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point-of-care diagnostics

1. HASHAYEHUE

1.1. MonHoe

KOro

Habop peareHTOB «3KCNpecc-TecT ANs BbISBNEHMS aHTUreHa BMpyca rpunna
TMnoB A/B 1 aHTureHa KopoHasupyca SARS-CoV-2 MeToaoM MMMyHOXpOMa-
Torpaduyeckoro aHanusa «PAMUA-COVID-19+lpunn A/B-AHTureH» ans ama-
FHOCTUKM in Vitro, B BapuaHTax ucnonHerus» no TY 21.20.23-013-44090553-
2022, panee no Tekcty — «PAMUI-COVID-19+Tpunn A/B-AHTureH».

1.2. CocTaB MeAUUMHCKOTO U3aenusa

Habop pearenToB «PAMUA-COVID-19+Ipunn A/B-AHTUreH» Bbinyckaetcs B
wectu 6a3oBbix BapuaHTax UCNONHEHUA:

i | — Tect-kapTpumK Ansi ONpefeneHys aHTUreHa BUpYca rpunna Tnos A
o 1 B v anturena SARS-CoV-2 ¢ ocywutenem- 1 wr.
,Z_ — MnactkoBas npobupka ¢ Hacagkoi-kanensHuuei ¢ BydepHbiM
§ pactsopom (0,22 mn) — 1 wr.
c |- 30HA-TaMMNOH ~ MEAMUMHCKUA  OHOPA30BbIA,  CTEPUIbHbIN,
S PY Ne P3H 2022/18561 — 1 wr.

— MHCTpYKUMA NO npuMeHeHunio — 1 wr.
& | — Tect-kapTpumK Ansi ONpefeneHys aHTUreHa BUpYca rpunna Tnos A
o 1 B v antureHa SARS-CoV-2 ¢ ocywutenem- 20 wr.
,Z_ — (MnakoH-kanenbHuua ¢ 6ydepHbiM pactBopoMm (7,0 mn) — 1 wT.
& | — Nnactukosas npobupka ¢ Hacagkoi-kanensHuuen — 20 wr.
E | — 30HA-TAMMOH  MEOMUMHCKUIA  ONHOPA30BbINA,  CTEPUAbHBIA,
é PY Ne P3H 2022/18561 — 20 wr.

— MHCTpyKUMA NO npuMeHeHunio — 1 wr.
5 | — TecT-kapTpUmK AN ONPEAEneHHsi aHTUreHa BMPyCa rpunna Tunos A
o 1 B 1 anTureHa SARS-CoV-2 ¢ ocywmtenem— 25 wr.
+ | — MnactukoBas npobupka C HacaaKoii-kanenbHuLeh ¢ bypepHbIM
@ pactsopom (0,22 M) — 25 wr.
s | - 30HA-TaMMoH MEONLMHCKUIA 0[JHOPa30BbIi, CTEePUNbHbIN,
é PY Ne P3H 2022/18561 — 25 wr.

— MHCTpyKUMs Mo npuMeHeHunto — 1 Wwt.
g |- TecT-KapTpUaX ANS ONpeaeneHns aHTUreHa BUpyca rpunna Tunos A
o 1 B u anTureHa SARS-CoV-2 ¢ ocywmtenem— 1 wr.
+ | — MnactukoBas npobupka C HacaaKoii-kanenbHuLeh ¢ bypepHbiM
@ pactsopom (0,22 Mn) — 1 wr.
g |- 3oHabl  MeauumHckMe no  TY  9436-002-98349125-2016,
é PY Ne P3H 2018/7058 — 1 wr.

— MHCTpyKUMs Mo npuMeHeHunto — 1 wt.
o | — TecT-KapTpumx Ans ONpenenenms aHTUreHa Bupyca rpunna Tunos A
o 1 B 1 anturena SARS-CoV-2 ¢ ocywmtenem— 20 wr.
+ | — ®nakoH-kanenbHuua ¢ 6ydepHbiM pacteopom (7,0 M) — 1wt
& | — Nnactukosas npobupka ¢ Hacagkoi-kanensHuuein — 20 wr.
g |- 3oHabl  MeauumHckMe no  TY  9436-002-98349125-2016,
é PY Ne P3H 2018/7058 — 20 wr.

— MHCTpyKUMs Mo npuMeHeHunto — 1 Wwt.
s |- TecT-kapTpUMK ANS ONpeaeneHns aHTreHa Bupyca rpunna Tunos A
o 1 B n anturena SARS-CoV-2 ¢ ocywmtenem— 25 wr.
,Z_ — lMnactukoBas npobupka ¢ Hacaakoi-kanenbHuuein ¢ BydepHbiM
§ pactsopom (0,22 M) — 25 wr.
s |- 3oHabl  MeauumHckMe no  TY  9436-002-98349125-2016,
S PY N2 P3H 2018/7058 — 25 wr.

— MHCTpyKUMsS Mo npuMeHeHunto — 1 wt.

Mpumep o06o3HaueHns Habopa npu ero 3akase v B JOKYMEHTaLWUK ApYroro
ZE LR

Habop peareHTOB «3KCNpeCC-TeCT ANs BbISBNEHMS aHTUreHa BMpYca rpunna
TMnoB A/B 1 aHTureHa KopoHasupyca SARS-CoV-2 MeTogoM MMMyHOXpOMa-
Torpaduyeckoro aHanusa «PAMUA-COVID-19+lpunn A/B-AHTureH» ans ama-
FHOCTMKM in Vitro, B BapuaHTax ucnonHenus» no TY 21.20.23-013-44090553-
2022, Komnnekt N1, kop OKMA2:21.20.23.110.

1.3. HasHaueHue Habopa

Habop pearentoB «PAMWUAO-COVID-19+Ipunn A/B-AHTUreH» npeaHasHayeH
ANA KaYeCTBEHHOTO BbIBNIEHWS aHTUreHa BMpYca rpunna Tunos A/B u aHTu-
reHa KopoHasupyca SARS-CoV-2 B 6uonornyeckom matepuane (Maskax u3
POTOTNOTKM MW HOCOTNOTKM, UM CPEAHEr0/HUKHErO HOCOBBIX XOZI0B YenoBe-
Ka) MeTOIOM MMMYHOXPOMATOrpadM4ecKoro aHanMsa npu BCNOMOTaTeNbHOM
nabopaTopHOW AMarHoCTMkKM rpunna A/B 1 HOBOI KOPOHABMPYCHOM MHMEKLMM
(COVID-19).

1.4. O6nactb

Knuuuyeckas naﬁopaTopHaﬂ AMarHoCTuKa.

Habop pearentoB «PAMWI-COVID-19+Ipunn A/B-AHTUreH» ucrnonbsyetcs
ANA BbIABNE€HMA aHTUIeHa BUpyca rpunna TMnoB A/B W aHTUreHa KOpoHaBupy-
ca SARS-CoV-2 B Ma3kax 13 poTOrNOTKN UMW HOCOTNOTKM, UK CPEAHEro/HUXK-
HEero HOCOBbIX XOA0B Ye/0BEeKa B KayecTBe BCOMOraTe/ibHoM NabopaTopHoi
[AuarHocTukm rpunna A/B 1 HoBoWi kopoHasMpycHoi nHdekumumn (COVID-19).

