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KPATKA XAPAKTEPUCTWVKA HA TIPOAYKTA

LUDIOMIL®/AYAMOMWUA®
Ouamnpann tabaetkn 10 mg x 50; 25 mg x 30

1. THProBCKO BME Ha SIEKaPCTEEHUS NPOLYKT MAHMCTERCTRO HA BQPABEUTIA?}BAHETE:
LUDIOMIL®/MYZNOMMN® 10 mg, 25 mg cnnmupany TabneTky

Mlpunosenue tpy 1Lty 0,
paspewenue 3a ynowpeda il (72 [; -0 - 269 9{

676/ 22,1105 W

2. KonruecTBEH M KAYECTEEH CheTab

TexapcTeeroTo BewecTso € maprotiline hydrochioride.

Beska dounMmupana tabnetka cbabpka 10 mg vnu 25 mg manpotuivH XMgpoxnopua.
3a nomoLUHUTE BellecTea BIK pasgen 6.1 CrimceK Ha NOMOLLHKTE BELECTBA.

3. JiekapcTrena chopma
Punmmnpany TabneTtkn ot 10 mg.
Gunmmpany TabneTky ot 25 my.

4. KnivenuHM SaHHN
4.4. MNokazakna

Henpecus

Jleyenue Ha OENPECMBEH €NU30 — NeK, YMEPEHO TEXBK N TEXBK, C U 6€3 NCUXOTUYHW CUMATOMMY,
PEKYPEHTHO AESMPECUBHO PasCTPOIACTBO.

Hdpyau JdenpecueHu HapyweHUsl, XapakTepuaupaliy ce C TPeBOXHOCT, AMCHOpua unu
pasApasHUTENHOCT; KpaTbK AenpecuBeH ennsof (ocobeHo npy nauueHT B HanpepHana BL3pacT);
JenpecuBeH €nun3os € MNCUXOTUYHM K COMaTtiiHu CUMMTOMNW, CMECEHO TPEBOXHO-AENpPEeCUBHO
pa3cTpoiCcTBO

4.2, lo3npoBKa U HA4YKH Ha ynoTpeba
o Bpeme Ha nevyerneTo ¢ LUDIOMIL® nauventsT Tpsibsa ga 66 nog meguLHcko HabsofeHue,

FipenopbuUUTENHNA JO30B MHTEPBan e mMexay 75 u 150 mg Ha ged. B 3aBUCUMOCT OT TEXECTTa Ha
CUMMTOMUTE, OTFOBOPBT W MOHOCUMOCTTa Ha MauueHTa KbM Jie4eHUeTo, NMbpBoHavantiaTa gHeBHa
[03a moxe ga 6bge 25 mg (oT eguH 1o TpM NBTV Ha geH) uim 75 mg (eAWH NBT HA AeH), cnep
KOETO MOCTENEHHO ce yBenuyasa [0 AocTuraHe Ha edekTueHata fosa. He ce npenopbusar
BHeeru goam Hag 150 mg. [ozoeuaT pexum Tpabea Ha ce onpenens WHAMBUOYaNHO 1 fa ce
afanTypa cnopef CbCTOAHNETO Ha nauveHTa K edeKTa OT NPOBEXaHOTO NieYeHNe, Hanp. KaTo ce
yBenuuaBa BevepHaTa [jo3a U ce Hamarsea gHeBHaTa wunu, o0paTHo, KaTto Ce HasHaun camo eauH
npMem SHEBHO.

Llenta e, ga ce nocTurHe TepaneBTudeH eeKT C© uanonssaHe Ha AtrAeIe BBIMONHN SO3NW,
0coGeHO NPY NaLMEHTN B HanpegHarna Bb3pacT C HeyCTON|MBa ag; BRQ cucTema, Tei
KaTto npy . Te3sn nauueHTu, Mo MNPUHUMN, € Mo-BepoATHO A3 HafENIaT H 5.% rNeKkapcTBeHN
peakuun. '
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Tabrnetku LUDIOMIL® TpsBea ga ce normbllar Len ¢ JOCTaTh4YHO TEHHOCT.

Mauuesmu e HanpedHana eb3pacm (Had 60 200unu). Kato UANoO ce npenopbysar [o-HUCKK
poanpoekn. 3anousa ce ¢ 10 mg, 3 meTM OHeBHo wrm 25 mQg epHoKpaTHO AHeBHO. [lpn
HeobX0AMMOCT AHEeBHATA 40338 MOXE MOCTENEHHO fa Ce MOBUIUAaRa ¢ Markn KonuvecTsa go 25 mg,
3 0BT QHEBHO unu 75 mg epHOKPaTHO BHEBHO, criopes eheKTUBHOCTTa i NOHOCUMOCTTa (BWX
pasfnen 4.8 HexenaHy nekapcTBEHU peaklm 1 pasfen 5.2 GapMakokuHEeTUYHN CBONCTEA).

Heua u nodpacmeawju (nod 18 2oduHu): besonacHoCTTa U edeKTMBHOCTTa Ha LUDIOMIL® npu
fela n nofApacTeawy He e yctaHoseHa. Nopagu ToBa ynotpebata B Tasn Bh3pacToBa Fpyiia He ce
npenopsyBa.

Mpekpamseane Ha mepanuama. BHeaanHoTo OTHEMAaHe VMW BHE3AnHOTO HamanaBaHe Ha [o3aTa
TpsibBa ga ce uabsrea nopaay BhL3MOXHOCTTE OT Bb3HUKBaHE Ha HEXEMNaHn fiekapcTBeHr peaxLium
(wx pasgen 4.4 Cneumantn npoTVBONOKa3aHWA W ChiielMandn nipefynpexaeHua 3a ynotpeba un
pasgen 4.8 Hexernahu nekapctseHn peakunn).

4.3. [porMeonokaszakus

CBPBXUYBCTBUTESIHOCT KbM ManpoTWUMMH WK HAKOE OT MOMOLUHWTE BELUecTBa WNK KPBCTOCaHa
YYBCTBUTENHOCT KM TPULIMKIMNEN SHTHEENPEcaHTy.

KOHBYFICMBHN HapylleHvs Wil MOHWXKeH bpYOB mipar (Hafmp. MOSBLYHO YBpeXgaHe ¢ pasnuyHa
€TMNONOrKS, ankoXonuasbm).

OcTep craaui Ha MuokapaeH MHMapKT U HapyLIeHNs B cbpaeyHaTa npoBoguMOCT.
Tesxko yepHoapobHo unu 6bpeyHo HapylweHne.

3aKpUTOBIfIEHa TraykoMa wiv 3afbpkaHe Ha ypuHara (Hanpumep, rnopagy sabonsiBane Ha
npocrartara).

EpxospemenHo rneuenne ¢ MAO-umxubutopn (B paspen 4.5 JlekapcteeHu W gpyru
B3aMMOLENCTBUA).

OcTpo 0TpaBsaKeE G ankoXor, XMMHOTWULWM i NCUXOTPONHK NeKapcTBEHW NPoLyKTh (BUXK pasfen 4.5
JiexapcTBeHn v gpyr B3aMMOOENCTBUS).

4.4. Creuyanuy npeaynpexgeHns v cnelyanin npegnasHy MepKu npy ynortpeba
AHTHapUTMKUYHY NeKapcTea

AHTMApUTMUYHUTE reKapcTBa ca MmolHY uHxubutopy Ha CYP2D6, Hanpumep XUHWAVH 1
nponadpeHoH, U He TpabBa fa ce W3NorsBaT B KOMOWHauma ¢ LUDIOMIL®. AHTUXONMHEPruYHKTE
edekT Ha XMHVAMH MOoXe fja NPepu3BuKaT S0303aBUCUM CUHEPTUSBM C LUDIOMIL® (s paspen
4.5 flexapcTeenu v gpyr BaauMoneicTemns).

