KPATKA XAPAKTEPHCTHKA HA TIPOAYKTA
1. HAME HA JIEKAPCTBEHHS ITPOAVKT

Tadaxcnn EC ITH EM 75 mg TBBpAH KancyaH ¢ YAbJ/KeHo 0CBO0OKIABaAHE
Tifaxin SPM 75 mg prolonged-release capsules, hard

Tudaxcuu EC [TH EM 150 mg TBLPAR Kancyam ¢ ynmewm&nﬁ}aw"m e ot ot e
Tifaxin SPM 150 mg prolonged-release capsules, hard NSMLAHWTENHA ATEHUNA 110 JIEKAPCTBATA
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Beaka kancyna chavpoka 84,9 mg sennacaxcns xunpoxnopan (Veplgiing fodrochioride), , 1 & -1 ]!
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EKBHBAJIEHTEH Ha 75 mg peHnadaxcuH (venlafaxine). Bedka kanCyTr € W3NsNHEHA ¢ 6 QHIMHPaHA
MHHH TabaeTku ot 12,5 mg.

2. KAMECTBEH 1 KOJIMMECTBEH ChCTAB

3a kancynu 150 mg:

Besaxka kancyna ceaspxka 169,8 mg sernadakcun xuapoxnopun (venlafaxine hydrochloride),
ckeuBasieHTeH Ha 150 mg BeHnadakcuH (venlafaxine). Beska kancyia € H3mbjiveHa ¢ 12 dunMupaHu
MHHH TabneTkd ot 12,5 mg.

TlomoLIHM BelleCTBA ¢ H3BECTHO AHCTRHE:
Craspxa amypa gepero AC (E129) u ceacer xbaro FCF (E110).

3a MBJIHHA CIHCHK Ha MOMOIIHKTE BELUIECTBA, BXK. Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Tevpna kancyna ¢ yab/xkeHO 0CBOOOKIABAHE,

Tudakeun EC ITH EM 75 mg TBRpAH KaNCYIH ¢ YIABDKEHO OCBOOOKAABAHE!
Terpau xxenaTHHOBM Kancynu pasmep "1" ¢ HenpozpaueH pO30BO-OpalKeB HBAT U pa3mep oT 15,40

mm Ao 16,20 mm ¢ geSenu U ThHKH paaHATHY HBHIH ITO TAMOTO, H3MHCAHH ¢ YEPBEHO MACTHIIO H
Jebend U ThHKY HBULIM IO KAMa4yeTo, H3MUCAHM ChIIO ¢ HYSPBEHO MACTMNO,

Tndakeuy EC IIM EM 150 mg TBRpAM KaOocy/iv ¢ YABDKEHO 0cBOOOKNABAHE:
- TebpaK KenaTnHOBM Kancynnpasmep "0" ¢ TEMHO-OpaH/KEB HEMpo3paueH uBAT H pasmep ot 21,00

mm 10 21,80 mm ¢ gebenn H TbHKHU pagHaNHE HBHIIH 11O TAJIOTO, H3NKUCAHU ¢ OLTO MACTHIIO H
aebend H ThbHKY HBHIIH IO Kana4deTo, H3MHCAHH CBINO0 ¢ D410 MACTHIIO.

4. KIMHUYAHU JAHHHU

4.1 TepaneBTHYHH NOKAZAHHA

o JleueHue Ha roeMu JEeNpecHBHA €NU30AM.

* 3a IpeBEHLIHA HA PeLMIHB HA FOJIeMH ACHPECHBHH SITH3OAH.

* JleueHHe Ha FeHEPaNU3HPaHO TPEBOXKHO Pa3CTPOHCTBO.

* JleueHHe Ha COLIHATHO TPEBOXKHO PA3CTPOHCTBO.

* JleueHne Ha NaHHYECKO PA3CTPOiiCTBO ¢ UK He3 aropadodus.
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4.2 Jo3HpoBKa H HAYHH HA NPHJICKEHHE

Ho3upoBka

["onemMH genpecHBHM enu3QAn
[IpenopruBaHaTa HauamHA JO3HPOBKA HA BEHIA(aKkCHH ¢ YABIDKEHO OCBOOOKAaBaHe ¢ 75 mg, naBaH

BeAHBK AHeBHO. [lalleHTHTe, KOMTO HE OTroBapAT Ha HavalHaTa A03a OT 75 mg/acH, MOXe Jia MMaT
110/13a OT NOBHILUCHHA HA J03aTa A0 MaKCHMAaNHa J103a oT 375 mg/nen. [NoBuuieHusaTa Ha AO3HPOBKATA
MOTAT Ja ce M3RBPILBAT Ha HHTEPBANH OT 2 CeAMMUM WK Nokede. [Ipu kNHHKYHA HEOOXOAUMOCT
Nopagy TEXECTTa Ha CUMIITOMHMTE MOBULUEHHUATA Ha Z03aTa MOTAT Aa C€ U3BRPUIBAT Ha NO-YECTH
BMHTEPBAJIM, HO HE NMO-KPATKH OT 4 AHH.

[Mopaau pucka OT AO3033BHCHMH HEXETaHH PEaKLMK MOBHILICHUATA HAa A03HTE Tpabra na ce
M3BBPLIBAT SAHHCTBEHO Clie/l KHHHYHA NpeleHKa (BXK. Touka 4.4). Tpabea na ce noagbpxa Haii-
HHCKaTa e)eKTHBHA N03a.

IMaunenture Tpa6Ba Aa ce NeKyBaT 3a AOCTATRUEH TIEPHOM OT BpeMe, OOHKHOBEHO HAKOMKO Meceria
WId noBede. JleueHueTo TpsOBa Aa MpeoLeHABA PEAOBHO 3a BCEKH oTAeNeH cimyyai. [lo-
ABATOCPOYHOTO JCHEHHAC MOXKE CBHLUO A4 € NOAXOAAIO 32 NIPEBEHLHA HA PSHHAHB Ha roJicMH
JenpecHeru enzoaM (I'JIE). B noeedeTo caywau npenoprysaHaTa A03a 3a NPEeBEHIs HA PCHHAHBA
Ha [ AE e cbinara KaTo H3MNOA3BaHATA O BpEME HA HACTOAIIMSA EMU30A.

AHTHJCTIPECUBHUTE JIEKAPCTBEHH [IPOAYKTH TPAORa fa MPOABIDKAT 34 TIOHE LIECT Mecella caef
PEMHCHATA.

['eHepanH3upaHO TPEBOIKHO PA3CTPOHCTBO

IIpenopruBaHaTa HauanHa A03a 3a BeHnadakCHH ¢ YARDKEHO 0cBoOOKAaBaHE € 75 mg, JaBaHH
BEAHBK AHEBHO. 32 MALHEHTHTE, KOWTO He OTFOBapAT Ha Ha4YalHaTa o34 OT 75 mg/aeH, Morar Aa ca
OT MOJ3a MOBHLUCHHA Ha J03aTa 10 MAKCHMAJIHA 1032 oT 225 mg/neH. [IoBHIeHuATa HA A03aTa MOTaT
A4 ce NPABAT Npe3 HHTEPBAIH OT 2 WIH MOREYE CEAMHLIH.

[Topagn prcka OT J0303aBHCHMH HEKETaHHM PeaKLuK, MOBHLLICHHATA Ha A03aTa TpAOBa Ja Ce NpasAT
caMo cliel KIIHHHYHA oueHka (BX. Touka 4.4). Tpabea na ce noaabpxka Hali-HMCKaTa eCKTHBHA 1034.
[Maipenture TpAGBa N3 6B0aT NEKYBAHH 34 JOCTATBYEH MEPHOH OT BpeMe, OOMKHOBEHO HAKOMKO
Mecena Wid nopede. Jleuennero TpaGea aa ce MpeoueHABa pSAOBHO 3a BCEKH OTAENEH CIyvai.

CoLHanHO TpeBOXKHO pascTpoHcTBO
[IpenoprusaHaTa HauaANHA 2032 33 BeHIaakCHH ¢ YARDKEHO ocBoboX(IaBaHe € 75 mg, NaBaHH

BEAHDXK JiHeBHO. Hama HUKakBH A0Ka3aTeNCTRA, Y€ NO-BHCOKHTE AO3H MOTaT Aa JOBEAAT A0
JONBIHUTENHA MTON3a.

Bbnpekd ToBa MpH OTACTHH MALKHCHTH, KOHTO HE OTTOBAPAT HAa HA4YAIHUTE 75 mg/aeH, MOraT Aa ce
HMAT [PeBH MOBHUICHHA O MaKCHMAIHA 1032 oT 225 mg/med. [lopuiuenuara Ha Ao3aTa MOTAT Aa
¢€ MpPaBAT HA UNTEPBATH OT 2 CEAMHLIU HIIH NOBEE.

Ilopagu pucka OT 20303aBACHMH HEXEJIAHH PEAKIIHH MOBHLICHHATA Ha 034aTa TpAOBa 1a € NpaBAT
caMo ClTeA KIHHHYHA npeueHKa (Bx. Touxa 4.4). TpaGea na ce noaabpka Hali-HHCKaTa €QeKTHBHA
J034.

[TanwenTure TpadOBa Aa ce ICKYBAT 3a AOCTATHYCH NEPUOA OT Bpeme, OOMKHOBEHO 32 HAKOJIKO Mecela
Wi nosede. JledeHuneTo TpaOBa Aa ce nMpeoleHABa peIOBHO 32 BCEKH OTACIEH CyHai.

IlaHuYecko pa3CTPOUCTBO

[Ipenopbupa ce Ao3aTa ot 37,5 mg/neH peHnadakcHH ¢ YARDKEHO 0CBOO0XKNABaHE Aa ¢ H3MOA3EA 34
7 oM, Cniel TOBa JO3WpOBKAaTa TpAOBa Ja ce NoBuiaea 10 75 mg/neH. [TauneHTHTE, KOHUTO HE
OTrOBApAT Ha J03aTa OT 75 mg/AeH, MoraT Ja MMaT 1oji3a 0T MOBKUICHHA Ha /[03aTa JO MAKCHMATHA
no3a ot 225 mg/aen. IlopunieHHATa Ha AO3HPOBKATA MOraT Ja ce paBaT Ha HHTEpBaJIHfOI,_Z. CEAMHLIH
HJIH TIOBEYE. - “~
[Topaau pucka 0T K0303aBHCHMMH HEXeNaHH PeaKLiiK NMOBALICHHATA HA 103aTa TP; ]
caMo Cllell KIHHWYHA NpeleHKa (Bxk. Touka 4.4). Tpabea na ce moaawspxa Haﬁ-l-l_l__l?cy
ao3a, f




[TanpenTHTE TPAOBA 1A Ce NEKYBAT 3a NOCTATHYEH MePHO OT BpeMe, 0OHKHOBEHO 3@ HAKOJIKO Mecela
wnn noeeue. JleueHueTo TpAOBA Aa ce NpeolieHABa peAOBHO 3a BCEKH OTAC/EH ClTyYaH.

IlaupeHTH B cTap4ecKa BB3pacT
HukakBH crieuMalIHH KOPEKUMH HA 103aTa Ha BeHAadakCHH HE Ce CHMTAT 33 HEOOXOAMMH Bb3 OCHOBA

caMo Ha Bp3pacTTa Ha naiueHTa. Buopeku Tosa obaue Tpabea aa ce nmoaxoxna npeAnasadBo MpH
NIeYEHHETO HA XOpa B CTapuecKa BB3pacT (Hamp. NopajH Bb3MOKHOCTTA 3a OLOpeuHa HEAOCTATBYHOCT
U MOTEHUHANTHHTE NPOMEHH B YYBCTBUTE/IHOCTTA U AQUHHTETA KbM HEBPOTPAHCMHUTEPH, HACTHIBALIH
Chbe cTapeeHero). BuHard Tpa6Ba na ce H3noi3ea Hali-HHCKaTa eeKTHRHA 1032 H NAaLMeHTHUTe TpAbBa
fia ce npocnensBaT BHUMATENHO, KOTATO Ce HaJlara MOBHUICHHE Ha JO34TA.

[leauarpuyna nonynaims
BennagakcHH He ce Npenoppysa 3a ynotpeda npy acLa ¥ FOHOILIM,

KonTponnpasure KTHHHYHH OPOYHBAHHA NP AeUa H IOHOWH C FOJIAMO ACMPECHBHO Pa3CTPOHCTRO
HE TIOKA3BaT HHKaKBa ehHKAaCHOCT H He noAKpenart ynotpebarta Ha BeHIagaKkCHH MPH TE3H MALHEHTH
(Bk. TOUKH 4.4 H 4.8).

He ca ycraHoBeHH epHKacHOCTTA H 0€30MacHOCTTa HAa BeHNahaKCHH 3a OCTAHAIMTE MOKAa3aHHg DpH
Jela M I0HOUIH Ha Bb3pacT noA 18 ronvun.

