KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. UME HA JIEKAPCTBEHUA ITPOAYKT

HUHyBak MHKEKLMOHHA CYCNEH3Hs B NPEIBAPUTEIHO HallbIHeHA-CHPHHHOBKE —
Bakcuna cpely rpun (MoBbPXHOCTEH aHTUreH, HakTHBUpaHa) VISHTLITHUTERHA ATEHLIVE 0 NEKAPCTBATA

T, o o P F

Hﬂamhu xaparcmepm:‘muxa Ha NPOGVKMa - [ 1DUAOKEHUE 1

v on for injection 1 -fil '
Influvac suspension for injection in pre-filled syringe KoM Pe2. No ... 3\01\(0_&-\3 .....................

Influenza vaccine (surtace antigen, inactivated) SRl S
Paspswerue Ne

saMAMP ... L LALS , 13 -0 2026

.............................................................
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2. KAYECTBEH U KOJIMUMECTBEH CbCTAB

[ [OBBPXHOCTHH @aHTHUI'€HH HA IPUIEH BUPYC (MHAKTUBUpPAHH) (XeMarjlyTHHHH U HEBpaMHHK/1a3a) Ha
C/IeIHMTE LIlaMOoBe™:

- A/Victor1a/4897/2022 (HIN1)pdm09-noaoben uam 15 Mmukporpama HA**
(A/Victor1a/4897/2022, IVR-238)

- A/Croatia/10136RV/2023 (H3N2)-noaobeH wam 15 Mukporpama HA**
(A/Croatia/10136RV/2023, X-425A)

- B/Austria/1359417/2021-nopo6eH wam 15 mukporpama HA**

(B/Austria/1359417/2021, BVR-26)
3a no3a or 0,5 ml

*  pa3sMHOXKE€HH B KOKOLLUM eMOPHOHH OT 3ipaBH MTHYH MNOIMYJaLMH
**  XemarjlyTHHHH

BakcuHaTta otrosaps Ha npenopbkute Ha CBeToBHaTa 3/1pasHa opranusauus (C30) (ceBepHo
NnoayKbJa00) U Ha npenopbkuTe Ha EBponeiickus cbio3 3a ce3oH 2025/2026.

3a MbJIHKUA CMTHUCHK HA MOMOLIIHUTE BelllecTBa BUKTE TOo4Ka 0.1.

UHdayBak Moxke Aa ChbpaKa clien OT giua (KaTo oBaJIOYMHUH, MUICLLIKH NPOTEUHH), (hopmaniexu/,
LIeTUITPUMETHIIaMOHUEB Opomu, nosiucopdaT 80 UM reHTaMHUILIMH, KOUTO C€ M3IMO0JI3BaT M0 Bpeme Ha
MPOM3BOACTBEHHUS MpoLecC (BXK. TOYKa 4.3).

3. JIEKAPCTBEHA ®OPMA

MUHiKeKLIMOHHA CYCMEH3Hs B MPE/IBAPHUTEIHO Hallb/IHEHA CIIPUHLIOBKA.
buctpa, 6e3uBeTHa TEHHOCT.

4. KJIUHHUYHHU JAHHHU

4.1 TepaneBTHYHH IOKA3AHHA

UndnayBak e nokazaH 3a akTUBHA UMYHH3aLMA 3a NPO(UIAKTHUKA Ha IPUITHO 3adosisiBaHe NpH
Bb3pPaCcTHH M Jlella Ha Bb3pacT Haj 6 mecela.
Ynorpebara Ha UHpayBak TpaOBa aa ce oCHOBaBa Ha O(PULIMAJIHK MPETNOPHKH.

4.2 Jlo3MpoBKAa H HAYHH HA NPHJIOKEHHE

Jo3upoBka
Bwv3pacthu: 0,5 ml.

Ileouampuuna nonyaayus
Jleua ot 6 meceua no 17 roauuu: 0,5 ml.




Heua Ha Bb3pact noa 9 roanHu, KOUTO NMpead ToBa He ca OMIM BAKCHHHUPAHHU CbC CE30HHA BaKCHHA
cpelty rpumn: Tpabsa aa ce npuiioxkd BTopa aAo3a ot 0,5 mi cnea nHTepBan ot Hali-Manko 4 ceAMHLM,

bebGera Ha Bb3pacT noa 6 meceua: bezonacHocTTa U epukacHocTTa HAa MH(pAyBaK He ca yCcTaHOBEHH.
HsaMa HATHYHH JaHHH.

Ha4uH Ha npunoxeHue

Umynnsauusara TpabBa aa ce HANMpaBd UHKEKLMOHHO MHTPAMYCKYIHO HITH ABNOOKO MOAKOXKHO.
[IpeanouMTaHUTE MECTA 32 HHTPAMYCKYNHO UHXKEKTHPAHE ca aHTeponaTepaiHaTa 4acT Ha 6eapoTo
(MK OeNTOMAHHAT MYCKYJ, aKO MYCKYHATA Maca € NoAXO0AALLA) NPH AelUa Ha Bb3PpacT oT 6 Meceua
no 35 Meceua UK AENTOMAHMAT MYCKYJ1 IPH Aieua Ha Bb3pacT Haa 36 mecelia U Bb3PacTHH.

[Ipeana3xHu MepkH, kouTo Tpabea Aa ObRAT B3eTH Npeaun padoTa CbC WK NPHITI0XKEHHWE Ha
NeKapcTBEHUS NPOAYKT:
3a ykazaHHUA OTHOCHO NPHUrOTBAHETO HA AEKAPCTBEHHUA NPOAYKT NpPean NpUIOKEHUE BHKTE TOUYKa 6.6.

