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1. MME HA JEKAPCTBEHNS IPOXYKT R R

JlarBekCHH 75 mg KaTCyJM ¢ yIh/DKEHO 0CBOOOXIaBaHe, TRBP/IA.
Lanvexin 75 mg prolonged-release capsules, hard

2. KAYECTBEH H KOJHYECTBEH CbCTAB

Besika kancyna ¢ YABDKEHO ocBoboxaaBaHe chbabpxka 84,870 mg seHmaakCHHOB XHIPOXJOPHI,
¢KBUBANEHTHH Ha 75 mg BennagakcHH cBoboHa Oa3a.

TToMOIIIHY BEUIECTBa C H3BECTHO JACHCTBHE

Besika Kancyna ¢ yOsKeHo 0cBoGOXIaBaHe chIspAka Makc. 92,69 mg 3axaposa, 0,0006 mg crAceT
xuaro FCF (E110) u no-Manko ot 1 mmol (23 mg) HaTpuii.

3a IMBJIHAA CTUCHK HA TIOMOIIHKTE BELECTBA BHXKTE TOUKA 6.1

3. JEKAPCTBEHA ®OFPMA
Kancyna ¢ yﬁmeno ocBo0oXgaBade, TBBP/A.

JlanBekcHH 75 mg KancyJjiu ¢ YAbIDKEHO OCBODOXK/|aBaHe, TBBP/IH:
Benu 1o mouTH 6eM Ha IBAT TPanyJid B Karcyia ¢ XbJITO Karave H IMpo3pavyHo TAMO.

4. KJINHUYHH JAHHHA

4.1 TepanerTHYHHA NOKAIAHAA

Jleuenue Ha roneMn AenpecHBHHU €MTH301H.

3a npeBeHINA Ha PEHAAB HA FOJICMH ACNPECHBAN €ITA30IHN.
Jleuense Ha reHepaM3KpaHO TPEBOKHO pa3CTPOHRCTBO.
JledeANe Ha COMUANTHO TPEROXKHO pa3cTPoHCTBO.

JledeHne Ha maHKUECKO pascTpolicTBO CbC UM Oe3 aropadodus.

4.2 [Jo3HpoBKA H HAYHH HA NPHIOKEHHE

03 BKa

'oneMH JenpecHBHHA €MMA30AH
[penopearanara HavarHa JO3HPORKA Ha BeHNadakCHH ¢ YABIDKEHO 0CBoO0XAaBaHe € 75 mg, NaBaHH
BeANDbXK AHeBHO. [TalMeHTHTe, KOHTO HE OTTOBAPAT Ha HA4ANHaTa /032 OT 75 mg/aeH, Moxe a AMaT
10133 OT MOBHIIEHNA HA 1034Ta JI0 MAaKCHMaJTHa J03a oT 375 mg/nen. IlosnmeHnaTa Ha JO3ApOBKATa
MOFAT JIa c€ W3BLPINBAT Ha HATEPRANH OT 2 ceAMHLM MM noseye. [Ipn KinHnYHA HeOOXOQUMOCT
nopagd TeXecTTa Ha CHMITTOMHTE NOBHIUEHHSATA Ha J03aTa MOTaT [1a c€ H3BhPINBAT Ha HO-4ECTH
HHTEPBANH, HO HE MO-KpaTky OT 4 THH.

TTopany prcKa OT HO303aBHCHMHE HEXeJIaHH PeakiliH MOBHIICHHATA Ha J03KTe TpaOBa
M3BbPIIBAT €MHCTBEHO CNE]l KIMHAYHA NpeLieHka (Bxk. Touka 4.4). Tpsadsa aa ce no
HHckaTa edpeKTHBHA J103a.

ManueHTHTE TPAOBa Aa ce NeKyBar 3a JOCTATHYEH NEPHOJ OT BpeME, OOHKHOBEHO HA




Wik noseye. JleweHHeTo TpaOBa Aa npeolcHaBa PeIOBHO 3a BCeKH oTaeneH chyyaid. [To-
ABJITOCPOYHOTO JIEYEHNE MOMKE CBILO /1 € TTOAXOAAIHO 34 MPeBEeHI WS Ha PEUHMANB Ha TOJieMHU
acnipecvenu enusogu (1 JJE). B noeeueto cimyuan npenopruBaHaTa Jgo3a 3a MPeBeHIUA HA peyuIHBa
Ha ['JIE e chllfata KaTo U3mo3BaHaTa o BpeMe Ha HACTOSLINA ETTH30..

AHTHAENPECHBHNTE JIEKAPCTBEHN MPOAYKTH TP#OBa Jia MPOIL/DKAT 3a MOHE [IECT Meceua cnej
PEMHCRSATA.

[ eHepanu3npaHo TPEBOXKHO PA3CTPOHCTBO

lIpenopruBanara HaualiHa 032 32 BeHaadakCeHH ¢ YIbIkeHo ockoboxaaBaHe e 75 mg, AaBaHH
BCIHDBK JHEBHO. 3a NaUNeHTHTE, KOUTO HE OTroBapAT HAa HAYAJIHATA 103a 0T 75 mg/neH, MorarT aa ca
OT MoJ13a IOBHIIICHUS Ha J103aTa 10 MakCcUMalTHa Jo3a oT 225 mg/aeH. [ToBHIIeHUsATA Ha fo3aTa MoTar
Ja ce ITpaBAT pe3 HHTEPBAMM OT 2 HIIH [TOBEYE CeIMHULH,

[Topagy pHCKa OT N0303aRHCHMH HEXeNIAHK PEakiliH, MOBHILEHHSTA Ha J03aTa TpA0Ba 1a ce MpaBaT
CaMo Clej] KITHHHYHA oueHKa (BXK. Touka 4.4). Tpabsa aa ce momobpixa Hal-HUCKaTa ePeKTHBHA A03a.

TawenTuTe TpsabBra 1a ObAAT NEKyBaHA 3a OCTATBUEH NEPUOL 0T BpeMe, 00UKHOBEHO HAKOJIKO
Mecella Wik noBeve. JleuenneTo TpadBa Aa ce mpeolicHsIBa PEOBHO 32 BCEKH OTAENEH CItyyai.

CoumaiHo TPeBOXKHO Pa3cTPOICTBO

HpenoppusanaTa auaina 103a 3a BeHnagakcu ¢ VIbDKeHo ockBoboxknaBaHe € 75 mg, AaBaHH
BC/IHEXK JHEBHO. HAMA HHKAKBH JOKA3ATESICTRA, Ye MTO-BUCOKHUTE JO3H MOTAT Jia JOBEJAT 10
JOITBTHUTENTHA T10J134.

Bwnpekn roBa npy oTACAHY NAUHEHTH, KOHTO He OTTOBApAT Ha HavatuuTe 75 mg/neH, Morar Ja ce
HMaT NpeABUA NOBUILEHHA 10 MaKCAMaIHA 103a oT 225 mg/nen. ITosuilienHsTa na Jo3ata Morar Ja
C€ MIpaBAT Ha UHTEPBATN OT 2 CEAMHUIIH HIH MoBeYe.

[{opann prcka 0T N03033BUCHMH HeXXellaHH PeakUWH NOBUILIEHNATA Ha J03aTa TpAOBa [a ce MPpaBAT
CcaMo cnell KIMHAYHa IpelieHka (Bxk. Touka 4.4), Tpadea ga ce noaaepka Hall-HACKaTa ¢PeKTHBHA
a03a.

IlannenTtuTe TpadBa Ja ce NeKyBAT 32 JOCTATHUEH MEPHOI OT BpeMe, 0OMKHOBEHO 3a HAKOJNKO Mecella
HnY nosede. Jleuenuero TpsabBa Ja ce MpeolieHsBa PeAOBHO 3a BCEKH OTHENEH Clyyaii.

I lanndecko pa3cTpoicTRO

lpenopnusa ce no3ara or 37,5 mg/nen BeHnadakcut ¢ yaumKeHO 0cBOOOKIABAHE 1A CE H3IN0/3BA 32
7 nun. Criesi ToBa JO3MPOBKaTa TpAOBA Aa ce NoBHaBa 10 75 mg/neH. [TalMeaTHTE, KOUTO He
OTroBapsAT HA 103aTa OT 75 mg/neH, MOraT Ja UMaT Ioi3a OT OBHILNEHHS Ha JIo3aTa JO MaKCUMalHa

n03a ot 225 mg/nen. Iopuennara Ha Jo3MPOBKATa MOTaT Jja ce MIpaBAT Ha UHTEPBAIY OT 2 CEAMHIN
NJIH TIOREYe.

H(}pEUIH PHCKa OT A03033aBUCHMH HeXeNMaHH peaKUWK IMTOBUUIEHHUATA HA J03aTa TpﬂﬁBa Ad CC IpaBAT

CAMO CJTENT KIIMHWYHA NTpeteHKa (Bxk. Togka 4.4). Tpsabsa fa ce mojyrspia Hal-anckara epekTHBHa
A03a.

[lauuenturte TpsaGBa na ce neKyBar 3a 4OCTATLUeH NEPHOJ OT BpeMe, 0OHKHOBEHO 3a HAKONKO Mecela
Wy nioeede. JiedeHneTo TpsGBa Aa ce NpeolieHsBa PEAOBHO 3a BCEKH OTIENEH clyyai.

Cmapuecka 8v3pacm
HykakBW CTieumaniy XOpekIun Ha Jjo3aTa Ha BeHnadakcHH HE e CTATAT 33 HEOOXOIMMH B
€amo Ha Bb3pacTTa Ha nauueHTa. Bonpeku Tosa ofave Tpsabea Ja ce moaxoxkaa npeanas
JIEYEHHETO Ha XOpa B CTapuecka Bh3pacT (Hallp. Nopaan BbIMOKHOCTTa 3a OBOpeuHa
W MOTEHLIHATHUTE TIPOMEHH B Uy BCTBHTETHOCTTA U admnu'rem KBM HEBPOTpPaHCMHTE
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dda ce HpOCHEﬂHBﬂT BHHMATCTHO, KOTATO €€ HANAra NoBHLICHNE Ha J03aT4a.



Heouampuyna nonyaayus

Bennadakcun He ce nipenopb4ea 3a ynorpeda NpH Jeka WU FOHOLIN.

KoHTponnpanuTe KIMHAYHH IPOYYBAHHS NIPH Jella H IOHOUIH ¢ TOJISAMO JEMPECHBHO pa3CTPOiCTBO HE
1OKa3BaT HUKAKBa €(PUKACHOCT ¥ He NOAKPenAT yHnoTpedara Ha BeHadakKCHH [IPH TE3H NALMEeHTH
(Bx. ToukH 4.4 1 4.8).

He ca ycTaHoBEHH e(hMKACHOCTTA WM 0€30IIaCHOCTTA Ha BeHNa(haKCHH 33 OCTAHANTATE MTOKA3aHHS TIPH
Jleua U IOHOLIM Ha BE3pacT nox 18 roquum.

Heproopobro vepescoatie

IpH nauweHTHTE € KO 10 YMEpPeHO YepHOaApOOHO yBpekaaHe 10 MPaBHio TPIOBa J1a ce IMa
npeasua S0% NoHHXeHNE Ha JJo3aTa. Brnpeky Tosa obaye mopaxy BapuabHAHOCTTA B KIIHPBHCA
MEXTY OTOETTHHTE HHIWBH/H, MOXKE [a € XKeNaTeTHO J1a ¢€ WHINBHIYATH3Hpa JO3HPOBKATA.

HMMa orpanvyen JaHHY IIPH NALMEHTH C TEXKO YepHOApoGHo yapexaHe. [Ipenoprusa ce
MpeanasnuBOCT U TPAOBaA Jja ce MMa MPe/IBH]L NOHW:KaBaKe Ha Jo3ara ¢ noseue oT 50%. TpaOBa 1a ce
Ipeneny NOTEHUHWAIIHATA [T0/13a CIIPIMO PHCKA MPH fISYEHHETO HA NAIIMECHTH C TEXKO YepHOAPOOHO

yBpeXKJaHe.

Bvbpeuno vepesxcdane

Benpeky ye He € HeoOXoqMMa HUKaKBa MPOMSAHA B JO3MPOBKATA 3a MALMEHTH ChC CTENEH Ha
riomepynua gpunrpanus (CI'd) mexay 30-70 ml/min, npenopbuBa ce NORMLIEHO BHAMAHMUE. 3a
MAOMUEHTHTE, IPH KOUTO C€ HAJTAra XeMO/IHalIN3a, U NPH MalMeHTHTE ¢ TekKKO 6b0peuHo YBpeKIaHe
(CI'® <30 ml/min), no3arta Tpsa6Ba Aa ce noruxkw ¢ 50%. IMopaau MHIWBUIyalTHATA BapHabMTHOCT B
KITHPBHCA TIPDH TE3HM NALMEHTH MOJKE 12 € XKEJIATETHO A CE MHAWBHAYATU3Hpa JO3HPOBKATA.

