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FEHEPANbHBI 19 pEKN

NHTMdUKa ~ Habopbl ANA MONEKYNAPHDBIX UCCNeA0BaHWUMi DN W rimse 3\ 5y
VU « KOMIAHNUY ATk o3RS

MHCTPYKIIMS 10 IIPUMEHEHMIO
MEJMLIMHCKOT' O U3AEIUA JJII JUATHOCTUKMU in vitro
HABOPA PEATEHTOB JUISI BBISIBJIEHVS PHK KOPOHABVPYCA
SARS-CoV-2 METOJIOM OT-IILIP C ®JIYOPECLIEHTHOM JIETEKIIVMEN B
PEXUME PEAJIBHOI'O BPEMEHU
«Aurudpuka SARS-CoV-2»,

—

cepuu E001, E002
Untudpuxa SARS-ColV-2 dopma 1 xat. Ne 470-01
Untupuxa SARS-CoV-2 ®opma 2 kat. Ne 470-02
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KOMHS  BEPE, i
«Muruduxa SARS-CoV-2» FEHEPATIb U [ >E< Q A
1.HA3HAYEHUE HABOPA SO0 epuana i oA o |
1.1. Habop «MuTuduka SARS-CoV-2» Hpez(Ha3Haqu ;{nﬁ Ka‘{eCTBeHHOI‘O BBISIBJICHUS
PHK xoponasupyca SARS-CoV-2 meronoM oOpaTHOH TpaHCKpHnuHI/,I U TOJIUMEPA3ZHOU

uernHo# peakmum (OT-TITLP) ¢ rubpuau3anuoHHO- -(ITyOpeCLeHTHON JeTeKInel B pexume
peaTbHOTO BpeMeHH B IIperapaTax HykieMHOBBIX KucioT (HK), momyueHHbIX U3 KIMHAYECKUX

B-1.2020-07

00pasIoB Ma3KoB HOCOIJIOTKY W/HJIA POTOTJIOTKHU, IPOMBIBHBIX BOJ OPOHXOB, IOIyYEHHBIX
pu GuOpoOpoHXOCcKOIMHY (OPOHX0ATHBEOIIPHBIN JIAaBAX).

1.2. [ToxazaHus K IPUMEHEHUIO.

Ha6op pearentos «utndurka SARS-CoV-2» MOXeET OBITh UCIIOIB30BaH B KIMHUYECKON
1abopaToOpHON JUArHOCTHKE Ui BBIABIEHUS KopoHaBupyca SARS-CoV-2 — Bo3Oymutens
HOBOM kopoHaBupycHOM wuH(ekmmun COVID-19, noTeHnManbHO BBI3BIBAIOLIEH OCTPEIM
pecriupaTopHblii cuHApoM. Ompenenenue kopoHasupyca SARS-ColV-2 mokaszaHo s
AL, KOHTaKTHpoBaBIIMX ¢ 3aboneBmmmMu COVID-19, a Taxxke JUI C KIMHUYECKOU
“ivnromatukoir  OPBUM ¢ momospenmem  Ha uHQeknmioo COVID-19 u  sung
6e3 cumnromoB OPBU B ouarax wHGeKIMY ¢ UeNbl0 paHHero BesBIeHUS SARS-CoV-2 nns
IPEIOTBPALICHIS JaTbHEHIIIEro pacIpoCTpaHeHNs NHPEKITHH.

[Tonmy4yeHHBIE Pe3yIbTAThl JODKHBI HCIIONB30BATECS B COUETaHUM C JAHHBIMU aHaMHe3a
U KIMHMYecKoro obOcienoBanusa. OTpHIaTeNbHBIE PE3yJbTAThl HE HCKIIOYAIOT HaJIMYUS
nHQUIpoBaHus kopoHaBupycoM SARS-CoV-2 m He NOJKHEI MCIIOIB30BAThCS B KAaueCTBE
eIMHCTBEHHOM OCHOBBI JUIsl IPUHSATHS PEIICHUS O HEOOXOIUMOCTH JIEYECHH.

1.3. OyHKIMOHATHHOE Ha3HAYEHHUE: HAOOp MpeJHa3HaUeH IS BBISBIECHUS BO30YIUTENS
xoponasupycHoit napexuurn COVID-19 B o6pa3uax 6nomaTeprala JejIoBeka.

1.4. OGnacTh IPUMEHEHUS - KIMHUYecKas JJabopaTopHas JUarHoCTHKa in Vitro.

1.5. Ha6op npensasHadeH s o0ciIen0BaHus BCeX IPYIII HaceIeHus JI000ro Bo3pacra
0e3 rpagamnuy o AeMorpapuieckoMy HWIN HOIMyISIMOHHOMY IIPU3HAKY.

-~ 1.6. IlporuBomokaszaHusi K mpuMeHeHH0. Habop He HMeeT IPOTUBOIOKA3aHUA K
IPUMEHEHUIO.

1.7. MHccrnemoBaHUs IPOBOJAT B  KIMHUKO-AMATHOCTUYECKUX  J1a0OpaTOpHsX,
MICTIIONB3YIOIIMX METO/Bl aMIUTM(MUKAIME HYKJISHHOBBIX KHCIIOT, OOJACTHBIX, TOPOJACKHX,
PafOHHBIX FOCYIaPCTBEHHBIX WM YaCTHBIX OONBHUIEAX U aApyrux JIIIY.

HaGop npenHasHaveH TOJIBKO ISt IPOGheCCHOHAIBHOI0 IPUMEHEHS.

HccnenoBaHus € MCIONL30BAaHHEM JaHHOrO Habopa peareHTOB MOIYT BBIITOJHATH
CIICLIMAIIIICTEI He MOJIOXKe 18 JIET ¢ BBICIIMM ¥ CPEIHUM MEIUIUHCKIM, OMOIOrMYECKIM UITH
MHBIM oOpasoBanueM: Bpad KJIJI, Bpau-Gakreprosnor, GHoJIor, MeIUIMHCKA] J1abopaTopHbIA
TEeXHUK, MEAULMHCKUN TexHoor. [lepcoHaln, MpoBOASIIUMI UCCIIENOBAHMS C UCIIOJIB30BAHAEM
JaHHOTO Habopa pEeareHToB, JOJDKEH BIIAJeTh HABLIKAMU IIPOBEACHUS MOJIEKYJIIPHO-
GHOIOTMYECKIX UCCIENOBAHMIA ¥ pabOTEl HA COOTBETCTBYIOIIEM 000py IOBAHMUH.

1.8. HaGop npegHazHaueH Ui OJHOKPATHOI'O IIPUMEHEHMS.
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2. XAPAKTEPUCTUKA U3JAEJIUSI
Wucrpykius pazpaborana B coorBeTcTBud ¢ TY 21.20. 23 533 98539446 2020

2.1. CocTaB Habopa

B xoMIIJIEKT TOCTaBKY BXOJIST: HA0Op peareHTOB, MHCTPYKLUA 110 IIPUMEHEHUIO, MacIIOpT
1 BKJIaJIBIIIL.

HaGop BeImyckaeTcst B ABYX BapUaHTax UCIIOIHEHHUS:

Bapuant ucnonsenus «@opma 1» cocTout u3 Habopa peareHTOB, IIpeIHA3HAYEHHOIO
mist BeisBieHus PHK SARS-CoV-2 meromom OT-IILP B pexume peanbHOro BpeMEHH
«Mutudpuka SARS-CoV-2».

Bapuant wucnomuenuss «®opma 2» COCTOMT M3 KOMIUIEKTOB  DEareHTOB,
npeaHasHaueHHbIX s Beiaenenus HK u3 knuaudeckux o6pasnoB U BelsgBieHus PHK SARS-

CoV-2 meronom OT-IILIP B pexumMe pealbHOr0 BpEMEHHU.

p—

Bapuant Cocras dacoBka
UCTIOJTHEHUS
dopwma 1 Hab6op pearenTtos juist OT-ITI1P 1 .
1. TIIIP-cmecs-SC2 1 mpoGupxka (1020 mxi) mm 100
otaensHbx [TIP-mpobupok (o 10 mxir)
2. ®epments (Taq + RT) 1 mpo6upka (510 mxr)
3. TIKO — monoxuTensHbId 1 mpobGupka (rodumzar)
KOHTPOJIbHBIN 00paser
4. Bopna 6e3 HyKIeas 1 mpobupka (150 MKiI)
dopwma 2 HaGop pearentoB juisg OT-III[P 1 .
1. TIIIP-cmecs-SC2 1 mpo6upxka (1020 mxur) i 100
oraensHbIX TTLP-po6upox (mo 10 mMxi1)
2. ®epments! (Taq + RT) 1 mpobupka (510 mxi1)
3. TIKO — moyoXuTenpHbIN 1 mpobupka (Jimopmuzar)
KOHTPOJILHEIN 00pazer
L 4, Bopa 6e3 HykII€eas3 1 mpobupka (150 mKuT)
Kommmiext s Beyienenus PHK 1 .
1. JIusupyromuit Oydep 1 ¢axon (30 mur)
2. Ocanurens HK 1 dmaxon (40 M)
3. PacTBOp It OTMBIBKU 2 ¢uraxona (o 50 mur)
4, Bybep s pactBopenus HK 1 ¢uraxon (10 M)
5. OKO - oTpunarenbHbIA 1 mpoGupka (1,5 mi)
KOHTPOJIBHBIN 00pazert

Bce pearentsl 3a mckimodennem ITKO B cocraBe Habopa TOTOBBI K NPUMEHEHHIO.
JInodummsuposanssiit ITKO mepes mepBBIM UCIIONE30BaHIEM HEOOX0MMO BOCCTAHOBHTE (CM.
m. 7.1.1).

HaGop paccuumran Ha mposeneHue anammsa 100 oOpasios, BKIIOYas KOHTPOJIH.
[Tonoxwurensubrii konTpons TP (K+), Bxonsumit B cocraB Habopa kak IIKO (mpenapar,
COZlepIKAILEil CHHTE3UPOBAHHbIE BhIABIseMble mocaenoBarensaocty PHK Bupyca) ciyxut
Ul TOATBEPXKJEHHS HOPMAJIBHOTO IPOXOXKIEHHs dTanmoB peBeptuposanust u IIIP.
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OTpunaTensHEIE  KOHTPOJBHBIR  0Opaser (K) L—””OT(@)"
cnenmduueckoit HK, cmyxur s HCKIIOYEHHA ndﬁiyquH;{ ,'»‘no;mgononommenwmx
pe3ynIbTaToB B IIpoliecce UccieqoBaHus). JlaHHBIE KOHTPOJIT I’IOJIIXHM{}’GEITB BKJIIOYEHB! B
KXl DKCIIEPUMEHT. W 2

Boxa 6e3 HykiIea3 — KOMIIOHEHT, HeoOXotuMbI# 11 BoccTaHOBiIeHus 11K O.

