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1. HaamenoBanHe MCIHIHHACKOTO HIACRA

Ha6op pearenToB ana niMMyHOXpoMaTorpaduyueckoro BuapieHHs aHTHreHa SARS-CoV-2 B
maske u3 HocornoTkH (GeneFinder COVID-19 Ag Rapid Test). Lot NeSN-2012-02 (nanee
HaGop unn m3aenme).

2. Hajnauenme MEAHNMHCKOr0O HIACIHR

[peanasHateH WA KaYeCTBEHHOro BhisiBNeHMS aHTHréHa SARS-CoV-2 B Guonornueckom

MatepHane uenopexa (Ma3oK H3 HOCOTJIOTKH).

Habop Hcnonp3yercs B KauecTBe NPEABAPHTENBHONO CKPHHRHIOBOIO OOCHEAOBAHHA NpH

OHArHoCTHKe HOBo# Koponasupycholi Hurdpexkumn (COVID-19). Ilpn recrupoBasinu

Ononoruveckux ofpasuoB ¢ Hcnons3oBanwem Habopa, nomyueHubnle pe3yiabTarThl,
CBHAETENBCTBYIOIMINE O PeaKTHBHOCTH o0pasua, AOMKHN OHTH NOATBEPXKACHH MPH MOMOIH

' anbTEpHATHBHBIX MeTomoB aHanu3a. Halop npeanasHaueH TONBKO NS  BHIMOJNHEHHUA

nabopaTopHoit AHATHOCTHKH B YCIOBHAX in vitro

Obnacme npumenenus:

Knuunueckas naGoparopHas auarHocTHKa. HHQEKUHOHHBIE OTAENEHHA TOCYAApPCTBEHHBIX
aeyeGHo-npodpmnakTHUeCKHx  yupexaeHunil, JluarHocrudeckue naboparopu. YacThmbie
MCMUMHCKHE LEHTpH, obnanalonme HeobxoammbiM obopynosanueM. Meaanunuckoe H3aenue
MPHMEHACTCA CNEUHATHCTAMH: BPaY KIHHHYCCKOH naboparoproll AHArHOCTHKH, MEAHLHHCKHIA
nabopatopHbiii TEXHHK, Bpay o0lleli NpakTHKH, CPeaHHA MEAHUKHCKHNA niepcoHan, ¢enpamep.
Tonbko ana npodecCHOHANBHOTO NPHMEHEHHA.

3. Beeagenne

Unentudunuposannas B 2019 roxy Hopas pazHoBuaHocTsb (2019-nCoV-2) npeacrasaset coboik
xopoHasupyc ¢ oaHouenoueyroif PHK. PecnuparopHoe 3aGonepanue, BHI3bIBAEMOE HOBBIM
‘ BHPYCOM, TONy4nnC HazBaHHe KopoHaBupycHo#t mnudexunn COVID-19. Bupyc 2019-nCoV
NPHHAISKKHT X poAy Oera-xopoHaBHpycoB. Hassannoe cemelicTso BxmouaeT B cels
KOPOHABHPYC, BEI3HIBAIONIME Pa3BUTHE TAKERONO OCTPOro pecnuparopHoro cunapoma (SARS-
CoV, 2003) u pazsutie OamKHEBOCTOUHOIO pecnuparopHoro cunapoma (MERS-CoV, 2012). B
CTPYKTYpY KOPOHABHPYCOB BXOHHMT 9eTHIpe BHAA BHPYCHBIX O€iKOB, NONYYHBUIHX Ha3BaHUe
munoBuaHoro 6enka (S), obonoueanoro 6enka (E), 6enka memOpanel (M) ¥ RyK1€0KancHAHOrO
6enka (N).

B rpynny HanGosee pacnpOCTpPaHCHHBIX CHMNTOMOB KOPOHasMpPYCHOH HHQEKUMH BXORAT
CHMIITOMBI CO CTOPONHBI ALIXaTEJIBHOH CHCTEMbl, BbICOKAas TeMmeparypa (AHXOpaiKa, Xap),
Kallelb, OAbINIKA H pa3sHbie CTENEHH 3aTPYAHCHHOCTH AbixaHHA. IIpu Gonee TAXKENOM TEYCHHH
3abonepaHnsa, UEQexUMa MOXET CTaTh NPHYMHON PA3BHTHA NHEBMOHHH, TMKEIOr0 OCTPOro
PecnUpaToOpHOr0 CHHAPOMA, HEAOCTATOYHOCTH MOYe4HOoi ¢QyHKUMM, H JaXe NPHBECTH K
NEeTANLHOMY MCXOAY. .

Cranpaprisit Halop pexomeHmalMit And NPEAYNPEXKHCHHA PacnpoCTpaHeHHA HHQEKUAH
BKIOYAET B Ce0A perynapHoe H TIATENLHOS MBITHE PyK, IPHKPHITHE pTa ¥ HOCA MpPH Kanule u
YUXAHHH, TIIATEAbHYIO TEPMHUECKYIO 00paboTKy NHILIEBBIX MPOAYKTOB, BKNOYAA MACO H Aiia.
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Taike pexoMenxyerca u3berars 6IH3KHX KOHTAKTOB C MIOABMHE, ACMOHCTPHPYIOMMMHE NPH3HAKH
H CHMITTOME G0JIE3HEHHOTO COCTOAHHA, TAKHE KAK KANIC/EL H YHXAHHE,

4. Moxazanus:

JIna xauecTBeHHOTO onpeAcneHrA HamHg aHTurena SARS-CoV-2 B Ma3ke H3 HOCOTIOTKH Y /UK,
C KIHHHYECKOH CHMITOMATHKON pecrHpaTopHoro 3alojesanug ¢ NOAO3peHHEM Ha HHPEKIHIO
COVID-19.

s. [IporHBOmOKAZAHANAS
1. Ucrexumif cpok roAHOCTH TecTa
2. HapymieHa ynakoBKa 3A€IHA
‘ 3. Henanexangae yCIOBHA XPaHCHUA H TPAHCNOPTHPOBAHHA,
4, Jlpyrue NpOTHBONOKA3aHHA OTCYTCTBYIOT, 32 HCK/IIOYCHHENM CITy4acs, Korja 3abop MaTtepuana
He Moxer OHTH OCYMICCTBIICH HO MEAHIHHCKHM MOKAZAHHAM.

| 6. MoGounnie AelicToHg
' He npaMennmo ana aarsoro MH.

7. IoTenuEaANbHBIEC BOTPebATEIM:

HaGop nmpeaHasHAaueH i  HCIOALIOBAHMA TEPCOHANIOM  KIHHMKO-JHATHOCTHYECKHX
naGoparopili He Mmonoxe 18 ner ¢ BHCIIMM H CPeZIHAM MEHUHHCKEM, OHOJIOTHUCCKHM
obpazoBanneM, NMPOMICIIAM COOTBETCTBYIOMYIO NPOGECCHORAIBHYIO NOANOTOBKY B OONacTH
HCHOJIB3YeMBIX METOINOB H MeToAoB OesomacHoli paGoTel ¢ HATOreHHBIMH OHONOrHYUCCKHME
arenrams I-Il rpynm naroreHsOCTH.

‘ HaSop npeanasiasen 1y 0HOPa30BONO HCMOME30BAHNA.

8. PyHKUNOHANLHOE HAINAYCHNE (HAIPHMeED, CKPHHHHT, MOHRTOPNEAT, ARATHOCTHRS
HIH BCIOMOTATEALEOC CPEACTDO B AHATHOCTHKE)

HaGop Hcnons3yercs, KaK BCHOMOTATENEHOC CPEACTBO B paHHeH AMArHoCTHKe. PesynbTaThl
TECTHPOBAHHA HA AHTHTEH HE JOKHH HCIONB3OBATHCA B KAYECTBE ©AHHCTBEHHONO OCHOBAHHA
IA TOATBEPXACHHA HAM HCekmoudeHMs wHuimposanHa SARS-CoV-2 mm mum
#HpOpMEPOBAHHS O CTATYCC HHEKINAN.

9. Ipusnun geifcTaug

HaGop peareHTOB Uit HMMYHOXpoMaTorpaduvieckoro BoiaBicHHa aHTureda SARS-CoV-2 B
masxe n3 Hocornotku (GeneFinder COVID-19 Ag Rapid Test) npeanasnaueH 08 BHIONHEHHS
GHICTPOr0 H XAYeCTBEHHOTO HMMYHOXpoMarorpapmrdeckoro asanmmsa. B ocHose aetlicTsus
yCTpoHCTBA JICKHT MPHHUHKT NPHMEHEHHS ABYXLIBETHOM CHCTEMBIL.

