KPATKA XAPAKTEPUCTHUKA HA ITPOJAYKTA



1. MME HA JJEKAPCTBEHUS TPOJAYKT T it
e Al 2 QLSO
HII(']JI}’BHI{ MHH/KCKIIMOHHA C}’CHQH?HH B []pﬂﬂ.Bﬂ[}H'l“EﬂHU HAllTbIHCHA EﬂpHHllUBH{l o et aaasananas
Bakcuna cpeuly rpun (MOBLPXHOCTEH aHTUI€H, MUHAKTUBUPAHA) o
/75;72‘76‘ 13 -08- 2026

[nfluvac suspension for injection in pre-filled syringe
Influenza vaccine (surface antigen, inactivated)

2. KAUECTBEH U KOJIMMECTBEH CbCTAB

[l0OBLPXHOCTHH @HTUI'€HU HA FPUIIEH BUPYC (MHAKTUBUPAHH) (XEMArlyTHHHH W HEBpaMHUHK/1a3a) Ha
cJIe/IHUTE 1amMoBe™:

- A/Missour/11/2025 (HIN1)pdmO09-noaoben mam 15 mukporpama HA**
(A/Missouri/11/2025, IVR-279)

- A/Darwin/1454/2025 (H3N2)-noanodeH wam 15 mukporpama HA**
(A/Michigan/105/2025, SAN-049A)

- B/Tokyo/EIS13-175/2025-noa00eH uiam 15 mukporpama HA**

(B/Tokyo/EIS13-175/2025, auB THN)
3a 103a ot 0,5 ml
¥ pa3sMHOKEHM B KOKOLIKW eMOPHOHH OT 3/1paBH NTHYH 10MYJ1alIMKH
¥ XemarJyTHHHH

BakcunaTa orroaps Ha npenopbkute Ha CeetoBHaTa 3/1paBHa opraHusaums (C30) (cesepHoO
NoayKb/a100) U HA npenopbkuTe Ha EBporneickus cbio3 3a ce3on 2026/2027.

3a NbJIHUA CMHUCBK HA NOMOLHUTE BELLECTBA BUKTE TOUKa 0.1
MupayBak Moke 1a cCh/ibpika Ciien OT sidua (Kato 0BaJiOYMHH, NMUICLLIKH NPOTEUHH), popmaIexH/l,

LETHUATPUMETHIIAaMOHUEB OpoMu, noaucopdaTt 80 UM reHTaMHUILIMH, KOUTO C€ M3IMOJI3BAT 110 BpeMe Ha
NMPOU3BOACTBEHHS npolec (BxK. Touka 4.3).

3. JJEKAPCTBEHA ®OPMA

UHIKEKIIMOHHA CYCIIEH3Us B MPE/IBAPUTEIIHO HAITb/IHEHA CIIPUHILIOBKA.
bucrtpa, 6e3uBeTHa TEUHOCT.

4. KJIUWHHUYHHU JAHHHU

4.1 TepaneBTHUHH NOKA3AHHUSA

UndayBak e nokasaH 3a akTHBHa MMYHHW3aLMs 3a NPOQUIaKTUKA HA IPUITHO 3a00J1sIBaHe Mpy
Bb3PacTHH M Jella Ha Bb3pacT Hajl 6 meceua.

Ynorpebara Ha Undnypak TpsOBa na ce ocHOBaBa Ha O()ULIMAIIHH TPETTOPBKH.

4.2 Jlo3upoBKa H HAYHH HA NPHJIOKECHHE

J1o3upoBka
Bb3pacthu: 0,5 ml.

[Teouampuuna nonyrayus
Jleua ot 6 meceua a0 17 roauuu: 0,5 ml.




Helia Ha BB3pacT Noa 9 roaMHU, KOUTO MpeaKn TOBa He ¢a OWJIM BAKCHHHUPAHU CBC CE30HHA BAKCHHA
cpewy rpun: Tpadsa Aa ce npunoxu BTopa Ao3a ot 0,5 ml cnea nntepean ot Hali-manko 4 ceaAMHUUM.

bebera Ha Bb3pacT noa 6 meceua: He30nacHOCTTa U epruKkacHOCTTa HA MHGNyBak HE ¢a YCTaHOBEHH.
Hsama Ha1HUHW JAaHHH.

HayuH HA NPpUIOKEHHE

UMyHu3aumsaTa TpabBa Aa ce HaNpPaBH HHXEKUMOHHO MHTPAMYCKYJIHO UK ABNDOKO NOAKOXKHO.
[TIpeanounTaHnTe MeCTA 38 HHTPAMYCKYJIHO MHXKEKTHPAHE Ca aHTepoiaTepattaTta 4act Ha 6eapoTto
(MK AenTOWAHUAT MYCKYI, aKO MYCKYJIHaTa Maca € noaXoAa1ua) npy aeua Ha Bb3pacT oT 6 mecela
10 35 Meceua WU ACATOUAHUAT MYCKYJT NPU A€LIA Ha BB3pacT HAaA 36 Mecela U Bb3IPACTHH.

