IMPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Cymbalta 30 mg TBbpIM CTOMAIIHO-YCTOWYHBH KaTCyJIN
Cymbalta 60 mg TBBpIU CTOMAIIHO-YCTORYHBH KaICyJIH

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Cymbalta 30 mg
Bcesika xancyna ceabpka 30 mg mynmokcerus (duloxetine) (kaTo XuapoOXJIOpUL).

Tlomowro(u) sewgecmeo(a) ¢ uzgecmmno deticmeue
Bceska kancyna Moxke Aa cbabpika 10 56 mg 3axaposa.

Cymbalta 60 mg
Besika kancyia ceabpika 60 mg nynokceruH (duloxetine) (kaTo XUAPOXIOPULT).

Tomowno(u) sewecmso(a) c uzeecmmo oeticmaue
Bcesika kancyna Moke fa ceabprka 10 111 mg 3axaposa.

3a IIBJIHUSA CHUCHK Ha IIOMOIIHHUTEC BCUICCTBA BHXXTEC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
TBBpAa CTOMAUTHO-yCTOMYMBA KaIlCya

Cymbalta 30 mg
Henpo3spauno 6510 Ts1110, ¢ Haanuc ‘30 mg’ ¥ Henmpo3payHa CHUHS Kamavka ¢ HareyaTano ‘9543°.

Cymbalta 60 mg
Hemnpo3spauHno 3eneHo Ts110, ¢ Haanuce ‘60 mg’ 1 Hellpo3pavHa CUHS Kalayka ¢ HareyaTtaHo ‘9542°.

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHHU MOKA3ZAHUS

Jleuenue Ha roJsIMO AEMPECUBHO PA3CTPONCTBO
Jleuenue Ha quabeTHa nepudepHa HeBporaTHa 00JIKa
JleueHue Ha reHepaIu3UPaHO TPEBOKHO Pa3CTPONCTBO

Cymbalta e moka3zan npu Bb3pacTHH.
3a gombIHKUTENHA HHPOPMALUS BHXKTE TOUKa 5.1.

4.2 Jlo3upoBKa M HAYMH HA MPHJIOKEHHE

gO?»H[}OBKa

Tonsamo denpecusno pazcmpoucmeo

HagannaTa u npenophUuTeIHATa TOIIBPXKAIIA 103a ¢ 60 mg BeIHBXK THEBHO, ¢ Wi O0e3 xpaHeHe. B
KIMHUYHU TIPOYYBAHMSI Ca OLICHSABAHU OT TJIe/HA TOYKA Ha Oe30MacHOCTTa 103U HaJl 60 mg BeTHBK
JTHEBHO, JI0 MaKcUMaltHa J103a oT 120 mg BeHBK JJHEBHO. BhIipeku ToBa, HAMa KITMHUYHA
JIOKa3aTeJICTBA MPEe IoIaramiy, 4e MalueHTHTe HEOTTOBOPHJIM Ha HavaIHaTa [IPeropbhuBaHa 103a
MOTaT JIa UMarT I0J13a OT MOKAYBaIlo TUTPUPAHE Ha J103aTa.



OOUMKHOBEHO TepaIlleBTHUEH OTTOBOP ce HabroaBa cien 2-4 ceAMUITH JICUCHHE.

3a na Ob/ie MPEeOTBPATCH PEIU/IUB, CIIe] KOHCOMUAUPAHE Ha aHTUCTIPECUBHISI OTTOBOP CE€
MPerophYBa JICYCHUETO Ja MPOABIDKH HAKOJIKO Mecena. [lpy naruenTy, KOUTo ce MOBIUSIBAT OT
JIeUeHHE C TYJIOKCETHH M UMAT aHaMHe3a 32 MOBTOPHH EMU30/I1 Ha roJisiMa JCTPecusi, MOXKe Ja ce
B3E€M€ I10]l BHUMAaHHE MO-HATATBIIHO ABJITOCPOUYHO JeueHHE ¢ 103a oT 60 mg 1o 120 mg/aHeBHO.

I'enepanusupano mpegoicHo pazcmpoicmeo

[IpenopbruBaHaTa HayaIHa /1032 PH MAIMEHTH C TeHEPATU3HPAHO TPEBOXKHO pa3cTpoiicTBo e 30 mg
BEIHBXK JTHEBHO ChC Wi Oe3 XpaHa. [Ipu manueHT ¢ He3a10BOJIMTENEH OTTOBOP J03aTa TpsOBa aa ce
yBemmmuu 110 60 mg, Koeto e oOnvaifHaTa MOAAbPIKaIIa 032 MPH MOBEYETO MAI[EHTH.

[Ipu naureHTr ¢ KOMOPOUAHYU rOJIEMH ACTIPECUBHH €MM30AHM HauaIHATa U MOAIbprKaIlaTa 032 €
60 mg BeAHBK AHEBHO (MOJIS, BUXKTE ChLIO MPETMOPBHKUTE 32 T03UPaHE MO-TOPE).

Ho3u no 120 mg gHEeBHO ca MoKa3aid, 4e ca e(heKTHUBHH U ca OICHSABAHHU C OTJIe] Ha O€30IacHOCTTa
IpU KIMHUYHY NIpoyuyBaHusi. Clle10BaTeIHO, IPY IALMEHTH C HE3a10BOIMTENIeH 0TroBop A0 60 mg,
yBenuueHue 10 90 mg uinn 120 mg Morke 1a ce uMa npeABH. Y BEIMUYEHUETO Ha f03aTa TpsiOBa a e
BB3 OCHOBA Ha KIIMHUYHUSA OTTOBOP U TIOHOCHMOCT.

Crie1 KOHCOMMPAHe Ha OTTOBOPA, Ce MPENOphUBa Ja C& MPOIbIDKH JICYCHHETO 32 HIKOJIKO Mecelia,
3a J1a ce n30erHe Peru/IuB.

Juabemna nepugpepna nesponammna 6onxa

HauannaTa u npenopbunTenaHaTa noaabpikaina 1o3a ¢ 60 mg BeIHBXK THEBHO, ChC WK 0€3 XpaHEeHe.
B kimHUYHY ipoyuYBaHUS ca OIEHSBAaHU OT TJIE/IHA TOYKa Ha 0€30MacHOCTTa 1031 Hax 60 mg BETHBK
JTHEBHO, JI0 MaKCUMalTiHa 1032 oT 120 mg THEeBHO, IPUIIOKEHA KaTO PaBHO Pa3/IeICHH TPUEMH.
IIna3mennTe KOHOCHTpAalIuX Ha AYJIOKCETUH MPOABABAT I'OJIIMa MHTCPUHANBUAYaIHA BapI/Ia6I/IHHOCT
(Bx. Touka 5.2). CneoBaresiHO, HA HIKOM NALIMEHTH, KOUTO Ca OTTOBOPHJIM HE33A0BOJIUTEIHO Ha

60 mg, Morar /1a ca MoJIe3HH MO-TOJEMH JIO3H.

OTFOBOp”bT KBbM JICUCHUCTO TpSI6Ba Ja 6"5,[[6 OLCHABAH CIIC 2 MEcela. HpI/I MalMCHTHU C HEAOCTATHhYHO
IIbPBOHAYAIHO IMOBJIMUABAHEC € MAJIKO BEPOATCH AOIIBJIHUTCIICH OTTOBOP CJICA TO3U IIEPUO.

TepamneBTuvHaTa mo3a TpsAOBA 1a OB/ MPEOICHIBaHA PETYJISIPHO (IIOHE HA BCEKU TPH MECela)
(Bk. Touka 5.1).

Cneyuannu nonynayuu

Tlayuenmu 6 cmapuecka 6v3pacm

[Ipu manmenTy B crapyecka Bb3pacT HE ce NPENophyiBa afanTHPaHe Ha 103aTa €AUNHCTBEHO Bb3
OCHOBA Ha Bb3pacTTa. Bbrpeku ToBa, T0J00HO HA BCEKH JIEKAPCTBEH MPOAYKT, CE N3UCKBA BHUMAaHHE
KOTaToO Ce JIeKyBaT MAllMEHTH B cTapyecka Bb3pacT, ocodeHo ¢ 120 mg Cymbalta nueBHO npu rosieMu
JISTIPECUBHY €MTH30/I1 HJIM TeHEPATH3UPAaHO TPEBOKHO PA3CTPOUCTBO, 32 KOETO MMa OTPaHUYCHH
JaHHY (BXK. Touka 4.4 u Touka 5.2).

Yeproopobno yspexcoane
Cymbalta He TpsiOBa fa ce M3M0I3Ba IPU NAIMEHTH C YSPHOAPOOHO 3a00JsIBaHE, JOBEJIO JI0
YepHOAPOOHa HETOCTATHYHOCT (BXK. Touka 4.3. u Touka 5.2).

bvbpeuno yspeocoane

He e HeoOxoq1MMo KOpHTHpaHe Ha 03aTa IPH MAMEeHTH C JIeKa 10 yMepeHa Ob0pedHa quchyHKIHS
(xpeatranHOB KiaupbHC 30 10 80 ml/min). Cymbalta He TpssOBa na ce ynoTpeOsiBa Npy MalUEHTH C
TeXK0 OBOpeuHO yBpexkaaHe (KpeaTHHUHOB KIHpbHC <30 ml/min; BmkTe Touka 4.3).



Ileouampuuna nonyrayus

JlynmokceTuH He TpsOBa Ja ce mpuiara mpH Jielia ¥ FOHOIIIX Ha Bb3pacT moA 18 roauHu 3a jieueHne Ha
TOJISIMO JICTIPECUBHO PAa3CTPOUCTBO, MOPAIH ChOOPaXKEHHMsI 32 0€30IACHOCT U €(PUKACHOCT (BXK.
Touku 4.4, 4.8 u 5.1).

besomacHocTTa M emkacHOCTTa HA AYJIOKCETHH 3a JIEYeHNE Ha TeHEePATH3HPaHO TPEBOKHO
Pa3CTPOMCTBO MPH NEAUATPUIHH ITAIIMEHTH Ha BB3pacT 7-17 TomquHu He ca ycTaHOBeHH. HammaaunTe
IOHACTOSIIEM JaHHM ca onucanu B Touku 4.8, 5.1 u 5.2.

BesomacHoctTa 1 e(hUkacHOCTTa Ha JYJIOKCETHH 3a JICUCHHE Ha MuabeTHa nepudepHa HeBponaTHa
OoJIKa He ca u3ciaenBaHu. JIumncsar gJaHHM.

Ipexvcsane Ha neuenuemo

TpsiOBa na ce u30srea ps3ko npekbeBane. Koraro ce npexnena ieuenue ¢ Cymbalta, go3ata TpsioBa 1a
0bJic HaMaJIsIBaHa TIOCTETICHHO 3a MEPUO/] OT IMOHE eJlHA JI0 JBE CEJMUIIH, 32 J]a C& HAMAJIU PUCKA OT
peaknuu Ha OTHeMaHe (BXX. Touka 4.4. 1 Touka 4.8). Ako ciie;; HamalIsIBaHe Ha J103aTa WIH MTPH
MPEKbCBAHE HA JICYCHUETO CE MOSBSBAT CUMIITOMH Ha HETIOHOCUMOCT TPsiOBa Ja ce MMa MPeIBU]
MOJTHOBSIBAHE HAa HAa3HAYCHATA MPEJIN TOBA J03a. BriocneacTBue, iekapsaT MOXKe Ja MPOIbIIKY Ja
HamasBa J103aTa, HO MO-TIOCTENICHHO.

Hauun Ha npuiioxkeHue
3a mepopaiHo MPUIIOKEHNE.

4.3 IIpoTuBOMOKA3AHUA

CBpBX4yBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO WIIM KbM HIKOE OT IIOMOIIIHUTE BEIIECTBA,
n30poeHH B TOUKa 6.1.

EnnoBpemenHnoTo npuioxenue Ha Cymbalta ¢ HeceJIeKTHBHH, HEOOPAaTUMHU HHXHOUTOPH Ha
MoHoaMuHOOKcHa3ata (MAO-MHXHOUTOPH) € MPOTUBOIMOKAa3aHOo (BXK. Touka 4.5).

YepHoapoOHO 3a00/1s1BaHe, BOACIIO 0 YePHOAPOOHO yBpeKaHe (BxK. Touka 5.2).

Cymbalta He Tpsi6Ba Aa ce mpuiara B KomOuHanus ¢ (IyBOKCaMuH, TUIPO(IOKCAIIMH M €HOKCALIUH
(t.e. Mo CYP1A2 nHXHOHUTOPH), THI KaTO KOMOWHUPAHETO BOJIU JIO TTOBUIICHH IJIa3MEHU
KOHIICHTPAITMH Ha TyJIOKCETHH (BX. TOUKa 4.5).

Texxko 0b0pedHo yBpexkIane (KpeaTHHUHOB KiIHphHC <30 ml/min) (Bxk. Touka 4.4).

3amoyBane Ha jgeyeHne cb¢c Cymbalta € mpoTHBOIIOKA3aHO MPU NALMEHTH C HEKOHTPOJIMpaHa
XHUIIEPTOHHUS, THil KATO MOXeE J]a N3J10KM HallMEHTHUTE Ha MOTEHIHAJICH PUCK OT XUIIEPTOHUYHA KPH3a
(Bx. Touka 4.4 u Touka 4.8).

4.4 Croenuananu npeaynpeskaeHus: U NpeANa3sHl MePKH IPU ynorpeda

Manus u npunadvyu
Cymbalta Tpsi6Ba 1a ce npuiara ¢ BHUMaHUE PH MAIIMCHTH ¢ aHAMHE3a 32 MaHUs WIIH C TUarHo3a
OWIOJISIPHO PAa3CTPONCTBO, H/WIIM MTPUNIA TBIIH.

Muopuasa

CroOmaBaHa e Mujipuasa, CBbp3aHa ¢ JyJ0KCETHH, 3aToBa npeAnucBanero Ha Cymbalta Ha manueHTH
C MOBHIIIEHO BHTPEOYHO HAJISTAHE WM TAKHBA C MOBUIICH PUCK OT OCTPa TACHOBI'BJIHA INIAyKOMa
TpsOBa J1a cTaBa ¢ BHUMaHHE.

Kpvero nanseane u copoeuna vecmoma
IIpu HSAKOM MAaMEHTH AYJIOKCETHH CE€ CBbP3Ba C MOBUIIABAHE HA APTEPUAIIHOTO HAJISITAaHE U KIMHUYHO
3HAYMMa XUMepTOHHs. ToBa MOXKe Jja ce IbJDKU Ha HOPaApEeHEPruYHUs €EeKT Ha JYIOKCETHH.
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JloknanBaHu ca ciaydau Ha XUIEPTOHUYHHU KPU3H, 0COOEHO IPU MALMEHTH ChC ChIECTBYBAILA BEUe
XHUIIEPTOHMS. 3aTOBA MPH MAIMEHTH C yCTAHOBEHA XUIIEPTOHNUS W/WIIK JPYTO ChPACYHO 3a00IBaHe ce
npenopbyBa MpociieisIBaHe Ha apTePHAIHOTO HAIATaHe, 0COOCHO [0 BpeMe Ha IIbPBHSI MECELI JICUCHHUE
. lynokceTuH TpsiOBa J1a ce M3M0JI3Ba C BHUMAHHE TP MALHEHTH, YHETO ChCTOSHIE MOXKeE Ja e
BJIOIIY OT ITOBHILIABaHE Ha ChpAEYHATA YECTOTA WU OT IIOKaYyBaHE Ha apTEePUaIHOTO HAJIATAHE.
JynokceTuH TpsiOBa 1a ce npuiiara BHUMATEJIHO U € JIEKAPCTBEHU IMPOILYKTH, KOUTO MOrar Ja
HapylaT HeroBus MeTabomm3bM. (BK. Touka 4.5). [Ipn nauneHTy ¢ nepcucTUpaio NoBUILECHUE Ha
KPBBHOTO HAJISITaHE 110 BpEME Ha MpHeMaHe Ha JTyJTOKCEeTHH TpsA0Ba 1a ce 00ChIH MOHIKaBaHe Ha
Jl03aTa WM ITOCTETIEHO MPEeKpaTABaHe Ha JeueHneTo (BXK. Touka 4.8). [Ipu manmenTn ¢
HEKOHTPOJIMpaHa XUIIEPTOHUS HE TPSIOBa Ja ce 3arouBa JieueHHe C JyJIOKCETHH (BXK. Touka 4.3).

bvopeuno yspeacoane

[ToBunieHn mIa3MeHN KOHIIGHTPAIUY Ha TyJIOKCETHH ca HAaOJI01aBaH! TPH MAIUEHTH C TEXKO
0B0OpeYHO yBpeXaaHe, MOAJI0KEH! Ha XeMOAnanu3a (KpeaTHHHHOB KiupbHC <30 ml/min). 3a
MAIMEHTH C TeXKO OBOpeuHO yBpekaane BrkTe Touka 4.3. 3a nHpopManus 1o oOTHONICHUE Ha
MAIMEHTHTE C JIeKa JI0 yMepeHa Ob0peuHa HeIoCTaThYHOCT BUXKTE TOUKa 4.2.

Cepomonunos cunopom / He8poienmuyeH MatueHen CUHOpoM

KaxkTo mipu neueHue ¢ Apyru cCepoOTOHNHEPTUYHH JICKAPCTBEHU CPEICTBA, TaKa U NIPH JICUSHHE C
JTyJTIOKCETHH MOYKE JIa HACTHITH CEPOTOHHHOB CHHJIPOM HITH HEBPOJICTITUYCH MAIIMTHEH CUHIPOM
(HMC) — emHO BE3MOXKHO JKHBOTO3aCTPAIIABAIIO ChCTOSIHHAE, 0COOSHO MPH €JHOBPEMEHHA yIoTpeda
Ha JAPYTH CEPOTOHUHEPTUYHU JIEKapCcTBeHH cpecTBa (BratounTesHo SSRIs, SNRIs, Tpunmkimanu
AHTHUJICTIPECAHTH MJIM TPUIITAHH), C JICKAPCTBCHH CPEIICTBA, KOUTO HApyIlIaBaT MeTa0ou3Ma Ha
cepoToHuHa, KaTo MAO-UHXUOUTOPH, WU C AaHTUIICUXOTHYHH JICKAPCTBEHHU CPEACTBA WK JPYTH
JIOTIAMUHOBH aHTATOHUCTH, KOETO MOKE Ja MOBJHUSE HA CEpPOTOHUHEPTUUHUTE HEBPOTPAHCMUTEPHU
cuctemu (Bk. Touku 4.3 u 4.5).

CUMITOMH Ha CEPOTOHMHOBHS CHHIPOM MOKE JIa ca IPOMEHH B TICHXHYHHS CTaTyC (Hamp., Bb30y/a,
XaITIOIMHAIIIH, KOMa), BETreTaTUBHA HECTAOMITHOCT (HAIIp., TAXUKAPIUs, KOJIeOaHUs HA KPBBHOTO
HaJlsITaHe, XUIIEPTEPMHUS), HEPBHO-MYCKYJITHH HapylIeHus (Harp., Xxuneppediaekcus, TUmnca Ha
KOOpJAMHALUS) W/WIIM CTOMAIIHO-YPEBHU CUMIITOMH (HAmp., TaJieHe, MOBPbILAHEe, TUapus).
CepoTOHMHOBHST CHHAPOM B Hali-TexKaTa ci hopma Moke na Hanogoo6siBa HMC, koiito BkitouBa
XHUIIEPTEPMUSl, MyCKYJIHA pUTHAHOCT, IOBUILIEHN HUBA HA CEPyMHA KPEaTHH KWHAa3a, aBTOHOMHA
HECTaOMITHOCT C Bh3MOXKHA Obp3a QUIYKTyallns Ha )KU3HECHUTE [MOKA3aTe)IM U MPOMEHHU B IICUXUYHOTO
CBHCTOSTHHE.

Axo CAHOBPEMCHHO JICUCHUC C AYJIOKCETHH U JPYyTrrU CepOTOHI/IHepFI/I‘IHI/I/ HCBPOJICTITUYHUTE
JICKAPCTBCHU CPCACTBA, KOUTO MOr'aT Aa IOBJIHUAAT Ha CepOTOHI/IHepFI/IqHI/ITC/ W/WIn
JAOMMaMUHCPIruIHUTC HEBPOTPAHCMUTCPHU CUCTCMH, € KIMHUYHO OIIpaBAaHO, CC MIPCIIOPBHYBA
BHUMATCIIHO HaGHIOI[eHI/IC Ha ManucCHTHUTCE, 0co0eHO IIpU 3al1I0YBAHE HA JICHCHHUETO U ITIOBUIIABAHETO
Ha go3ara.

Kvim kanmapuon
ITo Bpeme Ha eqHOBpeMEeHHOTO TipuiioxeHrne Ha Cymbalta 1 pacTUTeNTHU JIEKapCTBEHU TIPOAYKTH,
CBHABPIKAIIH KBIT KaHTApUOH (Hypericum perforatum) Moxe J1a ca Mo-4eCTH HEKEIaHUTE PEaKIIHH.

Camoybuticmeo

Tonamo OenpecusHo pascmpoicmeo u 2eHepanu3upaHo mpesoxchno pascmpoiicmeo: Jlenpecusra ce
CBBP3Ba C MMOBUIICH PUCK OT MUCIIH 332 CAMOYOUHCTBO, CaMOHApaHsIBaHE ¥ CaMOyOHICTBO
(cynnmpa-cBbp3anu crOUTHS). PHCKBT ce 3ama3Ba 0 HACTHIIBaHE HA 3HAYMMa peMucHsl. Thil KaTo
NoJ00PEHHETO MOXKeE Jia He HACTHIIH 10 BPeME Ha IbPBHUTE HAKOJIKO CEIMHIIM JICYEHHE WU ITOBEYE,
nanueHTuTe TpsioBa 1a ObIAT MpociieASBaHN BHUMATEIHO JO HACTBIIBAHETO HAa OAOOHO MOJ00pEHHE.
OO0 KIMHUYEH OIUT €, Y€ PUCKBT OT caMOyOUICTBO MOKE J1a c€ TIOBUIILH MPE3 PAHHUTE ETalu Ha
BH3CTAHOBSIBAHE.



Jpyry ICUXWYHU CHCTOSHHSA, 32 KOUTO ce peanucBa Cymbalta, Moxke ChINO J1a ca CBbP3aHH C
TIOBUIIIEH PUCK OT ChOUTHS, CBBP3aHH ChC CaMOYOUICTBO. B mombIHEHHE, TE3U CHCTOSHUS MOXE J1a
ca KOMOPOUIHH C TOJISIMO JISIIPECUBHO pa3cTpoiicTBo. Clie10BaTeTHO CHITUTE MPE/INa3HU MEPKH,
CIa3BaHU MpH JICYCHHUE Ha MAIUEHTH C TOJISIMO JICTIPECUBHO Pa3CTPONCTBO, TPSAOBA J1a Ce Clla3BaT U
TIpH JIeUYeHNe Ha MAINeHTH C JPYTH MCUXUYHHA Pa3CTPONCTBA.

