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1. TpeboBaHWS K ynakoBKe

YnakoBka MW fo/mkHa COOTBETCTBOBaTb  TPeOOBaHWAM  [eWCTBYHOLLEN  HOPMaTWMBHOWA
[JOKYMeHTauum  (MeXrocyapCTBeHHble, HaUMOHa/IbHble CTaHAapTbl), npuMeHumMort K MW ans
ANarHoCTUKN in vitro.

YnakoBka fo/mkHa obecrieumBatb LEMIOCTHOCTb, YMCTOTY M Ge30MacHOCTb KaXoro peareHTa
(BHYTpeHHsAS ynakoBKa) W uW3Aenns B LENOM (BHELUHAS YMakoBKa), a Takke o06ecrneynBathb
COXPaHHOCTb (PYHKLMOHa/bHLIX CBOWCTB M XapakTepucTuk MW npu MCNoNib30BaHWW, XpPaHEHUU W
TpaHcrnopTupoBke  (TpynnoBasi/TpaHCMOPTHass  yMakoBKa) B YC/IOBUAX,  MpPefnucaHHbIX
npoun3BoauTeNemM (M3roToBUTENIEM) B UHCTPYKLUW MO MPUMEHEHWIO.

Bce ynakoBouHble MaTepuasibl ((P1akoHbl U KPbILWKKW, WCMOMb3yeMble A1 YNaKOBKW peareHToB,
MaTepuasl KOMOMHMPOBAaHHbIA Ha OCHOBE a&/IOMUHWEBON (HOSIbIM U CUMKAresb, WCMOMb3yemble [/1S
ynakoBKu MIMMyHoCOp6GeHTa, NOTpeduTebCKas M TpaHCMOpPTHAA YNakoBKa (KOPOOKN KapTOHHbIE), BCTaBKU
6nmcTepHble (KOPPEKCbI), NaKeTbl NOMNATUIEHOBbIE C 3aMKOM Zip-Lock npoxogsaT BXOAHOW KOHTPOSb B
Otpgene 6uonornyeckoro u TexHonormyeckoro KoHTpons (OBTK) OO0 «HINO «[uarHocTuyeckume
cuctembl» no cneumgrkaumam (Cr OBTK OO0 «HIMO «/AnarHOCTUYECKME CUCTEMbP>).

1.1. IMMyHOCOpP6EHT repMeTMYHO YMaKOBbLIBAETCS B MaTepuan KOMOMHMPOBaHHLIA Ha OCHOBE
IIOMUHMEBOIN  (honbrn (PONbIMPOBaHHLIA MaKeT), B MakeT C MMMYHOCOPOGEHTOM BK/afAblBaeTCs
cunukarenb. [na obecrieyeHns KayectBa YNakoBKM WMMYHOCOpPOGeHTa (repMeTUYHOCTM YNaKoBKM)
NPOBOANTCA Ba/MAaLMs TEXHOMOMMYECKOro npoLiecca npuroToBieHNs UMMYHOCOP6eHTa.

1.2. KoHbtorat pasnmeaeTcd BO (h1akoHbl 06bEMOM 4,0 M1 M3 TEMHOro CTekna ¢
HaBMHUYMBAEMbIMW KPbILLIKAMU.

1.3. PPK pasnunBaetca BO (hnakoHbl 06bEMOM 15,0 M1 13 CBET/IONO MiacTUKa C HaBUHYMBaEMbIMU
KpbILIKaMK.

1.4. K+ pa3nuBaeTca BO (pflakOHbl 06bEMOM 4,0 M/T U3 CBETNIONO CTeK/a C HaBMHYMBaEMbIMU
KpbILLKaMK.

15. K- pa3nuBaeTca BO (hnakoHbl 06bEMOM 4,0 M1 M3 CBET/IONO CTeK/a C HaBMHYMBaEMbIMU
KpbILLKaMK.

1.6. bP pasnuBaetcs BO (piakoHbl 06bEMOM 15,0 M1 M3 CBET/IONO M/acTUKA C HaBUHYMBaEMbIMU
KpbILLKaMK.

17. PPC pa3nuBaetcsi BO (plakoHbl 06BLEMOM He MeHee 15,0 MA M3 CBET/IONO NacTMKa C
HaBMHUYMBAEMbIMU KPbILLKaMU.

1.8. 1IP pasnuBaeTca BO (hiakoHbl 06bEMOM 60,0 M1 M3 CBETNIOrO MIacTUKa ¢ HaBUHYNBAEMbIMM
KPbILLKaMU.

19. Cron-peareHT pa3mBaeTca BO (pfakoHbl 06bEMOM 30,0 M1 M3 CBET/IONO MiacTUKa C
HaBMHYMBAEMbIMU KPbILLKaMK.

1.10. Cb pa3nuBaeTcst BO (hakoHbl 06bEMOM 30,0 M1 U3 TEMHOIO NnacTMka ¢ HaBUHYMBAEMbIMM
KPbILLKaMW.

1.11. TMB pa3nueaeTcs BO (iakoHbl 06bEMOM 4.0 M/ 13 TEMHOIO NacTUKa ¢ HaBUHYMBAEMbIMU
KpbILLKaMK.

1.12. LIBeT KpblLleK He crneympmumpoBaH.

1.13. [Ona  obecriedyeHnss  KayectBa  YKYMOPKWM  (P/IAKOHOB  MPOBOAWUTCA  Ba/mMgauus
TEXHO/IOTMYECKOro npoLiecca po3nnea 1 YKynopKu.