4.3 IlpoTHBONOKA3AHHA

CBpbXUYBCTBHTEIHOCT KbM AKTUBHUTE BELUECTBA HITH KbM HAKOE OT NOMOLLKHUTE BELLECTBA,
n30poeHH B TOUKa 6.1, MITH KBM KOHTO H [a € KOMNOHEHT, KOMTO MOXE [a IPUCHCTBA KATO CNEAH KATO
aiua (oBanbyMHH, NUNEWIKU NPOTEUHH), GopMaaexni, LETHATPHMETUIAMOHKEB OPOMMA,
nonucopdbar 80 Unu reHTaMHLNH.

4.4 CaeuHalHH NpeayNpeXACHUS K NpeaANasHH MEPKH NpH ynoTpeda
[IpocneanmocTt

3a noaodpseaHe Ha NPOCIEAUMOCTTA HA OHONOTHYHHTE JIEKAPCTBEHHU HAPOAYKTH, UMETO H HOMEPDBT Ha
NapTHAATA Ha MPUIOXKEHUA NPOAYKT TpAOBa ga 6bAAT ACHO 3anHCaHM.

Kakro NpH BCHYKH BAKCHHH 34 HHAHKCKLHOHHO NMPHITOKCHHAC, TpHﬁBa Add HM4d BHUHAT'H MOTOBHOCT 34
MoAXOAALO MEAHLMHCKO eyeHue U HabnioaeHue B CJ'I}“-I&ﬁ Ha aHa(bHHﬂI{TH'-IHa peaKuus Cica
MPHAONKCHHCTO Ha BAKCHUHATA.

[Tpy nauneHTH ¢ GeOpUITHN CHCTOAHUS WIH OCTPH HHGEKLHK, UMYHH3aUHWATa TpAOBA 1a ce OTNOXH.
UHdnyBak B HHKaKbB ¢/iyuail He TpaOBa Aa ce npunara BbTPEChAOBO.

KakTo npu Apyrv BaKCHMHH, NpUaaraHi HHTpamyckyJHo, UHdpnysak Tpabea na ce npunara ¢
MOBHLIEHO BHUMAHHE NpPH NHLA ¢ TPOMOOLIMTONEHNUA UM HAKAKBO HapyuleHHE Ha KOAryIaluaTa, Thi
KaTo € Bb3MOXHO /12 C€ MOABH KbpPBEHE CINEA HHTPAMYCKYNHO NPHAOXKEHHE MPH TE€3HW NHUA.

PeakLiMK, CBbP3aHHU € TPEBOMHOCT, BKIIOUHTENHO BA30BAraliHH peakUuHH (CHHKON), XKOEepBEeHTHAALINS
MW pPEaKLMH, CBBP3IaHH CbC CTPEC, MOIaT Aa CE MOABAT CNEA WNH AOPH NpPedH BCIKA €AHa BAKCHMHALIMA
KaTO MCHXOTEHEH OTrOBOP Ha MHXEKLIWATA ¢ Hrna. [To BpeMe Ha Bb3CTAHOBABAHETO, TOBA MOXKE /ia
Obae NPUAPYIKEHO OT HAKOM HEBPOJIOrHYHHU NPH3HALM KAaTO NMPEXOIHO HAPYIUEHHE Ha 3PEHHUETO,
MapecTe3nsd H TOHHYHO-KNOHHYHH ABHXEHUS HA KpalHuuuTe. BakKHO € a2 MMA YCTAHOBEHH
poOLEAYPH 3a NPEAOTBPATABAHE HA HApAHABAHE BC/IEACTHE Ha NMpUnaaaHe.

NHdnyBak He € ePEeKTUBEH CpeLlly BCHUKH BL3MOMXHHM 111aMOBE Ha MpUnHUA BUpyc. MHpnyBak e
npeaHa3HaueH Ja OCHI'YpPH 3aLiMTa cpellly OHE3H BUPYCHH LIIaMOBRE, OT KOWTO C€ MPHIOTES BAKCHHATA,
M CpELLY TACHO CBBLP3aHH LLIAMOBE.

Kakro NnpHu BCAKa BAKCHHA, 3alLIMTCH UMYHECH OTTOBOP MOXKE J1a HC CC TIPOABH MNPH BC
BaKCHHHPAaHH.

an NAalHUCHTH C CHAOIMCHHA WIH ATPOr€HHa HMYHOCYIIDCCHA 06pa3yBaHe'r0 Hd aHT
HEOOCTATbYHO,




B3aauMogeicTere ¢be CEPOIOrHUHH TECTOBE: BHXTE Touka 4.5.

Toea nekapcTBO CbhABPKA NO-Manko oT | mmol HaTtpwuii (23 mg) Ha g03a, T.€. NPaKTHUYECKH He
CbAbLPKA HATPHH.

ToBa nekapcTBO ChbAbPKA Kanu, no-manko ot 1 mmol (39 mg) Ha no3a, T.e. NPaKTHYECKH HE
ChAbPHA KATHH.

4.5 BiauMoaeHCTBHe ¢ APYIH JiIeKapCTBEHH IPOJAYKTH U ApYrH (POpPMH Ha B3auMoAelicTBHE

He ca npoeexxagaHH npoyuBaHus 3a s3aumojetctena. Ako MH¢nyBak ce npunara eIHOBPEMEHHO ¢
APYrH BaKCHHH, MMYyHH3aLMATa TpAabBa ia ce HarpaBy Ha OTAENHM KpaliHuuKM. Tpabea aa ce
oTbenexH, e € Bb3IMOXKHO YCHIIBaHE HA HEXKENAHUTE PEaKLHH.

