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CMUCOK COKPALLEEHMI N OBO3HAYEHUIA

B HacTosLlel MHCTPYKUMN MCMOJb3YIOTCS Creayowmne CoKpaleHusa n 0603HavYeHus:

CMV - oT aHrn. Cytomegalovirus

HSV1 - OT aHrA. Herpes simplex virus 1

HSV2 - OT aHrn. Herpes simplex virus 2

RCF - OT aHrn. relative centrifugal force, oTHocMTEeNnbHOE yCKOpeHMe LeHTpudyru
BK - BHYTPEHHWUIN KOHTPOJ1b

OHK - e30KCUPNBOHYKIENHOBAs KMCNoTa
OHKa3bl - Ae30KCUpUBOHYKeassbl

K- - oTpuuaTesbHbIM KOHTPOJIbHbLIN 0bpasel
K+ - MOSIOXUTENbHbIA KOHTPONbHbLIN 06pa3ey
JIKO - NabopaTopHbIN KOHTPOJIbHbLIN 0bpa3el
HK - HyKknenHosble kncnotbl (PHK n HK)
rnup - MosiIMepasHasa uenHasa peakuus
PHKa3bl - pnboHykKeasbl
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1 NPEAHASHAYEHHOE NPUMEHEHMUE
1.1 MonHoe HamMmeHoBaHMe Habopa peareHToB: Habop peareHToB Ans BbisBneHuns OHK

Herpes Simplex Virus 1, Herpes Simplex Virus 2, Cytomegalovirus metogom MUP B pexunme

peanbHoro spemerHun (HSV1/HSV2/CMV NepnecKomnnekc), ganee no 1ekcty — Habop peareHToB.

1.2 HasHauyeHne: Habop peareHTOB nNpegHa3HayveH Ans sbisBneHus OHK Herpes simplex
virus 1, Herpes simplex virus 2, Cytomegalovirus B 6uonornyeckom matepmane yenoseka (Moua,
COCKObbl 3MuUTEennanbHbIX KNETOK M3 yporeHuTasnbHOro Tpakrta) Metoaom [LUP B pexume

peanbHOro BpeMeHMU.
1.3 OyHKLUMOHaNbHOE Ha3HavyeHue: anarHocTuka in vitro.

1.4 MokasaHnMa K nNpoBeAEHWUD aHanusa: CUMNTOMbI VIHCbeKLl,MOHHOFO 3aboneBaHus
YPOr€HnTasabHOro TpakTa.

npOTVIBOI'IOKaBaHMVI K NTPUMEHEHUIO HET.

1.5 MonynsuMoHHble U AeMorpaduyeckne acnekTbl: MNpUMeHeHWe Habopa peareHToB

HE 3aBUCUT OT NONYNAUNOHHbIX U ,CI,EMOFpa(bMLIeCKMX aCneKToB.

1.6 O6bnactb NMPUMEHEHNA Ha6op pe€areHToB MOXET 6bITb MCNOMb30BaH B KJIMHUKO-

ANarHocTuyeckmnx nabopaTopmsax MEAULMHCKUX YUPEXAEHUN.

1.7 MoTeHUuManbHbIE MOSb30BATENN: KBAaNMPUUMUPOBAHHbLIA NepcoHars, 0by4eHHbIn MeTodam
MO/IEKYISIPHON AMArHOCTUKM M NpaBuiaM paboTbl B KIIMHUKO-AMArHoctnyeckom nabopatopun:
Bpauy KIIMHUKO-AMarHocTnyeckom  nabopartopuu, denbgwep-nabopaHt  (MeAUUUHCKUI

nabopaTopHbIN TEXHUK).

1.8 MpuMeHATb Habop peareHTOB CTPOro MO Ha3HAYeHWIO COrslacHO AAHHOM WMHCTPYKUMKM MO

NPUMEHEHNIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

7 AHK-TEXHOJOIUA

Habop peareHToB ansa ebisienenms AHK Herpes Simplex Virus 1, Herpes Simplex Virus 2,

Cytomegalovirus

MEeToA0M

MUP B pexnme

peanbHoro

BPEMEHMU

(HSV1/HSV2/CMV

repnecKomMmnniekc) BbiNycKaeTcs B CTaHAapTHOW dacoBke (Mapkupyetcs — dacoska S, cTpunsbl;

c¢dacoeka S, npobupkn) U B yHuBepcanbHoOM acoBke AN PYYHOro M aBTOMATU3UPOBAHHOIO

Ao3npoBaHnsa (Mapkupyetcs — ¢acoska U).

2.1

CocTtaB Habopa peareHToB

R1-P211-S3/9, chacoBka S, cTpmnbl

. Konuyectso HoMWHanbHbIN
HanmeHoBaHMe KOMMoOHeHTa BHewHun Bnpa, ..
npobumnpok 06bEM KOMMNOHEHTa
Mpo3payHas becuBeTHas unm
CMechb ansa amnamdukaumm, po3p 4 12 cTtpunos
po30Bas XMAKOCTb Noja no 20 mMkn
3anevyaTaHHas napaguHoOM no 8 npobupok
BOCKOO6pasHbIM 6enbiM cnoem
Mpo3pauHas 6ecuyBeTHas
PacTteop Tag-nonnmepassbl posp 2 npobupkun rno 500 Mkn
XNAKOCTb
Mpo3pauHas 6ecuBeTHasn BA3Kas
MunHepanbHoe Macno po3p 2 npobupkun rno 1,0 mn
MacnsHUCTas XWAKOCTb
MonoXxnTtenbHbIn Mpo3payHas 6ecuBeTHas
o 1 posp 1 npobupka 130 mkn
KOHTPOJIbHbIN 06pa3sew, XNAKOCTb
KpbIlWwKK Ana cTpurnos 12 wr

R1-P211-23/9, c¢hacoBka S, npobupku

HanmeHoBaHMe KOMMOHEHTa

BHewHun BUA,

Konnyecrtso
npobupok

HoMMHanbHbIN
06BbEM KOMMOHEHTA

CMech ana aMnandukaumm,

Mpo3pauHas 6ecuBeTHas unu

KOHTPOJbHbIN 06pazeu!

XNAKOCTb

po30Bas XUAKOCTb Moj 96 npobupok no 20 Mkn
3aneyaTaHHas napaguHoOM
BOCKOO6pa3HbIM 6enbiM cnoem
Mpo3pauHasn 6ecuseTHas
PactBop Tag-nonnmepassl posp 4 2 npobupku no 500 mkn
XNAKOCTb
Mpo3payHasa 6ecuBeTHas BA3Kas
MuHepanbHoe Macno posp 4 2 npobupkum no 1,0 mn
MAaCnAaHNCTAaA XNAKOCTb
MonoXuTenbHbIN Mpo3payHasn 6ecuseTHas
po3p 4 1 npobupka 130 Mkn

R1-P211-UA/9, dpacoBka U

o Konunuectso HoMWHanbHbIN
HavMeHoBaHMe KOMMOHEHTa BHewHun Bug ..
npo6mpok 06bEM KOMMOHEHTA
Mpo3payHasa 6ecuseTHas uam
CMecb ana amnnudumkaumm posp 1 npobupka 600 mkn
po30Bas XUAKOCTb
Mpo3payHas 6ecuBeTHas BA3Kas
Monnmepasa TexHoTaq MAX posp 1 npobupka 30 MKkn
XMOKOCTb
Mpo3payHas b6ecuBeTHas
MUP-6ydep Posp 1 npobupka 600 mkn
XMOKOCTb
MonoXxunTenbHbl Mpo3payHas b6ecuBeTHas
N 1 po3p 4 1 npobupka 130 mkn
KOHTPOJIbHbIN 06pa3sew, XMOKOCTb

1 — Ha 3TUKEeTKe KOMIMOHEHTa Ansa Bcex d)aCOBOK «[MoNoXUTENbHbIN KOHTpOJ'IbeIVI 06pa3eu,>> YKa3bIBAE€TCA KakK

«<K+>»
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Bce KOMMOHeHTbl Habopa peareHTOB TrOTOBbl K TMPUMEHEHUIO W He TpebytoT
AONOMHUTENbLHOW NOAroTOBKU K paboTe.
KoMMnieKTHOCTb:
- Habop peareHToB B O4HOM M3 BapMaHTOB UCMOJIHEHMS — 1 WT.
- UHCTpYKUNS NO NPUMEHEHMIO — 1 3K3.
- Bknagbiw - 1 5K3.

- MacnopTt — 1 3K3.

2.2 KonnyectBo aHanmnsnpyembix ob6pasLos

Habop peareHToB B (acoBke S paccumtaH Ha 96 onpegeneHunii (He 6onee
24 NOCTaHOBOK), BKJ/lOYasi aHanM3 HeW3BEeCTHbIX 06pa3uoB, OTpuUATENIbHbIX KOHTPOJIbHbIX
06pa3uoB M MOSIOXUTENBbHbBIX KOHTPOJIbHbIX 06pa3LoB.

Habop peareHToB B (pacoBke U paccunTaH Ha npoBeaeHme 96 onpeaeneHnin npu ycriosBum
NOCTaHOBKW He MeHee 5 obpasuoB B OAHOM uccnepoBaHunm (3 Hem3BecTHbIX obpasua,

OTPULATENbHbIA U NONOXUTENbHbIA KOHTPOJIbHbIE 06pa3Lbl).

2.3 MpuHUMN MeTOAa

MeTtoa: MonuMmepasHasa uenHasa peakuus (MUP) c getekumen pesynbTaTOB B pexumme
peanbHOro BpEMEHW; MYNbTUMIEKCHbIN KaueCTBEHHbIM aHanms.

MpuMHUMN MeToda OCHOBaH Ha WCNOAb30BaHUM rmpouecca amnnamdukaumm [OHK,
3aK/o4yaloLlerocs B MNOBTOPSAKLWMXCA UMKNax TemnepaTypHour aeHaTtypauum [OHK, oTxura
MpaMepoB C KOMIUJIEMEHTAPHbIMW MOCNEA0BATE/IbHOCTAMU M NOCAeaylwen [LOCTPONKMK
MONIMHYK/IEOTUAHBLIX LIEMNen € 3TUX npanmMepoB Tag-nonmmepason.

Ons nNoBbIWEHUS 4YBCTBUTENIBHOCTM U cneuudUUHOCTM peakuum npeaycMoTpeHOo
npuMeHeHne «ropsyero» crapta. [Ana gacoBku S «ropsaymii» ctapT obecneymBaeTca MeTOANKOMN
MPUroTOBNEHUSA pPEeaKLMOHHON CMeCK, COCTOSILLEN U3 ABYX C/I0EB, pa3feséHHbIX MPOC/ONKON 13
napadpuHa. CMmeweHne cnoés U npeBpalleHne nx B aMnanduKaLMOHHYO CMeCb NpoucxoauTt
TOJIbKO Moc/e naasneHms napaduHa, 4To UCKIKYaEeT Hecneundmnyeckoe CBa3biBaHNe npanmMepos
¢ AHK-MuWweHb npu HavanbHOM nporpeBe nNpobupku. «lFopsunin» crapt ansa dacosku U
obecneumBaeTcsa NCNoONb30BaHMEM NONMMEpPasbl, aKTUBHOCTb KOTOPOM 6/10KMpoOBaHa aHTUTENaMu,
aKTMBauus depMeHTa NpoOUCXOAUT TONbKO MOCAe npeaBapuTesibHOro MNporpesBa peakLMOHHOWN
cMecu npu 94 °C. DTo UCKIIIOYaET Hecneundunyeckoe cesa3biBaHMe npariMepos ¢ AHK-mMueHbo
npu Ha4vyanbHOM nporpese Npobupku.

B cmecb ana amnandwukaumn eeegeHbl AHK-30HAbI, KaXAabii M3 KOTOPbIX COAEPXWUT
dnyopecueHTHY0 MeTKy W racutenb dnyopecueHumn. Mpu obpasoBaHun crneundunyeckoro
npoaykta [OHK-30HO pa3pywaerca, AenctBue racutens Ha  @GNyOpPECUEHTHYH  METKY
nMpeKkpawaeTcs, 4YTo BeAET K BO3pacTaHUO YPOBHSA dyopecueHuun, KOTopbin (UKCUpPYeTCSH
AETEKTUPYIOWMM aMmnnmdmkaTopoM. Konnyectso paspylleHHbIX 30HA0B (a, cnepoBaTefibHO, U
ypoBeHb dyopecueHunmn) yBenanvmBaeTCcsa NponopumoHanbHO Konun4vectsy obpa3oBasBLunmxcs
cneunduryecknx amnanMKoHoB. YpoBeHb dyopecueHumMn WM3MepseTcs Ha KaXAoM LuuKie

aMnanduKkaunmn B pexume peasibHOro BpeMeHM!.
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B coctaB cmecu ans amiandukauum BKIKOYEH BHYTPEHHUI KOHTpoab (BK), kKoTopbin
npegHasHadeH 4158 KOHTPOAS NMPOXOoXAeHMS NoIMMepasHoON LenHoOn peakumu.

B coctae AHK-30HAa, ucnonb3ytowerocs Anaa AeTekumn npoaykrta amnandunkaumm HK
Herpes simplex virus 2, Bkawo4eHa dnyopecueHTHad MeTka Fam. B coctas [HK-3oHAaa,
ucnonbaytoweroca gnsa getrekumu npoaykta amnnandukaumn OHK Cytomegalovirus, Bkato4deHa
dnyopecueHTHas MeTka Rox. B coctas [JHK-30HAa, ncnonb3ylowerocs Ans geTekumn npoaykra
amnnmndukaunm JHK Herpes simplex virus 1, BkntoveHa dnyopecueHTHas MeTtka Cy5. B coctas
OHK-30HAa, ncnonb3yrowerocs Ansa getekumm npoaykra aMmnambukaunmm BHyTPEHHEro KOHTpons,
BXOAUT (PrIyopecUeHTHbIN KpacuTtenb Hex.

Ncnonb3oBaHne HeCKONbKUX (YOpecLUeHTHbIX KpacuTenen no3BofseT COoKpaTuUTb
KonmMyectBo npobupok u 6uomatepmana, HeobxoAMMOro Ans MNpoBeAEeHWUS WUcCnenoBaHus,
NOCKOJIbKY MNOSABNSIETCA BO3MOXHOCTb OAHOBPEMEHHO PEerucTtpupoBaTtbh pe3ynbTaTbl pasHbIX
peakumin amnnmdurkKaunm, NpoxXoasaLnX B 04HON Npobupke.

B Tabnuue 1 NnpuUBEAEHDbI KaHaslbl AETEKUMN NPOAYKTOB aMI'IJ'IVICbVIKaLI,MVI.

Tabnuua 1 - KaHanbl getekumy npoayKToB amMmnandukaumm

Fam/Green Hex/Yellow/Vic | Rox/Orange Cy5/Red Cy5.5/Crimson
Herpes simplex virus 2 BK Cytomegalovirus | Herpes simplex virus 1 _
(HSV2) (CMV) (HSV1)

NccnegoBaHme cocTomT M3 cneaywowmnx stanos: BbigeneHne OHK (npob6onoarortoska),
nupP-amnandpunkauma OHK ¢ ogHOBpPEMEHHOW AeTeKuMeln pes3ynbTaTOB B PEXUMEe peasibHOro

BpEeMEeHU C ncnosibdoBaHneMm Habopa peareHtoB HSV1/HSV2/CMV NepnecKomnnekc.



