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CMUCOK COKPALLEHUA
B  HacTtosawen MHCTPYKUMM  MPUMEHSTCA  criegyioLine
cokpalleHusi 1 0603HaYEeHUS:

OHK — 0Ee30KCMpYyOOHYKNenHoBas KnucnoTa

kOQHK — KomnnumeHTapHasa JHK

PHK — puboHyKnenHoBas KucroTa

oT — obpaTHas TpaHCcKpMnuus

BKO — BHYTPEHHUI KOHTPOrbHbIM 0bpasel,

OKO — OoTpuuaTenbHbIN KOHTPONbHbLIN 0bpa3sel

KO — MONOXUTENbHbIN KOHTPOSbHbIN 06paseL

K+ - NONOXUTENbHbIN KOHTponb MNLP

K- - oTpyuartensHbin KoHTporb MLIP

OK - OTpUUaTENbHbIN KOHTPOSb SKCTPaKLNK

MnupP — nonMMepasHag uenHas peakums

®BYH LIHAM — GepgepanbHoe 6lOJ:l,)KeTHO? yupexaeHue Haykn «LleHTpanbHbIn
Hay4HO-MccnenoBaTeNbCKUA NHCTUTYT ANUAEMNONOTNNY

ANMaemMmnosnornm y

PocnoTpe6Hanaopa cDeqepaanovl cnyx6bl No Hag3opy B cdepe 3awmThbl NpaB
noTpebutenen n Gnarononyyms Yyenoseka

HCV — Bupyc renatuta C

FRT — doriyopecLeHTHas AeTeKUNA B peXNME «pearnbHOro BpeMeHmn»

HA3HAYEHUE

Habop peareHToB «AMnnnCeHc® HCV-reHotun-FL»

npegHasHadeH Onsa BbiSBreHUs UM andodpepeHumauum reHoTurnos
Bupyca renatmta C (HCV) B KnMHWM4YEeCKOM MaTepuane MeTonooMm
nonumepasHon uenHon peakumn (MUP) ¢ rmMbpuansaumoHHo-
doryopecuUeHTHON AeTeKUNEN B peXxXnmMme «pearnbHOro BpeEMEHN».

Onpenenenve reHotnnos HCV 1a, 1b, 2, 3a, 4 npoBogutca C
nomowibto «MUP- komnnekrta» BapuanHt FRT-g1-4; onpegeneHue
reHoTunoB HCV 1a, 1b, 2, 3a, 4, 5a, 6 npoBogutca ¢ nomoulbio «MLIP-
komnsiekTa» BapnaHT FRT-g1-6.

[aHHbIn Habop peareHTOB pPekoMeHAyeTCHA WUCMorb30oBaTb MNocre
obHapyxeHuss PHK HCV B wuccnegyembix obpasuax C MNOMOLLbHO
HabopoB peareHTOB, NpegHa3Ha4YeHHbIX KaK 4 Ka4eCTBEHHOrO, Tak U
ans  konuyecteeHHoro onpegenennss PHK Bupyca renatmta C
(Hanpumep, «AMnnuCeHc® HCV-FL», NCMONb3YHOLLIErO
rmMoépuan3aLmMoHHO-ONyopecLEeHTHYO aeTekumo, unn «AMnnmnCeHc®
HCV-EPhy», uncnonb3yowero anekrpodopeTUyeckyto  AeTeKkuuto
NpoaykToB  amnnudukaumm  (npoussoactea  ®bYH  LIHUAA
anungemunorornm PocnotpebHaasopa)).

BHUMAHUE! Pesynbtatbl [MLP-nccnegoBaHua y4untbiBalOTCA B
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KOMIMMEKCHOW anarHocTuke 3abonesaHns’.

NMPUHLUMUN METOOA

MpuHUMN TecTupoBaHUS OCHOBbIBAeTCA Ha aKcTpakuum PHK u3
nnasmMbl KPOBM COBMECTHO C PEKOMOWMHAHTHBIM BHYTPEHHUM
KOHTpOSibHbIM obpasuom (BKO), npoBegeHun peakuum obpaTHOW
TpaHCKpunuuu PHK wun MUP-amnnndomkaumnm kQHK ¢
rmopunan3aunoHHO-pyopecUeHTHON  OeTeKuunen B pexume
«peanbHoro BpemMeHny». [ns UCKMoYeHNsa JOXHOOTpULUATENbHbIX
pesynbTatoB B uccrnegosaHme BeegeH BKO, koTopbi nossBosnsieTt
KOHTPOSIMpOBaTb BCe JTanbl aHanM3a W OUeHuBaTb BIUSHUE
nHrnébutopos MNLP Ha pe3ynbTaThl nccnegoBaHus.

Onpepgenenne reHotuna HCV opgHoro obpasua npoBoanTca B
HEeCKOJSIbKMX Npobupkax, B Kaxkaon npobupke auddepeHumpyroTcs
aBa reHotuna HCV unun ogmH reHotun HCV un BKO. Habop
paspabotaH Aana npubopoB, umewWwmMx OBa W H6onee kaHana
aetekuun dnyopecueHumn. B Tabnuue ykasaHbl KaHanbl, MO
KOTOPbIM OeTEKTUPYTCA reHoTunel HCV gna kaxaon peakumoHHON
cMecu.,

PeakunoHHasi cmecb 1b/3a 1a/2 BKO/4 5a/62
Kanan ansn BbiaBnsiemble reHoTunbl HCV
c¢dnyopodopa
FAM 1b 1a BKO 5a
JOE 3a 2 4 6

' B cootBeTcTBUM ¢ [npekTuBor EBponelickoro Cotosa 98/79/EC.

2 Bxogut B coctae «[MLP-komnnekta» BapnaHT FRT-g1-6.
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POPMATbI U DOPMbI BbiIlTYCKA HABOPA PEAINEHTOB
HaGop peareHTOB Bbinyckaetca B 1 hopmare:
dPopmart FRT
Habop peareHTOB BbinyckaeTcda B 6 oopmax KOMMeKTaunu:
®Popma 1 BkNoyaeT KoMnnekTol peareHToB «PUBO-copb» BapuaHT
50, «PEBEPTA-L» BapuanT 50, «[1LP-komnnekT» BapuaHT FRT-
g1-4.
Popma 2 BknoyaeT komnnektol peareHToB «PUBO-npen» BapmaHT
50, «PEBEPTA-L» BapuanT 50, «[1LP-komnnekT» BapuaHT FRT-
g1-4.
Popma 3 BkMw4aeT Komnnekt peareHToB «[1LP-komnnekT»
BapuaHT FRT-g1-4.
Popma 4 BknoyaeT komnnekTol peareHToB «PUBO-copb» BapmaHT
50, «PEBEPTA-L» BapuaHT 50, «[lLUP-komnnekt» BapuaHT FRT-
g1-6.
Popma 5 BknoyaeT komnnekTol peareHToB «PUBO-npen» BapmaHT
50, «PEBEPTA-L» BapuaHT 50, «[lLUP-komnnekt» BapuaHT FRT-
g1-6.
Popma 6 Bknw4aeT KomnnekTt peareHToB «[1LP-komnnekT»
BapuaHT FRT-g1-6.
®opmbl  KOMMnnektauun 1, 2, 3 npegHasHadeHbl AOns
onpegeneHunsa reHotmnos 1a, 1b, 2, 3a, 4 supyca renatuta C.
dopmbl  Komnnektaumn 4, 5, 6 npedHasHayeHbl Ans
onpeaeneHunsa reHotunos 1a, 1b, 2, 3a, 4, 5a, 6 sBupyca renatuta C.
dopmbl  komnnektaumn 1, 2, 4, 5 npegHasHadeHbl AOns
npoBeaeHna nonHoro [LP-nccnegosaHusa, BKoYasi 9KCTpaKUuIo
PHK 13 knuHun4yeckoro matepuana, nposegeHne peakumm obpatHom
TpaHCKpUnumnm PHK wu MUP-amnnudukayumn kKOHK ¢
rmopunan3aunoHHO-PIyopecueHTHON  OeTeKuMen B pexnme
«pearnbHOro BpeMeHm».
dopmbl KOMMSiekTaummn 3 1 6 npegHasHayeHbl Ona NpoBeaeHUs
MUP-amnnudmkaummn kKOAHK ¢ rubpunansaynoHHo-gnyopecLeHTHON
AeTekunen B pexume «pearbHOro BpemMeHu». [Onsa nposBeneHud
NOMHOro [MUP-nccnegoBaHus Heobxoanumo MCcnonb3oBaTb
KOMMMNEKTbI peareHToB Npoun3BOACTBa dbYH LHN
onuagemuonornn  PocnotpebHagsopa ans  akctpakumm  PHK
(komnnektol peareHToB «PUBO-copb» wunu «PUBO-npen») wn
npoBedeHns  peakumm obpaTHOM  TpaHCKpUnuMn  (KOMMEKT
peareHTOB « PEBEPTA-L»).

CcTp. 513 36

Perunctpamua MU & Poc3gpaerapzope
www.nevacert.ru | info@nevacert.ru



AHAJIMTUMECKUE XAPAKTEPUCTUKA
AHanuTnyeckas YyBCTBUTENbHOCTb

v KomnnekT ansa KomnnekT ansa AHanuTtn4yeckas
O6GBLEM IKCTpaAKLUN,
MKR 3KCTpaKuumn amnnucukaumm u YYBCTBUTENbHOCTD,
PHK/OHK AeTekummn ME/mn

«MUP-komnnekT»
BapuaHT FRT-g1-4,

- 3
100 «PUBO-copb» «MLIP-koMAneKT 2,5x10
BapuaHT FRT-g1-6
«MUP-komnnekT»
100 «PUBO-npen» BapuaHT FRT-g1-4, 5x10°

«MUP-komMnnekT»
BapuaHT FRT-g1-6

AHanutnyeckasa cneundpPuUYHOCTb

OueHka aHanuTnyeckon cneundunyHocTn Habopa peareHToB
nokasana OTCYTCTBME MEPEKPECTHbIX peakumin Mexay reHotmnamm
1a, 1b, 2, 3a, 4, 5a n 6 Bupyca renatnta C npu MCnonbL3OBaHUU
BbICOKOKOHLIEHTPUPOBAHHbLIX  PEKOMOWHAHTHLIX  MONOXUTENbHbIX
KOHTPOSIbHbIX  obpasuoB #M  o06pa3yoB  nnasMbl  KPOBWU
COOTBETCTBYHOLLNX reHoTunos HCV.

MEPbDI NMPEOOCTOPOXHOCTHU nu CBEONEHUA Ob
YTUIN3ALUNN

Pabota gomkHa npoBoauTbCA B nabopaTopuun, BbIMOMHAKOLLEN
MOnEKynapHo-bunonornyeckme (rupP) nccriegoBaHmA
Ouvonormyeckoro  martepuana Ha  Hanuume  BO3byauTeneu
NHMEKUNOHHBIX  BonesHew, Cc cobniwgeHnemMm  caHuTapHoO-
anungemunonormndecknx npasun CI1 1.3.2322-08 «besonacHocTb

paboTel € MukpoopraHuamamu |lI-IV  rpynn natoreHHocTw
(onacHocTn) w©n BO3byaMTENAMW  NapasuTapHbiX  OoNe3Heny,
CaHllvH 2.1.7.2790-10 «CaHuTapHo-anngemMmornornyeckne

TpeboBaHuss K obpaleHnio ¢ MegUUMHCKAMK  oTXodamMuny» U

mMeToandecknx ykasaHum MY 1.3.2569-09 «OpraHusauuss paboTbl

nadopatopun, NCNOSb3YHOLLNX MeToabl amnnndukaumm

HYKNEMHOBLIX KUCMOT nNpu paboTe C marepuarnioMm, cogepXxalimm

MUKpoopraHusmsbl -V rpynn natoreHHOCTU».

[Mpn paboTe HeobxoauMMO Bcerda BbIMOMHATL — crnegytowme

TpeboBaHUS:

- PaccmaTtpuBaTth wuccrnegyemble obpasubl Kak UHMEKLMOHHO-
ornacHble, opraHM3oBbiBaTb paboTy U XpaHEHUE B COOTBETCTBUM
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c Crl 1.3.2322-08 «be3onacHocTb paboThl c
MUKpoopraHmnamamm -V rpynn natoreHHOCTM (onacHOCTU) U
BO3OyaMTENAMU NapasnTapHbiX 60Ne3Hen».

