1. HASHAYEHUE
1.1. MNonwHoe
HaBop peareHTOB

oBaHue
«3Kenpecc-TecT

0 uspenus
ansa BblsiBNeHUs

44090553-2022, nanee no TekcTy — «PAMUO-COVID-19-AHTUrEH».
1.2. CocTtaB MeAULMHCKOro usgenus

Ha6op peareHToB «PAMUA-COVID-19-AHTUreH» BbinyckaeTcs B Tpex 6a30Bbix BapuaHTax KOMMIeKTaLumm:
- Komnnekt Ne1 ¢ TecT-kapTpuaKeM paccunTaH Ha uccriegosanve 1 obpasua,

- Komnnekt Ne2 ¢ TecT-kapTpuaKeM paccynTaH Ha uccnegosanue 5 o6pasuos,

- Komnnekt Ne3 ¢ TecT-kapTpumeM paccunTaH Ha uccnegosanue 20 o6pasuos.

B cocraB «PAMNO-COVID-19-AHTUreH» BXOAAT crieflyloLme KOMNeKTyoLme:

aHTUreHa
nMMyHoxpomaTtorpacpudeckoro aHanusa «PAMUO-COVID-19-AHTUreH» B BapuaHTax ucnonHenusi» no TY 21.20.23-011-
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Monb3a Ans nauueHta Habopa peareHToB «PAMNO-COVID-19-AHTUreH» npeBanupyeT Haj pyUckamu Ans nauveHTa,
MPON3BOASALLETO W SKCTIYaTUPYIOLLEro NepcoHana, TPEThUX SINLL 1 OKpyXKatoLein cpe/bl. MOMHbI OCTATOUHBIN PUCK SBASETCS

2. XAPAKTEPUCTUKA MEOULIMHCKOIO U3OENUA

HanmeHosanne
nokasarens

XapakTepucTuka v HopMb!

2

1. BHewHu Bug

1.1.TecT-kapTpuax ans
onpeaeneHns aHTureHa
SARS-CoV-2 ¢ ocymTenem

MNacTuKoBbIN KOHTEHEP NPSIMOYroNbHON hOPMbI C ABYMS OTBEPCTUSIMU, B KOTOPbIN
nometLieHa TeCT-nonocka

1.2.MnacTukosas npobupka ¢

HacagKomn-kanenbHuLen ¢

MnacTtukoBasi Npobupka ¢ HacagKkor-kanenbHULEN, coaepxatuas 0,22 Mn
6ydepHoro pacTeopa Ans NorpyeHusi 30HA-TaMMoHa CTEPUNLHOTO Nocne B3sTUsS

- TecT-kapTpuaX Ansi onpeaenexns aHtureHa SARS-CoV-2 ¢ ocywumtenem — 1 wr.

- MnacTukoBasi npobupka ¢ Hacaakoii-kanenbHuLel ¢ 6ydepHbiM pacTBopom (0,22 mn) — 1 wwT.

- 30HA-TaMMOH CTepunbHbIA AnA B3ATUS Buomatepuana (30HA MeAVMLMHCKUIA OOHOPa30BbIN
cTepunbHbid, TY 32.50.13-002-28731857-2020, PY Ne P3H 2021/13989 wnu 3oHA-TamnoH
MEANLIMHCKUIA OAHOPa30BbIi, cTepunbHbIi, PY Ne P3H 2022/18561 unu 3oHabl MeauLMHCKUE NO
TY 9436-002-98349125-2016, PY Ne P3H 2018/7058) 6Guomatepuana — 1 wr.

- IHCTpyKUMs No npuMeHeHunto — 1 wT.

Komnnekr Ne1:

Komnnekt Ne2: - TecT-kapTpuaK Anst onpefenexns aHtureHa SARS-CoV-2 ¢ ocymtenem — 5 wr.

- MnacTukoBas npobupka ¢ Hacaakoii-kanenbHuLen ¢ 6ydepHbiM pacTBopom (0,22 M) — 5 LT,

- 30HA-TAMMOH CTEpUnbHbIA AN B3ATUS Guomatepuana (30HA MEAWMUMHCKUA OAHOPa3oBbIi
cTepunbHbid, TY 32.50.13-002-28731857-2020, PY Ne P3H 2021/13989 wnu 3oHA-TamnoH
MEANLIMHCKUIA OAHOPa30BbIi, cTepunbHbI, PY Ne P3H 2022/18561 unu 3oHabl MeaMLMHCKUE NO
TY 9436-002-98349125-2016, PY Ne P3H 2018/7058) — 5 wrT.

- IHCTpyKUMS No npuMeHeHuto — 1 .

Komnnekt Ne3: - TecT-kapTpuax Anst onpegenexnst aHtureHa SARS-CoV-2 ¢ ocywntenem — 20 wT.

- MnacTukoBas npobupka ¢ Hacaakon-kanenbHuLe ¢ 6ycdepHeiM pactBopom (0,22 mn) — 20 wr.

- 30HA-TAMMNOH CTepUnbHbIA Ana B3sATUS 6uomatepuana (30HA MEAWMLMHCKUA OfHOPa3oBbIii
cTepunbHbid, TY 32.50.13-002-28731857-2020, PY Ne P3H 2021/13989 wnu 3oHA-TamnoH
MEANLIMHCKUIA OAHOPa30BbIi, CTepurbHbIi, PY Ne P3H 2022/18561 unu 3oHabl MeauuMHckue no
TY 9436-002-98349125-2016, PY Ne P3H 2018/7058) — 20 w.

- IHCTpyKUMS No npuMeHeHuto — 1 .

