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Habop peareHTOB 45191 UMMYHOXPOMaTOrpadmyeckoro BblsiB/IEHUSA
aHTureHa SARS-CoV-2 B 61M0/10rM4ecKOM Martepuasne YesioBeka
(SGTi-flex COVID-19 Ag). Lot Ne CAGT20002.

NHCTPYKUMSA NO MPUMEHEHNIO

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM
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1. HanmeHoBaHne MegULNHCKOr0O U3genuns

Habop peareHTOB A1 MMMYHOXpomaTorpauyeckoro BbisiBNeHUs aHTureHa SARS-CoV-2 B
6unonornyeckom matepuane dyenoseka (SGTi-flex COVID-19 Ag). Lot No CAGT20002 (manee
Ha6op nnn N3genue).

2. HasHaueHue MegMUMHCKOro n3genns

MpegHasHayeH [ANs KavyeCTBEHHOrO BbIsiBNeHUS aHTureHa SARS-CoV-2 B 6GMONOrMYECKOM
maTepuane yenoseka (MasoK M3 HOCOT/I0TKN).

Ha6op saBnseTca BCMOMOraTe/flbHbIM MHCTPYMEHTOM ANS paHHeil amarHocTukn SARS-CoV-2 y
naynmeHToB C KAWUHUYECKUMU cuMnTOMaMy uHpekunm SARS-CoV-2. Tpu TecTupoBaHuu
6Monormyeckux obpasuoB c wucnonib3oBaHMeM Habopa, MOfyyeHHble  pe3ynbTaThl,
CBUAETENbCTBYIOLULME O peakKTUBHOCTM 06pasua, AO0/MKHbI ObiTb MOATBEPXAEHbI MPU MOMOLLM
anbTepHaTMBHbLIX MeTO4OB aHanu3a. Habop npefHasHauyeH TOMbKO AN BbIMNONHEHUSA
nabopaTOpPHOW AMAarHOCTMKMK B YC/TOBMAX in Vitro.

O6nacTb NPUMEHEHUNSA:

KnnHuueckas nabopaTopHas AuarHoctuka. WHMEKLWOHHbIe OTAENeHUS roCyAapCTBEHHbIX
NneyebHO-NPOPMNAKTUYECKNX  YupexXaeHWin. [uarHocTuyeckme nabopatopumu. YacTHble
MeAMLUHCKME LeHTpbl, obnajalouime Heo6xoamMbiM 060pyfoBaHMeM. MeauunHekoe unsgenve
NpUMeEHSEeTCA cneynanmcTamm: Bpay KJAMHUYECKON NabopaTOpHON AMArHOCTUKMW, MeSULUHCKUIA
NnabopaTopHbIi TEXHUK. TONLKO ANA NPpohecCUOoHanbHOro NPUMEHEHNS.

3. BBepneHue

Hogas pasHoBMAHOCTb KopoHaBupyca (SARS-CoV-2) 6bina ngeHtuguymposaHa B gekabpe 2019
r., n yxe B esBpane 2020 r. BcemupHasa opraHusauums 3gpaBooxpaHeHusa (BO3) pana
ohmumanbHoe HaseaHue COVID-19 3aboneBaHuto, Bbi3biBaeMOMY Bupycom SARS-CoV-2
(kopoHaBupycHaa uHpekuna 2019). HoBbii 06HAPYXEHHbIA BUPYC MPUHAANEXUT K 00LLEMY
ceMelncTBY KopoHaBupycoB Coronaviridae, MMeeT NONOXKUTENbHO MONSAPHYK OAHOLENOYEUYHYIO
PHK, 1 MoXeT nepefjiaBatbCs OT Yes0BeKa K Ye/ioBeky. KopoHaBupycChbl, MAEHTUDULUPOBAHHbIE B
KadecTBe BO36yauTenel NHMEKLMN y YenoBeKa, BKIKOYAOT B ce6s pasHoBuaHocT 229E n NL63,
KOTOpble NpuHagexarT K NoArpynne a-KOpoHaBMpycos, U pasHoBugHoctn HKL , OC43, SARS-
CoV n MERS-CoV, KoTopble npuHagfiexar K nogrpynne P-KOpoHaBMpyCcOB.

B ny6nmkauusax, HoBbIA KOpOHaBMpYyC nonyuun oduynanbHoe nmsa SARS-CoV-2, feMOHCTpUpPyS
80 % reHeTMyeckoe cX0ACTBO € BMpycoM SARS-CoV (no knaccuukaumm MexayHapogHoro
KOMMUTETa N0 TAKCOHOMUW BUPYCOB).

OCHOBHbIM MyTem pacnpocTpaHeHus Bupyca COV1D-19 saBnsetcsa BO3AYLIHO-KanenbHbIA. B
cnydae UHULMPOBaHUA, Y YeNlOBeKa pa3BMBalOTCA Takue 3PeKTbl U COCTOSAHUSA, KaK ieTaprus,
nuxopagka, Cyxon Kawenb 1 oabllika. Mpu Taxenom teyeHn 3aboneBaHns, y naLneHToB MOXeT
HabnofaTbca faxe fneTanbHbIA MCXOA, B CNyyae pasBUTUA TakKMX CUMMTOMOB, Kak Cercuc,
nofuopraHHas HefocTaTOUYHOCTb M CMHAPOM OCTPOM AblXaTeNbHOW HefocTaTouHOCTU. HOBbIN
BMPYC MMeeT 60/iee BbICOKYK CMNOCOOHOCTb WMHMPUUUPOBaHMA OTHOCUTENLHO KOpPOHaBMpyca
SARS. [1ns HOBOro Bupyca nokasaTe/lb CMEPTHOCTM 6biN 3adMKcmpoBaH Ha ypoBHe 800 yenoBek
13 8.000 MHPMUMPOBAHHbIX NaLMeHTOB. MIHKy6aLMOHHbIA nepuof Bupyca konebnetcs ot 3 go 16
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[HeN, HO faXe B UHKYBaLWMOHHOM nepuoge BUPYC NpefcTaBaseT 601bWYH0 Yrpo3y, T.K. CNOco6eH
NposiBNATL CBOM MWHPMUUPYIOWMKNIA nNoTeHUMan. B HacToswWwee BpeMs Yy MeAWKOB HeT
cneungrnUecKomn cxeMbl Ne4eHUs KOPOHABUPYCHON MH(eKLMK, BbI3BaHHON COVID-19. C yyeToM
JaHHOro 06cTOoATeNbCTBA, ObICTpas M TOYHAs [LMArHOCTWKA ABNSAETCA KpaitHe HeobX0AMMbIM
CPeACTBOM ANA BbIABAEHUA W W30AMPOBAHMA MALMEHTOB C CUMMTOMamMu W MOLO3PEHUEM Ha
Hannyme COVID-19.

4. lNoka3aHuA:

[nsa KayecTBeHHOro onpefeneHns Hannums aHtureHa SARS-CoV-2 B Ma3ke M3 HOCOT/I0TKU Y 1Ly
C K/IMHWYECKON CMMNTOMATMKON pecnumpaTopHOro 3aboseBaHWs ¢ NOA03PeHMEM Ha UHMEKLUIO
COVID-19.

