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Habop peareHToB A/19 UMMYHOXpoMaTorpadyuyeckKoro BbISiBNEHUSA
aHTUreHa SARS-CoV-2 B Mma3Ke 13 HOCOTJIOTKU
(GeneFinder COVID-19 Ag Rapid Test). Lot Ne SN-2012-01

NHCcTpyKumsa HO npruMeHeHNo
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1. HanMenonanne MOAHEHACKONO H3LC/IHS

Halop peareHTOB Ajif HMMYHOXPOMATOTrpadHIecKOro BHABICHHS anTHreHa SARS-CoV-2 B
maske u3 mocornotku (GeneFinder COVID-19 Ag Rapid Test). Lot NeSN-2012-01 (nanee
Habop wm uznenue).

2. HazuavenHe MEARIEHCKOTO H3JCANN

IpenuasHavieH A7S KaYSCTBEHHOrO BhiaABieHHA aHTHreHa SARS-CoV-2 B OmonormueckoM
MATEpHANC YENOBCKA (MA3OK H3 HOCOTIOTKH).

Habop wmcnonsayercs B KauecTse NPEeABAPHTEILHONO CKPHHMATOBOTO OGC/AeNOBaHHS NpH
auarHocTike Hobodi  xopoHasHpycHo#f mudexumn (COVID-19). TIpp recrmpobannm
O6uonormveckux obpasmoe ¢ ucnonblopammeM Habopa, mnonyveunbie pesyAbTaTHl,
CBHACTSILCTBYIONIHE O PeakKTHBHOCTR obpasna, BOKHE OLIThL MOATBECPALEHHN NIPH NOMONIH
aNbTepPHATHBHHIX MCTOROB aHamu3a. Habop npeamasHa9eH TONBKO VI  BHIIONHCHHA
nabopaToproii ANATHOCTHKH B YCIOBHAX in vitro.

OGaacms npumenenun:

Knunmueckan naboparopmas marHocTHka. HHQexHOHHLIC OTAC/CHHA TOCYSAPCTBEHHBIX
JeaeOHO-NpodHnaKTHICCKHX yupexacHuit, [Juarsoctuuecxme aaboparopmn. Yacarie
MEHIHHCKHE LEHTPH, obnanaiomue HEOOXOAHMEIM 00OpyAoBaHHeM. MeARIMHCKOS H3ACHHE
NPHMCHACTCH CTICHHARACTAMHE: Bpad KIHHHYCCKoH JabopaTopHOl AHATHOCTHKH, MCMIHHCKHE
naboparopanilt TexHHK, Bpay obmelt NpakTHKH, CpeaHRAN MeTAUMHCKHE nepconan, ¢penpamep.
Tonbko A MpodecCHOHANBHOTO MPHMCHEHHA,

3 BBenenne

Haermrdmuuposannas B 2019 roay soBas pasHoBHAHOCTH (2019-nCoV-2) npeactapnseT cobok
xoporasapyc ¢ omuonenogeanoii PHK. Pecmuparoproe 3aboncpaHme, BH3BBAeMOE HOBBIM
BHDPYCOM, HOJNYYHJIO HasBaHHe KopoHapHpycHo#f mubexumum COVID-19. Bupyc 2019-nCoV
NPHHAVICKAT X poAy Ocra-kopomaBupycoB. HaspaHHoe cemelicTBO BKmOuaeT B cebs
KOPOHABUPYC, BEI3HBAIONMI Pa3sBHTHE TAKEJIONO OCTPONO pecNHpaTopHOro caHapoMa (SARS-
CoV, 2003) u paseuTHe 6MIKHEBOCTOYHOTO pecnnparoproro cuaapomMa (MERS-CoV, 2012). B
CTPYKTYPY KOPOHABHPYCOB BXOJAHT HETHpPe BHAA BHPYCHHIX OCJIKOB, NOJYMHBIIMX HA3BAHHE
mHnoBHAHOTO Genka (S), obonodeunoro Genxa (E), 6enxa MemGpann (M) B HYKICOKANCHHOTO
6enxa (N).

B rpymmy nanfosnee paclpOCTpaHCHHBIX CHMNTOMOB KOPOHABHDYCHOH HHpEKIMH BXOAAT
CHMIITOMb CO CTOPOHH AHIXATENbHOH CHCTEMBI, BHCOKAs TEMICPaTYpa (IMXOpamKka, Xap),
Kamie)ib, OABIIKA H pasHbie CTENCHHA 38TPYAHCHHOCTH Abixannd. [lpn Gosnee TXeNIOM TeueHHH
3aboneBanns, HAGEKIHA MOXET CTaTh MPHIMHON PasBHTHA [HCBMOHHH, TLKEIONO OCTPOrO
PECIHPATOPHONO CHHAPOMA, HENOCTATOYHOCTH NOYCTHON (YHKIMH, M JKe NPHPECTH K
NETANGHOMY HCXOAY.

Cranpapraeii BaGop pexkoMeHAaUM i NPEAYNPEXACHHS PACIPOCTpPAHEHHA HHEKuMA
BIJHOYACT B ce0d peryapHOC H TIIATENBHOS MHTHE PYK, NPUKPHTHE PTa H HOCA IIPH Kamuie H
IHXAHKH, TIIATEALHYIO TEPMHUECKYIO 00paboTKy mMHINEBHIX MPOAYKTOB, BKIIOYAL MACO M giIia,

i
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Taxoxe pexoMeHAyeTca H30eraTh O/IM3KEX KOHTAKTOB C JIOABMH, ZEMORCTPHPYIONMMH NPHIHAKHA
H CHMITTOMH GOJIE3HEHHOTO COCTOAHHS, TaKHe KAK Kallle)Ib H THXAHHE,

4. Moxazanug:

Jis Ka4eCTBCHHOIO ONpeACicHHA Hamayua anTHreBa SARS-CoV-2 B Maske H3 HOCOIIOTKH Y JIHE
¢ KIHHHYeCKOH CHMITOMATHKOR pecUpaTopHOro 3afoiesaHns ¢ NOJO3PCHHCM Ha HHpEKLUIO
COVID-19.

S. IIpoTHBONOKAIAHEN:
1. Ucrexmmii Cpok rOGHOCTH TécTa
2. Hapymena ynakoBKa H3ACTHN
. 3. Henaanexampue ycnoBHS XpaHSHHS M TPAHCIIOPTAPOBAHHS,
4. pyrue NpoTHBONOKAZAHNS OTCYTCTBYIOT, 32 HCKIIOUCHHEM CIIy4acB, KOrja 3a00op Marepuana
He MOXeT OHTH OCYMICCTRACH N0 MCAHITHHCKHM MOKA3AHHAM.

6. HoGouunie AcHicTBHA
He npamenumo i aanHoro MH.

7. Iorenumanbabie NOTPeOHTEAN:

Habop npeanasHadeH M HCNONB30OBAHHA INEPCOHANOM  KIMHHKO-AHATHOCTHYCCKHX
naboparopuit He Monoxe 18 ner ¢ BHCHMM H CPeNHAM MEAHUMHCKUM, OUONOrHYECKHM
ofpaszopaHneM, NMPOIISANHEM COOTBETCTBYIOMYIO NPOPECCHOHANBHYIO NOATOTOBKY B 0ONacTH
HCMONB3YCMEIX MCTOACB H MeTOHOB Ge3omacHoli paboTH ¢ MATOrCHHHIMH OHONOTHYSCKHMH
arenTamu I-II rpynn maroreHHOCTH.

. Habop mpeanaszHadeH s OAROPA30BOro HCMOJIB30BAHKA.

8. OyERTHOBANbHOE HASHAMCHHE (HAIPHEMED, CKPHHHAT, MORATOPHET, AHATHOCTHKA
HJIH BCIOMOTATEIBHOE CPEACTBO B AHATHOCTHKE)

Habop HCROAB3yeTcs, KAK BCHIOMOTaTENBHOE CPEACTBO B paHHel AWarHocTake. Pesyaptarsi
TECTHPOBAHHA HA AHTHICH He JO/MKHH HCMONL30BATHCS B KAMECTBE SAMHCTBEHHONO OCHOBAHHA
IS MOATBEPXACHHA MMM HckmoucHuds uAQuumpopanus SARS-CoV-2 mm am

REGOPMHUPOBAHEA O CTATYCC HHpEKIHH.

9. TNpaunun selicrun

Hafop pearcHTOB IS MMMyHOXpoMaTorpadudeckoro peapienus anrarena SARS-CoV-2 B
Maske u3 Hocornotke (GeneFinder COVID-19 Ag Rapid Test) npeanasnaden wis BHIIOTHEHHS
OHCTPOrO M KaYCCTBCHHOIO MMMyHOXpoMarorpadmueckoro aHanmsa. B ocmose aelicrsas
YCTPORCTBA NCKHT NPHHIKI MPHMCHCHHA ABYXIIBSTHOR CHCTEMEL.

