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1. HaumeHoBaHMe Ha NEKapCTBEHOTO CPEeACTBO

SLOVALGIN® 60 retard
CHOBAJITTMH® 60 petapa

2. KonwnyecTBeH u KaueCTBEH CLCTAB

AxrusHo selyectso: Morphine sulfate 60 mg

3. JiekapcTBeHa cbopmé

Tabnetkn ¢ yabInkeHo ocBoboxaaBaHe.

4. KnvHMYyHU OaHHU

4.1. Noka3zanus

JleueHue Ha 0cTpa UMM XPOHUYHA CUITHA BOJIKa NPU TEXKM TPEBMIA, U3rapsHus, 1

0cobeHOo NpY RauMeHTn ChC 3rioKaYyecTeeHN 3abonsaBaHmns.

4.2. [o3MpoBKa ¥ HAYUH HA NMPUIIOXEHME

[losaTta TpsibBa Aa ce onpegenv MHAMBMAYaNHO B 3aBMCMMOCT OT cMMaTta Ha
Bornkara n Xxapakrepa Ha sabonssaHeTo.

Bb3pacThHu: 3anoyBa ce ¢ eauHuyHa fosa ot 30 mg npes 12 yaca.

[lpn TUTpyBaHe Ha edieKTuBHaTa aHanreTudHa fosa Tpabea fga ce W3nosisea

KomBuHaLms 0T pasnuyHn Ao3upoBki Ha mopdud (30 mg, 60 mg n 100 mg), kato
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napeHTepanHo nedyexHve ¢ MOptvHOBU fperapat KbM nepopanHo, Tpabsa pa ce
o4aKsa yBENM4eHWE Ha fosarta Ha npuemaHus MopdmH cyndhar (¢ okorio 100%).
MpofemxuTENnHoCTTa Ha nedYeHWe 3aBUCWM OT Xapaktepa Ha sabonsizaHeto. Mopagu
3HAYUTENHOTO BapupaHe Ha TOKCMYHOCTTa Ha MopduH UHAWBMAYarnHo, onpefensiHeTo
Ha MaxkcumanHaTa gHeBHa fos3a e TpygHo. lNpaBunHarta [osa € Tasu, npu KosTo ce
rnoctura cbneryasaHe Ha bornkata B HpoAbmkeHue Ha 12 vaca. B cnywali vye ¢
npegxogHara [o3a He € nNocTurHato cbnerdapade Ha DoOriKaTa B fO0CTaTbyHa CTEneH,
AHesHaTta Hos3a Tpsbsea fa 6vAe ysenndeHa npubnumautenHa ¢ 50%. B Tesu criyuvau
HAMA OrpaHUdeHns 3a [O3upoBKaTa, MNPKU YCNOBME 4e HexenaHute nexai:crseHm

peakumy MOraT a 6bfaT MoCTaBeHM Nofj KOHTPOI.

4.3. lNpoTuBONOKa3zaHUs

lpenapateT He TpabBa Aa ce ynoTpebsasa npy naUMEHTH, CBPBLXYYBCTBUTENHU
KbM MOpPUH Unu KbM HsKoe OT NoMolLHWTe BelllecTBa. [lopagu cunHoTo cu AeicTeue,
npenapaTteT He & nNpefHasHayeH 3a gela.

Mopdur He Tpabea Aa ce nNpepnucsa Ha NnalueHTy C pecnyupaTopHa fgenpecus,
ocTpa 4epHoapobHa nopthupns, nNaHkpearut, NOCTonepaTuBHa racTPOVHTECTUHAaNRHA
CTeHO3a, Cnej onepauva Ha Xobukara, no Bpeme Ha kbpmeHe, OCBeH TOBa,
NPUITOXEHUETO Ha Npenapara Tpsbsa Aa ce uabsrea fpu ocTpa UHTOKCUKaUMst ©
arikoxosl, CLHOTBOPHU U MCUXOTPONHU CPEACTBa, HapKOTUYRWU aHanreTuuyyw U gpyru
npenapary, KoMTo MoATUCKAT akTueHocTTa Ha LIHC.

