INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHMA TPOAYKT
Hynokcerrn Mylan 30 mg TBBEpa¥ CTOMAIIHO-YCTONYMBY KarCyiiu

Hynokcernn Mylan 60 mg TBbpAN CTOMAIIHO-YCTOHYNBH KarCyiu

2. KAUYECTBEH U KOJIMYECTBEH CbCTAB

30 mg kancynau

Besika kancyna ceappika 30 mg nymokcerun (duloxetine) (karto xuapoxmopun).
THomowno(u) eewgecmeo(a) ¢ uzeecmno deticmsue

Besika kancyna ceappka 62,1 mg 3axaposa.

3a IBJIHUAT CIIUCHK HA MIOMOIIIHUTE BEIICCTBA BUXKTE TOUKa 6.1.

60 mg kancynu

Bcesika kancyna ceaspika 60 mg aynaoxcetun (duloxeting) (kaTto Xuapoxmopum).
Tlomowno(u) seugecmeo(a) c uzgecmuo Oeticmeaue

Bcesika kancyna ceappika 124,2 mg 3axapo3sa.

3a IBJIHUAT CHUCHK Ha IIOMOIIHHUTE BCUICCTBA BHXXTC TOYKaA 6.1.

3. JIEKAPCTBEHA ®OPMA
TBbpAa CTOMALIHO-YCTOHYMBA KaIlCyJIa

30 mg kancyau

TBBp/a CTOMANTHO-YCTOHYMBA KaIlCyJa, Tpuoam3uTesHo 15,9 mm, ¢ Henpo3pavyHo CHHBO Karade u
HENpOo3payvHo 0510 Tsu10, ¢ HareyaTaH 3naTtuct Haamuc “MYLAN “ mag “DL30* BppxXy Kamavero u
TSJIOTO.

60 mg kancynu

TBBpIa cCTOMaIIHO-YCTOWYMBA KaIICyIIa, MPpUOIM3uTeTHOo 21,7 MM, ¢ HENMPO3paYHO CHHBO Karave u
HENPO3payvHo KBITO TS0, ¢ HanedaTad Osu1 Haamwmce “MYLAN “ man “DL60* Bbpxy Kamadyeto u
TSUIOTO.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHU NOKA3AHUS

JleueHne Ha TOJISIMO JAETIPECUBHO Pa3CTPOMCTBO.
Jleuenne Ha guabetHa nepudepHa HeBponaTHa OoJIKa.

JledeHune Ha reHepaIn3upaHo TPEBOKHO Pa3CTPOHCTBO.

Hynokcetnn Mylan e nokasan npu Bb3pacTHH.
3a JOBIHKUTENHA HHPOPMAITUS BHXKTE TOYKa 5.1.



4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

2031/1[30131(3

Tonamo denpecusno pazcmpoiicmeo

Havannara n mpenopprunTeIHATa TOAIBpIKaIIa 1032 € 60 mg BeqHBK JHEBHO, ChC HITH 0e3 XpaHa. B
KJIMHAYHY TIPOYYBAHUsI ca OIICHSABAHM OT TJIeIHA TOYKa Ha Oe30macHOCTTa 031 Hajl 60 mg BeTHBXK
JTHEBHO, 710 MakcuMaiHa 103a 120 mg BeIHBX JHEBHO. Bbrpeku ToBa, HIMa KIMHUYHU
JTIOKA3aTeJICTBA MPEATOJIaraily, 4e MalueHTUTe HEOTTOBOPHIIN Ha HavYaTHaTa PEOPBhUUTEIHA 1032
MOTarT Jia UMAT TI0JI3a OT TIOKAYBAaII0 TUTPUPAHE Ha J103aTa.

OOUWKHOBEHO TEPAICBTUYCH OTTOBOP € HaOIIoAaBa ciel 2-4 ceIMUIIM JICUCHHE.

3a ma Ob/e MpeoTBpaTeH PEIUINB, CIIe] KOHCOMUANPAHe Ha AaHTHUICTIPECUBHIS OTTOBOP Ce
MpEenopbYBa JIEYCHUETO Ja MPOABIIKHI HIKOJIKO Mecena. [Ipu manueHTu, KOUTo ce MOBIUSIBAT OT
JIedeHue C TyJTOKCETHH ¥ MMaT aHaMHEe3a 33 MOBTOPHU €MU30/I1 Ha ToJsiMa JIENPecusi, MOXe Ja ce
B3€Me 101 BHUMaHHUE MMO-HATAThIITHO JBITOCPOYHO JedeHue ¢ 103a oT 60 mg mo 120 mg/aueBHoO.

T'enepanuszupano mpegosicHo pazcmpoicmeo

[IpenoprunTenHaTa Ha4aIHA 7034 MIPH MAIUEHTH C TeHepaIN3UPaHO TPEBOXKHO pa3cTporicTBo € 30 mg
BEAHBXK JHEBHO ChC WM Oe3 xpaHa. [Ipu nauneHTH ¢ He3a10BOIUTENICH OTTOBOP A03aTa TpsAOBa 1a ce
yBenuuu 10 60 mg, koeto e obuyaiiHaTa MOAbPIKALIA 1032 P [TOBEYETO MAIIMCHTH.

[Tpu manmeHTH ¢ KOMOPOUIHU T'OJIEMH JAENPECHBHHU €MM30/IM HaYallHaTa U MO IbpKalara 103a e
60 Mg BemHBK THEBHO (MOJIS, BUXKTE CHINO MPETIOPHKATE 3a JO3UPAHE MO-TOPE).

Ho3u mo 120 mg qHEBHO ca MoKasaiy, 4e ca eeKTUBHH U Ca OLIEHSIBAHU C Orje]l Ha 0€301acHOCTTa

NpY KIMHUYHY poyyBanusi. ClieoBaTeIHO, PY MAlMeHTH ¢ He3aI0BOJIUTENIeH OTToBOp a0 60 mg,

yBenuueHue 10 90 mg unu 120 mg Moke 1a ce uMa npeABU. Y BEIMYEHUETO Ha Jlo3aTa TpsOBa ia e
Bb3 OCHOBA HA KIIMHUYHHA OTTOBOP U ITOHOCHUMOCT.

Crnier KOHCONMUAMPAHE HA OTTOBOPA, C€ MPETOphYBa J]a C€ MPOABIKY JICUSHHETO 32 HAKOJIKO Mecella,
3a J1a ce M30ETHE PEIU/INB.

Jluabemna nepughepna nHesponamua donxa

Hauannara n npenopbsunTeNHaTa MOAIBpXKaIIa 103a € 60 mg BeIHBX JHEBHO, ChC WM 0e3 xpaHa. B
KJIMHUYHU TPOYYBAHMsI Ca OLICHABAHU OT IJIe/HA TOYKA Ha 0€30MacHOCTTa J1034 HaJl 60 mg BEIHBK
JTHEBHO, 10 MakCHMMaJiHa 7i03a 120 mg AHEBHO, NPUIOKEHA KaTo PaBHO Pa3/elICHU MTPUEMH.
[1na3mMeHnTE KOHIIEHTPALUH Ha JTyJIOKCETHH MPOSIBSBAT TOJIIMa MHTEPUHIMBU/yaHAa BAPHAOMITHOCT
(Bx. Touka 5.2). CiietoBaTeIHO, Ha HSIKOH MAIMSHTH, KOUTO ca OTTOBOPHJIM HE3aJ0BOJIUTEIHO Ha
60 mg, MoraT Jia ca IMOJIE3HH MO-TOJIEMH JI03H.