OCHOBY TeCT-CHCTEMHB COCTaRASCT MEMOpaHa ¢ NMpCABAPHTCALHO HAHCCCHHLIMH AHTHTCIIAMM,
obnazaonmMy cnenu$UIHOCTHIO B OTHOIMICHHH HYKISOKaNCHAROrO 6eslka kopoHasapyca SARS-
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CoV-2. Ha membpae chopMupoBaHbI ABE NHHHH: MONOCKA TECTHPOBAHHA, MAPKHPOBAHHAN
nurepoii (T), m nonocka KoHrTpons, obosnayennas nurepoit (C). B cipykrypy nonocku
TECTHPOBAHHA BXOJMT MOMIOKKA UIA HaHeceHHS ofpasua OHONOrHYecKoro Marepuaia,
NOANIONKKA C MPEHABAPHTEILHO HAHECCHHBIMH PEarcHTaMM H NMOANOXKKA M PA3BHTHS PCAKLIMH.
[Moanoxxa ¢ peareHTaMH COACPKHT HAHOYACTHIB KOJUIOMAHOIO 30J10T4, XOHBIOTHPOBAHHEIE C
MBIIIHHHIMH MOHOKJIOHANBHLIMH aHTHTeNaMH (1), oGnasaomtuMy BHICOKOH cniendHIHOCTBIO B
OTHOIICHUH HyKncokancuaHoro 6enka kopoHasupyca SARS-CoV-2,
[Moanoxxa g pasBHTHA PEaKIMH COACPNKHUT BTOPHUHBIC aHTHTENA (2) K HYK/ICOKANCHAHOMY
Genky koponasupyca SARS-CoV-2, xoTopbie HCNIONB3YIOTCA B KOHCTPYKUHH TECT-CHCTEMBI /A
BU3YATH3AMH NEPBHYHOrO KoMIveKkca aHTuren-aHtuteno. [locne nepesoca obpasua
OHONOrHYECKOr0 MATEPHANIA B NPEAYCMOTpeHHOE YIriyO/JeHHe Ha MOBEPXHOCTH TECTOBOiH
KacceThl, KOHBIOTHPOBAHAbIC KOMIIEKCH, NMPHCYTCTBYIOIIHE B MOIOXKKE C pearcHTAMH M
P NpeABAPHTEIIBHO OCYLICHHBIE, PACTBOPAIOTCA B nocTynalomiedi xuakodl cpeae H jganee
MHTPHPYIOT (NpocaunBaloTca) No MeMmGpaHe B CHAYy KanWwUBpHOrO 3(@dexra Bmecre ¢
GuonornyecxuM obpasuoM. Kommnekc aocTsraeT TecToBOM NOJNOCKH, FAC 3aXBATHIBACTCA
MBIUIHHNMH MOHOKJIOHANLHEIMM aHTHTENAMM aHTU-SARS-CoV-2. L{pernas TecroBas MHHUR
(IPOABNAETCA H CTAHOBHTCA BUAMMOM HEBOOPYXCHHBIM I71a30M B OKOIUKE JUIfl pe3y/bTaTa, €C/iH B
GnonornyeckoM oSpasie npucyTcTRYIOT aHTHreH SARS-CoV-2. Ecnu anturenn SARSCoV-2
OTCYTCTBYIOT B TeCTHPYeMOM OuonoruueckoM ofpastie, TecToBas MOJOCKA HE MPOABIACTCS.
HeszaBHcHMO OT TOro, fipHCYICTBYET NHM OHOMOrHYeckoM ofpaste KOpOHABHPYC WM HeT,
Matepran o6pasiia NpoAODKAET MUTPHPOBATH 1O MOBEPXHOCTH MeMOPAHEI H Hepes ONpeACNeHHOE
BpeMsi AOCTUTAET 30HHI ¢ HaHeCeHHOH muHnel KOHTpoNs, MapkupoBanro# nurepoli (C). Jlunua
KOHTPOJIR NPEAYCMOTPEHA B TECT-CHCTEME B KaYECTBE CPEACTBA VIS KHTETPHPOBAHHON NpoBepKu
KOPPEKTHOTO BHIMONHCHHA NpoueAypH TecTHpOBaHHA. OxpammnBaHHe nuAnH Koutpons (C) B
KpacHblif LBET AO/DKHO MPOSBAATLCA NPH MOOLIX YCAOBHAX, GE30THOCHTENLHO PE3YNLTATOB
TeCTa, NP NPaBHALHOM BHINONHEHHH HCTILITATENbHON NPoLexypHI.

. 10. KomnaexvaoCTH
H3nenue npeacrapnser cofolt HaGop peareHToB, B COCTaBE KOTOPOrG HaAXOASTCH:
1. TecToBas Kaccera — 25 wir.;
2. IIpoGrpxa ¢ 6ydepoM Ans FKCTParEpoBaHHA GHonoruueckoro obpasua — 25 WT.;
3. Hacanka c kanensauue# — 25 mr;
4, CTepunpHbIN TAMIIOH ANA B3STHA Ma3Ka — 25 wr.;
5. INonoxurenpHkii KOHTpONABHEBIN obpasew — 1 wrT.;
6. OTpHuaTenbHbIl KOHTpOALHLIH obpasen — | mwT.;
7. UncTpyxumsa K MEAHIMHCKOMY H3AEAHIO — | mwT.

(1) Tecmosan Kaccema

KoMnoneHt Cneuudnxamus

Jlunus xourpons (C) k03bH anThTena x IgG Mt (koHuentpauns 0.48+0.096 mxr)
PBS
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JIMHHMR TECTHPOBAHWA | MBIILIMHBIC MOHOKNOHANBHEIE ZHTHTENA K HYKJICOKANICHAHOMY Oenky
m COVID-19 (kounenTpauus 0.48+0.096 mxr)
PBS
Moanoxka ana (1) MBIIIHHBIE MOHOKNOHAJILHBIE AHTHTENA K HYK/ICOKANCHAHOMY
KOHBIOTaTa Genxy COVID-19 - koHBIOTAT € 300TOM {kOHUEHTpauus 0.12 +
0.024 mkr)
(2) 1gG MBiIH — KORBIOraT ¢ 3010TOM (KOHUeHTpauus 0.06 + 0.012
MKT)
(3) Caxaposa, BSA
Peszepprias nognoxka | 4.0x 7.0 MM
AGcopbupyomas 4.0x 18.0 MM
NOANOXKKA
INomnoxka ans obpasua | 4.0x 13.0 MM
OnopHas nowIoxKa 4.0x 60.5 MM

(2) Hpobupxa c Gydpepom Oan Ixkcmpaziuposanun buonozuseckozo obpasua (350 mxa) - -
TpuToH X-100, Hatpus Terpabopar, HaTpua asua, BSA

(3) Ompunamensnsiii Konmpoasnstii 06pasey — CTCpHAbHLI TAMNOH JUIA B3ATHA Ma3Ka

(4) Honowcumensnwii xonmponsumii obpaszey — CTEpHILHBIN TAMINOH VIS B3ATHA MasKa,
KOTOpBIit conepxHT pexoMOHHaHTHBIH Hyxneoxancuannili Oenok SARS-CoV-2, caxaposa,
Tpuron X-100, BSA.

11. MarepraJisl, He BXOARUINE B KOMILTEKT NOCTABKH
- 3amuTHBIC NEPIATKH;
- Taitmep unu ceKyHaOMED;

12. KonTaxT ¢ OPpranniMoM 4e/10BeKa
KpaTtkoBpeMeHHBIH KOHTAKT CO CUM3HCTOM,

13. [Tepevenb MATEPRANOB RRBOTHOIO RJTH JE/I0BEIECKOT0 NPOHCXOXKICHAR
MeaBuHHCKOEe H3ZENHE H3rOTORIIEHO ©€3 HCMONMBL3OBAHMA MATCPHANOB UYCIOBEYECCKOTO
TPOHCXOMACHHA.