YepHoapoOHo yRpeAIaHe
ITpx maupeHTHUTE C NIEKO 0 YMEPESHO HEPHOAPOOHO YBPEAJIAHE MO NIpasuno TpsOBa fa ce UMa

npeneHA 50% noHibkeHHWe Ha Ao3aTta. Benpeky Tora obaue nopaay BapHabKIIHOCTTA B KIHPbHCA
MEKIY OTACTHHTE HHIWBHAH, MOKE J1a € XeJTaTeNHO [fa ¢€ HHAMBUIYATH3HpA NO3HPOBKATA.,

Hma orpaHHyeHH JaHHH [IPH MAMEHTH ¢ TEXKO YepHoapoOHO yepeskaaHe. Ilpenoprysa ce
MpeAnasAuBOCT H TpAOBa fa ce HMa NpeJBH/I NOHIKABaHE Ha fo3aTta ¢ mosede ot 50%. Tpabea na ce
NMpeLICHN TIOTEHUNANTHATA NO3a CIPAMO PHCKA IIPH JISYEHHETO HA MALIUEHTH ¢ TEXKKO YEPHOAPOOHO

YBpEKAAHE.

brbpedHo yBpekHaHe
Brenpekn ue He € HeobxoauMa HUKAKBa MPOMAHA B JO3HPOBKATA 33 NMALUEHTH ChC CTEMNCH Ha

rnomepynaa punrparus (CI'®) Mexay 30-70 ml/min, npenopryBa ce NOBHIIEHO BHHMaHHE. 3a
NAUMECHTHTE, IIPH KOHTO ¢¢ HAJIara XeMoAHaIM3a, H [IPH NALMEHTUTE ¢ TEXKO OE0peUHO yBpeKAaHE
(CT'® < 30 ml/min), nosarta Tpabea na ce noHmwxkH ¢ 50%. [Mopaau HHAHBHAYaNHATA BAPHAOHIHOCT B
KIHPBHHCA NPH TE3H MALMEHTH MOXKE J1a € JKeNATEIHO Ja ¢€ MHAHBHAYAIH3Hpa RO3HPOBKATA.

CHMITOMH Ha oTHeMAHE, HaOMIOAABAHM IIPH CHHpane HA BeRJIaGaKCHH

Tpabea na ce u3barea BHe3anHoTO coupare. Koraro ce cnupa jieueHHETO ¢ BeHIa(akCHH, A03aTa
TpaOBa Aa c€ MOHWKABA MOCTENEHHO 3a NEpHOA OT NOHE €Ha X0 ABE CEAMHILIH, 3a A C€ NOHWXKH
PHCKBT OT peaklMM Ha oTHeMaHe (BXK. TOUKH 4.4 1 4.8). AKO BB3HHKHAT HEMOHOCHMH CHMITTOMH CleN
MOHHXKABAHE Ha A03aTa MK NPH CIHPaHE Ha NEYSHHETO, TOraBa Ja ce MMa MpeaBu Bb300HOBABAHE
Ha TpeAnucaHaTa nNpeay Toea a03a. Cnex ToBa IeKapAT MOXE a NPoakJUKH Ja MOHWXKaBa 03aTa, HO
MO-MIOCTENIEHHO.

HauuH Ha OpunoxecHue

3a nepopaiHo NPHIOKEHUE.

[Ipenopbuea ce BeHathakCHH KATICYNN C YABIDKEHO OCBOOOXKAABAHE A4 C€ NPUEMAT C XpaHa
NpUOIH3HTEIHO 10 €HO H ChILO BpeMe BcekH AcH. Kancynure Tpa6Ba Aa ce NOrneIAar LenH ¢
TEYHOCT H HE TpAOBa na ce pasfenaT, CMAYKBaT, AbBYAT HIIH Pa3TBapAT.

[MTanpenTure, IeKyBaH# ¢ BeHnaakcuH TabneTky ¢ HezabasHo ocsobOXKAaBaKe, MOraT ia IPEMUHAT
HA BeHJadaKCHH KAlCyNM ¢ YABIDKEHO ocBofoikaarae, Ha Hail-OMH3KaTa CKBHBAICHTHA JIHEBHA
no3upoBka. HanpuMep Moxe 1a ce MpeMHHe OT A03a BeHnadakcHH ¢ He3abaBHO 0cBOQ paMe 37,5
mg ABa ITbTH AHEBHO KbM | Kancyna ¢ yapmkeHo oceobokaaBane 75 mg Beunacba;f r p&ﬁMWg '
aHerHo. Moxe aa ¢ HeoOxoquMO MHAMBHOYATHO ONpeeNaHe Ha 103aTa. - t .;

4.3 IIpoTHBONOKA3AHNSA



CBpBXUYBCTBUTEMHOCT KbM 28KTHBHOTO BELIECTEO HIH KbM HAKOE OT MOMOIUHHTE BElllECTBA,
W30GpoeHH B Touka 6.1,

CeneTCTBaLLO JeueHHe ¢ HeoOpaTHMH HHXHOHTOPH Ha MOHoaMHHOOKcHasaTa (MAOH) e
NPOTHBONOKA3aHO MOPaAH PHCKA OT CEPOTOHHHOB CHHAPOM ChC CHMITTOMH KaTO &KHTHPAHOCT,
TpeMOp W Xuneprepmus. Bennadaxcun He TpaOBa ga ce 3anousa 3a nmoHe 14 AHH ciieq cnypaHe Ha
neuennero ¢ Heobpatum MAOU.

BennadakcuH TpaOpa Aa ce crope 3a none 7 JHM MpeJau 3anoyraHe Ha aeucHHe ¢ Heobpatum MAOH
(XK. ToukH 4.4 u 4.5).

4.4 Cnennanau npeaynpexiaeHis B NpeAna3HR MEPKH NPH ynoTpeba

CyMIMAHM ONUTH/CYHIMIHH MHCTIH WK BJIOIIABAHE Ha KNUHHYHOTO CHCTOSHHE

Henpecusara € CBpp3aHa ¢ MOBHIICH PHCK 34 CYHLUHAHA MHCITH, CAMOHAPAHABAHE U CYHLIMIHH ONHTH
(cyuimanH cx0uTHA). To3H pHcK nepcucTHpPa AC HACTHIIBAHETO Ha 3HAYMMa peMHCHA. Thi Kato
NOAOOPEHUETO MOXKE fa HE HACTHLIMN Npe3 IIbPBUTE HAKOIKO CEAMMLNA WK IOBEYE OT JIeYeHUETO,
NaLHEHTHTE TPAOBA Ja ce MPOCeAIBaT BHUMATETHO A0 HACTBNBAHETO HA TaKOBA MNOA00pCHHE,
O06H4aitHUAT KIHHHYEH OIHT MOKa3Ba, Y€ PHCKBT OT CaMOYOHHCTBO MOKe Ja ¢¢ MOBHLIH B PAHHHTE
€TaIu OT Bb3CTAHORABAHETO.

Hpyrure NCHXHATPHYHHM CBCTOSHHA, 3@ KOMTO C€ NMPEINHCBA BeHIa()aKCHH, MOTaT ChIIO 12 ¢a
CBBP3aHH ¢ NMOBHUIIEH PHCK OT CYHLMAHH CBOHTHA. OCBEeH TOBA TE€3U ChHCTOAHHA MOraT Ja ca
KOMOpPOMAHH Ha FONAMOTO AENIPECHBHO pa3cTpoiicTBo. CHIMHTE NpeanasHi MEPKH, CrOMoAaBaHN
MpH JIEYCHHETO HA MAIHEHTH ¢ FOIAMO AeMPECHBHO pa3CTPOHCTRO, CIIeAOBATENHO TPAOBa Aa Ce
cBHOMIOAaBAT, KOraTo Ce JIEKYBAT MAUHEHTH ¢ APYTH NCHXUATPHYHH pa3CTpOHCTRA.

3a nauMeHTUTE ¢ aHAMHEe3a 34 CYHLMAHH ChOMTHA WK MOKA3BAL{UTE 3HAYMTENHA CTENEH HA
CYMUHAHA HAealHs NPeIH 3aOMBAHE HA JICYEHHETO € N3BECTHO, Y€ ¢a C MO-IOJIAM PHCK 32 CYHLIMAHH
MHCTH WIH CYMUHAHH ONUTH M Tpabra aa OBAaT npocneaasalHy BHUMATEAHO 110 BpEME Ha JICYCHHETO.
Eavu MeTaaHanu3 Ha naaieto KOHTPOIHPAHHTE KITHHHYHH MPOYYBAHHA HA AaHTHAENPECAHTH NPH
BB3PACTHH MALHEHTH ¢ NCHXHATPHYHHA Pa3cTpoicTBa NOKa3Ba MOBUILECH PHCK OT CYHIHIHO
NoBeieHHe NPH JIeUeHHUE ¢ aHTHAENIPECAHTH B CpaBHEHHE ¢ MNaued0 NpH NALMEHTH Ha BB3PACT MO
25 roAWHH.

JlexapcTBeHaTa Tepanua TpAaOBa Oa ce ChNBTCTBA OT BHUMATE/HO MpOcHesBaHe HA NalHEHTUTE H
0COOCHO HA Te3H ¢ BUCOK PHCK CNIEMAITHO B PAHHHTE €TAIA Ha JIEYCHHETO W CNER NPOMAHA Ha
nozata. [TaumeHTHTe (M OKA3BALMTE IPIDKH Ha ranuMeHTHTe) TpAOBa Aa ObAaT npeaynpeacHH 3a
HY}KJaara oT NpOoceAIBaHe 32 €BSHTYATHO KITHHHMMHO BIOITABAHE, CYHUMAHO NOBEACHHE AKX MUC/TH H
HeoOWualiHN NPOMEHH B MOBEASHHETO, U TPA0Ba He3abaBHO Aa MOTHPCAT MEAHLIMHCKH ChBET, aKO ca
HAUTHYHH T€3H CHMITTOMH,

[leauarpudHa nooyaalng
THDAKCHH EC [T EM He TpabBa Aa ce H3noi3Ba npH JICYEHHE Ha Aena H FOHOLIH Ha BB3PacT oA

18 roannH. CyuuuaHoTo noBeAcHHe (CyHLHIHM OTMTH H CYMUMAHM MHCIH) H BPaKAeOHOCT (T1aBHO
arpecHs, oMo3HUHOHHO MOBREACHHE U FHAB) ¢€ HadmoJaBa Mo-4ecTo [PY KIHHHYHHTE NPOYyUBAHHA
Cpea Aelia M IOHOLIH, IEKYBAHH C RHTHAENPECAHTH, B CPABHEHME C TE3M, JIEKYBaHH ¢ mianebo. Ako
Bb3 OCHOB2 Ha KIIHHHYHHTE HYKIH, HE3aBHCHMO OT TOBA CE B3CME PEUICHHE 34 JICHCHHE, IALMCHTHT
TpAOBa fja ce MPOC/IeAABa BHHMATENHO 34 TIOABATa Ha CYHUMAHA CUMITTOMH. OCBEH TOBA AHICBAT
NaHHH 3a IBJAroCpoYHaTa 0€30MaCHOCT NpH AELia B KOHOIIH 110 OTHOLICHHE Ha pacTexa, Ch3pABAHETO
H KOTHHTHBHOTO H NOBEAEHYECKO PA3BUTHE.

CepoToHUHOB CUHAPOM
KaxTo # TIpH ApyTH CePOTOHMHEPTHYHH CPEACTBA, CEPOTOHWHOB CHHAPOM, NOTCHLHAIHO

JKHBOTO3ACTPAIIABALLO CHCTOSHHE MOXKE JIa C€ Pa3BHe NPH JIeUeHHeTo ¢ BeHadakcHH 0cOOSHO NpH
CBITBTCTBaIUA yroTpeGa Ha APYTH CPEACTBa, KOUTO MOrarT Ja OKXKAT BIIHAHHEC BHPXY
CEpOTOHEPrHYHATA HEBPOTPAHCMHTEPHA CHCTEMA (BKITIOUMTEIHO TPHITTAHH, cenem}ﬂu.uﬂmﬁmopu
Ha 00paTHOTO 3axBainaHe Ha cepoToHHHA — CHO3C, nHxubMTOpH Ha 0OPATHOTO 31
cepoToHHH-HOpemuHedpHH — SNRIs, nutHii, cHOyTpaMHH, XKBIAT KaHTapHOH( 1
¢heHTaHU] M HErOBUTE aHAJIO3H, TPAMAJOI, IEKCTPOMETOP(hAH, TANICHTANI0], ICTHANH; MCTAHOH
NEHTa30LMH), C JIEKAPCTBEHH CPEACTBa, KOMTO HapyIasaT MeTabonu3Ma Ha pepOTOHHH‘, Ral‘g‘f
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Harpumep MAO-HHXHGHTOPH (HaNp. METHNIEHOBO CHHBO), CHC CEPOTOHHHOBH MPEKYPCOPH (KaTo
no6aBkH ¢ TpUNTOgAH) HIH C AHTHIICHXOTHIIM WM APYTH AOTIAMMHOBH AHTArOHHCTH (BXK. TOUKH 4.3
H 4.5).