B cocraB peakIMOHHOW CMeCH BXOAST OJMTOHYKICOTHIBI A OJHOBPEMEHHOM
amruinukanuu u gerexkury ydactkoB PHK-resoma kopoHaBupyca M ydacTKa MaTpUYHOM
PHK (MPHK) omHOro ¥3 TreHOB «IOMAIIHEr0 XO3SHCTBa» 4YENIOBEKA, HCIIOJIB3YEMOIO B
Ka4eCTBE SHIOTEHHOTO BHyTpeHHero KoHTpos (BK).

[TpuMeHeHME SHAOTEHHOIO0 KOHTPOJSI aMIUTUGUKAUWKA CTAOMIBHO JKCIIPECCUPYEMOI0
rena MPHK uejoBeka m03BOJISET OLIEHUTH BIUSHUE CISAYIONIX (aKTOPOB HA JOCTOBEPHOCTD
pe3yJapTaTa I KaXJI0ro UcciieyeMoro oopasua:

- IPaBWILHOCTE cOopa Onomarepuana;

- Bo3moxkHas perpaganus PHK B Ouomarepuane;

- notepu PHK npu Beienenuy;

- 3G HEKTUBHOCTD IPOXOXKIEHISI 00PATHOMN TPAHCKPUIIINY U aMILTA(DUKALIHH.

Bo BKJIa bIIIIe K HaG0Opy yKa3aHk! rpanudnble 3Hadenus Cq' mis mpo6 PHK u konTpoIei
(CqORF1, CQORFS8, CgN, CqlIK u CqBK?), uTo m03B0JIsieT KOHTPOIUPOBATH (P HEKTUBHOCTE
ITIIP anamu3a, HaumHas ¢ orama 3Kkcrpakurd PHK. JlomycTumble 3HA4Y€HMsS ITOPOTOBBIX
mukinoB: 1t CqORFI, CQORF8 n CgN < 45, nnsa CqllK n CgBK < 35. Tounsle 3HaYCHUSL
OIIPEIENAIOT B XOJ€ aTTeCTali Ceprd Habopa ¥ yKas3bIBalOT BO BKJIAJBINE K HAOOpY IS
BaJIMIMPOBAHHBIX aMILTA(HUKATOPOB.

2.2. [Tpuaunn meroga

[punnwn geiictBus Habopa peareHToB «MHTHOHKA-SARS-CoV-2» 0CHOBAaH Ha METOAE
mynsTamuiekcHoi [P B pexume peanbHOr0 BpeMEHHU ¢ peakiyeli 0OpaTHON TPaHCKPUIILUA

15 BBISIBIIEHUS crielUdUIHBIX YuacTKoB-MueHeit PHK-renoma koporasupyca SARS-CoV-2.
Bce peakiyu mpoBOAATCS B OAHON IIPOOGHpPKE.

Ha mepBoM osrame Ha MaTpuue BbimeienHoid PHK obpasuma depment obparHas
tpanckpunTasa (RT) napaGareiBaet Gpparments! kJIHK, koTopsle OyXyT CIIy)KUTh MaTpULIEH
IJIs TOCIENYIOed peakiuy aminudukanuy ¥ gerekuuu. Ha BTOpoM sTame B mpouecce
aMIIMUKAIME ¢ WCIIOJNb30BaHMEM MHUIICHb-CIIENU(QUUHBIX MPaiMEpPoOB  IIPOUCXOJHUT
HaxoIuIeHne (parmentos JIHK muuieHeld, ¢ KOTOPHIMHU, B CBOIO OY€pPENb, TUOPUAU3YIOTCS
MUIIEeHb-CIeIMpUIHbIE  (IIyOPECIIEHTHO-MEUEHHBIE OIMIOHYKICOTUIHBIE 30HIBL. B xoxe
PeaKIiy IPOKCXO/IUT PACIIEIUIEHHE 30HI0B C BRICBOGOXKIeHHEM (Biryopodopa, huKcupyeMoe
prOOPOM KaK BO3pacTaHUe MHTEHCUBHOCTH (IIyOPECIIEHTHOI'O CUTHAJIA B PEXKUME PEaIbHOTO

1 Cq - ob1mee 0603HAYEHNE XAPAKTEPUCTIHIECKON TOUKM KpUBO# (yopecieHmy (coorBetctByer Ct, Cp).
2 ['pannyHble 3HaUeHus it Cq npu aMIun@HUKanug 3-X y9aCTKOB CyOTreHOMHBIX PHK: ORFlab, ORF8 n
N, a taxoxe ITKO u sanorennoro BK, coorBeTcTBeHHO.
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« K OMNAHU9E
BpeMeHHU. [locie 3aBepieHus peakiuu l’IpOI/ICXOILI/IT aHaJI

UX xapaxkTepuctuiaeckux Touek Cq, Ha OCHOBaHUU KOTOpI:IX I/IHTepIIpeTHpYIOTCX pe3yNbTATEHI.

PHK-MuIeHb, BHIOpaHHAsS B KauyecTBE BHYTPEHHErO KOHTPONA, SBIAETCS yYaCTKOM
reHOMa 4YejIoBeKa U JOJDKHA BCerja MPUCYTCTBOBATh B 00paslie B JOCTATOUHOM KOJMYECTBE,
SKBHUBAJICHTHOM KOJIMYECTBY KJIETOK B Mas3ke. TakuMm o0pa3oM, SHAOTEHHBIA BHYTPEHHUN
KOHTPOJIb TTO3BOJIAET HE TOJIBKO KOHTpoJmpoBarh 3tambl [IIP-uccnenoBanus (3KCTpakuuro
PHK, npoBeieHue 3TAIIOB PeBEPTUPOBAHMUS ¥ aMILTU(DUKAIIVHN ), HO ¥ OLICHUBATE aJeKBATHOCTD
B3ATUS Marepualla M €ro XpaHeHus. B ciydasx, €ciad Ma30K B3AT HEIPaBUIBHO
(HeOCTATOYHOE KOJNMYECTBO DIMTEIMAIBHBIX KIIETOK), curHan amiudukanuu BK Oyzper
3aHIDKEHHBIM.

Kommiext mns Bemenenus PHK ucmonesyercs mist sxerpakiuu PHK 13 xnHrYeckux
00pasIoB METOOM CIIMPTOBOrO ocaxaeHus. Ha mepBoit crauu npu TepMudeckoit o6paboTke
IIPOUCXOUT paspylleHne MeMOpaH KJIETOK M OpraHelll, BBIXOJ CBOOOJHBIX HYKJIEHHOBBIX
“Mcnor B pactBop. Ha srame mpenumuranuy Bce cojepKaliuecs B o0pasiie HyKJICHHOBBIE
KUCJIOTHI IIEPEXOIAT B 0CAJ0K, B TO BpeMs KaK APyrue KOMIIOHEHTHI KIMHUYECKOT0 MaTeprasa
OCTalOTCS B PacTBOpe M yHAJISIOTCs acnupanued. Ha crenyromeil craguu ocalok IBaK/bl
OTMEBIBAIOT OT OCTATKOB PEAreHTOB, UCIIOJIB30BAHHBIX Ha IIPEABIAYIINEM 3Talle, U OT APYruX
npumeceil. Ha 3axmroumtensHo#t craguum HK pacTBOpSIOT M HaJOCALOYHYIO JKHUIKOCTE,
conepxkarryro ounmeHHyo PHK, ucnons3yror ms [ILIP-uccinenosanusi.

3. AHAJIMTHNYECKHUE 1 IUATHOCTUYECKHNE XAPAKTEPUCTHUKHN HABOPA

3.1. AHasuTu4ecKasi YyBCTBUTEJIbHOCTD
AHauTHYeCKas YyBCTBUTENBHOCTH IpH BhlAeneHMM PHK 13 Ma3koB M3 HOCOTTIOTKH

UW/WIA POTOIVIOTKM, INPOMBIBHBIX BOJ OpOHXOB, IMONYYEHHBIX INpHU (HUOPOOPOHXOCKOIMU
(6poHXO0aNLEBeONApHEIH naBax), cocraBuger 103173 % /mn SARS-CoV-2 B mpormenmeit
o6padotky (Beienenne PHK) mpoGe?,

™ 3.2. AHanuTHYecKasi cnenupuIHOCTD

OmnpenenseTcss Kak CIIOCOOHOCTh TeCTa OOHAPYXUBATh TOJIBKO AHAIUT B IIPUCYTCTBUU
naTepdepupyromux HK B uccnegyemom marepuaie.

ITOCKOJIBKY HEJb3s UCKIFOYNTH BOSHUKHOBEHMS HOBBIX MyTallii B F€HOME KOPOHABUPYCa
SARS-CoV-2, 1u1sl HOBBIIIEHUS HANEHKHOCTH JUATHOCTUKY B KAUECTBE MUIIICHEe BBIOPaHbI TPU
y4acTKa TeHOMa, crieluudubIx 1i1s koponaBupyca SARS-CoV-2: B rene ORF'lab (xopupyer
lab monumnporenH, ygactByromuii B c6opke PHK-3aBucumoit PHK-nmonumepaser), B rene N
(xomupyet Genok dochorporenH Hykieokancuna) u B reie ORF8 (KomupyeT akiecCOpHBIH
0eJoK).

Cnoco6Hocts Habopa cneruduueckn ompenensts PHK SARS-CoV-2 B mpucyTcTBHU
PHK HmKenepeurcIeHHBIX MUKPOOPTaHM3MOB IOCTUTHYTa ITyTeM Mojabopa HpaimMepoB 1

3 I'D — cyMMapHOE KOJTHUECTBO IeHeTHYECKOro MaTepuaja B 1 KieTke.

4 3gaueHMe ONPE/IeTIeHO TPU HCIIONB30BAHMM KOMIUIeKTa peareHToB Juis Beinenenus HK, Bxoxsdmero B cocTas
na6opa «Antuduka-SARS-CoV-2», a Tawke HaGopos st sxctpakimu HK, pexomeryemeix OO0 «Kommnanus Ankop
Buo».
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30HIOB K BhIcoKocmemubuansM  pparmertaM | PHK /SURS-COV-2, /édato  mckimrouaet

MIEPEKPECTHBIE peaKkuud C OJIU3KOPOACTBEHHBIMU MHKﬁprraI{mﬁ&aMH U JpyTuMH
MHOEKIMOHHBIMEI BO30Y IUTEIIMI. Sl

AHajuTHdeckas CHenupuIHOCTs Habopa MOATBEpXKAE€Ha METOJAOM BBIPaBHUBAaHHS
II0CTIEI0OBATENBHOCTEH IIENIEBBIX CIIEIU(PUICSCKAX YIACTKOB C FEHOMaMH YelI0BeKa, JOMAllHUX
)KMBOTHBIX, 4 TaKXe OJIM3KOPOJCTBEHHBIX W JpPYruX BO30yIuTeNned pecrnupaTOpHBIX
UH(EKIUH, COCTaBIAIOLUIMX MHUKPO(MIOPY POTOBOM IOJIOCTH, HOCOIVIOTKH U HIDKHHMX
IBIXaTEIbHBIX IIyTEH YEI0BEKa.

