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Uudaysak Terpa nHkeKHOHHA CYCNIeH3H B NIPEeABAPHTE/IHO HANBbJIHEHA CIIPHHIIOBKA
Influvac Tetra suspension for injection in pre-filled syringe

Bakcuna CpeLLy rpun (TIOBBPRHDCTEH dHTHI'CH, HHHI{THBHPHHH)

(influenza vaccine, surface antigen, inactivated)
Ce3zon 2026/2027

[Ipouerere BHHMATE/IHO usJATA JHCTOBKA, npeau Bue unam Bawmero jaere aa Obaere

BAKCHHHPAHH, ThH KATO TS CbAbpAKa BaxkHa 3a Bac u Bamero aere nudopmanus.

- 3anaszere Ta3u JMCcTOBKA. MOKe /1a ce HaJlOKH J1a sl NpoYeTeTe OTHOBO.

- AKO MMaTe HSKAKBM JIONBJIHUTENHH BBNPOCH, nonuvrante Bawus nekap, dapmaueBT WM
MEULIMHCKA cecTpa.

- Ta3u BakcHHa e npeanycaHa JH4HO Ha Bac wau Bawero aere. He s npeorcrbliBanTe Ha
JApYyry xopa.

- Ako Bue wau Baiuetro aere nosyuuTe HAKaAKBU HE)KEJlaHW peakluu, yBeaomere Baiuwus
nekap, papMauUeBT MK MEJAMLIMHCKA cecTpa. | oBa BKJIHOUBA U BCHYKH Bb3MOXKHH HEXKEJIAaHH
peaKLMH, HEOMUCAaHH B Ta3H JIMCTOBKA. BuikTe TouKa 4.

KakBO CbAbp/Ka TA3H JIMCTOBKA

KakBo npeacrasissa Mudaysak Terpa u 3a KakBO ce M3M013Ba

KakBo TpsaOBa aa 3Haere, npeand Bue unu Bawero aere na npuemere Mudnypak Terpa
Kak na npuemare Mudnysak Terpa

Bb3MO)KHH HEXKEaHU peaKkLMH

Kak na cexpanssare Undnysak Terpa

CbabprKaHUe Ha OMaKoBKaTa U J0MbJIHUTEIHA HHPOpMaLKS

AR T o o

1. Kakso npeacrasiasBa Undaysak Terpa u 3a kakBo ce H310.13Ba

Undaysak Terpa e BakcuHa. Ta3u BakcvHa nomara Ha Bac wiaum Bawero aere j1a ce ripeanasure ot
rpun (MHpayeHua), ocobeHO Npu JiMua, NMpU KOMTO MMa BHUCOK PUCK OT CBBP3aHHU C rpura
yenoxkHeHus. MuduyBak Terpa e noka3zaHa 3a Bb3pacTHM M jJlella Ha Bb3pacT Haja 6 meceua.
Ynorpebara Ha MUudnysak Terpa TpsOBa na ce ocHoBaBa Ha O()ULIHAJIHH TPENOPBKH.

[Ipn BakcuHupane ¢ Mudaysak Terpa, uMyHHaTa cucTema (ectecTBeHara 3alllMTHa CUCTEMa Ha
opraHusma) e u3padbortu cobOcTBeHa 3awuMta (aHTturTena) cpeuwty 3adonssaHero. Huro eana or
ChbCTABKUTE HA BAKCHHATA HE MOKE J1a MPHYHUHH TPHUII.

[‘punsbT € 3abonsBaHe, KOETO MOXKE Aa ce pa3npocTpaHn ObP30 M €€ NPUYHHABA OT pPa3jMUYHHU 110
BM/I 11laMOBE, KOUTO MOraT Jla Ce NPOMEHAT BCsKa rojiMHa. 3atosa, Bue uiun Bawero jere moxe j1a
ce Hy»c1aeTe jla ObjleTe BAKCMHMpPaHUW Besika roavHa. Hal-ronsm puck aa ce pasbosieete oT rpun
“WMa Mpe3 CTY/IeHUTE MeCelHd MEX/1y OKTOMBpH U MapT. Ako Bue vimn Bawero jaere He cre ce
BAKCMHUPAaJIK Npe3 eCeHTa, BCe Ol € pa3yMHO J1a c€ BAKCHHUpaTe 10 nposerra, Thi Kato Bue niu
BawueTto sete npoabikaBaTe jla UMaTe PUCK OT pa3z0oJisiBaHe OT rpuIl qoTorasa. Bawusar nekap e
MOJKE /14 npernopbya Hai-100poTO BpeMe 1a ObjieTe BAKCHHUPAHH.

