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HAMMEHOBAHUE USAENUA

Habop peareHTOB ANA BLIABNEHUA U KOAMYECTBEHHOro onpeaeneHna PHK kopoHasupyca SARS-CoV-2
TAXENOro OCTPOro pecnupaTopHoro cuHgpoma (COVID-19) mevogom OT-NUP ¢ aeTekuyuei B pexume
«peanbHoOro spemern» «Amnanllpaiim® SARS-CoV-2 TRIO» no TY 21.20.23-152-09286667-2022.

Danee no Tekcty ynorpebnserca KpaTkoe HaumeHosanue: Habop peareHtos «Amnaullpanm®
SARS-CoV-2 TRIO», a Takxe cokpaweHue Habop pearentos. ,
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1. HASHAMEHUE

1.1. Habop pearentoB «Amnanilpa¥m® SARS-CoV-2 TRIO» npepHasHaueH AR BLIABAGHUA M
KONAWYecTBeHHOro onpepenenua PHK kopoHasupyca SARS-COV-2 TAXeNOro OCTpOro pecnupatopHoro
cuHapoma (COVID-19) B 6uonornueckom marepuane (Ma3kax Co CAM3NCTON HOCO- U POTOTNOTKMU, MOKpPOTE)
metoaom OT-NUP ¢ rmbpuausauoHHO-GNYOPEeCUEeHTHON AeTeKUUeh NPOAYKTOB aM;mud)uKauuu B pexxume
«peanbHOro BpeMeHu»,

«Q

1.2. Marepuanom gna nposeaeHunn OT-MUP cryxar npobu PHK, akcTparupoBaHHble U3 uccneayemoro
marepuana c NOMOLWLIO Habopos peareHTOB, PEKOMEHAOBAHHbIX B Pa3Aene MHCTPYKuuKn «lononHuTensHoe
obopyaosaHue u marepuansi».

1.3. ®yHKkuMOHanbHOe HasHaueHue: Habop peareHTOB npeaHasHaueH ANA AUATHOCTUKWM in vitro
(sbinBneHne u KonuuectseHHoe onpepeneHwe PHK kopoxasupyca SARS-CoV-2 TAXenoro ocCTporo
pecnupatopHoro cuiapoma (COVID-19) metoaom OT-NUP 8 6uonoruueckom matepuane 4enoseKa).

1.4. Noka3anua K nposepneHnio uccnenosaHna: Habop peareHTOB MCNONL3YETCA B8 KAWHUHECKOW
NabopaTopHOI ANArHOCTUKE ONR CKPUHMHIOBOrO MCCNEA0BaHUA BUONOTMYECKOTO MaTepUana, NOAYYEHHOTO
OT Auy C noao3peHMem Ha MHPeKUMN pecnPaATOPHOro TPaKTa M ANA MOHWUTOpUHra Tepanuu COVID-19.
PesynbtaTth NUP-nccnea0BaHUA yuMTHIBAIOTCA B KOMNIEKCHOW ANMArHoCTuKe 3abonesaHun.

1.5. NpumeHeHue Habopa peareHTOB He 3aBUCHT OT NONYNALMOHHBIX K AEMOTPadUIECKHUX aCNEKTOB.

1.6. NoteHuwanbHblie nonb3osatenu: Habop peareHTOB AO/MKEH WUCNONL3OBATLCA  TOALKO
K8anuPMUMpPOBaHHLIM, 06yueHHbIM (B 06naCT KAMHUYECKON NabopaTOpPHOW AWMArHOCTUKK) NEepCcoOHaNoOM
(spaum KnnHuueckoi nabopatopun n MmeanumnHckue NabopaTopHble TeXHUKK, OByYEeHHBIE MONEKYNAPHBIM
6MONOTMYECKMM METOAUKAM).

1.7. NpumeHATL Ha6OP peareHTOB CTPOTO NO HA3HAYEHMIO COFNACHO MHCTPYKLUM NO NPUMEHEHKIO.

1.8. MNpoTMBONOKa3aHWMA K NpuUMeHeHUIO: HapyweHue UENOCTHOCTH YNAaKOBKW, WCTEKWMWA CPOK
roaHocTH, HecobnlogeHne TpeboBaHNM UHCTPYKUMN.

2. XAPAKTEPUCTUKU HABOPA

2.1. ®opmbl BbINYCKA, COCTAB U KOMNNEGKTHOCTD ’

Hab6op sbinyckaerca 8 ayx Gopmax (cocras Habopa u KOMNNEKTHOCTb NOCTaBKK yKa3aHbl B Tabanue 11 2
COOTBETCTBEHHO). Bce $popMbl NpeaHa3HaueHbl ANA NPOBeAEHUR peakuwn 06paTHon TpaHckpunuun PHK n
amnandukaumn KAHK ¢ rubpnan3aunoHHO-GAYOPECUEeHTHON AeTeKuued NPOAYKTOB amnandukaumm 8
pexxume «peanbHOro spemeHn». [ANA NPoBeAEGHUA NONHOIO MCCNeA0BaHMA HEO6X0AUMMO MCNONb30BaTL
Habopbi peareHTOB anA aKcTpakumn PHK, pekomeHaoBaHHbIe B pasgene «flononHutenbHoe o6dpyaoBaHue
¥ Marepuansi».

®opma Bbinycka 1 BKAOM3ET cmecb ana nposeaeHnAa MNUP B8 npobupke obvemom 1,5 mn ans
Ao3uposaHmua B Niobbie TMNbLI Npobupok. Popma npegHasHaueHa ANR NPUMEHEHUA COBMECTHO C
amnanpukaTtopamu NAAHWETHOTO W POTOPHOTO TMNA WM PacCUMTaHa Ha NposefeHue UCCNefoBaAHUA
100 06pa3uos, BKNIOYAA KOHTPOAU. POpMa MOXKeT GbiTb MCNONb3OBAHA KaK ANA PYYHOW PACKaNKW, Tak W
COBMECTHO C 2BTOMATHHECKHMM CTAHUMAMU ONA NPUTOTOBNEHUA U A03UPOBAHNA PEAKLUOHHDbIX CMECe.

®opma BbiNyCcKa 2 BKNIOYAET CMECb AN nposeaerua MNLP, packanaHHylo NoA NPOCNOHKY napaduHa no
CTpnnoBaHHbIM (12 ctpunos no 8 npobupok u 1 ctpun no 4 npobupku) npobupkam o6vemom 0,2 mn. dopma
npeaHa3HauyeHa ANA NPUMEHEHUA COBMECTHO C amnAMOMKaTOpamMu NNAHWETHOTO TMNA M paccyvuTaHa Ha
nposeaeHune nccneposaHna 100 06pasuos, BKNIOUAA KOHTPOAN.
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Tabnuua 1

CoctaB Habopa

PeareHT 09415 Konnecrso Onucaxme
®opma Bbinycka 1
BythepHbiii acTBOp .0 cneuumyecKumMm
MUP-cmecb SARS-CoV-2 TRIO 12 1npobupka  npaiiMepamu, gUlyOpecLEeHTHO-MeYeHbIMM 30H4aMM
1 SHT®. TMpo3payHas XMOKOCTb.
BythepHbiIli pacTeop, cofepxaLL, i MOHbIN
Bytpep C 0,65 1 npobupka [IBYXBa/1IEHTHOIO MarHus. Mpo3payHas XMAKOCTb.
PactBop ¢ TepmocTabunbHol JJHK-nonnmepasoii Tag
Tag nonumepasa 0,12 1npobupka  wypaumn-OHK-rMko3nnasoi.
Mpo3payHas XX1aKoCTb.
BydhepHblit pacTBop c PHK-3aBucHmOiA
Peseprasa R 0.03 1 npobupka AHK-nonnmepasoii. MpospayHas aKoCTb.
KL SARS-CoV-2 TRIO 0,12 1 npobupka E;ﬁlfgsg%’;b*ﬁ& - awgg';;ﬁzggc“%” obpaset)
K2 SARS-CoV-2 TRIO 012 1inpobupa  [ONOWTONoHR  woipOMLHei - oBpasey,
BHYTpEeHHUIA KOHTPO/bHLI 06pasel,.
BKOR 12 1npobupka  [ng3nadkan suaKocTs.
OTpurLaTeNbHbIA KOHTPO/Tb SKCTPAKLIMM.
OKO 1,2 1 npobupka lMpo3payHas XuOKoCTb.
. OtpuuarenbHblid KOHTposb OT-TILIP.
K 0.2 1npobupka  Aooanadras KUIKOCTD.
dopma Bbinycka 2
100 npobupok  BythepHbiii acTBOp  CO  CrneuuduyeckuMm
{12 cTpnoB Mo npavimepamui, (TyOPECLEHTHO-MEYEHbIMM 30HAaMM
MLP-cmeck SARS-CoV-2 TRIO 0,01 8 npobupok n 1 aHTO.
1ctpun no Mpo3payHas XWOKOCTb, packKanaHa B CTPUNOBaHHbIe
4 npobupkv)™  Npo6UpPKK Nog, napaduH 6enoro LpeTa.
104 wrykn
KpbILLKX K MUKPONPOGMPKIM (13 crpvnos no
8 KpblLLEK)
BythepHbiii pacteop, cofiepalLpii VOHb!
Bycep O L 12 1 npobupka ABYXBA/IEHTHOTO MarHusi. Mpo3payHas XnaKoCTb.
PacTBop ¢ TepmocTabunbHoi JHK-nonmmepasoii Tag
Tag nonvmepasa 0,12 lnpobupka  nypaumn-AHK-raMko3nnasoi.
Mpo3payHas XNOKOCTb.
nNN6unks bydepHbIi acTBo c PHK-3aBrcyMOl
Peseprasa R 003 FATTA 1 ¥I -ﬁonmmepas%ﬁ. ﬂp[c))spaqHaﬂ YXNIKOCTb.
KL SARS V-2 RO I
K2 SARS-CoV-2 TRIO 012 Lnpobupa  |CAOWTOOHN  KorpORbHbii - oBpasey,
BHYTpPEHHMIA KOHTPO/bHbIA 00pa3eLl,
BKOR 12 1npobupka  [5o3naunas siaKoCTs.
OTpuLaTe/bHbIV KOHTPO/Tb SKCTPAKLIMK.
OKO 12 1 np&bupra Mpo3payHasn >X1AKOCTb.
a OtpuuatenbHbIiA KOHTpob OT-MLP.
K 0.2 1Mpobupka  Fng3nauias siakocTs.
- Tabnuua 2
KomnnekTHOCTb Habopa
KoMMNOHeHT 1 dopmart Konnuectso
Habop peareHToB (hopma Bbinycka 1 win 2)
WHCTpyKLpa Mo nprMeHeHuto Habopa ! BS”eKﬁpp%HMg%“é' ;ﬁ%’;fmﬁg?fbﬁg%ﬂ canre
KpaTkoe pyKOBOACTBO MO NPUMEHEHUIO Habopa | B 6yMabkHOM BuAe 1
KomnnekT Bknagplileli K Habopy B GyMabkKHOM BUAE 1

[MacnopTt kavecTsa

~NpOGUPKY C rofly6bIM NapagHOM He UCMOMb3YHTCS.

B 3/IEKTPOHHOM BWe Ha O(vLaIbHOM caiiTe
MpownssoauTens: www.nextbio.ru

A[MevarHasi BEPCUSt MHCTPYKLMM JOCTYMHA MO 3anpocy Mo TenedoHy (495) 620-08-73.
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2.2. TpuHUun metoga

MpUHLMN TecTMpOBaHWUA OCHOBbLIBAETCA Ha 3KCTpakuuu PHK u3 obpasuos uccnefyemoro marepuana
COBMECTHO C BHYTPEHHMM KOHTPOAbHbIM 06pasyom (BKO R), nocnepytolimMm npoBefeHUN peakLuu
obpatHoi TpaHckpunuum PHK 1 amnandmkaymmn yvactkoB kKAHK BobisiBnsiemoro supyca, k[HK BKO R un
[HK yenoseka ¢ rmubpmamnsaunoHHo-hayopecLeHTHO getekunein. BKO R no3Bonsiet KOHTPOAMpoOBaTh Bce
aTansl MLP-nccnegoBaHns gna Kaxaoro obpasya v oLeHMBaTh BAMSHUE NOTEHUWANbHBIX MHIMOUTOPOB Ha
pesynbTatbl MLP-nccnegosanmna. BoiseneHve AHK yenoseka no3BONAeT KOHTPO/AMPOBATL KauyecTBO B3ATUP
6nonormyeckoro matepuana.

C nonyyeHHbIMW Ha 3Tane 3kcTpakuum npobamu PHK nposoautcA ob6partHas TpaHckpunums PHK ¢
NOMOLLbLID (JepmMeHTa peBepTasbl U nocnedywowas amnaugpukaumna ydactkos kAHK npu  nomouym
CneumnpuyHbIX K 3TUM yyacTkam npaimepos u hepmeHTa Tag-nosvMmepassl. B coctaBe peakLMOHHON cMecu
MPUCYTCTBYHOT (hnyopecLeHTHO-MeYeHble O/IMTOHYK/IeoTnabl, KoTopble rmépuaunsytoTcs c
KOMMNEMEHTapHbIM y4acTKOM amnanguumpyemori kAHK-muweHn, B pesynbtate 4Yero npoucxomuTt
HapacTaHMe  WHTEHCMBHOCTM  uiyopecueHuMn. 3T0  MO3BOMSET  PErucTpupoBatb  HaKoMAeHue
cneungryeckoro npoaykra aMnanukaunm nytem M3mMepeHus MHTEHCUBHOCTM (DIYOPECLLEHTHOTO CUrHana.
[JeTekuma (nyopecLeHTHOro CcurHana ocyulecTBAsieTcs HenocpefaseHHO B xoge [MUP ¢ nomolbio
aMmnamgukaropa ¢ cMcTeMON AeTekunn (hyopecLeHTHOro CMrHaa B PeXNMe «peasibHOro BPeMeH».

KonuyectBeHHoe onpegeneHne PHK SARS-CoV-2 0OCHOBbIBAeTC Ha CyLECTBOBAHMMW NIMHEAHOIA
3aBUCMMOCTM MeX[y WCXOAHON KOHUEHTpauueil MuweHn B uccnegyemMom obpasue M LMKIOM Havana
3KCMOHEHLMANBLHOIO yBeNNYeHns hayopecLeHTHOro curHana (noporosblii uykn. Cycle threshold, Ct). Mpu
NpoBeAEeHMN KO/IMYECTBEHHOro Tecta, amnangukauma kAHK u3 uccnepsyembix 06pasLoB npoBoAMTCS
0AHOBPEeMEHHO ¢ Kanmbpatopamy K1 SARS-CoV-2 TRIO n K2 SARS-CoV-2 TRIO - o6pasuamu C W3BECTHOI
KOHUeHTpauunein muleHeld. Mo pesynbtatam amnavpukauum KanubpaTopoB CTPOUTCH KannMbpoBOYHas
NIMHMA, NO KOTOPOIi NPOUCXOANT ONpeaeneHne KOHLEHTpaLUy MULWEHN B UccneayemMblix 0bpasuax.

Habop cogepXXuT cucTemy 3awmTbl OT KOHTAMUHALMM aMN/IMKOHaMW 3a CYeT MPUMEHEeHUs (hepMeHTa
ypaunn-AHK-rankosmnasel  (YAI) wn Tpudoctara pgesokcnypugnHa. depmeHt YAl pacnosHaetr wu
KaTanusaupyeTt paspyweHune ueneii AHK, cogepxawmx pesokcuypuauH, Ho He [OHK, copepxauiei
[Ee30KCMTUMUANH. [le30KCuypuanH oTcyTCcTBYeT B npupodHoit HK, Ho Bcerga NnpucyTCcTByeT B aMNMKOHAX,
MOCKONbKY Tpudocdat Ae30KcUypuamHa BXoamUT B cocTaB cMecu AHT® B peareHTax gns aMmnangukaumm.
Je3okcnypnguH genaer KOHTaMUHUPYHOLWME aMM/IMKOHbI BOCMPUMMUYMBLIMK K Pa3pylleHnto GepMeHTOM
YAr po Havana amnandukaymm OHK-muweHwn, u, cnefoBatenbHO, OHU He MOTYT OblTb B Aa/ibHeiwem
amMmnIMpULMPOBaHbI.

®epmeHT YA TepMonabuneH n MHaKTMBUPYETCA NpU HarpeBaHUy Bbilwe 50 1 MO3TOMY He paspyliaeTt
aMnIMKOHbI MULIEHK, HapabaTbiBaemble a npotecce MLUP.

Ha atane OT-MLP ogHOBPEMEHHO B 0AHOI NPO6MpKe NPoBOANTCS 5 peakuuii - aMnandmkalms y4acTkoB
reHoB RdRp, N m E kopoHaBupyca SARS-CoV-2, a Takke BKOR u rnobuHa uvenoseka. “Pe3ynbrarbl
aMmnaMpukaumm  peructpupyrotcs Mo TPeMm  pas/iyHbiM - KaHanam  qyopecueHTHON  aeTekuuu
(cm. Tabnuuy 3).