CynuuneH puck

Mpu TEXKM Aenpecun CLLUECTBYBa CYMUIMAEH PUCK 1 Toi MOXe Aa NepcucTipa [0 HacTeMBaHe Ha
sHaunTenHa pemucus. MNpy naumeHT ¢ SENPECUBHU HapyIUERUA, KaKTo Bb3pacTHy, Taka U Aeua,
MOXe [ia HacTbLMy BriolaBate Ha JENPeCcUBHUA enusog u/uny cyulMaanuTeT unn fa ce Nnoseu apyr
ACUXUYEH CUMMTOM, HE3aBUCMMO OT ToBa Janu nNpueMar wnv He aHTugenpecanTu. Kpatkocpaouxn
npoyyBaHWsi NoKassaT, Ye aHTUAENPEeCaHTUTE NOBUILIABaT PUCKa OT CYWLMAHO MUCHieHe i
noeefeHve (cymumpanuTeT) NpyW Aeua W nogpacTealin ¢ JenpecuBHy 3abonssanua 1o Apyri

MOraTt ga 3achnsaT cymunaHoTO noBefehHne.

B npoyusaHe ¢ LUDIOMIL® 3a npoduniakivka Ha yHurnonapH
HabMmogaBaHO  yBenWYeHWe B CYMLMAHWTE HaKMOHHOCTY MU TRy
=
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riekapcteoTo. LUDIOMIL® e chrocTaBum ¢ Apyrute aHTUAENPECcaHTU N0 OTHOLLEHVE Ha Bpb3KaTa
¢ thatarnHo npepoaupaxe. MauneHTuTe TpAbBa Aa ce HabrofasaT BHUMaTENHO Npe3 BCUYKKU eTanv
OT NeveHneTo.

Bcvuku naumenTy nekysanu ¢ LUDIOMIL®, 3a kosiTo M fa e uHaukauus Tpabea ga ce Habriopasar
BHUMETENHO 3a KMMHUYHO BriollaBaHe, CyuUMAanuTeT 1 GPYri NCUXUYHN CUMATOMU (B pasgen
4.8 HexenaHu nexkapcTBeH peakuuy), ocobeHo B HayanHaTta (hasa Ha TepanuATa unu o Bpeme
Ha NpoMeHnTe Ha Bo3arta.

Tpsbea pa ce uMa npeaswy afanTUpaHeTO Ha TepaneBTUHHWUS PEXUM, BKMIOUYWUTENHO
BB3MOXHOCTTa 32 MpeKpaTsABaHe Ha HeYeHWeTO NMpWM Tean nauneHTH, NPy KOUTO fpOMeHnTe ca
TEXKM, C BHE3aMHO Havyano unn He ca 4YacT OT MbpBoHaYanHuTe CUMITOMU Ha nauumeHTa (BuK oLle
MNpexpaTAsaHe Ha TepanusaTa B pasgen 4.4 Cneunasiyy npefynpexaeHns 1 cneluasnHi npeanastn
MEPKKM npn ynotpeba).

CemelicTBaTta ¥ xoparta, IPWKELM Ce WM 33 NauveHT, JieKyBaHW C aHTUAENpPecaHTh 3a
FICUXNATPUYHI 1 HencuxuaTpuiuHy 3abonsieauus, Tpabea aa ObhaT npegynpeAeHy 3a HyxgaTa ot
MOHUTOpVPaHe Ha MauueHTWTE 3a foABaTa Ha APYrK MOUXMYHW cuMnToMu (BWX pasgen 4.8
HexenaHn nexkapCcTBeHy peakuum), KakTo M 3a MosieaTta Ha CyMUMAanuTeT v ga uHdopmupat
He3abaBHO 34PaBHUTE CIYXUTENMW.

LUDIOMIL® Tps6sa ga ce Npefnucea B Hail-MankoTo KOUYECTBO, OCUIYpsBallo OBMagsBaHe Ha
3abonssaHeTo, 32 Aa ce usberHe pucka ot npeaosnpaxe.

Mepuose

CouilecTBYBAT M3ONMpaHU CbodlieHNs 3a MbpyoBe NPU nauneHT 083 aHamMHEeCTUMHW AaHHKU 3a
rbPYOBE, KOWTO €a FIEKYBaHW C TepanesTityHi 403K LUDIOMIL®. B Hsixon OT criyqauTe ca Harmue u
BOMBRHUTENHN aKTOpK, KaTo eLHOBPEMEHHO NPUMOXEHUE Ha FIEeKapcTea, 3a KOUTO € U3BECTHO Ye
HamanaBaT IbpyYoBMS Npar. PUckeT OT nosBa Ha rbpuyoBe MOXe [a ce NOBULLM, KOoraTo
efHOBpPEMEHHO Ce MpUarat aHTUNCUXOTULIM (Hanp., heHoTMasuHK, pucriepuaoH) (B pasgen 4.5
flekapcTaeHn 1 ApYry B3aUMOLENCTBIA), KOraTo CbMBTCTBALLOTO NPUIoXKeHne Ha BeHsouasenHun
e MpeKkbLCHaTo BHesanHo, unv korato 6bLp30 e noBuWEHa NpenophkyMTenHaTa AO03NPOBKa Ha
LUDIOMIL®. Korato He Moxe ga ¢e YCTaHOBM NPUHMHHO-CRIEACTBEHA BPL3Ka, PUCKET OT Mbp4oBe
MOXE [a Ce Hamany Ypes: M3rnonsBaHe Ha HWUCKM HadanHv [o3Y; noghobpXaHe Ha HadanHarta foza
33 NEPUOA OT 2 cefMuUM M CJief TOBa NMOCTeneHHo NoBULLaBaHe ¢ Manky KonuuyecTsa; 3anassaHe
Ha MoAAbpKallara 4033 Ha MWHWManHOTe edheKTUBHO HUBO, BHUMaTenHa npucrnocobssate unm
n3bArBaHE Ha €OHOBPEMEHHOTO MPUIIOXEHWE Ha feKapcTsa, KOUTO HaMansaBaT IbpYOBUs npar
(Hanp. deHoTUasnHN, pucneprgoH) un 6bp30 NoBylaBaHe Ha Ao3aTa Ha beHsoauasenuHu.

CuirbTeTBALLETa ENeKTPOKOHBYNCUBHA Tepanus TpsGBa fa ce NpoBexaa nof BHUMAaTEnNeH
KOHTPO.

CtpaeyHOCHAOBY HapyileHus

ChLUECTBYBaT QaHHN, Y& TPULMKFIMYHATE U TETPaLMKIUYHWTE aHTULAenpecanTh BOGAT A0 ChpAeyHN
apuUTMUY, CUHYCOBa TaXUKapavaA W yabibkasaHe Ha NPoBOAHOTO Bpeme. B MHOTO peaku criyyan nva
vHpopMaUus 3a KamepHa Taxuxapausa, kamepHa dubpunauus n Torsade de Pointes, npu naumeHTy
nexysahn ¢ LUDIOMIL®; usikon oT Teau criydam ca 6Gunu cbaranan. [MoBuleHo BHUMEHUE €
HecbXomMMO NPU NaUVEeHTW B HanpejHana Bb3pacT W NalMeHTW CbC  CbpAEYHOCHL0BY
3abonsBaHuA, BKIIOUMTENHO aHamHesa 3a MUoKapaeH nHcapKT, aputMmum winnu ncxemmnyHa Gonect
Ha cbpuetTo. [lpy Tesn nauMeHT® € MoKaszaHo npocregsisaHe Ha cbpAeuHaTa dYHKUKA,
eroumTento EKI, ocoGeHo npu npofbikuTenHo nevedwe. [lepuofudyHO MOHWTOPUpaHe Ha
KDLBHOTO HansraHe € HeobxoAumo npu nauveHTy, NPeapasnonoXeHu KbM OopTocTaTtuyHa
XWMOTOHUA. =

