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CMUCOK COKPALLEHUN
B HacTosLEN MHCTPYKLINK NPUMMEHSATCA  cregyroume
cokpalleHusi 1 0603Ha4YeHus:

BKO-FL - BHYTPEHHUI KOHTPONbHbIA 0bpasel, Ans Habopos ¢
rmépnan3aunoHHO-ITyopeCUEeHTHON AeTEKUNEN
2L - MHEeKUNK, nepesaBaemMble NOSIOBbIM NyTEM
OKO - OTpyLaTeNbHbIN KOHTPOMbHbIN 0bpaseL
MKO - NOJNTIOXXUTENBbHbBIN KOHTPOIbHbLIN 0bpasel|
MnupP - nonnMepasHag uenHasg peakums
FEP - oriyopecueHTHas AeTekUNA N0 K KOHEYHON TOYKE»
®BYH LIHWM - ®egepanbHoe BoaKeTHOE yupexaeHne Haykun «LleHTpanbHbIn
3 Hay4HO-UccnenoBaTenbCKUA MHCTUTYT ANUAEMUONOTUNY
nMaemMmonorum y
P depnepanbHou cnyx6bbl N0 HaA30py B cdepe 3almThl NpaB
ocrnoTpebHansopa y
notpebutenen n Gnaronony4msi YenoBeka
FRT - oriyopecLeHTHas AeTekUNA B peXNMe «peanbHOro BpemMeHmn»
HA3HAYEHUE

Ha6op peareHToB « AMnnnCeHc® CMV-FL» npegHasHayeH Ans
BoiaBrieHnsa [OHK uutomeranosupyca denoseka (CMV) nyTtem
amnnudpukauum cneyndpunyeckoro pparmenta AHK gaHHoro smpyca
metogom [UP c rmbpuansaumoHHO-bNyopecUueHTHON AeTekuunen
npoayktos amnnudpukauumn. Matepmanom ana nposeneHus [LIP
cnyxat npobbl OHK, nonyyeHHble nytem akctpakumm [OHK w3
COCKOBHOro oTheniseMoro CrmnsncTbiX 0DOSIOYEK YPOreHUTasribHoro
TpakTa, 06pa3LoB CIIOHbI, MOYM, LENTbHOW KPpOoBWU. [1Na akcTpakumm
(BbigenerHnda)  [OHK NCNOSIb3YHOTCH Habopbl peareHToB,
pekoMeHOBaHHbIe dbYH LHAU AnNMaemMmmnonormu
PocnoTtpebHansopa.

BHUMAHMUE! Pesynbtatol lUP-uccnegosaHus y4duTtbiBalOTCA B
KOMMMEeKCHON AnarHocTuke 3aboneBanus.”

NMPUHUUIN METOOA

BbisBrieHne  uuTomMeranosmpyca MeTOAOM  MNOSIMMepasHoU
yenHon peakunn (MUP) ¢ rmbpuansaynoHHO-NyopecLeHTHON
OeTekunen BKovaeT B cedbda Tpu aTana: akCcTpakumio (BblaeneHue)
OHK un3 obpasuoB KinHMYecKoro matepuana, amnnmdukaumio
dparmeHta OHK gaHHOro mukpoopraHuama v rmbopuamnsaumoHHoO-
donyopecueHTHYI0  AeTekuuto, KoTopasi npousBogutca  nmbo
HenocpeacTteeHHo B xoge [MUP (dopmat FRT), nnbo nocne ee

! B cootBeTCcTBUM C [npekTnBoii EBponelickoro Cotosa 98/79/EC.
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3aBepuweHunsa (dopmat FEP). Okctpakuma OHK u3 knuHuyeckoro
MaTtepuarna npoBoaMTCs B NPUCYTCTBUM BHYTPEHHETO KOHTPOSIbHOIO
obpasua (BKO-FL), koTopbln nO3BOMNSET  KOHTPONMPOBATb
BbINOSIHEHME npoueaypbl UCcneaoBaHUs ANs Kaxgoro obpasua.
3atem c nonydeHHbiMn npobamn [OHK npoBoantca peakums
amnnudpukauum pparmeHta JHK CMV npu nomowmn cneundnyHbix
K Hemy npammepoB un depmeHTa Tag-nonimmepasbl. B cocTtase
peakuMoHHOM CMeCU MNPUCYTCTBYIOT oNyOpeCLEHTHO-MEeYEeHble
ONMUroHyKNneoTnagHble  30HAOblI,  KOTOopble  rMBpuan3ylTcss  C
KOMMyieMeHTapHbIM ydacTkom amnnndguumpyemon OHK-muweHn, B
pesynbTate 4ero npoMcxoguT HapacTaHMe  UHTEHCMBHOCTU
donyopecueHuMn. 3TO NO3BOMSAET pPErncTpupoBaTb HaKOMfeHne
cneundunyeckoro npoaykrta amnnudpukauum nytemM U3MepeHus
WHTEHCUBHOCTHU donyopecueHTHOro curHana. HeTtekuna
donyopecueHTHOro curHasna npu wucrnosie3oBaHmn dopmata FEP
ocylwlecTBnsetrcd nocne  OKOHYyaHusa [ILUP ¢ nomouwbto
dnyopecueHTHoro [NLP-getektopa, a npu  KUCNONbL3OBaHUA
dopmata FRT — HenocpeaoctBeHHo B xoge [MUP ¢ nomoubio
amnnudukaTtopa ¢ cuctemMomn getekunmn onyopecueHTHOro curHana
B peXume «peanbHOro BpeMeHmy.

POPMATbI U POPMbI BbiIlTYCKA HABOPA PEATEHTOB
Habop peareHTOB BbinyckaeTcsa B 2 hopmarax.

Popmart FEP

Habop peareHTOB BbinyckaeTca B 8 doopMax KOMMEKTaunu:

Popma 1 Bkw4vaer Komrsiekt peareHToB «[1LIP-komnnekT»

BapuaHT FEP (npobupkn 0,5 mn).

Popma 2 Bkw4YaeTr Komnnekt peareHtoB  «[1LP-komnnekT»

BapuaHT FEP (npobupkn 0,2 mn).

dopma 3 BkwYaetr komnrekt peareHToB «[l1LIP-komnnekT»

BapuaHT FEP-1000 (npobwupkn 0,5 mn).

Popma 4 BknovaeT KoMmsekTbl peareHToB «[1LIP-komnnekT»

BapuaHT FEP (npobupkn 0,5 mn), «OQHK-copb6-AM» BapuaHT 100,

«TpaHcnopTHyto cpeay ¢ mykonutukom (TCM)» 100 npobupok no

0,5 mn.

dopma 5 BkYaeT komnnektbl peareHToB «[l1LIP-komnnekT»

BapuaHT FEP (npobupkn 0,5 mn), «OQHK-copb6-AM» BapuanT 100,

«TpaHcnopTHyto cpeany ansa maskoB» 100 npobupok no 0,5 mn.
®opmart FEP ®opma 1: V7-100-R0,5-FEP, 1921-2-5; ®opma 2: -100-R0,2-FEP,
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dopma 6 BkoYaeT komnnektbl peareHToB «[l1LIP-komnnekT»
BapnaHT FEP (npobupku 0,2 mn), «OQHK-cop6-AM» BapuaHT 100,
«TpaHcnopTHyto cpeagy ¢ mykonutukom (TCM)» 100 npobupok no
0,5 mn.
dopma 7 BKkYaeT Komnnektbl peareHToB «[l1LIP-komnnekT»
BapuaHT FEP (npobwupku 0,2 mn), «dHK-cop6-AM» BapuaHt 100,
«TpaHcnopTHyto cpeay ana maskos» 100 npobupok no 0,5 mn.
Popma 8 BknovaeT Habopbl peareHTOB OMNTOM, pacdacoBaHHble
No OTAenbHbIM peareHTamM, C MapKUPOBKOW peareHToB Ha WX
onToBOW (pacoBKe.

dopmbl komnnekTaunn 1, 2 u 3 npeaHasHadeHbl Ans NpoBeaeHns
amnnndukauum OHK CMV ¢ rmbpuansaumoHHO-(nyopecLeHTHON
aeTekumen no «KoHe4yHou Toukey. [ns nposegeHusa nonHoro MLP-
nccrnenoBaHmss HeO6XoOMMO MCNONb30BaTb KOMMSIEKTbl peareHToB
ana  okctpakumn  OHK, pekomeHpgoBaHHble OBYH LHUA
anuagemuonornn PocnoTtpebHaasopa.

®opmbl  kKoMmnnekTaumm 4, 5, 6 n 7 npeaHasHaveHbl AOnA
npoeegeHns nonHoro  [NLUP-uccnegoBaHusa, BkoYas  B3dATUE
KMMHUYECKOro Martepuara, akcTpakumio (BblgeneHue) ns Hero OHK u
amnnndpukayuo OHK CMV ¢ rmbpmngmsaumoHHoO-(priyopecUeHTHON
aetekumen no «KOHEYHOW TOYKeY.

dopma KOMMsiekTauum 8 npenHasHayeHa ans
NPON3BOACTBEHHbLIX Lenen Ons nocneaywen MapKMpOBKUM Ha
S3blKe 3aKas4yuka n Komnnekrtaumm no Habopam.
BHUMAHUE! dopma komnnekraunmm 8 MCNoOnb3yeTcs TONbKO B
COOTBETCTBMW C pernamMmeHToMm, yteepxaeHHbiM OBYH LHAU
anuagemuonornn PocnotpebHansopa.

Popmat FRT

Habop peareHTOB BbinyckaeTcda B 8 doopmMax KOMMMEKTaunu:
dopma 1 Bknwyaetr komnrekt peareHToB «[l1LP-komnnekT»
BapuaHT FRT.

dopma 2 BknwYaetr komnrekt peareHToB «[l1LIP-komnnekT»
BapunaHT FRT-100 F.