OTroBopbT KbM JIEUEHHETO TPSIOBaA /1a ObIe OleHsIBaH ciell 2 Mecera. [Ipu marnuenTy ¢ HeJoCcTaTbYHO
IbPBOHAYATHO TIOBIUSBAHE € MAJIKO BEPOSTEH JOMBIHUTEICH OTTOBOP CIIEM TO3H MEPHO.

TepaneBruuHara mon3a TpsOBa 1a ObJie NPEOICHIBaHA PETYISIPHO (TIOHE HA BCEKU TPU Mecela)
(Bk. Touka 5.1).

Cneyuanuu nonynayuu

Hayuenmu 6 cmapuecka 8b3pacm

IIpun manmenTH B cTapyecka Bb3pacT HE CE€ MPENOPbUBa alaliTUPAaHE HA J]03aTa EANHCTBEHO Bb3
OCHOBa Ha Bb3pacTTa. Bbrrnpeku ToBa, mog00HO Ha BCEKH JIEKAPCTBEH MPOLYKT, CE M3UCKBA BHUMAaHHE
KOTaTo Ce JIEKyBaT MallMeHTH B cTapuecka Be3pact, ocobeno ¢ 120 mg lymokcerun Mylan gaesHo
IIPH TOJIEMH JETPECUBHH €MTU30/1H WM T€HEPAIN3UPaHO TPEBOXKHO Pa3CTPOMCTBO, 338 KOETO HMa
OrpaHMYEHH JaHHHU (BXK. Touka 4.4 u 5.2).



Yeprnoopobro yepeoicoare

Hynokcernn Mylan He Tps0Ba 1a ce W3MOA3Ba MPH MAIIMEHTH C YePHOAPOOHO 3a00IABaHE, JOBENIO 10
yepHOApOOHa HEAOCTATHYHOCT (B3K. Touka 4.3. u 5.2).

Bvbpeuno yepeacoane

He e HeoOX0 MO0 KOpHTHpaHe Ha 03aTa IPH MAMEHTH C JIeKa 10 yMepeHa Ob0pedHa quchyHKIHs
(xkpearurnHOB KIUpbHC 30 10 80 ml/min). Jynokcerin Mylan He Tps6Ba na ce n3nosn3pa npu
MAIKCHTH C T&KKO OBOpedYHo yBpexkaaHe (kpeartuHuHOB KiaupbHCe <30 ml/min; Bx. Touka 4.3).

Heduamputma nonyaayus

JlynokceTHH He TpsOBa Jia ce U3I0JI3Ba MPH Jella ¥ FOHOIIN Ha Bb3pacT 1o 18 rouHu 3a JiedeHue Ha
TOJISIMO JIETIPECUBHO Pa3CTPOMCTBO, OpaIu ChoOpakeH s 3a 0€30IacHOCT U e(pUKACHOCT (BIK.
touka 4.4, 4.8 u 5.1).

be3onacHocTTa M ehuKacHOCTTa HA JYJIOKCETHH 3a JICUCHHE Ha TeHEPAITM3UPAHO TPEBOKHO
Pa3CTPOMCTBO MPH MEAUATPUYHH MAIMEHTH Ha Bb3pacT 7-17 roJMHU He ca yCTaHOBeHH. JlOCThITHUTE
[MIOHACTOSAIIIEM JTaHHU ca onucany B Touka 4.8, 5.1 u 5.2.

BeszonacHocTTa M ehrKkacHOCTTa Ha AYJIOKCETHH 3a JeUeHUe Ha uabeTHa nepudepHa HeBpomaTHa
Oosnka He ca u3cnenBany. JIMNcBar naHHH.

Ilpexvceane na neuenuemo

TpsibBa na ce n3bdsArea ps3ko nmpexkbeBane. Korato ce npeknesa siedenue ¢ Jlynokcerun Mylan, nosara
TpsiOBa J1a ObJic HaMallsiBaHa MOCTETIEHHO 3a MEPHO/I OT IMOHE €/IHA JI0 JIBE CEAMUIIM, 32 JIa ce HaMalu
pHUCKa OT peakinu Ha oTHeMaHe (BX. Touka 4.4. u 4.8). Ao cieq HaMalsiBaHE Ha J103aTa WK MIPU
MPEKbCBAHE Ha JICYCHNUETO CE MOSBABAT CUMIITOMH Ha HETIOHOCHUMOCT TpsiOBa Ja ce MMa MpeIBU]
MOTHOBSIBaHE Ha Ha3HAYEHATa MPeIX TOBa 103a. BriocneacTere, tekapsaT MOXKe Ja MPOIBIDKH Ja
HamaJIgBa J103aTa, HO MO-TIOCTENEHHO.

Hauwnn Ha npuioxeHue

3a nepopaHO IPHIIOKEHHE.
4.3 TIlpoTuBomOKa3aHus

CBp’bX‘-IyBCTBI/ITeJ'IHOCT KBbM aKTUBHOTO BCIIIECCTBO WJIN KBbM HAKOC OT IIOMOIIIHUTEC BCIIIECCTBA,
n30poeHu B Touka 6.1.

EnnoBpemennoTo npuiokenve Ha ynokcernn Mylan ¢ HecenekTHBHH, HEOOpATUMHU HHXHOUTOPH Ha
MoHoamuHOOKcH1a3aTa (MAO-UHXHOUTOPH) € IPOTHBOIIOKA3aHo (BK. Touka 4.5).

YeproapoOHO 3ab0s1BaHe, BOAEIIO 10 YepHOAPOOHO yBpexaane (BxK. Touka 5.2).

Hynokcetnn Mylan we TpsiOBa 1a ce npuiiara B KoMOUHAIMs ¢ (piyBOKCaMHH, UITPOQIOKCANH WX
eHokcaruH (1.e. Mmotiar CYP1A2 naxubutopu), Thil KATO KOMOMHHUPAHETO BOIM JI0 TOBUIIIEHU
IUIa3MEHHU KOHIIEHTPAIMY Ha TyJOKCeTHH (BXK. Touka 4.5).

Texxko ObOpedHO yBpexaaHe (kpeaTHHHHOB KiMpbHC <30 ml/min) (Bx. Touka 4.4).

3anouBaHe Ha jieueHue ¢ Jlynokcernd Mylan e mpoTHBOOKa3aHo NpH MAMEHTH ¢ HEKOHTPOJIMPaHa

XHUIEPTOHMS, Thil KATO MOXKeE J]a N3JI0KU NAlMEHTHUTE Ha MOTEHIMAJICH PUCK OT XUIIEPTOHUYHA KpH3a
(Bx. Touka 4.4 u 4.8).



4.4 CroenuajJHU nMpexynpexIeHUusi U NpeanasHu MepKU Npu ynorpeda

Manus U npunaablu

Hynokcetnn Mylan tpsibBa a ce npuiara ¢ BHUMaHHe TIPH MAIMEHTH ¢ aHAMHE3a 32 MaHUs WU C
JarHo3a OUITOISPHO PAa3CTPONCTBO, W/HIIN TIPHUIIAIBITH.