OCHOBY TeCT-CHCTEMHB COCTamisier MeMOpaHa ¢ IpeJBapHTENLHO HAHECCHHBIMH QHTHTCNAMH,
obnagalomuMy cnepHIHOCTSIO B OTHOIIEHHA HYIJISOKanCHAROro 6eirka xoponasupyca SARS-
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CoV-2. Ha memOpatie copMHpOBaHH ABE JHHHH. MONOCKA TECTHPOBRAHUA, MApPKHPOBaHHAdA
naurepoit (T), H nonocka koHTpona, oGosnayennas aurepodt (C). B crpyxrypy nonockm
TeCTHPOBAaHUA BXOAHT MNOAIOXKKA AnA HaHeccHHs oOpasua Ouonornueckoro Marepmnaia,
MOAROXKA C NPESABAPHTERLHO HAHCCCHHBIMH PEArcHTaMH M MOJ/IOKKA JUIA Pa3BHTHR PEaKLKH.
Tlognoxka ¢ peareHTaMH COACPAHT HAHOYACTHIIH KOJUIOHAHOrO 30/10Ta, KOHLIOTHPOBAHHBIC C
MBIIUIKMHEIME MOHOK/IOHANBHBIMM aHTHTENIaMH (1), ofnanalomumMu BLICOKON ceHPHIHOCTRIO B
[ OTHOLLICHHH HyKIeoKancuaHoro 6enka koponasupyca SARS-CoV-2,
Tlonnoxka mis pasBHTHA PeaKUHH CONEPXHT BTOPHYHLIC aHTHTENA (2) K HYKNCOKATICHAHOMY
6enxy xoponasupyca SARS-CoV-2, koTophie HCNONL3YIOTCS B KOHCTPYKUMH TECT-CHCTEMBI s
| BH3YaJIH3alMM MepBUYHOrO KOMIUIeKca aHTHreH-autureno. [locne nepeHoca obpasua
GHONOTrHUECKOr0 MaTepHala B MNpPEeAYCMOTPEHHOE YIIyOJieHHE Ha NOBEPXHOCTH TECTOBOMH
KacceThl, KOHBIOFHPOBAHHBLIC KOMNJEKCH, MPHCYTCTBYIOUIME B NOMIOKKE C pearcHTaMn H
& NPeARapuTeNbHO  OCYLICHHBIC, PacTBOPRIOTCS B MNOCTYNAIOWEH XHAKOH cpeae u jganee
MHTpHpYIOT (npocaunpalorca) mo MemGpaHe B cHny KanuanspHoro 3¢dexra BMmecte ¢
6uonorngeckum obpastioM. KoMiuiexc ZOCTHraeT TecToBoli MONOCKH, TAE 3aXBaTHIBACTCA
MBIIIHHBIME MOHOKJIOHA/NIBHBIMH AHTHTEIAMH aHTH-SARS-CoV-2, [lperHas TecToBas JHHUSA
MPOABJACTCA H CTAHOBHTCA BUAMMOH HEBOOPYKEHHLIM I'1a30M B OKOIIKE JJIf pe3y/bTarTa, /v B
GronorraeckoM obpasue npucytcTByioT aHTHreHb SARS-CoV-2. Ecnun anturensl SARSCoV-2
OTCYTCTBYIOT B TECTHpPyeMOM OHONOrHYecKOM 00pasiie, TeCTOBaA HONOCKa He MPOSBAAETCH.
He3aBHCHMO OT TOrO, MPHCYTCTBYET JIH OHOJNOrHYecKOoM ofpasile KOPOHABHPYC HJIH HeT,
Marepuan obpasua MpOACHKAET METPHPOBATH 110 NOBEPXHOCTH MEMOPaHH 1 4epe3 ONMpeAC/ICHHOE
BpeMs ZIOCTHIAeT 30HB C HaHEeCCHHON NuHMel KOHTpons, MapkuposanHoil nuvepoit (C). Jluuna
KOHTPONA NPeiyCMOTPEHA B TECT-CHCTEME B KAYECTBE CPSACTBA A1 HHTCTPHPOBaHHOH MPOBEPKM
KOPPEKTHOTO BHINOJIHEHKA NPolieAYphl TecTRpoBaHuA. Oxpamusanue nunuu xoHTpona (C) s
KPAacHBIH UBET AODKHO MPONBANTHCA MPH MOGHLIX YCNOBHAX, 6€30THOCHTENLHO pe3yJbTATOB
TECTa, IPH NPABBALHOM BLITONHCHHH HCITBITATEALHOH NPOLESAYpHI.

10. KomnaexTnocts

Usnenue npeacrasnser cobofi HAGOp peareHTOB, B COCTABE KOTOPOTO HAXOAATCA:
1. TecroBas kaccera — 25 wir.;

2. [Mpo6upxa ¢ 6ydepom ang s3xcTparupopanus 6Guonoruyeckoro obpasiia — 25 Wr.;
3. Hacaaxa ¢ xanensuuueh — 25 wr;

4. CrepunbHBIHi TAMNOH IS B3STHA MasKa — 25 wT.;

5. [NonoxuTenbHbIH KOHTPOAbHBEHA obpasen — 1 wT.;

6. Orpuuarensuuiii KOHTpONbHBIA 0Opasen — | wit.;

7. UHCTpyKIMA K MEOQHUHHCKOMY H3genwio — | wr,

(1) Tecmosan xaccema

KomMnonent Crnenuduxanus

JNuunsa xourpons (C) K03b# aHTHTeNA K IgG MBiun (xoHuentpaunsa 0.48+0.096 mxr)
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JIHHMA TECTHPOBAHHS | MEIUHHEIC MOHOKNOHANBHEE AHTHTENA K HYK/ICOKAICHAHOMY GesKy
(T) COVID-19 (xouuentpanus 0.48+0.096 Mxr)
PBS .
Tloanoxxa (1) MBEIHEHBIE MOHOKJAOHANBHLIC AHTHTEIA K HYKJICOKATICHHOMY
KOHBIOraTa Geaxy COVID-19 - xonsioraT ¢ 30710T0M (koHneHTpaImEs 0.12 +
0.024 mxr)
(2) IgG MBlIH — KOHBIOTAT C 3010TOM (KoHueHTpamas 0.06 + 0.012
MKT)
(3) Caxaposa, BSA
Pesepprag noioxxa | 4.0 x 7.0 mm
AGcopbapyiomas 4.0x18.0 MM
* HOIONKA
Mopnoxka s o6pasua | 4.0x 13.0 M
OnopHas DoANOXKA 4.0x 60.5 MM

(2) Hpobupka c ydepom dan Ixcmpazuposanun buonozudeckozo obpazua (350 mxn) - —
TputoH X-100, Hatpus Terpabopar, Hatpus asux, BSA

(3) Ompunamensusiii Koumponsrwii 00pa3es; — CTCPHILHEIH TAMIIOH AN B3ATHA Ma3Ka

(4) Honoxcumensnsiii xoumponsumii ofbpazey — CTepUIbHHN TAMNOOH 1A B3ATHS Maska,
xoTopuili cozepAT pekoMOHHARTHBIY Hykneoxancuambili Genox SARS-CoV-2, caxaposa,
TputoH X-100, BSA.

11. Marepransi, He BXOAANIHE B KOMILIEKT NOCTABKH
-  Jam@THHE NEPYATKH;
, ~  TaliMep HIH CEKyHAOMED;

12. KORTaKT ¢ OPraHH3IMOM Y€JIOBERA
KparkospemMeHHBH KOHTAKT CO CAB3HCTOM.

13, llepevens MATCPHAIOB XHBOTHOrO HIH He/I0BEICCKOTO NPOHCXOKACHES
MemuuuEcKkoe H3ACNMEe H3TOTORNCHO Oe3 MCHONL3OBAHHA MATEPHANOB YENOBEUECKOTO
APOHCXOXICHHS.

14. QyHKUNOHATLHBIC XAPAKTSPHCTHKH

1 Yyecmeumensnocms u cneyuPuunocms

TectupoBanme ¢ mHenoyb3oBaHHeM HaGopa peareHTOB JId HMMYHOXPOMATOTpadHIECKOro
suiapienns arTurena SARS-CoV-2 B maske u3 nHocornotku (GeneFinder COVID-19 Ag Rapid
Test) GHnO BHNOAHEHO B UEJAX CPaBHEHHS (YHKUMOHANBHEIX M 3KCILTYaTALMOHHBIX
nokasatenci, Jina ucneTaHAA ObUIa HCIONB30BaHA BhiGOpxa B3 130 MaskoB H3 HOCOTJIOTKH.
OGpasupt GBI TOJNYYCSHH OT NAUMCHTOB, KOTOPLIE NPOXOXHIH TECTHPOBAHHE I BLIABJICHHSA
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KOPOHABHpYCa C HCTIOJIL30OBAHHEM METOIOB MOACKYASPHOH AHArHOCTHKY (MONHMEpa3Had LenHas
peakuusa ([TL[P) B pexume peanbHoro BpemenH). TecTupoBahue BuGOpku oOpasioB 6bino
BLINOJIHEHO B PEXHUME 3acjCIUICHHA AaHHbIX. Ha 3aKimiodHTeNbHOM Jtane Sbuio BHIMOMHEHO
CpaBHEHHE pe3yNbTaTOB TecToB, nonyucHHHX npH noMomm HaGopa ms TILP u ¢ Habopa
GeneFinde COVID-19 Ag Rapid Test.