Popma 3 BKw4YaeT KoMMekt peareHtoB  «[1LIP-komnnekT»
BapunaHT FRT-1000 F.

dopma 4 BkYaeT Komnnektbl peareHToB «[l1LIP-komnnekT»
BapuaHT FRT, «OHK-cop6-AM» BapunaHT 100, «TpaHCROpPTHYO

®opmart FEP ®opma 1: \V7-100-R0,5-FEP, H-1921-2-5; ®opma 2: V7-100-R0,2-FEP,

H-1922-2-2; ®opmar FRT ®opma 1: [REF| R-v7, [REF] H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),

[REF] H-1922-1/ 30.11.11/ ctp. 513 30




cpeay ¢ mykonutukom (TCM)» 100 npobupok no 0,5 mn.
dopma 5 BkwYaeT kKomnnektbl peareHToB «[l1LIP-komnnekT»
BapuaHT FRT, «[OHK-cop6-AM» BapunaHT 100, «TpaHCROPTHYO
cpeay ansa maskos» 100 npobupok rno 0,5 mn.
dopma 6 BkYaeT komnnektbl peareHToB «[l1LIP-komnnekT»
Bapuant FRT-100 F, «OHK-cop6-AM»  Bapuant 100,
«TpaHcnopTHyto cpeny ¢ mykonutukom (TCM)» 100 npobupok no
0,5 mn.
Popma 7 BKkovaeT KoOMMIeKTbl peareHToB «[1LIP-komnnekT»
Bapuant FRT-100 F, «OHK-cop6-AM»  Bapuant 100,
«TpaHcnopTHyto cpeay ana maskos» 100 npobupok no 0,5 mr.
Popma 8 Bkno4vaeT Habopbl peareHTOB OMNTOM, pacdacoBaHHble
NO OTAenbHbIM peareHTamM, C MapKUPOBKOW peareHToB Ha WX
onToBOW (pacoBKe.

dopmbl komnnekTauum 1, 2 u 3 NpeaHasHadeHbl Anst NpoBeAeHns
MUP-amnnmndukaymmn OHK CMV C rmépuansaumnoHHo-
donyopecueHTHON OeTeKUMEN B pexmnme «peasibHOro BpEMEHU».
Ona npoBegeHus nonHoro [1LP-uccnegoBaHna Heobxoanmo
Mcnonb3oBaTb KOMMSIEKTbI peareHToB Ana  akctpakumn  [OHK,
peKkoMeHOO0BaHHbIE OBbYH LHAW Anugemmonorum
PocnoTtpebHagsopa.

dopmbl  kKomnnekTaumm 4, 5, 6 n 7 npeaHasHaveHbl AOns
npoBegeHns  nonHoro  lNLP-uccneposaHus, BkNoYas  B3dATUE
KNMUHWUYECKOro matepuana, akcTpakumio (BblaenexHme) n3 Hero OHK n
amnnndpukayuo OHK CMV ¢ rmbpmnagmsaumoHHoO-(pryopecueHTHON
OeTekumen B pexxmmMe «peanbHOro BpeMeHm».

dopma KoOMMekTauum 8 npefHasHa4vyeHa ans
NPON3BOACTBEHHbLIX Lenen Ana nocneaywen MapKMpoOBKUM Ha
S13blKe 3aKas4yuka 1 Komnnekraumm no Habopam.
BHAMAHUE! dopma komnnekraumm 8 wCNONb3yeTcs TOMbKO B
COOTBETCTBMN C perfiaMmeHToMm, yteepxaeHHbim OBYH LHNAW
anuagemuonornn PocnotpebHaasopa.

®opmart FEP ®opma 1: V7-100-R0,5-FEP, [REF| H-1921-2-5; ®opma 2: V7-100-R0,2-FEP,
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AHAJIMTUYECKUE XAPAKTEPUCTUKA
AHanuTnyeckasa YyBCTBUTENbLHOCTb

Bun ToancnobtHas | 200P Ans | Komnnekt ans | AHanutnueckas
KnuHuueckoro | P coe pa 3KCTpaKuM | amnnudépuKkaumm |YyBCTBUTENbLHOCTD,
MaTepuana e n OHK M feTeKkuum ra/mn?
CockoBHoe «TpaHcnopTHas
oTAensiemoe cpeda An P
CINSUCTBIX Ma3KoB» Unm «[IHK- «[MUP-komnnekT» ,
oBomouek | «TPaHcnopTHaa | o e BapuaHTbI 1x10
yporeHuTanb- cpena ¢ P FEP n FRT
HOTO TpaKTa MYKOSTUTUKOM
(TCM)»
M 3 «OHK- «[MUP-komnnekT» ,
ova - con6-AM>» BapuaHTbl 2x10
P FEP u FRT

AHanuTtnyeckasa cneunPuUYHOCTb

OTcytcTBOBanu Hecneunduyeckne peaxkuum npu TeCTUPOBaHUM
obpasuoe OHK 4yenoseka un naHenu obpasuos OHK cneaytowimx
MukpoopraHmamoB: Gardnerella vaginalis; Lactobacillus spp.;
Escherichia coli; Staphylococcus spp.; Streptococcus spp.; Candida
albicans; HSV 1 n 2 Ttuna; Mycoplasma hominis; Ureaplasma
urealyticum; Ureaplasma parvum; Mycoplasma genitalium;
Neisseria flava; Neisseria subflava; Neisseria sicca; Neisseria
mucosa; Neisseria gonorrhoeae; Trichomonas vaginalis;
Treponema pallidum; Toxoplasma gondii; HPV.

MEPbI MPEOOCTOPOXHOCTHU

PaboTta gormkHa npoBoauTbCs B nabopaTtopuu, BbIMOSMHAOLEN
MosiekynsipHo-6uonorundeckue (MNMUP) nccnemooBaHus KNMHUMYECKOro
Matepuana Ha Hanuyme Bo3byauTenen MHAPEKUMOHHLIX BonesHen,
Cc cobntogeHnemMm caHuTapHo-anmgemundeckux npasun CI1 1.3.2322-

08 «be3onacHocTb paboTbl ¢ MukpoopraHnamamu |-V rpynn
naToreHHoCcTM (onacHocTn) U BO3OyauTeEnsMuM napasnTapHbIX
bonesHen», CaHllnH 2.1.7.2790-10 «CaHuntapHo-

anuagemuonorndyeckne TpedboBaHus K obpaleHnto ¢ MegULIMHCKUMU
oTxogamm» U MeTogudeckux  ykaszaHum MY  1.3.2569-09
«OpraHusaumna paboTbl nabopaTopun, MUCMOMb3YOWNX MeTOoObl

2 KonmyecTBO reHOMHbIX 3KBMBANEHTOB MukpoopraHmnama (F3) B 1 mn obpasua KIMHWYECKoro
maTepuana, NoOMeLLEHHOro B yKasaHHYH TPaHCMOPTHYHO Cpeay.
® TpebyeTcs npenobpaboTka 06pa3LOB MOYM.

®opmar FEP ®opma 1: [REF V7-100-R0,5-FEP, 1921-2-5; ®opma 2: -100-R0,2-FEP,
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aMmnnndurkaumum HyKnenHoBbIX KUCAOT npu pabote ¢ maTepuanom,

coaepXalinm MrUKpoopraHnamel |-V rpynn natoreHHoCTn.

[Mpn paboTe Bceraa crieayeT BbIMONHATL creayowme TpeboBaHus:

- Cnepyetr paccmaTtpumBaTb  uccrnegyemble  obpasubl  Kak
MHJEKLUMOHHO-0MacHble, OpraHn3oBbiBaTbh paboTy N XpaHeHne B
cootBeTcTBMN C CI1 1.3.2322-08 «be3onacHocTb paboTbl C
MUKpoopraHuamamm -V rpynn naTtoreHHoCTM (onacHoOCTU) u
BO30OyanTeENaAMU napasmtapHbix 6onesHen».

- Ybupatb W age3uHpuuupoBaTb pasnuTble obpasubl MU
peakTMBbl, WUCNOMb3ya  Ae3nHduumpyowme cpeacrea B
cootBeTcTBMN C CI1 1.3.2322-08 «besonacHocTb paboTbl C
MUKpoopraHuamamum 11—V rpynn naTtoreHHOCTM (onacHOCTU)
BO30OyanTenaMun napasmtapHblx 60nesHeny.

- JlabopaTtopHbin npouecc AomKeH ObITb OAHOHaMNPaBMEHHbIM.
AHanm3 nNpoBoaMTCS B OTAESbHbLIX NOMELLEHUsIX (30Hax). PaboTty
cnegyeT HauyvHate B 3oHe Bblgenenusi, npogormkaTb B 30HE
AmMnnudpmkaumm un  Hdetekumn. He BosBpawartbe obpasusl,
obopyaoBaHue N peakTBbl B 30HY, B KOTOpOMW BObifa npoBedeHa
npegblayuasl ctagms npouecca.

- Ypanatbe HeUcnosib30BaHHble peakTUBbl B COOTBETCTBUM C
CaHllH  2.1.7.2790-10 «CaHuTapHO-3nnaeMmnosnornyeckme
TpeboBaHUs K obpalleHntio ¢ MEAULMHCKUMN OTXO4aMmU».

BHUMAHUE! [lpu ypaneHunm oTxomoB nocre amniundukauum

(npobupok, copgepxawmx  npoayktel  [LUP)  Hegmonyctumo

OTKpblBaHME NPOGUPOK U  pasdpbl3rMBaHMEe  COOEPKMMOrO,

MOCKOSbKY 9TO MOXET NPMBECTU K KOHTaMuHauun npoayktamm MNLP

nabopaTopHOM 30HLI, 06OPYaOBaAHNA N peareHToB.

- [NpumeHaTb Habop CTporo NO HasHa4eHu, COrflacHoO AaHHOW
NHCTPYKLUMN.

- HonyckaTb kK paboTe ¢ HAabopoM TONLKO creumanbHO 00YYEHHbIN
nepcoHarn.

- He ncnonb3oBaTtb Habop No UcteyeHnn cpoka rogHoOCTH.

- Wcnonb3oBaTtb 0gHOPa30BbLIE NepyaTku, nabopaTopHble XanaThl,
3awmwatb rnasa BO BpemMsa paboTtbl C obpasuyamu U
peakTnBamu. TwaTenbHO BbIMbITb PYKM MO OKOHYaHUM paboThl.

- WM3beraTb KOHTaAKTa C KOXeEW, rnasamMm n Crim3aucton 0H60STI0HKOMN.
[Mpn KOHTaKTE HEMEANEHHO NMPOMBbITb NOpPaXXeHHOe MEeCTO BOAOM
n obpaTnTbCS 3a MEeAULMHCKOW MOMOLLbHO.

