JIucroBka: Undopmauus 3a norpedures

BakcurpunTerpa HHAKEKIIHOHHA CYCNIeH3Hs B IPEABAPHTEIHO HAITLJIHEHA CIIPHHIIOBKA
YeTrupuBalieHTHa BaKCUHA cpelily rpurl (pparMeHTHpaH HHaAKTUBUPAH BUPHOH)

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

[Mpouerere BHHMATE/IHO USLJIATA JIHCTOBKA npean Bue nian Bamero aere 1a oObaere

BAKCHHHPAHH, Thil KATO TS CbAbPKA BakHa 3a Bac undopmanms.

- 3anasere Ta3M JUCTOBKA. MOJKe J1a ce HAJIOXKH J1a A MpOUYEeTeTe OTHOBO.

- AKO WMaTe HAKAKBH JIOMBJIHUTEIHH BBIIPOCH, NonuTaiTe Bawus nekap, papmaiesT Wiu
MEJIMLIMHCKA cecTpa.

- Ta3u BakcHHa e npeanucada JuyHo Ha Bac wiu Bawero nete. He g npeoTtcrbhnBaniTe Ha JApyru
Xopa.

- Axko Bue wiu Baiero nere nojiyuure HAKaKBUH HEKEJIaHH JIEKAPCTBEHH peaklMH, YBEIOMETE
Baius nekap, papMaueBT WM MeJIMUMHCKA cecTpa. ToBa BKJIHOUBA H BCHYKH Bb3MOKHH
He)KeJIAaHH peaKlMH, HEOMTHCAHH B Ta3M JIMCTOBKA. Brwxkre Touka 4.
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1. Kakso npeacrasasia BakcurpunTerpa H 3a KakBO ce H310J/13Ba

BakcurpunTerpa e BakcuHa. Ta3u BakcuHa, noctaseHa Ha Bac uin Ha Baiuero aere ot 6 mecevHa
Bb3pacT nomara jaa 3amuture Bac wnau Baumero aete ot undayeHua (rpun).

Koraro Ha 4oBek ce NpuI0KM BakCHHaTa Bakcurpur | eTpa, MMyHHaTa cucTtema (ectecTBeHara
3allMTa Ha OpraHu3Ma) 1ie cbh3/1aae cBos coOCTBeHa 3aluTa (aHTHTEa) cpellty 3adossBaHeTo. KoraTo
ObJIe IPHIIOJKEHA 10 BpemMe Ha OpeMEHHOCT, BAKCHHATA 3alliTaBa OpeMeHHaTa yKeHa, HO ChIIO TaKa
rnomara HeMHoTO Oebe j1a Ob/ie 3alMTEeHO Clle/l paXK/J1aHeTo 10 6-MeceuHa Bb3pacT MoCpeCTBOM
[pejaBaHe Ha 3auMTaTa OT Maiikata Ha OedeTo no Bpeme Ha OPEMEHHOCTTA (BUKTE CBIIO TOYKH 2 H
3).

HuTO eanH OT KOMIIOHEHTHUTE HAa BAKCHUHATA HE MOKe J1a PUYUHHA T'PHIL.

VYnorpedarta Ha BakcurpunTerpa TpssOBa 1a Obae ocHoBaHa Ha OPHULIHAIIHU MTPENOPHKH.

['punbT € 3aboaBaHe, KOETO MOKE /1a ce pa3npoCcTpaHd ObpP30 U Ce MPUUYHHABA OT Pa3JIMUHH 110 BH]I
[IIAMOBE, KOUTO MOTraT jla c€ MPOMEHAT BCsAKa roavHa. [lopaam ta3u noreHuyaiHa npomMsHa Ha
LMPKYJIHpALLMTE 111aMOBE Ha roJIMiiHa 0a3a, KakTo M NMPOAb/DKUTEIHOCTTA Ha 3allMuTarta, 1npe/BH/IeHa
OT BAaKCMHATA, BAKCHHALIMATA CE€ MpernopbyBa Besika roauHa. Hal-BHCOKHAT pUCK OT 3apa3sBaHe C
[PHII € MPE3 CTYJAEHUTE MeCeLH MeXKIy OKTOMBpH U MapT. Ako Bue unu Batiero nere ve cre Ounm
BAKCMHHUPAHH I1pe3 €CeHTa, BCE Olle € pa3yMHO Jla Ob/leTe BAKCHHUPAHH 10 NPOJIETTa, ThH KaTo /10
torasa 3a Bac v BameTto nere cbhlieCTByBa pUCK OT 3apa3sBaHe ¢ rpuIl. Bauuar ekap uie Moxke J1a
Mpernopbya Koe € Hau-MoAXOAALIOTO BpeMe 3a BAKCHHALIUA.