Tonbko Ans npodeccMoHanbHOro Ucnonb3oBaHus!

p KOro

1.5.1

Hab6op pearextos «PAMUA-COVID-19+Ipunn A/B-AHTUreH» npeaHasHaveH
ANS KAYECTBEHHOTO BbISBNIEHMS aHTUIEHa BUpYCa rpunna Tunoe A/B u aHTure-
Ha kopoHaBupyca SARS-CoV-2, B TOM 4Mcie y nnL, C KIMHUYECKOM KapTUHOW
0CTpOit pecnupaTtopHoit BUpycHoit uHdekummu (OPBU) B Maskax 13 poTornoTku
WA HOCOTNIOTKM, MW CPEAHEro/HUXHEro HOCOBbIX XOA0B YenoBekKa.

MpeaHasHayeH Ans OAHOKPATHOMO NPUMEHEHMS MO HA3HAYEHMIO.

MpoTt1BONOKasaHnsa 1 NOBOYUHbIE AEHCTBUS OTCYTCTBYIOT.

MeToa NOCTaHOBKM — PYYHOM.

u npot K npi

1.6. MoTeHumansHble notTpe6uTenu

focynapcTBeHHble  MefMUMHCKME — OpraHu3aumM  MHPEKLMOHHOro
npopuns, MHOronpodunbHbIE MEAMUMHCKME —OpraHusaumu. HayuHo-
nccnenoBatenbckue yupexaeHus. luarHoctuieckue nabopatopun. Yacthoie
MeAMLMHCKIME LieHTpbl, 0611aaatolume HeobXoAUMbIM 060pyAOBaHMEM.

MpenHasHayeH Ans NPOGeCcCcUOHANbHOTO NPUMEHEHNS.

MeaunumHcKoe u3fenue NPUMEHSETCS CNeLManMCcTaMu: Bpayu, B TOM yucie
Bpay KNMHMYECKOM NabopaTopHOi AMArHOCTUKM, Bpau-MHBEKLIMOHMUCT, cpea-
HWM MEAULMHCKUIA NepCoHan, MeAULMHCKMIA NaBOPaTOPHbINA TEXHUK.

1.7. KnuHnyeckoe 3HaueHue

[punn sBNAETCH OCTPbIM AHTPOMOHO3HbIM WMHAEKLMOHHBIM 3aboneBaHu-
€M, CKNOHHBIM K GbICTPOMY, r06a/bHOMY PacrnpoCTpaHeHUio, Bbi3biBaeMbIiM
BMPYCOM rpunna Tunoe A, B 1 C, NpoTeKalowWwmM ¢ pasBuTUEM MHTOKCMKALM-
OHHOTO CMHAPOMa W MOPAXEHUEM 3MUTENUS BEPXHUX AbIXATeNbHbIX MyTei.
Bos6yautens rpunna — PHK-reHoMHbii BUpYc poaa Influenzovirus, cemeiictsa
Orthomyxoviridae. MexaHu3M nepenaun — aspo30/bHbIiA, MyTb Nepefayn —

BO3/YLIHO-KaneNbHbIA. BOCNPUUMUMBOCTL NloAe K BUPYCY SBNSETCS BbICOKOM,
0cobeHHO K HOBbIM cepoTunam [1].

MOBEPXHOCTHbIE AHTUrEHbI BUPYCa FPUMNa — reMarrioTMHUH U HeMpaMmu-
HM/Aa3a — WUrPaKOT BaXHY0 POab B HOPMMPOBAHUM MMMYHHOTO OTBETA Opra-
HW3Ma M NO3BONSIOT BbIAENUTb NOATMMbI BUpYCa rpunna Tuna A: HINT, H3N2
nap.[2].

0co6eHHOCTbI0 BUPYCOB rpUnna ABASETCH MX CMOCOBHOCTb K YacTON U3MeH-
UMBOCTM NYTEM «aHTUTEHHOTO Apeiida» (YaCTUYHON U3MEHUMBOCTM aHTUrEH-
HbIX JETEPMUHAHT) MU «aHTUTEHHOrO WKdTa» (NoNHOe 3aMmelleHne GparmeH-
Ta reHoMa, KOAMPYIOLLEro CUHTE3 reMarrioTUHUHA MNW HeMpaMMHIUAA3bI), Y4TO
06yCnoBNNBAET Pa3BUTUE M HEMPEACKa3yeMOCTb 3nMaemMuii [3].

BbloenstoT nerkuii, CpefHeTsHKeNbIA U TSXKENbIA BapUaHTbl TEYEHUS TpUM-
na. WHoraa Teyenne 3aboneBaHWs NpuoBpeTaeT OCNOXKHEHHblE (OPMbI.
KnuHuyeckas kapTHa XapaKTepusyeTcs pasBUTUEM MHTOKCMKALMOHHOTO (n-
XopajkKa, 03H06, 061as cnabocTb, ronoBHas 6oNb, FONOBOKPYXEHUE, MAANTUN
1 apTpanrum) u KatapanbHoro (CyxocTb, NepLueHue B rope, 6onesHeHHOCTb B

1.4. Mnactukosas npo-
6u1pKa C Hacaakoii-Ka-
nenbHULen

lMnactukoBas Npobupka ¢ HacaaKoi-Kanesnb-
HULER ANS NOrpYXeHWs 30HA-TaMMOHa CTe-
pUAbHOTO Nocne B3sTHs Guomatepuana

1.5. 30HA-TaMnNoH Meaun-
LMHCKUI 0AHOPa30BbIi,
CTepUNbHbIN,

30HA-TaMMOH MEAMLMHCKMIA OAHOPA30BbIi,
CTEepUbHbIN, BapUaHT UcnonHeHus: Tun A-04,
PY N2 P3H 2022/18561, (npoussoauTens

PY N2 P3H 2022/18561 «Li3sHcy XaHXeH Meaukan TexHonomku
Ko., lta» Kutait (Jiangsu HanHeng Medical

Technology Co., Ltd))

3oHabl MeauMumHckMe no TY 9436-002-
98349125-2016, BapuaHT  MCMOJHEHUS:
1. 30HA T™MN A yHuBepcanbHblii: TMR A3
(PY N2 P3H 2018/7058, (npoussoantens 000
«MeanumHCK1e u3nenms»)

1.6. 30HAbI MEAWLMH-
ckue no TY 9436-002-
98349125-2016,

PY N2 P3H 2018/7058

HOCOINOTKE, 3a/I0KEHHOCTb HOCA, CKYAHbIE CIU3UCTbIE, CEPO3Hble
13 HOCa, CyXO Kallenb) CUHAPOMOB.

KnnHuyeckyto 3Ha4nMMoCTb Ans Yenoseka MmetoT Tnbl A (noatunel HINT u
H3N2) n B. Bupyc rpunna tuna A obnapaet Hanbonee BblpaeHHbIMU BUPY-
NIEHTHbBIMU CBOWMCTBAMU U CKIOHEH K 3NMAEMUYECKOMY PacnpocTpaHeHuio [4].

BbisiBNeHMe aHTMreHOB BUpYyCa NOCPEACTBOM 3KCMPecc-TecTMpoBaHus obe-
cneuunsaet nposeneHve auddepeHLManbHOM AUMAarHOCTUKM FpUnna ¢ ApyrumMu
OCTpbIMM PeCnMpaToOpHbIMU BUPYCHbIMM MHdeKumuamm (OPBU), B yacTHocTH — ¢
HOBOW KOpPOHaBMpYCHOM nHdekuueit (COVID-19), nossonset onpenenuts Tun
BO36YAMTENS, @ TAKXKE HA3HAUMTb KOPPEKTHYIO STUOTPOMHYK Tepanuio.

