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Summary of Product Characteristics _
MORPHINE SULFATE PR tabs 10, 30, 60 and 100 mg

Kpatka xapakTepucruka a npogykra
MOP®UH CYJI®PAT YO 1abaerku 10, 30, 60 u 100 mg

(MHHRCTEPCTEO BA SRPAREOHARSAHETD

' : Tosnensane ko 2854 | ST
1. Thproecko umMe Ha JEKAPCTBEHUS IIPOAYKT pespolsie saynovpata il -2 - | 1020y

MORPHINE SULFATE PR 10 me, 30 mg. 60 mg or 100 me | v, . / 16.0%.03 W
MOP®HH CYJADPAT YO 10 mg, 30 mg, 60 mg nan 100 me ‘ N

2. KonnuyecTBeH H KaYecTBEeH ChCTAR

Morphine Sulfate PR 10 mg, 30 mg, 60 mg wmx 100 mg TabNeTKH ¢ YABIDKEHO OcBoGOXKIapaHe
CBABPXAT BHB BCAKA TabJeTKa PeCHeKTHBHO!

Morphine Sulfate Pentahydrate 10 mg, orropapsm #a 7.5 mg morphine

Morphine Sulfate Pentahydrate 30 mg, otropapsun sa 22.5 mg morphine

Morphine Sulfate Pentahydrate 60 mg, otrosapsm ma 45 mg morphine

Morphine Sulfate Pentahydrate 100 mg, otrosapsm #a 75 mg morphine

3a TOMONHKTE BEIIECTBa: BUX 6.1

3. JlexapcrBena gopma

Prolonged release film-coated tablet .
@unvuapany TabIeTKH ¢ YIBIDKESHO 0CBOO0KIaBaKe,

10 mg: cHBKaBO-pO30BH GHIMHPaHH TaOTETKH ¢ Hagmuc “107”
30 mg: cupxapo-cuHM PUIMHpaHH TabNeTKH ¢ Haamue “307
60 mg: pozoBu $punMupann TabIeTKH ¢ Hagmuc “60”

100 mg: 6emu bumvupany Tabnerku ¢ Hamme “100”

4, Knunnuyey januu

4.1 THoxazanus

Jleuenne Ha cunua 6onka, ocobeno Goka TIpH PaK H cieOo
4.2  Jlo3npoBxa W HAYMH HA yoTpeda

eba. Te Tpadea na
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ocBofoXaBane He TpgOBa na OBAAT PAs;eNdHy MIH pasTBapsHH TIpeAn yrnoTpeba. PasTBapsHeTo
Wiy pasfensHeTo Ha TabneTkdte MOpdHH Cyn(ar ¢ yABIKEHO OCBOGONKIABAHE e YBpenH
noxbpKaniaTa 0CBOBOXNABAHETO CHCTEMA X IHE NOBeZe 10 GHP30 OCBOGOXKIaBaHE HA MopQHuHa,
KOSTO MOMKE Fa MM 33 IIOCNCAMIIA CHINECTBERH HEXEIIaHU ICKAPCTBEHM PeaKIliu.

Jleuenuero sanoura Upes THIpHpaKe ¢ EANH HE3a0ABHO OCBOGOMIABAIL Ce JEKapCTBeH TPOLYKT Ha
MOptuEa (TAONETKH WK MUKCTYpa), C KOHTO Ce JOCTHra A0 eHa 034 MopduE, KOATO YIpaKuaBa
afleKBaTeH KONTPON BAPXy Gonkara. Ciiezr ToBa NAlHEHTET ce MPEXBEPIT HA CHIATA JHEBHA 1033
MopduH cyndar TabnerTku ¢ YNBIKEHO ocBoOOXIaRaHe. BolKa, KOSTO npobuea MOPHHHOBOTO
IOKpHTHE, TpAOBa 2 6B¢ NeKysana ¢ MOpGHH ¢ He3abaBHO ocBoGOKIaBaHe,

Tabnetxka Mopdun cympar ¢ yaemKeHO O0cBOBOMNABaHe Tpabpa J2 O6BaaT yootpebsaiiu wa 12~
JaCOBH HMHTEpPBAny. [{03MpOBKATA 3aBHCH OT TeXecTa HA GONKATA, BE3DACTTA HA NAUHEHTA ¥
IpeJIIecTBalaTa MCTOPHS 34 HYX/1aTa OT-aHaANTeTHITH,

3a BE3PACTHH ¥ NOApAcTBAlM OT 12 TONHMHM HATODE ClIel 3aNOYBAHE HA JICYEHHE C MODHUHOB
NIEKapCTBEH TPOIYKT C He3a0aBHO 0cBOBOX KaBaKE:

. Hanuent cbe cunna Gonka Tpabsa HopmanHo Aa sanouse ¢ 10-30 mg MopduH cyndat Ha Beeku 12
4aca, NAMEHTH ¢ MANKO TENECHO TETJIO M3CKBAT Malika CTAPTOBA NO3a.

