JICTOBKA: HHOOPMAITHSA 3A OTPEBHTED [ . ;5 ., ' O}

5 533 -533

EdexcuBa®75 mg TBLPAH KANCYJH C YABJ/LKEHO ocnopomm ------------------- T
Efexiva® 75 mg prolonged release capsules, hard

Eq)encﬂﬂa@ 150 mg TBBLpAN KaNCYyJIH ¢ YIbJKEHO 0CBODOXKIaBAHE
Efexiva® 150 mg prolonged release capsules, hard

BennadakcuH (venlafaxine)

v/

HPD‘IETETE BHAMATC/IHO NAJIATA JIHCTOBKA NPEAH 1A 3ANI0OMHETE A IIpDHCMATE TOBA JICKAPCTBO.

— 3anazere Ta3u JIMCTOBKA. MOXe [a ¢e HAIOXKM Ja 1 POYETETe OTHOBO.

— AKo0 MMaTe HAKaKBH JOIBJIHATEHA BBIIPOCH, nonuTaiTe Bamus nekap nimu gapmaiest.

— ToBa nekapcTBO € NnpearnucaHo JU4HO Ha Bac. He ro npeorcTensaiite Ha Apyry xopa. To Moxe
Ia UM HABPEAH, HE3ABUCUMO OT TOBA, Y€ TEXHUTE CUMIITOMH Ca ChIUMTE KaTo Bamure.

— AKO HAKO4 OT HEeXKeIAHUTE IeKAPCTBEHH peaKIH CTAHE CEpUO3HA, WM 3a0eNeXuTe APYTH,
HEOIMCAHH B TA3H JIMCTOBKA HeXKEeJIaHH PEaKIUH, MOJIA YBeAoOMeTe Baums iekap win gpapManesT.

B Taszn JincToBKA:

Kakpo npeacraBnasa E¢excuBa 1 3a KakBo ce H3M0JI3Ba
Ipenu aa npuemere Edexcusa

Kak 1a npuemare Edekcusa

Bb3MmoxHH HexkenaHu peakiiud EdexcrBa

Kak na cexpanssarte Edexkcupa

HonbaHaureiHa HHPopMaLHsa

AN S e

Kakpo npercrasasisa LpeRensa i o3a KakBo ¢ nino.nsBa

Edekcupa € aHTHAENIPECAHT, KOWNTO NPHHALIEKH KbM IpyIIa JIEKApCTBA, HAPEUYEHH

MHXHOMTOPH Ha 0OpaTHOTO 3axBaiaHe Ha cepoToHHH U HopaapeHaaud (SNRIs). Ta3u rpyna
JIEKApPCTRA Ce H3MO/I3RA 3a JIeYeHUe Ha JeNpecus U APYTH ChCTOSHUS KaTO TPeBOKHH pa3CTPOMCTRA.
Cuura ce, 4ye Xopara, KOUTO €a JellpeCHPaHHd W/UNH B TPEBOXKHO CHCTOSHHE, UMAT NIO-HHUCKH HHBA Ha
CepOTOHHH U HOopaApeHaivH B Mo3bka. He e HAaMbiIHO ACHO Kak A€HCTBAT aHTHIEIPECAHTHUTE, HO TE
MOTaT Ja NoMaraT 4pe3 [IOBHUIIIaBaHEe HUBATa Ha CEPOTOHHHA M HOpaJApEeHaJIMHa B MO3BKA.

EdekcuBa e neuerue 32 Bp3pacTHU ¢ Aetipecus. EdekcHBa e ¢hino JIeueHHe 3a

BB3PACTHHU CBHC CIIEHUTE TPEBOXKHU Pa3CTPONCTBA: FEHEPATU3IHPAHO TPEBOXKHO Pa3CTPOUCTRO,
COLMATHO TPEBOKHO pa3CTPOMCTBO (CTpaxX v M30ArBaHe Ha COLMATHHU CUTYallH) U MaHHYECKO
pa3cTpOiCTBO (MPUCTHIIM HAa MaHHKa). [IpaBHIHOTO NeveHHe Ha ACNPECHATa HITH TPEBOXHHUTE
pa3cTpoiicTBa € BaXKHO, 32 J1a ce MOIyBCTBATe No-A00pe. AKo He ce JIeKyBa, Balero ¢bCToOIHHE MOXE
14 HE OTUIYMH H MOXKE [1a CTAHE M0-CePHUO3HO U MO-TPYAHO 34 JICYEHHE.

[Ipen a apaevicie Fdewncusa

He npremaiite Edexcuna

¢  AKO CTe alepr¥4HM KbM BeHIadakCHH UAH KBM HAKOSA OT OCTAHAIMTE ChCTABKY Ha
Edekcuna. |

e AKO mpueMarTe ChIIO WM CTe IpHUeMali HIKOTa B paMKUTe Ha focaegHure 14 nuu
JIEKapCTBa, M3BECTHH KaTO HEOOPAaTHMH MOHOAMHHOOKCHAA3HH HHXUOHUTOPH (
M3MO0I3BaHHM 34 JIedeHHe Ha aernpecus WK 6onectra Ha [lapkuHcoH. [1pHeMan
HeobpatuM MAOH 3aegHo ¢ Opyryu nekapceTaa, BKMOYHTENTHO EdekcruBa, MOXK
[IPUMHUKH CEPHUO3HH WM JOpH KHBOTO3acTpallaBally HexkeslaHH peakuuH. C
Ia A34yaKate noHe 7 JHH, el Kato crpere Aa npueMare Edexcusa, npeay a4 \ _,_
npueMate HakakBH MAOH (BrxTe ¢hII0 TOUKHTE “CepOTOHHHOB CHHAPOM” H‘»\{I
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OPYTH JICKApCTBa).

