
KPATKA XAPAKTEPI4CTI4KA HA IPONYKTA

2. KAIIECTBEH I,I KOJII,ITIECTBEH CbCTAB

1 'ra6renca c H3MeHeHo ocso6oxAasaHe cbAbpxa 60 mg A[x]rApoKoAenHoB Taprapar
(dihydrocodeine tartrate), exnnnalenreH Ha 40 mg AexuApoKoAeuu 6a-:a.

I ra6rerxa c r,r3MeHeHo ocso6ox.qasaHe cbAbpxa 90 mg AHxHApoKoAenHoB Taprapar
(dihydrocodeine tartrate), eKBrBaJreHreH Ha 60 mg Aexr.rApoKoAeus 6aza.

3a nunnr crracbK Ha noMotuHr{Te BeruecrBa BH)KTe roqna 6.1.

3. JIEKAPCTBEHA OOPMA

Ta6.nerxu c H3MeHeHo ocgo6ox,4anaue
Eelu npo4urroBarn ra6lerrcu c MapKr,rpoBKa DHC 60
Eelu upogulroBaru ra6lerrcu c MapKr,rpoBrca DHC 90

4. KJIIIHIIIIHI,INAHHI,I

4.1 Tepanenurqxrrrroxa3annrl

3a o6rexqasaHe Ha cHJrHa 6omra [pu paKoBH 3a6orrBaHuflkr Apyrkr xpoHuqHr4 cbcrorHur.

4.2 .{oruponna rr HaqrrH Ha [prrJroxenrre

.IIogHposra
Brspacrnu H Aerra ual 12 ToAHHH: I lo 2 ra6lerxn Ha 12'raca.
flauneHru B craprrecKa Bb3pacr: .{osuporxar a rpr'6na ra 6r4e HaMaJreHa.
Aeqa.qo n noA 72 roguuu: He ce npenopbqBa.

HaqnH na npuloxeHne
flepopa-rno

4.3 ilpornnonoxa3aHnq

,{oxasana cBpbxrryBcrBuTeJrHocr KbM AHxrupoKoAeHH HJrH KbM HrKoe or rroMouIHHTe BeqecrBa.
florucxane Ha Ar,ruaHero (4nxarerua HeAocrarb.ruocr), o6crpyrrrEeua 6erogpo6na 6olecr,
IIapaJII,lTnqeH l4Jreyc, TpaBMr4 Ha IJIaBaTa, IIOBI'IIIJeHO BbTpeqepenHo HturrfaHe, OCTbp UUIKOXOJII,I3bM.

Trft xaro Ar-rxHApoKoAeHH Mo)r(e Aa npeAn3Br.rxa ocso6ox(AaBaHe Ha xHcraMHH, [poAymTbr ue rpr6ea

Aa ce rrpHnafa no BpeMe Ha acTMarHqeH nprrcTbll H cJreABa Aa ce Ha3HaqaBa c [oBHrrreHo BHTMaHHe
npu 6oruru c acrMa.



,{nxngponoAenH He rpx6na Aa ce rrpuJrara rrpu rraqueHTn c HacneAcrBeHu npo6leur4 Ha rrulaKTo3Ha
HerroHocrrMocr, Lapp JraKTa3eH Ae$r,rqnr u rJrroKo3o-rruraKTo3Ha uala6cop6qnr.

4.4 Cneqnalnn rpeAynperrqennfl rr npeAnasHn MepKrr npn ynorpeda

O6nqafiHara Ao3HpoBKa rpr6aa Aa 6rAe HaMiureHa npu rrarrr4eHTr,r B crapqecKa Bb3pacr, rrpt,t
xrdnornpeonAr,r3bM, npn xpoHxqHn qepHoApo6un ga6olsBa:anfl,6t6peuHa HeAocrarbr{Hocr rr
xpoHHrrHa KoHcTHrraq[r.

.{r,rxr,r4poxogeuH rpr6ra Aa ce flpunafa c BHnMaHHe rrpu nauI4eHTI,I c aHaMHe3a 3a o[[ol{AHa
:noynorpe6a, pa:crpoficrBa Ha xJrbtrHr4fl TpaKT, xuneprpo$ra{ Ha rrpocrarara, rraHKpearvr Lr re)rcbK
KOp rryJrMoHaire.

flr,rxr,r4poxo revtr' vMa H3BecreH noreHrlr,r{ur 3a 3noyrrorpe6a u npucrpacrtBaHe, noAo6so Ha Apyru
olr,rou,4r,r. flpn noerapnuo ce [pnJroxeHne Moxe Aa ce pztsBue roJrepaHc KbM aHaJrrnrprrlY,nfl, e$exr.

