HaGop peareHToB A/I8 HMMYHOXPOMATOrpadpuIeCcKOro BhifiBJICHHS
auturena SARS-CoV-2 (BIOCREDIT COVID-19 Ag).
Lot Ne HO73009SD.
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1. HaumeHoBaHue MegULMNHCKOIO 1U3genns
Habop peareHTOoB A9 WMMYHOXpoMaTorpauyeckoro BbiiBNeHMsa aHTureHa SARS-CoV-2
(BIOCREDIT COVID-19 Ag). Lot Ne HO73009SD.

2. HasHadyeHMe MeLULUMNHCKOTO nU3genund

MpefHa3HayeH N8 Ka4veCTBEHHOro BbIAB/eHUA aHTureHa SARS-CoV-2 B 6M0/10TMYecKoMm
MaTepuasne yenoseka (Ma3oK M3 HOCOT10TKN).

Hab6op sBnsieTcA BcnomoratesibHbIM MHCTPYMEHTOM A1 paHHeiln gmnarHoctukm SARS-CoV-2 y
naunMeHTOB C K/AMHUYECKUMW cuUMNTOMamMn uHpekuun SARS-CoV-2. Tlpu TecTupoBaHumu
6nonornyecknx obpasuoB ¢ wucrnonb3oBaHuem  Habopa, nNonAy4deHHble pe3ynbTaThl,
CBUAETENbCTBYIOLNE O PeaKTUBHOCTW o6pasuya, AO/MKHbI 6blTb MOATBEPXAEHbl MPXU NOMOLLK
anbTepHaTUBHbLIX MeTO4OB aHanusa. Habop npegHasHayeH TONbKO AN1A  BbIMNOSIHEHUSA
nabopaTopHOWN JMarHOCTUKK B yCNOBUAX in vitro.

O6nacTb NPUMEHEHNSA:
KnnHuueckas nabopaTopHasi AMarHocTuka. WVIHMeKUMOHHble OTAeNeHUs T0CyAapCTBEHHbIX
NevyebHO-NPOPMNAKTUUECKUX  yupexAeHui. [marHoctuyeckue nabopatopuu.  YacTHble
MeAWLUHCKNE LeHTpbl, ob6najawwme HeobxognmMbiM obopygoBaHueM. MeauunHCKOe u3genue
npuMeHseTca cneymanncTamu: Bpady KANHUYECKON 1abopaToOpHON AMAarHOCTUKW, MeLULUHCKUIA
nabopaTopHbIA TEXHUK.

3. BBegeHune

NaeHTngunumposaHHasa B 2019 rogy HoBasi pasHOBUAHOCTb (2019-nCoV-2) npefcTaBnseT coboli
KOpPOHaBupyc ¢ ogHoueno4dedyHoin PHK. PecnupaTtopHoe 3aboneBaHue, BbI3biIBAEMOE HOBbIM
BMPYCOM, MOSIy4MNI0 Ha3BaHWe KOPOHaBUPYCHOIW wuHgekuun COVID-19. Bupyc 2019-nCoV
NpUHagNexXuT K poay 6eTa-KOpoHaBMpycoB. Ha3BaHHOe CeMeWCTBO BKJ/O4YaeT B cebA
KOPOHaBUpPYC, BbI3biBAKOLWNIA pa3BUTME TAXKENOro OCTPOro pecnupatopHoro cmHagpoma (SARS-
CoV, 2003) n pasBuTre 6NMXKHEBOCTOUYHOI0 pecnmMpaTtopHoro cuHgpoma (MERS-CoV, 2012). B
CTPYKTYpPYy KOPOHaBMPYCOB BXOAUT YeTblipe BUAa BUPYCHbIX 6enKOB, MOAYYMBLLMX Ha3BaHue
wunosmuaHoro 6enka (S), o6onoveyHoro 6enka (E), 6enka memb6paHbl (M) n HYK/IeoKancugHoOro
6enka (N).

B rpynny Haub6onee pacnpocTpaHeHHbIX CUMMTOMOB KOPOHABUPYCHOW WHMEKUNUN BXOAAT
CMMMTOMbI CO CTOPOHbl AbIXaTe/ibHON CUCTeMbl, BblCOKas Temnepatypa (nmxopagka, Xap),
Kalenb, 0AbllLLKa U pa3Hble CTeNneHW 3aTPyAHEHHOCTU AbixaHusa. NMpu 60nee TAXENOM TeveHUM
3ab60neBaHNA, MH(EKUUA MOXeT CTaTb MPUYUHON pPasBUTUA MHEBMOHWM, THAXE0r0 OCTPOro
pecnupaTopHOro CUHAPOMA, HeAOCTATOYHOCTU MOYEeYHOU (YHKUUM, W Jaxe NpPUBECTU K
neTanbHOMY UCXO4Y.

CTaHpapTHbIli Habop pekoOMeHJauuin Ana npegynpexieHWsa pacnpocTpaHeHUs WHGeKuun
BK/IOYaeT B ceba perynsapHoe n TwaTe/lbHOe MbITbe PYK, NMPUKPbITME pTa U HOCa NPU Kallse K
YMxaHuK, TULaTeNbHY0 TepMUYyeckyto 06paboTKy NuULLeBbIX NPOAYKTOB, BK/KYAsA MACO M Aliua.
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Takxe peKomMeHAyeTcCA n3beratb 6/IM3KNX KOHTAKTOB C noabMn, AEMOHCTPUPYROLWNMN NPU3HaKN
N CUMNTOMbI 60/IE3HEHHOIO COCTOSAHUSA, TaKMe KakK Kalleflb U YuxaHue.

4, MokasaHug;

Ona kayecTBeHHOro onpegesieHna Hanuuma aHtureHa SARS-CoV-2 B maske M3 HOCOIr/1I0TKU Y vy,
C K/IMHMYECKON CMMNTOMATUKON pecnupaTopHOro 3abosieBaHWA C NOJO3PEHUEM Ha MH(EKLMNIO
COVID-19.

