1. HME HA JIEKAPCTBEHHS IPOAYKT

Ecuntanonpam-Bepa 5 mg ¢dnamuapanu rabaerkn

Ecuuranonpam-Bepa 10 mg puamupanu Tabnerxu : ﬂ[ N

Ecnuranonpam-Bepa 15 mg puamupann taérerkn =

E -Bepa 20 6 Y o
cuaTajgonpam-Bepa 20 mg guamupanna Tabnerkn s 9.9 0% (}\mol

Escitalopram-Vera 5 mg film-coated tablets " o -

Escitalopram-Vera 10 mg film-coated tablets
Escitalopram-Vera 15 mg film-coated tablets
Escitalopram-Vera 20 mg film-coated tablet

2. KAYECTBEH H KOJTHYECTBEH CLCTAB

Ecuuranonpam-Bepa S mg: Beska ¢unMupana Tabnerxa ChOABPXKA 5 mg ecUUTaNIonpaM
(&scitalopram) (xato okcanar).
Ecuuramonpam-Bepa 10 mg: Besxa d¢unmmpana tabnetka cbappxka 10 mg ecuuranomnpam
(Escitalopram) (kaTo okcanar).
Ecuuramonpam-Bepa 15 mg: Beska duiMupana tabneTka CeABPKA |5 mg ecuMranonpam
(Escitalopram) (kaTo oxcanar).
EcuuranonpamM-Bepa 20 mg: Bcesaka ¢unmupana Ttabnerka CbaAbpKa 20 mg ecuuTanonpam
(Escitalopram) (kaTo okcanar).

3a I'BJTHUA COMCBK Ha MTOMOILHUTE BEUECTBA, BIDKTE TO4YKa 6.1,

3. JEKAPCTBEHA ®OPMA

OunMupana tabietka.

Ecunranonpam-Bepa 5 mg: Gsuta, ¢punMupaHa, GUKOHBEKCHA TableTka C peneden Haanuc “93” or
eaHaTa ¢TpaHa u “7414” ot apyrara.

Eciuranonpam-Bepa 10 mg: 6ana, punmupana, 6MkoHBeKCHa TaGIeTKA ¢ HEJTUTENHA 4EpTa OT €JHaTa
CTPaHa W € TrpaBHpPaHO “9” OTNIABO Ha AeNUTENHATA YepTa M “3” OT AACHATA. Jpyrara ctpaHa Ha
TabneTkara e rpaBupaHa ¢ “7462”. Tabnetkata Moxke na 651e pa3aciieHa Ha 1Be paBHM MOJIOBHHH.

Ecuyranonpam-Bepa 15 mg: 6sna, dunmupana, 61ukoHBeKcHa TabIeTKa ¢ A&/ THTEIHA 4epTa OT eAHAaTa
CTpaHa W € rpaBHpaHO “S” OTVIABO HAa AeNUTenHaTa vepra U “C” oT AfcHaTa. Hpyrara crpaHa Ha
TabneTkaTa e rpaBupaHa ¢ “15”.

JlenutenHara 4epra € caMO 3a yJAECHABAHE HAa CUYNBAHETO 34 MO-JECHO MOrJIbIIAHE, a He, 3a Aa
pasiens Ha paBHH JO3U.

Ecuuranonpam-Bepa 20 mg: 6s1a, punMupana, SuKkoHBeKCHa TabIeTKa ¢ NeNMTE/HA 4epTa OT eJIHaTa
CTpaHa H C rpaBHpaHO “9” OTIABO Ha ACNMTENHATA 4YepTa M “3” OT JAcHATA. Jlpyrara crpaHa Ha
TabiieTkata e rpaBupana ¢ “7463”. TabnetkaTa Moxe 1a OB e pasAeiieHa Ha IBe paBHH MOJOBUHH.

4. KJIUHUYHHA JAHHH

4.1 TepanesTEURH NOKAZAHMS

Jleuenue Ha roneMu NETIPECHBHH CIM30IH.

JleueHne Ha IaHUYECKO PA3CTPOICTBO ¢ MM 6e3 aropadobus.
JleueHHe Ha COUMATHO TPEBOXKHO PasCTPOICTRBO (CoUMaHa o
JleueHne Ha reHepaliM3UPaHO TPEBOXKHO Pa3CcTpOHUCTRO.
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Jleyenne Ha 06CECHBHO-KOMITYJICHBHO Pa3CTPOMCTRO.
4.2 0o3HpOBKA H HAYHH HA HPHJI0KEHHE
besonacHocTTa Ha AHEeBHU A034 Haj 20 mg He e loKa3aHA.

EcuuranonpaM-Bepa ¢punmupanu TabneTku ce npuiiara Kato eJHOKpAaTHa JHEBHA A03a U MOXE Ja Ce
npuema ¢ WM 6e3 xpaHa.

['onsam enpecHBEeH €MU30n

Obnyuabinata gHeBHa Ao3a ¢ 10 mg anesHo. Jlo3aTa MOXe Ja c€ MOBHIUKM MakcuMaiHo Jo 20 mg
JTHEBHO, B 3aBUCUMOCT OT HHAMBHAYAJIHKA OTTOBOP Ha MallACHTA.

OOUKHOBEHO 3a MOCTUraHe Ha aHTHAETIPECHBEH e(eKT ca HeoOXoauMH 2-4 ceaMuiu geueHue. Crnea

OT3BY4aBaHE HAa CUMIITOMHTE, 32 KOHCOJIHJALMA HAa OTroBoOpa € HEOOXOAMMO JIEYEHHE B MPOABLIKEHHE
Ha TIoHe 6 Mecera.

[IaHK4eCcKko pa3cTpoHcTBO ¢ WK Oe3 aropadobus

IIbpBata ceaMulia ce MpenopbyYBa HavalHa 103a OT 5 Mg nNpeau MOBHIIABaHE Ha JAo3ara Ao 10 mg
AHeBHo. Jlo3aTa cien ToBa MOXKeE Ja c€ MOBHIUM MAakCUMaJIHO A0 20 mg AHEBHO, B 3aBHCHMOCT OT
MHAMBUYANHUA OTTOBOP HA MALMEeHTA.

MaxcumanHa e(bHKaCHDCT ce mocTHra ciaej okoao 3 Meceua. JledeHueTo OPOABJIKaBad HAKOJKO
MECela.

CollHanHO TPEBOXKHO Pa3CcTPOUCTBO

ObwyaiiHaTta ao3a ¢ 10 mg BegHBXK AHEBHO. 3a o0JeKYaBaHe Ha CUMNTOMUTE OOHUKHOBEHO ca
HeoOxoauMu 2-4 ceaMuuM. B 3aBUCMMOCT OT HHAMBUAYATHHAA OTIOBOP Ha MALMECHTA, J03aTa MOXE
nocTeneHHo Aa 6bAe HaManeHa A0 5 mg WK MOBHILEHA A0 MAaKCUMasIHa qo3a oT 20 mg AHeBHO.

CoLuuarnHoTo TpCBOXKHO pEBC'l]JUﬁCTBD ¢ 3abonsABaHe ¢ XPOHHHYCH X0 H 3aTOBa 3da KOHCOIIHIHWUPAHE HA
OTroBOpa CC IIPCIIOpbHB4d JICHCHHMC B MPOABJIDKCHHC HA 12 ceamuLm. HPOJI'LJI}KHTEHHO JICUCHHC HaA
OTrOBOPHIIMTEC HA TCpAIIMATA € ouo I[IPOYHBAHO B ITPOABIDKCHHE HA 6 Mecena U MOXe J1a ce OOMHMCITH
HHIHBUAYAITHO 34 npadmnalcmxa Ha pCUHAHBH, IION3HUTC OT JICHCHHCTO TpﬂﬁBﬂ aa G'E,E[aT OLICHABdAHH
Ha pCI1OBHH HHTCPBAJIH.

CoLUHaIHO TPEeBOXKHO pa3cTpOHCTBO € A00pe AchHHUpaH AMArHOCTHYEH TEPMHH Ha CrHelH(HUHO
pa3CTpPOUCTBO, KOETO He TpAOBa fa ce Obpka ¢ MpPeKOMEpHAa CpaMEXJIHBOCT. DapMakoTepanusaTa €
MOKa3aHa ¢aMo, aKQ pascTpoHCTBOTO UHTep(epHpa 3HAYHTENHO ¢ NMPpo¢eCHOHAIHHTE H COLHAJIHU
AHTAXKHUMEHTH.

Ponsara Ha Ta3u Tepanug B CpaBHEHUE ¢ KOTHUTHBHATA IMOBEJACHYECKA Teparus Ha € Omia oleHABaHa.
MdapMaKOTEPaNMATA € YaCT OT 00IATa TepaneBTUYHA CTPaTErHsl.

[ eHepaJU3upaHO TPEBOXKHO PACTPOUCTBO
Hauannarta no3a € 10 mg BegHBXK AHEBHO. B 3aBUCUMOCT OT MHAMBUIYAJIHUA OTTOBOP HA MALMEHTA,
A03aTa MOXE [1a C€ MOBHUIIH MaKCHMalHO a0 20 mg AHEBHO.

IIpoa®mKUTENHO JIeYeHHE HA OTFOBOPHIMTE Ha TEpanuaTa € OWIO NpoyueHo B MPOAB/HKEHHE Ha MOHE
6 Mecela, py nauueHTy noayyasaiuu 20 mg aHeBHo. EdekTute or neyeHueTo M no3ara tpsbea na
ObOaT NpeOoLCHABaHU HA OIIPEACIICHY UHTEPBAJIH OT BpeMe {BXK. TOUKa 3. 1)
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Havannara nosa e 10 mg BeaHbk AHEBHO. B 3aBHCHMOCT OT HH; Bﬁa?anima e'rr f@) (A MAUMEHTA,
X03aTa MOXe J1a Ce NOBUIIY MaKCUMaIHO A0 20 mg JHEBHO. SR SRR




T KaTo 0DCECHBHO-KOMITYJICHBHOTO Pa3cTPOCTBO € XpPOHHYHO 3a00/sBaHe, MalMeHTHTE TpAOBa Aa
OBJAT JIEKYBaHH 34 JJOCTATBYHO ABJIBI NEPHOA OT BpeMe, 3a Aa ca De3CHMITTOMHH.

