INPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOJAYKTA



1. HNME HA JIEKAPCTBEHUS ITPOAYKT
Hynokcernn Viatris 30 mg TBBpIY CTOMAIIHO-YCTOWYNBH KarCyJu

Hynokcerun Viatris 60 mg TBpAN CTOMAIIHO-YCTOWYMBH Karcyu

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

30 mg xancyau

Bcesika kancyna ceappika 30 mg nynokcetuH (duloxetine) (kaTo XuAPOXIOPHN).
Tomowno(u) sewgecmso(a) ¢ uzeecmno Oelicmaue

Bcsika kancyna ceabpika 62,1 mg 3axaposa.

3a IBJIHUAT CIIUCHK Ha TIOMOITHHUTE BEIIeCTBA BUKTE TOUKa 6.1.

60 mg xancyau

Bcesika kancyna ceappka 60 mg nynokcetuH (duloxetine) (kaTo XuAPOXIOPHN).
Tomowno(u) eewgecmso(a) ¢ uzeecmmno Oelicmaue

Bcska kancyna ceabpika 124,2 mg 3axaposa.

3a OBIHMST CIIUCHK Ha MOMOIIHUATE BEIECTBA BUKTE TO4Ka 6.1.

3. JIEKAPCTBEHA ®OPMA
TBBpAa CTOMAIIHO-yCTOWYMBA KaICya

30 mg xancymau

TBBpIa CTOMANTHO-YCTOMYMBA KaTCyia, MpuOIM3uTe Ho 15,9 mm, ¢ Hempo3padyHO CHHBO Karave u
HETIPO3padHo 0510 TsUT0, ¢ HamedaTad 3matuct Haanuce “MYLAN “ mHag “DL30“ BppxXy KamaveTo u
TAJIOTO.

60 mg kancynu
TBBpAa cTOMAIIHO-YCTONYMBA KaTCyJia, TpUOIU3UTENHO 21,7 mm, ¢ HEMPO3pauHO CUHBO Karmayue u

HEMPO3pavHO KBITO TS0, ¢ HareuaTaHn Osut Haammce “MYLAN “ mHag “DL60* BppXy Kanmadero u
TSUIOTO.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHUYHH NOKA3AHUSA

JleueHue Ha roysIMO IENPECUBHO Pa3CTPOIMCTRO.
Jleyenue Ha nuabeTHa nepudepHa HEBpomaTHa OOJKa.

JleyeHne Ha TeHEPATU3UPAHO TPEBOKHO Pa3CTPOUCTBO.

HynokcernH Viatris € mokas3aH Ipu Bb3pacTHH.
3a mombIHATETHA HHGOPMAIHS BIDKTE TOYKa 5.1.



4.2 Jlo3UpOBKA M HAYMH HA MPUJIOKEHHE

2 !OSI/I[ZOBKa

Tonsamo denpecuero pazcmpoticmeo

Hauannara u npenopprunTeHATa TOIABpXKAIIA 1032 € 60 mg BeIHBXK THEBHO, ChC WK 0e3 XpaHa. B
KJIMHUYHY MPOYYBAHHS Ca OLCHABAHU OT IJIe/IHA TOYKA Ha 0€30MacHOCTTa 103U HaJ 60 mg BeIHBK
JTHEBHO, JI0 MakcuMalHa j1o3a 120 mg BenHBK JHEBHO. Bhrpeku ToBa, HIMa KIIMHUYHU
JTOKa3aTeJICTBa MPEATOIaraiiy, e MalueHTHTe HEOTTOBOPMIIN Ha HadalHaTa MPEeNnophunTelHa 1032
MoOraT Jla IMaT oj13a OT MOKaYBallo TUTPUPaHe Ha Jj03aTa.

OOWKHOBEHO TepareBTUYCH OTTOBOP ce HabmoaaBa cien 2-4 ceMUIH JeUeHHe.

3a na Obe MpeAOTBpPATEH PELUINB, ClIe] KOHCOIUANPAaHE Ha aHTUACTIPECUBHHS OTTOBOP CE
MpenopbyBa JCUCHUETO J1a TPOIBIDKU HIKOIKO Mecena. [Ipu maiueHTH, KOUTO Ce MOBIUABAT OT
JICYCHUE C JYJIOKCETHH M UMAT aHaMHe3a 33 IOBTOPHH SH30/I1 Ha TOJIsSIMa JISTPECHs, MOXKeE Jia ce
B3€Me I10]] BHUMAaHHE MI0-HATATBIIHO JIBJITOCPOYHO JIedeHHE ¢ 103a oT 60 mg 10 120 mg/nHeBHO.

Tenepanusupano mpegosicHo pascmpoucmeo

[IpenoprunTennaTa HadagHa 4034 MPU TAITUEHTH ¢ TEHEPATU3UPAHO TPEBOKHO pa3CcTporcTBo € 30 mg
BEJIHBXK JIHEBHO ChC WK Oe3 XpaHa. [Ipu manueHTH ¢ He3a10BOJUTENIEH OTIOBOP J103aTa TPsOBa Jia ce
yBennan 1o 60 mg, KoeTo e oOnvaiHaTa MO IbpIKAINA 1032 TIPY TOBEUETO MAIMEeHTH.

[Ipu marmenTn ¢ KOMOPOUAHM TOJIEMHU ACTIPECUBHY €MTM30/1M HadajHaTa ¥ MOAIbpIKaIaTa 1032 €
60 mg BeAHBK AHEBHO (MOJIS, BUXKTE CBHIIO MPETNOPBHKUTE 32 J03HUPaHE IO-TOpE).

Ho3u 1o 120 mg qHEeBHO ca ImoKa3aiy, ue ca e)eKTHUBHH U ca OICHSIBAHU C OTJIe] Ha O€30IMacHOCTTa
NIpU KJIMHUYHU NIpoyuBaHus. CleaoBaTenHo, MPU NallMeHTH ¢ He3aI0BOJIUTENIEH OTroBop a0 60 mg,
yBenmdenue 10 90 mg uinu 120 mg Moxe 1a ce uMa npeaBHl. Y BEIUYCHUETO Ha J1o3aTa TpsiOBa fa e
BBH3 OCHOBA Ha KJIMHUYHUS OTTOBOP M IIOHOCHMOCT.

Crnen KOHCOTMAMPaHE Ha OTTOBOPA, C€ MPEMOphYBa J]a C€ MPOIBIKU JICYSHHETO 32 HAKOJIKO Mecella,
3a J1a ce M30ETHE PEITUINB.

Huabemna nepugpepna negponamua 601xa

Hawanmnara n npenoppunTeHaTa MOAIBpIKaIIa 103a € 60 mg BeTHBK JHEBHO, ChC WM Oe3 XpaHa. B
KJIMHAYHY TIPOYYBAHMSI ca OIICHSIBAHU OT IJICIHA TOYKa Ha 0€30macHOCTTa 103U Haja 60 mg BETHBK
JTHEBHO, 10 MaKkcuMaiHa 103a 120 mg JHeBHO, MPUIIOKEHA KaTO PABHO pa3IeICHU IPUEMH.
[11a3mMeHnTE KOHIICHTPAIUY Ha TyJIOKCETHH MIPOSBSABAT TOJISIMAa UHTEPUHINBUIyaTHA BapHaOUITHOCT
(Bk. Touka 5.2). CinemoBarenHo, Ha HAKOHU IMAMEHTH, KOUTO ca OTTOBOPHIIA HE3a0BOJIMTEIHO Ha
60 mg, Morar /1a ca MoJIE3HH MO-TOJEMH J03H.

OTroBOpbHT KbM JICUCHHETO TPsIOBa 11a ObJIe OleHsIBaH ciieq 2 Mecena. [1pu manueHTr ¢ HeAO0CTaThIHO
ITHPBOHAYATHO MTOBIUSABAHE € MAJIKO BEPOSTEH JOMIBIHUTEIICH OTTOBOP CJIE] TO3H MEPUOI.

TepaneBTuuHarta nomnsa TpssOBa Ja ObJe MpeoLEHsIBaHa PErYJSIPHO (TIOHE HA BCEKH TPU Mecela)
(B%. TOuKa 5.1).

Cneyuannu nonynayuu

Hayuenmu 6 cmapuecka 8v3pacni

[Ipu nauuenTy B crapyecka Bb3pacT HE ce IPENopbhuBa alaNTUPaHEe HA 103aTa €AUHCTBEHO Bb3
OCHOBA Ha Bb3pacTTa. Brrnpeku ToBa, HOJOOHO HA BCEKH JIEKAPCTBEH MPOAYKT, CE M3UCKBA BHUMaHUE
KOTaTo ce JIeKyBaT MallMeHTH B CTapuecka Bb3pacT, ocodbeHo ¢ 120 mg lynokcetun Viatris JHEBHO
IpU TOJIEMH ACTPECUBHH €IU301 WK I'eHEPATU3UPAHO TPEBOXKHO PAa3CTPONUCTBO, 3a KOETO UMa
OTpaHWYeHHU JaHHU (BX. Touka 4.4 u 5.2).



YepnoopobHo vepesicoane

HynokceruH Viatris He TpsiOBa Aa ce U3MO3Ba MPH MALMEHTH ¢ YepHOAPOOHO 3a00IIs1BaHe, JOBEIO 10
4epHOIPOOHA HEJOCTATHYHOCT (BXK. Touka 4.3. u 5.2).

Bvbpeuno yepecoane

He e HeoOxonnMo KopurupaHe Ha J[03aTa IpH MAIMEHTH C JIeKa 10 yMepeHa Ob0peuHa AuchyHKITHS
(xpearuauHOB KiMpbHC 30 10 80 ml/min). lynokceruH Viatris He TpsiOBa Jia ce U3MOI3Ba MIPH
NalKeHTH C TeXKOo OBOpeyHo yBpexkaaHe (KpeaTHHUHOB KIupbHC <30 ml/min; Bx. Touka 4.3).

He()uamz)uqﬂa nonyaayu:

JlynokceTrH He TpsAOBa Ja ce U3MO3Ba MPH Jela ¥ IOHOIIH Ha Bh3pacT Moj 18 roquHu 3a edeHune Ha
TOJIIMO JACTPECUBHO PAa3CTPONCTBO, IMOPaan CHOOpaKeHMS 3a O€30TMaCHOCT M €(PUKACHOCT (BIK.
touka 4.4,4.8 u 5.1).

bezomacHocTTa ¥ epuKacHOCTTa Ha AYJIOKCETHH 3a JIeUeHNE Ha TeHEPAIM3UPAHO TPEBOKHO
pa3CTPOMCTBO MPpHU MEAUATPUIHH MAIIMCHTH HA BB3pacT 7-17 ronuHu He ca ycTaHOBeHH. JlocThIHUTE
TMOHACTOSIIEM JaHHH ca onucany B Touka 4.8, 5.1 u 5.2.

be3onacHocTTa M ehUKaCHOCTTa Ha TyJIOKCETHH 3a JICUCHHE Ha quadeTHa repud)epHa HEBpoIaTHA
0orka He ca m3cieaBaHu. JIumcsar JaHHU.

Ilpexvceane na newenuemo

TpsabBa na ce n304area psa3ko mpexbeBane. Korato ce npexbeBa nedenue ¢ Jlyinokcetu Viatris, go3ara
TpsiOBa Ja Objie HaMalIIBaHa MIOCTEIICHHO 3a MEePHOJ] OT MMOHE €{HA JI0 JIBE CEIMUIIH, 32 J]a C& HaMallu
pHUCKa OT peakluy Ha OTHeMaHe (BXK. Touka 4.4. 1 4.8). AKO clie[l HaMaJsiBaHe Ha J103aTa UK MPU
MIPEKHCBAHE HA JICUCHUETO CE MOSBIBAT CHMIITOMU Ha HEMTOHOCUMOCT TPSOBa Ja c€ MMa MPEaBHUI
MIOJHOBSIBAaHE Ha Ha3HAUYEHATA MPEAM TOBA J03a. BriocneacTBue, TEKapsAT MOXKE J1a TPOABIIKH 1a
HaMaJjigBa J1o3aTa, HO IIO-IIOCTENEHHO.

Hauwny »Ha npuioxeHue

3a mepopaHo MPUIIOKEHUE.
4.3 IIpoTuBomoKa3aHUsA

CBpPBXUYYBCTBUTEIHOCT KbM aKTHBHOTO BEIECTBO WIIM KbM HSKOE OT IIOMOIIHHTE BELIECTBA,
n30poeHu B Touka 6.1.

EnnoBpemennoTo nmpuioxenue Ha Jlynokcetnn Viatris ¢ HeCeEKTUBHH, HEOOpAaTUMH HHXHOUTOPH Ha
MoHOaMHHOOKcHAa3aTa (MAO-HHXUOUTOPH) € MPOTUBOIIOKA3aHO (BXK. ToUKa 4.5).

YepHoapoOHO 3a00I1BaHe, BOJIEIIO 10 YEPHOAPOOHO yBpexkaaHe (BXK. ToUka 5.2).

HynokcetuH Viatris He TpsiOBa Aa ce mpuiara B KOMOMHALUS ¢ (IIyBOKCaMUH, LUITPOQIOKCAINH HITH
eHokcanuH (T.e. MomHu CYP1A2 uaxuburopn), Thit KaT0O KOMOMHUPAHETO BOJH JIO TIOBHIIIECHH
IUTa3MEHHM KOHIIEHTPALMK Ha AYJIOKCETUH (BX. TOUKa 4.5).

Texko 6b0peuHo yBpexxaane (KpeaTHHUHOB KiIMpbHC <30 ml/min) (BX. Touka 4.4).

3amouBane Ha JiedeHne ¢ J[ymokceTnH Viatris € MpOTHBOIOKA3aHO MPH MAMEHTH ¢ HEKOHTPOJIHpaHa

XUIEPTOHUS, ThH KaTO MOXKE J1a U3JI0XKH MAIUCHTUTE Ha MMOTCHIIUAICH PUCK OT XUIICPTOHUYHA KPU3a
(Bxk. Touka 4.4 u 4.8).



4.4 CroenuajaHu npeaynpexaeHus U NpeANa3sHA MePKH NIPH ynoTpeda

Manus u npunaapuu

JynokcetuH Viatris TpsiOBa a ce mpuiiara ¢ BHUMaHHE TPU MAIMEHTH ¢ aHAMHE3a 32 MaHUs WU C
JIMarHOo3a OUTIOJIIPHO Pa3CTPONCTBO, W/WITH TIPUTIATHITH.

Muapuasa
CrobmaBana € MuapHras3a, CBbp3aHa ¢ TyJIOKCETHH, 3aTOBa IIpeanucBaneTo Ha JlynokceTun Viatris Ha
MALMEHTH C MTOBUILIEHO BPTPEOYHO HAJISTAHE WJIM TAKMBA C MOBUIIEH PUCK OT OCTPA TACHOBI'bIHA

riiaykoma TpSI6Ba Ja CTaBa C BHUMAaHUC.

KD’LBHO HaJsAraHe ¥ CbpJA€YHa 4YE€CTOTa

[Ipu HIKOM MALMEHTH YJIOKCETHH CE€ CBBbP3Ba C MOBHUILIABAHE HA apTEPUATHOTO HAJSTaHEe U KJIMHUYHO
3HaYMMa XUNepToHus. ToBa MoXke J1a ce IBJKU Ha HOpaJpeHepruIHus e(heKT Ha {yJTIOKCETHH.
JoknanBanu ca crydyau Ha XUIEPTOHUYHHN KPU3H, 0COOEHO TPH MAIEHTH ChC CHIECTBYBAIa BeUe
XHUIIEPTOHUS. 3aTOBA [IPU MALUEHTH C yCTAaHOBEHA XUIIEPTOHUS U/WIH APYTO ChPICUHO 3a00JIABaHe ce
npenopbyBa NpociesaBaHe Ha apTePHATTHOTO HAATaHe, 0COOCHO 0 BpeMe Ha ITbPBHS Mecell
neyenue. [lyiokceTrH TpsaOBa 1a ce U3M0J3Ba ¢ BHUMaHUE MTPU HallMeHTH, YUETO ChCTOSIHAE MOXKE J1a
ce BJIOLIM OT MOBHUILIABaHE HAa ChPACYHATA YECTOTA MJIM OT [TOKayBaHe Ha apTEPUAIIHOTO HAJIATAHE.
JynokceruH Tpsi0Ba 1a ce npuiara BHUMAaTEIIHO U € JIEKAPCTBEHH IPOLYKTH, KOUTO MOTaT J1a
HapyIIaT HETOBH MeTaboMM3bM. (BK. TouKa 4.5). [Ipu manyeHTH ¢ NepCcucTHpaIo MOBUIIIEHNE Ha
KPBBHOTO HaJIITaHE 110 BpEME Ha IpHeMaHe Ha JYJIOKCETHH TpsiOBa ja ce 00ChI MOHMKAaBaHE Ha
JI03aTa WM MTOCTETICHO TIpeKpaTsIBaHe Ha JiedeHueTo (Bxk. Touka 4.8). [Ipu marueHTH ¢
HEKOHTPOJIMpPaHa XUIIEPTOHNA He TPSAOBa Jla Ce 3a1o4Ba JeueHne ¢ AyJIOKCEeTHH (BXK. Touka 4.3).

Br0Opeuno yBpexaane

[loBuiIeHn MIa3sMeHN KOHIEHTPALUH Ha TyJIOKCETHH ca HaOIr0JaBaHH NPH MAllUEHTH C TEKKO
0B0OpeyHO yBpeXIaHe, MOAJOKEHH Ha XeMoauanu3a (KpeaTHHUHOB KiMpbHC <30 ml/min). 3a
MAIAEHTH C TEKKO OBOPETHO yBpeKIaHe BIKTE Todka 4.3. 3a nH(opMaIius o OTHOIIICHUE Ha
MAIMEHTHUTE C JIeKa JI0 yMepeHa ObOpeuHa HeIoCTaThYHOCT BHKTE TouKa 4.2.

CepOoTOHHHOB CHHAPOM/HEBPOJICITUYEH MAIUTHEH CHHIPOM

Kakro mpu nedyenue ¢ Apyru cepoTOHWHEPTUYHH JIEKAPCTBEHH CPEACTBA, TaKa U NPH JICUECHHE C
IOYJOKCETHH MOXKE /12 HACTBIIN CEPOTOHUHOB CHHAPOM HJIM HEBPOJICNTUYCH MAJIUTHEH CHHAPOM
(HMC) — emHO BB3MOXKHO KHBOTO3aCTpAaIIaBaIlo ChCTOSHHUE, 0COOSHO NP eTHOBPEMEHHA yIoTpeba
Ha JPYTH CEPOTOHMHEPTHYHH JeKapcTBeHH cpeacTBa (Bkimountenno SSRIs, SNRIs, Tpunuknmaaun
aHTUACTIPECAHTH, ONHONIH (KaTo OynpeHOP(UH UM TPUNITAHH)), C JIGKAPCTBEHH CPEACTBA, KOUTO
HapyIaBaT MeTaboIn3Ma Ha CepOTOHMHA, KaTO MA O-HHXUOUTOPH, WK C aHTUIICUXOTUYHHU
JIEKapCTBEHU CPEACTBA WIH JAPYTH JONAMHHOBU aHTarOHUCTH, KOETO MOJKE J1a TIOBJIHsIE Ha
CEepOTOHMHEPTUUHUTE HEBPOTPAHCMUTEPHHU CUCTEMHU (BXK. Touka 4.3 u 4.5).

CUMITOMH Ha CEpOTOHMHOBHSI CHHIIPOM MOXE Jla ca IPOMEHHU B IICUXWYHUS CTaTyC (Harp., Bb30ya,
XaJIIOIMHALIMH, KOMAa), BETeTaTUBHA HECTAOMIHOCT (HaIIp., TAXUKapaus, KoeOaHusl Ha KPbBHOTO
HaJIATaHe, XUIIEPTEPMHUS ), HEPBHO-MYCKYIIHU HapyIIeHus (Hatmp., Xxuneppediiekcus, Iumca Ha
KOOPAHWHAIINSA) /WM CTOMAITHO-IYPEBHU CUMITTOMU (HATIp., TaJeHe, OBPBINAHE, JTHAPHS).
CepoTOHMHOBHAT CHHIPOM B Hali-TexKara cu opma Moxe Ja Harogobsssa HMC, koliTo BKIIrOUBa
XUIEPTEPMUSl, MYCKYJIHA PUTHTHOCT, TIOBUIIICH HUBA HAa CEpyMHA KpEeaTHH KHHAa3a, aBTOHOMHA
HECTaOMITHOCT C Bh3MOXKHA Obp3a QUIyKTyanus Ha )KU3HEHUTE MOKa3aTeNd M MPOMEHHU B IICHXUYIHOTO
CBCTOSIHUE.

Axo CAHOBPEMCHHO JICYCHHUC C NYJIOKCETHUH U APy CepOTOHI/IHepFI/I‘lHI/I/HCBpOHCHTI/I‘IHI/ITG
JICKapCTBCHU CPEACTBA, KOUTO MOraT Jia NOBJIUAAT HA CCPOTOHUHEPTUIHHNUTE W/unu



JAOMaMUHCPIUYHUTC HEBPOTPAHCMUTECPHU CUCTEMHU, € KIIMHUYHO OIIPpaBJaHO, C€ NPCIOpbHUBa
BHHUMATCIHO Ha6J'IIOZ[€HI/I€ Ha IManueHTHUTE, 0CO0€EHO IIpU 3al1I0YBAHC HA JICUCHUCTO U MMOBHUIIABAHCTO
Ha Jo3ara.

Koar kagTapuoH

[To BpeMe Ha eTHOBpEMEHHOTO MpHiIoKeHHe Ha JlynokceTnH Viatris ¥ paCTHUTEIHH JIEKAPCTBEHH
NPOLYKTH, ChABPIKAILY KBIAT KaHTapuoH (Hypericum perforatum) MOe J1a ca TI0-4€CTH HeKeJlaHUTe
peaKuy.

CamMoyOuiicTBO

Tonsamo denpecusno pazcmpoucmeo u 2eHeparu3upano MmpesoNCHO Pa3CmMpoucmeo

JlenpecusiTa ce CBbpP3Ba C MOBHIIICH PUCK OT MUCIH 32 CAaMOYOUIICTBO, CAMOHAPAHSIBAHE H
caMOyOUHCTBO (CYHIIUA-CBBP3aHu ChOUTHS). PUCKBT ce 3ama3Ba /10 HACTHIIBAaHE HAa 3HAYMMA PEMUCHSL.
Toit KaTo MOAOOPEHUETO MOJKE J]a HE HACTHITH 110 BpeMe Ha IIbPBHUTE HAKOJIKO CEAMHUITH JICUCHHIE HITH
MoBeYe, MalMeHTUTE TPsiOBa f1a ObAT MPOCIECIIBAaHN BHUMATEIIHO 10 HACTHIIBAHETO HA TTOT00HO
notoOpenue. OO KIMHUYEH OIUT €, Ye PUCKBT OT CaMOYOHMIICTBO MOXKE Jla C€ TIOBHIIH MPE3 PAHHUTE
eTany Ha Bb3CTAHOBSIBAHE.

Jpyry CUXUYHU pa3cTpONCTBa, 3a KOUTO ce npeanucsa [ynokceTun Viatris, Moxke ChIIO Ja ca
CBBP3aHHU C IIOBHUILEH PUCK OT ChbOUTHUS, CBBP3aHU ChC caMOyOuiicTBO. B nombiHeHue, Te3u ChbCTOSHUS
MOJKE J1a ca KOMOPOUIHHU C TOJISIMO JETIPECUBHO pa3cTpoiicTBo. Ciie0BaTETHO ChIIUTE PEANIa3HU
MEpKH, CIIa3BaHU NPH JICYCHHE Ha MallMeHTH C TOJISIMO JETIPECUBHO Pa3CTPONCTBO, TPsAOBa 11a ce
Cra3BaT M [IpH JICUEHUE Ha NMAIMEHTH C JPYTHU NCUXUYHH Pa3cTPONCTBA.

[TarmenTn ¢ anHaMHe3a 3a CyMIIMA-CBBP3aHN CHOUTHS WIIM TaKUBA, MPOSBIBAIIN 3HAYNTETHA CTETICH Ha
CYMILIUHA MUCIIHU IIPEIU HAYAJIOTO HA JICUEHUETO, € U3BECTHO Ja €A C II0-BUCOK PUCK OT CYHLIUIHU
MUCITY WM CYWIIIHO TIOBEACHHUE U TPsOBa /1a MOIydaT BHUMATEIHO HAOJIOACHUE IO BpeMe Ha
JedeHneTo. Mera-aHainu3 OT I1anedo KOHTPOJIMPAaHH KIMHUYHN U3MUTBAHUS C JIEKapCTBEHU
MPOAYKTHU - AHTHJICIIPECAHTH [IPU IICUXUYHU HAPYLIEHUS II0Ka3Ba YBEIUYEH PUCK OT CyULIUTHO
MOBEJICHUE NIPH AaHTUICTIPECAHTUTE B CPaBHEHHE C IJ1ale00 MpH NalMeHTH N0 25 TOAUIIHA Bb3pacT.

CpoOmmaBanu ca caydad Ha CyUIMIHN MUCIH U CyHIIHIHO ITOBEACHHE 110 BPEME Ha JICUECHHE C
JTYJIOKCETUH WM BeHAra cjej IpeKpaTsBaHe Ha JIEYeHHETO (BXK. Touka 4.8).

MenukaMeHTO3HOTO JICYCHHE TPSIOBA 1a ¢ CHITHPTCTBA OT BHUMATEITHO MPOCIIEAIBaHEe Ha TAI[ICHTUTE
Y Hail-Be4e Te3M C BUCOK PUCK, 0COOCHO B HAYAIOTO HA JICYCHUETO U TIPU MPOMSIHA Ha J103aTa.
[NarmenTute (1 TE3U, KOUTO CE TPIIKAT 3a MANMEHTH) TPIOBa 1a ObJaT MOATOTBEHH 32 HYX/aTa OT
MpOCIIesBaHe 3a IM0sBa Ha BCSIKO KIIMHIUYHO BIIOMIABAHE, CYHIIMTHO MTOBEIEHNE U MUCIH 1 32
HEOOWYalHU TIPOMEHHU B TIOBEJICHUETO M, aKO MMa TaKUBA CUMIITOMH, HE3a0aBHO J1a ObJIC MOThCEH
JIEKapCKU ChBET.

Jluabemna nepugepna negponammna 601Ka

Kakro ¢ npyru nexkapcTBeHH NIPOLYKTH C MOJ00HO (hapMaKoJIOTHYHO JieiicTBUE (aHTHACTIPECaHTH) ca
ChOOIIABaHU OTIEJIHH CIy4Yau Ha CyWLMIHH UAEU U CYUIIUIHO IOBEACHHUE IO BPEMe Ha JICUCHHUE C
IYJIOKCETHH MM BeHAra cjell mpeKkpaTsiBaHe Ha jeueHneTo. OTHOCHO PUCKOBH (DaKToOpH 3a
CYWULMIHOCT IIPH ACTIPECcHs, BUKTe mo-rope. Jlekapute TpsOBa Ja HackpyaBaT NalyueHTUTE MO BCAKO
BpeMe J1a ChoOIIaBaT 3a BCAKAKBU ThXHU MHUCJIH WM YyBCTBA.

