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- Ne GMP/EAEU/BY/000371-2024

M JlekapcTBeHHBIE CPEACTBA I MEAULIMHCKOTO MPUMEHEHHUS

V1 JlekapcTBEHHbBIE TpenapaThl 115 KIMHUYECKUX UCCIeOBaHNH (MCTIBITAHHI)

Kog| :

_ - HaumeHoBaHue

S H‘PO'I/IBBOI[CTBEHHBIE OINEPALIMH — JIEKAPCTBEHHA S ITPOIYKLIUSI
1.1 |CrepunbHas npoz[yklumii ‘ e R ,

1.1.1 INpousBoauMas B acENTUIECKUX YCIOBUAX (Onepauuy oOpaboTKH JUTs Cley onX
nexapcTBEHHBIX POPM):

1.1.1.2. Xunkue nexapctBeHHbie GOpMbI MasIOTO 00beMa

1.1.1.3. Jlnodunuzarsi

1.1.3. Beimyckaroliuii KOHTPOJIb KauecTBa (BbITYCK CEPHH)

buonoruyeckas JiekapCTBeHHas MPOIYKLHMSA

1.3.1. buonoruueckas nekapcTBEHHas MPOAYKLMA:

1.3.1.2. UMMyHOGHONIOrHu€eCKast TPOAYKLHsI

1.3.1.5. BrotexHonoryuueckas npoayKuus

1.3.2. Boimyckarolmuii KOHTponb (cepTidUKaLusa cepun) (MepeueHnb BUO

1.3.2.2. UMMyHOGHONOrMYECKas POAYKLIHS
1.3.2.5. BroTexHosI0rMuecKas NpoaAyKLMa

B X > * N
1.3.1.8. [pouas Guooruyeckas JeKapCTBEHHas NPOMYKIMS: qecm@
dapmanesTHUECKHE CyOCTAHIIMU ¥ NPOMEKYTOUHBIE MPOYKTHI gyOeTa C HU3KOH
GHOHArpy3KoH, GaHKH KJIETOK, KOHLIEHTPHPOBAHHBIE MO YKTBI
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3. IPOM3BOJACTBEHHLIE OIEPAIIMU ~ ©APM ‘-IE&@’]ECYBCTAHL[I/H/I
dapmaltieBTHYECKas cyOcTaHIMs (CyOCTaHLIMH): KaHaK1 QO
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3.3 [[TpouseoacTeo hapMaLeBTHUHECKHX Cy6CTa
NpoLeccoB
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3.3.2. [Ipou3BOACTBO C UCTIOIBL3OBAH Toq}@xymﬂyp: S
nepeBHBaeMasi KJeTOYHAs JIMHU (6), me@ SAMYHUKA KUTAHCKOro XOMA4Ka, KJIOH
CHO-Can-3F11. > R :

3.3.3. Boienenue (OUHCTKE) MH a%ggcaemmomaﬂ ¢bunbTpaums, xpomarorpadms,
nuadunbTpaims : ; ,_Q,&' '

DapmanieBTHYECKas CyOCTa (cy6CTal,¢g\2H): napaTymymab
3.3 |[IpouzBoacTeo dapma TW—)@&X cyOCTaHLMI ¢ MCTIOIB30BAHNEM GHONIOTMYECKHX
NPOLIECCOB /@ A\é.
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CTBO.-CWCTIONB30BAHMEM KIETOMHDIX KYJIBTYp:
asi KJI Hag nuHug CHO, xieTku SMYHMKA KWUTAHCKOro XOMsYka, KJIOH
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nuadun us

CDapmaueB\ CKas cybcTaHlus (CyOCcTaHLMM): KOHLIEHTPUPOBAHHbBIE MOJYNPOAYKTBI, COAEPKALIUE
ajeHoBHpyEHbie yacTuLbl Ad26, AdS, Ad19

