KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1.  MME HA JEKAPCTBEHHUS IMPOXYKT

Morphine Teva 10 mg film-coated prolonged release tablets /Mopdun Tepa 10 mg ¢uimupanu TabneTku ¢
yABJDKEHO OCBOOOKIABaHE
Morphine Teva 30 mg film-coated prolonged release tablets /Mopun Tepa 30 mg puIMHpaHH TabNeTKH C
'YABIDKEHO 0CBOOOKAaBaHE
Morphine Teva 60 mg film-coated prolonged release tablets /Mopbux Tesa 60 mg dbunmupanu Tabnerku ¢
yIBIDKEHO 0cBOOOKAaBane
Morphine Teva 100 mg film-coated prolonged release tablets /Mopdun Tepa 100 mg ¢punmupanm TabneTku ¢
YABIDKEHO OCBOOOXKIaBaHe

2, KAYECTBEH 1 KOMITMYECTBEH ChCTAB

Bcska Tabnerka ¢ yABIDKeHO 0¢Bo00XKIaBaHe ChABPKA CBOTBETHO:!

Mopduros cyndar nentaxuapar 10 mg (Morphine sulphate pentahydrate), otroeapsin Ha 7,5 mg MOPQHH,
Mopdunos cyndar newraxuapar 30 mg (Morphine sulphate pentahydrate), otroBapsul Ha 22,5 mg MOPOHH.
Mopdunos cyndar nenraxuapar 60 mg (Morphine sulphate pentahydrate), otroapsi Ha 45 mg mopduH.
Mopduros cyndar nearaxuapar 100 mg (Morphine sulphate pentahydrate), otroBapsui Ha 75 mg MOPOHH.

3a ITBJIHHSA CITHCHK Ha MOMOILHUTE BEIIeCTBa, BIDKTE To4Ka 6.1,

U3NBLNHNTENHA ATEHUMA 110 NEKAPCTBATA |

Kpamika xapaxmepucinuxa Ha npodyume - Mpunoicenue 1
dunmMupanu TabJETKH ¢ YIBDKEHO 0CcBOOOXKIaBaHe 134=x 9 AL \0.05 |
10 mg: GHBG*p‘J:}OBH, (];)HJIMHpaHH Tﬂﬁ.TIETKH ¢ HAJMMIC ::10:: P |

30 mg: cuBo-cHHH $HIMHpaHu TabneTkH ¢ Haanue “30” P 5,? -Z/ 2O N0

3. JEKAPCTBEHA ®OPMA

Krv PY \'SF%

e P L AR

60 mg: pOSQBH llJHJ'[MHpaHH TﬂﬁIIETKH ¢ HAIMUc “60“ ! L U
100 mg: noutn 6enu punmupanu Tabnerky ¢ Haanue <1007

4. KJAHHYHH JAHHH

4.1 TepaneBTHYHH HOKA3AHHS

Jleuenue Ha cwitHa 60mka, ocobeHo 60ka npu pakoBH 3abonaBaHuA ¥ cleJonepaTHBHa OoJiKa.

4.2 [Jo3apoBka H HAYYHH HA NPHJIOKEHHE

Mopdun Tepa duimupanu TabeTku ¢ yab/DkeHO 0cBoGOXMIaBaHe ca 3a NIEPOpaTHO NIPUIIOKEHHe U TpAOBa
na GbIAT NOrTHILAHHM LS/ ¢ HAKaKBa TedHocT. TabneTkure ¢ yankeHo ocBoboxaasane Mopdun Tesa He
TpsabBa Ja ce YyNAT WIM pa3TBapAT NpeAd IMPHIcKeHHe. PasTBapAHeTO WIH CYYNBAHETO HM INE HapyIIH
MeXaHH3Ma Ha YABDKEHO OcBOGOXKAABAHE M IIe AoBeAe A0 6B5p30 ocBobOMKAaBaHE Ha MOP(DHH, KOSTO MOXKe
112 IpeIU3BHKA /10 3HAYMMM HEXKEJIAHH PEaKiyH, |

JleueHueTO 3amouBa ¢ THTPHpAHE Ha J03aTa ¢ JCKAPCTBEH MPOAYKT, ChAbpKall Mopdun ¢ He3abaBHO
ocBoboxaaBaHe (TabJieTKH WM PasTBOpP) A0 AOCTUTraHE Ha 1034, KOATO OCHIYpABA afACKBAaTCH KOHTPOJ Ha
Gonkara. Clesl TOBa MALMEHTHT NPEMHUHARA HA EKBHBACHTHA THEBHA nbaEoRcyadar TabneTky ¢
yIOBIKeHO ocBobokaaBaHe. bonkata, KOATO He Moxe Aa Objae om f g2y, TpAOBa na Obae
nexysaHa ¢ Mop¢HH ¢ He3abaBHO ocBoboXkaaBaHe.




Mopdun Tepa ¢pramupaHu TabNeTKH ¢ yab/DkeHO ocBoboxkaasane Tp:AOBa Aa ce npuiara Ha HHTCPBAIM OT
12 yaca. JIo3aTa 3aBHCH OT cujara Ha 6oikara, Bb3pacTTa Ha MALMCHTa H AHAMHECTHYHH JAaHHH OTHOCHO
NpealecTBalla HyKaa oT 06¢300ns1Baly.