Tabnuua 3
CootBetcTBMe HK-MuweHen n kaHanoB h1yopecLeHTHOW geTeKLum
KaHan gns qayopodopa PAM R6GH CyS
HK My LieHs BKOR PHKSARS-CoV-2 [JHK yenoseka
/ckycctBeHHO
O6nacTb amnmmKaLymm CUHTE3MPOBaHHasA RdRp, N, EreH [No6uH Yyenosexa
nocnesoBaTe/lbHOCTb

®OeTekuma curHana gna gnyopodopa R6G ocyLIeCTBASETCSA NO KaHaly AETEKLMN A/ aHanornyHbIx ryopodopos HEX,
JOE, Yellow nVIC.
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2.3. MNpocaexmpaemocts 3HaveHni kannbparopos K1 SARS-CoV-2 TRIO, K2 SARS-CoV-2 TRIO

Uamepenwe InaueHuid KOHUEHTPBUMKW Kanubparopos K1 SARS-CoV-2 TRIO w K2 SARS-CoV-2 TRIO
NPOU3BOAUTCA OTHOCHTENLHO paGouux wanubparopos npoussoacTea 000 «HekcTbuo». Kouuentpaumio
pabouux xannbpaTtopoB ONPEAenAloT CTaHOAPTMIMPOBAHHON METOANKOM NPAMOTO  W3MEPEHHA
KOHUSHTPALUMKN KOHTPOALHBIX OGPaaUoOB Ha OCHOBE EHHO-MOAMPMUMPOBAHHLIX KOHCTPYKUMA C
MCNOAL30BAHMEM CneKTpodoTOMeTPa. KO3IGDULMEHT BapHALMM UIMEPEHMA ATTECTOBAHHOID 3HAYEHWA
KOMuenTpaumin xanubpavopos K1 SARS-CoV-2 TRIO u K2 SARS-CoV-2 TRIO cocrasnaer we Gonee 5%
{c yposHem aoBepuTenbHON BEPORTHOCTH 95%).

2.4. Texnwuecxoe oGCAYMNBIHKE W PEMONT
Habop He NOANEMUT TEXHHUECKOMY 06CAYHHBIHWIO ¥ PEMOHTY.

3. KOHTPONDb KAYECTBA

3.1. BuyTpennnil KONTPOAL KauecTBa

3.1.1. OTpuuaTenbHbiit W NOACKHUTEABHDIN KOHTPOAN HCCAGA0BANMA

DNA OUEHKW KIUECTBA NOAYHAEMDBIX PESYALTATOB KAXAAA FPYNNa IKCTpParmpyembix o6pasuos A0AKHa
BKAIOYATL OTPHUATENLHBIA KOHTPOAL IKCTPaKUuK (OKO), a kamaan HAMBHAYANLHAA NOCTaHOBKa OT-NLUP
oTpruaTenbHbiil KoHNTPoAb (K-) u nonoxmTensHbe kontpoan (K1 SARS-CoV-2 TRIO u K2 SARS-CoV-2 TRIO).
Pe3ynuTaTol AN KOHTPONEH AOANHBI COOTBETCTBOBATL 3aAHHBIM KPUTEPUAM BIANAHOCTH, YKI3AHHLIM B

pasgene «UHTEPNPETAUNA PE3YNLTATOBY.

B KauecTse OTPULATENLHOTO KOKTPOAA WCNOABL3YETCA peareHT OKO, sxopsumii 8 cocras wabopa.
OTpuuaTencHuii KOHTPOAL TECTUPYETCA, HauUMHaA ¢ 3Tana IKCTPAKUMW, W NO3BOARET KOHTPOAWPOBATL
BOIMONHYIO KOHTAMUHALMIO ADYrMmM ODpasuammu wau amnamkoHamu. B npobupre ¢ OTPULATENAbHDIM
KOHTPONEM HE A0MKMA AerektupoBatecA PHK SARS-CoV-2. B cayyae HECOOTBETCTBMA peaynsTara Anm
KOHTPONA 3313HHLIM KPUTEPHAM BANWAHOCTH, pe3yabTaTtht ANA ecex obpasuOB 8 NOCTAHOBKE CYMTAIOTCA
HEAOCTOBEPHLIMK, HEOOXOAWMO NPEANPUHATE MEPBI NO  BLIABAGHWUIO W  /INKBUAAUMW MCTOMHWKA
KOHTaMHHALUMKW W NOBTOPUTL UCCNEAOBAHUE BCEX MCCAeRYeMbix OOpasUOB M KONTPONA, HAYMHAA C ITaNna
IKCTPAKUMMN.

OvpuuarensHbii KOHTPOADL (K-) TecTupyeTca, Hauunana ¢ atana OT-NUP, nc”smuer KOHTPOAWPOBaTL
BO3MONKHYI0 KOHTAMMHAUMIO APYTMMKM 06pasuamu WA amnavKoHamu. B npobupke ¢ OTpMUATENBHBIM
KOHTPOAEM HE [AO0/AKHA AeTeKTUPOBaTLLR PHK SARS-CoV-2. B Chyyae HeCOOTBETCTEWA Pe3yAbrarta,
NONYMEHHOTO AAA KOHTPOABHONO 06pasya, 33/aHHLIM  KPUTEPUAM BRAKAHOCTH, NOACKUTENbHDE
Pe3yALTaTl ANA ucChepyembix OOPasU0s B NOCTAHOBKE CMMTAIOTCA HEAOCTOBEPHLIMM, HeobXoaumo
NPEANPUHATE MEPbI NO BLIRBASHUIO M AMKBUAILUN UCTOYHHUKA KOHTAMMHAUMH U NOBTOPUTL HCCNEADBaHUE
Bcex mccneayemeix obpasuos, 8 Koropuix obHapyxena PHK SARS-COV-2, W KOHTPOAR, Ha4MHas C 3Tana
OT-NUP.

B KayecTae NOAOKHUTENbHBIX KOHTPONeH aTana OT-NILUP ucnoabayotea pearentol K1 SARS-CoV-2 TRIO u
K2 SARS-CoV-2 TRIO, exopsme B8 coctae Habopa. B cayuae HeCOOTBETCTBMA pPe3YALTATOB AMA
NOAOKUTENDHBIX KOHTPONEGH 33A3AHHBIM KPUTEPUAM BAAMANOCTH, PeIYALTATHI ONA Bcex o0pasuos 8
NOCTAHOBKE CWHTAIOTCA HEAOCTOBEPHBIMM, TPebyeTCA NOBTOPUTL WUCCNEAOBAHME BCEX WCCABAYEMbIX
ofpa3suoe v KoHTPO/eH, HauuHan ¢ arana OT-NLP.
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3.1.2. Ananus kanubpoaku

KonuuecTseHHan oueHka woHuentpauwn PHK kopowasupyca SARS-CoV-2 8 uccregyembix oGpasuax
NPOBOAUTCA  OTHOCUTEALHO  KOAUMECTBRHHO  OXAapaKTepM3OBaHHBIX  KanWOPOBOMMbLIX oﬁi:asuos
K1 SARS-CoV-2 TRIO u K2 SARS-CoV-2 TRIO. Mccneposanue kaanbposounbix obpasyoe K1 SARS-CoV-2 TRIO
u K2 SARS-CoV-2 TRIO nposoguTca napaniensHo ¢ uccneposarnwem obpa3Los, HayuKan ¢ atana OT-NLP.
Onpepenerune KoHueHTpauun PHK npon3soanTca B COOTBETCTBUM C 33A2HHBIMK 3HANEHNAMM KOHUGHTPaUMNA
kannGposoutbix 06pa3uos K1 SARS-CoV-2 TRIO u K2 SARS-CoV-2 TRIO » nonyuexHbiMu 3HaveHuAMY
noporosord uukna (Ct) ann xkanubposounbix obpasuos K1 SARS-CoV-2 TRIO u K2 SARS-CoV-2 TRIO w
uecaeayemox 06pasyos. 3GPeKTHBHOCTD KANMBPOBKN A0/IKHA YKAAAMBATLCA B 330aHHBIH Auanason. Ecrn
3¢ PexT™BHOCTE KaNMBPOBKK BLIXOAWT 33 NpPEAeAbl TPAHMYHBLIX 3HAYEHWH, HeOGXOaMMO NOBTOPHMTL
uccnegosanme ¢ arana OT-MLP.

3.1.3. Kontponb nurubnposanun

AnA KOHTPONA 3DOEKTUBHOCTH IKCTPAKUMW HYKNeWHOBLIX Kucnot w OT-TIUP B Habope pearextoB
npeaycMoTpena ogHospemeHHan obpatHas Tpanckpunuma PHK w  3atem amnauduxauma KAHK
KopoHaBupyca SARS-CoV-2 u sHyTpeHHero KoHTponebhoro obpasua (BKO R). BRO R gobasnsercs 8 kamasiid
obpazey HnoONOrMecKoro Marepuana Ha stane axkcrpakuun PHK, Pesyabratol nccaenosanns BKO aosxHb
COOTBETCTBOBATL 33AaHHLIM KPUTEPUAM BANMAHOCTH ANA NOAOKUTEABHLIX U OTPULBTE/BHBIX UCCACAYEMBIX
obpa3yos, ykasaHHbiM B pasgene «MHTepnperauMa pesyabTatoss. Ecau B uccnegyembix obSpasuax He
obxapymena PHK SARS-CoV-2 u BKO R, TO pesynbTaTel MCCABAOBAHMA ABHHBIX o&paaﬁoa CHMTAIOTCA
HEAOoCTOBePHLIMK, TPEOYETCA NOBTOPUTL MX AHAAM3, HAUMHAA € ITaNa ISKCTPaKuuu. B uccnegyembix
obpasuax, 8 koTopbix o6Hapywena PHK SARS-CoV-2, aonyckaeTca Hanuue uan orcyrcTeue BKOR.

Ana oueHku xauectsa szabopa GuOmarepuana nPeaYCMOTPEHC WCNOAL3OBaHME 3HAOreHHoro BKO
(AHK yenosexa), KOTOPLIA NPUCYTCTBYET B KAKAOM UCCAegyemom OOpasue, coaepmawleM KAMHUYECKWH
maTepwan. ECiu 8 uccnegyembix ofpasuax He obHapyxeH 3naoreHHbd BKO, neobxoaumo obpaturp
BHUMAHWE HA KaUeCTBO 3a060pa matepuana.

3.1.4. MoHKTOPHHT A5OPITOPHM HA HAANMME KOHTAMUHARIMH

PEeXOMEHAYETCA Pas B8 MECAL NPOBOAWTL MOHWTOPUHT NabOpaTOpUK Ha KOHTAMWMHALMIO NPOAYKTaMM
amnaupuKaymu, ncenepyemuimn 06pasnamu, NOAOKMTEABHMMM KOHTPOAbMbIMK OOpasyamn. OueHka
HBAUYUA/OTCYTCTBUA KOHTAMHHALWK NPOBOSMTCA NYTEM UCCASAOBAHUA CMLIBOB C PA3ANYHLIX OGDBEKTOB:
nuneTox, pabouux nosepxHocTei nabopaTopHoi mebenn, 06OpPYAOBaHUA M NOBEPXHOCTEN NOMELWEHWN.
B3ATHE W UCCNEROBAHKE CMBIBOB CNeAYeT NPOBOAUTE COTNACHC Npoueaype, ONWCaHHOH B8 MY 1.3.2569-09
aOprannaauun pabote: NaGopatopui, HCNOALIYIOLYX METOAN AMININPUKIUMH HYKAEHHOBLIX KUCAOT PN
pabote ¢ MaTepHanom, COALPKALMM MUKPOOPraHuImbl IV rpynn natoreHHocTw». Npyu OGHAPYKEHUN
KOKTAMMHAUMMK HeOGX0aumO nposecty oOpabotky Nabopartopuu pPEernaMeHTUPYEMBIMH MOIOWIMMHU ¢
ACIHHPAUMPYIOIMMU  PACTBOPAMM COFAACHO YKAIAHMAM, ONMCaHHbIM 8 MY 1.3.2569-09. Takwe AnA
NPeAOCTBPAEHHUA KOHTAMUHAUMM NabopaTOpPUK WM B KAVECTBE Mep N0 ALKOHTAMWHALMM 5aﬁo~mx 30H
PEKOMEHAYETCA MCNONLI0BATL PACTBOP ANA AEIAKTUBILMM HYRNEUHOBbIX KUCAOT, Hanpumep, «OavuraTtop»
npouaeoacrea 000 «Hexcrbuo», Poccus.

3.2. PexomeHgyembie KOHTPOADHDIE MaTePHanbl

B KauecTge KOHTPONLHbLIX MATEPHANOE ANR NPOBEPKN 3AABAEHHBIX GYHKUMOHANLHBIX XaPIKTRPHCTHK
Habopa moryT GbiTb HCNONBL3OBANB 3APETUCTPUPOBAHHBIE Ha TeppUTopUK Poccuitckoil Peaepaunn naHenw
KOHTPOADbHLIX OOpa3suUoB, NPEAHA3HAYEHHDIE ANA NPOBEREHUA BHYTPEHHErD W BHEIWSHEro KOHTPOAEH
KauecTsa NaboparopHbix Mccnenosannii no oGHapyxennio PHK SARS-CoV-2.
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4. OFrPAHUMEHUA METOAUKU UCCNEQAOBAHUA

4.1. Habop npuMeHAETCA TONbKO ANA AUArHOCTUKM in vitro.

4.2. Habop npepHa3HauyeH Ana paboTbl TOALKO C UCCNEQYEMbIM MATEPUANOM, YKa3aHHbIM B pasaene
«HasHauenue». Uccneposanue Apyrx Buaos GMONOrMUECKOrO MaTepnana MOXKET NPUBECTU K NONAYYEHUIO
He0CTOBEPHbIX Pe3yNbTaTos.

4.3. Monyyenne AOCTOBEPHLIX pe3ynbTaToB  06ecneunBaeTcA  BuinOAHeHWem  Tpe6oBaHwii,
NPeAbABNAEMDBIX K B3ATKIO, TPAHCNOPTUPOBAHWIO, NOAFOTOBKE M XpaHeHulo obpasuos uccnhepyemoro
matepuana (cm. pasgen «Mccnesyemolii maTepuans).

4.4. C nomowpbio Habopa BoamoxHo MULP-uccneposarmne ToNbKO Npo6 PHK, 3KCTparMpoBaHHbIX W3
uccneayemMoro matepuana CoBMeCTHO C BHYTPEHHUM KOHTPOAbHbIM 06pa3syom — BKO R, BxoaaLmMM B COCTaB
Habopa. be3 ncnonb3osaHua BKO R HEBO3MOXKHO NPOBECTH OLEHKY BaAUAHOCTU NOCTAHOBKM.

4.5. Habop npepHa3HaueH ans npodeccuoHanbHoOro npumeHeHua. Habop AonkeH MCNONL3OBaATLCA
TONLKO KBanMPUUUPOBaAHHLIM, O6yueHHbIM (B 061aCTM KAMHWYECKOW NabOpPaTOPHOA AMArHOCTUKK)
nepcoHanom (Bpaun KauHWYeckon nabopaTopumn u meguUUHCKME nabopaTopHble TexHWkW, obyyeHHble
MO/IEKYNAPHEIM BMONOrMUECKUM METOAUKaM).

4.6. Npnu pabore c Habopom cneayer MCNONb3OBATL TONLKO aMNAUPUKATOPLI C CUCTEMON AETEKLUN
bNyopecueHTHOro CMrHana, xapakTepucTMKK KOTOPbIX YA0BNETBOPAIOT Tpe6OBaHUAM, yKa3aHHbIM B pasaene
«AononHurensHoe o60pyaoBaHue U MaTepuanbi».

5. MEPbI NPEAOCTOPOXXHOCTU U NPEAYNPEXAEHUA

5.1. Nepea Hauanom paboT cneayer 0O3HAKOMUTLCA ¢ MeTtoauuecKumu ykasaHnamu MY 1.3.1877-04
«MNopanok c6opa, ynakoBKW, XpPaHEHHA, TPAHCNOPTMPOBAHWA W NpoBeAeHWUA NabopaTopHOro aHanusa
6uonornueckoro matepnana or 60abHbIX (M ymepwmnx) NauMeHTos ¢ NOAO3PEHUEM Ha TAXKENbIW OCTPbIK
pecnupatopHbik cuHapom (TOPC)», yTeepaeHHbiMu PocnoTpebHaasopom.

5.2. Pabora pomkHa npoBOAuTbCA B NabopaTopuu, BLINOAHAIOWEH MONEKYNAPHO-Guonoruyeckue
(MUP) uccneposanma Guonoruueckoro matepuana Ha Hannuue Bo3byautenei nHPekUUOoHHbIX Bonesnen, ¢
cobnopenmem CanlnH 3.3686-21 «CanurapHo-anuaemuonoruyeckue Tpebpeanua no npodpunakTuke
MHOEKUMOHHbIX Gonesnen». B coorsetcteum ¢ n. 924 CanluH 3.3686-21 anarHoctuka Bo3Gyaurenen
MHPEKUMOHHbIX 6onesnen |l rpynnbl NAaTOTEHHOCTH MONEKYNRPHO-TeHeTUYEeCKUMKM MeToaamu  (6e3
HakonneHua Bo3byauTenn) MoOXeT npoBOAUTLCA B Nabopatopuax, UMEIOWMUX  CaHUTapHO-
3aNUAEGMUONOrMYEcKoe 3aKknoveHne Ha paboty ¢ MBA NI-IV rpynnbl NAaTOreHHOCTH B COOTBETCTBUM C
Tpe6oBaHWAMM CaHuTapHbix Npasun CaHlNuH 2.1.3684-21 «CaHuTapHo-3nuaeMuonoruyeckue tpebosanmna k
COAEPKAHMIO TEPPUTOPKUIA FOPOACKUX U CeNbCKMX NOCeNeHWi, K BOAHbIM O6beKTam, NUTLEBOW BOAe W
NUTLEBOMY BOAOCHAGKEHNIO, aTMOChepHOMY BO3AyXY, NOYBAM, XXUNLIM NOMELIEHUAM, IKCNAyaTauuu
NPOM3BOACTBEHHbIX, OOWECTBEHHLIX NOMEWEHNH, OpraHM3auMm W NPOBEAEHWUI0  CaHUTAPHO-
NpPoTUBO3INMAEMUYECKUX (NpodunaKTUHEecKux) MeponpuaTuin». Martepuan anNa UCCNEA0BAHWA NOANEKUT
npeABapuTenbHOM 06paboTke B COOTBETCTBUM METOAUYECKUMU YKa3aHuAMKU MY 1.3.2569-09 «Opranunsauua
pa6oTbi nabopaTopuii, UCNONB3YIOWUX METOABI aMNAUPUKAUWMKM HYKNEUHOBBLIX KUCAOT npu pabote ¢
MaTepHuanoMm; CoAepKaUM MUKPOOPraHuamb! -V rpynn natorerHoCTu».