[lpeanasuu MepkHn, kouTo Tpabea aa 6baat B3eTH Npear padoTa Chc UK NPUIOKEHHE Ha
NeKapCTBEHUA MPOAYKT:
3a yKa3zaHWa OTHOCHO NPHroTBAHETO HA NEKAPCTBEHMA NPOAYKT NPEaH NPUITOKEHHE BUKTE ToUKa 6.6.

4.3 IlpoTrnBOonmoKazaHue

CBpBbX4YBCTBUTEIHOCT KbM AKTUBHUTE BELLECTBA HIM KbM HAKOE OT NOMOLUHUTE BELLECTBA,
H30poeHu B To4Ka 6.1, MM KbM KOWTO W 42 € KOMITOHEHT, KOWTO MOXE Ja MPUCHCTBA KATO CNeAr KaTo
srua (oBanOyMHUH, NUAELLKH NPOTEUHM), hopManaeXHi, UETHATPUMETHIAMORUER BpoMuU,

noaucopdaTt 80 WM reHTaMHLIUH.

4.4 ChneunajHu npeaynpexjacHus H NnpeanazHH MepKH npu ynorpeda

[IpocneanmocT
3a noaobpsaBaHe HA MPOCIEAMMOCTTA HA DHOIOTHUHUTE IEKAPCTBEHU NPOAYKTH, UMETO U HOMEPDBT Ha
NapTHAATA HA NPUIOKEHHS NPOAYKT Tpadea na HbaaT ACKO 3aNUCaHH.

KaxTo npu BCHUYKH BAKCHHH 32 HHXEKLUOHHO NpUAoKeHuWe, TpaOBa Ja HMa BHHArK roTOBHOCT 3a
MOAXOAALLO MEAHUMHCKO NleueHne u HabmoaeHue B cnyyait Ha aHadunaKkTHUHA peakuuns cnea
NPUII0KEHHETO Ha BAKCHHATA.

[Ipu nauneHTH ¢ heOpUNHU CHCTOAHUS MK OCTPHU UHPEKLIUH, HMYHH3AUMATA TPAOBA Aa CE OTJOXKH.
HUHdnypak B HUKaKbR chydail He Tpabsa na ce npunara BbTPeChA0BO.

KaxTo npu Apyru BakCHHM, npunaraHu MHTpamyckysiHo, Mudaysak Tpabsa na ce npunara ¢
MOBHLIEHO BHUMAHHUE TPH JTMLIA C TPOMOOUMTONEHUS HIKM HAKAKBO HapyLICHWE Ha Koarynauuara, Tbil
KATO € Bb3MOXKHO /1a CE NMOABHU KbPBEHE €€ UHTPAMYCKYJIHO NPUIOKEHHWE NPH TE3X HLA.

Peakuyu, CBbP3aHU C TPEBOIKHOCT, BKIKOUUTENHO BA30BAralH peaklivi (CHHKON), XHNEPBEHTHNALIUS
WM peaxLUrH, CBBP3aHK ChC CTPEC, MOraT Ja ce NOABAT C/Ie] MW AOPH NPEIH BCAKA €1Ha BAKCUHALIWS
KaTO NCHXOre€HEH OTIOBOP Ha MHXKeKuuaTa ¢ urna. [lo Bpeme Ha Bb3CTaHOBABAHETO, TOBA MOXE N4
6bAe NPUAPYKEHO OT HAKOH HEBPOJOrMUHU NPU3HALUN KaTO NPEXO/HO HAPYLLEHHUE Ha 3PEHHETO,
napecTe3ns U TOHUYHO-KJIOHUMHU ZBHOKEHHA HA KpahHuuMTe. BaxHo € na MMa ycTaHOBEHH
IPOLEAYPH 32 NpeAOTBPATABAHE HA HAapaHABaHE BCACACTBHE Ha fipUNaiaHe.

Mndayeak He e epeKTUBEH Cpelily BCHYKHM Bb3MOXHHM LLAMOBE Ha FrpuniHua Bupyc. MHpnysak e
npeaHa3HaueH Aa OCHIYpPH 3aLLMTa CPELLY OHE3W BUPYCHH LLAMOBE, OT KOMTO CE€ NPUIrOTBA BAKCHHATA,
M CpeLlY TACHO CBbP3aHH 1L{AMOBE.

Kakro NMpH BCAKA BAKCHHA, 3alUUTCH HMYHCH OTTOBOP MOKE 14 HC CC ITPOABH TTPH BCH
BAKCHHHUPAHH.

[Ipy mauMeHTH ¢ EHAOMeHHa WU ATPOreHHa UMyHoCynpecys o0pa3yBaHETO Ha aHT
HE1O0CTATHYHO.



B3anmonelcTBHE ChC CCPOJIOTHHHH TCCTOBE. BHXTE TOYKA 4.5.

Tosa nexapcTBO ChAbpP)KA NO-Manko OoT | mmol HaTpu#h (23 mg) Ha A03a, T.e. NPAKTHUYECKH He
CbAbPKa HaTpHH.

Tosa nexapcTso cbAbpka Kanu, no-manko oT 1 mmol (39 mg) Ha no3a, T.€. NPAKTHYECKH He
CbAbPXa KaiuH.