Mpumep 0Go3HaueHst HaGopa Npu ero 3aka3se 1 B [I0KyMEHTaLMN APYroro U3nenust:

HaGop peareHToB «3Kcnpecc-TeCT [Ans  BbIsIBMEHUS aHTUreHa kopoHaeupyca SARS-CoV-2  meTonom
nMMyHoxpomaTtorpacpudeckoro aHanusa «PAMUO-COVID-19-AHTUreH» B BapuaHTax ucnonHenusi» no TY 21.20.23-011-
44090553-2022, Komnnext Ne1, kog OKMA2: 21.20.23.110.

1.3. HasHaueHue HaGopa
HaBop peareHtoB «PAMUO-COVID-19-AHTUreH» npefHasHayeH Ans  Ka4yecTBEHHOrO BbISIBMIEHWSI  aHTUreHa
kopoHaBupyca SARS-CoV-2 B 6uonoruyeckom matepvane (Masok M3 CpedHero W/vmm HUXHEro HOCoBOro xoda) MEeToAoM
MMMyHOXpomMaTorpacpuyeckoro aHanvaa y niojen, nogopesaroLmx y cebs HoBYlO KOpOHaBUPYCHY0 UHbekumio COVID-19.
«PAMNO-COVID-19-AHTUreH» npeaHa3Ha4yeH Ans cCaMoTECTUPOBAHWS, B TOM YMCHE B JOMALLHNAX YCMOBUSIX.
He Ans caMoCTOATENBLHOMO UCMONb30BaHUs AeTbMM!
1.4. O6nacTb NpUMeHeHUs1 MeAULIMHCKOro u3aenusa
CamoTecTVpoBaHme, B TOM YUCHE B [JOMALLIHUX YCIOBUSIX.
HaGop peareHtoB «PATMAO-COVID-19-AHTUreH» MCnonb3yeTcs B kavyecTBe npeaBapuTenbHoro obcrefoBaHus Ha
onpeaernexne aHTUreHa kopoHaempyca SARS-CoV-2 B Maskax U3 CpeAHEro UMM HUXKHEro HOCOBOTO XoAa.
1.5. N v npot HUA K Np
HaGop pearentoB «PAMWUO-COVID-19-AHTUrEH» npeAHasHavyeH [Ans  Ka4yecTBEHHOTO BbISIBMIEHUS aHTUreHa
kopoHaBupyca SARS-CoV-2 B Gronornieckom matepuane (B Maskax U3 CpeaHero n/mnm HKHero HoCoBOro Xoaa).
lMpeaHasHaueH Ans OJHOKPATHOTO NPUMEHEHMS N0 Ha3HAYEHMIO.
MpoTnBoNOKa3aHUi K NPUMEHEHMIO HET.
MeToA NOCTaHOBKM - Py4HOIA.
1.6. MMoTeHumanbHble NOTpeGuTenu
Tioau, nogospesatoluyme y cebs HOBYIO KOPOHABUPYCHYIO UHekLmto (COVID-19).
[lonyckaeTcsi NpUMEeHeHMe B JOMALLHIX YCIOBUSX.

1.7. KnuHuueckoe HasHaueHue

COVID-19 — noTeHumanbHo Tshkénas ocTpasi pecnupatopHasi Hekumsl, BbidbiBaemasi KopoHaBupycom SARS-CoV-2.
MpepncraensieT coboit onacHoe 3aGonesaHune, KOTOPoe MOXeET npoTekaTkb kak B popme OPBWU, Tak v B Gonee Tshkénoii hopme.

Mepeas Bcnbilwka COVID-19 npousowwna B ropoae YxaHb (MpoBuHUMS Xy63it) Kutaiickoin HapoaHon Pecnybnvkv B
koHue 2019 roaa. Boabyautenio 6bino AaHo BpemeHHoe HasBaHue 2019-nCoV.

BcemupHas opraHusaums 3apasooxpaHenust 11 cespans 2020 r. npuceouna oduumanbHoe HasBaHue WHGEKUUM,
BbI3BAHHON HOBbLIM kopoHasupycom, — COVID-19 («Coronavirus disease 2019»). MexayHapoaHbIii KOMATET MO TaKCOHOMUM
Bupycos 11 ceBpans 2020 r. npucBoun orumnanbHoe HaseaHue Bo3byauTento nHdbekummn — SARS-CoV-2.

Mosienenne COVID-19 nocTtaBuno nepef crneuvanucTamy 3ApaBOOXPaHEHUs! 3adadv, CBsi3aHHble C GbiCTpon
AWAarHoCTUKOWM U OKasaHWeM MEeAMLMHCKON nomoluy GonbHbIM. M3BECTHBI crieayiolme knuHudeckve BapuaHtel COVID-19:
OPBW (nopaseHune ToNbKo BEPXHUX OTENOB AblIXaTenbHbIX MyTei); THEBMOHMA 6e3 bixaTenbHON HeJ0CTaTOYHOCTM; OCTPbIA
PEeCnMUpaTOpHLIv AUCTPECC-CMHAPOM (MHEBMOHUSI C OCTPOW AbIXATENbHON HEAOCTATOYHOCTBIO); CEMCUC, CENTUYECKMIA LLIOK;
[ABC-cuHapom, TpomB03bl M TpoMGoamGonuu.

TMepeaaya MHEKLMN OCYLLIECTBNISETCS BO3AYLLIHO-KANEMbHbIM, BO3AYLIHO — MbINEBbIM U KOHTAKTHLIM NyTmMu. Beaywmm
nyTem nepeaa4qm SARS-CoV-2 saBnsieTcst BO3AYLLIHO-KanenbHbIiA, KOTOPbI peanu3yeTcst Npu Kalune, YuXaHuu U pasroBope Ha
6113KoM (MeHee 2 METPOB) PacCTOsiHUN. KOHTaKTHBIN MyTe Nepefayn OCYLLECTBASETCS NPU PYKONOKaTUsX U APYrX BULAX
HEMNOCPE/ICTBEHHOTO KOHTAaKTa C MH(MULMPOBAHHBLIM YErOBEKOM, @ Takke 4Yepe3 MULLEBbIe MPOAYKThI, MOBEPXHOCTU U
npeameThbl, KOHTaMUHUPOBaHHbIe BUPYCOM. /I3BECTHO, 4TO Npn koMHaTHOI TemnepaTtype SARS-CoV-2 cnocobeH coxpaHATb
JKU3HECNOCOBHOCTL Ha Pa3nuyHbIX 0GBEKTAX OKpYXatoLLeli cpeabl B TedeHne 3 cyTok [1].

