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KpamXapam:pHEI:m:Hanponym Kom PY 2955

1. Ha“"enonnue Ha nempme“"n nponm ' e ‘ '::"T.::.;"
Solpadeine soluble Ablets
ConnagenH pa3TBopyUMM TabneTki
2. KonnyecteeH M KauyecTseH cocras
Becska Tabnetka ChabpXKa:

napauetamon {paracetamo/ Eur.Ph.) 500mg

kKodenH 6e3poaeH (caffeine anhydrous) 30mg

xofenH docdat xemwxmapar {codeine phosphate hemihydrate) 8mg
3a MbARUA CMTUCBHK Ha NMOMOLLHUTE BelleCcTBa, BX. TouKa 6.1
3. lNexapcreena popma
PasTBoOpvMHK TabneTku

4, KNTMHHYHHM JAHHH
4.1. NMoka3anuA

Solpadeine ce npenopbyBa 3a 6LP30 obnekyasaHe Ha chaba Ao cpeaHo mspaseHa bonka
(peBMaTnuHa Sonka, rnasobonue, MUrpeHa, Hespanrua, 3u6000N, BL3NANEHO MbPAO,
MEHCTpyanHu 60n1Ku), 3a NOBAMABAHE HA BUCOKATa TeMnepaTypa U Apyrute cuMnToMU NpU

NpoCTyAa U rpun.
4.2. [fo3uposKa N HAYMH HA NPUAOKEeHHe
be3 nexapcxko npeanUcaHue.

Bu3pacrtiy ¥ Aela Haf 12 rogvHy (BKAIOUMTENHO M NALUEeHTH Hap 60 rofMHN):

2 TaBRETKV Ce Pa3TBaAPST NOHE B NONOBUH Yallia ¢ BOAA. Ta3n A03a Moxe Aa 6bze nasana 3 A0 4
MsTU AHEBHO Npy HeobxoauMoct. flo3aTta He Tpabea Aa ce NOBTapA Ha UHTEPBanU NO-KPaTKK OT
4 yaca. [la He ce npuemaT nosede OT 8 TabneTkn 33 24 vaca.

Aeua:
[la He ce Aaea Ha Aeua noa 12 roguHu.

4.3, (MpoT™MBONOKa3aHMA

CBpPbLXYYBCTBUTENHOCT KbM NapaueTamMon, KOZeUH, KoQeuH nin KoM HAKOA OT APYrUTe CbLTaBKMu.
YnotpebaTta Ha KOAEHH CbAbpPXALM NPOAYKTU € NPOTUBONOKA3aHa No BpeMe Ha KbpPMEHE, 0CBEH
o NeKapcKko npeanvcaHue.

4.4. CneuvannM NPOTHBONOKAZAHNA M CNeUanHN NPeAynpeXAeHHn 3a ynorTpeba

TpaGBa Aa C& BHMMaBa NPy NPeANUCBAHETO HA NapaueTaMon Ha MNaLueHTH C Texxa 6bbpedHa
nnn YepHoapobHa HeZOCTaTLYHOCT. PUCKLT OT Npego3vpaHe € no-ronaM npu uHAueuAan € OCTpo
WK XPOHWYHO aNKOXONHO oTpaeaHe 6e3 nocneasawy UMpO3HW M3MEHEHUSA.

TpabBa fa €2 BHWUMaBA NpPW NPUNAraHe Ha nexkapcTeeHVA NPOAYKT HA nauuedtv, 4Uero
CbCTOSHME MOXe fa Gbie BAOWEHO OT ONUOWAHW NeKapCTBeWu-—APOgykTH, ocobeHo ripw

nauueHTV Hag 60 roaMHW, KouTo Ca OCOOEHO '-IVBCTBHTEJ‘IH}};;K?M}; JHKHQ'@;\E@AEFICTBHE BbpXy
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LUHC W racTpo-MHTECTMHANHUS TPaKT; nNauveHTu, npueMawm e4HOBDEMEHHO neKapcTea C
NoATHCKAWWO AelicTeue Bbpxy LIHC; Takuea ¢ xunepTpoduva Ha NpocTaTaTa U Bb3NanuTenHn Uin
OBCTPYKTUBHM 3360NRBaHUS Ha uepBaTa, NaUMeHTW ¢ BpoHX0OOGCTPYKTMBHM 3abOnfBaHnA M
anxaTenHa HeaoCTaTbYHOCT.

MpexomepHaTta ynoTpeba Ha kade wnu uyaii, Nno Bpeme Ha npHemMaHeTo Ha Solpadeine Moxe Aa
0BEAE A0 HANPErHaTocT W Pa3Apa3’HUTENHOCT.