Uudnysak Terpa we 3awumnty Bac wam Bawero aere cpeuly YeTHPUTE BUPYCHH LIAMA; KOHTO Ce
Cb/IbPKAT BbB BAKCHHATA, C/1€/1 OKOJIO 2 /10 3 CEJAIMHLIM CJI€/1 HHKEKTHUPAHETO.

MHKkyOallMOHHUAT MEepHO HA rpurna € HAKOJIKO JHHW, Taka ue ako Bue wim Bawero aere cre
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H3JI0’KEHH Ha MPHUN HENOCPEACTBEHO NpeaH U cnea Bawrara BakcUHaLuA, Bee Olle OMXTE MOTJIH 1a
passuete GonecTTa.

BakcuHaTa HAMa ga npeanasy Bac unu Bawero gere oT 0OMKHOBEHA HaCTHHKA, BLIIPEKH Y€ HAKOU
OT CHMIITOMHTE H ¢a NOAOOHW Ha Te3W Ha rpuna.

2. Kaxso TpabBa na 3Haerve, npean Bue nnn Bamero nere na npuemare Undpaysak Terpa

3a na cre curyphum, 4e¢ UHpnyeak Terpa e noaxoaswy 3a Bac unu Bawero aere, BaxHO ¢ na
HHpopmupare Bawina nexap, papMauesT Wik MEIUUMHCKA CECTPa, AKO HAKOS OT TOUYKUTE No-40ny
ce oTHaca no Bac unu Baluero aere. Ako HMa Hewo, KoeTo He pa3bupare, noMckanre Baiuus nexkap,

dhapMaLeBT WIH MEAHLIMHCKa cecTpa aa Bu obacHAT.
He npuemaiite Hndaysak Terpa

- Ako Bue vnu Bawero aere cre aneprmyHu (CBpbXUYBCTBHTEIIHH) KbM:
® AKTUBHHTE BELUECTBA, MIIH
® KbM HAKOA OT OCTaHaNIuTe cbhCeTaBky Ha Undnysak Terpa (BrxkTe TOUKA 6), HNH
® HAKOA CBLCTABKA, KOATO MOXE Ja € HAJH4YHA B MHOMQ MAaJKH KONWYECTBA KATO fKHLA

(oBanGyMuH M NUELIKH NpoTeuH), hopManaexull, HETHATPUMETHAAMOHHEB OpoMua,
nonucopbat 80 wan reHraMuuMH (aHTUOMOTHK, KOHTO ce H3MON3Ra 3a NEYCHHE Ha

OakrepHanHy HHPEKUHH)
- Ako Bue wnn Bauleto nere nmate 3abonssaHe ¢ BUHCOKA TeMNEpPaTypa WK ocTpa UHpEKLus,

BaKCHHaLMATA TPAOBA a Ce OTNOXKH AOKATO CE€ Bb3CTAHOBMTE,
IlpeaynpexaeHUn H NPeANA3HA MEPKH

Bue unu Bawerto aere tpabsa ga ropopure ¢ Bawua nekap npeay BakcuHauuata, ako Bue unu
BalneTro aere uMmare:
— ¢nab uMyHeH otroBop (MMyHHa HEAOCTATHUHOCT HUIIH NPHEMaTe JeKapCcTBa, NOBIHABALLM
MMYHHATA CUCTEMA)
— mnpodaeM ¢ KbpBeHE WIH JieCHO oOpa3zyBaHe Ha CHHHHH

Bawusar nexkap e npeueHy ganu Bue unu Bamero nere TpabBa na ce pakCHHHUpATE.

[lpunanaHe, npuManaBaHe Wik APYTU peakuyH, CBbP3aHH CbC CTpeC, MOraT Aa Ce NOABAT CNel UnH
NI0pH Npeay BCAKA eAHa HibkekLMa. 3aToBa Kakere Ha Bauus nekap KW MEAULIMHCKA CECTpa, aKOo
Bue unu Bautero aere cre uManu noaobHa peakUHs NpH NpeaulliHa HHKEKLKA.