O6npHeTe clenHAIHO BHHMAHHE IPH YHoTpebaTra na EdexcnBa

¢ AKO M3mON3Bate APYTH JieKapcTBa, KOMTO, IIPHETH €JHOBpEMEHHO ¢ Edekcura, Onxa
MOTJIM A4 MOBHLIAT PUCKA OT pa3BUTHE HA CEPOTOHUHOB CHHAPOM (BX. TouKa “lIpuem Ha
OpYTH4 JICKApCTBA™ ).
¢ AKO HMaTe OYHM IpoOJIEMH KaTO OIPECIEHH BUIOBE MayKoMa (MOBUILIEHO HANATAHE B
OKOTO).
| AKO HMaTe aHaMHe3a 3a BUCOKO KPBbBHO HAJIATAaHE.
AKO HMAaT¢ aHaMHe3a 3a ChpIevHH IpodieMH.
AKO UMaTe aHAMHE34a 3a NPUMATBIH {I'BPUOBE).
AKO ¥iMaTe aHaMHE3a 32 HUICKM HUBA Ha HATPUH M KPBBTA (XUMIOHATPEMHUSA ).
e AKO HMaTe CKJIOHHOCT Ja 00pa3yBaTe CHHMHH WIH CKJIIOHHOCT 4 KBPBHTE JIECHO (aHAMHE3a

3a HapylIeHHA Ha KPbBOCBCHPBAHETO), UM aKO NpUeMare APYrH JIEKapCTBa, KOUTO MOrar Ja
MOBHLIAT PUCKA OT KbPBEHE.

e AKoO HMBaTa Ha XoJjiecTepona Bu ce nokausar.

e AKO MMaTe aHaMHE3a, HJIM aKko HAKOH BbB Bamero ceMelcTBO € UMaa MaHUs WIH OMIIOIAPHO
pa3CcTPOMCTBO (MYBCTBATE C€ CBPBXBE30YACHHA WIH €YQOPUYHH).

e AKO MMaTe aHAMHE3a 33 arPECHBHO MOBEICHHE.

Edexcusa Moke Ja MpUYMHHM ycelaHe 3a 6e3MOKONCTBO WM HECITOCOOHOCT Aa ce CTOH
CTNOKOHHO B CEIHAJIO HIIH M3IpaBeHo TtonokeHue. Tpabra gqa kaxere Ha Bamud nekap, ako ToBa Bu

CC CJIYUH.

AKO HAKOE OT T€3H ChCTOSHHMA C€ OTHACA 3a Bac, Mos kakere Ha Bammus nekap, npeau na npuemare
Edekcupa.

Mucny 3a caMOYOUMCTBO M BIOLIABaHE Ha BameTo aenpecHBHO WIH TPEBOXKHO Pa3cTPOHCTBO

AKoO cTe aenpecHpaHHd W/ KIMaTe TPeBOKHH Pa3CTPOMCTBA, MOMKETE IIOHIKOTa Ja UMAaTe MUC/IA [a
ce caMOHapaHWTe WK camoyOuere. Te Morar ga ce 3acHiaAT, KOrato 3arno4HeTe Aa NpyueMare 3a MpbB
N'bT AaHTHIEIPECAHTH, Thii KaTo 3a BCHYKH Te3H JIEKapcTBa € HeoOX0auMo BpeMeE, TIPeIH Aa 3aloYHaT
Ia aeclicTeat, oOMKHOBEHO OKOJIO IB€ CeIMMLH, HO ITOHAKOTa U IO-ABJITO.

Hma nmo-ronsma BEpOATHOCT [a MUCIIMTE TaKa:
¢ AKO Npeay TOBA CTE UMAJIH MHCJIH Ja ce caMOyOHeTe WIH 1a C€ CAMOHAPAHHTE.
e Axo cte mnanex. MHpopMaiuaTa oT KIIHHHYHUTE MPOYYBAHHUA OKA3Ba MOBULIEH PHUCK 32
CYHLMIHO MOBEICHHE NPU MITaaekH (Mo 25 roaviIHa Bb3pacT) ¢ ICHXHATPHYHH ChCTOAHHUA,
KOHTO ca OMIIH JIeKyBaHH ¢ aHTUACIIPECAHT.

AKO HAKOTa MMaTe MUC/IH 3a CaMOHAPAHABAHE YT CaMOYOHMICTBO, CBBpXKETE ¢¢ ¢ Baiius exkap HiH
He3a0aBHO OTHAETE B OOJTHHUIIA.

Moske [a € 1oJIe3HO J1a KaXKeTe Ha POAHHHA WIH OJIM3EK NPKUATEN, Ye CTe ASNIpeCHpaHi HIIH HMAaTe
TPEBOXHO Pa3CTPOMCTBO, M Aa I'H MOMOJIMTE /14 MPOYETAT Ta3H JHCTOBKA. MoXeTe 1a I'M MOMOJIUTE Ja
Bu xakat, ako MUCIAT, y€ Bamnure aenpecus WM TPEBOXKHOCT Ce BIIOLIABAT HJIA aKO TC C€ TPEBOXKaAT
3a IPOMEHHU BHB Bainero nmopeneHue.

CyXoTa B yCTaTa

CyxoTa B ycTara c¢e ¢cbobiasa npu 10% OT naiyeHTHTe, IEKyBaHH ¢ BeHnadakcHH. Tog
MOBHUIIHN PUCKa OT Kapuec. ETo 3amo TpabBa 1a 06bpHeTe CrIEUHATIHO BHUMAHHE 33 XU
Bamure 350u.



Ynorpeba npu aeua v wHoud noA | 8-roguimna Be3pacT

Edekcupa TpaOBa HOpMAIIHO Ja HE C& U3II0JI3BA 3a Aelia ¥ 1oHoIIH 1o 18 ropunm. Chino Taka
TpAOBa a 3HAETE, Y€ MALMECHTHUTE HOA 18 MMaT MOBHILUEH PUCK OT HEXKENaHH peaKIHH, KaTo CYHIIHAEH
OITUT, CYMUMAHH MHUCIIH H BpaXIeOHOCT (MPEAUMHO arpecHs, OMO3UIHOHHO MMOBEICHHE U THAB),
KOraTo NpHeMAT TO3H KJ1ac jiekapcTBa. HezaprcruMo or ToBa Bammar nekap MOXKe a TIPEIIIHLIE
EdexcrBa 3a naumeHTH n1ox 18 rogyHy, Thi KaTo TOW/TA pelnaBa Jany TOBA € B TEXSH Hal-

rojiaM ueETepec. Ako Bammar nekap e npearmcan Edexcuea 3a mauuent nog 18 rogunu u Bue
HCcKaTe Aa o6cpauTe ToBa, MOIA 00BPHETE ¢ OTHOBO KbM Bamms nekap. TpabBa na uadopmupare
Bammusa nexap, ako ce NOSBH WIH BJIOLIH HAKOH OT M30POEHUTE MO-rope CUMITTOMH, KOraTo
naMeHTHTEe o 18 mpueMat Edekcura. Oceen ToBa ABArocpouHHTE €pekTH Ha EdekcHBa BLpXy
0€30MacHOCTTa 32 pacTeXka, Ch3PABAHETO M PA3BUTHETO Ha MO3HABATEITHUTE

