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1. HaMMmeHOBaHMe Ha NeKapCcTBEHUA NPOAYKT v basr / 16. 12 2008
o

Panadol 500mg film-coated tablets
MaHagon 500mg dmnnMuparHu Tabnerkm

2. KonnuecreseH U KavecrBeH ChCTaB

BcAaka TabneTka cbAbpKa aKTUBHO BeLLECTBO:
napauetamon {paracetamol Ph.Eur.) 500mg
33 MbAHUA CNUCHK Ha NOMOLWHUTE BellecTea, BUX T. 6.1

3. NekapcreeHa popma

Benn TabneTku ¢ popMarta Ha Kancyna cbe 3a06neHn Kpamla U genutenHa Yyepra oT
eAHaTa crpaHa Ha TabneTkaTta. "Panadol” e penedHo uiamnoBaH Ha TabneTkara.

4, KJAMHMUHM SaHHMU
4.1. TepaneBTUUYHM NOKa3aHMA

Panadol e cnab no ymepeHo cUneH aHanreTuk n aHTUNUPETUK U ce NpenopbyBa 34

ne4vyeHune Ha noseyeTo BONKOBU U PebpunHu CuLCToRHUA, Hanp. rnasobonue,
BKIIOYUTENTHO MUIrPEHa U TEH3UOHHO rnasobonue, 3b6060N, pEBMATUUHN U MYCKYHN * :

Sonku, MeHCTpyanHu 60NKK, Bb3NaneHo ropao, Kakto u 3a obnekyasaHe Ha
Hepa3nonoXeHwnsiTa NpU BUCOKA TeMnepaTypa U 6onKM npun NpocTyaHu 3abonsBaHus
U rpvn.

4.2. [JoampoBKa M HAUMH Ha NPpUNOKEHHe

be3 nexkapcko npeanucaHue.
3a nepopanHo NPUIOXeHVe,

BBb3pacTHN, BKNIOHUTENHO M NnalMeHT Haa 60 roaMHM v geulla Ha v Hag 12
roagvHM:

EaHa Ao ABe TabneTrkn Ha Bcekn 4 Ao 6 vyaca, npn HeoOXoAUMOCT.

[la He ce B3XMMa Ha MHTepBanKn, NO-KpPaTKM OT 4 vaca.

[a He ce B3nMaT nosede oT 8 Tabnetku (4000mg) 3a 24 vaca.

Adeua Ha n Hag 12 r.: [la He ce B3uMaT nosede oT 6 TabneTkn 3a 24 yaca.

Adeua or 6 — 12 roguHM:
lonoBuH A0 enHa (Y2 - 1) Tabnetka Ha Bcexu 4 o 6 yaca npu HeobxoauMocT. [1a He

ce gaeaT noBeye oT 4 TabneTku 3a 24 uaca. [la He ce AaBa Ha Aela noBeye OT 3 AHu

be3 KoHCyTauus ¢ nekap.
MakcuManHa AHeBHa aAo3a 60mg/kg, pasnpeaeneHa Ha ao3un oT no 10-15mg/kqg.
[la He ce HaaBULWABa NpenopeYaHaTa Ao3a.

4.3. [lMporuBonokasaHuA

CBPBbXYYBCTBUTENTHOCT KbM NMApaueTaMos UNAn KbM HAKOS OT APYTUTE CbCTaBkM. .

4.4. CneuuanHu npeaynpexxaeHus M npeanasHn Mepku npuﬂuﬁseﬁa ‘-1-:‘:;-__~
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Panadol tablets
Kpatka XapakTepucTuka Ha NpoRyKTa

TpabBa pa ce BHUMABa NpU NpeaAnUCBaHETO Ha NapaueTaMmon Ha NauueHTy € ocTpa
6bbpeuHa nnn yeprHogpobua HegOCTATLUHOCT. PUCKBT OT Npeso3upaHe e No-ronaMm
npyv MHAUBMAW C HEUMPO3HO, anKOXoNHO YepHoaApobHo 3abonssaHe.
NauneHTuTe TpabBa Aa O6bAaT NpeaynpeXaaBaHW Aa HE NpUEMaT B CbLUOTO Bpeme
APYTY NapaueTamosn — CbAbPXKALIM NeKkapcTBa.

4.5. BaaumogencrTane c Apyru nekapcrsa u apyrm popmn Ha

B3aMMOoAeMCTBHue

MeTOoKnoMpaMua UNN AOMNEPWUAOH MOTaT Aa YCKOPST CKOPOCTTa Ha abcopbumsa Ha
napaueTaMon, a xonectmpamuH na s 3abasw.
[poABLNXKUTENHOTO peAOBHO NpUeMaHe Ha rnapaderaMon MoXe Aa 3aCuiu

AHTUKOArynaHTHUA eekT Ha warfarin u 4pyrv KyMapuHm v na noBULIM pUCKA OT

KPbBOTEUEHME,

[o3uTe, NnpyueMaHu OT BpeMe Ha BpeMe He OKa3BaT 3HAUUTENHO Bb3AeUCTBUE.