Edextrre oT neyeHueTo M Ao3arta Tpa6Ba Aa ObAAT NpeoleHABaHM HA OMPeJe/ICHH WHTEPBajid OT
BpeMe (BX. TO4Ka 5.1).

[JallMEHTH B cTapyecKa Bb3pacT (> 65 roauHm)

JlozupaneTo TpAOBa Aa 3aMmoyHe ¢ NOJOBHHATA OT OOHYaiHO NpenopbYBaHaTa o3a (5 mg aHesHo). B

3aBUCHMOCT OT HHAHBHIYAJIIHHS OTIOBOP Ha MallMEHTa, J03ata Moxe Aa 6bae nosuiieHa. Tpabea na
ce 0OMHCITH ITO-HHUCKa MAKCHMAJlIHA 1033 (BX. TOYKa 5.2).

EjuxacHoctra Ha Ecuurtanonpam-Bepa ©¢uiMupaHu TabneTkd mnpd  COLHANHO  TPEBOXKHO
pas3CcTPOHCTBO, IPH MALUEHTH B CTApYeCKa BB3PacT HE € [poy4YBaHa.

Heua u woHomu (<18 roarMHn)
EcuuranonpaM-Bepa ¢unmupanu tabnetkn He TpsOBa Ja ce M3MOJI3Ba 34 JI€YCHHE HA LA U IOHOIIN
nod {8 roguinHa Be3pacT (BXK. Touka 4.4),

[ lonwkeHa 6B0peuHa QyHKUHNA

ITpn mauueHTH ¢ NeKo UM yMepeHo OBOpedHO yBpeKIaHe He € HeoOXxo/MMa ajanTais Ha JA03aTa.
[lpu maumeHTH ¢ TeXkKKO yBpeaeHa OvOpeuna ¢yskumMa (Clcg moxa 30 ml/min), ce npemopnusa
AOBUIIEHO BHHMaHMUe (BX. ToukKa 5.2).

[HoHmwkeHa yepHOoAPOOHA QyHKIWS

[Ipy maupMeHTH C JIEKO HWIH YMEPEHO 4EpPHOAPOOHO YBpe)KJaHe, Mpe3 IbPBUTE JBE CEAMHLH OT
TepanuaTa c€ MpenopbiBa HayajHa J03a OT 5 mg AHEBHO. B 3aBHCUMOCT OT MHAWBHAYANIHHSA OTIOBOD
Ha TIALMEHTa, Jo3aTra Moxe Ja ce nosumx a0 10 mg aaeBHo. [IpH maumMeHTH CBHC CHIHO HamalleHa

yepHoApoOHa QYHKLMA, C€ MPENOPBYBA NPEANAINMBOCT U HIKITFOYHTEIHO BHUMATEIHO THTPHPAHE Ha
no3ata (BX. Touka 5.2).

Jlomu metabonuzatopu Ha CYP2C19

3a MauMeHTH, 3a KOHTO € HU3BeCTHO, He ca Jiomu Mmerabonmzaropu no otHomeHHe Ha CYP2C19, ce
NMpenopbrUYBa HAYAIHA /1032 OT S mg AHEBHO INpe3 MbPBUTE JBE CEIAMHULHU OT TepanuisTa. B 3aBucumoct
OT UHAMBHAYAJIHUA OTTOBOP HA NALMEHTA, A03aTa MoXKe Aa ce noprwaea X0 10 mg qHeBHO (BXK. TOYKa

5.2).

CHMIITOMH Ha OTHCMAHC, H&ﬁH}DgaBaHH INIPH CITUPAHC HA TCPATHAATA
BHezanHoTO CIIMpaHC Ha JICHCHHCTO Tpﬂﬁﬂa la ce u3bsarea. 3a Ad CC HaMAJIM PHCKa OT IIOABAa Ha

CUMITTOMM Ha OTHEMAaHE MpPH CIUpaHe Ha JEeYEHUETO ¢ eCLUUTANONpaM, A03aTa TpAOBa Ja ce HaMalsBa
MMOCTENICHHO HAa UHTEpBAJIM OT ¢JHa N0 xaBe ceamMuud (BX. Touka 4.4 B Touka 4.8). Ako cnen
HaMaJsiBaHE Ha [03aTa, NpU CIIMpaHe Ha JICYCHUETO C€ MNOABAT TPYAHO TOHOCHMH OT NALMEHTa
CHMIITOMH, MOXKE Ja c€¢ OOMHUCIIHM BB3BPBLIaHE KBM NpEIBAPHUTE/IHO MpeAnMcaHaTa no3a. Crien ToBa
JIEKAPAT MOXKeE J1a MPOABJKY HAMAJIIBAHETO Ha J03aTa, HO Ha M0-I'OJIEMH HHTEPBATH OT BpeMe.

4.3 IlpoTHBONOKA3AHHSA
CBpBEXUYYBCTBUTETHOCT KbM €CLIMTAJIONIPAM WM KBM HAKOE OT [NOMOIIHKTE BEIIECTRA.

EAHOBPEMEHHOTO JIEYEHHE C HECEJIEKTHBHH HeOOpaTMMH HMHXHOUTOPH Ha MOHO4MHHOOKCHJa3ara
(MAO-uHxHOHUTOpH) € MPOTHBONOKA3aHO, MOPAgH PHUCK OT CEPOTOHMHOB CUHAPOM C aXHTALMA,
TPEMOP, XMIIEPTEPMHUA U Ap. (BX. TOUKa 4.5). -f::;’-f-’ g r,;; N X,

AP J‘f‘
KomOuHauuaTa Ha ecunranonpam c obOparumMun MAO-uHX ugfnpn (ﬁaup Mdﬂﬂ‘éﬁemnﬂ) WIH C
obpaTHMHA HeceneKTUBEH MAO-HHXUOHUTOD TMHE3OMHA € Mp @qﬁﬁi Kazam nﬂga;nﬁ PHCK OT MOsABA
Ha CEPOTOHHHOB CHHAPOM (BX. To4ka 4.5). TR=R WS ;};
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4.4 Cpoenna/JHH npeAylpexXAennd H NPeANa3sHi MePKH NpH ynorpeda

Crneasamre CcnelHajHA MpeaynpeXXACHHS M COelHanHU MNpeArasHd MepKM ¢a BaJlMAHHM 3a

TePaNeBTHYHHA KIac Ha CENeKTHBHMTE HHXHOMTOpPH Ha OOpaTHOTO 3aXBalllaHE HA CEPOTOHMHA
(SSRIs).

Ynorpeba npu aena » wosomy noa 18 rngHmHa Bb3pacT

EcuuranonpaM-Bepa ¢punmupann tabnetku He TpabBa Aa ce H3MOJI3Ba MPH JCYCHHETO Ha JELA H
FoHOIIH moA 18 roamimHa BB3pacT. B KWIMHMYHM W3MTBaHHA cpel JAcLAa M IOHOMM JIEKYBaHH C
aHTHJECTIpECaHTH, B CPaBHEHHE ¢ Te3H Ha Iauebo, ca OwnM no-yecto HaOMIOJABAHH CYHLHIHO
nopeficHHe (CyMUMIEH OMUT W CHYUMIHM MHCIH) W BpakaeOHoCT (NpeauMMHO arpecus,
MPOTHBONOCTABAHE H I'HAB). AKO BBIPEKH TOBA, Bb3 OCHOBA HA KJIMHMYHHUA OITMT Ce B3EMe PELICHHE
3a JIeYeHHE, NALMEHTLT TpsOBa Ma ObAc BHHMATE/IHO HabmoOaaBaH 3a MPOSBA Ha CYHIHIHM

cuMnToMu. OCBEH TOBA, JIMICBAT AaHHH 3a ABITOCPOYHaTa 6€30MacHOCT Ha eCUMTAIONPAM NPH AcLa
H IOHOILHM [10 OTHOLUIEHHE HA PacTekKa, Ch3PABAHETO Y KOTHHTHBHOTO U NMOBEAEHYECKO Pa3BUTHE.

[lapagokcaiHa TPEBOKHOCT

Haxou matMeHTH ¢ MaHUYECKO pascTPOMCTBO, B HAYAJIOTO HA TEpanuATa ¢ aHTHASNPECAHTH MOXE Ja
MOYYBCTBAT YCH/IBAHE Ha CHMITOMHMTE Ha TPEBOXKHOCT. Ta3u napajJoKcajlHa peaklus OOHKHOBEHO
OTMHUHABa B paMKHTe HA JBe CEIAMHLM TMpH MNpoAb/DKaBaHE Ha TepanuiaTa. 3a HaMaliBaHe
BEPOATHOCTTA 32 AHKCHOI'eHEH e(PeKT, ce NMpenopryYBa No-HUCKA HavaliHa A03a (BXK. To4Ka 4.2).

CyMIUMAHW ONUTH/CYULIMIAHH MUCJIH WIH KIHHHYHO BIOLIABAHE

- HenpecHATa ce acolMMpa ¢ MOBHINEH PUCK OT CYHLHIHHA MHCIIM, CAMOHAPAHIBAHE W CYHLUHAH (OIHTH
3a caMoyOuicTBO). To3H pUCK NepCUCTHpa A0 YCTAHOBABAHE HA 3HauYUMa peMHUcHA. Thit kaTto npes
MbPBUTE HAKOJKO WIM MOBeYe CEeAMMLM OT IIeMeHHEeTO MOXe Aa HEe c¢e TIOABH MoJo0peHue,
nanueHTuTe TpaOBa ga OBAAT BHUMAaTeIHO HaOJoJaBaHH A0 mosBaTta My. Karo Lo KIMHWYHMAT
OIMT € MOKa3all, Y€ PUCKBT OT CYHIIMAY MOKE Jia ce TIOBHIIH B PAHHUTE €TAMH OT Bh3CTaHOBABAHETO.