JlanHbie OUEHKH TYBCTBHTEILHOCTH M CNELHPUUHOCTH NPEACTABACHN B caeayfollel Tabnuue.

PeayausvaTii ansansa meronom ITIP
BaiGopxa Suonorniecxux obparnos B pesuMe PEAILEOTO Bpemenn
(mMa3xm; n = 130) IMonoxureasnuiil | Orpemaresmamik B
PeIVIALTAT PEIYALTAT

TMonoxuTennubil

Habop pe3yaLTar » ! 30

GeneFinder COVID- | Orpumarennuniii I 99 100
19 Ag Rapid Test pe3yanTar

Bcero 30 100 130

[Nokaszarens 4yBCTBUTEALHOCTH = 96,7 % (29 u3 30) (95 % nosepurenshbiit untepsan (JIH):
83,3 ~ 99,4 %)
[Toxazarens cneunduanocta = 99,0 % (99 u3 100) (95 % AH: 94,6 ~ 99,8 %)

B xoae nposeieHns KIHHHKO-NA0OPATOPHBIX Mcnbitanuii Ha Teppuropud PO Gbutk nomydsens
CnenyiomMe AHATHOCTHYECKHE XapaKTEPUCTHKH: JUArHOCTHYECKAs HYYBCTBHTENLHOCTH 96,77
(95% nopepurensupiit untepsan (JIN) 83,30-99,92%), anarnocrasieckas cneunduqrocts 100 %
(95% Y 86,28-100%).

2. ITpeden obuapyscenun

B cnenyiomseli Tabnnue npeacraBneHb pe3yibTaThl ONpeAcieHns npeacna obHapyxerusa (LOD)
mia HaGopa pearenTos ana HMMyHOXpoMaTorpapHrueckoro peisiBicHna anTureHa SARS-CoV-2
B Mazke H3 HocornorTku (GeneFinder COVID-19 Ag Rapid Test). Jna aansoro HenerraHus Gein
HCNONB30BaH IITaMM HOBOTO KopoHasHpyca 2019-nCoV/USA-WA1/2020. Ina noaTsepxaeHus
THTpa Bipyca nprMeHann Mmeron [ILIP B pexume peanbHoro BpeMeHH. Ilocne nHakKTHBausm,
BHpYCHBIHi Marepuan mnepeHocwin B Ouonormuecknit oOpasent (MasoK M2 HOCOINIOTKH).
Ycranosnenupiii LOD = 5,00 x 10? TCIDso/mn.

Tecrapyemntil mramm
xopouasmpyca SARS-CoV-2 2019-nCoV/USA-WA1/2020
Hexoamsil THTP BEpyca Tutp 3,16 x 10° TCIDso/mn
KoumeuTpamus BEpyca B | I | | I2
PA3BeACHHLIX PACTROPAX Anm  {8,00%10°|4,00x10°(2,00%10°]1,00x10%(5,00x 10%(2,50x 10%|1,25%10
auanu3a (TCIDse/mn)
YpoBenn ompeatReHus Ann
cepan mosTopRocTell npu 100% | 100% | 100% | 100% | 100% | 47,2% | 0%
HOTPANNYNOM TRTPE
Hanmemnmian xoEZeaTpANES ¢
oANOpOANMM WIaGTONOM Tutp 5,00 x 102 TCIDso/mn
HOJIQKNTEALEOIO ONPEACACHEN
Iipeaen oSuapysenns (LOD) Tutp 5,00 x 10° TCIDso/Mat
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3. [lepekpecTHasa peak TUBHOCTb

[na onpefeneHns noTeHumana MepekpPecTHOW peakTuBHocTM Habopa peareHToB [Ans
MMMYHOXpomaTorpajuyeckoro BbifBfeHns aHTureHa SARS-CoV-2 B Ma3ke M3 HOCOM/OTKM
(GeneFinder COVID-19 Ag Rapid Test) ucnonb3oBanu BbIOOPKY 06pasLoB, COAep>KaLLnX
natoreHbl  (BUPYCbl U  MWUKPOOPraHU3Mmbl), BbI3blBalOLWME Camble  PacnpoCTpaHeHHble
pecnupaTopHble 3abofieBaHWs, W  CMNOCOOHble  B3aMMOAelcTBOBaTb C  KOMMOHEHTaMu
paccmatpusaemoro Habopa. [Mpouedypy TecTUPOBaHWS B OTHOLIEHUU KaXKAOro Bupyca K
MUKpPOOpraHu3Ma, KoTopbiMu 6bin oboraieHbl 6uonornyeckme obpasubl, BbIMOAHANN B TpeX
NOBTOPHOCTAX. B cnepytowlein Tabnuue npeacTaBfieHbl JaHHble N0 KOHEYHON KOHLUEHTpauuu B
obpa3sLe Kaxgoro natoreHa.

[laToreH ¢ NOTeHUMa/I0M
NepeKPeCcTHOM pPeaKTMBHOCTH

KoHueHTpauus B Hannuune nepekpecTHo
TecTMpyeMoM o6pasLie  peaKTUMBHOCTU (fa/ HeT)

KopoHasupyc yenoseka 229E 1,00 X105 1cMO30/™Mn OTCYTCTBYET
KopoHasupyc yenoseka OC43 1,26 X 105 TCI Oso/M OTCYTCTBYeT
KopoHasupyc venoseka NL63 1,00 X105 T O30/Mn OTCYTCTBYeT
ApneHosumpyc, Tin 1 2,57 X 1 TCLUso/MT OTCYTCTBYET
ApneHosupyc, Tmn 2 1,15 X 105TCrosdmn OTCYTCTBYET
ApeHosupyc, Tun 3 3,80 X 105 TCLL30/mn OTCyTCTBYET
AfeHosupyc, Tmn 5 3,39 X 105 TCIrOso/M/1 OTCYTCTBYET
AgpeHosupyc, TMn 7A 1,00 X105 TCHOs0/M OTCyTCTBYET
AgjeHosupyc, Tmn 21 1,70 X 105 TCHOso/M/ OTCYTCTBYET
AgpeHosupyc, TMn 1 2,57 X105 TCHO30/mn OTCYTCTBYET
AjeHoBupyc, TMn 2 1,15 X 105TCHO5dmn OTCYTCTBYET
M?ZQH%’\A?%% Henoseka (NMPV), 3,80 X 105 TCLLIso/MT oTcyTCTBYET
Bupyc naparpunna, Tun 1 9,12 X 106 TCHOs0/M1 OTCYTCTBYET
Bupyc naparpunna, Tmn 2 1,00 X 105 TCHO30/Mn OTCYTCTBYET
Bupyc naparpunna, Tun 3 2,57 X105 XCIOso/M1 oTeyTCTBYET
Bupyc naparpvnna, Tun 4A 3,80 X 106 TCIOso/MT1 OTCYTCTBYET
Bupyc naparpvnna, Tmn 4B 1,00 X 105 TCHO30/Mn OTCYTCTBYET
Bupyc rpunna, Tun A 4.800 HTHA/Mn OTCYTCTBYET
Bupyc rpunna, Tmn B 4.096 HA-eauHnL/mn OTCYTCTBYET
JHTepoBMpyc, T1N 68 3,80 X 105 TCLL3o/Mn OTCYTCTBYET
JHTEepoBupyc, TMN 71 1,00 X 105 TCLL3o/mn OTCYTCTBYET
PecnunpaTopHO-CUHLMTMANbHBIA BUpYC, TN A 1,00 X 105 TCLU3o/Mn OTCYTCTBYET
PecrnmpaTtopHO-CUHLMTWaNbHBIA BUpYC, TMN B 1,00 X 105 TCLLzo/mn OTCYTCTBYET
PvHoBupyc 1,00 X 105 TCLU3o/mn OTCYTCTBYET
KopoHaeunpyc MERS 1,00 X 106 TCLU30/Mn OTCYTCTBYET
Streptococcus pneumoniae 5,0 X 10* kneTok/Mn OTCYTCTBYET
Streptococcus pyogenes 5,0 X 10* kneTok/Mn OTCYTCTBYET
Mycoplasma pneumoniae 5,0 X KO* kneTok/Mn 0TC30'CTBYET
Legionella pneumophila 5,0 X KJ' kneTok/mn OTCYTCTBYET
MprmeyaHue:
MERS = BAKHEBOCTOYHbIA pecnnpaTopHbIii CUHAPOM
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4. NHTepdepeHUms
[na HacToAlwero wcnblTaHUA OblIM NPUTrOTOB/IEHbI 06pasubl C COAepXaHUem pPas3NNyHbIX
cybCTaHUM 3HLOTeHHOM M 9K30MeHHOW NPUPOAbI, NMPUCYTCTBUE KOTOPbIX MOXET 060CHOBaHHO
NMPOrHO3MpPOoBaTbCA B OTAENAX BEPXHUX AblXaTeflbHblIX NyTei, U KOTOPble MOTeHUUanIbHO MOryT
nHTepgepupoBatb ¢ Habopom peareHToB AN MMMYHOXPOMAaTOrpagMyeckoro BbISIBEHUSA
aHTureHa SARS-CoV-2 B ma3ke u3 HocornoTku (GeneFinder COVID-19 Ag Rapid Test) npu
BbIBNIEHUWM  CMeuupUYeckoro  aHTureHa. Tpu  BBINONHEHUW  WUCMbITaHWWA,  peakuuu
NHTepEepeHLUN He 6bin 0BHapYXeHbl. TeM He MeHee, Hann4yue nepevncieHHblX cybcTaHLmii B
aHOMa/nbHO BbICOKMX KOHLEHTPALMAX MOXET MPUBECTU K NOJYYEHUIO UCKAXEHHbIX Pe3y/bTaToB

