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VaxigripTetra® suspension for injection in prefilled syringe
Quadrivalent influenza vaccine (split virion, inactivated)

IlpoyereTe BHHMATENHO NAJIATA JJHCTOBKA npean Bue naun Bamero aere na 0baere

BAKCHHHPAHH, ThH KaTO TH ChAbLPAKA BaxKHA 3a Bac undpopmanus.

- 3anasere Ta3H JUCTOBKA. MOKe J1a ce HaJIOKH J1a A [POYETeTe OTHOBO.

- AKO UMaTe HAKAaKBH JIOMBJIHUTEIHU BBIIPOCH, nonuTaite Bamus nekap, papmaneBT uiu
MEJIMLIMHCKA cecTpa.

- Ta3u BakcuHa e npeanucaHa nuyHO Ha Bac win Bawero aere. He s npeoTcTenBaiite Ha Ipyry
xopa.

- Ako Bue nwiu Baero gere nojyyure HIKaKBH HEKEJIAHH JIEKAPCTBEHU PEAaKLIMH, YBEIIOMETE
Barms nekap, papmMaueBT WK MeIULIMHCKA cecTpa. ToBa BKIIOYBA U BCHYKH Bb3MOXKHH
HEeKeJIaHW peaKlMK, HEOIMHUCAHHU B Ta3u JIMCTOBKA. Bwikre Touka 4.

KakBo ¢cbaAbpKa TA3H JIHCTOBKA
KakBo npeacrapisia BakcurpunlTerpa v 3a KakBo ce HU3I10J13Ba

l.

2 Kakso TpsOBa na 3Haete, npeau Bue uim Bawerto aere 1a usnonssare BakcurpunTerpa
3 Kak na m3non3are BakcurpunTerpa

4. Bb3MOKHH HEKETAaHW peaKLuH

5 Kak na cbxpansBare Bakcurpunlerpa

6. ChbabpskaHue Ha OMAKOBKaTa U JOMBIHUTEIHA HHpOpMaLUS

1. KakBo npeacraBiasiba BakcurpunTerpa n 3a KakBo ce H3no.13Ba

Bakcurpunlerpa e Bakcuna. Ta3u BakcuHa, nocraBeHa Ha Bac wim Ha Bawero nere ot 6 meceuHa
Bb3pACT nomara Ja 3amurure Bac wiau Baiero aere ot undiryeHua (rpui).

KoraTo Ha 4yoBek ce npuiioku BakcuHata BakcurpunTerpa, uMyHHaTa cucTema (ectecTBeHaTa
3alUTa Ha OpraHu3Ma) 1ie ¢h3/1a1e CBOs COOCTBEHA 3aluuTa (aHTUuTesa) cpelty 3adossBanero. Korarto
ObJe NMpUJIOKEHA MO BpeMe Ha OpeMeHHOCT, BAaKCHHATa 3alMTaBa OpeMeHHaTa KeHa, HO ChLIO TaKka
nomara HeHHOTO Oebe na Ob/1e 3alMTeHO clie]] pakaaHeTo A0 6-MeceuHa Bb3pacT MOCPeICTBOM
Mpe/laBaHe Ha 3aluMraTa OT Maikarta Ha O0edeTo 1o Bpeme Ha OpeMeHHOCTTa (BHKTE ChLIO TOYKH 2 U
3).

HuTo e1uH OT KOMIIOHEHTUTE Ha BAKCHHATA HE MOJKE J1a MPUYUHH TPHUIL.

Ynorpedata Ha BakcurpunTerpa TpsaOBa 1a Obj1e ocHOBaHa Ha O(ULIMAIIHU NPENIOPHKH.

["punsT € 3ab0/19BaHe, KOETO MOJKE J1a ¢ce pa3npocTpaHd ObP30 M ce MPHUYHHABA OT Pa3/IMUHHU 1O BH/I
[IaMOBE, KOUTO MOrar /ia ce MPOMEHST BesKa rojuHa. [lopaaun tazu noteHMaiHa npomMsiHa Ha
LIMPKYJIMpALLIMTE LAMOBE Ha roJuviiHa 0a3a, KakTo ¥ MPOAB/DKUTE/THOCTTA Ha 3allMTara, rpeIBu/ieHa
OT BaKCHHATa, BAKCHHALIMATA CE MPENnopbyBa BesAka roauHa. Hai-BUCOKHAT pUCK OT 3apa3sBaHe ¢
FPHII € MPe3 CTYACHUTE MECELIH MeK/1Yy OKTOMBPH M MapT. Ako Bue win Baiuero nere He cte Onim
BAKCHMHUPAHHM [1pe3 eCEeHTa, BCe OLLE € pa3yMHO Jla ObJeTe BAKCHHUPAHH /10 [POJIeTTa, Thi KaTo 10
Torasa 3a Bac v Bawero jiere chliecTByBa puCK OT 3apa3sBaHe ¢ rpyrn. Bauuar nekap e Moxke /1a
[pernopbya Koe € Hal-noJAX0/AI10TO BpeMe 3a BAKCHHALLUA.