HSV1/HSV2/CMV

FepnecKomnnexc WHCTpyKUumua no npumeHenmro | 1093 ot 15 despansa 2025 roaa 4 nHK-TEXHonoruﬂ

3 AHAJINTUYECKMUE U ANATHOCTUYECKUE XAPAKTEPUCTUKHA

3.1 AHanuTnyeckas cneumduyHoOCTb

B o6pasuax 6uonormyeckoro Martepuana, cogepxawmx [OHK  BbigBnsieMbix
MWUKPOOPraHU3MoB, npwm npoeeaeHumn amnnmdukaumm nporpammHoe  obecnedveHune
AeTeKkTupytowero amnandukatopa AO/HKHO pPerncTtpupoBaTb MNOMOXUTENbHbIE pe3ynbTaThl
amnnudukaumm cneumduyecknx npoayktoB (dparmeHTOB reHomoB Herpes simplex virus 1,
Herpes simplex virus 2 nnn Cytomegalovirus) no 3asBneHHbIM KaHanam geTekunu.

B o6pasuyax 6uonornmyeckoro m™artepuana, He cogepxawmnx [AHK BbisaBnsembix
MUKPOOpPraHM3MoB npwm npoBeAeHnmn amnnangukaumm nporpaMMHoe obecneyeHmne
AeTekTupylowero amnandukaTopa AOMKHO pPerucTtpupoBaTtbh OTpuuaTesibHble pe3ynbTaThl
amnangukaumm cneumduryecknx npoaykToB (dparMeHTOB reHomMoB Herpes simplex virus 1,
Herpes simplex virus2 wan Cytomegalovirus) no 3asBfieHHbIM KaHanaMm AeTekumn U
NOMOXMUTENbHbIN pe3ynbTaT amnamdukaumm BHYTPEHHEro KOHTPOJIS MO KaHany JAeTekuumu
Hex/Yellow/Vic.

MNokaszaHo OTCYyTCTBUE Hecneumnduyecknx NoNoXMTENbHbIX pe3yfbTaToB aMnandukaumm
npu Hanndmm B obpasue AHK Varicella-zoster virus, Epstein-Barr virus, Human herpesvirus 6,
Human herpesvirus 7, Human herpesvirus 8, Staphylococcus spp., Streptococcus spp.,
Parvovirus B19, Chlamydia pneumonia, Mycoplasma hominis, Trichomonas vaginalis, Neisseria
gonorrhoeae, Toxoplasma gondii, Mycoplasma genitalium, Chlamydia trachomatis, Gardnerella

vaginalis, a Takxe [HK yenoBeka B KoHUeHTpauun go 1,0x108 konuii/mMn obpasua.

3.2 NHTepdepupylowme BewecTsa

Hannume wuHrubutopos [MLUP B o06pa3ue 6Guonormyeckoro martepumana MOXeT 6biTb
MPUYMHON COMHUTENbHLIX (HeonpeaenéHHbIX/HeAOCTOBEPHbIX) pe3ynbTaTtoB. [1puM3HakoMm
MHrnébmposanusa TLUP gBnsetca OAHOBpEMEHHOe OTCYTCTBME aMnandukKaumum BHYTPEHHero
KOHTPOAS 1 cneunduryeckoro npoaykra.

K nHrnbutopam lMLP oTHeceHbl cneaywowme Bewecrsa: reMoryiobMH n nekapCcTBeHHbIe
npenapaTtbl, NpucyTcTBylowmne B obpasue AHK B pesynbTtaTte HEMOSIHOrO yAaneHust B npouecce
BblaeneHmna OHK mn3 obpasua 6buomatepmnana, a Takxke MU30MNpONUIOBLIA CNIMPT U MeTunaueTar,
npucyTcTeytowme B obpasue [AHK B pe3synbTate HEMOJSIHOMO yAasieHMS NPOMbIBOYHbIX pacTBOPOB
B Xo4e npobonoaroToBKu.

MakcuManbHble  KOHUEHTpauuMu  UHTeEpdEPUPYOWMUX  BEWEeCTB, MNpuM  KOTOPbIX
He Habnaanocb BAMSAHME Ha aMnInd@uKauulo nabopaTopHbIX KOHTPOSbHbIX 06pas3uoB U
BHYTPEHHEro KOHTpPONbHOro obpasua cocTtaBnsatT: remornobmH - 0,35 mMr/mn obpasua AHK,
nsonponunoBblin cnupt — 100 Mkn/mMn obpasua AHK, metnnauerat — 100 mkn/mn o6pasua AHK.

[nsa oueHKM BO3MOXHOM MHTepdepeHLMn neKapCTBEHHbIX npenapaTtoB 6biin Bbi6paHbl
Te, KOTOpble MOTeHUWasbHO MOryT MPUCYTCTBOBATb B OCTATO4YHbIX KONMYecTBax B bnonornyecknx
obpasuax 4YenoBeka, B3STbIX W3 COOTBETCTBYHLIMX Mccneayembix 6uoTonos (MmpammuctuH®,

XJI0prekCuamH burntokoHar).
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[ns Bcex uccnegyeMbiX NeKapCTBEHHbIX MpenapaToB 6bi/I0 MOKasaHo OTCYTCTBUE MX

B/INSIHNS B KOHUEeHTpauun go 10% B obpa3ue buomatepmnana.

3.3 Mpeanen obHapy>XeHuns

Mpenen obHapyxeHuna coctaeBnsger no 5 konun [OHK Kkaxgoro MumKpoopraHmsma
Ha aMnandUKaumMoHHY Npobupky.

Mpenen obHapy>XXeHMsa yCTaHOBJIEH MYTEM aHanmM3a CEpPUNHbIX pa3BeAeHunIn ABYX Ccepui
nabopaTopHbIX KOHTPOsIbHbIX 06pa3uos (JIKO).

Mpenen obHapy>XeHUs COOTBETCTBYET C/AeayoWmMM 3HaYeHnaM KoHueHTpaunm AHK npu
MCMNOMb30BaHMM YKa3aHHbIX HabopoB/KOMMNAEKTOB peareHToB ANns BblgeneHnsa JHK n KoHe4Horo

o6béMa anoumn (passeaeHus) sblaeneHHon AHK:

HauvnMmeHoBaHue ..
O06béEM Mpepen
Habopa/xoMmnnaekTa
Bbuomartepuan noay4YeHHoro obHapy>xeHus,
pearenTos ans npenapara, MKJ1 | konui/o6pasey
BbigeneHuns AHK P !
MPOBA-HK 50 50
MPOBA-HK-MJOC 300 300
MPOBA-I'C 100 100
Cockobbl anuTennanbHbIX KNeToK NMPOBA-FC-TJTHOC 300 300
B 500 MK/ TpaHCMNOPTHOI cpeabl?,
mMoua (1,0 mn) MPOBA-PANNA 500 500
MPOBA-MY-PAMNA? 100 100
MPOBA-MY-PANNA 11 100 100
MPOBA-OMNTUMA 400 400
3.4 AunarHocTmyeckne XxapakTepucTuku
Bup AnarHocruyeckas AnarHocrnyeckas
AHanut
6uomaTtepmana 4YyBCTBUTEJIbHOCTb cneunduyHOCTb
HSV1 100% 100%
(95% [ON: 86,28% - 100%) | (95% OW: 86,28% - 100%)
Cockobbl anuTennanbHbIX
KNeToK U3 yporeHUTanbHOro HSV2 100% 100%
yp (95% [OWN: 86,28% - 100%) | (95% AWN: 86,28% - 100%)
TpakTa
cMV 100% 100%
(95% ON: 86,28% - 100%) | (95% [OWN: 86,28% - 100%)
HSV1 100% 100%
(95% ON: 86,28% - 100%) | (95% [OWN: 86,28% - 100%)
100% 100%
M HSV2
oua S (95% ON: 86,28% - 100%) | (95% [OWN: 86,28% - 100%)
cMV 100% 100%
(95% OWN: 86,28% - 100%) | (95% [OWN: 86,28% - 100%)
3.5 Bocnpon3BoaAMMOCTb 1 MOBTOPSEMOCTb

BocnpoussoanmocTb coctasnseT 100%.

MoeTopsiemocTb coctaenseT 100%.

1 - B KauecTBe TPaHCMOPTHOM cpeabl Mcrosib3oBanacb TpaHcnopTHas cpeda ans 6uonpot CTOP-O,
000 «[OHK-TexHonoruna TC», Poccus, PY N2 P3H 2020/9640
2 — TONIbKO ANsl COCKO60B 3MUTENMANBbHBIX KIETOK
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4 MEPbI NTPEAOCTOPOXHOCTMH

OpraHmuzaumnsa pabotbl [UP-nabopatopun, obopyaoBaHMe wn MaTepuanbl A0SKHbI
COOTBETCTBOBATb TpeboBaHMAM FOCT P NCO 15190-2023, MeToANYECKNX yKa3saHui
MY 1.3.2569-09 «OpraHmsaumns pabotbl nabopatopuin, NCNoONb3yHOWKMX MeToAbl aMmnandukaumm
HYK/IEMHOBbIX KUCAOT, Npu paboTe C MaTepumanoM, coaepxawmm MuUKpoopraHmsmbl I-IV rpynn
naToreHHoCcTn», ¢ cobnogeHmneMm caHmTapHbliX npasua n HopMm CaHlnH 3.3686-21 «CaHuTapHo-
annaeMmnonornyeckne TpebosaHus no npodunakTuke MHOEKUNOHHbIX bonesHen».

HeunsBecTHble 0b6pa3ubl paccMaTpMBaKOTCA KaK MOTeHuManbHO-omacHble. Mpu paboTe
Cc HabopoM peareHTOB creayeT HajeBaTb 0O4HOPA30Bble NepyaTkM H6e3 Tanbka.

Mpn pabote ¢ MukpoopraHuamamu I-IV rpynn naToreHHoCTV BbI6GOp TMMNa 3aLUMTHOrO
KocTioMa (pabouelt opexabl W CPeaCTB MHAMBMAYANbHOW 3alimMTbl) NPOBOAUTCS B CTPOrom
COOTBETCTBUM C CaHUTapHbIMKU npasunamm n Hopmamu CanlnH 3.3686-21 1 onpegenseTcs BUAOM
B036yauTens, paboyei 30HOM, OCHaweHneM ee 6okcamm buonornyeckor 6esonacHoCTu.

CnenyeT ncnonb3oBaTb TObKO 04HOPA30Bble HAKOHEYHUKN U NpOBUpKU.

He ponyckaetcsa wucnonb3oBaHWe OAHUX WM TEX Xe HAKOHEeYHWKOB npu obpaboTke
pasnnyHbix 06pa3uoB buonornyeckoro Matepuana.

K pabote ¢ HabopoM peareHToB [AOMNYyCKAETCS MepcoHan, ob6y4yeHHbIn MeToaam
MOJIEKYJISPHON ANArHOCTUKU M NpaBuiaM paboTbl B KIIMHUKO-AMArHOCTU4YeCKon nabopatopumn.

Boigenenne AHK cnepgyet npoBoanTb B 6okcax 6buonornyeckon 6esonacHocTtum II knacca.
Moarotoeky k MUP ¢ ucnonb3oBaHneMm Habopa peareHTOB BO3MOXHO nposoauTb B MNLP-6okcax.

3anpelwaeTcsa nepemelieHne nabopatopHoro obopyaoBaHus, B TOM 4ucae A03aTOPOB,
wTaTtneoB, nabopaTopHOM MnocyAbl, XanaTtoB, roAoBHbIX yb6OpoB M Np., a TakXe pacTBOpPOB
peareHToB 13 04HOMO NMOMELLEHUS B APYroe.

Jo3aTopbl AOMKHbI 6bITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeAUTOBAHHbIX
nabopaTtopusax) n NpoMapKMpOBaHbI.

Ncnonb3oBaHHble O4HOPA30Bble MPUHAANEXHOCTU (NPOBMPKKU, HAKOHEYHWKW W ap.)
OO/MKHbl  cbpacbiBaTbCA B KOHTEMHep  AAs  MeAUMUMHCKMX  OTXO040B,  coAaep Xalmi
Ae3nHduumpyowuin pacteop (Npn HeobxoaAnMMoCTH).

MoBepxHOCTM pabounx CTONOB, @ TaKXe NoMeLeHnsl, B KOTOPbIX NMPOBOAUTCS BblAENEeHNE
HK »n nocraHoska MUP, cnegyetr obssatenbHo, A0 W nocne nposeaeHus paboTt, obnydaTtb C
NoMOLLbIO HakTepuULUUAHbBIX YCTaHOBOK B TedeHue 30 MUHYT.

Bce nosepxHocTn B nabopatopun (paboume ctonbl, wTaTMBbl, 0bopyaoBaHuMe n ap.)
eXenHeBHO nMoABeprawT BfaXxHoOM ybopke C npuMeHeHWeM Ae3nHOULUPYOLWNX/MOKLLNX

CpencTB, pernaMeHTUPOBAHHbIX CaHUTaApHbIMK nMpasunamm u HopMamm CaHlnH 3.3686-21.

BHUMAHME! YTunmnsmpoBaTb oTxoabl ¢ npoayktamu MNMLUP Heo6xoanMo ToNbKO B 3aKpbITOM BUAE.
He ponyckaeTtcs oTkpbiBaTb Npobupku nocne amnandukaummn, Tak KakK 3TO MOXeT MpUBECTU

K KOHTaMuHauum npoayktamu MUP (MY 1.3.2569-09).
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Mpn wmcnonb3oBaHMM Habopa peareHToB B KJMHUKO-AMArHocTnyeckon nabopartopum
obpa3syloTca oTxoAbl Kiacca B, KOTopble YyTUAM3UPYIOTCS B COOTBETCTBMM C TpeboBaHusMMU
CaHuUTapHblX npasun wn  HopM CaHlnH 2.1.3684-21 «CaHuTapHO-3NMMAEMUONIOrMyeckue
TpeboBaHMA K coaep>XaHUo TEPPUTOPUI FOPOACKUX N CENbCKMX MOCENEHUN, K BOAHbIM 06bekTaM,
NMMTbEBOM BOAE M MUTbEBOMY BOAOCHAbGXeHWD, aTMOCHEpHOMY BO34yXY, MO4YBaM, >XW/bIM
noMeweHnam, akcnayatTaumm npon3BoaCTBEHHbDIX, O6I.L|,eCTBeHHbIX I'IOMGLLI,GHI/IVI, opraHmsauunn m

NnpoBeAEeHUNI0 CAHUTapHO-NMPOTMBOINMAEMUYECKNX (NPpOdUNAKTUHECKNX) MEPONPUATUIN».

