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1.1. Ha6op <llurn$ura SARS-CoV-2>> npegHa3Haq

PHI( KopeHaBrapyca SARS-CoV-2 MeroAoM o6patuoft
qenuofi peaKur.ru (OT-[II{P) c ru6pltAl{3aul4oHno-Qnyopec

peaJrbHoro BpeMeHu B [pelaparax HyKIreHHoBbrx KucJror (fil(), rroIIfIeHHbIx I43 KJII4HI{qecKI{x

o6pasqon MasKeB Hocourort<w ulutu porerJrorKra, rrpoMbrBHblx Bo,q 6poHxoB, rIoJIyr{eHHbIx

npu Su6po6pouxocKorrrrrr (OpoHxoanbBeoJlf,pHufi lanax).
1.2. floras anufl. K rrpr{MeHeHr{Io.

Ha6op peareHron <I4Hru$ura SIRS-CoV-2>> Moxer 6rttr I{ctIoJIb3oBaH B xnuuu.recxofi

la6oparopuofi Ar{arHocr}rKe AJrfl Bbrf,BJreHr/u KopoHaBlapyca SARS-CoV-2 - nog6y,q}IreJlfl

Hosofi KopoHaBr,rpycnoft uuSerquu COVID-l9, roreHqr{EulbHo susHnarcu{eft Qcrpufi
pecrlrparopnuft crauApoM. OupegeJreur{e KopoHaB}rpyca SARS-CoY-2 roKa3aHo AJIf,

Jrr{rl, KoHTaKTT{poBaBruux c sa6ouesuu,ri\du COVID-19, a raKxe JII,Iq c rnunu.recrofi
Arunrovrarnxofi OPBLI c roAo3peHueM Ha uuQercqnro COVID-I9 v rlllq
6es cm\auroMoB OPBI4 B orrarax nnSerqrau c rleJrbro paHHero BbIf,BJIeHrs. SARS-CoV-2 ltrs.
rrp eAorBparr{eHraf, 4amn efi ruero p acrrp o crp aHeHnx uu S exqun.

flonyuenHbre pe3yJrbrarbl AoJIxHbr lrcrroJrE3oBarbcfl. B corleraHr4vr c Aar:rl,rIMII aHaMHe3a

v Klr{HraqecKoro o6cneAosauvrfl.. OrpwqareJrbHbre pe3yJlbrarrl He ucKlrloqaror HaJrr4rturfl.

uuQuqnpoBaHuf, KopoHaBr4pycoM SARS-CoV-2 u He AoJIxHEI llcrloJlb3oBarbcf, B KarlecrBe

eAuHcrBensofi ocHoBbr AJrs [pr.rHflTr4frperrreH]rfl o neo6xoAl4Mocrl{ JIerIeHI4.x.

L.3. (Dynrrlr4oHaJrbHoe HasHaqeHr{e: ua6op [peAHa3HarIeH Anfl BEIxBJIeHI{I nos6y4nrelx

KopoHaBlrpycuofi nu$exquu COVID- 1 9 n o6pa:qax 6uouarep vura qeroBeKa.

1,4, O1tacrb [puMeHeHr{f, - KJrr{HlrqecK€ur na6oparopHafl, Al{arHocruxa in vitro.

1.5. Ha6op [peAHaBHarreH 4rx o6creAoBaHr{s Bcex rpyufl HaceJIeHIas nro6oro Bo3pacra

6es rpagallLtll ro 4erraorpa$uqecKoMy uJIr rouyJlfl IIuoHHoMy npr3HaKy.

fi, 1.6. flporunoloKa3aHr{fl K [pLrMeHeHLrro. Ha6op He I{Meer nporl{Bo[orasanufi K

[pr{MeHeHLTrS.

1,7. Izlccle.{osaltrfl. npoBoAf,T B KJrr{Hr{Ko-Al{arHocrl{qecrux ua6opatopvflx,

r{crloJlb3yrcrqux Mero,qbr auuursnKarluu HyKJIe}IHoBbIx KucJIor, o6tactnrx, ropoAcKl4x,

p afi oH uux ro cy,qap crB eH HbIx Ltnrrr vracrnrrx 6 om Hl{qax LI,4pyrv x mTy.
Ha6op [peAHa3HarIeH ToJIEKo gnx upo$eccuoHEulbHoro [pHMeHeH]I[.

c[eqlaaJrl{crbr He MoJIoxe 18 rer c BbrcIrIHM r4 cpeAH}IM MeArIq[HcKIzIM, 6Iaolorv'{ecKrlM I{JII{

rHbrM o6pasonauueM: Bpaq KAJI, npau-6axrepl{oJlor, 6zo10r, MeAl{qlaHcxufi ra6oparopuufi

I4ccneAonantrfl. c [crroJrb3oBaH[eM ,qaHHoro Ha6opa peareHToB MoryT BbI[oJIHf,Tb

MeAurItaHcxuit.TexHoJror. flepcouan, flpoBo,{styuit ucctte,qoBaH}If, c vcloJIb3oBaH}IeM

na6opa peareHToB, .qonxeH BnaAerb HaBbIKaMu [poBeAeHI{s MoJIeKynspHo-

6uofloru.recKux EccJreAoBaLruiT.n pa6oru Ha coorBercrBylotrlerur o6opyAoBalrtlzvr.

TEXHI{K,

AaHHOTO

2

L.8. Ha6op [pe,qHa3HarleH AJIf, oAHoKparHoro flpI{MeHeHI{s.
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2. XAPAKTE PrI C TrIKA Vl3xE rrVlfl
I4ncrpyrrJris paspa6orasa B coorBercrBul{ c TY 21,.20,n!#

2.1. Cocran naOopa

B rouureKT rIocraBKI.I BxoAgr:

u BKJraAbrIII.

Ha6op BbrflycKaerc{ B AByx BapraaHTax r{crroJrHeHr{fl:

BapuaHr r{cloJrHeHnx <<(Dopua 1>> cocrorlT ras ua6opa peareHToB, npeAHa3HarleHHoro

AJrs BbrsBJreHr{s PIIK SARS-CoV-2 MeroAoM OT-Itr-P B pexl{Me peaJlrHoro BpeMeHI{

<I,Inru$ura SIRS- C o V- 2 >>.

Bapuaur ucrroJrHeHraf, <<(Dopua 2>> cocrolrr I4s KoMtIJIeKToB peareHroB,

rrpeAHa3HaqeHHbrx An, BbrAeJreHr{fl FIK us Klrr,rHuqecrux o6paslloB Ia BbI.flBJIeHrs P}IK SIR,S-

CoV-2 MeroAoM OT-Itr+ B pexllMe pezlJlbHoro BpeMeHIa.

ua6op peareHToB, I{HcrpyKrIHfl no [pIzIMeHeHI{Io, flaclopr

Bapuaur
PICIIOJIHEHH.fi

Cocras Oaconra

Ooprr,ra 1 Ha6op pearenros lrs OT-IIUP
1. IIL{P-cuecs-SC2

2. @epueuru (Taq + RT)
3. IIKO - rroJroxr.rreJlruufi

KoHTponlHrrfi o6pa:eq
4. Boaa 6eg HyKnea3

1 rur.
1 upo6upxa (1020 uxn) nnu 100

orAerrEHbrx fll-{P-npo6upor (uo 10 naxn)

1 npo6upxa (510 naru)

1 upo6upra (nno$iuusat)

1 npo6upxa (150 rrrx:r)

@opua 2 Ha6op pearenros am OT-IIUP
1. fll-{P-cuecr-SC2

2. @epueumt (Taq + RT)
3. IIKO - IloJloxrlrerlrnufi

KoHrponbHrrfi o6pa:eq
4. Bo,qa 6e: HyKJIea3

KoNrnrexr Ars erlrereHr.s PHK
1. Jlnsupyrorquir. 6y$ep
2. OcaAatem HK
3. Pacrnop,qrs orMbIBKu
4. Ey$.p An{ pacrBopeuux HK
5. OKO - orpl4l{arenrsufi

KoHTponr,Hsrfi o6pa:eq

1 ru:r.

1 npo6upxa (1020 uxr) nnn 100

orAerrbnbrx lll{P-npo6rapox (no 10 ntxn)
1 npo6upxa (510 vmr)
1 npo6vpxa (nuo$unusar)

1 upo6upxa (150 uxr)

1 urr.
1 Snaxon (30 ur)
1 $naxon (40 ur)
2 S.naxoua (no 50 ul)
1 $raxou (10 ur)
1 npo6raprca (1,5 rvrn)

Bce peareHTbr 3a r{cKrrorreHzeM ilKO e cocraBe na6opa roroBbl K rIpuMeHeH}lIo.

Jluo$uru3r{poBaHHufi IIKO flepeA rrepBbrM r,rcrloJlb3oBaHueM Heo6xoAuMo BoccraHoBurb (cM.

n.7.1.1).
Ha6op paccquraH Ha rrpoBeAeur{e a*aJrvrza 100 o6pasqon, BKJIroqa, KoHrpoIII{.

floloxurelrnrrfi KoHrpoJrb mP (K+), BxoArlr{ufi n cocraB Ha6opa KaK ilICO (upenapar,

coAepxarqlrfi cuHreslrpoBaHHbre BrrsBJrreMble [ocJleAoBareJlbHocru PFIK Bl{pyca) cJlyxur

\rrfl rro.4TBepxAeHr{.f, HopM€urEHoro flpoxox.{e],i{nfl. gTaloB peBepTlIpoBaHuf, vI Itr-P.
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OrpuqareJlrHrlfi KoHrponbHrlfi o6paseq (K:) '' -
cueqn$u.{ecxofi FII(, cny}Kr.rr Anf, HcKJIrorreHHfl noryqellufl JI

pesynbraroB B npoqecce uccJreAoB auw,). [auurre KoHrponl4 ilpnyy^"i-tr,.-.,-.ra. ,/_raN4ufi gKcrrepr{Meur. ,.':::ii.;;6it)

B cocraB peaxquonuofi cMecn Bxo,(f,T oJII{roHyKJIeorI{AbI AJIa

aunru0uKalluu I{ AereKllrtrt ylracrxos PHK-reHoMa KopoHaBl4pyca r yqacrKa Iuarpzvuofi

PHK (uPHK) eAHoro fi3 reuoB (AoMaruHero xog.sficrBa) qeJroBeKa, r{crroJrb3yeMoro B

KaqecrBe sHAoreHHoro BHyrpeHHero KoHrpoJl.fl (BK).

flpuueHeHr{e gHAoreHHoro KoHTpoJrs avrunuQuKarlu}r cra6umno gKcnpeccl4pyeMoro

reHa uPFIK rreloBeKa flo3BoJrfler orleHprrb BJrEf,Hue cJre.qyrorqux QanropoB Ha AocroBepHocrb
p e3ynbrar a ilnfl, KaxAoro r4ccneAyeM oro o6pasqa :

- [paBunbHocrb c6opa 6uorvrarep vana]'

Bo3MoxHar. Aetpa1awrfl. PHK s 6uoN{arepuane;

- norepr{ PHK npr4 BbrAeneHvrr4;

- s S S eru{BHo crb rrp oxoxA enrlfl, o6p aurofi rp aHcKpurqLIH ra auunu Q r4Ka:!lz^:z.