5. MpoTnBONOKa3aHUA:

1. IcTeKW A CPOK rogHOCTY TecTa

2. HapyuweHa ynakoBka nsgenus

3. HeHagnexalune ycroBna XpaHeHNA N TPAHCMOPTUPOBaHUS.

4. lpyrve npoTMBOMNOKAa3aHUA OTCYTCTBYIOT, 3a UCK/OUYEHMEM cydyaeB, Korga 3abop matepuana
He MOXeT 6bITb OCYLLEeCTB/IEH M0 MEAULUHCKUM NOKa3aHUAaM.

6. Mob6oYHble AelicTBUSA
He npnmeHumo gna gaHHoro M.

7. MoTeHUManbHblIEe NOTPeObUTENN:

Habop npegHasHayeH Ana  MCNOMb30BaHUA  MEPCOHANIOM  KJIMHUKO-AMArHOCTUYECKUX
nabopatopuii He Monoxe 18 neT ¢ BbICWWMM W CPeAHUM MELULUHCKUM, OGMONOrMYECKUM
obpasoBaHMem, NpowejlNM COOTBETCTBYIOLLYIO NPOMeccUoHanbHY0 MNOATOTOBKY B 06/11acTu
MCMNofb3yeMbiX MeTO40OB M MeTO0A40B 6e30nacHOi paboTbl C MATOFeHHbIMW 6MOAOTUYECKUMU
areHtamu I-1V rpynn natoreHHocTw.

Ha6op npegHasHa4deH Asid o4HOpPa3oBoOro NCnoJsib3oBaHUA.

8. ®YyHKUNOHA/IbHOE Ha3HauyeHue (Hanpumep, CKPUHUHT, MOHUTOPUHT, AMArHOCTMKA
WA BCMOMOTaTeNlbHOe CPeACTBO B AMArHOCTUKE)

Habop wncnonb3yeTcsd, Kak BCNoOMoOraTe/ibHOe CPeACTBO B paHHel AmarHocTtmke. PesynbTaTbl
TECTUPOBAHUA HA aHTUTeH He JO0JDKHbl UCMO0/Ib30BaTbCA B KayecTBe e4MHCTBEHHOIN0 OCHOBaHMUA
ANA  NOATBEPXAEHUSA  WUAW  UCKNOYEeHUA  UHpuuumposaHua  SARS-CoV-2 wam  anda
WH(POPMUPOBAHUA O CTATyCe UHMEKLUN.

9. MpuHunN geicTBnsA

Habop peareHTOB [ANnA WMMMYHOXpomMaTorpauueckoro BbisiBNieHUA aHTureHa SARS-CoV-2
(BIOCREDIT COVID-19 Ag) npefgHasHayeH [ANnA BbINOJIHEHUSA ObICTPOro M KauyeCTBEHHOrO
MMMYHOXpOMaTorpamMueckoro aHanusa. B oOcHOBe [eiicTBMA YCTpoOWCTBA NEXUT NPUHLMN
NPMMeHEeHNSA [ABYXUBETHOM CUCTeMbl. B CTPYKTypy YCTpoOicTBa BK/OYEHA MOAMOXKA C
fo6aBneHWeM HaHo4YacTWUL, KOMNOMAHOrO 30/0Ta A48 (OPMUPOBAHMUSA KOHBIOTMPOBAHHbIX
KOMMJIEKCOB, M MembpaHHas MnosiocKa peareHToB (MO JSIMHUMW TecTMpoBaHWA T), Ha KOTOPYHO
npesBapuTeNbHO HAHECEHbI aHTUTeNa, cneynuueckme K aHTureHy KopoHasumpyca SARS-CoV-2.
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Mpu Hannuum B UCNbITYeMOM 6MOTIOrMYeCcKOM o6pasLe aHTUreHa KopoHasupyca SARS-CoV-2, B
pe3ynbTarte 06pa3oBaHUA KOMMJIEKCA aHTUTeNa-aHTUreHa-aHTUTeNa C BOB/IGYEHUEM UHAMKATOPa
(HaHO4YacTUL, KOMJIONAHOT0 30/10Ta), MO JIMHMW TecTUpoOBaHUA (MapKMpoOBaHHOW nuTepoi T)
NposiBNsSeTCA BUAMMAA NOJSIOCKA YepHOro uBeTa. JIMHUA KOHTponsa (MapkupoBaHHas nutepoii C)
npegycMoTpeHa B TeCcT-CUCTeMe B KayeCTBe CpeAcTBa [ANA WHTErpUPOBaHHON NpPOBepKU
KOPPEKTHOro BbIMOJIHEHUA MpoLeaypbl

TecTUpoBaHMsA. OKpawmnBaHue NUHUM KoHTpons (C)

JOJ/IKHO MpoABAATbLCA Mpu NMo6bIX YCNOBUSAX, 6e30THOCUTENIbHO pe3ynbTaToB TecTa, Mpu

npaBnMibHOM BbIMNO/THEHUN ncnbiTaTeNbHOM npouenypbl.