CMOCOOHOCTH M NOBEACHUETO B TA3H BH3pPacTOBa IpyIlla BCe OILIE HE ca JEMOHCTPHpPaHHU.

IIpreM Ha APYIH JeKAPCTBA

Mons undopmMupaiite Bauus rekap wiu (l)ﬂpM&lIGBT aKO MPUEMATE WU HACKOPO CTE MPUEMAIH
APYTH NIEKapCTBA, BKIIOYHTETHO B TaAKHBa, OTIyCKaHHu 0e3 perenTa.

Bamuar nexap TpaOBa 1a pelnd gaim MoxeTe na B3emare EdekcuBa ¢ ApyTH dekapcTsa.

He 3amouBaiite ¥ He CTIMpaifTe 1a MPUEMATE KAKBHTO M 12 € TeKapCTBa, BKIIIOUHTETHO H TE3H,
KyITyBaHH Oe3 pelienTa, NprupoaHH WiId OMIKOBH JIEKApCTBA, IIPEAH Aa Ce KOHCYITHparte ¢ Bamusa
rexap HIH papMaltieBT.

e MounoamuHOOKCcHAa3HH HEXHOHTOPH (MAOHM: BX. Touka “IIpenu na npuemere Edekcupa’™)

e (CepOTOHMHOB CUHAPOM:
CepOTOHMHOBHAT CHHAPOM, KOMTO € MOTEHHUANHO KUBOTO3aCTPALLABAIL0 CHCTOSHHE (BXK.
TouKa “BB3MOKHHA HEXKEJIaHH PEaKLIHA ™), MOXKE a Ce MOABU NpPH JIedeHHe ¢ BeHiadakCcHH,
oco0eHO KOraTo TOMH ce IIpHeMa ¢ APYTH JekapcTsa. [IpuMepuTe 3a TakuBa JIEKapCTBa
BKJIIOYRAT:
o Tpumranu (M3N0JI3BaHH 32 MEIPEHA)
¢ JlekapcTBa 3a neueHHe Ha aenpecus, HanpuMep SNRI, SSRIs, tpuruxnvunu
aHTHACIPECAHTH WIH JIEKAPCTBA, ChABPIKALlH JTHTHIH
e JlekapctBa, ChOBPIKANIM JIHHE30IH, KOWTO € aHTHOMOTHK (M300NM3BaH 32 JICYeHHE Ha
HHPEKLHHA)
e JlekapcTBa, chappKaliH Mokiiobemua, koiTo € obpartum MAOHU (u3non3Bsay 3a JieueHHE
Ha Aenpecus)
e JlexapcTBa, ChABPKAIIN CAOYTPaMUH (M3MON3BAH 32 MTOHIDKEHHUE Ha TETIIOTO)
e JlexapcTBa, chaAbpKaly TpamManon (OOMKOYCHOKOSIBALILO)
e IIpoaykTy, chaABPKAIIY XBIT KaHTApMOH (HapuyaH owte Hypericum perforatum, KOWTo €
NPHPOAHO WM OUIKOBO JIEKapCTBO, H3TIOI3BAHO 33 JICYEHHUE Ha JIeKa JENpecH)
¢ [Iponyxrure, cABPKAIIM TpUNTOPaH (M3NON3BAHHA 3a POONEMH HAIIPUMED CHC CHHA H
nernpecus)

Ipu3HayTe H CHMNTOMUTE Ha CEPOTOHHHOB CHHIPOM MOraT Aa BKIIOUBAT KOMOHHALUA OT
CCAHUTE:

HECITOKOMCTBO, XaMIOLMHALWH, 3ary0a Ha KOOpAHHAIIMA, YCKOPEHA ChpAeuHa ASHHOCT, NOBUILIEHA
TeJIECHA TeMIiepaTypa, Obp3U NPOMEHHU B KPHBHOTO HAJIITAaHE, CBPbXAKTHBHH pedreKcH, AUapHs,




[IpUEMATE JIEKAPCTRA, ChAbPKAUIU:
e KerokoHa3zon (MpOTHBOrEOUYHO JIEKAPCTRO)
e Xanonepuaoi WK pUCNEPUACH (3a JICYSCHHE HA ICUXHATPUYHU CHCTOAHUA )

¢ Meronponon (6era-01oKkep 3a IeyeHHe Ha BUCOKO KPbBHO HAJIAraHE U Ha CHPACYHH
IpoOJIEMH)

IIpaem Ha E¢dexcuBa ¢ XpaHH H HATHTKH
Edexcupa TpaOBa 1a ce nmpueMa ¢ xpaHara (BxK. Todka 3 “Kak aa npueMate Edexcuna™).

TpabBa na n3dareare yrmorpebaTa Ha aJikoxoJ, A0KaTo nmpuemare Edexcura.

BPBMEH HOCT H KbpDMCHC

Kaxetre Ha Bammsa nekap, ako 3adpeMeHeeTe HIIM ako ¢e OIMMTBATe 1a 3abpeMeHeere. Tpabsa na
uanonspare E¢exkcrpa enBa ciie Karo 00CHIUTE MOTCHIIUATHUTE [MON3H U NOTCHIHATHUTE
pHCKOBE 3a Bamero HepoaeHo nete ¢ Bammsg aexap.