5. MNpoTrBONoKasaHua:

1. NcTeKWwunin cpoK rogqHocTn TecTa

2. HapyweHa ynakoBka n3genus

3. HeHagnexauine ycnoBusa XpaHeHUs 1 TPaHCMOPTUPOBaHNUS.

4. Apyrve NpoTMBOMNOKa3aHWA OTCYTCTBYIOT, 32 MCKIKOUYEHMEM CllyyaeB, Korga 3abop maTtepuana
He MOXEeT ObITb OCYLLECTB/EH MO MEAULUHCKUM MOKa3aHUAM.

6. Mo60ouHble aelicTBUS
He npumeHnmo anga gaHHoro MU.

7. MoTeHUManbHbIe NOTPEOUTENN:

Ha6op npefHasHayeH [And  WUCMO/b30BaHWA  MepcoHalioM  KJAWHWKO-AMArHOCTUYECKUX
nabopatopuii He Mmonoxe 18 neT ¢ BbICWKWM W CpPeaHUM MeAULMHCKUM, 6GUONOTMYECcKUM
obpasoBaHMeM, MpoOLWeALW UM COOTBETCTBYIOLWYIO MPOMeccHoHanbHy0 NoAroToBKY B 06nactu
MCNonb3yemMblX MeTOLOB M MeTOAOB 6e3onacHOl paboTbl C MATOreHHbIMW BGUOMOTMYECKUMMU
areHtamu I-1V rpynn naToreHHoCTHU.

Ha6op npeaHasHa4eH A8 0HOPA30BOr0 MCNO/Mb30BaHUS.

8. dyHKLUMOHANbHOE HasHayeHne (Hanpumep, CKPUHWUHT, MOHUTOPUHT, ANArHOCTMKA
NN BCnomoraTeNbHoOe CPeACTBO B ANArHOCTUKE)

Habop wucnonb3yeTtcs, Kak BCNoMoraTenbHOe CPEeACTBO B paHHel AuarHocTuke. Pe3ynbTathl
TECTUPOBAHWUA HA aHTUTEH HE JO/DKHbI UCNOMb30BaThbCA B KayecTBe €MHCTBEHHOr0 OCHOBAHUSA
ANA  MNOATBEPXAEHMA  WAM  UCKIKOYEHMA  MHGuUmpoBaHus  SARS-CoV-2  wam  gnd
NHPOPMUPOBAHUA O CTaTyCe MHDEKL NN,

9. MpuHUMN gencTema

Habop peareHToB And MMMYHOXpomaTorpauueckoro BbisiBNeHUa aHTureHa SARS-CoV-2 B
6uonornueckom Mmatepuane dyenoseka (SGTi-flex COVID-19 Ag) npegHasHayeH pAns
KayeCTBEHHOro OOHapyXeHUa aHTUreHa, cneynuyeckoro K KopoHasupycy SARS-CoV-2,
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HernocpeACcTBEHHO B Npobax, B3ATbIX y NaLWMEeHTOB 13 061aCTU HOCOrNOTKU. AHTUreH SARS-CoV-
2 3KCTparmpyeTcs HanpsiMyr M3 mMas3ka B cpeay 6Oydepa. [lanee 6ydep ¢ 3KCTparmpoBaHHbIM
aHTUTeHOM MepeHOCAT B cneuuanbHoe yrnybneHuwe ans obpa3LoB Ha MOBEPXHOCTWU TECTOBOM
KacceTbl. [locne nepeHoca B MpeAycMOTpeHHoe yrnybneHne obpasya 6MONOTMYECKOTO
matepuana, cneynduyeckme aHTUTena CBA3bIBalOTCA € aHTUreHom SARS-CoV-2, wu
C(hOpMUpPOBaHHbIE TAaKUM 00pa3oM KOMMIEKCbl HAaYMHAalT [BMXKeHWe B HanpaBleHUWU NUHUU
KOHTPO/A Yyepe3 MembpaHy.

KoHbloratel aHTuten m aHtureHa SARS-CoV-2, MapKuMpOBaHHbIE 4YacTULAMWU KOJMIOUAHOTO
30/10Ta, MWUTPUPYIOT B HaMNpaB/leHUW JIMHWUU  TecTUpPOBaHMUA, TAe 3axBaTblBalOTCA U
aKKYMYNMpyTCca aHTUTenamMmu, MUMMOOUAMN30BAHHLIMU Ha MOBEPXHOCTU Memb6paHbl. B
pesynbTaTe TaKOro B3aMMOLENCTBMNS HA TECTOBOWN KacceTe hopMUpyeTCs MOM0CKa KPpacHOBATOro
uBeta. VIHTEHCMBHOCTb OKpalMBaHUA 3aBUCUT OT COLEPXKAHWUSA aHTUreHa, Cneunpuyeckoro K
KopoHaBupycy SARS-CoV-2. Ha 3aBeplualliem 3Tane TeCTUPOBaHMUA, MOMyYeHHbI pe3ynbTat
BM3ya/lbHO ONpeLenseTca U MHTepnpeTUpyeTCca Nonb3oBaTe/ieM, B COOTBETCTBUU C nNpunaraemoi
K MEAULMHCKOMY W3LeNN0 NHCTPYKLUEN.

10. KOMMNEKTHOCTb

N3genve npegctasnseTt co6oil Habop peareHTOB, B COCTaBe KOTOPOro0 HaxoAATcs:

1. TecToBas kacceTa (B UHAMBUAYANbHOI YNAaKOBKE U3 ()ONbIU B KOMMJIEKTE C OCYLUNTENEM) -
25 WrT.;

. Bythep ans skcTparuposaHusa - 1 wT.;

. Mpobupkn ans skcTparnposaHnsa obpasya - 25 wWrT;

. Hacaaka ¢ kanenbHuuen - 25 wrt;

. CTepuNbHbIA TaMNOH AN B3ATUA Ma3ka - 25 WT.;

. MopcTtaBka N3 KapToHa - 1 wWT;

~N o o A W N

. IHCTpyKUKMA K MegULLMHCKOMY n3fennto - 1 wWr.

(1) TecToOBad KacceTa

KomnoHeHT Cneyundukaymus
NnHua koHuTpons (C) MOHOKJ/IOHa/IbHbIE€ aHTUTEeNa Ko3bl K IgY Kypuubl
JInHnA TecTnpoBaHuUA AHTtutena (1) Kk aHTUreHy kopoHaesupyca SARS-CoV-2
(M) AHTuTena (2) K aHTUreHy KopoHasmpyca SARS-CoV-2
Mopanoxka ans (1) aHTnTena (3) K aHTUTEHY KOpoHaBupyca SARS-CoV-2 -
KOHblOTaTa KOHBIOTaT C KONMOUAHBIM 30/10TOM

(2) aHTuTena (4) K aHTUTeHY KopoHasmpyca SARS-CoV-2 -
KOHDBIOTAT C KO/IJIOUAHbLIM 30/10TOM
(3) aHTMTENAa K IgY KypuLbl - KOHBIOTAT C KOMIOUAHbLIM 30/10TOM
HuTtpouennnosHasa
membpaHa
Mopnoxka ang
KOHblOTaTa
Moanoxka ana obpasya
Ab6copbupytowas
NoANOXKa
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! (2) bydhep pns akcTparnposaHusd (10 mn) - - TputoH X-100, TBMH 20, HaTpPUS XN0pKS, HaTpUs
asug.