5.3. Npwu pabote Heo6x0aMMO BCeraa BbINONHATL Creayloume TpebosaHua:

- Npumenats Habop CTPOro NO Ha3HaYeHMIO B COOTBETCTBUM C AAHHOW MHCTPYyKuMen. OTKnOHeHHe OT
NPONMCaHHBIX NPOLUEAYP ¥ NOPAAKA ACACTBNI MOXKET NPUBECTH K NONYYEHUIO HEAOCTOBEPHLIX PE3YNbTaToB
aHanu3a.
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= NlaGopatopHulit npouecc AOMKeH ObiTb OAHOHINPABNEHHBIM. AHAMM3 CARAYeT MPOBOAWTL 8
OTAENLHLIX NOMEWeHUAX (30Hax) B8 cooTeetcreuM ¢ MY 1.3.2569-09. He so3spaware obpasubs,

obopyaosanune n peareHTb! B 30HY, 8 KOTOPOit Gbina NposeaeHa NPEAbIAYAA CTAAUA NPOLLECCa.

- PaccmaTpuBath uccneayembie o6pasupl Kak WHPEKUWOHHO-ONACHbIE, OPraHU30BLIBaTE paboty w
xpasenme B coorpercTauu ¢ CanluH 3.3686-21.

- Y6upatb M Oe3uHOMUMPOBATL PalnuTbie O6PasUb MAW peareHThl, HCNOALIYA Ae3MHGUUMPYIoWME
cpeacrsa 8 cooveercranm ¢ CanllnH 3.3686-21. -

- YAANATb HEMCNONLIOBAHHBIE PEAreHTLl, PEAreHTHl C WCTEKWMM CPONOM FOANOCTH, a TaKkme
MCNOADB30BAHHBIE PEAreNTL, YNaKoBKy', Gnonoruveckuil marepuan®, BRIIOUAR MATEPHAND), WHCTPYMEHTHI U
NPEAMETL), 33rPAIHEHHLIE GHONOIMYECKMM  MaTepHanom, B COOTBETCTBUM ¢  TpeGOoBaHMAMM
CanliuH 2.1.3684-21,

BHUMAHME! Mpw yaanennn oTxo[os nocne amnandmrauus (npobupox, coaspmamx npoayxte NUP)
HEQONYCTHMO OTKPLIBAHUE NPOSUPOK K PR3OPLISTHBAHME COARPIHMONO, NOCKOABKY 3TO MONET NPUBECTH N
KoHTaMKHaWMK npoaywTamu MNUP AaBoparoproii 30nbi, 0BopyAORaNMA K peareHTos.

- MCNOoNL308aTL M MEHATL NPH KAMQOH ONEPaUHN OAHOPAI0BHIE HAKOHEUHUKW ANA ABTOMATHUECKUX
A033TOPOB ¢ PUNLTPOM. OAHOPAIOBYI0 NNACTUKOBYIO NOCYARY (NPOGMPKN, HAKOHEMHUKH) HeOBX0aMMO
cOpacyiBaTh 8 cneymanbHbiii KOHTERHED, COACPXALMHA ARSHHPHUMPYIOLLEE CPEACTBO, KOTOPOE MOMET BbiTb
MCNONbIOBANO ANA 06€33aPAMMBAHNA MEANUNHCKNX OTXOA08.

- Habop npeaHasHaueH ANR OAHOKPATHOrO NPUMEHEHWA AR nposeaenua MNUP-ucchegosanun
YKa33HHOr0 K0NMYEcTBa 06pa3yos (cm. pasaen «GOpMbl BbINYCKA, COCTAB H KOMNAEKTHOCTL)).

- K pabore ¢ Habopom AONYCKIETCA TONBKO NEPCOHAN, OBYVEHHBLIH METOAIM MONEKYARPHON AMATHOCTUKM
¥ npasunam PatoTul B KAMHKKO-AMATHOCTUMNECKOH Nab0paTOpUM B YCTAHOBNEHHOM NOpAZKe (B COOTBETCTBNM C
Tpebasanuamu CanluH 3.3686-21).

- He ucnonb3osats Habop, eCAM HAPYWEHA BHYTPEHHAR YNAKOBKA WAW BHEWMHMIA BWA PearexTa He
COOTBETCTBYET ONHCAMKIO.

= He ucnoav3osare Habop, ecan He COBNIDAANNCH YCNOBUA TPAHCAOPTHPOBAHUA M XPAHRHMA COFNACHO
WUHCTPYRUMM,

= He CMeLINBaTL PeareHT ! Pa3HbIX Cepui.
- He ucnonv3osate Halop NO HCTEHEHWUH CPOKA MOZHOCTH.

- WCnoAb30BaTL OAHOPA30BLIE HEONYAPEeHHbIE NepuaTkn, AaGapaTopHbIE XaNaThi, 3aUMILATL FA333 BO
Bpemn paGoTl ¢ 08pasuamu 1 peareHTami. TIATEAbHO BLIMBITL PYKH RO OKOHYAHNMK paboTul. Bee onepatiun
NPOBOAATCA TONBKO B NEPUITKAX AR HCKMOUEHUA KOHTAKTA C OPraHUIMOM YeA0BeKa.

- He eCTb, HE NUTL U HE KYPUTH B NPOLIECCE HCNOALIOBAHNA HAbOpa. MaberaTh KOHTaKTa-peareHToB C
ROME, FNa3aMK U CAM3IUCTOH 0BonouKOH. He raoTaTh.

- [IpW KOHTAKTE HEMEANEHHO NPOMMITL NOPAMEHHOE MECTO GONLWINM KOAMYECTBOM BOALI M NPH

NAOXOM CAMOUYBCTBMW OBPaTMTLCA 33 MEAMUMHCKON MOMOWbID. MpW NONAfaHMK BHYTPL PBOTY He
BLI3LIBATL, NPONONOCKATL POT BOAOK, OGPATHTLCA K BPAYY NPW NAOXOM CAMONYBCTRUM.

A

* HenCnONbIOBAHKHLIC PEBTEHTHI, PEArEHTH C UCTEKWWUM CDOKOM FOAHOCTH, MCMO/b30BAHHDIE PEAreHTH!, YRNAKOBK3
OTHOCATCA K KAACCY ONACHOCTM MEAMLMHCKNX 0TX0008 (.

$ BUONOTHYECKNI MATEPHAN, BRAKUEA HHCTPYMEHTH M NPEAMETLI, SaFPASHEHHMIC MATePHANOM, OTHOCATCA K KAJCCY
ONACHOCTH MEAMIMHCKIUX OTXKOA0B B,

& 000 LUPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

DEPVIA LD.UZ.LL°A 10



54. Mpu UCNONL3OBAHUN NO  HAIHANEHUI0O WU CODAIDACHMM  BLILIENEPEUNCACHHBIX  Mep
NPEAOCTOPOKHOCTH Habop Gesonacen. PearenTol Habopa COAGPIKAT HATPUA A3UA B KOHLEHTPAUMY He Bonee
0,1 % ¥ COOTBETCTBEHHO HE KNACCHPULIMPYIOTCA Kak ONACHBIE M He TpebyioT cobnoaeruna cneynansHbix mep
NPEAOCTOPOMHOCTM.

5.5. OTpruaTencHuie pesynbTaThl HE UCKAIOMAIOT BOIMONMHOCTL UHOMUMPOBAHMA KOPOHABMPYCOM
SARS-CoV-2 u HE AONKHL MCNOAB3OBATHCA B KAYECTEE EAMHCTBRHHOW OCHOBLI nnu NPUHATUA PELEHNA O
NeveHuK NALUEHYOB.

5.6. OTpruaTenvHbie pesynbTathl AO0MKHEI COMETATLCA € KAMHUYECKMMM H30AI0AeHHAMK, MCTOpMeR
Sonesuu n snnaeMonorieckoin nHpopmaumen.

5.7. Habop peareHTOB He BLIABARET HaNWYKE KOPOHaBUpYCa SARS-CoV-2, ecnu ero KOHUEHTPAUKUA HWKe
33ABACHHOO NpeAaena obnapyenna (5x10% konwnii/mn).

5.8. Cneupduueckue Bo3RLACTEMA HAOOPA HA OPrAHH3M YLNOBEK:
- KanueporenHbiii 3pdexr oTcyrcrayer.

- MyTarexHHnoe AeHCTBME OTCYTCTBYET.

= PenpoAYKTMBHAR TOKCUMHOCTb OTCYTCTBYET,

6. AONOAHUTENDHOE OBOPYAOBAHUE U MATEPUANDI

6.1. Banrue nccneayemoro marepiana

6.1.1. TpaHCNOPTHAA Cpeaa ANA B3ATHA, TPAHCNOPTUPOBKA U XPAHEHHWA MAIKOB CO CAUIMCTON HOCO- W
POTOrNOTKHU, COAEPHaLIan pacTBop docdatHoro Sydepa ¢ AoGaBACHNEM KOHCEPBAHTA M KPDMOKOHCEPBaHTA.

B xoZie NPOBEACHNA KAMHUNECKHX MCNLITAHNH BAAKAIUMIO NPOWIAA CACAYIOWAA TPAHCNOPTHAN CPpeaa:
«TPaHCNOPTHAA CPeAa ANA XPAHEHMA W TPAHCNOPTMPOBKU PECMPATOPHLIX Ma3kos sAmnaulpaitm TCP»
(PY Ne ®CP 2012/14200).

6.1.2. 30HA-TAMNOH, NPEAHAZHIUEHHLIA ANA B3ATUA OGWOAOIMYECKOSD MATEPHANa C NOBEPXHOCTH
CANBNCTBIX 060N0MEK (NONOCTH HOCA, POTOTNOTKI) OAHOKPATHONO NPUMEHEHHA, CTEPUALHBLIK. PaGoMan YacTL
30HA2 MOXKET OTNIAMbIBATLCA NO UMEIOWRHCA Haceuke.

B XOAE NPOBEACHNMA KNMHMYECKMX MCMIBITAHWHA BAAMALUMIO NPOWEA CABAYIOWMI JOHA-TAMNON: 430MA
MEAVUWHCKIWA OAHOPA30BbIA CTepuabHui no TV 32.50.13-002-28731857-2020» (PY Ne P3H 2021/13989).

6.1.3. EMKOCTD ANA B3ATHR, XPAHEHUA M TPAHCNOPTMPOBKU MOKPOTHI, OAHOKPATHOO NPUMEHEHNA,
CTepUAbHAN, C 3aBHHUMBAIDLECHCA WK NAOTHO 3AUIEAKMBAOUIEHCA KPBLIWKOW, W3rOTOBAGHHAA M3
NOAUNPONUAEHA.

8 XOAE NPOBEAGHMA KAMHWMECKUX UCNBITAHWA BAAUBAUMIO NPOWANS CREAYIOWAA EMKOCTE ANA BIATUA,
XPaHeHMA W TPAHCNOPTMPOBKM MOKPOTHL: «KowtelHepm ana 6uonpob noaumepHbie crepunbhbie NO
TY 9398-070-44942795-2013» (PY Ne P3H 2014/1294).

6.2. MNpeasapmTeabian NOArOTOBHA HCCAGRYEMOTO MaTepHana
6.2.1. Pearent anna npepobpaboTikn MOKPOTH € LLABID NPOBEACHUA IKCTPAKUMKU PHK.

.

B XOAE NPOBEACHUA KAWHWMECKMX WCNBITAHWH BaAMAIUMIO NPOLEN CAGAYIOWMH PpeareHT AAA
npepodpabotku MOKpoTLi: &PeareHt Ann npeaobGpaboTxkM CAMUCTOrO Mmatepuana «MykOAN3IUKR
(PY Ne ©CP 2011/12082).

6.2.2. flonoaHuTENbRbIE MaTEPHaNl W 0BopyaoBanue, Heobxoaumbie Ana npeaobpaboTku MOKPOTH, —
COFNACHO WHCTPYKUMM K HCTIONB3YEMOMY PeareHTy.
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6.3. xcrpaxuun PHK n3 uccregyemoix obpasyos

6.3.1. Habop pearenToB ANA IRCTPaKumu PHK, 3apermcTpmpoBaHHuiii 8 P® U COOTBETCTBYIOWMA
cnepyowmm TpebosaHnam:

- #aGop nossonser suiaenaTe PHK u3 GuonorMueckoro marepuana (Masxu €O CAMINCTON HOCO- W
POTOFAOTKM, MOKPOTa) ANA NOCACAYIOWLTO UCCNBR0BANUA MeTOAOM OT-NLP; o

- Habop He OTHOCHTCA K IKCNPECC-METOA3M IKCTPAKUMKM PHK;
- #Habop no3sonseT HCCAeA08aTL 06pasuUbl 0Gbemom He mexee 100 mn;
= #aGop NO3BOARET NPOSOAUTL INIOUMIO OuKILEHHOK PHK B o6veme ne meree 100 mra.

B Xx04e NpOBEAGHUA XAMHMUYECKMX MCNBLITaHWIA Bannaaumo npowen Habop peareHToB ANM
sxcrpakuuu PHK «Marwollpaiim PACT-P» (PY Ne P3H 2020/12971).

6.3.2. flononnuTencHuie marepuans u oGopyaosanue, Heobxoaumeie Ana skcrpakumn PHK, — cornacko
WHCTPYRUMM K HabBopy peareHTos AnA IxcTpakumu PHK.

6.4. ObparHan TPAHCKPUNUMA, AMNANOHKIUMA, ALTEKLUMA NPOAYKTOB amnanduKaLuM,
AHANNS M MHTEPNIPETALMA PESYALTATOD

6.4.1. Oaropasosnie NOAMNPONUAEHOBLIE NPoGupkK, ceobogHbie ot iHKa3/PHKa3, cregyowmx enaos
{npu pabore ¢ dopmoi Bonycka 1):

- 33BMHNMBAIOWMECA NPOGMPKY M KPBILWKKM K HUM MAKM NAOTHO 3aKpblsaowuecs npobupku obvemom
1,5 mn - AN NPUTOTOBAGHUR PLAKLIMORHONK CMecH;

- TOKKOCTeHHbIe npolGnpxu ana NUP 06vemom 0,2 mn ¢ BLINYKACH HAH NACCKON ONTUYECKMU NPO3PAYHON
KpoiKoi nan npoGupkr o6vemom 0,2 mn B CTPHNAX NO 8 WT. C NPO3PAYHBIMK KPHIWKAMK — ANA NPOBEACHNA
MLUP npu ucnonbaosaHuu NPUEOPa NAGHWETHOTO THNA;

- TOHKOCTeHHble npoSupku Ana NUP o6vemom 0,2 M € NAOCKON KPbIWKOH Uau npobupku ana NUP
oGuvemom 0,1 mn 8 CTPMNAX NO 4 WT. C KPbILIKAMK — AN Nposeaerun MUP npu ucnoab3osaHuu npubopa
POTOPHOIC THNA.

6.4.2. OgropasoBLie HaKOHEUHNKK, caoboanbie oT iHKa3/PHKa3, Ana 403aTopoB nepemenHoro obbvema
¢ ¢punbTpom ot 100 o 1000 mun.

6.4.3. WraTuee Aans npoBupok obvemom 0,2Mn MK 0,1Mn (B COOTBETCTEMM C MCNONL3YEMBbIMM
npoSupxamu Ana NUP). .

6.4.4. bokc abakrepranbHoi BO3AYWHOH cp;aAu {NLP-6oxc).

6.4.5. Lientpudyra-soprexc.

6.4.6. AeTOMaTHYECKHE A03ATOPH NEPEMEHHOFO OGbema. -

6.4.7. CraHuMA aBTOMATHHECKAA C MOAY/IEM ANA NPHIOTOBACHHA W A03UPOBAHNA PLAKUNOHHBIX crmeced

W KOMRNEKT PACXOAHBIX MATEPUANOB K Hel COTNacHO MHCTRYKLMKU MpoussoauTens, - npu pabore ¢ dopmoit
SHINYCKa 1 B CAYYEE NPUFOTORACHHA PEAKLMOHHBIX CMECRH € UCMOALIOBIHNEM BBTOMATHUECKON CTaHLMN,

B XOAE NPOBEAGHUA KAUHWHECKHX WCNLITAHWI  BAAMAALMIO NPOWNA CAEAYIOWAR CTaHLMA
ABTOMATUYECKEN C MOAY/IEM A/1A NPHFOTOBACHHA N A0IMPOBAHNA PEAKUMOHHBIX CMeceli: «ABTOMaTHUEeCKan
CTaHUMA AR IKCTPAKUMM HYKNeHHOBBIX KucaoT Microlab STARIet» (PY Ne P3H 2018/6981).

6.4.8. NMporpammupyemeiil aMnaMPHMKATOP € CUCTEMOH AeTexunn GAYOPECLEHTHOrO CUrHana B pexuwme
«PEancHOFO BPEMEHM® POTOPHOTrO AMGO NNAHWETHOTO THNA, 3aPerucTPUpoBaHHbie B PO #

COOTBETCTBYIOWME CASAYIOILMM TPEEOBAHKAM:
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- Ha/iMune He3aBMCUMbIX KAHaNOB (PIyopecLeHTHON aetekuun ans gpayopodopos FAM, R6G u Cy5
C XapakTepucTKamu, yKkasaHHbIMU B Tabnuue 4:

Tabnuua 4
TpebyeMble xapakTepnankun KaHanoB hyopecueHTHOW geTekuum
[NHbI BOSH, HM
KaHan gns qnyopodgopa Boz6yxaeHus [Jetexumn

MuHUMYM 1 Makcmym MuHUMyM Makcumym .4

FAM 450 470 510 1 530

R6G 515 532 1 545 580

Cy5 620 640 1 660 690

- 4N npu60opOB NMAAaHLWEeTHOro TUNa Hainyne NoAorpeBaeMoit KpbilWKK ¢ Temnepatypoli 6onee 100X;
- TOYHOCTb noAgepXaHua temneparypsbl < £0,4X;

- CKOPOCTb Harpesa He MeHee 2 X/cek;

- CKOPOCTb OXNax4eHus He meHee 1 X/cek.