- Ybupatb u gesvHpuumpoBaTb pasnutble obpasubl, NUCMONb3yS
aes3vHduuupyrowmne cpeacrtea B cootsetcteum ¢ Cl1 1.3.2322-

08 «besonacHocTb paboTbl ¢ MuKpoopraHuamamu -1V rpynn
NaTOreHHoCTM (ornacHoCTU) M BO3DyaAUTENAMW nNapasuTapHbIX
bonesHeny.

- JlabopaTopHbln npouecc AormkeH ObiTb OAHOHaNPaBMeHHbIM.
AHanms npoBoanTCS B OTAENbHbIX NOMELLEHUsX (30Hax). PaboTty
cnegyet HauvMHatb B 30He JKCTpakuuu, npoposmkaTe B 30HE
AmMnnmdpmkaumm wn  [etekumn. He BosBpawatb o0pasupbl,
obopynoBaHue n peareHTbl B 30HY, B KOTOpoW Oblna npoBeneHa
npeablayLwias ctagnsa npouecca.

- Heucnonb3oBaHHble peareHTbl, peareHTbl C UCTEKLLUNUM CPOKOM
FOAHOCTW, a TaKkKe WCMNONb30BaHHbIE peareHTbl, YMNakoBKy?,
Buonornyeckn matepuarn, Bknovaa matepuanbsl, UHCTPYMEHTDI
N npegmeTbl, 3arpsi3HeHHble OMOMNOrnM4Yeckum MaTepuarnom,
cnegyeT ygansatb B coOTBeTCTBUMM C TpeboBaHusamu CanllnH
2.1.7.2790-10 «CaHuntapHo-anugemumosniornyeckme tpeboBaHms K
obpalleHnto ¢ MeANLUNHCKUMM OTXO4aMny.

BHUMAHUE! [lpu ypaneHun oTxogoB nocne amnnudpukauum

(npobupok, cogepxawmx  npogyktel  [UP)  HegonycTMmo

OTKpblBaHME NpPOGUPOK U  pas3dbpbi3rMBaHME  COLEPXKMUMOTO,

MOCKOMbKY 3TO MOXET NpUBECTU K KOHTaMuHaumu npogykramu MLP

nabopaTtopHOM 30HbI, 060pPYyaOBaHNA U peareHToB.

- Wcnonb3oBaTtb U MEHATH MPU Kaxaou ornepaumm ogHopasoBble
HaKOHEYHUKMN AONna aBTOMaTUYEeCKUX [03aTOpOB C unbTpom?.
OpgHopasoByo nMnacTukoByo nocyny (Npobupknu, HaKOHEYHWKN)
Heobxogumo cbpacbiBaTb B  cneuyuanbHbl  KOHTEWHEP,
coepxawmnn aes3nHUumMpyrollee CcCpencTtBo, KOTOpoe MOXeT
ObITb UCMONMb30BaHO AnNd obe33apaxmBaHUs MeOULMHCKNX
OTXO[0B.

- [loBepxHOCTU CTOMOB, a TakXe T[OMELLEHUSA, B KOTOPbIX
npoBoanTcs noctaHoska LIP, oo Havana u nocne 3aBepLUeHus

8 Hewncnonb3oBaHHble peareHTbl, peareHTbl C WUCTEKLIMM CPOKOM TOAHOCTM, WCMONb30BaHHbIE
peareHTbl, ynakoBka OTHOCSATCS K Kaccy ONacHOCTU MeaULMHCKMX oTxoaoB I

4 [Ons ypoaneHust HagoCafoYHOM >XMOKOCTU B MPOLIECCE OKCTPaKUMM C TMOMOLLbI BaKyyMHOMO
oTcacbIBaTenNs UCMoNb3yTCH OAHOPA30Bble HAKOHEYHMKM 6e3 unbTpa.
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paboT HeobxoaMmo noasepratb  ynbTpadmorieToBOMY
obny4deHunto B TeveHne 30 MuH.

- Habop peareHTOB npegHasHayeH Onsi  O0QHOPa30BOro
npuMmeHeHus onga nposenenua MNLP-nccnegoBaHna ykasaHHOro
konn4yectBa npob (cMm. pasgen «CocTtaBy).

- Habop peareHTOB rotoB K MPUMEHEHUIO COrMacHO AaHHOM
MHCTPYKUMN. [lpumeHsATb Habop peareHToB CTPOro Mo
Ha3Ha4YeHUHo.

- K pabote c Habopom peareHTOB AONYyCKaeTCcHa TONbLKO NepcoHar,
00yYeHHbI MeTodaM MOSEKYNAPHON ONArHOCTUKM U npaBusiam
paboTbl B  KINWHMKO-gAMarHoctmyeckon  nabopatopum B
yctaHoBneHHoMm nopsigke (CI11.3.2322-08 «besonacHocTb
paboTbl € MuKpoopraHmamamu -1V rpynn natoreHHoCTH
(onacHocTK) 1 BO30yanTenamMmn napasmtapHblix 60ne3Heny).

- He wucnonb3oBaTb Habop peareHTOB, €CnNuM HapyLleHa
BHYTPEHHAA YynakoBKa WIW BHELWHWW BWL peareHta He
COOTBETCTBYET ONUCAHWUIO.

- He wucnonb3oBatb Habop peareHToB, ecnn He cobnoganncb
YCNOBUA  TPaHCMOPTUPOBAHMUA U XpPaHEHUA  COorfiacHo
NHCTPYKLUMN.

- He wucnonb3oBaTb Habop peareHTOB MO WCTEYEHUM CpoKa
rO4HOCTW.

- Wcnonb3oBaTb  OQHOpA30Bble  HEOMYAPEHHbLIE  NepyaTky,
nabopaTopHble XanaThbl, 3aWwuwaTb rnasa Bo BpeMsi paboTbl C
obpasuamn n peareHTamu. TwaATeNlbHO BbIMbITb PYKU MO
OKOH4YaHuM paboTbl. Bce onepaunm npoBOAATCS TOMbKO B
nepyaTtkax onga UCKITIOYEHUS KOHTaKTa C OpraHM3MoM YenoBeka.

- Wsberatb BAObIXaHWUs NapoB, KOHTAKTa C KOXEW, rrasamu wu
cnuaucton obonoykon. BpegeH npu npornateiBaHuu. [lpu
KOHTaKTe HeEMeEHHO NMPOMbITb NOPAaXXEHHOE MECTO BOAOWN, Mpwu
HeobxoaMMoCTN 0bpaTUTbLCS 3a MEAULMHCKON MOMOLLbIO.

- Jlnctol 6e3onacHocTn peareHToB (SDS — safety data sheet)
OOCTYMHbI MO 3anpocy.

OueHKa BEPOSATHbLIX COBOLITUN, B pe3yribTaTe HACTYMeHUa KOTOPbIX

MOIYT MPOU3ONTU OTpuuaTeNbHble NOCNeACTBUS ANl opraHmsma

yenoseka (Ansa dopM KOMMOIEKTALMN, HE BKIIHOYAKOLINMX KOMMNAEKThI

peareHToB «PUE0O-copb», «PUEO-npeny).
[Mpn  wncnonb3oBaHMM NO  HasHayeHWo KN cobnigeHun

BblLLENEPEYNCIIEHHBIX MEP NMPELOCTOPOXHOCTM Habop Be3onaceH.
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OLueHKa BEPOATHbIX COObITUW, B pe3ynbTaTe HACTYMNIIEHUSA KOTOPbIX
MOIyT MPOU3OUTU OTpuLaTENbHbIE NOCNEACTBUSA AONA opraHmsma
yeroseka (Ansi hopM KOMMMEKTALMWN, BKIHOYAKOLWMX KOMMNNIEKTbI
peareHToB «PUBO-copby», «PUBO-npeny).

Mpn  wncnonb3oBaHMM MO  Ha3HaA4YeHUO KN cobnigeHun
BbILLEMNEPEYUCIIEHHBIX Mep  NPEOOCTOPOXHOCTU  KOHTaKT C
OpraHM3MOM 4erioBeka uCK4deH. [lpn aBapuiHbIX CUTyauusix
BO3MOXHO criegytouiee:

- pasgpaxeHue Crnm3ncTon o0BONoYKM rnas y YyBCTBUTESbHbIX
nnu,

- pasgpakeHWe KOXU Yy YyBCTBUTENbHbIX NN,

- annepruyeckasa peakuums,

- Bpen nNpv BObIXaHUN,

- Bpea npu npMemMme BHYTPb.

Cneuundunyeckne Bo3OENCTBUA KOMIMIMEKTA peareHToB Ha OpraHusm

yesrioBeka (ansa Bcex dopmM KOMNAeKTaumn):

- KaHueporeHHbIn adoeKkT OTCYTCTBYET.

- MyTareHHoOe gencTene OTCyTCTBYET.

- PenpoayktnBHasi TOKCUMHOCTL OTCYTCTBYET.

OOMNOJIHUTEJIbHbIE MATEPUAITIbI N OBOPYOOBAHUE

30HA 1. 3kctpakuusa PHK n3 knuHn4yeckoro matepumana

1. Komnnektbl peareHtoB ans BoblgeneHns PHK/OHK — «PUBO-
copb» (TY  9398-004-01897593-2008), «PNBO—-npen»
(TY 9398-071-01897593-08) wnu pgpyrve, pekOMeHOOBaHHbIE
OobYH UHWUWN OSnmpemmnonormn PocnotpebHag3opa — npu
paboTe ¢ dopmamu Komnnekrauum 3, 6.

2. JlamnHapHbIn BOKC.

3. BopTtekc.

4. MukpoueHTpudyra gna npobupok Tuna «3IAnneHgopd» OO
12 ThIC Q.

5. TepmocTaTt gnga npobupok Tmna «3dnnengopd» ot 25 go 100 °C.

6. ABTOMaTuyeckme p[o3atopbl nepemMeHHoro obvema (0T 5 Ao

50 mkn, ot 20 go 200 mkn n ot 100 go 1000 mkn).

7. OpgHoOpasoBble MONUMPONUIIEHOBbIE 3aBUHYMBAKOLLMECA WK
NSIOTHO 3aKpblBatoLWmMecs Npodunpkn obemom 1,5 mn.

8. OgHopasoBble HakOHeYHUKN ¢ punbTpom go 100 mkn, go 200
Mk 1 go 1000 mkn B WTaTUBax.

9. BakyymHbI OTcacbiBaTeNb MEOUUMHCKUMA C KONBOM-NoBYLUKOW
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OnNa yaaneHusa HagocagodHOM XXUOKOCTM.
10.04HOpa30Bble HakoHeYHNKM 0o 200 MK B WTATUBE.
11.WtaTtuebl anga npobupok oobemom 1,5 mn.
12.XonogunnbHuk ot 2 oo 8 °C.
13.0TOenbHbIN XanaT, wanoyku, obyBb M 0QHOpPAa30BLIE NepyaTKu
no MY 1.3.2569-09.
14.EMKOCTb C A€3VMH(PUUNPYIOLLMM PaCcTBOPOM.

30HA 2. lNpoBeaneHue peakuum OOpPaTHOM TPAHCKpPUNUUN WU

amMnnudmnkKaumm B pexmme «pearibHOro BpeMeHu»

1. KoMnnekr peareHTOB And MpoBedeHus1 peakumum obpaTHOW

TpaHckpunumn «PEBEPTA-L» (TY 9398-005-01897593-2008) —

npwn padoTte ¢ dopmamm KoMmnnekTaumm 3, 6.

Bokc abaktepuanbHon BosgywHon cpebl (MLUP-6okc).

LleHTpudyra/sopTekc.

. ABTOMaTnyeckme gos3atopbl nepeMmeHHoro obrema (ot 5 go 50

Mk n ot 20 go 200 mkn).