”M_YHOH(}FH‘IHHHT OTroBOp MOXKC J1d 61:,[18 MOHHAKEH MPpHA NAUHUCHTH HA UMYHOCYTIPDECUBHO JIEHEHUL.

Cnen MMyHHU3aUMs € BAKCHHA Cpeuly rpun ca HabmoaaBaHu GanuiMBO NOJOKHUTEHHK pe3ynTaTH OT
CEPOJIOrMUHUTE TECTOBE, KOUTO M3non3eat Metoga ELISA 3a oTkpuBane Ha aHTUTEena cpewy HIVI,
xenatutT C n ocobeno HTL V1. Texuukara Western Blot onpoBepraea ¢aniumeo noNOXHTENHHUTE
pesyntatu oT Tecra ELISA. Ilpexoarute gpannBo-nonoKUTE/HU peakLMHY MOXe Aa Ce Jb/KAT Ha
IgM otrosopa, NnpeaU3BMKaH OT BAKCHHATA.

4.6 DepTHIAHTET, OpEeMEeHHOCT H KbpMeHe

bpemeHHOCT

MHaKTUBHUpAHUTE TPUNHU BAKCHHW MOraT [a C€ MpHJarat BbB BCHYKH CTaAUH Ha OpeMEHHOCTTA.
Hanwue ca no-ronemu 6a3u ¢ gjaHHH 3a 0e30MacHOCTTa N0 BpeME Ha BTOPHUA H TPETHA TPUMECTBP B
CPaBHEHHUE C MMbPBHA TPUMECTHP; BLIPEKH TOBA, JAHHK OT NMPUIOKEHUETO HA BAKCHHATA CpeLly rpun
B CBETOBEH Malllad He NOKa3BaT HUKAKBH HEXENAaHKW peakLnH 3a TUi0a U MaHKaTa, KOUTO MOYKe Aa ce
OTHECAT KbM BAKCHHATA.

KnpMeHe
Mudaysak moxke aa Obje U3NOA3BaH o BpEMe Ha KbLpMEHE,

QepTUinTET
Hsama HanvM4HU NaHHHW NO OTHOWEHHE Ha JePTUIMTETA [1pU XOpa.

4.7 EdexTH BLpXYy cnocobHocTTa 32 wodHpane n padora ¢ MaliHHH

HUudnysak He NOBNHABA UM MOBIHABA NpeHEeOPEIKMMO cNocoOHOCTTA 3a wodupaHe 1 padoTa ¢
MaLLMHH.

4.8 Hexenant JeKapCTBEHH PEAKIHH

HanHute 3a ueTnpuBaneHTHUA Mudnyeak Tetpa ce otHacaT u 3a TpuBaneHTHUa UHdnysak, T kato
H JIBETE BAKCHHM Ca NPOU3BEACHH Upe3 €MH H Chlll NPOLEeC H UMAT FIPUTIOKPHUBALLM C€ CLCTABH.

a. Ob6obwerue na npohuaa Ha bezonacwocm

JlannuTte 3a 6€30MacHOCT MO OTHOLUEHKUE Ha ynoTpebaTa Ha MudnyBak ce OCHOBaBaT Ha JaHHM OT
3 KIMHUYHH NIPOYYBAHUA, H3NON3BALLW TPUBANECHTHHUA MHNyBak uaAn YeTUpUBANEHTHHA HHpnysak
Terpa.

B nBe Kn¥HUYHHY NpOY4YBAHMUA 3 paBy BE3PAacTHHU Ha Bb3pacT 18 roanHu U noseue
Bb3pacT oT 3 10 17 roauHu ca SUnU BaKCUHHPAHHU ¢ YETHUPUBAJIEHTHA BAKCHUHA Cpe
Tetpa unu TpuancHTHHA UHdnyeak. B TpeTo npoyuyraHe 6€30nMacHOCTTA C€ OLEH




jielia Ha Bb3pacT oT 6 Mecella 10 35 Mecela, Ha KOMTO € NpUoKeHa YeTUPUBATIEHTHA BAKCUHA CPeELLLy
rpun Uudnysak TeTpa uiv HENPOTUBOrpUIHA KOHTPOIHA BaKCHHA.

U B nBete MNpoy4BaHHUi IpH ACLA, ACLa HA Bb3PacCT OT 6 Mecella 10 8 roJlMHM ca MOJIYHHIIH €/1HA UJTH
ABEC J103H B 3dBHUCHMOCT OT TAXHATA HCTOPHA HAa BAKCHHHUPAHC CPELLY I'PHIL.

[ToBeueTo peakuM OOMKHOBEHO Ce MOsABABAT B PAMKMTE Ha MbPBUTE 3 JIHU Clejl BaKCMHHUpAHE M
OTLLIYMSBAT CMOHTAHHO B paMKHUTEe Ha | 10 3 AHM ciea TAXHOTO Havyan 0. MHTEH3UTEThT Ha Te3M

PE€AKLIHH B NMMOBCHECTO CJiyHaHd € YMCPCH.

BB BCHUKH Bb3pPAaCTOBH I'PYIIH HaM-4eCTO JI0KJ1a/1BaHaTa JIOKaJiHa HexKeJlaHa PEAKLIHA C 00JIKa Ha

MACTOTO HA BAKCHHALIHAL.