MopduH He Tpabea ga ce nanonasa eaxospemeHHo ¢ MAO nHxubutTopu.

4.4. Cneunantiy npeavnpexaeHnsa

Mopthue e MoTeHUManHO TOKCUMEH, KaKkTo W ApYruTe ONMeBUTe aroHvucTu.
MoBeueTo HapkoTUYHW aHanreTUUn NPeausBUKBaT rageHe 1 NospbitiaHe B Ha4yarnoTo Ha
neveHKueTo. TOBa CbCTOsIHME o0aue e NMPexXogHo M MOXKe fa Oble KOHTponupaHo ¢

npunaraHe Ha antvemetuum. MNpes nepeute 24-72 yaca ce Habniopasa cegaLus npy

ronsma 4yacTt OT nalMeHTnuTe, KaTto TonepaHTHOCT KM cefalila ce passviea B No-paHo aT




cpegetea. MHoro Jecto ce xHabniofasa cyxora B ycrara, ocobeHo npw naumeHT B
TEPMUHAnNHW cTaguy Ha pakosu 3aBonsBaHus.

KnupbHca Ha MOpKUH e no-HUCHLK Npu naumeHTh Hag 50-rognilina Bb3pacT.
Toea obscHABa hakTa, Ye naLueHTUTe B HanpegHana Bb3pacT ca No-YyBCTBUTENHN KbM
MOpchUH.

OceeH TOB3, I:'IMEI ronaMo WHAMBMAOYanHO pasfuuMe No  OTHOLUeHMEe Ha
e(EeKTUBHOCT Ha NbpBOHaYanHara [jo3a, Bb3HUKBaHE Ha TONEPaHTHOCT, KaKTo U no-
OTHOLIEHME YecToTara U NMosABaTa Ha CTpaHW4HK peakyuy rpu nauveHTy B HanpeaHana
Bbsbac'r.

Kakro v npw ‘qperTe’HapKoqum ananreTuUyW, Josvposkata TpRbsa pa ce
Hamasi npu naumeHTk B HanpeAHana Bb3pac, MalveHTt ¢ XUNepTPEeonanILM, KakTo
U ripy 6vbpevra unu YepHoapobHa ANCHYHKUMS, o

PecnupatopHraTa fenpecys, HabniopaasaHa ciies NpUoXeHVeTo Ha HapKOTUYHN
axanreTML ModXKe Fa [oBefe [0 0CTpa AuxXarenHa HefocTaTe4HOCT NPy nauueHTy ¢
ManbK guxaTesieH peseps.’

MoBUILEHO BHMMAaHKWE e HeoBXoauMO Mpy MaUVEHTY, 3aBUCUMKU OT HAPKOTUYHU
aHanreTuuy. '

PYcKBbT OT Bb3HUKBaHE Ha TONEPAHTHOCT MOXE 18 C& HaMasiv Ypes NnofabpKaHe
Ha MOCTOSAHHW, TepaneBTUYHW CepyMHW HuBa, KOeTO ce MocTura ¢ npurioxeHue Ha
MOpMMHOB HpenapaTt ¢ KOHTPOoRMpaHo ocBoBoxaasate U CLOTBETHO MpoCriefssaHe Ha
HuBaTa. KpbCTocaHaTta ToNepaHTHOCT & TUMWYHA 32 BCUYKM OnuaTty.

3aBMCUMOCT BDBL3HWUKBA B DE3yNTaT Ha XPOHWYHO MPWIIOXKEHWE, pycka ofT
Bb3HUKBAHE MOXe pa ce Hamanu rpyu coubiogaBaHe Ha nogxogsiuia cxema Ha
[osunpaHe,

MopduH He Tpsabsa Aa ce npepnucBa 24 yaca Npeaw Ha4anoTo Ha onepaTveHa
WHTEPBEHLNA.

