nree v AoAs 000/ |
JIncroska: Undopmanus 3a‘morpedurens .

e A 2 Ggp 130N

Ed.iyen1a HH/KeKIIHOHHA CYCTIEH3Hs B PeIBAPHTEIHO HANIBJIHEHA CIIPHHIOBKA
TpuBaneHTHa BakCHHA cpellly rpun (parMeHTHpaH HHAKTUBUPaH BUPUOH), 60 mukporpama HA/mam

Efluelda suspension for injection in pre-filled syringe
Trivalent influenza vaccine (split virion, inactivated), 60 microgram HA/strain

[IpoueTreTre BHHMATE/IHO USAJIATA JIHCTOBKA NpeAH Aa ObieTe BAKCHHHPAHH, Thi KaTO TH
ChAbPKAa BakHA 32 Bac undopmanus.

- 3anasere Ta3u JUCTOBKA. MOJKe /1a ce HaJI0XKH /1a 5 [IPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH JIONMbJIHUTEHH BBIIPOCH, NonuTaTe Bawums nekap, papmaueBT Uiu

MEIMLIMHCKA cecTpa.
- Ta3u BakcHHa € npeanucaHa JM4HO Ha Bac. He s npeorcThnBaiiTe Ha Apyru xopa.
- AKO NOJIy4uTe HAKAKBU HEKEJIaHH JICKAapCTBEHH peaklu, yBeaomere Baiuus nekap, papmaieBr
HJIKH MCJIHLIHHCKA CCCTpa. ToBa BKJIFOUBA H BCHYKH Bb3MOJKHH HEKEJIaHH PE€aKLiHH, HCOITHCAHH B

Ta3u JUCTOBKA. BwkTe TOuka 4.
KakBo CbABpPAKA TA3H JIHCTOBKA

KakBo npeacrasngsa Edayenaa v 3a KakBo ce U30J13Ba
KakBo TpsiOBa 1a 3Haere, npeau na usnonssare Eduyenaa
Kak na usnonassare Eduyenna

Bb3MOKHH HEKEJIaHW peakiuH

Kak na cexpansBare Ediyenna

Ch/IbpKaHHE HA ONAKOBKATa M JOMbJIHUTEIHA HHpOpMaLIKS

P T i e Dl et

1. Kakso npeacrasiasBa Eduayena n 3a KakBo ce H310./13BA

Ednyenna e Bakcuna. Ta3u BakcHHa romara 3a 3alura OT IPUIl HA JIMLA Ha Bb3pacT Ha U Haa 60 roauHu.
Ynorpebara na Edunyenna tpsadbBa na Obae ocHOBaHa HAa O()ULIMAIHU MPENOPBKH 32 BAKCHHUPAHE Cpelly
FPHII.

Koraro Ha Hsakoro ce nocrtasu Ednyenna, umyHHaTa cCUCTeMa (eCTeCcTBeHaTa 3alllMTHA CHCTEMa Ha TAJIOTO)
lIl€ pa3BUe COOCTBEHA 3allMTa (aHTUTEA) cpely 3ad0ossBaHeTO. HUKOH OT KOMITOHEHTHTE HA BaKCUHATAa
HE MOJKE J1a IPUYHHH ['PHII.