AKO 1Mo HAkakBa npuuvHa Bue unu Bawero gere Tpadbpa qa HanpaBUTE KPbBHH H3C/I€ABaHHA [0
HAKOJIKO AHU Clel BaKCHHALIMATA Cpelly rpun, Mons, Kaxkere Ha Bawna nexap. Tosa e
HeoOxoauMoO, 3al0TO ca OMnM HabnrogaBaHH (aNKUBO-MONOXKUTENHH PEIYNTATH TIPH HAKOW
NMaLHeHTH, KOUTO ca OUNIH HACKOPO BAKCHHUPAHH.

KakTto npu scuuku BakcuHH, MHpayBak TeTpa MOxe Aa HE 3aillMTH HAMb/THO BCHYKH JIHLIE, KOUTO
ca C€ BAKCUHHUDPAIIH.

JApyru nexapcersa u Hadaysak Terpa

.'_ﬂﬂ*-.‘\‘
F

"
° Hudopmupaiite Baluns nekap, papMalieBT WiH MEAHLIMHCKA CECTPA, Ko wﬂm\
AeTe MpHEMaTe WAH HACKOPO CTE NMPHEMANH, WM MOXE [a npuemare ap rpl..h ;ER
A H

i
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NieKapcTBa, BKIIOYHTETHO 1EKapCTBa, KOWTO ce oTnycKar Oe3 peuenTa. /3’ < 2N

_..1 l'

. Undnysak Terpa moxe aa 6bme npunaraH €AHOBPEMEHHO C npyﬂ#r Baucﬂhu,ﬁmwuicﬂ Y
., 'f N ,_h}t‘l*
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[MOCTABAT Ha pa3iHuHM KpaliHWuu. Tpabea na ce othenexH, Ye B TE3U CIyUaH HEXENAHHTE
peakuuu MoraT Aa 6bAaT NO-CHAHO H3pa3eHH.

. UMyHHUAT oTroBop Moxe aa Obae cnab B cinyyali HA HMYHOCYNPECUBHO NEYEHHE, KATO
HAlpUMED JIeHeHHE C KOPTHKOCTEPOUN, LIMTOTOKCHMHHM JIEKapeTBa WM padHOTepanus.

BpemennocT B XLpMene

AKo cTe OpeMeHHa UK KbPMHUTE, CMATATE, Y€ MOXKe Aa cTe OpeMeHHa WK MiaHupaTe 6peMeHHOCT,
nochLBeTBaiTe ce ¢ Bawva nekap unu dapMaleBT Npeau 1a B3IEMETE TOBA JIEKapCTRO,

["pMnHMTE BAKCHHKW MOTAT /1a Ce U3MOJI3BAT BLB BCUYKH NEpHOAM Ha OpeMeHHocTTa. Hanuue ca
o6LIHpHU AaHHK 3a Be30MacHOCTTA Npe3 BTOPUA W TPETHA TPUMECTBP B CPaBHEHUE C MBPBHS
TPUMECTBP; BbIIPEKH TOBA, AAHHH OT NMPHIOHKEHUETO HA FPUNHA BAKCHHA [10 LEAHs CBAT He
NOKAa3BaT, e BaKCHHaTa Ou Morna aa uma speaHu edekty BbpXy Hpemennoctra wnu 6edero.

Hudnypak Terpa Moxe a2 e U3NON3Ba NO BpeMe Ha KbpPMEHE.

BawuaT nekap, papMalieBT WaM MEAHMLIMHCKA cecTpa Wie pewuy nany Bue tpabea na ce
BakcuHupaTte ¢ MHpnysak Terpa. [TochBeTBaiiTe ce ¢ Bawua nexap, papMaueBT Wi
MEAMLIMHCKA CecTpa npeay ynorpedara Ha TOBa NEKapCTBO.

lllodupane u pabora ¢ MALIHHHK

Hndnyeak Terpa He NOBINABA MK NMOBIHABA HE3HAYHUTENHO cnocobHocTTa 32 wodupaHe U
paboTra ¢ MauIkHH.

Hadaysaxk Terpa chALPXKA HATPHEA H KAJIHH

To3u nekapcTBeH NpPOAYKT CbAbpxKa Mo-Maiko oT 1 mmol natpuit (23 mg) Ha go3a, T.e.
MPaKTHUYECKH HE ChAbPHKA HATPUH.

