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CMUCOK COKPALLEHUA
B HacTosLen NHCTPYKUNN NPUMEHAIOTCA creayolne cokpa-
LLeHus n 06o3HaYeHus:

BKO - BHYTPEHHUI KOHTPONBHLIN obpasel

3 - FEeHOMHbIE 3KBUBAneEHTbl — konuyectso PHK-muweHn (1 konus),
copepxaljascsa B 1 reHome Bupyca

HK - HYKNMEUHOBbIE KUCNOThI

AOHK - e30oKcupunboHyknenHosas KMcnora

PHK - puBOHYKIIENHOBAsA KUcnoTa

K+ - NONOXWUTENbHbIA kKoHTponb MMLIP

K- - oTpuuaTesnbHbl koHTpons MLP

OK - OTpMUATESBHBIA KOHTPONb 3KCTPaKLNK

OKO - OTpUUATENbHbIA KOHTPONbHLIN 06pa3sel

MK - NONOXUTENbHBIA KOHTPOMb 3KCTPaKLUK

MKO - MONOXUTENbHbLIA KOHTPONbLHLIW 0bpasey

nupP - noNMMepasHas LenHas peakuus

oT-NnupP - noNMepasHas LenHas peakumsa ¢ obpaTHon TpaHCKpunumen

nmBe - NOTEeHUManbHO UHTepdepupylolme BELEeCTBa

PY - permcTpaunoHHoe yaocToBepeHune

COrn Ne 11 MKO - cTaHAapTHbIM ob6pasey npeanpuATUSA, coaepXalluin cbparmMeHT

PHK PHK Bupyca kopu
- GegepanbHoe rocyaapCcTBeHHoe BlofxeTHoe yupexaeHue

orey «UCM» «LleHTp cTpaTernyeckoro nnaHMposaHusa U ynpaBneHus Meauko-

OMBA Poccuum 6uonormyeckumn puckamu 3goposbio» PeaepanbHOro Meanko-
BUONOrM4ecKoro areHTcTea

FRT - hnyopecueHTHaa OeTEeKLUUS B peXUMe «peanbHOro BpEMeHu»

HA3HAYEHUE

Habop peareHToB gna BoissneHnst PHK Bupyca kopu (Measles
morbillivirus) B 6Guonoruyeckom Matepunane MeTooM nonumepas-
HOW LUenHon peakumn «AmnnuTecT Kopby, Aanee — Habop peareH-
TOB, NpeAHa3HayYyeH Ans kavyectBeHHoro BoisiBrieHnsa PHK Bupyca
kopu B npobax PHK, akcTparnposaHHoi ns buonornyeckoro mare-
puana yenoseka (Ma3KoB CO CIIU3NCTOI HOCO- U POTOrSIOTKN), Me-
Toaom MUP ¢ rubpnansaumoHHo-chnyopecLeHTHON AeTekunen B
pexnme «peanbHOro BpeMeHU».

MNMoka3aHMA U NpoTUBONOKa3aHUA K NpUMeHeHuo Habopa pea-
reHToB

Ha6op peareHTOB Mcnonb3ayeTcs B KNuHWYeckon nadopatop-
HOW AMarHoOCTMKe Kopu Ans uccnenosaHusa buonorunyeckoro marte-
pvuana, Nnony4eHHoro oT fny, ¢ NoJo3peHNeM Ha KOpEBYIo UH(EK-
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L0 BHE 3aBMCUMOCTM OT (pOpMbl U HanNuM4usa maHudecTaLuu 3a-
6onesaHus. Cneyndmyeckan naTonorusa — Kopb, Bbi3BaHHAsA BUPY-
com Measles morbillivirus.

MaTtepuanom ans nposegeHus OT-IMUP cnyxat npobwl PHK,
BbileNEeHHblIe M3 WUCCNEeAyeMoro martepuana C MNOMOLLbIO KOM-
nnekTa peareHToB ansa akctpakumm PHK/OHK n3 duonoruyeckoro
maTepuana «AmnnuTect PWBO-npen» npoussoactea dIbY
«LUICM» ®MBA Poccuu (P.Y. Ne P3H 2020/12985).

MpoTnBONOKa3aHNsA OTCYTCTBYIOT, 3a WUCKMIOYEHWEM Crlyyaes,
korga 3abop matepvana He MoXeT ObITb OCYLLEeCTBNEH No meau-
LIMHCKUM MOKa3aHUsAM.

He ucnonb3soBaTb HAOOp peareHToB, €Cnn HapyLLieHa BHYTPeH-
HAS YyNaKkoBKa UMy BHELLHWIA BUA peareHTa He COOTBETCTBYET Onu-
CaHuIo.

He uncnonb3oBaTb Habop peareHToB, ecnu He cobniogannch
YCNOBUSI TPAHCNOPTUPOBAHUA N XPAHEHWSA COrMAacHO MHCTPYKLUW.

He ncnonb3oBaTb Habop peareHToB MO UCTEYEHUN CPOKa rog-
HOCTMW.

NMoTeHUuManbHbIE NONIbL30OBaTENU MeAULIMHCKOro usaenus

K pabote ¢ Habopom peareHTOB [OMYCKalOTCA TONbKO Meau-
LUUHCKNe paboTHUKKU, 0By4eHHble MeTogam MonekynapHon AnarHo-
CTUKM U npaBunam paboTbi B KNMHUKO-AMarHoctnyeckon nabopa-
Topun B yctaHoBneHHoMm nopsake (CanluH 3.3686-21 «CaHu-
TapHo-anuaemuonornyeckue TpebosaHua no npodunakTuke WH-
theKUMOHHBbIX BonesHen»).

MonynauuoHHble, AeMorpacduyeckue acnekTbl NPMMeHeHuUs
MeAWLIMHCKOTO u3genus

BbisBneHue PHK supyca kopu metogom NUP npoBoauTtcsa na-
LWEHTaM C KIIUHUYECKOW CUMMTOMATUKOMW, XapaKTepHON OnsA UH-
cdekumn, BbI3BAHHON BUPYCOM KOpuW, B 0COBeHHOCTM npubbisato-
UM U3 ANUAEMMONIONMYECKN Hebnaronony4HblX permMoHoB cpasy
nocne NepBUYHOro OCMOTPA, a TakKe KOHTaKTHbIM nuLam.

NPUHLUUNM METOOA

MpUHUMN TECTUPOBAHNA OCHOBbIBAEeTCA Ha akcTpakuun PHK n3
oOpasuoB uUccnegyemoro martepuana COBMECTHO C BHYTPEHHUM
KOHTponbHbIM o6pasuom (BKO IC-R1), ¢ npoBegeHnem peakuuu
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obpaTHoi TpaHckpunuum PHK n amnnudukaummn yyactkos kQHK
BbisBnsiemoro supyca u kAHK BKO IC-R1 ¢ rmbpuausaumoHHo-
dbnyopecuUeHTHON geTeKkuuen.

OkcTpakuua PHK ns obpasuoB nccnenyemoro matepuana npo-
M3BoOguUTCA B cooTBeTcTBUM C UHCTpyKuuenhn no nNpUMEHEHUo K
Habopy peareHToB ANA BblaeneHns HK B npucyTcTBun BHYTpEH-
Hero KoHTponbHoro o6pasua (BKO IC-R1). BKO IC-R1 nossonser
KOHTponuposaTb Bce aTanbl ML P-uccnegosaHna ana kaxaoro ob-
pasula u oueHuBaTb BNUsSHWE UHIMOUTOPOB Ha pesynbTatbl [LIP-
nccnenoBaHus.

C nony4eHHbIMW Ha 3Tane akcTpakuun npobamu PHK nposo-
auTcsa obpaTtHana TpaHckpunums PHK ¢ nomollbio pesepTasbl  am-
nnndukauma ydactkoe KOQHK npu nomown crieunduyHbIX K 3TUM
yyacTkam npaiimepoB u cdepmeHTa Tag-nonumepassl. B cocrtase
peakUMOHHOM CMecKu npUCyTCTBYIOT ryopeCcLEHTHO-MEYEHbIE
ONMMIrOHYKNEOTUAbI, KOTOPbiE rMBPUAN3YIOTCA C KOMMIEMEHTaPHbLIM
yyacTkom amnnndpuuupyemon kKJHK-muLleHn, B pesynbtaTte 4ero
MPOUCXOAUT HapacTaHWe WHTEHCUBHOCTU cpnyopecueHunn. 3To
NMO3BOMSET PerncTpupoBaTb HakonneHwe cneunduveckoro npo-
AyKTa amnnudukaumn nyTemMm U3MepeHuss UHTEHCUBHOCTU donyo-
pecLeHTHoro curHana. [letekums donyopecLeHTHOro curHasna ocy-
LiecTBNAeTcAa HenocpeacTeeHHO B xoAe NLUP ¢ nomoLlbio amnnu-
dukaTopa c cuctemom aetekuumn pnyopecLiEeHTHOro curHana B pe-
XUMe «peanbHOro BpeMeHu».