B xone npoBefeHUs KNUHWYECKMX UCMbITaHWIA Bavfauuio Npownu ciegylowime nporpaMmmupyemblie
aMmnangpukaTopbl ¢ CUCTEMON AeTekuuu (yopecLeHTHOro CUrHana B pexume «peanbHOro BpeMeHu»:
Rotor-Gene Q (PY Ne ®©C3 2010/07595), Applied Biosystems QuantStudio 5 (PY Ne P3H 2019/8446),
C1000 Touch BkomnnekTte ¢ mogynem CFX96 (PY Ne ®C3 2008/03399), ATnpaiim (PY Ne ®CP 2011/10229).

6.4.9. XonoannbHUK 0T 2 40 8 X ¢ MOPO3M/IbHOI Kamepoi OT MUHYC 24 40 MUHYC 16 X .
6.4.10. OTAenbHbIl xanat, Wanovku, 06yBb U 04HOPA30BbLIE NepyYaTkn B COOTBETCTBUM ¢ MY 1.3.2569-09.

6.4.11. EmMKoCTb gna cbpoca HaKOHEYHMKOB.

7. VICCNEOYEMbIA MATEPVAT

Marepuanom gna nccnefoBaHua Cryxar:
- MasKu CO CAU3UCTOM HOCO- U POTOINOTKW,
- MOKpOTa.

BHUMAHME! Masks €O CAM3UCTO HOCOTNOTKM U POTOMNOTKM PEKOMEHAYeTcs COBMeLlaTb B OAHOWA
npobupke n uccnegosaTb Kak oguMH o6pasel. OAns 3toro 6epyT MaskuM pasHbIMKA 30HAaMW CHavana co
CM3UCTOM HUKHEro HOCOBOTO X044, a 3aTeM W3 POTOrIOTKK, NPy 3TOM paboune KOHLbI 30H0B MOc/e B3ATUSA
Ma3KoB MOMELLATCA B 04HY Npo6upKy ¢ 0,5 Mn TPaHCMOPTHOW cpebl ANS XpaHEeHWUs WU TPaHCMOPTUPOBKM
pecnupaTtopHbIX Ma3KoB U uUccneayroTcs Kak ognH obpasel,. Ecnv 30HA He ocTaeTcs B NPOGUpPKe Co cpenoi,
TO HEO6XOAMMO TLATeNIbHO CMbITb MaTepuas, MHTEHCUBHO MPOKPYYMBas 30H[ B cpefe He MeHee 10 cekyHp,

B3aTve, npeaBapuTenbHyld  06paboTKy, TPaHCMOPTMPOBaHWE W XpaHeHWe  WCCNedyemoro
6MO/OTMYECKOro MaTtepumana cieayet NPoBOAUTL B COOTBETCTBUM C HIKENEPEUNCIEHHBIMU TPE6OBAHNAMY,
HEeco6/1I04eHNe KOTOPbIX MOXET NPUBECTM K NOSTYYEHUI0 HEKOPPEKTHbIX Pe3yNnbTaToB MUCCNe0BaHus.
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7.1. Ma3sxu H3 ROAOCTH HOCD

Bantue matepnana NPoBECTH 3 NOAOCTH HOCA € NOMOULLIO 0AHOPA3NBOrD CTEPUABHOIO 30HAA-TAMNOHA
8 NPoGUpKY C TPAHCNOPTHONH CpeAoi 8 COOTBETCTBHM C HHCTRYKLMEH NO NPUMEHEHNIO 30HAA.

GHONOTHUECKNA MATEPHAN, NOMEWEHHbIH B TPAHCOPTHYIO CPEAY, XPAHNTL W TPAHCNOPTMPOBATL
COTNACHO cCheayowm Tpebosannam: -

- NP4 KOMHaTHON Temnepatype (A0 25 °C) — B Teuenue 72 vacos;

- Npu Temneparype of 2 a0 8 °C — B reyexne 14 cyToK;

- NPK TeMNEPATYPE OT MMHYC 24 A0 muHyC 16 *C ~ 8 TeueHne 3 mecaues;
b0 COrnacHo HCTPYRUMM K UCTIONLIYEMOMN TPAHCNOPTHOM cpege.
AonycraeTca AMwb OAHOKPATHOE 3AMOPANMBIHHE-OTTAUBAHKE MaTEpHaNa.

7.2. Masxu o CAUSHCTOH OBOAOMKM POTOTAOTHH

B3ATHE maTepuana NPOBECTH C MOBEPXHOCTH MUHAAAMH, HEGHBIX AYNEK N 3aaHEH CTEHKH POTOrNOTRM C
NOMOLLBIC OAHOPAIOBOFO CTEPHALHOTO 30HAS-TAMNOHA B NPOSHPKY € TPaHCNOPTHONH CPEADI) B COOTBETCTBUN
C MHCTRYKUMEI NO NPUMEHEHHWIO 30HAA.

BMONOTMUECKMIE MATEPHaN, NOMELICHHLIA @ TPAHCIOPTMYIO Cpeay, XPaHWTe M TPaHCNIOPTMPOBaTL
COFAACHO CABAYIOUMM TPeSOBIHNAM: )

- NpW KOMHATHOMN TemnepaType (20 25 °C) - B Teuenne 72 Jacos;

- npu Temneparype ot 2 Ao 8 °C — B reverue 14 cytox;

- NpK TemnepaType OT MMHYC 24 A0 MUHYC 16 *C — 8 Teuenne 3 mecaues;
B0 COTNACHO MHCTPYKUWM K MCNONBLIYEMOIA TPaHCNOPTHON cpege.

DonyckaeTca AMb OQHOKPATHOE 3aMOPAKNBAHUE-OTTAUBAHNE MATEPHANA,

7.3. Moxpora

7.3.1. Baatne marepuana

OTo5paThL MOKPOTY B KOAUMECTBE He meHee 1,0 MA B OAHOPA30BLIA CTEPHABHBIN KOHTEHHED C WNPOKUM
TOPNOM W 33BMHYWBIIOWLLHCA KPBIWKOMN.

YCAOBHA XPAHEHNS M NEPEBO3IKW MaTepHana®

NPM KOMHATHOH TemnepaType (40 25 °C) — B TeueHue 6 4acos;

npu Temneparype or 2 4o B °C - 8 Tevenne 3 cyTox;

NPU TEMNEPATYPE OF MUHYC 24 A0 MUHYC 16 °C - 8 Teuenue 1 Hegenu;

NPy TeMnepartype He Boie Munyc 68 °C ~ aautensHo.

BoNycKaeTca Auib OQHOKPITHOE 3AMOPANUBAHNE-OTTANBAKHE MATEPUANA,

7.3.2. Npepsapurenbian oGpaborua

)
HeoGX0ANMO NPOBECTH PAINIKEHNE MOKPOTH, HCNOABIYA PEareHT AnR nNpeactpaboTku MOXpOTH C
LEABIO NPOBEACHUA SHCTPAKUKN HYKNCHHOBBIX KHCAOT, B COOTBETCTBMN C HHCTPYKLMEH NO WCNONLIOBAHWIO
DAHHOTO pearenTa.

VCAOBMR XPaneHun NpeaBapuTencHo 06paboTasHbix NPo6 MOKPOTH! AHANOTMMHI YCAOBUAM XPAHEHHUA
marepuana 20 npepobpaboruu.
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8. MNMPOBEAEHWE UCCNEOOBAHNSA

NccnepoBaHue [O/MKHO MPOBOAMTLCS MNPUM  HOPMasibHbIX MOKasaTeNsix MUKPOKAMMaTa  KAUHUKO-
AMnarHoctmyeckoii naboparopume®:

- Temneparypa okpyxatwowero sosagyxa ot 20 go 28 “C;

- OTHOcUTeNbHas BNaXxHocTb 40 - 75 %. A

8.1. 3JkcTpakuua PHK u3 uccnegyemoro marepuana

Ana skctpakuun PHK umcnonb3oBaTb Habopbl peareHToB, pekoMeHgoBaHHble [lpoussBoauTenemM B
pasfene «JononHuTensHOe 060pya0BaHMe U Matepuans». Nopsaok paéoTsl ¢ HabopaMu 418 3KCTpaKLmm
PHK cmoTpuTe B MHCTPYKUUKU NO UX NPUMEHEHNUIO.

BHAMAHMWE! Tlpu npoBefeHUn wuccnegoBaHUs HeAoMnycTMMO  WUCMONb30BaHWe 3Kcnpecc-MeTofoB
aKcTpakumm HK.

BHUMAHWE! Kaxpgasa rpynna akcTparMpyembix 06pa3loB [O/MKHa CONPOBOXAATLCA MOCTAHOBKOM
oTpuuarensHoro KoHtpons (OKO) B o4HOM NoBTOpE.

B npoLiecce aKcTpakuum PHK ncnonb3oBath crefytole 06beMbl peareHToB 1 UccieayeMbix 06pasLioB:

- 06beM peareHTa BKO R-10 Mkn B npo6upky ansa OKO, aTakxe B Kaxayt Npobupky ¢ nccnegyembiMu
obpasuamu;

- 00beM nccnegyemoro obpasua™-100 MK B NPOGUPKM Ans uccnegyembix 06pasLos;
- ob6bem peareHTa OKO -100 mkn B npobupky ansa OKO;

- 06bem peareHTa, wucnonbdyemoro pgns anoumm PHK, - 100 MKn (cOrnacHo WHCTPYKUMK MO
NPUMEHeHWI0 K NCMOob3yeMoMy Habopy ans akcTpakuum PHK).

8.2. TloaroTtoBka peareHtos ana OT-MLP

8.2.1. Mpwn ncnonb3oBaHUM GopMbl Bbinycka 1

BHUMAHWE! Heobxoanmo MMHUMWU3MPOBATb BPEMS HaxoXaeHus Taq nonumepasbl M PesepTtasbl R npu
KOMHaTHOI TemMneparype. N

BHMMAHWE! KOMNOHEHTbI peakLuMOHHO CMecu cneayeT CMeluvBaTb HENoCpPefACTBEHHO nepeq
nposegexHviem OT-MNUP.

BHMUMAHWE! B cnyyae npurotoBNeHWs pPeakUWOHHOW CMeCM C MOMOLLbH0 aBTOMATUYECKONW CTaHUun
cnefynTte yKasaHMAM WHCTPYKLMK MO e UCMOMb30BaHUIO.

8.2.1.1. PaccuntaTb 06bEMbl peareHTOB, Tpebylowmecs ANS NPUrOTOBMEHNA pPeakUMOT<HON cmecu
(cm. Tabnuuy 5). CMecb roToBUTL Ha 06LLiee YnMcno uccnedyemblX 1 KOHTPOSbHbIX 06pa3LoB Moc 3anac He
MeHee YeM Ha OfHY peakumio.

® YkasaHbl [OMYCTUMblE HOPMbl TeMMeparypbl W OTHOCUTENBHOW BM&XHOCTU BO3Lyxa B paboueli  30He
MPOV3BOACTBEHHbIX MOMELLEHMIA B COOTBETCTBMM C TpeboBaHusimm [OCT 12.1.005-88 «Cuctema CTaHAapToB
6e3onacHocTy Tpyda. ObLIMe caHUTaPHO-TUTMEHNYECKME TPEOOBaHNS K BO3AyXY pabouyei 30HbI».

Nnst 06pasLoB MOKPOThI TPebyeTcs npeasapuTe/ibHas NOAroToBka corfiacHo pasgeny «/iccneflyemMblii Matepuas.
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Ta6bnuua 5
PacueT 06bEMOB KOMMOHEHTOB peaKLI,VIOHHOVI cmecun

PeareHT 1 O6vem, mkn 1 0O603HaueHKs
MNLP-cmecbbAK5-CoY-2 TRIO ' 10,0%(N+1)
Bycpep C 5,0%(N+1) N - KOMMYECTBO aMMAMGULMPYEMbIX OBGPAa3LOB,
Taq nonmvepasa 1,05(N+1) - BK/IKOH3sA KOHTRO/W
Peseprasza R 0,25*(N+1) |

8.2.1.2. Pa3amMopo3nTb peareHTol. MNepes cMewnBaHNeM peareHToB nepemMellartb CoAepXXMmoe npobupok
¢ peareHTamu (cm. Tabnumuyy 5), ocagnTb Kanam Ha BOpTEKCE.

8.2.1.3. MNpuUroToBUTL PeakLMOHHY CMeCb B OTAENbHOW Npobupke, 406aBMB KOMMNOHEHTHI B 06beMaX,
paccumTaHHbIX B M. 8.2.1.1. lNepemeLuatb CMeCb 1 0CaANTb Kanjy Ha BOPTEKCE.

8.2.1.4. OT06paTh HEOOXOAMMOE KONMYECTBO NPOGMPOK mam ctpunoB Ans nposegeHuns OT-MUP PHK
nccneayemblx 1 KOHTPObHbLIX 06pa3LoB. Beibop Npobupok Ans amnangukauum 3aBUCUT OT UCNOJb3YEMOro
aMmnamgukaTopa ¢ cucTeMo AeTeKUnn B PeXNMe «peasibHOTO BPEMEHU.

8.2.1.5. BHeCTM B Npobupku Nno 15 MK NPUrOTOBMEHHOW peakLuMOHHOW CMeCH.

BHMAHWE! Hencnonb3oBaHHbIE OCTaTKU PeaKLMOHHOK CMeCK XpaHeHU0 He noaexar.

8.2.2. TMpu ncnonb3oBaHU YOPMbl BbiMycKa 2

BHUMAHUWE! Heobxoanmo MUHMMU3MPOBATb BPEMSA HaxoXAeHust Taq nonumepasbl 1 PesepTtasbl R npu
KOMHaTHOI TeMneparype.

BHMMAHWE! KOMMOHEHTbl peakUMOHHOW CMecu credyeT CMeluMBaTb HeMnocpeAcTBEHHO nepeq
nposegeHnem OT-TLP.

8.2.2.1. Paccuntatb 06beMbl peareHToB, Tpebytoluecs AN MNPUrOTOBNEHUS pPeakUUOHHOW cMecu
(cm. Tabnuyy 6). CMecb roToBUTb Ha 06LLEE YMCNO UCCNeAYyEeMbIX U KOHTPO/bHbLIX 06pa3LoB Nakc 3anac He
MEHee YeM Ha OfHY peakuuHo.

Tabnuua 6
PacyeT 06beMOB KOMMNOHEHTOB peakunoHHo ciecM
PeareHTt - 06beEM, MK/ O603Ha4eHns
Bythep D B 10,0%(N1)
Tag nonmvepasa 10%(N+1) KONnM4eaBo amnanmumMpyeMbix  06pasLios,

J BKKOYasA KOHTPO/N
Peseprasa R 0,25*(N+1)

8.2.2.2. Pa3aMopo3nTb peareHTbl. MNepes cMelwnBaHEM peareHToB NepemMeLlaTb COAEePXMMOe Npobupok
¢ bytepom D, Tag nonmmepasoli 1 PeBepTa3oin R, ocaanTb Kanam Ha BOPTEKCE.

8.2.2.3. MpUroToBMTb PEakLMOHHYH CMeCb B OTAEe/bHOV NPOo6UPKe, L06aBUB KOMMOHEHTbI B 06bemax,
paccumTaHHbIX B M. 8.2.2.1. Mepemellatb CMeCb M 0CaAWTb Kan/n Ha BOPTEKCE.

8.2.2.4. OTobpatb HeobxogmMmoe KonuyectBo cTpunoB ¢ [LP-cmecbio SARS-CoV-2 TRIO pgns
nposeneHnsa OT-MLUP PHK nccnesyemMbix M KOHTPO/IbHbIX 06pa3L/oB.

8.2.2.5. Yb6eantbca, 4To napaduH MNOMHOCTbIO NOKPbIBAET pacTBOp Ha AHEe MNpo6WUpOK. B NpoTMBHOM
cfyyae, He UCNONb30BaTh AaHHble NPOBGUPKN.
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S.2.2.6. Ha noeepxHoCTb napaguHa BHeCTW Mo 10 MK NPUroTOBMIEHHOW peakLMOHHOM cMecu, Npu 3TOM
OHa He A0/IKHa NPoBanMBaTbCs NOA MNPOCNOWKY napagmHa u cmelumsatbes ¢ MLUP-cmeckto.

BHMMAHWE! Hencnonb3oBaHHbIE OCTATKM PEAKLMOHHOM CMECK XpaHeHUI0 He Moanexar.

8.3. BHeceHune npo6 PHK, nposeaeHne OT-MLP n getekuun

BHUMAHWE! Mpu pobasneHmn npo6 PHK, 3akcTparMpoBaHHbLIX C NOMOLWbH HabopoB peareHToB AN
NpoBeAeHNs 3KCTPaKLMM METOAOM COpbuMM Ha cuukarene WM MarHUTHOW cenapauuu, HeobxoAuMMOo
n3beratb NonagaHwsa copbeHTa B peakLMOHHY CMECh.

8.3.1. BHecTV B NOAroTOB/IEHHbIE NPOBGMPKK C peakLMOHHOM cMecbio No 10 MkA npo6 PHK, nonyyYeHHbIx
B pe3y/ibTare sKapakuumu.

8.3.2. BHeau B NOArOTOB/IEHHbIE MPOGUPKU C PEAKLIMOHHOWM CMECbI0 KOHTPO/bHbIE 06pasLibl;
Mpy NPOBEAEHNN KAYECTBEHHOIO aHaIM3a:

a) NONOXWUTEeNbHbIA KOoHTponb OT-MNUP - B o0gHy npobupky Ansa obpasya K2 BHectn
10 mkn K2 SARS-CoV-2 TRIO.