Ynorpeba nmpu ela ¥ F0HOMIM 0o 1 8-ToauIIHa BB3pacT

JymokcernH Viatris He TpsOBa 1a ce M3II0I3Ba 3a JICUCHHUE Ha JeTia | FoHoIH 1o 18 roaumniaa
BB3pacT. CyHIMIHO MoBeIeHHe (CYULIUIHI OIIUTH U CYUIIUIHN MHUCIH), U BPaXXAEOHOCT (IPeANMHO
arpecusi, OIIO3UIMOHHO MOBEICHUE U THAB) ca HAONIOIaBaH! B KIMHUYHU [IPOYUYBAHUS 1O-UECTO MPH
Jena ¥ MoApacTBally, JIGKyBaH! C aHTHIACTIPECAHTH, B CPAaBHEHHUE C TE3H, JIEKYBaHH ¢ Iianeto. AKo,
Bb3 OCHOBA Ha KIIMHIYHA HYX/1a, HE3aBUCHMO OT TOBa C€ B3€ME pEIIeHHE 3a JICUCHNE, TallueHTUTE



TpsiOBa BHUMATEIHO Ja ObJaT MpOoCiesIBaHH 32 M0sABA Ha CYUIIMIHH CUMIITOMH (BX. Touka 5.1). B
JOIIBJIHEHHUE, NIPH /Il U IOHOIIH JIMIICBAT ABJITOCPOYHH MIPOYUBAHUS 32 O€30MIaCHOCT IO OTHOIIEHHUE
Ha pacTeX, Ch3psABaHe M KOTHUTHBHO U MOBEIEHYECKO pa3BUTHE (BXK. TOUKa 4.8).

KpbBousnupu

HmMa choOIIeHHS 32 aHOMAJTHU KPhBOTCUCHHS, KATO €KXUMO3H, IMypITypa U CTOMAIITHO-YPEBHO KbPBEHE
C MIHXUOUTOpPUTE Ha 0OPAaTHOTO 3axBaiaHe Ha cepoToHuHa (SSRIs) u mHXMOUTOPUTE HA OOPATHOTO
3axBalane Ha cepoToHuH/HopaapeHaand (SNRIs) , BKIIoIUTETHO TyIOKCeTHH. [IyITOKCETHH MOKe Aa
MIOBHIIIM PUCKa OT MOCIIEPOIOBO KphBOTEUECHUE (BK. TOUKa 4.6). [IpenopbuBa ce BHUMaHUE NMPU
MAIMCHTH, IPUEMAIld aHTUKOATYJIAHTH H/HJTH JISKAPCTBEHU TPOIYKTH, 32 KOUTO € U3BECTHO Ye,
noBnusBaT TpombonuTHaTa pyHKIuMs (Hamp., HCIIBC unn aneruncanunmiosa kucenuna (ACK))
TIPH TTAITUEHTH C U3BECTHA TEHACHINSI KbM KbpPBEHE.

XUMOHATPUEMHUS

[pu npunarane Ha JlynokcetuH Viatris € ch00IIaBaHa XHITOHATPUEMUS], BKIIFOUYUTEIHO CIIy4au ChC
cepyMeH HaTpuil mo-HUCHK OT 110 mmol/l. XunoHnatpuemusita MOXe Jla c€ AbKU Ha CUHIPOM Ha
HeaZleKBaTHA cekpenus Ha antuanypetrndeH xopmoH (CHA/JIC). [ToBeueTo cimydan Ha XAITOHATPHEMHUSI
ca ChOOIIaBaHU MU MAIMEHTH B CTapUecka Bb3pacT, 0COOCHO B KOMOWHAITUS CHC CKOPOIITHA
aHaMHEe3a 3a WM HaJWYue Ha ChCTOSHUE, MTPEIPa3Ioiaraiio KbM MIPOMEHU BbB BOJHHUSI OaJlaHC.
Heobxoaumo e BHIMaHWE TPY TAIIMEHTUTE C TIOBUIIIEH PUCK OT XUMTOHATPUEMHS; KaTO TAKHBA B
cTapyecka Bb3pacT, MAIMeHTH C P03, JeXUAPATHPAHH MAIlMEHTH WIH MAIUeHTH Ha JISYeHNE C
JAYpPETHUIIN.

IIpeycraHoBsiBaHE HA JICYCHUETO

CumnToMHTE Ha OTHEMaHE Ca YeCTU MPH MIPEKbCBaHE Ha JICYSHUETO, OCOOCHO B CIlyyauTe, KOraTo
MIPEKbCBAHETO Ce M3BBPIIBA Ps3KO (BK. Touka 4.8). B KIMHUYHO TpOyYBaHe HEKEIaH!U ChOUTHS
HaOJII0aBaHy MIPH PSA3KO MPEKbCBAaHE HA JIEUYSHHETO ca JOKIaABaHU PpU 0KoJIo 45% OT marueHTuTe
nekyBaHu ¢ Jlynokcerun Viatris u npu 23% OT nanueHTHTe IprueMay miane6o. PHCKBT OT cumnromMu
Ha oTHeMaHeTo HaOmogaBanu npu SSRI’s 1 SRNI’s moxe 61 3aBHCH OT MHOXECTBO (aKTOpH,
BKITFOUMTEITHO MTPOABIDKATEITHOCT U IO3WPOBKA HA JICYCHUETO M CTETIEH Ha HaMalsgBaHe Ha J103aTa.
Haii-gecTo Habmro1aBaHUTE peaKIMK ca MOCOYEHHU B Touka 4.8. OOMKHOBEHO, CHMIITOMHUTE Ca JIEKH 10
YMEPEHH, BBIPEKH, Ye MPH HIKOU OT MAHEHTHTE Te MOXe Aa ObAAT TeXKKH [0 HHTEH3UTET. Te
0OWMKHOBEHO BH3HMKBAT B PAMKHTE Ha ITbPBUTE HAKOJIKO JHU OT MIPEYCTAHOBSBAHE HA JICUEHUETO, HO
ca JIOKJIaJBaHU M PENIKH CITydad Ha TaKMBa CHMITOMH Y MAIMEHTH, IPOITyCHAJH /103a 110
HeBHMMaHKe. KaTo 110, Te3u CHMOTOMH ca caMOOTpaHUuaBaIly ce 1 OOMKHOBEHO MPEMHUHABAT B
pamKuTe Ha 2 CeMHMIIM, HO IPY HIKOW WHIMBHIN, T€ MOXKE JIa ca HaJMIIe o-IbJTo (2-3 Mecena u
noBeue). ETo 3ar1o, ce mpernoppryBa MOCTEIEHHO HaMalIsIBaHEe Ha /103aTa Ha TyJIOKCETHH MPH
MIpeyCTaHOBSBaHE Ha JICUEHUETO B paMKUTE Ha HE M0-MaJIKO OT 2 CEIMUILH, B 3aBUCUMOCT OT
MOTPEOHOCTHTE Ha MarueHTa (Bxk. Touka 4.2).

TlanmenTH B cTapyecka Bb3pacT

Jannwure 3a yrotpeba Ha 120 mg JlymokcetnH Viatris Ipy MaliMeHTH B cTapyecka Bh3pacT C TOIsIM
JETPEeCUBEH €MU30/] U TeHEPAIN3UPAHO TPEBOKHO Pa3CTPONCTBO Ca OrpaHUuEHH. 3aTOBa, JICUCHUETO
Ha MalMeHTH B CTapyecKka Bb3pacT C MaKCUMallHa J03a TpsiOBa 1a cTaBa ¢ BHUMaHue (BX. Touka 4.2 u
5.2).

AKaTn3UA/ICUXOMOTOPHO OE3II0KONCTBO

Ynorpebara Ha JTyTOKCETHH C€ CBHP3Ba C pa3BUTHE HA aKaTU3HsI, XapaKTepU3upania ce ¢ CyOCeKTUBHO
HCMPUATHO W U3TOUIUTCIIHO 6€3HOKOﬁCTBO " HYyX/Ja OT YCCTO ABUIKCHUEC, CHIIPOBOJACHA OT
HECTIOCOOHOCT 3a CeJICHE M CTOCHE Ha €THO MACTO. TOBa € M0-BEpPOSTHO JIa CE MPOSBU B PAMKHTE Ha
MBPBUTE HIKOJKO CEIMHIIU OT JieueHHeTo. [Ipu ManueHTyH, KOUTO MOAYYaT Te3U CUMIITOMH,
MOBUIIIABAHETO HA J103aTa MOXKE J1a ObJIC BPEIHO.



JlekapcTBEHU IPOAYKTH, ChAbPKAIIHU JYIOKCETHH

JlyJOKCeTHH ce M3IO0JI3Ba MO Pa3InyHU ThPTOBCKH MapKH 3a HSIKOJKO IMOKa3aHus (JIeYeHUE Ha
nrabeTHa HeBpomaTHa 00JKa, TOJIEMH JISMPECUBHU €MU30,TU, TCHEPATU3UPAHO TPEBOKHO
Pa3CcTPOMCTBO M ypUHHA CTpeC MHKOHTHHEHINA). TpsaOBa na ce m30srBa yroTpedaTa Ha MOBEYE OT
€IIMH OT TE€3H IIPOAYKTH.

XenaTuT/IIOBUIIEHN YEPHOAPOOHN EH3UMU

CroOImaBanu ca Cllydyad Ha YepHOJIPOOHO YBpPEXKIaHE, BKIIFOUUTEITHO TEKKO MOBHUIIICHUE Ha
YepHOAPOOHHUTE eH3UMH (>10 MBTH TOpPHATA TPAHUIA HA HOPMATa), XCMATHT U XBITCHUIIA, C
IyJOKCETHH (BXK. Touka 4.8). [ToBe4ueTo OT TSIX HACTBHIIBAT IO BPEMe Ha IBPBUTE MECEIIH JICUCHHUE.
XapakTepbT Ha YePHOPOOHOTO YBPEKIAHE € MPEIUMHO XemaroienyiapeH. JymokceTnH TpsoBa ia
CE U3MO0J3Ba C BHUMAHHUE MPH MAIUEHTH, JIEKYBaHU C APYTH JCKAPCTBEHH MPOAYKTH, CBBP3BAHH C
YBpeKIaHe Ha YePHUS Ipo0.

Cekcyana qucyHKIUsS

CenekTUBHUTE HHXHUOUTOPH HAa 00paTHOTO 3axBaliaHe Ha cepoToHuHa (SSRIs)/mHXuOMUTOpHTE HA
00paTHOTO 3axXBalllaHe HA CEPOTOHUHA U HOpaapeHanuHa (SNRIs) Morar 1a IpUYUHAT CUMIITOMH Ha
cekcyanHa qucyHKOus (Bk. Touka 4.8). FiMa cho01meHns 3a IpoAb/DKUTENTHA CEKCYalHa
JUCcyHKINA, IPU KOSTO CUMITOMHTE IPOIBIDKABAT BHIPEKU IPEKbCBAHETO HA NIPHEMa Ha
SSRIs/SNRI.

IloMomIHM BEIIECTBA

TBBpANTE CTOMAIIHO-YCTOHUMBY Kancynu JynokceTrH Viatris cbABpKaT 3aXapo3a U HaTpHUi.
[TarmenTHTe C peaKu HACIEACTBEHH MPOOIEMHU Ha HETIOHOCHUMOCT KbM (DPYKTO03a, TITFOK030-
rajakTo3Ha ManabcopOLMs WK 3aXapa30o-Uu30MalTa3Ha HeJOCTaTb4YHOCT HE TPsA0Ba Aa IpueMar To3U
JIEKapCTBEH MPOIYKT.

ToBa nekapcTBO ChABPKa Mo-Manko oT 1| mmol Hatpwii (23 mg) Ha Karcyna, T.e. MOXKE JIa Ce KakKe, ue
IPaKTHYECKU HE ChAbPrKa HATPUl.

4.5 BsamMmopeiicTBHe ¢ IPYTH JeKaPCTBEeHM MPOAYKTH M APYTrH (OpMH Ha B3aNMOJeiicTBHe

Muaxuburopu Ha MoHOaMuHO okcuaasara (MAQO-uaxubuTopn)

ITopanu pucK OT CEPOTOHHHOB CHHIPOM, TYJTOKCETHH HE TPSAOBA Ja Ce U3MOA3Ba B KOMOUWHAIINS C
HECEJICKTUBHU, HeoOpaTUMH MOHOAMHUHOOKCHIa3HH HHXUOUTOPH (MAO-HHXUOUTOPH), WU B
pamkuTe Ha ioHe 14 JTHU OT peKbcBaHe Ha JeueHueTo ¢ MAO-unxuburopu. B3 ocHoBa Ha
MOJTY’KUBOTA Ha JYJIOKCETHH, € HEOOXOAUMO J]a U3MHHAT MOHE 5 JIHU e/ criupane Ha J[yIoKceTHH
Viatris u ipeau 3anmouBane Ha MAQO-uaxubduropu (BX. Touka 4.3).

He ce npenopbuBa eHOBpEMEHHOTO MpHiIoKeHUe Ha JlynokceTHH Viatris ChC CEJICKTHBHHUTE,
obparumMu MAQO-uHXHOUTOPH, KaTO MOKIOOeMHU/T (BK. ToUKa 4.4). AHTHOMOTHKBT JIMHE30JIH]T €
obpatum HecenekTuBeH MAO-uHXUOUTOP U HE TPsIOBa Ja ce aBa Ha MAIMCHTH, JIEKYBaHH C
Hynokcerun Viatris (Bxk. Touka 4.4).

Nuxuburopu Ha CYP1A2

Toit kato CYP1A2 e BkitoueH B MeTaOoNM3Ma Ha TyJIOKCETHH, €THOBPEMEHHOTO NPHIIOKEHUE Ha
IyJIOKceTHH ¢ MotHA naxuoutropu Ha CYP1A2 e BeposTHO Aa oBee /1a TO-BUCOKH KOHIICHTPAITHH
Ha jynokceTnH. @myBokcamuH (100 mg BenHBX JHEBHO), MotieH naxuourop Ha CYP1A2, Hamansasa
MIPUBMIHUS MJIa3MEH KIUPBHC Ha TyJOKCETHH ¢ 0Koj0 77% u noBumasa AUCy 6 mbTH. 3aTOBa
Hynokcernn Viatris He TpsOBa /1a ce mpuiiara B KomOuHaius ¢ MomHu naxuoutopu Ha CYP1A2 kato
¢dyBOoKCcamMuH (BX. Touka 4.3).



JlekapcTBeHH OpoaAVKTH, AericTBamy Bepxy LIHC

PucksbT oT ynoTpeba Ha TyJOKCETHH B KOMOMHANus ¢ npyru nonussany [[HC nexapcrBenn
NPOIYKTH HE € CHCTEMHO OIICHSABAH, OCBEH B CIIy4anTe, OMUCAHU B Ta3u Touka. ClieIOBATEIHO ce
npenopbyBa MOBUIIEHO BHUMaHUe, koraTto JlynokceTnH Viatris ce mpuemMa B KOMOHHAIUS C IPYTH
LCHTPAaJIHO HeﬁCTBaIHH JICKaApCTBCHU NPOAYKTHU WJIN BEUICCTBA, BKIIIOYUTCIHO aJIKOXOJI U CCAAaTUBHU
JICKApCTBEHU MPONYKTH (Hamp. O€3HOAMA3ECTIUHU, MOP(PHUHOMHUMETHUIIN, AHTUTICUXOTHUIIH,
(heHobapOuTa, CEAATHBHU AaHTHXHUCTAMUHN).

CGDOTOHI/IHCDFI/I‘IHI/I JICKApPCTBCHU CPCACTBA

B penxu ciaydan € ch0011aBaH CEpOTOHWHOB CHHAPOM TIPH TAITUEHTH, KouTo n3mon3BaT SSRIs/SNRIs
€/THOBPEMEHHO ChC CEPOTOHMHEPTUYHH JIEKapCTBEHHU cpecTBa. [IpenopbuBa ce BHUMaHKE, aKO
JynokcernH Viatris ce U3M0JI3Ba JHOBPEMEHHO ChC CEPOTOHIMHEPTUYHH JICKAPCTBEHU CPEICTBA, KATO
SSRIs, SNRIs, TpUIUKINYHA aHTHACTIPECAHTH, KaTO KJIOMHIIPAMUH WIH aMATPUNTIUIHH, MAO-
UHXUOUTOPH, KATO MOKJIIOOEMU/] MJTH JIMHE30JIU 1, TPUIITAHH, OITMOUIU, KaTo OynpeHopduH, TpamMamo
WM TIETUANH, XBAT KaHTapuoH (Hypericum perforatum) u Tpuntoda (Bx. Touka 4.4).

Ed)eKT Ha NYJIOKCCTHUH BBPXY JAPYI'H JICKAPCTBCHU IMTPOAYKTH

Jlexapcmeenu npodykmu, memabdonuzuparu om CYPIA2
B xnmuHMYHO ipoy4Bane, (hapMakoKHWHETHKATa Ha TeodnauH, cyocTpar Ha CYP1A2 He ce moBmsaBa
3HAYUTETHO OT ChBMECTHOTO MPHIIOKEHHUE C TyNoKceTHH (60 mg qBa IHTH THEBHO).

Jlexapcmeenu npodyxkmu memadonusupanu om CYP2D6

Hynokcerun e ymepen naxuburop Ha CYP2D6. Koraro aynokcetus ce mpmiara B go3a 60 mg nBa
I'BTH JHEBHO C €IUHUYHA J103a Je3urpamuH, koiito ¢ CYP2D6 cyoerpar, AUC Ha ne3unpaMuH ce
yBenu4aBa 3 bTH . CbBMECTHOTO MPUIIOKEHUE Ha AyJokceTuH (40 mg aBa MbTH JHEBHO) MTOBUIIIABA
crarmonapuata AUC Ha tonreponuH (2 mg 18a bTH THEBHO) ¢ 71%, HO HE TIOBIHSBA
(hapMaKOKMHETUKATA Ha HETOBUS aKTUBEH S5-XUAPOKCHII METa0OJIUT U HE CE MPENOphYBa aJaliTUPAHE
Ha nto3ata. [IpemopruBa ce nmoBuiieHO BHUMaHue, ako [lynmokceruH Viatris ce mpuiara eIHOBpeMEHHO
C JICKapCTBEHH MPOAYKTH, KOUTO ce MeTabomu3upat ocHoBHO oT CYP2D6 (pucniepaoH, TPUIMKIHIHA
antunenpecanTd [ TLIA /] kaTo HOPTPUNTHIINH, AaMUTPUNITIIINH ¥ HIMUTIPAMUH) OCOOEHO, aKO TE UMaT
TECEH TEePIEeBTUYCH HHACKC (KaTo (uexanHua, nponad)eHoH U METOMPOION).

Ilepopannu konmpayenmueu u opyeu cmepouoHy npenapamu

Pesynararute oT in vitro mpoy4BaHus OKa3BaT, ye TyJOKCETHH HE MHAYLIMpa KaTaIuTHYHaTa
aktuBHOCT Ha CYP3A. Cneunduyunu in vivo mpoyyBaHus 3a JICapCTBEHU B3aMMOJICHCTBUS HE ca
IIPOBEXXIAHU.

Aumuxoazynanmu u aHmuazpe2anmu

W3nckBa ce NOBUIIEHO BHUMAaHUE, KOTaTo TyJOKCETHH ce KOMOMHMpA ¢ IepopaiHi aTHUKOAryJaHTH
WA aHTHATPETaHTH NOPaJAX MOTEHIIHATHO MTOBHUIIIEH PUCK OT KbPBEHE, KOETO MOXeE JIa ce 00ACHU C
(dhapmakonuHaMu4HO B3aumoercTBie. OCBEH ToBa € ChOOIIaBaHO MOBUIIABaHE HA CTOWHOCTHUTE Ha
INR koraTto Ha manMeHTH, JIEKyBaHU ¢ BapdapHH, ce mpuiiara eITHOBPEeMEHHO 1yJIOKCeTHH. Bee mak,
€IHOBPEMEHHOTO IIpUIaraHe Ha AyJIOKCETUH U BapdapuH Ha 37paBu JOOPOBOJIIH, KaTO 4acT OT
KIMHAYHO (PapMaKOJIOTHYHO MPOYYBaHE, IPH CTAUOHAPHO CHCTOSIHUE HE BOAU 0 KIIMHUYHO
3HaunMa npomsiHa B INR cnpsiMo n3xoaHOTO HUBO WIIK BBB (hapMaKOKHHETHKaTa Ha R- nnnm S-

BapdapuH

Ed)CKTI/I Ha APpYTH JCKAPCTBCHHU NMPOAYKTH BHPXY AYJIOKCECTHUH

Anmuayuonu nexapcmea u H, anmazonucmu

CBHBMECTHOTO MPUIIOKEHUE HA AYJIOKCETUH C aHTHALIUIH, ChABPKAIIM ATYMUHUN U MarHe3uii, Uik Ha
JYJOKCETHH ¢ (haMOTHINH, HIMa 3HAUUM e(DeKT BbpXY CKOPOCTTA MIJIM CTETICHTa Ha pe30pOus Ha
JTyJIOKCETHH CJIeN IPIIOKEeHHE Ha 7j03a 40 mg mepopaiHo.



Hnoyxmopu na CYPIA2
AHanu3u Ha TONYJTalUOHHH (PapMAaKOKHHETHYHH IPOYYBAHUS TOKA3BaT, Y€ MyLIaYUTE UMaT MOYTH
50% 1mo-HUCKH TUIa3MEHH KOIIGHTPAIMK Ha TYJIOKCETHH, B CPABHEHHE C HEITYIIAYNTE.

4.6 @epruauTeT, )PpEeMEHHOCT U KbPMeHe

DepTunurer

B npoy4BaHus npu KUBOTHU IyJIOKCETHH HsAMA ePEeKT BbPXY (PepTHIINTETA IIPH MBKE, a epexTuTe
MIPH JKEHU OYEBHJIHO Ca CaMoO B JI03HU, KOUTO IPUYMHSABAT TOKCUYHOCT 32 MalKaTa.

Bbpemennoct

IIpoyuBaHus ¢ ’KUBOTHH MMOKa3BaT, PEIPOTyKTUBHA TOKCUYHOCT MIPH HUBA HA CUCTEMHA €KCTIO3UIIMS
(AUC) Ha ayNOKCETHH MO-HUCKH OT MaKCHMAJTHATa KIIMHUYHA eKcIto3utys (Bxk. Todka 5.3).

JlBe ronemu obcepBarmonnu npoyusanus (eauo ot CAILl, Brmrousario 2500 OpeMeHHH, C
EKCITO3UIIMSI Ha TYJIOKCETHH MPe3 MbPBUS TpUMECTHP, U enHo oT EC, Bkmousaimio 1500 6pemenHwy, ¢
EKCTIO3UIHSI Ha TYJTOKCETHH TPe3 MbPBHS TPUMECTBP) HE MPEonarat 001l MOBUIIEH PUCK OT TOJIEMH
BpojicHU MandopMali. AHAIN3BT HA KOHKPETHH MandopMaluy, Kato ChbpAeYHH MasihopMaln,
[0Ka3Ba HEYOCIUTEIIHU PE3yITaTy.

B npoyusaneto ot EC e HanpaBeHa Bpb3Ka MEX/1y €KCIIO3ULIUSITA Ha JYJIOKCETHH Ha MalKaTa 1o
BpeMe Ha HampeaHaiza 6peMeHHOCT (110 BCsiko Bpeme oT 20-Ta recTanroHHa CeAMHUIIA 0 PAXKITAHETO) C
MTOBUINIEH PUCK OT MPEKACBPEMEHHO paXKaaHe (MI0-MaJKO OT 2 IbTH, KOETO MPUOIUIUTEITHO
CHOTBETCTBA Ha 6 JIOMBIHUTEIHHU NIpexAeBpeMeHHN paxkaanus Ha 100 xxeHu, Ha Tepamnus ¢
JyJIOKCETHH B HampemHana opemenHocT). [lo-romsmara gacT € Bp3HUKHATIA MEXITy 35 u 36
recTaliioHHa cenMuIia. Ta3u Bpb3Ka He ¢ HaOro1aBana B npoyuBaneto ot CAILLL.

AMEpUKaHCKH JaHHH OT HAOJIOEHUS IIPEIOCTaBAT JOKA3aTEICTBA 3a TIOBHUIIICH PUCK (TI0-MaJIKO OT
2 IBTH) OT MOCJIEPOIOBO KPHBOTEUCHHUE CIIE]T EKCIIO3UIINS Ha TyJTOKCETHH B PAMKUTE HA MECEI] PeIu
paXkIaHETO.

EnmunemuonornaHuTe TaHHM MIpEAToarar, ue ynorpedara Ha SSRIs mo Bpeme Ha OpeMEHHOCT,
0COOCHO B HaIpeIHaIa OPEMEHHOCT, MOXKE Ja MMOBUIIK PUCKA OT MEPCUCTUPAIIA Ty IMOHATHA
xuneptoHus npu HoBopoaeHoTto (IITIXH). Makap B HUKakBH MPOYUIBaHHUS Ja HE € U3CIICABaHA
Bpw3kaTa Ha [IIIXH ¢ neuennero cbec SNRI, TO31u mOTEHITMANEH PUCK HE MOXKE J1a ObJIe U3KIIFOUCH ITPH
AYJIOKCETHH, B3eMaiiku moa BHUMAaHHME CBbP3aHrd MEXaHU3bM Ha I[GP'ICTBI/IC (I/IHXI/I6I/IpaHC Ha
00paTHOTO 3aXBalllaHe Ha CEPOTOHUH).

[Tono6HO Ha APYTHUTE CEPOTOHEPTUYHH JIEKAPCTBEHHU MPOITYKTH, MOTAT J1a Ce MPOSABSIT CUMITOMH Ha
OTHEMaHe MPH HOBOPOJEHH Clie] ynoTpeda Ha AyJIOKCETHH OT Maikarta OJIM3KO A0 TepMUHA.
CumnroMuTe Ha OTHEMaHe, HaOJII0JaBaHu NIPH JYJIOKCETHH, MOKE J1a BKJIIOYBAT XUIIOTOHUS, TPEMOP,
HEPBHOCT, 3aTPYJHEHHS B XpaHEHETO, PECIIMPATOPEH AUcTpec U rbpuoBe. [loBedero ciyvan ca
HaOJIr0IaBaHH WK TIPH PaKAAHETO, WM B TEUCHUE HA HIKOJIKO JHU CIell paXKIaHEeTo.

Hymokcerun Viatris TpsiOBa 1a ce U3M0I3Ba 10 BpeMe Ha OPEeMEHHOCT, CaMO aKo MOTCHITHATHUATE

TI0JI3U OIIpaBJaBaT MOTCHIIMAHUS PUCK 3a Tu1oa. JKenure TpsOoBa 1a 0b1aT ChBETBAHU Ja
nHGOPMUPAT JIeKaps CH, aKO 3a0pEMEHEST, WK TIaHUpaT 3a0peMeHsIBaHEe 10 BpEMe Ha JICUSHHUETO.

