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dkcnpecc-aHTureH SARS-CoV-2-UXA

MHCTPYKUMA NO NPUMEHEHUIO
MEAVLIMHCKOrO M3LENNA ANA AMATHOCTUKM IN VITRO

Akcnpecc-aHtureH SARS-CoV-2-UXA

IVD

Menuuckoe wygenue ans in vitro

Habop peareHToB «3KCNpecc-TeCT ANs BbIBNEHNA aHTUreHa kopoHasupyca SARS-CoV-2 meTtonom
UMMyHOXpomMaTorpaduyeckoro aHanusa «3kcnpecc-aHtureH SARS-CoV-2-UXA», ana anarHocTuku in vitroy,

LSP100

no TY 21.20.23-004-23327034-2020, cepus LSPZ20K01,
PY Ne P3H 2020/12901 o1 11.12.2020

B HA3HAYEHUE

MonHoe HauMeHOBaHue MeOAUUUHCKOro usgenusa

HaGop peareHTOB  «3KCMpecc-TeCT [ANs  BbISBMEHWs aHTWreHa kopoHasupyca SARS-CoV-2  meTogom
MMMyHOXpomaTorpacuyeckoro aHanmsa «3kcnpecc-aHtureH SARS-CoV-2-VIXA» ans anarHocTvkw in vitro», no TY 21.20.23-
004-23327034-2020, cepust LSPZ20K01, nanee no tekcty — «3kcnpecc-aHTureH SARS-CoV-2-UXAx.

CocTtaB

<<3Kcr|pecc aHTureH SARS-CoV-2-UXA» BbinyckaeTcs B YeTbipex 6a30BbIX BapuaHTax KoMnneKkTaumum:
Komnnekt Ne1, Ne2 ¢ TecT-kapTpuakem paccunTaH Ha uccnegosanue 20 o6pasLos,

- Komnnext Ne3, Ne4 ¢ TecT-kapTpumakeM paccunTaH Ha uccnefosanune 1 obpasua.

B coctae «3Okcnpecc-aHtureH SARS-CoV-2-VIXA» BXoaaT cneayoLmne KOMNeKTyoLwme:

C€

MDSS GmbH
Schiffgraben 41
30175 Hannover,Germany

SATERN
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13485:2016

1.3. MoHogosa ¢

BydepHbIM MnactukoBas amnyna, coaepxatas 0,3 mn 6ycepHoro pactsopa.
pacTeopom

1.4. MnacTtukoBas
npo6upka ¢ MnactikoBasi npoGupka [Ans NPOMOKaHUsi Ha30(apuHreanbHoro
HacapKon- Beniop-TamrnoHa ¢ Guonornyeckum obpasom B BydepHblil pacTBop.
KkanesnbHuLen

MwukpoLeHTpudyKHas npobupka ans MpoMOKaHUst
Ha3oapuHreasnbHOro BEMopP-TamroHa ¢ G1OMNOorMyeckum oGpasLom B
BydbepHblii pactBop. PY ®C3 2011/09223

OpHopasoBasi  HerpayupoBaHHas —HECTEepUsibHasi —MnacTukoBast
nuneTka [ns BHECEHUs B TECT-kapTpuak Guonornyeckoro oGpasua,
pasBegeHHoro B 6ychepHom pacteope. PY Ne ®C3 2012/11857

1.5. MwukpoLeHTpudyxHas
npobupka

1.6. MnacTukosan
nuneTka Ans
nepeHoca oGpas3ua,

Komnnekt Ne1: - TecT-kapTpuak Anst onpeaenenns aHturena SARS-CoV-2 — 20 wr.
- ®nakoH-kanenbHUUa ¢ 6ydepHbiM pacTBopom — 1 WT.

- MukpoueHTpudyxHas npobupka — 20 LwT.

- MnacTukosas nuneTka — 20 wr.

- VIHCTpyKUMS NO npuMeHeHunto — 1 wT.

Komnnext Ne2: - TecT-kapTpuak Anst onpeaenenns aHturena SARS-CoV-2 — 20 wr.
- dnakoH-kanensHuLa ¢ GydepHbimM pacTBopom — 1 LT,
- MnacTukoBas Nnpobupka ¢ Hacaakoii-kanenbHuuen — 20 Wr.

- IHCTpyKUMS No npuMeHeHuo — 1 wT.

HecTepunbHast
2. TexHM4eckne xapakTepucTukm

2.1. pH 6ydepHoro pactsopa 9,3-9,7 n. 4.2

2.2. Bpemsi focTuxeHus He Gonee 8-15 muHyT n.43

YCTONUMBbIX BUA3YaTbHBIX

pesynbTaTos, MUH

2.3. AHanuTuyeckas MuHMManbHasi — [IOCTOBEPHO — OMpejensieMasi  KOHLEHTpaLus n.4.4

HykneokancugHoro aHtureHa SARS-CoV-2 B Guonornyeckux
xuakocTax 0,4 Hr/mn.
Mpu TecTupoBaHuu 06pasLIOB, coAepXallUyX aHTUreHbl Bo3byauTtenen n.45

YyBCTBUTEMNLHOCTL

2.4. AHanuTnyeckas

cneumguyHOCTL MHMEKUMOHHbIX  3aboneBaHuii: Bupycbl rpunna tna A u B,
KomnnekT Ne3: - TecT-kapTpumX Ans onpefeneHns aHTureHa SARS-CoV-2 — 1 wT. pecnupaTopHo- CMHUMTUanbHbIi Bupyc (PCB), Bupychl naparpunna,
- MOHOR03a C BYdepHLIM PACTBOPOM — 1 WT. PUHOBMPYChI, @[IEHOBMPYChI, “EMOBEYECKME METanHEeBMOBHPYChI,
~ MproueHTpm:;)qy)mEaﬂ npponpKE‘J)— 1w MERS-CoV, Streptococcus pneumoniae, Haemophilus influenza type
- MnactukoBas nuneTka — 1 w. B, Legionella pneumophila, a Tawke uHble BO3GyauTenM
- VIHCTPYKLWMS! 11O MpUMEHeHMIo — 1 wwT. 6aKTepuasnbHbIX PECTMPATOPHBIX UHDEKLUNIA HIDKHUX AbIXaTemNbHBIX
nyteii (HepeakTMBHble 0Opas3ubl), NEepeKpEcTHasi peaKkTMBHOCTb
N oTCyTCTBYET.