[TanqueHT cBC CrIHA 60IKA, C HEBB3MOKHOCT Ha Onpe OBIamgHA OT NO-CHabE OMHOHNH (T.e.
JEXAAPOKONEHH), TPA6Ba HOPMANHO Jar3amodHe ¢ 30 mg Mophus cyndar Ha Beeku 12 waca,
TMAHCHTH ¢ MAIKO TEIECHO TErTo M3MCKBAT MaNka CTapToBa no3a. Hucka craproa Jo3a, ofade,
paBra Ha 10 mg Mopun cyndar Ha peeku 12 waca Moxe a 6bie IoAX0nsma 3a Hali-BE3PACTHUTE,
KOHTO MOTaT Ja ObJaT YyBCTBHICHHH KBM MOPOHH, 32 NANHEHTH C MAIKQ TENecHO TETrHO,
H3HCKBAIlld MallKka CTAPTOBA J038, KAKTO M IPH XHIIOTHPEOMIM3EM M I[IPH IANMEHTH ChC 3HATHIMO
yBpezeHa 650peyna Him geprozpoGHa dynxuus. (Bix pasmen 4.4 u 5.2)

Hapacteamia chpa Ha GonkaTa INe H3KWCKBZ HOBMIIEHA Ro3uposka Ha mopduu. Hapacrpauwio
noBHMIIaBaHe Ha qEeBHara 103a ¢ 30-50% modxe na 65ne noxkonamo. ToumaTa JO3HPOBKA 32 BCEKH
OTHENCH HAlHCHT € TasH, KOSTO € AOCTATRYHA /1A KOHTPONMpa Doikara 063 HUKAKBH, WM C
TBPIIMMH HEXKCHaHH JICKApCTBEHH peaki{Hy B TEYCHHE Ha aIuM 12 yaca. - .

Ilaupentnn moNyuaBamm TabneTkn Mopduu cynrdar c VOBIDKEHO oCBODOXKIABAHE BMECTO
napenTepanen MopQuH, Tpsabsa fa GBNAT JeKyBaHU LpeXTasIHBO, OasHpaliki ce HA pasnryHaTa
HHAMBHAYaJIHA yBCTBATENHOCT, KOCTO 3HAYWH, 9€ HYXHATa 103a 32 HeHS He Tpabpa Ja Gnie
Hanuenssada. Kato pesynTar OT 3aMeCTBaHETO, MOXe N4 MMa HaMaldsaHe Ha aHAITe3Hpanusa
edext. HopManHo ce n3uckBa MOBHIIABAHe Ha HO34TA OT nopageka Ha 100% Haj mapentepanmara
10328 MOPhHH.

Tpsi6pa na 6bae nomYepTatoO, Ye NANMeHTH, BEANEK THTPHPAHHA 10 eHa eheKTHRHA H034 Ha HAKOE
ONHOMAHO JIEKApCTBO, HE TpaGBa jJa OBIAT NpPeXBLpASHH Ha Ipyr OaBeH, ¢ MOAMGUIHPAHO,
KOHTpOImIpaHo ocBo0oxnasane MOPOHH WM OPYTH HAPKOTHYHK aHaTeTHYHH NEKapcTBEHA
NPOAYKTH, 0e3 peTHTPHpaHe M KIHHWYHA oneHka. B mpoTHseH ciyvail me 4 c& OCHIYPH
TIPONEIDKETENHO aHANTeTHYHO JelicTrue.

Hewa: :

o 3
6 rogmmax W no-rogemu: Ilpenoprusa ce craproBa JO3HPOBKA B ODXBATA Y
mopgur/kg Ha Beexw 12 waca ¢ THTpUpaHE Ha K03aTA KAKTO TIPH BB3pa § %
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Axo He e BE3MOXKHO Ha Ce€ Jiafe NpenophyaHara 703a ¢ Ta3H JexapcTseHa ¢opMa (tablerka ¢
YABIKEHO 0CBOOOKAaBaHE), TpAGBA Ja ce u3bepe Jpyra nekapcrsena GopMa.