Kbpmene
JlyJTOKCTHH ce OTIeNsl B MHOTO MaJlka CTEIIeH B KbpMaTa Ha 0a3aTa Ha W3clieIBaHe Ha 6 MalMCeHTKH C

JaKTaIus, KOUTO HE ca KbPMUIIU cBOMTE Jena. [IpubnusuTenHaTa qJHEBHA 103a MPH Jela Ha 0aza
mg/kg e npubimsurenno 0,14% ot go3ara 3a maiikara (Bxk. Touka 5.2). Twii kaTo Oe30macHOCTTa Ha
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IOYJOKCETHH NpH OebeTa He € yCTaHOBeHa, ynoTpebarta Ha JlynokceTnH Viatris o BpeMe Ha KbpMEHE
HE ce MPenopbyBa.

4.7 EdexTn BbpXy cnioco0HOCTTA 32 modupaHe U padoTa ¢ MAIIUHA

He ca u3pbprBany mpoydBaHus BbPXY CIIOCOOHOCTTA 3a modupaHe 1 padoTa ¢ MaIuHA. Y ToTpedaTa
Ha Jlymokcerun Viatris Moxe J1a ObJie CBbp3aHa ChC CEAMPaHE U 3aMasHOCT. [lanmenTuTe TpsiOBa aa
OBbJIaT YBEAOMSBaHU, Y€ aKO U3IUTBAT CEUPAHE WU 3aMasHOCT, TPSAOBA Jja U30ArBaT MOTCHIIUAITHO
PUCKOBH pabOTH KaTo modupaHe wid padboTa ¢ MaITHHH.

4.8 Hexenanu JeKkapcTBeHH peaKINu

PesromMe Ha npoduaa Ha O0€30mMacHOCT

Haii-uecro C’LO6H_IaBaHI/ITe HCXCJIaHU PCAKIUU IIPU MMAOUCHTH, JICKYBAHU C NYJIOKCCTUH, Ca raACHE,
FJ'IaBO60J'II/Ie, CyxoTa B yctara, COMHOJICHTHOCT U 3aMaiiBaHe. B’LHpeKI/I TOBA, IIOBCYCTO OT YCCTUTC
HCXKCJIaHU PEAKIIUU Ca JICKU 10 YMCPCHU, TC OOMKHOBEHO 3aIl04YBaT PaHo 110 BpEME Ha JICUCHUETO, U
Oo-rojigsMa 4acT ca € TCHACHI WA Ja OTMUHAT JOPH, KOraTo TeparusaTa 6’[)}_'[6 IpOABIIKCHA.

Pe3roMe Ha HEXETAaHUTE pPeaKIIUM, IIPSACTABCHO B TabauIa

Tabnuma 1 mokasBa HeXXelaHUTE PeaKIny, HaOIroJaBaH! TP CIIOHTAHHO CHOOIIABAHE H MTPH
1a11e00-KOHTPOINPAHN KIMHUYHH MTPOYYBaHUSI.

Tabnuya 1: Hesicenanu peaxyuu

Onenka Ha yectota: MHoro gectu (=1/10), yectu (=1/100 no <1/10), nedectu (=1/1 000 mo <1/100),
peaxu (>1/10 000 xo <1/1 000), muoTrO peaku (<1/10 000), ¢ Hen3BecTHA YecTOTA (OT HATUYHUTE
JTAHHHU HE MOXe Ja ObJie HampaBeHa OICHKA).

IIpu BecsikO rpynupaHe B 3aBUCUMOCT OT YECTOTaTa HEKEJIAHUTE PEAKIMU €A IIPEACTaBEHN B HU3X OS]
PEA O OTHOLIEHUE HA TAXHATA CEPUO3HOCT.

MmHuoro YecTn HeuecTn Peaxkn MHuoro C
YecTH peaKu HEeU3BeCTHA
YecToTa

Unghexyuu u ungpecmayuu

| Jlapunrur | | |

Hapywenus na umynnama cucmema

AnadumakTrya-Ha
peakuus Hapynienus,
CBBP3aHU ChC
CBPBXYYBCTBUTEIHOCT

Hapywenus na endokpunnama cucmema

| | XHMOTUPEOUAN-3BM

Hapywenus na memaboausma u xpanenemo

Hamanen XuneprivmkeMust Hexunparanus
afneTuT (moxmanBaHa XHUMOHATPHUE-MHUS
0coGeHo npn CHAJIC®
MaIMCHTH-
TNAOCTHIIN)
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MHoro Yectu HeuecTn Penxn MHoro C
4ecTH peAKH | HeH3BeCTHA
4ecToTa
Hcuxuunu napywenus
Nuacomuus Cyunuaaa CyuruaHo
Bb30Oyna uaeanus>’ nosesieHue™’
Hamaneno Hapymenue Ha Manus
B2 (070i(s) CBHA XamonuuHauuu
TpeBoxHocT | bpykcuzsm Bpaxne6HocT U THsB!
AOGHOpMEH JlezopueHTanus
oprazspM Amatus
Spxu chHUIIA
Hapywenus na nepsnama cucmema
I'maBoGonue | 3amastHOCT MuoxknoHus CepoTOHMHOB
Comuonent- | Jleraprus Axarnsus’ cuHIpoM®
HOCT Tpemop HepsHocT KonByscnu'
[TapecTe3us Hapymienue Ha [TcuxomoTopHO
BHUMaHHETO 6e3moKoHcTBO’
Hucreysus Ekcrpanupa-munHu
Juckunesus cuMnToMu’
Cunapom Ha
HECIIOKOMHUTE
Kpaka
Jlomo xayecTBO
Ha ChHS
Hapywenus na ouume
3aMBIJIEHO Munpuasa I'mayxoma
BIDKJaHE Hapymenune na
3pEeHHETo
Hapywenus na yxomo u nabupunma
Iym B Bepturo
yiure' Bonka B yxoto
Copoeunu napyuenus
[Manmuranuu | Taxukapaus Crtpecona
HankamepHa Kapauo-
apUTMUs, TIIABHO MUOTIATHUS
npeachpIHO (Takoiy6o
MBXKJIEHE KapAUOMHO-
TIaTHsl)
Cvoosu napywenus
[ToBumeno Cunkor’ XunepToHUYHA
KPBBHO Xunepronus™’ kpuza>®
Hassrage’ OprocraTtudHa
3auepBsABaHE | XMIIOTOHHS’
Crynenu
KpallHu1IU
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MHoro Yectu HeuecTn Penxn MHoro C
4ecTH peAKH | HeH3BeCTHA
4ecToTa
Pecnupamopnu, epvOHU U MeOUACMUHAHU HAPYUIEHUS]
IIpozsBane Hanpexenue B Hutep-cTunmania
I'BPJIOTO 6enoapobHa 6omect®
Enucrakcuc Eosunodunna
IHEBMOHMS®
Cmomawno-upesnu HapyueHus
lamene Konctumamnus | CromamrHo- Cromarur
Cyxora B Huapust YpeBEH Xemaroxes3us
ycrara Kopemna KPBBOHM3IIHMB Jlom npx oT ycrara
Oonka I'actpoenteput MUuKpOCKOIICKH
IToBpbiiane OpurBane KOIUT’
Hucnencus lacTpur
Mereopu3sm | Jncharus
Xenamobunuapnu nHapyweHus
Xenarut® YeproapoOua
[ToBumenu HEJ0CTaThu-HOCT’
4epHOIPOOHN JKenrennma®
emsumu (ALT,
AST, ankamna
¢docparaza)
Octpo
YepPHOIPOOHO
YBpEXKIaHe
Hapywenus na koscama u noOKoXCHama mvKaH
3acuieHo Homno Cunapom Ha Koxen
MOTEHE M3MOTSBaHE Stevens-Johnson® BacCKyJIUT
O6pus Yprukapus AHTHOHEBPOTH-YEH
KoHrakten oTok®
JIepMaTUT
Cryznena not
Peakuu na
(hoTOUyBCTBHUTEIN-
HOCT
3acuneHa
TEHACHINSA 32
MosiBa Ha
XEMaTOMH
Hapywenus na myckynno-ckenemuama cucmema U CoeOUHUMENIHAmMa MvKaH
MyckynHo- MyckynHO Tpusmyc
CKeJeTHa HaTpeXeHHe
0onka [lotpenBane Ha
MyckyneH MYCKYJIH
cra3zbpM
Hapywenus na 6vopeyume u nukoyHume nvmuuja
Huzypus 3agbpxkaHe Ha IIpoMenen mupuc Ha
Yecro ypuHa ypHuHaTa
YpPHHHpaHE 3aTpyIHEeHO
ypUHUpaHe
Huxrtypus
[Tonuypus
Hamanena
ypesa
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MHoro Yectu HeuecTn Penxn MHoro C
4ecTH peAKH | HeH3BeCTHA
4ecToTa
Hapywenus na 8v3npouzsooumennama cucmema u 2epoama

Epextunna I'mHekoI0ruyHO Menomnay3anHu

TUCQYHKIUSA | KbPBEHE CUMIITOMU

Hapymenue MeHcTpyanHu I'anakropes

Ha HapyILeHus Xumneprpoiak-

eskynamusaTa | CexcyanmHa TUHEMHUS

3abaBeHa TUCHYHKITHAS [Tocnepomoso

esKyJanus Bonka B KpbBOTEUeHHE®

TECTUCUTE

Obwu Hapywenusi u eghexmu Ha MACMOMO HA NPUNOACEHUE

[Tpunanpun 10
Ymopa

bonka B rI,pI[HTe7
AOGHOPMHH
yCelaHus
UyBcTBO 32 cTY]
Kaxnma
Brpucane
Hepasnosnoxenue
YyBcTBO 32
TOIUIMHA
Hapyuienus B
M0X0JIKaTa

Hzcneosanus

ITonmxenue
Ha TETJIOTO

IloxauBaHe Ha
TETJIOTO
IToBumenue Ha
KpeaTHH
dochokunazaTa B
KpbBTa
IloBumenue Ha
KaJIis B KPBBTA

VYBennuaBaHe Ha

XO0JIeCTepoa B KphBTa

! Cityuau Ha KOHBYJICHH U CJTy4a Ha IIyM B yIIWTE Ca ChOOIABAHHM ChIIO CIIE] MPEKBCBAHE HA JIEYEHUETO.
2 Ciiydau Ha OPTOCTATHYHA XUIIOTOHMS M CHHKOII Ca ChOOIABaHH OCOOEHO B HAYAIOTO HA JIEYEHHETO.
3 Buskre Touka 4.4,
4 Cnryuau Ha Bpax1eOHOCT 1 THSB ca ChoOLIaBaHH 0COOEHO B HAYANIOTO WK CJIE]] IIPEKBCBAHE HA JIEYEHUETO.
5 Criy4an Ha CyMIMIHA UIEAUUs ¥ CYMIUIHO TIOBEIEHNE ca ChOOIIABAHM 110 BPEME HA JIEYEHHUE C TyJIOKCETHH
WM CKOPO CJe]l MPEKhCBaHEe Ha JEUCHUETO (BK. ToUKa 4.4).
6 OueHena 4eCcTOTA Ha HEKENAHN PEAKIMH, ChOOIEHH PU MOCTMAPKETMHIOBOTO HAOIOIEHHE; HE ca
HaOII01aBaHy B TU1ane00-KOHTPOIUPAHN KIMHUYHHU TIPOYYBAHUSL.
7 CTaTUCTUYECKH HE Ce Pa3inyaBa 3HAYUTEIHO OT I1anedo.

8 Ouenena yecrora Ha 6a3a Ha IWIALE00-KOHTPOJIMPAHY KJIMHUYHYU U3IIUTBAHHS.

? Ouenenara yectora ce 6a3upa Ha JAHHHU OT BCUYKU KIMHUYHU NPOYYBAHUSL.
10 [IpumagbIuTE Ca MO-9€CTH IpH MAMEHTH B CTApYECcKa BB3PacT (BB3pacT >65 TOIHHH)

Onmucanue Ha I/136DaHI/I HCXCJIaHU pCaKIInn

[IpexparsBaHeTo Ha IyJIOKCETHH (0COOEHO KOraTo € BHE3aITHO) YeCTO BOJH 10 CHMITOMHU Ha

OTHEMaHe. 3aMaiiBaHe, CCH30PHH HapYIICHUs (BKJIFOUUTEIIHO MMapeCcTe3ns WK yCeIaHusl, MoT00HN Ha
MIPEeMUHABaHE Ha EIEKTPUIECKH TOK, 0COOCHO B 00JIaCTTa Ha TlaBaTa), HAPYIIEHUs B ChHS
(BKITIOUMTETHO O€3CHHUE M MHTCH3UBHO ChHYBAHE), YMOpa, COMHOJIGHTHOCT, Bb30y/1a Win
TPEBOXHOCT, TaJICHE U/WJIN TOBPBIAHE, TPEMOP, TIIaBOOOINE, MUAIITHS, Pa3Apa3HUTEIHOCT, JUAPUS,
XUTEPXHUIPO3a U BEPTUTO Ca HAH-4ECTO ChOOIaBAaHUTE HEXKETIaHH PEaKITHH.
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O06m0, 1 3a SSRIs u 3a SNRIs, Te3u cb0UTHS ca TEeKU A0 YMEPEHH M CAMOOTPaHNYaBAIlH €, BHIIPEKU
Yye [PU HIKOU MALMEeHTH T€ MOXKE /1a Ca TeXKKU H/MIIM MPOABJDKUTEIIHHU. 3aT0OBa Ce MIPENopbyBa, KOraTo
HE ce Hajlara IoBede JIeUCHUE C JYJIOKCETUH Jla O0bJie U3BBPILICHO IOCTENICHHO CIIUpPaHe, Ype3
HamalsiBaHe Ha Jj03aTa (Bxk. Touka 4.2 u 4.4).

IIpe3 12-ceqmuunata octpa (aza Ha TPU KIMHUYHU IPOYUBAHUS C AYJIOKCETHH IIPU HALUEHTH C
nrabeTHa HeBponaTHA 0o0JKa € HaOII0JaBaHO MaJIKO, HO CTATUCTUYECKH 3HAYMMO MOBHUILICHUE B
KpbBHATa III0K03a Ha TJaHO, TP NAlMEHTHUTE Ha JieueHune ¢ nTyjokceTnuH. HbAlc e crabunen u npu
MAILMEHTUTE JICKYBAaHU C AYJIOKCETHH, U NIPH MALIMEHTHUTE JIeKyBaHH ¢ manebo. IIpes ¢gaszara na
yABIDKABAaHE HA TE3W MPOYUBAHMS, TPOABIDKUTIA 10 52 CeAMUITH, € HANn4YHO noBumenne Ha HbAlc u
B IpyTnarta Ha JTyJJOKCETHH U B rpylaTa Ha pyTHUHHA Tepamnus, Ho cpeaHoTo nosuuienue e 0,3% mo-
rOJISIMO B TpyIiaTa Ha JICUYCHHE C AyJIOKceTHH. HannvHo e Jieko moBuiIeHne B KpbBHATA [IIOKO3a Ha
[JIaIHO U Ha OOILMS XOJIECTEPOI IPH MALMEHTHUTE JICKYBaHH € AyJIOKCETHH, JOKATO TE€3U JIAO0OPaTOPHU
W3CIeBaHUs TIOKa3BaT JICKO HaMaJIeHUe B IpylnaTa Ha pyTHHHA Teparusl.

Kopurupanust cipsmo cbpaednaTa yectota QT MHTEpBaI IpH NAIEHTUTE, JIEKYBaHHU C TyJTIOKCETHH,
HE ce pa3inyaBa OT TO3H, HaOJI01aBaH MpH MAllMEHTHTE, JeKyBaHHu ¢ ranebo. He ca HaOmonaBann
xinHnyHO 3HaunMu pasznuku 3a QT, PR, QRS wmu QTcB u3mepBanusiTa Mexay NarueHTUTE,
JIEKyBaHUTE C TyJIOKCETHH U T€3H JIEKyBaHUTE C IUIare0o.

HCI[I/IaTDI/I‘IHa TIOoIyJIalus

O6mr0 509 manueHTH fera Ha Bh3pacT OT 7 10 17 TOAWHU ¢ TOISIMO JEPECHBHO Pa3CTPOMCTBO U 241
MeAUaTPUYHU TAIlUEHTH Ha BB3pacT OT 7 A0 17 TOAMHU ¢ TeHEepaIu3upaHo TPEBOKHO Pa3CTPONUCTBO ca
JIEKYBaHH C TYJIOKCETHH B KIIMHUYHU MpoyuBaHus. KaTo msmo mpodmrbT Ha HeXXeTIaHUTe
JIEKapCTBEHH PEaKINU Ha MYJIOKCETHH MPH JIella ¥ FOHOIIH € TI0JJ00eH Ha TO3H, HabIrogaBaH MpH
BB3PACTHHU.

006110 467 maMeHTH OT NeAnaTpUYHATA HOMYJIalusl, KOUTO IIbPBOHAYATHO Ca PAHAOMHU3HPAHU A
NOJy4aBaT IyJOKCETHH B KIIMHUYHY MPOYYBAHUS, U3IIUTBAT CPEJHO HamalneHue Ha ternoro 0,1 kg
kbM 10-Ta cenmuna B cpaBHenue ¢ 0,9 kg cpenHo yBennyenue npu 353 nauueHTH, MoryyaBaiy
wiane6o. Cien ToBa B TeUCHHE Ha YETUPU-MECEUEH JI0 IIECT-MEeCEeUeH IEepHOA Ha MPOABIKEHNUE,
MAIMEHTUTE CPETHO UMAT CKJIIOHHOCT KbM Bb3CTAHOBSBAHE HA OYAKBAHOTO CH M3XOJHO TEIJIO B
NepIeHTHIIa Ha 6a3aTta Ha IMOMyJIalHOHHHUTE IJAHHU OT BPBCTHHUIIUTE, CHOTBETHH 110 BH3PACT H MOJI.

B npoy4BaHus ¢ MPOIBIKUTETHOCT 10 9 Mecena Npy NalMeHTUTe OT NMeArnaTpruIHaTa IMOMyJIamns,
JIEKYBaHU C TYJIOKCETHH, c€ Ha0JIf01aBa 000 CpeTHO HamayieHue OT 1% Ha meprieHTwIa 3a phCeT
(mamanenwue ot 2% npu nena (7-11 rogunan) u yeenmuuenue ¢ 0,3% npu roHomm (12-17 rogunn)) (BxK.
Touka 4.4).

Crpo0I11aBale Ha MOA03UPAHU HEXKEITAHU PEAKIINU

Cro0IaBaHeTo Ha MOJI03MPAHU HEeXKENIaHH PEaKIUK CIIe]] pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
HPOIYKT € BaxkHO. ToBa M03BOJIsIBA /1a IPOIBIKU HAOJIOICHUETO Ha ChOTHOIICHHETO MOJI3a/pHCK 32
JIeKapCTBEHUs MPOAYKT. OT MEAMIIMHCKHUTE CIICI[HATMCTH CE U3MCKBA Ja ChOOIIABAT BCSIKA
M0JI03UPaHa HEeXeNlaHa Peakiisl Ype3 HAMOHAIHA CUCTEMa 3a ChOOIIaBaHe, MOCOYCHA B

Ilpunoxenue V.

4.9 Ilpeno3upane

CroOmiaBanu ca ciiyyad Ha Mpeao3upaHe, cCaMOCTOSTENTHO WIM B KOMOMHAIIUS C IPYTH JeKapCTBEHU
MPOAYKTH, ¢ 03H ayJokceTrH oT 5 400 mg. MiMa HAKOJIKO CMBPTHU CITy4au, OCHOBHO IPH CMECEHO
Tpeao3upane, HO CHIO Taka ¢ AYJIOKCETHH CaMOCTOSTEIHO B qo3a mpudamsutenHo 1 000 mg.
benesute u cuMnToMuTe Ha Mpeo3UpaHe (AYITOKCETUH CAMOCTOSTEITHO WM B KOMOWHAIIHS C IPYTH
JIEKapCTBEHU MPOYKTH) BKIIOYBAT COMHOJICHTHOCT, KOMa, CEpPOTOHUHOB CUHAPOM, MPUTIATBIIH,
MIOBPBIIAHE U TAXUKAPIUS.
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He e u3BecTeH cnenuduyueH aHTUAOT HA AYJIOKCETUH, HO aKO HACTHITU CEPOTOHMHOB CHHJIPOM MOXKE
Jla ce uMa MpeABH/l ciennUIHO JiedeHne (KaTo ¢ IMUMPOXENTAINH W/ AN TeMIIepaTypeH KOHTPOI),
Tpsi6Ba na ce momIbpKaT CBOOOIHY MUXATEIHUTE IBTHINA. [IpenopbuBa ce mpocieasBane Ha
ChPJCUHUTE U KU3HCHH MTOKA3aTEIH, 3a¢THO C TOIXOSIIN CUMIITOMATUYHH U TIOJIBPKAIIA MEPKHU.
CromarrHa MpOMHBKA MOKE Ja € TT0Ka3aHa, ako C€ U3BBPIIU Bh3MOKHO HAal-CKOPO CIeT
TIOTITHIIIAHETO WJIH MIPH MAIUEHTH ChC CHMITOMH. AKTHBHHAT BBIJICH MOXKE J[a ITOJIE3EH 32
orpaHuYaBaHe Ha pe3opOumsTa. J{yToKCeTHH MMa roJisiM 00eM Ha pasnpesencHne u popcupanara
Jypesa, xemorepysust 1 oOMeHHa nepdy3us € MalTko BEPOSTHO Jia ca OT IMoJi3a.

5. ®APMAKOJIOTUYHU CBOMCTBA
5.1 @®apmakoaMHAMUYHU CBOICTBA
®apmakoTepaneBTHuHa rpymna: apyru antugenpecantu. ATC xong: NO6AX21.

MexaHu3bsM Ha IEUCTBUE

JlyrmokceTH ¢ KOMOMHHpPAH HHXHOUTOP Ha 00paTHOTO 3axBariaHe Ha cepoToHuH (5-HT)
HopaapeHanud (NA). Toii ci1abo nHXxuOUpa 00paTHOTO 3aXBalllaHe Ha JoNaMuHa, 0€3 3HAYUM
aUHUTET KbM XUCTAMUHEPTUYHHUTE, TOTTAMUHEPTUYHU, XOJIMHEPTUYHU U aJJ]PCHEPTUYHU PELEITOPH.
JlynokceTrH 103a-3aBUCHMO MMOBHINIABA SKCTPAIleTyIapHUTE HUBA Ha CEPOTOHUHA U
HOPHOPAJIPEHATIH B Pa3HYHA MO3bYHU O0JIACTH TPH KUBOTHH.

dapmakogrHaMuday ehEKTH

JynokceTnH HOpManu3Mpa mpara Ha 00JIKaTa MPU HAKOIKO MPEIKIMHUIHA MOJIEIa Ha HEBPOIIaTHA U
BB3MAIUTEIHA 00JIKA M CMEKYaBa MMOBEJACHUETO MPU 0OJIKa B MOJICIT Ha mepcuctupaiia ooyka. Cunra
ce, ye MHXNOnpamoTo OosKkaTa AeliCTBUE Ha JYJIOKCETHH € pe3yNTaT OT MOTCHIIMUPAHETO Ha
JIECIICHACHTHUTE HHXUOUTOPHHU OOJIKOBY MBTHIIA HA IICHTPATHATA HEPBHA CUCTEMA.

Kinununa edukacHocT 1 6€300aCHOCT

Tonsamo denpecusno pazcmpoiicmeo

JynokceTrH e npoy4BaH B KIMHAYHH IPOTpaMu, BKIouBay 3 158 nanuentu (ekcro3unus ot 1 285
MAIIEHTO-TOIWHN) oTroBapsmu Ha DMS-IV kputepunte 3a ronsama aenpecus. EdrkacHocTTa Ha
IYJIOKCETHH TpHU MpenopbUnTeNIHa JHEBHA 1032 60 mg BeIHBXK JHEBHO € IMOKa3aH MpHU TPU OT TPUTE
paHIOMU3UpPaHH, ABOHHO-CIIEH, M1a1e00 KOHTPOJIMpaHH, ¢ GUKCHpaHa 1032 MPOyYBaHHUS B OCTpa
(haza mpu BB3pacTHU aMOYJIaTOPHU MALMEHTH C TOJISIM JIeNpecuBeH enn3o. O01mo, ehrkacHOCTTa Ha
ITyJIOKCETHH € JIEMOHCTpHpaHa Py THEBHA 03a Mexkay 60 u 120 mg B 00110 TIET OT ceAeMTe
paHIOMU3UPaHH, IBOHHOCIIENH, TAle00-KOHTPOIMPaHH, ¢ QUKCHpaHa J103a MPOYYBaHHUS B OCTpa
(haza mpu BB3pacTHU aMOYJIaTOPHU MMALIMEHTH C TOJISIM JIEPECUBEH €MU307.

JynokceTrH e mokasaj CTaTUCTHYECKO MPETMMCTBO CIPSMO Tuianedo, IpocieIeHo upe3 moJJo0peHne
Ha o01us pesynrar no 17 Toukoara Hamilton Depression Rating Scale (HAM-D) (BkiitouuTenso u
Ha €MOI[MOHAIHATE ¥ HA COMAaTHYHUTE CUMIITOMU Ha Jienpecusi). CTeneHTa Ha OTTOBOP U peMUCHS ca
CBII0 CTATHCTUYECKH 3HAYMMO MTO-BUCOKH IPH JIyJIOKCETHH, B cpaBHEHHE ¢ 1uane6o. CamMo Manka
YacT OT NMAIIMCHTH BKJIIOYCHHU B MIJIOTHU KJIMHUYHY IIPOYYBAHUS ca OWIIM C TeXKKa Jerpecus (U3X0IHO
Huso HAM-D>25).

B npoy4Bane 3a ipeoTBpaTsIBaHe Ha PEIUANB, TAIIMEHTUTE, MOBJIUSIH c€ OT 12-CeIMUYHO OTKPHTO,
OCTpO JIeYeHHE ¢ AyJIOKCeTHH 60 mg BEAHBXK THEBHO, Ca PAaHJAOMHU3UPAHU WK Ha TyJTokceTuH 60 mg
BEIHBXK JHEBHO WJIM Ha Iare6o 3a ome 6 Mecena. [Ipuinaranero Ha myitokceTnH 60 mg BeIHBXK
JTHEBHO TI0Ka3a CTAaTUCTHYECKO 3HAYNMO TIPEIUMCTBO B CpaBHEeHHE ¢ marnedo (p=0,004), mo
OTHOLICHUE Ha U3MEPBAHETO 32 IIBPBHYCH U3X0/, MPO(UITaKTUKATa HA PEUUANB Ha JeTpecus,
“3MepeHa 4pe3 BPEMeTo JI0 peruanBa. YectoTara Ha pelUAUBUATE TI0 BpeMe Ha 6-MeceuHUsl IBOMHO-
CJIATI TIepruo Ha pocnenssane € 17% u 29%, chboTBETHO, 3a TyJTOKCETHH U 3a mare0o.
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ITo Bpeme Ha 52-CeIMUYHOTO TUTAIE00 KOHTPOIUPAHO JTBOWHOCIIATIO JICUCHUE JIEKYBAHUTE C
JTyJIOKCETHH TAIIMEHTH C PEIMIUB Ha FOJIIMO JCPECUBHO PA3CTPOMCTBO MMAT 3HAUUTEITHO TTO-IbJIbI
oescumnromer nepuop (p<0,001) B cpaBHEHUE ¢ MAIIMEHTUTE, PAHIOMH3UPAHU Ha TuTane0o0. Beuuku
MAIMEHTH TPEBAPUTEITHO Ca CE MOBJIHSIN OT TYJIOKCETHH MO0 BpEMe Ha OTBOPEHO JICYCHHUE C
nmyiokcetrd (28 mo 34 ceqmuty) pu go3a oT 60 mo 120 mg/arerHo. I1o Bpeme Ha 52-ceqMUIHATA
miarne6o KOHTpoIMpaHa ABoMHOCHMA (daza Ha jJedenue 14,4% oT manueHTuTe, JICKyBaHH C
nynokcetuH, u 33,1% OT manueHTuTe, TpETHPAHH C TIale0o0, MPEKUBSIBAT MOBTOPHA MOSIBA HA
cuMmntomuTe cu Ha aenpecus (p<0,001).