OnacHble KOMNOHeHTbl B Habope peareHToB

Hanuumne/orcyrcrBue
KoMnoHeHT Habopa

onacHOro KOMINMOHEeHTa yKa3aH"e Ha pMCKVI
eareHToB
P ®dacoBka S ®dacoska U
Cmecb ansa amnandukaumu, HeT onacHbIx
3aneyaTaHHasa napaduHoM BeLecTB
HeT onacHbIx
PactBop Tag-nonnmMepassbl - -
BELEeCTB
HeT onacHbIx
MwnHepanbHoe Macno - -
BELeCTB

HeT onacHbIX
Cmecb ana amnandukaumm - -

BELEeCTB
HeT onacHbIX
Monumepasa TexHoTaq MAX - -
BELLECTB
HeT onacHbIX
MnupP-6yde - -
LiP-6ycbep BELLECTB
. He knaccuduumnpyetcs
MonoXxuntenbHbIN A3up HaTpusa A3up HaTpusa ,d) H1py
o KaK onacHbIi ons 340p0oBbs
KOHTPO/bHbIN 0bpasel, MmeHee 0,1% MmeHee 0,1%

yenoBeKa U OKpyxXatoLlel cpeabl

MNpu paboTe c HabopoM peareHTOB ClleAyeT MCMOJIb30BaTb CPEACTBA MHAVBUAYANbHOM
3alWmMTbl 4518 NpeaoTBpalleHMss KOHTaKTa C OpraHu3MoM 4yenoBeka. [loc/ie oKoH4YaHusa paboThbl
TWATENbHO BbIMbITb PYKWU. M36eraTb KOHTaKTa C KOXEW, rnasamMmm U CIM3ncTbiMu 060/104KaMm

MpY MCMNOb30BaAHMM MO HA3HAYEHMUIO U COBMIOAEHNN MEP MPEAOCTOPOXHOCTU, KOHTAKT
C OpraHn3MoM YesloBeKa MUCKJTHOYEH.

He ncnonb3oBaTb Habop peareHToB:

- Nnpu HapyLEeHWUN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPaHEHUS ;

- npu HECOOTBETCTBMM BHELIHEro BWAA peareHToB, YKa3aHHOro B nacrnopTte K Habopy
peareHToB;

- Npu HapyLIeHUN BHYTPEHHEN yNakoBKM KOMMOHEHTOB Habopa peareHToB;

- Mo MCTEYEHMIO CPOKa roAHOCTM Habopa peareHTos.

MpuMmeyaHne - Habop peareHTOB He COQEPIKUT MaTepuasioB 6UONIOrMYECKOro MNPOUCXOXAEHUS,
BELLECTB B KOHLUEHTpauusx, obnagatowmx KaHUeporeHHbIM, MyTareHHbIM AeNCTBUEM, @ TaKXe BAUSIIOLLNX
Ha penpoayKTUBHYL (yHKUMIO denoBeka. MpW WCMONb30BaHMM MO HA3HAYeHUIO U CO6MAEHUU Mep

NpeaoCTOPOXHOCTK siBNseTcs 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUATDbI

Mpun paboTte c HabopoM peareHToB TpebytoTcsa cnepyowme obopyaoBaHMe, peareHTbl U

pacxoAHble MaTtepuanbl:

dacoBka U,
dacoBka S
O60pyaoBaHNe, peareHTbl U pacxofAHble MaTepuasbl el po il L)
1 aBToOMaTu-
cTpunbl! | npobupkun | py4Hoe 3UpoBaHHOE
MNUP-6okc Aa Aa Aa Aa
amMnnuduKaTop C AeTeKUMen B pexxuMe peasbHOro BpeMeHn? aa aa aa na3
MUKpOLEHTpndyra-sopTekc aa aa aa aa
OTOp AN MUKpOUEHTpUdyrm-sopTekca A5 CTPUNOBaHHbIX
poTop A p ueHTpudy P A P Aa HeT HeT HeT
npobmpok o6LEmMom 0,2 Mn
XONOAUIBHUK C MOPO3W/TIbHOW KaMepown ha ha ha ha
wTaTtne «pabovee Mmecto» Ans npobupok o6bEMoM 1,5 Mn na na na na
wTaTme «pabouee mecto» Ansg npobupok o6véEMOM 0,2 Mn HeT na nat HeT
wTaTne «paboyee MecTo» A/ CTPUMNOBAHHbLIX NPO6MPOK
i aa HeT HeT HeT
o6bémom 0,2 Mn
[03aTopbl MEXAHUYECKNE UIKN D1EKTPOHHbIE OAHOKAHabHble
C nepeMeHHbIM 06bEMOM, nNo3Bonsowme otbupatb 06bEM
aa aa aa aa
xuakoctn ot 0,5 go 10 mMkn, ot 2,0 go 20 MKn,
o1 20 ao 200 mkn, ot 200 go 1000 mkn
OZHOpPa30Bble HAKOHEYHUKM C PUNLTPOM ANs
nosyaBToMaTU4eckmx Ao3atopos, ceoboaHble oT PHKas m Aha Aha Aa Aa
OHKas, o6bémom 10 Mk, 20 mkn, 200 mkn, 1000 mMkn
wTaTMe ANns 403aTopoB ha ha Aa Aa
npobupkn MUKpOLEHTPUPYXHble 06bEMOM 1,5 M ¢ KpblWKaMu
pobwup poueHTpudy , o} / et et na na
cBoboaHble oT PHKa3 u AHKa3
npobumpkn amnanukauymoHHble 06bEMoM 0,2 M C KpblWKaMm,
s HeT HeT aa HeT
cBoboaHble oT PHKas v 1HKa3 nnn mukponnaHwet MLUP 96 nyHok
OAHOpa30Bble NepyaTkn MeanumHCKme, 6e3 Tanbka
[IHOP p anu p ' na na na na
TEKCTYpPUpPOBaHHbIE
EMKOCTb ANnsa cbpoca MCcnonb3oBaHHbIX HAKOHEYHUKOB,
aa aa aa aa
NpobupoK 1 Apyrux pacxofHblX MaTepuanos
YcTpoincTeo fosupytowee ATcTpuM
no TY 9443-005-96301278-2012 B BapmaHTe UCMNOSIHEHUS
HeT HeT HeT aa
OTctpum 12M1 vnn OTctpum 15M1, OO0 «HMO AHK-TexHonorunsa»,
Poccusa, PY N° P3H 2015/2982, nanee no Ttekcty — ATcTpum
OZlHOPA30Bble HAaKOHEYHUKM C PUNLTPOM AN AO3UPYIOLLEro
ycTporictea ATcTpuM B KoMnnekTauuu *M1, csoboaHble oT
i HeT HeT HeT aa
PHKa3 n HKa3, 06bémom 200 MKA nam peKoMeHAOBaHHbIE
ANS @aHaNOrM4YHOro UCMOb3yeMOro AO3MPYHOLEro yCTponcTea
YCTpOMCTBO AN1S 3anedaTbiBaHMA nnaHweTos [Tnak, 6
HeT HeT aa aa
000 «HMNO AHK-TexHonorus», Poccus
eHTpudyra ¢ RCF He Huxe 100, c aganTepom Ans
LeHTpudy (9) ,can pom A, Het Het 76 1
MWUKpPOMJaHLWEeTOB
nonmMMepHas TepMmonnéHka As5 3anevyatbiBaHuUs 6
HeT HeT aa aa
MukponnaHweTos MLUP
MUKponnaHweT 384 NyHKn HeT HeT HeT ha
TpaHcnopTHasa cpeaa (Npy Heo6XxoaMMOCTN), peKOMEeHAYETCS MCMNOob30BaTb TPaHCMOPTHYO cpeay
ans 6nonpo6 CTOP-® no TY 21.20.23-101-46482062-2019, 000 «[HK-TexHonorusa TC», Poccus,
PY N2 P3H 2020/9640 nnu TpaHcnopTHYto cpeay ansa 6uonpob ¢ mykonutmkom (CTOP-M)
no TY 21.20.23-102-46482062-2019, OO0 «AHK-TexHonorna TC», Poccusa, PY N2 P3H 2019/9453
(ans cockoboB anUTENManbHbIX KJIETOK U3 YPOreHUTasIbHOro TpakTa)
dusnonornyeckmnin pactsop (0,9% NaCl) ctepunbHbIA (MpyM HEO6X0AMMOCTH)
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dacoBka U,

dacoBka S
O60pyaoBaHMe, peareHTbl U pacxofAHble MaTepuasbl el sl
1 aBToMaTun-
cTpunbil | Npobupkm | pyyHoe 3MpOBaHHOE

Habop/KOMMNNEKT peareHToB AN BblaeneHns HK u3 6uonornyeckoro matepuana’, peKOMeHAYHTCS
- KoMnnekT peareHToB 414 BblaeneHns HyknenHosblix kncnot (MPOBA-HK/MPOBA-HK-TJTHOC)
rno TY 9398-035-46482062-2009 B ¢popmMax komniekTtaumm: komnnekt NMPOBA-HK,
komnnekT MPOBA-HK-MJTKOC, 000 «AHK-TexHonormna TC», Poccua, PY N2 ®CP 2010/08867;
- KomnnekT peareHTtoB ans BbiaeneHns AHK no TY 9398-037-46482062-2009 B ¢popMax KoOMMiekTaumm
MPOBA-I'C n MPOBA-IC-MNKOC, 000 «AHK-TexHonormusa TC», Poccusa, PY N2 ®CP 2010/08696;
- KomnnekT peareHTtoB ans BbigeneHmnsa HK (MPOBA-PAMMA) no TY 9398-015-46482062-2008,
000 «[OHK-TexHonorus TC», Poccusi, PY N2 ®CP 2008/02939;
- Habop peareHToB ANS BblAeNEHUS HYKNEeUHOBbIX kKucnoT (MPOBA-MY)
no TY 9398-088-46482062-2016 B komnnekTauuun NMPOBA-MY-PAMNMNA, OO0 «AHK-TexHonoruns TC»,
Poccusa, PY Ne P3H 2017/5753;
- Habop peareHnToB ans Bbigenenus OHK yenoseka, 6aktepuii, BUpycos u rpubos n3 6nonormyeckoro
MaTepuana 4yenoBeka u KynbTyp MukpoopraHmamos (MPOBA OMNTUMA)
no TY 21.20.23-124-46482062-2021, OO0 «AHK-TexHonorusa TC», Poccus, PY N2 P3H 2022/17496;
- Habop peareHToB ang sbiaeneHus AHK/PHK yenoBeka, 6aktepuit, BUpycoB 1 rpnbos 13
6uonornyeckoro matepunana yenoseka (MPOBA-MY-PANNA II) no TY 21.20.23-136-46482062-2023,
000 «[JHK-TexHonorua TC», Poccus, PY N2 P3H 2024/23205.
MpnMmeuaHusa k Tabnuye:
1 - He ucnonb3yeTcs ANa AeTeKTupytlowero amnandukartopa Rotor-Gene Q
2 — panee no TeKCTy — AeTeKTUpPYIoWMi amnamdukaTop; TpebyeMble NapaMeTpbl AeTEKTUPY OLNX
aMNIN@UKaTOPOB YKa3aHbl HUXE
3 - BanMAMPOBaH AeTeKTuUpyLwWnin amnandukaTop «ATnpaiMm» (Moanbukaumna OATnpanmMs» *X*),
000 «HMO AHK-TexHonormusa», Poccusa, PY N2 ®CP 2011/10229
4 - TONbKO MpK NUCNONb30BAHNN MPOBGUPOK
5 - He ucnonb3yeTca ANns AeTeKTUpYWmMxX aMnandukaTopos «ATnant» n Rotor-Gene Q
6 — TO/IbKO NMPU UCMOSIb30BaHUN MUKPOM/IAHLIETOB
7 — BO3MOXHOCTb MCMOJIb30BaHMsA Habopa/KoMMeKkTa peareHToB Ans BbiaeneHus OHK onpenensetcs
BMAOM 6uonormnyeckoro Mmatepmana (7.1)

Habop peareHTOB NMpUMEHSIETCHA C AETEKTUPYHOLWMMM aMNnnduKaTopamMm NaaHLWETHOro U
pPOTOPHOrOo TMMNA C CUCTEMOM pgeTekumn (nyopecueHTHOro CuUrHana B pexumMme peanbHoro
BPEMEHM, 3apPErncTpuMpoBaHHbIMM B YCTAaHOBJIEHHOM nopsake B P® M COOTBETCTBYHOLLMMU
cnepyowmM TpeboBaHUsaM:

- obecneuunBaeTtca paboTta ¢ 06beMOM peakuMoHHoM cMecn 35 Mkn (dhacoska S) nam 18 Mkn
(dbacoBka U);

- obecneunBaetcsa pabota ¢ dnyopodopamm: Fam, Hex (Vic), Rox, Cy5;

- nogorpesaeMasl Kpbilwka ¢ TemnepaTtypon 6onee 100 °C;

- CKOpPOCTb Harpesa He MeHee 2 °C/c;

- CKOpOCTb OXxNlaxaeHus He MmeHee 1 °C/c;

- TOYHOCTb NOAAEPXXAHMS N OAHOPOAHOCTb TeMnepaTypbl He 6onee = 0,4 °C.

Ona pabotel ¢ HabopoM peareHTOB Ba/MAUPOBAHbl Cheayllue AeTeKkTupylolme
amnnmndunkaTopsbl:
- AMnnndukaTop getektupyowmin «ATnpanm» no TY 9443-004-96301278-2010 (Mmoandunkaums
«OTnpanm *M*»), 000 «HIMO [OHK-TexHonorus», Poccus, PY N2 ®CP 2011/10229, panee
no Tekcty — «ATnpaim»;
- AMnnndukaTop getektupyowmn «ATnpanm» no TY 9443-004-96301278-2010 (Mmoandunkaums
«OTnpanm *X*») 000 «HMNO AHK-TexHonorusa», Poccusi, PY N2 ®CP 2011/10229 (Tonbko ans
Habopa peareHToB B ¢dacoske U aAns aBTOMaTU3MPOBAHHOIO 403MPOBaHUSA), Aasee no TeKCTy -

«OTnpanm» B Mogndukaumm «ATnpamm *X*»;
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- AMnnmndurkatop getektmpywowmin «ATnant» no TY 9443-003-96301278-2010 (Mmoandwukaumns
«OTnant *S*»), 000 «HIMNO AHK-TexHonormna», Poccusi, PY N2 ®CP 2011/10228 (Tonbko ans
Habopa peareHToB B acoBke S; B pacoBke U Ansd pyyHoOro 03MpoBaHUs Mpu MCNOb30BaHUN
npobupok), ganee no Tekcty — «4Tnant»;

- Mpnbop ans nposeneHUs NoMMepasHOM LEeNHOM peakuuMn B pexunMme peasibHOro BpeMeHu
Rotor-Gene Q, QIAGEN GmbH, Tlepmanus, PY N° ®C3 2010/07595 (tonbko ans Habopa
peareHTOB B (pacoBke S, npobupkn), ganee no Tekcty — Rotor-Gene Q;

- TepMmouuknep ans amMnanduKauum HyKneumHosbliX kKucaoT 1000 ¢ MmoayneMm peakumOHHbIM
ontuyeckmm CFX96 (Optical Reaction Module CFX96), Buo-Pag Jlabopatopues, WHk; CLUA,
PY N2 ©C3 2008/03399, panee no tekcty — CFX96;

- AMnandukatop  HyknemHoBbiX  kucnot  Applied Biosystems  QuantStudio5 ¢
rmépuamsaunoHHo-dNyopecLeHTHON AeTekumner npoaykTos MNLP B pexnme peanbHOro BpEMEHMU,
«J1laid TekHonoaxuc XonaunHrc Mre. Jita.», CuHranyp, PY N2 P3H 2019/8446, nanee no TekCTy -
Applied Biosystems QuantStudio 5.

