JIlncroBka: HHpOpMaANHSA 32 HAHEHTA
AXII KOHTHHYC 60 mg Ta0eTKH ¢ H3MEHEHO 0cBOOOKIABANE
DHC CONTINUS 60 mg modified-release tablets

AXI] KOHTHHYC 90 mg Tabnerkn ¢ H3MEeHEH0 OCBODOKAaBAHE
DHC CONTINUS 90 mg modified-release tablets

nuxuapokoaenn taprapar (dihydrocodeine tartrate)

Ilpouerere BHHMATEAHO NMAJ1ATA JIKCTOBKA, MPEAH A 3an09HETE A4 NpREMAaTe TOBA JIEKAPLTBO,

Thi KaTO TH cLALPXKA BRaxkHa 3a Bac andopmanng.

- 3anasere Ta3zu JMCTOBKA. MOsKe 1a ¢& HAJIOKH Aa A NPOUETETE OTHOBO.

- AKO HMaTe HAKAKBH JAOITBIHHTEHH BBIPOCH, TIOTIHTAalTe Bamus nekap wiv GpapMalLieBT.

- Tora nexapcreo € npeanycano nMuHo Ha Bac. He ro npeoTcrensaiite Ha Apyrd xopa. To mMoxe
Aa UM HABPEAH, HE3aBHCHMO OT TOBA, Y€ TEXHUTE CHMITTOMH ¢a chinuTe Karo Bamure.

- AKO TIONMyYHTE HAKAKBH HCKCAAHW PEakUMH, yeeaomere Bamms nexap wmm ¢apmanest. Tosa

BKIIOYBA H BCHYKH BL3MOKHU HEKCHAHHA PCakiiiy, HCOMHCAHH B Ta3H NHCTOBKA. BipkTe TOUKA
4,

B TasH 1RCTOBKA! no \; E ATA
Kakro npeacrasngpa X1 KOHTHHYC u 3a kakBo ce U3y _ _

Kakpo Tpabra na 3naere, npean aa npueMere X1 KOH
Kak aa npuemare JIX1L{ KOHTHHYC
B13MOXKHH HEKENAHH PeakLuu

Kax na cexpanssare JIX1[ KOHTHHYC 59 4 5,.9 / 08 nz- Zlm

ChabpXaHye Ha ONAKOBKATA H JOITJIHUTEIHA HHpOpMaLHERY gl et P tomsnmaresrrnnsass s nanranse

AN i ala

1. Kaxso npeacrasassa AXIH KOHTHHYC u 3a KakBo ¢¢ H3NOA3BA

TabneTkuTe CLABPKAT AKTHBHOTO BEILECTBO AMXHIPOKOACHHOB Taprapar B KojaM4ecTso 60 mg win
90 mg. JuMxUAPOKOSEHH IMPHHALTEKA KbM FPYNA ICKAPCTBEHH CpeACTBa, HapeUeHH aHAITCTHLH HMIH
“Sonkoycnoxoasamy’”. JIMXMIPOKOAEHH € ONHOHACH AHAIETHK, KOHTO C€ OTIYyCKAa MO CIEUHATHO
JIeKapCKo Mpeanucanie 4 NpH CNeLHaTHH HHANKALIHH.

JIXI{ KOHTHHYC ce uznonsea 3a odneKyaBaHe Ha CHIHA Dofika.
To3u nexkapcTBEeH NPOAYKT MOXeE Ja Ce IIpHeMa OT BB3pacTHH, XOpa B CTapdecka Bb3pacT H Aela Hal
12 ronuan.

2. Kakso TpuGea aa 3naere, npenn Aa npaemere X1 KOHTHHYC

He npuremaiite AXI] KOHTHHYC

- AKO CTE ICPTHYHH KbM JMXHAPOKOAEHH WJIH KbM HAKOA OT OCTaHAJMTe CHCTABKH HA TOBA
nexapcTBO (H30poeHH B TOUKa 6);

- TexKa o0CcTpykTHBHa Genogpobua 6onect (GenmoapobHO 3aborsBaHe, CBBP3aHO CBC CTECHABAHE

HA JUXATESIHUTE IThTHILA),

- TEXEBK KOp myaMaHane (OenoapoOHO chplie-ChCTOIHHE, IIPH KOETO JACHATA CTpaHa Ha ChpLETO