Cumnmomu va omuemarie, HaAbMOOABAHYU NPU CHUDANE HA GEHIAPAKCUH

Tps0Ba na ce n3bsrea BHe3anHoTo cinpane. Korato ce criupa neyeHneTo ¢ BeHsladakchH, 03aTa
TpA0Ba Jia ce TIOHWKaBa MOCTENeHHO 3a IIEPHO OT TIOHE eHa JIO B CEAMUIH, 3a Ja C& TTOHHKH
PHCKDBT OT PCAKUMH Ha OTHEMaHE (BK. TOUKU 4.4 1 4.8). AKO BB3HUKHAT HETTOHOCHMH CHMIITOMH Clie]]
MOHMXKaBAHE Ha A03ata WIIH NMpH CIIHpaHE Ha eYEHHUETO, TOTARA J]a C&€ HMa TpeBHI Bh300HOBABAHE
Ha TIpeIMHCcanaTa npedH Tora fo3la. Crnel ToBa JeKapsiT MOXe Ja TTPOIBIKH Ja TIOHWIKABA J03aTa, HO
MTO-NOCTENEHHO.

Ha4wn Ha OpuioxeHne

llepopanao npHiIoKeHHE.

lIpenopwuBa ce BeHnadakCHH karicynu ¢ yIbIKeHO 0cBODOKIaBate Aa Ce npHeMar ¢ XpaHa
NPHOIH3MTENHO TIO €ZIHO H ChLIO Bpeme BeekH e, Kancymure TpAORA 13 ¢C MOTABINAT I  C
TEUHOCT U He TPAOBA jia ce pazAenaT, CMAaYKBaT, KBBYAT HITH Pa3TBAPAT.

IHauenTaTe, TIeKYBaHH C BEHIalakCHH TabNeTKH ¢ He3abaBHO 0CcBOOOKAaBaHE, MOTAT 1@ PEMHHAT
Ha BEHNA(aKCHH Kancylld ¢ yAb/KEHO OCBODOKAaBAHEe, HA Hall-GIN3KATa eKBHBAICHTHA HEBHA
Ao3#poBka. HanpuMep BeHnadaxcun tabnetky ¢ HezabasHO ocBoGOXIaBane 37,5 mg JBa ITbTH
AHCBHO MOTAT []a €€ 3aMEHAT ¢ BeHJTAaKCHH KarcyNH ¢ YIBIKEHO 0cBobokIaBane 75 mg BeIHBX
AHeBHO. Moxke f1a ca HeoOXonquMU UHAMBHTYaNHY KOPEKLIMH B NO3UPOBKATA.

BennagakcHH Kancyny ¢ yabipkeHo ocBoO0KAaBAHE ChIbpIKAT MHKpoc(epy, KOUTO ocBODOXKOaBAT
€KapCTBOTO HABHO B XPAHOCMHMATENHNS TpakT. HepasTRopuMaTta 9acT oT Te3n MUKpocdepH ce
CIIMMHHAPA W MOXE JIa CE OTKPHE BHB derieca.

4.3 lipoTtuBonokazanns

¢ CBpPBXYYBCTBHTENHOCT KbM aKTHBHOTO BELIECTRO MITH KBM HAKOE OT TIOM
U30poeHU B ToUKa 6. 1.




e (ChBIBTCTBALIO JICUEHHE C HeoOpaTHMH HHXHOUTOPH Ha MOHOaMUHookcHaazata (MAOH) e
[TIPOTHBOTIOKA3AHO MIOPaIH PHCKA OT CEPOTOHWHOB CHHPOM CBC CHMITTOMH KATO
AKUTHPAHOCT, TPEMOP H XUTEPTEPMHSL.

Bennadakcyn ne TpaGea a ce 3anousa 3a none 14 NHY citel crMpaHe Ha JeUeHHETO C
Heobpatum MAOH,

* Bennadakxcuu TpsGra ga ce crpe 3a noHe 7 JHM [Ipedy 3alouBaHe Ha JICUEHHUE ¢ HEODpaTUM
MAOH (Bx. Touku 4.4 n 4.5).

4.4 CpenmanHy Npexynpexaenns H npeANa3Hy MEPKH IIpH yrioTpeda

[ Ipenoznpane

[TaunenTure TpsadBa fa ObIAT CLBETBAHM 1A HE yIoTpeGaBaT ankoxos, npeaBu;] HETOBOTO
Bb3cHCTBHE BupXY [JHC 1 BeposTHOCTTA OT KIMHMYHO BROINABAHE HA NCUXHYHOTO ChCTOAHUE KAKTO
H BCPOATHOCTTa 3a HCIKETAaHU B3aWMO/IeHCTBHS ¢ BeHIaakCHH, BKIFOYHUTENHO e(eKTH Ha MOTHCKaHe
Ha HHC (Touka 4.5). Croburasa ce 3a npenosnpane ¢ seniabakcHH NpeJuMHO B KOMOHHAIIHS ¢
ANKOXON W/HITH APYTH JEKapCTBEHN MPOAYKTH, BKIIOUATETHO CIyHaH ¢ JleTaleH WiXos (Touka 4.9).

B peuentute BeHnadakcuH TpsiGBa ce M3NACBA B HAH-MANKOTO KOJIHYECTBO, KOETO € ChIIOCTABHMO C
MNPpaBHTHOTO JICUCHUE Ha IMALIEHTA, 3a JIa C€ HAMaJIW PUCKBT OT nipeJo3npaHde (BHXKTe 4.9).

CYURUIHH ONUTH/CYUUMAHH MUCIH UK BJIOMIABAHE HA KIMHHIHOTO ChCTOSHHE

HlenpecuaTa e cBEp3aHa C MOBHILEH PHCK 33 CYMIMAHN MHUCITH, CAMOHADAHSBAHE H CYHLHIHH OTHTH
(cynumann cbnuTUa). To3u pucK nepcHcTHpa 10 HAaCTBIIBAHETO HA 3HAYMMA pemucud. ToH Kato
OXOOPEHHETO MOXE Ja He HACTBITH IIpe3 MLPBHTE HAKOIKO CEMULM MITH [IOBEYE OT EYEHHETO,
MALHEHTHTE TPAOBA 1A ce IPOCIEABAT BHUMATETHO JI0 HACTBIIBAHETO HA TaKOBa MOJOOpEHHe.
OOuyalfHuMAT KIMHHYEH OITHT MOKA3RA, be PHCKBT OT CAaMOYOHHCTBO MOXKE [a Ce MOBHIIN B paHHHTE
€TarH OT Bb3CTAHOBSIBAHETO.

JIpyruTe NCHXNaTPHYHY CHCTOSHHS, 33 KOHTO ce npeanucBa Bennadgakcut, MOraT CblIo Ja ca
CBEBP3AHM C MTOBHIICH PHCK OT CYHIIHAHN ¢bOMTHS. (OCBEH TOBA TE3M CHCTOSHHWA MOTAT a ca
KOMOPOHIIHH Ha TOJIAMOTO JENPECHBHO Pa3CTPOHCTBO. ChUINTE NPeNa3HA MEPKH, ChOMIOJABAHY MPH
JICHCHHCTO Ha NAIHEHTH € rONAMO JIENPECUBHO pa3CTPOHCTBO, ClleOBaTeNIHO TpAOBA Aa ce
CBONIOAARAT, KOTATO C& JIEKYBAT MALMEHTH C APYTH NCMXHATPAMHN Pa3CTpoiCTRA.

32 NalHeHTHTE C aHAMHE3a 3a CYHLMANA ChONTHS HTH MOKA3BANIHTE 3HATHTEIHA CTENEH Ha CYHIINHA
HACALKA MPE/K 3aTI0YBAHE Ha JISCUEHNETO € W3BECTHO, 4e ¢a ¢ M0-FOJIAM PHCK 33 CYHLIMAHN MUCTN MITH
CYNUMIIHY ONIUTH H TPsA0Ba 12 GbAAT npocleasiBaH BHHMATENHO 110 BpeMe Ha JeueHHeTo. Equn
MCTAaHATH3 Ha I1alebo KOHTPONMMpaHnTe KITHHUYHE NPOYYBAHHA Ha aHTHICHpecaHTH ITpH BB3pacTHU
HALNCHTH € ICUXHATPUYHK PA3CTPOHCTBA MOKa3Ba NOBHILEH PHCK OT CYWLHIHO TIOBEJICHHE [IPH
JICHCHHAE C aHTHACMPECAHTH B CPABHEHHE ¢ (1ale00 MPH MAUHEHTH Ha Bb3pacT 1Mo 25 TOJMHH.

JlexapcTBenara Tepanus TpsiGBa Aa ce ChIIBTCTBA OT BHUMATEIHO MpocneasBale Ha NalMeHTHTE U
OCODEHO Ha Te3H € BHCOK PUCK CREUHMANHO B PAHHHUTE €TANM Ha JEUCHUETO H ClIel TIPOMSIHA Ha 03aTa.
[launenTute (n okaspaiunTe rpmxu Ha nauueHTHTe) TpsAOBa Aa ObAAT npeqynpeacHH 3a HyKhara oT
NPOC/ICIABaHE 32 €BCHTYAIHO KIIHHWYHO BJOIIABaHE, CYHIIHIHO MOBEOEHNUE WITH MACITH U HEOOHUANHN

IIPOMCHH B TIOBEICHUETO, i TpI0Ba HezabaBHO 2 MOTHPCAT MEQHIMHCKH CHBET, KO Ca HATHUHH TE3H
CHMITTOMH.

LleaMaTpUyHa nonyiatms

JlaneexcuH He Tpsa6Ba 1a ce H3MON3RA NpPH NeUCHHE Ha JCLa H IOHOIIM Ha BL3pacT nmox 18 rogunm.
CYWLHIHOTO noBeenue (CYHLIHAHH OMHTH 1 CYMLHAHW MUCITH) ¥ BpaxJeGHOCT (CI1aBHO arp
OHOSHIHOHHO MTOBEIEHNE W THAR) e HAOMOJaBa N0-YeCTO NMPU KITUHHIHHTE npquBaHH : Wﬂb 2
TOHOLLH, NEKYBaHH ¢ RHTHACTIPECAHTH, B CPABHEHUE ¢ TE3M, IEKYBaHH ¢ N1auedo. AKo pia,.omjer 3t ‘c;t‘fo
KJIHHWTIHHTE HYXKIH HE3aBUCUMO OT TOBA Ce B3eMe pellleHHe 3a JleueHHe, NaluedTsT THaeha nath
MpOCJICiABA BHUMATEITHO 3a [TOSABATA HA CYUIMIHHA CHMITOMH. OCReH TOBA NHICBAT HAHE

ABJIFOCpOYHATa Oe3onacHoCT Py €1]a ¥ OHOTIH MO OTHOLIIéHNE Ha PacTCXKa, Ch3PABE
KOTHHTHBHOTO ¥ MOBEAEHYECKOD PA3BUTHE.
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CepoToHUHOB CHHIDOM

KakTo ¥ npu Ap¥TH CepOTORMHEPIHYHK CPECTRA, IPH TeUeHHETO ¢ BeHIa(pakcHH MOXKe Aa Ce TTOSBH
CEPOTOHWHOB CMHJPOM UITH PEAKI[HH, HANOA0OABAINH HEBPOJIENTHIECH MATUTHEH CHHApOM (HMC),
KOHTO Ca ITOTCHUHATHO JKHBOTO3aCTpalIaBaiy, 0c00eHO IMpH CBITBTCTRAILA YTIOTpeda Ha APYTH
CEPOTOHUHEPIUYHH CPEJICTBA (BKIIIOUUTENHO CENCKTHBHY HHXHOHTOPH Ha 00paTHOTO 3aXBalllaHE Ha
cepoTondHa (SSRIS), cenekTHBHE HHXAOGHTOPH Ha 00paTHOTO 3axBalllaHe Ha HopaapeHainHa (SNRIs),
TPANTAHU WITH OyTIpeHOP(]HH), Ha cpeicTBa, KOHTO HapyIIaraT MeTaBonnWiMa Ha cepOTOHHHA, KAaTo
Hanpumep MAO-mHxHONTOpR (Halp. METHIEHOBO CHHEKO), AaHTHIICUXOTHLIM WIIH APYTH JOTTAMHAHOBH
AHTAroHWCTH (BXK. TOYkHd 4.3 u 4.5).