Mpu uccneaoBaHUM OAHOBPEMEHHO B OAHOW Npobupke NpoBo-
asatca 2 peakuyun OT-TILP — peakuusi obpaTHOM TpaHCKpUnumu
PHK n amnnndukaumsa ydyactkos k[JHK Bupyca kopu, a Takxke pe-
akumsa obpartHown TpaHckpunumm PHK v amnnudukaumsa nocnepno-
BaTtenbHocTn kKAHK BKO IC-R1. PesynbTaTthl amnnudukauuu
kAHK Bupyca kopu n kAHK BKO IC-R1 peructpupytotcs no 2 pas-
NUYHBIM KaHanaMm dnyopecueHTHON aeTekumm (cm. Tabn.1).

Ta6bnuua 1 — AHanu3 pe3ynbTaToB NO KaHanam Ans ¢pnyopo-

¢dopos
Kanan
ana conyopo- FAM JOE
cdopa
k[QHK-muweHb k[HK BKO IC-R1 k[QHK supyca kopu
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Kanan

ana conyopo- FAM JOE
c¢hopa
Obnactb WIS STREHHD dbparMeHT reHa
amnnudukauum s HykrneonpoTteuHa (N)
nocnefoBaTenbHOCTb
KOMMNEKTALUA

«MLUP-komnnekT» BapuaHt FRT-50.

MpepHasHayeH Agns npoBeAeHWs peakuun obpaTHOW TpaH-
ckpunuun PHK n amnnudurkaumm yvactka kAHK ¢ rmbpuaunsaum-
OHHO-(pNTyOpECLEHTHON AETEKUMEN B peXxuMme «peanbHoro Bpe-
MeHW», nossonseT onpenenate PHK Bupyca Kopy B KAYECTBEHHOM
dopmaTte. [Ans npoBeneHns nonHoro lNUP-uccnegoBaHusa peko-
MEHAYETCA UCMNONb30oBaTb KOMMNNEKT peareHToB AnA 3KCTpakuuu
PHK/OHK wn3 Guonoruyeckoro matepunana «AmnnuTect PUBO-
npen» nponssoactea ®IrbY «LClM» PMBA Poccum.

Habop peareHToB paccunTaH Ha nposeaeHue 50 onpeaeneHni.

AHANMUTUYECKUE XAPAKTEPUCTUKHU

[nsa paHHoro Habopa peareHToB NPUMEHUMbI creayloLune xa-
PaKTEPUCTUKN:

AHanuTU4yeckas YyBCTBUTENbLHOCTL (Npeaen obHapyxeHus)

Ta6bnuua 2 — AHanuUTU4YecKas YyBCTBUTENbLHOCTbL Habopa pe-
areHtoB «AmnnuTecTt Kopb»

Komnnekr/Ha6o AHanuTnveckasn vyB-
Bup uccnepye- N XCTDAK ": KomnnekT ana CTBUTENbLHOCTL (Npe-
MOro martepuana An paky oT-nupP Aen oGHapyxeHus),
PHK
r3imn
?Taoa;'g ggﬂ%ﬂﬁ“’ «AmnnuTect «MUP-komnnekT» 1x103
PUBO-npen» BapuaHT FRT-50
HOCO- U POTOrMOTKU

[laHHBIN Npepen obHapyXeHus gocTturaeTcs npu cobnogeHum
npaBwun, ykasaHHbIX B pasgenax «BsaTtue, TpaHcnopTUpoBaHUE U
XpaHeHue uccnegyemoro matepuanan.

AHanuTuyeckas cneynuPuUYHoOCTb

AHanuTun4yeckas cneundmnyHocTb Habopa peareHTOB AoKa3aHa
npu nccnepgosaHun PHK cnepyouwux obpasuyos Bupycos: Mumps
virus, Rubella virus, Human coxsackievirus, Human respiratory
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syncytial virus, Human respirovirus 1, Human rubulavirus 2, Human
respirovirus 3, Bupyca rpunna B (Amararckoi pasHoBUAHOCTN), BU-
pyca rpunna A (H1N1), Bupyca rpunna A (H3N2) u3 konnekuuu
drey «HUWU rpunna um. A.A. CmopoguHuesa» MuHuUcTepcTsa
3gpaBooxpaHeHus Poccuiickon Pepepaumn B KOHUEHTpaLMN He
meHee 1x10° konuia/mn.

Mpu TecTMpoBaHWUM BbillenepevncrieHHbiXx 0bpasLUoB Nonoxu-
TenbHbIX peakuuii (pesynbLTaToB) BbISBIEHO HE ObiNo.

Bocnpou3sBoaMMOCTb

BocnpousBoauMocTb uccrniegosaHua 6bina onpegeneHa ans
Habopa peareHToB B [BYX HE3aBUCUMbIX NlabopaTopusix, B pasHblie
AHW, HA pa3nU4YHbIX Npubopax NyTem TeCTUPOBaHUSA NOJTOXKUTENb-
HbIX W oTpuuaTenbHbix obpasuos. [MonoxutenbHble OGpasLbl
npeacTasnAnu coboin paseegeHus ctaHgapTHoro obpasua COll
Ne 11 MKO PHK Mis ¢ koHueHTpauuen 1x10° F3/mn, B kadecTtse
oTpuuarenbHoro obpasua 6bin ncnonssoead peareHtT OKO.

PesynbTaThl UCCNEAOBaHUA NpeacTasnexs! B Tabn. 3.

Tabnuua 3 — BocnpousBoauMMOCTb UcCcCNefOoBaHUA AOns
Habopa peareHToB «AMnnuTecTt Kopb»

BHyTpu nocra- y
HOBKM (noBTOpA- | Mexay cepusimmu Mexay naGopa WUroro
TOpUAMHU
€MOCTb)
CoBna- CoBna- CoBna- CoBna-
Tun 06-
a3uoB Konu- | peume | Konu- | pexne | Konu- | geHme | Konmu- | geHue
P 4YecTBO pe- YyecTso pe- 4ecTBO pe- 4ecTBO pe-
obpa3- | 3ynn- | obpa3- | 3ynb- | obpa3- | 3ynb- | obpa3- | 3ynb-
uoB TarToB, uoB TarToB, uos TaroB, uos TarToB,
% % % %
Monoxwu-
TenbHbIE
COIM Ne11 6 100 12 100 12 100 18 100
1x10°
ra/mn
OTtpuua-
TeNbHbIE 6 100 12 100 12 100 18 100
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UHTepdepupyroume Bewectsa u orpaHMyYeHnsa No UCNONbL30-
BaHUIO Npod nccnegyemMoro matepuana

NHTepdepupyome BelwlecTsa MOryT HaxoAuTbcst B npobe
BuororMyeckoro matepmana unu nonactb B Heé Ha aTane npobo-
NoAroToBKKU Buonormvyeckoro matepuana. Habop peareHToB «AM-
nnuTect Kopb» He WcNonb3yeTcs Ha 3aTane npobonoAroToBKu,
npegHasHaveH TOMbKO ANA creaylollero atana — Ansa aHanusa
yxe BblaeneHHoun npobbl PHK metogom OT-MUP. [ina npo6onoa-
FOTOBKW PEKOMEHAYIOTCH MPUMEHATb TOMbKO 3aperucTpupoBaH-
Hble B P® Habopbl peareHToOB AnNs 3KCTpaKUUM HYKINENHOBbLIX KUC-
noT.