Crenmanuy FOIYNAITHR NaI{HeHTH: _

HamasiBae Ha JO3HPOBKATA MOXE Jid cé Ipenophua IIPH Xopa B HANpEHANa BE3pacT, Ipu
XMIIOTHPEOMAU3bM H HPH NAlMEHTH ChC 3HAYNTENHO yBpeAeHa OnOpeysa Mim '{epHO,IIpOGHa
dyuxmus (BHK pazgen 5.2),

Ioct oneparusHa O0IKa:

Mopdun cynbar Tabrerkn ¢ yOBIDKEHO OCBOGOXNABAHE HE CE npenopsqsa'r B NBpBHTE 24 Yaca
IIOCTOTIEPAaTHBHO MM JNOKATO Ce BB3BBPHE HOpMalHaTa (DyHKUMA Ha uepBara. Cien ToBa ce
npeylara Ja Ce ca3Ba CleJHAaTa JO30Ba cXeMa II0 JIMUHA IPeleHKa Ha JIeKapH

A 20 mg na pcexy 12 yaca 3a nanuenTy moy 70 kg

B 30 mg na sceku 12 yaca 3a manuenTy Hax 70 kg

C Xopa B panpeHaia BE3PACT —MOKE Jja Ob/ie TPEIOPHIHTENHO 12 CE HAMATH HA JO3HPOBKATA

D He ce npenops4sa OpH Aena.

4.3 IpoTuBOonoKazaBus

- CBppXYyBCTBHTEIHOCT KBM MOPGOMH HIH KbM HAKOE OT HOMOLIHATE BEIIECTBA,

- Jema nmox 6 rofMiiHa BB3pAcT, THHf Karo IOTFBIGAHE Ha uejm TaﬁJIeTKH H3ACKBa OpO-
thapuHreaneH KOHTPONL. '

- lloTHckadne Ha AUIIAHETO

- ObcTpykius Ha BB3AyXOHOCHUTE HBTHINA, IPHYMHEHA OT MYKYC

- ObctpykrHBHA OONECT HA BB3AYXOHOCHKTE IBTUIA

- KouByncuBHHE pa3cTpoiicTBa

- Tpasma Ba rnaBata

- IloBHImEHO BETpEKpAHHAIHO HAJIATaHE

- JlapamatHyen mieyc

- “Ocrep KOpeM”

- 3abaBeHo H3npa3RaHe HA CTOMAaxa

- Octpo uepHONPOOHO 326059BaHE

- IlocT-onepaTHBHO CIEN AIbYHA XUPYPrHI

- 24 yaca Npenn XOPAOTOMHUS

- EnnoBpeMeHHO mpuiarane Ha MOHOaMHMHO OKCHZa3HH HHXHOHTOpW HIIH B Tededue Ha 2
CeAMULH ClIe]] IPEKBCBaHe Ha TAXHaTa ynoTpeba.

- CernpTerpama ynoTpeda Ha MOpQHHOBK aTOHHCTH/aHTArOHUCTH (BHX 4.5)

- CscrogrEe Ha B30y MPH NAUeHTH, TOBIHAHA OT AJIKOXON HIH XUITHOTHIY

- VYmorpeba mpeau ollepanus.

4.4 CpeunajHR HPeSyNpPeRACHNA ¥ cenua i NPEANAZHE MEPKH

He ce mnpenoppuBa IpemoliepaTHBHO IpyijaraHe Ha MopduH cynda
0ocBOBOKNABAHE.
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Edextute Ha Mopduya BOAST AO 3M0YyHOTpeda ¢ HETo M IPH peloBHA, HENOAXOAMIMNA YNOTpela,
MOXKe Ja CE pa3BHe 3aBHCHMOCT. 10Ba He € raBHa IpIKa B JCYSHMETO HA DAUMEHTH ChC CHIHA
Gonka. PusnyecKa H IICHXHYECKa 3aBHCHMOCT MOraT Ja Ce passuiT Clel IPHIAraHeTo Ha
TepaneBTHIHY JO03H B TeuyeHne Ha 1-2 ceamuiy. JHEBROTO OpHiaraie IpH NalHeHTH ¢ XPOHHYHA
GolIKa 3HAYMMO PENYIIHpA PHCKA OT (PH3MJecKOo H ICUXHYSCKO NPHEAKBaHE, W TOBa HE € TiaBHA
TPHDKA IIpH JIeYeHAETO HA HMAUMEHTH CBC CHIHA Oonka. JIOKiagBand ca W3OJMpanw CIyyay Ha
" 3ABMCMMOCT JOpH CIIeK 2-3 J{HY OT 3an04BaHe Ha TepanusTa. PHCKBT MOXe Aa ObLe HaMaleH upes
crOmoRaBaHe Ha TOYHO pasOHCaHNEe Ha NpHNIaraHero. BEe3anmHO cnupade cliel ABITOTPaiHo
nedenHye ¢ MOpQUH MOXE JAa JOBeje A0 pPasBHETHE Ha CHHADOM Ha M3TEriHE, UM3IbpIIBaHE,
OTTErNAHE, KOHTO ce MaHW(ecTHpa B PAMKHTE Ha HIKOJIKO uaca. To3M. CHHAPOM OOHKHOBEHO
JIOCTHIa CBOS MaKCHMyM 36-72 daca cren OTTErNIHE Ha JICIECHHETO.
HMa KpECTOCAHA TONEPAHTHOCT C IPYIH ONHOUTH.
AXO ce IOAO3Hpa HITH ce HaMepH IO BpeMe Ha ynorTpeba napanuTiyeH uaeyc, Tabierkure MopguH
cyndar ¢ ynsikeHo ocsoboxmapane Tpabpa ga O1aT npeKsCHATH He3aGaBHo.
Kaxto mpw BcHYKE MOpGWMHOBM Ipemapat#, MopdHH cyndar TabmeTk ¢ YABIDKEHO
ocsoboixpaBane TpaOpa Aa OBEAT yHNOTpeOSBAHM :C HpEHANIasjiIHBOCT IIOCT-OIEPATHBHO H CIEX
KOpeMHa XHPYpPris, Thil kKaTo MOPGHEET yepexkaa MOTUARTETA HA UepBaTa H He Tpa0sa la Obxe
ynotpebaBaH, IOKATO NekapAT He Obe yOenen B HopManHaTa QyHKIHs HA YSpPBATA.