1.14. TlnaHweTt pAnd npeaBapuTeNbHOIO PasBefeHNss CbIBOPOTOK YNaKOBbIBAaeTCA B MakeT
MOSIM3TUNEHOBBIN.

115, HakOHeyHWKM OfHOpa3oBble W BaHHOUKM MNNACTUKOBbIE AN XKUAKUX peareHToB
yMNaKoBbIBAtOTCA B MaKeT NOMMITUIEHOBBIV C 3aMKOM Zip-Lock.

1.16. ®nakoHbl C peareHTamy YCTaHaB/IMBAKOTCA B CreuuanbHble BCTaBKW  6G1MCTEpPHble
(Koppekcbl).

1.17. ®nakoHbl C peareHTamu B Koppekce. IMMYyHOCOP6eHT B (hO/IbrMpOBaHHOM MaKeTe, MakeT
MOSIM3ITUNEHOBLIA C 3aMKOM Zip-Lock ans ynakoBkuM MMMYHOCOPOEHTa MOC/e BCKPbITUA, MIEHKN
3awnTHble ana P A-NnaHLWIETOB, HAKOHEYHMKM O4HOPA30BbIe YN BAHHOUKW NIaCTUKOBbIE ANA XUAKUX
peareHTOB B MakeTe MOMMITUIEHOBOM C 3aMKOM Zip-Lock, nnaHweTr Ans npeasapuTensHOro
pa3BefeHNs CbIBOPOTOK B MakeTe MOMUITUIEHOBOM, WHCTPYKUWSA MO MPUMEHEHUIO MOMELLatoTCA B
KOPOOKY KapTOHHYHO (BHELLHIOHO / MOTPEOUTENbCKYHO YNaKOBKY).

118. Habopbl B MOTPeOUTENLCKOM  YMNakoOBKE MOMELLAOTCA B KOPOOKM  KapTOHHbIe
(rpynnoByO/TPaHCNOPTHYHO YNAKOBKY), KOMYECTBO M3L4eNNIA B IPYMMOBOIA YNakoBKe (YMC0 efUHWL,
NOTPeOUTENbCKOW YNaKOBKM) YKa3bIBatOT Ha MapPKMUPOBKE rPyrnoBOi YNakoBKM.
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¥Ynakonka ¥ mapkuponka «1C-HPA-AHTH-SARS-CoV-2-G (S)»

LT

2. MakeTn! ¥ 00pa3subl BHEIUHEro BHAA YNAKOBKH
2.1. BuyTpenuss ynakoska

MaTtepuan xoMbauaposannnili Ha ocHOBE anOMuHEEBON $ONLIH

{(bomruaponanniii naxer) ans ynaxonxs HumyBocopbenra

~ DAAKOHB CBETJIbIC NAACTHKOBLIC ¢ HABNHIHB2CMLIME KPLINIKAME
RAS YOAKOBKN KUAKHY PearenTos :

60,0 ma 30,0 ma 15,0 Mn

‘-DMIIH TCMHEBIC INACTHKOBHIC ¢ HABHHYTNBACMEIME KPLIINKAME
AR YIAKOBRH XRIAKEX DEATCHTOB

30,0 ma 4,0 ma
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d ¥Ynaxoexa u mapkupoeka «IC-HDA-AHTU-SARS-CoV-2-G (Sp»

DAaKOHE CTEXNSHALIC ¢ BHATOBOMH ropJoBRAON
AN YIIAKOBKH KHAKHX PEATCHTOB

40man  4,0ma

Kpolmke Ain GIaxoHOB CTEXIMHALIX

IaxeT nonH3THACHOBLIH ¢ 3aMKoM Zip-Lock
AJIS YHAKOBKH HAKOHeUHMKOB OHOPR30BLIX H BANHOYEK HAACTHKOBHIX
) ANY XAAKAX PEATCHTOB
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MnaHLweT ANsa NpefBapuUTeNIbHONO pPasBeeHNs CbIBOPOTOK
B NMakKeTe MonuaTUIeHOBOM

2.2» BHewHsAda / noTpebutenbckasa ynakoBKa

Kopobka KapToHHasA acoBoYHas

Maxet O6paseL| BHELLHEro B1aa

BcTaBKa 611MCTepHast /151 yCTaHOBKM (D1AKOHOB Cx uakumu PeareHTamu
Maket O6pasew; BHeWH>M gyna

MpumeyaHwne: A, b, B, I, 1 - HOMeHKNaTypa Ayeek
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YnakoBka n mapkunposka «AC-MPA-AHTN-8AKB-CoY-2-C (S)»