BakcurpunTerpa e npeaHasHaueH ja 3amdti Bac win Bamiero aete ot yeTH
ChBPIKAIIH C€ BbB BAKCHHATA OT OKOJIO 2 10 3 CEeAMHMLM Clie]] HI—[}HE‘I{THPHH -
wiu Baiero gere ¢te OMIM 3apa3eHy ¢ IpUll HENOCPE/ICTBEHO MPEH HITH ¢
wiu Bamero gerte Bce ole OUXTE MOIJIU J1a pa3BHeTe 3a00/11BaHETO, Thi
[MepUo/l Ha TPUIIA € HAKOJIKO /IHH.

O3 e



Ta3u BakcHHA HAMa Aa 3aiMTH Bac unu Bamero nere or 0OMKHOBEHA HACTUHKA, BBIIPEKH Y€ HAKOH
OT CHMITTOMMTE ¢a nNoA0OHH Ha TE3H Ha rpuria.

2. Kaxso TpaoBa na 3Haete npean Bue unun Bamero nere aa n3nomsare BakenrpunTerpa

3a na cre curypHu, ye BakcurpunTerpa € noaxoasin 3a Bac wid Bamero aere, € BaXXHO a4
uaopMupaTe Bainus nekap uny ¢papMaleBT ako HAKOA OT TOUKHTE M0-J0JTy C€ OTHAcAT 3a Bac wiu
BauieTo neTe. AKO MMa HELIO, KOeTO He pa3bupate, noMolieTe Balus ekap WM gpapMaLesT 3a
0OjACHEHMUE.

He uznonspaiite BakcurpunTeTpa
- Axko Bue unu Bamero aere ¢re aneprayii KbM:

o AKTHBHHTE BELLECTBA WIH
. KBM HAKOS OT OCTAHAIMTE ChCTABKKM HA Ta3H BakCHHA (M30pOeHHM B TOYKA 6), WK
- Bcekn KOMIOHEHT KOMTO MOKE Ja MPUCHCTBa B MHOIO MalIKH KOJTHYECTRA, KaTo AHLIa

(oBanOyMHH, MHIEIIKH NPOTEUHH ), HEOMHLMH, popMaIeXHUl WIH OKTOKCHHOI-9,
- Axo Bue unu Baimneto nere umate 3abongsaHe, NpoTHYALLO C [TOBMLICHA WIH YMEpPEHA
TeMIepaTypa Wid ocTpo 3a00/1aBaHe, BakCHHALIUATA TpAOBa 1A ¢€ OTIOKH K0 O3APaBABAHETO.

[IpeaynpexaeHHs U NpeANa3HH MEPKH
'oBOpete ¢ Baluus nekap, papMaueBT WiK MEAULMHCKA CeCTpa Mpeau Ja U3Mon3BaTe
BakcurpunTerpa.

[Tpenu BakcuHaumsTa, TpaOBa na uHdopmupare Bawms siekap, ako Bue win BameTo nete umare:

- OrcnabeH UMyHeH OTroBop (MMyHOAS(PHMUUT WIH MIPHEMATE IEKAPCTBEHU MTPOAYKTH,
NOBJMABAILM HMYyHHaTa CUCTEMA),

- [IpoSneMn ¢ KEpBEHE WIH JIECHA IOABA HA CHHHUHH.

Bamusr Jiekap e pelud gand Bue wnH Baieto aere aa ObpaeTe BakCHHUPaHH.

Moxe aa HacTHIIY NPUMAAbK (Hali-Bevye npy NoapacTBalliv) el WK AOPH Npeau UHXEKTHPaHe ¢
Mria. 3aToBa KaxkeTe Ha Bawius Jiekap Wi MeAHLIMHCKA ceCcTpa, ako Bue wnu Baiuiero pere cte
MPUNAAHANH NIPH NPEeAULIHA HHXKEKLUA.

Kakrto npu BcHYKHM BakCHHH, BakcurpunTerpa Moxe na He 3alIMTH HAITb/IHO BCHYKY BAKCHHHPAHH
NHIIA.

He Bcyuku 6ebeTa Ha BB3pacT noj 6 Mecelia, KOUTO ca POASHU OT OpeMeHHH KEHH BAaKCUHUPAHHU 10
BpeMe Ha OpeMEHHOCTTA, Lie ObaaT 3alUMTEHH.

Axo nopaau Hiakakpa npuyyHa Ha Bac wid Ha BalueTo gete npecTOH H3C/Ie/BaHE Ha KPbLBTA B
paMKMTE Ha HIKOJKO JHH CJIe]] BAKCHHALMATA Cpellly FpUI, monas MH$popMupaiTe Bawuus nekap. Tosa
ce HaJlara, Tbil KaTo NpH HAKOJKO MauMeHTH ca Ouny HabmoaaBaHu GalluUBO [IOJOKUTENHH
pe3yJTATH NPH KPbBHH M3CNEABAHUSA CKOPO Clel BaKCHHALMATA.