6) oTpuLaTenbHbI KOHTPO/b 3KCTPaKLMn - B 0gHY Npobupky ans obpasua OKO BHectn 10 MKN Npoosl,
akcTparmpoBaHHoi 13 OKO.

B) OTpuuatenbHblii KoHTpoab OT-MUP - B ogHy Npobupky ans obpasua K- BHecTn 10 Mk peareHTa K-.
Mpn NpoBeAeHNN KONMYECTBEHHOIO aHanu3a:

a) O6paseu, K1 - B ogHy npo6upky BHectn 10 mkn K1 SARS-CoV-2 TRIO.

6) O6pasey K2 - B ogHy npobupky BHect 10 Mkn K2 SARS-CoV-2 TRIO.

6) oTpULAaTE/IbHbIA KOHTPO/b 3KCTPaKUMKM - B O4HY Npobupky ans obpasua OKO BHectn 10 MK npoobl,
akcTparmpoBaHHoi 13 OKO.

B) OTpuuateNbHbIi KOHTponb OT-MUP - B ogHY npobupky ans obpasua K- BHectn 10 Mk peareHTa K-.
BHUMAHME! Mposectn OT-NMLP cpa3y nocne BHeceHmss PHK-npo6 1 KOHTPOsEe B peakLMOHHY CMECh.

8.3.3. 3anporpamMmumpoBaTb aMnANPUKaTop ¢ CUCTEMOM AeTEKLUN B PEXMME «peasbHOro BpeMeHU» ans
BbINO/HEHNSA e4MHOl NporpaMmMbl aMnaAngUKauumn n geTekuumn GayopecUeHTHOro curHana (cMm. tabnuuy 7).

BHMAHWE! MNpn pyyHom aHann3e nporpamMmMmMpoBaHMe U 3anycK amnaugukaropa npoBOAMTb COMMacHo
WHCTPYKLMK M0 ero NPUMEHEHWNIO. PEKOMEHAYEMbIe NapameTpbl 415 NporpaMmMmMpoBaHns amnangukaTopos
yKasaHbl BO BKnafbllwe, npunaraeMom K Habopy. [lpu ncnosb30BaHMM MPOrpaMMHOro obecrevyeHuns
FRT Manager nporpaMMUpoOBaHMe aMnangukaropa yctaHaBnmBaeTcs aBTOMaTUyeCcKN.

Tabnuua 7
EavHasa nporpamma amnandomkaummv n getekummn dpslyopecueHTHOro curHasia
Linkn Temneparypa, "C Bpews [JeTekuma no kaHanam ans Konuuectso

50 15 MvH

95 15 MyH

95 FOc

45
60 20c FAM, R6G, Cy5
8.3.4. Mepen NOCTAaHOBKOM B aMMAN(UKATOP NAaHWeTHOro Tuna ocafnTh Kanam co CTEHOK Npobupok Ha

BOpPTEKCE.
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8.3.5. YcTaHOoBUTL NPOBMPKN MK CTPUNBI B SUEKU peakLMOHHOro Moayns npubopa.
8.3.6. 3anycTuTb BbIMOMHEHME NPOrpaMMbl aMNANMUKaLUK C feTeKunel GpyopecLeHTHOro curHana.

8.3.7. Mpn6op NPOBOAMT pPerucTpaumio (yopecUeHTHOro CcurHana aBTOMATWYecku B pexumMe
«peasibHoro BPEMEHM.

8.4. AHanu3 v BbluNC/EHVE pPe3y/ibTaToB

BHUMAHWE! TMpn py4yHoM aHanuse 06paboTKy [AaHHbIX ((SIyOpPeCcLEeHTHbIX KPUBBIX), MOJYYEHHbIX *«
nporpaMmmMHoOM obecneyeHnn npubopa, ncnonbyemoro ansa nposegeHuns OT-TILP ¢ geTekuueli B pexume
«peasibHOr0 BPEMEHW», MNPOBOAWUTL COMIACHO WHCTPYKUMM MO ero NPUMEHEHUI0. PeKoMeHayewmble
napameTpsl 4719 06paboTKM AaHHbIX yKa3aHbl BO BKIaAblle, npunaraemom K Habopy.

BHUMAHWE! KonuuecTBeHHbIi aHann3 pesynbTaToB BO3MOXHO MPOBOAUTL TONbKO B aBTOMATUYECKOM
pexunme ¢ UCnonb3oBaHMeM nporpaMmmHoro obecnedveHmsa FRT Manager (OOO «W/HTep/labCepsucs», Poccus,
PY Ne P3H 2019/8870) cornacHo pyKOBOACTBY MO/b30BaTeNsA, BbIOpaB METOANKY, YKa3aHHYH0 BO BKadblLle,
npunaraeMoMm K Habopy. PykoBOACTBO MO/Mib30BaTeNls pasMelleHO Ha  oguuuanbHoOM  caiite
000 «WHTepfabCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/.

O6paboTKa K pacyeT pe3ynbTaToB NPOUCXOLMT Ha OCHOBAHUWM Hannuusi (MAN OTCYTCTBUS) NepeceyeHmns
KpuBoii (nyopecueHumn $-o6pasHoli (curmoobpasHoli) hopMbl C YCTAHOB/IEHHOW Ha COOTBETCTBYHOLLEM
YPOBHE MOPOroBOli IMHWEN, YUTO ONpefenseT Hannume (v OTCYTCTBME) AN AaHHOR npobbl kAHK 3HaueHus
noporosoro uukna (Ct) B cooTBeTCTBylolWlel rpade Tabnuubl pe3ynbtatoB. [lapameTpbl 06paboTKu
(hNyOpeCUEHTHBIX KPMBbIX 3aBMCAT OT UCNO/b3YyEMON MoAenn amnnaugukatopa (CM. BKnagblll K Habopy u
WNHCTPYKLMIO MO NPUMEHEHNIO aMningukaTopa).

KpuBble HakonneHus (yopecLeHTHOro CUrHana aHaiu3upyrTcs No TPeM KaHanam AeTekuuu
(cm. Tabnmuy 8).

Tabnuua 8
JeTekuuns dolyopecuUeHTHOro curHasia
KaHan ansa nyopodopa | FAM R6G 1 Cy5
MpoayKT amnangukaLmm BKOR PHKSARS-CoV-2 [JHK uvenoseka

8.5. WHTepnpeTauus pesynstaTtoB
HTepnpeTauuo pesynbTaTtoB NPOBOAAT B ABYX BapuaHTax:

* B KQUeCTBEHHOM (hopmaTe BPY4HYH B COOTBETCTBMM C Tabnuuein 9 u BKNadblleM, nNpunaraembiM K
Habopy. Pe3ynbTaT UCCNE0BaHNS CUATAKOT 4OCTOBEPHLIM, EC/IN PE3Y/bTaThl, NOYYEHHbIE AN KOHTPO/IbHbIX
06pasLoB, COOTBETCTBYIOT KpUTEPUAM Ba/IMAHOCTYU, YKa3aHHbIM BTabnuue 11;

- B KauyeaBeHHOM W KONMYeaBEHHOM (opmare B aBTOMATUYECKOM peXMMe C UCNoJib30BaHUEM
nporpaMmmHoro o6ecneveHmss FRT Manager (OO0 «MHTep/la6Cepsuc», Poccms, PY Ne P3H 2019/8870)
COrnacHoO pPyKOBOACTBY MONb30Batess, BblOpaB METOAMKY, yKa3aHHYH BO BKnafbllle, npuiaraemom K
Habopy. PykoBOACTBO MO/b30BaTeNs pa3MeLleHO Ha odmumnanbHoM caiite 000 «WHTep/lab6CepBuc» no
agpecy: https://www.Interlabservice.ru/service/frt/. Wcnonb3yemble B NporpaMmMHOM O6ecneyeHmnm
aNropuTM MHTepnpeTaunm pesynbTaToB 414 uccnefyemMbix 06pasLoB U KpUTEPUM BaSIMAHOCTU Pe3y/bTaTos,
MONYYEHHbLL ANA KOHTPONEN, npeactaBneH BTabnunuax 10 n 11 cooTBETCTBEHHO.
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Tabnuya 9

NHTepnpeTauus pesynbTaToB AN UcciefyeMbix 06pa3L,oB

npu npoeegeHnn nayeaBeHHOro aHanamnsa

Pesynbtar

3HaueHve Ct no kaHanam gna qyopogopos FAM u R6G He
onpeAesnieHo Wiy onpeieneHo Bbille rpaHuyHoro™

3HaueHue Ct no kaHany gnsa nyopodopa R6G He onpegeneHo, a
no KaHanam ans gnyopoctopos FAM 1 Cy5 onpeeneHo He Bbille
rPaHN4YHOro

3HaueHve Ct no kaHany ansa qyopodgopa R6G He onpeseneHo,
no KaHany pgna gnyopogopa FAM onpedeneHo He Bbie
rpaHnyHoro, a no KaHany ana duyopodgiopa Cys He onpegeneHo
WK OnpeieNneHo Bbllle rpaHUYHOro

3HaueHune Ct no kaHany gnsa diyopogopa R6G onpeneneHo He
BbllLe rpaHM4YHOro. 3HadyeHue Ct no kaHanam gas qiyopodopos
FAM 1 Cy5 He yunTbIBaeTcs

WHTepnpetaums

HeBanmaHbIi!
C6oii BKO! TpebyeTtcs NOBTOPUTL aHaU3

HauMHas ¢ 3tana aKCTpakLmm n

PHK SARS-CoV-2 He 06Hapy»eHa

PHK SARS-CoV-2 He 06Hapy»XeHa
JHK yenoBeka Hxe petepeHCHOro 3HaueHus

PHK SARS-CoV-2 o6Hapy»eHa

Tabnumua 10

WHTepnpeTauus pesynbTatoB Ans nccneayembix 06pasLoB

npn nposeaeHMM KOTMYECTBEHHOIO aHa/ln3a

PesynbTar

3HaueHve Ct no kaHanam pna qayopogopos FAM n R6G He
onpeAesieHo UM onpeseneHo BbILWe rpaHNYHoro™

3HaueHue Ct no kaHany gns dnyopodopa R6G He onpegeneHo, a
Mo kaHasniam 415 yopoopos FAM v Cy5 onpefieneHo He Bbille
rpaHN4HOro

3HaueHure Ct no kaHany gns quyopodopa R6G He onpeaeneHo,
no kKaHany pgna gnyopogopa FAM onpegeneHo He Bbille
rpaHnyYHoro, a no KaHany ana quyopodgopa Cy5 He onpefeneHo
W OMpesieneHo Bbllle rpaHUyHoro

PaccumtaHHOe 3HaueHwe KoHueHTpauun PHK no KaHany ans
(hnyopodiopa R6G MeHblle HWKHETO npedena fIMHEAHOro
[Jnana3oHa n3MepeHus Habopa. 3HadeHve Ct no KaHatam ans
(hnyopocthopos FAM 1 Cy5 He yunTbiBaeTCA

PaccumMtaHHoe 3HaueHue KoHUeHTpauun PHK no kaHany ang
thnyopodiopa R6G HaxoauTcs B Npeaenax MHeNHOro AuanasoHa
n3mepeHns Habopa. 3HayeHve Ct no kaHanam An1s guyopoopos
FAM 1 Cy5 He yunTbiBaeTcs

PaccuntaHHoe 3HayeHWe KoHUeHTpauun PHK no kaHany ans
thnyopohopa R6G Bbille BepxHEro npegena JIMHERHOro
[AnanasoHa u3MepeHus Habopa. 3HaveHue Ct no KaHanam ps
thnyopodiopos FAM 1 Cy5 He yunTbiBaeTcs

WHTepnpetauus

HeBanuaHbli!

C6oii BKO1 TpebyeTtcst NOBTOPUTL aHaNM3
HauMHas C atana aKCTpaKumm

PHK SARS-CoV-2 He 06Hapy>keHa

PHK SARS-CoV-2 He 06HapyxeHa
[HK yenoseka Hxe pedepeHCHOro 3HaueHms

/

PHK SARS-CoV-2 o6bHapyeHa B
KOHLUEHTpauun meHee 1x10°konuit/mn

PHK SARS-CoV-2 o6Hapy>keHa B
KOHUEeHTpauum XkHO" konuin/mn

PHK SARS-CoV-2 o6Hapy»eHa B
KOHUeHTpauum 6onee 1x10™ konuit/mn

TpaHnyHble 3Ha4YeHnsa Ct ykasaHbl BO BK/iaAbllle, npuiaraeMomM K Habopy.
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Ta6bnunya 11
KpuTtepun BaIngHOCTU A1 KOHTPOSIbHbIX 06pa3uoB

Pe3y/bTaTbl aMmnMmKaLumy no KaHay ans nyopodopa

KoHTponb
FAM [ R6G 1 Cy5
OKO
o OnpegeneHo 3HaveHue Ct ~NonycTmo 3HaveHue Ct
(oTpruAaTENbHbIN 3HaueHwe Ct oTcyTcTBYeT
KOHTPOMb AKCTPAKLIA) He BblLLIe rpaHNyHOro”™ ) He HWXe rpaHnYHoro

K- (oTpuruaTenbHbIi JonycTumo 3HayeHve C*

KoHTposib OT-TILP) Sriauienme Ct oreyTeTeyer He HUXe rpaHNYHoro'
KISARS-CoV-2 TRIO (KI) He yumnTbIBaETCA OnpepeneHo 3HaveHne Ct i He yunTbIBaeTCA
K2 SARS-CoV-2 TRIO (K2) He yunTbiBaeTcs o”ﬁ:ﬂ:ﬁ:?pi:ﬁf:oﬁi ct He yunTbiBaeTCA

Mokaszarenb apgeKTMBHoCTM (E)

K1 SARS-CoV-2 TRIO(KI)
K2 SARS-CoV-2 TRIO(K2) — NSt KaNMBPaTOPOB YKNabIBAETCA

B AvanasoH 0,8-1,2

8.6. BO3MOXHble OLLIMOKM U peKoMeHZaLMn No X peLueHnto

8.6.1. lna oTpuuatensHOro KOHTponsa akctpakymm (OKO) no kaHanam gns gpnyopoopos R6G u/mnm Cys
onpegeneHo 3HadveHue noporosoro uukna (Ct). BeposdTHa KOHTaMMHauusi nabopatopuy NpoAyKTamu
aMmnanguKaumMm WM KOHTaMUHALMS peareHToB WAM uccnefyemblX 06pasloB Ha KakoM-Mbo atane
uccnenosaHus. Heobxoanmo NpeanpuHATL Mepb! N0 BbIABIEHWNIO U IMKBUAALUN UCTOYHMKA KOHTaMUHALUM
1 NOBTOPUTbL MUCcnefoBaHne Ans Bcex 06pasLoB, HauMHas ¢ atana akcTpakymm PHK.

8.6.2. Ana oTpuuarensHoro koHTponsa OT-MNUP (K-) no kaHanam ana gnyopodopos PAM, R6G n/vnu Cys
onpegeneHo 3HavyeHue noporosoro uukna (Ct). BeposTHa KOHTamuHauusi naboparopuv NpoAyKTamu
aMmnaMpukaLum WnM  KOHTaMMHAaLMA peareHToB, uWcciegyeMblx 06pasuoB Ha Kakom-nubo atane
MuP-nccnenosaHusa. HeobxoAMMO npeanpuvHATb Mepbl MO BbIBAEHUIO W NWKBUAALUWUM  UCTOYHMKA
KOHTaMWHaUMM 1 NOBTOPUTbL UCCNEAOBaHME ANs BCEX 06pa3LoB, HauMHas ¢ aTana amnanukaumm.

8.6.3. Ecniv nokasarens ahekTnBHOCTU E ona kanmbpatopos He yknafbiaeTcs B Aguanas3oH 0,8 - 1,2,
Heo6x0AUMO MNPOBEPUTL NPaBM/bHOCTL 3afaHHbIX KOHLEHTpauuii KanmbpaTopoB B COOTBETCTBUM C
BKNaApbllleM K Habopy peareHToB W MpaBWIbHOCTb BbIGPAHHOIO YPOBHSA MOPOroBOA NnHWW. Ecnm npu
MPaBUIbHO 33[aHHbIX KOHLEHTpauusax KaimbpaTopoB U YPOBHE MOPOroOBOM /IMHUKM  MOKa3aTesb
3h(hEKTUBHOCTM He yKNnafblBaeTca B TpebyeMblii AuanasoH, crefyeT NOBTOPUTb UCCeLoBaHWe, HauMHas ¢
arana OT-MUP.

8.6.4. ina uccnegyemoro obpasua onpefeneHo 3HauyeHue MoporoBoro LMKa, Npu 3aToM Ha rpaguke
thnyopecLeHUMmM OTCYTCTBYET Y4acTOK XapaKTEPHOro 3KCMOHEHLMaNbHOro nogbema (rpaguk npeacrasnser
coboi NpubNN3UTENLHO MNPAMYIO NUHUI0). Heo6xoaMMO NpPOBEpUTb NPaBWILHOCTL BbIGPAHHOIO YPOBHS
MOPOroBOIi MMHNM UM NapamMeTpoB pacyeTa 6a30BON NMHUKU. Ecnn pesynbTaT MosyyeH Npu NpaBuibHOM
YPOBHE NOPOroBOi NUHWUK (6a30BOI NMHKK), TPEBYETCA NMOBTOPHO MPOBECTU aMNAUMKaLMI0 U AeTeKLUo
Ans atoro obpasua.

8.6.5. B cnyyae nonyyveHns HeBanuAHbIX pe3ynbTaToOB TpebyeTcs MOBTOPHOE uccnefoBaHMe o06pasua,
HauMHaa c atana skcTpakuuu PHK. B cnyyae BOCNPOM3BOAMMOIO pesynbTarta pekoMeHayeTcsa MOBTOPHO
NPOBECTU B3ATUE, NpeABapuUTENbHYIO NOATOTOBKY U UCCeAoBaHMe obpasua.