10. KOMNNEeKTHOCTb

MN3genve npeactaBnseT cob6oii Habop peareHTOB, B COCTaBe KOTOPOro HaxogAaTcs:

1. TecTtoBasA Kacceta (B MHAMBUAYANbHON YNaKOBKe U3 PONIbIrM B KOMMJIEKTE C OCYLUUTENEM) -
20 wr.;

2. Mpobupka c 6ydepom Ana passejeHUa 6uonornveckoro obpasya - 20 wT,;

3. Hacagka ¢ KanenbHuuei - 20 wr;

4. NHCTPYKUUA K MEULNHCKOMY N3fenunto - 1 wrT.

(1) TecToBas kKacceTa

KomMnoHeHT Cneuundunkayuns

JInHuAa KoHTponA
JInHuA TecTupoBaHuA
(T)

Copepxumoe
feTekTopal

(30n0Tble KOHBbIOTATHI)

Mognoxka ans
KOHblOTraTa
Abcopbupytowas
noAnoXKa

Mopnoxka s obpasua
Abcopbupytowas
NoAN0XKa

Mem6paHa 13
HUTPOLENNON03bI

MnacTnkoBasi KacceTta

AHTUTeNa Ko3bl K 1gG Kponuka (KoHueHTpauusa 0.9 £ 0.2 mr/mn)

KopoHaBupyc (SARS-CoV NP) aHTuTena (KoHueHTpauua 1.4 + 0.4
Mr/mn)

(1) HykneonpoTtenH 4yenoBeka SARS kopoHaBupyc / NP aHTuUTena.
MblWwrHble Mab- KoHbBlOraT ¢ 3010ToM (KOoHUeHTpauusa 0.4 £0.1
Mr/mn)

(2) 19G Kponuka - KOHbIOraT ¢ 30N10TOM (KOoHUeHTpauma 0.1 + 0.025
Mr/mn)
CTexknoBoNOKHO: 7+ 1.8 x 4.0+ 1.0 Mm

LlenntonosHaa 6ymara: 18 + 4.5 x 4.0 £ 1.0 mm

LlenntonosHaa 6ymara: 18+4.0x 4.0£1.0 Mm
LlenntonosHasa 6ymara: 18+4.0x 4.0£1.0 mm

[OpeBecHaa macca: 25 + 2.0 x 4.0+ 1.0 mm

ABS - cmona

(2) Mpobupka c 6ypepom ana passefeHna 6uonornyeckoro obpasua (0.4 mn) - - Tpuc-HC1
6yep, TBUH 20, HATpPUA X10png, HATpPUA asng
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11. MaTepuanbl, He BXOAALULME B KOMMJIEKT NOCTaBKN
- 3alnTHbIE NepyaTKy;
- 3aW K THbIE 0YKMU;

- CTGpI/II'IbeIVI TaMNOH And B34ATUA Ma3Ka

12. KOHTaKT C OpraH1M3mMom 4enoBeKa

He nmeeT npsamoro nam onocpefoBaHHOrN0 KOHTaKTa C OpraHM3MOM YesioBeKa, Tak Kak sBnseTcs
MeLULMHCKUM U3genmem npefjHasHauyeHHbIM 418 UH BUTPO JMArHOCTUKM U KOHTAKTUPYET TONbKO
c buomaTepuanomMm nauueHTa.

13. I'Iepequb MaTepmaszioB XXNBOTHOIO U1 YHEJTOBEYECKOTO MPONCXOXAEHUA
MeagnuynHckoe wmsgenne WN3roToBJ/IEHO 6e3 mMcnonb3oBaHuA MaTepunasioB 4esioBeveCKoro
MPOUNCXOXKAEHNA.

14. dyHKUMOHA/IbHbIE XapaKTEPUCTUKN

WcnbiTaHnsa Habopa peareHTOB 419 MMMYHOXPOMaTOrpauyecKoro BbiiB/ieHUs aHTureHa SARS-
CoV-2 (BIOCREDIT COVID-19 Ag) 6binM nMpoBefeHbl C WCMO/b30BaHNEM BbIGOPKU
6uonornyecknx obpasLoB, paHee NPOTECTUPOBAHHbIX MeTO4 MONMMEPA3HOM LEMHON peakuun B
pexxnme peanbHoro BpemeHw (MLLP). MonydeHHble pesynbTaTbl MpeAcTaB/ieHbl B cneayoLlei

Tabnuue.
1. UyBCTBUTENbHOCTb M CNeLNpUUYHOCTb
w
%'m
L |
}Vﬁ “B
MonoxutensH|>|||1™p|[uaTenbHblIAT '
pesynbTat pesynbtat ] Nm
MonoXNTeNnbHbIN
23
Wmity.ucprpolLl P13ynbTaTt
OTpuuaTtesnbHbIi 5 49 92,0 % 98,0 %
N:*~#16CKEWT - » pesynbTaT
' --"\Sceroi; 25 50
2. MpeunsMoHHOCTb

[Nns npoBepKM TOYHOCTU (NMPELUINOHHOCTM) B Mpedenax OA4HON Cepun U ANA pasHbIX CEpui,
06pasLbl TPeX pasHbIX CEPUA M3LENTUIA NCMOTb30BANINCH A TECTUPOBAHUS ClefyHOL el BbIGOPKM
06pa3uoB: o6pasybl C 0OTpMLATE/IbHLIM Pe3y/ibTaTOM OnpegesieHUs, o6pasubl co ¢1abo, yMEPEHHO
M CUMbHO BbIPAXEHHbIM MOMIOXUTE/bHBIM  Pe3y/bTaTOM OnpejefieHUsi. Bce wucCMbITaHWs
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BbIMO/IHANMCE B TPeX MOBTOPHOCTAX. BO BCex MOBTOPHOCTAX BCeX 3KCMNEPMMEHTa/IbHbIX CEpUiA
pesynbTaT nieHTUUKayum coctasnan 100 %.

3. TlepekpecTHasa peakKTUWUBHOCT b
Ana NnpoBepKwu nepeKpecTHOM peaKTUBHOCTU Hab6op peareHToB ansa
MMMYHOXpOMAaTOrpauyeckoro BbifiB/ieHUs aHTureHa SARS-CoV-2 (BIOCREDIT COVID-19
Ag) O6bln ucnbiTaH B OTHOWEHWM o06pasuyos, cogepxawmx 20 pasHbIX MUKPOOPraHM3mMoB WU
BUpycoB. lony4yeHHble pesynbTaTbl MoOKasanuM OTCYTCTBUE Y faHHOro Habopa nepekpecTHOA
peakTMBHOCTU B OTHOLUEHMW BCEX aHaJu3MpyemMbiX MaTOreHOB, 3a WCKAK4YeHWeM cnaboi

NepeKpecTHOW peaKTMBHOCTW, KOTOpas Oblsia onpejeneHa B OTHOLWEHMM KOopoHaBumpyca SARS-
CoV.