Heua
BakcurpunTerpa He ce npenopwuBa 3a ynorpeda 1py Aeua Ha Bb3pacT 1noj 6 Mecewa.

Apyrd aekapersa u BakcnrpunTertpa
Undopmupaiite Bamus nexkap unu gapmanest, ako Bue uian Baiero gere npueMare, Hacko
MPHEMAIH WIH € Bb3MOXXHO J1a IpUEMETE HAKAKBU APYTrH BAKCHHH HJIK APYTH JICKApCTBa.

- BakcurpunTeTrpa Moxe Ja C€ npuJiara eAHOBPEMEHHO C IPYTH BAKCHHK, KaTo C
pa3uuHy KpauHHLIH.

- HMMYyHHHAT OTrOBOp MOXeE da Ob/ie HAMAJIEH B CITy4Yad Ha HMYHOCYTIPECHBHA TE
KOPTUKOCTEPOUAH, UMTOTOKCHYHH JIEKapCTBa WIH pagHOTEPAIIHs.
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DpeMEHHOCT H KbpPMEHE
AKo cTe OpeMeHHa WM KbPMHTE, CMSTATE, Ye MOXe Ja cTe OpeMEeHHa WU TUIaHHMpaTe OPEMEHHOCT,
NOCHBETBaMTe ce ¢ Baiusa nexap win ¢papmaueBT nNpeay ynorpedarta Ha Ta3H BaKCHHA.

BakcurpunTerpa Mose f1a ce H3M0J13Ba NPe3 BCHUKH €Tany Ha OpeMEHHOCTTA.
BakcurpunTerpa MOXe a ce U3M0J13Ba 10 BpeMe Ha KbPMEHE.

BamuaT nekap/gapMarieBT 1Ie MOXKE J1a TIPELIEHH AN TPAOBA 1a OBbAETE BAaKCUHHPAHH C
Bakcurpunlerpa.

[llo¢pupane u paboTa ¢ MAIIHHHA
BakcurpunTerpa He nosnyssa WM NOBIHABA NpeHeOpe:xUMOo cIOCOOHOCTTa 3a WogupaHe u padoTta ¢
MAITHHH.

BakcurpunTerpa ¢cbaAbpKa KAIHH H HATPHH
Tosa nexkapcTBO ¢hHABPXKa NO-MAIKO OT 1 mmol kanui (39 mg) u no-Manko ot | mmol HaTpU#
(23 mg) 3a 103a, T.€. MOXKE Aa Ce KaKe, Ye MPAKTHYECKH HE ChABPKA KalTHH U He ChAbPiKa HATPHH.

3. Kak na n3noniBare BakcurpunTeTpa

Jdo3npoBKa
Br3pacThuy nomy4yaBat eaHa gosa ot 0,5 mi.

Vnompeba npu oeya
Jlewta Ha BB3pacT oT 6 Meceua a0 17 roauum nomy4asar eada ao3a ot 0,5 ml.

Ako geteto By € mo-Manko ot 9 rogMHU U He € OUI0 BAKCHHUPAHO CPeLLy CPHIl NTpeJu ToBa, TpsOBa
Ia ce NpUJIoKU BTopa no3a ot 0,5 ml cinen Hail-manko 4 ceAMHUIIH.

AKo cTe 6peMeHHa, enxa a03a oT 0,5 ml, noctaBexa o BpeMe Ha OPEMEHHOCTTA MOJXKE /a 3ALUMTH
Bawieto 6ebe oT pasknaHeTo 10 6-MecevyHa Bb3pact. [lonuraiite BaumsaT nekap win ¢papMauesT 3a
noseve uHbOpMaLIMS.

Kaxk ¢e npunara BakcurpunTerpa
BaluuaT feKap HIH MEIULIMHCKA CECTPa LWIE MPWIOXKH MNPEenopbhyYaHaTa A03a BAKCHHA KATO HHOKEKLUHS B

MYCKYJ1a WA ABAOOKO MO KOXAaTa.,

Axo Bue uan Bamwero aere cTe Noy4yHJIH noBeve oT Heobxoaumarta no3a BakcurpunTerpa:

B HakoH cny4yad € H3noi3BaHa Morpeika no-rojsiMa 103a OT MpenopnryaHara.

B TakuBa cyvau, KOraro ca ¢ho0lllaBaHUM HeKeNnaHi peakUuu, Te ca OMIN B ChOTBETCTBUE C TE3U MPH
MOCTABAHE HA MPENOPbYUTENIHATA 103a (BWKTE TOUKA 4),

AKO UMaTe HAKAKBH JOITBIHHTE/HU BBIIPOCH, CBBP3aHH ¢ ynoTpedara Ha TO3U NPOAYKT, [MONMHTANTE
Bamusa nekap wiu gapmMauesT.