Bo nrnagrrrrre rc ua6opy yKa3aHbr lpaHuqHbre 3HaqeHrs Cql grr upo6 PHK u rourpolefi
(CqORFl, CqOkFS, CqN, CqIIK u CqBK2), qro ro3BoJr.rer KoHrpoJIIzIpoBarb s$QerrnnHocrb

ruf alurkr3a, :aarrunafl. c grarra oKcrpaKrlun PFIK. ,,{ouycrnuble 3HaqeHI4s [oporoBblx

rIr{KJroB: gtx CqOMl, CqOkFS n CqN < 45,4nr CqfIK u CqBK < 35. To.IHHe 3HaqeHLIs

o[peAeJr.rror B xoAe arrecrarlr{r4 cepuu na6opa rt yKa3blBalor Bo BKJIaAbIIxe r ua6opy am
BzlJrlrAr{poBaHHbrx auurz$uKaropoB.

2.2,flprrHrlurr MeroAa

flpuuquu Aeficrnu.s ua6opa peareuron <I4nrnSuxa-SARS-CoV-2>> ocHoBaH Ha Mero,{e

MyJrbrrrnercnofi ItrP B pexr{Me peaJrbHoro BpeMeHI{ c peaKlluefi, o6parlrofi rpaucKprnqurl

^;n, BErsBJreHlrx cuequsuqHbrx yqacrKoB-MrIllreHefi PHK-reHoMa KopoHaBllpyca SARS-CoV-2.

Bce pearqruI rpoBoAsrc.fl n ognoft npo6nprce.

Ha repBoM erare Ha Marpr{ue suAereHHofi PHK o6parqa Qepnaenr o6paruax

rpaHcKpr,rrrra3a (RT) Hapa6arnnaer QparMeHrbl r,{F{K, Koropble 6y4yt cJlyx}Irb vrarpuqefi

An.x nocJrelyroUefi peaKrlr{u auurz$uKarlr{I{ I4 AereKIIuu. Ha BropoM gTarle B [poqecce

arraunnQuKarlr{ra c [c[oJrb3oBaHr{eM Ml{[IeHb-cueqnSnqHblx upafirvrepoa [po]IcxoAI{T

HaKorJreHne QparueHToB AHK ruuureuefi, c KoropblMu, B cBoro oqepeAb, ruipugusyrorcf,

Mr{[reHb-cnequsraqHbre QuyopecqeHTHo-MeqeHHble oJII{roHyKneorI{AHbIe 3oH,{bI. B xoAe

peaKrlr4rr rpoucxoAr,rr pacqe[JreHrre 3oHAoB c nrrcno6oxAeHl{eM SryopoQopa, SnrcupyeMoe

upu6oporvr KaK Bo3pacraHr{e raHTeHckrBHocr}r SnyopecqeHTHoro cvrHaJla B pex}IMe peaJlbHoro

r Cq - o6rqee o6osHa.reHr4e xapaKrepucruqecrofi'ro.{xla xpunofi finyopecqeuqun (coorBercrByer Ct, Cp).
, fpaHuuHue 3HarreHr.r fl Anfl Cq npu aun.nuszxaquu 3-x yqacrKoB cy6reuolrnrx PHK: ORFI ab, ORFS u

{ a rarNe IIKO u oHAoteHHoro BK, coorBercrBeHHo'

4
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ux xapaKTepr{cTr{qecKLrx ToqeK cq, ua ocHoBaH}rr4r KoTop pe3ynbrarbr.

PHK-uurueur, Bbr6paHHafl, B KarrecrBe BHyrpeHHeroi , flBJlgercf, yqacrKoM

feHoMa qeJroBeKa r{ AoJrxHa BcerAa rrpr4cyrcTBoBarb n o6pasqe B ,qocraroqHoM KoJrr{qecrBe,

SKBTTBaITeHTHOM KOJrr{qeCTBy KJTeTOK B Ma3Ke. TarUU O6paSOivr, SHAOfeHHUfi OHyrpeUUUfi

KOHrpOJrb ro3BOJrseT He TOJTbKO KOHTpOJr,rpOBarb 3rarrbr Ill-p-uccJre,qoBaHux (srcrpaKrllrrc

PHK, npoBeAeHr.re oraloB peBeprr,rpoBaHrzr.fi n auunrESuraquu), Ho r{ orleHraBarb aAerBarHocrb

B3f,Tr{f, MaTepuaJra u ero xpaHeHr,rn. B cJrrraflx, ecJru M€t3oK B3.f,T He[paBI4JIbHo

(ueAocraroqHoe KorluqecrBo orrr{reJrr{€urbHbrx rneror), crrrnaJr aruuru{uKa\ur4 BK 6yaet
3AHI{XEHHbIM.

Kounnexr AJrs BbrAeJreHraf, PHK lrc[oJrb3yerc.rr AJr.[ gKcrpaKrluu PFIK ]I3 KJrI4HIarIecKrIx

o6pasqon MeroAoM crruproBoro ocaxAe:akrfl' Ha uepnoir cra4uvr rpll TepMu.{ecrcoft o6pa6orxe
lpo[cxoAr4T pa3pylueHr4e uerr,r6pau KJreToK H opraHeJrJr, BbrxoA cno6o4Hbrx HyKJIeI{HoBbIx

Alcror B pacrBop. Ha ora[e rrpeqrrnrrraqt,irv Bce coAepxauuecx n o6pa:rle HyKJIerHoBbIe

Kr{cJroTbr [epexoAflT B ocaAoK, B To BpeMf, KaK Apyrue KoMIoHeHTEI KIIIHI4rrecKoro MaTepI{aJIa

ocrarorc.fi B pacrBope u y,{alrsrorcfl acrfirpa\uefi, Ha cJreAyrcrqefi cragul{ ocaAoK ABax.{bI

orMLrBaroT oT ocTaTKoB peareHToB, r{cloJrb3oBaHHbrx Ha [peAbrAyrrleM STafIe, ]I oT Apyrux
upuuecefi. Ha 3aKrrorrr{Tetruofi cra4vrr4 HK pacrBopflror rt HaAocaAorlHyro xl{AKocrb,

coAepxarqyrc oqrqeHHyro PHK, LT ctro Jr63yror AJr.r III-p -u ccJIeAo BaHI{s.

3. AHAJIUTITTIE CKI4TE II AIIATHO CTI/ITIE CKUE XAPAKTEPI4CTI4KI'T HAE OPA
3. 1. Aua.rurfirrecKafl rryBcrBlrreJrbHocrb

AsaluruqecKaf, qyBcrBl,rreJrbHocrb rrpr{ Bbr.{eJreHr{u PHK }I3 Ma3KoB I{3 HocorJIorKI{

ulutrt pororJrorKr4, npoMbrBHbrx BoA 6ponxon, rroJrfreHHblx rtpkT SIa6po6poHxocKotIHI{
(6pouxoalrneolapurrfi lanaN), cocraBJrfler 103f9 3 l'trt SARS-CoV-2 B nporue,qruefi

reprpr

o6pa6orxy (nn4ereuze PHK) upo6ea.

3.2. Aua.n[rrrrrrecKafl crreq[{u.ruocrr
Oupe4etflercs. KaK crroco6uocm recra o6napyNr{Barr ToJIrKo amuwrr B rrpucyrcrB]Il{

uurep Q eprpyro Ir1rx FIK s r{ ccJreAyeMoM M are ptraJre.

flocxomry HeJrb3.rr ucKnloqr4Tb Bo3Hr{KHoBeH}r{ HoBbrx uyraqufr B reHoMe KopoHaB}Ipyca

SARS-CoY-2, AtxrroBbrrueHr.rs HaAexHocrr{ A}rarHocrLrK}I B KaqecrBe uuureuefi nrt6paHrr rpn
yqacrKa reHoMa, cneqnsnqHbrx AJrfl KoponaBnpyca SARS-CoY-2: r-rerue ORFlab Q<oaupyer

1ab norurrporeuH, yrracrByroulufi n c6opre PFlK-sanucuvtofi PFlK-uolunaepasu), n reue N
(rco4npyer 6elorc Qocsonporer{H HyKJreoKaucn,4a) u B reHe ORFS (ro4npyer aKldeccopnrrfi

6enor).
Cuoco6Hocrr na6opa crequsuvecxu orpeAeJlf,rs PHK SARS-CoV-2 a rpllcyrcrBl{I{

PHK Hr{xerepequcreHHbrx MraKpoopraH}r3MoB AocrlrrHyra rlyreM uo.q6opa upaftuepon u

3 f3 - cyMMapHoe KorplqecrBo teHeruqecKoro MarepHara s 1 KJIerKe.
a 3na.reHr.re onpe.qeJreHo rrpu ]rcrroJrb3oBaHrrlr KoMnJIeKTa peareHToB AJI;I BblAeneuul HK, BxoArlqelo B cocraB

Ha6opa <I,Iuru$urca-SARS-CoV-2>, a rax.rxe ua6opon,{nfl 3KcrpaKqIau HK, peKoMeHAyenrux OOO <Kounanug Anrop
Br,ro>>. 
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3oHrIoB K BbIcoKocneuuOHrIHbIM $paruentaru PHI(

rrepeKpecrr{bre peaKIIr{r4 c 6rusnopoAcrBeHr-IblMH MI4

uu$erquoHHr,rr\dr4 nos6y4ureJrrMl,I.

IiICKIIOqAET

Lr ApyrrdMr,r

AsamaruirecKas clequ$r4quocrb Ha6opa ro,{rBepxAeHa MereAoM BbIpaBHLIBaHufl,

IIOCJIEAOBATEJIbHQCTEfi IIEIEBEIX CIEqUSUUECTUX YqACTKOB C TEHQMAMI{ qEJIQBEKA, AQMAIUHHX

)KuBorHbrx, a raKxe 6rusrcopoAcrBeHHErx u Apyrr4x nos6ylurerefi pecnuparepHblx

uuQexqufi, cecraBJrf,rorqux rrruxpo$nopy porQBofi rreJrocrll, HocerJIorKIa v HI{xHI{x

AbrxareJrbHbrx [yrefi .letonera.