4. NHTephepeHUUsn
Ona  nposepkun wnHTepdepeHumn Habop peareHToB A9 MMMYHOXpoMaTorpaguyeckoro
BblAB/ieHUA aHTureHa SARS-CoV-2 (BIOCREDIT COVID-19 Ag) 6bln uUcNbiTaH B OTHOLIEHUHU
o6pasyoB, cogepxawnx 14 sHAOreHHbIX U 3K30T€HHbIX BELLECTB C YCTAHOB/IEHHbLIM MOTEHLMANIOM
B3ammogfencTBus. MonyyvyeHHble pe3ynbTaTbl NCNbITAHUI NOKasann OTCYTCTBUE MHTepdepeHLnm ¢
aHannM3MpyeMbIM/ BelLLLeCTBaMU 3HAOTEHHOW U 3K30MeHHOM Npupoabl.

15. NHhopMaLmMs 0 CoOaepXaHUN NeKapCTBEHHbIX CPeAcTB
MeLnLMHCKOE U3JefINe He COAEPXMUT B CBOEM COCTaBE JIEKAPCTBEHHbIX CPEACTB.

16. IHopMaumnsa o cTepuamnsaLmum MeauLMHCKOro nsgenus
MeauLUNHCKOE U3fleNIne He ABMSETCA CTEPU/IbHbIM.

17. MHopMaLus 0 peMOHTE M 06CNYXMBAHUN MEAULUHCKOTO U3Aenus
MeLNLVHCKOE U3aenne He MOAMEXUT PEMOHTY M 06CYXXMBAHUIO.

18. Mepbl NpPefOCTOPOXKHOCTH

1. Habop npefHa3HayeH TOMbKO 419 ANATHOCTUKK B /1a60pPaTOPHbIX YCNOBUAX in vitro.

2. BosgeiicTBue BNarv Uav Tens0BOro U3NYYEHUA MOXET CHMXATb CTabuNbHOCTbL peareHToB. C
y4yeTOM [JaHHOro o6CTOATeNbCTBA, MEAULMHCKOE M3fenne HE0O6X04MMO MCMOb30BaTh Kak
MOXXHO ObICTpee Moc/ie BCKPbITUA YMaKOBOYHOINo0 KOHBepTa U3 (Dofibrv, He nojgBepras TecT-
CUCTeMy BO3LEeACTBUIO BHELUHEN Cpefbl B Te4eHMe NPOAO/IKNTENbHOIO BPEMEHMU.

3. He wucnonb3oBaTb TeCcTOBYK KacCeTy MpPW HaauuuM MNOBPEXAEHWIA 3/71eMEHTOB YMNaKOBKU
(KOoHBepTa 415 yNakoBbIBaHUA NHANBUAYANbHOW UCNbITaTe/IbHOW KacceTbl UM MembpaHbl 13
aNtoMUHMEBOI hoNbrvM ANA repmeTmsaummn grakoHa ¢ pasbasmrenem).

4. Tlocne 3aBepLUeHNA TeCTUMPOBAHNSA, HEOOXOANMMO Haj/iexawmum obpasom yTuam3MposaTb BCe
npobbl U matepuanel. Mpn obpaweHUn N yTuamsauum nwbblX 6MON0rMYECKMX MaTepuanos,
KOTOpble NOTeHLMaNbHO MOTYT 6bITb UHPULUPYIOLWUMKN, HEOB6XOAMMO CTPOTro coboAaTh BCe
TpeboBaHWA, YyCTaHOB/IEHHbIe B CTaHAapTax, PyKOBOACTBAX U npoueaypax no obecrneyvyeHuto
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10.
11.
12.
13.

14.

19.

6uonornyeckoii 6esonacHocTu. Ana ytunmnsaunm Heo6xo4MMO MCNOMb30BaTb CNeluabHble
KOHTelHepbl 4715 6MON0rMYecKnx 0TX040B.

Mpu ob6paweHnn c TecTUpyemMbiMM ob6pasLamu HeobX0LMMO WCMO/b30BaTbh 3alUTHbIE
nepyaTky, 3alMTHYIO BEPXHIOK OfeXAY M 3alWuTHble o4KuK. lNMocne TecTMpoBaHuA cnegyet
TWAaTeNbHO BbIMbITb PYKMU.

BbINo/iHEHME MOBTOPHbIX LUWUKJ/I0B 3aMOpPaXWBaHUA W pasmMopaxuBaHuUsA OMOTOTUYECKUX
o6pasuoB MOXeT npuBecTu K MoJIYYEeHUIO JIOXXHOMOJIOXKUTENbHbIX nnu
JNIOXKHOOTPULATENbHBIX Pe3ynbLTaToB.

Mepen yTunusaunein TBepablX OTXO0A0B HEOOX0AMMO BbINOMAHUTL MX 06e33apakmMBaHue Mnpu
nomouin 06paboTKM B aBTOKNaBe B TeueHue 14yaca npu Temnepatype 121 °C.

Bydep cogepXuT HaTpusa asup B konundectse MeHee 0,1 %. MNpu nonagaHum bydgepa Ha KOXy
Wnu B rnasa, noctpajaBlUeMy cfiefyeT MPOMbITb MOPaXeHHble YYacTKM KOXU WAWU rrasa
60NbWNM  KOIMYECTBOM MPOTOYHOW BOAbI U 06paTUTbCA 3a KBa/MULUPOBAHHOM
MeAULUWMHCKOM MOMOLLbIO, NPU HEOBXOAMMOCTMN.

