KPATKA XAPAKTEPVCTNKA HA MPOLOYKTA

1. Toproecko HanmeHoBaHNe Ha NEKapCTBEHNSA MPOAYKT

DHGC CONTINUS ra6netkn 90 mg MAHACTEPCTBO HA 34PABEOMA3IBAHETO

HAAY He,
2. KauecTBeH 1 KONMMYECTBEH CbLTaB anAO:}(EHHEf{nM

agpewsnue saynorpabatle |- 0
Dihydrocodeine tarirate BP 90 mg ase o L ”{)%\“iéf %

677 / \
3. Gapmauestiuna popma A&.01.06 M;

TabreTku ¢ U3MEeHeHO OCBOBOXIABaHE Ha aKTUBHATa CYBCTAHLMA
Benu npopbnroearty TabneTku ¢ mapkupoeka DHC 80

4. KIIMHNYHM RAHHIA

4.1. TepaneBTN4YHY MOKasaHWA
3a obrekyaBaHe Ha cuiiHa 60nKa MpK PakoBn 3a60NnsABaHUa U JPYrM XPOHWUYHU CbCTOSIHUS

4.2. [o3npoBKa 1 HA4MH Ha MpusoXxeHue

Bw3pacthn v geua Han 12 rogyew: 1 0o 2 Tabnetky Ha 12 vaca
MaumeHT™ B HanpepgHana BbapacT: JlosypoBKaTa Tpadsa ga 6bae HamaneHa
Jeua pno n nog 12 roaunun: He ce npenopbusa

HaumH Ha npuioxkeHve
Mepopanro

4 3. TipotyBoOnoKasaxsuns

[okasaHa CBPbXUYBCTBMTENHOCT KbM OUXUOPOKOASMH MNW KbM HAKOS OT CbCTaBKUTE HA
Tabnetkata. [MoTucKaHe Ha BULIAHETO (OVXAaTenHa HeOoCTaTbUHOCT), 0BCTPYKTUBHA 6enoapodHa
B60ONecT, NapanuTMyeH wuieyc, TpaBMii Ha rnasarta, MOBMILIEHO BbTPEUEPEernHo HansaraHe, ocTbp
anKoOXonusbM. Thil KaTo AMXUAPOKOOEWHET MOXE Oa TIPEeOu3Bl/Ka OCBOBOXOaBaHe Ha XUCTamuH,
npenaparbT He TpsbBa Aa ce npwiara no Bpeme Ha acTMartudeH NPUCTLI 1 crefiBa fa ce
HasHayaBa ¢ MOBMILEHO BHMMAaHKE MPW BOMHK OT acTMa.

Jinxnapokooens He TpsGBa Aa ce npunara npy nauveHT! ¢ HacnefcTBeHa HernoHOCUMOCT

KbM FanaktosaTta, nakraseH aeduuut Ha Lapp un FMioKo3o-ranakrosHa manadeopéums.

4.4, Cneymanyi npepynpexxaenns 1 npeanasHil Mepkn

O6éuuaiiHaTa no3upoBka Tpabea da 6bae HamaneHa Npu nauueHT B HanpegHana Bb3pact,
MpY XUNOTUPEOUOMSbM, MPK XPOHUYHN YepHOApOBHN 3abonssaHus, 6b6peyHa HeQOCTaTbuyHOCT
M XPOHWYHA KOHCTUMauus.

JuxuapokodenH TpsibBa fa ce Mpwiara ¢ BHUMaHKe Npu NauveHTy ¢ aHamHesa 3a onuvougHa
3I0YNOTPEda, PasCcTPONCTBA Ha XUIThbYHUA TPaKT, XUneptpodunsa Ha npocTtarara, NaHKpeaTuT u
TEXDbK KOp nynMoHane.

OMXUBPOKOASUHBT UMAa M3BECTEH MOTEHLMAN Ha 3M0YnoT|
Ha OGPy onuonmu. Ipur NosTapslo ce NPUoXKeHne Moy
aHalireTuyHus eekT.