Buwspacmnu u ionowiu nao 12 zo0uwuna ev3pacm, cied HAYANHA MEPANUA C KOHBEHYUOHAANA (hopma Ha
mMopun

I[Tpy HOpMaJiHH 06CTOATENICTBA, NALMEHTHTE ChC CHIIHH OOJIKH 3armo4BaT Je4eHHeTo ¢ 10 — 30 mg MopduHoB
cyndar Ha BcekH 12 9aca; NALMEHTHTE ¢ MO-HHCKO TEJIECHO TETJIO ¢ HYXKIAAT OT HO-HMCKA HavdallHa 103a.

[MauueHTH ¢BC CHIHA 6OJIKA, HEKOHTPOJIHpYEMa C Mno-cnabu onuouaM (Hamp. AMXMJPO-KoAeHH) TpabBa Aa
nojiydyar HavauHa no32 oT 30 mg MopduHOB cyndaT Ha BcekH 12 yaca; MAMEHTHTE C MO-HHCKO TENECHO
Terjao ce Hy>KJZasT OT MOo-HUCKA HadalHa Jo3a. 3a NalMeHTH B CTapyecka Bh3pacT, KOMTO MOXCe Ja ca mno-
YYCTBHTEJIHH KbM MOpP(HH, 3a MaLHEHTH C MO-HUCKO TEJICCHO TErJIo, 3@ TaKHBA C XHIOTHPCOMIWIBM M

MALMEHTH ChC 3HAUUTETHO HapyiueHa OB0peuHa win 4epHOApoOHa PYHKIHA € MOAXOAAIA HAaYalHa 4034 OT
10 mg nueBHO (Bxk. T. 4.4 1 5.2).

HapacTteane cunara Ha GoNkaTa me AoBeAe A0 yBellHYaBaHE Ha jo3aTa Ha Mop¢uHa. [IoBHinaBaHe Ha 1o3aTa
¢ 30-50% e noctaThuHO. TOYHATA HO32a 32 BCEKH OTAEJICH NAallMeHT € Ta3Hu 1033, KOATO € NOCTAaThYHA 3a
KOHTpO Ha Gonkara 6e3 Wik ¢ NOHOCHMH HeXeNaHH eeKTH 3a Henud 12-4acop nepyox.

[MammenTute, nonyyasamy MoppuH Tesa bHiMHpaHH TabneTKH ¢ yABIDKEHO OCBOOOKAaBaHe BMECTO
MapeHTepaNnHo npuwiaras MopguH TpsabBa Aa OBJAAT NeKyBaHH C TOBHIICHO BHHMaHWe, Ha Oazata Ha
MHIUBUAYATHATA YYCTBHTE/IHOCT, KOETO O3Ha4yaBa vue HeoOxojuMMaTa WM JHEBHA N03a He TpaOBa ja ce
HamueHaBa. Karto pesylTaT OT 3aMeCTBAaHEeTO, MOXKe Ja MMa HaMalsBaHe Ha aHaire3dpamui egexr.
Hopmando ¢ wneobxonumo 100% nosBHIIaBaHe Ha AHEBHATa A03a CNPAMO J034T4 HAa MNapeHTEpaHO
npuiarasis MopduH.

Tpabpa na Gbie NOAYEPTaHO, Y€ MALMEHTH BEAHBXK THTPHPAHH N0 elHa e(EeKTHBHA 103a Ha HAKOS
OIMOMAHO JIEKApCTBO He TpsOBa jga OBAAT MPeXBBPIAHHM Ha APYro MOPQHH-CHABPXKALIO JICKAPCTBO (C
MPOB/DKHTEHO WIH YALDKEHO OCBOGOKIaBaHe) HWiIH APYT HAPKOTHYEH aHANreTHK 6e3 HOBO THTpHpaHe Ha
no3aTa M KIMHHYHA OLIGHKA. B npoTHBEH CiTydaii NpoAB/DKUTETHOCTTA Ha KIHHHIHHAT ¢EKT He MOXe Jia
6bae rapaHTHpaHa. |

Heua na u nao 6 zo0ouwina ewv3pacm |
[IpenophuBa ce HavamHa JHeBHa Jio3a ot 0,2 — 0,8 mg/kg TenecHo Terno Ha BeekH 12 4aca ¢ ajAanTHpaHe Ha
no3ara, KaKTo U MPH Bb3PaCcTHHUTE.

AKko Ta3u NekapcTBeHa Gopma He I03BOJIABA Ja Ce jaje npernopbuBaHaTa no3a (TablieTka ¢ YIB/DKEHO
ocBoBOXKAaBaHe), Torasa Tpa6Ba Aa ce u3bepe Apyra fekapcTBeHa GopMa.

Cneuuannu nonyaayuu om nauuenmu
[Ipy nauMeHTH B CTap4yecKa BB3pACT, NALMEHTH C XHMIOTHPEOHMAWIBM H MAalMEHTH CBC 3HAYMTETHO

HapylleHUe Ha ObOpeuHara WM 4YepHOApoOHaTa QYHKUHMS ce MpernopbpuBa IO-HHCKA HadvajiHa J103a.
(BK.T.5.2).