5. OpgHopasoBble HakOHeYHUKU ¢ punbTpom go 100 mkn n go 200
MK B LUTATUBaXx.

6. Wratmebl ansa npobupok obvemom 0,5 mn mnm 0,2 mn unu 0,1
Mn (B COOTBETCTBMN C UCMNOMb3yEMbIM TUNOM NPOBUPOK).

7. XonoamnbHuk oT 2 oo 8 °C ¢ MOpPO3UIbHOM KaMepon He Bbille
MuHyc 16 °C.

8. OTgenbHbIN Xanart, Wanoyku, obyBb M OQHOPA30BbLIE MEepYaTKu
no MY 1.3.2569-09.

9. EmMKocTb ansa cbpoca HaKOHEYHUKOB.

[Mpn __ npoBedeHMn  peakumm  obpaTHOW  TPaHCKPUNLMW _ C

ncnosnb3oBanmem « PEBEPTA-Ly:

10.04HOpas3oBbIE MONMMNPONUNEHOBLIE NMPodbupkn obbemom 0,2 M
mnn 0,5 mn (B 3aBUCUMOCTM OT MOAENU MCMNOSIb3yeMOro
TepMocTtata unu amnnudukatopa, B KOTOPOM MNPOBOAMUTCS
peakuuns obpaTHOM TpaHCKPUNLUMN).

11.TepmocTaTt gnsa npobupok Tuna «3nnengopd» ot 25 oo 100 °C
NN nporpamMmmupyembin amnindukaTop (Hanpumep, «Tepumky»
(«QHK-TexHonorus», Poccus), Gradient Palm Cycler (Corbett
Research, Asctpanua), GeneAmp PCR System 2700 (Applied
Biosystems, CLLUA)).

12.[pn nocTtaHoBKe peakuum obpaTHOW TPaAHCKPUMNUMN MEHEE YEM
onsa 10 uccnegyembix obpasyoB — aBTOMATUYECKUW [O3aTop

AWN
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nepemeHHoro oovema (ot 0,5 go 10 mkn).

13.Mpun nocTtaHoBKe peakuum obpaTHOM TPaAHCKPUMUNN MEHEE YeM
ansa 10 ncecnegyembix 06pasyoB — 04HOPAa30Bble HAKOHEYHUKMN C
dguneTtpom o 10 mkn B WITaTMBeE.

[Mpn pabote ¢ «[1LIP-koMNIekTom»:

14.Tporpammunpyemblit amnnudukatop POTOPHOrO TMna

(Hanpumep, Rotor-Gene 3000 wnu 6000 (Corbett Research,

Asctpanus), Rotor-Gene Q (Qiagen, [epmaHus)), wnm

amnnudukaTop nnaHweTHoro Tuna (Hanpumep,iCycler iQ5 (Bio-

Rad, CLUA)), vwnu amnnmndukatop SmartCycler Il (Cepheid,

CWA), wnn Mx3000P, Mx3005P (Stratagene, CLUA) wn

pekoMeH40BaHHbLIE ObYH LHU Anuaemmonorum

PocnotpebHag3opa B MeTOOMYECKUX pPeEKOMeHZaumax o

NPUMEHEHUIO AaHHOro Habopa peareHToB).

15.0gHopas3oBble nonunponuneHossle Npodunpku ana MNLUP:

a) TOHKoCTeHHble npobupkn gna TMLUP obvemom 0,2 mn c
BbINYKIMON KPbILLKON (HECTPUMNOBAHHbLIE NI CTPUMOBAHHbLIE) —
Npwn Ucnonb3oBaHnK npnbopa NnaHWeTHOro TMNa;

6) TOHKOCTEHHble npobupkn ana TLUP obvemom 0,2 mn c
MSIOCKOM KPbIWKOW (HEecTpuMnoBaHHbIE) WM CTPUMNOBaHHbIE
npodbupkn obvemom 0,1 Mn — nNpu 1Ucnonb3oBaHUM npmbopa
POTOPHOro TUna.

B) npobupkn gna MNMUP obvemom 0,025 mn (Cepheid, CLLUA) —
npu wucnonb3oBaHun npubopa SmartCycler I (Cepheid,
CLUA).

16.MpomapKkmpoBaHHbIN WITAaTUB (NPM KCNOSMb30BaHUK NpnbopoB
nnaHLWeTHOoro Tmna).

17.0gHopasoBble  nonunponuneHoBble npobupkn ana  TLP
(nnockas Kpbllwka, HecTpunoBaHHble) Ha 0,5 mn

18.LUleHTpndpyra v wratme gna npobupok (Cepheid, CLUA) npwu
ncnonb3oBaHmn SmartCycler |l (Cepheid, CLUA).

B3ATUE, TPAHCINMOPTUPOBAHUE 7 XPAHEHUE
UCCINIEAYEMOI'O MATEPUATA

Mepeq Havanom  paboTbl  crniegyeTr  0O3HAKOMUTbCA  C
METOOMYECKUMN pekoMeHaauusmn «B3datne, TpaHCNopTUPOBKa,
XpaHeHne kKnuHuyeckoro wmatepuana gna [TLUP-gunarHoctmkny,
paspabotaHHbiMn OI'YH UHUNO PocnotpebHag3opa, Mockea,
2008 .
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Ona nposenenna [1LP-nccnepgosaHma wmcnonb3yeTca nrasma
nepudepundeckon Kposu. [1na nonyvyeHns nnasmbl KPOBb OTOMpatoT
B npobupky ¢ 3 % pactBopom SOATA un3 pacdeta 20:1 (20 yacten
KpoBu Ha 1 yactb QL TA). 3aKkpbITyto NPOBUPKY C KPOBBbI HECKOSBLKO
pa3 nepesopadnBaloT. B TedeHne 6 4 C MOMEHTa B3ATUSA KPOBU
cnegyeT otobpaTb nnasmy M nNepeHecTn B HOBYH Npobupky. Ons
9TOro Npobupky ¢ KpoBbto LeHTpudyrnpytotT 20 mmH npm 800-1600
g, nocne 4ero otbupaloT nnasMy M NEpPeHoCAT B OTAENbHYH
O4HOpPAa30BYH NPOBUPKY. XpaHUTb NfiasMy MOXHO He bornee 3 aHeu
npu Temnepatype ot 2 o 8 °C n gnutensLHO Npu TemnepaTtype He
Bbllle MuHyc 68 °C.
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®OPMAT FRT
COCTAB

Komnnekt peareHtoB «PUBO-cop6» BapuaHT 50 — KomnnekT
peareHToB Ans BbliaeneHna PHK/OHK n3 knuHunyeckoro marepuana —

BKIKO4YaeT:
Peakmue OnucaHue O6vem, Mn Kon-eo
- lMpo3payvHasa 6ecuBeTHas

INnanpyrowmn pacteop JKAKOGTBS 22,5 1 cbnakoH

PactBop Anfa oTMbIBKM 1 ﬂpospaqHsaﬂ GecuseTHas 20 1 cpbnakoH
XWOKOCTb

PacTtBop AnA oTMbIBKU 3 MNpospaunas becuseTHas 50 1 cpbnakoH
XWMOKOCTb

PacTBop ansa otmbiBKY 4 lNpospaunas becuseTHas 20 1 conakoH
XMOKOCTb

CopGeHT CycneHausa 6enoro useta 1,25 1 npobGupka

PHK-6ychep MpospayHasa becuseTHas 0.5 5 NPOBNPOK

XNOKOCTb

KomnnekT peareHToB paccumtaH Ha BblgeneHne PHK/OHK wmn3 50
Npo0, BKMNtOYask KOHTPOSIN.
BxoanT B coctaB hopmbl komMnnektaumm 1 n 4.

Komnnekt peareHtoB «PUBO-npen» BapuaHt 50 — KomnnekT
peareHToB Ans BbliaeneHna PHK/OHK 13 knuHnyeckoro matepmana —
BKNKOYaerT:

Peakmue OnucaHue O6nem, M Kon-eo

PacTtBop ansa nusuca MNpospavas >KM5'D'KOCT'° 15 1 donakoH
rony6oro useTa
lMpo3payHas 6ecuBeTHas

PacTtBop Ansa npeuunutauum JKUAKOCTD 20 1 donakoH

PacTtBop AnA oTMbIBKU 3 lNpospaunas becugeTHas 25 1 donakoH
YKNOKOCTb

PacTBop ansa otmbIiBKY 4 lNpospaunas becuseTHas 10 1 donakoH
YKNOKOCTb
MpospayHas becuseTHas

PHK-6ydep HUIKOGCTH 1,2 4 npobupku

KomnnekT peareHToB paccunTaH Ha BblgeneHne PHK/OHK n3 50 npoo,
BKIO4ast KOHTponu. BxoanTt B coctaB popMbl KOMMMEKTauum 2 n 5.

5 Mpun xpaHeHUn NU3MpyOLLLErO pacTBOpa, pacTBopa ANs Nn3nca U pacTBop AN OTMbIBKM 1 npu
Temnepartype oT 2 0o 8 °C Bo3aMOXHO obpa3oBaHMe ocagka B BUAE KPUCTasIOB.
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Komnnekt peareHtoB «PEBEPTA-L» BapuaHT 50 — komnnekr
peareHToB anga nonydeHna KAHK Ha matpuue PHK — Bknro4aer:

XWOKOCTb

Peakmue OnucaHue O6BLemM, M Kon-eo
. MpospayHas becuBeTHas

RT-G-mix-1 KUOKOCTb 0,01 5 npobupok

RT-mix Mpo3payvHas 6ecuBeTHas 0.125 5 NPOBUPOK
XNOKOCTb

PeBepTtasa (MMIv) Mpospaunas becuseTHas 0,03 1 npobupka
XMAKOCTb

OHK-6ychep Mpo3payvHas 6ecuBeTHas 1.2 1 npo6upka

Komnnekt peareHToB BapuaHT 50 paccuuTaH Ha npoBeaeHue 60
peakunr obpaTHOM TPAHCKPUNLMK, BKIOYAsH KOHTPOSN.

Komnnekr peareHtoB «[lLUP-komnnekr» BapuaHT FRT-g1-4 —
komnnekt peareHtoB gna [MUP-amnnugukaummn k[OQHK reHoTvnos
(1a, 1b, 2, 3a, 4) HCV c rMbpuansaymoHHO-NyopeCLEHTHON

OeTeKUMeN B pexnme «peanbHOro BpeEMeHN» — BKIHOYaeT:

XXWOKOCTb

Peakmue OnucaHue O6vem, mn Kon-eo
NuUuP-cmecb-1-FRT HCV MpospayHas becuseTHas 0.6 1 npo6upKa
reHoTunbl 1b/3a XXNOKOCTb
NuUuP-cmecb-1-FRT HCV MpospayHas becuseTHas 0.6 1 npo6upKa
reHoTunsbl 1a/2 XXNOKOCTb
NuP-cmecb-1-FRT HCV MpospayHas becuseTHas
BKO/reHotun 4 XXNUOKOCTb 0.6 1 npobupka
OT-MLP-cmeck-2-FEP/FRT | [IPO3pauas becugeTHan 0,3 3 NpoBupKM

YXUAKOCTb
Monumepasa (TagF) MNpospaynas becuseTHas 0,03 3 npobupku
XWOKOCTb
NMKO kOQHK HCV reHoTunbl lMpo3payvHas 6ecuBeTHas 0.2 1 npoBupka
1b/3a XWAKOCTb
NMKO kAHK HCV reHoTtunbl Mpo3payHas 6ecuBeTHas 0.2 1 npoGupKa
1a/2 XNOKOCTb
NKO kAHK HCV BKO/reHotun | [Npo3payHas GecuBeTHas 0.2 1 npoGupKa
4 XNOKOCTb
TE-6ychep MpospayHas becuseTHas 0.5 1 npoBupka

KomMnnekT peareHTOB paccymTaH Ha npoBegeHune 55 TectoB (165

peakunr amnnudukaumnm), BKNOYast KOHTPOSIN.
BxoguT B coctaB popm kKomnnektaummn 1, 2 n 3.
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K KOMMMEKTY peareHToB npunararoTcAa KOHTPOJIbHbIE 06pa3L|,bl

JdTadlna BblAEJIeHUSA.

