| PANT L
JIncroBka: nudopmanus 3a norpeduTens
S I T
Nugaysak Terpa HHKEKIIHOHHA CyCneH3Hs B IPeABAPHTE/IHO HAN'bIHEHA CIPHHIOBK
Influvac Tetra suspension for injection in pre-filled syringe

Bakcuna cpeuly rpun (NOBbpXHOCTEH aHTUT€H, HHAKTHBHPaHa)

(influenza vaccine, surface antigen, inactivated)
CesoHn 2025/2026

IIpouyerere BHHMATEJHO HSJATA JIMCTOBKA, npead Bue miam Bamero aere ga Gbaere

BAKCHHHPAHH, ThH KaTo TH CbAbp:Ka Baxkua 3a Bac u Bamero nere nundopmanusn.

- 3anasere Ta3u TMCTOBKA. Moje /1a ce HAIOXKH 1A s IPOYETETE OTHOBO.

- AKO MMaTe HAKaKBH JOITBJIHWUTE/IHKW BBIIPOCH, NomuTaite Bawmwus nekap, ¢apmauesr wiu
MEeMLIMHCKA CecTpa.

- Ta3u BakcuHa e npeanucana nauuHo Ha Bac unwm Baiwero nere. He s npeorcronBaiite Ha
APYTH Xopa.

- Axo Bue unu Bawmero nere nonyuute HAKaKBM HeXelaHW peaklMM, yBeaomere Baiuus
nekap, (papMaLeBT UK MeMLMHCKA cecTpa. ToBa BKJIOUBA M BCMUKH Bb3MOXHH HEXeJlaH!
peaklHuH, HEONUCaHH B Ta3H JIMCTOBKA. BrokTe Touka 4.

KakBo ChbAbpiKa Ta3H JINCTOBKA

Kako npencrasnssa Uudnysak TeTpa u 3a KakBO ce U3M0/13Ba

Kakso Tps6Ba na 3Haere, npeau Bue unu Bawero nere na npuemere Mudaysak Terpa
Kak na npuemate Undnysak Terpa

Bb3MOXXKHM HeXKenaHU peaklMu

Kak na cexpanssare Uudaysak Terpa

CpabprkaHHe Ha OMaKOBKaTa M J0MbJIHATEIHA HHPOpPMALIHUS

ST e

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

Uu¢pnysak Terpa e BakcuHa. Ta3zu BakcuHa nomara Ha Bac unu BaieTo nere ja ce npeanasure ot
rpun (MHQIyeHua), ocobeHo MpH JiMua, NpPU KOUTO MMa BHUCOK PHMCK OT CBBP3aHM C TpHIia
ycnoxxHenus. Mudnysak Terpa e nokazaHa 3a Bb3pacTHM W Jiella Ha Bb3pacT Haj 6 Mecela.
Ynorpebara Ha UndnyBak Terpa TpsaOBa 1a ce ocHOBaBa Ha O(HLMAIHH MPENOPBKH.

[Ipn Bakcunupane ¢ Mudnysak Terpa, UMyHHaTa cucTema (ecTecTBeHATa 3alllMTHA CHCTEMa Ha
opraHudsMma) we u3pabotu coOcTBeHa 3awura (aHTuTena) cpeiny 3abonssaHero. Huto eaHa ot
CbCTABKHUTE HA BAKCHMHATA HE MOJXKE /1a MPUYHUHH I'PHUII.

['punbT € 3abonsBaHe, KOETO MOXKE [1a Ce pa3npocTpaHu OBP30 U Ce NMPUYHHABA OT pPa3jIM4yHH 10
BH/1 LLlaMOBE, KOUTO MOrarT /1a Ce NPOMEHAT BCsAKa rojiuHa. 3atoBa, Bue wiau Bawero nere moxe na
ce Hy»)Knaere aa ObJere BAKCHHHMpaHHW Besika roavHa. Hal-ronsam puck aa ce pasbosieere OT rpun
MMa npe3 CTYAEHUTE MeCeLUMU Mex]1y OKTOMBpH M MapT. Ako Bue unm Bawero nere He cre ce
BAKCMHMPAJIM NPE3 €CEHTAa, BCE OLLE € pa3yMHO Jla Ce€ BAKCUHUpaTe A0 npoJserTa, Tbi kKato Bue unu
Baiuero nere npoabikaBaTe Ja UMaTe puck ot pa3bosisBaHe OT rpun aororaa. BawusT nekap uie
MO2Ke J1a rpenopbya Hai-100poTo Bpeme ja ObaeTe BAKCHHHUPAHH.