11. MaTepuanbl, He BXogsLLMe B KOMMJIEKT NOCTaBKU
- 3alWuTHbIE NepyaTKu;

- Taiimep MW CEKYHAOMEP;

- MwukponuneTku

12. KOHTaKT Cc opraHn3mom 4esioBeka
KpaTKOBPEMEHHbI KOHTAKT CO CAMU3UCTOIA.

13. MNepeyveHb MaTepmanoB XXNBOTHOIO NN YE/TIOBEYECKOTO NMPOUCXOXKAEHUSA
MeauunHCcKOe UM3f4envMe W3roToBAeHO 6e3  KMCNonb30BaHUSA MaTepuasioB  Ye0Be4veckoro
NPOUCX0XAEHNSA.

14. ®YHKLUMOHANbHbIE XapaKTEPUCTUKN

1 UyBCTBUTENLHOCTb U CNELUPPUYHOCT b

B npoBegeHHOM uccnefoBaHuy 6bl10 BbIMOMHEHO CPaBHEHWE pe3yNbTaToB, MOMYYEHHbIX MNpwU
nomouwn Habopa peareHTOB A4/ UMMYHOXpOMaTOrpaMyeckoro BbisiBNeHUA aHTUreHa SARS-
CoV-2 B 6uonornyeckom matepuane 4enoseka (SGTi-flex COVID-19 Ag), u 3TanoHHOrO
MeANUWNHCKOro n3gennsa (C MPUMeHeHMEM MeToda NonuMmepasHoil uenHoi peakuyum (MLP) B
pexunume peanbHoro BpemeHun RT-PCR). [lMMpoueaypbl TecTUMpPOBaHUA OblNN  BbINMOMHEHbI B
OTHOWeHUN BbIGOPKM M3 125 06pasyoB, cuaaMu nepcoHana AuMarHOCTUYeCcKOn nabopatopum.
Mony4yeHHble pe3ynbTaTbl MOATBEPAUNN BbICOKYH TOYHOCTbL Habopa (06Wwuin nokasaTesnb
coBnajeHns pesynbTaToB onpegeneHusa coctaBun 95,2%). [lokasatennm aHaaMTUYECKON
YYBCTBUTENbLHOCTU  (MNONOXKUTENbHbIN pesynbTaT  onpejeneHus) U CNeunpUYHOCTM
(oTpuuaTenbHbIn pe3ynbTaT onpegenerunsa) coctasunm 80,0 % n 99,0 % COOTBETCTBEHHO.

T ShYVbLLBL aHanusa MeToom

Bbibopka 6|/|onorm?|eCKv|x 06pasuoB - * B pexuMe PCLIBFOI0 BpeMeHa'™
(ma3ku 13 obnacs'n HocornoTku; N ﬂg/]oaCMTeanb)ﬂ_ﬁ © OrpuLarenbHbIi"
~ "N\
d h«129) peiy;ibTai ~~  » pesynbrar-" ¥ Bcerbs
ﬂ;ﬂ?::r;fﬂbelVl 20 1 21
Hatop SGTi-flex gTyl/l aTeNlbHbIN
COVro-19 Ag - 5 99 104
pe3ynbTat
Bcero 25 100 125
(1) nokasaTenb TOYHOCTW OMNpeAeneHuns = 95,20 %

(obwmint nokasatenb coBnageHns pesynotatos) (119 m3 125; Cl: 89,92 % ~ 97,78 %)

(2) nokasaTenb aHaNMTUYECKOI YyBCTBUTeNbHOCTH = 80,00 %

(NONOXUTENbHLIN pe3ynbTaT onpejeneHns) (5 n3 25; Cl: 60,87 % ~ 91,14 %)
(3) nokasaTeNnb aHaNMTUYECKON cneunpuuHoCcTU = 99,00 %

(oTpuuaTenbHbI pe3ynbTaT onpegeneHuns) (99 n3 100; Cl: 94,55 % ~ 99,82 %)
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B X04e NpoBefeHWs KAMHWUKO-NabopaTopHbIX MCMbITaHU Ha Tepputopun PP Obiiu
MOMYYEHbl CeyoWwmne MarHoCTUUYECKUE XapaKTePUCTUKIN: AUarHoCcTnyeckas YyBCTBUTENBHOCTb
96,0 % (95% poBepuTenbHbIN MHTepBan (AWN) 79,65-99,90%), amarHocTnYeckas cneynprUYHOCTb
100 % (95% AW 86,28-100%).

2. Mpepen obHapy> eHuns

Lnsa onpefeneHns npefgena obHapyXeHWa 6bIN10 NPOBELEHO MCCNef0BaHWe C UCMO/b30BaHUEM
XWOAKOCTM €  WHAKTUBUMPOBAHHOW BUPYCHOM KynbTypoli. B  KauyecTBe KOpOHaBupyca
ncnonb3osancs wrtamm USA-WA1/2020. [ns vHaKTMBaLMW BUPYCHas KynbTypa nojBepranacb
npoueaype TepMUYeckKoit 06paboTKK. 3HaueHUe npegena 06Hapy>XeHWUA ObINO YCTAHOBNEHO Ha
ypoBHe LOD = 5,3 x 102 TCIro50/mn.

3. lepekpecTHasa peakKTWUBHOCT b
TecTbl HE NEPEKPECTHYIO PEaKTUBHOCTL Obl/IX BbIMOJ/IHEHBI C UCMO/Ib30BaHMeM Habopa peareHToB
AN MMMYHOXpoMmaTtorpauuyeckoro BbiSiBAeHUs aHTureHa SARS-CoV-2 B 6M0/10rM4eckom
maTepuane denoseka (SGTi-flex COVID-19 Ag) u o6pasuos, cogepxawmx 21 Bug Apyrux
BMpPYCOB (CM. AaHHble B Tabnuue 1) n 12 pasHOBMAHOCTEN MaTOreHHbIX MUKPOOPraHM3MoB (CM.
JaHHble B Tabnuue 2). Pe3ynbTaTbl WCNbITaHWIA MNOKas3ann OTCYTCTBUE MeEPEKPECTHON
peakTuBHOCTM Habopa co Bcemu obpasuamu, Kpome 06pasLoB C COAepXXaHWEM KOpOHaBupyca

SARS-CoV.
L - — — 1 pesynbTat onpegenenmna 1
I .Bua Bupyca NepeKpecTHOM
[/ MW W T W W 1
[ISm @&KOpoHaBMpyc 1enoseka (229E) OTpULATENbHBbIA

p-KopoHasupyc Yenoseka (MERS),
HYK/eoKarncuaHbIi 6enok
P-kopoHaBmpyc Yenoseka (SARS-CoV),
HYK/IeoKancuaHbIiA 6enoK
3-kopoHaBmpyc yenoseka (OC43) OTpULATENbHBbIA
Bupyc rpunna, Tun A, wrtamm HIN1

‘;y;” A/Brisbane/02/2018 (HINI)pdmO09-like virus (13/234)
Bupyc rpunna, Tun A, wrtamm H3N2

Influenza Antigen A/New Caledonia/71/2014 (H3N2, 15/238)

