasoBble
nonunponureHosblie Mukpornpodupku ana MNLP o6bemom 0,2 mn
(kynosioobpasHasa Kpblwka) (Hanpumep, «Axygeney», CLUA),
CTPUNOBaHHbLIE NMPOBMPKN C KynosioobpasHOW KpbILWKOW unun 96-
NYHOYHbIN nraHweT ans MuP, CHaOXeHHbIN
TEepMOCTabUSIbHLIMW ~ ONTUYECKM  NPO3PadqYHbIMU - NIIEHKaMu
(Hanpumep, «Bio-Rady», CLUA).

Ona npubopa «Mx3000P»: OgHopasoBble NOAUNPONUIIEHOBLIE
mMukponpobupkn ana MNLP obvemom 0,2 mn (kynonoobpasHad
KpbILKa, CTpUNoBaHHbIE UK HeT) (Hanpumep, «Axygeny, CLUA)
mnn  nnawkn  gna [P ¢ onTndeckn-npospadHbiMu
TEePMOCTabUIbHbIMWU KITENKUMU NITIEHKAMM.

Ona npnéopa «ABIPrism»: OgHopasoBble NonnnponuieHoBbie
mMukponpobupkn ana MNLP obvemom 0,2 mn (kynonoobpasHasd
KpbILKa, CTpUNoBaHHble Unn HeT) (Hanpumep, «Axygeny, CLUA)
mnn  nnawkn gnga TP ¢ onTudeckn-npospadHbiMu
TEepMOCTabUNbHbIMU KNENKUMW MIIEHKAMM.

3. MNuP-6okc (Hanpumep, «BAB-IUP-«JTamnHap-C»,
«JlamuHapHble cuctembl», Poccuq).

4. TepmocTaTt ansa npobupok Tmna «3dnneHgopd» ot 25 go 100 °C
(Hanpumep, « TEPMO 24-15», «brnokom», Poccus).

REF] TR-O1(RG,iQ,Mx,A), TRO33(1)M, SK9-0331-1-1 / 09.01.17 / cTp. 8 13 26



9.

OtoenbHbIM  HAbop aBTOMATUYECKUX MUMNETOK MNEPEMEHHOro
ob6bema (Hanpumep, «JleHnuneT», Poccus).

OpaHopasoBble HaKOHEYHUKU Ana mukponunetok Ao 200 MKn
(Hanpumep, «Axygene», CLLA).

. OoHopasoBble HAKOHEYHMKUM C a’3po3ofbHbiM BapbepomMm o

200 mkn (Hanpumep, «Axygeney, CLLUA)

LTaTmBbl Ons HakoHe4yHUKoB (Hanpumep, «Axygeney», CLUA) un
MUKPONpobupok o6beEMOM 0,2 M (Hanpumep,
«HTepllabCepsucy», Poccus).

XonoaunbHuK oT 2 o 8 °C, ¢ MOPO3nIIbHOW KaMepoWn He Bbille
MUHYC 16 °C anga peareHToB U BbligeneHHblx AHK.

10.01henbHbIN XanaTt U o4HOopPa30Bble NepyaTKu.
11.EmkocTb ansa cbpoca HaKOHEYHMKOB.

3ABOP U XPAHEHUE OBPA3LIOB.

Ona npoBegeHUA aHann3a UCMONb3YeTCA:
Knetku nepudepunyeckon KpoBMu.

BapuaHt 1. KpoBb ¢ OATA. B3datne uenbHou nepudepmnyeckon
KpOBM NPOBOAMTCS YTPOM HaTowak B o6beme 5 mn B npobupky ¢ 6%
pacteopom SOTA n3 pacdeta 1:20. 3akpbITyto NPOBUPKY C LENbHON
nepugepnyeckon KpoOBbKO HECKOSIbKO pa3 nepesopadnBatoT. [Ans
oTOOpa KIeTOK:

a)

B)

NPOOUPKY C KPOBbLIO LEHTPpUYrnpytoT B TedeHne 20 MUH npu
800-1600 o6/MnH Npu KOMHATHOM TemnepaTtype He rno3oHee 48
Yyacoe C MOMeHma 83simusi Kpoeu (Nnpu YCnoBUU XpaHeHUs
LuenbHOW KpoBu npu Temnepatype oT 2 go 6 °C). Bce bGenble
KNeTkn Kposu (benas nneHka Ha NOBEPXHOCTU OTCTOSIBLLUEWNCH
9pUTPOLUTAPHOM MacCChl) akkypaTHoO oTbupatoT (Oo obulero
obbema obpasua 200 Mkn, 3axBaT JPUTPOUMTOB M MNasmbl
Oonyctmmbl) W HemegneHHo nomewart B 800 MK
nuanpyluwiero pacrtsopa D w13 npunararollerocss Kommnnekra
peareHToB «PWBO-30nb-D» u  nepemewwuBaioT. [HaHHbLIN
obpasel gonyckaeTca XpaHuTb Ao 0bpaboTku npun TemnepaType
He Bbllle MuHyc 68 °C B TeyeHune 1 roga.

LUenbHY0 KpoBb obpabaTbiBaloT NU3NPYOWMM  3pUTPOLUTHI
peareHToM remonuTuk®. [Ons aTtoro K 2,5 mMn uenbHON KPOBU
pobasnsatr 7,0 Mn remMonuTUKa, NEepemMelunBardT "
ueHTpudyrmpytot 5 MuH npu 3 Tbic. 06/MMH. Hagocago4Hyto
XUAOKOCTb OTOMpaloT, He 3ageBast ocagka. K ocaagky gobasnsatoT
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800 wmkn nusmpyrowero pactesopa D w3 npunararowlerocsd
komnnekta peareHtoB «PWUBO-30nb-D» M nepemelunBator.
[aHHbIn oOpasey [onyckaeTcsl XpaHuTb OO0 06paboTkn npwu
TemnepaType He Bbile M1HyC 68 °C B TeyeHne 1 roga.
*  peareHT He BXOAWUT B CcOCTaB Habopa peareHTOB W 3aKynaeTcs
OTAESbHO.
BapuaHt 2. KpoBb ¢ PHK-ctabunusatopom. B3atne uenbHoun
nepudepmnyeckon KpoBM MNPOBOAUTCS YTPOM HaTowak B obbeme
2,5 mMn B npobupky ¢ PHK-ctabunusatopom (Hanpumep, PAXgene
(PreAnalytiX).  3akpbiTyto  npobupky C  HeCKOSibko  pas
nepesopaymBaoT. [lonyckaeTcss XpaHeHue [faHHoro obpasua B
TeuyeHne OBYX CYTOK npu Temnepatype 25 °C wnn 4 cyTok npwu
TemnepaTtype 4 °C.
KneTku nyHKTaTa KOCTHOro Mo3ra.
200 MKN nyHKTaTa KOCTHOrO MoO3ra HemeadneHHO nocne 3abopa
nomewarwt B 800 mkn nusmpyrowero pacteopa D um3
Npunaratowerocsa Komnnekra peareHtoB «PWUBO-30nb-D» n
nepemeLwumatoT. Npobupkn UeHTpUdYrupyroT 5 MUH nNpu 5 TolC.
06/MMH M B cny4vae Hanuumsa ocagka HagocafoOuvHYH XUOKOCTb
NepeHOCAT B HOBYIO NpobupKy (Oanee paboTtaloT ¢ Hagocago4YHOMU
Xunagkoctbro).  [daHHbin  obpasel AOonyckaeTca  XpaHuTb 0o
obpaboTku Npu Temnepartype He Bbiwe MUHyc 16 °C oo 1 mecqaua u
TemnepaType He Bbile MUHyc 68 °C B TeyeHne 1 roga.