14. PyHxnHoHANbHbIE XAPAKTEPHCTHKH

L Yyscmeumensnocms u cneyuduunocms

Tectuposanune ¢ ucnons3osanuem HabGopa pearenToB 113 HMMyHOXpoMatorpaduueckoro
shisBnenns anturena SARS-CoV-2 B maske u3 nocornorku (GeneFinder COVID-19 Ag Rapid
Test) Gb1O BHIMONHEHO B LENAX CPABHCHHA (QYHKIMOHAMBHBIX H SKCIUTYATAMHOHHBIX
nokazareneif. ina ucnbiTanus Gbina Hcnons3osaHa BoIOOpka K3 130 Ma3KOB M3 HOCOIJIOTKH.
OGpasupl GbUIH NONYYEHB! OT MALHEHTOB, KOTOPEIE MPOXOAHINA TECTRPOBAHHE IUIA BHIABICHUA
KOPOHABHPYCa C HCMONL3OBAHHEM METO/I0B MOJIEKY NAPHOH JHATHOCTHKH (TIONMMEpa3Has LienHas
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peakuus ([IL[P) B pexume peanbhHoro spemenn). Tecruposanue BHOOpkH o0paznos Gwino
BHIOJIHEHO B pexXMME 3achelieHus Aanubix. Ha 3akmountensHoM stane GHUIO BHIMOAHEHO

CPaBHCHHE PE3YNBTATOB TECTOB, MOMyueHHuIx nmpH nomomm Habopa mma ITHP u ¢ HaGopa
GeneFinde COVID-19 Ag Rapid Test.

JlaHHEBIC OIEHKH JYBCTBHTENILHOCTH M cnelindHYHOCTH NPESACTARICHH B chaexylomelt Tabnuie.

PesynnTarai ananmsa meTogon P
Buibopxa Guonormueckns obpasuos B PEXNME PEARLEOIO BpeMenn
(ma3xm; n = 130) Ionoxwrencubil | OTpEuareasasit B
Pe3yALTAT _Pe3yALTAT

TonoxaTeabusiit

Habop pPEIYALTAT 29 ! 30

GeneFinder COVID- | Orpunarennuniii 1 99 100
19 Ag Rapid Test PEIYIALTAT

l Beero 30 100 130

[Tokasarens gyBcYBHTENLHOCTH = 96,7 % (29 u3 30) (95 % nosepurensuuil untepran (JIU):
83,3 ~99,4 %)
INokasarens cneunduusocTH = 99,0 % (99 3 100) (95 % AH: 94,6 ~ 99,8 %)

B xone npoBeaeHHA KIMHHKO-AaGopaTopHeX ucnuiTanuli Ha TeppuropEu P Gpun
NOJY4EHBI CACAYIOMHE AUATHOCTHYSCKHE XapaXxTePHCTHKH: AMArHOCTHYECKAA 9YBCTBHTEILHOCTE
96,77 (95% nosepurenvubift nuTepean (JIN) 83,30-99,92%), anarnocraueckas cnenudHIHOCTS
100 % (95% AN 86,28-100%).

2 Hpeden obuapywcenun

B cneayioueit Tabnuiue npeacTapieHsl pe3y/IbTaTH onpeAeneHus npeaena obuapyxensns (LOD)
s HaGopa peareHTOB A% ¥MMYHOXpOMAaTOrpadH4ecKoro BuiABieHHS anTHreHa SARS-CoV-2
¥ B Ma3ke u3 HocornoTku (GeneFinder COVID-19 Ag Rapid Test). s aarHoro ncnumitanus Guin

MCIONB30BaH mMTaMM HOBOTO KopoHaBupyca 2019-nCoV/USA-WA1/2020. ina noarBepKacHus
THTpa BHpyca npumeHsin Meroi INLP B pexume peansuoro BpeMenu. Ilocse mHakTHBAUHM,
BHPYCHBIHf Marepuas nepeHocHIH B OHonormueckuit ofpaszen (Ma30K M3 HOCOTNMOTKH).
Ycranosaennsii LOD = 5,00 x 10? TCIDso/M.

TecTupyemuri mTaMm
pyca SARS-CoV-2 2019-nCoV/USA-WA1/2020
Hexogmuili Tarp Bupyca Tutp 3,16 x 10° TCIDso/mn
Koumentpauns sapyca B | | | |
PAIBeACHNLIX PACTBOPAX Ann  (8,00x10°4,00x10%(2,00x10°|1,00%10%5,00x10%[2,50x 10?|1,25x 102
anaania (TCIDsy/Mn)
YpoBeun oupeneeHns ANS
cepun nosTopHocTeM NpN 100% | 100% | 100% | 100% | 100% [472% | 0%
ROTPANNYHOM THYPe
Hazmensman xonmeaTpanns ¢
oHopoarsiM mabrosom Tutp 5,00 x 10? TCIDso/mn
BONORETEALHOIO ONPeACNeNNS
Mpeaen obuapyxennn (LOD) Tutp 5,00 x 102 TCIDs/Mn
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3. [lepekpecTHas peak TUBHOCTb
[na onpegeneHns noTeHUMana MEPeKPecTHOM peakTMBHOCTM Habopa peareHTOB [4/1s
NMMYHOXpomaTorpaguyeckoro BbisiBneHus aHtureHa SARS-CoV-2 B Ma3ke M3 HOCOI/IOTKU
(GeneFinder COVID-19 Ag Rapid Test) ucnonb3oBann BbIGOPKY 06pasLioB, CoAepXXalimx
natoreHbl (BMpYCbl UM  MWKPOOPraHW3Mbl), BbI3blBAlOLLME CaMble  PACMpPOCTPaHeHHbIe
pecrnupaTopHble  3ab0neBaHWs, W  CMOCOOHble  B3aMMOAENCTBOBaTb C  KOMIMOHEHTaMu
paccmatpmBaemoro Habopa. [Mpouefypy TeCTUPOBaHWA B OTHOLLEHUM KaXkAoro Bupyca W
MUKPOOPraHn3ma, KOTopbIMU Oblin 060ralleHbl 61uonormyeckne obpasubl, BbIMOMHANN B Tpex
NoOBTOPHOCTSX. B cnepytoweit Tabnmue npefcTas/ieHbl AaHHble MO0 KOHEYHOW KOHUEeHTpauuu B
06pasLe Kaxaoro natoreHa.

[NaToreH ¢ noTeHUW&/IOM

KoHuUeHTpauus B Hannuve nepekpecTHOi

MepPEKPECTHOM PeaKTUBHOCTU

TecTVpyeMoM 06pasLe

peakTBHOCTY (ga/ HeT)

KopoHaBupyc Yenoseka 229E 1,00 X 10" TCLLBo/Mn OTCYTCTBYET
KopoHasupyc yenosexka OCA3 1,26 X 10" TCr'Gso/mn OTCYTCTBYET
KopoHasupyc yenoseka NL63 1,00 X 10" TCIGso/mn OTCYTCTBYET
ApneHosumpyc, Tmn 1 2,57 X1(p TCrCso/mn OTCYTeTBYeT
AzeHoBMpyc, TMn 2 1,15 X KO*TCHOzo/mn OTCYyTeTBYeT
ApneHosupyc, T1n 3 3,80 X 10" TCLLo/mn OTCYTCTBYET
AZeHOBUpYC, TUMN 5 3,39 X 10" TCIr Cso/mn OTCYTCTBYET
AneHosupyc, Tmn 7A 1,00 X 10" TCr'Gso/vin OTCYTCTBYET
AneHosumpyc, Tvn 21 1,70 X 106 1clOso/mn OTCYTCTBYET
AneHosupyc, Tvn 1 2,57 X106 TckO30/Mn OTCYTCTBYET
AJieHoBMpYyC, TVN 2 1,15 X KBTCIO5dmn OTCyTCTBYET
MertanHesmoBupyc Yenoseka (hMPV),

™n 27, no ATMH% (hMPV) 3,80 X 106 TCHOs0/Mn OTCYTCTBYET
Buvipyc naparpvnna, Tvn 1 9,12 X 105TCHO5dmn OTCYTCTBYET
Bupyc naparpvnna, Tvn 2 1,00 X 106 tcLLizo/mn OTCYTETBYET
Bvipyc naparpunna, Tmn 3 2,57 X 106 TcKO30/Mn1 OTCYTCTBYET
Bvipyc naparpvnna, Tin 4A 3,80 X106 TCHOs0/Mn OTCYTCTBYET
Bvipyc naparpvnna, tTvn 4B 1,00 X 106 TCHOso/Mn1 OTCYTCTBYET
Bvpyc rpynna, Tvn A 4.800 HrTHA/MN OTCYTCTBYET
Bupyc rpunna, Tun B 4.096 HA-eavHULY/ M OTCYTCTBYET
SHTEpoBYpYC, TUN 68 3,80 X 106 TCI Ozo/mn OTCYTCTBYET
SHTepoBUpyc, TVN 71 1,00 X 106 TCI'Cso/win OTCYTCTBYET
PecnmpaTtopHO-CUHUMTMaTbHBIA BUPYC, TN A 1,00 X106 TCI'Csa/mn OTCYTCTBYET
PecnmpaTopHO-CUHLMTUaAbHBIA BUPYC, TN B 1,00 X106 TCI'Cso/mn OTCYTCTBYET
PyHoBupyc 1,00 X106 TCI'Cso/mn OTCYTCTBYET
KopoHasvpyc MERS 1,00 X 106 TCIr'Oso/vin OTCYTCTBYET
Streptococcus pneumoniae 5,0 X KO KneTok/Mn OTCYTCTBYET
Streptococcus pyogenes 5,0 X 10* kneTok/Mn OTEYTETBYET
Mycoplasma pneumoniae 5,0 X KO*KneTok/mn OTCYTCTBYET
Legionella pneumophila 5,0 X 10" kneTok/mn OTCYTCTBYET