BHesanHo npexecBaHe Ha NpenapaTa csief gbfrorpansa ynorpeba sogv go
peakuMn Ha oTHemaHe (OTAensHe Ha HazaneH CeKPEeT, ChrdoTeyeHue, MpossBaHe,
CTYHAEHW TDPBMNKKW, YJYECTeHO avlilaHe, noBMLUeHa TeMmnepartypa, paswmpssadHe Ha
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Tiene \
- B



uamdecka 3aBUCUMOCT. (punaraHeTo Ha HapkoTUYHK aHanreThUy nouTh Hes3abaBHO

APUTBNABa TE3W peakuun.

4.5, NexapcTBeHY B3aMMOBEeNCTENS

* 3acunsate Ha _cefaTMBHOTO  feficTBue U pecnupaTtopHa penpecus ce
. Habniogasat npu egHoBpemenHa ynoTpeba ¢ ankoxon, CbHOTBOPHW CPeACTBa,

aHanTeThLW UNY ACUXQTPOMHY CpedcTaa.

e  MAO uHXuOUTOpYTE YCUNBAT TOKCUYHOCTTa Ha MOPMH.

. AHTMXONMHEPIMYHWTE CcpefcTBa  yBenuuasar pucka oT obctundums
napanuTuyeH Uneyc. '

. AMNoTEH3NBHUTE CPEACTBA yBEnU4YaBaT PUcKa OT OpTOCTaTUYEH Kofanc. |

. KombuHaumatTa ¢ MOPMVHOBM aroHMCTU ¥ aroHUCTWU-aHTaroHWCTM Hamansea
ahanreThgHusa edext 1 YBenuyaea pmcxé OT pasBuTNe Ha peakuuvm Ha

OTHeMaHe,

4.6. BpemMeHHOCT U KhpMeRe

Camo .?% oT MoOpdUH fpeMuHasa nnaleHtapHata Gapuepa 1 ce ekckpeTupa B
mniskoTo. Bee ole He e ycTaHoBeHa 6e30nacHOCTTa Ha MopduH Npy NpunaraHeto my
no BpeMe Ha OpemeHHocT. YnotpeGarta Ha mopduH Npes nocrnefHuTe TpY Meceua oT
OpemeHHOCTTa MOME Aa MPUYUHW peakumu Ha oTHEMaHe npy HosopogeHoTo. [pu
u3nonssade Ha MopthiH No BpeMe Ha paaare € Bb3MOXHa [osBaTa Ha pecnupatopHa
jenpecus npu KepMmasdeto. flopanw exckpelmsaTa B MNSKOTO (Makap W B Maniu
KOnuiecTBa), KbpPMeHETo Tpabea fa ce fipekkcHe npy ynotpeba Ha mopchuH. Mopapu
HEOCTaTLYHYSA KIMHWYEH OMWUT M0 OTHOLUEHNE NPMNOXEHMETO Ha MOPhUH No Bpeme Ha

OpemenHocT, ynoTpebaTta My B TO31 Cryval He ce npernopbYea.

4.7. MoBnugeaHe Ha cnocoBHOCTTa 3a Modupane U pabota ¢ MAKMHK

Mo Bpeme Ha ynoTpebara Ha To3W npenapar nauueHTLT He Tpabsa pa wodupa

BHUMaHKE, KOHLIEHTPaLWs) ¥ MOTOPHa KoopauHaums!




4.8. HexenaHy nexapcreeHy peakuny

OceeH aHanreTMYHuAT edekT, NpenapaTbT OKa3Ba CblUC Taka W CefaTUBHO
JelicTBue 1 B peaku criyvyan npuynHasa ebadbyaa.

Mopaan akTmBMpane Ha XxemMopeuentTopHarta 30Ha Ha Bb30yXgaHe B
APOALNrOBaTAR MO3BLK, MOpdiMH NpuYMHSABa rageHe u nospbliade. PecnuparopHara
[enpecvs ce CBLP3BA C HamaneHa YYBCTBUTENHOCT Ha pecnuparopHus LeHTHLP,
fiokanusupar B MO3bYHUA CTBOM, No OTHOWeHWe Ha pCO,, a chlllo KU ¢ GpoHxnanHara
KOHCTPUKLWS B PesynTaT Ha ocBobOXAaBaHETO Ha XUCTaMUH.