CHMIITOMHTE Ha CEPOTOHHHOBHSA CHHAPOM MOTAr [ia BKUTIOYBAT MPOMEHHU B ICHXHYHHA cTaTyc (Hanp.
BKUTHPAHOCT, XATIONWHAMAU, KOMa ), HecTabMITHOCT Ha aBTOHOMHATA HepRHA CUCTEMA (Harp.
TaXHKap/NA, HECTAOHITHO KPBBRHO HANATaHE, XHNIEPTEPMHS ), HEPBHO-MYCKYTHM HAPYIIeHHS (Hanp.
XHNEPPePIeKCcHs, HEKOOPAMHHPAHOCT) H/HIH CTOMALIHO-YPEBHHE CUMIITOMH (HaMp. rajicHe,
NOBpBLIaHE, JHapHA). CEPOTOHMHOBHAT CHHJIPOM B HEroBarta Hai-Texkka GopMa MOKe 7a Hanoao6ssa
HMC, xoeTo BKIMOYBA XHITEPTEPMHSA, MYCKY THA PUTHAHOCT, aBTOHOMHA HECTaOWIHOCT ¢ BB3MOXHA
Otp3a (iykTyanws WK NPOMEHH B JKIIHEHHTE MOKA3aTENU M MEHTATHHS CTATYC.

AKO ¢THOBPEMEHHOTO NIEUEHUE ¢ BeHNAdAKCHH ¥ APYTH CPEACTBA, KOWTO MOTAT 1A TIOBJIAAT
CEPOTOHMHEPTUYHHUTE U/MIIH IOIITAMUHEPTHUHHTE HEBPOTPAHCMATEPHH CHCTEMH € KITHHHYHO
000CHOBAHO, NPENOPRYBA Ce¢ BHUMATENHO IIpocneidBane Ha NalHenTa, 0cob6eHo B HayaJoTo Ha
JIeYeHHETO H NPH TIOBKIIABAHE HA 03AaTA.

ExnospemerHara ynorpeba Ha reHnadakciH M CePOTOHHHOBH NMpPEKYpcopH (kato A00aBKH,
ChAbpXalH TpUNTO(pAH) HE Ce Npenopbyba.

TACHOBIBIIHA MIAYKOMA

BB Bphika ¢ ynioTpeGarta Ha ReHnadakeyi MOKe 1A HAcTHITH Mugpuasa. [penopbusa ce IAGHEHTUTE
¢ MOBHILIEHO BETPEOTHO HAIATAHE WIH NIALMUECHTUTE C PUCK OT OCTpa TACHOBTRITHA TJIayKoMa
(3aKpPHTOBI'BIIHA TIIAYKOMa) J1a Ce IIPpOCheasBaT BHUMATEITHO.

KpnBHO Hanmsirane

Cnobinara ce decTo 3a 10303aBHCHMHY NOBHIIEHHS HA KPERHOTO Handrae ¢ BennadakcuH. B Hikou
Clty4an TIpH TOCTMApKETUHTOBHA ONTAT Ce ChOOINABA 32 MHOTO CHIIHO MOBHILEHO KPBBHO HAJATAHE,
Hanaramo He3adaBHO nevenne. BCHYKK nalMenTH Tpa6Ba a 6baT BHAMATEITHO CKPHMHHPAHH 3a
BHCOKO KPpBBHO HAIATaHe H CBHIIECTRYBAILATA XUIICPTOHNA TPAORA Aa Ce KOHTPOJIMpa IpedH
3armoupaHe Ha neyenne. KpoeroTo nansrane TpaGea a ce clienu IEpHONYHO, Ciiel 3anoiBane Ha
JICHEHHETO U CJie]] YBENWHaBaHE Ha nosute. Tpadsa Aa ce mogxoxkaa mpeamasauBo IpH MalHEHTHTE,
YHETO OCHOBHO 3ab0nsgBaHe MoXe Jia ce KOMITPOMETHPA OT MOBHIICHOTO KPHBHO HANATAHE, HANP.
OHE3N ¢ HapyIUcHA ChpAeYHa PYHKIIH.

Chpaeyuda yecrora

Morat 512 HaCTBEIAT NOBHIIEHHS HA CbpAeyHaTa YeCToTa, OCODEHO INpH MO-BHCOKH A03H. Tpadra na ce
HOAX0KNA € TIOBMILICHO BAVIMAHNE TPH NAlMEHTH, YHHTO OCHOBHU 3aB0/IsIBaHIsA MOTAT /1A Ce
KOMITPOMETHPAT OT NOBWLIEHAaTa ChpACYHA YECTOTA.

Cbpaedno 3abongBake ¥ pHCK OT apuTMus
BenaakcuH He e ouensiBaH Npy NALMEHTH C aHAMHE34 3a [IPeceH MHOKApJIeH HHDApKT A

HecTabWIHO CHpAeYHO 3a00nsBaHe. 3aTOBa TOH TpAGBa A4 ce M3MON3BA [TPeANATABO TIPH TE3H

MallHEHTH.

T1pyn nocTmapkeTHHTOBNIA ONKT ce cHObWABA 3a coyuan Ha yaslikasane na QTc HHTep, ARG ,

de Pointes, kaMepHa Taxvkapans u GaTanH# CHPACYHH APUTMHK MpY M3NON3BAHETO HA/RGRIAGTAKCY *":QQ
OCOBEHO TIpH NMpes03Upate Wi TIPH TALNEHTH ¢ APYTH PUCKOBH (aKTOPH 3a YAbIKA Jy Ha h
HuTepBaia/Torsade de Pointes. Ilpean npenrmceane ra seHnadakcun Ha MallueRTH § R
CEpUO3Ha CBPIACYHA aPUTMHA MK ybIkaBaHe Ha QT wurteprana, tpaOsa fa ce Bie
baNlaHCHT HA PHCKOBETE H [IOJT3ATE.




'bpuoBe

Ipu Tepanus ¢ BeHnagakcHH MOTAT /1a HACTHIAT I'BPUOBE. KakTo npH BCHYKH aHTHACIIPECAHTH, TAKa
u sennadakcuH, TpAOBa Ja ce Npuiiara NpeANasiuBo NpY NAIHEHTH ¢ aHAMHe3a 3a TEPY0BE |
3aCETHATUTE NalMexTH TpaORa Ja npochieagsaT BHUMATENHO. JleueHueTo TpAbBa 11a ce Crpe npH
BCEKM NalMeHT, KOUTO pa3Bue 'epyOBe.

XHANOHATPHEMHS

Ipu neueHve ¢ BeHnagakcH MoTar Ja HACTHIIAT CYYaH Ha XHNOHATPHEMHS W/HIIM CHHAPOM Ha
HeJIOCTaThMHA CEKpeLUA Ha aHTUAHYpeTHueH XopMoH (CHCAX). Toga ce cpo011aBa Haif-ueCcTo TIpH
XNNOBONEMHUYHH HIIH JEXHJIpAaTHPAHM NanueHT. [TaliMeHTUTE B cTapuecka Bb3pacT, NaLMeHTHTE,
npUeMaly JHYPeTHIM, H NAIIMEATHTE, KOHUTO Ca XHIMOBOJIEMHYHHY 110 IpyTH NPHYHHNA, Morar Jja ca C
HO-TONMSAM PHCK 32 TOBA CROWTHE.

[1aTOIOrMYHO KEpBEHE

JIeKapCcTBEHHTE NPOAYKTH, KOUTO HHXHOMpAT 00paTHOTO 3axBalliaHe Ha CEPOTOHHHA, MOraT Ja
JOBERAT A0 MOHWXKaBaHE Ha PYHKIUATA Ha TpoMOouuTHTe. CllyyauTe Ha KbpPBECHE, CRBP3aHU C
YIIOTpeba Ha CENeKTHBHY HHXHOUTOPH Ha 06paTHOTO 3axBalliaHe Ha CEpOTOHHHA W HOpaJpeHaIUHa,
BapHpaT 0T €KXNMO3H, XeMATOMH, €TTHCTAKCUC H NIETEXHUH [0 XEMOparuy 0T CTOMAlHO-YpeBHH
TPaKT H XKUBOTO3ACTPAIIABALIH KPhBOUINIWBH. PHCKBT OT KPBBOH3IHBH MOKE 1A € MOBHIICH TIPA
NauHeHTUTE, IPHEMAHIH BeHTadgakcHH. KakTo npy ocTaHATUTE HHXMONTOPU Ha 0OPaTHOTO 3axBallaHe
Ha CEpOTOHHHA, Taka ¥ BeHNadakcuH Tpg0Ba Aa ce U3non3Ba IMpeana3jiiBo Ipy NalUEHTH C

[Ipe/Ipa3noNIoKeHHe KbM KbpBeHe, BKIIOYUTEHO NallMeHTH HA aHTUKOATYIAaHTH H HHXHOHTOpH Ha
TPOMOOLMTHATA arperalys.

SSRI/SNRI Morat ga nosumat pucka oT nocTnapTaiHa Xemoparus (Bkre Toukn 4.6 1 4.8).

CepyMeH XoNecTepos

HOKyMEHTHPAH! ca KIIMHUYHO 3HAUWMH NOBHILEHHSA HA CEPYMHHSA X0oecTepor npu 5,3% ot
NeKyBaHHTe ¢ BerwladakcvH nanyeHTH ¥ npn 0,0% oT nonydapanuTe nualedo nalMeHTH 3a NoHe 3
Mecena IpH 1auebo KOHTPONUPaHH KJIHHHYHM TTpoyuBaHnd. QnpefefsHeTo Ha HUBATa HA CEPYMHUA
XOJIECTEPOJT TPADBA a ce MMa NIPEIBU/ IIPH XbJITOCPOUHO JIeHeHHe,

CEBMECTHO NMPUIIQKEHNE CHC CPENICTRA 3a NTOHMKABAHE HA TEJIECHOTO TEFIO

He ca ycranoBern Oe3onacHocTTa n eDMKacHOCTTa HA Tepanusita ¢ BeHnadakcHH B KOMOMHALIUA ChC
CpPEACTBa 32 MOHHKABAHE HA TErTIOTO, BKIIOYUTENHO (heHTEpMIUH. He ce nipeniopbiBa ChEMECTHOTO
IpUJIOKEHUE Ha BeHladakCHH U cpe/iCTha 3a TOHMKaBaHe Ha TejecHoTo Tero. BeHnadgaxkcud He €

MTOKa3aH 3a MOHWKABAHE Ha TErNIOTO KATO CaMOCTOATEINTHO JICYEHHE MJTH B KOMOHHALIHA ¢ IpYTH
TPOAYKTH.

Manwsi/xunoManus

Ipw majka 4acT OT NAOVMEHTHTE C Pa3CTPOHCTBA HA HACTPOSHAETO, KOUTO ¢a MOMyYaBaly
AHTHACMIPECAHTH, BKIIOYWTENHO BeHNatakCHH, MOXKe Ja HACTLNN MaHHs/XxuoMaHnsa. Kakto n apyru
aHTHJENIPECAHTH, BeHJTadakcHH TpAOBa Jla ce M3NoA3Ba MPEeana3InBo NPH MAUHCHTHTE ¢ aHaMHe3a
HIIH aMHITHa aHAMHE3a 33 BHNOJIAPHO pa3cTPOHCTRO.

Arpecus

[Ipu Manka 4acT oT NauHMEHTHTE, KOUTO Ca HOJTYYaBAN aHTUIENPECAHTH, BKIKOYHTERHO
BeHTa(pakCHH, MOXKeE J1a HAaCThIIN arpecus. ToBa ce choOuIasa npy 3anoupane, MPOMAHa Ha 103aTa H
CTIApaHe Ha JIEYEHHETO.

KakTo u apyryt antaenpecanTy, BeHnadakcH TpsOBa J1a ce n3non3ea Npeanasteo npy nauy
¢ aHamMHe3a 3a arpecusl.

CnupaHe Ha ICUCHHETO

(Bx. To4Ka 4.8). FIpn KITMHMYHUTE NIPOYUBAHHS HEXEIAHHTE PeakLiuy, HabmoaaBaH
NeYeHNETO (TIOCTENEHHO CTUpaHe U Clen OCTENEHHO CrIMpaHe), HACTBNBAT MPH [PA



OT MAUNEHTHUTE, JIEKYBAHM C BeHadakcuH, u npH 1 7% oT NauueHTHTE, NPHEMAILH Nianedo.

