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HAVIVEHOBAHVE VBOE/ A

Habop peareHTOB A1 BbIIBNEHUA U KONnyecTBeHHOro onpepenenns PHK kopoHaBupyca SARS-CoV-2

TSXEeNoro ocTporo pecnupaTopHoro cuHgpoma (COVID-19) metogom OT-MUP c pgeTekuyueld B pexume
«peanbHoro BpemeHun» «Amnnulpanm* SARS-CoV-2 TRIO» no TY 21.20.23-184*09286667-2022.

[Janee no TeKkcTy ynoTpeb6nsieTca KpaTkoe HauMmeHoBaHue: Hab6op peareHToB «Amnaullpanm*

SARS-CoV-2 TRIO», a Takxe cokpalieHne Habop peareHToB.
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1. HASHA4EHUE

1.1. Habop pearentos «Amnauflpaim® SARS-CoV-2 TRIO» npeaHasHaueH ANA BLIABNEHMA U
konuyecrtsenHoro onpeaeneHua PHK koponasupyca SARS-CoV-2 TAXenoro ocCTporo pecnupaTopHOro
cnnapoma (COVID-19) 8 6uonoruueckom matepuane (MasKax CO CAU3NUCTON HOCO- U POTOTNOTKU, MOKpOTE)
metoaom OT-NUP ¢ rubpuansaunonHo-pnyopecueHTHOM aeTeKumein NPOAYKTOB aMNanduKaLum B pexume
«peanbHoOro BpemMeHu».

1.2, Martepnanom ana nposesaenun OT-TNLUP cayxar npobb PHK, akcTparnposanHbie n3 uccneayemoro
MaTepuana c noMouwbio Habopos peareHTOB, PEKOMEHA0BAHHDIX B Pa3aene WHCTPYKUuK «lononHuTenbHoe
o6opyaosaHue n MaTepuanbi».

1.3. dynkumoHanbHoe HasHaveHwue: Habop peareHTo8 npeaHasHaueH ANA AWMArHOCTHKW in Vitro
(sbinBneHne n KonuuectseHHoe onpegenexne PHK kopoHasupyca SARS-CoV-2 Taxenoro octporo
pecnupatopHoro cutapoma (COVID-19) metogom OT-NLIP 8 6uonoruueckom matepuane yenoseKa).

1.4. Nokasanua K nposeaeHnio uccnepnosanun: Habop peareHTOB UCNONbL3YETCA B KAWHUYECKOW
nabopatopHOi AUArHOCTUKE ANA CKPUHWHIOBOTO HCCNEA0BaHNA GUONOrUYECKOTO MaTepnana, NONYMEHHOro
OT MY € NOAO3PeHMEM Ha MHPEKLUW PECNUPATOPHOrO TPaKTa u ANA MOHWTOPUHra Tepanuu COVID-19.
Pesynbrath NMUP-nccnenosaHma yunuTHIBAIOTCA B KOMNAEKCHON AnarHOCTUKe 3abonesanns.

1.5. Npumenenne Habopa peareHTOB He 3aBUCHT OT NONYAAUKOHHDBIX U AEMOrpadUUecKnx acnexTos.

1.6. NoreHumanbHblie nonb3osatenn: Habop peareHTOB AOMKEH UCNONL3OBATLCA  TOALKO
KBannPuuupoBsaHHbIM, 06yueHHbIM (B 061aCTH KAMHKUUYECKOW NAaBOPaTOPHON AUArHOCTUKK) NepCoOHaNoM
(spaumn knuHW4eckoi nabopaTopuu n meanumuHckue nabopaTopHblie TeXHUKKN, OOYYEHHbIE MONEKYNAPHBIM
610N10rMYECKUM METOANKAM).

1.7. MpumeHaTs HabOp peareHToB CTPOTO NO Ha3HAYEHUIO COTNIACHO UHCTPYKLUUK NO NPUMEHEHHUIO.

1.8. MpoTBONOKa3aHMA K NpuMmeHeHWIo: HapyweHue UeNOCTHOCTM YNAKOBKM, MCTEKWMH CpPOK
roaHocTH, HecobnoaeHne TpeboBaHUi MHCTPYKUUK.

2. XAPAKTEPUCTUKN HABOPA

2.1. ®opmbi BbINYCKa, COCTaB U KOMNIEKTHOCTD

Habop sbinyckaerca 8 A8yx popmax (coctas Habopa U KOMNNEKTHOCTL NOCTaBKKU YKa3aHbl B Tabavue 1 n 2
COOTBETCTBEHHO). Bce popmbl NpeaHasHaveHbl ANA nposeaeHun peakuun obpatHoi TpaHckpunuuu PHK »
amnnudukaumn kOHK ¢ rubpugusaumoHHo-dpayopecueHTHOM AeTeKuned NpoayKTOB amnandukaumu 8
pexume «peanbHoro spemeHn». [na NposeseHMA NOMAHOrO WUCCNEeAOBaHMA HeobXoaMMO MCNONbL30BaTL
Habopb! peareHTos ana 3kcTpakuun PHK, pekomenaoBaHHbie B pasaene «[lononHutenbHoe obopyaosaHue
U MaTepuanbi».

®opma sbinycka 1 Brkalo4aeT cmech Ana nposegenna OT-NMUP 8 npobupke o6vemom 1,5 uan 2 mn anA
A03MpoBaHUA B nobbie TMABI Npobupok. dopma npeaHasHaueHa ANA NPUMEHEHWA COBMECTHO C
amnaunduKaTopamyu NNAHWETHOrO WM POTOPHOrO TMNA M paCCYMTaHa Ha NPOBeAEHUE UCCNEAOBAHUA
100 06pa3yos, BKNIOHAA KOHTPOAKW. POpMa MOXKET 6biTb UCNONL3OBAHa KaK A/NA PYYHON PACKANKKM, Tak U
COBMECTHO C aBTOMATUYECKUMHU CTAHUUAMM AR NPUTOTOBAEHNA U AO3NPOBAHNA PLAKLIMOHHDBIX CMeCei.

dopma sbinycKa 2 BKAIOHALT cMeck ann nposeaeHua OT-NUP, packanaHHyo NoA NPOcnokKy napaduHa
no CTpuNosaHHbIM (12,5 crpunoe no 8 npobupok) npobupkam o6bemom 0,2 mn. dopma npepHasHaueHa gNAa
NPUMEHEHUA COBMECTHO C aMNIUPMKATOPaMW NNAHILIETHOrO TUMA M PaccyuTaHa Ha nposeaeHue
uccneposarna 100 06pasuos, BKAIOUAA KOHTPOAMN.

Bepcuna 14.11.22-1 4
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Ta6bnuya 1
CocTaB Habopa

o6r>em,
M

PeareHT Konuyectso OnucaHne

dopma Bbinycka 1

BydepHblii pacTsop co crneumgunyeckummn
MLP-cmecb SARS-CoV-2 TRIO 1,2 1 npob6upka npalimepamu, yopecLeHTHO-MeYeHbIMY 30HAaMN |
n gHT®. MNpo3payHas XNAKOCTb. ;

BythepHbiii pacTsop, cofepxawiunii NOHbI
[OBYXBa/IEHTHOrO MarHus. MNpospayHas XnaKocTb.
PactBop c TepmocTabunbHoli JHK-nonumepasoin Tap
Taq nonnmepasa 042 1 npobupka nypaunn-AHK-rnukosunasbii.

Mpo3payHas XNAKoCTb.

BybepHbIli pactBop ¢ PHK-3aBucnmoli

Bydpep C 0,65 1 npo6upka

Peseprasza R 0,03 1 npobupka [HK-nonMMepazof, Mpospasas KAZKICTS.
s R AT e Moo oot
s I

BOR 12 mposnpa et _
o 12 Lmosupa e !
K- 0,2 1 npo6upka OTpuuartensHblii KOHTpoab OT-MLP.

Mpo3payHas XNLoKocThb.
dopma Bbinycka 2

BydhepHblii pacTBop co cneumdmnyeckummn
100 npo6upok  npaiimepamu, ayopecLeHTHO-MeYeHbIM1 30HAAMM
MupP-cmecb SARS-CoV-2 TRIO 0,01 (12,5 ctpynos 1 gHT®.
no 8 npo6upok)® [Mpo3payHas XUAKOCTb, packanaHa B CTPUMNOBaHHbIe
npo6upkn nog napaduH 6e10ro LuseTa.
BythepHblii pacTBop, coepxaviuii NOHbI
[ABYXBaJ/IEHTHOro MarHus. Mpo3payHas XuakocTb.
PactBop c TepmocTabunbHoli HK-nonmepasoin Tap
Taq nonumepasa 0,12 1 npobupka n ypaunn-AHK-rnnkosmnasoii.
Mpo3payHas XNaKoCTb.
BydhepHbiii pacteop ¢ PHK-3aBucumoli

Bydep D 1,2 1 npobupka

Peseprasza R 0,03 1 npobupka OHK-nonumepasolii. MNpo3payHas XnaKocTb.
0.12 1 5 MonoXnTenbHbI KOHTPONbHLIA 06pasel,
K1 SARS-CoV-2 TRIO ' npobupka Kanuépartop. Mpo3payHasi XUAKOCTb.
012 1 6 MonoXnTenbHbIA KOHTPONbHLIA 06pasel,
K2 SARS-CoV-2 TRIO ' fpobupka KanmépaTtop. MNMpo3payHas XUAKOCTb.
BHYTPEHHWI KOHTPO/IbHBI 06paseL,.
BKOR 12 1 npobupka Mpo3payHas Xu/WwocTb.
OTpuLaTenbHbli KOHTPOJIb SKCTPAKLNN.
OKO 12 1 npo6upka Mpo3payHast XNAKOCTb.
OTpuuaresnbHbiit KOHTponb OT-MLP.
K- 0.2 1 npo6upka Mpo3payHas XnAKOCTb.
Tabnnuya 2
KoMnnekTHOCTbL Habopa
KomMnoHeHT dopmart KonnuecTso
Hab6op peareHToB (dhopma Bbinycka 1 nnu 2) 1
" 6 B 9/1EKTPOHHOM BuAe” Ha odnLManbHOM caiite )
HCTPYKLIA MO NPUMEHEHNIO Habopa MpoussoguTens: www.nextbio.ru
KpaTkoe pyKoBOACTBO M0 NprMeHeHUIo Habopa B 6ymMaxHOM Buae 1
KomnnekTt Bknagbleii k Habopy B 6yMaxHoM Bujae | 1

B 9/1EKTPOHHOM BuAe Ha ohnLManbHOM caiite

Macnopt kavectsa MpousBoauTens: www.nextbio.ru

Anpo6upku ¢ ronybsiM napadHOM He MCNOob3YHTCS.
2lMeyaTHasn Bepcusa MHCTPYKLMM AOCTYNHA No 3anpocy no tenedony (495) 620-08-73.
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2.2. MpuHunn metopa

MprHUMN TecTMpoBaHWA OCHOBbIBaeTCA Ha 3akcTpakuum PHK n3 o6pasuosB mnccnepyemoro matepuana
COBMECTHO C BHYTPEHHMM KOHTPONbHbIM o06pasuyom (BKO R), nocnegywowmm nposBefeHUN peakyum
obpaTtHoin TpaHckpunuunm PHK n amnnngukayum yvactkos kAHK BbisBnsaemoro Bupyca, kKAHK BKO R u
OHK yenoBeka c rubpugunsaumoHHo-gpyopecueHTHon getekynein. BKO R no3BonseT KOHTpoOiMpoBaTb BCe
aTansl MLP-nccnegosaHna gnsa kaxporo oépasua 1 oueHnBaTb BAWSAHUE NOTEHUMANIbHbIX UHTMOUTOPOB Ha
pesynbTtathl MNMUP-nccnegosaHunsa. BeiasneHne JHK yesioBeka no3Bo/iseT KOHTPOMIMPOBATL Ka4yeCTBO B3ATUA

6nonormyeckoro Martepuana.

C nonyyeHHbIMM Ha 3Tane 3kcTpakuymm npobamum PHK npoBoautca ob6bpaTHasa TpaHckpunuma PHK ¢
nomouiblo hepmeHta pesepTasbl M nocnegywwas amnandukauna yvyaakos KAHK npu nomowm
cneunduyHbIX K 3TUM yyacTkam npalimepoB u hepMmeHTa Tag-nonnmepassl. B coctaBe peakuMoOHHON cMecu
NPUCYTCTBYIOT hnyopecLeHTHO-MeYeHble O/INTOHYKNEeOoTUAbl, KoTopble rmépuansytoTcs c
KOMNNeMeHTapHbIM yyacTkoM amnanguumpyemoin kAHK-muweHn, B pesynbTaTte 4ero npoucxoauT
HapacTtaHue  WHTEHCUBHOCTYU dnyopecueHuymn.  3T0  NO3BOSIAET  perucrtpuposartb HakonjeHue
cneundgunyeckoro npoaykra amnanukauum nyteMm n3MepeHns MHTEHCUBHOCTU (DN1yOpPEeCLEHTHOrO curHana.
[deTekunsa cyopecueHTHOro curHana ocylwecTBnseTca HenocpeacTBeHHo B xoge [MUP ¢ nomowbio

amnaudgukaTopa c CUCTEMON AeTeKUUn PYopecUeHTHOro CUrHana B pexnMe «peasibHOro BpeMeHu».

KonnuyectBeHHoe onpepgeneHne PHK SARS-CoV-2 o0cCHOBbIBAaeTCA Ha CyWwecTBOBaHUM NUHENHON
3aBMCMMOAN MexAay MCXOA4HON KOHUueHTpauuein MUWeHu B uccregyemom obpasue M UMKIOM Havana
3KCMOHEeHUNanbHOro yBenmyeHna ¢iyopecueHTHoro curHana (noporossiii yukn. Cycle threshold, Ct). Mpn
npoBefeHun KO/MMYecTBEHHOro Ttecta, amnnudpukauma kAHK w3 wnccnegyemblx o06pasuoB nNpoBoOAUTCSA
O HOBPEMEHHO c kanubpatopamu K1 SARS-CoV-2 TRIO n K2 SARS-CoV-2 TRIO - o6pa3uamMun C U3BECTHOA
KOHUeHTpauuelii MuweHein. Mo pesynbratam amnaudukaumy kanmbpaTtopoB CTpouTCA KanmbpoBoyHas

JIVHWA, MO KOTOPOI MPOUCXOANUT onpefesieHne KOHLEeHTpaLuu MULLEHN B UCC/iefyeMbIX o6pa3Lax.

Habop cofepXuUT cuctemy 3awuTbl OT KOHTAMUHALUN aMNANKOHaMKN 3a cyeT NPUMEHeHUA pepMeHTa
ypaunn-AHK-rnnukoannasel (YAr) wn Tpudocdarta pgesokcunypuguHa. PepmeHT YOI pacnos3Haetr u
Katanu3aupyeT paspyweHue ueneii [AHK, copgepxawux pesokcumypuauH, Ho He [OHK, copepxauweii
LEe30KCUTUMUANH. [Je30KCuypuanH oTcyTcTByeT B npupogHoin AHK, Ho Bcerga npucyTcTBYeT B aMMn/IMKOHax,
NOCKONbKY Tputhocdar Ae30KCnypuanHa BXOAUT B cocTaB cmecn AHT® B peareHTax Ansa amnaudukaumu.
[e3okcnypugnH genaeT KOHTaMUHUPYOLUME aMNINKOHbI BOCAPUUMUYUBLIMKU K paspylweHnto hepmMeHToM
YAr po Havyana amnandwukaumn AHK-muweHun, n, cnepoBaTenbHO, OHU HE MOTYT ObiTb B Aa/ibHelWwemMm

aMnanguunpoBaHbl.

depmeHT YAl TepmonabuneH n nHakTuBmpyeTcsa npu HarpesaHuu Bbiwe 50 "C n nosToMy He paspywaeTt

aMnNNNKOHbl MUWEHU, HapabaTbiBaemble B npouecce MUP.