Mocne 3aBeplIeHNSA TeCTUPOBaHUA, HEO6X0AMMO Hagnexawmm o6pa3om yTuamMsmpoBaTh Bce
npo6bl 1 matepuansl. MNMpu obpalieHN U yTunmsaunum nobbK 6M0NOTMYECKUX MaTepuarsnos,
KOTOpPbIe MOTEHLMANBLHO MOTYT 6bITb UHPULNPYIOLWNUMN, HEOBXO0ANMO CTPOro cobntoAaTh BCe
TpeboBaHWA, yCTaHOBNEHHbIe B CTaHAapTax, PyKOBOACTBax M npouegypax no obecneyeHuto
6uonornyeckoii 6esonacHocTun. AnA yTunmsaunm Heo6Xo0AMMO UCMOMNb30BaTb CneunanbHble
KOHTelHepbl 4719 6M0N0rM4YecKnx 0TXOL0B.

He ncnonb3oBatb MegMUWHCKOE NU3JeNne Moc/e NCTeYEHNA CPoKa ro4HOCTH.

MeanunMHCKOe n3genne He npefHasHayYeHo ANA NOBTOPHOro NPUMEHEHUS.

Mpu TecTMpoBaHMKM 3anpeLiaeTca UCNOMb30BaTb KOMNOHEHTbl Habopa 13 pasHbiX cepuii.
Mpun nonyyeHUM COOPHbLIX (COMHUTENbHBLIX) Pe3y/nbTaToB, PEKOMEHAYeTCA BbIMO/IHEHNE
aHanusa ¢ UCMoJIb30BaHUEM aNbTePHATUBHbIX METOAOB, LOCTYMHbIX B JaHHbIX KJIUHUYECKUNX
ycnoBuax. Takxke Kak B 06CTOATeNbCTBAX NPUMEHEHUA NO6bIX APYrMX MeTO40B W CUCTEM
ONA TecTMpPOBaHWA, pesynbTaTbl UCMAbITAHWUIA TakKOro Tuna He [LO/DKHbI MCNOMb30BaTbCHA B
KayecTBe eMHCTBEHHOIN0 OCHOBAHWA 419 NOCTAHOBKW AnarHosa. OKOHYaTe/lbHOe peLlLeHune
LO/HKHO MPUHMMATLCA BPavyoM (KJAMHWUYECKUM CcreunasnucTtom) rocse pacCMOTPEHUA
pe3ynbTaToB BCeX 1ab0paTOpPHbIX TECTOB M aHA/IN30B, C YY4ETOM OLeHKWN 061eli KIMHNYECKOA
KapTUHbI.

Mpn mcnonb3oBaHUM 18 Ma3KoBOW MPOo6bI, B3ATONM M3 06/1aCTU HOCOT/IOTKU, XUAKUX Cpej
Ana  TpaHcNopTUpPOBKM o6pasuoB, cojepxawux supycbl (MTMJ1T/TM), Takyw cpegy
Heo6xo4MMO pa3BoAuTb B nponopuun 1:1 pasbaBuTeneM, BKJ/IHOYEHHbIM B KOMIMJIEKT
nocTtaBkn. BmecTe c TeM, He06X04MMO YYUTbIBaTb, UYTO pasBefeHMe MOXeT MpPUBeCcTU K
CHVXKEHWIO YYBCTBUTE/IBHOCTU TECT-CUCTEMBI.

B3aTue o6pasuos
B3ATne 6uonornyeckmx o06pasyoB [O/DKHO BbINOAHATLCA TO/IbKO MOArOTOB/EHHbIM
MeSULUUHCKUM MepcoHanom. Ob6palieHne ¢ B3ATbIMU 6MONOrMYeCKUMM obpasuamu LOKHO
ObITb OCTOPOXXHbIM, C Y4ETOM CyLLeCTBYIOLL e Yrpo3bl UHPULMPOBAHUA.
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2. [pwn obpauweHunn ¢ buonormyecknmm obpasyamm HeobXxoaMmMo co6/04aTb OCTOPOXKHOCTh;
nobble HapyLeHna nNpeanmncaHHbIX Npoueayp MoryT He6naronpuATHO NOBANATL Ha o6pased,
N NPUBECTU K MOJIYYEHUIO HELOCTOBEPHbLIX Pe3yNibTaToOB TECTUPOBAHUA.

3. Ana nonydeHus 60siee TOYHbIX Pe3y/fbTaTOB TeCTUPOBAHUA, MPU B3ATUU BUONOTUYECKOTO
obpasua peKoMeHAYyeTCHA BbIMONHATL Ma30K Ha HEeCKO/bKUX Y4acTKaxX HOCOr/0TOYHO
obnactu.

4. BbINOMHATb TeCTUpoOBaHWE CreflyeT HeMef/lIeHHO nocfie B3ATuA obpasua. MNpu oTCyTCTBUM
TaKoli BO3MOXHOCTM, AOMNYCKAaeTCA XpaHeHWe TaMnoHa C Ma3KoM B TeyeHue mMakcnumym 12
4acoB B XO0/IOAUNIBHUKE, NpU TemnepaTtype B AnanasoHe 2 -8 °C, nianm B TeYeHUE MAKCUMYM
24 4yacoB B MOpPO3N/bHUKE Npu Temnepatype -20 °C.

Mpoueaypa B3AT M Ma3Ka M3 061aCT W HOCOTNOT KU

Ans B3ATMS GUONOrMYecKoro o6pasya M3 HOCOM/I0TOYHOW 0651acTU, C OCTOPOXHOCTbIO
BBEAUTE TAMMOH Ha NaslouKe B HOCOBYI NM0M0CTh. MpogosmKaliTe akKypaTHO BBOAUTb TaMMOH
[0 Tex Mop, NokKa He BCTPETUTE CONPOTMB/IEHNS B HOCOBOW pakoBMHE. MATKUMU ABUXKEHUAMUN
nasbleB HECKO/IbKO pas MOBEPHUTE MasiouKy C TAMMNOHOM BOKPYF CBOE OCU W U3BMIEKUTE €e
M3 HOCOBOW NMonocTu. BusyanbHo y6eanTeCh B TOM, YTO KOHUYMK TaMMOHa YBJTAXHEH.