PEKOMEHOYEMbIE ®OPMATbI UCCJIEOOBAHUA.

Beugy Toro, 4to npurotoBrfieHHaa cmecb ana nposepeHua MNLP c
obpaTHon TpaHckpunumen (OT-MNLUP) He nognexuT XpaHeHwuto,
pekoMeHayeTCca nfaHuMpoBaTb WCCrefoBaHMe Takum obpasom,
4yTOObl peareHTbl WUCNoNb3oBanUCb B MNOMHOM obbeme. Hwuxke
npueBedeHa Tabnvua, no3sonswwas onTUMarbHO CrflaHMpPoOBaTb
nccrnegoBaHue.
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. 5 . @/\L
KonuyecmeeHHbIl [5558 CKpUHUH208bIU (Ka4eCmeeHSS:
dopmaTt 8505 .
MOCTAHOBKU
OpHa naHenb [1Be naHenu OpHa naHenb [1Be naHenu
(Pomop 36) (Pomop 72) (Pomop 36) (Pomop 72)
KonunyectBo
ncenenyembolx 5
obpasuos 11 obpasyos 10 obpasyos 22 obpasua
KIMMHN4YeCKNX pasy pasy pasy pasy
obpasuoB
12 akcmpakyuu | 24 akcmpakyuu 12 skcmpakyuil | 24 skempakuuu
5 KNUHMYECKNX 11 KNUHNYECKNX 10 29
0BpPABLIOE B HBYX 6pa3LIOB B HBYX KMMHUYECKNX KNMHUYECKNX
obpasuos, obpasua,
noeTopax, nosTopaXx,
HU3KOKOHLIEHTPUPOBA | HU3KOKOHLLEHTPUPOBa
HU3KOKOHLIEHTPUPOBA | HU3KOKOHLIEHTPMpPOBa HHBIT HH b1
OKCTPaKUWS HHBI HHbI MONOXUTENbHbIN MONOXUTENbHbIN
PHK NOSOXNTENbHbIN nonoxuTenbHel | o0 (MKO-1), a | koHTponb (MKO-1), a
koHTponb-([1KO-1), a | koHTponb (IMKO-1), a P ' P '
Takke Takke
Takke TaKke . .
y y oTpuLaTenbHbIN oTpuLaTenbHbIN
oTpuuaTesnbHbIN oTpuuaTesnbHbIN
KOHTPOJb B OAHOM KOHTPOSb B OOHOM
KOHTPOJSb B OAHOM KOHTPOSb B O4HOM
noBTope rnoeTope
noeTOope noeTope
18 peakyul Ha 36 peakyuil Ha 14 peakyul Ha 26 peakyul Ha
rLP-cmecu-1 ber-abl lP-cmecu-1 ber-abl | M1LP-cmecu-1 ber-abl
9 lP-cmecu-1 ber-abl L 9
16 peakyuu Ha 32 peakyuil Ha 14 peakyul Ha 26 peakyul Ha
lLP-cmecu-1 N-abl MLIP-cmecu-1 N-abl lLP-cmecu-1 N-abl | lMLP-cmecu-1 N-abl
lMocTaHoBKa 12 24 12 24
MUP c 3KCTParnpoBaHHbIX SKCTDAMMDOBAHHLX | 2KCTPATMPOBaHHBIX | 3KCTPArMpOBaHHbIX
o6paTHo obpasuos n 1 MLP K- o6 ag a 52 MLLP K- o6pasuos, MUP K- n obpasua MNUP K-,
.| BObecmecu,5n3 pasu OHK-kanubpatop K3 | AHK-kannbpatop K3
TpaHCcKpununeun B obe cmecu, 5 nnun 3
IOHK-kanubpaTopos B [IHK-KanuBpaTopos & ansa cmecu N-abl n ansa cmecu N-abl n
(OT-MuP) OAHOM noBTOpe partop MupP K- n gHK- nupP K- n oHK-
. ABYX MOBTOpax
Kaxapiv (B KaKbIV (B kannbpartop K5 gns | kannbpartop K5 ans
3aBUCMMOCTU OT A cmecn M-bcer-abl B cmecn M-bcer-abl B
3aBMCMMOCTM OT
cmecw), cmech) OOHOM MoBTOpE OQHOM MoBTOpE
COOTBETCTBEHHO. ) KaXkablIN. Kaxkabln.

[MpumevaHne: OgHa naHenb — NpuBeAeH pacyeT A1d NOCTaHOBKU C
ncrnonb3oBaHMeM KOMNoHeHToB komnsiekta «PEBEPTA-L» (RT-mix,
DTT nunodununampoBaHHbin) «AMnnmnCeHc» (MNUP-cmecb-1-FRT-M-
bcr-abl, MNUP-cmecb-1-FRT-N-abl, TNLP-6ydep-FRT, MNonumepasa
(TaqF)) no ogHon npobupke kaxgoro. [Be naHenu — npuBeneH
pacyeT Ona NOCTaHOBKM C UCMOSIb30BaHMEM KOMIOHEHTOB MO ABe
NPOOUPKN KaXKaoro.

KOHTPOJIb HABOPA PEAINEHTOB.

NonoxutenbHble KOHTposibHble obpasubl (MKO-1 u MNMKO-2) —
npeactaBnsaloT cobOM  KONMMYECTBEHHO  OXapakTepu3oBaHHbIE
dparmeHTel MPHK bcr-abl, 3awumweHHble o6onovkon PHK-
cogepxauwero ¢gara. [aHHble KOHTPOSibHbIE OOpasubl MO3BONSOT
OLIEHUTb KayecTBO MPOXOXAEHWEe BCeX 3TaroB MCCreaoBaHusl, a
Takke paboTocrnocobHocTb peareHToB. OLUeEHKa OcCyllecTBnsieTcd
NpU CpaBHEHUN 3adaHHbIX KOHLUEHTPaUUN KOHTPOMENW, yKa3daHHbIX B
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nacrnopTte K Habopy peareHTOB C pe3ynbTaTamu, MONYYEHHbIMU B
xoge uvccrnegoBaHus.  Heobxogumo  NpoBOAUTb  NMOCTAHOBKY
NONOXNUTENBLHOIO KOHTPOJIbHOIO obpasua [MKO-1
(HN3KOKOHUEHTPUPOBAHHbIN)  BCAKMW  pas, Korga npoucxoaumT
obpaboTka obpasuoB. [lonoXMTenbHbIN KOHTPOSbHLIM Obpa3sel,
[MKO-2 (BbICOKOKOHLIEHTPUPOBAHHLIN) peKoMeHayeTCs nccrnenosaTb
1 pas (B Ha4yarne ncnosnib3oBaHus) onga gaHHoro Habopa peareHToB.
OHK-kanubpatopbl (K1, K2, K3, K4, K5) — npeacrasnsitoT cobon
KONIMYECTBEHHO  OXapaKTepus3oBaHHble npenapaTtbl  nnas3mua,
cogepxawmx BctaBky k[HK yyactka xumepbl bcr-abl n yyactka
reHa Hopmanusatopa abl. WcnonbaywTca gna  NOCTPoOEeHUs
kannoposo4Hon npsimon MNLUP ana obeux MNLP-cmecen M-bcr-abl n
N-abl, a Takke B ka4yecTBe NONOXUTENbHbIX KOHTponen MLP.
OTpuuaTenbHbIN KOHTPOJbHLIN obpa3el (OKO) — npencrasnser
cobon obpaseu, ncxogHo He coagepxawmnm PHK bcer-abl n PHK abl,
npoweawunn Bce aTanbl npobonoarotoBku. [lo3BondeT OUEHUTL
Ka4eCTBO U YMCTOTY paboThl, a TakKe BannaHOCTb OAaHHbIX.