Jpyru MNCUXMAaTpU4YHH CBCTOSHHA, 34 KOMTO c¢€ npeanucBa Ecuuranonpam-Bepa dunMupaHu
TabneTKy, ChINO MOrat Aa OBAAT CBBP3aHH C MOBUIIEH PUCK OT CYWUHMIHH ChOHMTUA. B momenHeHHe
TE3H CHCTOSHUA MOJKE Aa CBITBTCTBAT TEHKKO JASNPECHBHO pa3cTPOHCTBO. 3aTOBa, KOraTo ¢€ JIEKyBaT
MAaLMeHTH C ApYITH ICUXUAaTPHYHH HapyIIeHHs, TpAOBa aa ce chOII0JaBaT ChLIMTE IIPEANAa3HH MEPKH,
KaKTO MpH JICUEHHE HA MALMEHTH C TEXKO ACNPECHBHO pa3cTpoHCTRO.

H3BecTHO €, 4e NalMeHTUTE ¢ aHAMHE3a 3a ONUTH 3a CaMOYOMHMCTBO MIIM TaKHMBa, IOKa3BalllH
3HAYMTENIHA CTENEH Ha CYMLUMIHU MUCIIH, MpelH 3ano4yBaHe HA JICYSHHETO €a ¢ NO-BHCOK PHCK OT
CYMUMIHH MHCJH WM ONMUTH 33 caMOyOMMCTBO U TpaAOBa na ObJar BHUMAaTeIHO HaOMKOJaBaHH MO
BpeMe Ha JedyeHHeTo. Mera-aHanu3 Ha w1aue0o-KOHTPONMPAHO KIMHUYHO M3MHTBAaHE Ha
AHTHIMIIPUCAHTH IPH BB3PACTHH NAUMEHTH ¢ TICUXUATPHYHH HApYIICHUs, € MOKAa3ajl MOBUIIEH PHCK

OT CYHLIMIHO NOBEAECHUE C AaHTHJCIIPECAHTH, B CPABHEHHE ¢ IUTalebo0, IpH NaLyeHTH o 25 roA1InHa
BB3pacT.

HenocpeAcTBeHOTO Habal0JeHNWE HA MALMEHTH M [NIaBHO Ha TE3H C BMCOK PHCK, TpAOBa Ja BHPBH
YCHOPEIHO € JEKapCTBEHATA TEPAIU, 0CO0EHO B HAYAIOTO Ha JISYEHHETO M CJIe]l [IPOMEHM Ha J103aTa.
[laupenTure (XOpaTa, KOUTO CE I'PHKAT 3a TAX) TpAOBa Aa OBLAAT NpeaynpelcHH 3a HeoOX0AUMOCTTA
fa HaO/MloAaBaT 3a BHE3AMHA NOABA Ha TaKHBa CHbOMTHA, M aKO Te3W CUMITTOMH CBIIECTBYBAT, BEIHAra
A& TOTHPCAT MEAULIMHCKA TIOMOII.

AKaTH3ua/ICUXOMOTOPHA B0y a2
Vnarpeﬁa'ra Ha SSRIs/SNRIs e 6una cBpp3aHa ¢ pasBUTHETO Ha aKaTH3HA, x/qpﬂmqmmpama Ce CbC




['bpuoBe
AKO HallUeHT MONYYH I'bPY, JIEKAPCTBEHHAT MpPOAYKT TpaGBa aa Owae crpsan. SSRIs Tpabea ma ce
H30ArBaT NpH MALUEHTH ¢ HECTAaOMITHA EMHJIETICHS, a MTALMEHTHTE ¢ KOHTPOJIMpPaHa eNMIIeNCHs TpAtea

Aa cc MOHMTOpHpatr BHUMaTedHO. SSRIs Tpabea na Owvjaar cnpenu, ako ce HabmronaBa MOBMIIEHA
4eCTOTa Ha 'bPUOBETE.

Mauug

Kakro npu Bcuuku SSRIs, Ecuuranonpam-Bepa ¢wimupanmn tabnetkn Tpsabea ga ce u3monssa
NpelnasjMBo NpH NANMEHTH ¢ aHaAMHE3a 3a MaHWg/XunomaHus. Tepanusara Tpa6Ba na Omnje
NpeyCcTaHOBEeHA [IPU BCEKH NMaLMEHT, HABJIM3all B MaHHITHa (da3a.

naber

[Ipy nauumentn ¢ auaber, repamusara ¢ SSRIs Moxe Ja HapyllM TIJIHKEMHYHHS KOHTPOI
(XMnornmMKkeMHust WIH Xuneprivkemus). Moxe na ce Hanoxd ajanTalidd Ha JO3WTE Ha HMHCYJIMHA
W/UAHM NepopaIHUTE aHTHAHAOETHH IIPOIYKTH.

XHUIMOHATPUEMHA

XHUIOHAaTPHEMHS BEPOSTHO, I10paay HeaZeKBaTHA ceKpeLus Ha anTuauypetudeH xopmod (HCAJTX) e
buna cpobmapaHa psaake npu ynorpebata Ha SSRIs, m kato usano ¢ Ouna obpatkma TpH
npeKpaTiBaHe Ha jedeHuero. Ilpu nmanMenTH ¢ MOBHILUEH PHCK, KaTO TaKMBa B CTap4YecKa Bh3pacT,
MalHEeHTH ¢ LIMPO3a WM KOUTO NOJIYYaBaT ChIIBTCTRALLA TEPAIHA ¢ JIEKAPCTBEHH MPOAYKTH, 3a KOUTO
€ M3BECTHO, Y€ NMPeIU3BUKBAT XUIIOHATPHEMHA € HE0DX0AMMa MpeNa3IHBOCT.

KpBLBOH3ITHB

Mma croOlnenys 3a yOBIDKEHO BpeMe HA KbPBEHE W/WIM MOSBa HAa KPBLBOM3IMBH KaTO €KXHUMO3H,
FMHEKOJIOTHYHH KPBBOH3JIMBH, KBPBEHE OT CTOMAIIHO-YPEBHHA TPAKT U APYTH KOXKHH HIIH TUTABUYHH
KpBBOM3IUBH fpH ynorpedara Ha SSRIs (k. Touka 4.8). [Ipu naumenTu, npuemamu SSRIs, ocobeno
B KOMOMHAllMA C [EpOpalHA aHTHKOATyJlaHTH, C JIEKAPCTBEHH MPOAYKTH, IOBIHIBALIH
TpoMOOLIMTHAaTa QyHKLMA [HAIp. aTUNMYHU AHTIICHXOTHIHN U (eHOTHA3HHY, MOBEYETO TPHIHIIMYHH
AHTHACTIPECAHTH, alIETHICAIMIMIIOBA KHCEIIMHA U HECTEPOUIHU NPOTHBOBB3NAIIUTEIHH JIEKAPCTBEHH
npoayktd (HCIIBC), THxionmavH ¥ JunHMpUaaModi] U NPH MallHeHTH C XEeMOparu4Ha JHare3a ¢
HeoOXoTUMa MpeAna3IuBocT (BXK. Touka 4.5).

EnexrpokonsyncuBHa Tepams (ECT)
Hanuuge e orpaHM4eH KAMHUYEH ONMUT OT KOMOWHMpaHoTo npunoxenne Ha SSRIs ¢ ECT.

CepoOTOHMHOB CHHPOM
AKO €CLHMTAJIONpaM C€ H3MNOJI3Ba €JHOBPEMEHHO C JIEKAPCTBEHHW NMPOAYKTH CbC CEPOTOHHHEPrHYHH

ePEKTH Karo CyMaTpUIITaH WM APYrM TPUINTaHHW, TpaMaaoil M TpuntodaH, ce npenopmryuBa
npeaAna3auBoCT.

B peaxu ciryyau cepOTOHHHOB CHHApPOM € Oun cboOlijaBaH npy naiueHTH, ninon3samy SSRIs zaeqHo
ChC CEPOTOHMHEPTUYHH JIEKAPCTBCHH HPOAYKTH. KOMOHHALMA HA CHMIITOMHU KaTo aXKMTaLUs, TPEMOP,
TaxHKapausa, MHOKIOHYC M XHMNEPTEPMUS MOXKE Ja HAacOYHM 3a Pa3BHTHETO HAa TOBAa CHCTOSHME.

JledeHueTo ¢ ecuutanonpaM Tpabea na 6pje HezabaBHO NMPEKpPaTEHO H J1a Ce 3all0YHe CUMIITOMATUYHA
TepanuA.

XKBnT KaHTapHOH

EnnospemeHHata ynorpeba Ha SSRIs ¢ pacturenHu jekapcTBEHH NMPOAYKTH, CHALPMKALM KBJAT

KaHrapuoH (Hypericum perforatum), Moxe 1a 0Beie A0 NOBHIIEHA YeCTOTA HA HEXETAHUTE PEaKIHH
(BXK. TouKa 4.5). -

CHMIITOMH HA OTHEMaHe, HaOTI01aBAHH NPH CITH 1‘/‘ --“"~-x,’_'ﬂ;;¢. _:'"*'-'.‘;1
CuMriroMHTe Ha OTHEMAHE NPHU NIPEeKpaTABAHE Ha TePaIUATa C H_,_ -_;9-@565&@5@156%&&eraTHBaHBTU
e BHe3anHo (BX.Touka 4.8). B KXIHHMYHHM M3NMTBAaHHA, | H%IqeﬂaHHTEHEK&pWT[??HH peaKLHH
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Ha0JoAaBaHM MU MPEKpaTABaHE HA JICUSHHETO, CC NMOABABAT MPH 25% OT DAlMEHTHTE JIEKYBaHH ¢
eCLIMTAJIONIPaM, B cpaBHeHHe ¢ 15% oT mauumeHTHTE ¢ ruiaie6o.

