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Moauten” geno 25 mg/ml HHKEKIHOHEH pa3TBOp
dpaydenasHHOB JeKaHoaT

Moditen depo® 25 mg/ml solution for injection
fluphenazine decanoate

ITpouerere BHUMATEIHO NAJIATA JIHCTOBKA, NPE/IH 14 3aN09HeTe 1a NpHeMaTe TOBA JeKapCTBO,

Thi KaTO TH CbhAbpika BakHa 3a Bac nadopmanus.

- 3anasete Ta3u TMcTOBKA. Moske /1a ce HaNIOKH /1a A MPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH I0MTbJIHUTENHH BBIPOCH, NonuTaiTe Bawnsa nekap uau apmatesT.

- ToBa nekapcTBO € npeanucaHo JMYHO U eauHeTBeHO Ha Bac. He ro npeorcTbnsaiite na apyru
xopa. To Moxe 1a UM HaBpeIH, HE3ABUCHMO Y€ MPH3HALMTE HA TAXHOTO 3a00/14BaHe ca CbLIMUTE
kato Bauure.

- AKO NoNy4YuTe HAKAKBH HEKE/IAHW JIeKapCTBEHH peaklMu, yeaoMere Baiuua nekap uiu
thapmanest. ToBa BK/IKOYBA H BCHYKH BB3MOMKHH HEKE/IAHH PEAKIIMH, HEOIMCAHH B Ta3H
nucToBka. Buxkre Touka 4.

KakBo cbabpia Ta3H JHCTOBKA:

Kakpo npeacraenssa MoauTeH Aeno M 3a KakBO Ce U3Mo/3Ba
Kakeo Tpadra na 3Haere, npeau na unoazeate MoaureH neno
Kak na n3nonspare Moauten aeno

Bb3MOKHH HEXKeNaHH peakLnH

Kak na cbxpanssare MoauTeH aeno

ChbabpikaHue Ha OMNAaKOBKATa U JOMbJIHMTENHA HHpOpMaLUA
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1. Kakgo npeacrapiasiea MoanTeH Aeno H 32 KAKBO ce H3N0J13BA

MoauTeH 1eno NpUHaIeKH KbM rpynara Ha aHTHIICHXOTHYHHTE JIEKapCTBa (M3BECTHH OLUE KaTo
HeBponenTHIM). Te3n nekapcTBa NOBIUABAT HEPRHUTE MbTHIIA U crielM(pHYHH 0ONacTH B MO3bKA H
nomarar 3a eTMMHHHPAHE Ha HAKOH HapyLUIEHHA Ha XHMHYHUA OanaHc B MO3bKa, KOMTO MPEAH3BHKBAT
CHMMIITOMUTE Ha 3a0onaBaHeTo Bu.

MoauTeH aeno e npeHa3HaueH 3a NOAAbPIKALIO JIEHEHHE W [IPEIOTBPATABAHE HA NCHXUYHH
pa3cTpOHCTBA, KOMTO CE XapaKTepH3UpaT ¢ YyBaHe, BUIK/AHE WK yCelllaHe Ha BboOpaXkaeMu Hellla,
HapyllIeHHe Ha MUCIIEHETO, HeOOHYaiiHa MOI03PHTENHOCT H HEAJEKBATHOCT KbM 3a00HMKanalLaTa
cpena.

Toii e npeaHa3HayeH U 3a MOAAbPIKALLA TEPANUA PH MAHHA U JIeYEHHE HAa XHIEPAKTHBHOCT,
BB30Y/I€HOCT, arpeCHBHOCT M JIPYTH MOBEICHYECKH HAPYLIEHHS, KAKTO U MPH BCHYKH 60J1eCTHU
CbCTOAHMA, XaPAKTEPU3HPALLH CE ¢ MOBUILIEHO EMOLIMOHAIIHO HAIIPEXKEHHE, TPEBOXKHOCT,
pa3apa3sHUTENHOCT H 6e3MOKOHCTBO.

2. Kakso Tpa0Ba n1a 3HaeTe, npean Aa Hino/3sate MoauTed aemo

Hudopmupaiite Baluus nekap, ako cTpagate OT HIKaKBH XpPOHUYHH 3a00/1s1BaHUA, MeTEﬁp_Jlumy
HapylUEHHs, aKO CTe€ CRPbXUYYBCTBHTE/IHH HJIH aKO MPHEMaTe ApYTH JieKapcTea. ;

He minonssaiite MoauTen aeno S/
s r

- aKO CTe a/leprH4HH (CBPLXUYBCTBHUTE/IHH) KbM aKTHBHOTO BELLECTBO WITH fl;‘m HfKOs OT

OCTAHAJIMTE ChCTABKH HA TOBA JIEKAPCTBO H/WIIH KbM APYTH (PEHOTHA3MH \’ '
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- axo HMATe [IPpOABCHH HIH NOA03HpaHH Cy6K0pTHKaﬂH“ MO3BbYHH YBPCIHKIAHHA, TCOKKH
HApYLIEHHA HA ChIHAHHETO, TEXKA MO3bYHA aTEPOCKIIEPO3a, TYMOP Ha HaAOBOpeUHaTa Ke3a,
Texka buOpeuna, 4epHOAPOOHA HIIH ChPIEYHA HEAOCTATLUHOCT.