C€ YroneMsBa B CIEACTBHE Ha YBEIMYEHO HAJIATAHE B KPHBOHOCHHTE ChAOBE Ha beuTe npodoee),

- TEKKa OpOHXHMAiHA acTMa,

- TEKKA PECIMpaTOpHA JAenpecHd ¢ XHOOKCHA (HaMajeHa CrnocoOHOCT 3a AMINAHE ¢ HAMAJIEHO

KOJIHYECTBO KHCIOpOa). '

Crobmiere Ha Bamna nekap wnu apmMaleBT, aKO HMaTe HAKOE OT ropernocoye

IIpenynpexaenns B OpeANazHU MEPKH




[oBopete ¢ Bamns nekap win dapmauest, mpeau aa npuemere X1 KOHTHHYC.

Of0uuaiiHaTa no3upoBKa TpaGea na ObAe HaMajieHa MpH MALMEHTH B CTap4ecKa BB3pacT, NpH
alMeHTH ¢ XHIOTHPEOHIN3BM (LIMTOBHMAHATA JJie3a He MPOM3BEKIA JOCTATBYHO XOPMOHH), IIpH
XPOHHYHH YepHOAPOOHH 3abonaranus, O0sOpeyHa HeQOCTaThYHOCT H XPOHHWUCH 3alekK.

X1l KOHTHUHYC Tpabea na ce npwiara ¢ BHAMAHME TIpH MALMEHTH B CTApUeCKa BB3pacT WM

MALMEHTH C:

- PECITHPATOPHA Jenpecs ¢ XWIMOKCHS (HaMaleHa CHOOCOOHOCT 3a [JHINAHE © HAMallieHO
KOJIHUECTBO KHUCIIOPOA ),

- XpOHM4Ha OOCTpyKTHBHa OenoapobHa Gonect (Genmogpobuo 3abomsBaHe, CBBP3AHO CBC
CTEeCHABAHE HA JUXATEIHHTC MbTHHIA),

- OpoHXHaJIHA acTMA,

- kKop nynamouane (DenoapoOHO CHpUE-CHCTOSHHE, NPH KOETO AjACHATA CTpaHa Ha CBPLETO €
YroJieMeHa B CJIEACTBHE Ha YBETMUEHO HAlATaHe B KPbBOHOCHHTE ChIoBE Ha Denure napobose),

- CHHHA anHes, |

- fipHEMALH JPYTH JICKapCcTRa, AcHcTramy #a ITHC,

- fpreManiH MOHOAMHHO OKCHIa3HH HHXHOHTOPH (JIEKapCTRa 3a JICUCHHE Ha ienIpecus),

- MCTOPHA 3a IWOYynoTpeda Wik 3aBHCHMMOCT ¢ OTIHATH WY aJIKOXOJ,

- NOBUILEHO BETPEUEPEIHO HalATaHe H HapaHsBaHHA B 00JIaCTTA Ha rnaBaTa,

- HAPYLICHHA HA TLYHUTE NBTHILA,

- xuneprpodrs Ha npocTaTara (NpocTarara € HeoOHHAHHO yroJIeMeHa),

- MaHKpeaTHT (Bh3NAeHHE HA NAHKPeaca),

- HapyluieHa (YHKIMA Ha yepHus 1po0D,

- TexKO OBOpEUHO yBpEKIaHeE,

- XHIIOTHPOHAW3HM (IMHTOBMAHATA 3KJI€3a HE NMPOH3BEKA ROCTAaTBYHO XOPMOHH, HEAOCTATHHHO
aKTHHA NUTOBUIHA AJ1€3a),

- 3arnekx.

OnmuoHaHTe, KATO AHXHAPOKOAEHH, MOraT Ja MOBJIHAAT XOPMOHAJIHUTE peryialiHi H 1a NOBERAT 110
XOPMOHAITHY MPOMEHH.