Muapuasa
CpoOmraBana ¢ MUIpHasa, CBbp3aHa ¢ IyJIOKCETHH, 3aTOBa mpeanucBaneto Ha Jlymokcernn Mylan na
MAIMEeHTH C TIOBUIIIEHO BETPEOYHO HAMSATAHE WIIM TAKMBA C TIOBUIIICH PHUCK OT OCTPa TSICHOBI'BIIHA

TjIaykoMa TpSI6Ba Ja cTaBa C BHUMaHUCE.

KpbBHO HayIsiraHe M ChpAEYHA YECTOTA

[Tpu HIKOW MAaUEHTH TyJIOKCETHH CE CBBbP3Ba C MMOBHIIABAHE HA apTEPUATHOTO HaJsIraHe U KIIMHUYHO
3HaYMMa XUNepToHus. ToBa Moe J1a ce ABJDKHM Ha HOpaAPEHEPrUuHUs e(EeKT Ha TyJTOKCETHH.
I[OKJIaILBaHI/I Ca CjIydyau Ha XMIICPTOHUYHU KPU3H, 0co0eHo IIpY MallMCHTHU ChC CHIICCTBYBAllla BEUC
XHIIEPTOHUS. 3aTOBA MPU MALMEHTH C yCTAaHOBEHA XUIIEPTOHUS H/WJIH APYTO ChPIEYHO 3a00IsIBaHe ce
IpenopbyBa MpocieisiBaHe Ha apTEPHATHOTO HAIATaHe, 0COOCHO 110 BpeMe Ha ITbPBUSI MECELl
neuyenue. [lynaokceTuH TpsOBa Aa ce U3M0I3Ba ¢ BHUMAHUE [IPU MALMEHTH, YUETO ChbCTOSIHUE MOXKE J1a
Cce BJIOLIM OT MOBHUINIABAHE HA ChpJCYHATA YECTOTA WM OT MTOKaYBaHE Ha apTEPUATHOTO HAJISTaHE.
JyrnokcetuH Tpsi0Ba na ce mpuiiara BHUMATEJIHO U C JIEKaPCTBEHH MIPOAYKTH, KOUTO MOrar aa
HapyLaT HeroBusa MeTabonu3bM. (BX. Touka 4.5). [Ipu naunueHTy ¢ nepcucTupanio NoBUILIEHUE Ha
KPBBHOTO HaJATaHE TI0 BpeMe Ha MpHeMaHe Ha TyJIOKCETHH TpsiOBa Aa ce 00ChIU MOHMWKaBaHE HA
Jlo3aTa WK MOCTETIEHO MpeKpaTABaHe Ha JeueHueTo (BXK. Touka 4.8). [Ipu manuenTu ¢
HEKOHTPOJIMpaHa XUIIEPTOHHS He TPSAOBa [1a Ce 3aro4Ba JICUCHUE C IyJTOKCETHH (BXK. ToUka 4.3).

Br0Opeuno yBpexaane

[ToBHIIICHH MTa3MEHN KOHIIEHTPAIMH Ha AYJIOKCETHH ca HAOJIF01aBaHu [P MAIIMEHTH C TEXKO
O0B0peUHO yBpEKIaHe, MOAI0KEHN Ha XeMouaan3a (KpeaTHHUHOB Kiupbae <30 ml/min). 3a
MAIMEHTH C TeKKO OBOPEUHO YBpEkKaaHe BIKTe Touka 4.3. 3a nHPpOpMAIHS [0 OTHOIICHUE Ha
MalMEeHTHTE C JIeKa JI0 yMepeHa ObOpeyHa HeJI0CTaThYHOCT BHXKTE TOYKa 4.2.

CepOoTOHMHOB CUHIPOM

KakTo nipu jieueHue ¢ Ipyrid CepOTOHMHEPTUYHU JICKAPCTBEHU CPEJICTBA, TaKa U PH JICUYCHHUE C
JYJTOKCETHH MOXE J1a HACTHITM CEPOTOHUHOB CHHPOM — €IHO Bh3MOXHO JKHBOTO3aCTPAIIIABAIII0
ChCTOSIHUE, 0COOCHO TIPU STHOBPEMEHHA YIoTpeda Ha IPYTU CEPOTOHUHEPTUYHH JICKAPCTBEHU
cpenctia (BxmouutenHo SSRIS, SNRIS, TpUukIndHy aHTHIETIPECAaHTH, OTTHOUIHN (KaTo
OynpeHOp(HH WK TPUITTAHHU)), C JIEKAPCTBEHH CPEACTBA, KOUTO HApyIIIaBaT MeTaboIu3Ma Ha
ceporonnHa, kKato MAO-MHXHUOUTOPH, WK C aHTUIICHXOTHYHH JIEKAPCTBEHN CPEICTBA WK APYTH
JIOTTAMHHOBH aHTarOHUCTH, KOETO MOJKE JIa TIOBJINSAE HA CEPOTOHNHEPTUIHNUTE HEBPOTPAHCMHUTEPHU
cucremu (BX. Touka 4.3 u 4.5).

CUMIITOMH Ha CEPOTOHHHOBUS CHHIPOM MOJKE J1a ca MPOMEHHM B ICUXUYHMS cTatyc (Hamp., Bb30ya,
XaJTFOIMHAIINH, KOMa), BereTaTHBHA HeCTaOMITHOCT (HATIp., TaXUKapusi, KoJieOaHHus: Ha KPHBHOTO
HaJsIraHe, XUIIePTEPMUSs), HEPBHO-MYCKYJIHH HapyIleHus (Harp., XumneppedIieKcus, Jurca Ha
KOOPJIMHAIIMS) ¥/WJIA CTOMAITHO-YPEBHU CUMIITOMHE (HAIp., TajieHe, MOBPbIIaHe, THAPHSL).

Axo CAHOBPEMCHHO JICUCHUC C NYJIOKCETHUH U APYIr' CCPOTOHUHCPIUYIHU JICKAPCTBCHU CPLCICTBA,
KOHMTO MOT'aT Aa MOBJIUAAT Ha CCPOTOHUHCPIUIHUTC n/vunmn AOMMaMHUHCPIrUIHUTC HEBPOTPAHCMUTCPHU
CUCTEMHU, € KIIMHUYHO OIlpaBaaHO, C€ NPEIIOpbUBa BHUMATCIIHO HaGHIO)IeHI/Ie Ha IMalMCHTHUTCEC, 0co0€eHo
IIpU 3al10YBAHE HA JICUCHUETO U IMOBUIIIaABAHETO HaA J103aTa.



KbaT kanTapuoH

ITo BpeMe Ha eTHOBPEMEHHOTO TprtokeHue Ha Jlynokcetnd Mylan u pacTutentu gekapcTBeHH
MPOAYKTH, ChABPIKAIIH KBIT KaHnTapron (Hypericum perforatum) moske ma ca mo-4ecT HeKEIaHUTE
peaxium.