PHCKBT OT pa3BHTHE HA CUMIITOMH Ha OTHEMAaHE MOXE Aa 3aBHCH OT HIKOJIKO (paxTopa, BKIIOUHTENIHO
OT NMPOIB/LKHUTETHOCTTA U 103aTa HA TEpaIMATa U CKOPOCTTa Ha HaMaJisABaHe Ha ao3ara. Croblasanu
Ca CBCTOBbPTEXK, CETHBHM HapylleHMs (BKJIIOYHTENIHO TIAPECTEe3Ms), HAPYIUEHUA HAa CBHHS
(BIUTIOYMTENHO O€3ChHHE W MHTEH3MBHO CBHYBaHe), Bb30yZa WIH TPEBOXKHOCT, TajieHe WM
MOBPBLIAHE, TPEMOp, OOLPKBaHE, HW3IOTABaHE, NIABOGONME, AMAPHSA, NAIMMTALHH, eMOIMOHAJIHA
HECTaOMIHOCT, Pa3Jpa3sHHUTENIHOCT M 3PUTENIHH HapymeHHd. KaTto 110 Te3w CHMITOMH ca JeKHM 10
YMEPECHO TEXKKH, HO MPH HAKOH MALHEHTH MOXKE Ja ¢a MHOI'O TE€XKM. |¢ OOMKHOBEHO ce IOSABABAT
Tpe3 MEPBUTE HAKOJIKO JHH CJIE] NpPEeKpaTABaHE Ha TepanuATa, HO UMa MHOTO pelKH ChOOIICHHA 3a
TAKHBA CHMIITOMHM IIPH NMAUHEHTH, KOUTO HENpPEeAHAMEPEHO ca mpomycHalim ao03a. Karo uano, Tesm
CHMOTOMM Ca CaMOOrpaHM4aBallli Ce W U34€3BaT B PAMKHTE Ha 2 CEIMHIIM, MaKap, Y€ [PH HAKOH Xopa
Te MOXCE Ja ca NMpOAB/DKMTENHH (2 -3 Mecella WM noBeve). 3aTOBa Ce€ NPENopbYBA JICYEHHETO C
eCUMTanonpaM Ja c¢ IMpeKpaTsBa IIOCTENEHHO, 3a INEPHOA OT HAKOJKO CEAMHLIM MU Mecelly,

ChOOpa3HO HyXJUTE Ha NaumeHTa (BWXK “CHMNTOMH Ha OTHeMaHe, HaGIIONABAHM TIPH NIPeKpaTIBaHe
HAa TEparnuAaATa’, Touka 4.2).

KopoHapHo ¢hplieuHo 3a00IIBaHE

[lopanu orpaHM4eHHs KIMHMYEH ONMT, NpPH MALMEHTH ¢ KOpOHapHO 3a0o/sgBaHe ce MpernopbuBa
NpeAnasnMBoCT (BXK. TOYKa 5.3).

4.5 B3auMoneiicTBHE ¢ IPYrH jJIeKAPpCTBEHH NPOAYKTH H APYTH ¢popMu HA B3aHMoaeiicTBHE

GAPMAKOJIUHAMMWYHU B3AUMOOEACTBUSA

[ IpOTHBONOKA3aHU KOMOUHALIUH:

Heobpamumu neceaexmuenu MAQO-unxubumopu

[Ipn naupentd, nony4yaBau SSRI B koMOuHauMA ¢ HeceNeKTHBEH HeoOpaTMM HMHXHMOMTOpP Ha
MOHOaMuHookcuaazata (MAOH), kakTo M NpH NalMeHTH, KOUTO HACKOPO 3a MPEKpaTWIH JEUYEHHE C
SSRI u ca 3anounanyn neyeHue ¢ TakbB MAOM, ca Gunu CHOOIIEHU CIyuad Ha CEPHO3HU PEaKLUH
(BX. To4Ka 4.3). B HAKOH CJTyH4au NauMeHThT € Pa3BUIl CEPOTOHHHOB CUHAPOM {BX. Touka 4.8).

ENHOBpEMEHHOTO MPHJIOXKEHHE Ha ECLMUTAJIONPaM C HEeCEJeKTUBHH Heobpatumu MAOHU e
[POTHBONOKa3aHO. JIeYeHHeTO ¢ ecuMTANONpaM Moxke Ja 6bae 3amoyHaTo 14 QHH cjlell CiupaHe Ha
TepanuaTa ¢ HeoOpaTiM MAO-unxuburop. Ilone 7 gHM TpaGBa a HU3MMHAT Clie]l CIIMpaHE Ha
JIEYCHHUETO ¢ €CLUTATIONPaM, NPEIU Ja ¢e 3aroYHe Tepanus ¢ HeceleKTHBeH HeoOpatum MAOU.

Qbpamum ceaexmuger MAQ-A-unxubumop (moxrobemuo)

EnrHoBpeMeHHOTO NpHIOKeHHe Ha ecuuTanonpam ¢ MAO-A-HHXMGHTOP He ¢¢ Mpenoph4Ba, NOpajH
PHCK OT CEPOTOHMHOB CHHApPOM (BXK. Touka 4.4). Ako KoMOMHALMATA € J0Ka3aHO HeoOXOoauMa,

neyeHueTo TpAOBa Ja 3amoyHe ¢ MHHMMAJIHATA NPenophUYNTENHA 1034 M C€ H3UCKBA HEMOCPEACTBEHO
KITHHHMYHO HaOTroaeHueE.,

Obpamum necenrexmusern MAO-unxubumop (rune3zonuo)

AHTHOMOTHKBT THHE30/H/l € 06paTM HecenekTHBeH MAO-HHXUGHTOp 1 He TpaGBa J1a ce nprara Ha
MALHEHTH JICKYBaHH ¢ €CUMTaIONpaM. AKO KOMOMHaLMATa € A0Ka3aHO HeoOXoAuMa, TOM TpabBa Aa ce
fiplfiara B MUHHMaIHH JO3H M NIPH HENOCPEICTBEHO KIMHUYHO HabmoaeHnue (B, Touka 4.3),

s arme—ey

Heobpamum ceaexmuser MAQ-B-unxubumop (ceaezunun)

[lopaaw pHck OT CEpOTOHMHOB CHHAPOM, TIPH €IHOBPEMEHHOTO IIp ‘/5 % Hpe Ha_ eCHr
ceneruintd (HeobpatuM MAO-B-HHXHOUTOP) ce Hanara NOBMIIEHO BH f(ﬂ ;l LCEJIEI‘HHHH”& mp:m 70
10 mg aueBHO, ca Ounu npunaraHy 6e30nacHO ¢ paLeMHU4YEH umanonpafa:r . o

o S f By

1 H“-'d I

. '|_ .
L .'I.
- . ‘r:.h E3
‘r.\ - " e i
W L e MR
) o H e .., wty, -
7 ‘311 TefE R
Ilhl- . -\_\_ -



KombuHaUuMy W3MCKBAILY NMPEANa3HA MEPKHM MIPU yHoTpeha:

Cepomonuneputny sexapcmeenu npoOyKmuy
ENHOBpEeMEHHOTO NPHIOKEHHE CBC CEPOTOHMHEPTAYHH JIEKAPCTBEHM NPOAYKTH (HaMp. CyMaTpHIITAH

WK NpYTH TPUITaHW, TPaMaion, OKCHTPHNTaH W TPUNTO(hAH), MOXKE Ja NOBEAE A0 CEPOTOHHHOR
CHHJPOM (BXK. TOYKa 4.4).

Jumuii, mpunmodgan
Koraro SSRIs ca Gwin npunarany B koMGHHAUMA ¢ TMTHH WK TpHIOTOdAH, € MMANO CHOGIICHNMS 33
YCHUIICHH CEPOTOHHHEPIHYHH eexTH. [IpH eqHoBpeMeHHaTa yioTpe6Ga Ha eCLHTAIONPAM C THTHHM HiIH

TPUNTO(AH Ce MPEnopbYBA MPEANA3TMBOCT. PYTHHHOTO MOHMTOpPHUpaHe HA HMBATA Ha JUTHH WM
TpHUINTO(daH TpaOBa A NPOABIDKHA KaKTO OBMKHOBEHO.

Jlexapcmeenu npoOyxmu, ROHUNICABAULU 2bPHOBUS NDAZ

SSRIs Morar ma moHwxaT repuoBuA mpar. [IpenophuBa ce NOBHILGHA TIPEANAZTMBOCT KOTATO
CCLIMTANIONIPaM €€ MpHiara ¢IHOBPEMEHHO ¢ APYIH JICKAPCTBEHH NPOAYKTH, C KAMALKUTET 14 MOHMKAT
FBPUOBHA Mpar [HANp. aHTURETIpECaHTH (TPHLMKIHYHM aHTUpenpecaHTH, SSRIS), HeBponmerrrHum

(peHoTHa3MHK, THOKCaHTeHH W GyTHpodeHOHH), MudnokHH, GynponHoH M Tpamanon] (BXk. Todka
4.4},

Kvam kanmapuoxn

Hexenanute eQextd Morar ga ca Mo-4ecTH 10 BpeMe Ha eJHOBpeMEHHaTa Ynotpeba Ha
eCUMTA/IONpaM H PacTHTENIHH INPOAYKTH, CBABPXKAINK XbAT KaHTapuoH (Hypericum perforatum).
3aroBa e€CLHMTAIONPaM H MpPOAYKTH, CBABPXKAIUM JXBIT KAHTAPDUOH He TpAbBa Ja ce B3eMart
e IHOBPEMEHHO.