- He rpadpa na npuemarte ToBa NeKapcTBO M B CNyHaH HA 0cTPa HHTOKCUKALIMA ChC CPeacTBa,
NOTHCKALWIH HEHTpAaTHATA HEPBHA CHCTEMA (aJ‘lKOXOJ'I, AHTHAENPECAHTH, HCBPONEMTHIH,
ceNaTHBHH cpe):[c:TBa, AHKCHONHTHUH, CbHOTEOPHH H HADKOTUYHH CPCI[CTBEI).

- JlekapcTBoTO He TPAOBA Aa ce npuiara npu geua nog 12-roJHUIHa BB3pacT.

IIpeaynpexaenHs H npeInasHu MepKH

[Mpeau neuenueto ¢ MoaMTeH Aeno TpAOBa Na KAKETE Ha ASKYBAIIMA CH 1EKap, aKO UMATE Chp/IE4HO-
CbA0RO 3abonasaHe, OpOpeUHO MK YepHoAPOOHO 3alonaBane, Henoapobno 3abongaeaHe, enunencus,
3a00onABaHe Ha IUHTOBHIHATA MUle3a (XMNEPTHPEOH U3 LM ), NAPKHHCOHH3BM, 3200n8Banys HA KPLBTA,
TECHOBMBITHA TTAYKOMA {[IOBULIEHO BHTPEOUHO HAJIATAHE), MHACTEHHS IPaBuc, NpodieMH ¢
MpOCTATATa, WIH AKO CTE H3NIOXKEHH HA BUCOKH TEMMEPATYPH MU CTE B KOHTAKT ¢
docdopoopraHHIHK MHCEKTHLIMAH.

Tpadea na yeenomure Bawna nekap, ako Bue unn vakoi apyr B cemeiicTeore By uma cityvaid Ha
obpazyBaHe Ha KPLbBHH CbCHPELIM, ThH KaTo JekapcTBaTa OT Ta3W Ipyna Morar Aa /I0BEaT 10
00pasyBaHe Ha KPbBHH ChCHPEUM.

AKO CTe MU1aHHPaHK 3a onepauns, TpadBa 1a YREIOMMTE JICKYBALIMA CH JieKap, 4e npueMate MoauTeH
Jeno, 3aoTo TOH 3acKBa AefCTRHEeTO HA 00LMTe aHeCTETHIIH M CPeCTBATA, [IOTHCKAIH
HEBPOMYCKYJIHOTO TIpeaBaHe.

AKO nonyuapaTe aHTHIIAPKMHCOHOBH JIEKAPCTBA MO BpeMe Ha nedeHxe ¢ Moauren neno, B cnyyaid Ha
BHE3ANMHOTO MY NpeKLeBaHe, TpAOBa A2 NPOAB/DKUTE ¢ NPEANHCAHOTO AHTHIIAPKHHCOHOBO JICHEHHE
OllIe HAKONKO JHH.

Moguren aeno He ¢ epeKTHBEH 32 JiedeHHEe HA NOBEICHYECKH HAPYUICHHSA MPH NALMEHTH ¢ YMCTBEHO
M30CTaBaHe.

JApyrn nexapersa 1 MoguTeH qeno
Hudopmupaiite Baiuna nexap vnu dapmauesT, ako APUEMATE, HACKOPO CTE IPHEMATTH HAH €
BEB3MOMHO ]2 MPHEMETE APYTH ICKAPCTRA.

EanospeMeHHOTO mpunoxeHne na MoauTeH Jeno 1 OpYrH JeKapcTRa MOXE JIEKO Aa NpOMeHH
JeHCTBUETO Ha Te3M JIeKapCTBa, a HAKOH NEKAPCTBAa MOMKE Ja MPOMEHAT HEroBOTO AciicTere. Tosa ca
JIEKapcTBa, KOHTO ¢e NPHEMAT Mpu anepriuyHi 3abonaBasua (aHTMXHCTAMHHH), AHTHAEMPECAHTH,
CHHOTBOPHU U CEJATHBHH CPEACTBA, HAPKOTUYHU CPEACTBa, IeKapeTsa 34 MpenaiBate oT
3a0peMeHIBAHE U qPYry JICKAPCTBa, ChAbpKAaLlK C/1eAHHTE aKTHBHHU BeLleCTsa: kapbamasenuH,
rpuzeodynBHH, GeHUIOYTA30H, pHaMIULIMH, NAPaLEeTaMOolL, XIOPaMGBEHHKON HITH AUCYI(DHPAM.