Mudaysak Terpa we 3awmru Bac unu Bawero nere cpeuty yeTupure BUPYC
CbhAbPIKAaT BbB BAKCUHATA, CJI€/1 OKOJIO 2 10 3 CeIMULMU Cle/l UHIKEKTHPAHET

MHKyOaUHMOHHHUAT MEepUOA Ha rpuna € HAKOJIKO AHH, Taka 4ye ako Bue
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W3JTOXKEHH HA IPUI HEMOCPEACTBEHO Mpeau u cnen Bamara BakcHHaLua, Bee oule 6uXTe MOTIHM A
pazeuete bonecrra.

Bakcrnara HaMa aa npeanasu Bac unum Bawuero aere o 00MKHOBEHA HACTHHKA, BEIPEKH Ye HIKOH
OT CHMITTOMHTE H ca NoA00HH Ha Te3W Ha rpHna.

2. Kakso Tpabea na 3naere, npenn Bue nin Bawero aere na npuemate Undaysax Terpa

3a na cre curypd, de Mndayeak Terpa e moaxomauw 3a Bac unu Bawero gete, BaxHo € da
uHpopmHpaTe Bawuus nekap, dpapManeBT MM MEARLIMHCKA CECTPa, AKO HAKOS OT TOUKHTE MO-HO0JY
ce oTHacs fo Bac win Bawero gere. Ako ¥Ma Hewio, KOETo He pa3bupare, nowckaiire Baiuus jiekap,
(papMaLeBT UK MEIMLIMHCKA cecTpa Aa Bu obscHAT.

He npuemaiite Hudaysak Terpa

- Axo Bue unu Bawero aere cre anepruynm (CBpbX4YBCTBHUTENHH) KbM:
¢ aKTHBHMTE BEUIECTBa, WK
® KBM HAKOf OT OCTaHANHMTE cbeTaBku HA MHgnysak Tetpa (BrokTe Touka 6), wiu
® HAKOA CBCTaBKa, KOATO MOXKE A2 € HAIMYHA B MHOINO ManKH KOJIMYeCTBa KaTo Aiila
(oBanGyMHH WIM NWICLIKH NMPOTEUH), PopMaNaexmnl, LETHITPHMETHIAMOHKEB GpoMu,
nonucopbar 80 wiM reHtamMMUMH (BHTHOMOTHK, KOHTO Ce H3MOM3Ba 3a JIEYEHHE Ha
DaxrepHanHu HHpEKLMH)
- Ako Bue unn Bawero nere uMate 3ab0s1aBaHe ¢ BUCOKA TEMNEPATYPA HITH OCTpa HH(EKLUA,
BaKCHHALMATA TPAOBA fa CE OTVIOKH JOKATO C€ BL3CTARHOBHTE.

IIpeaynpexaenus H npeaAnasHH MEPKH

Bure unu Bawero gere Tpabsa na rosopure ¢ Baluuma nekap npeau BakCHHalLMATa, ako Bue vmu
Bamero nere uMare:

— cnab umyHeH oTroBop (MMyHHA HEAOCTATHLYHOCT WITH MPUEMATE JIEKAPCTBA, NOBJIUABALIH
MMYHHATa CUCTEMA)

— npobnem ¢ KbpBEeHe UJTH JiecHO 0OpasyBaHe Ha CHHHUHH
BawuaT nekap we npeueHn aanu Brue nnu Baweto aete TpaOBa 1a ce BakCHHHpaATe.

[Ipunanaxe, npuMangBaHe UK IPYry peakUry, CBbP3aHHU CbC CTPEC, MOFAT Aa C€ MOABAT CJed HIH
NOPH MpeaH BCAKa €Ha HHKEKUMA. 3aToBa KakeTe Ha Balma nekap WM MeAMLMHCKA CecTpa, aKko
Bue unu Bawero nere cTe WmManu noaobHa peakUMa NPH NPeauLHA HHKEKLIHA.