Hak-yecTo cboOLIaBaHUTE CUCTEMHHU HEXKEJIAaHW PeakLIMK MPU Bb3PaCTHHU M JIELa Ha Bb3pacT oT 6 /10
17 ronnHu ca ymopa M rinaBo0osime, a npu jiela Ha Bb3pacT oT 3 /10 5 ro/IMHHU ChbHJIMBOCT,

pa3JIpa3HUTETHOCT M 3aryba Ha aneTwr.

Haii-uecTo cbolluaBaHMTE CHCTEMHM HEXEJITAaHW peakLMM NpH Jlela Ha Bb3pacT oT 6 mecela /10

35 mecena ca pa3apa3HUTENTHOCT/0€3NOKONCTRO.

B nonbaHeHue, oOUMTE JaHHHU OT KIIMHUYHHUTE MPOYYBAHUA U NOCTMAPKETHHIOBUS ONMUT NOKa3BaT, ye
npouabT Ha 6€30MaCHOCT U MOHOCUMOCT Ha YeTHUPUBAJIEHTHATA U TPUBAJIEHTHATA BAKCHUHA CpeLLy

[PUM € CPABHHUM.

0. Tabauyen cnUCvK HA HeXceNanume peakyuu

ClieqHUTE HEXKeJlTaHW peaKLMK ca Hab/toJaBaHU M0 BpeMe Ha KJIMHUYHHW U3MUTBaAHHUA WJIM ca pe3yJiTaT
OT MOCTMAPKETHHIOBHUsA ONUT ¢ MH(nyBak W/UIK YeTUpHBaJIeHTHATa BakCHMHa cpely rpun Uudaysak
Terpa cbe cnegHuTe yecToTH: MHOTO yectH (= 1/10), yectn (= 1/100 no < 1/10), nHeuectu (> 1/1 000

no < 1/100) u ¢ Hen3BecTHa yecToTa (HEXKENaHU PeaKUUM OT MOCTMAPKETUHHIOBHUA OMNUT; OT HAJTUYHUTE

JIAHHU HE MOXKe J1a Ob/le HarpaBeHa OLCHKA).

,[lﬂl{ﬂﬂﬂﬂﬂllﬂ HC/KC/IAHH peaKlHH (B'bil[]ﬂ(.‘.’]‘l-lll, MAUHECHTH B CTaApUuecCKa Bb3pacT H lN¢eaAHaTpHYHA

nonyJjauMs)

Bb3pacTHH U
MalMeHTH B
cTapyecka

Bb3pacT

MedDRA cucremo-opranHu
K/1acoBe

18 rO/IMHHU U NO-
Bb3PACTHH

Hapyumienust Ha KpbBTA H IHMHATA CHCTEMA

C Heu3BeCTHA
yectora®

- [Ipexoana TpoMOOLMTOINEHHS,
npexo/iHa JuMdaeHonaTus

Hapymeﬂml HA HMYHHATA CHCTEMA

C Heu3BecCTHa

. FMYHU DEaKLIMU, B DEIKH
Anep PeRiLn, B Pes yectora’

CJ1y4aH BOACUIH /10 LHOK, dHI'HOCAEM

Hapyméﬁun HA HEPBHATA CHCTEMA

- 'naBobosnue Muoro yectu®

- CBbHJHUBOCT -

6 no
35 meceua

&

HEU3BECTHA
yectora®

B
HEeU3BEeCTHAa
yectora®

MHuoro yecty MHOro uecr

Jleua

3 no
5 rOIUHH

C

HEHU3BECTHA
yecrora®

(>
HEeU3BECTHA
yecrtora®

6 no
17 ronuHuU

C
HEU3BECTHA
yecTrora’

C
HEHU3BECTHA




Jlok1aiBaHN HeKeJlaHH pPeaKNHH (Bb3PACTHH, MAIIHEHTH B CTAPYECKA Bb3PACT H NeJHATPHYHA

nonyJianus)

MedDRA cHcTemMoO-OpranHu
KJ1acoBe

- Hespanrus, napecre3us, peOpuiHm
KOHBYJICUH, HEBPOJIOTUYHH
HapylleHHUs KaTo eHledaloMHUeNuT,
HEBPHUT U CUH/ApPOM Ha | uneH-bape

Cb1oBH HapyIIeHHs]

- Backynur, cBbp3aH B MHOIO pemm
cay4au ¢ npexoaHo 0bOpeuHo
3acsAraHe

Bb3pacTHHU M
[MalMEeHTH B
cTapyecka
Bb3pacT

18 roauHU U no-

Bb3PACTHH

C Heu3BecTHa
yectora’

C Heu3BecTHA
yecrora®

HapymeHus Ha KOKaTa H NOAKOKHATA ThKaH

- U3norsaBaHe

- ['eHepaM3UpaHH KOKHHU peaKLHH,
BKJIFOUHTEJIHO NPYPUTYC, YPTHKAPHS
WK HecrneuuduyeH oOpuB

YecTH

C HeMu3BeCTHa

yecrora®

Hapymenuns Ha metab0/1H3Ma H XpaHEeHETO

- 3ary0a Ha aneTuT

CromMamHO-4YpeBHH HAPYILIEHHA

- ['aneHe

- KopeMHa 0oJika
- Jlnapus

- [loBpbluaHe

IMcuxHYHH HAPYWIEHHSA

- Pa3zipazHUTEIHOCT/O€3MOKOUCTBO

6 110
35 Mecela

(:
HEU3BECTHA
yecrtora®

C

HEU3BECTHA
yecrtoTra’

