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CMUCOK COKPALLEEHMI N OBO3HAYEHUIA

B HacTosLlel MHCTPYKUMN MCMOJb3YIOTCS Creayowmne CoKpaleHusa n 0603HavYeHus:

CMV - oT aHrn. Cytomegalovirus

HSV1 - OoT 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 - Ae30KCUpUBOHYKEeassbl

K- - oTpuuUaTesbHbIM KOHTPOJIbHbLIN 0bpasel
K+ - MOSIOXUTENbHbIA KOHTPONbHbLIN 06pa3ey
JIKO - NabopaTopHbIN KOHTPOJIbHbLIN 0bpa3el
HK - HyKknenHosble kncnotbl (PHK n HK)
rnup - MosiIMepasHasa uenHaa peakuus
PHKa3bl - pnboHykKkeasbl
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1 NPEAHASHAYEHHOE NPUMEHEHMUE
1.1 MonHoe HamMmeHoBaHMe Habopa peareHToB: Habop peareHToB Ans BbisBneHusa AHK

Herpes Simplex Virus 1, Herpes Simplex Virus 2, Cytomegalovirus metogom MNUP B pexnme

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

1.2 HasHauyeHne: Habop peareHTOB npegHa3HaydeH Ans BbisBneHusa OHK Herpes simplex
virus 1, Herpes simplex virus 2, Cytomegalovirus B 6uonornyeckom matepmnane yenoseka (Moua,
COCKObbl 3nMuUTEeNnnanbHbIX KNETOK M3 yporeHuTasnbHOro Tpakrta) Mmetoaom [LUP B pexume

peanbHOro BpeMeHMU.
1.3 OyHKLUMOHaNbHOE Ha3HavyeHue: anarHocTuka in vitro.

1.4 MokasaHna K nNpoBeAeHUI0 aHanumsa: CUMMTOMbI VIH(beKLI,VIOHHOFO 3aboneBaHus
YPOr€HnTasabHOro TpakTa.

npOTVIBOI'IOKaBaHMVI K NTPUMEHEHUIO HET.

1.5 MonynsuMoHHble M AeMorpaduyeckne acnekTbl: MNpUMeHeHWe Habopa peareHToB

HE 3aBUCUT OT NONYNAUNOHHbIX U ,D,eMOFpa(bM‘-IECKVIX aCneKToB.

1.6 O6bnactb NMPUMEHEHNA . Ha6op pe€areHToB MOXET 6bITb MCMNONb30BaH B KJWMHWKO-

ANarHoCcTuyeckmnx nabopaTopmsaix MEAULMHCKUX YUPEXAEHUN.

1.7 MoTeHUuManbHbIE NOMb30BATENN: KBAaMPULMPOBAHHLIN NepCcoHan, oby4eHHbI MeToaaM
MOJIEKYISIPHON AMArHOCTUKM M NpaBuiaM paboTbl B KJIMHUKO-AMArHoctnyeckom nabopatopun:
Bpau KIIMHUKO-AMarHoctnyeckom  nabopartopuu, denbgwep-nabopaHt  (MeAUUMHCKUIA

nabopaTopHbIf TEXHUK).

1.8 MpuMeHATb Habop peareHTOB CTPOro MO Ha3HaYeHMIO0 COrNacHO AAaHHOM MHCTPYKUMKW MO

NPUMEHEHMUIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

) AHK-TEXHOJOTUA

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

Cytomegalovirus

MEeToA0M

MUP B pexunme

peanbHoro

BPEMEHM

(HSV1/HSV2/CMV

repnecKoMmnniekc) BbiNycKaeTca B CTaHgapTHOW ¢acoBke (Mapkupyetcs — dacoBka S, cTpunsbl;

¢dacoeka S, npobupkn) U B yHuBepcanbHOW dacoBke ANA PY4YHOro M aBTOMATU3NPOBAHHOIO

Ao3npoBaHusa (Mapkupyetcs — ¢acoska U).

2.1

CocTtaB Habopa peareHToB

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

. Konuuyectso HoMWHanbHbIN
HanmeHoBaHMe KOMMOHeHTa BHewHun Bnpg, ..
npobumpok 06bEM KOMMNOHEHTaA
Mpo3payHas becuBeTHas unm
CMecb anga 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 wTt

R1-P211-23/9, chacoBka S, npobupku

HanmeHoBaHMe KOMMOHEHTa

BHewHun BUA,

Konnuyecrtso
npobupok

HoMuHanbHbIN
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 6ecuBeTHas
PactBop Tag-nonnmepassl posp 4 2 npobupku no 500 mkn
XNAKOCTb
Mpo3payHasa 6ecuseTHas 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, ¢pacoBka U

o Konnyecrtso HoMuHanbHbIN
HanMeHoBaHMe KOMMNOHEHTA BHewHnn Bna N
npobumpok 06bEM KOMMOHEHTa
Mpo3pauHasa 6ecuBeTHas Uaun
CMecb ana amnnudumkaumm Po3p 1 npobupka 600 mkn
pO30Basi XXMAKOCTb
Mpo3payHasa 6ecuBeTHas BA3Kas
Monnmepasa TexHoTaq MAX po3p 1 npobupka 30 Mkn
XUAKOCTb
Mpo3payHas 6ecuBeTHas
MNnuP-6ydep posp 1 npobupka 600 mMkn
XUAKOCTb
MonoXuTenbHbIn Mpo3payHas 6ecuBeTHas
N 1 posp H 1 npobupka 130 mkn
KOHTPO/bHbIN 06pasel XUAKOCTb

1 - Ha 3TMKETKEe KOMIMOHEHTa Ansa BCeEX CbaCOBOK «[MONOXUTENBHbIN KOHTpOJ'IbeIVI o6pa3eu,>> YKa3bIBA€TCA KaK

<K4+>»
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Bce KOMMOHeHTbl Habopa peareHTOB TrOTOBbl K TMPUMEHEHUIO W He TpebytoT
AONOHUTENBLHOW NOAroTOBKU K paboTe.
KoMM1eKTHOCTb:
- Habop peareHToB B O4HOM M3 BapMaHTOB UCMOJIHEHMS — 1 WT.
- MHCTpYKUNS NO NPUMEHEHMUIO — 1 3K3.
- Bknagbiw - 1 5K3.

- MacnopTt — 1 3K3.

2.2 KonnuyectBo aHanunsnpyembix ob6pasLos

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

Habop peareHToB B (pacoBke U paccunTaH Ha npoBeaeHne 96 onpeaeneHnin npu ycriosum
NOCTaHOBKM He MeHee 5 o6bpasuoB B OAHOM uccnepoBaHum (3 Heu3BecTHbIX obpasua,

OTPULATENbHbIA U NONOXUTENbHbIA KOHTPOJIbHbIE 06pa3Lbl).

2.3 MpuHUMN MeTOAa

MeTtoa: MonuMmepasHasa uenHas peakuus (MUP) ¢ aetekumein pesynbTaToB B pexume
peanibHOro BPEMEHW; MYNbTUMN/IEKCHbIN KaueCTBEHHbIM aHanms.

MpuMHUMN MeToda OCHOBaH Ha WCNOJb30OBaHUM npouecca amnnmndukaunm [OHK,
3aK/loYyaloLWerocs B MNOBTOPSAKLWNMXCA UMKNax TemnepaTypHon aeHatypauum [OHK, omxura
MpaMepoB C KOMIUIEMEHTAPHbIMW MOCNEA0BATENIbHOCTAMU U NOCNeAyWwen OOCTPONKMK
MONIMHYKIEOTUAHBIX LEMNen ¢ 3TUX nparnmMepos Tag-nonmmepason.

Ons nNoBbIWEHUS 4YYBCTBUTENIbHOCTM U CneuudUUHOCTM peakunum npeaycMoTpeHo
npuMeHeHne «ropsadero» crapta. [nsa dacoBku S «ropaumin» ctapt obecneymBaeTcss METOAMKOMN
MPUroTOBAIEHUSA peaKLMOHHON CMeCK, COCTOsILLEN U3 ABYX CNOEB, pa3aesiéHHbIX MPOCNONKON U3
napaduHa. CMmeweHne Cnoés M npespalleHne MxX B aMnIMPUKALMOHHYI CMeCb MPOUCXOAWUT
TONbKO Nocse nnaeneHns napaduHa, 4To UCKOYaeT Hecrneundunyeckoe CBs3biBaHMeE NpanMepos
¢ AHK-MuweHb npu HavanbHOM nporpeBe npobupkun. «lFopsaunii» crapt gns dacosku U
obecneumBaeTCcsa NCNONb30BaHMEM NONIMMEpPasbl, aKTUBHOCTb KOTOPOM 6/10KMpOBaHa aHTUTENamu,
aKTMBauus gepMeHTa NpoOUCXOAUT TONbKO MOCMe npeaBapuUTesbHOro MNporpeBa peakLMOHHOWN
cMecun npu 94 °C. DTo UCKIIYAET Hecneundmnyeckoe CBsa3biBaHMe npariMepos ¢ AHK-MulleHbo
npv HavanbHOM Nporpese NpobupKu.

B cMecbk ana amnandukaummn seeaeHbl OHK-30HAbI, KaXAblh U3 KOTOPbIX COAEPXWUT
dyopecueHTHY0 MeTKy W racutenb dnyopecueHumn. Mpu obpasoBaHum cneundunyeckoro
npoaykta [OHK-30H4 pa3pywaercs, AenctBune racutens Ha @GIYyOpPECUEHTHYH  METKY
npeKkpawaeTcs, 4YTo BEAET K BO3pacTaHUO YpPOBHSA dyopecueHuun, KOTopbin (UKCUPYETCS
AEeTEKTUPYIOWMM aMnnmdmkaTopoM. Konnyectso paspylleHHbIX 30HA0B (a, cnepoBaTefibHO, U
ypoBeHb dyopecueHunmn) yBenanvmBaeTCcsa NponopuMoHanbHO Koanvectsy obpa3oBasBLunmxcs
cneunduryecknx amnanMKoHOB. YpoBeHb diyopecueHumMn m3MepsieTcsd Ha KaXAoM uuKie

amMnanduKkaunmn B pexume peasibHOro BpeMeH!.
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B coctaB cmecu ans amandukauum BKIKOYEH BHYTPEHHUI KOHTpoab (BK), kKoTopbin
npegHasHaudeH 4158 KOHTPONSA NMpPOXoXAeHMs NoiMMepasHoON LenHoOn peakumu.

B coctas AHK-30HAa, ucnonb3ytowerocs Ansa getekumm npoaykra amnandukaumum OHK
Herpes simplex virus 2, Bkalo4eHa dnyopecueHTHads MmeTka Fam. B coctas [HK-30HAaa,
ucnonb3ytoweroca ans getekumu npoaykta amnandukaumn OHK Cytomegalovirus, Bknato4deHa
dnyopecueHTHas MeTka Rox. B coctas [JHK-30HAa, ncnonb3ylowerocs Ansa geTeKuun npoaykra
amnnudukaumm OHK Herpes simplex virus 1, BkatoyeHa dnyopecueHTHas metka Cy5. B coctaB
AHK-30HA4a, ncnonb3yweroca Ans AeTeKumm NpoayKTa aMnandukaumm BHyTPEHHEro KOHTpons,
BXOAUT (PrIyopecueHTHbIN Kpacutenb Hex.

Ncnonb3oBaHMe HECKONbKUX (AYyOpecLUeHTHbIX KpacuTenen no3BofsieT COoKpaTUTb
KonmMyectBo npobumpok wn 6uomatepmana, HeobxoaMMOro Ans MNpoBeAEeHWUs WUcCnenoBaHus,
MOCKOJIbKY MOSABNASIETCA BO3MOXHOCTb OAHOBPEMEHHO PEerncTtpupoBaTtbh pe3ynbTaTbl pasHbIX
peakumin amnnmdurkKaunm, NpoxXoasaLnX B 04HOW Npobupke.

B Tabnuue 1 NpUBEAEHDbI KaHaslbl AETEKUMN NPOAYKTOB aMI'IJ'IVICbVIKaLI,VIVI.

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 (npo6onoarotoska),
nupP-amnandukauma OHK ¢ ogHOBpEMEHHOW AeTeKuMeln pe3ynbTaTOB B PEeXUMe peasibHOro

BpEeMEeHU C ncnosibdoBaHneMm Habopa peareHtoB HSV1/HSV2/CMV NepnecKomnnekc.
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3 AHAJINTUYECKMUE U ANATHOCTUYECKUE XAPAKTEPUCTUKHA

3.1 AHanuTnyeckas cneumduyHoOCTb

B obpasuax 6uonormyeckoro ™Martepuana, cogepxawmx [OHK  BbigBnsieMbix
MWUKPOOPraHM3MoB, npwm nposeaeHumn amnnmdpmkaumm nporpammHoe  obecneyeHune
AeTeKTupylowero aMmnandukatopa AO/HKHO PerncTpupoBaTb MNOSOXUTENbHbIE pe3yfbTaThl
amnnudukaunmm cneumduyecknx npoayktos (dparmeHTOoB reHomoB Herpes simplex virus 1,
Herpes simplex virus 2 nnm Cytomegalovirus) no 3asaBaeHHbIM KaHanam geTekunu.