Ha stane OT-MUP ogHOBpeMeHHO B 04HOI Npobupke NnpoBoAMTCA 5 peakumnii - amnandukaumnsa y4acTkos
reHoB RdRp, N un E kopoHaBupyca SARS-CoV-2, a Takkxe BKO R u rno6bmHa dyenoseka. PesynbraTtbl
amnaudukaumm  perucTpupyroTca nNo  Tpem  pas/IMYyHbIM  KaHanam  (yopecLeHTHON geTekuuun

(cm. Tabnuyy 3).

Tabnunya 3
CooTBeTtcTBMe HK-MuweHen n kaHanoB PSIyOpPEeCUEHTHOM geTekynmn
KaHnan gns conyopodopa PAM R6G" Cy5
HK-myLweHb BKO R PHK SARS-CoV-2 OHK venoseka
VickyccTBeHHO
O6nactb amnnndurkaumm CVMHTE3MpOoBaHHas RdRp, N, EreH 'NobuH yenoBeka
nocnenoBartefibHOCTb

AeTekunsa curdana gnsa gonyopodopa R66 ocyleaBnaeTcsa no kaHany AeTekunn ansa aHanornyHbix dpiyopodopos HEX
JOE, Yellow, VIC.
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2.3. NpocnexusBaeMocTs 3HaueHnH Kanubpartopos K1 SARS-CoV-2 TRIO, K2 SARS-CoV-2 TRIO

U3mepeHue 3HaYEHMI KOHUEHTpauun Kannbpatopos K1 SARS-CoV-2 TRIO u K2 SARS-CoV-2 TRIO
NPOn3BOANTCA OTHOCUTENbHO pabounx kanubpatopos npoussoacrea OO0 «Hekctbuo». KoHueHTpauuio
pabounx KanubpaTopoB oONpeaensioT CTaKAAPTU3UPOBAHHON METOAMKOW NPAMOTO  M3MEpeHUs
KOHUEHTPaUUKU KOHTPO/NbHbIX O06pa3uoB Ha OCHOBE reHHO-MOAWPUUUPOBAHHBIX KOHCTPYKUMHA C
ucnonb3osaHnem cnexktpodotomerpa. KoadpduumeHT sapuauvn u3MepeHU’ aTTeCTOBAHHONO 3HauEeHWUA
KOHUeHTpauui Kanubpatopos K1 SARS-CoV-2 TRIO u K2 SARS-CoV-2 TRIO cocrasnser He 6Gonee 5%
(c yposHem posepuTenbHOi BepoaTHOCTH 95%).

2.4. TexHunueckoe 06CAYUBAHME U PEMOHT

Ha60op He NOANEKNT TeXHUYECKOMY O6CNYIKUBAHNIO U PEMOHTY.

3. KOHTPO/b KAHECTBA

3.1. BHYTPeHHMI KOHTPOAL KayecTsa

3.1.1. OTpuLaTEeNbHDIA M NONOKUTENbHDIA KOHTPOAU UCCNEA0BAHNA

ONA OUEHKM KayeCTBa NONYYAEMbIX Pe3y/NibTaToB KaAas rpynna KCTparMpyemoix o6pasuos AonxHa
BKNIOMATL OTPULATENbLHLIA KOHTPONL 3KcTpakuuu (OKO), a kamgan nHauBUAYanbHan nocraHoska OT-NUP
oTpuuaTenbHbii KOHTPONL (K-) n nonoxutensHole koHTPoau (K1 SARS-CoV-2 TRIO u K2 SARS-CoV-2 TRIO).
Pe3ynbTaTthl AN1A KOHTPONEH AOMKHLI COOTBETCTBOBATb 33AaHHLIM KPUTEPUAM BANMAHOCTH, YKA3aHHBIM B
pasaene «UHTepnpeTauua pesynbratos».

B KauecTse OTPMLATENbHOTO KOHTPOAA Wcnoab3yeTcAa peareHT OKO, sxopawmii 8 coctas Habopa.
OTpMUATEeNbHBIN KOHTPONb TECTUPYETCA, HAaYWHAA C 3Tana 3IKCTPaKUWMK, U NO3BOAAET KOHTPOAWPOBaTbL
BO3MOXHYIO KOHTaMUHALUMIO ApyrMmu o6pasuammu wanm amnamkoHamw. B npobupke ¢ orpuuatenbHbim
KOHTpONEM He A0MKHA AeTexkTnposaTbca PHK SARS-CoV-2. B cnyvae HecooTBeTCTBMA pe3dynbTata ANA
KOHTPONA 33A3aHHLIM KPUTEPUAM BaNWAHOCTH, Pe3ynbTaTbl ANA 8cex 06pa3uos B NOCTaHOBKE CUUTAIOTCA
HeAOCTOBEPHLIMY, HEOBXOAMMO NPeanpUHATL Mepbl MO  BLIABNEHUIO U  NNKBUAAUMM UCTOYHMKA
KOHTaMWHALUWK W NOBTOPWUTb UCCNEN0BaHME BCeX MCCheayembix 06pa3u08 M KOHTPONA, HauMHaa € 3Tana
IKCTPAKLMUM,

OTpuuatensHbiit KOHTpoAnb (K-) TecTupyeTca, HaumHan ¢ 3tana OT-NUP, U no3sonseT KOHTPOAUPOBaTL
BO3MOMHYI0O KOHTaMWUHAUMIO Apyrimu obpasuamm unu amnankoHamu. B npobupke ¢ oTpuuatensHbim
KOHTpONEM He A0MKHA peTexktuposatecA PHK SARS-CoV-2. B cayyae HecooTBeTCTBMA pesynbrata,
NOAYYEHHOTO ANA  KOHTPOAbHOro o06pasuya, 3aAaHHLIM  KPUTEPUAM BaNMAHOCTH, MONOKUTENLHbIE
pesynuTathl ANA UCCheayemblx 00pasuoB B NOCTAHOBKE CYWTAIOTCA HEAOCTOBEPHLIMKM, Heobxoaumo
NPeANPUHATL MEPbl NO BLIABNEHUIO U NUKBUAALUU NCTOYHWKA KOHTaMWHALMK W NOBTOPUTL MCCNER0BaHKE
Bcex uccneayemobix o6pasuos, B KoTopbix obHapyweHa PHK SARS-CoV-2, u KOHTpPOAA, HauuHaa ¢ 3tana
OT-NupP.

B Kauecrse NONOKNTENbHbIX KOHTposel 3Tana OT-NUP ucnonbsytotca peareHTol K1 SARS-CoV-2 TRIO n
K2 SARS-CoV-2 TRIO, sxopaue 8 coctas Habopa. B cnyvyae HeCOOTBETCTBMA pe3ynbratos AR
NONOMUTENbHBIX KOHTPONEH 3aAaHHbIM KPUTEPUAM BanWAHOCTH, pesynbTathi AnA Bcex ob6pa3uos 6
NOCTaHOBKE CYWTAIOTCA HeAoCToBepHbIMM, TpebyeTcA NOBTOPUTL UCCEA0BaHWE BCEX WUCCAeAYEMbIX
06pa3uose U KOHTpONeH, HaunHaa ¢ stana OT-NLP.
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3.1.2. Axaau3 kanuBpoaxu

KoanuecTeenHan oueHKa KOMUeHTpaumun PHK kopoHasupyca SARS-CoV-2 B nccheayemoix obpasuax
NPOBOAMTCA  OTHOCUTEABHO  KOAUMECTBEHHO  OX3apaKTepM3OBaMMbIX  KanubposouHbix  06pa3suos
K1 SARS-CoV-2 TRIO u K2 SARS-CoV-2 TRIO. Uccneaosanue kanubposounbix 06pasuos K1 SARS-CoV-2 TRIO
u K2 SARS-CoV-2 TRIO nposoaUTCA NapannencHo ¢ uccaegosannesm obpasuos, HaunHaa ¢ atana OT-NILUP.
Onpeaenerne koHUeHTpauuu PHK npon3BoANTCA B COOTBETCTEWM C 32 A3HHLIMU SHAYEHHAMM KOHLEHTPaUMK
kannbpososnbix obpasuos K1 SARS-CoV-2 TRIO u K2 SARS-CoV-2 TRIO W ROAYNEHHBLIMH 3HAYEHHAMM
noporosoro unkaa (Ct) ana KanubGposouHbix obpasuos K1 SARS-CoV-2 TRIO u K2 SARS-CoV-2 TRIO »
ncereayemeix 06pasnos. dPekTMBHOCTL KANMBPOBKK AONKHA YKNAAMBATLCA B 3aAanNbIiA AManasoH. Ecaun
3ppexTMBHOCTE KAAUBPOBKM BLIXOAUT 33 Npeaentl TPaHUYHBIX 3HaueHWl, Heobxoawmo NOBTOPHTL
uccaenosanue ¢ stana OT-NUP.

3.1.3. Kontpono uurubuposanmn

AAR KOHTPOAA 3PPEKTUBHOCTH IKCTPAKUMM HyKnewnoewix kucnoT u OT-TIUP 8 Habope pearenTos
NPEAYCMOTPEHa OAHOBpemeHHnaa obpatHaa Tpanckpunuus PHK «w 3arem amnamdmrauma «HK
KopoHasupyca SARS-CoV-2 n BHYTpEHHEro KoHTponbHOro o6pa3ua {BKO R). BKO R aobasanerca 8 kamabii
obpa3el, 6uONOrMYECKOTO MaTepMana Ha atane axkcTpaumuu PHK. Pesyabtata uccnegosanna BRKO aomxHm
COOTBETCTBOBATL 3aAAHHLIM KPUTEPHAM BANUOHOCTH ANA NOAOKUTEALHLIX M OTPHUUATENLHLIX HCCABRYEMbIX
o6pasuoB, yKasaHHbIM B pazgene «MHTepnpetauun peaynvratos». Ecaw B mccneayembix obpasuax we
obuapyweHa PHK SARS-CoV-2 u BKO R, TO pesyabTatel MCCAEA0BaHMS AabHbix obpasuos cuuTaloTca
HeAaOoCTOBEPHLIMKM, TPEOYeTCR NOBTOPHTL UX AHANW3, HAUMHAA C 3Tana IKCTPaKkuwu. B nconeayembix
obpa3uax, 8 xoropuix oSHapymena PHK SARS-CoV-2, aonyckaerca Hanmume unu orcyrcrsue BKO R.

AnA oueHKn kauvectsa 3abopa Guomarepnana NPEAYCMOTPEHO HCMOALIOBAHUE 3hA0reHHoro BKO
(AHK venosexa), KOTOpPLIH NPUCYTCTBYET B KAMAOM HCCheayemom o0pasLe, COARPKALIEM KAWHUUECKHWA
marepuan. Ecau B uccregyemsix obpasyax we obuapymen 3xgorewnuid BKO, neobxoawmo obGpature
SHUMAHKME HA Ha4eCTBO 3a60pa maTepuana.

3.1.4. MoHMTOPUNHT NaBOPATOPHM HA HAAMMHE KOHTAMMHALMK

PeKkomeHAYETCA pa3 8 mecal, NPOBOANTL MOHUTOPHHI NaGOPATOPHM HA KOHTAMUHALNIO NPOAYKTAMM
AMIAMDHKAUNN, KCCARAYEMBIMM 06pasUamMKU, NONOKUTENLHBIMK KOHTROALHBIMKW OOpasuamu. Ouenxa
HANWMHAJOTCYTCTBMA KOHTAMUHALWKY NPOBOZUTCA NYTEM MCCASAOSAHMA CMLIBOS C PasnuuHbiX ofvexTos:
nunetox, pabounx nosepxmocreii nabopatoproit meGenn, 06OPYAOBAHHA M NOBEPXHOCTEH NOMeEwWEHHA.
B3ATHE M UCCNEAOBAHME CMBIBOB CARAYET NPOBOAUTL COMMIACHO npoueaype, onucanHon B8 MY 1.3.2569-09
«Oprannsaumun padotul nabopatopuii, HCNOAL3YIOWMX METOAN AMMNUPHKAUMM HYKACHHOBLIX KUCAOT NPH
paboTe C MaTepuanom, COASPMALMM MUKPOOPraHuambl |-IV rpynn navoreHHocTH». Apu obuapywenun
HOMTaMMUHBUMM Heobxoaumo nposectH 06paboTky NaGopaTopHM PErNaMEHTHPYEMLIMH MOIOLUMK W
ACIMHOMUMPYIOLIMMA  PACTBOPAMN COINIACHO YHA3aHWAM, ONUCahHbLim & MY 1.3.2569-09. Takke ans
NPEAOTBPALEHHA KOHTAMHHALK NABOPATOPHM MAKW B KAYECTBE MEP NO ASKOHTAMUHALMN Pabounx 30M
PEKOMEHAYETCA HCNOALIOBATH PACTBOR ANA AESAKTHBAUNK HYKACHHOBLIX KUCAOT, Hanpumep, «OauraTop»
npoussoacrsa 000 «HercrBuon, Poccna,

3.2. PeKOMEHAYEMDIE KOHTPOADHDIE MATEPHANDI

B KauecTee KOHTPOMbHLIX MATEPHANOS ANA NPOBEPKM JAABAEHHLIX GYHKLMOHANbHLIX XaPaKTEPHCTUK
Habopa MoryT GuiTe MCNOAL30BAHbI 3aPErMCTPMPOBAHHBIE HA TEpPUTOpUK Poccuiickoi Deaepauun naenu
KOHTPOAbHBLIX OGPasUOB, NPEAHAIHAYEHHBIE ANA NPOBEACHMA BHYTPEHHErO W BHEWHEro KOWTpOneR
KayecTsa nabopartopHeix uccneaosannit no obHapymenmio PHK SARS-CoV-2.
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4. O PAHM-EHMAH METOOVKN VCCTEOOBAH/A

4.1. Habop npumeHaeTcs TONbKO ANS ANATHOCTUKK in vitro.

4.2. Ha6op npeaHasHauyeH Ans paboTbl TONLKO C UCCEAYEMbIM MaTepuasnom, ykasaHHbIM B pasgene
«HasHaueHue». MccnepoBaHve Apyrux BuaoB 6M0N0rMYECKOro MaTepmana MoXeT NPUBECTM K MOJyYeHunto

He[0a0BEPHbIX pPe3ynbTaToB.

4.3. MonyyeHne [AOCTOBEPHbIX  pe3ynbTaToB ob6ecrneyMBaeTcss  BbiINOJIHEHMEM  TpeGoBaHWiA,
npeabaBAsieMblX K B3ATWIO, TPAHCMOPTMPOBAHMIO, NOATOTOBKE M XpaHeHWio 06paslLoB MCCeayeMoro

matepuana (cM. pasgen «lMccnegyemolit matepuan»).

4.4, C nomouwblo Habopa Bo3mMOxHO [MLP-nccnepgoBaHne Tonbko nNpo6 PHK, akcTparmpoBaHHbIX M3
nccnenyeMoro matepmasna CoBMeCTHO C BHYTPEHHUM KOHTPO/IbHbIM 06pasuom - BKO R, Bxoasawmm B coctaB

Ha6opa. be3 ncnonb3oBaHus BKO RHEBO3MOXHO NPOBECTU OLEHKY BaSIUAHOCTIA NOCTAHOBKM.

4.5. Habop npepHasHauyeH AN nNpodpeccuoHanbHOro npumeHeHusi. Habop AOMXeH UCnonb3oBaTbCA
TONbKO KBa/UPULUMPOBAHHLIM, OOY4YeHHbIM (B 06N1acTM KAWHMYECKOW abopaTOPHON [MArHOCTUKK)
nepcoHanom (Bpaynm KAUHM4YECKon nabopaTtopum M MeguLUHCKME nabopaTopHble TeXHWKU, 06yYeHHble

MOMEeKYNApPHbIM 6MONOTMUYECKUM MEeToAUKaM).

4.6. TMpu pa6oTe c HabopoM cneayeT WCMNOMb30BaTbh TO/IbKO amMnanuKaTopbl C CUCTEMON AeTeKuun
(b 1yopecuUeHTHOro curHana, XxapakTepucTMKi KOTOPbLIX YA0BNEeTBOPSAOT Tpe60BaHNUSAM, yKa3aHHbIM B pasaene

«flononHuTenbHoe o6opyfoBaHNE U MaTEpPUasbl».