Axko npuemare Edekcura no Bpeme Ha OpeMeHHOCT, yBeoMeTe Bamure akymepka W/ wim

Jlekap, Thit Kato BameTo 6e6e Moke 1a UMa HAKAKBU CUMIITOMU, KOTaTo ¢e poau. Te3u CHMITTOMM
OOHMKHOBEHO 3aMoyBaT npe3 mepBUTe 24 Haca Clleq paXAaHETO Ha ACTETO. 1€ BKIIOYBRAT
HEAOCTATRYHO XpaHeHe H rpobieMu ¢ quiaHeTo. AKo Bawero 6e6e uma Te3u cuMnToMu, KOraro ce
poad, 1 Bue umare npuTeCHEHHA, CBBP)KETE ce ¢ Bammre nexap w/unm aKymepka, KOUTO IIe MOrar
na Bu nocnBeTRAaT.

Edekcupa npeMuHaBa B kbpMata. Mma puck aa okake edekt Brpxy 6¢beto. ETo 3aimo Tpadsa
Ia o0cbauTe ToBa ¢ Bamma nekap ¥ TOW/TA 1Ue peuIM Jajiu TPAOBa Aa CIIpeTe Aa KbPMUTE WIH 14

crpete TepanuAaTa ¢ Edekcusa.,

Illopupane n pabora ¢ MAIIHHA

He modupaiite u He U3MON3BaliTe HUKAKBM YpeOu UM MalllUHU, IOKaTo He pa30epeTe Kak By Biuse
Edexcusa.

haw o npuaesate Lgerenpa

Bunaru npuemaiite EdexkcuBa TouHO kakto By e ka3an Bamua nekap. AKo HE CT€ CUTYPHH B
Helo, nonuraiTe Baiiug nekap win gapManesT.

O6u4aiiHo npenopbYBaHATa Ha4ajlHa 1032 32 JICYEHUE Ha JCTIPECU, TCHEPATTUZHPAHO TPEBOXKHO
pa3CTPOMCTBO M COIMAIHO TPEBOXKHO pa3cTPOACTBO € 75 mg Ha aeH. Jlozata moxe aa Opae
NMOBHIIABaHa oT Balllisi JieKap NOCTENEHHO, H aKO € HEOOXOAUMO, J0PH 10 MAKCUMYM 375 mg AHEBHO
3a Jenpecus. AKO ce JIEKyBaTe 3a IaHWYECKQ pa3CcTpOMCTBO, Baluir nekap e 3anouHe ¢ no-H1CKa
no3a (37,5 mg) v cien Topa 1€ [MOBULIARA J03aTa NocTeneHHo. MakcHUMaliHaTa [o3a 3a
reHepalIH3HPaHO TPEBOXKHO PasCTPOUCTBO, COLMAITHO TPEBOKHO Pa3CTPOMCBO M ITAHHYECKO
pPascTpOKCTBO € 225 mg/aeH.

[Ipuemaiire EdexcuBa no npuOIU3HTENHO €HO U CBIIO BPEME BCEKM ASH WIH CYTPHH, WIH
Beuep. Kancynure TpA6Ba ga ce mOMTBIIAT LIETH ¢ TEYHOCT U Aa HE Ce OTBAPAT, pasyymnsar, AbBYat
WM pa3TBapsT.

EdekcHrpa Tpsabsa na ce npueMa ¢ XpaHa.

AKo HMaTe YepHOApoOHH WK 0B0peuny npobneMu, rosopere ¢ Bamus nexap, ThH KaT
HeoOxomumo Bartara no3a Edekcrpa 1a ce NpOMEHH.




He crimpaiire npuema Ha EdexcrBa, 6e3 Aa ce KoHcynaTHpate ¢ Bamma nekap (Bx. Touka “AKo
cTe crpesiu npuema Ha E¢excua™).

AKo0 cTe NpHEIH NOBe'e 0T HeoOxoauMaTa 1032 EdexcuBa

ObageTte ce HezabaBHO Ha Bauiug nekap WiK ¢papMalieBT, aKo ¢Te IPHEIH MMOBeYe OT HeobXxoauMara
no3a Edexcupa, npeanucaHa ot Bammus jexap. |

CHUMIITOMHTE Ha €BEHTYAIHO IIPEA03HpaHe MOraT J1a BK/IIOYBAT YCKOPEHO ChpliebreHe, MpOMEHH B
HUBOTO Ha OYAHOCT (BapHpally OT CHHJIMBOCT JO KOMa), 3aMbITIeHO BHKAaHE, I'bPUYOBE UITH
NPUHAABLIM U IOBPBIIAHE.

Axo cTe nponycHaan aa npaeMere Edexkcana

AKO MPOITYCHETE 1034, IPHEMETE 4 BEHAra CJIeA KaTo CH CIIOMHUTE. AKO 00a4e € HaCTBIIIIO BPEME
3a C/IeBalaTa 4033, PECKOYETE MPpOMyCHATATa 034 U IIPUEMETE CaMO €AMHAYHA [103a, KaKTO
obukHoBeHo. He B3eMaiiTe moBede oT AHeBHOTO KonnuecTBO Edexcuna, koeto Bu € 6Hito
NpeANUCcaHoO 3a €JUH JCH.

Axo cTe cnpean npaeMa Ha Edexcasa

He cniupaiite na npueMare BameTo iedeHde U HE NIOHWKaBaiTe go3aTa 0e3 cbpBeT 0T Bamug nekap,
JOPH aKo ¢€ YyBCTBaTEe Mo-100pe. AKO BalmuaT nekap cMsTa, 4€ [OBEYE HE CE HYXKIAECTE OT
Edexcuna, Toi/Ta Moke Ja Bu nomonu 6aBHO Ja noHwkuTe Bamara 1o3a npeay na copere H3Lsio
neucHueTo. MU3BecTHO e, e HaCTHIIBAT HEXEJIAHH PeaKLMH, KOraTo Xopara cnupar ynorpedara Ha
Edexcuna, ocobeHo korato Edexcusa ce cnmpa BHe3anHO WIM J03aTa ce NOHIKaBRa

TBbpAe 0Bbp30. HAKOH nauueHTd MoraT aa 1ovyBCTBaT CHMIITOMH KaToO YMOpPa, CBETOBBPTEXK,
3aMasHOCT, TIaBo00IHE, CHhHIHBOCT, HOLIIHU KOIIMAPH, CyX0Ta B YCTaTa, 3aryda Ha aneTuT, rajeHe,
IMapH, HEPBHOCT, XKHTHPAHOCT, OOBPKAHOCT, IIyM B YIIIMTE, MpPaBy4KaHe WIH, PAIOKO, yCellaHus
KATO OT €JIEKTPHUYECKH IIOK, cnabocT, oTeHe, IbpYOBE WIH IPHITONOI00HM CUMIITOMM.