NMPOBEAOEHUE AHAJTTU3A.

STAMN 1. BbIAENEHUE PHK N3 KIIMHUYECKOIO MATEPUAIIA.
NMpoBoautca B 3OHE-1 —koMHaTe ana ob6paboTku
KITMHNYECKOro matepuana.

O6bem knuHu4veckoro matepuana ana sbigeneHna PHK — 150-
200 mKn.

BHAMAHUE! [Ona pabotel ¢ PHK Heobxogumo wucnonb3oBaTb
TONbKO OOHOpPAa30Bble CTEepPWnbHbIE MIIACTUKOBblE  pPacxXodHble
mMartepuarnbl, MMeEKLWMe crneunanbHyto MapkupoBky «Rnase-freey,
«Dnase-free».

B cnyyae wuccnegoBaHusi B KosiudecmeeHHOM  ¢hopmame
akcTpakuma PHK wn noctaHoBka OT-IILP npoBogutca B ABYX
NoBTOpax Ans Kaxagoro obpasua.

B cnyyae wuccnegoBaHMas B CKpPUHUH2080M (KadYecmeeHHOM)
¢gpopmame ocywecTBnaT akcTpakumio PHK 13 ogHon nonoBuHbI
3abpaHHOro MaTtepwuana, BTOPYH COXPaHAT Mpu Temnepatype He
Boile MuHyc 16 °C ana obecneyeHMss BO3MOXHOCTU MNPOBEAEHUS
NOBTOPHOIO UCCrneaoBaHus.
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NMopspok paboThbl.

1.JInsuc.

BapuaHT 1. KpoBb ¢ QATA.

a) ObpaboTka KpOBU peareHTOM «[ eMONNTUKY:

[Mpn HEBO3MOXHOCTM OTODOpaTb NENKoUUTaApHOE KOMbLO MPOBECTU
9Tan OTMbIBKA KNeTOK 6enon KpoBM Mpu MNOMOLWIM peareHTa
«FemonuTuk». [ns atoro B otAenbHy0 npobupky obbemom 10 mn
ons Kaxpgoro obpasua BHectn 7,0 mn remonuTuKa n JobasuTb
2,5 Mn yenbHOM KpoBW. [lonyyeHHbIM pacTBOp nepemeluaTb Ha
BOpTEKCE W UeHTpudyrmposatb 5 MMH npu 3 TbiC. OG/MUH.
CynepHaTtaHT oTobpaThb, He 3ageBas ocazka.

[o6aBuTb B Kaxxayto NpoburpKy ¢ ocagkom krnetok 800 MKn pacTBopa
D. JInanpoBaHHbIn Taknm obpa3om obpasel, MOXET XpaHUTbCS Mpu
TemnepaTtype He Bbiwe MuHyc 16 °C B TeyeHne 1 mecsiua n npu
Temnepartype He Bbie MnHyc 68 °C B TeyeHne 1 roga.

Pasgenntb MONy4YeHHbIM Nn3aT Ha 2 paBHble 4acTu: Ona 3Toro
oTobpaTtb no 400-450 mkn nM3arta B YMCTble NPOOUpKN Ha 1,5 M

6) O6GpaboTka KNeToK KPOBU «JENKOLMTAPHOro Komnbua» (6e3
NCNoNb30BaHNSA «[ EMONUTUKAY):

OTobpaTb HeobxoaMMoe KonmyecTBo Npobupok obbemom 1,5 Mn n
BHeCTM B Hux no 800 wmkn pactBopa D. [lomectutb B
NPUroToBrEHHbIE NPOBUpPkN okofio 200 MKMN oToBpaHHbIX Benbix
KNeToK KpoBu (He no3gHee 4emM 4vepe3 48 yvacoB nocrne 3abopa
KPOBW NPU YCNOBUM XpaHEHUSI LENbHOM KPOBW Npu Temnepartype oT
2 po 6 °C). JlnsampoBaHHbIN Taknm oOpa3omMm obpasel MOoXeT
XpaHUTbCA Mpu TemnepaType He Bbile MUHYC 16 °C B TeyeHue
1 Mecsua n npu TemnepaTtype He Bbile MUHYC 68 °C B TedyeHue
1 roga.

PasgenuTbe MOMyyYeHHbIn nuM3aT Ha 2 paBHble 4YacTu: ANs 3Toro
oTobpaTtb no 400-450 mkn fins3arta B YMCTble NPodupkn Ha 1,5 M.
BapuaHT 2. KpoBb ¢ PHK-cTtabunusatopom.

Ob6paboTky Ha4aTb C pasgeneHna obpasua Ha 2 paBHble YacTu. [ns
9TOro B 2 oTAenbHble npobupkn Ha 5 mn otobpatb no 4,5 mn
obpasua.

[MponsBectn ueHTpudyrnposanHme 10 muH npm 5000g. OTobpaTtb
HaJocago4HY0 XNOKOCTb, HE 3aaeBad ocaaka.

[dob6asuTb B Kaxkayto npobupky ¢ ocagkom 400 mkn pactBopa D.
BHUMAHMUE! lNMocne gobaeneHusi pactBopa D ocagok NOSHOCTbIO
He pacTBopsieTcd. [lonHoe pacTBopeHMe ocagka npoucxoauT nocne
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no6aBneHusl aueTaTa HaTpuUA 1 pacTBopa A.

2.

NoarotoBKa NONOXUTENbHbLIX U OTPpULaTerbHbIX KOHTPOJIEeN
(MKO-1 nnu MKO-2, OKO). B ase npobupkn BHecTn no 400 Mmkn
pactBopa D n 50 mkn OKO. 3atem B 0gHy 13 NpobupoK BHECTU
10 wmkn TKO-2 Dbcr-abl-rec (unu  TMKO-1 bcr-abl-rec).
[MepemeluaTb Ha BOpTEKCE, OCaaunTb.

[o6aBntb K obpasuam, nNnampoBaHHbIM B pacTtBope D, 40 Mmkn
aueTtaTa HaTpwuA. [lepemeluatb Ha BOpTEKCE.
LleHTpndpyrmpoBaTb ANs yoaneHus Kanesb C KPbILWKN NPOBMpPKAN.
[o6asutb k pacteopy 400 mkn pacTtBopa A, nepemMmewaTtb Ha
BopTekce. LleHTpndpyrupoBaTb Ansa yganeHnsa Kanesnb C KPbILWKK
npodupku

[o6asutb K pactBopy 130 mkn pactBopa B. [lepemewatb Ha
BopTekce 1-2 MWUHYTbI (pacTBOp MOXET OblTb OT MOJSIOYHO-
G6enoro uBeTta O LBeTa Kakao C MOJSIOKOM B 3aBMCUMMOCTWU OT
KonMyecTBa nonasLlunx B obpasel, apuTpoLnTOoB).

[MocTaBuUTb NPOOUPKM B MOPO3UIBbHYIO KamMepy C TeMnepaTypou
He Bbiwe MUHYC 16 °C Ha 10 MUHYT.