4.5 BianmojeHcTBHE ¢ APYTH JEKAPCTBEHH NPOAYKTH 4 ApYry dopMH Ha B3aMMOACHCTBHE

He ca nposexaanky npoyusanus 3a s3auMmoaencTena. Ako Mudnysak ce npunara enHOBpPEMEHHO ¢
APYCH BAKCUHH, UMYHW3aLMATa TpaORa Aa ce HanpaBM Ha OTAENHM KpaitHuluM. Tpsbea pa ce
O0TOENENKH, YUE € BBIMOKHO YCUNBAHE HA HEXKEMAHHUTE PEAKLIMU.

HMyHUﬂDFH'-IHHHT OTTOBOP MOXKE NAa Obae NOHHMKEH npyd NatyuCHTH HA UMYHOCYIPECUBHO JICHCHHE.

Cnen uMyHH3aUMa ¢ BAKCHHA cpellly Ipyn ¢a HabnraaBaHK QailiuBO MONOKHUTETHH PE3YNTATH OT
CEPOJOTHYHHUTE TECTOBE, KOMTO M3non3sat Meroaa ELISA 3a oTkpusade Ha aHTHTena cpewty HIVI,
xenatut C u ocobeno HTLV1. Texnnkara Western Blot onpoBeprasa gpaniumeo nonoxxHTeNIHUTE
pe3yntatH oT Tecta ELISA. [pexoanute ¢anunBo-nonoxuTeHu peakuid MOXKe [1a Ce Ab/DKAT Ha
IgM oTtrosopa, npeau3BuKaH OT BaKCHHATA.

4.6 DepTHanTeT, OPEeMEHHOCT H KbpMene

bpemeHHoOCT

MHakTUBUpAHWUTE FPUITHH BAKCHHK MOCAT [ia C€ NpuiaraT BbB BCUUKH CTaJWK Ha OpeMeHHOCTTA.
Hanuue ca no-ronemu 6a3u ¢ 1aHHH 3a 6€30M1acHOCTTA N0 BPEME HAa BTOPHUA U TPETUS TPUMECTBP B
CpaBHEHHE C ITbPBHUA TPUMECTBP, BBLITPEKU TOBA, AAHHHU OT NMPHI0XKEHUETO HA BAKCHMHATA CPELLY TPHIT
B CBETOBEH Mawlad He MOKa3BaT HUKAKBU HEXKEAAHK PeaKLIMM 3a IJ104a M MalKaTa, KOWTO MOXKE /ia Ce
OTHECaT KbM BaKCHUHATA,

Kspmene
Undnysak moxe na 0b€ H3N0A3BaH MO BpeMe Ha KbpMEHE.,

DepTuaurer
Hama HaJIM4HK JaHHH NO OTHOLUEHUE HA PEPTUIIMTETA NPH XOpa.

4.7 EdexTs BbpXy cnnocobHOCTTA 32 WiodHpane H padora ¢ MAILMHH

Uudnysak He noenugasa Unv NnoBauaBa npeHebpexknMo cnocodHocTTa 3a wodHpaHe U padoTa ¢
MallKHU.

4.8 Hexenann rekapcTBeHn peakiHH

HaHnHuTe 3a yeTupueaneHTHUA UHdnysak Terpa ce oTHACAT W 32 TpuBaneHTHUS MHGnyBak, Tvit kKaTo
H JIBETE BAKCHUHH Ca NPOH3BEACHU UPE3 €IUH U CbLY NPOUEC U UMAT NMPUITOKPHBALLM CE€ ChCTABH.

a. Obobwenue na npogura Ha bezonackocm

Hanuvte 3a 6e3o0nacHOCT No oTHowWweHWe Ha ynoTpebaTa Ha MHdnyBak ce 0OCHOBABAT HA 1aHHMU OT
3 KIMHUYHW NPOYUBAHHSA, H3MON3BALLUN TPUBANEHTHUR MHPnyBak unn dyeTupuBaneHTHUA UHbA
TeTtpa.

B 1Be KNMHWYHU NPOYUBAHUA 3APABH Bb3pacTHU Ha Bb3pacT |8 roauHU U noeeue M
Bb3pacT OT 3 o 17 roanHHu ca OUNK BAKCHHUPAHW ¢ YETUPUBAJIEHTHA BAKCHHA CPE
Tetpa nimn TpusaneHTHUa MHdnyeak. B TpeTo npoyuraHe 6e30nacHOCTTA e OUSHAE




Nleua Ha Bb3pacT oT 6 meceua oo 35 Mecela, Ha KOUTO € NPUA0KEHA HETUPUBAJIEHTHA BAKCUHA CpelLLy
rpun UHpnyeak TeTpa win HENPOTUBOrpPUNHA KOHTPOJIHA BAaKCHHA.

W B ABeTe npoyyBaHUs NpM aeua, A€lia Ha Bb3pacT OT 6 Mecela 10 8 rofiMHU ca NoNyyY M eaHa MK
ABE 103U B 3aBUCUMOCT OT TAXHATA UCTOPHUSA Ha BaKCHHUPAHE CpeLy rpUn.

