b. JUCTOBKA
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JIncroBka: nudopmanus 3a norpeduTe/Ns 927 Uw Yim

IMTanapnoa Excrpa Ontuzop6 500 mg/65 mg q:ﬁnmnpaﬂn TabaeTkn
napateramos/koderH

Panadol Extra Optizorb 500 mg/65 mg film-coated tablets
paracetamol/caffeine

IlpoyeTere BHHMATENHO HAJIATA JIMCTOBKA, NPEIH 12 3aM04HETE A2 npHeMaTe TOBA
JIEKapCcTBO, ThiH KATO TH ChABLPXKA BakHa 3a Bac nndpopmanus.
BuHaru npuemManTe TOBa JIEKApCTBO TOYHO KAKTO € OMUCAHO B Ta3H JIMCTOBKA WM KakKTo Bu e
kazan Bawug nekap win gpapmauesr.
- 3anasere Ta3u JMCTOBKA. MoXKe J1a ce HAI0XKH 1a 1 NPO4YETETE OTHOBO.
- AKO ce Hy)KJa€eTe OT JAOMbJHUTEIHAa HHpOpMaLUs WK ChRET, nonuTaiTe Bauius
¢dapmauesrT.
= AKO NnoJIyYuTe HAKAKBH HEXKEJIaHH JIEKADCTBEHHU peaKkuMH, yBeaomere Baluus nekap wim
(apmaueBT. ToBa BKIKOYBA M BCHUKU Bb3MOYKHU HEXKENTaHW peaKLiMM, HEOTTMCaHU B Ta3u
nucTtoBka. Bukre Touka 4.
- AKO He ce 4yBCTBaTe no-a100pe WM CbCTOAHHETO Bu ce Biowy crnej 3 AHU NPU BUCOKA
TeMmrieparypa u 5 AHHU npy 0oska, TpadBa aa NOTHPCUTE JIEKapCKa MOMOLLL.

KakBo ¢bABpKa Ta3n JIHCTOBKA

I Kakso npeacraensea [lanagon Excrpa OnTtuzop0d u 3a KakBo ce M3Mon3Ba
2 Kakso TpsOBa na 3Haere, npeau aa npuemere [lanagon Exkcrpa Ontuzopbd
3. Kaxk na npuemare [lanagon Excrpa OnTizop6

4. Bb3MOXKHH HEKEJIaHH peaKkLHH

5 Kak na cbxpanssare Ilananon Excrpa Ontuzop6

6 ChabpkaHHE Ha ONAKOBKAaTa U AOITbJIHUTE/IHA HHpOpMaLUs

1. Kakso npeacrasiasBa IIAHAIOJI Excrpa OnTa30p0 1 3a KaKBO ce H3M0J13BA

[Tananon Excrpa OnTr3opb cbabpika KOMOWHALMSA OT JIB€ aKTUBHH CbCTaBKH: MapaleTamos —
aHayireTuK (60JIKOYCNOKOABALLO) U AHTUITMPETHK (MOHUIKABA TEMIIEpaTypaTa), H KOheHH, KOHTO
3acunBa obe3donsBaloTo AeHcTBUe Ha napaueramon. [Tanapon Exkctpa Ontuzop6 He apasHu
cTOMaxa.

[Tananon Excrpa OnTrzop0 6bp30 U edukacHo obnekuasa cinaba 10 ymepeHa 00Jika OT pa3jiHyeH
NMPOU3X0J M BUCOKA TeMnepaTypa (HanpuMep riiaBodonue, MUrpeHa, 300001, 00/1ka BCieacTeue
Ha IEHTAJIHU MPOLIEAYPH/EKCTPAKLIMs HA 350, pEBMATHUHM U MYCKYJTHH OOJIKH, MEHCTPYAJIHH
OoJiku, 00NKH B rbpioTO, OOJIKA B YXOTO, Temrieparypa U 6oJjika cjiea BakcUHauus, 0oka npu
OCTEOApPTPHT), KAKTO U 3a O0JIeK4YaBaHe Ha CHMIITOMHMTE MPH NPOCTYAHHU 3ab0JIIBaHUS U I'PUIL.

[Tanagon Excrpa Ontuzopd ¢punMupanu TabieTKH chabpka CUCTEMa 3a pa3najaHe Ha
TabneTkara, KOSTO YCKOpsiBa pa3TBapsSHETO U Taka OcUrypsasa nose ¢ 44% no-6sp30 Hayaao0 Ha
JIEHCTBUETO, CPABHEHO ChC CTAHIAPTHH TabNEeTKH ¢ napaueramosl/KodenH.

2. Kakso TpsOBa na 3unaere, npeau 1a npuemere [lananoa Exc



He npuemaiite Ilanagon Exerpa Onru3op0, ako cTe alepruyHM KbM napaueramor, kKodheuH
WJIH HAKOS OT OCTaHaJIMTE CbCTABKM HA TOBA JIEKApCTBO (M30pOeHHU B TOUKa 6).