2.3. pynnoBas ynakoBkKa

Kopo6ka KapTOHHasi Mo4ToBas

MakeT O6paseL, BHELLHEr0 BMAA
ST
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3. TpeboBaHMS K MapK1pPOBKE.
MapKu1poBKa OCYLLIECTBNAETCA B COOTBETCTBUN C TPEOOBAHMAMM:

- TOCT P WCO 15223-1-2014 W3penus wmeauumHckue. CUMMBOMbI, NPUMEHsemMble  Npu
MapKMpPOBaHWN Ha MeAWLUMHCKMX W3LeNnsX, 3TUKETKaX W B COMPOBOAMTE/bHOW [LOKYMEHTaLuum.
YacTb 1 OCHOBHble Tpe6oBaHWS:

- T'OCT P NCO 18113-1-2015 MeAnUUHCKME U3LeNNa ANa AUarHoCTUKK in vitro. VIHpopmauus,
npepocrasngemMass M3rotoeuTeneMm (Mapkvposka). Yacte 1 TepmuHbl, onpefeneHns u obume
TpeboBaHWS:

- TOCT P NCO 18113-2-2015 MefuumHCKMe U3aenuna Ana AUarHoCcTUKK in vitro. MHgopmaums,
npegocras/semMas U3rotosmTeneM (MapkuMpoBka). YacTb 2. PeareHTbl 418 AMarHOCTUKK in vitro ans
MPOECCMOHANIBHOIO MPUMEHEHMS.

MapkmpoBka MW po/mkHa COOTBETCTBOBAaTb TPeOOBaHUAMM HACTOALLEro [JOKyMeHTa W
[ENCTBYIOLLEA HOPMATMBHOW [OKYMEeHTauun (MeXrocyfapCTBeHHble, HauMOHa/bHble CTaHAapThbl),
nprMeHnMor K M ons AnarHoCTuKK in vitro.

MapkmpoBka MW pomkHa ObITb YeTKOM M pa3bopyuMBOi, a TakkKe BbIAENATHCA WM
pasmeLlatbC Ha (DOHe, KOHTPAaCTHOM MO OTHOLUEHMIO K LBETY MOBEPXHOCTU, Ha KOTOPOM OHa
pacnonoxeHa. MapKupoBKa [0/KHA COXPaHATLCA B TeYEHMe Cpoka rOAHOCTM MeAMLMHCKOro
N34enuns, yCTaHOB/IEHHOTO NPON3BOANTENEM.

MapK/pOBKY BbINOMHAKOT B (hOpMe Haanuceln wnuM  rpagmyeckn B BUAE CUMBO/IOB MO
FOCT P NCO 15223-1-2014 (8 nn. 3.1., 3.2., 3.3. npuBefeHbl CCbIIOYHbIE HOMEpPa CUMMBOJIOB,
yKasaHHble B Tabnmue 1 paHHoro [OCT). [lNpegyCMOTpPeHO MapKMpoBaHVWe B BUAE ITUKETKU
(3TUKETOK) WM HaHEeCeHWeM HenocpeACTBEHHO Ha YNakoBKY TUMOrpag)CKUM WM WHbIM CroOCcOo6OM,
BO3MOXEH KOMOVHVPOBaHHbIV BapuaHT.

NHpopmaums Ha MapKMpoBKE YKas3blBaeTCA Ha PYCCKOM N3blke, MNPU  HEO06XO0AMMOCTU
MapK/MpPOBKa BbIMO/HAETCA B COOTBETCTBUM C HOPMATMBHbLIMY TPebOBaHMAMU CTpaHbl-3aKa3umnka, Ha
A3blKe CTpaHbl-3aKa3uMKa WM aHrIMIACKOM A3blke. BO3MOXHO HaHeceHume cneluanbHbIX 3HAKOB
(Hagnwmceid), NOATBEPXKAAOLLMX COOTBETCTBME MEXAYHAPOAHbLIM PEryNsTUBHbLIM TPEOOBaHNAM.

3.1. MapknpoBKa BHYTpeHHel yrnakoBKW (06pasubl npeactasneHbl B N. 4.1. HacToALEro
[OKYMEHTA).

Ha kaxpabii naket ¢ VIMMyHOCOp6eHTOM U (plakOH C peareHTOM [JO/hKHa ObITb Hak/eeHa
3TUKETKA C YKa3aHWeM:

- JIoroTuna npeanpuaTus’;

- TOproeoro (COKpaLleHHOro) HaMeHoBaHUA Habopa

- COKpaLLEeHHOro HaMeHOBaHWNA PeareHTa;

- 00bEMma peareHTa (415 XXUAKUX peareH roe);

- Homepa cepuu peareHTa (cumson 5.1.5+ Homep cepum B hopmate XXXYYZZZM);

- Cpoka rofHoctn peareHta (cumBson 5.1.4 + gara UCTEYEHWS CpoKa rogHoOCTU B ghopmarte
YYYY-MM-DD. wuHopmaums 0 [aTe WCTEYEHUS CPOKa rOAHOCTU .MOXET OblTb BK/KOYeHA B
LUTPUX-KOA);