[Ans koHTpons 3¢pPEKTUBHOCTN IKCTPAKLUMN HYKNENUHOBbBIX KUC-
not n OT-MLP B HaBope peareHTOB NpeAycMOoTpeHa oO4HOBpEMEH-
Hasa obpaTtHas TpaHckpunuusa PHK u 3atem amnnudukauma k4QHK
BUPYCa KOpU U BHYTPeHHero koHTpornbHoro obpasua (BKO). BKO
pobaBnsaeTcs B kaXabln obpasel; buonorndyeckoro matepuarna Ha
aTane akctpakuum PHK. B xoae peakumn amnnndukaumm Hanuume
cuUrHana, CBMAETENbLCTBYIOLWEro 0 HakonneHun parmeHToB kKQHK
BKO, rosoput 06 otcytctBum uHrnbuposanns OT u MNLP.

HenpurogHbiMn ANs  uCCnefoBaHUA ABMAIOTCA  0OpasLbl,
006BbeM, YCNoBUSI/CPOK XpaHEHUA U TPaAHCMOPTUPOBKN KOTOPLIX HE
COOTBETCTBYIOT TpeboBaHUsIM, ykasaHHbIM B pasgene «Bsatue,
TpaHCNOPTUPOBaHWE U XpaHEHME UccneayemMoro Mmatepumanay.

NNATHOCTUYECKUE XAPAKTEPUCTUKH
Pe3ynbTaThl NpuMeHeHus Habopa peareHToB npeAcTaBneHbl B
Tabnuue 4.

Tabnuua 4 — Pe3ynbTaTthbl OLleHKU AMArHOCTUYECKUX nokKasa-
Tenen Habopa peareHtoB «AMnnuTecTt Kopb»

Tun XapaKvepHCTHEa 06pasLion PeaynbTaThi npuMeHeHUs

o6pasuos Habopa peareHTOB
Ma3Ky 13 HOCO- U Bcero NOSIOXUTENbHbLIX 25 0
OTOrMOTKM nccnenoBaHo 0 50
P 75 06pasLos oTpuuaTenbHbIX

Bbinn ucnonb3oBaHbI:

— 25 obpasuos buonormyeckoro marepuana (MaskoB 13 HoCo-
N POTOFNOTKKN), cogepKaLmx BUPYC KOpy, NONTy4YEHHbIX OT NaLneH-
TOB C YCTAHOBNEHHON KOPEBOW UHMEKLNEN,
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— 75 obpasuoB Ouonoruyeckoro matepmnana (MaskoB U3 Hoco-
N POTOrMOTKN), HE cogepXKaLlux Bupyca Kopwu.

[narHocTuyeckne xapakTepucTuku Habopa peareHToB npef-
cTaBneHbl B Tabnuue 5.

Ta6bnuua 5 — [luarHocTuyeckue xapakTepucTuku Habopa pea-
reHToB «AMnnuTecT Kopb»

IAwnarHocTnueckan AwnarHocTuueckasn
YyBCTBUTENbHOCTb cneundUYHOCTL
Tun o6pasuos (c noBepUTenLHO BeposAT- | (C AOBEpPUTENLHON BEPOATHO-
HOCTLIO 95 %), cTbio 95 %),
B uHTepsane (%) B uHTepBane (%)
Ma3skn u3 Hoco- u po- 88,7-100 % 94,2-100 %
TOMNOTKK

MEPbI NTPEQOCTOPOXHOCTU U CBEAEHUA OB
YTUNMN3ALUNU

WccnepoBaHusa No BbIABIIEHUIO B KNMMHUYECKOM MaTepuarse BO3-
6yauTenei nHdeKUNoHHbIX BonesHen, oTHocawmxes K -1V rpynn
MaToreHHOCTU, [OMKHbI NPOBOAUTLCSA C cCODNIAEeHUEeM cCaHUTapHO-
anuaemuonormyecknx npasun CadlluH 3.3686-21 «CaHuTtapHo-
anugemunonornyeckue TpebosaHus No nNpocpunakTuke UHMPEKUMOoH-
HbiX 6onesHen», CanllnH 2.1.3684-21 «CaHuTapHoO-annaemMnono-
rmyeckne TpeboBaHUa K coaepXXaHWio TeppuUTOPUN rOPOACKUX U
CenbCKUX NoceneHun, K BogHbLIM oObekTam, NUTLEBOW BOAE U NU-
TbeBOMY BOAOCHabXeHUo, aTMocepHOMY BO3AYXY, NoyYBaMm, Xu-
MbiM NOMELLEHUAM, 3JKChnyaTaumMm NpPOU3BOACTBEHHbLIX, obLye-
CTBEHHbIX MOMELLEHNA, OpraHn3aunn 1 NpPoBeAeHUo caHuTapHo-
npoTuBoanNuaemMmyecknx (NpodrunakTuiecknx) MepornpuaTniny u
meToamdeckux ykasaHun MY 1.3.2569-09 «OpraHunzaums paboThbl
nabopartopui, UCMonb3yLWUX MeTodbl amnnudukaLnun HyKnenHo-
BbIX KACNOT npun paboTe ¢ matepuanom, cogepxaLium mMukpoopra-
HU3Mbl -1V rpynn naToreHHoCTU».

[Mpn paboTe HeobOxoauMO Bceraa BbINOMHATL cneayolime Tpe-
boBaHus:

- Temnepatypa B nomelleHumn nabopatopun ot 20 go 28 °C, ot-

HocuTenbHasa BnaXHocTb oT 15 ao 75%.

- PaccmatpuBaTbh uccnegyemble obpasubl Kak WUHGEKLUOHHO-
onacHble, opraHn3oBbIBaTb PaboTy N XpaHeHWe B COOTBETCTBUN

c CanlNuH 3.3686-21 «CaHuTapHo-anvaemuonoruyeckue Tpedo-

BaHUA Mo NpodunakTuke MHAEKLUMOHHbLIX DonesHen».
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Y6upaTb U AesvmHdbuumpoBaTb pasnuTbie obpasLibl, UICNonb3ys
nesnHduumpytowme cpepctea B cootBeTcTBUM € CanluH
3.3686-21 «CaHuTapHo-anuaemuonormyeckue TpeboBaHua no
npodunakTuke MHPEKLMOHHBLIX BonesHen».

NaGopaTopHbii npouecc AormKeH ObiTb OAHOHanpaBlIE€HHbLIM.
AHanu3 NpoBoAUTCA B OTAENbHbIX NOMELLIEHUAX (30HaX). PaboTy
cneayet HaunHaTb B 30He JKCTpakumu, npofosrkaTs B 30He Am-
nnudunkaumum u etekuun. He BosspaluaTtb o6pasLbl, obopyao-
BaHWe U peareHTbl B 30HY, B KOTOpoW Obina nposeaeHa npeabl-
ayulas ctagua npolecca.

Heuncnonb3oBaHHblE peareHTbl, peareHTbl C UCTEKWNUM CPOKOM
rOQHOCTM, a Taioke UCNOSb30BaHHbIE peareHThl, ynakoBky', 6uo-
NOrMYECKMA MaTepuan, Bknyaa matepuarnbl, UHCTPYMEHTbI U
npeaMeThbl, 3arpsisHeHHble Guonornyeckum martepuanom, cne-
ayeT ypanatb B cootBeTcTBUM C TpebosaHusmu CanlluH
2.1.7.2790-10 «CaHuTapHo-anuaemmonornyeckne TpedbosaHus K
obpalleHnio ¢ MEANLMNHCKUMY OTXOO4aMUY.

BHUMAHWUE! Mpu ypaneHun oTxo4oB nocrne amnnucpukauuu

(npobupok, cogepxaimx npoayktbl MNMLP) HegonycTuMo OTKpbiBa-
Hue npobupok n pasdpblarmBaHne cCoaepXXUMOro, NOCKOSIbKy 3TO
MOXET NpUBECTU K KOHTamuHauun npoayktamu MNLIP na6opatop-
HOW 30HbI, 060pPYyAOBaHUA U peareHToB.

Wcnonb3oBaTb 1 MEHATbL NpW KaXaon onepaunn ogHopasoBble
HaKOHEYHWKN ANA aBTOMATMYECKUX [03aTOpPOB C PUNbLTPOM.
OpHopa3soBylo NNacTUKoBYo nocyay (Mpobupkn, HaKOHEYHUKN)
Heobxoaumo cbpacbiBaTh B cneumanbHbI KOHTEAHEpP, coaep-
Xaluin gesnHUUUpYoLLee cpencTBo, KOTopoe MOXET ObiTb
ncnonb3oBaHo Ansa obessapaxnsaHus MeauLUHCKUX OTXOA0B.
[ToBEPXHOCTW CTONOB, a TaKKe NOMeLLEHUs, B KOTOPbIX NPOBO-
auTca noctanoska UP, oo Havyana u nocne 3aBepLUeHus pa-
60T HeobxoguMmo noaBepraTb ynbTpaduoneTosoMmy obnyde-
HUIO B TedeHune 30 MuH.