CHMNITOMHTE Ha CEPOTOHMHOBHA CHHAPOM MOTAT A2 BKJIFOYBAT MPOMEHH B IICHXHYHHA CTATYC (HAfp.
AXKMTHPAHOCT, XaMOLHHALHH, KOMA), HecTAOMIIHOCT Ha aBTOHOMHATA HEPBHA CUCTEMa (HAIIp.
TAXMKAPAHA, HECTAOHNHO KPBBHO HaNATaHE, XMIIEPTEPMHA), HEBPO-MYCKY/THH HapyLIEHHA (Hanp.
XHneppediekCHa, HEKOOPAUHHPAHOCT) W/HAK CTOMAIIHO-YPEBHH CUMITTOMH (Hamnp. raacHe,
MOBpbLLaHe, AHAPHA).CepOTOHUHOBHAT CHHAPOM B Tali-TeXXKaTa ci GopMa MOke Ja Hanonob4sa
HeBponenTHUeH ManuraeH ciHapoM (HMC), koiTo BiiiovBa XHNEPTEPMHA, MYCKY/IHA CKOBAHOCT,
aBTOHOMHA HECTAOMIHOCT ¢ BE3MOXKHHU OBbp3H KoNneOaHUd Ha KH3IHEHUTE NOKA3aTe/d H NPOMCHH B
MCHXHYHOTO ChCTOSHME.

AKO €THOBPEMEHHOTO JIeHUeHHE C BeHNa(akCHH M APYTH CPEACTBa, KOHTO MOraT ia MOBMAAT
CEePOTOHEPrHYHHTE M/IIH AOTTAMUHEPrHYHHTE HEBPOTPAHCMHUTEPHH CHCTEMH, € KIMHHYHO OCHOBAHO,
NpenopbuYBa ¢€ BHUMATEHO HAOMOASHHE Ha NTAalIMEHTa MO BPEME Ha 3aN0YBaHe HA ICYCHHETO H
NMOBHIABAHE HA AO3UTE.

He ce npenopbura eqHOBPEMEHHOTO NPUIOKEHHE Ha BeHNa(pakCHH ChC CEPOTOHHHOBH [IPEKYPCOpH
(kakBuTO ca A00aBKH, CHABPXKALIM TPHITODAH).

TecHOBIBIHA MTaykoMa
Bee BpB3Kka ¢ ynorpebaTta Ha BeHnadakcHH MOXKe Ja HacTRIH MiUapHasa. [Ipenopbusa ce nauueHTHTE

¢ TIOBHILIEHO BHTPEOUHO HANATAHE WM MALIHEHTHTE ¢ PHCK OT OCTpa TECHOBIBIIHA TTIayKOMa
(3aKpHTOBIB/THA IIAYKOMaA) Ja C€ MPOC/eaIBaT BHHMATETHO.

KpbBHO HangraHe
Cpofasa ce YeCTO 3a JO303aBHCHMH NOBHILIEHHA HA KPBBHOTO Handrade ¢ BeHnagakcuH, B Hakou

C/TydaH NMpH MOCTMAPKETHHIOBHS OIUT Ce ¢hOOImMAaBa 3a MHOIO CHIHO NMOBHINEHO KPBBHO HANATaHE,
Hanaramlo He3a0aBHo neyeHHe, BcHuky nagueHTH Tpabea Aa 6bJaT BHUMATENHO CKPHHHPaHH 34
BHCOKO KPBBHO HaNATaHe H CHIECTBYBALRATa XUMIEPTOHHA TPAOBA Aa ce KOHTPOJIMpa Npeau
3anovBaHe Ha JieueHne. KppBHOTO Hansrane Tpabpa na ce Cneau NepuOAHYHO, CIICQ 3arI04BAHC HA
NIEYSHHUETO U Cie] YBeIMUuapaHe Ha Jo3uTe. TpsOBa na ce noaxoxaa npearnasivuBo MpH MalHeHTHTE,
YHETO OCHOBHO 3a0oNsBaHe MOXE 1a C€ KOMAPOMETHPA OT MOBHIICHOTO KPBBHO HajIAraHe, Harp.
OHE3H C HapyLUeHa ChpAeYHa QPYHKIMA.

ChbplievyHa 4ecTOTA
Morat fa HACTBOAT NOBHILIEHUS HA CHPACUHATA HSCTOTR, OCOOEHO NPH MO-BUCOKY A034. Tpadea xa

Ce MOAXOXKJa € NOBHINCHO BHAMAHHE NPH NALlHEHTH, YHHTO OCHOBHH 3a001aBaHUSA MOTAT A2 Ce
KOMIMPOMETHPAT OT MOBHHICHATA CBPACYHA YECTOTA.

Corpaeuno 3abonaBaHe H pUCK OT ApHTMMA
BennadakciH He € oLieHABaH NPH MALIHEHTH ¢ AHAMHE3a 33 MPECEH MAOKAPASH HH(PapPKT WITH

HecrabunHo ¢epaedno 3a0osisBaHe. 3aToBa Toi TpAOBa Ha e K3M0A3BAa NMPEANAa3iuBo MpH Te3H
NalHEHTH.

[Ips NocTMApKETHHIOBKMA OMKUT ¢e ¢hoOUIaBa 3a ctyyay Ha yabmkeH QTc unrepsan, Torsades de
Pointes (TdP), kamepHa TaxuKapaus U ¢aTalHH CHLpASYHH APUTMHHM ¢ H3MON3BAHETO HA
BeHIadakcHH, 0cOOeHOo TpH NMpeAO3HpPaHe HIH NPH NAlEeHTH ¢ JPYTH PHCKOBH (PAKTOPH 32 Pa3sBHTHE
na yaskeH QTc unrepsan/Torsades de Pointes. Tipeau npeanucsade Ha BeHnagaxcHH Ha MALHEHTH
¢ BUCOK PHCK OT CEpPHO3Ha Chp/eyuHa apHTMua Wik yasmkeH QTc nHrepsan TpbBa fa ce B3eMe
npeasua 6anaHChT Ha PUCKOBETE H MOJ3HTE.

I'spyoBe

ITpu Tepana ¢ BennadakcHH MOraT Aa HACTHENAT rppucBe. KakTo npH BCHUKH aHTHAE
W BeHIadakcHH, TpAOBa Aa ¢ npuiara npeanasiiBo Npyu NAMEHTH ¢ RHAMHE3a 33 I'bpt q@?‘ -
3aCerHaTHUTE NMALHEHTH TPAOBa Ja NpocaeAaBaT BHUMATENHO. JleueHHero TpaOBa fa ce cn%y

BCEKH MaLlHEHT, KOHTO pa3sBHE I'bPUOBE. LR




XHIOOHATpeMHS
Ipx neuerue ¢ seHnadakcidd MOraT 1a HACTBIMT CIy4aH Ha XHNMOHATPSMHA WHIH CHHAPOM Ha

HEIOCTAThYHA CeKpeLiMA Ha antHauypetided xopmoH (CHCAX), Tosa ce cpobiaBa Hak-4eCTO NpH
XUTMIOBONIEMHYHH WIIH AeXHApaTHpaHHU naiueHTH. [lauseHTHTe B cTapyecka Bh3pacT, NALHCHTHTE,
NMpHeMAaLlH AHYPETHLH, H MALHEHTHTE, KOHUTO ¢4 XMNOBOICMHYHH IO APYTd NPUYHHH, MOraT la ca ¢
MO-TOIAM PHCK 3a ToBa ChOHTHE.

[IaTonoru4yHo KbpBEHE
JIexapcTBEHHTE NMPOAYKTH, KOUTO HHXHOHpaT 00paTHOTO 3aXBallaHe Ha CEpOTOHHHA, MOTAT Ja

AOBENAT N0 NOHIKaRaHe Ha QyHKuMATA Ha TpoMOouuTHTe. CHOUTHATA HA KBPBEHE, CBHP3AHH C
ynotpebara Ha SSRI u SNRI ca ot ekxuMo3H, XEMaTOMH, €MHCTAKCHC H HETEXHH 10 CTOMAalIHU-
YPEBHH H KHBOTO3ACTPALIABAINN KPBBOHIIHBH. PUCKET OT KBhpBEHE, MOXE A3 € fIOBHIIEH NPH
naLMeHTHTe, NpueMainy Bewaagaxcu. Kakro npn octaHannre uHXHOHTOpH HA 0OpaTHOTO
3axBalllaHe HA CEPOTOHNHA, TAKa K BewiadakChH TpadBa Na ce W3MO0JI3Ba NMpeANa3IuBO NPH NalHeRTH
C npepa3nookeHye KM KEPBEHE, BKIFOUHTENHO NAlHEHTH HA aHTHKOATYJIAHTH H HHXUOHTOPH Ha
TpoMOOLIMTHATE arperaLs.

CepyMeH XOIECTEPOI
JoKyMEHTHpAHH Ca KTHHHYHO 3HAYHMH TNIOBHIIIEHHS HA CEPYMHHSA XOJIECTEpOJI IpH 5,3% 0T

JNeKyBaHuTe ¢ BeHnadaKckH nauueHTH U pH 0,0% or nony4apanuTe mianeGo MaUHeHTH 3a MoHe 3
Mecella NpH wiaue6o KOHTpOIMpaHH KIHHHYHH NpoyuBaHHA. OnpeaeaHeTo Ha HUBaTa Ha CEPyMHHA
xoaecTepon TpsAbBa Aa ce UMa NMpeABH] MPH JBJITOCPOYHO JIEUESHHE.

CBBMECTHO MPHIOKEHHE ChC CPENICTRA 33 MIOHHKABAHE HA TEAECHOTO TEro

He ca ycTaHOBeHH 6e30MacHOCTTa ¥ ehHKACHOCTTA HA TepamHATa ¢ BeHnadakcuH B KOMOMHALMA ChC
CpPENCTRA 32 NOHMKABAHE HA TErJIOTO, BKMOYUTETHO (peHTepMHH. He ce npenopbuBa CEBMECTHOTO
MpUIOkKEHHE Ha BeHIa(aKCHH H CPEACTRA 3a TIOHIKaBaHe Ha TeleCHOTO Terio. BennagakcuH He e
fI0KA3aH 3a NOHIWKABAHE HA TEIJIOTO KaTO CaMOCTOATE/HO JieueHHe Wi B KoMOHHaLHs ¢ ApYTH

TIPOAYKTH,

MaHua/XxunoMaHus

[Ipu MafnKa YacT OT NAaLMEHTUTE C PA3CTPOICTBAa Ha HACTPOCHHETO, KOHTO Ca MOMy4YaBasid
aHTHACNPECAHTH, BKMOYHTENHO BeHIAPAaKCHH, MOXKE A2 HACTHIW Masdua/XHnoMaHHa. KakTo u apyru
AHTHAENpPECaHTH, BeHnadaKcHH TpaOBa ga ce H3MoI3Ba NPEeANnalIHEO NPH NMALHCHTHTE ¢ AHAMHE3a
HJIM paMHITHA aHaMHe3a 3a OMMONIpHO pa3CcTPONHCTRO.

Arpecus
[Tpu Manka 4acT OT MaUHCHTHTE, KOHTO ¢a NOTY4aBaiH aHTHISNPECAHTH, BKTIOYHUTETHO

BerTagakCHH, MOKe JIa HacThnu arpecus. Tosa ce crobmIaBa npH 3anovyBaxe, NpoMAHa Ha 103aTa U
CNUpaHe Ha ACYECHHETO.

KakTo H Apyru aHTHAENpPecaHTH, BeHnadgakcHH TpaOBa 1a ce H3MOJ3BA NMPEeANa3inBo 1pH
MALMEHTUTE ¢ AaHAMHE3A 33 arpecHA.

Chnupane Ha JSUSHUCTO
UecTH ca CUMITOMMTE Ha OTHEMaHE, KOraTo ce€ Cnupa JieueHHeTo, OcOOeHO, akO CITHPAHETO €

BHE3ANHO (BK. Touka 4.8). ITpy knHHHYHUTE NPOYUBaHHI HEXKESJIAHUTE PEaKIIHK, Habm0AaBaHH NIPH
criHpaHe Ha JIeYeHHETO {MTOCTETICHHO CITHPAHE ¥ ClIeA NMOCTENEHHO CIIMPAHE), HACTHNBAT NPH
npubnusuTenHo 31% oT NaLHMeHTHTe, JIEeKyBaHH ¢ BeHna(akcuH, 1 IpH 17% oT NalMeHTHTE,
npUeMatili ruaueto.