Komnnekt Ne4: - TecT-kapTpuax Ans onpeaeneHns aHtureHa SARS-CoV-2 — 1 wT. o
- MoHop03a  BychepHbIM PACTBEOpOM — 1 LT Mo AaHHBIM MCCIIEI0BaHMIA, MHTEpdepUpYIoLMe BELECTBa MyLIVH,
 INaCTUKOBAS MDOBYDKA C HACAAKOA-KANENLHALEH — 1 W remorno6uH, rnioko3a He OKa3bIBalOT HEraTUBHOTO BIIUSIHWA Ha

P P A u ° BbINONHEHNe TecTa
- VIHCTpyKUMS No npuMeHeHnto — 1 wT.
Hi marep " P He B

Mpumep 0Go3HaueHst HaGopa Npu ero 3akase 1 B JOKYMEHTaLMW [pyroro nanenus:

HaBop peareHTOoB «3KCnpecc-TeCT [Ansi  BbISIBMEHUS aHTUreHa kopoHaeupyca SARS-CoV-2  meTonom
“MMyHoxpomaTorpadpudeckoro aHanmaa «3kcnpecc-aHtureH SARS-CoV-2-UXAx» ans auarHoctuky in vitro», no TY 21.20.23-
004-23327034-2020, cepua LSPZ20K01, Komnnekr Ne1, koq OKMA2: 21.20.23.110.

HasHauyeHue Habopa

Habop peareHToB «3kcnpecc-aHTureH SARS-CoV-2-MXA» npeaHas3Ha4yeH Anst Ka4eCTBEHHOTO BbISIBNIEHUS aHTUreHa
kopoHaBupyca SARS-CoV-2 B 6ronornyeckom martepuarne (Masok M3 HOCOrMOTKM) METOAOM WMMYyHOXpoMaTorpauyeckoro
aHanusa B kayecTBe NpeABapUTeNbHOrO CKPUHUMHIOBOTO 06CreoBaHNs Npy HOBOW KOPOHABUPYCHOM UHekuun (COVID-19).

O6nacTb NPMMeHeHUsA MeAULIMHCKOro usaenus

KnuHudeckas nabopatopHasi AnarHoCTuKa.

HaBop peareHToB «3kcnpecc-aHTureH SARS-CoV-2-MXA» wucnonb3yeTcs B kavyectBe NpeaBapuUTENbHOrO
CKPVHMHroBoro obcnefoBaHus Ha onpeaeneHne aHTureHa kopoHaempyca SARS-CoV-2 B Maskax U3 HOCOrIOTKM.

lMoka3aHusa 1 NPOTUBONOKa3aHMA K NPUMEHEHUIO

Habop peareHToB «3kcnpecc-aHTureH SARS-CoV-2-MXA» npeaHa3HayeH Anst Ka4eCTBEHHOTO BbISIBNIEHUS aHTUreHa
kopoHaBupyca SARS-CoV-2 B 6ronornyeckom matepuare (B Maskax M3 HOCOIMOTKM).

HaBop peareHtoB «3kcnpecc-aHTureH SARS-CoV-2-UXA» npefHasHadyeH Ansi OAHOKPATHOrO MpUMEHEHUs no
Ha3HaYeHMIo.

TMPOTMBOMOKA3aHMIA K IPUMEHEHMIO HET.

MoTeHuManbHble NOTpebUuTenu:

WMHeKUMoHHbIe  OTAEneHUs rocyAapCTBEHHbIX —nevebHo-npodunakTuieckux — ydpexaeHuin.  [luarHoctuyeckue
naGopatopuu. YacTHble MeanUUHCKue LEHTpbI, obnagatowme HEobXoANMbIM obopyaosaHuem.
MegauumHckoe napenve npumeHsieTcst cneunanucTamu: Bpay KIMHUYECKON naGopaTtopHoi
[AMarHocTuku, MEONLMHCKNIA naGopaTopHbIn TEXHUK, Bpay obLen npaKkTuku, cpeaHvin

MeaULMHCKWIA nepcoHan, denbatuep. Tonbko Ans NPoheccoHanbHOro NPUMEHEHNS.

MeToA NOCTaHOBKM — PYYHON.

W3pgenue HectepunbHo.

B koHue 2019 roga B Kutaiickon HapogHoit Pecny6nuke npousoluna Benbilka HOBOW KOPOHABUPYCHOM MHEeKLun ¢
3NULIEHTPOM B ropoje YxaHb (npoBuHLmMs Xy6ait), Bo3byauTtento koTopoii 6bino aHo BpemeHHoe HassaHne 2019-nCoV.

BcemupHas opranusaums sgpasooxpaHennst 11 cespans 2020 r. npucsBouna oduumanbHoe HassaHue UHbekumu,
BbI3BaHHON HOBbIM kopoHasupycom, — COVID-19 («Coronavirus disease 2019»). MexayHapoaHbIii KOMATET MO TAKCOHOMUM
Bupycos 11 chespans 2020 r. npuceoun ouumManbHoe HassaHue Bo3byauTento nHdekumm — SARS-CoV-2.

Mosienenne COVID-19 nocTaBuno nepef crneuvanuctamy 3ApaBOOXpaHEHUs! 3adayuv, CBsi3aHHble C GbicTpon
[NarHOCTUKON 1 OKa3aHWUeM MEAMLMHCKOM MoMolm GomnbHeIM. B HacTosiiee Bpemsi cBegeHusi 06 anugemuonoriu,
KIMHAYECKUX OCOBEHHOCTSIX, NPONNAKTUKE 1 NIEYEHNM ITOTO 3aG0MNEBaHNS OrPaHNYEHB!. I3BECTHO, YTO YaCTOM KIMHNYECKOM
hOpMOIA  HOBOrO BapuaHTa KOPOHABMPYCHOW WH(EKUMN SABNSETCA ABYXCTOPOHHAS NHEBMOHWS, Yy 3-4% nauveHToB
3aperncTpuMpoBaHo pa3suTMe OCTPOro PecnpaTopHoro aucTpecc- cuiapoma (OPLC).