AKO HMaTe ,uuaﬁe*r, ﬂapKHHCOHHTbM HITH €NHACNICHA, CNET HAYAIOTO Ha JICYCHHETO C MO,EI,HTGH ACIIO
MO3KE 1a €€ HaJIOXKH Ja ce Hal'lpaBHT HAKOH KOpCKLlHH B OO3HUTEC Ha .TIeKapCTBaT& 34 JIe4HeHHe Ha TE3d
3a00ABaHHA.

AKo npuemarte JIekapCcTBa 32 NpeAna3saHe OT CheHPBAHE Ha KpbeTa, MOIHTEH Neno MOKe aa 3acH/IH
TAXHOTO aekcTere. [Topann TOBa JieKyBALLKAT NleKap We W3c/e/Ba Mo-4ecTo Kpbata Bu.

[{pH CHTHO NOHWKEHO APTEPHANHO HAMATAHE MOKE [d C€ MPUIOHK CAMO HOPEAPEHANHH BEHO3HO.

AjpedanuH He TpsOBa 4a ce npunara eJHOBPEMEHHO ¢ (PeHOTHA3HIHY, Thil KaTo B KOMOH %;gigpm
TOii He MOBMINABA, & MOHWKARA apTEPHATHOTO Hansrane. Tosa TpsbBa a ce WMa npeaFid-ocebero-
[IPH OfIEpaLIMA H AHECTE3HA, / LT
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He Tpabpa na nonyuasare MoaHTeH Aeno ¢OIHOBPEMEHHO C APYTH JCKapcTBa 3a JSHEHUE Ha
HerlpaBHAeH ChPUEYEH PHTEM (ANTHAPUTMHUYHK CPEACTBA); MOKE Aa I'M B3EMATE CaMO Noj,
HabaoneHue Ha eKap.

He ce APenOPbNBA €AHOBPEMCHHA KOHCYMALWA Ha ankKoxXom.

EandcTeeHHTE AeKaPCTRA, KOUTO MOXKE A2 IPHEMATE €IHOBDpeMeHHO ¢ MoauTeH Aeno, ca Te3u, KOMTO
Baiwusar nexysaut fexap e oaobpun.

MoanTen gemo ¢ XpaHu, HATHTKH H ATK0X0.1

Xpaua’ra HE OKa3Ba BAHAHNWE BbpXY ACHCTBUETO HA NEKAPCTBOTO.

He nuiite ankoxon mo BpEME HA JICHCHHE C Moauren ACNG, 33100TO TOBA MOXL 12 NPC/IH3BHKA
CBhHJIHBOCT.

Bpemennoct, KbpmeHe B eprHAHTeT

Ako cte GpeMeHHa MM KBPMUTE, CMATATE, Y€ MOXKE [1a cTe OpeMeHNa Hau ananupare OpeMEeHHOCT,
KOHCYATHpaliTe ce ¢ Bauna nekap wnu apmanesT ape/d ynorpebara Ha TOBa JIEKAPCTBO JIEKAPCTBO.
KakeTe Ha neKyBallys cH IeKap, ako cte OpeMeHHa, oJo3Hpare, 4e cTe GpeMeHHa un HCKaTe Ja
3a0pemeHeeTe. Ako cTe OpemMeHHa, He TpaGBa fa NoMy4aBaTe JASKapCTBOTO, OCBEH aKo NOTEHUHAIHATA
033 HE HAJXBBPIIA PUCKA 3a NNoJa.

CnegHuTe CUMITOMY MOTAT A3 CE MOABAT [IPH HOBOPOIEHU DebeTa Ha MaliKe, KOMTO cd H3NOA3BaIH
duiydeHazMHOR ZEXAHOAT MPE3 NOC/IETHOTO TPHMECeUre (MOCNEAHUTE TPH Mecetd Ha OpeMERHOCTTA):
TpenepeHe, MyCKYJIHAa CKOBAHOCT H/WNH cnabocT, ChHIIHROCT, Bb30yna, NpobieMH ¢ IHIIAHETO, KaKTo
M TPYAHOCTH MpH XpaneHeTo. Ako 6ebeto B paszsue HAKOI OT Te3H CHMITOMH, MOXKE Jd CC HATOKM
aa ce cenpxkete ¢ Bawva nexap.

daydenazun ce oTOeNs B KbpMaTa ¥ nopaan ToBa Bie ne Tpadea na KepMATE NO BpeMe HA JedeHAE.