XNOKOCTb

Peakmue OnucaHue O6BLemM, mn Kon-eo
OKO MpospayHasa 6ecuseTHas 0.5 1 npoBupka
XWOKOCTb
BKO STI-248-rec lNpospaunas becuseTHas 0.5 1 npo6upka

Komnnekr peareHtoB «[LUP-komnnekr» BapuaHT FRT-g1-6 —
koMmnnekt peareHtoB angd lUP-amnnndumkaunm kOHK reHotunos
(1a, 1b, 2, 3a, 4, 5a, 6) HCV ¢ rubpuansayMoHHO-NyopeCLEHTHON

OeTeKUMeNn B pexnme «peanbHOro BpeEMeHN» — BKIOYaeT:

XNOKOCTb

Peakmue OnucaHue O6bem, mn Kosni-eo
NnuP-cmecb-1-FRT HCV lMpo3payHas 6ecuBeTHas 0.6 1 npoBupka
reHoTunbl 1b/3a XUOKOCTb
NnuP-cmecb-1-FRT HCV lMpo3payvHas 6ecuBeTHas 0.6 1 npoBupka
reHoTunbl 1a/2 XUOKOCTb
NnuP-cmecb-1-FRT HCV Mpo3payHas 6ecuBeTHas
BKO/reHotun 4 XMNOKOCTb 0.6 1 npobupka
NnuP-cmecb-1-FRT HCV Mpo3payHas 6ecuBeTHas 0.6 1 npo6upKa
reHoTunbl 5a/6 KNOKOCTb
OT-MLP-cmeck-2-FEP/FRT | | IPO3pauas becugeTHan 0,3 4 NpoBupKM
YXUAKOCTb

NMonumepasa (TagF) MNpospavast becuseTHas 0,03 4 npobupkn
YXWAKOCTb

NMKO kAHK HCV reHoTunsbl MpospayHas becuseTHas 0.2 1 npoBupka

1b/3a YKMOKOCTb

NMKO kAHK HCV reHoTunbI MpospayHas becuseTHas 0.2 1 npoBupka

1a/2 XXUOKOCTb

‘I;IKO kAHK HCV BKO/reHotun | [Npo3payHas 6ecuBeTHas 0.2 1 npoBupka
XNOKOCTb

NMKO kAHK HCV reHoTtunbl lMpo3payHas 6ecuBeTHas 0.2 1 npoBupka

5a/6 XWAKOCTb

TE-6ychep lMpo3payvHas 6ecuBeTHas 0.5 1 npoBupka

KomnnekT peareHTOB paccymTaH Ha npoBedeHue 55 tectoB (220

peakunr amnnudukaumnm), BKIOYast KOHTPOSN.
BxoaunT B cocTtaB cobopm KomnnekTauum 4, 5 n 6.
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K KOMMNEKTY peareHToB npurnarakoTcsd KOHTPOJIbHbIE 06pa3L|b|
JdTana BblAeJIeHUA.

Peakmue OnucaHue O6BLemM, mn Kon-eo
OKO MpospayHas 6ecuBeTHas 0.5 1 npoBupka
XUOKOCTb
BKO STI-248-rec lNpospaunas becuseTHas 0.5 1 npo6upka
XUOKOCTb

NMPOBEAEHUE NUP-UCCINNEOOBAHUA

[MLP-nccnegosaHne coCcTouUT U3 Criegytowmx aTanos:

— OkcTpakuuna PHK 13 nccnegyembix obpasuos.

— [lpoBeneHue peakunm obpaTHOW TPaHCKPUNUUN.

— [lpoBeneHune amnnmdukaymm C rmépnamsaunoHHO-

donyopecueHTHON AeTeKUNEN B PEXNUME «pearibHOro BpeEMEHMY .
— AHanus n nHTepnpeTauma pesynbTaToB.

HetanbHas wHQopmauma no npouenype nposegeHuna [1LP-
nccriegoBaHMa B 3aBUCMMOCTM  OT  TuMNa  UCMNOSIb3yeMOro
obopynoBaHus umsnoxeHa B «MeTogunyecknx pekomMeHaaumsax no
NPUMEHEHUID  Habopa peareHToB AN onpejeneHus  u
anddepeHumaummn reHotunos Bupyca renatuta C (HCV) B
KIMTMHUYECKOM MaTepuane MeToaoM NonumepasHou  LenHoum
peakunun (MUP) ¢ rmbpmnamsaumoHHo-pryopecueHTHON OeTeKUMEN
«AMnnnCeHc® HCV-reHotun-FL»», paspaboTtaHHbix ®BYH LIHWA
anuagemuosnornn PocnotpebHaasopa.

SKCTPAKLUUA PHK U3 UCCNNEAYEMbIX OBPA3LIOB
BHUMAHMUE! pwn pabote ¢ PHK Heobxoammo ncnosnb3oBaTb TOMbKO
OQHOpa30Bble MMAaCTUKOBbIE pPacxXodHble MaTepuanbl, UMeroLme
cneumanbHyto mapkmpoBky «RNase-free», «DNase-freey.

Ona akctpakumm PHK uvcnonb3yoTca KOMMMEKTbl peareHTos,
peKkoMeHLOBaHHbIe OBbYH LIHN ANMaemMmnonorum
PocnoTtpebHagsopa:

— Npu unCnonb3oBaHuM komnnekta peareHtoB «PUBO-cop6»
nopsigok pabotel cM. B npunoxeHnn 1 — «3kctpakums PHK ¢
ncnonb3oBaHMeM Komnnekra peareHtoB «PUBO-copb».

— npu wucnonb3oBaHUM komnriekta peareHtoB «PUBO-npen»
nopsaok paboTbl CM. B npunoxeHumn 2 — «Aketpakuma PHK c
ncnonb3oBaHMeEM KoMmnriekta peareHToB «PUBO-npeny.
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BHUMAHUE! TllonyyeHHbin npenapat PHK xpaHeHuio He
NOANEXNT, peakuuto obpaTHOM TpaHCKpUnuun criegyeT npoBoaUTb
cpasy nocre nony4vyeHuns PHK-npooObi.

NPOBEOEHUE PEAKLUUAU OBPATHOWU TPAHCKPUMNLUUU
Ooowmun oo bLem peakuMoHHON cMmecu — 20 MK, BKIOYas oobLem
npo6bl PHK — 10 mkn.

BHUMAHMUE! Npwn pabote ¢ PHK Heobxoammo ncnonb3oBaTb TOMBKO
OLHOpa30BbLle MNIACTUKOBLIE pacXOAdHble Martepuanbsl, UMerolmne
crneunanbHyro mapknpoBky «RNase-free», «DNase-free.

A. NMoaroToBKa NpobuUpoK Anst o6paTHOM TPaHCKPUNLUUKU
Ona BHeceHMa B npobupku peareHToB U npo6 PHK
MCNOJIb3YHTCA OA4HOPAa30Bble HAKOHEYHUKU C hUNbLTPaMM.

BHUMAHUE! KomnoHeHTbI  peakuMOHHOM cMecu  crieayer
CMelwmnBaTb HENOCPEACTBEHHO Trepen MpoBedEHNEM peaKkuun
obpaTHOM TpaHCKpMNLMN.

1. o Hayana paboTbl pasMopo3nTb, TWAaTeNbHO NnepemMewaTb Ha
BopTekce RT-mix n RT-G-mix-1. OcagnTtb Kannu C KpbllWekK
NPOOMPOK.

2. OtobpaTb Heobxogumoe KonmnyecTBo npobupok obbemom 0,2
mim 0,5 mn (B 3aBUCMMOCTM OT MOAENN WUCNOSb3yeMOoro
TepmMocTaTa unu amnnudukaTopa) OS19 NPOBELEHUS peaKkunu
obpaTHOW TpaHCKPUMNUUM C YY4ETOM KONMYECTBA MUCCneayembiX U
KOHTPOJbHbIX 00pa3uoB (oauH KOHTponb 3akcTpakuuu (OK)).
[MpomapkmpoBaTb NPOOUPKMN.

3. [Npu nposegeHun obpaTtHom TpaHckpunummn 10-12 o6pasLos:

a) lNpurotoBnTb peakuMOHHYI0 CMecCb Ha 12 peakuuin. [inga aToro
B Npobupky ¢ RT-mix BHecTn 5 Mkn RT-G-mix-1, TwwaTtensHo
nepemellaTe Ha BOpPTEKCE W OCaAUTb Kanfin C KPbILKK
NPOBUPKN.

6) K nonyyeHHomy pactBopy Aob6aButb 6 MKn peBepTasbl
(MMlv), nunetnpoBaTb 5 pas, nepemMmewatb Ha BOpPTEKCE.
OcaguTb Kannu C KPbIWKNW NPOBUPKN  KpaTKOBPEMEHHbLIM
LEeHTPUYrmpoBaHnem,

4. MNpn npoBegeHun obpaTHOM TpaHcKpunuum mMeHee 4Yem 10

0bpasLoB:
Ona npuroToBfieHUA peakuMOHHOM CMecu Heobxoaumo B
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oTaenbHOM npobupke cmMmelwaTtb peareHTbl M3 pacyeta Ha 1
peakuuto B cneaytowem nopsaake: 10 mkn RT-mix, 0,4 mkn RT-G-
mix-1 n 0,5 mkn peepta3sbl (MMIv) (cMm. Takke Tad6n. 1). lpn
BHeceHun B cMecb RT-G-mix-1 wn peBeptasbl (MMIv)
nMNeTupoBaTb KaXablh peareHT He MeHee S pa3. TuwaTrenbHo
nepemellaTtb CMeCb Ha BOpPTEKCE M OCaguTb Kamnfn C KPbILWKK
NpooOupKMN.

BHAMAHUE! PeBeptaza (MMIlv) TepmouyscTBUTENbLHA! He
OCTaBnsnTe €e nMpu KOMHATHOM Temnepatype B Te4deHue
anvtenbHoro BpemeHn! Cpasy nocrne ncrnonb3oBaHua youpanTe B
MOPO3UITBHYIO Kamepy XosrioaubHuKa!l

Tabnuua 1

Cxema NnpurotoBrieHUs1 peakLMOHHON CMeCH

Ha gqsuze;negzz;r}-;m) LD Je L

HMCIIO KIMHMYECKyX RT-mix RT-G-mix-1 | PesepTasa (MMIv)
obpasuos

4 606 2,4 3,0
5 70 2,8 3,5
6 80 3,2 4,0
7 90 3,6 4,5
8 100 4,0 5,0

5. BHectn B npurotosneHHble npodbupkn no 10 MKR rotoBou
peakLuNOHHOW CMECH.

6. B rotoBble npobupkn BHecth no 10 mkn PHK-npoo,
BblAEMNEHHbIX W3 KINHUYECKMX W KOHTPOJSbHbLIX 00Opasuos,
corracHo Mapkuposke. OCTOPOXHO nepemMellaTb Ha BOPTEKCE U
oCauTb Kannu C KPbILWKN NPOBUPKN.

BHAMAHUE! Tlpn pob6asneHmn PHK-npo6, BblgeneHHbIX C

noMouwlblo Komnnekrta peareHtoB «PUBO-copb», Heobxoanmo

n3beratb nonagaHusi copbeHTa B peakuMOHHYK CMECH.

b. MpoBeaeHne peakunmn od6paTHON TPaHCKPUNLUU
1. TocTtaBntb nNpobupkn B amnnmgukatop (tepmoctaTt) Ha 37 °C
Ha 30 MUH.

6 O6bembl BHOCUMbLIX peareHToB MNpuBeaeHbl C y4eTOM KonuMyecTBa uccrieayembix obpasuos
(knnHn4yeckne obpasubl 1 1 kKOHTponb aTana BbigeneHnst PHK) n 3anaca Ha 1 o6pasel.
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BHAMAHUE! B cnyyae wvcnonb3oBaHWA ONA NOCTAHOBKU peakumnn
obpaTHOW TpaHCKpUNUUK aMnimgukaTtopoB C CUCTEMON OETEKUUU B
pexume «peanbHOro BpPeEMEHM» Heobxoaumo 3anporpaMmmMuMpoBaThb
Npnbop Ans BbINOSIHEHMUS] COOTBETCTBYIOLLEN NporpaMmmbl (CM. Tabn. 2
n «Metoguyeckme pekoMmeHgauum no NpMMeHeHNo Habopa peareHToB
Ans BbisBNeHus 1 gudodoepeHumanmm reHoTnnoB Bupyca renatuta C
(HCV) B kKnnHn4eckom marepuarne MeTogoM nonmmMmepasHon LIENHON
peakunn (IMLP) ¢ rmbpuamsaunoHHO-pnyopecueHTHOM AeTEKUNEN
«AMnnnCeHc® HCV-reHotun-FL»», paspabotaHHble ®BYH LIHUU
anungemuornormm PocnotpebHaasopa).