LOpyru ncuxuaTpru4Hy edekTi
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B penku criydau € HabrlogaBaHo aKTMBUPAHE Ha NGUX03WM NpW MaLMeHTA ¢ LIM3ogpeHus,
ripyueMalliv aHTMAENPEecaHTM U 3aToBa € Heobxopumo fAa ce OT4UTa pUcka Npy NPUSioKeHne Ha
LUDIOMIL®, Uma croblueHns 1 3a ChCTORHMA Ha XMMOMaHWsi U MaHus NpY NaumeHT ¢ BunonsapHu
acheKTMBHY pasCTPOoCTBa Npy NevYeHue ¢ TPULUKIWYHK aHTUASNPECaHTY N0 BpeMe Ha fEeNpPECUBEH
enu3od. B Teau criyyan Moxe Aa Ge Hanoxu peayLmMpade Ha poavposkata Ha LUDIOMIL® unn gopu
CrMPaHeTO My W MPUMIOKEHWETO Ha AHTUIICUXOTUYHO NeKapcTBeHo opefcTeo. ChLMbLTCTBalloTo
fieYeHUe C aHTUNCUXOTULM (Harp., heHoTUasuHN, pUCNepraoH) MOXE Aa NpefnsBuka yBernmyeHue
Ha nnasmeHuTe HuBa Ha maprotiline, noHwxeH repuoB npar M repyose (BWK pasgen 4.5
TNekapcTenu n apyrv B3aumogencteuns). KombunaumsTta ¢ CYP2D6 wHxmbutopa thioridazine moxe
03 NPeau3BmrKa TEXKa CbpaeYHa aputMns. ETo 3allo e Heobxoamumo perynupase Ha fosara.

Mp nauMeHT ¢ MPeaucnosuLmMs W RaUMeHTH B HanpepHana Bb3pacT  TPULMKITMYHUTE
aHTUAEenpecaHT MoXe fAa MpoBOKupaT (apMakorenHw (QenvpuosHiu) ncuxosy, ocobeHo npes
HOWTa, Te OT3By4aBaT 0ea feveHyue B pamMKuTe Ha HSIKOMKO AHW Cref NpeycTaHoBsBaHe Ha
rneyeHueTo.

XunornukemMmns

TpsbBa ga ce MMa npegewp BBE3MOXHOCTTE OT XMNOTMMKEMUA [pW MauueHT, npuematiy
LUDIOMIL® enHospeMerHO ¢ nepopasnHi cyridoHUNypeiiHn nekapcTsa My MHCynuH. BornHkte oT
AuabeT TpsibBa BHMMATENHO LA CNeOgAaT HMBOTO Ha INIOKo3a B KPLBTA, KOraTo 3anoysat WUnu
npekpaTsear redenne ¢ LUDIOMIL® (suwx pazgen 4.5 llekapcTeeHn u Apyr B3auMoAeRcTBus).

bBsisi KpbBeH pes

Heszasucumo, Ye ChLUECTBYBAT CaMO M30NMMpaHy CbobLUeHWsA 3a npoMeHn B Denus KpbBEH pPeq,
He0OX04MMO e MEPMOZNYHO Sa Ce NPOoCcHeasiBa AudepeHLManHa KpbBHA KapTMHa 1 MoOHUTOpUpaHe
3a CUMMATOMMU, KaTo BTpUCAHE U Bb3NaneHue Ha rbpsioTo, 0CoDEHo Npes MbPBUTE HAKOMKO MeceLa
OT Nie4eHKneTo. TOBa ce NPenoptMBa Y MpY MPOLbITKUTENHO NeYeHNe.

Anecte3un

Mpegu oblia wnu rokanha aHecTesns, aHecTesnonorsT TpAGBa Ha O6bAe WHGOpPMUpaH, Ye
naumeHTsT e npueman LUDIOMIL®. MpoatmxasaHeTo Ha NeveHneTo e no-6e3onacHo oT pUckT oT
YCIOXHEHNWS NOopaau crinpaHe Ha TepanuaTa Npeau onepauys.

Monynaumm cbe cneundnyHo sievcHue. NPoRLMKUTENHO fieyeHne

Mo Bpeme Ha NPoAbLIMKUTENHO NeveHue TpabBa [a ce MoHuTopupa YepHoapobHaTta 1 6ubpeyuHara
OYHKUMS.

foBULLEeHO BHMMAaHWE € HeobDXoAWMOo Mpy MauveHTM ¢ aHamHesa 3a fOBULIEHO BLTPEOYHO
HansAraHe, XpoHW4Ha TeXKa obcTUNaLMA UM aHaMHesa 3a sagbpXaHe Ha ypuHara, ocobeHo npu
Hanu4yne Ha RpocTaTHa XunepTpodus.

PsiskoTo npeycTaHoBsABaHE Ha NPUMEMAa Ha NEKapCTBOTO WMk HamarnsBaHe Ha fo3upoBkaTa Tpabea
ga ce un3bArea, nopagn BEPOATHOCT 32 MosBa Ha HexenaHn edexty (Bmx 4.8 Hexenann
ReKapcTBeHU peakumn).

TPULMKNUYHATE aHTURENPecaHTM MOrat Aa NPOBOKMpAaT MapanuTuieH uneyc, ocobeHo npy
nauveHT B HarpeRHana Bb3pacT 1 Npu xocnuTanuaupany Gorku. CrnegosaTernHo, HeoGXogkmo e
[a ce npearnpuemMar afAeKBaTHN MEPKU NpU HacTbNBaHe Ha o6cTrnauus.

MoBULIEHO BHUMaHWE € HEOBXOANMO FipKt MaLneHTU C XUNEPTUPEOUEUSBM 1 NALMEHTY, NpMeMatuy
TUPEOUIHN XOPMOHU (BEPOATHO NOBULIEHNE HE CHPSEMHOCHA0BUTE HEXenatn cobuTrs).

CrofilaBa ce 32 MoBULIEHa 4YecToTa Ha 3LOHWA Kapuec npu
ObMrOTPakHO IeyeHWe C  aHTMgenpecaHtT W 3atoBa npu  RE
fpenopB4BaT PeAOBHY CTOMATONOMMYHK Nperneau. /

MOANOXEHU Ha
neyeHue ce
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Flpn nauueHT™ C KOHTaKTHK JSieluW MOXEe Aa CE YBpefn KopHealHus enuTen B pesynTatr Ha
HamaneHaTa CceKpelns Ha Cb3HWTE Xne3l M HaTPYnBaHETO Ha MYKOMAHW CeKPETU, Aballlt ce
Ha aHTUXofNIMHepruvsnTe CEBORCTBA Ha TPULMKIMUYHUTE aHTUASTIpecaHTn.

I'Ipel{pa'mBaHe Ha TepanuAaTa

TpabBa pa ce wabsrsa BHE3aMHOTO ChvMpaHe UNW BHE3anHOTO HamansasaHe Ha [o3aTa, nopagu
BEb3MOXKHOCTTAa OT Bb3HMKBAHE Ha HEXernaHu IneKapcTBeHW peakumm. AKO pellieHneTo 3a
NPEeKpaTsiBaHe Ha TepanusiTa e B3eTo, NpUeMa Ha NexkapcTeoTo TpAbBa Aa ce HaMmanu NOoCTENeHHo,
KOMKOTO MOxe no-0bp3o, HO umalkiky Rpefsuf, Ye BHE3anHOTO OTHeMaHE MOXME HEeCBbMHEHO Aa
NMPean3BuKa HEXeraHU NexapcTBeHu peakuun (BUX pasgen 4.8 Hexxenauw nexapcTeeHn peakuuu,
33 ONNCAHWE Ha PUCKOBETE OT NpeKpaTaBaHe Ha nedeHneto ¢ LUDIOMIL®).