. UeHTpudyrmnposatb npodupkn 10 mmH npn 13—16 Tbic. 06/MUH

(ecnn  KonnyecTBO  NPOBMPOK  HeYeTHOe, YpaBHOBECUTH
ueHTpudyry npobupkon Ha 1,5 mn, cogepxawen nNpuUMepHO
1 mn Boagbl). B npouecce uUeHTpUyrnposaHuss pacTBop
pas3gennuTca Ha aOBe dasbl: HWXHIOKW, cogepxallyto Oenku u
OHK, n BepxHioto — BogHyto, cogepxawyro PHK.

Bo Bpems ueHTpudyrmpoBaHma obpasuoB oTobpaTb HOBbIE
npobupkn obbemMom 1,5 MN B KONMYECTBE COOTBETCTBYHOLLEM
KOSIN4eCcTBYy obpabaTbiBaeMbIx obpa3suos (BKNtOYas
KOHTpOJbHbIE). BHecTn B kaxgyto no 400 mkn pacteopa C.

BHAMAHUE! B pBe npobupku ¢ pactsBopom C, B ganbHeunwem
npegHasHadeHHbIX anga akctpakummn [KO-2 (vnu TKO-1) n OKO
Heobxogumo BHecTn no 10 mkn TPHK 1 mMkr/mkn (npenaparta
Harpy3odHon PHK).

9.

C obpasuoB nocne uUeHTpUdYrMpoBaHUsS akkypaTHO OTobOpaTtb
BepxHoo asy (npubnmautenosHo 400 wmMkn), wMCNONb3ys
HAKOHEYHMKM C adspo30sibHbIM GapbepoM W MepeHecTn B
npobupkn, cogepxawmne pacteop C. BepxHaa dasa obpasuos
MKO-1, MKO-2 n OKO nepeHocutcs B Npobupkn, coaepxaline
pactBop C n TPHK.
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10.lMepemeliatb Ha BOpTEKCe, LEHTpuUdyrmposatb ONS yOaneHus
Kanenb C KpbIWKM MPOOUPKM M NOCTaBUTb B MOPO3USIbHYIO
Kamepy ¢ TeMmnepaTypomn He Bbie MUHYC 16 °C Ha 20 MUHYT.

11.lleHTpundpyruposate npodupkn 10 mMuHyT npmn 14 — 16 ThIC.
06/MnH. BuayanbHO HanUTU nonoxeHune ocagka PHK (ecnu
npobupka Oblna nomelleHa B UEHTPUDYry «XBOCTUKOM» WK
METKOW Ha KpbllKke npobupkn BBepX, TO OCadoK mnocrne
ueHTpudyrmpoBaHna OyaeT HaxoAuTbCA Ha AHe npobupku
CTPOro nog «XBOCTUKOM» WK MeTKoM). AKKypaTHO oTobpaTb
HaZoCagO4YHY0 XWMOKOCTb, He 3ageBasi 0cafoK, MWCMonb3ys
BaKyyMHbIM OTcacbiBaTeflb W OTAESIbHbIA HAKOHEYHUK a4
Kaxxgon npoObl. Ecnn ocagok He BMAeEH rnas3om, otobpaTb
HagoCado4YHY XUOKOCTb He KacasiCb CTEHOK, OCTaBMB Ha OHe
npobupkn NnpumepHo 20 MK.

12.Ha Bpemsa uUeHTpUYrMpoBaHUsa MNOMECTUTb doflakoH C
pacTBOpPOM [Afd OTMbIBKM 3 B MOPO3UIbHYKD Kamepy C
TemnepaTypoun He Bbile MuHyc 16 °C.

13.0capgok pecycneHauposatb B 800 MKn xonoaHoro pacreopa
ans OTMbIBKMU 3. [Mepemeluatb Ha BOpTEKCe,
ueHTpudyrmposatb 10 MuH npn 14 — 16 Teic. 06/MnH. OTOBpaTh
HagoCago4HY0 XUOKOCTb, He 3aJeBasi ocaka.

14.lMoacywnTe OCagoKk B TepmocTaTte And MUKponpodupok npu
Temnepatype 56 °C B TedyeHue 5-7 MUHYT. [pn 9TOM KPbILLKK
NPOBUPOK AOIMKHLI ObITb OTKPbITHI.

15.PactBoputb ocagok B 30 mkn PHK-anrweHTa bcr-abl, nporpetb
npu TemnepaTtype 56 °C B TeueHue 2-3 MuHyT. CynepHaTaHT
coaepxut ounweHHyro PHK. TlpoObl rotoBbl K MNOCTaHOBKE
peakuunn obpaTtHom TpaHckpunummn u MNMUP.

PactBop PHK MOXHO XpaHUTb npu TemnepaType He Bbllle

MUHyc 68 °C B TeyeHue ropa.

3TAMN 2. NTOCTAHOBKA PEAKLIMM OBPATHON
TPAHCKPUMNUXUN U NPOBEOEHUE NUP.

NMposoautca B 30HE 2 — koMmHaTe AnA NnoArotoBKU U NpoBeAeHUNA
OT v amnnucukauum (MLP).

|. MOCTAHOBKA PEAKLUN OBPATHOW TPAHCKPUMNLUMN.
(O6wmn ob6bLEM peakuum — 25 mkn, oo6vem PHK-npobbl — 15
MKI)

[Mlpn pabote c¢ PHK Heobxogumo wucnonb3oBaTb  TOSbKO
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OfHOpa30Bble CTepuUibHbIe MIacTUKOBbIE pacXogHble MaTepuansbl,
nMmewwmne cneumanbHyro mMapkmposky «RNase-free», «DNase-
freex.

BHUMAHUE! «PHK-anrweHm bcr-ably codepxum KomroHeHmMel,
Heobxoldumsble ons rPoxoXxo0eHuss  peakuyuu obpamHou
mpaHcKpunuuu. Hedonycmumo ucriosi308aHue PHK,
paseedeHHoU 8 Opyaux pacmeopax ons amouyuu PHK.

NMopspok paboThi:

1. OTobpatb HEOOXOAMMOE KONMMYECTBO MUKPONPOBMPOK 06 EMOM
0,2 mn.

2. purotoBuUTb peakuMoHHY cMecb Ha 12 peakuun. [na aTtoro B
npobupky ¢ DTT nuocdmnnuanpoBaHHbIM O00aBUTb 125 MKn
RT-mix n TwarenbHO nepemMellatb Ha BOpTEKCe, OCaauTb Kansu
C KPbILLKKN MPOBMpKMN.

3. K nony4yeHHomMmy pactBopy Aob6aBuTb 6 Mkn peBepTasbl (MMIvV),
nepemellaTb Ha BOpPTEKCEe, 0cCaanTb Kanmin C KpbILLKA NPOBUpKMN.

4. BHectn B Mukponpodupkn no 10 MKR rotoBOW peakunoHHOW
cMecu.

5. Ucnonb3yss HakOHEYHUK C adpo30fbHbIM GapbepoM Oo00aBUTL
15 mkn PHK-npoOGbl B npobupky C peakumoHHOW CMEChHIO,
NCNonb3ysa HaKoHEYHUK ¢ bapbepoM. OCTOPOXHO NepemMellaTh.

6. lNoctaBuTb npobupkn B amnnudukatop (TepmocTaT) no
nporpamMmme:

Jtan Temnepatypa npoﬂo";K_;T::bHOCTb
1 50°C 15 MUH
2 95°C 3 MVH

FotoBbIK npenapaTt KAHK MOXHO XpaHUTbL Npu TemnepaTtype He
Bbiwe MUHYC 16 °C B TeyeHMe Heaenu unum npu temnepartype
He Bbiwe MUHyc 68 °C B TeueHue roaa.