[a He ce HagBuwaBa NpenopbYaHaTa Ao03a.

MNaumeHTUTe Tpabsa Aa 6bAaT CbBETBaHW fAa O KOHCYNTMPAT C NEKYBALWUAT MW NSKap, axo
rnaBoboNUETO U APYTUTE CUMITTOMWU NEPCUCTUPAT NOBEYE OT 3 AHW.

MauveHTTe TpsGea Aa Obaar npeaynpexpasaHd ga He npueMaTt B CbUOTO BpeMe APYTv
NnapaueTaMon — CbAbpXallun NexapcTBaHu NPOAYKTH.

Boika Tabnerka cbabpxa 427mg / 3a TabneTka HaTpuid (854mg HATpWM 33 Josa or jge
TabneTkn). Taka, nekapCTBEHUAT NPoAYKT HE € NOAXOAAW 33 /ivla Ha HUCKO Conepa AUeTa.
Chlo Taka cbabvpxa copbuton. He e noaxopaw. 3a Avua, KowTo CTpajat oOT BpoAeHd
HENOHOCMMOCT KbM (DPYKTO3a, CAIOKO3EH/ranakro3eH CMHApPOM Ha Manabcopbums wam
3aXapHO/U30MaNTO3EH APULIMT.

Mpeno3upaHeTo Ha aHaAreTUly, ChAbpXawmK KogevH (AW npu npueMaHe B NPOABLMAKEHWE Ha
noeeye oT 3 AHWU W/UAKU NpUeMaHe Ha A03M, NO-BUCOKW OT NpenopbYaHUTE) MOXE Ad AoBene A
DUCK OT 3aBUCWMOCT, BKAIOUUTENHO U CMMITTOMW Ha abCTUHEHUMs NpWU PASKO CnvpaHe Ha
NevyeHueTo.

4.5. JexapcrBeHW N APYIH B3aUMOAEGHCTBHA

MeToKnonpaMua WM AOMNEPUAOH MOraT fia YCKOPAT CkopocTTa Ha aboopbuuma Ha napaueTaMon,
a XonecTupaMmuH aa A 3abaew.

MpOoAb/DKMTENHOTO PEAOBHO NpUEMaHe Ha NapaLeTaMon MOXe Aa 3aciii aHTUKOoAryNaHTHUA
edexT Ha warfarin U Apyrn KyMapuHi ¥ Aa NOBULLM PUCKa OT KPBHBOTEHEHUE; A0IUTE, NpUEMaHK
WHLUMAGHTHO (NpM Heo5X0aAUMOCT) He OKa3BaT 3HaYMMO Bb3AEUCTBUE.

OnuongHuTe aHanreTMuy Tpabsa Aa ce AasaT € NOBUWEHO BHMMaHME Ha NauMeHTH, NpyeMall
MOHO3MWUHOOKCUAA3HN MHXMBUTOPK. leMCTBHETO Ha nekapcTea, nogtuekalm LIHC (arkiounTenHo
anKoxon) Moxe Aa 6bAe NOTEHUMPAHO OT KOAEKMH; Te3W BIAUMOAEUCTBUSA CA HESHAYUTENHU NpH
npenopbyaHuTe A03un.

4.6. bpeMeHHOCT K NaKTauua

ENUaeMUONOrMUHKUTE MW3CNeaBaHKs npu OpeMeHHOCT NpM 4YoBeKa He NoKa3BaT  HEXeNaH!
peakuui Npu ynotpebaTa Ha NapaueTaMon W KoheuH B NPenopbyaHuTe AO03H. Bunpexu TOB3,
ynotpebara Ha KoaerMH No BpeMe Ha OPEeMEHOCT He ce NpenopLYea.

NapaueTaMon U KodeuH Ce eKCKPeTUpPaT B Man4yuHOTO MAAKO, HO He B KINUHWUYHO 3Ha4YUMK
Konu4yecTesa. HesHauuTeNHU KONUMMEeCTBa KOASGHH Chllo NpéMUHaBaT B KbpMaTa.

CnenosatenHo ynotpebaTta Ha Solpadeine no epemMe Ha H6peMeHOCT He e NPEnopb4Ba, HO MOXE
Aa 6bhe NpueMaH no BpeMe Ha KbpMeHe Cnej CTpora nNpeueHka Ha nexkapa Ha CbOTHOLLEHWETO

pucK/nonsa.