BakcurpunTerpa e npeanazHauen na 3awuta Bac wiu Bamero gete ot yetupure iama
Ch/IbPJKalllM C€ BbB BAKCHHATA OT OKOJIO 2 10 3 CE/IMULIM Clie/l HHKeKTUpaHeTo. OCBeH
uaKn Bawero jere cre OWIHM 3apa3eHu ¢ IPUIl HEMOCPEACTBEHO MPear WM Clie/l BAKCHH
uiau Bamero aete Bce ouie OUXTE MOIJIM 1a pa3BUeTe 3a00/19BaHETO, Thd KATO MHKYOAa
MePHO Ha I'PHUIIa € HAKOJIKO /IHH.



Ta3u BakcHHa HAMa Ja 3allMTu Bac iy BameTo nere 0T 00HMKHOBEHA HACTHHKA, BBIIPEKH Y€ HAKOH
OT CUMIITOMHTE ¢a NoA0OHM Ha Te€3M Ha rpHUIA.

2. Kakso Tpa0dBa 1a 3naere npean Bue nan Bamero gere ga n3noassare BakcurpanTerpa

3a na cre curypHy, dye Bakcurpunlerpa ¢ noaxonsi 3a Bac uinu Bamerto gere, e BaxHO na
nadopmupare Bamus nekap wim ¢gapManeBT ako HIKOS OT TOYKHTE IMO-Z0JIy ¢€ OTHACAT 3a Bac win
Banrero nere. AKO MMa HEHIo, KoeTo He pa3dbuparte, noMosiere Bamms nekap unu papMaleBT 3a
obscHeHne.

He n3nonsBante BakcurpunTerpa
- Axo Bue wiv Bamero gete cTe anepruvid KbM:

. AKTHBHHTE BEIECTBA MU
. KBM HAKOA OT OCTaHaNUTe CHCTAaBKH HA Ta3KH BaKCHHA (M30pOEHH B TOYKA 6), HIH
. Bcexu KOMITOHEHT KOHTO MOXKE Ja ITPUCHCTBA B MHOTO MAIKH KOJIHYECTBa, KaTo Alilla

(oBanGyMMH, NWNELIKA POTEUHH), HEOMMIIHH, POPMAIIIEXH WIH OKTOKCHHOJI-9,
- Axo Bue wiu Baweto aere uMare 3abonsgBade, NpoTHYALLIO ¢ MOBUIIEHA HIH YMEPEHa
TEMIIEPATYpa HIIH OCcTpo 3a00MsBane, BAKCHHALMATA TpAOBa Aa Ce OTJIONKH JI0 O3/IpaBIBAHETO.

IIpenynpexNeHus H NpeANa3sHH MEPKH
I'oBopere ¢ Bamus nexap, hapMalieBT WIM MEIMIMHCKA CECTpa Npeax Aa W3MNoJ3BaTe
BaxcurpunTerpa.

[Tpenu BakcuHauusATa, TpsaOBa na ungopmupare Bammsa nekap, ako Bue win Baiero zere umare:

- OtcnabeH UMyHeH OTroBOp (MMYHOAS(PHLIKT HITH MPHEMATE JICKAPCTBEHH MPOIYKTH,
[IOBJIMABALIY UMYHHATA CHCTEMA),

- [TpoGnemu ¢ KpPBEHE WIH JICCHA TOSABA HA CHHHHH.

Bawmdar nekap e pemu nanv Bue wnum Bawieto nere na 6naere BakCHHUpaHH.,

Moxxe 1a HaCTBRITM NpHUNagbK (Hai-Beye NpU NOAPACTBAINM) CE WIH JOPH NIPeAH HHKEKTUPAHE C
uria. 3aropa Kakere Ha Bamng nexap unv MeQUIIMHCKA cecTpa, ako Bue wnu BameTo nete cre
NPUHATHAY TIPH NPEIUIIHA HHKEKITHS.

Kakto mpu BcuukH BakcuHH, BakcurpunTerpa MoXe Aa He 3aIMTH HAITBLIHO BCHYKH BaKCHHHPAHH
JIM1Ia.

He Bcuuxu 6ebeTa Ha BB3pacT noja 6 Mecera, KOUTO ca POAeHH OT OpeMeHHH KeHH BaKCHHHPAHH IO
BpeMe Ha OpEMEHHOCTTa, 1iie OBAAT 3alIHTCHH.