[ punIbT € 3apa3HoO pecrupaTopHoO 3a00/aBaHe, MPUYHUHABAHO OT I'PUITHH BUPYCH, KOETO MOJKE /1a ce
MPOSBH KATO JIEKO /10 TEKKO 3a001BaHE U MOKe /1a JIOBE/IE€ 10 CEPUO3HH YCII0KHEHHS KAaTO IMHEBMOHUS,
KOMTO MOraT /1a ca MpU4rHa 3a OOJIHHYHO JIeYEHHE WK JOPH CMBLPT. | pUnbT € 3adonsBaHe, KOETo ce
pazrpocTpaHsaBa Obp30 U CE MPUUUHABA OT Pa3/IMYHU 110 BU/ LIIAMOBE, KOMTO MOraT Jia Ce NMPOMEHST BCsKa
roavHa. [lopaau Ta3u noreHuMa IHa NpoMsHa Ha LIMPKYJIMPALLUTE LIIAMOBE Ha roJiMiIHa 0a3a, KakTo M
MPOAB/IKUTEIHOCTTA Ha 3allMTaTa, rnpeaBuaeHa OT BAaKCHHATa, BAKCHHALIMATA C€ MPErnopbUBa BCsKa
roauHa. Hal-BUCOKHAT PUCK OT 3apa3siBaHe C I'PUII € Mpe3 CTYACHUTE MEeCeLH MeK/Iy OKTOMBPH M MapT.
AKO He cTe OMJIH BAKCHHUPAHU PE3 eCeHTa, BCe OLIe € pa3yMHO J1a Ob/ieTe BAKCHHUPAHHU J10 MPOJIeTTa,
ThH KaTO /10 TOraBa ChLIECTBYBA PUCK OT 3apassiBaHe ¢ rpul. BauusT jekap 1ie Moke J1a npenopbya Koe e
HaM-MOAXOASIIOTO BpeME 3a BAKCHHALIMS. :

Edayenna e npeanasHaveH 1a Bu 3alMTH OT TPUTE LllaMa Ha BUPYCA, ChAbPIKALIH C
OKOJIO 2 10 3 CeAMHLH CJIe/l HHKEKTHPAHETO. AKO ¢Te OMJIM 3apa3eHM C I'PHUIT HETO
cjie/1 BaKCHHaUMATa, OUXTE MOIJIM Ja pa3BueTe 3a00/15BaHETO, Thil KATO HHKYOAaLH
[PHIIA € HAKOJIKO JIHH.

)



Ta3u BakcHHa HaAMa ga Bu 3amuti oT 0OOMKHOBEHA HACTHHKA, BBIIPEKH Y€ HAKOH OT CHMITTOMMTE ¢a
noA0OHH Ha TE3H Ha T'pHIIA.

2. Kakspo TpaOBa na 3HaeTe npeau Aa u3noassare Edayenna
3a ma cre curypHH, ye Eduryenga ¢ noaxoadul 3a Bac, € BaxxHo na uHbopMHparte Baums iekap Win
¢dapMalIeBT, aKO HAKOS OT TOMKHUTE MO-A0TYy C€ OTHACAT 3a Bac. Ako uMa Hewo, KOeTo He pazbupare,

noMoJsiere Bauus sekap WiM ¢gapmaLeBT 3a 0DsCHEHHUe.

He n3non3paiite Edayenna:
- AKO CTe aNepruvHM KbM:

. AKTMBHMTE BelleCTBa WiIH
. KBbM HAKOA OT OCTAHAJIMTE CHCTABKM Ha Ta3H BakcHHA (M30poeHH B TOUKA §), HWIH
. BCEKM KOMITOHEHT, KOMTO MOXE Ja MPUCHCTBA B MHOTO MaJIKH KOIHYeCTBA, KAaTO aiLa

(oBanbyMMH, MIICIIKH NPOTEHHH) B popMallaeXul.

[IpeaynpexaeHHA H NpeanNa3HA MepKH

['oBopeTe ¢ Baiumsa nekap, papMauesT Wik MEJULUHHCKA CeCTpa npeay Aa u3non3eate Edquyenaa.

[Tpeau BaxcHHauuATa, TpaOBa Aa MHGopMupaTte Bamus nekap, ako umare:

- orcnabeH UMYHeH OTroBop (MMyHeEH AeHLIMT WM NPHEMAaTE JIEKApCTBEHH MPOAYKTH, MOBIWABALIH
MMYHHATa CHCTEMA),

- npobnemMu ¢ KbPBEHE WM JIECHA MOSBa Ha CHHHHH,

- MpeAMileH ciy4dal Ha CHHAPOM Ha ['unen-bape (Texka MyckysnHa ¢nabocTt) cnes nocTaBsaHe Ha
BAKCHHA CpeLiy IPuI,

- axo uMare 3abosngBaHe, NpOTHYALIO C TOBUILECHA WK YMEPEHA TEMIIEpaTypa WiK ocTpo 3abonsgpaHe,
BaKCHHalMATa TpAOBa [a Ce OTJIONKHU 0 O3[paBABaHETO.

