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jii philosys

1. HanMenoBanHe MEAHIHHCKOTO H3ACIHA

HaGop peareHTOB mns HMMyHOXpomaTorpaguueckoro BbiapaeHuss anThredHa SARS-CoV-2 B
obpasuax cmoub 4enobexka (Gmate COVID-19 Ag Saliva). Lot CS1I0UHYO (nanee Habop nau
H3AenHe).

2. HaznaueHne MEAHUHHCKOrO H3ACHHA

IpeanasHayeH ANA KA4ECTBEHHONO BLIABNCHHA HyKneokancuaHoro awtureHa SARS-CoV-2 B
OnonornyeckoM Marepnane 4yenoseka (CIOHa) HMMyHoxpomarorpadprueckum mMeroaoM. Habop
npeaHasHa4YeH ANA CAMOTECTHPOBAHHA B JOMAIIHMX YCHOBHAX, & TaKKe TNPOBEACHHA
TECTHPOBAHMA B YCIOBHAX KIHHHKO-AHATHOCTHYeCKOH nabopaTtopuH KBaIn(pHUUMPOBAHHBIMH
cneunanncrami. Jna AHArHOCTAKH HH-BHTPO. TOABKO 1A OAHOPA3OBOrO HCMOAB3OBAHMSA.
Ha6op ncnonpzyercs B KaYeCTBE NMPEABAPHTENBHONO OOCNEAOBAHHA NPH AHATHOCTHKE HOBOMH
xopoHaeupycHoli undpexkunn (COVID-19). Ilpu rTectuposanuu OGnonormyecknx obpasuos ¢
ucnonb3opanneM HaGopa, nomyyeHHbe pesyNbTaThi, CBHAETENBCTBYIOUWIHE O PEAKTHBHOCTH
obpasia, JOMKHE! OBITH TOATBEPXKACHBI MPH MOMOWM ANLTEPHATUBHBIX METOAOB aHanu3a. B
CJy4ae OTPUNATENLHONO Pe3ybTaTa TECTHPOBAHHA M HaMmuuA npusHakos OPBU, neobxoaumo
o0paTuTbCs K Bpauy ANs NPOBEAEHHA AOMONHUTENbHLIX METONOB NHATHOCTHKH.

He aBnaerca nepHUHLIM HCCCAOBAHHEM.

Obnacms npumenenun:

Knnsnueckas naboparopHas auarHocTuka. HHdekuMoHHbiE OTAENEHUA TIOCYAapCTBEHHBIX
neuebHo-npopunakTuueckux yupexaenuii. Jluarnoctuueckue naGoparopun. UacTHbie
MEIMUMHCKHE LeHTpHl, obnajaromme HeoOxomuMbiM ofopyaosaHueM. MeanuHHCKOe H3zAenne
NPHMEHACTCA CNEeNUANMCTAMU. BPad KIMHHYECKOH nabopaTopHOli ANArHOCTHKH, MEAHLIMHCKHI
nabopaTopHBI TEXHHK, Bpa4 O0mel NpakTHKy, cpeanuii MemnunHCKHI nepconan, penpamep, a
TAKOKE CAMOCTONATEILHO NALMEHTaMH B IOMALIHHX YCIOBUAX.

3. Bseaenne

Koponasupyc - 310 oaHouenoveuHuili BHpyc ¢ mnonoxurenshoii PHK ¢ ofoaouxoii
npubmmsurensio or 80 mo 120 M B auamerpe. Ero reHermueckuii maTtepuan sABIseTcs
KpynHeiimum u3 scex PHK-BHPYCOB M BaXXHBIM MATONeHOM MHOTHX 00JI€3He#H AOMALIHErO CKOTa,
AOMALIHMX JKMBOTHBIX H HENOBEKa, JTO MOXKET BbI3BATH MHOXECTBO OCTPHIX M XPOHMHECKHX
3abonesannii. Ofwne npusHaku uenosexa, HHPHUHPOBAHHOrO KOPOHABUPYCOM, BKMIOUAIOT
pecnHpaTOpHEIE CHMNTOMBI, NHXOpaaxy, kamenb M oabiuxy. B Oomee Taxenbix cayuasx
HHpEKUNA MOXET MPHBECTH K MHEBMOHHH, TAKEOMY OCTPOMY PECITUPATOPHOMY CHHAPOMY,
NOYe4HOH HENOCTATOYHOCTH H Aaxe cMepTi. HoBbiit koponasupyc 2019 roaa, win « SARS-CoV-
2», 6bin OOHapyXeH HM3-33 CIy4aeB BHPYCHO# MHeBMOHMH B Yxaue B 2019 roay M npHsHaH
nannemueii Beemuproi oprannsauueii sapasooxpanenns (BO3) 12 ansaps 2020 roga. On Moxer
BLI3BLIBATD NPOCTYAY, OXHEBOCTOUHBII pecninpaTopHbiii cuiapom (MERS) u Gonee cepbesnbie
3aboneBanns, TAKHe Kak OCTPBIii pecnupaTopHbiii cHHApOM (SARS).
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JUIA Ka4eCTBEHHOrO ONpeneneHua Hanuaus HykieokancuaHoro anturesa SARS-CoV-2 B cmone
Yy JHL ¢ KIHHHYECKOH CHMITOMATHKON pecrnupaTopHOro 3abonesaxHa ¢ MOAO3PEHHEM Ha
nHdexnuo COVID-19.