Mepeaaya MHDEKLMN OCYLLIECTBIISETCS BO3AYLLIHO-KANErbHbIM, BO3AYLIHO — MbINEBbIM U KOHTAKTHLIM NyTsmMu. Beaywmm
nytem nepeaayqm SARS-CoV-2 saBnsieTcst BO3AYLLIHO-KanenbHbIiA, KOTOPbIN peanu3yeTcst Npu Kalune, YUXaHuu 1 pasroBope Ha
6n13kom (MeHee 2 METPOB) paccTOsAHMU. KOHTaKTHbIN NyTb Nepeaayn OCyLecTBAETCA NpU PyKOMoXaTuax 1 ApYrux Buaax
HEMOCPE/ICTBEHHOMO KOHTAaKTa C WH(MWULMPOBAHHBLIM YENOBEKOM, @ Takke 4Yepe3 MULIEBbe MPOAYKTHI, MOBEPXHOCTU U
npeameThbl, KOHTaMUHUPOBaHHbIe BUPYCOM. VI3BECTHO, 4TO npn koMHaTHON TemnepaTtype SARS-CoV-2 crnocobeH coxpaHATb
JKM3HECNIOCOBHOCTL Ha pPasfnuHbIX OBBLEKTAX OKpyKalollel Cpeabl B TeueHue 3 CyTok (BpemeHHble MeToauyeckue
pekomeHaaumn MuHucTepcTaa 3apasooxpaHeHusi Poccuiickon defepaumn. Bepeus 8 (03.09.2020).

Hogas kopoHaBupycHas uHdekums (COVID-19) BknioyeHa B nepeyeHb 3abonesanuii, NpejcTaBnstoLmMX ONacHocTb Ans
okpyxatowmx (MoctaHosnexwe Mpasutensctea PO ot 31 sivBaps 2020 r. Ne 66).

Knaccudukauua meguumHckoro usgenus

Mapenne oTHOCUTCA K MEAMLIMHCKUM U34ENWSM A4NS in Vitro AMarHOCTUKK.

Kog O6Lepoccuiickoro knaccudukatopa npogykuum no Buaam akoHomuyeckoi AesitensHoctn OKMA2 — 21.20.23.110.

Knacc NOoTeHUManbHOro pucka MnpuMeHeHns MeauuMHCKOro u3genus B COOTBETCTBUMM  C HOMeHKJ'IaTyPHOVI
knaccucukaumeii (no Mpukady Munsgpasa Poceun ot 06.06.2012 N 4H) — 3.

Bua meaunumHckoro usnenus — 142010 «SARS KopoHasupyc aHmueeHs! MBI, Habop, ummyHoxpomamozpacpuyeckull
aHanus».

B XAPAKTEPUCTUKA HAEOPA

HaumeHosaHwe MeToab!
nokasarens XapaKTepueTyika 1 HopMb! KOHTpons
2
1. BHewWwHWit Bua
MnacTkoBbI  KOHTEWHep  NPSIMOYrofbHOW  hOpMbI € ABYMS n. 4.1

11 Tecr-kapTpuaK OTBEPCTUSIMM, B KOTOPbIN NOMeLLeHa TeCT-Nonocka.

1.2 ®dnakoH-kanensbHALa
¢ BydepHbIM
pacTsopom

MnacTukoBbIit hnakoH-kanenbHWUa, copepxaluuii 5,0 mn 6ycdeproro
pacTsopa.

- HasohapuHreanbHbIil BEMIOP-TaMMoH Ha NMacTMKOBOM annnwKaTope Ans B3siTUs Guomatepuana (pecnnpaTopHele
BbIAENEHUS U3 HOCOTTIOTKN);

- TaliMep 1N CekyHoMep;

- UIHAWBMAYarlbHbIE CPEACTBA 3aLNTbI.

B AHANWUTUYECKUE U OUATHOCTUYECKUE
XAPAKTEPUCTUKHU

1. AHanutuyeckas cneunhu4HoCTb

MepekpecTHasi peakTUBHOCTb He Habnopanach Npu TECTUPOBaHUM 0BpPasLOoB, COAEPXalUMX aHTUreHbl Bo3GyauTeneit
MHEKUMOHHBIX 3aboneBaHuin: eupycel epunna muna A u B, pecnupamopHo- cuHyumuasnbHbili eupyc (PCB), eupycbi
napaepunna, puHosupychl, adeHosuUpPYChl, Yerosedeckue memarnHesmosupycsl, MERS-CoV, Streptococcus pneumoniae,
Haemophilus influenza type B, Legionella pneumophila, a Tawke WHble BO3byauTenu GakrepuarnbHbIX PecnMpaTopHbIX
VMHEKLMIA HUXKHUX AbIXaTemNbHbIX NyTeit (HepeakTuBHble 06pasLibl).

1.1. MoBTOpsiEMOCTb.

MoBTOPAEMOCTbL (BOCMPOM3BOAMMOCTb) PE3YNbTaToB BHYTPW 0HOM cepun coctasuna 100%.

2. WnTepdepeHumns

:En Cy6cTaHums KoHueHTpauns
1 MyumH 5 mr/mn
2 emornobu 5 mr/mn
3 niokosa 5 mr/mn

3. Bpems npoBeaeHUs aHanuaa
O6Lee Bpems npoBeaeHus «kcnpecc-aHTureH SARS-CoV-2-MXA» He npeBblwaet 15 MUH.

4. O6bem uccnegyemoro obpasua
O6bem obpasua, HeobxoauMbIi Ans npoBeaeHUs «3kcnpecc-aHTureH SARS-CoV-2-MXA» - Ma3ok U3 HOCOTOTKM.