COVID-19 — noteHuManbHO Tsbkénas ocCTpas pecnupaTopHast MHdeKuus,
Bbi3biBaeMas KopoHasupycom SARS-CoV-2. MMpenctasnsieT coboil onacHoe
3aboneBaHue, KOTOpoe MOXET npoTekaTb kak B ¢popme OPBW, Tak 1 B 6onee
TsHKENOI hopMme.

Mepsas Bcrblwka COVID-19 npousowna B ropoae YxaHb (MPOBUHLMS
Xy63i1) Kutaiickoit HapoaHoit Pecnybnuku B koHue 2019 roaa. Bosbyautento
6b110 AaHO BpeMeHHOe HasBaHue 2019-nCoV.

BcemupHas opranusaumsa 3apasooxparenus 11 dgespans 2020 r. npucson-
na oduuManbHoe HasBaHWe WHEKLMM, BbI3BAHHOW HOBbIM KOPOHABMPYCOM,
— COVID-19 («Coronavirus disease 2019»). MexayHapoAaHblii KOMUTET No
TakcoHoMmuu Bupycos 11 despans 2020 r. npucsonn opuumManbHoe HasBaHue
B036yauTenio nudekummn — SARS-CoV-2.

MosiBnenne COVID-19 noctaBuno nepes cneuManucTamu 34paBoOXpaHe-
HUS 33[a4M, CBSI3aHHble C BGbICTPOM AMArHOCTUKOM M OKa3aHMeM MeAMLMH-
CKO moMoly 6ONbHBIM. M3BECTHbI Cnefyiolme KAMHUYECKMEe BapuaHThbl
COVID-19: OPBM (nopaxxeHue ToNbKO BEPXHUX OTAENOB AbIXaTebHbIX NyTeil);
MHEBMOHMS 63 AblXaTeNbHOW HEeA0CTaTOYHOCTM; OCTPbIi PecrnupaTopHblit
[AMCTPECC-CMHAPOM (MHEBMOHMA C OCTPOW AbIXaTeNbHOM Hea0CTaTOuHOCTbIO);
cencuc, centuyeckui Wwok; ABC-cuHApoM, TpoMB03bl M TPOMBOIMBONMM.

Mepenaya MHMEKUMM OCYLIECTBNSETCA BO3AYLWHO-KANeNbHbIM, BO3AYWHO
— MbINEBbIM M KOHTAKTHbIM MyTaMu. Bepywmm nytem nepepaun SARS-CoV-2
ABNSETCS BO3AYLIHO-KaNe/bHbIA, KOTOPbINA peanusyeTcs Npyu Kalune, YuxaHumn
W pasroBope Ha 6aM3KoM (MeHee 2 MeTpOB) paccTOSHMM. KOHTaKTHbINA NyTb
nepeaayn OCyLECTBASETCS MPU PYKONOXATUSX M APYrMX BMAAX Hemocpes-
CTBEHHOTO KOHTakTa C MHOULMPOBAHHBIM YeNOBEKOM, @ TakKe Yepes nulie-
Bble MPOAYKTbI, MOBEPXHOCTU U NpPEAMETbI, KOHTAMUHUPOBAHHbIE BMPYCOM.
W3BecTHO, 4TO NpK KOMHaTHOI TeMnepaType SARS-CoV-2 cnocobeH coxpaHsiTb
XM3HECNOCOBHOCTb Ha Pa3NIMUHbIX 06bEKTaX OKPYXaloLlei Cpeabl B TeyeHue
3 cyTok [5].

1.8. UHdopmaums o crepunbHOCTH

W3pnenne nmeeT cTepuNbHbI KOMMNOHEHT — «30HA-TaMMNOH MeAULMHCKUIA
0[lHOPa30Bblii, cTepunbHbiit, PY N2 P3H 2022/18561» unu «30HAbI MEAULMH-
ckue no TY 9436-002-98349125-2016, PY N2 P3H 2018/7058» B cnyvae

HapyweHusa CTEpMﬂbHOFI YNakoBKWU 30HA-TAMMOH HEe NOANEXWUT UCNoNb30Ba-
HUIO.

1.9. OnucaHne M3MepUTENbHBIX XapaKTEPUCTUK U MPOrpaMMHOro
obecneuenus

He npumenumo.
Hab6op pearenTos «PAMNUA-COVID-19+Ipunn A/B-AHTUreH» He aBTOMaTU3U-
POBaH U1 He COAEPXMT NPOrpaMMHOro obecneyeHus.

1.10. MonynauuoHHbIe, AeMorpaduueckue acnekTbl IPUMEHEHUS
MEeIMLMHCKOTO usaenus

MpenHasHayeH ans obcnenoBaHMs BCex rpynn Hacenexus 6es rpagaumm no
nemorpaduyeckoMy Unu nonynsiLUMOHHOMY NPU3HaKY.

1.11. Knacc

W3penve npuMeHsieTcs Ans BCOMOraTeNbHOM AMArHOCTUKM in Vitro.

Kopn O61Lepoccuitckoro knaccupukatopa npoayKLMmM No BUAAM SKOHOMUYeE-
ckoit aestenbHoctv OKMA2 — 21.20.23.110.

Knacc noTeHuManbHoro pucka NpUMEHeHUs MeaULMHCKOTO U3aenus B Co-
OTBETCTBMM C HOMEHKNaTypHO knaccudukaumeit (no Mpukasy MuHsapasa
Poccum ot 06.06.2012 N 4H) — 3.

Bua mepuumHckoro uspenus — 375010 «SARS Kopowasupyc 2/Bupyc
rpunna A/B aHtureHsl MBI, Habop, uMMyHOXxpomaTorpaduyeckuii aHanus,
3KCMpecc-aHanus».

1.12. Pucku np

Puckn npumeHenus Habopa pearentos «PAMKA-COVID-19+Ipunn A/B-
AHTUreH» npoaHanusupoBaHbl B cootBeTcTBum ¢ FOCT ISO 14971-2021.

Bce pucku, CBSI3aHHblE C U1 , C no np 0r0 YPOBHS C
NOMOLLbIO Mep YNpaBneHus puckamu. B 061actu HeLoNycTMMON 30Hbl PUCKK
He BbIfB/IEHbI.

Monb3a Ans naumeHTta Habopa peareHtoB «PAMMA-COVID-19+Mpunn A/B-
AHTUreH» NpeBanupyeT Haj pUckaMu ANs NauueHTa, NPOM3BOASLLErO M IKC-
nnyaTMpyloLero nepcoHana, TPeTbMX NULL U OKpyXatoLlei cpeapl. MonHbii
OCTaTOYHbIM PUCK SBNSETCS AONYCTUMBIM.