Ta6lerrure Ar,rxnrpoKoAenn rpr6na Aa ce norurbular rrenn vr Aa He ce qyrrrr, AbBr{ar lz'Ittr crpnBar.
flpueurr Ha cr{yfleHn, cAbBKaHH wtlr crpLrru ra6lerrcu Mo)r(e Aa AoBeAe Ao 6cp3o ocso6oxAasaHe r,I
a6cop6qnr, H rroreHrru:rJrHo rrpeAo3r,rpaHe c AprxHApoKoAeHH.

4.5 BranuoAeficrBrre c Apyrn JreKapcrBeHn rrpoAyKTrr rr Apyr[ Qopulr Ha B3alfMoAeftcrnne

,{nxugporcogeuH rpr6ra Aa 6r4e rrpunaraH BHr{MareJrHo npu rrarIHeHTH, Kolrro rrpneMar Apyrn
JreKapcTBeHr,r [poAyKTr,r, rroTHcKauIH rleHTpil.irHaTa HepBHa cHcTeMa, B ToBa qllcJro ceAarr,rBHpr
cpeAcrBa, xunHorl4rrn, Qexorua:uHv, ApyKr,r rpaHKBr4nlnaropn lr iurKoxoJr. flpra egHorpeMeHHo
npneMaHe Ha re3n npoAyKTlr Morar Aa Bb3HnKHar B3anMoAeitcrvut, BoAeLIIH Ao pecnnparopHa

Aerrpecr,rfl r..rJrH ceAHpaHe.

.{uxra4porcoAenH He rpx6aa Aa ce [pnJrara eAHoBpeMeHHo c MoHooKcnAa3nu uttxu6uropv vtru Ao ABe
ceAMnqu cJreA TrxHoTo rrpfieMaHe.

4.6 Epeuennocr rr KbpMeHe

fly6lr,rrcyruara raHSopma\Afl 3a 6egonacnocr rro BpeMe Ha 6peueunocr e orpaHuqeHa, Ho

AHXr,rApoKoAeuH e n3rroJr3BaH B npoAbJu(eHne Ha MHoro foAItHH 6e: N:pa:eHn He)I(eJIaHr eQexrn.

Hrua Aaunu 3a H3rbrrBaHe Ha ALIxhApoKoAeI,rH c MaftrruHara KbpMa. HesasucnN4o or roBa,
rrperropbqBa ce AaxnrpoKoAer,rH Aa ce np]rJrara rrpn KbpMerqn uafircu caMo B cnyuafi Ha AoKa3aHa
neo6xo,arauocr.

4.7 EQenrn Bbpxy cnocodnocrra:a ruoQnpane rr pabora c Malrrnnrl

.{raxra4poroAeuH Mo)r(e Aanpwil4Hu cbHJrr,rBocr r{ B TaKHBa crryqav fialrueHTnre He rpa6ea ga

nroQllpar n ga pa6ornr c MarrrnHr,r.

4.8 Hexenann JrerapcrBen[ peaKrln[

I4s6poeuure no-AoJry HexeJraHr,r JreKapcrBeHH peaKrrur,r ca uacnSnlrupaHn cro6pa:uo rlxHara
qecrora Ha [ocBa B orAeJrHETe cucreMn (vecru HJrrl Herrecrn). tlecrure He)KeJIaHH JIeKapcrBeHIl
peaKrrr{u ca c qecrora > l/100 .qo < l/10, a Her{ecrrlTe HexenaHl,r peaKul{n ca c qecrora > 1/10 000 ao
< 1/1 000.

CrpAe.nrn Hapy[rennn
Heqecrn xu[oreH3us



Hapyruennfl Ha HepBHara c[creMa n rrcrlxtrqHlr HapylneHrlfl
9ecrn
Heqecru

CbHJII,IBOCT

o6rpxanocr
aaMafisaHe
XZIJIIOUI{HAIIHH

ruaso6orr,re
cyxoTa B ycTaTa

Hapyruennfl Ha Kortara
Heqcru npyplrryc

oopI,IB
ypTI.IKapvs.