Hocmonepamusna 60aka
Mopdun Tepa punmupanu TablieTkl ¢ yAB/DKEHO 0CBOOOKAaBaHE HE CE MPENMOPHYBAT O BPSME HA MBPBUTE
24 vaca ciel ONepaTHHa MHTEPBEHLMS WIM 10 BB3CTAaHOBABAaHE HA HOpMaJHaTa QyHKUMA Ha uepsata. Ilo
NpeLeHKa Ha JIeKapsA MOXE /ia Ce H3MOJ3BaT C/ICAHHTE JO30BH CXCMH:

* [lammentn oz 70 kg: 20 mg Ha Bceku 12 uaca

* Tlaumentu Haa 70 kg: 30 mg Ha Bceku 12 gyaca

» JlanueHTH B ¢cTap4yecKa BB3PAcT. MpenophiBa ce NMo-HUCKA A03a

» Jlena: npuiIoKeHHETO HE C€ NMPENOPHYBA.

4.3 Ilporasonoxkasanns

» CBPEXUYBCTBHUTEJIHOCT KbM MOP(QHH HIH KbM HAKOEC OT N
dunMHpanu TabeTku ¢ yAB/DKEHO OcBobOXKAaBaHe




* Jlena moA 6 roAWINHA BH3PACT, Thil KATO MOTTHINAHETO Ha LETH TabNeTKU H3UCKBa OpodapHHIeancH

KOHTPOJI
® [IotHCKaHe Ha AMLIAHETO

» O6¢cTpyKTHBHH 3a00nABaHHA Ha JHXATETHHTE ITHTHIIA

* KOHBYJICHBHH Pa3cTpoONCTBa

* TpaBma Ha rnaeaTa

= [loBHIIEHO BETPEUCPEIIHO HAIATAHE

* [lapamUTHUYEH HIICYC

" “OcTBp KOpEM”

» 3abaBeHO M3Npa3BaHE HA CTOMAaxa

* Octpo YepHOAPOOHO 3abonsaBane

* Cnea-onepaTHBHA MHTEPBEHLMA Ha HUTHYHHA MEXYP H XITBYHHTE ITHTHILA

" 24 qaca npeau XOpAOTOMMA

» EgnoBpeMeHHO npwiokenne Ha MAO uHXHOMTOPH WIM B paMKHUTE Ha 2 CeIMHLM cref
NpeyCcTAHOBABaHEe Ha NMPUIOKEHUETO HM

» EfHoBpeMeHHA yrioTpe6a Ha arOHHCTH WIH aHTaroHMCTH Ha MopduHa (BXK. T. 4.5)

* 3aBMCHMOCT OT aIKOXOJ WM XHITHOTHIIH,

4.4 CuoenHaJHH OpeAYNpeXKAcHAS H OPeATAHE MEPKH HPH yHnoTpeda

la ce M3NON3Ba ¢ MOBHILIEHO BHUMAHHME IMPH MALWACHTH ¢ HAPKOTHYHA 3aBACHMOCT H MNpH MAllHEHTH ¢
XHITOTHPEOHANIBM C XHIIOBOJICMHS, HAPYLLIEHHS Ha Ch3HAHMETO, 3a00/IABaHHA Ha OMITHAPHUS TPaKT, AUTBYHH
win OnOpeuHH XOMHKH, TAHKpeaTHT, OOCTPYKTMBHYM H BBINAIMTSIHH 3alondBaHMi Ha 4epBara,
XHIepTpodus Ha MPOCTATHATA HJIE3a U aZIPEHOKOPTHKAIHA HHCY QHLINCHLMA.

[IpenonepaTueHoTo npunoxenue Ha MoppuH TeBa ¢nnMupan TabneTku ¢ yABDKEHO 0cBoO0XKAaBaHE He
ce MpenophYsa.

Edexture Ha MopdHHa ca MpudMHA 32 3oynoTpeGa u NpH peAoBHa HENOAXoAsllla yrorpeba Moxe aa
HOBeAaT A0 3aBHCHMOCT. ToBa ofade He € roaaM npobieM MpH JNeYEeHHETO Ha MAIMEHTH ChC CHIIHYU DOnKH.
Crie/l NPUNOXKEHHE HA TEPANEBTHYHHU J03H B MPOXBIDKCHHE HA 1-2 CEAMHLIA MOXE /a Ce pa3BHe (PH3HIECKa
M NCHXHYecKa 3aBucHMocT. ExxennenHaTa ynotpeba npy manueHTH ¢ XpoHHYHA §0JIKa HaMalsgBa PHCKA OT
ncHXH4ecka U QHU3NYECKA 3aBHCHMOCT M HE € TOJIAM MpobiieM IpH Je9eHHETO Ha 6OJHM ChC CHITHM OOJIKH.
HMa w3onMdpaHH ClTydad Ha pa3sBHTHE Ha 3aBUCHMOCT 2 -3 JHM CJIe]] 3a04BaHe HA TEpanusATa. PHCKBT MOXe
Aa 6pAc HaMaJleH 4pes CrasBaHe Ha CTPOTO OMpeZielieHa CXeMa Ha NpHokeHHe. BHe3anHOTO NpeKbCBaHe Ha
NEYEeHNeTo ciel MPOABDKHATENIHO TIpWwiIoxkeHne obaye MOKe Ja NpeAW3BHKA CUHAPOM Ha OTHEMaHE B
pAMKHTE Ha HAKONKO d9aca. CHHAPOMBT OOHMKHOBEHO JOCTHra CBOA MakCHMyM 36-72 waca cnen
npeKpaTABaHe Ha JICMEHHETO ¢ MOPUH.