2. XAPAKTEPUCTUKA MEOULMHCKOIO U3AENUSA

KOro

Koro

Tabnuua 1

HanmeHoBaHWe
nokasarens

MapameTpbl U XapaKTepuCTUKK

1 2

1. BHewHuit sua

1.1. TecT-KapTpUmxX Ans
onpeseneHus aHTureHa

MNacTUKoBbIA  KOHTEMHEp  MPSAMOYronbHOM
hopMbI C ABYMSi OTBEPCTUSMM, B KOTOPbII NO-

2. TexHuuecKkue xapaKTepucTUKm

2.1. pH 6ydepHoro pac-
TBOpa ANS pa3BeneHus
06pa3LoB, B npesenax

8,8-9,2

2.2. BpeMs fOCTUXeEHUS 6-8
YCTORUMBbIX BU3YaNbHbIX
pesynLTaToB, MUH

2.3. OTpuuaTenbHblit
KOHTpO/b

MosiBNeHue ToNbKO KOHTpOﬂbHOﬂ nonocsl «C»

2.4. TlonoxuTenbHblit [osiBNeHMe 4YeTbipex MONOC: KOHTPObHO

KOHTPONb nonockl «C» 1 TECTOBbIX MONOC: <<A>>, «B» 1 «S»
2.5. AHanuTuyeckas MwuHUManbHas  [OCTOBEPHO — onpeaensemas
YYBCTBUTENLHOCTb (MOPOr | KOHLEHTPauMs  PeKOMBMHAHTHOTO  HyKneo-

KancugHoro aHtureHa SARS-CoV-2 B 6uono-
rnyeckom Matepuane 0,02 Hr/mn; pekombu-
HaHTHOTO HYK/NIEONpoTenHa BUpyca rpunna A B
6uonornyeckom matepuane 10,0 Hr/Mn; pekom-
61HAHTHOTO HyK/NIeonpoTenHa BUpyca rpunna B
B Guonornyeckom Matepuane 10,0 Hr/mn

06HapyxeHus)

2.6. AHanutnueckas
cneunduUyHOCTb

lMpn TectpoBaHMM 06pa3LIOB, COAEPXKALLINX
aHTUreHbl  PeCcnMPaTOPHO-CUHLMTUANBHOTO
BUpYyca, BUpycoB naparpunna 1,2, 3 u 4 tu-
noB, PUHOBMpYCa, aaeHoBMPYCcoB rpynn B, Cu
E, yenoseueckoro MeTanHeBMoBMpyca, 6oka-
Bupyca, MERS-CoV, SARS-CoV, nepekpéctHas
PeaKTUBHOCTb OTCYTCTBYET.

2.7. Bocnpoussoaumocts | 100%

21.H ™ma "

P PY. He B T

— TaliMep UnKn CekyHaoMep;
— WHOMBMAYaNbHblE CPEACTBA 3alMTbl, NPEAYCMOTPEHHbIE PErNIAMEHTOM Me-
AMLMHCKOTO YYpeXaeHns.

2.2. CocraB

KOro

Tabnuua 2

HanmeHoBaHWe Cocras

KOMMOHEeHTa

TecT-KapTpuoXK Ans
onpeseneHus aHT1-
reHa BMpyca rpunna
TMNoB A n B v aHTu-
reHa SARS-CoV-2 ¢
ocywuTtenem

KoHbloratHas MeMbpaHa C HaHeCeHHbIM Ha Hee
KOHBIOTAaTOM KOJIIOMIHOMO 30/10Ta C MOHOKJIO-
Ha/bHbIMU MbIWMHBIMM AHTUTENAMM K aHTUreHy
BMpyca rpunna TMnos A u B 1 KOpoHaBupycy
SARS-CoV-2 B8 KonuuecTse 1 MK//MM

HutpouennionosHaa MeMbpaHa C HaHECeHHbIMU
Ha Hee MbIWWHBLIMM MOHOK/IOHANbHBIMU aHTUTe-
NaMu K HyKNenpoTenHy Bupyca rpunna A B kaue-
CTBE TECTOBO/ MOAOChI «A», HYKNENpPOTEUHY BU-
pyca rpunna B B kauecTBe TeCTOBOW Nonochl «B»
M HyKnenpoTeuHy KopoHasupyca SARS-CoV-2
B KayecTBe TECTOBO/ MOJOCHI «S» B KonMyecTBe
1 MI/MN 1 HaHECEeHHbIMM Ha Hee KPOMYbUMM aH-
TUKYPUHBIMM aHTUTENaMN B Konuyectse 1 Mr/mn,
B Ka4yecTBe KOHTPONbHOM MOMOChI

BydepHbiit pactBop JuctunnuposaHHas Boga fo 1 n, xnopwua HaTpus
— 8,8 r/n, Tpuc (ruapokcumeTun) — 7,9 r/n, asup,

Hatpus — 0,5 r/n, NP-40 — 10,0 r/n

2.3. Undop o B
cpeacTsa, Ma

KOM
0 1 (unum)

neKapCcTBeHHOro
KOro NpoUcXoXxaeHus

B coctaB Habopa pearentoB «PAMMA-COVID-19+[punn A/B-AHTUrEeH» He
BXO/ST IeKapCTBEHHbIE Npenapathbl U hapMaLeBTUYeCckue CyGCTaHLMM.

TecT-KapTpuUAX ANs ONMpefeneHus aHTUreHa Bupyca rpunna Tunoe A u B
1 aHTMreHa SARS-CoV-2 copepxuT KOHbIOraTHyl0 MeMBpaHy C HaHeCeHHbIM
Ha Hee KOHbIOraToM KOJIIOMAHOIO 30/10Ta C MOHOK/IOHA/bHBIMUA MbILIMHbBIMM
aHTUTeNaMM K aHTMreHy Bupyca rpunna tunos A u B u kopoHasupycy SARS-
CoV-2 1 HUTpOLEeNNONO3HY MeMBpaHy C HaHECeHHbIMU Ha Hee MbILUKMHBIMU
MOHOK/IOHa/IbHbIMU aHTUTENaMM K HyKnenpoTeuHy Bupyca rpunna A u B u
HyknenpoTtenHy KopoHaeupyca SARS-CoV-2 B kayecTBe TECTOBbIX MOnoc, U
HaHEeCEeHHbIMU Ha Hee KPOMMYbMMU aHTUKYPUHBIMU aHTUTENaMK B KauecTse
KOHTPO/IbHOM NONOCbI.

3. AHAIMTUYECKUE N DUATHOCTUYECKUE XAPAKTEPUCTUKU
3.1. AHanuTHyeckas cneundUUHOCTL

3.1.1. UntepdepeHuus

Mo paaHHBIM UcCnenoBaHuiA, MHTEphEpPUpYIOLLME BELLeCTBa OKCMMETa30NMH,
6ynecoHnn, GnyHU30NMA, AeKCaMeTa3oH, MyNMPOLIMH, 3aHaMUBUP, MYLMH He
0Ka3blBaKT HEraTUBHOTO BNIUSHMSA Ha BbINONHEHME TecTa.