PHCKBT OT CHMIITOME Ha OTHEMAHE MO /1a 3aBHCH OT HAKONKO (GaKTopa, BIIIOYHATEITHO
IPOABIDKUTERHOCTTA U 103aTa Ha ACHECHAETO W CKOPOCTTA HA TORWKARaHE Ha A03aTa. Hall-uecTo
ChODLaBAHNTE PCAKLIMH €A 3AMATHOCT, CEH30PHH HapyLIeHAs (BITIOYHTEIHO TlapecTesns),
HapyLIeHNs HA CBHA (BKIIOYNTENHO O€3CHHUE U HANMpPerHatd CbHUA), AXKUTHPAHOCT HITH
TPEBOXKHOCT, raficHe W/HUNH ITOBPBIIAHE, TPeMOp U IMaBobosine. OGHKHOBEHO TE3W CUMITTOMH €A JIEKH
A0 YMEPEHO TEKKH, KAaTO 00a9€ NNPH HEKOH NALMEHTH MOTAT Ja OBJaT TekKH 1o HHTEH3HTET. Te
OOMKHOBEHO HACTBITBAT B PAMKATE Ha IIGPBHTE HAKONKO JIHH OT CIIUPAHETO HA NEYeHUETO, HO HMa
MHOT'O pejIkH CHOOIIEHHS HA TAKMBA CUMIITOMM NIPH NAKWEHTHTE, KOUTO ca TIPOIMYCHAIH H034 110
HeBHUManwe. 10 mpuRIKD Te3d CMMIITOMU ¢a CaMOOTPaHHYABAINM CE U 0OMKHOBEHO OTINYMSABAT B
paMKuTe Ha 2 CEIMUUM, BBIIPEKH e IPY HAKOH X0pa Te MOoraT J1a ca No-NpoIEKATENHH (2-3 Mecela
HITH TT0Beve). 3aT0BA € IPENOPBUHTENHO Jo3aTa HA BennadaKkcuH J1a ce MOHKXABa IIOCTENEeHHO MpH
CIIHPAHE HA JICICHHETO 32 MEPHON OT HAKOJIKO CEJIMHLIH MIIH Mecella criope HYK/IUTE Ha NaldeHTa
(BX. Touka 4.2).

AKaTH3HMs/TICHXOMOTOPHO HECTTOKOMCTRO

YnoTpebaTa Ha BeHnadakcHH € CRbp3ana ¢ pa3BHTHE Ha aKaTH3WS, XapaKTepU3Npalla ce Che
CyOCKTHBHO HENPUATHO WITH W3TOIIABAIIO0 HECTTOKOHCTBO M HEOGXOAMMOCT OT YeCTO JBHKEHHE,
CBIPOBOJICHA OT HECTIOCOOHOCT ja C& CTOM CTIOKOHHO B CeIHATIO HITH M3NPABEHO MOJIoKeHHe. ToRa
HACTBIIBA HAW-YECTO B PAMKHUTE HA MbPBUTE HAKOJIKO CEAMNLH OT JicueHUueTo. IIpH nauneHTHTE,
KOMTO pasBHBAT TE3H CHMINTOMM, NIOBHUIIABAHETO Ha J03aTa MOXKE Jia € MaryoHo.

CyxorTa B yeTata

CyxoTa B ycrata ce choOmasa npn 10% ot nauMeHTuTe, NeKyBay ¢ seunadakchH, Tosa MOXe Ia
[TOBHIIHM PHUCKA OT KAPHEC U MAIMEHTHTE TpaOBA [1a Ce YReJOMSBAT 3a 3HAYUCHHETO Ha XHTHEHATA Ha
¢B3B0OHETO.

Huader

[Ipn naumenTy ¢ anabet neueHNETO CHC CeNEKTHREH HHXNOGHTOP Ha 0OGPATHOTO 3aXBalNaHe Ha
cepotonnHa (SSRI) unn sennadaxcu Moxe 12 HAPYLIH MIHKEMWYHHESA KOHTPOT. BE3MOXHO € 1a ce
HAJIOXHW KODHTHPAHe Ha 103aTa HA MHCYJIMHA W/ANTH HA OpanHOTO AHTHIHAOETHYHO JIeKapCTBO.

Cexcyanna auchvHKIMS

CenexTviBHNTE HHXMOMTOPU HA 00PaTHOTO 3aXBalllaHEe Ha cepotoHnna (SSRIs)/uaxudutopure Ha
00PaTHOTO 3axBalllane Ha CepOTONMHA U HOPAIPEHATNHA (SNRIs) MoraT ga IpHUMAST CHMITTOMH Ha
CeKcyasHa quchyHKuma (Bx. Todxa 4.8). Hma cLobmeruns 2a MPOXBIKHATEIHA CEKCYAIIHA

IACHYHKLASA, ITPH KOATO CUMIITOMMTE MpOabAXABAT BBIIPEKH NIPEKBCBAHETO Ha MIPHEMA Ha
SSRIs/SNRI.

B3aumoneHcTBYA ¢ 1a60paTOpHHI TECTOBE 3a HADKOTHIIN

I'pw naumenTuTe, npuemainy BeHtadakcuH, ce ChoOMARA 32 GaTWLNBO-NOJIOKUTENHH PE3YIITATH OT
HMYHOJNOTHYHH CKPUHHITOBH TCCTOBE Ha ypuHA 3a QEeHLMKIIMAMH H amperamuH. ToBa ce Ab/DKA Ha
JTUIICaTa Ha CICUMHIHOCT Ha CKPHHHHTOBHTE TecToBe. DaTHBO-MONOKHTETHH Pe3yITaTH OT TecTa
MOTaT fia c€ OUBKBAT B TPOABIDKCHHE HA HAKOJIKO JHU Cllej| IPEKpATABAHE HA JICUCHHETO C
BeHNadaxcyH. ITOTREpXABAWIN TECTOBE, KATO HAMPHMe] Ta30Ba
XPOMATOTPahHA/MACCCTIEKTPOMETPHA, Lie OTIAYAT BeHNahaKCHH OT GeHUUKITHINH 1 aMpeTaMHH.

[lomMoltHN BemecTra

TBH xaTo xancynuTe ChIbpKAT 3aXapo3a, MAIHEHTH ¢ peaxku HaclleACTBeHH poOIeMH Ha
HEITOHOCHMOCT KBM (bpyKTO3a, MIOK030-TaNlakTo3Ha ManaGcopbuns mim cyKkpaza-n3oMaT
HEOCTATEYHOCT HE TPAOBA fa NpueMaT ToBa NEKapCTBO.

ToBa nexapcTBO ChABPka BLB BCAKa Kallcyiia Ne-Maiko ot | mmol (23 mg) HaTpuii,
HE ChAbpIKaA HATPHIA,

IlomomHoTO BelmecTBo chHceT XxbiTo FCF (E110), BKIIOYEHO B OGBHRKATA HA KATC




IMMPCAN3BHKA AJIEPIrHYHH PCAKIIHUN,

4.5 BianmoaeiicTBHe ¢ APYTH JeKapCTBEHH NPOAYKTH M ApYrH GOpMH Ha B3auMoaeHcTBHE

Huxnburopyn Ha MoHoaMuHookepgazara (MAON)

Heoopamumu, necenexmuenu MAOH

Bennadakcun He TpsOBa j1a ce H3n0N3Ba B KOMOUHALNA ¢ HeoOpaTuMu HecenexTiBHN MAOH.
Jleuenne ¢ BennabakcHH He TpabBa Oa ce 3anmouBa fode 14 Auy ¢l CIHpaHe Ha JEYEHUETO ¢
HeoOpaTHMH HecenekTHBHM MAOW. Jleuenneto ¢ semadakcun TpabBa 1a c¢ ¢npe NoHe 7 AHA Npenu
3anMoYyBaHe Ha JIedeHHE ¢ HeoOpaTuMy HecellekTHBHE MAOH (Bx. Toukn 4.3 1 4.4).

Obpamum cenexmugen unxubumop na MAO-A (moxrobenud)

[Topagu pHcka OT CEpOTOHHHOB CHHIPOM KOMOWHAIUATA OT BeHiapakCH ¢ 06paTHM H CeeKTHBEH
MAOMH karo Moxn00eMua He ce npenopryBa. Cnen aedeHue ¢ o6patnM HEXUGHTOP HAa MAQO MOXe
Ja ce U3No/I3Ba IepHO/1 Ha OTHEMaHe, o-kpaThk OT 14 oHU, Npean da ce 3arnovHe JeYeHHe ¢
sernadakcrn. Mpenoptusa ce sennadakchn ga ce crnpe Hah-Manxko 7 JHA Opegd 3anodBaHe Ha
nedenue ¢ oOpatum MAOH (Bx. Touka 4.4).

Obpamumu necerexmuenu MAOH (nunesonud)
AHTHOWOTHKSY NUHE30MHUA € cnab, oOpaTtum 1 Hecenexteed MAOH # 1e Tpsbsa Aa ce nasa Ha
NAaHEHTATE, JICKYBaHW C BeHyadakcHH (Bx, Touka 4.4).

CrobwmaBat ce TEKKY HEXKEAHK Peaki[iy [PpH NaluUeHTHTE, TIPH KOWTO HACKOPO € 010 cipaHo
nevenueto ¢ MAOH n e 3anodqnar BeHnadakcuy, 1M Hackopo € 01na CipsaHa TepPannsTa ¢
BeHaakcvH npegn 3anoupaHe Ha MAOH. Te3w peakuny BKIIOYBAT TPEMOP, MAOKIIOHYC,
Inagopesa, rajicHe, NOBPLILAHE, 3a9epBABaNe, 3AMANHOCT U XUTIEPTEPMHUS C TIPH3HALIA,
HAM0A00ABAIIH HEBPOJIENTHYEH MAJIMTHEH CHHIPOM, IbpYOBE N CMBPT.

CepOTOHHHOB CHHIPOM

KakTo w nipH ocTananuTe cepOTOHMHEPTHYHH CPECTRA, TAKA W NIPH JICYEHHETO ¢ BeHIadhakCHH MOXKE
1@ HaCTHIMH NOTEHUMATTHO XHBOTO3aCTpaILABaIlO ChCTOAHME, 0COOEHO NPpH ChITbTCTBALLA YHOTpeDa Ha
APYTH CPeICTBa, KOUTO MOTaT Ja NOBIHAAT CEPOTOHHHEPrUIHATa HERPOTPAHCMHTEPHA CHCTEMa
(BKmoguTenHo TpurrTand, SSRIs, SNRIs, mutuit, cubyTpamuH, Tpamaos, OynpeHOPGHH WM KBAT
KaHTapuoH | Hypericum perforatum)], ¢ neKapcTBEHY TIPOAYKTH, KOMTO YBpPEXIAT METa00MM3IMA Ha
ceporonnHa (karo MAOW, Hamnp. METHIIEHOBO CHHEBO) HUTH € IPEKYPCOPH Ha CepOoTOHHHA (KaTo
TPUIITOGAHOBH 100aBKH).

Hpu xuHHYHA HEOOXO0AMMOCT OT CBITBTCTBAIID JledeHHe Ha BeHnadaxcruH cs¢ SSRI, SNRI nnu
CEPOTOHWHOB PELENTOPEH aroHNCT (TPHNTAH), C€ IIPENopLYBa BHUMATENHO NMpocneAsBaHe Ha
ManyeHTa, 0coBeHO TI0 BpEME Ha 3alTOYBaHe Ha JIEYSHUETo WIIH Ha NMoBHIIaBade Ha Josure. He ce

NPENOPBLYBA ChbTCTBANIATA YTIOTPeDda Ha BeHNAPAKCHH ChC CEPOTOHHHOBH MPEKypPCopH (KaTo
TpUNTO(QaHOBH 10OaBkH) (BXxK. Touka 4.4).

LIHC-axTHBHM BeiHECcTRA

PuckeT o1 ynotpeda Ha Bewnadaxcun ¢ apyri L{HC-akTwpiin BelljecTBa He € CHCTEMHO OLICHABAH.
CreioBare/THO Ce IPenOPBYRA MOBHMIIEHO BHUMaHKe, KoraTo BennadakCcuy ce mpyemMa B KOMOHHALHA
¢ Jpyru 1IHC-akTneHH BewliecTra.

Eranon
[lampenTite TpaOBa na OBOAT ChBeTBaHU Ja He YNOTpeGaBaT AJIKOX0N, NPEABHU)] HETOBOTO
BB3AeHCTBYE BhpXY LIHC H BeposTHOCTTA OT KIMHHYHO B/IOLIABAHE HA MCUXHYHOTO ChC

W BEPOSATHOCTTA 3a HEXKE€NaH! B3aUMOACHCTBHA ¢ BeHJIahaKCHH, BKIIOUUTENHO eQeKTH
Ha LIHC.

JlexapcTea, vabibkasauy QT nutepBasa

PUCKET 0T yabikasade Ha QTc¢ nuTepBaia n/nnm kaMepuu aputMin (Hanp. Torsade de ¥



MOBU1ABA NIPH eIHOBpEeMeHHa ynoTpeba Ha pyIry NeKkapcTBeHH MPOAYKTH, yabkaBailm Ha QTc
MHTCpBATA, EXHOBPEMEHHOTO TIpHJIaraHe Ha TaKMBa NieKapCTBEHH NPOAYKTH TPAOBa Jia ce u3barea
(Bk. TOUKa 4.4).