B o6pasuax 6uonornmyeckoro ™artepuana, He cogepxawmx [OHK BbiaBaseMbix
MUKPOOpPraHM3MoB npu npoBeaeHnmn amnangukaumm nporpaMmMHoe obecneyeHne
AeTekTupylowero amnandukaTopa LOMKHO pPerncTtpupoBaTtbh OTpuuaTesbHble pes3ynbTaThl
amnangukaummn cneumdurydecknx npoaykToB (dparMeHTOB reHomMoB Herpes simplex virus 1,
Herpes simplex virus2 wanm Cytomegalovirus) no 3asBfieHHbIM KaHanaM AeTekumn W
NOMOXMUTENbHbIN pe3ynbTaT amnanduKkaumm BHYTPEHHEro KOHTPOJS MO KaHany JAeTekumu
Hex/Yellow/Vic.

MNoka3zaHo OTCyTCTBUE Hecneumndruyecknx NonoXMUTENbHbIX pe3ynbTaToB aMnandukaumm
npu Hannymm B obpasue OHK 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 [JHK 4yenoBeka B KoHUeHTpauun go 1,0x108 konuii/mMn obpasua.

3.2 NHTepdepunpyoLine BeLLLECTBA

Hannume wuHrubutopos [MUP B o06pa3ue 6uonormyeckoro martepumana MoOXeT 6biTb
MPUYMHON COMHUTENbHbLIX (HeomnpeaenéHHbIX/HeAOCTOBEPHbLIX) pe3yabTaTtoB. [lpM3HaKoM
MHrnébmposanusa TLUP saBnsetrca oAHOBpeMeHHOe OTCYyTCTBMe aMnandukauum BHYTPEHHEro
KOHTPOAS 1 cneunduryeckoro npoaykra.

K nHrnbutopam lMLUP oTHeceHbl cneaylowmne BewecTsa: reMornobmMH n nekapcrBeHHble
npenapaTtbl, NpucyTcTBylowmne B obpasue AHK B pe3synbTaTte HEMNOSIHOrO yAaneHust B npouecce
BblaeneHmna OHK mn3 obpasua 6buomatepmnana, a Takxke MU30MNpONUIOBLIA CNMPT U MeTunaueTar,
npucyTtcTeytowme B obpasue AHK B pe3ynbTate HEMOMHOIO yAasieHMS NMPOMbIBOYHbIX PacTBOpPOB
B Xoae npobonoaroToBKu.

MakcuManbHble  KOHUEHTpauuMu  UHTepdEPMPYOWMX  BEWEeCTB, MNpuU  KOTOPbIX
He Habnwaanocb BAMSAHME Ha aMnandukaunio nabopaTopHbIX KOHTPONbHbIX 06pa3uoB WU
BHYTPEHHEro KOHTpoJibHOro obpasua cocTtaBnstoT: remornobuH - 0,35 mr/mn obpasua AHK,
nsonponunoBblin cnupTt — 100 Mkn/mMn obpasua AHK, metnnauerat — 100 mkn/mn obpasua AHK.

[nsa oueHKM BO3MOXHOM MHTepdepeHLnn neKapCTBEHHbIX npenapaTtoB 6binn BbiGpaHbl
Te, KOTOpble MOTeHUWasbHO MOryT MPUCYTCTBOBATb B OCTATO4YHbIX KONM4ecTBax B 6nonornyecknx
obpasuax 4JenloBeka, B3SATbIX W3 COOTBETCTBYHOLWMX uccneayembix 6uoTtonos (MumpammnctuH®,

XJI0prekCuamH burntokoHar).
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[ns Bcex uccnegyeMbiX NeKapCTBEHHbIX MpenapaToB 6bi10 MOKasaHo OTCYTCTBUE MX

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

3.3 Mpeanen obHapy>XeHuns

Mpenen obHapyxeHuna coctaeBnsger no 5 konun [OHK Kkaxgoro MMKpoopraHmsma
Ha aMnandUKaLMoHHY0 Npobupky.

Mpenen obHapyXeHUs yYCTaHOB/IEH MYTEM aHanmM3a CEPUNHbIX pa3BedeHUn ABYX Cepui
nabopaTopHbIX KOHTPOsIbHbIX 06pa3uos (JIKO).

Mpenen obHapy>XeHUs COOTBETCTBYET C/leAyoWMM 3HaYeHNaM KoHUeHTpaunn OHK npu
MCMNOSb30BaHMM yKa3aHHbIX HabopoB/KOMMNAEKTOB peareHToB Ans BblgeneHnsa JHK n KoHe4yHoro

ob6béma antoumn (passegeHns) sbigeneHHon OHK:

HanMmeHoBaHue ..
0O6BbEM Mpepen
Habopa/xoMmnaekra
BbvuomaTtepuan nony4YyeHHoro obHapy>xeHus,
eI ] npenapara, MKJ1 | konui/o6pase
BbigeneHua AHK P pata, pasey
MPOBA-HK 50 50
MPOBA-HK-MJTHOC 300 300
MPOBA-IC 100 100
Cockobbl anuTennanbHbIX KNETOK NPOBA-FC-T/TIOC 300 300
B 500 MK/ TpaHCMNOPTHOI cpeabl?,
mMoua (1,0 mn) MPOBA-PANNA 500 500
MPOBA-MY-PANNAZ 100 100
MPOBA-MY-PAMNA 11 100 100
MPOBA-ONTNMA 400 400
3.4 AunarHocTmyeckne XxapakTepucTuku
Bup AnarHocrnyeckas AnarHocrn4yeckas
AHanurt
6uomaTepmana 4YyBCTBUTEJIbHOCTb cneunduyHoOCTb
HSV1 100% 100%
(95% [OWN: 86,28% - 100%) | (95% AN: 86,28% - 100%)
Cockobbl anuTennanbHbIX
KNeToK U3 yporeHUTanbHOro HSV2 100% 100%
yp (95% [OWN: 86,28% - 100%) | (95% AWN: 86,28% - 100%)
TpakTa
MV 100% 100%
(95% [WN: 86,28% - 100%) | (95% AWN: 86,28% - 100%)
HSV1 100% 100%
(95% [OWN: 86,28% - 100%) | (95% AWN: 86,28% - 100%)
100% 100%
M HSV2
oua S (95% [OWN: 86,28% - 100%) | (95% AWN: 86,28% - 100%)
MV 100% 100%
(95% [ON: 86,28% — 100%) | (95% [OWN: 86,28% - 100%)
3.5 Bocnpon3BoaAMMOCTb M MOBTOPSEMOCTb

BocnpoussoanmocTb coctasnseT 100%.

MoeTopsiemocTb cocTtasnseT 100%.

1 - B KauyecTBe TpaHCMOPTHON cpeaAbl WCMofib3oBanacb TpaHcnopTHasd cpeaa ansa 6uonpo6 CTOP-O,
000 «OHK-TexHonorusa TC», Poccusa, PY N P3H 2020/9640
2 - TONbKO AN8 COCKOBOB 3NUTENNANbHBIX KIETOK
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4 MEPbI NTPEAOCTOPOXHOCTMH

OpraHmuzaumnsa pabotbl [LP-nabopatopun, obopyaoBaHue W MaTepuasnbl AO0SKHbI
COOTBETCTBOBATb TpeboBaHnAM FOCT P NCO 15190-2023, MeToAUYECKNX yKa3saHum
MY 1.3.2569-09 «OpraHmsaumns pabotbl nabopatopuin, NCMONb3YHOWKMX MeToAbl aMmnandukaumm
HYKEMHOBbLIX KWUCNOT, Npu paboTe C MaTepumasnoMm, coaepXalinmMm MukKpoopraHusmbel I-IV rpynn
naToreHHoCcTn», ¢ cobnogeHmneMm caHmTapHbiX npasua n HopMm CaHlnH 3.3686-21 «CaHuTapHo-
annaeMmnonornyeckue TpebosaHus no npodunakTuke MHOEKUNOHHBbIX bonesHen».

HeunsBecTHble 0b6pa3ubl paccMaTpMBalOTCS KaK MOTeHuManbHO-onacHoble. Mpu paboTte
Cc HabopoM peareHTOB crneayeT HajeBaTb 0O4HOPA30Bble NepyaTky H6e3 Tanbka.

Mpn paboTte ¢ MukpoopraHusamamm I-IV rpynn natoreHHOCTW BbI6Op Tuna 3aLlUTHOro
KocTioMa (pabouert opexabl WU CpPeaCTB MHAMBWUAYANbHOW 3alUMTbl) MPOBOAUTCA B CTPOrom
COOTBETCTBUM C CaHUTapHbIMKU Npasunamu n HopMmamu CaHlnH 3.3686-21 v onpeaenseTca BUAOM
B036yauTens, paboyei 30HOM, OCHaweHneM ee 6okcamm brnonornyeckor 6esonacHoCTu.

CnenyeT ncnonb3oBaTb TObKO 04HOPA30BblE HAKOHEYHUKN U NPOBUpKU.

He ponyckaetcsas wucnonb3oBaHWe OAHUMX U TEX Xe HAKOHEYHWKOB npu obpaboTke
pasnnyHbix 06pasuoB buonornyeckoro Matepuana.

K pabote ¢ HabopoM peareHToB AOMNYyCKAeTCs rMepcoHan, o6y4yeHHbIn MeToaam
MOJEKYJISPHON ANArHOCTUKU M NpaBuaaM paboTbl B KIIMHUKO-AMArHOCTUYECKon nabopatopumn.

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

3anpelwaeTcsa nepemeweHne nabopatopHoro obopyaoBaHus, B TOM 4ucie 403aTOPOB,
wTaTtneoB, nabopaTopHOM MnocyAbl, XanaTtoB, roAoBHbIX yb6OpoB M MNp., a TakxXe pacTBOPOB
peareHToB U3 04HOMO NMOMELLEHUS B APYroe.

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

Ncnonb3oBaHHble OAHOPAa30Bble MPUHAANEXHOCTU (MPObUPKKM, HAKOHEYHUKM W Ap.)
OOMKHbl  cbpacbiBaTbCA B KOHTEMHep  Aas MeAUMUMHCKMX  OTXO040B,  coAep Xalmi
Ae3nHduumpyowmnin pacteop (Npn HeobxoanMMoCTH).

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

Bce nosepxHoctn B nabopatopunm (paboume ctonbl, wTaTMBbl, obopyaoBaHue mn ap.)
eXxenHeBHO nMoABeprawT BAaXHoON ybopke C npuMeHeHueM Ae3nHOULUPYOLWNX/MOKLLNX

CpencTB, pernaMeHTUPOBaAHHbIX CaHUTaApHbIMK nMpasunamm u Hopmamm CaHlnH 3.3686-21.

BHUMAHME! YTunmnsmpoBaTb 0TX0abl C npoaykTtamu MNMLUP HeobxoanmMo TONbKO B 3aKpbITOM BUAeE.
He ponyckaertcsa oTkpbiBaTb Npobupku nocne amnandukaumy, Tak Kak 3TO MOXeT MpuBecTu

K KOHTaMuHauum npoayktamu MUP (MY 1.3.2569-09).
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Mpn wmcnonb3oBaHuM Habopa peareHTOB B KJMHWKO-AMArHoCTU4yeckown nabopaTtopum
obpa3syloTca oTxoAbl Kiacca B, KOTopble YyTUAM3UPYIOTCS B COOTBETCTBUMM C TpeboBaHuaMMU
CaHuUTapHblX npasun wn  HopMm CaHlnH 2.1.3684-21 «CaHuTapHO-3NMMAEMUONIOrMyeckue
TpeboBaHMA K coaep>XaHUo TEPPUTOPUIN FOPOACKUX N CENBbCKUX MOCEeNEeHNN, K BOAHbIM 06beKTaM,
NMMTbEBOM BOAE M MUTbEBOMY BOAOCHAbGXeHWD, aTMOCHEpHOMY BO34yXY, MO4YBaM, >XW/bIM
noMeweHnam, akcnayataunmm npon3BoaCTBEHHbIX, O6LI.|,eCTBeHHbIX I'IOMGLLI,GHVIVI, opraHmaunmn m

NnpoBeAEeHUNI0 CAHUTapHO-NMPOTMBOINMAEMUYECKNX (NPpOdUNAKTUHECKNX) MEPONPUATUIN».

OnacHble KOMNOHeHTbl B Habope peareHToB

Hanuumne/orcyrcrBue
KoMnoHeHT Habopa

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
MLUP-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 C/leAyeT MCMOJIb30BaTb CPEACTBA MHAWBUAYANbHOM
3alWmMTbl 4518 NpeaoTBpalleHMss KOHTaKTa C OpraHu3MoM 4yenioBeka. [locsnie oKOH4YaHusa paboThbl
TWATENbHO BbIMbITb PYKWU. M36eratb KOHTaKTa C KOXeW, rnasamMm U CIM3ncTbiMm1 060/104KaMm

Mpy NUCMNOb30BaAHMM MO HA3HAYEHMUIO U COBNIOAEHUN MEP MPEAOCTOPOXHOCTU, KOHTAKT
C OpraHn3MoM YesloBeKa MUCKITHOYEH.

He ncnonb3oBaTb Habop peareHToB:

- Npu HapyLIEHWUN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPaHEHUS ;

- npu HECOOTBETCTBUM BHELIHEro BWAA peareHTOB, YKa3aHHOro B nacrnopte K Habopy
peareHToB;

- Npu HapyLIEHUN BHYTPEHHEN yrNakoBKM KOMMOHEHTOB Habopa peareHToB;

- Mo MCTEYEHMIO CPOKa roAHOCTU Habopa peareHTos.