Tabnuua 2
NMporpamma onsa npoBeaeHUs peakuuun oopaTHoun
TpaHCKpunuun Ana amnnaudukaTopoB ¢ CACTEMON AeTeKuun B
peXume «peanbHOro BpeMeHu»’

° MpoaonKuTenbLHOCTb N3mepeHune Konu4yectBo
dtan Temnepatypa, °C
JTana c¢onyopecueHumH LMKNOB
1 37 30 MuH - 1

2. lNocne okoH4YaHuA peakuum gobaBuTb B Npobupkn rno 20 Mkn
AHK-6ydepa, ncnonbsya HOBbIM HAKOHEYHUK C (PUNbTPOM And
Kaxkgomn npobsbl. [lepemeluaTtb akkypaTHO Ha BOPTEKCE N 0CaanTb
Kanmn ¢ KpbILWKK NPOOUPKMN.

[lonlydeHHass B peakumm obpaTHom  TpaHckpunuun  kKOHK
ncnonbadyetcsa ana nposeneHus NUP-amnnndgukaunm.

NotoBbIN npenapat KAHK MoXHO XpaHUTb Npu TemnepaType He
Bbiwe MUHyc 16 °C B TedyeHue 1 Hea unu nNpu Temnepartype He
Bbille MuHyc 68 °C B TeyeHue roaa.

NPOBEOEHUE AMMIU®UKALMN C OETEKUMEUN B PEXUME
«PEAJIBHOIO BPEMEHW»

A. NopgroroBka Nnpodbupok ana amnnudmnkaumum

BbiGop npobupok ana amnnudpukaumMm  3aBUCUT  OT
ucnosb3yemMmoro amnnucgpukartopa.

Ona BHeceHMa B npobupkn peareHtoB, npod kKOHK wu

7 Hanpumep, Rotor-Gene 3000 mnun 6000 (Corbett Research, Asctpanus); Rotor-Gene Q (Qiagen,
lepmanus); iQ5 (Bio-Rad, CLUA); Mx3000P (Stratagene, CLUA); «OT-96» («OHK-TexHonorus»,
Poccus) n pekomeHgoBaHHble PEYH LIHUW Bnugemmnonorun PocnotpebHaasopa B METOOMYECKNX
pekomMeHaaLmnsax No NPMMEHEHNIO AaHHOro Habopa peareHToB.
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KOHTPOJSIbHbLIX O00Opa3uoB  UCNONbL3YKTCA  OAHOpa30OBbLIe
HaKOHEeYHUKU ¢ hunbTpamu.

Oowmun oo bLeM peakLMOHHON CMeCU — 25 MKI, BKIOYas 00bLem
npo6bl KAHK — 10 mkn.

BHUMAHUE! KomnoHeHTbI  peakunMOHHOM cMecu  criegyet
cMewmBaTb HernocpeacTtBeHHO nepen nposegeHuvem  [LP-
nccnegosanmd. CmewmBaTb  peareHTbl K3  pacyeTa Ha
HeobXoAMMOE 4YMCMO peakuun, BKAKYawliee TecTUMpoBaHUE
nccrneayembiX M KOHTPOSbHbIX 0Opa3uoB, HEOOXOAMMO COrfiacHo
pacyeTHou Tabnuue (cm. Tabn. 3, 4).

A1. TllogrotoBka npobupok ana amnnucdpukaumm npu
ucnonb3oBaHun Komnnekra peareHToB «[lLP-komMnnekT»
BapuaHT FRT-g1-4

1. o Hauyana paboTbl pasMopo3uTb, TWAaTeNbHO NnepemMellaTb Ha
BOPTEKCE BCe peareHTbl Habopa M ocaguTb Kanfnm C Kpblllek
NPOBUPOK.

2. Otobpatb  HeobxogMmoe  KONMMYECTBO  MNPobMpoK  Ans
aMmnmpukaumm Cc  y4eToM  KONMMYecTBa UCCrefyeMbiX U
KOHTPOMbHbIX 06pa3uoB (0AMH KOHTPOSb akcTpakumm PHK, oBa
KOHTponst  amnnudukaummn). Tun  npobupok BbliOpaTb B
3aBMCUMMOCTW OT UCMONb3yemMoro npuodopa.

BHUMAHUE! Kaxabin obpaseu aHanmaupyeTcs C
MCMNOSIb30BAaHMEM TPEX pPeaKUMOHHbLIX CMECeW, MNO03TOMy AOns
Kaxxgoro obpasua Heobxogumo npurotoBuTb 3 npodbupku. [pwu
MCNOMb30BaHMM MNPUOOPOB POTOPHOrO TUNa NPOMAapPKMpoOBaTb
npobupkn «Ne obpasua 1b/3a», «Ne obpasuya 1a/2» n «Ne
obpas3ua_ BKO/4», cooTBeTCcTBEHHO. [pK ncnons3osaHnn npubdopos
NNaHWeTHOro  Tuna ncnonb3oBatb  ANd  9TUX  UeEnen
NPOMapKNPOBAHHLIN LLUTATMB.

3. Otobpatb Tpu npobupkn obvemom 0,5 Mn ANa NPUroTOBMEHUS
peakuMoHHbIX cmecen. [lpomapkupoBatb npobupku «1b/3ay,
«1a/2» n «BKO/4».

4. B Kaxagylo K3 Tpex npobupok, npegHasHayeHHbIX AN
NPUroTOBMEHUS PEaKUNOHHbBIX CMeceun, BHECTU U3 pacyeTa Ha 1
peakumo: 5 wmkn  OT-MUP-cmecun-2-FEP/FRT, 0,5 mkn
nonumepassbl (TaqF) n 10 mkn cooteeTcTBytowen NMLUP-cmecu-
1-FRT HCV reHotun (cm. Ttakke Ttaobn. 3), npudem [MLP-
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cmecb-1-FRT HCV reHotunbl 1b/3a BHOCUTCA B npobuMpKy

«1b/3a» n T1.4. [Nony4eHHble peakuMOHHbIE CMECU nepemMellaTb

Ha BOpPTEKCe U 0CcaguTb Kansin C KpbILLKKA NPOOUpKMX.

BHUMAHUE! PeakunoHHble cmecnm HeobxoaumMo roToBUTb C

3anacom Ha 1 obpasey, (cm. Tabn. 3).

5. BHectn B npobupkn, npegHasHadeHHble AN NPOBELEHUS
amnnudukaumn, no 15 MKR rotoBonM peakunoHHOM CMecu B
COOTBETCTBUN C MApPKUPOBKOK, T.€. peakunoHHasi cmecb «1b/3a»
BHOCUTCH B npobupku, NPOMapPKNPOBaHHbLIE «Ne
obpasua_1b/3a» u T.4.

6. B noarotoBneHHble NpobMpKM ¢ packanaHHbIMU peakLMOHHbLIMU
CMeCsMM B COOTBETCTBUM C MapKMpOBKOW BHecCcTM rno 10 Mmkn
kAHK-npo6, nonyyeHHbIX B peakumMm obpaTHOM TPaHCKPUNLUMN,
npuyemM Kaxabil obpaseu, B TOM 4UCIe OTpuLaTenbHbIN
KOHTposb akcTpakumm (OK), Heobxoanmo BHeCTU B 3 Npobupkn,
cogepXxalune packanaHHble peakumoHHble cmMmecn «1b/3ay,
«1al/2» n «BKO/4».

7. lNocTaBUTb KOHTPOJIbHbIE peaKuun:

a) oTpuuarenbHbin KOHTponb MNUP (K-) — BHecTM B npobupku
C packanaHHbIMU peakumoHHbIMKM cmecamun «1b/3a», «1a/2»
n «BKO/4» no 10 mkn TE-6ydepa.

6) nonoxutenbHbIn KOHTponb MNUP (K+1p3a) — B Npobupky c
peakumoHHon cmecblo «1b/3a» BHectn 10 mkn MKO kOAHK
HCV reHotunbl 1b/3a;

B) nonoxutenbHbin KOHTposnb MNUP (K+1a2) — B npobupky c
peakunoHHon cMmecbio «1a/2» BHectn 10 mkn MKO kAOHK
HCV reHoTunbl 1a/2;

' nonoxutenbHbin KOHTposb MNMUP (K+skois) — B npobupky c
peakunoHHon cmecbto «BKO/4» BHectn 10 mkn MKO kOHK
HCV BKO/reHoTun 4.
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Tabnuuya 3
Cxema npuroToBrieHUA peakUMOHHbIX cMecen
ana BapuaHta FRT

O61bem peareHTa Ha O4HY 10,00 5,00 0,50
peakuuio (Mkn)
Yucno Yucrno MuP-cmecb-1- OT-NupP- Monumepasa
KIMUHUYECKNX nccnegyemMblix FRT HCV CMeCb-2- TagF)*
06pa3LoB ToYek® redotmn__* FEP/FRT* (Taq

4 7 80 40 4,0
5 8 90 45 4,5
6 9 100 50 5,0
7 10 110 55 55
8 11 120 60 6,0
9 12 130 65 6,5
10 13 140 70 7,0
11 14 150 75 7,5
12 15 160 80 8,0

* — ObbeMbl BHOCMMbIX peareHToB npuvBedeHbl ¢ 3anacom Ha 1
obpaselu.

A2. T[MoproroBka

MCNoSib30BaHUN

BapuaHT FRT-g1-6

1. o Havana paboTbl pa3Mopo3nTb, TWAaTENbLHO NepemMellaTb Ha
BOPTEKCE BCe peareHTbl Habopa M ocaguTb Kanfm C Kpblllek
NPOOUPOK.

2. OTobpatb  HeoOxoOuMMOE  KONMYecTBO  Npobupok  Ans
amnmukaumm Cc  y4eToM KONMMYecTBa WUcCCregyeMbiX WU
KOHTPOMbHbIX 06pa3uoB (0AMH KOHTPOSb akcTpakummn PHK, oBa
KOHTpONs  amnnudukaumm). Tun  npobupok BbliOpaTb B
3aBMCUMMOCTU OT UCMONb3yemMoro npudopa.

BHUMAHUE! Kaxabin obpasel aHanusupyetcs C
NCMNOSIb30BAHMEM YETbIPEX PEeaKUMOHHbLIX CMeCcen, NO3ToMy Ans
Kaxxgoro obpasua Heobxogmmo npurotoBuTb 4 npobupkn. [pu
ncnosnb3oBaHMM npobupok obvemom 0,2 mn ansa npubopos
POTOPHOro TMna NpoOMapKnpoBaTb NpoGuMpKn «Ne
obpasua_1b/3a», «Ne obpasua 1a/2», «Ne obpasua BKO/4» u
«Ne obpasua_5a/6», cooTBeTCcTBEHHO. [lpyM wncnonb3oBaHUU
NpubopoB nNMaHWeTHOro Tuna WM Npu  UCNOSfb30BaHUK

npobupok Ansa
KOMMeKTa

amnnudukaumm npm
peareHToB «[1LUP-koMnnekT»

8 Yncno knuHuyeckmx obpasuoB + 1 koHTponb aTana akcTpakumm PHK + 2 koHtpons MUP (N+3, N —
KONMMYECTBO KITMHMYECKNX 06pasLoB).
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CTPUNOBAHHbLIX NPOBUPOK Aanss npubopoB POTOPHOro TUNa
MCNoSib30BaTh 4SS 3TUX Lenen NpoMapKMpOBaHHbIN LLITATUB.

3. Otobpatb 4eTblpe npobupkn obvemom 0,5 wmMn agna
NPUroTOBMEHUS  pPeakUuMOHHbIX cMecen. [lpomapkupoBaTb
npobupkn «1b/3a», «1a/2», «BKO/4» n «5a/6».

4. B kaxaoyrw U3 4eTbipex npobupok, npeaHasHavyeHHbIX And
NPUroTOBMEHUS PEaKUNOHHbIX CMeceun, BHECTU U3 pacyeTa Ha 1
peakumo: 5 wmkn OT-MUP-cmecu-2-FEP/FRT, 0,5 wMkn
nonumMmepasbl (TaqF) n 10 mkn cooTteeTtcTBytowen NMUP-cmecu-
1-FRT HCV reHotun (cm. Ttakke Ttaobn. 4), npudem [MLP-
cmecb-1-FRT HCV reHotunbl 1b/3a BHOCUTCA B npobupKy
«1b/3a» n 1.4. lNony4eHHble peakuMOHHbIE CMeCcu nepemellaTb
Ha BOpPTEKCE U 0caguTb Kanmin C KpbILWKKA NPOBUPKMN.

