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AJTACEJI HHKeKUHOHHA CYCNeH3Hsl B PeIBAPHTEIHO HAIIbIHEHA CIPHHIOBKA
ADACEL suspension for injection in pre-filled syringe

Ancop6Gupana BakcHHa cpeliy audrepus, TeTaHyc, Kokmo (6e3kieTbuHa, KOMIIOHEHTHA), ¢
HaMaJleHO AHTUTE€HHO ChbPIKAHUE
Diphtheria, Tetanus, Pertussis (acellular component) Vaccine (adsorbed, reduced antigen(s) content)

[IpoyereTe BHUMATEIHO HAJIATA JHCTOBKA, npean Bue naun Bamero nere na 0naere

BAKCHHHPAHH, Thil KATO TS ChAbPKA BaxHa 32 Bac n Bamerto xere ungopmanus.

- 3anaszere Ta3u JJHCTORKA. Moske Jla ce HaJloXKH Ja sl [IPOYETETEe OTHOBO.

- AKO MMaTe HAKAKBH JIONBJIHHTE/IHH BLIIPOCH, MonuTaiiTe Bamus nekap, papmauesT uiu
MeIHLIMHCKA CEecTpa.

- Ta3u BakcHHa € npeanucaHa TMuHo Ha Bac win Bameto nete. He s npeorcrenBaiite Ha Apyru
xXopa.

- Axo Bue unu Baieto nete nonyudTe HAKaKBH HEKEJIaHH JIEKAPCTBEHH PEaKLHH, YBEIOMeTe
Barinus nekap, papMaleBT WK MeIHLIMHCKa cecTpa. ToBa BK/IOYBA H BCHUYKH BB3MOKHH
HEJKeJTAaHH PeaKliH, HeOTMCaHH B Ta3H THCTOBKA. BukTe Touka 4.

Kakgo ¢babp:ka Ta3H JIHCTOBKA:

Kakso nipeacrasnasa AJIACEJI u 3a kakBo ce H3I0J13Ba

Kakso Tps6sa na 3naete npeau AJIIACEJI na 6bae npuiiosken Ha Bac wiu Bauieto nere
Kak u kora ce npunara AJIACEJ]

Bb3MOKHH HEKETaHH peakivH

Kak na cexpanssare AJJACEJI

ChabprkaHHe Ha ONAKOBKAaTa U JOMbIHUTEIHa HHpOpMaLHs

Fx Ll B9 [l =

1. Kakso npeacraBaasa AJJACEJI u 3a KakBo ce H3N0/13Ba

AJIACEJI (Tdap) e Bakcuna. BakcuHHTe ce H3MOI3BAT 3a Npe/nassate 0T HHPEKLIHO3HH
zabonapanmus. Te nelicTBaT N0 TaKbB HAYMH, Y€ KapaT TAJIOTO Ja Ch3/1aje CBOS COOCTBEHA 3allnTa
cpelly 6akTepHHTe, KOUTO MPHYHHABAT CHOTBETHOTO 3a00/sBaHe.

Ta3u BaKCHHA ce M3M0/I3Ba 3a NoJicHiBaHe (OycTep) Ha 3alMTaTa cpeuyy JMTepHs, TETaHyC H
KOKJIFOLI (Marapeiika KaluliLa) IpH Jiela Ha Bb3pacT Ha/l 4 TOJIMHH, KOHOILH H Bb3PACTHH, ClIe/l
3aBbPILIEH Kypc Ha ITbPBUYHA BAKCHHALIMA.

Hanonssanero Ha AJJACEJ] no BpeMe Ha OpeMeHHOCT NO3BOJIABA 3alllUTaTa J1a IPEMHHE KbM JIETETO
B yTpofaTa M J1a TO 3alllUTH CPeLLy Marapelllka Kalluliia npes MbpBHTE MECELH OT KHBOTA MY.

Orpannqemm HA OCHI'YpsiBAHATA 3alLHTA

AJIACEJI 1e 3ammry camMo OT Te3H 3a00/sSBaHuis, KOHTO ce MPUYHHABAT OT OaKTepUHTE KbM KOHTO €
HacoueHa BakcHHaTa. Bue unu Bamerto nete moxkete na ce pasdosieere oT 11oa00HU 3a00sBaHUsA, aKO
Te ca MPUYHHEHH OT APYT THIl OAKTePHH HIH BUPYCH.