CHOTRETHUTE KJIACORBE BKIIOUBAT:
e kyac la v III anTHapHTMHIHK NekapcTBa (HAMTP. XMHWAWH, aMHOJAPOH, COTANO, A0(ETHIIN)
HAKOH AHTHIICHXOTHUM (HaAIp. THOPUIAZHH)
HAKOW MAaKpOJIUZIH (Halp. CpUTPOMHUIIMH)
HAKOH aHTUXHCTAMMHHA
HAKOW XMHOJIOHOBY aHTUOHOTHLH (Hanp. MOKCH(IOKCATIVIH)

VOpHRUAT CHCEK HE € H34epliaTesieH ¥ € HeoOX0NMO 1a ¢e H30ArBatT U IpyrH NeKapCTBEHH
IIPOXYKTH, 32 KOUTO € H3BECTHO, Ye 3sHaunMo yabbkasar QT waTepnana.

Edekr Ha Apyru MekapcTBEHU TPOAYKTH BEPXY BeHTAdGaKCHN

Kemoxonason (unxubumop wa CYP3A44)

Eano drapmakoxrHeTHUHO fpoyurane ¢ kerokoHazon npu CYP2D6 excrenzuphn (EM) v ot
meTabonuzaropu (JIM) nokasea, ye npHAOKEHHETO Ha KETOKOHAa30J Boay o no-romsima AUC 3a
BeHAagakcun (70% u 21% cwvotsetro npu auuara CYP2D6 JIM u EM) 1 3a O-
ne3MeTAnBeHnagakcut (33% u 23% cwoteetHo nipn muuata CYP2D6 JIM i EM). ChirpTeTBaINATA
ynorpeba Ha CYP3A4 unxnOnropu (Hamp. arazaHasup, WIGPHTPOMALNH, UHAKHABHD, HTPAKOWA3OI,
BOPHKOHA30]1, MMO3aKOHA30J1, KETOKOHA301, HENPVHABUD, PATOHABUP, CAKBHHABHP, TCIHTPOMHIIHH) H
BeHNa(hakCHH MOXe Ja TIOBUIIN HMBATa Ha BeHAadakcun 1 O-1e3MeTwisennadakcHy. 3aTosa ce
MPEIiophyBa NpEeANasIMBOCT, aK0 TEpATHATA Ha NaUHeATa BKIoupa HHXuOUTOp Ha CYP3A4 n
BeHnadakcH eJHOBPEMEHHO,

Edekt Ha BeHnagakcHn BbPXY APYTH JIEKAPCTBERH IPOTYKTH

Jexapemea, memabonuzupanu om yumoxpom P450 uzoensumu

In vivo mpoyuBaHNs moKka3saT, de BeHNalaKCHH € OTHOCHTeNHO crlal mHxMGuTop Ha CYP2DS.
Bennagakcun He waxuGupa CYP3A4 (anmnpasonam n kap6amazenun), CYP1A2 (kodeun) n CYP2C9
(ronbytamun) unn CYP2C19 (auazenam) in vivo.

Humuii

Ilpu ceirbTeTRAma yrioTpe6a Ha BenmadaKCcHH ¢ THTHI MOJKe @ HacThITH CEPOTOHHHOB CHHIIPOM (BX.
"CepoTOHWHOB CHHIpOM").

Huazenanm

Bennadjakenn Hava Hukakeu edexTy BEPXY BapMaKOKHHETHKATA U (papMakoIHHAMHKATA Ha
AHA3CNAM W HCTOBHS aKTUBCH META0ONNT Ae3MeTHITHasenaM. JlnazenaM H3riex1a He noBIHABA
(apMakOKWHETHKATA HHTO HA BeHIaakcHH, HUTo Ha O-ge3MeTnsennadakcud. He e H3BecTHO JamH

ChIUECTBYBA (PapMakOKHHETHUHO H/MIH DapMaKOIAHAMHAYHO B3aUMOJEHCTBHE C APYTH
Oenszoauazenunn.

Hyunpavun

Bennadakcun He normusaea dapMakoKWHETHKATA Ha uvunipaMui v 2-OH-wmunpamvun. Mma
A0303aBHCHMO nosruweHHe Ha AUC 3a 2-OH-gesunpamun ¢ 2,5 10 4,5 msTH, KOTaTo ¢e IPHNArar
75 mg mo 150 mg BeBnadakcun nHerHo. UIMMIIPAMHH He OBIHIBA (rapMaKOKHHETHKATa Ha
BeHNagakc U O-feamerunsernadakcu He e M3BeCTHO KITHHAYHOTO 3HAYEHHE Ha TOBA

B3aNMOIENCTEHE. TpsdBa fia Ce oIX0Kaa ¢ MOBHIIEHO BHAMAHHE ITPH CHBMECTHOTO TIPHIIOKEH
BEHIa(akCcHH H HMHITPAMHAH.

Xanonepuoon

Exno dapMakoKHHETHYHO [IPOYYBaHE C XaIoTepHION nmoka3sa 42% nounmkeHue Ha 00
kaupwHe, 70% nopuienne Ha AUC, 88% noBuLieHne Ha Ciax, HO HE TTIOKA3Ba HHKAKBA @
IOJTy>KNBOTA Ha Xantoliepuon. Tosa TpsibBa fa ce MMa NpeIBHI IpH MTAOUEHTHTE, JIeKy I%,



XAONepUuaIos H BeHna(baKCHH eTHOBpeMeHHO, He e U3BeCTHO KITMHUYHOTO 3HAMCHHE Ha TOBA
BIaHUMOJIEHCTBHE.

Pucnepuoon

Bennagaxcun noruasa AUC Ha pucnepuaon ¢ 50%, HO He npoMeHa 3HAUNMO apMaKOKMHETHYHYS
MpodUN Ha 00LIATA aKTMBHA YACT (prcoepHIoH WIrOC 9-xnapokcupacnepyuaon), He e n3pectHO
KIIMHAYHOTO 3HAUYEHVE HA TOBA B3aWMOJIEHCTRHE.

Memonponon

EnnorpemMennoTo npusioxeHHe Ha BemnadakciH M METOTIPOJION Ha 3paBH 40O0POBOIIIIY FIPH €IHO
Npoy4yBaHe 3a (apMaKOKHHETHYHO B3aUMOACHCTBYE 3a BaTa NEKAPCTBEHN NPOLYKTa BOJM 10
NOBHILICHHE Ha [JIA3MEHUTE KOHIIEHTPALMH Ha MeTOMpoJion ¢ nputnnntenno 30-40%, 6e3 ga
NpoOMEHSA TINa3MEHHTE KOHIICHTPAUW Ha HETOBHSA akTHBEH MeTaboONHT a-XuapokcuMeTonpostol. He e
N3BECTHO KJIIMHWYIHOTO 3HAYEHWE HA TA3H HAX0JIKa TIPH MAIIMEHTH C XHTIEPTOHKUS., MeTonposion He
npoMeHs (papMakokHHeTHYHAs npodyi Ba BennapakcWH KiTH Ha akTHBHAS My mMeTabonnt O-
AesmeTnnBennagakcu. Tpabsa aa ce NoAxoxaa NpeaAnasiueo Npu eAHOBPEMEHHOTO NIPHIIOKEHHE HA
BeHIagakCHH H METOTIPOJTON.

Huounasup

Enno ¢papMakokReTHYHO NpoyYBaHe ¢ HHIHHABAP TT0Ka3Ba 28% monmxkenne Ha AUC w 36%
MOHUNEHHE HA Umgx 32 HHAUHaBNP, MHaNHARMp He TORNMHSRA (hapMakOKHHETHKATA Ha BeHnadakcHH H
O-ae3meTnnBeHnadakcun He e H3BECTHO KIHHMYHOTO 3HAYEHHE HA TOBA B3aMMO/IEHCTBHE.

Hepopannu xoumpayenmusu

I{py MOCTMAPKETHHTOBHA ONHT HMa CHOOLIEHHS 332 HEKEJIAHH OpeMEHHOCTH HPH TTAUUEHTKH,
HpHEMaAlllN KOHTPALIEITHRH 110 BpeMe Ha JiedeHHe ¢ BeHadgakcun. Hama sicHO J0Ka3aTeNcTBOo, U¢ Te3H
OpeMEHHOCTH €4 B Pe3yIITaT Ha JIEKapPCTBCHO B3aMMOEHCTRHE ¢ BeHsapakcu. He e rposexaato
[IpOYyYBaHE 3a B3aHMOACHCTBHA ¢ XOPMOHAIIHN KOHTPALETITHRY.

4.6 depTHANTET, GPEMEHHOCT H KbPMEHE

bpemMeHHOCT
Hsma poctaTs4¥HO JaHHM 32 yrnorpedata Ha Bernadakcry IIpN OpeMEHHN KEHM.

[IpoyyBaHuATa IpM >KWROTHU NMOKA3BaT pPETPONYKTHRHA TOKCHUYHOCT (BXK. Touka 3.3). I loTeHUHAmHAAAT
PHCK IIpH XOpa He € u3BecTeH. BenadakcuH Tpabea aa ce nipuiara Ha 6peMeHHH XKEeHH, caMo aKko
O4aKBaHUTE FIOJI3H NPEBHULIABAT BCUYKH BB3MOXKHH PHCKOBE.

O6cepBavORHH JaHHH Ca MOKA3ATH TIOBMIIEH PUCK (MTO-MAILK OT JiBa IHTH) OT TIOCTHAapTaNHa
XEMOPArns clie]] [IpuIarane Ha

SSRI/SNRI B paMknTe Ha emnn Meceln npean paxiaane (BUxkte Todku 4.4 u 4.8).

Kakto u nipu apyri uHxuGuropy Ha o6paTHoTo 3aXBaliaHe Ha ceporoHHHa (SSRI/SNRI), morar ga ce
MOSBAT CMMIITOMH Ha CIIMPaHe IPH HOBOPOJCHHTE, aKO BeHIA(haKCHH € H3NOJI3BaH JJO WITH MAIKO
Mpean paxaaHeTo. Hikon HOBOpOJCHH, H3N0KEHN Ha NeHcTBHeTo Ha JIaHBeKCHH B KbCHaTA
6pemeHnOCT — 3 TpuMeCTBP, ca pazeHw YCJIOKHEHUs, M3WCKBALIH XpaHeHe ¢hC COHNNA, KOMAaHIHO
AULIAHE B NPOABLIDKUTENHA XOCTHTaNN3aUHA. [To06HM YCIoKHEHNS MOTAT /1a Bh3HUKHAT BeQHAra
CleJl paXxAaHeTo.,

Crnopes1 enMAEMHONOTHIHNTE JaHHY ynorpedara Ha CeNIEKTHBHH WHXHOUTOPH Ha pe-abcopOim
CCPOTOHHMHA NO BPEMe HA ODPEMEHHOCT , 0cOBeHO NMPH KbCHA GPEMEHHOCT, MOKE J1a IOBEJE
[IOBULLECH PHCK OT nepchcTHpalla denogpobua xunepToHus npn Hosopoaexoto /IIBXH/.
PN TIPOBEACHNTE TIPOYUYBAHMS HC € YCTAHOBEHA BPb3Ka Mex gy jiedeHneto ¢ PPHN cnps
MOKE J1a C€ MIKITIOUN MOTCHIWAIHUS PHCK OT TIpUnarane Ha JlaHBeKCHH, HMaiKH TIpe] B
MeXaHn3Ma Ha icHcTBHe (NOTHCKaHe pealcopOuusTa HA CEPOTOHHUH).




Morar fa ce HadmOKaBAT CNEIHWTE CUMITOMM TIpH HOBODOLEHH, aK0 MaiikaTa e H3Io/3Baa
SSRI/SNRI B kbecHa 6peMeHHOCT: pazjipa3HUMOCT, TPEMOP, XHIIOTOHHS, IEPCHCTHPALI 117144 H
3aTPYAHEHO CYYeHE WIIH ChbH. Te€3W CHMNTOMH MOTAT [Ia C& MbKAT HITH HA CEPOTOHMHEPTHIHY
e(heKTH, HIIH Ha eKCIO3HIMA. B MoBedeTo ciiydar Te3W YCIOKHEHNS ¢€ HaONo/asaT He3abasHo witn B
paMKuTe Ha 24 yaca ciiel paxkaaHeTo.

Knpmene

BeHnagakciH 1 HETOBHAT AKTHREH MeTabonuT O-fe3MeTuBeHnapakcHy ce eKCKPeTHPAaT B KhPMATA.
MMa ¢bo0Imenus 0T MoCTMAPKETHHTORUA TIEPHO 34 KEPMAUeTa, IPH KOUTO ce HalmioaaBa miay,
pa3ApazHATEIHOCT H aDHOPMEH pexxMM Ha ¢BbH. Ciiel CITHpaHe Ha KbPMEHETO ce ChoDlaBa U 3a
CUMITTOMM, CBBP32HHU CbC CNMPAHETO Ha JEKapCTROTO BeHaadakca He Moxe 7ia ce U3KIIOUH PUCK 3a
KEpMAyeTo. 3aToBa TpAOBA Ja ce B3eMe pellleHue 3a NIpoAbikaBaHe/ClINpaHe HA KbPMEHETO HITH 34
NpOAb/KaBaHe/CIIApaHe Ha TepanvsTa ¢ JIaHBeKCHH, KaTo ce UMa HpEIBHYL, [0J]3aTa 34 JETETO OT
KbPMEHETO U ITOJI3ATA 34 XKEHATA OT NeueHneTo ¢ JlauBeken .