CalllecTBYBa KPBCTOCAHA TOMIEPAHTHOCT € JAPYTH OITHOHIIM.

[Ipy BL3HWKBAHE WM CHMHCHHE 33 NapalWTHieH wieyc, ynorpeGara na Mopdun Tesa dunmMupanu
TabneTky ¢ yaspkeHo ocBobokaaBaHe Tpabea xa 6bpae He3abaBHO MPEeyCTAHOBEHO.

Kakto u Bcuukn mopdHH-chabpxami npenapati Mopdpun Tesa ¢unMupann tabneTkM ¢ yABIDKEHO
ocBoBOXAaBaHe TpAOBa Ja Ce M3IION3BAT ¢ MOBUIICHO BHHUMAHWUC NOCT-ONEPATHBHO M CJIEA KOPEMHH
onepaLmy, Thil KaTo MOpGHUHET HapyIaBa THHKOMPEBHUS MOTHINTET. MopduH Tepa punMupaHn TabneTku
¢ YABDKEHO 0CBOOOXKIAaBaHEe MOXE Jia ce M3IM0JI3Ba OTHOBO, CAMO KOTraTo JIEKapaT € yOeaeH B HOPMATHOTO
(G YHKIHOHMpAaHe Ha YEpBaTa.

Ilpy maieHTH B CTapyecka Bb3PAacT, MAlMEHTH ¢ XHUIIOTHPEOHIAW3BM H MALMEHTH CbC 3HAYMTE/THO
RapyueHa 6s0pevHa UM depHoApoOHa GyHKIMA ce MpenophYBa HamMaLiBaHe Ha J03aTa (BX.T..2).

moHoxupat. Te He TpaOBa Ja ce NpeanMcBaT Ha MAlHEHTH ¢ peiKH Ha // .
HEMOHOCHMOCT, Lapp-nakTaseH AeOHLHT HIIH IIIIOK030-TaIaKTO3HA MaJfaf

Mopdun Tesa, Tabnetku ¢ yasmkeHo ocoboxasaHe ot 30 mg ct
Aa NPeAU3BHKA AIEPIrUYHH peaKUHH.



Mopdun Tera ¢punmupanu Tabnetku ¢ yaeppkeHo ocBoboxkaasare ot 60 mg cupabpikaT ousetuten E110 u
E124, kouTO MOXKE 12 TIPEAU3BHKAT ajlepruiHM peaklyH.

4.5 BsaamoaciicTBHE ¢ APYrH JIEKAPCTBEHA NPOIYKTHE H APYTrH (JOPMH HA B3aHMOACHCTBHE

Mopdue noTeHLHpa e(pEeKTHTe Ha TPAHKBWIM3ATOPH, AHCCTCTHLH, XMIHOTHIM, CEAAaTHBH, AJKOXOI,
MYCKYJIHH pPENaKCaHTH M AHTHXHMIICPTCH3IMBHU MeaukaMeHTH. CHMETHIHH HHxuOupa Metabogu3Ma Ha
mMop¢uH. KNMHMYHOTO 3HaueHHe Ha TOBA B3auMOACHCTBHE HE € H3BECTHO.

UssectHo €, ue MAO HHXMOHTOPHTE B33aMMO/EHCTBAT ¢ HAPKOTHYHHUTE aHAIINCTULIA Y TOBa BOJAHM A0 Bb3OYyAa
WIH MOTHCKAHE Ha LICHTPATHATA HEPBHA CHCTEMA ¢ XMIISPTOHHYHA WIH XHITIOTOHHYHA KpH3a.

PupaMnHupH HHAYIMpa MeTabosiH3Ma Ha NEpOpanHO MNMPHIOKEHHs MOPOHH B rojiiMa CTENeH H 3aTOBa
MOKe Jia ca HeoOX0AuMH TI0-BUCOKH JO3H.

KoMHNIpaMMH ¥ aMUTPUNTWINH YCHIIBAT AHAITCTHYHHS €(EeKT Ha MOP(HH, KOETO YaCTHYHO MOXE A4 C€
IBIDKH Ha MOBHIIeHAaTa SHOHATHYHOCT. MOXKe Aa ¢€ Ha/loXKHM NMPOMsSHA Ha J103aTa.

KoMOuHaLMATa ¢ arOHMCTH WIM aHTaroHMcTd Ha Mopdun (OyrnpeHopduH, HanOy(pHH,NEHTA3OLMH) €
NPOTUBOINOKA3aHA, Thi KATO KOMIMECTHUTHUBHATA ONIOKaja Ha peLIENTOPHTE MOXKE Zia NpeAH3BHKA HaMalliBaHe
Ha aHAINeTUYHUA eeKT C PUCK OT BE3HHKBAHE Ha CHHJIPOM Ha OTHeMaHe (BXK. T. 4.3).