[TanmenTH ¢ aHaMHE3a 3a CyMIIU-CBbP3aHN CHOUTHS WIIM TaKWBA, MPOSIBSIBAIIN 3HAYNTEIHA CTENCH Ha
CYMIIMHU MUCJH MIPEIX HA4aIO0TO Ha JISYEHNETO, € M3BECTHO J1a Ca C MO-BUCOK PUCK OT CyHIIUIHH
MUCJIH WIH CYHMIIAHO TIOBEJICHHUE U TPSOBA J1a OIyYaT BHUMATEITHO HAOIIIOICHHE TT0 BpEME Ha
JIeYeHUEeTo. MeTa-aHanu3 OT IIaned0 KOHTPOIUPAHU KIMHUYHU U3MUTBAHMUS C JICKApCTBEHU
MPOAYKTH - aHTUACTIPECAHTH MPH TICUXUYHN HApyIIEHUs MOKa3Ba YBEIMYEH PUCK OT CYUITUIHO
TIOBEJICHUE TP AaHTHJICTIPECAHTHTE B CPABHEHHE C IIae00 MPH MAIEeHTH Mo 25 TOIUIITHA Bb3PacT.

Cro0ImaBanu ca ciryvad Ha CYUIMIHH MUCITH U CYHIIAIHO MTOBEJCHHE 110 BpEME Ha JICUSHHE C
JTyJIOKCETHH WJIU BEIHATA CJIEH MTpeKpaTsIBaHe Ha JIeueHHuEeTo (BXK. Touka 4.8).

MeaukaMeHTO3HOTO JISYeHHUE TPSOBA J1a Ce ChITBTCTBA OT BHUMATEIHO MPOCIIE/sSBaHE HA TAIIHEHTUTE
Y Hal-BeYe TE3H C BIUCOK PUCK, 0COOCHO B HAYAJIOTO HA JICUCHUETO U TIPH MPOMSHA Ha J103aTa.
[TanmenTHTe (M TE3W, KOWTO CE TPUKAT 3a MAIMEHTH) TPAOBa Ja OBAaT MOArOTBEHH 32 HYKJaTa OT
MPOCJEASBAHE 3a MTOSBA HAa BCAKO KJIMHUYHO BJIOLIABAHE, CYMLUUAHO NIOBEIEHNE WM MUCIIU U 3a
HEOOWYaWHU TIPOMEHHM B MOBEJICHUETO M, aKO MMa TaKWBa CUMIITOMHM, He3a0aBHO Ja ObJic MOThCECH
JIEKapCKH CHBET.

Juabemna nepugpepna nesponamua 601xa: Kakto ¢ Jpyru JeKapCcTBEHU MPOIAYKTH € TIOA0OHO
(hapMakoJIOrHMUHO JAeiCTBHE (aHTUACTIPECAHTH) Ca ChOOIIAaBAHU OTACIHH CJydad Ha CYULIUIHHA UICH U
CYHUIIUIHO MOBEACHUE 110 BPpEME Ha JICUEHUE C JYJIOKCETUH WIM BeIHAra Clie]l IpeKpaTsIBaHe Ha
nedeHneTo. OTHOCHO PUCKOBH (haKTOPH 32 CYUITUIHOCT TIPH JCTIPECHs], BIXKTe mo-rope. Jlekapure
TpsiOBa Jla HaChpUYaBaT MALMESHTHUTE 110 BCAKO BPEME J1a ChOOIIABAT 33 BCAKAKBY ThXHUA MHUCIH WIIN
YyBCTBA.

Ynompeba npu oeya u onowu noo 18-e2o0uwina ev3pacm

Cymbalta He TpsiOBa Ja ce U3ION3Ba 3a JICYEHHE Ha Jiela ¥ [OIpacTBaIy Mol 18 roauiHa Bb3pacT.
CyHnuaHo noBe/ieHHe (CyMIUIHN ONUTH ¥ CYUITUIHU MUCIIN), U BPOKICOHOCT (IPEAUMHO arpecus,
OTIO3UIIMOHHO MTOBEJICHHUE 1 THAB) ca HAOI0/JaBaH! B KIIMHIUYHH MPOYYBAaHUS MMO-4ECTO MU JIena 1
MOJPAcTBALIM JEKYBaHH C aHTHIECIPECAHTH, B CPAaBHEHHUE C T€3H JIEKYBaHHU C I1ane0o. AKO, Bb3
OCHOBa Ha KJIIMHUYHA HYX/1a, HE3aBUCHMO OT TOBA CE B3€ME PEILCHHUE 3a JICUCHHE, MANECHTUTE TPsOBa
BHUMATEJIHO Jia ObJaT NpociIeIBaHM 3a I10siBa HAa CYHMLIUAHN CUMITOMH (BX. Touka 5.1). B
JIOITBJIHEHNE, TIPH JIella W TIOPACTBAIIH JIMTICBAT ABITOCPOYHH NMPOYYBaHHS 32 O€30MacHOCT 110
OTHOIIIEHUE Ha PaCTeX, Ch3pABAHE M KOTHUTHUBHO U MOBEICHYECKO pa3BUTHE (BXK. Touka 4.8).

Kpveouznusu

Nma cpobmieHns 3a aHOMalTHU KPBBOTEUSHHS, KATO €KXUMO3H, ITypITypa ¥ CTOMAIITHO-YPEBHO KbPBEHE
¢ MHXUOUTOpUTE Ha 00PaTHOTO 3axBainaHe Ha cepoToHuHa (SSRIs) u nHXUOUTOPUTE HA OOPATHOTO
3axBalllane Ha ceporoHuH/HopaapeHanuH (SNRIs), BKIOUUTETHO Ay0KCeTHH. [lyJIOKCETHH MOXe Jia
MOBHILIM PUCKA OT MOCTIEPOIOBO KpbBOTEUEHHE (BXK. TOUKa 4.6). [IpenopbuBa ce BHUMaHUE PU
MAIUEeHTH, TIPUEMAII aHTUKOATYJIAHTH 1/WJTH JIEKapPCTBEHH MPOAYKTH, 32 KOUTO € U3BECTHO e,
noBnmsiBaT TpomOormTHaTa QyHkus (Harp., HCIIBC wnn anernncanumunosa kucenuna - ACK) u
MIpH MAIUEHTH C U3BECTHA TEH/ICHITNS KbM KbPBEHE.

Xunonampuemus

I[Tpu npunarane Ha Cymbalta e cbo0IaBaHa XUITOHATPUEMHUS, BKITFOUUTEIHO CIIydau ChC CEPYMEH
HaTpuii no-HUCHK OT 110 mmol/l. Xunonatpuemusra Moxe 1a ce AbJDKM HAa CHHAPOM Ha HeaJeKBaTHA
cekpenus Ha antuanyperndeH xopmoH (CHA/JIC). [loBeueTo ciay4yan Ha XUIIOHATPHUEMUS Ca
CHOOIIaBaHU NPH MALMEHTH B CTapuecKa Bb3pacT, 0COOEHO B KOMOMHAIMS ChC CKOPOLIHA aHAMHE3a 3a
WM HaJlMYUe Ha ChCTOSHUE, ITPepasnoarailo KbM IIPOMEHH BB BOHUS Oananc. HeoOxomumo e



BHHUMAHUCE IIPU MAMUCHTUTE C ITIOBUIICH PUCK OT XUIIOHATPUEMUA; KaTO TaKMBa B CTAp4YCCKa Bb3pacT,
ManreHTU C HUPO3a, ACXUAPATUPAHN MMAUCHTH UJIU MMAUCHTHU Ha JICUCHUC C JUYPCTHULIH.

Ilpeycmanosasane na nevenuemo

CuMriTtoMuTe Ha OTHEMAaHE Ca YECTH MPH MPEKbCBaHE Ha JICYEHNETO, 0COOEHO B CIIy4anTe, KOTaTo
MPEKBCBAHETO CE M3BBPINBA PA3KO (BXK. Touka 4.8). B KITMHUYHO ITpOyYBaHE HEXKETTaHU ChOUTHS
HaOJII01aBaH! NPU PSA3KO MPEKbCBAHE HA JICUEHUETO ca JOKJIaABaHH MIPH OKOJIO 45% OT manueHTure
nexyBaHu ¢ Cymbalta u ipu 23% oT mareHTUTe npueMainy miane6o. PUCKBT OT cuMntoMu Ha
otHemaHeTo HabmogaBanu npu SSRI’s u SRNI’s moxe Ou 3aBUCH OT MHOKECTBO (PaKTOPH,
BKITFOUUTEITHO MPOABDKATENHOCT 1 JO3UPOBKA Ha JICUSHUETO U CTETICH Ha HaMaJsBaHe Ha J103aTa.
Haif-gecTo HabmogaBaHUTE PEAKITMH ca MOCOYEHU B Touka 4.8. OOMKHOBEHO, CHMITTOMHUTE Ca JICKH JI0
yMEpeHH, BBIIPEKH, Y€ MPH HAKOW OT MAIMEeHTUTE T€ MOXe /1a ObAaT TeXKH 10 HHTEH3UBHOCT. Te
O0OMKHOBEHO BH3HHKBAT B PAMKHUTE Ha IIbPBUTE HAKOJIKO JHU OT MPEYCTAHOBSIBAHE HA JICYCHUETO, HO
ca JIOKJIaIBaHU U PEAKH CIIyYad Ha TAKMBa CUMIITOMH [IPH HalWEHTH, IPOIYCHAIN 103a 1O
HeBHMMaHKe. KaTo 110, Te31 CUMOTOMH ca cCaMOOTpaHUYaBallll ce U OOMKHOBEHO ITPEeMUHABAT B
paMKHTe Ha 2 CEIMHUIIN, HO TIPH HAKOW MHANBHIN, T€ MOXKE J1a ca HAJIUIIE TO-IbJIro (2-3 Mecena u
noseue). ETo 3a110, ce mpenoppryBa MOCTETIEHHO HAaMAIIBaHEe Ha /103aTa Ha AYJIOKCETHH MPH
MIPEYCTAaHOBSBaHE Ha JICYEHNUETO B paMKHTE Ha HE TI0-MaJIKO OT 2 CEIMHUIIH, B 3aBUCHUMOCT OT
NoTpeOHOCTUTE Ha MalenTa (BxK. Touka 4.2).

Hayuenmu 6 cmapuecka ev3pacm

Hannawnte 3a ynotpe6a Ha 120 mg Cymbalta npu manueHTH B cTapyecka Bb3pacT C TOISIM JIENPEeCUBEH
€MU30]1 U TEHEPATU3UPAHO TPEBOKHO PA3CTPOUCTBO ca OTPAHWYCHU. 3aTOBA, JICUCHUETO HA MAI[MCHTH
B CTapyecka Bh3pacT ¢ MAKCUMAaJTHA J103a TpsiOBa /la cTaBa ¢ BHUMaHue (BK. Touka 4.2 1 To4Ka 5.2).

Axamuzus/ncuxomomopHo 6e3nokoucmeo

Ynorpebara Ha yJTOKCETHH CE CBHP3Ba C Pa3BUTUE HA aKaTU3HUs, XapaKTepu3npaiia ce ¢ CyOCKTUBHO
HENPUATHO WM U3TOIIUTEIHO OE3MOKOMCTBO U HYKAa OT YECTO JABIKEHHE, CHIIPOBOJCHA OT
HECTIOCOOHOCT 3a Ce/IeHe M CTOCHE Ha €THO MACTO. ToBa € Mo-BeposITHO J1a Ce MPOSBU B PAMKHTE Ha
I'bPBUTE HIKOJIKO CEIMUIIM OT JCUeHHUETO. [Ipy nanueHTu, KOUTO MOJIy4yaT Te3U CUMIITOMH,
MOBHIIIABAHETO Ha J103aTa MOXKe Ja ObJie BPEIHO.

Jlexapcmeenu npodyxmu, co0vpaicawy 0ya10KCemut

JIysI0KCeTHH Ce U3MOJI3Ba MO Pa3IMYHU THPTOBCKM MapKH 3a HAKOJIKO MOKa3aHus (JieYeHHE Ha
nrabeTHa HeBpomaTHa 00JIKa, TOJIEMH JCTIPECUBHU CTH30/11, TCHEPATU3UPAHO TPEBOXKHO
Pa3CTPOUCTBO M YPUHHA CTPEC HHKOHTHHEHIMS). TpsOBa 1a ce u30sArBa ynorpebara Ha moBeye OT
€/INH OT TE3U MPOIYKTH.

Xenamum/noguuienu uepHoopoOHU eH3umMu

Cro01maBanu ca ciry4au Ha Y4epHOIPOOHO yBpEKIaHE, BKIIIOYUTEIHO TEKKO MOBHUIICHUE Ha
yepHOApoOHUTE eH3uMH (>10 MbTH ropHaTa rpaHUIla Ha HOPMAaTa), XeNaTUT U KBJITEHHUIIA, C
IyJnokceTrH (Bx. Touka 4.8). [loBeueTo OT TsIX HACTHIBAT IO BpEME Ha ITBPBUTE MECEIIN JICUCHUE.
XapakTepbT Ha 4epHOAPOOHOTO YBpPEXKAAaHE € MPEAUMHO XenaTonenyiapes. JynokceTin TpsaoBa aa
Ce M3M0J13Ba C BHUMAHKE MPH NMAILMEHTH, JIEKYBaHU C APYTH JEKapCTBEHHU NMPOAYKTH, CBBP3BAHH C
yBpeKIaHe Ha YepHUA APoO0.

Cexcyanna ouc@ynxkyus

CeneKkTuBHUTE HHXUOUTOPU Ha 00paTHOTO 3axBaliaHe Ha cepoToHuHa (SSRIs)/maxuburopure Ha
00paTHOTO 3axBalllaHe Ha CEPOTOHMHA U HOpaapeHanuHa (SNRIs) Morat ga NpUYMHAT CUMIITOMH Ha
cexcyaniHa qucyHKIms (Bx. Touka 4.8). Fima choOIIeH s 32 MPOABIDKUTEIHA CEKCyallHa
TUCOYHKIHS, TP KOATO CUMIITOMHTE MPOIBIDKABAT BBIIPEKU NMPEKHCBAHETO HA TIpHEMa Ha
SSRIs/SNRIs.

3axaposa

TBbpauTE cTOMaNTHO-ycToWunBH Karncynu Cymbalta ceappxar 3axaposa. [lanuenTure ¢ peaku
HACJICJICTBCHU ITPOOJIEMU Ha HEMIOHOCHMMOCT KbM ()PYKTO03a, TITFOK030-TajlaKTO3Ha MaiabcopOIus niu
3axapa30-M30MaliTa3Ha HEJIOCTATHYHOCT He TPSIOBa Jja MpHeMaT TO3H JIGKapCTBEH MPOAYKT.
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Hampuii
ToBa nekapcTBO ChABPKA Mo-Mayko oT 1 mmol Hatpuii (23 mg) Ha Kamncyna, T.e. MOXKE Jia Ce Kaxe, 4e
MPAKTUYECKU HE ChABPIKA HATPHUI.

4.5 B3aumopeiicTBHe ¢ APYIrd JeKAPCTBEHU MPOAYKTH U APYru (popMu HA B3anMoelicTBUE

Hnxubumopu na mono-amuno oxcuoasama (MAO-unxubumopu): Ilopanu pucK oT CEPOTOHHHOB
CHUHIpPOM, AyJIOKCETUH He Tps0Ba /a ce U3Moja3Ba B KOMOMHALUS C HECETIEKTUBHHU, HEOOpaTHMU
MOHOaMUHOOKcHAa3HH HHXUOUTOpH (MAO-UHXUOUTOPH), UK B PAMKUTE Ha MOHE 14 1HU OT
npeKkbCBaHe Ha tedenneTo ¢ MAO-unxuburopu. Be3 ocHOBa Ha MONMYXKUBOTA Ha AYJIOKCETHH, €
HEOO0XOMMO J1a U3MUHAT MOHe 5 1HU ciel ciupane Ha Cymbalta u npeau 3armouBane Ha MAO-
uHXuoUTOPH (BXK. ToUuka 4.3).

He ce npenopwuBa exnoBpemenHoTO npuiokenue Ha Cymbalta cbe cenexTuBHUTE, 00paTMu MAO-
MHXUOUTOPH, KaTO MOKI00eMu (BK. Touka 4.4). AHTUOMOTHKBT JTMHE30IU € 00paTuM
HeceniekTuBeH MAO-nHXuOUTOp 1 He TpAOBa Ja ce laBa Ha MalueHTH, JekyBanu ¢ Cymbalta (Bix.
Touka 4.4).

Unxubumopu na CYPI1A2: Twit kato CYP1A2 e BrimodeH B MeTabom3Ma Ha TyJIOKCETHH,
€HOBPEMECHHOTO NPUJIOKCHUE Ha JTyJIOKCeTHH ¢ Mol naxuburopu Ha CYP1A2 e BeposiTHO nia
JIOBEJIC J1a TT0-BUCOKYU KOHIIEHTpAIUH Ha AynokceTuH. @iyBokcamuH (100 mg BEHBK THEBHO),
morteH naxuourop Ha CYP1A2, namaisiBa mpuBHIHUS IIa3MEH KIMPBHHC HA JIYJIOKCETHH C OKOJIO
77% w noBumiaBa AUCo 6 mbeTu. 3aropa Cymbalta He TpsiOBa aa ce mpuiara B KOMOUHAIIUS ¢ MOIIHA
naxuouropu Ha CYP1A2 kato dimyBokcaMuH (BK. Touka 4.3).

Jlexapcmeenu npodyxmu, oeticmeawu evpxy [[HC: PUckbT OT ynorpeba Ha JyJOKCETHH B
koMOuHanus ¢ napyru noeymssany [{HC nexapcTBeHU NpoIyKTH HE € CUCTEMHO OIICHSBaH, OCBEH B
Clly4auTe, OMUCAaHM B Ta3u Touka. ClIeI0BaTEHO ce MPEophYBa MOBUIIEHO BHUMAHUE, KOTaTo
Cymbalta ce mpriema B KoMOWHAINS C IPYTH [EHTPAITHO JISHCTBAIIH JIEKAPCTBEHH MPOAYKTH WIIH
BEIIECTBA, BKIFOYUTEITHO aJIKOXOJ U CEJATUBHU JICKAPCTBEHHU MPOIYKTH (HATp. OE3HOAMA3CTTHHH,
MOP(PUHOMUMETHIIH, AaHTUTICHXOTHIIN, (heHOOApOUTAII, CETATHBHU AaHTHXUCTAMUHH).

Cepomonunepeuunu aexapcmeenu cpeocmaea: B penku ciryyan € ch0o0IIaBaH CEPOTOHHHOB CHHIPOM
npu narueHTu, kouto u3non3sat SSRIs/SNRIs eHOBpEeMEHHO ChC CEPOTOHUHEPTUYHY JICKAPCTBEHU
cpenctia. [IpenopruBa ce BHUManue, ako Cymbalta ce n3nmon3Ba eTHOBPEMEHHO ChC
CEepPOTOHUHEPTUIHH JIEKapCTBEHN cpeacTBa, kKato SSRIs, SNRISs, TpUITMKINIHE aHTHICTIPECAHTH, KaToO
KJIIOMHTIPAMHH FIIA aMUATPUNTHINH, MAO-HHXHOUTOPH, KATO MOKIIOOEMHT MJIH JIMHE30IHI, KBJIT
kantapuoH (Hypericum perforatum) wiu Tpuntanu, TpamMaaoi, IETUIUH U Tpuntodan (BK.

Touka 4.4).

Egpexm na oynoxcemun 8vpxy opyeu nexapcmeenu npooyKmu

Jlexapcmeenu npodykmu, memadoausuparu om CYPIA2: B KIMHAYHO IPOyYBaHe,
(hapmakoxkmHeTHKaTa Ha TeounuH, cyoctpatr Ha CYP1A2 He ce moBIHsIBa 3HAYUTEITHO OT
CBHBMECTHOTO TPUIIOKEHHE C AyJIoKceTHH (60 mg nBa MbTH JHEBHO).

Jlexapcmeenu npodyxmu memaboausupanu om CYP2D6: JIlynokceTHH € yMepeH HHXHOUTOP Ha
CYP2D6. Koraro mynmokceTuH ce mpuiara B o3a ot 60 mg 1Ba MbTH JHEBHO C €IMHUYHA /1032
nesumnpamuH, koito € CYP2D6 cy6etpar, AUC Ha ne3urnpamuH ce yBenudasa 3 mbTH . ChbBMECTHOTO
MpuiIoKeHue Ha aynokceTuH (40 mg 1Ba mbTH JHEBHO) moBuIIaBa cranuoHapaata AUC Ha
ToJITepoArH (2 mg JBa IbTH JHEBHO) ¢ 71%, HO He MoBNHsIBa (papMaKOKUHETHKATA HA HETOBHS
aKTUBEH 5-XUIPOKCHI METa0OJIHT U HE ce penophyuBa ajanTupane Ha go3ata. [Ipenopwusa ce
MOBHUIIIEHO MOBUIIEHO BHUMaHue, ako Cymbalta ce mpuiara eJHOBPEMEHHO C JIEKAPCTBEHH MPOIYKTH,
KOUTO ce MeTabonm3upat ocHoBHO oT CYP2D6 (pucnepaoH, tpurmkimaan antuaenpecanta [ TLHA/]
KaTO HOPTPUNTWINH, aMUTPUIITHIMH U UIMUIIPAMHH) OCOOEHO, aKO T€ UMAT TECEH TePIEBTUYEH
uHAEKC (KaTto (rexkanHua, TponageHOH ¥ METOIPOIION).
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Ilepopannu konmpayenmueu u Opyu cmepouoru npenapamu: Pe3yaraTure ot in vitro Npoy4BaHUs
MOKAa3Bar, ue TyJOKCETHH He MHAyIMpa KaTanuthnyHata aktuBHOCT Ha CYP3A. Crnenuduynu in vivo
MIPOYUYBaHUS 32 JIEAPCTBEHU B3aUMOJICHCTBHS HE Ca MPOBEXKAAHU.

Aunmuroazynanmu u anmuaepecanmu. VI3UCKBa ce IOBUIIEHO BHUMAaHUE, KOTaTO JTyJTOKCETHH Ce
KOMOWHMpA C MEePOpATHU aTHUKOATYJIAHTH WM aHTUATPETaHTH MTOPaJIN TIOTSHITUATTHO TIOBHUILIEH PHCK
OT KbPBEHE, KOSTO MOXKeE JIa Ce 00SICHU ¢ papMakoAMHAMUYHO B3auMo/eiictere. OCBEH TOBa €
CHOOIIIaBaHO MOBUIIIaBaHEe Ha cToMHOCTHTE Ha INR KOraro Ha manueHTu, ieKyBaHu ¢ Bap(apuH, ce
npujiara eIJHOBPEMEHHO JTyJIOKCETHH. Bce mak, e JHOBPEMEHHOTO TpuiiaraHe Ha JyJIOKCETUH H
BapdapuH Ha 37paBu TOOPOBOJIIIN, KATO YacT OT KIMHIUYHO (GapMaKoJIOrHIHO MPOyUYBaHe, IIPU
CTallMOHAPHO CHCTOSIHUE HE BOJM JI0 KIIMHUYHO 3HauYnMa npomsiHa B INR cripsiMo U3X0JTHOTO HHBO
WM BB (hapMaKOKHHETHKaTa Ha R- mimm S- Bapdapua

Edpexmu na opyeu nexapcmeenu npooykmu opxy 0YJI0KCEmuH

Anmuayuonu nexapcmea u H; anmazonucmu: CbBMECTHOTO NPHIOKEHHUE HA TYJIOKCETHH C
AQHTHALIUIN, ChIbPIKAIIM ATYMHUHUI U MarHe3uid, I Ha TYJIOKCETUH ¢ (DaMOTHUIMH, HSIMa 3HAYUM
e(eKT BbpXy CKOPOCTTA WM CTEIICHTA Ha Pe30pOus Ha TYJIOKCETHH Clie ] IpUiIoKeHne Ha 103a oT 40
mg nepopaHo.