OceeH TOBa, MOPMUH wHXUBUpa ABWXEHUETo Ha OpoHXUaNHWA PEecHUYecT
enuTten. bupaogeicTeysatnaT MopguH MOXe [a MNPUMMHN pasBuTME Ha OCThp
BenogpobeH oTokK.

Hexenannte nekapcrBeHy peakuyi Mo OTHOLUEHWE Ha cap,qe:Ho'-c:bp,osaTa
cucTEMa BKMIOMBAT XWNOTOHWSA, TNpWYMHEHa oOT- nepudepHa Basogunatauma W
Bpanukapaus B peaysiTar Ha Barycosa CTUMynaLus.

B racTpoMHTECTMHaNHWSA TPakT, MOPMWH MOBULLABA TOHYCa Ha HanpeyHara
MyCKynaTypa ¥ HamansiBa nepucrantikata Ha HafnbkHaTta MyCcKynaTypa; OCBeH ToBa,
MOpPhUH MOBMLLIEBA TOHYCa W Ha aHanHusa ChUHKTEp U Hamansasa cekpeuuvsTa Ha
nurasuuara Ha TbHKWTE yYepBa.,

Mopagn yesenuueHWa ToHYC Ha MYCKyNa Ha NMKOYHMA Mexyp W chuHKTepa,
MOPGUH NPUHNHARA 388bLPKAHE Ha ypuHa.

BunuapHa konvka e Bb3MOXHa B PE3yNTaT Ha NOBULLEHUSA TOHYC Ha COUHKTEPa
Ha Ogwm. '

Haii-yecto cpelyanute HexenaHu feKkapcTBEeHM peakuMn B pe3ynTat Ha
ynotpebata Ha MopdiH MoXxe [a ce 0DOBLAT KakTo crneasa:

¢ rageHe 30-50%

» OEpbLlane 9-30%

e o6cTunauvs 83%

e 3abLpKane Ha ypuHa 34%

e cepaums 37-70%

e 06BpradoecT 8%

e cbpbex 7-41%




[lpn npunoxeHue Ha MOPGMH B MHOTOKPETHM /1031, TONEPaHTHOCT FMaBHo Mo
OTHOUWIEHME Ha CeAaTVBHO W EeMETUYHO OeWiCTBUE M TONEepPaHTHOCT CNIpsSMO 0GcTUnauus
M Muo3a NoOYTHM HMKOFa He ce Habrogasar. dUsMdecKa 3aBUCMMOCT ce passhisa npn
ABrroTpaiita ynotpeta Ha MopduH BbB BUCOKW [1031h. PA3BUTUETO Ha TONEPaHTHOCT ce
0bsicHsiBA TMOHACTOALIEM CbC CBBP3BAHETO Ha ONPEAeneHW XaTeXonamuHu KbM

onuonanTe.

4.9. lMpeposupane

VMTOKCMKaLMSTa Ha MOpdUH ce MposBABa C MW03a, pecriMpaTopHa Aenpecus,
XWNOTEH3WNS, HapylleHWs Ha KpbaooﬁbameHmeTo, MPY NO-TEXKM CIyday LUIOK KU Koma.
Mpkt MHTOKCYKaLMA B PE3YNTaT Ha Nepopanto npuemMaHe Ha mopduH ce npenopuisa
MPOMUBKA HA CTOMAXa MpW KOHTaKTHW NauueHTH che cTabunHo KpbBOOGpalleHue. Mpy
naumeHTn B Be3ch3HaHue ¢ pecrimpaTopHa napanusa Tpsibea ga ce HasHaqn uHTybauun
Y U3KYCTBEHO AMtuaHe.

Mpyu niedeHue Ha WHTOKCUKAUMsTA € HeobX0AMMO WHTPaBEeHO3IHO nplinaraHe Ha
antvpor (0.4 mg HanokcoH xugpoxsopup). B cryuall ue HapyLIeHOTO [uiaHe
MPOALMKaBa, HEoBXOAMMO € FpURaraHe Ha HarnoKCOH Ha uHTepean OT 3 MuH A0
BH3CTAHOBSABAHE Ha HOpManHWs puThM Ha guiuade. flosarta 3a onuoviaeH aHTaroHneT B

neauaTpudHata npaktuka e 0.01 mg/kg TenecHo Terrno.