®opmart FEP ®opma 1: V7-100-R0,5-FEP, 1921-2-5; ®opma 2: -100-R0,2-FEP,

H-1922-2-2; ®opmar FRT ®opma 1: [REF| R-v7, [REF] H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),

[REF] H-1922-1/ 30.11.11/ cTp. 8 13 30




- Jluctbl 6esonacHoctn matepuanos (MSDS — material safety
data sheet) gocTynHbI NO 3anpocy.

OONOJIHATENbHbLIE MATEPUAITblI U OBOPYOOBAHUE

1. TpaHcnopTHasa cpefa - «TpaHcrnopTHaa cpefa C MYKOSIUTUKOM
(TCM)» (TY 9398-098-01897593-2009) wunu «TpaHcrnopTHad
cpena ans maskoB» (TY 9398-088-01897593-2009), unu gpyrue
PEKOMEHLOBaHHbIE ObYH LHAWN Anmaemmonorum
PocnoTtpebHag3opa — npu pabote ¢ dhopmamm KoMMnNekTaunm
1-3 (popmat FEP n doopmat FRT).

2. Komnnekt peareHtoB ans blgeneHna OHK — «[OHK-cop6-AM»
(TY 9398-036-01897593-2009) unn gpyrme pekomeHOoBaHHbIe
dbYH UHUWUN OSnunogemmnonormn PocnoTpebHag3opa — npwu
paboTe ¢ dopmamm komnnekTaunm 1-3 (bopmat FEP n chopmar
FRT).

3. Pearent «IEMOJIUTUK» npomssogctea PbYH LUHNU
annaemmnonormn  PocnoTtpebHag3opa Aana npenodbpaboTku
LenbHOW nepudgepnyeckon 1 NnynoBMHHOMN KPOBW.

4. [ononHuTenbHble MaTepuansl 1 06opyaoBaHMeE ONst 3KCTPaKLnm

AHK - cornacHO MHCTPYKUMM K KOMMMEKTY peareHToB AN

akcTpakumnn OHK.

Bokc abakTtepuanbHon Bo3gywHon cpeabl (ML P-60kc).

LleHTpundoyra/sBopTekc.

. ABTOMaTnyeckue go3atopbl nepeMmeHHoro obvema (ot 5 go 20
MK, npu pabote ¢ «lMUP-komnnekt» BapnaHt FRT-100 F — oT 5
no 20 mkn n ot 20 go 200 mkn).

8. OgHopas3oBble HakOHeYHukn ¢ dunbTpom Ao 100 mMkn B

lTaTUBax.

9. WTatmebl ans npobupok obvemom 0,2 mn wnm 0,5mn (B
COOTBETCTBMN C UCMOSIb3YyEMbIMU KOMMMEKTaMN peareHToB).

10.XonoguneHuk ot 2 go 8 °C ¢ MOpPO3UNbHON KaMeEPOW He Bbllle
MuHYC 16 °C anga BblaeneHHbix npob OHK.

11.0TaenbHbIN XanaT, wano4ykm, obyBb M OOHOPA30BLIE MepYaTKu
no MY 1.3.2569-009.

12.EmMKoCcTb anga cbpoca HaKOHEYHUKOB.

~N oo

[1pun pabote c «[l1LIP-komnnektom» dopmat FEP:
13.MMporpammupyembin  amnnundukaTop (Hanpumep, «Tepumnk»
(«dHK-TexHonorua», Poccuqa), Gradient Palm Cycler (Corbett
®opmart FEP ®opma 1: V7-100-R0,5-FEP, 1921-2-5; ®opma 2: -100-R0,2-FEP,

H-1922-2-2; ®opmar FRT ®opma 1: [REF| R-v7, [REF] H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),

[REF] H-1922-1/ 30.11.11/ cTp. 9 13 30




Research, Asctpanusa), MaxyGene (Axygen, CLUA), GeneAmp
PCR System 2700 (Applied Biosystems) nnu aHanorn4yHole).
14.dnyopecueHTHbIN TLIP-geTekTop (Hanpumep, ALA-1/4 (BioSan,
Nateusa), «xuH»  («HK-TexHonorus», Poccus)  mnu
aHarnornyHole).

15.MnactnkoBada nuneTka Ans mMuHepanbHOro macna (ans pabotbl
c «lMUP-komnnekTom» BapmaHT FEP-1000).

[Mpwn paboTte c «[1LIP-komnaekTomy» cbopmaT FRT:
11.MNporpammmnpyemsin  amnindukatop C CUCTEMOW OeTeKumn
doriyopecueHTHOro curHana B pexmnme «pearibHoro BpeMeHu»

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

Asctpanusi), Rotor-Gene Q (Qiagen, lepmaHus), ICycler iQ5

(Bio-Rad, CLLUA), Mx3000P (Stratagene, CLUA), «OT-96» («OHK-

TexHonorusiy, Poccusa) n pekomeHgoBaHHble OBYH UHUA

ANUaeMmnonorum PocnoTtpebHagsopa B MeTOANYECKNX

pekoMeHgauunsax no NpMMeHeHNIo AaHHoro Habopa peareHToB).

1. OgHopasoBble nonunponuneHosble npobupkn ana  TUP
obvemom 0,2 mn wnm 0,1 mn — npu pabote c «[lUP-

Komnnektom» BapuaHT FRT-100 F:

a) TOHKOCTEHHble npobupkn ana TP obbemom 0,2 mn c
BbINYKNOW Kpblwkon (Hanpumep, Axygen, CLUA) - npwm
NCrnonb3oBaHMM Npudopa nNMaHWeTHOro TMna;

6) TOHKOCTEHHblIe npobupkn ana lNUP obvemom 0,2 mMn ¢
NSI0CKOM KpblLwKkon (Hanpumep, Axygen, CLUA), nnn npobupkm
anga MNLUP k Rotor-Gene, o6bemom 0,1 mn B cTpunax no 4 wr.
C Kpblwkamn (Hanpumep, Corbett Research, AscTpanus;
Qiagen, [epmaHus) — npu uUcCnonb3oBaHUM npubopa
POTOPHOro TUna.

B3ATUE, TPAHCIMTOPTUPOBAHUE U XPAHEHUE
UCCIIEOAYEMOIO MATEPUATIA
[lepen  Hayanom  paboTbl cnegyeTr  O3HAKOMUTbLCA  C
MeToaNYEeCKUMN pekomMeHaauusmm «Basatne, TpaHCNoOpTUPOBKA,
XpaHeHue KnunHuyeckoro wmatepuana pana [MUP-gnarHoctukmy,
paspaboTtaHHbiMn PI'YH UHWND PocnotpebHag3opa, Mockea,
2008.
MaTtepuanom  ansd nccnegoBaHuUsa  crniyxaT — COCKOOHoe
oTaensemMoe CrmM3nUCTbiX O0BONOYEK YPOreHUTanbHOro TpakTa,
®dopmat FEP ®opma 1: V7-100-R0,5-FEP, H-1921-2-5; ®opma 2: V7-100-R0,2-FEP,
H-1922-2-2; ®opmart FRT ®opma 1: R-V921-1-2; ¢opma R-V7-F(RG,iQ),

H-1922-1/ 30.11.11/ ctp. 10 u3 30




oOpasubl CroHbI, MOYX (OCadOoK MepPBOWM MOPLUN MOYMN), LIESTBHOW
KpOBW YenoBeka.

®opmart FEP ®opma 1: \V7-100-R0,5-FEP, H-1921-2-5; ®opma 2: V7-100-R0,2-FEP,

H-1922-2-2; ®opmat FRT dopma 1: R-V7, H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),

H-1922-1/ 30.11.11/ cTp. 11 u3 30




®OPMAT FEP

®OPMAT FEP
COCTAB

KomnnekT peareHtoB «[HK-cop6-AM» BapmuaHT 100 — KOMNnekT
peareHToB Ans BblgeneHns OHK wm3 knuHnyeckoro martepuana

BKJ1KOYaeT.
Peakmue OnucaHue O6BeM, Mn Kon-eo
. Mpo3payHasa 6ecuBeTHas
Insupyrowmn pacteop KUOKOCTH 30 1 pnakoH
OTMbIBOYHbLIN pacTBOp lNpospaunas beclpeTHas 100 1 cbnakoH
XNOKOCTb
Cop0beHT yHuBepcanbHbIN CycneHsunsa 6ernoro useta 1,0 2 npobupku
lMpo3payvHasa 6ecuBeTHas
TE-6ydep ansa anounn HK KWAKOCTE 5,0 2 npobupku
BxoguTt B coctaB doopm komnnektauum 4, 5,6 n 7.
K komnnekty  peareHtoB  «dHK-cop6-AM» npunararTcs
cnegyroline peareHTbl.
Peakmue OnucaHue O6BLeM, mn Kon-eo
BKO komMnneKcHbIN lNpospaunas beclpeTHas 1,0 1 npobupka
XNOKOCTb
BKO-EL lMpo3payvHasa 6ecuBeTHas 1.0 1 npoBupka
XMOKOCTb
OKO MpospayHaga 6ecuBeTHas 1.2 1 npoBupka
XNOKOCTb

KomnnekT peareHTOoB paccuutaH Ha BbigeneHne [OHK wn3 100
0bpasuoB, BKIOYast KOHTPOMN.

TpaHcnopTHaa cpeaa ¢ mykonutukom (TCM):

Peakmue OnucaHue O6BLeM, mn Kon-eo
TpaHcnopTHasa cpepa ¢ lMpospayHasg XMaKoCcTb 05 100
MyKonuTukom (TCM) pO30BOro LBeTa ' npobupok
BxoouT B coctaB popm Komnnektaumm 4 n 6.

TpaHCI'IOpTHail cpena Ansa Ma3KoB:

Peakmuse OnucaHue O6BLeM, mn Kon-eo
Tpancnoprhas cpena Ans Mpo3payHas 6ecuseTHas 05 100
Maskoe KNOKOCTb ’ npo6Bmpok

BxoauT B cocTaB hopm KomnnekTaumm 51 7.

