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1. HaumeHoBaHue MeTHIUHCKOI0 U3JeIHs

HabGop pearentoB s mMMyHOXpomartorpaduueckoro BbisBieHUs antureHa SARS-CoV-2 B
obpasnax cimronbl yenoBeka (Gmate COVID-19 Ag Saliva). Lot CSIOUHYO (manee HaGop nam
U3JIeNHe).

2. Ha3HayeHHe MeTHIIHHCKOTO U3/IeUs

[Ipenna3zHaueH Juisi Ka4€CTBEHHOT'O BBISIBICHHUS HYyKJeokarcuaHoro antureHa SARS-CoV-2 B
OMOJIOTMYECKOM MaTepuajie dejoBeKa (CIroHa) HMMYyHOXpoMatorpaguyeckum MerogoM. Habop
npeAHa3HayeH I CaMOTECTUPOBAaHUS B JIOMAIIHUX YCJIOBHSIX, a TaKXke MPOBEJICHUS
TECTUPOBAHUSI B YCJIOBHSIX KIMHUKO-IMATHOCTUYECKOW JIa0OpaTOpUu KBATU(DUIIMPOBAHHBIMHU
crienuanuctaMu. JlJis TMarHoOCTUKY UH-BUTPO. TOJIBKO JIsE OJHOPA30BOT0 UCIIOIH30BAHUS.
Habop ucnonb3yercss B KadecTBe MPEABAPUTEIHHOTO OOCIEAOBAHUS IMPHU JUATHOCTUKE HOBOWM
kopoHaBupycHorl uH(pekuun (COVID-19). Ilpu TecTupoBaHWM OHOIOTMYECKHX OOpas3IOB C
ucrnonp3oBanueM HaOopa, monydeHHBbIE pPe3yabTaThl, CBHAETEIbCTBYIOIIME O PEAKTHBHOCTHU
o0pa3lia, JAOJKHBI ObITh MOATBEPKICHBI MPH MOMOIIM aTbTEPHATUBHBIX METOJOB aHanmu3a. B
Clly4ae OTPUIATENILHOTO pe3ysbTaTta TeCTUpOoBaHMs U Hanuuus npuzHakoB OPBU, neoOxomumo
0o0paTUThCs K Bpauy JJis IPOBEICHUS JOMOIHUTEIBHBIX METO/IOB TUATHOCTUKH.

He siBnsieTcst mepBUYHBIM UCCIIEIOBAHHEM.

Ooébnacme npumeHnenus:

Knuandeckast naboparopHas awmarHocThka. VHGEKIMOHHBIC OTICIICHUS TOCYIapCTBEHHBIX
ne4eOHO-TPOPIIIAKTHYECKUX  yupexaeHud. JIuarHoctuueckue maboparopun. YacTHbie
MEAMIIMHCKUE LIEHTPHI, 00JIagarolre HeoOX0AUMBIM 000pyIoBaHHEeM. MeauIMHCKOe U3/eNne
MPUMEHSIETCS CIEIUATNCTaMU: Bpad KIMHUYECKOHN J1abopaTOPHON TUArHOCTHKHU, MEIULIMHCKUN
71ab0paTOPHBIN TEXHUK, Bpad O0IIel MPaKTUKH, CPEAHUNA METUIIMHCKUIN TiepcoHal, (hempamep, a
TaK)Ke CaMOCTOSITENIFHO MallMEHTaMH B IOMAIIIHUX YCIOBHUSX.

3. Beenenue

KoponaBupyc - 3T0 opmHouenodeuHsld Bupyc ¢ mnonoxurenabHod PHK ¢ obonoukoit
npubsmmsutensHo o 80 o 120 HM B amamerpe. Ero renernueckuil marepuan sBiseTcs
KkpynHeimmm u3 Bcex PHK-BUpycoB 1 BaXKHBIM TaTOT€HOM MHOTHX OOJI€3HEN IOMAIIHETo CKOTa,
JIOMAIIHUX JKUBOTHBIX U YEJIOBEKA. DTO MOYKET BBI3BaTh MHOMKECTBO OCTPBIX U XPOHMYECKHUX
3a0oneBanuil. OOlIMe MPU3HAKU YeNOBeKa, MHQHUIMPOBAHHOTO KOPOHABUPYCOM, BKIIIOYAIOT
pecnupaTOpHble CHMIITOMBI, JIMXOPAIKy, Kalledb U OJBIIKY. B 0Oojee TsSKeNmpIX ciaydasx
MH(pEKINsST MOXET MPUBECTU K MHEBMOHHUH, TSHKEIIOMY OCTPOMY PECHUPATOPHOMY CHHIPOMY,
MOYCYHOW HEJIOCTATOYHOCTH | Jake cMepTH. HoBbiil koponaBupyc 2019 roxa, i «SARS-CoV-
2y, OblT OOHapYXKEH H3-3a CllydaeB BUPYCHOH mMHeBMOHMH B YxaHe B 2019 romy u npusHan
nanjemuei Bcemupnoit opranuzanueii 3apaBooxpanenus (BO3) 12 ausaps 2020 roga. OH MoxkeT
BBI3BIBATh MPOCTYy, OJIMKHEBOCTOUHBIN pecriuparopHbiil cuapoM (MERS) u Gonee cepbesnble
3a00JeBaHUs, TaKKe KaK OCTPBIN peciupaTopHbIi cunapoM (SARS).



e 11t philosys

Iloxa3zanusn:

JI1s1 Ka4eCTBEHHOTO OMpeIeICHUs HaTM4Ks HyKiieokarcuaHoro anturena SARS-CoV-2 B cirone
y JUI[ ¢ KIMHUYECKOW CHUMITOMATHKOH PpECHUpaTOpHOro 3a0oJieBaHMs C TOJ03PCHHEM Ha
unpexuo COVID-19.