Wodupane n padora ¢ MAIIHAH

MopuTeH efo Moke fa NPEaH3BHKA ChHIWBOCT, 0cO0EHO B HAYANOTO HA JTEUEHHETO. AKO ce
YyRCTBATE 3aMastH W ChHIMBY, KOIaTO 3arouBaTe Je4eHHE ¢ TOBA NISKApCTBO, He modpaiiTe W He
paboTeTe ¢ MalIHHK, TOKATO Te3H edeKTH He OT3BY4aT. JIeKapaT Le npeLeHy HHAMBHAYATHO
crocobHocTTa BH 33 wodupane Bb3 OCHOBA HA OCHORHOTO 3a00naBaHe v ¢ieKTHTE HA ICYEHHETO.

MoanTes neno cbABEPKA GEHIHIOB ATKOX0.1 H CYCAMOBO MACIIO

Toga nexkapcTeo chabpika 12 mg Genzunor ankoxon B 1 ml, kouto ca ekBuBaneHTHH Ha 0,16 mg/kg
(npu cpeaHo TeaecHo Terno 75 kg). beH3HNoBUAT ATKOXON MOKE 3 MPHYUHY ANEPTHYHH peaKLilH.
ObwpHere ce KbM Baluna nexap win papmauesT 3a ChBeT, ako cte OpemenHa wiu kbpmute. O6bpHETE
ce kbM Bamuus nexap unu papManesT 3a cheeT, ako HMate 2afonaeane Ha GpOpeunTe Wiy YEpHHA
apob. [TpuunnaTa 3a ToBa e, Thil KaTo rosieMy KouHecTBa 6eH3MNOB ANKOX0 MOTAT Aa C¢ HaTpynaT B
opranu3ma By ¥ MOXKe a MPHUMHAT HEXeaHa peakuud (Hapedesa , MetaboMTHa auuaoza™).

I ml or vKekUMOHHKS pa3TBOpP chALPXKA 881 mg cycamoso macno. CycaMoBOTO Macho B pejiki
ClydaM MOKE Ja MPHYHHY TEXKKH ANCPTHYHH PeaKUUH.

3. Kag aa u3noazeare Mojanren aeno

47 70 %
Bunars uznoaseaiite ToBa lekapcTBe TOUHO KakTo By e xazan Bamwuat negap. Ako He CTP/CL{_@p\Hﬂ ﬁ\/P -
Hewlo, nomuraiite Bauiug nexap wnn dpapmauest. NN
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Jlexypainuar Bu fiekap Lie onupeienn NOAXOARNATA 1032 H YeCTOTATA HA anno}KeHwag;l EéKachBOTO R
ce ocBoboKIaBa GaBHO H MOPAIH TOBA NOCTOSHHO KOJIMYECTBO OT HEF0 NPEMHHABRA B Kp\b@na By,




MENTY [BE HiDKeKiHy, JlekapeTBoTo ce npuiara noa $opmata Ha 1L100Ka HHTPAMYCRYSTHA
HHAKEKUHS.

[Tpenopbuntennara vayansa no3za e 12,5 mg go 25 mg Moauten neno. [locneasawmre no3m u
HHTEPBAIHTE HA J03Upane ca HHANBUIYATHH. MHTepsatbT Mesay OTJCITHHTE UHKEKIIHK OOUKHOBEHO
e 15 a0 35 qHK. Ako ca HeoOXOIMMYU N03H, 10-BHCOKH 0T 50 g, Te ce yBenHuapaT oCTeNeHHO ¢

12,5 mg. EqnoxpatHaTa 103a He Tpabea 1a Haaxewspna 100 mg.

AKO 1IpeSIN TOBA HE CTE NEeKYBaHH ¢ GeHOTHA3HHK, TPAOBA MBPROHAYAIHO A4 C& JISKYBaTE C
MHKSKLMOHHN PA3TROPH C KPATKO AeficTBue win ¢ denoTHasAN npe3 yerara. Koraro ce yeTaHoBH,
ye noacate geHoTHazuHuTe J00pe, Moxe aa npeMuHete kbM Moaured aerno. [Ipunara ce navanta
no3a or 12,5 mg MoauTten aeno uarpamyckyano. Tlpu TMnca Ha TEXKY HexenaHu peakuuu, 5 5o 10
JIHH MO-KBCHO MOXKE 4a c& NPHAGKH JONBIHHTENHO 103a oT 25 mg. Cnen ToBa A03aTa Ce KOPUIHpa
HUHAMBHAYANHO.

Cmapuecka gwipacm
[Tpu naunesTHTE B CTapuecKa Bb3pacT OOHKHOBEHO ca HEODXOIUMMM NIO-HHCKH 103M, 1/3 ao 1/4 or
J03aTa 32 No-MNajii Bb3PacTHH,

TIpu nosasa Ha excTpanUpaMMIHN PeakunH (HeobHYaHH MYCKYTHH IBHXCHUS WM CKOBAHOCT,
TpenepeHe Wik 6e3MoKoHCTRO, 6BP3M WM KPBLIrOBY ABMKEHNI HA OUNTE, 3ACUIIEHH MYCKYTTHH
pedriekcu) fekyBalUHAT By nekap ule npeanyiue aNTHIapKRHCOHOBH JIEKApCTBA.