[Tpy xponnuHa ynorpeba Moxke Ja pa3BHETe NOHOCHMOCT KbM JICKADCTBOTO H 3 HMATe
HeoDXONMMOCT OT TIPOCPECMBHO [IOBMIIABaHE Ha /J03aTa 3a OBJajdBaHe Ha OoJKaTa.
I[IpogsmxuTennara ynorpeda na X1 KOHTHHYC moxe Aa fioBeae A0 (H3HUECKA 3aBHCUMOCT, a
PA3KOTO CIIMPAHE Ha IEYEHHETO MOXKE J1a A0BEAE 10 CHHIPOM Ha OTHCMAHE.

Koraro eeue He ce Hyxaaere ot tepanudg ¢ X1 KOHTHHYC, Baumusr nekap MOXe€ NOCTENICHHO N4
HAMAJIH 003aTa, ¢ eJl H30arBaHe Ha CUMITTOMM Ha OTHEMAaHe,

JIHXMAPOKOOEHH WMa H3BECTEH NPO(MMI 3a 3Moynorpeda W NMPHCTpAcTABAHE, MOACOHO Ha JApYrH
OMHOUMIH.

JuxuapokoAeHH MoXe Aa OBAe ThPCCHO CPEACTBO OT X0pa ChC CKPUTA HIH H3ABSHA CKIIOHHOCT KbM
uioynorpefa ¢ HapkoTuiy. Hamupe e noTeHIMaq 3a PasBUTHE HA INCHXHYECKAa 3aBHCHUMOCT
(NpuCTpacTABaHe) KbM ONMOMAHM AHAJIIECTHUH, BKTIOYHTEIHO AMXHAPOKOACHH. JIHXMIPOKOAEHH
TpsGea Aa ObAe NpUaraH ¢ 0cobeHO BHUMAHKE TIPH MAlHeHTH C HCTOPHA Ha 3110ynoTpeda ¢ akoXon
H JICKapCTRA.

TabnerkiTe TUXHAPOKOACHH TPAOBA Aa ce MOMThLIAT Liedd H Ja He Ce YyIlT, AbBYAT HIH CTPHBAT.
[IpueMBT HA CUYIEHH, CABBKAHK WK CTPHTH TaOJIETKH MOKe a AOBEAS N0 OBp30 OCBOOOKAABAHE M
abcopOipia Ha MOTeHUMATHO ¢aTayHa CBPBXA03a, B Pe3ylNTaT Ha KOCTO Aa TPHIHHH e(peKTH Ha

npeAo3UpaHe.

3noynorpefata ¢ mnepopanHd dopmd (33 NpHeM [Mpe3 YCTara), MpHI
(MHJKEKUHOHHO ), MOKe 13 IOBE/E 10 CEPHO3HH HEXKEJIaHH PEeaKLiH, KOHTO MO



Br3amoxkHO € yBenHuasanero Ha no3arta Ha JIXI| KOHTHHYC na yBelHuH 9yCTBUTENIHOCTTa BH KBbM

bonka. Ako ToBa ce ciy4uu ¢ Bac, Tpabea ga rosopure ¢ Bawng nekap. Tol moke K2 Hamanu 203aTa
IWIM Ja APOMEHH JICUYCHHETO Bu.

Apyrn jgexkaperea u JIXIH KOHTHHYC
Hudopmupaitte Bamua nexkap unu (QapManeBT, ak0o nNpHEMaTe, HACKOPO CT€ IIPHEMAIH HIH €
BB3MOXKHO JIa MIPHEMETE JPYTH JICKapCTBa.

PHCKBT OT HEKENaHHM pPeaKillM, KaTO ChHAKWBOCT M pecnHpaTopHa AenpecHd (6aBHO, MOBBLPXHOCTHO

AMlIane), € yBenuuyeH, ako npuemate XLl KOHTHHYC enHoBpeMEHHO C II€KapCcTBa, KOWTO
NOBAUABAT MOIBYHATA PYHKIIAS,

EQHOBPEMEHHOTO NMPHIOKEHME Ha AMXHAPOKOJEHH ¢ Jekapcerea, kouTo motuckar ITHC (3abapar

MO3b9HATa (QYHKLIMAT), MOXKE [a JOBEAE AO YBEIHYEH PHCK OT PEeCIMpaTopHa AenpecHd, AbIGOKO
CeHPaHE, KOMA H CMBPT.