Hamanenne Ha jo3ara Moxke fa Oplie NpelOpBRYMTENHO IPH X0pa B HaOpenHana BB3PacT,’ HpH
XHNOTHPEOHAK3EM 1 IpH HAIMEHTR ChC 3HAUYUMO YBpe/icHa O50petHa Ml YepHOApobHa QyHKims
(BHx pasnen 5.2).

Tabnerkure or 10, 30 w 60 mg mopuu cyndar ¢ yABIDKEHO ocBoOOXKIaBame CBABPIKAT
MOHOXHAPATH2 NaKTo3a. Te He TpsadBa Ja OBaaT Npunarany NpH NAHMEHTH ¢ PEAKH HACICICTREHH
poGieMi Ha rajakTo3Ha HeTonepaHTHocT, LAPP nakrasHMs HeJOCTHUT WIIH ITIFOKO30-TallaKTo3Ha
ManaGcopOrs. ‘

Tabnerxute ot 30 mg ¢ yaAsmKeHO 0cBo0OXKAaBage cpabpkar onperuTel (E124), xoiito MoXe na
TPHYMHY alepTAYHH PeaKIliH.

Tabnerxute or 60 mg ¢ yABLKEHO 0cBOOMKHaBaHe chIbpXaT ouseTHTel (E1 10 u E124), koiito
MO3Ke [a IPUYHHE alepIHIHY PEaKIiH.

4.5 JlexapcTBeHu M APYTH B3aHMORCHCTBHA

Mopdua notennupa edexTHTe Ha TPAHKBHIHM3ATOPH, aHECTETHIH, XUITHOTHIIH, CEIATHBA, AIKOXOT,
MYCKYHHH pefaKcaHTd H anTHXuneprenspsau. CHMeTHARH HHxuOHpa MeTabonusMa Ha MOpQUHA.
KRuHp4HuaT CMECH] Ha TOBa B3aUMOJielicTRHE HE € H3sSCHEH.

Wagecto €, 4e MOHOAMHUHO OKCHIAa3HUTE HHXMOMTOpPH BlauMoxeHCTBAT C HAPKOTHYHHTE
aHaNreTHHH, npeAu3BHKBaiikn B30yaa Hnu aenpecus Ha HHC ¢ xunep- any XurioTen3uBHA KpH3a.
Pudammuuvn wHAynNHpa MeraboimaMa Ha OpaJHO INpHETHA MOpQHH B roisma CTeleH H
CIIE/IOBATENHO MO%e [ia HACTBIIA HY’ /A OT NPHIATAHETO Ha HO-TONEMH A0;
KnomunpaMus ¥ aMUTPUITHIMH IIOBHINABAT AHANTETHYHHMI edekt &
OTYACTH A4 C¢ ABJDKH Ha DOoBHuIeda buoHammIHoCT. MoXe Ia ce oK ( ' :

S %?0§ eTO MOIE

Jo3arta.
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KomOunanus ¢ MOpdHHOBH aroHUCTH/aBTaroHHcTH (OynpeHophuy, HanOydwm, NeHTa30LHH) e
KOHTPaUHANIMpaHa, ThH KATO HMa pEIYKIHA HA aHalreTH4HHA e(heKT upe3 KOHKYPEHTHO
OroK¥paHe Ha pelielITOPUTE, ¢ PHCK OT TIOSBa Ha CHHPOMA Ha U3TeTNsHe (BIK paszaeln 4.3).