Habop peareHToB NnpegHasHa4veH ANA 04HOpPa3oBoro NpUMeHe-
HUsA pna npoBeaeHus MNLP-uccnegosaHusa ykasaHHOro Konuye-

ctsa npob (cm. pasgen «CocrtaBy).
ctp. 10 n3 25

! Hencnonb3oBaHHble peareHThbl, peareHTb! ¢ UCTEKWNM CPOKOM rogHOCTH, UCNONb30oBaHHbLIE pe-
areHTbl, ynakoBka OTHOCATCA K KnacCy onacHOCTW MegULIMHCKNX OTX0A08B r.
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HaGop peareHToB roToB K NPUMEHEHUIO COrMacHO AaHHON WH-
CTPYKLUUMN.

MpumeHaTL HAabop peareHToB CTPOro Mo HasHa4eHuHo.

K paboTte c Habopom peareHTOB [AOMYCKAETCA TONbKO nepco-
Harn, oby4YeHHbI MeTogaM MONEKyNApPHON AUarHOCTUKN U npa-
BUNam paboTbl B KMMHUKO-AMArHoctTuyeckon nabopatopuu B
ycTaHoBneHHoM nopsigke (CanluH 3.3686-21 «CaHuTapHo-
anuaemMuornoruyeckne TpebosaHuss No NPoduUNakTuke UHMek-
LIMOHHbIX GonesHen»).

He ucnonb3oBaTb Habop peareHTOB, €Cnn HapyLlieHa BHYTpeH-
HAS yNaKkoBKa MMV BHELIHWI BUA peareHta He COOTBETCTBYET
OnuUcCaHuio.

He ucnonb3oBaTb Habop peareHToB, ecnu He cobnioganuch
YCINoBUsi TPAHCNOPTUPOBAHNA N XpaHEHUSA COrnMacHO UHCTPYK-
Luw.

He ncnonb3oBaTb Habop peareHTOB MO UCTEYEHUN CpOKa roa-
HOCTW.

Wcnonb3oBaTb O4HOpa30Bble HeonyapeHHble nepyaTku, nabo-
paTopHble XanaTbl, 3awuLiaTh rrnasa Bo BpemMsa paboTbl ¢ 06-
pasuamn 1 peareHTamu. TujaTesnibHO BbIMbITb PYKW NO OKOHYa-
HUK paboTbi. Bce onepauuu NpoBoAATCA TONbKO B Nepyartkax
A UCKITIOYEHUA KOHTaKTa C opraHu3Mom YernoBeka.

N3beraTh BAbIXaHUA NApPOB, KOHTAKTa C KOXEW, rnasamu u cnu-
anucroin obonouykon. BpeaeH npu npornarbisaHuu. lpun KoHTakTe
HeMe,1eHHO NPOMbITb NMOPaXEHHOE MECTO BOAOW, Npu HEODXO-
ANMOCTU 00paTUTBLCS 3a MEAULIMHCKON NMOMOLLIbIO.

Mpn cobniogeHnn yCnoBun TpaHCNOPTUPOBKKU, 3KCNyaTaLum 1
XpaHEHUS1 PUCKN B3pbiBa 1 BO3ropaHns OTCYTCTBYIOT.
WHdopmaLoHHoe nucbMo o 6esonacHocTy Habopa peareHToB
AOCTYMNHO MO 3arpocy.

OueHKa BEPOATHLIX COOLITUWA, B pe3ynbTaTe HacTynineHus Ko-

TOPbIX MOryT NPOU3OWUTU OTpULIATESNbHbIE NOCNEACTBUA ANS opra-

HU3Ma YENOBEKA.

an/I MCMonb3oBaHMN NO Ha3HA4YeHUto U cobnogeHnn Bolliene-

pPeUYNCIIEHHbIX Mep NpeaoCcTOpOXXHOCTU Habop peareHToB Gesona-
CeH.

Cneundunyeckue Bo3oencTBMA KOMMNIEKTa peareHToB Ha opra-

HU3M YesioBeKa.

- KaHueporeHHbIn agphekT OTCYyTCTBYET.
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- MyTareHHOe gencTeue OTCyTCTBYET.
- PenpopykTtuBHaa TOKCUYHOCTb OTCYTCTBYET.

AONONHUTEJIbHBIE MATEPUAIIbI U OBOPYOBAHUE
B3siTve uccnepayemoro matepuana

1.

PeareHT ans B3iTUs, TPAHCMOPTUPOBKN U XPAHEHUA MA3KOB U3
BEPXHUX OblXaTenbHbIX NyTeil « TpaHcnopTHaa cpena Ans xpa-
HEHUS U TPaHCMOPTUPOBKN pecnupaTopHbix mMaskoB». (PY Ne
dCP 2009/05515, npounssoacrtsa PbYH LUIHUN 3nngemuono-
rum PocnotpebHaasopa, Poccus, unu aHanornyHbin).

. 30HO-TaMMoOH onsi oTOopa, TPAHCMOPTUPOBKN U XpaHEHUS Buo-

norndecknx npo6 (Hanpumep, DELTALAB S.L.U. («OEJNBTA-
NAB C.J1.Y.»), Ucnanus).

OpHopasoBble NONMNPONUMEHOBLIE MAIOTHO 3aKpbiBatoLLUUECS
npobupkn obvemom 2,0 mn (Hanpumep, Axygen, Inc. («Qkcu-
axeH, MHK.»), CLUA).

JxcTpakuusa PHK u3 nuccnegyembix o6pasuyos

1.

o

KomnnekT peareHtoB ansa akctpakumm PHK/OHK n3 6uonoruye-
ckoro matepmana «AmnnuTect PUBO-npen» npousBoacrtea
PIbY «LUCl» ®MBA Poccun (P.Y. Ne P3H 2020/12985).

. JlamunapHbin 6okec (Hanpumep, «BABN-01-«Jlamunap-C»-1,2»,

«JlamunHapHble cuctembl», Poccua, knacc dbuonoruyeckon 6e3-
onacHocTu Il Tun A).
BopTekc (Hanpumep, SIA Biosan, Jlateus).

. TepmocTtat gnsa npodbupok Tuna «3dnneHgopd» ot 25 no 100 °C

(Hanpumep, « TEPMO 24-15», «buokom», Poccus).
MukpoueHTpudyra ona npodbupok tTuna «dnneHaopd» Ao 16
Tbic 06/MyH (Hanpumep, «Elmiy, Jlateus, «Hettish», Frepmanug).

. ABTOMaTU4YECKNE Nnn mexaHuyeckue 403aTopbl NEepemMmeHHOro

obbema (Hanpumep, OO0 «buoxut», Poccus).

BakyymHbIn oTcacbiBaTeNb MEAULMHCKUA C KONOOU-1TOBYLLKON
ANA yaaneHus Hapocago4vHon xuakoctn (Hanpumep, «OM-1»,
r. YnbsiHoBCK, Poccus).

OpgHopasoBble MONUNPONUIIEHOBLIE 3aBUHYMBANOLMECS UMK
NSIOTHO 3akpbiBawowmecs Mukponpobupkn obvemom 1,5 mn
(Hanpumep, «Axygeny, CLLA).

OpfHopasoBble HaKOHEYHUKU Ans [03aTOPOB MNEpPEeMEHHOro
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obbema ¢ asposonbHbiM Gapbepom o 200 u ao 1000 mkn
(Hanpumep, «Axygeny, CLLA).

10. OgHopa3oBble HaKOHEYHWKW ANA [03aTOPOB NEPEMEHHOro
obbema go 10 u 200 mkn (Hanpumep, «Axygen», CLUA).

11. WTaTueb! Ans Mukponpobupok obvemom 1,5 Mn (Hanpumep,
«MHTepNa6Cepsuc», Poccusi) M HakoHEYHUKOB (Hanpumep,
«Axygeny, CLLA).