Kpveousnue

HiMa ocHOBaHHE 3a MpPeANa3IMBOCT NpPH MALMEHTH, KOWUTO Ca JIEKYBAHH €JHOBPEMEHHO C epopaiHu
AHTHKOATryJIaHTH, JE€KapCTBECHHU IIPOAYKTH, KOHTO IOBJIMABAT (YHKIIHATA HA TPOMOOLMTHUTE KAaTo
HECTEPOUAHUTE MNPOTHBOBB3NAMUTENAHH JiekapctBa (HCIIBC), anetuncanuumunoBa KHCENMHA,
AUTOHPHIAMO X THKIONIMAHH UK APYTH JA€KapCTBa (HaIp. ATUIWYHY aHTUNICUXOTHLM, (PeHOTHA3NHH,
TPULMKIHHYHH ACNPECAHTH), KOUTO MOTAT Jta MOBHILIAT PHUCKA OT KPBBOM3IHBH (BXK. TouKa 4.4).

Ankoxon
He ce ovaxkBaT ¢apMaKOKMHETHYHH HIH dapMakoAHHAMUUHH B3auMOACHCTBUNA MEXJY aJIKOXOJ U

€CLMTANIONpPaM, HO KAKTO NPH BCHYKH NMCHXOTPONHM JNEKAPCTBEHH MPOAYKTU, KOMOUHALMATA HE Ce
PEeNnopbYBa.

®APMAKOKWHETHUYHU B3AUMOJIEUCTBUS

BrusHye Ha APYTH NEKAPCTBEHK NPOAYKTH BEPXY HapMakOKMHETHKATA HAa €CLUTATONDPAM:
MeTtabonnaMbT Ha ecuMTaionpam ce Meauupa rimasHo or CYP2C19, no CYP3A4 u CYP2D6 chuio
MOTAT a AOMPHHACAT 3a MeTabo/IM3Ma B [TO-MAJIKa cTeneH. MetaboMu3MBT Ha TVIaBHUA MeTaboauT S-
DCT (nemeTHnupaH ecLUHTAIONpaM) H3IIEKAA € YACTHYHO KaTanusupal ot CYP2D6.

ENHOBpEMEHHOTO NpPHIOXKEHHWE HA eCUMTaNonpaM ¢ oMempazon 30 mg aHeBHO (MHXMGHTOpP Ha
CYP2C19) Boan 1o ymepeno (npubnusurenso 50%) moBHIaBaHe Ha IUIa3MEHHUTE KOHIIEHTPALUA Ha
€CLIATAJIONPAM.

EAHOBPEMEHHOTO NPHIIOKEHHE HA ECLMTAIONpPaM ¢ uuMeTHaMH 400 mg JABa IIETH JHEBHO (YMEpeHO

MOIIEH OOl €H3MMEH HHXMOMTOp) BOAH O YMEpEHO (npnﬁnnanTeﬂHot 70%) “ImBHmeHHe Ha
[J1a3MEHHTE KOHLCHTPALMH Ha €CLIUTANONpAM. A e s
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[Topanu ToBa € Heob6xoaMMa NpeaNa3TMBOCT MPH eﬂHQBpEMEHHOTOf
uHxuburopn Ha CYP2C19 (Hanp. OMenpason, e30Mempaso)



THKJIOMH/IMH) WIH LAMETHAMH. Moe 1a € Heo6X0ANMO HAMAJIEHHe HA 103aTa Ha SCLUTANICNPAaM Bb3
OCHOBa Ha MOHMUTOPHPAHETO Ha HEXKEJIAHMTE PeaKLMH [0 BpeEMe Ha JISYEHHETO.

Edexry Ha ectirTanonpaM Bepxy hapMaKOKHHETHKATA Ha APYTH JIEKapCTBEHH MPOAYKTH
Ecuuranonpam e unxuburop Ha ensuma CYP2D6. Korato €CLMTANIONPAM C€ NpHlara eIHOBPEMEHHO
C JICKapCTBCHH TMNPOAYKTH, KOMTO C€ MeTaDONM3HpAT TNABHO OT TO3HW €H3MM H MMAT TeceH
TECPANCBTHYCH HHACKC, HANp. QIICKaHHH], NpormadeHOH M MeTomposon (KOraTo ce M3NoiI3Ba 3a
JICICHUE Ha ChpPACYHA HEAOCTATHYHOCT) WIH HAKOM fAeHctBamu Ha IJHC nekapcTBenw [IPOIYKTH,
KONTO ce wmeTaboausupar miasHo ot CYP2DS, Hafp. aHTHACNPECAHTH KATO JAE3HNHPaMHA,
KJIOMHMIIPAMHH ¥ HOPTPUITTHIIMH HIIH 2HTUIICHXOTHLH KATO PHCIIEPHACH, THOPHAA3ZHH H XaJIoepHAON
¢ HeoOx0AMMO BHUMaHKe. Moske Aa e HeoGX0qUMO agalTHpaHe Ha O3UTeE.

EnnoBpeMeHHaTa ynorpe6a ¢ ge3unvpamua (pBUdeH MeTaGOUT Ha MMHIIPAMHH) HJIH METOIPOJIOIN
BOAH B ABaTa CiTydas A0 ABYKDaTHO TIOBMIICHHME HA IIA3MEHOTO HHBO HA TE3M IIBA cybcTpara Ha
CYP2D6. In vitro npoy4yBaHMsT2 ca JOKAa3a/M, Ye CCUHUTAJIONPAaM OCBEH TOBAa MOXE Ja IPEeAH3BHKA
cnabo unxubupane Ha CYP2CI19. Tpu enHoBpeMeHHaTa ynotpeba ¢ nexapcTBEHH NPOAYKTH, KOHTO
ce metabommsupar ot CYP2C19 e Heo6xoaHMa npe ANasiHBoCT.

4.6 bpeMeHHOCT H KLpMeHe

bpeMeHHOCT

Hsama nocraTbyHO naHHM 3a yroTpeGara Ha eCLMTANONpPAM MpH OpeMeHHM xeHH. B npoy4paHus 3a
PENPOIYKTHBHA TOKCHYHOCT € €CLHUTANONpaM NPOBEICHH MPU IUIBXOBE, ca OWIM HabJKAaBaHHM
eMOpuo-heToToKCHYHH edeKTH, HO Ge3 NOBMIEHAa YECTOTAa Ha Mangopmauuure (BX. Touka 5.3).
[oTeHUManHUAT pUCK 3a Xopa e Heu3BecTeH. EcumTanonpam-Bepa (pvMHpaHH TabieTkn Tpsadea Ja
CC HM3MON3Ba 10 BpeMe Ha OPEMEHHOCT ¢aMo B CIIy4aif Ha KATETOPUYHA HEOGXOAMMOCT M CaMo Cliel
BHHMAaTE/IHA NPEUCHKA HA ChOTHOLLICHHETO PHCK/TION3A,

Cnen ynorpeb6a Ha SSRI B kpas Ha GpeMeHHOCTTa ca GWIM OMMCAHM ClIyyal Ha CHMIITOMHM HAa
OTHOMaHe npH HoBopoAeHH. HoBopoaeHuTe Aeua Tpabea na 6baaT HabNIOAaBaHM, aKO ynorpebara Ha
Ecuvranonpam-Bepa ¢unMupanu tabnetku oT maiikara e MPOABLIIKKTIA H 10 BPEME Ha TPETHA
TPUMECTBP OT OpeMeHHOCTTa. BHe3anmHOTO cniupaHe Ha TepamuaTa TpsGBa aa ce u364rsa no BpEME Ha
OpeMeHHOCT.

Cnen xaro malikata e ynorpeGssana SSRI/SNRI B KECHHTE eTamu OT OpeMeHHoOCTTa, nNpH
HOBOPOACHHUTE MOraT [ia €€ MOABAT CJICAHUTE CUMITOMM: DECIIMPATOPEH AMCTPEC, LMAHO3a, AlHes,
FBPHOBE, TCMIICPATypHA HECTAOMIIHOCT, 3aTPYAHEHMA NpPH XpaHeHe, HOBPBHIIAHE, XUIOTIHKEMHY,
XUTIEPTOHHUA, XHUIOTOHHUS, XHNIEPPEPICKCHS, TPEMOP, TPENepeHe, Bb30YAUMOCT, TETaprHs, MOCTOSHEH
fnad, COMHOJICHTHOCT ¥ TPYAHO 3acnHvBaHe. Te3u cUMNTOMH OMXa MOMIM A3 ce NBJDKAT WIH Ha
CEPOTOHMHEPTHYHH €(EKTH WIM Ha CHMIITOMM Ha OTHEMaHe. B Mo-rojiiMara 4acT oT CIYYaUTE
YCJTO)KHEHHUATA 3aMOYBAT BEIHAra WK cKopo (<24 yaca) ciieql pakaaHeTo.

KnpMeHe

OyakBa ce eCLMTAIONpPaM Ja Ce eKCKpeTHpa B KbpMara, ClieT0BATEHO KbPMEHETO HE Ce MpPenophyBa
10 BpEME Ha JIeYEHHE,

4.7  Edextu BLpXy cnocobuocrTa 32 modupane u paora c Mamunn

Eciuranonpam noenuABa B Majka [0 yMepeHa cTeneH cHOCOGHOCTTA 3a wogupaHe H padoTa ¢
MallMHYM. Bce mak, KaKTO NpH BCHYKHM IICHXOAKTHBHU JIeKapcTBa, __..naﬂﬁéfﬂmg\ TpaOBa 1a ca
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4.8 Hexenann nexapcrBenH peaxyuu

Hexxenanure ekapcTBEHH peakilvu ca Haii-decTw Mpe3 MbpBaTa WK BTOPATA CEAMMLA OT JIEUESHHETO
1 OOMKHOBEHO ¢ HAMAIABAIA HHTEH3HBHOCT H YECTOTA C NpoAB/DKABaHE HA JICYEHUETO.