5. DapMaKosorMyki cBONCTBa

5.1. @apMaKofguHaMUuHK CBOMCTRAE

dapmakoTepaneBTUYHA rpyna: aHanreTuk.

MexaHn3abM Ha geiicTeue; MexaHuaMbsT Ha SeicTBue Ha mopdnH ce Meguupa ot
ArOHNCTMUHWA edeKT Bhpxy onpegenexy onvongHn peuentopu B LIHC, no-crielanyo
BLPXY [, Kappa, n §. CBbp3BaHETo KbM [ 1 & peuentopuTe BOAK A0 WHXMOKUpaHe Ha
afieHunaT uaKnasarta u nocreasalo HamafsBaHe Ha HUBaTa Ha LAM®. EdeiThT BLpXy

Kappa peLienTopuTe Ce OCHIIECTBSABA YPES KarnUnesnTe Kaxanm,

AHanreTuyHuaT edekT Ha MopdMH ce focTura Ypes yeenu4asad E.L%\Hj
° Ha 3




1 eMoLMoHanHoCTTA. o To3an HaunH ce npoMmeHAa peakuuATa CcnpsamMo bonkata u

CBOTBETHO Ce yBernk4asa NoOHOCUMOCTTa CNpAMO HeAd.

5.2. DapmMakoKMHETUMHU CBOMCTBa

XapakrepucTuka Ha akTMBHOTO BEleCTBO

e ° Cnep nepopanda ynotpeba mopcuH ce abcopbupa B ankanHata cpefa Ha
NpoKcUMarHaTa 4acT Ha TeHKUTe dyepsa. Abcopbuuara e nouT MbfHa U He ce

nopnvsABa OT NpyvemMa Ha XpaHa.

e  BUOHANWUHOCTTA Ha MOPMVH Crief MepOPanHO NPUAOXKEHME & 12-69%.

. AHanreTudHUAT ediekT HacTensa 20-60 MUH. crnej nepopanto NpUIToXeHue.

. CrauMoHapHu KOHLEHTPaumK ce gocTurar creg 12 yaca.

. Oxono 25-35% OT npueTata fo3a ce CBbP3ea ¢ NaaMeHnTe NPOTENHN.

. 3HaunTenHa yact oT MopuH ce BuoTpaHchopmupa B YepHusa Apob, KeheTo ce

meTabonuanpa okono 90% oT npuerata Ho3a. ToBa e nMpuunHaTa 3a
[IPEeKOMEPHOTO BapupaHe B G1oHannyHoCTTa Ha NepoparnHo NPUeTHs: MOPhUH.

. B yephusi Apob MopguH ce BuoTpaHchopMupa A0 FMIKYPOHMAN.

. Mopcbwh—ﬁ-mmxyponmp, (okorio 5% OT npuetata §03a) NpUTEXasa MO-CUFIHO

nspaseH aHanreTuder edexT.

. Moptbun-3-rIoKypoHua He Ce CBbp3Ba C ONMOWAHUTE pedenTopu npu HopmMasiHu
YCHOBUS.
. MopthuH ce ekckpeTipa B YpuHaTa nog copma Ha riokypoHnau, a okono 2-10%

Ce eKCKpPeTUpaT B HenpoMeHeHa dopma.

. KrnvpbHca Ha mopduH e 24 + 10 mifmin.

XapaktepucTuKa criefl NpuIoxesne npy nauneHT

. Mpu naumeHT C yBpeAeHa YepHoapoOHa u OuOpeqHa QyHkuust Moxe fa ce
Habriogaea HaTpynBaHe Ha §eKapCcTBEHOTO  CPEACTRO,  CrnefoBaTeriHo,
HeoBXoOoMMO € Ja ce Hamanu fhosata Wnu fa ce yBenuwuar uHTepsanuie Ha

NpuUsioKeHne.