Tabnuua 4
Cxema NnpuUroToBrieHUA peakLuMOHHbIX CMeceu
ansa sapuanta FRT

O61bem peareHTa Ha OA4HY 10,00 5,00 0,50
peakuuio (Mkn)
Yncno Yucno MuUP-cmecb-1- OT-MnupP- Monumepasa
KNMUHUYECKNX nccrnegyemMbix FRT HCV CMeCb-2- (TagF)*
06pas3LoB Toyek? reHotun_ * FEP/FRT*

4 7 80 40 4,0
5 8 90 45 4,5
6 9 100 50 5,0
7 10 110 55 5,5
8 1 120 60 6,0
9 12 130 65 6,5
10 13 140 70 7,0
1 14 150 75 7,5
12 15 160 80 8,0

*

— 00bEMbl BHOCUMBbIX peareHToB npuBeAeHbl C 3anacom Ha 1
obpaseu.

5. BHect B npobupkn, npegHasHadeHHble AOns  NpoBedeHMs
amnmpukaummn, no 15 MK rotoBoM peakumoHHOM CMEeCcU B
COOTBETCTBUN C MapPKUPOBKOW, T.e. peakunoHHas cmecb «1b/3a»
BHOCUTCS B Npobupkn, npomapkupoBaHHble «Ne obpasua_1b/3a» u
T.0. B cnydae wcnonb3oBaHua AN NPOBEdEHUS  peakumnn
aMnnnpukaumm CTpUNOBaHHbIX MNPOBUPOK, PeakuMOHHbIE CMECU

9 Unecno knmHu4Yecknx obpasuoB + 1 KOHTporb atana akcTpakumm PHK + 2 koHtpons MUP (N+3, N —
KONMMYECTBO KITMHMYECKNX 06pasLoB).
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BHOCUTb B COOTBETCTBUM CO CXEMOMW ﬂpe,D,CTaBﬂeHHOVI Ha pl/IC.1.

4 npo6upKM, Ncnonbayemble 4%500: f(‘]é’//gf»
<_
ANA NOCTaHOBKM O4HOro Cwmecb «BKO/4»
KNUHUYeckoro obpasLa [ mech «5a/6»
< Cmechk «1b/3a»
¢ Cmech «1a/2»
¢ Cmecb «BKO/4»
© 0 0 0 0 0 mechb «5a/6»
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PucyHok 1. Cxema BHeCeHUSs peakuMOHHbIX cMecel 1 obpasuosB npu
ncnonb3oBaHun gnsa noctaHosku MNLP cTtpunoBaHHbIX NpobUpOoK.

6. B noarotoBneHHble NPoOMpPKM C packanaHHbIMU peakLMOHHbLIMU
CMEecCAMN B COOTBETCTBMW C MapKMpoOBKOW BHecTu rno 10 mkn
kAHK-npo6, nony4eHHbIX B peakunun obpaTHOM TPaHCKPUMNLUUK,
npuyemM Kaxabll obpaseu, B TOM 4UCe oOTpuLaTenbHbIN
KOHTposb akcTpakummn (OK), Heobxoanmo BHeCTU B 4 npobupkn,
codepxXaline packanaHHble peakuuMoHHble cmecn «1b/3av,
«1a/2», «BKO/4» n «5al6».

/. TlocTaBUTb KOHTPOSbHbIE peaKuUum:

a) otpuuatenbHbin KOHTponb MNMLUP (K-) — BHecTu B npobupkm ¢
packanaHHbIMU peakuMoHHbIMKU cMmecamn «1b/3a», «1al2y,
«BKO/4» n «5al6» no 10 mkn TE-6ydpepa.

6) nonoxutenbHbIn KOHTponb MNUP (K+1p3a) — B Npobupky c
peakumoHHon cmecblo «1b/3a» BHectn 10 mkn MNMKO kAHK
HCV reHotunsl 1b/3a;

B) nonoxutenbHbIn KOHTposnb MNUP (K+1a2) — B npobupky c
peakumoHHon cmecbio «1a/2» BHectn 10 mkn MNMKO kAHK
HCV reHotunbl 1a/2;

N nonoxutenbHbin KOHTposb MNUP (K+skous) — B npobupky c
peakunoHHon cmecbto «BKO/4» BHectn 10 mkn MKO kOHK
HCV BKO/reHotun 4;

0) nonoxutenbHbin KOHTponb MUP (K+sa6) — B Nnpobupky ¢
peakunoHHon cmecbio «5a/6» BHectn 10 mkn NMKO kOHK
HCV reHotunbl 5a/6.

b. lpoBegeHne amnnucpukaumm c petTekuUen B pPeXUmMme
«pearibHOro BpeMeHu»
1. 3anporpammupoBaTb npubop (amnnudpukatop C CUCTEMOMU
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OETEKUMN B PEXMME «peanbHOro BpeMeHu») Ans BbINONMHEHUS
COOTBETCTBYIOLLEN MporpaMmbl aMnnuukaunmm wn OeTekuum

donyopecueHTHoro curHana «AmnnmnCeHc-1» (cm. Tabn. 5, 6).

Tabnuua 5
Mporpamma «AMnnuCeHc-1» ans npubopoB poTopHoro Tuna'®
3man Temnepamypa, | [lpodomxkumenbHOCMb UN3mepeHue Konuyecmeo
°C amana ¢riyopecuyeHyuu uukrnoe
Hold/Ygepx. 95 15 MUH B 1
Temn-pbl
, 95 5c¢ —
HMKJ?IZSICI;I;%/HMG 60 20¢ — S
72 15¢ -
Cycling 2/ 95 5c¢ -
LinknuposaHue 60 20 c FAM, JOE" 40
2 72 15¢ -
Tabnuuya 6
Mporpamma «cAMnnuCeHc-1» ana npnbopoB NaHLWeEeTHOro
TMna'?
n npubopa Smart Cycler Il (Cepheid, CLLIA)
o | [MpOBomKkumenbHocmb U3mepeHue Konuyecmeo
Aman Temnepamypa, °C
amana ¢hriyopecuyeHyuu uuknos
1 95 15 muH (900 c'3) - 1
95 5c¢ —
2 60 20 c — 5
72 15 ¢ —
95 5c¢ —
3 60 30c FAM, JOE"! 40
72 15 ¢ -
2. YCTaHOBUTL MPOOMPKM B SYEMKN peakuMOHHOro  MoAyIs

npubopa.
3. 3anyctntb  BbINOSIHEHME  NpOorpamMmbl
aetekumen pnyopecueHTHOro curHana.
4. 1o OKOHYaHUM BbINOSHEHNSA MPOrpamMmMbl MPUCTYNNTL K aHaNnay
N MHTEepnpeTauumn pesynbTaTos.

amnnndukaumm ¢

10 Hanpumep, Rotor-Gene 3000 unun 6000 (Corbett Research, Asctpanus), Rotor-Gene Q (Qiagen,
"epmanus).

" HasBaHue kaHanoB AEeTeKUMM Ans COOTBETCTBYHOLLErO AeTeKTopa CM. B COOTBETCTBYHLLEM
pasgene MeTOAMYECKUX PEKOMEHAALMIN K HABOPY peareHToB.

2 Hanpumep, iCycler iQ5 (Bio-Rad, CLUA); Mx3000P, Mx3005 (Stratagene, CLUA); «OT-96» («OHK-
TexHonorusy», Poccus) n pekomeHgoBaHHble PBYH LUHUW Bnunagemunonornn PocnotpebHaasopa B
METOANYECKNX PEKOMEHAALMSAX MO NPUMEHEHMNIO AaHHOrO Habopa peareHToB.

13 Ins npubopa Smart Cycler Il (Cepheid, CLUA).
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AHAJIU3 U UHTEPMNPETALUUA PE3YJIbTATOB

AHanna pesynbTaToB MOBOAAT C MOMOLUBLIO MPOrPamMMHOro
obecneyvyeHnsa ucnonb3yemoro npubopa ana nposegeHua TNLP ¢
AeTekumen B pexume «peanbHOro BpeMeHu». AHanuMsanpyoT
KpMBble HakonsieHna nyopecueHTHOro curHana no KaHanyans
dnyopodopa FAM (Mnu  aHanNorMyHoro) W KaHany AOns
donyopodopa JOE (Mnn aHanorn4Horo).

PesynbTtaTbl MHTEPNPETUPYIOTCA HA OCHOBaHUW Hanuuus (Unu
OTCYTCTBMA) nepece4yeHuns KpUBOW donyopecueHumn C
YCTaHOBNIEHHOW Ha COOTBETCTBYHOLLEM YPOBHE MOPOroBOWN fIMHUEWN,
4YTO onpefendeT Hanudue (UM OTCYTCTBME) AN AaHHOW NpoObl
k[HK 3HayeHus noporosoro umkna Ct B COOTBETCTBYIOLLEN rpade B
Tabnuue pesynbTaTos.

PesynbTar amnnudukaymn no KaHany cyuTaeTtcsd
MosIoXKUMeJsibHbIM, €Cnn KpnBas onyopecLeHUnn nmeeT TUMUYHbIN
ana MUP B peanbHOM BpemeHW S-06pasHbii BMAO, OOQHOKPATHO
nepecekaeTcda C MOporoBon InuvHuen B obBNactu [OCTOBEPHOrO
npupocTta  pnyopecueHuun, ompuyamesisHbiM B  Cryvae
OTCYTCTBMA KPUBOW TUNUYHOW POPMbI N NepeceyeHns ¢ Noporosou
nuHMen (Het 3HadeHna Ct mnu Cp) n coMHuUmMersibHbiIM BO BCEX
ApYyrux cry4vasx.

B Tabnuue 7 ykasaHbl KaHanbl, NO KOTOPbIM OETEeKTUPYITCSH
reHoTunbl HCV ana kaxxgon peakumMoHHOW CMECH.

Tabnuua 7
PeakunoHHasi cmecb «1b/3a» «1a/2» «BKO/4» «5al6'*»
Kanan ans BbisBnsiemble reHotunbl HCV
¢dnyopodcopa
FAM 1b 1a BKO 5a
JOE 3a 2 4 6

YyeT pe3ynbTaToB B KOHTPOJbHbLIX 06pa3suax

PesynbTatbl lNLUP-nccnegoBaHnsa cuutarotTcsa AOCTOBEPHbLIMMU,
€Cniu noJlyYeHbl MpaBuUNbHble pe3ynbTaTbl MPOXOXAEHUSA
KOHTPOJIbHbLIX 00pa3uoB B COOTBETCTBUU C Tabnuuen OUEeHKU
pe3ynbTaToB KOHTPOSbHbIX peakuuu (cm. Tadn. 8).

4 Bxogut B cocTtas NLP-komnnekra BapuaHt FRT-g1-6.
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®OPMAT FRT

Tabnuua 8
Pe3ynbTaTbl A4NA KOHTponeu pasnu4yHbix 3tanos MNLP-
nccnenoBaHusA
PeakunoH- «1b/3a» «1a/2» «BKO/4» «5a/6» 15
HasA cmecb
PesynbTatbl amnnudukaumm no kKaHany ans cnyopodopa
KoHTponb
FAM JOE FAM JOE FAM JOE FAM JOE
Ortcytctaye | OTcyTtcTBye | OTCyTCTBYE | OTCYTCTBYE Hwke |Otcytctyet| OTcyTctBye | OTCyTCTBYE
OK T 3Ha4YEHWE | T 3HAYEHME | T 3HAYEHUE | T 3HAYEHWE | TPAHNYHOTO | 3HAYEHWE | T 3HAYEeHMWe | T 3HaYeHue
Ct Ct Ct Ct 3HayeHus Ct Ct Ct
Otcytctye |OTcyteTByeT|OTCyTCTBYET|OTCyTCTBYET|OTCyTCTBYET|OTCYyTCTBYET|OTCYTCTBYET|OTCYTCTBYET|
K- T 3Ha4YeHWe | 3HayeHue | 3HaveHve | 3HayeHue | 3HaveHvWe | 3HayeHue | 3HadeHWe | 3HaveHve
Ct Ct Ct Ct Ct Ct Ct Ct
Hwxe Hwxe
K+1b/za | FP@HWYHOrO | FpaHUYHOTO * * * * * *
3Ha4YeHUs | 3HaYeHUs
Hwxe Hwxe
K+1ar2 * * rPaHNYHOrO | FPaHNYHOTO * * * *
3Ha4YeHUs | 3Ha4YeHus
Hwxe Hwxe
K+ekoi4 * * * * rPaHUYHOIO | FPaHNYHOTO * *
3HAYEHWs1 | 3HaYeHUs
Hwke Hwke
K+5a/6 * * * * * * rPaHU4HOrO | FPPaHNYHOTO
3HaYeHNs | 3HadYeHus

* — Ha paHHOW peakuMOHHOW CMEeCK He TeCcTUpyeTCs.