EdexrbT 0T npuiiaranero Ha aysnokceTHH 60 mg BEeAHBXK THEBHO MPU MAIMEHTH C JISIPECUs B
cTapyecka Bb3pacT (>65 ToMHN) € OIIeHeH crenu(@UIHO B IPOYyYBaHe, MOKA3BaII0 CTATUCTHYECKU
3HAYMMa pasiiuka B HamaisiBaneto Ha HAMD17 pesyinrara 3a maiueHTUTe, JIEKYBaHU C JyJIOKCETHH, B
cpaBHeHue ¢ mane6o. [lonocumocTta Ha gynokceTud 60 mg BeHBXK JHEBHO NP MALUCHTH B
cTapyecka Bb3pacT € CpaBHHMA C Ta3W, HaOIrogaBaHa MpH MO-MJIald Bb3paCTHU manueHTH. J[anauTe,
o0ade, 3a MAITUEHTH B CTapUYeCKa BB3PACT C CKCMO3UITHS Ha MakcuMaiHaTa g103a (120 mg gHeBHO) ca
OIrpaHUYCHHU U 3aTOBA CC€ MPCIOPBHYBA MOBUIICHO BHUMAHUC IIPU JICHCHUC HA Ta3W NOITyJIaluA.

T'enepanusupano mpegosicHo pascmpoucmeo

JynokceTnH mokasza CTaTHCTUYECKH 3HAYUMO MPETUMCTBO CIPSAMO IJIarnedo MpH MeT OT HeT
NPOYYBaHUS, BKIIOYAIIA YETHPU PAaHIOMU3UPAHH, ABOHHOCIIENH, T1ane00-KOHTPOIUpaHH
Mpoy4BaHus B ocTpa (aza 1 mpoyyBaHe 3a Npo(UIAKTHKA HA PELUIUB IPH BB3PACTHHU C
reHepaIU3UPaHo TPEBOXKHO Pa3CTPOICTBO.

JlynokceTrH mokasa CTaTUCTHYECKH 3HAYMMO MPEAMMCTBO CIIPSIMO IJ1anebo, U3MEpPEeHo Ype3
rmooOpeHre Ha O0IIKs CKOp O cKaja 3a TpeBoxHOCT Ha Hamilton (Hamilton Anxiety Scale (HAM-
A)) u ckopa 3a 00110 PYHKIIMOHAITHO Pa3CTPOMCTBO MO cKana 3a uHBauAHOCT Ha Sheehan (Sheehan
Disability Scale (SDS)). Crenenure Ha MOBIMSBAHE U PEMHCHS Ca CHIIO MMO-BUCOKH MPHU JTyJTOKCETHH
B CpaBHEHHe ¢ mianebo. J[yJToKceTHH oKa3Ba CpaBHUMHU PE3yNITaTu 3a e(UKacHOCT ¢ Te3U Ha
BeHJIa(aKCHH OT TIIeJIHa TOYKa Mmogo0perne Ha oomus ckop o HAM-A.

[Ipu npoyuBaHe 3a NpopHUIAKTHKA HA PEUUANB NALUEHTUTE, TOBIUABALIM CE OT 6-MECEYHO OCTPO
OTKPUTO JIeUeHHE C AyJIOKCETHH, Ca paHIOMHU3HUPAHH Jia TOJTy9aBaT WIN AyJIOKCETHH, WIH T1anedo 3a
nmociensanute 6 mecena. Jymokcernn 60 mg mo 120 mg BenHBXK JHEBHO MOKA3Ba CTATHCTHYECKH
3HAYMMO IPEAUMCTBO B cpaBHeHHe ¢ manebo (p < 0,001) npu npodunakTikara Ha pelUInB,
M3MEPEeHO Ype3 BPEeMETO JI0 TosiBa Ha peluanB. YecToTaTa Ha peluIuB Mpe3 6-MeceuHus IIepruol Ha
MOCJICIBAIIIOTO ABOWHO-CIISATIO TIpocemasiBane € 14% npu mynokcetuH u 42% mpu miame6o.

Edwukacnocrra Ha nynokcerur 30-120 mg (rbBKaBO J03UpaHe) BEAHBXK THEBHO MPH MAIUCHTH B
cTapuecka Bb3pact (>65 ronnHN) ¢ TeHePATH3UPAHO TPEBOKHO PAa3CTPOMCTBO € OIICHEHA B €THO
MPOyYBaHe, KOETO MOKa3Ba CTATUCTUUECKU 3HAYMMO T0J00peHue B 00mus pe3ynrar 3a HAM-A 3a
MAIMEHTUTE, JICKYBaHH C IYJIOKCETHH, B CPABHEHUE C MAI[MCHTUTE, [TOJTy4aBaliy 11amneoo.
EdwukacHocrTa 1 6e3omacHocTTa Ha AyiokceTnH 30-120 mg BeMHBK JHEBHO TP MAIIUEHTH B
cTapuecka Bb3pacT ¢ TCHePATU3UPAHO TPEBOKHO PA3CTPOUCTBO ca MOJ00HN HA HAOIIOIaBAHHUTE B
MPOYYBAHUS IIPH MMO-MJIAIH BB3PACTHU NAaIlMeHTH. Bbpeku ToBa, JAHHWUTE 3a MAIIMEHTH B CTapuecKa
BB3pacT C eKCIO3MIIMS Ha MakcuMaiHara 703a (120 mg AHEeBHO), ca OrpaHUYCHU U [TOPaJy TOBA Ce
MIPENopHYBa MOBHUIIICHO BHUMAHUE TIPH M3TIOI3BAHETO HA Ta3H J03a MPH TOIyJausaTa B cTapyecKa
BB3pACT.

Juabemna nepughepra Hesponamua bonxa

EdukacHocTTa Ha AYJIOKCETHH 3a JICUCHUE Ha MUa0eTHA HEBpOIaTHA O0JIKa € YCTaHOBEHA IPH 2
paHIOMU3UpaHH, 12-ceIMUYHH, TBOWHO-CIICTH, Maned0 KOHTPOIUpaHH, ¢ pukcupana n03a
MIPOYYBaHUS TIPH BBh3pacTHH (22- 10 88-roaunian) ¢ quabeTHa HEBpoIaTHa 00TKa B MIPOIBIKCHUE
noHe Ha 6 Mecena. [lanmeHTrTe, OTrOBapsIIIN HA KPUTEPUUTE 38 TOJISIMO JICIPECHBHO Pa3CTPONCTBO,
ca M3KJIFOYCHU OT TE3H MPOYYBaHUs. V3MepuTeNn Ha MbPBUYHUS U3XO0]] € CeIMUYHATA CPETHA
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CTOWHOCT Ha 24-yacoBaTa 00JIKa, KOSITO € OTpa3siBaHa B ©XKETHCBCH THCBHUK Ha MalrueHTuTe no 11-
ToukoBara ckaia Ha Likert.

B nBere npoyuBanust, gynokceTud 60 mg BeAHBX AHEBHO U 60 mg Ba MbTH AHEBHO 3HAYUTEITHO
HaMmaJsiBa Oonkara, B cpaBHEHHUE ¢ Tuiane0o. EQeKkThT nmpu HAKOM MallMeHTH € BUANUM Npe3 IbPBUTE
ceIMHIHM Ha jedeHue. Paznukara B cpeHOTO IOZOOpEeHre MEX Ly JBETE paMeHa Ha aKTHBHO JICUCHHE
He e 3HauuTenHa. Oroens3ano e none 30% cbobIaBaHo HaMassIBaHE Ha OOJIKATa IIPH MPUOITHU3UTEITHO
65% OT neKyBaHHTE C AyJeKceTHH nanueHTu cpemry 40% 3a miane6o. CroTBETHUTE LU(PH 32 TOHE
50% penykuus Ha Oonkara ca ch0TBeTHO 50% 1 26%. CtenenTta Ha KIMHUYEH 0TroBop (50% wmmu
noBeye NoJ00peHne Ha O0JIKaTa) € aHAIM3UPaHa CIIOPE/T TOBA JIAIY MAlUEHTHT € MPOSBUI
COMHOJICHTHOCT I10 BpeMe Ha JICYCHUETO WM He. 3a MalueHTUTE, KOUTO HE ca MPOSBUIN
COMHOJICHTHOCT € Ha0JII0JiBaH KJIMHUYEH OTroBOp npu 47% OT NauueHTuTe, NoIy4aBaliy 1yJIOKCETHH
u 27% ot nauuenTuTe Ha mane6o. CTeneHTa Ha KIMHUYEH OTIOBOP IIPH MALUEHTUTE MPOSBUIN
coMHOJIeHTHOCT € 60% Ha nynokcetuH U 30% Ha ruiane6o. [lanueHTrTe, HEMPOSBSIBAILY PEAYKIHI Ha
6onkara ot 30% B pamkuTe Ha 60 THH JEUEHUE € MAJIKO BEPOSATHO J1a IOCTUTHAT TOBA HUBO MPH IO-
HaTaTBIIHO JICYEHHE.

[Ipu 0TBOPEHO IBITOCPOYHO HEKOHTPOJIMPAHO MPOYUBaHE HAMAIEHUETO Ha OOJIKaTa NpH MallUEeHTH,
MOBJIUSIHU OT §-CEIMUYHO OCTPO JIEUEHHUE C AyJIOKCeTHH 60 mg eTHOKpaTHO JHEBHO, CE 3ala3Ba 3a
omre 6 Mecena, KakTo € OIIEHEHO ¢ MPOMsHATa IO CKajaTa 3a KpaTka oreHka Ha 0oikata (Brief Pain
Inventory (BPI)) na 24-4acoBus cpeen Opoi Touku 3a OoJKa.

IlequarpudnHa momyaamms

I[YHOKCGTI/IH HC € U3CJICABAH IIPU MAUCHTH IO 7-1"0,Z[I/IIJ_IH8. BB3pPacT.

IIpoBenenu ca aBe paHIOMHU3UPAHH, TBOHNHOCIEIH, MapalelHd KIMHIYHH npoyuBanus npu 800
neIuaTpUYHY MAllMeHTH Ha BB3pacT OT 7 10 17 roguHuU C TOISIMO JETPECUBHO PAa3CTPOMCTBO (BIXK.
Touka 4.2). Te3u aBe npoyusaHus BKMoyBar 10-ceAMUYIHO M1a1ie60-KOHTPOIUPAHO U KOHTPOJIUPAHO
C aKTHBHO BemIecTBO ((hIyOoKCETHH) JiedeHne B ocTpa (pas3a, mociaeBaHO OT MIECTMECEUEH MEPUO Ha
NPOIBbIKEHUE HA KOHTPOJIUPAHO C aKTUBHO BEIECTBO JieueHne. Huto rpynara, neKyBaHa ¢
nynokcetuH (30-120 mg), HuTo rpynara ¢ akTuBHa KoHTpoua (duryokcetud 20-40 mg) cTaTUCTHYECKU
Ce pa3IMuaBar OT IUIaredo Mo OTHOIICHWE Ha TIPOMSHATa B 00muTe pe3ynraTH mo ckaimata Children’s
Depression Rating Scale-Revised (CDRS-R) ot u3xomuus 10 kpaitaus MomeHT. [IpekbeBane Ha
JICYSHHUETO MOPaIH HEXKENIaH! ChOUTHA € TT0-4ECTO NP MAlUeHTUTE, IPHUEMAIlU TyJTOKCETHH, B
CpaBHEHHUE C TE3H, JIEKyBaHHU C (PIIyOKCETHH, B IIOBEYETO Cilyyau nopanau rageHe. Ilo Bpeme Ha
10-cenMu4HNA IEPHUO/ HA AKTHBHO JIEYEHNE € ChOOIIaBaHO 32 CYHIIUIHO MMOBEACHUE (JIyTOKCETHH
0/333 [0%], dayokcerun 2/225 [0,9%], maanedo 1/220 [0,5% ]). [Ipe3 nenust 36-ceqmuyeH Kypc Ha
u3cnenBaneTo, 6 ot 333 manueHTH, KOUTO MbPBOHAYAIHO €A PAaHIOMU3HPAHU 1A IOJIyYaBat
JIyJIOKCETUH, U 3 OT 225 MaiueHTH, KOUTO IIbPBOHAYAIIHO Ca PAHJOMHU3UPAHU J1a MOJy4YaBaT
(1yoKceTHH, MPOsBSBAT CYHLIUAHO MOBEJCHUE (€KCIO3UIU-KOPUTHPaHaTa YeCTOTa Ha CYHIIMIHO
noBeneHue e 0,039 cpOuTHS Ha MAMEHT Ha TOJUHA 32 ayJokceTuH, u 0,026 3a gmyokceruH). OcBeH
TOBA, €AUH NAlMEHT, KOWTO € MpeMUHaJl OT IJianebo Ha JIEYeHUE C AyJIOKCETHH, € UMaJl CYULIMTHO
MOBEICHHUE 110 BPEeMe Ha NMpHeMa Ha TyJIOKCETHH.

[IpoBeneHo € paHIOMU3UPAHO, TBOMHOCIIAIIO, TUTAIe00 KOHTPOIUPAHO MPOyYBaHe Mpu 272 MarueHTn
OT TeJMaTpUYHATA MOIYJIAIMS Ha Bh3pacT 7-17 TOAMHU ¢ TeHEpATM3UPaHO TPEBOKHO Pa3CTPOUCTBO.
[IpoyuBaneTo BktouBa 10-ceamuuHa mianedo KOHTpOIHpaHa ocTpa ¢asa, moclieABaHa OT
18-cenmMuieH niepro/1 Ha MPOIBIDKEHHE Ha JIEYeHNETO. B TOBa mpoydYBaHe € U3MoJ3BaHa I'bBKaBa
cxeMa Ha JTo3UpaHe, 3a Jla ce Ja/ie Bb3MOKHOCT 3a OaBHO TMOBHUIIIaBaHe Ha j03aTa oT 30 mg BeaHBK
JTHEBHO JI0 TIO-BUCOKH 103U (MakcuMyM 120 mg BeTHBK JHEBHO). JIeueHNETO ¢ qyTOKCETHH TTOKa3Ba
CTaTUCTUYECKH 3HAYMMO TO-TOJISIMO TIOJJ00PEHUE Ha CUMIITOMUTE Ha TEHEPATU3UPAHOTO TPEBOKHO
Pa3CTpOICTBO, KAKTO € OIIEHEHO C TIOMOIITa Ha CKajaTa 3a TeKECT Ha TeHePAIM3UPaHO TPEBOKHO
pasctpoiictBo PARS(cpenna pa3imka Mexay AyJOKCETHH H mare6o 2,7 Touku [95% JAU 1,3-4,0]),
cren 10 ceqmuny Ha nevenue. [lognbpikaneTo Ha edekTa He € oleHsABaHO. HaMa craTrucTHuecKu
3HaYMMa pa3jifKa B IPEKbCBAHETO HA TIPOYUYBAHETO MOPAIN HEIKEIAHN CHOUTHS MEXKTY TPYITUTE C
IYJIOKCETHH | IIanedo B Teuenne Ha 10-cenmMuunara ¢a3a Ha ocTpo jJedeHue. [[Bama marueHTH,

18



KOHUTO Ca MPEXBBPJICHH OT Iarie00 KbM IYJIOKCETHH Cliea ocTpaTa (pasza, u3MuTBaT CyUIHTHO
MOBEJICHUE, JIOKATO MPUEMAT TyJOKCETHH MO BpeMe Ha (a3ara Ha npoabiikeHue. He e HampaBeHO
3aKJIFOUEHUE OTHOCHO ISIIOCTHOTO ChOTHOIICHHE M0J13a/PUCK B Ta3H Bb3pacToBa rpymna (BXK. ChIIO
Touka 4.2 u 4.8).

[IpoBeneHo € eqHO NpOyYBaHE IPH NEAUATPUYHH MTALUEHTH ChC CHHIPOM HA IOBEHWIHA IIbPBUYHA
¢ubpomuanrus (juvenile primary fibromyalgia syndrome, JPFS), B koero rpymnara, JiekyBaHa ¢
IYJOKCETHH, HE € OTJeJIeHa OT Tpynara, mojyJasaiia miane0o, 3a OleHKa Ha U3MEPUTENs 3a
IbpPBUYHA e(pUKACHOCT. 3aTOBA JIUIICBAT JaHHHU 32 €()UKACHOCT B Ta3M MOMyJIAlMs IeIUaTPUIHH
nanuenTy. PanqoMu3npanoTo, IBOWHOCIATIO, TUTAe00-KOHTPOINPAHO, TAPATETHOTPYIIOBO
NpOyYBaHe Ha JYJIIOKCETHH € MpoBeeHo mpu 184 roHomu Ha Bb3pacT ot 13 1o 18 ronunu (cpenHa
BB3pacT 15,53 rogunn) ¢ JPFS. [IpoyuBanero BkiIrouBa 13-cenmMuueH JBOWHOCISI NEPHOA, TIPE3
KOWTO IMAIIMEHTHUTE Ca PaHIOMHU3HUPaHH J1a TmoyrydaBaT ayinokceTnH 30 mg/60 mg wim mianedo BCeKu
JeH. JlynokceTHH He Mmoka3Ba e()MKaCHOCT MO OTHOLIEHHE HAa HaMaJIIBaHETO Ha OoJikaTa, U3MepeHa
Yype3 U3MEPUTENS Ha IbPBUYHUS PE3yJTaT Ha KpaliHaTa TOUKa - CpelieH CKop 3a 6oJka o Brief Pain
Inventory (BPI): cpeanara npomsHa Ha Hai-MankuTe kBaapaTu (LS - least squares) ot u3xomHara
CTOWHOCT Ha cpeaHus cKop 3a 6onka o BPI ma 13-tara ceqmua 13 e -0,97 B rpymara, morygasaria
iane0o, B cpaBHeHUE ¢ -1,62 B rpymnata, nojsydasaria gyjiokcerud 30/60 mg (p = 0,052).
Pesynrarute 3a 6€300acHOCT OT TOBa IPOYYBAHE Ca CbBMECTUMH C U3BECTHUS NPO(UIT HA
0e30MmacHOCT Ha JTyJTOKCETHH.

EBpomnelickaTa areHIus 1o JiekapcTBaTa 0cBOOOKAaBa OT 3aIbJDKEHUETO 3a MIPEIOCTaBSIHE Ha
pe3yaTaTUTE OT NPOYUBAHUS C TyJOKCETHH IPU BCUYKH NMOATPYIIM HA IeJUaTpUYHATA MIOIYyJIAHs IpU
JIeYeHHE Ha TOJSIMO JAETIPECHBHO Pa3CTPONUCTBO, AMa0ETHA HEBPOMATHA OOJIKA ¥ FeHEpAIN3UPAHO
TPEBOXKHO pa3cTpoiicTBO. Brxkre Touka 4.2 3a uHGOpMaIms 0THOCHO yrnoTpedaTa npu Jena.

5.2 ®apmakoOKMHETHYHHU CBOMCTBa

JlynokceTuH ce mpuiiara KaTo caMoCTOsITeNIeH eHaHTHoMep. JlylTOKCeTHH ce MeTaboIu3upa mpeIuMHO
ot okcunatuBHU eH3uMu (CYP1A2 n momumopduus CYP2D6), mocneaBaHo OT KOHIOTHPAHE.
dapMaKOKHHETUKATa HA JYJIOKCETHH IMOKa3Ba rojisiMa BapUaOMIIHOCT MKy OTIACIHUTE UHIUBUIN
(o610 50-60%), mbJKalna ce B U3BECTHA CTEIICH Ha I10JI1a, Bh3PacTTa, CTaTyca Ha TIOTIOHOIYIICHE
CBCTOSIHHETO Ha MeTabonmm3upamara cuctema CYP2D6.

AGcopOuus

HynokceruH ce pe3opoupa nodpe cien nepopaiHo npuioxkeHue ¢ Cmax HacTHIBaINA 6 gaca clie]
npuiarane. AOCONIIOTHATa OpajHa OMOHATMYHOCT Ha JYJIOKCETHH Bapupa oT 32% mo 80% (cpenHo
50%). Xpanara yapibkaBa BpEMETO 3a JIOCTHTaHe Ha ITMKOBH KOHIeHTparwu ot 6 Ha 10 Jaca u s
HE3HAYMTETHO HaMalsiBa cTeleHTa Ha pe3opOmus (mpubmmsutenHo 11%). Tesn mpomeHn HAMAT
KIIMHUYHA 3HAYUMOCT.

Pasnpenenenue
JynokceruH e npuOan3uTeTHO 96% CBBP3aH C YOBEUIKUTE TUIa3MEHU IPOTEHHU. JyIIOKCETHH ce
CBBP3Ba U ¢ aNOYMUH U ¢ anda-1 kucenus riukonpoTerH. [[poTeMHHOTO CBbp3BaHE HE CE MOBIIHSBA

0T OBOPEYHO WM YEPHOPOOHO YBPEKIAHE.

Buorpanchopmars

JynokceTuH ce MeTaboIn31upa eKCTEH3UBHO U META0OJIUTUTE C€ EKCKPETUPAT OCHOBHO C YPHUHATA.
Huroxpom P450-2D6 u 1A2 karanu3upaT oOpa3yBaHETO Ha JBaTa OCHOBHU METa0OIUTA -
IIIOKOPOHUICH KOHIOTAT Ha 4-XUIPOKCH AYJIOKCETHH U CyI(aTeH KOHIOTaT Ha 5-XUAPOKCH,0-METOKCH
IyJI0KceTUH. Bb3 OcHOBA Ha in vitro Ipoy4YBaHUs, LUPKYIUPALIUTE META00IUTH Ha JYJIOKCETUH Ce
cuuTar (papMaKoJOrHYHO HeakTHBHH. DapMakOKMHETHKATa Ha AYJIOKCETHH MPH MAllMeHTH, KOUTO ca
nomu Metabonuzatopu 1o otHoienue Ha CYP2D6 we e cnenuduuno n3ydaBana. OrpaHudeH JaHHU
MpeanosaraT, 4ye Mpu Te3W MalUeHTH TUTa3MEeHNTE HUBA Ha TyJIOKCETHH Ca TO-BHUCOKH.
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EnvMmunupane

EnnMuHaIMOHHHAT MOTYKMBOT Ha AYJIOKCETUH Bapupa oT 8 1o 17 yaca (cpenno 12 gaca). Crnen
WHTPaBEHO3HA J1032, IUIa3MEHHAT KIUPHHC Ha AYJIOKCETHH Bapupa ot 22 1/gac no 46 1/9ac (cpemno 36
l/gac). Cren mepopaiiHa f03a YCTaHOBEHUAT TUTa3MeH KIMPBHHC Ha AyJIOKCETHH Bapupa ot 33 1o 261
1/9ac (cpenno 101 l/gac).

Crenuanaiy noIyJanun

Ilon

Mexty MBXKe U KEeHHU ca uieHTHGHUIrpanu (GapMaKOKHHETHYHH PAa3IUKH (IPUBUIHUST TUTa3MeH
KIAPBHC € MpUOIM3UTeTHO 50% MO-HUCHK IPH KeHH ). Bb3 0CHOBA Ha TPUITOKPHUBAHE IO OTHOIIICHUE
Ha KJIMPBHCA, OCHOBAHUTE HA 1M0JIa (JapMaKOKWHETHYHU PA3IHKU HE OTpaBJaBar MpernopbhKara 3a
U3IOJI3BaHE Ha MO-HUCKA 1032 MPH JKEHU MAlUEHTH.

Bwvspacm

Wnentudunupanu ca papMakOKUHETHYHH Pa3IMKH MEXKIY MO-MJIAJH U TTO-Bh3PACTHU KEHU (>65
rogunan) (moBumenne Ha AUC ¢ okoso 25%, a mory>kUBOTHT € OKOJI0 25% TO-ABIBI IPH TE€3H B
CTapuecKa Bb3pacT), BBIIPEKH Ye CTEIIEHTA Ha TE3U MPOMEHH HE € JIOCTAaTh4Ha, 3a Jia ce 000CHOBE
npomsiHa Ha f03ara. Kato o01ia npemnopbka, JICMCHUETO B CTapyecKa Bb3pacT TPsiOBa Jja cTaBa ¢
MOBUIIICHO BHUMaHHe (BXK. Touka 4.2 u 4.4).

bvopeuno yspesxcoane

[TaruenTure B TepMuHaiHa (a3a Ha ObOpEeYHa HEJJOCTATHYHOCT HA JUANIN3a UMAT 2 MBTH IMO-BUCOKH
ctoitHOCTH Ha Cmax 1 AUC 3a TyJIOKCETHH, B CpaBHEHHE ChC 3paBH JuIia. [1pu manueHTy ¢ jieka 1o
yMepeHa 0b0peuHa HeTOCTAaThUHOCT (PapMAKOKHHETUIHHUTE JAHHU 3a JYJIOKCETHH Ca OTrpaHUYCHHU.

Yeprodpobro yspesicoane

YmMepeno ueproapoOHo 3abossasane (Child Pugh knac B) 3acsara apmakokuHeTHKaTa Ha J{yJIOKCETHH.
B cpaBHeHMe chC 3/IpaBy TUIlA, TPH MAIIUSHTH C YMEPEHO YEPHOAPOOHO 3a00sIBaHE YCTAHOBESHUST
TUTa3MEH KIUPHHC Ha AYJIOKCETHH € 79% Mo-HUCHK, YCTAHOBEHUST TEPMHUHAJICH MOY)KUBOT € 2,3
eTH T0-T6JIT, @ AUC e 3,7 mbTH 1o-Bucoka. PapMakoOKWHETHKATA HA AYJTOKCETHH M HETOBUTE
MeTa0OJIMTH HE € U3y4yaBaHa IPH MallUeHTH C JIeKa WX TeXKa YepHOIpOOHa HEOCTAThYHOCT.

Kvpmewu maiixu

dapMakoKMHETHKATA Ha TyJIOKCETHH € U3y4aBaHa Mpu 6 KbpMEIIH KeHH, KOUTO ca Ouiu roxe 12
ceaMULM clie] paxaaHe. [[yJIOKCeTUH ce OTKpHBA B KbPMAaTa, U CTALMOHAPHUTE KOHLICHTPALUU B
Mal4YMHOTO MIISIKO Ca OKOJIO €THa-4ETBBPT OT T€3H B I1a3Mara. KoIm4ecTBOTO AyJIOKCETHH B KbpMaTa
€ IpHUOIM3UTETHO 7 |Lg/MHEBHO NpHu Npriarane Ha 40 mg aBa mbTH JHEBHO. KbpMeHETO HE IMOBIHABA
(hapMaKOKHHETUKATA HA JYJIOKCETHH.