Bamuar nexap me By mochBeTBa 32 TOBa Kak TpAOBa MOCTENEHHO J1a clipeTe jedeHueTo ¢ Edekcuba.
- AKO MOYyBCTBATe HAKOH OT TE€3HW WIH APYTH CUMIITOMH, KOUTO BH npuTecHABaAT, 00BpHETE CE
KM Balnusa nekap 3a AOITBIHUTENEH CHBET.

AKO MMaTe HAKAKBH IOITBIHHUTEIHHA BBITPOCH, CBBP3aHHU ¢ yroTpedaTa Ha TO3M IPOIYKT, MOJA
nonutaire Baims nekap win gapMaricsT.

4, Bu3yiowsan geRe. it peakumm

KaxTto Bcuuku nekapctsa, EQekcHBa Moxke Aa npeaAu3BUKa HeXKellaHH peaKIrH, BBIIPEKH UE HE
BCEKM I'M MOJTY4aBa.

He ce nipuTecHaBaiiTe, ako 3a0enexxuTe Majku Oeny rpaHy)IM BbB BallluTe U3NpaKHEHHUA ClIe] KaTo
npuemere Edexcusa. OtepTpe Kancynute Edexcusa npeactasissaT MUKpochepH WIH

MalKH OeJM TOIMYEHLa, KOUTO ChABPKAT AKTHBHOTO BeIlleCTBO BeHIadakCHH. Te3u MUKpochepH ce
ocBOOOXKIABAT OT Kancyjata BB Bamuusa cTtoMaiHo-4peBeH Tpakt. Korato Mukpocpepure
IIpeMWHABAT M0 HA7aTa Ab/KHHA Ha Bamus croMamno-4peBeH TPakT, BeH/1ahakCHH OaBHO ce
ocBoOOxknaBa. ,,O0BHBKaTa” Ha MUKpocdepuTe ocTapa HEpa3TBOpPEHA U Ce eIMMUHUpa BB Baruut
M3NpaXHEHHA. 3aTOBa BBIPEKH Ue MoxeTe [1a 3abeneskute MUKpocdepy BB Balure usmnp
Bainara mo3a BernadakcuH e 6nia abcopbupana.

ATEepruvHH peakiiiy




AKo NONYHUTC HAKOA OT CACOHHTC pCaKIiii, HC npuemaﬁ'le E@EKCHB&. HezabasHo KaxxeTe Ha
Bauus JEKAp HIIH OTHACTC B CIICHIHOTO OTAC/ICHHC Ha HaH-O/M3KaTa OONMHHUIIA:

e (TAraHe B rbpJHTE, XPUIIOBE, 3aTPYAHEHO IIperIblliaHe WK JULLIAHE
e [lomyBaHe Ha nuIIEeTO, I'BPIOTO, PBLUETE WIH XOIHAATA

o qYBCTBO 34 HCPBHOCT HIH TPCBOXKHOCT, 3aMadHOCT, HYBCTBO 34 ITIYJICHPAHEC, BHC34IIHO
3aUCPBABAHC HA KOXATa W/ Unu HYBCTBO 34 TOILTHHA

e Texuk 00puB, chpOekK WIH YPTHKH (IOBAWUTHATH IUTAKH OT YEPBEHA WIIH 671e1a KOKa, KOMTO
4eCTO CHpOAT)

CepHo3HH HeXelaHH peaKLHU

AKo 3a0eexuTe HIKOH OT ClIeJHUTE IIPHU3HAIH, MOXKE J1a € HY>KAAacTe OT CnellHa MCIVLIUHCKA
HaMCEC4d.

L C'Bp,[[&'-IHH HPDGJ'IGMH KaTQ YCKOPCH HJIH HCIIPABWICH CBPACHCH DHTEM, [IOBHIHICHO KPBEBHO
HaJIATaHE

e IIpobnemu ¢ OYHTE KAaTO 3aMBIVICHO BHXKJIAHE, PA3LIMPEHH 3CHHLH

o IIpobnemM ¢ HEPBHTE KaTO 3aMafHOCT, YCEIaHe 33 UITMMKH, HapYIIeHUs Ha JIBIDKCHHATA,
I'bPYOBE WJTH NPUNaIbLH

¢ [lcuxuarpuunm nmpoOneMH KaTo XUIEPAKTHBHOCT H €ydopua

e CHHIpOM Ha cnMpaHe Ha JledeHHeTO (BX. Touka "Kak aa mpuemare EdekcuBa, Ako cTe
cnpenu npuema Ha Edexcusa ").