3a KbpMELLM XKEHW, KOMTO yITpa 6bp3o MeTabonusnpaT KogenH MoxXe Aa ce Habniogasar no-
BUCOKM OT O4YaKBaHUTE HMBA Ha MOPPWH B CepyMa U KbpMaTa,. MMMTE TOKCUYHOCT NpK
bebeTa MOXe Aa NpeaAu3BUMKa NpexkaneHa coMHoneH'rHocr, mmm;mﬂ ~A 3aTPYAHEHUs B
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cykatenHus pedniekc MaM AuwaHeTo. B 0ocobeHO TEXKM cnyyan MOXe Aa ce Habniopasa
pecnMpaTopHa Aenpecus U CMbpT.

MpenopbuBa C& M3NON3BAHETO Ha Halk-HUCKaTa epeKTBHa A03a 33 HAW-KPATHMA Bb3IMOXEH
nepuoA.

KbpMewmre xeHn Tpabea aa 6baat uhdopMupaHn Aa MoHUTopupar 6ebeto no BpeMe Ha
neyeHUeTo 3a Bb3MOXHM CMMNTOMM Ha MOpP(PUMHOBA TOKCHMUHOCT, KAaTo NOBUWEHA CbH/IWBOCT,
cefaunna, 3aTpyaHeHO CydeHe, AMWAHEe, HamaneH ToHyc. Mpu nossa Ha NOACOHW CUMMTOMKU &
HeoBxoaAMMO BeHaAra Aa ¢ NOTLPCH NeKapCKa NOMOLLL.

KopevH cbabpXally nNpoaykTu He Tpabea ga ce ynotpebssaT no speMe Ha KbpMEHE, OCBEH NO
NEKapCKo npeanucaHuve,

4.7. EdexTn BppXy cnocobHocTTa 3a wohnpane ¥ pabota ¢ MALUMHK

NaunexTUTe TPAGBa Aa 6bAaT cbBeTBaHM Aa He Wwodupat Wi paboTaT € MaWKMHY, ako HyBCTBAT
CbHAUBOCT.

4.8. HexenaHM AeKapCcTrBeHN peakyuu

U36poeHnTe No-aony HexenaHu edexkTh ca KnacupuumupaHu anopej 3acerHatard CUCTEeMa/opraH
W crniopeq YecroTaTta UM (Npu npoaykKTuTe 6e3 nekapcko npeanucaHue € TpyAHO Aia ce OLEHN
eKCno3anumaTa). B 3aBUCUMOCT OT YECTOTaTa, HEXEIaHATE peakLMiu MoraT Aa 6baaT MHOMO HeCTH
(21/10), yectn (=1/100, <1/10), Heuectn (=21/1000, <1/100), peaxm (=1/10 000, <1/1000) un
MHoro peaxu (<1/10 000), ein. eauHUYHU CbOOLLEHUA.

Cucrema/opran Hexenana peakuyusa | Yecrora
CBbp3aHM C NapayeTamon ) |
WMyHHa cucTeMa CBPbXUYBCTBUTENHOCT, BK/1. KOXKEH 06puB MHOro peaku
KpbBoTBOpHa U nMMGHA cucremu | TPOMOOLIMTONEHMS MHoro peaxm
ArpaHynounTo3a |:He M3BECTHO
Cabpaann ¢ roaeun
CToMaLLHO-peBHN HapyLLeHnA KoHCTUnauus, raaeHqe Peakn
| HapyweHus Ha HepBHaTa cucTeMa | BueHe Ha CBAT, CbHANBOCT Muoro peku
Cebp3asu € KoPeun
CTOMaWHO-4YpeBHN HApYLWEHUA [apeHe MHOro peaku
HapyweHus Ha HepBHaTa aucTeMa | BescbHHe M 6e3n0KONCTEO MHOro peaxu

4.9. (MpeposnpanHe

f2ageHe ¥ NOBpPbILaHE €A AOMMHWpaWMTE CMMNTOMU MPU NpeaosvpaHe C KOAEMH KaKTo W
LIMPKYNAaTOPHO U pecnMpaTopHo noarnckade. Mpenopbyuba ¢e CTOMalWHa NPOMUMBKA U U3Npalsane
Ha YPEBHOTO CbABLPXMMO. AKO ce Habnloaasa Texka ¢opMa Ha nogTuckaHe Ha LIHC Moxe 4a ce
HaNoXM NPUNAraHeTo Ha o6ANILBaHe, KUCNOPOA W NApeHTEpanHo NpunaraHe Ha naloxone.