Ileouampuuna nonynayus

DapMaKOKMHETHYHUTE CBOICTBA HA IyJIOKCETHH MPH MEANATPUYHH MMAllMEHTH Ha BB3pacT oT 7 10 17
TOJUHMU C TOJISIMO JIETIPECHBHO Pa3CTPONCTBO ClIE]] IIEPOPATHO MpUIaraHe B cxema Ha jfo3upane 20 1o
120 mg BeqHBK THEBHO ca XapaKTEpU3HPaHM C TIOMOILTa Ha MOMYJIAllMOHHO-MOETINPAH aHaIN3 Ha
0aszara Ha maHHU OT 3 mpoyuBaHus. [IpenBuaeHNTE OT MOJIENa TUTa3MEHN KOHIIEHTPALUK Ha
JyJIOKCETUH B CTALJUOHAPHO CHhCTOSHUE IIPU MALUEHTU-AELA B [IOBEYETO CIIy4au ca B TPAaHULUTE HA
JMana3oHa Ha KOHLEHTpauKuuTe, Ha0I0JaBaH Ipy Bb3PacTHH MALlMEHTH.

5.3 IlpeakJMHUYHHU JAHHHU 32 0€30MACHOCT

JlynokceTnH He € TEeHOTOKCHYEH MPH CTaHIapTeH HabOop OT TECTOBE, a MPH IUTHXOBE HE €
KaHIeporeHneH. [Ipu npoy4BaHe 3a KaHIIEPOT€HHOCT MPH TUTHXOBE ca HaOII01aBaHN MHOTOSIPEHHU
KJIETKH B YEPHUS Ip0oO MPU OTCHCTBHE HA JPYTH XUCTOMATOJIOTMYHH TPOMEHH. MeXaHu3MbT, KOUTO €
B OCHOBaTa UM U KJIMHUYHATA 3HAYUMOCT ca Heu3BeCTHU. JKeHCKN MUILKH, MOTy4YaBajil 1yJIOKCETHH
3a 2 TOIVMHYU UMaT TIOBUIIIEHA YECTOTA Ha XENaTOIETyIapHH aIcHOMHU U KapIITHOMH CaMO TPU

20



Bucokute 1031 (144 mg/kg/nHeBHO), HO Te ce CYMTAT KaTO BTOPUYHH Ha YepHOApoOHaTa
MHKpO30MaJlHa €H3MMHA UHIYKIH. 3HAYMMOCTTA HA Te3U JaHHHU IPY MUIIKH 110 OTHOILICHUE Ha
Xopara He € u3BecTHa. JKEeHCKH IUTbX0Be, NOTy4aBain AyJIokceTuH (45 mg/kg/nHeBHO) npenu u npu
CHBOKYIIJICHUE U TI0 BpeMe Ha paHHa OPEeMEHHOCT, ca MoKa3ajil HaMaJleHne Ha KOHCyMalusITa Ha
XpaHa OT MalikaTa ¥ Ha TeJIECHOTO TEerJI0, HapyIllaBaHe Ha IMKbJIa Ha pasrOHBaHE, HAMAJICHU
MIOKa3aTeNH 3a Opos JKUBOPOJICHN M TIPEKUBSIEMOCTTa Ha TOTOMCTBOTO, M 320aBEH PacTeX Ha
MOTOMCTBOTO TIPY HABA Ha CUCTEMHA EKCIIO3UIIHS, KOUTO B Hal-T0OpHs ClTydaid ca MpHOIN3UTEITHO JI0
MakcuMaiaHaTta knmuHndHa excriozuimsa (AUC). B mpoy4Bane 3a eMOPHOTOKCHYHOCT TIPH 3alIH ca
Ha0JII01aBaHM TT0-BUCOKA YECTOTA Ha ChPJICYHO-CHIOBU M CKEJIETHH Maj(opManuy Ipy HUBA HA
CHUCTEMHA EKCITO3UIINA 1o MakcuMainHara kmmandHa excrozunus (AUC). He ca nabmonaBanm
MandopManru B Ipyro MpoyyBaHe, 3a M3MUTBaHE Ha TIO-BHUCOKH JJO3M Ha pa3lIivHa cOJl Ha
aynokceTrH. [Ipn nmpeHaTaHU/IOCTHATAIHN TOKCUKOJIOTUYHH IPOYYBAHMUS IIPH TLTBXOBE,
JyJIOKCETHH MHIyIUpPA HEXKEJIAaHN TTOBEJCHYECKH e()eKTH B TOKOJICHUETO PH €KCITO3UIHUS 110
MakcuManHata kimHugHa excrosuius (AUC).

[TpoyuBanus npu MiIa ¥ TUIBXOBE ITOKA3BAT MIPEXOIHH €PEKTH BbPXY HEBPOIIOBEICHUECKUTE
peaKinmu, KakKTo M 3HAYUTEITHO HAMAJISIBAaHE HA TEJIECHOTO TETJIO U KOHCYMUPAHETO Ha XPaHa;
WHAYKIHSA Ha YepHOAPOOHHUTE €H3MMHU; U XeNaToleyIapHa BaKyonu3anus npu 45 mg/kg/anesHo.
OOmusT MpoUIT Ha TOKCHYHOCT Ha AYJIOKCETHH IIPH MJIaJH IUIBXOBE € TT0100CH Ha TO3H MPH
BB3pacTHH ITbX0Be. HMBOTO Ha Jiniica Ha HeXxenanu eheKTu e onpeaeieHo, ye ¢ 20 mg/kg/nHesHo.
6. DPAPMAINEBTUYHU JAHHU

6.1 Choucnbk Ha NIOMOIIHHUTE BelIeCTBA

KancyiHo ¢pabpKuMo

3axapHu rpaHysu (3axapo3a, IapEeBUYHO HUIIECTE)
Xunpomenosa

Makporon

Kpocnosunox

Tanx

3axaposa

Xumnpomeno3eH Gpranat

Huerungranar

30 mg kancysiu

CncraB Ha KancyJjaara

bpunsaTtao cunbo (E133)
Tutanos nuokcun (E171)
Kenarun

3MaTHCTO MAacTHIIO

31aTHCTOTO MACTHIIO ChAbpPXKa

Iennax

IIponmnenriukon

AMOHSIK, KOHIIEHTpUPaH pa3TBOP
Keneszen oxcun, xbat (E172)
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60 mg xancynu

CbCTaB Ha KalcyJjara

BpunsiatHO cunbo (E133)
Kenesen oxcun, k61T (E172)
TuranoB nuokcun (E171)
Kenatun

Bsuo mactuiio

bsinoTo MacTHIO CHABPIKA

Ienmak
[Iponunenrnukon
Hatpues xunpoxcun
IToBunon

TuranoB nuokcun (E171)

6.2 HecbBmMecTHMOCTH
Henpunoxumo
6.3 Cpok Ha rogHocT

Onaxogka ¢ 6nucrepu PVC/PCTFE/Alu wim PVC/PE/PVAC/Alu: 2 ronunm.
OmakoBka ¢ 6muctepu OPA/Alu/PVC — Alu: 3 roqunm.
Byrunka: 3 roguam.

Camo 3a OyTunkure:
Crnen oTBapsiHe 11a ce U3Moi3BaT B pamkuTe Ha 180 qHM.

6.4 CrhenuanaHu ycI10BHMA Ha CbXpaHeHHUe
Mla ce cbxpaHsiBa B OpUTMHAJIHATA OIIAKOBKA, 32 J1a CE IIPEANasu OT Bilara.

6.5 Buau cbabp:kaHue HA ONMAKOBKATA

30 mg xancynau

OmakoBka ¢ 6muctepu oT PVC/PCTFE/Alu i OPA/Aluminium/PVC — Aluminium, csapprkaria 7,
14, 28, 98 u rpynoBa omnakoBka, chaAbprkama 98 (2 onakoBku 1o 49) TBEpAN CTOMAIIHO-YCTONYHMBH
KaIlCyJIH.

OmakoBka ¢ 6muctepu oT PVC/PE/PVAC/Aluminium, ceabpikamia 7, 14, 28, 49, 98 u rpymosa
OIIaKOBKa, ChAbprKama 98 (2 omakoBky 1o 49) TBEpPAN CTOMAIIHO-YCTOWYHMBH KaICyJIu.

OnaxkoBka ¢ nepdpopupanu onucrepu ¢ eauanaau 103u 0T PVC/PCTFE/Alu wn
OPA/Aluminium/PVC — Aluminium, ceabpkamnia 7 x 1, 28 x 1 u 30 x 1 TBBpM cTOMAITHO-
YCTOWUYUBH KarcCyJu.

OmnakoBka ¢ nepdopupanu onucrepu ¢ equandHu 1031 oT PVC/PE/PVAC/Aluminium, chabpikaia 7
x 1 128 x 1 TBBpIU CTOMAILIHO-YCTONYHMBH KaICYJIH.

bytuika ot HDPE, cbe cymuren, chabpxaiia 30, 100, 250 u 500 TBbp iU CTOMAITHO-YCTOMYHUBU
KarcyJu.
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60 mg xancynau

Onaxkogka ¢ omucrepu ot PVC/PCTFE/Alu unu OPA/Aluminium/PVC — Aluminium, ceabpikaiia 14,
28, 84, 98 u rpynoBa onmakoBKa, chabpKaiia 98 (2 onakoBku 1o 49) TBEPAU CTOMAIIHO-YCTONYHBHU
KarcyJy.

OmakoBka ¢ omuctepu oT PVC/PE/PVAC/Aluminium, ceabpikama 14, 28, 49, 98 u rpymoBa oImakoBKa,
chabprkama 98 (2 omakoBku 1o 49) TBBPAN CTOMAIIHO-YCTONYHMBH KaICyJIH.

OnaxkoBka ¢ nepdopupanu onucrepu ¢ eauanaau 103u 0T PVC/PCTFE/Alu nnu
OPA/Aluminium/PVC — Aluminium, ceappxama 28 x 1,30 x 1 u 100 X 1 TBBpIM cTOMAIIHO-
YCTOWUYUBH KarcCyJu.

OmnakoBka c nepdopupanu omucrepu ¢ equandHu 1031 0T PVC/PE/PVAC/Aluminium, ceabpikaria 28
X 1 TBBpAM CTOMAITHO-YCTOWYUBY KATICYJIH.

bytuika ot HDPE, cbe cymmuten, ceabpxaiia 30, 100, 250 u 500 TBBp U CTOMAITHO-YCTOMYUBU
KarcyJiu.

He Bcruky BUI0BM ONAKOBKM MOTAT J1a ObJAT IMyCHATH HA Ma3apa.
6.6 CrnenuanaHu nNpeana3Hu MepKHU NMPH U3XBbPJIsiHE
Hsma cnenmanHu H3UCKBaHUSL.

Heusnon3panusr JICKAPCTBCH NPOAYKT WIN OTHAABYHUTC MATCPpUATIN OT HETO TpSI6Ba Aa CC U3XBBPJIAT
B CBOTBCTCTBUEC C MCCTHUTC N3HCKBAHMA.

7. IIPUTEXATEJI HA PASPEHIEHUETO 3A YIHOTPEBA

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Hpnannus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

30 mg xancynu
EU/1/15/1010/001 7 TBBpAM CTOMALIHO-YCTOHYMBY KarCyJIHl

EU/1/15/1010/002 28 TBBEpAM CTOMAIIHO-YCTOWYHBY KAIICyIJIN

EU/1/15/1010/003 98 TBBpau CTOMANTHO-YCTOWYHUBH KATICYITH

EU/1/15/1010/004 7 x 1 TBBpAM CTOMAIIHO-YCTOWYMBY KaICyJId
EU/1/15/1010/005 28 x 1 TBBpM CTOMAINIHO-YCTONYNBY KaICyITH
EU/1/15/1010/006 30 x 1 TBBEpAH CTOMAITHO-YCTONINBH KaIICYJIH
EU/1/15/1010/007 30 TBBpAM CTOMAIIHO-YCTOWYHBHU KaTICyJIN

EU/1/15/1010/008 100 TBBpAM CTOMAILITHO-YCTONYUBY KaICYIIH

EU/1/15/1010/009 250 TBBpA# CTOMANTHO-YCTOMYUBYU KaTICYIIH

EU/1/15/1010/010 500 TBBpAM CTOMAIITHO-YCTOWYMBH KaICYJIN

EU/1/15/1010/021 14 TBBpaU CTOMAIIHO-YCTOWYHMBYU KarCyJIu

EU/1/15/1010/022 7 TBBpA¥ CTOMAITHO-YCTOMYUBHU KaTICYIIH

EU/1/15/1010/023 14 TBBpau CTOMANTHO-YCTOWYHNBH KATICYITH

EU/1/15/1010/024 28 TBBpaM CTOMAIIHO-YCTOWYHMBHU KaTICyJIN

EU/1/15/1010/025 98 TBBEpAM CTOMAIIHO-YCTOWYHBY KAIICyIJIN

EU/1/15/1010/026 7 x 1 TBBpaY CTOMANTHO-YCTOWIHUBH KaIICYITH
EU/1/15/1010/027 28 x 1 TBBpaY CTOMAIIHO-YCTOWYHBHU KaIICyJIN
EU/1/15/1010/028 30 X 1 TBBpAM CTOMAIIIHO-YCTOMYMBH KATICYJIN
EU/1/15/1010/037 98 TBEpAM CTOMAIIHO-YCTOWYHBH KaICyJd (2 OMakoBKH 110 49)
EU/1/15/1010/038 98 TBBpAM CTOMAIIIHO-YCTOWYHMBH KarcyJid (2 onakoBK 1o 49)
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EU/1/15/1010/041 7 TBBpAM CTOMALIHO-YCTOHYMBY KarCyJIHl

EU/1/15/1010/042 7 x1 TBBpaY CTOMAIIHO-YCTOWYHNBHY KaICyJIN
EU/1/15/1010/043 14 TBBpaM CTOMAIIHO-YCTOWYHBHU KaTICyJIN

EU/1/15/1010/044 28 TBBpau CTOMAIIHO-YCTOWYHMBHU KarCyJIu

EU/1/15/1010/045 28 x 1 TBBpAY CTOMAIIHO-YCTOWYMBYU KaICyJId
EU/1/15/1010/046 49 TBBpau CTOMANTHO-YCTOWYHNBH KATICYITH

EU/1/15/1010/047 98 TBBpaM CTOMAIIHO-YCTOWYHBHU KaTICyJIN

EU/1/15/1010/048 98 TBBpIU CTOMAIIHO-YCTOWYHMBYU KarcyJi (2 OMakoBKH 1o 49)

60 mg kancynu
EU/1/15/1010/011 28 TBBpau CTOMAIIHO-YCTOWYHMBHU KarCyJIn

EU/1/15/1010/012 84 TBBbpAM CTOMAIIHO-YCTOWYHBY KAIICyIJIN

EU/1/15/1010/013 98 TBBpau CTOMANTHO-YCTOWYHNBH KATICYITH

EU/1/15/1010/014 28 X 1 TBBpAN CTOMAIIIHO-YCTOMYMBH KATICYJIN
EU/1/15/1010/015 30 x 1 TBBpM CTOMAINITHO-YCTONYNBY KaICyITH
EU/1/15/1010/016 100 x 1 TBHpAHA CTOMAITHO-YCTONYHBH KaIICyJIH
EU/1/15/1010/017 30 TBBpAM CTOMAIIHO-YCTOWYHBHU KaTCyJIN

EU/1/15/1010/018 100 TBBpAM CTOMAIITHO-YCTOHYUBH KaICYJIIH

EU/1/15/1010/019 250 TBEpAH CTOMAITHO-YCTOHINBH KaIICyJIH
EU/1/15/1010/020 500 TBBbpAN CTOMAIITHO-YCTOWYMBH KaTICYJIN

EU/1/15/1010/029 28 TBBpau CTOMAIIHO-YCTOWYHNBYU KarCyJIu

EU/1/15/1010/030 84 TBBEpAM CTOMAIIHO-YCTOWYHBY KAIICyJIN

EU/1/15/1010/031 98 TBBpau CTOMANTHO-YCTOWIHNBH KATICYITH

EU/1/15/1010/032 28 x 1 TBBpaU CTOMAIIHO-YCTOWYHBHU KaIICyJIN
EU/1/15/1010/033 30 x 1 TBBpAM CTOMAINITHO-YCTONYNBY KaICyITH
EU/1/15/1010/034 100 x 1 TBHpaAH CTOMAITHO-YCTONIHBH KaTICyJIH
EU/1/15/1010/035 14 TBBpaM CTOMAIIHO-YCTOWYHBHU KaTICyJIN

EU/1/15/1010/036 14 TBBpau CTOMAIIHO-YCTOWYHMBHU KarCyJn

EU/1/15/1010/039 98 TBBpAM CTOMANIHO-YCTOWYHBH KaICyJn (2 OMakoBKH 110 49)
EU/1/15/1010/040 98 TBBpAM CTOMAIIIHO-YCTOWYHMBH KarcyJiu (2 omakoBKH 10 49)
EU/1/15/1010/049 14 TBBpau CTOMAIIHO-YCTOWYHMBYU KarCyJu

EU/1/15/1010/050 28 TBBpAM CTOMAIIHO-YCTOWYHBY KAIICYJIN

EU/1/15/1010/051 28 x 1 TBBEpAM CTOMAITHO-YCTONINBH KaIICyJIH
EU/1/15/1010/052 49 TBBpayM CTOMAIIHO-YCTOWYHBHU KaTICyJIN

EU/1/15/1010/053 98 TBBpau CTOMAIIHO-YCTOWYHMBHU KarCyJIn

EU/1/15/1010/054 98 TBBpaM CTOMANTHO-YCTOWYUBY Karcyin (2 OIMakoBKH 110 49)

9. JATA HA ITBPBO PAZPEINABAHE/IIOJJHOBABAHE HA PASPEIHIEHUETO 3A
YIHOTPEBA

Jlata Ha mBEpBOTO paspemasane 3a ynorpeda: 19 roru 2015 .

[ata Ha mocienno nomHoBsiBane: 13 gespyapu 2020 1.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

[onpoOHa unpopmanus 3a TO3M JEKapCTBEH MPOAYKT € MpeJocTaBeHa Ha yebcalita Ha EBpomnelickaTa
areHnus 1o sekapcreara (EMA) http://www.ema.europa
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MNPUJIIOXEHUE I1

IMPOU3BOAUTEJI(M), OTTOBOPEH(HHN) 3A
OCBOBOXKJIABAHE HA ITAPTUN

YCJIOBUA NJIX OTPAHUYEHMUSA 3A TOCTABKA U
YIHOTPEBA

APYI'U YCJIOBUS 1 UBUCKBAHUSA HA
PA3SPEIIEHUETO 3A YIIOTPEBA

YCJIOBUSA WK OT'PAHUYEHMUSA 3A BE3OITACHA U

EDOEKTHUBHA YIIOTPEBA HA JIEKAPCTBEHUS
HPOAYKT
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A. MPOU3BOJUTEJI(M), OTTOBOPEH(HU) 3A OCBOBOKJIABAHE HA IIAPTUIU

Wwme u aapec Ha HDOI/ISBOZ[I/ITGJBI/HDOHSBOHI/ITCHI/ITC OTFOBODCH/OTFOBODHI/I 3a 0cBOOOK/IaBaHE Ha
OapTUAUTC

Mylan Hungary Kft.
Mylan utca 1
Komarom

2900 Yurapus

Viatris Germany GmbH

Zweigniederlassung Bad Homburg v. d. Hoehe, Benzstrasse 1
Bad Homburg v. d. Hoehe

Hessen, 61352,

T'epmanus

[leuaTHata TUCTOBKA HA JIEKAPCTBEHUS IPOIYKT TPsIOBa Aa ChIBPKa HMETO M afpeca Ha
HPOU3BOAMTEIISA, OTTOBOPEH 3a OCBOOOXKIAaBAHETO Ha CHOTBETHATA APTHIA.

b. YCJIOBUSA NN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapcTBeH MPOAYKT, OTIYCKaH IO JIEKApCKO MPEANCaHHe.

B. JAPYI'H YCJIOBUS U UBUCKBAHUSI HA PASPEHIEHUETO 3A YIIOTPEBA
. IlepuoauyHu akTyaau3upanm aokiaanau 3a 6ezonacuoct (ITA/IB)

M3uckpanmsTa 3a nogasane Ha [TA b 3a To3u TeKapCTBEH MPOAYKT ca MMOCOUYEHH B CITUCHKA C
pedepentaute natu Ha EBponetickus cpio3 (EURD cnuchk), npensuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCHUKH CIIeIBAIIN aKTyaJlIU3alHH, IyOIUKyBaHH HA €BPONEHCKUS
yeOTopTal 3a JIeKapCcTBa.

I'.  YCJIOBUA NN OTPAHUYEHUSA 3A BE3OITACHA 1 E@EKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUSA HPOAYKT

. IInan 3a ynpaBaenue Ha pucka (ITYP)

[IpurexarensaT Ha pa3penienneTo 3a ynotpeda ([IPY) tpsOBa ga n3BbpIIBa M3NCKBAHUTE AEHHOCTH U
JICHCTBHS, CBBP3aHHU C MPOCIICASIBAHE Ha JIEKAPCTBEHATa 0€30IIaCHOCT, MOCO4YCeHU B o100penus [TYP,
npencraBed B Moayn 1.8.2. Ha Paspemenuero 3a ynorpeda, KakTo v IPH BCUYKH CIICIBAIIU
chIilacyBaHU akTyanuszanuu Ha [TYP.

Axryammsupan [1YP Tps6Ba na ce monasa:

° 1o uckaHe Ha EBpomnelickaTta areHIus 1o jJeKapcraara

. BUHAT'H, KOTATO CE U3MEHS CHCTEMaTa 3a yIpaBJICHUE Ha PUCKa, 0COOCHO B Pe3ysITar Ha
MoJTydaBaHe Ha HOBa WH(GOpMAIHs, KOSTO MOXKE Ja JOBEJE 10 3HAYNMH IMPOMEHH B
CHOTHOIICHUETO T0JI3a/pUCK, WITH CJIE]T JOCTUTAHE Ha BAKCH eTall (BhB BPB3Ka C MPOCIeIsIBaHE
Ha JIeKapCTBeHaTa 0€30MacHOCT WU CBEXKAHE HA PUCKA JIO MUHUMYM).
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MIMPUJIOXKXEHUE 111

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHM KYTHUHU 3A TBBPAUTE CTOMAIIHO-YCTOMYHUBU KAIICYJIH OT 30
MG

‘ 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Hymokcernn Viatris 30 mg TBbpIM CTOMANTHO-YCTOWIHUBU KaIICYITH
JyJTIOKCETHH

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceska kancyna ceabppka 30 mg 1yToKCeTHH (KaTO XUAPOXIOPHUT).

3. CIIMUCBK HA IOMOIIIHUTE BEIIECTBA

Coabpika 3axaposa.
3a MOITBJIHUTETHA HH(POPMAIIHS TPOYETETe JINCTOBKATA.,

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

TB’LpI[I/I CTOMaMHO-YCTOﬁqHBH KarcyJjim

7 TBBPAM CTOMAIIIHO-YCTOMYHMBYU KarCyJIn

14 TBBpAM CTOMANTHO-YCTOMYUBYU KaTICYIIH

28 TBBbpPAU CTOMAIITHO-YCTOMYUBU KaICyIH

49 TBBpPIN CTOMAITHO-YCTOWIHBHU KaIICYIIH

98 TBBpPAM CTOMAINTHO-YCTOMYUBY KaICYJIH

7 x 1 TBBpAN CTOMAIIHO-YCTOMYUBHU KaICyJIH
28 x 1 TBBpAU CTOMAIIHO-YCTOWYUBYU KaICyIH
30 x 1 TBBEpPAM CTOMAIITHO-YCTONYHBY KaIICYJTH

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBEKJAHE

IlepopanHo npunoxeHue.
[Ipenu ynorpeba mpoverere IMCTOBKATA.

6. CIIEIUAJIHO INTPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA IELIA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBHIIHO 34 ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUA,AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE

I[a CC ChbXpaHsdBa B OpUTMHAJIHATa OITaKOBKaA, 3a J1a CC MPEaAItasu OT BJjiara.

10. CHENOUAJHU NPEAITA3SHU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA IIPUTE/KATEJISAA HA PASPEIIEHUETO 3A YIIOTPEBA

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Hpnangus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1010/001 7 TBBpAW CTOMANIHO-YCTOMYMBH KaIICYJIH
EU/1/15/1010/002 28 TBBpAM CTOMANTHO-YCTOWYUBYU KaTICYIIH
EU/1/15/1010/003 98 TBBpIM CTOMANTHO-YCTOWYHNBH KaTICYITH
EU/1/15/1010/004 7 x 1 TBBpa¥ CTOMAIIHO-YCTOWYHBHU KaIICyJIN
EU/1/15/1010/005 28 X 1 TBBpAM CTOMAIIIHO-YCTOMYMBH KATICYJIN
EU/1/15/1010/006 30 x 1 TBBpIU CTOMAITHO-YCTOHYNBY KaICyITH
EU/1/15/1010/021 14 TBBpIU CTOMAIIHO-YCTOWYHBHU KaICyJId
EU/1/15/1010/022 7 TBBpAM CTOMAIIHO-YCTOHYMBY KarCyJIHl
EU/1/15/1010/023 14 TBBpAM CTOMANTHO-YCTOWYUBYU KaTICYIIH
EU/1/15/1010/024 28 TBBpaY CTOMANTHO-YCTOWYHNBH KaTICYITH
EU/1/15/1010/025 98 TBBpIU CTOMAIIHO-YCTOWYHBHU KaTICyJIN
EU/1/15/1010/026 7 x 1 TBBpAM CTOMAIIHO-YCTOWYMBH KaICyJIx
EU/1/15/1010/027 28 x 1 TBbpaY CTOMANTHO-YCTOWIHUBH KAIICYITH
EU/1/15/1010/028 30 X 1 TBBpAM CTOMAIITHO-YCTOWYMBH KATICYJIN
EU/1/15/1010/041 7 TBBpAM CTOMALITHO-YCTOHYMBY KaICyJIH
EU/1/15/1010/042 7 x 1 TBBpAM CTOMANTHO-YCTOWYNBH KaTICYIIH
EU/1/15/1010/043 14 TBBpaU CTOMANTHO-YCTOWYHNBH KATICYITH
EU/1/15/1010/044 28 TBHpIU CTOMAIIHO-YCTOWYHNBHU KaICyJu
EU/1/15/1010/045 28 x 1 TBBpIU CTOMAITHO-YCTONYNBY KaICyITH
EU/1/15/1010/046 49 TBBpaM CTOMANTHO-YCTOWYHNBH KaTICYITH
EU/1/15/1010/047 98 TBBpIU CTOMAIIHO-YCTOWYHBHU KarCyJId

13. NAPTHUIEH HOMEP

ITapTunen Ne

14. HAYMH HA OTITYCKAHE
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‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

Hynokcernn Viatris 30 mg

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3SMEPEH BAPKO/I

JBynamepeH 0apKoJ C BKIIOYEH YHAKAICH UACHTH(DHUKATOP

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHAA 3A I'PYIIOBA OITAKOBKA 3A TBBPJUTE CTOMAIIHO-
YCTOMYUBHU KAIICYJIM OT 30 MG ChC CUHBO KAPE

‘ 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Hymokcernn Viatris 30 mg TBbpIM CTOMANTHO-YCTOWIHUBU KaIICYITH
JyJTIOKCETHH

‘ 2. OBSIBSAIBAHE HA AKTUBHOTO BEIIECTBO

Bceska kancyna ceabppka 30 mg 1yToKCeTHH (KaTO XUAPOXIOPHUT).