AKO No HAKakBa NpuuynHa Bue mnu Bauero aere tpabsa na HanpasuTe KPBBHH H3CIE€ABAHHA [0
HAKONKO AHH CJied BaKCHHaLMATA Cpeiy rpun, Mo, kaxere Ha Bawua nekap. Topa e
HeoOXoaumo, 3awoETo ca 6unM HabGmonasaHu (anluMBO-NMONOXKHTENHH PE3YNTATH NPH HAKOU
NALYEHTH, KOUTO ca WK HaCKOpPO BaKCHHHPAHH.,

Kakto npu Bcuuky BakcuHHu, MH(nysak TeTpa MoXe 1a He 3aLIIMTH HAITBIHO BCHYKH JIMUA, KOHTO
ca ce BaKCHUHHUpAIH.

Apyrn gekapcTea 1 Undpaysax Terpa

. Hudopmupaiite Bawius nekap, papMalieBT HaK MEJULMHCKA CECTPa, AKO
[leTe NpUEMATE WJIM HACKOPO CTE MPUEMATH, MK MOXKE Aa NpUeMare [
NlexapcTBa, BIIIOYHTETHO JIEKApCTBa, KOUTO ¢€ OTITyCKaT 0e3 pelenTa.

. HudnyBak Terpa moxke aa Obje npunaraH eqHOBPEMEHHO C JPYTrH
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MOCTAaBAT HA pa3IMYHH KpalHULH. Tpadsa na ce orOenexku, 4e B Te3u CAyYan HEKENAHUTE
peakuH# MoraT aa 6bJaT MOo-CHTHO H3PA3EHH.

. MMyHHHAT oTrosop Moxe Ja Obae crab B cnyuail Ha MMYHOCYMPECHBHO JIEUEHHe, KaTo
HalpUMED JICYEHHE C KOPTHKOCTEPOUIH, LMTOTOKCHYHH JIEKAPCTBA HIIH PaaNOTEPAITHS.

bpeMeHHOCT M KbpMene

AKko cTe OpeMeHHa HITH KbPMHUTE, CMATATE, Ye MOXeE a CTe GpeMeHHa HITH IU1aHUpaTe 6peMeHHOCT,
nocbBeTBalTe ce ¢ Baina nekap unu papMaLeBT npeay fa BIeMETe TOBA JIEKAPCTBO.

| pHnHHTE BAKCHHHM MOraT J1a C€ U3MO3BAT BBB BCHUKU NMeprou Ha GpeMeHHocTTa. Hanuue ca
OOLIMPHH NaHHK 3a 6e30MacHOCTTA NPE3 BTOPHS U TPETHS TPUMECTBD B CPABHEHHE C ITbPBHUA
TPHMECTBP; BLIIPEKH TOBA, J@HHH OT MPHI0KEHHETO HA FPHNHA BAKCHHA T10 LIENHS CBAT He
[MOKa3BaT, Y€ BAKCHHATa 61 Morna na uMa BpeaHH epeKTH BBpXY OpeMeHHOCTTa WK Geberto.

Hu¢paysak Terpa Moke Aa ce H3N0M3Ba MO BpeMe HA KbPMEHE.

BawnAT nexap, ¢apMmalieBT WIH MEAULIMHCKA CECTpa 1ue pelud nany Bue TpaGBa 1a ce
pakcuuupare ¢ Mngnysak Terpa. [lochBerBaiite ce ¢ Bawuns nekap, dapmanest unm
MEIMIIMHCKA CecTpa npeau ynorpebara Ha ToBa IeKAPCTBO.

Ilodupane u pabora ¢ MAMIHHH

Hudnyeak Tetrpa xe nopnMasa UM MOBJIHABA HE3HAYUTENHO CIOcOOHOCTTA 3a LIodHpaHE U
paboTa ¢ MallKHH.

Hudaysak Terpa cbabpxa HATPHE B Kaani

To3n nekapcreeH NpPOAYKT CbABPKA Mo-Manko oT 1 mmol narpuit (23 mg) Ha Roza, T.e.
MpaKTHYECKH HE ChABbPX<a HATPUA.

To3n nexapcTBeH MpOAYKT cbabpxka no-Manko ot 1 mmol kanuit (39 mg) Ha mo3a, T.e.
MPaKTHYECKH HE ChABPXKA KaJTHi.