[IpumepuTe 3a NekapcTBa, KOWTO 3a0aBIT MO3BYHATA (PYHKIUA BKIIOYBAT:
° CHHOTBOPDHHM JI€KapCTBA M TPAHKBHIM3ATOPH (CEJaTHBH, BIJIIOYHTEIHO OCH30AWA3CIIHHH;
XHITHOTHLK),

aHTUZCTIPECAHTH,

NIeKapCTRa 33 JIeUeHHe Ha 0e3MOKOHCTBO (ARHKCHOTATHLIH),

JIEKApCTRA, H3NO0M3BAaHY 32 OBJIAAMBAHE Ha NICHX03a (AaHTUIICHXOTHIH),

APYrH AEKApCTBa, KOMTO AEHCTBAT BBPXY HepBHATA cucTeMa ((peHOTHA3HHK)

APYTH CWIHK HOJIKOYCMOKOABAIH (APYTH OIHMOHIH)

aNKOXOMN,

MMXHAPOKOJCHH HE TPAOBA Aa ce MPHIAra eHOBPEMEHHO ¢ MOHOOKCHAA3HH HExuOHTOpH (MAOH)
WIIH A0 ABE CEAMHLH CJIeH TSIXHOTO [IPHEMAaHE.

Ilparem Ha X1l KOHTHHYC(C ¢ xpaHu, HANATKH H AJTKOXO0J
ITo speme Ha neuenue ¢ JIXI[ KOHTHUHYC He Tpabea aa ce ynorpedapa alKoxon,

bBpeMeRHOCT, KbpMEHe B PepTHIHTET
AKO cre 6peMeHHa WIH KbPMHUTE, CMATATE, Ye MOXe J1a cTe OpeMeHHAa Wid IUTaHHpaTe OpeMeHHOCT,
MOCBBETBANTE ce ¢ Bamms nexap wiu dapManesT NpeiH ynoTpedara Ha TOBA JICKAPCTBO.

VrorpebaTa Ha TOBa JiekapcTeo TpaOBa Aa ce H30Area BbB BE3MOKHO HAH-TONAMA CTETICH MO BPEME
Ha OpEeMEHHOCT WM KbPMEHE.

Ipoas/okHATENHATA YIIOTpeba Ha TMXHAPOKOAECHH TAPTApaT IO BpeMe Ha OpeMEHHOCT MOXKE 12 IOBE/IC
A0 CHHIAPOM Ha OITHOMJHO OTHEMAHE Y HOBOPOACHOTO.

Ilodapane H pafora ¢ MAIDHHH

JIHXHAPOKOJAECHH MOMKE Ja MPUYKHH CHHIMBOCT H MOXKE Jia HApyIH croco0HOCTTa 32 ImodHpaHe | 1a
paGoTa ¢ MalllMHH.

AXII KOHTHHYC ¢habp:xa J1aKkTo3a
Axo Baumsar gekap Bu e kasan, ye mMaTe HEIMMOHOCHMMOCT KbM HAKOH 3aXapH, CBBPIKETE CC C HErO,
NpEaH Aa NMPHEMETE TO3H JEKAPCTBSH MIPOAYKT.

3. Kax aa npuemare AXH KOHTHUHYC

Bunaru npuemaiire JIXI[ KOHTHUHYC Toudo xakTo Bu € kaszan Bamusr ne
B HELO, nonutaiire Baums nexkap unu papManesT.




OOuuatiHaTa 7032 3a BE3pACTHH U fAela Hax 12 rogunn € Mexay 60 mg no 120 mg Ha Bcekn 12 4qaca.
[Ipu xopa B8 cCTapuecka Bu3pacT J03UPOBKATa € No-HUCKA.
JXI| KOHTHHYC Tpabsa ga ce npvema Ha BcekH 12 uaca. Hampumep, ako B3emere Tabnerka B

8 yaca CyTpuHTa, cnefpainara tabnerka TpaOBa 1a B3eMETE B 8 yaca BedepTa.
TaGneTkure Tpa6Ba Aa ce NpHeMaT LenH ¢ Yyama soaa. He ru Hatpowasaiite M He rH pazuynsaure!

Yoorpebda npu gena
JXL] KOHTHHYC we Tpabsa aa ce npuema ot aena noa 12 roguHy.