1.8. OnucaHue UamepuUTENbHbIX XapaKTEPUCTUK U NPOTp; 0ro C

He npumenumo.
Ha6op pearexTtoB «PAMUA-COVID-19-AHTUrEH» HE aBTOMAaTU3UPOBaH W HE COAEPXKUT NPOrpaMMHOro oGecneyeHus!.

MeauL o

1.9. MonynsAuuoHHble, AeMorpadmyeckme acnekTbl
MpenHasHayeH Ans obcrnenoBaHus BCex rpynn Hacenenus 6es rpagauum no Aemorpaduieckomy unm nonynsiLoHHoOMy

npU3Haky.

1.10. K ' s 0 uspenus
Kog O6Lepoccuiickoro knaccudukatopa npoaykLumn no Buaam akoHoMuyeckoi aesitenbHoctn OKMA2 — 21.20.23.110.
Knacc NOTEeHUManbHOro pucka npuMeHeHns MeauuMHCKOro u3genus B COOTBETCTBUMM C HOMeHKﬂaTyPHOﬁ

knaccudukaumeii (no Mpukady Munsgpasa Poceun ot 06.06.2012 N 4H) — 3.
Bug MeauvumHckoro wapenus — 377880 «SARS Kopowasupyc 2 (SARS-CoV-2) aHmueerbl MBL, Habop,
7 , CaMOKOHMPOJTb .

UMMYHOX{ A P
1.11. PUCKM NpUMEHEHUsi MEANLIMHCKOro u3aenus
Puckn npumeHenunsi Habopa peareHtoB «PAMWUA-COVID-19-AHTUreH» npoaHanuavupoBaHbl B cooteeTcTeum ¢ FOCT
1SO 14971-2021.
Bce pucku, CBA3aHHbIE C U3AENMEM, CHIDKEHbI 1O NPUEMIEMOro YPOBHS C NOMOLLLIO Mep yrpasnenus puckamu. B
obnactn HeﬂOI‘IyCTMMOIZ 30Hbl PUCKM HE BbisIBMEHbI.

6uomatepuana
30HA MeAWUMHCKWIA OfHOPa3oBbli CTepunbHbIM no TY 32.50.13-002-28731857-
2020,PY Ne P3H 2021/13989, nponasogutens OO0 «dPapmMeponuc PT», Poceusi
wnu  30HA-TaMMOH  MEAWLMHCKUA  OfHOPa3oBblil, cTepunbHeil, PY Ne P3H
2022/18561, npoussoauTens «LissHcy XanXeHn Mepgukan Texwonomiwu Ko., Nta»
Kutann unu 3oHabl mMeguumHckve no TY 9436-002-98349125-2016, PY Ne P3H
2018/7058, npousBoautens OO0 «MeauumHckue nsgenusi», Poccust

2. TexHM4ecKne xapakTepucTukm
8,8-9,2

BydepHbIM pacTBOpom

1.3.30Ha-TaMnoH
CTepunbHbI Ans 3abopa
Buomarepunana

2.1. pH 6ycbepHoro pacteopa
2.2. Bpemsi [OCTUXEHUS!
YCTOMUMBbIX BUASYambHBIX 7
pesynbTaTos, MUH
2.3. OTpuuaTtenbHblit

MosiBneHne ToNbKo KOHTPOMbLHOM nonockl «C»

KOHTPOIb

2.4. TonoxXuTerbHbln TMosiBneHne AByX OKpaLLEHHbIX NOSIOC: KOHTPOMLHOI NOMOCkH! «C» 1 TECTOBON MONOCH

KOHTPOnb «T»

2.3. AHanuTuyeckas MuHMManbHash [OCTOBEPHO OMpejernsiemMas KOHLEHTPaLMs HyKNeoKancuaHOro

YyBCTBUTENLHOCTL aHTureHa SARS-CoV-2 B 6uonornyeckom matepuane 10 nukorpaMm/MunivnuTp

2.4. AHanuTuyeckas Mpn  TectupoBaHuu  06pasLoB, coaepxalmMx  aHTureHol  Bo3byauTtenen

cneumguyHoCTL WHEKLUMOHHBIX 3aboneBaHwii: Bupyc rpunna TmnoB A u B, pecnupatopHo-
CUHUMTWAnNbHbIA BUPYC, BUpYC naparpunna 1, 2, 3 u 4 Tnos, pUHOBMpYC, afieHoBUPYC
rpynn B, C u E, yenoseyeckuit metanHesmoBupyc, 6okasupyc, MERS-CoV,
Streptococcus pneumoniae, Haemophilus influenza type B, Legionella pneumophila
SARS-CoV, nepekpéctHas peakTMBHOCTb OTCYTCTBYeT

2.5. BocnponssoaMMOCTb 100%

2.1. Heob6xoaumble MaTepuanbl 1 060pyaAoBaHUe, He BXOASLLUE B KOMIIEKT
- TaliMep unu cekyHoomep;
- OAHOpa3oBble Nep4yaTkn, Macka MeanumHCKasa ogHopasoBas.