4. BL3MoOXKHM Hexe/1aHH pPeaAKIIHH

KaTto BcHukH JICKapCTBa, Ta3H BAKCHHA MOJKE Oa [IPCAU3BHKA HEXKCIIAHHW PCAKLIMH, BBID
BCCKH T'H MTOJTYYABA.

AJIEprUH4YHH peakuHH
CebpxeTe ce ¢ Bauius Jiekap Wiy MEJIHLUMHCKH CIELMAJTHCT BEIHAra Wik WIETE Ha
ONM3KOTO NeuyeOHO 3aBeieHHE C LIEHTBP 3a CneltHa nomMoll, ako Bue unu Baitero o
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aJIEprHYHY peakLHH (JoK/1aiBaHy KaTo peqky: Morat aa 3acerHar Ao 1 Ha 1 000 yoseka), KoHTO
MOraT Ja ca )XMBOTO3acTpallaBaily.

CHMIITOMMTE MOTaT Aa BKJIIOYBAT 00OpHB, ChpOEXK, YPTHKAPUS, 3a4EpBABaHe, 3aTPYIHEHO AHIIAHE,
HEeJIOCTHT Ha BB3IyX, [TOJYBaHE HA JIMLETO, YCTHUTE, MbPJIOTO HIIH €3HKA, CTYICHA JIETIKABA KOXa,
YCKOpEH ChplieYeH PUTHM, 3aMalBaHe, CJ1ad0CT Wi NPUNaabK.

JIpyru HeXKeIaHH peaKklHH, CbOOIABAHN NPH BL3PACTHH H JINIA B CTAp4eCcKa BbL3pacT

MHoro yectd (MOXXe Aa 3acerHar noseye ot | Ha 10 yoseka)
- [maro6onue, MycKyJsHa 6oka (MHanrus), oburo Hepasnooxenne ), 60yIka Ha MACTOTO Ha

MHXKEKTHpaHE.
1) YecTy npu NHLIa B cTapuecka Bb3pacT

Yecti (MOXe na 3acerHar Ao | Ha 10 yoBeka)

- Temnepatypa®, TpenepeHe, peakLMy Ha MACTOTO HA MHXKEKTHpaHe: 3auepBABaHe (epuTema),

MTOAYBaHe, BTRbPAsABAHE (HHIYpalus).
(2) HegecTH npH JIMIa B cTapYEcka Bb3pacT

HeuecTH (Moxe na 3acerHar jo | Ha 100 yoreka)

- 3amaitrane®, nuapus, No3MBH 3a noppbilae (ragexe ), ymopa, peakuuu Ha MACTOTO Ha
HHXKEKTHPAHE: MTOCHHABAaHE (EKXUMO03a), ChbpOEK (NPYPHTYC) B 3aTOIUISHE.

) Peaxu Opu Bb3pacTHH 4) Peaky Ipy NULIA B CTapyecka Bb3pact

- lopemu pBnHY: HabIOJaBAaHH CaMO TIPH JTHLIA B cTapvecka Bb3pacT.

- [ToayeaHe Ha TUM@HHTE Bb3JIH Ha BpaTa, MOAMUUIHULIMTE WiH clabuHUTE (MuMbaaeHONaTH):

HaﬁnmnaBaﬂa CaMoO IIpH Bb3pPAaCTHH.

Penku (Moxe aa 3acerdat 210 | Ha 1 000 yoBeka)

- AHOMAJIHH BBB BB3MPHEMAHETO HA JIONHD, 00/IKa, TOMIKMHA U CTY (NapecTe3uns), ChHIHBOCT,
3aCHJIEHO MOTeHe (XHIepXUApo3a), HeoOHYaiiHa ymMopa 1 c1abocT (acTeHud), rpunonogodHo
3a00JI9BaHE.

- Bonka B cTaBuTe (apTpairks), JUCKOMGPOPT Ha MACTOTO HA MHXKEKTHPaHe: HaOnoAaBaHH CaMo
[IPH Bb3PACTHH.

JIpyrn HekelaHH PeaKiiHH, JIOKIAJABAHH NPH Aena HA BbIpacT oT 3 Ao 17 roannu

MHoro uectH (MOXe aa 3acerdar noseve ot 1 Ha 10 yoseka)

- ['naBoGonue, MycKkyHa O0nka (Muanrys), 00O HEPA3MOIOKEHHE (HEPA3ITOIOKEHHE),
Tpenepere™, peakUMH Ha MACTOTO Ha HHXKEKTHpaHe: 60llka, oAy BaHe, 3a4UepBsBaHe (€pHTEMA)
) pTBBpAsBaHe (MHOYypaima)©.