HNakto3a

LUDIOMIL® churnimmpann TabrieTkt ChOobpKaT Nakrosa MoHOXWApaT. [lauueHTute C pefiku
HacriefcTBeHn npobnemMm Kato ranakTosHa HEMOHOCUMOCT, TEXhbK FiakTazeH HeduunT unm
rHilOKO30-ranakroska manabcopbuus, He TpsOBa Aa fipvemar ToBa SIeKapcTBoO.

4.5 . llexapcTeeHn 1 APYrH B3aUMOOENCTBNS

EgHoBpemedHoTe npunioxeHne Ha CYP2D6 wHxmbutopy MoXe [a [oBefe [0 [MoBullaBaHe
KOHUEeHTpaLusATa Ha maprotiline fo npubnuamTenHo 3,5 MbTU MpY naumeHTn ¢ 6bps metabonuTeH
thenotn Ha debrisoquine, npeepbiiaiikn 1 B baBHo MeTabonmaupaul deHoTUR (BUX paspen
dDapMakoKMHETUHHN CBOMCTER).

MAO-uHxnénTopn

MoroamunokecngastHute (MAQ) nHxubuTopy, kouto ca mowHn CYP2D6 wnxubutopu in vivo karto,
Hanpumep, moclobemide, 1 ca npoTHBOMOKasHM 3a epHoBpeMeHHa yrotpeba ¢ LUDIOMIL® (B
paspen 4.3 Mpotusonokasarna). LUDIOMIL® He TpsBea Aa ce npunara B NPOALIMKATENHOCT Ha
noHe 14 gHu cnep npexpartseadHe Ha TepanusaTta ¢ MAO-uHxubuTopn, 3a fa ce uaberne pucka ot
TEXKN B3aUMOAEWCTBUA, KaTO XVNEPNUPEKCcUs, TPEMOop, FeHepanusMpaHy TOHWYHK [bpHOBe,
OenuprUyM 1 Bb3MoXHa CMbpT. CHILOTO Ce oTHacs 3a npunoxeHne Ha MAQO-uHxubuTopn creg
nipenBapuTesniHo nevexne ¢ LUDIOMIL®,

AHTHEPUTMHWYHN NeKapcTea

AHTHAPUTMUYHWUTE SieKapeTsa, KOMTO ca MotHn uHxubutopy Ha CYP2DB6, Kato XuHuauH W©
nponacheHoH, W He TpaAbBa Aa ce usnonaear B KomMOuHauus C LUDIOMIL® . AHTUXORUHEPTAYHNTE
edeKTM Ha XMHWAMHE MOXE Ba MPUYUHAT £0303aBUCKUM cuHeprnabM ¢ LUDIOMIL® (swk pasgen 4.4
CrieLvan{y NpoTMBONOKa3aHWs W crieLmanHy npegynpexaeHus 3a ynorpeta).

AHTHEKMaO0ETHY NeKapcTBa

EAHOBPEMEHHOTO NPUIIOKEHWE Ha NepopanHn cyndanunypeiHn ApoayKTh UMM UHCYTMH MOXe 42
MoTeHUMpa XUMoriMKeMuyHoTO AeiicTBUe Ha aHTManabeTHuTe nekapctea. Anabetumre Tpsbea
PEenOBHO fAa CNeOsT KpbBHATa 3axap npyM 3ancysaHe Whk MNpeycTaHoBABaHe Ha JjiedeHne ¢
LUDIOMIL® (swmx pasgen 4.4 CrieLansy NpegynpexxaeHis 1 cnelnanty npeanasHyi Mepku rnpu
yroTpeba).

AHTHIICUXOTULIN

EAHOBPEMEHHOTO NPUIIOKEHUE C aHTURCMXOTULW (Hanp. (heHoTUasuHK, pPUcCrepuaoH) MoXe Aa
[OBeAe 0O MoBULIEHW finasMeHn HuBa Ha maprotiline, HamaneH rbpyoB_Mpar U repqoBe (BWK

aputmus. ETo 3allo e HeoBXoaUMO aianTupaHe Ha AosarTa.

AnTUKOArynanmm
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Hakou TPULMKMUYHKM aHTUBENPecaHTW MoXe fa NoTeHUMMPaT aHTukoarynauTHuA edekT Ha
KymapiHa, BEepOATHO 4pe3 uHXubupaHe Ha Herosus meTabonmsbM MU Ype3 HamanseaHe Ha
MOTURMTETA Ha YepBata. Hsma fokasatenctsa 3a criocoBHocTra Ha LUDIOMIL® ga uHxubupa
meTabonusma Ha aHTUKoarynaHTuTe KaTo wariarine (aktveBeH S-eHaHTHOMep meTabonusupaH oT
CYP2D6), Ho e HeoDOX0AMMO BHMMATENHO NpocneasBaHe Ha nsiasMenus npoTpoMbuH 3a Tosn Bug
rnekapcTgsa.

AHTHXONUHEpPFUYHU JieKapcTBa

LUBDIOMIL® moxe fia noTeHumpa edeKTa Ha aHTUXONMHEePriuHuTE nekapceTea (Hanp. deHoTMasnH,
aHTUNaPKWHCOHOBK NEKapcTBa, aTponuH, SunepuamH, aHTUXucTaMmuHu) BbpXY 3seduuute, LIHC,
YEPBATE W NINKOYHIS MEXYP.

AHTVIXWI’IepTeH3HBH 1 riekapcTea

EnHospemeHHata ynoTpeba ¢ OGera-bGniokepu, kouto ca wunHxmbutopu Ha CYP2D6, kato
ApPOoNpaHonon, Morar Aa NPeAnMIBUKaT NOBULLEHNE Ha NNasMeHuTe KoHUeHTpauun Ha maprotiline. B
nogodHK cnyyan TpsibBa [Aa ce MoHUTOpUpaT MasMeHnTe HUBA U Ce nIpenopLYBa ajanTtupaHe Ha
Bo3upoBekarTa.

LUDIOMIL® moske ga Hamanu unv fa enMMueupa HambLaHO aHTUXUNepTeH3VBHUTE ediekTu Ha
afpeHonUTALMTE, KaTo FBaHeTWauH, GeTaHupauH, pesepnuH, KnokuanH u anda-meTungona. Ipu
HeoBX04VMOCT OT ESHOBPEMEHHO aHTUXMNEPTEHIUBHO NeveHue, criefBa da ce npuemart gpyr Buf
aHTUXWNEPTEH3UBHYK NeKapcTBa (Hanp. guypeTuuu, BasogunaraTopu wm 6eTa-Briokepy, KOUTo He
MOANEXaT Ha u3paseHa GuoTpanchopmaums). BuesanHoTo npeycraHosssaHe Ha LUDIOMIL® moxe
A2 [loBee 10 TEXKE XUNOTOHUS.

CUMRaTHKOMUMETHLIY

LUDIOMIL® moxe fa rnoteHuMpa CbPASUHOCHLAOBUTE edeKkT Ha cumnaTVKOMUMETHLMTE, KaTto
appeHanuH, HopagpeHanvH, usonpeHane, edenpuH 1 deHnnetpuH, KakTo K Karnku 3a HOC 1
roKanHn adecTeTUUW (Hanp. TesW W3nofsBaHW B cToMaTonorusita). HeoBxoaumo € CTpuKTHO
MoOHUTOpYpaHe (KPBBHO HarnisiraHde, Myrnc) U BHUMAaTeNHo agantyupade Ha Jo3UPOoBKaTa Npy NofobHu
chny4au.