CamMoyOuiicTBO

Tonamo denpecusno pazcmporicmeo u 2eHeparusuparo mpesoI*CHO pasCcmpoUcmaeo

Jenpecusita ce CBbpP3Ba ¢ MOBHIIICH PUCK OT MHUCIIU 33 CaMOyOUHCTBO, CAMOHApaHSIBAHE U
CcaMOyOMIACTBO (CYHMIIUA-CBBP3aHU ChOUTHS). PHCKBT ce 3ama3Ba 10 HACTHIIBAHE HA 3HAYUMA PEMUCHS.
Tbif KaTo MOAOOPEHUETO MOXKE J1a HE HACTHIIN MO BpeMe Ha ITbPBUTE HAKOJIKO CEAMHIIN JICUSHHUE WITH
MOBeYe, MAUEHTUTE TPsIOBa J1a ObJIaT MPOCICAIBAHA BHUMATEITHO JI0 HACTHIIBAHETO HA MOJ00HO
nooOpenue. OO KIMHUYCH OIHT €, Y€ PUCKBT OT CaMOYOHIICTBO MOXKE JIa CE MTOBHILIU MPE3 PAHHUTE
eTany Ha Bh3CTAaHOBSBAHE.

Jlpyru TICHXHUYHH Pa3CTPONCTBA, 3a KOUTO ce mpeanucsa Jlyinokcerun Mylan, moxe cbino 1a ca
CBBP3aHH C TIOBUILEH PUCK OT CbOUTHS, CBBP3aHU ChC caMOyOuiicTBO. B nombiHeHne, Te3u ChbCTOSAHUS
MOXKE J]a ca KOMOPOUIHHU C TOJIIMO JENPECUBHO pa3cTpoiicTBO. ClleJ0BaTEIHO ChIIUTE MIPEIa3HU
MEpKH, CTIa3BaHM MPH JICUCHUE HA MAIUCHTH C TOJISIMO JICTIPECUBHO pa3CTPONCTBO, TpsiOBa a ce
CIa3BaT U IIpU JICUCHUE Ha MAlUEHTH C IPYr'H IICUXUYHU Pa3CTPOMCTBA.

[larmenTr ¢ aHaMHe3a 3a CYHUIIUA-CBBP3aHN CHOUTHS MIIH TAKUBA, MPOSBSIBAIIY 3HAYNTEIIHA CTETICH Ha
CYMLHUJIHA MUCJIM IIPEIM HAYAJIOTO HA JICUEHUETO, € U3BECTHO J]a Ca C MO-BUCOK PUCK OT CYULIUJIHUA
MUCJIM WM CYMIIMIHO TIOBEJICHUE U TPSOBA J1a I0JyyaT BHUMATEIIHO HA0JII0ICHUE 110 BpeMe Ha
JedeHneTo. Mera-aHanu3 oT mianedo KOHTPOIUPAH KIMHUYHY U3MUTBAHUS C JIEKapCTBEHU
MPOJIYKTHU - AHTUJICTIPECAHTH MPU NICUXUYHU HAPYILIEHUS OKa3Ba YBEJIUYEH PUCK OT CYULIUTHO
MOBEJICHUE MPU aHTUCTIPECAHTUTE B CPAaBHEHHE C TUIAI00 MPY NAIMEeHTH 10 25 TOUIIHA Bh3PAacT.

CpoOmiaBanu ca cilydad Ha CyHIIMTHI MUCIH U CYUIIMIHO TIOBEJCHHE TI0 BpEMe Ha JICUSHHE C
JyJOKCETHH WM BEIHAra Ciie]] MpeKpaTsBaHe Ha JIedeHreTo (Bxk. Touka 4.8).

MennkaMeHTO3HOTO JIeYeHNE TPsIOBa J1a Ce ChITBPTCTBA OT BHUMATEITHO MPOCIIe/iBaHe Ha AI[IEeHTUTE
Y Haii-Be4e Te3U C BUCOK PUCK, 0COOEHO B HAYAJIOTO HA JICYCHUETO U IPU NPOMSHA Ha J103aTa.
[TanimenTrTe (M T€3HU, KOUTO CE TPIDKAT 3a MAIIMEHTH) TpsiOBa /1a ObIaT MOATOTBEHH 32 HyXKJIaTa OT
MIPOCIIeIIBaHe 3a MMOsBa Ha BCSIKO KIIMHUYHO BIIONIABAHE, CYHUIIMTHO MTOBEICHUE WM MUCIH U 32
HEOOWYaliHN IPOMEHH B TIOBEJICHUETO U, aKO MMa TaKWBA CHMITTOMH, He3a0aBHO J1a ObJIe TIOThCEH
JIEKapCKH CHBET.

Jluabemna nepughepna nHesponamua donxa

Kakro ¢ n1pyru JiekapcTBEHH IPOIYKTH C MOJIOOHO (hapMaKOIOTUYHO JecTBUE (aHTUICTIPECAHTH) ca
CHhOOIIaBaHU OTJIEIHU CIIy4ad Ha CYWIUIHYU WU U CyHIIUIHO MOBEJICHUE 110 BpeMe Ha JICUCHHE C
IYJOKCETHH WM BeJHAara ciell IpeKkpaTsBaHe Ha JieueHHneTo. OTHOCHO PHCKOBH (DakToOpH 3a
CYMIIMIHOCT IIPH JISTIPECHs], BIKTE TIo-rope. JlekapuTe TpsiOBa Ja HachbpyaBaT MALMEHTHUTE MO BCIKO
BpeMe Jia ChoOIIaBaT 3a BCAKAKBU THXHU MHCIIH WU YYBCTBA.

Yuorpeba 1ipu Aela 1 FoHoIM 1o 1 8-rojuiiga Bp3pact

Hynokcernn Mylan He Tps0Ba 1a ce n3moi3Ba 3a JeUeHHE Ha JIelia U IoHomH oy 18 roaumrHa
BB3pacT. CyHIMIHO MTOBEICHUE (CYHIIUTHU OITUTH U CYUIIHIHN MHUCITH), U BPAXKIEOHOCT (IPEIUMHO
arpecwusi, OTIO3UIIMOHHO TIOBEJICHHE U THSB) Ca HAOII0JaBaH! B KIIMHUYHU MPOYYBAHUS IT0-YECTO NPH
Jiera v MoIpacTBallH, JEKYBaHU C aHTUACTIPECAHTH, B CPAaBHEHHE C TE€3H, JICKyBaHH C muiane0o. AKo,
BBH3 OCHOBA Ha KJIMHUYHA HY’K]1a, HE3aBHCHMO OT TOBA CE B3EME PEIICHHE 3a JICUCHIE, TAallHCHTUTE
TpsibBa BHUMATETHO J1a OBIAT MPOCIIEASIBaHH 3a MMOSIBa Ha CYHITUIHU cuMITOMH (BK. Touka 5.1). B
JIOT'BJTHEHWE, TIPH JIETa ¥ FOHOIIY JINTICBAT ABITOCPOYHH MPOYYBAHUS 32 0€30MMACHOCT TI0 OTHOIIICHUE
Ha PacTeX, Ch3PsBAHE U KOTHUTHBHO U TIOBEICHYECKO pa3BuTHE (BXK. Touka 4.8).