S. IIporuBonoka3zanus:

1. McTexmmii cpok roqHOCTU TeCTa

2. Hapymena ynakoBKa U3/1eus

3. Henajuiexaiue ycinoBus XpaHEHHs U TPAHCIIOPTUPOBAHMS.

4. Jlpyrue mpoTHUBOIIOKa3aHUsI OTCYTCTBYIOT, 33 HCKJIIOUEHHEM CITyyaeB, Korja 3abop mMarepuasia
HE MOXKET OBbITh OCYILECTBIICH 110 MEJUIIMHCKUM HOKA3aHUSM.

6. I1oGouHbIe nelicTBHUA
He npumenumo mist nanaoro MIU.

7. IMoTeHuMaabHBIE MOTPEOUTEIH:

HabGop nmnpeana3HadyeH [  HCIOJB30BAHHUS  MEPCOHAIOM  KJIIMHHUKO-THATHOCTHYECKUX
naboparopuii He MOJIOKE 18 JeT C BBICIIMM ¥ CPEAHUM MEIUIUHCKAM, OHOJIOTHYCCKHM
o0pa3oBaHUeM, MPOMICIIINM COOTBETCTBYIOIIYIO NPO(PECCHOHATIBHYIO MOJATOTOBKY B 00JacTh
UCTIOJIB3YEMBIX METOJIOB M METOAOB 0€301acHOM pabOThl C MATOTEHHBIMH OHOJOTHYECKUMHU
arentamu I-1I rpymm naToreHHOCTH, a TaKXKe JJIsi CAMOTECTUPOBAHUS MAIIHCHTAMH.

Habop npeanasHaveH [yis 0JJHOPA30BOTO UCTIOIb30BAHUSL.

8. IMpunuun geicreust

Habop pearentoB s mMMyHOXpomarorpaduueckoro BbisiBieHUs antureHa SARS-CoV-2 B
obpasmax cironbl uyenoBeka (Gmate COVID-19 Ag Saliva) mpennazHaueH Jisi BBITOJTHEHHS
OBICTPOTO M KayeCTBEHHOIO0 MMMYyHOXpoMaTorpapuueckoro aHamusa. B ocHoBe nedcTBHS
YCTPOMCTBA JCKUT NMPUHIIMIT IPUMEHEHHUS ABYXLIBETHONH CHCTEMBI.

Ha noBepxHOCTM MeMOpaHbl M3 HHMTPOLEIUIIOJIO3bl HaHECEHbl aHTHUTeNa Ko3bl K IgG mblmm
MOHOKJIOHAJIbHBIE aHTUTeNa (KOHTposibHas nuHUsA C) WU MOHOKIOHAJIbHBIE aHTUTENa 1 U 2,
KOHBIOTHUPOBAHHBIE C KOJUTOMIHBIM 30J10TOM (TecToBast JiuHus T). O0e IMHUK HE TMPOSBIISIOTCS 10
Hayaja TeCTUPOBAHUS.

OG6pa3zerr cimoHbl 100aBseTcss B Oydep At SKCTparupoBaHUsS W TIHIATEIBHO MEPEMEITUBACTCA.
Bricokast koHIleHTpanusi coiu B Oydepe BbI3BIBAET OCMOTHYECKOE IaBJIEHHE, YTO pa3pbIBaeT
BUPYCHYIO YaCTHILy, 1 TOBEPXHOCTHO-aKTUBHOE BEILIECTBO MJIABUT 000JI0UYKY BUPYCHOM YaCTHUIIBI.
B KoHEuHOM UTOre 3TO NPUBOJIUT K pacCTBOPEHUIO OElIKOB BUpYyca B Oydepe.

Bo Bpems tectupoBanus anturen SARS-CoV-2 B oOpasiie B3aMMOJAEHCTBYET C aHTHUTEIAMHU
SARS-CoV-2 Ha TecTOBOW Kaccere, 00pa3yss MMMYyHHBIE KOMIUIEKCHL. ChopMUpPOBAHHBIH
KOMIUIEKC MUTpUpYeT (IpOocauuBaeTcs) MO MOBEPXHOCTH MEMOpaHbl B CUJY KaIWJUISPHOIO
saddekra, tocturaeT yuyactka ¢ TecroBoit tuHuu (T), T1ie oH 3axBaThiBaeTcs anTuTenamu. KpacHas
TECTOBAasl JMHUS TMPOSBISIETCS U CTAHOBUTCS BUIUMOW HEBOOPYXEHHBIM TIJIa30M B OKOIIKE
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pe3yibTara, ecid B OHOJOrHYecKoM oOpasue npucyrcTByioT anturensl SARS-CoV-2. Eciun
aaturenbl SARS-COV-2 OTCYTCTBYIOT B TECTHPYEeMOM OHMOJOTHYECKOM oOpasiie, TecToBas
MI0JIOCKA HE MPOSBIISIETCS.