) YecTn npH fielia Ha Bb3pacT oT 9 1o 17 roauxy

Yectu (MOxe na 3acerHat 10 1 Ha 10 yoseka)
- TemnepaTypa, NOCHHABAHE HA MACTOTO HA MHXKEKTHUPaHE (EKXHUMO3a).

Heuecty (Moxke Ja 3acerHar 10 1 Ha 100 yoBpeka) npn Jena HA Bb3pacT 0T 3 10 8 roAnHu

- [TpexoaHo HaManeHWe Ha Opos Ha HAKOM ChCTaBKH HA KPBBTA Hape4eHU TPOMOOLIMTH,
HEeJOCTATBYHOTO HM KOJIMUECTBO MOKE Aa N0BENE 10 CWIHO KpbBOHACAAaHe H/TH KbpBEHE
(npexoaHa TPOMOOLMTOIEHHA ), HADNIOJaBaHO CaMO MPH €IHO AETE Ha Bb3pacT 3 TOAHHH.

- CteHene, 0e3MOKONCTBRO.

- 3amaiiBaHe, nuapus, NOBpHLIAaHE, O0JIKa B rOpHATa 4acT Ha KopeMa, 00JIKa B CTaBHTE
(apTpanrus), yMopa, 3aTOIUISHE Ha MACTOTO HA MHKEKTHPAHE.

Heuecty (Moxke aa 3acerHar o | Ha 100 yoseka) npu Aena va sbipact o1 9 no 17
- Huapus, cbpOex Ha MACTOTO Ha UHXKEKTHpaHe (TIPYPHUTYC).




Jpyrs HeXXeJIAHH peaKkulH, JOKJIAJBAHH NPH JeNa Ha BB3PAcT oT 6 10 35 mecena

Muoro yecth (MOXe Ja 3acersar rnoseuc or 1 Ha 10 yoBeka):

- Mospwmane (V, MyckynHa 6onka (muanrus) P, pasapasuurendoct ¥, 3ary6a na anetut ) o610
HepasnonoxeHue ¥, Temmneparypa.

() HewecT npu Aelia Ha Bb3pacT o1 24 10 35 mecetia ¥ Peaxu mpu neua Ha Bp3pact nox 24 Mecela

() Pesixu mpy gena Ha Bb3pacT oT 24 1o 35 Meceua

- Peakuuu Ha MACTOTO HA HHXKEKTHpaHe: 00NKa/MyBCTRBHTEIHOCT, 3a4€pBsBaHe (€pUTEMA).

- I'maBobonue: HabmoOAaBaHO caMO TIPH AeLa Ha Bb3pacT OT 24 MeceLla.

- CbHnuBOCT, HeoOWuaeH May: HaOmoaaBaHU caMO MpH AeLa Ha Bb3pact o 24 Meceua.

Yect (MOKe na 3acerHat Ao 1 Ha 10 qoBeka):

- TpenepeHe: Hab1r0DaBaHO CaMoO IpH Ae€L2 Ha BB3pacT OT H Hax 24 Mecela.
- Peaknuu Ha MACTOTO Ha HHOKEKTUPAHE: BTBbLpAsABaHE (MHIYpauud), NOAYBaHE, IOCHHABAHE
(EeKxXuMOo3a).

HeuecTH (Moxe na 3acerdart ao 1 Ha 100 yoBeka):

- Jnapus, CBpbX4YYBCTBUTETHOCT.

Penxu (Moxe na 3acerdHat 1o 1 Ha 1 000 yoBeka):
- ["'punononobHo 3ad0NABaHe, PpeaKIMKM HAa MACTOTO Ha HHXKEKTHpaHeE: oOpHB, chplex

(NpypHTyC).

[Tpu melia Ha BB3pacT OT 6 Mecela 10 8 roAnHU, KOUTO ¢a NOTYYWIH 2 103U, HEXKETAHUTE PEAKLIHH Ca
noaoOHH Caen ImepBaTa # cjiel Bropata Ao3a. [1o-Manko HeXKelaHH peaxiiiK MOTaT Ja C€ MOARAT CJiel
BTOpAaTa 1034 MpH Aella Ha BB3pacT OT 6 110 35 Meceua.

Korarto ce HaOnionaBat, HeXxxeJJaHUTE PeaKLUuM BE3HUKBAT B pAMKUTE Ha TbPBUTE 3 AHH cliel
BAKCHHALIMATA M OT3BYYaBaT CMIOHTAHHO B paMKHUTE Ha | 10 3 aHM crex nossata UM. MHTEH3HBHOCTTA
Ha HaO/II0JaBaHUTE HEXEJIaHY PeaKUMU € Ouna neka.