JiekapcTBa, NOoTHCKAIYYM LleHTpanHaTa HepBHa cucTeMa

Maumentute, npvemauwm LUDIOMIL®, Tpsfea na 6vaaT npegynpenehn 3a BL3MOXEH NPOMEHEH
OTroBOp KbM ankoxor, 6apbutypati 1 gpyri nexapcerea, notuckawy LIHC.

bBeHzopnasennHun
EnHoBpeMeHHOTO NpuniokeHne ¢ BeHsoguasenuHu Moxe 4a NoBvLLIM cegaLaTa.

MeTurnicheHugar

MetundpeHnpaT MOXe S[a YBENUMUM MAasMeHaTWTE KOHLUEHTpauum Ha  TPUUMKIMYHWUTE
aHTWaenpecanTh 1 4a younn TexHute ecpextu. ETo sailo e Heobxogumo aganTupaHe Ha fosara.

CerneKkTMBEM MHXMOUTOPKM Ha pebnTelika Ha cepoToHuH (SSRIs)

SSRIs, kouto ca wHxubutopy Ha CYP2D6, kato drnyokcetvH, crnysokcaMmuH (KOWTO Chbilo
nHxubupa CYP3A4, CYP2C19, CYP2C9 n CYP1A2), napokceTuH, cepTpanid WK unTanonpam,
KOWTO MOXe A2 NOBULLAT fiasMeHnTe KOHUEHTpauuy Ha ManpoTWUnH CbC CLOTBETHUTE HEXenaHn
edekty. MMopagn NPOLLRXUTERHXA NNAsMEH NMOMXMBOT Ha RAYOKCETUH 1 (NyBOKCaMUH, TO3W
edhexT moxe ga 6bae no-npogbimknTencH. ETo 3allo e Bb3MOXHO Ad ce HanoXu apantupaHe Ha
posara.

Hy-peulenitopHK aHTarOHUCTH

HesaBucumo, e He cbliecTsysaT gaHnn 3a LUDIOMIL®, enHobpem
KOWTO € aHTarOHUCT Ha XucTamuHy (Hp)-peuentopute (MHXubupa c
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pkriounTenHo CYP2D6 u CYP3A4) npenmusBukea MHXubupaHe metabonusma Ha TPULMKIUYHUTE
aHTUAENPECaHTH, KOETO BoAW A0 NOBULIEHWE Ha NNa3MEeHUTE UM KOHUSHTPpaUun 1 yBenu4enmne Ha
HeXeNaHuTe NexapcTBeHn peakLuy (CyxoTa B yCTarta, HapylueHus 8 apeHneTo). CrieoBaTtefHo fpn
©OHOBPEMEHHO MPUACKEHNE C LWMMETWOMH MOXE Aa Ce HanoXu pefylMpaHe Ao3vpoBKaTa Ha
LUDIOMIL®.

BrinsiHve Ha MHBYKTOpPUTE Ha uuToXpom P450 B'bpXy MeTaboRn3aMa Ha MarpoTUINH

ManpoturnuH ce metabormanpa rnasHo ot CYP2D6 u Ao ussectHa ctened oT CYP1AZ. He e
yctaHoBeHo fanu CYP2D6 moxe Aa 6vae uHayumpaH, HO €QHOBPEMEHHOTO TNpUAioKeHue ¢
BewecTsa, fio3HaTM kato uHaykropu Ha CYP1A2, moxe pAa yeenwudn obpasyeaHeTo Ha
AeaMeTunmManpoTuvd. He ce ovaksa obiuys dapmakoavHamuydeH edekT ga Hamarnee, Tbl KaTo
To3n metabonuT e axtueeH. MKaykuusTa Ha eHsnmute, 0baue, Tpsbea fa 6vae ycraHoseHa npu
[E3aKTUBNPaHETO Ha ManpoTUrvH W AesmeTunmanpoTunue (Hanp. P450, exsumure ot ¢asa ),
KOETO MOXE Ja YCKOPpY KNMMpBHCA Ha akTuBHUTE MeTabosniuti 1 Aa Hamanu edekTa Ha LUDIOMIL®.
Eto 33110 & BL3MOXKHO A2 e HanoXW ajanTvpaHe [o3aTa Ha LUDIOMIL®, korato ce npuriara
©JHOBPEMEHHO C BELUECTBa, KOWTO MHBYLMpaT u4epHogpobHUTE UUTOXPOM-P450 usoeHsumu,
ocoBeHo Tesu, KoUTO YYacTBaT B MeTabonmama Ha TPULMKNUYHUTE aHTUAeNpecanTy, kato CYP3A4,
CYP2C19 w/unn CYP1A2 (Hanp. pudrammmuviH, kapbamasenuH, heHoBapbutan v dieHuTonH).

4.6. bpeMeHHOCT U KbpMeHe

BpemenHOCT

OnmTuTe TipK XWBOTHM HE MOKa3BaT TEPaTtoreHHW W MyTareHH edektm K HaMa JaHHu 3a
HapyLUieHVsi BbB hepTunnuTeTa unK yBpexgaHe Ha nrofa. Hesasucumo oT ToBa, HesonacHocTra ot
MPUIOXKEHUETO Ha IEKapCTBOTO MO Bpeme Ha OpemMeHHOCT He e ycradoBeHa. CblUecTByBaT
M3ONMPAHN CRy4ai 32 BEPOATHA Bpbaka Mexay LUDIOMIL® 1 Hexerianu peakuwy BbpXy nnoaa npu
xopa. LUDIOMIL® He TpsiBea ga ce npunara no Bpeme Ha GpeMEeHHOCT, OCBEH B CriydauTe, Korarto
fioTEHUManHUTe Nonsy 3a Maikata onpasfasaTr Bb3MMKHUTE PUCKOBE 3a Nnoaa.

Mipunoxerueto Ha LUDIOMIL® Tpsfsa aa ce nipeycTaHoBw Hali-Marko 7 ceamuuy npepn TepmiHa
3a paxgaHe, B Cy4yail, Ye CbCTOSHMETO Ha nauveHTKata No3sonasa, 3a Aa ce NpepoTBpatsaT
BEPOATHA CUMMTOMY Y HOBOPOAEHOTO, KaTo AUCHHEs, neTapris, pasapasHUTeNHOCT, Taxukapaus,
XUMNOTOHKS, MPYOBE, TPENepeHe U XUNoTepMUA.

Ktpmene

ManpoTusivH npeMyHaBsa B KbpMata. Cneg nepopanHo npunoxeHue Ha 150 mg gHesHo 3a 5 AHY,
KOHLIEHTpaUMATa B KbpmaTa HajBuuasa KOHUEHTpauusTa B KpbeTa ¢ ¢aktop ot 1,3 - 1,5.
HesaBucuMo, Y& HAMAa [AaHHN 3& HeXesnaHu peakuuu BbpXY HOBOPOASHOTO, Malkure rnpuemalim

LUDIOMIL®, He Tpsabea ga KopMsiT.

A.7. EdpexTi BbpXy criocobGHocTTa 32 Iotupake M paboTta ¢ MalKHK

Mauuentute, npuemawy LUDIOMIL® TpsBea pa Gbaar npegynpefeHu, 4e MoXe Oa USnUTar
HeXernaHn peakuyi KaTo 3aMbITisiBaHe Ha 3PeHNETOo, 3aMasHoCT, CHIMMBOCT U APYIY CUMMITOMY OT
cTpaka Ha LIHC (8. pasgen 4.8 HexenaHu nexkapcTBeHn peakuni) U B Tesu cryyau Te He Tpabea
Ja wodunpat, 4a paboTaT ¢ MALLIMHW UnK 42 U3BBPLUBAT APYFY NOTEHLMAIHC OnacHn LefHOCTU.