AKO jIeKyBalUHAT NeKap YCTaHOBH, Y& [103aTa Ha MoIUTEH Jlenio € TBLPAE HHMCKA, IEUESHHETO MOKE Na
Ce [OIBIHM C (PEHOTHAIMHH NPe3 yCTaTa.

¥Ynorpeba npyu Aena ¥ WHOIIH

ela H IOHOILH HAa Bh3DacT M 12 1 18 roguun
IMprnomernero Ha MOTHTEH JENC HE Ce NPEHopbYaa Mopald NHACA HA JanHA 33 0e30MacHOCT u
e(hKACHOCT.

Jeua na su3pact nea 12 rouuH
[Mpunoxennero Ha MoguTed Aeno He Ce NPenopsYBa NPY Jela Ha Bu3pacT nod 12 roanHu ropanu
Awnca Ha AaHHY 2a 6e300acHOCT ¥ eI HKACHOCT.

Ynompeba npu nayuenmu ¢ bvhpeuno yepeacoane
[Tpu nauneHTy ¢ 6uOpeunu 3aboaRBaHMA C& NOKA3aHH NO-HUCKU NIO3H.

Vnompeba npu nayuenmu c 4epRoAOpaHo yepedcoane
[auuenTn ¢ YepHoapobHY YBpeKiaHua He TpaOpa fa npuemar gnydenazuu.

JlexyBamaT Bu nekap Lie peilld Kora we npeycTaHoBH neHeHHeTo. Ako Bue ro npekecHeTe TBbpIE
paHo, cuMmnToMmuTe Bii wie ce NOSBAT OTHOBO.

HuxekuMoHHUAT pa3Teop He Tpa6Ba Ja ¢e CMECBa € APYTH HHXKEKLIMOHHH PaiTROPH.

Axo0 umare YYBCTBOTO, HE E(bEKTbT Ha JICKapCTBOTO € MHOIO CHIICH HIAM TBbPALC CI1216, KOHC}’ﬂTHpaﬁTe
CE€ C NMEKYBAWHA CH NeKap UK cbapMaueBT,

AKoO cTe H3NOA3BANH N0Bede 01T Heodxoaumara xo3a Moawnren xeno ——
[TpenosHpaHeTo HAM HHTOKCHKALMATA MOXKE [Ia JOBEeJAT A0 TEXKKH eKCTpanupaMmuaHg Hapyg,uamiﬂ ,’7(, Py
(HeOoOHUAHHN MYCKYTHH JIBUKEHHS AW CKOBAHOCT, TPENEpeHe Wi Ge3noKoRCTRO, 61:p3qbﬁmyr o %,
KPBIOBH JBUIKCHHA Ha OUMTE, 3aCHACHH MYCKYTHH PEdIERCH), CHIHO NOHMKEHHE Ha ;ﬁ'epuanubm
HaATaHe, CTECHEHH 3eHULM, NOHWKEHA TENSCHA TEMNEepaTypa, 3a1pbhKKa Ha ypHHaTa
(hY HKUHOHATHY HADYIIIEHUS HA ChLPUETO, CHHIUBOCT, KOATO MOXKE A2 3aBBPLINH ChC 3a§yﬁa Ha ..
7




CBH3HAHKMETO ¢ HNca Ha peduiekcH 1 koMa. JleyeHHeTo € CHMOTOMAaTHYHO, ThH KaTO HAMA
crietitruder aHruaor. Jlexapat me Bu uabnonaea suumarenso. Ipys pyHKUHOHANHN HapylIeHH Ha
ChPUETO ca e)eKTUBHH HATPpHEB SukapboHaT 1 Martesves cyndar. EkecTpanupaMuiHUTe HapyLieHus
C¢ NEKYBAT ¢ AHTWNAPKUHECOHOBH siekapeTea. [IpH Texka XMIOTOHUS MOXKE /1a CE NpHJIara camo
HOpapeHaTHH. AJIPEHAIIHH NOHHKABA JOTIBIHHTENHO APTEPUATHOTO HAJLATAHE.

AKo cTe nponycHAJM 12 H3NoJ3BaTe MoauTer aeno

AKkO nponycHeTe [03a, HAPYIUEHMATA, MOPAAH KOMTO CTe 3allOYHATH 1a PHEMATE TOBA TeKapCTRO,
MOJKe A3 c€ Bh300HOBAT MnuM 1a ce Baowar. 3atoea Bue tpabea na nonyuure nponycHarara 103a
Bb3MOXKHO Hali-Obp30 4 cael TOBa cXeMAaTa Ha A03HpaHe TpAORA CHOTBETHO J1a CE IIPOMEHH.