AKO NopaIH HAKaKBa npyuyuHa Ha Bac wiu Ha BaieTro aere npeIcTON H3CeiBaHe Ha KPBBTA B
paMKHTE Ha HAKOJIKO JHH CJe/l BAKCHHALIMATA cpeuly IpyIL, Mo uHpopMupaiite Bauims nekap. Topa
ce Hajlara, ThH KaTo [1pU HAKOJIKO NTALIMEHTH ca Ounu HaOmoaaBaHu GanuBo MOJIOKHATETHH
pe3yiITaTv IpHU KPBBHU U3CIIEABAHUA CKOPO CJI€/l BAKCUHALUATA.

Hena
BakcurpunTerpa He ce npenoprpyBa 3a ynotpeda mpH felia Ha BB3pacT oa 6 Mecena.

Apyrn sekapcrea H BakcurpunTerpa
Hudopmupaite Bamus nekap Wi ¢apmalesT, ako Bue wiu BameTo nete npruemare, HaCKOpo ¢re

[IPpHEMAITH HITH € Bb3MOXHO a3 NMPpHEMETE HEIKAKBH APYIH BAKCHMHHU UIH APYTH JICKAPCTRA

- BakcurpunTerpa Moke 1a ce mpuiara €JHOBPEMEHHO ¢ APyrd BAKCUHM, KaT@/C
Pa3IMYHH KpaHHWLIA. =

- NMyHHHAT OTTOBOp MOXKe Ja Obe HAMaJeH B Clly4ai Ha IMyHOCYTIpECHMBHA G%a
KOPTHKOCTEPOMIH, LIMTOTOKCUYHY JICKAPCTBA WM PaauoTEPaNHs.
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bpeMeHHOCT H KbpMeEne
Ako cTe OpeMeHHA WIH KbPMHUTE, CMITATE, e MOXe a cTe 6peMeHHA UK TDIaHMpaTe OpeMeHHOCT,
nochBeTBalTe ce ¢ Bamns nekap Wiy (apManeBT Opean ynorpedara Ha Ta3H BAKCHHA.

BﬂKCHl”PHHT@T pa MOXKE Ja CC U3MOJI3BA ITPC3 BCHYKH CTAllk Ha 6peMeHHOCTTH.
B&KCHI’pHHT&T pa MOKE 14 CC H3II0N3BA ITO BPEME Ha KEPMCHE.

BammaT nekap/¢dpapMaleBT e MOXKe [a NMpeLeHd Janu TpaOBa aa ObaeTe BAKCHHUPAHH C
BakcurpunTerpa.

Modupane u patora ¢ MAIIMHH
BaxcurpunTeTpa He MOBNMHABA KU [TOBIMABA MpeHEOPEIKHUMO CIIOCOOHOCTTA 3a modHpaHe U padoTta ¢
MAaIIHAHY.

BakcurpunTerpa ¢cpabpika RKAJIHH H HATPHHA
Tora nekapeTBo chaBpxka 1o-Manxo ot 1 mmol kanuit (39 mg) 1 no-manko ot 1 mmol HaTpuit
(23 mg) 3a 103a, T.€. MOXKE JIa Ce Kake, Ye NMPaKTMUYECKH HE ChABPKA KaJluil M HE CBABPIKA HATPHH.

3. Kak ga nanoanssare BakcurpunTerpa

Jo3upoBKa
Bb3pacTau noyyagat eaHa no3a ot 0,5 mil.

Vnompeba npu oeya
Hena Ha BB3pacT oT 6 Mecenia Ao | 7 rogWHHU noy4daBaT eaHa ao3a ot 0,5 ml.

Axo neteto Bu e no-Manko ot 9 roiMHA U He € OUII0 BAKCMHUPAHO Cpellly I'PUIl IPpead TOBA, TpaOBa
Aa ce NMpHIoKH BTopa Ao3a oT 0,5 ml cnen Hai-manko 4 cegMULIM.

Axo cTe OpeMeHHa, eHa a03a oT (1,5 ml, nocrapeHa 1o BpemMe Ha OpeMEHHOCTTA MOXKe 14 3ALIMTH
BameTro 6eb¢ 0T paxaadeTo 10 6-Meceuda Be3pact. llonuralite Bamuar nexkap win ¢gapManesT 3a
noBeve HHOOpMaLYA.

Kak ce npaiara BakcarpuanTerpa

Bainupar fiekap WM MEOULIMHCKA CECTpa Liie MPHUIIoKU NperophyaHara 1032 BAKCHHA KaTO HIDKEKIHA B
MYCKYJia WK IbIOOKO MO KOXKAaTa.

Axo Bue nin Bamero aere ¢re nmosiy4yu/in nosese or Heodxoanmara 103a BakenrpunTerpa:

B HAKOM CTy4au € U3MOI3BaHa NOTrPELKa NO-rojiaMa 1034 OT NpenopbYaHaTa.