Cronraurno-qpeBntr n xenarodnnfiapnn Hapyrlen[fl
t{ecru KoHcrnlaur{t

raAeHe
noBp6rIaHe

Heqecru c[a3Mr,r Ha yperpara n )IglbqHl,rre nbrnlrla
rrapaJrr4rr,rqeH HJIeyc

Hapyruexun na 6r6peqrrre rr [rrKorrnnre rlbrrru1a
Heqecrn 3aApb)rma Ha ypuHa

Pecnuparopnrr Hapyrren[a
Heqecru pecn[paropHaAerrpecnfl

flo-pr.4xo cpeqaHr,r He)r(eJraHr,r peaKrlulr ca [poMeHH B HacrpoeHl4eto, grofiHo BH)I(AaHe, n3rlorf,Bane,
HaManeHo nningo,3aqepBsBaHe, 6orxu B KopeMa, napecre3l,rt. Morar Aa ce pa3Bntr roJlepaHc H

3aBI,ICLIMOCT.

4.9 Ilpegornpane

flpnsHaqme Ha ocrpo npeAo3npaHe c AHxHApoKoAeHH ca cbHJII,IBocr, 3agu6o.raBal{a ce Ao crynop H

KoMa, TorrKoBr4AHvr 3eHHuH, pa64ouuorrrca, HeKapAr,raneH 6ero4po6en eAevr, 6paAut<ap[ux,
xrrrroreH3}rf H pecnuparopHa Aenpec'ts. r4lrr4 arrHer.

Or nrpnocreleHHo 3HaqeHHe e Aa ce rroAAbpxa c[olrraHHo AH[raHe H rlpfi ueo6xoANtr,tocr Aa ce

ocHrypH r,r3KycTBeHo HJrH KOHTpOJTHpaHO AHIIIaHe.

B clyvau Ha rexKo npe.4o3upaHe, aKo narlueHTbr e B KoMa urvr ilpv Hzururrlte Ha pec[uparopHa

Aerrpecpr.f,, ce rpr,rJrara HaJroKcoH HFrrpaBeHo3Ho (0,4 yo 2 mg npu Bb3pacrnu n 0,01 mg Ha kg relecHo

TefJro npn Aerla). flpr lnnca Ha orroBop, Ao3ara ce [oBTapr npe3 HHTepBa-IIH or 2 v'uwyrm HJIH ce

BbBex(Aa vpes nHSysr,rr. [o6pe e nHoyanffa \a ce 3anoqHe c 60 o/o or HaqanHara Ao3a 3a qac.

Pa:rnop or 10 mg s 50 ml AeKcrpo3a ocnryp{Ba 200 pg ua ml ga nHQyrr,rr c I,IHrpaBeHo3Ha noMrla
(4osara ce onpeAeJrr B 3aBncr,tMocr or KrrnHur{Hr,rr orroBop). HH{yeuHTe He 3aMeHtr r{ecroro

[pocreAcBaHe Ha KJrr,rHlrqHoro cbcrorHne Ha rraqpreHTa. B crrytaft, qe HHTpaBeHo3Horo rIpHJIox(eHI{e

e HeBb3MOX(HO, HaJTOKCOH MO)I(e Aa Ce npHnO)Is MyCKynHO.

Trfi rcaro Aeficrsuero Ha HUroKcoH e orHocr,rreJrHo KparKorpafiHo, naqnenmr rpx6ra ra6rre
BHHMaTeJIHO CJIe.{eH AO rrbJIHO Bb3CTaHOBCBaHe Ha CTIOHTaHHO AHIrIaHe. HaIOKCOH e KOMneTI'TI{BeH

aHTaroHncr r,r nplr ocrpo orpaBrHe MoFar Aa 6rrar ueo6xoAuur.r BHcoKH losu (4 mg). IIpa no-cna6o

npeAo3npaHe rpa6ra Aa ce npnJro)r(H HaJroKcou 0,2 mg HHTpaBeHo3Ho, cJIeA Koero npn Heo6xoAltMocr

ce npuJrarar 0,1 mg Ha HHTepB€uIu or 2 MuFryM.