5. IlpoTHBONOKA3AHHA:

1. Hcrexunii cpok roqHOCTH TECTa

2. HapywieHa ynakoBka H3nenus

3. Henaanexauye ycaoBUA XpaHEHHA ¥ TPAHCIIOPTUPOBAHMS,

4. Jlpyrvie NpOTHBONOKA3aHNA OTCYTCTBYIOT, 32 UCKJIIOMEHHEM CITy4aes, Koraa 3abop marepuana
He MOXET ObITb OCYUWECTBICH MO MEANLIMHCKUM NMOKA3AHUAM,

6. IloGounsie peilicTeun
He npumenumMo ana gansoro MU.

7. HNorenuuanbHbie NOTpebuTENNH:

Habop npenHasHaueH AN  MCNONB30OBAHMS  MEPCOMANIOM  KIMHHKO-AHArHOCTUYECKUX
naboparopnii He Monoxe 18 ner ¢ BHICIIMM M CPEAHNM MEOVLMHCKUM, OHONOrMYecKUM
ofpasoBannem, NMPOWIEAUWHM COOTBETCTBYIOIYIO NMPOdeCCHOHANBHYIO NMOATOTOBKY B OORacTH
HCTIONb3YEMBIX METOAOB H MeTOAOB OeszomacHoit paGoThl ¢ MATOreHHBEIMH OHOJOTHYECKHMMH
arenramu I-1l rpynn naToreHHOCTH, a TakKe IS CAMOTECTHPOBaHNA NALMEHTAMH.

Habop npenHasHaueH 419 OAHOPA3OBONO HCMONL30BAHKA.

8. Npuauun pelicTena

Habop peareHroB ans HMMyHoXxpoMarorpaduyeckoro eoiaBaeHus aHtureHa SARS-CoV-2 B
obpasuax cmonn yenosexa (Gmate COVID-19 Ag Saliva) npeaHasHauen LA BHINOJHEHHA
OBICTPOrO M Ka4eCTBEHHONO HMMyHOXpoMmarorpaguuyeckoro ananuza. B ocHoBe aelicTeus
YCTPOHACTBA JIOKHT NPHHUMI NPHMEHEHHA IBYXUBETHOH CHCTEMB.

Ha nosepxHocTH MeMOpaHbl H3 HHTPOLC/UIIONO3B HaHeCEHbI aHTHTENna Ko3bl K IgG Mbimun
MOHOKJIOHQIbHbIE aHTHTEAA (KOHTPONbHAA AHHHA C) M MOHOKNOHaAbHbie aHTHTENA 1 H 2,
KOHBIOTMPOBAHHbIE C KOJUIOHAHBIM 3010TOM (TecToBaA nunua T). O6e nunnu HEe NPOABAKIOTCA A0
Ha4aJa TECTHPOBAHNA.

OGpasen cmonb aobapnserca s Oydep ANA IKCTPArHPOBAHHA M TIIATENLHO NEPEMELTHBACTCA.
Bbicokas KoHUEHTpauuA cOiH B Oydepe BbI3BIBAET OCMOTHYECKOE NABACHHE, MTO pPaspbiBaeT
BUPYCHYIO YacTHLY, ¥ TOBEPXHOCTHO-aKTHBHOS BEIECTBO NAABHT 000IOMKY BHPYCHOM 4aCcTHLBI,
B xoHEYHOM HTOrE 5TO NPHBOAUT K PAcTBOpeHHIO Oenkos Bupyca B Oydepe.

Bo Bpems TectupoBanus aHTHreH SARS-CoV-2 B ofpasue B3anMoaelcTByeT ¢ aHTHTENAMH
SARS-CoV-2 Ha TecroBoii kaccere, ofpasys HMMyHHbie kKoMmruiekchl. CdopmupoBaHHBIii
KOMIUIEKC MHMrpHpyeT (NpOCcauHBaeTca) MO MOBEPXHOCTH MeMOpaHbl B CHAY KaMHAIAPHOIO
sdpexra, socTuraer yuactka ¢ Tecrosoii muHuH (T), rae o 3axsarbiBaeTcs aHTHTENaMN. KpacHas
TECTOBAA JINHAA NPOABJIACTCA H CTAHOBHTCA BHAMMON HEBOOPYXEHHBIM TJA30M B OKOLUKE
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peayabTaTa, ecnn B OGmonoruueckoM obpasue npucyrcrsytor anturensl SARS-CoV-2. Ecin
antHressl SARS-CoV-2 orcyTcTBYl0T B TecTHpyeMoM Ouonoruueckom ofpasue, TecToBas
NOAOCKA He TIPOABIIAETCA.

OxpamMBasKe NHHAH KOHTPONA JONKHO MPOABAATLCA NPH MOOLIX yCAOBUAX, 6€30THOCHTENBHO
PE3YNLTATOB TECTHPOBAHUA, NPH NPABHIBHOM BHINONHEHHH HCMBITATENBHON MPOLIEAYPHI.