Bamuar nekap we pewryd ganu na 6uaeTe BaKCHHUpaH/a.

Cnen vy [opH fipeiy NOCTaBSHE Ha HIDKEKIIUA MOXKe N1a HaCThIW npunansk. Undopmupaiite Baiuus
JIeKap UMM MEAULUHHCKA CECTpa, aKO B MMHAIOTO CTE€ MMAaNH MOAOOHH HHIIHACHTH.

KakTto npu BevYkH BakcHHM, Edmyenia Moke Aa He 3alIMTH HAMMBJIHO BCUMKHW BAKCHHHUPAHHU JIMLA.

AXO nopaam HAKakBa Npyu4rHa By npeacTou uicneBane Ha KPbBTa B paMKHTE Ha HIKOJIKO JHH CJIEN
BAKCHMHALMATA CpeLly rpun, Mons nHpopMupaitre Bamua nekap. ToBa ce Hanara, Thit KaTo NPH HAKOJIKO
nauyeHTa ca OMAH HabnraaBaHN (PaATIIMBO MOMOKUTEIHHN Pe3yYATaTH [PH KPHBHH U3CJEABAHHA CKOPO
cael BAaKCHHALIUATA.

Heua
Ta3u BakcHuHa He TpAOBa Ja ce U3NOJ3Ba MPH Jela, T € NpeAHa3Ha4YeHa 3a ynotpeba caMo TPy Bh3pacTHH
Ha Bb3pacT Ha ¥ Haj 60 roauHw.

Apyre aexapcrsa n Edayenina

HHdopmupaiite Bamug nekap wiy gapMaueBT, ako [MPHEMATE, HACKOPO ¢T€ MIPHEMAJIH, HIH € BB3MOXKHO

Ja ripyeMere HAKaKBHU APYIrH BAKCUHM MJIW JAPYTH JICKapCTBa.

. Axo Eduryenna ce npunara eJHOBpEMEHHO € IpYT¥ BAKCHHH, BAKCUHUTE BUHATH TpAOBA Aa ce
[MOCTABAT KATO C€ M3MOJ3BAT pas/iMdHU KpanHHLIH.

- Tpsabsa na ce otbenexku, He HexeNaHUTE peakLMKU MOraT Aa ObAaT NMo-UHTEH3HBM
¢JHOBPEMEHHO MpUIaraHe.

- HNMYyHHHAT OTrOBOp MOXeE Na Oble HaMaJIeH B CJIyda Ha UMYHOCYTIPECHBHS
MPOBEXKIa C [IpHUIaraHe Ha KOPTHKOCTEPOUIH, LIMTOTOKCHYHH JIEKAPCTBA M)




bpeMeHROCT H KEPMEHE

Ednyenna e npeaHasHaveH 3a ynoTpeba caMO NpH BB3PacTHH Ha BB3pacT HAa M Hag 60 roguHH.

Ax0 cTe OpeMeHHa HWIH KbPMHUTE, CMATATE, Y& MOXKE Aa cTe OpeMeHHA WIH IU1aHupaTte OpeMEHHOCT,
nochHBeTBaTE ce ¢ Bamug nexap wiu gpapmMauesT npead ynorpedara Ha Ta3d BakcHHa. BauusT
nexap/cdapMaleBT e MOXKe a NpEeLCHU Jaiu TpaOBa na 6baere BakcuHUpaHu ¢ Ednyenna.

Ilojgupane B paboTa ¢ MAIIHHHA
Ednyenna He noBIMABA WM TIOBJIUABA TIpeHEOpeKHUMO cnocoOHOCTTa 32 wodupare H paboTa ¢ MalIHHM.
Bce nak, ako He ce YyBCTBRAaTe JOOpe WM CTE 3aMasiHH HE € pa3yMHO [a mo@upare.