- ycnoBuiA xpaHeHus (cumeon 5.3.7);

- YKasaHuii 0 MpUMeHeHWUN AN AMarHOCTUKK in vitro (cumBon 5.5.1);

- LUTPUX-KOJA peareHTa;
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- cnocoba NoAroTOBKM peareHToB K MCMOb30BaHMO (ans pea' CHTOB MNP, TMB, KoHbtorar):
Ha 9TMKeTKax nakoHoB C WP pgomkHa ObiTb yKasaHa KpaTHOCTb pas3BefeHns B BOfe
ANCTUNNMPOBAHHOW (4EVOHU3NPOBAHHOW); Ha 3TUMKEeTKax (hakoHoB ¢ TMbB fo/mkHa ObITh ykazaHa
KpaTHOCTb pa3BegeHuss B CB; Ha 3TMKeTKax (akoHOB C KoOHbOratom [o/mkHa ObiTb ykKazaHa
KpaTHOCTb pa3sefeHns B PPK).

Ha aTukeTkax giakoHoB co CTOMN-peareHToM A0/HKHA ObITb YKa3aHa MONSPHOCTb PacTBopa.

Ha 3TukeTKe (nakoHa C KOHTPO/bHbIM 06pasuom (K-) AomkHa CTOSTb Haanucb —
«AHaKTMBUPOBAHH bliA».

Ha nakeT MOAM3TWMEHOBbLIA C MNJAHLWeETOM ANS NpeABapuUTeNlbHOrO pasBefeHns CbIBOPOTOK
[O/DKHA ObITb HaK/MeeHa 3TUKEeTKA C yKasaHMeM N10roTrna nNpeanpuaTna v Hagnucelo: «lMnaHwer ana
npeaBapuTensHOro pasBefeHus CbIBOPOTOK.

HakoOHeYHVKM O0AHOpa30Bble, BaHHOYKW MNAACTUKOBbIE NS >KUAKUX PEeareHToB, MIEHKK
3almTHble Ang VP A-niaHWeToB. NakeTbl NOMMITUMIEHOBbIE C 3aMKOM Zip-Lock He MapKupyoTcs.

WH(opmaums 0 TOKCUYHOCTKM, arpeccMBHOCTW W [APYroW OnacHOCTW: MapKMpoBKa (/lakOHOB
[O/MKHa cogepxaTb cumBon 5.4.4 «BHumaHue» (Npu HeobxoauMMOCTW). AHanM3 HeobXo4UMOCTU
NCMONb30BaHMA CMMBOMA «BHWMaHME» N MH(OPMALMA O HaMUMM BPefHbIX BELLEeCTB B COCTaBe
peareHTOB Habopa npeAcTaBneHbl B JOKYMeHTe «[llacrnopt 6e30nacHOCTU.

MpumeyaHns:
‘BO3MOXKHA Meyathb IoroTuna NpeanpuaTUa Ha LBeTHOM (DOHE;

- mMapkupoBKa (fiakoHOB ¢ peareHTamu: TMB, NP, Cton-peareHT, Cb, He COAEPXXWUT TOProBOro HavMeHOBaHWA
Habopa, Tak kak TP un Cb B3aMmo3aMeHsieMbl BO  BCeXx Habopax  peareHTOB  MPOM3BOACTBA
OO0 «HIMO «[narHoctuyeckne cuUcTeMbl»; CTOM-peareHT MOXET OblTb B3aMMO3aMeHAeMbIM B  3aBUCUMOCTU
OT MOAAPHOCTM pacTBopa; TMB MOXeT ObiTb B3auMoO3aMeHseMbIM B 3aBUCMMOCTM  OT  KOHLeHTpauuu
3,3',5,5-TeTpamMeTUN6eH3nANHA);

ADONYCKaeTCAd HaHeceHWe HaMMeHOBaHWI HeCKOMbkMX MW Ha BHYTPEHHIOK MapKUpPOBKY C YHUBEPCASbHbIMM
peareHTamu npomnssofctea OO0 «HIMO «[JuarHoCcTU4ecKne CUCTEMbI»;

- NpucBoeHMe HoMepa (Koda) Cepuun peareHTa OCYLLECTB/ISETCA B COOTBETCTBMM C YCTaHOBNEHHbIM HA OO0 «HIMO
«[lnarHocTnyeckne CUCTEMbI» MOPAAKOM, HOMep (KOA) Cepuu peareHTa NpefAcTaBnsieT cOBOM YHWUKa/bHbIA HOMep,
cocTosAwmMiA M3 BocbMU UMdp; XXXYYZZZ, rge XXX - umpposoii kog MW wan yHMBepcanbHOro pacTBopa Ha
npeanpuatum, YY - HOMep peareHTa Ha npegnpuatun, ZZZ -nopsifKOBbIA HOMEP CepuUn peareHTa).