4.6 DbpemeHHOCT H KbpMene

MopduHoB cyndar He ce IpenopryBa NO BpeMe Ha OPEMEHHOCT, ThH KaTO NpPOYYBAHHUATA IPH XKHBOTHH
MOKA3BaT YBpexkRaHe Ha MoKojeHueTo. MopdUHOB cyidar HE C€ MpenopwpYBa IO BpPEME Ha paxAaHe,
NopajgM PHMCK OT PeCHpaTOpPeH AMCTPeC CHHAPOM IIpH HOBOpoieHOTO. MopduHoB cyndar TpabBa na ce
M3II0JI3Ba TI0 BpeMe Ha OpeMEeHHOCT caMo, akO NMOTCHLMANHHTE ITOJI3H 3a MailKaTa HAAXBEPIAT Bb3MOKHHUA
pHck 3a mioga. He ce npenopbuBa NpHIOKEHHETO My Ha KbPMEIIH MaikH, TEH Karo MOpdHH ce eKkcpeTHpa
B KbpMaTa. AKO MaiikaTa ¢ Oijla Ha XpOHUYHO JIEUCHHE MOXE Jia ce Habmo/JaBa CHHIPOM H& OTHEMAHE NPH
HOBOPOAEHOTO.

47 EdexTn BLpxy cnocobaoctTa 332 modrpane 1 paboTa ¢c MAIIEHH

VrnotpeGara Ha MOp(dUH MOXKe J1a IPSAHU3BHKA HAMA/sIBaHe Ha crocoOHOCTTA 33 PEaKUMsd H KOHLICHTPALHA.
CrniocobHocTTa 3a modupaHe U paboTa ¢ MalIMHU Moke Aa Obae noHwkeHa. Tosa TpsAOBa Jia ce ouakpa
ocofeHo B HAYaNOTO Ha JIeYeHHETO, NPH NMOBHIIABAHE Ha A03aTa H B KOMOWHALMA ¢ aNKOX0/ W/IH ApPYrH
JIEKapCTBa ChC CEATUBHO AEHCTBHE.

4.8 HeXe/IaHH JeKAPCTBEHH PeaKIHH

Hapyuwienua na umyrnama cucmema:
Peoxu (0,1% unu no-pedxu, no noseve om 0,01%)

AHadpunaxTHuHH H aHaQWIaKTOMZAHH peakiu. Mopdpun Moke 1a npeaussBuka ocBoOoKIaBaHe Ha
XMCTAMMH, KOMTO € OTTOBOPEH 32 Bh3HHKBAHETO HA PEaKLIMK KATO YPTHKApUs H NPYPUTYC.

Heuxuunu napyuenun
Hevecmu (1% unu no-manxo, vo noseve om 0,1%)
O6bpkBaHe, BE30Ya, cenanms, IPOMEHH B HACTPOSHHETO H XAJHOLIMHALMH.

Hapywenun na nepenama cucmema

Yecemu (10% unu no-manxo, Ho noeewe om 1%)
CBHIUBOCT.

Heuecmu (1% unu no-manxo, Ho noseue om 0,1%)
CBeToBBpTEK M ri1aBobonue.




Peoxu (0,1% unu no-manxo, Ho nogeue om 0,01%)
be3cbHHE H MOBHLIECHO BHTPCYCPENHO HAIArAHE,

Hapyuwienun na ouume

Uecmu (10% unu no-manxo, no noseue om 1%)
Mmuo3a.

Peoxu (0, 1% uru no-manxo, no noseve om 0,01%)
3aMBIICHO 3pEHHE.

Covpoeunu napymenun

Hevecmu (1% wiu no-manxo, Ho nosevwe om 0,1%)
Iannwrauum.

Peoxu (0, 1% unu no-manxo, Ho noseue om 0,01%)

bpaguxkapams U Taxukapams.

Cvooeu napywuenun
Peoxu (0,1% unu no-manxo, no nogeye om ,01%)
IloHkeHNEe Ha apTEPHANTHOTO HAIATaKe.

Pecnupamopnu, 2pvORu U MEOUGCMUHAIRU HAPYUIEHUA,
Heuecmu (1% unu no-manko, no nogeve om 0,1%)

TToTHcKaHe HA ZMIIAHETO U OPOHXOCIIA3BM.

Peoxu (0,1% wnu no-manxo, Ho noeeue om 0,01%)

[IpucTenM Ha OpOHXHATHA acTMA NPH YYBCTBUTETHH MALMEHTH.

Cmomauuno-upesHu HapywieHun,

Yecmu (10% unu no-manxo, Ho nogeve om 1%)

I'aneHe, noBpbinaxe M 3anek. [Ipu nogsa Ha razeHe U nospbmane Mopdun Teea ¢punmupanu Tabnerku ¢
YABIKEHO OCBOOMKAaBaHe, ako € HeoOX0QHuMO, MOXke Ja c¢ KoMOHHMpa ¢ aHTMeMeTHLM. KOHCTHNAIMATA
MOJKe Ja ¢€ JICKYBa ¢ MOAXOAHIH JIAKCAaTHBHH CPEICTBA.

Heuecmu (1% unu no-manxo, Ho noseue om 0,1%)

CyxoTa B YCTATa, KOJIUKH.