Hnoyxkmopu na CYP1A2: Ananu3u Ha MIOMyJIAMOHHH (PapMaKOKHMHETHYHH MPOYYBaHUs [T0Ka3BaT, e
nmymayure uMat noutd 50% Mmo-HUCKHU TUTa3MEHHU KOLIEHTpalluK Ha JTyJIOKCETHH, B CPAaBHEHHE C
HEIIyIIA4uTe.

4.6 @epTHINTET, OPEMEHHOCT U KbpMeHe

Depmunumem
B npoyuBanus npu ®KUBOTHU JTyJIOKCETHH HAMA €EKT BbPXY (PEPTUIIUTETA IIPU MBbXKE, a CPEKTUTE
MIPH JKEHU OYEBUIHO Ca CaMo B JI03U, KOUTO MPUYMHSIBAT TOKCUYHOCT 3a Maiikara.

bpemennocm
[IpoyuBanusi ¢ KMBOTHM IIOKA3BaT, PENPOAYKTUBHA TOKCUYHOCT IIPY HUBA HAa CUCTEMHA €KCIIO3ULINS
(AUC) Ha gynOKCETHH MO-HUCKH OT MaKCHMMaJIHATa KIMHUYHA eKCIO3UIMs (BX. Touka 5.3).

JBe romemu obcepranmonnu nmpoyuBanus (eaHo oT CAILL, BimrouBamo 2500 6peMeHHH, ¢
SKCTIO3MITUS Ha IYJIOKCETHH TIpe3 IBPBHUS TpUMECTHP, 1 efaHo oT EC, Brmousamio 1500 Opemennu, ¢
€KCITO3UIUS Ha JYJIOKCETHH MPe3 IbPBUS TPUMECTHP) HE MPEAToNaraT 00| MOBUIIICH PUCK OT TOJIEMU
BpOJIcHU MajopMmaIii. AHATU3HT Ha KOHKPETHU MaihOopMaInu, KaTo ChbpACYHN Maja(popMaIiuiu,
MOKa3Ba HEYOCTUTEITHN PE3yJITaTH.

B nmpoyusaneto ot EC e HampaBeHa Bpb3Ka MEXy €KCIIO3UIHATA Ha AYJIOKCETHH HAa MaiKaTa 1o
BpeMe Ha HampeaHaza OpeMeHHOCT (110 BCSIKO BpeMe OT 20-Ta recTallMOHHA CeMUIIA 10 PAKIAHETO) C
MOBHIIIEH PUCK OT MPEXAECBPEMEHHO paXkaaHe (I0-MaJIKO OT 2 TbTH, KOETO MPUOIM3IUTEITHO
CHOTBETCTBA Ha O NOMBIHUTEIHN peXaeBpeMeHHN paxkaanus Ha 100 sxeHu, Ha Tepanus ¢
IyJIOKCETHH B HampeaHaia 6pemMenHocT). [lo-ronsimaTa yact € Bb3HUKHANA MeXTy 35 u 36
rectaiioHHa ceamuna. Ta3u Bpb3Ka He € HabmronaBaHa B mpoyuBaneto ot CAILLIL.

AMepI/IKaHCKI/I JaHHHU OT Ha6J'IIO,Z[eHI/I$[ MNpeaAOCTAaBAT AJOKA3aTCIICTBA 3a TOBUIICH PUCK (HO—MaHKO oT 2
H’LTH) OT MOCJIEPOAOBO KPBBOTCUYCHUC CJIC CKCIIO3UIUA HA JYJIOKCETUH B paMKUTEC Ha MECCII IIPEAN
PaXXaaHCTO.

EnuneMuoiornyHuTe TaHHU Mpearnoarar, 4e ynorpedara Ha SSRIs 1o Bpeme Ha OpeMEHHOCT,
0cobOeHO B HalpeHa a OpEMEHHOCT, MOXKe Ja MTOBHIIH PUCKA OT MEPCUCTHpAIIA [Ty IMOHAITHA
xuneptonus npu HoBopoaeHoto (IITIXH). Makap B HUKaKBY MpOy4YBaHUS [1a HE € H3CIIeBaHA
Bpb3Kkara Ha [I[IXH c neuenuero cbc SNRI, T031 noTeHIMaNeH pUCK HE MOXKe Ja Ob/ie U3KITIOUYEH MIPH



JyJIOKCETHH, B3eMalKH T10/1 BHUMaHUE CBbP3aHUsI MEXaHU3bM Ha JieificTBUe (MHXUOUpaHe Ha
00paTHOTO 3axBalaHe Ha CEPOTOHHH).

[Tomo6HO Ha qPyTrHUTE CEPOTOHEPTHYHU JICKAPCTBEHU MPOJAYKTH, MOTAT JIa CE TIPOSIBAT CUMIITOMH Ha
OTHEMaHe TPU HOBOPOJICHH CJIe]] yIOTpeda Ha AYJIIOKCETHH OT MaiikaTa OJIM3KO JI0 TEPMHHA.
CumnToMHTE Ha OTHEMaHe, HAaOJII0IaBaH! MIPH JTyJTOKCETHH, MOXKE J1a BKJIFOUBAT XUIIOTOHHS, TPEMOD,
HEPBHOCT, 3aTPyAHECHUSI B XpaHEHETO, PECIIUPATOPEH AUCTpeC U I'bpuoBe. [loBeyero cinyyau ca
HaOJIIOJaBaHU WK TIPH PaXTAHETO, WIIH B TEUCHUE HA HAKOJKO JHH CIIE]] paXXIaHETO.

Cymbalta Tpsi0Ba J1a ce U3M0JI3BA 110 BpeMe Ha OPEeMEHHOCT, CaMO aKO MOTECHI[HAHUTE MTOJI3H
oTpaBJiaBaT MOTEHIIMAIHUS PUCK 3a Iu1oja. JKenure TpsOBa 1a ObJaT ChbBETBaHU J1a HHYOPMHUpAT
JieKaps CH, ako 3a0peMEHesIT, WITH IUTAHUPAT 3a0peMeHsIBaHE 110 BpEME Ha JICUCHHUETO.

Kvpmene

JIyJIOKCTHH ce OTJeNs B MHOTO MaJlka CTETCH B KbpMarta Ha 0a3ara Ha U3Clie/IBaHe Ha 6 TMAIMCHTKH C
JIAKTAIMs, KOUTO HE ca KbPMUIIK cBoUTe Aena. [Ipubmusurennara qeTcka AHEBHA 1032 Ha 6a3a mg/kg
e npubsmsurenHo 0,14% ot mo3ata Ha Malikata (BxK. Touka 5.2). Thif kaTo 0€30IacHOCTTa Ha
JyJIOKCETHH Iipu Oe0eTa He ¢ ycTaHoBeHa, ynorpebata Ha Cymbalta mo BpeMe Ha KbpMEHE HE Ce
npenopbyBa.

4.7 EdexTn BbpXy cniocodHOCTTA 32 moupaHe U padoTa ¢ MAIIUHA

He ca u3BbpuiBanu npoyuyBanus BbpXy criocoOHocTTa 3a modupane u padora ¢ mammau. Cymbalta
MoXe Jja ObJie CBbp3aHa ChC CeIMPaHe U 3aMasiHOCT. [larneHTuTe TpsOBa 1a ObJaT YBEAOMSIBAHH, Y
AaKO M3IUTBAT CCAUPaHC WIN 3aMasgHOCT, TpH6Ba Ja H36HFB3T MOTCHUIMAJIHO PUCKOBHU pa6OTI/I KaTo
modupane wim padboTa ¢ MaITUHM.

4.8 Hexenanu JeKapcTBEHH peaKINU

a. Pesziome na npoghuna na 6ezonacrnocm

Haii-yecTo cho011aBaHUTE HEXKENIAaHW PEeaKlUuK MPH MalueHTH, JekyBanu ¢ Cymbalta, ca ranene,
rJ1aBo0OIHe, CyX0Ta B yCTara, COMHOJIEHTHOCT M 3aMaliBaHe. BBIpeku ToBa, MOBEYETO OT YECTUTE
HEeXXeJIaHU PEaKIUH ca JIEKH JI0 yMEPEHH, Te OOMKHOBEHO 3a04YBaT PaHo MO BpeMe Ha JISYCHHETO, U
MO-TOJIsIMA YacT ca C TeHACHIIUS J1a OTMHHAT JIOPH, KOTaTO TepanusiTa Ob/ie TPOAbIDKEHA.

0. Pestome na nesxcenanume nekapcmeenu peakyui, npeocmaseno 8 maoauya
Tabnuua 1 moka3Ba HeXXETAHUTE PEaKIIMHU, HAOII0IaBaHH NIPU CIIOHTAHHO CHOOIIABAHE U IIPH
1ane00-KOHTPOIMPAHU KIMHUYHH MTPOYYBAHUSI.

Tabmuma 1: Hexxenanu peakuuu

Ornenka Ha yectota: Muoro yectu (>1/10), wectr (>1/100 no <1/10), meuectu (=1/1 000 mo <1/100),
peaxu (>1/10 000 mo <1/1 000), muorO penku (<1/10 000) ¢ Hem3BecTHA YecTOTa (OT HATUIHUTE
JIAHHM HE MOXe J1a ObJIc HallpaBeHa OILICHKA).

IIpu BCSAKO IrpynupaHe B 3aBUCUMOCT OT YECTOTaTa HEKEJIAHUTE PEAKIIUY €A IIPEACTABEHU B HU3X OS]
peA 0 OTHOUICHUE HA TAXHATA CEPUO3HOCT.

MHoro Yectn Heuvectn Penxn MHoro peaku C HeusBecTHA
4ecTH 4ecToTa
Hngpexyuu u ungpecmayuu
| Jlapunrur | |
Hapywenus na umynnama cucmema
Amnadunaxt
W4Ha
peaxius
Hapyienus,
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CBBpP3aHU

CBhC
CBPBXYYBCTB
WTEITHOCT
Hapywenus na enooxpunnama cucmema
Xunortupeou
JU3BM
Hapywenus na memabonusma u xparnenemo
Hamanen XunepriaukeM | Hexuaparan
amneTHuT us ust
(moxnanBana | XumnoHaTpue
ocobeHo py | Mus
Hal{EHTH- CHAJIC®
JINA0ETHUITHN)
Hcuxuunu napywenus
Nucomuus Cyuuuana CyuuuaHo
Bb30yna uneanus>’ nmoBepeHue”’
Hamaneno Hapymenune Manus
TUOHI0 Ha ChHSA XaronHaI
TpeBoxkHocT | Bpykcuzbsm uu
AGHOpMEH Hesopuentan; | BpakmeOHOC
oprazpm us T U rHsB?
SApxu Anarus
CHhHHIIA
Hapywenus na nepsnama cucmema
I'maBoGoin | 3amastHOCT MuoxkoHus CepoTOHHHO
e Jletaprust Axaruzus’ B cuHIpOM®
Comuone | Tpemop Hepsnoct Kousyncuu'
HTHOCT [Tapecre3usa | Hapymenue [Icuxomorop
Ha HO
BHUMaHHETO | OE3MOKOHCTB
Hucreysus o®
Juckunesuss | Excrpamumpa
CunazpoMm Ha MUIHA
HECTIOKOWHUT | CUMITOMH®
e Kpaka
Jlomo
KauyeCTBO Ha
CHHS
Hapywenus na ouume
3aMBIIICHO Munpuasza I'maykoma
BIDKJIaHE Hapymenne
Ha 3PCHUETO
Hapywenus na yxomo u nabupunma
IIym B Bepturo
ymmre! Bonka B
YXOTO
Cvpoeunu napywenus
[Tannuranuu | Taxukapaus CrpecoBa
Hanxamepna KapAHOMHOTIATHSI
apuTMus, (Taxoiry6o
TJIaBHO KapJMOMHOTIATH)
npeachpIHO
MBKJICHE

Cvoosu napyuwenus
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[ToBumeno Cunkor? XunepToHn4
KPBBHO Xuneprouus> | Ha kpuza*®
HajsArane’ 7
3auepssiBane | OpTocTaTHIH
a XUIOTOHHUS
Ilepudepna
CTYyJICHUHA
Pecnupamopnu, epvonu u meduacmuHanuy HapyuweHusl
IIpo3zsiBane Hanpexenue | MaTEpCcTHIN
B T'BPJIOTO anHa
Emmncrakcuc OenmoapodHa
Gonect'”
Eosunodun
Ha
IHEBMOHMS®
Cmomawno-upesnu HapyueHus
T"anene Konctnnamu | CromamrHo- CroMmaTuT
CyxotaB | 4 YpEBEH XemaToxe3u
ycTara Huapus KPBBOU3IHUB' | 51
Kopemna T'actpoentepu | Jlom abx oT
Oorka T ycraTa
[ToBpbmane | Opursane Muxkpockort
Hucnerncus | [actpur CKH KOJIHT’
Merteopusp | Hucdarus
M
Xenamo-ounuapru Hapyuiernus
Xenatut® YepHOapoOH
IToBuienu a
YepHOAPOOHH | HEJOCTaTh4
€H3UMHU Hoct®
(ALT, AST, Xbnrennmna®
ajKairHa
thocdaraza)
Octpo
YEPHOAPOOHO
YBpEKIaHE
Hapywenus na kosrcama u noOKoxcHama mvkaH
3acuieHo Homno Cunapom Ha | KokeH BacKyJIuT
MOTEHE U3MOTSIBaHe Stevens-
O6pus Ypruxapus Johnson®
Konrakren AHTHOHEBPO
JE€PMaTHT THYEH OTOK®
Crynena not
Peakuuu Ha
¢doTouyBCcTBH
TEJIHOCT
3acuiieHa
TEHACHIINSA 32
MosiBa Ha
XeMaTOMHU
Hapywenus na mycxyino-ckeiemuama cucmema U CbeOUHUmMeIHama movKam
MyckynHo- | MyckynHO Tpusmyc
CKeJIeTHa HaTPeKEeHHE
Oorka IToTpenBane
Myckynen Ha MYCKYJIU
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| CIazpM | |
Hapywenus na 6vopeyume u nuxounume nvmuua
Juzypust 3agppkane Ha | [IpomeHeH
Yecro ypuHa MHPHUC HA
ypuHHpaHe | 3aTpyAHEHO ypuHaTa
YpUHUPaHE
Huxtypus
[omnypus
Hamanena
Iuypesa
Hapywenus na ev3npouzsodumennama cucmema u 2bpoam
Epexrunna T'unexonoruu | Menonay3san
TUCPYHKIHS | HO KbPBEHE HU
Hapymienue | MeHcTpyanHu | CHMIOTOMH
Ha HapylIeHus l'anakropes
esskynanusata | CexcyanHa Xuneprpoia
3abaBeHa IUCPYHKIMA | KTHHEMHS
eSAKyIIaus bonka B [Tocneponos
TECTUCUTE 0
KPBBOTEUCH
ne®
Obwu napyuienus u eqpekmu Ha MACMOMO HA NPULONCEHUE
[Mpunagsuu® | Bonka B
Vmopa repaute’
AOHOpMHH
yCeIaHus
YyBCTBO 32
CTYI
Kaxnma
Brpucasne
Hepazmnonoxe
HUE
YyBCTBO 32
TOIUTHHA
Hapymenus B
MOXOJKATa
Hzcnedsanusa
ITonmxenue | IlokauBaHe Ha | YBenuuaBaH
Ha TErJI0TO TETJIOTO e Ha
IToBuiexue XoJlecTepona
Ha KpeaTuH B KpBBTa
(hochoknnaza
Ta B KPbBTa
IToBuieHue
Ha KaJus B
KphBTA

! Criyuan Ha KOHBYJICMY ¥ CJTy4aM Ha IIyM B YIIUTE Ca ChOOIIABAHM ChILO CIIE] TPEKHCBAHE HA
JICUYCHHETO.

2 Cy4au Ha OPTOCTATMYHA XMIIOTOHHUS M CHHKOII Ca ChOOIIaBaHU 0COOEHO B HAYAJIOTO Ha JIEYEHHETO.

3 Bukte Touka 4.4.

* Ciyuan Ha BpaXkJeOHOCT M I'HSIB Ca ChOOIIaBaHU 0COOEHO B HAYAJIOTO MM ClIe]] IPEKhCBAHE Ha
JICYCHUETO.

> Cily4yau Ha CyMIIU/IHA WEAIUs U CYMIMIHO MOBEIEHHE Ca ChOOIIaBaHM 110 BPEME HA JICUEHHE C
JTyJIOKCETHH WJIN CKOPO CIIe]] TIPeKbCBaHE HA JICUCHUETO (BXK. Touka 4.4).
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S Yecrorara € M34MCIIEHa OT HEXKEIAHUTE PEAKIINHU, CHOOIEHH TIPU TIOCTMAPKETHHTOBOTO
HaOJroeHNe; He ce HaboAaBa B IIane00-KOHTPOIUPaHH KIMHUYHN U3IUTBAHHA.

" He € cTaTUCTHYECKH CUTHU(UKAHTHO pa3indHa OT Ianedo.

8 [punaxbuTe ca Mo-4eCcTy NPH MAIMEHTH B CTApYECKa Bb3pacT (Bb3pacT >65 roiauHm)

? YecroTara € M34MCIIEHa Bb3 OCHOBA HA JAHHU OT BCHYKU KIMHUYHY U3 TBAHMSL.

"Yecrorara e n3unciena Bb3 OCHOBa Ha IUIAE00-KOHTPOIMPAHH KIMHUYHY U3 TBAHMSL.

6. Onucanue Ha u36panU HeJCeNaHU NeKApCmeeHU peaKyuu

[IpexpatsBaneTo Ha TYJIOKCETHH (0COOCHO KOTaTO € BHE3AIHO) YECTO BOJU JI0 CHMITOMH Ha
OTHEMaHe. 3amaiiBaHe, CCH30PHH HapyIICHUS (BKIIOYUTEITHO TAPECTEe3HUs WU YCeIlaHus, IIO00HH Ha
MpeMUHABaHEe Ha CJICKTPUUSCKH TOK, 0COOCHO B 00JIacTTa Ha riIaBaTa), HAPYIICHUS B CHHS
(BrITIOUMTETHO O€3CHHUE M MHTCH3UBHO ChHYBaHE), yMOPa, COMHOJIEHTHOCT, Bb30y1a MK
TPEBOXKHOCT, TAJICHE W/WIIM TIOBPBILAHE, TPEMOD, TTIaBOOOINE, MUAITHS, PA3Pa3HUTEITHOCT, THAPUS,
XUIEPXUIPO3a M BEPTUTO Cca HAH-YECTO ChOOIABAHNUTE HEXKETAHU PEaKIIHU.

O06m0, 1 3a SSRIs u 3a SNRIs, Te3u cbOUTHS ca IeKH 10 YMEPEHH M CaMOOTPaHUYaBalli ce, BBIIPEKU
Ye MPH HIKOU TMAIMEHTH Te MOXKE JIa ca TEKKH W/HITH MPOJIBIDKUTEIHHU. 3aTOBA CE MPErnophyuBa, KOraTo
HE ce Hajlara roBeye JICUeHue ¢ JyJIOKCETHH Jia ObJie M3BHPIICHO MIOCTENICHHO CIIMpaHe, Ype3
HaMaJIsIBaHe Ha J103aTa (BXK. Touka 4.2 u Touka 4.4).

[pe3 12-ceqmuunara octpa (aza Ha TPU KIMHUYHH NTPOYUBAHUS C JYIOKCETHH TPH MAIIMEHTH C
nuabeTHa HeBpomnaTHa 0oJika € HaOIr01aBaHO MajKo, HO CTATUCTHYECKH 3HAYMMO IIOBUIICHHUE B
KpbBHATA IIIOKO032 Ha TIaHO, P NALMEHTHTE Ha JieueHue ¢ ayaokceTud. HbAlc e ctabunen u npu
MAIMEeHTHTE JICKYBaHU C JYJIOKCETHH, U MPH NMAIlMEHTHTE JIEKyBaHU ¢ Tuiane6o. [Ipe3 ¢azara na
yIBIDKaBaHE HA TE3H MPOYYBAHUS, MIPOABIDKHIIA JI0 52 CeAMHUIM, € HaTMYHO noBumenne Ha HbAlc u
B IpyIara Ha TyJOKCETHH U B rpylaTa Ha pyTHHHA Tepanus, HO cpenHoTo nosumienue e 0,3% mo-
roJIsIMO B IpyTiaTa Ha JIEYEeHHUE C NyJOKceTHH. Hann4dHo € JIeKo NOBHIEHNE B KpbBHATA TUIIOK03a Ha
IJIaJ{HO U Ha OOIIHS XOJIECTEPOII IPH MAleHTHTE JICKYBAHU C JyJIOKCETHH, JI0KAaTO Te3U 1abopaTOpHU
W3CIIEeIBAHNS NIOKA3BaT JIEKO HaMaJeHHE B TpyIiaTa Ha PyTHHHA TEPAIHs.

Kopurupanust cripsimo cbpaeunata yectora QT uHTEpBan mpu NaueHTUuTe, JIEKyBaH! ¢ AYJIOKCETHH,
HE ce pa3udaBa OT TO3H, HaOJII0AaBaH MpYU NMALlUEHTUTE, JeKyBaHu ¢ 1anedo. He ca HabmronaBanu
KIMHAYHO 3HaunMHu paznuku 3a QT, PR, QRS unu QTcB usMepBaHusita Mexay NaueHTUTE,
JIEKyBaHUTE C AyJIOKCETHH U Te3U JICKYBaHUTE C ILIareoo.

2. [leduampuuna nonynayus

0610 509 nanyeHTH fiera Ha Bb3pacT oT 7 10 17 TOAMHU C ToJIIMO JENpPECUBHO pa3cTpoicTBo u 241
e MaTPUYHHU TAIMEHTH Ha Bb3pacT OT 7 A0 17 ToAuHU ¢ TeHepaIu3upaHo TPEBOKHO Pa3CTPOMCTBO ca
JICKYBaHH1 C OAYJIOKCCTUH B KIIMHUYHU IIPOYyYBaHUA. Karo o110 HpO(l)I/IJTbT Ha HEXKCIaHUTEC
JIEKapCTBEHHU PEaKkLHX Ha AyJIOKCETUH MPH Jela U IOHOLIM € ToA00eH Ha TO3H, HabIroAaBaH pu
BB3PACTHH.