[Ib1€H COMCHK HA HEXKEIAHWTE PEAKIIHH

YectoTara (BepOSTHOCTTA 3a MOABA) Ha HEXKEJTAHUTE peakLuM ce Knacuduiupa KakTo cleasa:

MHOIO 4eCTH: HOBmUABaT rmoeede oT 1 Ha 10 norpeburend

YEeCTH: nosiuaeat ot 1 a0 10 Ha 100 norpeburens
HEYeCTH: rmosinuaBat ot 1 1o 10 Ha 1 000 norpeburesna
pEIKH: nosaHaBat ot 1 no 10 na 10 000 notpeburens

C HEHU3BECTHA HECTOTA. OT HATTHYHHUTEC NaHHH HC MOXKE Ja 615,[[6 HallpaBbCHAa OUCHKd Ha HCCTOTATA

e Hapymenns Ha KPbLBTa
Hevecmu: xpbBoHACAZAHE; CMOJIMCTO YEPHH U3NpaXKHEHMA ((PEKATUH) WIH KPBB B
H3MPAXKHEHUATA, KOETO MOXe J1a € NPU3HAK HAa BLTPEIICH KPbBOHW3IIHB
C neuzgecmua wecmoma. HaMaleH 6poii TpomOounTH B KpbBTa BH, KOETO BOAM A0 NIOBUIIECH
PHCK OT KPBBOHACAAHE WIH KbPBEHE; HAPYIICHUS HA KPBBTA, KOSTO MOXE a NoBele 10
MOBHIIEH PHCK OT HH(pEKIHUH

¢ OOMerHHE/XpAaHHTE/IHH HAPYIICHHSA
Yecmu: 3aryba Ha TEr/10; NOBHUIIEH XOJIECTEPOI
Hevyecmu: nagnapaHe Ha TETIO
C neuzgecmua yecmoma: JIEKH NPOMEHH B KPbBHUTE HHUBA HA YEPHOAPOOHHUTE CH3HMHU,
NOHWKEHHE Ha KPFBHUTE HUBA Ha HATpUA; CbpOex, KbJITa KoXa HWIH NOXDBATIBAHE Ha OYHTE,
ThMHA YPHHA WIH IPUNONOAOCOHU CHMITTOMH, KOUTO €3 CUMIITOMH Ha BB3MAJICHHE HA YCPHUA
1po6 (xenmarur); 0OBbPKAHOCT, MpeKOMeEpeH NpHeM Ha BojJa (k3secTHo Kato CHCAX);
T1IaTOJIOTUYHO OTAESHE HAa KbpMa

e Hapymends HA HEPBHATA CHCTEMA
Mhmnozo wecmu: cyxoTa B ycTara, riapodome
Yecmu: TIATONOTHMHHA CHHUILNA; TOHWKEHO nnﬁn,uo 3aMasgHOCT; MTOBHILIEH Mycxyne




Hevecmu: 3aryba Ha 4yBCTBAa WIH €MOLIMH; XaTIOUMHALIMH; HEBOJIEBH IBIDKEHHA HA MYCKYJIHTE;
AKUTHPAHOCT, HAPYLICHH KOOPAMHALIUA U PABHOBECUE

Pedxu: YyBCTBO 32 0e3MOKONCTBO WIH HEBB3MOXKHOCT /14 C& CTOH CMOKOHHO B CeTHAI0 UAH
H3PAaBEHO MOJIOXKEHHE; IM'bpYOBE WIH MPHNaAbLH; YYBCTBO 34 CBPEXBE30YICHOCT WM eydopys
C neuzeecmua yecmoma: BUCOKA TEMIIEPATYpa C pHTHIHH MYCKYJIH, OOBPKAHOCT HITH
AKUTHPAHOCT U MOTEHE, UIH aKO MIOYYBCTBATE BHE3ANMHH MYCKY/IHH ABHIKEHHA, KOUTO HE
MOJXKETE Ja KOHTPOJIHpaTe, TOBa MOXKE Ja ¢a CUMITTOMH Ha CEPHO3HH CHCTOSHUA, M3BECTHH KAaTO
HEBPOJIENTHYCH MAJIMTHEH CHHAPOM; €y(OPHYHH YyBCTBa, CHHIMBOCT, HOCTOSHHHU OBbpP3H
OBWKEHHUA Ha OYUTE, TPOMABOCT, HECIIOKOUCTBO, YYBCTBO KAaTO Y€ JIM CT€ NMUAHH, IIOTEHE WIH
PUTCMAHUA MYCKYJIH, KOUTO Ca CUMIITOMH Ha CEPOTOHHHEPTHYEH CHHIPOM; NE€30PHUEHTHPAHOCT U
00BPKAHOCT, CBHIIPOBOAECHH YeCTO OT XAMIOUMHALMA (Je/IUp); CKOBAHOCT, CMIa3MU U HEBOJIEBH
ABMDKECHMA HA MYCKYJINTE; MUCIIH 32 CAMOHAPaHABaHe WIH CaMOYOHHCTBO

e Hapymenns Ha 3peHHETO H CJIyXa
Hecmu: 3aMBINIEHO BHDKAAHE |
Hevecmu: NIpOMEHEHHU BKYCOBH YCEIIAHUA, 3BEHEHE B YIUWUTE { THHHUTYC)
C neussecmua vecmoma: TeXKH OOJIKH B OUHTE H MOHIPKEHO WM 3aMBITICHO BHXKAHE

e Hapyiienns HA CHPOETO HJIH KPHBOOOpaIIeHAETO
Hecmu: noBHIIEHO KPBBHO HAIATaHE; 3a4CPBABAHE; ChpUCOUCHE
Hevecmu: uyBCTBO 3a 3aMasgHOCT (0cOO€HO KOraTo ce U3NpaBATe NPEKAICHO OBp30),
NpUNAALLIH, YCKOpeHa ChpJaedHa JEHHOCT
C neuzgecmua yecmoma: NOHIKEHO KPBBHO HAJAraHe; abOHOpMHA, yCKOpEHa WIH
HepaBHOMEpPHA CHPAEYHA JCHHOCT, KOATO MOXE a AOBEAE A0 NpUNagaHe