HaGop oOecmeunBaeT OTCYTCTBHE HECHEIM(PUUSCKUX PEaKUUH NpU TECTHPOBAHUU
obpasoB HK yenoBeka, a Takxe CIeIyrOUIMX MUKPOOPTaHu3MoB: Human coronavirus 229E,
Human coronavirus OC43, Human coronavirus HKUI, Human coronavirus NL63, SARS-
coronavirus, MERS-coronavirus, Adenovirus (e.g. Cl Ad. 71), Human Metapneumovirus
(hMPYV), Parainfluenza virus1-4, Influenza virus A & B, Enterovirus (e.g. EV68), Respiratory
“meytial virus, Rhinovirus, Chlamydia pneumoniae, Haemophilus influenzae, Legionella
prneumophila, Mycobacterium tuberculosis, Streptococcus pneumoniae, Streptococcus
pyogenes, Bordetella pertussis, Mycoplasma pneumoniae, Pneumocystis jirovecii (PJP),
Candida albicans, Pseudomonas aeruginosa, Staphylococcus epidermidis, Staphylococcus
salivarius.

3.3. luarnocTu4ecKue XapaKTepuCTHKH

B xone knuHnyeckux uensitanuit Habopa pearentos s BeisaBinenus PHK koponasupyca
SARS-CoV-2 meromom OT-IILIP ¢ ¢iayopecleHTHOM [eTeKUueld B pPEXUME DPEeaJbHOro
Bpemenn «uTrduka SARS-CoV-2», cepuu EQ001, E002 65110 poBeneHo uccnenosanue 130
00pa3loB KJIMHIYECKOI0 MaTepualla, BKIIoJas:

20 — Ma3KOB U3 POTOTIOTKH

20 — Ma3K0B 13 HOCOITIOTKHU
- 40 — Ma3K0B U3 HOCOITIOTKM ¥ POTOTTIOTKA

50 — 06pa31oB OpoHxoansBeoNsspHOro naBaxa (bAJI)

Hwxusss TpaHdIla WHTepBaNa, B KOTOPOM HAaXOAWTCS «UCTUHHOE» 3HAYCHUE
IMAarHOCTUYECKOM UyBCTBUTENHFHOCTH C JOBEPHUTENFHOM BepoSTHOCTBIO 95 % cocraBmia
95,5 % (cymmapno, s npenaparoB HK 13 BcexX MCClIeIOBaHHBIX KIMHMYECKUX 00pasIloB).
HiDKHSAS MpaHuIia HHTEpBaia, B KOTOPOM HaXOAUTCS ACTUHHOEY 3HAUECHME AUArHOCTHYCCKON
cnerupuaHoCcTH — 95,5 %.

[ToxazaTenu [OUArHOCTHYECKUX XapaKTEPUCTUK UL PAa3sHBIX BHJOB KIMHHYCCKUX
00pasIoB COOTBETCTBYIOT 3HAYCHUSM, IIPUBEECHHBIM B TaOJIHLIE.
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K IEmYecKuit lIHarHOCTHQécKégi" “Mpany" /JIarHocTIyecKas
MaTepHa Hccnenyemas HK IYBCTBUTEIBHOCTD, (- « /CIEMUPUIHOCTH
(c moBEpUTENBHOM (c IOBEpUTENBHOM
BEPOSITHOCTBIO 95 %) BEPOSITHOCTBIO 95 %)
Masku 13 pOTOTJIOTKH U
92,8 — 9 - 9
HOCOTIIOTKIA PHK SARS- ,8—100% ¥,8—100%
BpoHXoanbBeoNspHEbILit CoV-2
S 88,7 — 100 % 88,7 — 100%

4. MEPBI ITPEJOCTOPO’KHOCTHU 1 PEKOMEHJAIINA

4.1. IToTenuumanbHelil puck npuMenenus Habopa — 3 (cormacHo Ilpukasy MunucTepcTBa
3npaBooxpaneHus PO Nedn or 06.06.2012 1.).

Koponasupyc SARS-CoV-2 otHocutes ko II rpymnmne naToreHHOCTH.

4.2, JlabopaTopuu, BBIIOIHSIONME UccienoBanus 1o BeiaBieHUI0 PHK xoponasupyca

“*ARS-CoV-2 00s13anbI 0OecrieunBaTh 6€30I1aCHOCTD PabOThI B COOTBETCTBUY C TPEOOBaHUSIMHU
3aKOHOZATENIECTBA B Cepe CaHUTAPHO-IIHUIEMUOIOTHYECKOT0 0IaronoIydusl.

Crnenyer paccMaTpuBaTh aHAIM3UpPyeMble OOpa3lbl KaK WH(QEKIMOHHO-ONACHBIE U
obecrieunBaTh yCIOBUS JUIs 0€30I1aCHOr0 XpaHeHUs U paboTHL.

4.3. Pabora n0OmKHA MPOBOAUTHCS B JIaOOpPATOPUM, BBINOJIHSIOMEH MOJIEKYIIIPHO-
ouonorwmueckue (ITL[P) uccnemoBanusa KIMHIYECKOrO MaTepraia Ha Halu4ue Bo30yAUTeeH
MH(EKIMOHHBIX O0JIE3HEH, ¢ COOTIOIEeHUEeM CaHuTapHO-3uAeMudeckux mpasui CIT1.3.2322-
08 «besomacHocTs paboTsl ¢ Mukpooprauusmamu 111 - IV rpynm matoreHHOCTH (OIIaCHOCTH) U
BO30YIUTEIAMM IIapasUTapHBIX OoJie3Hei» u Meroanmdeckux ykazaHuih MY 1.3.2569-09
«Oprauu3zanus paboThl 1a00paTOPHiA, UCIIONB3YIOLIIX METOIbI aMILIA(UKAIUI HYKIIEMHOBEIX
KHCJIOT, INpu padoTe ¢ MaTepualioM,
IaTOT€HHOCTUY.

cozepxamuM Mukpoopranusmsl I-IV - rpynm
~ 4.4, TTpu pabore ¢ Habopom cieayer cobmonars ['OCT P 52905-2007 «Jlaboparopun
MenuuuHCcKue. TpeGoBaHus 0€30MacHOCTIY.

4.5. Bce paboThl JOKHB! BBIIOJIHATHCS TOJNBKO € HCIIOIB30BAHMEM OJHOPA30BBIX
HAKOHEYHUKOB C adpO30JIbHBIM 0apbepoM JUIsl IIOTyaBTOMAaTUYECKUX MUIETOK. Jnd Kaxaoro
obpasua PHK (B ToMm "nciie KOHTpOJIeit) UCII0JIb30BaTh OTAEIbHBIA HAKOHEYHHUK.

4.6. Kaxmplii sTam aHanu3a JO/DKEH IIPOBOAUTHCS B OTHENBHBIX PA0OYMX 30HAaX.
Brinenenne PHK cienyer mpoBoauth B Ookcax Omosnorudeckoit 6esomacuoctu II-I1I kmacca ¢
BKJIFOYEHHBIM JIAMUHAPHBIM IIOTOKOM.

4.7. TocTtanosky ITLP ¢ ucrons30BaHreM HaOOpa peareHToB clielyeT IpoBoauTh B I1L[P-
6okce. Bcé nmaGopaTopHOe 000pYIOBaHUE, B TOM YHCIE NHUIETKH, IITATUBEI, JabopaTopHas
mocyja 4 Ap., a Takke pabodyme pacTBOPHl MOIDKHBI OBITH CTPOro CTAlMOHAPHBIMU.
3anpernaercs UX INePeMEIICHUE U3 OAHOI0 IIOMELIEHHS B IPYTroe.

4.8. IIpu pabore ¢ IIKO crenyer coOmonaTe 0co0yl0 OCTOPOKHOCTB, TaK Kak €ro
pa3OpBI3TUBAaHUE  MOXKET CIeACTBHE, K

IIPpUBECTH K KOHTaMHWHaIlH U, KakK

JIOJKHOIIOJIOXKHUTCIIBHBIM PE3YJIbTAaTaAM.
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4.9. IIpu yianeHuu 0TXO0B HE JOIyCKaTh OTKpLIBaHh T

«ntugpuxa SARS-CoV-2»

UX pa3OphI3rBaHus, TaK KaK 9TO MOXKET IMPUBECTH K KOHTaMHHaHI/II/I\,pa()'O*II/IX MIOBEPXHOCTEN
1 000pynOBaHUS. O

4.10. Ileper HayanoMm pabOTHI 03HAKOMBTECH C [OJIB30BATENECKIMHY WHCTPYKIUSIMU Ha
BCE MCIIONB3yeMoe 00OpyNoBaHME U KOMIUIEKTHI peareHTOB. J[JIs IOIydeHUs HaleKHBIX
PEe3yNBTaTOB HEOOXOAMMO CTPOroe COOIIOACHIE NHCTPYKIIHUHL.

4.11. Bce moBepxHOCTH B 1aOopaTopuu (paOodue CTOIbI, IITATUBEL, 000pyIOBaHKE U JIP.)
©KEIHEBHO  HEOOXOAMMO  IOABEprarb  BIAXKHOM  y0Opke ¢  IPHMCHCHHEM
IE3UH(PUIIPYIOLUINX/MOIOIIKX CPEACTB, PEriIaMeHTHPOBAHHBIX CaHUTapHBIMU paBuiamu CIT
1.3.2322-08.

4.12. HaGop peareHTOB C UCTEKIIMM CPOKOM TOJHOCTH, HapyIICHUEM YCIOBUN
TPaHCIIOPTUPOBAHUSA M XpaHEHUs, IPU HECOOTBETCTBUM BHEIIHEr0 BHJ@ PEarcHTOB,
YKa3aHHOI'O B IIaclopTe K Habopy, MpU HApYIICHUM BHYTPEHHEW yIaKOBKA KOMIIOHEHTOB
“"160pa MPUMEHEHHUIO HE TIOJJIEKNUT.