DepTUNUTET

[Ipy poy4Ysane, IPH KOETO MBKKH 1 KEHCKH IIThXO0BE ¢a Onnw TpeTupanu ¢ O-
Ae3METHIBEHJIA(AKCHH, € HabMmoJaBaH noHwked GepTisinteT. KITHHUYHOTO 3HAYEHHE HA TA3H
HAXOKa NpH Xopa He € W3IBECTHO (BX. Touka 5.3).

4.7 EdexTH BLPXy crioco6HocTTa 3a odApane U patoTa ¢ MAIUNHH

BCEKH IICHXOAKTHREH JIEKAPCTREH IPOAYKT MOXKE Jd HApY UM TIpeLICHKATA, MUCACHETO U MOTOPHHUTE
YMEHHsA. 3aTOBa BCHUKH TIAMEHTH, IpHEMAIITH BeHiadakcul, TpsaOra Ja 6pAaT peaynpeacHH 3a
eheKTHTE BHPXY CHOCODHOCTTA M Aa WodnpaT 1 13 paboTaT ¢ oNacHH MalITHHH.

4.8 Hexenanu JeKapcTBeHU peakiu
Pesrome Ha npoduna 3a HezonackocT

Haii-yecto (>1/10) chobiapanuTe HeskelaH! peakUMM NP KIMHUYHHATE MPOYUBAHUA Ca TaficHe,
CyXOTa B yCTara, rnaBodosne u noteHe (BKIKQYUTENHO HOLHH M3MOTARAHUA ).

Tabayien cNUCHK Ha HEXENAHUTE JIEKAPCTBEHH PEakIHH
HexenanuTe peakuny ca H3GpoeHH M0-10]1y 10 CHCTEMO-OPraHeH Kiac ¥ YecToTa, B HU3XOAAL pesl
Ha MEAHUVHCKATa 3HAYHMOCT, B PAMKHTE Ha OTpeeNeHa 4ecToTa,

Hecroture ca pedWHApAHN KaTo:

MmHoro yeern: > 1/10

—_—

Hectn: > 1/100 o < 1/10
Heuectn: > 1/1 000 g0 < 1/100
Peaxu: > 1/10 000 1o < 1/1 000
MHoro peaxn: < 1/10 000

C HeH3BECTHA YeCTOTA: OT HATHYHHTE JAaHHH HE MOXe 13 OBe HallpaBeHa OUEHKa

Cucremo- Muoro YeeTH HeuectTn Penxn Muoro pegku
OpraHeH KJac | YecTH

Hapymenus ArpanynoLuTo3as,

Ha KpbBTa H arlacTHIHA

IMMpHaTa aHEMUA*,

CHCTEMA MaBHIUTOTEHUS*,

HEYTPOITCHH A *




Hapyiexnus Anadunakrugua
Ha WMYyHHATa peaKiis #
CHCcTEMA
Hapymenns CuHapoM Ha | TTosuleéHa
Ha HeA0CTaThUHA KOHUCHTpAlUA Ha
CHAOKPHUHHATA cekpeuns Ha | NPOJIAKTHH B
CUCTEMA AHTUIMYPETHYEH KPbBTa*
XOPMOH*
Hapywenns ITonrwmxen XHUMOHATPHCMIIA*
Ha areTHT
MeTabosn3Ma
H XPaHeHETO
[Tcuxuanu beacrurne | CocTosuue Ha | Manus, Hemmp#* CynumaHa
HapyUIeHHS OOBPKAHOCT*, | XHIIOMaHHI, nacanms H
IencpCcoHanu3 | XamoQuuHallH#, CYHRHAHO
ALTNA*, IepeaTn3alns, noaenefiﬂﬂa,
IaTONIOrM4YHN | a0HOpMeH drpecus
ChHHINA, Oprasbm,
HEPBHOCT, anartus,
MMOHHKEHO OpYKCH3IBM®,
mouno, anaTus
HXATHPAHOCT*
aHOpTra3MHAs
Hapymenns ['naBobo- AKATH3HA*, Cunxkon, HesponenTadeH TapauBHa
Ha HepBHATa | nue**, TpeMop, MHOKJIOHYC, MaJIUTHEH CHHAPOM | JUCKHHE3NA*
cucTeMa 3aMassHOCT, | MTapecTe3mM, HapyIIeHO (HMC)»,
cenaums ANCreyaus paBHOBECHE®, | CCpPOTOHMHOB
aDHOpPMHA CHHOPOM®,
KOODJIMHALIME* | KOHBYIICHY,
, JHCTOHHA*
JHCKUHE3HH *
Hapyuwenus 3pUTENAHH 3aKkpHTOBILIHA
Ha OUuTE HApYIHEHNs, TIayKoMax
HapylleHa
AKOMOIalns,
BKJTFOYHTETHO
3aMbIIieHo
BHKJIAHE,
MWJZIpHa3a
Hapymienns TunHTyC* Bepruro
HAa YXOTO M -
nabHpUHTA
Copaeunn Taxuxapans, Torsade de
HapyLIeHNs NaIMTATAL[H* Pointes*, kamepHa
TAXUKAPAWSH*,
KaMepHO MbXKICHE,
yabmxaBaHe Ha QT
HHTEpBAA B
eneKTPoKapauorpa
Mara*
Coli0BH Xunepronua, | OprocTtaTHyHa
Hapy LIeHUA ropelllH REJIHK | XMIIOTOHUA,
XHIIOTOHW *
Pectimparopnu JHcnHes, HuTepeTnyanna
, TPBAHH W NpO3ABaHe bemonpodna _!
MEAHACTHHAJ DomeCT*,




HU Oenonpobha
HapyIleHHs COIHMHODHITHS*
Cromamno- Vapene, Jnapusi#, CTomMarHo- [Tankpearurs
YpeBHU CyXOTa R | HOBpBLIaHe 4PEBHO
HapylleHHs YCTaTa, KbpBEHE
KOHCTHIIAL],
261
Xenarobnnmyua AOHOpMHN XenaTur*
PHU pe3ynTaTH oT
HapYIUCHUA YEPHOIPOOHUT
e
PYHKEHOHATH
"
W3C/Ie(BAHUS*
Hapyuienus Xunepxnn- | O6pus, Vprukapus*, | CHHIpOM Ha
HA KOXaTa WM | poia* ChpOexc* ANMOTIC LA *, Stevens-Johnsons,
NOIKOXHATA (BKITHO- SKXUMO3a, TOKCHYHA
ThKaH YHTEITHO AHTHOCHEM*, eNVICPMATHA
HOIITHH PEAKIIHA  HA | HEKPOITH3A%*,
A310TH- ()OTOUYBCTBUT | epUTEMa
BAHUS) * eJiHOCT MYITH(DOpME#*
Hapymenwns XUneproHyc PabaoMuonuzas
HA MYCKYITHO-
CKeneTHaTa
cACTEMA 5
CheUHUTENNA
TA ThKaH
Hapymenus Hnsypus NHKOHTHHEHI]
Ha OnOpeunte (KONEeBIMBOCT | WS Ha ypHHa*
H THKOYHNTE Ha  CTpydTa),
NHTHLNA PETEHUHA Ha
YPHHa,
TIONIAKHY PUs*
HapyweHns Menroparus#+, HOCTnapTajiHa
Ha METPOparHs*, XeMoparvs
BB3NPOH3BOIH EpexTUNHA
TelHaTa AUCPYHKLMS,
CHCTEMa H Hapy IIcHa
rbpJarTa EAKY AL
O6wn Ynmopa, Kprneonzmis B
HapyilleHusAs w acTeHHs, JTUTaBHIUTE*
ediexTnn Ha BTPUCAHC*
MACTOTO  Ha
HPUNOXEHAE
Macnennanms YBemyaBaHe YIObIDKEHO  Bpeme
Ha  Ternovo, Ha KbPBEHE*
HaMANISIBAHE HA
TETJIOTO,
MOBWLIEHH
HHURa Ha

XOJIeCTEPON B
KPLBTa

* Hexenanu nexapcTsenn peakuuu, perictpupans B MOCTMaPKETHHIOBU NPOYYBaHH
* Criy4an Ha CYMIIMOHA Aaeanus ¥ CYHUHIHO TOBEHCHNE e Chobujasar no BpeMe Ha

BeHJTahakCUH WM paHo ciej CITHPAHE Ha NIeueHHETO (8K, ToYka 4.4).




® Biskre Touka 4.4

* Ipn 000bIIEeHA KIMHUYHA NTPOYYBaHHs TNABO0ONHETO ¢ BeHTadakcHH ¥ nianebo e ¢ mogodHa
4ECTOTA.

* ToBa crGuUTHE € cHOBEHO 3a TepanerTHuHIS kiac SSRI/SNRI (BikTe ToukH 4.6 1 4.8).

Cnupase Ha ne9eHueTo

CrniupaneTo Ha Bennagaxcui (0cobeHo koraTo e BHE3aMH0) 0BHKHOBEHO BOIH 0 CHMITTOMH HA
oTHeMaHe. Haji-9ecTo choOlaBaHNTe peakliii ¢a 3aMasHoCT, CETHBHY HapYICHAS (BKIMOYHTEIHO
napecTesns), HapylIeHHs Ha CBHS (BKJIIOUMTEeNHO O€3CHHNE ¥ HallperHaTi ChHUILA), aXKUTHPAHOCT
HITH TPEBOXKHOCT, FaACHE H/UNK NOBPBILAHE, TPEMOP, CBETOBDPTEXK, ITIaBO0OIIHE U FPUNONOA00CH
cunnpoM. ODMKHOBEHO Te3n ChOMTHS ca JIEKH 10 yMEPEHH H €a CaMOOTpaHHYaBallH ce, HO IIpH HAKOH
TIALHEHTH TE€ MOTAT /1A €& TEXKKH W/ UK NO-NPOSEIKHUTEIHN. 3aT0Ba Ce NPenopriBa, Korato
NEeYeHHETO ¢ BeHNadakCHH HE € HeOOXOANMO [TOBEYE, 1 C€ H3BLPUIMA CIHPaHe Upe3 MOCTENEHHO
MMOHWKABAHE Ha J03aTa (BXK. ToukH 4.2 1 4.4).

[lequaTpyuuna nonynauus

Karo 1syio npodHITeT Ha HeXxelaHnTe peaklyH Ha Betladaxcun (Tpu anaefo KOHTPOAUpaAHUTE
KIHHHYHY POYYBAHHA} NPH A€UA U KHOWH (Ha Bb3pacT 6 10 17) e cxoeH ¢ Ha0moaaBaH|A NpH
Bb3PACTHH. KakTo ¥ MpH BB3pacTHH, ce HabMOJaBaT MOHMKEH aneTHT, 3aryba Ha Terno, MoBHLIEHO
KPbBHO HansraHe ¥ NMOBHILEH CEPYMEH XoJecTepon (Bk. Touka 4.4).

[Tpu KIHHHYHHUTE NPOYYBAHAA ¢ AcUa ce HabIoAaBa HexkemaHaTa peakins cynunHa nieauys, FiMa
CBUJO BCE ITOBEYE CHOOLUIECHMS 3a BpaXAeOHOCT 1, 0COOEHO IIPH IMONIMO JENTPECHBHO Pa3CTPOHCTRO, 3a
caMoHapaHgBaHe.

[To-cnenmanyo 1py Jeua ce HabMONABAT CAENHUTE HEXeEIand Peakiuu: KopeMHa bonka,
aKUTHPAHOCT, JUCTIETICHSA, EKXMMO034a, eTTHCTAKCHC U MHANTHA.