Ako cre cnpenn ynotpebara na Moguren geno
Jleuenuero He TpaOea Aa ce CNMpa H3BEIHBIK. MHOro € sa)Ho fa nonyyaeare Moauren geno
TOJKOBA IBLITD, KOAKOTO € MPeANMycaHo OT eKaps,

AKO UMATE HAKAKBH ZOMBJIHHTENHH BBMPOCH, CBBP3aHH ¢ ynoTpedaTa Ha TORA NEKAPCTBO, NonuTaiite
Bawna nexap unn papmanesr.

4. BB3MOKHH HEXCIAHH PeaKIEH

Kakto BcHuk# JEKApCTRA, TOBRA JICKAPCTBO MOXKE 1a MPpEeIH3BHKa HEKEIAHH PCaKLHH, BLIIPCKH HE HE
BCCKH M NoJy4yasa.

HesxenaHuTe peakuyn ca Knacu(HUHMPAHH B CIEAHKTE CPYMH MO Pea Ha YeCTOTATA:

- Muoro vectH (Morar Aa zacernar noseye ot | Ha 10 gyus),

- YecTu {Morar aa 3acernar Ao 1 na 10 aymu),

- Hedectu (Morat na 3acernar Ao 1 va 100 aywn),

- Penku (Morat aa 3acernar no 1 va 1 000 ayum),

- Muoro penku (Morar na 3acersaT no | na 10 000nyum),

- C HewnzBecTHa 4eCcTOTa (4eCTOTaTa He MOKe J1a ObAe OUeHEHa OT HATHYHHMTE aHHH).

Hecmu neocenantt peaxyuu (Mozam Oa zaceznam noseyve om { na 10 oyu):

- EkcTpanipaMHiIHH HAPYIUEHHA {HEOGHYAKHM MYCKYTHH ABHKEHHH WK CKOBAHOCT,
TpenepeHe 1 0e3noKkoHCTBO, GbP3M UK KPLIOBH JBIKEHHA HA OUMTE, IOBUILIABAHE Ha
MyCKyaHHTe pednekcd). Tezn cuMnToMH 0GHKHOBEHO ca PEXOAHH H U3YE3BAT Cel
HAMAJTABAHE HA /1034Ta WK [IPH CIUpaHe Ha NeyeHueTo. Te morar aa 01aat NpeacTBPaTEHH K
oTciabeHH ClIeR NpHeMaHe Ha aHTUTIAPKHHCOHOBH JIEKapCTRa.

- PHTMHYHH HEBOJICBH ABIXKEHHA HA €3MKa, THLETO, YCTATa, YCTHHTE, TANOTO H KpaiHHUHTE (Te
MOTaT Aa ObJaT NPU3HALM HA PAOKO CHCTOAHHE, HAPEYEHO KbCHA JUCKHHe3uA). B Takbe
ciiydail Beasara TpaOBa 1a cripete neHeHneTo # He3abaBHO na ce cebpxete ¢ Bawug nekap.

Hevecmu nexceranu peaxyuu (vozam 0a 3aceznam nogeve om I na 100 dywu):

- Ycekopena cbpeuta JeiHOCT,

- T'naepoBonue,

- 3aMBIIEHO BUXKIAHE, NOBULIEHO BLTPEOYHO HANATAHE,

- HyBcTBO 32 3amylieH HOC,

- lanexe, 3ary0a Ha aneTHT, NOBUUIEHO OTACNAHE HA CILOHKA, CYXOTa B YCTATA, 3aMeK,
OnokHpaHe Ha NPEMHHABAHETO HA YPEBHOTO ChAbpXKaHUE (NapalUTHYEH HICYC),
He0OX0AMMOCT OT MO-HECTO YPHHHPAHE H/WITH HEKOHTPOIMPAHOTO YPUHHDPAHE, TIOTEHE; ™~~~

- YronemMABaHe HA THPAHTE TIPH MBXKETE, & HAKOH HKEHH, KOHTO Ca MPpUeMaH nonoﬁ‘i—@f m ,
JIEKApCTBA, NOTYYABAT ranakToped (CMOHTAHHO M3THUAHE HA MJIAKO OT MbpIHT }Jh meﬂue H*a\ N
nu6KAOTO M NpoOAEMH C ePEKLIMATA, HEPEJOBHA HNK JIMAICEALLA MBHCpraI.lIfU[ MBO.. -
ONOMKHTENSH TECT 3a fpeMeHHocT, i §~j .

- [ToeHizeH anieTHT W HAAJABAHE HA TETNO, \\r;j




- JIeko moBHILeHO KPBEHO HAAraHe, KosieGaHua Ha KPBBHOTO HaJlgraHe.