4.13. HaGoprl, B KOTOPBIX OOHapy)XeHa KOHTAaMHUHAIWS PEareHTOB, JOJDKHBI OBITH
yTUIM3UPOBAHBI Kak OMOIOrMUeCKU MaTepual.

4.14. Bce ncnionb30BaHHbIE OTHOPA30BhIE MaTepUalIbl, OCTATKU 00pa3lioB Oromarepuana,
o0pasyromuecss B KIMHHUKO-AMArHOCTHYECKUX J1abOpaTOpUsx, OTHOCATCS K Kimaccy b
(oIIMOEMUYECKH  OIAacHBIE OTXOABI) MW  JOJDKHBI OBITH  ITOJBEPrHYTHI  00paboTke
AEe3UH(QUIUPYIOLUIMMY CPEJICTBAMH C IIOCHIeAyIomel yruusanueit B coorsercTBur ¢ CanlTuH
2.1.7.2790-10  «CaHUTapHO-3IIUAEMHIOJIOTUYECKIEe TpeOoBaHUA K  OOpamieHuro ¢
MEIULMHCKAMU oTXomamu» U MVY-287-113 «Metoauyeckue yka3aHUS 10 Je3UH(EKIUH,
[IPEACTEPUIN3ALNOHHON OUYHCTKE U CTEPUIIN3ALMY U3IeITUN MEJUIIMHCKOTO HA3HAYCHU.

4.15. Bce XOMIOHEHTBl Habopa, B HCIOJB3YEMBIX KOHLIEHTpalMsX, SBISIOTCS
HETOKCMYHBIMU. [Ipu UCIONB30BaHMM IO HA3HAYCHWIO U COONIIOJEHUU  Mep
~EI0CTOPOKHOCTH OE30IACHBI.

4.16. Baumanmne! B cocras IIIIP-cmecn-SC2, ®epmenToB (Taq+RT) u OKO Bxonur
azun Hatpus B KoHIeHTpamusax 0,02 - 0,05 %. [Ipu nonaganuy KOMIIOHEHTOB ¢ HUM Ha KOXY
CMBITh OOJIBIIMM KOJHMYECTBOM BOABI ¢ MbUIOM. Ilpy momajgaHuu B ria3a NPOMBITH Ijasa
Bozoil. [Ipy momaganuy B XKEyAOK IPOIOIOCKATh POT BOJAOM. I10IyduTh KOHCYJNBTALMIO Y
Bpaya.

4.17. Baumanue! Jlusupyromuii Oydep COLEPKUT XaOTPOIHBIE AreHTHl B BEICOKHX
KoHIeHTpauusx. [Ipu pabore ¢ HaGopoM HEOOXOAMMO UCIIOIB30BaTh OJHOPA30BBIE IIEPUATKH.

4.18. Buumanue! IIpu paGore ¢ IErKOBOCILIAMEHSIOIUMUCS XuakocTsaMu (Ocaanresib
HK u PacTBop /151 OTMBIBKH ) HEOOXOAUMO COOIIIONATE ITpaBUiIa MOKAPHOH 0€30IaCHOCTH.

5. HEOBXOJINMOE OBOPYAOBAHUE U MATEPUAJIbBI
e TILIP Ooxkc;
® IIPOrpaMMUPYEMBIH aMIUTUPUKATOP C CUCTEMON NeTEKIUH (QIyOpeCIeHTHOIO CUrHaa

B peXUMe peallbHOro BpeMenu, umeromuit kanansl FAM, ROX, HEX, Cy5;
8
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e leuTpudyra misg npodupok 0,2 u 1,5 M c MOIIYJICM ﬁobﬁéftéa co' CKOpOCTLIO BpalleHUs
2400 00/MuH; \ \&-empany" /)

® IIMIETKH IIOJIyaBTOMATHYECKUE OJHOKAHAIBHEIE CO CM‘GHH;I.:IJM»I/i‘J}I;'éKOHe‘-IHI/IKaMI/I &
U3MEHSEMBIM 00beMoM oTOOpa xuakocreii: ot 0,5 no 10 Mk, or 10 mo 100 Mk, ot 100 xo

1000 mxt;
® HAKOHEYHMKM K IIMIETKaM II0J[yaBTOMAaTUYECKHMM C a3pO30JBHBEIM Oapbepom,
cepruduuuposannsle Ha oTcyrerBue JJHKa3, PHKa3 u qpyrux uaru6uropos ITLP;

«utuduka SARS-CoV-2» B 1.2020-07

® INTATUBEI JIs1 MUKpONpoOupok oosemoM 0,2 u 1,5 mi;
® XOJOJWIBHUK, IOAEPKUBAIOIIMNA Temnepatypy +2...+8 °C;
® OTJENLHBIE XaJaT, IIAno4ka, o0yBb U OJHOPA30BHIE MepuaTKd (pa3pelieHHBIe K
IPYMEHEHHUIO Ha Tepputopuu PO) mo MV 1.3.2569-09;
e EMKOCTh C AE3UH(UIMPYIOIIMM PacTBOPOM JUIsl cOpoca HAKOHEUHUKOB, MMPOOUPOK U
JPYTHUX PACXOAHBIX MaTEPHAIIOB.
B cinywae ucnons3oBanus Habopa BapuaHTa ucnonHeHUs «Dopma 2» JOMOIHUTEIEHO
HOTPeOYIOTCS:
e JaMHHaApHBIN O0KC (Kinacc Gmonornueckoit 6ezonacuocty Il tum A);
® TEPMOCTaT TBEPJAOTENBHBIM st mpoOupox  1,5-2 M, TOAIEPKUBAIOIIMN
teMiepatypy ao +100 °C;
® MUKpPOLEHTpUdyTa A IpoOHPOK THIa « AMIEHAOP(» CO CKOPOCTHIO BPAIICHUSI JI0
13 TBIC. 06/MUH.

6. IOAI'OTOBKA OBPA3IA JJIs1 UCCIEAOBAHMUS

MarepuanoMm Ui HUCCIENOBAHWS SBISIOTCS IIperapaTsl HYKJICHHOBBIX KHCIOT,
IIOJlyYE€HHblE U3 KIMHUYECKUX O00pa3lloB Ma3KOB M3 HOCOIJIOTKM W/WJIM POTOTVIOTKHY,
IIPOMBIBHBIX BOJ[ OPOHXOB, IOJYYEHHBIX NMPU GUOPOOPOHXOCKOMUU (OPOHXO0ATHBEOIAPHBIN
TMBaX).

6.1. BasiTue, TpaHCIOPTHPOBKA U XpaHeHHe KJIHHUYECKUX 00pa3noB

BssTre, TpaHCIOPTHUPOBKY U XpaHEHUEe HCCIeAyeMoro Ouomareprana HEOOXOAUMO
ocywmecTBISATh corimacHo MY  1.3. 2569-09 «Opranuzamuss paboTel Jaboparopwuii,
VICITIOJIB3YIOLIUX METOAB!I aMIUTU(UKAINN HYKICHHOBBIX KHCIOT IpU paboTe ¢ MaTepraioM,
COZIepaKAIIMM MUKpPoOpraHu3Mel [-1V rpym maroreHHOCTU» M BpeMEeHHBIMU METOAUYECKUMU
pekomenyanusamu  «lIpodunakTuka, AMAarHOCTHKAa W JIEUEHHE HOBOW KOPOHABUPYCHOMN
nadpexkuu  (2019-nCoV)», yTBepkaeHHBIMU [ JIaBHBIM TOCYJapCTBEHHBIM  BpadoM
Poccuiickoit ®enepanuu 21.012020.

XpaHeHUe U TPAHCIIOPTUPOBKY 00pa3lioB HEOOXOIMMO OCYILECTBIATh C IIPUMEHEHUEM
TPAHCIIOPTHOH Cpenbl, 3aperucTpupoBaHHOi B P®, npenHasHauyeHHOM I XpaHEHUS U
TPaHCIIOPTUPOBKY PECIIUPATOPHBIX MA3KOB C LIENBIO IIPOBEIEHUSA MOJIEKYIIPHO-T€HETUIECKIX
uccienosanuil. TpancnopTHele cpensl, pekomermoBanasle OO0 «Komnanus Anxop buox,
IpeaocTaBieHs! Ha caite http://forper.ru/info/.
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TpaHCHOpTI/IpOBKy KIIMHAYCCKOI'O Mare
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puana é’ﬁﬁéﬂHMo x_:“‘(;)\‘C».yIIIeCTBJIS{TIp B
CIIELIMAIbHBIX TEPMOKOHTEHHEpaX ¢ OXJIaXKAAIOIIUMU SHGM‘eﬁ;fraMﬁii/I.'J;II/I«jﬁ’l‘S':"{?E/épMOCG CO JIBZIOM
npu Temmeparype +2...+8 °C. lorepoyst 7

Knuaunueckue oOpasnbl, MOMENIEHHBIE B TPAHCIOPTHYIO CpeNy B IUIOTHO 3aKpBITOU
IpoOUpPKE MOXKHO TPAHCIIOPTUPOBATH U XPAHUTb:

- ipu Temreparype +2... +8 °C 10 5 cyTok;

- s Oonee uuTensHOro xpaneHus (no 1 roma) mpu temmeparype -18...-22 °C u Hmke
00pa3Lbl KENTATEIHHO aTMKBOTHPOBATEh HOpImsaMu 1o 0,1-0,2 M B OTAEIbHBIE IITaCTUKOBBIE
npobupku obvemom 1,5 M. Ilpw anamuse Ha Hammuume umHbexknumonnoit PHK momyctmmo
TOJIBKO OQHOKPATHOE 3aMOpaXKHUBaHUe 00pasIia.

6.1.1. BasiTHe KIMHUYECKOT0 MaTepUaJia

B 3aBucHMOCTH OT BHJ@ KIMHUYECKOTO MaTepualia JeHCTBOBATh COMVIACHO IIyHKTaM
6.1.1.1. mym 6.1.1.2.

p—

6.1.1.1. Ma3kn >5nUTEeTHATBHBIX KJIETOK CO CJIM3MCTBIX 000J109€K POTOIJIOTKH,
HOCOIJIOTKH

Ma3ku u3 pomoznomku OepyT CyXWMH CTEPWJIBHBIMH 30HAaMHU-TaMIIOHAMU
BpalllaTeIbHBIMU ABMKCHUSIME C TTOBEPXHOCTA MUHAAINH, HEOHBIX JYXKEK U 3aJHEU CTECHKU
POTOITIOTKY, aKKypaTHO INpIoKUMas S3BIK manueHTta mmateneM. [locie 3abopa marepuana
pabodyro 4acTh 30H/a C TAMIIOHOM ITIOMECTHUTH B IPOOUPKY C TPAHCIIOPTHON CPeAoi, OTIIOMUTh
ero B 00J1aCTH HaceuKH (€CJIv UMEeTCs ), OCTaBUTh B IpolOupke. B ciydae OTCYyTCTBUS HaCEUKY,
IIOTPY3UTh PabOUyI0 YacTh 30HJ@ B CPely, M IIPIDKaB €e K BHYTPEHHEH CTeHKe MpoOupKwy,
Bpamath 30HA S5-10 ¢, mocie 4yero 30HA HEOOXOOUMO YIAIUTh, IPEIBAPUTEIHEHO OTXKAaB
U30BITOK XUAKOCTHA O CTEHKH ITPOOUPKH, a TPOOUPKY TUIOTHO 3aKPHITh.