PHCKBT OT CHMIITOMH HA OTHEMAHE MOXE J1a 3aBHCH OT HAKONKO (aKTOpa, BKIIKOYHTEIHO
NPOABIDKHTETHOCTTA H 103aTa Ha JISYEHHETO H CKOPOCTTa Ha NoHIWkaBaHe Ha llosara. Ha
chOOIIABAHMTE PEAKLIHM Ca 3AMAAHOCT, CEH30PHY HapyLIeHWU (BK/IIOUHTENHO NapecTe3)

HAPYIIEHHA HA CHHA (BKIIOYHTENHO Ge3ChHHME H HAlPETHATH ChHHUILA), AKHTHPAHOCTAAN - et
TPEBOXKHOCT, ['3/IeHe H/IH NIOBPBIUAHE, TPeMOp H IaBoGosne. OGHKHOBEHO TE3H CHMITTOMU CAAEKH.
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J0 YMEPEHO TEXKKH, KaTO 00ade NPH HAKOM NALMEHTH MOTaT Ja OBAAT TEXKKY [0 UHTCH3HTET. Te
OOHMKROBEHO HACTBIBAT B PAMKHTE HA MbPBHTE HAKOIKO AHM OT CIIWPAHETO HA ICYEHHETO, HO UMA
MHOT'Q peAKH CHOOLICHHA Ha TAKUBA CHMITTOMH NP MALMEHTUTE, KOHTO ¢a MpOITyCHAIH 034 N0
HeBHEMaHuE. [To NpHALIAD Te3H CHMIITOMH ¢4 CAMOOrPaHUYABAIIH C€ ¥ OOHKHOBEHO OTWYMABAT B
PaMKHMTE HA 2 CeIMHIM, BBIIPEKH Y€ MPH HAKOH XOpa Te MOraT Jia ca Mo-NpOoABMKHTENRH (2-3 Mecela
WJIM TIOBEYE). 3aTOBA € MPETOPRUMTENHO A03aTa Ha BeHNa(akchH Aa ¢e MOHIKaBa NOCTENeHRO Py
COHpaHe HA JICHCHHETO 3a NEPHO/, OT HAKOJIKO CEAMHLM HITH MeceLa CIiope] Hy»KIHTe Ha MalHeHTa
(Bx. Touka 4.2).

AXaTH3INA/NCHXOMOTOPHO HECTIOKOHCTBO
Ynorpebara Ha BeH1aaKCHH € CBBbP3aHa ¢ pa3BUTHE HA AKATH3HA, XapaKTepH3Hpallla ce CbC

CYOEKTHBHO HEOPHATHO HIM H3TOIRABALID HECTIOKOHCTBO H HEOOXOMMMOCT OT YECTO ABHKEHHE,
CHIPOBOAEHA OT HECTIOCOOHOCT 1A C€ CTOH CMOKOHHO B CEHAO WM U3NPaBeHO NoNokeHHe. Tosa
HACTBIRA Hal-4ECTO B PAMKHTE HA LPBUTE HAKONKO CEMHMIIU OT JieweHueTo. TipH nanpenTrre,
KOMTO pa3BUBAT TE€3W CUMIITOMH, MMOBHINABAHETO HA J03aTa MOXE J1a € MaryoHo.

CyxoTa B ycTaTa
CyxoTa B yctata ce cpobinana npu 10% oT naumeHTiTe, JeKyBaHH ¢ BeHJadaxcHi. Tosa MOXe Aa

MOBUINY PHCKA OT KApHEC U MAallHEHTUTE TPAOBA Aa ce yReAOMABAT 34 3HAYCHHETO HA XHIHEHATa Ha
ch3ROHeTO.

NMuaber
Jleuennero ¢ nHXUOHTOPH Ha 0OpaTHOTO 3axBailaHe Ha cepoToHuH (SSRI) Moxe na npoMeHH
TTIMKEMHYHMA KOHTPOS NpPH MaLpeHT# ¢ AHabet. Moxke fa ce HaloXH KOpHIHpaHe Ha fo3ata Ha

MHCY/IHHA W/HMK Ha NEPOPATHUTE aHTHRHAOETHH CpeacTsa.

BaanMopelicTBag JeKapereo-j1abopaTropnn TecTobe

IIpu maupeHTH, NpHeMalK BeHna(akcHH ce ¢hobIasa 3a GaliHEo NONOKUTENHE HMYHOJIOTHYHH
CKPHHHHT M3ClIeABaHMA Ha YPHHATA, 3a onpeAensHe Ha deHmmkmauH {(PCD) u amperamun, KoeTo ce
NBJDKU Ha JIUICATA HA CHICHMMUUHOCT Ha CKPUHUHIOBUTE TECTORE., DAMUMBO NOAOKUTEIHA
PE3YNITATH MOTAT Na C& OYAKBAT HAKOJKO JHH Cllel] IPeKpaTABaHe Ha TEParuATa ¢ BeHIapaKCHH.
BennadakcuMm Moxke aa ce pasnuud oT PCD upes noTeepKaaBallii TECTOBE, KaTO HalpuMep TCUHA
XpoMarorpadgus /Mac-CICKTpOMETPHA.

[TatenTH ¢ peaKy HacneACTBEHH MpobieMH Ha HENOHOCHMOCT KbM (PPYKTO3aTa, MIF0K030-
raflakTo3Ha MayabcopOIMsa WIH CYKpa3a-H3oManTa3Ha HeAOCTaThYHOCT He TpsAOBa Ja MpHeMaT TOBa
JIEKApPCTBO.

Tadaxcan EC ITH EM 150 mg TBLpAH KancyJiH ¢ yAB/DKEHO 0CBODOKIaABAHE
IMomomHoTO BemmecTso ChHeer xbiiTo FCF (E110), Blutroueno p 0OBHBKaTa Ha Karncyjara MOXe Ja

TNPEAHU3BHKA JICPrUvHA PEAKILIHA.

4.5 BaaumoaelicTBHe ¢ APYTH JIeKAPCTBEHH NPOAYKTH B ApYrH GOpMH HA B3aHMoAeHCTBHE
Huxnburopu Ha MoHoaMuHooKcHaa3aTa (MAOH)

Heobpamumu, necenexmusnu MAOH

BexnadakcHH He TpaGBa Aa c¢ H3M0a3Ba B koMOHHaLMa ¢ HeobpaTuMu HecenexTHBHH MAOH.
JleueHHe ¢ BeHnagakcuH He TPAOBa Aa ce 3ano4Ba noHe 14 aHKU cnex CrupaHe Ha JIEYEHHETO ©
HeoOpaTMH HecenekTHBHH MAQOH. Jleuenneto ¢ enatakcH TpaOBa na ce crpe noHe 7 AHU
Npea 3ano4BaHe Ha neueHHe ¢ HeobpatuMu HecenekTHBHE MAOH (Bk. Touku 4.3 u 4.4).

Obpamum cenexmueer unxubumop na MAO-A (Moxnobemuo) p—
[Topaau pHcka OT CEPOTOHHHOB CHHAPOM KOMOHHALMATA OT BEHNA(GAKCHH ¢ 00paTHM H ¢
MAOH xaro MoknoGeMia He ce npenopwusa. Crez nedueHHe ¢ oOpaTHM BHXHOHUTOP HY;
Ja Ce H3MO3Ba MepHoA Ha OTHEMaHe, MMO-KpaThK OT 14 aHM, Npean Aa Ce 3aMoyHe neq&;ﬁe C ot
RO A 2§

S
3.

g



BeHnadakcun, [Ipenopruea ce BeHIagakcHH Aa ce crpe Hal-Manko 7 JHHM OpeaH 3anoyBaHe Ha
neuenue ¢ o6patim MAOH (Bxk. Touka 4.4).

Obpamumu necenexmusnu MAOH (aunezonuo)

ArTHOHOTUKET MUHE30MUA € cial, oOpaTum u HecenexTuBReH MAOH u ne TpaOra aa ce nasa Ha
MALHECHTHTE, JICKYBaHH ¢ BeHnadaxkcHH (BX. TOUYKa 4.4).

Cpo6uaBar ce Te:KkM HeXXeNaHH peakiiMi TIpH NALHEHTHTE, NPH KOUTO HAcKOpo € OIIT0 CNPAHO
neuenrero ¢ MAOH 1 e 3anogHar BeHnagpakcHH, WIH HACKOpo € OMIa CIpsAHa Tepanuiara ¢
BerIadgakcHH npeam 3anousade Ha MAOMH. Tesu peakuMH BKIIOUBAT TPEMOP, MHOKIOHYC,
Auagopesa, rageHe, NOBPHLIAHE, 3a4EPRABAHE, 3AMAFHOCT H XHMIIEPTEPMHA ¢ NPH3HALH,
HanoAoOABAIIH HEBPOJIENTHYCH MATUTHSH CHHAPOM, IbPHOBE H CMBPT.

CEpOTOHHHOB CHHIPOM
KakTo u npd ocTaHanHTe CEpOTOHHHEPIHYHH CPSACTRA, TaKa H NPH JICHEHHETO ¢ BeHapaKCHH

CEPOTOHHHOB CHHAPOM , }KHBOTO3aCTPALIaBall0 CECTOAHHE MOKe Ja HACTBIH, OCOOCHO IpH
CBHOBTCTBALA YNOTPeOa Ha APYTH CPeacTBa, KOUTO MOraT Aa MOBAHAAT CEPOTOHHHEPrHYHATA
HEBPOTPaHCMHTEPHA CHeTeMa (BrmounTero TpuntaHd, SSRI cpeactea, SNRI cpencTra, nuTHil,
cHOyTpaMuH, XXBAT KaHTapHOH (Hypericum perforatum), QeHTAHIWI K HETOBHTE aHATO3H, TPaMano,
AEKCTPOMETOp(daH, TANCHTAAON, NETUHH, META/IOH H HEHTA3OLMH), C TEKAPCTEEHU NMPOMXYKTH, KOHTO
YBPEXAAT MeTabdoTH3Ma Ha cepoTosiHa (KakBuTo ca MAOU, HaripuMep MeTHJICHOBO CHHBO), WIH C
MPEKYPCOPH HA CEPOTOHHHA (KaTO TPHNTO(AaHOBH A00aBKH) WIH ¢ aHTUNCHXOTHLH HIH APYTH
JOMAMWHOBH AHTArOHHCTH (BXK Touka 4.3 1 4.4).

IMpH xMMARYHA HeOGXOAMMOCT OT CHITBTCTBALIO NeueHue Ha ennagakcu ¢ SSRI cpeacrea, SNRI
CPEACTBA WIH CEPOTOHHHOB PELIENTOPEH arOHHCT (TPUITTAH), ce MPENOpbUuBa BHUMATE/THO
MpoC/CAsBaHe HA MALMeHTa, 0COOSHO B HAYANOTO Ha JICUYSHWETO WIH IIPH NMOBHILABAHE HA I03UTE.
He ce npenopruBa cpobTeTBamaTa ynorpeba Ha BeHnadakCHH Ch¢ CEPOTOHHHOBH NPeKYPCOPH (KaTo
TpHITO(aHOBH J00aBKH) (BXK. Touka 4.4).

IHHC -aKTUBHH BEINECTRA

Pucket ot ynorpeba Ha BeHnadakcuH ¢ apyry UHC-akTHBHH BewnecTBa He € CHCTEMHO OLUEHIBaH.
CnegoBareHO c€ npenophyBa MOBHLICHO BHUMAaHHE, KOraTo BeHnadakcuH ce [pHeMa B KOMOHHALAA
¢ apyrd LIHC-akTHBHM BelllCCTRA.

Etanon

3a BeHnadgakcHH € JOKa3aHO, Ye HE 3aCHIBa YBPEKAAHETO HA YMCTBEHHTE H MOTOPHHTE YMEHHI,
OPUHHHEHO OT eTaHoMa. Benpeku Toea obave, kaxto 1 npy Beusiku L{HC-akTHBHY BELICCTRA,
nmauMeHTHTe TpaOBa Aa ce CHLBETBAT Aa M30ArBAT KOHCYMALIMATA Ha AJIKOXOJT.

JlekapCTBEHH NPOAYKTH, KOUTO yabkkaear QT HHTepBana

PucxeT o1 yabvmwkasaHe Ha QTc uHTepsana w/unu kamepHH aputmun (Hanp. TdP) ce nosuurasa npu
€AHOBPEMECHHO TIPUIIOKEHHE HA ApYTu TeKapcTBEHH OPOAYKTH, KOUTO yYAb/DKaeaT QTc HHTepBana.
EanopeMeHHOTO NPUIIOKEHHE Ha TE3U JIEKApCTBEHH IPOAYKTH TpSOBa Aa ¢¢ H30ArBa (BXK. TOUKA
4.4).

CBOTBETHHTE KJ1ACOBE Ca:
o Knac IA v xnac IIl aHTHAPUTMHLM (Hanp. XUHUIAUH, AMHOAPOH, COTANOI, N0(peTHNN);

HAKOH aHTHNCHXOTHIM (HaNPHMEp THOPHUIA3HH),

HAKOHW MaKponHaH (HanpuMep CPHTPOMHLH);

HAKOH AHTHXHCTAMMHHU,

HAKOHM XMHHOJIOHOBH aHTHOAKTEpHaJIHK cpeacTra (Hanp. MOKCU(IIOKCALIHH).