5. MEPbI MPELOCTOPOYHOCTU U MPEOYT PEXIFH/AA

5.1. Tllepep Hauyanom paboT cnepgyeT o3HAKOMUTbCA ¢ MeToguyeckumn ykazaHunsamum MY 1.3.1877-04
«Mopsapok cbopa, ynakoBKW, XpaHeHWs, TPaAHCMOPTUPOBAHUA W NpoBefeHMs nabopaTOpHOro aHanmsa
610N0rM4ecKkoro matepuana oT 60/MbHbIX (M YMEPLWUX) NALMEHTOB C NOLO3PEHMEM Ha TSHKENbIA OCTPbIiA

pecnupaTopHblii cuHapoM (TOPC)», yTBepXAeHHbIMU PocrnoTpe6Haa30pom.

5.2. Pab6oTa gonxHa npoBOAMTbLCS B nabopatopuu, BbIMOMHAKWLWENW MONeKynsipHo-6uonornyeckme
(NUP) nccnegoBaHna 6MonorMyeckoro matepuana Ha Hanuume Bo3byauteneint MHPEKUMNOHHbIX 60n1e3Hel, ¢
co6nogeHnem CaHluH 3.3686-21 «CaHuTapHO-anugemuosiornyeckme TtpeboBaHus nNo nNpodunakTuke
WHDEKUMOHHbIX 6onesHeli». B cooTtBetctBuM ¢ CadllnH 3.3686-21 panarHoctuka BoO3byauTenei
WHMEKUNOHHbIX 6G0onesHelr Il rpynnbl NaTOre€HHOCTU MOJIEKYNSAPHO-TeHeTMyeckumn wmetogamum (6e3
HakonaeHus BO3OyAUTENa) MOXET  NpoBOAUTHLCA B nabopartopusx, UMELWMNX  caHUTapHo-
anunagemMunonornyeckoe 3akayeHne Ha paboty c¢ MBA TMHY rpynnbl NaTtoreHHOCTW B COOTBETCTBUM C
Tpeb6oBaHMAMU caHUTapHbix npasun CaHlMuH 2.1.3684-21 «CaHMTapHoO-anuageMuonornyeckme TpeboBaHuns K
COAEpPXaHU TeppuTopuii TOPOACKUX W CENbCKUX NOCeNeHuli, K BOAHbIM O6bekTaM, NUTbLEBOW BOAE U
NMMTbEBOMY BOJOCHabGXeHU, aTMocepHOMY BO3AyXy, MOYBaM, XW/bIM MOMELWEHUAM, 3IKCnayatauun
NMPOM3BOACTBEHHbIX, OOLLECTBEHHbIX MNOMEL,eHuid, opraHusayumn N  NPOBEAEHUID  CaHWTapHO-
npoTMBoannaeMmyeckux (NpodunakTnyecknx) meponpuatTnii». Matepuan ANA UCCNefOBaHWN NOANEXUT
npeaBapuTenbHol 06paboTke B COOTBETCTBUM MeTOANYECKUMU yYKa3aHuamu MY 1.3.2569-09 «OpraHunsauyms
paboTbl nabopaTtopuii, MCNOMb3YKWLWNX MeToAbl aMnandukaLnum HYKIEWHOBLIX KWCAOT npu paboTe ¢

mMaTepuasnom, cogepXalumMm MUKPpoopraHnaMbl HY rpynn naToreHHoCTu».
5.3. Tpu pa6oTe Heo6X0AMMO BCeErfa BbIMOMHATL cheayoluime Tpe6oBaHus:

- MpuUMeHsTb Habop CTPOro MO Ha3HAYEHU0 B COOTBETCTBMMW C AaHHOW WHCTpyKuuein. OTKIOHEHUE OT
nponucaHHbIX NPoLeAyp U nopaaka AeiicTBMIt MOXET NPUBECTU K NOSTYUYEHUI0 HEA0CTOBEPHbIX Pe3y/bTaToB

aHasnunsa.
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- NlabopaTopHblil npouecc A[O/HKeH O6biTb OAHOHaMpaBieHHbIM. AHanW3 cnegyeTr nNpoBOAUTL B
OTAENbHbIX NOMeWw,eHMsAx (30Hax) B cooTBeTcTBUMM C¢ MY 1.3.2569-09. He BoO3Bpauwatb o6pasybl,

oGopyAoBaHMe U peareHTbl B 30HY, B KOTOPOIi 6bifa NpoBefeHa npeabiaylias cTagusa npouecca.

- PaccmatpuBaTth uccrnefyemble 06paslbl Kak WHMEKLMOHHO-OMACHble, OpPraHu3oBbIBaTb PaGoTy U

XpaHeHune B cooTBeTcTBMU € CaHluH 3.3686-21.

- Y6upatb 1 ge3vHpuUUMpoBaTb pasninTble ob6pasubl WM peareHTbl, UCNONb3ysa Ae3uHuumpylowmne

cpeacTBa B cooTBeTcTBUM € CaHluH 3.3686-21.

- Ypanatb HEWUcnosib30BaHHble peareHTbl, peareHTbl C WUCTEeKWWM CPOKOM TOAHOCTU, a Takxe
MCNONb30BaHHbIE peareHTbl, ynakoBky” 6GMOIOTMYECKUA MaTepuan”™ BKIOYas MaTepuasnbl, UHAPYMEHTbI U
npeaMeThbl, 3arpsA3HeHHble  6MONOrMYeckuM  MaTepuanom, B COOTBETCTBUM C  TpeboBaHUAMU
CaHlnH 2.1.3684-21.

BHUMAHWE! Mpun yganeHun OTX0[0B nocse amnnndgukauun (npobupok, cogepxawmx npogykrbol MLP)
HeJOonycTUMO OTKpbIBaHWE NPO6GUPOK U pa3bpbi3rMBaHne COAEPXKUMOro, NOCKOJIbKY 3TO MOXET NPUBECTU K

KOHTaMuHauuu npoaykramu MNUP na6opaTtopHOil 30HbI, 060pyA0BaHNSA N peareHTos.

- Wcnonb3oBaTb U MEHATbH Npu KaxAoW onepauun o0AHOPa30Bble HAKOHEYHUKM AN aBTOMaTU4eCKMX
nosaTtopos ¢ unbTpoM. OfHOpPa3oBYK NaaaukoBylo nocyay (Npobupkn, HAKOHEUYHUKM) HeobXxoauMmo
cbpacbiBaTh B CelmanbHblil KOHTEHEP, coaepxalwuii Ae3nHguuupylowee cpeacTBo, KOTOPOE MOXET BbIThb

MCNoNb30BaHO 417 06e33apaxmBaHus MegnLUHCKAX OTXOL0B.

- Habop npegHa3HayeH ANa OA4HOKPATHOro npumMeHeHua pgna nposegeHua T[LP-nccneposaHusn

yKa3aHHOro konuuyecTsa 06pasyos (cMm. pasgen «®opMbl BbiNycKa, COCTAB U KOMMIEKTHOCTb»).

- K pa6oTe c Habopom fgonyckaeTcsi TONIbKO NepcoHas, 06yUYeHHbI MeTofamM MOMEKYIIPHON ANMArHOCTUKK
1 npaBunam paboTbl B KJIMHUKO-AUATHOCTUYECKON NabopaTtopmn B YCTAHOB/IEHHOM nopsake (B COOTBETCTBUM C
Tpeb6oBaHuAmMu CaHllnH 3.3686-21).

- He wncnonb3oBaTb Ha6op, €C/AM HapylweHa BHYTPEHHAS yNakoBKa WM BHELWHW BUA peareHta He

COOTBETCTBYeT OnncaHuto.

- He ncnonb3oBatb Ha6op, ec/in He COG]’HO,U,aﬂI/ICb ycnoBua TpaHCNoOpPTUPOBaHNA U XpaHEeHUA corsiacHo

UHCTPYKUUU.
' He cMelunBaTb peareHTbl pasHblX CEpUil.
- He ncnonb3oBaTtb Ha6op No UCTEUYEHUU CPOKA FOAHOCTH.

- Wcnonb3oBaTb 04HOPA30Bble HEONyApPEHHbIe MepyaTku, nNabopaTopHble xanaThl, 3alulaTh riasa BO
Bpems paboTbl c 06pasL,amun u peareHTamu. TuiaTe/IbHO BbIMbITb PYKU N0 OKOHYaHWM pab6oThl. Bce onepauunn

NpoBOAATCA TONIbKO B nNepyaTkax Ana UCKIKYeHNA KOHTakTa C oOpraHnsMom 4desnoBeka.

- He ecTb, He MUTb U He KypuTb B MpoLEecce WCMNosb3oBaHMA Habopa. M36eratb KOHTaKTa peareHToB C

KOXeli, rnazaMmu u cnm3ncToin 06o0n04koii. He rnotathb.

- Mpu KOHTaKTe HEeMeANIeHHO MPOMbITb MOpPaXeHHoe MecTo 60MbLINUM KOMUYEeCTBOM BOAbl M Npu
M/IOXOM CaMOYyBCTBUM 06paTUTLCA 3a MeAULMHCKOW nomowblo. Mpu nonafaHuu BHYTPb PBOTY He

Bbl3blBaTb, MPONOJ/IOCKaTb POT BO,CI,OI7I, OﬁpaTI/ITbCH K Bpa4dy npu naoxomMm camMo4vyyBCTBUN.

Heucnosb3oBaHHbIE peareHTbl, peareHTbl C UCTEKIIMM CPOKOM TOAHOCTW, MCMO/Ib30BaHHbIE peareHTbl, ynakoBka
OTHOCSITCA K K/laccy ONacHOCTM MeAULMHCKUX 0TXOA0B T.
A BMONOTMYECKMiA MaTepmas, BKIYas UHCTPYMEHTbI U NpeaMeTbl, 3arpsi3HeHHble MaTepuasioM, OTHOCSTCS K Kiaccy
0NacHOCTM MeAMULMHCKNX 0TX040B B.
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5.4. Tlpn Mcnosib3oBaHumn no HasHayeHwuto n cobnwgeHun BblllenepeYncaeHHbiXx Mep
npefoCcTOPOXHOCTN Habop 6e3onaceH. PeareHTbl Habopa cogepxaT HaTpus asng B KOHUEeHTpauun He 6onee
Ofl % 1 COOTBETCTBEHHO HE KNacCUMULUNPyTCA Kak onacHble n He TpebyloT co61I04eHNa cneumnanbHbiX Mep

npesoCcTOPOXHOCTH.

5.5. OTpuuartesibHble pesynbTaTbl HE WCKAYAT BO3MOXHOCTb WHMULUMPOBAHWA KOPOHABUPYCOM
5AK5-Co\/-2 1 He A0/KHbl UCMNO/b30BATbCA B KayecTBe eWHCTBEHHOW OCHOBbI AN MPUHATUA peLleHus o

ne4vyeHMn naymneHToB.

5.6. OTpuuartesnbHble pe3ynbTaTbl AO/HKHbI COYETATLCS C KAMHWYECKUMU HaBNAEHUSIMU, UCTopuei

60/1€3HM N INUAEMUNONOTNYECKON NHpopMaLnei.

5.7. Habop peareHTOB He BbiiBNAET Hannume kopoHaBmpyca $AP5-CoV/-2, ecnn ero KOHUEeHTpayusa Huxe

3asB/ieHHOro npegena obHapyxeHusa (5x10" konuin/mn).
5.8. Cneuudunyeckne Bo3aeiicTBUA Habopa Ha OpraH1M3M YesioBeka:
- KaHueporeHHbIn 3dhekT oTCyTCTBYET.
- MyTareHHoe geicTBMe OTCyTCTBYeT.

- PenpoaykTuBHas TOKCMYHOCTb OTCYTCTBYET.

6. JONIO/HATE IBHOE OBOPYIOBAHVE N MATEPVATTBI

6.1. B3aTtve nccnepyemoro martepuana

6.1.1. TpaHcnopTHas cpefa ANs B3SiTUs, TPAHCNOPTUPOBKM M XpPaHEHUS Ma3KOB CO C/IU3NCTOW HOCO- U
poTOrnoTKK, cogepxawasa pacTesop occhaTHoro 6ydepa ¢ foH6aB/eHNEM KOHCEpPBAHTa M KPMOKOHCEpPBaHTa
(Hanpumep, «TpaHcnopTHas cpega [ANS XpaHeHWa W TPaHCMOPTUPOBKM PecrnupaTtopHbiX Ma3KoB

«Amnnaulpainm TCP», PY N9 ®CP 2012/14200 nnu gpyras, 3apernctpupoBaHHas B P®).

6.1.2. 30HA-TAMMNOH, NpeAHa3HaYeHHbI ANA B3ATMS 6GMOMOTMYECKOro MaTepuana C MNOBEPXHOCTK
CNM3NUCTbIX 060M104eK (MONOCTM HOCA, POTOTNIOTKMA) OAHOKPATHOrO NPUMEHEHUS, CTEPUNbHbIA. Paboyas 4acTb

30H4a MOXeT OT/lamMmblBaTbCA NO MMeloLLeiica Haceuke.

6.1.3. EMKOCTb 4719 B3ATUA, XPaHEHWA W TPaHCNOPTUPOBKM MOKPOTbLI, OAHOKPATHOro MNPUMEHEeHus,
cTepuibHas, C 3aBuH4YMBalOLWeElca waM MNA0THO 3allenkuBalwlweinca KpbIWKOW, W3roToBAeHHas wu3
nonunponuieHa.

6.2. [llpegBapuTesibHaa NoAroToBKa MccrnefyemMoro martepuana

6.2.1. PeareHT gna npeao6paboTkyn MOKPOTbI C LeNbio NpoBeeHns akcTpakumn PHK.

6.2.2. lononHUTeNbHbIE MaTepuansl n obopygoBaHne, Heob6xoaumble ANa Npefso6paboTKM MOKPOTHI, -
COrnacHo MHCTPYKLUU K NCMOIb3YEMOMY peareHTy.

6.3. 3kcTpakuna PHK u3 nccnegyembix 06pasuoB

6.3.1. Habop peareHtoB pAnsa 3kcTpakumm PHK, 3apernctpupoBaHHbiii B P® u cooTBeTCTBYOLW NI

cnepyoumnm TpeboBaHUAM:

- Habop nosBonsieT Bbigenatb PHK u3 6uonormyeckoro martepuana (Maskum CO CAM3UCTON HOCO- K

pOTOrA0TKN, MOKPOTA) ANA nocnegyrowero nccnegosaHna metogom OT-MLUP;
- Habop He OTHOCUTCA K aKcnpecc-meTofam akcTpakuynm PHK;
- Habop no3BonsgeT nccrnenosatb obpasubl 06beMoM He meHee 100 Mk,

- Habop No3BONAET NPOBOAUTL 3MOLMI0 ounweHHon PHK B o6beme He meHee 100 Mk,
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B xoge npoBefeHWs KAUHWYECKUX WCAbITAHWA Banugauuio npowen Habop peareHToB Ansa
akcTpakuymn PHK «MarHolMpaiim ®ACT-P» (PY Ne P3H 2020/12971).

6.3.2. [JononHutenbHble matepunansl U obopygoBaHue, HeobxoanMble Ana akcTpakumn PHK, - cornacHo

MHCTPYKLUMMN K HABGOpY peareHToB A4na akcTpakuyuum PHK.