B3ATMe Ma3Ka M3 HOCOT/I0TOYHOM 061acTu

20. MopAfOK BbIMOJIHEHNA TECTUPOBAHUA
MoaroToBUTENbHbINM 3Tan

1. Mepes BbINOMHEHWEM TeCcTUpPOBaHWA, cTabunusnpylite TemnepaTtypy 6MONOrMYecKoro
obpasya n BceXx KOMMNOHeHTOB Habopa Ha ypoBHEe KOMHAaTHOM.

2. He BCKpbiBaTe MHAMBUAYA/IbHYIO YNAaKOBKY TeCTOBOW KacceTbl 40 Tex Mop, Noka He 6yayT
BbIMOJ/IHEHbI BCe MpeABapuUTesibHble MaHUNynAuUKU, MU npoueaypa TeCTUPOBaHWA He OygeT
rotoBa K HEMe/IeHHOMY MPOBEAEHUIO.

O raHbl 1CClHpoBaHHSA

1. Ypanute membpaHy 13 aIlOMUHUEBON (hONbru ¢ h1lakoHa, B KOTOPOM cofepxxuTca 6ydep ans
pasBefeHns 6uonormyecknx obpasyoB. [lomecTMTe TamMmnoOH C MaskoM K3 o6sactu
HOCOrNI0TKMN B eMKOCTb C 6y)epoM, 1 MPMXMUTE KOHUMK TaMMOHa K BHYTPEHHEN CTEHKE Un
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K LOHbIWKY (akoHa, 4719 BbICBOOOXAeHMA 6uonormyeckoro obpasua m ero repeHoca B
cpeny O6ydepa. TMpogonmkaa npuxuMmaTb KOHUYMK TaMMoHa K CTEHKE WU [OHbILWKY,
BbINONHUTE 5-10 KPYroBbIX ABUXEHUNA.

MprXXMUTe KOHUYMK TamnoHa K BHYTPEHHeN CTeHKe AN BblAaBANBAHUA U3 HEro XXUAKOCTH,
nocse 4ero u3B/JleKUTe TamnoH U3 (nakoHa W YTUAN3NPYyliTe B COOTBETCTBUMMN C
TpeboBaHMAMU, KOTOPble YCTAHOB/EHbI 418 YTUAN3ALUM ONaCHbIX 6MONOTMUYECKNX OTX00B.
HapgeXHo 3akpoiTe h1akoH, NCMOMb3ysA HacafKy ¢ KanenbHuuen ns Habopa.

BckpoiiTe MHAMBUAYabHbIA YNaKOBOUYHbIA KOHBEPT U U3BJIEKNUTE U3 HEFO TECTOBYO KaccCeTy.
MomecTnTe KacceTy Ha CyXylo, POBHYIO MOBEPXHOCTb.

MepeBepHUTe (p1lakoH ¢ bydepom 1 BUONOTNYECKUM 06pa3L, oM, U JIEFTKUM YCUTUEM HaXMUTE
Ha ero CTeHKW, 4yTobbl obecneunTb BbigeneHne 3 -4 kanenb (90 - 150 un). BbigeneHHbIN
06beM He0OXOLMMO MNOMECTUTb B LEHTP yrnybneHma ana o6pasyoB Ha MOBEPXHOCTM
TeCcTOBOW KacceTbl, MAapKUPOBAHHOIO NUTEPO S.

(*) ybeauTecb B TOM, UTO ANS1 MCMbITAHMSA WUCMOJIb3YETCA afeKBaTHbIN 06bem Oydepa, KOTOpbIi
CoAepXuT buonormnyeckmii obpasey,. HegoctaTouHbI UM M36bITOUHBIA 06beM 06pasLa, paBHO Kak

HeJOCTATOUHbIA WM U36LITOYHLIA 06beM 6ydepa MOryT MPUBECTU K MOSIYYEHWHD HETOYHBIX
(HeBOCTOBEPHBIX WM UCKAKEHHbIX) Pe3y/IbTaTOB TECTUPOBAHUS.

CunTaiiTe pesynbTaT TECTUPOBAHMSA Yepe3 5 -8 MUHYT.
BHuMaHMe: He WHTepnpeTMpoBaTb MOMlyYeHHbIVi pe3ynbTaT 4Yepe3 8 MWHYT nocne
TecTUpoBaHuA.

& '-K
C/rX'5~10 CJ> A

CxemaTunyHoe npeactaBsieHVe npouenypbl TeCTUPOBaHUA

VMHTepnpeTauus pe3ynbTaToB

OTpllyalenbllblii pesynbTaT recrupoBaHus
Ecnn B OKOLLKE MPOABNEHUS pesyfbTaTa OKpalluBaeTCA B KPACHbIN LBET TOMbKO KOHTPO/SbHasA
nnHna (C): aHanus gan oTpuuaTeNbHbl pe3ynbTaT Ha Ha/lMuMe aHTUIeHa K KOPOHaBupycy.
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Negative

. [Toa0RRTC. ILNLIH PEVALTAT TCCTHPORAHNS

Ecnn B okolke NposBIeHNA Pe3yibTaTa OKPALLHBAETCA B KPacHbIi LIBET KOHTpoabHas aunna (C)
H OKpallIHBaeTCsd B 4YEpHblt uBeT aMHHA TecTHpoBaHus (T): aHanNM3 Aan NMONOKHTENBHBIA
Pe3ysabTaT Ha HAJTMUHE AaHTHIEHa K KOPOHABHPYCY.

Positi
-

S QD = »w O t

2 - ;
fg’ | T L;I;:. _
8

b4

Two bands : biack "T° test ine and rea )
*C" conlrol line within INe result window, !