KpbBouznusu

Nma choOimeHns 3a aHOMaTHA KPbBOTEUCHHS, KATO EKXMMO3H, yPITypa ¥ CTOMAIITHO-YPEBHO KbPBEHE
C MHXMOUTOPHUTE Ha 00PaTHOTO 3axBaliane Ha ceporonrHa (SSRIS) u HHXHOUTOPUTE HA OOPATHOTO
3axBaiane Ha ceporonun/nopanpenainut (SNRIS) , BkirounTenHo aynokceTuH. JlyToKCeTHH MOXe /1a
MOBHUIIIN PUCKA OT MOCIEPOJOBO KpbBOTeUeHHE (BK. Touka 4.6). [IpenoppuBa ce BHUMaHUE MPH
MAIMEHTH, TIPUEMAIIIA AHTUKOATYJIAHTH W/WITK JIEKApCTBEHU TPOYKTH, 32 KOUTO € U3BECTHO Ye,
nosyusBat TpombonutHara Gyrkuus (Hamp., HCTIBC wm anermicanunmiosa kucenuna (ACK)) u
NIPY TTIAIMEHTH ¢ U3BECTHA TCHACHIHMSI KbM KbpPBCHE.

XHUIIOHATPUEMHUS

Ipu npunarane Ha lynokcetud Mylan e cho0iiaBana XUIOHATPUEMHST, BKIFOUHTEITHO CIIYYau ChC
cepyMmeH Hatpuii mo-HuchK ot 110 mmol/l. Xunonarpuemusnta MOXKe 1a ce IbDKH Ha CHHAPOM Ha
Hea/lekBaTHaA cekpenns Ha anTuauypernder xopMoH (CHAJIC). IloBedero cirydan Ha XHIIOHATPHUEMIS
ca chOOIIaBaHU NPH MAMEHTH B CTapUecKa Bb3pacT, 0COOCHO B KOMOMHAIIUS ChC CKOPOITHA
aHaMHe3a 3a WK HaJTMYKe Ha ChCTOSHUE, MIPeIpa3noaranio KbM MPOMEHU BbB BOJHUS OajlaHC.
HCO6XOI[I/IMO € BHUMAHHWC NIPpHU NAUCHTUTE C ITIOBUILICH PUCK OT XUIIOHATPUCMMUS; KaTO TaKKMBa B
cTapyecka Bb3pacT, MAIUCHTH C IIUP03a, JICXUIPATUPAHN MAIMCHTH WK MAIMCHTH Ha JICUCHHE C
JINYPETUIIH.

[IpeycraHOBsABaHE HA JICUEHUETO

CuMritoMuTe Ha OTHEMaHE ca YECTH IMPH MIPEKbCBaHE Ha JISYCHNETO, 0COOEHO B CIIyJYanTe, KOTaTo
MPEKHCBAHETO C€ U3BBHPIIBA Ps3KO (BK. Touka 4.8). B KIMHIMYHO MpoydYBaHe HEXKENaHNU CHOUTHS
HaOII0JaBaHM TIPH PSA3KO MPEKHCBaHE HA JIEUEHUETO ca JOKIAABAHH MPH 0KoIo 45% OT marueHTuTe
nekyBanu ¢ Jlymokcetur Mylan u mpu 23% OT marpenTiTe nprueMai miarne6o. PUCKBT OT CHMIITOMHU
Ha oTHeMaHeTo HabOmronaBanu ipu SSRI’s 1 SRNI’s Moske Ou 3aBHCH OT MHOKECTBO (pakTopH,
BKITIOUHTEITHO IPOIBIDKATENTHOCT 1 IO3UPOBKA HA JICUEHUETO U CTETICH Ha HaMaJlsiBaHEe Ha J03aTa.
Haii-gecto HabmogaBaHUTE peakuu ca mocoueHu B Touka 4.8. OOMKHOBEHO, CHMIITOMHUTE Ca JIEKH JI0
YMEpEHH, BBIIPEKH, Ue MPHU HAKOU OT MAIMEHTUTE T MOXeE J1a ObJaT TEXKKH 110 HHTEH3UTET. Te
00OVMKHOBEHO BH3HUKBAT B PAMKHTE Ha ITbPBUTE HAKOJIKO JHH OT ITPEYCTAHOBSBAaHE HA JICYSHUETO, HO
ca JIOKJIaIBaH! U PEAKH CITydau Ha TAKMBa CHMIITOMH ITPH HAIMEHTH, MPOIYCHAIN /1033 10
HeBHMMaHue. Kato 110, Te3u CHMITOMH ca CaMOOTPaHUYABAIIN Ce U OOMKHOBEHO ITPEeMUHABAT B
paMKHTe Ha 2 CEIMUIIN, HO MIPU HIKOW MHANBHUIN, T€ MOXE Jla ca HaJUIE O-IBJro (2-3 Mecena u
noBeue). ETo 3a110, ce mpernopryBa MOCTEIIEHHO HaMalIsIBaHe Ha J103aTa Ha JTYJIOKCETHH IIPH
MPEyCTaHOBSBaHE Ha JICUSHUETO B paMKHUTE Ha HE TI0-MaJIKO OT 2 CEIMHUIIH, B 3aBUCHMOCT OT
NOTPEOHOCTUTE Ha TaIMeHTa (BX. Touka 4.2).

ITanmmenTH B cTapyecka Bb3pacT

Hanuwute 3a ynotpeba Ha 120 mg lynokcetun Mylan mpu narueHTn B cTapuecka Bb3pacT ¢ roJIsiM
JIETIPECUBEH €MH307] U TeHEPATN3UPAHO TPEBOKHO pa3CTPOMCTBO ca OrpaHUYEHH. 3aTOBA, JIEYEHUETO
Ha MAaIMEeHTH B CTapYecKa Bh3pacT ¢ MAaKCUMallHa 1032 Tps0Ba Jia cTaBa ¢ BHUMaHue (BK. Touka 4.2 1
5.2).

AKaTu3us/IICHXOMOTOPHO OE3IIOKONCTBO

VYnoTpebaTta Ha IyJOKCETHH CE CBbP3Ba C pa3BUTHE HA aKaTH3HsA, XapaKTepU3upala ce ¢ CyOeKTUBHO
HETPHUATHO WM U3TOLIUTETHO OE3[MOKOHCTBO M HYXk/1a OT YECTO JBIKEHHE, ChIIPOBO/ICHA OT
HECIIOCOOHOCT 3a CEICHE U CTOCHE Ha €HO MACTO. T0Ba € 110-BEPOSITHO J1a Ce NPOsIBU B paMKUTE Ha
IIBPBUTE HIKOJIKO CEIMUIM OT JiedeHneTo. [Ipy manueHTH, KOUTo moiy4daT Te3U CUMIITOMH,
MOBHUIIIABAHETO HA J103aTa MOXe Aa ObJe BPeIHO.



JIeKapCTBEHN MPOAYKTH, ChAbPKAIIN AYIOKCETHH

JlyJIOKCETHH Ce U3IOJI3Ba MO/ Pa3IMyHU ThPTOBCKH MapKH 3a HAKOJIKO IMMOKa3aHus (JICYCHUES Ha
JnuabeTHa HeBpOMaTHA 00JIKa, TOJIEMHU JCTIPECUBHY SMTU30/1U, TCHEPATU3UPAHO TPEBOKHO
Pa3CTpOICTBO U YPHHHA CTPEC MHKOHTHHEHNHs). TpsiOBa ga ce n30srea ynmorpedara Ha IOBEYE OT
€/IMH OT TE3U TPOIYKTH.