12. XonoannbHuk oT 2 Ao 8 °C ¢ Mopo3urnbLHO kKaMepon He Bbille
muHyc 16 °C.

13. OTaenbHbIN Xanar, Wwano4ku, obysb U 0gHOPA30BbLIE NEepYaTKA
no MY 1.3.2569-09.

14. EmKkocTb ¢ Ae3NHPULMPYIOLLIUM PacTBOPOM.

O6paTHasa TpaHcKpunuus, amnnudukauus ¢ rubpuansaum-
OHHO-(briyopecLeHTHONW AeTeKuuerd NpoAyKTOoB amnnuduka-
Luun

1. OgHopasoBble NONUMNPONUIIEHOBLIE MPOBUPKHK:

- 3aBMHYMBAOLMECS UK NMNOTHO 3aKpbiBaroLmMecs Npobupku
o6bemom 1,5 mn (Hanpumep, Axygen, Inc. («3kcuaxeH, UHK»),
CLLA) aonst npurotoBneHns peakymoHHOW CMecH.

- TOHKOCTEHHble npobupku ana MNLP o6bemom 0,2 Mn C BbINyk-
MO UMW NSIOCKOW ONTUYECKM NPO3Pa4vYHON KPbILLKOW UMK Npo-
6upkn obbemom 0,2 mn B cTpunax no 8 LWT. C Npo3paYvHbIMK
KpblLkamu (Hanpumep, Axygen, Inc. («3kcnaxeH, UHk»), CLLUA)
— MpW UCcnonb3oBaHuK Npudopa nnaHLWeTHOro TUNa;

- TOHKOCTEHHble npobupku ans MLP o6vemom 0,2 mn ¢ nnoc-
KOW KpbllwKoi (Hanpumep. Axygen, Inc. («3kcupxeH, WHK»),
CLA) unu npobupkmu gns MUP k Rotor-Gene o6bemom 0,1 mn
B cTpunax no 4 wrt. ¢ Kpbiwkamy (Hanpumep, QIAGEN GmbH
(«Knaren Mu6X»), Fepmanus) — npu ucnonb3aosaHuu npubopa
POTOPHOro TUNa.

2. OQHopa30Bble HAKOHEYHWKM Ans [03aTOpoB NEPEMEHHOro
ob6bema ¢ dunbTpom o 200 mkn (Hanpumep, Axygen, Inc.
(«3keupkeH, UHk»), CLLA).

3. WraTtmesbl ans npobupok oo6bemom 0,2 mn unm 0,1 mn (B cooT-
BETCTBUN C UCMONMb3YEMbIMU KOMMNIEKTAMMN peareHToB) (Hanpu-
mep, Axygen, Inc. («3kcupxkeH, UHk»), CLLIA).
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4. Bokc abakTtepuanbHoi Bo3ayLwwHon cpeabl (MUP-6okc) (Hanpu-
mep, «BAB-MNLUP-«JlamuHap-C», 3AO «JlamuHapHble cu-
ctembl», Poccus).

BopTekc (Hanpumep, SIA Biosan, Jlateus).

. ABTOMaTUYECKne Unu mexaHudeckne gosatopbl NEepeEMEHHOro

obbema (Hanpumep, OO0 «buoxuTy», Poccus).

7. Mporpammupyemblii  amnnudukaTop C CUCTEMOW AeTekuuu
chnyopecueHTHOro curHana B pexume «pearnbHOro BpemMeHu»,
UverLmnin 2 nnn donee He3aBUCUMbIX KaHanoB pnyopecuUeHT-
Hoin petekuun (Rotor-Gene Q (QIAGEN GmbH («Kuaren
M6X»), FTepmanus), CFX96 (Bio-Rad Laboratories, Inc. («buo-
Pap Na6opatopus, UHk.»), CWWA), OATnpainm («QHK TexHono-
rmsay», Poccus).

8. XonoaunbHuk ot 2 go 8 °C ¢ MOPO3UNbLHON KaMepon OT MUHYC
24 no munHyc 16 °C.

9. OTaenbHbIM XanarT, wanoykn, obyeb 1 ogHopa3oBbie NepyaTku
no MY 1.3.2569-09.

10. EmMKoCTb Ans cOpoca HaKOHEYHUKOB.

B3ATUE, TPAHCIMOPTUPOBAHUE U XPAHEHUE
UCCIEQYEMOIO MATEPUATA

[1na nccnepoBaHUA OT NALUWEHTa pekomeHayeTcsa bpaTb cnepy-
loLLnn Guonoruvyeckun matepuarn.
- Ma3sKu CO CNMU3NUCTON HOCO- U POTOINIOTKM.

o o

BHUMAHWE! Masku co cnmsncTon HOCOrfOTKA N POTOrNOTKU pe-
KOMeHAyeTcs coBMeLwlaTb B ogHOM npobupke U nccneposaTb Kak
oanH obpasey. [Ansa atoro 6epyT Masky pasHbiMU 30HOAMWU CHa-
yana co CNU3UCTOM HUXHEro HOCOBOroO Xoda, a 3aTemM U3 poTo-
rMOTKW, NpU 3TOM paboune KOHUbI 30HAO0B rnocne B3ATUA Ma3KoB Y
nauMeHTa nomeLllarTcs B ogHy npobupky ¢ 0,5 mn TpaHcnopTHo
cpeabl ANns XpaHeHUsi U TPaHCNOPTUPOBKU peCnMpaTopHbIX Ma3KoB
N nccnepyrTes Kak oauH obpased.

Ma3ku co CNMU3UCTON HUXHEro HocoBOro xoaa.

Ecnu nonocTtb Hoca 3arnofiHeHa Cnusblo, Nepen npouenypou
PEKOMEHAYETCSA MPOBECTM BbiCMapkusaHue. [ina B3ATUA Ma3KOB
NCMNONb3YIOT CyXue crepunbHble 30HAbI N3 NONUCTUPONa C BUCKO3-
HbIMW TaMnoHamMu. 30HAO BBOAAT NENKUM ABUXKEHUEM NO HapY>XHON
CTEeHKe Hoca Ha rnybuHy 2—-3 cM OO HWKHEW pakoBUHbI, cnerka
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OMycKaloT KHU3Y, BBOOAT B HUXKHNA HOCOBOW XO[, MOA, HUXKXHIOK HO-
COBYIO paKOBUHY OO HOCOMMOTKWN, AenatoT BpallaTenbHoe ABuxke-
HWEe W yoansiloT BAONb HapyXXHON CTeHkn Hoca. Obuwasa rmybuHa
BBEJEHWUA 30HAA OOMMKHA COCTaBnATb NPUMEpPHO MNOJIOBUHY pac-
CTOSIHUSI OT HO34,PU A0 YLIHOro oteepcTus (5—6 cm). lNocne B3aTus
maTepuana TamnoH (paboyylo YacTb 30HAa C BUCKO3HbIM Tamrio-
HoOM) nomeLyatoT B npobupky ¢ 0,5 Mn TpaHCMOPTHOW cpeab! Ans
XpaHEHUA U TPAHCNOPTUPOBKM pecnupaTopHbiX MaskoB. KoHeu
30H4a OTNaMbIBalOT, NPUAEPXKNBAsA KpbILLKOW Npobupku ¢ pacye-
TOM, YTOGblI OH NO3BOMWM MIOTHO 3aKPbITb NPOBUPKY. [poBupky ¢
pacTBOPOM 1 pabouyein YacTbio 30HAA 3aKpblBAOT U MapKUPYIOT.
Ma3ku ¢ 3agHen CTeHKU POTOrNOTKMU.

O6pasubl 6epyT cyxmumm cTepusibHbIMU 30HAAMU C BUCKO3HbLIMHU
TaMnoHamMmy BpallaTenbHbIMU OBWKEHUSIMU C MOBEPXHOCTU MUH-
JanuH, HeBHbIX AyXeK U 3agHen cteHkn potornoTtku. [Nocne B3s-
TUS MaTepuana TamnoH (pabo4yto YacTb 30HAA C BUCKO3HbIM TaMm-
MOHOM) MOMELLAT B CTEPUNbHYIO oaHopasoBylo nNpobupky ¢ 0,5
MJ1 TPAHCNOPTHOWN cpenbl U 30HOOM C Ma3KoOM U3 HOcornoTku. Ko-
Hel 30HAa OTflaMblBaloT, NPUAEPXKMBAsS KPbILLKOM Npobupku ¢ pac-
yeToM, YTOObI OH MO3BONWI NMMOTHO 3aKpPbITb NPOGUpKy. NpPodbupky
C pacTBopoM u pabouen 4acTbio 30HAA 3aKpblBAOT, MapPKUPYIOT.
[lonyckaeTcs xpaHeHWe matepuana Ao NpoBeAeHus uccreposa-
HWUA B TedeHne 3 cyT npu Temnepartype oT 2 go 8 °C, npu Temne-
paType oT MuHyc 24 no mnHyc 16 °C — anuTtenbHo.