6.4. O6paTHasa TpaHcKpuUNuusa, amnandgunkaunsa, geTekums NpoAyKTOB amnnandunkaumm,

aHasn3 1 MHTeprnpeTaumsa pesynbTaTtoB

6.4.1. OgHopa3oBble NoAMNponuaeHoBblie Npobupku, ceoboaHble oT JHKa3/PHKas, cnegyouwnx snaos

(npn paboTte c popmMolii Bbinycka 1):

- 3aBUHYMBAlOLWMECH NPOOMPKU N KPLIWKN K HAM WM NJOTHO 3akpbiBawwmecs Npo6upkn o6beMom

1,5 MN - 4Na NPpUTOTOB/IEHNUA peakLMOHHOW cMecH;

e TOHKOCTEHHble Npo6upku ans MLP o6bemom 0,2 M/ C BbINYKON WM NAOCKO/ ONTUYECKU NPO3pPaUHOL
KPbIWKOW nan npo6upkn o6bemMom 0,2 M1 B CTpUnax no 8 WT. C NPO3payHbIMU KPbIWWKAMMW - 419 NPOBeeHus

MUP npn ncnonb3oBaHnmn npnbéopa naaHWeTHOro Tnna;

- TOHKOCTeHHble npobupku ans MLUP o6bemom 0,2 Ma C NAOCKON KpbIWKOW wuan npobupku gna MNUP
o6bemom 0,1 mn B cTpuMnax Mo 4 WT. C KpbllWKamMu - Ans nposegeHua MLUP npu ncnonb3osaHum npubopa

POTOPHOrO TUNa.

6.4.2. OgHOpa3oBble HaKoOHeYHnKKN, cBoboaHble oT AHKa3/PHKas, ona no3atopoB nepemMeHHOro o6bema
¢ punbTpom o1 100 go 1000 mkn.

6.4.3. lWtatuebl gna npo6bupok obbemom 0,2 mn unm 0,1mn (B COOTBETCTBMW C WUCMNONb3YyEMbIMMN

npo6upkamu gnsa Mup).
6.4.4. bokc abakTepnanbHoin Bo3aywHoOW cpenbl (MLP-60kKC).
6.4.5. LleHTpudyra-BopTekc.
6.4.6. ABTOMaTuyeckne fo3aTopbl NEPEMEHHOI0 06beMa.

6.4.7. CTaHuMsa aBTOMaTU4Yeckas c Mofy/eM A8 NPUroTOBNEHUS U A03UPOBAHUA peaKUMOHHbIX CMecel
M KOMMEKT PACXOAHbIX MAaTepnanos K Heli corlacHo MHCTpyKuun MpoussoguTens, - npu pa6oTe ¢ popmoii

BbiNycka 1 B c/ly4ae NMPUroTOB/IEHWUA pPeakLMOHHbIX CMECel ¢ MCNO/Tb30BaHMEM aBTOMAaTUUYECKOl CTaHuuu.

6.4.8. MporpamMmupyemblii aMNaMEUKATOP C CUCTEMOW AeTeKLUM PIYOPECLEHTHOTO CUTHaNa B pexunme
«peanbHOr0O BpPeMeHW» pPOTOPHOro NM60 NAAHWETHOro Tuna, 3aperucTpupoBaHHbLie B PO u

COOTBETCTBYIOWMNE Ceaylownm TpeboBaHuAM:

- Ha/Mune He3aBUCUMMbIX KaHanoB siyopecueHTHON geTekuun ana dgnyopocgopos PAM, R6G u Cy5

C XapakTepucTukamu, ykasaHHbiMy B Tabnuue 4

Tabnuuya 4
TpebyeMble xapaKTEPUCTUKN KaHa/loB qD/TYOPECLEHTHOM AeTeKLNNn
ONWHbI BOMH, HM
KaHan gnsa gpnyopodopa Bo3byxaeHuns LeTekynmn
MUHUMYM Makcnumym MuHumym Makcumym

PAM 450 470 510 530

R6G 515 532 545 580

Cy5 620 640 660 690
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- [N NpubopoB NAHWETHOro Tuna Haanyme NoAorpeBaeMoi KpblWKU ¢ TemnepaTtypoli 6onee HOONC;
- TOYHOCTb NogaepxaHusa Temnepatypsl < +0,4°C;

- CKOpoCTb HarpeBa He MeHee 2 "C/cek;

- CKOpPOCTb OoxslaxgeHus He meHee 1 “C/cek.

B xope npoBefieHUs KIMHUYECKMX WUCMbITaHWi Banupauuio Npownu crnejyrwouive nporpaMMmupyemblie
aMnamukaTopbl C CUCTEMON AeTekuuu YOPECLEHTHOrO CUrHasa B peXUMe «peasibHOro BpeMeHU»:
Rotor-Gene Q (PY Ne ®C3 2010/07595), Applied Biosystems QuantStudio 5 (PY Ne P3H 2019/8446),
CHOOO Touch B komnnekte c moaynem CFX96 (PY Ne ¢C3 2008/03399), ATnpaiim (pY Ne ¢CP 2011/10229).

6.4.9. XonoannbHUK 0T 2 40 8 “CCc MOPO3UbLHON KaMepoin oT MUHYC 24 Ao MuHyc 16 “C.
6.4.10. OTAeNbHbIV XanaT, Wano4vykn, 06yBb M 04HOpPa30Bble NepyaTkm B cooTBeTCcTBUM ¢ MY 1.3.2569-09.

6.4.11. EmkocTb gns cbpoca HAaKOHEYHUNKOB.

7. VOCTEOYEVbIA MATEPVAT

MaTepvanom Ans vccnefoBaHnus Cayxar:
- MasKu CO CNM3UCTON HOCO- 1 POTOMOTKYU;
- MOKpoTa.

BHUMAHMWE! Ma3km cO CHAM3UCTON HOCOFIOTKM U POTOrNOTKA PEKOMeHAyeTCs CcOoBMewaTb B OAHOW
npobupke u uccnepoBaTb Kak oAunH obpasey. Ansa atoro 6epyT mMaskum pasHbIMWM 30HAaMMW CHavana co
CNM3NCTON HUXHEro HOCOBOTO X0Aa, a3aTeM U3 POTOrNOTKM, NpY 3TOM pabouyne KOHLbl 30HA0B Noc/e B3SATUSA
Ma3KoB NnomMeLLarTcs B 04HY npobupky ¢ 0,5 M TpaHCNOPTHOW cpeabl ANS1 XpPaHEHUA U TPAHCNOPTUPOBKM
pecnupaTtopHbIX Ma3koB M UccneaylTca Kak oanH obpasel,. Ecnv 30HA4 He ocTaeTcs B Npo6upke co cpefoi,

TO HE06XO0AMMO TULATENbHO CMbITb MaTepuas, MHTEHCMBHO NPOKPyYMBas 30H/ B cpese He MmeHee 10 CekyHJ,.

B3ATMe, npeaBapuTesibHyld  06paboTKy, TpaHCMOPTMpPOBAaHME U XpaHeHue  UcclefyemMoro
61oM0rMYecKoro Matepuana cneayeT NPoOBOAUTL B COOTBETCTBUM C HUXKEMNEPEUNCNEHHbIMN TPEe6GOBaAHUAMM,

Heco6mo,qu|/|e KOTOPbIX MOXET NPUBECTN K NOJTYHEHUIO HEKOPPEKTHbLIX pe3ysibTaTtoB nccnenoBaHnA.

7.1. Mas3kn 13 nosiIoCcTm Hoca

B3siTe matepumasa npoBecTn M3 NOJ0CTU HOCa C NOMOL b0 04HOPA30BOr0 CTEPUIILHOMO 30HAA-TaMNoHa

B NPOGUPKY C TPAHCMNOPTHOW Cpeaoit B COOTBETCTBUM C MHCTPYKUME No NPUMEHEHMUI0 30HAA.

Buonornyecknii matepuan, NOMELLEHHbIA B TPAHCMOPTHYI cpeay, XpaHWTb W TpaHcnopTupoBaThb

corflacHo cnepyouwmm tpeboBaHuUAM:
- Mpu KOMHaTHOW TemnepaType (go 25 *C) - B TeyeHue 72 4acos;
- npu Temnepatype o1 2 go 8 "C - BTeueHue 14 cyTok;
- Mpu Temnepartype oT MUHYC 24 Ao MUHYyC 16 "C- BTeyeHune 3 MecsaLeB;
NM60 cornacHo MHCTPYKLUMK K NCMOSIb3YEeMON TPaHCNOPTHOW cpeje.

JonyckaeTcs NMUWb OfHOKpaTHOE 3amMopaXxuBaHue-oTTanBaHue matepuana.
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7.2. Ma3Ku co cnm3ncToii 060/104YKN POTOrIOTKN

B3atue mMaTtepuana npoBecTt C NOBEPXHOCTU MUHAOANUNH, HeOHbIX AYyXeK ”n 3a,quV| CTEHKWN POTOr/N0TKM C
MOMOLLbI0 O4HOPA30BOr0 CTEPU/ILHOIO 30HAA-TAMMNOHA B NPO6MPKY C TPAHCNOPTHOI Cpefoit B COOTBETCTBUN

C MHCTPYKLMel No NpUMeHEHUI0 30HAA.

Buonornyecknii matepuasn, NOMEL,EHHbIA B TPAHCMOPTHYK cpefy, XpaHWTb W TpaHCNOpTMPOBAaTb

COr/lacHoO cniefyWwnm TpeboBaHNAM:
- npu KOMHaTHOW Temnepatype (8o 25 *C) - B TeyeHne 72 4acos;
- npu Temnepartype ot 240 8 "C- BTeyeHne 14 cyToK;
- Npu Temnepartype oT MUHYC 24 A0 MmuHyC 16 “C- BTeuyeHue 3 MecsuUeB;
60 COornacHo MHCTPYKUUK K UCMONb3YEMOW TPAHCMOPTHOW cpeje.

JonyckaeTcs Nullb OA4HOKPaTHOE 3aMopaxuBaHne-oTTauBaHme Mmartepuana.
7.3. MokpoTa

7.3.1. B3Atne maTtepuana

OTo6paTb MOKPOTY B KOSiMyecTBe He MeHee 1,0 Ma1 B 04HOPAa30BbIl CTEPU/bHbIA KOHTERHEP C LWMPOKUM

rop/sioM U 3aBUHUYMBAIOLLEACA KPbILWKOM.
YcnoBus XxpaHeHua v nepeBo3KN matepuana:
- Npu KOMHaTHON TemnepaTtype (go 25 "C) - B TeyeHue 6 4acos;
- npu Temnepartype oT 2 4o 8 °C- B TeyeHue 3 CyTOK;
- npu TemnepaTtype OT MUHYC 24 A0 MuUHYC 16 - BTeuyeHue 1 Hepenu;
- Mpu Temnepatype He Bbille MUHYC 68 “C- AnnTenbHO.

JonyckaeTcsa nuwb 0OAHOKpaATHOE 3aMopaxunBaHue-oTTaMBaHue martepuana.

7.3.2. MNpeaBaputenbHas o6paboTka

Heo6xoAMMO NPOBECTM pas3XuXeHWe MOKPOTbl, UCNOMb3ys peareHT ANs npeao6paboTKM MOKPOTbI C
Lenbio NpoOBEAEHNSI IKCTPAKLUN HYKNENHOBBIX KUC/IOT, B COOTBETCTBUMN C UHCTPYKLMEN MO MCMNOMNb30BAHUIO

JaHHOro peareHTa.

YcnoBus xpaHeHUs npefBapuTesibHO 06paboTaHHbIX NPO6 MOKPOTbI aHa/IOTUUYHbI YCIOBUSIM XpaHeHus

MaTtepuana 4o npego6bpaboTku.
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8. MPOBELFH/E VOO ELOBAH/H

MiccneposaHne [OMKHO MNPOBOAUTLCA NPU HOPMAasibHbIX MOKasaTenAx MUKpoKnumMarta KAWHWUKO-

AnarHocTuyeckoin nabopatopun’:
- TeMmnepartypa okpyxatwuwero sosgyxa ot 20 go 28 “C;

- OTHOCUTeNbHasa BNaxXHoCTb 40 - 75 %.

8.1. 3kcTpakuyma PHK n3s nccnepyemoro martepuana

Ona akcTpakumn PHK wuncnonb3oBaTb Habopbl peareHToB, pekoOMeHAOBaHHble [lpou3BoauTenem B
pasgene «fjononHuTenoHoe obopynoBaHue n matepuanbi». Mopagok paboTsl ¢ Habopamu A1A IKCTPaKLUn

PHK cmMOTpuTe B MHCTPYKUUKN NO NX MTPUMEHEHUIO.

BHUMAHWE! T[lpn npoBepgeHun wuccneposaHuas HefonycTMmMo WUCNOMb30BaHuMe 3KCnpecc-meTonoB

3KCcTpakumm HK.

BHUMAHWNE! Kaxpaa rpynna asKkcTparmpyembix o06pas3yoB [AO/XHA CONPOBOXAATbCA MNOCTAHOBKOW

oTpuuaTtesibHOro KoHTpons (OKO) B ogHOM noBTOpe.
6 npouecce akcTpakyuum PHK ucnonb3oBaTtb criegywowme o6bembl peareHToB U nccnegyemMbix 06pasyos:

' o06bem peareHTa BKOK-10 mkn Bnpo6bupky gna OKO, aTakxe B Kaxayl nNpobupky c uccnegyemMmbimu

obpasyamu,;

- o0b6bem uccnegyemoro o6pasyar-100 mKa B Npo6Upkn 418 uccnenyemMmbix o6pasLos;

- 06bem peareHTa OKO-100 mkn B npo6upky ans OKO;

- 06bem peareHTa, ucnonb3dyemoro Ana anwouuu PHK, - 100 MKA (COrNacHo WHCTPYKUMM MO
NPMMEHEHUD K UCNONb3yeMOMY Habopy Ans akcTpakuun PHK).

8.2. TloproTtoBka peareHtoB ana OT-MNUP

8.2.1. Mpwn ncnonb3oBaHnM OpPMbI Bbinycka 1

BHVMMAHWME! HeobxoanMo MUHMMMU3NPOBATb BPeEMS HaxoxgeHus Tay nonumepasbl n PesepTtasbl K npwu

KOMHaTHOI Temnepartype.

BHUMAHWE! KOMNOHEHTbHI peakuMoHHON cMecu cnegyet cMewuBaTb HENOCPELCTBEHHO nepej

nposepeHvem OT-MUP.

BHVUMAHWE! B cnyyae npurotoBNeHUs peakuMOHHON CcMecu C NOMOLW b aBTOMATUYECKOW CTaHuum

cnepyiite ykazaHUsiM MHCTPYKLMM MO €e UCNOb30BaHUIo.

8.2.1.1. PaccuutaTb 06beMbl peareHToB, Tpeb6yluimeca AN MNPUTOTOBNEHUS peakUuMOHHON cmecu
(cm. Tabnuyy 5). CMecb rOTOBUTbL Ha 06LLee YMCI0 UCC/IefyeMbIX U KOHTPOJIbHbIX 06Pa3L0B N/oC 3anac He

MeHee YeM Ha OfHY peakuuio.

A YkaszaHbl [JONYyCTUMble HOPMbl TemnepaTypbl W OTHOCWUTENIbHON BA@XHOCTM BO3AyXxa B paboueli 30He
NPON3BOACTBEHHbIX MOMELLEHNA B COOTBETCTBUM C TpeboBaHmamm [OCT 12.1.005-88 «Cuctema cTaHZapToB
6e3onacHocTu Tpyfa. O6Lme caHUTapHO-rurmeHnyeckne TpeboBaHns K BO34yxy pabouyeli 30HbI».

~Ona o6pa3LoB MOKPOTbI TpebyeTcs npeasapuTenbHas NoAroToBKa COrflacHo pasgeny «lccnegyemblii matepuan».
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Ta6bnuua 5

PacuyeT 06 beMOB KOMMNOHEHTOB pPeakLUMOHHOW CMecu

PeareHT O6beM, MKN O603HauyeHns
MuP-cmeck SARS-CoV-2 TRIO 10,0%(N+1)
Bydpep C 5,0%(N+1) N - KO/IMYECTBO amnAnUUUPYEMbIX 06pasLioB,
Tag nonumepasa 1,0%(N+1) BK/TOHAA KOHTPO/IM

Peseprasza R 0,25%(N+1)

8.2.1.2. Pa3mopo3uTb peareHTbl. [lepej cMmelwlnBaHnemM peareHTOB nepemellarb COAepXumoe npooupok

C peareHTamu, oCaguTb Kanau Ha BOpTeEKCe.

8.2.1.3. MpuroToBUTb peakLyNOHHY CMeCcb B OTAE/IbHOW Npobupke, LO6aBNB KOMMNOHEHTbHl B 06beMax,

paccumTaHHbIX B N. 8.2.1.1. MepemeluaTb CMECb M 0CaAUTb Kanju Ha BopTeKce.