Mo BornpocaM NpUMEHEeHUa AeTEKTUPYIOLUNX aMI'IJ'IVICbVIKaTODOB, HE YKa3aHHbIX BbllWIE,

TpebyeTcs cornacoBaHue c npomnssoauTenem Habopa peareHToB.
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6 AHAJIN3NPYEMBDIE OBPA3LLbI

6.1 MaTepunan gns nccneaoBaHus
Ona  wccnegoBaHuss  MCNOMBb3YKOT  MO4YYy,  COCKOObl  3NUTENManbHbIX  KJIETOK

N3 ypOreHuUTanbHoro TpakTa.

6.2 Obuwme TpeboBaHus

6.2.1 WccnepgosaHue M™etogoM [ILUP oOTHoCMTCA K npsMbIM  MeTodaM nabopaTopHOro
nccnenoBaHMs, MNO3TOMY B3ATWME GMONOrMYeckoro Matepuasna 4YenoBeka Heobxoammo
npoBoAMTb W3 MecTa Jokanus3aumm UHMEKUMOHHOrO npouecca. PeweHue o
H€O6XO,EI,VIMOCTI/I nccneanoBsaTtb Ty UM UHYKO TOKaanM3aunio NpuHUMaEeT neqau_wl|7| Bpa4 Ha
OCHOBaHMKN cobpaHHOro aHaMHe3a N KJIMHMYECKON KapTuHbl 3aboneBaHus.

6.2.2 [ns nonyyeHuUs KOPPEKTHbIX pe3ynbTaTtoB 6onbllioe 3HaYeHne MMEeET KayecTBO B3ATUS
obpasua 6uomaTepmana ANs WCCNeAOBaHMSA, €ro XpaHeHwe, TPaHCNOpTUPOBaHWE U
npeasapuTenbHaa obpaboTka.

HenpaBunbHoe B3aTne buomaTtepuana MOXeET NPUBECTU K MONYYEHUIO HEeLOCTOBEPHbIX
pe3ynbTaToB W, BC/IeACTBME 3TOr0, HEO6XOANMMOCTU ero NOBTOPHOIO B3SATUS.

6.2.3 Tpu HeobxoaAnMOCTN B3ATUSA COCKOB0OB M3 HECKOIbKMX 6MOTOMNOB NOBTOPUTE MPOLEAYPY,
Kakabl pa3 3abupas matepuan B HOBYO NMpobupky.

6.2.4 Ha »>sTane noarotoBkn 6uomaTtepmana UCNOMAb3YNTE O0OAHOPA30Bbleé HAKOHEUYHWKMU
¢ dunbTpoM, cBobogHble oT PHKa3 n JHKas.

6.2.5 [Ons npenoTtBpawleHUs KOHTaMMHAUWM OTKpbIBAWTE KpbIWKY TOAbLKO TOW Npobupkwy,
B KOTOpYlO byaete BHOCUTb BMonorMyeckmuin Mmatepuan, n 3akpbiBanTe ee nepeq paborton

Co cnegyowen npobmpkom.

MpuMmeyaHne - B3aTMe, npeaBapuTenbHylo o06paboTKy, XpaHeHMe W NepeBo3Ky, nepedavy
nccneayemMoro matepvana B Apyrme opraHvMsaumy OCYLLECTB/AKT COrMlacHO MHCTPYKTUBHO-METOAMUYECKUM
[OKYMEHTaM, pEerfaMeHTUpyoWmnM BbINOSIHEHNE WCCeAoBaHWM B COOTBETCTBUMM C  TpeboBaHUSAMMU
MY 1.3.2569-09 n CaHlunH 3.3686-21.

6.3 B3daTne matepmana Ha nccnegosaHue

BHUMAHME! T[lepen BblgenenHmem [OHK mMoxeT notpeboBaTbCs noarotoBka o6pas3uos

6uonornyeckoro matepuana (6.5).

6.3.1 Moua
B3aTne ™Matepuana npoBOAUTCS B COOTBETCTBMW C WMHCTPYKUMSMM MO MNPUMEHEHMUIO
NCnonb3yeMblix HabopoB/KOMMNIEKTOB peareHToB Ans sbiaenenms HK (7.1).

6.3.2 Cockobbl annTennasnbHbIX KNEeTOK U3 YPOreHUTasibHOro TpakTa
B3aTne Matepuana ocCyLLeCcTBASIOT C MOMOLWLbIO CreumanbHbiX MeAUUMHCKUX n3genuvi,
UMEIoLWMX perncTpaunoHHblie yaoCTOBEPEHMS, COMlAaCHO YCTAaHOBJ/IEHHOM B 3aBMCMMOCTH
OT UCTOYHMKaA Bmonormyeckoro matepuana npoueaype (HanpuMep, 30HAbI MEAULIMHCKME
no TY 9436-002-98349125-2016 B BapumaHTax WUCMNOJAHEHUS: 1. 3oHAa TM A
yHuBEpCcanbHbili: — TMN Al, npoussoactso OO0 «MeauuuHckue wusgenus», Poccus,
PY N¢ P3H 2018/7058).
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BHUMAHME! B3satne matepmnana B npobupkun c peaktusom «MNPOBA-PAMWL» ocywecTBnsaeTcs
CyXuM 30HAOM! HeobxoAMMO MCKIIOUYUTbL KOHTAKT pacTBopa C KOXeW, rnasaMm M CAM3UCTbiMU

obonoykamu.

OrpaHuuyeHue MeTogal: MecTHoe MpUMEHEHWE JIeKApPCTBEHHbIX npenapaTos, Y3U

BarMHanabHbIM 4AaTYMKOM, KOJILMOCKONUS — MeHee 4YeM 3a 24 yaca 40 UccnenoBaHums.

B3ATne ™MaTepmana nNpoBOAUTCA B COOTBETCTBMU C MHCTPYKUMAMM MO MNPUMEHEHMIO
ncnosb3yembix HabopoB/KOMMNAEKTOB peareHToB Ans4 Bbigenenmsa HK (7.1).
6.3.2.1 OcobeHHOCTM B3ATUS YPOreHUTanbHbIX COCKO60B
)KeHLLl,VIHbI HaKaHyHe oﬁcnep,osava HE AO0J1IXXHbl MPOBOAUTb TyaJ1ET MOJZIOBbIX OpraHoB
M crnpuHueBaHue. [ns nonydeHnss o6bEKTUBHOIO pe3ynbTata HeobxoamMmo, 4Tobbl
nccneayeMbin MaTepuan coaepxan BO3MOXHO 6onbliee KONMMYeCcTBO anmUTenmnanbHbIX

KJTIETOK N MUHMUMAJIbHOE KOJIMYECTBO C/IIN3UN U NMPUMECKU KPOBMU.

BHUMAHME! lepen nonyyeHneM cockoba anutenmnasnbHbIX KNETOK U3 YPETpbl, C 3a4HEero ceoaa
BNaranuviia n LepBuUKanbHOr0 KaHana cBobo4HO CTeKalllee oTAeNnsieMOe Heobx0ANUMO yaanuTb

CTepuibHbIM BATHbIM TAMIMOHOM.

Mpn HeobxoammocTn B3aTUS BGMoMaTepuana M3 HecKonbkux 6MoTOMOB MNOBTOpPUTE
npouenypy, Kaxabin pa3 3abupas Matepman HOBbIM 30HAOM B HOBYO Npobupky.
6.3.2.2 OcobeHHOCTM B3STUS MaTepuana U3 Bnaranmuia
MaTepuan gosmxkeH 6bITb B3AT 40 NpOBeAEeHNS MaHyanbHOro ucciefoBaHus. 3epkano
rnepeg MaHuMnNynsumMen MOXHO CMOYUTb ropsiyen BOAOW, NPUMEHEeHWe aHTMCENTUKOB
ans obpaboTkm 3epkana npotmeonokasaHo. Cockob 6epyT ¢ 3aaHeboKOBOro ceoaa
Bnaranuwa. Y AeBo4yeKk B3ATME MaTepuana Mnpou3BOASAT CO CAM3UCTOM 060104KM
npeaaBepus Bnaraauuwa, a B OTAEbHbIX Cly4yasX — M3 3a4Hero CBoja BhRaranuvuia
yepes rmMmeHanbHble KobLua.
6.3.2.3 OcobeHHOCTM B3ATUS MaTepuana U3 ypeTpbl
Mepen B3aTMEM 6uoMaTepuana nauuveHTy peKoMeHAyeTCs BO34epXaTbCs OT
Mo4yeuncrnyckaHus B TedeHune 1,5-2 vacos.
HenocpeacTteseHHO nepep B3aTMEM buomaTepurana Heobxoammo 06paboTaTb HapyKHoe
OTBEpCTME  ypeTpbl  TaMMOHOM,  KOTOpPbIA  MOXHO  CMOYMTb  CTEPWUSIbHbIM
PU3M0N0rMYEeCcKMM pacTBOPOM.
Mpw HanNMUUM rHOMHbIX BblAeneHn cockob pekoMeHayeTcs 6patb yepe3 15-20 MUHYT
nocrsie Mo4YencrnyckaHus, npu oTCyTCTBUU BblAeNEeHU He06X0AMMO NPOBECTM Maccax
YpeTpbl C NMOMOLLbIO 30HAA ANS B3aTMA 6uomatepuana. B ypeTpy y XeHLWMUH 30HA4
BBOANTCA Ha rnybuHy 1,0-1,5 cM, y aeTen maTepman ansa nccnegosaHus 6epyT TONbKO

C Hapy>XHOro OTBEpPCTUS YPETPbI.

1 - ecnum 310 He NMPpOTUBOPEYNT TDEGOBaHMﬂM K  UCNOS1b3yEMbIM HaGOpaM/KOMI‘U’IEKTaM peareHToB

ansa sblaeneHuns HK
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6.3.2.4 OcobeHHOCTM B3SATUSA MaTepuasa U3 LepBMKaNbHOIro KaHana
Mepen B3aTMEM MaTepuana HeobxoAMMO yAaninTb BaTHbIM TaMMOHOM C/iM3b U 3aTeM
obpaboTaTb WerKy MaTKn CTeEPUSIbHbIM (OU3NOIOrMYECKMM pacTBOPOM. 30HA BBOAST
B LepBUKabHbIM KaHan Ha rnybuny 0,5-1,5 cM. MNMpu nasneyeHmn 3oHga Heobxoanmo

MOJTHOCTbIO UCK/IOYNTb €ro KaCaHme CTeEHOK Baraauviia.

6.4 TpaHcnopTMpoBaHue U XpaHeHue obpasuos 6MonorMyeckoro matepunana

6.4.1 Moua
Ycnosus TPaAHCNOPTUPOBaAHUA U XPaHEHUA 06p83Ll,OB MO4YM onpenenarTca UHCTPYKUNAMN
Nno NMPUMEHEHWNIO PEKOMEHAYEMbIX HAabOpOB/KOMMNIEKTOB peareHToB Ans BblaeneHns JHK
(7.1) nnu ncnonb3yembix AN TPAHCMNOPTUPOBAHUS N XpaHeHUs 06pa3LLOoB TPAHCMOPTHbIX
cpea.
O6pa3ubl MOUKM AONyCKaeTCs TPAHCNOPTMPOBATb U XPaHUTb (€CN 3TO HE NPOTUBOPEYUUT
TpeboBaHMAM K UCNonb3yeMblM HabopaM/KOMMNNEKTaM peareHToB An4 BblaeneHns HK):
- npu Temnepatype ot 2 °C go 8 °C - He 6onee ogHUX CYTOK;

- npu TemMnepartype oT MUHYC 22 °C go MuHyc 18 °C - He 6onee oaHOM Heaenu.
BHUMAHME! [onyckaeTcs nuwb 04HOKpATHOE 3aMOpaXXnBaHWe-oTTanBaHne matepuana.

6.4.2 Cockobbl anuTenmanbHbIX KJIETOK U3 YPOreHUTa/IbHOrO TpaKTa

YcnoBusS TPaHCNOPTUPOBAHUS M XpaHEHUss COCKOBOB W3 ypoOreHMTanbHOro TpakTa
onpeaensaTcs MHCTPYKLUMSAMU MO NMPUMEHEHUIO peKoMeHAYyeMbIX HabopoB/KOMMIEKTOB
peareHtoB ans Bbigenenus OHK (7.1) nnu ncnonb3yembiX Aas TPAHCNOPTMPOBAHUS W
XpaHeHnsa obpa3uoB TPaHCMOPTHbLIX cpes.

JonyckaeTcsa xpaHeHune obpa3uoB npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM AOCTaBkM MaTepuana B nabopaTopuio B TeyeHue CyToK
JOornycKaeTcs OAHOKpaTHOe 3aMopaxwuBaHue MaTtepuana. [onyckaeTcs XpaHeHue
3aMOpPOXEHHOro MaTepmana npu TemMmnepaTtype ot MMHycC 22 °C go mmHyc 18 °C B TeyeHume
ofHOro mMecsaua (ecnu 3TO He MPOTUBOPEYMT TpeboBaHUAM K WUCMNOJIb3yeMbIM

HabopaM/kKoMMNNeKTaM peareHToB A5 BblaeneHmsa HK).
BHUMAHME! [onyckaeTcsa nuwb 04HOKpAaTHOE 3aMOpaXXnBaHWe-oTTanBaHne matepuana.

6.5 MoaroToBka 6MONOrMYECcKOro MaTepmana Yyenoseka ansa Bblaenendms AHK
MoarotoBka 6uonoruyeckoro Matepuana (nNpu  HeobxoAMMOCTM)  NPOBOAMTCS
B COOTBETCTBMM C WHCTPYKUMSMM NO MNPUMEHEHUIOD WCMONb3yEMbIX HabopOB/KOMMIEKTOB

peareHToB ANns BblaeneHus HK (7.1).
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7 NMPOBEAEHVE AHAJIN3A
7.1 Boigenenme QHK 13 6bnonormuyeckoro matepuana

Ona Bblgenenns OHK pekomeHayeTcs Mcnonb3oBaTb Habopbl/KOMMNIEKTbl peareHToB,
nUMelLLne perucTpaunoHHble YA40CTOBEPEHNS HA MeANLMHCKOe usaenne n npegHasHavyeHHble 454
COOTBETCTBYIOWMX BNAOB BMOMaTepuana c uenbio nocnegyroulero nccnegosanua AHK metogom
MNuP, nanpumep, NMPOBA-PAMNNL (He pekoMeHAYyeTCsa AN9 COCKOHBOB U3 ypOreHMUTanbHOro Tpakra
y MyXuuH), MPOBA-HK, MPOBA-HK-MOC, MPOBA-IC, MPOBA-IC-MJIOC, NPOBA-MY-PAMUL,
MPOBA-OMNTUMA, MPOBA-MY-PANKNA II (Tabnuua 2).