OKpaH_II/IBaHI/Ie JIMHUX KOHTPOJIA AOJIKHO IPOABIIATHCS IMPU J'IIOGBIX YCJ10BUSAX, 6C3OTHOCI/ITCHBHO
pe3yJIbTaTOB TECTUPOBAHUS, IIPH MTPABHILHOM BBIITOJHEHUN MCIIBITATEIBHOM MTPOIETYPHI.

9. KoMIjIeKTHOCTH

W3znenue npencrapisieT co00it HAOOP PeareHToB, B COCTaBE KOTOPOT'O HAXOISTCS:

1. TecroBas kaccera — 1 mit.;

2. Ilpobupka ¢ Oydepom u HacaaKo# ¢ KanenbHUIEH — 1 mT.;

3. IIpoGupka st 3a060pa 0Opasiia ¢ HacaaKOW ¢ KareJIbHUIICH 1 BOPOHKOM IS 3a00pa CIIFOHBI —
1 mT;

4. UHcTpyKuus 1o npuMeHeHuro — 1 mr.

(1) Tecmosas xaccema

KommoneHnt Crneunduxarus
JIuHus KOHTpOIIA Ko3bu antutena k 19G mpimm (konuentparust 320 Hr)
©
JInnus Momnoxnonansabie antutena 1 k SARS-CoV-2 (konnentpanus 200 Hr)
tecrupoBanus (T)
[Tonnoxka st Momnoxknonansabie anturena 2 kK SARS-CoV-2 (konnentparms 200 Hr)
KOHBIOraTa I'unpat xnopuna 3omnota (I11) 0,01%, auruapar TpuHaTpuinUTpaTa

100 ur, xkamus kapoonat 200 #r, Tpuc 0,02 Mxr, HaTpus xyuopuia 0,18
MkT, BCA 0,2 Mkr, nonustuiienriukons 0,01 Mkr, caxaposa 1 Mkr,
Hatpus azuj 20 Hr

(2) IIpobupka c oygpepom (0,4 mn) — kazeun, TputoH X-100, HATpUS XJOPHI, TPUC, KUCIOTA
XJIOPOBOJIOPO/IHASA, BOJIAa OUUIIIEHHAs

[Ipobupka ¢ Oydepom 3ariomOupoBaHa GoJIbroil ¢ MOMOIIHI0 AaBTOMATUYECKON CUCTEMBI
3amaiku, Kotopas 00ecrneunBaeT repMeTHYHOCTb.

MaTepna.m)l, U3 KOTOPLIX U3Ir0TOBJIEHO MEAUIIMHCKOE U3/IC/INE

KommoneHnt Crerudukarus
TecToBas KacceTa ABC-ninactuk
[TpoGupka ¢ 6ydepom [TonusTHIEH HU3KOH MIIOTHOCTH
Hacanka ¢ kanenpHHIICH [Honmunponunexn
[Tpobupka st 3a60pa obpasiia [TonmaTHIIEH HU3KOM TIOTHOCTH
Boponka aiist 3a60pa CIitoHbI [TonuaTHIIeH HU3KOW IITIOTHOCTH

10. MaTepuaJibl, He BXOJsIIINE B KOMILIEKT MOCTABKHU
— TaliMep unu CeKyHIOMED;
— CpexactBa MHANBUAYAIBHON 3alIUTHI (IIEPUYATKH, MacKa);
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11. KoHTaKT ¢ OpraHn3MoM 4eji0BeKa
KpaTrkoBpeMeHHBINM KOHTAKT C KOXKEH.

12. Hepeqeﬂb MaTepUaJIOB KUBOTHOI'0 WJIN Y€JI0BE€YECKOI'0 MMPOUCXOKACHUSA
MGI[I/IHI/IHCKOC U3aCInue HU3roTOBJIICHO 0e3 HCIOIL30BaHUS MaT€praJIoB YE€IOBCYECKOI'O
IMPOUCXOKIACHHA.

13. ®yHKUIHOHAJIBHBIE XaPAKTEPUCTHKH

1. Yyecmeumenvbnocms u cneyuuunocms

OrneHka KITMHUYIECKOH 3 PeKTHBHOCTH MpOBOMIAach Ha 620 manueHTax.

Pesynbratel Habop peareHTOB Ui HIMMYyHOXpOMATOTpau4ecKoro BeIABICHHs anTurena SARS-
CoV-2 B oOpasumax cmonsl yenoBeka (Gmate COVID-19 Ag Saliva) cpaBHuBamu ¢
MOJIOKUTEIBHBIMU M OTPULIATEIBHBIMU 00pa3amu, noarsepxaeHubiMu merogom OT — TTLIP.

OT-IILIP
v = Bcero
T1oJ10KUTENBHBIN OtpuiarebHbIi

Gmate COVID- HOJIO)KI/ITCJII:HI:IEI 115 2 117
19 Aq Saliva OtpunareabHbIi 5 498 503
g Beero 120 500 620

YyBCTBUTEIBHOCTh 95.83 % (95% JI11: 90.62%~98.21%)

Crietiu(puIHOCTH 99,60 % (95% J111: 98.55%~99,89%)

B xone mpoBeneHHs KIMHUKO-Ta00paTOPHBIX HUCHBITAHUW Ha Tepputopun PD Obun
MOJTYYEHBI CIICAYIOIINE THAarHOCTHYECKHUE XapaKTEPUCTHKH: IMArHOCTHYECKAs TyBCTBUTEIBHOCTD
98,04% (95% moBepurenbHbIit mHTepBai (1) 89,55-99,95%), nuarHoctuueckas creliuGUIHOCTH
100 % (95% /11 92,89-100%).