3. Kak na npuemate Mudaysak Terpa

Bunaru npremaiite ToBa JIeKApCTBO TOYHO KakTO Bu e kazan BamuaT nekap, papMalesT Uiu
MEHLIMHCKA cecTpa. AKO HE CTE CMT'YPHM B HELIO, nonuTaiTe Bawma nekap, hapMaLeBT HUiIH
MEOULIMHCKA CecTpa.

EOSHI POBKA

BrapacTHy nonyyasat eaHa noza ot 0,5 ml.

Ynorpeba npn aeua M BL3PACTHH

Heua ot 6 Meceua a0 17 roguHu nony4aeat eqHa ao3a or 0,5 ml.
Jeua Ha BB3pacT noA 9 roaMHH, KOHMTO npeau ToBa He ¢a 61/ BAKCMHHPaHM ChC CE30HHA BAKCHHA
cpely rpun: TpabBa fa ce NMpwioku BTOpa A03a CJie]l HHTEpPBAN OT Hali-Malko 4 ceaMHLM.

3a neua Ha Br3pacT noa 6 Meceua HeszonacHocTTa U edkacHocTrra Ha Undnysak T
yCTAHOBEHH.
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Hauny #/uiau nhT(R1IA) HA NTPHICKEHHE

BamusaT iekap WM MEOJULMHCKE CecTpa Lie MPUIOXKH NMpenophyadara A03a OT BaKCHHATA
KaTO HHIKEKLIMA B MYCKYJl HTH ABJIOOKO MO KOXKATA.

AKO ¥MaTe HAKAKBH JONBIHUTEHH BBIPOCH, CBBP3aHH ¢ ynoTpebara Ha TOBa NEKAPCTBO,
nonuraite Baiua nexap, ¢papMaleBT UM MeIULIMHCKA CECTPA.
4. Bb3MoKHH HeXKeIaHH peaKknHu

KakTo Bcuuku nekapctea, MHdnysak Terpa Moxe na npeausBuka HexeNnaHW peakiyH, BbIpekH
ye He BCEKH I'M NOTy4yaBa.

ITlocerere Bamus nexap nesabaBHo, ako Bue nin Bamiero gere nosiyuure HAKOn oT
CleINNTE HeXKeEJIaHH JleKapcTBeHH peakuuu — Bue niau Bamero nere moxke aa ce

HYXRKIR]ETE OT Cnicnina MEAHUHHCKA NOMOIN:

C HEH3BECTHA YeCTOTa

TexXKH anepruyHy peakiuy (HEW3BECTHa Yecrora, HaGroAaBaHM MOHAKOra 10 BpeMe Ha ofiia

ynorpeba Ha UHQnyBak TpHBaseHTHa BAKCHHA CPELlY TPHII)

. KOETO MOXKe Aa AOBElS OO CMELIH¥ MEAHUHMHCKH CBhCTOSHHA C HHCKO KPBBHO HalfraHe,
YCKOpPEHO, NMOBBPXHOCTHO AMILAHE, YCKOPEH CHPACUYSH PHTHM H OoTCiabeH mysc, cTydcHa,
JIETIKaBa KOXKa, 3aMaiBaHe, KOETO MOXKE J1a AOBEAE A0 Kojanc (LIoK)

. NnoAyBaHe, HaH-BUAWMO HU3pa3eHO NO raaBaTa U BpaTa, BKNIHOUHTETHO JIHUETO, YCTHH, €3HK,
IbpAO WIM HAKOA ApPYra 4acT Ha TANOTO M KOETO MOXE Na NPUYHHHK 3aTPYAHEHHE B
NpPerTbIIAHETO HIH OUILAHETO (AHTHOEAEM).