NOArOTOBKA UCCIEOYEMOIO MATEPUANA K 3KCTPAK-
LU PHK

Ma3Kku co CnMM3UCTON HOCO- U POTOITIOTKM.

Copepxumoe 3akpbiTon Npobupku nepemellaTb Ha BOPTEKCE U
LieHTpudyrnposaTtb B TedeHue 5 ¢ npu 5 Tbic 06/MUH Ha MUKpPO-
LeHTpudyre ons yaaneHus Kanenb ¢ BHYTPEHHEW NOBEPXHOCTU
KpbILLKA Npobupku. Ona akctpakuum PHK otuparot 100 Mkn o6-
pasua.
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COCTAB

«MUP-komnnekT» BapnaHt FRT-50 — koMnnekT peareHToB ans o6-
paTHol TpaHckpunuun PHK n amnnudpukaumm dpparmedta k[QHK
BUpYCa KOPW C AeTEKUMNEN B pEXXUME «pearnbHOro BPEMEHN» BKITIO-
Yyaer:

PeareHT | OnucaHue | O6wem, | Konuue-
Yactb 1
MpospayHas KuAaKocTb OT
MuP-cmech-FL Mis fecuseTHOro A0 CBETNO- 0,5 1 npobupkn
pO30BOro LBeTa
OT-NMUP-6ycep-R Qﬁzigi}::a” BSCUBCHaA 0,3 1 npobupka
Taq nonumepasa Qﬁgig(?::aﬂ beclBeTHA 0,03 1 npobupka
PesepTtasza (MMIv) S(E::g?::: Azl SeelECTRad 0,02 1 npobupka
K- 252222::” 6ecuBeTHas 0.1 1 npo6upka
Yactb 2
OKO S(Sgigi::aﬂ DScUBeTHAR 1,2 2 npobupku
BKO IC-R1 Qszzgg::aﬂ GecupeTHas 0,6 1 npobupka
MKO PHK Mis )rl'(sgig?::a” Gecusethas | 15 | 1 npoGupka

KomnnekT peareHToB paccyuMTaH Ha nposefeHne 50 peakuui
obpaTHOI TpaHckpunuun u amnnudcukauum (scero 50 TecToB),
BKMIOYasi KOHTPONW.

PeareHTbl KOMMNNeKkTa ynakoBaHbl pasfenbHO B COOTBETCTBUU C
TemnepaTypoll XpaHeHus (cMm. pasgen «XpaHeHue»). Komnnekr
peareHToB COCTOUT U3 2-x yacteun: 1) TemnepaTypa XpaHeHus oT
MuUHyc 24 no muHyc 16 °C; 2) TemnepaTtypa xpaHeHusi oT nnioc 2
po nntoc 8 °C.

NPOBEOEHUE NUP-UCCNEOOBAHUA

MUP-uccneposaHne COCTOUT M3 CrEQYIOLLNX 3TaNOB:

- akcTpakuus PHK u3 nccnegyembix obpasuos,

- o6paTHas TpaHckpunuma PHK n amnnudpukaumm kHK c ru-
6puan3aunoHHO-hIyopecUeHTHOW AeTeKUUen B pexnme «pearb-
HOro BpEMEHMNY,

- aHanu3 1 uHTepnpeTauus pesynbTaToB.
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AKCTPAKLUA PHK U3 UCCNEAYEMbIX OBPA3LIOB

BHUMAHME! MNpu pabote ¢ PHK Heobxoaumo ucnonbsosaTb
TONbKO 0[JHOpPAa30Bble NNAacTUKOBbIE pacxoAHble MaTepuanbi, ume-
owme cneumansHyto Mmapkupoeky «RNase-free», «kDNase-freey.

Akcrpakumio PHK npoBoasAT B cootBeTCTBUM C UHCTPYKLIMEn no
npUMEHeHMno K komnnekTy peareHToB «AmnnuTect PUBO-npen»
npoussoactea PIrbY «LClM» ®MBA Poccum.

Mpw akcTpakummn PHK ncnonb3yoT KOHTpOrbHble 06pasLibl aTa-
noB akcTpakuuu n OT-MLUP.

B npobupky otpuuatensHoro koHTpons (OK) BblaeneHns BHe-
cty 100 mkn OKO. B npobupky nosnoxutenoHoro KoHTpons (MK)
BblgenerHust BHecTy 90 mkn OKO n 10 mxkn NMKO PHK Mis.

Mepepn BbiaeneHWemM BHECTU B Kaxkayto npobupky (c uccrnenye-
MbIMM ¥ KOHTPONbHbIMKU 0Bpasyamu) no 10 MKN BHYTPEHHEr O KOH-
TponbHoro o6pasua BKO IC-R1.

OuunweHHasa PHK/OHK moxeT xpaHuTbcsa Npu TemnepaTtype He
BbiLLie MUHYC 16 °C go 1 mecsaua v npu TemnepaTtype He Bbllle Mu-
Hyc 68°C — roa n 6onee.

OBPATHAA TPAHCKPUINLINA U AMNITUOUKALUNA C OETEK-
LUMEWN B PEXXUME «PEAJIbHOIO BPEMEHW»

Bbi6op npobupok ans amnnudgpukaum 3aBUCUT OT UCNOJIb-
3yeMoro amnnudéumkatopa ¢ CUCTEMOWU AeTeKuuu B pexume
«peanbHOro BpeMeHu».

ns BHeceHUs1 B NPOOUPKK peareHToB, nNpo6 PHK u koH-
TPOSbHbIX 06pa3LO0B UCNOSb3YIOTCA OAHOPa30Bbie HAKOHEe-
HUKU C (hUnbTpaMMU.

A. MoarotoBka npo6 ans amnnudukauum
O6wuin o6bLEeM peakUUOHHOM cmecu — 25 MKN, BKIovas
o6bem npodbl PHK — 10 mkn.

1. PaccunTaTb KONMMHYECTBO KaXKAoro peareHTa, Tpedyoweeca ana
NPUroTOBNEHUA peakuuoHHol cmecu. Ha ogHy peakumto Tpeby-
etca 10 mkn MUP-cmecu-FL Mis, 5 mkn TMLP-6ydepa-R,
0,5 mkn Taq nonumepasbl, 0,25 mxkn PesepTasbl (MMIv).
CMechb rotoBUTb Ha obLLee 4YMCno nccnegyemblx U KOHTPOSbHbIX
06pasLoB (KONMMYECTBO KOHTPOSbHBIX 06pas3LoB CM. B NyHKTE 7)
NSIlOC 3anac Ha oHYy peakuuio.
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BHUMAHMUE! KomnoHeHTbI peakunoHHON CcMecu crnegyet cmeluu-
BaTb HEMOCPEACTBEHHO nepea nposeaeHnem MNLUP-nccneposanus.

2.

Pasmopo3utb npobupky ¢ MNLUP-cmecklo-FL Mis. Nepemeruats
copepxumoe Bcex peareHToB 1L P-komnnekra, ocaguTb kannu
Ha BOpTEKce.

B otaenbHol npoOupke noaroToBUTb pPeakUMOHHYI0 CMECh.
CwmewaTtb Heobxoaumoe konundvectso: MU P-cmecu-FL Mis, OT-
NUP-6ycdepa-R, Taq nonumepassi, Peseprasnl (MMIv), oca-
OUTb Kannu Ha BOpTEKCe.

OTob6paTb Heobxoanmoe KONMUYECTBO NPOBUPOK UMK CTPUNOB
ana OT-MUP PHK nccnepyembix 1 KOHTPOSIbHbIX Npo6.

BHecTu B kaxayto npodupky no 15 MKN NpuUrotToBrneHHon peak-
UUOHHOW cmecu. Heuncnonb3oBaHHbIE OCTaTKU pPeakLMOHHOWN
cMecu BblIOpOCUTb.

B noarotoBneHHble npodbupku BHectn no 10 mkn npo6 PHK,
MoslydeHHbIX B pe3ynbTaTe 3KCTpakuum us uccnegyembix ob-
pasLos.