Tosun nekapcTBeH NpOAYKT CbAbpka no-manko ot 1 mmol xamuit (39 mg) na nosa, T.e.
MPaKTHYECKH HE ChABPIKA KA.

3. Kax na npuemare Hudaysak Terpa

BuHary npuemaiite TOBa leKapcTBO TOYHO KakTo Bu e kazan Bawnart nexap, ¢papMauest HiIH
MeJHLUHHCKA cecTpa. AKO HE CTe CHIYPHH B HEWLO, nonuTaiTe Baiuus nexkap, hapMauesT Wiu

MEMULIMHCKA CecTpa.
03HPOBKA

Bun3pacTHH nony4asat eaHa ao3a ot 0,5 ml.

Ynorpeba npx 1ena # Bh3pacTHH

Jeua oT 6 Mecelia o 17 roanHy nony4asaT egHa go3a ot 0,5 ml.
Jleua Ha BB3pacT noA 9 roauMHM, KOWTO Npeay ToBa He ca OMIY BAKCHHHPaHH CbC CE30HHA BaAKCHHA
cpewty rpun: Tpabea aa ce NpMAOKK BTOpa 034 cnef HHTEPBAT OT HaH-ManKo 4 CEAMHLA.

3a neua Ha BpB3pacT mog 6 meceua GesonacHocTTa W eduxacHocTra Ha HHdnysak Tetpa He ca
YCTAaHOBEHH.
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HaunH u/uan nbT{HIA) HA NPRIACKEHHE

BawnaT nexkap UIH MEAULIMHCKA CECTPA L€ NPWIOXKH NPENopBYaHATA 103a OT BAKCHHATA
KATO HHXKEKLHUSA B MYCKYNT WK OBNOOKO noa koxara.

AKO HMaTe HAKaKBH NOMBLIHHTENIHK BLIIPOCH, CBBP3aHH ¢ ynotpebara Ha TOBa NeKapcTBoO,
nonuraire Bawus nekap, papmanesT UK MEAMLIMHCKA CecTpa.

4, BhL3MOKEN HEKEJAHH PeAKIIMH

KakTo BcHukH nexkapctsa, MHdaysak Terpa Moxe na npeAn3BHKA HEXENAHH PeaKLIMH, BbIPEKH
Y€ HE BCEKH I'M MOAyyvasa.

ITocerere Bamusa nexap Hezafasno, ako Bue nau Bauiero aete moayuHTe HAKORA OT
CHeAHHTE HeXKeJIaHH JIeKapCcTBeHn peakuuy — Bue nan Bamero aere moxe aa ce
HY)KI8€eTe OT CNICIIHA MEAHIHHCKA IOMOILLL:

Texky asneprvuHu peakuud (Heu3BECTHA YECTOTA, HaONIOAABAHW MOHSKOra Mo ppeMe Ha obiua
norpeda Ha UHdnyBak TpUBaneHTHA BAKCHHA C DU

KOETO MOXE Ja A0BeAe A0 CNeuwlHd MEAUMMHCKH CbCTOAHHMA ¢ HMUCKO KPBBHO HalAraHe,
YCKOPEHO, MOBbPXHOCTHO QHLLIAHE, YCKOPEH CBLPACHEH PUTBM ¥ OTciabeH MyJic, CTyaeHa,
nenkaa Koxa, 3aMakBaHe, KOETO MOXKe J1a A0Bese 10 kosanc (1oK)

e noayBaHe, Hait-BUAUMO M3pa3eHO NO rNaBaTa U BpaTa, BKIAIOYHTENHO JTHUETO, YCTHH, €3HK,
IbpA0 MM HAKOA Jpyra HacT Ha TANOTO H KOETO MOKE€ Na NPHYHMHH 3aTPYJHEHHE B
NpernbLIAHETO WK AULLaHeTO (aHrHoeneMm).