Halorcou He rpr6ra Aa ce rrpu.nara [prl rrlar,ca Ha KJrr,rHr,rqHo 3HaqHMa pec[nparop*a nrv
IIHpKyJIaropHa Aenpecnfl BcJreAcrBne npeAo3r.rpaHe c AHXHApoKoAeHH. Halorccos rpr6ea ga ce
rlpl,ulara c rIoBHuIeHo BHnMaHHe rrpH rrauneHTu c rr3BecrHavrxtv rroAo3upaHa $usuvecxa 3aBr,rcuMocr
or AHXl.lApoKoAeHH. B raKI,Isa crryqav, ps3Kara HJrr,r rrbJrHa o6paruuocr Ha orrHoH,4Hnre eoenrn uoxe
Aa AoBeAe go 6orna nJrn ocrbp cr,rHApoM Ha orHeMaHe.

.{onunnrer nul gpyru cso6paxeHnr :
o flpn np[eMaHe Ha BHcoKr4 Ao3r,r AHxHApoKoAeHH Ao I qac Moxe Aa 6rAe AaAeu aKTnBeH BbrJreH

(50 g sa Bb3pacrHr,r n l0-15 g :a 4eqa), npn ocnrypeHo cnoHTaHHo AnrrraHe. JlornqHo e Aa ce
rrpr,teMe, qe KbcHoro npl{JlaraHe Ha aKTr.rBeH BbrJreH ule 6rAe 6laronpnrrHo rrpu JreKapcrBeHn
npoAyKTH c yAbJDKeHO OCSO6OXAaSaHe, HO AO MOMelrTa HrMa AaHHn B rroAKpena Ha TOBa
cxBaruaHe.

o Ta6lerxu-re DHC CONTINUS npoAbJDKaBar Aa orAeJrrr aKTr,rBHo BeqecrBo v AayBenwraBur
HaroBapBaHero c AIrxr{ApoKoAeHH Ao 12 qaca cJreA rrpueMa HM, 3aroBa rer{eHuero [prl
rlpeAo3lapaHe rpr6ra aa6sge cborBerHo nrogn$HqHpaHo. Moxe Aa ce HaJrox(n H3rrpa3BaHe Ha
croMaxa, Koero ule c[oMorHe 3a orcrpaHsBaHe Ha Hea6cop6upaHoro JreKapcrBo, oco6euo Koraro
e [puer [poAyKT c yAbJDKeHo ocso6oxqanaHe.

5. @APMAKOJIOTIIIHI{ CBOfrCTBA

5.1 OapuarcognHaMnqnrrcBoficrBa

(DapuaroreparreBTnqHa rpyfla: flpr,rpo4Hr,r ont,teBn zurKturor.rAr,r, ATC rcoa: N02AA08

.{uxugpoxoAeuH e rroJryclrHTeruqeH HapKoruqeH aHaJrrerr,rK c6c cnra Ha Aeficrsue MexAy ra3v Ha
uopQnHa u KoAer,rHa. Toft Aeficrsa Ha onnor,rAHr,rre peqenropr,r Ha Mo3bKa, Karo HaMzurrBa
Bb3[pnrrnero Ha rrarrrdeHTa 3a 6orrca n nogo6prna fictlxt,tqecKara peaKqns crrprMo 6orxara vpe:
HaMturrBaHe Ha cBbp3aHoro c Her 6egnorcoftcrso.

luxngpoxoAer{H e o[uor.IAeH aroHr,rcr 6es aHraroHncrr{r{Ho Aeficrsne.

I{enrpa;rna HepBHa cncreMa
OcnosHrlre eQerra Ha reparreBTnqso AeficrBue Ha Ar{xr,rApoKoAeHH ca aHiurre3r,rr H
ilporuBoKarxJrnqeH eQercr (norucrane na peQnexca Ha KarrurrHe qpe3 nprKo Aeftcrsue Bbpxy rreHTbpa
Ha KarrrJrrHe B MeAynara). flporneoxarrrJrr,rr{Hr,rre eQerru Morar Aa Hacrbnrr H rrpu Ao3H, rro-HucKlr or
Heo6xoanunre 3a aHaJlre3l,tt.

.{r,rxr,r4ponoAeuH Mo)r(e Aa npeAruBr.rKa pec[uparopHa Aenpeclrt qpe3 nprKo Aeficrsue Bbpxy
rIeHTpoBeTe Ha AlrrxaHe B Mo36rrHHg cTBoJr.