8.2.1.4. OTo6paTb HeO6X04MMOE KONMYECTBO NPO6GMPOK unm ctpunoB ana nposegeHuna OT-MLUP PHK
nccnefyembix U KOHTPONbHbIX 06pas3uoB. Beibop npobupok onsa amnaumukaLmm 3aBucuUT 0T UCNOJIb3YEMOTO

amnaudumkaTopa ¢ CUCTEMON AeTeKUUN B PeXUMe «peaslbHOro BpeMeHm».
8.2.1.5. BHecTn B Npo6upkn no 15 MK NPUroTOBAEHHOW peakuWOoHHOW CMecu.

BHVUMAHWE! Hencnonb3oBaHHble OCTaTKN peakUuMOHHOW CMECU XpaHeHNo He nogsexar.

8.2.2. Mpu ncnonb3oBaHUU POpPMbI BblNycka 2

BHVUMAHUME! Heo6xo4umMo MUHMMMU3NPOBATbL BPeMs HaxoxgeHusa Tap nonumepasbl n PesepTtasbl P npwu

KOMHaTHO TemnepaType.

BHUMAHWE! KoOMNOHEHTbl peakyMoOHHOW cMecu criegyeT cMewuBaTb HEMNOCPeACTBEHHO nepep

nposegeHnem OT-TILIP.

8.2.2.1. PaccuntaTtb 06beMbl peareHToB, Tpebywuwuecs AN NPUTOTOBNEHUS pPeakUuMOHHOW cMmecu

(cM. Tabnuuy 6). CMecb roTOBUTbL Ha 06LLEee YMC/I0 UCCNEeAYyeMbIX U KOHTPO/bHbIX 06pa3L0B NC 3anac He

MeHee YeM Ha OfHY peakuuto.

Tabnuua 6
PacyeTt 06beMOB KOMMOHEHTOB peakLUMOHHOW cMecu
PeareHT O6bem, MKn O603Ha4veHusn
Bychep D 10,0%(N+1}
Tag nonumepasa 1,0¢(N+1) N - KonuuyecTBO amnauuuupyembix 06pasLos,

BK/1OYAS KOHTPO/IN
PeBepraza R 0,25*(N+1}

8.2.2.2. Pa3mopo3nTb peareHThl. lMepeg cMewBaHMEM peareHToOB NepemMellaTtbh CoOgepXnmoe npobupok

c bydhepom D, Tag nonmmepason n Peseptasoin R, ocagutb Kanim Ha BOpTeEKce.

8.2.2.3. MpUToTOBUTL pPeakLMOHHYI0 CMECb B OTAENbHOW Npo6upke, 4O6aBUB KOMNOHEHTLl B 06beMax,

paccynTaHHbIX B n. 8.2.2.1. NepemewaTts CMeCb 1 0CafNTb Kanam Ha BOPTEKCE.

8.2.2.4. OTto6paTb Heobxoammoe KonumyecTBo cTpunoB ¢ T[LUP-cmecbto SARS-CoV-2 TR!0O pansa

npoBegeHus OT-MUP PHK nccnegyembiX 1 KOHTPO/IbHbIX 06pa3L,0B.

8.2.2.5. Y6eaunTbCcA, 4TOo napaduH MOJIHOCTLIO MOKPbIBAeT pacTBop Ha AHe npobupok. B npoTuBHOM

cnyyae, He UCMosib30BaTh faHHble NPOGUPKU.
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8.2.2.6. Ha noBepxHOCTb NnapauHa BHECTM No 10 MK NPUTOTOBEHHON peakyWOoHHON cMecu, NpY 3TOM

OHa He A0J/hKHa npoBasMBaTbCsA NOA NPOCNOIKY napaduHa u cmewmnBaTbes ¢ MUP-cmeckto.

BHVMMAHWE! Hencnosib30BaHHble OCTaTKK peaKLl.MOHHOVI CMEeCU XpaHEHUIO He nognexar.

8.3. BHeceHune npo6 PHK, npoBegeHune OT-MNUP 1 geTekyuun

BHVUMAHWE! Mpn po6aBneHun npo6 PHK, akaparMpoBaHHbIX C MOMOLLbO HaBOpOB peareHToB AN
npoBeAeHus 3KCTpakuMm MeToLOM copbuuMu Ha cuaukaresne WAM MarHWTHOW cenapauuu, Heo6xoA4uMOo

nsberaTb nonagaHus cop6eHTa B peakyMOHHY0 CMECh.

8.3.1. BHecTM B NOArOTOB/EHHbIE NPOBMPKN C peakyMoHHOW cmecbto Mo 10 Mkn'npo6 PHK, nonyyeHHbIX

B pe3y/sibTaTe akapakuuu.
8.3.2. BHecT! B NOATOTOB/IEHHbIE NPOGUPKMN C PEeaKLLMOHHON CMEeCbl KOHTPO/IbHbIE 06pa3Lbl:
Mpu npoBefeHNN Ka4YeCTBEHHOTO aHanumsa:

a) MNONOXWUTenbHbIA KOHTponb OT-MUP - B o0gHYy npobupky ans o6pasya K2 BHecTu
10 mkn K2 SARS-CoV-2 TRI!O.

6) oTpuUaTeNbHbIA KOHTPO/Ib 3KCTPaAKUMKN - B O4HY NPOGUPKY ANA o6pasya OKO BHecCTM 10 Mk Npo6bl,

aKkcTparnposaHHo n3s OKO.
B) OTpuuaTenbHblii KOHTpPonb OT-MLUP - BoAHY Npo6upky Ana obpasua K- BHeCTN 10 mkn peareHTa K*.
Mpu npoBefeHUN KONNYECTBEHHOTO aHanmsa:
a) O6paseuy K1 - BogHy npobupky BHectn 10 mkn K1 SARS-CoV-2 TR!0.
6) O6pasey K2 - BogHy npobupky BHectn 10 mkn K2 SARS-CoV-2 TRI!O.

6) oTpuUaTeNbHbIA KOHTPO/Ib 3KCTPaKLUKN - B O4HY NPOGUPKY AN o6pasya OKO BHecTU 10 MK npo6bl,

sKcTparmpoBaHHoW n3 OKO.
B) oTpuuatenbHblii KOHTpoNb OT-MLP - B ogHY Npo6upky Ana o6pasua K- BHectn 10 mkn peareHta K-.
BHUMAHWE! MposecTtn OT-MLP cpa3y nocne BHeceHnss PHK-npo6 1 KOHTpONel B peakuMOHHY CMECh.

8.3.3. 3anporpaMmupoBaTb aMnAngUKaTop CCUCTEMON fETEKLUN B PEXNME «peasibHOr0 BPEMEHU» AN

BbIMO/IHEHNS €AMHOI NporpaMmMmbl amnandukauum n getekynn NyopecuyeHTHoro curHana (cm. Taébnuyy 7).

BHUMAHWE! Mpu py4yHOM aHanu3e NporpaMMmupoBaHuWe ¥ 3anyck amnaudgukatopa NpoBOAUTL COMacHo
WHCTPYKL MW MO ero NpUMeEHEHU0. PekomMeHayeMble napameTpbl A8 NporpaMMupoBaHus amnangrkaTopos
yKasaHbl BO BKagble, npuiaraemMom K Ha6opy. Mpu MCNonb30BaHUMM MpPOrpaMMHOro o6ecnevyeHus

FRT Manager nporpamMmMupoBaHue aMmnangukaTopa ycTaHaBIMBaeTCsi aBTOMATUUYECKH.

Tabnunua 7
EavHas nporpamma amnandunkaunm v getekumm diyopecLeHTHOro curHana
Ly Temnepatypa, 'C Bpems JeTekuunsa no kaHanam ans Konuuectso
LMKNOB
1 50 15 MuH 1
2 95 15 muH - . 1
95 Oc -
3 45
60 20c FAM, R6G, Cy5
8.3.4. Mepen NOCTAHOBKOW B aMNAnMKaTop NAaHWETHOro Tuna ocaguTb Kanam co CTEHOK NPpo6MpPoOK Ha
BOpTEKCE.
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8.3.5. YaaHOBUTb NPOGUPKN UMM CTPUMbI B AYENKN peakLuMOHHOro Moaynsa npuéopa.
8.3.6. 3anycTuTb BbINO/IHEHME NpOrpamMmmbl amnandukayum ¢ getekunein ayopecLeHTHOro curHana.

8.3.7. Npubop npoBOAWUT peructpauuio GAyopecueHTHOro curHana aBTOMATUYECKN B pexume

«peasibHOro BpemMeHn».

8.4. AHaNW3 1 BblUMC/ieHWe pe3ynbTaToB

BHVUMAHWE! Tpu pyyHOoM aHanum3e 06paboTKy AaHHbIX (PNYOPECUEHTHbIX KPUBbLIX), MNOMYYEHHbIX B
nporpaMmMHOM ob6ecneyeHun npubopa, ncnonblyemoro Ans nposegeHus OT-MUP c getekyueli B pexume
«peanbHOro BpeMEeHU», MNPOBOAUTbL COIMTACHO WHCTPYKUMM NO €ero npumeHeHunto. PekomeHayembie

napameTpbl 4719 06pa6b0TKN AaHHbIX YKa3aHbl BO BKIaAblle, npuiaraeMom K Ha6opy.

BHVMAHWE] KonunyecTBeHHbI aHannM3 pe3ynbTaTOB BO3MOXHO MPOBOAUTb TO/IbKO B aBTOMaTUYeCKOM
pexume ¢ ucnosab3oBaHMeM nporpaMmHoro obecneveHna FRT Manager (OOO «UHTep/la6CepBuc», Poccus,
PY Ne P3H 2019/8870) cornacHo pykoBoACTBY No/sib30BaTensl, BbiopaB MeToOANKY, YKa3aHHY BO Bkaagblle,
npunaraemMom K Habopy. PykoBoacTBO nonb3oBaTens pasMeweHo Ha oduumanbHOM  canTe

00O «WNHTepflabCepBuc» no agpecy: https://www.interlabservice.ru/service/frt/.

O6paboTka 1 pacyeT pe3ynbTaToB NPOUCXOAUT HA OCHOBaHWM Hanuuma (MU OTCYTCTBUSA) nepeceyeHus
KpuBoi nyopecueHunn S-obpasHoli (curmoobpasHoli) hopMbl C YCTAHOB/IEHHOW Ha COOTBETCTBYKOLWEM
YPOBHE NOPOrOBOI NUHKEN, 4TO onpefenseT Hanmune (UM OTCYTCTBUE) ANS AaHHOW npo6bl KAHK 3HaueHns
noporosoro uukna (Ct) B cooTBeTCTByWLWeN rpage Tabnuubl pesynbtatoB. [MapameTpbl 06paboTku
h/TlyopecuUeHTHbIX KPUBbIX 3aBMCAT OT MCNOAb3yeMO Mogenun amnandgukatopa (Cm. Bkaagbiw K Habopy u

WHCTPYKLMIO N0 NPUMEHEHUIO aMNnguKaTopa).

KpuBble HakonfeHuss (payopecueHTHOro CcuUrHasa aHanusupylTcs No TpeM KaHanam geTekuun

(cm. Tabnuuy 8).

Tabnuuya 8
JeTekuns dpnyopecLeHTHOro curHana
Kanan gnsa donyopodopa FAM R6G 1 Cy5
MpoaykT amnandurkavmm BKOR PHKSARS-CoV-2 1 [OHK yenoseka

8.5. WVHTepnpeTauuna pesynbtaTos
MHTepnpeTauuto pe3ynbTaTtoB NPOBOAAT B ABYX BapuaHTtax;

- B KQYeCTBEHHOM (popmaTe BpPYUHYH B COOTBETCTBUM C Tabnuueili 9 v BknagblWem, npuiaraembimMm K
Habopy. Pe3ynbTar uccnefoBaHns CYMTAOT JOCTOBEPHbLIM, €C/M Pe3ynbTaThbl, NOJyYEHHbIE /11 KOHTPOJIbHbIX

06pasLoB, COOTBETCTBYIOT KpUTEPUSIM BASIMAHOCTU, yKa3aHHbIM B Tabnuue 11;

- B Ka4yeCTBEHHOM U1 KONM4YECTBEHHOM opmaTte B aBTOMaTUYECKOM peXume C MCNOSb30BaHWEM
nporpammHoro obecnevyeHnsa FRT Manager (OOO «WHTep/la6CepBuc», Poccus, PY Ne P3H 2019/8870)
cornacHo pykoBOACTBY MoOJ/ib30BaTensi, BbiGpaB MeTOAMKY, yKas3aHHYKW BO Bknafbllle, npuiaraemom K
Habopy. PykoBoACTBO Monb3oBaTens pasMelleHo Ha oduumanbHom calite OO0 «UHTep/la6CepBuc» no
agpecy: https://www.interlabservice.ru/service/frt/. Wcnonb3yemble B MporpaMmmHOM ob6ecneyeHuu
anropuTM UHTepnpeTauumn pe3ynbTaTtoB A4/ UCCAefyeMbliXx 06pasL0B 1 KpUTEPUK BaNMAHOCTM pe3ynbTaTos,

NoMyyeHHbIX A1 KOHTponeii, npeactasneH Btabauyax 10 m 11 COOTBETCTBEHHO.
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Tabnuuya 9

NHTepnpeTauusa pe3ynbTaToB A/ UCClielyeMbliX 06pasLoB

npun nposeaeHNMnN Ka4eCtBeHHOro aHasinm3sa

Pesynbtar

3HaueHne Cl no kaHanam ans cdnyopodgopos NAM un K6C He
onpeAeneHo uan onpeAeneHo Bbile rpaHnyHoro”

3HaueHne N no kaHany A4nsa payopodopa K6C He onpegeneHo, a
no kaHanam ans piyopocpopos FAM 1 Cy6 onpefieNieHo He Bbllle
rPaHNYHOro

3HadveHune Cl no kaHany ana dnyopocopa K6C He onpepesneHo,
no kaHany pans dnyopocopa AM onpegeneHo He Bbilwe
rpaHnyHoro, a no kaHany gnsa dnyopocopa Cyé He onpegeneHo
UNn onpeseneHo Bbille rpaHUYHOro

3HauveHune Cl no kaHany gnsa dyopodpopa K66 onpegeneHo He
Bbllle rpaHMyHoro. 3HavyeHne Cl no kaHanam Ans cayopodopos
FAM 1 Cy6 He yunTbiBaeTCA

MHTepnpeTtaums

HeBanuaHbIi!

Co6oii BKO! TpebyeTcs NOBTOPUTL aHan3,
HauuHas ¢ aTana aKCcTpakyuu

PHK $AK6-CoY-2 He o6HapyxeHa

PHK 6AK6-CoV/-2 He o6HapyxeHa
[OHK yenoseka HMxe pedyepeHCHOro 3HaveHns

PHK 6AK6-CoY-2 o6HapyxeHa

Tabnuua 10

NHTepnpeTauus pe3ysibTaToB A/t UCC/ielyeMbiX 06pasLoB

npn nposeaeHMn KoOMM4eCTBEHHOIO aHa/inm3a

Pesynbtar

3HaueHne Cl no kaHanam pgnsa dnyopodgopos N'AM n K66 He
onpeAeneHo Uan onpefeneHo Bbilwe rpaHnyHoro”

3HaueHne  no kaHany ansa dpnyopocopa K66 He onpegeneHo, a
no kaHanam ans gpnyopodgpopos 'AM n Cyb onpefienieHo He Bbilwe
rPaHNYyHOro

3HaveHne  no kaHany gnsa dyopodopa K6C He onpegeneHo,
no kaHany pana dnyopocopa FAM onpeneneHo He Bbilwe
rpaHN4YHOro, a no kaHany ans dgpyopodopa Cy6 He onpegeneHo
UK onpefiesieHo Bbllle FPaHNYHOro

PaccuutaHHoe 3HauyeHue KoHueHTpauunm PHK no kaHany pans
onyopochopa KO6C MeHblle HUXHEro npegena JMHeRHoro
Anana3oHa n3mepeHus Habopa. 3HadeHne Cl no kaHasiam Ons
thnyopodpopoB 'AM 1 Cy6 He yunTbiBaeTCs

PaccuntaHHoe 3HaveHue KoHueHTpauuu PHK no kaHany ans
chnyopodhopa K6C HaxoguTcs B npegenax IMHEeRHOro gunanasoHa
n3mepeHus Habopa. 3HavyeHue Ct no kaHanam g5 yopodhopos
PAM 1 Cy6 He yunTbiBaeTcs

PaccuMtaHHoe 3HayeHune KoHueHTpauun PHK no kaHany ans
nyopochopa K66 Bbile BepxHero npegena JIMHENHOro
Ouana3oHa namepeHnsa Habopa. 3HavyeHue Cl no kaHanam gns
donyopodhopos N'AM 1 Cy6 He yunTbiBaeTCA

WNHTepnpeTtauunsa

HeBanuaHbin!