BMpYCa rpunna TMnos A MelLleHa TecT — nosocka Tabnuua 3
1 B v anTureHa SARS-
CoV-2 c ocywuTenem Nen/n | CybcraHums KoHueHTpaums
1.2. ®nakoH-kanenbHuua | MnactukoBbIii bnakoH-KanenbHuua, copep- 1 OkcnmetasonmH 0,6 Mr/mn
c BydepHbIM pacTBOpOM xawmin 7,0 mn 6ydepHoro pacteopa (ona-
ybep p P u ybep p pa 2 Byneconua 200 MKr/mMn
NecuMpyIOLLAs XMAKOCTb OT NPO3PAYHOro 0
enToBaToro ugeTa, 6e3 3anaxa) 3 OnyHusonua, 6,8 Hr/MA
1.3. MnactukoBas npo- MnactukoBas npobupka ¢ HacafKoii-kanenb- 4 [JekcameTasoH 0,8 mr/mn
6upKa ¢ HacaaKou- Huuei, conepxatuas 0,22 mn 6ydepHoro pac-
KanenbHuLei ¢ bydep- TBOpa (onanecumpyioLias XuaKoCTb OT npo- 5 MynupoumH 12 mr/mn
HbIM PacTBOPOM 3payYHOro [0 XEeNToBaToro LuseTa, 6e3 3anaxa) 6 3aHamuBup 282 Hr/Mn
[N NOTPYXXeHUst 30HA-TaMMOHa CTePUNBbHOTO
nocne B3sTus 6Guomatepuana 7 Myumn 5 mMr/mMn

Bepcus 1.1



3.1.2. MepekpécTHas peakTUBHOCTb

Mpu TecTMpoBaHMM 06Pa3sLOB, COAEPXKALNX aHTUrEHbI PECTIMPATOPHO-CUH-
UMTUaNbHOTO BUpYCa, BUpYca naparpunna 1,2, 3 u 4 Tunos, puHoBMpyca, ane-
HoBupyca rpynn B, C 1 E, yenoBeyeckoro MeTanHeBMoBMpyca, 6okaBupyca,
MERS-CoV, SARS-CoV nepekpéctHas peakTMBHOCTb OTCYTCTBYET.

3.2. AHanuTu4ecKas YyBCTBUTENLHOCTL

MuHuManbHas AOCTOBEPHO onpeaensemMas KOHUeHTpauusa peKOMéMHaHT*
HOro HykneokancuaHoro aHtureHa SARS-CoV-2 B 6uonoruyeckom matepuane
0,02 Hr/mMn; peKOMBMHAHTHOrO HykNeonpoTenMHa Bupyca rpunna A B 6uonoru-
yeckom matepuane 10,0 Hr/mMn; peKOMBMHAHTHOrO HyKneonpoTenHa BUpyca
rpunna B B 6uonoruyeckom matepuane 10,0 Hr/mn.

3.3. MNosTopsieMocTb
MoBTOPSIEMOCTb pe3yNnbTaToB BHYTPU OAHOI cepum coctaBuna 100%.

3.4. Bpems npoBeneHus aHanmsa
BpeMsi oCTIdKEHNS YCTOMUMBBIX NOKa3aTenei 6-8 MUHYT.

3.5. 06bem uccnepyemoro o6pasua

MuHUManbHbIM 06beM o06pasua, HeobxoanMblit Ans nposeaeHus «PAMULI-
COVID-19+Ipunn A/B-AHTUreH» — Ma3oK M3 pOTOINOTKM UAM HOCOTNOTKM, UK
cpeAHero/HUXXHero HoCoBbIX X00B B 06beMe bydepa 200 Mk,

3.6. OmarHocTMuecKkue XapaKTepucTMKu

[na noaTBepXAEHUS AMArHOCTUYECKMX XapaKTepucTWK Gbin mccnenoBaH
464 6uonornyeckux 06pasua, B3STbIX CO CAM3UCTON 0BONOYKM POTOFIOTKM,
HOCOINOTKM M CPeiHEro/HKHEro HOCOBbIX XOA0B YenoBeka. o pesynstatam
NPOBEAEHHBIX WCMbITAaHUI YYBCTBUTENbHOCTb M creumduyHoct «PAMMI-
COVID-19+lpunn A/B-AHTUreH» COCTaBASET:

Ananut [unarHocTuyeckas 4yBCTBU- [JuarHoctuyeckas cneumn-
TENbHOCTb C [l0BEpUTENb-| PUYHOCTb C AOBEPUTENBHO

HOi BEPOATHOCTbIO 95% BEpOATHOCTbIO 95%

AHTUreH SARS-
CoV-2

100% (95% [IM1 96,5%-
100%)

100% (95% [V 98,8%-
100%)

AHTUrEH BUpY-
carpunna A

100% (95% [IM1 96,5%-
100%)

100% (95% MM 98,8%-
100%)

AHTUrEH BUPY-
carpunna B

100% (95% [IM1 96,5%-
100%)

100% (95% [ 98,8%-
100%)

(epHbIM pacTBOpPOM.

6. Cnerka ©kuMMas NpoBMPKY, BPALLATENbHBIMMA [ABUXEHUSMU U3BNEYb
30H/-TaMMOH, CTapasicb MakCMManbHO €ro OTKaTb O CTEHKM NPOBUPKM.

7. YTUnu3npoBaTth 30HA-TaMMOH C CobtofeHueM Mep Guonoruyeckoin 6eso-
nacHoCTu.

8. TNNOTHO 3aKPbITb NNACTUKOBYIO NPOBUPKY HacaAKoM-KanenbHULEeN 1 nocTe-
NEeHHO, He 10NycKas NepenuBaHms, BHECTU MO KannsM BCe coaepxumoe (Ho
He Gonee 6 Kanenb) B OKHO 419 BHECEHWsi 06pa3La (@) TecT-kapTpuaxa.

9. 3aceyb Bpems. [lo nonyyeHus pesynbraTta TeCT-KapTPUAXK AO/KEH Haxo-
QMTHCS B MOKOE — ero He CNefyeT nepesuraTh, NepeBopayunBaTh 1 T.A.

10. Bu3yanbHO OLEHUTb pe3ynbTaT peakumumn Yyepes 6-8 MUHYT.

5.3. UnTepnpetaums pesynstaTtos

OTpuuaTeNbHBIN pesynLTaT:

7. TPAHCNOPTUPOBAHMUE U XPAHEHUE

Hab6op peareHto «PAMWA-COVID-19+punn A/B-AHTUreH» BOMKEH Xpa-
HUTbCS B TEYEHWe BCEro CPOKa roAHOCTU B yNakoBKe MPOM3BOAMTENS, B 3a-
KPbITbIX MOMELLEHUAX B CYXOM NPOXNaZHOM MecTe npyu Temnepartype oT + 2°C
A0 + 30°C u BnaxxHocTn He 6onee 60 %. He ponyckatotcs peskue KonebaHus
OTHOCUTENbHOI BAXHOCTY BO3AyXa 4 TeMMepaTypbl B noMelleHun. U3nenus,
XPaHWBLUMECS C HapyLIEHUEM PerNaMeHTUPOBAHHOIO PeXMUMa, NPUMEHEHUID
He noanexar.

TecT-kapTpUAXK U3 NOBPEXAEHHOM YNaKoBKN HE NPUTrOAEeH ANs NPOBeAeHNS
aHanmsa.

Mocne BCKpbITUS GONBrMPOBAHHOM YNAaKoBKM HEMCMONb3OBAHHbIE TECT-Kap-
TPUAXM LONYCKAeTCs XpaHUTL Npy Temnepatype ot + 18°C no + 25°C He 60-
nee 3 yacoB. bydepHblit pacTBop Ans passeaeHns obpasua nocne BCKPbITUS
NNacTMKoBOM NPOBMpKM C HacaaKoii-KanenbHULei ¢ bypepHbIM pacTBOpoM
(Komnnekt N2 1, 3, 4, 6) xpaHeHWio He NOANeXuT. bydepHblit pactBop Ans

0

MosiBNeHMe B TECTOBOM OKHE TO/IbKO KOHTPO/IbHOM Moochl «C».
OkpalumBaH1e TeCTOBOM NONOChI «S», A» UK «B» He NPOMCXOAUT.