3. CIIMUCBK HA IOMOIIIHUTE BEIIECTBA

Coabpika 3axaposa.
3a MOITBJIHUTETHA HH(POPMAIIHS TPOYETETe JINCTOBKATA.,

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

TB’LpI[I/I CTOMaMHO-YCTOﬁqHBH KarcyJjim

I'pymoBa omakoBka 98 (2 onakoBku 1m0 49) TBBPIU CTOMAINTHO-YCTOWIHUBH KaIICYTH

5. HAYHUH HA ITPUJIATAHE N ITbT(MIIIA) HA BbBE/KJAHE

IlepopanHo npunoxeHue.
[Ipenu ynoTpeba mpoverere IMCTOBKATA.

6. CIIEHUAJIHO HNPEAYIIPEXKJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA JIELIA

I[a CC ChbXpPaHsABa Ha MACTO, HCAJOCTBHIIHO 34 ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUA,AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEIMAJIHH YCJIOBUSA HA CbXPAHEHUE

I[a C€ ChbXpaHsiBa B OpUTMHAJIHATa OITaKOBKaA, 3a J1a CE€ MPEaItasu OT BJjIara.
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TAX, AKO CE U3UCKBAT TAKHUBA

10. CHELUWAJIHU NPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Wpnannus

12. HOMEP(A) HA PABPEHIEHHUETO 3A YIIOTPEBA

EU/1/15/1010/037 98 TBBpaM CTOMAIIHO-YCTOWYHBH KaICyJu (2 OMaKkoBKH 110 49)
EU/1/15/1010/038 98 TBBpIM CTOMANTHO-YCTOWYHNBH KarICyiIH (2 OIMaKOBKHU 110 49)
EU/1/15/1010/048 98 TBBpAM CTOMAITHO-YCTOWYHBY KarCyJn (2 OMakoBKH 1o 49)

13. NAPTHIEH HOMEP

ITapTunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Hymnokcernn Viatris 30 mg

‘ 17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JBynaMmepeH 0apKoJ ¢ BKIIOUSH YHUKAICH UIACHTU(DUKATOP

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JTAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

OTJAEJIHATA KAPTOHEHA KYTHUSA OT I'PYIIOBA OITIAKOBKA 3A TBBPJIUTE
CTOMAIITHO-YCTONYNBHU KAIICYJIHX OT 30 MG BE3 CUHbO KAPE

‘ 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Hymokcernn Viatris 30 mg TBbpIM CTOMANTHO-YCTOWIHUBU KaIICYITH
JyJTIOKCETHH

‘ 2. OBSIBSAIBAHE HA AKTUBHOTO BEIIECTBO

Bceska kancyna ceabppka 30 mg 1yToKCeTHH (KaTO XUAPOXIOPHUT).

3. CIIMUCBK HA IOMOIIIHUTE BEIIECTBA

Coabpika 3axaposa.
3a MOITBJIHUTETHA HH(POPMAIIHS TPOYETETe JINCTOBKATA.,

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

TB’LpI[I/I CTOMaMHO-YCTOﬁqHBH KarcyJjim

49 TBHpAU CTOMAIIIHO-YCTONYUBY KaICyJIn
OTtnenHara ommakoBKa OT IPYIIOBA OITAKOBKa J1a HE Ce MpoiaBa MOOT/IENHO.

‘ 5. HAYYH HA ITPUJIATAHE U ITbT(UIIA) HA BBBEK/IAHE

IIepopanHo nmpusnoxxeHue.
[Ipenu ynorpeba npodereTe TMCTOBKATA.

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JIETIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAJOCTBIIHO 3a JCIIa.

‘ 7. APYI'N CHEHNUAJIHU NPEAYHPEXJIEHUA,AKO E HEOBXOJINMO

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

T'ogen no:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

ﬂ;a CC ChbXpaHsdBa B OpUTHHAJIHATA OIIAKOBKA, 3a J1a CC MPEAIasu OT BJjiara.
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10. CHELNMUAJHU NPEAITAZSHU MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Hpnangus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1010/037 98 TBBpIaM CTOMANTHO-YCTOWYNBHY KaIrcyid (2 OMakoBKH 110 49)
EU/1/15/1010/038 98 TBBpAM CTOMAIIHO-YCTOWYHBH Karcyu (2 omakoBKH 1o 49)
EU/1/15/1010/048 98 TBBpIM CTOMAIIHO-YCTOWYMBHY KaICysu (2 OIakoBKHU 10 49)

13. HNAPTUIAEH HOMEP

ITaptugen Ne

‘ 14. HAYUH HA OTITYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA
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MUHHMUMYM JAHHHU, KOUTO TPABBA A CbABPXAT BJIMCTEPUTE U JIEHTUTE

3A TBBPJIUTE CTOMAIITHO-YCTOWYMBHU KATICYJIH 30 MG

| 1. HNME HA JIEKAPCTBEHUS NPOAYKT

HynokcernH Viatris 30 mg TBBpIY CTOMAIIHO-YCTOWYNBHU KaICyJu
JyJTIOKCETHH

| 2. HUME HA INTPUTEXATEJISI HA PABPEIIEHUETO 3A YIIOTPEBA

Viatris Limited

| 3. JATA HA UI3TUYAHE HA CPOKA HA 'OJHOCT

T'onen no:

| 4. IHAPTUJAEH HOMEP

[Taptunen Ne

5. JPYIO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA
KAPTOHEHM KYTHUHU 3A BYTWJIKHUTE 3A TBBPJUTE CTOMAIIIHO-YCTOMYUBU

KAIICYJIM OT 30 MG

‘ 1. NME HA JIEKAPCTBEHUSA ITPOAYKT

Hynokcernn Viatris 30 mg TBBpIY CTOMAIIHO-YCTOWYNBH KaICyJu
JyJTIOKCETHH

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILECTBO(A)

Bcesika kancyna cpabpka 30 mg TyJIOKCeTHH (KaTo XUIPOXIOPHU).

3. CIIUCBK HA IIOMOINHUTE BEIECTBA

Crabpixa 3axaposa.
3a mombIHMTENHA HHPOPMALHS TPOYETETE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

TBBpAN CTOMAIIIHO-YCTOWYMBH KAICYJIN

30 TBBpAM CTOMALTHO-YCTOMYUBHU KaICYJIIH

100 TBBpIAM CTOMALIHO-YCTOMYMBU KaICyIU
250 TBBPI CTOMAITHO-YCTOWYNBH KaTICYITH
500 TBBpAU CTOMAIIHO-YCTONYNBHY KaIlCyJH

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBEKJAHE

IlepopanHo npunoxeHue.
[Ipenu ynorpeba mpoverere IMCTOBKATA.

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUSAT ITPOAYKT TPSIBBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBIIHO 34 [ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUA,AKO E HEOBXOJINUMO
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‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

Jla CC M3II0JI3BAa B pPAMKUTEC Ha 6 Meccla CJIeq OTBapsaHE.

‘ 9. CIIEHMAJIHU YCJIOBUSA HA CbXPAHEHUE

I[a CC CbXpPaHsBa B OpUTHHAJIHATA OIIAKOBKA, 34 J1a CC€ MPCAIa3yu OT BJIara.

10. CHELNMWAJHU NPEAITA3HU MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Hpnangus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/15/1010/007 30 TBBbpaM CTOMANTHO-YCTOWIHNBH KaTICYIIH

EU/1/15/1010/008 100 TBBpAH CTOMAITHO-YCTOHYUBH KaIICYIIH
EU/1/15/1010/009 250 TBBpAM CTOMAIITHO-YCTOHYUBH KaICyIIH
EU/1/15/1010/010 500 TBBpAM CTOMAIIHO-YCTOMYUBH KAIICYIIH

13. NAPTUIEH HOMEP

ITapTugen Ne

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Hynokcerun Viatris 30 mg
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‘ 17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA
ETHUKET 3A BYTHUJIKHUTE 3A TBBPJUTE CTOMAIIIHO-YCTOMYHUBH

KAIICYJIM OT 30 MG

‘ 1. NME HA JIEKAPCTBEHUSA ITPOAYKT

Hynokcernn Viatris 30 mg TBBpIY CTOMAIIHO-YCTOWYNBH KaICyJu
JyJTIOKCETHH

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILECTBO(A)

Bcesika kancyna cpabpka 30 mg TyJIOKCeTHH (KaTo XUIPOXIOPHU).

3. CIIUCBK HA IIOMOINHUTE BEIECTBA

Crabpixa 3axaposa.
3a mombIHMTENHA HHPOPMALHS TPOYETETE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

TBBpAN CTOMAIIIHO-YCTOWYMBH KAICYJIN

30 TBBpAM CTOMALTHO-YCTOMYUBHU KaICYJIIH

100 TBBpIAM CTOMALIHO-YCTOMYMBU KaICyIU
250 TBBPI CTOMAITHO-YCTOWYNBH KaTICYITH
500 TBBpAU CTOMAIIHO-YCTONYNBHY KaIlCyJH

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBEKJAHE

IlepopanHo npunoxeHue.
[Ipenu ynorpeba mpoverere IMCTOBKATA.

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUSAT ITPOAYKT TPSIBBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBIIHO 34 [ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUA,AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

I[a ce m3I0J13Ba 6 Mecela Ciae] OTBapsHe.
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| 9.

CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

I[a CC€ ChbXpaHsiBa B OpUTMHAJIHATa OITaKOBKaA, 3a J1a CE€ MPEaAITasu OT BJjIara.

10.

CIIEHMAJIHU ITPEAITAZHU MEPKU ITPU U3XBBPJISIHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

NME N AAPEC HA ITIPUTEXXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,

DUBLIN
Hpnangus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1010/007 30 TBBbpaM CTOMANTHO-YCTOWIHNBH KaTICYIIH

EU/1/15/1010/008 100 TBBpAH CTOMAITHO-YCTOHYUBH KaIICYIIH
EU/1/15/1010/009 250 TBBpIu CTOMAITHO-YCTONYNBY KaICyITH
EU/1/15/1010/010 500 TBEpA¥M CTOMAIITHO-YCTONINBH KaIICyJIH

13.

IHAPTUJAEH HOMEP

ITaptunen Ne

| 14.

HAYUH HA OTITYCKAHE

| 15.

YKA3AHMUA 3A YIIOTPEBA

| 16.

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

| 17.

YHUKAJIEH WIEHTUOUKATOP — IBYU3MEPEH BAPKO/I

| 18.

YHUKAJIEH WAEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHM KYTHUHU 3A TBBPAUTE CTOMAIIHO-YCTOMYHUBU KAIICYJIH OT 60
MG

‘ 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Hynokcernn Viatris 60 mg TBbpIU CTOMANTHO-YCTOWIHUBU KaIICYITH
JyJTIOKCETHH

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceska kancyna cpabppka 60 mg 1yToKCeTHH (KaTO XUAPOXIOPHUT).

3. CIIMUCBK HA IOMOIIIHUTE BEIIECTBA

Coabpika 3axaposa.
3a IOITBJIHUTENTHA HH(POPMAIIHS TPOYETETE JINCTOBKATA.,

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

TB’LpI[I/I CTOMaMHO-YCTOﬁqHBH KarcyJjim

14 TBBpAM CTOMAIIIHO-YCTOMYHMBY KarCyJIH

28 TBBPIU CTOMAIITHO-YCTONYNBY KaICYJIH

49 TBBbpAN CTOMAIIHO-YCTOMYUBU KaICyIH

84 TBHPIN CTOMAIITHO-YCTONYHBH KaIICyJIH

98 TBBpPAM CTOMANTHO-YCTOMYUBY KaICYJIH

28 X 1 TBBpAM CTOMAIIHO-YCTOWYMBH KalCyJIn
30 x 1 TBBpAU CTOMAIIHO-YCTONYHUBH KaICyJIn
100 x 1 TBBpIM CTOMANTHO-YCTOWIHNBH KaTICYITH

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBEKJAHE

IlepopanHo npunoxeHue.
[Ipenu ynorpeba mpoverere IMCTOBKATA.

6. CIIEIUAJIHO INTPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA JIELIA

I[a CC CbXpaHsABa Ha MACTO, HCAOCTBHIIHO 34 ACIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUA,AKO E HEOBXOINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE

I[a CC ChbXpaHsdBa B OpUTMHAJIHATa OITaKOBKaA, 3a J1a CC MPEaAItasu OT BJjiara.

10. CHENOUAJHU NPEAITA3SHU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HUME U AJPEC HA IIPUTE/KATEJISAA HA PASPEIIEHUETO 3A YIIOTPEBA

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Hpnangus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1010/011 28 TBBpIU CTOMAIIHO-YCTOWYHBHU KaICyJInd
EU/1/15/1010/012 84 TBBpAM CTOMANTHO-YCTOWYUBYU KaTICYIIH
EU/1/15/1010/013 98 TBBpIM CTOMANTHO-YCTOWYHNBH KATICYITH
EU/1/15/1010/014 328 x 1 TBbpAH CTOMAIITHO-YCTOHYNBY KarCyJIH
EU/1/15/1010/015 30 X 1 TBBpAM CTOMAIIIHO-YCTOMYMBH KAIICYJIN
EU/1/15/1010/016 100 x 1 TBEpAM CTOMAINIHO-YCTOWYHBH KaIICyJIH
EU/1/15/1010/029 28 TBBpIU CTOMAIIHO-YCTOWYHBHU KaICyJINd
EU/1/15/1010/030 84 TBBpau CTOMAIIHO-YCTOWYHNBHU KarCyJIu
EU/1/15/1010/031 98 TBBpAM CTOMANTHO-YCTOMYUBYU KaTICYIIH
EU/1/15/1010/032 28 x 1 TBbpa¥ CTOMANTHO-YCTOWIHUBH KAIICYITH
EU/1/15/1010/033 30 X 1 TBBpAM CTOMAIITHO-YCTOWYMBH KATICYJIN
EU/1/15/1010/034 100 x 1 TBBpAHM CTOMAIIHO-YCTOHYMBY KarCyJu
EU/1/15/1010/035 14 TBBpau CTOMANTHO-YCTOWYHUBH KATICYITH
EU/1/15/1010/036 14 TBBpIU CTOMAIIHO-YCTOWYHBHU KaICyJIN
EU/1/15/1010/049 14 TBBpau CTOMAIIHO-YCTOWYHMBYU KarCyJl
EU/1/15/1010/050 28 TBBpAHM CTOMANTHO-YCTOMYUBYU KaIICYIIH
EU/1/15/1010/051 28 x 1 TBBbpaU CTOMANTHO-YCTOWIHUBH KAIICYITH
EU/1/15/1010/052 49 TBBpau CTOMAIIHO-YCTOWYHMBHU KarCyJIu
EU/1/15/1010/053 98 TBBpaM CTOMAIIHO-YCTOWYHBHU KaIlCyJIx

13. HNAPTUIAEH HOMEP

ITapTugen Ne

‘ 14. HAYUH HA OTITYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA
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| 16. MH®OPMAIIUSI HA BPAIJIOBA A3BYKA

Hynokcernn Viatris 60 mg

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH UAEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHAA 3A I'PYIIOBA OITAKOBKA 3A TBBPJIUTE CTOMAIIHO-
YCTOMYUBHU KAIICYJIM OT 60 MG ChC CUHBO KAPE

‘ 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Hymokcernn Viatris 60 mg TBbpIM CTOMANTHO-YCTOWIHUBU KaIICYITH
JyJTIOKCETHH

‘ 2. OBSIBSAIBAHE HA AKTUBHOTO BEIIECTBO

Bceska kancyna cpabppka 60 mg 1yToKCeTHH (KaTO XUAPOXIOPHUT).

3. CIIMUCBK HA IOMOIIIHUTE BEIIECTBA

Coabpika 3axaposa.
3a MOITBJIHUTETHA HH(POPMAIIHS TPOYETETe JINCTOBKATA.,

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

TB’LpI[I/I CTOMaMHO-YCTOﬁqHBH KarcyJjim

I'pymoBa omakoBka 98 (2 onakoBku 1m0 49) TBBPIU CTOMAINTHO-YCTOWIHUBH KaIICYTH

5. HAYHUH HA ITPUJIATAHE N ITbT(MIIIA) HA BbBE/KJAHE

IlepopanHo npunoxeHue.
[Ipenu ynoTpeba mpoverere IMCTOBKATA.

6. CIIEHUAJIHO HNPEAYIIPEXKJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA JIELIA

I[a CC ChbXpPaHsABa Ha MACTO, HCAJOCTBHIIHO 34 ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUA,AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEIMAJIHH YCJIOBUSA HA CbXPAHEHUE

I[a C€ ChbXpaHsiBa B OpUTMHAJIHATa OITaKOBKaA, 3a J1a CE€ MPEaItasu OT BJjIara.
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TAX, AKO CE U3UCKBAT TAKHUBA

10. CHELOUWAJIHU NPEAITAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT

11. HME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Wpnannus

12. HOMEP(A) HA PABPEHIEHHUETO 3A YIIOTPEBA

EU/1/15/1010/039 98 TBEpaM CTOMAIIHO-YCTOWYHBH KaICyJu (2 OMakoBKH 110 49)
EU/1/15/1010/040 98 TBBpIM CTOMANTHO-YCTOWYHNBH KarCyiIH (2 OIMaKOBKH 110 49)
EU/1/15/1010/054 98 TBBpAM CTOMAIIHO-YCTOWYHBH Karcyyu (2 omakoBkH 1o 49)

13. NAPTHIEH HOMEP

ITapTunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Hymnokcernn Viatris 60 mg

‘ 17. YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

JBynaMepeH 0apKoJ ¢ BKIIOYEH YHUKAICH UACHTH(MHUKATOP

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA

PC
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

OTJAEJIHATA KAPTOHEHA KYTHUSA OT I'PYIIOBA OITIAKOBKA 3A TBBPJIUTE
CTOMAIITHO-YCTONYMBHU KAIICYJIX OT 60 MG BE3 CHUHbO KAPE

‘ 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Hymokcernn Viatris 60 mg TBbpIM CTOMANTHO-YCTOWIHUBU KaIICYITH
JyJTIOKCETHH

‘ 2. OBSIBSAIBAHE HA AKTUBHOTO BEIIECTBO

Bceska kancyna cpabppka 60 mg 1yToKCeTHH (KaTO XUAPOXIOPHUT).

3. CIIMUCBK HA IOMOIIIHUTE BEIIECTBA

Coabpika 3axaposa.
3a MOITBJIHUTETHA HH(POPMAIIHS TPOYETETe JINCTOBKATA.,

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

TB’LpI[I/I CTOMaMHO-YCTOﬁqHBH KarcyJjim

49 TBHpAU CTOMAIIIHO-YCTONYUBY KaICyJIn
OTtnenHara ommakoBKa OT IPYIIOBA OITAKOBKa J1a HE Ce MpoiaBa MOOT/IENHO.

‘ 5. HAYYH HA ITPUJIATAHE U ITbT(UIIA) HA BBBEK/IAHE

IIepopanHo nmpunoxxeHue.
[Ipenu ynorpeba npodereTe TMCTOBKATA.

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JIETIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAJOCTBIIHO 3a JCIIa.

‘ 7. APYI'N CHEHNUAJIHU NPEAYHPEXJIEHUA,AKO E HEOBXOJINMO

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

T'ogen no:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

ﬂ;a CC ChbXpaHsdBa B OpUTHHAJIHATA OIIAKOBKA, 3a J1a CC MPEAIasu OT BJjiara.
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10. CHELNMUAJHU NPEAITAZSHU MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAJIBYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Hpnangus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1010/039 98 TBBpau CTOMANTHO-YCTOWYHNBH KarCyIH (2 OMaKOBKH 110 49)
EU/1/15/1010/040 98 TBBpAM CTOMAIIHO-YCTOWYHBH Karcyiu (2 omakoBKH 1o 49)
EU/1/15/1010/054 98 TBBpaU CTOMAIIHO-YCTOWYMBH KaIrcyJ (2 OMakoBKY 10 49)

13. HNAPTUIAEH HOMEP

ITaptugen Ne

‘ 14. HAYUH HA OTITYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3SMEPEH BAPKO/I

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA
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MUHHMMYM JAHHHU, KOUTO TPSABBA JIA CbABPXAT BJIMCTEPUTE NJIHN
JIEHTUTE

BJUCTEPH 3A TBHPAUTE CTOMAIIHO-YCTOMYUBHU KAIICYJIM OT 60 MG

| 1. HUME HA JIEKAPCTBEHUSA TPOAYKT

Hynokcerun Viatris 60 mg TBpAN CTOMAIIHO-YCTOWYMBH Karcylu
IYJIOKCETUH

| 2. HUME HA ITPUTEXATEJIS HA PASPEIHIEHUETO 3A YIIOTPEBA

Viatris Limited

| 3. JATA HA U3THNYAHE HA CPOKA HA T'OJHOCT

T'ogen no:

|4. TOAPTHJEH HOMEP

ITapTugen Ne

5.  JIPYIO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA
KAPTOHEHM KYTHUHU 3A BYTWJIKHUTE 3A TBBPJUTE CTOMAIIIHO-YCTOMYUBU

KAIICYJIM OT 60 MG

‘ 1. NME HA JIEKAPCTBEHUSA ITPOAYKT

HynokcernH Viatris 60 mg TBBpIY CTOMAIIHO-YCTOWYNBHU KaICyJu
JyJTIOKCETHH

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILECTBO(A)

Bcesika kancyna cpabpka 60 mg TyJOKCeTHH (KaTo XUIPOXIOPHUL).

3. CIIMCBK HA IIOMOINHUTE BEIECTBA

Crabpixa 3axaposa.
3a mombIHMTENHA HHPOPMALHS TPOYETETE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

TBBpAN CTOMAIIIHO-YCTOWYMBH KAICYJIN

30 TBBpAM CTOMALTHO-YCTOMYUBHU KaICYJIIH

100 TBBpIAM CTOMALIHO-YCTOMYMBU KaICyIU
250 TBBPI CTOMAITHO-YCTOWYNBH KaTICYITH
500 TBBpAU CTOMAIIHO-YCTONYNBHY KaIlCyJH

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBEKJAHE

IlepopanHo npunoxeHue.
[Ipenu ynorpeba mpoverere IMCTOBKATA.

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, UE JIEKAPCTBEHUSAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBIIHO 34 [ACIA.

7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUA,AKO E HEOBXOJINUMO

8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

I[a CC M3IIOJI3BAa B PAMKUTC Ha 6 Mecena cie] OTBapsaHe.
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‘ 9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE

ﬂ;a CC ChbXpaHsdBa B OpUTHHAJIHATA OIIAKOBKA, 3a J1a CC€ MPEAIasu OT BJjiara.

10. CHELNMWAJHU NPEAITA3SHU MEPKU ITPU U3XBBPJIISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Hpnangus

12. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/15/1010/017 30 TBBpau CTOMANTHO-YCTOWYHNBH KATICYIIH

EU/1/15/1010/018 100 TBBpAH CTOMAITHO-YCTOHYUBH KaIICYIIH
EU/1/15/1010/019 250 TBbpAM CTOMAIITHO-YCTOHYUBH KaIICYIIH
EU/1/15/1010/020 500 TBBpAM CTOMAIIHO-YCTOHYUBH KAIICYIIH

13. NAPTUIEH HOMEP

ITapTugen Ne

‘ 14. HAYUH HA OTIITYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Hynokcerun Viatris 60 mg

‘ 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJICH UACHTH(PHUKATOP

‘ 18. YHUKAJIEH HAEHTU®UKATOP — JJAHHU 3A YETEHE OT XOPA

PC
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA
ETHUKET 3A BYTHUJIKHUTE 3A TBBPJUTE CTOMAIIIHO-YCTOMYHUBH

KAIICYJIM OT 60 MG

‘ 1. NME HA JIEKAPCTBEHUSA ITPOAYKT

HynokcernH Viatris 60 mg TBBpIY CTOMAIIHO-YCTOWYNBHU KaICyJu
JyJTIOKCETHH

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILECTBO(A)

Bcesika kancyna cpabpka 60 mg TyJOKCeTHH (KaTo XUIPOXIOPHUL).

3. CIIUCBK HA IIOMOINHUTE BEIECTBA

Crabpixa 3axaposa.
3a mombiIHUTENHA HHPOPMALHS TPOYETETE JIMCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

TBBpAN CTOMAIIIHO-YCTOWYMBH KAICYJIN

30 TBBpAM CTOMALTHO-YCTOMYUBHU KaICYJIIH

100 TBBpIAM CTOMALIHO-YCTOMYMBU KaICyIU
250 TBBPI CTOMAITHO-YCTOWYNBH KaTICYITH
500 TBBpAU CTOMAIIHO-YCTONYNBHY KaIlCyJH

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBEKJAHE

IlepopanHo npunoxeHue.
[Ipenu ynorpeba mpoverere IMCTOBKATA.

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUSAT ITPOAYKT TPSIBBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBIIHO 34 [ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUA,AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

I[a ce m3I0i3Ba 6 Mecela CiIe OTBapsHe.
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‘ 9. CIIEHHMAJIHU YCJIOBUSA HA CbXPAHEHUE

I[a CC CbXpaHsdBa B OpUTMHAJIHATa OITaKOBKaA, 3a J1a CC€ MPEAIIasu OT BJjiara.

10. CHELOUWAJIHU NPEAITAZHUW MEPKU IIPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJAPEC HA IIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Viatris Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Wpnannus

12. HOMEP(A) HA PABPEHIEHHUETO 3A YIIOTPEBA

EU/1/15/1010/017 30 TBbpAM CTOMAIIHO-YCTOWYHBY KAIICyIJIN

EU/1/15/1010/018 100 TBEpA¥ CTOMAIITHO-YCTONINBH KaIICyIIH
EU/1/15/1010/019 250 TBbpAH CTOMAITHO-YCTOHYUBH KaIICYIIH
EU/1/15/1010/020 500 TBBpAM CTOMAIIHO-YCTOHYUBH KAIICYIIH

13. HNAPTUIAEH HOMEP

ITapTugen Ne

‘ 14. HAYUH HA OTITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. WH®OPMAIIAA HA BPAJIOBA A3BBYKA

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH UAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA
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b. JUCTOBKA
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JIncroBka: nHpopManus 3a NOTpedUTEIs

dynoxcernn Viatris 30 mg TBbpAU CTOMAIIHO-YCTOHYMBH KarncyJu
dynoxcernn Viatris 60 mg TBbpAN CTOMAIIHO-YCTOHYMBH KaINCyJIH
nynokcetuH (duloxetine)

IIpoyereTe BHUMATEIHO LAIATA JUCTOBKA NPeH a 3alI09HeTe Aa IpHeMaTe TOBA JeKapCcTBo,

Thil KaTO T CbAbP2Ka BaskHa 3a Bac undopmanus.

- 3amasere Ta3u JIUCTOBKA. MoJke 1a ce HaJ0XH| Ja sl POYETETE OTHOBO.