2. Ilepekpecmnasn peakmugnocmao

Pesynbrarel TecTa Ha TEPEKPECTHYIO PpEAKTHMBHOCTb IOATBEPAWIA OTCYTCTBHE
nepekpecTHo peakTuBHOCTH y HaOopa peareHToB i1 HMMMYHOXpOMaTOrpaguueckoro
BoisiBiieHHs anTUreHa SARS-CoV-2 B obpasnax ciarorsl yeinoBeka (Gmate COVID-19 Ag Saliva)
¢ 26 Bupycamu 4 13 qpyrumMu MUKpOOPTaHU3MaMHU, IPEICTABICHHBIMH B TA0IHIIE HUXKE:

IlepexpecTHO-peaKTHBHBIE BeleCTBa TecToBasi KOHIEHTPALUSA

Koponasupyc uenosexa 229E 1 X 10°TCID50/min

Koponasupyc uenosexa OC43 1 X 10°TCID50/mn

Koponasupyc uenoBexa NL63 1 X 10°TCID50/mu

Koponasupyc uenosexa HKU1 10 mkr/Mo

MERS 4x10* TCID50/mn
SARS-koponaBupyc yenoBeka Hykieonporers Nucleoprotein 25 Hr/™MI
AZeHOBHpPYC THII 3 1.0 X 10 TCID 50/mn
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AneHoBupyc i 7

1.0 X 10°TCID 50/mu

Anenosupyc T |

1 X 10°TCID 50/mn

AneHoBUpYyC THIT 5

1 X 10°TCID 50/mn

AneHOBHpYC THUII 8

1 X 10°TCID 50/mn

AnenoBupyc tun 11

1 X 10°TCID 50/mn

AnenoBupyc tun 21

1 X 10°TCID 50/mn

AneHoBupycC THT 55

1 X 10°TCID 50/mn

DXOBHPYC 2x10° BOE/mn

Bupyc rpunma A (HIN1) 2x10° BOE/mn

Bupyc rpunma A(H3N2) 1x10* BOE/mn
Bupyc rpunma B Strain 1 X 10°TCID50/mn

Bupyc nmaparpunma tun 1

1 X 10°TCID50/mn

Bupyc naparpunma tum 2

1 X 10° TCID50/mu

Bupyc naparpunmna tun 3

1 X 10°TCID50/mn

Bupyc naparpunma tun 4

1 X 10° TCID50/mun

Pecniupatopro cunnutransHbli Bupyc (RSV) tum A

2 X 10° TCID50/mu

Pecniupatopro cunnutransHelii Bupyc (RSV) tumn B

2 X 10° TCID50/mn

PunoBupyc Al6

1 X 10° TCID50/mn

MeranneBmoBupyc denoeka (NMPV) 16 tun Al

1 X 10°TCID50/min

Candida albicans 1x10°KOE / mn
Legionella pneumophila 1x10° KOE / mn
Streptococcus pneumoniae 1x10° KOE / mn
Pseudomonas aeruginosa 1x10° KOE / mn
Staphylococcus epidermidis 1x10° KOE / mn
Staphylococcus salivarius 1x10° KOE / mn
Mycopla Pneumoniae 1x108 KOE / mn
Chlamydia Pneumoniae 1x10° KOE / mnt
Streptococcus pyogenes 1x10° KOE / mn
Mycobacterum tuberculosis 1x10° KOE / mn
Hemophilus influenzae 1x10* KOE / mn
Bordetella pertussis 2x10°KOE / mn
Pneumocystis 1x10° KOE / mnt
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3. Humepghepenyusn

Pe3ynbpTarthl Tecta MOATBEPAWIM OTCYTCTBUE BIHMSHUE HWHTEPPEPUPYIOIIUX BEUICCTB
MPEJICTABICHHBIX B Tabiuie Huxke HAa Habop peareHToB s MMMYHOXPOMATOTpagUIecKoro
BoisiBiicHHs aHTUTeHa SARS-COV-2 B 00pasiiax cironbl yenoBeka (Gmate COVID-19 Ag Saliva).

HNHurepdepupyromue Bemecrsa TecToBasi KOHUEHTPALUS
ApOupona ruIpoxaopuaa ruIpaT 1 mr/mn
3aHaMuBHp 1.5 mr/mn
Meponienem 1 mr/mn
OcenpTaMuBUp 2 Mr/™Mn
PuronaBup 1 mr/™mn
[lepamuBup TpUruapatT 2 mr/mi
TpramHOIOH 1 Mr/mit
HanmnukcoBas kucioTa 3 Mr/mMn
Bankomurmna ruipoxiopu 1 mr/mn
PubasuBupH 1 mr/mn
l'ucramuna rumpoxIopu 2 Mr/mn
JleBodutokcanya 1 mr/mn
HedTpuakcon Hatpus 1 mr/™mn
Hedpaaun 50 mr/mn
Hedanexkcun 10 mr/mn
benzokann 1 mr/™mn
ToOpamurx 2 Mr/mn
Jlormuasup 1 mr/mn
ABUTPOMIIMUH 3 mMr/mn
TabneTku apOy3HbIe 10 mr/mn
DyHNU301IU 2 Mr/mi
Bexnomerazon 5 mr/mi
JlekcaMeTa3oHa arerar 1 mr/mi
MeTtpoHua3011 TabIeTKH 1 mr/mn
I'enTamuiiua npokauH, ButamuH B12, rpanyisr 1 mr/mn
Harpus xnopua 0.90%