3.2. MapKupoBKka BHeLUHen ynakoBku (o6pasubl MpeAcTaBieHbl B M. 4.2, HACTOALLEro
[IOKYMEHTa).

Ha kaxayto KOpobkKy C Habopom (NOTpebMTenbCKYH YMakoBKY) [O/MKHA OblTb HaHeceHa
MapKM1POBKa C YKa3aHWeM:

- JIoroTuna npeanpusaTisa UIn TOBapHOTO 3HaKa;

- COKpalleHHOro HaumeHoBaHWs MpoussBoguTens, cumeona 5.1.1, no4yToBOro ajgpeca
(c ykasaHvMem cTpaHbl npoucxoxgeHuss M), TenegoHa/pakca, agpeca 3NEKTPOHHOW MOYTbl U
WHTEpHeT-cainTa Npou3BOANTENS;

- TONHOro 1 TOProBoro (CoKpaLleHHOro) HaMeHOBaHUA Habopa,

- KaTta/io)KHoro Homepa (cumson 5.1.6 + Homep);

- Ko/n4ecTBa onpegeneHunin (cumeon 5.5.5+ KonmnyecTso onpeaeneHnin);

- COCTaBa W KONMYeCTBa peareHToB Habopa;

- CBeAEeHWin 06 MHaKTVBALMWN KOHTPO/IbHLIX 06pasLoB;

- Homepa cepumn Habopa (cumBon 5.1.5 + Homep cepun B hopmaTe: XXXYYY*);
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- [atbl U3roToB/eHns Habopa (cumBon 5.1.3 + gata B popmate YYYY-MM);

- CpOKa rogHocTn Habopa (KosM4eCcTBO MeCALEB);

- CpokKa rogHocTu Habopa (cumBon 5.1.4 + gata UCTeYeHMs CpoKa FOZHOCTM B opmarte
YYYY-MM-DD);

- WTpux-Koga Habopa, QR-koa;

- HOMepa TEXHUYECKUX YCNOBWUIA;

- HOMepa 1 faTbl PErncTPaLoHHOr0 yA0CTOBEPEHUS;

- YCNOBWIA XpaHeHusi Habopa (cumeonbl 5.3.2, 5.3.4, 5.3.7);

- YKaszaHui1 0 NPUMEHEHNN ANS AMarHOCTUKK in vitro (cumBon 5.5.1);

- YyKasaHus, 4TO B C/lyyae MOBPEXAEHUA YNaKOBKWA Hefb3f WCMO0/b30BaTb MeAVMLUHCKOe
nsgenve (cumson 5.2.8);

- YKazaHus [Af1s nonb3oBatens 0 HeobXOAMMOCTM  03HAKOMWUTLCA C  WMHCTPYKUMEd Mo
nprmMeHeHunto (cumeorn 5.4.3);

- Hagnvcy: «[ng npodeccroHasIbHOrO NPUMEHEHNSA;

- Haanucu: «He cTepunbHO»;

- Hagnucun: «PeareHTbl MU3Aenus, cofepXxalliye B CBOEM COCTaBe Martepuasibl YeroBevecKoro
MPOUCXOXKAEHUSA, WHaKTMBMPOBaHbl. AHTUTENa K BWY-1,2 n Bupycy renatuta C n HBSAg
OTCYTCTBYHOT»;

- VMH(opMaLMmM 0 TOKCUYHOCTM, arpeccMBHOCTU 1 ApYroi onacHocTu (cumBon 5.4.4);

MpumeyaHme:
‘MpucsBoeHne Homepa (kopa) cepum MW ocyluecTBNsSeTCA B COOTBETCTBUM C YCTaHOBNEHHbIM B OOO «HIMO
«narHocTnyeckne cuctembl» nopsakom. Homep (kog) cepum MW npefcTaBnsieT CO60M YHWKanbHbIA HOMEP, COCTOSLLMIA

M3 LWECTN Undp 1 ABASIOWMIACA NMAEHTU(HMKATOPOM faHHOW cepun MU XXXYYY. rge XXX-undposoir kog M Ha
npegnpuatan, YY'Y - NOpsSAKOBLIA HoMep cepun MU,

3.3. MapkupoBKa rpynnoBoii ynakoBku (o6pasupbl npefctasieHbl B M. 4.3. HaCTOALLEro
[OKYMEHTA).

Ha rpynnoByto ynakoBKy ¢ Habopamm [0/KHa ObITb HaHECEHa MapKMPOBKa C YKa3aHWeM:

- Jlorotmna nNpeanpuaTUa UaM TOBapHOIO 3HaKa;

- COKpalLeHHOro HaMMEeHOBaHMA npou3BoauTeNns, cumsona 5.1.1. noyToBOro agpeca
(c ykaszaHvem CTpaHbl npoucxoxgeHuss MW), TcnedoHa/thakca, agpeca 3NEKTPOHHON MNOYTbl K
WHTEpHET-cainTa Npon3BOANTENS;

- TOJIHOrO 1 TOProBoro (COKpaLLleHHOro) HarMeHoBaHUsA Habopa;

- KaTa/loXHoro Homepa (cumeon 5.1.6 + Homep);

- HoMmepa cepun Habopa (crmBon 5.1.5 + Homep cepum B gop.Mate XXXYYY');