2.2. CocTaB KOMMOHEHTOB MeAULIMHCKOro usaenus

HaumerosaHue komnoHeHTa Coctas

KoHbloraTHasi MembpaHa C HaHeCEHHBIM Ha HEe KOHBIOraTOM KOMIOUAHOrO 30710Ta C
MOHOKMOHAmNbHbIMA  MbILUMHBIMKA -~ aHTUTenamn Kk aHtureHy N SARS-COV-2 wu
KOHBIOTaTOM KOSMIOWAHOTO 30710Ta C MOMNKIOHANBHBIMA KyPUHBIMU aHTUTenamu IgY
B KonuyecTtee 1 Mkn/mMm

HuTpouennionosHasi MembpaHa C  HaHECEHHBIMA HAa  HEe  MbILMHBIMU
MOHOKMOHarnbHbIMW aHTuTenamm k aHtureHy N SARS-COV-2 B konuyectse 1 mr/mn,
B KaYeCTBE TECTOBOI NOMOCH N HAHECEHHLIMI HA HEE KPOMUUYLUMM aHTUKYPUHBIMU
aHTMTenamu B KonuyecTae 1 Mr/Mn, B KAYECTBE KOHTPOSLHOM NONOCh
[AuctunnuposanHas Boga Ao 1 n, xnopua Hatpusi — 8,8 r/n, Tpuc (rMapokcumeTun) —
7,9 r/n, a3na Hatpus — 0,5 r/n, NP-40 — 10,0 r/n

TecT-kapTpuaX Ans
onpeaeneHns aHtureHa
SARS-CoV-2 ¢ ocywmtenem

BydepHbiit pacteop

2.3. UHdopmaumsa o cTepunLHOCTH

M3genne vmeeT cTepunbHbIA KOMMOHEHT — 30HA-TaMNOH MEAWLMHCKUIA OfHOPA30BbI CTEPUMbHBIA ANs B3SATUS
6uomatepuana. B cnyyae HapyLleHUsi CTEPUNbHOW YNaKOBKW 30HA-TAMMOH HE MOANEXUT UCMONb30BaHMIO.

2.4. WHdopmMauma o HaNnU4Mn B MeAMLIMHCKOM M3enun NieKapcTBEHHOro cpeAcTBa, MmaTepuanoB
JKMBOTHOTO U (Unn) oro np

B coctaB HaGopa peareHtoB «PAMUO-COVID-19-AHTUrEH» He
hapmaLeBTUYeckue cybeTaHumm.

TecT-kapTpuaX Ans onpefeneHusi aHtureHa SARS-CoV-2 ¢ oCylMTENneM COAEPXUT KOHbloraTHylo MembpaHy ¢
HaHeCEeHHbIM Ha Hee KOHBIraTOM KOMIOMAHOMO 30/10Ta C MOHOKMOHAMbHBIMU MbILUMHBLIMK aHTUTenamm k aHtureHy N SARS-
COV-2 1 KOHbIOraTOM KOMMOWAHOMO 30M0Ta C MOMMUKIOHAMNbHLIMWA KYPUHLIMA aHTUTenamu IgY B konuuectBe 1 MKN/MM;
HWUTPOLIENNIONO3HYI0 MeMBpaHy C HaHECEHHBIMU Ha Hee MbILLMHBLIMA MOHOKIOHaNbHBIMU aHTUTenamm k aHtureHy N SARS-
COV-2 B konnyecTtse 1 Mr/mMr, B ka4eCTBE TECTOBOI MONOCH! U HAHECEHHBIMU Ha HEE KPONUHYLUMMN aHTUKYPUHBIMU aHTUTENaMu
B KonmyecTae 1 Mr/mr, B Ka4ecTBe KOHTPOMLHOM MOMOCh.

3. AHAIIMTUYECKUE U AUATHOCTUYECKUE XAPAKTEPUCTUKU
3.1. AHnanuTuyeckas cneunmUyHOCTb

3.1.1.UnTepcbepeHuusn
Mo AaHHBIM UCCneaoBaHwil, MHTepdepUpyHoLLIMe BeLLeCTBa OKCUMETa30NuH, ByaecoHns, dnyHuaonua, AeKkcameTasoH,

BXOAAT NeKapcTBeHHble npenapatbl U

MyMUPOLNH, MYLWH HE O 0T HEraTUBHOTO BIMSIHUS Ha BLINONHEHNE TecTa.
Ne n/n Cy6cTaHums KoHueHTpauus

OKCUMEeTasonuH 0,6 mr/mn

2 Byneconng 200 mkr/mn

3 dnyHusonug 6,8 Hr/mMn

4 lexcameTa3oH 0,8 mr/mn

5 MynupouuH 12 mr/mn

6 3aHamueup 282 Hr/mn

7 MyumH 5 mr/mn

3.1.2.MepeKkpecTHan peaKTMBHOCTb

Mpn TecTupoBaHuM 06pa3LOB, COAEPKALUMX aHTUreHbl BO3BYyAMTENen MHPEKUMOHHbLIX 3aGoneBaHuii: BUpYC rpunna
TMNOB A 1 B, pecnnpaTopHo-CUHLMTUANbLHBIA BUPYC, BUPYC naparpunna 1, 2, 3 1 4 TNoB, pUHOBMPYC, aaeHoBMpYC rpynn B,
C un E, yenoseuyeckuit MeTanHeBmoBupyc, 6okaupyc, MERS-CoV, Streptococcus pneumoniae, Haemophilus influenza type B,
Legionella pneumophila, SARS-CoV nepekpécTHasi peakTUBHOCTb OTCYTCTBYET.

3.2. AHanuTuuyeckas YyBCTBUTENIbHOCTb

MuHMManbHasi  [OCTOBEPHO — onpeaensiemas
Buonornyeckom matepuane 10 nukorpaMm/MUNAMIUTP.