Bupyc rpunna, tun A, wrtamm H5N1

Influenza Antigen A/Anhui/1/05 (H5N1, 07/290)

OTpULLATENbHbIN

MONOXKUTESbHbIN

OTpULATENbHbIN
OTpULLATENbHbIN

OTpULATENbHbIN

Bupyc rpunna, Tn B o
L%om1 |t enza Antigen B/Guangdong/120/2000 (01/546) OTPVILATENIbHbIN
EyK 1 Bupyc dnwreiiHa-bappa 0Tpmu,aTeanbuZ|
i PvHoBupyc, Tvn A OTpULATENbHBbIA

PecnupaTopHO-CUHLUTHaIbHBIA BUPYC (RSV BUpyc, TUN A) OTpULIATESbHbII

12 PecnmpatopHO-CUHLMTUaIbHLIA BUpYC (RSV Bupyc, Tin B) OTpULIATESbHbII
13 = Bupyc napotuta OTpULATENbHBIA
14 m ApeHoBsupyc, TMn 5 OTpULATENbHbIN
JL . Bupyc Kokcaku, Tvin B4 OTpULATENbHBIA
MertanHesmoBupyc yenoseka (hMPV) OTpULIATE bHbII

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Sugentech

, Bupyc kopu, reHotmn A
“®7 Human Measles Mvi/Moscow Rus/1988 Genotype A
W18 Bwupyc naparpunna, cepotun 1
*19 Bwpyc naparpunna, cepoTun 2
20.. Bwupyc naparpunna, cepoTtun 3
: T Bwupyc naparpunna, cepotun 4

oTpuLaTeNbHbIV

oTpuLaTeNbHbIV
OTpULATENbHbIN
OTpULATENbHbIN
OTPULATENbHbIN

Tabnuua 2: O6pasLbl NaTOreHOB A/151 MPOBEPKU NEPEK PECTHON PeaKTUBHOCTH

* MHK{»MpraHuama/-. V!
rpMkTusmnocTts” '

E CTpenToKOKKM rpynnbl A (Streptococcus Group A), aHTuUreH OTpULLATE bHbIN
1Y CTpenToKOKKM rpynnsl B (Streptococcus Group B), aHTuren OTpULLATE/bHbIN
-.3  Streptococcus pneumoniae, aHTUreH oTpuULaTeNbHbIN
4 Escherichia coli, KynbTypa OTpULaTeNbHbIN
5 Corynebacterium glutamicum, KynbTypa OTpuULaTeNbHbIN
6‘ Lactobacillus plantarum, KynbTypa OTpULLATEbHbIN
Legionella species, KynbTypa OTpuULaTeNbHbIN
Pseudomonas aeruginosa, KynbTypa OTpULLATEbHbIN

9  Staphylococcus epidermidis, KynbTypa OTpULLaTENbHbIN
10 Mycobacterium tuberculosis OTpULLATE bHbIN
M Haemophilus influenzae OTPULIATESbHbIIA
12 Streptococcus species OTpULATENbHBbIA

4.

MHTephepeHumnsa

Ona  npoBepkM  aHaIMTUYECKONW  4YYBCTBUTENbHOCTM  OblIM  UCMNOMb30BaHbl  06pasLbl
NONOXUTENbHOIO M OTPULATENBHOIO KOHTPONS € Pa3/IMYHbIMWU KOHLEHTPaUMAMMN NOTEHLMANBbHO
NHTeP(hepUpYOLWNX CoeagnHEHNA. TToNyyeHHble B UCMbITAHUAX pe3yNbTaTbhl MOKAa3blBalOT, YTO
Habop peareHTOB AN MMMYHOXpoMaTorpaMyeckoro BbifiBleHUS aHTureHa SARS-CoV-2 B
b6nonormyeckom matepuane uenoseka (SGTi-flex COVID-19 Ag) He B3auMofeiicTByeT C
NHTepMepupyoWmnUMmM CoegUuHEHNAMN, KOTOPbIe MOTYT OKa3blBaTb MOCTOPOHHEE BAUSHWUE B CUNTY
CBOEro BO3MOXHOrO MpPUCYTCTBUA B 6OMonormyecknx obpasyax (BkAwYad, NeKapCTBEHHbIE
npenapaTtbl peuenTypHoro u 6e3peuUenTypHOro OTMNYyCKa, a TaKXe pasHble XMMWUYEcKue u

610N0rMYecKne BelLecTBa B BbICOKMX KOHLEHTPaLMSX).

Tabnnuya 3: Obpasybl NHTEPHEPUPYIOLLNX BELLECTB U COELUHEHWA

mN¢ WHTepgepupytowas cybctaHumsa KOHHCH rpauus BeweeiBa |
1  AnbbymuH 50 mr/mn
2 [nokosa 1,2 mr/mn
3 Temorno6buH 4 mr/mn
4  Bunupy6uH 5wmMr/mn
5 deHunathpuHa rngpoxnopua 10 mr/mn
6 [ekcameTasoH 0,6 mr/mn
7  ®nyHusonng 2,5 mr/mn
8 bypgecoHung 1wmr/mn
-9 . beH30KauH 5wmMr/mn
10 MeHTON 40 mr/mn
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3aHamuBup 10 mr/mn
TobpaMmuyuH 20 mr/mn
Tamudgnto (ocenbTammemp) 6 Mr/mn
[14 MyuwuH 1,0%
Yy r LenbHas KpoBb 1,0%
AueTamunHopeH 10 mr/mn
o, /10YMIDOGIEH 5mr/mn
* AcnnpuH 2 mr/mn

5. To4yHOCTb
Mpu wncnonb3oBaHunM Habopa peareHToB AN WMMYHOXpPOMAaTOrpauMuyeckoro BbISB/IEHMSA
aHTureHa SARS-CoV-2 B 6uonornyeckom Mmatepuane yenoseka (SGTi-flex COVID-19 Ag),
YCTAHOB/EHHbIE ANA TECTUPOBAHUA KPUTEPUMN NPUEMTIEMOCTU NONHOCTLIO (100 %) BbINONHANUCH
B Mpedenax OfHOW CepuM aHaNu30B, Pa3HbIX Cepuii aHanM30B, W NPU  WUCMOJSIb30BaHMU
MeANUMHCKNX U3[eNNin pasHbiX NapTUiA.

15. "Hgopmaynsa o cofepXaHuUn neKapCcTBEHHbIX CPeicTB
MefoVUUHCKOE n3aenne He COLEPXUT B CBOEM COCTaBe /IeKapCTBEHHbIX CPEACTB.

16. Hhopmaymnsa o cTepmunmsaLmn MeguLMHCKOro nsgenns
MeauLMHCKOe M3fenne ABAAETCA CTepUbHbIM. Bupg cTtepunmnsanmm rasoBas (OKCMAOM 3TUMEHA).

17. NH(opmauma o0 peMOHTE 1 06CNYXXMBAHUU MEAVNLMHCKOI0 NU3aenus
MeLVUVHCKOE N3AeNne He MOLNEXUT PEMOHTY M 06CNYXUBaHWIO.