Edayenna cbabpxa HATpHEH
ToBa nekapcTBO ChabpAKa Mo-Manko oT 1 mmol Hatpuid (23 mg) 3a fo3a, T.€. MpaKTUYECKH He ChABPHKA
HaTpHH.

3. Kak na uznonaspare Edpayenaa

Bp3pactHu Ha BB3pacT Ha v HaA 60 roaMHH noay4asar eaHa go3a ot 0,5 ml.

Kak ce npunara Edayenaa
Balyar fnekap WM MEAUUIMHCKA CECTpa LUE NPHIOKHA NPENOPbYaHaTa J03a BAKCHHA KaTO MHKEKLIHS B
MYCKYJIa HITH MOAKOXKHO.

AKO HMaTe HJAKaKBH OOITBJIHHUTE/HH BBIIPOCH, CBBP3aHH ¢ yIioTpedara Ha TO3M NPOAYKT, NONHUTANTe
Barus nekap WM ¢papMaLiesT.

4. Bb3MOKHE HEXKeJIaHH peaklHM

Karo BCHUYKH JIEKApCTBa, Ta3H BaKCHUHA MOYKE [1a MPEIU3BHKA HEXKEIAHH peaKLMH, BLIPEKH He He BCEKH TH
NOJTy4aBa.

AJICpTrHYHH pEAKUHH
Orupere Ha nekap HE3ABABHO, ako nomyyure:
- Texxku aneprudHu peakuuu:

. KOUTO MOTaT Jia NMpeJU3BHKAT CIEUIHO MEIULIMHCKO ChCTOSSHHE ¢ HUCKO KPBBHO HAJATaHe,
HEAOCTHT HA BB3OYX, XPHITTEHE WIH 3aTPYAHEHO AvIlaHe, YCKOPEH ChbPACUYEH PHTHM U
orcnabed Mysc, CTyJieHa Jenkasa Koxa, 3aMaBaHe, KOMTO MOraT Aa AOBEAAT A0 KOJIAMC
(aHa(QUIAKTHYEH WIOK, BKIIIOYUTENHO AHTHOEAEM, T.€. TOAYBAaHE, KOETO € HAai-BUIUMO Ha
rJ1ABATA ¥ LIHATA, BKIIOUYHTENHO JIMLETO, YCTHHTE, €3MKa, MbPJIOTO U APYTH YaCTH Ha TAJIOTO
1, KOETO MOXE Aa TIPUYMHM 3aTPYAHSHHUS MPH NPErbLIAHE H JHILIAHE).

OTtuaere Ha Nekap, ako MOJYHUTE:
. AJICpriyHH peakuMH KaTo KOKHH peakLry, KOUTO MOTaT [1a C€ pa3pOCTPaHAT N0 TANOTO,
BKAKOUHUTETHO ChpOexk, KONPUBHa TpecKa (YpTHKapua), 0OpUB, 3a4epBsiBaHE.
Te3u HexxenaHu peaklluM ca peaku (Moxke na 3acerdat ao 1 Ha 1 000 gyiu).

JApyru cbo0IMABAHU HEXKETAHH PeAKUHH
HeskenaHuTe peakLMu NMo-g0ay ca ¢b0oOLIaBaHU MPH BB3PACTHH Ha Bb3pacT Ha W Hax 60 roauHH.
MHoro yecTH (MOXKe fa 3acerHat noseve ot | Ha 10 yopeka):

- Peakuyn Ha MACTOTO HAa MHXKeKTHpaHe: OonKa, 3a4epBiaBaHe (€pUTEMA)
- OO61110 Hepa3NONMOXKEHHE, TT1aBodOIHE, MyCKYTHa Oonka (MHanTys)