8.7. [narHoctuyeckoe 3HadYeHme MnoJsly4YeHHOro pesysstara

MUP-ncanepoBaHne sBnsieTc OAHUM M3 METOLOB BCECTOPOHHETO 06CNEAO0BaHMS MNauMeHTa, Ha
OCHOBaHMM KOTOPbIX /levalunii Bpay ycTaHaBNMBAEeT AMArHO3 U BbiGMPAeT MeponpusTUS MO NIEYEHWUHO
nauveHta. Pe3ynbTaTbl, MNOMyYEHHble MPW  WUCMOMb30BaHWM Habopa, cneayeT paccMmatpuBaTb WU
MHTEPNPeTNPOoBaTh B COYETAHUM C AaHHBIMU APYTUX KTUHUYECKUX 1 1a6opaTOPHbIX UCCNef0BaHWIA.

ATpaHunyHble 3HayeHua Ct ykasaHbl BO BKNajblle, npunaraeMom K Ha60py.
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9. OYHKUWNOHAJIbHbIE XAPAKTEPNaKN HABOPA

9.1. MMpepnen obHapyxeHna ™M

Mpenen obHapyxeHus Habopa «Amnaulpaiim® SARS-CoV-2 TRIO» 6bln onpefeneH ¢ UCNONb30BaHWEM
npobuT-aHann3a ¢ 95%-0ii JOBEPUTENBHOI BEPOSITHOCTLIO (CM. Tabnmuy 12).

3HauEHNs1 XapaKTepUCTUKMW; yKasaHHble B Tabnuue 12, gocturartcs npu co6/AeHUr npaBu,
yKasaHHbIX B pasaene «lccnefyemsiii Matepuan.

Tabnuua 12
Mpepen o6HapyXeHns Habopa

Mpenen 95%' b [OBEpUTENbHBIV MHTEPBA, KOMMIA/MIT

MuiieHb Bromatepuan ro Probit 95%, y4acToK yyaaok y4acToK

TTLW M RdRp reHa N reHa E reHa

Masku co cnmsucToi 4,13x10"- 4,02x10" - 4,32x10"-

PHKSARS-CoV-2 HOCO-11 POTOF/IOTKM 10" 7.08x10" 6,74x10" 7,30x10"
4,07x10" - 4,16x10"- 3,93x10"-

PHKSARS-CoV-2 Moxpora 510t 6,55x10" 6,05x10" 6,14x10"

9.2. JINHeliHbIi Anana3oH U3MEPEHUS 1 Npeaen N3MepeHnst

[nanas3oH, B KOTOpoM Habop «Amnaulpaim® SAR5-CoV-2 TRIO» gaeT NMHelHbIA OTBET, NPUBEAEH B
Tabnuue 13. Mpegen naMepeHns Habopa ABNSETCH HUXHUM NpeaenoM NMHERHOro AmanasoHa UsMepeHus
Habopa. Yka3aHHble 3HAYEHWS XapaKTepUCTMKU AOCTUraloTcAd Mpu COGMAEHUM NpaBWi, YKa3aHHbIX B
pasgene «Mccnegyemblii matepuans.

Tabnuua 13
JIMHeNHbI Anana3oH n3mMepeHns Habopa
Brionormyecknin marepvan | JINHeHbIA gyana3oH n3MepeHns, Konuin/mn

Ma3Kui CO CM3MCTOI HOCO- 1 POTOI/IOTKM
1x10M-1x10»

Mokpota

9.3. AHasmTn4yeckas cneundonyHOCTb

Habop peareHToB «Amnaulpaim® SARS-CoV-2 TRIO» 06HapyxuBaeT TONbKO (parmeHTbl PHK
KopoHasupyca SARS-CoV-2.

AHanutuueckas cneundmyHocTb Habopa oLeHnBanach TecTuposaHmem HK MMKPOOpPraHnM3MoB 1 BUPYCOB
(cm. Tabnmuy 14) n reHomHoi AHK yenoseka. HK MMKpPOOPraHM3MoB M BUPYCOB B KOHLIEHTPALUN HE MeHee
1x10® konuiA/mMn, wn reHomHyi [AHK u4enoBeka B KOHUeHTpauuu 1 mkr/mn BHOCMAM B 06pasupbl
61ONOrMYEcKoro matepuana, He cogepxatine supyc SARS-CoV-2.

Tabnuua 14
MuKpoopraHn3mMbl 1 BUPYCbl, UCMNOJb3yeMbIe A1 OLEHKN aHa/IMTUYECKOM cneumdmyHOCTA
1 MwuKpoopraH13mMbl 1 BUPYCb

1 Bordetella parapertussis Betacoronavirus 1 0OC43 (ATCC® VR-1558™)

_ Quantitative Synthetic Human coronavirus NL63 RNA
Bordetella pertussis (ATCC® VR-32635D")

Bordetella bronchiseptica Bupyc rpvnna A (HSN1) (wramm A/NIBGR-14)

Mpegen obHapy)keHus - 95%-0e MONOXUTENLHOE MOPOrOBOE 3HAYeHWe KOHLEHTpauuy (KoHueHTpauua KOHK
BbISIB/ISEMbIX BO3OyauTeNeld, Npy KOTOpoii 95% TeCTOB Aat0T NONOXKMTENbHBIA pe3ynbrar).
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MWKPOOpPraHW3Mbl 11 BUPYChI

Haemopbhilus influenza Bupyc rpunna A (H3N2) (wramm A/ToHKoHI/4801/14)
Klebsiella pneumoniae Bupyc rpvnna A (HON1) (wramm A/Knes/3304/84)
Staphylococcus aureus Bupyc rpunna A (H2N2) (wramm A/NeHnHrpan/549/80)

Streptococcus pneumoniae Bupyc rpunna A (H7N9) (wramm A/LLlaHxaii/2/2013)
Legionella pneumophila Bupyc rpunna B (wtamm B/MxykeT/3073/13)
Pseudomonas aeruginosa Bupyc rpvnna B (wramm B/bpucbeH/46/15 (B-15))
Human coronavirus 229E (ATCC® VR-740"Y) 1

npy TectMpoBaHWM 06pasyoB HK BbilenepeyncneHHbIX MUKPOOPraHW3MOB, BUPYCOB W TE€HOMHOL
[HK uenoBeka ¢ NCNoOMb30BaHMEM Habopa NEPEKPECTHLIX PeakLuii BbISBNEHO He BbiNo.

9.4. TloBTOPSAEMOCTb 1 BOCMNPOU3BOAVMOCTb N3MEepeHNs

MoBTOPAEMOCTb M BOCMPOM3BOAUMOCTb W3MEPEHWIA OLeHMBANN MyTEM TECTUPOBAHWUA MOZAESbHbIX
06pasuos, cogepxalmx PHK SARS-CoV-2 B ueTbipex KoHUeHTpaumax {cM. Tabnuuy 15-18).

MogenbHble 06pasubl 6biM NPUTOTOBMEHbI pa3BefEeHMEM CTaHAAPTHbIX 06pasy0B NpeanpusaTus,
cogepxauwmx PHK SARS-CoV-2, Ha TE-6ygepe ¢ poly(A). Kaxpablii o6pasey, npoxogun BCe 3Tanbl
nccnegosaHus (skctpakumo PHK, OT-MLUP 1 geTekunio pesynbrartos).

Tabnuua 15
MoBTOPSEMOCTL N3MEPEHMS Ha npeaesie 06HapyXeHns Habopa
M KoHueHTpauus, CpefHee 3HavyeHVe CraHpapTHoe KoaththmupmeHt
VILLIeHD .wwMmM L OTK/I0HEHVE 6 M
®opma BbInycka 1
yyacTok RdRp reHa
Bupyca SARS-CoV-2 38,63 0,67 173
yyacTok N reHa
Bupyca SARS-CoV-2 5107 38,64 067 L3
yyacTokK E reHa
Bupyca SARS-CoV-2 38,63 067 173
dopma BbInycka 2
yyacTok RdRp reHa
Bupyca SARS-CoV-2 38,62 068 1,76
yyacTok N reHa
Bupyca SARS-CoV-2 10" 38,63 068 L7
yyacTok E reHa
BMpyca SARS-CoV-2 38,62 068 L7
Tabnmua 16
MoBTOPSAEMOCTb U3MepeHNs B Nnpeaenax IMHENHOro AnanasoHa Habopa
KoHUeHTpauus, CpefiHee n3mepeHHoe CraHgaptHEE | Koathdm
MuiLLeHb 3HaueHe! OTK/IOHEHWe ﬁ/' L(mx
dopma Bblinycka 1
3o 3,47 0,09 2,65
yyacTok RARp reHa 3%100 554 0.09 158
Bupyca SARS-CoV-2 S0~ 738 0,08 112
: 3xon 3dzZ- 0,10 2,82
Y4acCTOK | oreHa 0.08 1.40
Bupyca SARS-CoV-2 3aoe 054 ' '
7,37
3x1on 347 0,08 2,35
yuacTok E reHa 30N 5.58 : 0,08 1,52
Bupyca SARS-CoV-2 310" 734 0,09 125
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MUl EHB \ KoHueH”ayns, CpefiHee nsmepeHHoe CraHpap-raoe Koapdpuument

1 WMHImA 3HaueHneNM BMU BA1b |9 W : OTkNOHeHMelK9l + v+ T T W % °
d®opma BbinycKa 2
3x10" 3,42 0,09 i 2,74
yyactok RARp reHa _ 009 153
Bupyca SARS-CoV-2 3x10= 5,58 ' '
3x107 7,47 0,08 1,13
3x10= 3,40 0,10 2,97
ydyacTok N reHa
= 0,10 1,84
Bupyca SARS-CoV-2 310 5,55
3x107 7,43 0,09 1,25
3x10= 3,40 ; 0,09 2,51
ydacTok E reHa _ .
BUpyca SARS-COV-2 3x10= 5,62 ; 0,17 3,00
3X10A 7’45 0’09 ------------------------
Tabnuua 17
Bocnpoun3BoaMoCTb U3MEPEHUS HA Npeaese 0GHapyXeHns1 Habopa
MULLEHS KoHueHTpaLus, CpegHee 3HaveHvne | CralHpaptHoe KoaththmupeHt
Cwww T IMILLIAAVLIMMMIL|INenl 1 OTMOHEeHMEe | M.

®opma Bbinycka 1
yyactok RARp reHa

38,80 0,92 2,37
Bupyca SARS-CoV-2
yyacTok N reHa 5x107 38,78 0,91 2,36
Bupyca SARS-CoV-2
yyacTok E reHa 38,70 0,80 2,06

Bupyca SARS-CoV-2
dopwma BbInycka 2

yyacTtok RdRp reHa

38,78 0,92 2,36
Bupyca SARS-CoV-2
y4actok N rena 5x10= 38,78 : 0,95 244
Bupyca SARS-CoV-2
yuactok E rena 38,71 i 0,80 2.07
Bupyca SARS-CoV-2 ' '
Tabnuua 18
Bocnpon3sBognmocTb namepeHus B npegeniax IMHeMHOro gnanasoHa Habopa
M \ KoHueHTpauus, CpefnHee n3mepeHHoe CraHpapTHoe KoathdmuypeHnt 1
niieHb waKnn  13HayeHue otknoHeHe Wl wewwwrtor% 1
®opma Bbinycka 1
3x10= 3,50 0,09 2,50
yyactok RdRp reHa 3x10= 556 0,09 1,66
Bupyca SARS-CoV-2 '
3x10= 7,39 0,08 1,12
3x10= 3,48 0,09 2,73
yuactok N rexa 3x10= 5,57 0,08 1,49
Bupyca SARS-CoV-2
3x10= 7,39 0,08 1,07
3x10= 3,49 0,08 '2,32
yuactok E rera 3x10= 5,60 0,08- 1,37
Bupyca SARS-CoV-2
3x10= 7,36 0,09 1,28
dopma BbInycka 2
3x10= 3,47 0,11 3,23
yyactok RdRp reHa 3x10= 559 0,08 146
Bupyca SARS-CoV-2
A 3x10= 7,43 0,09 1,25
3x10= 3,45 0,13 3,78
yuactok N rewa 3x10= 5,56 0,10 1,86
Bupyca SARS-CoV-2
3x10= 7,39 0,08 1,13
3x10= 3,46 0,11 3,20
y4acTok E reqa 3x10= 5,62 0,17 2.98
Bupyca SARS-CoV-2
3x10= 7,42 0,10 1,28
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9.5. [paBWILHOCTL U3MEpPEHUA

MpaBnIbLHOCTb M3MEPEHUS C MOMOLLbIO Habopa «Amnanlpaim® SARS-CoV-2 TRIO» 6bina onpeaeneHa

nyTeM TeCTUPOBaAHMWA CTaHAapTHbIX 06pa3yoB npeanpuatma B 120 nosTopax (cm. tabnumyy 19).

Ta6nuuya 19
rlpaBVI}'IbHOCTb n3mepeHnA
Cuctemarnyeckas
MUILLIEHD CpeAHee 3Ha4veHne YcTaHOB/IEHHOE 3HaYeHNe

n3mepeHus, logio KOHLIeHTpaumu, logic logic %

yyacTtok RARp reHa 567 0,02 0,4
Bupyca SARS-CoV-2

yyactok N reHa 568 57 0.02 0.4
Bupyca SARS-CoV-2

yyacTok E reHa 5.69 0,01 0.1

Bupyca SARS-CoV-2

9.6. [OuarHoctunyeckasa cneumdUYHOCTb 1 ANarHOCTUYECKas YyBCTBUTE/IBHOCTb

[ns onpefeneHns AMarHOCTUYECKOW CneumpuUYHOCTM M AMArHOCTUYECKOW YyBCTBUTENILHOCTU Habopa
«Amnaulpainm® SARS-CoV-2 TRIO» 6binn mncnonb3oBaHbl 50 06pasy0B MaskoB CO CAM3UCTOM HOCO- U
poTornoTku v 50 06pa3L,oB MOKPOTHI.

B KauyecTBe Habopa cCpaBHeHWs, C MOMOLLbIO KOTOPOrO YCTaHaB/MMBaNW HaMuMe WAN OTCYTCTBUE
PHK SARS-CoV-2 ncnons3oBasncs Habop peareHToB «AMNAnMCeHc® COVID-19-FL» {PY Ne P3H 2021/14026).

PesynbTaTbl TecTMpoBaHus Habopa «AmnauMpaim® SARS*CoV-2 TRIO» B cpaBHeHMUM € Habopom
cpaBHeHUA npusefeHsl B Tabnuue 20.

Tabnuua 20

Pe3ynbTarbl TeCTMpoBaHWs 06pasLI0B 610/10rMyYeckoro MaTepmasnia ¢ NoMOLLbIO0 Habopa
«Amnnnlpainm® SARS-CoV-2 TRIO»

Wccneayemble 06pasLpl Pe3ynbTatbl TECTUPOBAHUS
T KonnuectBo O6pasLpl Habop cpasHeHis
vn /IMHECTB past} SARS-COV-2TWO AMAANCEHE* COVID-19-FL
Maskn co MoNOXNTENbHbIX 25 25
CNU3UCTOI HOCO- 50 — : ’
N POTOrNOTKU OTpuuaTenbHbIX 25 . 25
MoNOXNTENbHBIX 25 i 25
MokpoTta 50
OTpuuyatenbHbIX 25 25

3HauyeHns OUarHOCTMYECKOW  CneuMpuYHOCTM W  AMArHOCTUYECKON YyBCTBUTENLHOCTM  Habopa
«AMnanlpaim® SARS-CoV-2 TRIO» ¢ AoBepuTeNbHO BEPOSTHOCTbIO 95 %, paccuMTaHHble, UCXOAs U3
MOyYeHHbIX AaHHBIX, MPUBEAEHbLI BTabnnue 21.

Tabnuua 21
[JnarHocLuyeckas [JunarHoctmueckas
Tvin 06pasLioB
W(unpplun&a» WTWwTsawWwb
Ma3skn ce cAM3ncTon HOCO- N POTOTIOTKK 100 % (88,7 - 100) % 100 % (88,7 - 100) %
MokpoTa 100 % (88,7 - 100) % 100% (88,7-100)%
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9.7. OueHKa BMsiHUS UHTepdepupytowmx Bewects n AHK yenoBeka

BnnaHue wnHTEpdepupylowyx Bewects, MOTEHUMAbHO COAepXalmMxcd WM MNPUCYTCTBYIOWNX B
nccresyemom mMarepuane, Ha 3 heKTUBHOCTb oT-rup npu MCNo/b30BaHUM Habopa
«Amnanipaiim® SARS-CoV-2 TRIO» oTcyTaByeT. He BbISIBAEHO MHIMOMPOBaHUE peakuun amnangukauum npu
Job6asnieHMn K obpasuam MasKoB M3 HOCO- M POTOr/IOTKM W 06pasuaM MOKPOTbl Ha 3Tane 3KcTpakuuu
NHTEPdEPUPYIOLLMX BELLECTB, Npefaas/eHHbIX B Tabnuue 22, B MaKCUMaibHO BO3MOXHOW KOHLEHTpaumu s

[JaHHbIX BUAOB BuoMaTepurana.
Tabnuua 22

NHTepdepupytoLLme BeLecTBa, UCMOoMb30BaHHbIE NMPY TECTUPOBaHUN Habopa
«Amnanlpaiim® SARS>CoV-2 TRIO»

Bua 6uomatepmana VHTepthepeHT KoHLeHTpauwst nHTeptepeHTa
remMorno6uH 2,0 mmonb/Mn
MYLWH 2,3 mr/mn
XNoprekcuamnH 0,1%

Masku co CAU3UCTOI HOCO- U
potorioTkn MUPaMUCTUH 0,001 % peiicTBylOW ErO BeElLeCcTBa

KCMNOMeTa30/nH 0,01%

AOHK yenoseka 1,0x10’ konuii/mn

2,0 MMmonb/mMn

remorno6uH
MYLWH 2,3 mr/mn
MokpoTa XNOprekcunamnH 0,1%

MUPaMUCTUH 0,001 % pgeicTBytoWero BewecTea

OHK yenoBseka 1,0x10’ konuit/mn
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HO0.YCNOBUA XPAHEHNA, TPAHCTIOPTUPOBAHWA U NMPUMEHEHA HABOPA

10.1. cpok rogHocTu

CpoK rogHocT1 Habopa cocTaBnseT 12 MecsueB OT AaTbl M3rOTOB/MEHMS. Mocnie BCKPbITUS peareHTbl
1CNoNb30BaTh 0 NCTEYEHMS CPOKa rofHOCTM Habopa. Habop ¢ UCTEKLIMM CPOKOM FOAHOCTM NPUMEHEHWIO He

MOANEXNT.
A

10.2. TpaHcnopTnpoBaHue

Ha6op TpaHcnopTMpOBaTh Npu Temnepatype oT 2 Ao 8 “C BceMu BUAAMU KPbITbIX TPAHCMOPTHbIX CPeACTB
BTEPMOKOHTEHEPaX C XN1a403NeMeHTaM UK B aBTopedpuxepaTopax He 6onee 5 cytok. Ha6op peareHToB
npy NONYYeHUN Pa3yKOMMIEKTOBATb B COOTBETCTBUN C YKa3aHHbIMY TEMMNepaTypaMmn XpaHeHus.