. . | -/

Heaciicrearennntii pesyantar recruponayns

IIpy OTCYTCTBHH B OKOLIKE NPOABICHAR Pe3y/bTaTa OKPAlCHRON B KpacHbI L{BET KOHTPOALHO#M
nuenu  (C), pesynbTaT TECTHPOBAHMA ABAACTCA HeAeHCTBHTENLHLIM. [IpuuuHO# Takoro
pe3ynbTaTa Moxer ObITh HapyuieHHe TpeGoBanuil npoueayp B3ATHA Guonornueckoro obpasua,
W/WIH Npouenyp NpoBEACHHA S8HANTH3A, HIIH HETORHOCTD HCTIONB3YEMO# HCMBITATENbHO KacceThbl
(TecT-cucTeMsl). B yka3zaHHBIX 06CTOATENLCTBAX PEKOMEHAYETCS BLIMONHUTL NOBTOPHbIA aHANH3
¢ HCTIONIb30BaHHEM HOBOH HCMBITATENLHON Kaccernl.

IIpnmeyanne: LIMPHHA NONOCKH MM HHTEHCHBHOCTD OKPalIHBAHNS HE MMEIOT 3HAYUMOCTH.
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22. OrpaHuW4YeHus NMpu UCMoNbL30BaHUN

1. TecTupoBaHMe MOXeT faTb OTpuUATeNbHbI/ pe3ynbTaT B TOM C/y4vae, ecnv cofepxaHue
(TnTp) KOpoHaBMpyca B 6OMOMOrMYECKOM o06pasle HaxoguTCA Ha YPOBHe HMKe Trpejena
06Hapy>XeHus.

2. MonyyeHne oTpULATE/IBHOIO pesynbTaTa TECTUPOBAHUA HE UCK/IIOYAET Hanune UHMeKunn,
B C/lyyae HeflaBHero MHPULUNPOBaHUA.

25. MHGopmaymnsa 06 yTunusaymm MmeguLMHCKOTO M3L4eNnns

YTunnusaums MeAULUHCKOTO W3fenns  [J0/hKHa MpPOBOAMTbLCA  COF/1acHO  AelicTBYHOLWEeMY
3aKoHofaTenbCcTBY. [py NCNOAb30BAHUM MEAULMHCKOTO M3genuns o6pasytoTcs 0TX04bl, KOTOpbIe
KIacCUUUMPYIOTCA MU YHUUTOXATCA (YTUAUIMPYIOTCA) KaK: 3MMLeMUOSIorMYeckKu onacHble
oTxoabl (CaHlMuH 2.1.7.2790-10: knacc b).

Cepuu TecToB, MpuLlLeflWINe B HEro4HOCTb, CEPUN C UCTEKLIMM CPOKOM TOLHOCTW, Mnojasexart
YHNUUTOXeHN0 B cooTBeTcTBUN ¢ CaHlNunH 2.1.7.2790-10 Kak 0TX0A4bl, NPpUHaNexale K Knaccy
«A» - (anupemMmonoruvyeckm 6esonacHble OTXOAbl, MPUGANXKEHHbIE MO COCTaBy K TBepAbiM
6bITOBbIM 0TX04aM), Aw6bIM cnocoboM, npefoTBpaljalOWMM MOBTOPHOE WCMAONb30BaHMe.
YnakoBka [oOC/fie MOJIHOTO M3pacXofoBaHWA COLEPXXMMOro, TMOANEXUT yTunusauum B
coorBeTcTBUM € CaHlnH 2.1.7.2790-10 Kak 0TX04bl, NPUHaANexXaline K Knaccy «A».
YTunusnpyiite onacHble BewecTBa WAM  6UMONOrMYECKM 3arps3HeHHble MaTepuanbl B
COOTBETCTBUM C MPaAKTUKOI, MPUHATO B BalleM Y4YpPeXAeHuii. YTUnusmpyiite Bce maTepuabl
6esonacHbIM ¥ nNpuvemseMbiM 00pa3oM B COOTBETCTBMM C [AeACTBYHLWUMW HOPMaTUBHbIMU
TpeboBaHMAMM B 06/1aCTU CAHUTAPHO-3NNAEMMNOIOTMYECKOT0 6arononyyums.

26. TpaHCnNOpTMPOBKA U XpaHeHue
* XpaHWTb TECT-CUCTEMY B OPUTUHANbHOI ynakKoBKe nNpu Temnepatype 1- 40 °C.

i TeCT-CI/ICTEMy cnenyet XpaHNTb B HEBCKPbITOM ynakKoBOYHOM KOHBeEpPTE no
HenocpeacTBeHHOro MOMeHTa BbIMONTHEHNA aHann3a.

* He 3amopaxuBaTtsb.
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* W3penve mMoXeT TPaHCMOPTUPOBATLCA BCEMU BUAAMU KPbITOro TPAHCMOPTa B COOTBETCTBUN C
npasunamyM MNepeBO30K, [EeACTBYWLWMMN Ha TpaHCnopTe [aHHOro Buaa, B YNaKoBKe
npounssoauTensa npu temnepartype 1- 40 °C.

* W3genusa, TpaHCNOPTUPOBAHHbIE C HAPYLIeHNEM TEMMepaTypHOro pexxuma, NMPpUMeHeHUo He
noanexar.

27. CpOK rogHocTn MegULMHCKOTO nU3genns
Cpok rogHocTn: 24 mecsua ¢ gaTtbl U3rOTOBNEHUA.

He ncnonb3oBaTtb Nocsie UCTeHEHUA CpOoKa rogHoCTHu.

28. MapaHTuUliHbIe 06A3aTeNnbCTBA

Mpon3BoaMTENb FapaHTUpyeT CTabWUbHOCTb MEAULMHCKOrO W3AeNns [0 OKOHYaHUS CcpoKa
rOAHOCTW NPU COBMOAEHNN YCNOBWIA TPAHCMOPTUPOBAHUS, XPaHEHUS U MPUMEHEHUS, YKa3aHHbIX
B UHCTPYKLUN.