4,6 bBpemennocr n KbpMeHe

Mopdun xe TpabBa Aa Obae ¥3NON3BAH IO BpeMe Ha OpeMeHHOCT, ThH KaTo EKCIIEPHMEHTH NIPH
JKMBOTHH HOKAa3BaT YBPEXIAHE Ha HOTOMCTBOTO M MOP(QHH HE CE IIpemophyBa IO BpPEME Ha
pomuied OONKK NOpai¥ DPHCK OT HeoHATallHa pecHMpaTOpHa HempecHs. Ilpmiaranero npu
KbpMeIll MalikM He ce IpelnophuBa, Thil KaTo MOP(HH Ce SKCKpeTHpa B MaiyHHOTO MIIKO.
CuMITOMH Ha H3TEITIAHE MoraT na Obaar HaOronasadH IpH HOBODOJESHHATE OT Malky, IOAJI0KEHH
Ha XPOHHYHO JIEYeHHE C MOPOUH.

4.7 Edexr BbpXY cnoco6B0CTTA 32 mogdupane 1 padora ¢ MAIHUHA

Mopbus Moxe Ja Hamand BHMMAHHETO H BPEMETO 3a peakmusa ¥ Ho TAKBB HAYMH JA YBPEIH
cnocofHOCTTA 32 modupane uiny 3a padora ¢ Mamwud. Tora TpadBa Aa ce ouakpa ocofexHo B
Ha4ajloTO Ha JICYEHHETO, KOTaTo AO3UPOBKAaTa HApacTBa, MIH KOFaTO JEUEHWEeTo € CHhYETaHo ¢
eHOBpEMEHHA YHOTpeOa Ha alnKkoXoil HiIF OPYTH CeJaTHBHH JIE€KapCTBa.

4.8 Hexenanu JekapcrBeHn peaknum. :

Yecrn (1-10%):

Msno3a, rajieHe, TOBPBINAHE, 3aleK ¥ CHHIMBOCT.

Heyeceru (0.1-1%):

CyxocT B ycrara, H3ifOTABaHE, CRBETOBBPTEXK, IIaBoboine, Ie30pHEHTAI, BE30ya, YCIIOKOSHHE,
H3YEpPBABAHMA Ha JHIETO, IPOMEHH B HACTPOSHHETO, MANMHTAUMS, XaJIoIHHAOHH, [IOTHCKaHe Ha
ramageTo, OpoHXocHasbM, KOMHKH, 3aApEKKa HA ypHHATA W CHA3MH Ha JKIBUKaTa P Ha
ypeTepurTe.

Penra (0.01-0.1%):

3aMBIIeHO BIDKAAHE, IOBMINEHO WHTpPakpaHHANHO HajlAraHe, O€3chbHHE, aHAQUIAKTHYHH H
anadHIaKTOMAHY DPeaKkiyy, ClafaHe Ha KpPbBHOTO HamsraHe, OpamuKapiiysd, TaxHKapaus, CTYXEeHH
TPBIKH, 00Ila aCTCHUS N0 CHHKOHN ¥ NPHCTHIM OT acIMa IPH CBBPXYYBCTBHTCIHH HAHHEHTH.
MopduE BMa XMCTaMHH 0cBOGOXmaBamt edexT, KOHTO MOXKe YacTHYHO ja ObJe OTTOBOpEH 3a
peaKiiH KaTo yPTHKapH H ChpOex.

AKO ce WOSBY rajieHe H NOBPBIIAHE NpY NPANAraHe Ha TaGIeTKH MOPHHH cyndaT ¢ yABIDKEHO
ocsoboxgapane, TabNeTKHTe MoraT Na OBJaT KOMOHMHHDAaHM ¢ HAKAKBEB aHTH-eMETHK, ako ce
nanara. Koncramnanusara Moxe Ja 6plie JeKxyBaHa CbC CHOTBETHH IAKCATHBH.

4,9 IIpemozupane
CuMnToME Ha MOP(HHOBa TOKCHYHOCT H IPELO3HpAaHE Ca TOUKOBHAHM 3€HMUM, IOTHCKAHE Ha

JUMAaHCTO H XHIXOTCH3HA, B rmno-rexkuTe ClIiydal MOXE Ja <C¢€ II0IBH LOHPKYNATopHa
HEOOCTATHHYHOCT M 3albiadouaBallia ce KoMa. B ponpnnenne ca HaOIo HY Taxyuxapiusi,

ca Habnromasady oOIM KOHBYJICHH.
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Jleuenne Ha MOpHUHOBOTO IpPENO3HpAHE:

IIspsonayanyo Tpsbsa Ha ce oOBpHE BHMMaHHC HA YOTAHOBSBAHE HA INPOXONEMOCT Ha
BB3YXOHOCHHTE [IFTHINA K 3a1104BaHE Ha aCHCTHpaHa MK KOHTPOJIHPAHA BEHTHIIANKS.