Hexenaunre nekapcreenm peakmuu, nosnatu 3a SSRIs u CHOOLIABAHH 32 ECUHTATIONPAM IO BpeMe Ha
[UT1aLebO-KOHTPOTHPAaHH  KIMHHYHM — M3MHTBAHHMS WM KaTo CIIOHTAHHH TMOCT-MapKETHHIOBH
CBOOLIEHHA, Ca OMMCAHM HO-J0JTY TIO CHCTEMO-OpTraHHH KJTACOBE H YECTOTA.

YecToTuTe ca B3eTH OT KIMHMYHM M3MUTBAHUS, HE Ca rauedo-kopekray. YecroTHre ca onpeaesieHH
KaTo: MHOro 4ectH (21/10), yectu (21/100 ao <1/10), HeuecTH (21/1 000 o <1/100), peaxu (>1/10 000

no <1/1 000) wim ¢ Hew3BeCcTHA YecTOTa (He Moxe na 6bae OIIpEJIE/ICHa OT HATMYHUTE NAHHH).

MHoro dyectu | HYectn (>1/100 Hevectn Peaxu C HeuzpecTHa
(=1/10) no <1/10) (=1/1 000 mo (=1/10 000 no YeCTOTa (He MOXKE
<1/100) <1/1 000) aa &bpe
OTIpelieNieHa OT
HUIWYHHUTE JaHHH).
H3cneapanus IlosHiuasane na | IMoHuxapane [Tpomenu B
TETTIO Ha TerJIoTo TECTOBETE 3a
yepHoApoSHa
pyHKLUS
CepacuHu Taxukapans bpanukapnus
 HapYLICHHUA
Hapymenus Ha TpombouuToneHus
KpBbBTA H
nuMdHara
CHCTEMa
Hapywenus na bescbHue, ITpoMeHK BBB CepoToHHHOB JAVCKUHe3us,
HepBHATA COMHOJIEHTHOCT, | BKyca, CHUHAPOM JNBUTATEJIHH
CHCTEMa 3amMaiiBaHe, HapyLIeHHA HA HapyuieHus,
[apecresus, CbHA, CHHKOII KOHBYJICHH
TpeEMOop
Hapyieuns Ha Mugpuasa,
OKOTO 3PUTENHH
HapYIIECHHA
Hapyuwenus Ha Tunntyc
YXOTO H
nabHpuUHTA
Pecnuparophu, CHHY3HT, Enucrakcuc
[PLAHHU H Npo3sBaHe
MeAWaCTHHATHU
| HAPYIIEHHs
CromamHo- I'anene Huapus, CromaiHo-
YpEBHH KOHCTUNALHS, YpEBHH
HapyiICHUA [MOBpPBIIAHE, KPBBOU3IIHBH
CYXOTa B yCcTata | (BK/IIOUMUTEITHO
pexToparus)
Hapymenns Ha Petenuus Ha
OBbpeunTe H _lLypuna
[THKOYHUTE PEER B
PP R RV IS BN
ThTHIA 7S BN AN
Hapywienus Ha [ToBuineHo YpTukapus, | .fif Jf“ ?\w {:
KOXKaTa H M3NOTABAaHE aNoMenus, ] f‘“ ¢ g "a_{ j. *,.!’*,é
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ThbKaHH NPYpHUTYC
Hapywrenus na Aptpanrus,
MYCKYJIO- MHAJITHA
CKeNleTHaTa
CHCTEMA M
Che/IMHUTE/THATA
ThKaH
EnxoxkpunHu Heaaexparha
HapyuieHUs CeKpeunsg Ha AJ[X
Hapymenus Ha Hamanen XHIMOHATPUEMHA
MeTabonu3Ma u areTHT,
XpaHEHEeTO NOBHIIEH
aneTuT
CoaoBu OpTtocTaTHyHa
HapyLIEHHA XHIIOTOHHA
O6un OTtnaaHasnocr, Orok
HapYIIEHHR U NUPEKCHS
eeKTH Ha
MACTOTO Ha
MPHIOKEHHE
Hapyiienns Ha AHadunakTHuHa
UMYHHATa peakLus
CHCTEMA
Xenaro- XenaTur
OunnapHu
HApYILEeHHUS
HapyweHus Ha Mbxke: XKenn: Mubxe;
BB3NPOH3BO- HapylieHHE Ha METpoparus, MPHAMU3ELM,
AUTENHATR CAKyNaluATa, MEHOparus rantakropes
CHCTEMA H HMIIOTEHTHOCT
rbpaara
[TcuxuuHu TpeBoxHoCT, bpyxcus3bm, Arpecus, Manus, cyuunasu
HapyueHHn 6e3noKoiCTBO, | axuTaLMA, ACNEPCOHANN3a- | MHUCIH U CYHLIMAHO
aGHOpMHH HEPBHOCT, LIMA, NIOBEICHIE
ChHHILLA IAHWYECKH XaJHOLUMHALMA,
KeHH 1 Mbxke: aTaKH, CYHLUHAHO
HaMaJjICHO CBCTOSIHHE Ha oBejieHue (BIK,
nuduao 00BpKaHOCT TouKa 4.4)
KeHu:
aHOprazMus

' o BpEME Ha TEpalHd ¢ CCLUMTAIONPpAM WJIH CKOPO CleJl CnUpaHeTo M ca Ouau chobmaBadu cJIy4dau
Ha CYHLMIHH MUCJTH H CYHLIMIHO TIOBEAeHHE (BX. TouKa 4.4).

3a nexapcTBaTa OT TepaneBTHYHaTa rpyma Ha SSRIs ca Guim CHOOINEHH CNIEIHUTE HeXeNaHH
JIEKAPCTBEHH PeaKLMH: ICHXOMOTOPHA B30y 1a/akaTu3us (BXK. Touka 4.4) M aHOpeKcHs.

OT nocT-MapKeTHHrOBHS nepuoa ca GHIIH ChOOLIEHH caydad Ha yav/DKaBaHe Ha QT-uHTepBaa,

[1aBHO TpH TNALKCHTY C NPEeAmecTBAIloO ChpAeuHO 3alonseane. He e ycraHoseHa MPHYKHHHO-
CJICACTBEHA Bpb3Ka.

CHMITOMH Ha OTHeMaHe HaG/IIOAABAHM IPH CIIMPAHE Ha Tepanuara ¢ SSRI o=~ i
Cnnpanero Ha SSRIs/SNRIs (ocoGeno korato e BHE3AIHO) 4YECTO BOAH JI0 CUMIITOMH Hd GTHEMaHe.
Y '... r.-".- "-_I t..éll.,\.

CrobmaBanu ca 3amaliBaHe, CETHBHH HapyIICHHS (BKIIOMHTEIHO na CTE3MA sig-'-:;}_{g:?tu@rie\‘}garo OT
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rnapobonue, AMapus, NaINMTALMH, eMOLMOHAIHA HECTAOWIHOCT, pa3Apa3HHTEIHOCT H 3PUTEIHU
Hapywenus. KaTo usno te3u cu6utus ca neku 10 ymMepeHu H ca CaMOOTPaHUYABAIIM CE 110 XapaKTep,
MdKap, HC NPH HAKOM NMAaLMEHTH T€ MOraT ja OBJaT TE&KKH WM NPONbLIDKHTEIHH. 3aToBa ce
MPCHIOpBHBa KOTATO TepanmuATa ¢ €CLHMTANIONpaM Beve He € HeoOXOaWMa, CIIMpaHeTo W 1a CTapa ¢
[MOCTENCHHO HaMalgBaHe Ha fo3aTa (BX. Touka 4.2 1 4.4).

4.9 IIpemozmpane

TokCUUYHOCT

KiMHMYHUTE JaHHM 32 npego3upaHe ¢ CCLMTAIONpaM Ca OrpaHHY€HH Y B MHOTO C/y4aMu BKJIIOYBAT
CAHOBPEMEHHO NpEO3HpaHe W ¢ APYTH JleKapcTea. B ronsmara gact ot ciayuaure ca cnobmaBanu
JIEKM WM HHKaKBH CUMNTOMHU. PaTalHH CTydau NMpH NpEeJO3UPAHE CaMo ¢ SCLUTANONpaM ca Ouiu
CbOOINABAHN PAJKO; I10-rOJIsAMA YACT OT CAYYauTe ca OHITH [IpH TIPEAO3HUpaHe U ¢ APYTH JIEKApCTRa.
ITpuemann ca o3u mexay 400 u 800 mg ecuutanonpam 663 KAKBUTO U 13 ¢a TEHKH CUMIITOMH,

CHUMOTOMM

CumnroMure HabnofaBaHH B CHOOGLIEHHTE CIIyYad Ha NpeJo3upaHe ¢ ecuUTallonpaM ca Ounu
CBLp3aHH TJIaBHO ¢ LEHTpalHaTa HEpPBHa CHCTeMa (BapHpaiud MexXAy 3amaiiBane, TPEMOp H
OKHTALMA, 10 PeAKH CTy4ad Ha CEPOTOHHHOB CHHIDOM, KOHBYJICHH H KOMa), CTOMAUIHO-YPEeBHHA
TPaKT (raacHe/TIOBPBILAHE) U CHPACYHO-CBAOBATA CHCTEMA (XMNOTOHUA, TAXHKAPAUs, yIbIKAaBaHEe Ha
QT-nHTepBana U apUTMHA) M €ACKTPOAUTHYS/BOIHHAS GaTaHC (XMIIOKAIHEMHS, XHIIOHATPHUEMHUS).

JleyeHnue

Hama cneuududeH aHTHAOT. OcurypdBaHe Ha MPOXOAMMH JHXaTeJTHH IIBTHIIA, OCUTYPSABAHE Ha
a€KBaTHa OKCHUICHALUMsA M JuxareiiHa (QyHKuug. Bu Mormo ga ce o6MucHu NPHWIOKEHHUETO HA
CTOMAILICH JIaBayK M AKTHBCH BBIVIEH. CTOMaIHMA TaBax TPAOBA 1a Ce MPOBEJIE BH3MOMKHO HaM-CKOpo
crief nepopaieH npueM. IIpenopwuBa ce MOHHTOpUpAaHE HA CHPHEYHHTE M >KM3HEHH MOKAa3aTeH,
3a€JJHO CBC CHMNTOMATHYHHUTE NOABPIKAIIM MEPONPHATHS.