MpuMmeyaHne - Habop peareHTOB He COAEPIKUT MaTepuasioB 6UONIOrMYECKOro MNPOUCXOXAEHUS,
BELLECTB B KOHLUEHTpauusx, obnagatowmx KaHUeporeHHbIM, MyTareHHbIM AeNCTBUEM, @ TaKXe BAUSIIOLLNX
Ha penpoayKTUBHYL (YyHKUMIO YenoBeka. MpW WCMONb30BaHMM MO HA3HA4YeHUIO 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:

dacosBka U,
dacoBka S
O60pyaoBaHMe, peareHTbl U pacxofAHble MaTepuasbl el po el b
1 aBToOMaTu-
cTpunobl I'Ip06VIpKI/I py4yHoe 3MpoBaHHOE
MNUP-6okc Aa Aa Aa Aa
amMnnduKaTop C AeTeKUNEN B peXMMe peasnibHOro BpeMeHm?2 aa aa aa nas
MUKpOLEHTpUdyra-sopTekc aa aa aa aa
OTOp AN MUKpOUEHTpUdyrm-sopTekca A5 CTPUNOBaHHbIX
poTop A p ueHTpudy P A P ha HeT HeT HeT
npobmpok o6LEmMom 0,2 Mn
XONOAUIBHUK C MOPO3W/TIbHOW KaMepown ha ha ha ha
wTaTne «paboyvee Mmecto» Ans npobupok o6bEMOM 1,5 Mn ha na na na
wraTtne «paboyvee mecto» Ansa npobupok 06Lémom 0,2 Mn HeT Aha na* HeT
wTaTne «paboyee MecTo» A/ CTPUMNOBAHHbIX NPO6MpPOK
i aa HeT HeT HeT
o6bémom 0,2 Mn
[03aToOpbl MEXAHUYECKNE WU D1EKTPOHHbIE OAHOKAHabHble
C nepeMeHHbIM 06bEMOM, no3Bonsowme otbnpatb 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
nonyasToOMaTU4ecKMX A03aTopos, cBoboaHble oT PHKas un Aha Aha Aa Aa
OHKa3, o6bémom 10 mkn, 20 mka, 200 mkn, 1000 mMkn
wTaTMe ANns 403aTopoB ha ha Aa Aa
npobupkn MUKpOLEHTPUPYXHble 06bEMOM 1,5 M ¢ KpblWKaMu
pobup poLeHTpUdy / P , 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 MCnonb3oBaHHbIX 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 nnn OTctpuM 15M1, OO0 «HIMO OHK-TexHonorus»,
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 A5 3anedaTbiBaHMS nnaHweTos [Tnak, 6
HeT HeT aa aa
000 «HMNO AHK-TexHonorus», Poccus
eHTpudyra ¢ RCF He Huxe 100, c aganTepom Ans
ueHTpudy (9) , Can pom 4 Het Het 76 na
MWUKPOMJaHLLETOB
nonmMMepHas TepMmonnéHka As5 3anevyatbiBaHuUs 6
HeT HeT aa aa
MukponnaHweTos MLUP
MUKponnaHweT 384 NyHKun 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 ans 6uonpob ¢ mykonutnkom (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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®dacosBka U,

dacoBka S
O60pyaoBaHMe, peareHTbl U pacxofAHble MaTepuasnbl plieid gl s
1 aBTOMaTU-
cTpunbll | Npobupkm | pyyHoe 3MpOBaHHOE

Habop/KOMMNNEKT peareHToB AN BblaeneHns HK u3 6uonornyeckoro matepuana’, peKOMeHAYHOTCS
- KomnnekT peareHToB ANS BblAeneHUs HyknenHoBbixX kucnoT (MPOBA-HK/TTPOBA-HK-TJTHOC)
rno TY 9398-035-46482062-2009 B ¢popMax komniekTtaumm: komnnekt NMPOBA-HK,
komnnekT MPOBA-HK-MJTKOC, 000 «AHK-TexHonormna TC», Poccua, PY N2 ®CP 2010/08867;
- KomnnekT peareHTtoB ans Bbigenenmsa AHK no TY 9398-037-46482062-2009 B bopMax KoOMMAeKTauum
MPOBA-I'C n MPOBA-IC-MNKOC, 000 «AHK-TexHonormusa TC», Poccusa, PY N2 ®CP 2010/08696;
- KoMmnnekT peareHToB ans BbiaeneHuna AHK (MPOBA-PAMKA) no TY 9398-015-46482062-2008,
000 «AHK-TexHonorusa TC», Poccus, PY N2 ®CP 2008/02939;
- Habop peareHTOB An4 BblaeneHns HyknenHosbix kucnot (MPOBA-MY)
no TY 9398-088-46482062-2016 B komnnekTauuun NMPOBA-MY-PAMNA, OO0 «AHK-TexHonoruns TC»,
Poccusa, PY N¢ P3H 2017/5753;
- Habop peareHToB gns sbigeneHmnsa AHK yenoseka, 6aktepuin, BUpycoB 1 rpnbos n3 6mMonornyeckoro
MaTepuana 4yenoBeka u KynbTyp MukpoopraHmamos (MPOBA OMNTUMA)
rno TY 21.20.23-124-46482062-2021, OO0 «[HK-TexHonorua TC», Poccusa, PY N2 P3H 2022/17496;
- Habop pearenTtoB ansa ebigenenms AHK/PHK yenoseka, 6aktepuin, Bupycos n rpubos us
6uonornyeckoro matepunana yenoseka (MPOBA-MY-PANMNA II) no TY 21.20.23-136-46482062-2023,
000 «[dHK-TexHonorusa TC», Poccusa, PY N2 P3H 2024/23205.
MpnMmeuaHusa k Tabnuye:
1 - He Ucnonb3yeTcsa AN AeTekTupylowero amnnndukatopa Rotor-Gene Q
2 - nanee no TEKCTY — AETEKTUpYoWMii amnandunkaTop; Tpebyemble NnapaMeTpbl AETEKTUPYHOLLMX
aMNIN@UKaTOPOB YKa3aHbl HUXE
3 - BaNMAUPOBAH JETEKTUPYOLWNIK amnandukaTop «ATnpaiiMm» (Moanbunkauua OTnpanmM» *X*),
000 «HMNO OHK-TexHonorus», Poccusa, PY N2 ®CP 2011/10229
4 - TONbKO MpY UCMONb30BaHUM NPO6UPOK
5 - He Mcnonb3yeTca ANs AeTeKTUpYWMX aMnandukaTopos «ATnanT» n Rotor-Gene Q
6 - TONbKO NpK NUCNONb30BAHUN MUKPOMJIAHLIETOB
7 - BO3MOXHOCTb MCMOJIb30BaHWUs Habopa/KoMNeKTa peareHToB Ans BblaeneHus AHK onpeaensieTcst
BMAOM 6uonormnyeckoro Mmatepmana (7.1)

Habop peareHTOB NMpUMEHSIETCH C AeTEKTUPYIOLWMMM aMNanduKaTopamMu naaHLWeETHOro u
pOTOPHOro TMMNAa C CUCTEMOM pgeTekumn (yopecueHTHOro CUrHana B pexume peanbHOoro
BPEMEHM, 3aperncTpupoBaHHbIMM B YCTaHOBJIEHHOM nopsake B P® M COOTBETCTBYHOLWMMMU
cnepyowmM TpeboBaHUSaM:

- obecneuunBaeTtcs paboTta ¢ 06beMOM peakuMoHHoM cMecn 35 Mkn (dhacoska S) mnm 18 Mkn
(dacoska U);

- obecneunBaetcsa paborta c dnyopodopamm: Fam, Hex (Vic), Rox, Cy5;

- rnogorpeesaemasl Kpbilka ¢ Temnepatypoi 6onee 100 °C;

- CKOpOCTb Harpesa He MeHee 2 °C/c;

- CKOpOCTb oxflaxaeHus He MmeHee 1 °C/c;

- TOYHOCTb MOoAAepXaHus U 04HOPOAHOCTbL TeMnepaTypbl He 6onee £ 0,4 °C.

Ona paboTtbl ¢ HabopoM peareHTOB BanWAMPOBaHbl Cleaylolwme AeTeKTUupytowme
amnandunkaTopsbl:
- AMnnndukaTop agetekTupyrowmin «ATnpanm» no TY 9443-004-96301278-2010 (Moamndukaums
«ATnpanm *M*»), OO0 «HMNO [OHK-TexHonorua», Poccus, PY N2 ®CP 2011/10229, panee
no Tekcty — «ATnpanm»;
- AMnnudukaTop aetektTupytowmii «ATnpanm» no TY 9443-004-96301278-2010 (Mmoandmkaums
«OTnpanm *X*») 000 «HMO AOHK-TexHonormna», Poccus, PY N2 ®CP 2011/10229 (Tonbko ans
Habopa peareHToB B dacoBke U Ana aBTOMaTU3MpPOBAHHOIO A03MPOBaHWSA), Aanee no TeKCTy -

«OTnpanm» B moandukaumm «ATnpanm *X*»;
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- AMnnmndukatop getektmpywowmin «ATnant» no TY 9443-003-96301278-2010 (moandwukaums
«OTnant *S*»), 000 «HIMNO AHK-TexHonormua», Poccusi, PY N2 ®CP 2011/10228 (Tonbko Ans
Habopa peareHToB B acoBke S; B pacoBke U ansd pyyHoOro 403MpoBaHUS Mpu MCNOb30BaHUM
npobupok), ganee no Tekcty — «4Tnant»;

- Mpubop ans nposeAeHUs NOMMEpPasHOM LENHOM peakumn B pexunme peasbHOro 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;

- TepMmouumknep ans amnandukauum HykKneumHosbliX kncaoT 1000 ¢ MoayneMm peakuUMOHHbIM
ontuyeckmm CFX96 (Optical Reaction Module CFX96), Buo-Pag Jlabopatopues, WHk; CLUA,
PY N2 ®C3 2008/03399, panee no Tekcty — CFX96;

- AMnnudukaTop  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 AeTEKTUPYIOLLUUX aMI'IJ'IVICbVIKaTODOB, HE YKa3aHHbIX BbllWIE,

TpebyeTca cornacoBaHue C npousBoaMTeneM 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 WccneposaHue MetogoMm [ILUP oOTHoOcMTCA K npssiMbiM  MeTodaM nabopaTopHOro
nccnenoBaHMs, MNO3TOMY B3ATWME GMONOrMYeckoro Matepuasna 4YenoBeka Heobxoammo
npoBoAMTb W3 MecTa Jiokanmsaumm MUHGPEKUMOHHOrO rnpouecca. PeweHne o
H€O6XO,EI,VIMOCTI/I nccneaoBsaTtb Ty UM MHYKO TOKannM3aunio NpuHUMaEeT neqau_wlﬁ Bpa4 Ha
OCHOBaHMKN cOb6paHHOro aHaMHe3a U KJIMHMYECKON KapTuHbl 3aboneBaHms.

6.2.2 [ns nonyyeHus KOPPEKTHbIX pe3ynbTaTtoB 6onblioe 3HaYeHne MMeeT KayecTBO B3ATUS
obpasua 6uomaTepmana ANns WCCNeAOBaHUSA, ero XpaHeHue, TpPaHCNopTUpOBaHWE U
npeasapuTenbHaa obpaboTka.

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

6.2.3 T[pu HeobXxoaANMOCTUN B3ATUSA COCKOBOB M3 HECKONbKMX 6MOTOMNOB NMOBTOPMUTE NMPOLEAYPY,
Kakabl pa3 3abupas matepuan B HOBYO NMpobupky.

6.2.4 Ha »>sTane noarotoBkn 6uomaTepuana WCNOMb3YATE OAHOPA30Bbleé HAKOHEYHWKMU
¢ dunbTpoM, cBobogHble oT PHKa3 n JHKas.

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

Co cnegyowen npobmpkom.

MpuMeyaHne - B3aaTne, npeaBapuTenbHylo o06paboTKy, XpaHeHMe W NepeBo3Ky, nepeaadvy
nccneayemMoro matepvana B Apyrue opraHvMsaumy OCYLLECTB/IAKT COrMlacHO MHCTPYKTUBHO-METOAMUYECKUM
[OKYMEHTaM, perfaMeHTUpyoWmnM BbINOSIHEHNE WCCeAoBaHWA B COOTBETCTBUM C  TpeboBaHUSAMMU
MY 1.3.2569-09 n CaHlunH 3.3686-21.

6.3 B3daTne matepmana Ha nccnegosaHue

BHUMAHME! T[lepen BblgenenHmem [OHK mMoxeT noTtpeboBaTbCs noarotoBka o6pa3uos

6uonornyeckoro matepuana (6.5).

6.3.1 Moua
B3aTne ™MaTtepuana npoBOAUTCS B COOTBETCTBMU C WMHCTPYKUMSMM MO MNPUMEHEHMUIO
NCnonb3yeMblix HabopoB/KOMMNIEKTOB peareHToB Ans sblaenenmsa HK (7.1).