AJIACEJI He cbhabpka HHMKAKBH »KHUBH OakTepHH WIM BHPYCH H HE MOJKE [a MPHYHHH HUKOE OT
HHPEKIHO3HUTE 3a00/BaHUA, CPelly KOMTO OCHIYpsBa 3alllHTa. :
3arnoMHeTe, Ye HAMA BAKCHHA, KOATO [1a OCHTYPH ITBJTHA 3alllMTa 3a LAl KHBOT HA BOHYKH JUilE, KOUTO
ca BAKCHHUPaHH. ' \



2. Kaxso Tpa6ea aa 3naere npena AJACEJI na 661e npanoxen Ha Bac man na Bawero nere

3a na cre curypuu, ye AJIACEJI e nomxonsma 3a Bac win Bamero nere e BaxHo aa HHboOpMHpaTe
Balmus Jiekap HIM MEIMITHHCKA CecTpa, ako HAKOA OT TOYKHTE TMO-JOMy Ce OTHACAT 3a Bac mm
BameTo naete. AKO MMa Hem©o, KOeTo He pa3bHupare, nomonere Bamms iekap WiH MeIHIMHCKa CecTpa
3a 0DACHEHHE.

He nanomsaiite ATACEJL, axo Bae nir Bamero aere:
&  CTe MMAJTH alepriYHa peaKius
- KbM BAKCHHA cpemy Au(Tepus, TETAHYC HIH KOKMIOM
- KBM HAKO€ OT IOMOIIHHTE BelecTBa (ONMCaHH B TOUKA 6)

- KbM OCTATBLYEH KOMIIOHEHT OT IIPOLeca Ha MpoH3BOACTBOTO (opManiexus, HIyTapaniexun),
KOMTO MOJKeE 1a ce ChIBPKA, KATo C/IEIH BLB BAKCHHATA.

® HIKCTa CTe HMaJIM TeXKKA PeaKilHd, 3acATalna MO3bKa B PAMKHTE HA €AHa CEMHIIA Cliel
OpeaxonHa 1033 OT BaKCHHA CpEINy Marapemka Kanurdna

e HMare ocTpo 3a00;IMBaKe C BHCOKA TeMneparypa. Bakcuuaumsra Tpabea fa ce OTHOMNKH, AOKATO
Bue win Bamero nere ne osnpaseete. Jleko 3abonasaHe 6e3 Temneparypa 0OHKHOBEHO He €
MpHYMHA 32 OTAaraHe HA BAKCHHALATA. BamuaT nexap me onpenenu pany sakcunata AJJACEJL
TpaOBa na 6pa¢ npwioxkeHa Ha Bac wiu Bamero pgere.

HpenynpexacHus H OPEANAIHA MEPKH

Ipenn pakcHHALATA yBenoMeTe Bamua nekap Wi MEIHIIMHCKa cecTpa, ako Bue unu BaweTto nere

MMaTe/HMa:

® B paMKMTe Ha NOCHeTHHTE 4 CEAMMIIM € puAcikeHa OycTep 103a OT BAKCUHA Cpellly mudrephd U
TeTaHyc. B To3d cryuas Bue niu Bawero xere He Tpabsa ma menomssare AJJACEJ] u Bamus
JleKap e npeleHH Kora Ja Ob/ie MpHIoxkKeHa cieasama A03a Ha Bac niu Bamero nete B3
OCHOBA Ha OHLIMATHHTE NPENOPEHKH.

e cre UManw/e umano cuHapoM Ha Guillain-Barré (BpemeHHa 3ary6a Ha cnmocoGHOCT 3a JBHKEHHE
WJTH YYBCTBHTEITHOCT HA TAJIOTO HIH Ha HACT OT HEro) B paMKHTE Ha 6 CeMHLH CNe/l IIPeaXxOaHO
NpWaraHe Ha BAKCHHA Cpellly TeraHyc. Bammsar nexap e onpenenu aanu pakchHata AJTACEJ]
Tpa6Ba na 6bae npunoxeHa Ha Bac wii Bammero pere.

¢ mporpecHBHO 3a00NABaHE, 3ACATAMO MOYLKA/HEPBHTE WIH HEKOHTPOJIHPaHH NPHNATbIH. Bammyar
Nlexap IMbPBO LUe 3ar0YHe JIeYeHHe U IIe NIPIIOXKH BAKCHHATA, ClIel KaTO CheTOsHHETO Bu ce
crabunusupa.

e cjaba wrs oTcnabeHa HMyHHa CHCTEMA NOpaaH
- MpHeM HAa JIeKapcTBa (HaIp. CTEPOHIH, XHMHOTEPAIMA HITH PaJHOTEPanui)

- HIV undexmpa unun CITHH
- mpyro 3a0ossBaHe.

BakcHHaTa MOXe ja He OCHTYPH CBIIATA 3allHTAa, KAKTO MPH X0pa CHC 31paBa MMyHHA CHCTEMa. AKO €

BB3MOXHO, BAKCHHAIMATA TPACRa Aa ce OTJIONHM 10 Kpas Ha JiedeHHeTo HiH Gonecrra.