[ToBeueTo peakuun OOUKHOBEHO Ce NOABABAT B PAMKHMTE Ha MbPBUTE 3 JIHK Clle BAKCUHMPAHE H
OTIYMABAT CNIOHTAHHO B paMKHUTE Ha 1 a0 3 AHM cnea TAXHOTO Hayano. MHTeH3nTeTsT Ha Te3u
peakUMHK B NOBEYETO C/1YUau € yMepeH.

BbB BCHUKM BB3PACTOBU rpyny HaH-4eCTO AOKIAJABAHATA JOKAHA HeXenaHa peakuma e 6onka Ha
MACTOTO HA BAKCUHALIMS.

Haii-uecTo ¢bo0L1aBaHHWTE CHCTEMHH HEXENAHW PEeakiMK PY Bb3PACTHH U Jielia Ha Bb3pacT oT 6 10
17 ronnuy ca ymopa u rnasofosive, a npy aena Ha Bb3pacT OT 3 40 5 roaMHH ChHIWBOCT,
pa3zaApa3zHUTETHOCT M 3aryba Ha arneTur.

Hait-uecTo cbobLuaBaHMTE CUCTEMHHU HEXENIAHM PeaKUMK NP [iela Ha BB3PacT OT 6 Mecena 1o
35 Meceua ca pa3npazHUTENHOCT/0e3noKoRCTBO.

B nonbaHeHHe, oOWHKUTE JaHHW OT KIIMHWYHUTE NPOYUBAHHUA U NOCTMAPKETHHIOBUS ONKWT NOKAa3BaT, ve
NpoHALT Ha 6€30NACHOCT U NOHOCHMOCT Ha YETUPHUBANEHTHATA M TPHBANEHTHATA BAKCHHA CpelLLLy

CPUMN € CPaBHHM.

6. Tabauyen cnUcvyX HA HENCEAAHUNME PEAKYUU

CnenHuTe HeXelaHH peakunu ca HabnwaaBaHU NO BpeMe Ha KIIMHUYHUW U3NUTBAHWS WK Ca pe3ySiTaT
OT NOCTMAPKETHHIOBKA onuT ¢ MHpnyBak W/unmn ueTuprvBaneHTHaTa BakcvHa cpewty rpun Uudnyeax
Terpa cne cneanuTe HeCTOTH: MHOTO YecTH (= 1/10), yectn & 1/100 no < 1/10), Heuectu > 1/1 000
10 < 1/100) U ¢ Hen3BecTHA YecToTa (HEXXEeNaHU PeakUMH OT NOCTMapKETUHIOBUSA ONKUT, OT HATHYHHTE
AaHHK He MOe Ja ObAe HanpaBeHa OLEHKa).

doxknagsanu HeXxeJaAHH peakuMH (Bb3PACTHU, NALIHEHTH B CTAPYECKA BH3PACT H MEAHATPHYHA
nonyJjamus)

‘Bb3pacTHu 1
MalHeHTH B

Jleua
MedDRA cucremo-oprannu CTapyccka
KJacoBe Bb3pacT
18 roanHu ¥ no- 6 J10 3 1o 6 1o
Bb3PacTHU 35 Meceua S rogMHM 17 roanHu
HapymeHns HA KPbBTa H MTUMPHATA CHCTEMA
- [fpexoana TpombountoneHus, C HeusBeCcTHa C C C
npexoaHa anmdaneHonaTus yecToTa® HEW3BECTHA HEH3BeCTHAa HeU3BeCTHAa
4ecToTa’ yectora’ YECTOTA?
Hapymenunsa Ha HMYHHATa cHCTEMA
A C HemspectHa  C C C
- K
JICPTAAHH pCaktliii, B peiky yecToTa’ HEU3BECTHA HEWU3BECTHA HeH3BeCTHA

Cl1y4yau BOACUIHM N0 LIOK, AHFHOCAEM

yectoTa? yecToTa®

Hapyimenusa Ha HEpBHATA CHCTEMA

- TnaBo6onue MHoro uectu® - _

- CBLHAINBOCT - Muoro uectu Muoro



,}IOKJ’IMBRHH HCKCIAHH PeaKIHH (B'beﬂCTHH, NAIHEHTH B CTap4yeCKa Bb3IpacT H neaHaTpHYHA |

nony.Jamnms)

MedDRA cucTeMo-OpranHu
KJ1acoBe

- Hespanrus, napecresus, gpedpuntu
KOHBYJICHH, HEBPOJIIOTUYHH
HapylieHHUA KATO €HUE(PATOMHEHT,

.......

Cha0BR HAPYIIEHHS

- Backynut, CBbp3aH B MHOIO peaKH
C/Iyyau ¢ NpexoaHo ObOpeUHo
3acaraHe

Bb3pacTHH H
MaLKeHTH B

cTapuecka
Bb3pacCT

18 roauHu 1 no-
BbL3pacTHU

C HeM3BeCTHa
yecToTa’®

C Heu3erecTHa
yecToTa®

HapymeHns HA KOKATA H NOZKOKHATA ThHKAH

- A3noTragaHe

- ['eHepanu3npaHn KOXKHH peakLUHH,
BKIIOHUTENHO NPYPHUTYC, YPTHKAPHA

..........