[To BpeMe Ha kIMHHUYHH npoyuBaHua ¢ UHnyRak Terpa, cnegHUTE HeXenaHW peakLHH ca WM
HaONIOaBaHU:

Bh3pacTHH M NAIHEHTH B CTAPYECKA Bh3PACT

MHoro yecTH: MOTAaT 14 3acerHart noseve ot 1 Ha 10 yoseka

. raapoboame?
. yMOpa
* NOKaJIHa peakuHa; 6osika B MACTOTO Ha BaKCHHALIWA

*[1pyu nauveHTH B cTapyecka BB3pact (= 61 roauHM) ce croO1IaBa KATO YECTH

YecTH: Morar na sacersat Ao 1 ot 10 yopeka

. U3MOTABAHE

° MYCKyJiHa Gonka (Muanrus), 6onka B ctaBute (apTpanrus)

* 001110 YyBCTBO HAa Hepa3NoIoXKeHHe (OTNAHANIOCT), TpenepeHe
@

JIOKAJTHY PEaKLIMH: 3auepBsaBaHe, NoyBaHe, MOCHHABAHE (€EKXUMO3M), YILTBTHABAHE
(MHIOYpauHs) oKono 001acTTa, KbIETO € HHXKEKTHpaHa BaKCHHATa

HeuecTu: morat a 3acerHat ao 1 Ha 100 yoBeka
o TeMneparypa

gega (Ha BL3pACT OT 6 MeCcena 1o 17 COAMHH)

Hexeranu jeKapcTBEHH PeAKIHH, Bb3HHKHAIH NPH Aella KA BL3PACT
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MHoOro yecTy: Morat aa 3acerHat noseye ot ! Ha 10 voseka
CHH/IMBOCT

H3MOTABaHE

3aryfa Ha aneTuT

AVapus, NoBpbLIAHE
pa3Rpa3sHUTETHOCT/0e3NOKONCTBO

TeMIepaTypa

JIOKATHa peakuns: 60/Ka, 3auepBABaHe

YecTH: Morat aa 3acersar 0o 1 or 10 yoseka
® JIOKAJTHA peakuus: rnoayBaHe, BTBbpAABaHe, eKXHMO3a

Hexenanu exapcrsenH peakunu, B3HHKHANIN NPH JeNa HA BH3PAcT 0T 3 A0 5 roguHH

MHuoro yecTu: MOTaT Aa 3acerHar noBeye or |1 Ba 10 yoBeka

. CBH/IHUBOCT

. 3aryba Ha anerur

. pa3apa3HUTENHOCT/0e3noKoHCTBO

. JIOKANHH peakiuy: 601Ka Ha MACTOTO Ha BAKCHHHpaHE, 3aUepBABaHeE, MOAYBaHeE,

BTBbpABaHE (MHAYPALHUA) OKOJIO MACTOTO, HA KOETO € HHXKEKTHPAHA BAKCHHATA

YecTH: MOraT aa zacerHat ao 1 ot 10 yoBeka

. M3MOTABaHE

. JUapHs, NOBPBILIAHE

. TeMneparypa

. NOKaJHA peakLMa: CHHMHH (eKXHMO03a)

Hexe1anu JekapcTBeR#d peaknHH, BL3HHKHAJIM NpH aAeua ot 6 a0 17 roaunn

MHoro yectd: MoraT aa 3acerdat nopeue ot 1 Ha 10 yopeka
rnapobonue

raacHe, kopeMHa 6onka, AMapu4, IOBPbIIAHE
MyckyJiHa Oosika (Muanrus)
ymopa, 001110 Hepas3noaoKeHHE

JIOKAJTHH PCaKLIHH. 6oJIKa Ha MACTOTO Ha BAKCHHHUPAHC, 3a4CpPBABAHE, NOJYBAHE,
BTBBbpPOABAHC (HHﬂypaHHH) OKOJIO MACTOTO, Ha KOCTO € HHXKEKTHpaHa BaKCHHAaTA

YectH: MoraT aa 3acerdat Ao 1 ot 10 4yopeka

* M3ITOTABAHE

- 6osnka B cTaBuTe (apTpanrua)

o TeMIIepaTypa

. TpenepeHe

o JIOK&JIHA peaKuus: CHHUHH (€KXHUMO3a)

Bcuuxu evapacmoeu zpynu

3a BCHYKH BB3PacTOBY PYIH, MOBEYETO PEAKLMM OMUCAHU NO-rope 0OGHKHOBEHO ¢e MOABABAT B
pPaMKHTE Ha ITbPBUTE 3 AHH CJIe] BAKCHHUpaHe M OTLUYMSABAT CIIOHTAHHO B paMKHTeE Ha | 10 3 aHu
cfiell TAXHOTO Hauanlo. MHTEH3UTETHT Ha TE3U peakiMy B NOBEUETO CIyYaU € YMEPEH.