5. [IMarHocTuieckue xapakTepucTukiA
[ns noATBepXOEHWUs1 AUarHoCTUYEecKUX XapakTepucTuk 6bino mccnegosaHo 150 6Guonornyeckvx o6pasuoB, B3STbIX CO
CrM3NCTONM  OBOMOYKM  HOCOMMOTKM  YenoBeka. [0  pesynbTatam MPOBEAEHHBIX WCTbITAHWNA, UYYBCTBUTEMNBHOCTE U
cneundmyHocTb «3kcnpecc-aHTureH SARS-CoV-2-UXA» cocTaBnsieT: AuarHoCTU4eckas YyBCTBUTENbHOCTb COCTaBuna
97,1% (c poBepuTenibHOM BepoATHOCTbIO 95%, AoBepuTenbHbIl UHTepBan 88,3-97,1%), cneuuduyHoctb - 100% (c
[OBEPUTENBHOI BEPOSITHOCTLIO 95%, loBEpUTENbHBIN MHTepBan 97,4 -100%).

MpuHUKMN pa6oTbl TecTa

«3kenpecc-aHTureH SARS-CoV-2-UXA» npeactaBnsieT coboi KayecTBEeHHbIN MMMYHOXpoMaTorpachuyeckuin aHanms
NS BbISIBNEHWS aHTUreHa kopoHasupyca SARS-CoV-2 B o6pasLie (Ma3ok U3 HoCornoTku Yenoseka). MpuHumn paboTsl Tecta
OCHOBaH Ha WMMYHOXMMUYECKOM METOAEe OnpeaeneHns aHTureHa wummyHornoGynuHamn. O6pagel; abcopbupyertcs
MaTepuanom Mofocki U COAEPXKalUMACS B HEM aHTUreH pearupyloT C OKpalleHHbIMWA MWKPOYacTUL @MU, MNOKPLITHIMM
cneumnduryeckum aHTuTenom. MNoa AeiCTBUEM KanUNMsiPHLIX CUM JaHHbIA KOMMMEKC nepemellaeTcs B TectoByto 3oHy (T) u
pearvpyeT ¢ BTOpbIMU aHTUTENnamu, creunduiHbIMU K aHTUreHy kopoHasupyca SARS-CoV-2, B pesynbTaTte Yero nosiBnsieTcs
BUAMMOE OKpalumBaHue TecToBoi nonockl (T). Ecnu aHTureH kopoHaBupyca SARS-CoV-2 otcyTcTByeT B obpasuax, To
TecToBasi NMHUS He nposiensieTcs. KoHTponbHas nuHus (C) ucnonbayeTcs Ans NpouesypHOro KOHTPOMs U [ofKHa Bceraa
oTobpaxaTbCsi, ecnu npoLieaypa TECTUPOBaHUS BbINOMHEHA NPaBUILHO.

OrpaHM‘leHMﬂ MeToda

TecT  ABNSAETCA  BCTIOMOraTeNbHbIM  AMArHOCTUYECKAM  MHCTPYMEHTOM, — pesynbTaTel  BCerda  [OMkHbl
MHTEPNPETMPOBATLCS B COOTBETCTBUM C KIMHUYECKUMM [JaHHBIMMU 1 [JONONHUTENbHBIMU AMArHOCTUMECKUMM NapameTpami.

«3kenpecc-aHTureH  SARS-CoV-2-MXA» npeaHasHadeH TOMbKO ANsi KAaYeCTBEHHOW [AMArHoCTWKW in  vitro B
61oM0orMYeckoM Matepuare (Masok U3 HOCOrMOTK). H1 KOMMYECTBEHHOE 3HAYEHNE, HU CKOPOCTb HAPACTaHMs! KOHLIEHTPaLINM
aHTureHa supyca SARS-CoV-2 He MoryT 6biTb OnpefeneHbl C MOMOLLbIO 9TOTO Ka4eCTBEHHOrO TecTa.

«3kcnpecc-aHTureH SARS-CoV-2-UIXA» ykasblBaeT TOnbko Ha Hanuuue/otcyTcTBMe aHTureHa SARS-CoV-2 B
6uomarepuane, B3ATOM CO CIM3UCTO OBOMIOYKM HOCOMMOTKMA, B Mpefenax YyBCTBUTENbHOCTU TecTa M He AOMKeH
MCMosb30BaThCs B KA4eCTBE €AVHCTBEHHOTO KpUTepus Ans anarHoctuku COVID-19.

Kak 1 BO BCEX [IpyrX INarHOCTUYECKMX TECTaX, NOfyYeHHbIE pesynbTaTbl A0MKHbI PACCMATPUBATLCS B COBOKYMHOCTM
C ApYroi KNMHUYECKON, NabopaTopHO U UHCTPYMEHTanbHON UHhopMaLMen, JOCTYMHON Bpayy.

OTpuuaTenbHblii pesynbTaT He WCKMoYaeT BO3MOXHOCTW MHGULMpoBaHUA kopoHaBupycom SARS-CoV-2. Ecnu
pesynbTaT Tecta OTpULATENbHbIA, @ KIMHUYECKME CUMMTOMbI COXPAHSIOTCH, HEOGXOAMMO MPOBECTM MOBTOPHOE
TecTUpOBaHUe, a TakkKe ONONHUTENbHOE TECTUPOBAHME C UCMOMNb30BAHNEM [PYrX NaGOPaTOPHBIX U/UN UHCTPYMEHTAbHbIX
MeTOA0B.

B nPOUEOYPA AHANU3A

[ins npoBeaeHus aHannaa Ucnonb3yioT obpaseL) (Ma3ok U3 HOCOrMOTKW Yenoseka).