5. ©®APMAKOJIOTUYHH CBOUCTBA
S3.1 (PapmakogHHAMHYHH CBOHCTBA

(dapMaKkoTepaneBTHYHA rpyna: AHTHIENPECAHTH, CeleKTHBHH HHXHOHTOPH Ha 00paTHOTO 3axBallaHe
Ha CEepPOTOHHUHA.

ATC kox: N0O6 AB 10

MexaHnu3bM Ha JeicTBHE

Ecuuranonpam e cenekTuBeH MHXHOHTOp Ha 00paTHOTO 3axBalllaHE HA CEPOTOHMH (5-HT) ¢ Bucox
aQUHUTET 3a IMBPBUYHMTE MECTa Ha 3axBaumlaHe. OCBeH TOBA CBbp3Ba AJIOCTEPHYHO MICTO BBPXY
CepoToHHHOBMS TpaHcHopTep ¢ [000-kxpaTHO MO-HUCHK apUHHUTET.

Ecuuranonpam mma MHOro cia6 win HHKakbB adMHHTET KBM TOJISIM Opo¥ peLienTopH, BKIIOYHTENHO
5-HT)a, 5-HT3, DA D, u D, peuerrropuy, o;-, oy-, B-anpeHopeuentopn, xucramunor H,, MYCKapHHOBH
XOIIAHEPrHYHH, OCH301Ma3eNNMHOBH H OTIHOMHH PETICIITOPH.

Nuxubupaneto Ha o6GparHoTo 3axpamaHe Ha 5-HT e eqmHCTBeHHST BEPOSITEH MEXaHHM3IEM Ha
JCHCTBHE, 0GAcHABAl (HapMAKOAOIHYHHTE M KIHHHYHM eeKTH Ha eCLMTAIONpPaM.
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HAaYalHOTO 8-CeAMHMYHO OTKPHTO TEpamNeBTHYHO W3IMTBAHE C eCLMTANompaM, B 103a 10 uan 20 mg
THEBHO ca OMNTM paHIOMHM3HMpPaHH fAa NMPOABDKAT €CLUMTANONpPAM B CHINATA 4033 WIH Ha IU1aue6o B
MPOABKEHHE Ha 36 cenmuud. B ToBa npoyuBaHe NauMeHTHTe, HpHeMAaIIH [POABIKHUTETHO
CCLUTAIONPAM Ca HMAJIH 3HAYMTEITHO NMO-bJIEI HHTEPBAJ JO PELUIHB Npe3 ClieaBaluTe 36 ceaMHIH
B CPAaBHCHHE C Te3M, NIOTy4aBally ruane6o.

Coyuanrno mpegoxcno pazcmpoticmeo
Ecuuranonpam ¢ 611 edekTHBEH, KaKTO npu TpU kpaTkocpodnu (12-ceqMUdHK) NIPOYYBAHMSA, TaKa U
Mpy 6 MeCe4HO MPOyYBaHe 3a PeLMANBH NPH MALMEHTH, OTTOBOPWIM HA IbPBOHAYAHATA Tepanug 3a

COLIMATHO TPEBOJKHO pasCTpOHCTBO. B 24-cemMHuHO [030-0Npeaensiloc npoyusaHe ¢ Owia A0KasaHa
epHKaCHOCTTa Ha ecLMTAIONpPaM B Z03M ot 5, 10 m 20 mg,

['enepanusupano mpeeoiCcHo pazcmpoiicmeo

Ecuuranonpam B n03u ot 10 u 20 mg aHeBHO € G edeKTHBEH B YETUPH OT YeTHPH IL1auedo-
KOHTPOJIUPAHU U3NTHTBAHHUA.

B cOopauTe naHHU OT TpHM mpoy4BaHHA ¢ noaobeH au3aifiH, Brmousamy 421 nalupeHTH JIEKYBAHH C
ecuuranonpaM H 419 maumentu ¢ mwiaue6o e umano 47,5% u cvorBetHO 28,9% OTroBOpHIH Ha
nedeHueTo U 37,1% u 20,8% ¢ peumaus. [octosaxen edext € 6un HaboaaBaH OT ITHPBATA CEAMMIIA.

[loarepicaHe Ha edukacHOCTTa Ha ecLiTanonpaM 20 mg qHEBHO € GUIIO NEMOHCTPUPAHO B 24 no 76-
CCAMHYHO PAHIOMH3UPAHO 3a MOAABPKAHE HAa €(DHUKACHOCT HU3NMHTBAHE ¢ 373 mauueHTH, KOMTO ca
OTTOBOPHIIM TI0 BpEME HA MBPBOHAYATHOTO 12-CeIMMYHO OTKPHUTO U3IHMTBAHE 3a JICUSHHE.

ObcecusHo-KoOMRYACUBHO PAICMPOTCMEO

B panaoMHu3vpaHo ABOHHO-CIANO KIHHHYHO H3MUTBAHE, ecuuranonpam 20 mg xHeBHO € 61N oTAeAeH
ot nyanebo Ha Y-BOCS 06w cGop cnea 12 ceamumm. Crnen 24 ceamuum kakro 10, taka u 20 mg
CCLIUTAJIONpPaM JHEBHO ca Ounu no-x1obpu npH cpaBHABaHe ¢ IUiauebo.

Ilpo¢unakrrkara Ha peuraus € 6una fokasada 3a 10 u 20 mg ecuuTanonpaM JHEBHO NPH NALMEHTH,
OTrOBOPH/IM Ha €CLHTAJIONpPaM O BpeMe Ha 16 ceMHYEeH OTKPHT [epHOJ H KOUTO BMNOCIEACTBHE Ca
BKITIOYEHH B 24-C€AMUYHO PAHOMH3HPAHO JBOHHO CIIANO IIaneb0 KOHTPOIUPAHO U3ITHTBAHE.

5.2 QapMakOKHHETHYHH CBOHCTBA

AbcopOumns
AOcopOLMsaTa € MOYTH ITBJIHA M HE 3aBUCH OT XpaHata. [CpeJJHO BpeMe 3a IOCTHraHe Ha MaKCHMATHA

KOHLIEHTPAUHA (CPeAHO Tma) € OK0JIO 4 uaca crex MHorokpatHu 103H]. Kakto M paneMuunus
uMTaNIonpam, abcosoTHaTa GHOHATMYHOCT Ha eCLIMTAJIONPAM Ce OYAKBA Aa € 0KoJso 89%.

Pasnpenenenue
Mcrunckuar obem Ha pasnpepenenue (Vqp/F) cnen nepopanto npunoskenue e okono 12 go 26 l/kg.

CBBp3BaHeTo ¢ asMeHUTe NpoTeHH! € noa 80% 3a ecuMTAIONpPaM U OCHOBHHTE My MeTaGOTHTH.

buorpaHchopmarms

Ecuuranonpam ce meraGonusupa B 4epHust Apo6 a0 AeMETHIHPAHH U TAAEMETHIIUPaHH MeTaboJIHUTH,
H neere ¢opmu ca GapMakoIOrHuHO aKTHMBHH. AJITEPHATHBHO a30ThT MOXKE Jia ObIe OKCHAHPAH A0
N-oxcuana ¢opma Ha MetabGomut. ITbpBHuHaTa cyGCTaHUMA W MeTaBONHTHTE ce €KCKpeTHpaT
9aCTHYHO KaTO TIIOKypOHHIH. (el MHOTOKPaTHO NPWIOKCHHE, CPEAHHWTE KOHIEHTPAlMH Ha
ACMETWT U AMACMCTUNOBHA MeTabonmur ca ofOukuoeno 28-31%, W croTrBerHo mnox 5% or
KOHLICHTpalIUsTa Ha ecuuTayonpaM. buorpancdopmammara Ha ecuuTaTOnpaM ™ NI0--AEMETHIHPaH
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EnuMunipane

EMHMHHAIMOHHHMAT TOMYXKHBOT (t1;) ciien MHOIOKpaTHH T03W € okojyio 30 4aca, a nepopartHus
nnasMeH KIUPBHC (Clo) € okono 0,6 /min. OCHOBHMAT MeTaGoONUT MMa 3HAYMTENHO IO-TBIBL
MOJYKHBOT.

[Ipvema ce, ye ecuMTaNONpPaM M IJIABHUTE METAGOIHTH ce CNMMHHHPAT MNpe3 4YepHus Apod M
OLOpeLMTe, KaTO MO-roNAMatTa YacT OT 403aTa ce CKCKPETHPa KaTo METaboJIUTH ¢ ypHUHATA.

Hanuue e nuneiina ¢papMakokuneTuka. [L1azMeHMTe HHBA B CTallMOHapHO ChCTOAHME (steady-state) ce
MoCTUraT ¢ien okojio 1 ceamuna. CpeHuTe KOHUEHTPALMH B CTAlIHOHAPHO ChCTOAHUE oT 50 nmol/l
(B rpanuwmTe Ha 20 10 125 nmol/l) ce nocturaT npu aHeBHa no3a ot 10 mg.

[ 1anMeHTH B cTapyecka BB3pacT (> 65 roJuHu)

Hsrnexcaa ecudtanonpam ce eTMMUHUpPa NM0-GaBHO NMPH NALMEHTH B CTap4yeCKa Bb3pacT B CPaBHEHUE C
mo-myiafy naudeHTH. CHcrtemHara excnosunusa (AUC) e okono 50% mno-Bucoka IpY NalHeHTH B
CTap4ecka Bh3pacT, B CPaBHEHUE ¢ MJIaJM 3ApaBH A00poBOIILH (BK. TouKa 4.2).