- [aTbl M3roToBneHms Habopa (cumeon 5.1.3 + gata B hopmate YYYY-MM);

- CpOKa rofHocTu Habopa (KONMYeCTBO MeCSILIEB);

- CpoKa rogHoctu Habopa (cumBon 5.1.4 + gata UCTEYEHWUS CPOKa rofgHOCTM B (hopmaTte
YYYY-MM-DD);

- YC/MOBUIA XpaHEHWA 1 TpaHCMopTUpoBaHUs Habopa (cumeonbl 5.3.1. 5.3.2, 5.3.4, 5.3.7);

- MaHuUMysAauMOHHOIO 3HaKa «Bepx»;

- Hagnucu: «He cTepunbHO»;

- YKasaHuil 0 NPUMEHEHUN ANa AMarHoCTUKK in vitro (cumson 5.5.1);
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- VH(opMaLmm 0 TOKCUYHOCTK, arpecCMBHOCTY W ApYroi onacHocTu (cumeon 5.4.4);

- yucna eguHnL, NOTPeOUTENBCKON YNaKoBKN N3L4eNNIA B TPYNMOBOMA YNaKOBKE;

- Maccbl HeTTO ¥ Maccbl 6pYTTO rpynnoBOM YNakoBKU;

Maccbl HETTO NOTPEGUTENBCKOI YNaKOBKY;
Hagnucy Ha rpynnoBoli ynakoBKe, COAepyKallve AaHHble O YMCNe eAvHWL, NoTPe6bUTeNbCKON
yNakoBKW W3AeNMiA, Macce HETTO M Macce OpyTTO, Macce HETTO MOTPEBUTENLCKOW YNaKoBKM

[OMyCKaeTCA BbINO/HATL C MOMOLLbIO K/TALLIE.
MpumeyvaHue:

TlpucBoeHne Homepa (koga) cepum MW ocyliecTBaseTcAs B COOTBETCTBUM C YCTaHOBMEHHbIM B OO0 «HIMO
«JlmarHoctuyeckume cuctembl» nopsgkoMm. Homep (kog) cepum MU npepacTtaBnsieT co60i YHUKaNbHbIA HOMepP, COCTOALLMIA
M3 LWECTU LMpp W SBNAIOWMKIACA naeHTUguUKaTopoM gaHHoi cepum MU: XXXYYY. rge XXX-yugposoint kog M Ha

npegnpuatumn, YY'Y - nopagkoBblil HOMep cepun M.

3.4. O6bACHeHWe CMMBO.TOB, MCMO/b3YeMbIX B MapKuposke M, npefacTasneHo B Tabnuue 1.

w J

|I-O]

Tabnmua |

O6BbACHEHVE CMMBOJIOB, UCMOJIb3YEMbIX B MapK1Uposke MU

MeauuUyHCKOe M3aeniie il AMarHOCTVK in vitro

M3rotoBuTesb ] r

Homep no katasiory

Cooep>Mmoro 0CTaTouHO A/14
NpPOBeAEHNs «-KONMYeCcTBa TECTOB
(konMuecTBo onpeaeneHuin)

Kog naptvm (Homep cepui)

[Harta narotosneHns (YYYY-MM) A
CpoK rogHocTM (mata MCTeYeHWs
Cpoka  rogHocTM B (hopmare W
YYYY-MM-DD)

He 1cnonb3oBaTb Mpu NOBPEXAEHNM
YMaKOBKY
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OG6paTUTECh K UHCTPYKLMW MO
MPUMEHEHMIO

TeMnepaTypHbIii AyanasoH

He ponyckaTb BO3AECTBYS COMHEYHOTO
cBeTa

bepeub OT Braru

BHuMaHVe

Bepx

XpyrKoe, 06PaLLATLCS OCTOPOXHO



4. O6pasubl MapKNPOBKN
4.1. O6pasupbl Bi\ 3 PCUHEN MAPKUPOBKMN

[ICMDA-AHTI-SARS CoV 2G (S).

NMMyHOCOp6eKT b F“:S

n KoHblorar
0,6 MN1

- !

|JIC-M@A-AHTH-SARS-COV.2G (S). -ACAtOA-AHTH-SARS-CoV-2-G <§>
K+ g | uWw K- 29
wHallven|>oBaHH4>1i > s
1,2 mn n 2,0 Mmn X 1 s |
iSiAis~®
M FICA1@A-AHTMAAS-CoV-2-tS(S). LU ne g
(noMucHTpar X25)
ppc ¢ w |
1 50,0 MN LL[-’/o
12,5 mn S ps i
1 %8 -~ [1ot] XXXYY22Z w
n = i
[17 nw'nl 14 i=° M YYYY-HM-OD »7C A =~
. A TMB
cB =8 (KOHUeHTpaT X11) ~s §
25,0 Mmn =1
. A n !
[LAXXXVYZZZ W n |_|.||_I XXXYYZZZ  fivol
_____ ' = g
iiYYYY-MM-DD +n, n=© eYYYY-MM-OD 2C i
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[IC H*A-AHIM-SARS-CoV.2-G (5)» —

(KoHuUekTpar X21) > s ~=S

g guw
K >
‘sJrxi=*°

Me[IC-UDA-AHTU-SARS-CoV-24:]S).