B TaxuBa ciyuaM, korato ca ¢bOOLIABAHU HeXeNTaHH peakLyH, Te ca OWIN B ChbOTBETCTBHE C TE3M IIPH
NMOCTABAHE HA NPEIIOPBYHTEIIHATA 1034 {BIKTE TOUKA 4).

AKO NMaTe HIKaKBH AOIBJHUTE/IHH BBIIPOCH, CBBbP3aHHU ¢ yroTpedara Ha TO3U NPOAYKT, [IONUTANTE
Bamusa nekap unu gapmMaleBT.

4, B13MOXXHH HeXKeJJAaHH peaknnf

BCEKH 'l IOTy4AaRBa.

ANleprudiy peakinHu
Cepprkere ce ¢ Bamims nexkap Wi MEIUIIMHCKY CIIELMATUCT BEIHAra HITH WIeTe Ha
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aIeprH4HH peaklMu (IOKNaABaHU KATO pelku: Morart Aa 3acersat a0 1 Ha 1 000 yosexa), KouTO
MOTAT Ja ca )KMUBOTO3acCTpalllaBalLilH.

CuMIITOMUTE MOTAT Ja BKJIIOYBaT OOpuB, Chpbesk, ypTHKapHUs, 3a4epBABAHE, 3aTPYAHECHO JHLLAHE,
HeJOCTHMT Ha Bb3YyX, IOyBaHe Ha JIMLIETO, YCTHUTE, MbPIOTO WIH €31Ka, CTYACHA JIeNKaBa Koxa,
YCKOPEH ChpACYEH PUTEHM, 3aMaiiBaHe, caboCcT WiH NMPUNAJbK.

JApyra nexkeJIaHH peakiiii, CboOMABAHH NPH BL3IPACTHH H JIMLA B CTAPYECKA BH3PACT

Muoro vectH (Moke 14 3acerHat noeede ot 1 Ha 10 yopexa)
- I'nasoGonue, MyckyHa 6ojka (Muairus), oowo HepasmonoxkeHue (V, Gonka Ha MACTOTO Ha

HHKEKTUPaHe.
() Yectn npu LA B CTApIECKa BH3PACT

YectH (Moske aa 3acerdar 1o 1 Ha 10 Jyoreka)
. Temnepatypa?, TpenepeHe, peakiiMi Ha MACTOTO Ha HIDKEKTHpaHe: 3auepBsaBaHe (epuTeMa),

noayBaHe, BTBbpAsABaHe (MHAypaLus).
@ HewecTd mpH NHIA B CTApYECKa Bb3PAcT

Heuecty (Moxe na 3acerHart o | Ha 100 yorexa)

- 3amaiipane'), muapus, NO3WBH 3a NoBpbiaHe (rageHe)), yMopa, peaklMM Ha MACTOTO Ha
HHI)KEKTUPaHE: MOCHHABaHE (€KkxuM03a), ChpOeX (MPYPUTYC) H 3aTONJIAHE.

®) PeikH IpH BB3pacTHH (9) Peaxu Mpu THIIA B CTap9ecKa Bh3pacT

- I'opeluy BBJIHU: HaOMIOXaBaHU caMO [IpH JIMLIA B CTapyecka BB3pacT.

- IToayBaHe Ha TUMpHUTE BB Ha BpaTa, NOAMUIIHUIMTE WM CIabUHUTE (TUMQANEHONMAaTHA )
Hal/IroAaBpaHa caMo MpH Bb3PacTHH.

Penku (Moxke aa 3acersat ao 1 Ha 1 000 yoseka)

- AHOMAJIUH BLB BB3IPHEMAHETO Ha JOIHp, 60JKa, TOIUIMHA M CTY I (NapecTe3ns), CbHIHBOCT,
3aCHICHO NOTEHe (XUItepXuapo3sa), HeobudaiiHa ymopa u cnabocT (acTeHus ), TpUNonogooHo
3abonsBaHe.

- bonka B craBute (apTpairus), JUCKOM$popT Ha MICTOTO Ha UHXKEKTHUpaHe: HabogaBaHu caMo
MpH BB3PACTHH.

,[lp}'rll HEXKCIAHH PCAKIHH, JOKNAIBAHH OPH A€1A Ha BB3pacT 0T 3 no 17 roaunn

Muoro yectu (MOXKe fa 3acerdar noseve or 1 Ha 10 yopeka)
- ['nasoGonue, MyckyiHa 0601Ka (MHAANTHA), OO0 HEPA3IIOIOKEHUE (HEPA3MONOKEHUE),
Tpenepene, peakiMu HA MACTOTO HA HIDKEKTHpaHe: 60/Ka, IOy BaHe, 3aUepBABaHE

(eputema)’®, BTBbpAABaHe (MHIYpais).
) YecTH npH Aeiia Ha Bb3pacT oT 9 1o 17 romHum

Yecru (Moke na 3acerdHat no 1 Ha 10 4oreka)
- Temneparypa, NOCUHABAHE HA MACTOTO HAa MHXXEKTHPaHe (EKXHUMO034).