TabneTkute OUXMZPOKOEOMH TpsbBa [da ce nornbliar
crpuear. NpuemMbT Ha cuyneHy, cAbBKaHU WK CTPUTK |
ocBOGOKOaBaHe U abcopbuua 1 NMoTeHunanHo npepos




4.5, BsanmopenicTBuie ¢ APYFM MeOuKamMeHTn 1 opyri dopun Ha B3anvoaeiicTene
OuxmnapokodenHsT TPsabBa fa 6bde npuiarad BHUMATENHO Npu NauueHTy, npuemMaily apyri
MeOVKaMEeHTI, MOTUCKAWYM LieHTpankara HepBHA CUCTEMa, B TOBA YNCNO CefaTUBHWU CPECTRA,
XUNHOTULK, GEHOTUA3NHK, DPYri TPaHKBUMM3aTopK W ankoxosl. T1pu eqHOBpPeMEeHHo npremMaHe
Ha Te3N MEOMKaMmeHTU MOrar fAa Bb3HMKHaT B3aUMOAENCTBIMSA, BOOEWM A0 pecnupaTtopHa
Jenpecus Unn cepvpaHe.

[MXVOpoKOOeNHLT He TPsGBa Aa ce Npunara egHOBPEMEHHO C MOHOOKCUAAZHU MHXMBUTOPU
WnK A0 [Be CeaMULM Crief TAXHOTO NpUeMaHs.

4.6. BpeMeHHOCT 1 NakTauus

[y6rimkyBaHaTa nHbopMaums 3a 6e30MacHOCT N0 Bpeme Ha BPEeMEeHHOCT € orpaHuyeHa, Ho
AVXVOPOKOOEUHET € U3NONSBaH B NPOObIPKEHUE HA MHOTO rogvHik 663 U3paseHn HeXKeNaHu
edekTy. HaAva naHHM 3a uanbuBaHe Ha AMXUAPOKOMEWHA ¢ MaluuHaTa Kbpwma. Hesasucmumo ot
TOBa&, NPENopbUBa ce ANXUOPOKOAEMHLT [a Ce Mpurara npu Maiki KbpMauky camo B Chydan
Ha [JoKasaHa HeoGXOZUMOCT.

4.7. BnusiHne BbPXy Bb3MOXKHOCTTA 3a Wodupake 1 paborta ¢ MalluMHK
LxuapoKoaeuHsT MOXKE Aa MPUUMHY ChHIMBOCT M B TaKMBa cilydan nauneHTuTe He Tpstea
gja wodupart U ga paboTar ¢ MalnHu.

4.8. HexKenaHwm jieKapcTBEHU peakuvn

UecTo cpellanu CTpaHM4HKA peakumn ca KOHCTUMAaLWs, rapeHe, NospbilaHe, rnasobonue,
CBHIIUMBOCT, NPYpUTyC 1 06pus. MNo-PanKo cpetlaHi CTpaHKyHU peakluy ca 3adpbXXka Ha
YpuHa, chiasmMmy Ha ypeTtpara 1 XITbUHUTE MbTULLa, cyXoTa B ycTara, npoMeHn B HacTpOsHUETO,
OBOMHO BWXKOaHe, U3MNoTaBaHe, HamaneHo NMéupo, 3avepeaBaHe, 60K B KOPEMa, XMIOTEH3Ns,
napecTesust, OObPKAHOCT, 3amanBaHe, XajlouuHauun, yrpukapys, napanmiiued uneyc u
pecrnupatTopHa genpecud. MoraTt aoa ce pasBuAT TonepaHdc N 3aBUCUMOCT.

4.9. lNpeposupaHe

MpusHaunTe Ha OCTPO NpedosupaHe C AMXMOPOKOAeuH ca CbH/MBOCT, 3afbliboyaBsalla ce A0
CTYNOP ¥ KOMa, TOUKOBUAHM 3eHuUM, padoomuonnsa, HekapauaneH denofpobeH egem,
BpaparkapOous, XUNoTeH3na 1 pecnvparopHa Aenpecnus U arHes.

OT nbpBOCTENEHHO 3HAauYeHMe € fa Ce MOASbPXKa CROHTAHHO AMllaHe U nNpu HeobXoOUMOoCT ha
ce OCUNYPU M3KYCTBEHO WX KOHTPONMMpaHo AuvwiaHe.