Buaunmanme! Henpsst ucrons3oBaTh 30H/6I HA AEPEBSIHHON OCHOBE.

Bunmanue! Henb3s xacatbes 30HI0M S3bIKa!
~  B3amue ma3koeé u3z HOCO2NI0MKU TIPOU3BOASAT CYXUMHU CTEPUWIBHBIMU 30HIAMU-
TaMITOHAM¥. 30H]I BBOJAT JIETKUM JBH)KEHHMEM IT0 HapyKHOH CTeHKe Hoca Ha IiTyOuHy 2-3 cM
710 HYDKHEH paKkOBHHEI. 3aTeM 30H]] CJIeTKa OIyCKAaroT KHU3Y, BBOIAT B HIDKHUN HOCOBOU X0
IO/ HIDKHIOIO HOCOBYIO PAaKOBHHY, M YJIAJSIOT BIOJIb HAPY>XHOW CTEHKH IIOJIOCTH HOCA,
IPOU3BOAS BpallaTelbHbIe NBIKeHUs. [locime 3abopa marepuana pabodyl0 4acTb 30HAA C
TaMIIOHOM ITOMECTUTh B IPOOHPKY C TpaHCIOPTHOM cpenoil. KoHer 30HIa OTIOMUTH C
pacyéroMm, YTOOBI OH IIO3BOJIMJI IUIOTHO 3aKpPBITh KpBIIKY mpobupku. I[Ipobupky c
TPaHCIIOPTHOM Cpeoi 1 pabouell YacThI0 30H/1a 3aKPEITh.

Ipumeuanue: Ecnu nonocme Hoca 3aNONHEHA  CIU3bIO, Neped  npoyeodypoi
PEeKOMeHOYemcs Npo8ecmu 8blICMAPKUBAHUE.

Buumanue! Ilpu moMmerneHun B HPOOUPKY HENb3s oOpe3aTh pabodyro 4acTh 30HZA
HOXXHUIIAMU.
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Baumanue! PexoMmenayercs COBMeIﬁ‘é{Eﬁi‘f‘i\‘z}i{éﬂﬁﬁjfﬁdﬁﬁéﬁ’i‘m HOCA "I)II;;f)"’O.TOI‘JIOTKI/I B OJTHOU
npobupke. Jist 3T0ro padoure KOHIE 30H0B Tocie 3a60pa MasKoB Eyyj.na;mema IIOMEIIIAIOTCS
B OJIHY IIPOOUPKY C TPAHCIIOPTHOM CPeIoif U UCCIeIYIOTCS KaK OaUH oGpaserr.

6.1.2.2. BponxoanbBeoasipuslii JaBax (BAJI)

COop OHONOrMYEeCKOro marepuwanga Ui HCCICJOBAaHUS CIIEAyeT IIPOBOAUTH JO
Ha3HAYEHHUS aHTUOMOTHKOB.

B3ste marepuana METOAOM IONYyYEHHBIX (UOPOOPOHXOCKOMUU OCYILIECTBISETCS B
0JTHOPA30BbIE, IJIOTHO 3aBUHYMBAIOIIKECS TPoOupKkK 00beMoM S0 Mil. BpoHX0aIbBEOIIPHBINA
JaBaXk IEPEMEITUBAIOT [TePEeBOpAYMBaHUEM ITPOOUPKH. 3aTeM OTOMparOT 1 MJI KITMHUYECKOTO
MaTepuala, TOMEINAIOT B MPoOUpKy TUIa «AnmneHaopdh» odbseMoM 1,5 MIT i HEHTPpUQYTUPYIOT
npu 7 ThIC. 00/MuH B Teuenue 10 MunyT. Y aansrot 0,9 MIT HaIOCATOYHOMN XKUIKOCTH, 0CATOK
KJIETOK repemernuBaroT ¢ 0,1 MJI ocTaBIIeCs KUTKOCTH.

6.2. UnTepdepupyromme BemecTsa 1 OrpaHUuYeHMsl, CBSI3aHHbIE ¢ PO00

Hanwuue wHTEp)EpUpPYIOIIMX BEIIECTB B 00pa3iax OMOJOrHIecKoro Marepuaia (CiIuss,
KPOBb, DJIIEMEHTEI TKAHEBOT'O paclaja ¥ BOCIAJICHUsI, MECTHBIE JIEKAPCTBEHHBIE IIPENapaThl)
MOJeT OBITh MpUUKHOM nHrHOUpoBanus [ TP 1 momyueHus COMHUTENBHBIX PEe3yIbTaTOB. [
MIOJTYYEHUSI TOCTOBEPHOM KIIMHIUYECKOM KapTUHBI HE0OX0IMMO HH(OPMUPOBATH NAIUEHTOB O
npaBmiax moarorosku k ITIIP-uccienoBanuio u coOM0IaTh IpaBuiIa B3SATHS OXOIOIUIECKOro
Mmarepuaia (cM. m.6.1.1.). s sxcrpakium HK rcnonp3oBaTs HAOOPE! peareHToB, PO AIIE
DKCIEPTU3Y KadecTBa, JOIYyIIEHHbIE K o0palleHnio Ha Tepputopuu PO, npenHasHayeHHEIE
IUIs paGOThI ¢ MasKaMi M3 HOCOMJIOTKY W/HIIA POTOTJIOTKH, IPOMEIBHEIME BOAMH GPOHXOB,
IOJYYEHHBIX MPH (QUOPOOPOHXOCKOMUHN (OPOHXOATBBEOSPHBIN JIaBax), rapaHTUPYIOLIUE
MIOJTyueHUe Ha BhIXo/ie BeicokoounieHHoi HK.

Ounenka BausHWs uHTepdepupyronmx BemecTs Ha d¢¢extuBHocts [P ¢
ucrnoip3oBanreM Habopa «Mutnduxa SARS-CoV-2» mokaszama OTCYTCTBHE HETaTHBHOIO
“hexra IpU HATHIUN B KITHHAYECKIX 06pa3Iiax NelbHol KpoBH — 5% 06. 1 MynuHa — 5% 06.
npu 3kctpakurd PHK ¢ moMompio KOMILIEKTa, BXOASILErO B COCTaB MEIUIIMHCKOIO U3EIu,
obecneunBaromiero noixyderue Beicokoounmennoit PHK. B ciydae ncnons3oBanus apyrux
HaOopoB s okcrpakuuu PHK, 3apeructpupoBaHHbIX Ha Teppuropun PO u
pexomenjioBaHHbIX OO0 «Kommanus Anxop buo» g8 COOTBETCTBYIOIIEIO BHIA
oromarepuaia, THTEP(HEPEHLUU CO CTOPOHBI OOBIYHBIX YHJIOTEHHBIX BELIECTB HE 0OXKUIACTCS.

6.3. Okcrpakuusa PHK u3 kananyeckux o0pa3nos

Jlns sxerpakinuu PHK 13 KiiumHAYeCKUX 00pa3ioB HE0OOX0AUMO UCIIONE30BAThH KOMILIEKT
peareHToB, BXOASIIMM B cocTa Habopa.

JIOIyCTHMO KCIIONIE30BaTh HaGopsl juist skcrpakuur PHK m3 ximmHMYeckux o0pasimos
Ma3KoB W3  HOCOMVIOTKM  H/WJIM  POTOIJIOTKH, OpOHXOAIBBEOJSAPHOIO  JIaBaxa,
3apeructpuposannsie B PO u mpennasHadenHsle aia sxcrpaknuu PHK w3 manHOro Buzaa
OdumomMarepuaia.
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Haboper mins skcrpakmuu PHK, peKOMeHILOBaHHBIé'"\OQQ,‘ «KoMﬁaHHﬂ Ankop buoy,

IIpeJoCTaBIeHEl Ha caiite http://forper.ru/info/. B cny%e’ncnonméﬁéﬁﬁx IUTSL DKCTPaKI[UH
PHK #a6opoB Apyrux Mpou3BouTeNel, o BOIpocaM UX BaTuAallum COBMECTHO C Habopamu
cepun Mutuduxka cnenyet odpamarscs B OO0 «Komnanus Ankop buoy.

Bunmanue! Kaxas nocraHoBka jomkHa copepxkars kak MuHuMyM omuH K- (OKO,
IPOIIEIUHN 3Tal SKCTPAKIIHHN).

6.3.1. IloaroroBka KOMIOHEHTOB Habopa
6.3.1.1. BxirouuTs TEpMOCTAT, YCTAHOBUTH TeMIrepaTypy +65 °C.
6.3.1.2. Ecnu Bo ¢uakone ¢ JIuzupyromum 0ydepom HabarogaeTCs 0CaI0K, TO HEOOXOAMMO
IPOTPETh U TIIATESIBHO MIEPEMEIIaTh PACTBOP O [TOJHOIO PACTBOPEHUS OCaIKa.
6.3.1.3. Oto0pars u mpomMapKUpPoOBaThH HEOOXOAUMOE ULl PabOTHI KOJIMYECTBO IPOOHPOK
o6vemoM 1,5 mut (1o KomdecTBy HccleayeMbIx 00pa3ios, Bkimodast OKO).
6.3.1.4. TloAroToBuTs W PacCTaBUTh B INTATUBE MPOOMPKU C KIMHUYECKMMHU OOpasiaMy.
[lepen mnpoBeneHueMm mpoueaypbl BeieneHuss HK kimHu4eckue 00pa3ibl
nepeMelIaTh Ha BOpTeKce, COPOCUTh KaITd CO CTEHOK IPOOUPKU M BHYTpEHHeH
YaCTH KPBIIIKK KOPOTKUM LIEHTpUyrupoBanueM mpu 1,5-2,4 Teic. 06/MUH.

6.3.2. IIpoTokoJ 3xkcTpaKkINU
6.3.2.1. B noarorosnenusie npobupky BHecTH 1o 300 Mk JIusupyromero Oydepa.
Ipumeuanue: JTuzupyrowyuii 6yghep cnedyem nabupamo c MEPMELIM 00BEMOM, BHOCUMD
— be3 mépmeozo 06véma.
6.3.2.2. B mnoarorosieHHsle mpoOupku BHecTH 1O 100 MKJI KIMHUYECKOrO MaTepuala,
UCIIONB3YS IS Kaxaoro oOpasla OTHENbHBI HAKOHEYHUK C adpO30JbHBIM
Oaprepom. B mpobupky, mapkupoBanHyto «OKOy», BHectm 100 mxa OKO.
[TpoGupxu MIOTHO 3aKphITh. [lepemerniaTs Ha BOpTeKce 3-5 CEKyHL.
_ IIpumeuanue: B xauecmee ompuyamenvHozo KOHMPONbHO20 00pazya O0OnyCKaemcs
dcnonvzosamv bygep ona pacmeopenus HK unu Booy 0e3 nykneas.
6.3.2.3. MuxyOuposats npu +65 °C B Teuenue 10 MUHYT B TBEpJOTEILHOM TepMocTare. B
IpoIecce MHKyOaruu HeoOXOIUMO TIIATEeIbHO IIE€PEMEIINBATh COHAEPKUMOE
poOHPOK Ha BOPTEKCe uUepe3 Kaxkable 3 MUHYTHI B TedeHHe S5-7 cexyHA. Ecim y
TEpMOCTaTa IpeAycMOTpeHa (QYHKIMS MIeHKUPOBaHUS, BOPTEKCUPOBaHUE HE
TpeOyeTrcs, JJOCTaTOYHO BBICTABUTH CcKopocTh BpameHus 1300 o6/mun. Ilo
OKOHYAaHHU WHKYOallMy JOCTATh MPOOWPKH M3 TEepMOcTaTa, COPOCUTh KaIlId CO
CTEHOK IPOOUPOK KOPOTKUM LEHTpuyriupoBanreM mpu 1,5-2,4 Teic. 06/MuH.
Bunmanue! [IpoOGupKY TOMKHBI OBITh INIOTHO 3aKPBITHI BO U30€KaHUE MX OTKPLIBAHMS

B IIpoliecce Mporpesa.