Mpou3BoAUTENb  rapaHTUpyeT  6e30MacHOCTb  MEAWULMHCKOrO0  M3feNnsi,  OTCYTCTBUE
HeAOMYyCTUMOro puUcka NPUYUHEHUS BPefa XXU3HW, 3L0POBbI Ye/lOBEKA M OKpYXaloliel cpege
npyv MCNofb30BaHUU Habopa peareHTOB MO HA3HAYEHWUH B YC/MOBUSX, MPEfYCMOTPEHHbIX
NPOVN3BOAUTENEM.

29. KoHTakKTHasa nHpopmaumnsa
MpounssoanTens:
Pannl'EH, NHkK. (RapiGEN, Inc.)

2F, 25, XyHraH-gaapo, N'yHno-cu, MeHgxu-go, 15809 Pecnybnnka Kopes
TeneoH: +82-31-427-4677, ®Pakc: +82-31-427-4678

Mo Bcem BoMpocam cnegyeT obpawaTbcAa K npeacTaBuTento npoussogutena 0OOO
«ABUBUP»:

141401, MockoBckas 06n., r. Xumku, yn. Paboyas, gom 2A, ctpoeHue 1, atax/nom. 2/7

Ten (495) 925-30-74

30. CBefleHNA 0 MapKNpPOBKe
Ha ka> oA KapTOHHOW KOopobKe yka3aHO:
HauMeHOBaHWe MpPeanpuAaATUA -  U3rOTOBUTENSA, TOBApPHbIA  3HAK  NpeanpuaTuN-
N3roToBuTeNs (Mpu ero Hanuymm), UM NoroTun;
afjpec NpeanpuATUA-U3roTOBUTENSA, TeneoH, dakc;
NOMHOe N COKpalleHHOe HaMMeHOoBaHMe Habopa;
Homep Lot (kog napTun);
CPOK rofjHOCTHK;
YCNOBUSA XPaHEHUS;
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cocTaB Habopa;

Hagnucb UNN 3HaK «TONbKO AN ANAarHOCTUKU UH BUTPO»,

HOMep pPerncTpaumMoHHOro y40CTOBEPEHUA U AaTbl PETNUCTPALUN;

3HaK TOKCMYHOCTM, arpecCMBHOCTU UAN APYTrol onacHoCcTu (MpM HeobXxoaMMoCTH).
3HaK «K0/n4ecTBO UCCNeL0BaHUN»;

3HaK «He gonyckaTb BO34eliCTBUSA CO/THEYHOIO CBeTa»,

3HaK «O6paTUTeCh K MHCTPYKLUN MO MPUMEHEHUIO»;

npv HeOBX0AMMOCTU Hagnucu: " Ana npoeccuoHanbHOro NpUMeHeHna";

3HaK unu Hagnuco: «OcTopoXXHO! O6paTUTeCh K UHCTPYKLUM NO NPUMEHEHUIO»;
3HaK «He ncnonb3oBaTb NOBTOPHO»;

3HaK «bepeyb 0T BNarun»;

3HaK «He ucnonb3oBaTb U3genne B cniyyae noBpexneHnsa ynakoBKm»

Ons npojaxu Ha TeppuTtopuu Poccuiickoit degepauum ynakoBKa MefVMUMHCKOTO W3Aenns
COMPOBOXAAeTCHA AOMO/IHUTENIbHBIM CTUKEPOM C PYCCKOSI3bIYHON MapKUPOBKOIA.

Habop peareHToB A1 MMMYHOXPOMATOrpauyeckoro BblABeHNSA
aHTureHa SARS-CoV-2 (BIOCREDIT COVID-19 Ag). Lot Ne H073009SD.
PanulEH, NHK. (RapiGEN, Inc.)
2F, 25, XyHraH-gaspo, 'yHno-cu, MNeHpxkun-go, 15809 Pecnybnunka Kopes
TenedoH: +82-31-427-4677, dakc: +82-31-427-4678

MpegctaBuTens nponssoanTend B Pd:
00O «ABuBup»
141401, MockoBckas 061., . XumKu, ya. Paboyas, 4. 2A, ¢Tp. 1, atax/nom. 2/7
Ten (495) 925-30-74
[na npodheccroHansHOro NpuMeHeHus

CocTaB Hab6opa:

1. TecToBas KacceTa (B UHAMBUAYA/IbHON YNakKoBKe U3 (hONbr1 B KOMMJIEKTE C OCYLUUTENEM) -
20 wr.;

2. Mpobupka c 6ydepom ana passegeHus bnonornyeckoro obpasya - 20 wWT.;

3. Hacagka ¢ KanenbHuuen - 20 wt;

4. THCTPYKUMA K MegULNHCKOMY U3genuio - 1wt

LOT Iyl
|
X
Py [arta peructpauuu , r
C€ v CLUA

20
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IKCHAUKAUUR CUMBO/106, HAHECEHRHBIX HA YNAKOGKY

Cumson Onncanne

N
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Hcnonw3oBath a0

Koa naprun

5] ] =

Usnenwe ang in vitro HarHoCTHKM

XpanuTb B yKa3aHHOM TeMNEpaTYpPHOM auanasone (2 — 30 °C)

X
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Conepmumoro ACCTATOMHO AN NPOBSACHHUA N-TCCTOB

HarotossTens

Jlata narotosneHua

Ocropoxro! O6paTHTECh K HHCTPYKUKH 1O NPHMEHEHHIO

3anpe'r Ha NMOBTOPHOS HCMNONLIOBAHHE
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10 B ILE

Bepeub 07 Bo3neHicTBHA CONHEUHOrO CBETA
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XpaHHTb B CYXOM MecTe

He vcnonb3osaTh H3aenue B cayuae NOBPEXACHHA YNIAKOBKH

3nak Esponefickoro coorseTcTans

O6patuTech K MHCTPYKUMH N0 NPHMEHEHNIO

@A@*
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MpowwuTo, NPOHYMepOBaHO "
CKPENJIeHO neyaTbld i y JIMCTOB.
ewwysiid =14 gupekTop

abuHosny H.M.
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