IacrponnrecrrrnaJreH TpaKT rr Apyra rJraA Ka MycKyJrarypa

luxn4ponoAelrH npeAH3BHKBa HaManeHHe Ha qpeBHHr MoroJruTer, cBbp3aHo c rroBnrrraBaHe Ha
rJraAxo-MycKyJrHr,rr rolryc B aHTpyMa Ha croMaxa H ABaHaAecorrpbcrHuKa. Cuurauero Ha xpaHara B
TIHKHTe qepBa ce sa6asc H ce yBennqaBa KoHTpaKTvrrwrera Ha qepBara. Bunure Ha nepltcr:ulTlrKa B
KoJIoHa otcra6nat, AoKaro roHyca ce [oBI,ruIaBa Ao crerreH Ha cna3bM, BoAeIq Ao KoHcrH[aIIHc.

5.2 Oapnraxox[rrernrrnrrcnoficrna

Cre4 npueu na ra6rgrrn DHC CONTINUS, AnxItApoKoAeI,IH ce a6cop6upa 4o6pe r
racrporrHTecrvPlaJtl1lvtfl TpaKT u rrJra3MeHHTe HI,tBa ce rloA4bpn€T rrocTotHHu B paMKI{Te Ha l2-'[acosnn
r,rHTepBaJr Ha Ao3HpoBKaTa.

Karcro H ApyrHTe rrpor,BBoAHH na QeHanrpeHa, AuxrqpoKoAexH ce uera6orn3l,Ipa DIaBHo B qepHns

Apo6, a uera6olurure ce eKcKpervp{r [pe.{r,rMHo c ypnHara. Mera6orusMbr Ha Ar,rxrlApoKoAeuH
BKJrroqBa 0-Aeuerurn3auvts,, N-.qeueruru3ar\Lrs, a 6-rcero peAyKIrHt.



5.3 [pe4nlnnnqHn AaHHll ra 6eronacnocr

Hrua 4onutHI,ITeJIHH [peAKrIlHHrrHH AaHHr.r, r.rMarrlu orHorrreHr{e KbM flpecKpnnropa, ocBeH Beqe
nocorreHHTe B oTAeJrHnTe TOqKH B KpaTKaTa XapaKTepUCTHKa Ha rrpOAyKTa.

6. OAPMArIEBTr4rrrrr4 AAHril{

6.1 Cnncrrc Ha noMorrlH[Te Ber[ecrBa

Jlaxrosa, 6essoAHa
Xu4poxcueruJr rleJryJro3a
I{erocrepnloB :urKoxoJr
Marnegues creapar
Ta.nr
flpeuucreHa noga

6.2 HecrsmecuMocrrr

He ca rgsecfi{H.

6.3 Cpon Ha roAHocr

3 roaaHpr

6.5 Cneqna;rHn ycnoBrrfl Ha cbxpanenne

.{a ce crxpanssa r.o4 25o C.

6.6 Aannn 3a orraxoBKara

1. PVC/ PVdC 6rucrepu 20 Uttr c rpr6 or cryAeHo-reMnepoBaHo anyMnHr{eao Sorno (10,20,30,40,
50, 56 wm 60 ra6nerxr,r);
2. flonnnponurenos/ rroJrneruJreHos roHrafiHep c noJruerr,rJreHoB KanaK (10,20,30,40,50, 56 unu
60 ra6nemra).
He acllqxn BHAoBe orraKoBKrr Mofar Aa6rAal nycHaru n npo4ax6a.

7. IIPI,ITEX(ATEJI HA PA3PEIIIEHIIETO 3A YIIOTPEBA

Mundipharma Ges.m.b.H.
Apollogasse 16-18, Postfach 83
1072 Wien
Ancrpux

8. HOMEP(A) HA PA3PETITEHT4ETO 3A yTTOTPEBA

60 mg: 20000388
90 mg: 20000389



9. AATA HA TIbPBO PA3PEIIIABAHE/TIOroIOB'IBAHE HA PA3PEIIIEHI,IETO 3A
YNOTPEEA

23/05/2006

10. AATA HA AKTYAJII,I3I,IPAHE HA TEKCTA

05t20rl