Yectu (Moxe aa 3acerHar o 1 Ha 10 yogeka):
- Peakunu Ha MSICTOTO Ha MIDKEKTHpaHe: NOAyBaHe, NOCHHABaHe, BTRbpASABaHE (MHIYpallHA )
- Bucoka TeMnepaTtypa, BTpHcaHe (TpenepeHe)

Heuectn (MOXe na 3acer”ar jno 1 na 100 yopeka):

Peakimy Ha MACTOTO Ha MEDKEKTUpaHe: ¢bpOex (npypuryc)

- YMOpa, CHHIIMBOCT (JIETAPIUA), YCELIAHE 34 IAICHE, NTOBPBIIlaHe, THApUA

- Kaununa, MyckynHa ¢1abocT, 0L XpaHOCMWIAHE (IUCTICTICHA ), BL3MATIEHHE HA TBPJIOTO
(opodapuHreansa 6onka)

Penku (Moxke aa 3acerdat mo | Ha 1 000 gyosexa):

- Heobu4aiina aurnca Ha eHeprud (acTeHun), 3a4epBaBaHe, O0JIKH B cTaBUTE (apTpalirui), 3aMamBaHxe,
HOIIIHHA H3NOTABAHMA, ChPOCK, HITPBIBAHE HIIH YCELUAHE 3a OOLKaHe ¢ HIMTHYKM (napecTe3ns),
Bb3IIaJICHHE Ha HOCA (pUHOped), BEpTHIO, KPEBOHAITBJIBAHE HA CIUIEpATAa HA OKOTO (O4Ha
XUIIEPEMHA )

- bonka B KpaHHULUTE

C HeHM3BeCTHA YECTOTa: YeCTOTa HM He MOXKe J1a 6’5&& OLCHCHd OT HAITMYHHTEC NaHHH
- Hamanenue Ha GPOH Ha HAKOH CBCTABKH HA KPBbBTAa HAPCHCHH TpﬁMﬁOl.lHTH; HCAOCTATBYHOTO HM

KOJUYECTBO MOXKE Ja AOBeJIe IO CHIIHO KpbBOHACA aHE WU KbpBeHE (TPOMOOLIMTOTNICHHS )

- Honyrane Ha NUMQHUTE BB3JIM HA BPaTa, NOAMHUIUHULIUTE HIH C1aOHHHTE (THMQageHONaTH)

- HesposioruuHu HapylEHHA, KOUTO MOTAT Aa JIOBEAAT A0 CKOBAHOCT Ha IIHATA, OOBbpKBaHe,
H3TPBIIBaHE, Oonka ¥ c1abocT Ha KpaifHULUTe, 3ary0a Ha paBHOBeCHe, 3aryda Ha pedyieKCH, Napaim3a
Ha 4acT WIH LBJIOTO TANO (eHUeaATOMHUENUT U TPAaHCBEp3alieH MHUENIUT, OpaxvalieH HEBPUT, CHHIAPOM
Ha [ 'unen-bape), nuuesa napanusa (mapanu3a Ha ben), HapynieHUs Ha 3peHUETO NMOPaH HapYIIEHHE
BbB (PYHKLMATA Ha 3pUTETHUTE HepBH (ONTHYECH HEBPUT/HEBpONAaTHsA ), MPUCTHIH (I'bPUOBE,
BICTIOUMTENHO PeOPHIHY MbPUOBE), NPUNAABLK (CUHKOIT) MAJIKO €/ BAKCHHALMATA

- Bnb3naneHue Ha KPBBOHOCHUTE CHAOBETE (BACKYJIMT), KOETO MOXKE Ja NOBEAE A0 KOKHH OOPHBH H B
MHOI'0 pEIKH Cy4ay 10 NpeXoaHo 3acAaraie Ha 6uOpenuTe, pasllinpeHre Ha KpBBOHOCHUTE ChIORBE
(BazogMnaTaling)

- bonka B repaure

-  XpHMIOBE, CTAraHe B IbPJIOTO, 3aTPYIHEHO AHILAHE (3aaYX).