Ilpeaynpexienus U npeanasHu MepKH

3anomuere: Ilananon Excrpa OnTr3opd chabpika napaneramo..

He npuemaiiTe noeye OT npenopbyaHaTa /103a, IPUEeMbT Ha MPEKAJIEHO MHOTO MapalieTamMoll
MOXKE 14 NpeIU3BUKA CEPUO3HO YBpexaaHe Ha yepHus Bu apob.

He npuemaiite ¢ ApyrH J1eKapcTBa, ChbAbPKAIMA NapaneTamMoJr.

He usnosizpaiiTe TO3M JIEKAPCTBEH [IPOAYKT, aKO [IpUEeMaTe JIEKapcTBa 10 JIEKApCKO Uik Oe3
JIEKApCKO Npearnucanye, KOMTO ChAbPKAT napaLeTaMmol 3a NnosiaMsaBaHe Ha 00sika, Tpecka,
CUMIITOMMTE Ha HACTUHKA U I'PHUIT WU CbHOTBOPHH.

IMananon Exerpa OnTH3op0 He ce npenopbyBa no BpeMe Ha OpeMeHHOCT.

I'osopere ¢ Bamus fexkap nian papmanest, npeau aa npuemere [lananon Excrpa
Ontu3sopb, ako: '
e uMare 0LOpeuHo WK YepHOaAPOOHO 3ab0saBaHeE;
e yMaTe TEerJIO NoJ HOpMaTa WM CTE HEJJOXpaHeH/a;
e ynotpebsBaTe peaOBHO AJIKOXON;
Moxxe /1a ce HaloXKHU Aa H30erHeTe eqHOBpeMEeHHaTa ynorpeda wiM aa Hamanure
KOJIMYECTBOTO [1apaleTaMoll, KOETO Ja NpueMere.

®  B3KYMaTe METOKJIONpPaMM/, JOMNEPHUAOH (U3M0JI3BaH 3a [OBNUABAHE HA rajieHe U
MOBPBIIAHE) WIH XONIECTHPAMUH, NPUJIaraH 3a NOHUKaBaHe HUBOTO Ha XOJIECTEPHH;

e  B3MMAaTE aHTHKOAryJIaHTH-Bap(hapuH WK APYTH JIEKAPCTBA, U3MON3BAHH 3a pa3pekiaHe

Ha KpbBTa;

B3MMATE JIMTUH - HE Ce npenopbuBa yrnoTpedara Ha TO3U MPOAYKT, aKO NMPHEMATE JIMTHH;,

TpsiOBa 1a B3umare o0e30601saBalM CpPeACTBA BCEKH JIeH 3a MPOAB/KUTENEH NEPHOL;

HEe MOXKE Ja npuemMarte oOMYaiHUTe J03M NapaueTamolt;

KbPMHTE;

MUMaTe TeKKa HHQEKUHS, CTpaJaTe OT TEXKO HeJl0XpaHBaHE, TEXKO MOAHOPMEHO TErj0

WJIM XPOHUYHO CEPUO3HO 3/10yToTpedsBaTe ¢ ajIkoX0Jl, ThH KaTO TOBA MOXKE Jla YBETHYH

pucka ot MetabonuTHa aunaosa. [IpusHauure Ha MeTaboNMTHA allM103a BKIIKOYBAT:

- 1bJ00KO, yYECTEHO, 3aTPYyAHEHO QHIIAHE;

[O3UBH 3a MOBPBLUIAHE, MOBPbHIIAHE,
- 3ary0a Ha arneTur.
HezabarHo yBegomeTe Jiekaps CH, ako MMaTe KOMOMHALIMA OT TE€3H CUMITTOMH.

Ilanagoa Excrpa OnTtu3opd ¢ Xpanu, HANHTKH H aJIKOX0JI:

Toga siekapcTBo cbabpka KoeuH. M304reaiite npuemMaHeTo Ha rojieMy KOJWYeCTBa 4yaH, Kade
WM KOEUH ChAbPIKALLM HAMMUTKH, JokaTo B3umare [lananon Exkcrpa OnTu3opb. [ToBuienusT
npueM Ha koderH Moxke n1a By HanpaBu pa3apa3sHHUTE/IHH M HANPErHaTH, Jia iMarte npobliemMu
CbC ChHA WM Jla H3NUTBATE HENPUATHO YYBCTBO HA CTATAHE M TEXKECT B I'bPJMTE.