* Mpu XpaHeHUM NU3NPYIOLLLEro pacTBopa Npu TemnepaType oT 2 A0 8 °C BO3MOXHO 06pa3oBaHe

ocajka B BUAE KpUCTanmoB.

®opmart FEP ®opma 1: \V7-100-R0,5-FEP, H-1921-2-5; ®opma 2: V7-100-R0,2-FEP,
H-1922-2-2; ®opmat FRT dopma 1: R-V7, H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),

H-1922-1/ 30.11.11/ cTp. 12 u3 30




®OPMAT FEP

Komnnekt peareHtoB «[LUP-komnnekt» Bapunant FEP -
KOMMMEKT peareHToB anga amnnudpukauymum dparmenta JHK CMV ¢
rmopunan3aunoHHoO-pyopecuUeHTHON OeTeKUMeENn Mo «KOHEeYHOW
TOYKE» — BKNIOYAET:

Peakmuse OnucaHue O6nbem, mn Kosni-eo
110 npobupok
NuUuP-cmecb-1-FL CMV Mpo3payvHas 6ecuBeTHas 001 06beMoM 0.5
packanaHa nog Bock XXWAOKOCTb
mnu 0,2 mn
NuUP-cmecb-2-FL-red lpospauas XuakocTe 1,1 1 npobupka
KpacHoro useta
MLP-cmecb-PoH-red® lpospauas XuakocTe 0,6 1 npobupka
KpacHoro ueta
mg%pa”b““ Macno Ans BecuBeTHasa BA3Kas XNOKOCTb 4.0 1 pnakoH
NMKO koMnneKcHbIN Mpo3paynas becuseTHas 0,2 1 npobupka
XXWAOKOCTb
i MpospayHas becuBeTHas
OHK-6ydep JKUKOCTb 0,5 1 npobupka

KomMmnnekT peareHToB paccymtaH Ha npoBegeHne 110 peakumu
aMnnmdumkauum, BKNOYast KOHTPOIM.

Komnnekt peareHtoB «[LP-komnnekT» BapuaHT FEP-1000 —
KOMMMEKT peareHToB And amnnudpukauyum gparmenta JHK CMV ¢
rmopunan3aunoHHoO-pIyopecUeHTHON OeTeKUMENn MO «KOHEYHOW
TOYKE» — BKNKOYaerT:

Peakmuse OnucaHue O6bem, Mn Kon-eo
1100 npobupok

NnuP-cmecb-1-FL CMV [Mpo3payvHas 6ecuBeTHas 0.01 06 BLEMOM

packanaHa nog Bock XNOKOCTb 05 mn

NuUP-cmecb-2-FL-red lpo3pauas XuaKocTe 5,5 2 bnakoHa
KpacHoro ueta

NUP-cmecb-®oH-red® lpospayHas X1aKoCTe 2,5 1 dpnakoH
KpacHoro ueta

Mﬂ:gpanbl-loe Macno Ans BecuBeTHasa BA3Kas XXNOKOCTb 40 1 dpnakoH

NMKO kKomnneKkcHbIN lpospaunas becuseTHas 1,0 1 npobupka
XNOKOCTb

i MpospayHas becuseTHas
OHK-6ydep N 0,5 2 Npobupkun

KomnnekT peareHToB paccuutaH Ha nposedeHne 1100 peakuyumn

® PeareHT ucnonbayertcs npu nccnenosanuy npob [JHK, BbiaeneHHbIx ¢ nomoLLbio Habopos «JHK-
cop6-AM» nnn «AHK-cop6-B».

® PeareHT vcnonb3yeTcs Mpu NpUMEHEHUU aMnnMduKaTopoB 6e3 TepMOoCTaTUPYeMON KpbILLKM
(Hanpumep, «Tepuunk», « AHK-TexHonorusi», Poccus).

®opmart FEP ®opma 1: \V7-100-R0,5-FEP, H-1921-2-5; ®opma 2: V7-100-R0,2-FEP,
H-1922-2-2; ®opmat FRT dopma 1: R-V7, H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),
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®OPMAT FEP

aMI'IJ'IVI(bI/IKaLI,I/II/I, BKJTHOMaA KOHTPOJIN.

NMPOBEOEHUE NUP-UCCNEOOBAHUA
[MLP-nccnenosaHne cocTonT U3 CrieqyroLwmx 3Tanos:

QkcTpakuuna AHK n3 nccnegyemblx (KnMHn4eckmx) obpasuyos;
[MpoBegeHne amnnndunkayun.

drniyopecueHTHaa geTekuma npoaykTos amnnmgukaummn rno
«KOHEYHOW TOYKeY.

NHTepnpeTauuns pesynbTaTos.
HetanbHasa wHMoOpmauma no npouenype nposeneHus [ILP-
nccnegoBaHMsa B 3aBMCUMMOCTM OT MCMonb3yemoro obopyaoBaHus
N3NOXXeHa B MeToaudveckux pekomeHpgaumax SbYH LHAU
Anuaemmornornm PocnoTtpebHaasopa «ccnepgoBaHue
KnuHunyeckoro matepuana Ha Hanuune OHK Bosbyautenen UMMM
N Opyrmx WHMeKuMn opraHoB penpoaykumnm metogom [ILUP c
rmopunan3aunoHHoO-IyopecuUeHTHON AeTeKLNEN.

SKCTPAKUUA OHK N3 UCCIIEQYEMbIX OBPA3LIOB

Ana akctpakumn OHK mMcnonb3yoTca KOMMSIEKTbI peareHTos,
pekoMeH4O0BaHHbIE OBbYH LUHAN Anugemmonorum
PocrnoTtpebHag3opa, B  COOTBETCTBUM C  MHCTPYKUMEN K
ncrionb3yemMomy  Komnnekty. Okctpakumsa OHK un3  kaxpgoro
nccnegyemoro obpasuya NpoBOAUTCS B NMPUCYTCTBUM BHYTPEHHErO
KOHTponbHoro obpasua (BKO-FL).

Mpn wucnonb3oBaHUnM dOpPM BbiNycka Habopa 4 — 7 Ans
akcTpakumm LOHK wucnonb3yetcs Bxogsawmnm B Habop KOMMNEKT
peareHToB «[JHK-copb6-AM».

Ona  okctpakumm [OHK wn3  obpasyoB uUenbHOM  KpOBU
NCMNonNb3yTCA KOMMJIEKTHI peareHToB «QHK-cop0b-B»
npounssogctea PbYH LUHNWN Snnoemmnonornm PocnoTpebHaasopa
Unn  Komnnekrtbl peareHtoB «PUBO-npen» B coyeTaHun C
npeaBapuTenbHON obpaboTkon obpasuos peareHToMm
«FTEMOJIMTUK» npoussogctea PbYH ULHWKA 3Snuagemunonornn
PocnoTtpebHagsopa.

fDopmaT FEP ®opma 1: V7 100- RO 5-FEP, H 1921-2-5; dopma 2: V7 100-R0,2-FEP,
A H-1922-2-2; d)opMaT FRT CDopMa 1:.[REq Rv7, - A H-1921-1-2; ¢opma 2: - A R-V7-F(RG,iQ),
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®OPMAT FEP

NPOBEAEHUE AMIMTITUGPUKALIUU U ®JTYOPECLIEHTHOM
AETEKUUAU MO «KOHEYHOU TOYKE»

O6wmn oobLem peakumoHHon cmecu — 30 MKN, BKNOYas oobem
npo6bl AHK — 10 mkn.

A. MNMogroToBKa NpoO6UPOK AnA npoBeaeHMA amnnucpurkauum
Bbibop npobupok pana amnnucgpukaumm  3aBUCUT  OT
ucnonb3yemoro amnnudukaropa.

Ona BHeceHUA B nNpobupku peareHtoB, npo6 [OHK wu

KOHTPOJIbHbIX 00pasuoB  UCMNOSIb3YHTCA  OAHOpa3oOBbLIe

HaKOHEeYHUKU c hunbTpamm.

1. Otobpatb Heobxogmmoe konuyectBo npobupok ¢ TMLUP-
cmecbilo-1-FL CMV gna amnnudpukauum OHK nccnepyembix um
KOHTPOJSbHbIX NPo6.

2. B npobupkn c¢ TMUP-cmecblo-1-FL CMV Ha NoOBEPXHOCTb
3acTbiBwero Bocka BHectn no 10 mkn MNUP-cmecun-2-FL-red,
NpM OTOM OHa He [JOoSfhKHa npoBanuBaTbCA MNOL4 BOCK U
cmewmBaTtbes ¢ MUP-cmecbro-1-FL CMV.

3. CBepxy pobasutb Kanniw MuHepanbHoro macna gna [LP
(Npn ncnonb3oBaHuM amnnudukatopa 6e3 TepmocTaTMpyemon
KPbILLKW).

4. lNpurotoBntb obpaszel «PoH». [na atoro B npobupky ¢ MLUP-
cmMmecbilo-1-FL CMV Ha noBepXHOCTb 3acCTbIBLLUEN0 BOCKA BHECTU
20 w~mkn [TIUP-cmecn-®on-red. Csepxy pobaBuTb Kannwo
MUHepanbHoro macna pana [TUP (npn wucnonb3oBaHun
amnnndukatopa 6e3 TepmMocTaTupyeMon KpbILLKN).

BHAMAHUE! PeareHt MNUP-cmecb-®PoH-red wmncnonb3yetcda npu

nccnepgosanmn npod [OHK, BblaeneHHbix ¢ nomollbio Habopos

«QHK-copb6-AM» nnu «dHK-cop6-B». NMpun ncnonb3oBaHnn apyrmux

HabopoB peareHToB Ansa akcTpakuum [OHK, pekomeHOoBaHHbIX

dbYH UHWW 3nupgemuonorun PocnotpebHagsopa, Heobxoammo

crnenoBaTb MHCTPYKUMKM K MCNONb3yeMomy Habopy.

5. B nogrotoBneHHble npobupkn BHectn no 10 mkn npo6 AOHK,
NOMYYEHHbIX MNYTEM OKCTPaKuuMm U3  UCCefyeMbiX  UIn
KOHTPOJSIbHbIX 06pasLoB.