9. KoMmnexkTnocTh

Uspnenne npeacrasnser coboii Kabop peareHTOB, B COCTABE KOTOPOrO HAXOATTCA:

1. TecToBas kaccera — | wT.;

2. IIpoGupka ¢ 6ydepoM 1 Hacanxoit ¢ kanenpHuuei — 1 wr.;

3. ITpobGupka ana 3a6opa oOpasua ¢ HacCaAKoil ¢ KaneabHHLEH H BOPOHKO#H Ans 3a00pa CMOHbI —
1w,

4. MHcTpyKUMA NO NpuMeHeHnIo — 1 1w,

(1) Tecmoeas xaccema

Komnonent Cneunduxarms

JIMHHA KOHTPONA Kosbn anmnrena k IgG mpuuu (koHuenTpauus 320 Hr)

©)

JIunun MoszoxnoxanbHbie anTuTena 1 k SARS-CoV-2 (konuenrpaumsa 200 Hr)

TecTupoBanui (1)

Ionnoxka i MotoknoHanbHele anTutena 2 x SARS-CoV-2 (xonuentpanus 200 Hr)

KOHBIOraTa I'uapat xnopuna 3onora (IIT) 0,01%, anrnapar TpunaTpuiLHTPaTa
100 #r, kanua kapOoHar 200 Hr, Tpuc 0,02 Mkr, Harpus xnopun 0,18
mkr, BCA 0,2 mxr, noamstunexrrnnkons 0,01 Mxr, caxaposa 1 mxr,
HaTpus a3ua 20 Hr

(2) Hpobupxa c Gyghepom (0,4 ma) — xazenn, Tputon X-100, HATPHA XAOPHA, TPHC, KHCAOTA
XNOPOBOAOPONAHAA, BOAA OYHLIEHHAA

Ipobupka ¢ 6ydepom sannombuposana HoNbroi ¢ MOMOILBLIO ABTOMATHYECKOH CHCTEMBI
3anaitku, Koropas obecneunBaeT repMETHYHOCTD.

MaTepnanbl, H3 KOTOPbIX H3FOTOBIEHO MEAHLHHCKOE H3ACAHE

KoMnoHeHT Crneundukanus
TecToBas xaccetra ABC-nnactuk
Mpobupka ¢ 6ypepom ToauyTHNEH HU3KOIH NIOTHOCTH
Hacaaxa ¢ xanensHHueH IMoaunponunen
Ipobupka ana 3a6opa o6pasua INonusTHAEH HU3KOHK NAOTHOCTH
Boponka ans 3a6opa CmoHbB TMonuaTHneH HIW3KOH NAOTHOCTU

10. MaTepnansi, He BXOARIIHE B KOMIUIEKT NOCTABKH
-  TaiiMep i cexyHAOMED;
— Cpencrea NHAHBHAYANBLHOH 3ALMHTHI (MEPYATKY, MACKA),
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11. KoHTaKT C OpraHn3mMom 4esioBeka
KpaTKOBPEMEHHbIN KOHTAKT C KOXEiA.

12. MNMepeyeHb MaTepPUanoB XXMBOTHOMO MM Ye/I0BEUYECKOr0 MPOMCX0XAEHNS
MeanuuHCKOe W3Aenne UM3roTOBNEHO G6e3 WCMOMb30BaHWS MaTepuanoB  Yen0BeYecKoro

MPONCXOXAEHNS.

13. PYHKUMOHa/IbHbIE XapaKTepUCTUKU

1. YUyBCTBMT ENbHOCT b U CNEUNPUYHOCT b

OueHKa KNMHU4YecKoi ahheKTUBHOCTM npoBomnnach Ha 620 nauyneHTax.

PesynbTatel Habop peareHTOB AN MMMYHOXpOMaTOrpamMyeckoro BbisiBfieHUs aHTUreHa SARS-
CoV-2 B o06pasuax cntoHbl 4yenoseka (Gmate COYLI-19 Ag Saliva) cpaBHuBanu c
NONOXUTENbHBIMW N OTPULATENbHbIMK 06pa3LaMmn, NOATBEPXKAEHHbIMKU MeTogoM OT - TLIP.

OoT-MnupP
o Ny Bcero
MonoXnTenbHbIN OTpuuatenbHbIn
Gmate COYLL MoNoXUTeNbHbIN 115 2 117
Ea: Saliva © OTpuuaTenbHblit 5 498 503

g Bcero 120 500 620
UyBCTBUTENbHOCTb 95.83 % (95% AW: 90.62%~98.21%)
CneyndpmnyHOCTb 99,60 % (95% AWN: 98.55%~99,89%)

B xoge npoBeAeHUs KAMHWKO-NabopaTOpHbIX MWCMbITAHWIA Ha Tepputopum P® 6blnn
NnonyyeHbl CneAyroLLne AUarHoCTUYECKMEe XapaKTEPUCTUKN: [NarHOCTUYECKAsA YyBCTBUTE/IbHOCTb
98,04% (95% posepuTtenbHbiii HTepBan (4N) 89,55-99,95%), gnarHocTmyeckas cneyuPuUUHoOCTb
100 % (95% AWM 92,89-100%).