. AC-H«A-AHT>1-SARS<0V-2-G(S)>

BP 3 s | |
12,5 MN AojASE

® e

Cton-peareHT
0,2M =1
n 25,0 MN

A
[Io§| XXXYYZZZ  [ivol

>ar

~YYYY-MM-00 -2C 1

4 n MnaHwerT gnsa
npejgBapuTenbHOro

pasBefjeHus CbIBOPOTOK



4.2. Obpaun|bl BHELUHE MapKUPOBKU
NHhopmauua HaHeceHa TUHOL pad)CKUM Crioco6om
Ha KOpPOOKY

(X3weceTBo ¢ 0L pmiMHCHHOfi oiHCiciBcimocii>io

«[lnalHocTyeekne cuctembl»
(YX) «HNO «/InanuxTnyeckKnc cucteMbi»
6U3093.1\>ccusi. 1. HukHWIA HoRiopo.i. >». AMltoHcBas. 22

<831)434-86-83. B-400-33.-0300

13 inllVa nptids.m. www.nptxls.m

«Habop pearekToB
AN BbISIBNEeHUst aHTuTen knacca G
K spike 6enky SARS-CoV-2

METOLOM VMMMYHO(EPMEHTHOFO aHaM3a»

(«fIC-Ma>A-AHTH-SARS-CoV-2-G (S)»)

AEF S-2442

«[ns NpoheCCMOHAIBHOTO MPUMEHEHUS» «HeCcTEpUNbHO» «PeereHTbl usgenvs,
cofiepxallje B CBOEM COCTaBe MaTepuasibl YeNIOBEHECKOTO NPOUCXOX/AEHUA WHaKTWaupoeayb!
AnTuTena k BUY-1 2 n supycy renatuta C n HBSAg OTCyTCTBYIOT»

CocTaB Habopa

NmmynocopbeHT 1 nnaHwer
3 KoHwblorar 1N, 0,6 M7
3 PPK 10n. 12,5 mMn
- Kt 100, 1.2 mn
S 1 K-. NHaKTMBUPOBAHHbIA 1dn. 2,0 mn
e bP 1¢n. 12,5 Mn

— L PPC 1dn. 12.5 mMn

8 np 1dn. 60.0 Mn
9 Crton-peareHTt 1dn. 29.0mn
10 CB 1d¢n. 29.0 mn
1 T™B 1dn. 2,5 mn
1p TnaHwer Ans npejaapuTentHoro passeaeHns

CbIBOPOTOK 1 nnaHwer
13 Nn6Hka 3awmuTHas gns NP A-nnaHweTos 2 W,
14
19 BaHHOYKa nnacTukoBas ANs XUAKUX peareHToB 2 wr.
16 MakeT NoAMaTUNEHOBbLIN C 3aMKOM Zip-Lock 1wr.

17  WHCTPyKUUA NO NPUMEHEHNIO 1w
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4.3. O6pallbl rpynnoBoii MapKNPOBKU

WHopmauma HaHeceHa TMMNorpagicKUM croco6om
na Kopobky

HAYYHO-MPON3900CTeEHHO{ O06bEfIVIHtHHE
ONATHOCTUYECKWUE CUCTEMBI

000 «Hno «aliicaHKOKiIr diadvivb

603093. Poccus, r. HwkHuiA Horopon. y.i. f16.1oHcmas. 22
M 1 Tc.1/hakc: (831) 434-86-83.8-800-555-0300

li-muil: inliW/ npods.ru. www.np(Kls.ru

«He cTepunbHO»

«Habop peareHToB
[N BbISIBNEHUSA aHTUTen knacca G
kspike 6enky SARS-CoV-2
MeTOAO0M UMMYHOMD KIEHTHOTO aHam3a»

(«FIC-M<I)A-AHTH-SARS-COV-2-G (S)»)
LOT 244YYY REF S-2442

1A
YYYY-MM

CPOK rogHocTv Habopa 12 mec
YYYY-MM-DD Macca HeTTo X HabopoB X K&

Macca 6pyTTO X _ Ha6opos J5_ K&

A Macca HeTTo NoTpe6UTENLCKO YNaKoBKM KT
Yuycno eanHUL, NOTPEBUTENBCKON YNakoBKW X

Paspabora:

Onepatop M.A. CamcoHoBa
2021 r.

Colnacosau;

TexHonor OOKuP JIM. LWhesa
2021 r.

["NaBHbIA MeHempKep Mo IN.E. MuTéHKnHa

perucrpaumn
2021 T.

HasarbHuk OFIKNGL - I} L TT—— W.}O. MblpcHKOBA
2021 r.

HayanbHuk OrNMPulrH B.A LLa3bHoBa

n 2021 T.

[JvpeKTop o NpomsBoACTBY, K.O.H. B.K. MMMeHOB
2021 1.