AKo cTe npaeas noseue or meodxoxamara goza X KOHTHHYC
Axo cre npueny noseue oT Heobxoaumara aosza JIX1 KOHTHHYC wiy Hako# CiyualHO [TBTHE
BCHYKH Ta0neTkH, BeHara ce obaere Ha Baius nekap wid 8 OONHALIATA.

Axo cre nponycuann aa mpuemere JIXI KOHTHHYC

AKO CH CITOMHMTE, 4e CTe TIPOMyCHANH Aa B3eMeTe eAHa Tad/leTKa, B3eMeTe 1 BeAHara, OCBEH ako He €
HaOMIKHA YachT, B KoifTo Tpabra ga B3eMeTe caeapamara tabnerxa. Cnen ToBa MNPOAB/DKETE 14
npueMate Ta0neTkWTe Ha Beeku 12 yaca. He B3emaifre fpBoMHAa 4033, 3a @ KOMICHCHpaTe
IIPOIIYCHATATA [1034.

AKO HMaTe HAKAKBH JONMBJIHHUTENHH BEBIIPOCH, CBLP3aHH ¢ YnmoTpebaTa Ha TO3H NPORYKT, MO
nonuTaite Bang nexkap uny dapmalesT.

4, Bn3MoOKHE HeXKeJIaHH peaknuy

Kaxro Bcuuku nekapersa, JIXI KOHTHUHYC Moxe na npeAH3BHKAa HEXKEAAHH PEaKLHH, BBIIPCKH H¢
He BCEKH I'M TIOJTY4aBa.

HM36poeHnTe no-aoy HEKENIAHH PeakLidH ¢a KiacHpUUHpaH) Cho0pa3HO TAXHATA 4eCToTa (1eCTH HIH
HeyecTH). Yecture Hexenand peakiyn 3acarat or 1 no 10 na 100 naumeHTH, 2 HEUECTHTS PEAKUHH
sacarar ot 1 1o 10 Ha 1000 maipenTH, ¢ HEM3BECTHA YeCTOTA (OT HATMYHHTE JAHHH HE MOXe Ja ObJe
HallpaBeHa OLICHKA).

ClieAHNTE HEXEJAHH PEaKlMy Bb3HHKBAT yecto (zacarar ot 1 go 10 Ha 100 maupenTH): CHHIHBOCT,
KOpeMHa 0oJIKa, 3aMneK, CyXoTa B yCTaTa, TafIeHe, [TOBPbIIaHe.

Heuectu (3acarat ot 1 mo 10 na 1000 marmeHTH) HEXENaHH PEaKLMH ca: aHTHOSAEM (MOIyBaHE),
OOBPKAHOCT, JICKAPCTBEHA 3aBUCUMOCT, XAMOLMHAIMH, MNPOMEHH B HAaCTPOCHMETO, auchopud
(YMCTBEHH CMYIIEHHA), XHITOTEH3Hs (HMCKO KPBBHO HaNsraHe), KOHBYJICHH, 3aMalBaHe, r1aBoOOoJIHE,
mapecresus (ycellldHe 3a MpaBYuKaHe), CE/IHPAHE, CBETOBBLPTEX, XHMIEPXHApo3a (M3MOTABAHE),
NpypHTYC (chpbex), oOpHB, ypTHKapua (KONPHBHA TPECKA), AHAPHA, TIapalHTHIEH Wieyc (3amyllBaHe
Ha YepBaTa), JTHYHA KONMHKA, YBEIHMUEHH 4EPHOAPOOHH eH3HMH, 3a/IpBKKA Ha YpHHA (3aTpYAHECHO
OTTHHaHE HA YPHHATA), [MCNHEs (3aTPYAHEHO [HINAHE), PEeCHHPATOpHa Jenpecus (MOHHXKEHA
CMOCODHOCT 3a AMIIAaHEe), acTeHud (c1adocT), ymopa, HepasNoJOKEeHHE.

C HEeM3BECTHA YECTOTA: CHHAPOM Ha OTHEMaHe, CHHAPOM Ha JIEKAPCTBEHO OTHEMaHe Y HOBOPOACHOTO,
CBHHA AITHeA.

AKO HAKOA OT HEXENAHWTE JICcKaPCTBCHH peakLMH CTaHe CEpHO3HA HIH 3alenexuTe IpyTH,
HEOTIMCAHH B TA3M JIHCTOBKA HEKENaHU peakHH, MojIa yBeaoMeTe Balung nexap Wi ()apMalesT.