Mauventute TpsbGea Aa GbgaT npeaynpeaeHy, de anKkoXonbT WM APYri FieKapcTeBa MoXe fAa

4 8. HexenaHu JieKapcTBEeHWU peakliuu
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Hexxenakute peakuun oBMKHOBEHO Ca fieki W NPEXOSHY W OT3BYy4YaBaT B X0Aa Ha MeyYeHneTo unu
crief HamansiBaHe Ha [03upoekaTa. Te He BUHar Kopenupar G ffiasMeHnTe HuBa Ha MevKamMeHTa
WM ¢ gosata my. Yecro e TpyAHO [a ce pasrpanuyar HeKoM OT HeXenaHuTe peakiyu ot
CUMMTOMUTE Ha Jenpecus - Harp. yMopa, HapylUeHusi B CbHs, Bbabyaa, TpesoxHocT, obcTunaums
WIM CyXoTa B ycTara.

Mpy HacTLMBaHE HAa TEXKW HEBPONOIMHK WK ACKMXMaTPUYHU HEXENaHW peakuun, NeYeHueTo ¢
LUDIOMIL® Tps6gsa aa ce npeycraHoBy.

MauueHTUTEe B HanpegHana BL3PacT ca 0COo0EHO 4YYBCTBUTENHW KbM SHTUXONMUHEeprJHUTE,
HEBPOMOrUYHUTE, MCUXWMHWTE Y CcbpAedHocbAoBuTe cumnTomu. CnocoBHoctra UM fAa
mMeTabonuanpa U eNMMMHNPAT BELLECTBATA MOXE A& € pefyuvpada 1 ToBa Aa AoBefAe [0 PUCK oT
MOBMZBaHE Ha MNa3sMeHUTE HUBE NPU TEpaneBTUYHK fo3n (BWK paspen 4.2 [lo3upoBKa U HauuH
Ha yrioTpeba 1 pasgen 5.2 ®apmMaKkokMHETUSHY CBONCTEA).

ChoBlaBa ce 33 GNenHNTE HeXenany NekapcTBeHn peakLiy npy npuroxeHne Ha LUDIOMIL® uru
TPULKKITAYHY aHTUAENPECaHTI.

Hexenanute peakuvi ca rpynmpasy B 3aBUCKMOCT OT YECTOTaTa, KaTo Ce 3anouBa ¢ Hail-4ecTuTe,
W3Nomn3eaikn cnepHata knacudukaumsa: MHoro dectn (= 1/10); vectm (21100, <1/10); HeuyecTn
(=4/1000, <1/100); peaku (=1/10000, <1/1000); muoro pegku (<1/10000); BrroumMTenHo uaonupaHu
criyyan.

WHdekuun n centutemus

MHoro pepkn: 3u6eH Kapuec.

3abongBanns Ha Kp'bB U nuMdiHa cucTema

MHoro pegKu: NeBKoneHus, arpaHynounTosa, eosuHohunns, TpomooLUTONEHUS.
EHROKPUHEN HapylleHUs

Muoro penku: HapylleHa cekpelus Ha aHTUaNYPETUHEH XOPMOH.
MeTabosuzbM U cCMYRIEHUS B XpaHeHeTo

UecTi: noBuLlieH aneTtuT.

McuxmnarTpryHn HapylieHus

UecT: Ge3MOKOACTBO, TPEBOXHOCT, BL3OyAa, XunomaHws, MaHus, Hapywexus B nubupoTo,
arpecusi, HapylieHusl Ha cbHA, 6eacbHUe KotuMmapy, Aerpechs.

Pegxu: pervipuym, o6bpraHocT, xamouvHauuy (ocobero npy nalMeHT B HanpefHana BL3pact),
HEeCnoKORCTBNE.

MHoro pegku: akTmsupaHe Ha NeUXoTUYHUTE CUMITOMY, AenepcoHanmaaums.
Hapymienus B HepBHaTa cuctema
MHOro YecTu: CBHMMBOCT, 3aMasHOCT, INaBabonue, MAOKITOHYC.

Uecty: cegalis, NMaMeToBy HapylleHus, HapylleHa KOHLIEHTpauusi, NapecTeauu, HapylleHus Ha
apTUKynaLmaTa.

Pepku: repyose, atakcust, akatusus.
MHoro peski: BUCKMHE3Ns, aHopMarnHa KoopAUHALNSA, CUHKON, AuCreauns.
OuHBKN HapylIeHns

Uecty: 3aMLITIeHO 3peHue, HapyLUeHns B akomogauusTa.
3abornisiBane Ha yXoTo U nabupuHTa

Muoro pegxu: TUHUTYC.
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CespheuHu HapylieHNUs
YecTu: cnHycoBa Taxukapaus, nannurauvn.
Pegxu: aputMmun.

Muoro pe.b,xm: NpoBOSHKU HapylueHust (Hanp. paswupsiane Ha QRS komriniekca, degper briok, PQ
npomern), yobikasaHe Ha QT-uHTepBana, KamepHa Taxmkapaus, kamepHa cdubpunauus, torsade
de pointes.

CHHA0BK HapylieHns

Uectu: ropeLuy BBIHNY, OPTOCTaTUYHA XUNOTOHMUA.

Muoro pegxu: nypnypa.

PecnupaTtophu, TOpakasiHu 1 MegUacTUHanEn HapylueHUs

Muoro uvecTu: aneprudeH aneeonwuT (¢ wnm 0e3 eosmHodunmsA), OpoHxocnasbM, HasanHa
KOHIECTUS.

FacTpo-MHTECTUHANEN HapyilleHUs

Mroro YecTu: cyxeTa B yecTara.

UecTn: rageHe, NOBpBLUAHE, KOPeMHY HapyLeHUs], KOHCTUMaLKS.
Pegxun: nnapws.

MHoro pegkn: cTOMaTuT.

Xenaro-DunnapHy HapyweHns

Muoro peguu: xenatuT (¢ urm Bes xesreHnua).

Hapyiwenus Ba KOXa ¥ ROZKOXHE ThKaH

Uectu: aneprdel  pepmartut  (0bpuB, ypTuKapus), peakumm Ha (QOTOMYBCTBUTENHOCT,
xunepxuwgparauust.

MHoro pejiku: NpyuTyc, KOXXeH BackynuT, anoneuus, erythema multiforme, cungpom Ha Stevens-
Johnson, TokcuyHa enugepmanda Hekpornnaa.

CKerneTHO-MYCKYJIHY, CHEAMHUTENHO-THKaHHU U KOCTHN Hapyluerus
YecTu: myckynta cnabocT.

Hapywenus B otgenurenHara cucrema

UecTu: HapyilueHus fipy ypuHupaHe.

Hapywmienus: Ha riofioBaTa CUCTEME U NLpAUTe

UecTu: Hapyllehns B epekUMAaTa.

Muoro pepgku: xunepTpodinsg Ha repAuTe, ranakropes.