- AKO UMaTe HSIKaKBH JIOIBJIHUTEIHN BBIIPOCH, IONTUTalTe Bamms iekap wim gpapmaresT.

- Tosa sekapcTBO € npeanucaHo au4Ho Ha Bac. He ro npeorcrbiBaliite Ha npyru xopa. To Mmoxe
Jla UM HaBpeIH, He3aBUCUMO Y€ IPU3HALNTE Ha TAXHOTO 3a00JsBaHe ca ChIUTe KaTo Bamure.

- AKO IoIyuuTe HAKAKBY HEXXEJIAaHU peakuuy, yBenoMere Bamms nexap win dapmanest. Tosa
BKJIFOYBA ¥ BCUYKHU Bb3MOXXHU HEKEIaHU PEAKLUY, HEOIIUCAaHU B Ta3U JIMCTOBKA. BuxTe Touka

4.

KakBo chabp:ka Ta3M JIMCTOBKA:

Kakgo npencrasnsBa dynokcetrnH Viatris v 3a KaKBO ce H3I10JI3Ba
KaxBo TpsiOBa ma 3Haete, npeau aa npuemete JlymokcetnH Viatris
Kax ma mpuemare Jlynokcetun Viatris

BBb3MOKHH HEXENAHU PEAKLIUU

Kak na cexpansBare Jlynokcerus Viatris

ChbabpprkaHue Ha ONIAKOBKATa M JOIBIHUTENIHA HHGOPMALIUS

AN e

1. KaxBo npeacrasiasaBa Jlyjsokcerun Viatris u 3a kakBo ce U3noJi3Ba

HynokceruH Viatris cbaAbpKa aKTUBHOTO BEIIECTBO TyJIOKCETHH. JynokceTnH Viatris moBuiasa
HHUBATa Ha CEPOTOHWH U HOpaJpEeHaJIHH B HEPBHATA CUCTEMA.

Jynokcerun Viatris ce U3MoJi3Ba Mpy Bh3pacTHU 32 JICUCHHE Ha!

. Jenpecust
o TeHEePaIM3UPAHO TPEBOXKHO PA3CTPOMCTBO (XPOHUYHO YYyBCTBO 3a TPEBOKHOCT WIJIM HEPBHOCT)
o nuabeTHa HeBpomnaTHa 0oJika (4ecTo ONMCBaHa KaTo TopeHe, 001K, CMbJICHE, CTPEeNIKaHe WIIH

0omka, iy e moto0Ha Ha eJeKTpudecky mok. Moske 1a uMma 3ary0a Ha ycelllaHe B 3acerHara
001aCT, WK yCcelaHus KaTo JOMHP, TOTUIMHA, CTY/I WK HaJsraHe MOrar Jia TPeIN3BUKAT
Oorka)

ITpu moBeueTo Xopa ¢ AenpecHs Wik TPEBOXKHOCT JlymokceTnH Viatris 3amouBa 1a AeicTBa B paMKHTE
Ha JIBE CEIMUIIM OT HAYaIO0TO Ha JIEYEHNETO, HO TOBAa MOJKE /1a OTHEMe 2-4 CeIMULIM TPEH Ja ce
novyBcTBare no-noope. Kaxxere Ha Bamms iekap, ako He 3aroyHeTe Jla ce 4yBCcTBaTe Mo-100pe ciel
TOBa BpeMe. BamusT nekap Moxe Ja npoabibku Ja Bu HasnauaBa Jlynmokcetun Viatris, korato ce
YyBCTBaTe 1MO-100pe, 32 J1a MPe0TBPATH Bh3BphIaHe Ha Bamrara gernpecus wim TpeBOKHOCT.

HpI/I MOBCYCTO XOpa € ,Z[I/Ia6€THa HEBpOIIaTHA 00JIKa JICUEHHUETO MOKE Ja OTHEMEC HAKOJIKO CCAMHIIN

TIpeu J1a ce MmovyBcTBaTe mo-noope. Kaxere Ha Bamms nekap, ako He ce 4yBcTBaTe 1mMo-m1o0pe cien
2 meceria.
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2. Kakgo TpsdBa 1a 3Haete, npeau aa npuemete JlyjgokceTun Viatris

He npuemaiite [lysiokcerun Viatris, ako:

- CTE aJICPrUYHU KbM JIyJIOKCETHH WIXA KbM HIKOSI OT OCTAHAINTE ChCTABKH HA TOBA JICKAPCTBO
(m30poeHu B TOUKa 6)

- “Mare YepHOAPOOHO 3a00IsIBaHe

- “Mare TeXKO 0H0peuHo 3a00BaHe

- MpHeMaTe WU Tpe3 MocaeHuTe 14 JHH CTe MpUeMaliy APYro JeKapCTBO, U3BECTEHO KaTo
MOHOAMHHOOKCcHIa3eH naxuouTop (MAO-uaxudurop) (BuxTe ,,Jlpyru nexapcrsa u
Hynokcerun Viatris”)

- npuemare QpayBOKCaMHH, KOWTO OOMKHOBEHO CE€ M3II0JI3BA 32 JICUEHUE Ha JIETIPecHs,
UIPOQIIOKCAIIUH UITH €HOKCAIMH, KOUTO OOMKHOBEHO CE M3IIOJI3BAT 34 JICUSHUE Ha HIKOU
HHDEKITIN

- MpHeMaTe JIPYTH JeKapCTBa, ChbPIKAIIY IyJIOKCETHH (BHXKTE ,,J[pyru 1ekapcTsa u
Hynokcerun Viatris™)

Cnopenere ¢ Bamms nekap, ako IMaTe BUCOKO KPBBHO HAIATaHE WIN ChPAEYHO 3a00isBane. Bammsar
nekap me Bu kaxe, nanm tpsioBa na npuemate JlynokceTuH Viatris.

Ipenynpesxkaenns u npeanasHu MepKU

[Mo-mony ca mocoueHu NpUUMHUTE, TTopaau KouTo JlynokceTrH Viatris Moxe 1a ObJie HEMOIX OIS 32

Bac. Koncynrupaiite ce ¢ Bammst nexap npenu ga npuemete [lynokcerun Viatris, ako:

- mpreMarte JIeKapcTBa 3a JieueHHe Ha JAeTPecHs WK JeKapCTBa, H3BECTHH KaTO OMHOUIH,
W3MO0JI3BaHU 32 00JieKYaBaHe Ha OO0JTKa MK 3a JICYCHUE Ha ONMHOUIHA (HAPKOTUYHA)
3aBHCUMOCT.

- Yrorpebata Ha Te3H JiekapcTBa 3aeaHo ¢ JlynokceTnH Viatris MOXe Ja TOBEAE 10 CEPOTOHUHOB
CHH/IPOM, TIOTEHITHAITHO KHMBOTO3aCTpaIIaBallo ChCTOSTHIUE (BUXKTE ,,J[pyru ekapcTsa u
Hynokcerun Viatris”)

- npueMare XbJT KaHTApUOH NpH JieueHue ¢ ounku (Hypericum perforatum)

- nmate 0p0pedHo 3a00sIBaHe

- CTe UMaJM I'bpUOBe (MIPUMAIBIH)

- CTE UMaJll MaHH

- CTpajare OT OUITOISIPHO Pa3CTPOMCTBO

- uMaTe MpoOJIeMH C OUNTe, KaTo OIPeIeIeHH BUAO0BE TIIayKoMa (TTOBHUIIIEHO HAJISTAaHE B OUHTE)

- uMaTe aHaMHe3a 3a HapyILIeHUs, CBbP3aHM C KbpBEHE (CKIIOHHOCT KbM I0sIBaTa Ha CHHHUHN),
0CO0EHHO, aKo cTe OpeMeHHa (BHXKTE ,,bpeMeHHOCT U KbpMeHe")

- CTE U3JI0)KEHH HA PUCK OT HUCKHM HUBA HA HATPUH (HApUMeEp, aKo NpUeMare TUypPETHIIH,
0c00eHO aKo CTe B cTapyecka Bb3pacT)

- MIOHACTOSIILIEM Ce JICKYBAaTe C APYTO JIEKAPCTBO, KOETO MOXKE Jia MPUYMHH YBPEXKIaHEe HA YEPHUS
Ipod

- npueMarte JIpyTH JeKapCTBa, ChbPIKAIH TyJIOKCETHH (BIKTE ,,J[pyru JexapcTBa u
Jynokcerun Viatris™)

Hymokcernn Viatris Moke J1a JOBeIe 70 yCellane 3a 0e3MOKOWCTBO WIIH HECITOCOOHOCT 3a CeICHE MITH
CTOCHE Ha eHO MsCTO. Bue TpsiOBa na kaxere Ha Bamus nekap, ako ToBa Bu ce ciryun.

TpsiOBa chII0 N1a ce CBBpIKETE ¢ Barmms ekap:

AKO UMaTe NpU3HALY U CUMIITOMH Ha 0€3MIOKOMCTBO, XAIIOIMHAIIMY, 3ary0a Ha KOOPMHAIIHS,
YCKOPEH ITyJIC, TIOBUIIICHA TEJIECHA TEMIIEPaTypa, Obp3u MPOMEHU B KPBBHOTO HAJISTAHE,
CBPBXaKTHUBHH peduiekcH, Auapus, KoMa, rajieHe, MOBPhIaHe, Thil KaTO MOXeE Jla CTpajgaTe OT
CEPOTOHMHOB CHHJIPOM.

B Haii-TesxkaTa cu popMa cepOTOHHHOBHST CHHIPOM MOXKE J]a HAMOA005Ba 37I0KaYeCTBCH
HEBPOJICNITUYCH CHHAPOM. [IpH3HAIINTE U CHMITOMUTE Ha 3JI0KAaY€CTBEH HEBPOJIEITUICH CUHAPOM
MOTaT J1a BKIII0YBAT KOMOMHALIMS OT IIOBHIIIEHA TEMIIEpaTypa, YCKOPEH ChPJIEUEeH PUTHM, U3IOTSIBAHE,
CWJIHA MYCKYJIHA CKOBaHOCT, 00bPKaHOCT, IOBUIIICHU MYCKYJIHU €H3UMHU (ONPEICIICHH Ype3 KPbBEH
TECT).
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JlexapctBa kato Jlynokcetun Viatris (HapeueH! CeTIEKTUBHU MHXMOUTOPU Ha OOPAaTHOTO 3aXBalllaHe
Ha CEpOTOHMHA/MHXUOUTOPH Ha 0OPAaTHOTO 3aXBalllaHE HAa CEPOTOHMHA M HOPAJAPEHAINHA) MOTaT Ja
NPUYMHAT CAMIITOMU Ha HapyILIeHUE Ha ceKcyalHata QyHKIus (BHKTe Touka 4). B Hsikou cinydan
TE€3U CUMITOMHM MPOIBIDKABAT CJIe]l CIIMPAaHE Ha JICYEHUETO.

Cyuyuonu mucau u é1ouiasane Ha Bawama oenpecusn unu mpeeorcno pazcmpoicmeo

AKO CTe JenpecupaHy |/Wiu UMaTe TPEBOKHO Pa3CTPOICTBO, TO Bue Moxke moHskora Jia iMate

MUCJIY 32 CAaMOHapaHsBaHe Wi caMoyOuiicTBo. Te3u Muciam Moke 1a 3a4ecTT, KOraTo 3a IPHB BT

3aro4Bare JCYCHUEC C aHTUACTIPECAHTH, TBHH KaTO 3a ITOCTUTAHETO Ha eq)eKT BCHYKHU TE3U JICKApPCTBA CC

HYXIadaT OT BpEME — O6I/IKHOBCHO OKOJIO AB€ CCAMUIIH, HO ITOHAKOTI'a IIO-ABJITO.

Bue Mosxe 1o-BeposTHO a MUCIHUTE 110 TO3HM HAYWH, aKO:

- CTe UMaJH MPeIBapUTETHO MUCIH 332 CaMOyOHHCTBO MIIM CaMOHApaHSIBaHE

- CTe MJIaJl Bb3pacTeH nanueHT. MadopManus oT KIMHUYHY POYYBaHMS COYM OBUIICH PUCK 3a
MOBEJIEHUE, CBHP3aHO ChC CAMOYOHICTBO, MTPH BB3PACTHU NOJ 25 TOMHU C ICUXUYHH
Pa3CTpoiiCTBa, IEKYBaH! C aHTHICTIPECAHT

AKO MMAaTe MUCJIH 32 CAMOHAPAHSIBAHE MJIM CAaMOYOMIiCTBO MO KOETO U 1a € BpeMe, CBbp:KeTe ce
¢ Bamus nexap uiau uaere He3abaBHO B 00JIHHUIIA.

Moske 1a CMETHEeTE 3a TOJIe3HO Ja pa3Kka)xKeTe Ha POJHUHA WK Ha OJIM3BK MPUSTEN, Y€ CTES
JIETPECUPaHU UK NUMaTe TPEBOKHO PA3CTPOMCTBO U JIa TH TIOMOIIUTE JIa TIPOYETAT Ta3U JINCTOBKA.
Moskere na ru nomonute a Bu kaxar, ako cMmsTat, ye Baiiata genpecus Wid TpeBOKHOCT ce
BJIOIIIABAT WJIH, aKO T€ Ca OOE3IMOKOEH! OT MPOMEHHTE B IMOBEICHUETO B,

Heya unu onowiu noo 18-200uwna eév3pacm

HymokcernH Viatris HOpMaJTHO He TPsOBa Ja ce U3IOI3Ba MPH JIeIa WU IOHOIIH! 1Mo 18-roaumrHa
BB3pacT. ChIlo Taka, TpsiOBa Aa Bu e M3BecTHO, Ue manueHTUTe moja 18 roanHu ca ¢ IOBUIIEH PUCK OT
HeXellaH! e(DeKTH KaTo OIMUTH U MHUCIH 32 CaMOYOHMIICTBO M BPaXkIeOHOCT (IPEMMHO arpecus,
OTIO3WITMOHHO TOBEICHNE U THSB), KOTaTo ynoTpeOsBaT TO3U Kiac jJekapcTsa. HezaBucumo ot ToBa,
BamusT nexkap Moxke aa npennuine Jlynokcerun Viatris Ha manueHT moja 18 ronHu U aKo UCKaTe Ja
o0chauTE TOBa, MOJISI, OOBPHETE ce KbM Hero. TpsOBa ga nHpopMupare Jiekaps, ako HIKOH OT
CUMIITOMUTE, TIOCOYEHH TI0-TOPE Ce MPOSABST WIIH BIIOIIAT, KOTATO MAIMeHT o 18 roanHu mpuema
Hymokcerun Viatris. OCBEeH TOBa, IBITOCpPOYHATa 0€30IMaCHOCT IO OTHOIIICHUE Ha e(PeKTUTE Ha
Hynokcerun Viatris BpXy pacTeika, Ch3psSBaHETO, KOTHUTHBHOTO U TIOBEJCHUECKO PAa3BUTHUE 3a Ta3H
BB3paAcTOBa IpyIia BCe OIle He € YCTAaHOBEHa.

JApyru nexapcrBa u /lysokceTnn Viatris
Wndopmupaiite Bamms nekap nnn ¢apmaneBT, ako mpreMaTe, HaCKOpo CTe MpHUeMalti WK €
BB3MOYKHO J1a IPHEMaTe APYTH JIEKapCTBa, BKIIOYUTEIHO U TAKHUBA, OTIIyCKaHH 0e3 peLenTa.

OcHoBnara cscTaBka Ha JlynokcetuH Viatris, TyJOKCETHH, c€ U3I0JI3Ba B APYTH JEKapCTBa 3a IPyru
CHCTOSIHUSL:
. nuabeTHa HeBponaTHa 0oJIKa, JeTpecusi, TPEBOXKHOCT M He3albpKaHe Ha ypUHA

Wznon3BaHeTo Ha MOBeYe OT €HO OT TE3H JICKApCTBa, MO €IHO U ChILO BpeMe, TpsiOBa Jia ce n304rea.
IIposepete ¢ Bamms nexap nanu Beue npueMare APYIrH JEKapcTBa, ChAbPKALM TyJIOKCETHH.

BamusT nekap e pemu aanu Moxere jaa npuemare Jynokcerun Viatris ¢ qpyru nekapctsa. He
3amoyBaiiTe MU He CIUPAITe NPUEeMa HA KAKBUTO U 1a OUJI0 JIEKAPCTBA, BKJIAIOYUTEJIHO U HA
TakuBa 0e3 peuenTa WM PAaCTUTEIHU JeKapPCTBEHU NPOAYKTH, IPeAHU 1a ce MOChbBeTBaTe ¢
Bamus aekap.
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Tpﬂ6Ba CbIIO Aa YBEIOMMUTE Bamus JICKAp, aKO NprUueMaTe HAKOC OT CJICAHUTE!:

Monoamunooxcuoaznu unxuoumopu (MAO-unxubumopu ): e Tpss6Ba ga npuemate JyIoKkceTHH
Viatris, ako B3eMaTe WJIM HACKOPO CTE B3eMalu (B paMKUTE Ha mocienHuTe 14 qau) Ipyro
AHTHJIENIPECAHTHO JIEKAPCTBO, HAPUIAHO MOHOAMHUHOOKCHIa3eH HHXHOUTOp (MAO-uHXHOUTOP).
ITpumepn 3a MAO-uHXHOUTOPH ca MOKJIOOeMU (aHTUACTIPECAHT) U JIMHE30U ] (AHTHOMOTHK).
[IpuembT HAa MAO-MHXHOUTOPH C MHOTO JIEKapCTBA MO JIEKAPCKO MPEANICaHue, BKIIOUUTEIHO
HynokceruH Viatris, Moke J1a TOBeZE 0 CEPHO3HH WIH AOPHU KUBOTO3aCTPalIaBaIlN HEKEIaHH
edexTn. TpsaOBa ma n3dakate moHe 14 gHM, CIex KaTo CTE Cpenu npuema Ha MAO-uaxubduropw,
npeau 1a Mmoxere Ja B3emere Jlynokcerun Viatris. ChIo Taka € HE00X0AUMO J1a H34aKare MoHe 5
JIHH, cJie]l KaTo crpere J1a npueMate Jlynokcetun Viatris, npeau aa Bzemere MAO-HHXHOUTOPH.

Jexapcmea, Koumo npeou3suKeam CobHAUBOCHL: KbM TSIX CE OTHACAT JIeKapCTBaTa, IPEAIUCAHN OT
Barmus niekap, BKIIFOUUTEIIHO OSH30IMa3ETUHY, CHIIHUA 00€300 IsBaIlH, aHTUIICUXOTHIIH,
(heHoOapOUTAIl M AHTUXHCTAMUHH.

Jexapcmea, nosuwasawu nugomo Ha cepomonun: Tpunranu, punrodan, SSRIs (kato
napokceTHH u guyokcetuH), SNRIs (kaTo BeHnadakcrH), TPULIHUKINYHN aHTHACTIPECaHTH (KaTo
KJIOMHUIIpAaMHUH, aMATPUTITHIHH ), )XBIT KaHTapruoH, MAO-uaxuduTopu (KaTo MOKIOOEMU 1
JIMHE30JI1 1), ONHOUH (KaTo OynpeHOpHH, TpaMaJoa U NeTuauH). Te3u rekapcTBa Moxke 1a
B3aumozeiicTar ¢ [lynokcernH Viatris 1 MoKe Jja pa3BHeTe CHMITOMH KaTO HEBOJIEBU, pUTMUYHU
CHKpallleHUs Ha MYCKYJIUTE, BKIIOUUTEITHO MYCKYJIUTE, KOUTO KOHTPOJIHMPAT ABMKEHHUSATA HA OKOTO,
BB30y/1a, XaJIIOIUHALMH, KOMa, IPEKOMEPHO U3IOTABaHE, TPENEPEHE, yCUIIBaHE Ha pedIeKcuTe,
MOBUIIICHO MYCKYJIHO HalpekeHue, TenecHa temmneparypa van 38°C. Ceppxerte ce ¢ Bamus jgekap,
aKo pa3BHETE TAKMBA CUMITOMH, Thi KaToO T€ MOXKE J1a IIOCOYBAT MOTEHIUATHO )KUBOTO3aCcTPALIaBAII0
CHCTOSIHUE, U3BECTHO KATO CEPOTOHUHOB CHHIPOM.

Hepopajmu anmuKoazyjlanmu Ui anmuazpecanmu: .HeKapCTBa, KOHUTO pa3peKaAaT KpbBTa UIIN
npeyaT Ha KPbBTA Aa CC CbCUPBA. Te3n JICKApCTBA MOTaT a MOBUIIAT PUCKA OT KbPBCHEC.

Jynoxcernn Viatris ¢ XxpaHa, HaMTKA 1 aJIKOXOJI
Jynokcernn Viatris Moxe Ja ce iprema cbe im 06e3 xpana. Heo6xonumMo e moBHIIIeHO BHUMaHHE,
aKo TpreMare ajTkoXoJ, TOKaTo cTe Ha jJedeHue ¢ JlymokceTud Viatris.

BpeMeHHOCT U KbPMeEHe

AKo cTe OpeMeHHa WIH KbPMHTE, CMATATE, U¢ MOXKE J1a CTe OpeMeHHa WIH IIaHupaTe OpeMEHHOCT,

nochBeTBaiTe ce ¢ Bammus nexap winn gapmaneBT npeau ynorpedaTta Ha TOBa JIEKapCTBO.

o YBenomere Bammst nekap, ako 3a0peMeHeeTe, WK ako IUIaHuparte 3abpeMeHsBaHe, I0KaTo
npuemare JJynokcerun Viatris. M3nomssaiite ynokcernn Viatris camo ciez 00chbKaaHe ¢
Bamus siexkap Ha MOTEHIMATHUTE MOJA3M U BCUYKU Bb3MOXKHH PHCKOBE 32 HEPOAEHOTO JETE.

. VBepere ce, ye BamaTa akymiepka W/HiTy Jiekap 3HasT, 4ye moiydaBare JlymokceTuH Viatris.
Korato mogo6nu nexapctsa (SSRIs) ca mpuemanu o Bpeme Ha OpeMEHHOCT, MOXKeE /1a ce
MOBHIIIA PUCKA OT CEPUO3HO ChCTOSHIE NPH OedeTaTa, HAPEUCHO MepcUucTUpaiia 6enoapodHa
xunepTonus npu HoBopoaeHoto (ITTIXH), koeto kapa 6e6eTo ma AuIa yuecTeHo | Ja
M3MIIeXKIa CHHKABO. Te3u nmpu3HaIy OOMKHOBEHO 3al04Bar Mpe3 mbpBUTE 24 dyaca ciie
pakaaHeTo Ha 6e0eTo. AKo TOBa ce ciyud Ha Bamero Oebe, TpsiOBa He3a0aBHO J1a ce CBBPIKETE
¢ Bamara akymrepka n/uimu ekap.

o Axo npuemate [lynokceruH Viatris KbM Kpast Ha OpeMeHHOCTTa ¢, Bamrero 6ede Moxe 1a mma
HSKOM IIPU3HALH, KOraTo ce poau. Te 3amouBaT OOMKHOBEHO NPH PAKIAHETO WM B PAMKHUTE HA
HSIKOJIKO JIHHU CIIe/l paxkiaHeTo Ha Bamero 6e6e. Te3n npu3Haly MoXKe J1a BKIIIOYBAT OTITYCHATH
MYCKYJIH, TperiepeHe, HepBHOCT, Aa He Ce XpaHH KaKTo TpsiOBa, 3aTpyAHEHHE C JUILAHETO U
npunaaein. Axo BameTo 6e0e nMa HIKOHW OT Te3W MPHU3HAIY TPU PAKIAHETO CH, WITH CE
0E3MOKOUTE 32 HETOBOTO 3/IpaBe, CBBpIKETE ce ¢ Bams Jiekap Wi akyliepka, KOUTO 1Ie ca B
cberosHue na Bu nocbBeTBart.
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. Axo npuemate [lynokcetuH Viatris KbM Kpas Ha Bamata 6peMeHHOCT, ChIIIeCTBYBa MOBUIIICH
PHCK OT IPEKOMEPHO BarMHAIHO KbPBEHE CKOPO Clie]l paXkJaHeTO, 0COOCHO, aKO UMaTe
aHaMHe3a 3a HapyIIeHUs Ha KpbBOCHhCUPBaHETO. BamusT nexap uiny akymepka TpsoBa 1a ca
HasICHO, Ue TpruemMaTe QyJIOKCEeTHH, 3a J1a Morar Ja Bu mocbBeTBar.

o Hanuunute nannu ot ynotpebaTta Ha TyJIOKCETHH Npe3 TBPBUTE TPH Mecela OT OpEeMEHHOCTTa
HE TTOKa3BarT MOBUIIIEH PUCK OT OOIIY BpoJIeHH JIe()eKTH MPH JAETETO KaTo IsI0. AKO
HymokcernH Viatris ce mpreMa mpe3 BTopaTa IOJI0BHHA Ha OpPeMEHHOCTTa, MOKE Ja IMa
MIOBHILIEH PUCK O€0ETO Ja ce poax MPeXxAeBPEMEHHO (6 TOMBIHUTEIHHN HEJJOHOCEHN O6ebeTa Ha
Bcekn 100 xeHu, KOUTO prueMaT TyJIOKCETHH Ipe3 BTOpaTa IMOoJI0BHHA Ha OpEeMEHHOCTTa),
peauMHO Mexay 35 u 36 cenMuiia Ha OPEMEHHOCTTA.

J VYBenomere Bamms nekap, ako kepmute. He ce nmpenoppuBa ynorpebara Ha Jlynokcerun Viatris
10 BpeMe Ha KkbpMeHe. TpsiOBa na ce nocwBeTBaTe ¢ Bamus nexap uinu gapmaresT.

Hlopupane u padora ¢ MalIMHK
Hymokcernn Viatris Moxke na Bu Hakapa 1ma ce 9yBCTBaTe ChHIIMBH WU 3aMassHi. He m3mon3Baiite
KaKBaTO U Jla ¢ TEXHHUKA WM MalllMHU, JIOKaTO He pa30epere kak 1ie Bu noenusie Jlynokcerun Viatris.

Hdynokcernn Viatris cbabpska 3axapo3a U HATpUii

Hymokcernn Viatris chapprka 3axapo3a. Ako BammsT iekap BU € Ka3all, 4e UMaTe HEMOHOCHUMOCT
KbM HAKAaKBH 3aXapH, TIOCHBETBAITE Ce C HEro MpeIy MPHeM Ha TO3HU JIEKAPCTBEH MPOAYKT.

ToBa nekapcTBO ChABPKa MO-MaNKO OT 1| mmol Hatpwii (23 mg) Ha Karcyna, T.e. MOXKe JIa ce KaxKe, ue
[IPAKTUYECKU HE ChIbPrKa HaTPUH.

3. Kak na npuemare Jlyiokcerun Viatris

BuHnaru npuemaiite TOBa JISKApPCTBO TOYHO KakTo Bu e kazan Bamus nekap win papmaiieBr. Ako He
CTe CUTYPHH B HEIlo, monuTaiTe Bamus nekap uinu gpapmarieBT.

Jynokcetun Viatris e 3a mepopaiHo npuiiokeHne. TpsOBa 1a morirpliaTe KarcyJsara msja, ¢ yaa
BOJA.