XenaTuT/IMOBHUINEHN YEPHOAPOOHN EH3UMU

CroOmaBanu ca Cllydad Ha YepHOJIPOOHO YBPEXKIaHE, BKIIFOUUTEIIHO TEKKO MOBUILICHUE Ha
4epHOIPOOHHUTE eH3uMU (>10 mbTH ropHaTa TpaHUIla HA HOPMATa), XCMAaTUT U KBITCHHUIIA, C
JyJokceTHH (BXk. Touka 4.8). [ToBe4eTo OT TAX HACTHIBAT IO BPEME Ha ITbPBHUTE MECEIIH JICUCHHE.
XapakTephT Ha YepHOPOOHOTO YBpEKIAHE € MPSIMMHO XemarorenyaapeH. JymokceTnH TpsaoBa na
Ce M3M0JI3Ba C BHUMaHUE NIPY NAIIMECHTH, JICKYBaHU C JAPYTH JICKAPCTBCHU MIPOAYKTH, CBbP3BaHU C
YBpEXKIaHe Ha YepHUS AP00.

CexkcyainHa qucdVHKIUS

CenexTUBHUTE HHXHOUTOPH HA 0OPaTHOTO 3axBalane Ha cepoToHnHa (SSRIS)/maXnONTOpHTE HA
00paTHOTO 3axBalllaHe Ha cepoToHMHA U HopaapeHannHa (SNRIS) Morar qa NpUYHHAT CHMIOTOMH Ha
cexcyaniHa nucyHKIus (Bx. Touka 4.8). Fima choOIIeHHs 32 TPOABIDKUTEIHA CEKCyaTHa

IUCQYHKIMA, TPH KOSTO CUMITOMHTE IPOIBIDKABAT BBIPEKU IPEKbCBAHETO HA MIPHEMa Ha
SSRIs/SNRI.

IToMmommHM BentecTBa

TBbpauTe cTOMANIHO-YCTOUKMBH Karcyau Jynokceturn Mylan chabpikat 3axapo3a U HaTpHid.
[TanmeHTHTE € pelKU HACAEICTBEHH POOIEeMHU HAa HEIOHOCUMOCT KbM (PYyKTO03a, TJIF0K030-
rayiakTo3Ha MaabcopOIus HITH 3aXapa30-u30MaliTa3Ha HeIOCTaThYHOCT He TPSAOBA J1a MpueMaT TO3U
JIEKapCTBEH MPOJIYKT.

ToBa JekapcTBO ChbpKa MO-Manko oT 1 mmol HaTpuii (23 mg) Ha Karcyna, T.e. MOXe Ja ce Kaxe, 4e
NPaKTUYECKU HE ChIbPrKa HATPUil.

45 B3amMmopeiicTBHe ¢ IPYTrH JeKAPCTBEHM MPOAYKTH M APYTrH (JopMH Ha B3aMMo/eiicTBHe

Nuaxubutopu Ha MoHoaMuHO okcunaszata (MAO-uaxubuTopu)

ITopanu pucK OT CEpOTOHMHOB CHHIPOM, AYJIOKCETUH He TpsiOBa /a ce W3IM0J3Ba B KOMOWHALHS C
HECEeJIEKTHBHU, HEOOpaTUMU MOHOAMHHOOKCH1a3HU HHXuOUTOpH (MAO-HHXHOUTOPH), UK B
pamkuTe Ha TIoHe 14 1HU OT mpekbeBane Ha jJeuerneTo ¢ MAO-unxubutopu. Be3 ocHOBa Ha
TIOJTY>KMBOTA Ha JYJIOKCETHH, € HEOOXOMMO Jla U3MUHAT TIOHE 5 JTHU ciie]] criupaHe Ha JlynokceTnH
Mylan u npenu 3anouBane Ha MAO-uaxubuTOpH (BXK. TouKa 4.3).

He ce mpenoppuBa eIHOBpEeMEHHOTO TpriiokeHue Ha J{yimokcetun Mylan cbe cenekTuBHUTE,
obparumu MAQ-uHXHOUTOPH, KaTo MOKITo6eMu T (BX. Touka 4.4). AHTHOMOTUKBT JTMHE3OIU]T €
oOpatum HecellekTuBeH MAQO-uHXUOUTOp 1 He TPsOBA 1a ce JaBa Ha MallMEeHTH, JICKYBaHH C
Hynokcetun Mylan (Bx. Touka 4.4).

Nuaxuburopu Ha CYP1A2

Toit kato CYP1A2 e BKiItOUSH B MeTa0O0IM3Ma Ha AYyJIOKCETHH, €AHOBPEMEHHOTO MPUIIOKECHUE Ha
JyJokceTrH ¢ MomHu nHXuouTopu Ha CYP1A2 e BeposiTHO Ja JioBejie /1a TI0-BUCOKH KOHIICHTPAIH
Ha gynokcetuH. dmyBokcamuH (100 mg BenHbX MHEBHO), MotieH nHXuOnTOp HAa CYP1A2, HamansBa
MIPUBHJIHUS TJIA3MEH KIMPBHC HA AYJIOKCETHH ¢ 0koJo 77% u noBumasa AUCo+ 6 mbTH. 3aTOBa
Hynokcernn Mylan we TpsioBa na ce npuiiara B komOuHanus ¢ Mmoutau naxuoutopu Ha CYP1A2 xato
¢ryBokcamuH (BXk. Touka 4.3).



JlekapcTBeHH NIPOAYVKTH, AericTainu Bepxy LHHHC

PucksT 0T ynorpeba Ha TyJOKCETHH B KOMOHMHAIM ¢ npyru nosnussarim ITHC nekapcTBeHu
NPOIYKTH HE € CHCTEMHO OIICHSBaH, OCBCH B CIyYauTe, OMMUCAHH B Ta3u Touka. ClieIoBaTeIIHO ce
npernopbyBa MOBUINCHO BHUMaHKe, korato Jlymokcetnd Mylan ce mpuema B KOMOHHAIHS C APYTH
[CHTPAITHO JICHCTBAIIM JICKAPCTBEHH TPOIYKTH WM BEIECTBA, BKIIOYMTEITHO aJKOXOJ U CEAaTHBHU
JICKapCTBEHU MPOAYKTH (Hamp. Oe3HOANA3ETTHHN, MOP(OHUHOMUMETHIIN, aHTUIICHXOTHIIH,
(eHnobapOuUTAN, CETATHBHA AHTUXUCTAMUHU ).

CepOTOHHHEPTMYHH JIEKAPCTBEHU CPEICTBA

B penku cinyvaun e ch001aBaH CEpOTOHUHOB CHHIPOM ITPHU MareHTn, Kouto usnonszsar SSRIS/SNRIs
€HOBPEMECHHO ChC CEPOTOHMHEPTUYHH JICKAPCTBEHU cpecTBa. [IpernopbuBa ce BHUMaHUE, aKO
Hynokcetnn Mylan ce u3mnon3ea eAHOBPEMEHHO ChC CEPOTOHUHEPTHYHHM JIEKAPCTBEHH CPECTBA, KATO
SSRIs, SNRISs, TpulukIMyHu aHTUACTIPECAHTH, KATO KJIOMUTIPAMUH Wi amutpuntuina, MAO-
WHXHOUTOPH, KATO MOKJIOOEMH/T WIIH JIMHE30JIU], TPUITAHU, OMHOUIN, KaTo OympeHOpHH, TpaMaaoil
WK TIETUINH, )BT KanTapuon (Hypericum perforatum) u tpuntodan (Bx. Touka 4.4).