Ha6op, TPaHCMOPTUPOBAHHLIV C HApyLUEHWEM YKa3aHHOrO TEMMNEPaTypHOro pPexnma, NPUMeHeHUo He
NOANEXMT.

10.3. XpaHeHwue

Habop peareHTOB He06x04MMO pasykomniekToBaTb. KoHTponbHble o6pasybl (K1 SARS-CoV-2 TRIO,
K2 SARS-CoV-2 TRIO, BKO R 1 OKO) xpaHuTb npu temneparype ot 2 o 8 X. OcTa/ibHble peareHTbl XpaHuTb
B MOpPO3MW/ILHON Kamepe npu TemnepaType OT -24 Ao -16 “C B TeyeHMe BCEro Cpoka roAHOCTU Habopa.
MUP-cmecb SARS-CoV-2 TRIO xpaHUTb B 3allMLiEHHOM OT cBeTa MecTe. LOonycTMMO pasMopaxuBaTtb K
3amopaxuBaTb peareHTsl He 6onee 3 pa3. HeobxoguMO MUHWMW3MPOBATL BPeMS  HaxOXAeHus
Taq nonvmepasbl U PeBepTasbl R Npyv KOMHATHOW TeMnepaTtype.

PeareHTbl Nocne BCKPbITUS XPaHUTb B TEX XK€ YCNOBUSX, YTO M peareHTbl 40 BCKPbITUS. HEBCKPbITbIE W
BCKPbITble peareHTbl CTabubHbI B TEYEHWE CPOKA FOAHOCTW, YKa3aHHOTO Ha 3TUKETKe, Npu Co6MHAEHUN
yKasaHHbIX YCMOBWIA XpaHeHWsi. PeakUMOHHas CMeCb, NPUrOTOBNEHHAs W3 PEareHToB, XPaHeHMto
He MOAJIEXMUT.

Ha6op, xpaHWBLINICS C HApyLUEHNEM YKa3aHHOTO PeXuMa XpaHeHUs, NPUMEHEHUI0 HE MOANeXNT.

11. TAPAHTUW NMPON3BOONTENA

Mpoun3BoAnTENb rapaHTUPYeT COOTBETABME XapaKTEPUCTMK Habopa TpebGoBaHWSM, YyKa3aHHbIM B
TEXHUYECKOW W 3KCMMyaTalWOHHOW AOKyMEHTauuu, B TeYeHWe YKa3aHHOro Cpoka [OAHOCTU Npu
co6/1I0AeHUM BCEX YCNOBUIA TPAHCMOPTUPOBAHUS, XPaHEHUS U NPUMEHEHUS.

Peknamaupym Ha Ka4yectBO Habopa «Amnnulpaiim® SARS-CoV-2 TRIO» Hanpaensitb B ajpec
npounssogutens OO0 «Hekctbuo»: 111394, r. MockBa, yn. MNMonumepHasn, 8 ctp. 2, Ten. (495) 620-08-73,
e-mail: info@nextbio.ru.

Mpu BLISBAEHUM HEXenaTeslbHbIX peakuuii nNpu MCcnonb3oBaHUM Habopa, (hakToB U OBCTOATE/NLCTB,
CO3JaK0LWMX Yrpo3y XXW3HW W 340POBbI0 TpaXaaH W MeAMUMHCKMX PaboTHMKOB npu obpaweHun u
akcnnyataumm Habopa, pekoMmeHAyeTcs HanpaBuTb COO0OLEeHWe Mo ajpecy, ykasaHHOMY Bbille, U B
YNONHOMOYEHHYI0 TOCYJapCTBEHHYKO perynvpyoulyo opraHusaumio (B Poccuiickoli  ®epepauun -
depepancHas cnyxba no Hagsopy B cepe 34paBOOXpPaHEHUs) B COOTBETCTBUM C [ENCTBYHOLMM
3aKoHo4aTeNlbaBoM.

KoHcynbTaumio no pa6oTe ¢ HA6OPOM, a TaKXe Mo BOMpocaM, KacaloLMMCs KayectBa Habopa, MOXHO
MONYYMTb MO KOHTAKTaM, yKasaHHbIM Ha otuLmMansHOM caiite Mponssogutens: www.nextbio.ru.
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12. CUMBObI, UCNONB3YEMDIE B AOKYMEHTALIUX NPOU3BOAUTENA

REF Homep no karanory

LOT Koa naptm

IVD MeauuuHckoe naaeaue ann
AWArHOCTURM in vitro

CoaepMUMOro AOCTATOMHO ANNA
NPOBEAEHMA N-KOAUMECTBA
TecTos

OfpaTTech K MHCTPYKLMK NO
NPUMEHEHMNIO

OcropoxHo! Obparmurecs K
WHCTPYKLMMN NO NPHMEHEHMIO

P> &
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YTBEPKIAID

HABOP PEAEHTOB A8 BbIABAEHWUA U KONWYECTBEHHOIO ONPEAENEHNA
PHK KOPOHABWPYCA SARS-COV-2 TAYXENOTO OCTPOrO PECNUPATOPHOIO
CUHAPOMA (COVID-19) METOAOM OT-NLP C AETEKLUEWN B PEXXUME
«PEANIbHOIO BPEMEHW» «AMIT/IMNPAYM® SARS-COV-2 TRIO»

NO TY 21.20.23-152-09286667-2022

®opma Bbinycka 1
dopma BbiNycKa 2

KpaTkoe pykoBOACTBO NO NPMMEHeHUIo Bepcnun 22.08.22-1

NvcT yTBepMAEHUA
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r"HekctbO

KpaTKoe pyKOBOACTBO

Mo NPUMEHEHNIO Habopa PeareHToB AN BbIABNEHUSA U
Ko/MyecTBeHHoOro onpefeneHunsa PHK KopoHasupyca
SARS-CoV-2 TS)Kenoro ocTporo pecnupaTtopHoro cCMHApomMa
(COVID-19) meTogom OT-TLIP ¢ geTeKumein B pexume
«peasibHOro BpemMeHn» «AMnaulpaim* SARS-CoV-2 TRIO»
no TY 21.20.23-152-09286667-2022

«AMnaulfpanm® SARS-CoV-2 TRIO»

®dopma Bblinycka 1

REF 2134-41

1000 «HekcTbno», Poccusa, 111394,
r. Mocksa, yn. MonumepHas, 4. 8, ap. 2

ITen. {495) 620-08-73, e-mail: info@ nexthio.ru IVD
COCTAB
PeareHT OnvcaHve 06'\/1";13'\"’ KonnyecTtso
MuP-cmech Mpo3payHas
SARS-CoV-2 TRIO YXUAKOCTb 12 1 npobupka
Mpo3payHas
Bytep C KAIKOCTb 0,65 1 npobupka
Mpo3payHas
Taq nonumepasa KITKOCTb 0,12 1 npobupka
PesepTasa R MpospatiHas 0,03 1 npobupka
XWAKOCTb
KLSARS-COV-2 TRIO 11PO3PAYHAA 45 1 nyoGupka
XWAKOCTb
npo3payHas
K2 SARS-CoV-2 TRIO WITKOCTb 0,12 1 npobupka
BKOR MpospaiHas 12 1 npobupka
XMWAKOCTb
OKO ripospatiHas 12 1 npobupka
XMWAKOCTb
K Mpo3paias 0,2 1 npobupka
XWAKOCTb

Habop peareHTOB paccuuTaH Ha NPOBEfEHVEe UCCNe0BaHNSA
100 06pa3L0B, BKNtOYas KOHTPO/N.

Q000 LWWPMH &) INFO@CIRMLRU @ WWW.GOSZDRAVNADZOR RU

BHNUMAHUE!

Mepes, NCMONb30BaHNEM Habopa peareHToB
HEeo6X0AMMO O3HAaKOMUTLCA C WHCTPYKUMEA No ero
NPUMEHEHNIO. VIHCTPYKUMS pasMeLleHa B 3/1EKTPOHHOM
BUAe Ha ouuManbHoM  calite  [powu3soguTens:
www.nextbio.ru (ona ee nonyyeHus Heobxoaum AocTyn
B MHTEPHET). MNeuaTHast BEPCUA UHCTPYKLMMW AOCTYMHA MO
3anpocy no teneony (495) 620-08-73.

MATEPUAN ONA NCCNELOBAHNA
Ma3sKu CO C/IM3UCTOIN HOCO- U POTOTNIOTKY;
MOKpOTa.

KOMTIJIEKTHOCTb
KomnoHeHT ®dopwmart

Habop peareHToB thopma Bbinycka 1

WVHCTpyKLUMa no
NPUMeHEeHNIo

B 39/1EKTPOHHOM BUWAE MO agpecy:
www.nextbio.ru
B 91EKTPOHHOM BUAe MO aapecy:

MacnopT KavyecTsa -
www.hextbio.ru

Kpatkoe B GYMaXXHOM BUze
PYKOBO/ACTBO

KomnnekT B OyMaXHOM BUAe
BKNapblLLeit

XPAHEHVE

Ycnosusi xpaHeHusa Habopa

KoHTponbHble 06pasubl (KL SARS-CoV-2 TRIO,

K2 SARS-CoV-2 TRIO, BKO R 1 OKO) xpaHuTb npu
Temnepartype oT 2 f0 8 *C. OcTanbHble peareHTbl XpaHUTb
npy Temneparype ot -24 go -16 “C. MNLUP-cmecb
SARS-CoV-2 TRIO XpaHuTb B 3aLLMLLEHHOM OT CBETa MeCTe.
JonycTnmo pasmopaxwusartb U 3aMOPaXKMBaTb peareHTbl
He 6onee 3 pa3. Heo6X0AMMO MUHUMU3NPOBATL BPEMS
HaxoxaeHusa Tag nonumepassbl 1 PesepTasbl R
Mpn KOMHaTHOW TeMneparype.



SKCTPAKUMA PHK N3 NCCNTEAYEMOIO MATEPUATIA

[ns skcTpakuyuy PHK ncnonb3oBarb Habopbl peareHToB, PEKOMEHA0BaHHbIE [MPOM3BOAUTENEM B MHCTPYKUMKU MO
npuMeHeHunto Habopa «Amnaulpaivm* SARS-CoV-2 TRIO». Mopsgok padboTsl ¢ Habopamu Ans aKcTpakuymmn PHK cMoTpute
B UHCTPYKLMW MO UX NPUMEHEHMIO.

O6bEMbI peareHToB U UccnedyeMblix 06pasLoB, UCMOb3yeMble NMpK aKCTpakumMm PHK ¢ NOMOLLbLIO pekoMeHayeMbIX
HabopOB peareHTOB, YKa3aHbl B Tab/MLe HKE.

J[lobaBnsiemblii peareHT/06pasel,

BKOR 10 Mkn B K&XAY0 Npobupky

Wcenepyemble 06pasubl 100 mKn B Npo6UpKM AN1s uccnefyemoix 06pasLos

OKO 100 MKn B Npobupky a1 OKO (oTpmuatesisHOro KOHTPOASA 3KCTPaKLmMK)
PeareHT ana anmounn PHK 100 mkn B KXY NpoGUpKy

AMNNNONKALNA C OETEKUWMEWN B PEXXUME «PEA/TbHOIO BPEMEHW»

BHMAHWE! [ins BHeceHWs B Npo6upKK peareHTos, npo6 PHK 1 KOHTPOMbHbLIX 06pa3LoB 1CNoNb30BaTb OAHOPA30BbIE
HaKOHEYHWKM C (UNbTPaMu.

1. Paccuutatb 06bembl peareHTos, Heobxo4uMble 15 npuroToBneHnA peaKU,VIOHHOVI CMecu, corfiacHo Tabnuue:

KOMNOHEHT peakLUMoHHOI cMecn O6beM, MKN 0O603Ha4YeHus
MLP-cmeck SARS-CoV-2 TRIO 10,0*(N+1)
Bydep C 50%(N+1) N - KonuuecTBo amnIUULMPYEMbIX  06pPasLIoB,
Taqg nonnmepasa 1,0%(N+1) BK/1OYasA KOHTPO/N
PesepTasa R 0,25*(N+1)

BHUMAHWE! Heobxoaymo MWHUMKU3MPOBATbL BPEMSI HaxoXaeHwns Taq nonumepasbl U PeBepTasbl R Npu KOMHATHOM
Temneparype.

BHUMAHME! KoMNOHEHTbI peakLMoHHO CMecu cneayeT CMelwmBaTb HenocpeaaBeHHo nepes nposegeHmnem OT-TLLP.

BHWUMAHME! B cnyyae npuroToBAEHUS peakLMOHHON CMeCK C MOMOLLbIO aBTOMAaTUYECKOW CTaHLMK CeayiTe yKasaHUam
WHCTPYKLMMW MO ee UCNONb30BaHNIO.

2. Pa3amopo3nTb peareHTbl. [epej CMelMBaHWEM peareHTOB MepeMellatb COAEPXKUMOE NPOBMPOK C peareHTamu,
YKa3zaHHbIMY B TabsmLe Bbllle, 0CaAUTbL Kanau Ha BOPTEKCe. n

3. MpuroToBUTb peakLMOHHY0 CMECh B OTAENbHOM NPobUupKe, 06aBMB KOMMNOHEHTLI B 06bEMaX, paccuMTaHHbIX B N. 1.
MepemMeLLaTb CMECb U 0CAAMTbL Karn Ha BOPTEKCE.

4. OTo6parb HeobxoAMMOe KOMMYecTBO NPOBMPOK wanM cTpunos g nposegeHus OT-MUP PHK wuccnegyembix 1
KOHTPO/NbHbLIX 06pa3LoB. Bbibop nNpobupok An1s aMnangukauuy 3aBucUT OT MCNOMbL3YEMOro amnaugukatopa c
CUCTEMOI AETEKLUN B PEXMME «PEASIbHOr0 BPEMEHU».,

5. BHecTM B NOArOTOBMEHHbIE NPOBUPKN PEAKLMOHHYH CMECh M 06pasLibl COrlacHO Tabnuue:

Jlo6aensemblii peareHT/06pasel,

BHecTn no 15 MKn
MpUroToBNEHHON peakLMOHHON cMecK B MPOBGUPKM ANA MccnefyemblX 1 KOHTPO/bHbIX 06pasLoB

BHectn no 10 mkn

BHUMAHWE! N36eratb nonagaHusi copbeHTa B peakLMOHHYI0 CMECh.
Mpobbl  PHK, 3"cTparMpoBaHHO 13
uccnegyemoro obpasua
Mpo6bl, 3KCTparnposaHHoi 13 OKO B Npo6upky ans obpasua OKO (oTpuuatesisHOro KOHTPOSA 3KCTpaKLuum)
K2 SARS-CoV-2 TRIO (npu nposegeHun
KaueCTBEHHOTrO UM KonuuecTBeHHoro B MPOGMPKY Ans obpasua K2
aHanusa)

B NPOBUPKN ANs uccnefyembix 06pasLoB

Bt;, 000 LMPMH (@] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 2

| A -V oS A



1kl SARS-CoV-2 TRIO (npu nposegeHun
fTONbKO KONMYECT BEHHOTO aHanm3a)

PeareHT K- B NPo6upKy ana obpasua K- (otpuuatensHoro koHTpons OT-TLP) .

B NPo6upKy ana obpasua Kl

BHUMAHWE! Mposectn OT-TILP cpa3y nocne BHeceHus PMK-npo6 1 KOHTPOEl B peakLUUOHHYH CMECh.
BHUMAHME! Hencnonb3oBaHHbIE OCTATKU PeakLMOHHON CMECK XpaHEHWIO He NoAiexar.

6. Mpn pyyHOM aHa/IM3e 3anporpaMMMpPOBaTh aMMINGUKATOP C CUCTEMON AETEKLUN B PEXUME «PeasbHOrO BPEMEH»
COTNAcHO UHCTPYKLWAM N0 €70 MPUMEHEHIO A BbINOMHEHUS CReAyHoLLEein NporpaMmbi:

EfMHas nporpamma amnangukauum 1 getekumm gayopecueHTHOro curHana

JeTtekuusa no kaHanam ans | Konuuectso
Lnkn Temnepartypa, Bpemsa (hnyopotopos | LKNOB
1 50 15 MuH : 1
95 15 MuH - 1
3 95 toc ' 45
60 20c FAM, R6GS Cy5

MpuMmeyaHne - PeKoMeHZyeMble napameTpbl A4/ MPOrpaMMUpPOBaHMs amnInGMKaTOPOB yKasaHbl BO BKIafblLLe,
npuiaraeMom K Habopy.