Ha6op o6ecne.{usaer orcyrcrBr4e uecuequS}FrecKux pearqufi rtpu recrl{poBannrz-.

o6pasuon HK.refloneKa, a raKxe cneAyrouprx MlrKpoopraHr{3Mon: Human coronavirus 2298,

Human ceronavirus QC43, Human cerenavirus HKUI, Human corenavirus NL63, SIRS-
coronaviru$, M0R$-corenavirus, Adenovirus (e.g. Cl Ad, 71), Human lttletapneumovirus

(hMPV), Parainfluenza virusl-4, In/luenza virus A & B, Enterovirus (e.g. EV68), Respiratory
d,ncytial virus, Rhinovirus, Chlamydia pneumoniae, Haemophilus in/luenzae, Legienella
pneumgphila, Mycobacterium tuberculosis, Streptococcus pneumeniae, Streptococcus

Mycoplasma pneumoniae, Pneumocystis jirovecii (PJP),pyogenes, Bordetella pertussis,

Candida albicans, Pseudomonas aeruginosa, Stapkylococcus epidermidis, Staphyloceccus

salivarius.

3.3. /{uarH ocrl{qecnlre xapaKTepLIcrrlKIr

B xoAe KJrr4HnrrecKr{x ucrrblraulrfi Ha6opa peareHroB Ans BbIflBJIeHIas PHK KopoHaBl{pyca

SARS-CoV-2 MeroAoM OT-[II{P c Snyopecqesruofi Aerexiduefi B pexrlMe peanbHoro

BpeMeHr,r <<Wuru$ura SARS-CoV-2>, cepvvEO01 ,8002 6rtro npoBeAeHo HccneAonaHr,re 130

o 6p a:qon KJrr4HI{q ecKoro Marepl4alla, BKJIIorraf :

20 - rr,rasKoB H3 pororuIorKl4

20 - naagxoB r43 HocourorKr4

40 - rvrasxoB i43 HocorJIorKH I4 pororJlorKl{

50 - o6pa3IIoB 6pouxoarbBeonflpHoro JIaBaxa (EAn)
HuNu.f,.f, rpaHurla r4HTepBaJra, B KoropoM HaxoAl{Tc-f, (rIcrHHHoe)) 3HarleHue

Ar,rarHocrra.recrcofi qyBcrBraTeirbHocrr,r c AoBepl4Telruofi Bepo.arHocrblo 95 % cocraBuJla

95,5 o (cyuuapuo, Arq rrpe[aparoe HK r43 Bcex HccneAoBaHHbIx Krl,IHl4rrecrrax o6pa:IIoB).

HuNHqq rpaHr4rla r4HTepBana, B KoropoM HaxoAr4Tcfl. ((r4crraHHoe)) 3HarIeHlIe Al4arHocrn'recKofi

cnequ$uqHocru -95,5 o 
.

floratarelu ArlarHocrur{ecKl4x xapaKTepr{crrrK Anfl pa3HbIX BI,IAoB KrI{HurIecKux

o 6pasqon coorB ercrByror 3HarreHl,If, M, [pIzBeAeHHbIM n ra6luqe.

o

Y,?l
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IftruHu.recxuft
MaTepr,raI

Izlccne4yerrras H(
,I{narHocrz.recxas
r{yBcrB[TeJI6HOCTb

(c gonepzremnofi
Bepo"f,rHocruo 95 %)

rlecKa.g
;F pIqHocTb

(c 4onepurerunofi
BepoflrHocrrrc 95 %)

Magxu r,r3 pororJrorKlr H

I{OCOrJrOTrs4 PFII( SIR.S-
CoV-2

92,9 - t00 % g2,g - tQ} %

Epouxoanrneorrpnufi
JIABAX(

88,7 - 100 % 88,7 - 100%

4. MEPbI IIPEAO CTOP QXHO CTI,I II PEK OMEHAAUI{PI
4. 1. floreHqr{€rJrbHbrfi pucr rpLrMeHeHux Ha6op a - 3 (corracuo llpurasy MunucrepcrBa

3,qpaBeoxpaHeHu, PO Ns4u or Q6.06.2012 r.).
Koponanupyc SARS-CoV-2 otuocr4rcs. xo II rpyrlre raroreHrlocrl{.
4,2, ITa6oparoprau, BbrrroJrHsrouue r{ccireAoBanufl. fro BbrsBJreH}rro PHK KepeHaBupyca

,'qARS-CIY-} o6.sgauH o6ecuequsarn 6esoracHocrb pa6our B coorBercrBlau c tpe6enankrflMu

3aKoHoAareJrbcrBa n cQepe caHurapHo-gnuAeMraortoruqecKoro 6narononyqr4fl,.

Cregyer paccMarpuaarb a:aanrzl:,npyeMbre o6pa:qrr KaK nHSexquoHHo-erracHble t4

o 6ecue.{uBarb ycJro Bufl, Arrfl. 6 es ou acHoro xpaHe :cl:/ls. Lr p a6 oru.
4,3. Pa6ora AoJrxHa rtpoBoArarbcfl B ua6oparopnu, Bbr[oJrHsroqefi MoJIeKynrpHo-

6[onoru.recKr{e G[I{P) lrccJreAoBaHvrs. KJrr{Hr4rrecKoro Marepl{€rlla:elaHaJrr4.II,Ie nos6yAuterefi

uu$erqraoHHbrx $oresueft, c co6JrroAeHrreM caHurapHo-srlr{AeMuqecKux [paBrIiI CII 1 .3,2322-

08 <EesoracHocrb pa6oru c Mr4KpoopraHu3Maura III - IV rpyur rraroreHHocrr (ouacuocru) u

nos$y4ureJr{Mpr napa3}rrapHbrx 6onesHefi) Lr MeroAuqecKux yra:auufi MY 1.3.2569-09

<Oprauu:arlkrfl.pa6oru ra6oparopufi, ucuoJrb3yrou{ux Mero,qbr avrunn0nKalruu HyKJIeuHoBbIx

KrcJror, rplr pa$ore c MareprdaJroM, coAepxarrlraM MIaKpoopraHH3MbI I-IV rpyrr
laToreHHocTI{)).

4.4. llpu pa6ore c ua6opoM cne;1yer co6ruoAaru |OCT P 52905-2007 <Jla6oparapr4r4

MeAr4rlraHcKrae. Tpe6onauus 6esouacHocrr/D).

4.5. Bce pa6our AoJrxHbr BbrrreJrHf,Tbcfl ToJrbKo c r4cloJlb3oBaH[eM e,{Hop€I3oBblx

HaKoHeqHr{KeB c €Iopo3oJrbHbrM 6aprepou AJrf, rroJryaBToMarl{qecKl,Ix rru[eroK. .ftx raN4oro
o6pasqa PHK (n rorra qrrcre KoHTpoJreft) ucuonr3oBarr or,qeJIbHEIfi saxouer{H}IK.

4.6. KaxAufi gTarr anurr4ga ,qoJrxeH rrpoBo,{urrcf, B orAeJIEHbIx pa6ouux 3oHax.

BuAeneune PHK cJreAyer rrpoBo,qr,rrr n 6orcax 6uororu.recxofi 6esouacHocrl{ II-I[ KJIacca c

BK[rOqeHHbIM JIaMrAHapHbrM IOTOKOM.

4.7.f7ocraHoBKy Itr{P c ucroJrb3eBaHreM na6opa peareHroB cneAyer rlpoBoAulrr n fII-p-
6orce. Bcd ra6oparopHoe o6opyaonaHr4e, B roM qucre nu[erKl{, IurarI{BbI, na6oparopHas

rocyAa rn AF., a raKxe pa6ouue pacrBopbr AoJIxHbI 6utr crpore craIIrIoHapHbIMH.

3anpeu1aerc.f, Iax [epeMeIrIeH]Ie u3 oAHore [oMeIrIeHI{.f, B Apyroe,

4.8. IIpu pa6ore c IIKO cJreAyer co6rtoAarl oco6yro ocropoxnocrb, raK KaK ero

pa:6pr,rsrvrBaHvre Moxer npraBecrkr K KoHTaMHHat\vu Lr) KaK cJIeAcrBHe, K

JroxHo[oJIoxrrTeJIbHbIM pe3yIIbTaTaM.
7
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4.9, flpu yAanenrald orxoAoB He AonycKarb u IIIIP u
ux pas6pbr3rHBaHuf,, TaK KaK 3To Moxer npr4BecTr4 K nonepxHocrefi

r o6opy,qoBaHuf,,

4.10. flepe4 Har{aneM paOoru o3HaKoMbrecb c rronmo r{Mr{ r{HcTpyKrIr,IsMr{ Ha

Bce uc[oJlmyeMoe o6opy4onaHr{e r{ KoMrrJreKTEr peareHToB, ,{ux uoryqeHus HaAexHbrx

p e3yJrbraro s ueo6xgAr{Me crp oro e co 6nroAeur{ e raHcrpyKrlr4r,r.

4.11. Bce nonepxHocrl{ n radoparopr4u (pa6oune croJrbr, Irrrarr{Bbr, o6opyAoBaHr4e r.r Ap.)

exeAHeBHo Heo$xOAuivro rro.qBepfaTb BJIA}KHOIiI y6oPre c npHMeHeHr{eM

AesuH$uqupyroulrrx/uorcrqux cpeAcrB, perJraMeHrrrpoBaHHbrx caHurapHrrMu [paBr{JraMra CfI
1.3,2322-08.

4.12. Ha6op BeareHToB c ucreKllrraM cpoKoM ro,(Hocrr{, HapylueHraeM ycngnufi
TpaHCIOpTIIIpOBaHLIf, vI xpaHeHug, trFH HeCOOTBeTCTBIII{ BHeIIIHeTO BHAa peareHTOB,

yKa3aHHoro B [aclopre r na6opy, trptr HapylueH]rra BHyrpeusefi ylaKoBKr{ KoMrroHeHToB

rSopa nprrMeHeHr4ro He [oAnexr4T.

4.13, Ha6opu, B Koroprlx o6uapyxeHa KoHTaMraHarlufl. peareHToB, AeJrxHbr 6um
yruJrr{3 r,rp eBanbr xar 6uoloruqe cKufi rrrarepuan.

4,14. Bce ucnoJlb3oBaHHbre oAHopa3oBbre Marepr4anbr, ocrarKra o6pasqos 6zo\darepuura,
o6pasyoruuecs. B KJrr,rHr4Ko-Ar{arHocruqecKux na6oparopuflx, orHoc.rrrc.f, K KJraccy E
(enugeuuqecKu orracHbre orxoAbr) u AoJrxHbr 6urr roABeprHyrbr o6pa6otre

4eouHSuqupfoullrMu cpeAcrBaMu c rrocJreAyroulefi yruruza:queir. B coorBercrBpll{ c CaufIuH
2.1.7.2790-lQ <CauumpHo-orraAeMr{oJroruqecKrae rpe6onauux K o6parqeunrc c

MeArr{r{HcKr4Mr{ orxoAaMu> ra MY-287-ll3 <Mero4raqecKr.re yKEBaHr{f, rro Ae3r{H$exquu,
lpeAcrepr{Jrrl3aquouuofi oqncrKe rI crepraJrr{3arlrdrr us4eruilr Me,quqr{HcKoro Ha3HarreHr{f,)>.