2. MepekpecT Haa peakKT UBHOCT b

Pe3ynbTaTbl TecTa Ha [MEPEKPECTHYID PeakTUBHOCTb MNOATBEPAUAWN  OTCYTCTBUE
NepekpecTHON peakKTUBHOCTM Yy Habopa peareHTOB AN MMMYHOXpOMaTOrpauyeckoro
BbifABNeHMA aHTUreHa SARS-CoV-2 B o6pasuax cnoHbl Yyenoseka (Gmate COVID-19 Ag Saliva)
c 26 Bupycamu 1 13 apyrumy MUKpoopraHusmamu, npeacTaBfeHHbIMU B TabNNLE HMXKe:

[MepeKpecTHO-peaKTUBHbIE Bel,ecTBa TecToBas KOHLUEHTpauusa

KopoHasupyc yenoseka 229E 1X KO TCrosO/Mn

KopoHasupye yenoseka OC43 1X KONTCIOBO/MN

KopoHasupye yenoseka NL63 1 X KONTCIroB0/Mn

KopoHasupye yenoseka HKLL 10 mKkr/mn

MERS 4x10"TCIrO50/mn
SARS-kopoHaBmpyc yenoseka HykneonpotenH Nueleoprotein 25 Hr/mn
AfeHosupye T1n 3 1.0X 10®TCroso/mn
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AfeHoBupyc Tun 7
ApeHosupyc Tvn |
AfeHoBMpYC TUN 5
ApfeHoBupyc Tvn 8
AfeHoBupyc Tun 11
ApeHoBupyc Tun 21
AfeHoBUMpycC TN 55
xoBupyc
Bupyc rpunna A (H1IN1)
Bupyc rpunna A(H3N2)
Bupyc rpunna B Strain
Bupyc naparpunna tun 1
Bupyc naparpunna tun 2
Bupyc naparpunna tun 3

Bupyc naparpunna tun 4

PecnnpaTopHO cMHUMTManbHbIN BUpyc (RSV) Tnn A

PecnupaTopHO cnHUMTUaNbHbI Bupyc (RSV) tun B

PuHoBupyc A16

MeTanHeBmoBupyc vyenoseka (hMPV) 16 tun Al

Candida albicans
Legionella pneumophila
Streptococcus pneumoniae
Pseudomonas aeruginosa
Staphylococcus epidermidis
Staphylococcus salivarius
Mycopla Pneumoniae
Chlamydia Pneumoniae
Streptococcus pyogenes
Mycobacterum tuberculosis
Hemophilus influenzae
Bordetella pertussis

Pneumocystis
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1.0 X 106TCID 50/mn
1 X 105TCID 50/mn
1 X 105TCID 50/mn
1 X 105TCID 50/mn
1 X 105TCID 50/mn
1 X 105TCID 50/mn
1 X 105TCID 50/mn

2x105B0OE/Mn
2x105B0OE/mn
1x104BOE/Mn
1X 105TabD50/mn
1X 105TabD50/mn
1X 105Tab50/mn
1X 105TabD50/mn
1X 105TabD50/mn
2 X 105TaD50/mn
2 X 105TaD50/mn
1X 105TabD50/mn
1X 105TaD50/mn
1x106KOE / mn
1x106KOE / mn
1x106 KOE / mn
1x106 KOE / mn
1x106 KOE / mn
1x106 KOE / mn
1x106 KOE / mn
1x106 KOE / mn
1x106 KOE / mn
1x106 KOE / mn
1x10*' KOE / mn
2x106KOE / mn

1x106 KOE / mn
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3. Humeppepenyus

PesynbTaThl TeCTa NOATBEPAHIH OTCYTCTBHE BIMAHHE HHTEpPEpPHPYIOIMHX BELIECTB
npencraBneHHbIX B Tabauue Huxe Ha HaGop pearenTos mna umMyHOXpomatorpaduueckoro
BbiaBeHud anTureHa SARS-CoV-2 B ofpasuax cmoHb denosexa (Gmate COVID-19 Ag Saliva).

Hurepbepnpytompe semecTsa TecroBas KoHUESHTPAUKA
Ap6uaona ruApoXIOpHAA rHAPAT 1 mr/mn
3anaMHBHD 1.5 Mr/mn
Meponenem 1 mr/mn
OcensTaMuBap 2 Mr/mn
Puronasup 1 mr/mn
INepamuBup TPUrKApaT 2 Mr/mn
TpuaMUMHONOH 1 Mr/ma
HanuaukcoBas KHCnoTa 3 mr/mn
BaHKOMHUMHA FrHAPOXNOPHA 1 mr/mn
PuGasusupx 1 Mr/mn
IC'ncraMHHA THAPOXNOPHA 2 Mr/mn
Jlerodnoxcaumus 1 mr/mn
Liepmpuaxcon Hatpus 1 Mr/mn
Lieppaaun 50 mMr/mn
Ledanexcun 10 mr/mn
Ben3okanH 1 mr/mn
Tobpamus 2 Mr/mMn
Jlomnasup 1 Mr/mn
A3UTPOMIMHH 3 mr/mn
Tabnetxu apby3nnie 10 mr/mn
®nynnzonun 2 Mr/mn
Bexnomertason 5 mr/ma
JlexcameTasoHa aueTar 1 Mr/mn
MeTtpornaason TabneTku 1 mr/mn
Ilenramuupn npokans, suramut B12, rpanyam 1 Mr/mn
Harpns xnopua 0.90%
Amda-nueTpdepoH 1 mr/Mn
PerumPpprna rEAPOXNOPUA 1 Mr/mn
AneramMunodeH 1 Mr/Mn
AMOXCHUMJUTHH Kanc 1 mMr/mn
HUGynpoden 1 mr/mn
AcnupHr 2 Mr/Mn
AUCTHICATHUHIOBA KHCNOTA S mr/mn
'napoxopTHzoH 1 mr/mn
brnommn 100 mxr/mn
ByxxanbHbie TAONETKH WHAHOANHA 0.5 mr/mn
BaxTepHOCTATHYECKAN XUAKOCTD Aisl ONOCTH pTa He npumennMo
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MyumH 05 %
KpoBb (4enoBeka) 5%
HAMA 600 Hr/mn
4. AHanumT nyeckasa YyBCTBUT EeNbHOCT b (Npefen obHapy>XeHusa, LoD)
MuUHUMaNbHbIA npegen 06HapyXeHus Habopa peareHToB ans