MprmvevaHve:
MERS = BAvKHeBOCTOYHbIM PECTIMPATOPHBIA CUHLPOM
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4. WHTepepeHLMA

[na HacTosAWwero uMcnbiTaHUs 6blM NPUIroTOBMEHbl 06pa3ubl C eoAepXXaHMeM PasIUyHbIX
cybeTaHUMIn 3HAOTEHHOW M 3K30MeHHOW NMPUPOAbI, MPUCYTCTBME KOTOPbIX MOXET 060CHOBaHHO
MPOrHO3MPOBAaTLCA B OTAENaX BEPXHUX AbIXATe/bHbIX MyTeW, N KOTOPblE MOTEHLUMAbHO MOryT
nHTepdeprpoBatb € HabopoM peareHToB [A/11 MMMYHOXPOMAaTOrpafuyeckoro BbISB/IEHNS
aHTureHa SARS-CoV-2 B Maske n3 Hocornotkn (GeneFinder COVID-19 Ag Rapid Test) npu
BbISIB/IEHUN  CMeUn(MYeeKoro  aHtureHa. [pyv BbINOSHEHUM  UCMbITAHWUIA,  peakuuu
NHTepgepeHLMn He 6bl 06HaPYXXeHbI. TeM He MeHee, Hasimume NepeyncieHHbIX CybcTaHUmMin B
aHOM&/IbHO BbICOKMX KOHLIEHTPALMAX MOXET MPUBEETU K MONYUYEHNIO UCKAKEHHbBIX Pe3y/ibTaToB
TeCTUPOBaHMs.

PesynbTar
Kareropusi cybcTaHuum Cy6CTa:$g|ﬂ£eng;e|;|Lvl,lmanom KO:%%Hgga'é"m onpeseneHus
PAEPEHL pasty NHTEpPdepeHLIMN
MyuUpH 1mr/mn OTCYTCTBYET
SHAOreHHble CyoCTaHLMM LielbHast KpOBb 504 OTCYTCTBYET
PeHnnapuH 1 mr/mn OTCYTCTBYeT
Crpeu Hasa/lbHbie Hatpua xnopuga 5% OTCYTCTBYET
WM Karyin HasaslbHble
OKcumeTasonmH 10 pr/mn OTCYTCTBYET
["omeonaTnyeckue cpeactea  byaecoHus, 0,63 r/on OTCYTCTBYET
(cnpew HasasbHbIE) [JekcameTasoH 5 mr/mn OTCYTCTBYET
AHTNONOTUKN

(KDEM HazabHbI) MynmpouyH 5 mr/mn OTCYTCTBYET
AHTNOMOTUKN CUCTEMHbIE  ToGpaMuLMH 1mr/mn OTCYTCTBYET

[poTrBOBOCTAIUTE/bHbIE
NeKAPCTBEHHbIE CPECTEA Kucnora auetuncaniumiosas 0,5 mr/mn OTCyTCTBYET
3aHamvBMp 5 mr/mn OTCYTCTBYET

[pOTMBOBUPYCHBI TB
POTMBOBVPYCHbIE Cpe/ACTEa OcenbTamvBrpa hocdar 5 Mr/mn OTCYTCTBYET

15.  Hdopmaums o cofiep>xaHnn NeKapCTBEHHbIX CPeACTB
MeanumHCKoe n3fenne He eofiePXKUT B CBOEM COCTaBe /IeKapPCTBEHHbIX CPEACTB.

16. VHhopmaums o cTepuamsaLnm MeauLnHCKOro U3aenns
MeauUMHCKoe U3aenue SBNSeTcs CTepunbHbIM. By eTepunmsaumumn paanaLmyoHHbIid.

17. NHopmaLmsl 0 PEMOHTE U 06CTY>XXMBAHUN MEAULIMHCKOTO U3aeNus
MeanLMHCKOE U3ENNE He NOANEXUT PEMOHTY U 06CTYXKUBAHMIO.

18. Mepbl NpefoCTOPOXKHOCTU

1. Habop npegHasHayeH TOMbKO A/15 NPOJEeCCUOHIBHOTO NPUMEHEHNS;

2. Tlpu npoBeaeHUN TECTUPOBaHMSA, BCe NPOLLeAYPb! Y MaHUNYNAUMMN LO/MKHbI BbINOMHATLCA
CTPOIO B ycnoBusix, 0becneuvBalOlMX Hadnexawmnini  ypoBeHb 6KONOrMYECKON
6e3onacHocTu;

3. TMpouenypy TeCTUPOBaHWSA CeAyeT BbIMOHATL B YC/0BUAX KOMHATHOM TemnepaTypbl (18
- 30 °C). MNpun xpaHeHUN KOMNOHEHTOB Habopa B X0NnoanibHMKe Npu Temneparype 2 -8
°C, nepef BbIMNO/IHEHWEM  TECTUPOBaHWS  BCe  KOMMOHEHTbl  [JO/DKHbl  ObITb
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CTabunM3nMpoBaHbl Ha YpPOBHE KOMHATHOM Temnepatypbl (B Anana3oHe 18-30 °C) B
TedeHne 30 MUHYT [0 BCKPbITWS COOTBETCTBYIOLLEN MHAMBUAYAIbHON YNAaKOBKM,;

4. CTporo cnepyinte ykasaHusiM HacCTOAWENW WHCTPYKUMW MPU BbIMOIHEHUW MNpPOLEeAypbl
TecTUpoBaHWs. HapyLueHne yCTaHOB/IEHHbIX TPeO0BaHUIA UM HEBLINOTHEHME KaKUX-NTN60
MONIOXKEHUA WHCTPYKUMM MOXET MPUBECTM K MOYYEHUIO OLUMOOYHBIX pPe3ynbTaToB
TeCTUPOBaHWS;

5. TMpwn obpaLyeHmn ¢ NobbIMU BUONOTMYECKUMI MaTepuanammn 1 KOMMoHeHTamy Habopa
Heo6X0AMMO OTHOCUTLCA K HUM, KakK NOTeHUWaIbHO UHDUULMpYOWUM. Mpy yTruamnsaumm
[O/MKHbI COBM0AATLCA BCe YCTAHOB/IEHHbIE TPeO0BaHMS MECTHOIO 3aKOHOAATE/bCTBA;
Bce o06pasuybl, Nony4veHHble A0 1abopaToOpHOro UCCNeAoBaHUs, CneayeT cuuTarb
NOTEHUMAIbHO WH(UUUPOBAHHLIMK, W MNpyY paboTe C HUMWU [O/DKHbI YUYUTLIBATLCA
Tpe6oBaHua CIM 1.3.3118-13 «be3onacHocTb paboTbl ¢ MUKpoopraHusmamu I-11 rpynn
MaToreHHocTn (onacHocTu)». MeauumHCcKne paboTHUKK, KOTOpble COOMparoT  Wm
TPaHCMOPTMPYIOT K/INHMYECKUe 06pasubl B 1a60paTopuio, [LO/MKHbI ObiTb 06Y4YeHbI
npakTukKe 6e30MacHOro obpalleHns ¢ 6uomatepuanom, CTPOro cob6naaaTb  Mepbl
NpPesoCcTOPOXHOCTU 1 UCMO/b30BATb CPEeACTBA UHAMBUAYAbHOW 3aLLUTbI».