Ilo Bpeme Ha knuHHYHK npoyuBanusa ¢ UHpnysak Terpa, cneaHure HexxenaHu peakumu ca Gunu
Habnatonapanm:

BL3paACTHH B NRANMEHTH B CTAPYECKA BLIPACT

MHOro YecTH: MOrar aa 3acerdHar nopede ot 1 Ha 10 yopeka

° rnapooosnue®
. ymMopa
° NnoKanHa peakuus; Oonka B MACTOTO Ha BaKCHHALMA

“[Ipy naumeHTH B cTapuecka Bb3pacT (= 61 roaHHu) ce cboOliaBa KaTo YecTH

YecTH: MOraT aa 3acerHar 1o | or 10 yopeka

. H3MNOTABAHE

MycKynaHa 6onka (MHanrus), 6oska B crasure (apTpanrus)
001110 YYBCTBO Ha HEpa3nonoxKenue (0OTNaAHANOCT), TpenepeHe

NOKAJIHH PEeaKiHM: 3a4epBABaHE, NOLYyBaHe, NOCUHABAHE (€KXUMO3H), YILUTLTHABAHE
(vHAaypauusa) okono obnacTra, KbAETO € HHXKEKTHPaHa BaAKCHHATA

e & &

Heydecth: Morart ga 3acertar go 1 Ha 100 4yoBeka
® TeMneparypa

Hdena (Ha pp3pacT o1 6 Mecena o 17 rognnn)
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MHoOro 4ecTH: MOraT Ja 3acerHar noseye oT 1 Ha 10 yoseka
CBHHAUBOCT

H3NOTABaHE

3ary0a Ha aneTuT

OHapHs, NOBphLUAHE
pasaApa3zHUTETHOCT/OE3NMOKOHCTBO

TeMnepaTypa

NoKaHa peakuua: 0011Ka, 3aueppsiBaHe

YecTH: Morat aa 3acerdHat 1o 1 Ha 10 yoBeka
o NOKaJ/HA peaKUHs: NoayBaHe, BTBbpAABAHE, EKXHMO3a

Hexe1anu JieKapCeTBEHH peakilii, BbIHMKHANH NPH Jella Ha Bb3PAcT oT 3 X0 5 roaunu

MHoro yecT: MOFaT Ja 3acerHar noseye ot 1 Ha 10 yopeka

. CBHHJIMBOCT
. 3aryfa Ha aneTuT

* pazApasHUTENHOCT/0E3MOKOHCTBO

. NOKANHHU peakUMu: OonNKa Ha MACTOTO Ha BaKCHHHUpAHE, 3a4epBABaHe, NOAYBaHe,

BTBBbPAABaHE (MHAYPALIUA) OKOIO MACTOTO, Ha KOETO € UHAKEKTHpaHA BaKCHHATA

YecTu: MoraT Aa 3acerHar a0 1 Ha 10 yoeeka

° U3NOTABAHE
. AHAPHA, NOBPbLUIAHE

* TeMmneparypa

o NOKAJIHA PeaKLMa: CUHUHH {(€KXHMO3a)

Hexenann NeKapcTBEHH PeAKNHH, Bb3HHKHAAH NpH Aena oT 6 10 17 roanuu

MHOro uecTH: MOrar Aa 3acerHar noseuye ot 1 Ha 10 yoseka
rnapobonue

rageHe, kopeMHa 6onka, AMapHs, nOBpbLLIAHE
MYCKYJIHa 6oska (MHanrus)
yMOpa, 00110 Hepa3noloxeHHe

AOKANHH peakumH: 6oNKa Ha MACTOTO Ha BAKCHHHMPAHE, 3a4epBaBaHe, NOAYBaHe,
BTBBpAsBaHe (MHAYpalLlUsA) OKONO MACTOTO, HA KOETO € HHDKEKTUpaHa BaKCHHATa

YecTH: MoraTt aa 3acerHat 1o 1 Ha 10 yoseka

o M3MOTABaHE

. Oonka B cTaBuTe (apTpanrus)

. TeMneparypa

o TpenepeHe

- NnoxajnHa peakuys: CHHUHH (eKXUuMo3a)

Becuvuku evapacmosu zpynu
3a BCHYKH BB3PACTOBH I'PYIMH, MOBEUYETO PEAKLIMM OMMCAHU MO-rope OOMKHOBEHO CE MNOABABAT B
PAMKUTE Ha MbPBUTE 3 AHM CeJl BAKCMHHPaHe W OTLWYMABAT CMOHTAHHO B paMKHTe Ha 1 10 3 anu
ced TAXHOTO Havano. MHTEH3UTETHT Ha Te3H peakLIMK B NOBEHETO CllyHan € yMEpEH.
P

a .
E

OCBEH NOCOUEHHUTE N0-TOPE HEKENAHH NEKAPCTBEHH PEAKIMH, CAEAHNTE HEXKENAHM 1€

it -
peakLiH ca ce NoABUAH no Bpeme Ha ofiia ynotpeba Ha Hudnysak TpuBanieHTHa Bakcufia tpey
rpuin. ST
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C HeHW3BecTHa MecToTa