Il. MOCTAHOBKA MNLP.
(O6bwun obbLEM peakuMOHHOU cMmecu — 25 mkn, oobem KOHK-
npo6bl — 10 Mkn)

NMopsaaok paboThl.

A. NMoprotoBka npooupok ana nposeaeHusn MLUP.

1. OTtobpatb Heobxoaumoe Konmyectso Mukpornpobupok ans MUP
Ha 0,2 mn wnn 0,1 mn. PacuyeT KonuyectBa MUKPONPOBUPOK
OCYLLECTBINSAETCA WUCX0oOQs W3 TOro, 4TO Kaxablh obpasel
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nccnepyetca B apyx MNLP-cmecax (MNUP-cmeckb-1-FRT M-bcer-abl n
MUP-cmeckb-1-FRT  N-abl). Kpome ToOro, ocywecrensercd
NoCTaHOBKa OoTpuuUaTesibHbIX KOHTPoNen (N0 ogHOMY ANSA Kaxaow
MUP-cmecn-1-FRT), [OHK craHgaptoB B  KONMYECTBEHHOM
dopmaTte (5 gna MNUP-cmeckb-1-FRT M-bcr-abl n 5 gnsa cmecwu
[MUP-cmeck-1-FRT N-abl) unn nonoxmntenbHbix kKOHTponen MNUP B
KayecTBeHHOM dhopmaTe (no ogHomy ans kaxgou MNLUP-cmecn-1-
FRT). Ecnun yncno Heobxoammoe npobupok N, To:

B Cly4ae uccrnegoBsaHnsi B KonuvyectBeHHoM dhopmare:

N = Konunyecteo obpas3uyos KAHK *2 + 10

B Crlydae uccriegoBaHusi B CKPUHUHIOBOM

N = Konundectso obpasuos kKAHK *2 + 4

2. B cnyyae wuccnepoBaHna opgHou (AByx) naHenu oGpasuoB
NOAroTOBUTb PeaKLUMOHHbLIE CMECU UCXOOA U3 crieayHoLLero:

— MUP-6ycdepa-FRT n nonumepasbl (TagF). Cogepxumoe
ogHon npobupkn ¢ nonumepason (TagF) (0,02 wmn)
HeobXxoOMMO MOJSIHOCTbIO NepeHecTn B npodbupky c [LP-
oydepom-FRT (0,3 mn) u akkypaTHO nepemMewaTtb Ha
BOpPTEKCE, HEe Aonyckas obpasoBaHUs NEHbI.

— B npobupky c¢ MUP-cmecbro-1-FRT M-bcr-abl pgobasutb
145 mkn  npurotoBneHHon cmecu [LUP-6ydepa-FRT n
nonuvepasbl (TaqF). lNepemewarts Ha BopTekce, ocaguTb
Kannu.

— AHanormyHo B npobupky ¢ TMUP-cmectbro-1-FRT N-abl
nobasute 145 Mmkn npurotosneHHon cmecu [lNLP-6ydepa-
FRT n nonumepasbl (TagF). lNepemewats Ha BOpPTEKCE,
ocaauTb Kannu.

B cnyyae wuccnepoBaHus ABYX NaHenem CMeCcU T[OTOBAT

aHanorn4Ho, Ho B ABOMHOM 0ObeMeE.

3. B cnyyae nccnenoBaHusi MHOro KonnyecTtBa ob6pa3uoB pacyeT
NPOM3BOANTCA UCXOOS U3 TOro, YTO Ha KaXkayto noctaHosky NP
noer:

- 7,0 mkn NUP-cmecn-1-FRT;

- 7,5 mkn MNMUP-6ydepa-FRT;

- 0,5 mkn nonumepassbl (TagF).

[Mpn pacyete Heobxoaumo ©OpaTb peareHTbl € 3anacom:.

paccuMTbiBaTb Ha OOHY peakuumto bonble. Onsa nccnegoBaHus

N obpasuoB k[OHK (kaxgbin B OOHOM MOBTOpE) Heobxoammo
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cMelwaThb.:
KonuyecmeeHHbIl ghopmam e KayecmeeHHbIU (CKpUHUH208bIU) \—r%
5505 popmam >
Cwmecb ans Cwmecb onsa Cwmecb ansa Cwmecb ansa
BbisBNeHust M-bcr-abl |  BbisBnenust N-abl BbisBNeHus M-bcr- BbisiBneHust N-abl
abl

(N+7) * 7,0 mkn MUP-
cmecun-1-FRT M-bcr-

(N+3) * 7,0 mkn NLP-

(N+5)* 7,0 mkn T1LIP- cmecu-1-FRT M-bcr-

cvecu-1-FRT N-abl

(N+3) * 7,0 mxn MNMUP-
cmecun-1-FRT N-abl

abl abl
* _ | (N+5) * 7,5 mkn MNLP- * _|(N+3) * 7,5 mkn T1LIP-
(N+7)* 7,5 mkn MNP 6ychepa-FRT (N+3) * 7,5 mxn MNMUP 6ychepa-FRT
6ydepa-FRT yepep Oydepa-FRT yepep
(N+7)* 0,5 mkn (N+5)* 0,5 mKn (N+3) * 0,5 mkn (N+3)* 0,5 mkn
nonMepassl (TagF) nonumepassbl (TagF) nonMepasbi (TagF) nonumepassbl (TagF)
- 3=1 _ o
7=5 AHK- 5 = 3 [JHK-cTtaHaapTa | IonoXuTenbHbI 3 =1 nonoXuTen:HIA
cTaHgapToB + 1 . KOHTpOsb + 1
- + 1 oTpuuaTenbHbIN  |KOHTPOSb + 1 -
oTpuuaTenbHbIn oTpuUaTenbHbIn

KOHTpOnb + 1 3anac

KOHTpOIb + 1 3anac OTpI/ILI,aTeJ'IbeIIZ

KOHTpOnb + 1 3anac
KOHTpOnb + 1 3anac

4.

00|
008
[i]

{1]i]
{1]1]
@

BHecTn B Kaxkayto mukponpobupky ans MNUP, npeaHasHadeHHYyo
ansa  getekumm  Tpadckpunta  M-ber-abl no 15 MKn
NPUroToBfIEHHON peakuuoHHon cmecu M-bcer-abl n B kaxayro
Mukponpobupky ana [P, npegHasHadeHHy AOns geTekumm
reHa-Hopmanusatopa abl no 15 MKn npuroToBrneHHOM
peakynoHHon cmecun N-abl

cnonb3yst HAKOHEYHUK C adpP030SibHbIM BapbepoM, o6aBUTL MO
10 mkn ob6pa3sua kKAHK B npobupky ¢ peakumMOHHON CMeCbio M-
bcr-abl, 3aTem B npobupky ¢ peakumoHHom cmecbio N-abl.

BHe 3aBUCMMOCTM OT KONM4YecTBa Mccreayemblx naHenenm (ogHa
U aBe) HeobXxoaMMO NOCTaBUTb KOHTPOSTbHbIE TOYKN:

B B cnyyae uccrnefnosaHvisi B Kosiu4ecmeeHHOM ghopmame:

1=
<]

000

HeobxoaMMO NOCTaBUTb 5  KOHTPOSbHbIX  OOpasuoB —
kKanubpaTtopos — Anga cmecu M-bcer-abl. [1ns atoro B 5 npobupok
BHocAT 5 IHK-kanunopatopoB (K1, K2, K3, K4, K5) no 10 Mkn
KaXkgoro

NocTaBuUTb 3 KOHTPOSbHbIX Obpasua — kanubpatopa — AN
cmecn N-abl. Ona atoro B 3 npobupkn BHocat 3 [OHK-
kanuopatopa NKO (K1, K2, K3) no 10 mkn kaxgoro.