6. B 30He BbINOMHEHWSA NOOLIX NPOLELYP U MaHUNYIAUMIA C NpUMeHeHeM Habopa Hesb3s
NPUHUMATb MULLY, YNOTPEeONATb HANMUTKK, KYPUTb UK UCMOMb30BaTh KOCMETUKY;

7. Ona npefynpeXxaeHus KOHTaMMHAUMW M UCKMOYEHUS pUCKa WMHQUUMPOBAHMS, Mpu
BbINOTHEHMN /THOObLIX MPOLEAYP C UCMONb30BaHEM KOMMOHeHTOB Habopa, a Takxxe B Xofe
NOObIX MaHUMYNALMIA, CBA3AHHBIX C B3ATMEM WM 06pabOTKON 61OMOrMYecKUX 00pasLoB,
NpPogecCUOHaIbHbIe  COTPYAHUKN 1a60paToOpuin  [O/MKHbI  UCMO/b30BaTh  NPUTOAHbIE
cpefcTBa MHAMBMAYaNbHOW 3almTbl, B TOM 4ucne, nabopaTopHble XanaTbl, CpeAcTBa
3alMTbl NLA W TNa3, a TakKe OAHOPa30Bble NepyaTku;

8. B cnyyae HenpefHaMepeHHOro BbICBOOOXAEHMS 13 eMKOCTU BMOMOrM4eckoro obpasya,
HeobX0AMMO WMCMONb30BaTh MPUIOAHBIA  afcopoumpyroWmMin - MaTepran ana coéopa K
yfaneHus. Iocne atoro cnegyet TwaresibHO NPOMbITb MECTO PO3/IMBa C UCMO/b30BaHVEM
BbICOKO3((EKTUBHOIO Ae3NHPULMPYHOLLErO cpeacTBa. Mpu BbIMNOHEHMMN NHOOLIX PaboT
Heo6X0AMMO MPOABNATL OCTOPOXHOCTb C TEM, YTOBbI UCKNKOUUTL (HOPMMPOBAHNE /THOOBLIX
a3p030/1bHbIX YacTuL;

9. TecToBble KacceTbl BOCMPUMMYMBLI K BO3JENCTBUIO BbICOKON TeMMepaTypbl U BbICOKOA
BNaHOCTU. C y4yeTOM [JaHHOro O6CTOATENbCTBA, TECTOBYHD —KacceTy criefyeT
1CNOMb30BaTb He MOo3fHee, Yem Yepe3 15 MWHYT MOC/e BCKPbITUS WHAVBUAYAbHON
YyNakoBKW, A1 NpefoTBpalleHns aacopbumm Bnarm u3  aTMOC(epHOro BO3fyxa
anemMeHTaMn MemopaH 1 NOAJIOXKEK,;

10. Mepen wcnonb3oBaHMeM Habopa Heo6XOAMMO MPOBEPUTL CPOK TOAHOCTW, a Takxke
NpoBepUTL LIENIOCTHOCTb YNakoBKW. He cnepyeT wmcnonb3oBatb Habop ¢ umcTeKwym
CPOKOM TOAHOCTW, WM MNP Ha/MYMN NHOObIX MOBPEXAEHWUIA 3M1EMEHTOB YMaKOBKM
(KoHBepTa /19 yNaKoBbIBaHWNA MHAMBUAYa/IbHOM TECTOBOM KacCeTbl UM MeMOpaHbI);

11. Habop n BCe ero KOMMOHEHTbl SBNAKOTCA OAHOPA30BbIMW, W He MnpefycMaTpuBatoT
BO3MOXHOCTW MOBTOPHOIO MPUMEHEHNS;

12. Mpwn BbINOMHEHUM NtOBLIX PaboT cneayeT NPOSABAATbL OCTOPOXXHOCTb C TeM, YTOObl He
[ONYCTUTb KOHTaMWHaUMK yrinybneHus 4ns nepeHoca 6MOIOrMYeckoro obpasua wim
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OKOWKa [N CUYATbIBAHWSA pe3ynbTata TeCTUPOBaHWUSA  /IOObIMA  MOCTOPOHHUMU
cy6CcTaHUmsaMN;

13. Mpwn 06Hapy>XeHUN NPU3HAKOB MUKPOOMONOrMYECKOW KOHTaMUHALMW UK MPU pasBUTUN
3aMyTHeHWA B 6ydepHOM pacTBope B MPOOMPKe ANS 3KCTparnpoBaHUs 06pasLoB, Takas
NpobupKa NOANIEXMUT YTUNN3aLNN;

14. Henb3st mMcnonb3oBaTb 418 NpoLeaypbl TECTUPOBAHWA KOMMOHEHTbI PasHbIX MapTuil
Habopa, BK/tO4asi TECTOBble KacCeTbl;

15. B KOHCTpyKumio Habopa Henb3si BHOCUTb Kakue-iMb0 W3MEHEHWs; 3anpeLleHo Takxke
CaMOBO/1bHO BbIMO/HATL Pa3bopKy Kopriyca TeCTOBOW KacCCeTbl.

19. B3aTre 1 noarotoBka 6MonornvecKkmnx o6pasLos

» Habop peareHTOB A1 MMMYHOXPOMAaTOrpaMyeckoro BbisBneHUA aHTUreHa SARS-CoV-2 B

maske 13 HocornioTkn (GeneFinder COVID-19 Ag Rapid Test) paccuntaH Ha MCNOMNb30BaHWE C

6ronormnyecknuMmn obpasuamu (Maskamu), B3TbIMK M3 06/1aCTU HOCOTNOTKM;

o CnegyeT yumTblBaTh, UYTO MakCUMasibHas KOHLUEeHTpauma (TUTP) Bupyca MNpUCYTCTBYET B

o6pasuax, B3ATbIX B paHHeW (aze MHPEKLMM, KOraa NPOUCXOANT NPOSIB/IEHME CUMNTOMOB;

* [poueaypy TeCTUPOBaHUS GMONOTMYECKOro 0bpasua criefyeT BbIMO/HATb KaK MOXXHO ObICTpee

nocne B3ATUA Ma3ka U3 06/1aCTV HOCOITIOTKU;

* JloXKHOOTpULATENbHBIN pe3ynbTaT TECTUPOBAHNUA MOXET ObITb MOJYYEH B C/lyYae HapyLUeHWs

npoueaypbl B3ATUA 61MONOrMyeckoro obpasua, npoueaypbl nocneayroLlein 06paboTkmn o6pasLa,

W NpY HeCOONeHNI BCex TpeboBaHNIA, NMpeabsBseMblX K TpaHCNopTUPOoBKe 0bpasuia. Kpome

TOro, IOXKHOOTPULLATENbHbIN pe3ybTaT TECTUPOBAHNA MOXET ObITb NMOJYYEH NPY UCMOJIb30BAHNN

ONA  aHaM3a obpasua HWM3KOr0 KauyecTBa. YUWUTbiBas BAXXHOCTb Ha/1eXallero KayecTsa

ouonornyeckoro obpasya 419 NoSyyvYeHUs  [AOCTOBEPHbIX Pe3ynbTaToB  TeCTUPOBaHUS,

PEKOMEHAYETCS  BbINOSIHEHME MPOrpaMM COOTBETCTBYHOLLEro 00yyeHus, wam  paspaboTka

HEe0O6XOANMbIX MHCTPYKLMIA M PYKOBOACTB AN15 NepCcoHana, NPMBIEKaEMOro K npoLesypam B3sTus
» 1 nocnefytollert 06paboTkn 06pasLIoB.

[ns 3abopa Maska U3 HOCOrNI0TKW, BBEAMTE CTEPW/IbHbIA TaMMOH (BXOAUT B KOMI/IEKT MOCTaBKM)

B HO3/PHO NaumeHTa, JOCTUras 3afHein NoBepxXHOCTM HOCOTIOTKM.

20. lNopAfoK BbINONIHEHNA TECTUPOBAHNA
1 BcTaBbTe A0 yrnopa KOHYMK TaMMoHa ¢ 06pasuoM 6MoNornyeckoro marepuana B npobupky,
B KOTOPOW COAepPXXMUTCA ByhepHbIi pacTBOP A1 3KCTparMpoBaHms.
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2. BbinonHaiiTe BpawjatenbHble ABWKEHMSt TaMnoHOM (He meHee 10 pa3) ans obecrieveHus
afleKBaTHOro aKcTparnpoBaHust obpasua. Bo BpeMs MaHMMNYNAUMIA, NPUKUMaATE KOHUMK
TamMrnoHa K CTEHKe U K AHY MpOoOVPKM ANS MakCUMasibHOro BbICBOOOX/AEHWS obpasua u3
TamnoHa B cpefly 6yhepHOro pacteopa A/ist 3KCTparupoBaHus. Ilocne 3Toro COXMUTE CTEHKM
NPOGMPKM AN MaKCUMaNbHOTO YAaNneHns XMUAKOCTU (3KCTparnpoBaHHbIn 06pasel, B cpeae
OydepHOro pacTeopa) 13 TamroHa.

C OCTOPOXHOCTbIO, W3BNEKWUTE TaMMOH W3 MPOGUPKW. YTUNU3NPYITE WCMO/Mb30BaHHbI/
TamroH B CTPOFOM COOTBETCTBUM C TPe60BaHUSMM [eCTBYIOLMX CTaHAApPTOB 1 Mpoueayp
Mo o6ecrieyeHno 6e3onacHOCTM Npu paboTe C OMacHbLIMM GUOMOrMYECKUMI 0TX0daMU (C
1CMO/b30BaHNEM KOHTelHepa /151 OnacHbIX 610MI0rMYeCKNX OTXO0B).