6.3.2.4. JloGasuts B npobupku mo 400 mxn Ocapurenss HK, nepememars Ha BopTekce 3-
S CeKyHI.

6.3.2.5. llenTpudyruposars B TeueHue 5 MuHyT Ipu 13 Teic. 06/MuH. He 3aneBast ocasiok,

MaKCHMaJIBHO OTO6paTI) CyIICpHATAHT MCOIUIIUHCKUM OTCACBIBATCIICM.
12
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Buumanue! Eciu HEBO3MOXHO BI/I3VaJII)HO DaBJII/I‘H/ITB __.ca):[ox OT6OD CYIICpHAaTaHTa

ClIeyeT IPOBOIUTH HE IOJHOCTHIO (OCTABUTEH )KI/IJIKOCTB Ha VpOBHe 0KO0JI0 3 MM OT JHa
IPOOHPKHM). iy MaropOiSs

Ilpumeuanue: llpu ucnonvzosanuu omcacvieamens 0ns Kaofcdoﬁ npobbl UCNONBL308AMb
omoenvHblll HAKOHeUHUK 6e3 gunrompa.

6.3.2.6. [lo6aButh k ocanky 500 mxi PacTBopa aJist OTMBIBKH, IIepeMeIIaTh Ha BOPTEKCE S-
10 cexynn.
Ilpumeuanue: Pacmeopenus ocaoka He npoucxooum.
6.3.2.7. llenTtpudyruposaTs B TeueHue 3 MUHYT pu 13 Thic. 06/MuH. He 3aneBast ocaoxk,
MaKCHUMaIJIbHO 0TOOpaTh CylepHaTaHT MEIUIIMHCKIM OTCACBIBATEIIEM.
6.3.2.8. IIposecTu BTOPYIO OTMBIBKY, TOBTOPUB 1.6.3.2.6.-6.3.2.7.
6.3.2.9. IloxcymmTth ocamok B MpoOUPKaxX ¢ OTKPBITBIMY KphIIKaMy pu +65 °C B TeueHue
3-5 MUHYT.
Baumanmne! He gonyckaiite nepecymmBaHus ocajka.

6.3.2.10. Jlo6aBuTth k ocanky 60 mxin Bydepa aas pacrBopenns HK. IIpoGupxu rmioTHO
3aKpbITh, IEpEMEIIaTh Ha BOPTEKCE U IIOMECTUTh B TepMOCTaT ¢ Temnepatypoit +65 °C Ha
5 munyT. B mpouecce mHKyOamy HEOOXOIUMO TIIATEIHHO IMEPEMEIINBATH COAEPKUMOE
IpoOUPOK Ha BOPTEKCE Uepe3 Kaxable 2 MUHYTHI B TeueHue 5-7 cexyH 1. Ecimu y TepmocraTa
IpeycMOTpeHa (DYHKIMS IIeHKHIpOBaHMS, BOPTEKCUPOBAaHHE He Tpebyercs, HOCTATOYHO
BBICTaBUTH CKOpocTh Bpamerus 1300 o6/muH.
Ilpumeuanue:
1. Jlonycmumo npu neobxooumocmu yeenuuumo 06vém anoyuu 0o 100 mxa.
2. Ocaodok mooicem pacmeopumuvcsi He NOJHOCHbIO.
6.3.2.11. Ilocne wuHKyOaruu LEHTPUPYTHPOBaTh NPOOUPKUA B TEUYeHHE | MHUHYTBI IIpU
13 TBIC. 0O/MUH.
~4.3.2.12. [TpoO5I rOTOBHI K UCIIOJIB30BAHUIO, HAIOCAA0YHAS XKUIKOCT COACPKUT OUUILICHHYIO
PHK.
Buumanue! PactBop Beicokoounmennoit PHK, monydyeHHbId B Iporecce dKCTPaKIniy,
Heo0X0IuMo renonb30Bath Juist mocTaHoBku OT-TTIP B Teuenue 20-30 MUHYT.
Ilpumeuanue: Ilpobvr PHK mooicHo xpanumo 6 meuenue 4 uacoe npu memnepamype

+2...+8 °C, 6 meuenue 2-x nedenv npu memnepamype -18...-22 °C u ¢ meuenue 2o0a npu
memnepamype He gviue -68 °C.

Buumanue! Ilepes IOBTOPHBEIM HCIIOJB30BaHMEM NPOOLI HEOOXOIMMO TINATENIBLHO
[epEMEIIaTh Ha BOPTEKCE W IOBTOPHUTH LEHTPU(YrHpoBaHUE B Te4eHUE | MUHYTBI IIpU
13 ThIC. 06/MUH.

6.3.3. ¥Ycrpanenue npo0Jiem
B mporiecce mpoOonoAroTOBKE MOTYT BOSHUKATh IIPOOJIEMBI, B TOM MM MHOW CTEICHU

BJIMAIOINUE HA PE3YJIbTAT aHaJIn3a.
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1. Huskwuii Berxon HK RELLULLR o e

o lcmons3oBaH u36bITOYHBIN 00BbeM obpasua: Hé wmemosns3yiite 06bembl Goblue
YKa3aHHBIX B IIPOTOKOJIE. LT

o Henarexaiue ycioBus XpaHeHus o0pasua. XpaHuTe o0pasiisl B COOTBETCTBUU
¢ uHCTpyKuel. CrapaiiTech UCIIONIB30BATh CBEXUE 00pasIEl.
e lcxonueli MaTepuan He ObUI IIONHOCTBIO JIM3WpoBaH. IIporpesaiite
JIusupyromuii Oycep rnepes UCIOIH30BAHUEM JI0 TIOJTHOT'O PACTBOPEHUS 0CaIKa.
e Ocanox HK ne pactBopuics. M30eralite nepecymmBanus ocaaxa.
2. TP uner ¢ HU3KOM 3D (HEKTUBHOCTHIO

e Quumennas PHK cogmepxxur ocratku pacTBOpa IS OTMBIBKH. MaKCHMalIbHO
yAAISNATe pacTBOP I OTMBIBKH M IIPOBOJUTE BEICYIIIMBAHUE OCAJKa B COOTBETCTBUU

C IIPOTOKOJIOM.

3. PHK pa3zpyiena

e O6pazery PHK Obur mMOABEprHYT HEOMHOKPATHOMY 3aMOpaKvBaHMIO. V30Oeraiite
IIOBTOPEHMS LIUKIIOB 3aMOPaXKUBaHUS-0TTauBaHus. Vcrionb3yiiTe cBexuit oopaser s
BeInenenuss PHK.

e Henamnexamue ycnoBus xpaneHus PHK. Xpanute 00pasipl B COOTBETCTBHM C
VHCTPYKLIUEH.

INPOBEJEHUWE AHAJIN3A
PesepTrpoBanue u aMIuIQUKaLUS TPOBOASTCS B OJHOM poOupKe.

7.1. IloaroroBka npo6 Kk aMmJInpukanum:
B zaBucumoctu ot Buna dacosku [11[P-cmecs-SC2 cm. n.7.1.1. umu 7.1.2.

7.1.1. IIP-cmech-SC2 macTep-mukc, pacacoBanHasi B npoOUpKu 00beMoM 2 M
N3Bneus HaOOp M3 XOMOMMIBHON KaMepsl, cMech pepmenToB Taq+RT u3 Mopo3unbHOR
kamepsl. [Tpobupku ¢ IIIP-ecmech-SC2 u Taq+RT akkypaTHO nepemeriaTs Ha BOPTEKCE,
cOpPOCHTP Karuid KOPOTKHUM IeHTpuGyrupoBanueM mnpu 1,5-2,4 Teic. 00/MUH B TE€UCHUH 2-
3 CeKyHJ.

Otobpate HeobxomuMmoe koiudecTBO mpodbupok mis [P ob6vemoMm 0,2 mi mo uumciy
aHaJIM3UPYEMBIX 00pa3lioB U KOHTPOJIEH, IPOMapKUPOBATh U PACIIONOKUTE B IITATUBE.
Buumanue! [lpy WCIoNB30BaHMM aMIUIM(UKATOPOB IUIAHINETHOTO THIA IIPOOHPKH

CICAYECT MAPKUPOBATh HAa CTCHKAX MJIM Ha BBICTYHAOMMWX YaCTAX KPBIIIKKY, HC 3aX0J5 Ha

IIPO3PAYHVYIO 00J1aCcTh A~ CUHUTBIBAHUSA (bJIVODCCIICHHI/II/I. IIpn  umcnosis30BaHUU

aMHJII/I(bI/IKaTODOB POTOPHOI'O THUIIA MapKHUPOBATH HDO6I/IDKI/I Ha KPBIIIKC (C‘{I/ITBIBaHHe

IIPOV3BOIMTCS Yepe3 CTEHKY MPOOUPKH).

[Tpurorosuts cmecsk MM-F: mus N peakunit cmemars 10*N mxn IIIP-cmecs-SC2 u
5*N mxin Taq+RT.

Hanpumep, ons ananuza 24 obpasyos neobxooumo 240 mxn INITP-cmecv-SC2 u 120 mxn
Taq+RT.
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IIpobupka ¢ III[P-cmecy-SC2 codepofcum cmecy 0 1001<14uu + 06vém Ha 2
odononHumenvHvle peaxkyuu. Ecnu mpebyemcs npoananuaupoeamb ] 00 06pa31406 mo
HY2ICHO 6Hecmu 6 npobupky ¢ ITI[P-cmecy-SC2 510 mxn Tag+RT,;

Buumanue! Cvmecs MM-F nouiexxut XxpaHeHuio He Oosee dyaca mpu +2. : .+8 °C.

4) B noprorosnennsie npobupku s [P Baectn o 15 Mk cmecu MM-F.