6. [locTaBUTb KOHTPOSbHbIE peakLnU:

a) oTpuuaTtenbHbIU KOHTponb MNMLUP (K-) — BHecTn B npobupky
10 mkn D,HK-6yd3epa

fDopmaT FEP ®opma 1: V7 100- RO 5-FEP, H 1921-2-5; dopma 2: V7 100-R0,2-FEP,
A H-1922-2-2; dJopMaT FRT CDopMa 1:.[REq Rv7, - A H-1921-1-2; ¢opma 2: - A R-V7-F(RG,iQ),
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®OPMAT FEP

6) nonoxutenbHbln KoHTponb [LUP (K+) — BHecTu B
npodupky 10 mkn NMKO koMnneKkcHoro.
B) oTpuuaTenbHbIA KOHTponb 3kcTtpakuum OHK (B-) -
BHecCTU B npodupky 10 Mkn npobsbl, BelaeneHHomn n3 OKO.
PekomeHayeTca nepen NoCTaHOBKOW B aMninduKaTop ocaguTtb
Kanfam CO CTEeHOK NpOBMPOK KpaTKUM LEeHTpUyrmpoBaHnMeM Ha
ueHTpudyre/soptekce (1-3 c).

B. lNpoBeaeHne amnnudpukaumn

1. 3anyctuTb Ha amMnIMduKkaTope COOTBETCTBYHOLLYIO MporpamMmy
TepmounknmposaHus « AMnnuCeHc-1-FEP» (cm. Tabn 1).

2. Korga temnepaTtypa B ss4enkax gocturHeT 95 °C (pexum nayasbl),
NocTaBuTb NPOBMPKM B SYENKM amnnudukatopa WM HaxaTb
KHOIMKY MPOAOSMKEHNA NporpamMmbil.

Tabnuua 1
MNMporpamma «AmMnnmnCeHc-1-FEP»

«Tepuyi» GeneAmp PCR System Gradient Palm Cycler,
2700 MaxyGene
Temne- Temne- Temne-
Uvkn | patypa, |Bpewms | Unknbl | patypa, | Bpemsa | Lvknbl o~ | Bpemsa | Linknbl

°C °C patypa, °C

0 95 May3a 95 May3a 95 May3sa

1 95 5 MUH 1 95 5 MUH 1 95 5 MuH 1
95 2c 95 20c 95 2c

2 65 5c¢ 35 65 25¢c 20 65 10 c 24
72 5c¢ 72 30c 72 10 ¢
95 2c 95 20c 95 2c

3 60 10c 9 60 30c 24 60 15 ¢ 20
72 5c¢ 72 30c 72 10 c
95 2c¢C 95 20c 95 2c

4 60 10c ! 60 30c ! 60 15¢ !
10 XpaHeHune 10 XpaHeHune 10 XpaHeHune

[MpumevaHne — [llporpammbl TEPMOUMKINPOBAHUA AN OPYrux
Moaeneu aMnIMdnKaTopos onucaHbl B MEeTOANYECKNX
pekoMmeHgaumnsx «lccnepgoBaHue KIIMHUMYECKOro MaTtepuana Ha
Hannune OHK Bosbyautenen UMMM n gpyrnx nHdekumn opraHoB
penpoayKkumm MEeTOO0M rnuypP C rmépuansaumoHHo-
donyopecueHTHOW aeTekumemn».

3. o OKOHYaHWK BbLINOMAHEHUA MpOrpamMMbl  MPUCTYNNTL K
donyopecuUeHTHON aeTeKunN.

®opmart FEP ®opma 1: \V7-100-R0,5-FEP, H-1921-2-5; ®opma 2: V7-100-R0,2-FEP,

H-1922-2-2; ®opmat FRT dopma 1: R-V7, H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),
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PJITYOPECLEHTHAA OETEKUUA NMPOAYKTOB
AMIMJTIMOUKALIUU

[deTtekuma nposoguTca € nomouwbio donyopecueHTHoro [1LIP-
geTekTopa (CornacHo MHCTPYKUMM K MCNonb3yemMoMy npubopy)
nyTeM U3MEpPEeHUs UHTEHCUBHOCTU (orlyOpecUEeHTHOro curHana no

OBYM KaHanam:

- no kaHany FAM (unn aHanornyHomy, B 3aBMCUMOCTM OT MOLENU
npubopa) perucTpupyeTcsa CuUrHam O HaKoMNeHun NpoayKTa
amnnmdukauumn doparmeHta JHK CMV.

- no kaHany HEX (mnu aHanorn4Homy, B 3aBUCUMOCTU OT MOAENN
npubopa) perucTpupyeTcs CuUrHam O HaKoMNeHun NpoayKTa
amnnndpukaummn OHK BKO.

BHUMAHMUE! [o nposeoeHusa pgetekumm B NporpamMmMHOM
obecneveHun TLP-petektopa AOOMKHbI ObITb BHECEHbI WU
COXpaHeHbl COOTBETCTBYHLLUME HACTPOWKM — CM. BKragbiw K [LIP-
KOMMIEKTY, a Takke meTtoanyeckme pekomeHgaummn ®bYH LIHUU
Anuaemmornornm PocnoTtpebHaasopa «ccnegoBaHue
KnuHunyeckoro matepuana Ha Hannumne OHK Bosbyauntenen UMMM
N Opyrux wuHekunn opraHoB penpogykunmm metogom [LP c
rmopunan3saunoHHoO-pyopecueHTHON AeTEKLNEN.

UHTEPIMNPETALUUA PE3YJIbTATOB
[MonyyeHHble pe3ynbTaTbl WHTEPNPETUPYOT Ha OCHOBaHUU

OaHHbIX 06 ypoBHe nyOpeCcLEeHTHOro curHana OTHOCUTENbHO

dpoHa Mo COOTBETCTBYIOLLIUM KaHanam s KOHTPOsbHbIX 0OpasyoB

n npod AOHK, nosiydeHHbIX NyTeM 3KCTPaKuuM U3 KIMHUYECKUX

obpasuyoB. WHTepnpetauuMss Npou3BOAUTCA aBTOMATUYECKN C

MOMOLLIbIO NporpaMmmHoro obecneyeHust UCNonb3yemoro npuodopa.
[MpuHUKMN MHTepnpeTauumn pes3ynbTaToB CreayrLWni:

- [OHK CMV oGHapyxeHa, ecnu gna gaHHowm npobbl curHan no
kaHany FAM Bblle YCTaHOBMEHHOro MOPOroBOro 3HayeHud
NOSIOXKMUTESBHOIO pesynbTara.

-  [OHK CMV He oGHapyxeHa, ecnu ansa gaHHom npobbl curHan no
kaHany FAM HuXe yCTaHOBJIEHHOrO MOPOroBOro 3HayeHud
oTpuuaTenbHOro pesynbTarta, a curHan no kaHany HEX Bbiwe
YCTaHOBJ1IEHHOIO MOPOroBOro 3Ha4YeHus.

- PesynbTaT aHanuMsza HeBanuAHbIA, €Ccnv Ansg gaHHOW NpoObl

®opmart FEP ®opma 1: \V7-100-R0,5-FEP, H-1921-2-5; ®opma 2: V7-100-R0,2-FEP,

H-1922-2-2; ®opmat FRT dopma 1: R-V7, H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),
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curHan no kaHany FAM Hwke yCTaHOBMNEHHOro MOporoBoro

3Ha4YeHns oTpuuaTenbHOro pesynbTaTa, U CUrHan no Kadany

HEX HWXe yCcTaHOBSIEHHOIro NOPOroBOro 3Ha4YeHus.

- PesynbTaT aHannsa COMHUTESIbHbIN, eCnn ANa aHHOW Nnpoobl
curHan no kaHany FAM Bbllle yCTaHOBIEHHOrNO MOPOroBoro
3Ha4yeHus1 oTpuuaTernbHOro pesyrbTtaTa, HO HMXe MNopOroBoro
3Ha4YeHNs MOSIOXUTESNIbHOro pe3ynbTarta (CUrHan HaxoauTcs
MeXy NOPOroBbIMU 3HAYEHUSAMMN).

Ecnn gna npobbl nonydeH HeBanuMAHbIA U COMHUTENbHbIN
pe3ysnbrar, TpebyeTcs NOBTOPUTb MUP-uccnenosaHne
COOTBETCTBYIOLLErO KNMHM4YecKoro obpasua.

Pesynbtat [LUP-uccnepoBaHusa cuyutaeTcss OOCTOBEPHLIM,
ecnu Nosy4YeHbl npaBUNbHbIE pe3ynbTaThbl ans
NOMOXNUTENbHOro " oTpuuaTenbHOro KOHTponen
aMmnnupumkaumm M oTpULATENIBHONO KOHTPOSA 3KCTPaKLUu
IOHK, B cooTBeTCTBUM C TAbnN. 2.

Tabnuua 2
Pe3ynbTaTbl ANA KOHTpoONen pasnnyHbix atanos N P-aHanun3a
5 CurHan no kaHany OGosHaueHue
K KoHTponupyembii pesynbTaTta B
OHT-
onb atan MNUP- nporpammax
P uccnenoBaHus FAM HEX HEKOTOpbIX
AEeTEKTOPOB
Hwxe noporoBoro
3HayYyeHus Boiwe
B— OkcTpakumsa OHK OTpMLATERLHOTO MOPOroBoOro «—» unn «OK»
3HayYeHus:
pesynbTaTa
Hwxe noporosoro H
3HaYeHus! voKe
K- rnupP NOpPOroBoro «HO»
oTpuLaTeNbHOro
3HayeHus
pesynbTaTa
Bbiwe noporosoro
3HaYeHus! Boiwe
K+ nupP NOpPOroBoro «+» unm «OK»
NONOXUTENbHOIO
3HayeHus
pesynbTaTa
BHUMAHUE!

1. Ecnn gna nonoxutenbHoro koHTpons [UP (K+) curHan no
kaHany FAM HuXe noporoBoro 3HayeHUs MNOJIOXUTENbHOrO
pesynbTata HeobxogMmMo NOBTOPUTbL  aMnnudukaumio un
OeTekuunto ans Bcex obpasuos, B KOTOPbIX He obHapyxeHa OHK
CMV.