06110 467 MarMeHTy OT NeANaTpUIHATA TTOMYJIallKs, KOUTO MEPBOHAYAIIHO Ca PAaHJAOMU3UPAHU Ja
MOJTy4aBaT JYJIOKCETHH B KIIMHUYHY MPOYYBAHMS, U3MUTBAT CPSIHO HaMaeHue Ha terioro 0,1 kg
kbM 10-Ta cenmuiia B cpaBaenue ¢ 0,9 kg cpenno yBenudenue npu 353 nanueHTH, mMojrydaBaiii
rurane6o. Cren ToBa B TeUeHHE Ha YETUPH-MECEUECH JI0 MIECT-MECEUYEH NEPHOJT Ha MPOIBIDKEHHE,
MAIMEHTUTE CPEHO UMAT CKJIOHHOCT KbM BBH3CTAHOBSBAHE HA 0YaKBAHOTO CH M3XOJIHO TETIIO B
TIEPIICHTHIIA Ha 0a3aTa Ha MOIMYJIAIMOHHNUTE TaHHU OT BPBCTHUIIUTE, ChOTBETHH I10 BH3PACT U IIOJL.

B npoy4BaHus ¢ MPOIBIDKUTEITHOCT 0 9 Mecela pu NMalMeHTUTe OT e uaTpUIHATA ITOIYJIaliusl,
JISKYBaHHM C JYJIOKCETHH, ce HaOJr01aBa 0010 CpeiHO HamasieHue OT 1% Ha MepIleHTHIIa 3a PbCT
(mamanenue ot 2% npu gena (7-11 roquan) u yBenmuenue ¢ 0,3% npu ronomu (12-17 ronunn)) (BK.
Touka 4.4).
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Cpo0111aBaHe Ha MOA03UPAHN HEXETAHHN PEAKITHH
Cro0mIaBaHeTo Ha MOIO3UPAHU HEIKEIIAHN PEaKIIUU CIIE]] pa3peliaBaHe 3a yrnorpeda Ha JeKapCTBEHUS

IMPOAYKT € BaKHO. ToBa mo3BossiBa Ja IpOoabJIKA Ha6J'IIOI[eHI/IeTO Ha CbOTHOIICHUECTO non3a/pncr< 3a
JICKApCTBCHUSA TPOAYKT. OT MEIUIIUHCKUTE CIICOUaJINCTH CC U3HMCKBaA Ja C’BO6].L[aBaT BCsKa
IIoJ03MpaHa HEXKEIaHa peaKrd Ype3 HallMOHAJIHA CUCTEMA 3a C’BO6H.IaBaHC, II0COYCHA B

IIpunoxxenue V.

4.9 Ilpeno3upane

CroOmaBanu ca clydau Ha peo3upaHe, CAaMOCTOSTEIIHO WIH B KOMOWHAIUS C IPYTH JICKApCTBEHU
MPOIYKTH, C 103U JyJokceTuH oT 5 400 mg. UMa HAKOJIKO CMBPTHU CIy4Yau, OCHOBHO IPU CMECEHO
MpeI03UpaHe, HO ChIIO TaKa ¢ JYJIOKCETUH CAMOCTOSTEIIHO B J103a OT npubausutenHo 1 000 mg.
benesnTe u cuMnTOMUTE Ha TIpeAO3upaHe (IyITOKCETHH CaMOCTOSTETHO WIM B KOMOHMHAIINS C IPYTH
JIEKapCTBEHU MPOAYKTH) BKIIFOYBAT COMHOJIEHTHOCT, KOMa, CEPOTOHWHOB CHHAPOM, TIPUTIABIIN,
MOBPBIIAHE U TAXUKAP IS

He e u3BecTeH crienuduyeH aHTUIOT Ha TyJOKCETHH, HO aKO HACTBITM CEPOTOHUHOB CUHIPOM MOXKE
Jla ce UMa MpeABU creruduyuHo ieueHue (KaTo ¢ IUMPOXENTAIUH W/ WU TEeMITEpaTypeH KOHTPOM),
TpsOBa na ce moambpKaT CBOOOIHN NTUXATSITHATE MBTHINA. [IpenopbuBa ce mpociensiBane Ha
CHPACYHUTE M KU3HCHH ITOKA3aTENH, 3a€THO C MTOAXOISIIA CHUMITTOMATUIHH U TTOIIBPKAITH MEPKH.
CroManrHa IpoMHBKa MOYXKE Ja € TTOKa3aH, aKo C€ U3BBPIIHN Bb3MOKHO Hal-CKOPO CJIe]T OTTBIIAHETO
WM TIPH MIAIUCHTH ChC CUMITOMU. AKTHBHHAT BBIJICH MOXKE JIa ITOJIC3CH 32 OTPAaHUYaBaHE Ha
pe3opOrusiTa. JlyiokceTHH uMa rojisiM o0eM Ha pasnpezesieHue u (opcupaHata Iuypesa,
xemorepdy3ust 1 oOMeHHa niepdy3us € MalTko BEPOSITHO JIa ca OT [oJi3a.

5. ®APMAKOJIOTHTYHU CBOMCTBA
5.1 ®apmakoguHAMUYHH CBONCTBA
®dapmakoTepanepTruuna rpyna: aApyru antugenpecantu. ATC koa: NO6AX21.

MexaHHU3bM Ha JICHCTBUE

JyrnokceTnH e KoMOWHMpaH UHXUOUTOP Ha 0OpaTHOTO 3axBamane Ha cepotonuH (5-HT) u
HopanpeHamH (NA). Toit crabo mHXHOMpa 00paTHOTO 3axBallaHe Ha JoNaMuHa, 0e3 3HAYIM
aUHUTET KbM XUCTAMHUHEPIrUUHHUTE, TOTTAMUHEPTUUHH, XOJIMHEPTUYHU U aAPEHEPTUUHH PELIEITOPH.
JynokceTnH 103a-3aBUCHMMO MOBHILABA €KCTpaleNyJapHUTE HUBA Ha CEPOTOHUHA U
HOPHOPAAPEHATINH B Pa3IMYHA MO3BYHHU 00JIACTU MPH KUBOTHH.

®dapmakoarHaMUYHH e(hEKTH

JynokceTnH HOpManu3npa mpara Ha 60JIKaTa P HAKOJIKO MPEAKINHUYHN MOJIeNIa Ha HEBPOIIaTHA
BB3MAIUTETHA 0OJIKa U CMEKJYaBa TIOBEJICHUETO MPH 00JIKa B MOJIEN HAa epcucTupaiia 6onka. Cuura
ce, e HXUOMpanoTo OoKaTa JCHCTBIE HAa TYJIOKCETHH € PEe3yJITaT OT MOTCHIIMUPAHETO Ha
JIECIICHIEHTHUTE UHXNONUTOPHN OOJIKOBH ITBTHINA HA [IEHTPAIHATA HEPBHA CHCTEMA.

KimanyHa edukacHOCT ¥ 0€30I1aCHOCT

Tonamo denpecusno pazcmpoticmeo.: Cymbalta e n3yyaBana B KIMHUYHU POTPaMHU, BKIFOYBAIIN

3 158 manuenTty (excro3utius oT 1 285 manuenTo-roauHM) oTroBapsy Ha DMS-IV kputepunte 3a
rojisima nenpecus. EpukacHocTra Ha Cymbalta mpu mpernopbsurTeIHa JHeBHA q03a 60 mg BEAHBK
JTHEBHO € TIOKa3aHa MPH TPU OT TPUTE PaHIOMHU3UPAHHU, IBOWHO-CIICIIH, TIANe00 KOHTPOIUPaHH, C
(hukcupana 03a Mpoy4BaHUs B 0cTpa (haza Mpu BE3PACTHH aMOYIATOPHHU MAIIMEHTH C TOISIM
nenpecuseH enuzoi. 0010, edpukacHoctta Ha Cymbalta ¢ reMoHCTpHpaHa Py JHEBHA 10328 MEXKIY
60 1 120 mg B 001110 MET OT CeleMTe paHJIOMHU3UPAHH, IBOMHO-CIIEIH, I1ane00 KOHTPOIUPAHH, C
(hukcupana 103a Mpoy4BaHUs B 0CcTpa (haza Mpu Bb3PACTHH aMOYJIATOPHHU MAIIMEHTH C TOISIM
JICTIPECUBEH €MU30/.
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Cymbalta mokasza cTaTUCTHYECKO MIPEIUMCTBO CIPSAMO I11are0o, IpoCiIeACHO Ype3 MoA00peHne Ha
o0rus pesynrat mo 17 toukoBata Hamilton Depression Rating Scale (HAM-D) (BK/II0YHTEIHO U HA
E€MOIMOHATHUTE U HA COMAaTUYHUTE CUMITOMU Ha Jenpecus). CTeneHTa Ha OTTOBOP U PEMUCHS ca
CBHIIIO CTATUCTHYECKU 3HAYMMO MO-BUCOKHM pu Cymbalta, B cpaBHeHue ¢ mnamne6o. CamMo Manka 4act
OT TANMEHTY BKJIFOUCHH B THJIOTHH KIIMHUYHU TIPOYYBAHUS ca OWIIN C TeXKa Jenpecust (M3X0IHO
anBo HAM-D>25).

B npoyuBaHne 3a npeoTBpaTsABaHe Ha PEUNB, AIMSHTUTE, TIOBIHUSIIH Ce OT 12-CeIMHYHO OTKPHUTO,
octpo jeuenue ¢ Cymbalta 60 mg BeHbXK IHEBHO, ca panaoMusupanu win Ha Cymbalta 60 mg
BEJHBK AHEBHO WK Ha mianebo 3a ome 6 Mecena. [Ipunaranero na Cymbalta 60 mg BeIHBX JTHEBHO
MOKa3a CTATUCTUYECKO 3HAYMMO MIPEIUMCTBO B cpaBHeHue ¢ mianedo (p=0,004), mo oTHomEeHHE Ha
WU3MEPBAHETO 3a MbPBUYCH U3XO0/], MPOPUIAKTHKATA HAa PEIUINB HA JACTPecHsi, n3MepeHa upe3
BpEMeTO 10 peunanBa. YecToTaTa Ha peIUAMBUTE IO BpeMe Ha 6-MECEUHUs IBOMHO-CIIAI EPHOA Ha
npocnensBane € 17% u 29%, cbOTBETHO, 3a AYJIOKCETHH H 3a I1aneoo.

ITo Bpeme Ha 52-cemMUYHOTO TUTAIE00 KOHTPOIUPAHO TBOHHO-CIIATIO JICUCHUE JICKYBAHUTE C
JYJOKCETHH TallMeHTH ¢ PELUINB Ha TOJISIMO JIETIPECUBHO Pa3CTPOMCTBO MMAT CUTHU(HUKAHTHO TI0-
IBIer Oe3cummnromMeH riepuon (p<0,001) B cpaBHEHHE C MAIIMEHTHTE, PAaHJOMU3UPAHH Ha I11aneoo.
Benuky nanyeHTH npeaBapuTeNIHO ca Ce MOBIHSIN OT TyJIOKCETHH IO BpEME Ha OTBOPEHO JICYEHHUE C
nmynokcetrH (28 mo 34 cemvurm) mipu o3a ot 60 mo 120 mg/mueBHo. I1o Bpeme Ha 52-ceqmuaHaTa
iane0o KOHTPOJIMpaHa ABOHHO-ciAmna (asa Ha neueHue 14,4% oT naumueHTuTe, JeKyBaHH C
IyJokceTrH, u 33,1% OT manueHTuTe, TpeTUpaHu ¢ Tanedo, MPeKUBSIBAT IOBTOPHA MOsIBA HA
cumnTomMuTe cu Ha aenpecus (p<0,001).

EdexTsT oT mpunaranero Ha Cymbalta 60 mg BeIHBK THEBHO MPH MAIIMEHTH C IENPECHS B CTapuecKa
BB3pACT (=65 roguHM) € OLCHEH CIeUU(PUYHO B MPOyYBaHE, IIOKA3BAII0 CTATUCTHYECKH 3HAYNMA
paznvka B HaMansiBaneTo Ha HAMD17 pesynraTa 3a nanueHTHTE, IEKYBaHH C AYJIOKCETHH, B
cpaBHeHue ¢ miane6o. [Tonocumoctra Ha Cymbalta 60 mg BeIHBK THEBHO TPU MAIIMSHTH B
CTapuecKa Bb3pacT € CpaBHUMa C Ta3H, HaOJIOAaBaHa PH MO-MJIaAX Bb3PACTHU MalueHTu. [lanHuTe,
o0aue, 3a MalMEHTH U3JI0KEHH Ha MakcuMainHara 103a (120 mg qHeBHO) ca OrpaHHUYEHH U 3aTOBA Ce
NpenopbyBa MOBUIICHO BHUMAHUE MIPH JICUYCHUE Ha Ta3H MOMYJIalusl.

T'enepanusupano mpegosicno pascmpoticmeo: Cymbalta mokasa cTaTHCTHYECKH 3HAYMMO PEAUMCTBO
COpsMO IU1ane0o Npu MeT OT NMeT NPOYYBaHMS, BKIIOYAIN YeTUPH PaHAOMHU3UPAaHH, TBOWHO-CIICIIH,
wiane0o KOHTPOJIMPAaHU OCTPH MPOYUYBAHHMS U ITPOYUYBaHE 33 MPODUITAKTUKA HA PEIUIUB MPH
Bb3PACTHU C TCHEPATIM3UPAHO TPEBOXKHO PA3CTPOICTBO.

Cymbalta moka3a cTaTUCTUYECKH 3HAYMMO MPETUMCTBO CIPSMO TUIane0o, M3MEPEHO Ype3
nojoOpeHue Ha 00K CKOP MO cKaa 3a TpeBokHocT Ha Hamilton (Hamilton Anxiety Scale
(HAM-A)) u ckopa 3a 00110 (yHKIHOHAIHO Pa3CTPOMCTBO 0 CKaia 3a MHBaIugHOCT Ha Sheehan
(Sheehan Disability Scale (SDS)). CreneHnuTe Ha NOBIMSIBAHE U PEMHUCHS Ca ChIIO MO-BUCOKU TIPU
Cymbalta B cpaBHenue ¢ mane6o0. Cymbalta moka3sa cpaBHUMU pe3ynTaTy 3a €PUKACHOCT C TE3U Ha
BeHJIa(aKCHH OT IJIeHa TOUKa 1moo0penne Ha oomus ckop mo HAM-A.

[Tpu npoyuBaHe 3a MpoPUIAKTHKA HA PEIUANB MAIIMEHTUTE, OBIHSBALIH CE OT 6-MECEYHO OCTPO
otkputo nedenue ¢ Cymbalta, ca parnmoMusupanu qa momy4dasat win Cymbalta, nimm mmamne6o 3a
nocneapamute 6 mecena. Cymbalta 60 mg 1o 120 mg BeIHBK JHEBHO TIOKa3Ba CTATUCTHYCCKU
3HAYMMO MPEAMMCTBO B cpaBHeHHe ¢ mane6o (p < 0,001) npu npodunakTukaTa Ha PEUUANB,
MU3MEPEHO Ype3 BPEMETO J0 M0sBA Ha penuanB. YecToTaTra Ha pEIUANB Ipe3 6-MeceuHHs IIepruo] Ha
IIOCTIeIBAIIOTO ABOHHO-CIsiNo npociensBane € 14% npu Cymbalta u 42% npu nnaune6o.

Eduxacnocrra Ha Cymbalta 30-120 mg (rpBKaBo g03MpaHe) BEAHBK JHEBHO TIPH MALIMEHTH B
CTapuecKka Bb3pacT (>65 rofnHH) C FeHepaJIu3upaHo TPEBOXKHO Pa3CTPOMCTBO € OLIEHEHA B €THO
MPOyYBaHE, KOETO TTOKa3Ba CTATUCTUIECKY 3HAYNMO To00peHue B 00w pe3yaTar 3a HAM-A 3a
HAallUEHTUTE, JEKYBaHHU C IyJIOKCETHH, B CPABHEHHE C MALMEHTHUTE, I0JIy4aBally 111a1nedo.
EduxacnoctTa n 6ezomacHocTTa Ha Cymbalta 30-120 mg BegHBX JHEBHO MIPH MALMEHTH B CTapyecKa
BB3PACT C TEHEPAIN3UPAHO TPEBOKHO PA3CTPOMCTBO ca MoJ0OHH Ha HAOJII01aBaHUTE B IPOYYBAHMUS
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IIpU MO-MJIaa Bb3PACTHHU MAIUCHTH. B’preKI/I TOBa NIaHHUTEC 3a MAIIUCHTH B CTApUCCKa Bb3PacT,
H3JI0OKCHH Ha MaKCHUMaJIHAaTa J03a (120 mg ,Z[HCBHO), Ca OrpaHUYCHU U 110 TO3HU HAYUH CC IPCHIOPHUIBA
MOBUIICHO BHUMAHUC IIPU U3MOJI3BAHCTO HA Ta3U 034 IPHU MomnyjadanudaTa B CTapYCCKa Bb3pacT.

Juabemna nepughepna nesponamua doaxa: EpurkacHoctra Ha Cymbalta 3a neueHue Ha quabeTHA
HeBpoTaTHa 00JIKa € YCTaHOBEHA MPHU 2 paHAOMHU3UPAHH, 12-CeIMUTHH, TBOIHO-CIICTIH, IUIAIe00
KOHTPOJIMPaHH, ¢ PUKCHpaHa /103a MPOy4BaHUs IIPH Bh3pacTHHU (22- 10 88-romuiinHu) ¢ nuadeTHa
HEeBpomnaTHa 0OJIKa B MPOIBIDKEHUE MTOHE Ha 6 Mecerla. [laruenTuTe, oTroBapAIy Ha KPUTEPUUTE 32
TOJISIMO JICTIPECUBHO Pa3CTPOMCTBO, Ca U3KIIIOYCHH OT Te3W Mpoy4BaHus. V3MepuTen Ha MbpBHUYHUS
M3XO0J € CeAMUYHATA CPeaHa CTOMHOCT Ha 24-qacoBara 00JIKa, KOATO € OTpa3sBaHa B €KETHEBEH
JIHEBHMK Ha nmauuveHture no 11-toukosara ckaia Ha Likert.

B nBete npoyusanus, Cymbalta 60 mg Beaubx qHeBHO U 60 mg /1Ba IBTH JHEBHO 3HAYUTEIIHO
HamassBa Oonkara, B cpaBHeHHE C Iu1ane6o. EQekThT mpu HIKOM MAalMeHTH € BUIAMM Tpe3 ITbPBHUTE
ceIMUIIM Ha JeyeHue. Paznukara B cpeTHOTO NOAOOpEHNE MEXLy JBETE paMeHa Ha aKTUBHO JICUCHHE
He e 3HaunTenHa. Ordenszano e mone 30% choOmIaBaHO HaMalsiBaHe Ha OOJKaTa Mpy MPUOIU3UTEITHO
65% oT JeKyBaHHTE C TyJEKCETHH naiueHTn cpeity 40% 3a miaie60. ChbOTBETHUTE IIU(PHU 3a TIOHE
50% penykiust Ha 6onkara ca choTBeTHO 50% 1 26%. CTenenTa Ha KIMHUYEH oTroBop (50% wmmun
moseye nogo0peHne Ha 0oJKaTa) € aHaJM3UpaHa CIIOPe TOBA AT NAlUEHTHT € IPOSBUI
COMHOJIGHTHOCT TI0 BpeMe€ Ha JIEYeHHETO WIH He. 3a MalueHTUTe, KOUTO HE ca MPOSIBHUIU
COMHOJICHTHOCT € HaOJII0JJBaH KJIMHWYEH OTroBOp Npu 47% OT MalMeHTHUTE, MOTyJYaBally AyJTOKCETUH
u 27% ot naumeHTute Ha mianebo. CTeneHra Ha KIMHUYEH OTTOBOP IPH MALUEHTUTE NPOSIBUIH
COMHOJIEHTHOCT € 60% Ha mynokceTrH U 30% Ha rutane6o. [lanueHTrTe, HEMPOSBABAIIN PEAYKIUS HA
6omakata ot 30% B pamkuTe Ha 60 THU JIeYeHNE € MaJIKO BEPOSITHO J1a IOCTUTHAT TOBA HUBO MPH IO~
HATaTBILHO JICUCHHUE.

[Ipu 0TBOPEHO ABJITOCPOYHO HEKOHTPOJIMPAHO MPOyUYBaHE HAMAJICHUETO Ha OOJIKaTa MpU HMalueHTH,
TIOBJIMSTHH OT §-ceIMIYHO ocTpo Jedenune ¢ Cymbalta 60 mg eHOKpaTHO THEBHO, Ce 3ara3Ba 3a Olle
6 Meceria, KakTo € OIEHeHO C IMPOMSHATA 10 CKallaTa 3a KpaTka OleHKa Ha Oonkara (Brief Pain
Inventory (BPI)) Ha 24-uacoBus cpenen Opoii ToukH 3a O0JIKa.

HCZ[I/IaTDI/I‘-IHa DonyJialusa
I[YJ'IOKCCTI/IH HC € U3CJICBAH IPU MAITUCHTHU IO 7—1"OZ[I/IIHH8. BB3pPacT.

[IpoBenenn ca ABe paHIOMHU3MPAHH, TBOWHOCIEIH, TapaJIeTHA KIMHIIHY npoyusanus npu 800
MeUaTPUIHN TIAIUEHTH Ha Bb3pacT OT 7 A0 17 TOMWHU C TOISIMO JEIPECHBHO Pa3CTPOUCTBO (BXK.
Touka 4.2). Te3u aBe npoyuBanus BKItOUYBaT 10-ceMUYHA TU1a11e00-KOHTPOJIUPAHA U
aKTUBHO-KOHTposiHpaHa (¢uryokceTnH) ocTpa ¢asa, mocjieBaHa OT MEeCTMECCUCH NEPHUOJT Ha
MPOABIDKCHUE Ha aKTUBHO KOHTPOJIMPAHO JieueHrne. Huto rpymnara, jJekyBana ¢ gynokceTuH (30-

120 mg), HuTO rpymnaTa ¢ akTuBHa KOHTpoa (dayokcetnH 20-40 mg) CTaTUCTHYECKH CE€ pa3INdaBaT
OT 1u1are0o Mo OTHOIICHNE Ha MTpoMsSHaTa B obuuTe pe3ynTaru mo ckanata Children’s Depression
Rating Scale-Revised (CDRS-R) ot m3xomaaus 10 kpaitaus MoMeHT. [ IpekbcBaHe Ha JTedeHNEeTO
MopajJy HEXEJIaHU ChOUTHUS € MO-YeCTO NPU NAIIMSHTUTE, TPUEMAIH JYJIOKCETHH, B CPAaBHEHHE C
TE3H, JICKYBaHU C (DITyOKCETHH, B IOBEUETO CiTy4au nopaau rajaeHe. [1o Bpeme Ha 10-ceqmMuiHus
MIEPUO/I Ha aKTUBHO JICUCHHE € ChOOIaBaHO 3a CyunuaHo noseaeHue (aynokcerud 0/333 [0%],
¢dayoxcernn 2/225 [0,9%], mnanebo 1/220 [0,5% ]). IIpe3 nenus 36-ceqmudeH Kypc Ha W3CIEIBaHETO,
6 ot 333 manueHTH, KOUTO ITBPBOHAYAITHO Ca PAaHJOMU3UPAHHM Ja TOIy9IaBaT AYJIOKCETHH, U 3 ot 225
MAIMEeHTH, KOUTO TFPBOHAYAITHO Ca PAaHAOMHU3NPAHH Ja MOTydaBaT (IyOKCETHH, TPOSBSIBAT
CYMIIUTHO TIOBEJICHUE (SKCIIO3UIMSI-KOPUTUPaHaTa YeCToTa Ha cynnuaHo noseaenue e 0,039 crourus
Ha TAIUEHT Ha rojuHa 3a ayjiokcetud u 0,026 3a duryokcetun). OCBEH TOBa, €IUH MMAIUEHT, KOWTO €
MPEeMUHAJ OT IJIane0o Ha JICYCHHE C TyJIOKCETHH, € MMaJl CYUIIMIHO MTOBEICHUE 110 BpeMe Ha MprueMa
Ha TYJIOKCETHH.