KOHLIEHTpaUMsi  HykneokancuagHoro aHtureHa SARS-CoV-2 B

PAMMO-COVID-19-AHTuUreH

WHCTpyKumMs no npumeHexuto. Bepeus 1.0

Crtpanuua 113 2


http://www.rapidbio.ru/

3.3. Mos.r Th (| p
[MoBTOPSIeMOCTb pe3ynbTaToB BHYTPU OAHOI cepum cocTasuna 100%.

3.4. Bpems npoBefeHWA aHanu3sa
Bpemsi 4OCTWKEHMS YCTORYMBbLIX NOKa3aTenen 7 MUHYT.

3.5. O6bem uccnegyemoro o6pasua
MuHumanbHbIi 06bem obpasua, Heobxoaumbl ans nposeaeHnst «PAMNA-COVID-19-AHTureH» coctasnsietT 100 Mk,

AMMOCTB)

3.6. [varHocTuyeckue xapakTepucTUKu
[na noaTBepXAEHNA ANarHoCTUHECKNX XxapakTepucTuk 6bino nccnenosaHo 150 Guonornyeckmx 06pasuos, B3ATbIX CO
CRM3NCTONM 0GOMOYKM POTOIIOTKA MM HOCOTSIOTKM, UMW CPEAHETO/HKHETO HOCOBBIX XOAOB YernoBeka. Mo pesynbTaram
NPOBEAEHHbIX UCTbITAHUIA  AnarHocTuyeckast uyecTBUTENbHOCTL  «PAMUO-COVID-19-AHTUreH» coctaeuna 100% (c
[OBEPUTENBHOI BEPOSITHOCTLIO 95%, AoBepuTeNbHbIA MHTepean 98,6 - 100%), AnarHocTuyeckas cneuyndundHocTs - 100% (¢
[AOBEPUTENBHO BEPOSITHOCTLIO 95%, AoBEpUTENbHBLIA MHTepBan 98,6 - 100%).

4. MEPbI NPEOOCTOPOXHOCTHU

. BHMMAaTEnNbHO O3HAKOMbTECH C MHCTPYKLMEN MEped UCMONb30BaHUEM U CTPOro KOHTPOrMpYiTe Bpemsi peakuuu. B
MPOTUBHOM Crly4ae pesynbTaTbl TecTa 6y/1yT HETOUHBIMM.

. BeperuTte OT Bnari, He OTKpbIBANTE YMakoBKy, Noka oGpa3ubl Ans TECTUPOBaHUS He GyayT roTokl. He nposogute
TecTUpoBaH1e, €I YNakoBka NOBPEX/AEHa UMW TECTOBas KacceTa SBNSETCS BNAKHON.

. Vicnonkayiite HaGop peareHToB B TEYEHUE CPOKa FOAHOCTY.

. Tepen vcnonb3oBaHWe [JOBEANTE BCE PeareHThbl 1 0GpasLibl O KOMHATHON TeMNnepaTypsI.

He 3ameHsiiiTe KOMMNOHEHTbI Habopa KOMMOHEHTaMM Apyrux Habopos.

HaGop peareHTOB [JOMKEH XPaHUTLCS B CTPOrOM COOTBETCTBM C YCTIOBUSIMM, YKa3aHHBIMI B [JaHHON UHCTPYKLINM.

. MeToab! 1 pe3ynbTaTbl TECTUPOBAHUS JOMKHbI NHTEPNPETMPOBATLCS B CTPOrOM COOTBETCTBUM C JAHHON MHCTPYKUMEN.

. Ecnun copepxanne B npobe aHTureHoB SARS-CoV-2 B 06pasLie OkaxeTCsi HKE MUHUMANbLHOTO Npeaena BbisiBeHUs!
ANsi flaHHoro HaGopa, To GyayT NonyYeHsl OTPULATENbHBIE PE3yrbTaTbl.

5. MPOLIEOYPA AHATIU3A

[ins npoBeAeH!s aHann3a ucronb3ayloT oGpaseL] — Ma3ok U3 CPEAHErO /U HKHETO HOCOBOTO XOAaA.
HenocpeACcTBEHHO Nepe/ UCCIefoBaHNEM HACTOSTENBHO HE PEKOMEHAYETCS NPOMbIBaTL NOMOCTL HOCA, UCMONL30BaTL

Kannv 1 cnpeu B Hoc. 3TV AEACTBIUA MOTYT NOBAWUSTHL Ha Pe3ynbTaTkl UCCNEA0BaHNS.

TMpu cryyaiHoM KOHTakTe C 06pasLioM HEOBXOANUMO TLIATENbHO BbIMbITb PYKM C MbIIOM MOA MPOTOYHON BOAOI B

TeyeHne He meHee 40—60 cekyH.

XpaHuTb 06pasLibl Henbas!
5.1. TMpouenypa npoBefeHUsA TecTa
1. Bce KOMMOHeHTbI Habopa AOMKHbI BbiTh KOMHATHO TemnepaTypbi.
2. TwaTenbHO BbIMbITb PYKM C MbIFIOM U 06paboTaTs aHTUCENTUKOM.
3. M3Bneyb TECT-kapTPUAXK U3 YNaKOBKM 11 NOMECTUTL Ha CYXYH POBHYHO FOPU3OHTaMbHYIO MOBEPXHOCTL OTBEPCTUAMN
BBEpX. BCKpbITLIN KapTPUAXK UCNONL30BaTL B TEYEHNE 3 4ACOB, HE XPaHUTL B pacnakoBaHHOM Bue.
. BekpbITb Npobupky ¢ Hacaakoii-kanenbHuLeln ¢ 6ycdepHbiM pacTBOPOM, MOTSIHYB 3@ A3bI4OK antOMUHUEBON KPbILLKU
BBEpX.
. AKKyPaTHO BbICMOPKaTLCS B CandeTky.
. BCKPbITb MHAVBUAYarbHYIO YNaKkoBKy CTEPUBHOO 30HA-TAMMOHE, C NPOTUBOMOMOKHOM OT MSIFKOTO HaKOHEeYHWKa
CTOPOHBI.