5) B npobupku ¢ peakuuoHHON cMmechro BHecTd 1o 10 mMxin oOpasnoB HK, momydeHHBIX B
pe3ysibTaTe 3KCTpakiuu u3 uccieayeMbix obpasuoB u OKO. Jlns kaxmoro obpasia
VICIIOJIB30BATh OTAEIbHBIA HAKOHEUHHK.

6) MzBneus npobupku ¢ rodummusupoBanusiM ITKO 1 Bogoii 6e3 Hyk.1eas 13 X0JI0IAIEHON

kamepsl (+2...+8 °C). Copepxumoe mpodupkr ¢ ITKO mo3unuoHupoBaTsh Ha JIHO

KOPOTKMM ILeHTpudyruposanueM npu 1,5-2,4 teic. 06/MuH. [IpoOupky c Bomol 0e3

HyKJIea3 BOPTEKCHpPOBAaThH B TeUeHWE 1-2 CEeKyHJ, COpPOCHUTh KaIuldi KOPOTKUM

neHTpudyrupoBanueM B Tedenwe 2-3 cekyHn mpu 1,5-2,4 Teic. 00/MuH. J[00aBUTH B

npobupky ¢ IIKO 50 Mk Boawl Ge3 HykJseas, TIIaTeIbHO IEpeMeNIaTh Ha BOpPTEKCE,

cOpOCHUTh KallsIi KOPOTKUM IIEHTPU(YTHpOBaHWEM B TeueHue 2-3 ceKyHn mpu 1,5-

2,4 TBIC. 00/MUH.

ITocne wucnonszoBanms IIKO momectuts Ha xpanenue npu -18...-30 °C wm
YTAIN3UPOBATH COracHo m.11.
Ilpumeuanue: B cnyuae nosmopHozo ucnonvzosanus eoccmanoenennozco IIKO: uszeneus
npobupky ¢ IIKO u3z moposunvroii kamepwol (-18...-30 °C), mwamenvho nepemeuiams Ha
gopmexce, cOpocums Kaniu KOpomxkum yenmpugyeuposanuem npu 1,5-2,4 moic. 06/mun 8
mevenuu 2-3 cexyHo.
7) B npobupky, mapkuposannyto K+, saectu 10 mxi IIKO.

8) ITmoTHO 3aKpEITH MPOOUPKH, COPOCUTE KAaITH KOPOTKUM IIEHTPU(YTHpoBaHEM IIpH 1,5-
2,4 TBIC. 00/MUH.

~ 7.1.2. IIIP-cmecn-SC2, pachacoBannas B otaenbHblie IIIP-npodupku mo 10 mxi

1) M3Bneus HaGoOp U3 XONIOAWILHON KaMepbl, cMech (epmenToB Taq+RT u3 MoposuisHOM
kamepsl. [Ipo6upky ¢ Taq+RT akkypaTHO mepeMeriaTts Ha BOPTEKCe, COPOCUTH KaIlId
KOPOTKUM IeHTpudyrupoBanuem npu 1,5-2,4 Teic. 06/MUH B TEUEHUH 2-3 CEKYHI.

2) Otobpates HeoOxomumoe KojudecTBo mpobupoxk IIHP-emeckr-SC2 mo uumcny
aHAIM3UPYEMBIX O00pa3loB W 10 oxHOW mpobupke s KoHTposedn K- n K+,
IPOMapKUPOBATh, PACIIOJIIOKUTE B IITATUBE.

3) B xaxnayro npobupky ¢ IIIP-cmech-SC2 Brectu 1o 5 Mxi Taq+RT, He 3aneBas coi
napaguHa.

4) Buectu mo 10 wmxm obOpasunoB HK, momydeHHBIX B pe3ynbTaTe JKCTPaKUMKM U3
uccienyeMbrx oopasnos u OKO.

5) Usgneus npobupku ¢ IIKO 1 Bonoii 6e3 Hyk.1ea3 13 XoIoAMIbHON KaMepsl (+2...+8 °C),
Boccranosuts ITKO (cm. m. 7.1.1. nn.6).

6) B npobupky, mapkuposannyo K+, Baectu 10 mxia IIKO.
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7) TT10THO 3aKpPBITH MPOOUPKH, C6pOCI/ITB KATITY, Kopq; '_-~ ;

2,4 TeIC. 00/MUH.

7.2. IIpoBenenne aMnauguKanum ¢ eTeKnuei B pemnvl‘w“ewp\éa“mmoro BpeMeHH

1) TlomecTHTh MPOOUPKY B aMILTH(UKATOP.

2). 3amporpaMMupoBaTh INPHOOP IS BBITOJHEHHWS IPOIPAaMMbl  aMITAQUKAIIAK
«MaTHdUKa» C peakiued oOpatHOW TpaHckpumnuud. [logpoOHYI0 HHOOPMALMIO CM. B
«MeToardecKkux peKOMEeH IAIMSX 10 IPUMEHEHUIO Ha0OPOB peareHToB cepun «HTHDUKAY C
HCTIOJIF30BAHUEM Pa3IMUHBIX IETEKTUPYIOMUX amIutudukaroposy (https://forper.ru/info/).

o Nsmepenue " KommyecTBo
[Muxn | Temmneparypa, °C B A— Bpewms e
15 mun
1 50 - (900 <) 1
& 3 MuH
2 -
o4 (180 ¢) :
94 - 10c
3 60 - 20 ¢ >
94 - 10 c
ROX/ Orange
4 HEX/ Yellow 45
50 Cy5/Red 25
FAM/ Green
* - UL HEKOTOPBIX aMILTA(GUKATOPOB BpeMst MOKET OBITh YBEITUYEHO B CBA3U C
OrpaHUYEeHNEM MUHUMAIIbHON IPOAOIKUTEIBHOCTH CTaUN

3) 3anporpaMMHUpPOBaTh PACIIOIOXKeHHe 00pa3IoB B Iprdope.
4) Vkazars kxanansl jgereknuu FAM, ROX, HEX u Cy5 (mpu 0IHOBPEMEHHOM

TIOJIb30BaHUU JIPYTUX Ha0OpPOB YKa3blBaeTCs MAETEKLMs II0 JPYIMM MCIIOJIE3YEMBIM
KaHajam).
5) BeicTaBUTh 00bEM PEaKIIMOHHON CMECH 25 MKIL

A~

6) 3amyCcTUTh MPOrpaMMy aMILTU(DUKALIAH.
7) ITo OKOHYaHUH BBITOJHEHUSI IPOrpaMMBbI IIPOBECTH aHAIU3 PE3YIILTATOB.

7.3. AHAJIM3 ¥ HHTEpIpeTanus pe3yJbTaToB

AHamu3 pe3yNbTaTOB AaMIUIM(UKAIMM IPOM3BOJUTH CPEJACTBAMHU  PE3UIEHTHOIO
IPOrpaMMHOIO  OOECII€YEeHUs] HCIIONB3YyeMOro  aMIUIM(QUKAaTOpa B  COOTBETCTBUU €
TIOJIb30BATENECKOM  MHCTPYKIMEH K HEMy WIM PYKOBOACTBYSACH «MeTOnNIECKUMU
PEeKOMEH/AIMAMY 10 IPUMEHeHHI0 HaGopoB peareHToB cepuu «MHTuUKa» ¢ 0OpaTHOM
TPaHCKPUIIIUEN IIPY KCIIOIb30BAaHAH PA3IMYHBIX aMILIA(QUKATOPOBY.

Bunmanue! [ TpoBeICHNS aHAIN3a HEOOXOAMMO MCIToNb30BaTh 3HaueHuss CqORF',
CqORFS8, CaN, CqllK u CgBK, ykazaHHEIE BO BKJIAJBIIIE K JTAHHOW cepur Habopa, a TaKkxKe
CaK-.

16

Perncrpanuna MH B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru



KOnng

CEHEPATBHYA 1)
«Muruduxa SARS-CoV-2» FEHEPAMBHL 1yfpEY o
{ ¢« Koiin

J« R UMNAENG i“;‘!‘-’/",'{‘l“":r
Pesyprarsl IT1[P-nccie0BaHAsS CYMTAIOTCS JOCTOBCPHBIMH, €CHN:

B-1.2020-07

® Bce KpUBbIC aMIUTU(HUKALUU UMEIOT BEIPAXKEHHYIO S-o6p£13Hym (1)opMy5 .

e s K+ onpeneneno 3nauenue Cq < CqlIK no KaHanaM.ROX,»HEX u Cy5. Eciu B K+
onpeneneHo 3Hauenne Cq Oomee CqlIK, y4uTBIBalOTCS TOJBKO ITOJIOXKHUTEIbHBIE
pe3yIbTaThl, OTPULATENIbHEIE PE3yJIBTAThl CYUTAIOTCS HEIOCTOBEPHBIMH.

e A K- 3nauenus Cq He ompenenensl wiyn 3HaueHus Cq> CqORFI no xanamy ROX,
Cq > CqORF8 no xanany HEX, Cq> CqgN no xanary Cy5, 0HaKO €CTh UCKIIOUEHNS,
CM. 1. 7.3.4.

7.3.1. OOpa3er cuuTaeTcs MOJOKUTEIBHEIM, T.¢. copepxamuM PHK SARS-CoV-2, eciu
o xak MuHUMyM AByM KaHanaMm u3 ROX, HEX u CyS5 onpenenens! 3nauenust Cq < CqQORF1,
CqORF8 u CqN, naxe ecnu o kanainy FAM 3nauenue Cq > CqBK mnu He onpeznensercs.

7.3.2. OO0pa3zer cunuTaeTcss OTPUIATENBHEIM, T.€. He coaepxamum PHK SARS-CoV-2,
ecnd 1o kak MuHUMyM aByM u3 kaHanmoB ROX, HEX u CyS5 3mauenus Cq > CqORFI,
"qORF8 u CqN, npu atom 1o xanary FAM onpeneneno 3nauenne Cq < CqBK, a Takxe B
ITKO 1o xananam ROX, HEX u Cy5 onpenenenst Cq < CqlIK.

7.3.3. Pesynbrar cunTaeTcss HEIOCTOBEPHBIM, €CITM XOTS OBI IO JBYM M3 TPEX KaHAJIOB
ROX, HEX u Cy5 3nauenust Cq> CqORFI1, CQORF8 u CqN nuny He OIpeeNICHE] U IIPU 3TOM
BBIIIOJIHSETCS OJJTHO U3 YCIIOBUM:

e110 kaHairy FAM 3nauenue Cq > CqBK uiu He onpeneneHo.

o8 [IKO no xananmam ROX, HEX u Cy5 onpenenens! 3Hauenus Cq > CqlIK umu He
OIIpEIEIICHBI.