[ToBeyeTO HeXeNnaH! peaklMH Bb3HHWKBAT B pAMKUTE Ha MBbPBUTE 3 IHU CMEH BAKCHHALIMATA H OT3BYHaBAT
CIOHTAHHO B paMKHTe Ha 3 AHH. UHTeH3MBHOCTTA Ha HaOMOOaBaHUTE HEXEIaHU peaKLMH € Owna eka 1o

yMepeHa.

Crol01aBaHe HA HEXKEJTAKH PEAKIHH

AKO MOJMYUMTE HIKAKBY HEKCJIaHU JIEKApPCTBEHH peakliuM, ypeaoMeTe Batuuna nekap, ¢apMaleBT WIH
MEAULIMHCKA cecTpa. ToBa BKJIFOUBA BCHUKH BB3MOYKHH HEOMNMUCAHH B Ta3H JIMCTOBKA HEKEJIaHH PEaKLiMH.
MoskeTe ChILUOC Aa ChOOLIUTE HEXKETaHH peaKLHHU IUPEKTHO Upe3:

H3nbiaHMTENHA areHLua 110 JeKapcTBaTa

yi. ,,JlamsH 'pyeB™ No 8

1303 Codus

Ten.: +35 928903417

yeOcalT: www.bda.bg

Karto crobinaBaTe He)XeNaHH peaKLMM, MOXKETE Ja AAaNeTe CBOA NPHHOC 3a NOJyYaBaHE HA MOBEYE
MHPOpMAaLIMA OTHOCHO 0€30MacHOCTTa Ha TOBa JIEKapCTRO.

5. Kak aa ecbxpausasate Epayeana

CohXpaHdaBaiTe Ta3y BAKCHHA Ha MACTO, HEJOCTBITHO 34 AeLa.




He n3non3eaiite Ta3H BaKCHHA CJie]] CPOKA HAa FOAHOCT, OTOENA3aH BbPXY KapTOHEHAaTa ONAaKOBKa clie
,,J ofeH 10:“. CpOKbT Ha TrOAHOCT OTroBapsA Ha MOCIEAHHA IeH 0T HOCOYEHHS Mecell.

Jla ce cexpansBa B xnagwiHHK (2°C — 8°C). [la He ce 3aMpassaBa. CpXpaHaBaiiTe CIPHHLIOBKATA B
KapTOHEHATa ONIaKOBKa, 3a Aa C€ NMPEeAnasu OT CBETIIHHA.

He w3xBbpagiiTe nekapcTeara B KaHaIM3alIMATa WIH B KOHTeHHepa 3a NoMaluHM otnaasl. [lonuraiite
Bauiug dapmManeBT Kak ga U3XBBPJIUTE JICKApCTBATA, KOUTO BEUe HE M3MOJI3BaTe. Te3n MEpKH 1Ie
CTMIOMOTHAT 3a OMa3BaHE Ha OKOJIHATA cpeaa.

6. CoabpxanHe Ha ONMAKOBKATA H AONBLJIHHTEAHA HHPOPMALTHA
Kakpo csanpxka Edayenna

- AKTHBHHMTE BELISCTBA ¢a: TPUIICH BUPYC (MHAKTHBUpPAH, pparMeHTHpaH) Ha CICIHUTE LaMOBE™;

A/Missouri/11/2025 (HIN1)pdm09-nono6eH wam (A/Switzerland/6849/2025, IVR-278)....cocccevvccrivirvncnnann.
...................................................................................................................................... 60 Mmuxporpama HA**

3a po3a ot 0,5 ml
¥ Pa3MHOKEHH B OIUIOAEHH KOKOLIH IHLIa
¥*  XeMariyTHHHH

BakcuHaTta ¢cp0TBETCTBA Ha npenopbkure HAa C30 (CeeroBHaTa 3apapHa OpraHu3alu) (3a CeBepHOTO
noJyKea060) ¥ peweHueTo Ha EC 3a cezon 2026/2027.