SKT Ha H JICKAPCTBEHH MPO BHPXY BeHAahaKCHH
Kemoxonazon (unxubumop na CYP3A4)

Eano papmMakOKMHETHYHO NpoyyuBaHe ¢ keTokoHazon npH CYP2D6 excrensusiu (EM) u nomm
MeTabonuzaropu (JIM) nokaspa, ye NpHAOKEHUETO Ha KETOKOHAa30J1 BoAU Ao no-ronaMa AUC 3a
sernagakcud (70% u 21% cworeetrHo npu nuuara CYP2D6 JIM u EM) u 3a O-
aesMeTunBeHagakcuu (33% u 23% cvoTeeTHO npu nuuara CYP2D6 JIM u EM). Ceib1cTBaItaTa
ynotpeba Ha CYP3 A4 unxuburopu (Hanp. aTasaHaBup, KIAPUTPOMHLUKH, UHAHHABHD, UTPAKOHA30I,
BOPHKOHA30J1, TI03aKOHA30M, KETOKOHA30/1, Hen(HHABUD, PHTOHABHP, CAKBHHABHUP, TEIUTPOMHLIMH) H
BeHIadakcHH MOXKe Aa TIOBHINK HABATA Ha BeHNadakcHs ¥ O-ae3MeTHIBeHIadaKkCHH. 3aTOBA C¢
NperophYBa NPEeRNazIMBOCT, aKO TEPANMATA HA MAlMEHTA BKIKOYBA MHXHOHTOp HA CYP3A4 1
BeHIahakCHH €HOBPEMEHHO.

Edekt Ha BeHnatakcHH BBPXY APYrH ACKAPCTREHH NPONYKTH

Jlumuii
[Ipu ceobpTeTBaIIA YOTPpeba Ha BeHNadaKcHH ¢ TUTHIN MOXKE /14 HACTBIIH CEPOTOHHHOB CUHAPOM (BXK.
"CepoTOHHHOB CHHApOM").

Huazenam

Bennadaxkcuu HAMa HUKAKBH eheKTH BBpXY (PapMakoKMHETHKATA H ¢papMaKkogHHAMHKATa Ha
AHAa3eraM M HEroBHA aKTHBEEH MeTaloMuT resMeTHAAMasenam, JuaszenaM H3rnexaa He noBIHABa
$apMakOKHMHETHKATA HATO Ha BeHNMadakcHH, HUTO Ha O-aesMetuneeHnadgakcud. He e wisecTHO nanu
ChLIECTBYBA (PApMAKOKHHETHYHO W/HIH dapMaKOIHHAMHYHO B3aHMOAEHCTBHE C APYIH
GeH30aHa3eNHHH.

Hyunpamun

BennadaxkcuH He nosnuasa GapMaKOKHHETUKATA HA HMUNpaMud B 2-OH-umurnpamuu. Mua
no3o3aBHcuMO nosumeHue Ha AUC 3a 2-OH-gesunpamuH ¢ 2,5 fo 4,5 msTH, KOraTo ce npraarar 75
mg a0 150 mg sennadaxcux aHepHo. UMMNpaMuH He noBNIHABa (hapMaKOKHHETHKATA HA
BeHnapakcun ¥ O-ge3meTrnBeHnadakcuH, He € H3BeCTHO KIHHHYHOTO 3HAYCHHE HAa TOBA
B3auMopelicTeie. Tpalea fa ce NOAXOKAA ¢ NOBHIEHO BHUMaHKWE NPY CHBMECTHOTO NPHUIICKEHHE Ha
BeHnadakCHH H HMHIIPAMHH.

Xanonepuoon

Enno dhapMakoKMHETHYHO POYUBAHE C XaNONepHaon nokassa 42% noHwkeHue Ha obmus
nepopaneH KpsHE, 70% nosuienre Ha AUC, 88% nopHineHre Ha Cmax, HO HE NOKa3Ba HHKAKBa
pOMAHA B OJTY>KMBOTA Ha XanonepHaon. Tosa Tpadea aa ce HMa nNpeaBUA NPH NALMEHTHTE,
NEKYBAHH C XAJONEepHAON H BeHnadakcHH egHoBpeMeHHO. He € H3BeCTHO KIHHUMHOTO 3HAYEHHE Ha
TOB2 BIAMMOACHCTBYEC.

Pucnepuoon

Bennagaxciua nosumasa AUC Ha pchepn,uoH ¢ 50%, HO HE NPOMEHA 3HAYHUMO
(hapMaKOKHHETHYHHA Mpodua Ha ob1IaTa aKTHBHA YacT (pUCnepHACH IUToC 9-
XHRPOKCHpHCTIEPHAOH). He € H3BeCTHO KIMHHYHOTO 3HAYCHHE HAa TOBa B3aHMOACHCTBHE.

Memonponon
EAHOBpEeMEeHHOTO NPUIOkKEHHE Ha BeHNadakCHH H METOIIPOJION Ha 3ApaBH JOOPOBONLIH NPH €AHO
npoy4yBaHe 3a GpapMakOKHHETHYHO B3aUMOAeiicTBHE 3a ABaTa NeKApCTBEHH NMPOAYKTa BOAU IO
NOBHLIEHHE HA MJIA3MEHUTE KOHUESHTPALIHH HA METONPoon ¢ npudnusurenHo 30-40%, Oe3 na
NPOMEHA NNa3MEHUTE KOHLEHTPAlMH Ha HErOBHA aKTHBEH METaGONHT a-XHAPOKCHMETONpO/o. He e
H3BECTHO KIIHHHYHOTO 3HAYEHHE HA Ta3d HAXO/Ka NpH NALKWEHTH ¢ XHIepToHHd. MeTompoion ke
npoMeHs dapMaKOKHHETHYHHA NpodHI Ha BeHNadaKCHH N Ha AKTHBHHA My METa0OIHT 0-
Aesmetunsernadakcun. Tpabea ga ce moaxoxaa npeanasnueo nMpv ¢AHOBPEMEHHOTO Ip}
BeHIa(paKkCHH H METOTIPONON. | 7’ .
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Eauno dapMakOKHHETHYHO NPOYYBAHE ¢ HHAWHABHD nokasea 28% noHwkeHue Ha AUC u 36%
noHwkexnue Ha Cmax Ha MHAMHaBHDP. UHOHHABUp HE NOBNHARA apMAKOKHHETHKATA HA BeHIahakcHH
H O-pesmetuneesnadakcui. He € H3BeCTHO KIHHHYHOTO 3HAUYEHHE HAa TOBa B3aHMOACHCTBHE,

4.6 QeprunnTeT, 6PEeMEHHOCT H KLPMEHE

bpeMeHHOCT

Hsama aoctathuHo AaHHH 3a ynoTpebaTa Ha BernagakcHH MpH 6peMEeHHH JKeHH,
[IpoyuBanuaTa npy KMBOTHU NOKA3BAT PEMPOAYKTHBHA TOKCHYHOCT (BXK. TOuKa 5.3).

[ToreHUMANHUAT PHCK NIPH XOpa HE € 3BecTeH, BeHnagakcuH TpaGea Ja ce npunara Ha GpeMeHHH
JKeHH CaMO aKo OYaKBaHUTE MOJI3H NPEBUIIABAT BCHUKH BE3MOXKHH PHCKOBE.

Kaxro 4 npu apyrH HHXHOHTOpPH Ha 0GpaTHOTO 3axBatuaHe Ha ceporoHHHa (SSRI/SNRI), Morar ja ce
NOABAT CHMITTOMH Ha OTHEMaHe MPH HOBOPOJACHUTE, aKo BetnadakcHH € H3NO0I3BaH A0 WIH Manko
npeau paxaaHero. Hakou HoBopoaeHn, H3NOKEHH Ha BeH1a(akCHH KbCHO NPe3 TPETHA TPUMECTDP,
pa3BHBAT YCIOXKHEHHS, HAJIarallld XpaHeHe Mpe3 COHAA, AUXATENHA NOAAPHKKA WA NPOAB/KHTEHA
XOocnHTanK3auua. Takuea yCIOKHEHHA MOraT [1a C€ NMOMy4aT BeAHara ciell npuioxkenueto. Morat na
ce HaGmonaBaT CHIIO Taka U CNedHUTE CHMITOMH MPH HOBOPOJIEHH, aKO MaifkaTa e H3NON3eana
SSRI/SNRI B kbcHa GpeMEHHOCT: PA3APA3HUTENHOCT, TPEMOP, XMNOTOHHUS, IEPCUCTHPALL T/1aY H
3aTPYAHEHO CYUYSHE HIH ChbH. Te3H CUMNTOMM MOTaT Ja C€ ABJDKAT HWIH HA CEPOTOHHHEPTHYHH
eekTH, HITH Ha eKCNO3UIHA. B MoBeveTo cityyan Te3d yCIoKHEHHA ce HabmoaaBaT HezabaBHO WIH B
paMKHTe Ha 24 waca cef paKaaHeTo.

EnmuauMHoNoruvHHTE JaHHA covaT, Ye ynorpedaTa Ha MHXMOHTOpH Ha 0OpaTHOTO 3aXBallaHe Ha
cepoToHHHa (SSRIs) npu OpemeHHOCT, 0cobeHO NpH KbcHa OpeMEHHOCT, MOJME 4 YBEJHYAT PHCKA OT
nepcrcTHpaila 6emonpobHa xunepToHus npu HopopogeHoTo (PPHN). Bhripeku ue HiMa

Npoy4BaHHA, KOUTO a AOKA3BAT MMOABATA HAa NepcHcTHpaina 6enoapodHa XUNEPTOHUS NPH
HOBOPOJICHH, CBLp3aHa ¢ ynoTpebara Ha HHXHOWTOpH Ha 06paTHOTO 3axXBalliaHe Ha CEPOTOHHHA
(SSRIs), To31 eBeHTYaneH prck He MOXe Aa ObAe H3KMIOUEH ¢ BeHAadaKCHH, KaTo ¢e UMa MPEABHA
MEXaHH3Ma Ha JekcTere (MHXUOHpaHe Ha 00paTHOTO 3aXBaLIaHe HA CEPOTOHHHA).

Cnexaure CHMTOMH ca HabmoaaBaHH NpH HOBOPOJEHH, uMiiTo Maiiku ca npueMany CHO3C
/CHO3CH no BpeMe Ha KbcHA OpPEeMEHHOCT: Pa3ApaHUTETHOCT, TPEMOD, XHNOTOHKA, HENPECTAHEH
MJIaY H 3aTPYAHEHO CYHEHE HIH 3aCMHBaHe.

Te3u CHMNTOMH MoXe Aa ce IBb/KAT Ha JPYTH CEPOTOHEPIMUHH e(DEKTH HITH CHMOTOMH TPH
eKCHO3ULHA. B no-ronsiMa 4acT OT CIyHaHuTe, TakKUBa YCIOXKHEHHMA ca HabmoaaBaHH BeaHara Win 24
yaca ClieJl pa’aaHe.

Kbpmene

BennagaxcuH H HeroBUAT akTHBEH MeTa0OMUT O-ae3MeTHNBEHIaAKCHH CE eKCKPETHPAT B KEPMATa.
MMa noxnaau or NOCTMapKETHHIOBH MPOYUBAHHA [PH KbPMayeTa, NpH KOUTO ce HaGmogapa
CBJI3CHE, IpasHEHE H HeoOHUaeH ChbH. CHMITTOMUTE, XapaKTepHH NpH CIIHApaHe Ha IeYeHHUETO ca
AOKIAJBaHH H NPH CrHpaHe Ha kbpMeHeTo. He Moxke a ce M3KIMIOYH PHCK 32 KbpMadeTo. 3aToBa
TpAOBa Ja ce B3eMe pelIeHHe 34 MPOABIDKABAHE/CMHPAHE HA KhPMEHETO WIIH 34
NPOABIDKABAHE/CTIHpAHE Ha TEpanMATa ¢ BeHnadakCHH, KATO ce MMa NPEABHA N0Ji3aTa 3a JETeTO OT
KBPMEHETO H MOJI3aTa 34 KEHATA OT JCUCHHETO ¢ BEHa(aKCHH.

OepTHAHTET
Ha6aroaasa ce noHwkeH ¢epTUNMTET B IPOYUBAHE, NPH KOETO KAKTO MBXKKH, TAKA H H KCHCKH

IUTBXOBE ca OIH ekcnoHHpaHd Ha O-AccMeTINIBEHIAdaKCHH. 3HAUSHUETO Ha Ta31 HaXOAKA NpH Xopa
HE € U3BECTHO.