. KOYKHW peaKLHH, KOUTO MOraT J1a ¢ pa3npoCTPAHAT MO TAJOTO, BKIHOYKUTENHO CbpOEX no
ko)kata (npypHTyc, YpTHKapHa), obpua

. Bb3Na/icHHe Ha KPbBOHOCHUTE ChAOBE, KOETO MOXKE /1a AOBEAE A0 KOXceH OOPUB (BACKYAHT)
K B MHOTO PEAKH cliyuau A0 BpeMeHHH npobnemu ¢ 6b06peumre

l Oonka, pa3noNoXKeHa No xoAa Ha HepBa { HeBpaJIrug), aHOMAIMH B YCELLAHETO 33 AONUP,
bonka, TonNo K ¢cTyaeHo (napecteauns), npunaabuyr (KOHBYJICHK) CBBP3aHHU € TEMIepaTypa,
HEBPOJIOTHYHH HAPYLICHUA, KOUTO MOXKE [a AOBEAAT A0 CKOBAHOCT Ha BpaTa, 00bpKBaHE,
BLIENEeHeHOCT, DoNKa U cnabocT Ha KpaitHuLKTe, 3aryba Ha paBHOBecue, 3aryda Ha
pedneKcH, napainia Ha YacT WiH Ha LUSnoTo TANO (eHUehaTOMUENHT, HEBPUT, CHHAPOM Ha
[ unen-bape)

* BPEMEHHO HaManeHUue Ha Opos Ha onpenesnen TU YaCTHUM B KPbBTA, HAPEUYEHH
TPOMOOLIMTH; HUCKUAT UM Opoi MoXe Oa A0Bede A0 U3PA3EHH CHHHHHU WIH KbPBEHE
(npexoaHa TpOMOOLMTONEHU); MPEXOAHO NOAYBAHE HA NTMHMOHHUTE Bb3NU Ha BpaTa, noa
MULIIHULIMTE WK cnabuHuTe (NpexoaHa nuMdpaaecHOMaTH )

CrobmasaHe Ha HEXEJIAHK peaKknuy

Ako Bue unu Baiuleto nere nonyuure HAKakBu HEXeJNAHH JICKAPCTBEHH peakLHH, YBEAOMETE
Bawus nekap, bapMaLeBT W MEIHLIMHCKA cecTpa. TOBa BKNIOUBA BCHUKH Bb3MOXKHH
HEOMUCAHH B TAa3H JIUCTOBKA HEXeNaHH peakUUn. MoxeTe chbulo Aa chOBUINTE HEXENaHH
peakuMH AUPEKTHO Ype3 HALMOHA/IHATA CHCTEMA 3a ChoOLaBaHe:

HansnauTeNHa areHLUud Mo JexapcTeara

yi. ,.,JlamsaH ['pyes” Ne 8

Codma 1303

Ten.: +359 2 8903417

yebcaitT: www.bda.bg

KaTo cphobliaBaTe HexesllaHW peakLuun, MOXKeTe Aa AaJeTe CBOA NMPHHOC 3a Noy4YyaBaHe Ha NOBeue
uHpOpMaLMa OTHOCHO 6e30nMacHOCTTa Ha TOBA JIEKapCTRO.

5. Kak aa chxpanaaBate Haduysak TeTpa

Ha ce chxpaHaBa Ha MACTO, HEAOCTBITHO 3a ACLA.

He u3anonssaiite Hudnysak Terpa cnen cpoka Ha roaHocT, oTOenn3aH BbpXy KapToHeHaTa
onakoBka cnen ,,J'ogen 10:“. CpoKLT Ha rOAHOCT OTrOBapa Ha NOCACAHHA AEH OT NMOCOUEHHA
MECCLU.

Jla ce cbxpaHaBa B xnaaunHuk (2°C - 8°C). Jla He ce 3aMpa3siba.
Ja ce cvXxpaHsBa B OpHIrMHAIHATA ONAKOBKa, 32 [1a ce MpeAna3y OT CBET/IHHA.