MHOro yecrtu

C

HEU3BECTHA
yecrora®

MHOro uecTH

—

MHOIo 4ecTH

MHOro 4ecTH

MHOIro 4yecTtH

Jlena

3 no
S roauHu

&
HEeU3BeCTHAa
yecrora®

C
HEeU3BEeCTHA
yecrora“

UectH

C

HEU3BECTHA
yecrtora®

MHOro yecTu

YecTH

YecTH

MHOro yecTu

HR[‘J}'[IIEHHH HA MYCKYJ/IHO-CKEJIETHATA CHCTEMA H CHLEIHHHTC/IHATA ThbKAaH

- Muanrus

- Aprpanrus

YecTH
YecTH

OO0mu HapyuieHHsI H epeKTH HA MACTOTO HA NPHJIOKEHHE

- YMopa

- Temnepartypa

- HepasnonoxeHnue
- TpenepeHe
JlokanHKu peakumH:
- bosnika

- 3a4CPBABAHC

MHOro uecTtH
HeuecTH

YecTH

YecTH

MHOIo 4ecTH

YecTH

MHOro 4yecTH

UecTH

6 10
17 ronuHu

C

HEHU3BECTHA

yecrora®

C

HEU3BECTHA
yecrora®

YecTH

C
HEeU3BEeCTHAa
yecrora’

MHOIro yecTtH

MHOro uectTu
MHoOro uectu

MHOro yecTu

MHOro yecTm

YUecTH

MHOro yecTu

HecTH

MHOro yecTw



JoxaaaBaHH HeXXeJIaHH PeaKiHH (Bb3PACTHH, NALHEHTH B CTAPYeCKA Bb3PacT H MeIHATPHYHA
nonyjaamnus)

Bb3pacTHH U

MallUEHTH B
Jleua

MedDRA cucremo-opranim CTap4ecka
K/1acoBe Bb3pact

18 roamHm u no- 6 10 3 1o 6 10

Bb3PaCTHH 35 meceua S rO1MHH 17 roauHH
- NoJlyBaHe YectH Hectu MHoro yectu MHOro yecTw
- YIJIbTHSIBAHE HecTH YecTu MHoro yecth MHOro yectu
- EKXMUMO03a HecTH YectH Yectu YectH

" C HeusBecTHa yecToTa (OT HAJIMYHUTE IaHHU HE MOJXKe 1a Obje HanmpaBeHa oueHKa): Tbil KaTo Te3n peakumnu
ca 10KJ1aiBaHH 100pOBOJIHO OT MMOIMyJalus ¢ HEONpeaeaeHa rojleMHHa, He € Bb3MOXKHO HAaeXAHO /a ce
OUCHH TAXHATA YCCTOTa HJIK [1a C€ YCTAHOBH MNMPHUYHHHO-CJIC/ICTBCHA BPBb3Kd C CKCIO3HLIHUA HA JIEKAPCTBOTO.

° [lpu nauMeHTH B cTapyecka Bb3pacT (> 61 roanHu) ca 10KIaABaAHH KATO YECTH.

CboOLaBaHe Ha NoJ03MpaHHU HEXKEJIAaHU peaKLiMu

CboOL1aBaHeTO HAa NOA03HPAHHU HEXKEJIAHHU pPeaKLIMK Clie/l paspeluaBaHe 3a ynorpeda Ha J1eKapCTBEHUS
NPOAYKT € BaXKHO. ToBa 1no3BoJisBa ja npoab/kyu HabII01I€HHETO Ha CbOTHOLUEHHETO M03a/pUCK 3a
JieKapcTBEHUA NpoaAyKT. OT MEAUUMHCKUTE CNIELMAIMCTH C€ M3UCKBA 1a cboOlllaBaT Beaka
NoJ1I03MpaHa HeXxeslaHa peaklus Ype3 HallMOHAJIHATa CUCTEMA 3a ChboOLIaBaHe:

M3nbJHUTENHA areHuMsa 1o JiekapcTpara
yi. ,,Jdamsau [ pyes™ No 8
1303 Codus

Ten.: +359 2 8903417
yebcanT: www.bda.bg

4.9 Ilpeao3upane

MaJsiko BEpOSITHO € NPeA03HPAHETO /la UMA HAKAKbB HexelaH e(eKxT.

- ®APMAKOJIOTUMYHU CBOUCTBA

S.1 ®@apmMakoJHHAMHYHH CBOHCTBA
dapmakoTepaneBTUyHa rpyna: sBakcuHa cpeuwty rpun, ATC koa: JO7BB02.

MexaHHu3bM Ha J1IEUCTBUE

MHdayBak ocurypsBa akTHBHa HMYHH3aLMA CPELLY LIaMOBETE Ha IPUITHUS BUPYC, ChABPIKALLH CE BbB
BakcuHaTa. MHdnyBak HHAYLIMpa XYMOpaAIHU aHTHUTE/1A Cpelly XeMarayTuHuHuTe. Te3u aHTuTea
HeyTpaJM3upaT BUPYCHUTE HA rpHIa.