4. TINOTHO 3aKpoKTe NPOBMPKY KPbILLKOI C KanenbHbIM YCTPONCTBOM.

n
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5. MepeBepHnTe NPOGUPKY TaK, YTOObI KanefbHOE YCTPOMCTBO OblI0 HamnpaBfieHO BHU3, ©
nepeHecute 4 kannm (npumepHo 100 MKM) 3KCTparMpoBaHHOro 6GMONOrMYeckoro obpasua B
cneyuanbHoe yrnybneHne Ha MOBEPXHOCTM TECTOBOW KAacCeTbl M HEMEASIEHHO aKTMBUPYIATE

TaliMep UK CeKyHOoMep.

6. CuwuTaiiTe pe3ynbTaT TECTUPOBAHUS B NPEAYCMOTPEHHOM /1151 STOT0 OKOLLIKE Ha NMOBEPXHOCTU
TECTOBOW KacceTbl uepes 5-15 MUHYT Moc/e NepeHoca IKCTparvpoBaHHOro o6pasLia.

21. MHTepnpeTaunsa pesynbLTaToB

OTpuLaTeNbHbI pe3ybTaT TECTUPOBaHMS

MMoNoXnTENbHBIN pe3ynbTaTt TECTUPOBaHUA
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HepnelicTBUTENbHBIN pe3y/bTaT TeCTUPOoBaHUs / TpebyeTcs MOBTOPHbIN TeCT

» OKpawvBaHue MHUM KOHTpons (C) B BEPXHEN YaCTW TeCTOBOM KacCeTbl AO/MKHO NPOABNATHCA
B /IIOObIX 06CTOATENIbCTBAX, 6€30THOCUTENIbHO Pe3y ibTaToB TeCTa, MPW NPaBW/IbHOM BbINOTHEHU
ncnblTaTeNbHOM NPoLeAypbl U NpK NepeHoce B Yry6/eHne Ha NMOBEPXHOCTM TECTOBOM KacCeTbl
[l0OCTaTOYHOro o6bema obpasua;

 OKpaluvBaHue nonocky TectmpoBaHms (T) B HVKHEA YaCTU TeCTOBOM KacCeTbl MPOsB/ISETCS
npy HaumMm B Bruonornyeckom obpasue aHtureHa K SARS-CoV-2;

* Oaxke ecnv nnHUA KOHTPoss (C) 4eMOHCTPUPYET ¢nabo BbipadkeHHOe (6/1e4HOe) OKpaLLMBaHue,
WM ecn WabnoH OKpaluMBaHWUs MNOMOCKM TecTupoBaHusA (T) ABNSETCA HEOLHOPOAHbIM,
BbINOJIHEHME nNpoLedypbl TECTMPOBaHUA CreayeT CuMTaTb MpaBWIbHBIM, W MOJTYUYEHHbIA
pesynbTaT TecTa A0/HKeH ObITb MHTEPNPETUPOBaH KaK MOSIOXUTE/bHBbIN;

* [MonyyeHHbI pe3ynbTaT TecTa A0/HKEH OblTb WMHTEPMNPETMPOBaH KakK MOMOXKUTENbHBIA Npu
Ha/IMuMKn OKpaLLMBaHWS NOMOCKK TecTupoBaHus (T), HE3aBMCUMO OT ero BbIP&XKEHHOCTY;

* MonoxuTenbHbI pesynbTaT onpeeNieHNs yKasbliBaeT Ha HaMuve B Npobe aHTUreHOB K BUPYCY.
OfHako, [Ana onpegeneHns MHGEKUMOHHOro cTatyca naupeHTa TpebyeTcs BbINOHEHME
KOppenaummn noslyveHHbIX pesynbTaToB C APYrMU CYLLECTBYHOWMMU KIMHUYECKUMUN [aHHBIMU,
BK/IHOYas MEAULMHCKMIN aHaMHE3 MauyeHTa 1 pesybTaThbl ApYrnx nabopaTopHbIX UCCefoBaHN
1 aHa/n30B.

22. KoHTponb KayectBa

BHyTpeHHWUI

Habop vMeeT BCTPOEHHbIN MeXaHU3M KOHTPONA KadecTBa. JInHnsa koHTpons (C) npegycMoTpeHa
B KayecTBe CpefcTBa A4/ MHTErPUPOBAHHOW MPOBEPKN KOPPEKTHOMO BbIMOIHEHMA MPOLEAYpPbI
TecTUpoBaHus. OKpalyyBaHWe SIMHUWM KOHTPONA A0/HKHO MPOSBASTLCA MPU IOObIX YCNOBUSX,
6e30THOCUTENIbHO Pe3y/ibTaToB TECTMPOBaHMWS, NP NPaBUIbHOM BbIMOSHEHWN WUCTbITATENIbHOM
npoLeayps!.

BHeLLHWiA

KOHTpoNbHble  06pasupbl  (MOMOXUTENbHLIA  KOHTPO/bHBLIA — 06pasel, W OTpuUaTe/lbHbIN
KOHTPO/bHLIA 06pasel) creynanbHO paspaboTaHbl U U3rOTOBMEHbI A1 06ecrneveHns pPaboTbl
Habopa. BHeluHVe cpeacTBa KOHTPOA UCMOMb3YHOTCA A/1 MPOBEPKN CNOCOGHOCTYM M0/b30BaTE/S
NpaBW/IbHO MPOBOAWTL MNPOLEAYPY aHasm3a W KOPPEKTHO WHTEPMpPEeTMpOBaTh pPe3y/bTaThbl.
MMONOXMTENbHBIA  KOHTPO/b  AiaeT MONOXMTE/bHLIN  pe3ynbTaT TecTa, MPOSBNSANOLWMIACA B
OKpaluvMBaHuM Nosiockn TectuposaHua (T). OTpuuateNibHbIA KOHTPO/b AaeT OTPUUATE/bHbIN
pe3ynibTaT TECTUPOBaHUS.

Cuctema BHELLHEro KOHTPO/IS MOXET MCMO/b30BaThCA B CEAYHOLLMX 0OCTOATE/IbCTBAX:

. npvB/eYeHie HOBOIO orepaTopa, Nnepes BbIMOIHEHEM aHa/IM3a 06Pa3L0B NaLVEeHTOB;
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. nosxydgenue HoBoH NapTHH MEAHIIHHCKONO H3CNHA;
. N0 BpeMEHH, B COOTBETCTBHK C MEPHOAMMHOCTBIO, YCTAHOBNCHHOH MECTHEIMH

TpeCOBAHHAMK WHNK NPOLCKYPAMH KOHTPO/SA Ka4eCTea, NPUMEHACMEIMH NOJL30BATENEM

23. OrpaHu4CHNSA NPH HCNONL3OBAHNEA
1. HaGop npeaHasHaueH TOABKO ANA NpUMEHEHHA B  1aOOPAaTOPHBIX  YCJIOBHAX
npodecCHOHANBHO MOATOTOBNEHHIM, ONILITHHIM H 00Y4EHHBIM NEPCOHAIOM H HE NpeaHa3HaYCHa
JUISL HCTIONIB30BAHKSA NALNEHTaMK CAMOCTOATENBHO Ha IOMY;
2. Habop paccunTaH Ha HCNOJNb30BAHHE C Ma3KaMH H3 HOCOTJIOTKH. OueHka NPHMEHHMOCTH
Hpyrux THNOB GHoorHYeckHX o0pa3noB HE BLIMOAHANACH, H Takue obpasnnl He ACKHBE
HCTIONB30BATHCA ¢ paccMaTpuBaemMoM Habope;

3. Ouenka noxazareneli KIHHHYeCKOH >(PPeKTHBHOCTH Obina BHIMONHEHa B OTHOILCHHM
# obpasuos nocne pasMopaxuBaHHA. [IpH HCHONB3OBAHMM CBEXHX OHONOrHUECKHX 0fpasioB

NOAYHCHHbBIE PE3YILTATEI MOTYT OTAHYATHCA;
4. [lpu cUMTHBAHHM PE3YNbTaTa TECTHPOBAHHA HEOOXOAMMO CTPOrO CHCHOBATH YKA3AHHIM
HacTosleH HHCTPYKIHM: PE3yNbTaT TeCTHPOBAHHA MOXKET OHITh OMHGOIHEIM NIPH CIUTHIBAHHH
MeHee ueM uepe3 5 MHHYT, H Oonee uyem 4depes 20 MHHYT mocae nepeHoca GHONOrHIECKOro
obpasua B yriyGNneHHE HA MOBEPXHOCTH TECTOBOH KacCeTH;
5. KoneunsiM mnonp3oBarensM 3toro HalGopa pekoMenayercs BHMONHATL NPOLEAYPY
TECTHPOBAHHA GHONOTHYECKHX 00pa3ioB Kax MOKHO OBICTpee nocne BIATHS;
6. TNomoxwurensHbilf pe3yabTar TECTHPOBAHES Ha HANHYHE AHTUICHA K KOPOHABHPYCY caM o
cefe He HCKMOoYaeT BO3MOXKHOCTH NPHCYTCTBHA B GHONOrHYecKoM o00pastie ApyruX NaToreHos H
HANHYHA Y NAlNeHTa COMyTCTBYIomeH nudexunn;
7. PesynbTaThi, MONyYeHHBIE [PH TECTHPOBaHHMH ¢ Hcnonab3osanueMm Habopa, cnemyer
KOppE/IMpOBaTh C JAPYFHMH KIMHWYECKMMH JAaHHBIMHM, BKMIOYas MEIHUMHCKHE aHaMHe3
NALKCHTa, JAHHBIC SNHACMHONONHYECKHX HCCheAOBaHHM, MaHHHE M pesynbTarsl APYTHX
n20opaTOPHEIX HCCICAOBAHHH U aKATH30B, NONYHEHHLIX AN NALUHEHTA;