B cny4ae nccnenoBaHus B CKPUHUH2080M (KayecmeeHHOM)

» ¢bopmame:

HeobXxoANMMO MOCTaBUTb NOSTOXUTENbHbIE KOHTponu MLP. [Ons
9TOro B oAHy nNpobupky co cmeckio M-bcr-abl n B ogHy npobupky
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co cmecbto N-abl BHectn no 10 mkn OHK-kanubpatopa MNKO
(K3).

b. MpoBeaeHne amnnudukauum (MLUP).

1.MomecTnTb NPOdMpKM B amnnudukaTtop.

2. 3anporpaMmmMmmnpoBaTb npubop ang BbINOSTHEHUS
COOTBETCTBYHOLLEN nNporpamMmmbl amMnnupukaunm un getekumn
donyopecueHTHoro curHana (cm. Tabnuubl 1, 2).

Tabnuua 1. NMporpamma amnnudukaumm
ansa «Rotor-Genex» 3000/6000 («Corbett Research», ABcTpanus)

Aman Temnepamypa, °C Bpewmsi @ n‘;’;;";ggzzzz uu lNoemopoe
Hold 95 15 MUH - 1
95 15c¢c -
Cycling JOE/ 45
60 45¢ Yellow
- 3a,El,aTb namepeHune (bJ'IyOpeCLl,eHLWIVI nepen nepBbIM

namepeHunem (Perform calibration before first acquisition);
— 3apatb napameTpbl kanubposku anga kaHanosB JOE/Yellow B
ananasoHe 3FI-5FI.

Ta6bnuua 2. NMporpamma amnnudpukaumum ana «iQ iCycler», «iQ5»
(«Bio-Rad», CLUA); «Mx3000P», «Mx3005P» («Stratagene», CLUA);
«ABIPrism» 7700 («Applied Biosystem», CLLUA)

N3mepeHue

Aman Temnepamypa, °C Bpewmsi (ryopecueHyuu lNoemopoe
1 95 15 MuH — 1
95 20 c —
2 60 55 ¢ HEX ar

3. lMocne okoHYaHUsA peakuumn NPUCTYNUTb K y4eTy pesynbTaToB.

AHAJIU3 U YYET PE3YJIbTATOB

[ToflydeHHble JaHHble — KpuBble HakonneHna doryopecueHTHOro
CUrHana aHanmaupyrTcsa C MOMOLLbIO NpPorpaMmMHOro obecneyeHus
ncnonbdyemoro npubopa ansa nposegeHna [UP B pexnme
«peanbHOro BpeMeHn» B COOTBETCTBMU C UHCTPYKLUMEN K Npudopy.
B npobupkax c¢ [MLUP-cmecbtlo-1-FRT M-bcr-abl peructpupytot
HakonsfieHne npoaykra amnnundoukauum ydactka kKOHK M-bcr-abl
(MKO), B npobupkax c lLP-cmecblo-1-FRT N-abl — kOHK rena-
HopManuaatopa/BHyTpeHHero koHTpons (BKO) abl.

CKpuHuUH208bIU (Ka4ecmeeHHbIU) gpopmam

& Hannume xapakTepHbIX CUrMOOOpPa3sHbIX KPUBbLIX HaKOMMEHUs
NS
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doriyopecueHTHOro curHana, nepecekawwmx MNOpPOroByto
nmHnmio B npobupkax ¢ [MUP-cmecbio-1-FRT  M-bcr-abl
ceugetenncreyet o Hanuymm MPHK TpaHckpunta bcer-abl B
obpasue — noJsioxKumesibHOM pe3sysibmame uccsie0oeaHus.
OtcyTtctBME nonoxutenoHoro curHana B [l P-cmecu-1-FRT
M-bcr-abl npm BanungHOM  3Ha4YyeHUMM cuUrHana reHa-
Hopmanusatopa no cmecn N-abl ceugetenbcTByeTr 06
ompuyamesibHOM pe3yJibmame uccsiedogaHusi

CurHan reHa HopmanusaTopa cuyuTaeTcs BanugHbIM, €cnu
3HayeHue noporosBoro uukna «Ct» (nepeceyeHne KpuBoOK
donyopecueHUMn C YCTaHOBJIEHHOW Ha COOTBETCTBYIOLLEM
ypoBHe rnoporoson nmHuen) B lNLP-cmecun-1-FRT N-abl gns
AaHHoro obpasua MeHblle 3HadYeHMa MnoporoBoro LUMKIa
nonoxutensHoro koHTposs (AHK-kanubpatop MKO (K3)).

Pe3ynbTaTbl He noanexar y4eTy ecrnu:

1. CurHan reHa-Hopmanusaropa AaBnseTcd HeBasiMgHbIM.
TpebyeTca nepectaHoBka paHHOro obpasua, HadnHas C
nepBoro 9tana aHanusa. B cnyvyae BocnpounsBeneHus
pesyrnbTaTta TpebyeTtcs nepesabop matepmana

2. lMNosiBneHue nwboro 3HayeHna Ct B Tabnuue pesynbTaTtoB AN
oTpuuatenbHoro koHTposns (OKO) cemaetenbCTBYET O HaNN4um
KOHTaMuMHaumnm peaktusoB wunn obpasyos. B atom cnyyae
pesynbTatbl aHanu3a nNo BceM npobam  cumuTaroTCcAd
HeZencTBuUTeNbHbiMU. TpebyeTcs NOBTOPUTL aHann3 Bcex npoo,
a Takke npegnpuHATbL Mepbl MO BbIABMIEHUIO M NUKBUOALMN
MNMCTOYHUNKA koHTamuHaumu.

KonuyecmeeHHbIU chopmam

Ha ocHoBaHun  3HayeHun noporosoro uukna  «Ctx»
=5 (nepece4veHne KpuMBOW priyopecueHuun C YCTaHOBJIEHHOW Ha
COOTBETCTBYIOLLLEM YPOBHE MOPOroBON JNIMHWEN) U UCXOOS U3
3adaHHbIX 3Ha4YeHun KannbpaTopoB cHadana gns cmecu M-
bcr-abl, 3atem gna cmecn N-abl (3agaHHble KOHUEHTpauuun
KannbpaTopoB MAEHTUYHbI Ana obenx cmecen) npoucxoaut
aBTOMaTU4YecKoe MOCTPOeHNEe KannbpoBOYHOW MPSIMON W
pacyeT 3HayeHun konum kKAHK bcr-abl n N-abl B obpasue lNLP
(cm. pykosoOcmeo K coomeemcmeyrouweMy mepMOoUyUKiepy
ons NLP e pearnibHOM gpeMeHU).
[Tonly4yeHHble  3HA4YeHMa  UCNonb3ywT  Ang pacyeTa
HOpManun3oBaHHOM  KOHuUeHTpauum PHK  M-bcr-abl B
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nccriegyeMblX M KOHTPOSMbHbLIX obpasuax no cregyolen
CXeMe:
1. paccyuTaTb OTHOLUEHUEe ANA Bcex obpa3uoB
HYucno konuia kHK M-bcr-abl / yucno konuu kJHK N-abl

2. paccuyuTaTtb cpeaHee 3Ha4YeHMe OTHOLIEeHUSA KOHLEeHTpauumn
M-bcr-abl/abl gna AByx noBTOopoB ob6pa3ua

Pe3ynbTaTbl He noAgsiexar y4yeTy ecriu:

3. 3HauyeHne KoHueHmpauyuu abl (reH-HopmanusaTtop) MeHee
10000 konun / peakuusi: obpaseL, He BanuaHbln, TpebyeTcs
nepectaHoBKa AaHHOro obpasua, HadMHasi ¢ NepBoro arana
aHanusa. B cny4ae BocnpousBeaeHust pesynbtarta Tpebyetcs
nepesabop maTtepuana.