Tabnuuya 2 - Habopbl/KOMNMEKTbl peareHToOB, pekoMeHAoBaHHble ans BbiaeneHus AHK

ONs panbHenwero wuccrenoBaHUss C  UCnosib3oBaHMeM Habopa peareHtoB HSV1/HSV2/CMV

NepnecKomnnekc
MuHuManbHoe
Hab6op/koMmnnekT peareHToB, PY BuomMmarepuan KOJINYECTBO
anroarTa, MK

Komnnexr pearerTos MPOBA-HK, COCKObbI 3nMT|:Jc'|)::;'|belx KNeToK 50
PY N2 ®CP 2010/08867

M3 YPOreHUTasibHOro TpakTta
KomnnekT pearentos MPOBA-HK-NNIOC, COCKOO6bI BHMTZJ(')I::;'IbeIX KNeTokK 300
PY N2 ®CP 2010/08867

M3 YPOreHUTasibHOro TpakTa

M

Komnnekr pearerTos MPOBA-TC, COCKOO6bI 3I'IVITeJ(')I::;'IbeIX KNeTokK 100
PY N2 ®CP 2010/08696

M3 ypOreHnTanbHOro TpakTta
Komnnekt pearentos MPOBA-TC-TIOC, COCKObbI :-)nMTl:J(')l::;'leux KNeToK 300
PY N2 ®CP 2010/08696

M3 YPOreHUTasibHOro TpakTta
Habop peareHTtoB NMPOBA-MY-PAMNA, Cockobbl anuTenmanbHbIX KIeToK 100
PY N¢ P3H 2017/5753 M3 YPOreHUTasibHOro TpakTa
KomnnekT pearerTos MPOBA-PAMNL, CcocKkobbl 3I'IVIT|:JC'I)::;'IbeIX KNeToK 500
PY N2 ®CP 2008/02939

M3 YPOreHUTasibHOro TpakTa

Moua,

Habop pearenTos MPOBA-OMTMMA, COCKObObI anuTenuanbHbIX KNETOK 400
PY N2 P3H 2022/17496

M3 ypOreHUTanbHOro TpakTta
Habop pearenTos MPOBA-MY-PATINA II, CoCKOO6blI 3I'IVIT|:J(')I::;'IbeIX KNeTokK 100
PY N¢ P3H 2024/23205

M3 YPOreHUTanbHOro TpakTta

Bbigenenne AHK n3 nccnegyemoro matepmana npoBoasiT B COOTBETCTBUM C MHCTPYKUMENR

Mo MPUMEHEHMUIO NCMNOJIb3YyEMOro Habopa/KOMMAEKTa peareHToB.

BHUMAHME! OgHoBpemeHHO ¢ BbigeneHnem OHK n3 6unonornyeckoro matepmana Heob6xoanmo
NOAroTOBMUTb OTpUUaTeNbHbI KOHTPOJIbHLIN 06pa3el, M NpoBecTM ero 4epes BCe 3Tanbl
npobonoaroToBkU. [Ana 3TOro pekoMeHAyeTCa WCnosfb3oBaTb (U3MONOrMYECcKUin pacTBop MU
oTpuUaTeNbHbIN KOHTPO/bHbIM o0bpasel, BXxoaswmii B cocTaB Habopa/KoMMjeKkTa peareHToB
Ana BblaeneHna HYKIEMHOBbLIX KWUCNIOT, B 06'béMe, YKa3aHHOM B WUHCTPYKUMKN NO MNMPpUMEHEHUIO

COOTBeTCTBYOWEro Habopa/KoMnnekTa peareHToB.
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7.2 MoarotoBka u nposeaeHue MLUP. ®acoska S

BHUMAHME!

1. Mpu npoBeAeHUN BCeX MoOcCnenywwmx AENCTBUN cnenyeTt nsberatb BO3AENCTBUS MPSIMbIX

COJTHEYHbIX Iy4en Ha NpobmnpKn co cmecbto anga amnandunkaymm!
2. Mpn mncnonb3oBaHum Habopa peareHTOB B BapuaHTe McCMNosiHeHus «dacoBka S, CTpunbI»
cneayet CTporo CO6J'IPO,Cl,aTb KOMMNNEKTHOCTb CTPUMOB N KPbILWEK K HAM. He ncnonb3oBaTb KPbILWKN

K CTpunam u3s apyrmux Habopos peareHToB!

7.2.1 Tlpomapkupynte no OAHOW npobupke/cTpunoBaHHOM npobupke CO  CMecblo
ansg amnnmdukaumm, 3anedyataHHonW napaduHoM, ANns Ka)Xaoro HemssecTHoro obpasua,
ANa oTpMUATeNbHOro KOHTPOAbHOro obpasua (K-) n ang nonoXuTenbHOr0 KOHTPObLHOIoO

obpasua (K+).

BHMUMAHME! Konn4yecTBo peareHToB paccymMTaHo He 6onee ueM Ha 24 NoCTaHOBKM NpU yC10BUMK
BapuabenbHOro KomMyecTsa HeM3BeCTHbIX 06pa3LoB, 1 OoTpuUaTenbHOr0 KOHTPOIbHOro obpasua

U 1 NONOXUTENBHOIO KOHTPOJSIbHOIO 06pa3u,a B Ka)J0M NOCTaHOBKe.

Mpumep:
Heobxognmo npoaHanmanpoBaTb 4 HEM3BECTHbIX obpasua. [Ans 3TOro  HyXHO
NMpoOMapKmnpoBaTb 4 NpobupKu Ans HEN3BECTHbIX 06pa3uoB, 0aHY Npobupky ans «K—» u
0AHY Npobupky ansa «K+». Obuiee KonnyecTso Npobupok — 6.
7.2.2 BcTpsaxHuTe nNpobupky C pacTBOpoM Tag-nojunMepasbl Ha MUKPOUEHTpudyre-sopTekce
B TeyeHume 3-5 ¢ n ueHTpudyrnpymte Ha MUKpoueHTpudyre-sopTekce B TeyeHmne 1-3 c.
7.2.3 [dobasBbTe BO BCe MNpOMapKuUpoBaHHble Npobupkn, He noBpexaas caon napaduHa,

no 10 mkn pacteBopa Tag-nonuMepasbl.

BHUMAHME! [pu ucnonb3osBaHuu gns nposegeHus [MNUP getektupylowero amnamgukartopa

Rotor-Gene Q MMHepanbHOe Macio B Npobupku He BHocUTCS!

7.2.4 [dobaBbTe B Kaxay npobupky (npn HeobxoamMMocTn) No ogHon kanne (okosno 20 MKn)
MUHepasbHOro Macna. HennoTHO NpUKpPONTE NPOBUPKK/CTPUNbI KPbILLKaMMN.

7.2.1. BCTpaAxHUTe npobupky C NOSIOXUTENbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpOLEeHTpUdyre-soptekce B  TedeHne 3-5¢c m LeHTpUdyrupymnte  Ha

MUKPOLEHTpUdYre-BopTeKCce B TeyeHne 1-3 c.

BHUMAHME!

1. Ona npenapata OHK wn oTpuuaTenbHOro KOHTPOSbHOrO obpasua nepes BHECEHWEM B
NpobupKkM C peakuMOHHON CMeCbio HeO6XO0AMMO BbINOMHUTL PEKOMEHAALMN MO UCMOJSIb30BaHUIO
npenapata AHK, npuBeaéHHble B MHCTPYKLUUM NO NMpUMEHEHU0 Habopa/KoMMieKkTa peareHToB
ansa sblgenexdns HK.

2. Mpn wncnonb3oBaHnun pans BblgeneHus [OHK koMmnnekToB peareHtoB [MPOBA-PAMNA,
MPOBA-HK, MPOBA-HK-IMOC, NMPOBA-IC n MPOBA-IC-MMIOC (Tonbko B cnydae, ecnu nocrne
BblAesIeHNs Haf0CaZlovHas XWAKOCTb, coAepxauwas BbiaeneHHyto [HK, 6bina nepeHeceHa B

HOBble NMpobMpKKN) HeobxoamMo BCTPSAXHYTb Npobupkm ¢ npenapatom OHK u oTpuuaTenbHbIM
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KOHTPOJIbHbIM 06pa3LOM Ha MUKpPOLEHTpudyre-sopTekce B TedeHme 3-5 ¢ n ueHTpmudyrmposaTtb
Ha MUKpOUEHTpudyre-BopTeKCe B TeueHme 1-3 c.

3. Mpn wncnonb3oBaHum ansa BblageneHns [OHK Habopoe pearentoB [MPOBA-MY-PAMNA,
HeobxoomMo, He BCTpsxmBas, ueHTpudyrmposatb npobupkn ¢ npenapatom [OHK n
oTpuuaTeNbHbIM KOHTPOJSIbHbIM 06pa3uoM Ha MuKpoueHTpudyre-sopTekce B TeyeHue 1-3 ¢,
3aTeM MNOMeCTUTb MpobupkM B MarHWTHbIM wWTaTMB. B cnydae ecnn nocne BblaeneHus
Hajocajo4yHas >XWAKOCTb, coaepxawas BblgeneHHyto [OHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb NMpobupkm c npenapatoMm OHK 1 oTpuuaTenbHbIM KOHTPObHBIM
obpa3uoM Ha MUKpoUeHTpudyre-soptekce B TedeHne 3-5C WM UeHTpudyrmpoBaTb Ha
MUKpOLeHTpUdyre-sopTekce B TedeHue 1-3 c.

4, Ona npenoTepalleHmns KOHTaMUHauun cneayet nepeq BHeceHmeM OHK oTKpbIiBaTb KPbILLKK
TOJIbKO Tex Npobupok, B KOTOpble ByaeT BHOCUTLCA AaHHbIN obpa3el, U 3akpbiBaTb UX, nNepea
BHeCeHueM cneayiouiero. B cnyyae ncnosb3oBaHUsa CTPUNOB cnefyeT 3aKpblBaTb KPbIWKY CTpuna
nocne BHeceHMs B Hero obpa3uoB nepes HayanoM paboTbl co cneaywwum. Heobxoammo
3aKkpbiBaTb npobupku/cTtpunbl nNnoTHo. Mpenapatbl AHK ©n koHTponbHble o06pasubl cneayet

BHOCUTb HaKOHEeYHUKaMW C CI)VIJ'IprOM.

7.2.5 BHecuTe B COOTBETCTBYHLIME MNpPOMaApKMPOBaHHbie MNPOOUpPKK, HEe MoBpexaass C/on
napadumHa, no 5,0 Mkn BbiAeNEeHHOro u3 obpas3uyoB npenapaTta AHK. B npobupkuy,
npoMapkmpoBaHHble «K-» n «K+», [1HK He BHOCUTCS.

7.2.6 BHecuTe B nNpobupKy, NpoMapKupoBaHHyk «K-», He noBpexaas cfoh napaduHa,
5,0 MKN oTpuuaTenbHOro KOHTPOJbHOro obpasua, npoweawero 3tan BbigeneHns OHK
(cm. 7.1).

7.2.7 BHecuTe B nNpobupKy, MpoMapkupoBaHHyl «K+», He nospexaas cnon napadwuHa,
5,0 MK MONOXNUTENBHOrO0 KOHTPOAbHOIO obpasua.

7.2.8 UeHTpudyrupymnte Bce npobUpKK/CTpunbl Ha MUKPOLEHTpUdYre-BopTeKCE B TeYeHue
3-5c¢ (npu wncnonb3oBaHun ans nposeaeHus TUP petektupyrowero amnandukartopa
Rotor-Gene Q ueHTpudyrmpoaHue He 0653aTesbHO).

7.2.9 YcTtaHoBuTe BCe NpOBUPKU/CTpUNbl B AETEKTUPYOWMA amnnmdukaTop.

7.2.10 [Ana peTtekTupylowmx amnangpukatopos cepun AOT:
3anyctuTe nporpaMMHoe obecnedeHune aetekTmpyrowero amnamdukatopa. NMpu nepsom
nposeaeHun TMUP 3arpysute cooTBeTcTBYHOWMI TecT! [anee v npu NoCAeayroLmx
NOCTaHOBKax Co3jganlTe  COOTBETCTBYIOWMA  MNPOTOKOA  WUCCNEeAO0BaHUA:  yKaxXuTe
KOSIMYeCTBO U wnaeHTudukaTopbl o06pasuos, B TOM 4uUCIe OTPUUATENLHOIO W
NOMOXUTENBHOIO0 KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacnonoXxeHne Npobupok/cTpmnos
Ha MaTpuue Tepmobsioka B COOTBETCTBMM C UX YyCTaHoBKon u nposeaumte MUP. Mpwn

BbI6OpE TecTa Ao/IKHa 0To6paxaTbCs nporpamMMa, npuseaéHHas B Tabnuue 3.

1 — TecT Ansa AeTekTUpYOLWMX aMmnandukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpuaoxeHun A) nam npeaocTaBnseTcs NnponsBoaMTeneM Habopa peareHToB
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7.2.11 [Ona pgetektupyrowux amnnaudukatopoB CFX96, Applied Biosystems QuantStudio 5 u
Rotor-Gene Q:
MposeaunTte MUP c yyeToMm 06bE€Ma peakUMOHHOM CMecn, paBHOro 35 Mk, No NnporpamMMmam
amMnandukaummn, npmeeaéHHbIM B Tabnnuax 4, 5, 6 COOTBETCTBEHHO.

3 -

«ATnpanm», «ATnant» (dacoska S)

Tabnunua MporpamMma amnandukaumm Onsa AeTEKTUPYOWMX aMnamdunkaTopos

Pexxum
Neo
6noka Temnepartypa, °C MWH c Yucno umMknos ONTUYECKUX Tvn 6n0ka
n3MepeHun
80 0 30
1 1 Uwvkn
94 1 30
94 0 30
2 5 Uwukn
64 0 15
94 0 10
3 45 Lnkn
64 0 15
4 94 0 5 1 Lnkn
5 251 XpaHeHue XpaHeHue
V - pexuM onTUYECKUX U3MepeHui

Tabnuuya 4
(dacoBku S, U)

- MMporpamMma amnaudukaumMm ans AeTEKTUPYIOLNX

amnnudunkatopos CFX96

Bpems, KonuuecrBo uMknoB
o o
N2 6noka (Step) Temnepartypa, °C MM CeK (e

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50
4 64 v 0:20

V - pexuM onTuyeckmx nsMepermnin (Plate Read), ycTaHoBUTb naMepeHue dbnyopecueHLmMmn no
HeobxoanMbIM KaHanam getekumm (Fam, Hex, Rox, Cy5) npu 64 °C

Tabnuuya 5 -

Applied Biosystems QuantStudio 5 (dacosku S, U)

MporpaMMa aMnandukaumm ans  AeTEeKTUPYOWMX aMiandukaTopos

Cragms N2 wara Temneparypa, °C Bpewms, KonnuyecTso umknos
MWH: CcekK (noBTOpOB)
Craaus 1 80 01:00 1
yAepXaHus 2 94 01:30 )
1 94 0:20
Craaunsa MNup 50
2 62 vV 0:20

Vv - cbop AaHHbIX 418 HeobxoamMbix dyopodopos (Fam, Vic (Hex), Rox, Cy5) BkoueH

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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Tabnuuya 6 - T[lporpaMma aMmnaudukauuum AN AeTekTupytowero amnamdukatopa

Rotor-Gene Q (dacoeka S, npobupku)

Ne/ Temnepartypa/ Bpemsa/ Konunyecrso uuknos/
Cycling Temperature Hold Time Cycle Repeats
80 deg 60 sec
Cycling 1 1 time
94 deg 90 sec
94 deg 30 sec
Cycling 2 5 times
62 deg vV 15 sec
94 deg 10 sec
Cycling 3 45 times
62 deg vV 15 sec
V = pexuM OnNTUUYECKMX U3MEPEHMWI YCTaHOBUTbL U3MepeHne dyopecueHummn (Acquiring) no KaHanam
petekumm Green, Yellow, Orange n Red npu 62 °C

7.3 MoarotoBka u nposeaeHue MNMUP. ®acoska U, pyyHoe Ao3mpoBaHune

BHUMAHME!