7. TpoBecTM npouenypy B3ATUS Ma3ka CO CMM3UCTONM OBOMOYKA CPEAHETO W/WMK HUKHErO HOCOBOTO XOAA: BBECTM
HaKOHEYHMK 30HAA-TaMnoHa B HO3ApK Ha rnybuHy 2-3 cm n npoussecTn 10 BpalaTenbHbIX ABWKEHWA Mo
BHYTPEHHEN CTeHKe HO3ApK. MOBTOPUTL NPOLEAYPY AMNs APYroi HO3APK, UCMOMNb3Ysi ATOT XE 30HA-TaMMOH. V3Bneub
30H/I-TaMMOH U3 HOCA.

8. lMorpysnTb 30HA-TAMMNOH C MOMy4YeHHLIM 06pasLoM /10 AHa MNacTUKOoBOW Npobupkn ¢ GydepHbIM pacTBopom U
BpalaTenbHbIMM ABkeHuaMu (20 pas) nepemelwaTb obpasell C KMAKOCTHIO, Crierka cxumas npobupky ans
Hambonee nonHoro nepeHoca matepuana B 6ycepHbiii pacTBop.

9. Cnerka Cxumasi NpoBupKy, BpaLLATENbHLIMA ABWKEHUAMA W3BNEYb 30HA-TAMMOH, MbiTasiCh MakCMMarnbHO ero
oTKaTb.

10. MNOTHO 3aKpbITh NNACTUKOBYIO NPOGUPKY HacafKoW-KkanensbH1LE N NOCTENEHHO, He AoNyCckas nepenuBaHus Yyepes
Kpasi OkHa Ansi BHeceHus obpasua, BHECTW MO Kannsim Bce copepxumoe (HO He Gonee 6 kamenb) B OkHO Ans
BHeceHus obpasua (S) TecT-kapTpuaka.

11. acedb Bpems. [lo MonyyeHus pesynbTaTa TecT-kapTPUAK AOMKEH HAXOAMTLCS B MOKOe — ero He creayet
nepeABuraTh, NepesopaynBaTh U T. 4.

12. BuayarnbHo OLeHUTL pesynbTaT peakuun Yepes 7 MUHYT.

5.2. OueHka pe3ynbTaToB
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BuaHa TonbKo KOHTPOMbHas nonoca «C»
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BuaHb! ABe nonockl: koHTponbHas nonoca «C» n Tectosas nonoca «T»

VIHTEHCMBHOCTb  OKpacki TeCTOBOW
NOMOChI MOXET BapbUPOBaTLCS.
TNiobylo  cTeneHb  MHTEHCMBHOCTM
OKpacku TECTOBOW Morockl crieayet
pacLeHnBaTh, Kak MONOXUTENbHbINA
pesynbTar.
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BHuMaHue! VHTepnpeTauums pesynbTaTos [OMKHA NPOBOANUTLCS HauMHas C 7 MUHYTbI MOCTe BHeceHusi obpasua, Ho He
nosaHee 15 MUHYT. MIHTepnpeTaums pe3ynbTaToB no UcTedeHnn 15 MUHYT HegonycTuma.

5.2.1. OueHka OTpuuaTenbHOro pesynbrara

BuaHa TonbKo KOHTponbHas nonoca «C».

OTpuuaTenbHbIi pesynbTaT aHanuaa ykasblBaeT Ha OTCYTCTBUE aHTUreHa kopoHasupyca SARS-CoV-2 B uccnegyemom
obpasLie B Npeaenax 4YyBCTBUTENLHOCTY TecTa.

OtpuuateneHblil pesynbtat Tecta «PAMUO-COVID-19-AHTUrEH» HEe WCKMIOYaeT BO3MOXHOCTU WHMULIMPOBaHWS
Bupycom SARS-CoV-2. Ecnu pesynbTaT TecTa OTpuLATENbHbIA, @ KMMHUYECKME CUMMTOMbI COXPaHsoTCs, Heobxoanmo
MPOBECTU AOMOMHNTENBHOE NOBTOPHOE TECTMPOBAHWE, @ TakkKe [ONOMHUTENBHOE TECTUPOBAHNE C UCTIONb30BaHUEM APYTUX
NaBopaTOPHbIX /UMK MHCTPYMEHTANbHbIX METOA0B.

5.2.2. OueHka MonoxurenbHoro pesynbTata

BuaHbl ABE NOMOCKI: KOHTPOIbHas nonoca «C» 1 TecToBas nonoca «T».

OkpalunBaHue TecTOBOW MoOMnocbl «T» — CBMAETENbCTBYET O HanMyMM aHTUreHa kopoHaeupyca SARS-CoV-2 B
uccneayemom obpasLie B Npeaenax YyBCTBUTENBHOCTU TecTa.

VIHTEHCMBHOCTb LiBETa TECTOBOV MOMOCHI MOXET BapbUPOBaThCA. JTo6YyIo CTeneHb NHTEHCUBHOCTI OKPAaCcky TECTOBOI
nonock CreayeT PacLieHnBaTh, Kak NoMOXKUTENbHbIA pesynbTar.

B cryyae NonoXuTenbHOro pesynbTara PekoMeHAYeTCs MPOKOHCYNbTUPOBATLCS CO CMELNanicToM.

5.2.3. OueHka HepencTBuTenbHoro pesynbtarta
HeT KOHTpOMbHOI Nonock! «Cx.
Bo3amoxHble NpuinHbl HepencTeuTenbHoro pesynbrarta:
* HepoctaTouHbI 06bem Npobbl;
« HenpasunbHas npoueaypa BbINONHEHWs TecTa.
I'IepecMoTpme npoueaypy BbiNOMHEHUA U NOBTOPUTE TECTUPOBAHWE, UCMONb3ysA HOBBII TECT.
Ecnmn npoﬁneMa COXpaHAeTCA, HeMeaneHHO npekpaTuTe WuCnonb3oBaHWe TEeCTOBOro HaGopa n OﬁpaTMTer K
npoussoauTenio (AucTpubbloTepy).