6.3.2 Cockobbl annTennasnbHbIX KNEeTOK U3 YPOreHUTasibHOro TpakTa
B3aTne Matepuana ocCyLLeCcTBASIOT C MOMOLWLbIO CreumanbHbiX MeAUUMHCKUX n3genuvi,
NMEeIoLWMX perncTpaunoHHblie yaOoCTOBEPEHUS, COMrIAaCHO YCTaHOBAEHHOW B 3aBUCMMOCTM
OT UCTOYHMKa Bmonormyeckoro matepuana npoueaype (HanpuMep, 30HAbI MeAULUMHCKNE
no TY 9436-002-98349125-2016 B BapumaHTax WUCMOJIHEHUA: 1. 3oHa TV A
yHuBEpCcanbHbili: — 1M Al, npomssoacteo OO0 «MeaumuuHckue wusgenus», Poccus,
PY N° P3H 2018/7058).
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BHUMAHME! B3stne matepumana B npobupku ¢ peaktnsom «MPOBA-PAMNA» ocywecTBnserTcs
CyXuM 30HAOM! HeobxoAMMO MCKAOUYMTbL KOHTAKT pacTBopa C KOXeR, rnasaMm M CAM3nUCTbiMU

obonoykamu.

OrpaHuuyeHue MeTopal: MecTHoe MpUMEHEHWEe JIEKApPCTBEHHbIX npenapaTtos, 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 AO0J1IXXHblI MPOBOAUTb TyaJ1IET MOJZIOBbIX OpraHoB
MU cnpuHueBaHue. [ns nonydyeHnss o6bEKTMBHOMO pe3ysbTata Heobxoammo, yTobbl
nccneayeMbin MaTepuan coaepxan BO3MOXHO 6onbliee KOMMYeCcTBO anuMTenmanbHbIX

KJTIETOK N MUHMUMAJIbHOE KOJIMYECTBO C/IIN3UN U NMPUMECKU KPOBMU.

BHUMAHME! lepen nonyyeHneM cockoba anutenunasnbHbIX KNETOK U3 YPETpbl, C 3a4HEero ceoaa
BNaranuiia n LepBuUKanbHOr0 KaHana cBobo4HO CTekalllee oTAeNsieMoe HeobxoaAnMo yaanuTb

CTepuibHbIM BATHbIM TAMIMOHOM.

Mpn HeobxoammocTn B3aTUS BGMoMaTepuana M3 HecKonbkux 6uMoTOMOB MNOBTOpPUTE
npouenypy, Kaxabin pa3 3abupas Matepman HOBbIM 30HAOM B HOBYO Npobupky.
6.3.2.2 OcobeHHOCTM B3STUS MaTepuana U3 Bnaranmuia
MaTepuan gomxkeH 6bITb B3AT 40 NpOBeAeHNS MaHyasibHOro uccienoBaHus. 3epkano
rnepes MaHuUNynsumMen MOXHO CMOYUTb ropsiyen BOAOW, NPUMEHEeHWe aHTMCENTUKOB
ans obpaboTkm 3epkana npotusBonokasaHo. Cockob 6epyT ¢ 3aaHeboKOBOro ceoaa
Bnaranuwa. Y AeBo4yeKk B3ATME MaTepuana Mnpou3BOASAT CO CAM3UCTOM 0601104KM
npeaaBepus Bnaraauwa, a B OTAEbHbIX CyyasX — M3 3aAHero CBoja Braranuiia
yepes rmMmeHanbHble KOobLua.
6.3.2.3 OcobeHHOCTM B3ATUS MaTepuana U3 ypetpbl
MNepen B39TMEM O6uoMmaTepuana nauuMeHTy peKoMeHAYeTCs BO34epXaTbCs OT
Mo4yeuncrnyckaHus B TedeHune 1,5-2 vyacos.
HenocpeacTteseHHO nepes B3aTMeM buomaTepumana Heobxoanmo ob6paboTaTb HapyxHoe
OTBEpCTME  ypeTpbl  TaMMOHOM,  KOTOPbIA  MOXHO  CMOYMTb  CTEPWUSIbHbIM
pn3M0N0rMYecKnM pacTBOpPOM.
MpW HanNMYMM rHOMHbBIX BblAENEHNI COCKO6 pekoMeHayeTcs 6paTb Yepe3 15-20 MUHYT
nocsie Mo4YencrnyckaHus, npu oTCyTCTBUU BblAENEHUI HEOH6XO0AMMO NPOBECTM Maccax
YpeTpbl C NMOMOLLbIO 30HAA ANSA B3aTUSA buomatepuana. B ypeTpy y XXeHLWMH 30HA
BBOAMUTCA Ha rnybuHy 1,0-1,5 cM, y aeTten matepuan 4nsa nccnenosaHmnsa 6epyT TONbKO

C Hapy>HOro OTBEPCTUS YPETPbI.

1 - ecnn 310 He npoTmBopeynT TDE6OBaHVIF|M K  WUNCNONb3yEMbIM Ha60paM/KOMI'U'IeKTaM peareHToB

ana sblaeneHns HK
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6.3.2.4 OcobeHHOCTM B3SATUSA MaTepuasa U3 LepBMKaNbHOIro KaHana
Mepen B3ATMEM MaTepumasna HeobXxoAMMO yAanuTb BaTHbIM TaMMOHOM CNM3b U 3aTeM
obpaboTaTb WerKy MaTKn CTepPUSIbHbIM (PU3NOIOrMYECKMM pacTBOPOM. 30HA BBOAST
B LepBUKabHbIM KaHan Ha rnybuHy 0,5-1,5 cM. MNpun nssnedyeHnn aoHga Heob6xoanmo

MOJTHOCTbIO UCKKOYNUTb €ro KaCaHme CTeEHOK Baraauviia.

6.4 TpaHcnopTMpoBaHue 1 XpaHeHue obpasuyos 6MonorMyeckoro matepunana

6.4.1 Moua
Ycnosus TPaAHCNOPTUPOBaAHUA U XPaHEHUA 06pa3Ll,OB MO4YUM onpenenarTca UHCTPYKUNAMN
Nno NMPUMEHEHWNIOD PEKOMEHAYEMbIX HAabopOB/KOMMNIEKTOB peareHToB Ans BblgenenHns JHK
(7.1) nnn ncnonb3yembix AN TPAHCMNOPTUPOBAHUS N XpaHEHUs 06pasLLOB TPAaHCMOPTHbIX
cpea.
O6pa3ubl MOUKN AOMyCKaeTCs TPAHCNOPTMPOBATb U XPaHUTb (€C/IN 3TO HE NPOTUBOPEYUUNT
TpeboBaHMAM K UCNoNb3yeMblM HabopaM/KOMMNNEKTaM peareHToB An4 BblaeneHns HK):
e npwu TemnepaTtype ot 2 °C go 8 °C - He 6onee ogHUX CYTOK;

* npwu Temnepartype oT MUHYC 22 °C o MuHyc 18 °C - He 6onee oAHON Heaenu.
BHMUMAHME! [onyckaeTcsa Nub O4HOKpATHOE 3aMOopa)XuBaHne-oTTanBaHue matepuana.

6.4.2 Cockobbl anuTenmanbHbIX KNETOK U3 YPOreHMUTasIbHOrO TpakTa

YcnoBMsS TPaHCNOPTUPOBAHUA U XpaHEHUst COCKOBOB M3 ypoOreHuMTanbHOro TpakTa
onpeaensaTcss MHCTPYKLUMSMU MO NMPUMEHEHUIO peKoMeHAyeMbIX HabopoB/KOMMAEKTOB
peareHToB ans Bbigenenus OHK (7.1) nnu ncnonb3yembiX AAs TPAaHCNOPTUPOBAHUS U
XpaHeHnsa obpa3uyoB TPaHCMOPTHbLIX cpes.

JonyckaeTcs xpaHeHune obpasuos npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTM [AOCTaBkuM MaTepuana B nabopaTopuio B TeUYEHME CYTOK
JONycKaeTcs OAHOKpaTHOe 3aMopaxuBaHue MaTtepuana. [onyckaeTcsd XpaHeHue
3aMOpPOXEHHOro MaTepmana npu TemMmnepaTtype ot MMHyc 22 °C 4o mmHyc 18 °C B TeyeHue
ofHOro Mecsaua (ecnu 3TO He MPOTUBOPEYMT TpeboBaHMAM K  WUCMOJSIb3yeMbIM

HabopaM/kKoMMNNeKTaM peareHToB A5 BblaeneHmsa HK).
BHUMAHME! [lonyckaeTcs nuwb 04HOKpPATHOE 3aMOpaXXnBaHMe-oTTanBaHne matepuana.

6.5 MoaroToBka 6MONOrMYECcKOro MaTepmana Yyenoseka Ansa BbiaenenHms AHK
MoarotoBka 6uonoruyeckoro Matepuana (nNpu  HeobxoAMMOCTW)  MPOBOAMTCS
B COOTBETCTBMM C WHCTPYKUMSIMM NO MNPUMEHEHUID WCMONb3yeMbIX HabopoB/KOMMIEKTOB

peareHToB ANns BblaeneHusa HK (7.1).
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7 NMPOBEAEHVE AHAJIN3A

7.1 Boigenenme QHK 13 6bnonormuyeckoro matepuana

Ona Bblgenenmns OHK pekoMeHAayeTcs MCMoNb30BaTb HaboOpbl/KOMMAEKTbl peareHTOoB,
UMelLLne perucTpaunoHHble YA40CTOBEPEHNS HA MeANLMHCKOe u3genune n npegHasHa4vyeHHble 44
COOTBETCTBYIOWMX BMAOB BMoOMaTepuana c uenbio nocnegyroulero nccnegosanua AHK metogom
MnupP, nanpumep, NMPOBA-PAMNNA (He pekoMeHayeTcs OS89 COCKOH6OB U3 ypOoreHUTasbHOro TpakTta
y MyXuuH), MPOBA-HK, MPOBA-HK-MOC, MPOBA-IC, MPOBA-IC-MJIOC, NMPOBA-MY-PAMUL,

MPOBA-OMTUMA, NMPOBA-MY-PANWNA II (Tabnuua 2).

Tabnuuya 2 - Habopbl/KOMNMAEKTbl peareHTOB, pekoMeHAoBaHHble Ansa BblaeneHns OHK

ONs panbHenwero wucciegoBaHUs C  MCnonb3oBaHMeM Habopa peareHtoB HSV1/HSV2/CMV

NepnecKomMnnekc
MuHuManbHoe
Ha6op/komMnnekT peareHtos, PY BuomaTtepuan KOJIN4YeCcTBO
anroarta, MK

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

M3 YPOreHUTanbHOro TpakTta
KomnnexT pearenTos MIPOBA-HK-TIIOC, COCKOO6bI BHMTZJ(')I::;'IbeIX KNeTokK 300
PY N2 ®CP 2010/08867

M3 YPOreHnTanbHOro TpakTta

M

Komnnekr pearentos MPOBA-TC, COCKOO6bI :—)nMTeJ(::Z;wHHX KNeTokK 100
PY N2 ®CP 2010/08696

M3 ypOreHnTanbHOro TpakTta
Komnnekr pearentos NMPOBA-TC-NIIOC, CoCKObblI BHMTI\(QE::;'IbeIX KNeToK 300
PY N2 ®CP 2010/08696

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

M3 YPOreHUTanbHOro TpakTa

Moua,

Habop pearerTos MPOBA-OMNTVIMA, COCKODObI anuTenuanbHbIX KNETOK 400
PY N2 P3H 2022/17496

M3 ypOreHUTanbHOro TpakTta
Habop pearerTos MPOBA-MH-PANA II, CoCKObblI :—)nMTI:J?::;wHHX 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 6bunonornuyeckoro matepmana Heob6xoanmo

NoAroTOBUTb OTPULATENbHbIA KOHTPONbHbLIA 06paseu M NpoBEeCcTM ero 4epes BcCe 3Tanbl

npo6onoAroToBkN. [N 3TOr0 pPeKoMeHAyeTCsl MCMoJSib30BaTb (DU3MOSIOMMUYECKUI pacTBoOp WK

oTpuUaTeNbHbIN KOHTPO/bHbIM o0bpasel, BXxoaswmii B cocTaB Habopa/KoMMiiekTa peareHToB

Ana BblaeneHna HYKNEMHOBbLIX KWUCNIOT, B Oﬁ'béMe, YKa3aHHOM B UHCTPYKUMKN MO MNMpUMEHEHUIO

COOTBeTCTBYOWEro Habopa/KoMnnekTa peareHToB.

18



HSV1/HSV2/CMV ~ 1
FepnecKomnnexc WHCTpYKuMs no npuMeHenmio | 1093 ot 15 deBpans 2025 roaa 4 OHK-TEXHOJIOruA
7.2 MoarotoBka u nposeaeHue MLUP. ®acoska S

BHUMAHME!

1. Mpu npoBeAeHUN BCEX MOCeAyWNX AENCTBUA cnenyeT nsberatb BO3AENCTBUS MPSAMbIX

COJTHEYHbIX Iy4en Ha Npobmnpkn co cmeckbto ansa amnamdunkauymm!
2. Mpu mcnonb3oBaHum Habopa peareHTOB B BapuaHTe MUCMNosiHeHMs «dacoBka S, CTpunbI»
cneayet CTporo CO6J'IPO,Cl,aTb KOMMNNEKTHOCTb CTPUMOB N KPbILWEK K HAM. He ncnonb3oBaTb KPbILWKN

K CTpunam us apyrmux Habopos peareHToB!