®opmart FEP ®opma 1: V7-100-R0,5-FEP, H-1921-2-5; dopma 2: -100-R0,2-FEP,

H-1922-2-2; ®opmat FRT dopma 1: R-V7, H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),
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2. Ecnu gna oTpuuaTtenbHoro KoHTponda akctpakummn OHK (B-)
n/vnun otpuuatenoHoro koHTtpons lLUP (K-) curHan no kanany
FAM Bbile NOPOroBOro 3Ha4yeHus NonoXMTenNbHOro pesynbraTa
Heobxoaumo nosTtoputb [MLUP-nccnegosanHne ansa  Bcex
obpasuoB, B KOTOpbIX obHapyxeHa [JHK CMV, HaunHaga ¢ aTana
akcTpakuum OHK.

®opmart FEP ®opma 1: \V7-100-R0,5-FEP, H-1921-2-5; ®opma 2: V7-100-R0,2-FEP,

H-1922-2-2; ®opmat FRT dopma 1: R-V7, H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),
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®OPMAT FRT
COCTAB

KomnnekT peareHtoB «[HK-cop6-AM» BapuaHT 100 — KOMnNnekT
peareHTOoB ans BbligeneHna [OHK mn3 knuHuyeckoro martepuana —

BKJ1KOYaeT.
Peakmue OnucaHue O6BeM, Mn Kon-eo
. Mpo3payHasa 6ecuBeTHas
Insupyrowmn pacteop HAOKOCTh 30 1 pnakoH
OTMbIBOYHbLIN pacTBOp lNpospaunas beclpeTHas 100 1 cbnakoH
XNOKOCTb
Cop0beHT yHuBepcanbHbIN CycneHsunsa 6ernoro useta 1,0 2 npobupku
lMpo3payvHasa 6ecuBeTHas
TE-6ydep ansa anounn HK KWAKOCTE 5,0 2 npobupku
BxoguTt B coctaB doopm komnnektauum 4, 5,6 n 7.
K  komnnekty  peareHtoB  «[QHK-cop6-AM»  npunararoTcs
cnegyroline peareHTbl.
Peakmue OnucaHue O6BLeM, mn Kon-eo
BKO komMnneKcHbIN MNpospaunas beclpeTHas 1,0 1 npobupka
XMOKOCTb
BKO-EL lMpo3payvHasa 6ecuBeTHas 1.0 1 npoBupka
XMOKOCTb
OKO MpospayHaga 6ecuBeTHas 1.2 1 npoBupka
XNOKOCTb

KomnnekTr peareHTOB paccuuMtaH Ha BblgenexHve [OHK wn3 100
0bpasuoB, BKIOYast KOHTPOMN.

TpaHcnopTHaa cpeaa ¢ mykonutukom (TCM):

Peakmue OnucaHue O6BLeM, mn Kon-eo
TpaHcnopTHasa cpepa ¢ lMpospayHas XMaKoCTb 05 100
MyKonuTukom (TCM) pO30BOro LBeTa ' npobupok
BxoouT B coctaB popm Komnnektaumm 4 n 6.

TpaHCI'IOpTHail cpena Ansa Ma3KoB:

Peakmuse OnucaHue O6BLeM, mn Kon-eo
TpaHcnopTHas cpeaa ansa MpospayHaga becuBeTHas 05 100
Ma3KoB XWOKOCTb ' npo6bupok

Bxogut B coctaB doopm KoMnnekraumm S n 7.

" Mpwv xpaHeHUM NM3MpYIoLLLEro pacTBOpa Npy TemnepaTtype oT 2 Ao 8 °C BO3MOXHO obpasoBaHue

OCafKa B BMae Kpucrtarsos.

®opmat FEP ®opma 1: V7-100-R0,5-FEP, H-1921-2-5; dopma 2:
REF] H-1922-2-2; ®opmat FRT ®dopwma 1:

7-100-R0,2-FEP,

R-V7, H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),
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KomMmnnekrt peareHTOB

«MUP-komMmnnekT»

BapuaHt FRT -
KOMMNEKT peareHToB aAns amnnmdukauum cdoparmeHta JHK CMV ¢

rmopnan3aunoHHoO-pyopecUeHTHON  OeTEKUMEN B  pexume
«peasibHOro BpeMeHun» — BKNoYaer.
Peakmuse OnucaHue O6BLeM, mn Kon-eo
110 npoGupok
NuUuP-cmecb-1-FL CMV Mpo3payvHas 6ecuBeTHas 001 o6LEMOM
packanaHa nog BocK XMOKOCTb 0.2 Mn
NuUP-cmecb-2-FL-red lpospauas XuakocTe 11 1 npobupka
KpacHOro uBeTa
NMKO komMmnsneKCHbIN lpo3paviras GecupeTHas 0,2 1 npobupka
XMAKOCTb
i Mpo3payHas 6ecuBeTHas
OHK-6ydep KATKOGTb 0,5 1 npobupka

Komnnekr peareHTOB paccuutaH Ha nposeneHue 110 peakumin
amnnudukaunm, BKIoHast KOHTPOIN.

Komnnekt peareHTtoB «[llLUP-komnnekT» BapuaHT FRT-100 F —
KOMMIEKT peareHToB and amnnudpukauum gparmedta JHK CMV ¢

rmopnan3aunoHHo-pIyopecUEeHTHON  OeTEeKUMENn B pexume
«peanbHOro BpeMeHm» — BKIKOYaerT:.
Peakmuse OnucaHue O6nem, mn Kon-eo

NnuP-cmecb-1-FL CMV Mpospaunas becuseTHas 1,2 1 npobupka
XMAKOCTb

NMUP-cmecb-2-FRT Mpo3paunas becuseTHas 0,3 2 npobupku
XMAKOCTb

Monumepasa (TagF) )I:E‘Zigs::aﬂ GecuseTHas 0,03 2 npobupkun

NMKO koMnneKcHbIN lNpospavHast becuseTHas 0,2 1 npobupka
XMAKOCTb
[Mpo3payHas 6ecuBeTHas

OHK-6ydep )KE,D,K(F))CTb H 0,5 1 npobupka

Komnnekr peareHTOoB paccuutaH Ha nposeneHue 110 peakumn
amnnudukauunm, BKIoHas KOHTPOSN.

KomnnekTt peareHToB «[1LUP-komnnekT» BapuaHT FRT-1000 F —
KOMMNEKT peareHToB Ans amnnmdpukauum doparmeHta JHK CMV ¢

rmopnan3aunoHHoO-pyopecUeHTHON  OeTeKUMeEn B pexume
«pearibHoro BpemMmeHm» — BKJIirovaeT.
Peakmue OnucaHue O6vLem, M Kosn-eo
NnuP-cmecb-1-FL CMV lpospaunas becuseTHas 1,2 10 npobupok
XXMOKOCTb
MUP-cmecb-2-FRT glpo3paq|-|aﬂ 1,2 5 npobupok
ecLBeTHast XWUAKOCTb

®opmat FEP ®opma 1: V7-100-R0,5-FEP, H-1921-2-5; dopma 2:
REF] H-1922-2-2; ®opmat FRT ®dopwma 1:

V7-100-R0,2-FEP,

R-V7, H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),
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Peakmuse OnucaHue 0O6BLemM, M Kos-eo
MpospayHas
Monumepasa (TagF) BecUBETHAS KUAKOCTb 0,12 5 npobupok
NMKO koMnneKkCHbIN 2p03pa‘-lHaFl 1,0 1 npobupka
eCLIBETHas XXNUOKOCTb
[MpospayHas
AHK-6ycpep 6ecLBeTHas XNOKOCTb 0.5 2 NpoBMpky

Komnnekt peareHToB paccuutaH Ha nposBedeHne 1100 peakuumn
amnnudunkaumnm, BKIoYas KOHTPOIN.

NMPOBEOEHUE NUP-UCCIIEOOBAHUA

MUP-nccnegoBaHmne cCOCToOUT N3 Crneayrowmx aTanos:

- OkcTtpakuma OHK n3 nccnegyembix ob6pasuos.

- [lpoBegeHne amnnudurkaunm c oriyopecueHTHON eTeKuMen B
pexmme «peanbHOro BpeMeHmn».

- AHanus n nHTepnpeTauuns pesynbLTaTos.

HetanbHasa wHQopmauusa no npouenype nposegeHus [1LP-
nccnegoBaHMd B 3aBUCMMOCTM  OT  Tunma  UCMNOMb3yeMoro
obopynoBaHUs U3NOXeHa B MeTogumyeckux pekomeHgaumax ObYH
LHWNA  3Onugemunonormn PocnoTpebHag3opa «WccnepgoBaHue
KnuHunyeckoro matepuana Ha Hanuuve OHK Bosbygutenen UMMM
N Opyrux wuHekunnn opraHoB penpoaykunm wmetogom [MLP c
rmépuansaumnoHHO-ITyopeCcLEHTHON AeTEKLNEN Y.

SKCTPAKUNA OHK U3 UCCNEOYEMbIX OBPA3LIOB

Ona oakctpakumn (Bblgenennsa) OHK wucnonesytotca Habopbl
peareHToB, pekomeHaoBaHHble ®BYH UHUW 3nmpgemuonoruu
PocnotpebHagsopa, B  COOTBETCTBUM C  MHCTPyKUMEen K
ncrionbzyemomy  Habopy. OIkcTtpakumo OHK w13 kaxgoro
KnuHn4eckoro obpasua npoBOoAUTCA B MPUCYTCTBUM BHYTPEHHErO
KOHTponbHoOro obpasua — BKO-FL.

Mpn uncnonb3oBaHuM opm BbiNycka Habopa 4-7 AOns
akcTpakumm OHK wucnonb3yetcs Bxogdawmm B HaboOp KOMMNEKT
peareHToB «[JHK-copb6-AM».

Ona okctpakumm OHK wn3  obpasyoB UenbHOM  KpOBU
NCnonb3yTcd KOMMJIEKThI peareHToB «QHK-cop06-B»
npoussoactea ®bYH LUHNWN Snuaemunonornn PocnoTtpebHansopa
unu komnnektol peareHtoB «PUBO-npen» B coyeTaHun c
npeaBapuTenbHon ob6paboTkon 0bpa3yoB peareHToOM «[ eMONTINTUK»
npounssoactea PbYH LUIHNW Snnagemmnonornm PocnoTtpebHaasopa.