Cro0masane Ha HeXeJIaHH PEAKIHE
AKO NOJIYYHTE HEKENaHH JIEKAPCTBEHH peaKluH, yeeloMere Ballma nekap WK
BKJIFOUBA BCHYKH BB3MOXKHH, HEOTTHUCAHH B TA3H JIHCTOBKA HEXCTIAHH PEAKIHH.
crobLpTe 3a HEXENAHN peakiLiy NUPEKTHO I0:
H3reJIHMTEIHA areH1MA 110 JIEKapCTBaTa

yi. ,,JlamsaH ['pyes™ Ne 8
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Ten.: +359 2 8903417
yebcaitT: www.bda.bg.

5. Kaxk na cexpanasare X1 KOHTHHYC

Ha ce cwxpangaea mox 25°C.
Ila ce chXpaHABa Ha MACTO, HEOCTBITHO 34 ACLIA.

He uznomseaiire JIX1[ KOHTHUHYC cnen ¢poka Ha roHOCT, OTOeNsA3aH BBPXY ONAKOBKATa. CPOKBT
Ha TOAHOCT OTTOBApPs HA NOCHICAHUS JEH OT MOCOYEHU MECEL.

JlekapcTeaTa He TpsOBa Jia ce MU3XBBPIAT B KAHANH3ALMATA HIIH B KOHTEHHEpa 32 JOMAIIHYU OTTIabLIH.
[lonuraiite Bamus (apMameBT Kak 13 YHHILOXKHTE HEHY>KHHTe Bm jrlekapcrBa. Te3n MepkH IOe
CMOMOTHAT 34 ONAa3BaHe Ha OKOJIHATA cpefa.

6. Coappxanne HA ONAKOBKATA H JONbJIHHTEIHA HHGOpMALAN

Kakso cpaspxa JAXI] KOHTUHYC

- AKTHBHOTO BEIIECTBO €: AMXHAPOKOAESHHOB Taprapar 60 mg wiu 90 mg.

- JIpyrHre ChCTAaBKH Ca: JlaKkTo3a, Oe3BOJAHA, XMAPOKCHETHILCTYI03a, UETOCTCAPHIOB ATTKOXOI,
MAarHe3HeB CTeapart, TAIK H MpeHHCTEHa BOIA.

Kax m3raexna X1 KOHTHHY C 4 kaxBo cbAbpika ONAKOBKATA

X1\ KOHTHHYC Ttabnetkure ca 6esn no OenesHvkaBH, ABOHHO H3IBKHAIM, C KAICYJIOBH/HA
dopma, mapkupasu ¢ DHC 60 unu DHC 90 na enHata cTpaHa B 3aBHCHMOCT OT KOJHYECTBOTO Ha
AKTHBHOTO BEIIICCTBO.

IOX11 KOHTHHYC e onakopaH B:

e PVC/ PVAC 6nucrepu 20 um ¢ rppb OT ¢TYAeHO-TEMIICPOBAHO ATyMMHHEBO (OJIHO (10, 20,
30, 40, 50, 56 unu 60 TabnieTKH).
o IlonunponmieHOB/ NOMHETHICHOB KOHTelHEp ¢ NonHeTHIcHOB Kanak (10, 20, 30, 40, 50, 56
1w 60 Tabnetkn).
He BCHYKM BHAOBE ONAKOBKM MOTaT Aa OBAAT IIyCHATH B mpoaaxOa.

[IpuTexkaTes Ha paspelliecHHETO 32 YHoTpeda H NPpOH3BOAHTE]

[IpHTexkaTen Ha pa3pelieHMeTo 3a yrorpeoba
Ennogen Healthcare (Europe) Ltd

Block B, Crescent Building,

Northwood, Santry

Dublin 9

D09 C6X8

Hpnanans

IIponssoauTenu
Fidelio Healthcare Limburg GmbH, Mundipharmasrt. 2, 65549 Limburg (Lahn), I'epmanus

Mundipharma DC B.V., Leusderend 16, 3832 RC Leusden, Hupepnanansa

JlaTa HA DOCJIEIHO HPEPasriekIane Ha JacToBKaTa 12/2023