7.2.1 Tlpomapkumpyute no OAHOW npobupke/cTpunoBaHHOM npobupke CO  CMecCblo
ansg amnnmdukaumm, 3anedyataHHoW napaduHoM, Ans Ka)Xxaoro HemssecTHoro obpasua,
ANa OTpULATENbHOMO KOHTPONbHOro obpasua (K-) 1 Ans nonoXmnTeNnbHOro KOHTPOLHOIO

obpasua (K+).

BHMUMAHME! Konn4yecTBo peareHToB paccymMTaHo He 6osiee yeM Ha 24 NOCTaHOBKM NpU yCNOBUMK
BapuabenbHOro KonmyecTsa HeM3BeCTHbIX 06pa3LoB, 1 OoTpuUaTenbHOr0 KOHTPOIbHOro obpasua

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

Mpumep:
HeobxognumMo npoaHanu3ampoBaTb 4 HEM3BECTHbIX o0bpas3ua. [Ons 3Toro  HyXHO
npoMapkmpoBaTb 4 Npobupkn Ans Hem3BeCTHbIX 06pa3LoB, oa4HY NpobupKky ansa «K-» un
0AHY Npobupky ansa «K+». Obuiee KonnyecTso Npobupok — 6.
7.2.2 BcrpsaxHuTe nNpobupky C pacTBOpoM Taqg-noaMMepasbl Ha MUKPOUEHTpudyre-Boprekce
B TeyeHue 3-5 c u ueHTpudyrupymntTe Ha MMKpoLeHTpndyre-sopTeKce B TeueHme 1-3 c.
7.2.3 [dobaBbTe BO BCe MNpOMapKupoBaHHble NpobupKM, He rMnoBpexaas cnon napaduHa,

no 10 mkn pacteBopa Tag-nonuMepasbl.

BHUMAHME! [pu ucnonb3osBaHuu gnsa nposegeHus [MNUP getektupylowero amnamgukatopa

Rotor-Gene Q MMHepanbHOe Macio B Npobupku He BHocUTCs!

7.2.4 [dobaBbTe B Kaxay npobupky (npn HeobxoanMMOCTM) No oAHOM Kanne (okoso 20 MKN)
MUHepasnbHOro Macna. HennoTHO NpUKpPONTE NPOBUPKK/CTPUNbI KPbILLKaMMN.

7.2.1. BCTpaAxHUTe npobupky C MONOXUTENbHbLIM KOHTPOJIbHbIM obpa3suom Ha
MUKpOLLeHTpUdyre-sopTekce B TeyeHne 3-5¢ wu LeHTpudyrmpynte  Ha

MUKPOLIEHTpUdYre-BopTeKCE B TeueHne 1-3 c.

BHUMAHME!

1. Onsa npenapata OHK wn oTpuvuaTenbHOro KOHTPOSbHOrO obpasua nepes BHeCceEHWEM B
NpobupkM C peakuMOHHON CMeCbild HeO06XO0AMMO BbINOMHUTL PEKOMEHAALMN MO UCMOJSIb30BaHUIO
npenapata AHK, npuBeaéHHble B MHCTPYKLUUM NO NpUMEHeHUt0 Habopa/KoMniekTa 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 cny4vae, ecnu nocrne
BblAesIeHNs Hafo0CaZlovHas XWAKOCTb, coAepxawas BblaeneHHyto [HK, 6bina nepeHeceHa B

HOBble NMpobMpKN) HeobxoamMO BCTPSAXHYTb Npobupkm ¢ npenapatom OHK n oTpuuaTenbHbIM
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KOHTPOJIbHbIM 06pa3L oM Ha MUKpPOLEHTpudyre-sopTekce B TedeHue 3-5 ¢ n ueHTpmdyrmposatb
Ha MUKpOUEHTpudyre-sopTeKce B TeueHme 1-3 c.

3. Mpn wncnonb3oBaHun ansa BblageneHns [OHK Habopoe pearenHtoB [MPOBA-MY-PAMNNA,
HeobxoonmMo, He BCTpsIxmBas, ueHTpudyrmposatb npobupkn ¢ npenapatom [AHK u
oTpuuaTeNbHbIM KOHTPOJIbHbIM 06pa3suoM Ha MuKpoueHTpudyre-soptekce B TedeHume 1-3 ¢,
3aTeM MNOMeCTUTb MNpobupkM B MarHWUTHbIM wWTaTMB. B cnydyae ecnm nocne BblaeneHus
Hajocajo4yHas >XWAKOCTb, coAepxalwasa BblaeneHHyo [AHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb nMpobupkn c npenapatom OHK n oTpuvuaTenbHbIM KOHTPOJSIbHBIM
obpa3uoM Ha MuKpoueHTpudyre-soptekce B TedeHme 3-5C W uUeHTpudyrMposaTb Ha
MUKpOLeHTpUdyre-sopTekce B TedyeHune 1-3 c.

4, Ona npenoTepalleHmns KOHTaMUHauuK cneayet nepeq sHeceHmeM OHK oTKpbiBaTb KPbILLKK
TOJIbKO Tex Npobupok, B KOTOpble 6yAeT BHOCUTLCA AaHHbIN obpasel, n 3akpbiBaTb UMX, nepen
BHeCceHueM cnegytouwiero. B cnyyae ncnonb3oBaHnsa CTPUNOB clefyeT 3aKpblBaTb KPbILWKY CTpuna
nocne BHeceHMs B Hero obpasuoB nepes HavanoM paboTbl co cneaywwum. Heobxoammo
3aKkpbiBaTb nNpobupku/cTpunbl nNnoTHo. lpenapatbl AHK ©n koHTponbHble o06pasubl cneagyer

BHOCUTb HaKOHEYHUKaMK C Cbl/lﬂprOM.

7.2.5 BHecuTe B COOTBETCTBYKLUME MNPOMApPKMPOBaAHHbLIE MNpPOBUPKK, HE noBpexaas Crok
napadumHa, no 5,0 Mkn BbigeneHHoro u3 obpasuoB npenapata AHK. B npobupku,
npomMapkmpoBaHHble «K-» n «K+», IHK He BHocUTCS.

7.2.6 BHecuTe B npobupKy, MpOMapKmpoBaHHyl «K-», He noBpexaas cnonm napadwuHa,
5,0 MKN oTpuuaTenbHOro KOHTPOJbHOro obpasua, npoweawero 3tan sBbigeneHns OHK
(cm. 7.1).

7.2.7 BHecuTe B NpobupKy, NpOMapKMpOBaHHYl «K+», He noBpexaas cfnon napaduHa,
5,0 MK MOMOXUTENBHOMO KOHTPOIBHOrO obpasua.

7.2.8 UeHTpudyrupynte BCce NpobMPKU/CTPUNbI HA MUKPOLLEHTpUdYyre-BopTeKCe B TeueHue
3-5c¢ (npn wucnonb3oBaHun ana nposeaeHusa TLUP petekTupylowero amnandgukatopa
Rotor-Gene Q ueHTpudyrmpoaHue He 0653aTeNbHO).

7.2.9 YcTtaHoBuTe BCe NpObUpPKN/CTpunbl B AeTEKTUPYOWMN amnandukaTop.

7.2.10 [Ana peTtekTupylowmx amnangukaTopos cepun OT:
3anycTuTe nporpaMMHoe obecnedeHune aetekTumpyrowero amnamdukatopa. lNMpu nepsom
npoBeaeHuun TMUP 3arpysute cooTBeTCTBYHOWMIN TecT! [anee M npu nocrneayowmx
NOCTaHOBKAx CO34aMTe COOTBETCTBYHOLWWMA MNPOTOKONA  WUCCAEAOBaHUSA:  YKaXxuTe
KONM4ecTBO W wnaeHtTudukaTopbl o06pas3uos, B TOM 4uCne OTpuUaTENbHOrO U
NOMOXUTENBHOIO0 KOHTPOJIbHbIX 06pa3u 0B, OTMETbTE pacnonoXxeHne Npobnpok/cTpunos
Ha MaTpuue Tepmobsioka B COOTBETCTBMM C UX YyCTaHOBKOW u nposeaute MUP. Mpwn

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

1 - TecT ansa AeTekTMpyloWNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B [punoxeHun A) nnvm npeaoctaBnserTca npoussoanteneM Habopa peareHToB
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7.2.11 [Onsa getexktupyrowux amnaundukatopoB CFX96, Applied Biosystems QuantStudio 5 un
Rotor-Gene Q:
MposeaunTte MUP c yyeToM 06b€Ma peakUMOHHOM CMecn, paBHOro 35 Mk, No NnporpaMmam

amMnandukaummn, npmeeaéHHbIM B Tabnnuax 4, 5, 6 COOTBETCTBEHHO.

Tabnuuya 3 - [(lporpamma aMmnaudukaumm AN AeTEKTUPYOWKMX aMnandukaTopos

«ATnpanm», «ATnant» (dacoBka S)

Pe>xkum
No
6noka Temnepartypa, °C MMWH c Yucno uukioB ONTUYECKUX Tvin 6noka
n3MepeHun
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 LUnkn
64 0 15
94 0 10
3 45 Lukn
64 0 15
4 94 0 5 1 Luvkn
5 251 XpaHeHue XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHMNIA

Tabnuuya 4
(dacoBku S, U)

- Mporpamma amnnmndukaumm ans geTekTupyrwwmnx amnnmdukatopos CFX96

Bpewms, Konuyecreo unknos
o o
N2 6noka (Step) Temnepartypa, °C MM CeK )

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50

4 64 v 0:20
V - pexum onTuuecknx nameperuii (Plate Read), ycTaHOBUTb U3MepeHne dyopecLeHUMmn no
HeobxoanMbIM KaHanam getekumm (Fam, Hex, Rox, Cy5) npu 64 °C

Tabnuuya 5

- MporpaMmMa aMnandukaumm ans AeTEeKTUPYLWMX aMnandukaTopos

Applied Biosystems QuantStudio 5 (dacosku S, U)

Cragms N2 wara Temneparypa, °C Bpewms, Konnuecrso umkios
MWH: CekK (noBTOpOB)
Craaus 1 80 01:00 1
yaepxaHus 2 94 01:30 )
1 94 0:20
Craaunsa MNup 50
2 62 v 0:20
V - c6op AaHHbIX Ans HeobxoanMbiX dnyopodopos (Fam, Vic (Hex), Rox, Cy5) BKk/toUeH

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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Tabnuuya 6 - T[lporpaMma aMmnaudukauunm ANsS AeTeKTupytowero amnamdukatopa

Rotor-Gene Q (dacoeka S, npobupku)

Ne/ Temnepartypa/ Bpema/ KonuuecrtBo 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 - peXM1M ONTUYECKUX U3MEPEHUI YCTAHOBUTL M3MepeHune dnyopecueHumnn (Acquiring) no KaHanam
petekumm Green, Yellow, Orange n Red npu 62 °C

7.3 MoarotoBka u nposeaeHue MNMLUP. ®acoska U, pyyHoe Ao3mpoBaHue

BHUMAHME!

1. Ona amnandukaummn cnegyeTt Ncnosb3oBaTb O4HOPA30Bbie aMNIN@UKaALMOHHbIE NPOo6MpKU
06béMOM 0,2 M MM MUKponnaHweTbl MUP 96 nyHok!, repMeTMsnmpyembie TEPMOMEHKON.
He pekomeHayeTCcsi UMCMoOJfb30BaTb CTPUMNOBaHHble NpobuMpkM B CBA3M C  OMACHOCTbIO
noctamnamdrKaumoHHON KOHTaMnHaumu.

2. Mpn npoBeAeHUN BCEX MOCAeAYyWNX AENCTBUN cnenyeT nsberatb BO3AENCTBUS MPSMbIX

COJTHEYHbIX JTy4en Ha Npobupkmn co cMmecbto Ansa amnamdunkauymm!

7.3.1 Tlpomapkupymnte HeobxogmMmoe KOJIMYECTBO OAHOPA30BbIX aMNANMUKALMOHHBIX
npobupok o6vEMOM 0,2 MA wnm mMukponaaHwet MUP 96 nyHOK anss HeM3BeCTHbIX
o06pa3uoB, Ans oTpuUaTeNbHOrO0 KOHTPOJIbHOrO obpa3ua (K-) U Ans NonoXuTenbHOro

KOHTponbHoOro obpasua (K+).

MpumeyaHMe - PekoMeHAyeTCA MOCTAaHOBKA He MeHee 5 06pasuoB B OAHOM WCCNEAOBaHMMU

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

Mpumep:
HeobxoanMo npoaHanuampoBaTb 4 HeM3BeCTHbIX obpa3sua. [Ons  3TOro  HyXHO
npomapkupoBatb 4 nNpobupku/3ape3epBupoBaTb 4 IYHKWM  MUKponaaHweTta  Ans
Hen3BeCcTHbIX 06pa3uoB, 04HY MPObMPKY/NYHKY Ansa «K-» n ogHy NpobupKy/nyHKy ans
«K+>», Obwee konnuyecTso Npobnpok/nyHok — 6.

7.3.2  BcTpsxHuTe npobupKy CO cMecblo Ans aMnandukaumm Ha MUKpOLEHTpudyre-sopTekce
B TedeHue 3-5 c u ueHTpndyrnpymnte Ha MMKpoLeHTpudyre-sopTekce B TeveHue 1-3 c.

7.3.3 BHecuTe BO BCe nNpoMapKupoBaHHble NpobupKn/Heobxoammble YHKM MUKpOMaHLeTa
(Bkntovasa «K-» n «K+») no 6,0 Mkn cMmecn ans amnnmdumkaumm.