Co6oi1 BKO! TpebyeTca NOBTOPUTL aHan3,
HauuHasi ¢ aTana 3KCTPaKLun

PHK 6AK6-CoV/-2 He o6HapyXeHa

PHK 6AK6-Co\V/-2 He o6HapyxeHa
[OHK yenoBeka HmKe pediepeHCHOro 3HayeHus

PHK 6AK6-CoV/-2 o6HapyxeHa B
KOHUEeHTpaynn meHee 1x10” konuii/mn

PHK 6AK$-Co\/-2 o6HapyxeHa B
KOHUeHTpauun XkKO* konuin/mn

PHK 6AK6-CoY-2 o6HapyxeHa B
KOHUeHTpauum 6onee 1xKO* konuin/mn

ATpaHunyHble 3HAaYeHnA N yKasaHbl BO BK/1abllle, npunaraeMomM K Habopy.
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Tabnuua 11

Kputepun BanuaHOCTU A1 KOHTPOJ/IbHbIX 06pa3LoB

Pe3ynbTatbl amnaudukaymm no kaHany ansa gayopocdopa
KoHTposb
FAM R6G Cy5

OKO
(oTpruaTenbHbIi
KOHTPO/Ib 3KCTPaKL1n)
K- (oTpuuartenbHblii 3Hauenne Ct oTcyTCTByeT Jonyctumo 3HayeHue Cl

KOHTponb OT-MLP) He HWXe rpaHnyHoro

OnpepgeneHo 3HaveHune Ct Jonyctumo 3HayeHue CL
N 3HaueHue Ct oTcyTcTBYET
He BblLLle rpaHNYHOro He HWXe rpaHnyHoro

KISARS-CoV-2 TRIO(KI) He yunTbiBaeTcs OnpepeneHo 3HayveHune Ct He yunTbiBaeTcs

OnpepeneHo 3HayeHue Ct
He BblLLEe FPaHNYHOrO
MokasaTenb apdpekTnBHOCTY (E)
— A5 KannbpaTopos yknafdblBaeTcs —

B amanasoH 0,8-1,2

K2 SARS-CoV-2 TRIO (K2) He yunTbiBaetca He yunTbiBaeTcs

K1 SARS-CoV-2 TRIO(KI)
K2SARS-COV-2 TRIO(K2)

8.6. BO3MOXHble OWNOKM N pEKOMEHAAaL NN MO NX PELUEHNIO

8.6.1. ina oTpuuaTenbHOro KOHTponsa akctpakumn (OKO) no kaHany gnsa dnayopodopa R6G onpegeneHo
3HayeHne noporosoro uukna (Cl), no kaHany ansa dgpnyopogopa Cy5 onpepeneHo 3HavyeHue nNoporo.soro
umkna (Cl) Huxe rpaHuyHoro. BeposiTHa KOHTaMuHauusa nabopaTopuu npoAaykTamu amnavgukauum unnu
KOHTaMMHaLMNa peareHToB Unu nccnegyemblx 06pasL,oB Ha kKakom-nnbo atane nccnegosaHus. Heob6xoammo
npeanpuHATL MEPbl NO BbIABAEHUIO U NNKBUAALNM UCTOYHMKA KOHTaAMUHaLWM U NOBTOPUTb MccnegoBaHue

Ons Bcex o6pasuos, HauMHasa c aTana akcTpakumm PHK.

8.6.2. Ana oTpuyatenbHoro koHTponsa OT-MUP (K-) no kaHanam pgnsa dnyopodopos PAM, 866
onpegeneHo 3HavyeHne noporosoro uyukna (Cl), no kaHany ana cnyopocopa Cy5 onpepeneHo 3HayeHue
noporosoro uukna (Cl) Huxe rpaHuyHoro. BeposiTHa KoHTaMuHauusa nabopatopun npoaykTamu
amnauukaymum  UAM  KOHTamMuHauua peareHtos, uccrejgyemblx o06pasyoB Ha Kakom-im6o 3arane
MUP-uccnepgosaHna. Heobxoaumo npefnpuHATb Mepbl MO BbIABAEHUIO W NUKBUAALUN  UCTOYHMKA

KOHTaMnHauum n noBTOPUTb UCcnenoBaHue Ansa Bcex o6pa3|_|,0|3, Ha4dynHaa c aTtana amnnmcpmaumm.

8.6.3. Ecnim nokasaTtenb adpdpekTuBHOCTM E onsg kanmbpatopoB He yknagbiBaetcsa B guanas3oH 0,8 - 1,2,
Heo6X04MMO NPOBEPUTb MPaBUbHOCTb 3a@jaHHblX KOHUEeHTpauuin kannbpatopoB B COOTBETCTBUU C
BkNagbiwem K Habopy peareHTOB M MPaBUbHOCTb BbIGPAHHOTO YpPOBHSA NOPOroBON AuHuu. Ecnn npu
NpaBuUIbHO 3a@AaHHbIX KOHLEHTpauusax KanunbpaTopoB W YpOBHe MOPOroBOM /NMHWKW  MOKasaTenb
a(hPeKTUBHOCTM He yKnagbiBaeTca B TpebyeMblii ananasoH, cnefyet NnoBTOPUTb UccnefoBaHue, HauynHas ¢
atana OT-MNUP.

8.6.4. Ana nccnepyemoro obpasua onpegesieHo 3HayeHMe NOPOroBOro uukaa, Npu 3ToOM Ha rpaduke
hiyopecueHumMy OTCYTCTBYET yHacTOK XapaKkTepHOro 3aKCNoHeHuanbHoOro nogbema (rpaduk npeacrasnsaet
co60in NpubAN3NTENbLHO NPAMYK NUHUK0O). Heob6xoaMMo NPOBEpPUTb MPaBUIbHOCTb BbIGPAHHOr0 YpOBHSA
NnoporoBoli AMHUM UNM NnapameTpoB pacyeta 6a30BON NMHWUKU. Eciu pesynbTaT MosyvyeH Npu nNpaBUIbHOM
YPOBHE NOPOroBOi AMHUN (6230BOK NMHUK), TpebyeTcsas NOBTOPHO MPOBECTM aMNANGUKALUI0 N AeTEeKUMNIo

OnAa aTtoro obpasua.

8.6.5. B cniyyae nonyvyeHma HeBanugHbIX pe3ynbTaTtoB TpebyeTcA NMOBTOPHOe uccnegosBaHue obpasua,
HaunMHasa c aTana akcTpakuum PHK. B cnyvyae BOCNpOM3BOAMMOrO pesynbTaTa peKkomMeHAyeTCcs MOBTOPHO

npoBecTW B3ATME, NpeaBapuTeNbHY0 NOATOTOBKY M UccneaoBaHne o6pasua.

A paHnyHble 3HayveHns ClykasaHbl BO BKIagblwe, npunaraeMom n Habopy.
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8.7. [wnarHocTuMuyeckoe 3Ha4YeHue MoJIyYeHHOro pesynbTaTa

MLUP-uccnegoBaHme nABnsieTcs O4HUM W3 METOLOB BCECTOPOHHEro o06CnefoBaHWs nauueHTa, Ha
OCHOBaHWM KOTOPbLIX sledalinii Bpay ycTaHaB/MBaeT AMAarHO3 W BbiGUpaeT MeponpusTUS MO JSIeUYEeHUIo
nauveHta. PesynbTathl, NOJIy4eHHble MNpuU  KUCMONb30OBaHWM Habopa, cneayeT paccMatpuBaTb U

NHTEepnpeTnpoBaTb B COYETAHUN CAAHHBIMW OAPYINX KIINHUYECKUX U na6opaToprlx VICCI'Ie,EI.OBaHVII?I.

9. PYHKL/OHATIBHL E XAPAKTEPVICTVK HABOPA

9.1. MMpepgen o6HapyxeHUaAN

Mpegen ob6HapyxeHus Habopa «AmnaulpainmM® SARS-CoV-2 TRIO» 6bln1 onpefeneH c MCNONb30BaHWEM

npo6uT-aHannsa c 95%-oi foBepuTeNbHO BEPOATHOCTLIO (CM. Tabnnuy 12).

3HaueHNs xapaKTepucTWUKU, yKasaHHble B Tabnuue 12, gocTuralTca npu COGMOAEHUM NpaBus,

yKasaHHbIX B pasgene «Mccneayemblit matepuan».

Tabnuya 12
Mpepen obHapyxeHUs Habopa
Mpenen 95%*bIil OBEPUTESNbHDIN MHTEPBA, KOMWA/MA
ob6HapyxeHus

Muuiert Buiomarepuan no Probit 95%, y4acTok y4yacTokK yyacTok

nuauit/mn RdRp rexa N reHa EreHa
Mas3sKkn co CM3nCToi n 4,13x10"- 4,02x102- 4,32x102-

PHK SARS-Cov-2 HOCO-U POTOF/IOTKN ox10 7,08x10" 6,74x102 7,30x102
SARS-CoV-2 5107 4,07x10"- 4,16x102- 3,93x102-
P oo Mokpota 6,55x102 6,05x102 6,14x102

9.2. JlnHelHbIN gnana3oH N3MEepPeHUa 1 npeaesi uamepeHus

Odvana3oH, B KOTOpoM Habop «Amnaullpainm® SARS-CoV-2 TRIO» gaeT NuHeliHbIi OTBET, NpuBeLeH B
Tabnuue 13. Mpeaen namepeHusa Habopa ABNAETCA HMXHUM NpeaesnoM JIMHENHOro gnanasoHa U3MepeHus
Habopa. Yka3aHHble 3Ha4YeHUA XapakTepucTUKM [OCTUralTCsa Npu cob6MIAEHUU NpaBus, yKasaHHbIX B
pasgene «Wccnepgyemblit matepman».

Tabnuua 13
JInHeliHbI anana3oH namepeHnda Habopa
Buonornyecknini matepuan NnHeHbI guana3oH n3MepeHus, Konun/mn
Ma3sku co cnu3ncToli HOCO- 1 POTOF/IOTKN

1x10"-1x10®
MokpoTa

9.3. AHanutmnmyeckas cneynumnyHocTb

Ha6op peareHtoB «AMnnuMpainm® SARS-CoV-2 TRIO» o6HapyxuBaeT ToNbko parmeHtol PHK

KopoHaBupyca SARS-CoV-2.

AHanutnyeckas cneundunyHocTb Habopa oueHuBasnacb TectuposaHmem HK MukpoopraHn3aMoB 1 BUPYCOB
(cm. Tabnuyy 14) n reHomHon AHK yenoseka. HK MukpoopraHmaMoB 1 BUPYCOB B KOHLEHTPALWN HE MEHee
1x10® «konuii/mn, wn reHomHyw [OHK 4yenoseka B KoHueHTpauuum 1 mkr/mMmn BHOCUAM B 06pasybl

6uonornyeckoro matepuana, He cogepxauwme supyc SARS-CoV-2.

Mpenen o6HapyxeHusi - 95%-0e NOMOXWTENIbHOE MOPOroBOEe 3HAueHWe KOHUeHTpauuu (KoHueHTpaums KOHK
BbISIB/IIEMOr0 BO36YAUTENs, NPW KOTOPOii 95% TECTOB faloT NO/TOXUTEbHbIA pe3ynbTar).
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Tabnuya 14
MunkKkpoopraHu3mMbl U BUPYCbl, UCMONb3YyeMble AN OLEHKN aHa/IMTUYECKOW cneumdmnyHOCTH

MUWKPOOpPraHu3mbl 1 BUPYCbI

Bordetella parapertussis Betacoronavirus 1 OC43 (ATCC* VR-1558™)

Quantitative Synthetic Human coronavirus NL63 RNA

Bordetella pertussis (ATCC* VR-3263SD )

Bordetella brorichiseptica Bupyc rpunna A (H5N1) (wtamm A/NIBGR-14)
Haemophilus influenza Bupyc rpunna A (H3N2) (wtamm A/ToHkoHI/4801/14)
Klebsiella pneumoniae Bupyc rpunna A (HON1) (wtamm A/Knes/3304/84)
Staphylococcus aureus Bupyc rpunna A (H2N2) (UJTalallM Al/lNleHnurpapn/549/80)

Streptococcus pneumoniae Bupyc rpunna A (H7N9) (wtamm A/llaHxali/2/2013)
Legionella pneumophila Bupyc rpunna B (wtamm B/MxykeT/3073/13)
Pseudomonas aeruginosa Bupyc rpunna B (wtamm B/Bpucber/46/15 (B-15))

Human Coronavirus 229E (ATCC* VR-740™) -

Mpu TecTupoBaHunm o06pasuoB HK BbillenepeyncneHHbIX MUKPOOPraHM3MOB, BUPYCOB W TEHOMHOIA

OHK uenoseka c ncnonb3oBaHvem Ha6opa NepekPecTHbIX peakLuii BbiBAEHO He 6bifIo.

9.4. TMoBTOpPSEMOCTb Y BOCNPOU3BOANUMOCTb U3MEPEHUS

MoBTOpPAEMOCTL M BOCNPOU3BOAUMOCTb VI3MepeHVII7I oueHmBann nytem TecCcTUpoBaHUA MOAEJIbHbIX

o6pasuyoB., coaepxawnx PHK $AK5-CoV/-2 B UeTblpex KoHUeHTpaumnsax (cm. Tabnuyy 15-18).

MogenbHble o06pasubl 6biM NPUTOTOBMEHbl pa3BefeHueM CTaHAapTHbIX 06pa3uoB npeanpuaTus,
cogepxawmnx PHK 5AK5-Col\/-2, Ha TE-6ydepe ¢ poly(A). Kaxpgblii o6pasey npoxogun Bce 3Tanbl
nccneposanna (akctpakynto PHK, OT-MUP v getekynto pes3ynbLTaTos).