Heuectu (Moxe na 3acerHat 10 1 Ha 100 yoBeka) npn Aena Ha BL3pACT 0T 3 A0 8 roguHu

- [TpexoaHo HamMalleHHe Ha OpOs% Ha HIKOHM ChCTAaBKH Ha KPbBTA HapeueHH TPOMOOLIMTH;
HEAOCTAaThYHOTO UM KOJTHUECTBO MOXKE Ja JOBEAC 10 CUITHO KPbBOHACAAAHE HIIU KbPBCHE
(npexogHa TpoMOOLIMTONEHNA ), HAOMOAaBaHO CaMO MPH €IHO JETE Ha BB3pacT 3 MOJAHHHM.

- CreHeHe, 6e3N0KOHCTBO.

- 3amaiiBaHe, AHapUA, MOBpBUIaHe, 60JIKa B rOpHATa 4acT Ha KopeMa, 60Jika B CTABMTE
(apTpanrus), ymMopa, 3aTOIUTAHE Ha MACTOTO HA UFDKEKTHPAHE.

HeyectH (Moxe na 3acerHar Ao | Ha 100 yoBeka) npH Aena Ba Bh3pacT o1 9 10 17 ro
- Huapus, cppbek Ha MACTOTO Ha HHJKEKTHpaHe (NPYPHTYC).




I[pyl"l! HEKEIaHH peakKuiHH, JORKJAaABAHH IIDH €ila HA BH3pacT 0T 6 no 35 mecena

MHoro 4ecTu (MoOXxe Ja 3acerHaT noseyve ot | Ha 10 yoBeka):

- [Mosprinake ), Myckynna Gonka (Muanrus) 9, pazapasuurentoct ), sary6a wa anetur @ o61mo
HepasnoJokeHHe &, TeMnepartypa.

(1) Heuectu mpu Aena Ha Bb3pact oT 24 10 35 mecena ) Penxw npu aeua Ha Bh3pacT nox 24 Mecena

) Penxv pH [€ua Ha BB3pacT o1 24 a0 35 Meceiia

- Peakumu Ha MACTOTO Ha WIDKEKTHpaHe: 00JIKa/\MyBCTBHTEIHOCT, 3auepBaABaHe (epuTeMa).

- I'nasobonue: HabnrogaBaHo caMo MPH [€lla Ha BB3PACT oT 24 Mecela.

-  CpHnHBOCT, HeoOWMaeH ruad: HabnmioJaBaHu caMo MPH Jiella Ha BL3pacT noj 24 Mecela.

YectH (Moke ma 3acerdar a0 1 Ha 10 yopeka):

-  Tpenepene: HabmogaBaHO caMo MpH Aenia Ha BB3pacT OT M Hag 24 Mecera.

- Peakuuu Ha MACTOTO Ha HHKEKTHpaHe: BTBbpAABaHE (MHIYpaLMs), MOXYBaHe, NOCHHABAHE
(eKkxuMO03a).

HeuectH (Moxe na 3acerdar no 1 Ha 100 yoseka):

- ﬂHﬂpHﬂ, CBPBbXHYBCTBUTCIIHOCT.

Penxu (Moxe n1a 3acernar go 1 Ha 1 000 yoseka):
- ['punonoaobHo 3abongBane, peaklMy Ha MACTOTO Ha HIDKEKTHpaHe: obpuB, cbpbex

(mpyputyc).

{Ipu neua Ha BB3pacT OT 6 Mecella 10 8 roAuHY, KOUTO ¢a NOMYUYHIH 2 103U, HEXCTAHHTE PEaKLMM ca
noaoOHu clie] MupBaTa M CAeN BTOpaTa A03a. [lo-Manko HexxenaHy peakilii MOTraT [a ce NMOABAT CleR
BTOpATa 03a MpH elia Ha Bb3pacT oT 6 10 35 Mecela.

Koraro ce HaGmionaBaT, HexKeJIaHUTe PeaKIIMH BH3HUKBAT B pAMKHTE Ha ITHPBUTE 3 JHH Cliel
BaKCHHALMATA K OT3BYYABAT CTOHTAHHO B paMkHTe Ha | 10 3 AHM cnen nmosBara uM. HTeH3uBHOCTTA
Ha Ha0/I01aBaHUTe HEXENAHH peakLHu e OWia Jieka.