Kato 1aa0 HexkelaHHTe peakuu 0OOMKHOBEHO ca OMIIH NO-pEeNKH NPH JIMLA B CTApUYeCKa Bb3pacT,
OTKOAKOTO NPH BL3PacTHHU U AcUA.

CneaHuTe HeKeNaHH peakiMy ¢a JOKAA[ABaHU clen Nnpuiarade Ha Bakcurpyn. Tesd HexenaHu

peakLMH MOXKE Ja ce noaBAT npu BakcurpunTerpa:

- Bonka mo xona Ha HepBa (HeBpanrus), NpUNaabUX (KOHBYJICHH), HEBPONOTHYHH HApYHIEHHS,
KOMTO MOTAT Aa JOBEAAT IO CXBAHAT BpaT, 0ObpKBaHe, BUCMICHEHOCT, ODONKa U cnabocT B
KpaiHHIIKTE, 3ary0a Ha paBHOBecue, 3aryba Ha peduiekcH, rnapanysa Ha TATOTO WIH Ha 4acT OT
Hero (eHuedanoMHeNnuT, HEBPUT, CUHAPOM Ha I unen-bape).

- Br3naneHue Ha KpPbBOHOCHHTE ChHOBETE (BACKYJIMT), KOETO MOXE Aa JOBEAE 0 KOXHH OOPHBH
H B MHOTO PEIKH ClIydau A0 NMPEXOOHO 3acsaraHe Ha OnOpelmTe.

- [Ipexoana TpoMOboudToneHusA, TMMPateHONaTUA, MapacTe3ns B ApYTH BL3pacTOBH IPYIH OCBEH
OMHUCAHHTE N0-TOpe 3a T€3H CTPaHHYHHU e(EeKTH.

CHo0HIaBaHEe HA HEKEIAHH PeaAKHHH
Ako Bue viH Bamreto gete monyudTe HAKAKBH HEXEJIAHH JIEKAPCTBEHH peakUHy, yeaomeTe Bauius
nekap, apMaleBT WKW MEIULIMACKA cecTpa. ToBa BKItOYBA BCHYKH BH3MOXKHH HEOTIHCAHH B Ta3H
JIMCTOBKA HeXeNaHH peaklMH. MokeTe ChlIO Aa CHOOLLHTE HEXKENAHH PEAKLIMH IHPEKTHO YPe3:
MambnHHUTENHA areHIUA 10 JeKapCcTBaTa
ya. ,.,Jlaman [ pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebcait: www.bda.bg

Kato ¢bobiuaBate HexeNnaHH peakliui, MOXKETe a AaJieTe CBOS MPHHOC 3a nojnyya
pHdopMaLMa OTHOCHO 0€30MacHOCTTa Ha TOBa JIEKapCTRO.




3. Kak ga cexpansaBate BakcurpunTetpa
CobXpaHABalTe TA34 BAKCHHA HA MJACTO, HEAOCTHITHO 3a Acla.

He w3nonssaiite Ta3H BaKCHHA clie[l CPOKA HA TOAHOCT, 010€n3aH BbpXy KapTOHEHATa OMAKOBKA ClIe
»] oneH 10:“. CpoxsT Ha TOAHOCT OTrOBApA HA MOCHEAHHS A€H OT MOCOUCHHA MeECeEIl.

Ha ce cuxpanssa B x1aguiaHuk (2°C — 8°C). [la He ce 3ampa3sBa. CbxpaHsaBaiTe CIpHHIIOBKATa B
KapTOHEHATa ONAaKOBKa, 3a Aa Ce MPEANa3y OT CBETJIMHA.

He m3xsbpisiiTe JekapcTBaTa B KAHATH3ALMATA WIM B KOHTCHHEpa 3a ZOMAUIHH OTIIAABLIH.
[Tonuraiite Bainyg dapManeBT Kak 1a H3XBBPIIATE JIEKAPCTBATa, KOMTO BeYe He M3Io/I3BaTe. Te3n
MEPKH L1 CIMOMOIHAT 3a Oa3BaHe Ha OKOJIHATA cpeaa.