B ciyyaii Ha MacHBHO NPENO3HpaHE Ce NPENOpPHYBA WHTPABEHO3HOTO NPHJAraHe HA HAHOKCOH.
Iipemopsysa ce HHTpaBeHO3HOTO HpmiuaraHe Ha 0.4-0.8 mg mamoxcon. [la ce NOBTOpH Ha 2-3
MUHYTHH HHTCPBaiH, axKo ¢ HeoOXOQuMo, WIM Ja ce BeBene upes mHMYsus 2 mg & 500 ml
HOpManeH (H3HONOrHIeH PpasTeop wimk 5 % xexctposa (0.004 mg/ml). Uugysusra tps6ea a ce
OYCcHE CBC CKOPOCT, CBBP3aHa ¢ IPeH ToBa MpPHIOKeHATa OONycHA Jo3a H Tpabpa ga Obie B
CBINIACHE C peaKTHBHHS OTFOBOD Ha IaiweHTa. TBH Xaro, ofaue, NponpmXHTENHOCTTA HA
ACHCTBHETO Ha HANOKCOH € OTHOCHTENHO KhCd, IANHEHTHT TpsbBa fa GBAC TIPIKIABO
MOHMTODHPAaH MOKATO CHOHTAHHOTO MAMUIAHE CE BB3CTAHOBH HAZEXIHO. TabmeTkuTe MOpdMH
cyndar ¢ yasmKeHO 0cBoGOXKAaBaHE e TIPOABIKAT XA 0CBOGOXKIABAT | [1a 10BansT MOp(MH KEM
MOP(HHOBOTO HaToBapBade N0 12 waca e[l NpHMIAraHeTo MM, NOPajH TOBa JEYCHHETO HA
MOpQHUHOBOTO Mpemo3upaHe Tpsa6Ba fa Obae MOTHGHIMPAHO 110 CHOTBETHUS HAYMH.

HanoxcoH He TpaGBa ma OBOe MpHIaray UpH JIHICA HA KIHHAYHO 3HAYMMO TMOTHCKAHE HA
JUIIAHETO W LHUPKYNANHUATE, BTOPH'IHO BE3HHKHAIO BCIIENCTBHE Ha MOPOHHOBOTO Mpeno3mpaxe,

HastoxcoH Tps6sa na 6bxe npunaray BEIMATEHO DU JIANE, KOHTO €2 H3BECTHH HIM ¢4 CYCIEKTHI,.

de ca Quspvecky 3aBucHMu 0T Mopdui. B TaxuBa clyyau, eHA pA3KA MM IIBIHA IIPOMSHA Ha'
OITHOMJHHTE e(eKTH MOXKE 6BP30 [1a HPEAN3BHKA OCTP CHHIPOM Ha M3TErIIHe,

Moxe na nMa HyXma Na ce M3EPasHH CTOMAINHOTO CHABPYKEMO, THH KATO TOBA MOXE Ha OBIE
NOJIE3HO 3a OTCTpaHABAHE Ha HeaDCcopOHpaHOTO JIEKApcTBO, 0COOGEHHO korato e Omia BieTa
nexapcrBeHa opMa ¢ MOTHHIEPaHO, YABIKEO 0CBOOOKAARAHE.

5. DapmMaKoTOrHIHN JAHHH

5.1 ®dapmaxosuHaMHYHY CBOiicTBa

PapMaKoTepaneBTHYHA IPYIA: OMHOMIH
ATC-xom: NO2A

Mopguu zefictBa kato aroucT Ha omuarHuTe penenTopu B IJHC ocofeHo Ha p ¥ B mo-Manka
CTENCH Ha K penenrtopute. CMiATa ce, Ye |4 PEleNTOPHTE MEARUPAYT CYNPacHHANHATA AHAJIE3Hs,
pecnupaTopHaTa AeNpecHd H ey(QopuaTa, a K penenTOpHTE MEIMEpAT CIHHANHAT2 AHANre3wus,
MHO32Ta H ycmokosgBaHeTo. Mophua mMa CBINO Taka JHPEKTHO HeNCIBHE BHPXY HEPBHHTE
NIEKCYCH Ha YpeBHATA CTEHA, IPHYUHABANKH KOHCTHITALHL.

IIpy nanuenTy B HapeHANA BH3PACT, AHANTETHYHUAT edekT Ha MOPOUHA € IOBHILEH.