Tabnuua 15
MoBTOpPSAEMOCTbL M3MEPEHNA Ha nNpeaene obHapyxeHUs Habdopa
M KoHueHTpauyms, CpepfHee 3HayeHune CraHpgapTHoe KoadhchuumeHt
VLtueHb M1MA/MN noporosoro yukna,CU  oTknoHeHue (SD) Bapuauun (CV), %6
®opma Bbinycka 1
yyacTtok 8cl8p reHa 38.63 067 173
BUpyca $A85-CoY-2 ’ i 1 ’
yyacTok N reHa 5x107 38,64 0,67 1,73
Bupyca 5AP5-CoY-2
yyacTok EreHa 38.63 067 173
Bupyca 5AK5-CoY-2 ' ' '
dopma Bbinycka 2
yuyacTtok P(1Kp reHa 3862 0.68 176
Bupyca 5A8%-Co\/-2 ' ' '
yyactok N reHa n 38.63 0.68 175
Bupyca 5AK5-CoV-2 5x10 ' ' '
y4yacTtok EreHa 38.62 0.68 1.75
Bupyca 5A85-CoV-2 ' ' '
Bepcus 14.11.22-1 22
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Ta6bnuuya 16
MoBTOpsAEeMOCTb U3MepeHUs B Npeaenax IMHENHOTo Anana3oHa Habopa
MUl eHs KoHueHTpauus, CpefjHee U3MepeHHoe CTaHgapTHoe
«]MM1|/"M/'| 3HayeHune m01H|BMTpaqmm»bLL|3» OTK/IOHEHUE Bapnlumn|Cy),96
dopma Bbinycka 1
3x10" 3,47 0,09 2,65
y4yacTok 8clPp reHa 3x105
BUpyca 5AB$-CoV-2 5,54 0,09 1,58
3x10" 7,38 0,08 1,12
3x10" 3,47 0,10 2,82
yyacTtok N reHa A
Bupyca 5AP5-CoV-2 3x10 5,54 0,08 1,40
3x10" 7,37 0,08 1,02
3x10”° 3,47 0,08 2,35
yyacTok EreHa
3x10n
BMpyca 5A85-CoV/-2 5,58 0,08 1,52
3x10’ 7,34 0,09 1,25
dopma Bbinycka 2
3x107 3,42 0,09 2,74
yyacTok PclPp reHa 3107
BUpyca 5AP$-CoV/-2 5,58 0,09 1,53
3x10’ 1M 0,08 1,13
3x107° 3,40 0,10 2,97
yyacTtok N reHa "
BUpyCa 5AP5-COV-2 3x10 555 0,10 1,84
3x10’ 7,43 0,09 1,25
3x10n 3,40 0,09 2,51
yyacTok EreHa 3107
BUpyca 5AK5-Co\/-2 5,62 0,17 3,00
3x10’ 7,45 0,09 1,21
Ta6bnuua 17
Bocnpon3BoaMmMoCcTb NU3MEPEHNS Ha Npegesne obHapyXxeHUsa Habopa
MuLleHb KoHueHTpauyus, CpefHee 3HayeHune CraHgapTHoe KoadhcpuymeHt
Kora~mn noporosoro yuusa, O » oTKkMIoHeHue C50)  Bapuauumn {CY). %
dopma Bbinycka 1
y4yacTok 8clKp reHa
Bupyca 5AP5-CoV-2 38,80 0,92
yyacTtok N reHa ,
BUpyca 5AP5-Col/-2 5x10 38,78 0,91 2,36
yyacTok EreHa 38,70 0.80 206

Bupyca 5AP5-CoV-2
dopma Bbinycka 2

y4yactok PclPp reHa
Bupyca 5AP5-CoV-2 38,78 0,92 2,36

yyacTtok N reHa

Bupyca 5AP5-CoV-2 5x10 38,78 0,95 2,44
yyacTtok EreHa
Bupyca 5AP5-CoV-2 38,71 0.80 2,07
Ta6nuya 18
BocnponsBognmMoCcTb U3MEPEHUSA B Npegesniax IMHENHOro gnana3oHa Habopa
MULWeHb KoHUueHTpayus, CpefHee nsmepeHHoe CraHfapTHoe KoathdumumneHt
TTWMN 3HaueHne <<OH].].B*TMHalC|.{«bO oTknoHeHne CW) Bapwuayun CCY). %
dopma Bbinycka 1
3x10° 3,50 0,09 2,50
yyactok P("Pp reHa _
BUpyca 5AP5-CoV-2 3x10= 5,56 0,09 1,66
3x10’ 7,39 0,08 1,12
3x10= 3,48 0,09 2,73
yyacTtok N reHa _
BUpyca 5AP5-CoY-2 3x10= 5,57 0,08 1,49
3x10’ 7,39 0,08 1,07
Bepcus 14.11.22-1 23
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KoHueHTpauusa, CpefiHee nsmepeHHoe CraHpapTHOoe KoatbduumneHt

MuweHb . L p
TTMMN 3HayeHune nomteinpai»iii. lotM OTK/IOHEeHune K » swannM (O fl#%
3107 349 0,08 2,32
yyacTtok EreHa
BUpyca SARS-CoV-2 SxKs 5,60 0,08 1,37
3x10" 7,36 0,09 1,28
dopma Bbinycka 2
3x107 3.47 0,11 3,23
yyaaok KclKp reHa N
Bupyca 5AK5-Co\V/-2 310 5,59 0,08 1,46
3x10" 7,43 0,09 1,25
3x10 3,45 013 3,78
yuyactok N reHa " P ,
Bupyca 5AK5-CoY-2 3x10 5,56 aio~! 1,86
3x10n 7,39 0,08 | 1,13
3x10" 3,46 0,11 3,20
yyacTtok EreHa
Bupyca SAK5-CoY-2 3x105 5,62 0,17 2,98
3x107 7,42 0,10 1 1,28

9.5. TlpaBUIBLHOCTb N3MEPEHNSA

MpaBuUNbHOCTL U3MEPEHUs € NnoMoul b Habopa «Amnaulpainm® SARS*CoV-2 TRIO» 6bina onpegeneHa

nyTem TecTMpPOBaHWA cTaHgapTHbIX 06pa3yoB npegnpuAaTna B 120 nosTopax (cMm. Tabnuyy 19).

Tabnuua 19
MMpaBNNbLHOCTb U3MeEPEHUSA
Cuctemartnyeckas
M CpepgHee 3HayeHue YcTaHOB/IEHHOE 3HauyeHune
UL EeHb .
namepeHus, logio KOHLUeHTpauuu, logu .
logio %
yyacTok Kcl8p reHa

Bupyca 5AP5-Coy-2 5,67 0,02 0.4
yyactok N reHa

BUpyca 5AK5-CoY-2 568 5,7 0,02 0,4
yacTok EreHa

Y 5,60 0,01 01

Bupyca 5AK$-CoV/-2

9.6. [uarHocTuyeckas cneunnyHocTb N gnarHoctuyeckast YyBCTBUTE/IbHOCTb

[ns onpeaeneHus AMarHOCTUYECKOW CNeuMgUYHOCTM UM AMATHOCTMUYECKON 4YyBCTBUTESIBHOCTM HabGopa
«AmnauMpaim® SARS-CoV-2 TRIO» 6bianM mcnonb3oBaHbl 200 06pa3L0B Ma3koB CO C/AU3UCTON HOCO- "

poTornoTku 1 80 06pa3LL0B MOKPOTHI.

B kauyecTBe Habopa cpaBHeEHUs, C NOMOLLbK KOTOPOro YycTaHaBAMBa/AW Halu4yMe WUAN OTCYTCTBUE
PHK SARS-CoV-2 ncnonb3oBascsi Habop peareHToB «AMNANCeHc® COVID-19-FL» (PY Ne P3H 2021/14026).

PesynbTaTbl TecTupoBaHus Habopa «Amnaulpaiim® SARS-CoV-2 TRIO» B cpaBHeHWM Cc Habopom
cpaBHeHUA npuBefeHbl B Tabnuue 20.
Tabnuya 20

Pe3ynbTaTbl TeCTUPOBaHMA 06pa3L 0B 6MONOTMYECKOro MmaTepmasna c NOMoLLblO0 Habopa
«AMnnulpanm® SARS-CoV-2 TRIO»

Nccnepgyemble o6pasiybl PesynbTaThl TECTUPOBAHUSA
Amnnaulpaiim* Hab6op cpaBHeHus
Tun Konuuectso Oopasyel SARS-CoV-2 TRIO AMnAnCenc* COVID-19-FL

Maskn co MoNoXnTENbHBIX 100 100
C/TM3NCTOW HOCO- 200

N POTOINOTKN OTpuuatesibHbIX 100 100

MonoXmTenbHbIX 40 40
MokpoTa 80

OTpuuaresibHbIX 40 40
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3HayeHWs  AUArHOCTUYECKOW CcneunduUuHoCTU

AMarHoCTUYEeCKoi 4YyBCTBUTENbLHOCTM Ha6opa

«Amnaulpainn® SARS-CoV-2 TRIO» c goBepuTesibHOW BeposATHOCTb 95 %, paccuMTaHHble, Mcxogs u3

NONYYEHHbIX flaHHbIX, NpUBEeAEHbl B Tabnuue 21.

Tabnunya 21

[OnarHocTnyeckmne xapaktepucTnkn Habopa peareHToB «AMnaulpalim® SARS-CoV-2 TRIO»

OvarHoctuyeckas
cneungnUHoCTb

100 % (96,38 - 100) %

Twn obpasuos

Masku €O CIM3NCTON HOCO* N POTOr1I0TKM

MokpoTa 100% (91,19-100)%

9.7. OueHKa BAUSAHUA NHTepdepUpyoLWwmnx BewecTB

BnusiHne uMHTepdepupyrLlinx BellecTB, NOTEHUMasbHO
3(h(heKTNBHOCTb

nccnegyemom Mmartepuane, Ha

AnarHoctnyeckas
HYyBCTBUTEJ/IbHOCTb

100 % (96,38 - 100) %
100% (91,19-100}%

cofiepxalnxcs WAM  NPUCYTCTBYIOLUX B

npun ncnonb3oBaHMn Ha6opa

«Amnnulpalim® SARS-CoV-2 TRIO» oTcyTCcTBYyeT. He BbIiBIEHO MHIMGMpOBaHUE peakuuyn amnandukaunm npu

no6aBneHun Kk ob6paslaM Mas3KoB M3 HOCO- M POTOrMOTKM U o6pasuamM MOKPOTI

Ha 3Tane 3KCTpakuun

VHTEPdEPUPYIOLLMX BELLECTB, NPEACTaB/eHHbIX B Tabnvue 22, B MakCMarbHO BO3MOXHOM KOHLEeHTpaLum ans

[JaHHbIX BUAOB 6riomaTtepuana.

Tabnnuya 22

NHTepdepupytowme BewecTBa, MCNOb30BaHHbIe NPV TeCTUPOBaHUN Habopa
«Amnnulpaim* SARS-CoV<2 TRIO»

Bug 6unomaTtepunana MHTepdepeHT
remornobuH
MYLMH
MasKu CO C/IM3NCTOl HOCO- U1 XJ1I0prekcnanH
POTOr1I0TKN

MUPaMUCTUH
KCMIOMeTas3osnH
OHK yenoseka
remorn106mH
MYLUH
MokpoTa XJ/1I0prekcuanH

MNPaMUCTUH

AHK venoseka

Bepcusa 14.11.22-1
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KoHueHTpaLuusa uHtTepgepeHTa
2,0 Mmonb/Mn
2,3 mr/mn
0,1%
0,001 % peiicTBytOLLErO BELLECTBA
0,01%
1,0x10" konuin/mn
2,0 Mmmonb/MnN
2,3 Mr/mn
0,1%
0,001 % peicTBytoLErO BELecTBa

1,0x10’ konuit/mn
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HKQYCTI0BUA XPAHEH/AA, TPAHCT IOPTVPOBAH/AH U TTPUVEHEH/H HABOPA

10.1. Cpok rogHocTu

Cpok rogHoctn Ha6opa cocTaBnsieT 12 MecsieB OT AaTbl M3roToBfieHUsi. ocne BCKPbITUS peareHTbl
MCcnosb3oBaTh 40 UCTEUYEHUS CpoKa roAHOCTKU Habopa. Habop c Maekw M CPOKOM FOAHOCTY NMPUMEHEHUIO He

noaNexunT.

10.2. TpaHcnopTMpoBaHue

Hab6op TpaHcnopTupoBaTth Npu Temnepartype ot 2 40 8 *C Bcemun BuAaMM KPbITbIX TDAHCMNOPTHbLIX CPeACTB
B TEPMOKOHTeliHepax ¢ xnafo3nemMeHTamu unu B astopedpuxeparopax He 6osee 5 cyTok. Habop peareHToB

npn nonyyeHn pasykomMmnsiektoeaTtb B COOTBETCTBUN C yKa3aHHbIMU TeMnepaTtypamMun XpaHeHUA.

Ha6op, TpaHCMOPTUPOBAHHbLIN C HApPYyLWeHNeM yKa3aHHOTO TEMMEPATYPHOTo pexuma, NPUMEeHEeHU He

noANexuT.

10.3. XpaHeHue

Habop peareHTOB Heob6xoAMMO pasykomnsektoBaTb. KoHTponbHble o6pasubl (K1 SARS-CoV-2 TRIO,
K2 SARS-CoV-2 TRIO, BKO R n OKO) xpaHuTb npu Temnepartype oT 2 go 8 “C. OcTa/nbHble peareHTbl XpaHUTb
B MOPO3U/IbHON Kamepe npu Temnepatype oT -24 fo -16 “C B TeyeHue BCero cpoka rogHoctu Habopa.
MuP-cmecb SARS-CoV-2 TRIO xpaHuUTb B 3aliMW,eHHOM OT cBeTa MecTe. JonycTUMO pasmopaxusaTb U
3amMopaxuBaTb peareHTbl He 6onee 3 pa3. Heo6xogMMO MUHUMMU3NPOBATb BPEMS HaXOXAEHUS

Taq nonumepasbl 1 PeBepTasbl RNpu KOMHaTHON Temnepartype.

PeareHTbl Moc/ie BCKPbITUS XPaHUTb B TEX e YCMOBUSIX, UTO WU peareHTbl [0 BCKPbITUS. HEBCKpbIThbie U
BCKPbITbIE peareHTbl cTabuibHbl B TeYEHWE Cpoka FOAHOCTM, YKA3aHHOTO Ha 3TUKeTKe, Mpu cob6aAeHUn
yKasaHHbIX YycnoBuii XpaHeHus. PeakuMOHHasi CMecb, MPUTOTOBJIEHHAsS W3 peareHTOB, XPaHEeHUo

HEe NoANexXnT.

Ha6op, XpaHMBLWINICSA C HAPYLIEHUEM YKA3aHHOTO peXuMa XpaHeHus, MpUMeHeHU0 He NoANEeXUT.

11. TAPAHTIN MPOVBBOOUTES A

Mpou3BoANTeNb rapaHTUpyeT COOTBETCTBME XapakTepucTuk Habopa Tpe6oBaHUSM, yKa3aHHbLIM B
TeXHUYEecKol W 3KChnyaTauMOHHOW [OKYMeHTauuu, B TeuyeHWe YyKasaHHOro cpoka TrO4HOCTM Mpu

CO6/1I04€HUN BCEX YCNOBUII TPAHCNOPTUPOBAHWS, XPAHEHUSI N NPUMEHEHUS.

Peknamauum Ha KavyecTBO Habopa «Amnnullpaim® SARS-CoV-2 TRIO» HanpaBnate B ajgpec
npounssogutena OOO «Hekctbuox»: 111394, r. MockBa, yn. MNMonumepHas, 8 ctp. 2, ten. (495) 620-08-73,

e-mail: info@ nextbio.ru.

Mpu BbIABNEHUN HEXenaTeslbHbIX peakuuii npu MCNoNb30BaHWKW Habopa, (PakToB U 06CTOATENbLCTB,
co3JalolUiMX Yrpo3y XW3HM U 3[0POBbI0 TPpaXAaH M MeAUUUHCKUX PaboTHWKOB npu o6GpaleHun un
akcnnyatauuu HabGopa, pekomeHAyeTcsi HanpaBuTb coo6lULeHMe No ajpecy, yka3aHHOMY Bbille, U B
YNO/THOMOYEHHYH TOCYAApPCTBEHHYI perynupylouly opraHusauyuio (B Poccuiickoii ®epepauun -
defepansbHas cnyx6a no Haa3opy B cdepe 34paBOOXPaHEHWs) B COOTBETCTBUM C [AeicTBYHOWUM

3aKoHOoa4aTe/IbCTBOM.

KoHcynbTayuio no pa60Te Cc Ha60pOM, a Takxe no Bonpocam, Kacarwuwmmca kKayecrtBa Ha6opa, MOXHO

NoslyuynTb MO KOHTAKTaM, yKa3aHHbIM Ha ouumanibHOM caiTe MpousBoaMTENs: Www.nextbio.ru.