TEeCTUPOBaHMUS.
PesynbTar
Cyb6cTaHums ¢ noteHumanom  KoHueHTpaums
Kateropus cy6ctaHumm onpegeneHns
NHTepdepeHLNN B 06pasLe
UHTepgepeHUUn
MyupH 1 mr/mn OTCYTCTBYET
SHAOreHHble cybeTaHLuum yu yTeTey
LlensHas KpoBb 5% OTCYTCTBYeT
deHnnapuH 1mr/mn OTCYTCTBYET
Cnipen HasanbHble o
Hatpusa xnopug 5% OTCYTCTBYeT
NN Kanan HasasbHble
OkcunmeTasonvH 10 yr/mn OTCYTCTBYET
FomeonaTtuyeckue cpeactea  bygecoHup 0,63 r/gn OTCYTCTBYET
(cnpen HasanbHbIE) JekcameTtasoH 5 mr/mn OTCYTCTBYET
AHTUONOTUKN
o MynupouuH 5 mr/mn OTCYTCTBYET
(Kpem HazasibHbIin)
AHTUONOTUKM CUCTEMHbIE  TobBpamMuULMH 1mr/mn OTCYTCTBYET
MpoTuBoBOCNANTENbHBIE
P Kucnora auetuicanvimiosas 0,5 mr/mn OTCYTCTBYET
NeKapCTBEHHbIe CpeLCcTBa
3aHamuBup 5 mr/mn OTCYTCTBYET
[MpoTMBOBUPYCHbIE CPeacTBa
OcenbTammsupa gochar 5 mr/mn OTeyTCTBYET

15. "HopMauma o cofepXaHnn NeKapcTBEHHbIX CPeACcTB
MeauLMHCKOEe n3fenme He COAEPXUT B CBOEM COCTaBe NEKAPCTBEHHbLIX CPeACTB.

16. NHopmauma o ctepunnsaumm MeauLMHCKOro nsaenns
MeguuMHCKOe n3fenme ABnseTcs CTepUNbHbIM. Buj cTepunnsaunm pagnalmoHHbIi.

17. 'Hhopmaums 0 peMOHTe 1 06CNyXXMBaAHUU MeAULUHCKOT0 N3genmns
MegunumnHCcKoe nsgenme He NOANEXUT PEMOHTY M 06CNYXUBaHUIO.

18. Mepbl NpPefoCTOPOXKHOCTHU

1. Habop npefHa3Ha4yeH TONbLKO 415 NPOeCCUOHANbHOIO NPUMEHEHNS;

2. Tlpv npoBefeHNN TeCTMPOBaHMWSA, BCe MPOLeAYpPbl Y MaHUNYAALUN JO/DKHbI BbIMONHATLCA
CTPOIO B ycnoBuax, obecneymBarwlMX Haanexawmnin ypoBeHb OUOMOrNYECKON
6esonacHocTu;

3. TMpoueaypy TecTUpOBaHUA CrefyeT BbIMONHATb B YCNOBUAX KOMHATHON Temnepatypsbl (18
- 30 °C). MNpwn xpaHeHUN KOMMNOHeHTOB Habopa B xonoaunbHMKe npu temnepartype 2 -8
°C, nepej BbIMONHEHWEM  TeCTMPOBAHWMA  BCe  KOMMOHEHTbl  JO/MKHbl  6bITb
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cTalHIH3NpOBaHEl Ha YPOBHE KOMHaTHo# Temmeparyph (B guanasone 18 — 30 °C) s
TeueHue 30 MHHYT RO BCKPHITHS COOTBETCTBYIOMICH HHAWBHAYANLHOH YNAKOBKH;

4. Crporo cnenyiite yxasanuaM Hactosuiel WHCTPYKUWH NPH BHMOAHCHHH MPOUEXYPE!
TecTHpoBaHHA. Hapyinenue ycraHoBICHRBIX TpeOoBaHH i KK HEBHINONHEHHE KakuX-nubo
AONOXEHKH HHCTPYKLMHM MOXET NPHBECTH K NOMYYEHHIO OMMOOYHBIX pPe3y/bTaTOB
TECTHPOBAHHA,

5. Ilpu o6pamieHnn ¢ MOGBIME GHONOrHYECKHMH MaTepHanaMu U komnoHeHTamH Habopa
HeOOXOAHMO OTHOCHTBCA K HUM, KK NMOTEHUHANbHO HHHUMpyIomuM. [Ipy yTrma3anun
JOMKHB COOMOAATHCA BCE YCTAHOBICHHbBIE TPeOOBANNA MECTHOIO 3aKOHOAATENBCTEA;
Bce ofpazurl, momyueHHbE Wi NaGOPRTOPHOrO HCCNCAOBAHHA, CNCAYET CYMTATH
NOTEHUHANBHO HHQHUHUPOBAHHBIMH, H NpH paboTe ¢ HMUMH AOMKHH YYHTHIBATHCA
TpeGosanua CII 1.3.3118-13 «BezonacHocTs paboThl ¢ MukpoopranusMamu I-11 rpynn

. NaToreHHOCTH (omacHOCTH)». MemnuuHcKHEe pabOTHHKH, KOTOpbie CcOOHpalOT WM
TPaHCTIOPTHPYIOT KIMHHYECKHe o0pasus! B Ja0OpAaTOpHIO, AOMKHH ObITh O0y4YeHH
npaktuke GezonmacHoro ofpamicHus ¢ OnoMarepHanoM, CTporo coOmoAaTs MEpH
NPEROCTOPOXKHOCTH H HCMONB30BATh CPEACTBa MHAHUBKAYANBHON 3aIMTHI».