¢ Hapyuiennd HA JTHIIAHETO
Yecmu: Ipo31BaHeE
C neuzgecmua yecmoma. KalUIHIa, XpHIIOBE, 3ayX M BUCOKA TEMIIEpPaTypa, KOUTO Ca
CHMIITOMH Ha Bb3HajlicHue Ha Oemure ApoboBe, CBBP3AHO ¢ MOBUINEHHE HA OeNKTe KPBBHU
KI1eTKH (OenonpobHa eo3nHODHIINA)

e Hapyuieans Ha XPAHOCMHJIAHETO
Mrnoezo vecmu: rageHe
Hecmu: HaMaleH all€THT; 3al€K; MOBPHIOAHE
Heuecmu:. ckbpluaHe CbC 3504; Auapus
C neuzsecmna vecmoma: TEXKH OONKHU B KopeMa WIH Irbpda (KOMTO OMxa MOTIIU Ja MOKAa3BaT
cepHO3€eH NpodJieM B YepBara, YepHHA Jpod WU NaHKpeaca)

e KoxxHH HApYIICHHA
Mnozo yecmu: ioreHe (BKIIOYUTENHO HOUIHO M3NOTABAHE)
Hevecmu: 06puB; maTonoruyxa 3aryba Ha koca
C neusgecmna vecmoma: KOXeH 00pHB, KOMTO MOKE 14 IOBEAE A0 TEXKKO MAMPHILIBAHE H
Oenene Ha KoxKaTa, cbpOex; nek 0OpuUB

o Myckynnu napymenns
C neuzgecmua vecmoma: HeOOACHMMA MYCKYJIHA 00JIKa, YyBCTBUTEIITHOCT MU CnabocT

(padaOMHOTH3])

e Hapymenns HA DHKOYHATA CHCTEMA
Yecmu: 3aTPyIHEHO OTAEIAHE HA YPUHA; [IOBHIEHA YECTOTA HA YPHHHPAHE
Hevecmu:. HEBB3MOXHOCT 1A € OTAC/IH YPHHA

o PenpoAyKTHBHH H CeKCYAJTHH HAPYIICHHSA
Yecmuy: NaTONOTMYHA €SKyTalMa/0pra3bsM (MBXKE); JIMIICA HA OPra3bM; EPEKTUIIHA AHCHY
(MMIIOTEHTHOCT); HEPEIOBHA MCHCTPYallMA KaTO 3aCHICHO KBPBEHE WIH 3aCHIEHO HEPEAay

", LT




KbpBEHe
Hevecmu: abHOpMEH opra3zbpM (OK€HH)

o OOmmnu
Yecmu: cnabocT (acTeHun); CTYASHH TPBIKH
Hevecmu: 4yBCTBUTETHOCT KbM CITBHYEBA CBETIHHA

C Heuzgecmua yecmoma: IOAYTO JIALE WIH €3HK, 3a0yX WIH 3aTPyAHEHO AMILIAHE YECTO C
oOpHBH (TOBa MOXe Ja € CepHO3Ha AePrudHa PeaKiius)

Edexcrupa nOHAKOra NIPUYMHABA HEXKETAHH PEAKLMH, KOUTO MOXE 1a HE YCETHTE KATO

MOBHIIECHHE HA KPBBHOTO HAIATaHE WIK aOHOPMEH ChpAevueH PUTEHM; JeKH [IPOMEHH B KPLBHUTE HHBA
HJIH YepHOAPOOHUTE eH3UMH, HaTpHA WM Xonectepona. [To-paako Edexcusa Moxke na

NOHMXKH QYHKIHATA HAa TPOMOOLMTHTE B KPBBTA BH, K0€TO BOAH 0 MOBHIUEH PHCK OT
KpHBOHACAIAHE WM KEPBEHE. 3aTOBA BammaT JeKap MoKe OT BpEME Ha BpeMe [ia JKejae f1a
M3BBPIBa KPBBHH HM3CIIEABAHNA, 0COOEHO aKo cTe nmpueMaid Edexcupa qbiaro spemMe.

AKO HAKOA OT HeXeJIaHUTE JICKAPCTBCHH PCAKIIHHA CTAHC CCPHO3HA, HIIH 3a0elIeKuTe HPYTH,
HCOIMHCAHH B Ta3H JIMCTOBKA HOXKCIAHH pCaKIIMH, MOJIA YBCOJOMCTC Banusa JICKAp HIIH (1]3pM3].IEBT.

INak  a cbapanasare Fgewenna

CeXpaHaBaiiTe Ha MACTO, HEIOCTBITHO 34 ASLA.

He n3non3gaire E(IJBKCHBEI CJICH CPOKa Ha roJHOCT ordesf3aH BbPXY KapTOHCHATA OITAKOBKaA,
6J'IHCTep3 HITH 6yTHJ'IKElTa cien I'ongeH no:. CPDI{T’T Ha roJHoCT OTToBaps Ha ITOCJICAHHAA OCH OT
NMOCOUYCHHUA MCCCI.

To3u nekapCTBEH MPOAYKT HE H3UCKBA OCOOCHHU YCIIOBHA 3a ChXPAHEHHE.
JlekapcTBara He TpaOBa Aa ce U3XBBPIAT B KaHAJIM3AIlMATa WM B KOHTEHHEpa 3a JOMAIIHH OTIIAABIIH.

IonuTtakite Baiuma apManeBT Kak Aa YHUITOKATE HEHYKHUTe BU nexkapcTea. Te3u MepKH 1ie
CTIOMOTHAT 3a OIa3BaHE Ha OKOMHATa cpeja.

dosn g reana nagopyanns

Kakso ¢cpabppka EdexchaBa
AKTHBHOTO BEIIECTBO €: BEHJIA(PAKCHH.

EdexcuBa 75 mg TBBpAM KAIICyNM ¢ YABIIKEHO OCBOOOXKIABaHE:
Bcska TBBpAa Kalcylia ¢ YAB/DKEHO ocBoOOKIapaHe ChAbPKA 75 mg BeragpakcHH (KaTo
BerIadaKCUH XHAPOXJIOPUL).

Edekcupa 150 mg TBppau Kancyim ¢ yABIDKEHO OCBOOOXKIaBaHE:
Bceaka TBBpaa Kamncysa ¢ YABDKSHO 0¢BOOOK1aBaHe cpaAbpika 150 mg BeHnagakcHH (Kato
BeHnagaKCHH XHIAPOXIIOPH/

Hpyrure ¢BECTaBKU Ca:

Kancyaama cwdvpoica:
MukpokpucTallHa [eayJi03a, XHIPOMEI03a, UETOCTeapUIIOB aJIKOXO0J, ChIIOJIEMEP Ha €TIWIAKPHIIAT —
METHJI METAKPHIAT, HOHOKCHHOM, TAJIK.