7.3.4 BctpaxHute  npobupkm ¢ TMLUP-6ydepom n  nonuMmepason  TexHoTaq MAX
Ha MUKpoueHTpudyre-sopTekce B TeyeHune 3-5¢ n ueHTpudyrnpymnte

Ha MUKpoueHTpudyre-sopTekce B TeyeHme 1-3 c.

1 - Ana peTekTUpylowmnx aMnandukaTopos «4TnanT» MUKponaaHweTbl 96 NyHOK HE UCMNOJIb3YHOTCS
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BHMUMAHME! [onumepasy TexHoTaq MAX Heob6xoauMMo AocTaBaTb M3 MOPO3UILHOM KaMepbl

HenocpeaCcTBeHHO nepea Mcnosib3oBaHUEM.

7.3.5 TpurotoBbTe cMechb MLP-6ydepa c nonmmepason TexHoTaq MAX. [Ins aToro cmewanTe
B OTAE/IbHOM O4HOpa3oBon npobupke:
e 6,0 x (N+1) Mkn NUP-6ydepa,
e 0,3 x (N+1) Mkn nonmmepasbl TexHoTaq MAX,
roe N — KOnmM4yecTBO MPOMapKMpOBaHHbLIX MPOBUPOK/KONMYECTBO HEOBXOAUMbBIX JTYHOK

MUKponaaHweTa ¢ YY4€ToM «K-», «K+>»,

Mpumep:
Heobxoanmo npoaHanusnpoBaTb 4 HEN3BECTHbIX obpasua, «K-», «K+>».
MpoMapKnpoBaHHbIX NpobMpPoK/HEOOXOAMMBIX JSIYHOK MUKponnaHwetra - 6. HyXHO

npurotoButh cMmecb [MUP-6ydepa wn nonumepassl TexHoTaq MAX ana 7 (6+1)

npobupok/nyHok, T.e. 42 mkn MUP-6ydepa + 2,1 Mkn nonumepasbl TexHoTaq MAX.
7.3.6  BcTpsAxHUTe npobupky C nNpuUroToBrieHHOW cMecbto [LUP-6ydepa v nonumepasbl

TexHoTaqg MAX Ha MuKpoueHTpudyre-sopTekce B TeyeHne 3-5 c u ueHTpudyrupymnte

Ha MUKpoueHTpudyre-BopTekce B TeyeHme 1-3 c.

BHUMAHME! Cwmecb TMUP-6ydepa n nonumepasbl TexHoTaq MAX HeobxoaMMO TrOTOBMUTb

HenocpeacTBeHHO nepea Mcnosib3o0BaHUEM.

7.3.7 [dobaBbTe BO BCe NpOMapKMUpoOBaHHbIE NPOBUPKK/HEOEXOANMBIE TYHKNU MUKPOMIAHLWIETA
Co cMecblo ans  amnnmdukaumm no 6,0 mkn cmecu TMLUP-6ydepa wn nonmmepasbl

TexHoTaq MAX. HennoTHo 3akponTte npobupku.

BHUMAHME! Tlocne pobasneHma cmecn TUP-6ydepa u nonummepasbl TexHoTaq MAX
B NPOGUPKU/NYHKM CO CMecblo Ana amnandukauum HeobxoguMMo B TeyeHue [ABYX 4acoB
BbINOSIHUTL 7.3.8 — 7.3.14.

7.3.8 BcTpsxHute npobupky C MONOXUTENbHbIM KOHTPOJIbHbIM obpa3suom Ha
MUKpoOLeHTpudyre-sopTekce B  Te4yeHue 3-5¢ n ueHTpudyrmpymTte Ha

MUKpOLEeHTpudyre-sopTekce B TedeHue 1-3 c.

BHUMAHME!

1. Onsa npenapata AHK u oTpuuatenbHOro KoHTposabHOro obpasua nepes BHECEHMEM B
NpobUpPKU/NYHKN C pEeaKUMOHHOW CMecbld HeobXx0AMMO BbIMNOMHUTL peKoMeHZauuum no
ncnonb3oBaHmio npenapata [AHK, npuBenéHHble B WMHCTPYKUMM MO MPUMEHEHUIO
Habopa/koMnnekTa peareHToB Ans BblaeneHms HK.

2. Mpu wncnonb3oBaHun Ana BblageneHnsa [AHK komnnektoB peareHtoB [1POBA-PAMAA,
MPOBA-HK, MPOBA-HK-IMOC, NMPOBA-IC n MPOBA-IC-MJIOC (Tonbko B cny4vae, ecnu nocne
BblAe/IeHNsl HafoCaZlovHas XWAKOCTb, coAepxauwas BbiaeneHHyto [AHK, 6bina nepeHeceHa B
HOBble NMpPobMpKN) HeobxoamMO BCTPSAXHYTb Npobupkm ¢ npenapatom OHK n oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3LoM Ha MUKpoueHTpudyre-BopTekce B TedeHue 3-5 ¢ n ueHTpudyrmuposatb

Ha MUKpoueHTpudyre-sopTekce B TeueHme 1-3 c.
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3. Mpn wncnonb3oBaHun ansa BblageneHns [OHK Habopoe peareHtoB [MPOBA-MY-PAMNNA,
HeobxoamMo, He BCTpsixmBasd, ueHTpudyrmpoBaTb npobupkn ¢ npenapatom [AOHK u
oTpuuaTeNibHbIM KOHTPO/IbHbIM 06pa3LOM Ha MUKpoueHTpudyre-sopTekce B TeyeHune 1-3c,
3aTeM MOMEeCTUTb MpobupkM B MarHUTHbIX wWTaTMB. B cnyyae ecnu nocne BblaeneHUs
Hagocado4YyHas XWUAKOCTb, coaepxawasa BsblgeneHHyt [AHK, 6bina nepeHeceHa B HOBble
npobupkun, cneayeT BCTPAXHYTb Npobupku ¢ npenapatoM AHK 1 oTpuuaTesibHbIM KOHTPOSIbHbIM
obpa3uoM Ha MuUKpoueHTpudyre-soptekce B TedeHne 3-5¢ w© ueHTpudyrMposaTb Ha
MUKpOLEHTpUdyre-sopTekce B TeyeHume 1-3 c.

4, Ona npenoTepalleHns KOHTaMUHauun cneayet nepef sHeceHmeM [HK oTKpbiBaTh KpbILWKK
TOJIbKO Tex nNpobupok, B KOTopble 6yaeT BHOCUTBLCS AaHHbIM obpasel, M 3akpbiBaTb UX nepej
BHeceHneMm cneaytowero. HeobxoanMmo 3akpbiBaTb MNpobupkm nnoTtHo. [Mpenapatel AHK u

KOHTPOJ1bHbIE o6pa3u,b| cneayetr BHOCUMTb HAKOHEYHUKAMU C CbVIJ'IprOM.

7.3.9 BHecuTe B COOTBETCTBYIOLIME MPOMapKUpOBaHHble MNpPOBUPKM/HEOBX0AUMbIE NYHKMU
MukponnaHwera no 6,0 Mkn BblaeneHHoro w3 obpasuos npenapata AHK.
B npobupku/nyHkn, npoMmapknpoBaHHble «K-» n «K+», AHK He BHoOcUTCS.

7.3.10 BHecuTe B nNpobUpPKY/NYyHKY, NpOMapKuUpoBaHHYK «K-», 6,0 MKN oOTpuuaTenbHOro
KOHTponbHOro obpasua, npoweawero atan sbigeneHnsa AHK (cm.7.1).

7.3.11 BHecuTe B nNpob6MPKY/NyHKY, MpOMapkKmpoBaHHyt «K+», 6,0 MK MOMOXUTENbHOIO
KOHTponbHOro obpasua.

7.3.12 B cnyyae ucnonb3oBaHusa mmkponsaHweTtos MNLUP 96 nyHok:

7.3.12.1 TlloMecTuTe aKKypaTHO, He BCTpsXuBasli, MMKporsiaHweTt MLP B NnoanoxkKy yCTponcTea

ANd 3aneyaTtbiBaHMA niaHweTos ATnak.
7.3.12.2 TlpoBeanTte 3anevyatbiBaHWe MukponnaHweta MNUP nonnmepHon TepMOnaéHKOoM
COrflacHoO pyKoBOACTBY MO 3Kcnyataumu npubopa ATnak.

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

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

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

7.3.15 [nga peTtekTupyowmx amnangukatopos cepun AOT:
3anycTuTe nporpaMMHoe obecnedeHue aeTekTupylowero amnamdukaropa. Npu nepsom
npoBeaeHuun TMLP 3arpy3uTe COOTBETCTBYOWMI TecT!. [anee v Npu NocCieayLmx
NOCTaHOBKAaxX Cco3fjaMTe COOTBETCTBYHOLWMMN MNPOTOKOA  WUCCNEeAO0BaHUA:  YKaxXuTe
KONIMYeCcTBO UM unaeHTudukaTopbl 06pasuUoB, B TOM 4WUCIe OTPUMUATENLHOrO W
NOSIOXUTENBHOIO KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacrnonoxeHwe o6pasLoB 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 geTekTMpyloWNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa yKasaHbl B [punoxeHun B) unm npenocraBnsercs nponssoanteneM Habopa peareHToB
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7.3.16 [nsa petektupytowmx amnnmpukatopos CFX96 n Applied Biosystems QuantStudio 5:
MposeguTte MUP c yyeToM 061bEMa peakUMOHHOW cMecun, paBHOro 18 Mk, Nno nporpamMMam

amnandukaummn, npmeeaéHHbIM B Tabnnuax 4, 5 COOTBETCTBEHHO.

Tabnuuya 7 - T[porpammMa aMnaudukaumm ANs AeTEKTUPYHOLWMX aMnandukaTopos

«OTnpanm», «ATnant» (dpacoska U)

Pe)xxum
Ne Yucno
TeMmnepartypa, °C MUWH C ONTUYECKUX Tvin 6noka
6noka LMKJIOB -
n3MepeHun
80 0 5
1 15 Lnkn
94 0 5
2 94 5 00 1 Lnkn
94 0 30
3 5 Luvkn
64 0 15 4
94 0 10
4 45 Lnkn
64 0 15 %
5 94 0 5 1 Luvkn
6 251 XpaHeHune XpaHeHune
V - peXuM onTUUYECKUX U3MEPEHMNIA
7.4 MoarotoBka wn npoBegeHue TILUP. ®acoeka U, € wuncnonb3oBaHMeM A03MpYylOLWEro

ycTtponctea [ATctpum (TOAbKO Ans  AeTektupytowero ammaundukatopa <«ATnparim» B

Moaudukaumm «ATnpanm *X*»)

BHMMAHME!

1. Ons amnandmkaumm cnepyet MCNosb30BaTb MuKponnaHweTbl MUP 384 nyHku,
repMeTmn3npyemMblie TEPMOMIEHKON.

2. Mpu npoBeAeHUN BCeEX NOCienylWnxX AeNCTBUN cnenyeT nsberatb BO3AENCTBUSA MPSAMbIX

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

MpuMeyvaHune - PekoMeHayeTca nMoCTaHOBKa He MeHee 5 06pa3u,03 B OAHOM WuccnegoBaHun

(3 HemzBecCTHbIX 06pa3ua, oTpMuaTesbHbIA U MOMIOXUTENbHbIN KOHTPOJIbHbIE 06pa3ubl).

7.4.1 BcTpsixHUTe NpobUpPKY CO CMEChIo AN aMnanduKaumMm Ha MUKPOLIEHTpUDYre-BopTeKCe

B TedeHue 3-5 ¢ n ueHTpudyrnpyinTe Ha MUKPOLEHTpUdYre-BopTeKCE B TeueHne 1-3 c.

7.4.2 BctpaxHute npobupkn ¢ MUP-6ydepom un nonuMmepasonn TexHoTaq MAX Ha
MUKpPOLEeHTpUdyre-sopTeKkce B TeyeHnme 3-5¢ nu LueHTpudyrnpymte  Ha

MUKpOLIEHTPpUdyre-BopTekce B TeyeHue 1-3 c.

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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BHUMAHME! T[lonumepasy TexHoTaq MAX Heob6xoauMMO AoOCTaBaTb M3 MOPO3WUIbHOWM KaMepbl

HenocpeacTBeHHO nepea MCcnosib3oBaHUEM.

7.4.3 Cneays ykasanuam MO gosupytowero ycrponcrea ATCTpuM, NpUrotoBbTe B OTAENLHOM
oaHopa3oBoi npobupke cmeck MUP-6ydepa n nonmmepasesl TexHoTaq MAX.

7.4.4 BcTpaxHuTe npobupky C npurotoesneHHom cMmecbto T[LUP-6bydepa wn nonmmepasbl
TexHoTaq MAX Ha MuKpoueHTpudyre-sopTekce B TedeHmne 3-5 ¢ 1 ueHTpmudyrnpynTte Ha
MUKpOLEHTpudyre-sopTekce B TeyeHue 1-3 c.

7.4.5 BcTpaxHuTe npobupky C MOSTIOXUTENbHbIM KOHTPOJIbHbIM obpa3suom Ha
MUKpOLEeHTpudyre-sopTekce B  Te4yeHwue 3-5c¢ 7 LUeHTpudyrmpymTte Ha

MUKPOLIEHTpUdYre-BopTeEKCE B TeueHne 1-3 c.