Hapyuienua na Koxcama u noOKo0JNCHamMa muvKan
Heuecmu (1% uau no-manxo, Ho nogeve om 0,1%)
H3noTaBaHe K 3a9¢PBABAHE HA THLIETO.

Peoxu (0, 1% unu no-manxo, no nogevwe om 0,01%)
CTyaeHH TPHIKH.

Hapyuienua na 6vbpeyume u nukounume nomuula
Hevecmu (1% uau no-manxo, o nogeve om 0,1%)
Konuky, peTeHLMA Ha YPHHATA M CNA3BbM HA SKTBYHHTE WIH ITHKOYHHTE ITHTHIIA.

Ob6wiu napywenun u epekmu Ra MACIOMO R RPURONCERUE
Peoxu (0, 1% uau no-manxo, vo nogeve om 0,01%)
ACTeHHS, CHHKOII.

4.9 Ilpenosmpane

NTHCKARS A JUIIAHETO H
-3 3dhpMoyarama ce

[IposBrTe Ha MOPQHUHOBA HHTOKCHKALIHA H IIPeAO3HPaHE Ca TOYKOBHIAHH 3CHHUY
XHMITOTOHHUA. B Mo-Te)XXKd cirydau MOraT Ja ¢ NOABAT HHUPKyNaTOpHa HE0 7

koMa. JIOITETHUTENHO MOXKE Ja C€ MOABAT TAXUKAp/AMs, CBETOBLPTEK, XHJIQ! IRy N OTOHHH,
MpH Jena ca HaGmoAaBaHy reHepanu3upaHyu rPUOBE. %l“ PO

fﬂ '\ T ‘*-h:.f
Jleuenue Ha NpesO3UPAHETO ¢ MOPHHH: = /.



Otr ocobeHa BaKHOCT € OCHIypABaHE NPOXOAMMOCT Ha JAMXATe/HUTE HBTHIIA K AacHCTHpaHa WM
KOHTPOJIMpaHa BEHTHJIal(UA.

B cnoyvaii Ha TEXKO TIpelo3UpaHe ce IMpenopbyBa HHTPABEHO3HOTO [IPHIOKEHHE HA HAJIOKCOH.
IIpenoprunrtenHo e npwiokeAnero Ha 0,4-0,8 mg HaNOKCOH MHTPABEHO3HO. AKO € HEoOXOAMMO Ta3W
MHIDKEKIIHA MOXKe Aa ObAe MOBTOpEHA Mpe3 HHTEPBAIH OT 2-3 MHHYTH HJIH J1a ¢€ MPHIOKH oA (opMaTa Ha
MHTpaseHo3Ha MHGY3uda Ha 2 mg B 500 ml dusuomorvuyeH pasteop WiH 5% pa3sTBOp Ha IUIIOKO3a
(0,004 mg/ml). CxopoctTa Ha WH}Y3uaTa TpaOBa Ja € choOpaseHa ¢ NMPEABAPHTENHO NMpHIokeHaTa bomyc-
1033 M ¢ peakiMATa Ha MaUMEHTa KbM Hesd. Thit KaTO NMPOAB/DKHTEIHOCTTA HAa ACHCTBHE HA HAJIOKCOHA €
CPaBHHTEIHO KpaTka, NalMeHTHT TpAbGBa jga Obae BHMMATeNHO HabloAaBaH N0 BB3CTAHOBABAHE Ha
crioHTanHoTo AumaHe., Mopdun TeBa dunMupanu TabneTkd ¢ YXB/DKERO OCBOOOXKIABAHE IOCTABAT Ha
OpraHu3Ma MOop(HH HENpPEeKbCHATO U ro Jo0aBAT KbM HAJIWYHOTO BEUE B TAJIOTO KOMMYECTBO, 32 MEPHOA OT
12 yaca WM noBede Cnej NPUTIOKEHHETO. 3aTOBA JISYEHHETO HA MPEAO3HPaHEeTO ¢ MOpdHUH TpabBa na Onae
¢boOpaseHo ¢ TO3H QaKT.

HanokcoH He TpsaOBa Aa ce mpwjiara npu OTCHCTBUE Ha KIIMHHYHO 3HAYWMO NMOTHCKAHE HA JUINAHETO WIH
obImara LHPKyNaiMi, KaTO pe3y/Irar Ha npefo3upaHe Ha mopduHa. Hanokcon Tpabsa saa ce mpunara ¢
MOBHIICHO BHHMAaHHE Ha XOpa, 3a KOMTO € H3BECTHO WM C€ MOJ03Mpa, 4e MMaT (pu3HvecKa 3aBHCHMOCT OT

Mop¢uH. B TakuBa cimyvan BHE3aIIHO WM ITBTHO OJ0KHpaHe Ha e(EKTHTE Ha ONHMATHTE MOXKE A3 JOBEAC [0
OCTBp CHHAPOM Ha OTHEMAHE, |

5. GOAPMAKOJOI'NMYHHU CBOUCTBA

5.1 <PdapmakoanHAMHYHE CBONCTBa
dapmakoTepanesTuHa rpyna: omuonad, ATC xoa: NO2A ACl

Mop(HH € aroHHCT Ha ONMATHHTE PELSTITOPH B LIEHTPAJIHATA HEPBHA CHCTEMA, IIaBHO |L-PELISITTOPHTE U B
MO-MaNKa CTeNneH 3a K-pellenTopH. bnarogapeHne Ha yAB/DKEHOTO OCBOOOXKIABaHE AHAINCTHYHMA CPEKT Ce
MOXbPKA 3a MpHOMM3NTENHO 12 Yaca.