®  cte MMaTH npobneMH ¢ KPBBTA, KOHTO NMPHYMHABAT JIECHO KPHBOHACANAHE HIIH [IPOIBb/DKHTETHO
KbpBEHe ciiell IeKH HapaHABaHHA (HAMPHMEp NOpaJH HAPYIIEHHA Ha KPBBTA, KATO XEMO(HIHA
WA TPOMOOILMTONICHHS HITH JIEYEHHME C JIEKAPCTBA, Paspe)kaallld KpbhBTa).

Veenomere Bamns nekap, papMaleBT WK MEAKIMHCKA CECTpa Mpeau
ako Bue wnn Bamerto gete cTe HManmM HAKAKBa AIEPrHYHA PEAKLHS KbM f 23
HAITBJTHEHHTe cTpHHUOBKH (1,5 ml) ¢ Meka Karayka ChAbPKAT npon:mo 3

CheIHHEHHE, KOSTO MOXKe Ja MPHYMHH aleprydHa PeaKifs. )1
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Apyrs aexapcrsa win sakcaar B AJACE!

Hndopmupaiite Bamms nekap, MeAHIBHCKA CeCTpa HId dapManiesT, ako Bue win Bawero nete
MpHEMATE, HaCKOpO CTe PHEMATH HIIH € BE3MOXKHO 1a MPHEMETe APYTH JIEXapCTaa.

Twit kato AJJACEJ]I He chBpka xuHBH 6aKTEPHH, B NIOBEUETO CIYUaH T MOXE [a Ce NpHiara
©/IHOBPEMEHHO C APYTH BaKCHHH HWIH HMYHOTJIOOYTHHH, HO HA PA3THIHH HIDKEKITMOHHH MECTa.
TpoyueanuaTa rokassat, ye AJJACEJI Moxxe Ja ce Mpuara ¢JHOBpeMEHHO ¢ BCAKA ¢IHA OT
CNIEHMTE BAKCHHHM: BAKCHHA CPELY XeNMaTHT B, BHPYCHA MOMOMHETHTHA BAKCHHA (MIDKCKIIMOHHA
WIH Tlepopajifa) M MHAKTHBHpaHa BAKCHHa cpemty rpum. B nomenxenue, AJTACEJI Moxe 1a ce
npusiara o ¢4HO M ChINO BpeMe C BaKCHHA CPelly YOBENTKH NAMWIOMABHPYC M/HITH KOHIOTATHA
NOTH3aXapuIHA BAKCHHA Cpelly MeHHHroKoKH {ceporpyna A, C, Y u W) (M TpHTe BAKCHHH
SOHOBPEMEHHO, WK o aBofiku). [TpH HIDKCKTHpaHe Ha NOBEYE OT €JHA BAKCHHA €THOBPEMEHHO,
NPHIOKEHUETO e OBic Ha pasiudHN KpakHHLH.

Axo Bue wim Bamero gere cTe NMOMIOKEHH HA JiedeHHE, KOETO INOBAMABA KPBHBOHOCHATA HIH
HMYHHATA CHCTeMA (HAIpUMeD JIeKApCTBa, Pa3pexJallH KPEBTA, CTEPOHAH HIH XMMHOTEPAIHA), MOJIA
npoderete Toukarta "[Ipemympexnenss n npeaAna3Hy MEPKH" TIO-TOPE.

BpeMenHOCT, KbpMeRe B pepTRANTET

VpenoMere Baums Jiekap win MeAMLMHCKA CEcTpa, ako cTe OpeMeHHA HH KbPMHTE, CbMHABATE Cé,
ue Moxke Ja ¢Te GpeMeHHa HIH IUTaHupaTe fa uMare jere. Bamuar nekap me Bu noMorne ga pemure
namu Tpsbea na Bu 6ae nocrasen AJJACEJI no BpeMe Ha GpeMEHHOCTTa.

[odupane n paGoTa ¢ MAIIKHA

He ca npaeeun npoyyBaHus Ha eeKTHTE BHPXY CHOCOOHOCTTA 34 modupane H paboTa ¢ MaIlIMHH.

BakcHHaTa HAMA WIH HMA HE3HaYHTEITHO BIMAHHE BHPXY CiocOGHOCTTa 3a modupaHe U paboTa ¢
MalTHHH.

3. Kax u xora ce npanara AJACEJI

Kora Bre unu BameTo aete Moxe 1a ce BAKCHHHpATe

BammsaT nexap me onpezaem gamu AJJACEJ] e nogxoadma 3a Bac wiu Bamero aere B 3aBHCHMOCT OT
TOBA:

®  KAaKBH NPESAXOJHH BAKCHHH ca TipwiaraHi Ha Bac win Bamero nere

®  KOJKO ZO3H OT NMOAOOHH BaKCHHH Ca mpuiaraHy Ha Bac win Bamero gere B MMHanOTO

e  korae¢ 6Mna nocaeAHaTa 103a oT NoaobHa BaKCHHA MpHIOKeHA Ha Bac unu Bamero nere.