CneundpUyHUTE HUBA HA TUTPUTE HA aHTUTesaTa, UHXUOUpaluu xemoarnytuHaumsta (HI) cnen
BAKCHHALIMA C HHAKTHBMPaHa NPOTUBOTPIIMHA BAKCHHA, HE KOPEINPAT ChC 3allMTaTa OT 3a00/14BAHE

OT rpur, HO TUTpUTe Ha HI aHTHUTEN1aTA Ca M3MNOJI13BaHM 3a onpee/isiBaHe aKTHBHGCTTa %WH&JEH,}
e e -""/{. \
\\ L‘llll-"f."' \k\
OOMKHOBEHO C€ MoJiy4yaBa HUMYHEH OTIOBOP B PAMKHUTE Ha 2 /10 3 CeAMMLIH. ﬂpom. h Al \ < A A\
MOCTBAKCHHAJIHUA UMYHHUTET KbM XOMOJIOKHH LLIAMOBE WJIK LLLaMOBE, TACHO CBbP3 aﬁbuﬂﬂﬂ'ﬁr' ?_‘. ‘1
v 1 b | Y
LlaMoBe, Bapupa, Ho oOuuaiHo e 6-12 meceua. ' *‘{" f-' i
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dapMakoIMHAMHYHHU edeKTH

Jlannute 3a Ungpnyeak Terpa ce oTHacat v 3a MHdnyeax, Tbil KaTo U ABETE BAKCHHM Ca NPOU3BEAEHH
Ypes €IiH M Chblll NPOLEC H HMAT MPHUMNOKPHBALIH C€ CBCTABH.

EdukacHoct npu Aeua Ha Bb3pacT 6-35 Meceua:

EdukacHoctra Ha MHgpnysak Tetpa € olieHeHa B paHAOMH3UPAHO, CNSANO-KOHTPOAHPAHO,
KOHTPOJIMPAHO ¢ HEMPOTHUBOrpUNHA KOHTPOAHa BakcHHa npoy4ysaHe (INFQ3003), nposeaeHo no
spemMe Ha 3 rpunHy ce3oHa ot 2017 r. go 2019 r. 8 EBpona v A3us. 3apasu cyOekTH Ha Bb3pacT 6-

35 Meceua ca noayuuad ase 1031 Mugnysak Tetpa (N = 1 005) unu HenpoTUBOrpUNnHa KOHTPOIHA
BaxcuHa (N = 995) c unrepsan npubnnintento 28 nuu. EdukacHoctra Ha Hudnysak Terpa e
OLICHEHA 3a NMPeBEeHUMATA Ha NOTBRbpAEHA ¢ OOpaTHO TPAHCKPHUMNTA3HA NMONHMepa3Ha BEPHIKHA peakLHs
(reverse transcription polymerase chain reaction, RT-PCR) rpunna A w/unu B bonecr, npuunHeHa ot
ko#iTo # aa e rpuned waM. Benuky RT-PCR-noaoxurenin npodu ca AONBAHHTENHO TECTBAHH 32
HU3HECNOCOOHOCT B KJIETHMHA KYJITYpa M 3a Ja Ce ONpeac/y Jalnu UWPKYJIUPALLUHTE BUPYCHU ILAMOBE
CLOTBETCTBAT HA TE3M BLB BAKCHHATA.

Tabauua: EbHKacHocT NpH Jeua Ha BL3pacT 6-35 Mecena |
| Ungnysax Terpa | HenpotueorpunHa | EpukacHocT Ha
KOHTpPO/HA BaKCHHaTa
BAKCHHA
N=1005 N =995 (95% AN)
| JlaGopaTopHo mOTBLpAEH | n n
pHN, NPHYMHEH OT:!
- Bcekn rpuneH mam A 59 117 0,54 (0,37-0,66)
uau B
- KyJaTypHO noTBbpaeHH, 19 56 0,68 (0,45-0,81)
CHOTBETCTBAUIH HA Te3H
BbB BAKCHHATA, ILIAMOBE

EdHKacHOCT Ha BaAKCHMHATA: AN Ha CNYYaUTE HA IPUI, NPEAOTBPATEHH OT BAKCHMHALUATA
N = 6po¥t BAKCUHUPAHH YHACTHULIH

n = Opoii cnyvad Ka rpun

JH = noseprUTeNeH MHTEPRAN

HUmyHorenHocT Ha UHdnypak:

KnuHuyHH NpoyyBaHKsA, NPOBEISCHHA NPH Bb3pacTHH Ha Bb3pacT 18 roarmuu u noeeve (INFQ3001) n
aela Ha Bb3pacT ot 3 a0 17 roanuu (INFQ3002), oueHasat 6e30nacHOCTTa H KHMYHOT€HHOCTTA Ha
Undnyeak TeTpa H HeroBaTa HEMHGDEPHOPHOCT CNPAMO TpUBajieHTHATA BakCHHE MHPnyBak 3a
nocTeakcruHantiun HI cpeneH reomeTpuueH THTHp Ha aHTUTENA (geometric mean antibody titer, GMT)
M 4eCcTOTATa Ha CepPOKOHBEPCHA. B ABeTe NMpoyuBaHHU NPEAN3BHKAHUAT HMYHEH OTrOBOP OT
HUudnyeak Terpa cpetly TpuTe 001M WIaMa € HE NO-HUCHK OT TO3W Ha TPHBAJIEHTHATA BAKCUHA CPELLy
rpun Hudnyeak.

Bb3apacTHu Ha Bb3pacT 18 roiMHH H NOBEYE:

B kinHnuHO npoy4usaHe INFQ3001 1 535 w3pacTHH Ha 8b3pacT 18 roOAHHH H NOBEYE ca MONYHHUNN
eXHOKpaTHa [03a OT yeTupuBaneHTHUA Mudnysak Terpa n 442 nauveHTH ca nonyumav eQHOKpaTHa
no3a Undnysak.