Aunbga-unerpdepon 1 mr/mn
denmm G prHa THAPOXIOPU 1 mr/mn
AneramuHObeH 1 mr/mn
AMOKCHILIMIIINH KaIIc 1 mr/mn
Noynpoden 1 mr/mn

AcnvpuH 2 mr/mi
AneTHicaIuInIoBas KHCIoTa 5 mr/mi
I'mapoxopTuzon 1 mr/mn

buotnn 100 mkr/mi
BykkanbHbIe TaOIETKU TUANOMHA 0.5 mr/mn
BakxreprocraTudeckas >KUKOCTb JIJIs TOJIOCTH PTa He npumenumo
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MynmH 0.5%
KpoBsb (duenoBeka) 5%
HAMA 600 Hr/mi
4, Ananumuueckan uyecmeumebnocms (npeoen oonapysicenus, LoD)
MuHuManbHbIN npeaen oOHapyXeHUs Hab6opa peareHToB JUIst

HMMYyHOXpomaTorpaduyeckoro BeisiBiaeHus aHTureHa SARS-CoV-2 B o0pasmax CIIFoHbI 4eJIOBEKa
(Gmate COVID-19 Ag Saliva) cocraBui 40 TCIDso/mur.

5. Bocnpouszeooumocme

Jis  mpoBepKM  MOBTOPSAEMOCTH U Bocmpou3Boxumoctd  HabGopa  peareHTOB — [uid
UMMYyHOXpomarorpaduueckoro BoisiBiIeHUs anTurena SARS-CoV-2 B oOpasiiax CItoHBI YeIOBeKa
(Gmate COVID-19 Ag Saliva) ucnionib3oBainu riukornporent (S1) 2019-nCov.

[Tpu mpoBeieHNH UCTIBITAHUH, HE OBLIIO OOHAPY)KEHO PA3INYHiA B Mpeienax 3 HUKIOB HCIIBITAHUHA
MEXJly pa3HbIMHU MAapTUSAMU HAOOpPOB, pa3HBIMU JIJAOOPATOPHBIMU IUIOIIAKAMU U ONEPATOPAMHU.
ITosryuenHnsie pe3ynbraTel pogeMoHcTpupoBanu 100 % BOCIIpOU3BOAUMOCTD PE3YJILTATOB.

14. Undopmanus o copep:;KaHUH JeKAPCTBEHHBIX CPEICTB
MenuuuHCKOoe H3/IeHe He COJIEPKUT B CBOEM COCTaBE JICKAPCTBEHHBIX CPE/ICTB.

15. Uudopmanus o CTepUIM3ANMUN METUITHHCKOT0 U3/1eTHs
MeauIMHCKOE M3/eNIie HE SBIISCTCS CTEPHIbHBIM.

16. Uudopmanusi 0 peMOHTE U 00CTY:KMBAHUH MeTUIIHHCKOTO U3/1e/Hs
MenauuuHckoe u3aenue He MOANEKUT PEMOHTY U 00CTYKUBAHUIO.

17. Mepbl Npe0CTOPOKHOCTH

1. He ucnons3oBats Habop moBTOpHO.

2. He ucnionb3oBath Habop nmpu Hamu4uu MOBpPEkKACHUHN SJIEMEHTOB YIIaKOBKU M UCTEUEHUU CPOKA

TOHOCTH.

3. TecroBble KacceThl BOCIPUUMYHBBI K BO3JACHCTBHUIO BBICOKOW TeMIIepaTypbl M BBICOKOMH

BIXXHOCTH. C y4eTOM JIaHHOTO OOCTOSITENIbCTBA, TECTOBYIO KAacCETy CIeyeT MCIOIb30BaTh KaK

MOKHO CKOpee TOCIIe BCKPBITUS HHINBUYaTbHOW YIIAKOBKH, JUIS IPEIOTBPAIICHHS aicopOnnu

BJIATM U3 aTMOC(EPHOTO BO3/TyXa IIIEMEHTaAMU MEMOpaH | IOJIOXKEK.

4. PeareHTBl WM 00Opa3Ilbl, XpaHSAIIHECS MPH HU3KUX TEMIIEpaTypax, Mepe MUCIOJIb30BaHuEM

JIOJIKHBI OBITH JIOBEJICHBI 10 KOMHATHON TeMIIepaTyphl.

5. IIpu TecTupoBaHHUH 3ampeniacTcs UCIOIb30BaTh KOMIIOHEHTHI Habopa U3 pa3HbIX MapTH WH

npyroro HaGopa.

6. [Ipu BBITOJIHEHUHU TecTa HEOOXOJUMO MCIOJIB30BaTh MPUTOIHBIE CPE/ICTBA WHANBUAYATILHOM
3aIIUThI, TAKUE KAaK 3alIUTHBIC TIEPUYATKH, 3all[UTHAS BEPXHSS OJIeXKIa U CPEJICTBA 3aLTUTHI
OpTaHOB JbIXaHUS (JUIEBasi MACKa).

7. Bo Bpems pabor ¢ OHOJOTHYECKMMH OOpa3lamMu, HEO0OXOJAMMO BO3JACPKUBATHCS OT

yIoTpeOIeHUS MPOTYKTOB MUTAHUS U HAITUTKOB, & TAKXKE OT KypEHHSI.
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TmarensHo npoAe3MHUIMPYHTE BCE TMOBEPXHOCTH, KOTOPHIE HEMOCPEICTBEHHO

KOHTAaKTHPOBAIM ¢ oOpa3uamu Win komnoHeHramu HaGopa.