MVIHVIMyM 3a 1vac A0 BbINOMHEHWA UCCNefoBaHUs He pekoMeHAYyeTCs eCTb, MUTb, YNCTUTb 3y6bl, nonockate NONOCTb
pTa, KypuTb, XeBaTb XeBaTenbHyl peanHky. HenocpeacTBeHHO nepea UCCNefoBaHWEM He pekoMeHyeTcsi CaHupoBaTb
NONOCTb HOCa, CMOPKaTbCA. ﬂaHHble .qeﬁcnam MOryT NOBNUATL HA pe3ynbTaTtbl UCCNEA0BAHNSA.

Bce o6pasLyl, nonyyeHHble Ans nabopaTopHOro UCCreaoBaHus, CreayeT CYnTaTh NOTEHUNAaNbHO MHCULIMPOBAHHLIMU,
1 npu paBoTe C HUMU JOMKHBI yunTbIBaTbCH TpeGosanus CIM 1.3.3118-13 «BesonacHocTs paboTel ¢ M1kpoopraHuamamm | - I

Okcnpecc-aHTureH SARS-CoV-2-UXA
RAPID BIO antigen SARS-CoV-2-LFIA

MHCTPYKLMS N0 NPUMEHEHUIO

Crtpanuua 113 2



rpynn naToreHHOCTH (onacHocTh)». MeauunHckue paGoOTHUKW, KOTOpble COGMPAIOT WM TPaHCMOPTUPYIOT KIMHUYECKUe
obpasLpl B nabopaToputo, A0MKHbI BbITb 06y4eHbl NpakTuke GesonacHoro obpalleHus ¢ Gruomatepuanom, cTporo cobnogats
Mepbl NPeAOCTOPOXHOCTU 1 UCMONb30BaTh CPeACTBa MHAMBMAYarbHOM 3awmTsbl (CU3).

TexHuka B3SITUS Maska CO CIIN3UCTON OGOMOYKM HOCOMIOTKIA: MEANEHHBIM, NIETKUM [IBUXEHAEM BBECTU CTEPUIIbHBINA
rMBKMiA HasohapuHrearbHbI BEMIOP-TaMMOH Ha MAcTUKOBOM arnniMKaTope no HapyHON CTEHKE MOMOCTI HOCa Ha rNyBUHY
2-3 CM [0 HKHENH HOCOBOVI PaKOBMHbI. 3aTeM, crierka onyCTVB TaMMOH KHU3Y, BBECTM €r0 B HIKHUIA HOCOBO X0 MO HKHIOK
HOCOBYIO PaKOBWHY A0 3afjHEN CTEHKW HOCOTMOTKM, OCYLIECTBUTL BpaliaTerbHbie ABXEHUS M YAanuTb TamroH BAOIb
HapyXHOI CTEHKM MONOCTY Hoca.

Morpy3nTb Benop-TamnoH C MonyveHHbIM 06pasuom B nNpobupky ¢ GydepHbiM pacTBOPOM W BpallaTtenbHbIMU
nAsmkeHnsmm (ot 10 go 20 pas) nepemetluatb Guonornyeckuii obpasel, ¢ GydepHbIM pacTBOpoM

YAanuTs BENOP-TaMnoH 13 NpoGMPKY, OCTOPOXHO MPKMMAs FONOBKY TaMMOHa K CTeHkaM NpoGupku. YTunnsmposaTs
BENOP-TaMMoH ¢ cobrtoaeHuem Bcex mep Gruonornyeckoit GesonacHocTU.

XpaHeHune 06pa3LioB HEAONYCTUMO.

Mpoueaypa npoBeageHus Tecta
Komnnekr Ne1
1. lMepea 1cnonb3oBaHMem BCe KOMMOHEHTbI Habopa, C Y4ETOM NMaHNPyeMoro konnyecTaa NocTaHoBKM aHanuaa,
[0BECTU IO KOMHATHOIA TemnepaTtypbl oT 18 Ao 25°C (nakeT ¢ TeCT-kapTpUAXKEM BblAepaTb A0 AOCTKEHNS
YyKa3aHHOI1 TemnepaTypbl 10 BCKPbITUA BO M3GexaHne 06pa3oBaHms KOHeHcaTa Ha TecT-Nomnocke).

2. M3Bneyb TeCT-KapTpUaX U3 yNakoBKU N MOMECTUTb Ha CYXY0 POBHYIO rOPU30OHTasNbHYI0 NOBEPXHOCTb OTBEPCTUAMU
BBEPX. BCKPbITLI KAPTPUAXK UCNOMNL30BaTh B TeUEHWE 3 HacoB. XpaHEHUIO He NOANEXUT.

3. BHectu 5 kanenb (250 mkn) GychepHoro pacteopa U3 trakoHa-kanenbHULb! B MUKPOLEHTPUMDYXKHYIO NPOBUPKY.

4. MpoBecTu npoueaypy B3ATUS Ma3ka CoO CIIM3UCTOM 060MOYKM HOCOMNOTKM.

5. Morpy3nTb BEMIOP-TaMMOH (HE BXOASILLMIA B KOMNNEKT) C NOMYHYEHHbIM 06Pa3LioM B MUKPOLIEHTPUMYKHYIO NpoGupKy ¢

6ychepHbIM pacTBOPOM U BpalyaTenbHbIMM ABvxeHnamn (oT 10 go 20 pas) nepemeluats obpasel| ¢ XMAKOCTbIO,
nobuBasick NonHoro nepeHoca matepuana B GydepHsblit pacTsop.
6. YpanuTts HasodapuHreanbHbIi BENOP-TamroH 13 NPOBUPKM, OCTOPOXKHO MPUXKIMEs FOfOBKY TAMMOHa K CTEHKaM
NNacTMKOBO NPOBUPKM. YTUNU3NPOBaTL BEMIOP-TAMMOH C cOBnoaeHnem Bcex mep Gronoruyeckoi 6esonacHocTu.
AKKYpaTHO BHECTU BCE COAEPKMMOE MNacTUKOBOM NPOGUPKY B OKHO st 06pastia TeCT-kapTpuaxa.
8. BanyctuTb Tanmep.
9. OUEHUTB pe3ynbTaT peakLmi BUdyanbHo Yepes 8-15 MUHYT. B TeueHue aToro neproaa BPEeMEH TeCT-kapTpuax
[IOMKEH HAXOAUTLCS B NOKOE — €0 He CrieflyeT nepessurath, nepesopadnBaTs 1 T.4.