OcBeH nocoyeHuTe No-rope He:KenaH! JIeKapCTBeHHM peaKLUnH, CeAHUTE He 3
peakiuH ca ce MOoABUNH 110 Bpeme Ha obuia ynotpeba Ha MUH(paysak TpuBa
TPHII:
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C Heu3BeCcTHA 4ecToTAa

. KOXKHH peakLMH, KOUTO MOraT Aa ¢€ pasrpoCTPaHAT M0 TANOTO, BKIIIOYHTENHO ¢hpOex no
KokaTa (npypHryc, YpTHKapHsa), oopus

o Bb3NajieHHe Ha KPLBOHOCHHUTE CBJ0BE, KOETO MOXE 11a AoBeae A0 KoxeH oOpHB (BacKy/IHT)
M B MHOTO pelKH Cllyyau 10 BpeMeHHU npobnemu ¢ 6p6peunte
. Gonka, pasnonoxkeHa no xoaa Ha Hepea (HEBPAJIrka), AHOMAJIMH B YCELLAHETO 3a JHOTIHP,

Oonka, TONNO M CTyAeHO (MapecTe3us), NpUnaabUK (KOHBYJICHH) CBbP3aHH C TEMIIEPaTypa,
HEBPOJIOTHYHHM HapyLICHUA, KOUTO MOXe /1a 10BEJAT 0 CKOBAHOCT Ha Bpara, o0bpKkBaHe,
BlIEMEHEHOCT, OoJika U cnabocT Ha KpaiiHu1MTe, 3aryba Ha paBHOBecHe, 3aryba Ha
pednexcH, mapaansa Ha HacT MAH Ha LANOTO TANO (eHUehaNOMHENHT, HEBPHUT, CHHAPOM Ha
['uneu-bape)

. BpPEMEHHO HaManeHWe Ha Opos Ha onpe/ieNieH THIT YaCTHIM B KPBBTA, HApPEYEHU
TPOMOOLIMTH; HUCKKAT UM Opoli MoXxe Aa foBene 10 M3PA3EHH CUHHHH WK KbPBEHE
(npexoaHa TPOMOOLIMTONEHHKS); NPEXOAHO NOAYBaHE Ha TUMQHHTE Bb3JIH HA BpATa, MO
MHLUHHLMTE WK cnabuHuTe (npexoaHa niMdaaeHonaTus)

ChofmaBane Ha HEKENAHH peaxiHH

Ako Bue 1inu Baiero fete nonyuuTe HAKaKBH HEXENAHH JIEKAPCTBEHH PEaKLIHH, YBEAOMETE
Batuusa nekap, ¢papMaLieBT WM MeULIMHCKA cecTpa. TOBa BKIIOYBA BCUUMKH BE3MOXKHH
HEOMHCAaHH B Ta3H JIMCTOBKA HEXENIaHU peakuun. MoxeTe Chlo 4a ChOSLIHTE HEXETaHH
peakLM) IUPEKTHO Upe3 HaLMOHANIHATA CHCTEMA 32 ChoOLIaBaHe:

H3nbnHuTENHA areHLMs Nno NeKapceTBaTa

yn. ,,JlJamau I'pyer” Ne 8

Cogua 1303

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Kato cbobiliaBaTe HexenaHu peakLMy, MOXeTe Aa JafeTe CBOA MPHHOC 3a MOoJyuaBaHe Ha noseye
uHdopmauua oTHOCHO 6€30NaCHOCTTA Ha TOBA JIEKaApCTRO.

3. Kak ga chxpanaBate Hudaysax Terpa

Ja ce ¢bXpaHABa Ha MACTO, HETOCTRNHO 3a AELA.

He usnonasaiite Undnysak Terpa cnea cpoka Ha rofHOCT, oT0ena3aH BbPXY KapTOHEHaTa
onakoBka cief ,.['ofeH 10:“. CpoKbT Ha TOOHOCT OTrOBaps Ha MOCNERHHUA JAE€H OT [MOCOUYEeHU

MECCLI.

Ha ce cbxpanssa B xnapunHuk (2°C - 8°C). Jla He ce 3ampa3ssnBa.
Ha ce cpxpaHdBa B OpHIrHHalHaTa ONakoBKa, 3a Aa C€ NMpeanasu oT CBeTIHHA.