JpyruTte cuCTaBKU ca: OydepeH pa3TBop, ChAbpPKALL HATPHEB XJIOPH, EAHOOCHOBEH HAaTpUEB docdar,
ABYOCHOBEH HaTpueB Gocdart, BOLa 3a HHKEKIIUY H OKTOKCHHO-9.

Hsakou KOMITOHEHTH KaTo siiiLlia (oBal1OyMHH, MUJICWIKH MPOTEeHH) Wik GOpMaNAeXya MOraT Ja NMpUChCTBAT
B MHOT'O MAJIKH KOJIMYECTBA (BHKTE TOYKA 2).

Kak usriaexna Efpayenga n kKaksBo ¢babpKa ONAKOBRATA
BakcuHara, c/iel BHUMATENTHO pa3KialiaHe, € 6e3LBeTHa, onajieciydpalla Te4HOCT.

Egnayenaa e 0,5 ml HrXKeKLIHOHHA CYCMEH3UA B NPEABAPUTENHO HAITBJIHEHA CIIPUHLOBKA ¢ MK 0e3 urna (B
Kytus o 1, 5 unu 10) unu ¢ uria ¢ npeanasuren (B Kytus o 1 unu 10).
He BcyyKkH BMAOBE OMAKOBKH MOraT Aa ObAat IycHaTH B npoaakoda.

IIpaTexaTen HA pa3pelieHHETO 32 ynorpeda H NPOH3BOAHTE

[IpuTexkaTenaT Ha paspeLieHUeTo 3a yrnotpeda e;
Sanoft Winthrop Industrie
82 avenue Raspail

94250 Gentilly
dpaHLus




[ipousBoguTensr e:

Sanofi Winthrop Industrie

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

27100 Val de Reuil

DpaHma

To3u nexapcTBeH NPOAYKT € pazpeuieH 3a ynoTpeda B cTpanuTe wienkn Ha EBponeiickara
HKOHOMHYECKA 30HA NOX CJACIHATE HMEHA:

Agcrpus, benrua, benrapus, Yewka peny6iuka, Efluelda
['epmanus, Hasus, Ectonus, @unnanaus, Opanumsa, | Ednyenna
XbpBatHi, YHrapusa, Ucnanoua, MUpnannus, Uramus,
JlatBusa, Jlurea, JrokcemOypr, Manrta, Hunepnanaus,
Hopserus, [Tonwa, [Toptyranusa, Pymenus, Llseius,
Cnoeenus, Cnosaxkua, Ucrianus

Kumep, I'spuius Efluelda TIV

3a JOMBb/IHUTENHA HHCbOpMaLlHﬂ OTHOCHO TOBAa JICKAPCTBO, MOJIA, CBBPXKCTEC CC € TOKA/THHUA
NpeACTABHTC Hd [IPUTEXKATCIIA Ha Pa3pCLUCHHUCTO 34 ynmpeﬁa:

Cyukc buodapma EOO/, Ten.: +359 2 4942 480
JaTa Ha mocJeaHo npepasrjexjaane Ha JucToBkaTa: aBryct 2026
Apyru n3rodHHH HA HHGOPMALHA

[TocneaHo onobpeHaTa HHbOpPMALIUs 32 TO3M NPOIYKT € HATMYHA Ype3 cKkaHHpaHe Ha QR koxa, oTneuaTaH
BBPXY BBHLUHATA KAPTOHEHA KyTHs, ¢bC cMapTdoH win Ha cneagunsa URL: https://efluelda-nh.info.sanofi

IlocoueHara no-304ay Hl-l(l)ﬂplﬂallllﬂ € NPeAHAZHAYMECHA CAMO 3a MEJHUHHCKH CTNICHNHAIHCTH:

KakTo npH BCHYKH HHXEKLIMOHHY BaKCUHH, TPAOBA a ce U3BbplliBa HAOMIOAEHHE H Ja HMa FOTOBHOCT 34
He3a0aBHO NOAXOAALIO JICYCHHE B Cly4yail Ha aHaMIaKTUYHA peakLMd, KOSTO MOXKE [1a ITOCIIEABA ClIE]
MpuWJiaraHeTo Ha BAKCHHATA,

[Ipenu ynoTpeba BakcHHaTa TpsAOBa Ja ce OCTaBH Ja NOCTMIHE CTalHa TeMIepaTypa.