Axo cumntomute Bu He ce nogobpsaT, TpAOBa Aa MOTHPCHTE JiEKapcKa MOMOLLL.

bpemennocr, KbpMene H pepTaanTeT
Kombunauusara napaueramon/koderH He ce npenopbyBa no BpeMe Ha OpeMeHHOCT
Bb3MOKHO MOBHILIABAHE Ha PUCKa OT CIIOHTaHeH abopT, CRBbp3aH ¢ ynorpedara
[lapaiieTamMo1 c€ EKCKPETHpa B MAHYMHOTO MJISIKO, HO HE B KJIMHHYHO 3HAuM qecTBax 1z, \
HanuynuTe JaHHU HE [10Ka3BaT, Ye napaueTamon € MpoTHBONOKa3aH 1o Bp @—l/ wq&; f}j .
Kodeunn ce uznbuBa B MaifuMHOTO MJISIKO ¥ MOJKE J1a HMa CTUMYJIHpall e Ppﬁglkfﬂﬁqg‘s‘;rq;
HO TOKCMYHH KOHLICHTPAaUWH He ca HabJo1aBaHH. -




IMananon Excrpa OnTH3op0b cuabpxka narpuii. Beska tabnerka csabpxa 0,446 mg HaTpMid.
Tosa TpsaOBa na ce ima NpeaBUA NIPH NALMEHTH HA AMETA C KOHTPOJIUPAH NPUEM HA HATPHIA.

Ianagon Excrpa OnTH3opb cbabpka napaxupokcuben30aTn, KOUTO MOTaT Aa NPHYHHAT
aNepruyuHy peakuuu (BEposTHO OT 3aDaBeH THM).

3. Kaxk na npuemare Ilananoa Excerpa Onruzop6

3a mepopa/iHo NPHJIOKEHHE.

Bunaru u3nonssaire ToBa JJIEKapCTBO TOYHO KAaKTO € ONMUCAHO B Ta3y JIMCTOBKA MK KakTo Bu e
Kazan Bawmusar nexap wim dapMauesT. AKO He CTe CUTYPHH B Hello, nmonuraiite Baums nekap
1y papmauesr.

Jla He ce npesHlLaBa Npenopb4YaHaTa Jo3a.
BuHaru npuemaite Hali-Huckarta eekTHBHA 1032 3a o0neKkyaBaHe Ha Baluyre cUMNTOMHU M
BHHArv NpMeManTe NpoAyKTa 3a Hai-KpaTKOCPOUYEH NMEepPUHO/l Ha JIEYEHHE.

[IpenopbunTenHara 103a npy Bb3pacTHH, BKJIIYHTENHO H Te3d Ha/X 60 rojuHu, U 1ena Ha U
najx 12 roannu e: 1 (eana) — 2 (ase) Tabnetku Ha Bceku 4 — 6 yaca npu HeobxoaumocT. He
B3WMaKWTe Ha MHTEPBAJIM NO-KPATKH OT 4 yaca U He HaABUIuaBaiTe 8 TabneTku 3a nepuosa ot 24
yaca.

Jla He ce nara Ha neua nox 12 roauHu.

AKO CHMIITOMHTE C€ 3anasarT, KOHCY/ITHpaiTe ce ¢ Bawmus nekap.

AKO cTe npHe/in noBeve oT Heodbxoaumara xo3a [lananon Excrpa Onru3op6
[IpHemaHeTo Ha NpeKaneHo roJaMo KOJIMYECTBO MOXKE J1a YBPEAH YepHus Apo0. AKO B3eMeTe
NnoBeve OT IperopbyaHaTa q03a, He3abaBHO NMOTbpPCETE JeKapcKa NOMOLLL, JOPH M J1a ce
4yyBCTBaTe J100pe.

Axo cTe nponycHa/in Aa npuemere [lanaxon Exerpa OnTuzopb
[Tpuemerte no3ara, koraro cu cnomHurte. He npuemaiite 1BoiiHa q03a, 3a 1a KOMIIEHCUpATE
MpoITycHarara.

4. Bb3MOXKHE HeKeJaHH peakuud

KakTo BCHYKH JICKApPCTBA, TOBA JICKAPCTBO MOXKE J1a NPEAH3BHKA HEKETIAHU PCAKLIMU, BLIIPEKH Ye
HC BCCKH I' nnoJiy4yaea.

Crnipere npuema Ha J1eKapcTBOTO U C€ KOHCYNTHpaiiTe ¢ Baluusa nekap He3abaBHO, ako:
- HaO/mojaBaTe anepruyHa peakims KaTto KoKeH 00pMB MM ChpOeX, MOHAKora ¢
MpoOJIEMH ¢ IUILAHETO WM NMOSBA HA OTOK MO YCTHHUTE, €3MKa, MbPJIOTO WIIH JIMLIETO;
= TIPH NOSBA HAa KOXKEH OOPHB WM M3MIOLBAHE, WK A3BH B YCTATA;
= CTe UManu npobsieMH ¢ AMIIAHETO NpH ynoTpeba Ha alleTHIICATMIIMIOBA KUCETHHA WU
HECTEPOMIHH ITPOTHBOBB3NAIIMTE/IHH JIEKAPCTBA MM CTE UMAJTH NMo00Ha peakLus ¢
TO3H NPOAYKT;
- Ce NojgBH HEOOACHMMO HACHHABAHE UJIM HEOYAKBAHO KbpPBEHE.
Te3u peakumu ca MHOIO peJIKH.