B crniyuan Ha TeXKO ripeposvpade, ako NalueHTbT € B Koma uian Npu Hanvume Ha
pecnmpartopHa Jenpecys, ce npuiara HanokcoH uHTpaseHosHo (0.4 1o 2 MI NPy Bb3PACTHU U
0.01 Mr Ha Kr TenecHo Terno npu geua). Npn nunca Ha OTrOBOP, Jo3arta ce MosTaps npes
UHTEpBany OT 2 MUHYTK WM ce BbeeXaa upes uHdysusa. [obpe e nHdysuaTa ha ce sanoyHe
¢ 60% oT HauyanHata gosa 3a yac. Pasteop oT 10 mr B 50 mn Agekctposa ocurypasa 200
MUKpOrpama Ha MA 3a MHQY3us ¢ MHTPaBeHO3Ha Momna (qosata ce Onpeaens B 3aBUGUMOCT
OT KNMUHWYHNUA oTroBop). MHysunTe He 3aMeHsAT YecToTo npocnepssaHe Ha KIMHWYHOTO
cbCTOAHWE Ha naumeHTa. B cnyvan, Ye MHTPaBEHO3HOTO MPUMNOXXEHNE & HEeBb3MOXXHO,
HANOKCOH MOXE Oa ce MPUoXXn MYCKYITHO.

Thil KaTO OENCTBUETO Ha HANOKCOHA € OTHOCWUTENIHO KpaTKpoTpariHo, MauueHTbT Tpsésa fa
e —




UMpKyriaTpHa Aenpecust BCNeacTeMe NpenosvpaHe ¢ AMXMBPOKOoaenH. Hanokcon tpséea fa ce
Apunara ¢ NOBMLLEHO BHWMAaHWE MpK NMauMeHT ¢ USBECTHA MM NMOAO3UpaHa dusndecka
3aBMCMMOCT OT BMXmapokodenH. B Takuea cniydaun, paskata unm nbfilHa 06paTMMocT Ha
onvougHUTE ePeKTU MOXKEe Na HoBere N0 60NKa WM OCTbP CUMHOPOM Ha OTHEMAaHe.

JOMmeARUTENHW/OPYI CbOBpaXKeHWs:

» [Ipu NpuemaHe Ha BUCOKM [O3KU OUXMAPOKCHEMH 00 1 yac MoXe ga 6bhe AafeH aktuBeH
Bbinied (50 3a Bb3pacTHM U 10-15 r 3a geua), NpY OCUIypeHo CNOHTaHHO Amwaxe. JlormyHo e
fia ce NMpueme, 4ye KbCHOTO MpuiiaraHe Ha akTMBeH BbITieH We 6bae 6narcnpusitHo npu
MERMKaMEHTU C YObIPKEHO OCBOGOX[IaBaHe, HO 0 MOMEHTa HAMA OaHHW B nogkpena Ha Tosa
CXBalaHe.

» Ta6netknte DHC Continus npodbmxasaTt fa OTOENAT akTiBHa CYOCTaHUMs W Ja yBenuyasBar
HaTOBapPBaHETO ¢ OMXWOPOKOAeWH [0 12 vaca cnep npuema kM, 3aTOBa JIeYeHNeTO NpU
npenosnpaxe Tpsa6ea pa Obfe ChOoTBeTHO Mopgnpuumpano. MoXe Aa ce HanoXXu nsnpassaHe
Ha CTOMAaxa, KOETO Liie COMOTrHe 3a OCTpaHsBaHe Ha HeabcopbupaHus MepuKameHT, 0co6eHOo
KOrato € NpueT npenapart ¢ YEb/DKEHO OCBOBOXAaBaHe.

5. DAPMAKOJIOTMYH CBONCTBA

5.1. DapmakoauHaMnyHn cBolicTBa

IVXVEPOKOOEMHBT € MONMYCUHTETUYEH HapKOTUYEeH aHallreTUK CbC CUia Ha HOelcTBrne Medxay
Tasu Ha MopduHa N KopgeuHa. Tol AelicTea Ha ONMOWOHWTE PEeLEenTopn B MO3bKa,

KaTo HaMansiBa Bb3NpUATAETO Ha NauMeHTa Ha 60Sika W Nnoaoodpsia Ncuxuyeckara peakums
CMpSMO BOMKaTa upes HamanseaHe Ha CBbpP3aHOTO ¢ Hes 6e3MOKOoNCTBO.