6. Chabp:KaHHE HA ONAKOBKATA H JONBJHHTEIHA HHPOpMALIHA

Kakso ¢habpka BakcurpanTerpa

- AKTHBHHTE BEILECTBA Ca: I'PUIEH BUPYC (WHAKTHBHPaAH, (PparMEeHTHPAH) HA CIIEIHUTE
wamoe*;

A/Victoria/4897/2022 (HIN1)pdm09-nono6en wam (A/Victoria/4897/2022, IVR-238)
............................................................................................. 15 mukporpama HA**

A/Thailand/8/2022 (H3N2)-noaoben mam (A/California/122/2022, SAN-022) .. 15 mukporpama HA**
B/Austria/1359417/2021- nonoben mam (B/Michigan/01/2021, auB Tum).....15 mukporpama HA**

B/Phuket/3073/2013- noaoben wam (B/Phuket/3073/2013, ous tum).......... 15 muxporpama HA**

3a noza ot 0,5 ml

* pa3sMHOKeH B KOKOLLIM EMOPHOHH OT IPyMNH 31paBH KOKOLIKH
*¥ XeMarmyTHHHH

BakcuHara cboTBeTcTBa Ha NMpenopbkute Ha C30 (CeeToBHaTa 3apaBHa OpraHuzanus) (3a CeBepHOTO
noayksyibo) v pemieareTo Ha EC 3a cezoH 2024/2025.

- Jpyrute cbeTaBky ca: OydepeH pasTBop, ChAbpKALL HATPHEB XJIOPHA, KAIMEB XJIOPHI,
auHaTpueB gocdat AUXUApaT, KanueB AMxHaporeH@ocdar U BOJA 38 HIDKEKLMH.

Hsx0oHM KOMMOHEHTH MOraT Aa MPUCHLCTBAT B MHOIO MAIKH KOJIMYECTBA, KaTo giua (0BajJOyMUH MK
MUJIEINKH [IPOTEHHH ), HEOMHLMH, PopMangexu Wi OKTOKCHUHOM-9.

Kaxk usraexaa BakcurpunTerpa n KakBo cbALPKA ONAKOBKATA

Cnen BHUMATENHO pa3KilallaHe, BAKCHHATA NpeACTaBsiBa Oefe3HHKaBa M onaneciupania Te4HOCT.

BakcurpunTeTpa € HHXEKUHOHHA CYCIIEH3Hs B NPEABAPUTEIHO HAIIb/IHEHA CIIPUHLIOBKAOE-6:3 ml, ¢
NpHKperneHa uria uinu 6e3 urna (B kytds no 1, 10 win 20) wiu ¢ urna ¢ npeanasHTeaAs KO A5

unu 10).
He BCHUKH BHIOBE OMAKOBKY MOTaT aa OBAaT IMyCHATH B npoaaxda.




TpHTexaren HA pa3pelIeHHETO 32 YNOTPpeda H NPOHIBOAHTE

IlpuTexkaren HA pa3pelllecHHETO 3a ynoTpeda
Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly
QpaHLHA

I1pouzBoauTte.n
Sanofi Winthrop Industrie
1541 avenue Marcel Méricux

69280 Marcy I’Etotile
DpaHLys

Sanofi Winthrop Industrie
Voie de I’'Institut - Parc Industriel d’Incarville
B.P 101

27100 Val de Reul
DpaHLH

Sanofi-Aventis Zrt.

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

YHrapus

To3H eKapcTBEeH NPOAYKT € pa3penieH 3a ynorpefa B cTpaHuTe WieHKH HAa EsponelckaTta
HKOHOMHYECKA 30HA MO/ CJAeIHHTE HMEHA:

- ArcTpus: VaxigripTetra Injektionssuspension in einer Fertigspritze.

- lutea: VaxigripTetra injekciné suspensija uzpildytame Svirkste.

- buarapus, Xvpeatus, Kunep, EcTonus, ®unnangus, @pannus, I'epuns, Henanauns, Jlateus,
Manra, IToniua, [Mopryramus, PymbHus, Cnosenus, Lseuns, Hunepnanausa: VaxigripTetra.

- Nauus, Hopeerus: Vaxigriptetra.

- Benrus, JiokcemOypr: Vaxigrip Tetra suspenston injectable en seringue préremplie.

- l'epmanus, Uranusa, Ucnanus, Yewka pernybnuka, Cnosakus, YHrapus: Vaxigrip Tetra.

- Upnangus, Benukobputanus (Cesepua Upnanaus): Quadrivalent influenza vaccine (split virion,

inactivated).

3a JOMBJIHHTENHA HH(OPMALIUSA OTHOCHO TOBA JIEKAPCTBO, MOJIA, CBBPIKETE C€ C JIOKaIHUA

[MpeACTABUTENl HA MPHTEXATENA Ha pa3pelIcHUETO 3a ynorpeda:
Cyukc buodapma EOQO/, ren.: +359 2 4942 480.

aTa Ha NoC/IeIHO Npepasraexiane Ha MHCTOBKATa auyapu 2025 .
JAPpYyra H3TOYHHUH HA HHPOPMALHS
Hocneano onobpenara HHGOpMAaLKs 3a TO3U NPOAYKT € HAJIMUHA NPU CKAHHPaHe CbC CMAPTQOH Ha

QR kopa, oTriewaTaH BbpXY KapTOHEHATa ONIAKOBKa, WK, aKO MOCETUTE ciaeaHus yeb aapec:
https://vaxigriptetra-nh.info.sanofi.