Kato usno HexxeNnaHWTe peakuiii OOMKHOBEHO ca OWIK MO-pelIkM NMpH JIMLA B CTap4yecKa Bb3pacT,
OTKOJIKOTO TPy Bb3PACTHH H AeLia.

ChaeaHuTe HeXKENaHU peaKUMU ca AOKTaaBaHy cliel npuiiarade Ha Bakcurpun. Te3u HexesnaHH

peaKLyMu MoxXe 1a ce nosBAT npy Bakcurpun T erpa:

- bonka o xona Ha HepBa (HeBpanruA), NPUNATbLM (KOHBYJICHH ), HEBPONOTrHYHH HAPYLLCHHUA,
KOMTO MOraT Aa AOBEHaT A0 CXBaHAT BpaT, 0ObpKBaHe, BLENEHEHOCT, Oomnka U cnabocT B
KpallHULIKTE, 3aryba Ha paBHOBECHE, 3aryda Ha peuieKcH, napaju3a Ha TAJI0TO WIH Ha 4acT OT
Hero (eHuedanoMuenuT, HeBpHT, CHHAPOM Ha ['wien-bape).

- Bbinanenye Ha KPHbBOHOCHMTE ChIOBETE (BACKYJIMT), KOETO MOJXKE J1a IOBee 10 KOKHH OOpUBH
M B MHOI'O peaKH CITydaM OO fIpeXoJHO 3aciaraHe Ha Onbpenure.

- [lpexonna TpombounTonenus, numMdpaneHONATHA, MAPACTE3UA B APYTH BL3PACTOBH I'PYITH OCBEH
OMUCAHNTE NO-TOPe 3a Te3H CTPAHUYHH eheKTH.

ChofmaBane H2 HEXKENAHH PEAKIHH

Ako Bue unu Baweto aete noay4yuTe HAKAKBHA HEXENAHH JIEKAPCTBEHH peaklivH, yBeaoMete Baiumsa
nekap, ¢papMaLeBT WM MeIULIMHCKA cecTpa. ToBa BKIKOUYBA BCHYKH Bb3MOYKHM HEONMCAHM B Ta3H
JTUCTOBKA HEXeJIaHW peakLd. MoxeTe Chllo Aa ChOOLIMTE HEXXeNIAaHH PeaKMU AUPEKTHO upes3:
H3mbHATENHA areHLMS 110 JIEKapCTBATa

ya. ,,JlamsaH I pyes” Ne §

1303 Codusa

Ten.: +35 928903417
yebcaiT: www.bda.bg

Kato cpobinaBare HEKENAHU peakLMi, MOXKETE J1a AAETe CBOA MPUHOC 34 NOMyYaB
HMH(pOpPMalIHA OTHOCHO 6€30M1acHOCTTA Ha TOBA JIEKAPCTBO.




S. Kak ga coxpaasaBate BakcurpunTerpa
ChbXpaHsaBalTe Ta3y¥ BAKCHHA HA MACTO, HEJOCTHITHO 34 Jella.

He wsmon3Batite Ta3yu BaKCHHA CJIe CPOKA Ha TOTHOCT, OTOENA3aH BBPXY KapTOHEHATAa OIIaKOBKA CIIE]
1 0feH 10:“. CpOKBT Ha rOOHOCT OTrOBaps Ha MOCACIHHUA JEH OT NIOCOYECHUI MECEIL,

Ha ce cpxpanara B xnaguiHuk (2°C — 8°C). [la He ce 3aMpa3aBa. CbxpaHABaHTe CIPHHIIOBKATA B
KapTOHCHATA OMAKOBKA, 3a Ja ¢e MPEANa3u OT CBET/IUHA.

He M3XBBpIsiiTe JIeKapcTBAaTa B KAHAJU3aUATA MITH B KOHTEeHepa 32 IOMAIIHY OTIIabIH.
I[Tonuraiite Bamus dapMalleBT Kak Aa H3XBBPIATE JIEKAPCTBATa, KOUTO BEUe HEe M3Noa3Bare. Tesn
MepKH II¢ CIIOMOTHAT 3a OIa3BaHe Ha OKOJIHATa cpefa.