®opwmat FEP ®opma 1: V7-100-R0,5-FEP, H-1921-2-5; ®opma 2: -100-R0,2-FEP,

REF] H-1922-2-2; ®opmat FRT ®dopwma 1: R-V7, H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),
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NMPOBEOEHUE AMMITU®UKALIUMN C OETEKLMEN B PEXXUME
«PEAJIbHOIO BPEMEHW»

A. NoproroBka NpooMpoK Ana nposeaeHMs amnnucpukaumn
Bbibop npobupok ana amnnudpumkaumMm  3aBUCUT  OT
ucnosnb3yemoro amnnudukaTtopa ¢ CUCTEeMOU [eTeKuun B
pexume «peanbHOro BpeMeHm».

Ona BHeceHMA B nNpobupku peareHtoB, npo6 [OHK wu
KOHTPOJSIbHbIX 00pasuoB  UCNOMbL3YKTCA OAOHOpPaA3OBble
HaKOHEYHUKU C hunbTpamm.

A1. MoarotoBka Npo6bUpoOK Ans npoBeaeHusa amnnudpunkaumm
npu nomowm Komnrsiekta peareHToB «[lLP-komnnekT»
BapuaHT FRT

O6wmn o6 Lem peakumoHHou cmecu — 30 MK, BKNoYasi oobem

npo6bl AHK — 10 mkn.

1. OTobpatb Heobxogmmoe konuyectso npodupok c¢ TLUP-
cmecbro-1-FL CMV ana amnnudpumkaumm OHK nccnegyembix u
KOHTPOJSbHbIX Npo6.

2. Ha noBepxHocTb Bocka BHecTn no 10 mkn MNMUP-cmecn-2-FL-
red, npu 3TOM OHa He [OOSMKHaA NpoBanMBaTbCs MOL BOCK U
cmewmBaTbes ¢ MUP-cmecbro-1-FL CMV.

3. B nogrotoBneHHble npobupkn BHectn no 10 mkn npo6 AOHK,
NOMyYEHHbIX B pe3ynbTaTe 3KCTPaKuuMm U3 UccnegyembiX Unu
KOHTPOJSIbHbLIX 06pa3LoB.

4. TlocTaBuUTb KOHTPOSbHbIE PeakLnK:

a) otpuuaTtenbHbIin KOHTponb MLP (K-) — BHecTn B npobupky
10 mkn AHK-6ydepa.

6) nonoxutenbHbIin KoHTponb [UP (K+) — BHecTu B
npobupky 10 mkn NMKO koMnneKkcHoro.

B) oTpuuaTenbHbIA KOHTpONib 3KcTpakuun [OHK (B-) -
BHecCTU B npodupky 10 Mkn npobsbl, BelaeneHHomn n3 OKO.

A2. NMoarotoBka NpobMpoK Ana nposeaeHUs amnnudukauum
npu nomMmowm Komnnekra peareHToB «[LP-komnnekT»
BapuaHT FRT-100 F n FRT-1000 F

O6wWwmnm o6LemM peakLUMOHHOU cMecUu — 25 MKN, BKo4Yas oobem

npo6bi AHK — 10 mkn.

1. Pasmoposutb npobupky c TMUP-cmecb-2-FRT. [lepemewwartb
cogepxmmoe npobupok ¢ peareHtamun lMUP-cmecb-1-FL CMV,

®dopmat FEP ®opma 1: V7 100- RO 5-FEP, H 1921-2-5; dopma 2: 7 100-R0,2-FEP,
REF] H-1922-2-2; dJopMaT FRT ¢opma1 Fl R-v7, - Fl H-1921-1-2; <Dopma 2: - F] R-V7-F(RG,iQ),
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NMUP-cmecb-2-FRT, nonumepasa (TaqF) un ocagutb kannu
KpaTKOBPEMEHHbIM LeHTpudyrmposaHnem (1-2 ¢) ¢ nNomoLUbto
LeHTpudyru/BopTekc.
2. OTobpatb HeobxoanMMoe KONMMYEeCTBO MPOOUPOK MM CTPUNoB
ons amnnudukaunm HK nccnegyembix n KOHTPOSbHbIX NPo6.
3. Ona npoeegeHnsa N peakuun (Bkrodas 2 koHTponsa [1LP)
cMellaTtb B otaenbHon npobupke 10*(N+1) mkn MUP-cmecu-1-FL
CMV, 5,0¢(N+1) wmkn TMUP-cmecu-2-FRT wn 0,5*(N+1) mkn
nonumepasbl (TagF).
4. lNepemewaTs NOArOTOBNEHHYID CMECb W ocaguTb Kanmu
KpaTKOBPEMEHHbIM LeHTpuyrmpoBaHnem C NOMOLLLHO
LeHTpudyra/BopTekc.
BHecTu B kaxgyto npobupky no 15 MK nogrotoBneHHOM CMeCH.
B noarotoBneHHble npobupkn BHecTM no 10 mkn npo6 OHK,
NOSflydeHHbIX B peaynbTaTte 9KCTpakumMm u3 uccriegyembix unm
KOHTPOJSbHbLIX 06pa3LoB.
7. lNocTaBUTb KOHTPOJSIbHbLIE PEeaKLNMK:
a) otpuuartenbHbin KOHTponb MLUP (K-) — BHecTn B npobupky
10 mxkn OHK-6ydepa.
6) nonoxutenbHbIin KoHTponb [UP (K+) — BHecTu B
npodupky 10 mkn NMKO komMnneKkcHoro.
B) oTpuuaTenbHbIU KOHTponb 3KcTpakuuu [OHK (B-) -
BHecCTU B npodbupky 10 Mkn npoOsbl, BoigeneHHom n3 OKO.

o O

b. [lpoBegeHne amnnucpmkaumMm C [eTekKumen B pexume

«pearibHoro BpeMeHu»

1. 3anporpammupoBaTtb npubop (amnnundukatop C CUCTEMOU
OETEKUUN B peXUME «pearnibHOro BpeEMEHU») ANl BbIMNOSTHEHUS
COOTBETCTBYKOLLEN NporpamMmmbl amnnudpukaumum u geTekuum
donyopecueHTHOro curHana «AmnnuCeHc-1»
(cMm. Tabn. 3).

®opmat FEP ®opma 1: V7-100-R0,5-FEP, H-1921-2-5; dopma 2: V7-100-R0,2-FEP,

REF] H-1922-2-2; ®opmat FRT ®dopwma 1: R-V7, H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),
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Tabnuya 3

Mporpamma «AMnnuCeHc-1»

Mpn6opbl poTopHOro Tmna® Mpnbopbl NNaHWeTHOro tvna’®
Yucno Uucro
Temnepa- Temnepa-
Lnkn o Bpemsi NMoOBTOPOB by Bpewmsi NMOBTOPOB
Typa, °C Typa, °C
LMKIIOB LIMKIOB
1 95 15 MuH 1 95 15 MUH 1
95 5c¢ 95 5c¢
2 60 20 c 5 60 20 c 5
72 15¢c 72 15¢
95 5c¢ 95 5c¢
20 c 30c
3 60 jeTtekums 40 60 aeTekums 40
dnyopecu. dnyopecu.
curHana curHana
72 15¢c 72 15¢

[eTtekumnsa pryopecueHTHOro curHana HasHadaeTcs Nno KaHasnam
ansa gnyopodopos FAM n JOE (npu ogHOBPEMEHHOM MPOBeaEHUN
OPYrux TeCToB Ha3Ha4vyaeTcs AeTeKuns u No gpyrmm UCnosnb3yembim

KaHanam)
2. YCTaHOBUTbL MNpPOOMPKN B SYENKM  peakuMOHHOro  Moayns
npubopa.
3. 3anyctutb  BbIMOSIHEHME  nNporpamMmbl  amnnudukaumm

aetekumen dpnyopecueHTHOro curHana.
4.T10 OKOH4YaHMW BbLIMOSTHEHMNA NpOrpamMmbl MPUCTYNUTL K aHanusy
pe3ynbTaToB.

AHAJIU3 N UHTEPMNPETALUUA PE3YJIbTATOB
AHanum3 pesynbTaTtoB MNOBOAAT C MNOMOLLBIO MNPOrpamMmHOro
obecneyeHnsa ucnosnb3yemoro npubopa ana nposegenus MNLP c
OeTekumen B pexmMme «pearnbHOro BpeMeHu». AHanunsmpyoT
KpuBble HaKomnmneHus priyopecLeHTHOro curHasna no ABym KaHanam:
- no KaHany gna dnyopodgopa FAM pernctpupyerca curHan,
CBUOETENbCTBYOLMA O HaKOMMeHUn npoaykra amnnmdukaumn
dparmeHta JHK CMV,
- no kKaHany ana dnyopodopa JOE pernctpupyetca curHan,

8 nanpumep, Rotor-Gene 3000/6000, Rotor-Gene Q u pekomeHgoBaHHble ®BYH LIHUM
Onuaemwnonorum PocnoTpebHaasopa B METOANYECKMX PEKOMEHAAUMAX NO NPUMEHEHUIO OAHHOrO
Habopa peareHTOoB.
° nanpumep, iCycler iQ, iQ5, Mx3000P, Mx3000, «[T-96» n pekomeHgoBaHHble ®BYH LIHUN
Onuaemuonorum PocnoTpebHaasopa B MeTOANYECKUX pekoMeHAaumsx no npyMeHeHUI0 JaHHOro
Habopa peareHToB.

®opmat FEP ®opma 1: V7-100-R0,5-FEP, H-1921-2-5; dopma 2: V7-100-R0,2-FEP,

REF] H-1922-2-2; ®opmat FRT ®dopwma 1: R-V7, H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),
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CBNOETENbCTBYIOLWNMA O HAKOMMEHUN npoaykTa amnnmgukaumnm

OHK BKO.

PesynbTtaTbl UHTEPNPETUPYIOTCS HA OCHOBAHWM Hanuyus (unm
OTCYTCTBMA) nepece4vyeHns Kp1BOW donyopecueHumn C
YCTaHOBJIEHHOW Ha COOTBETCTBYIOLWEM YPOBHE NOPOroBOn JINHUEN,
4YTO onpegenseT Hanuyve (UnNuM OTCYTCTBME) AN AaHHOW Mpobbl
OHK 3HaveHna noporosoro uukna Ct B COOTBETCTBYOLWEN rpade B
Tabnuue pesynbTaTos.