9. ColOmroaiiTe COOTBETCTBYIOIINE MEPHI TPEJOCTOPOKHOCTH MpH cOope, 0OpaleHIH, XpaHEHUH
W YTWIH3AIUH O0O0pa3loB MAIMEHTOB W KCIOJIB30BaHHOTO conaepxkumoro HabGopa. Ilpu
UCIIOJIb30BaHUU B JIOMAIIHUX YCIOBUSX AOIMYCKAETCs yTUIM3alMs B KOHTEHHEPHI ¢ OBITOBBIM
MYCOPOM.

18.  BssiTue 00pa3uo0B M NOPS/I0K BHINOJHEHUS TeCTHPOBAHUS
1. Ilepen TecTupoBaHMEM BHUMATEIBHO IpOUYUTaiiTe IHCTPYKINIO IO IPUMEHEHHUIO.
2. Tlepen 3abopom o0Opasma Helb3s KJIAcTh B POT HHUYETO, BKJIIOYAsl €Ay, HAMUTKH,
KeBaTeIbHYIO PE3UHKY WM TabauHble U3/IeNus, 110 KpaiiHel mepe, 3a 10 munyT 10 cOopa.
3. ITlomoiite  pykum  mepeq  NPOBEICHHEM
TecTupoBaHus. HajenbTe nepyarku. |

4. IlpoBepbTe AaTy MCTEUEHUS CPOKA TOJHOCTH HA
obopote naketuka u3 ¢onabru. OTKpONTE MaKeTHK
u3 (hobru, mMpoBepbTE €ro COACPIKUMOE.

5. OrtkpoiiTe mnaker mua cbObopa oOpasIoB. \
CoenuHuTe BOPOHKY C HpoOMpKOH JuIst 3abopa = 1
oOpa3zua. OCTOPOXHO CIUTIOHBTE B BOPOHKY C
npoOUpKOi, TOKa OHa He OyIeT 3aroJIHeHa ‘ 7

HanosoBuHy. Ilocne 3Toro 3akpoiite MpPOOHPKY b — = B
npujgaracMoi HacaJKoM C KareabHHUIIEH. e '; )

— G

v ¥
6. Otkpoiite mnaker ¢ Oydepom U HacaJKOM.

Cuumure ¢onery c mnpoOupku c Oydepom u L
3aukcupyiiTe mMpoOUPKY B OTBEPCTHE YIAKOBKU
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7. Tlepenecure coOpaHHBI 00pasen CIIOHBI B
npobupky c¢ Oydepom o ormerkn. Hanenbre ‘
HacaJKy C KanelbHuIeH Ha mpoOHpKy ¢ Oydepom. A
Coxxmute aHo mpobupku 10 pa3z, ytoOsl Oydep u ' '
CJIFOHA XOPOIIIO MEPEMEIIATHCh.

~
8. OcraBbTe mpobupKy ¢ Oydepom Ha 5 MHHYT, ‘

4yTOOBI 0Opa3ell U pacTBOP XOPOIIIO MEPEMEIIAINCH. " w
~ \-:\\\ : f:
N

1T/5T 25T

9. Ilepenecure 2-3 Kariy B OKOIIKO 1 oOpasiia Ha "

TECTOBOI KacceTe

I Byapre OCTOPOXHBI, YTOOBI HE TIEPEHECTH BECh
o0pasell B TECTOBYIO KacCeTy.

015

10. Cuuraiite pe3ynbTar aHanu3a uyepes3 15 MUHYT.
WnTepnperanus pe3yabTaToOB TecTa HE
JOTTyCKaeTCsl, €CJI MpoIu1o 6onee 20 MUHYT.

19.  Hurepmperaunusi pe3yJbTaToB

Ecnu B oxomIke MposiBICHHS pe3y/IbTaTa OKpaIIMBaeTCs B KpaCHbIH 11BeT KOHTposbHast uHus (C)
u nuHus TectupoBanus (T): aHanu3 nan MONOKUTENbHBIA pe3yabTaT HAa HAJMYHE aHTUTECHA K
KOpPOHaBUPYCY. PEKOMEHIyeTCsl MOCETUTh KIMHUKY M IPOMTH MOJIEKYJIIPHBIN aHAJIA3

c T c  §

Ecnu B okorike MMPOABJICHUA PE3YyJIbTaTa OKpPAIlIUBACTCA B pO3OBBII71 OBCT TOJILKO KOHTPOJIbHAA
JIMHUA (C) aHaJIM3 Jall OTpI/IL[aTCJ'ILHHﬁ PE3YyJIbTAT HAa HAJIWYUEC aHTHUI'CHA K KOPOHABHUPYCY.

10
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Onnako B ciywyae mnosiBneHuss cumntomMoB COVID-19 wim KOHTakTa C MOATBEPKICHHBIM
MAIMEHTOM PEKOMEHYeTCS MOCETUTh KIIMHUKY U MPONUTH MOJISKYJISIPHBINA aHAJN3

Cc T

[Ipu OoTCYyTCTBMM B OKOIIKE MPOSIBICHMs pe3yjbTaTa OKpalleHHOW KOHTpoJsibHOM nuHuu (C),
pe3yibTaT TECTUPOBAHUS SBISETCA HEACHCTBUTEIbHBIM. B  yKa3aHHBIX 00CTOSITEIbCTBAX
PEKOMEH/1yeTCsl BBIIOJIHUTh TOBTOPHBIM aHAJIN3 C MCIIOJIb30BaHUEM HOBOM TECTOBON KaCCEThI.