CrobmaBane HA HeXKeJIAHH peaKIuH




AKO MOJIy4HTE HAKAKBH HEXEJIaHH JIeKapCTBEHH peakLuH, yBeaoMeTe Baius iekap win
¢apmaueBT. ToBa BKJIIOUBA BCHUKH Bb3MOXKHH HEOTIHCAHH B Ta3M JIMCTOBKA HEXKEIAHH PEAKLIMM.
MozkeTe CbLIO a ChOOLLMATE HEXKEIAHU PeaKLIMM JUPEKTHO Ype3 HallMOHAJIHATA CHCTEMA 3a
cpoOLaBaHe:

M3nbanuTe IHA areHI | 1o JIeKapCcTBaTA
ya. Hamsu ['pyes 8, Codus 1303, BbJIFAPHUA
Tesi.: (+359 2) 8903417

e-mail:bda@bda.bg

KaTto cvo011aBare HexelaHH PCaAKLIHH, MOXKETE [1a JaA€TE CBOA IMPHHOC 3a MNMOoJIly4yaBaHE Ha
[MOBEHC HHdJOpMaLlHﬂ OTHOCHO 0€30MacHOCTTa Ha TOBa JCKApCTBO.

S. Kaxk na esxpanssare [lanagon Excrpa Onrazop6

Ja ce chxpaHaBa Ha MACTO, HEAOCTBITHO 3a Jelia.

Jla ce chxpaHsaBa npu Temneparypa noa 25°C.

He u3non3paire TOBa 1€KapCTBO CJie CPOKA Ha MOJIHOCT, OTOeJIA3aH BbPXY KApTOHEHATa
OMaKoBKa.

CpOKbT Ha rOAHOCT OTrOBaps Ha NOCHEAHHUS JIEH OT NOCOYEHHS MECELL.

He u3xBbpasiiTe iekapcTBaTa B KaHANU3aLMATa WM KOHTEHHEpa 3a JIOMAllHU OTIaIbLH.
[lonuraiite Bamma papMaueBT Kak J1a U3XBBLPJIATE JIEKAPCTBATa, KOWTO BEYE HE M3II0I3BATE.
Te3n MepkH 11e CNOMOrHaT 3a Orna3BaHe Ha OKOJIHATa Cpejia.

6. ChrabpAKaHHe HA ONAKOBKATA H 10NbJAHHTENHA HHOpMAN U

Kakso cuaspxa Ilanagon Excrpa OnTu3opd
- AKTUBHHUTE BElIIECTRA ca: napaueraMon U koheuH
Besika Tabnerka cpabpika:
napaueramon 500 mg
KodeHuH 65 mg

- JIpyrure ¢bCTaBKM (MOMOLIHM BEILECTBA) Ca: MPEXKEJaTUHU3UPAHO HULLIECTE, NOBUIOH,
Kanuues kapOoHaT, KpOCNOBHAOH, AITMHOBA KUCENIMHA, MarHe3ueB cTeapar, HaTpHEB
metia (E219), narpuer erun (E215) u Harpue nponwn (E217) napaxuapokcubeHszoars.
3a TabnerHara oOBuBKa: Tutanues avokceua (E171), xunpomenosa, Makporosn,
nonucopdar, kapHayda BOCHK.

Kak nsrnexaa ITanagon Excrpa OnTu3opb H KakBo ¢bhAbpiKa 0NAKOBKATA

[Mananon Excrpa Onruszopd ca 6enu 10 noyty 6eid, npoabJIroBaTH (pUaIMHUpaHu TabIeTKH,
peseHO 1aMMOBaHH OT €/1HaTa CTpaHa ¢ “P” B KpbI' ¥ rajku OT ApyraTa cTpaHa.
Onakoskara Moxe aa 6bae: KapToHeHa, chabpikaina 12 TabaeTku wiu tvn ,,nopTMoHe” ¢ 14
Tabnerku.

Ilpurexxare. Ha pa3pemIeHHeTO 32 YNOTpeda H MPOH3BOTHTE.
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GlaxoSmithKline Dungarvan Limited, Knockbrack, Dungarvan, Co. Water



[Tpoussoauren:
GlaxoSmithKline Dungarvan Ltd.,
Knockbrack, Dungarvan, Co. Waterford, Upnaanaus

/laTa Ha nocJjieHO npepasrJiekaane Ha JIHCTOBKATA
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