[IpoBeneHo e paHAOMHU3NPAHO, TBOWHOCIIATIIO, T1ae00 KOHTPOIUPAHO MPOyIBaHe IIpr 272 MalueHTH

OT IeIMaTpruyHaTa MOMyaus Ha Bb3pacT 7-17 ToJuHN ¢ TeHEpaIH3UPaHO TPEBOKHO Pa3CTPOICTBO.
[MpoyuBaneto BkiIrouBa 10-cenMuuHa mianedo KOHTpoIrpaHa octpa ¢asza, mocieBana ot

17



18-ceMuYeH NIEpUOJI Ha MPOABIDKEHHE Ha JIeYeHnEeTo. B ToBa poy4BaHe e U3noi3BaHa I'bBKaBa
CcXeMa Ha JI03UpaHe, 3a Jia Ce JaJiec Bb3MOXKHOCT 32 0aBHO MOBHUIIIABaHE Ha Jio3aTa oT 30 mg BeTHBK
JTHEBHO JI0 TIO-BUCOKH /103U (MakcuMyM 120 mg BeHBK AHEBHO). JICUSHUETO C YyJTOKCETHH MOKa3Ba
CTaTHCTUYECKH 3HAYUMO TO-TOJISIMO TIOJJOOPEHUE Ha CHMIITOMUTE HAa TCHEPATM3UPAHOTO TPEBOXKHO
Pa3CTPONCTBO, KAKTO € OIIEHEHO C TIOMOIIITA Ha CKaJlaTa 3a TeXKECT Ha TeHEPAIM3UPaHO TPEBOKHO
pasctpoiictBo PARS(cpenna paznuka Mexay AyITOKCeTHH U Tutane6o 2,7 touku [95% AU 1,3-4,0]),
cien 10 cemmuru Ha siedenue. [logappkaneTo Ha edekTa He € OleHsIBaHO. HaMa cTaTHCTHIECKH
3HaYUMa pa3jvKa B MPEKhCBAHETO HA MPOYYBAHETO MOPAJIN HEXKEIAHH ChOUTHUS MKy TPYIIHTE C
JTyJIOKCETHH U 1u1ane0o B TeueHue Ha 10-cemuuHara (aza Ha OCTpo JieueHue. /[Bama manueHTH,
KOUTO Ca MPEXBBPIICHU OT IJIaredo KbM JYJIOKCETHH Clie]] ocTpaTa (a3a, U3MUTBAT CYUIUIHO
MOBEJICHUE, JIOKATO TIPUEeMAT JIyJIOKCETHH 0 BpeMe Ha (a3ara Ha mpoabipkeHue. He e HampaBeHo
3aKIIFOYEHUE OTHOCHO ISUIOCTHOTO ChOTHOIIIEHHE TI0J13a/PUCK B Ta3W Bh3pacToBa rpymna (BXK. ChII0
To4kH 4.2 1 4.8).

[IpoBeseHo e eqHO MpOyUYBaHe MPU NEIUATPUYHH NANUEHTH ChC CHHAPOM Ha I0BEHIITHA IbPBUYHA
¢ubpomuanrus (juvenile primary fibromyalgia syndrome, JPFS), B koeTo rpymnara, JiekyBaHa c
IYJOKCETHH, HE € OTAeNIeHa OT IpyIaTa, ojlyyaBalia 1mianedo, 3a oLeHKa Ha U3MEPUTEI 3a
IbpPBUYHA €(hUKAaCHOCT. 3aTOBA JIMIICBAT AAHHU 33 €(PUKACHOCT B Ta3H MOILyJIALUs [IEAUATPUIHU
NanyueHTH. PaHIOMU3UPaHOTO, IBOMHOCIIAINO, I1a1e00-KOHTPOIMPAHO, AapaJICIHOTPYIIOBO
NpoyYBaHEe Ha AYJIOKCETHH € TpoBejeHo mpu 184 roHommu Ha Bb3pacT oT 13 no 18 ronunu (cpenHa
BB3pacT 15,53 ronunn) ¢ JPFS. [IpoyuBaneTo BkitouBa 13-ceqmMuueH NBOHHOCIAN EPUO, MTPe3
KOHTO MAI[MCHTUTE ca PaHJOMHU3HUPaHH Ja MOoTy4aBat Aynokcetud 30 mg/60 mg win rianebo Bceku
JeH. JlyloKceTHH He MoKa3Ba e()UKacHOCT [0 OTHOLIEHHE Ha HaMaJIIBAaHETO Ha OoJKaTa, U3MEpeHa
ype3 U3MEpUTeNls Ha TbPBUYHUS PE3yNITaT Ha KpaifHaTa TouKa - cpelieH ckop 3a 6oinka mo Brief Pain
Inventory (BPI): cpeqnara mpomsiHa Ha Haii-mankuTe kBaapaTu (LS - least squares) oT n3xomHaTta
CTOMHOCT Ha cpefHus CKop 3a 0oska o BPI na 13-tara cenmuna 13 e -0,97 B rpynara, nosryuaBaria
iaie0o, B cpaBHeHUE ¢ -1,62 B rpymnarta, nojydasaiia ayjiokcerus 30/60 mg (p = 0,052).
PesynTaruTe 3a 6€30MaCHOCT OT TOBa MPOYYBaHE ca CbBMECTHMH C U3BECTHHUS MPOGUIT HA
0e301macHOCT Ha JTyTOKCETHH.

EBponeiickaTa areHIus 10 JieKapcTBaTa 0CBOOOKAaBa OT 3aIbJDKEHUETO 3a IPEJOCTABSIHE Ha
pesyararute ot npoyuBanus ¢ Cymbalta BbB BCHUKHM MOATPYNH HA TIEIUATPUYHATA TTOMTYJIALMS TPH
JIeYeHUE Ha TOJIIMO JETIPECHBHO Pa3CTPOMCTBO, 1uadeTHa HEBPOIaTHA OOJIKa U TeHepaIn3upaHo
TPEBOXKHO Pa3cTpoicTBO. Brkre Touka 4.2 3a uH(popMaIms 0THOCHO yroTpeda B eAnaTpHsITa.

5.2 ®apmMakoOKMHETUYHH CBOWCTBA

JIyJIOKCeTHH ce mpuiara KaTo caMOCTOSITENIeH eHaHTHOMEP. J[yTOKCeTHH ce MeTaboIU3Upa MPeTUMHO
ot okcuaatuBHU eH3uMu (CYP1A2 u nomumopduust CYP2D6), mocinenBaHo oT KOHIOTHPAHE.
q)apMaKOKI/IHeTI/IKaTa Ha JYJIOKCCTHUH IMOKa3Ba rojiiMa BapI/Ia6I/IHHOCT MCXKAY OTACITHUTC MHAUBUIN
(o610 50-60%), mbiKala ce B U3BECTHA CTEIICH Ha I10Jia, Bh3PacTTa, CTaTyca Ha TIOTIOHOITYIIICHE U
CBhCTOSIHUETO Ha MeTabonmm3upariiara cucrema CYP2D6.

AGcopbuus
HynokceTnH ce pe3opoupa nodpe ciren nepopaito npuiokenne ¢ Cmax HacTHIIBaIA 6 gaca el

no3upane. AOcomoTHaTa opajHa OMOHATMYHOCT Ha TyJIOKCETHH Bapupa oT 32% no 80% (cpenHo
50%). Xpanata yabJKaBa BpeMETO 3a JOCTUraHe Ha BbPXOBU KOHLEHTpaluuu oT 6 Ha 10 vaca u T4
MapruHAIHO HaMaJlsiBa CTereHTa Ha pe3opouus (nmpubnmusurento 11%). Te3u npomeHu He ca ¢
HSIKaKBa KJIMHUYHA 3HAYUMOCT.

Pasnpenenenue
JynokcetuH e mpubau3uTeHo 96% cBbp3aH ¢ YOBEIIKUTE IIa3MEHH MTPOTEHHH. J[yIOKCEeTHH ce

CBBP3Ba U ¢ AIOYMHUH U ¢ anda-1 kucemust rukonpotent. [I[poTeMHHOTO CBBp3BaHE HE CE MOBIHSIBA
oT OBOPEYHO MM YEPHOIPOOHO YBpEXKIaHE.
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buorpanchopmarms

JyrnokceTnH ce MeTaboNn3upa EKCTEH3UBHO U METaOOJIUTUTE Ca EKCKPETHPAT OCHOBHO C YpHHATA.
Hutoxpomute P450-2D6 u 1A2 xatanusupar o0pa3yBaHETO Ha JBa OCHOBHH METaboInTa
TJIFOKOPOHM] KOHIOTAT Ha 4-XUAPOKCH ITyJIOKCETHH U cyl(aTeH KOHIOTaT Ha S-XHIPOKCH,6-METOKCH
IyJOKCeTHH. Bb3 ocHOBa Ha in Vvitro npoyuBaHMs, HUPKYIUPALIUTE META00IUTH Ha IyJIOKCETHH Ce
cyuTar (apMakoJOrMyHO HeakTUBHU. DapMakOKMHETHKATa Ha JYJIOKCETHH IPH MALUEHTH, KOUTO ca
jomu Metadbonm3aropu 1mo otHomerrne Ha CYP2D6 He e cnenuduano nzydaBana. OrpaHUvIeHH TaHHA
OpeAroarar, 4ye npy Te3u NalueHTH TIIa3MeHUTE HUBA Ha IyJIOKCETHH Ca MO-BUCOKH.

Enumunupane
EnuMuHAITMOHHMAT IMOTYKABOT Ha TYJIOKCETHH Bapupa ot 8 mo 17 gaca (cpemuo 12 gaca). Crnen

WHTPaBEHO3HA 1034, ITIa3MEHUAT KIIMPHHC HA TyJTOKCETHH Bapupa oT 22 1/gac mo 46 1/gac (cpemuo 36
l/gac). Cnen mepopaiiHa 103a YCTaHOBEHUSAT TIa3MEH KIMPBHC Ha JYJIOKCETHH Bapupa oT 33 mo 261
1/9ac (cpenno 101 l/uac).

CrieluaiHy NOMyJIalluu

Ton: Mexay MbXKe U )KeHH ca uaeHTHGUIpany HapMaKOKUHETHYHH Pa3IuKH (alIepEeHTHUST
TUTa3MeH KIMPBHC e npuoan3uTenHo 50% mo-HUCHK NpH jKeHH). Bb3 0CHOBa Ha MPHUIIOKPUBAHE 110
OTHOIIICHNE Ha KIIMPHHCA, OCHOBaHUTE Ha IMojia (PapMaKOKUHETUYHU PA3JINKU HE OIPaB/aBat
MperopbhKaTa 3a U3M0A3BaHe Ha MO-HUCKA 7032 MIPH KEHH MAI[UCHTH.

Bwspacm: Unentudunmpanu ca papMakOKMHETUYHU Pa3IUKUA MEXAY IMO-MIIAJH U MO-Bb3PACTHH
keHH (>65 roguan) (moBumenue Ha AUC ¢ okono 25%, a momy>KUBOTHT € 0KOJIO 25% IMO-IBJIBT MIPH
TE3W B CTapyecKa Bb3pacT), BHIPEKH Y€ CTETIeHTa Ha Te3H IPOMEHH HE € JI0OCTaThuHa, 3a J1a Ce
o0ocHOBe poMsTHa Ha jo3aTta. Karo o6ma npemnopbka, T1e9eHHEeTO B CTapyecka Bb3pacT TpsaOBa ga
CTaBa C MOBHILEHO BHUMaHKE (BXK. Touku 4.2 u 4.4).

bvopeuno yspeocoane: Tlantuenture B KpaitHa ¢aza Ha OBOpEYHA HEOCTATHYHOCT HA TUATH3a UMAT 2
IIBTH TI0-BUCOKH CTOMHOCTH Ha Cimax 1 AUC 3a DyJIOKCETHH, B CpaBHEHHE C 31paBu Jmna. [Ipu
MAIMEHTH C JIeKa JI0 yMepeHa 0bOpevyHa HeJJOCTAThYHOCT PapMaKOKUHETHIHUTE JJAHHH 32
JTYJIOKCETHH Ca OTPaHNYCHH.

Yeprodpobro yepesicoarne: YMmepeno yepHoipooHo 3adomsaBane (Child Pugh kiac B) 3acsra
(hapMaKOKMHETHKATA Ha JTyJOKCETHH. B cCpaBHEHUE ¢ 3/[paBH JIMIIA, IPU TAIIUESHTH C YMEPEHO
YepHOAPOOHO 3a00JIBaHE YCTAHOBEHUSAT IJIa3MeH KIMPBHC Ha TyTOKCETHH € 79% Mo-HHUCHK,
YCTAaHOBEHUSAT TEPMHUHAJICH TOTYKHUBOT € 2,3 mbTH No-Ib16T, a AUC € 3,7 mbTH T0-BHCOKA.
®dapMaKOKHHETHKATA HA JIyJIOKCETHH W HETOBUTE META0OJIUTH HE € N3ydYaBaHa PH MAIMEeHTH C JIeKa
WM TEXKa YePHOAPOOHA HEJIOCTATHYHOCT.

Kvpmewu matixu: lucnio3unusaTta Ha JyJIOKCETHH € U3ydaBaHa MpU 6 KbpMEIH )KEeHH, KOUTO ca Ouin
noHe 12 cexmunu cinex paxaane. JlyTOKCETHH ce OTKpHBa B KbpMaTa, U CTAIMOHAPHUTE
KOHIICHTPAIIMY B MAHYMHOTO MJISIKO ca OKOJIO €JHa-4eTBBPT OT Te3H B Iu1a3mara. KommdaecTBoTo
IyJIOKCETHH B KbpMaTa € MPUOIN3UTENHO 7 Ug/AHEeBHO MpH no3upane ¢ 40 mg aBa MbTH THEBHO.
KbpmeHeTo He oBnusiBa papMaKOKUHETHKATa Ha TyJTOKCETHH.

Tleouampuuna nonynayus: OapMakOKMHETUYHUTE CBOWCTBA HA JYJIOKCETHH MPH M TUATPUIHH
MalMeHTH Ha Bb3pacT oT 7 A0 17 TOJUHU € TOJISIMO JIEIPECUBHO Pa3CTPOMCTBO Clie/1 MEPOPaTHO
mpuIarane B cxema Ha go3upane 20 1o 120 mg BenHBX THEBHO ca XapaKTePU3UPaAHH C TIOMOIITA Ha
MOITYJTAIMOHHO-MOENINPaH aHau3 Ha 0azarta Ha JaHHM OT 3 npoy4uBaHus. [IpeasunenuTe ot Moxena
TUTAa3MEHH KOHIIEHTPAIIMH Ha JIYJIOKCETUH B CTAIIHOHAPHO CHCTOSIHUE TP MAIIMSHTH-JIEIa B [IOBEYETO
CJyYad ca B TPaHMIIMTE Ha JMAara3oHa Ha KOHIICHTPAIMUTE, HA0II01aBaH NPY Bh3PACTHU MMAIUEHTH.

5.3 TIlpeakJIVHUYHHU JAHHU 32 0€30MACHOCT

JynmokceTnH He € TeHOTOKCHYEH IIPH CTaHAapTeH HAOOp OT TECTOBE, a MPH IITHXOBE HE €
KapiuHoreHeH. [Ipu npoy4BaHe 3a KapIIUHOTCHHOCT ITPH ILTHXOBE Ca HAOJII01aBaHu MHOTOSIJIPCHU
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KJICTKH B YEPHUS JIPOO NPU OTCHCTBHE HA JPYTH XUCTONATOIOTHYHH POMEHH. MeXaHU3MbT, KOWTO €
B OCHOBAaTa UM U KJIMHUYHATA 3HAYMMOCT Ca HeM3BECTHU. JKCHCKY MUIIIKY TTOTYYaBalid TyJIOKCETHH 32
2 rOIMHYU UMAT TOBUIIICHA YECTOTA HA XETaTOoICIyIapHU aJICHOMU U KapIIMHOMH CaMO TIPH BUCOKUTE
no3u (144 mg/kg/nHeBHO), HO T€ Ca CUMTAT KaTO BTOPHYHHU HA YEPHOPOOHATAa MUKPO30MAaITHA
€H3UMHA MHYKIIMs. 3HAYUMOCTTA Ha Te3H JaHHH ITPH MUIIKH 110 OTHOIIIEHHE Ha XOpaTa He €
n3BecTHa. JKeHCKH TUTBXOBE, MOTyYaBau KylokceTrH (45 mg/kg/nueBHo) mpeau u npu
CHBOKYILICHHE U 10 BpeMe Ha paHHa OpPEMEHHOCT, ca MMoKa3alli HaMalleHHe Ha KOHCyMaIlusITa Ha
XpaHa OT MaiKaTa U Ha TEJIECHOTO TETJIO, HapyIllaBaHe Ha IIMKbBJIa Ha Pa3rOHBaHE, HAaMaJICHU
MOKa3aTeNX 3a OPOsI IKUBOPOJICHHU H MPESIKUBIEMOCTTA HA TIOTOMCTBOTO, U 3a0aBEH PacTeX Ha
MOTOMCTBOTO ITPY HMBA HAa CUCTEMHA €KCIIO3UIUs, KOUTO B HAN-TOOPHs ciydail ca IpuOJIM3UTEIHO JI0
MakcuManHata KmnarngHa ekcrio3uius (AUC). B mpoy4BaHe 3a eMOPHOTOKCHYIHOCT TIPH 3ai1y ca
HaOJIF0/IaBaHM MO-BUCOKA YECTOTA HAa ChPACYHO-CHIOBH U CKEJICTHU MaI(QOpMaIliy U HUBA Ha
CHCTEMHA eKCITO3HIHSI 1o MakcnManHaTa kiuangHa ekcriosunmst (AUC). He ca naGironaBadu
MaopMaiuy B APYyro MpoydBaHe, 3a M3MUTBAHE Ha MMO-BUCOKH J03U Ha Pa3IMYHA COJ Ha
nynokceTrH. [1py npeHaTamTHU/IOCTHATATHN TOKCUKOJIIOTUYHH MTPOYYBaHUS TP TUIHXOBE,
JTyJIOKCETHH WHAYIIUPA HEXKEIAHN TIOBEJICHUYSCKU €()EKTH B IIOKOJICHUETO TIPU SKCIIO3HIIUS IO
MakcuMaHaTa KiimangHa excrozunus (AUC).

[TpoyuBaHus Mpu MiIa ¥ TUTBXOBE ITOKA3BAT MPEXOIHH €PEKTH BbPXY HEBPOIIOBEICHUSCKHUTE
peaKInu, KaKTo U 3HAYNTEITHO HaMaJIsIBaHe Ha TEIEeCHOTO TETJIO U KOHCYMUPAHETO Ha XpaHa;
WHIYKIHSA Ha YepHOAPOOHHUTE €H3UMHU; M XelaTolleNylapHa BaKyonn3anus mpu 45 mg/kg/nHeBHo.
OOuwmsT Mpodui Ha TOKCHYHOCT Ha TJIOKCETHH IPH My IITbX0BE € OJ00EH Ha TO3U NPU
BB3PACTHH IUTbX0Be. HUBOTO Ha snTica Ha HeXkenaHu edeKTu e onpeneneHo, ye € 20 mg/kg/naeBHo.

6. DOAPMAIIEBTUYHMU JAHHHU
6.1 Choucbk Ha IOMOIIHHUTE BelIeCTBA

ChcTaB Ha Karcyiara
Xunpomenosa

XuIpomenosa aneTar CyKIIMHAT
3axapo3a

3axapHu cepu

Tank

Turanos nuokcua (E171)
Tpuerun uutpar

OOBHUBKA Ha KancyJjara

Cymbalta 30 mg

Kenatun

Harpues naypun cyndar

TurtanoB nuokcun (E171)

Wnpuro xapmun (E132)

l'ogHo 3a KOHCYyMHpaHE 3€JIEHO MacTHIIO

l'ogHOTO 32 KOHCYMHpaHE 3eJIeHO MacTHJIO ChIBPXKA!
UepeH xkene3eH okcuy - cuateTnaeH (E172)

Kbt xenesen okenn - cuarerndeH (E172)
[Ipornuien rimkon

lenmax

Cymbalta 60 mg
Kenatun
Harpues naypun cyndar
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TurtanoB nuokcun (E171)

Wnpnro xapmun (E132)

Kbt xenesen okcup (E172)

Tl'ogHO 32 KOHCYMUpaHe OsUT0 MaCTUIIO

T'omHOTO 32 KOHCYMHUpaHe OsIT0 MACTHIIIO ChIbPIKA!
TurtanoB nuokcun (E171)

[Ipornunen rimkon

lennak

IToBugon

6.2 HecnBmMecTUMOCTH

Henpunoxumo

6.3 Cpok Ha roaHOCT

3 roguHU

6.4 CroenuajJHH4 yCJI0OBHUSI HA ChbXpaHeHHe

Ha ce cbxpaHsiBa B OpUrMHaNIHATa OMAKOBKA, 3a J1a ce Mpemnasu oT Biara. Jla ce cpxpansasa noxa 30°C.

6.5 Buawu chabp:kaHue HA ONIAKOBKAaTA

Brucrep ot nomuBunmnxnopun (PVC), nonuerunen (PE) n nonuxnoporpudayopoermiex (PCTFE),
3areyvartaH ¢ allyMUHHEBO (OITHO.

Cymbalta 30 mg
Cymbalta 30 mg ce oTmycka B OHakoBKH 1O 7, 28 1 98 TBBpAN CTOMALIHO-YCTOMYMBH KaTlCYJIH.

Cymbalta 60 mg

Cymbalta 60 mg ce ornmycka B onakoBku 1o 28, 56, 84 u 98 TBBpaM CTOMAIIHO-YCTOWYHBYU KaTCyJId U
B 00mu onakoBkH, chabpxkammm 100 (5 kytuu o 20) 1 500 (25 xytuu 1o 20) TBBpAH
CTOMAIIIHO-YCTOWYMBH KarcyJiu.

He Bcuuky BUOBH OITaKOBKM MOTart J1a ObJaT IyCHATH B MpoJakoa.
6.6 CrnenuajaHu nNpeanasHu MepKHU NMPH U3XBbPJIsIHE

Hsama cricnyaJiIHi N3MCKBAaHUA.

7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, Hunepnanaus.

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/296/001
EU/1/04/296/002
EU/1/04/296/003
EU/1/04/296/004
EU/1/04/296/005
EU/1/04/296/006
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EU/1/04/296/007
EU/1/04/296/008
EU/1/04/296/009

9. JATA HA II'bPBO PA3ZPEIIABAHE/IIOJJHOBABAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

[ata Ha mbpBO paspeaBane: 17 gexemspu 2004 .
Jlata Ha nmocneaHo noaHoBsBaHe: 24 oHu 2009 r.