[ loHyxeHa yepHoApoOHa yHKLMSA
Ilpu nauueHTH ¢ NEKo 0 yMEpEHO YepHOAPOOHO yBpeKAaHe (Mo KpurepuuTe Ha Child-Pugh A u B),

MOy XHBOTBT Ha €CLIUTANIONpPaM € OMIT 0KOJIO ABA ITBTH MO-IBIIBT, a €KCIIO3HIMATA € 61Ia okoo 60%
[10~-BUCOKA, OTKOJIKOTO MPH XOpa ¢ HOPMAITHA YepHoApobHa QyHKLMS (BK. TouKka 4.2).

IHonwmxena 6s0pedHa GyHKIMS
C palieMHYeH LMTATONpaM NpH MAaLMEHTH C MOHWkeHa 6BnOpeuna dyHKims (Cl;; 10-53 ml/min) e
Owio HabmonaBaH NO-ABNBI NONYXKHBOT M JIEKO IOBHIIEHHE Ha EKCHO3MLMATA. [LTasMeHuTe

KOHUEHTPaUHH Ha MeTabONHTHTE He ca OWIM NpoyYBaHHM, HO Té MOXKE OM Ca MOBMUICHH (BX. TOUKA
4.2).

[TonumopdpusbM

brmo e HabmoaaBaHo, He NoWKMTE MeTabONN3aTOPH M0 OTHOILECHHE HA CYP2C19, kakTO H Te3u, KOUTO
MEeTabonu3UpaT B TOJAIMAa CTENEH, ca ¢ JBa ITbTM MO-BHCOKA IUla3MeHa KOHLICHTpALlMA Ha
ecuMTanonpaM. [lo oTHoinenne Ha nomute MeraGonusaropu Ha CYP2D6, He ca Guwn HaOmogaRaHu
3HAYMTEJIHA IPOMEHH B €KCMO3UIMATA (BXK. ToUKa 4.2).

5.3 IlpenknnuHEYHH JaHHH 32 OelomacHoCT

He ca OWim npoBexxaaHu nbjeH HaGop nNpeiCIMHUYHH M3MHUTBAHHS C eCLIATAJIONPaM, ThH KaTo
CBBP3aHHTC TOKCHKOKWHCTHYHH W TOKCHKOJOIMYHH MpPOYYBaHHSA, TPOBEACHH INPH I[TBXOBE ¢
ecuuTanonpam (S-ecLHTAIONpaM) U HHTagonpaM (paleMar) ca MOKa3ald CXOIeH npo¢pui. ITo tazu
MPHYHHA, UidaTa HHPOPMALIKs 32 LUTAI0NPaM Moxe a Oble eKCTpaNoIupaHa 3a CCLIUTAIOTIPAM.

B cpaBHHTeNHHTE TOKCHKONONMYHM TpPOYYBAaHHA TNPOBEAEHH C ILTBXOBE, eCLMTAIONpaM H
LMTAJIONpaM ClIeAl JCUCHHE B NPOABIDKCHME Ha HAKOJKO CEAMHIM B JO3M, BOJEMIH 10 oOLia
TOKCHYHOCT, C€a JOBeJIM 0 KAPAHOTOKCHYHOCT, BKJAIOYHMTENHO KOHTECTHBHA CBHPICYHA
HEJOCTATBYHOCT. KapIHOTOKCHMYHOCTTAa M3IJIeXKIa KOpeJHupa B IO-TOMSMA CTEMECH C ITMKOBHTE
T1a3MEHH KOHUCHTPALMH, OTKOJKOTO ChC CHCTeMHaTa ekcrnozuima (AUC). ITukoBuTe mniazMeHH
KOHUEHTpallMd ca OmiH B H3NMIIBK (8-KpaTHO MO-BUCOKM) MpH HeeeKTMBHH H03M OT Te3H,
MOCTHIHATH TPH KIHHUYHA yroTpeba, nokato AUC 3a ecuurasionpam e 6una camo 3- 1o 4-KpaTHO
ro-BHCOKA OT MOCTUTHATATa NpH KIMHHYHA YMOTPeda eKCHo3UIMA. 3a MTAIONpaM CTOHHOCTHTE Ha
AUC 3a S-enanTHOMepa ca OunmH 6- 10 7-KPAaTHO TNO-BHCOKH, OT CKCIIO3UIIMATA NPH KIMHHYHA
ynotpeba. Te3n dpakTu BEpOATHO ca CBbP3aHH ¢ MPEKOMEPHOTO BIHAHME HAa GHOrEHHUTE aMUHH, T.€.
BTOPHYHUTE BBPXY IBPBUYHHUTE (PAPMaKONOTHYHH €(EeKTH, BOACIIH A0 XEMOIMHAMHYHH e(eKTH
(HamajleHHe Ha KOpDOHAapHMA KPBBOTOK) M MCXeMMs. Bce mak, TOYHMAT - "MEXaHH3IBM Ha
KapZIMOTOKCHYHOCT MPH TUIBXOBE He e u3icHeH. OT KIMHHYHUS OIMT C LUFANONpAM H eciiTanonpam,
KaKTO M ONHMTA OT KIIMHUYHHUTE U3TIHTBAHHS C ECLUTATIONpPAM, HAMA Hﬂgﬁfcﬁum 5&-=Rﬁﬁﬂﬂ%ﬁﬂp’bSKﬂ C
TE3U HAXOIKM. if SR TS,
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B HAKOH TBKaHM KaTo 6511 ApOD, eNHAMANM H YepeH Apo0, ciel JiedeHHe 3a MPOABIDKUTENEH NEPHOR
OT BpEME C CCLMTANONpaM MW LHWTAIONpaM MNpUH IUIBXOBE, € OWwio HabII0NaBaHO MORHMICHO
ChAbpKaHue Ha (ochonumman. Hamvumero uM B enuauauma u YepHHs Apod e Owio Habmo aBaHo B
CKCTO3MLIMA, CXOMHA [0 TasH mpH xopa. EdexkrTbr e ofpaTuM ciiex crupaHe Ha JiedeHMeTo.
HatpynBaneto Ha docdomumuan (bocdonununosa) B XUBOTHH € GHITO HAGTIONABAHO BLB BPB3Ka ¢

MHOTO0 KaTHOHHH aM(MOHIHM JIeKapcTBEHH MPOAyKTH. He e W3BECTHO HanM TO3M (peHOMeH HMa
HAKAKBO 3Ha4EHHE 3a XOpa.

B npoyuBaHM# 3a TOKCHYHOCT, MO OTHONIEHME HAa pa3BUTHETO ca G HabnoJaBaHu
eMOPHOTOKCHYHM ehexTH (HamalleHo Ter1o Ha deTyca U oOpaTHMo 3a6aBsHe Ha ocu}pUKaLMATA) B
CKCNIO3ULMH OT riefiHa To9Ka Ha AUC 1mo-BHCOKHM MO OTHOIUEHHE Ha €KCIIO3MIIMATA, MOCTUrHATA II0
BpeMe Ha KIMHUYHA ynoTpeba. 3a pasnuka OT TepaToreHHMs edeKT, Ha LUTAONpaM He € 6uia
OTYCTCHA MO-BHCOKA 4Y€CTOTAa Ha Manpopmauuure. IIpe- M MOCT-HATAIHO NpPOYYBaHe € IOKA3AIO0
NOHWMHCHA NPEKHUBICMOCT MO BPEME HA MEPHOJAa HA NAKTaLMs, B J03H IIO-BHCOKH OT Te3H,
[NIOCTHrHATH MO BPEME Ha KIIMHHYHATA ynoTpeba. [loTeHUMaATHHAT prcK MpH Xopa He € U3BECTEH.

6. ®APMANEBTHYHHU JAHHH

6.1 Coecbk Ha IOMOIIHATE BemecTBa

CrpueBuHa Ha TabeTKaTa
MHukpokpHCTaIHA HETYII03a

CWwiMLHeB THOKCHA, KOJIOUAECH, 6e3B0AEH
Kpockapmenosa HaTpuii

CTeapuHOBa KMCENHMHA

Marnesues cTeapat

DHUIMOBO MOKPHUTHE
Omnaznpu Y-1 7000H 6ano (xunpomenosa (E464), Turanos nuoxcun (E1 71), Makporon 400

6.2 HechbBMeCTEMOCTH

Henpunoxumo.

6.3 Cpok uarogrHocr

36 Mmecera.

6.4 CnennajHR YCJI0OBHS HA CbXpAHCHHE

la ce cexpanasa nog 25°C. [la ce cbxpaHsBa B OPUTHHANHA ONIAKOBKA, 33 1A CE MpeAnasH OT BJara.

6.5 lamsanp 3a onakoBkara
PVC/PVAC-Anymunuii 6nuctepu. OnakoBku ot 7, 14, 20, 28, 30, 49, 50, 56, 60, 90, 98, 100, 200 u
500 ¢mwimupann Tabnetku M nepdopupanu eaHo1030BH GHcTepH ¢ 49 X 1, 50 x 1,100x 1 u500x 1
punaMupanu TabneTky.

He Bcuyky BUIOBE ONaKOBKYM MOraT Aa 6B1aT IyCHATH B MPOaaXK6a. o R

6.6 ChenHalHm npeAna3HH MEPKH NpH H3XBLPJSIHE H padoTa / ;tlii’*/

Hama cnieumMamHy H3kcKBaHUA. \1 SN T
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7. IIPUTEXATEJI HA PA3PEIUEHUETO 3A YIIOTPEBA
Vera Pharma Kft
Rakos koz 22.,

Budapest, H-1028
YHrapus

8. PETCMCTPAIIMOHEH HOMEP

9. JATA HA IIBPBO PAZPEIIABAHE/TIOAHOBABAHE HA PA3PELIEHHETO 3A
YIIOTPEBA

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

Deppyapu 2009
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