18. Mepbl NpPefoCTOPOXHOCTHU

1. MegnunHckKoe nsgenne npegHasHauyeHo TONbKO 419 nabopaTOpHOI AMArHOETUKHN in Vitro;

2. Mpu nocTaHOBKe KMHWMYECKOTO AMarHosa TpebyeTcs cy>XaeHue cneyuannucta, OCHOBaHHOE Ha
BCECTOPOHHEM pPacCMOTPEHMMN pe3y/nbTaTOB aHaaM30B, MOJIYYEHHbIX C MPUMEHEHUEM APYTUX
MEeTO/0B, a TakKXXe pacCMOTPEHUN BCeX KIMHUYECKUX CUMMTOMOB;

3. Mepes NpUMeHEHWEM BHUMATENIbHO MPOUYTUTE WMHCTPYKLMA K U3LENNI0, U BbINMOSHANTE BCe
yCTaHOBNEHHbIe TPE6OBAHNA, KAK OHW ONUCLIBAKOTCA B NpoLeAype UCMbITaHNS,;

4. TecTOBble KacceTbl NpefHa3HayYeHbl TONLKO AN OAHOKPATHOro NpuMeHeHus. MoBTOpPHOE MX
MCNONb30BaHWE 3aMpeLLeHo;

5. Pe3ynbTaTbl WUCMbITAHWA, NONYYEHHbIE C UCMONb30BaHMEM U3[ENUA C UCTEKW WM CPOKOM
rOAHOCTU, HE MOTYT CYUTATLCA AOCTOBEPHbLIMU;

6. TecToBble KacceTbl YyBCTBUTE/bHbI K JeACTBUIO Bnarn. C yueTom JaHHOro 06CTOATENbCTBA, UX
cnefyeT XpaHUTb B HEBCKPLITOM YMaKOBOYHOM KOHBEPTE L0 HEMOCPEACTBEHHOTO NPUMEHEHUS.
7. TecTOBYIO KacceTy Heo6Xo4MMO MCMONMb30BaTb ANA aHann3a HeMefNeHHO Moc/ie BCKPbITUA
YNaKoOBOYHOr0 KOHBepTa U3 aJIloMUHNEBON PONbIH;

8. 3anpelaeTca Ucnonb30BaTh TECTOBbIE KACCETbI, JEMOHCTPUPYIOLLME NPU3HAKN NOBPEXAEHUS
W B CNlyyae HapyLweHns YNakoBKU BO BPEMSA XPaHEHUS;
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9. Mepes NpPUMeEHEHMEM, HEOOXOAMMO BbluepXaTb M3genve M bGuonornmyeckme obpasubl npu
KOMHATHOW TeMnepaType;

10. Bce o6pa3subl, M0Ay4YeHHble AN nabopaToOpHOro uUccNefoBaHWUs, CcnefyeT CcuUTaThb
NOTEHLNANbHO UHULUPOBAHHBIMK, U NPKU paboTe C HUMU LO/MKHbI YUUTbIBaTbCA TpeboBaHusa CIl
1.3.3118-13 «be3onacHocTb paboTbl € MuUKpoopraHuamamu |-l rpynn naToreHHoCTU
(onacHocTu)». MegnunHCKMe pabOTHUKK, KOTOpble CcoOMpalT UAM  TPaHCMOPTUPYIOT
KNMHMYeckne obpasubl B nabopaTtoputo, AO/MKHbI 6biTb 06Y4YeHbl MNpakTUKe 6€30MacHOro
obpaweHns ¢ Guomatepmanom, CTpPoro cobnwaate Mepbl NPeaoCTOPOXHOCTU U UCNONb30BaTb
CpeAcTBa MHAUBUAYANbHOMN 3aLLUTbI».

11. YTunmsaumo BCeX UCMOMb30BaHHbIX 06pa3L0B, TECTOBbIX KacCeT, 3KCTPakKTOB W YCTPOUCTB
AN B3ATUA OMONOrMYecKMX MatepuanoB (Ma3KoBbIX MPo6) Heob6X0AMMO BbINOMHATL C
npefenbHON OCTOPOXHOCTbIO, B CTPOFOM COOTBETCTBMMU C YCTAHOBIEHHBIMU TPe6OBaHMAMM;

12. HayyacTKe npoBefieHMA UCMbITAHWUR, Npy o6paleHnn c obpasLaMmun 1 peareHTaMu 3anpeLeHo
KYPUTb U NPUHUMATbL MULLY.

19. B3aTue obpasLos
Ans TecTupoBaHMWA C Mcnonb3oBaHWeM Habopa MOryT 6biTb MCNONb30BaHbl GUONOTrMYecKue
06pa3sLbl YenoBeKa, B3ATbIE MPM MOMOLLM Ma3Ka M3 HOCOTTOTKMN.

1) Ona B3ATMA Ma3ka Heob6X04MMO WCNOMAb30BaTb CTEPUSIbHBLIA O4HOPA30BbIA TaMMOH
(BXOAMT B KOMMNEKT MNOCTABKM).

2) Lnsa B3ATUA o6pasla n3 HOCOrNOTKMW, BBEAUTE CTEPUbHBLIA TaMNOH AN5 Npob B HO34PIO
nayuveHTa, 4ocTuras 3afHell NOBEPXHOCTM HOCOTNOTKU. Mcnonb3ys NnaBHOe BpaleHue, BBOAUTE
TaMMOH, MOKa He NOYYBCTBYETE CONPOTMB/IEHNE HA YPOBHE HOCOBOI PaKOBUHbLI. BBOAWMTL TaMMOH
cnefyeT Ha rNyo6uHY, NPUMEPHO COOTBETCTBYHOLLYO PaBHOMY yAafeHW0 OT BXOAa B HO34PH U OT
BXOAHOIr0 OTBEPCTUS YLIHOW PaKOBUHbI, KaK MOKa3aHO Ha PUCYHKe HUXe.

3) MATKUMU ABUXKEHUSIMW MaNibLeB HECKONbKO pa3 MOBEepHWTE TaMMOH BOKPYr CBOE ocu
Tak, 4ToGbl OH N/JIOTHO Kacasncs MOBEPXHOCTW CTEHKWU HOCOTNOTKU. MoagepXuTe TaMNOH BHYTPU
HeKOTopoe BpeMmsi Ans Toro, 4to6bl OH MOr BMUTaTb B cebs XMAKOCTb cekpeTa. Mpogonxas
aKKypaTHO BpaliaTb TaMMOH, C OCTOPOXXHOCTbI M3BNEKUTE €r0 U3 HOCOBOI MONOCTHU.

4) [Job6aBbTe B npobupky Ana aKkcTparnposaHus o6pasya 300 mkn Oydepa pgns
3KCTParnpoBaHus.
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5) MepeHecuTe TaMNOH ¢ 6Monormyecknm obpasL,om B NpobMpKy, cogepxaltyto 300 mkn bydepa
Ona aKcTparmpoBaHusa. Ans obecrneyeHus 3aKcTparuposaHus obpasua, caenailTe He MeHee 5
BpalLeHWiA TaMMOHa BOKPYT CBOEN 0CU, KaK MOKa3aHO Ha PUCYHKE HIUXE.