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

[onpobna nHbopManys 3a TO3M JEKapCTBEH NPOAYKT € MpeJocTaBeHa Ha yeOcaiiTa Ha EBponeiickaTta
areHuus no sekapcrata (EMA): http://www.ema.europa.eu
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INPUJIOKEHUE I1

IMPOU3BOJUTEJI(N), OTTOBOPEH(HH) 3A
OCBOBOXKJIABAHE HA ITAPTHUIU

YCJIOBUA NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUSA N UBUCKBAHUA HA PASPEHIEHUETO 3A
YIHOTPEBA

YCJIIOBUA NJIN OT'PAHUYEHMUS 3A BE3OITACHA "
E®EKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. NPOU3BOIUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOXJABAHE HA ITAPTUIU

HMme u aapec Ha npousBoauTens(uTe) OTTOBOPEeH(HM) 32 0CBOOOXKIaBaHE HA NIAPTHUINUTE

Lilly S.A.

Avda. de la Industria N° 30,
28108 Alcobendas

Madrid

HUcnanus

b. YCJI0OBUMA WIN OIT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCcTBEHUSAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEIITHCAHHE.

B. JPYI'U YCJIOBUSA U UBNCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA
. IlepuoguyHu akTyaJau3npanm aokjaanau 3a oezonacuoct (ITAIB)

WsuckBanmsra 3a monasane Ha 3 (IIAJIB) 3a To3u nexapcTBEH MPOIYKT ca MOCOYEHH B CIIHCHKA C
pedepenTauTe natu Ha EBponetickus cpro3 (EURD cnuchk), mpensuaeH B wi. 1078, an. 7 oT
Hupextusa 2001/83/EO, 1 BbB BCUUKHU CIICABAIIH aKTyalIN3alliH, ITyOJTUKYBaHU HA €BPOICHCKUS
yeOmopTai 3a JeKapcTBa.

r. YCJI0OBUsA NI OI'PAHUYEHMUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS ITPOJAYKT

. ILnan 3a ynpasienue Ha pucka (ITYP)

TIPY 1psbBa 12 M3BHPIIBA H3UCKBAHKUTE ICHHOCTH U JCHCTBUS, CBBP3aHU C IIPOCIICIIBaHE HA
JeKapcTBeHaTa 0€30macHoCT, TocodeHu B oqoopenus IIYP, mpencrasen 8 Monyn 1.8.2. Ha
pa3pelieHneTo 3a yrnoTpeda, KaKTo U MPH BCUYKH CIICABAIY ChIUIACyBaHM akTyanu3anuu Ha [TYP.

Axtyanusupan [IYP tps6Ba na ce moaasa:
e 10 UCKaHe Ha EBpornelickara areHuus 1o JeKapcTBara
e BHHArW, KOraTo ce U3MEHS CUCTeMaTa 3a yIpaBieHUE Ha PUCKA, OCOOECHO B PE3yNTaT Ha
[0JIy4aBaHe Ha HOBA MH(pOpManys, KOATO MOXeE Aa JOBEAE A0 3HAYMMHU IIPOMEHH B
CHOTHOILCHUETO IOI3a/PUCK, WIN CIIeN JOCTUTaHE HA BayKeH eTarl (BbB Bpb3Ka C
mpociieisBaHe Ha JIeKapCTBeHATa 0€30MaCHOCT WM CBEXKAaHE HA PUCKA JO MUHAMYM).
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ITPUJIOKEHHUE III

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHM KYTHM 3A TBHPJIUTE CTOMAIIHO-YCTOMYUBU KAIICYJIA OT
30 MG

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Cymbalta 30 mg TBEpIU CTOMAIIHO-YCTOWYHBU KaTICYJIH.
IYJOKCETHH

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bceska kancyna ceabpika 30 mg TyJIOKCeTHH (KaTo XUAPOXIIOPHT)

3. CIIUCBK HA IOMOIIHUTE BEINECTBA

Crabpxa 3axapos3a
[IpoueTere nucToBKaTa 32 JOMBIHUTETHA WHGOPMAITHSL.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

28 TBBPAY CTOMAIITHO-YCTOHIMBY KaIICyIIH
7 TBBPAY CTOMAILHO-YCTOMYNBH KaICyJIu
98 TBBpPAYM CTOMAIIIHO-YCTOMYUBY KaICYIH

5. HAYYH HA ITPUJIOKEHUE N TbT(MLIA) HA BBBEXK/JIAHE

IlepopanHo npusioxeHue.
[Ipenu ynoTpeba npoyerere JINCTOBKATA.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUE, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSABA HA MACTO JAJIEYE OT IIOTJIEJJA M IOCEI'A HA JIELTA

I[a CC€ CbXpaHsBa Ha MACTO, HEAOCTBITHO 3a JCHa.

‘ 7. JAPYI'U CHEHNUAJIHM ITPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Jla ce cpxpaHsIBa B OpUTHHAIHATA OTIAKOBKA, 3a JIa CE Mpemnasn oT Biara. Jla ce cexpanssa mox 30°C.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJIISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11.

NME "N AJIPEC HA ITPUTEXATEJISA HA PASPEHHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, Hunepnanmus.

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/296/001 (28 TBbpAN CTOMALTHO-YCTOMYMBH KaIICYJIH)
EU/1/04/296/006 (7 TBEpIY CTOMAIIHO-YCTOWYHMBU KaIICyJIN)
EU/1/04/296/009 (98 TBBbpAM CTOMANTHO-YCTOWYMBH KATICYJIH)

13. HAPTHUJIEH HOMEP
[Taptunen Ne
14. HAYMH HA OTIIYCKAHE

.HeKapCTBeHI/I}IT MPOAYKT CC OTIIYCKa IO JICKAPCKO MNPCANNCaHUC.

‘ 15. YKA3AHWUS 3A YIIOTPEBA
‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BYKA
Cymbalta 30 mg
‘ 17. YHUKAJIEH WJIEHTUO®UKATOP — JIBYU3MEPEH BAPKO/{

JIByn3MepeH 0apKoJI ¢ BKIFOUEH YHUKAJICH HACHTH()HUKATOD.

| 18.

YHUKAJIEH TAEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIUCTEPUTE U JIEHTUTE

30 mg TBBpAU CTOMANIHO-YCTOHYMBH KATCYJIH

| 1. NME HA JEKAPCTBEHUA NTPOAYKT

Cymbalta 30 mg TBBpIY CTOMAIIIHO-YCTONYHMBH KaICyJIn
JYTOKCETHH

| 2. NME HA ITIPUTEXKATEJISA HA PASPEHLIEHUETO 3A YIIOTPEBA

Lilly

| 3. JATA HA UI3THUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

| 4. ITAPTUJIEH HOMEP

[Taptunen Ne

|5. JPYIO
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHM KYTHM 3A TBHPJIUTE CTOMAIIHO-YCTOMYUBU KAIICYJIA OT
60 MG

1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Cymbalta 60 mg TBEpIU CTOMAIIHO-YCTOWYHBU KATICYJIH.
IYJOKCETHH

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna cpabpika 60 mg myJIoKCeTHH (KaTo XUAPOXIIOPHT)

3. CIIUCBK HA IOMOIIHUTE BEINECTBA

Crabpxa 3axapos3a
[IpoueTere nucToBKaTa 32 JOMBIHUTETHA WHGOPMAITHSL.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

28 TBBPAY CTOMAIITHO-YCTOHIMBY KaIICyIIH
84 TBBpAM CTOMAITHO-YCTOWYHMBH KaIICyJIH
98 TBBpPAM CTOMAIIIHO-YCTOMYMBY KaICYIH
56 TBBbpAM CTOMAIIIHO-YCTOWYHMBH KalCyJIH

5. HAYUH HA ITPUJIOKEHME U ITT(MIIA) HA BBBEKJIAHE

[lepopanno mpunoxeHue.
ITpexn ynotpeba mpoyereTe INCTOBKATA.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCEI'A HA TELITA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JCHaA.

‘ 7. APYI'U CHEIIUAJIHU NPEAYIIPEXJIEHUA, AKO E HEOBXOANUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onmen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

I[a CC CbXpaHsBa B OpUTHHAJIHATA OIIAKOBKA, 3a 1a CC MPECANa3u OT BJjiara. I[a CC ChbXpaHsBa O 30°C.
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10. CHEINUAJIHU ITPEAITIASHU MEPKHU ITPU U3XBBPJISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJJPEC HA IIPUTEXKATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, Hunepnanaus.

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/296/002 (28 TBbpAN CTOMALTHO-YCTOMYMBH KaIICYJIH)
EU/1/04/296/003 (84 TBbpAN CTOMALTHO-YCTOMYMBH KaIICYJIH)
EU/1/04/296/004 (98 TBbpAM CTOMAIITHO-YCTOMYUBY KaIICYJIH)
EU/1/04/296/005 (56 TBbpAN CTOMALTHO-YCTOMYMBH KaIICYJIH)

13. TMTAPTUJAEH HOMEP
ITaptunen Ne
14. HAYUH HA OTIIYCKAHE

JlexapCcTBEHUSAT MPOIYKT C€ OTITyCKa I10 JIEKAPCKO MPEITHUCAHHE.

‘ 15. YKA3AHWUSA 3A YIIOTPEBA
‘ 16. WH®OPMAIIMS HA BPAMJIOBA A3BBYKA
Cymbalta 60 mg
‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3SMEPEH BAPKO/I

JByn3mepeH 0apKo ¢ BKIIOYCH YHUKAIECH HACHTU(DHUKATOP.

| 18.

YHUKAJIEH WAEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHH, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

OBIIA OITAKOBKA - BBbTPEIIIHA KAPTOHEHA KYTHUA 3A TBBPIUTE
CTOMAIITHO-YCTOUYUBHU KATICYJIH OT 60 MG (6e3 blue box)

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Cymbalta 60 mg TBEpIU CTOMAIIHO-YCTOWYHBU KaTICYJIH.
IYJOKCETHH

2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna ceabpika 60 mg myJIOKCeTHH (KaTo XUAPOXIIOPHT)

3. CIIUCBK HA IOMOIIHUTE BEINECTBA

Crabpxa 3axapos3a
[IpoueTere mucTOBKATA 32 JOMBIHUTENHA HHPOPMAITH

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

20 TBBPAM CTOMAITHO-YCTOWYIMBY Karcynu. YacT oT 0o0Imara onakoBka HE MOXKe J1a e TIpojaBa
OTJICITHO.

5. HAYYH HA ITPUJIOKEHUE U ITbT(MLIA) HA BBBEXKXKJIAHE

Ilepopanno npunioxeHue.
[Ipenu ynoTtpeda npoyereTe JIMCTOBKATA.

6. CIHHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEHUAJIHM ITPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce cpxpaHsIBa B OpUTHHAIHATA OMIAKOBKA, 3a JIa CE Mpemnasu oT Biara. Jla ce cexpanssa mox 30°C.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

HUME U AJIPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, Hunepnanausi.

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/296/007 (500 TBBpAH CTOMAIIHO-YCTOHYMBY Karcyiu) (25 omakoBku mo 20)
EU/1/04/296/008 (100 TBBpa¢ CTOMAITHO-YCTOHYMBY Karcyu) (5 onakoBku 1o 20)

13. HAPTHUJIEH HOMEP
[Taptunen Ne
14. HAYMH HA OTIITYCKAHE

.HeKapCTBeHI/I}IT MPOAYKT CC OTITYCKa IO JICKAPCKO MPCANNCaHUC.

| 15.

YKA3AHMA 3A YIIOTPEBA

| 16.

HUH®OPMAIIMS HA BPAJIOBA A3BYKA

Cymbalta 60 mg
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JAHHH, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

OBIIA OITAKOBKA - BBHIITHA KAPTOHEHA KYTHS 3A TBBPJIUTE
CTOMAIITHO-YCTOUYUBHU KATICYJIH OT 60 MG (c blue box)

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

Cymbalta 60 mg TBEpIU CTOMAIIHO-YCTOWYHBU KaTICYJIH.
Jynokcerun

‘ 2. OBSBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna cpabpika 60 mg myJIoKCeTHH (KaTo XUAPOXIIOPHT)

3. CIIUCBK HA IOMOIIHUTE BEINECTBA

Crabpxa 3axapos3a
[IpoueTere mucTOBKATA 32 JOMBIHUTENHA HHPOPMAITH

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

O6mma omakoBka: 500 (25 onmakoBku 1m0 20) TBBPIN CTOMAITHO-YCTOWYNBH KaICyIH
Oo6ma omakoBka: 100 (5 omakoBku 1o 20) TBEPIU CTOMAIIIHO-YCTOWYHBHU KaTICyJIH

5. HAYYH HA ITPUJIOKEHUE N TbT(MLIA) HA BBBEXKJIAHE

Ilepopanno npunioxeHue.
[Ipenu ynoTtpeda npoyereTe JIMCTOBKATA.

6. CIHHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MSCTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELITA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEHNUAJIHM ITPEAYIIPEXXKJEHU A, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla ce cpxpaHsIBa B OpUTHHAIHATA OMIAKOBKA, 3a JIa Ce Mpemnasu oT Biara. Jla ce cexpanssa mox 30°C.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

HUME U AJIPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, Hunepnanaus.

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/04/296/007 (500 TBBpAM CTOMAIIHO-YCTOHYMBY Karcyiu) (25 omakoBku mo 20)
EU/1/04/296/008 (100 TBBpa¢ CTOMAITHO-YCTOHYMBY Karcy) (5 onakoBku 1o 20)

13. HAPTHUJIEH HOMEP
[Taptunen Ne
14. HAYMH HA OTIITYCKAHE

.HeKapCTBeHI/I}IT MPOAYKT CC OTITYCKa IO JICKAPCKO MPCANNCaHUC.

‘ 15. YKA3AHUS 3A YIIOTPEBA
‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BYKA
Cymbalta 60 mg
‘ 17. YHUKAJIEH WJIEHTU®UKATOP — JIBYU3MEPEH BAPKO/{

JIByn3MepeH 0apKoJI ¢ BKJIFOYEH YHUKAJICH HACHTH()HUKATOD.

| 18.

YHUKAJIEH TAEHTU®UKATOP — JTAHHU 3A YETEHE OT XOPA
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MHUHUMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIUCTEPUTE U JIEHTUTE

60 mg TBBpPAM CTOMANIHO-YCTOHYHBH KANCYJIH

| 1. NME HA JEKAPCTBEHUA NTPOAYKT

Cymbalta 60 mg TBbpIU CTOMAIIIHO-YCTOHYMBH KaICyJIn
Jynokcerun

| 2. NME HA ITIPUTEXKATEJISA HA PASPEHLIEHUETO 3A YIIOTPEBA

Lilly

| 3. JATA HA UI3THUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

| 4. ITAPTUJIEH HOMEP

[Taptunen Ne

|5. JPYIO
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Bb. IUCTOBKA
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JlucroBka: undopmanus 3a norpeduTeNs

Cymbalta 30 mg TBBpAY CTOMAIIHO-YCTOWYMBH KaNCyJIN
Cymbalta 60 mg TBLpAM CTOMAIIHO-YCTOHYHUBH KANCYJIH
IIYJIOKCETHH (KaTO XUIPOXJIOPHI)

IIpoyeTeTe BHMMATEIHO HSAJIATA JIMCTOBKA MPeIH Aa 3aNI09HeTe 1a IpreMaTe TOBa JeKapCcTBO,

ThH KaTo T ChAbPska BaxkHa 32 Bac nudgopmanus.

- 3amasere Ta3u JUCTOBKA. Moke /1a ce HaJ0XH Jia sl IPOYETETE OTHOBO.

- AKO mMare HAKaKBH JIOMBIHATEHA BBIIPOCH, TTonuTaiiTe Bamms nexkap ninu gapmaresr.

- ToBa nekapcTBO € npenanucaHo JudHo Ha Bac. He ro mpeotcThnBaiite Ha apyru xopa. To Moxe
Jla IM HaBpeIy, He3aBUCHMO Ue TIPU3HAIIMTE Ha TIXHOTO 3a00sBaHe ca ChITUTe KaTo BammuTe.

- AKO ToNTyuHnTe HAKaKBU HEXEJIaH! peakiuH, yBeaomere Bamms nexap wiu hapmanest. Toa
BKJIFOYBA U BCUYKHU BH3MOKHU HEKEJIAHU PEaKINH, HEOMTMCAHU B Ta3u JIUCTOBKA. BuxTe
TOouKa 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

Kakso npeacrasnsisa Cymbalta u 3a kKakBo ce U3M0I3Ba
Kakso Tps6Ba na 3Haete, npeau na npuemere Cymbalta
Kak na mpuemare Cymbalta

BB3MOXKHI HEXEITaHN PEaKIuH

Kak ma cexpansBare Cymbalta

ChpprkaHne Ha OTIAKOBKATA U TOIIBIHUTEIHA HHPOPMANUsI

SAINAIF e

1. Kaxkso npeacraiassa Cymbalta u 3a kakBo ce u3noa3Ba

Cymbalta chappka akTHBHOTO BemIecTBO MylokceTrH. Cymbalta moBuiiaBa HuUBaTa Ha CEpOTOHUH U
HOpAaJpeHAINH B HEPBHATA CHCTEMA.

Cymbalta ce u3nos3Ba npu Bb3pacTHU 3a JICUCHUE HA:

J Jerpecus
o TeHEPATU3HPAHO TPEBOXKHO PA3CTPOMCTBO (XPOHUYHO YYBCTBO 33 TPEBOKHOCT WIIH HEPBHOCT)
o nuabeTHa HeBporaTHa 0oka (4ecTo OMrCBaHa KaTo ropeHe, 00eKH, CMbJCHE, CTPEIKAHe WITH

0omka, niu e moto0Ha Ha eleKTprudecky mok. Moxke 1a uMa 3ary0a Ha ycellaHe B 3acerHaTa
o0JacT, WM ycelaHus KaTo JOIHP, TOIUIMHA, CTY WK HaJsiraHe MOrat Jia peIn3BUKaT
0oKa)

[Tpu moBedeTo xopa ¢ Aenpecust win TpeBoxHocT Cymbalta 3amouBa qa neiicTBa B paMKUTE Ha JIBE
CEJMHIIM OT HAYaJIOTO HA JIEYCHHETO, HO TOBA MOKE J1a OTHeME 2-4 CeMHIIN TIPEIIH J1a ce
nmouyBcTBare mo-goope. Kaxxere Ha Bamus iekap, ako He 3aIo9HeTe /1a C€ 9yBCTBATE MO-A00pe Clres
TOBa BpeMe. Bamusit ekap moxe na mpoasku Aa Bu nHaznagaBa Cymbalta, korato ce 4yBcTBarte mo-
no0pe, 3a a MpeoTBpaTH Bh3BphIIaHe Ha BammaTa genpecust Hiu TPEBOKHOCT.

IIpu moBevero xopa ¢ quabeTHa HeBpoIaTHa 0OJIKa JIEUYSHHETO MOXKE J]a OTHEME HAKOJIKO CEAMHUIIN
MIPe.Iu J1a ce MovyBCcTBaTe mo-goope. Kaxere Ha Bamms nekap, ako He ce 4yBCTBaTe Mo-100pe ciex
2 Mecela.

2. KaxkBo TpsadBa na 3Haete, npeau Aa npuemere Cymbalta

HE npuemaiite Cymbalta, ako:

- CTE QJICPrUYHU KbM JYJIOKCETHH WIA KbM HAKOS OT OCTaHAJIHMTE ChCTABKH HA TOBA JIEKAPCTBO
(136poenu B Touka 6)

- UMaTe 4YepHOApOOHO 3a00IsBaHe
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- HMMaTe TeXKO ObOpedHOo 3a00JIIBaHe

- TpHeMaTe WM Ipe3 NocIeAHuTe 14 THU cTe mpreManu Ipyro JeKapcTBO, H3BECTEHO KaTo
MOHOaMUHOOKcHa3eH HHXuouTop (MAO-unxuburop) (Buxre ,,Jpyru sexapcrsa u Cymbalta”)

- mpuemate (pIyBOKCAMUH, KOMTO OOMKHOBEHO CE€ M3II0JI3Ba 32 JICUEHUE Ha JeTpecHs,
IUIpOo(IOKCALIMH TN €HOKCALMH, KOUTO OOMKHOBEHO Ce M3IOJI3BAT 3a JICUCHHE Ha HIKOU
UHpEKIUN

- IpHeMaTe IPYTH JICKapCTBa, ChIbPIKAIU TyJIOKCeTHH (BHKTE ,,Jlpyru gekapctBa u Cymbalta™)

Crnonenete ¢ Bamwst gekap, ako IMaTe BUCOKO KPBBHO HAJSITAHE WU ChPJICYHO 3a0ossiBane. Barmmsit
nekap e Bu kaxe, nanau tpssosa ga npuemare Cymbalta.

IIpexynpesxxaeHns u npeanasHu MepKu

[o-gomy ca mocovyenu npuynHKTE, Iopaau kouto Cymbalta Moxke na 0b1e Henmoaxosi 3a Bac.

T'oBopete ¢ Bamus nekap npeau na npuemere Cymbalta, ako:

- IpHeMarte JIeKapcTBa 3a JIeueHUe Ha Jienpecus (BuxTe ,,Jlpyru nekapcrsa u Cymbalta”)

- mpueMare XbJIT KaHTapUOH TIpH JieueHue ¢ ounku (Hypericum perforatum)

- umare Ob0peyHo 3a00msBaHe

- CTe UMaJi T'bPYOBE (TIPHITATBITHN)

- cTe UMaJy MaHMA

- cTpazaTe OT OMIOJISIPHO Pa3CTPONCTBO

- uMaTe MpobJeMHU C OUUTe, KaTO ONpeAesICHN BUI0BE TIlayKoMa (TIOBUILEHO HAISTaHe B OUNTE)

- UMaTe aHaMHe3a 32 HapyLICHHsI, CBbP3aHH C KbpBEHE (CKIIOHHOCT KbM TOsIBaTa HA CHHUHN),
0co0eHHO, aKko cTe OpeMeHHa (BUXKTe ,,bpeMeHHOCT 1 KbpMeHe )

- CTe M3JIOKEHM Ha PUCK OT HUCKM HUBA Ha HAaTpuil (HarpuMep, ako IpuemMare JuypeTUiH, 0COOEHO
aKo CTe B CTapyuecKa Bb3pacr)

- TIOHACTOSILIEM C€ JIEKyBaTe C IPyro JIEKapCTBO, KOETO MOKE J1a IPUUMHY YBPEXXJaHE HA YEPHUS
Ipo0

- TpHeMate JpYyTH JIeKapCcTBa, ChIbPIKaIlU AyJIOKCeTHH (BIKTE ,,Jpyru jgekapctBa n Cymbalta™)

Cymbalta MOKE Ja JOBCAC N0 YCCIIaHEC 3a 0Ee3MOKOICTBO UIH HECIIOCOOHOCT 32 CCICHEC NJIKM CTOCHC Ha
eIIHO MsCTO. Bue TpSI6Ba J1a Kaxkete Ha Bamms JICKap, ako TOBa Bu ce CIIy4Hu.

Tpsi0Ba cbi0 Aa ce cBbpkeTe ¢ Bamms exap:

AKO uMaTe NMpu3HaIK U CUMIITOMH Ha 0€3MOKOHCTBO, XaTFOIMHAIINY, 3ary0a Ha KOOpIUHAIIHS,
YCKOpEH TyJIC, TOBHIIIEHA TEJIECHA TeMIIepaTypa, Obp3u MPOMEHU B KPHBHOTO HAIISITaHE,
CBPBXaKTUBHU pediiekcH, quapusi, KoMa, rafieHe, IOBpPhIaHe, Thil KaTo MOXKe Jja CTpajaTe OT
CEpPOTOHMHOB CHHIPOM.