3a denpecus u ouabemna nesponamua 601Ka:
Oo6wuuaiinara no3a Jlyiokcerun Viatris e 60 mg BeIHBK JHEBHO, HO Bamusr jiekap 1e Ha3Hauu
Ilo3ara, KosITo € Imoaxopsia 3a Bac.

3a eenepanuzuparno mpegoicHo pazCmpolcmeo:

Obwnyaiinara HayanHa qo3a Jynokcetus Viatris € 30 mg BeIHBXK THEBHO, CIEJ KOETO MIOBEUETO
nanueHTy npuemar 60 mg BeIHbXK AHEBHO, HO Bamust nekap me Bu npeanumie npaBuinHaTa 3a Bac
nmo3a. Jlozara Mmoke ma ce kopurupa 10 120 mg Ha JeH Bb3 OCHOBATa Ha TOBA, KaK CE MOBIUSABATE OT

HynokcernH Viatris.

3a na He 3a0paBuTe 3a npuema Ha JlynokceTus Viatris, O-JIECHO € Ja IpUeMaTe JIEKapCTBOTO IO €IHO
U CBIO BpeMe BCEKH JICH.

loBeperte ¢ Bammst nekap OTHOCHO TOBa B IPOIBIDKEHUE Ha KOJIKO BpeMe Lie TpsiOBa Ja mpruemare
Hynokcerun Viatris. He cniupaiite npuema Ha [lynokcetun Viatris win He npoMeHsiiite Bamara no3a
0e3 1a cre ce KoHcyTupanu ¢ Bammus nexap. BaxkHo e mpaBmiiHOTO JedeHne Ha Bamero 3abomsBane,
3a Ja ce MoYyBCTBarTe Mo-100pe. AKO He JiekyBaTe BameTo chcTosiHEe, TO MOKE J1a HE OT3BYYH, MOXKE
Jla CTaHe MO0-CEPHO3HO U MO-TPYIHO JICYUMO.

AKO cTe pHeJIM MOBe4Ye 0T HeoOxoauMaTa no3a /lysiokceTuH Viatris

Cebpikere ce ¢ Bamms nekap win hapmaneBT He3a0aBHO, aKO CTE IPHUEITH IMO-TOJISIMO KOJIHYECTBO
Hymokcernn Viatris oT mpeanucanoto ot Bamms jnekap. [Ipu3nanure Ha mpeno3upaHe ca CHHIUBOCT,
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KOMa, CCPOTOHUHOB CUHAPOM (pH,[[KO CpfiraHa peaKkius, KOsATO MOXKE 1a JOBCAC 10 YCCIIAHE 3a
TOJIAMO IIaCTHUEC, ChbHIMBOCT, HCIIOXBATHOCT, 663HOKOﬁCTBO, YyCelIaHe 3a OIMMUAHCHUC, TPECKaA,
H3IIOTABAHE UJIM MYCKYJIHA CKOBaHOCT), nmpunagbly, IOBPBITAHE U YYECTCHA CHP/ACYHA YCCTOTaA.

AKko cTe nponycHau 1a npuemere Jlyjsokcerun Viatris

AKoO cTe IpoITyCHAIIU J103a, IPUEMETE s BeJJHara cjiejl KaTo CM ClloMHUTe. B cityuaii, ue e Bpeme 3a
Bamara cienpara 103a, mpeckodere MpoIycHaTaTa U B3eMeTe caMo €THOKpaTHaTa 703a, KaKTo
oOukHOBeHO. He B3emaiiTe nBoiiHA 1034, 3a 1a KOMIIEHCUpaTe MpolycHaraTa 103a. He mpuemaiite
IoBeYE OT AHEBHOTO Kom4uecTBo JlynokceTnH Viatris, Ha3HaueHO Bu 3a enuH aeH.

AKO cTe cipesiu ipuemMa Ha JlyjiokceTnH Viatris

HE crimpaiite na npuemare Bammre xancynu 6e3 cbBeT oT Bamus iekap, 1opHu ako ce 4yBCTBare mo-
nobpe. Ako Bammst nekap cuere, 4e Bede He ce HykaaeTe oT Jlynokcetnn Viatris, ToH/Ts me Bu
IIOCBHBETBA Ja HaAMaJISIBATC Bamrara J103a B MMIPOABJIKECHUC HA ITOHE 2 CCAMUIIU, TPEAN OKOHYATCIIHOTO
CIHMpaHe Ha JCUSHUETO.

Hskown mannenTy, KouTo cnupat npuema Ha JlynokceTns Viatris BHE3aITHO, ca MOy CHMITOMA

Karo:

. 3aMaiiBaHe, yMOpa, yCeIllaHHus 3a U3TPBIIBaHE WIH yCEIlaHHsl, TOA0OHN Ha IPEMUHABAHE Ha
EJEKTPHIECKH TOK (0COOSHO B 00JIacTTa Ha TJIaBaTa), HApyIIeHUs Ha ChHS (SIPKU CHHHMIIA,
KoIMapu, 0e3ChHUE), yMOpa, CHhHIIMBOCT, YcelaHe 3a Oe3MOKOMCTBO U BB30yAa, yCelane 3a
TPEBOXHOCT, TaJICHE WK TIOBPBILAHE, TPEIepeHe (TpemMop), riiaBodoine, 00JIka B MyCKYJIHUTE,
yCelllaHe 3a pa3ApasHUTEIHOCT, TUAPHS, IPEKOMEPHO U3MOTABAHE U CBETOBBPTEK.

Te3n cumromu OOMKHOBEHO HE ca CCPUO3HHU U U3YE3BAT B paMKUTC Ha HAKOJIKO JHU, HO aKO UMaTe
CUMIITOMH, KOUTO Bu TpeBoxkar, monuTtaiite Bamms nexap 3a ChBeT.

AXO UMaTe HIKaKBH JIOMBIIHUTEITHN BBIIPOCH, CBBP3aHU C YIOTpedaTa Ha TOBA JIEKAPCTBO, MOMUTANTE
Bamms nexap wim papmarieBt.

4. Bb3MOKHH HeKeJIaHn pe€aKkuumn
Kakro Bcuukmu JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a MPCAN3BHUKA HCIKCIAaHU PCAaKIIUU, BBIIPCKU Y€ HC
BCCKH I' IOJIy4aBa. Te3n p€akunun OOMKHOBEHO ca JIEKU A0 YMEPEHU U YECTO U3YE3BAT CJIE HAKOJIKO

CEIMUIIH.

MHoro 4yecTH HexKeJIaHU peakuuu (Moxe 1a 3acerHaTt noseve ot 1 Ha 10 yoBeka)
. ri1aBobone, ycelane 3a ChHINBOCT
. moBaurane (TajgeHe), CyxoTa B ycTara

YecTu HexkeTaHU peakuuu (Moxxe 1a 3acernar 10 1 na 10 yoBeka)

. JIMIICA HA allETHT

° po0JIeEMH ChC ChHHSI, ycelane Ha 6e3MoKoCTBO, HaMaJIeHO MOJ0BO BiCUEHHE, TPEBOKHOCT,
TPYAHO JOCTHTAHE WITH JIMICA HAa OPra3bM, APKHU CHHHUINA

. 3aMasHOCT, ycellaHe Ha ¢aabocT, TpPeMOp, H3TPBIIBAHE, BKIIFOYUTEIHO H3TPBHIIBAHE,

HaCTPBXBaHEC WM MpaBYUYKaHEC I10 KOXXaTa

3aMBIJICHO 3pEHUE

IIyM B ymuTe (dyBaHe Ha IIIyM B YIINTE, KOTaTO HsIMa BHHIIIEH U3TOYHUK Ha 3BYK)
yCelllaHe yJAapyuTe Ha CHPIIETO B ThPHUTE

IMMOBUIICHO KPBbBHO HAJIATAHE, 3a4YCPBsIBAHC

MO-Y€CTO MPO3sIBaHE

3areK, Iuapus, CToManrHa 060Ka, rajgeHe (TOBPBIIaHe), KUCETUHH HIIH JIOMI0 XPaHOCMHUJIAHE,
OTJETISIHE Ha ra30Be

3aCHIICHO TIOTeHe, (ChpOsIT) OOpUB

. MYCKyJIHa 0OJIKa, MYCKYJICH ClIa3bM

. 00JIe3HEHO YPHUHUPAHE, YeCTOTO YPHUHUPAHE
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MPOOJIEMH C JOCTUTAHE Ha EPEKIHUs, IPOMEHH B €AKYJIalUsITa
npuna by (TJIaBHO IPU XOpa B cTapyecka Bb3pacT), yMopa
3ary6a Ha TEeTJI0TO

I[euaTa 1 IOHOIIINUTEC Ha Bb3PACT IOJ 18 TOAWHU C ACTIPCCUs, KOUTO Ca JICKYBaHU C TOBA JICKAPCTBO,
nuMat Majika 3ary6a Ha TErjio, KOraTo 3a IbpBU BT 3all0YBAT Aa I'o0 IpucMar. Ternoro ce moBuIIaBa
A0 CbOTBETHOTO IIpU APYTUTE ACLAa U FTOHOIIHN OT TAXHATa Bb3pacCT, U MOJ CJICO 6 MeEcena oT
JICUCHUCTO.

HeuecTn Hexkenanu peakiuu (Mo:xe 1a 3acernat a0 1 Ha 100 yosexa)

BB3MAJICHNE Ha TbPJIOTO, IPUYHHSIBAILO IPE3raB Iiac
MUCJIY 32 CAaMOYOUNCTBO, IPOOJIEMH ChC ChHS, CKBbPIIaHE ChC 3b0M WIIM CTHCKAaHE Ha 3b0H,
YyYBCTBO 32 JIE30PUEHTAIIHS, JIUTICA HA MOTHBAIIHS

BHE3aITHU HEBOJHH KOHBYJICUH HJIU MOTPEMBAHUS HA MyCKYJIUTE, yCelllaHe 3a Oe3MOKOHCTBO
WJIH HECTIOCOOHOCT Jia CEANTE WIIM CTOUTE CIIOKOWHO, yCellaHe 32 HEPBHOCT, 3aTpyIHEHA
KOHIICHTpAIHs, TPOMEHHN BB BKYCOBHUTE yCEIaHHs, 3aTPYAHEHO KOHTPOJIMpPAHE Ha
JIBUKCHUETO, HATIP., JIUTICA HA KOOPAWHAIIMSI UM HEBOJIHHU JIBHIKCHUS] HA MYCKYJIUTE, CHHIIPOM
Ha HECIIOKOWHHTE KpaKa, JOII ChH

paslIMpeHy 3eHUIU (ThMHATA [IEHTPAITHA YacT Ha OKOTO), IPOOJIEMHU ChC 3PEHUETO

YyBCTBO Ha CHHIUBOCT WJIH ,,BUEHE Ha CBAT (CBETOBBPTEXK), OOJKA B YIIIUTE

Y4eCTeHO W/WIN HEPUTMHUYHO OMEHE Ha ChPIETO

MIPUITATBK, 3aMastHOCT, TIPHUYEPHSIBaHE WM TPUTIaIaHe TIPU U3IPABSIHE, CTYACHA MPHCTUTE HA
pBLIETE W/UITK Ha KpaKaTa

CTSATaHe B I'bPJIOTO, KPHBOU3IMBHU OT HOCA

MOBPBIIaHE Ha KPBB WM KaTpaHEHO-YepHU M3NPAXHEHUS ((peKannn), racTpOSHTEPHUT,
OpUTrBaHe, 3aTPyIHEHO MperIbIIaHe

BB3NAJICHUE Ha YEPHHUS APO0, KOETO MOKE J1a MPUYMHU KOpeMHa 00JIKa M MOXKBITABaHE Ha
KOXaTa WM Ha OSJI0TO HA OYHTE

HOII[HU M3MOTSABaHUs, OOpUB, CTY/ICHA TIOT, YyBCTBUTEIHOCT KbM CITbHUYEBATA CBETIIMHA,
MOBHIIIEHA CKIIOHHOCT KbM 00pa3yBaHe Ha CHHUHHU

MYCKYJTHO HalpeXeHre, TOTPerBaHe Ha MyCKYyJTUTe

3aTpyJHEHNE WM HEBB3MOXKHOCT 33 YPUHHUpaHE, 3aTPyJHEHO HAYal0 Ha ypUHUPAHETO,
HEOOXOIMMOCT OT YPHHHUPaHE Mpe3 HOLITa, HeOOXOAUMOCT OT M0-YeCTO YPHHUPAHE OT
00WKHOBEHO, cllaba CTpys Ha ypuHaTa

HEeOOMYaliHO BarHHAIHO KbPBEHE, HAPYIIIEH MEHCTPYaJICH [TUKBII, BKIFOYUTEITHO TEKKH,
00J1e3HeHN, HEPEAOBHY M TPOIBIDKUTETHA MEHCTPYAITHN KA, HEOOMYaiHO JIEKH HITH
JIUTICBAIY MEHCTPYaIHH [IUKJIH, HApyIIeHa CeKcyanHa (QyHKIHS, 00JKa B TECTUCUTE WIIH
CKpPOTyMa

0oJika B TpBAHMS KOLI, YyBCTBO 32 CTY/, KaXa, TperepeHe, 1yBCTBO 3a TOIUIMHA, HeoOnJaiiHa
MOXO0/IKa

MMOKa4BaHEe Ha TETJIOTO

Hynokcernn Viatris Moxe 1a MpuanHA e(pekTH, KouTo Bre MoXke 11a He yceThuTe, KaTo
MTOBHUIIIABAHE HAa YSPHOIPOOHUTE CH3UMHU WJIM Ha HUBOTO HA KAJINW, KpeaTHHUH (ochOoKrHA3a,
3axap WJIH X0JIeCTEPOII B KpbBTa

Penxm Hexesanu peakuum (Moxke 1a 3acerHat 10 1 Ha 1 000 yoBeka)

CEepHO3HA aJleprudHa PEeaKIys, KOSTO MPUYNHSBA 3aTPYAHEHO AMIIAHE WM 3aMastHOCT, C
MOJyBaHe Ha €3UKa WK YCTHUTE, JIEPTHYHH PEaKLInU

HamaJeHa QYHKIHs Ha IUTOBUIHATA JKJIe3a, KOETO MOXKe a MPUYMHH yMOPa WM [TOKauyBaHe Ha
TETJIOTO

00e3BO/IHSIBaHE, HICKU HUBA HA HATPHUH B KPBBTA (TJIABHO ITPU XOpa B CTapyecKa Bb3pacT;
CHMITOMHUTE MO’KE JIa BKIIFOUBAT yCeIIaHe 3a 3aMasHOCT, CJ1a00CT, 4YyBCTBO 3a
00BPKaHOCT,CHHIMBOCT WIIH CHITHA YMOPA, WM TaJICHE HIIH MOBPBIAHE; TI0-CEPHO3HH
MPU3HAIHM ca MPUJIOIIaBaHe, NPUCTHIH WK IPUNAIbLH), CAHAPOM Ha HEOCTAThYHA CEKPEIHs
Ha aHTHanypetndeH xopmoH (CHA/IC)
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o caMOyOMICTBEHO MOBeIeHUE, MaHUs (CBPHXAaKTUBHOCT, CKavallll MUCJIM U HaMaJieHa Hy>KJa OT
CBH), XaJIIOIMHAIIUY, aTPECUBHOCT U THSB

o “CepoToHHHOB CHHIIPOM” (PSIKO CpelllaHa peakLus, KOsSTO MOXKe Ja J0BeJle 10 YyBCTBO Ha
TOJISIMO IIAaCTHE, CHHIMBOCT, TPOMAaBaTHOCT, OE3MOKONCTBO, YCElIaHe 3a ONMsSHEHUE, TPEeCKa,
M3IIOTSIBAHE WJIM CKOBAHOCT Ha MYCKYJIUTE), IPUIAIBIIN

. MOBHUIIICHO OYHO HaJIATaHe (TJIayKoma)

o BB3MAJICHUE Ha YCTaTa, M0sBa Ha sIPKOYEePBEHA KPbB B U3NpaKHEHUsITa By, o1 ab6X,
BB3MAJICHUE Ha JIe0ETI0TO YepBO (MIPEIU3BUKBAIIIO TUAPHS)

o YepHOIPOOHA HEAOCTATHYHOCT, KBJITO OIBETSIBAHE HA KOXKATA WM HA OSJIOTO HA OYUTE
(KBIATCHHIIA)

o curapom Ha CTuBBHC-J[PKOHCHH (Cepro3HO 3a00BaHE C MOTYBAHE HA KOXKATa, yCTaTa, OuUuTe U

HIOJIOBHTE OPTaHM), CEPHO3HA aJIeprUYHa PeaKIys, KOsITO NPUINHABA [T0JyBaHEe Ha JINIETO HIIH
I'bPJIOTO (aHTHOETIEM)

CIIa3MH Ha YEJIFOCTHUTE MYCKYJIH

IIPOMEHEH MUPHUC HAa ypUHATa

MEHOTay3aIHH CHMITOMH, HeOOWYaitHO OTAEISIHE Ha KbPMa MPH MBKE HIIH KEHU

KalllJTNIa, XpUIIOBE U 3ayX, KOUTO MOTaT Ja ObJaT NpUAPYKEHH OT BUCOKA TeMIIepaTypa
MPEKOMEPHO BarMHAJIHO KPBBOTEUEHHE, MAJIKO CJIEA PayKAaHEeTO (IOCIEPOAOBO KPHBOTEUCHHUE)

MHoro peaku HexeJaaHu peakiuu (Mo:xe 1a 3acernar 10 1 na 10 000 yoBeka)
o BB3MAJIeHNEe Ha KPhbBOHOCHUTE CHIOBE Ha KOXKaTa (KO’KEH BaCKYJIHT).

C Heu3BecTHA 4ecTOTA (0T HATUYHMUTE JAHHHU He MOKe /1a 0b/le HANPABEHA OL[€HKA)
° MIPU3HALKA U CUMIITOMH Ha ChCTOSIHUE, HAPEUCHO ,,CTPECOBA KapJUOMHOIIATHA , KOETO MOXKE J1a
BKJTFOYBA OOJIKa B THPANTE, 33X, 3aMasTHOCT, IIPUITAIBK, HEPABHOMEPEH ChPICUCH PUTHM.

Cho0maBaHe Ha HesKeJaAHH peaKIuu

AKO MoNTyuHTe HIKaKBH HEXEJIaHH JICKApCTBEHU peaklyy, yBeaoMere Bamms nexap niau papMaresr.
ToBa BK/IIOYBA BCUYKH Bb3MOXKHM, HEOIIMCAHM B Ta3U JINCTOBKA HEXKEJaHU peakuuu. MoxxeTre chIo Aa
ChOOLINUTE HEXETAHU PeaKIMU AUPEKTHO Ype3 HallMOHAJIHATa CUCTeMa 3a ChOOIaBaHe, II0COYEeHA B
[punoxenue V. Karo cpobmiaBare HexenaH! peakuK, MOXETE J1a aeTe CBOsI IPUHOC 3a
[OJIy4aBaHe Ha IoBeue MH(popManus OTHOCHO 0€301acHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansiBare /lynokcernn Viatris

Jla ce cbXpaHsiBa Ha MSICTO, HEAOCTBITHO 32 Jela.

He u3non3BaiiTe ToBa IeKapcTBO Ciiell CPOKa HA TOAHOCT, OTOENA3aH BHPXY KapTOHEHAaTa OMaKOBKa.

}Ia CC ChbXpaHsiBa B OpUTHMHAJIHATa OITaKOBKaA, 3a 1a CC MPEAIasu OT BJjiara.

Camo 3a OyTHIIKHTE:
Cren oTBapsiHE Jia ce U3MOJI3BaT B PAMKHTE Ha 6 Mecela.

He HU3XBBPJATE JICKApPCTBATA B KaHAJIW3alUATa WA B KOHTGI;'IHepa 3a JOMAalIHU OTIIaabIIH. [Tonmratite

Bamms gpapmarneBT Kak Aa U3XBPISTE JIEKapCcTBaTa, KOUTO Bede He M3Moa3Bare. Te3n MepKH e
CIIOMOTHAT 3a Ola3BaHe Ha OKOJIHATa cpeja.
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6. Cpabp:kaHue Ha OMAKOBKATA M AONBJIHUTEIHA HHPOPMAIUSA

KakBo cbabpika lysokcerun Viatris
AKTHBHOTO BEIIECTBO € AYJIOKCETHH.
Bcesika xancyna cpaspika 30 mmu 60 mg ayjaoKceTHH (KaTo XUAPOXIOPHT)

Hpyrure cbcraBku ca:
Cvovporcanue Ha kancyrama: 3axapHy TpPaHyNH (3axapo3a, HapeBUYHO HUIIECTE), XUTIPOMEN03a,
Makporon, KpocmoBuoH, Tank, 3axapo3a, Xamnpomenosa ¢ranart, Juetundranar.

Obsuexa na xancyrama: bpunsatao cuabo (E133), xbar xenesen okcup (E172) (camo 3a 60 mg),
tutanoB auokcup (E171), skenaTtuH v TOJJHO 32 KOHCYMHUpPAHE 371aTUCTO MacTuio (camo 3a 30 mg) niu
TOJTHO 3a KOHCYMHpaHe 0510 MacTmiIo (camo 3a 60 mg).

T'o0Ho 3a KOHCYMUpaHe 31amucmo Macmuno. elsakK, MPONUISHIVIMKOJ, KOHIIEHTPHPaH pa3TBOp Ha
aMOHSIK, )BT skene3eH okcun (E172).

T'o0Ho 3a KoHCYMUpaHe 6510 Macmuio: TIeIUTaK, TPOTIIEHTIINKOI, HATPHEB XUAPOKCH]I, TIOBUIOH.
memnak (E171).

Kaxk u3raexna lynokcerun Viatris 1 kKakBo chbIbpika ONAKOBKATA
HymokcernH Viatris € TBbp/Ia CTOMAIIHO-YCTOMYMBA Kancyia. Beska kancyna JlymokceTud Viatris
CBHABPKA MEJETH AYIOKCETHH XUAPOXJIOPH]L C TTIOKPUTHE 3a 3aIlIUTa OT CTOMAITHATa KUCEIHNHA.

Hynmokcernn Viatris ce mpenyara B 2 pasHoBuaHocTd: 30 mg u 60 mg.

Kamncynure mo 30 mg ca ¢ Henmpo3padyHO CHHBO Karaye W HEMPO3padHo 0510 TAJIO0, C HalledaTaH
3natuct Haanuce “MYLAN “ Hag “DL30* BbpXy Kammadero H TSAIOTO.

Kancynure nmo 60 mg ca ¢ Henmpo3payHO CHHBO Kalade ¥ HeMPO3paydHo JKBITO TSUI0, C HAalleyaTaH Os
Haamic “MYLAN “ mag “DL60% BppXy Kamadkara u TsUIOTO.

Hynokcetun Viatris 30 mg e B Onucrepu, chabpxanu 7, 14, 28 , 49, 98 u rpynosa onakoBka
cpabprkamma 98 (2 onakoBku no 49) xancynu, nepdoprupanu OJIMCTEPH C SAUHIYHH 103U, ChIbPIKAIIH
7x1,28x1u30x 1 xancynmu u B OyTunku, ceabpxamu 30, 100, 250 u 500 karncynu u cymmuren.
CymuTensT aa He ce MOTTbLIa.

Hynoxcernn Viatris 60 mg e B Omuctepn, cpaspxamm 14, 28, 49, 84, 98 u rpynosa onmakoBka
cpabprkamma 98 (2 omakoBku no 49) xancynu, nepdoprpanu OIUCTEPH C SAUHIUYHH 103U, ChAbPIKAIIH
28x1,30x 1 m 100 x 1 xaricynu u B OyTuiku, ceabpxkammu 30, 100, 250 u 500 xarcynu 1 cymuTen.
CymuTesnsiT aa He ce MOrIbLIa.

He Bcuyky BU0OBHU OITAKOBKK MOTAT J1a 6I>,E[aT MMyCHATH Ha mma3apa.

IIpuTe:xarTesn HA pa3pelIleHHETO 3a yoTpeda
Viatris Limited, Damastown Industrial Park, Mulhuddart, Dublin 15, DUBLIN, Upnaumus

IIpousBoaureJ
Mylan Hungary Kft., Mylan utca 1, Komarom 2900, Yurapus

Viatris Germany GmbH, Zweigniederlassung Bad Homburg v. d. Hoehe, Benzstrasse 1, Bad Homburg
v. d. Hoehe, Hessen, 61352, 'epmanns
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3a JOIIBJIHUTCIIHA I/IH(bOpMaLII/IH OTHOCHO TOBa JICKapCTBO, MOJId, CBBPKETEC CC C JIOKATTHUSA
MNpeACTABUTECI HA MMPUTCIKATECIIA Ha PA3PCHICHUCTO 34 yHOTpe6a:

Belgié/Belgique/Belgien
Viatris
Tél/Tel: + 32 (0)2 65861 00

bbarapus

Buarpuc EOO/]
Ten.: +359 2 44 55 400

Ceska republika
Viatris CZ.s.r.o.
Tel: +420 222 004 400

Danmark
ViatrisApS
TIf: +45 28116932

Deutschland
Viatris Healthcare GmbH
Tel: +49 800 0700 800

Eesti

Viatris OU
Tel: + 372 6363 052

EALGOO
Viatris Hellas Ltd
TnA: +30 2100 100 002

Espaiia
Viatris Pharmaceuticals, S.L.
Tel: +34 900 102 712

France
Viatris Santé
Tél: +33 437257500

Hrvatska
Viatris Hrvatska d.o.o.
Tel: +385 123 50 599

Ireland

Viatris Limited
Tel: +353 1 8711600

Lietuva

Viatris UAB
Tel: +370 5205 1288

Luxembourg/Luxemburg
Viatris

Tél/Tel: + 32 (0)2 658 61 00
(Belgique/Belgien)

Magyarorszag
Viatris Healthcare Kft.
Tel.: +36 1465 2100

Malta

V.J. Salomone Pharma Ltd.
Tel: +356 212201 74

Nederland
Mylan BV
Tel: + 31 (0)20 426 3300

Norge
Viatris AS
TIf: +47 66 75 33 00

Osterreich
Viatris Austria GmbH
Tel: +43 1 86390

Polska
Viatris Healthcare Sp. z o.0.
Tel.: + 48 22 546 64 00

Portugal
Mylan, Lda.
Tel: + 351 214 127 200

Romania
BGP Products SRL
Tel: +40 372 579 000

Slovenija

Viatris d.o.o.
Tel: +386 123 63 180



island Slovenska republika

Icepharma hf. Viatris Slovakia s r.0.

Simi: + 354 540 8000 Tel: +421 2 32 199 100
Italia Suomi/Finland

Viatris Italia S.r.1. Viatris Oy

Tel: + 39 02 612 46921 Puh/Tel: + 358 20 720 9555
Kvnpog Sverige

CPO Pharmaceuticals Limited Viatris AB

Tnk: + 357 22863100 Tel: + 46 (0)8 630 19 00
Latvija

Viatris STA
Tel: +371 676 055 80

I[aTa Ha MOCJICAHO NpepasrjiekaaHe Ha JUCTOBKaTa

IToapo6Ha wHGOpPMAITHS 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickara areHnus
10 JIeKapcTBara: http://www.ema.europa.cu.
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