BalnHAT JTekap 1€ MpeueHH KONKO IbIbr TpAOBa fa 6B/e MepHOALT MEXTy BAKCHHALIMHTE.

Axko cre GpemeHHa, nexapsT e Bu noMorue fa pemure nany Tpadea na Bu 6sae nocrasen
AJTACEJI no BpeMe Ha GpeMEeHHOCTTA.

J03HpoBKa B HAYHH HA NPHJACKEHHE

Koii me npunoxu CEJI?

AJTACEJI tps6ea fa ce npaiara 0T MeIHIHHCKH CTICLHATHCTH, 00y ugHing
B KJIMHHKA HIH KaGHHET, H31U10 060pyaBaN 3a pearupaHe npH peaxy 1%
BAKCHHATA.
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3a BCHUKHM BB3PAaCTOBH IpymH, 3a koMTo e mokasaHa AJIACEJI, no3upoBkaTta ¢ enHa MIDKEKLMA
(NONOBHH MHTHIHTED).

B cnyuaii, ve Bae win Bamero aere noxyudTe HapaHsBaHe, KOETO H3HCKBa MPEBaHTHBHA MsApKa
cpelmy TeTasyc, Bammuar nekap mMoxe na peurn namd na npuwioku AJIACENT ¢ um Ges Teranuden
HMYHOTJIO0Y/THH.

AJIACEJI moxe ma ObJe M3MON3BAH 3a MOBTOPHA BakcHHauuA. Bammar nexap me BH nmoceeerBa
OTHOCHO IMOBTOPHATA BAKCHHALIHA.

HaunH Ha OpuIoXKeHHEe

BammaT fieKap WIH MeIHULIMHCKA CECTPAa INe MpPHIOKH BaKCHHATa MYCKYAHO B MOPHATa BBHIIHA 9acT
Ha pBKaTa (JeNTOHIHMA MYCKYT).

BamiuaT nexap WM METUIMHCKA CeCTpa HAMA 2 TIPHIOKH BaKCHHATA B KPBBOHOCEH ChJl, B
CeJaTHILIETO WM MOAKOXKHO. B ¢ITydaif Ha HapyIIeHHS B KPBBOCBCHPBAHETO, JIEKapAT MOXKeE Na pelry
Jla MIDKEKTHPA BAKCHHATA TIOAKOKHO, BHIIPEKH Y€ TOBA MOXe Ja TMPEIH3BHKA IOBEYE TOKATHH
HEXENAHN PEaKIHY, BIUTIONMTETHO MATTKa MOXKOKHA NOMYTHHA.

AKO HMaTe HAKAKBH JOITH/THUTEIHH BBIIPOCH, CBBP3aHH ¢ YnoTpedaTa Ha TO3H JIEKapCTBEH MPOAYKT,
nomuTaiite Bamma nexap, gapMaueBT HIM MENHLIMHCKA CECTpA.

4. BrimMoXHHE HeKeJAHH Peaknan

Kakrto cuuks nekapersa, AIJACEJ] Moxe fa npeaH3BHKa HEXXEIAHH PEAKIHH, BRIPEKH Y€ HE BCEKH
TH NOJTY4aBa.

CepHoZHH ANCPIruYHHA DEAKIINH
AKO HAKOHl OT Te3d peakuHH H CHMIOTOMH Bb3HAKHEE CJIe BamycKane Ha MACTOTO, KbIETO €

npHAcKeHa BaKcHEATA, Tpa6Ba HE3ABABHO aa nornpeHTe Aekap:
- 3aTpyOHEHO OHINAHE
- [OCHHABaHE Ha e3MKa HIH YCTHHTE
- obpus
- OTOK Ha JIMLETO Wil I'bPIoTo
- HHCKO KPHBHO HaJAraHe, IPHMHHABALIO CBETOBBPTEXK HIH KOMANC.

Korarto ce nOABAT TE3H pPEaKLIMM HWIH CHMITTOMH, T¢ OOMKHOBEHO C€ pa3BHBAT MHOTO CKOPO CIEA
NPHNATAHETO Ha MIDKEKIMATa, Nokato Bue unu Baiieto aeTe Bee owle cTe B KIMHHKATA WM KabHHETa
Ha iekaps. BsaMoxHOCTTa 32 MOABA Ha CCPHO3HH ATIEPTHYHH PEaKiHM € MHOrO paaxa (Morar aa
sacerHaT 0o 1 Ha 10 000 nuna), cnex noysabaHe HA BAKCHHATA.