Ed)eKT Ha NYJOKCECTHUH BBPXY JAPYIH JICKAPCTBCHU NPOAYKTH

Jlexapcmeenu npodyxmu, memaboausuparnu om CYPIA2
B ximHNYHO npoy4Bane, apMakoKHHETHKaTa Ha TeodminH, cyocTpat Ha CYP1A2 He ce moBnusBa
3HAYUTEJIHO OT CbBMECTHOTO NMPHJIOKEHHUE C AyJIOKCeTHH (60 mg aBa MbTU IHEBHO).

Jlexapcmeenu npodyxmu memaboausupanu om CYP2D6

Hynokcerun e ymepen uaxuourop Ha CYP2D6. KoraTo maynokceTus ce npuiara B 1o3a 60 mg nsa
BT THEBHO C €IMHUYHA J103a Je3unpamut, koito ¢ CYP2D6 cyoctpar, AUC Ha ne3unpamMuH ce
yBenmnuaBa 3 mpTH . CbBMECTHOTO MPUIIOKEHNE Ha MynokceTrH (40 mg Ba MTH THEBHO) TIOBHINIABA
craunonapsata AUC Ha Tonteponut (2 mg n1Ba mbTH AHEBHO) ¢ 71%, HO He MOBNIUsIBA
(apMaKOKMHETHKATa Ha HETOBUS aKTHBEH 5-XUAPOKCUII META0OJIUT U HE Ce MPEropbyBa aJanTUpaHe
Ha j03ara. [IpenopbuBa ce MOBUINIEHO BHUMaHKe, ako Jlymokcerns Mylan ce npuiara eTHOBpeMEHHO
C JIEKapCTBEHH MPOIYKTH, KOUTO ce MeTabonmn3upar ocHoBHO oT CYP2D6 (pucnepioH, TpUIUKINYHHI
antuzenpecant [ TLIA/]] kaTo HOPTPUNITHIIMH, aMUTPUTITHIIMH M UMUTIPAMHUH) OCOOEHO, aKO T€ UMat
TECEeH TepIeBTUYEH MHICKC (KaTo (uexanHua, nponadeHoH U METOMPOJION).

Ilepopanuu konmpayenmusu u Opyeu cmepouoHu npenapamu

Pesynratute ot in Vitro npoyuyBaHus MOKa3BaT, 4e TyJIOKCETHH HE MHIYIMPA KaTaINTUIHATA
aktuBHOCT HAa CYP3A. Crnettuduanu in Vivo npoy4BaHus 3a JICapCTBEHU B3aUMOJICHCTBHS HE ca
MIPOBEXIAHU.

Aumukoazyraumu u aumuazpe2anmu

N3uckBa ce NOBUIIEHO BHUMAaHHUE, KOTaTo TyJOKCETHH ce KOMOMHHpaA ¢ IepOopaliHi aTHUKOAryJaHTH
WM aHTUATPETaHTH MOPaJv MOTEHIIMAITHO TIOBUIIIEH PHCK OT KbPBEHE, KOETO MOXKE J]a ce 0OSICHU ¢
(hapMakoMHaAMUYHO B3auMojericTBrue. OCBEH TOBa € ChOOII[aBaHO MOBHINIABAHE HA CTOHHOCTUTE Ha
INR koraro Ha manyeHTH, JIeKyBaHH ¢ BappapuH, ce npuiara eJIHOBPEMEHHO JyJIOKceTHH. Bee mak,
€IHOBPEMEHHOTO IIpUjIaraHe Ha AyJIOKCETUH U Bap(hapuH Ha 3ApaBH JOOPOBOIILH, KATO YaCT OT
KJIMHAYHO (papMaKoJIOTHYHO NPOYYBaHe, IPH CTAIUOHAPHO ChCTOSIHUE HE BOAM 0 KIIMHUYHO
3HaynMa npomsiHa B INR cnpsiMo n3xoaHOTO HUBO MM BBB (hapMaKkOKMHETHKaTa Ha R- nmm S-

BapdapuH



Edextn Ha Ipyru IeKapcTBEHU MPOAYKTH BEPXY MYJIOKCETHUH

Aumuayuonu aexapcmea u H, anmazonucmu

CBHBMECTHOTO MPHUIIOKEHUE HA AYJIOKCETUH C aHTHAIM/IH, ChIBPKAIIHM aTyMUHUN U MarHe3uid, WM Ha
JyJOKCETHH ¢ (aMOTUINH, HAMa 3HAYUM e(EeKT BbPXY CKOPOCTTA MM CTETICHTa Ha Pe30pOusl Ha
IyJTIOKCETHH CJIe]] PUIIoXKeHue Ha f03a 40 mg mepopairHo.

Hnoyxmopu na CYPI1A2
AHaM3M Ha TOMYIalMOHHN (PaPMAKOKHHETHYHH MPOYYBAHUS TTOKA3BAT, Ye MyNIAYUTE UMAT TOUTH
50% MO-HUCKH MTa3MEHH KOIICHTPAIIMK Ha TYJIOKCETHH, B CPABHEHHE C HEMYIIIAYHTE.

4.6 DepTHINTET, OPEMEHHOCT U KbpMeHe

depTunurer

B nmpoyuBaHus pu )KUBOTHU AYJIOKCETUH HsAMA e(DEKT BEPXY (DepTUIMTETA IPH MBKE, a €PEKTUTE
MIpU XKEHHU OYEBUHO Ca caMo B JJO3H, KOUTO IPUYMHSIBAT TOKCUYHOCT 3a MaikaTa.

BbpemeHnHoct

[IpoyuBaHus ¢ >KUBOTHH [TOKa3BaT, PEIPOyKTUBHA TOKCUYHOCT MIPH HUBA HA CUCTEMHA €KCIIO3UIIH
(AUC) Ha aylOKCETHH MMO-HUCKK OT MaKCHUMaJIHaTa KJIMHUYHA ekcrio3unus (Bx. Touka 5.3).

JBe ronemu o6cepBanmonan npoyuBanus (eqHo ot CAILLL, BkmtouBamo 2500 6pemenHwH, ¢
EKCITO3UITUS Ha JYJIOKCETHH Mpe3 IbPBUsS TPUMECTHP, U enHo oT EC, Bkimousaiio 1500 6peMeHHwy, ¢
EKCIO3UIUS Ha TyJIOKCETHH NPe3 MbPBUsI TPUMECTHP) HE TIpeATonaraT o011 MOBUIIEH PUCK OT TOJIeMHU
BpOJeHN MaT(opMalii. AHAIH3BT HA KOHKPETHH Mali(pOopMaIyy, KaTo ChbpACYHI MaI(popManny,
MOKa3Ba HEYOCTUTEITHU Pe3yITaTH.