Tadoanua: INocreakcHuaneH GMT H 4ecTOTA HA CEPOKOHBEPCHSA

| BrapacTun Ha Hudpnyrak Terpa Undnysak!
Bb3pacT 18— N =768 N=112
| 60 roanHK




A/H1NI] 272,2 (248.,0; 298,8) | 304,4 (235,1; 394,1) 316,0 (245,1, 407,3)

A/H3N2 442.4 (407,6; 480,2) | 536,5 (421,7,682,6) }ﬂ?,o (323,7, 537,1)
| B (Yamagata! 162,5 (147,8; 178,7) 128,7 (100,3; 165,2) 81,7 (60,7, 109,9)
B ictoria)* [ 214,0(195,5;234,3) 85,1 (62,6; 1135,6) l 184,7 (139,0, 245,3)
| YecToTa Ha cepokonrBepens (95% noBepHTEIEH MHTEpPBAJ)
A/H1INI 59,4% (55,8%,; 62,9%) ]_65,5% (55,8%; 74,3%) 64,8% (55,0%, 73,8%)
| A/H3IN2 51,3% (47,7%; 54,9%) | 61,6% (51,9%; 70,6%) | 33,5% (43,7%; 64,9%)
B (Yamagata) | 59,2% (55,7%; 62,8%) 28,7% (48,9%, 68,1%) | 40,9% (31,6, 50,7%)
| B (Victoria)® 70,2% (66,8%,; 73,4% 51,4% (41,6%; 61,1% 66,4% (56,7%; 75,1%)
[IaiHenTH B Mudnyeak Terpa Undaysax! Uu¢pnysak?
| cTapuecka N =765 N=108 N=110
BBL3pacT HA
| Bb3PACT |
61 roanen n
| noBeye _ |
| B GMT (95% noBepuTened HHTEPBAN) |
A/H1N1 127,2 (114,9; 140,9) 142,4 (107,6; 188,3) | 174,2(135,9; 223,3)
| A/H3N2 348,5 (316,8; 383,3) 1 361,5 (278,3; 469,6) 353,4 (280,7; 445,0) |
B (Yamagata)® | 63,7 (57,7; 70,4) 57.4 (43,6; 75,7) 27,3 (20,7; 36,0)
| B (Victoria)* l 109,4 (98,1, 122,0) 48,0 (34,6, 66,6) 106,6 (79,7, 142,8)
| YecToTa Ha cepoxonnepcna (95% nosepuTeneH HHTEPBAT)
| A/HIN1 _ [ 50,3% (46,7%,; 54,0%) 56,6% (46,6%,; 66,2%) 58,2% (48,4%; 67,5%)
' A/H3N2 39,3% (35,8%,; 42,9%) 44,4% (34,9%; 54,3%) 43,6% (34,2%,; 53,4%)
B (Yamagata)’ | 49,9% (46,2%; 53,5%) 46,2% (36,5%; 56,2%) 30,0% (21,6%, 39,5%)
B (Victoria)* 53,6% (50,0%; 57,2% 25,0% (17,2%,; 34,3% 55,6% (45,7%; 65,1%

N = 6po#i yuacTHHUH, BKAKOUCHH B aHANH3 Ha MMYHOTEHHOCTTA

' erabpxaw A/HIN1, A/H3IN2 u B (annus Yamagata)

2 cvpavpxamt A/HINT, A/H3N2 » B (annns Victoria)

3 npenopkuad B wam ot C30 3a ceson 2014-2015, cepepHo nonyksnfo, 3a TPHBANEHTHHTE BAKCHHM

4 pompnuuTENHO Apenopbyuad B wam ot C30 3a ce3zon 2014-2015, ceepho nonyksa60, 3a YeTUPHBAIEHTHUTE
BAKCHHHM

Heouampuuna nonyrauun

Jella Ha Bb3pacT 3-17 roaunnu:

B kinsnuno npoyysane INFQ3002 402 aeua Ha Bb3pacT 0T 3 a0 17 rOAMHH Ca NONYUUIH €aAHA UITH
ABe 103K oT yeTupuBaneHTHH Undnysak Terpa v 798 aeuna ca nonyuuny eaHa UnM aBe J03M
MHubnysak b3 OCHOBA HA TAXHATA UCTOPUS HA BAKCUHALIMA CPELLLY PHI.

Tagoauua: HecToTa HA CepoOKOHBEPCHS NIPH Aelia HA BL3pacT 3-17 roaunn

Jlena ua Uudnysak TeTpa Uudnysak! Hudnysax? |
| BB3pacT 3- N =396 N =389 N =399 |
17 roguHn _ ‘
| YecToTa Ha cepokonBepcus (95% noBepuTesieH HHTepBaI)
"A/HINT 60,1% (55,1%; 65,0%) 61,8% (56,7%; 66,6%) | 59,1% (54,1%; 64,0%) |
A/H3N2 80,6% (76,3%,; 84,3%) | 82,4% (78,3%,; 86,1%) 80,7% (76,5%; 84,5%)

| B (Yamagata)’ | 79,3% (75,0%; 83,2%) 1 73,1% (68,4%; 77,5%) | 28 I%LZS 7%..32,8%
B (Victoria)* 76,5% (72,0%; 80,6% 39,5% (34,6%; 44.,6% A
N = 6po#t yyaCTHHUH, BKTHOUEHN B aHANMHU3 HA HMYHOTEHHOCTTA

' cpappxam A/HINI, A/H3N2 u B (nnaus Yamagata)
2 cbabpxail A/HINT, A/H3N2 u B (nvnus Victoria)

3 npenopbuan B wam ot C30 3a cezon 2016-2017, ceBepHO NOAyKbAGO, 32 TPHBANEHTHKTE B LAY e

* pomeHuTenHO npenopbuas B mam ot C30 3a cezon 2016-2017, ceBepHo nonykbnfo, 3a uey) :-1. LT o

BaKCHHM \"5', S
Iy




Heua Ha Bb3pacT ot 6 Meceua a0 35 Mecetia:

B winnnyHo npoyusade INFQ3003 umynorenHoctra Ha MHdnypak Tetpa e oueHeHa no oTHOLLEHHE
Ha YECTOTAaTa Ha CEPOKOHBEPCHSA NMpe3 3 rPHUITHH CE30Ha.