Ll,p!rn HEXCTAHH DEAKITHH

Crneanure HeXeRaHH PpeakLHH ca HabMIOAABAHH N0 BpEME Ha KIHHHYHH npoytmauna TIPOBEACHH TIPH
crietHGWIHI BB3PACTOBH IPYIIH.

[Ipu geria Ha BE3pAcT OT 4 10 6 roJHHY

MHoro uecTH {MOraT Aa 3acerHar nosede ot 1 Ha 10 mama):
® [OHKKEH ANeTHT
¢ rnasobonne




IvapHs
yMopa

Bonxa

3349CPBIBAHE

OTOK Ha MACTOTO HA HIDKEKTHPAaHE Ha BAKCHHATA

Yectn (Morart aa 3acersat o 1 xHa 10 mana):

rageHe
HOBpHIIaHe

o0pue

fonku (Mo LATOTO TAIO) AITH MycKyJTHa ciaboct
$ONMKM WIH OTOK Ha CTaBHTE

TeMnepaTypa

BTpHCaHe

HapYIUeHHA B TMM(HHTE BE3IH Ha MOAMHINHHLIATA

IIpu roHOmM Ha BE3pact o7 11 jo 17 ronuem

MHoro wecTd (MOrart Aa 3acersar noeede ot 1 Ha 10 ymma):

rnaBobomme

IAapHA

rajieHe

6oaku (Mo UANOTO TANO) HIH MycKyHa cnaboct

GONKH MK OTOK HA CTABHTE

ymopa/cnaboct

HepasnoIOKEHHE

BTPHCAHE

6onka

3a4epBsBaHe U OTOK B 00JIaCTTa Ha HIDKeKTHPaHe Ha BaKCHHATA

YectH (MoraT ja 3acernat oo 1 Ha 10 mmpua):

L
*
[ ]

MOBPHIIAHE
o0OpuB

TeMIepaTypa

HapyIDeHHd B THM(HHTE BH3TH Ha MOAMMIIHHIIATA

TIpu BB3pacTHH Ha BB3pacT OT 18 710 64 roAuHH

MBHoro yecTH (Morar Ja 3acerHar nosede ot 1 Ha 10 mina):

Yectu (Morat ga 3acersart ao 1 Ha 10 maua):

]
|
*

rnasoGomue

AHapus

HonkH (Mo WATOTO TANO) HIH MycKyiIHa cabocT
yMopa/ciabocet

HEpAasmoNoKeHHe

Gonka

3a4epBABaHEe H OTOK B 001acTTa Ha MHDKEKTHpAHE Ha BAKCHHATA

rajieHe
MOBPBIIAHE

obpur

GOJIKM HIH OTOK HA CTABHTE
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® TeMmmeparypa
¢ BTpPHCaHe
® HapymeHHs B MEMGpHHTE BB3IH HA NOAMHINHHNIATA

CrnemsiTe ROITHTHATETHHA HEXE/IAHN peakiuy ca 6WiH cho0maBaHH MPH Pa3AHIHH BE3PAcTOBH IPYIH
no Bpeme Ha Thprobckara ynotpeta Ha AIJACEJIL, YecToTara Ha Te3H HEXE/TAHH PEaKiHH HE MOXe [
6h/le H3UHMCIEHA TOYHO, THIf KATO Ce OCHOBABaT Ha NOGPOBOTHH CHOOINEHHA H Ce H3HCNIABA CIIPAMO
Opod Ha BAKCHHHPAHHTE JTHLIA.

- AJNeprudHy / CepHO3HH aJICPIrHYHH PEaKifHH (B HAYANOTO Ha Touka 4 MoxeTe fa
NPOYETETE 23 TOBA KAK A PA3no3HaeTe TAKUBa Peakiin), MITHYKH H GolKaHe WIH
H3TpLIBaHE, MAPATH3A HA 9aCT OT WM L1oTo Tswio (cuHapom Ha Guillain-Barré),
BB3NANEHHE HA HEPBHTE Ha phKarta (OpaxuaneH HeBpHT), 3aryba Ha QyHKLMATa Ha HEpBa
Ha JTHLeBUTE MYCKYIIH (JIMLIeBa Napainsa), MpHIagslM {FbpUoBe), MPHIOMABAHE,
Bh3MaNeHye Ha rpbOHAuHMA MO3EK (MHENHT), Bb3IaJIeHHe Ha MyCKYyJIHATa 4acT Ha
cupLeTo (MHOKAPIHT), chpbesk, oOpHBH, BB3NAJICHHE HA MYCKyna (MHO3HT), MaCHBEH
OTOK Ha KpaiiHwKa, MPHAPYXEH OT 3avMepBABAHE, 3ATOIVIAHE, YYBCTBHTENHOCT WIH O0NKka B
obnacrra Ha HEDkeKTHpaHe Ha BAKCHHATA, KPLBOHAcANaHe, afcuec Wik Manka Gyvika Ha
MACTOTO Ha HIDKEKTHPaHe HAa BaKCHHATA.