ﬂMXMﬂpOKO,D.eMHbT € ONMMOKOEH aroHNCT 683 aHTaroHUCTUYHO pDencTaue.

HentpariHa HepBHa cucTena

OcHoBHUTE edeKTH Ha TepaneBTUYHO OElCTBKE Ha AUXWAPOKOJenHa ca aHanresus u
npoTuBoKailunmyeH edekT (MOTUCKaHe Ha pednekca Ha KallisgHe ypes3 NpsKo DecTBUEe BbPXY
LleHTbpa Ha KaluisaHe B mMenynarta). [poTuBoKalWwnnyHuTe edekTy Morat fa HacTbAaaT U npn
AO31, MO-HUCKW OT HeoBXogumuTe 3a aHanresus.

JVXrapoKoOeMHbT MOXKe Aa NpejusBuUKBa PecnnpaTopHa Aernpecus Yypes Npsako gencreue
BbPXY LIEHTPOBETE Ha AWMllaHEe B MO3bYHUS CTBOJI.

FacTpo-mHTECTHHANeH TPAKT W Apyra rragka Mmyckynarypa

NXVAPOKOOeUHbT NPegu3BUKBa HaManeHue Ha UpPeBHWUS MOTMANTET, CBbpP3aHo C NoBMilaBaHe
Ha TNagKo-MYCKYMNHWUS TOHYC B aHTpyMa Ha cToMaxa W aBaHapgeceTonpbCTHuKa. CMunaHeTo Ha
XpaHaTa B ThHKMTE uepBa ce 3abaBsi U Ce yBenMuaBa KOHTPaKTunuTeTa Ha uepsarta. BovaHute
Ha nepucTanTUKa B KOMOHa OTC/iabBarT, JOKaTO TOHyca ce MoBMIlaBa O CTEMNeH Ha cnasbM,
BOJELl [0 KoHCTMNauus.

Onuvonp
ATC: NO2AAOS

5.2. @apMaKoKMHeTNYHIN CBONCTBa
Cnen, npuemade Ha Taénetkn DHC CONTINUS puxuapokooenHbsT ce a




5.3. MNpeKnuEnYHn gakHy 3a 6e30nacHocT
Hama OOMBbAHUTENHN NPEKANHUYHA OaHHW, UMalli OTHOWeHWe KbM MPecKpuUrropa,
OCBEH Beue nocodeHuTe B OTOENHUTE pasfenn B KpaTKara XapakTepucTuka Ha npopykra.

6. ®APMALEBTYHI CBONCTBA
6.1. CnnchbK Ha eKcUuMnueRTuTe
Lactose (annhydrous) USNF
Hydroethylcellulose Ph EUR
Cetostearyl Alcohol BP

Magnesium Stearate BP

Purified Talc BP

Purified Water Ph Eur

6.2. HecbBMecTNMOGTIA
He ca usBeCTHW

6.3. CpoK Ha rogHocTt
Tpn rognHn

6.4. Cneynarnsy VIHCTPYKUMN 38 cbXpaHeHve
Ha ce cbxpaHsaBa npu Temnepartypa 0o wnv nof 26 °C.

6.5 Buig 1 cbabpyKaHye Ha onaKoBKaTta
1. PVC/ PVdC 6nuctepn 20 um ¢ rpub OT CTyAeHO-TeMMepoBaHo anymuHmueso donuno

(56 TabneTku)
2. MNonunponuneHoB KOHTEMHEP ¢ NONMETUNIEHOB Kanak {56 TabneTtkn)

6.6 MncTpykuur 3a yriotpeba
He ca noco4yeHu.

7. ADMWHWUCTPATUBHW JAHHN
7. MpuTexxaren Ha paspelnTenHOTO 3a yrnoTpeba

MUNDIPHARMA MEDICAL. Co
Hamilton, Bermuda

Bard Pharmaceuticals Lid
Cambridge Sceince Park
Milton road

Cambridge CB4 4 GW

8. Homep Ha paspelunTesiHOTO 3a nponaxba
PL 16950/0019

9. [ara Ha MbPBOTO Pa3pelINTEeNHOTO 3a rnpoaaXkéa/ [ara Ha MOAHOBABaHe
26 z.r 1990/5 mapT 2001

10. Oara Ha aKTyanusauva (yactiiyHa) Ha TeKcTa
Anpun 2005