BHUMAHMUE! Copepxumoe npobupok Heobxoaumo TllaTenbHO
nepemeluaTb NMNETUpPOBaHMEM, HE A0MycKasa NOABMEHUA Ny3blpb-
KOB BO34yXxa.

6. [NocTaBUTb KOHTPONbHbIE peaKkLuu.

a) NonoXuTtenbHbIK KOHTponb 3kcTpakuum PHK n OT-TMLP
(MK) — B Npobupky ¢ peakumoHHo cmecbto BHecTU 10 MKn
npobbl, akcTparnposaHHon 13 NMNKO PHK Mis.

6) orpuuatenbHbii kKoHTponb OT-MLUP (K-) — B npobupky c
peakuMoHHoW cmecbto BHecTH 10 mkn K-.

B) oTpuuaTenbHbIX KOHTponb 3KcTpakuuu (OK) — B npo-
BUpPKY C peakunoHHoW cmecbio BHecTn 10 Mkn npobbl, aKcTpa-
ruposaHHon ns OKO.

BHUMAHMUE! Copepxumoe npobupok Heobxogumo TLlaTerbHO
nepemeLlaTb NMNETUPOBAHNEM, HE [ONYCKas MOsIBNEHUA My3blpb-
KOB BO34yXxa.

cTp. 18 ua 25



BHUMAHME! lNpoesectn OT-NLIP cpa3y nocne coeanHeHus peak-
LuoHHon cmecu u PHK-npobbl n KoHTponen.

B. NMpoBeneHne amnnudpukauum ¢ ageTekumen B pexmme «pe-
aNnbHOro BpeMeHu»

1. 3anporpammunpoBaTtb amnnndgukaTop ¢ CUCTEMON AETEKUUN B
peXuMme «peanbHOro BpeMeHn» 415 BbIMONHEHUA COOTBETCTBY-
loLLen nporpammbl amnnudukaumm n aetekumm dryopecueHT-
Horo curHana (cm. tabn. 6).

Tabnuua 6 — lNporpamma amnnucpunkaumm U getekuum drnyo-
pecueHTHOro curHana ansi npuéopoB POTOPHOro? U NNaH-
weTHOro® Tuna

Hetexuun cnyopecLeHT-
Luxkn | Temnepartypa, °C Bpems HOro cumq;nz :: KaHa- Konuecreo
nam ana ¢onyopodopos gvxnon
1 50 30 MuH 1
2 95 15 MuH 1
95 10¢c
3 58 20 c FAM, JOE 45
72 15 ¢

2. YcTaHOBUTL NPOBUPKM B SiMEUKN peaKUMOHHOro moayns npu-
bopa. PekomeHayeTca nepeq NoctaHOBKOW B amnnudoukaTop
NNaHWeTHOro Tuna ocaguTb Kannm co CTEHOK NPoBupoK Ha Bop-
TeKce.

BHUMAHMUE! B cnyyae HenonHown 3arpysku npnbopos ninaHLeT-
HOro TUNa pekoMeHayeTcs AONOMNHUTENbHO YCTaHOBWUTL MYyCTble
NPoBGUpKM Unu cTpunbl (aHANOrMYHbIE UCMONb3yeMbIM) MO KpasMm
peakUUoHHOro Moayns amnnudgukatopa.

3. 3anycTuTb BbINONHEHUE nporpamMmsl amnanudukaLmm c geTek-
Lmen pnyopecLeHTHoOro curHana.

4. Mo oKOHYaHWUW BbINONHEHWUA NPOorpaMmmMbl NPUCTYNUTL K aHaNnnu3y
N MHTepnpeTauumn pesyibTaTos.
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3 CFX 96 (Bio-Rad), OTnpaiim (AHK TexHonorus, Poccus)
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B. AHanv3 u MHTepnpeTauus pe3ynLTaToB

AHann3 nony4YeHHbIX AaHHbIX NPOBOAAT C NOMOLLIbIO NPOrpamMmm-
Horo obecne4yeHusa npubopa, UCNonb3yemoro And MnpoBeaeHus
OT-TNUP c petekunen B pexume «pearnbHOro BpemeHn». AHanu-
3UPYIOT KpMBbIE HaKoMMNeHus dornyopecLyeHTHOro curHana no 2 ka-
Hanam B COOTBETCTBUU C Tabnuuen 1 HacToAWwEN NHCTPYKUUI.

PesynbTaThl MHTEPNPETMPYIOTCA HA OCHOBaHUW Hanuuns (unwu
OTCYTCTBUS1) MnepecedeHns Kpusoh dnyopecueHUnn C ycTaHOB-
NTEHHOW Ha COOTBETCTBYIOLLEM YPOBHE NOPOroBOW NUHUER, YTO
onpenenseT Hanuyue (UNu oTcyTcTBUE) ANA gaHHon npobbl kKAHK
3HaveHus noporosoro uukna (Ct) B cooTBeTcTBYlOLLEN rpacdhe Tab-
nnupbl pesynbtatoB (CM. Tabn. 7).

Tabnuua 7— MNpuHUMNbI MHTEPNpEeTaLMnN pe3ynbLTaToB

3HaveHue noporoBoro yukna (Cf)
no kaHany ans ¢nyopodgopa

Pesynbrar

FAM

JOE

onpegeneHo MeHblle rpa-
HUYHOTO

oTcyTCcTBYET

HE oGHapyxeHa
PHK Bupyca kopwu

onpeaeneHo
WNU OTCYTCTBYET

onpeaeneHo MeHbLue rpa-
HUYHOIO

O6HapyxeHa
PHK Bupyca kopu

OTCYTCTBYET Unu onpeae-
neHo BonbLUe rpaHU4HOoro

OTCYTCTBYET UNu onpeae-
reHo donbLue rpaHUYHOro

HesanupgHbIn*

onpegeneHo meHblle rpa-
HAYHOIO

onpenenexo GonbLue rpa-
HWUYHOTIO

COMHUTEeNnbHbLIK**

* B cnyyae nony4eHus HeBanuAHoOro pesysnbTrata Heob6xoAMmMo npose-
cTu noeTopHoe lMNLIP-uccnepoBaHme COOTBETCTBYIOLErO UCCrneayemoro ob-
pa3sua, HauunHasi ¢ aTana akcTpakumm PHK.

** B cnyyae nonyYyeHus COMHUTENbHOro pesynbrata HeobxoAumo
npoBecTu noBTopHoe [NL|P-uccneposaHne cooTBETCTBYIOLLErNO Uccneaye-
Moro obpasua, HauyMHas ¢ atana 3KCTpakumMu. B cnyyae noBTOpEHUA aHano-
MYHOro pesynbTaTa obpasel cuuTaTb NonoxutenbHbIM. [1pn nony4veHun
oTpuuaTenbHoro pesynbtata B MOBTOPHOW NocTaHoBKe obpasel, cuuTaTb
COMHUTENbHbIM U PEKOMEHA0BaTL NOBTOPHOE B3ATUE MaTepuana ons aHa-
nusa.

BHUMAHME! NpaHnyHble 3Ha4yeHusa Ct ykasaHbl BO BKnaabllle,
npunaraemom K Habopy peareHToB.

Pe3ynbTaT uccnenoBaHUsA CYUTAETCA AOCTOBEPHbIM, €CIK
nosfiyyYeHbl NpaBusibHbIe pe3ynbTaThl ANSA KOHTPOJIEW 3Tanos
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akcTpakuum u amnnudukauum k[AHK B cooTBeTCTBUMM C Tabn.
8 1 BKnagblwem, NnpunaraeMbiM K Habopy peareHTOB.

Tabnuua 8 — KoHTponb A4OCTOBEPHOCTU 3TanoB 3KCcTpakummn PHK,
obpaTHOW TpaHCKpUNLUUKN 1 aMmnnudukaumns ¢ getTekumnei
B peXUMe «pearibHoro BpemMeHmn»

KoH- KoHTponupyembin 3HaueHue noporosoro uukna (Cf)
Tponb atan lNUP-uccnepo- no KkaHany ansa ¢nyopodopa
BaHUs FAM JOE
nK OkcTpakuua PHK, onpefeneHo MeHblue onpefeneHo MeHblUe
OT-Nnup rPaHUYHOro rpaHN4YHOro
SkeTtpakuusa PHK, onpeaeneHo MeHblLUe
OK ST-I'ILI,P rpaHU4Horo orcyreTeyer
K- OoT-Nnup OTCYTCTBYET OTCYTCTBYET

Bo3MOXHble OLUUOKMU:

1. Ons nonoxuTtenbHoro koHTpons akctpakuun PHK v OT-MUP
(MK) sHaueHune noporosoro uukna (Ct) no kaHany Ansa dpnyopo-
dopa JOE oTcyTcTBYyeT vnn npeBbillaeT rpaHn4HoOe 3HaYeHune.
Heobxoaumo nosTopuTb MNMLIP-nccnepgosaHne ans scex obpas-
LioB (Ha4uHas ¢ aTana akcTpakuum PHK).