4. OTnuyme oTHowWeEHNW KoHueHTpaumn M-bcer-abl/N-abl ons aoByx
NOBTOPOB 04HOro obpasua bornee 4yem YeTblpexkpaTHoe. T.e.

(noemop-1 M-bcr-abl/N-abl) / (moemop-2 M-bcr-abl/N-abl) > 4
unu < 0,25
e 3a UCKMYEHNEM 00pa3LoB, ANSA KOTOPbIX N3MEPEHHOE YMCIIO
konun M-bcr-abl meHee 25.
5. KoahdpnumeHT Koppenauun RA2 npu NOCTPOEHUN

KanndpoBOYHOM NpPsIMOU MeEHee 0,98: TpebyeTcs
nepecTtaHoBka Bcex Npob, HaunHasi ¢ NepBoro atana aHanuaa.
6. PaccuntaHHble KOHUEHTpauum MKO-1/INKO-2 He

yKnagablBalOTCA B [AuanasoH, YyKasaHHblIl BO BKagbllwe:
TpebyeTcs nepectaHoBKa Bcex obpasuoB, Ha4YMHasa C NepBoro
aTana aHanusa.

7. NosiBneHue nwboro 3HavyeHua Ct B Tabnuue pes3ynbTaTtosB OSS
oTpuuatenbHoro kKoHTponsa (OKO) cBugetenbctByeT O
HanMMuMn KoHTaMMHaUMW peakTUBOB unn obpasuoB. B aToM
cnyyae pesynbTaTbl aHanusa no Bcem npobam cuuTaloTcA
HeoencTBUTENbHBIMU. TpebyeTca MNOBTOPUTb aHanu3 BcCeX
npob, a Takke npegnpuHATb Mepbl MO BbISIBIEHUIO U
ANKBNOALNN UCTOYHMKA KOHTaMUHAaLNW.

[JononHUTENbHYD WHGOPMaLMIO MOXHO Yy3HaTb B CreayloLlmnx

cTaTbax:

a. Hughes T, Deininger M et al. Monitoring CML patients responding
to treatment with tyrosine kinase inhibitors: review and
recommendations for harmonizing current methodology for
detecting BCR-ABL transcripts and kinase domain mutations and
for expressing results. Blood. 2006 Jul 1;108(1):28-37;
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b. Gabert J, Beillard E et al Standardization and quality control
studies of ‘real-time’ quantitative reverse transcriptase polymerase
chain reaction of fusion gene transcripts for residual disease
detection in leukemia — a Europe Against Cancer program.
Leukemia. 2003 Dec;17(12):2318-57.

AHAJIUTUYECKUNE XAPAKTEPUCTUKMN.

AHanutnyeckas YyBCTBUTENIbHOCTb.

OueHka 4yBCTBUTENBHOCTM Habopa peareHTOB nMpoBedeHa C
MCNONb3oBaHMEM  KOHTponbHbiXx  PHK-cogepxawmx  ¢aroBbix
npenapaTtoB b3a2 (cooepxnt 13 n 14 9k30H becr n 2 9k30H abl) n
b2a2 (copepxmnt 13 3k30H bcr m 2 3k3oH abl) ¢ wnsBecTHOM
KOHUueHTpauuen. JIkctpakumm PHK un noctaHoske OT-IMUP B
peXnmMe  «peanbHOro BPEMEHW» noAaBepranncb  2-KpaTHble
pa3BegeHns KOHTPOSIbHbIX dharoBbiX MpenapaTtoB B MNPUCYTCTBUK
107 NENKOLMTOB Ha 3KCTPaKLUIO.

BapuaHT MPHK YyBCTBUTESbHOCTL, KONUK UyBCTBUTESbHOCTD,

P MPHK Ha akcTpakumio konun MPHK Ha mn
b2a2 24 (19,5 - 28,5) 237 (189 — 282)
b3a2 48 (37,5 -52,5) 474 (378 — 525)

UyscTBUTENLHOCTL, KoM MPHK Ha aKcTpakuuwo — KONMM4ecTBO
YacTuL, KOHTPOSbHOro para, KoTOopoe Heobxoammo AOobaBuTb B
9KCTpakumo, And obecnevyeHus MNOMNOXUTENbHOIO pe3ynbraTa
aHanusa B 100% cnyyaes B npucytcteun 107 nevikounTtoB. 3a
BENIMYNHY YYBCTBUTENBHOCTU MPUHATO pas3BedeHne KOHTPOSIbHOro
dara, BOCMpoM3BOAMMO oOnpeaensieMoe Kak MOSfIoKUTENbHOE B
12 nostopax w3 12. [lpu cobniogeHnn npoTokona Habopa
peareHToOB  [JaHHas BenM4nHa oTpaxaeTt MWUHUMarbHOE
netektupyemoe konuvectso konun MPHK B Y2 nemnkouutapHou
Maccbl 3abpaHHoro obpasua nepudepruyeckon KpoBuM UMK
Y2 0bpasua KOCTHOro Mmoara. Takum obpasom, npu obpaboTke
2,5 Mn  nepudepnyeckon KpoBU UYYBCTBUTENbHOCTb AETeKUUn
coctaBsnsaeT 20-30 konun MPHK/Mn (no npoTokony uccnegosaHue
npoBoAUTCA B 2X MOBTOpax, B OAHY SKCTpaKuuio nonagatwT
nenkountbl n3 1,25 Mn uenbLHOW KPoBW).

UyscTBUTENLHOCTL, KOMMM MPHK Ha wMn — nepecyutaHHas
BENMYMHa YyBCTBUTENBHOCTU HA 1 MN NpenapaTa (Mcxoasa u3 Toro,
4YTO B 3KcTpakumo nonagaet 0,1 mn obpasuya). [JaHHas BenuunHa
YYBCTBUTENIBHOCTU MOXET ObITb akTyarnbHa, Hanpumep, npu
nccnegoBaHun LenbHOM KpoBu 6e3 oTbopa fnenkoymTapHoOnU Maccehl.
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Morm. Fluora.

o
=

AHanuTuyeckas cneunPuUyHOCTb.

OueHeHa Ha 240 obpasuax nepudepnyeckon KpoBU 3O0POBbLIX
OoHopoB. Bo Bcex cnydasx BbiSIBNAMACA BanWOHbIA - CUrHan
BHYTPEHHEro KOHTPOSIS (reHa-HopManuaaTtopa abl) n He BbISBNASCS
curHan bcer-abl.

Bocnpon3BoaAUMOCTbD.
Konuel-r[pau,wﬂ, n CpepHee Ct Cr.otkn Ct CV%
konun/mn
8.91 * 10° 12 20,51 0,15 0,73
PHK 8.91 * 104 12 24,27 0,17 0,70
8.91 * 108 12 27,72 0,24 0,87
1.82 * 107 7 12,40 0,10 0,83
7.94 * 108 7 16,58 0,05 0,30
OHK 4,57 * 10° 7 20,93 0,15 0,01
3.16 * 104 7 25,26 0,18 0,71
3.02 * 108 7 28,93 0,33 1,14
PHK
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OueHKa OWMNOKU __un3MepeHuss KoHueHTpaumm MPHK npwm
ucnonb3oBaHUM B _KayvectBe crtaHgaptoB OHK-nnasmua, a
TaKXXe OWWNOKU usmepeHuss KoHueHTpaumm MPHK b3a2 npwu
Mcnonb3o0BaHUU b2a2-cTaHAapToOB.