BHVUMAHME!

1. MNepen npoBeaeHneM Ao3mpoBaHus ang npenapata AHK n oTpuuaTenbHOro KOHTPOAbHOMO
obpasua Heob6x0AMMO BbINONHWUTL pEKOMEeHJauMM No WUCNonb3oBaHuio npenapata [AHK,
npuBeAéHHbIE B MHCTPYKLUWM NO NpUMeHeHUto Habopa/KoMnsiekTa peareHToB 415 BbiaeneHns HK.
2. Mpu wucnonb3oBaHun aAns BblgeneHnsa [AHK komnnektoB peareHtos [1POBA-PAMWA,
MPOBA-HK, MPOBA-HK-MJTIOC, MPOBA-IC n MPOBA-IC-MJTIKOC (TonbKo B Cry4dae, ecnin nocne
BblAeNeHMs HaZocadouyHas XWAKOCTb, copepxawas sblaeneHHywo [AHK, 6biia nepeHeceHa B
HOBble NMpobMpKKN) HeobxoamMO BCTPSAXHYTb Npobupkm ¢ npenapatom OHK n oTpuuaTenbHbIM
KOHTPOJIbHbIM 06pa3L oM Ha MUKpPOLEHTpudyre-sopTekce B TedeHme 3-5 ¢ n ueHTpudyrmpoBsatb
Ha MUKpouUeHTpudyre-sopTeKce B TeueHme 1-3 c.

3. Mpn wncnonb3oBaHum ansa BblgeneHns AOHK Habopos pearentoB [MPOBA-MY-PAMNUA,
HeobxoomMMO, He BCTpsAxuBas, uUeHTpudyrmpoBate npobupkn ¢ npenapatom [OHK wu
oTpuuaTesibHbIM KOHTPOJIbHbIM 06pa3LoM Ha MUKPOLEHTpudyre-sopTekce B TeyeHue 1-3 ¢,
3aTeEM TMOMECTUTb NpPOBUPKM B MarHUTHbIA WTaTMB. B cnyyae ecnn nocne BblaeneHus
Hajocajo4yHas >XWAKOCTb, coAepxawasa BblgeneHHyto [OHK, 6biia nepeHeceHa B HOBble
npobupkun, cneayet BCTPAXHYTb Npobupku ¢ npenapatoM AHK n oTpuuaTesbHbIM KOHTPOJIbHbLIM
obpasuoM Ha MuKpoueHTpudyre-soptekce B TeudeHne 3-5C wn  uUeHTpudyrmposaTb Ha

MUKPOLIEHTpUYre-BopTeKCce B TedeHue 1-3 c.

7.4.6 YcraHoBMTe npobupkm co cMmecbio ana amnaudukaumm, co cmecbto [MLUP-6ydepa u
nonuMmepasbl  TexHoTaq MAX, npobupku wunu  rybOKOAYHOUYHbIE  MNAHLIETHI
c npenapatamn [AOHK, oTpuuaTenbHbIM KOHTPOJSIbHbIM 06pasuoM W MOMOXUTENbHbIM
KOHTpPONbHbIM 06pasuoM, a Takxe MukponnaHweT TMUP Ha pabounin cton ATcTpuMm m
nposeanTe A03MPOBAHME KOMIMOHEHTOB COrlacHO PyKOBOACTBY MO 3KCrjyaTauun.

7.4.7 TloMecTuTe akKKypaTHO, He BCTpsixmBasi, MukponaaHwet MNUP B moanoxky ycTpoicTea ans
3arneyaTbiBaHUA nnaHweToB [Tnak nocne 3aBeplieHUs MporpaMmbl Ha AO3MPYHOLLEM
ycTpoictee ATcTpumM.

7.4.8 T[poBeauTe 3anedaTbiBaHne mmkponaaHweta MNMUP nonnMmepHoit TepMONSIEHKOM COrnacHo
pPYKOBOZACTBY MO 3KCrjayaTaumm npunbopa ATnak.

7.4.9 Uentpudyrmpynte mukponnaHwet MLUP npn RCF(g) 100 B TeueHne 30 c.
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7.4.10 YcraHoBuTe MukporaHwet MUP B 610K geTekTupyowero amnandukaTopa.

7.4.11 3anyctuTte nporpaMMHoe obecnedyeHune getekTupyrowero amnamdukartopa. lNpu nepsom
nposeaeHnn MLP 3arpysuTe cooTBETCTBYWOWMIA TecT!. Janee u npu MocneayoLmx
MOCTaHOBKAxX CO34aMTe COOTBETCTBYHLWMMA MNPOTOKOA  WUCCAEAOBaHUSA:  YKaxuTe
KONM4ecTBO W wnaeHTUduKaTopbl o06pas3uoB, B TOM 4uCNe OTpuUaTENbHOrO U
MOSIOXKUTENBHONO KOHTPOJIbHbLIX 06pa3uoB, OTMeTbTe pacnosoxeHne o6pas3uoB Ha
MaTpuue TepMob/oka B COOTBETCTBUM C UX yCTaHOBKOW n nposeauTte MUP. MNMpu Bbibope

TecTta gosikHa otobpaxaTbca nporpamma, npueenéHHas B Tabnuvue 6.

8 PETNCTPALUMA PE3Y/IbTATOB AMIVIN®OUKALIN

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

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

1 - TecT ansa AeTekTMpyloWMNX amnandukaTopos cepun AT co3gaércs NyTéM BBoAa NapaMeTpoB (MapaMeTpbl
TecTa ykasaHbl B [MpunoxeHun B) unm npenocraBnsercs nponssoanteneMm Habopa peareHToB
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9 YYET U UHTEPMNPETALMUSA PE3Y/IbTATOB
9.1 YuyeTr pe3ynbTatoB aMnduKaunum OCYLWECTB/ISIETCS aBTOMATUUYECKM C  MOMOLLbIO

NporpaMMHoOro obecrnevyeHus, NOCTaBISEMOro C AETEKTUPYOLWNUM aMNINdUKaTOPOM.

9.2 Mpn ncnonb3oBaHun getekTupyrowmnx amnamdukatopos CFX96 cnegyet ncnoab3oBaTb
perpeccmoHHblt TMN aHanusa (Cq Determination Mode: Regression), Bo Bknaake «Baseline

Subtraction» Heobxognmo BbIbpaTb «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTaumns pesynbTaToB NMpPoOBOAMTCA B COOTBETCTBMM C Tabnuuen 8. PesynbtaThl
MOCTaHOBKMW BanuAHbl, €C/IN BbINOSIHAOTCA YCA0OBUA MHTEprpeTaumm pesynbTaToB, NosyyYeHHbIX

ANS KOHTPONbHbIX 06pa3Los.

Tabnuuya 8 - WMHTepnpetaumsa pesynbtatos lMLP

KaHan pertekuum

Fam/Green, | Hex/Yellow/Vic, | Rox/Orange, Cy5/Red, DL D G L L | ER L5 ]

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

O6Hapy>xeHa AHK

YkasaH He yunTbiBaeTca He ykasaH He ykasaH Herpes simplex virus 2
(HSV2)
O6Hapy>xeHa AHK
He ykasaH He yuuTbiBaeTcs Yka3saH He ykasaH Cytomegalovirus
(CMV)
O6Hapy>xeHa AHK
He ykasaH He yuunTbiBaeTcs He ykasaH YkasaH Herpes simplex virus 1
(HSV1)
He ykasaH YkasaH He ykasaH He ykasaH He obnapyxena AHK
BbISIBIAEMbIX MUKPOOPraHM3MOB
He ykasaH He ykasaH He ykasaH He ykasaH HepoctoBepHbI pe3ynbTaTt

OTpuuaTesibHblI KOHTPONbHbLIW 06pasel

OTpuuaTesibHbIi pe3ynbTaT

He ykaszaH Yka3saH He ykasaH He ykaszaH
Pe3ynbTaTbl NOCTAHOBKWN BanUAHbI

Mono)xuTenbHbIN KOHTPOJIbHbIW O6pasel

Mono>xuresibHbliA pesynbTar

YkasaH YkasaH YkasaH YkasaH
Pe3yn bTaTbl NMOCTAHOBKWN BaTNAHbI

9.4 HepoctoBepHbIn pe3ynbTaT MOXET OblTb CBA3aH C  MPUCYTCTBMEM UWHIMBGMTOpPOB
B npenapate [AHK, nonyyeHHOM wn3 6uonornyeckoro MmaTtepwana; HEBEPHbIM BbINOJIHEHNEM
NpoToKONna aHanusa; HecobntogeHnem TemnepaTypHOro pexuma amnamdukaumm m ap. B aTom
cnydyae Tpebyetca nosTopHoe nposedeHue TUP ¢ wmewwmmca npenapatom [OHK, nnbo
nosTopHoe Bblgenenne AHK n nocrtaHosBka lUP ans atoro obpasua, nmbo noBTopHOE B3dATME

6uonorMyeckoro matepuana y naumeHTta (BbIMONHAETCS NOCNeA0BaTesbHO).

9.5 Ecnn pnsa 6uonorndeckoro obpasua nony4eHol 3HadveHms Cp/Cq/Ct meHee 24 no KaHanam
petekunn Fam/Green, Rox/ Orange unm Cy5/Red, To 3TO roBOpuT O BbICOKOW NepBOHaYasbHOM
KOHUeHTpaunn [OHK cooTBeTCTBYHOLWEro MWKpoopraHmsma. B [gaHHOM c/fiyyae BO3MOXHO
nony4vyeHne JIOXKHOOTPUUATENBHOINO pesynbTata Ans  MukpoopraHmsma, [AOHK koToporo

NMPUCYTCTBYET B HU3KOMN KOHUEeHTpaunn. Ona UCKNYEeHUA NOXHOOTpULaTesbHbIX pe3ynbTaToB
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pekoMeHayeTcss noBTOpHO nposectu [MLUP BblgeneHHoro npenapata AHK ¢ mncnonb3oBaHuneM
Habopa peareHTtoB 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 414 BbissiBneHns AHK uutoMeranosupyca yenoBeka
(CMV) MeTogoM nonuMmepasHol uenHowm peakumm (UMB-TEH), OO0 «AHK-TexHonorus TC»,
Poccusa, PY N2 ®CP 2008/03945.

9.6 Mpyn nNoAYyYEHUUN TMOSIOXKUTENBHOIO pe3ynbTaTta A/ OTPULATENbHOI0 KOHTPOSIbHOIO
obpa3ua pe3ynbTaTbl BCEM MOCTAHOBOYHOW CEPUU CUUTAOT HEAOCTOBEPHbIMW. B 3TOM cnydae
Heo6XoANMO NpoBeAeHNE CreLmanbHbiX MEPONPUATUIA AN BbIABIEHUSA N YCTPAHEHUS BO3MOXHOWM

KOHTaMnHauunu.

9.7 MpyM NONYyYEHUU OTPULIATENBHOrO pe3ynbTaTa A/ MOJIOKUTENBbHOIO KOHTPOJIbHOIO
obpa3sua pe3yfbTaTbl BCEM MOCTAHOBOYHOW CEPUM CUUTAKOT HEAOCTOBEPHbLIMU. B 3TOM cnydae

Tpe6ye'rc;1 NMOBTOpPHAas noCraHoOBKa aMI'I}'IM(bMKaU,MM BCeMn napTmm 06paBU,OB.

10 TPAHCNOPTUPOBAHME, XPAHEHUE N SKCNJIYATALUUA

10.1 TpaHcnopTupoBaHue
10.1.1 TpaHcnopTupoBaHme Habopa peareHTOB OCYLWECTBAAKT B TEPMOKOHTEMHepax
C XJlalo3N1IeMeHTaMM BCEMWU BUAAMU KPbLITOro TpaHcnopTa Mpu TemMnepaType BHYTpu
TEPMOKOHTENHEpPA, COOTBETCTBYIOWEN YCNOBUAM XPaHEHUST KOMMOHEHTOB, BXOASLLMX
B cocTaB Habopa peareHToB.
10.1.2 ®acoBka S
JonyckaeTcs TpaHcnopTupoBaHue Habopa peareHTOB B TEpPMOKOHTEMHepax C
X/flaflo3NIeMeHTaMM BCEMU BUAAMU KPbITOro TpaHCropTa MpuW TeMnepaTtype BHYTpU
TepMOKOHTerHepa oT 2 °C go 25 °C He 6onee 5 cyTok.
10.1.3 ®acoska U
10.1.3.1 [onyckaeTtcs TpaHcnopTupoBaHne Habopa peareHTOB, 3a UCKAKOYEHUEM NoAnMepasbl
TexHoTaq MAX, B TEpMOKOHTEMNHepax C xXjajo3/1eMeHTaMM BCEMU BUAAMU KPbITOrO
TpaHcrnopTa Npu TemnepaType BHYTpU TepMoKoHTenHepa oT 2 °C go 25 °C He 6onee
5 cyTok.
10.1.3.2 [JonyckaeTcs TpaHCNOpTUpoBaHue nonmMepasbl TexHoTaq MAX B TepMOKOHTEMHEpax
C XJ1aZl03/IEMEHTaMN BCEMW BMAAMU KPbITOrO TpaHCropTa npu TeMmnepaTtype BHYTpu
TepMOKOHTeNHepa Ao 25 °C He 6onee 5 cyToK.
10.1.4 Habopbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HapylleHWeM TeMnepaTypHOro pexuma,

NMPUMEHEHUNIO HE MoANEXaT.
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XpaHeHue

dacoska S

Bce KkKomnoHeHTbl Habopa peareHTOB cneayer XpaHWUTb B  XOJOAMNBHUKE WU

XonoaunebHoM 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 koMnoHeHTbl Habopa peareHToB, 3@ UCKJIlOYEHMEM nonmMmepasbl TexHoTaq MAX,
cnenyet XpaHWTb B XONOAWMNBHWKE WU XONOAWIBHOMW KaMepe npu TemnepaTtype
oT 2 °C po 8 °C B TeyeHMe BCero cpoka rogHoctu Habopa peareHToB. CMecb ans
amnandukaumn cneayet XpaHuTb B 3alLMIWEHHOM OT CBeTa MecTe.
MNonumepasy TexHoTaq MAX cneayer XpaHuUTb B MOpPO3WBHOW Kamepe npu
TeMnepaTtype oT MUHYC 22 °C o MuHyc 18 °C B TeueHMe BCero cCpoka roAHOCTU
Habopa peareHTOB.