B Haii-texkara cu (hopMa CepOTOHMHOBHUSAT CHHIPOM MOXKE J1a HAmoA00sBa 3II0Ka4eCTBEH
HeBpoJsienThuYeH CUHAPOM. [Ipu3HaLUTe U CUMIITOMUTE HA 3JI0KAYE€CTBEH HEBPOJICTITUYCH
CHHAPOM MOTAT J1a BKIIIOYBAT KOMOMHAIMSA OT MOBHIIIEHA TEMIIEpaTypa, YCKOPEH ChpCUCH
PUTBM, U3MOTSABAHE, CHJIHA MYCKYJIHA CKOBAHOCT, 00BPKAHOCT, MMOBUIIIEHU MYCKYJIHU CH3UMH
(onpexnerneHu upe3 KPbBEH TECT).

JlexapctBa kato Cymbalta (HapedeHH celeKTUBHH HHXUOUTOPH Ha 0OpaTHOTO 3aXBalllaHe Ha
CEpOTOHMHA/MHXUOUTOPU Ha OOPAaTHOTO 3aXBalllaHE HA CEPOTOHMHA M HOpaJpeHaIMHa) MOraT J1a
NPUYMHAT CUMIITOMU Ha HapyllleHWe Ha ceKcyainHata QyHKIus (Bk. Touka 4). B Hskou ciydau Te3n
CHUMIITOMH NPOJBIDKABAT CIIE]] CIIUPAHE Ha JICUCHHUETO.

Cyuyuonu mucau u énowiagane na Bawama oenpecus unu mpeeoxcno pazcmpoicmeo

AKO CTe JenpecupaHy 1/ IMaTe TPEBOKHO Pa3CTPOMCTBO, TO Bue Moxke moHsKora J1a uMarte
MUCJIY 32 CAMOHApaHsSIBaHE WK caMOyOuicTBO. Te3u MUCIN MOXKE Ja 3a4eCTsT, KOTaTo 3a MPBB MIbT
3aroy4Bare JCUCHUE ¢ aHTHJICTIPECAHTH, Thil KaTO 3a MOCTHTAaHETO Ha e()eKT BCUUKH TE3H JICKApCTBa Ce
HYXKIasT OT BpeMe — OOMKHOBEHO OKOJIO JIBE CEIMHUITH, HO ITOHIKOTA TO-IBITO.

Bue Moke 1o-BeposATHO JIa MUCIIHTE 10 TO3HM HAYWH, aKo:

- CTe UMAaJH MIPEIBAPUTETHO MICIH 32 CAMOyOHICTBO MIIM CaMOHApaHSIBaHE
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- CTe MJIaJ Bh3pacTeH nanueHT. MHdopManus oT KIMHIYHY IPOYYBaHUS COYH MMOBUIIIEH PHUCK 3a
MOBE/ICHNE, CBHP3aHO ChC CAMOYOHIICTBO, TP BH3PACTHH MO 25 TOAWHU C ICUXHYHI
CBHCTOSIHUSI, ICKYBaHU C aHTUACTIPECAHT

AKO MMaTe MUCJIM 32 CaMoHapaHsABaHE WA CaMoyﬁﬂﬁCTBO 10 KOETO M /1a € BpeMe, CBbP/KETE CE
¢ Bamus JICKap UWJiIu UuaeTe He3a0aBHO B 0OJIHHIIA.

Moske 1a cMeTHETe 3a TIOJIE3HO Jla pa3KaKeTe Ha POJHUHA WK Ha OJIM3BK MPUSTE, Ue CTe
JIETIPECUPaHU WIIU UMaTe TPEBOXKHO Pa3CTPOUCTBO U J1a T'M MOMOJIMTE J]a IPOYETAT Ta3U JUCTOBKA.
Moxere na ru nomonute na Bu kaxat, ako cmaTtar, ye Baiara nenpecust WM TPEBOKHOCT Ce
BJIOIIIABAT WJIH, aKO T€ ca 00E3MOKOCHH OT IPOMEHHUTE B TIOBEICHUETO BH.

Jena u roHomu nox 18-roguniaa Bb3pact

Cymbalta HopManHO He TpsiOBa 1a ce yrmoTpeOsBa 3a Jela Wik IOHOLIH o] 18-roaumiHa Bb3pact.
Cobio Taka, TpsaOBa na Bu e u3BecTHO, ye nanueHTuTe noA 18 roquHu ca ¢ MOBUILEH PHCK OT
HEeXeTaHu e(PeKTH KaTo OMMUTH M MHCIIH 32 CaMOyOHMIICTBO M BPaKIeOHOCT (TIPEAMMHO arpecus,
OTIO3WIIMOHHO TTOBEJICHHUE U THSB), KOTaTO YIIOTpeOsiBaT TO3M KJtac JiekapcTBa. HezaBncumo oT ToBa,
Bammst nexkap moxe fa npennuiie Cymbalta Ha marpent oz 18 ronnHu 1 ako McKaTe Ja 00ChauTe
TOBa, MOJIAA, 00BpHETE ce KbM Hero. TpsiOBa na nHpopMHpaTe JIeKaps, aKo HIKOU OT CHMIITOMHUTE,
MIOCOYEHU TO-TOpE CE MPOSBAT WM BIOIIAT, KoraTo mauueHt noa 18 ronunu npuema CYMBALTA.
OcBeH TOBa, IBATOCPOYHATA 0€30MacHOCT Mo oTHouleHue Ha edekrute Ha Cymbalta BbpXy pactexa,
CH3pSBAaHETO, KOTHUTHBHOTO M MMOBEACHYECKO Pa3BUTHE 3a Ta3H BH3pPAcTOBa IPyIia BCE OIIIE HE €
YCTaHOBEHA.

JApyrn nexkapcrBa u Cymbalta
WNundopmupaiite Bamms nekap nim ¢papManeBT, ako npreMaTe, HaCKOpo CTe MpUeMalTi WiH €
BB3MOXHO J1a IPHEeMaTe APYTH JIeKapCcTBa, BKIIOUUTEIHO U TAKHUBA, OTIYCKaHH 0e3 peLenTa.

OcHoBHara cbcraBka Ha Cymbalta, gynokceTiH, ce U3M0a3Ba B APYTH JIEKAPCTBA 33 JPYTH CHCTOSHIS:
o nrabeTHa HeBporaTHa 00JKa, Ienpecusi, TPEBOXKHOCT U He3aIbp)KaHe Ha ypHHA

M3non3BaHeTo Ha OBEUE OT €HO OT TE3U JIEKapCTBa, 0 €HO U CBILO BpeMe, Tps10Ba Aa ce u30sraa.
[TpoBepeTte ¢ Bamms nekap nanu Beue npueMaTe APYTH JIEKapCcTBa, ChABPKAIIU TYIOKCETHH.

BammsT nekap me pemm ganu MoxeTte 1a npuemare Cymbalta ¢ apyru nekapctBa. He 3amouBaiite
WJIH He CIIHPAaiiTe MpHeMa HA KAKBUTO M /1a OMJI0 JIeKapCTBa, BKJIIOYMTEIHO H HA TAKNBa 0e3
pelenTa WM PacTHTEHH JeKaPCTBeHH NMPOAYKTH, PeIH 1a ce MochBeTBaTe ¢ Bamus jexap.

Tpsi0Ba cbio Aa yBegoMuTe Bamms nekap, ako mpueMaTe HIKOE OT CICAHUTE:

Monoamunooxcuoasnu unxuoumopu (MAO-unxuoumopu ): ve TpsioBa na nmpuemare Cymbalta, ako
B3€MaTe WJIM HACKOPO CTE B3eMalX (B PAaMKHTE Ha MMOCIEAHUTE 14 THM) Ipyro aHTHICTIPECAHTHO
JIEKapCcTBO, HAPMYAHO MOHOAMHUHOOKCHAa3eH HHXHOuTop (MAO-naxuduTop). [lpumepn 3a MAO-
WHXUOUTOPH ca MOKJIOOeMH (aHTHAETIpECaHT) U TruHe30uA (aHTuonoTuK). [Ipuemst Ha MAO-
MHXUOUTOPH C MHOTO JIEKapCTBa IO JIEKapcKo Mpeanucanue, pkiatountenHo Cymbalta, moxe na
JIOBEJIe 1O CEPUO3HU WM IOPH KMBOTO3aCTpalIaBally Hexkenanu eexTu. TpsadBa f1a u3yakarte MoHe
14 nau, cien xaTo cte crupenu npruemMa Ha MAO-UHXUOUTOPH, TIPEIU J1a MOXKETE Ja B3eMeTe
Cymbalta. Cpio Taka € He0OX0AMMO J1a U34aKaTe MOHE 5 THH, CJIe]] KaTo CIIpeTe Ja ImpreMare
Cymbalta, nmpenn na B3emere MAO-UHXHOUTOPH.

Jlexapcmea, Koumo npeou3suUKeam CobHAUBOCHL: KbM TSIX CE OTHACAT JICKapCTBATA, IPEIITUCAHU OT
Barus nexap, BKIIFOYUTEITHO OCH30IMa3eTUHY, CHITHUA 00€300IsBaIlH, aHTUIICUXOTHIIH,
(henoOapOUTAIl M AHTUXUCTAMUHH.

Jlexapcmea, nosuwasawiu nueomo Ha cepomonun: Tpuntanu, tpamanon, rpunrodan, SSRIs (kato
napokcetuH u ¢uryokcetrnH), SNRIs (kaTo BeHmadakcuH), TPUIUKINYHA aHTHIETIPECAHTH (KaTO
KJIIOMUTIPAaMHH, aMUTPUIITHIINH ), IETUAMH, )BT KaHTapuoH 1 MAO-MHXHOUTOPH (KaTO MOKIIOOEMH/]
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1 muHe3on ). Te3un JiekapcTBa MOBUIIABAT PUCKA OT HEXKENaHU e()eKTH; aKo MONYyIUTE HIKABH
HEOOWYalHN CUMITTOMH TP €THOBPEMEHHOTO NpHeMaHe Ha Te3u JiekapctBa ¢ Cymbalta, TpsiOBa 1a ce
KOHcynTupate ¢ Bammus nekap.

Ilepopannu anmurxoazynanmu uiu anmuazpezanmu: JIekapcTBa, KOUTO pa3pexaaT KPbBTa WIH
mpedaT Ha KPBBTa Jja ce ChbCcHpBa. 1e3u JIeKapcTBa MOTAT Jia MOBHUIIAT PHUCKA OT KbPBEHE.

Cymbalta ¢ xpaHa, HAaIUTKH W AJIKOXO0JI
Cymbalta Mmoke 1a ce mpuema cbe win 0e3 xpana. Heo6xo1uMo e moBHIIIEHO BHUMaHUE, aKO
npueMare ajJkoxoJ, JOKaTo cte Ha jJedenue ¢ Cymbalta.

bpeMeHHOCT U KbpMeHe

AKo cTe OpeMeHHa Wi KbPMHTE, CMATATe, U¢ MOXKE J1a CTe OpeMeHHA I IUIaHupaTe OpeMEHHOCT,

nochBeTBalTe ce ¢ Bamms nekap win hapmaneBT npeny ynorpedara Ha TOBa JIEKapCTBO.

o YBenomere Bamms nekap, ako 3a0peMeHeeTe, WK ako TUIaHUpaTe 3a0peMeHsBaHe, TOKAaTO
npuemare Cymbalta. M3nomnsBaiire Cymbalta camo crien o6cbxnane ¢ Bamus nekap Ha
MOTEHIIMATHUTE TIOJI3U M BCHYKH BB3MOKHH PHUCKOBE 32 HEPOJICHOTO JIETE.

o VYBepere ce, ue Bamrara akymepka n/vinm Jekap 3HadT, de noixydaBare Cymbalta. Koraro
noto0Hu siekapcTBa (SSRIS) ca mpuemanu o BpeMe Ha OPEMEHHOCT, MOXKE J1a C€ TIOBUIIIH
pHCKa OT CEpHUO3HO ChCTOSIHUE TPpH OebeTaTa, HapeueHo nepcucTupaiia 6e1oapodHa
xuneptonus npu HoBopoaeHoto (ITIIXH), koeto kapa 6e06eTo Ja quia yuecTeHo U J1a
H3IJIeKIa cHKaBo. Te3n npu3Hany 0OOMKHOBEHO 3aI04uBaT Npe3 IbpBUTE 24 yaca cieq
paxkmaHeTo Ha 6ebeTo. Ako ToBa ce ciryun Ha Bamrero 6e6e, TpssOBa He3ab0aBHO /1a ce CBhPIKETE
¢ Bamrara akymepka u/unm nekap.

o Axo npuemate Cymbalta kbM Kpas Ha OpeMeHHOCTTa cH, Bamiero 6e6e Moxe 1a nMa HAKOH
NpU3HAIH, KOTaTo ce poau. Te 3amouBaT 0OMKHOBEHO MPH PKIAHETO WU B PAMKUTE Ha
HSKOJIKO JTHU CIIe]] pakiaHeTo Ha Bamiero 6ebe. Te3u nmpu3HAIM MOXKe J1a BKIFOYBAT OTITyCHATH
MYCKYJIH, TPENepeHe, HEPBHOCT, J1a HE Ce XPaHU KaKTo TPsiOBa, 3aTpyAHEHHE C AUIIAHETO U
npuraapin. Axo BameTto 6e0e mMa HAKOH OT Te3W MPU3HAIM IIPH PaKJaHETO CH, WIIH Ce
0e3M0KOoHTE 32 HETOBOTO 3/IpaBe, CBbPIKETe ce ¢ Bamus exap win akyiiepka, KOUTO IIe ca B
CBbCTOSAHUC Oa Bu nmocnBeTBar.

o Axko npuemate Cymbalta kbM Kpast Ha Bamara OpeMEeHHOCT, ChIIIECTBYBa IOBUIIIEH PUCK OT
MIPEKOMEPHO BarMHATHO KBPBEHE CKOPO CJIE paXkJaHeTo, 0COOCHO, aKo NMaTe aHaMHe3a 3a
HapyIeHHs] Ha KPbBOCHCUPBAHETO. BammsT nexap mim akyiepka TpsOBa Ja ca HasiCHO, 4e
npuemMare IyJOKCEeTHH, 3a Jla MoraT 1a Bu nocbBeTBarT.

o Hanwmuaute manam ot ynorpebarta Ha Cymbalta npe3 mbpBUTE TpH Mecera OT OpeMEeHHOCTTa He
MOKa3BaT MOBHUIIICH PUCK OT OOIIM BPOJCHH JSPEKTH MPH JAeTeTO KaTo 1su10. Ako Cymbalta ce
npueMa mpe3 BTopara IoJIOBHHA Ha OpEMEHHOCTTa, MOXKE /1a IMa TIOBHUIIIEH pUcK OebeTo na ce
poau MpekaeBpeMeHHO (6 TOBIHUTETHN HegoHOoCceH OebOeTa Ha Bceku 100 jxeHH, KOUTO
npuemat Cymbalta pe3 BTopara mojioBiHa Ha OpPEMEHHOCTTA), IPEIUMHO MeX Ty 35 1 36
ceMuIla Ha OPEeMEHHOCTTA.

o YBenomere Bamus nekap, ako kepmute. He ce npenoppuBa ynorpedara na Cymbalta mo Bpeme
Ha kKbpMeHe. TpsOBa 1a ce mochBeTBate ¢ Bamms nekap win papMareBT.

Ilodupane u padoTa ¢ MAIIIHHH
He u3non3BaiiTe KakBaTo U J1a € TEXHUKA WM MAIlTUHH, IOKATO He paszdepere Kak me Bu nosiuse
Cymbalta.

Cymbalta ceabp:xa 3axapo3a
Cymbalta cpabprka 3axapo3a. Ako Bamusr inekap Bu € Ka3aj, Ye UMaTe HETOHOCUMOCT KbM HSIKaKBU
3axapH, NOCHBETBAUTE C€ C HErO IPEIH NPUEM Ha TO3H JIEKapCTBEH MPOIYKT.
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Cymbalta cbabp:xa HaTpHii
ToBa nexkapcTBO ChabpiKa Mo-Manko oT 1 mmol HaTpuii (23 mg) Ha Kancyna, T.e. MOXKe Ja ce Kaxe, e
MIPAKTUUYECKU HE ChABPKA HATPHIL.

3. Kak n1a npuemate Cymbalta

Bunaru aneMaﬁTe TOBA JICKAPCTBO TOYHO KAKTO Bu e xazan Bammusar JICKap ujin (bapMaIIGBT. Axo He
CTC CUTYPHHU B HELIO, nonurante Bamms JICKap Wi (bapMaHCBT.

Cymbalta e 3a mepopamHo npusoxxeHue. Tps0Ba 1a morireIiaTe Kancymiara Isia, ¢ Jalia Bo/a.

3a oenpecus u ouabemna nesponamna 60Ka.
Obuyaiinata no3a Cymbalta e enna kancyna (60 mg IyTOKCETHH) BeIHBXK THEBHO, HO Bammst nexap
IIe Ha3HAYM 703aTa, KOSTO € MoaXo/siia 3a Bac.

3a eenepanuzupano mpegoxtcHo pazCmpolcmeo:

O6wnuaitHara HayanHa q03a Cymbalta e 30 mg BegHBXK THEBHO, CII€] KOETO MMOBEYETO MAIUEHTH
npuemaT 60 mg BeHBK THEBHO, HO Bamust nekap e Bu npennuiie npasunnarta 3a Bac nosa.
Jo3ara moske na ce kopurupa 10 120 mg Ha 1eH Bb3 OCHOBAaTa Ha TOBA, KK CE TOBJIUABATE OT
Cymbalta.

3a nma He 3abpasute 3a mpuema Ha Cymbalta, mo-necHo e 1a mpuemare JeKapCcTBOTO 10 €HO U CHINO
BpEMe BCEKH JICH.

I'oBepere ¢ Bamus iexkap OTHOCHO TOBa B IIPOIBIDKEHNE HA KOJIKO BpeMe 11ie TpsiOBa Ja npremare
Cymbalta. He ciupaiite npuema Ha Cymbalta nnu He npomensiite Bamara no3a 6e3 ga cte ce
KOHCYyNTHpanu ¢ Bamms nekap. BaxxHo e mpaBmiiHOTO JieueHne Ha BameTo 3abomnsBane, 3a 1a ce
NOYyBCTBATe MO-100pe. AKO He JIeKyBaTe BameTo chCTosiHue, TO MOKE J1a He OT3BYUYH, MOXeE Ja
CTaHE T0-CEPUO3HO U MO-TPYIHO JIEIUMO.

AKO cTe IpHeJN MoBeve OT HeoOxoanMaTa 1o3a Cymbalta

Cebprxete ce ¢ Bamus nekap win papmaneBT He3a0aBHO, aKO CTE MPUEITH HO-TOIIMO KOJIHYECTBO
Cymbalta ot npeamucanoro ot Bamms nekap. [IpuzHanuTe Ha ipeno3upaHe ca CHHINBOCT, KOMA,
CEPOTOHHMHOB CHHIPOM (PAIKO CpellaHa peakius, KOSTO MOXe Ja JOBEJE 10 YCEUIaHe 3a rosiMo
1acTUe, CbHINBOCT, HEIIOXBATHOCT, OE3MOKOMCTBO, yCeIlaHe 3a ONUSHEHUE, TPECKa, N3MOTABAHE WIN
MYCKYJIHa CKOBAaHOCT), IPHUIAIbIH, MOBPBILAHE U yUeCTeHa ChpJICYHA YECTOTA.

AKo cTe mponycHaau Aa npuemete Cymbalta

AKO cTe MpoIyCHAITU J103a, IPUEMETe S BEJHAra Clie/l KaTo CH crioMHuTe. B city4ail, ye e Bpeme 3a
Bamiara cnenBaiia 03a, mpeckodeTe MPOIyCHATATA M B3EMETe CaMO eTHOKpaTHATa 71032, KAKTO
obukHOBeHO. He B3emaiiTe BoiiHA 1034, 32 1a KOMIICHCUpATe MpomnycHaraTa f03a. He npuemaiite
MOBEUe OT JJHEBHOTO kKosmdecTBo Cymbalta, HazHaueHo Bu 3a exuH jeH.

Ako cte cpesau npuema Ha Cymbalta

HE crmpaiite na npuemare Bammre kancynu 6e3 cbBet oT Bammus nekap, 1opHu ako ce 9yBCTBaTe Io-
nmobpe. Ako BammsT nekap cuete, ye Beue He ce Hyxnaete oT Cymbalta, Toii/Ts me Bu mochBeTBa 1a
HamassiBate Bamnara f03a B mpoAbKeHHE Ha TTOHE 2 CEMHUIIN, TIPEN OKOHYATEIIHOTO CIIUpaHe Ha
JICUEHUETO.

Hsxou nanuenTy, kouto crnupat npuema Ha Cymbalta BHe3aHO, ca MOJYYHIA CUMIITOMH KaTo:

. 3aMaiiBaHe, yMOpa, yCelllaHus 32 U3TPBIBAHE WM yCEIaHusl, TOJOOHN HAa MPEMHUHABAHE Ha
EIIeKTPUIECKH TOK (0COOSHO B 00JIacTTa Ha TTIaBaTa), HApyIIeHNs Ha ChHS (IPKHU CHHUINA,
KOIIMapH, 6€3ChHHUE), yMOpa, ChHIMBOCT, yCellaHe 3a 0e3MoKONCTBO U B30y 1a, ycellane 3a
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TPEBOXKHOCT, TaJIcHE WM MTOBPBINAaHe, TperepeHe (TpeMop), TIaBodoIme, 00JIKa B MyCKYJIUTE,
yCellaHe 3a pa3apa3sHUTEITHOCT, TUapHs, PEKOMEPHO U3IOTSIBAHE UM CBETOBBPTEK.
Te3u cumnToMy OOMKHOBEHO HE Ca CEPUO3HU U M3YE3BAT B PAMKHUTE HA HIKOJKO JTHU, HO aKO UMaTe
cUMNTOMHU, kouTo Bu TpeBoxar, nonuraiite Bamus nexap 3a chBeT.

AKO UMaTe HAKaKBH JIOMBIHUTETHA BBIIPOCH, CBBP3aHU C YIIOTpebaTa Ha TOBa JIEKAPCTBO, MMOMUTANTE
Bammis mexap i gpapmareBT.

4. Bb3MoOxKHYN He:KeaHU peakiun

KaxTo Bcuku nekapcTBa, TOBa JIEKAPCTBO MOKE /1A TIPEIN3BHKA HEXXEJIaH! PEaKIii, BRIIPEKH Ue He
BCEKH T'Hl IToNTy4aBa. Te3u peakiy 0ONKHOBEHO Ca JIEKH 0 YMEPEHH U 9eCTO M34Ye3BaT CIIe]] HAKOIKO
CeJMMIIN.