He u3xebpnsiite nekapcTBaTa B KAHANIM3ALUATA KM B KOHTEHHEPA 38 IOMALLHH OTN&ABLH.
[onuTaiiTe Bamina ¢papMaueBT Kak 4a H3XBBLPNAATE ACKAPCTBATA, KOHTO Beue He U3non3sare. Te3u
MEPKH lite CIOMOTrHAT 3a ONa3BaHe Ha OKOMHATA cpeaa.
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6. Chabpxanne HA ONAKOBKATA H A0NLJIAHKHTEAHA nudopMauHa
Kakso cbabpka Hudaysak Terpa

AKTHUBHHUTE BelllecTBAa ¢a;
MHakTUB4paHHU NOBBPXHOCTHHU aHTUIEHM HA MPUMTHUA BUPYC (XxeMarnyTMHHH H HEBpaMMHHA3a) HA
cJIeAHUTE LaMoBe™:

- A/Missoury/11/2025 (HIN1)pdm09-noaoben wam 15 mukporpama HA**
(A/Missouri/11/2025, IVR-279)

- A/Darwin/1454/2025 (H3N2)-nonobeH iam 15 Mmuxporpama HA**
(A/Michigan/105/2025, SAN-049A)

- B/Tokyo/EIS13-175/2025-nonoben uiam 15 mukporpama HA**
(B/Tokyo/EIS13-175/2025, aus THn)

- B/Phuket/3073/2013-noaoben wam 15 mukporpama HA**

(B/Phuket/3073/2013, aus Tan)
Ha 0,5 m] no3a
*  pa3sMHOXEHH B KOKOLUHY eMOPHOHH OT 3ApaBK NTHYH MOMNYyNaLuH
** XxeMarnyTHHHH

CbcTaBBT HA BAKCHHATA OTrOBaps Ha npenopbkute Ha EBponeiickua cbio3 (EC) 2a
ce30H 2026/2027.

IpyruTe ChCTABKH Ca: KANMWEB XJI0pUI, KAIHEB JHXHAporeHdocdat, aMHaTpues pocdar
OUXHAPAT, HATPHMER XNOPHUI, KATUMEB XJIOPUA AUXUAPAT, MarHe3ueB XJIOPKA XEKCaxXHapaT U BoAa
34 HHXEKLUH.

Kak uariexna Hudaysak Terpa H KaKBO ¢bABLPKA ONAKOBKATA

HUudnyeak Terpa € HHKEKLUMOHHA CYCTNIEH3HNA B NIPEABAPHTE/NHO HAMTbIHEHA CThK/IEHa CIPHHLIOBKA
(c/0e3 wrna), cpaspxkawa 0,5 ml dOucrpa, OeslBeTHa HHXKEKLIMOHHA TEYHOCT, BeAka cnpHHLOBKA
MO3KE 74 C€ M3MON3BA CaAMO BEIHDBXK.

Onaxoska ot 1 unu 10.

He BcHuKM BUAOBE ONAKOBKH MOTaT Aa 6baaT mycHatH B npoaaxda.

IIpuTexkares Ha pazpelIeHHETO 38 ynorpeda ¥ NpoH3IBOAUTE

[NpuTexaren Ha pa3pewicHHETO 3a ynoTpeba:
Viatris Healthcare Limited

Damastown Industrial Park
Mulhuddart

Dublin 15

DUBLIN

HpaaHaus

[Ipou3poauTen.

Abbott Biologicals B.V.
Veerweg 12

NL - 8121 AA Olst

Huaepnanaus
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3a DONBIHMTENHA WHPOPMALMA OTHOCHO TOBa NEKapcTBO, MOS, CBbpPKETE C€ € NOKAHMA
NPEeACTAaBUTEN Ha NIPHUTEXKATENA Ha pa3peleHyeTo 3a ynorpeoa:

Buarpuc EOO/]]

Ten: +359 2 4455400

dakc: +359 2 4455441

Tosa nexapcTBO e pa3pelieno 3a ynorpefa B cTpanuTte, 4jaeHkH Ha Esponeiickoto
HxonoMH4ecko npocrpancTio (EEA) u B Obeaunenoro Kpancerso (Cesepna Hpnanaus) noa
ClReIHHTE HMEeHA!