6. B 30ne BHIONHeHHA MOOHX NpoueAyp H MaBUNyIALui ¢ npumenennem Habopa nenb3sa
NPHHUMATH NMROLY, YNOTPeONATE HATUTKH, KYPHTDb HIIH HCTIONBL30BATH KOCMETHKY,

7. Ona npeaynpexaeHUs KOHTAMHHALMM W MCK/IIOYEHMS PHCKA KHPHUMPOBAHHA, NpH
BHNOJHEHMH JIO6HIX NpoLeAYp ¢ HCNONb30BaHneM KoMnioHeHToB Habopa, a Taioke B xoze
molbIX MaHANYJIANME, CBA3AHHEIX ¢ B3ATHEM M 00paboTkol GHONoruveckHx obpasiuos,
npopecCHOHANBHBIE COTPYAHHMKM naboparops#i RODKHB HCRONB3OBATh MPUTOAHBIE
CpeACTBa HMHAMBHUAYAIbHON 3allUTHL, B TOM 4ucne, nabopaTopHble XamaThl, CPCACTBA
3aBMTHI JIMNA H I1a3, & TAKKE ONHOPA3OBhIe NEPYATKH;

8. B cayuae HenpemHaMEpeHHOrO BHICBOGOXKICHHA H3 eMKOCTH OHONOrHYecKoro obpasila,
KeoOXOMMO HCTIONB30BATh NPUTOARKH aacopbupyiomnd Marepuan ans cOopa H

’ yaanenns. [locne 31010 Cneayer TATENBHO NPOMBTH MECTO PO3JIHBA C HCNONb30BAHAEM

BricokoaddexTusHOrO Ae3uHpHuUMpYOomEero cpeacTea. [lpu BemMonHeRHH MOGHX pabor
HEOOXOANMO NPOSIBNLTL OCTOPOXKHOCTD € TEM, YTOOH HCKIIOYATH POpMHpOBaHHE MOOHIX
a’pO30JILHBIX YACTHIL;

9. TecToBbie KacCeTH BOCHPHHMYHBH! K BO3JACHCTBHIO BHICOKOH TEMNEpPaTyphl U BHICOKOK
praxHoctH. C yderoM JaHHOro OOCTOATENBCTBA, TECTOBYIO KacceTy ClEAyeT
HCMIONABL30BaTh HE TO3AHEE, YeM Yepe3 |5 MHMHYT mocie BCKPHTHA HHAHBEAYAILHOMN
YNakoBKH, JUIf MNPEROTBpAllCHHMA azcopOuuu Bnarm u3 aTMochepHoro Bo3ayxa
aneMeHTaMi MEMOpaH U MOWIONKEK;

10. Ilepea ucnonbzopanuem HaGopa HeoOX0AMMO INpPOBEPHTH CPOK TOAHOCTH, a TAKKE
MpOBEpHTh ueNOCTHOCTh ymakopkd. He cnemyer mncnonwsopats Habop ¢ mcrexmmum
CPOKOM TOJHOCTH, HIM NpPH HaNKHYMH JNOOLIX NOBPCKACHHIH 3NEMCHTOB YNaKOBKH
(KOHBEpTA V11 YNAaKOBHIBAHAA HHAMBHAYaNLHOH TecTOBOH KacceTht WK MeMOpaHbl);

11.Habop # BCe €ro KOMMOHEHTH SABANIOTCA ONHOPA30BHIMH, H HE NpPEXyCMAaTpHBAIOT
BO3MOXHOCTH NOBTOPHOTO APHMEHEHHS,

12. Npy BHNORHEHHK NIOGBIX paboT CheAyeT MPOABJISTH OCTOPOXKHOCTH C TE€M, JT00H He
DOMYCTHTh KOHTAMHHAUWM yrayOneHus ans nepesoca OGuonorumveckoro obpasila HiM
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OKOWKa AN1A  CYMTbIBaHWA pe3ynbTaTa TeCTUPOBAHUSA NIO6bIMU  MOCTOPOHHUMMU
cybcTaHumnamum;

13. Mpy 06HapyXeHUN NPU3HAKOB MUKPOBMONOrMYECKOM KOHTaMUHALUW U NPU Pa3BUTUK
3aMyTHeHUsi B 6y(hepHOM pacTBope B NpPoOMpKe ANA 3KCTparmpoBaHWs 06pasLoB, Takas
npo6upkKa NoANeXUT yTuansauuu,

14. Henb3d wmcnonb3oBaTb A8 MNpoueaypbl TECTUPOBAHWA KOMMOHEHTbI pasHbIX NapTuid
Ha6opa, BK/1l0Yas TeCTOBbIE KacCeTbl;

15. B KOHCTpyKUuuo Habopa Henb3s BHOCUTL KakKue-nnbo M3MeHeHUSs; 3anpelieHo Takxke
CamMOBOJIbHO BbIMOHATL Pa3bopKy Kopryca TeCTOBOMN KacCeTbl.

19. B3aTue 1 nogrotoBka 6monornyeckmux obpasLos

» Habop peareHTOB A/ MMMYHOXpOMaTorpauyeckoro BbisBNeHUs aHTUreHa SARS-CoV-2 B
maske n3 Hocornotku (GeneFinder COV1D-19 Ag Rapid Test) paccumTaH Ha MCMNOJb30BaHME C
6uonornyeckmmu obpasuamm (Maskamu), B3ATbIMU M3 061aCTU HOCOTNOTKM;

e CneflyeT yuuTbiBaTb, YTO MaKCMMa/ibHas KOHUeHTpauua (TUTP) BMpyca MPUCYTCTBYET B
obpasuax, B3ATbIX B paHHel (ase MHHPEKLUN, KOTAa MPOUCXOLUT NPOSB/IEHNE eMMNTOMOB;

* [poueaypy TeCcTMpoBaHMa 6MOIOrMYecKoro obpasua cnegyeT BbINOMHATL KaK MOXHO ObicTpee
nocne B3fTMUA Ma3Ka M3 061acT HOCOTNOTKMU;

* JIOXXHOOTpULATENbHbIA Pe3ynbTaT TECTUPOBAHUA MOXeT 6bITb MOMyYeH B C/ly4ae HapyLleHus
npoueaypbl B3ATUS 6M0N0OrMYeckoro obpasua, nNpoueaypbl nocneaytolleli 06paboTkm obpasua,
nIv Npun Hecob04eHNN BCeX TPebOBaHWU, NpeAbaBASEMbIX K TpaHCNOPTUPOBKe 06pasua. Kpome
TOr0, NOXXHOOTPULATENbHbIM pe3ynbTaT TECTUPOBAHMNA MOXET ObITb NOYYEH MPU UCNOb30BaAHUN
AN aHanm3a o6bpasua HM3KOro KayecTBa. YuuTbiBafg BaXHOCTb Haj/1exallero KayecTsa
6uonornyeckoro obpasya Ans  NOAYYeHUS  JOCTOBEPHbIX pe3ynbTaTOB  TeCTMPOBaHMA,
PEKOMEHAYeTCA BbINO/MHEHWE TMpOrpaMM COOTBETCTBYHOLEro 06y4eHus, wam paspaboTka
Heob6X0ANMbIX UHCTPYKLWUIA N pYyKOBOACTB A1 NepcoHana, NpuMBieKaeMoro K npouegypam B3aTus
n nocneaytolein o06paboTkm 06pasLos.

[ns 3a6opa Maska U3 HOCOTM/I0TKW, BBEAUTE CTEPU/IbHBIA TaMNOH (BXOAUT B KOMMJIEKT NOCTaBKW)
B HO3/4pt0 NaumeHTa, 4oCcTUras 3afHe NOBEPXHOCTU HOCOTIOTKMN.

20. MopAnoK BbINOMHEHNA TECTUPOBAHNA
1. BcTaBbTe A0 ynopa KOHYMK TaMmnoHa ¢ o6pa3uoM 61M010rM4eckoro matepuana B npoobupky,
B KOTOPOi coaepXunTcs OyepHbIli pacTBOp A8 3KCTparmpoBaHus.
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2. BbinonHAnTe BpauwatefnbHble ABMXXEHUA TaMnoHoM (He meHee 10 pa3) ans obecneyeHus
afileKBaTHOro 3KCcTparupoBaHus obpasuya. Bo Bpems MaHuUNynsuuid, npuxumanite KOHYMK
TaMNoHa K CTeHKe W K AHY NpoOupKW AN MakCUManbHOro BbICBOBOXAEHMA 06pasua u3
TaMrnoHa B cpesy 6ydepHOro pactsopa 415 aKCTparnposaHus. ocne atoro COXXMUTE CTEHKU
NPo6UPKN AN MakKCMManbHOro yaaneHus XUAKOCTU (3KCTparmpoBaHHbIN obpasel, B cpefe
O6yepHOro pactsopa) n3 TamMmnoHa.

3. C OCTOpPOXHOCTbIO, W3BNEKWUTE TaMMOH M3 MNPOOGUPKU. YTUNU3UPYWTE WCMOMNb30BaHHbIN
TaMMNoOH B CTPOrOM COOTBETCTBUW C TPeOOBaHMAMU [eNCTBYIOLLMX CTaHAAPTOB W NpoLeayp
no obecneyeHnto 6e30MacHOCTM Npu paboTe C OMacHbIMKW GUONOTMYECKUMM OTX0AaMu (cC

(| MCNOMb30BaHNEM KOHTeNHepa 415 0nacHbIX 6MON0rNYecKUX 0TX0L0B).

4. TINOTHO 3aKpOiTe NPOBUPKY KPbILWKOWA C KanefbHbIM YCTPOACTBOM.
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5. MepeBepHnTe NpoOWMPKY TaK, 4TO6GbI KanefbHOe YCTPOWCTBO ObINO HamnpaBfeHO BHU3, U
nepeHecute 4 kanau (npumepHo 100 MKN) 3KCTparMpoBaHHOro 6MONOrMYecKoro obpasua B
cneymanbHoe yrny6neHne Ha MOBEPXHOCTM TECTOBOM KacCeTbl M HeMeA/IeHHO aKTUBMpPYTe

Talimep nin cekyHzomep.