4,15. Bce KoMloHeHTbr ua6opa, B HcrroJrb3yeMbrx KoHqeHTparJkrflx, .f,BJrsrorc.rr

HeroKc[rrHbrMlr. IIpu r4c[oJrb3oBaHvil4 rro Ha3HaqeHr4ro v co6rrcAesuu Mep

fpeAocropoxHocru 6egouacHbl.

4.16, Buupranue! B cocran IIIIP-crvrecu-,SC2, @epnenron (Taq+RT) n OKO BxoAI{r

* \ r_ia.

no,qofi . flpz non a4amvru

Bpaqa.

4.17. BHnrranne!

a3ul,lautpvfl. B KoHr{eHTparrurflx 0,02 - 0,05 oh.Ilpra nonaganr4vr KoMrroHeHroB c HraM Ha Koxy
cMbrrb 6omuuu Kortll.recrBoM Bo.qbr c MbrJroM. IIpu rrorraAaHurt B rJrasa [poMbITb rJla3a

B xeJryAoK rporroJlocKarb por BoAofi. flotytl{rb KoHcyJlbraquro y

Jlnrnpyrourfi 6yQep coAepxrtr xaorporHble arenrbl B BbIcoKI{x

KoHrIeHrparp4flx. flpn pa6ore c na6oporvr Heo6xoAr4Mo prcnoJrb3oBarb oAHopa3oBble rleprrarKll.

4.18. Bnupranue! flpn pa6ore c JrerKoBocrJraMeH.,rrcug4Muc.r xlIAKocr.aMIa (Ocaqure.rrr

HK u Pacrnop AJrfl orMbrnrcu) seo6xoAurvro co6moAarb [paBuna roxapnoft 6esouacHocrr.

5. HE OEXOAIIMOE OE OPYAOBAHI,IE LI MATEPIIAJIbI
o III-F 6orco;

o rpolpaMMupyeMbrfi arranrn$lrKarop c cr{creMofi Aerelcquu SnyopeclleHrHoro c}IrHaIIa

B pexr,IMe peaJlbHoro BpeMeHrI, HMerorquir.xa:aatrr FAM, ROX, HEX, Cy5;
I
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BparrleHr{fl
00ao(ofl,tner

. ueHrprl6yra als nfio6rlpoK Q,2 u 1 ,5 ul c rvroai

2400 o6/vruu;
o TII,ITIeTKLI IIOJIyaBTOMaTlIqecKI4e OAHOKaHaJIbHbIe

I{3MeH.rreMuu o6rerraovr or6opa xuAKocrefi: or 0,5 ao 10

1000 MKn;

EIIHHKAMI4 C

MKJI, or 10 Ao 100 MKrr, or 100 ao

co
*

. HAKQHEqHI,IKI{ K III{IETKAM IONYABTOMATI,IqECKI{M C ASPO3OJIbHbIM $APTEPOUT,

cepruQuqupeBaHHbre Ha orcyrcrBr{e [FIKas, PFIKas ]r Apyr]rx uurur6uropon III-p;
. rurarr{Bbr AJrf, Mr{Kporpo6upor o6reuou 0,2u 1,5 ur;
. xoJroArrJrbHlrK, roAAepxunaroqufi TeMneparypy +2...+8 0C;

. orAenbHble xarrar, ura[oqKa, o6ynr v. oAHop€BoBbre neprrarKu (paspeueHHbre K

rrprrMeHeHklro Ha repplrropnu P(D) no MY 1.3.2569-09.
o dvrxocrb c Ae3lrH0r,rrdupyrculzM pacrBopoM An.r c6poca HaKoHer{H}rKoB, npo6npor u

apyu4x pacxo,(Hbrx MaTepr,rarroB.

B cny.rae IIcrIoJIb3oBaHLrfl na6opa BapuaHTa,rcnonHeHrax <<(Dopt,aa 2>> AoloJrHraTeJrbHo

norpe6yorcx:

JIaMI{HapHufi 6or<c (xnacc 6uororu.recroft 6egouaurocrrr II rnu A);
TepMocrar rBep,(orelrgufi Arfl
reMreparypy Ao +100 oC;

r tuLlKPOqenrpuQyfa AJr.r npo6uporc rutra <SuneHgopo) co cKopocrbro BparqeHu.rr Ao

13 ruc. o1lwuru.

6. IOATOTOBKA OEpA3rI A Anfl T4CCJTEAOBAHUq
Marepzaroivr AJIf, raccJreAoBaHLrfl flBJrsrorcs [pelaparbr HyKJrer4HoBbrx KucJror,

noJlfreHHbre kr3 Klr4Hr{qecKux o6pasqon Ma3KoB u3 HocourorK}r ulutu pororJrorKu,

rpoMEIBHbIx Bo4 6poHxon, roryqeHHbrx rprl Sra6po6poHxocKorruu (6poHxonJrbBeorxpHufi

Atnax).

6. 1. Bgqrue, TpaHcrroprrrpoBKa r.r xpaHeHrre KJrrrurrqecnlrx o6pasqon
Bsxtue, TpaHcloprupoBKy vt xpaHeHue r{ccJreAyeMoro 6uouarepuura ueo6xo4rauo

ocyuecrBJr.f,rb conracHo My 1.3. 2569-09 <OpraHusawrfl, pa6oru na6oparopnfi,
lrcloJrb3yrorllux MeroAbr arranuuQzKarluu HyKJreuHoBbrx Kr{cJror rrpu pa6ore c Marepr{EuroM,

co.{epxarqr{M Mr{KpeopraHrr3Mu I-lV rpyn[ [aroreHHocrrr) n BpenaeHHbrM]r Mero.(uqecKIdMI,I

peKoMeHAal\lrflMr4 <flpo$uraKTlrKa, Ar4arHocruKa Lr reqeHr4e uonofi KopoHaBupycnofi

un$exqnn (2019-nCoV)), yrBepxAeHHbrMlr fransrru rocyAapcrBeHHbrM BpaqoM

Poccufi crofi @e4ep a:qlzr:a 2110 12020 .

XpaHenue rr rpaHcloprrrpoBrcy o6pasqos Heo6xoAlrMo ocyulecrBJr.,rrb c rrprrMeHeHreM

TpaHofloprsofi cpegbr, 3aperr4crpuponaHnofi B P@, [peAHa3Ha.reHHofi AJIf, xpaHeHl{.fl 14

TpaHclopTr{poBK}r pecnupaTopHbrx Mzr3KoB c qeJrbro [poBeAeHl{fl MoJleKynf,pHo-feHeTzqecKux

rrccneAoBarruit. TpaHcuoprHbre cpeAbr, peKoMeH.uoBaHHbIe OOO <<Kounanux Anrop Euo>>,

a

a upo6r,rpor< 1,5-2tut, [oAAepxunalorquft

I

Bfl
'r' !'

AIIFTI

rp e.qo craBrreHbl s a c afi re hfrp : I I forp cr .rul info I .
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crrerlHaJrbHbrx TepMoKoHTefi Hepax c oxJrax.qarculraMrl

rplr reMreparype +2...+8 oC.

KluHu.recKue o6pasqu, [oMeuleHHbre B TpaHc[oprHyro cpeAy B rJrorHo saxpurofi
upo6upre MoxHo rpaHcroprrapoBarb r{ xpaHr{Tb :

- npu reMneparype+2... +8 oC 
Ao 5 cyrox;

- /{nfl 6oree AJII4reJIbHoro xpaHeHafl (ao 1 ro4a) npa reMneparype -18...-22oCu HHxe

o6pasqm xeJIareJIbHo alll{KBorr,rpoBarb noprlr4f,Mr{ ro 8,1-Q,2 MJr B erAeJrbHbre [Jracr]rKoBbre

npo6upru o6teuout 1,5 irar. flpv auarr{3e Ha Harvqre raH$erquonHofi PI-IK AonycrprMo
ToJrbKo oAHoKparHoe 3aMopaxr{BaHrae o6pasqa.

6.1.1. Bsflrlte KJTHHT{qecKoro Marepr{aJra

B sas[cuMocrr{ or Br{Aa KJr}rHr4rrecKoro Marepu€ua 4eficrnoBarb coruracHo nyHKTaM

6.1.1 .1. vurw 6.1.1.2,
A 6.1,1.1. Masr[ grrHTeJILIaJIbHbIx KJreroK co cJrr{Br{crbrx o6o.noqen pororuIorrcrr,

HOCOHIOTKII

Masxu u3 pomoanomKa 6epyr cyxr{Mr.r crepr{JrbHbrMr{ 3oHAaMr4-TaMrroHaMH

BpaIIIareJrbHbrMr{ AB}rxeHraf,Mr4 c rroBepxHocr[ Mr{HANrr4H, ne6uux AyxeK u gaAHefi creHKr4

poroulorKla, aKKyparHo [pr{xr{Maf, .f,3brK [arlraeHTa ru[areJreM. flocre sa6opa Marepr{alra

pa6o.ryro qacrb 3oH.qa c raM[oHoM roMecrurb n upo6npKy c rpaHcnopruofi cpegoft, orJroMr,rrb

ero B o1tacruHacerrKr{ (ecru uueercx), ocraBr4Tr n npo6upxe. B cJrfrae orcyrcrBr{f, HaceqKlr,

norpy3rrr pado.rylo qacrb 3oHAa B cpeAy, u rrpr4xaB ee K BHyrpeHHefi creuxe upo6uprcu,

Bparrlarb 3oHA 5-10 c, uocJre qero 3oHA neo6xoAnMo yAaJrlrrb, [peABap]rreJrbHo orxaB
us6rrror xu,(Kocrr{ o creHKr4 upo6npxu, anpo1upKy rrJrorHo 3aKpbrrb.

Bnuprauue! Henrg.s [c[oJrb3oBarb 3oHAbr Ha AepeBsHHofi ocsoBe.

Bnuuanue! Heffigg Kacarbcs 3oH,qoM .ssHrca!