6) COoXMUTE CTEHKU MPOBUPKM M W3BAEKUTE TaMMOH, 4YTO6Obl yAannTb W3 HEr0 OCTaTKM
XngkocTtu. icnonb3oBaHHbIe TAMMOHbBI PpACCMAaTPUBAKOTCA Kak 0nacHble 6M0N0rnyeckne 0TxXosbl,
KOTOpble MOTYyT cofepXaTb WHOUUMPYIOWKUIA MaTepuan. YTunumsaums TamnoOHOB [OJ/XHa
BbIMOJIHATHCA B CTPOrOM COOTBETCTBUM C AEACTBYIOLW MMM NpaBuiaMn n Tpe60BaHUAMMN MECTHOTO
3aKOHOJaTeNnbCcTBa B 06/1aCTM 06ecneyeHns 6MoONOrMyeckoin 6e3onacHoCTHM.

7) MnoTHO 3adMKCUpPyWTe HacagkKy C KanenbHWUen Ha npobupke ¢ OGydepom ANs
3KCTparnpoBaHus, B KOTOPOW cofepXuUTca obpaboTaHHbI 6Guonoruyecknii obpaseu,.
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20. MoArotoBKa K NPOBeAEHNIO UCNbITAHUSA
1, I‘Ipou,e,qypa TECTNPOoBaHNA [A0/D>KHa BbINOAHATLCA HEMEL/IEHHO T0C/Ne B3ATUA
Bronornyeckoro obpasua.

1) Tpwn OTCYTCTBMM BO3MOXXHOCTU BbIMOSHEHWUS MPOLEAYpPbl TECTUPOBAHUSA HEMELNEHHO
nocne B3ATUA Ma3Ka, PeKOMeHAyeTcsi MOMecTUTb 06paslbl Ha XpaHeHWe B YCNOBUAX
rnybokoi 3amopo3ku, npu Temnepatype —0 °C (anbTepHaTMBHO, 6Guonoruyeckue
obpasybl MOFYT OblTb MOMELLEHbl Ha CYXO flef AN B eMKOCTb C OXJaXAeHUEeM Mnpu
nomowu Xxmnakoro asota). HE PEKOMEHAYETCSHA xpaHuTb 06pa3ilbl B MOPO3ULHOI
Kamepe, npu TemnepaTtype -20 °C. MakcumanbHbIli CPOK XpaHeHusa o6pas3yoB B
X0N04UNbHUKE NpKU TemnepaTtype 2 - 8 °C cocTasnfeT 4 yaca.

2. lMogroToBMTeNbHbIE MEPONPUATUA NePeL, NPOLEAYPO TeC TUPOBaHUS.

1) Bce 06pa3ubl 1 peareHTbl JO/MKHbI 6bITh BblepXaHbl NPU KOMHATHOW TemmnepaType, U
JOMKHbl ObITb FOMOTEHW3MPOBaHbl NpuMepHOo 3a 15 - 30 MWHYT [0 NpoBefeHUs
TECTUPOBaHMSA.

2) TecToBble KacCeTbl 4YyBCTBUTENbHbI K AeWCTBUIO Bnarn. Wx cnegyer XpaHuUTb B
HEBCKPbITOM YNakOBOYHOM KOHBEpPTE A0 HENOCPeACTBEHHOrO MNPUMEHEHUs TecT-
cucteMbl. TecTOBYH KacceTy Heo6XoAMMO WCMONb30BaTb AN aHanu3a HemMefsleHHO
nocsie BCKPbITUA yNakOBOYHOI0 KOHBEPTA U3 antOMUHWNEBOI (hONbIN.

21. MopAfoK BLIMOMHEHNA TECTUPOBAHNSA

1. BcCKpbITb YyNakoBOYHbIA  KOHBEPT, W3BJIeYb
TECTOBYIO KaCCeTy W MOMEeCcTUTb €e Ha POBHYIO,
YMCTYHO U CYyXYH0 pabouyto NOBEPXHOCTb.

HanpaBuTb KanenbHUULY MNpo6upkn ¢ 6ydepom
ONA  3KCTparMpoBaHus BHM3, W nepeHecTn 3
Kannu pacTBopa c 06paboTaHHbIM
6monormyeckmum o6pasyom B MpefycMOTPEHHOE
yrny6iieHne Ha NOBEPXHOCTU TECTOBOM KacceThbl
(npumepHo 85 MKnN).
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3. CuuTaTb NonydveHHbI pesynbTaT yepes 20 - 30
MUWHYT Mocfie nmepeHoca obpasya. B HekoTOpbIX
cnyyasx, nposiBieHue NOMOXUTENbHOTO
pe3ynbTaTa TECTUPOBAHWUA MOXET UMETb MeCTO
ObICTpee YyKa3aHHOro BPEMEHW, a B OTAENbHbIX
cnyvyasx, MOYTM  cpa3y  nocne  Havana
B3aumogeiicTBMA ob6pasua c peareHTamu. Yepes
30 MUHYT no6oi pesynbTar o6yneT
HeaeCTBUTE/IbHbIM.

22. WHTepnpeTaymsa pesysbTaToB

w1
C c
T
T T
Positive
Negative
MoNOXNTENbHbIA pe3ynbTaT TECTUPOBAHNS OTpuuatenbHbIl pesynbTaT TECTUPOBAHNS

Invalid/Retest

HenencTBnTeNbHbIN pe3ynbTaT TeCTUPOBaHKS / TpebyeTcs MOBTOPHbINA TeCT

1. Mono>X MTenbHbI i pe3ynbTaT

- €eC/M B OKOLWKe NposABMeHUA pe3ynbTaTa OKpawwmBaeTcsa nonocka tectupoaHua (T) u
nuHua KoHTtponsa (C): aHanu3 fgan MONOXWUTENbHbIA pe3ynbTaT Ha Hanuuue aHTUTeHa
SARS-CoV-2.

2. OTpuuaTenbHbl i pesynbTaT

- €C/M B OKOLWKe NpOosBNeHNs pe3ynbTaTa OKpawWwmnBaeTCa TONbKO KOHTponbHaa nuHus (C):
aHanus3 gan oTpuuaTenbHblA pe3ynbTaT Ha Hannyme aHTureHa SARS-CoV-2.

3. HepelicTBUT enbHblli pesaynbTaT (HEO6X0AMMOCT b NOBTOPHOTO TECTUPOBAHMUA)

- €eCNNn B OKOLWIKe MPOsBAEHUS pe3ynbTaTa KOHTPoabHasa nuHusa (C) He OKpallmBaeTcs,
pe3ynbTaT aHanm3a HefeicTBUTeNeH. Heo6Xo4MMO BbIMOMHUTL MOBTOPHOE TECTMPOBaHME
C MPUMEHEHNEM HOBOM UCMNbITATENbHOM KacCeTbl.
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23. OrpaHuyeHnd nNpu NCcNosb30BaHUN

1. Habop npegHa3Ha4yeH TO/IbKO A1 Ka4eCTBEHHOTO 06HapPYXeHUS aHTUTreHa, cneyndunyeckoro
K KopoHaBupycy SARS-CoV-2 B 6uonormyeckux obpasyax uenoseka (Maskum U3
HOCOrnoTkn). Habop He o6nagaeT CMOCOBHOCTLIO KOIMUYECTBEHHOTO ONpeaeNieHns Bupyca.
Habop npegHa3HavyeHa TONbKO AN AMArHOCTUKK B NabopaToOpHbIX YCNOBUAX in vitro.
MonyyeHne oTpuLaTENbHOIO pe3ynbTaTa TECTUPOBAHMA HE UCKIOYAET Hainume UHMeKLnu
SARS-CoV-2, 0C06EHHO Y NaLMeHTOB, KOTOPble KOHTAKTUPOBaNu ¢ HOCMTeNsAMuU BuUpyca. B
NoAo6GHbLIX CUTyauusix cnegyer PeKOMEHAOBaTb BbIMOSHEHWE AOMOMHUTENbHbLIX TECTOB C
MCNOMb30BAHWEM CPEACTB MOJIEKYNAPHOR AWMarHOCTUKKU, [ANA MOJIHOTO WCK/KYEHUNS
NHpeKUnN.