[MpuHUMN MHTepnpeTaunn pesynbTaToB Creayowmii:

- [OHK CMV obGHapyxeHa, ecnvu gnsa gaHHon npobbl B Tabnuue
pes3ynbTaTtoB Mo KaHany ansa dnyopodopa FAM onpenerneHo
3HayeHne noporoBoro uumkna Ct. [llpy aTOM KpuBas
dnyopecueHuMn  gaHHOM  npobbl  OOMKHA  nepecekaTtb
NOPOroByto NNHUIO Ha yyacTtke XapaKTepHOoro
9KCMoHeHUnanbLHOro nogbema nyopecueHuni.

- OHK CMV He oOHapyXeHa, ecnn Ons gaHHon npobbl B
Tabnuue pesynbTatoB Mo KaHany ansa dnyopodgopa FAM He
onpeneneHo (OTCyTCTBYeT) 3Ha4yeHue noporosoro umkna Ct
(KpuBaga donyopecueHuMn He nepecekaeT NoporoBylo JNIMHUIO), a
B Tabnuue peaynbTatoB Mo kKaHany ans dnyopodopa JOE
onpeneneHo  3HadyeHue  noporosoro  uukna Ct, He
npesBblllatowee ykazaHHoe (rpaHM4YHOE) 3HaYEeHME.

- PesynbTaT aHanusa HeBanMAHbIW, ecnn ANs AaHHOW Npobbl He
onpeneneHo (oTCcyTCTBYeT) 3Ha4vyeHue noporosoro umkna Ct no
KaHany gna gnyopodgopa FAM, 1 no kaHany gnsa dpnyopodopa
JOE 3HauyeHne Ct Takke He onpegeneHo (OTCYTCTBYET) WU
NpeBbILLAET yKa3aHHOE rpaHW4YHOEe 3HayeHne. B aTom cnyyae
TpebyeTtca NOBTOPHO NnpoBecTn MUP-nccnepoBaHne
COOTBETCTBYHOLLErro KNnuHN4eckoro obpasua.

BHAMAHMUE! [paHunyHble 3HayeHus Ct ykasaHbl BO BKragbllwe K
MUP-komnnekTy. CMm. Takke meTtogunyveckne pekomeHgaummn ObYH
LHWNA  3Onugemunonormn PocnoTpebHag3opa «WccnegosaHue
KnuHunyeckoro matepuana Ha Hannumne OHK Bosbygutenen UMMM
N Opyrux wuHekunn opraHoB penpogykunm wmetogom TLP c
rmopunan3aunoHHoO-yopecuUeHTHON AeTeKLNEN .

Pesynbtat lLUP-uccnepoBaHusa cuyutaeTcss OOCTOBEPHbLIM,
ecnm NONy4eHbl npaBuUiibHble pe3ynbTaTthbl Aansa

®opmat FEP ®opma 1: V7-100-R0,5-FEP, H-1921-2-5; dopma 2: V7-100-R0,2-FEP,
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®OPMAT FRT

NONOXUTENbHOro "
aMmnnupumkaumm M oTpUUATENbHONO KOHTPONA 3KCTPaKuum
(Bblgenenuna) OHK, B cootBeTcTBUM C Tabnuuenm OLEHKU

pe3ynbTaToB KOHTPOJIbHbIX peakuuu (Tadn. 4).

oTpUuuaTtesibHOro

KOHTpoONeun

Tabnuua 4
Pe3ynbTaTbl AN KOHTpONen pa3nnyHbix atanos L P-aHanun3a
KoHTponupyembin 3Ha4yeHue noporosoro uukna, Ct
Kontponk aran MLIP- no KaHany ans no KaHany ans
uccnenoBalna dnyopodopa FAM ¢nyopodopa JOE
B- OkcTpakums AHK 3HayeHne oTcyTCTBYET OnpeneneHo sHauerne
MeHbLLE rpaHN4yHOro
K- rMupP 3Ha4veHne oTcyTCcTBYET 3HayeHne oTcyTCTBYET
K+ nup Onpepenexo 3HaveHne | OnpeaeneHo 3HayeHne
MeHbLLUE rpaHN4yHOro MeHbLLE rpaHN4yHOro
BHUMAHUWE!

1. Ecnn gna nonoxutenebHoro koHTpons [MUP (K+) 3HayeHwne
NOpPOroBOro UMKra no KaHany gna dnyopodgopa FAM
OTCYTCTBYyeT WM  nNpeBblllaeT  rpaHU4YHOEe  3HayeHue,
HeobXxoAMMO MOBTOPUTL aMmnnNudurKauuo Ass Bcex obpasLos, B
KOTOpbIX He 0OHapyxeHa [JHK CMV.

2. Ecnn gna otpuuartenbHoro KoHTpons akcTpakuyum OHK (B-)
nvinn otpuuatenbHoro koHTpons [UP (K-) onpegeneHo
3HayeHMe NoporoBoro UuKna rno kaHany ansa gpnyopodgopa FAM,
Heobxoaumo nosToputb [lLUP-nccnepgosaHne ons  Bcex
obpasuoB, B KOTOpbIX 0bHapyxeHa [JHK CMV, HaunHaqa ¢ aTana
akcTpakuum OHK.

®opmat FEP ®opma 1: V7-100-R0,5-FEP, H-1921-2-5; dopma 2: V7-100-R0,2-FEP,

REF] H-1922-2-2; ®opmat FRT ®dopwma 1: R-V7, H-1921-1-2; ®opma 2: R-V7-F(RG,iQ),
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CPOK TIOOHOCTU. YcCnoBUA TPAHCMNOPTUPOBAHUA WU
XPAHEHUA

Cpok rogHoctu. 9 mec. Habop peareHTOB C WUCTEKLUMM CPOKOM
OOHOCTU MNPUMEHEHMIO He noasnieXxmnt. CpoK roaHOCTU BCKPbITbIX
peareHTOB COOTBETCTBYET CPOKY rO4HOCTU, YKa3aHHOMY Ha 3TUKeTKaX
01151 HEBCKPbITBIX peareHToB, ECINN B MHCTPYKLMN HE YKa3aHO MHOE.
TpaHcnopTupoBaHue. Habop peareHTOB TpaHCnopTUpoBaTb MpwU
Temnepatype oT 2 oo 8 °C He 6onee 5 cyt. «[1LP-koMmnnekT»
BapuaHt FRT-100 F wn FRT-1000 F npu nony4vyeHuu
pa3yKoMMJIEKTOBATb B COOTBETCTBMN C YKa3aHHbIMU TemnepaTypamu
XpaHeHus.

XpaHeHue. Komnnekt peareHToB «[HK-cop6-AM», « TpaHCNOPTHYO
cpeny Ans MaskoB», « TpaHCNopTHYH cpeny ¢ MmykonuTukom (TCM)»
XpaHuTb Npu TemnepaTtype ot 2 go 25 °C.

BKO komnnekcHbin, BKO-FL n OKO (M3 komnnekta peareHToB
«QHK-copb-AM») xpaHuTb npun TemnepaTtype ot 2 ao 8 °C

KomnnekTt peareHTtoB «[1LP-koMnnekT» XpaHUTb nNpu TemnepaType
oT 2 po 8 °C. lNUP-cmecb-2-FRT n nonumepasy (TagF) xpaHntb npu
TemnepaTtype He Bblwwe MuHyc 16 °C. [1UP-cmecb-1-FL CMV
XpPaHUTb B 3alLULLLEHHOM OT CBETA MECTE.

YcnoBusa otnycka. [1na nevyebHo-npodmnakTuyecknx u caHmTapHo-
npounakTNYecKknx ydpexaeHunn.

®opmar FEP dopma 1: [REF V7-100-R0,5-FEP, H-1921-2-5; dopma 2: V7-100-R0,2-FEP,
H-1922-2-2; ®opmat FRT ®opma 1: R-V7, H-1921-1-2; Gopma 2: R-V7-F(RG,iQ),
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Peknamaumm Ha kayectBo Habopa peareHToB «AMnnuCeHc®
CMV-FL» HanpaBnatb Ha npegnpusatue-nsrotosmutesrnis PbYH LIHAN
onugemuonornn PocnoTtpebHagsopa (111123 r. Mocksa, yn.
HoBorupeesckas, g. 3a) B otaen no pabote c peknamMaumamm w

opraHusauum obydyenus (ten. (495) 974-96-46, dakc (495) 916-18-
18, e-mail: products@pcr.ru)™.
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E.H. PoanoHoBa
®BYH LIHWWN 3nuaemuonorun PocnotpebHaasopa’

3aB. nabopatopuein mmkpobuonorum P A.M.CaBuyeBa
HUWAT um. 1.0.0T1Ta C30 PAMH V /a4
O.M.H, npodpeccop

1% OT3bIBbI M NpeanoXeHns o NpoaykuMn «AMINMCEHC» Bbl MOXETE OCTaBWTb, 3aMOMHUB aHKeTY
notpebutens Ha cante: www.amplisens.ru.

®opmar FEP dopma 1: [REF V7-100-R0,5-FEP, H-1921-2-5; dopma 2: V7-100-R0,2-FEP,
H-1922-2-2; ®opmat FRT ®opma 1: R-V7, H-1921-1-2; Gopma 2: R-V7-F(RG,iQ),
H-1922-1/ 30.11.11/ cTp. 29 13 30



mailto:oducts@pcr.ru
http://www.amplisens.ru/

CUMBOINbI, NCMOJIb3YEMbIE B MEYATHOW NPOOYKLUN

OcTOpOXHO!
ObpatuTtecsb Kk
REF Howmep B kaTanore /\ P .
ConpoBOAUTENBHON
AOKyMeHTauumm
LOT Koa naptum MakcumanbHoe

YNCIIO TECTOB

N3penue gns in vitro
ONarHOCTUKU

IVD

Mcnonb3oBaTb A0

O6patutechb Kk
PYKOBOACTBY MO

SN LIRS

[lata nameHeHus

aKcnnyartauum
Sl He ponyckatb
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OrpaHnyenne //'\\ nonagaHus
Temneparypbl e COIHeYHoro ceeta

BepxHee orpaHunyeHne [ata
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