[TocouenaTa no-goxy HugopMalHe € NPeAHAZHAYEHA CAMO 32 MEJHIHHCKH




KakTo npu BCHYKH HHKEKIIMOHHU BaKCUHH, TPSAOBa /1a ce U3BbpIIBa HAOIIOIEHHE W J1a HUMa FTOTOBHOCT
3a He3a0aBHO MOAXOAIIIO JIeYeHHe B Clyyad Ha aHaUIaKTHYHA peakiiys, KOATO MOKe J1a rocie/iBa
CJIe/1 MPUJIaraHeToO Ha BaKCHHATA.

[Tpeaun ynorpeda BakcHHaTa TpsOBa J1a C€ OCTABH /1a JOCTHIHE CTaHHA TeMIiepaTypa.

Jla ce pasknatu npeau ynorpeda. /la ce nmposepsBa BU3yaJHO IPeaH MPHIOKEHHE.

Tasu BakcuHaTa He TpsAOBA /1a ce M3IMO/3Ba B ClIy4Yak Ha HAJIMYME HA YYK/IHM YaCTHLIH B CYCIICH3HUATA.
He TpsOBa na ce cmecBa ¢ ApYry JIGKapCTBEHH MPOIAYKTH B €/1Ha W Chllla CIIPHHIIOBKA.

Ta3u BakcuHa He TpAOBA J1a C€ HHIKEKTHpPA AUPEKTHO B KPBBOHOCEH Ch/I.

Busxkre cbio Touka 3. Kak 1a wsnonssare BakcurpunTerpa.
IMoaroroBka 3a nNpuJoKeHHe

UHCcTpyKLIMH 3a ynoTpeda Ha Urjia ¢ IpearnasyuTesl U nNpeABapuTeIHO Hallb/IHEHA CIIPUHLIOBKA JTIyep JIOK:

durypa A: Urana ¢ npeanasuren (Bbrpemien | ®urypa b: KomnoneHnTn Ha HrJjia ¢ npeanasure.i
KOpnyc) (moarorBeHH 3a ynorpeda)

Kopnyc Kanayka

ly ‘ OpeinalaTe] ==
D

npoTexKTop

!

~ L ——
1

Crbnka 1: 3a Ja NMpPpHKPEIHTE HIJlaTa KbM CIIPUHLIOBKATA, CBAJICTEC KallavuKkaTta, 3a Jla OTKpHUCTC BbpXa
Ha drjara ¥ BHUMATCIIHO 3aBBLPTETE HIJIaTa B ajalntepa Jayep JIOK Ha CIPpHHLOBKATA4, AOKATO
Mo4vyyBCTBATEC JICKO CHIIPOTHBJIICHHC.

Crbnka 2: U3abpnaiite kopnyca Ha uriara ¢ npeanasdres. Mriara € nokpuara ¢ npenasaren M
[POTEKTOP.

Crenka 3:

A: llpemecrere npeanasuress BCTpaHH OT
UrJj1aTa v KbM CIIPHHIIOBKATA M10/1 [NOKa3aHUs
BIBJI. /&

b: U3abpnaiite nporekropa e




Crenka 4: Crnea npukjrO4yBaHe Ha
MHIKEKTHUPAHETO 3aKiItoveTe (aKTUBHpaHTe)
npeanasuresisa, Kato H3Ioi3BaTe €aHa OT
TpuTe (3) WIIOCTPHPAHH TEXHHKH € €/1HA
pPbKa: aKTHBHpPaHE C IOBBPXHOCT, najell
HJTH TIPBCT.

3a0enexka: AKTHBHPAHETO Ce€ [pOBEpsBa
ype3 3BYKOBO M/HUJIM TAKTHJIHO "LlpakBaHe".

Crenka 5: BuszyanHo  nposepete
AKTUBHUPAHETO Ha [pearna3suTess.
[Ipeanazurenst TpsAOBa na € HANBJHO
3aKJII0YEeH (AKTHBHPAH), KAaKTO € [TOKa3aHo
Ha (purypa B.

durypa I nokassa, ye npeanasurenat HE e
HAN'BJIHO 3AKJII0YEH (He € AKTHBHPAH).

Buumanue: He ce onurBaiiTe Aa OTKJAIOYHTE (eaKTHBHPpAaTe) Npeana3sHoTo YCTPOHCTBO, KaTO
H3TJIACKBATE HIJIATA OT NMpeAnasuTe/is.

Bcekn Hew3no3BaH JIEKAPCTBEH MPOAYKT WM OTHajJbyeH matepuasn TpsOBa J1a ObJe U3XBBPJIEH B
CHOTBETCTBHE C MECTHHUTE U3UCKBAHHUA.