6. CuuTainTe pesynbTaT TECTUPOBAHUS B NPeAYCMOTPEHHOM A1 3TOr0 OKOLUKE Ha MOBEPXHOCTHU
TECTOBOI KacceTbl yepe3 5-15 MUHYT Nocne nepeHoca aKCTparMpoBaHHOro obpasua.

21. WMHTepnpeTayna pe3ynbTaToBs

OTpuuaTeNbHbIA pe3ynbTaT TeCTUPOBaHNS

L

MoNoXNUTENbHbIV pe3ynbTaT TeCTUPOBaHMS
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HenelictBuTenpuni pesynbrat TecTHpoBaHus / Tpedyercs NOBTOPHEIR TecT

o Oxpamusanne nuiun KOHTpoa (C) B pepxHedi 4acTH TECTOBOH KacCETEl AO/DKHO NPOABAATHC
B JUOOEIX 00CTOATENBCTBAX, 0€30THOCHTENLHO Pe3y)NbTATOB TECT], PH NPABHALHOM BHIOJIHKEHHH
HCNKTATENHHON NPOLCAYPH H NPK AEpeHOCe B YrayOneHHe HA MOBEPXHOCTH TECTOROH KacceTst
AocTarouHoro obvemMa obpasnia;

¢ Okpamsusaune RONOCKH TeCTHpoBaHHA (1) B HiwKHel 9acTH TECTOBOH KaCCETH MPOABNACTCA
npd HANHIHK B OHONOrHYecKoM oOpasue anThHrena Kk SARS-CoV-2;

o Jlaxe ecnu smuug koHTpons (C) acMOHCTpHpYeT ciabo BupaxeHHoe (6eiHOe) OKpallHBaHHe,
WM ecnn mabnoH OKpallHBaHHA NOJAOCKU TecTupoBaHH (1) ABANETCS HEOAHOPOMHBIM,
BLIHOJIHEHHE NPOUCAYPH TECTHPOBAHMA CAEAYET CYHTATh MpPABHILHBIM, H TNOMyYeHHbIH
Pe3yNbTaT TECTA AO/NKEH ORTH HHTEPIPETHPOBAH KaK NOJIOKHTEIbHbH,;

o [onyuennsiii pe3ynpTaT TecTa BOIDKEH OBTL HHTEPNPETHPOBAH KaK MOJOXHTENbHHIN NpH
HATHIWH OKPAIIMBaHHSA NONOCKH TecTHpoBaHKsA (T), HE3aBUCHMO OT €TI0 BHPAKECHHOCTH;

o [lonoXHTEALHBIH pe3yAbTaT ONpeACNiCHUA YKA3HIBAET HA HATHYKE B Npole aHTHIEHOB K BHPYCY.
Onnaxo, mis onpepencHHA HHPEKUHOHHOrO CTATyCca nailHeHTa TpeGyeTcs BLINOJNHEHHKE
KOPPEJALIHH NONYHEHHBIX PE3yJIbTaTOB C APYTHMH CYILCCTBYIOIMMH KNHHHYSCKHMH JAHHbIMH,
BK/IOYAs MCAHIMHCKHIT aRAMHES NAINCHTA U Pe3ybTaThl APYTrHUX NabOpaTOPHBIX HCCeRoBaHHH
M aHANIH30B.

Buympennuii

Habop nMeet BcTpocHHBIH MeXaRH3M KOHTpOAS kavyecTsa. JInuus xoutpons (C) npeaycmorpena
B KAaYeCTBE CPeACTBA JUIA HHTETPHPOBAHHON MPOBEPKH KOPPEKTHOIO BHINOJHEHHA MPOLEAYPH
TecTHpoBaHHA. OKpalllHBaHHE JIHHHH KOHTPOJA NOJDKHO MpPOABAATHLCA MpH MIOGHX YCROBHAX,
6€30THOCHTENBHO Pe3yNBTATOB TECTHPOBAHUSN, NPH NPABHILHOM BHIMONHCHUA HCTILITATENbHON
NpoUCAYpHl.

Buewnuii

KoutponsHeie obpasubl (NOROKHTENLHBIR XOHTponsHE oOOpaset M  OTpPHUATENBHBINA
KORTpOJbHBIH oOpaselr) cneumuansHo paspaboTaHbl M M3rOTORNEHH! And obecnedeHns paborsi
HaGopa. Baeusne cpecTsa KOHTPOA HCNOAL3YIOTCA A NPOBEPKH CNOCOGHOCTH NONB30BATEIIN
NpaBUABHO MPOBOAHTL NpOLEAYPY AHAIH3A H KOPPEKTHO WHTEPNPETHPOBATS: PE3yNLTATHL
[onoxutenvHslii KOHTPOND AACT NONOKHTENILHHIA PEe3yNbTaT TECTa, NPOABNSIOWHNHCT B
OKpalMBanuH Tonocky Tectupopalua (T). OrTpuuarencHblli KOHTPOAP AaeT OTPHUATENbHHI
Pe3yNbTat TECTHPOBAHHI,

Cucrema BHEIWHEIO KORTPOAS MOXKET HCTIONB30BATHCA B CICAYIOIMX OOCTOATENLCTBAX:

. NpHBJIEYECHHEE HOBOTO ONIEPaTOPa, NEPEX BHIIOJHEHHEM aHANN3a 00pasiioB NAlMEHTOB;

* 22. KoHTpOAS KauecTsa
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. noNy4eHne HOBOH NapTHH MCAULIHHCKOIO H3CTHA;
- MO BPEMEHH, B COOTBCTCTBHH C TNEPHOAHYHOCTBIO, YCTAHOBNCHHOH MECTHBIMH
TpeOOBAKHAMK WINH NPOUCAYPAMH KOHTPONA Ka4eCTBA, IPHMEHICMBIMH NOJIL30OBATENECM.

23. Orpannvuensn NpH HCNONL3OBAHKME

1. HabGop npennasHaueH TONBKO JMNs NpPHMEHEHHS B JIA0OpATOPHBIX  YCHNOBHAX
NPOJeCCHOHANBLHO NOArOTORICHHBLIM, ONILITHHM H 00y9eHHBIM NEPCOHANIOM H He NpeAHA3HAYeHa
JUIR HCTIONB30BAHHA NALHEATAMA CaMOCTOATEIBHO Ha JIOMY;

2. Habop paccuuTan HA HCIOJNB30OBAHWE ¢ Ma3sKaMH H3 HOCOTJOTKH. ONEeHKa NpHMEHUMOCTH
ApYTMX THMNOB OHONOIMYECKHX OOpasHOB He BHIIONHANACH, H TaKHe o0pasupl He JOIDKHBI
HCIIONB30BaTLCA ¢ paccMaTpuBacMoM Habope;

3. Ouenka noxazareneli ximHuueckoli >(¢exTHBHOCTH Obia BHINMONHEHA B OTHOLICHHH
‘ obpasios nocne pasmopaxusanus. [Ipn ucnons3oBaHKuM ceexux OHonorHyeckux obGpasuos
NOJTy9eHHBIE Pe3yNbTaThl MOTYT OTAHYATLCS;

4. Ilpn CUMTHBAHHH PE3YNBTATA TECTHPOBAHHA HEOOXONMMO CTPOIC CNENOBATH YKazaHHAM
HACTORIICH HHCTPYKIHH: Pe3yNBTAT TECTHPOBAHHA MOXET ObITH OMIRCOYHKM NPH CYUTHIBAHKH
MEHee YeM uepes 5 MHHYT, H Oonee ueMm uepes 20 MHHYT mOCHE mepeHoca GHOAOTHUECKOTo
obpasna B yrayGienHe Ha NOBEPXHOCTH TECTOBOH KaCCETH;

5. KoneanbiM mnonpzoBarensM Jroro HaGopa pexkoMeHAyercs BHNONHATE MPOLCAYPY
TeCTHPOBaHHA GHONOrHIECKHX 00pa3tioB Kak MOXHO OBICTpee HOCHe B3ATHR,

6. TlonoxHTENbLHHI pe3yNbTaT TECTHPOBAHHA HA HANWYHE RHTHIEHA K KOPOHABHPYCY ¢aMm Mo
cefe He HCKMOYaeT BO3MOXHOCTH NIPHCYTCTBHA B GHonornaeckom obpasue ApyruxX NaToreHoB |
Ha/H'HA Yy NaRMeHTa conyTcTRyloel HHpexuny;