Bzamue MagKor u3 HocoeilomKu rrporr3BoA;rr cyxraMl4 crepLrJIbHbIMr{ 3oH,{aMra-

TaMrroHaMu. 3on.q BsoAsr JrerKlrM ABraxeHHeM rro HapyxHofi crenre Hoca ua my6uruy 2-3 crvr

Ao Hr{xHeft paxonuuu. 3arcu 3oHA cJrerKa orrycKaror KHr{3y, BBoA.f,T n nuxnufi noconofi xoA

rroA Hr{xHroro HocoByro paKoBrrHy, vr y4ut ror B,uoJrb Hapyxuofi crenKLI rronocrl{ Hoca,

[por,r3BoAs BparuareJrbHbre ABrrxeHr{s. flocre sa6opa MarepraaJra pa6ovyro qacrb 3oHAa c

raMroHoM roMecrr4rr n upo6rpKy c rpaHcropruoft cpe4oft. Koneq 3oHAa orJloMurb c

pac.rErou, uto6rr oH rro3BoJrr{Jr rJrorHo saKpbrrb KpbrrrrKy npo6zprcra. flpo6zpxy c

rpaHcnoprsofi cpe,qofi u pa6ouefi qactrrc 3oHAa 3aKpblrb.

IlpuruevaHue: Ecnu norocmb Hocq 3qnoilHeHa ctusbto, neped npoqedypoil

p ercotweu dy emc.fl np o s ec mu lbtctw ctpKun aHue.

Bnuuanue! flpra uoueuleHr{r,r n upo6upKy HeJrb3x o6pesars pa6ouyro qacrb 3oH,qa

HOXHHTIaMT{.

I( 0plf,
f:riEPd,lbldli i B-t.2020-07

oce co JIb,{oM
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Bnuuanue! PexorrreH/lyerc.s conueuldr:b Mddioi us'rnord'dtl4 Hoca I{'porornorKa B o.{ltozIJnuuagllel I'exovleH/lyerc.g coBMerrlarb Ma3Kr{ r,I3 nontlcru Hoca I{ porornorKa B o.{Ho}I

npo6npr<e.l\ttr-ororo pa6ouae KoHqbr 3oHAoB rrocJre sa5opa Ma3KoB y rlaqueHra noMerrlarorc.fl

B oAlry npo6nprcy c rpaHcnopruofi cpe4ofi u vccne1yrorc.q KaK oAI4H o6paseq.

6.1.2.2. FponxoaJrbBeoJrspurrfi JraBax (EAn)

HA3I{AI{EHI4.'I

C6op 6uororu.recKoro MarepuaJra Anfl r,rccneAoBa:atrfl, cJrenyer rrpoBoAI{Tb Ao

auru6uourKoB.

Bssrue MareprraJra MeroAoM roJrfreHHbrx Qu6po6poHxocKo[r{}r ocyqecrBJrf,ercfl B

oAHopaSoBbre, [JrorHQ 3aBr{Hrrr,rBaroulHecfl rrpool,IpKu 06beM0M 50 MJr. EpQHxoaJrbBeompuufi

JraBax repeMerur{Baror ilepeBopaquBaHraeM npo6nprua. 3areu or6uparot 1 ur KrluHl{qecKoro

MarepLr€rJra, rroMeularor B upo6raprcy rr{na <Snneu4op$) o6reuou 1,5 iur u qeHrpl{@yrnpyror

rtpw 7 rrrc. o6/rvuaH B Teqenue 10 MlrHyr. YAarsror 0,9 ur HaAocaAo.rHofi xI{AKecrrI, eca,qoK

KJIeroK [epeMerur{Baror c 0r1 ur ocranurefic.f, xlrAKocrl{.

6.2. VlsrepQepupyrculue BeulecrBa rr orpaHrrrreHr.rfl , cBfl 3aHH bre c npo6ofi
Haru.rue raHrepQepupyroulrax Berr{ecrB n o6pasqax 6zororuqecKoro MarepuaJla (crnsr,

KpoBE, sJreMeHTbI TKaHeBOTO paclaAa lr BOCfrAJreHVrfl., MeCTHbre JreKapCTBeHHbIe UpeUaparu)

Mexer 6rrrr upu.runofi znru6upoBatnfl.ru{P u [oryqeHrrf, coMHIareJIbHbIx pe3yJlbraror. ,{nx
loryqeHuf, AocroBepnofi KruH[qecrofi xaprunrr neo6xo.U4Mo uuSoprvrnpoBarb rIaIIueHroB o

rrpaBrrJrax [oAroroBxu r lllp-r{ccneAoBaHr{rc u co6rrcAarb [paBr4rraBsflTr4s.6uonoru.recKoro

Marepr{ana (cvr. u.6.1..1.). ,(nx excrpaKrlr4r{ FIK ucuonb3oBarb ua6opu peareHToB, rrpelueAluue

SKorrepTr43y KarrecTBa, .qolyqeHHbre o6paueur{ro Ha reppr,Iropuu P@, npeAHa3HaqeHHble

4nr pa6orbr c Ma3KaMr{ r,r3 HocorJrorK[ uluttw porourorKr{, rpoMbrBHbrMH BoAaMI{ 6ponxon,

roJryrreHHbrx rrpr{ Qu6po6poHxocKonuu (6poHxozlJrbBeonxpnrrfi ranax), rapaHrupyrolrlue

floJrf{eHlre Ha BbrxoAe BbrcoKooquuleHnoft FIK.

Oqesxa Blrrlfl:arrfl. uutep$eprpyloqux BeIrIecrB Ha e$SerrunHocrb m-P c

ucloJrb3oBaHr.reM ua6Opa <<Vfuiru$uxa SARS-CoV-2> rroKa3ulira orcyrcrBl4e Herarl{BHoro

ft$exra ilpyr Harrvrqtrar B Krr,rHuqecxux o6pasqax rleJrbHoft xponz * 5% o6. n MyIIIIHa - 5Yo o6.

rrpr4 gKcrpaKrluu PFIK c noMorrlbro KoMrrJreKTa, BxoAsrrlero B cocraB MeAurII{HcKoro vr34elrutfl,

o6ecne.rupslgg{ere noryqeHr,re BrrcoKoorrruIeHHofi PFIK. B cnyrae I{crIoJIb3oBaHLrfl, Apyrzx
Ha6opon Arrfl oKcrpaKrllrr{ P}II{, 3aperurcrpr{poBaHHbrx Ha repprlropur P@ 14

peKoMeHAoBaHHbrx OOO <<KoNauanu.f, Anrop Euo>> Arfl coorBercrByloqero Bvr4a

6uouarepvaJra, nurep$epeHrlu[ co cropoHH o6rr.rHrrx sHAoreHHbIx Belr{ecrB He oxuAaerc.fi.

6.3. SrccrpaKrlrrfl PHK r{3 KJrrIHHqecKux o6pasqon

,{nx oxcrpaKll}ru PIIK u3 KnuHr4rrecK}rx o6pasqon neo6xoAuMo [cnoJlb3oBarb KoM[IIeKT

peareHroB, BxoAflrrlufi n cocran ua6opa.

,{ouycruvro rrcrroJrE3oBarr Ha6oprr ,qnf, oKcrpaKrluvr PHK LI3 KJIuHI{qecKux o6pasqon

Ma3KoB v3 HocourorKn ulultu pororJrorKrr, 6pouxoatbBeon-apHoro IraBa)Ka,

3aperrrorpupoBaHHbre n PCI r{ npeAHa3uarreHHble AJIfl oKcrpaKIIIau PHK I43 AaHHoro BIzAa

6zouarepvaila.

K
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Ha6opr,r An-r oKcrpaKIIrIH PHK,

000<, Xounnuu*'6- iir a

peKoMeHAoBaHHbre
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rzs Amop Euo>

An.rr sKcTp unu 
^

donuecrno c na6opavru

Kolll{f L gP:$q

I E HE PA fl bHb fi gi,,at/(')A

6.3.r.4.

rpeAocraBJreHbr sa cairre http://forpcr.ru/info/. B cryqae r4crrolrb3o

PIIK na6opon Apyrnx npor43BoAarerefi, rro BorrpocaM lrx BanLr1arJr4r4

aepuu l4nruSura cJreAyer odpaularucs n OOO <Kounasua Amop Euo>.

Buuruasne! KaxAaq nocraHosxa AorxHa coAepxarr rax N,rHHuN,ryNd o.uraH K- (OKO.

KCTOAK

6.3.L. IlogroroBKa KoMrroHeHToB ua6opa

6.3.1.1.

6.3,1.2.

Bxnro.{urb repMocrar, ycraHoBnrb reMreparypy +65 oC.

Ecnn no $raxoHe c JflrsnpyrcurrM 6yQepo*r ua6mo4aerc.r ocaAoK, ro ueo6xoAnvro

rpofperE r{ TuIaTeJrbHo [epeMeruaTb pacTBop Ao [oJrHofo pacrBopeEvrfl. ocaAKa.

6.3.1.3. Oro6pam u rpoMapKupoBarb neo6xo,quMoe ,qnf, pa6oru KoJurrqecrno upo6upor
o6reuou 1,5 ur (uo xonnuecrBy rrccJreAyenmrx o6paslloB, BKIIIouax OKO).
Ilo4roronurrb 14 paccraBr{Tb B rrrrarune upo6}rpKrir c KJrr{HurIecKIaMI{ o6parualau.

flepe4 rpoBeAeHr{eM rporleAypbr BbrAeJreHr{fl HK Klr4HrarrecKr{e o6pa:qrr
rlepeMeruarb Ha BopreKce, c6pocurb KalJrr{ co creHox upo6upKr4 ri nuyrpeuuefi
qacrkr KpbrruKu KoporKlrM rleHTpr,r$yr[poBaHr.reM [pu t,5-2,4 mtc. o6/uuu.

6.3.2. [poronoJr gmcrpaKrlrru

6,3.2,1. B uoAroroBJreHHbre upo6upKr4 BHecrr{ uo 300 Narn Jlrsupyrcuero 6ydepa.
IfpwwevuHue: llazupyrou4ail fyilep cnedyem ua6upama c udpmeuta oduduow, nruocumb

* 6es ru,Apmeozo o6odua.

6.3.2.2. B [oAroroBJreHHbre upo6zprrE BHecrr.r rro 100 rvuc.rr KJrvHrtqecKoro MareplraJla,

ucloJr63y.[ Arrfl KaxAoro o6pasqa or4emnsrfi HaKoHerIHuK

6aprepou. B npo6upxy, MapKr{poBaHHy}o (OKO), BHecrI{

flpo6uprr{ rJrorHo 3aKpbrrb. flepeueuarb Ha BopreKce 3-5 cexyu4.

Ifpuntewauue: B xaqecmne ompuqqmeilbHoeo KoHmpoilbt-tozo odpasqa donycrcaemcn

dcnoilbsolqmb Eyfrep dna pacmnopeHun HK unu Body 6et uyrueas.