4.7 EdexTH BHpXy cnocofHOCTTA 32 modHpaHe H padoTa ¢ MAIIHHH

Bceku ncHxoakTHBEH NeKApCTBEH NMPOAYKT MOXKe Na HAPYIIIH NpPelieHKATa, MUCIEHETO B M
YMEHHS, 3aTOBa BCHYKH ITALHEHTH, TpHeMAllH BeHnadakcHH, TpaOBa Aa ObAaT nmpeaynpe;
e(eKTHTE BBPXY CIOCOGHOCTTa UM Jia WIOpHPAT U fia paGoTAT ¢ ONacHA Mawkel. /<5

4.8 Hexeranu IeKapCcTBeHH peakKiHH



Hexacenanute peakuuy, ZOKIaABaHH KATO MHOTO Y€CTH NPH  KIIMHUYHHTE NPOYUBAHHA Ca I'aJIcHE,
CYXOTa B ycraTa, rasobonHe H noreHe (BKMHOYHTETHO HOUHHA H3NOTABAHHKA).

Tabnuuen comcsk Ha HITP:

Hexenanure peakumu ca H36poeHH Mo-RXomy N0 CHCTEMO-OPraHeH KJlac M 4€CTOTa — B HH3XOAAL pel
NO OTHOLUEHHE HAa TAXHATA CEPHOBHOCT.

Yecrornre ca fehuHnpany xato: MHoro yecTh (>1/10), yectu (>1/100 no <1/10), newecrn (>1/1 000
ao <1/100), peaxu (>1/10 000 xo <1/1 000), muaoro peaku (< 10 000), ¢ HeH3BECTHA YECTOTA (OT
HaNHYHUTE NaHHH He MOXe Ia ObAe HanmpaBeHa OLCHKA).

Cucrema Ha Mmuoro vectu YecTH Heuectu Penxu MHoro C Hen3BeCTHA
OoprasusMa peaKH 4YeCTOTA
Hapynienus Ha Arpany- TpombowmTo
KpPbBTA Y nouMTo3a,  |meHua*
numMdHaTa anaacTH4HA
CHCTEMA aHeMuH,
HCYTpO-
neHHsa *
HapyumeHnus Ha AHadprraKTH
UMYHHATA | JHa
CHCTEMA peakius*
Hapyenna Ha Curapom Ha |[louurcHH
SH/IOKPUHHATA NaTOJIOrHYHA |HUBA HA
CHCTEMA (nemocTaTh4 [NMPONAKTHH B
Ha) ceKpeLMs |KpeBTa®
HAa AHTHAHY-
PETHUHHS
XOpMOH
(AZIX)*




HapymweHua Ha [HoHwken X HIMOHAT-
meTabonusMa H AneTHT pueMHa™*
XpPaHEHETO
TTenxuunu bescvHME* Coerosade Ha  (Manus Hemupuym CyHuHIHA
HApYLIEeHHs o0bpkaHoCT*, |XamOLUHHALHH, AACaLHA U
ACTICpCOHaNU- |ACpeanu3alui, CYHLUHIHO
3alHA ¥, aHOpra3- [asKHTalus, nopeneHne™*
MHS, MOHMWKEHO |MaTOMOIHYEH arpecua**
nubuno*, oprazsM (npH
HepPBHOCTY, AECHH), anaTHA,
MATONOMHYHA  |XUIIOMAaHHA,
CHHUIA Y OpyKcH3BM
Hapyuminna Ha 3aMasHOCT, CHHKOTI, Hepponen- |TapaueHa
HEPBHATA rnapobonue*** | Akatusua, MHOKIOHYC TUY4CH JAUCKHHE3HA*
CHCTEMa CoMHONEHTHOCT [TpeMop, HapyIIeHa, MAJIMTHEH
napecTesus, KOOpAHHALMA, |CHHIAPOM
XUIEPTOHHA HApYLISHO (HMC),
OUCrey3us paBHOBECHE CepoTo-
OUCKHHE3HS HHUHEPrHYCH
CHHAPOM,
Kousyncum
Jucroaua*
Hapymenus Ha Hapymeno 3aKpHUTOBr
O4HTE BIDKIAHE, BbJIHA
BKJIOUHTENHO rnaykoMa*
3aMBIIEHO
BMJKNAHeE,
MHJpUa3a,
HapyIeHa
aKOMOJALHA
Hapymenuns Ha Tunutyc Bepturo
YXOTO H
nabHpHHTA
CopacyHH Taxuxkapaus Torsade de
HApYLISHMA Hanmuramyu™® pointes
Kamepaa
TaXUKapAUsA
KamepHo
MBXACHE
Y AbIDKEH
QT

HH’[‘EPB&H




npH

eJIeKTPO-
KapAHorpama
*
CeaoBu Xuneprouusa, |[OprocraTHyHa
HApYIIEHUS rOpelly BbAHY/ |XUNOTOHUS
3aUEpPBABAHE XHUNOTOHHA

Pecrivpatopam, HucnHesn HurepeTin-

rpBAHH U [IpossaBaHe LHAJTHA

MEIHACTHHAIHH Genoapobua

HAPYIICHHA bonect

Bbenonpobxa
€03HHODH-
aua*

CromallHo- I'anene, cyxora |[losprmane, |CromamHo- [TankpeaTHT

YpeRHH B yCTaTa, 3a0eK  |aHapusd YpeBHa ¥

HapyLIeHHS xeMmoparus*

XenaToOWIHapHH OTKnoHeHHA B Xenatur

HapyLIeHHA H3CTICABAHHATA
38
yepHoApoOHaTa
dyHK1HA*

Hapywenns na  |Xunepxuaposa [O6pus Yprukapus* CHHAPOM Ha

KOXara H (exkmountenHo  |Copdex* Anoneumnsn*, Stevens-

TIOAKOXKHATA HOMIHO eKXHMO3a, Johnson,

THKaH U3NOTABAHE) aHTHOEAEM, Toxcruna
peakuus Ha enHACPMa-
$oTouyB- Ha
CTBHTENHOCT, |HEKpO/H3a,
o0pus, Myntudop-

MEH epHUTEM

Hapyiuenus Ha XHIEPTOHHA Pa6bnroMuo-

MYCKYJTHO- nH3a

CKeNleTHATa

CHCTEMA U

ChEe/IHHHTEIHATA

TbKaH




HapymeHus Ha HapyweHno YpHHapHa
6pbpeLTe U YPHHHpAHE HWHKOHTHHEHLIHA
THKOYHHTE (npeauMHO
NLTHINA HApYIIEHO
NpOITyCKaHe HA
ypuHa),
PereHuus Ha
ypusa*
[Tonakuypus*
Hapyiesus Ha Menoparusa®,
BB3MPOU3BOAUTEN Mertpoparus®,
HaTa CHCTEMA U HapylieHa
repaara eAKyJIalmA,
€PEKTHIHA
AHCPYHKLAA
O6u AcTeHua ymMopa, Myko3Ha
HapyUweHUA U CryaeHu xemoparus
edexTH Ha TPBIOKH
MJICTOTO Ha
MpHIOKEHHE
H3cnenpanua IToBulieHn YABJDKEHO
HUBa Ha BpEME Ha
XOMECTEPON B KbpBeHe™*
KPBBTA
[ToBHIIEHO
TEJIECHO TET10
Hamaneno
TEJIECHO TEriio

*HJIP nabniogaBaHH Mpu NOCTMAPKETHHIOBHA MEPHOJ

¥*Ciyuad Ha CyMUMIHA HASALUsS H CYHIHAHO NOBEISHHE Ce CHOOIIABAT 110 BPEME HA TEPaIHATa C
BeH1adakCHH HIIH paHo cilell CHIMpaHe Ha JEUEHHETO (BXK, ToUKa 4.4).

** Biokre Touka 4.4.

*** B cHopHH KIHHHYHH NPOYYBAHHA Y€CTOTATA HA IMaBobOMHe, CBBP3aHO ¢ JIeHECHHE ¢
BeHNapakcHH ¥ Ta3H, HaGmoAaBaHa NpH mateo e enHaKBa.

[IpeycTaHoBABaHE Ha JICYEHHETO
Cnmpaneto Ha Bernadakcut (0c06€HO, KOraTo ¢ BHe3anHo) 06MKHOBEHO BOAH A0 CUMNITOMH Ha

oTrHeMaHe, Haii-4ecTo cnobiaBaHuTe peakiMH ca 3aMagsHOCT, CETHBHH HapyIeHHA {BKIIOYHTEITHO
MapeCcTe3Hn), HAPYIICHHA HA CHHA ( BKJIFOMHMTENHO 6€3ChHHE H HANperHaTH CHHUINA), AKHTHPAHOCT
HIH TPEBOKHOCT, raZieHe H/UIIH NIOBpBILaHe, TPEMOP, r1aBoboie U rpUnonofo0eH CHHAPOM.
OOGUKHOBEHO TE€3H CHOMTHS Ca JIEKH JJO YMEPEHH H €4 CAMOOTPAHUMABAIIH €€, HO MIPH HAKOB—

NeYeHHeTO ¢ BeHTadakCHH He € HeoGXOAHMO MoBeYe, Aa ¢ U3BBPLIM CIIHpPAHE Ypes g T
NOHMXABaHEe HA 103aTa (BK. ToukH 4.2 u 4.4). .



-

[leanaTpudna ronynauus
Karo uano npodwibT Ha HeKENAHHUTE peakUHK Ha BeHAahaKCHH (NpH I1aledo KOHTPOJUPAHHTE

KJIHHHYHH MPOYYBAHHA) NP AcLla H I0HOWH (Ha BB3pacT 6 710 17) e cxoxeH ¢ HabmoAaBaHHA NPH
Bb3pacTHU. KaKkTo ¥ npu pE3pacTHH, ce HaOMOAARAT NOHHKCH AMETHT, 3aryba Ha Tero, MOBHINEHO
KPBBHO HaNraHe U MOBHIICH CEPYMEH XONIecTepoa (B, TOUKA 4.4).

IMpH KIMHHYHHTE NPOYIBAHKA C cUA ce HAOMOAaRA HEKENTAHATA PeakliMA CYHMIHANA uacauu. Mva
CBINO BCE MOBeYe CLOOIICHHA 32 BpaXXAeOHOCT U, 0COOEHO NPH ro/IAMO JASTIPECHBHO Pa3sCTPOHCTBO, 3a
CAMOHapaHABaHe.

[To-cnienmanHo NMpH Aela ce HADIOAARAT CIEAHUTE HEXKENIAHU peakliuil: KOpeMHa 0oKa,
aKHTHPAHOCT, JIUCIIENICHA, EKXHMO03a, eNUCTAKCUC H MHAJITHA,

CrpofinapaHe Ha NOAOIHPAHH HEKENAHH PeaKLIUi
Cro6iaBaHeTo Ha MOAO3UPAaHH HEXKENAHH PEaKUUU Clle/l paspellapare 3a yrnoTpeba Ha leKapcTBeHHA

OPOAYKT € BakHO. TOBA MO3BOJIABA JIa MPOXBILKH HaOMOAEHHETO HAa CHOTHOLIEHHETO MOJ13a/PHCK 38
NIeKapcTBEHHA (pOoayKT. OT MEAHIHHCKHTE CTIELHAITHCTH €€ H3HCKBa Ja ChOOLIABAT BCAKA
NOAO3NPAHA HEYKENIAHA PEaKLMA upes:

H3MBIHHTENHA areHUMA TIo ISKapcTRaTa

yn. ,.,JdamsH ['pyep” Ne§

1303 Codus

Ten.: +3592 §903417

yeGcaiiT: www.bda.bg

4.9 Hpeao3supane

[1pH nocTMapKeTHHIOBHS ONMMT NPERO3HPAHETO ¢ BeHNa(akCHH ce choOINaBa INIaBHO B KOMOMHaUMs ¢
afKOXON H/HNH APYTH JiekapcTBeHH npoayKTH. Haii-uecTo crobaBanuTe CHOHTHA NPH ApeAo3HpaHe
BRKIIOYBAT TAXMKAPAHA, KOMTHYECTBEHH NPOMEHH Ha CB3HAHUETO (BapHpAalLlld OT COMHONICHTHOCT A0
KOMa), MHJIpUa3a, KOHBYJICUA H NoBpbmane. Jpyrn csobimapanu cx0MTHA BKIIOYBAT
efleKTpoKapauorpagcku npoMeHu (Hanp. yas/pkarade Ha QT uHTepBana, OeapeH 00K, yb/DkaBaHe
Ha QRS xomnnekca), BeHTpHKYJIApHa TaxXHKapAKud, OpaaHkapaua, XHIOTOHHA, BEPTHIO H CMEPT.