Choluarane Ha N0AO3HPARY NEKapPCTBEHH PEaKNM
CrobiaBaHeTo Ha MOJO3APAHH HeXETAHM PEaKIUM ClIEN pazpeinarane 3a ynorpeda Ha nekapcTReHHS

MPOJYKT € BaKHO. TOBa NO3BONABA Jd C¢ NPOALIKH HabNI0JeHHETO HA CBOTHOIIEHHETO NON3a/PHCK
3a JIeKapCcTBeHHS NpOAYKT. OT MeIHLHHCKHTE CIIEIMATIACTH ce H3MCKBa Ja ¢hoOIaBat BCAKA
NO03MpaHa HeXENana peakiys Ype3 HaRoHAIHATa CHCTEMA 3a ChoOUaBaHe B IBIBJIHUTENHA
areHuysA 1o nekapcTrara, yii. , Jlaman ['pyer’’ Ne §, 1303 Coding, ten.: +35928903417, yebealit:
www.bda.bg,

4.9 Ipeaosupane

[Ipy nocTMapKkeTHHTOBHA OIMUT IIPeJO3HPAHETO C BeHIadakcHH ce ChobIIana TABHO B KOMOUHAIMA C
aNiKOXOJ H/WITH APYTH JIEKapCTBEHH NMPOAYKTH, BKJIIOMUTENHO Cnydan ¢ aetaneH u3xo/. Haii-uecto
CrODINaBanuTe ChOMTHS NPU NMPEeqO3Mpane BKIIIOUBAT TaXHKapIHa, KOTHHECTBEHH NIPOMEHH Ha
CH3HAHHMETO (Bapupaliii 0T COMHOICHTHOCT 0 KOMA), MRIPHA3a, KOHBYJICHA W NOBpbLIaHe. Jipyry
ChOOIIaBaHY CHOHTHS BKIIFOYBAT eNeKTpoKapanHorpadcku poMerH (Hanp. yasmkasate Ha QT
HHTepBana, depeH 0ok, yabnkasade Ha QRS koMIekca), BeHTPHKYIIapHa TaxuKapaus,
Opaaukap/ns, XMIIOTOHUS, BEPTHFO U CMBPT. TeKKH CUMITOMH Ha OTPaBiHe MOraT 1a BB3HHKHAT [P
BE3PACTHH CHel 1IpUeM Ha npubivsurento 3 rpaMa BeHnapakcuH.

ITyOMHKyBAHNTE PETPOCIIEKTHBHH NTPOYUBaHHA ChoOINAaBaT, ue NpeJo3HpaHETO Ha BeHIA(haKCHH MOXKE
Iia € CBBP3aHo ¢ MOBHIIEH PHCK OT (paTaned WH3Xo[J B cpaBHEHHE ¢ HAGMOIABAHOTO TIPH NTPOAYKTH Ha
SSRI anTHaenpecanTy, HO NO-HUCHK OT TO3M 32 TPHUNKIHYHHTE AHTHJICTIPECAHTH.
ENMUAeMUOIONHYHITE TIPOYUYBAHUS TOKA3BAT, Ue eKYBaHnTe ¢ Bennadakchi NafneyTH UMaT 11
(hakTOpH 3a cYMUMAEH PHCK, OTKONKOTO nanvenTure Ha SSRI. He e sacHo 1o Kaksa cTemneH
3a TMIOBHIIEH PUCK OT aTaneH U3Xod MoXke Aa Oble NpUITHCAaHaA Ha TOKCHYHOCTTA Ha BEH
TPY TTPENO3INPAHE B CPARHCHHE ¢ HIKOW XapaKTEPpUCTUKH Ha NALHEHTUTE, JIEKYBaHH C B

[IpenopwuBaHo JieYeHUE



Texxoro oTpasstie MOXKE A2 M3NCKBA KOMITIEKCHO CIEITHO JieyeHue U Habmoaehue. CrleaoBarenHo,
B CJTy9ad H4 CBMHEHNE 3a NpeAo3Hpane, BIUTIOYBAIMO BeHNadakcHH, ce npenopbisa He3abaBHO aa ce
CBBPKETE C HAITMOHAJTHHA USHTHP 10 TOKCUKOIOTHA, KITMHKKA 110 TOKCHKOAOTHA WM CIEHAAINCT TIO
TOKCHKOIOTHA.

IlpenopruBar ce 0OIUM MOLTEPKALLN H CHMITTOMATHUHI MEPKH, KaTo Tpa6Ba a ce NpoCieaBar
ChbpISUHHSA PHTHM U XKHUIHCHUTE MMOKA3ATENH. AKO HMa PHCK OT aciUpallui, He Ce [IpernopbryBa
WHAYLMpaHe Ha NOBpBIHade. CToMalllHaTa TPOMUBKA MOJKe fia € moka3aHa, ako Ce H3BBPUIH CKOpOo
CHieli IOTTBIIAHETO MY PH CHMITTOMATHYHH nayveHTd. [IpunoxkeHneTo Ha aKTHBEH BBITIEH MOXKe
CHUIO /12 OTpaHudH a0copOIMsTa Ha AKTYBHOTO BellecTBO. Mallko BepoaTHO e opcipaHaTta JHypesa,
JAHann3ara, xemonepdy3uata v odMeHHOTO KphBomnpeaneane fa Onaar ot nom3a. He ca w3secThH
HUKaKBH CNICLIM(PUIHY aHTHAOTH 3a BeHadakcHH.

5. @®APMAKOJIOTHYHU CBOHCTBA
5.1 dapmakoguHaMHIHH CBOICTRA

dapMakoTepalleBTHYHA rpyna; J[pyrd anruaenpecanti, ATC kox: NOGAX16

Mexany3sM Ha AelicTBHE

Cunra ce, Ye MEXaHU3MBT Ha aHTHACAPECAHTHOTO JeficTBUe Ha BeHMadaKCHH TIPH X0pa € cBBP3aH ¢
NOTEHIWPaHeTO Ha HEBPOTPAHCMUTEPHA AKTHBHOCT B LIEHTPAJTHATA HEPBHA CHCTEMA,
[IpeakununHTe NPOYYBaHUs TIOKA3BAT, Ye BeHAadaKCHH i MMaBHAST My MeTabonauT O-
nesMetTriigerIagakcuu (O/(B) ca unxubGuropy Ha ofpaTHOTO 3axBailjaHe Ha CEpOTOANHA H
HOopaapeHanuHa. BeHadakcnH cplno HHXHONPA cnado A0NaMUHOBOTO 3axBaliane. Bennadgakcun 1
HETOBHAT AKTMBEH METAbO/IAT NOHIKABAT -aIpeHePrHYHUTE OTTOBOPH KAKTO NPH OCTPO (€IHHHTHA
11034), Taka M [IpK XPOHHYHO npuiokeHue. Benjadakcun u O/IB ca MHOro cXoOHH MO OTHOIIEHHE Ha
TAXHOTO HANOCTHO ASHCTBHE BbPXY 00paTHOTO 3axXBalllaHe HA HEBPOTPAHCMUTEPH N CBBP3BAHETO KbM
penenTopn.

dapMmakoauHAMHHHY edieKTH

BeHnnadgakcHH Ha NpakTHka HAMa HAKAKbB aDWHUTET i1 vitro KbM MYCKapHHOBITE, XOMNHEPrHHHUTE,
Hi-x¥ucTaMHHEpTrMYHHTE UIH o-aJIpeHEPrUYHATE PELENTOPH OT MO3BK Ha MTbX. PapMaxonoruUHOTO
JCHCTBHE BBPXY TE€3H PEUETITOPH MOXE 12 € CBRBP3aH0 C pa3IMIHN HEXKETaHN peakiiy, HabnoJaBaHH
npy OpYTH aHTHIENPECAHTHH JICKAaPCTBEHH NPOAYKTH, KaTo aHTUXO/IMHEPIrHUHH, CEAATHBHH H
CBbPAEYHO-CB0BH HEXKETAHH PEaKLHH.

BenmadakcHH He puTekara nHXUOUTOPHO AelicTBNE BhpXy MOROaMHHOOKcHOa3ata (MA Q).

In vifro IpOyYBaHHATA TIOKA3RAT, Ye BEHIA(PAKCHH Ha MPaKTHKA HE IPUTENARA HUKAKBR adHRUTET
KBM OITHATHH 1 OeH30INA3ETHHOBH PELICIITOP.

Knnnputa epukacHocT 1 De30nacHOCT

| 'oneMu ernpecHBHH SIH30H

EduxacHocTra Ha BeHsadakCHH ¢ He3a0aBHO 0CBOOMKIABAKHE KATO JICICHIE HA TONEMH JAENpPECUBHN
CIIM30H € JOKa3aHa IMpy MeT PaHIOMH3IUPAHH, ABOHHO-CIENH, mianedo KOHTPOITUPAHH,
KPaTKOCPOYHH TIPOYUBAHHS C NPOIBIBKUTENHOCT OT 4 10 6 ceAMHALN 3a 1034 10 375 mg/acH.
EduxacrocTTra Ha BeHladakCHH ¢ YOBDKEHO 0CBOBOXKIABAHE KATO JIE4eHNE HA roJIeMU JenpPECHBHN
eNM304Y e YCTAHOBEHA NIPH ABe auedo KOHTPOTHPAHH KPaTKOCPOYHH TIPOYYBAHUSA C
apoasLKUTENsocT OT 8 ¥ 12 cenvnnm, xouTo BRIIOYBAT 00XBaT Ha J03UTe 0T 75 A0 225 mg/neH.




peUnAMBHPAIH BENPECHBHY €IHM30AM 33 |2-MecedeH nepHo € yCTaHOBeHa Mpy eiHo natlle6o
KOHTPOIUPAHO, TBOWUHO-CAANO KIMHAYHO WIMATBAHE TIPH BH3PACTHH aMOYIaTOPHH MAUEHTH ¢
PEIVUANBHAPAINHN IOEMH AEAPECHBHU €MU30H, KOMTO €A Ce MOBJHUAIH OT lieeHue ¢ senadiakcuy
(100 no 200 mg/nen, no cxeMa ¢ pueM JIBa MHTH Ha JIEH) Ha MOCJIEHHS ENMW30] Ha AETPecHs.

I'eHepanu3HpaHo TPEeBOXKHO Pa3CTPOHCTRO

EdukacHocTTa Ha BeHJIa(akCHH KancysH ¢ VIB/DKEHO 0CBOOOXKIABAHE KATO NeYeHHe 3a
FeHEPANM3INpPaHO TPEBOXKHO pazcTpoicTro (I TP) € ycraHoBeHa npH JiBe 8-ceqMuyHH, Iaiebo
KOHTPOIMPAaHU UpoyUBaHUs ¢ hukeupann fo3u (75 o 225 mg/nen), enno 6-MeceuHo, manebo
KOHTPOIUPAHO MpoyyBaHe ¢ PpukcHpanu jo3v (75 1o 225 mg/eH) H ¢IHO 6-MecedHo, nnatebo
KOHTPOJIMPAHO NIPOY4BaHe ¢ NpOMAHA Ha fo3nTe (37,5, 75 n 150 mg/neH) npu Bb3pacTHH

aMOy NaTOpHHM NMA{HEHT.

Benpekn ye HMa CBIIO JOKA3aTEICTBA 3a NPeJMMCTBOTO Ha 103aTa oT 37,5 mg/neH npex nnanedo, T4
HE € TOJIKOBA TIOCTOAHHO e(eKTHBHA KakTO O-BHCOKATE J03H.

Counanso TPeBoAKHO PasCTPOHCTBO

E¢dHKacHOCTTa HA BeHAaakCHH KaICYIM C yIhIKeHo 0CBO60KIaBaHE KaTo JEYEHHE 33 COLHATHO
TPEROKHO Pa3sCTPONCTBO ¢ yeTaHOBEHA ITPH YETHPH HBOITHO-CTIENN, TIapajeIHO-TpynoBy, 12-
CEAMHYHN, MHOTOLICHTPORH, MIALc00 KOHTPOIHpAaHH NPOYURAHHA C IPOMAHA HA [103aTa ¥ DY €QHO
ABOHHO-CIIANO, MAPAIIENHO-TPYNOBO, H-MECEYHO, N1aleto KOHTPONHPAHO, TPOYYBaHE C

(PUKCHPRHW/ IPOMEHITHBH J103H NpH aMOYIaTOPHN BB3PAcTHY natuenTH. [TalyeHTHTE NOTYYaBaT JO3H
B FpaHULATE OT 75 10 225 mg/men. JIMIICRAT JOKAZATENCTRA 34 NO-TO/BIMa ePeKTUBHOCT TIPH TPYNaTa
ot 150 no 225 mg/nen B cpaBHeHue ¢ rpynara Ha 75 mg/nen npu 6-MeceyHoTo NpoyyBaKe.

Ianpyecko pa3cTpoOiCTRO

EdukacnocTTa Ha BennadakcHH Kalcynin ¢ yasIDkeHo 0cBoGoKIaBaHe KaTo edenHe 3a MaHHTeCKo
PAICTPOUCTRO € YCTAHOBEHA IIPH JIBe ABOMHO-CIIENH, | 2-CeIMHYHH, MHOTOLIEHTPORH, Mialeho
KOHTPOJMPAHH NPOYYBAHUA NPU BEIPACTHN aMOyJIaTOPHA NaliieHTH ¢ NaHu4ecKo pasCTPoHCTBO ¢
Wi Oe3 aropagobns. Hayamuata 1034 pn npoyuBaHusATa ¢ NTaHHYECKO pa3cTpoitcTso € 37,5 mg/nen
3a 7 nun. Cnex ToBa MaMeHTATE [10/y4aBaT thukcupann go3u ot 75 ik 150 mg/aen npyu eqHo
NpOyUBaHe W 75 unu 225 mg/ien npy APYroTo NpoydBane.