Jla ce pazwiati npeaM ynorpeba. [a ce npoBepsaBa BU3YAJHO MPeAH MPHIOKEHHE.

Ta3u BakcuHaTa He TpsAOBa Oa ce U3MOJI3BA B Clydal Ha HAJIMUHE HA YYXCIH YaCTHIH B CYCIIEH3HATA.

He tpabBa na ce cMecBa ¢ Apyry JeKapcTBEHH NPOIYKTH B €AHA M Chllla CHPHHIIOBKA.

Ta3u BakcHHa He TpaOBa Ja C€ HHXEKTUPA JUPEKTHO B KPBEBOHOCEH ChI.

Brxkre cpimio Touka 3. Kak ga w3nonzpate Ednyenna

<HoAroToBKa 3a NPHJIOKEHHE

HHcTpyKuHH 3a ynoTpeba HA MIJIA ¢ npeaAnAa3ZuTeN H NPeABAPHTENHO HANBJIHEHA ¢
TTOK:

Purypa A: Uraa ¢ npeanazuten (suvrpemien | ®urypa b: Komnoxnexnrsn
KOpIyc¢) (moAroTBeHH 3a ynorpeda




Kopmyc Kanaka

b

npoTeKTop
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-
|

taar )

Crenka 1: 3a 1a npyKpenuTe Urjiata KbM CIIpUHLIOBKATa, CBaJieTe Karnaykara,
3a Jla OTKpUETE BbpXa Ha UrjiaTa i BHUMATEIHO 3aBbPTETE UIJlaTa B ajantepa
Jyep JIOK Ha CIIPHHIIOBKATA, JIOKATO MOYYBCTBATE JIEKO CHIPOTHBJICHHE.

Crenka 2: U3appnakiTe kopriyca Ha uriiata ¢ npeanasures. Mriara e nokpura ¢ npeanasuren u
[IPOTEKTOP.

Crbnka 3:

A: llpemecrere npeanasuTesiss BCTPaAHH OT
urjiata U KbM CIIPHHLIOBKATA 1101 ITOKa3aHUS
BIbJIL.

b: U3nbpnaiite
[MPOTEKTOpA.

Crounka 4: Ciie1 npyuK/IIOUYBaHe Ha
MH/KEKTHPAHETO 3aKJIK0UeTe (AKTUBUpANTE)

[peana3uTesisa, KaTo U3MoJi3BaTe €/1Ha OT TPUTE
(3) WIrOCTpUpPaHH TEXHUKH € €IHA PBbKA:
AKTHBUPAHE C IMOBBbPXHOCT, MaJjiell HIH MPBCT.

3a0esnexkKa: AKTUBHPAHETO C€ MPOBEPsBA Ype3
3BYKOBO M/HMJIM TAKTHJIHO "LipakBaHe".




Crenka 5: BusyanHo npoBepere akTHBUPaHETO B
Ha npeanasuresns. [ Ilpeanasurensar tpsadpa na e 1]
HAN'BJIHO 3AKJII0YEeH (AKTHBHPAH), KaKTO €
nokasaHo Ha ¢urypa B.

@urypa I nokassa, ye npeanazurensat HE e
HAN'BJIHO 3aKJII0YeH (He € AKTHBHPAH).

Banmanne: He ce onurBaiiTe 1a oTK/II04HTE (1eaKTHBHPATE) NPEANAZHOTO YCTPOHCTBO, KATO
H3T/IACKBaTe HIJIaTA OT NpeAnasHre/is.>

Bcekn HeM3MOI3BaH JIeKapcTBEH NPOIYKT WK OTIaAb4yeH MaTepHas TpsabBa J1a ObJie M3XBBpPJIEH B
CHOTBETCTBHE C MECTHUTE M3HCKBAHHS.