4. TIonOXWTeNbHbIA pe3ynbTaT TECTUPOBAHMSA MOXET ObiTb 00YCNOB/IEH HAMUYMEM B MPOLLINOM
NN B TEKYLLEM Nepnoae MHMEKL NN, BbI3BAHHO KOPOHABMPYCOM APYTUX Pa3HOBMAHOCTEN,
OT/INYHBLIX 0T SARS-CoV-2, B TOM 4uCie, KOpOHaBUpycom pasHosugHoctn SARS-CoV, B
CUNY YCTAaHOBNEHHOIO NOTEHUMana NepeKPecTHOW peaKTUBHOCTH.

24. KOHTpO/b KayecTBa

1. KOHTpO/b KayecTBa BbIMOSHEHUA NPOLEAYPbl UCMbITAHWUSA ABAAETCA MHTETPUPOBAHHBLIMMU.
CpefCcTBOM BHYTPEHHEro KOHTPONSA KayecTBa fABASETCA HanMyue LBETOBOW MOMOCKHU,
KoTopaa npossnseTcd B 061acTy OKHa pe3ynbtaTtoB (NuHusa C). OKpawuBaHue Takoi
KOHTPO/bHOW NWHUM NOATBepXAaeT paob6aBneHMe [A0CTAaTOYHOro o6bema ob6pasua,
KOPPeKTHbI/ LWabnoH 3aTekaHWa MaTepuana B MemMbOpaHy M MpPaBWUAbHYH TEXHUKY
BbIMO/IHEHNSA ANATHOCTMYECKO NpoLeaypbl.

2. [JononHuTenbHble 06pasubl  (MaTepuanbl) € MOAOXMUTENbHbBIM U OTPULATE/bHBIM
pe3ynbTaTOM OMpefeneHns TakXXe MOTyT UCMONb30BaThCA B LEeNAX KOHTPOAS KayecTsa.
Takue maTepuanbl He BXOAAT B KOMMJIEKT NOCTaBKWM MeAULUHCKOTO U3AeNnUsa, U JOMKHbI
npunobperarbcsa OTAENLHO.

25. NHopmauyma 06 yTuansaynm mefULLMHCKOTO n3aenmsa

YTunnsauus MeauLMHCKOrO W3Jenusa  [oJ/KHa NPOBOAWUTHCA COrlaCHO [AeiCTBYHOLWEMY
3aKOHOAaTeNbCTBY. MNpK MCNONb30BAHUM MeLULUHCKOIO U3genns obpasytoTcsd 0TX0A4bl, KOTOpbIe
KNaccuuumpyroTca U yHUUTOXAKTCA (YTUNU3UPYIOTCA) Kak: 3NUAEeMUONIOTMYECKU onacHble
otxofgbl (CaHlMuH 2.1.7.2790-10: knacc b).

Cepun TecToB, Mpullegline B HEFrOAHOCTb, CEPUU C UCTEKLIUM CPOKOM TOAHOCTMW, NoAnexar
YHUUTOXeHNIO B cooTBeTCcTBUM ¢ CaHluH 2.1.7.2790-10 Kak 0TX0A4bl, NpUHagnexalline K Kknaccy
«A» - (anugemuonormyeckn 6e3onacHble OTXOAbl, NPUOGNUXKEHHbIE MO COCTaBy K TBEPAbIM
6bITOBbIM OTX04aM), n6bIM cnocobom, npepoTeBpawalOlLLMM MNOBTOPHOE WCNOMb30BaHMeE.
YnakoBka Mocne MNOJHOr0 W3pacxof0BaHWA COLEPXMMOro, MOANeXWUT yTuausauuu B
cootBeTcTBUY € CaHlMunH 2.1.7.2790-10 Kak 0TX0/4bl, MPUHaAexallme K Knaccy «Ax».
YTunusnpyite onacHble BewecTBa WAM  OUONOTMYECKW 3arpA3HeHHble MaTepuanbl B
COOTBETCTBMM C MPAKTUKON, MPUHATON B BalUEM YUYpeXAeHUW. YTUNN3MPYiiTe Bce MaTepuansl
6e30macHbIM 1 MpUeMaeMbiM 006pa3oM B COOTBETCTBUMU C [AEACTBYHOLIMMU HOPMATUBHbLIMM
Tpeb6oBaHMAMU B 061aCTU CAHMTAPHO-3NNAEMMNONOTMYECKOro 6rarononyyms.
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26. TpaHcnopTUpPOBKa N XpaHeHWe

e XpaHuUTb M3aenne B OpUraHanbHOM ynakoBKe npu Temnepatype 2 - 30 °C.

* W3genve eneflyeT XpaHWTb B HEBCKPbITOM YMNaKOBOYHOM KOHBEpPTE A0 HeMNocpeACcTBEHHOIO
MOMEHTA BbIMO/IHEHWA aHanm3a. TeCTOBYI KacceTy Heo6XO0A4MMO WMCMO/b30BaTb A1 aHanusa
HeMef/IeHHO Nocne BCKPbITUA KOHBEPTA U3 aNtoMUHUEBON (ONbIN;

* B cnydyae xpaHeHUA U34eNnUa B XONOAUNbHUKE, Nepes MPUMeHEHUEM HEOOXO0AMMO BbLLEPXaTb
Npu KOMHATHOW TemnepaType B TeyeHue 30 MUHYT;

e bBepeub 0T BO3AEACTBMNA MPAMbBIX COMTHEYHbIX NYyYeid.

* M3penve MOXeT TPAHCNOPTMPOBATLCA BCEMU BUAAMM KPbITOrO TPAHCNOPTA B COOTBETCTBUM C
npaBuiiaMnm MepeBO30K, [AEACTBYKOWMUMKU Ha TpaHCMOpTe [AaHHOrO BuAa, B YMNaKOBKe
npousBoAUTENa npu Temnepartype 55+1 °C.

* M3genusa, TpaHCNOPTUPOBaHHbIE C HAapYLWEHNEM TEMMEPATYPHOro pexuma, NPUMEHEHUIO He
noAsiexar.

27. CpOK rogHoCcT! MegULNHCKOro u3iennsd
Cpok rogHocTu: 24 MecsLa ¢ AaTbl U3rOTOBMEHUS.
He ncnonb3oBaTb Noc/ie UCTEYEHMA CPOKA FOLHOCTH.