8. JIOXHOOTPHUATEAbLHSIN pe3yNbTaT TECTHPOBAHHA MOXET OBITH MOJNY9eH H3-32 HW3KOH
KOHUEHTPAUHW aHTHI¢Ha B Matepuane Guosorsueckoro obpasua (HIKe YCTAHOBICHHOTO IS
HaGopa npegsena of0HapyXeHHs), NpH HapyIICHHH NPOUEAYPH B3ATHA ofpasua, WM NpH
HecoOmoaeHUH Bcex TpeGoBaHui, NPeabABIAEMBEX K TpaHCnopTHpoBke obpasuos. C yyetoMm
Takux OGCTOATENLCTB, MONYYCHHE OTPHUATENLHOTO PE3YNIbTATA TECTHPOBAHHS HE HCKMOYACT
BEPOATHOCTH HANMMYKA Y MALUEHTa KOpoHaBUpycHolt undekunu SARS-CoV-2;

9. Hecobmonenue TpeGoBaHHi H ykasaHMH HaCTOAICH HHCTPYKIHM MOXKET NpPHBECTH K
CRIKCHMIO GYHKUMORANbHBIX M 3KCIUTyaTaHOHHBIX nokazarenedt HaGopa, w/nnu moxer crars
APHYHHKOH NMONyYeHHUA HEAOCTOBEPHBIX Pe3yNbTaTOB TCCTHPOBAHMS,

10. HaGop cnocofeH BHIABNATL KAK XH3HECNOCOOHMHIE, TaK H HE KU3HCCNOCOGHBIE aHTHIEHb X
HOBOMY KopoHasHpycy SARS-CoV-2. ®yHKUHOHANbHEIE IOKA3ATENH NPOUEAYPH TECTHPOBAHUA
3aBHCAT OT KOHUCHTPALMH aHTUIeHa B OHonorndeckoM obpaslie, U MOryT HE IEMOHCTPHPOBATH
KOPPEJUILMH ¢ Pe3ybTaTaMH MCILITAHH N0 ONPEACNEHHIO KICTOYHBIX KYIbTYP, BHIIOIHEHHEX
B OTHOLIEHHH TOTO e camoro obpasua;
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11. MonyyeHne OTpULATENILHOIO pe3y/ibTaTta TECTUPOBAHWS He UCKKOYAET Ha/lnume y naumeHTa
[PYroin KOpOHaBMPYCHOW MH(EKLMM, BbI3BAHHON KOPOHAaBUpycaMu, OTINYHbIMU OT SARS-CoV-
2, Y He UCK/TIOYaeT Hanmume Apyrux HMeKUMIA 6akTeprasibHON NpUpoabl;

12. TporHocTMYecKMe MOKasaTe/iM  MOMOXKMUTE/IbHLIX W OTPULATE/NbHLIX  Pe3y/bTaToB
TeCTMPOBaHNA BO MHOIMOM 3aBMCAT OT pacrpocTpaHeHHOCTW 3aboneBaHus. [MONOXUTENbHbIE
pesynbTaTbl OnpeaeneHns ¢  BONbLUE  BEPOATHOCTbIO  ByayT nNpeacTaBnsTb  CO6GOW
NOXHOMONOXMWTENbHbIE pe3y/bTaTbl MPY  BbINOSHEHUX TECTUPOBaHWS B Mepuoapl, Korga
aKTVBHOCTb HOBOIO KOPOHaBMpyca MWHMMaJlbHa WM MOMHOCTbIO OTCYTCTBYET, M Korja
pacrnpocTpaHeHHOCTb 60/1e3HN HAXO4MTCS Ha HU3KOM YPOBHE. B CBOKO o4epesb, OTpULaTe/bHbIe
pesynbTaTbl OnpeaeneHns C  OOnblUeil  BEPOATHOCTbIO  ByayT MNpeAcTaBnsitb  COOOWM
NOXHOOTpULATENbHbIE pe3ynbTaTbl MPWY  BbIMNO/HEHUWM TECTUPOBaHWS B MNepUOAbl, Korpa
aKTMBHOCTb KopoHasupyca SARS-CoV-2 ABNSeTCS BbICOKON;

13. PaccmatpuBaemblii Habop npoxogun npoueaypbl TeCTUPOBaHMA U OLUEHKM TOMbKO Mpu
1CNo/b30BaHUM 06pa3L,oB GMONOrMYECKOro MaTeprasa YenoBekKa;

14. MOHOK/OHa/NbHbIe aHTUTeNa MOTYT He BbISBAATL WN MOTYT BbISIB/ISATb C HU3KNM YPOBHEM
YyBCTBUTENIbHOCTU aHTUMEHbI LUTAMMOB KOpoHaBupyca SARS-CoV-2, KoTopble NpoLn yepes
MPOLIECC He3HauMTeNbHbIX MyTauuii (M3MEHEHU A aMUHOKWCIOT), 3aTparvBarolmx 061acTb
anuTona MULLEHW;

15. PyHKUMOHa/IbHbIE MOKas3aTenn faHHoro Habopa He OueHMBaIUCL B OTHOLLEHWN MauMeHTOoB
6e3 Mpu3HaKoB M CUMMTOMOB PecnupaTopHbIX WHMEKUMOHHbLIX 3a60neBaHUA. C 3TOW TOUKM
3peHuns, PYHKUMOHa/IbHbIE NMOKasaTen MOryT OT/IMYaTbCA NP UCMOb30BaHUM ANS Npouesyp
TecTMpoBaHNsA 06pasLoB, B3ATbIX Y 6ECCUMNTOMHbIX MaLMeHTOB;

16. OTpuuaTensHbIN pesynbTaT  TecTMpOBaHMS  [O/DKEH  pacCMaTpuBaTthbCs Kak
NPeANoNIOXNUTENbHbINA.

24. NHhopmaums 06 yTunmsaunum MeguumMHCKOro u3genmns

4 YTuamsaums  MegUUMHCKOrO  M3Aenns  [O/HKHa  MPOBOAMTLCA  COMMacHO  AelCTBYIOLLEMY
3aKoHofaTeNbCTByY. Mpy NCMONb30BaHUM MEAULMHCKOIO U3AeNns 06pasyroTca OTXOAbI, KOTOpble
KNacCUUUMPYIOTCA N YHUUTOXAKOTCA (YTUIU3UPYIOTCA) Kak: 3MUAEMUONIOTMYeCKM OnacHble
otxogpl (CaHlNuH 2.1.7.2790-10: knacc b).
Cepun TecToB, NpuULLeALINE B HErofHOCTb, CEPUM C UCTEKLUMM CPOKOM FOAHOCTW, MOAJSIexar
YHUUTOXeHWUIo B cooTBeTCTBMM € CaHlnH 2.1.7.2790-10 Kak 0TX0/4pl, NpUHagnexatime K Knaccy
«A» - (3NMaemMmnonornyeckn 6esonacHble OTXOAbl, MPUOIVKEHHbIE MO COCTaBy K TBEPAbIM
ObITOBbIM 0TX04aM), /06bIM COCO60M, NPeLOTBPALLAOLLIMM MOBTOPHOE UCMO/b30BaHME.
YnakoBka Mocne MOJSIHOMO M3PacxXOf0BaHUS  COLEPXKMMOro, MNOLNEXWT  yTuan3auum B
cooTtBeTcTBUU € CaHllMnH 2.1.7.2790-10 Kak 0TX0Apl, NpUHaANeXaLlue K Knaccy «A».
YTUnu3npyinTe onacHble BewecTBa WM  BGUOMOrMYECKM 3arpsisHEHHble  MaTepuanbl B
COOTBETCTBUM C NPAKTUKOMW, NPUHATON B BalleM YUpPeXAeHUW. YTUNM3upyinTe Bce martepuasibl
6e3onacHbIM 1 npvemneMbiM 06pasoM B COOTBETCTBMU C [AEVCTBYHOLMMU HOPMATUBHLIMM
Tpe6oBaHMAMYK B 0611aCTV CaHUTapPHO-3NMAEMUONIOTMYECKOrO 6/1aronosnyyms.
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25. TpancnopTHpoBKa H XpaHeHHe

e Xpauuts Habop B opurunanbhoit ynakoBke npn remneparype 2 — 30 °C.

e Tect-cucTeMy chemyeT XpaAMTb B  HEBCKDHITOM  YNAKOBOYHOM  KOHBEpPTE 0
HENOCPEACTBEHHOTO MOMEHTA BHIMONHEHHA aHAIU3a.