KoHTponb kayectBa

BHYTPEHHWUA KOHTPOMb BKlOYEH B TecT. OkpalweHHas nonoca «C» SBMSETCH BHYTPEHHUM KOHTPONEM U
CBUAETENLCTBYET O Haanexallei pabote TecTa.

6. OrPAHUYEHUE METOOA

TecT  sABNSETCA  BCTIOMOraTeNbHbIM  AMArHOCTUYECKAM  MHCTPYMEHTOM;  pesynbTaTel  BCera  [OMKHbl
MHTEPNPETMPOBATLCA B COBOKYNHOCTM C KITMHUYECKUMU AAHHBIMU U 10NONHUTENBHBIMW AMArHOCTUHECKUMM NapamMeTpamm.

Ha6op peareHtoB «PAMUIO-COVID-19-AHTUreH» npeaHasHayeH TOMbKO AN KAYEeCTBEHHOTO BbISIBNIEHWUSI aHTUreHa
kopoHaBupyca SARS-CoV-2 B 6uonornyeckom maTepuane (Masok W3 CPegHero w/unm HWKHEro Hocosoro xopa). Hu
KONMUYECTBEHHOE 3HAYEHWE, HU CKOPOCTb HapacTaHUs KOHUEHTpauuu aHTureHa supyca SARS-CoV-2 He MmoryT 6GbiTb
onpe/eneHbl C NOMOLLbIO 3TOFO TECTa.

Ha6op peareHtoB «PAMO-COVID-19-AHTUreH» yKa3sblBaeT TOMbKO Ha Hanuume/oTcyTcTBue aHTureHa SARS-CoV-2 B
6uomarepuane, B3sTOM CO CIIM3UCTON OBOMOYKM CPEIHETO W/MMM HUKHErO HOCOBOTO XOAa B MpeAenax YyBCTBATENbHOCTU
TecTa, N He JOMKEH MCMoNb30BaThCs B Ka4eCTBE eAMHCTBEHHOTO KpUTEpMsA Npu BoiseneHnn COVID-19.

Kak n BO BCEX ApYruX TecTax, NomyyeHHble Pe3yrnbTaTbl [OMKHbI PACCMATPUBATLCS B COBOKYMHOCTU C APYro
KIMHWYecKol, nabopaTopHOM W MHCTPyMeHTanbHOW WHgopmauunen, AocTynHon Bpady. MpuHatue notpebutenem no
pesynbTaTaMm TECTUPOBAHMUS PELIEHWV MEOWULMHCKOTO Xapaktepa Ge3 npeaBapuTenbHOM KOHCYNbTauuu ¢ MEAULMHCKAM
PaBOTHUKOM HEoMyCTUMO.

OTpuuaTenbHblidi pesynbTaT He WCKMoYaeT BO3MOXHOCTW MHULMpOBaHUA kopoHaBupycom SARS-CoV-2. Ecnu
pesynbTaT TecTa OTpULATENbHbIA, @ KIMHUYECKUE CUMMTOMbI COXPAHSIOTCH, HEOGXOAMMO MPOBECTM MOBTOPHOE
TecTUpOBaHUe, a TakkKe [ONONHUTENLHOE TECTUPOBAHME C UCMOMNb30BAHNEM PYrX NaGOPaTOPHBIX U/UIN UHCTPYMEHTArbHbIX
MeToA0B. B criyyae NonoXu1TeNnsHOro pesynsTarta pekOMEHAYETCsi NPOKOHCY bTUPOBATLCS CO CreLManicToM.

He Ans camocToaTenbHOro Uenonb3osaHus AeTbmu!

7. TPAHCMTOPTUPOBAHUE N XPAHEHUE

Ha6op pearentoB «PAMUO-COVID-19-AHTUrEeH» [OMKEH XPaHUTLCSI B TEYEHME BCEro Cpoka rofHOCTW B yrakoBke
NPON3BOANTENS, B 3aKPbITbIX MOMELLEHUSIX B CYXOM NPOXNajHOM MecTe npu Temnepatype oT + 2°C o + 30°C v BnaxHoOCT!
He Gonee 60 %. He ponyckaioTcs peskue konebaHusi OTHOCUTENBHOW BNAXHOCTW BO3AyXa U TemMnepaTypbl B MOMELLEHWN.
n (o A C Hapy pernameHTUPOBaHHOIO peXnMa, NPUMEHEHNIO He Noanexar.

TecT-KapTpUAX U3 NOBPEXAEHHON YNAKOBKW He NPUrofeH ANsi NPOBEAEHNs aHanusa.

Mocne BCKPbITUSI HONBIMPOBAHHOW YNaKOBKW HEUCTONb3OBaHHbIE TECT-KapTPUAXW AOMYCKaeTCsl XpaHuTb npu
Temnepatype ot + 18°C fgo + 25°C He Gonee 3 yacoB. BydepHblit pacTBop Ansi pasBeaeHust obpasua nocne BeKpbITUS
NNacTUKOBOI NPOBUPKM C HacagKo-kanenbHULen ¢ GydepHbIM PacTBOPOM XpPaHEHWIO HE NOANEXMT.

Cknapuposanue «PAMUO-COVID-19-AHTUreH» [onyckaeTcsi B TPAHCMOPTHOW Tape U Npou3BoauTcs B WTabensx Ha
nopfoHax unu Ha ctennaxax. flonyckaetcs cknaavposaHue B 3—4 sipyca.