MHOro 4ecTH HexKeJAHU Ppeakunu (Mo:ke J1a 3acerHat noseue ot 1 Ha 10 yoBeka)

o TJ1aBO0OIIHE, yCelane 3a CHhHIUBOCT

. nopaurane (TajgeHe), CyxoTa B ycTara

YecTH HexeJIaHU peakunu (Moske Ja 3acerHar 10 1 Ha 10 yoBeka)

. JIUIICA Ha amleTUT

. npo0OJieMH ChC ChHS, ycelllaHe Ha 0e3M0KOUCTBO, HAMAJICHO MOJIOBO BICUCHUE, TPEBOKHOCT,
TPYAHO JOCTUTaHE W JIUIICA HAa OPra3bM, IPKHU ChbHUILA

. 3aMasHOCT, yCelllaHe Ha c1adocT, TPEMOp, U3TPBIIBAHE, BKIIIOYUTEIHO U3TPHIIBAHE,

HACTPBXBAaHE WM MpaByYKaHE 110 KOXarta

3aMBIIICHO 3pEHUE

LIyM B yIIUTE (YyBaHE Ha IIYyM B YIIUTE, KOTAaTO HSAMa BHHIIIEH H3TOYHUK Ha 3BYK)
yCelllaHe YAapUTE Ha CHPIIETO B I'bPIUTE

MOBHIIICHO KPHBHO HAJISTAHE, 3a4epPBABAHE

MO-4€CTO TPO3sIBAHE

3arek, quapusi, cromMairHa 00Ika, TajgeHe (MOBphIaHe), KHCEIMHH WIIH JIOIIO XPaHOCMUIIaHe,
OT[eJIsSHE Ha Ta30BE

3acUIICHO TIOTEHe, (CHpOsIIT) 00pHB

MYCKYJIHa 00JIKa, MyCKYJICH CIIa3bM

0O0JIE3HEHO YPUHUPAHE, YeCTOTO YPUHUPAHE

MPOOJIEMH C IOCTUTaHE Ha EPEKIUs, TPOMECHHU B SIKYyJIalUsITa

mpunaabIy (TJIaBHO MPH X0Opa B cTapyecka Bb3pacT), yMopa

3ary0a Ha TerjioTo

Jenata u roHOIINTE HA BB3pacT moj 18 roauHu ¢ aenpecusi, KOUTO ca JISKYBaHH C TOBA JIEKApCTBO,
“MaT MaJika 3ary0a Ha TerJio, KOraTo 3a ITbPBHU BT 3all0YBaT /1a TO IprueMaT. TerJoTo ce moBUIlaBa
JI0 ChOTBETHOTO TIPH JIPYTHTE JIeTIa U FOHOIIH OT TAXHATA BH3PACT, U IOJ ciefl 6 Mecena oT
JIEUEHHUETO.

He4ecTu Heskenanu peakuun (Mo:ke aa 3acerHat 10 1 Ha 100 yoBeka)

L BB3NAJICHUEC HA I'bPJIOTO, IPUYMHABAIIO APE3raB Ijiac

L4 MHCJIH 3a CaM0y6HﬁCTBO, HpO6J'I€MI/I CbC CbH, CKbPIAHC CbhC 3501 WM CTUCKAHE Ha 3’B6I/I,
YYBCTBO 3a AC30pHUCHTALIUA, JIUIICA HA MOTHUBALIUA

L4 BHC3aITHU HCBOJIHU KOHBYJICUU WX NNIOTPCIBAHUA HAa MYCKYJIMTC, YCCILIAHEC 3a 0e3MOKOICTBO

W HECTIOCOOHOCT JIa CEINTE MJIM CTOMTE CIIOKOWHO, yCelllaHe 3a HePBHOCT, 3aTpyTHEHA
KOHOCHTpalus, MIPOMEHU BbB BKYCOBUTE YCCIIaHHUA, 3aTPYAHCHO KOHTPOJIMNPAHE HA
JABWXXCHUETO, HAIIP., JIUIICA HA KOOpAWHAINA WX HEBOJIHU JABWXXCHUA HA MYCKYJIUTEC, CHHAPOM
Ha HECTIOKOWHUTE KpaKa, JION ChH

o pa3UIMPEHU 3eHUIH (ThMHATA [ICHTPAJIHA YacT Ha OKOTO), TPOOJIEMH ChC 3PSHUETO
o YyBCTBO Ha CHHJIMBOCT WJIH ,,BUCHE HA CBAT” (CBETOBBPTEK), OOJIKA B YIINUTE
o YYECTECHO W/UIIM HEPUTMHUYHO OHEHE Ha ChPIETO

43



HPUITATBK, 3aMastHOCT, IPUYEpPHIBAaHE WU MTPUIIAJaHe [IPU U3IIPaBsSHE, CTYJCHHU NIPBCTUTE HA
pblieTe W/WiIK Ha Kpakara

CTSTaHe B T'bPJIOTO, KPHBOM3IKBHU OT HOCA

MOBpBIaHE Ha KPBB WM KaTpaHEHO-YePHU M3NpakHEeHUs ((pekann), racTpOeHTEPUT,
OpHI'BaHe, 3aTPYAHEHO IIPETTbIIaHe

BB3IMAJIEHHE Ha YePHHS AP00, KOETO MOXKeE Ja MPUIMHI KOpEMHA 0O0JIKa M MOXKBJITSIBAHE Ha
KO’KaTa WM Ha OsI0TO HA OYMTE

HOLIHU M3MOTABaHUS, 0OPHB, CTy/IeHA MOT, YyBCTBUTEITHOCT KbM CI'bHYEBATa CBETIIMHA,
MIOBHIIIEHA CKJIOHHOCT KbM 00pa3zyBaHe Ha CHHUHU

MYCKYJIHO HalpeKeHHe, OTPEeNBaHe Ha MYCKYJTUTE

3aTpyIHEHHE WM HEBB3MOXKHOCT 32 YPUHHpPAHE, 3aTPyIHEHO HAYajIo0 Ha YPUHHPAHETO,
HE0OXO0MMOCT OT YpHUHUPAHE Tpe3 HOIITa, HEOOXOIUMOCT OT MO-4eCTO YPHHUPAHE OT
00OWKHOBEHO, citaba CTpys Ha ypHHATa

HeoOMYaifHO BarMHAIHO KbPBEHE, HApYIIEH MEHCTPYaJleH LUKBJI, BKIIOYUTEITHO TEXKH,
0oJe3HeHH, HEPEIOBHU WITH MMPOABIKUTEITHA MEHCTPYaTHH LIUKIIN, HEOOMYAHO JIEKH WK
JIMIICBAIIN MEHCTPYaIHU UK, OOJNKa B TECTUCUTE HJIH CKPOTyMa

0oJika B TPBIHMS KOIII, 9YyBCTBO 32 CTY/I, )KaXkJa, TPETlepeHe, YyBCTBO 3a TOIUIMHA, HeoOHJaiHa
MOXO0JKa

MOKa4BaHEe Ha TETJIOTO

Cymbalta Mmoxke 1a npuanHu eeKTH, KouTo Bre Moxke 1a He yceTHTe, KaTo MOBUIIaBaHE Ha
YepHOAPOOHHUTE CH3UMH MJIM HAa HUBOTO Ha Kallii, KpeaTHHUH QocoKnHaza, 3axap HiH
XO0JIECTEpOI B KPBBTa

Penxu Hexesnanm peakuuu (Moske aa 3acerar 10 1 ma 1 000 yosexa)

CEpUO3HA AJIEpPruyHa PeaKLysi, KOSITO IPUUUHSIBA 3aTPyIHEHO IUILAHE WX 3aMastHOCT, C
MO/lyBaHe Ha €3MKa WIN YCTHUTE, alepTUYHU peaKiiu

HamasieHa (GYHKIUS Ha IIUTOBUIHATA jKJie3a, KOETO MOXKe a IPUUMHH yMOpa WITH MTOKauyBaHe Ha
TETrJIOTO

00e3BO/IHsIBaHE, HUCKU HHMBA HA HATPHUH B KpbBTa (TIaBHO IIPU XOpa B cTapuyecka Bb3pacT;
CHUMIITOMUTE MO>KE J1a BKJIIOYBAT YCEIlaHEe 3a 3aMastHOCT, cI1adoCT, YyBCTBO 3a
00BPKAaHOCT,CHHINBOCT WJIM CHJIHA YMOPA, WM T'aJieHe MU NMOBPBILAHE; O-CEPHO3HI
MIPU3HALIY ca MPUIIOIIAaBaHe, MPUCTHIIN WIN NPUNIAAbLH), CHHAPOM Ha HEJIOCTaThbUHA CEKpeLus
Ha anTHIUypetudeH xopmoH (CHAJIC)

caMOoyOHICTBEHO MOBEIeHNE, MaHUs (CBPBXaKTUBHOCT, CKaYallld MUCJIH U HaMalleHa HY»X/1a OT
CbBH), XaJIFOLIMHALINH, arPECUBHOCT U THSB

,»CEPOTOHHHOB CHHJIPOM” (PSAKO CpeliaHa PeaKifus, KOsSTO MOKe Ja JJOBEJIE 10 9YyBCTBO HA
rojsIMO IacTHe, ChbHIMBOCT, TPOMABaTHOCT, OE3MOKOICTBO, yCEIIaHe 3a ONUSHEHUE, TPECKA,
U3IIOTSIBAHE WJIM CKOBAHOCT Ha MYCKYJIUTE), IPUNIaABIIU

MIOBUIIICHO OYHO HaJsATaHe (TIayKoMma)

KalllTMIIa, XPHUIIOBE U 3a[lyX, KOUTO MOTaT Jja ObJaT NpUAPYKEHH OT BUCOKA TEMIIEpaTypa
BB3MAJICHUE Ha yCTaTa, I0sBa Ha SPKOYEPBEHA KPbB B M3NpakHEeHUsATa Bu, momr apx,
BB3MAJICHUE Ha 1e0esI0TO YepBo (PEAN3BUKBAIIO TUAPHS)

YepHOAPOOHA HEIOCTATHYHOCT, JKBJITO OLBETSIBAHE HAa KOXKaTa WM Ha OAJI0TO Ha OYUTE
(>KBITEHUIIA)

cuaapoM Ha CtuBbHC-J[KOHCHH (cepro3HO 3a00sBaHe C MOLyBaHE HA KOXKaTa, yCTara, OuuTe U
[IOJIOBUTE OPTaHM), CEPHO3HA aleprUyHa peaKiys, KOSATO MPUYHHIBA IMOAyBaHe Ha JUILIETO WU
BPIOTO (aHTHOETIEM)

CIa3MHM Ha YeIIOCTHUTE MYCKYJIH

IIPOMEHEH MUPUC Ha ypUHATA

MEHOTay3aIHH CUMIITOMH, HEOOWYalfHO OT/AEJIsIHE Ha KbPMa MPH MBKE WITH KESHU

MIPEKOMEPHO BarMHAIHO KPBBOTEUEHHE, MAJIKO CJIE]] paKIaHETO (TIOCIEPOI0BO KPHBOTEUEHHE)

MHOro peaku He:keJ1aHH peakuuu (Moxke aa 3acerHat 10 1 na 10 000 yoBeka)

BB3MAJICHUE HA KPHBOHOCHUTE CHIOBE Ha KOXkaTa (KOXKEH BaCKYJIUT).

C Hen3BeCcTHA 4eCcTOTA (0T HAJMYHHUTE JAHHU He MOsKe 1a ObJe HANPABEHA OLEHKA)
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. MIPU3HAIIA ¥ CHMIITOMH Ha ChCTOSIHHE, HAPEUEHO ,,CTPECOBA KapIMOMHUOMATHSA , KOETO MOXKE Ja
BKIIFOYBa OOJIKA B TPBANTE, 33/1yX, 3aMassHOCT, IIPUTIAIBK, HEPABHOMEPEH ChPIICYCH PUTHM.
Cpo01aBaHe HA HeKeJIAHU peaKlun

AKO TIOJTyYUTE HAKAKBU HEXEJIaHU JIEKAPCTBCHH PEaKIIMU, yBeqoMeTe Bamms nekap win hapMaiieBT.
ToBa BKIIIOUBa BCHYKH Bb3MOXKHH, HEOITMCAHH B Ta3H JIMCTOBKA HEXENAaHU peakiui. MokeTe ChIIo /a
CHOOIINTE HEXETIAHH PEaKI|K JUPEKTHO Upe3 HAIlMOHAIHATA CUCTEMA 33 ChOOIIaBaHe, MOCOYSHA B
[punoxkenne V. Karo cro0miaBare HeXXeTaHH PEaKIH, MOXKETE Ja TaZeTe CBOSI PHHOC 32
MoJTyJaBaHe Ha MoBeue MH(POPMAIIHI OTHOCHO 0€30MaCHOCTTA Ha TOBA JICKAPCTRO.

5. Kak 1a cexpansBate Cymbalta

Jla ce chbxpaHsiBa Ha MSACTO, HEJOCTHITHO 32 Jiena.

He usnon3Baiite TOBa JIEKapCTBO CJIE] CPOKaA Ha FOJTHOCT, OTOENA3aH BbPXY KaPTOHEHATa OMAaKOBKA.
a ce cbxpaHsBa B OpUrHHAIHATA OMAKOBKA, 3a Jla Ce mpe/nasu oT Biuara. Jla ce cpxpansisa moxa 30°C.

He u3xBbpIsiTe JekapcTBaTa B KaHAIM3alMATa WM B KOHTEHEpa 3a JoMaliHu oTnaabiu. [lonuTaiite
Bammst ¢papmarnieBT Kak Ja U3XbPIATE JeKapCcTBaTa, KOUTO Bede HE M3Moi3Bare. Te3n Mepku 1e
CIIOMOTHAT 32 OIla3BaHE Ha OKOJIHATA CpPefa.

6. Cpabp:kaHue HA OMAKOBKATA M AONbJIHUTE]HA HHpOPMALUs

Kaxkso chabp:xka Cymbalta
AKTHBHOTO BeIeCTBO € TyJOKCETHH.
Bceska kancyna ceappika 30 wim 60 mg nynoKceTHH (KaTo XUAPOXIOPH)

Jlpyrure cbCTaBKH ca:

Cvovporcanue Ha Kancyrama: XAMPOMEII03a, XUIPOMEI03a alleTaT CYKI[HHAT, 3aXap0o3a, 3aXapHu
cthepwu, Tank, TutanoB auokcun (E171), tpuetnn mutpar (Busicme kpas Ha mouka 2 3a OONbIHUMENHA
UHGOPMAYUL OMHOCHO 3aXaAPO3AMAQ,).

Obsuska nHa kancyrama: *KelaTHH, HATPUEB Jaypui cyiadar, TutanoB nuokeun (E171), uaauro
kapmuH (E132), bt sxxenesen okeup (E172) (camo 60 mg) v TOJHO 32 KOHCYMUPaHE 3€JICHO MaCTHIIO
(30 mg) wiu rogHo 3a KOHCyMupaHe 05110 MacTmiio (60 mg)

Toono 3a koHcymupaHe 3eieHo macmuno: CUHTETHYEH YepeH xene3ed okcua (E172), cuaternueH
KBIIT kene3eH okcnn (E172), mponuieH TIIMKON U Imeiax.

Toono 3a koncymupane 6510 macmuno: TutanoB auokcuz (E171), mponuier rimkon, mesak u
MOBUIOH.

Kak m3rane:xkga Cymbalta n kakBo cbABp:Ka OMAKOBKATA
Cymbalta e TBBpza cToMamHO-ycTOHYMBa Karcyna. Beska kancyna Cymbalta cpbpika menetn
IYJIOKCETHH XUAPOXJIOPHU] C IOKPUTHE 32 3alUTa OT CTOMAIIIHATa KUCEJINHA.

Cymbalta ce npemiara B 2 pasnoBuanocTd: 30 mg u 60 mg.
Kancynure ot 30 mg ca cunu u 6enu, ¢ Haanuc ‘30 mg’ u xox ‘9543°.
Kancynute ot 60 mg ca cunu u 3eneny, ¢ Haanuc ‘60 mg’ u kox ‘9542°.

Cymbalta 30 mg e B omakoBk# OT 7, 28 1 98 TBBpAN CTOMAIIHO-YCTOWYHBH KAIICYJIH.
Cymbalta 60 mg e B omakoBku 0T 28, 56, 84 1 98 TBBpIM CTOMAIIHO-YCTONYHBH KaIlCyJId M B OOIITH
omakoBkH, chabpxanu 100 (5 onakoBku mo 20) u 500 (25 onakoBku 1o 20) TBEpIU

CTOMaHIHO-yCTOI\/'I‘II/IBI/I KarcyJiu.

He Bcuuku BUIOBH OMAKOBKH MOTAT Aa OBJAT ITyCHATH B TIPOAAKOA.
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IIpuTtexaTes1 Ha pa3pelIEHUETO 32 YIOTPeda M MPON3BOIUTE]

Tlpumesicamen na paspewenuemo 3a ynompeoa: Eli Lilly Nederland B.V., Papendorpseweg 83, 3528
BJ Utrecht, Hunepnanaus

Ilpouszeooumen: Lilly S.A., Avda. De la Industria, 30, 28108 Alcobendas, Madrid, Ucnanust.

3a momreHATETHA WHPOPMAIHSI OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JTOKATTHHS
TIPEJICTABUTEN Ha MIPUTEXKATENS Ha Pa3penIeHneTo 3a ynorpeoda:

Belgié/Belgique/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Lietuva

Tél/Tel: + 32-(0)2 548 84 84 Tel. +370 (5) 2649600
Bbbarapus Luxembourg/Luxemburg
TII "Enu JIumn Henepnasn" b.B. - bearapus Eli Lilly Benelux S.A./N.V.
Ter. + 359 2 491 41 40 Tél/Tel: + 32-(0)2 548 84 84
Ceska republika Magyarorszag
ELILILLY CR, s.r.o. Lilly Hungaria Kft.

Tel: + 420 234 664 111 Tel: + 36 1 328 5100
Danmark Malta

Eli Lilly Danmark A/S Charles de Giorgio Ltd.
TIf: +45 45 26 60 00 Tel: + 356 25600 500
Deutschland Nederland

Lilly Deutschland GmbH Eli Lilly Nederland B.V.
Tel. +49-(0) 6172 273 2222 Tel: + 31-(0) 30 60 25 800
Eesti Norge

Eli Lilly Nederland B.V. Eli Lilly Norge A.S.

Tel: +372 6 817 280 TIf: + 47 22 88 18 00
E)\Gda Osterreich
OAPMAXEPB-AIAAY A.EB.E. Eli Lilly Ges.m.b.H.

TnA: +30 210 629 4600 Tel: +43-(0) 1 711 780
Espaiia Polska

Dista S.A. Eli Lilly Polska Sp. z o.0.
Tel: + 34-91-663 50 Tel: +48 22 440 33 00
France Portugal

Lilly France Lilly Portugal Produtos Farmacéuticos, Lda
Tél: +33-(0) 1 5549 34 34 Tel: + 351-21-4126600
Hrvatska Roménia

Eli Lilly Hrvatska d.o.o. Eli Lilly Romania S.R.L.
Tel: +385 1 2350 999 Tel: + 40 21 4023000
Ireland Slovenija

Eli Lilly and Company (Ireland) Limited Eli Lilly farmacevtska druzba, d.o.o.
Tel: +353-(0) 1 661 4377 Tel: +386 (0)1 580 00 10

46



Island
Icepharma hf.
Simi + 354 540 8000

Italia
Eli Lilly Italia S.p.A.
Tel: + 39- 055 42571

Kvnpog
Phadisco Ltd
TnA: +357 22 715000

Latvija
Eli Lilly (Suisse) S.A Parstavnieciba Latvija Tel:
+371 67364000

Slovenska republika
Eli Lilly Slovakia s.r.o.
Tel: +421 220 663 111

Suomi/Finland
Oy Eli Lilly Finland Ab
Puh/Tel: + 358-(0) 9 85 45 250

Sverige
Eli Lilly Sweden AB
Tel: + 46-(0) 8 7378800

United Kingdom (Northern Ireland)
Eli Lilly and Company (Ireland) Limited
Tel: +353-(0) 1 661 4377

I[aTa Ha IOCJCIHO NMpepasrjaeckaaHe HA JIMCTOBKaTa

Ho;[p06Ha I/IH(l)OpMaLII/IH 3a TOBa JICKaApPCTBO € NPEAOCTAaBCHA HA ye6caﬁTa Ha EBpOHCﬁCKaTa ar¢HIus

1o JiekapcTBaTa: http://www.ema.europa.cu.
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IIpunoxenue IV

HayuHnu 3aK/I104eHHs] 1 OCHOBAHHS 32 MPOMSIHA HA YCJIOBHUATA HA pa3pelleHHeTo(dTa) 3a
ynorpeoda
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Hayunmu 3aKi104eHust
IIpensun onensunus nokiag Ha PRAC otnocHo [TA/Ib 3a myitokceTrH, HAyYHUTE 3aKIIIOUCHHUS Ca,
KaKTO CIIef[Ba:

C ornen Ha HATUYHUTE JAHHM 33 HeBpoJjenTudeH ManurHed cuuaapom (HMC) u ctpecora
KapIHOMHOTIATHS (TaKoIly00-KapIHOMHOTIATH) OT INTEpaTypaTa, CIIOHTAaHHU ChOOIICHMS,
BKJTFOYHTEITHO B HIKOM CIIyYaH C TACHA BpEMEBa BPh3Ka, N3Ue3BAHE Ha PeaKITUATa MpU
MPEYyCTaHOBSIBaHE Ha MPIJIOKEHUETO Ha JICKAPCTBOTO H/VITM TIOBTOPHA HEWHA TOSBSBA CIIE]T
BBH3CTAaHOBSIBAHE HA TpUEMa, U C OTJIE/ Ha IPaBJIoNo100eH MeXaHn3bM Ha neiictBue, PRAC cuwnra, ge
MIPUYIUHHO-CIICICTBEHATA BPh3Ka MEXKIY IyJIoKceTHH 1 NMS 1 cTpecoBaTa KapIruOMHOIIATHS
(Takoiy00-KapJUOMHUOIIATHS ), HAH-MaJIKOTO € Bb3MOXKHO Ja chiecTByBa. PRAC 3akmirodaBa, ue
MPOAYKTOBaTa HH(OpMAIU Ha MPOAYKTUTE, ChABPIKAIIM TyJIOKCETHH, TPsIOBa J1a ObJe CHOTBETHO
W3MEHEHA.

Crnen karo pasriiena npenopbkara Ha PRAC, CHMP ce chriacsiBa ¢ oOmuTe 3akiItoueHus 1
OCHOBaHUsTa 3a mpenopbkara Ha PRAC.

OcHoBaHus 32 NPOMSIHATA HA YCJIOBUSATA HA pa3pelieHHeTo(sATa) 3a ynorpeda
B®3 ocHOBa Ha Hay4yHHTE 3aKI0YeHus 3a qyjokceTnH CHMP cuuTta, ue ChOTHOLIEHMETO M0JI3a/PUCK
3a JIeKapcTBEeHUA(UTE) MPOAYKT(H), ChAbpIKAI(H) AYTOKCETHH, € HEIIPOMEHEHO C MPEII0KEHNUTE

NPOMEHH B MTPOAYKTOBATa HHPOPMAITHSL.
CHMP npenoppuBa npoMsiHa B YCIOBHUTA Ha pa3pelieHUETo(sTa) 3a ynoTpeoa.
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