Renrua 1411 221 26
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12. CUMBOAbI, UCNOJ/IL3YEMbBIE B IOKYMEHTALMU NPOUSBOAUTENA

REFI Homep no Kkatanory

LOT Koa naptuu
|VD MeauuuHcKoe ugenne ann
AWArHOCTMKM /n vitro

COARPNUMOTO AOCTATOYHO AR
NPOBEACHUA N-KOAWMECTRS
TecTos

O6paTTECh K MHCTRPYKUWN NO
NPUMEHEHHIO

(1]
A Ocropoxol ObpaTuTecs K

MHCTPYKUMH N0 NPUMEHEHHIO

Bencun 14.11.22-1
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MpoHyMepoBaHoO, CKPENeHo 1 NPOLIMTO
nuct (a/oB)

eHepanbHbIA gupekTop O6LecTBa ¢
HUYEHHOI OTBETCTBEHHOCTbHO

0.0. JTaBuHIOKOB



YTBEPXIAIO

MpEKTop

0. O. JlaBNHIOKOB

HABOP PEAIEHTOB AJ151 BbISIBIEHA U KOIMYECTBEHHOIO OMNPEAENEHNS
PHK KOPOHABUPYCA SARS-COV-2 THXXE/IOFO OCTPOIrO PECMMPATOPHOIO
CWHAPOMA (COVID-19) METOAOM OT-MLP CAETEKUMEN B PEXXUME
«PEAJIBHOTO BPEMEHW» «AMIMIUMPAAM® SARS-COV-2 TRIO»

MO TY 21.20.23-184-09286667-2022

dopma Bbinycka 1
dopma BbiNycka 2

La6noH nacrnopTta KadyecrtBa

JIncT yTBEPXAEHUS
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Amnnlpaiim® SARS-CoV-2 TRIO

Habop PEINeHTOR SN BLNGARHMA M HOAHMBCTERHHOMD onpeaeaeHits PHI sopoasupyca SARS-Cov-2
TRHEACID OCTPOFO PACIMEATOPHOND CHHAPOME (COVID-19) meronom OT-TIIP ¢ aevexupait B paiome

X

rer-mm-aA
SPERRHOND BpaMSa» «AMnanlipaiiv® SARS-CoV-2 TRIO» no TV 21.20.23-184-09286667-2022
SGOPMA BLINYCKA 1 2 Frrr-mm-40
KoHTpOAb KavecTsa nposeaeH no TY 21.20.23-184-09286667-2022.
1. YNAKOBKA U MAPKUPOBKA HABOPA
YNaKoBKa n MapKkupoBKa Habopa yrasaHHo ceprm cooTercTevioT TpeGobaHuam TY 21.20.23-184-09286667-2022.
2. KOMNAEKTHOCTb NOCTABKMK
Pesyastorm
Xapasrepucnan
NOMNOWSNT Hopua ROWIpOAN
HaBop peareHTon )
«AMnATIpaiim® SARS-CoV-2 TRIO» $OpMa BLINYCKa 1 B HB/MUNK €OOTBETCTBYRT
B 2M1EKTPOHHOM BHAE HA OPHUMANLHOM Ccaifte
MHCTRYHUMR NO NPUMEHeHWI0 Habopa Npow s nexthio.n B nwmfn COOTERTCTOYRT
Kmpgz: PYKOBOACTBO NO NpUMenenmo | GymakHOM siae B HAMMMM COOTSETCTRYET
Komnaext Braapbilwed 8 Symanom snas | owamumn . cooteercrRyET
B 3NEKTPOHHOM BWAE H3 OPWUMANLHOM CainTe
NacRopT KavecTEa NpouseoawTens: www.nextbio.ru 8 HAMMYMM COOTBRTCTBYRT
3. COCTAB HABOPA U BHELLHMIA BUA KOMNIONEHTOS
Pesyaetarel
KomaoHesT Hopma *ONTPOAR
AUP-cmech SARS-CoV-2 TRIO 1 npoSupxa. Mpo3pavHan MUAKOCTL. . CODTBRTCTBYET
bydep C 1 npobupra. MPoIPYHEA MUAKOCTS. COOTRRTCTRYET
Taq noAMMepasa 1 npoSupra. NPOIPAUHAR MMAKDCTL. CoOTBeTCTRYeT
Pesepraza R 1 npobupka. NPOIPIUHAR MMAKOCTL. COOTERTCTBYET
K1 SARS-CoV-2 TRIO 1 npobupxa. NPoapaunan MMAKDCTL. ~ ___ cooreercrayer
K2 SARS-CoV-2 TRIO 1 npobupka. MNPOSPauNan MMAKOCTL. . COOTBETCTBYET
BKO R 1 npoBupxa. MPO3pPauHan MHAKOCTL. L _ COOTBATCYBYET
OKO 1 npoGupka. MpOSPIMHAR MMAKOCTL. COOVBETCTBYRT
K- 1 npoBupka. NPO3pauHan MHAKOCTb. i B COOTBETCTBYET
4. SYHKUMOHANDBHDIE XAPAKTEPMCTMKU HAGOPA
PesymreTs
Noxasarens Hopma KOHTPOAN
Npagen oBHaPYEHMA o )
Bumenene PHK SARS-COV-2 NpM WCCNeROBANMA  pBIBRASHMA |
CTanaapTHOrD 05pasua npeanpuaTs «CON 77-22 PHK SARS-CoV-2Nx» | PHK supyca SARS-CoV-2 abHapywena. COOTBRTCTOYET
A0 KOHUEHTPAUMM 5x102 Konuit/mn : L )
Bunasenne PHK SARS-COV-2 nps wCCAGOOBAMMM  PIIBEASHMA |
crangapmoro obpaaua npeanpuaTua «COM 87-22 PHK SARS-CoV-2Ex» | PHK Bupyca SARS-CoV-2 abnapymena. COOTReTCTBYET
A0 KOHUEHTPALMM Sx102 xonui/mn L e
SuseneHue PHK SARS-COV-2 NpH  WCCNBROBAHWN  Pa3BeARHKA |
CTaHAAPTHOM ofpasud npeanpuatia «CON 19-20 PHK SARS-CoV-2» | PHK empyca SARS-CoV-2 obHapywena, COOTBETCTSYET
A0 KOHUSHTDAUMM Sx102 konmid/mn L )
Bumanewme AHK veaosera npw  HCCAEA0BIHWM paaaep.enua
cranaapTHore ofpasua npeAnpHAaTWA «COM 315-18 OHK 9-Gl» : ADHK yeaosexa ofmapynena. COOTPETCTBYeT

AD ROHUSHTPAUMM 1x10* konui/mn
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Hopma [

Nipeaen usmeperna

KomwecTaennoe onpepeneime PHK SARS-CoV-2 npn mcenegoeanns |
xomnaekcHoro COM, NPUOTOBASHHOTD M3 CTAHAAPTHLIX O6GPa3uos | MoAyMEH KOAMMECTBEHHWIA  peayAbTaT,

npeanpuatia «CON 77-22 PHK SARS-CoV-2N», «CON 87-22 PHK | ywsaawsaowmiica L} AMANAION | COOTBATCTBYET

SARS-CoV-2E» u «COM 19-20 PHK SARS-CoV-2», B KOHUEHTpaLMu | 3,16x102- 3,16x10* kormA/mn.

1x10° konni/mn

PesynbTaTHl TECTHPOBAHUA MCCAeayembix 06pasLOB U KOHTPOsEH MCCASR0BAHWA COOTBETCTRYIOT KDMTEDMAM BAAMAHOCTH, YKASAHHIM

8 MHCTPYRUMHK NO NPpUMeReHuto Habopa.

5. YCNOBUA TPAHCIOPTUPOBAHUA U XPAHEHUA

YCAGBNA TPANCROPTHROBINHMA

YeAOBUA X apHn

Habop TPAHCNOPTHMPOSATL NpW Temnepatype oT 2 Ao 8°C
He Gonee 5 CyTOK. pM NOAYMEHMW PASYKOMRAGKTOBATE B

COOTBETCTBMM ¢ YKBSBHHBIMY TEMNEPATYPIMH XPAHEHKA,

KoxTpoabHbie obpasup {K1 SARS-CoV-2 TRIQ, K2 SARS-CoV-2 TRIO,
BKO R v OKQ) xpanutu npu Temnepatype ot 2 ao 8 *C. OcTansHue
peareHT® XpaHwTh nNpd  vemMnepatype ot -24 go -16°C.
NUP-cmech SARS-CoV-2 TRIO xpaHuTh 6 38IUNILEHHOM OT CBeTa
MecTe, flonycTMO Pa3MOPaXKHBATL M 3AMOPANMBATL PEATEHTHI He
Gonee 3 pa3.

Aava pbigaum nacnopra XX.XX. XX

HomuHoCTs NeMAT NOAPASAENEHNA
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KOMMNaHK"1

MACMNOPT KAYEaBA

Ne Homep nota/P2134-42

Amnnulpanm® SARS-CoV-2 TRIO w o\

Habop peareHToB 41151 BbISIBEHUS N KONMyecTBeHHOro onpeaeneHns PHK kopoHasupyca SARS-CoV-2

TSKeNoro oCcTporo pecnuparopHoro cnuHgpoma (COVID-19) meTtogom OT-MLP c geTekunen B pexxmme d rrrr-mMmm-4a,
«peabHOro BpemeHn» <KAmnamlipaiim* SARS-CoV-2 TRIO» noTY 21.20.23-184-09286667-2022 ]

®OPMA BbINYCKA 2 A rrrr-mMmm-aa,

KOHTpoOnb KayectBa nposegeH no TY 21.20.23-184-09286667-2022.

1. YMNAKOBKA W MAPKNWPOBKA HABOPA
YnakoBKa 1 MapKnpoBKa Habopa yKa3aHHOW cepumn COOTBETCTBYIOT TpeboBaHmsaM TY 21.20.23-184-09286667-2022.

2. KOMIMJIEKTHOCTb NMOaABKU

" PesynbTaTthl
KomMnoHeHT XapakTepunaunka o e
P w Tpo«,
Habop peareHToB
o 2 BHasmunm 1 cootBeTcTByeT
«AmnnMpaiim* SARS-CoV-2 TRIO» (hopma BeinycKa 4
B 3MEKTPOHHOM Buie Ha oduuuaibHOM calite
VIHCTPYKLMSA N0 NpUMeHeHnto Habopa ) - B Ha/IMummn cooTBeTCTBYeT
Mpownssogutensa: www.nextbio.ru
KpaTtkoe pyKoBOACTBO MO NPUMEHEHNIO B GyMaXKHOM BiAE B HaMUMN cooTBeTCTBYeT
Habopa
KomnnekT Bknagbliileii B 6yMa>KHOM Buge B Ha/MuMn ' coOTBeTCTBYeT
B 3MEKTPOHHOM BUAe Ha oduUManbHOM calite
B HaIM4mMn COOTBETCTBYET
Macrnopt KavecTsa MNpoussogutens: www.nextbio.ru 4
3. COaAB HABOPA U BHELWHWIM B/ KOMMNOHEHTOB
Pe3ynbTatsl
KoMnoHeHT Hopma
KOHTpO~nA
100 npobupok (12,5 ctpmunoB no 8 npo6upok). MNpospayvyHas XMUAKOCTb,
MNuP-cmeck SARS-CoV-2 TRIO CoOoTBeTCTBYeT
packanaHa nof napadgmH 6enoro useTa.
Byctep D 1 npo6bupka. Mpo3payHas XULKOCTb. COOTBETCTBYET
Taq nonvmepasa 1 npo6bupka. Mpo3payHas XULKOCTb. COOTBETCTBYET
Pesepraza R 1 npo6bupka. Mpo3payHas XULKOCTb. COOTBETCTBYET
K1 SARS-CoV-2 TRIO 1 npo6upka. Npo3payHas >XMAKOCTb. COOTBETCTBYET
K2 SARS-CoV-2 TRIO 1 npo6upka. MNpo3payHasi >XMaKOCTb. COOTBETCTBYeT
BKOR 1 npobupka. MNpo3pavHas >XMAKOCTb. COOTBETCTBYET
OKO 1 npobupka, MNpo3payvHas >XMAKOCTb. COOTBETCTBYET
K- 1 npo6upka. MNMpo3payHas >XMAKOCTb. COOTBETCTBYET
4. OYHKUWMOHAJNBbHBLIE XAPAKTEPWNaNKWN HABOPA
H Pe3synbTathl
MokasaTtenb opma KOHTpONA

Mpepen o6HapyxeHus

BbiseneHne PHK 5AK5-CoY-2 npu wuccnefosaHnn — pasBefeHus

cTaHgapTHOro obpasua npeanpuatmsa «COMM 77-22 PHK 5AK5-Co\/-2H»  PHK Bupyca 5AK5-CoV/-2 o6HapyxeHa. CoOoTBETCTBYeT
[0 KOHUeHTpaumm 5x10" konuii/mn

BoiaBneHne PHK 5AK5-Co\V/-2 npu wnccnefoBaHUM  pa3BeaeHusi

cTaHgapTHOro obpasua npeanpuatms «COM 87-22 PHK 5AK5-CoY-2E»  PHK Brpyca 5AP5-CoV/-2 o6Hapy>keHa. COOTBETCTBYET
[0 KOHUeHTpaumm 5x10" konuii/mn

BbisBneHne PHK 5AK5-Co\V/-2 npu wuccnegoBaHuy — pasBefeHus

cTaHgapTHoro obpasua npeanpustms «COM 19-20 PHK 5AK5-Co\V/-2»  PHK Bupyca 5AK5-Co\/-2 o6Hapy»keHa. cooTBeTCTBYET
[0 KOHUeHTpaummn 5x10" konuii/mn

BbisiBneHne [OHK uyenoBeka npu wuccnefoBaHuM — pasBefeHus

aaHfapTHOro o6pasua npeanpuatis «COM 31518 AHK 9-Cl» [HK uenoseka o6HapyxeHa. COOTBETCTBYET
[0 KOHUeHTpaummn 1x10" konuii/mn

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Nouasarens Hopms Pesyastatn

KONTPOAR
NMpeaen uamepenns
KonuuecreenHoe onpepenexnune PHK SARS-CoV-2 npu ucchegosaHum
komnnexkcHoro COMN, npurotoBAeHHOro M3 CTaHA3PTHLIX 06pa3syos | MonyveH  KOAMMECTBEHHbLIM  pe3yAbTar,
npeanpuaTua «CON 77-22 PHK SARS-CoV-2N», «CON 87-22 PHK | yKnaabiBalowmnca 8 AWanasoH . cooTeeTcTeyeT
SARS-CoV-2E» n «CON 19-20 PHK SARS-CoV-2», 8 KOHUueHTpauwu | 3,16x102- 3,16x103 konuii/mn.
1x10% konwni/mn i

Pe3ynbTatel TECTUPOBAHUA UCCAEAYEMbIX 06Pa3LL08 U KOHTPONEH KCCNEA0BAHNA COOTBETCTBYIOT KPUTEPUAM BANUAHOCTM, YKAZaHHBIM
8 MHCTPYKUWM NO NpuMeHeHnio Habopa.

S. YCNOBMA TPAHCNOPTUPOBAHUA U XPAHEHUA

YCAOSHA TPAHCNIOPTHROBAHNA YCAOBUA XPIHEHUR

KonTponbHbie 06pasup (K1 SARS-CoV-2 TRIO, K2 SARS-CoV-2 TRIO,
BKO R n OKO) xpanntsb npu TemnepaTtype ot 2 oo 8 °C. OctanbHbie
peareHTsl XpaHMTb npu Temnepatype ot -24 pao -16°C.
NUP-cmecb SARS-CoV-2 TRIO xpasuTbh B 3aWwMWEHHOM OT CBeta
mecre. lonyCTUMO Pa3mOpaKMBaTh ¥ 3aMOPaKUBaATL PeareHTH He
6onee 3 pas.

Habop TpaHcnopTvMpoBaTL npu Temnepatype ofr 2 a0 8°C
He Gonee 5 cyTok. Mpu NOAYNEHNMM PA3YKOMMNEKTOBATL B
COOTBETCTBUAY C YKI3aHHBIMU TEMNEPATYPAMU XPAHEHUA.

Dava sbiaaun nacnopra XX.XX.XX

DOMKHOCTL nevaTb NOAPa3AeNeHnA noanuce (pacwudposxa)
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MpOHYMepoBaHo, CKPENeHo 1 NPOLIMTO
6-  nucr (a/oB)

eHepanbHbIil AnpekTop O6LecTBa ¢
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