LWVpeKTop Mo KauecTBy M.H. Kokopesa
2021 T.
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llpowwn\poBaHO. NPOHYMEPOBAaHO

Il ckpenneHo neyvyatbio

~nuctos(al

kiM ii n/tounbicbio

*eCTuTeNb reHepa?rbHoro

1IT|HpekTOp"

N InbHovH O.1.
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YTBEPXIOAKO

ATUTeNb reHepan”™oro Anpekropa
«QunarJ*Tnyeckne cucTembl»

O.H. WIEOVONH
2021 .

doTorpauyeckune InobpaxxeHna o6LLero suaa MeAUUMHCKOro n3genus
«Habop peareHTOB /19 BbIAB/EHUS aHTUTEN Knacca G
K spike 6enky SARS-CoV-2 MeToA0M MMMYHO(EPMEHTHOI0 aHa/m3a»
(«4C-NDPA-AHTIN-8AAB-CoY-2-C (8)»)
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Cepus 244002 obmin BUA

JINA«OCTL1Y*CXKLL enci'fM»»

- - nErtnr™-~
AVATHOCTUYECKWNE CUCTEMBbI

(@M aGW
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«
10
11

12
13
14
19
19
17
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<[n« NpO(BCCMOHKNBUOTO NPUMEHEHUS» «He CTEPUMOHO» «Peerekr»! nagenus
coaepxenem 1 CBOEM COCTM € MeTepManM YENOEEHECXOMo NPOMCIOMAEMUA NHEKTMENPOE—X
AHTnTene K BMY'1.2 n Bupycy renanrre C n HeBA [, OTCYTCTBY>BT>

CocTaB Habopa

NMmMmymocopbeHT

KoHblorar

PPK

K*

K>. BMasTMBUOOBBThI i

BEP

PPC

ne

CTton-oearokt

Cb

TMB

MnNBHWeET 4NA NPOABBPUTBIBHOIO PBIBEAEMUS

eblBO00TOA

MnaHke nwyntHaa g 17 U®A-nnaHwoetos

HaKOHeYHMKN oW 0o0a3oabl e

BaHHOYKe nnacTukoBas ANA ATAANSA peerekToa
1 MakeT NONN3TUNEHOBM* ¢ 3aMKOM 2)04.0CK
T WucTpykuns no npumeneHuio

1

100
1on.
l1on.
1on.
1on.
1¢n.
1¢n.
1dn.
1¢n.
1dn.

\ h
nnaHwer

0.9 mn
129 mn
1.2 Mmn
2,0 mn
129 mn
129 wun
90,0 mn
29.0 mn
29,0 mn
2.9 mn

lnnanwer

2WwrT.
19 wr.
2MTT.
lwrT.
1WT
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Cepusa 244002 Bup, COOKY

«\H
) Nbgy W
L\ 1 ’g_‘uS—'S%-F
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Cepus 244003 obLumin BUA

X 18*CMOCTINY|C«cll« C*ET1NDI

HAYUYHO-MPAN3BOLIBEHHOEOBBEAUHEHWUT * AT

A IVMATHOCTUMECKVE CUCTEMbI
i (o (i ilasaiatasdo §
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‘A

Y

o o N » A WN P

e
[ SY

12

13
14
18
18
17

«[M <1pOpBMNOHB/IbHOTOM>UM*Hemn<L> cH « CTBPUMbUO» «PMTBUTbI UMENU*.
CQfte(ma<ww « cBOEM LI €TBM MKT«PM&IIM UBOMA<KCAON> NPONCXOXABUN™. NHACTULLIMPOEBUbI
AHTUTEN* «8MY-1.2 n »ipycy renetut* C n HB»ABOTCyTCTEYIO T»

CocTaB Habopa

UmTayHocopOeHT

KoHblorart

PPK

K»

K-.MmTMTanoam ™ bl it

ax

M*C 1

np

CTon-p#«r*Hr!.

CB

T™MB

MN/OHW*TANA NpMaapMTenbl 0 ro pasaegMuH
Cblan00TOoK

Mnakn* lawHTHtaann U® AMaHw aTtoa
HakoHeuyHnAn oaHooasoabl ™

BaHHOuka rmacniKoea* ans xugkas pMreHTo*
MakeTNnoNMaTMNenoBbla ¢ 3aMKoM 2)p4.0CK
UM TBYKNMA NO NPUMEHEHUIO

1d¢n

VRS
lnnaHwar

1 <bn.
1dn.

1dn.
1on.
1dn.
1dn.

1on.
1dn.
1¢n.

e.amn
12.8 mn
1.2mMn

20mn

12.8wmn
12,8 mn
80.0mn
28.0 MmN
28.0 MmN
2.8 un

lnnaHoart

2WT.
18 BIT.
2wT.
luwr
1wr.



¥ &
Cepus 244003 euz c6oky

(undopmanus o cepun)
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Cepus 244003 Bua CO0Ky
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OLLHYPOBAaHO, MPOHYMEpPOBaHO 1 CKPenneHo nevyadto

(- )nu"os(a)
nponucobio
bHOro gupekTopa * LnoHauH O.H.

NMW4YHaa noanuchb
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