~

Komnnext Ne2
Mepen nCronb30BaHEM BCE KOMMOHEHTLI HaBopa, C Y4ETOM MAaHMPYEMOrO KOMMYECTBA NOCTAHOBKW aHann3a,
[0BECTN 10 KOMHATHOI TemnepaTypbl oT 18 Ao 25°C (nakeT ¢ TecT-kapTPUAXKeM BblAepXaTb [10 AOCTVKEHNS
yKa3aHHOW TemnepaTypel 10 BCKPLITUS BO M3BexaHne 06pasoBaHns KOHAEHCATa Ha TECT-MOMOCKE).

2. /13Bn1e4b TECT-KapTPUAXK U3 YNaKoBKM 1 MOMECTUTL Ha CyXYIO POBHYIO FOPU3OHTASTLHYIO MOBEPXHOCTbL OTBEPCTUSIMM
BBEpX. BCKpbITLIN KAPTPWUAXK MCNONB30BaTh B TeYEHME 3 HacoB. XpPaHEHWIO He NOANEXMT.

3. BHecTu 5 kanenb (250 mkn) 6ychepHoro pacTeopa 13 chnakoHa-kanenbHULbI B NIacTUKOBYHO NPOGUPKY C HacaaKom-
KanenbHULen.

4. MpoBecTn npoLieaypy B3ATUS Ma3ka Co CrIU3NCTON 0GOMOYKM HOCOMOTKN.

5. [Morpy3nTk BeMiop-TaMnoH (He BXOAALLNIA B KOMMEKT) C NoMy4YeHHbIM 06pa3lioM B NNacTMKoByio NPoGUpKy ¢

6ycepHbIM pacTBOPOM U BpalyaTenbHbIMKU AsvxerHnamn (0T 10 go 20 pas) nepemeluats obpaseL| ¢ XMAKOCTLIO,
[n061Basick MOIHOTO NepeHoca Matepuana B GydepHsIit pacTsop.

6. YpanuTe HasodapuHreanbHbii BENIOP-TaMMoH 13 NPOBUPKMA, OCTOPOXHO MPUKIMAs rONOBKY TaMNOHa K CTEHKaM
NnacTMKoBo NPOBUPKMA. YTUNN3NpoBaTL BENpP-TaMnoH ¢ cobnioaeHnem scex Mep Gronornyeckoi 6eaonacHocTu.
7. 3aKpbiTb NNACTUKOBYIO NPOBMPKY HACaAKOW-KaNenbHULIEN 11 akKypaTHO BHECTU BCE COAEPKMMOE NMacTUKOBOM

npoGupKM B OKHO ANst 0GpasLia TecT-kapTpumxKa.

3anyctuTs Taimep.

9. OUEHUTB Pe3ynbTaT peakLmi BU3yanbHo Yepes 8-15 MUHYT. B TeueHme aToro neproaa BPEMEHI TeCT-KapTpUaX
[IOJDKEH HAXOMTLCS B MOKOE — 10 He CreflyeT NepeBuraTh, NepeBopaynBaTh UTa.

*®

Komnnext Ne3

1 Mepen UCMONb3oBaHUEM BCe KOMMOHEHTHLI HAaBopa, C Y4ETOM MNaHMPYEMOro KOIMYecTBa NOCTaHOBKI aHann3a,
[0BECTW 10 KOMHATHON TemnepaTypbl oT 18 Ao 25°C (NakeT ¢ TecT-kapTPUAKEM BblAepXaTb 0 AOCTVKEHNS
yka3aHHOM TemnepaTypbl A0 BCKPLITUSA BO n3GexaH1e 06pa3oBaHus KoHAeHcaTa Ha TeCT-Nonocke).

2. M3Bneyb TeCT-kapTPUAXK M3 YNAKOBKM 1 MOMECTUTh Ha CYXYI0 POBHYIO TOPU3OHTAbHYIO MOBEPXHOCTE OTBEPCTUAMI
BBEPX. BCKPbITLIN KAPTPUAXK MCMOMB30BaTHL B TeUeHMe 3 4acoB. XpaHEHMIO He MOANEeXNT.

3. BHecTu Bce konnyecTso GychepHoro pacTeopa 13 MOHOA03b! B MUKPOLIEHTPUDYKHYIO MPOBHPKY.

4. MpoBecTn NpoLieaypy B3STUS Ma3ka Co CAIN3MCTON 0GOMOYKM HOCOTOTKN.

5. MorpyanTb BENOp-TaMMoH (He BXOAALLMIA B KOMMNNEKT) C NONy4eHHbIM 06pasLiomM B MUKPOLIEHTPUMYKHYI0 NPOBUpKY ¢

6yepHbIM pacTBOPOM U BpaLaTenbHeIMU ABvxeHusimu (0T 10 fo 20 pa3) nepemeluats obpasel, C XUAKOCTLIO,
nobueasick NonHoro nepeHoca Matepnana B 6ydepHsiii pacTsop.

6. YpanuTs HasodapuHreanbHbli BENIOP-TaMMOH 13 NPOBMPKM, OCTOPOXHO MPUXKMAst TONOBKY TaMMOHa K CTEHKaM
NAacTUKOBOM NPOGUPKMA. Y TUNN3NPOBATL BEMKOP-TaMMOH C COBNIoAeHnem Bcex Mep Gronornieckoit GesonacHocTy.

7. AKKYpaTHO BHECTW BCE COAEPKMMOE NacTUKOBOM MPOGUPKM B OKHO Ansi 06pa3iia TeCT-kapTpuaka.

8. 3anycTuTb Taimep.

9. OLEHUTB Pe3ynbTaT peakumi BidyarnbHo Yepes 8-15 MUHYT. B TeueHme aTOro neproaa BpeMeH: TeCT-kapTpuax

[I0/KEeH HaXoAUTLCA B MOKOe — ero He crieayeT nepeasuraTb, NepesopaynsaTh UTA.