28. MapaHTuiiHbIE 0653aTeNbCTBA

Mpon3BoAUTENb TrapaHTUPyeT CTabWUIbHOCTb MEAULMHCKOrO W3AeNUs A0 OKOHYaHWs CpoKa
roAHOCTU NpK COB6NOAEHUN YCNOBUIA TPAHCMOPTUPOBAHUS, XPAHEHUSA N NPUMEHEHUS, YKa3aHHbIX
B UHCTPYKL MK,

Mpon3BoauTeNb  rapaHTUpyeT  6e30MacHOCTb  MeAWLMHCKOro  M3fenusi,  OTCyTCTBUe
HeLOMYCTUMOr0 pUCKa NPUUYMHEHUS BpPefa XXWU3HU, 3[0P0OBbI0 YesIOBEKA M OKpYXalolei cpese

Mpu MCNoNnb30BaHWKM Habopa peareHTOB MO Ha3HA4YeHWO B YCNOBUAX, NpPefyCMOTPEHHbIX
MPOU3BOAUTENEM.

29. KoHTaKTHas uHpopmauymsa

MNpoussoauTens:

«CyreHtex VIHK.»

[naBHbI ouc: 721-26, JPKEOHT AXKYHTbleOHAKK-p0o, OCOHr-eyn, XeyHrneok-ry, YeoHraxy-cu,
187, TexHo 2-po, [3eoH, Pecnybnuka Kopes

lMpou3BoAcTBEHHAA niowanka: 721-26, JXKeoHT XXYHIbIEOHAXK-P0o, OCOHr-eyn, XeyHr4eoKk-ry,
YeoHraxy-cu, YyHrueoHrbyk-go 28161, Pecny6nmka Kopes

Ten. +82-2-2226-5005

www.sugentech.com

Mo Bcem Bonpocam criegyeT obpawiatbCa K npeactasuTtesnito npomssogutens OOO
«ABUBUNP»:

141401, MockoBckas 061., r. XumMku, yn. Pabouas, gom 2A, ctpoeHune 1, atax/nom. 2/7
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Ten (495) 925-30-74

30. CBefleHNA 0 MapKNUpPoOBKe
Ha ka>K [0l KapTOHHOW KOpobKe yKas3aHo:
- HauMeHOBaHWe MNPeanpuUATUSA - M3TOTOBUTENS, TOBAPHbLIA 3HAK MPeLnpUATUA-U3rOTOBUTENS
(Npwn ero HanMuyMK), UAK NOrOTUN;
- ajpec NpeanpuATUA-U3roToBUTENS, TeneMoH, (akc;
- MOJIHOE N COKpaLleHHOe HauMeHOBaHWe Habopa;
- Howmep Lot (kog naptum);
- Howmep uzgenus no katanory (Ref)
- CpOK rogHoctu,
- YC/IOBUA XpaHeHUs;
- cocTaB Habopa;
- Hagnucb WM 3HaK «TONbKO ANA AUArHOCTUKUN UH BUTPO»,
- HOMep perncTpaLMoHHOro yAOCTOBEPEHMSA U faTbl perncrpayum;
- 3HaK TOKCUYHOCTW, arpecCUBHOCTU UKW APYTOM OnacHoOCTK (MpyU HeobXoAUMOCTH).
- 3HaK «KonmM4yecTBO mccnefgoBaHuii»;
- 3HaK «He gonyckaTb BO34elCTBMA CO/THEYHOIO CBETa»,
- 3HakK «O6paTtuTech K MUHCTPYKLUM NO MPUMEHEHUIO»;
- npu HeobxoaMmocTn Hagnucu:" ns npoeccnoHanbHOro NPpUMeHeHna";
- 3HaK uaun Hagnuch: «OcTopoxHO! O6paTuTeCh K UHCTPYKLUM MO NPUMEHEHUIO»;
- 3HaK «He ucnonb3oBaTb NOBTOPHOY;
- 3HaK: «CTepu/ibHOY»;
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Ona npogaxu Ha Tepputopum Poccuiickoin Pepepaumym ynakoBka MeAMLUHCKOr0o u3aenuns
CONpOBOXJAeTCcs AONOMNHUTENbHBIM CTUKEPOM C PYCCKOA3bIYHOW MapKUPOBKOIA.

Habop peareHTOB /19 MMMYHOXPOMAaTOrpauyeckoro BbISiB/IEHUS aHTUreHa
SARS-CoV-2 B buonornyeckom matepuase yenoseka (SGTi-flex COVH)-19 Ag).
Lot Ne CAGT20002
«CyreHTex NHK.»
naBHbIN otuc:  721-26, [)KEOHTIKYHTbIEOHAXKK-PO, OCOHr-eyn, XeyHraeok-ry,
M UeoHrgxy-cu, 187, TexHo 2-po, [3xeoH, Pecny6nimka Kopest

MpousBoacTeeHHasas nowanka: 721-26, [XeoHrDKYHIbleOHIKK-po, OcoHr-eym,
XeyHraeok-ry, YeoHrxy-cu, UyHrueoHroyk-go 28161, Pecny6nuka Kopes

Ten. +82-2-2226-5005
www.sugentech.com

MpeactaBuTeb NpoussoanTena B Pd:

000 «ABuUBUP»

141401, MockoBcKasi 061., I. XumKu, yn. Pabouas, g. 2A, cTp. 1, atax/nom. 2/7

Ten (495) 925-30-74
[ns npodeccMoHanbHOro NPUMeEHEHNS

CocTaB Habopa:

1 TecTtoBas kacceTa (B MHAMBUAYa/IbHOI YNaKOBKe 13 POMbI B KOMMJIEKTE C OCyLumTenem) - 25 wr.;
. bythep ans skcTparmposaHus - 11T.;

. Mpobupkn gnsa skcTparnposaHms obpasya - 25 wWr;

. Hacapgka ¢ kanenbHuuel - 25 wr;

. CTepusbHbIi TAaMNOH ANS B3STUA Ma3ka - 25 WT.;

. [MoAcTaBkKa 13 KapToHa - 11uT;

. IHCTpyKUmMA K MeguumMHCcKomy musgenuio - 11T,

REF

~N o oW

LOT

[laTta pervcrpaumm r

ce LLIGAA
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Jsuser.ech

JKCnankKayma CMMBONOB, HAHECEHHbIX Ha YNaKOBKY
CumBon OnucaHne

Wcnonb3oBaTh A0

REF Homep v3aenvs no katanory

LOT Kog naptun

W3penune ans in vitro gnarHocTuku

i XpaHWTb B YKasaHHOM TeMrnepaTypHOM gmanasoHe (2-30 °C)
% V .. Cofiep>KMMOro AoCTaToMHO A4/19 NPOBeAeHUs N-TECTOB
M3roTosuTtens
A OcTopoxxHo! ObpaTuTeCch K MHCTPYKLMW MO NPUMEHEHNUIO
CD 3anpeT Ha NOBTOPHOE MCMNO/b30BaHWE
BTIRLEIO CTepununsaumnsa oKCMLOM 3TUJEHA

3HaK EBpOMENcKoro cooTBETCTBUSA

O6paTtnTech K MHCTPYKLMK MO NMPUMEHEHUIO
1S p PyKL, P
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MpowmnTo, NPOHYMEPOBAHO U
CKPEeneHo neyarbio NINCTOB.
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