- 3aryba Ha aneTur
CTomamHﬁ-qpé-BHﬁ nap&meﬁnﬂ ”
-“raﬂege | | )

- Kopemna 0onka

- Jlnapus

- [lHorpbinane

III.CHIH‘IHH Hapymeﬁml

- PasapazuurenHocT/6eanokokcTso

HecTH

C veM3BeCTHA
yegTOoTa’

6 10
35 meceua

C

HeU3BeCTHA
yecToTa®

C
HEeU3BECTHA
yecToTa?

MHoro uectu

C

HEeM3BecTHa
yecToTa®

MHoro uecTH

MHoro uectmn

MHEOro 4yectu

MHoro uectu

Heua

3 0o
5 roauHu

C

HEHU3BECTHA
yecToTa®

_C

"HEUIBECTHA

yecTtoTa?

YecTH

C

HEeWU3BEeCTHA
yecToTa’

MHoro uectu

YecTH

YecTH

MHoro yectv

Hapymeﬂnﬂ HA MYCKYJJHO-CKeJIETHATA CHCTEMA H CHCIHHHTEC/THATA ThKaH

- Muanrus
- ApTpanrus

YecTH
YecTH

OO6IM HapyueHus U epeKTH HA MACTOTO HA MPHIA0KENHE

- YMopa

- Temrniepatypa

- HepasznonoxeHue
- Tpenepene
JloKaNHH peakluH:
- Donka

- 3a4€PBABAHC

MHOIo HecTu
HeuecTH
YecTH

YHecTH

MHOro 4yectu

YecTH

‘MHoTO0 YecTH

MHOro uectH

MHoro uecTtH

YecTH

Muoro

MHoro

6 10

17 roanHu

C

HEU3BECTHA
yecTora? |

C
'HEU3BECTHA

yecroTa®

HecTH

C

HeU3BeCcTHA
yecTtoTa?

MHOIro 4ecTH
MHOI0o YecTu
MHOro yectu

MHOro HecTu

MHOro vecTv

YecTH

MHOI'O HecTH

YecTH

‘MHOro yectu




JoknanBaHH HEXeJIAHH peakiH (BL3PACTHH, NALHEHTH B CTAPYECKA BH3PACT U NeIHATPHUYHA
nonyJaanus)

Bb3pacTHU U

MALHEHTH B
Heua
MedDRA cHCTEMO-OpPraHHH CTapHecKa
KJ1acoBe Bbipact
18 roanHM M no- 6 o 3 no 6 10
Bb3PacTHH 35 meceua S roauHu 17 roaunm
- NOAYBaHe Hectu Hectu MHoro 4ectH MHOro vectu
- YNABTHRABAHE HecTu HecTu MHoro uectk MHOIo vecTH :
- €KXHMO3a Yectu Yectn Yectu YectH

" C HEN3BECTHA 4eCTOTa (OT HANUYHUTE JaHHU He MOXe aa Obae HanpaeeHa oueHKa): THH KaTo TE3U peakuuu
ca AoKNiaJABaHH A0OPOBONHO OT nMonynaLMs ¢ HEONPEAEIEHA NONEMUHA, HE € Bb3MOXKHO HAAEXIHO Aa ce
OUEHH TAXHATA 4ECTOTA UM A4 €€ YCTAHOBU NPUUHUHHO-CNEICTBEHA BPB3Ka C €KCNO3ULUUA HA IEKAPCTBOTO.

° [py nauMeHTH B CTapyecka BL3pacT (> 61 roauHH) ca NOKNAABAHH KATO YECTH.

CrollapaHe Ha N0J03UPAHU HEXe/laHW peaklu

Co00wWaBaHeTo Ha NOAO3UPAHKU HEXENAHW peakuuH Cie/l pazpeluaBaHe 3a ynorpeda Ha jiekapcTBEHUS
NpOAYKT € BaXKHO. ToBa No3B0J4Ba Aa NpOABLIKY HADIIOAEHHETO Ha CHOTHOLIEHHETO NOJI3a/PHUCK 3a
NEKApPCTBEHUS NMPOAYKT. OT MEAMUMNHCKHUTE CNELMANIUCTH Ce€ UBMCKBA Aa CbOoDLaBaT BeAka
NOAO3MpaHa HEXETAaHA peakura Ype3 HallMOHANTHATA CUCTEMA 3a ChoOLLIaBaHe:

ManbaHUTENHA areHIHA NO fleKapcTBaTa
ya. . Jlamsu ['pyeB” Ne 8

1303 Codua

Ten.: +359 2 8903417

yebcauT: www . hda by

4.9 Ilpeno3znpane

Manko BEPOATHO € MPEROZUPAHCTO J1a HMA HAKAKBB HCHKCAH E€|J€['{T.

5. ®APMAKOJIOT'HMYHHU CBOUCTBA

5.1 @apMakOAHHAMHYHH CBOHCTBA
dapmakoTepaneBTUYHA rpyna: BakcuHa cpeuty rpun, ATC koa: JO7BBO2.