Obeusxa na xancyaama.
Efexiva 75 mg TBppOU KancyJM ¢ yABKEHO 0CBOOOKIaBaHe:
XKenarus, yepBeH kelie3eH okcHA (E172), xKeat xene3eH okeua (E172), Turanos nuo




Edekcura 150 mg TBLpau Kancynu ¢ yabpKeHO 0CBOOOKIABAHE:
XKenatun, depBeH xenesed okcug (E172), xbar xkeneseH okcua (E172), TutaHoB auokeua (E171).

Kaxk m3rnexaa E¢excaBa H KAKBO CHABPHKA OMAKOBKATA
Kancynu ¢ yanmkeHo ocBoOOKIaBaHe, TBBPIU.

Efexiva 75 mg TBBpAM Kancyiu ¢ yAbDKEHO OCBOOOKIaBaHe ca OLIBETEHH B PO30BO JKEITaTUHOBH
KATCYJIU ChAbPKaLlK Oelll 10 MOYTH OeTH TIeJIeTH.

Edekcnra 150 mg TRHpAYM kancyu ¢ yABIDKEHO OCBOOOXKAaBaHE ca OLIBETEHU B OPAHDKEBO TBHPIAH
’KeJIATHHOBH KarCyJid ChIbPrKalM 6emu A0 nouTu OelM NneneTH.

Edekcupa 75 mg TBBpAN KaNCYIH ¢ YAB/DKEHO ocBoOoKaaBane, Edexcnra 150 mg TBBpaAM Kancymnu ¢

VI'BJDKEHO OCBOOOXKAaBaHE €A HAITMYHH B:

—  Bbmuctrepu (PVC/PVDC//Amymunuit). OnakoBkH ¢ pazmep ot 7, 10, 12, 14, 20, 28, 30, 50, 56, 60,
98, 100 u 100x1 TBBpAH KamnCyau ¢ YOB/DKEHO OCBOOOKIaBaHE.

— byrunka (PP) ¢ kanauka (LDPE). Onakoeku ¢ pazmep ot 60, 100, 250 1 500 TRBpaH Karicyiu ¢
YOBIDKEHO OCBOOOKIaBaHE.

He BcHuKH ONIaKOBKM MOTaT Ja Obaar mycHaTu B ipogaxoa.

ITparexaTe] HA pa3pemIeHHETO 3a YIOTpeda B NPOH3BOIHTEN

[MpurexaTen Ha paspellleHHETO 3a YIoTpeba:
Sandoz d.d.

Verovikova 57

1000 Ljubjana

CnoBeHus

IIpousBogureny:

Salutas Pharma GmbH
Aomurnucmpamusen oghuc
Otto-von-Guericke-Allee 1
33179 Barleben

[ epmaHns

Msacmo na npouzeoocmeo
Dieselstrasse 3

70839 Gerlingen
['epManus

Lek Pharmaceuticals d.d.
Verovskova 57

1526 Ljubjana
CnoBenus

Lek Pharmaceuticals d.d.
Trimlini 2D

9220 Lendava

CnoBeHns

Sandoz GmbH
Biochemiestrasse 10
6250 Kundl
ABRCTpHA




To3m nexkapcTBER NPOAYKT € paspelneH 3a ynorpeba B crpannte ywienkn #a EMO cne cnenaure

HMEHA:
ABCTpHS.:

benrus:
bpiarapus:

Yexis:

Janus:

DOurIaHIu:

DpaHLHA:

['epmanns.

['eprug:
YHrapus:

Hranug:

XOJIaHaUuA,

Hopserus:
Homnua;

Iopryranug:

HUcmnaupns;

Hiserus:

BenuxkoOpHTaHus:

Venlafaxin Sandoz retard 37,5 mg - Kapseln

Venlafaxin Sandoz retard 75 mg - Kapseln

Venlafaxin Sandoz retard 150 mg - Kapseln

Venlafaxin Retard Sandoz 37,5mg capsules met verlengde afgifte

Venlafaxin Retard Sandoz 75mg capsules met verlengde afgifte

Venlafaxin Retard Sandoz 150mg capsules met verlengde afgifte

Edexcusa® [75 mg and 150 mg]

Venlafaxin SR Sandoz 75 mg

Venlafaxin SR Sandoz 150mg

Venlafaxin Sandoz

Venlafaxin Sandoz

VENLAFAXINE GNR LP 37,5 mg, gélule a libération prolongée
VENLAFAXINE GNR LP 75 mg, gélule a libération prolongée

Venlafaxin Sandoz retard 37,5 mg Hartkapseln, retardiert

Venlafaxin Sandoz retard 75 mg Hartkapseln, retardiert

Venlafaxin Sandoz retard 150 mg Hartkapseln, retardiert

Voxafen [75 mg and 150 mg]

VENTADEPRESS 75 mg retard kapszula

VENTADEPRESS 150 mg retard kapszula

VENLAFAXINA SANDOZ 75 mg capsule a rilascio prolungato
VENLAFAXINA SANDOZ 150 mg capsule a rilascio prolungato
Venlafaxine Sandoz retard 37,5 mg, capsules met verlengde afgifte
Venlafaxine Sandoz retard 75 mg, capsules met verlengde afgifte
Venlafaxine Sandoz retard 150 mg, capsules met verlengde afgifte
Venlataxin Sandoz

Venlafaxin SANDQOZ

VENLAFAXINE SANDOZ 37,5 mg CAPSULAS DE LIBERTACAOQ
PROLONGADA

VENLAFAXINE SANDOZ 75 mg CAPSULAS DE LIBERTACAQ
PROLONGADA

VENLAFAXINE SANDOZ 150 mg CAPSULAS DE LIBERTACAO
PROLONGADA

Venlafaxina Retard Sandoz 75 mg capsulas duras de liberacidén prolongada
EFG

Venlafaxina Retard Sandoz 150 mg cdpsulas duras de liberacién prolongada
EFG

Venlafaxin Sandoz

Bonilux XL 75mg Prolonged-release Capsules

Bonilux XL 150mg Prolonged-release Capsules

JIaTa Ha mocJeJHO 0J00peHHe HA JTHCTOBKATA

02/2009