CrobinaBane Ha HexeNlaHH peakIMy
Axo Bue wiH Bamero nere MoTydnTe HAKAKBH HEXKeJIaHH JISKAPCTBEHH peaKiky, ypenoMeTe Bamnus

nekap, GapManeBT WIM MEAHMIHMHCKE cecTpa. ToBa BKIIOYBA BCHYKH BP3MO)KHH HEOTIMCAHH B Ta3H
NHMCTOBKa HexkellaHH peakitid. MoxeTe ¢BINo /la ChOOIMHTE HEXeNIaHH PEAKIMH JHPEKTHO 4pes:
H3mpIHWTEHA areHIHA 1O JIEKAPCTBATA

yn. ,Jlaman I'pyes” Ne 8

1303 Codpua

Temn.: +35 928903417

yeGcaiit: www.bda.bg.

Kato cnofmaraTe HexelaHH PeaklHM, MOXKETE Ja JafeTe CBOS MPHHOC 3a MOMYYaBaHE HA IIOBEUYE
HH(pOpMaLHA OTHOCHO 6€30MacHOCTTA Ha TOBA JIEKapCTBO.

5. Kak ga chxpansBare AJACEJI

CexpaHsBaiite TO3H JIEKapCTBEH NPOAYKT Ha MACTO, HEAOCTEITHO 3a JClA.

AJTACEJI He TpaGBa 1a ce W3MON3BA CJIE/l M3THYAHE HA CPOKA HAa TOJXHOCT, OTOE/IA3aH BEPXY eTHKETa
cren "l'oneH fo:". CpoKbT HA TOEHOCT OTrOBapA Ha MOCAEAHHA JeH OT MIOCOYEHHS Mecell.

Ja ce cexpanssa B xnagwmmk (2°C — 8°C). Ha He ce 3ampasaBa. H3xsppriere BakcHHaTa, ako € 6una
3aMpa3eHa.

CrxpaHnsBaifTe CIIPHHLIOBKATA B KAPTOHEHATa ONAKOBKA, 33 Ja €€ NPEINa3H OT CBETIIHHA.
He usxpbpnsiiTe nekapcTeara B KaHaTH3ALMATA WIH B KOHTCHHEPa 33 IOMALIHH OTNabIH.
[Monwuraiite Bamus hapmauesT kak a H3XBBPIUTE JIEKAPCTRaTa, KOHTO BEYE HE H3nomspaTe, Tesn

MEDKH 1I[¢ CIMTOMOTHAT 32 ONa3BaHe Ha QOKOJMHaTa Cpeha.

6. CpIbpxaHHe HA ONAKOBKATA H AOOLJIHHTEIHA HHGOpMaNud

Kakso cbanpxka AJACEJ]
AKTHEHMTE BeILIECTBA BEB BCAKa go3a (0,5 ml) pakcuHa ca:
JudrrepueH TOKCOHA HE mo-Mayko oT 2 M




TeranudeH TokcOHA He no-Manko ot 20 Mexaysapomuy Exvnam (5 Lf)

Koxmommuy aHTHIeHY:

Koxmoien Toxconn 2,5 MHKporpaMa
(DHITAMEHTO3EH XEMar Ty THHHH 5 MukporpaMa
[MepraxTiH 3 MHKporpama
OyumOpuy Thn 2 1 3 5 MHKporpamMa
Ancopbupad BEpXy anymusues docdar 1,5 mg (0,33 mg Al**)

AnymMuHHeBHAT dochar e BKIIOYEH B Ta3H BAKCHHA KATO MIOBAHT. AMIOBAHTHTE Ca BELECTBA, KOHTO
ce BKIIOMBAT B ONpe/Ie/IeHH BAKCHHH, 32 A4 YCHIAT, OACOPAT H/HIH yALIDKAT 3alIATHHA edekT Ha
BAKCHHATA.

TToMonHETE BelleCTRa ca: (PEHOKCHETAHOJ, BOJA 33 HHDKEKLHH

Kax m3rnexaa AJJACEJL B KAKBO CBALPKA ONAKGBKATA

AJTACEJI e npeacraBen noA $opMara Ha HIDKEKI[HOHHA CYCIIEH3HA B IPEABAPHTENHO HAITBTHEHA
crpuHuoska (0,5 ml):

e (e3 Mria — onakoeka o 1 wiu 10

e ¢ | WM 2 OTAENHH HIJIM — OTakorKa 1o 1 wmm 10

®  C OT/E/HA HIJIA C MpenasuTeN — onakoBKa rno 1 wiu 10

He BCHYKH BHIOBE ONAxoBK# MOraT Aa ObAaT IyCHAaTH B npoaaxda.