OB HapyleHNs N CBCTOSHUS B MACTOTO Ha MpUNoXeHne
Muoro yecTtu: ymopa,

UecTn: nupekcusa

MHoro pegkn: 0ToK (flokaneH uny odi)

OTKNOHeHUS B U3CHeABaHKATa

BBNHaTa).
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Pefikn: NOBULLIEHO KPBEHO HaMAraHe, aHoManuu B TeCTa 3a YepHoppobHa dyHKums
MHOro pegki: aHoMmanum B enekTpoeHuedanorpamara

TpaBma, oTpaBsHe M YCSIOKHEHMS! NPU HAKOM MpoueRypu

MHoro pefky: nagaxsus

CYMNATOMM NpY psI3KO NPEeyCTaHOBSEBaHe Ha TepanuaTa

Bbripekn 4e He MoKasBaT 3aBKCUMOCT, CNefBalluTe CUMNTOMW ce Habriogasar MoHsKora creg
PA3KO CNMpaHe uni HamansiBaHe Ha JOSUpOBKaTa: rageHe, nospblllake, 60Mka B kopema, anapus,
BesckHue, rnasobonne, De3nokoicTBo, BL3I0YAA, BROLIABAHE Ha Aenpecusita UNu peuuamMsn Ha
BENMPECUBHOTO HacTpoeHue (BMX pasgen 4.4 Cneuvandn NpoTUBONOKasauwsa u  crieuuanHn
npegynpexaeHus sa yrnotpeta)

4.9 lMpeno3npaHe
Mpu3nauy 1 CUMNTOMMN

FipuanauwTe ¥ cuMNTOMWUTE Ha Npego3anpaHe ¢ LUDIOMIL® ca nogobHu Ha Tean, cLobLiasany npk
TPULMKITMYHUTE aHTugenpecanT. ChpOeHHUTE W HEBPOSIOIMYHUTE HapYLWEHWss ¢& OCHOBHUTE
ycnioxkHeHus. TMpy pela crniydaiiHoTo MOrfbLUaHE Ha KakBoTo W Aa € KonwudecTso Tpsibsa ga ce
CuMTa 32 CEPUO3HO Y BHEIMOXHO (haTarnHo yCroxHeHKe.

CumnTomuTe OBMKHOBEHO Ce MNOABABAT B paMkute Ha 4 4Yaca cfief npueMaHe v JocTurar
MakcumarnHa wusssa Ha 24-tms uac. [llopagw 3abasenata pesopbums (AHTUXOMMHEPrUYHO
LeNCTBUe), AbMrs MnasMeH NOMYXWBOT WM eHTepoxernatanHus LWKBM, CbLUEecTBYBa pUCK 3a
nateHTUTe B NpodbIbKeHVE Ha 4 1o 6 AH.

B&3mMOXHO € ga BBb3HWKHAT CriegHnTe npuaHau 1 CUMATOMIA.

Llenmpanna KepeHa cucmeMa: CbHIMBOCT, CTYROp, Koma, atakcusi, GeariokoitcTeo, BB3OYyaa,
xurieppedhriekcusi, MycKynia purugHOCT 1 XOpeo-aTeTo3HM ABWKEHNS, MpYoBeE.

CppdeyHocndoea cucmeMa: XWNOTOHWSA, TaXMKapAws, apuTMusl, NPOBOOHW HapylleHWs, MoK,
cbpaevHa HeNoCcTaTBYHOCT, KaMmepHa Taxukappws, kamepHa dubpunauun, Torsade de Pointes,
CbpAEYEH apPECT, HAKOW OT KOUTO MOXE [a ca hatarHy.

B pontnHeHuE, MOXe ha ce Habnrogaeat pecnupaTopHa HAenpecuda, UWanosa, NoBpEhIUaHe,
BTPpUCaHe, MUapra3a, M3noTAsaHe 1 oNurypns Wiit aHypus.

Fleuenne
He cbllecTBYBa cneyndinyer aHTUAOT U SIEYEHNETO € rnaBHO CUMITOMaTUYHO ¥ MoANBPXKALLO.

MaunvenTuTte, OcobeHo Aelara, 3a KOMTO ChLUECTBYEAT ChMHEHWA 3a fpreTa no-BucoKa [03a,
TpsbBa 4a ce Xocnutanuaupar 1 ga ce Habriioaasart rnpes crefsawmre 72 yaca.

B criyuyall, 4e nauveHTeT € B Ch3HaHue, CTOMALUHOTO ChAbpPXMMO TpAbea Oa ce eBakympa upes
NaBaX UMK KaTo ce npeausBuKka nospblyare. B criydyall, 4e nauMeHThT He € B chaHaHue, Tpabea ga
ce nHTyBupa nNpepu naBaka, 3a fa ce ocUrypu guxartened nbT v He Tpabea ga ce npeausBuUKkea
noBphLUaHe. Tean Mepku ce npenopbyBarT 1o 12 4aca crieg npefosupaHeto uin 4opu cneg Toea,
3al40TO aHTUXONVHEPrUMYHOTO AEWCTBME Ha feKkapcTBOTO MoXe Aa 3abasu M3npa3sBaHeTo Ha
cTomaxa. [MprnoXeHWeTo Ha akTUBEH BbITIEH MOXE O3 CNoMOrHe 3a HamarnsisaHe Ha pesopbuvATa
Ha NEeKapcTBOTO.

CUMATOMaTHYHOTO NeveHe ce 6azupa Ha CLBPEMEHHWUTE METOAM Ha WHTEHSUBHO SiIEYeHME C
HENPEKLCHaTO MOHWTOPUPaHE Ha cbpaeHHaTa yHKUMS, KPbBHOra30B-af T ENeKTPONUTA 1
BEPOATHATA HEOOXOAUMOCT OT CHElURU MepKW, Karo aHTMKOHBy
Aviiade 1 peadumauns. ChLIECTBYBaT AaHHN, Ye (U30CTUrMUH MPES
acucTonus U MLpYoBe U 3aT0Ba HeroBara ynoTpeba He ce Npenopsy

N
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Ha LUDIOMIL®, Xemopnanusarta unv neputoHearnHara gmanmsa ca HeedeKTUBHY Nopaay HuckaTta
rriasmMeHa KOHLeHTpauns Ha ManpoTurinH.

5. PapMaKkoSIOrMUHKN BaHHU
5.1. @apmakoguHaMUvHU CBOMUCTBaE
®apmaxoTepanesTdHa rpyna: Autugenpecant (ATC kog: NOBA A21)

LUDIOMIL® e TeTpaumknmueH aHTUAENPECaHT, HECEeNeKTUBEH WHXMGUTOp Ha pebhitelika Ha
MOHOAMIKHK C OCHOBHWM TEpaneBTWYHW edekTi, B MNo-fonaAMaTa Cu 4acT efHaKeu, ¢ Tesn Ha
TPULMKAMYEWTE aHTugenpecaHTu. Toil rnposBsea f[obpe OanaHcupad chnekTep Ha JencTeue,
nogofpsieaHe Ha HACTPOEHWETO, OBNapsABaHe Ha BbL3OyAaTa, TPEeBOXHOCTTZ M MCUXOMOTOPHOTO
sabaesaHe. MNpn genpecuBeH enu3od CbC COMaTWYHM CUMNTOMM, TOW MOXe Aa uma bnaronpuaTHO
BNysiHNE BbPXY COMaTUYHUTE CUMITTOMM.

ManpoTnnuH Cce pasfivyaBa CTPYKTYPHO M (PapMaKonoruiyHo oT TPULMKIMYHUTE aHTURENpecaHTy.
Tolh uMa curieH UM cerekTuBeH WMHXMbuTopeH edekT BbpXy pebnTeiika Ha HopafgpeHanuH B
NpecwuHanTU4HUTE HEBPOHM Ha KOPTUKaNHUTE CTPYKTYPWU Ha UeHTpanHata HepsHa cucTema, HO
WHXMOUTOPHOTO MYy AelicTBME BbpXY pebliTefika Ha CepoTOHMH € HesHauyuTenHo. ManpoTurinH
nokassa cnab pgo ymepeH aduHUTET KbM LeHTpanHute anda-1-agpeHopelenTopy, 3HauyuTesiHa
MHXMBUTOPHa aKTUBHOCT KbM XUCTamMuHoBUTE Hq-peLienTopu 1 CpeHo U3Pas3eH aHTUXONUHEpruiyeH
echekT.