7. PesynbTaThi, NMORYYCHHBIC NPH TECTHPOBAaHHH ¢ HcnonblopanHeM Habopa, cneayer
KOPpeNHpoBaTh ¢ APYrMMA KIHHHAYECKHMH JAHHBIMH, BKMOYan MEAHUHHCKUM aHaMHe3
NALMEHTA, AAHHbE SMHJICMHONOTHYECKHX HCCICHOBAHHN, AaHHBIC M PE3YJAbTATHl IPYTHX
‘ NnabopaTopHBIX NCCHCAOBAKI H AHANTH3OB, MOMYYEHHEIX JUIS NalKCHTa;

8. JloXHOOTPHUATENbHBIH PE3yNLTAT TCCTHPOBAHHA MOKeT ObLITh NOMY4eH H3-3a HHU3KON
KOHLCHTPAUMH aHTHINeHa B MatepHane Guonoruueckoro obpasua (HHXe YCTAHOBRJIEHHOrO IUIA
HaGopa npenena o6HapyxeHHS), NpH HapYIICHHH MpoueAYpH B3aTHS oOpasna, WnM mpH
HecoOmoAcHH Beex TpeOoBaHHil, NMPEABABIIEMHX K TPaHCMOpTHpOBKE o0pasuos. C yueToM
TAKMX OOCTOATENLCTB, MOMYYEHHE OTPHUATENBHOTO PE3YABTATA TECTHPOBAHHA HE HCKAIOYACT
BEPOATHOCTL HAIMYMS Y NMaljHeHTa KopoHasupycroi uadexuun SARS-CoV-2;

9. Hecobmoaenne tpeGopannit ¥ ykaszaHnuii RacTosmeli HHCTPYKUMH MOXET NPHBECTH K
CHIKCHHIO (YHKUHOHANBHBIX H SKCIUTYaTALMOHHLIX nokasateieii Habopa, wwm Moxer crarts
NPHYHHON TTONYYECHHA HEAOCTOBEPHBIX PE3YJILTATOB TECTHPOBAHHS;

10. HaGop cnocoGen BHIABNATD KaK XKH3HECHOCOOHBIE, TAK H HE XH3AECIOCOOHLIC ARTHTECRH K
HOBOMY KopoHasupycy SARS-CoV-2. OyHKUHOHANBLHEIE NOKA3ATENH TPOUCAYPHl TECTHPOBAHHS
3aBHCAT OT KOHUEHTpAluK aHTHreHa B GHonorayeckoM obpasue, 1 MOTYT He AEMOHCTPHPOBATD
KOPPEJISILIHA ¢ PE3Y/ILTATAMH HCIIBITAHHH MO onpeeNeHNIo KICTOYHBIX KYNLTYP, BHIOJIHEHHEBIX
B OTHOWICHHH TOTO e camoro obpasna;
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11. Toxyuenne OTPHUATELHONO pe3y/IbTATA TECTHPOBAHHA HE MCKIIIONAET HANHIHUE Y NallHeHTa
Apyro#i KOpOHaBHPYCHOH HHbex1uy, BH3BaHHON KOpOHaBHpYycaMH, OTNHYHBIMH oT SARS-CoV-
2, H He HCKMIOYAeT HaNHYne apyrux uugexunil GaxrepHanbHON MPUPOAR;
12. TIpOrHOCTHYECKHE NOKA3aTeNH MNOJOKHTNBHBIX H  OTPHUATENABHHIX  Pe3yNbTaToB
TECTHPOBAHHA BO MHOTOM 38BHCAT OT PAacmpOCTpaHeHHoCcTH 3abonesanus. [MonoxuresnbHbie
pesynpTaThi onpeieneEus ¢ Oonbine#t BepoATHOCTBIO OyiAyT mpeacrasnaate coOo#t
JIOXKHOMONOKUTENbHBIE PE3yNbTaThl MNPH BHINOMHEHHH TECTHPOBAHHA B NEPHOABI, KOTAa
aKTHBHOCTh HOBOIO KOpDOHABHpYCa MHHHMANbHA HJIH MNONHOCTHIO OTCYTCTBYET, H KOTHA
PacnpoCTpaHEeHHOCTD GONIE3HH HAXOAHTCA Ha HH3KOM ypoBHE. B cBOIO 09epeab, oTpHUATENbHBIE
pesynbTaThl  onpeAencHus ¢ OGonbmieif  BepoaTHocThio OymyT mnpeactaBnsTe coboit
JIOKHOOTPHUATE/IBHBIC Pe3yNbTaThi NpPH BHINOJHEHWH TECTHPOBAHHA B MEPHOABI, KOraa
aKTHBHOCTH KopoHaBupyca SARS-CoV-2 asnsercs puicoxoit;
‘ 13. PaccmarpuBaemuiii HabGop npoxoass npoueayps! TeCTHPOBAHHA H OLECHKH TONBKO TNpH
HCTIONB30BAHKH 00Pa3LIOB OHONOrHIECKOTO MATEPHANIA YEJIOBEKA;
14. MOHOKNIOHaNbHBIE AKTUTENA MOTYT HE BHIABINTD HJIH MOTYT BLIABJIATH ¢ HH3KHM YPOBHEM
YYBCTBHTEJILHOCTH aHTHIeHB! WITaMMOB KopoHaBupyca SARS-CoV-2, koropuie npouuts gepes
Mpolecc HE3HAYHTENbHBIX MYyTauMi (HW3MEHEHHH aMHAOKHCIOT), 3ATPATHBAIOIIAX OONacTh
SMUTONA MHIICHH;
| 15. dynkunoHanbHEE NoKasaTedH aanHoro Habopa He oileruBaNHCH B OTHOLICHHH MALHEHTOB
6e3 NMpU3HAKOB H CHMITTOMOB PECHIHPATOPHBIX HHQEXUMOHHBLIX 3abonesanuii. C 310# TOYKH
3peHns, PYHKUMOHANBHBEC NOKA3aTeNIH MOTYT OT/IMYMATLCA MPH HCTIONL3OBAHHH JJIA NPOLEAYP
TECTHPOBaHHA 06PA3LIOB, B3ATHIX Y 6eCCHMNTOMHLIX NAHEHTOB;
16. OTpunareiibHBIN ~ pe3yNbTaT  TECTHPOBaHMR  AC/DKEH  pacCMATPHBATLCH  Kak
NPEeANOICKHTETLHBIH,

24. Hudgopmauns 06 yTHANIANHE MEARIHHCKONO HIACIHS

‘ YTHIM3aUMA MEAHOHHCKONO MH3AEAHA JIO/DKHA MNPOBOAMTLCA COMIACHO ACHCTBYIOIUEMY
3aKOHOAATENLCTBY. [IpH HCMONB30BAHHH MEAHIMHCKOrO H3ASNHA 00pasyloTca OTXOAbI, KOTOPHIE
KNacCHPHUUMPYIOTCA M YHHYTOXKAIOTCH (YTHIHIMPYIOTCA) KaK: MMHACMHOJIOTHYECKH ONAacHbe
orxoart (CanlluH 2.1.7.2790-10: knacc B).
Cepny TeCTOB, NPUIICAIIHE B HETOAHOCTb, CECPHH C MCTEKIIMM CPOKOM TOAHOCTH, NOANEXar
yungroxenuio B coorsercruu ¢ CanlluH 2.1.7.2790-10 xak oTxoapl, npaHazIexaiHe K Kiaccy
«A» - (anHAeMHONOrHYEeCKH Oe3zonacHBlE OTXOAB, MPHONHKEHHBIE MO COCTaBY K TBEPABIM
OBLITOBLIM  OTXOZAM), JIOOHM CcnocoboM, MpesOTBpAlAIOHM MOBTOPHOE HCMONb30BaHHE.
VYnakoBka mnocie MOJIHOTO M3pacXOfOBaHHA COACPKHMMOrO, MNOANCGKHT YTWIM3ALMH B
cooteTcTBHH ¢ CanlluH 2.1.7.2790-10 xak oTxoasl, MpHHAIEKANME K KIIACCY «A».
Ymunusupyfite onacHele BemiecTBA HMAH OHONOTHYECKH 3arpA3HCHHLIC MaTepHantl B
COOTBETCTBHH ¢ NMPAKTHKOH, MPUHATOR B BallleM YUpCKACHHU. Y THIHIUpYHTE BCe MaTEepHANbI
0e30nacHEIM M MPHEMJICMBIM 00pa3oM B COOTBETCTBHH C ACHCTBYIOMMMMH HOPMATUBHBIMH
TpeboBalHaMH B 0611aCTH CAHUTAPHO-3NMUACMHOJIOTHIECKOro O1aronoryans.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU 15



OSANG HIALTHCARE

25. TpaHcCnopTUpoBKa N XpaHeHune

» XpaHuTtb Habop B opuruHanbHOW ynakoske npu temnepatype 2 - 30 °C.

o TecT-euctemy cfiefyeT XpaHuUTb B  HEBCKPbITOM  YMakOBOYHOM  KOHBEpTE [0
HernocpeLCTBEHHOr0 MOMEHTA BbINO/NHEHUS aHann3a.