[TyGnukyBatuTe peTPOCNEKTHBHH MPOYMBaHUA CHOOIABAT, Y€ OPEAO3HPAHETO HA BeH1adaKCHH
MOXKE [a € CBBP3aHO C MOBHIIEH PHCK OT (aTalIcH U3X0 B CpaBHEHHE ¢ HaOMOAABAHOTO NPH
npoAyYKTH Ha SSRI anTHaENpEeCaHTH, HO NO-HUCHK OT TO3H 33 TPULIMKIHYHHTE AaHTHACIIPCCAHTH.
EnvuaeMHONOTHYHHATE NPOYYBAHKUS ITOKa3BaT, Y€ JICKYBaHHTE ¢ BeH/1a(pakCHH MAalHEHTH HMAT MoBe4e
PUCKOBH (JaKTOPH 3a CYHLHAHO NOBEAeHHe, OTKOIKOTO nateHTHTe Ha SSRI. He ¢ scHO 10 kakBa
CTENEH HaXOAKaTa 32 MOBHILIEH PUCK OT (aTaleH U3XoA MOXKe Ja Obae APHITHCaHA Ha TOKCHYHOCTTA
Ha BeHIa(aKCHH MPH NPE03UPaHE B CPABHEHHE ¢ HAKOM XapaKTepHCTHKH HA MALMEHTUTE, NTEKyBaHH
¢ seHnadakcuH. [Ipeckpunipure 3a BennadakcuH Tpadea C€ HIMKUCBAT B HAH-MAIKOTO KOJIUYECTBO OT
NEeKapCTBEHUA NPOAYKT, OTTOBApALLIO Ha 200pOTO NevyeHHe Ha MALHEHTA, 33 4 C€ NOHHKH PHCKBT OT
Mpeao3HpaHeE.

[IpenopbuBaHo Ne4YeHUE
[Ipenopkusar ce 061K NOARBMKAIUW U CUMITOMATHYHNA MEPKH, KATO TPAOBA Aa ce npocaeaasar

CBHPACYHHA PHTHM H XKH3HEHHUTE OKa3aTeNH, AKO UMa PHCK OT acHpallii, He ¢¢ IPerophpyiBa

HHAYLHpPaHe Ha NMOBpEiaHe. CTOMAIHATA MPOMHBKA MOXE /1A € MOKA3aHa, aKO C€ U3BBPIIH CKOpO
CNEA [MOTNBIAHETO HIH NPH CHMIITOMATHYHH DalMeHTH, 1IpunoxkeHneTo Ha aKTHBEH BBIICH MOXKe
CRILO 43 orpaHH4IH abcopOIMATA HAa aKTHBHOTO BellecTBO. Manko BepoATHO € popCHpaHaTa AHYpe3a,
AuanulaTa, xemonepdysusra u oOMEHHOTO KpbBONpenxeake na Gvaat oT nonsa, He ca n3BecTHn... .
HHKaKBH CNCUM(PUIHNA AHTHIOTH 3a BCHIAa(aKCHH. o

5. DAPMAKOJIOIMYHH CBOUCTBA
5.1 ®apMaKkoaHHAMHYHH CBOCTBA




dapmakoTepanesTHuna rpyna: Qpyru aarugenpecanth - ATC kon: NO6A X16

MexaHH3bM Ha JeHCTBUE
CuyTa ce, Ue MEXaHK3MBT Ha AHTHIAENPECAHTHOTO AckcTBYE HA BeHIaakCHH IIPH XOpa € CBbp3aH €

MOTEHIHPAHETO HA HEBPOTPAHCMHTEPHA AKTHBHOCT B LIEHTPA/IHATA HEPBHA CHCTEMA,
[TpeAKNTHHHYHHMTE NPOYYBaHHA MOKA3BAT, Ye BeHJad)akKCHH M TIaBHUAT My MeTabomur O-
nesMeTHiBeHnagpakcHH (OJIB) ca nHXHOHUTOPH Ha OOPATHOTO 3aXBanlaHe HA CCPOTOHWHA H
HopaapeHanuHa. Bernadakcu chino HHxuGHpa cnabo JOMaMHHOBOTO 3axBallaHe. Bennagakcut u
HErOBMAT AKTHBEH META00IMT NOHWKABAT P-aApeHeprHUHHTE OTTOBOPH KaKTO MPH OCTPO (€ AMHHYHA
[032), TaKa U MpH XpOHHYHO npuaoxenue. Bennagakcux u O/IB ca MHOro ¢xoaHH 110 OTHOLIEHHE Ha
TAXHOTO [ANOCTHO AeHCTBHE BHPXY 00pAaTHOTO 3aXBalaHe Ha HEBPOTPAHCMHTEPH H CBBP3BAHETO
KbM PELICITTOPH.

BennadakcuH Ha NpaKTHKA HAMA HHKAKHB apHHHTET in Vifro KbM MyCKapHHOBHTE, XOJIHHEPTHIHHTC,
Hi-xHcTaMMHEPrHYHHTE HIH aJpEHEPTHYHATE PELCNTOPH OT MO3BK Ha NAbX. PapMaKoIOrHYHOTO
ACHCTBHE BBPXY TE3H PELIEITOPH MOKE 4 € CBBP3aHO C pa3MuHH HEXENIAHH PEaKLHH, Ha0MmojaBanH
NpH APYTH aHTHAENPECAHTHH JIEKAPCTBEHH NPOAYKTH, KATO aHTHXOJTHHEPTUYHH, CEAATHBHU H
ChpACYHO-CBHAOBH HEXKENAHH pPeaKkLHH.

Bennadakcdn He NpUTEXKAaBa HHXHOHTOPHO ASHCTBHE BEPXY MOHOaMHUHOOKcHAa3aTa (MAQ).

In vitro Ipoy4BaHHATA TIOKA3BAT, ue BeHNadakCHH Ha NPAKTHKA He MPUTEKABa HHKAKbB apHHATET
KbM ONMHMATHH H GeH30IHa3eNMHHOBH PELCITTOPH.

KnyHHYHa EQbHKaCHOCT H 6e301acHOCT

[oneMu NeNpecUBHH SMH30AM
E¢uxacHoctTa Ha BeHnadakcHH ¢ He3abaBHO 0cBOOOKNaBAHE KATO NEUSHUE HA FOJIEMH ACNPECHBHU

enu30/4 € AOKA3aHa [PH NeT PaHJAOMHIHPAHH, ABOHHO-CIIENH, MNanedo KOHTPOIHPaHH,
KpPaTKOCPOYHH MPOYYBAHHA C POABILKHTENHOCT OT 4 70 6 ceAMMIM 3a No3H A0 375 mg/aeH.
EdukacHocTTa Ha BeHIapaKCHH ¢ YABLJDKEHO 0cBoO0KAaBaHe KAaTO JICYCHHE HA MOJIEMH NENIpECHBHH
ENU30[H € YCTAHOBEHA MNpH AB¢ rutaeto KOHTPONHPaHH KPATKOCPOUHH Npoy4BaHHA C
MPOABDKHTENHOCT OT 8 ¢ 12 ceAMHIM, KOHTO BKJIFOYBAT 00XBaT Ha lo3HTe oT 75 2o 225 mg/nen.
Ipu eaHO DO-ABATOCPOUHO NMpoyUuBaHe aMOYIATOPHHUTE BE3PACTHH NMALHEHTH, KOUTO Ca CC NOBAUANH
No BPEME Ha eAHO §-CEAMHYHO OTKPUTO NPOyUBaHe HA BeHNadakcHH ¢ YABIBKEHO 0cBO0OXKNaBaHe
(75, 150 win 225 mg), ca paHAOMH3HPAHH A3 MPOAB/DKAT CBOATA J03a BeHNa(aKCHH ¢ YABLKCHO
oceo0OKIaBaHe HIIH HA NNanedo 3a MAKCUMYM 26 cenMuUIM HabutioeHHe 32 peLUIHB.

IIpH eaxo BTOPO MO-ABITOCPOUHO NpoyyRaHe e)HKACHOCTTA HA BEHIA(AKCHH 32 NPEBEHIHA Ha
PELMAMBHPALIN AEPECHBHH €NH30/H 3a 12-MeceueH nepuol € yCTaHOBESHA NMPH eHO mauebo
KOHTPOAMPaHO, JBOHHO-CIANO KIHHMYHO H3MUTBaHEe NPH BB3pacTHH aMOyIaTOPHH DALHEHTH ¢
pELHAMBHPALLH FOMIEMH JIENPECHBHH €MH3O0AH, KOUTO ¢4 Ce MOBJIMATH OT JICYCHUE ¢ BeHnadakcuH
(100 no 200 mg/meH, no cxeMa ¢ npHeM ABA ITTH Ha AEH) HA NOC/ICAHUA €MH30/ Ha ACTIPECH.

[enepalau3Hpaso TPEBOXKHO Pa3cTPONUCTBO
EpuKacHOCTTa Ha BeHIa(paKCHH KANCYNH ¢ YAB/DKEHO 0CROOOXKAABAHE KaTo JleYeH e 3a

reHepaTH3HpaHO TPeBOXKHO pascTpoiicTso (I'TP) e ycTanoseHa npH ABe 8-ceIMHYHH, myane6o
KOHTPONMPAHK Npoy4BaHus ¢ dMkcHpaHH A03H (75 no 225 mg/aeH), eaHo 6-MeceyHo, mianedo
KOHTPONMPAHO Npoyusane ¢ Gukcupanu 103u (75 10 225 mg/nex) 1 eaHo 6-mecedro, mnauedo
KOHTPOJIMPAHO MPOyUYBaHe ¢ NMpoMaHa Ha gozute (37,5, 75 u 150 mg/nen) npu BL3pacTHH
aMGYNaTOPHH naLpeHTH. BENpexd ue MMa ChILO AOKA3ATENCTBA 33 MPESAMMCTBOTO Ha 103aTa 01 37,5
mg/AeH npea nuaueGo, T4 HE € TOJIKOBa MOCTOSHHO ePEKTHBHA KAKTO I0-BUCOKHTE A03H.

CouMallHO TPEBOXKHO PAa3CTPOHCTBO
EdHracHOCTTa Ha BeHIahaKCHH KATICY/TH C YAB/DKEHO 0CBOOOXKIaBaHEe KaTO JICYCHUE 33 COLMATHO,

_.-_--‘-"'h.

TPEBOXHO PazCTPOUCTBO € YCTAaHOBEHA NPH YETHPH JBOHHO-CIICTIH, NapaeHo rPYIoBH,
CeIMHYHH, MHOTOLICHTPOBH, MaLleGo KOHTPOSHPAHU MPOyYBAHHA C [IPOMAHA HA R03ATY,
ABOMHO-CIIANO, Mapaie/THOrPYNoBo, 6-MeCe4Ho, 1aLebo KOHTPONHPAHO, MPOYUBAHE ¢,

(uKCHpaHW/IPOMEHNTHBH 103K NpH aMOyNaTOPHH BH3PACTHH NALMEHTH. ITaiicHTHTE nq-h Al
SR S



N03H B rpaHuiiMTe oT 75 10 225 mg/new. JInncear aAokazaTencTsa 3a NO-rojMa eQPEKTHBHOCT NPH
rpynata ot 150 o 225 mg/AeH B cpaBHEHHE C rpynaTta Ha 75 mg/neH npH 6-Mece4HOTO NpoyYBaHe,

[Nanu4ecko pa3cTpolicTRO
E¢ukacrocTTa Ha BeHnadakCHH KancyiaH ¢ YABDKEHO 0CBOOOXKAaBaHE KATO IEUE€HHE 32 NaHHIECKO

pascTPOLCTBO € YCTaHOBEHA MPHU JBe ABOHHO-cNenH, 12-ceAMUMHN, MHOTOUESHTPORK, M1aLed0
KOHTPONMPAHH NMPOYUBAHHA MPH BH3pacTHH aMOYNaTOPHH MALIMEHTH ¢ MAHHYECKO Pa3CTPOHCTBO €
wnH 6e3 aropado6us. HauanHara 103a npy NpoyuBaHUATA C NaHHYECKO pascTpoiicTso ¢ 37,5 mg/aeH
3a 7 auH. Clien ToBa NaUMEHTHTE NoNy4aBaT GUKCHpaHH 103H oT 75 unu 150 mg/aeH npy eaHo
npoyuBaHe u 75 win 225 mg/aeH npu ApyroTo npoy4YBaHe.

EQMKaCHOCTTA € YCTAHOBEHA ChILO NPH IHO ABATOCPOHHO, ABOHHO-CIIAMO, Miale60 KOHTPOIHPaHO,
NapajeNHOTPYHOBO NMPOYUBaHe Ha IBATOCPOMHHTE 6€30MacHOCT, €PHKACHOCT H NPEBCHLMA HA
PELMAKBHTE MPH Bb3pacTHHA aMOYRATOPHH NAaLMEHTH, KOUTO €A C€ MOBAHAIH OT OTKPHTOTO JICUCHHC.
IMauyeHTHTE NPOAB/DKABAT Ja MOAYYABAT CHIATA A03a OT BEHIADAKCHH ¢ YABIDKEHO
ocBoGOXKAaBaHe, KOATO ca MPHE/H B kpad Ha oTkpuTaTa dasa (75, 150 unn 225 mg).