Cuuta ce, 4e p-pelieNITOPHTE Ca AHTAKHMPAHH B CYNPACNHHAIHATA aHANre3Hs, MOTUCKAHETO HA AMIIAHETO H
eydopHaTa, a K-PELIETTOPHTE Ca OTFOBOPHH 3a CITMHAIHATA AHANNE3MsA, MHO3aTa M CEALMATA.

MopduH MMa aMpekTeH e(eKT BBhPXY HEPBHMTE IUIGKCYCH B 4YpEBHATa CTEHa, KOETO € IPHYHHA 3a
KoHcTHOAIMA, [IpH nanueHTH B CTapYeCcka BB3PACT aHAITETUYHHAT e(PeKT Ha MOPQHH € MO-CHIHO H3Pa3eH.
Mpyru edexrn Ha MOp(HHA BHPXY LIEHTPAIHATA HEPBHA CHCTEMA Ca rajicHe, MOBPBILAHE H 0CBOOOKAaBaHe
HAa aHTHIHYPECTHYCH XOPMOH. |

HenpecuBuns edekr Ha MopdHHA BHPXY AMINAHETO MOXE Aa AOBEAC A0 AHXATeHA HEeAOCTATBYHOCT NMpPH
NallMEHTH ¢ HAMAJIEH AMXaTelleH Kanmauurer B creAcTBue Ha OenozapobHo 3abonsgeaHe WIH ymoTpeba Ha
APYTH JIEKAPCTBEHH MPOXYKTH.

EdexTrTe Ha MOpPHH MOXKE Ja c€ YCHUNIAT NPH NALHEHTH ¢ CHUEhAHT,

5.2 dapMakOKHREeTHYHH CBOHCTBA

MakcuManHaTa IUia3MeHa KOHLIEHTpalMd ce AOCTHra NpHOIH3HTEHO 2 4aca ciiell NPHIOKEeHHETO. Chex
NEpopaIHO MpUIOXKeHHe ce HaboaaBa CHIHO M3pa3eH H BapnabuneH edexT Ha MbpBO NpeMHHaBaHe (first
pass). buonannmaHoctTa Ha MopduH e 30%, xato Bapupa Mexay 10 u 50%. buoHamuuHOCTTa HAa MOPQHH
MOXe€ J1a HapacHe NpH MAaIMeHTH ¢ depHoApoOeH kapuumHOM. T, Ha MOpQHH He ce IPOMEHS, KOTaro
TabNneTKUTe CE€ mnNpHEMaT ¢ XpaHa. EJHOBpeMEHHOTO IIPWIOXKEHME C XpaHa HAMa e(geKkT BBpXY
¢papMaKOKHHETHKATA.

Mop¢uH ce ekckpeTHpa raBHO 4pe3 MetabonussM. B uepHua apo6 MopduHa ce npesprilla B HEAKTHBHUA
MeTabonuT MOpPUH-3-rMOKOPOHUA H B aKTHBHHSA MeTaboNnHT MOPPUH-6-TIIOKOPORKA, KONTO HMa MO-CHJIEeH

- ~

edext oT MOpdHHa. = MHHH
Yy I
MetabonuTure e eKCKPEeTHPAT riaBHO ¢ YpHHaTa (90% 3a 24 yaca)/Mbpduit BATC MeTabonuTH
B/M3aT B eHTepo-XxemaraiHata uMpkyjaums. [TpuGnusurenHo /[J-30% —f%%:-‘ TBUEAT\\ ¢ JKTBUKATZ B
H3NPAKHEHHUATA, TEPMHHATHHAT NOJTY-)KHBOT HAa MOpGHH Cllel MpPPIAF: '_' nbar, TabneTku
C SeEr AL, |
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¢ yaB/bkeHo ocoboskaaeane € 8 — 11 waca. [Ipubnusurento 20-30% ot MopduHa ce CBEP3Ba C TUIA3MEHHUTE
MPOTCHHH.

O6embT Ha pasnpepencuue ¢ 1-3,8 kg, dapMakokHHETHIHHUTE CBOHCTBa Ha MOpP(QHHA HE 3aBHCAT OT
no3ara. [InasMeHHWTe HHMBA Ha AKTHBHHA MOPPHH-6-TIIOKOPOHMI MOXE MOAYEPTAHO Aa C€ NOBHILAT IIPH
NalyeHTH ¢ IOHkKeHa Op0pedna QpyHKIMA.

Mop$HH-6-rIOKOpOHHA NIPeMHHABa KPhBHO-MO3BYHaTa Hapuepa.