Hpyrn edextn ma mopdun Bbpxy LIHC ca razeHe, TOBpLIIaHE ¥ OCBOOONCEABAHE Ha
AHTHRHYPETHYEH XOPMOH. :

HenpecuBHusaT epexT Ha MophHHA BBPXY HHINAHETO MOXE fa HOBede O pECHMpaTOpHa
HEIOCTAaTHYHOCT IIPH NANMEHTH ¢ HaMAIeH BeHTHIANHOHEH KanallHTeT, AbIDKAI ce Ha 3afonsBaHe
Ha GenuTe JpoGOBE UM Ha BE3ACHCTBUATA Ha IPYTH IEKApCTBa,

Edexrute Ha MopduHa MoraT fa 6b1aT NOBAUIEHY IIPH HAIlHEHTH C eHie(hanyT.

5.2 (dapmakoxmHETHYHM cBoiicTBa

MaxcumansaTa NHKoBa KOHIEHTPAUMSA C€ XOCTHra NPHOTH3HTENHO 2
nosata. Cliell HepopalHOTO mpuiarate, Moppus 6uBa DOMIOKEH HA BHC
MeTabomseM, BroHanmurocTTa Ha Mopduia e 30% ¢ panr Mexay 10 u
MOpdHHa MOXKe fa ObZe NOBHIIEHA IIPH MAIHeHTH ¢ qepHo,npoﬁeH Kapir
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C YABIDKEHO 0CBOOOXKIaBane OBIAT IIPHETH C XpaHa, tmay Ha MopduHa He € mpoMmeHer. Cpay Ha
MOp(HHA € TeKO TIOBHINCH cleH KaTo TableTKH ¢ YABIDKEHO 0cBob0xIaBane OBIAT B3eTH C XpaHa
(01 9.73 no 10 ng/ml).

MopuH ce enuMEHEpa ITaBHO dpe3 Meraboiu3Kpane. B uepnus apo6 MopduH ce merabonusupa
RO HEaKTHBHHS MOPQUH-3-ITIIOKYPOHHI H IO aKTHBHMA MOP(GHH-6-TIoKypornE. To3u MeTabonuT
€ II0-CHIICH, OTKONKOTO caMus MOpGbuH.

Meralonuture ce exckerupar IIaBEo B ypmHata (90% 32 24 uaca). Mopdun u HEropuTe
MeTabOJIMTH PelUpKyIHpar HHTepoxenarango. Oxono 7-10% ce eKCKpeTHpa upes »TBUKATa K
dexanuure. [lonyxusoTer e oxono 3 waca. Oxomo 20-30% oT Mopdusa e CBEP3aH KbM
IUTa3MEHUTE IPOTCHHH.

ObemsT Ha pectpubymuara e 1-3.8 L/kg. dapmakokuHeTrkata Ha MOp(hHHA € HE3aBHCHMA OT
mo3ara. [InasMenuTe HABA Ha AKTHBHAT Mop(an-G TJOKYPOHH/ MOTaT IOMePTAHO /ia C& HOBHIIAT
¥ NIAIMeHTH ¢ HaManeHa OL6peyHa QYHKIUS.

Mopdus-6-rmokyponus HpeMiHaBa KpBBHO-MO3bYUHATA Hapuepa.

Moptun npeMuHaBa INAEHTATA K ¢ SKCKPETHPA B MISIKOTO, nponssexmaﬂo OT MJICHHUTE KIEC3H.

© 3.3  Ilpesxanuamasu JaHHH 332 6e30HMacHOCT

ExcniepuMenTanny H3cnesanus 0Ka3paT, ye MophuH cymndar HHAYIHPA XPOMO30OMHO YBDPEXKIAHS
B COMAaTHYHH ¥ TEPMHHATHBHH KICTKH Y >KHBOTHH. Moxe fAa Oblle O4yaksaHoO HajnMdue Ha
TCHOTOKCHYEH IIOTEHIMAN II0 OTHOIICHHME Ha Xopata. He ca mpoBexnani ApmroTpaiiuu
H3CJICABAHMS IIPY )KHBOTHH 10 OTHOLICHHE Ha KapLIHHOreHHAA IOTEHIHAN Ha MOpHHA. -

Hsxonko uscneBanus noxaspar, 3¢ MOp(HHE MOXe A yCHIIBa TYMODHHS pacTex. B u3cieaBanys y
KMBOTHH, MODQUMHBT INOKa3Ba HATMYMETO HA TEPaTOreHEeH MOYSHNMAN M  IIPOBOKHpA
HCBPOIIOBEACHIECKA HENOCTATHYHOCT B Pa3BHBAIIMS €& OPraHHU3bM, JOKATO NaHHWUTE IpH XOpa He
JaBaT J0Ka3aTeNCcTBa 33 NPOBOKUPAHE TOABATA Ha MazdopMauy HiH PeTOTOKCHUHY eeKTH Ha
Mop¢uHa.