. AkymynupaHe Ha rrioKypoHuan ce Habniogasa B criydait Ha HOpMasieH KIMPBHC

L

npu 6bpeyHa HeQOCTaTBYHOCT.




. MaxcumaneH echekt Ha MOpghuH He ce Habrnlogasa, criefjoBaTenHo, A03MpoBKaTa
BUHArK € MHOMBWAYanHa, B 3aBUCUMOCT OT cunaTa Ha Gonkata n TexecTra Ha
HeXenaHuTe NeKapCcTBEHY peakuun.

o Bwapactra, uepHoppobHa ¥ 6bbpeuyHa  HepocTavbYHOCT M dakTopy
Bb3AcSHCTBYBatUM BbPXY ESHTEpOXenaTanHoTo KpbBoOOpLLYEHNE
(xoneumc*reicrowiﬂ, aHTMbuoTUUYM, Xonectasa) Hanarar ofpaHuueHus B
[osuposKara.

» MopthuH He ce OTKpUBA B M3NPEKHEHWATa SOPWU W Cref NPUNOXEHVE PasnuyHO
OT NEPOPAanHoTo, KOETO ce 0bACHABa ¢ BXMIOYBAHETO MY B EHTEPOXENaTanHoTo

KpBBOOOPbLLEHVE,

5.3. NMpeAknuHUYHY AaHHW 3a Ge3onacHOCT

pv MOphuH ce HabnoaasaT 3HaYMTENHY MHOUBNRYANHN pasnuuns No oTHOLLEeHWE
Ha TOKCUYHUTE ecbekTi, a CbLIo Taka 1 ronaMo nHTpa-uHanBnayanHo eapupaxe. Cneg
nepopanHo APUIOXeHVE NPy Xopa € ycTaHoBeHa netanHa Aosa ot 5 mg/kg TenechHo

Terno. MNpy npucTpacTedn nauneHT neTanyara Josa Bapmpa 400 €0VH NOpAALK noseYe.

6. ®apManeBTUYHM AaHHN

6.1. Chuchk Ha NOMOLUIHUTE BellecTBa U TEXHHUTE KONUYeCTRa

HavmeHosaHue KonuuecTso
Cupuesuna

L.actose anhydrous DCL 21 104,50 mg
Hypromellose K15 MCR 35,00 mg
Hypromellose K 100 LVCR 35,00 mg
Polyvidone K 25 7,50 mg
Talc 5,00 mg
Calcium stearate 3,00 mg
O6euBka

Sepifilm 3084 Orange

Antispusmans emulsion SE 2

Macrogo!l 6000




6. 2. HectbeMeCcTUMOCTHU

He ca ycTaHoBeHW.

6.3. CpoK Ha rogHocTt
3 roguHn.

6.4. CtXpaneHue

Ha cyxo msicTo, npu Temnepatypa Ao 25°C, 3alumTeHo OT CBETNUHA.

6.5. OnakoBka

BricTep sagfHO ¢ yKasanne 3a ynotpeba, B kapToHeHa KyTus.
Cvabpxanue Ha 1 onakoska:
30 TabneTkn ¢ yabImKeHo ocBoboxpasaHe

60 TabneTkn ¢ yObMKeHo ocBObOMAaBaHe

6.6. HauuH Ha ynoTpeba

Hama cneumaiHi YyCnosust 1o OTHOLLEeHWe HaumHa Ha ynoTpeba Ha npenapata.

7. Wme 1 anpec Ha Npon3BOAKTENS

SLOVAKOFARMA, a.s.
Nitrianska 100

920 27 Hlohovec
Slovak Republic

8. CTpaHu B KOUTO JYIEKAPCTBOTO € PerncTpupaHo

CnoBaluka penybnuka.

9. llpEBa perucrpaums Ha JIEKEaPCTBEHOTO CPEACTBO
CnoBaluka penybnuka 65/0050/99-5




AbLpec 33 KOHTaKT|

Cnosakodapma - burirapus O0[L
yn “Ione 6bpao* No 22

- Cothust 1407 i
Ten. 9624191, 98624140

JiaTta Ha nocriefHaTa pefakuys Ha TEKCTa
Mair 1999

-10-