MMMYHOXpOMaTorpagmMyeckoro BbisiBfeHns aHTureHa SARS-CoV-2 B 06pasuax C/oHbI YenoBeka
(Gmate COVID-19 Ag Saliva) coctasun 40 TCLU30/m.

5 Bocnpou3BognMmocT b

[na  nposepku  MOBTOpPSEMOCTW U BOCNpou3BoAMMOCTM  Habopa  peareHToB  Ans
MMMYHOXpoMaTorpagnyeckoro BoifeieHns aHTureHa SARS-CoV-2 B o6pasuax C/oHbI YenioBeka
(Gmate COVID-19 Ag Saliva) ncnonssosanu rnukonpoteunH (S1) 2019-nCov.

Mpwn npoBefeHNN UCNbITAHWIA, He ObINO0 0OHAPYXKEHO pa3nMuunii B npeaenax 3 UMKMIOB UCMbITAHUA
MeXAy pasHbiMW napTusMy HabopoB, pasHbIMK NabopaTOpPHbIMK MNOLWAAKAMM WU OMnepaTopamu.
lMonyyeHHble pe3ynbTaThbl NpogeMoHcTpuposann 100 % BOCNPOU3BOANUMOCTbL Pe3y/ibTaTos.

14. iHchopmaumsi 0 coaepKaHUM NeKapCTBEHHbIX CPeAcTB
MeanUNHCKOe 13fenne He COAEPXNUT B CBOEM COCTaBe /IeKaPCTBEHHbIX CPeACTB.

15. MHhopmauma o cTepnnnsaumm MeguLnMHCKOro nsgenns
MefonuHCKOe n3fenne He ABNAETCA CTePUNIbHBIM.

16. IH(hopmauust 0 peMoHTe 1 06CIY)XUBaHUM MeANLMHCKONO U3aenns
MegULMHCKOe U3AeNne He NOANEXNT PEMOHTY M 06CNYXKMUBAHWIO.

17. Mepbl NPefoCTOPOXHOCTH

1. He ncnonb3oBatb Habop NOBTOPHO.

2. He ucnonb3oBaTb Habop npy Hann4mm NOBPeXAeHNN 31eMeHTOB YNaKOBKMN 1N UCTEYEHUN CPOKa

rofHOCTH.

3. TecToBble KacCeTbl BOCMPUMMYMBLI K BO3AEWCTBMIO BbICOKOW TemmepaTtypbl U BbICOKOW

BNaXXHOCTU. C y4yeTOM [aHHOro 06CTOATe/IbCTBA, TECTOBYHO KacCeTy CnefyeT UCNosb30BaTh Kak

MOXHO CKOpee Moc/ie BCKPbITUA UHAWBUAYANbHOW YNakoBKW, A5 NpefoTBpalleHuns agcopouum

B/fiarn n3 aTMOC(epPHOro BO3Ayxa afieMeHTaMn MemMobpaH ¥ NOLMN0XKEK.

4. PeareHTbl nnn o6pasubl, XpaHALMECH NP HU3KUX TemnepaTypax, nepes MCNosb30BaHUEM

LOMKHbI ObITb f0BEAEHbI 4O KOMHATHOW TemnepaTypbl.

5. Mpwn TecTUpOBaHMM 3anpeLaeTca UCNonb3oBaTb KOMMNOHEHTbI Habopa M3 pasHbIX NapTuii nuam

apyroro Habopa.

6. Mpy BbINONHEHUN TecTa HEOOXOAMMO MUCNOMb30BaTb NMPUTOAHbIe CPeACTBA MHAMBUAYAIbHON
3alWMThl, TakKMe Kak 3aliUTHble MepyaTKu, 3alUTHaAs BEPXHAS 0fexXpAa U CpefcTBa 3awuTbl
OpraHoB AbIXaHusa (NnLeBas Macka).

7. Bo Bpemsa paboT c O6Guonornyeckumy obpasuamu, He0O6XOAMMO BO3LepPXKMBATbLCH OT

ynoTtpe6/sieHNs NPOAYKTOB NMUTAHUA U HANMUTKOB, a TaKXe OT KYpPEHUS.
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TwarenbHoO  NpoAe3sMHUUUPYINTE BCe  MOBEPXHOCTU, KOTOpPble  HEMOCPeLCTBEHHO

KOHTaKTupoBanu ¢ obpasuamu niv KomrnoHeHtamu Habopa.