MonoxuTenbHblii pesynbrar:

¢O [|*O [[¢O [[¢O |0

MosiBNeH1e B TECTOBOM OKHE ABYX UM TPeX OKPaLUeHHbIX NON0C: KOH-
TPONbHOM NoNocbl «C» M TECTOBOW NONOCHI «S», «A» Uan «Bx.

o

@ >

-

HepelicteutensHblii pesynstar:

4. MEPbI NPEOOCTOPOXHOCTU

1. BHMMaTeNbHO 03HAKOMbTECH C WMHCTPYKLMeW nepen MCNonb3oBaHUEM U
CTPOro KOHTPONMPYIATE BpeMs peakLmuu.

2. Bbeperute oT Bnaru, He OTKpbIBaiiTe ynakoBKy TeCT-KapTpuaxa, noka obpas-
Ubl ANS TECTUPOBaHUs He ByayT roToBbl. He NpoBoANTE TeCTMPOBaHME, eC/n
yNaKkoBKa TeCT-KapTpuXa MOBPEXAEHa WM TecToBas KacceTa SiBNAeTCs
BNIAXHOM.

3. Wcnonb3yiite Habop peareHTOB B TEYEHME CPOKA FOAHOCTU.

4. MNepen “cnonb3oBaHKe OBEAMUTE BCE peareHTbl M 06pasLbl 4O KOMHATHOM
Temneparypbl.

5. He 3aMeHsiiTe KOMNOHEHTbI HABOPa KOMMNOHEHTaMK ApYrux Habopos.

6. Habop peareHTOB [JOMKEH XPaHUTLCS B CTPOrOM COOTBETCTBUM C YCIIOBUSI-
MU, YKa3aHHbIMM B AAHHOM MHCTPYKLIMM.

7. MeToppl M pe3ynbTaThl TECTUPOBAHMSA LOMKHbI UHTEPNPETUPOBATLCS B CTPO-
rOM COOTBETCTBUM C AAHHOM UHCTPYKLMEN.

5. MPOLIEAYPA AHAJIU3A

,ﬂl‘lﬂ npoBeaeHusa aHannsa UCnonb3yrT oﬁpaaeu — Ma30K U3 pOTOrnoTKU Unn
HOCOIMOTKU, Unu CPEIJ,HEI'O/HM)KHEI’O HOCOBbIX XO40B YenoBeka.

HEI'IOCDEJJCTBEHHO nepen uccneaoBaHMeM nNauMeHTy He pekoMeHayetcs
NpOMbIBaTb NOJIOCTb pTa U HOCA, MCMOJIb30BATb Ha3a/ibHble Kanau u cnpem.am
AencTeus MOTyT NOBNUATbL HA pe3ynbTaTbl UCCNEA0BAHUSA.

B npouecce B3sTMA 06pasLoB cneayeT cobmoaatb TEXHUKY Ge3onacHocTn
npu paGoTe ¢ GUONOTMYECKMMU MaTepUanamMu 1 UCMoNb30BaTh CPEACTBA MH-
nmemuyaanoﬁ 3aWMTbl B COOTBETCTBUU C NPUHATBIMU B MeAULMHCKON opra-
Hu3auumn npoueaypamu. Mpu cnyyaitHoM KoHTakTe ¢ 06pasyom Heobxoaumo
CBOEBPEMEHHO Npou3BecTr 06paboTKy KOXM WMAM CAM3UCTBIX-TLIATENBHO
BbIMbITb PYKW C MbIIOM NOJ NPOTOYHOI BOAOI B TeyeHue He MeHee 40-60
CeKyHA,.

5.1. Texuuka B3sTUA GMOoMaTepuana ans nposeanenus «PAMUA-COVID-

19+Ipunn A/B-AHTuren»:

— TexHuKa B3ATUS Ma3Ka CO C/IM3UCTOI 0BONIOYKM HOCOTNOTKM: MEANEHHbIM,
NerkuM [BKEHUEM BBECTM CTEPUNbHBINA 30HA-TAaMNOH ANs B3sTUS BUOMa-
Tepuana no HapyXXHO CTEeHKe MONOCTU HOCa Ha MYBUHY 2-3 CM 10 HUXKHE
HOCOBO/ PakOBMHbI. 3aTeM, Clierka OnyCcTMB 30HA-TaMMOH KHU3Y, BBECTU €ro
B HWXXHUI1 HOCOBOI X0/ MO/, HIKHIOKO HOCOBYIO PaKOBMHY 10 3aiHEl CTEHKM
HOCOINOTKM, OCYLLECTBUTbL BPaLLaTebHbie ABMKEHMS W YAANUTL ero BAONbL
HapYXXHO/ CTEHKM NONOCTH HoCa.

— TexHuKa B3TUSA Ma3Ka CO C/IM3UCTON OBOJIOUKM POTOINOTKU: MELIEHHbIM,
NEerknuM [IBUKEHUEM BBECTM CTEPUNbHBINA 30HA-TaMNOH ANs B3aTUS BUOMa-
Tepuana B MoiocTb PTa, He Kacasncb e€ CTEHOK W A3bIKa. 3aTeM, OCyLLeCTBAAS
BpaluaTenbHble ABMUKEHMS, B3STb Ma30K C NOBEPXHOCTM 0GEUX MUHOANMH,
HEeBHbIX lyXeK, 3a[Hel CTeHKM POTOMMOTKM. YAaNUTb 30HA-TaMIMOH, He Kaca-
SCb A3bIKA, CTEHOK NOMOCTU PTa U 3y6OB.

— TexHuKa B3ATMS Ma3Ka CO C/IM3UCTON 060/104KM NONOCTU HOCA: MEATIEHHDIM,
NerkuM [ABUKEHUEM BBECTU HAKOHEYHMK CTEPUbHOTO 30HA-TaMMOHA B
HO34pH napannenbHo HEBY Ha rybuHy He Gonee 2-3 CM M caenath He-
CKONbKO BPaLLATeNbHbIX ABWXEHNI, 4TOObI COBpaTh MaTepuan co CU3UCTOM
0607104KM HOCa. MCnonb3ys 3TOT Xe 30HA-TaMMOH, NOBTOPUTL Npoueaypy
NS LpYroii Ho3apu.

Morpy3uTb 30HA-TaMNOH ANS B3STUA 6MOMaTepuUana C Nony4eHHbIM 06pas-
UOM B MpoBUpKy ¢ ByhepHbIM PacTBOPOM M BPaLUATENbHBIMM ABUXKEHUSAMU
TwarenbHo (o1 10 po 20 pas) nepemeluats 6uonornyeckuii obpasew, ¢ ydep-
HbIM PaCcTBOPOM.

YAanuTb 30HA-TaMMOH W3 NPOBUPKM, OCTOPOXKHO NPUXKMUMAs €ro ronoBKy K
CTEHKaM NpOoBMPKNM. YTUAU3MPOBATb 30HA-TAMMOH C cobntofeHneM Mep 6Guo-
NOTMYeckoit 6e3onacHoCTy.

XpaHeHue 06pa3LoB HeaoMyCTUMO.