3 M3BOACTBO (hapMaLEBTHUECKUX CYOCTaHIMI C HCTIONb30BAaHHEM OHONIOTHUYECKUX
N - : i
MpOLECCOB

3.3.1. ®epmenTauus

3.3.2. [IpoM3BOACTBO C UCTIOJIB30BAHMEM KJIETOUHBIX KYJBTYP:

tmaﬂuua 2u33

- -
ﬂ‘;’;’.‘”ﬁﬁ%’“’;’&’é’&? W% O egese! T IR Tosoh % R T2 T TN 50 i
LR KRR, Neee i \ i AN % { W
e e QNLRAIOOR RSO PR N ] = AT N IS ¥
"'.’0 N ;'OON u. ) \‘“;:'47 0 0\ ’, " T A AN A ( 5

A
//«,'0;0“ W

NN

RO e 982N
ool XSRS SR XN
ol n‘o’o‘o,n i "'::::0:020:‘:\\' W

KEEXXX




RS BRI e, R RS KRR
e SN AN S N
AN ‘0“0‘ ,i,A« "'"!‘3420,.'1 fi ‘\ ‘Q‘.!' &, / S ! (A % / /
X (X 60K LR N
S
0%

X ()
o R S
e N
222X ':: « A t&“".""' 4:":‘:&\ IO 7
i OSSN e KN K 0 () Y
s i

3

=

7000 Y
’Iz':.\ n“i“:,“‘::.;“f\"“ IR
RN K

S

A\ 750 7 NN Sz
; s SIS EEL 0N o XY P
i I XXX SIS BRI NN A QXA KX 0
B Ao ot N OSSR Lodo l KRN KRR

i %
N TS
s s
0 RSN 0SS Y X RN RN YIS

Ne GMP/EAEU/BY/000371-2024

nepesuBaemas kietounas nuans HEK, kieTku sMGpHOHANBHBIX MOYEUHbIX TKaHeH uenoBeka,
kiion HEK 293; ' '

PEKOMOWHAHTHBIE JlCHOBUPYCHBIE YaCTHLIbI rAd26-S-CoV2, cojiepKalie B CBOEM COCTaBe
reH raukonporenHa S supyca SARS-CoV-2;

PeKOMOMHAHTHbIE aIeHOBUpYCHBbIE YacTHLbl rAdS5-S-CoV2, conepikalie B CBOEM COCTaBe reH
rnvkonpotenHa S Bupyca SARS-CoV-2;

pexOMOHHAHTHbIE aICHOBUPYCHBbIE YaCTHLbI 26 CepoTHIa, cojepxkalue reH benka S Bupyca)
SARS-CoV-2 cy6naunuu XBB Bapuanta «OMUKpOHY;

4acTHULIbl PEeKOMOMHAHTHOIO aICHOBHUPYCA, COJEPIKALIME MeH MEKCOHA aJleHOBUpYCa YejloBeKa
19 ceporuna (ren Hex Ad19).

3.3.3. Beigenenue (ourctka): riyOHUHHAsS M OCBETIIAIOLIAs (PUIBTPALMS, XPOMATOTP
nuaduabTpalus

OrpaHuueHus WM NOSCHUTENbHBIE 3aMETKH,
Kacaroluecs 061acTH NpUMeHeHus cepTrdukaTa:
JefcTBHE cepTH(UKATa PacrpOCTPAHAETCS HA OCYLIECTBJIEHHE MPOM3BOIC orepa B
CJICAYIOIIMX MIOMEWEHUAX Mo aapecy r. MuHck, yin. Maskosckoro, A. 1/22: 1 @ra OM. , 14
17-38, 46-58, 60, 63-67, 69-73, 75-77; 2 stax - nom. Ne 66-87, 89, 91-122; 3 5 &! 79-82,
85-104; 4 stax - mom. Ne 52-67; 5 stax - mom. Ne 53-60, 63-71,73-97. \\
Cpok aefcTBUs HACTOSILEro cepTHdUKaTa COKpaLieH 10 1 roaa ¢ y4ero) HEro pHCKa,
TIPUCYILEro NPOU3BOACTBEHHOM IUIOLIAKE, U PUCKA, CBAZAHHOIO C MP
(1o pe3yJbTaTaM MHCIEKTHPOBAHHS).

Craposoiitos A.T"., S .
3aMEeCTHUTENb ,
MunucTpa 31paBooXpaHeHus
Pecny6siuku benapych
(P.H.0., nomxHocTh)

14 (beBpanﬁ 2025 r.

(mara noAnNMCcaHus, A1.MEC.ITIT)
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