9. CobntogainTe COOTBETCTBYHLLNE MEPbI MPEAOCTOPOXHOCTM Npu cbope, 0bpalleHnn, XpaHEHUN
M yTunmsauum o6pasyoB nNauMeHTOB UM WUCNOMb30BAaHHOrO cogepxumoro Ha6opa. Mpu
MCNO/b30BaHUN B fJOMALLUHNX YCNOBUAX AOMNYCKAETCA YTUAM3aALMA B KOHTEHEPbI C ObITOBbIM
MYyCOpPOM.

18. B3aTue 06pa3uoB 1 NOpsAoK BbIMNOHEHWUS TECTUPOBaHUSA
1. TMepep TeCTMPOBaHMEM BHUMATENbLHO NpoYMTaiiTe VIHCTPYKLMIO NO NPUMEHEHWUIO.
Mepen 3abopom o6pasua Henb3s KnacTb B POT HWYEro, BKAKYAaA efy, HanuTKw,
XKeBaTe/IbHY0 Pe3NHKY unu TabadHble U3genus, no KpariHen mepe, 3a 10 MuHyT 0 cbopa.
3. MomoiTe  pyKwu nepeg nposefeHueM
TecTUpoBaHusA. HageHbTe nepyaTku. "1

4. TlpoBepbTe faty MUCTeYeHUA CpoKa FoLHOCTM Ha
obopoTe naketuka u3 gonbrn. OTKPOKTe NakeTuk
13 oNibru, NPoOBepbLTE Ero COAePXMMOE.

5. OTkpolitTe naker pana cbopa 06pa3LoB.

CoeagnHMTe BOPOHKY € npobupkoin ana 3abopa

obpasya. OCTOPOXHO CN/OHbTE B BOPOHKY C
npobupkoin, noka OHa He 6yfgeT 3anosiHeHa

HanonoBuHy. [locne 3TOro 3akponTe nNpPo6GUPKY

npunaraeMoli HacagKoi ¢ KaneabHULEN.

BSg teg

6. OTkpoiiTe nakeT ¢ OydepoM W HacafKoW.
CHumuTe onbry ¢ npobupkm ¢ 6ydepom u
3amKcMpyinTe NpobUpPKY B OTBEPCTME YNaKOBKM
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7. MepeHecnTe cobpaHHbI 06pasey, C/AOHbI B
npobupky ¢ Oydepom A0 OTMeTKW. HageHbTe
HacagKy C KanefnbHULUERn Ha Npobupky ¢ bydepom.
Coxmute fHO npobupku 10 pas, 4TobblI Gythep u
C/IIOHA XOpOLLO NepemMeLLanucsh.

8. OctaBbTe npobupKy c 6ydpepom Ha 5 MUHYT,
4yTOObI 06paseL, N pacTBOP XOPOLLO NepemMeLlasnuchb.

9. TlepeHecuTe 2-3 Kanam B OKOLWIKO 415 06pa3ua Ha
TeCTOBOW KacceTe

I ByabTe OCTOPOXHbI, YTOObI He MepeHecTU Becb
obpa3sel, B TECTOBYHO KacceTy. a
PS

10. CuuTaiiTe pe3ynbTart aHanm3a Yepes 15 MUHYT.
WHTepnpeTauns pe3ynbLTaToB TecTa He

Jonyckaetca, ecnv npowno 6osee 20 MUHYT.

19.  VHTepnpeTaumsa pesynibTaToB
Mono>X MT enbHbIN pe3ynbTaT TECT UpOBaHUA
Ecnn B OKOLIKE NPOSIBIEHNS pe3ynbTaTa OKpalMBaeTCA B KpacHbI LBeT KOHTPo/ibHas nnHus (C)
N NNHNA TECTUPOBaHUA (T)Z aHanni3 pan NONOXUTENbHbII pesynbTat Ha Halin4dyme aHTUreHa K
KOpoHaBupycy. PekoMeHAyeTCcs NOCETUTb KIMHUKY WU NPOATM MONEKYNAPHbIA aHanu3

cC T cC T

O

OTpuuaTenbHbl i pedaynbTaT TEeCTUPOBAHUSA
Ecnu B OKOWKe NMPOSiBNEeHUs pe3ynbTaTa OKpalluBaeTCs B PO30BbIA LBET TONbKO KOHTPO/bHas
nmHna (C): aHanu3 fgan oTpuuaTeNbHbIA pe3ynbTaT Ha Halauume aHTUreHa K KOpPOHaBMpycy.
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OpHako B cnyyvae nogsneHnsa cumntomos COYLU-19 wmnam KoOHTakta C MOATBEPXKAEHHbLIM
NnaLuneHTOM PeKOMEHAYEeTCA MOCETUTb KAMHUKY M NPOATU MONEKYNSPHbIA aHann3

HepedcTBUT eNbHbIN pe3aynbTaT TecTUpPOBaHUSA

Mpu OTCYTCTBMM B OKOLUKE MPOSIBNEHWUS pe3ynbTaTa OKPaleHHOW KOHTPOnbHOW nuHum (C),
pe3ynbTaT TecTUPOBAHUS SBNSETCS HeAeNCTBUTENbHbIM. B  yKazaHHbIX 06CTOSTENbCTBAX
PEKOMeHyeTcs BbIMONHWUTL NOBTOPHbIA aHa/M3 C MCNO/b30BaHNEM HOBOW TECTOBON KacCeTbl.