BHMAHWE! Mpn mcnonb3oBaHWM nporpaMMHoro obecriedeHnsi FRT Manager nporpammumpoBaHve amnandukatopa
yCTaHaB/IMBAETCA aBTOMATNYECKN.

7. Tepep NOCTaHOBKOV B aMNM(KKATOP NIAHLLIETHOMO TUMa 0CaAuUThb Karnam Co CTEHOK NPOGMPOK Ha BOPTEKCE.

8. YCTaHOBWTbL NPOBUPKM UM CTPUMbI B AYEiKM peakLMOHHOTo Moayns npubopa.

9. 3anycTuTb BbIMOSHEHWE NPOrpamMMbl aMMINGMKALMK C AeTeKUMEN (yOPECLLEHTHOTO CUrHaNa COrNacHO MHCTPYKLMK
Mo NPUMEHEHWIO UCMO/b3YEMOr0 aMnMGMKaTopa.

AHANNS, BbIYNCNEHWUE N NMHTEPMPETALINA PE3Y/IbTATOB

BHVMAHWE! Mpu py4yHOM aHanuse 06paboTKy AaHHbIX ((yOPECLEHTHbIX KPUBbIX), MOMYYEeHHbIX B MPOrpaMMHOM
obecrneyeHnn npubopa, ucnonbyemoro Ans nposefdeHns OT-MLUP ¢ geTekumeli B peXume «peasbHOro BPEMEHU,
NPOBOAUTL COMMACHO MHCTPYKLMK MO ero NPUMEHEHNI0. PeKoMeHyemble napaMeTpbl Ans 06paboTkM AaHHbIX YKa3aHbl
BO BK/aAblLLe, npuiaraeMom K Habopy.

AHasin3, BbIUUC/IEHNE U MHTEPMPETALMI0 Pe3y/TbTaTOB MOXHO MPOBOAUTL: ,

‘ B KQUECTBEHHOM W KONMYECTBEHHOM (hopmaTe B aBTOMATUYECKOM PEXMME C MCMO/Ib30BaHWEM MPOrpaMMHOro
obecneyeHns FRT Manager (OO0 «MHTep/labCepsuc», Poccus) cornacHo pyKoBOACTBY MO/b30BaTe s, BblopaB METOAMKY,
yKasaHHyl0 BO BKMafbllle, npunaraemMom K Habopy. PyKOBOACTBO MOMb30BaTeNsi pasMeLLeHO Ha ofuumaibHOM calite
000 «WHTep/abCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

' B KAYECTBEHHOM (hopmaTe B PyYHOM PEXuME C MOMOLLbLI NPOrpamMMHOro obecneveHnst npubopa, Ncnob3yemoro
ansa nposegeHus OT-MUP ¢ fgeTekumein B pexxume «peasibHoro BpEMEHWU», COMMacHO MHCTPYKLMK MO €ro NPUMEHEHMIO U
WHCTPYKLUUY K Habopy.

1[etekuyna curiana gna nyopoopa R6G ocyuecTBNAeTca No kaHany feTekuun Ana aHanornynblx pnyopogopos HEX, JOE, Yellow, VIC.
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KGO

KOMNaHuu

KpaTKoe p30COBO/ICTBO

Mo NPUMEHEHNI0 Habopa PeareHTOoB AN151 BbISIBNEHNS U
KONM4ecTBeHHoro onpeaeneHna PHK kopoHasumpyca
SARS-CoV-2 TAXKEeN0ro 0CTPoro pecnmpaTopHoro CUHApomMa
(COVID-19) meTogom OT-TLIP ¢ geTekumein B pexunme
«peasbHoro BpemeHmn» «Amnamlpaim* SARS-CoV-2 TRIO»
no TY 21.20.23-152-09286667-2022

«AMnaunfpanm® SARS-CoV-2 TRIO»

dopma BblIrycka 2

REF P2134-42

000 «Hekctbuo», Poccus, 111394,
r. Mocksa, yn. MonumepHasn, 4. 8, ctp. 2 1VD
Ten. (495) 620-08-73, e-mail: info@ nextbio.ru

COCTAB
PeareHT OnucaHue KonnyecTso
Mpo3payHas 100 npo6upoxk
MuP-cmece M;IéﬂKKaOHC;:é i 0,01 (éznﬂop;mn OOBKH:
SARS-CoV-2 TRIO P vo poBAP
nog napagut 1 cTpun no
6enoro yseta 4 npo6upku)”
104 wTykn
Kpblwkn K
6 (13 cTpunos no
MUKponpo6upkam 8 Kpbl W eK)
Mpo3payHas
1 npo6upka
Bydep D KMAKOCTb 1,2 npo6upk
Taq nonumepasa Mpospasas 0,12 1 npobupka
KULKOCTb
Mpo3payHasn
PesepTasa R po3p 0,03 1npobupka
XUAKOCTb
K1 SARS-Cov-2 TRI0 |'PO3PatHas 0,12 1npo6upka
XUAKOCTb
K2 SARS-CoV-2 TRIO  1PO3Pa4HAA 0,12 1 npo6upka
XUAKOCTb
BKOR fpospaunas 1,2 1npo6bupka
XUAKOCTb
OKO fpospadnas 1,2 1npo6upka
XUAKOCTb
K- (bpo3padras 0.2 1npobupka
XUAKOCTb

Ha6op peareHToB paccyntaH Ha MNpoOBefeHWe WUCCNeAOBaHMA
100 06pa3yoB, BKAOYAA KOHTPON.

ATpo6upkn c rony6biM napatMHOM He UCNONb3YIOTCA.
& 000 LIUPMU @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

LCPLIN L. VV.omL

BHUMAHWE!

Mepen  Mcnonb3oBaHUEM Habopa  peareHTOB
HeobX0AVMO O03HaKOMMWTLCH C WHCTPYKUMel no ero
NpUMeHEHUNI0. VIHCTpYKLUSA pasMeLLeHa B 3IEKTPOHHOM
BUOe Ha oduumasbHOM caiite  [pousBoguTens:
www.nextblo.ru (g5 ee nosnyvyeHns Heobxoaum JOCTYN
B UHTEpHeT). lNeyaTHas Bepcus WHCTPYKUMKW OOCTYMHA
Mo 3anpocy no TesieoHy (495) 620-08-73.

MATEPWAN ANd NCCNELOBAHUA
Ma3sKm CO C/IM3UCTOIN HOCO- N POTOF/IOTKY;
MOKpOTa.

KOMTIIIEKTHOCTb
KomnoHeHT 1 ®opmar

Ha6op peareHToB thopma Bbinycka 2

NHcTpykuma no B 3/IEKTPOHHOM BUfAe No ajpecy:
NpUMEHeHN0 , www.nextbio.ru

B 9/1€KTPOHHOM BUZE MO agpecy:

MacnopT kayecTBa A
www.nexthio.ru

KpaTtkoe

B GymMaxHoM Buae
PyKOBOACTBO
Komnnekt BGYMaxXHpPM Buge
BKNaAbl LW e
XPAHEHWE

YCnoBYis XpaHeH1st Habopa

KoHTponbHbie o6pa3sybl (K1 SARS-CoV-2 TRIO,

K2 SARS-CoV-2 TRIO, BKO Ru OKO) xpaHuTb npu TemnepaType
0T 2 40 8 °C. OcTanbHble peareHTbl XpaHuTb NMpu Temnepartype
0T7-24 o0 -16 °C. MUP-cmecs SARS-CoV-2 TRIO xpaHuTh B
3aly Ml eHHOM OT cBeTa MecTe. JonyCTUMO pasmopaxusatb 1
3amopaxuBaTb peareHTbl He 6onee 3 pa3. Heob6xogumo
MWUHUMWU3NPOBATb BPEMS HaXxoXgeHua Taqg nonumepassbl 1
PeBepTasbl RNpu KOMHaTHOW TemnepaType.



skKaPAKuna PHK U3 nccnegyemoro maTtepuana

[ns skctpakyuyn PHK ucnonb3oBaTb Habopbl peareHToB, peKOMEHAO0BaHHbIE MPOM3BOAUTENEM B MHCTPYKUMK MO
npYMeHeHN0 Habopa «Amnaulpaiim* SARS-CoV-2 TRIO». Mopsaok paboTkl ¢ Habopamu Ans akcTpakummn PHK cmotpute
B MHCTPYKLUW NO X NPUMEHEHMIO.

O6bEMbI peareHToB U uUccnefyeMblx 06pasLoB, UCMoNb3yeMble Npu aKCTpakumMm PHK ¢ NOMOLLbLI0 pekoMeHayeMbIX
HabOpOB peareHToB, yKasaHbl B Tab/IMLE HIKE.

[lo6aBnsiemblli peareHT / obpasel

BKOR 10 mKn B K&XAYI0 NPOBUPKY

Wccnenyemble 06pasLbl 100 mKn B MPOGUPKN Ans uccnegyembix 06pasuos

OKO 100 mKn B Npobumpky a1 OKO (oTprLaTenbHOro KOHTPOSIS SKCTPaKLMK)
PeareHT ana anmoummn PHK 100 mKn B KaXKZyt0 Npobupky

AMNNNOUNKALUMA C AETEKUWMEWN B PEXXUME «PEA/TIbHOTO BPEMEHW»

BHMMAHME! [ina BHeceHWs B Npobupku peareHTos, Npob PHK 1 KOHTPONbHLIX 06pa3LoB MCNob30BaTb O4HOPA30Bble
HaKOHEYHWKN C PUIbTPaMU.

1. Paccuutatb 06bEMbI peareHToB, He06X0ANMbIE A1 MPUrOTOB/IEHNSI PEAKLIMOHHON CMECH, COTMTAacHO Tab/mue:

KOMMOHEHT peakuMoHHOi cmecn  O6BbEM, MK 1 0603HaveHuns
Bycep D 10,0%(N+1
yepep (N+1) N - KOAM4ecTBO aMnamMpuumMpyembix o06pasuoB, BKtovas
Taqg nonmmepasa 1,0%(N+1)
KOHTPO/N
Peseprasa R 0,25*(N+1)

BHUMAHWE! Heo6xoayMo MUHMMU3MPOBATb BpeMs HaxoxAeHusi Taq nonvmMepasbl 1 PeBepTasbl R npyv KOMHaTHOM
Temneparype.

BHUMAHWE! KOMNOHEHTbI peakLuyOoHHO CMecK cnefyeT CMeLLnBaTb HENOCPeACTBEHHO nepea, nposeaeHnem OT-MLP.
BHUMAHWE! Hencnonb3oBaHHbIe OCTATKN pPeakLMOHHOM CMeCU XPaHEHUIO He NoA/iexar.

2. Pa3mopo3nTb peareHTbl. lepef CMeLIMBaHMEM peareHToB MepemellaTb CoAepXrMoe npobupok ¢ 6ydepom D,
Taq nonvMmepasoii 1 PeBepTasoli R, ocaamTb Kanam Ha BopTeKce.

3. MpuUrotoBUTL peakLMOHHYK CMeCh B OTAeNbHOM Npobupke, [06aBUB KOMMOHEHTbI B 06beMax, paccymTaHHbIX B M. 1
MepemeLlaTtb CMeCh 1 0CafiMThb Kanay Ha BOPTEKCE.

4. OTobpaTtb He0bX0AMMOE KONMYECTBO CTPUMOBaHHbLIX NPobupok ¢ MLUP-cmecbio SARSM-CoV-2 TRIO gns nposefeHus
OT-MNUP PHK mnccnegyemMbix U KOHTPOSIbHLIX 06pa3LoB.

5. Y6eauTtbes, 4TO NapagmH NOMHOCTLI0 NOKPbLIBAET PacTBOP Ha AHe Npo6UPOK. B NpoTMBHOM cnyyae, He UCcnosb30BaTb
[JaHHble NpobupKu.

6. BHecTn B NOAroTOBNEHHbIE NPOBUPKM peaKLMOHHYH CMeCh 1 06pasLibl COriacHo Tabnuue:

JlobaBnsiemsblit peareHT/obpasel,

BHectn no 10 mkn

B Npo6upku ¢ MNLP-cmecbio SARS-CoV-2 TRIO Ha NoBEpXHOCTb NapafuHa
MpUroToBNEHHOI PeaKLMOHHON cMecu BHVMAHWE! PeakunoHHaa cMecb He [0/KHa NpOoBa/MBaTLCA MOf

napaguH.
BHecTn no 10 mKn

BHUMAHWE! A36eratb nonagaHus copbeHTa B peakLMOHHYH CMECh.

Mpobbl PHK, akcTparMpoBaHHON 13
nccnenyemoro obpasua
Mpo6bl, 3KCTparnpoBaHHOW 13 OKO B NPo6upKy ans o6pasua OKO (oTpuLaTensHOro KOHTPOSISA SKCTPaKLmm)

K2 SARS-CoV-2 TRIO (npu nposegeHuwu
KaueCTBEHHOTO UM KonudecTBeHHoro B MPOGUPKY AN obpasua K2
aHanusa)

B NPOBUPKN A5t 1ccnefyeMblx 06Pa3LIoB

& 000 LiPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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h SARS-CoV-2 TRIO (npu nposegeHuu
1TONLHO KONMYECT BEHHOTO aHanmaa)

/PeareHT K- B NPO6MpKy ana o6pasua K- (otpuuarensHoro koHTpons OT-MUP) e

B Npo6upKy ans obpasuya K1

BHUMAHME! Mposectn OT*TILIP cpa3y nocne BHeceHMsi PHK-Npo6 1 KOHTPO/IEH B peaKLUOHHYH CMECh.

7. TMpy py4yHOM aHaM3e 3anporpammMmpoBaTb aMmnaNGUKaTOp ¢ CUCTEMON AETEKLMN B PEXMME «PeaslbHOro BPEMEHU»
COrNacHO MHCTPYKLMM MO €r0 NPUMEHEHWIO A/151 BbINOHEHWS CNefytoLLell NporpaMmbl:

A
EavHas nporpaMmma amnavmkauumn n getekumm ghayopecLeHTHOro curHana
T o Bpens [JeTtekuns no kaHanam ans Konunyecteo |
Lok emneparypa, P thnyopodopos LMKNOB 1
1 50 15 MuH - 1
2 95 15 MyH - 1
10) .
3 95 c 45
60 20c FAM, R6G" Cy5

MpumMeyaHne e PekomeHayemble NapameTpbl A1 NPOrpamMMUPOBaHKS amMnIMGUKATOPOB YKasaHbl BO BKIapllle,
npunaraeMom K Habopy.

BHUMAHME! Mpun ncnonb3oBaHuy nporpammHoro obecrieyeHusi FRT Manager nporpamMmmupoBaHue amnavgukaropa
yCTaHaB/IMBaETCA aBTOMATUYECKN.

8. Mepep NOCTAHOBKOI B aMMN/IM(MKATOP M/AHLLETHOTO TMMa OCaAUTh Karnin CO CTEHOK NPOBUPOK Ha BOPTEKCE.
9. YcTaHOBWTb CTPUMbI B SUEVKM peakLyoHHOro Moayns npruéopa.

10. 3anycTuTb BbINO/IHEHWE NPOrPaMMbl aMMIMPUKALMK C AETEKLMEN (hyOPECLIEHTHOTO CUTHaa COrNacHO MHCTPYKLMK
Mo NPUMEHEHUIO VCMO/b3YEMOr0 aMNMAMKaTopa.

AHANNS, BBIMNCNEHWE N MHTEPMPETALWA PE3Y/IbTATOB

BHWMAHME! Mpn pyyHOM aHann3e o06paboTKy AaHHbIX ((PTyOPECUEHTHBLIX KPWBLIX), MOJMlyYEHHbLIX B MPOrpaMMHOM
obecneyeHnn npubopa, mcnonb3yemoro gns nposegeHus OT-MLUP ¢ getekumeilt B peXxunme «peasibHOro BPEMEH,

MPOBOAUTL COTNIACHO MHCTPYKLMW MO €10 MPUMEHEHMI0. PEKOMEHYEMbIE NapameTpbl /11 06paboTKM AaHHbIX YKa3aHbl
BO BK/IafplLLe, MpunaraeMom K Habopy.

AHann3, BblYMC/IEHNE Y MHTEPNPETALMIO PE3YNbTATOB MOXKHO MPOBOAUT:

- B KQYECTBEHHOM U KO/IMYECTBEHHOM lopmare B aBTOMATUYECKOM PEeXMME C UCMO/b30BaHMEM MPOrpamMmHOro
obecneyeHus FRT Manager (OO0 «MHTep/labCepBuc», Poccus) cornacHo pyKoBOACTBY NO/b30BaTENS, BbIOpaB MeTOAMKY,
yKa3zaHHyl0 BO BK/Iajpllle, npunaraeMoM K Habopy. PykOBOACTBO MO/b30BaTENA pPa3MELLEHO Ha O(ULMaILHOM calite
000 «MHTep/labCepsuc» Mo agpecy: https://www.interlabservjce.ru/service/frt/;

- B KQ4eCTBEHHOM (hopmate B py4HOM peXMME C MOMOLLBH NPOrpaMMHOro obecneyeHus npubopa, UCnosb3yemoro
ansa nposegeHus OT-MUP ¢ aeTtekuueid B pexxnme «peasibHoro BpeMeHm», COrnacHo MHCTPYKLUMK N0 ero NPYMEHEHUIO U
VHCTPYKLMKU K Habopy.

ADleTekuna curHana gna nyopocopa R6G ocywectBnaeTca no kaHany getekunu ana aHanoruyuelx pnyopocopos HEX, JOE, Yellow, VIC.
& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Mpo”~MepoBaHO, CKPEN/IEHO ¥ MPOLINTO
nucT (a/oB)

eHepanbHbIi gupekTop ObLiecTBa €
aHWYEHHO OTBETCTBEHHOCTbHIO
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