He uaxsbpnsitre nekapcTeaTa B KaHAIM3aLMATa WK B KOHTEHHEpa 3a JOMALIHH OTNaAbLIM.
[lonuratite Bawma gapmalieBT kak Aa U3XBBPIAATE JEKAPCTBAaTa, KOMTO BeYe He H3noJ3sate. Te3u
MEpKH LLe CIIOMOTHAT 3a OMa3BaHe Ha OKO/HAaTa cpefa.
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6. ChabpkaHue HA ONAKOBKATA H JONBJIHHTENHA HHpOpMALHA
Kakpo cbabpka Hupaysax Terpa
AKTUBHHUTE BELIECTBA Ca:

WMHakTHBHpaHK TOBBPXHOCTHU AHTUI'€HH HA MPUITHHA BUPYC (XEMArTyTUHHH H HEBpAMMHHUA3a) Ha
CJeJHUTE HIaMoBe*:

- A/Victoria/4897/2022 (HIN1)pdm09-nogoben wam 15 Mukporpama HA **
(A/Victoria/4897/2022, IVR-238)

- A/Croatia/10136RV/2023 (H3N2)-nogobeH tam 15 mukporpama HA **
(A/Croatia/10136RV/2023, X-425A)

- B/Austria/1359417/2021-nono6en mam 15 mukporpama HA **
(B/Austria/1359417/2021, BVR-26)

- B/Phuket/3073/2013-noao6eH wam 15 muxkporpama HA **

(B/Phuket/3073/2013, nus Tun)
Ha 0,5 ml g03a

*  pa3sMHOXEHM B KOKOLM eMGPHOHH OT 3ApaBH NTHYH MOMYIALHH
¥ XeMarnyTHHHH

Ta3u BakcuHa € B CbOTBETCTBHE C Npenopbkute Ha CBeTOBHATA 3/1paBHa opranusauus (C30)
(ceBepHO MOMyKbi60) U npenopbkute Ha EBponeiickus crios (EC) 3a cezon 2025/2026.

LpYyrure ChCTaBKK €a: KalHeB XJIOPHA, KaiieB auxuaporeHdocdar, nuHaTpuer docdart
AMXHUAPAT, HATPHEB XJIOpUA, KAILHMEB XJIOpUA AUXHAPAT, MarHe3ueB XJIOPHI, XeKCaXHIAPaT U Bo/a

32 MHXKEKIHH,
Kak narnexaa Hudaysak Terpa u kakBo ChAhpkKa ONAKOBKATA

Hudnysax Terpa € HIDkeKLIMOHHA CYCIIEH3HA B NPEABAPHTEIHO HAMBJIHEHA CTHKIEHA CIIPUHIIOBKA
(c/Ge3 urna), ceappxkama 0,5 ml 6uctpa, 6e31BeTHA HHXKEKIIHOHHA TEUHOCT. BeAKa CTIPHHLIOBKA
MOXE Z1a CE U3MO3Ba CaMO BEAHBXK.

Onakoeka ot 1 unu 10.
He Bcvuky BUAOBE ONAKOBKM Morat aa Objaat nycHaTty B npoaaxoa.
IIpuTexkaTen Ha pa3pelieHHETO 3a ynoTpeda U NPOH3BOAHTE

[Tputexaren Ha paspellieHHETO 3a ynoTpeba:
Maitman EOQJ]

6yn. CutHaAKoBO Ne 48, eT. 7

ouc crpana ,,Cepauka opHcH™

1505 Codus

brarapus

[IpousBoauTen:
Abbott Biologicals B.V.

Veerweg 12
NL - 8121 AA Olst
Hunepnanaus

3a JOMBIHUTENHA HHQOpPMALUMA OTHOCHO TOBA JIEKAPCTBO, MOJA, CBLP
NpEACTABUTEN HA NIPUTEXKATENA Ha pa3pelleHHeTo 3a yrnorpeoda:
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Maiinan EOO/JI
Ten: +359 2 4455400
thakc: +359 2 4455441

Tosa nexapcrBo e paspemeHo 3a ynoTpeba B crpaHHTe, uileHKHW Ha Esponeiickoro
HKOHOMHYecKo npocTpancTso (EEA) u 8B Ob6eaunenoro Kpancreo (Cesepua Hpaanans) nog
cJleJHHTE HMEHA:

ABcTpHA Influvac Tetra Injektionssuspension in einer Fertigspritze

benrus Influvac Tetra, suspensie voor injectie in een voorgevulde
spuit

bnnrapus Hudaysak Terpa HHKeKUHOHHA CYCTIEH3HS B
NPeABAPHTEIHO HAMbJIHEHA CNIPHHIIOBKA

XbpBaTus Influvac Tetra suspenzija za injekciju u napunjenoj
Strealjki, cjepivo protiv influence (povrSinski antigeni),
inaktivirano

Yexus Influvac Tetra, injek¢ni suspense v pfedpln&né injekéni
stiikadce

Kunsp, I'sprus Influvac sub-unit Tetra

Hauusa, Ucnauaus Influvactetra

Ecronns, ®uunanams, Influvac Tetra

["'epmanus, Hopeerus,
[lonwa, [Topryranus,

CnoBakus

Opanuus, JiiokceMObypr Influvac Tetra, suspension injectable en seringue
préremplie

Yurapus Influvac Tetra szuszpenzids injekcié eloretoltott
fecskendében

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

Hranus Influvac S Tetra sospensione iniettabile in siringhe pre-
riempite

JlaTBus Influvac Tetra suspensija injekcijam piln$lirce

JIuTBa Influvac Tetra injekciné suspensija uzpildytame $virkste

Manta, O6eauHeHo Kpaincrso | Influvac sub-unit Tetra, suspension for injection in pre-

(CepepHa Hpnanaus) filled syringe

Huaepnanaus Influvac Tetra, suspensie voor injectie in voorgevulde
spuit 0,5 ml

PyMBbHHA Influvac Tetra suspensie injectabild in seringd preumpluti

Cnosenmus Influvac Tetra suspenzija za injiciranje v napolnjeni
injekcijski brizgi

Hcnanus Influvac Tetra suspension inyectable en jeringa
precargada

[IseLus Influvac Tetra injektionsviitska, suspensjgfid
spruta

JlaTa HA NOC/IeAHO NPEPA3T/IeKAAHe HA IHCTOBKATA: 10HH 2025

8/9



Caneanara uHdopmans ce OTHacH CaMo0 3a MEIHIHHCKH CTEHAIHCTH:

KakTo 3a BCHUKH BAKCHHH B HH)KEKLIMOHHa (hopMa, TPAOBA BUHATH [a pa3nonararte ¢ Bb3MOXHOCT
3a NOAXO/AIIO MEAULIMHCKO JIeUEHKe U HaOmoAeHHe B cryyait Ha aHaQWIaKTHYHA peaKLUs Clieq
MOCTaBAHETO Ha BAKCHHATA.

BakcnHara Tpsabsa na nocturHe craiina remnepatypa. Pazknatere npenu ynorpeba.
Iiposepere Bu3yanHo npead ynorpebda.
He u3nonspaiTe BakcHHaTa, aKO KMa YyX(IH YaCTHULIA B CYCNEH3UATA.

He cMecBaiiTe ¢ Apyry nekapcTsa B chblilaTa COPHHLOBKA.

BakcuHata He TpabBa na ce HHKEKTHPa AUPEKTHO B KPbBOHOCEH Ch.

IIpeAnovUTaHHTE MECTA 38 HHTPAMYCKYAHO MHXXEKTHPAHE ¢a aHTEepOJIaTepaSIHATA YaCT Ha
OenpoTo (MK NEATOHAHHAT MYCKY/, 8KO MYCKYJIHATa Maca € NOAXOAALILa) IPH AELa Ha Bb3pacT
ot 6 Meceua Ao 35 Mecena WK ACATOMAHHAT MYCKYN NP Z€ua Ha Bh3pacT Haa 36 Mecelia M
BBb3PacTHH.

[Ipocneanmoct

3a noaobpssaHe Ha NPOCIEAUMOCTTa Ha GHONOTHYHHUTE IEKAPCTBEHH NPOLYKTH, HMETO H
HOMEPBT Ha NapTHAATa Ha MpHaaraHMs NpoAykT Tpadea aa 6boaT ACHO 3anucaHH.

Buxcre cpuio Touka 3: Kax na npuemare Undnyeak Terpa
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