Komnnext Ne4

1 Mepen vcnonb3oBaHWeM BCe KOMMOHEHTbLI HaBopa J40BEeCTU 40 KOMHaTHOM TemnepaTypbl oT 18 4o 25°C (naket ¢
TecT-KapTPUIKEM BbiEPXaTb 10 [IOCTUXEHIS YkasaHHON TeMnepaTypbl 10 BCKPLITUS BO n3bexaH1e oGpa3oBaHns
KOHZieHCaTa Ha TEeCT-NoMoCKe).

2. M3Breyb TeCT-KapTPUAXK U3 YNaKOBKM 1 MOMECTUTh Ha CYXYI0 POBHYIO TOPU3OHTANbHYIO MOBEPXHOCTE OTBEPCTUAMI
BBEPX. BCKPbITLIA KAPTPUAX UCNOMNL30BATH B TeUeHWe 3 YacoB. XpaHEHUIO He NOANEXUT.

3. BhecTtu Bce konuyectso 6ydepHoro pacteopa 13 MOHOA03bI B MNACTUKOBYIO MPOBUPKY C HAacaaKoi-KkanenbHULEN.

4. MposecTy NpoLieaypy B3ATUS Maska CO CrIM3NCTON 0BGONOYKM HOCOTNOTKM.

5. Morpy3uTb Benop-TamnoH (He BXOASLLMIA B KOMMIEKT) C NOMy4YeHHbIM 06pa3LoM B NNacTUKoBYO Npo6upky ¢

6ydepHbIM pacTBOPOM U BpaLaTenbHbIMU ABvxeHusimmu (0T 10 Ao 20 pas) nepemeluats obpasel, C XMAKOCTLIO,
nobuBasce NONHOro nepeHoca matepuana B 6ydepHblit pacTsop.

6. YpanuTb HasothapuHreanbHbli BEMOP-TaMMNOH U3 NPOBUpPKX, OCTOPOXHO NPUXKIUMas FoNoBKY TaMrnoHa K CTEeHKam
NNacTMKoBOW NPOBUPKM. YTUNN3NPOBATL BENOP-TAMMOH C cobntoaeHem Bcex mep Gronoruyeckoii 6esonacHocTu.

7. B3akpbITb NNACTUKOBYH NPOBUPKY HacafKon-kanenbHULIEH N akkypaTHO BHECTU BCE COAEPXUMOE NNacTUKoBOn
npoBupku B OKHO Anst obpasua TecT-kapTpuaxa.

8. BanyctuTb Tanmep.

9. OueHWTb pesynbTaT peakuumn BusyarnbHo Yepes 8-15 MuHyT. B TeueHue aToro neproaa BpeMeHn TECT-KapTpuaX

[OMKeH HaxoaMTLCA B NOKOE — ero He criealyeT nepeasuratb, NepesopaqnsaTh UTA.

WHTepnpeTtauus pe3ynbTtaToB
Cxema

B KOHTPONbHOIA 30He «C» NposBNAETCA OKpalleHHas nonoca, B TeCTOBOI 30He «T»
OKpaLUNBAHNS HE NPOMCXOANT.

OTpuuaTenbHblt c
pesynbrar:

MoaBnATCA 1B OKpaLUEHHbIE MONnockl.

MHTEHCMBHOCTb LiBeTa B
061acTAX TeCTOBOW IMHUM
C MOeT BapbuMpoBaThCA.
Jo6oii OTTEHOK LiBeTa B
061acT1 TeCTOBOW NMMHUN
cnesyeT cuuTaTh
NONOKUTENbHBIM

MonoxuTenbHbIi
pesynbTar: T

B KOHTPONbLHOIH 30He «C» He NoABMAETCS OKPaLUEHHOI NOMoCkl HE3aBMUCMO OT
Hanu4msa nonockl B TeCTOBOI 30He «T»

HepnelicTBUTENbHbI c C
pesynbTat

BHumanue! Peructpaums n nHtepnpetauus pesynbTaToB AOSKHbI MPOBOAUTLCS B TeyeHue 8-15 MuH
riocre BHeceHus obpasLa, Ho He no3aHee MsTHaALaT MUHYT. PervcTpauusi pesynbTaToB Mo UCTEYEHUM
15 MUHYT HeZloNycTMMa U BeJET K HeNpaBUIbHOW MHTepnpeTaLumn pesynbTaTos.

WHTepnpeTaums OTpuuatenbHoro pesynbTara:
B KOHTPOMBHOM 30HE «C» NPOSIBMSAETCS OKPaLLEHHast M0SI0Cca, B TECTOBOW 30HE «T» OKPALUMBAHWS HE NPOVUCXOAMT.

- OTpuuaTenbHblii pe3ynbTaT aHanusa ykasbiBaeT Ha OTCYyTCTBME aHTUreHa kopoHaeupyca SARS-CoV-2 B
uccneayemom obpasLie B NpeAenax YyBCTBUTENBHOCTY TecTa.

- OTpuuatenbHbil pesynbTaT Tecta «3kcnpecc-aHTureH SARS-CoV-2-UXA» He WCKiovaeT BO3MOXHOCTU
WHMLMpoBaHus Bupycom SARS-CoV-2. Ecnu pesynbTaT TecTa OTpuLaTenbHbiil, a KIWHWYECKNEe CUMNTOMbI
COXPaHsoTCs, HeobXOAMMO MPOBECTU [OMONHUTENbHOE MOBTOPHOE TECTUPOBaHME, a Takke AONOMHUTENbHOE
TeCTUPOBaHUE C MCNOMNb30BaHNEM APYriX NaBopaTOPHbIX W/MMAN MHCTPYMEHTamNbHBLIX METO/10B.