Mop¢uH npeMHHaBa IUalieHTapHaTa 6apHepa U ¢¢ eKCKpeTHpa B KbpMara.,

5.3 IlpeaxnaHHEYHH JaHHEA 328 6€30MACHOCT

ExcriepUMeHTAIHHTE TIPOYYBAHHA Ca MOKA3aId, Y€ MOPGHHOB cyndar HHAYLHpa XpOMO3OMHH abepaluH
IIpH )KHBOTHH, KAKTO B COMAaTHYHHTE, TaKa H B FepMHHATHBHHTE KJICTKH. MoOXKe Jia ce 04aKBa reHOTOKCHYEH
NOTEHUHAI, JIBAMOCPOYHH NPOYUBAHHA IIPH >XMBOTHM IO OTHOLICHWE KAPIMHOTCHHWUA MNOTeHIHal Ha
mop(dHHOB cyndat He ca nposexgaHd. Hakonko npoyuBaBHA ca NoKa3ajH, 4¢ MOPGHHH MOXe [a CTHMYTHpa
TYMOPHHA PacTexK.

B npoyuBaHHA npd XHBOTHH € YCTAHOBEH TEPaTOrCHEH NMOTEHLHAN H HEBPO-NIOBEACHYECKHM AS(HHULIMTH B
pa3BUBAlllMi C€ OPraHW3bM, HO AAHHWTE NIPH XOpa He MJaBaT AOKas3aTe/iCTBa 3a Mai(opMalMH HIH
deroToKCHYHH ehekTH Ha MOpdHHa.

6. ©®APMAIEBTUYHU JAHHU

6.1 Chnucbk HAa IOMODIHHTE BEIeCTBA

Tabnetku 10 mg:

Copyesuna na mabaemxama: NAaKTO3a, XHAPOKCHIpOnWA MeTuauenysosa (E464), creapHHOBa KuCE/NHHA
(E570), mardesnes creapar (E470b), cummiser auokena (E551).

Obguexa; MeTun xuapokcurponua uemyino3a (E464), monuetwieH rnukon 400, turados auokcun (E171),
xeneseH okcHzR, xuaT (E172), xkenesen okcui, kagsas (E172).

Tabnetkn 30 mg:

Copyesuna na mabremxama: NaKTO3a, XMAPOKCHIPONHA MeTHuuenynosa (E464), creapuHoBa KHCeTHHA
(E570), marueaues creapart (E470b), cinuuunes avokcun (ES51).

Obsusxa: MeTHI xHaApoKcunponun ueaynosa (E464), nonuerwier raukon 400, Turtanos quokcun (E171),
xoxuHWUN yepBeHo A (E124), unaurotud (E132).

Tabnetrku 60 mg:

Covpyeeuna na mabnemxama: NaKro3a, XMIAPOKCHIpPONMI MeTHiuenynos3a (E464), creapuHoBa KHMCEIMHA
(E570), marnesues creapar (E470b), cunuumen auokenyn (E551);

Obeuska: xugpokcHnponun Merwnneaynosa (E464), nomuerwnen rmukon 400, turador guokcua (E171),
couceT xBIT0 FCF (E110), koxuawn 4epseHo A (E124).

Tabnerku 100 mg;

Copyesuna Ha mabremxama: XHAPOKCHOponun Mmertwnuenynosa (E464), creapuHopa kucenusa (E570),
marHesueB creapat (E470b), cunnumes auokcua (ES51).

Obsusxa: XMAPOKCHnponun MeTwiuenynosa (E464), nomserunen raukon 400, thranos aunokcua (E171),
xene3eH okcHz, depeH (E172).

0.2 HecbBMECTHMOCTH

Henpunosxumo.




6.3 Cpox ma roanocrt

3 rONHUHH.

6.4 CpnenmajnH ycJ0BHE HA ChXpaHeHHe

To3u NeKapcTBEH NPOAYKT HE H3UCKBA CHEHHANHH YCIIOBHS 3a ChXPaHCHHUE.

6.5 lannn 32 ONAKOBKAaT#

PVC/PVDC/Al 6mmcrepan onakoBk# o1 7 H 10 TabneTxn.
Conemuna Ha onakoBkure: 10, 14, 20, 28, 30, 50, 56, 60 wm 100 TabiueTky.

He BcHYKH BHIOBE OIIAKOBKH MOTAT Aa OBAAT IMMycHATH B Ipojaxoda.

6.6 CoenHaJHH NpeANa3HH MEPKH OPH H3XBLPJISHE H pabora

HaMa cneldaiHy U3HCKBaHU,

7. IIPHTEXKATEJI HA PAZPEIIEHMETO 3A YIIOTPEBA

Tera dapmacioTnkeic benrapus EOOJ

yi. H.B.I'oroa 15, er. |
Codmus 1124
brirapus

8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Moppuu Tesa 10 mg
Mopdun Tepa 30 mg
Mopoun Tesa 60 mg
Mopdun Tepa 100 mg

9. JATA HA IIBPBO PA3PEHIABAHEAIOAHOBABAHE

YIIOTPEBA

Mopdun Tera 10 mg
Mop¢un Tesa 30 mg
Mopdpun Tesa 60 mg
Mopdun Tesa 100 mg

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Hoemepu 2008 r.

20030538
20030539
20030540
20030541

25.07.2003 r
25.07.2003 r
25.07.2003 r
25.07.2003 r

HA PA3PELHIEHHETO 3A