6.3.2.3. I4Hry6npoBarb upu +65 oC n re.resrae 10 nauuyr B rBepAoreJIbHoM repivtoctate. B

npoqecce uury6aqun neo6xo,quruo rruareJrbHo [epeMelrruBarb co.{epxl{Moe

npo6upor< Ha BopreKce rrepe3 Kax.qbre 3 vrunytu B TerIeHIlIe 5-7 ceKyHA. Ecnu y
repMocrara rrpeAycMorpeHa SyHxqnr ureftrupoBanvrfl., BopreKclapoBaHlle He

rpe6yercx, AocraroqHo BbrcraBr,rrb cKopocrb BpauIeHI{s 1300 o6/rrauH. flo
oKoHqaHuu wruxyIaqur{ Aocrarr upo6rapKrr t43 repMocrar% c6pocutr KarJIr co

creuoK upo6upor KoporKr{M qeurpuSyrupoBaHueM rpn 1,5-2,4 ruc. o6lIrann.

BuunraHue!

B IIDOUeCCe [OOrpeBa.

6.3.2,4, ,{o6anurr n upo6upKr{ rro 400 rr,rxn OcaAure.nn HK, [epeMelrrarb Ha noprexce 3-

5 oexyn4.

6,3.2.5. I{enrpvsyryrpoBarb B reqeHue 5 uunyr upu 13 trrc. o6lrrazn. He sa4ena.f, ocaAoK,

c aSpo3oJrbHbrM

100 MKrr OKO.
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Buuruauue!

Ionl{fl ,pry.

f :Ht PAflbHb'x:.S#,il

C (i I <, I[o,vrnnnPaiA,t51

B-t.202Q-07

c

3 vrrvrHE IOJIHOCTbIO OCTABI,ITb

Ifpumeuauue: Ifpu ucnonb3olqLruu omcacdnomerfl dnn rcacrcdoit npo6ut ucnorbsolamb

omdenouutil uarcouewil,,tK 6es frunampd.
6,3,2,6, Ao6anutr K ScaAKy 500 rvrru Pactnopa AJrfl orMbIBKrI, repeMeluarb Ha noprerce 5-

10 cexyu4.

IIp utwevaH ue : P acme opeHufl oc adrca He npoucxo dum,

6,3,2.7. I{eurpuSyruponarb B reqeHue 3 uusyr rprr 13 ruc. o6lrvrus. He sa4enas ocaAoK,

MaKcIrMaJIbHo oro 6p arb cyrrepHaraHT Me,qurlt4 HcKlrM orcacbrBareJreM.

6.3.2.8. flponecru BTopyro orMbrBKy, troBToprar il.6.3.2,6.-6.3.2.7 .

6.3.2.9. flo.qcyruurb ocaAoK r npo6upKax c orKprrrbrMlr KprrrrrKaMLr rrpu +65 oC n reqeuue

3-5 nauuyr.
,^ Bun*ranue! He tpgyc.rqfire uepecyu4nauus ocalxa.

6.3.2.10, ,{o6anuru K ocaAKy 60 nmn EyQepa AJrfl pacrBopeHrrfl HK. Ilpo1wpxu rrJrorHo

3aKpbrrb, [epeMerrrarb Ha BopreKce r{ rroMecr}rrb B TepMocrar c reMrreparypofi *65 oC sa

5 iuuuyr. B npoqecce lrHKy1a\wu ueo6xoAuMo rrrlareJrbHo [epeMerur{Barb coAepxuMoe

upo6npox Ha BopreKce qepe3 KaxAbre 2 vrnuyru B rerreHue 5-7 cexyu.{. Ecma y repMocrara
rpeAycMorpeHa Qynrqux uefixupoBanr4fl., BopreKcrpoBaH[e ne rpe6yerc.fl, ,qocrarorrHo

BbIcTaBHTE cKopocrb BparrleHras 1 3 00 o6lrvms.

IfputweauHue:

l. ,\onycmurwo npu ueodxoduuocmu ylenuuumu o6udu eilruquu do I00 uxn.

2. Ocadorc Mocrcem pqcmlopumbctt He nottHocmbru.

6,3.2,11. flocne unry6aqnu qenrpnSyrr{poBarb upo6npxn B reqeHl,Ie 1 uranyrrr upLI

13 ruc. o6llr.u:E^.

4,3.2.12. flpo6u roroBbr K r{crroJrr3oBaHuro, HaAoca,qoqHa.f, xr{AKocrb coAepxl{T oqIluIeHHyIo

PHK.

BuupraHue! PaqTpop srJcgl(go.ruueqHofi Pf I( nor)"{eHuHfi s upol{scce srcrpalu4l,I"

Hgo6xg{uryrp 4gugrFqop?Tr alrg r,rqgmnppru OT-III{B e re.reHrg 20-30 \,Izuyr.
IfpumevaHae: [Ipo6ut PHR Moctcruo xpaHumb 6 meq.eHue 4 qqcoe npu metunepqmype

+2...+B "C, 6 meqeHue 2-x uedenu npu mervtnepamype -18...-22 oC u B meHeHue zoda npu

metwnepamype He 6bnae -68 "C.

BuuvraHue!

13 rErc. o6luuH.

6.3.3. YcrpaueHneupo6.neut
B upoqecce npo6olo,qroroBKrr Moryr Bo3Hr{Kam upo6reMbl, B 'toit utlt uHofi creleHl{

BJrlrsrcqr{e Ha pe3yJIbTaT aHaJru3a.

13
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1. Hugrufi nrxoa FIK

[onfis BEP

FEr.rEPAnsHbrI Ifi',eE

0C 9,r, I(l]MnAHt4n An (iil' l

r Irlcnorb3oBaH ras6rno.rHrrfi o6reu
yKa3aHHbrx B [poToKoJre.

o HesaAJrexarque ycfloBr{.f, xpaHeHr/tg o6pa:qa.

B-1.2020-07

o6terurt 6onrure

paunre b6pasqrr B coorBercrBkrkr

7.

c r{HcrpyKunefi . Crapafirccb rrcnoJrb3oBarb cBexr{e o6pasqu.
r lzlcxoAsrtfi Marepl{€u He 6un noJruocrbro Jrr{3r{poBaH. flporpenafire

Jlurupyrouufi 6y0ep repe,{ ucroJrb3oBaulreM Ao noJrHoro pacrBopeHrf, ocaAKa.

o OcaAox HK He pacrBepr{Jrcfl. I4s6erafire repecyur4Banus. oca.qKa.

2. [I-P uaql g lrq.s,xot e(b0exTl4nl{ggrrro

o O.Iuu{eugas PHK coAepxr.rr ocrarKrir pacrBopa Arrfl orMbrBKlr. MarcuMaJrbHo

yga-uxfite pacrBop AJrfl orMbrBK[ ra [poBoAr4Te BbrcyruuBaurle ocaAKa B coorBercrBurvl

c rrporoKoJroM.

3. PFIK paspyueHa

o O6paseq PIil( 6ur roABepruyr HeoAHoKparHoMy 3aMopaxrrBaHr{ro. W1erafire
[oBTopeHr{{ quKrroB 3aMopaxvrBanr4fl-ortar4Banr4g. I4cuonrsyfire cnexzft o6paserl Arg
BbrAeJreHr{s PFIK.

o Heua,qJlexalqre ycJroBlrfl xpaHeHr{s PHK. Xpauure o6parqu B coorBercrBr4rr c

uucrpyrcqrEefi.

UPOBEAEHTIE AHAJITBA
PeneprupoBaHrae u auuruQlrKarlr{.f, rpoBoAtrrcfl B o.qHofi upo6upre.

7.1. flogroroBKa npo6 K aMrrJrr{Qunaquu:
B sasucuMocrlr or BuAa Qaconxu fII{P-cvrecr-SC2 cM. r.7.1.1.vtru.7.1,2.

7.1r1. fIIIP-crvrecs-SC2 Macrep-Mnrcc, pacQacoBaHHan n npo6r{pKrr o6revroru 2 wtr

-1) I4rue.m Ha6op H3 xoJrogramuofi KaMepbr, cMecb Qepvreuton Taq+RT lns rraoposumuofi

KaMepn. fIpo6HpKH c IIIIP-crvrecs-SC2 u Taq+RT aKKyparHo rrepeMeluarb Ha BopreKce,

c6pocurr KarJrr{ KoporKuM qenrpuQyrupoBaHueM rpu 1,5-2,4 rrrc. o6lvu{H B rerlelrtuu2-

3 ceryu4,
2) Oro6paru neo6xoArrMoe KoJruqecrno upo6upoK An, ruIP o6reurou Q,2 tut ro ql4cny

amurursrzrpyeMbrx o6pasqon,r KoHTponefi, uporuapKrrpoBarb r{ pacroJroxrrrb B IuraruBe.

Bnuuanue!
cneAyeT MapKr4poBaTb Ha cTeHKax r4l.r{ Ha BbrcTylarcuux qacT.flx KpbIIxKZ. He 3axoAs Ha

3)

npozgnoaurcs .repes qTerlKy npo6zp4u).

flpurorowrrb cMecr MM-F:,qJu N pearqufi cueruarr 10*N rr,rrcn III{P-cuecr-,SC2 u
5*N rvmn Taq*RT.
Hanpwnep, dnn auanusa 24 o6pasqoe ueo1xodwwo 240 arca III{P-cmeco-SC2 u 120 arcn

Taq+RT.

14



fi0ili{s tr}EPEt

f;i-lEpArbHbtlt Aup.E

4) B rreAroreBJreHHbre rpo6lrpKr AJrr III-P BHecrr{ ro 15 MKJr cMecr{ MM-F.
B npo6npKr{ c peaKrl}reHnofi cuecbro BHecrr{ rro 10 vrxu o6pagqos FK, uonyueHHbrx B

p$yJrbrare eKcrparr{rau u3 t4ccJreAyeurx o6p€r3rloB n OKO. ,{na xaxAoro o6pasqa

rIcrroJrb3oBarb orAexnHrrft HaKoHeqHr,rK.

Zsnre.{r upo6upru c uao$ur}r3rapoBaHnurvr IIKO u BoAofi 6es uyrc.rrea3 r43 xoroAramuofi
KaMepbr (+2...+8"C). Co4epxuuoe npo6upxu c IIKO no3lrrllroHr{poBarb Ha AHo

KoperKrrM rleurpr$yrupoBaHr{eM rpu 1,5-2,4 ruc. o6luzn. flpo6upry c BoAofi 6es

HyKJIea3 BopreKcr.rpoBarr B TerreHze l-2 ceKyHA, c6pocurr KarrJrlr KoporKr{M

qenrpn$yrupoBaHlreM B re.reHr,re 2-3 ceKyHA rpu L,5-2,4 mrc. o6/ivrun. ,,{o6aBr{rb B

upo6upxy c fIKO 50 uxn BoAu 6es nyr"rrea3, rrrlareJrbHo repeMerrlarb Ha BopreKce,

c6pocurr KarJrr{ KoporKlrM rleurpr,r$yrupoBaHr{eM B reqeHne 2-3 ceKyHA rpu 1,5-

2r4 rrtc. o6/rvrran.

flocne ucrroJrb3oBauns. IIKO roMecrr{rb Ha xpaueHr{e rpu -18...-30 oC vtrrkr

yrr{Jrra3r{poBarb coruracHo n. 1 1.