5.2. Mpouenypa npoBeaeHus Tecta

1. Mepepn ncnonb3oBaHWeM Bce KOMMNOHEHTbI Habopa A0BECTM A0 KOMHATHOM
Temnepatypbl (18°C — 25°C) ¢ yyeToM nnaHMpyemoro Konuyectsa nocra-
HOBOK.

V13Bneyb TecT-kapTpuaK M3 ynakoBKM M MOMECTUTb Ha CyXyl POBHYK ro-

PV30HTa/bHYI0 NOBEPXHOCTb OTBEPCTUAMM BBEPX. BCKPbITBIM TECT-KapTPHAXK

MCNONb30BaTh B TEYEHWUE 3 YACOB, HE XPAHUTb B OTKPLITOM BUAE.

BHectu 8 kanenb (npumepHo 220-250 mkn) 6ydepHoro pactsopa 13 ¢na-

KOHa-KanenbHULbl B MIACTUKOBYIO MPOGMPKY C HacaAKo-KanenbHuLen

(Komnnekt N2 2, 5).

— [Ing KOMNNeKTauuii, Coaepxalmx NNacTMKoBylo Npo6MpKy C Hacaa-
KOM-kanenbHuLei ¢ 6ydepHbIM pacTBOPOM — BCKPbITb NPOBUPKY, NOTS-
HYB A3bI4OK aNOMUHKMEBOI KpbIlKK BBEPX (KoMnnekTbl N2 1, 3, 4, 6).

lMpoBecTu npoueaypy B3ATMS Maska M3 POTOFNOTKM MUAM HOCOFNOTKM, MK

CpeAHero/HUXKHero HoCoBbIX XOA0B YeNoBeka Mo BbILLEONUCaHHOi TexHuke

B3aTMA Guomatepuana ans nposepenus «PAMMUO-COVID-19+Mpunn A/B-

AnTuren» (n.5.1.).

. MorpysuTb 30HA-TaMMOH ANs B3ATMS GUOMaTepuana C nonyyeHHbIM obpas-

LOM B NpobupKy ¢ bydepHbIM PacTBOPOM M BPALLATENbHBIMU ABUXKEHUSMM
TwarensHo (ot 10 po 20 pas) nepemelwats Guonornyeckuit obpased, ¢ by-
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B TeCTOBOM OKHe KOHTPO/bHaA nonoca «C» He MosSBASETCS HE3aBUCUMO OT
HanMuMa TECTOBOM NONOCHI «S», «A» u/unu «Bx.

BHuMaHue! ViHTepnpeTaums pe3ynbTaTos A0/mKHa NPOBOAUTLCS B TeUeHWe 6-8
MWH OT Hayana NpoBefeHus TecTa, Ho He no3aHee 15 MuUHyT. MHTepnpeTaums
pe3ynbTaToB No ucTeyeHnn 15 MUHYT HepgonycTuma.

* Wntepnpetauus OTpuuaTeNnbHOro pesynbrara:

MosiBNeHMe B TeCTOBOM OKHE TONMbKO ~KOHTPOMbHOW Nonochl  «C».
OkpalluMBaH1e TeCTOBOM NOMOChI «S», «A» UK «B» He NPOMCXOAMT.

OTpuLATENbHbIN PE3YNbTaT aHaNM3a YKa3blBAET HA OTCYTCTBUE AHTUrEHA BU-
pyca rpunna tMnos A u B 1 aHTureHa kopoHasupyca SARS-CoV-2 B uccneaye-
MOM 06pasLie B npefenax YyBCTBUTENbHOCTM TecTa.

OTpuUaTenbHblil pesynbTaT TecTa He MCKKYaeT BO3MOXHOCTM 3apaxeHus
BMPYCOM rpunna uau kopoHasupycom SARS-CoV-2. Ecnu pesynbtaT TecTa
OTpULATENbHBIA, @ KNMHUYECKMEe CUMMTOMbI COXPaHSOTCS, ClefyeT NpoBecTH
NOBTOPHOE TecTMposaHue. pyu HeobxoaMMOCTU cneayeT MpoBecTU Aonon-
HUTENIbHOE TECTUPOBAHWE C MCMO/b30BAHMEM APYrUX NabopaTopHbIX M/mnn
MHCTPYMEHTa/IbHbIX METOA0B.

* Wntepnpetauus MonoxutenbHoro pesynbrara:

[NosiBNeHme B TECTOBOM OKHE BYX UM TPEX OKpaLLIEHHbIX NONIOC: KOHTPONIbHOM
nonocsl «C» 1 TeCTOBO# MONOChI «S», «A» UK «Bx». IHTEHCMBHOCTb OKpacKu Te-
CTOBO MONOCHI MOXET BapbupoBaThbCs. JIoByto CTeneHb MHTEHCUBHOCTM OKPACKM
TECTOBO# MONMOCI CIEAYET PACLLEHUBATb, Kak NONOXMUTENbHbIM Pe3yNbTat.

OpHa nonoca 0653aTeNbHO A0MKHA HAXOAUTLCS B KOHTPONbHOM 30He (C),
Apyras/apyrue — B TecToBbIx 30Hax (S), (A) uam (B).

— OKpaluMBaHue TECTOBOM NONOChI «S» — CBUAETENLCTBYET O HANMUMM aHTUre-

Ha kopoHaBupyca SARS-CoV-2 B uccnenyemom obpasue;

— OKpaluMBaHue TeCTOBOM NONOChI «A» — CBUAETENLCTBYET O HaNMUMK aHTU-
reHa BMpyca rpunna TMna A B uccnesyemMom obpasue;

— OkpalumBaHue TeCTOBO NoOCkl «B» — CBMAETENbCTBYET O HANMUMM aHTU-
reHa BMpyca rpunna TMna B B uccnenyemom obpastie.

. pnpeTaums Hepeiic 0 p :

B TeCToBOM OKHe KOHTponbHas nonoca «C» He NOSIBNSETCS HE3aBUCUMO OT
HaNMuMa TECTOBbIX MONOC «S», «A» u/unu «Bx.

HeneicTBUTENbHBINA pesynbTaT MOXET HabNoAaTbCS NPU HAPYLLEHUM PeKo-
MEHA0BaHHOM TEXHUKW NPOBEAEHMS aHANW3a Ha Nl0BOM 3Tane TeCTUPOBaHMS.

MepecMoTpuTe MpoLefypy BbINOHEHUS U MOBTOPUTE TeCTUpOBaHMe, WC-
noNb3ys HOBbIN TECT.

Ecnn npobnema coxpaHseTcs, HeMeANeHHo NpeKkpaT1Te UCNOb30BaHMe Te-
cToBOro Habopa n obpaTuTech kK NPOU3BOAMTENIO (BUCTPUBLIOTEPY).

* KoHTponb kauectsa
BHYTpeHHMit KOHTponb BKNtoYeH B TecT. OkpalueHHas nonoca «C» ssnsetcs
BHYTPEHHMM KOHTPONIEM 1 CBUAETENbCTBYET O HaANexallel pabote TecTa.

6. OFPAHUYEHME METOLA

TecT ABNSETCS BCNOMOraTeNbHbIM AMArHOCTUYECKUM UHCTPYMEHTOM, Pe3yJib-
TaThl BCErAa AOMKHbI MHTEPNPETUPOBATLCS B COOTBETCTBUM C KIMHUYECKUMM

bIMU U IONONHUTENBbHBIMU AUArHOCTUYECKMMM NAPaMETPaMMU.