4.6. DbpeMeHHOCT N KepMeHe

EnuaemMuonormyHuTe npoy4ysaHn| Npu 6peMeHHOCT Npyu YOBEKa He rnokasBaT PUCK
npu ynotpebata Ha napaueraMmon 8 nNpenopb4aHuTe 403W.
MapaueTaMon ce eKCKpeTupa B Mald4MHOTO MNAKO, HO HE B KJIMHUYHO 3HaUUMK

KonudectBa. HannMyHUTE AaHHKU He NOKa3BaT, Ye napaLeTaMos e NpoTUBOoNoKasaH no

BpeMe Ha KbpMeHe,

4.7. Edexrn Bbpxy cnocobHocrra 3a wodpupanHe n pabora ¢ MalLMHM

Hama.

4.8. HeXxenaHu nexkapcrBeHM peakyuu

N36poennTe no-aony HexenaHn e@ekTn ca KnacupuumpaHn cnopea 3acerHartarta

cuctema/opraH v cnopel yectoTara M (Npy NpoaykTuTe 6e3 nekapcKo npegnucaHue

e TPYAHO Aa Ce oueHU ekcno3uuunata). B 3aBMCMMOCT OT 4YeCcToTaTa, HeXenaHuTe
peakumn Morar ga Svaat MHoro yectu (21/10), vectu (=1/100, <1/10), He MHOro

yectn (21/1000, <1/100), peakm {(1/10 000, <1/1000) v mHoro peakn {(<1/10 000),

BK/. €AUHUYHN ChoblyeHus.

KOXHHW peaKLuMn Ha CBPBLXYYBCTBUTENHOCT,
BKN. o6puB, aHrmoeaema, Stevens Johnson
CUHAPOM

Cuncrema/opran HeXxenaHa peakums Yecrora
HapyweHna Ha KpbBTa U TpoMboUuUTONEHKA MHoro peaku
NUMPpHaTa cUcTeMa

MMYHHa cucteMa AHadwnnakcun MHOro peaku

PeCcnUpaTopHU, rPbLAHU U

BpoHxocnasbM NpW NauueHTH YYBCTBUTENHM

MHOro peaku

MeguacTUHanHW KbM aueruncanmuunosa kucenuHa v HINBC

HapyLleHKUs

XenaTo-6ununaptu HapyuweHus BbB QyHKUUATA Ha 4epHUa aApob MHoro peaku
HapyWeHus IR

4.9. MNpepoaupaHe



Panadol tablets
KpaTKa XapaKTepucTvKa Ha nNpoayKTa

napaueTtamMon ca 6nenocT, raaeHe, NoBpbLiLaHe, aHopekcus U abaoMmHanHa 6onka.
[puU3HaUKUTE Ha yBpeXaaHe Ha yepHua gpob morar ga ce HabnwapaseaTt 12 oo 48 vaca
cnea npeao3vpaHeTo. Bb3MOXHO e ga ce HabnwaasaTt aHoManuu B Metabonusma Ha
rAKo3aTta n MmetabonutHa aunao3sa. lpu Texxkn oTpaBaHURA, YepHoOAPOBHOTO
yBpexaaHe Moxe ga nporpecupa Ao eHuedanonatna, KOMa U cMbpT. Bb3MOXHO e aAa
ce passue Texko 6LOpeuHo yBpexaaHe ¢ octpa TybynHa Hexpo3a Aopyu U npu
OTCBLCTBUE HA TEXKO YepHoapobHo yepexaaHe. CvoblaBaHo e 3a CbpAeyYHU apUTMUK
M NaHkpearut. Ipyn Bb3pacTHU, YepHOAPOOHO yBpeXaaHe € Bb3MOXHO cnea
npueMade Ha 10g wnu noeeude napayeramon. CMATa Ce, Ye NPEeKOMepHOo KOJIMYEeCTBO
ToKcuueH MeTabonut (0OMKHOBEHO aAeKBaTHO AETOKCUKMPAHO OT ryTaTUoH Npw
npuemMmaHe Ha obunyanHuTe A03n nNapaueramon), ce cebp3iBa HeobpaTUMO C

YepHOAPOOHUTE ThHKaHMW.

He3zabaBHOTO nevyeHue e oT ronsiMo 3HavyeHue 3a oBnagasaHe Npeno3npaHeTo C
napaueraMon.

Bbnpekn nuncata Ha paHHU CUMNTOMU, nauueHTuTte Tpadbsea fa 6bAaT HACOUYEHUN KbM
bonHuua 3a HezabaBHa MeagULIMHCKA MOMOLY U HaA BCEKW NauueHT, npuen okono 7,5 g
WA rnoBeYye napauetTamon B8 npeawecrTeawurte 4 Jyaca, Tpsbea aa My 6bae HanpaBeHa
CTOMawHa NpoMuBKa. Moxe aa ce HANOXW NPUIaraHeTo Ha METUOHUH — NEPOPASIHO
WM Ha N-aueTUNUNCTENH — UHTPaBEHO3HO, koeTo 61 nMano nonoxureneH edekT A0

48 vyaca cnep npego3vpaHe.