7.3.4. Tlpu BeisBnenun KontamuHauuu B K- nporpamma omnpegnenser Cq < CqORF1,
CqORF8 u CqN 1o xananam ROX, HEX u CyS5, cooTBeTCTBEHHO, HEOOXOMMO NPEAIPUHSATE
MepBl 110 JIOKaJIM3allMd ¥ JIMKBAZAIMKM WCTOYHMKA KOHTaMHUHArmu. Jlis oOpasumos ¢
HEJIOCTOBEPHBIMU pe3yJbTaTaMM JaHHOW IIOCTAHOBKA HEOOXOAMMO IIOBTOPHUTEH aHAJINU3,
“aupHas ¢ sramna skeTpakiyu PHK.

8. YCJIOBUS XPAHEHUS U DOKCILIYATAIIMUA HABOPA

Ha ocHOBaHMM J@aHHBIX YCKOPEHHOTO XpaHEHUs Habopa peareHTOB YCTaHOBIEH CPOK
TOJTHOCTH 9 MecsIIeB.

JlaHHBIE CpOKa T'OJTHOCTH Habopa HE IOATBEPXKACHBI HUCCIECIOBAHUIMM B pEajbHOM
BPEMEHU.

8.1. Komnonents Habopa «atuduka SARS-CoV-2», xpome cmecu pepmentoB Taq+RT
JIOJDKHEI XPAHUTHCS B YIIAKOBKE IIPEAPUSATHS U3rOTOBUTENS IIpy Temieparype +2...+8 °C B
TE€YEHUE BCEr0 CPOKa I'OJHOCTH.

Cmecs pepmentos Taq+RT tpebGyer xpaneHus npu -18...-30 °C.

8.2. JlonyckaeTcst xpanenue Habopa rpu temieparype o +25 °C ne 6onee 5 CyTOK.

5 JIns ycTpaHeHUs «BEIOPOCOBY HEOOX0AUMO BOCTIONE30BATLCA «METOAMYESCKUMH PEKOMEHAALMAMY 10 IPUMCHEHUIO HabopoB
pearenToB cepun «HTHGUKA) ¢ 0GPATHOM TPAHCKPUIIIEH IIPY UCTION30BAHNM PA3IMYHBIX aMILTH(UKATOPOB).
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8.3. Ilocime BCKPBITHS BCE KOMIIOHEHTHI, KpOI{/IW ”’A"-ﬁﬁ |
TEUEHHE BCEro cpoka rogHoctd Habopa. CMmech (epMeHTOB Taq+RT nocne chpmmﬂ
xXpaHuTh npu -18...-30 °C. "NeteptiS 2

8.4. Xpanenue m3penuii npu temmeparype +2...+8 °C JIOIDKHO OCYLLECTBIIATECA B
XOJIOJUIBHBIX KaMepax WIM B XOJOIMJIBHUKAX, OOECIEUYMBAIOIINX PeriIaMEeHTHPOBAaHHEIHN
TEMIIEPATYPHBIN PEKIM.

8.5. Habop peareHToB ¢ MCTEKIIUM CPOKOM TOJJHOCTH IIPUMEHEHHUIO He TomIexuT. Cpok
TOJHOCTHA M YCJIOBHS XPaHEHUs BCKPBITBIX PEAreHTOB COOTBETCTBYIOT CPOKY TOJHOCTU U
YCIIOBUSAM XPaHEHUs, yKa3aHHBIM Ha 3TUKETKaX I HEBCKPBITHIX PEarcHTOB.

9. YCJI0OBUS TPAHCIIOPTUPOBAHUS

9.1. TpancnopTupoBKy HaOOpOB cieIyeT NPOU3BOJUTH BCEMH BUIAAMU KpPBHITOTO
TpaHcmopTa npu Temieparype He Belme +8 °C He Oonee 10 cyrokx. TpancmoprupoBaHue
AI3NENIMNA  JIOJDKHO OCYIIECTBIISITBCS B TEPMOKOHTEHHEpax OJHOPA30BOIO IIOJB30BAHMS,
cOJIEpXKAIMX XJIAJ03JIEMEHTHl, WIX B TEPMOKOHTEMHEpax MHOIOKPAaTHOIO IPVMEHEHUS C
aBTOMATUYECKNA IIOLACPXKUBAEMOM TeMmIepaTypoll Wi B aBTopedprokepaTopax cC
UCIIOJIL30BAHNEM TEpMOMHAMKATOpPOB. JlomyckaeTcss KpaTkocpouHas (o0 S5 CYTOK)
TPaHCIIOPTUPOBKA IIPU TeMIepaType He Boie +25 °C.

9.2. Habopsl, TpaHCIOPTHPOBaHHBIE C HAPYLIIEHHEM TEMIIEPaTypPHOIO pexuMa,
IIPUMEHEHHUIO He MTOJIeXar.

10. TAPAHTUMHBIE OBSI3ATEJIBCTBA

["apaHTHitHBI CPOK TOJHOCTH Habopa 9 MecsAleB CO THS MPUEMKU U3JEIUS OTAEIOM
TEXHOJIOTUIECKOr0 KOHTPoJIs. HaGop He MO IexKUT PpEMOHTY B 00CITy)KUBAHHUIO.

11. BESOITACHAS YTUJIN3 AL ST

~ 11.1. M3penus, npuiueiiye B HEIPUTOJHOCTh, B TOM YHUCIIE B CBSI3U C UCTEYEHUEM CPOKa
rOJTHOCTH, ITOJIEXKAT YTUIA3ALINH.

11.2. Tlpu yTunuzaiue OTXOJOB HEOOXOAMMO PYKOBOJCTBOBATHCS TPeOOBAHUSAMU
CanlluH 2.1.7.2790-10 u CIT 1.3.2322-08.

11.3. Kitacc omacHOCTH OTXOJOB IIpU MPUMEHEHUH - b (3IMeMUOIOTUYECKU OIIACHBIE).
Orxozpl Kiacca b cobupatorcss B TBEPAYIO (HEMpPOKAIBIBAEMYIO) YHNAKOBKY (KOHTEHHEpSHI)
XENITOTO IBETa WM HMMEIOIIMe XENTYI0 MapkupoBKy ¢ Haamucero «Orxoznsl. Kmace by.
Orxoxpl kiacca b momiexar obsi3arenbHOMy —oOe33apakuBaHuio. Bpibop MeToza
00e33apakMBaHusl  OTPEHEISCTCS  BO3MOXHOCTSIMM ~ OPTraHU3alluH, OCYLIECTBISIOIEH
HCCIIEOBAHKS C IPUMEHEHHEM JaHHOTO Habopa B cooTBeTcTBUU ¢ CanlluH 2.1.7.2790-10.

11.4. Ilocne ucteueHust CPoKa FOJHOCTH IMAYKHU U ITAKETHl YTHUIM3UPYIOTCS KaK OTXOJIBI
Kiaacca A (IUAEMUOIIOTMYECKH O€30IacHbIE).

11.5. KOMIIOHEHTHI H3ENS C HATHYAEM TTPEAyIpeJUTEIbHbIX 3HAaKOB 00 OIaCHOCTH Ha
YIAKOBKE CJIlyeT YHUUTOXKATE C COOIFOJEHIEM COOTBETCTBYIOIIUX Mep O€30IIaCHOCTH.
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11.6. Xuaxue KOMIIOHEHTBI (pee{réﬂjfﬁi pea}«mw, K’poMé)"f’ | YHMYTOXKAKOTCS
pa3aBiIuBaHUEM BHYTPEHHEN YIIAKOBKY C TIOCTIEIYIOIIAM pa3Be}1eHHeM BO}IOI/I 1:100, cmuBom
pacTBOpa B KaHAIM3ALIMIO U BBIBO30OM OCTaTKa yIIaKOBOK KaK GI:ITOBOI‘O Mycopa KoMITOHEHTBI
U3JEJIAN, HEPaCTBOPUMEIE B BOJIE, YHUUTOXKAIOTCS ITyTEM COKUTAHHSL.

Bunmanne! Heuspacxonosanusie pearentsl Ocagureis HK 1 PacTBop aJist OTMBIBKH
YTHIIU3UPYIOTCS KaK OTXOAB! Kiacca I v He mojyiexaT CIMBY B KaHAH3AIHIO.

11.7. IlepcoHais, OCYIIECTBISIOIIMN YHUYTOKEHHE WU3IEIHN, NOJDKEH COOII0LaTh
npaBuiia 0€30I1aCHOCTH P MPOBEICHUH TOIO HJIK HHOTO CIIOCO0a YHHYTOIKEHHS,

12. ”THO®OPMALIUS O ITPOU3BOJAUTEJIE
IIo Bonpocam kauectBa Habopa «HTHdUKA SARS-CoV-2», cienyer obpamarses 8 OO0

«Kommanus Ankop buo» no anpecy: 192148, r. Cankr-IletepOypr, XKene3HomopoxHbIif p.,
n. 40, mut. A, Ten/daxkc: (812) 677-87-79.

P

13. CHIUCOK NCHOJb3YEMBIX COKPAIIIEHUIA

[P [IOJIMMEpa3Has LeNHas peakys

BK BHYTPEHHUN KOHTPOJIb (3HIOTCHHBIN)

IIKO KOMIUIEKCHBIN MTOJIOKUATEIHHBIA KOHTPOJIBHEIN 00pasel]

OKO OTPHULIATEIbHBIN KOHTPOIBHEIN 00pazel]

K+ TI0JIOXKUTENBHBIA KOHTpOJIb [TL[P

K- OTpHLATEeNbHBIN KOHTPOJIE SKCTPAKIIUN

CqORF1 rpannuHble 3HadeHus 1t Cq (kanan ROX) npu aMmiudukanyy MUIIEHA
rena ORFlab (SARS-CoV-2); yka3pIBaloTCS BO BKIIIBIIIE K JaHHOM
cepun Habopa

CqORF8 rpanuuHsle 3HaueHus 1 Cq (xkanan HEX) npu ammmuduxanyiu
. mumenn rega ORF8 (SARS-CoV-2); ykaszplBatoTcsl BO BKIABIIIE K
JaHHOM cepun Habopa

CagN rpannyuHble 3HaueHus st Cq (kanan CyS) npu aMimuduKanuu
mumenn resa N (SARS-CoV-2); yka3siBaroTcsl BO BKIIQJBIIIE K JaHHOM
cepuu Habopa

CqlIK rpanngnbie 3HaueHus it Cq npu ammumudukanuu [IKO (xanansr HEX,
ROX u Cy5), yka3sIBaroTcs BO BKJIaJIBIIIE K JaHHOU cepun Habopa

CgBK rpanuyHsle 3HaueHus 1 Cq mpu aMIuuuKanuy SaoreHHoro BK
(xanan FAM), yka3eIBaroTCsl BO BKJIQBIIIE K TaHHON cepuu Habopa

CgK- spavenus g Cq npu ammmpukarym K- (kananst ROX, HEX u CyS5)

— OIIPEACIACTCA IIPU HAJIMYNY KOHTaMUHAIlUN
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