Habopbl peareHTOB, XpaHWBLUMECS C HapyLUEHUMEM periaMeHTUPOBAHHOINO pexuma,

npuMeHeHNo He noanexart.

YKaszaHus no aKcnayataumm

Habop peareHTOB A0/IXEH MPUMEHSATbLCS COrMacHO AENCTBYIOWEN BEPCUU YTBEPXKAEHHOMN

WHCTPYKUMM NO NPUMEHEHMIO.

Ona  nonydyeHMs AOCTOBEPHbIX pe3ynbTaToB HeobxoauMMo CcTporoe cobnwaeHue

WHCTPYKUMKM MO NpUMeHeHnto Habopa peareHToB.

Mocne BCKpbITUS YMNakOBKWM KOMMOHEHTbl Habopa peareHTOB crneayeT XpaHuTb MNpu

cnenyuwmx ycnoBumsx:

- BCe KOMMOHEHTblI Habopa peareHToB, 3@ UCKJIlOYEeHMEM nonmMmepasbl TexHoTaq MAX,
cnepyeTr XpaHuTb B XOSOOWIbHMKE WAW XONOAMNBHOM KaMepe npu TemnepaType
oT 2 °C go 8 °C B Te4yeHMe BCEro cCpoka rogHoCcTu Habopa peareHToB;

- CMeCb Ans amMmnaudukaumm n cMecb 48 amnandunkaumm, 3anevyataHHyo napaguHom,
cnepyeTr XpaHuTb B XOSOAWIbHUMKE WAN XONOAMNBHOM KaMepe npu TemnepaType
oT 2 °C pgo 8 °C B 3aliMWEHHOM OT CBETa MecTe B TeYyeHue BCero cpoka roaHoCTu
Habopa peareHTOB.

- nonumepasy TexHoTaq MAX (dacoska U) cneayet xpaHUTb B MOpPO3USIbHON Kamepe
npu TemnepaTtype oT MUHYC 22 °C go MuHyc 18 °C B TeueHWe BCEro cpoka rogHocTu
Habopa peareHToB.

Ha6opbl peareHToB C UCTEKLLIMM CPOKOM rOAHOCTM MPUMEHEHUIO HE MoANexar.
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11 YKA3AHUA NO YTUWIN3ALNUN

11.1 Mpn wmcnonb3oBaHuM Habopa peareHTOB B KJMHWKO-AMArHoCcTu4yeckown 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 HENPUrog4HOCTb, B TOM YMC/ie B CBA3M C UCTEYEHMEM
CpoKa TrOAHOCTW, TMOBpeXAeHWEM YMNakoBKW, noanexar yTuamsauum B  COOTBETCTBUMU
¢ TpeboBaHusamMm CaHlnH 2.1.3684-21.

12 FAPAHTUN N3TOTOBUTENA

12.1 MpeonpuaTne-mn3rotToBuTeNb rapaHTupyert COOTBETCTBUE Habopa peareHToB
TpeboBaHMSAM TEXHUYECKUX YCIOBUI Npu COBM0AEHUN YCIOBUA TPAHCNOPTUPOBAHUS, XpaHeHUs

M 3KCcnnyatTaunn, yCtaHOBJIEHHbIX TEXHUNYECKUMU YCNTOBUAMN.

12.2 Cpok rogHoctT Habopa peareHToB — 12 MecsiueB npu CO6NOAEHUMU BCEX YCOBUMA

TPAHCMNOPTUPOBAHUA, XPaHEHNA N SKCNJ1yaTauun.

13 PEMOHT N TEXHNYECKOE OBCJ1Y>)KUBAHME

Habop peareHToB npegHasHauyeH A/ OAHOKPATHOINO MPUMEHEHUS U HE MOANEXUT

TEXHNUYECKOMY 06CNY>KMBAHUIO U TEKYLLEMY PEMOHTY.

14 CNMBO/J1Ibl, UCNOJIb3YEMBbIE NP MAPKNPOBKE HABOPA PEATEHTOB

MeaunynHckoe nspgenuve
L Homep no katanory
ONS ANAarHoCTUKM in vitro

TemnepaTypHbIli AMana3oH “ M3rotosuTenb
I
Coaep>XnMMoro AocTtaToyHo :7\TI<‘ He ponyckaTb
ANa NpoBefeHus <n> TecToB ’.\\ BO3JENCTBUSA COJTHEYHOrO CBETa
Wcnonb3oBaTtb A0 HecTtepunbHo
STERILE

5 | B0 < || [§

Koa naptuu (cepun)
ObpaTuTech K MHCTPYKLUMHK

[E no NPpUMEHEHUIO NN K NHCTPYKUUU
no NpUMEHEHUIO B 3JIEKTPOHHOM BUae

5,

[aTta usrotosneHus
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15 NMEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAAPTOB

[OCT ISO 14971-2021 W3penua MeauumHckume. TlpuMeHeHUMe MeHedKMeHTa pucka K
MeANLMHCKUM n3aenunsam

FOCT 15.309-98 Cucrtema pa3paboTKu n NOCTAaHOBKWM NPOAYKLMU Ha NMpom3BoACTBO. NcnbiTaHus
W Npuemka BbinyckaeMon npoayKummn. OCHOBHbIE MOSIOXEHUS

FOCT P 2.105-2019 EamHaa cucteMa KOHCTpPYKTOpcKon pokymeHTauum (ECKAO). O6uwwue
TpeboBaHMS K TEKCTOBbLIM AOKYMEHTaM

FOCT P 15.013-2016 Cuctema pa3paboTkm U NOCTaHOBKM nMpoaykuum Ha npomssoacteso (CPIM).
MeanunHckune nigenunsa

FOCT P 51088-2013 MeauuuHCKUe u3nenms AN AWMArHOCTUKW UMH BUTPO. PeareHTbl, Habopsbl
peareHTOB, TeCT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, nuTaTenbHble cpeabl. TpeboBaHus K
n3genvsm u NoanepXxuBatollent AOKYMeHTaunm

FOCT P 51352-2013 MeanumHcKkme nsnenmsa Ans AMarHOCTUKM MH BUTPO. MeToabl UCMbITaHUM
FOCT P NCO 15190-2023 JlabopaTtopunn meanumnHckme. TpeboBaHmsa 6e3onacHocTun

FOCT P UCO 15223-1-2023 W3pgenuna MepgumumHckne. CUMBONBLI, MPUMEHSIEMble ANS nepefaydu
MHdOpMaUunn, NpegocrtaBnsgeMon nsrotoeurtenem. HYactb 1. OCHoBHble TpeboBaHUSA

FOCT P NCO 18113-1-2015 MeanumnHckme wmsgenusa Ana AMarHoCTUKM in vitro. WMHdopmaums,
npegocrasnisieMas usrotoeuteneMm (MapkmpoBka). Yactb 1. TepMuHbI, onpeaeneHus n obuwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeauumHCcKMe wm3genusa ans AnarHoctuku in vitro. MHdopmauyms,
npegocrasnsieMasa narotosmutenem (MapkupoBka). Yactb 2. PeareHTbl Ans AMArHOCTMKM in vitro
AN npodeccnoHanbHOro NpuMeHeHuns

FOCT P NCO 23640-2015 N3penna MeauUMHCKME ANns  AuMarHoctuku  in vitro. OueHka
CTAabUNbHOCTM peareHToB A5 AMAarHOCTUKK 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 AENCTBYOWMUMW Ha MOMEHT YTBEPXAEHMUSA
WMHCTPYKLMM NO MNPUMEHEHUIO. B AanbHelLeM, Npu Nofb30BaHUU AOKYMEHTOM, Lienecoobpa3Ho NpoBepuThb
[NENCTBNE CCbITOYHbIX HOPMATUBHbIX IOKYMEHTOB Ha TEKYLLMIA MOMEHT. ECIN CCbIIOUYHbIN AOKYMEHT 3aMEHEH
WA WU3MEHEH, TO MNpU MNPUMEHEHUM HACTOALWEro AOKYMEHTa CneAyeT Mofb30BaTbCA 3aMeEHEHHbIM

(M3MEHEHHBLIM) AOKYMEHTOM.
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16 ALOPEC AN OBPALLEHUA

MpounseoacTeo HabopoB peareHToB MMeeT cepTUdULMPOBaAHHYIO CUCTEMY MEeHeXXMeHTa
KayecTBa M COOTBETCTBYET TpeboBaHUSAM CTaHAapTa CMCTEM MeHeaXMeHTa kadyectBa ISO 9001
B obnactu paspaboTku, nponssoacTea u npogaxu IVD peareHToB 1 npubopos Ans MOEKYISpHO-
reHeTMYeCcKon AMarHOCTUKKM, N Apyroro nabopaTtopHoro npuMeHeHns u ISO 13485 B obnactu
pa3paboTtku, npomssoacTtBa M npogaxu IVD peareHtoB n npubopoB An8 MegUULMHCKON

MOﬂeKynﬂpHO-FeHeTMHeCKOM ANarHoCTuKu.

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

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

MecTo npousBoAcCTBa:

- 000 «[OHK-TexHonorma TC», 117246, Poccusa, r. Mockea, npoe3a HayuHbin, a. 20,
CTpoeHue 4;

- 000 «HMNO AHK-TexHonormna», 142281, Poccusa, MockoBckass obnactb, r. lpoTBUHO,

yn. XXenesHoAopoxHas, A. 3.

Mo BompocaM, KacawwuMmcst kayecTBa Habopa peareHToB, cneayeT obpawaTtbCs B
CNny»X6y K/IMEHTCKOMN NOAAEPKKMN.
Cnyxb6a KNMEeHTCKOM Noanep X Kn:
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-TEXHOJOTUA

NMPUNOXEHMUE A

MapamMeTpbl TecTa, KOTOpble HEO6X0AMMO BHECTU B NporpaMMHoe o6ecneueHne

AeTekTMpymwwmnx amnandpukatopoBs «ATnpanm», «ATnant»

npu ncnonb3osBaHnmn Habopa peareHToB HSV1/HSV2/CMV NepnecKoMmnnekc

B (pacoBke S

1) KonunyectBo npobupok B Tecte - 1;

2) O6béM peakuMoHHOW cMecn — 35 MKn;

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

(HSV2)

(CMV)

(HSV1)

Pe>xxum
N2
6noka Temnepartypa, °C MMWH c Yncno uukios ONTUYECKUX Tvin 6noka
U3MepeHun
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 \
94 0 10
3 45 Lukn
64 0 15 4
4 94 0 5 1 Luvkn
5 251 XpaHeHue XpaHeHune
V - peXuM onTUUYECKUX U3MEPEHMNIA
4) BHecTn cneaytowme napamMeTpbl KaHanoB AeTeKunn:
Fam Hex Rox Cy5 Cy5.5
Herpes simplex virus 2 BK Cytomegalovirus Herpes simplex virus 1 )

1 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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NMPUNOXXEHME b

MapamMeTpbl Tecta, KOTOpble He06X0AMMO BHECTU B NporpaMMHoe obecneueHue
AeTekTMpymwwmnx amnandpukatopoB «ATnpanm», «ATnant»
npu mcnonb3osBaHnmn Habopa peareHtToB HSV1/HSV2/CMV NepnecKoMmnnekc

B pacoBke U

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

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

Pe)xum
N°
6noKa TemnepaTtypa, °C MWH c Yucno uyuknios ONTUYECKUX Twun 6n0ka
U3MepeHun
80 0 5
1 15 Uvkn
94 0 5
2 94 5 00 1 Umkn
94 0 30
3 5 Lnkn
64 0 15 v
94 0 10
4 45 LUwnkn
64 0 15 4
5 94 0 5 1 Lnkn
6 251 XpaHeHue XpaHeHue
V - peXuM onTUUYECKUX U3MEPEHNA
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 - nonyckaeTcsa xpaHeHue npu Temnepatype 10 °C
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OHK-TexHonorus
117587, Poccus, r. Mockea,
BH. Tep. M. MyHMUMNanbHbIn OKpyr YepTaHoBo CeBepHoe,
w. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cnyxba KNMeHTCKOM NoaaepXKu:
8-800-200-75-15 (ansa Poccumn, 3BOHOK 6ecnnaTHbIn)
+7 (495) 640-16-93 (ana crtpaH CHIC 1 3apybexbs, 3BOHOK MaTHbIN)
E-mail: hotline@dna-technology.ru
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