CumMnTOMMUTE, HabNOAaBaHK NPe3 NLPBUTE 24 Yaca Ha Npeao3vpaHe ¢ napaueTaMon ca bneaocT,
rageHe, NoBpullaHe, aHopekcna n abaomuHanda 6onka. MNprsHauMTe Ha yBpeXXiaHe Ha YEepHUA
aApo6 MoraT ga ce HabnoaaeaT 12 fo 48 yaca cneg NpUEMaHeTo. BLaMOXHO € Aa ce HabniopaeaT
aHOManMu B merabonm3aMa Ha rnokosata M MetabonuTHa auuaola. py TEXKM OTpPaBAHUA,
4epHOAPOSHOTO yBpeXAaHe MOXe A3 Nporpecupa 40 eHuedanonaTms, Koma U CMbpT. Bu3MOXKHO
e aa ce passuwe ocTpa 6bbpeuHa HeAOCTaTbYHOCT M ocTpa TybynapHa HEKpO3a AOPW W MNPU
OTCLCTBUETO HA TEXKO 4YepHOAPoGHO yepexaade, CooOWasaHo € 33 _ChDASYHW apuTMUK W
NaHKpeaTut. YepHoApobHO yBpexaaHe € Bb3MOXHO Cied npnemgﬁetqm,g X HY1 Ha 10g unu
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aNeKBaTHO AETOKCMKUP2HO OT FAYTaTWOH NpU NpueMaHeTo Ha obuuaiiHu A03M napaueTamor), ce
CBbpP3Ba HeObPaTUMO C YePHOAPOOHATa ThKaH.

He3abaBHOTO neyeHwe e OT ronsaMo 3Havesmne 3a oBnagaBaxHe Npeao3MpaHeTo C napaLeTaMon.
Bbnpeku NMNcata Ha 3HAYMMU PaHHM CUMITTOMM, nayveHTUTE TpA6Ba Aa 6bAaT HacoyYeHW KbM
fonHUUa 33 He3abaBHa MeaULMHCKa NOMOW M Ha BCEKW MaULUEHT npuen okono /.59 wau noseve
napauetaMon B npeawecrTsaumTe 4 4yaca Tpsbsa aa Sbae HanpaBeHa CTOMAalHa NMPOMUBKA.
MpunaraHeTo Ha METUOHWH — MEepopanHO AW N-aLeTUNLUMCTENH — WHTPABEHO3HO MOoraTt Aa UMaT
nonoxuTeneH edekT A0 48 uaca cnea npeaosvpaHeto. TpaGea Aa MMA FOTOBHOCT 3a OOWM
noAAbLPXaWW MEepKHu.

NpenosupaHeTo ¢ KoheuH MoXe ga nNpeavssuka HepBHOCT, 6e3noKonCTBo, 6e3chHUe, BL3byAaa,
auMypesa, 3aJepeABaHEe Ha AUUETO, MYCKYNHW Cna3Mi, CTOMaWHO-YPEBHW HapyleHus,
TaXMKapawa M CbpaevHu apuTMMM, HAKBCaHM MUCIWM U HECBBP3aH roOBOpP, NCHXOMOTOPHA
Bb30YAa AU Nepruoan Ha HEYMOPAEMOCT.

5. DapMAKOAOTUUNN ZJaHHN
5.1. ®apMakogMHAMHYHHU AAHHH

ATC code: NO2BE 51

MMapaLeTaMon e aHTUIMWPETMK U aHanreTuk. MexaHu3MbT My Ha ARelCTBUE Ce W3pasnasa B
MOATUCKAHE CHHTE3aTa Ha NpOCTarfaHAWHUTE B LEHTPanHaTa HepBHa cucteMa. WMHxnbupa
cenekTueHo COX-3.

KofenH npuHaaneXxu KbM rpynata Ha ONWOMAHUTE aHareTUM, ASUCTBA AUPEKTHO BbpXy
ONUOMAHUTE peLenToOpu B MO3bKa KaTo NO TO3WM HauuH NpefoTBpaTABa Pa3nO3HaBaAHETO Ha
NpoM3X0Aa WM TexecTa Ha HonkaTta. Toil e nek aHanreTuK, U3NoM3BaH 3a neyeHune Ha cnaba Ao
cpegHo cvnHa bonka. KoaenH uma v NoATUCKALLO Kawnuuata ASUCTBUe.

CMATa ce, ye KodenH 3acunBa aHaNreTUYHOTO ASUCTBUE, KaTO pe3ysTaTt OT CTUMYAUPaWOoTO Cn
aelicteme Bbpxy LUHC, KoeTo HaManaBa NogTUCHaTOCTTa, YecTo CBbp3aHa ¢ Sonkara.