6. DapMaleBTHYHN JAHHY

6.1 CoHcebX HA DOMONMIMUTE BEIIECTBA U TEXHHTE KOJARYECTRA

Tabnerkn 10 mg:

Tlomousn BemecTBa (core):

Lactose monohydrate 107.74 mg
Hypromellose (Methylhydroxypropylcellulose 100,000 mPa.s) 25,13 mg
Stearic acid 6.00 mg
Colloidal anhydrous silica : 0.33 mg
Magnesium stearate " | 0.75mg
Homomun penrectea (coating):

Opadry Y-1-7000 White 598 mg
Ferric oxide yellow E 172 0.001 mg
Ferric oxide brown E 172 0.020 mg
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Tabnerxn 30 mg:

IlomomiiH BemecTBa {core):

Lactose monohydrate ) 87.74 mg
Hypromellose (Methylhydroxypropylcellulose 100,000 mPa.s) 25.13mg
Stearic acid 6.00 mg
Colloidal anhydrous silica 0.38 mg
Magnesium stearate ) 0.75mg
Tomomnu BewmectTra (coating):

Opadry Y-1-7000 White ' 5.98 mg
Certolake Poncean R4 E124 0.0I mg
Indigotine alulake E132 0.020 mg

Ta6netxn 60 mg:

omomun pemecTsa (Core):

Lactose monohydrate 57.74 mg

Hypromellose (Methythydroxypropyleellulose 100,000 mPa.s) 2513 mg -

Stearic acid 6.00 mg

Colloidal anhydrous silica 0.38 mg

Magnesium stearate ) a 0.75mg

Tiomommun semecTpa (coating): : o
Opadry Y-1-7000 White , 5.98 mg

Sunset Yellow Alulake E110 0.001 mg

Certolake Ponceau R4 E124  ° 0.020mg

Tabnerxu 100 mg;

Homoniuu Bemectea (core):

Hypromellose (Methylhydroxypropylcellulose 100,000 mPa.s) 42.87 mg
Stearic acid 6.00 mg
Colloidal anhydrous silica 0.38 mg
Magnesium stearate 0.75mg
Homommn semecTsa (coating): '

Opadry Y-1-7000 White 6.00 mg
Ferric oxide black E 172 0.001 mg

6.2 @OEpMKOXHMUYAN HeChBMECTHMOCTH

He ca ycranosenu.

6.3 Cpox ua roguOCT

CpoxbT Ha romHOCT € 3 FOUHY OT aTaTa Ha IPOH3BOJICTEO,

6.4 Cpenmajanu yclIOBHS HA ChXpaHeHHe

Ha ce cpxpanapa B 1oGpe 3aTopera OpEFHHANEA ONAKOBKA NpH TeMIeparypa rnox 25°C, npegnazen
OT BiIara. J{a ce masH OT CBeTNVHS.

Jexapemsomo da ce cvxpanssa na mscmo, HedocmBbRHO 30 deya.

6.5 Januu 3a onakoBKaTa

Brucrepy (PVC/PVDC/ALD) cepppxammy mo 7 u 1o 10 bmmMupany TabneTkn
I'onemuna Ha omaxoskmTe: 110 10, 14, 20, 28, 30, 50, 56, 60 @z 100 brMn
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6.6 Ilpemopnku mpu ynorpeda

Jlexapcmeomo da wWe ce u3NOA36a Cned USMUUAHE HA CPOKA HA 200HOCH, OSHAYEH 6bPXY
onaxogxama.

7.  Hme H aapec Ha HPHTeKATENN HA pa3pelICHHETO 32 YHOTpeba |

Marketing Authorization Holder

TEBA ®APMAIIEBTHYHA MHIYCTPHK JII/IMI/ITI/II[
TEVA PHARMACEUTICAL INDUSTRIES LTD.

5 Basel Street

P.O. Box 3190

Petach Tikva

{srae] 49131

TlpoussoauTen:

Pharmachemie BV - Teva Group
Swensweg 5, Haarlem, P.O. Box 552
2003 RN Haarlem, The Nétherlands

8.  Perucrpanmosen vomep B Perucrspa no wi. 28 ot 3.JIAXM
PeracTpannoseH HOMep:

9. [Harama NBPBOTO PA3PEUICHHCE 32 ynotpeda Ha JIeKapCTBeHHﬂ OpPOAYKT B
P. Brarapus —

10. [Mata pa (JacTHYHA) aKTyaIM3alKMA Ha TeKcTa — 06.06.2003r.
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