Mpy nNpoA®MKUTENHC MeYeHWe ce npefnonara, Ye B MeXaHusmMa Ha JeficTBue y4yacTsar W
npomeHMTe BbB (DYHKLMOHAMNHUS OTroBOp Ha HEBPOESHAOKPUHHAaTa cUcTEMa (PacTemeH XOPMOH,
MENAaToHWH, eHaophyHN) N HeBpoTpaHCMUTEPUTE (HopappeHanuH, cepoTornH, GABA)

5.2. ®apMaKkoKMHeTUUHH CBOMCTRA
Abcopbuus

Cnes epHOKpPATHO MepopanHe NpunoXeHue Ha duwimupaduTe Tabnetku, ManpoTuinH
xuapoxnopua ce pesopbupa baeHo, Ho nausno. CpegHarta abcomotHa BuoHanmyHocT e 66 fo
70%. MNMukoBa nnasmeHa KoHUeHTpauus oT 48 fo 150 nmol/L (13 go 47 ng/ml) ce gocrura 8 yaca
crieq nepopanex fnpuem Ha 50 mg.

Crieq NOBTapslUM Ce NepopanHy BO3M UMM WHTPABEHO3HO mpunoxerue Ha 150 mg LUDIOMIL®
OHEeBHO ce aoctura crabuiiHo ckeTosHWe B nnasmara oT 320 go 1270 nmol/L (100 go 400 ng/mi)
fpes BTopara ceamuLa OT JNEYEHUETO, B 3aBMCMMOCT OT TOBa, Janu KONWYecTBoTO Ge npwnara
©HOKPAaTHO WNnK B TPU OTHENHW npuema. “Sieady state” HuBaTa Ha ManpoTUNMH ca B fiMHEWHa
3aBMCMMOCT OT LO3MPOBXaTa, He3aBMCMMO Ye KOHLIeHTpauvuTe Mpu OTAEenHWTE nauueHth ce
pasnu4aeaTt 3Ha4UTENHO.

Paznpenenerue

KoeduumeHTeT Ha pasnpefencHie Ha ManpoTunuH Mexagy Kpbera u nnasmara e 1.7.
YcTaHoBeHUAT cpegel oBem Ha pasnpegesienvie e 23 ao 27 L/kg. ManpoTunuH e cebp3aH B 88 o
90% c asMeHMTe MNPOTEMHN, HE3aBMCUMO OT Bb3pacTTa Ha naumeHTa wunu 3abonsBaHeTo.
KonueHtpaunure B nukeopa ca 2 no 13% oT cepymHUTE KOHLIEHTPaLMI.

buotpaHcdopmans

ManpoTunuH ce enMMuHMUpa FNaBHo crieg metabonuampate; camo 2 Ao 4% oT J03MpoBKaTa ce
U3nbysa HENPOMEHEHa B ypuHaTa.
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KXFi 22 [Onm 2005 LUDIOMIL® 10 mg; 25 mg
thunvmpady TabneTku

MeTabornuTy, KaTo u3oMepHu deHonm, 2- u  3-xugpokcumanpoTunud v 2,3-auxugpoauon,
npegeraenaear 4 go 8% oF posara, ekckpetupada ¢ ypuHara. [lo-ronsAmata Yact o7
ENMMUHIPaHWTE NPOOYKTM ca [MIOKYPOHOBKM KOHIOTATM Ha ocHoBHUTE MeTabormtu (75%).
HemeTurivpaHeTo Ha ManpoTUNVH ce kaTtannaupa riasHo ot CYP2D6 ¢ nomowita Ha CYP1A2,

EnvmuHMUpaHe

ManpotunnH ce enMMMHUpAa OT KpBBTa ChC CPefieH KpaeH nony»wsoT oT 43 fo 45 vaca. CpefHuaT
CUCTEMEH KnpbHC Bapupa mexgy 510 u 570 mL/muH.

3a 21 gHy oKorio hBe TPeTu OT BO3MpOBKaTa Ce M3fibYBa C ypvHaTa, rmaBHO KaTto cBoBofHM 1
cBbp3aHy metabonuTi 1 oKoro egHa TpeTa ¢ heleca.

OcoBeHocTH npy HSKOW KOHTUMHFEHTU OT NaBNEHTHTEC

Mpy naumeHT™™ B HanpegHana v crapyecka BL3pacT (Hap, 60 roguHn), steady state konueHTpauuuTe
ca Mo-BUCOKW OT TE3W MPU MO-MIaguTe NauueHT Mpyu efHy 1 Cblly A03MPoBKU. [IpUBMAHNSA KpeH
NONYXMBOT € NOo-gbfibl W AHEeRHaTa Aosa Tpsabsa fa ce Hamanu HanofoBuHa (BUK paspen 4.2
Joanposka 1 HauuH Ha ynoTpeba 1 pasgen 4.8 Hexenany siekapcTaeHn peakuun). pn 6u6peurHo
sabornisiBaHe (KpeaTMHWHOB KAMPBLHC 24 fo 37 mb/min) kpaiHuaT nonyxwveoT 1 GbbpeuHara
EKCKpeLMsl Ha ManpoTWiKH Ca CUITHO HapywleHW, gokato yepHoppobHaTa (yHKUMA e Bce olle
HopmanHa. BrbpedHaTa exckpeia Ha merabornuTUTe € HamarneHa, HO TOBa CE KOMMEeHcupa ¢
YBENUYEHO ENMMWHNPpaHE Npes XnbYkara.

6. PAPMALIEBTUYRI HAHHA
6.1. CnuceK Ha ROMOLUHWTE BEWECTEA

Cilica colloidal anhydrous, calcium phosphate, lactose monohydrate, magnesium stearate, stearic
acid, hydroxypropyl methylceliulose, yellow iron oxide (E 172), polysorbate 80, titanium dioxide, talc,
maize starch; red iron oxide (E 172) (25 mg cunmupann TabneTkn).

dunmmpannTe Tabrietk ot 10 mg He ceabpxaT red iron oxide (E 172).

6.2. DUUKO-XUMUYHY BECBBMECTUMOCTI

He ca useectHn.

6.3. CpOK Ha FrogHoOCT
IMeT roguHy OT AaTtaTa Ha MPousBOACTBO.

6.4, CrielnanHn ycnoBusi Ha cbXpaHeHue
Hsma crieyanHn N3aucKBanus.

LUDIOMIL® tpsibea Aa ce chxpaHasa Ha MecTa, HeoCThIHY 32 Aeua.

6.5. OaHHy 32 onakoBKaTa
PVC/PVDC BrvcTepy B KapToHeHa KyTKA.

7. YiMe ¥ agpec Ha RpUTEXaTenA Ha paspelleHneTo 3a ynotpeba
Novartis Pharma AG, Lichistrasse 35, CH 4002, Basel, Switzerland

12




KXn 22 10nu 2005 LUDIOMIL® 10 mg; 25 mg
unmmupann TabreTkm

8. PeructpaumoneH HoMeEp B perucTkpa no un. 28 3AAXM:
Ludiomil 10 mg x 50 — 20020386
Ludiomil 25 mg x 30 — 20020387

9. [iaTa Ha NnLpeOo paspelleHne 3a ynoTpeba Ha sekapcTBeHus NPoAYKT (nogHoBsABaHe Ha
paspewenmneto): 20.05.2002 r.

10. Oara Ba yacTUUHA aKTyanu3aumsa Ha Tekera: 22.07.2005 1.

13