Beuaoy Toro, 4to adppekTMBHOCTM amnnndukaumn nrnasmmaHomn
OHK n k[HK nocne peakumn peBepcun HECKOSbKO OTNnnyarTCs, a
Takke oTnnyarTca 9PGPEKTUBHOCTM amMnnmdukaumm doparmeHToB
b2a2 n b3a2 (BBMay OTNMUMMA B AONMHE), MOXeT Habnwoaartbcd
HeDOsbLLOE UCKaXXeHUE BENMNYNHBI N3MEPSIEMON KOHLUEHTPaLNM.
[Ona oueHkn BeENUYUHBbI OWMBKM M3MEPEHUA KOHLEHTpauunm 6binu
onpegeneHbl agpdektnsHoctn MNMUP Ha npenapatax MPHK n k[HK
BapunaHToB b3a2 u b2a2.

M OddekTnuBHOCTb | OXmngaemasn owmbka M3aMepeHus KOHUEHTpaumm ans
ULLIEHb 3 .

peakumu TOYKM nopsigka 5*10° konun/mn, pasbl (pasHOCTb 1g)
AHK b2a2 0,930+0,020 1
PHK b2a2 0,910+0,010 1,104 (0,043 Ig)
PHK b3a2 0,855+0,025 1,901 (0,279 Ig)

3a eguHuuy npuHATa owunbka u3aMepeHuss KoHueHTpauun [OHK
b2a2, Tak Kak [OaHHbIM BapuaHT WUCNONb3YyeTCsd B KadecTse
cTaHgapToB B Habope peareHToB.
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ToyHOoCTb onpepneneHuna KoHueHTpauum PHK bcecr-abl B
akcnepumMmeHTanbHbIX yecnoBusax no AHK ctaHgapram.

KoHueHTpaumst PHK- Pe3ynbTat nsmepeHus
KOHLeHTpauum B 4aHHOM
¢ara, onpegeneHHasn
Habope peareHTOB OwunbKa,
He3aBUCUMbIM MeToaoM | Tun dara
otHocutenbHo AJHK-ctaHaapTOoB | pa3sHOCTb
(noBTOpOB)
Ig CpenHee, lg
yacTuu/mn lg Cr.oTkn CV%
yacTuu/mn
yacTuu/mn
1.77 * 106 6.25 b2a2 (5) 6.37 0,05 0.77 -0.12
2.53 * 104 4.40 b2a2 (5) 4.46 0.05 1.22 -0.06
1,58 * 106 6.20 b3a2 (5) 6.09 0.10 1.57 0.11
2,79 * 104 4.45 b3a2 (5) 4.09 0.09 2.19 0.36
OBE33APAXNBAHUE.

Ob6es3apaxuBaHne 6Guomatepmana W peareHToB cregyer
NPOBOANTbL Ha KaXOon ctagum OTAenbHO, MoMellasi 0AHOPa30BYIO
NNacTUKoBy nocyay (MpoOMpPKN, HAKOHEYHUKN) B chneumanbHble
KOHTENHEpPbI, coaepxalwume aes3mHbuumpytollee cpeacTBo, KOTOpoe
MOXeT ObITb MCNonb3oBaHO AnNdA obe33apaXkmBaHUS MEOULIMHCKUX
OTXO[0B.

CPOK IogHOCTHU, YCJlioBUA TPAHCIMOPTUPOBAHUA WU
XPAHEHUA.

Cpok rogHocTu. 1 roa.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHcNoOpTUpPOBaTb MNpU
Temnepatype ot 2 0o 8 °C B TedeHue 5 cyT. [lpn nonyvyeHuu
pa3yKoOMMIIEKTOBAaTb.

XpaHeHue. Komnnekt peareHtoB «PUBO-30nb-D» (Kpome aueTata
HaTpus, PHK-antoeHnTa bcr-abl n TPHK), MNMUP-6ydep-FRT, OHK-
bydep wn [OHK-kanubpatopbl (M3  KOMMNMeKTa  peareHToB
«AMnnnCeHcy») XpaHuTb npun Temnepartype ot 2 Ao 8 °C. Komnnekr
peareHToB «PEBEPTA-L», «AmnnuCeHc» (kpome [LP-0ydepa-
FRT, OHK-6ydepa n OHK-kanubpatopos), auetat HaTpua, PHK-
anmoeHT bcer-abl n TPHK (13 komnnekTa peareHtoB «PUUBO-305nb-D»)
XpaHUTb Npu Temnepartype He Bbiwe MuHyc 16 °C.

YcnoBua otnycka. [Ona  neyebHo-npodunakTU4yecknx  u
CaHUTapPHO-NPOPUNAKTUHECKUX YUPEKOEHUN.

FAPAHTUMAHbIE OBA3ATENIbCTBA NPOU3BOOUTENS.

[MponsBoguTenb rapaHTmpyeT COOTBETCTBMUE OCHOBHBbIX
napamMeTpoB U XapakTepucTuk Habopa peareHToB, TpeboBaHUAM,
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yKa3aHHbIM B TEXHUYECKOW M SKCryaTauMOHHOW OOKyMeHTauun, B
TeYEHNEe YKasaHHOro Ccpoka rogHOCTU nMpu cobnogeHnun Bcex
YCINOBUM TPAHCMOPTUPOBAHUSA, XPaHEHUST N NPUMEHEHMUS.

Peknamaumm Ha KadecTBO Habopa peareHTOB HanpasnsTb B MO
agpecy 111123, r.MockBa, yn. HoBornmpeesckas, nom 3A,
e-mail: cs@pcr.rud.

[Mpn BbisBNEHUN MOBOYHBIX OENCTBUW, He YyKa3aHHbIX B
MHCTPYKUMN NO NMPUMEHEHNIO Habopa peareHToB, HexenaTesnbHbIX
peakumMn npu ero Wucnonb3oBaHun, akToB U OOCTOATENBLCTB,
co3garLmx Yrposy XU3HU U 300POBbI0 rpaXkgaH U MeOUUMHCKUX
pabOTHMKOB NPU NPUMEHEHUN N AKCMSyaTauum Habopa peareHToB,
pekoMeHAyeTCca HanpaBuUTb cOoOLLeHMe Mo agpecy, yKaszaHHOMY
Bbille, U B YMNOJIHOMOYEHHYK TOCY4APCTBEHHYIO pPerynmpyoLLyto
opraHusauuio (B P® — depepanbHasa cnyxba no Hagsopy B cgepe
34paBoOXpaHEHNS) B COOTBETCTBUMU C OENCTBYOWMM
3aKoHOOaTEeNbCTBOM.

3aseyrommit HITJI OMIuD Vit 4 E.H. Poxnonosa
®BYH [IHUU Dnupemuonoruu Pocrorpebuaniopa ‘

RETIp
['n1aBHBIH Bpay &/,&)& N C.A. borpan
OI'BY3 I u O ®MBA Poccun

3 OT3bIBbI M NpeanoXeHns o nNpoaykuMn «AMNNMCEHC» Bbl MOXETE OCTaBWUTb, 3arOSfTHUB aHKETY
notpebutens Ha cante: www.amplisens.ru.
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