EdukacHocTTa € yCTaHOBEHA ChINO NPH €AHO ABArOCPOUHO, ABOHHO-CHIANO, [1anebo KOHTPOJIHPAHO,
[IApanciine rpynoBo NPOyIBaKe Ha ABITOCPOYHHNTE 0e30MacHOCT, e(hUKACHOCT H MpeBeHLNA Ha
pELIIBATE NPU BB3PACTHA aMOyTaTOPHU NALMEHTH, KOUTO C& C& NOBANSIN OT OTKPUTOTO NeHEHHE.
[MauuenTHTE NPOALIKABAT Ja NONYYABAT CbIIATA J033 OT BeHTadhakCHH C Vv IbJDKEHO OCBOOOKIaBaHe,
KOATO Ca NpHENW B Kpast Ha oTKpuTara (asa (75, 150 unu 225 mg).

5.2 ®apmMakokUHEeTHYHH CBOICTRA

Bennadaxcun ce Metabonnsnpa B ronAma CTeneH OCHOBHO J0 AKTHBHUA MeTaGonuT O-
AesMeTuNBeHNadakcud (O[B). Cpennuar + CO miasmen nomyxusot Ha Bennadakcun u OJIB e
CHOTBETHO 5+2 yaca u 1 1+2 yaca. PagHoBeCHuTe KOHILEHTpalun Ha BeHnagakciu H OJIB ce ngocturar
B PAMKHTE Ha 3 JlHM OT NepopasiHa Tepalds ¢ MHOFOKpPATHO Npuioxenre. Bennadakcus u OB
MOKa3BaT JIMHEHHA KHHETAKA HAJl 1030RAs o6xeat o1 75 mg Ao 450 mg/nen.

Abcopbimsa
Houe 92% ot sennadakcw ce aGcopOupar ey eMHWYHA nepopanHa 1033 oT BeHTadakCeHH ¢
He3a0aBHO ocBobokKaAaBaHe. AGComoTHaTa SuoHAUTMYROCT e 40% no 45% nopagd NpecUcCTEMHUS
meTabonnzeM. Ciiell npunoskerne Ha BeHnadakcuH ¢ He3a6aBHO OCBOGOKNABAHE NUKOBHTE TLAIw T,
KOHLCHTpauuy Ha seHnagaxcun n OJIB nactonsar 3a choTseTHO 2 M 3 waca. Ciea IpUio / M HE 0:‘7@
BeHNadakcuH Kalcymi ¢ yILDKEHO 0CBOOOMABAHE IUKOBUTE NHATMERH KOWLCHTPAUHEME " dew .
BeHsagpakcHl U OJIB ce gocTurar B paMkHTe HA CHOTBETHO 5,5 waca # 9 qaca. Korato { @ BPV. i
€AHAKBH IHEBHU JIO3H OT BeHNadakcHH, 610 kaTo TabieTka ¢ HezabaHo ocBoGoK I l HEE R 3 i ‘
Kancyna ¢ yabDKEHO 0CBoO0XKIaRaHe, KANCynaTa ¢ Y LIKeHo 0CBobOK1aBane OCUTYPYE - D-HyERE " o




CKOpOCT Ha abcopOuud, HO Cblarta cTencH Ha abcopOuuns B cpaBHeHuME ¢ TablieTkaTa ¢ He3abaBHO
ocrofoXIARaHe. XpaHara He nosangsa OMOHATHIHOCTTa Ha Bewnadakcun 1 O1B.

Pa3nipegenenne

Bennaaxcun u OJIB B TepaneBTHYHH KOHHEHTPALWH Ce CRBP3BAT B MHHUMAJTHA CTEIIEH C
YOBECIIKUTE IU1a3MEHN benThuu (chotreTHO 27% n 30%). ObemiT Ha paznpeaenieHue na
BEeHITa(hakCHH B PABHOBECHO CheToAHMeE ¢ 4,4+1,6 1/Kkg cnell HHTPABEHO3HO NPHIIOKEHHE.

broTpancgopmaris

BennagakCHH MpeThpIABa 3HAYUTETHO MeTabOIH3NpaHe B YepHus apod. In vitro v in vivo
IPOYUYBaHUATA MOKA3RAT, Ye BeHladakcHH NpeThprsiBa OnoTpaHcopMalms 10 HEroBHA INIaBeH
axtiBeH Metadbonnt OJIB or CYP2D6. In vitro W in vivo npoyusaHusTa ToKA3BaT, 4e BeanadakcHH ce
MeTabOoIH3|pa JI0 BTOPOCTEICHEH NIo-Malko akTHeeH MeTabonT N-ge3MeTHIBEHIA(aKkcHH 0T
CYP3A4. In vitro ¥ in vivo NIpoyuBaHusTa MoKa3BaT, 4e BeHnadakcun e cnad nHxubuTop Ha

CYP2D6. Bennaakcwu He naxubupa CYP1A2, CYP2C9 unn CYP3A4.

E1vMUHUpaHe
BeunadakcuH ¥ HEFOBHTE MeTabOMNTH ce eKCKPETHPAT OcHOBHO TIpe3 OBOpeimTe. Tpuban3uTeTHO

87% oT1 no3aTa Ha BeHNadakCHH ce OT/N ¢ ypHHATA B paMKuTe Ha 48 yaca KaTo HelIpOMEHEH
senratpakcun (5%), HekoHtorupan OJIB (29%), kowtorHpan OJIB (26%) und ApyrH BTOPOCTENTEHHH
HEakTHBRHU MeTabouTH (27%). Cpennnnar = CO naa3Men KIHPLHC B paBHOBECHO ChCTOAHKE 34
BeHnagakcuH 1 OJIB e cvotBetHO 1,3+0,6 l/uac’kg u 0,4+0,2 l/uac/kg.

CrneuHagHy MonyIaum

Bwapacm u noa

Br3pacTTa ¥ NOXBT Ha NAlHEHTHTE He MOBAMABAT 3HAUHMO (apMaKOKAHETHKATA Ha BeHIADaKCHH U
OJIB.

CYP2D6 excmensusnu/rouiu memaborusamopu

[TnasMenuTe KoHUEHTpaLMY Ha BeHaadakcHl ca no-sucoxy npu CYP2D6 nomy meTabomm3aTopw,
OTKONKOTO NPH eKCTEH3UBHKUTE MeTabonu3atopu. To# kato odinara excnosunus (AUC) Ha
Bernadakcuu 4 OJIB € cXoaHa npy IOl U eKCTEH3IHBHU METAbOMH3aTOPH, HAMa HeoOXOIUMOCT OT
Pa3IYHH JO030BH CXE€MH 3a T€3W ABE TPYIU.

{layuenmu c weprnodpobro yvapescoare

[Mpu naumenty ¢ Child-Pugh knac A (neko uepHoapobHo yBpexknaane) u Child-Pugh knac B (ymepeno
q9epHOAPOOHO YBpeXkaaHe) MONYKHBOTHT Ha BeHmadakcuu M OJIB e yabhikeH B CpaBHEHHE C
HopManuy una. IepopalHusaT xTHpEHC KakTo Ha BeHlladakcuH, Taka v Ha (/1B e HamareH. OTkpHBa
ce rojisMa CTeNneH Ha BapHabHIIHOCT MeXAY OTACHUTE HHAUBHIMA. FIMa orpaHiyedH JJaHHH MpH
NALHEHTH ¢ TEXKO YepHOAPOoOHO YBpexkaaHe (BXK. ToUKa 4.2).

Hayuenmu ¢ 6vbpevno yepescoane
[ipy Aranu3Hu NalMEHTH eNMMHHAOMOHHMST NOMY>XMABOT Ha BeH/TapakchH e yasmkeH ¢ okoso 180%,
a KIIHPBHCHT € MOHMAKEH ¢ OKONIO 57% B cpaBHeHNE ¢ HOPMAITHH JTHIIA, JOKATO €TMMHHALHOHHAAT
oy s«HBOoT Ha O/IB e yasmxen ¢ okono 142%, a KIIHPBHCHT — NOHMKEH ¢ 0010 56%. Heobxoaumu
ca KOPEKLHH Ha [03aTa NpU NMalnedT! ¢ Texko 0sOpeyHo yBpesxkaaHe U Npu NALHeHTH, Ha KOUTO ce
Hanara xemouanusa (Bx. Touka 4.2).

3.3 IlpeAxnIHHHYHH JAHHH 32 (Ge30IACHOCT

IIpoyuBanusaTa c BeHnadhakcH NPH MILXOBE U MULITKH HE TIOKA3BaT JaHHH 33 KaHLEPO
Bennadakchii He € MyTareHen nipn 1HpoK Habop OT in vitro 1 in vivo H3clieIBaHus.




IIpoyuBanusTa 38 PENPOAYKTHRHA TOKCHYHOCT TPH XHBOTHH NTOKA3BaT NOHWKEHO TETJIO Ha
HOBOPOJEHWTE MPH MIIbXOBE, TTIOBHIIEHHE HA YeCTOTATa HA MBPTBOPOJIEHH W TIOBHLIEHA CMBEPTHOCT
CPell HOBOPOJCHUTE Npe3 ITLPBHTE 3 JHH OT KbpMeHETO. lIpriHMHAaTA 38 Te3H CMBLPTHH ClIydau He €
n3secTHa. Tesu edextu HacTbNeAT Mpy 30 mg/kg/AeH, koeTo € 4 ITBTH HoBeYe OT JHEBHATA 1034 TIPH
xopa ot 375 mg BennadakcuH (Ha ocHoea mg/kg). Jlozara 6e3 edekT 3a Te3d HaXOAKH € 1,3 TBTH No--
BICOKA OT J103aTa 3a Xopa. 110TeHUMaTHHAT PUCK FIPH XOpa HE € U3BECTEH,

Habimonasa ce normker GepTHIMTET NPH IHO MPOYIBAHE, PH KOETO KAKTO MBIKKH, TaKa W }EHCKH
[LIBXOBE Ca UMAJTH eKcrio3Hikg Ha OJIB. Tasu excrioznnus e duna npubauznTesHo 1 Jo 2 TsTH No-

BHCOKA OT JJ03aTa Ha BeHAadakcHH IIpu xopa ot 375 mg/ned. 3HadeHAeTo Ha Ta3k HaXOJJKa IIPH Xopa
HE € M3RECTHO.

6. ODAPMAIIEBTHYHI JAHHH

6.1 CriMchbK HA TOMOUIHHTE BEILECTREA

CoappxkaHHe Ha Kalcysara;

3axapHu cdepr (CbIbpKa 3axapo3a)
eTUnenynosa (E462)
XUIAPOKCHITPOTIHILETYJI03a
xunpomenosa (E464)

TasK (E553b)

audyTuncetakar

OJIEHHOBA KHCEIHHA

0e3B0J1eH KOJIOMJICH CHITHILIHER MHOKCH/T

OO0BWBKA Ha KancyJarTa:
KeTaTHH

HaTpHeB JIaypHACYJIPaAT
OuBeTHTEITH:

¢BHeeT *kbaAT0 FCF (E110)

XHHOMMHOBO EITO (E104)

TUTaHOB AUokcHA (E171)

6.2 HechERMecTHMOCTH

Henpunoxumo

6.3 Cpoxk na rogHoct

3 roaunu

6.4 Cpoeunannu ycjJoBHA HA chXpaHeHHE

To3u nekapcTBeH MPOAYKT HE H3UCKBA CRELHANIHN YCIIOBHA HA ChXPAHEHHE.

6.5 Buau chabpAkande HA ONAKOBKATA

20, 28, 30, 50, 56, 60, 98 n 100 kancymn, onakosan# B 6nuctepu (PVC/amy MuHmHiT).
50 u 100 xancynu 8 HDPE 0yTunka ¢ HDPE kanauka Ha BHHT ¥ cale Ch¢ CHITMKaren (CYIHTEN).
He BcHIKM BHIOBE OMakOBKH MOTAT Aa OBbJIAT NYCHATH B ITpogaxkoOa.

6.6 CrnennajnHM npeanasH# MEPKH IPH U3XBLPJsIHE

HaMa crieqHanuy W3NCKBaHU4L.




7. INPUTEXATEJI HA PASPEHIEHHETO 3AVINOTPEERA
G.L. Pharma GmbH
Schlossplatz |

8502 Lannach
ApcTphA

8. HOMEP(A) HA PA3PEIIIEHHETO 3AYIIOTPEBA

20080193

9. JATA HATTHPBO PAZPEINABAHE/MIOJHOBABAHE HA PA3ZPEIIEHUETO 3A
YIIOTPEBA

Jata Ha Tepeo pazpemasane: 06.10.2008 r.

JaTa Ha mocineHo mogHosaBane: 04.01.2013 r.

10. JATA HA AKTYAJIHIUPAHE HA TEKCTA

04/2023