20. KoHTpoNb KayecTBa

Habop umeeT BCTPOEHHbIN MeXaHW3M KOHTPONs KavectBa. JInHua KoHTponsa (C) npegycMoTpeHa
B Ka4eCTBE CpeAcTBa ANnd NONOXKUTENbHOIN0 KOHTPO/IA KayeCTBa. OKpaLIJI/IBaHI/Ie JINHNW KOHTPOA
LOMKHO NPOABAATLCA NPU NOOLIX YCNOBUAX, 6E30THOCUTE/ILHO Pe3y/ibTaToOB TECTUPOBaHUA, MPU
NpaBWUbLHOM BbIMOMHEHUW WUCMbITaTeNIbHOW Npoueaypbl M NOATBEPXKAAET AOCTATOYHbIA 06bem
obpasua.

21. OrpaHnyeHns nNpu UcnonbL30BaHUN

1. Habop npefHa3HayeH 418 TECTUPOBaHMUA 06pa3L,0B CNLOHbI.

2. Habop npegHasHayeH TOMbKO AN AMArHOCTUKMN in Vitro.

3. Pe3ynbTaTbl TECTUPOBAHUA CNeayeT UCMONb30BaTb B COYETAHUMN C KIMHWYECKON KapTUHOWN U
Apyrumun nabopatopHbiMK UccnefoBaHuAMU. Habop cnefyet MCnosib30BaTh 418 KAYECTBEHHOMO
onpegeneHns aHtTureHa SARS-Cov-2 B cntoHe. [py 3TOM, MHTEHCUBHOCTb OKPacku TecTOBOM
JIMHUW N aKTUBHOCTbL aHTUreHos SARS-CoV-2, 06Hapy>XeHHbIX B 06pasLe, He KOPPenmpyoT.

4. TeCcT noOKaxeT oTpuuartefibHble pe3ynbTaTbl MPWU CRefyHLWNX YCNOBUAX: TUTP aHTUTEHOB
HOBOI0 KOpOHaBmpyca B 06pasLie HMXe MUHUMaNbLHOro npegena o6HapyxeHns Habopa.

5 Mpu TecTUpoBaHMM Ha Hanuuume aHTUreHoB SARS-CoV-2 B 6uonormyeckmx obpasuax
HeobxoAMMO TLiaTe/IbHO cobnofatb Npoueaypy TECTUPOBAHMA U UHTEPNpPeTaLmMio pPe3ynbTaTos.
HecobnogeHne npouesypbl MOXeT MPUBECTM K HETOYHbLIM pe3y/ibTaram.

6. Pe3ynbTar TecTa LO/DKEH WCMONb30BaTbCA TO/ILKO ANA K/IMHWYECKON CNpaBKW U He MOXeT
paccMaTpuBaTbCAd KakK MOATBEPXAEHHbIW [AMarHo3. [1paBuNbHbIA AWarHo3 [LO/MKeH OblTb
nocTtaeneH npodeccnoHanom BmecTe ¢ pesynbtatamu OT-TMLUP, KIMHWYECKUMW CUMMOTOMaMMU,
3NNAEMMNOIOTMYECKUM CTaTYCOM.

7. KonnyectBO aHTUreHoB B 06pasue MOXET YMeHblIaTbCA MO Mepe YBenyeHus
NpoAO/MHKNTENLHOCTU 3a60/1eBaHNA. Ecnn o6pasel, byaeT B3AT yepe3 7 AHei nocne nosiBNEHUS
CMMMNTOMOB, pe3yNibTaT MOXeT 6bITb OTpuLUaTeNbHbIM U 0TAKUYaTbea oT OT-TLP.

8. OTpuuatenbHble pe3ynbTaTbl HE UCKOYAOT BO3MOXHOCTb 3apaXXeHWs BO36GYAMTENAMU, He
oTHocAwmMmunca Kk SARS-CoV-2.
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22. 'Hhopmauus 06 yTunmsaumm MeanuuyMHCKOro n3aenus

YTunusauns MeAUUUHCKOro U3genus  [JO/MKHa NPOBOAWUTHLCA  COrMacHO  AeicTBYHOLEMY
3aKoHofaTenbCTBY. MpM MCNONb30BaHUN MEAULMHCKOIO U34enns 06pasyroTca 0TXOAbl, KOTOpble
KNaccupuumnpyroTcs 1M yHUUTOXaTca (YTUAN3UPYIOTCA) Kak: 3nMAeMUONOTMYEecKU onacHble
oTxoabl (CaHMunH 2.1.3684-21: knacc b).