2. [nsa otpuuatenbHoro koHTpons OT-MUP (K-) onpeaeneHo 3Ha-
yeHune noporosoro uukna (Ct) no kaHany ana dpnyopodopa
JOE w/unn FAM. BeposiTHa KoHTaMnHauusa nabopatopuu npo-
AyKTaMmn amnnudukaumm unm KoHTaMuHauua peareHTos, UcC-
cnepyembix obpasuoB Ha kakoM-nnbo atane lNLP-nccneposa-
HUSA. HeobxoaMmo npeanpuHATb MepbI Mo BbIABNEHUIO N NMUKBU-
AaLnn NCTOUHMKA KOHTamMuHauum n nostoputsb LP-uccneposa-
HUe ANnsa Bcex obpasuos.

3. [Onsa otpuuartenbHoro koHTpons akctpakuum (OK) onpeaeneHo
3HauyeHue noporosoro uukna (Ct) no kaHany ansa gpnyopodopa
JOE. BeposiTHa kKoHTaMnHauusa naboparopun npoaykramu am-
NAMdUKaLMn NN KOHTaMUHALUS peareHToB, uccreayembix oo-
pasLoB Ha kakom-nubo atane [LP-uccnegosaHusa. Heobxo-
ANMO NMPEAnPUHATE Mepbl MO BbIBMEHUIO U NUKBUAALIMK UCTOM-
HMKa KOHTamuHauun n nostoputs MNLP-nccnegoBaHue ans Bcex
o6pas3LoB, Ha4YMHas ¢ aTana akcTpakumm PHK.

4. [Ina uwccnepyemoro obpasua onpefdeneHo 3HayeHne noporo-
Boro yukna (Ct), npu aTom Ha rpaduke dnyopecLeHLn oTCyT-
CTBYET Y4acCTOK XapaKTepHOro 3KCMOHeHUManbHoro nogbema
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(rpacduk npepcrasnsieT cobon NpUBAUIUTENBHO NPsMYto nn-
Huio). Heobxogumo npoBepuTb NPaBUNbLHOCTL BbIOPAHHOrO
YPOBHSi NOPOroBOM NMHUU UNn napameTpoB pacyeTa 6asosoi
nuHuu. Ecnu pesynbTtat nonyyeH npyu NnpaBuiibHOM YPOBHe no-
porosoit NuHUK (NnapameTtpax 6aszoBon NUHUK), TpedyeTcs no-
BTOpHO npoBecTu MNUP-nccnenosaHue ans atoro obpasuya.
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CPOK rogHOCTWU. ycnoBusa TPAHCMOPTUPOBAHUA U
XPAHEHWA

Cpok rogHocTu. 12 mecsiyeB. Habop peareHToB C UCTEKLLIMM
CPOKOM TFOQHOCTW NPUMEeHeHulo He noanexut. CpoK rogHocTu
BCKPbITbIX peareHTOB COOTBETCTBYET CPOKY rOAHOCTU, YKasaHHOMY
Ha 3TUKeTKax ONA HEBCKPbITbIX peareHToB.

TpaHcnopTupoBaHue. Habop peareHTOB TpaHCNoOpTUpoBaTb
npu Temnepatype oT 2 oo 8 °C He bornee 5 cyT B TEPMOKOHTENHE-
pax, copepXawwux XxfagoanemMeHTbl, BCEMW BUAAMU KpPbITbIX
TPAHCNOPTHbLIX CPEOCTB.

Habop peareHTOB nNpu Nosy4eHnn pa3ykoMmmnrekroBaTb B COOT-
BETCTBUW C YKa3aHHbIMU TemnepaTtypamMu XpaHeHus.

XpaHeHue.

YacTtb 1 B cocTaBe peareHTos 1L P-cmeck-FL Mls, OT-ILP-0y-
dep-R, Taq nonumepasa, Peseptasa (MMIv), K- xpaHntb B Mopo-
3UNbHOW KaMepe npu TemnepaTtype oT MUHyC 24 no muHyc 16 °C.
MLP-cmeckb-FL Mls xpaHuth B 3aLiuLieHHOM OT CBETa MECTE.

YacTtb 2 B cocTtaBe peareHtoB OKO, BKO IC-R1, KO PHK Mis
XpaHUTb Npu TemnepaTtype ot nntoc 2 o nnioc 8 °C.

[lonycTMo pasMmopaxuBaTb U 3amopaxusaTb peareHTbl «[1LP-
Komnnekra» He bonee 3 pas.

XonoaunbHble U MOPO3WUNbHbIE KaMepbl OOMKHbI obecneyn-
BaTb pPernaMmeHTUpoOBaHHbIN TeMNepaTypHbIA PEXUM.
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FAPAHTUWHBIE OBA3ATENBCTBA U3rOTOBUTENA

N3roToBuTenb rapaHTUpyeT COOTBETCTBNE OCHOBHbIX NapameT-
POB U XapakTepuctuk Habopa peareHToB TpeboBaHUAM, yKa3saH-
HbIM B TEXHUYECKOWN U IKCNyaTaUuMOHHON AOKYMEHTaUUU, B Teye-
HUe yKkasaHHOro cpoka rogHocTu npu cobnogeHnn Bcex ycrnoBui
TpaHCNOPTUPOBAHUSA, XPaHEHUS U NTPUMEHEHUA.

MeauuuHckoe mnsgenve TexHU4eckomy obBCnyXuMBaHUIO u pe-
MOHTY HEe NOANEXMWT.

Peknamauum Ha kadyectso Habopa peareHTOB HanpasBfsATb MO
appecy 119121, Poccuinckasa depepaums, r. Mockea, [loroaunHckas
yn., .10 ctp. 1, e-mail: promlab@cspmz.ru.

[pv BbIABNEHUN NOBOYHBLIX AENCTBUI, HE YKa3aHHbIX B UHCTPYK-
L1 No npumeHeHuto Habopa peareHToB, HeXenaTenbHbIX peak-
LA Npu ero ncnonb3oBaHuu, akroB U 0O6CTOATENLCTB, Co3aato-
LLINX Yrpo3Yy XU3HWN N 300POBbLI0 rpaXkaaH v MeanUNHCKNX paboTHu-
KOB NMpWU NpUMeHeHUn N akcnnyaTtauum Habopa peareHToB, peko-
MeHAYyeTCsa HanpaBuTb COOOLLEHME NO aapecy, yka3zaHHOMY Bbille,
M B YNOMHOMOYEHHYH rocyaapCTBEHHYIO perynmpyloLyo opraHu-
3auuio (B PO — depepanbHas cnyxba no Hapsopy B cepe 3gpa-
BOOXpaHEHNs1) B COOTBETCTBUN C AENCTBYIOLWMM 3aKoHOAATENb-
CTBOM.

PykoBoguTtensb //7%7%%/ >K.E.TapacoBa
NPoOun3BOACTBEHHOW Nnabopatopun
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CUMBOIbI, UCMONb3YEMbIE B MEYATHOW NPOAYKLINU

OcTtopoxHo! ObpaTuTtecs K
WHCTPYKLMUKU NO
NPUMEHEHUIO

REF Homep no katanory

Conep>XMMoro 4OCTaToYHO
ANnS NpoBeAeHus n-
Konu4ecTtsa TECTOB

LOT Kop, napTuu

MeaguuunHckoe usgenue
IVD any Jal

g Mcnonb3oBaTtb Ao
ANA ANAarHoCTuKM in vitro

O6paTutechb K MHCTPYKLUM

ata USMeHEeHUA
A no NPUMEHeHMUIo

VER
TeMnepaTtypHbll guana-
30H

= KA P

He ponyckaTb BO3gen-
CTBUS COJNTHEYHOrO CBeTa
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M3roTtoBuTens [arta nsroroeneHusa

3

¢

Bepeub oT Bnaru
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