5.2. ®apMakoKMHeTWYHM CBOMCTBA

MapauetaMon ce abcopbupa 6bp30 M NOYTKH HaMbJHO B acTPO-WHTECTUHANHUA TPaKT.
KOHUeHTpauvsaTa Ha NexapcTBOTO B r/asMarta gocrura nukose 30-60 MMHYTM chel npueMaHe U
nnasMeHus NOAYXUBOT € 1-4 uaca. MapayeTamon ce pasnpeaena OTHOUTENHO DaBHOMEpHO 8
TeNeCHUTE TEUHOCTU W C& CBBP3Ba B pPa3NMyHa CTeneH C niasMeHuTe NpoTeuHU. EKCKpeTupa ce
npeauMHo npe3 Svbpeunte, nog GopMaTa Ha cebpaaHi MeTabonuTy.

KoaenH docdaT ce abcopbupa aobpe n ce pasnpegens 8 Uenvs opraHnspM. 86% oT nepopanHo
npweTa 4033 Ce OTAENAT B ypUHaTa B paMkuTe Ha 24 vaca, 40-70% oT Tax ca noa ¢opMarta Ha
cB060AeH MW CBBLP3aH KoAeuH, 5-15% ceoboaeH unu ¢ebp3aH MopduH, 10-20% ceoboaeH unu
CBbP3aH HOPKoAeWH ¥ Chepw o1 ceoboaeH win CBLP3aH HOPMOPOhWH,

KodenH ce abcopbupa 6Bp30, HO HEpPaBHOMEPHO cnea Nepopaned npueM, abcopbuunaTa 3aBncH
oT pH. Cnea npeopaneH npreM Ha 100mg, cnea 1-2 vaca ce HabmogaBaT NUKOBU MNNa3MEHK
KOHUEeHTpauuu oT 1,5 — 2 ug/mi. NnasMeHuaT nonykmMeoT € okono 4-10 yaca. Kogdeud 6bp3o ce
pasnpeaens B TeNeCHUTE TEYHOCTU U OKONO 15% OT Hero ¢e CBbp3BaT C NNA3MEHUTE NPOTEUHMN.
3a 48 Jaca, 45% OT A03aTa ce OTAEeNs B ypuHaTa nop dopmMarta Ha I-methyixanthine n
I-methyluric add.
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5.3. MpeaxnnHKU4YHK AaHHM 32 6e30NacHOCT

He CblLlecTBYBaT ApyrM NPeAKIMHUYHKU AaHHK 33 6€30NacHOCT OTHOCHO NpenopbyaHaTa A03a W
NPUIOKEHWETO Ha MNpOAYKTa, KOUTO MoraT Aa 6baaT (nomMeHaTW B [ONbNHEHWE Ha Beuye
U3NOXEHUTE JaHHW B ApyruTe YacTi Ha KXI1.

6. PapMaLeBTHYHM AaHHH
6.1. CnNucex Ha NOMOILHNMTE BELLeCTBa M TEXHHMTE KONWYeCTBa

HaTpueB 6ukapboHaT, copbuUTON, HaTpHUeB 3axapuH, HaTPUEB Naypun Cyndar, IMMOHEHa
KncenuHa, HaTpues KapboHaTt, NONMBMAOH U AUMETUKOH.

6.2. HeChBMEeCTHMOCTH
HamMa.

6.3. Cpok Ha roaHocr

4 FrOAVHA

6.4. CneuvanHu yCnoaua Ha ChXpaHeHune

[la ce CbXpaHsBa npu TemnepaTypa nog 25°C.

6.5. [laHHK 3a ONaKoBKaTa

NlaMUH1paHa ABYCNOMHA NeHTa, CbCToRla ce oT xapTusi/LDPE/AL € no 2 edepBECUEHTHU

TabneTku oNakoBaHW B KAPTOHEHK KYTUM.
Onakoeku oT 6, 12, 24, 48 neHTU B KYTUA.

6.6. [Mpenopbxu npu ynorpeba

Tabnerire Tpsibea fna ce pa3TBapAT B He NO-ManKo OT NONOBKMH 4alla C BOAA.

7. fMpuTrexxaTren Ha paspelleHvueTo 3a ynotpeba

GlaxoSmithKline Consumer Healthcare

GlaxoSmithKline Export Ltd

Brentford, TW8 9GS, BenukobputaHus

8. PerncrpayvoHeH HOMEp B perucropa no un.19 or 3J/IMXM - 20020548

9. JlaTa Ha nbpBO pa3pewenne 3a ynotpeba B Boarapus — 940 1225 / 21.04.95

10. [laTa Ha (MacTMuHa) peBM3UA HA TEKCTa

Centemepu 2008 r.