Cepuun TecToB, Npulleawne B HErofHOCTb, CepuM C UCTEKLW MM CPOKOM TFOLHOCTM, NOANexar
YHUUYTOXeHUto B cooTBeTcTBUM ¢ CaHlMnH 2.1.3684-21 Kak 0TX0fbl, NpUHaANexallue K Knaccy
«A» - (3NMaemMunonornyeckn 6e3onacHble OTXOAbl, MPUOAMKEHHbIE MO COCTABY K TBEPAbIM
ObITOBBIM OTX0fam), N06bIM cnocobom, npefoTBpaLlaoLMM MOBTOPHOE WCMOJ/Ib30BaHMe.
YnakoBka nocfie MNOMHOI0 M3pacxofoBaHWA COAEPXKMUMOro, MOANEXUT yTUAM3auuMmM B
cooTBeTcTBUM ¢ CaHlNMnH 2.1.3684-21 kak 0TX0fbl, NpUHaAnexatlne K Kknaccy «A».
YTunusnpynte onacHble BewlecTBa WM OGMONOTMYECKN 3arpsi3HEHHble  MaTepuanbl B
COOTBETCTBUMN C NPAKTUKOW, NPUHATON B BalUeM YUPeXAEHUW. YTUAN3NPYITE BCe MaTepuansbl
6e3onacHbIM ¥ nNpuemnemMbiM 06pa3omM B COOTBETCTBUMM C [AEWACTBYHOLWMMW HOPMATUBHbLIMYU
Tpeb6oBaHUAMU B 06/1aCTVU CaHUTAPHO-3NNAEMMUONOTUYECKOTr0 61arononyyms.

Mpy NCNOMb30BaAHMY B OMALLUHUX YCNOBUAX AONYCKAETCA YTUAN3ALMNA B KOHTEAHEPbI C ObITOBLIM
MyCOpPOM.

23. TpaHcnopTMpOBKa U XpaHeHWe

» XpaHutb Habop B opurnHanbHON ynakoBke npu Temnepatype 4 -3 0 °C, 3awuuwartb OT
BO34eNCTBUS MPAMbIX COHEUHbIX NTyYei.

* He 3amopaxmBaTtb.

* BcKpbITas TecToBas Kacceta MOXET 6bITb UCMONb30BaHa B TeyeHue 1 yaca.

* V3genne MoXeT TPAHCNOPTUPOBATLCA BCEMMW BUAAMW KPbITOr0O TPAHCMOPTA B COOTBETCTBUM C
npaBunamm nepeBO30K, [AeACTBYOLWMMN Ha TpaHCNoOpTe [JaHHOro BWAa, B YNakoBKe
npoussoautena npu temnepatype 4-30 °C.

* W3penus, TpaHCNOPTUPOBAHHbLIE C HapPYLUEHNEM TEMMEPATYPHOIO PeXuma, NPUMEHEHUI0 He
nogasiexar.

24. CpOK rogHocT¥ MeanLMHCKOro 13genns
Cpok rogHocTu: 12 mecsues C AaTbl U3rOTOBJIEHUA.
He ncnonb3oBaTtb Mocne NCTEYEHUSA CPOKA TOAHOCTH.

25. apaHTWiiHble 0653aTe/IbCTBA

Mpoun3BoAnTENb TFapaHTMpyeT CTabWbHOCTb MEAWLMHCKOrO M34enns A0 OKOHYaHMS CpoKa
ro4HOCTM Npu COGNHOAEHUN YCNOBUIA TPAHCNOPTUPOBAHUSA, XPaHEHNS N MPUMEHEHNS, YKa3aHHbIX
B MHCTPYKLUN.

Mpou3BoAnTeNb  rapaHTUpyeT  6e30MacHOCTb  MEAWLUMHCKOTO  W3[enus,  OTCYTCTBUE
HeAOoNYCTUMOro puUcKa MPUUYUHEHUS Bpefa XXU3HW, 340POBbI0 YeNOBEKA U OKPYXXatolleid cpege
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Mpyv WCNoMb30BaHUM Habopa peareHTOB MO HasHAYeHU B YCMOBUSX, MPEAYCMOTPEHHBIX
NPOV3BOANTENEM.

26. KoHTakTHasa nHgopmaums

[MpounsBoanTENb:

®UNNOCUNC Ko., Nita. (PHILOSYS Co., Ltd.)

28-5, N'yaHron-run, OKry-ayn, KyHcaH-cu, Oxxenabyk-go, 54172, Pecny6nuka Kopes

Mo BceM Bonpocam cnefyeT obpawartbcs K npeactaButento npoussoantens OOO
«ABUBUNP»:

141401, MockoBckas 06:., . XumMkKu, yn. Paboyas, gom 2A, ctpoeHue 1, atax/nom. 2/7

Ten. (495) 925-30-74

27. CBefeHMs 0 MapKNpOBKe

3KCI'II'II/IKaLI,I/IFI CAMBONOB, HaHeCEHHbI X HaynakKOBKY

CumBon OnucaHune

Wi [Jata nponsBoacTea

Mcnonb3oBaTth A0
LOT Kog naptum

ND W3genune and in vitro AnarHoCTuKn

XpaHuTb B yKasaHHOM TeMnepaTtypHoM guanasoHe (4-30 °C)

LLK MN3roTtoButens

3anpeT Ha NOBTOPHOE MCMO/b30BaHNe

Oj—

"VIV He ponyckaTb BO3/J€ACTBNS COTHEYHOTO CBETA
B *

" Bepeub 0T BNaru
L]
(44 o
3Hak EBpOMencKoro cCoOTBETCTBUSA

.I-I Ob6paTtutech K MHCTPYKLMUN NO NPUMEHEHWNIO
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MpownTo, NPOHYMEpPOBaHO U

CKOEenieHo neyaTbio JINCTOB.
Jj*bHbiH gnpekTop
LW LW P»
KypkuH @.I'.