Habop peareHtoB «PAMWUA-COVID-19+Ipunn A/B-AHTureH» ykasbiBaeT
TONbKO HA HAaNWYMe/OTCYTCTBME aHTUIeHa BMpYca rpunna Tunos A/B u aHTure-
Ha kopoHasupyca SARS-CoV-2 B 6uonornyeckom matepuane (Maskax 13 poto-
NIOTKM MM HOCOTIOTKM, NI CPEHETO/HIKHETO HOCOBBIX XOZ0B) YeNoBeKa B
npefenax YyBCTBUTENbHOCTM TECTA U He [IO/KEH MCMONb30BaTLCS B KauecTse
€[MHCTBEHHOrO KpUTEpUs AN AUArHoCTMKM Bupyca rpunna u COVID-19.

Hu KonuyecTBeHHOE 3HaYeHNe, HU CKOPOCTb HapaCTaHUs KOHLEHTPALMM aH-
TUreHa Bupyca rpunna TMnoB A/B u aHTureHa kopoHaeupyca SARS-CoV-2 He
MOryT GbITb ONpefeneHbl C MOMOLLbK 3TOM0 KaYeCTBEHHOTO TecTa.

Kak u BO BCeX APYrUX AMArHOCTUYECKMX TecTax, NONyYeHHble pesysibTaThl
DOMKHBI PacCMaTPUBaTLCA B COBOKYMHOCTM C APYroi KAMHMYECKoM, nabopa-
TOPHOW U MHCTPYMEHTaNbHOM MHPOpMaLMei.

OTpuLaTeNbHbI pe3ynbTaT He MCKoYaeT BO3MOXHOCTU WHOMLMPOBaA-
Hus BMpYcOM rpunna TunoB A/B u HOBOWM KOpOHaBMPYCHOM MHbekuuen
(COVID-19). Ecnu pesynbTaT TecTa OTPULLATENbHDIN, @ KIMHUYECKME CUMNTO-
Mbl COXPAHATCS, HEO6XOAMMO MPOBECTU NOBTOPHOE TECTUPOBAHME, @ Takke
[DONONHUTENbHOE TECTUPOBAHME C UCMONb30OBAHWEM APYrX N1abopaTopHbIX 1/
MMM MHCTPYMEHTAbHBIX METOAO0B.

pa 1 obpasua nocne NepBoro UCMoNMb3oBaHUS nakoHa-KanenbHULbl
(KomnnekTbl N2 2, 5) xpaHuTb npu Temnepatype ot + 18°C no + 25°C ao mcte-
UeHMst CpoKa roAHOCTU U3aenus.

CknapuposaHue «PAMUA-COVID-19+punn A/B-AHTUreH» ponyckaeTcs B
TPaHCMOPTHOW Tape M NPOM3BOAUTCA B WTabensx Ha NOAAOHAX UM Ha CTen-
naxax. flonyckaetcs cknaauposanme B 3-4 apyca.

TpaHcnopT1poBaHuWe MeauULMHCKOro u3aenus — npu temneparype ot — 20°C
Ao + 30°C B TeyeHue 7 CyTOK, TPAHCMOPTOM BCEX BUAOB B KPbITbIX TPAHCMOPT-
HbIX CPEACTBAaX B COOTBETCTBMM C NPaBMNaMU NePeBO30K, AEHCTBYIOWMMMU Ha
TpaHCMopTe aHHOTO BUAA.

M3penus, TpaHCNOPTMPOBaHHbIE C HapyLIEHWeM TEMMEPATYpPHOrO pPexuMa,
NPUMEHEHMIO He NOANexXaT.

8. YTUNIU3ALMA NOC/IE UCNOJIb30BAHUA

Otxombl knacca b. YTunusaumio unm yHMUTOXEHMe Habopa peareHToB
«PAMWA, — COVID-19+lpunn A/B-AHTUreH» cneayeT NpoBOAMTb B COOTBET-
ctBum ¢ CanluH 2.1.3684-21.

Mocne ucTeyeHus cpoka rogHocT Habop pearextoB «PAMWUL, — COVID-19
+Ipunn A/B-AHTUreH» yTUNU3UPYeTCs Kak OTXoAbl Knacca A B COOTBETCTBUM
c CanlluH 2.1.3684-21.

9. TEXHUYECKOE OBC/TY)XMBAHUE U PEMOHT
M3nenne TexHMueCckoMy 0BCNYKMBAHUIO U PEMOHTY HE MOANEXMT.

10. TAPAHTUU U3rOTOBUTENSA

MpeanpusTMe-U3roToBUTENb rapaHTUpyeT cooTBeTcTBME HaGopa TpeboBa-
HUSAM TEXHUUYECKMUX YCNOBUIA NpU COBMIOAEHUM YCNOBUI TPAHCTIOPTUPOBAHMS,
Xp n np , yCTaHo! X TeXHMYecKoi AoKyMeHTaumei
NpeanpusTUS —U3roToBUTeNS.

CpoK roiHOCTM MeIMLIMHCKOTO U3[ieNnns cocTaBnseT 24 Mecsua C AaThbl W3-
rOTOB/NIEHMS.

MeaunumHckoe M3genme C UCTEKWMM CPOKOM FOAHOCTM MPUMEHEHWID He
NOANEXMT.

MpoussoanTenn: OBLWECTBO C OrpaHUYEHHON OTBeTCTBEHHOCTb0 «PAMULL
BMO» (000 «PANKA BMO»).

Anpec topuanyeckoro nuua: 670017, Pecnybnuka bypsatus, r. Ynau-Ya3,
yn. CeepanoBa 13A, odwuc 4, +7 495 105 99 16, info@rapidbio.ru,
www.rapidbio.ru

MecTto npousBoacTBa MeaMuuHcKoro usmenus: Poccuitckas @epepaums,
121205, r. MockBa, TEPPUTOPUS MHHOBALMOHHOTO LeHTpa «CKONKOBOY,
bonbwwoit 6ynbsap, a. 42, ctp.1, nom.179, 180.
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12. CUMBOJ1bl, MIPUMEHAEMbIE NPU MAPKMPOBKE MEAULIMHCKOIO
W3LENNA

Cumeon Onucanue Cumson Onucanue
Konnyectso
MpoussoanTens .
1ccnenoBaHuit
[ara uzrotosne- Xpynkoe,
HUS: rof, MecsiL, obpaluatbes
OCTOPOXKHO
e Temnepatypa
oy XpaHeHus: e He Aonyckatb
ot +2 no +30°C ZAN BO3/eNCTBUS
CONHEYHOTO CBeTa
60%
ManasoH Bnax- o
A BydepHbiit
0 HOCTH
pacTBop
Cpok rogHocT
g uspenus: roa, 30HA-TaMMOH
MecAL, BKNK0UM-

TeNbHO

Tect-kapTpuox

Homep cepun

KaTanoxHbiit
HoMep

Bepeub ot Bnaru

Brumanne

CocraB Habopa

MeauumHckoe mns-
nenve ans in vitro
[LMArHOCTUKM

O6patutech
K MHCTPYKLMM
N0 NpUMEHeHUIo

He ucnonb3sosatb
npu nospexae-
HUM YNaKOBKM

3anpert Ha
NOBTOPHOE

npuMeHeHue
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