5. DapMaKonorMiHmM CBONCTBA
5.1. ®apmakoagnHAMMHUYHU CBOWCTBA

ATC xoa: NO2B EO1
NapaueramMon e aHanreTuK U aHTunnpeTuk. CumnTa ce, Ye HeroBoTO AeUCTBme ce

ABAXU HA MHXUBWpaHe CMHTe3aTa Ha npocTarnaHauHW, OCHOBHO B LEeHTpanHaTa
HepBHa cucTeMa. Jlinncata Ha MHxubnpaHe Ha CUHTe3aTa Ha NpocTarfiaHANHWU Ha
nepndepHO HUBO BOAW A0 BaXXHW apMako/IorMyHU CBOMCTBA KaTo 3ana3BaHe Ha
NPOTEKTUBHUTE DYHKLUM Ha NpocTarfaliuHUTE B CTOMALIHO-YPEBHUA TpakT. Mo Ta3n
NpUYUHA NapaueTaMon e Noaxoasly 3a NauMeHT ¢ NPpeaucno3vLMa nin Npu
CLMNBLTCTBALLO NeyeHne, Korato nepudepHaTa UHXMBMULIMA Ha NpocTarnaHauHUTE €
HexenaHa (Hanp.: Npy UCTOPUS 3a MACTPOMHTECTUHANIHO KbPBEHE WK B CTapuecka

Bb3pacT).
5.2. ®PapMaKOKMHETHYHHN CBOMCTBa

MNapaueTtamon ce abcopbupa 6-pP30 U MOYTHU HANBNHO B raCTPO-UHTECTUHANHNS TPaKT.
KoHuyeHTpauuaTa B nna3Marta AoCTUra nukoee B pamkure Ha 0.5-2 yaca cnep
npueMmaHe. Metabonuaupa ce 8 YyepHus Apob M ce oTAensa B ypyvHaTa noa gopmara Ha
FNIOKYPOHUS U cyndaTtHu cbeaAnHeHnsa — No-Mmanko oT 5% ce otaenna Karo
HenpoMeHeH napauetamon. MnasMeHnaT NonyxuBoT e 1 Ao 4 yaca. CBbp3BaHETO C
nnasMeHnTe NpoTernH € MMHUMaNHo,

5.3. [MpeaknnHUuHM AaHHU 33 6e30NaCHOCT

He CbiwiecTByBaT APyl NpeakIMHNYHU g4aHHW 33 be30nacHOCT OTHOCHO

npenopvuaHaTa 403a U NpUuaoXXeHneTo Ha APoAYKTa, KOUTO MOIaT Aa bbvaaTt e
CNOMEeHaT B A0 b/IHEHWEe Ha Be4e U3INOXKEHNTE B ApYyTrvTre YacTw. H#;}“fﬂ:, s LY,
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6.1. CnuceK HA NOMOLWHUTE BellecTsa
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LlapeBUYHO HUWecTe,
CTeapuvHOBa KUCeInHAa

Panadol tablets

KpaTtka XapakTepucrika Ha npoaykra

Pas3TeOpnMO HUWECTE,

NOBUAOH,

Kanuwes copbar,

Tank,

3a TabnerHa 06BMBKaA: XMNPOMeEnos3a, TPUaLleTH, NpevYncTeHa soAaa.

6.2.
HaMma.
6.3.
5 roauHv

6.4.

HecbeBMecTUMOCTMH

CpoK Ha ropHoCT

CnevyManHmn yCnoBUA Ha CbXpaHeHHue

Oa ce cbxpaHsBa nNpu TemnepaTypa noa 30°C.
fla ce na3sm Ha MACTO, HeAOCTbNHO 3a geua.

6.5.

banctepn ot
KapTOHEHW KYTUM.

PVC/anyMmuHveBo ¢onuo

AdaHHM 2a onakoBkaTa

(200micron/20micron),

OnakoskaTa MoXe Aa cbabpXa 12, 24 unn 48 Tabnetku,

onakosaHn B

6.6. CneuwanHu npeanaszHM MepKU NpU naxsbpnaHe/n pabora
HamMa.
7. MpuTtexarten Ha paspelleHMeTo 3a ynorpeba

GlaxoSmithKline Consumer Healthcare

GlaxoSmithKline Export Ltd.
Brentford, TW8 9GS, BenukobpuraHus

8. Homep Ha paspeuleHMeTo 3a ynorpeba

20010895

9. [ata Ha nbpBa perucrpauMa / noagHoBABaHe Ha
ynorpeba

21 anpun 1995 r.

29 asryct 2001 r.
17 asryct 2006 r.

10. [lata Ha aKTyanu3MpaHe Ha TeKCTa

OxktTomepu 2009

pa3peweHmMero 3a
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