BHUMAHME! [paHuyHble 3HayeHns Ct ykasaHbl BO BKNagbllle K
[MUP-komnnekTy.

YyeT pe3ynbTatoB B UccneayembiX KINMMHUYECKUX 06pa3uax

1.

[[eHOTUN

HCV,

yCcTaHaBnmBaeTcs

amnnundpukaumn B Tpex (ana «lLP-komnnekta» BapuaHt FRT-

g1-4) nnn yetblpex npobupkax (ona «NMNLUP-komnnekTa» BapnaHT

FRT-g1-6) B cootBeTCTBUM C TAabn. 7, npnyem

a) Ecnn B Tabnuue pesynbtatoB Ans npobbl onpeneneHo
3HayeHue Ct, cooTBeTcTBYlOLEee ogHoMy reHoTuny PHK HCV,
TO BblgaeTcs pe3ynbTtaTt «FeHoTun ...»;

6) Ecnn B Tabnuue pesynbtaTtoB Ansa npobbl onpeaeneHsl Aga
n 6onee 3HayeHun Ct, To BblgaeTcss ABONHOW, TPOMHOW U T.
O. reHotun. VckniodeHne coctaBnsgeT crieayowmn cryyvyan:

MPUCYTCTBYOLLNIA

nyTeEM conocTaBfieHud

B

OaHHOW

pesyn

Ct

npobe,
bTaToB

Ha

ecnn Aansd I'Ip06bl ornpegernexHbol  3Ha4YeHUn4d

5 Bxogut B cocTtas NLP-komnnekra BapuaHt FRT-g1-6.
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®OPMAT FRT

peakumoHHon cmecu «BKO/4» no kaHany ans donyopodopa
JOE (4 reHotun HCV) n Ha peakuuoHHon cmecn «1b/3a» no
KaHany ansa donyopodgopa FAM (1b reHotun HCV), npuyem
3HayeHne Ct no 4-my reHoTuny MeHblle 3HadeHusa Ct no
nepsomMmy reHotuny Ha 10 n 6onee uMKnoB, TO BblgaeTcd
pesynbTtaTt «FeHoTUN 4».

2. Ecnn B Tabnuue pesynbTatoB AN nNpobbl onpegeneHo
3HayeHue Ct tonbko ans BKO (peakumoHHas cmecb «BKO/4y,
kaHan agna dnyopogopa FAM) M OHO HWXKe TrpaHUYHOro
3Ha4YeHUs1, ykasaHHOro BO BKagbllwe, TO BblgaeTca pesynbTar
«'eHoTun HCV He onpeaeneH». [1py 3TOM ecnu U3BECTHO, YTO
KoHueHTpaumsa PHK HCV B aton npobe Haxoautca B npegenax
aHanMTu4eckom  YyBCTBUTENBHOCTM  Habopa  peareHToB,
Bblaaetca pesynbtat «leHotun HCV He onpegeneH no
NPU4YMHE HU3KON BUPYCHOMN Harpy3km».

3. Ecnn B Tabnuue pesynbtatoB And npobbl OTCYTCTBYIOT
3Ha4yeHust Ct no BceM reHotunam, a 3HadveHune Ct ansa BKO (no
kaHany oansa dnyopocdopa FAM Ha [lUP-cmecun-1-FRT
HCV BKO/reHotun 4) He onpegeneHo wunuM npesbllaeT
rpaHn4Hoe (ykasaHHOe BO BKagbllle), To TpebyeTcs NoBTOPUTL
MUP-nccnegoBaHne pgaHHoW npobbl, HayMHast C 3Tana
akcTpakumn PHK.

BHUMAHMUE!

1. Ecnun 3HaveHne Ct xoTs Obl B 0gHOW Npobe C NOMOXUTENbHbLIM
KoHTponiem atana [MUP (K+1p3a, Kt+i1az, Ktekos unun K+sge)
npeBbIlaeT yka3zaHHOe BO BKIafbllle rpaHN4YHOEe 3Ha4YeHue unm
oTCcyTCTBYET, Heobxoanmo nosTopuThb [NLIP-uccnepgosaHne ans
BCcex 00pa3yoB, HA4YMHAagA C aTana SKCTpakuun,

2. Ecnn gna oTtpuuartenbHoro KoHTposns akcTpakuum PHK (OK)
X0Ts1 6bl HA OOHOM U3 peakUuMoHHbIX cmecen «1b/3ax», «1a/2y,
«5a/6» no nwbomMy M3 UCNONb3YEMbIX KaHanoB Wwunu Ha
peakunoHHon cmecn «BKO/4» no kaHany ons dnyopodopa
JOE petektTmpyeTca MOMNOXUTEMbHLIM CcuUrHan, Heobxoaumo
nostoputb [MLP-uccnegosaHne pansa Bcex obpasuos, Ans
KOTOPbIX HA 3TOW peakuMOHHOM CMecK Obifnl onpeaeneH reHoTun
HCYV, HaunHas ¢ aTana akcTpakummn PHK.

3. Ecnn gna otpuuatenbHoro koHTpons [MUP (K-) Ha nobou
peakunoHHOM cMecn no Jiiobomy M3 KaHarnoB AeTeKTUpyeTcs
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NONOXUTENbHLIM  curHan, Heobxogmmo nosTopuThb  [LP-
nccnegoBaHve Ons Bcex o0Opas3uoB, ON11 KOTOPbIX Ha 3TOW
peakunoHHon cmecun bbin onpegeneH reHotun HCV, HaumHas ¢
aTana akcTpakumn PHK.
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CPOK IogHoOCTHU, ycnoBusa TPAHCNOPTUPOBAHUA WU
XPAHEHUA

Cpok rogHocTU. 12 mec. Habop peareHTOB C UCTEKLUMM CPOKOM
rOOHOCTU MNPUMEHEHUID He noanexut. CpoK rogHOCTU BCKPbITbIX
peareHTOB COOTBETCTBYET CPOKYy rOAHOCTW, YKasaHHOMY Ha
9TUKETKaX Ana HEeBCKPbITbIX peareHToB, €Crin B WHCTPYKUUU He
yKaszaHo MHoe.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNOPTUPOBaTb MNpU
Temnepatype oT 2 go 8 C He 6Gonee 5 cyT. lNpu nony4vyeHuu
pa3yKoMMIIeKTOBaTb B COOTBETCTBUA c yKa3aHHbIMU
TemnepaTypamMmm XpaHeHus!.

XpaHeHue. Komnnektbl peareHtoB «PUBO-copb» n «PUBO-npen»
XpaHuTb npu Temnepartype ot 2 ao 8 °C. KomnnekTbl peareHTOB
«PEBEPTA-L» n «lMuUP-komnnekT», 3a wucknodeHnem OKO, TE-
bycepa n BKO STI-248-rec, xpaHnTb Npun Temnepatype He Bbllle
MuHyc 16 °C. OKO, TE-6ygep u BKO STI-248-rec u3 «[LP-
KOMMEeKTa» XpaHuTb nNpu temnepartype ot 2 go 8 °C. MNUP-cmeck-
1-FRT HCV renotunbl 1b/3a, lNUP-cmecb-1-FRT HCV reHotunbl
1a/2, NUP-cmecb-1-FRT HCV BKO/reHotun 4 u MNLUP-cmecb-1-FRT
HCYV reHotunbl 5a/6 xpaHuTb B 3alLULLIEHHOM OT CBETA MECTE.
YcnoBua  otnycka. [Ona  nedebHo-npounaktnyeckux  wu
CaHUTaPHO-NPOUNAKTUHECKUNX YUPEXKOEHUN.

FTAPAHTUNHBIE OBA3ATENIbCTBA NPOU3BOAUTENA

[MpounssoanTenb rapaHTupyeT  COOTBETCTBUE OCHOBHbIX
napaMeTpoB U XapakTepuUCTUK Habopa peareHToB, TpeboBaHUsM,
yKa3aHHbIM B TEXHUYECKOW W 3KChsyaTauuoOHHOM LOKyMeHTauuu, B
TeYeHMe YyKasaHHOro cpoka roAHOCTU npu cobnogeHnn BcCex
YCINOBUN TPAHCMOPTUPOBAHUSA, XPaHEHUS N NPUMEHEHUNA.

Peknamauunm Ha KadyecTBO Habopa peareHToB «AMNnNnCeHc®
HCV-renotnn-FL» HanpaBnate Ha npeanpusaTne-n3rotoBUTESb
®bYH UHWUWN OSOnupgemunonormn PocnotpebHansopa (111123 .
MockBa, yn. HoBorupeesckasi, O. 3a) B oTaen no paborte c
peknamaumamMmm n opraHusauyum obydenus (ten. (495) 974-96-46,
dakc (495) 916-18-18, e-mail: products@pcr.ru)’®.

16 OT3bIBbl U MpPeanoXeHus o0 Npoaykuun « AMNIMCEHC» Bbl MOXETE OCTaBWUTb, 3aMOSfiHUB aHKETY
noTpedbutens Ha cante: www.amplisens.ru.
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[Mpn BbIABNEHUM MNOOOYHLIX OENCTBUM, HE YKa3aHHbIX B
MHCTPYKUMN NO NMPUMEHEHNIO Habopa peareHToB, HeXenaTeslbHbIX
peakunn npu €ero ucrnonbL3oBaHuU, @akTtoB U OBCTOATENLCTB,
co3garLmx Yrpo3sy XU3HM U 300POBbI0 rpakgaH U MeOUUMHCKUX
pabOTHMKOB NpW NPUMEHEHMN U 3KCnyaTtaumm Habopa peareHToB,
peKkoMeHOyeTca HanpaBUTb COOOLLEeHMe Mo agpecy, yKasaHHOMY
Bbllle, U B YMNOSITHOMOYEHHYIO FOCYOAPCTBEHHYIO PErynupyroLLyto
opraHusaumio (B PO — depepanbHas cnyxba no Haasopy B cdhepe
34paBoOOXpPaHEHUNS) B COOTBETCTBUN C OEeNCTBYIOLWLNM
3aKoHO4aTEeNLCTBOM.

3aseayowwmin HM OMOud ()’M/ E.H. PoavoHoea

®bYH LUHWUW 3nuaemuonorun PocnotpebHagsopa

3aB. Kahegpon knuHu4eckon nabopaTtopHo
AnarHoctukn @Ie0OY N0 PMANMO

MuHucTepcTea 3apaBooxpaHeHus PO

A.M.H., npogeccop
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IKCTPAKUMA PHK

NMPUNOXEHUE 1. 3kctpakuma PHK ¢ wucnonb3oBaHuem

komnriekta peareHToB «PUBO-copb»

Mopsaaok paboThbl

1. Jlnampyrowmmn pacteBop 1 pacTtBop ANA OTMbIBKM 1 (eCcnun OHU
XpaHunucb npun Temnepatype oT 2 go 8 °C) nporpeTb npu
TemnepaTtype 60 °C Ao NosHOro pacTBOPEHUS KpUCTansios.

2. OTOoOpaTh HEObXoAMMOE KONMUYECTBO OAHOPA30BbIX NPOOUPOK

Ha 1,5 Mn (BKNoYas oOTpuUAaTESNbHbIA KOHTPOSb SKCTPaKUmn).
[MpomapkupoBaTb NPOBUPKN.

Ha gHo kaxxgon npobupku BHecTn no 10 mkn BKO STI-248-rec.
B npobupkn BHectn no 450 mMKn nu3vpylowero pacrseopa.
[MpomapkupoBaTb NPOBUPKN.

MpumeyanHne — T[lpn OGonbwom obbeme o6pasuoB Ans
obneryeHns npouenypbl BblAENEHNA OOMYCKAeTCs CMeLlnBaHne B
oTAaesnibHOM hriakoHe nuaunpyrowero pacteopa u BKO STI-248-
rec (M3 pacyeta Ha oaumH obpasen, 450 MKN NU3MPYIOLLETO
pactBopa u 10mkn BKO STI-248-rec) c¢ nocneayrowmm
pa3HeceHneM rno 450 MK cmecu B 3apaHee MpUroToBSiEHHbIE
npobupkn Ha 1,5 mn.