MexaHn3bpM Ha 1eUCTBHE

HUHbnyBak ocurypsiBa akTHBHa MMYHH3aLMS CPELLLY LLAMOBETE HA ITPHUNHKA BUPYC, ChAbPXKAaLLLH CE BbB
pakcMHata. MuduiyBak MHAyuHpa XyMOpaiHH aHTHTENA CpeLLy XeMarnyTUHUHUTE. Te3n aHTuTena

HCYTPAJTU3HPpAT BUPYCUTE Ha CpHUTIA.

CneumnduruHATEe HUBA HA TUTPUTE Ha aHTUTENaTa, UHXUOHUpawWK xemoarnyTuHauuata (HI)} chen
BAKCHHALIMA ¢ MKAKTHBHpaHa NpOTUBOIPriNHA BAKCHHA, HE KOPENHPAT CbC 3aliHTaTa OT 1a00Nn9BaHe
OT rpun, HO TUTpHTEe Ha HI anTUTENaTa ca U3Non3BaHuU 3a onpeaenIBaHE aKTHBHOCTTA Y3 B4

‘g-_\r\\lﬁﬂ

r
a

OOKUKHOBEHO Ce MoJyuaBa UMYHEH OTIOBOD B paMKHTe Ha 2 10 3 ceamuuu. [1poa
MOCTBAKCHHANHUA UMYHHTET KbM XOMOJIOXKHH LIIAMOBE MK LLAMOBE, TACHO CBb|;
amMoBe, sapupa, Ho obuuaiiHo ¢ 6-12 Meceua.



MdapmakonuHaMH4HKY eDEKTH

Hauuute 3a Mndnysax Terpa ce orHacaT U 3a MHQAyBaK, ThH KaTO W ABETE BAKCHHUW Ca NPOMU3BEAEHHU
ypes €IMH M Chblll NPOUEC ¥ UMAT NPUINIOKPUBALLMH Ce ChCTaBH.

EdukacHOCT npu Jeua Ha Bb3pacT 6-35 meceLa:

EdukacHoctTa Ha MHdnyBak TeTpa e olieHeEHa B paHAOMH3IUPAHO, CIIANO-KOHTPOIIHPAHO,
KOHTPONUPAHO C HEMPOTHBOrpUNHa KOHTpoIHA BakcuHa npoyyusane (INFQ3003), nposeaero no
Bpeme Ha 3 rpunuy cesona ot 2017 r. 7o 2019 r. B EBpona u A3ud. 3apaBu cyOexkTH Ha Bb3pacT 6-

35 Mecena ca nony4unu ase 2o3u Undnysak Terpa (N = 1 005) unu HenpOTUBOrpUINIHA KOHTPOIIHA
BakcuHa (N = 995) ¢ untepsan npudbnusutento 28 nuu. EdukacrHoctra Ha Mnduryeak Terpa e
OlleHeHa 3a NPEBEHLMATA Ha NOTBbPASHA C 00PAaTHO TPAHCKPHMIITA3HA NOJIMMEPAa3HA BEPHAKHA peakLua
(reverse transcription polymerase chain reaction, RT-PCR) rpunna A w/unu B Gonecr, npuurnena ot
KOHTO ¢ Aa e rpuneH wam. Benukd RT-PCR-nonoxutennm npodu ca nonuIHUTERHO TECTBAHH 32
’KH3HeCNoCOOHOCT B KJIETBYHA KYNTYPA U 3a A4 €€ ONpelenu a1 UMPKYIHPALUWMTE BHPYCHH LLLAMOBE
CbOTBETCTBAT HA TE3W BbB BAKCHHATA.

Taﬁun a: Ed HKACHOCT NPH Aeta Ha Bb3pacT 6-35 Mecena

| HHElJH}’BaI{ TeTtpa Henpomnorpnnﬁa Ecbuxamoc*r Ha |
KOHTPOJIHA BAKCHHATA |
| BAKCHUHA ‘
N =1 0035 N = 995 (95% JIN)

| JlabopaTopHo mNOTBLpPAEH | n n ‘
rpUin, NPHYHHEH OT: ‘

- BcexH rprneH uiam A 59 117 0,54 (0,37-0,66)
| wau B ‘
- Kyarypuo norsspaesn, | 19 56 0,68 (0,45-0,81) |

CLOTBETCTBALUH HA TE3H

| BbB BAKCHHATA, ILAMOBE |

EduxacHocT Ha BakCHHaTa: A1 Ha cnyqame Ha rpnn NpeA0TBPATEHH OT BAKCHHALMATA
N = 6poii BAKCUHUPAHH YYACTHHIUMH

n = 6poil cnytdau Ha rpun

1AW = nogeputenen HHTEpBan

HUmyHorennocTt Ha MHgnyeak:

KinuHn4au npoyyBaHus, npoBeaeHH NMPH Bb3pacTHU Ha BB3pacT |8 roanHu U noseue (INFQ3001) 1
newua Ha pb3pacT ot 3 Ao 17 roaunn (INFQ3002), oueHsisar 6€30NaCHOCTTa U UMYHOFEHHOCTTa Ha
Undnysak TeTpa W Herosata HEeMH(EPHUOPHOCT CNPAMO TPUBaANIEHTHATa BakcuHa Mndutysak 3a
noctBakcuHanuug HI cpesen reoMeTpuyueH TUTHP Ha aHTHTE!a (geometric mean antibody titer, GMT)
M YeCTOTATa Ha CEpOKOHBepcHA. B nBeTe npoyuBaHUa NPeAU3IBUKAHHAT HMYHEH OTTOBOP OT
Mudnysak Terpa cpeluy TpuTe 00LLUM WiaMa € HE MO-HUCBHK OT TO3H HA TPUBANEHTHATa BAKCHHA Cpelly
rpunt Ungnysak.