HopmanuusT BBHIIEH BH HA BAKCHHATA € MBTHA 6471a CyCIeH3Hs, KOATO Moxe Na obpasysa yTaiika
IO BPEME Ha ChXPAHEHHETO M i ce 06pasyBaT OyqkH WM MOCTIECTH CTpyMBaHud. Cnen Kato ce
pasxiaTi nobpe, BAKCHHATa BB3BPBHINA BHA CH Ha €IHOPOAHA Osla TEYHOCT. AKO HMA CTPYTBAHKA,
BAKCHHATA MOXeE JIa C€ PA3KIATH OTHOBO N0 NOTy4aBaKe Ha eJHOPOIHA CYCTIEH3HA.

TIpoH3BOARTEN B NPHTEKATE] HA PA3peMeHHeTo 3a ynoTpeda

IIpaTexaTen HA paspemenseTo 3a ynorpeba
Sanofi Winthrop Industrie

82 avenue Raspail

94250 Gentilly

OpaHuHa

Ipon3sogaTeN

Sanofi Winthrop Industrie
1541 avenue Marcel Mérieux
69280 Marcy I’Etoile
PpaHius

Sanofi Winthrop Industrie

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

27100 Val de Reuil

Opaxums

Sanofi-Aventis Zrt., Budapest
Logistics and Distribution Platform
H-1225 Budapest

Building DC5,Campona utca. 1
(Harbor Park)

YHrapus




To3u JiekapcTBeH NPOAYKT € paspemieH 3a ynorpefa B cTpanuTte wieHKH Ha Epponeiickarta
HKOHOMHMYECKA 30HA NOJ CJeJHHTe HMEeHA:

AscTpus, ['epmanus: Covaxis

Benrus, Jlanus, @unnanaus, @panuus, ['eprus,
Upnanaus, Uranus, JlrokcemOypr, Hopeerus, [loptyranus,
Hcnanns, peums, Hunepnanous: Triaxis

Buarapus, Xbvpeatus, Kunbp, Yexus, EcTonns, YHrapus,
Jlateusa, JIutea, ManTa, [lomua, Pymbaus, CnoBakus,
Cnosenus, O6enuneno kpanctso (CesepHa Mpnanaus): Adacel

3a nombAHUTEHA HH)OPMALIMS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKAJHHUA
MpeaCcTaBUTE/l Ha TIPUTEKATENA Ha pa3pellieHHeTo 3a ynorpeba:
Cyukc brodapma EOOJL, ten.: +359 2 4942 480

JlaTa Ha NOC/eAHO Npepasriie/kaaHe HA JHCTOBKATa HoeMBpH 2025 .

[TocoueHara [o-101y HHC])O]JMHI_IHFI € npeaHa3sHa4dyeHa caMo 3a MEJIHIIHHCKH CIIeLHATHCTH!

[lpu nunica Ha npoyusanus 3a HechbBMecTHMOcTH AJIACEJI He TpsaGsa j1a ce cmecBa ¢ Apyry
JIEKapCTBEHH MPOIYKTH.

IMoaroroBka 3a npHJI0KEeHHE

[lpeBapHUTEIHO HAITBJIHEHATA CIIPUHIIOBKA MOKe J1a Ob/le Mpe10CcTaBeHa ¢ JIyep JIOK ajantep ¢ MeKka
kanauka (Purypa A) wix TBbpa kanauka (Purypa b). CripHHIOBKATa ¢ HHKEKLIHOHHA CYCIEH3Hs
TpAOBA 1a ce MPOBEPH BU3YAIHO NPeM MPHIoKeHHe. B ciryyai Ha HAJTHYHE HA YYIKIH YaCTHLM,
M3THYAHE, MPEeKIEBPEMEHHO 3a1elcTBaHe Ha OyTanoTo WM Ae(pEKTHO YILIbTHEHHE Ha Karnayvkara,
M3XBBpJIETE MpeABAPHTENTHO HANTBb/IHEHATA CIIPUHIIOBKA. CIIPHHIIOBKATA € Mpe/IHa3HaYeHa caMo 3a
e/IHOKpaTHa yrnorpeda H He TpsAOBa J1a ce U3M0/3Ba MOBTOPHO.