1. Ona amnandukaumn cnegyet Ncnosb3oBaTb O4HOPA30Bbie aMNINGPUKaALMOHHbIE NPObMpKM
06béMOM 0,2 M MAM MUKponnaHweTbl MLUP 96 nyHok!, repMeTnsupyemble TEPMOMIEHKON.
He pekomeHayeTCcsi UMCMoJfb30BaTb CTPUMNOBaHHble NpobuMpkM B CBA3M C  OMACHOCTbIO
nocTamMnamdrKaumoHHON KOHTaMnHaumu.

2. Mpn npoBeAeHUN BCeX Mocnenyrwmx AeNCTBUN cnenyet nsberatb BO3AENCTBMS MPSIMbIX

COJTHEYHbIX JTy4en Ha Npobupkmn co cMmecbto Ansa amnamdunkauymm!

7.3.1 Tlpomapkupynte HeobxogmMmoe KOJIMYECTBO OAHOPA30BbIX  aMNAUMUKALMOHHbIX
npobupok o6vEMOM 0,2 Ma wnm mMukponaaHwet MUP 96 nyHOK anss HeM3BeCTHbIX
06pa3uos, Ana oTpuuUaTeNbHOro KOHTPOAbHOro obpasua (K-) n aAna nonoXuTenbHOro

KOHTponbHOro obpasua (K+).

MpumeyaHMe - PekoMeHAYeTCA MOCTAaHOBKA He MeHee 5 06pasuoB B OAHOM WCCNEA0BaHUMU

(3 HemzBecCTHbIX 06pa3ua, oTpMUaTeNbHbIA U MOIOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

Mpumep:
HeobxoanMo npoaHanu3mpoBaTb 4 HeM3BeCTHbIX oObpa3ua. [Ons  3Toro  HyXHO
npomapkupoBatb 4 nNpobupku/3ape3epBupoBaTb 4 JIYHKM  MUKponaaHweTta Ans
HensBecTHbIX 06pa3uoB, oaHY NpPObUpPKY/NyHKY ans «K-» n ogHy npobupky/nyHKy ans
«K+>». Obwee konnuyecTso Npobupok/nyHok — 6.

7.3.2  BcTpsxHuTe npobupKy €O cMecblo ANns aMnandukaumm Ha MUKpoLEeHTpudyre-sopTekce
B TedeHne 3-5 ¢ n ueHTpudyrmpyite Ha MMKpoueHTpudyre-sopTekce B TeueHne 1-3 c.

7.3.3 BHecuTe BO BCe NpoMapKupoBaHHble Npobupku/HeobxoanMblie NYHKM MUKpPoOMAaHLweTa
(Bkntovasa «K—» n «K+») no 6,0 mkn cmecn ana amnandukaumu.

7.3.4 BcTtpsaxHute npobupku ¢ TMLP-6ydepom n  nonumMmepasonn  TexHoTaq MAX
Ha MUKpoueHTpudyre-sopTeKkce B TeyeHune 3-5¢ n LeHTpudyrmnpymnTe

Ha MUKpouUeHTpudyre-sopTeKce B TeyeHme 1-3 c.

1 - ansa geTekTUpyoWwmx aMmnandukaTopos «ATNanT» MUKponaaHLweTsl 96 YHOK HE UCMONb3YIOTCA
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BHUMAHME! [Monumepasy TexHoTaq MAX Heo6xoauMMO AoCTaBaTb M3 MOPO3WUJIbHOW KaMepbl

HenocpeaCcTBeHHO nepea Mcnosib3oBaHUEM.

7.3.5 TpurotoBbTe cMechb MLP-6ydepa c nonmmepason TexHoTaq MAX. [Ins 3Toro cmewanTe
B OTAE/IbHOM O4HOpa3oBon npobupke:
- 6,0 x (N+1) mkn NUP-6ydepa,
- 0,3 x (N+1) Mkn nonumepasbl TexHoTaq MAX,
roe N — KOnmM4ecTBO MPOMapKMpPOBaHHbLIX MPOBUPOK/KONMYECTBO HEOBXOAMMbIX JTYHOK

MUKponaaHweTa ¢ YY4€ToM «K-», «K+>»,

Mpumep:
Heobxoanmo npoaHaan3npoBaTtb 4 Hen3BeCTHbIX obpasua, «K-», «K+>»,
MpoMapKnpoBaHHbIX MNpPo6UPOK/HEOEXOOUMBIX JIYHOK MUKporaHweTa - 6. HyxXHO

npurotoButb cMecb [UP-6ydepa wn nonumepasbl TexHoTaq MAX pana 7 (6+1)

npobunpok/nyHok, T.e. 42 mkn MNUP-6ydepa + 2,1 Mkn nonnmepasbl TexHoTag MAX.
7.3.6  BcTpsiXHUTe npobupKky C nNpuroToBrieHHoW cMecbto [LUP-6ydepa v nonumepassbl

TexHoTaqg MAX Ha MukpoueHTpudyre-BopTekce B TeyeHne 3-5 ¢ n ueHTpudyrmpymnte

Ha MUKpPOLIEHTPpUdYre-BopTeKce B TedeHne 1-3 c.

BHUMAHME! Cwmecb TMUP-6ydepa wn nonumepasbl TexHoTaq MAX HeobxoamMO TrOTOBMUTb

HenocpeacTBeHHO nepea Mcnosib3o0BaHUEM.

7.3.7 [dobaBbTe BO BCe NpOMapKMUpoOBaHHbIE NPOBUPKK/HEOEXOANMBIE TYHKU MUKPOMIAHLWIETA
Cco cMecblo ans amnnmndukaumm no 6,0 mkn cmecnm TMUP-6ydepa wn nonumepasbl

TexHoTaq MAX. HennoTHo 3akponTte npobupku.

BHUMAHME! Tocne pobaenenms cmecn TUP-6ydepa u nonumepassl TexHoTaq MAX
B NPOBUPKU/NYHKM CO cMecbio Ana aMmnandumkaumm HeobxoaAMMO B Te4yeHume [ABYX 4acoBs
BbINOSIHUTL 7.3.8 — 7.3.14.

7.3.8 BcTpsxHute npobupky C NOJSIOXUTENbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpoOLeHTpudyre-sopTekce B  Te4yeHwue 3-5c¢ 7 LeHTpudyrmpymTte Ha

MUKpOLEeHTpudyre-sopTekce B TedyeHue 1-3 c.

BHUMAHME!

1. Ona npenapata OHK wn oTpuuaTenbHOro KOHTPOSbHOrO obpa3sua nepes BHECEHWEM B
NpoGUPKU/NYHKN C peakUMOHHOM CMecbld HeobXxoAMMO BbIMNONHUTL pekoMeHAauum no
ucnonb3oBaHmio npenapata [AHK, npuBeaéHHble B UHCTPYKUMM MO MPUMEHEHUIO
Habopa/koMnnekTa peareHToB Ans BblaeneHnsa HK.

2. Mpu wucnonb3oBaHun aAns BblgeneHnsa [AHK komnnektoB peareHtos [1POBA-PAMWA,
MPOBA-HK, MPOBA-HK-MJIIOC, MPOBA-IC n MPOBA-IC-MJIKOC (Tonbko B Criydae, ecnm nocne
BblAesIeHNs Haf0CaZloMHas XWMAKOCTb, coAepxawas BbiaeneHHyt [AHK, 6bina nepeHeceHa B
HOBble NMpobMpKKN) HeobxoamMO BCTPSAXHYTb Npobupkm ¢ npenapatom OHK u oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3LLIOM Ha MUKpOLLEeHTpUdyre-sopTekce B TeueHue 3-5 ¢ n ueHTpudyruposaTb

Ha MUKpoLeHTpudyre-sopTeKce B TeueHme 1-3 c.
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3. Mpn wncnonb3oBaHun ansa BblgeneHns [OHK Habopoe pearenHtoB [MPOBA-MY-PAMNNA,
HeobxoamMo, He BCTpsIXmBas, ueHTpudyrmpoBaTb npobupkn ¢ npenapatom [OHK n
oTpuuaTeNbHbIM KOHTPOSbHbIM 06pa3uoM Ha MuKkpoueHTpudyre-sopTtekce B TedeHue 1-3 ¢,
3aTeM MNOMeCTUTb NpobupkM B MarHWUTHbIM wWTaTMB. B cnydae ecnan nocne BblaeneHus
Hagocado4yHas XUAKOCTb, coaepxawasa BsblageneHHyw [AHK, 6bina nepeHeceHa B HOBble
npobupku, cneayeT BCTPAXHYTb Npobupku ¢ npenapatoMm AHK n oTpuuaTenbHbIM KOHTPObHbIM
obpa3uoM Ha MuKpoueHTpudyre-soptekce B TedeHne 3-5C UM UeHTpUdyrmposaTb Ha
MUKpOLeHTpudyre-sopTekce B TedeHne 1-3 C.

4, Ona npenoTspalleHns KOHTaMUHauun cneayet nepeq sHeceHmeM [JHK oTKpbiBaTh KpbILWKHK
TOJIbKO Tex npobupok, B KoTopble 6yaeT BHOCUTLCA AaHHbIN obpaseu, M 3akpbiBaTb UX nepes
BHeceHneMm cneaytouwero. HeobxoamMmo 3akpbiBaTb nNpobupkm nnoTtHo. [Mpenapatel AHK u

KOHTPOJ1bHbIE 06pa3u,b| cneayetr BHOCUTb HaAKOHEYHUKAMU C CbVIJ'IprOM.

7.3.9 BHecuTe B COOTBETCTBYHOLUME MNPOMapKMpoBaHHble NPObUpKU/HEOBXOANMbBIE NYHKU
MukponnaHwera no 6,0 Mkn BblgeneHHoro w3 obpasuos npenapata AOHK.
B npobupku/nyHkn, npoMmapkupoBaHHble «K-» n «K+», IHK He BHocUTCS.

7.3.10 BHecuTe B npobupKy/nNyHKY, NpoMapKuMpoBaHHYK «K-», 6,0 MK oOTpuuaTenbHOro
KOHTponbHOro obpasua, npoweawero atan sbigeneHnsa AHK (cm.7.1).

7.3.11 BHecuTe B nNpobMpKY/NyHKY, MpPOMapkKmpoBaHHyto «K+», 6,0 MK MNONOXWUTENbHOro
KOHTponbHOro obpasua.

7.3.12 B cnydae ncnonb3oBaHna MmkporsiaHweTtos MLUP 96 nyHok:

7.3.12.1 TloMecTuTe aKKypaTHO, He BCTpAXmBasa, MmkponnaHuwet MNP B moanoxky yCcTponcTBa

ANd 3aneyaTtbiBaHMA niaHweTos ATnak.
7.3.12.2 TlpoBeante 3anevyatbiBaHWe MukponnaHweTa MNUP nonnmepHon TepMOniéHKon
COrflacHoO pyKoBOACTBY MO 3KCnyataumu npubopa ATnak.

7.3.12.3 UeHnTpudyrupynte mukponnaHwet MLUP npn RCF(g) 100 B TeueHune 30 c.

7.3.13 B cny4ae ucnonb3oBaHUsa Npobupok:
LeHTpudyrmnpymnte sce npobupku Ha MMKpoueHTpudyre-sopTekce B TedeHue 3-5 c.

7.3.14 YcraHoBuTe BCe npobupku/mukponnaHwert MLUP B 6nok  geTekTupytowlero
amnnundgukatopa n nposeaute MUP (7.3.15, 7.3.16).

7.3.15 [Onga geTtekTupyowmx amnangukatopos cepun AOT:
3anycTuTe nporpaMMHoe obecnedeHune aeTekTupytowero amnamdukaropa. Npu nepsom
npoBeaeHuun TMLP 3arpy3uTe cOOTBETCTBYOWMIA TecT!. [anee v Npu NOCIEeAyLWmxX
NOCTaHOBKAaxX Co3fjaMTe COOTBETCTBYIOWMMN MNPOTOKOA  WUCCNefOoBaHUA:  yKaxXuTe
KONIMYeCcTBO UM unaeHTudukaTopbl 06pasuoB, B TOM 4WUCIe OTPUMUATENLHOrO W
NOJIOXUTENBHOIO KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacrnonoxeHwe obpasuoB Ha
MaTpuue TepMobnoka B COOTBETCTBMU C UX YCTAHOBKOM n nposeauTte MNLP. Mpu Boibope

TecTa A0/HKHa oTobpaxaTbCs nporpamMMa, NpuBeaéHHas B Tabnuue 7.

1 — TecT Ansa AeTekTUpYOLWMX aMmnnndukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnm npegoctaBnseTcs NpousBoaMTeneM Habopa peareHToB
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7.3.16 [nsa petektupytowmx amnnmpukatopos CFX96 n Applied Biosystems QuantStudio 5:
MposeguTte MUP c yyeToM 061bEMa peakUMOHHOW cMecu, paBHOro 18 Mk, Nno nporpamMMam

amnandukaummn, npmeeaéHHbIM B Tabnnuax 4, 5 COOTBETCTBEHHO.

Tabnuuya 7 - [porpamma aMmnavdukaumm Ans AeTEKTUPYOWMX aMnandunkaTopos

«OTnpanm», «ATnant» (dpacoska U)

Pe)xxum
No Yucno
Temnepartypa, °C MUH c ONTUYECKUNX Twun 6noka
6noka LUMKNIOB -
U3MepeHun
80 0 5
1 15 Uwnkn
94 0 5
2 94 5 00 1 Lunkn
94 0 30
3 5 Lnkn
64 0 15 2\
94 0 10
4 45 LUukn
64 0 15 4
5 94 0 5 1 Lnkn
6 251 XpaHeHue XpaHeHue
V — pexuM ONTUUYECKMX U3MEpeHuit
7.4 MoarotoBka wn nposegeHne T[IUP. ®acoeka U, ¢ wucnonb3oBaHMeEM [O3MpPYHOLWLErO

ycTtponctea [ATctpum (TONbKO Ans  AeTektupytowero amnamdukatopa <«ATnparim» B

Moaudukaumm «ATnpanm *X*»)

BHMMAHME!

1. Ons amMmnandukaumm cnepyert MCMNonb30BaThb MuUkponnaHweTbl MUP 384 nyHku,
repMeTmn3npyemMblie TEPMOMIEHKON.

2. Mpu nposBeAeHUN BCeX Mnocnenyowmx AeNcTBun cnenyet nsberatb BO34ENCTBUS MPSMbIX

COJTHEYHbIX nyqeﬁ Ha I'IpO6MpKVI CO CMeCbio an4d aMI'IJ'IMCbVIKaLI,MVI!

MpumeyaHMe - PekoMeHAyeTCA [MOCTAaHOBKA He MeHee 5 06pasuoB B OAHOM WCCAeA0BaHWMU

(3 HemzBecCTHbIX 06pa3ua, oTpMuaTesibHbIA U MOIOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

7.4.1  BcTpsixHUTe NpobUpPKY CO CMEChIo AN aMnanduKaumMm Ha MUKPOLIEHTpUDYre-BopTeKCE

B TeUdeHne 3-5 ¢ 1 ueHTpudyrupyinTe Ha MUKPOLEHTpUdYre-BopTeKCE B TeyeHme 1-3 c.