Pedku nexceaanu peaxytiu (mozam dd 3aceznam noeeve om 1 ua 1 000 oyue):

- Hapyulenus Ha cbpaeuHata npoBoauMoct (ybmkenn QT- uatepean u T-gbana),

- Mosxinena TeMnieparypa, YUeCTEHO AMIIAHE, H3NOTABAHE, MYCKYJ/IHA PUTHAHOCT,
HEBBL3MMKHOCT WK 3aTPYAHEHHS IPH JBIKCHUE, aMaTHA, KOMa {Te MOFaT Aa Ca MPU3HALH Ha
ChLCTOAHHE, HAPEYEHO HEBPOJIEITTHYEH MATIMrHEH CHHAPOM). B Taxse ciyyaii Begnara cnpere
NEUEHHETO K He3abapBHO ce crbpkeTe ¢ Baluna nexap Wik ¢ Haii-Onu3kara SonHHUA,

- 3pUTETHU HapyLIeHUA (MOMBTHABAHE HA JIELIATA HIH POrOBHLIATA),

- HukoHTHHeH1MS (He3aaphiKa) Ha YPHHATA (CHLIO TaKa M Mpe3 HOLITA),

- [TurMeHTanHA HA KOXKATA, peaKUMH HA CBPBXYYBCTBUTENHOCT ((POTOMYBCTBUTENHOCT),
ANlepruveHd ACPMATHT, YPTHKAPHS, MOBUILEHA AKTHBHOCT HA MAaCTHHTE x#JAesn (cebopes),
3auepBABAHE HAa KOXKaTa (epHTemMa), KOKeH 00pHe (eK3eMa), TEKKH KOWKHH Bb3NAICHUA,
XapaKTepUIMpaLLH Ce C JIolleHe Ha Koxkara (€Kc(pOoIHaTHBEH JepMaTHT),

- K baTeHHUa, NPHYMHEHA OT 33JPbKKa HA HUTBYKA,

- bonesxeHa epekuys, npodieMu ¢ eIKyAaLUITa,

- CBHIMBOCT, IETaprus (CLCTOAHNE, HANOAOOABAIIM ABIGOK CHH).

Mruoeco pedru nexcerarny peariiits (mocam da saceenam noseve om 1 na 10 000 dyutu):

- OTxNOHEHHS WK HEPCIOBEH CHPACUEH PHTBLM (apUTMHS, KAMEPHA TAXUKAPAHA, MBKICHE),

- TexKy alepriuHy peakuny, KOMTO MOrar [a Ce MPOABAT KATO 4CTMA, OTOK HA I'bPIOTO H
anruoeaeM (1oaysase Ha KOMATa M THTaBHLIHTE).

C meuzsecmna vecmoma (wecmomama ne Moxce 0a Gvoe oyeHena oM RaIUYRIMme OanHL);

- Hapymenus Ba KpbBTa (TEBKONEHKA, arpaHyJI0LMTO3a, TPOMOOLMTONEHHS, E03HHODHITHA U
NaHUMTONEHHA), 3aToBa BamusaT nekap 1te NpoBepaABa NEPHOAHYHO CBCTOSHHETO HA KPbBTA
Bu.

- beznoxkoficTro, Bb30y/Aa, CTPAHHH CHHHINA, AEMPECHs, CYHLHAHH HAMEPEHHS.

- Cnyuan Ha obpa3yBaHe Ha KPLBHH CbCHPELM BLE BEHH, Hal- Beve HA KpakaTa (CHMITOMHTE
BXJItOMBAT NOOYyBaHe, DO/Ka | 3a4epBiIBaHE HA KpaKa}, KOMTQ MOraT Ja NpeMUHAT No
KPbEOHOCHHTE CbAOBE KbM Oenunre ApoGoBe H 1a NPUUHHAT OONKA B MHPAWTE W 3aTPY AHEHO
ouwaHe. Ako 3abeneure HAKOH OT Te3H CHMTITOMH TpaGBa a noTspcHTe HezabaBHo
MEJUIHHCKA NOMOLI.

- CuHIpPOM Ha OTHEMAHE NPY HOBOPOASHH (BIKTe Touka 2 “BpemMenHOCT H KLpMene™).

MMa cbobiuenus 3a HAKONKO Clyyas HA BHE3aIHH, HEOUaKBaHH H HeoOjACHMMH CMBPTHH CJIY4aH npu
XOCMHTANHIHPAHH NALKEHTH, NOTy4aRalH (heHOTHATHHH.

HpH MAlHEHTH B CTAPYCCKA BB3PACT © AEMCHIEHA € JOKNAABAH NeKO NOBHUICH PHCK OT CMBPTHH
Cllydad [IpH NauHEHTH, NPHEMALIH QHTHIICHXOTHLIH, B CPaBHEHHEC € TAKWBa, KOMTO HE NnpHeMar
AHTHIICHXOTHLUH.