6. ChabpkaHHe HA OMAKOBKATA H JONbJIHHTENHA HHpOpMAHA

Kaxso ¢babpka BakcurpunTerpa

- AKTMBHHTE BellleCTBa ca: 'PHIIEH BUPYC (MHAKTUBUpaH, (parMEHTHPaH) Ha CIIEHHTE
mamMoBe*:

A/Victoria/4897/2022 (HIN1)pdmO09-rionoGen mam (A/Victoria/4897/2022, IVR-238)
............................................................................................. 15 mukporpama HA**

A/Croatia/10136RV/2023 (H3N2)-nogoben mwam (A/Croatia/10136RV/2023, X-425A)
............................................................................................. 15 Mukporpama HA**

B/Austria/1359417/2021- monoden mam (B/Michigan/01/2021, aue Tum).....15 mukporpama HA**
B/Phuket/3073/2013- nogoben inam (B/Phuket/3073/2013, gus Tum).......... 15 mukporpama HA**
3a mo3a ot 0,5 ml

* pa3MHOXEH B KOKOIIH eMOPHOHU OT IPYNH 3[paBH KOKOILKH
** XemarmyTHHUH

BakcuHara ¢roTBeTCTBa Ha npenoprkute Ha C30 (CeeTropHaTa 3apaBHa Opranusanus) (3a CeBepHOTO
noayknii60) U pemenneto Ha EC 3a ce3on 2025/2026.

- Jpyrute cberasku ca: 6ydepeH pastBop, ChABPKALL HATPHEB XJIOPHI, KATMEB XIIOPHI,
auHaTpHeB Gocdat qUXMApAT, KanueB auxuaporeHpocdar v BoIa 3a HHKEKLHH.

Hsakou KOMIIOHEHTH MOTAT Ja NMPHUCHCTBAT B MHOTO MAJIKH KOJNHYECTBa, KaTo siua (0BanOyMHH WIH
MUIEIIKY MPOTeNHH ), HEOMHLHH, QOPMAaIACXH WIH OKTOKCHHOJI-9.

Kak uarnexaa BakcurpunTeTpa u KAaKBO ChABLPAKA ONIAKOBKATA

Cnen BHUMATENHO paskiialliane, BAKCHHAaTa MpCeIAcTaB/iIBa Oene3HHUKaBa U orna’iccuupalia TCHHOCT.

npuKpeneHa uria uny 6e3 urna (B Kytysa no 1, 10 win 20) vy ¢ Uria ¢ npeanasuren
1wy 10).
He BCHMUKH BHAOBE OIAKOBKM MOTaT Aa ObJAT MycHATH B nponaxoda.




Ilputexares HA pa3pellEeHHETO 32 YIOTPeOa H MPOHIBOAHTE

IIpuTexaren HA pa3peliecHHETO 32 YnoTpeda
Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly
(DpaHuus

IIpousBoauTeN
Sanofit Winthrop Industrie
1541 avenue Marcel Mérieux

69280 Marcy 1’Etoile
POpaHua

Sanoft Winthrop Industrie

Voie de P’'Institut - Parc Industriel d’Incarville
B.P 101

27100 Val de Reuil

®OpaHLug

Sanofi-Aventis Zrt.

Campona utca. 1 (Harbor Park)
H-1225 Budapest

YHrapus

To3u ekapcTBeH NPOAYKT € pa3pellieH 3a ynorpeba B cTpanHTe WieHKH Ha EBponeiickara
HKOHOMHYECKA 30HAa MOA CJIEJHHTE HMEHA:

- Aectpus: VaxigripTetra Injektionssuspension in einer Fertigspritze.

- JluTpa: VaxigripTetra injekciné suspensija uZpildytame Svirkste.

- benrapus, Xepeatus, Kunep, Ectonusa, Ounnanaud, @panuusd, [ vpums, Uenanaus, Jlateus,
Maura, [Tomwa, Iopryranus, Pymeuus, Cnosenns, [lIseunsa, Huaepnanous: VaxigripTetra.

- lanusa, Hopeerus: Vaxigriptetra.

- benrus, JirokcemOypr: Vaxigrip Tetra suspension injectable en seringue préremplie.

- T'epmanus, Uranus, Ucnanus, Yemrka pemyOnuka, CnoBakud, YHrapus: Vaxigrip Tetra.

- Upnanaus, Besmkobpuranus (CesepHa Upnanaus): Quadrivalent influenza vaccine (split virion,

iactivated).

3a JOMBJIHUTENHA HHDOPMAITHA OTHOCHO TOBA JIEKAPCTBO, MOJIA, CBBPYKETE CE C JIOKATHUA
IpeACTaBUTEN Ha NPUTEXATel Ha pa3pelleHreTo 3a yrorpeoda:
Cywnkc buodapma EOO/, ten.: +359 2 4942 480.

JlaTa HA moc/IeJHO Npepa3riexiane Ha JHcTOBKaTA Mai 2025 r.
JApyru H3ro4HUUHN HA HHPpOpManUA
[locnegno ogobpenara HHpOpMAaLHA 3a TO3U NPOAYKT € HAIUYHA NPHU CKaHHUPaHE ChC CMAapTPOH Ha

QR koxa, oTTeYaTaH BEPXY KapTOHEHATa OTIAKOBKA, MITH, aKO MOCETUTE CIICTHUA yeb aapec:
https://vaxigriptetra-nh.info.sanofi.