Bb3pacTHY Ha Bb3pacT 18 foAWHK U NoBeYe:

B xnunununo npoyusane INFQ3001 1 535 pw3pacTHH Ha Bb3pacT 18 roiMHK W noseue ca nony4vniu
eIHOKpaTHa 103a oT yeTupusaieHTHHS Undnysak Tetpa v 442 naumeHTH ca NMoayuM/IH €IHOKpaTHa

noza Mudnyeax.

Tatauua: [locrBakcunanen GMT u yecToTa HA CEPOKOHBEPCHHA

| Br3pacThu Ha Undnayeak Tetpa Undnysak! i
| Bb3pacT 18— N =768
60 ronuun

5@! "‘,ﬁ?#" "!2
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A/HIN1 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) 417,0 (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 (Victoria) 214,0 (195,5; 234,3) 85,1 (62,6, 115,6) 184,7 (139,0, 245,3)

_ Yecrora Ha cepokonBepcHs (95% noBepuTenien HHTEpBAN)

A/HIN1 39,4% (535,8%, 62,9%) 63,5% (35,8%; 74,3%) 64,8% (55,0%; 73,8%)
A/H3N2 | 51,3% (47,7%, 54,9%) 61,6% (51,9%; 70,6%) 33,3% (45,7%; 64,9%)
B (Yamagata)® | 59,2% (55,7%; 62,8%) | 38,7% (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%)

MaunenTtn B Undnysak Tetpa Undnysax Undnysak?
‘ cTapYecka N =765 N =108 N=110
| BB3PACT Ha
Bb3pacT
‘ 61 roauHR n
| moBeue
i GMT (95% noBepuTenen HHTepBan)
A/HINI 127,2 (114,9; 140,9) 142,4 (107,6; 188,3) 174,2 (135,9; 223,3)
A/H3N2 | 348,5 (316,8; 383,5) 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)*

109,4 (98.1; 122.0)

48,0 (34,6; 66,6)

106,6 (79,7, 142,8)

YectoTa Ha cepokouBepcus (95% nosepHTesied HHTepBa)

A/HINI

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%

N = Opoit yYacTHHULM, BKNHOUECHH B aHANU3 HA umymenunc*rra
' cvabpais A/HINI, A/H3N2 u B (nmHua Yamagata)
2 chavpxawl A/HINI, A/H3N2 u B (aukua Victoria)

L]
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BaKCHHH

55,6% (45,7%:; 65,1%

npenops4ad B wam ot C30 3a cezon 2014-2015, cesepHo nonykbN060, 3a TPHBANEHTHHTE BAKCHHM
AONBAHUTENHO npenopbuad B wam ot C30 3a ce3on 2014-2015, cesepro nonyksno, 3a YETHPUBANEHTHHUTE

Heduampuuna nonynauun

Jeua Ha Bb3pacT 3-17 roauuu:
B knuHuuno npoyusane INFQ3002 402 neua Ha Bb3pacT oT 3 no 17 roiMHM ca NOAYUHAH €AHA UK
ABe 003U OT yeTupuBaneHTHUA UHdnyesak Tetpa n 798 neua ca nofiyynsiv eaHa WiM ABe 103K

MHdnyBak Bb3 OCHOBA Ha TAXHATa UCTOPUA HA BAKCHUHALIMA CPELLY I'PHIL.

Tabania: HecToTa Ha cepoKOHBEpCHA NPH Aelia HA Bb3pacT 3-17 roanxn

| lena Ha Undnysak TeTpa Uudnysak’ Uudnysax?
BbL3pacT 3- N = 396 N = 389 N = 399
17 roaunn
| YecToTa Ha cepokonBepcnd (95% noBepuTe/IeH HHTEPBAJ)
A/HINI1 60,1% (55,1%; 65,0%) 61,8% (56,7%; 66,6%) 39,1% (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%) 73,1% (68,4%,; 77,5%) | 28,1% (23,7%; 32,8%)
| B (Victoria)* 76,5% (72,0%; 80,6% 39,5% (34,6%; 44,6% 72,7% (68,0%. 17.0%

N = 6poi y'-IHETHIJ.H, BKJKOMEHH B AHAIU3 Ha Hmynneunncwa
" cwabpxawl A/HINT, A/HIN2 u B (ausns Yamagata)
> cueawpkawl A/HIN1, A/H3N2 u B (nuuug Victoria)

3 npenopbuad B wam ot C30 12 ceson 2016-2017, ceBepHO Nonykba60, 38 TPUBATEHTHUATE BE
* nonbauuTenHo npenopbyad B wam ot C30 3a ceszon 2016-2017, cepepHO nonykbabo, 32 4

BAKCHHU

!