7.4.2 BcTtpsaxHute npobupkn ¢ MUP-6ydepom un nonuMmepason TexHoTaq MAX Ha
MUKpOLEeHTpudyre-soptekce B  TedeHMe 3-5¢c wu LeHTpudyrmpynte  Ha

MUKpoOLEeHTpudyre-sopTekce B TedeHue 1-3 c.

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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BHUMAHME! T[lonumepasy TexHoTaq MAX Heob6xoauMMO AoCTaBaTb M3 MOPO3WU/IbHOWM KaMepbl

HenocpeacTBeHHO nepea Mcnosib3oBaHUEM.

7.4.3 Cneays ykasanuam MO gosuvpytowero ycrponcrea ATCTpuM, NpUroToBbTE B OTAE/IbHOMN
oaHopa3oBoi npobupke cmeck MUP-6ydepa n nonmmepasesl TexHoTaq MAX.

7.4.4 BcTpaxHuTe npobupky C npurotoesneHHom cMecbto T[LUP-6bydepa wn nonmmepasbl
TexHoTaq MAX Ha MUKpoLeHTpudyre-sopTeKkce B TedeHne 3-5 ¢ n ueHTpudyrnpymnTe Ha
MUKpOLEeHTpudyre-sopTekce B TeyeHue 1-3 c.

7.4.5 BcTpaxHuTe npobupky C MOSIOXUTENbHbBIM KOHTPOJIbHbIM obpasuom Ha
MUKpOLeHTpudyre-sopTekce B  TedyeHwue 3-5c 7 LeHTpudyrmpymTte Ha

MUKPOLEHTpUdYre-BopTeKce B TeyeHne 1-3 c.

BHVUMAHME!

1. MNepen npoBeaeHneM Ao3mpoBaHus ang npenapata AHK n oTpuuaTenbHOro KOHTPObHOMO
obpasua Heo6x0AMMO BbINOMHWUTL pEKOMEeHJauMM nNo WUCNoNnb3oBaHuio npenapata [AHK,
npuBeAéHHbIE B MHCTPYKLUWM NO NpUMeHeHUto Habopa/KoMnsiekTa peareHToB Ans BblaenexHns HK.
2. Mpun wucnonb3oBaHun aAns BblgeneHna [AOHK komnnektoB peareHTos [M1POBA-PAMAWA,
MPOBA-HK, MPOBA-HK-MJTIOC, MPOBA-IC n MPOBA-IC-MJ1KOC (Tonbko B cry4dae, ecam nocrne
BblAeNeHNs HadocadouyHas >XWAKOCTb, copepxawas sbiaeneHHyio AHK, 6biia nepeHeceHa B
HOBble NMpobMpKKN) HeobxoamMo BCTPSAXHYTb Npobupkm ¢ npenapatom AHK u oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3LOM Ha MUKpOLUEeHTpudyre-sopTekce B Te4eHme 3-5 ¢ n ueHTpmdyrmposaTtb
Ha MUKpouUeHTpudyre-sopTeKce B TeyeHme 1-3 c.

3. Mpu wncnonb3oBaHum ansa BblgeneHns [OHK Habopoe peareHtoB [MPOBA-MY-PAMNNA,
HeobxoomMMO, He BCTpsAxuBas, ueHTpudyrmpoBaTe npobupkn ¢ npenapatom [AHK u
oTpuuaTesibHbIM KOHTPOJIbHbIM 06pasuoM Ha MUKPOLEHTpudyre-sopTekce B TedeHue 1-3 ¢,
3aTeM MNOMECTUTb MNPOB6MPKM B MarHUTHbIM WTaTMB. B cnydyae ecnn nocne BblaeneHus
Hajocajo4yHas >XWAKOCTb, coAepxawas BblaeneHHywo [OHK, 6blna nepeHeceHa B HOBble
npobupkun, cneayet BCTPAXHYTb Npobupku ¢ npenapatom AHK n oTpuuaTenbHbIM KOHTPObHbLIM
obpa3uoM Ha MUKpoUeHTpudyre-sopTekce B TedeHuMe 3-5C u ueHTpudyrmposaTb Ha

MUKPOLIEHTpUdYre-BopTeKce B TedeHne 1-3 c.

7.4.6 YcraHoBuTe npobupkm co cMmecbto ana amnaudukaumm, co cmecbto MNLUP-6ydepa un
nonuMmepasbl  TexHoTaq MAX, npobupku wunm  rybOKOAYHOUYHbIE  MNAHLIETHI
c npenapatamm [AOHK, oTpuuaTenbHbIM KOHTPOJSIbHbIM 06pasuoM W MNONOXUTENbHbIM
KOHTpPONbHbIM 06pasuoM, a Takxe MukponnaHweT TMUP Ha pabounin cton ATcTpuMm m
nposeanTe A03MPOBAHME KOMIMOHEHTOB COr/lacHO PyKOBOACTBY MO 3KCrjyaTauun.

7.4.7 TloMecTuTe aKKypaTHO, He BCTpsixmBasi, MmkponaaHwert MNP B moanoxky ycTponcTea ans
3aneyaTbiBaHUA MnaHweTtos [Tnak nocne 3aBepLlieHUs NporpaMmbl Ha AO3MPYHOLLEM
ycTpoictee ATcTpumM.

7.4.8 T[poBeauTe 3arnedaTbiBaHne mmkponaaHweta MNMUP nonnmepHoin TepMONSIEHKOM COrnacHo
pPYKOBOZACTBY MO 3KCrayaTaumm npubopa ATnak.

7.4.9 Uentpudyrmnpynte mukponnaHwet MUP npn RCF(g) 100 B TeueHne 30 c.

26



HSV1/HSV2/CMV

FepnecKomnnexc WHCTpyKUumua no npumeHenmro | 1093 ot 15 despansa 2025 roaa 4 nHK-TEXHonoruﬂ

7.4.10 YcraHoBuTe MukporaHwet MUP B 610K geTekTupyowero amnandukaTopa.

7.4.11 3anyctuTte nporpaMMHoe obecnedyeHune getekTupyrowero amnamdukartopa. lNpu nepsom
npoeeaeHnn [MLP 3arpysuTe cooOTBETCTBYWOWMIA TecT!. Janee u npu nocneayoLmx
MOCTaHOBKAxX CO34aMTe COOTBETCTBYHLWMA MPOTOKOA  WUCCAeAOBaHUA:  YKaXxuTe
KONM4ecTBO W wunaeHtTudukaTopbl o06pas3uos, B TOM 4ucne OTpuUaTenbHOro U
MOSIOXKUTENBHONO KOHTPOJIbHbLIX 06pa3uoB, OTMeTbTe pacnosaoxeHne o6pas3uoB Ha
MaTpuue TepMobaoka B COOTBETCTBUM C UX yCTaHOBKOW mn nposeauTe MUP. MNMpu Bbibope

Tecta go/kHa otobpaxaTbca nporpamma, npmueenéHHas B Tabnuue 6.

8 PETNCTPALUMA PE3YJIbTATOB AMIVIN®OUKALIMN

Perncrpauua curHana cbnyopecu,eHu,MM npoBOoAUTCA AETEKTUPYOLWNM aMI'IJ'IMCbVIKaTOpOM

aBTOMaTU4e€eCKMN BO BpeEMA aMI'IJ'IMCbVIKaLI,MVI.

1 — TecT Ansa AeTekTUpYOLWMX aMmnandukaTopos cepum AT co3aaércs nyTéM BBOAA NapaMeTpos (NapaMeTpbl
TecTa ykasaHbl B MpunoxeHun B) nnum npegoctaBnseTcs NnpousBoaMTeneM Habopa peareHToB
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9 YYET U UHTEPMNPETALMUSA PE3Y/IbTATOB
9.1 YuyeT pe3ynbTatoB aMmnduKaunum OCYLWECTB/ISIETCS aBTOMATUUYECKM C  MOMOLLbIO

NporpaMMHOro o6ecrneyvyeHuns, NOCTaBISEMOro C AETEKTUPYIOLWNUM aMNINdUKaTOPOM.

9.2 Mpn ncnonb3oBaHun getekTupyrowmnx amnamdukatopos CFX96 cneagyet ncnosab3oBaTb
perpeccmoHHblt TN aHanusa (Cq Determination Mode: Regression), Bo Bknaake «Baseline

Subtraction» Heobxognmo BbIbpaTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTaumns pesynbTaToB MpPoOBOAMTCA B COOTBETCTBMM C Tabnuuen 8. PesynbraThl
MOCTaHOBKMW BanugHbl, €C/IN BbIMNOSHAOTCSA YCI0BUS MHTEPNpETaumMn pe3ynbTaToB, MOoSyYeHHbIX

ANS KOHTPOJbHbIX 06pa3suos.

Tabnuuya 8 - WMHTepnpetaums pesynbtatos lMLP

KaHan petekumun

Fam/Green, | Hex/Yellow/Vic, | Rox/Orange, Cy5/Red, L Dl S L L | L5

Cp/Cq/Ct Cp/Cq/Ct Cp/Cq/Ct Cp/Cq/Ct
HeunsBecTHble 06pas3Lbl

O6Hapy>xeHa AHK

Yka3zaH He yuuTbiBaeTcsa He ykazaH He ykasaH Herpes simplex virus 2
(HSV2)
O6Hapy>xeHa AAHK
He ykasaH He yuuTbiBaeTcs YkasaH He ykasaH Cytomegalovirus
(CMV)
O6Hapy>xeHa AHK
He ykasaH He yunTbiBaeTcs He ykasaH YkasaH Herpes simplex virus 1
(HSV1)
He ykasaH Yka3saH He ykasaH He ykasaH He obrapyxena IHK
BbISIB/ISEMbIX MUKPOOPraHM3MoB
He ykasaH He ykasaH He ykasaH He ykasaH HepocTtoBepHbI pe3synbTaTt

OTpuuaTesibHblI KOHTPONbHbIW 06pasel

OTpuuaTesibHbIi pe3ynbTaT

He ykaszaH Yka3saH He ykaszaH He ykasaH
Pe3ynbTaTbl NOCTAHOBKW BasUAHbI

Mono)xuTenbHbIN KOHTPOJIbHbIW O6pasel

Mono>xutenbHbIi pesynbraT

YkasaH YkasaH YkasaH YkasaH
Pe3yn bTaTbl MOCTAHOBKW Ba/INAHbI

9.4 HepoctoBepHbIn pe3ynbTaT MOXET OblTb CBA3aH C MPUCYTCTBUEM UHIMBUTOpPOB
B npenapate [AHK, noayyeHHOM wn3 6uonormyeckoro Matepuana; HEBEpPHbIM BbIMOJIHEHMEM
MpoToKONa aHanusa; HecobnogeHneMm TemnepaTypHOro pexuma amnamdukaumm m ap. B atom
cnydyae TpebyeTtcsa nosTopHoe npoBegeHue TUP ¢ wuMmewowmmca npenapatom OHK, nubo
nosTopHoe Bblgenenmne OHK n nocrtaHosBka lNUP ans atoro obpasua, nnmbo noBTopHOE B3sATME

6uonorMyeckoro Mmatepuana y naumeHTta (BbIMNONHAETCS NOCNeA0BaTesbHO).

9.5 Ecnn pnsa 6uonorndeckoro obpasua nony4eHol 3HaveHms Cp/Cq/Ct meHee 24 no KaHanam
petekunmn Fam/Green, Rox/ Orange nnm Cy5/Red, TO 3TO roBOpuT O BbICOKOW NepBOHa4abHOMN
KOHUeHTpaunn [OHK cooTBeTCTBYHOLWLEro MWUKpoopraHmsma. B AaHHOM c/fiyyae BO3MOXHO
nony4vyeHne JIOXKHOOTPMUATENbHOINO pe3ynbTata Anas  MukpoopraHmsma, [AOHK koToporo

NMPUCYTCTBYET B HU3KOMN KOHUEeHTpaumn. [na UCKNUYEeHUS N0XHOOTPULATENbHbIX pe3ynbTaToB
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pekoMeHayeTcss noBTOpHO nposectn [MLUP BblaeneHHoro npenapata AHK ¢ mncnonb3oBaHmeM
Habopa peareHToB ans seiseneHus AHK Bupyca npocrtoro reprneca yenoseka 1, 2 tunos (HSV 1, 2)
METOAOM NosiMMepasHol uenHonm peakummn (BMIM-reH), 000 «AHK-TexHonorus TC», Poccus,
PY N2 ©®CP 2008/03946 n Habopa peareHToB Ans BbiasneHns AHK untoMeranosmpyca yenoBeka
(CMV) MeTogoM nonuMepasHoih uenHowm peakumm (UMB-TEH), OO0 «OHK-TexHonorus TC»,
Poccusa, PY N2 ®CP 2008/03945.

9.6 Mpyn nNoAYyYEHUU MOSIOXKUTENBHOIO pe3ynbTata ASS OTPULATENbHOIO0 KOHTPOSIbHOIO
obpa3ua pe3ynbTaTbl BCEN MOCTAHOBOYHOW CEPUU CUUTAIOT HEAOCTOBEPHbIMU. B 3TOM cnydyae
Heo6X0ANMO NpoBeAEHNE CreLmanbHbiX MEPONPUATUIA NS BbIABNEHUSA U YCTPAHEHWUS BO3MOXXHOM

KOHTaMnHauunu.

9.7 MpyM MNONYYEHUU OTpPULIATENBHOrO pe3ynbTaTa A/ MOJIOKUTEbHOIO KOHTPOJIbHOIO
obpa3sua pe3yfbTaTbl BCEM MOCTAHOBOYHOW CEPUU CUUTAIOT HEAOCTOBEPHbIMU. B 3TOM cnydae

Tpe6ye'rc;1 NMOBTOpPHAas noCraHoOBKa aMI'I}'IM(bMKaU,MM BCeMn napTmm O6paBLl,OB.