CHoOUIABAHE HA [OJO3HPAHH HEXKEAAHU PEAKIIMH
AKO MOJIYYHUTE HAKAKBH HEXKENAHH JIEKAPCTBEHH PEAKUHH, YBegoMere Baiuud nexap, dapMaLesT uin
MeHLUMHCKA cecTpa. ToBa BKJIFOUBA BCHUKM BB3MOYKHH HEONMCAHM B TA3H MTUCTOBKA HEXKENAHU
peakUHH. Moxkete cblio a cro0UInTe HEXeNaHU PeakuMH AHPEKTHO Upes3
H3nbIHWTENHA ar¢HUUA MO TEKAPCTBATA

ya. ,Jamsan Ipyes” Ne 8

1303 Codus

Ten.: +35 928903417

yebGeaiiT: www.bda.bg. ' ot
Kato chobuwaBare HexenaHu peakiinu, MOKeTe 14 JafeTe CBod MPHHOC 33 nonyanaHe Ha;i‘logeqe RN
nHGPOpMaLHs OTHOCHO 0e30MACHOCTTA HA TOBA JEKaPCTBO. o




5. Kak xa cexpauasate MoauTes gemo

,H,a ce CbXxpaHABa Ha MACTO, HEJOCTRITHO 33 ACla.

He u3nom3eaiite ToBa AekapcTBO C1€A CPOKA HA FOAHOCT, 0TOENA3aH BLPXY OMAKOBKATa chen .l oneH
10:*. CpokbT Ha FOAHOCT OTFOBAPA HA MOCACAHHUA IEH OT NOCOYEHHS MECEIL.

Ja ce cxxpanspa npu Temneparypa ot 8°C mo 25°C.
Ja ce chxpaHABa B OPUIMHA/IHATA ONAKORKA, 3a 714 C€ MPEANasH OT CRETIIHHA.

He uzxpnpnsiiTe NekapeTpaTa B KAHAIM3ALUMATA WK B KOHTeHHepa 3a JOMAIlHH OTMAaAbLH.
TMonuraitre Baiua gapmaterT kak Aa U3XBBPIATE NEKAPCTBATA, KOUTO ReUe He H3non3sare. Te3u
MEPKH Il CIIOMOrHAT 33 OMa3BaHe HA OKONHATA cpelia.

6. ChAbp:KaBRHE HA ONAKOBKATA H JONLJIHHTE/IHA HHpOpPMAIHA

Kakgo cpabpika MoauTes aeno

- AKTHBHOTO BellecTRO € (urydenazuHor aexanoar (fluphenazine decanoate). 1 ml or
HHKEKIMOHHHA pa3Teop (1 amnyna) ceabpxa 25 mg driydenasHHOR qekaHOAaT, EKBUBANCHTCH
Ha 18,48 mg dnydenasun fluphenazine).

- JpyruTe cheTaBkH ca: OEH3HIOB aIKOX0N U padMHEPAHO CYCaMOBO Mac/io. BHxkTe Touka 2
»MonuTeH Aeno chabpika OEH3IHIIOB ATKOXO0N H CYCaMOBO MAcIo™.

Kak u3rjexaa MoaHTer 1eno H KaKBO ChALPXKa ONAKOBKATA
HHxeKUHOHHHAT pasTBOp € OHCTBP, MACNEH Pa3TBOP, K BITCHHKAE Ha LIBAT.
MoauTeH Jeno ce Npeanara B KyTHH 0 S aMimyTid oT | ml MHKEeKLHOHEH pa3TBop.

Hpuarexaren Ha paipenleNHeTo 32 YNOTpeba A NpOHM3BOXATEN:
KRKA, d. d., Novo mesto, gmarjeﬁka cesta 6, 8501 Novo mesto, ClnoseHng

Z[a’ra HA HDOCHCAHO NpepairiekiaHe Ha JIHCTOBKATA

Iloco4enara no-a0.1y HHq)OpMﬂl.llflﬂ € IPCOHAIHAYCHA CAMO 32 MEIHUHHCKH CHCIHAJIHCTH

Moanren® peno 25 mg/ml nmxkeKEHONEH PA3TBOP
Paydenaznnos AeKAROAT

Moditen depo® 25 mg/ml solution for injection
Fluphenazine decanoate

HechBEMECTHMOCTH
MOAHTEH 1eN0 HHKEKLMOHRH Pa3TBOP € HECHBMECTHM € APYTH HHKEKLIMOHHY Pa3TROPH.

Hudopmanuda 3a npeAnuceane
Io nexapeko npeanucanue. Jla ce uanonspa B 00LIECTBEHN 3APABHY HHCTUTYIIMH HIH OT
KBaIH(HUMPaH MEAHLHHCKO NEPCeHA.
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