Tabnuna: HecToTa HA CepOKOHBEDPCHE IIPH ea HA Bb3IpacT 6-35 mecena

leua na | puneH ce3oH ['puneH ce3oH [ purieH ce3oH

BL3pAacT 6- CeBepHo nonykwnbdo, CeBepHo nonyksnbo, KOxHo nonyksnbo, 2019!

35 meceua 2017-2018' 2018-2019 |
N = 348 N = 359 _ IN =225 |

YecToTa Ha cepokouBepcun (95% aopepurtenieH HHTEpBAN)

A/HI1INI 74,4% (69,5%; 78,9%) 76,0% (71,3%.; 80,4%) 69,8% (63,3%; 75,7%)

A/H3N2 92,5% (89,2%; 95,0%) 86,6% (82,7%; 90,0%) 86,2% (81,0%,; 90,4%)

B (Yamagata) | 35,5% (30,4%; 40,8%) 56,0% (50,7%, 61,2%) 16,9% (12,2%; 22,4%)

B (Victoria 26,5% (21,9%; 31,5% 65,2% (60,0%; 70,1% 47,6% (40,9%; 54,3%

N = 6po# yuaCTHHLUH, BKIIKOYEHH B AHAJTU3 HA UMYHOT€HHOCTTA
' chabpxai npenopbuanuTe oT C30 WaMOoBe 332 CHOTBETHHA CEI0H 38 HETUPHUBANEHTHH BAKCHHH

5.2 @apMaKOKHHETHUYHH CBOKCTBA
Henpunoxumo.
5.3 IlpeakNHHHYHH AaHHH 32 0€30NACHOCT

HeknnHWUYHKTE AaHHH He noka3aT 0cofeH pUCK 3a xopa Ha 6alzata Ha KOHBEHLIMOHAIHH NPOYYBAHHSA
33 MHOFOKPATHO AO3WpaHe U JTOKATTHA TOKCMMHOCT, PENPOAYKTHBHA TOKCHYHOCT M TOKCHYHOCT 34
Pa3BUTHETO M (PapMAKONOTHUHH MPOYUBaHHA 3a O6€30NacHOCT.,

6. OAPMALEBTHYHHU JAHHHAU

6.1 CnucbK HA MOMOINHHTE BELECTBA

- Kanues xmnopua

- Kanues nuxuaporeddocdar

- JuHatpues pocdar auxuapar

- Harpues xnopun

- Kajnuuer xj10pua Juxuapar

- Marsnesnes xJIopul xeKcaxuapart
- Bopa 3a uHkekuuH

6.2 HecbBMeCTHMOCTH

[1pu Annca Ha Npoy4BaHUA 3a HECHLBMECTHUMOCTH, TO3H IeKapCcTBeH NPOAYKT He TpabBa aAa ce cMecBa ¢
ApYyru IEKapCTBEHU MPOAYKTH.

6.3 Cpok Ha rogHocrt

1 roauHa.

6.4 ChnenHajqHH YCI0OBHSA HA ChXpaHEHHE
Ha ce cbxpaHsaBa B xnaauisuk (2°C — 8°C).

Ja He ce 3aMpasiea.
Ha ce cbXpaHaBa B OpUrHHaiHaTa ONaKkoBK4a, 3a Aa Ce NPEAnasy OT CBETIIMHA.
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6.5 BuaucbIbpKaHHe HA ONAKOBKATA

0,5 ml HHXXEKUNOHHA CYCNEH3UA B NPEABRAPHTENIHO HAMMBAHEHA CMPHHLOBKA CbC UK Oe3 urna
(¢TbKI10, TUN [}, cbe 3anyiuanka Ha Oytanoto (OpoMobyTHnoBa ryma), onakoeka ot 1 mnu 10.
He BcHukit BUAOBRE OMNAKOBKKM MoraT aa 6baaT NycHaTH B npoaaxoa.

6.6 Cpneunanuu npeana3Hu MEPKH NPH HIXBbLpARHE B paboTa
Bakcunara TpsaOBa na ce o¢TaBU Aa AOCTUrHE cTalHa TeMnepatypa npeayd NpHNoMXKeHHe.
J1a ce paszknaru npead ynorpeda. [la ce npoBepy BU3YANHO NPEAH MPHITOKEHHE,

He u3nonazsaire BAKCHHaTa, aKO UBETHT € NPCMCHCH W/IH aKC UMA YYXKIH YaCTHULUH B CYCINCH3UATA.

HeuznonzsaHuar JICKAPCTBCH MPOAYKT UK OTIIAABYHHUTC MaTEpHAJIH OT HETO TPSIGBEI Aa CC USXBBPIAT
B CbOTBCTCTBHE C MCCTHHUTC HM3IUCKBAHUKA,

7. I[TIPUTEXATEJI HA PASPEHHEHHETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industrial Park

Mulhuddart

Dubiin 15

DUBLIN

HUpnanana

8. HOMEP(A) HA PAZPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20240150

9. JATA HA IIBbPBO PA3PEIIABAHE/TIOJHOBABAHE HA PAZPEHIEHHETO 3A
YIIOTPEBA

Hara Ha mbpeo paspewasaune: 14 rouun 2024 r.

10. JATA HA AKTYAJ/IM3HPAHE HA TEKCTA

01/2026
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