Heua Ha Bb3pacT o1 6 Meceua a0 35 meceua:

B knuunuHo npoy4usane INFQ3003 umyHorenHocTTa Ha Undnysak TeTpa e oueHeHa NO OTHOLLIEHHE
Ha 4YeCTOTaTa Ha CEPOKOHBEPCHA 1pe3 3 IPUITHHU CE30Ha.

Tadbanua: HectoTa Ha cepOKOHBEPCHA NPH Jlela HA Bb3pacT 6-35 mecena

e pu—

| Heua Ha ['punen ce3oH ['pUNEH ce30H ["puneH ce3oH

| BbL3pacT 6- CegepHO nonyksi6o, CeBepHO NoNykbLabO, HOxkHo nonykwsado, 2019!
| 35 meceua 2017-2018' 2018-2019'

1 N = 348 N = 359 N = 225 |

| HecToTa Ha cepokonBepcus (95% nosepHresieH HHTepBaAN) '
A/HIN1 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%; 50,4%)
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% 63,2% (60,0%; 70,1%) 47,6% (40,9%, 54,3%

N = Opo# y4acTHHLH, BKIHOUYEHH B aHANN3 HA MMYHOTEHHOCTTa
' cbabpxatl npenopbuatute ot C30 wWaMoBe 3a CbOTBETHHA CE30H 3a YETUPHBAJIEHTHH BaKCHHH

5.2 @apMakoKHHeTHYHH CBOHCTBA
Henpurnoxumo.

5.3 Ilpeaxkimnuynu JaHHH 3a Oe30nacHOCT

HekiuHn4HKuTE JaHHKA He noka3BaT ocobeH pyuck 3a xopa Ha 6a3aTa Ha KOHBEHUMWOHAIHH NPOYUYBaHKS
34 MHOrOKpaTHO [103MPaHE M JIOKaNHA TOKCHUYHOCT, peNPOAYKTUBHA TOKCHYHOCT H TOKCHYHOCT 3a
Pa3BMTHETO M (PapMaKONCIMYMHK NPOYUYBaHUA 3a D€30MacHoOCT.

6. OAPMAIIEBTHYHHW JAHHH

6.1 CnucbK HA NOMOLIHUTE Belll1eCTRA

- Kanues xnopun

- Kanues guxuaporendocdar

- Junarpues pocdar nuxuapat

- Harpues xnopua

- Kanuues xJa0pua IMxuapar

- MarHe3ues XJIOpUA XeKcaxuapar
- Boja 3a HHXeKLHU

6.2 HecuBMECTHMOCTH

[1py nunca Ha Npoy4BaHUA 33 HECHBMECTUMOCTH, TO3H JICKAPCTBEH NPOAYKT He TpabBa na ce CMeCBa ¢
APYTK NNeKapCTBEHH MPOAYKTH.

6.3 Cpox Ha roguocer

| ronuHa.

6.4 Cneunajanu yC10BHSl HA CbXpaHEHHe
Ha ce cuxpaHspa B xnaguiHuk (2°C — 8°C).

Jla He ce 3amMpa3snga.
I.lﬂ CC CbXpaHABd B OpPHI'HHANHATA ONaKOBKa, 3a d CC MPCcAnasn oT CBCT/IMHA.
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6.5 Bua # chabp:ranMe Ha ONAKOBKATA

0,5 ml MHXKEKIWMOHHA CYCIIEH3WA B NPEeABAPUTENHO HaNbiHEHA CNPUHIIOBKA CHC UM €3 urna
(cTbki0, THN [), cbe 3anyumanka Ha Oytanoto (OpomMoOyTunosa ryma), onakoeka ot | uam 10,
He BcuukK BH10BE ONAKOBKK Morat Aa ObaaT NycHAaTH B Npoaaxoa.

6.6 CpennaaHy npeanasHn MepKH NPH H3XBLPJISHe H pabora

BakcuunaTa TpadBa Ja ce OCTaBH Ja AOCTHIHE CTalKa TEMMepaTypa npein NpHIoKEHUE.

Ha ce paskiartu npean ynotpeba. [la ce nposepu BU3YanHO Npean NpUAOKEHHUE.

He u3non3BalTe BakCUHATa, aKO LBETHT € NPOMCHCH UJIH AaKO UMA HYXIOH H4aCTHLUH B CYCINICHIUATA.

Heun3non3eaHUAT NeKapcTBEH NPOAYKT WK OTNAABUYHWTE MAaTEpPHUanK OT Hero TpAdBa Aa ¢e U3XBLPAAT
B CbOTBETCTBUE C MECTHHUTE M3UCKBAHHA.

7. NMNPUTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA

Viatris Healthcare Limited
Damastown Industral Park

Mulhuddart
Dublin 15
DUBLIN
Hpnanans

8. HOMEP(A) HA PABPEHIEHHETO 3A YIIOTPEBA

Per. No 20240150

9. JATA HA ITBPBO PASPEIIABAHE/NNOJHOBSIBAHE HA PAZPEIHEHHETO 3A
YIIOTPEDBbA

Jata Ha nbpBo paspeluaBaHe: 14 ouu 2024 r.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

06/2026
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