TpaHcnopTupoBaHue MeaULIMHCKOro usgenust — npu Temnepartype ot — 20°C go + 30°C B TeueHue He Gonee 14 aHeil,
TPaHCNOPTOM BCEX BUAOB B KPbITbIX TPAHCMNOPTHLIX CPEeACTBaxX B COOTBETCTBMU C NpaBuiamMmu nepeso3ok, ,Elel:iCTEyIOLLlMMM Ha
TpaHcnopTe AaHHOro Buaa.

MS}JSJ‘IMR, TPaHCNOPTUPOBAHHbIE C HapyLeHWeM TeMnepaTypHOro pexuma, NpUuMeHeHNo He nognexar.

8. YTUNU3AUuA

OTxoabl knacca A. YTunusaums B cootsetctaum ¢ CanluH 2.1.3684-21.

9. TEXHUYECKOE OBCNY>XUBAHWE U PEMOHT

W3pnenune TexHnyeckomy 06CnyXMBaHNIO U PEMOHTY He NOANEXUT.

10. TAPAHTUU U3TOTOBUTENA

MpeanpusTUe-N3roToBUTENb  FApaHTUPYeT COoOTBETCTBME Habopa TpeGoBaHWAM TEXHUYECKUX YCMOBUIA  Npu
COBMIOAGHUN  YCMOBUIA TPAHCNOPTUPOBAHMUS, XPaHEHUS U MPUMEHEHUs!, YCTaHOBMEHHbIX TEXHUYECKOW AOKYMEeHTauuen
NpeanpuaTUA—-M3roToBUTENS.

CpOoK rogHOCTU MEAULIMHCKOTO U3Aenus CocTaBnsieT 24 Mecsia C JaTbl U3rOTOBEHUS!.

MeauumMHCKoe U3aenue ¢ UCTEKLLMM CPOKOM FOAHOCTU NPUMEHEHUIO HE MOANEXNT.

MpounssoauTens: O6LLECTBO C OrpaHUyeHHoO oTBeTCTBEHHOCTbIO «PAMAL BUO» (OO0 «PANWA BNO»).

Anpec (MecTo HaxoxaeHus) lopuanieckoro nuua: 670017, Pecnybnuka bypsitusi, r. Ynau-Yao, yn. Ceepanosa 13a,
ochuc 4, +7 495 105 99 16, info@rapidbio.ru, www.rapidbio.ru.

Mecto npou3BoAcTBa MeAMUMHCKOro wuagenus: Poccuiickas ®epepauus, 121205, .
WHHOBALMOHHOrO LieHTpa «CkonkoBoy, Bonbluon Gynbsap, 4. 42, ctp.1, nom. 179, 180.

Mocksa, TeppuTopus

11. JINTEPATYPA

1) BpeMeHHble MeToauyeckue pekomeHgaumu «lpodunaktuka, AMArHOCTUKA W NeYeHWe HOBOW KOPOHaBUPYCHOW
nHdbekumumn (COVID-19). Bepeusi 17 (14.12.2022)»

12. CUMBOIJ1bl, NIPUMEHAEMbIE NMPU MAPKUPOBKE

Cumson Onucanve Cumson Onucanve
I MpoussonuTens MeanuyHcoe uspenve ans
in vitro [MarHocTUKA
. O6patutechb k VIHCTpyKUMM no
& [laTa u3roToBneHus: ro, Mecsiy
NPUMEHEHMIO
+2“C SUnC TemnepaTypa xpaHeHusi: He ucnonb3osatb npu
+ oT +2 po +30°C MOBPEX/AEHUN YNaKkoBKkn
CpoK rofHOCTV U3aenus: rog, BanpeT Ha noBTOpHOE
MECSIL| BKIIOYUTENBHO npuMeHeHmne

Homep cepuu KonuuecTso uccnegosanuin

Xpynkoe, obpaluaTtbcst

KaTanoxHblii Homep OCTOPOXHO
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He ponyckaTb Bo3aencTBus
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Bepeub ot Bnaru

BHumanue BydepHblit pactBop
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TecT-kapTpuaX 3oHA-TamnoH

CocrtaB Habopa

PAMMO-COVID-19-AHTuUreH

WHCTpyKumMs no npumeHexuto. Bepeus 1.0
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	2. Тщательно вымыть руки с мылом или обработать антисептиком.
	3. Извлечь тест-картридж из упаковки и поместить на сухую ровную горизонтальную поверхность отверстиями вверх. Вскрытый картридж использовать в течение 3 часов, не хранить в распакованном виде.
	4. Вскрыть пробирку с насадкой-капельницей c буферным раствором, потянув за язычок алюминиевой крышки вверх.
	5. Аккуратно высморкаться в салфетку.
	6. Вскрыть индивидуальную упаковку стерильного зонд-тампона, с противоположной от мягкого наконечника стороны.
	7. Провести процедуру взятия мазка со слизистой оболочки среднего и/или нижнего носового хода: ввести наконечник зонда-тампона в ноздрю на глубину 2–3 см и произвести 10 вращательных движений по внутренней стенке ноздри. Повторить процедуру для другой...
	8. Погрузить зонд-тампон с полученным образцом до дна пластиковой пробирки с буферным раствором и вращательными движениями (20 раз) перемешать образец с жидкостью, слегка сжимая пробирку для наиболее полного переноса материала в буферный раствор.
	9. Слегка сжимая пробирку, вращательными движениями извлечь зонд-тампон, пытаясь максимально его отжать.
	10.  Плотно закрыть пластиковую пробирку насадкой-капельницей и постепенно, не допуская переливания через края окна для внесения образца, внести по каплям все содержимое (но не более 6 капель) в окно для внесения образца (S) тест-картриджа.
	11.  Засечь время. До получения результата тест-картридж должен находиться в покое – его не следует передвигать, переворачивать и т. д.
	12.  Визуально оценить результат реакции через 7 минут.