¢ He saMopaxuears H He xpaHuTh peime 30 °C,

o [lpu xpanenun koMnoxenros HaGopa B xonoaunsunke npu temneparype 2 ~ 8 °C, nepea
BLINOJIHCHHEM NPOUELYPhI TECTHPOBAHHA BCE KOMNOHEHTH JOMKHB! OHTH CTabHAH3UpOBaHH HA
yposHe xomuarHolf Ttemnepatypu (18-30 °C) B Teuenue 30 MHMHYT A0 BCKPHITHA
COOTBETCTBYIOIIECH HHAHBHAYAIBHON YNaKOBKH;

e Hinenne MOXeT TPAHCIOPTHPOBATHCA BCEMH BUAAMYM KPHITOTO TPAKCOPT2 B COOTBETCTBHHE ¢
NpPABHIAMH NEPEeBO3OK, ACHCTBYIOIMMH Ha TpaHCNOpTE JAaHHOMO BHAA, B YMAKOBKE

NpOM3BOAMTENA NpH Temneparype 2 — 30 °C,
# e Hapmenus, TpaHCIIOPTHPOBAHHBIC C HAPYIICHHEM TEMNEPATYPHOTO PEXHUMA, MPHUMEHEHHIO He
NOANEXAT.

26. Cpok roaHOCTH MEARNHBCKOIO H3ACAMA
Cpox roasocTH: 18 MecsALIeB ¢ AaTh K3rOTOBACHHA.
He ucnons30Bats n0CHEe HCTEYESHHA CPOKA TOAHOCTH,

27. lNapanTnitnnie obfa3aTenncTea

MponssoanTens rapaHTHpyeT CTaOMIBROCT MEJHLMHCKOTO H3MICNHA JO OKOHYAHHA CpOKa
FOAHOCTH NPH CoOMOAEHHH YCNOBUH TPaHCNIOPTHPOBAHHA, XPAHCHNA U NPHMCHEHHR, YKa3aHHBIX
B HHCTPYKLUHH.

Iponzgommurens  rapaHtHpyer 0e30macHOCTD  MEAHUHHCKOTO  H3LENHA, OTCYTCTBHE

‘ HEJONMyCTHMOrO PHCKa MPHYHHEHHS Bpela JKH3HH, 3ROPOBLIO YeIOBEKA H OKpYyxkatomiel cpeue
NpH HCNONB3OBAHMH HAOOpa PEAreHTOB MO HA3HAYMEHHIO B YCHOBHAX, NPEAYCMOTPEHHBIX
NPOH3BOAUTENEM.

28. KouraxTHan unopmanus

IiponssoanTens:

OCAHI" Xenckeap Ko., Jita. (OSANG Healthcare Co. Ltd.)

132, AusnuoHaOH-po, oHan-ry, Anan-cu, Kéurn-go 14040, Pecny6imka Kopes

Unrepner:  http://www.osanghc.com

Ilo Bcem Bonpocam creayer obpamarbes K npeacTasuTemo npomssoautens 000
«ABHBHP»:

141401, Mockosckas 061, r. XeMku, yn. PaGouasn, aom 2A, crpoenue 1, srax/nom. 2/7

Ten (495) 925-30-74
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29. CaepgeHuVA 0 MapKUPOBKe
Ha Ka>K/ol KapTOHHOW KOPOOKe yKa3aHo:
- HavMeHOBaHWe NPeanpuATUS - U3roTOBUTENSA, TOBAaPHbIA 3HAK NPeLnpUATUA-U3roTOBUTENS
(Mpwv ero HannuwMm), UK NOrOTUM,
afipec NpeanpuUATUA-U3rOTOBUTENSA, TeNeOoH, (akc;
- MOJSIHOE U COKpalLLleHHOe HavMeHoBaHWe Habopa;
- HOMep m3fenuns no Karasaory;
- Howmep Lot (kog naptum);
- CPOK rofHocTu;
- YCNOBUS XpaHeHus;
- cocTaB Habopa;
- HAANUCb UM 3HaK «TOMbKO ANS AUArHOCTUKN UH BUTPO,
- HOMep pPerncTpaLMoHHOro yA0CTOBEPEHUSA U faTbl perncTpaumu;
- 3HaK TOKCMYHOCTW, arpecCMBHOCTM WM APYTOil onacHOCTM (MpX HeOBXOAUMOCTH).
- 3HaK «Ko/M4yecTBo nccneoBaHning;
- 3HaK «O6paTnUTeCh K UHCTPYKLMU NO NMPUMEHEHUIO»;
- MpY Heo6xoAMMOCTM HagnucK:" [nsa npoeccMoHaIbHOro NpuMeHeHNs",
- 3HaK Wn Haanueb: «OCcTopoXkHO! OBpaTUTECh K MHCTPYKLMMW MO MPYMEHEHNIOY;
- 3HaK: «PagnalynoHHas cTepunnsalms»;
- 3HaK «He 1cnonbL30BaTb NOBTOPHO»;
- 3HaK «Hanmume puckoB 61OMIOrMYECKOro XapakTepa»
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[ns npogaxu Ha Tepputopum Poccuiickoii defiepalmy YNakoBKa MEAULMHCKOrO MW3aenus
COMPOBOX/AETCA ONOMHUTENbHBIM CTUKEPOM C PYCCKOS3bIYHOW MapKVPOBKOIA.

Habop peareHToB /19 IMMYHOXPOMATOr PaMyeCcKoro BbISB/IEHNSA aHTUreHa
SARS-CoV-2 B Ma3Ke 13 HOCOI/I0TKA
(GeneFinder COVID-19 Ag Rapid Test). Lot NeSN-2012-01.
OCAHI" Xenckeap Ko., JTra, (OSANG Healthcare Co. Ltd.)
132, AHSIHYOHAOH-PO, oHaH-Ty, AHsH-ci, KEHrn-no 14040, Pecriy6nmka Kopes
VHTEpHeT: http:/AMmamav.osanghc.com

MpeacTaBuTeNb NPOU3BOAUTENSA B PX:
000 «AsvBUpP»
141401, MockoBcKas 0011., I. XUMKK, yn. Pabouas, . 2A, cTp. 1, stax/nom. 2/7
Ten (495) 925-30-74
[nsa npodeccroHanbHOro NpUMeHeH s

CocraB Habopa:

1 TectoBas KacceTa - 25 LUT.;

2. [Mpobupka ¢ BydepoM A/ SKCTparupoBaHms G1oIorMvecKoro obpasua - 25 L.,
3. Hacaaka ¢ kanenbHuLgn - 25 L,

4. CTepybHbIiA TaMMOH A1 B3ATUS Maska - 25 LLIT.;

5. MonoxuTesNbHbIA KOHTPO/bHbLIA 06pasel, - 1ur.;

6. OTpUUATENbHBIA KOHTPO/bHBIA 0bpasel, - 1 LuT.;

7. VIHCTpYKUMA K MEAULINHCKOMY U3LeNno - 1 L.

REF
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JKCnnKaumsa CMMBOSI0B, HAHECEHHbIX Ha yNaKoBKY

CumBon OnwucaHue
y Vicnonb3osath Ao
1IRF1 Homep nsgenua no Karaiory
N Koz naptum

W3poenune ans in vitro gnarHocTuKm

XpaHnTb B YKa3aHHOM TemnepatypHOM auanasoHe (2-30 °C)

vV Co/IePXIMOr0 JOCTaTOUHO A/s NPOBEAEHNS N-TECTOB
73

LI_IK M3rotoBuTenb

Jata n3rotoeneHuns

OcTtopoxHO! ObpaTUTeCh K MHCTPYKLMUN MO MPUMEHEHUIO

A
Cb 3anpeT Ha NOBTOPHOE MUCNO/b30BaHMe
1ISTERILE1R1 Crepununsauyma pagmaumoHHas
a 3HaK EBpONENCcKOro COOTBETCTBUS
T O6paTnTeCh K MHCTPYKLMM MO MPUMEHEHWIO
A Hanmume puckoB 61M0ON0MMYECKOro Xapakrepa
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