20. KoHTpoJb KayecTBa

HaGop umMeer BCTpOEHHBIH MeXaHU3M KOHTpousa KadecTsa. JIuaus koHtposns (C) mpegycMoTpeHa
B KQUECTBE CPE/ICTBA VISl OJIOXKUTEIBHOTO KOHTPOIIS KauecTBa. OKpalluBaHue JIMHUN KOHTPOJIS
JOJIKHO HPOSABIIATHCS IIPU JIFOOBIX YCIOBUSX, 0€30THOCUTEIBLHO PE3YIbTATOB TECTUPOBAHUA, ITPU
IMpaBUJIbHOM BBIIIOJIHCHUHN HUCIIBITATCIILHON npoucaypsl U MOATBEPIKAACT IIOCTaTO‘-IHI:Iﬁ 00BeM
obpasra.

21. OrpannveHus NPH UCIIOJIb30BAHUM

1. HaGop npenHa3zHaveH /A7 TECTUPOBAHUS 00PA31IOB CIIOHBI.

2. Habop npeiHa3HaueH TOIBKO JUIS AUATHOCTHKH IN VItro.

3. Pe3ynbTaThl TECTUPOBAHUS ClIEAyeT UCIOIb30BATh B COUETAHUU C KIIMHUYECKOM KapTHHOH U
JPYTUMH J1a00paTOpHbIMU HcciaeoBaHusAMU. Habop crnenyer ucnosib30BaTh Ui KaUeCTBEHHOTO
onpenenenusi antureHa SARS-Cov-2 B cmrone. [Ipu 3TOM, HHTEHCHBHOCTh OKPAaCKH TECTOBOM
JUHUY U aKTUBHOCTH aHTUTeHOB SARS-C0V-2, o0HapykeHHBIX B 00pas3iie, He KOPPEITUPYIOT.

4. TecT MOKaXeT OTpUIATEIbHBIE PE3yJIbTATHI MPH CIEAYIOMIUX YCIOBHAX: TUTP AHTUTCHOB
HOBOT'O KOpOHaBUpYyca B 00pasiie HUKe MUHUMAJIBHOTO Tpejiena oOHapyskeHust Habopa.

5. Ilpu TectupoBanuM Ha Haimuuue aHTUreHoB SARS-CoV-2 B Ouonornyeckux obOpasnax
HE00XO0IMMO THIATEIbHO COOJII0ATh MPOLEAYPY TECTUPOBAHUS U MHTEPIIPETALUIO PE3YIbTATOB.
Hecobmoaenne nporeypsl MOXKET IPUBECTH K HETOYHBIM pe3yIbTaTaM.

6. PesynpraT Tecta JOJIKEH HCIONB30BAThCS TOJBKO ISl KIIMHUYECKOW CIPAaBKH U HE MOXKET
paccMaTpuBaThCSl KaK TOATBEPXKICHHBIM 1uarHo3. [IpaBHIIBHBIN IUAarHo3 OMHKEH OBITH
nocTasieH npodeccuonanoMm BMmecte ¢ pesynabraramu OT-ITLP, kmuHUYECKHMH CUMIITOMaMH,
AMUJIEMHOIOTUYECKUM CTaTyCOM.

7. KonuuecTBO aHTUIeHOB B o00Opaslle MOXET YMEHBIIAThCS 10 Mepe YBEITUYEHUS
IPOJIOJDKUTENBHOCTH 3a0oneBanus. Eciu oOpasen Oyner B3sAT uepe3 7 QHEH mocie MOsBICHUS
CHUMIITOMOB, Pe3yJIbTaT MOKET ObITh OTpULIATENbHBIM U oTIn4aThest oT OT-TILIP.

8. OrpuuarenbHble pe3yabTaThl HE UCKIIOYAIOT BO3MOXHOCTb 3apa’keHHsl BO30OYAUTENISIMHU, HE
otHocammmucsa k SARS-CoV-2.
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22. Undopmanus 00 yTUIu3aluu MeTUIHHCKOTO U3/1eTus

Vrunuzauuss MEAUIIMHCKOTO U3JeNus JOJDKHA MPOBOJUTHCS COIVIACHO JACHCTBYIOIIEMY
3aKOHOJIaTeILCTBY. [IpH MCTIOIb30BaHUU METUITMHCKOTO U3/EIHs 00pa3yroTCsl OTXO/Ibl, KOTOPHIE
KJIACCU(DUITUPYIOTCSI M YHUUYTOXKAIOTCS (YTUIUZHPYIOTCS) KaK: SMUIEMHUOJOTHYSCKHA OTACHBIC
otxozsl (CanlluH 2.1.3684-21: knacc b).