IfpunevaHue: B cnyuae nosmopHo?o ucnoJtbsolaHur loccmaHozreHHozo IIRO: u36ilertb

npo1uprE c IIKO w Mopo3wrcuoil, Kawepu (-18...-30 oC), mu4ameilbuo nepeweu,tamb Ha

zopmeKce, cdpocurna Kanilu KopomKut/t qeumpufryzuposaHueM npu 1,5-2,4 mar,c. o6/uuu e

rneqeHuu 2-3 cer<yud.

7) B upo6npxy, MapKupoBaHHyro K*, enectu 10 uru IIKO.
8) flnouro 3aKpbrm upo6npru, c6pocr{rb Karrr KoporKHM rleurpllSyrupoBaHuervr upu 1,5-

2,4 rnrc. o6luus.

n 7.1.2.IlllP-crvrecs-5C2, pacQaconaHHafl B orAeJrburre IIIIP-upo6upnu ro 10 rvrx.rr

1) I4snne.m ua6op r{3 xoJroAumnofi KaMepEr, cMecb Qepirneuron Taq*RT ug tvtoposumuofi

KaMepbr. flpo6upxy c Taq+RT axxyparHo repeMeruarb Ha Boprerce, c6pocrrb KaTIJII{

KoperKrM qeurpu$yrupoBaHraeM rrpr I,5-2,4 ruc. o6luuH B rerreuuu2-3 ceKyHA.

2) Oro6pam ueo6xoAuruoe Korr{qecrBo npo6upox IIITP-cuecs-SC2 no qlrcry

aHalrlr3lrpyeMrrx o6pasqos Lr ro oAuofi npo6upxe \rrfl ronrporefi K- v K*,
[poMapKr4poBarb, pacnoJlox]ITb B IITaTI{Be.

3) B KaxAyro upo6uprcy c fII{P-cprecr-,SC2 BHecrr no 5 ux.u Taq+RT, He 3aAesas crofi
uapaSuua.

4) Buecru ro 10 MKJr o6pa:qon HK, rroJrfreHHbrx B pe3yJlbrare oKcrpaKrlru us

r{ccJre,qyeurrx o6paslloB H OKO.
I4snre.m upo6upru c fIKQ n Bolofi 6es uyn.nea3I{3 xoJIoA}IJIEnofi rauepw(+Z...+8 oC),

BoccraHoBrirrr IIKO (cu. n. 7,1,1. un.6).

B upo6upKy, MapKIdpoBaHHyIo K*, ruectn 10 uxr [KO.

s)

6)

s)

6)

15
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Ilpo6uprca c III{P-ctneco-SC2 codepcrcum cnxecb dnn l\Tfiarcluu + o6t riu Ha 2

dononuumenbHbte peqKquu. Ecnu mpedyemcn npoaHanusuponqmb 100 odpasqoe, mc)

Hy)tctto zHecmu e npoSuprcy c III{P-cmeco-SC2 510 arca Tuq+RT.
Bnuvrauue!
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7) flnorHo 3aKpbrrr, npo6HpKH, c6pocl4rb KaIIJII{ K raeM rrplr

2,4 rstc. o6/rraun.

7,2, flposeAeHue aMrrJrr{Qumarlrr u c Aerenrlr{efi B pexr{Me bHofo BpeMeHr{

1) flouecruru upo6upKu B alanruSuKarop.

2). 3auporpaMMl{poBarb upu6op AJrfl BbrnoJrHeHr{fl rrporpaMMbr auunu$uKar{Lrr{

<I4uru$uxu c peaxquefi o6paruofi rpaHcKpr{rrquu. flo4po6nyro ran$oprr,raquro cM. B

<MeroguqecKlax peKoMeHAa\uflx no [pr{MeHeHr4ro ua6opon peareHroB cepprr{ <<Lluru$uKa) c

r{cuoJrb3oBaHr4eM pa3nprqHbrx ,qereKr}rpyrou{ux arvrunn$nraropor> (https://{orpcr.ru/info/).

1,5-

I-\rnr<n Teir,rueparypa, oC I4srraepeuue

6nyopecqeHrlr{Lr
Bperr,rx*

Koru.recrno
I{UKJIOB

1 50
15 rvrnu
(900 c)

1

2 94
3 uuu
(180 c)

1

a
J

94 10c
5

60 20c

4

94 10c

45
60

RO)V Orange
IIEX/ Yellow

Cy5l Red
FAIVI/ Green

20c

* - Arls HeKoropErx aunlzQr{KaropoB BpeM.,r Moxer 6urr yBeJII{qeHo B cB{3I{ c
orpaHr{qeHr{eM MuHuMaJrrnoft [poAoJrxrrreJlbHoc rr4 craI.nrt

3 ) 3auporpaMMr4poBarb pacroJroxeHr{e o6pa:qos n upn6ope.
4) YKasarr KaHalrbr AereKrlr4r{ FAM, ROX, FIEX 14 Cy5 (rp, oAHoBpeMeHHoM

lroJrb3oBaHtrar npyrnx ua6opon yKa3brBaerc.f, AereKqufl uo ApyrI4M Hcrlonb3yeMblM

rauanau).
5) BucraBurb o6reIu peaKlll{oHuofi cuecu 25 vrxn.

6) 3anycu4rb rpolpaMMy alaunn$nKarluu.

7) flo oKoHqaHr,rr{ BbruoJrHenr{s [porpaMMbr [poBecrr4 aleurvr3 pe3yJlbraroB.

7.3. Anarrr3 I{ I{ HTeprlperalll{fl p$yJrbraroB
AHarug pe3yJrbraroB auumaQuKarlrrr{ [por{3BoAI{Tb cpeAcrBaMrl pe3uAeHrHoro

lporpaMMHoro o6ecne.reHux r,rcloJrE3yeMoro aunnnQzKaropa B coorBercrBkrur c

floJrb3oBarenrcxofi nncrpyrquefi K HeMy Lrrvr pyKoBo,qcrBy.rlcb <Mero4uqecKuMl4

peKoMeH,qa\Lrflvrzr rro [puMeHeHr{ro na6opon peareHroB cepuu <<I4uru$uKa> c o6patuofi

Tp aHcKp I{uqu efi [pu [cloJlb3 oBaHu vr p a3ilvrlLHblx aMlJIn S urarop on>.

Bnnmanne! Heo6xo IacnoJlb3oBaTb 3H

ORFB

cqK-.
16
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P es ymamr [II{P - n c cn eA o B aH r,rf, c rr Hr uro rdif /d dtd'f, e'p li
o

a ,qns K* orpe,{eJreHo 3Haqenue Cq S CqIIK ro KaHaJraM

B ce KpI{BEre auuru SuKarIHu r.rMeror Bbrp axeHHyro

u Cy5. Ecru s K+
orrpeAeJreHo 3HaqeHr{e Cq 6oree CqfIK, frr{rbrBarorc.fl roJrbKo floJroxrareirbHbre

pByJIbTaTbI, OTpr{qaTeJrbHbre pe3yJrETaTbr cquTaroTc.f, HeAocToBepHbrMr{.

. AJIx K- sHaqeww, Cq He orpeAeJreHbr r4ru 3Haqenr4fl. Cq> CqORFI rro KaHaIry ROX,
Cq > CqORFS ro KaHrLJry HEX, Cq > CqN ro KaHaJry Cy5, oAHaKo ecrb r4cKJrrorreHrrfl,

cM. II. 7,3.4,

7,3.1. O6pareq crrr,rraerc.f, rroJroxr{reJrbHErM, T.e. coAepxaul}rM P}IK SARS-CoV-2, earu
rlo KaK MI4HIIMyM AByM KaHaJraM ras ROX, FIEX tr Cy5 orpeAeJreHbr 3narreaut, Cq< CqORFl,
CqORFS u Cql[, Aaxe ecJIIr ro KaHaJry FAM 3HaqeHrle Cq > CqBK raJrra He orpeAeJr.f,erc.f,.

7.3.2. O6paseq cquraerc.,r orp4uilreJrbHb,rM. r.e. He coAepxarquira PHK SARS-CoV-2,
ecJlr rlo KaK MI{HHMyM AByM u3 KaHErJron ROX, IIEX u Cy5 3HarreHr{f, Cq > CqORFl,

aqORFS u CqN, rpr.r oroM ro KaHaJry FAM orpeAeJreHo 3Haqeuze Cq SCqBK, a raKxe B

ru(O ro KaHarrarvr ROX, FIEX u Cy5 onpeAeJreuu Cq S CqIIR,
7,3.3. Pesynrrar cquraercfl HeAocroBepHbrM, ecJru xor.rr 6rr uo AByM ue rpex KaHaJIoB

ROX, HEX u Cy5 3HaqeHun Cq > CqORFI , CqORFS u CqN urr4 He onpeAeJIeHbI u rrpv eroM

BbrrroJrHf,ercf, oAHo rzs ycronufi:
.ro KaH€LJry FAM 3Harreglre Cq > CqBK vrrr4He orpeAeJreHo.

on IIKO no KaHaJravr ROX, fmx n Cy5 onpeAeJreHbr 3Harreunx Cq > CqfIK IaJII{ He

onpeAeJreHbr.

7.3.4. IIpu nruBJreHr{u KoHraM}rHaWV n K- uporpaMMa orlpeAeJlser Cq S CqORFl,
CqORFS n CqNuo KaH€uraM ROX, IIEX uCy5, coorBercrBeHHo, ueo6xoAnMo npeArpllH.xrb

Mepbr rro JroK€rJrr{3arl[[ kr Jrr{KBr{Aarlrrr{ }rcrorrHr{Ka KoHTaM}IHa:qlz^:a. ilns o6pasqon c

HeAocroBepHbrMu pe3ynbraraMlr Aarisofi rocraHoBKn ueo6xoAuuo rIoBTopHTb aHaIrLr3,

t.tzr*afl. c DTarra oKcrpaKrlrau PHK.

8. yc JI OBI,trfl, XPAHEHVIfl. Vr 3 K CIIyATAIIII4 HAE OPA

Ha ocnosanur4,{aHHbrx ycKopeHHoro xpaHenufl. na6opa peareHToB ycraHoBJIeH cpoK

roAHocru 9 uecsqen.

,{auurre cpoKa roAHocrr4 ua6opa He [oATBepx,qeHbI uccJleAoBanr4flv,.vr B peaJIbHoM

BpeMeHra.