* He 3amopaxuBaTtb 1 He XpaHuTb Bbiwe 30 °C.

* [pu XpaHeHUU KOMMNOHeHTOB Habopa B xonoaunbHUKe npu TemnepaTtype 2 -8 °C, nepeg

BbIMO/IHEHMEM MpPOLefypbl TECTUPOBAHUSA BCE KOMMOHEHTbI JO/MKHbI OblTb CTAOMAN3NPOBAHbI HA

YPOBHE KOMHaTHOM Temnepatypbl (18-30 °C) B TeyeHume 30 MUHYT [0 BCKpbITUA

COOTBETCTBYIOLLE UHANBUAYANLHOW YNaKOBKMU;

* W3genve MOXeT TPaHCNOPTUPOBATHCA BCEMU BUAAMU KPbITOrO TPaHCMoOpTa B COOTBETCTBUU C

npaBufaMn nNepeBO30K, [AeWCTBYIOLMMKM Ha TpaHCNopTe [aHHOrO BMAa, B YNakKoBKe
4 npoussoanTens npu temneparype 2-30 °C.

e l3genus, TpaHCNOPTMPOBaHHbIE C HapyLleHNWeM TEMMEPaTypPHOro pPeXxuma, NPUMEHEHNO He
nognexar.

26. CpoK rogHocTV MeAULUNHCKOro uU3genus
Cpok rogHocTu: 18 MecsLeB C 4aTbl U3rOTOBNEHNS.
He ncnonb3oBaTb NOC/e UCTEYEHUA CPOKa rOLHOCTH.

27. FapaHTuWiiHbIe 06513aTeNbCTBA

Mpou3BoaNTENb FapaHTMPYeT CTabUNbHOCTb MEAULMHCKOTO W3AeNMs A0 OKOHYaHWS CpokKa

roHOCTN NpU COGNOAEHNMN YCNOBWIA TPAHCNOPTUPOBAHNSA, XPAHEHUS U MPUMEHEHWS, YKa3aHHbIX
B MHCTPYKLNW.

Mpou3BoanTeNnb  rapaHTMpyeT  6e30MacHOCTb  MEAULMHCKOTO  W3[enus,  OTCyTCTBUE
HeAONYyCTUMOro pucka NMPUYMHEHUS Bpeda XW3HW, 3L0POBbI Ye0BEKA U OKpYXatollel cpefe
npyv MCMONb30BaHUM Habopa peareHTOB MO Ha3HAYeHWK B YCNOBMAX, NPeLyCMOTPEHHbIX
MPOU3BOANTENEM.

28. KoHTaKTHasa nHhopmauus

MNpousBognTesb:

OCAHTI Xenckeap Ko., /ita. (OSANG Healthcare Co. Ltd.)

132, AHAHYOHAOH-PO, JoHaH-Ty, AHSH-cKn, KEHrn-go 14040, Pecnybnuka Kopes
VHTepHeT: http://www.osanghc.com

Mo Bcem BoMpocaMm cneayeT obpauwaTbCcAa K npeactaBuTento npoussogmtens OO0O
«ABUBUNP»:

141401, MockoBckasa 06n., . Xumku, yn. Pabouas, gom 2A, cTpoeHue 1, atax/nom. 2/7
Ten (495) 925-30-74
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29. Cpepennn o MApKHpOBKE
Ha xaxcooii kapmonnoii Kopobxe yxazano:

HaHMCHOBAHHKE MPEANPHATHA - M3MOTOBHTENA, TOBAPHLIN 3HAK MPEANPHATHA-H3TOTOBUTENS
(npH ero HANHYAK), WIK JIOTOTHIT;

anpec MpeaAnpHATHA-H3TOTOBHTEN, TeliedoH, dakc;

- MOJHOE U COKpanmIeHHOE HAaNMEHOBaHHe Habopa;

- HOMEp U3JeNUA N0 KaTanory;

- Homep Lot (koA napTuu);

- CPOK MOJHOCTH;
- YCROBHA XpaHCHMA;

- cocTaB HaGopa;

- HAAMMCH KAH 3HAK «TONMBKO ANA AMATHOCTHKH HH BUTPOD,
‘ ~ HOMEP PEruCTPALIHOHHONC YAOCTOBEPEHHSA H JATH PETHCTPALIHH;

- 3HAK TOKCHYHOCTH, ArPEeCCHBHOCTH HJIH APYroii onacHoCTH (pH HeoOXOAMMOCTH).
- 3uak «KonuuecTBo HecneaoBaHkiky;

- 3HaK «ObpaTHTeCch K HHCTPYKLMH MO MPHMEHEHHKION;
- npu neobxomimocT Hagnuck: " Jlns npodeccHonanbHOro ApuMeHeHH";

- 3HAK WIH Hagmich: «OcropoxkHno! O6paTHTeCh K HHCTPYKUKH MO NPUMEHSHHION;
- 3HaK: «PanualHOHHAA CTEPHAH3ALHAN;

- 3HaK «He ncnone3opats noBropHo»;

- 3HaK «Hanuune puckop 6HONOTHYECKOTO XapaKTepay
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Ana nmpomaxu Ha TepputopuM Poccuifckoit Penepaums ynaxobka MEAULMHCKOTO H3AC/HHA
CONPOBOXKAAETCA JOTIONHATENBHLIM CTHKEPOM C PYCCKOA3BITHON MapKHPOBKO#.

Halop pearenToB AN HMMYHOXPOMATOIPAPNTECKOrO BLISBICHRS AHTHNCHA
SARS-CoV-2 B Ma3ke w3 HOCOTROTKN
(GeneFinder COVID-19 Ag Rapid Test). Lot MaSN-2012-02.
OCAHTI" Xenckeap Ko., JIta. (OSANG Healthcare Co. Ltd.)
‘ 132, Assnuoraos-po, HoHau-ry, Anas-cu, Kéuru-go 14040, PecmyGnixa Kopes
Hurepuer: http://www.osanghc.com

IpeacTapurens aponisoguvenn s PO:
000 «AsuBup»

‘ 141401, Mocxoeckas obn., r. Xumks, yn. PaGouan, a. 2A, c1p. 1, arax/nom. 2/7
Ten (495) 925-30-74

Jna npodeccHoHANBHOrO MPUMEHEHHS

Cocras HaGopa:

1. Tecrosaa kaccera — 25 urr.;

2. lNpobupka c 6ydepom wia sxcTparuposana Guonoruueckoro odpasua — 25 wr.;
3. Hacaaka ¢ xaneabiuueH - 25 wir;

4. CrepwibHblif TAMIOH 1A B3ATHA Ma3Ka — 25 wiT.;

5. Monoxureabusili konTponskwi obpazeu — 1 wr.;

6. OrpHuaTenbHbill KOHTPOIBHBEH 06paseu — | wr.;

7. HHCTPYXUHA K MEAWUHHCKOMY H3ACRHIO — | mIT.

. |E al

JiaTa perucTpanss "r

—E_
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JKCNInMKaumsa CUMMBO/IOB, HAHECEHHbIX Ha YMaKOBKY
CumBon OnucaHune

Mcnonb3oBatb 40

REF Howmep n3genus no katanory
LOT Kog naptuu
IVD W3penve anga in vitro AMarHOCTUKM
1 XpaHuTb B yKa3zaHHOM TemrepatypHom aunanasoHe (2 - 30 °C)

Coflep>XMMOro A0CTaTOYHO A5 NPOBeAEHMNs N-TECTOB

M3roToBuTens
/»I\fj [lata n3rotosneHus
A OcTopoxHo! O6paTUTeCh K MHCTPYKLMW NO NMPUMEHEHUIO

3anpeTt Ha NOBTOPHOE UCMO/b30BaHMe

STERILE I R CTepunumsauus paguaLnoHHas

3HaK EBponerickoro cooTBeTCTBMUSA

O6paTuTeCh K MHCTPYKLMU NO NPUMEHEHNIO

Hanuuue pmckoB GMONOrMYECKOro XapaKTepa
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ATpownTo, NPOHYMEpPOBaHO U
CldenneHo neyatbio NINCTOB.

ATeHepanbHbI ANPEKTOP

NO0QO« . Bl«»
KypkvH ®.I".
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