Cepun TeCTOB, MPUIICANINE B HETOAHOCTb, CEPUU C HUCTEKIIUM CPOKOM TOJTHOCTH, TOJJIEKAT
yHHUTOXKEHHUI0 B cooTBeTcTBUU ¢ CanlluH 2.1.3684-21 xak 0TX0/1bI, MpUHAAIEKAIINE K KIacCy
«A» - (AMHUIEMHUOJIOTHYECKH OE30MaCHBIE OTXOJIbI, MPUOJIMKEHHBIE MO COCTaBY K TBEPABIM
OBITOBBIM OTXOJ[aM), JIIOOBIM CIIOCOOOM, TPEAOTBPAINAIONIAM IMOBTOPHOE HCIIOIH30BAHHE.
VYmnakoBka TMOCJ€ TIOJHOTO HW3PACXOJIOBAHUSI COJACPKUMOTO, TMOJUICKUT YTHIM3ALUUUA B
cootBercTBuM ¢ CanlluH 2.1.3684-21 kak 0TXO/bl, IPUHAIIEKALIUE K KIIACCY «AM.
YTuiM3upyiiTe oOmnacHble BeIIeCTBA WM OHOJOTHYECKH 3arps3HEHHBIE MaTepHalbl B
COOTBETCTBUU C IMPAKTUKOH, MPUHATON B BallleM YUPEXKICHUU. Y THIM3UPYUTE BCE MaTEpUAIIbI
0e30MacHbBIM U TPHUEMJIEMBbIM OOpPa3oM B COOTBETCTBUHM C ACHCTBYIOLUIMMH HOPMATHUBHBIMU
TpeOOBaHUSMU B 00JIACTU CAHUTAPHO-3MUAEMHOIOTHUECKOT0 OJIaronoayyus.

[Tpu uCTIOTB30BaHUY B IOMAIITHUX YCIOBUSX JOMYCKACTCS YTUIU3AIUS B KOHTCHHEPHI C OBITOBBIM
MYCOPOM.

23. TpaHcnopTHPOBKA U XpaHeHHe

e Xpauuts HabGop B opurumHanbHOl ymakoBke npu Temmeparype 4 — 30 °C, 3amummarb ot
BO3JICUCTBUS IIPSIMBIX COJIHEUHBIX JIy4eH.

e He 3amopaxuBars.

e BckpsiTas TecTOBas Kaccera MOKeT ObITh MCIIONIb30BaHa B TeueHue 1 yaca.

e li3nenne MOXET TPaHCIOPTUPOBATHCS BCEMHU BUJAMH KPBITOTO TPAHCIIOPTA B COOTBETCTBUU C
IpaBWJIaMd TEpPEBO30K, JEHCTBYIOIIMMU Ha TpaHCIOPTE JMJAHHOTO BHJAA, B YIaKOBKE
npousBoauTels npu remmneparype 4 — 30 °C.

e li3nenus, TpaHCIOPTUPOBAHHBIE C HAPYIIEHUEM TEMIIEPATYPHOTO PEXHMMA, IPUMEHEHHUIO HE
HoJIeXkar.

24. Cpok roaHoCTH MeTUIIMHCKOT0 U3/1e/Iusl
Cpoxk rogHoctu: 12 Mecs1eB ¢ 1aTbl U3TOTOBJICHHUS.
He ucnonb30BaTh mociie HCTEUEHUS CPOKA TOTHOCTH.

25. 'apanTHiiHbIe 00513aTe/ILCTBA

[TpousBoauTeNnp TapaHTUPYET CTAOMJIBHOCTh MEIUIIMHCKOTO H3AENus J0 OKOHYaHHUS CpoKa
TOJTHOCTHU TpU COOTIOACHUN YCIOBUM TPAHCIIOPTUPOBAHUS, XPAaHEHUS U IPUMEHEHUS, YKa3aHHbBIX
B NHCTPYKLUU.

HpOI/ISBO,Z[I/ITCJ'IL rapaHTupycT 0e30IMacHOCTh MECIHUIMHCKOI'O n3acins, OTCYTCTBHC
HCAOIIYCTUMOI'O PUCKA IMPUIUHCHUS BPCIAa XKU3HU, 3JOPOBbBIO YCIIOBCKA U OKPY)KB.IOIJ.ICI\/'I cpeac
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IIPY HUCIOJb30BaHUU HAOOpa pEareHTOB I10 HAa3HAUYEHUIO B YCIIOBHUSX, IMPELYCMOTPEHHBIX
HPOU3BOAUTEIIEM.

26. KontakTHas unpopmanus

IIpounsBoaureinsn:

OUJIOCHUC Ko., JIta. (PHILOSYS Co., Ltd.)

28-5, I'yanron-rui, Okry-3yn, Kyacan-cu, [xxenadyk-mno, 54172, Pecriyonnka Kopes

ITo Bcem Bompocam cienyer odpamarbes K npeacrasuresio npoussoautens UIl Sdpaposy
Pamuiio 3natoBuuy:

Poccuiickas @enepanus, 127474, MOCKBA T', YJI CEJIM'’EPCKAA, nom 18, xopm. 3, kB. 77
Wurepnert: https://antigen-express.ru/

27. CBeneHHs1 0 MADKHUPOBKeE

3Kcnﬂul<auuﬂ CUMB0J/106, HAHECEHHbIX HA YNAKOBKY

CumMBoOI Onucanne
: [ | Jara npou3BoacTBa
g Hcnonas30B8aTe 00
LOT Kon nmaptuun
IVD Uzpenue mid in vitro IMarHOCTUKU
N j’ . XpaHUTh B yKa3aHHOM TeMItepatypHoM auanasone (4 — 30 °C)

HNzrorosureinn

® 3anpeT Ha MOBTOPHOE MCIOJIb30BAaHHE

He nomyckars BO3A€MCTBUS COJIHEUHOTO CBETA

-y
? bepeus ot Bnaru

OO6parurech K MHCTPYKIMU IO TPUMEHEHUIO

C? 3Hak EBponencKkoro cooTBeTCTBUS
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