8,1 . KorrauoHenrbr ua6opa <I4nrn$ura SIRS- CoV-2 >, KpoMe cMecv QeprraeHron Taq+RT

AoJrxHbr xpaHr{rbcfl B yrraKoBKe npeAilpr4fl'tufl,I{3roroBaTen.s npu reMrreparype +2...*8 oC s

TerIeHI4e BCerO CpOKa |OAHOCTH.

Cuecr Qeprraenron Taq+RT rpe6yer xpaHeHYrfl.rrpvr -18...-30 oC.

8.2. fiouycKaerc.fl xpaHeHr{e na6opa rp}r reMrreparype ao +25 oC ne 6orree 5 cyror.

5 ,{ru ycrpaueuux <nrr6pocon> ueo6xoAr.{Mo BocrroJrb3oBarbcfl <MeroArrIecKI,IMI{ peKoMeHlLa\vflMr4rlo npI'IMeHeHno na6opoe

peareHroB ceprln <I,luruSnxa> c o6paruofi rpaHcxprlrq[efi npu ucuoJIb3oBaHI4[ pa3rl4qHbtx auulu(puxaropoB)'
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8.3. Ilocre Bcltpblrvfl. Bce KoMrIoHeHrbI, KpoMe Taq+Rd-k,
rerreHr4e Bcero cpoKa roAHocrn ua6opa. Cvrecr SepueHron Tr

xpaHlrrb upn -L8...-30 oC.

lpHMeHeHrrro He rroAne)KaT.

8.4. Xpauenue rr3AeJII{fi upn reMrreparype +2...+8 oC Aolxno ocyutrecrBJr.f,rbc.f, B

xoJloArrnbHblx KaMepax r4rru B xoJroAr{nbHr4Kax, o6ecue.ruBarorrlux pernaMeHruponauHufi

reMreparypurrfi pexuM.

8.5. Ha6op peareHToB c I{creKrrrraM cpoKoM ro.qHocrr{ [praMeHeHr{ro He [o,urex[r. Cpox
ro,qHocTll I,I ycJIoBlIf, xpaHeHl{f, BoKpbrTbrx peareHToB cooTBeTcTByroT cpoKy foAHocT}r r{
ycJIoBlIsM xpaHeHl{f,, yKaSaHHbrM Ha 9Tr{KeTKaX AJr.f, HeBCKpbrTbrX peafeHTOB.

9. YCJIOB.VIfl TPAHCTIOPTI4P OBAHIIfl

9.1. TpancnoprllpoBKy ua6opon cJreAyer [porr3BoAr{Tb BceMr,r Br{AaMr,r Kpbrroro
rpaHcropra rrpra reMneparype He Bbrrrre +8 oC ne 6olee 10 cyrox. TpaxcuoprrpoBaHue

Aggeruft AoJIxHo ocyulecrBrrflT:.,cfl. B TepMoKoHrefiuepax oAHopa3oBoro rroJrb3oBaHr{.s,

co.{epxau{Hx xna.qoSJreMeHTbr, r4lrLr B TepMoKourefiuepax MHofoKpaTHofo rrpr{MeHeH]1lfl. c

aBToMarlIaIecKI,I noAAepxunaeuofi reiraueparypofi r4rrvr B anrope$prxeparopax c

I{cloJrb3oBaHraeM TepMor4HAr{KaropoB. ,(ouycKaerc.fi KparKocpoquErf,

rpaHclloprupoBKa rplr reMneparype He Bbrrue +25 "C.

(lo 5 cyror)

9.2. Ha6oprt, rpaHcrroprupoBaHHbre c HapyureHreM reMneparypHoro pexl{Ma,

10. TAPAHTI,IIIHbIE OEfl3ATEIbCTBA

laparuruitrufi cpor< roAHocrr{ ua6opa 9 iuecgqeB co AH, rIpI{eMKIa r434enr4fl, orAeJIoM

TexHoJroruqecKoro KoHTpoJrr. Ha6op He [oAJrexr{T peMoHTy 14 o6cryNuBaHl{ro.

1 1 . EE3OfIACHA fl YTVLJII,I3AIII,Ifl

1 1.1. I4slervrfl,, npr4uegrxr,re B HenpurogHocrb, B ToM qr4cJre B cB-rr3r.r c HcreqeHxeM cpoKa

r O.(HOCTH, IIO.{JI€)KaT yTHilId3AIJWIr1.

11.2. IIpu yrunu3a:1;,4r4 orxoAoB neo6xo4uvro pyKoBoAcrBoBarbcf, rpe6onauvflvru

CanIIr.rH 2.1 .7 .2790- 1 0 ra Cn I 3 .2322-08.
11.3. Klacc oflacHoorr,r orxoAoB [p]r rrpuMeHeHuu - 6 (surz4enrrzolrorl4qecxz onacHrte).

OrxoAu KJracca E co6uparorcfl B rr€payro (neuporarbrBaeMyro) yuarconr<y (xonrefinepu)
xdlroro rlBera urwr vrMeroullre x6nryro MapKHpoBKy c HaAll4cbro <<OrxoAu. Klacc B>.

Orxo4rr KJracca E rroAnexar o6ssarenbHoMy o6esaapaxnBaHurc. Bu6op MeroAa

o6essapaxvrrialnfl. onpeAeJrflerc.fi Bo3MoxHocr.rrMu opraH[3arJ"w, ocyuecrBnsroulefi

r4ccJreAoBanvtfl. c npr4MeHeHr4eM IaHHoro Ha6opa B coorBerc'tBr4vr c CallIftaH 2.t.7.2790-10.

11.4. Ilocre HcreqeHr{f, cpoKa roAHocrr{ [arrKu rr rraKerbr y'turlrr43r4pyrorcs KaK orxoAbl

KJracca A (enr,r4eMaoJr orlrqe cKI,I 6es ouacurte).

1 1.5. KounoueHTbr H3AeJrr4f, c Harurrr4eM npelynpeAuTenbHblx 3HaI(oB o6 ouacHocrl4 Ha

ynaKoBr(e cneAyer yHnr{Toxarb c coSlrcAesneM coorBerarByroql{x Mep SesonacHocrrl.

1B
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11.6. xu4xre r(oMroHeHrbr 1p.d.J*$lt*o'"i
p a3.{aBJrr{B aHr{eM BHyrp eHHefi yuaroBxrr c n ocJreAyrorur{M

B-1.2020-07

yHr{rITox(a}oTcg

fi 1:100, crunovr
pacrBopa B KaHaJIK3aIIIirc r{ BbrBo3oM ocrarKa ynaKoBoK xax OutroBoro

wz ge twit, HepacrBopnMbr e B BoAe, yH 14 r{Toxa}orc.tr rryreM c)KrrraH r,r, .

. KouuolreHTbr

Bnupranue! HeraspacxoAoBaHHhre peareHTbr Ocagure.nr HK u Pacrnop A.rrs orMbrBKH
yruJII,I3I,IpyIorcfl KaK orxo,qbr KJracca I u ue EoAJrexar cJrr{By B KaHalrrr3al{urc.

11.7. flepconan, ocyuecrnrslouufi yHrirrroxeHre uzgenwit, ,qoJrxeH co6xrcAam
[paBI{JIa 6esonacHocrH rIpH [poBeAeHur{ Toro }IJrr{ uHoro cnoco6a yHl,rrrroxeHrrfl.

12 . VTH$O PMAUWfl . Q TIP O I,I3B OAIITE JIE
flo nonpocaM Kaqecrna ua6opa <I4urraQura &4RS-CoV-21, cJreAyer o6paqamcs n OOO

<<Kouuanzx Alrop Euo>> ro aApecy: I92I48, r. Canrr-Ilerep6ypr, Xetesno,qopoxHnfi np.,

E. 40, rur.A, rcr/Saxc: (812) 677-87-79.

A 13. clllacoK rICrIoJIb3yEMbrx coKpArtIEHI,Ifr

ru_P lonl{M ep a3H a.'I qerrH afl. p e aKr\krfl.

BK BHyrpeHHrafi rourpom (su4orenuufi)
ru(o KoMlJreKcsrrfi notox[TeJrbHbrft xoHrpomnrrfi o6paseq

oKo orpr{rlarenrnufi KoHTpoJrbnufi o6paaeq

K+ rloJloxl{remnsrfi KoHTp onb ru-p
K- orpl{rlaremnrrfi KoHTponb gKcrpaKrllrur

CqORFt rpaHuqHbre sHaqeHH fl. AIrs, Cq (ranan ROX) rpr{ aM[JrraSuraqura MrarrreH]r

reHa ORFlab (SARS-CoV-2); yKEr3ErBtrrorcf, Bo BKJraALrrue r 4aHnofi
cepwu ua6opa

CqORFS rpaHurIHEIe 3HaqeHr,rfl. Arrfl. Cq (xauan HEX) rprr aMrrJru$uxaquu

MVrueHr{ reHa ORFS (SARS-CoY-2); yK€r3brBarorc{ Bo BKJraAbrrxe K

4aHnofi cepr4r4ua6opa

Cql/ rpaHr{rrHbre 3naqeHr,rfl. A:rfl. Cq (raxa-u Cy5) rprr aMrJrnQuraquu

Mr{rrreur{ reHa N (SARS-CoV-2); yKasErBarorc.f, Bo BKJraAbrrrre r Aanuofi
cepvu na6opa

CqrIK fpaHr{rrHbre 3HarreHr.rfl. Alrfl. Cq upu arrauwrSzKallul{ IIKO (raHa-uu IfiX,
ROX u Cy5), yKa3blBarorc.,I Bo BKJIaAbIIrre K AaHHoir cepwn ua6opa

CqBK rpaHr{rrHbre 3HarreHr{fl. Arrfl. Cq upu aunruQuKaIIHI{ DHAoreHHoro BK
(rauan FAM), yK€L3bIBaIorcs Bo BKJIaAbIIrre K AaHHofi, cepuu na6opa

cqK- 3HaqeHutr grx Cq rpr aMrJluQuraqzu K- (xaHa"nu ROX, HEX u Cy5)

-orrpeAeJlgeTc.flfrpvHaJrrrrII4rIKoHTaM'vrH.ar\vrLl
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14. CtrIMBOJIbI, UC[OJIb3YEMbIE HA 9TI{KETKAX
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Tonuco AIrfl in vitro
ArIaTHOCTLIKI4

Houep rro Kar€urory

Horraep cepulr

flpousro4rareJrr

[ara ]r3roroBJreH[f,

Bnuuanue! OsgaroMbrecb c
nucrpyrquefi

Ouacso!
Jlerxoroc[JraMeuf, rorrlaf, cf, xugromr !

tY Konz.re*;;;.'r,
V

ffi osHaxordbrec' c r.rHcrpyKrlueft

E cpor roA'ocrlr

n_

I Xpauu* uprE

,k- Xpauutr B 3alquqeHHoM or
rril. \ cBera Mecre

Eepeur or BJraru

t,2020-Q7
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