5. B npobupkn c nusamnpyrowmm pacteopom 1 BKO sBHecT no 100
MK NPo6bl, UCNOMNb3ys HAKOHEYHUKN C hmnnbTpoM. B npobupky
oTpuuartenoHoro koHTponsa (OK) akcTtpakumm BHecTn 100 Mmkn
OKO.

6. lNnoTHO 3aKpbITbie NPobbI TWATENbHO NepemellaTb Ha BopTeKce
N NPOLUEHTPUdYrmpoBatb B TeyeHne 5 ¢ npu 5 Tbic 06/MMH Ha
MUKpoOLeHTpudyre Ona yaaneHuss Kanenb CO  BHYTPEHHEN
NOBEPXHOCTM KPbILLKN NPOBUPKA.

7. PecycneHgmpoBaTb COpPOEHT, MHTEHCUBHO MepemewmnBas Ha
BopTekce. [loGaBuTb B Kaxayl nNpobupKy OTAESbHbIM
HaAKOHEYHMKOM MO 25 MKN pecycneHaMpoBaHHOro copoeHTa.

8. lNNepemewatb cogepxumoe npobupoKk Ha BOPTEKCE U OCTaBUTb
HAa 10 MMH npuM KOMHATHOW TemnepaTtype, TWaTenbHO
nepemMeLllnBas Kaxxgpble 2 MUH.

9. UeHTpudoyrnpoatb npobupkn Ha MUKpoueHTpudpyre npu 7 Tbic
g (Hanpumep, 10 Tbico6/MMH ans  ueHTpudyrm  MiniSpin,
Eppendorf) B TeyeHne 1 MuH.

10.010b6paTh HagoCadOYHYHD XWOKOCTb W3  KaXaon npobupku
OTAENbHbBIM HaKOHEYHMKOM, NCronb3y4 BaKyyMHbI

B w
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IKCTPAKUMA PHK

oTcacblBaTeSb.

11.[do6aBntb B Npobupkn no 400 Mkn pacTtBopa Al OTMbIBKM 1.
[lepemellaTtb Ha BOpPTEKCe A0 MOSIHOrO pecycrneHanpoBaHUs
copbeHTa. LleHTpudyrnpoBaTb NpobUPKM Ha MUKPOLIEHTpUdyre
npu 7 Tbic g B TedyeHne 1 muH. OTOOpaTh HagocagouHyHo
XNOKOCTb M3 Kaxgon npobupkn oTaernbHbIM  HaKOHEYHMKOM,
NCNonb3ys BaKyyMHbIA OTCacbiBaTesb.

12.[Jo6aBnTb B Npobupkn no 500 MKn pacTtBopa Assi OTMbIBKK 3.
[lepemeluaTtb Ha BOpTEKCe A0 MNOSIHOMO pPecycneHaMpoBaHNS
copbeHTa. LleHTpudyrnpoBaTb NpobUPKM Ha MUKPOLIEHTpUdyre
npn 7 TbiCc g B TeveHne 1 myvH. OTobpaTb pacTBOp ANA OTMbIBKU
3 13 Kaxgon Npobupkn otaenbHbIM HAKOHEYHUKOM, UCMOSb3YS
BaKyyMHbI/ OTCacbIBaTElb.

13.[o6aBntb B Npobupkn no 400 Mkn pacTtBopa Al OTMbIBKU 4.
[lepemeluaTb Ha BOpTEKCe A0 MNOSIHOMO pPecycneHapoBaHNS
copbeHTa. LleHTpudyrnpoBaTb NpobUPKM Ha MUKPOLIEHTpUdyre
npn 7 Tbic g B TeyeHne 1 muH. lNonHocTelo oTobpaTth pacTBop
Oona  OTMbIBKM 4 M3 KaXgon  npobupkn  OTAENbHbIM
HAKOHEYHMKOM, NCMNOSIb3ysl BaKyyMHbIN OTcacbiBaTeNb.

14.BbicylunTb COPOEHT, MNOMECTMB MPOOVPKM C  OTKPbITLIMU
KpblLLKamMn B TepmocTaTt npu Temnepartype 60 °C Ha 15 MuH.

15.PecycnengupoBaTb copbeHT B 50 mkn PHK-Gydepa. NporpeTb
B TepmocTaTe npu temnepatype 60 °C 2 muH, nepemeLLaTtb Ha
BOpTEKCE M ocaguTb COPOEHT Ha ueHTpudpyre npu 12 TbiC g
(Hanpumep, 13400 o6/MnH ansa  ueHTpudyrm  MiniSpin,
Eppendorf) B Te4eHne 1 mMuH.

BHUMAHUE! T[lonyyeHHbin npenapatr PHK xpaHeHuio He
NOANEXUT, peakumo obpaTHON TpaHCKpUNUMU criegyeT npoBOaUTb
cpasy nocne nosny4vexnmnss PHK-npobbl. Otbmnpate pacteop PHK ans
peaKkLUmm HY>KHO OYEHb OCTOPOXXHO, HE 3axBaTbiBasi COpOeHT. Ecnu
cOpOEeHT B3MYyTUICA, HeOOX0OMMO OCaauTb ero Ha LeHTpudyre.
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IKCTPAKUMA PHK

NMPUNOXEHUE 2. 3kctpakuma PHK ¢ wucnonb3oBaHuem
koMmnriekta peareHToB «PUBO-npen»

Mopsaok paboTbl
1. PacTtBOp Ana nuamuca (ecnvm oH XpaHuncs npu temnepartype ot

2 no 8 °C) nporpetb npu Temnepatype oo 65 °C oo nomnHoro
pacTBOPEHUS KPUCTarnsios.

2. OTOoOpaTh HEObXxoAMMOE KOMUYECTBO OAHOPA30BbIX MNPOOUPOK
Ha 1,5 Mn (BkM4Yas oTpuuaTesibHbIN U MONOXUTENBHbIN
KOHTPOSNWM SKCTPaKLmn).

Ha gHo kaxxgon npobupku BHecTn no 10 mkn BKO STI-248-rec.
B npobupkn BHectn no 300 mkn pactBopa Ansi nuM3uca.
[MpomapkupoBaTb NPOBUPKN.

MpumeyanHne — T[lpn OGonbwom obbeme o06pasuoB Ans

obneryeHns npouenypbl BblAENEHNA OOMYCKaeTCs CMeLlnBaHne B

oTaenbHOM donakoHe pactBopa ana nusnca n BKO STI-248-rec

(M3 pacdeTa Ha oamH obpasel 300 Mk pacTBopa Anga nmauca u
10 mkn BKO STI-248-rec) ¢ nocrneaytowmm pasHeceHmem no 300
MKJ1 CMeCH B 3apaHee NpUroToBreHHble Npobupkn Ha 1,5 mn.

5. B npobupkn c pacteopom ansa nusuca n BKO sHectn no 100
MKI NPO6bI, UCMNOSMb3ys HAKOHEYHUKN C omnbTpom. B npobupky
oTpuuartensHoro koHTpona (OK) akctpakumm BHecTn 100 Mkn
OKO.

6. Cogepxnmoe npobupok TllaTenbHO NeEpeMeLLaTb Ha BOPTEKCE,
NpoUEHTPUdYrMpoBaTb B TEYEHNE 5 C HA MUKPOLIEHTpUdyre ans
yoaneHns Kanefib C BHYTPEHHEW MNOBEPXHOCTU KPbIWKA W
nporpeTtb 5 MUH npu 65 °C B TepmocTaTe.

7. Oobasnte B npobupkn no 400 mMmkn pactBopa Ans
npeuunUTaumm, TLWATENBHO NepemMeLlaTb Ha BOpTEKCe.

8. UeHTpudoyrnposatb npobupkn Ha MukpoueHTpudyre npm 12 Toic
g (Hanpumep, 13400 06/MuH ana ueHTpudyrn MiniSpin,
Eppendorf) B Te4eHne 5 mMuH.

9. AkkypaTHO oOTOOpaTb HaZOCALOYHYK >KWMOKOCTb, He 3adeBast
0CaoK, WUCMONb3ysl BaKyyMHbIA OTcacbiBaTeNb U OTAENbHbLIN
HaKOHEYHMK ONSA Kaxaou npoobl.

10.JobasunTb B Npobupkm no 500 Mmkn pacTtBopa ANA OTMbIBKU 3,
NNOTHO 3aKPblTb KPbILWKKM, OCTOPOXHO MPOMbITb  OCaAdoK,
nepeBopayvmBasi Npobupkn 3-5 pas. MoxxHO npoBecTn Npoueaypy
OOHOBPEMEHHO AN BCeX NPoOMpoK, Anst aToro Heobxoaumo

B w
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HaKpPbITb MPOBUPKN B LWITATUBE CBEPXY KPbILWKOW UM OPYrnM
LUTATMBOM, NpmXKaTb X U NepeBopavnBaTh LUTATUB.

11.UeHTpndyrmposate npu 12 Tbic g B TeyeHue 1-2 MUH Ha
MUKpoLEeHTpudyre.

12.OCTOpPOXHO, He 3axBaTbliBas OCafdoK, oTobpaTb Ha4OCaLOYHYHO
XNOKOCTb, UCMONb3yA BaKyyMHbIA OTCacbiBaTesnb U OTAESbHbIN
HaKOHEYHMK ONSA Kaxaou npoobl.

13.[o6aBntb B Npobupkn no 200 MKn pacTtBopa Al OTMbIBKU 4,
NNOTHO 3aKPbiTb KPbIWKA W  OCTOPOXHO MNPOMbITb OCaMdoK,
nepesopaymsasi Npodupkn 3-5 pas. MoXXHO NpoBecTu npoueaypy
OLHOBPEMEHHO [OndA BCEX NPOBMPOK, AN 3TOro Heobxoaumo
HaKpbITb MPOBUPKN B LWUTATUBE CBEPXY KPbIWKOW UM OPYrnM
LUTATMBOM, NpmXKaTb X U NepeBopavmnBaTh LUTATUB.

14.LleHTpudoyrmpoBate npy 12 TbiIC g B TedeHWe 2 MHUH Ha
MUKpoLEeHTpudyre.

15.0CTOpOXHO, He 3axBaTbiBasgs OCAaAOK, TLiaTenbHO oTobpaTtb
Ha[0Ca0uHYHO XUOKOCTb, UCMOSb3Ysl BaKyyMHbIM OTCacbiBaTeSb
N OTOENbHbLIM HAKOHEYHUK ON1S1 KaXKaom npobbi.

16.MNomecTnTb NPOBUPKK B TepMocTaT npu Temnepatype 65 °C Ha 5
MMH N5 MOACYLUMBaHUSA ocafka (Npu 9TOM KPbIWKN NpoBupok
OOJSTKHbI ObITb OTKPbLITHI).

17.0o6asntb B Nnpobupkn no 50 mkn PHK-6ydepa. NepemewaTb
Ha BopTekce. [lomecTuTb B TepmMocTaT npu Temnepartype 65 °C
Ha 5 MWH, NnepnoanyecKkn BCTPSIXMBasi Ha BOPTEKCE.

18.eHTpudyrnposatb nNpodbupkn npn 12 Tbic g B Te4eHne 1 MUH
Ha MuKpoueHTpudyre. HapgocagoyHas XWOKOCTb COAEPXUT
ounwieHHyto PHK. Tlpobbl roTtoBbl K MOCTAHOBKE peakuuu
obpartHomn TpaHckpunuum u MNLUP.

BHUMAHUE! TllonyyeHHbin npenapatr PHK xpaHeHuo He

noanexuT, peakumio obpaTHOW  TpaHcKkpunuuu  cnegyet

npoBoAUTb cpasy nocne nonydyeHna PHK-npobe.l.
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CUMBOIbI, UCNONb3YEMbIE B MEYATHOW NPOOAYKL U

OcTtopoxHo! Obpatutech kK
REF Homep B kaTanore A COMPOBOAMNTENBHOM
AOKyMeHTaumm
MakcumansHoe 4ncro
Kog naptun
LOT A nap TecToB
N3penune ans in vitro
IVD A A Wcnonb3oBaTtb A0
ANArHOCTUKK
O6paTtutech K pykOBOACTB
[laTta nsmeHeHus D}] P Py ACTBY
no aKkcnnyataumm
S
OrpaHuyeHne =9 He ponyckatb nonagaHus
TemnepaTypbl ~ N\ conmHeuHoro ceeta

BepxHee orpaHuyeHne

[laTta nsrotoBneHus
TemnepaTypbl
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MpounssoanTenb
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