MucTpykimy 3a yrotpeda Ha rpe/iBapuTesIHO HAITbJIHEHA CIIPHHLIOBKA THIT JIyep JIOK:

@urypa A: CupHHUIOBKA THII JIyep JIOK ¢ MeKa Kanauka

' Kamavka Ha
CHOPHHNOBKATA

| =———i v "I
ot $ 1

GyTaao Ha CIIPHHIIOBKA MeKa Kana9gka
COPHHIOBRATA




Crbnka 1: Kato abp:kHTe Kanaykara Ha
CIIPHHIIOBKATA C e/lHa pbKa (M30drsaiite na
XBaiare OyTanoTo HIH LHIHHIbPA Ha
CTNPUHIIOBKATA), M3bpIIaiTe Kanaykara.

Crbnka 2: 3a 1a NpUKpPENUTE UIilaTa KbM
CIPHHLIOBKATa, BHUMATEJTHO 3aBbpTETE HIJIaTa
Mo MOocoKa Ha YaCOBHHKOBATA CTPEJIKA B
CTIPHHLIOBKATA, IOKATO [1OYYBCTBATE JIEKO
CBIIPOTHBIIEHHE.

@urypa b: CnpHHIOBKA THII JIyep JIOK ¢ TBbP/JA Kanaika

JIYEP JIOK ajanTep

=
t

GyTano Ha
CHPHHOOBKATA

Kanagka

COPHHNOBKA

Crenka 1: Kato app:kure azanrepa Jiyep JIOK ¢
eIHa pbKa (M30darBaiiTe 1a Xpamare OyTaaoTo
WITH LIMJTHH/IBPA HA CIPUHIIOBKATA), OTBHITE
KanaukaTa, KaTo s 3aBbpTHTE.

—1
I




Crbnka 2: 3a 1a NpUKPENUTE UIjlaTa KbM
CNPHHLIOBKATA, BHUMATEITHO 3aBbpTETe HIJIaTa B
ajanrepa Jiyep JIOK Ha CIIPHHLIOBKATa, IOKATO
MOYYBCTBATE JIEKO CHIPOTHBIIEHHE.

<Hnempyxyuu 3a vnompeﬁa Ha u2id ¢ npeonazume ¢ NPeosapumeno HanviHeHd CRPUHYOBKA MUN

Jqyep 10K

Creosauime cmounku 1 1 2 no-2ope, 3a 0a noo2omesi
®urypa B: Wraa ¢ npeanasuren (BbTpemen
KOpHyc)

me cnguﬂgoexama u uziama 3a HQHKQE.’ISCIHE
®@urypa I': KomnonenTn Ha Hria ¢

npeanasuTe (MOAroTBeHH 3a ynorpeda)

Kanavika

4

Kopunye

\

npoTeKTOp

'

Crenka 3: M3aspnaiite kopiryca Ha urjara c
TMPOTEKTOP.

Crenka 4:

A: [Ipemecterte npeanasuTens BCTPaHH OT
WIJ1aTa M KbM CMPHHIIOBKATA 110/1
MOKa3aHHs bI'bIL

B: Usnspnaiite npoTekTopa.

Crbnka 5: Cnen npyKIOYBaHe Ha
HH/KEKTHPAHETO 3aKiiodeTe (AKTHBHpanTe)

rpeanasureis, KaTo H3M0JI3BaTe eHa OT
TpHTe (3) MAKOCTPHPAHH TEXHUKH € €IHA
PbKA: AKTUBUPAHE ¢ [IOBBPXHOCT, MaJiell
WK NIPBCT.

3abenexka: AKTHBHPAHETO ce MPOBepABa
4pe3 3BYKOBO M/HJIM TAKTHJIHO "LipakBaHe”.

10




Crbnka 6: BusyanHo nposepere B
AKTUBHPAHETO Ha Tpeana3uTes.
[MpeanasurensT TpsOBa 1a € HANBJIHO
3aKJII04eH (AKTHBHPAH), KaKTo €
nokasaHo Ha ¢urypa B.

Ourypa I' nokassa, 4e npeanazurenst HE r I 3%_”1 E: )
€ HAIBJIHO 3aK/II04eH (He € AKTHBHPAH). 3

\;

Buumanue: He ce onuTBaiiTe 1a OTKJII0YHTE (IeAKTHBHPATE) NPEXNA3ZHOTO YCTPOIiCTBO, KATO
H3T/IACKBATE HIJIATA OT NpeANna3HTe/Is.

>

Hewnsnon3paHusat JIEKApCTBEH MPOJYKT HIIH OTNAABYHHTE MaTE€PHaIH OT HETO TpH6Ba Ja ce U3XBBPIAT
B CbOTBETCTBHE C MECTHHTEC H3HCKBaAHHA.

HMraute He TpaOBa na ObaaT MOBTOPHO 3aTBapsAHH.
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