WHTepnpeTtauusa NMonoxuTtensHoro pesynbrara:
MosiBnstoTcs ABe okpalleHHble nonockl. OaHa nonoca 06s3aTenbHO JOMKHA HaXoaNUTLCS B KOHTPOrbHOM 30He «C»,
Apyrasi B 3oHe «T».
- OkpalumnBaH1e B TECTOBOI 30He «T» — CBUAETENLCTBYET O HAaNUYUW aHTUreHa kopoHaeupyca SARS-CoV-2 B
vccnegyemom obpaste.

WUHTepnpeTtauua HepeicTBUTENBbHOrO pesynbrara:
B KOHTponbHOW 30He «C» He NosIBNSeTCst OKPaLLEHHO NOOChI HE3aBUCUMO OT HaM4Ks NONOCKI B TECTOBOM 30He «Ty.
- HepocraTouHblii 06bem Npobbl Unu HenpaeunbHasi NpoLieaypa BbINONHEHUs TecTa.
MepecmoTpuTe NpoLeaypy BbIMOMHEHUS N MOBTOPUTE TECTUPOBAHUE, UCMONb3Ys HOBbIN TECT.
- Ecnn npoGneMa COXpaHsAeTcs, HeMeaAneHHO NpekpaTuTe UCnonb3oBaHWe TeCToBOro Haﬁopa n OﬁpaTMTer K
ANCTPUBHLIOTOPY.

KoHTponb kayectBa
BHYTPEHHWI# KOHTPONb BKIIOYEH B TecT. LIBeTHas NMHWS, NPOsIBNSAIOWAsACS B KOHTporibHoM obnactu (C), senseTcs
BHYTPEHHWM KOHTPOMEM. DTO NOATBEPXKAAET AOCTATOUHBIV 06BEM NPOBLI U NPABUMBHOCTL MPOLIEAYPbI BINOHEHNS.

B TPAHCNOPTUPOBAHME U XPAHEHUE

BamopaxuBaHue He gonyckaetcs!

XpaHeHne MEeULIMHCKOTO M3AENUs B YNakoBke MpeAnpuUsiTUs-u3roToBUTENs Npu Temnepatype oT +2 ao +300C o
MCTEUEHNS CPOKA TOAHOCTH.

TecT-KapTPUXK U3 NOBPEXAEHHON YNaKoBKM He MPUrO/IEH [i1sl NPOBEEHNS aHanu3a.

Tocre BCKPLITUS yNakoBOK HENCMOMNb30BaHHbIE TECT-KAPTPUAKM [OMYCKAeTCs XpaHnTbL Npu TemnepaTtype ot +18 Ao
+25°C He Gonee 3 yacoB. BycepHblii pacTBop Ans pas3seAeHns obpasLoB nocre BCKPbITUS NPOBUpKM Ans passeaeHus
obpasLia AonycKkaeTCst XpaHUTL NpU TemnepaType oT +2 1o +8 °C [0 MCTEeYeHIst CPoka FOAHOCTY.

TpaHCnopTMPOBaHUE MEAMLIMHCKOTO U3AENns — Npu TemnepaType ot +2 4o +30°C, TpaHCOPTOM BCEX BUAOB B KPbITbIX
TPaHCMOPTHLIX CPEACTBAX B COOTBETCTBIM C NPaBUNIaMM1 NEPEBO30K, AEHCTBYIOLMMM Ha TPAHCMOPTE JaHHOTO BUAa

B TEXHWYECKOE OECNYXUBAHUE U PEMOHT

Vianenue He NoanexmuT TEXHUYECKOMY OBCYKNBAHMIO N PEMOHTY.

B rAPAHTWM M3rOTOBUTENS

MpeanpusTUe-N3roToBUTENb  FApaHTUpYeT CcooTBeTCTBME Habopa TpeGoBaHWAM TEXHUYECKUX YCMOBUIA  Npu
COBMIOAEHNN  YCIOBMIA TPAHCMOPTUPOBAHNS, XPaHEHWS M NPUMEHEHMs!, YCTAHOBMEHHbIX TEXHUYECKOW AOKyMeHTaumen
NpeanpUATAS-M3roToBUTENS.

Cpok roAHOCTI MEAMUMHCKOTO U3enusi COCTaBnAeT 12 MecALEB C AaTbl M3TOTOBNEHUS (aHHbIE HE NOATBEPKAEHS!
ncenen B pearbHoM Bp ). Cepun MeaMUMHCKOrO M3AENNs C UCTEKWIMM CPOKOM FOAHOCTU MPUMEHEHMIO He
noanexar.

MpousBoauTens: O6LLEeCTBO C OrpaHUyeHHo oTBeTCTBEHHOCTbIO «PATML BAO» (OO0 «PAMUA BUO»).

Appec (MecTo HaxoxaeHust) opuanyeckoro nuua: 670000, Pecnybnuka Bypsitus, r. Ynan-Yas, yn. Ceepanosa 13a,
ocpuc 4, +7 495 105 99 16, az@drdbiotech.ru

MecTto npousBoacTBa MeauuuMHckoro wusgenusi: Poccuiickas ®epepaums, 121205, r. Mocksa, Tepputopus
VMHHOBaLWMOHHOro «CkonkoBoy, Bornbluoii 6ynbsap, 4. 42, cTp.1, nom. 912.

Cumeon Onucanue

MpousBoguTtens

Homep cepun

Temnepatypa xpaHeHus: ot +2 go +30°C

g Cpok rOAHOCTY M3AENNSI: rof, MECALL BKIIOHYNTENBHO

& [laTa n3roToBneHus: rod, mecs,

KaTanoxHblii Homep

MeauuuHckoe nsgenuve ans in vitro AMarHoCTUKU

O6paTTECh K MHCTPYKLMK NO NPUMEHEHNIO

He ncnonb3osaTtk ecnn ynakoska nospexaeHa

He ncnonb3osats fBaxabl

TectoB B Habope

Okcnpecc-aHTureH SARS-CoV-2-UXA
RAPID BIO antigen SARS-CoV-2-LFIA

MHCTPYKLMS N0 NPUMEHEHWIO

Crtpanuua 2 u3 2
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