5.2 PapMaKkOKHHETHYHH CBONHCTBA

BennadakchH ce MeTaGoIH3Hpa B TOJAMA CTENeH OCHOBHO 0 aKTHBHHA MeTabonut O-
nesmerunpernadakcuu (OAB). Cpeaunar + CO nnasmeH NonykuBoT Ha Bennahakcui v OJIB e
cboTBETHO 522 yaca 11 1112 yaca. PaBHOBECHHTE KOHLEHTpALMK Ha BeHladakcHH u OB ce
NOCTHraT B PAMKHTE Ha 3 AHM OT NepopallHa Tepanusa ¢ MHOTOKpaTHO npunoxkeHue. Bennagakcut u
OJIB nokaseaT JHHEIHA KMHETHKa HaJ n030Bus obxear or 75 mg no 450 mg/neH.

AGcopbina
TTore 92% ot sennadakcun ce abcopbupar cnen eaMHAYHA TIEPOPaNHA 1032 OT BEHIAQaKCHH ¢

HesaGaBHO ocBoboxasaHe. AbcomoTHara 6HoHanuuHocT € 40% a0 45% nopaaH NpecHCTEMHHA
metabonnaem. Crien npuiokeHue Ha Bertadakchl ¢ He3abarHo 0CBOGOXKAaBaAHE MUKOBHTE MIA3MEHU
KOHLCHTpaIiy Ha BeHnadakcuH 1 OJ[B HacTenBaT 3a CrOTBETHO 2 H 3 yaca. el MPpHIIOKEHHETO Ha
BeHNahaKCHH KalCyJiH ¢ YAb/DKEHO 0CBODOKAaBaHE MHKOBHTE I1Ia3MEHH KOHLIEHTpaLlHy Ha |
BeHnadakcur 1 OJ[B ce AOCTHraT B paMKHTE Ha CHOTBETHO 5,5 vaca H 9 yaca. Koraro ce npunarar
€THAKBH RHEBHM NO3M oT Bennadakcun, 61Mn0 kato Tabnerka ¢ Hezabaeuo ocrofOKAABAHE WK
Kancya ¢ YIk/DKEHO 0cBoOOKaaBaHe, KaNcynara ¢ yAb/KEHO OCBOOOKAaBaHE OCHIYpABa M0-HHUCKA
CKOpOCT Ha aGcopOims, HO chiliaTa cTeneH Ha aGcopluma B cpaBHeHMe ¢ TaGneTkara ¢ HesabasHO
ocrobokAaBane, X paHaTa He NOBIHABA GHOHANMYHOCTTA Ha BeHnadakcud H O/IB.

PasnpenenexHue
Bennadakcun 1 OJIB B TepaneBTHYHH KOHLCHTPAUHH C€ CBBP3BAT B MHHHMAJTHA CTEMCH C

YOBEHIKHTE [U1a3MeHH 6entsim (croTBeTHO 27% M 30%). O0eMBT Ha pasnpeAencHHUE Ha
peHnadakCHH B paBHOBECHO cherostaue € 4,4+1,6 L/kg cnefl HHTpaBeHO3HO NPHIIOKESHHE.

buorpanchopMa

Bennadakcht nperspnaBa 3HAUHTENHO MeTabonH3Hpate B YepHus apob. In vitro u in vivo
NpOyYBAHKHATA MMOKA3BAT, Ue¢ BeHnadakcuH nperbpngasa SuoTpadchopmaliig 10 HETOBHA TJIaBCH
akTupeH Metabomut OJIB ot CYP2D6. In vitro  in vivo mpoy4BaHHATa MOKAa3BaT, Y€ BeHIadaKCHH
ce MeTaGonM3upa 10 BTOPOCTENEHEH MO-MAIKO aKTHBeH MeTabouT N-ae3MeTHIBeHNa(aKCHH OT
CYP3A4. In vitro W in vivo NIpOy4BaHHATA NIOKA3BAT, Ye BeHNa(akcHH e cnab HHXHOMTOp Ha
CYP2Dé6. Bennadakcun He uaxubupa CYP1A2, CYP2C9 i CYP3A4.

EnuMuHHMpaHe
BennadakcHH H HeroBHTE METaOOIHTH ¢¢ EKCKPETHPAT OCHOBHO Npe3 6ubpeunTe. IIpubausuTenHo

87% ot 103aTa Ha BeHna(GaKCHH ce OTAEN ¢ YPHHATA B paMKHTE Ha 48 Haca KaTo HEMPOMEHEH -~
pernadakcu (5%), nekomorupan OJIB (29%), komtorupas OJIB (26%) wi ApyTHd BED
HeaKTHBHH MeTabomutn (27%). Cpennuar + CO nnasMeH KITHPBHC B PABHOBECHO CT
sermadakcHi ¥ OJIB e chotBeTHO 1,3+0,6 b/uac/kg u 0,4+0,2 b/uyac/kg. i




CrneuManHu rpynu
Bwvapacm u non
BB3pacTTa H nONET HA MALMEHTHTE HEe NOBIUABAT 3HAYMMO (PAPMAKOKMHETHKATA HA BEHIadaKCHH 1

O/iB.

CYP2D6 excmenzusnu/nowu memabonuiamopu

IInasMeHMTe KOHLIEHTpaLMH Ha BeHnadakcuH ca no-srcokH rpH CYP2D6 nowm merabonuzatops,
OTKOJIKOTO TMPH €KCTEHIUBHUTE MeTabonn3aTopH. Thii karo obuara excnosuuug (AUC) Ha
BeHnadakcud H OJIB e cxoaHa npu NOWH H eKCTeHIHBHUA MeTabonu3aTopy, HAMa HEOOXOMMOCT OT
PazHMHH JO30BH CXEMM 33 TS3H ABE rpynu.

Heprodpobro yspesicoane

[Tpu nammentu ¢ Child-Pugh xnac A (mexo ueproapobro yspexaane) u Child-Pugh knac B (yMepeto
YEepHOAPOOHO YBpEKAAHE ) MOAYKHBOTHT Ha BeHnadakcud 1 OJIB e yaAb/KeH B CpaBHEHHE C
HOpManHH M. [lepopanHHST KIMPBHC KakTo Ha BeHiadakcHH, Taka H Ha OJ]B ¢ HamaneH.
OT1kpHBa ce roisMa CTENEH HA BApHAOHIHOCT MEXKAY OTACNHUTE HHAWBHAK. IMa orpaHHYCHN JaHHH
[PH MALUEHTH ¢ TEXKKO YepHOAPOOHO YBpekAaHe (BA. Touka 4.2).

Bvbpeuno yaspeoxoane

[Tpu KUaNH3HK NALHEHTH eAMMHAHALIMOHHHMAT MOYXHROT Ha BeHNnadakcHH e yas/pkeH ¢ okono 180%,
a KITHPBHCET € IIOHWKEH ¢ 0K010 57% B CpaBHEHHE ¢ HOPMAJTHH JIHLIA, JOKATO €HMUHALHOHHUAT
noxyxusoT Ha OJIB e yawsmkeH ¢ okoso 142%, a KIHPBHCHT - IOHHKEH ¢ 0kono 56%. Heobxomumu
Ca KOPEKIMH Ha J03aTa NPH MALUEHTH ¢ TEKKO OE0peuHo yBpeKaaHe M MPH NALHCHTH, H2 KOUTO Ce
Hajlara xeMoauanusa (Bx. Touka 4.2).

5.3 llpexxnurnynn Jannn 3a Ge3onacHOCT

[IpoyuranuaTa ¢ BeHadhakCHH MPH IIbXOBE H MHIIKH HE MOKA3BAT ZAHHH 33 KApUHHOTEHHOCT.
BernadakcuH He e MyTareHeH npH WHPoK Habop ot in vitro u in vivo Hicneasasns.

[IpoyuBanusaTa 32 peNpORYKTHRHA TOKCHYHOCT [IPH JKMBOTHH 1IOKA3BAT NOHIDKEHO TEM0 Ha
HOBOPOAEHHUTE NPH IUTHXORE, TIOBHILEHHE Ha HECTOTaTa Ha MbPTBOPOACHH H [MOBHUIICHA CMBPTHOCT
cpell HOBOPOAEHHTE Npe3 MBPBUTE 5 AHK OT KbpMeHETO. [TpHyHHaTa 3a Te3H CMBPTHH CITyYaH He e
u3BecTHa. Tesun edexTH HacTeneaT npu 30 mg/kg/aeH, koeTo ¢ 4 MBTH MOBEYE OT JHEBHATA 4032 NPH
xopa ot 375 mg sennadakcuH (Ha ocHosa mg/kg). Hosara Ge3 edekt 3a Te3u HAXOAKH € 1,3 mbTH No-
BHCOKA OT Zjo3arta 3a Xopa. [ToTeHILMaNHUAT pHCK NPH X0pa He © H3BECTEH.

HabmomaBa ce noHmkeH (pepTHRMTET NpH €IHO NPOYYBaHe, MPH KOETO KAKTO MBKKH, TaKa H XKEHCKH
urbxoBe ca Gunu excriozupand Ha OJIB. Tasu excniosuuus € 6wna npubausurenyo 1 A0 2 mbTH
MOBUCOKA OT J03aTa Ha BeHadakCHH MpH Xopa oT 375 mg/aecH. 3Ha4CHHUETO Ha Ta3H HAXO[Ka NpH
XOpa HE € U3BECTHO.

6. PAPMAIIEBTHYHH JAHHU

6.1 Cniebk HA NOMOLWIHATE BEIlECTBA
ChALpXKaHHe Ha KancynaTa (BCHYKH KOHLIGHTPALHH):
Muxpoxpucranna uenynosa (E460)

IMorunoH

Tank (E553b)

CwinlMeB qHOKCUI, KoltlouaeH 6espoaeH (E551)
Marnesuee creapar (E572)

Kanaue Ha kancynara (75 mg):
XKenatue

Turanos auoxkcua (E171)
Yepen xeneszeH oxkcua (E172)
YepeH xenesen oxkcna (E172)

Tano Ha kancynara (75 mg):




Kenatuu

Tutanoe quokcun (E171)

Yeped xeneseH okcug (E172)

Yepeen xenezeH okcua (E172)

Uepsero MacTHIO (CHCTAB HIEIAK, MPONHAEH DIMKO/, KOHUSHTPHPaH aMOHHEB Pa3TBOp H YepBeH
KeJIC36H OKCHA)

3a kancynu 150 mg:

Kanadye Ha Karicy.Jiara:
Bpunaurao cuueo FCF (E133)
Anypa uepseHo (E129)
CwHceT xwpiaT0 FCF (E110)
Turanos auwoxcun (E171)
Kenarun

Tano Ha kancynara:

bpunsuTHO cnnbo FCF (E133)

Anypa dyepseHo (E129)

Crohcer xbaro FCF (E110)

Turanor avoxeua (E171)

XKenarun

bano Mactuno ( cheTas: WENNAK, NPOMUIEHITHKOM, KOHUSHTPHPAH AMOHHEB pa3TBOP H HHAUTO
xkapMuH (E132))

6.2 HechBMECTHMOCTH
Henpunosxkumo

6.3 Cpok na rogHocr
3 rogunm.

6.4 Coenua/IHH yCIOBHA HA ChXPaHEeHHE
He ce M3MCKBAT CNIeLHANHN YCIIOBUA HA CHXPAHEHHE.

6.5 Bux H chAbpKAHHE HA ONAKOBKATA
Tudaxcun EC TIN EM 75 mg: onakoskH ot 7,10, 14, 20, 28, 30, 50, 56, 60, 98, 100, 105 » 120

KaTiCYJH ¢ YABKeHO OcBoGoxkAaBaHe, onakoanu B 6mucrepu oT PVC/Aclar/AL unn PVC/PVAC
OnmHCTEpH.

Tudaxcun EC ITN EM 150 mg: onakoskH ot 7, 10, 14, 20, 28, 30, 50, 56, 98, 100, 105 u 120
KancylM ¢ yIbKeHo ocBoboxkaaraHe, onakoBanu B 6nuctepd ot PVC/Aclar/AL wnu PVC/PVAC
GnucTepu.

He BCHUKH BUAOBE ONaKOBKH MOTAT Ja 6bAaT MycHaTH B mpoaaxkoa.

6.6 CnenHa/THH NpeANa3HA MEPKH HpPH A3XBLJIAHE
Hsama cieuuaiHi H3HCKBAHUA,

7. MIPUTEXATEJI HAPASPEHNIEHUETO 3AYHHOTPEBA

STADA Arzneimittel AG
Stadastrasse 2-18
61118 Bad Vilbel

I'epMmanus




8. HOMEP(A) HAPABPEHNIEHHUETO 3AYIIOTPEBA
Tifaxin SPM 75 mg: Perncrpauyonen Ne: 20180035
Tifaxin SPM 150 mg: Peructpauuones Ne: 20180036

9. IATA HAITBPBO PA3SPEIIABAHE/TIOAHOBABAHE HA PASPEHIEHHETO 3A
YIIOTPEDBA

23.02.2018
10. IATA HA AKTYAJIM3UPAHE HA TEKCTA

02/2018