ABcTpHs Influvac Tetra Injektionssuspension in einer Fertigspritze
benrus Influvac Tetra, suspensie voor injectie in een voorgevulde
| Spuit
bvarapus Hudnypak TeTpa HHKeKIHOHHA CYCTIEHIHA B
| ApeABAPHTENHO HANBL/JIAHEHA CNPHHNOBKA
XbpBaTHA Influvac Tetra suspenzija za injekciju u napunjenoj
Strecaljki, cjepivo protiv influence (povriinski antigeni),
inaktivirano
Yexus Influvac Tetra, injekéni suspense v piedplnéné injekéni
stiikadce
Kunsp, ["spLus Influvac sub-unit Tetra
Hanus, Henanaus Influvactetra
EcToHua, Dunnasuaus, Influvac Tetra

[‘'epmanus, Hopserns,
[loniwa, [Toptyranus,

(CnoBakus

Opanuusn, Jlrokcembypr Influvac Tetra, suspension injectable en seringue
préremplie

Yurapus Influvac Tetra szuszpenziés injekcio eloretoltott
fecskenddében

Hpnauaus Influvac Tetra, suspension for injection in pre-filled
syringe

Hranus Influvac S Tetra sospensione iniettabile in siringhe pre-
riempite

JlaTBus Influvac Tetra suspensija injekcijam piln3lirce

JluTBa Influvac Tetra injekciné suspensija uzpildytame SvirkSte

Manta, O6eauseno Kpanctso | Influvac sub-unit Tetra, suspension for injection in pre-

(CeBepna Upnanansg) filled syringe

Huaepnanaus Influvac Tetra, suspensie voor injectie in voorgevulde

| spuit 0,5 ml
PyMBbHUS Influvac Tetra suspensie injectabilii in seringd preumpluti
CnoseHns Influvac Tetra suspenzija za injiciranje v napolnjeni
| injekcijski brizgi

Hcnakus Influvac Tetra suspension inyectable en jeringfg_,;::;-—."‘f%\

precargada S bl g
FORE

llIBeuns Influvac Tetra injektionsviitska, suspensiost i $Srfylld~. _ -

spruta . ,n . :'""
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JaTa Ha noc/ielHO npepasriexaaHe Ha THCTOBKATA: I0HH 2026

Chaeanara HHGOPMAIIHA ce OTHACH CAMO 32 MEAHUHHCKH CNIENHAJTHCTH!

KakTo 3a BCUUKH BAKCHHH B MHKEKLIMOHHA (hopMa, TpAOBA BHHArH J1a pa3nofarare ¢ Bb3MOXKHOCT
33 MOAXOAALLO MEIXUHHCKO NeveHre U HabmoaeHne B ciyyaid Ha aradUNaKTHYHA peaklus ciel
MOCTABAHETO HA BAKCHHATA.

Bakcunara tpabBa na qocrurne craiiHa remnepatypa. Pasknarere npeau ynorpeba.
[IpoBepeTe BU3YanHO npean ynorpeda.
He u3nonspalite BAKCHHATA, AKO UMA YY>U YACTULIH B CYCIIEH3HATA.

He cMecBafite ¢ Apyru N1ekapcTBa B ChlllaTa CIIPUHLIOBKA.

BakcuHata He TpaOBa aa ¢€ HHXKEKTHpa AUPEKTHO B KPbBOHOCEH CbA.

[lpeanoyuraHATE MECTa 38 HHTPAMYCKY/HO HHXKEKTHpaHE ca aHTeponaTepalHara 4acT Ha
Oeapoto (MNKW AENTOMAHHAT MYCKYJ1, aKO MYCKYJTHETa Maca € NOAXOAAILa) NpH AeLa Ha Bh3pacT
oT 6 Meceula 1o 35 MeceLa WKW ASNTOMAHUAT MYCKYN MpU AeUa Ha Bb3apacT Haja 36 Meceua
Bb3PacTHA.

[Ipocneaumoct
3a nogoOpsaBaHe Ha NPOCeAMMOCTTA Ha BHOMOrMUHUTE NEKAPCTBEHH MPOAYKTH, HMETO K
HOMEPLT Ha fapTHIATA HA NMpUiaraH1sa npodyKT Tpabea na 6baar SCHO 3anKCaHy.

Buwxre ¢biuo Touka 3: Kak na npuemare Unpnysak Terpa
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