10 TPAHCNOPTUPOBAHME, XPAHEHUE N SKCNJIYATALUUA

10.1 TpaHcnopTupoBaHue
10.1.1 TpaHcnopTupoBaHme Habopa peareHTOB OCYLLECTBASAIT B TEPMOKOHTEMHepax
C XJlaflo31IeMeHTaMM BCEMWU BUAAMU KPbLITOro TpaHCnopTa Mpu TemMnepaType BHYTpu
TEPMOKOHTENHEpPA, COOTBETCTBYIOLWEN YCIOBUAM XPaHEHUS KOMMOHEHTOB, BXOASLLMX
B cocTaB Habopa peareHToB.
10.1.2 ®acoBka S
JonyckaeTcs TpaHcnopTupoBaHue Habopa peareHTOB B TEpPMOKOHTEMHepax C
Xflaflo3NIeMeHTaMn BCEMU BUAAMU KPbITOro TpaHCropTa MNpu TeMnepaTtype BHYTpU
TepMOKOHTerHepa oT 2 °C go 25 °C He 6onee 5 cyTok.
10.1.3 ®acoska U
10.1.3.1 [onyckaeTcs TpaHcnopTupoBaHme Habopa peareHToB, 3a UCK/IIOYEHNEM NosinMepasbl
TexHoTaq MAX, B TEpPMOKOHTENHepax C xjajo3/1eMeHTaMM BCEMU BUAAMU KPbITOrO
TpaHcrnopTa npu TeMnepaType BHYTpU TepMoKoHTenHepa oT 2 °C go 25 °C He 6onee
5 cyTok.
10.1.3.2 [JonyckaeTcs TpaHCNopTUupoBaHue nonmMepasbl TexHoTaq MAX B TepMOKOHTEMHEpax
C XJ1a03/IEMEHTaMN BCEMW BMAAMU KPbITOrO TpaHCropTa npu TeMnepaTtype BHYTpu
TepMOKOHTeNHepa Ao 25 °C He 6onee 5 cyToK.
10.1.4 Habopbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HapylleHWeM TemMnepaTypHOro pexuma,

NMPUMEHEHUIO HE NMoANiEXarT.
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XpaHeHue

dacoska S

Bce KkKoMmnoHeHTbl Habopa peareHTOB cneayer XpaHWUTb B  XOJOAWMNBHUKE WU

xonoaunebHo kamepe npu Temnepatype oT 2 °C go 8 °C B TeueHme BCero cpoka

rogHoctTn Habopa peareHToB. CMecb Ans amnindukaunm, 3anevyataHHyo napaduHomM,

cneayeTt XpaHuUTb B 3alUMWEHHOM OT CBETa MecTe.

dacoska U
Bce komMnoHeHTbl Habopa peareHToB, 3@ UCK/IlOYEHMEM NonmMepasbl TexHoTaq MAX,
cnenyet XpaHuTb B XONOAWNBHWUKE WU XOMOAWIBHOMW KaMepe npu TeMmnepaTtype
oT 2 °C po 8 °C B TeueHMe BCcero cpoka rogHoctn Habopa peareHToB. CMecb Ans
amnandukaumn cneayet XpaHuTb B 3alLMIWEHHOM OT CBeTa MecTe.
Monumepasy TexHoTaq MAX cneayeT XpaHuTb B MOpPO3WIbHOW KaMmepe npwu
TeMmnepaTtype oT MUHYC 22 °C o MuHyc 18 °C B TeuyeHMe BCero cpoka rogHoCTu
Habopa peareHTOB.

Habopbl peareHTOB, XpaHWBLUMECS C HapyLIeHWEM periaMeHTUPOBAHHOINo pexuMma,

npuMeHeHNo He noanexart.

YKaszaHua no aKcnayataumm

Habop peareHTOB AO/IXEH MPUMEHSATLCS COr/TaCHO AENCTBYOLWEN BEPCUN YTBEPXKAEHHON

WHCTPYKUMM MO NPUMEHEHMIO.

Ona  nony4dyeHMs [OCTOBEPHbIX pe3ynbTaToB HeobxoAuMMo cTporoe cobnwaeHue

WHCTPYKUMKM MO NpUMeHeHnto Habopa peareHToB.

Mocne BCKpbITUS YMakOBKWM KOMMOHEHTbl Habopa peareHTOB creayeT XpaHuTb MNpu

cnenyuwmx ycnoBumsx:

— BCe KOMMNOHEeHTbl Habopa peareHToB, 3a UCKOYEHNEM nonumepasbl TexHoTaq MAX,
cnepyeTr XpaHuTb B XOSOAWIbHMKE WAN XONOAMNBHOM KaMepe npu TemnepaType
oT 2 °C go 8 °C B Te4yeHMe BCEro Cpoka rogHoCcTn Habopa peareHToB;

— CMecCb Ans amnamdukaumm n cMecb Anas amnamdukaumm, 3anedataHHyo napaguHoM,
cnepyer XpaHuTb B XOSOAWIbHUMKE WAN XONOAMNBHOMW KaMmepe npu TemnepaType
oT 2 °C pgo 8 °C B 3alUMLEHHOM OT CBeTa MecTe B TeYEeHMe BCEero cpoka roaHoCTu
Habopa peareHTOB.

- nonumepasy TexHoTaq MAX (dacoBka U) cneayeT XpaHUTb B MOPO3UJSIbHOM KaMmepe
npu TemnepaTtype oT MUHYC 22 °C go MUHYC 18 °C B TeueHMe BCEro Cpoka rofHoCTm
Habopa peareHToB.

Ha6opbl peareHToB C UCTEKLLUMM CPOKOM FOAHOCTM MPUMEHEHUIO HE MoANexar.
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11 YKA3AHUA NO YTUWIN3ALUUNUN

11.1 Mpn wmcnonb3oBaHMM Habopa peareHTOB B KJIMHUKO-AMArHoCcTnyeckon nabopartopum
obpas3ylTcs oTXoAbl Knacca B, KoTopble YTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMSMMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, Npuweawme B HEMPUIrogHOCTb, B TOM YMC/ie B CBSA3M C UCTEYEHMEM
CpoKa TrOAHOCTW, TMOBpeXAeHWEM YMNakoBKW, noanexar yTuams3auum B  COOTBETCTBUMU
¢ TpeboBaHusamMm CaHlnH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeonpuaTne-mn3rotToBuTeNb rapaHTmpyeTt COOTBETCTBUE Habopa peareHToB
TpeboBaHMAM TEXHUYECKUX YCIOBUI Npu COBM0AEHUN YCIOBUMN TPAHCNOPTUPOBAHNSA, XpaHeHns

M 3KCcnayatTaunn, yCtTaHOBJIEHHbIX TEXHNYECKUMU YCNTOBUAMN.

12.2 Cpok rogHoct Habopa peareHToB — 12 MecsiueB Npu CO6MOAEHMM BCEX YCNOBUI

TPAHCMNOPTUPOBAHUA, XPaHEHNA N SKCNJ1yaTauun.

13 PEMOHT N TEXHNYECKOE OBCJ1Y>)KUBAHME

Habop peareHToB npefHasHaudeH A/ OAHOKPATHOrO TMPUMEHEHUS WM HE MOANIEXUT

TEXHNUYECKOMY 06CNY>KMBAHUIO U TEKYLLEMY PEMOHTY.

14 CNMBO/J1Ibl, UCNOJIb3YEMBbIE NP MAPKNPOBKE HABOPA PEATEHTOB

MeaununHckoe nsgenve

L Homep no kaTtanory
ANa AMarHoCTuKK in vitro

TeMnepaTypHbIit AManasoH N3rotoBuTens

E [

3

Cofep>X1MOro OCTaTOuHO _77:_ He ponyckatb
LNsi NpOBeAeHNs <n> TecToB ’.\\ BO3/EiCTBMNSA CONTHEYHOrO CBETa

Mcnonb3oBaTtb A0 HecTepunbHO

Az
22
R

Koa naptum (cepun)
Ob6paTtnTecb K UHCTPYKLUUK

no NpUMEHEHUIO TN K NHCTPYKUNN
Mo NpMMEHEHUIO B 3JIEKTPOHHOM BUae

LB 0| |3
=,

[aTta u3rotosneHus
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15 NMEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAAPTOB

[OCT ISO 14971-2021 W3penua MeauumHckue. [lpuMeHeHUMe MeHeaKMeHTa pucka K
MeANLMHCKUM n3aenunsam

FOCT 15.309-98 Cucrtema pa3paboTkm n NOCTAaHOBKW NpPOAYKLMM HA MPOM3BOACTBO. McnbiTaHus
N Npuemka BbinyckaeMon npoayKummn. OCHOBHbIE MOSIOXEHUS

FOCT P 2.105-2019 EanHaa cucteMa KOHCTpPYKTOpCKon paokymeHTauum (ECKAO). O6wue
TpeboBaHMS K TEKCTOBbLIM AOKYMEHTaM

FOCT P 15.013-2016 Cunctema pa3paboTkm U NOCTaHOBKM nMpoaykuum Ha npomssoacteo (CPIM).
MeanunHckne nsgenus

FOCT P 51088-2013 MeauuuHCcKue usgenus Ana AMarHOCTUKWM UMH BUTPO. PeareHTbl, Habopbl
peareHTOB, TEeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, nuTaTenbHble cpeabl. TpeboBaHus K
n3genvsMm u NoanepXxunBatoLLei AOKYMeHTaunm

FOCT P 51352-2013 MeanumHckme nsnenmsa Ans AMarHoCTUKM MH BUTPO. MeToabl UCMbITaHUMA
FOCT P NCO 15190-2023 JlabopaTtopunn meanumnHckme. TpeboBaHmsa 6e3onacHocTun

FOCT P UCO 15223-1-2023 WU3genuna MepgumumHckue. CUMBOMbI, NMPUMEHseMble Af19 nepeaaudu
MHdOpMaUunn, NpegocrtaBnsgeMon nsrotoeurtenem. HYacrtb 1. OCHoBHble TpeboBaHUSA

FOCT P NCO 18113-1-2015 MeanumnHckme wmsgenusa Ana AMarHoCTuUKM in vitro. UMHdbopmaums,
npegocrasnsieMas usrotoeutenem (MapkumpoBka). Yactb 1. TepMuHbI, onpeaeneHusa n obuwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauumHCcKkMe wm3genusa ans AnarHoctuku in vitro. MHdopmaums,
npeagocrasnsieMas narotosurtenem (MapkupoBka). Yactb 2. PeareHTbl Ans AMArHOCTMKM in vitro
AN npodeccnoHanbHOro NpuMeHeHuns

FOCT P NCO 23640-2015 N3penna MeauUMHCKME Ans  AuMarHoctmku  in vitro. OueHka
CTAabUNbHOCTM peareHToB A5 AMAarHOCTUKMK in vitro

FOCT P 53022.3-2008 TpeboBaHusA K KayecTBY KAMHUYECKUX nabopaTopHbIX WUCCNeaoBaHWUM,

Y.3. NpaBuia oueHKN KNMHNYECKON MHPOPMATUBHOCTM 1abopaTopHbIX TECTOB.

MpuMeyaHne - YKasaHHble Bbllle CTaHAAPTbl 6blIM AENCTBYOWMMW Ha MOMEHT YTBEPXAEHMS
WMHCTPYKLMM NO MNPUMEHEHUIO. B AanbHelLeM, npy Nofib30BaHUN [OKYMEHTOM, Liefiecoo6pasHo NpoBepuTb
[NENCTBNE CCbITOYHbIX HOPMATUBHbIX IOKYMEHTOB Ha TEKYLLMIA MOMEHT. ECIN CCbITIOUYHbIN AOKYMEHT 3aMEHEH
WA WU3MEHEH, TO MNpU MNPUMEHEHWM HACTOALWEro AOKYMeHTa CneAyeT Mo/b30BaTbC 3aMeHEHHbIM

(M3MEHEHHBLIM) AOKYMEHTOM.
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16 ALOPEC AN OBPALLEHUA

MpounseoacTBo HabopoB peareHToOB MMeeT cepTUdULMPOBaAHHYIO CUCTEMY MEHeXXMEHTa
KayecTBa M COOTBETCTBYET TpeboBaHUSAM CTaHAapTa CMCTEM MeHeaXMeHTa kadyectBa ISO 9001
B obnactu paspaboTku, nponssoacTea u npogaxu IVD peareHToB 1 npubopos aAns MoseKysapHo-
reHeTMYeCcKon AMarHOCTUKKM, M apyroro nabopatopHoro npuMeHeHns u ISO 13485 B obnactu
pa3paboTtku, npomssoacTtBa M npogaxu IVD peareHtoB un npubopoB 408 MegULMHCKON

MOﬂeKynﬂpHO-FeHeTMHeCKOM ANAarHoCTuKu.

Mpoussoautenn: O6WECTBO C OrpaHMYEHHOM OTBETCTBEHHOCTbl <«AHK-TexHonorma TC»
(000 «OHK-TexHonorusa TC»), Poccus.

Appec npousBoguTtensi: 117246, Poccus, r. Mockea, npoe3g HayuHbin, a. 20, ctpoeHue 4.

MecTo npousBoAcCTBa:

- 000 «[OHK-TexHonorma TC», 117246, Poccusa, r.MockBa, npoe3g HaydHnbin, pg. 20,
CTpoeHue 4;

- 000 «HMNO AHK-TexHonormna», 142281, Poccusa, MockoBckas obnactb, r. lNpoTBUHO,

yn. XenesHogopoxHas, 4. 3.

Mo BompocaM, KacawwuMmcs kayecTBa Habopa peareHToB, cneayeT obpawartbCcs B
cny>X6y K/IMEHTCKOMN NOAAEPKKMN.
Cnyxb6a KNMEeHTCKOM NoanepXKu:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbin),
+7 (495) 640-16-93 (ansa crpaH CHI 1 3apyb6exbs, 3BOHOK MAATHbIN).
E-mail: hotline@dna-technology.ru

www.dna-technology.ru

Homep 1093
2025-02-15
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UHCTPYKUMA NO NPUMEHEHUIO
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} AHK-TEXHONOrus

MPUNOXEHMUE A

MapamMeTpbl TecTa, KOTOpble HE06X0ANMO BHECTU B NporpaMMHoe o6ecneueHme

AeTekTMpymwwmnx amnnamdpukatopoB «ATnpanm», «ATnant»

npu ncnosb3oBaHnn Habopa peareHtoB HSV1/HSV2/CMV lNepnecKomnnekc

B (pacoBke S

1) KonunyectBo npobupok B Tecte - 1;

2) O6béM peakuMoHHOW cMecn — 35 MKn;

3) B okHe «[lporpamma amnandukaumn» BBECTU cneayowme napaMmeTpbl:

(HSV2)

(CMV)

(HSV1)

Pe)xum
N2
6noka Temnepatypa, °C MUH (o Yucno umknos ONTUYECKUNX Twun 6noka
n3MmepeHunn
80 0 30
1 1 Uwvkn
94 1 30
94 0 30
2 5 Uwukn
64 0 15 %
94 0 10
3 45 Lnkn
64 0 15 4
4 94 0 5 1 Lnkn
5 251 XpaHeHue XpaHeHue
V - pexuM ONTUUYECKMX U3MEpeHuit
4) BHecTn cneaytowme napamMeTpbl KaHanoB AeTeKunn:
Fam Hex Rox Cy5 Cy5.5
Herpes simplex virus 2 BK Cytomegalovirus Herpes simplex virus 1 _

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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NMPUNOXXEHUE b

MapamMeTpbl TecTta, KOTOpble He06X0AMMO BHECTU B NporpaMMHoe obecneueHune
AeTekTMpywwmnx amnandpukatopoB «ATnpanm», «ATnant»
npu ncnosb3oBaHun Habopa peareHtToB HSV1/HSV2/CMV lNepnecKomnnekc

B (pacoBke U

1) KonunyectBo npobupok B Tecte - 1;
2) O6béM peakUMOHHOW cMecn — 18 MKn;

3) B okHe «[lporpamma amnandukaummn» BBECTU cneayolme napaMmeTpbl:

Pexxum
N°
6noKa TemnepaTtypa, °C MWH c Yucno uyukios ONTUYECKUX Twun 6n10ka
n3MepeHun
80 0 5
1 15 Unkn
94 0 5
2 94 5 00 1 Lmkn
94 0 30
3 5 Lunkn
64 0 15 v
94 0 10
4 45 Unkn
64 0 15 v
5 94 0 5 1 Lunkn
6 251 XpaHeHue XpaHeHue
V - pexuM onTUYECKNX U3MepeHui
4) BHecTn cneaytowme napamMeTpbl KaHanoB AeTeKunn:
Fam Hex Rox Cy5 Cy5.5
Herpes simplex virus 2 BK Cytomegalovirus |[Herpes simplex virus 1 _
(HSV2) (CMV) (HSV1)

1 — ponyckaeTtcs xpaHeHue npu TemnepaTtype 10 °C
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