ITocodyenara nmo-a0J1y HuHpopMaLHd € IPEIHAZHAYECHA CAMO 32 MEJHIHHCKH CIENHAATIHC




KakTo rnpu BCHYKH MH)KEKLIMOHHHW BAKCHHHU, TPOBa /1a C€ W3BbpIIBA HAOIIOAEHHE U J1a UMa NOTOBHOCT
3a He3a0aBHO IMOAXOAALLO JeYeHHe B ClTy4ai Ha aHaUIIaKTHYHA peaKi|s, KOSTO MOsKe Ji1a Nocie/iBa
CJ1e]1 MpHUJIaraHeToO Ha BaKCHHATA.

[Ipean ynorpeba BakcuHata TpsOBa Ja ce OCTAaBH Ja JOCTUIHE CTaliHa TeMrneparypa.

Jla ce paszknartu nipeau ynorpeda. /la ce npoBepsiBa BU3yaJlHO NpeIH NPHIOKEHHE.

Ta3u BakcHHaTa He TpsAOBa /1a ce U3I0/13Ba B C/IyYail HAa HAJIMYME HA YY>K/IH YaCTHIIM B CYCIIEH3HATA.
He TpsOBa na ce cmecBa ¢ Apyru JeKapcTBEHH NPOAYKTH B €1HA U Chllla CIIPHHIIOBKA.

Ta3u BakcHHa He TpsOBa 1a ce HHKEKTHpa JIMPEKTHO B KPbBOHOCEH CBI.

Buxre cbio Touka 3. Kak na usnonssare BakcurpunTerpa.

[loaroroska 3a npujioxeHue

l4}1611)}W(UJ1HT33:YTIUT}}GGEIEﬁi[1FIH1(:[“DGLHTHBPTTEI[P[rHJELUBﬂFHdeHTEHJI{&ITBIHECEHB13T“DPHHLH)BHE1IQY6F)IHJE:

Purypa A: Uraa ¢ npeanasuren (Bbrpemien | Purypa b: KomnoneHTH Ha Hriia ¢ npeanasure
KOpIyc) (moaAroTBeHH 3a ynorpeoda)
Kopnyc Kanavka
‘ ‘ OpelNa3HTe]l w=p /
| i\
D I £ npoTeKTOp
| ur
| ) ‘

Crbnka 1: 3a 1a npUKpenyTe UrjaTa KbM CIPUHIIOBKATA, CBAJIETE KarnaykaTa, 3a 1a OTKpHeTe BbpXa
Ha Mrjlata U BHUMATEJIHO 3aBbPTETE HIJlaTa B ajanrtepa JIyep JIOK Ha CHOPHUHIIOBKATa, JI0OKATO
MOYYBCTBATE JIEKO CHITIPOTHBIICHHE.

Crbnka 2: M3abpnaiiTe kopnyca Ha uriara ¢ npeanasuren. Mrnara e mokpura ¢ npeanasures M
MPOTEKTOP.

Crbnka 3:

A: [lpemecTtere npeanasuresiss BCTPAHU OT
UrjiaTa M KbM CIIPUHLIOBKATA MO/ MOKAa3aHH s
BIBJI.

b: U3abpnalite nporekropa




Crenka 4: Cnen npUk/IOuYBaHe Ha
MH)KEKTUPAHETO 3aKjitoveTe (aKTUBHpaMuTe)
npeanasyresis, Karo W3M0J3BaTe €aHa OT
TpuTe (3) WIIOCTPHPAHU TEXHHKH € €JIHa
PbKA: aKTUBHpaHE C MOBBPXHOCT, Tasell
HJIH TIPBCT.

3alenexka: AKTUBHPAHETO ce IPOBEpsiBa
ype3 3BYKOBO M/WJIM TaKTHJIHO "LpakBaHe".

Crenka 5: BwusyanHo — npoBepere B
aKTHBHPAHETO Ha npeana3syurens.

[Ipeanasurensat TpsOBa Ja € HANBJHO
3aKJII04YeH (AKTHBHPAH), KAKTO € MOKa3aHO

Ha urypa B.

rﬁ@ﬁﬁj@

Qurypa I nokassa, ye npeanazurenst HE e
HAN'LJIHO 3aKJ/II0YeH (He € AKTHBHPAH).

Buumanue: He ce onuTBaiiTe Aa OTK/IOUYHTE (1€aAKTHBHpAaTe) NPEeANAa3HOTO YCTPOHCTBO, KATO
H3TJIACKBATE HIJIATA OT Npeana3suTeis.

Bceku Heu3nosi3BaH JCKAPCTBCH TMNPOAYKT H/IKH OTHAABYCH MaTCpHall TpHﬁBﬂ na obae HU3XBBPJICH B
CHOTBETCTBHC C MCCTHHUTC H3UCKBAHHA.