B npoyusanero ot EC e HampaBeHa Bpb3Ka MEKIY €KCIO3UIUATA HAa TyJIOKCETHH HA MalKaTa Mo
BpeMe Ha HampeHajia OpeMeHHOCT (110 BCSKO Bpeme oT 20-Ta recTaliioHHa CeIMHIIA 0 PAXKIAHETO) C
TIOBHUIIIEH PUCK OT MPEXAEBPEMEHHO pakJaHe (I0-MaJIKO OT 2 MbTH, KOETO MPUOIM3UTEIHO
CHOTBETCTBA Ha 6 IOMBJIHUTEIHU IpEXIeBpeMeHHH pakaanus Ha 100 sxeHu, Ha Tepanus ¢
JTyJIOKCETHH B HamnpeaHana opemMeHHocT). [lo-ronsmMaTa yacT € Bh3HUKHANA MeXTy 35 u 36
recTalMoHHa ceMuIa. Ta3u Bpb3Ka He ¢ HabronaBana B ipoyuBaHeTo oT CALLL

AMEpUKaHCKH TaHHU OT HAOJFOIEHUS TIPEOCTaBAT TOKA3aTEJICTBA 32 TIOBUIIIEH PHUCK (ITO-MaJKO OT
2 I'bTH) OT MOCJICPOIOBO KPHBOTEUCHHUE CJIC] €KCIIO3UIUS Ha JYJIOKCETHH B pAMKUTE Ha MECeIl ITPeIn
paxmIaHEeTo.

EnmneMuonornyanTe TaHHU MpeATonarar, 4e ynmotpedara Ha SSRIS mo Bpeme Ha OpeMEeHHOCT,
0c00€HO B HalpeiHaIa OPEeMEHHOCT, MOXKE J1a MOBUIIN PUCKA OT MEPCUCTHPAILA ITyIMOHATHA
xunepronus npu HopopoaeHoTo (IITIXH). Makap B HUKakBY pOyYBaHUS J1a HE € U3CJIEIBaHA
Bpb3kara Ha [IIIXH c neuernero cbc SNRI, To3u notennmanen puck He Moxe Ja ObJe N3KIOYEH IPU
JTyJIOKCETHH, B3eMaliK1 110/ BHUMaHUE CBbP3aHUsI MEXaHU3bM Ha JieiicTBre (MHXUOUpaHe Ha
00paTHOTO 3axXBalllaHe Ha CEPOTOHUH).

[Momo6HO Ha APYTUTE CEPOTOHEPTHYHH JIEKAPCTBEHH MPOJAYKTH, MOTAT JIa CE TIPOSIBIT CUMIITOMH Ha
OTHEMaHe TPH HOBOPOJIEHH Clie]l yIIoTpeOa Ha AyJIOKCETHH OT MaiikaTa OJIM3K0 10 TEPMHUHA.
CumnromuTe Ha OTHEMaHe, HaOJIr01aBaH! NIPU IyJTOKCETHH, MOXKE J1a BKJIIOUBAT XUIIOTOHHUS, TPEMOD,
HEPBHOCT, 3aTPYJHEHHS B XpAaHEHETO, pECIIMPATOPEH JUcTpec U rbpuoBe. [loBedeTo ciaydan ca
Ha0JI0JaBaH! WJIH TP PaKJaHETO, TN B TE€YCHHE Ha HAKOJIKO JTHH CJeN PaXXIaHEeTo.

I[y.]'IOKCGTI/IH Mylan Tpr6Ba Ja €€ U3IM0JI3Ba 110 BPpEMEC Ha 6peMeHHOCT, CaMO aKoO INOTCHINAJTHUTE

TMOJI3M OTIpaBAaBaT MOTEHIIHAIHUS PUCK 3a 1uiofa. JKenure TpsaOBa 1a ObJaT ChBETBAHM Ja
WHQOPMHUPAT JIeKapsi CH, aKO 3a0pEMEHESIT, WU IJIaHupaT 3a0peMeHsIBaHe 110 BpeMe Ha JICUESHHUETO.
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Kwpmene

JlyJIOKCTHH ce OT/Iesl B MHOTO MaJlka CTEIICH B KbpMara Ha 0a3aTa Ha U3cjellBaHe Ha 6 MallueHTKY C
JIAKTaIMs, KOUTO HE ca KbPMUJIM cBouTe Jena. [Ipubnu3urenHara qHeBHA J03a MIPH Jiela Ha 0a3a
mg/kg e mpubausurtenso 0,14% ot mo3ara 3a maiikata (Bxk. Touka 5.2). Thii kKaTo O€30MacHOCTTa Ha
JyJIOKCETHH Tpu 6ebeTa He ¢ ycTaHOBeHa, yrotpebara Ha Jlynokcerun Mylan mo Bpeme Ha KbpMeHe
HE ce MPenophYBa.

4.7 EdexTu BbpXy ciocodHOCTTA 32 mioupaHe U padoTa ¢ MAIIUHA

He ca m3BbpIBanm mpoydBaHus BPXY CHOCOOHOCTTA 32 modupaHe u padoTa ¢ MamuH. YoTpedarta
Ha Jlynokcerun Mylan moske 1a Ob/1e cBbp3aHa ChC CeupaHe U 3aMasiHoCT. [larenTuTe TpsOBa 1a
ObJaT YBEJOMSBAHH, Y€ aKO M3IHUTBAT CEJUPAHE HITH 3aMasiHOCT, TPSAOBA Ja N30SrBaT MOTCHIIMATHO
PUCKOBH pabOTH KaTo modupaHe uiu padoTa ¢ MallluHU.

4.8 Hexenanu JJeKapCTBEeHH peaKuu

Pesrome Ha mpodumiia Ha Oe30macHOCT

Haii-uecTo choOmaBaHUTE HEXKEIAHU PEAKIUY ITPY MAIUCHTH, JICKYBaHU C IyJOKCETHH, Ca TaJicHe,
rJ1IaBo0OJIMe, CYyXOTa B yCTaTa, COMHOJICHTHOCT U 3aMaiiBaHe. BbIIpeku ToBa, MOBEYETO OT YSCTHTE
HEXEJIaHW PEaKIUK ca JICKH JI0 YMEPEHH, T¢ OOMKHOBEHO 3arl04YBaT PaHo Mo BpeMe Ha JICYCHUETO, U
MO-TOJISIMA YacT ca C TEHACHIIUS J1a OTMHHAT JIOPH, KOTaTO TepanusaTa 0b/ie IPOAbDKEHA.

PesroMe Ha HeXXENaHUTE pEAKIMH, IIPEACTABEHO B Ta0IMIA

Tabmuma 1 moka3Ba HeXxeNaHUTE PeaKIiy, HAOIIOAaBaHN IPY CIIOHTAHHO CHOOIIABaHE U MTPH
1ane00-KOHTPOIUPAaHN KITMHUYIHH MTPOYIBaHUSI.

Tabnuya 1: Heowcenanu peaxyuu
Orienka Ha yectora: Muoro vectu (>1/10), wectu (>1/100 o <1/10), neyectu (>1/1 000 no <1/100),
penxu (>1/10 000 mo <1/1 000), muoro pemxu (<1/10 000).

HpI/I BCSKO IpylnupaHe B 3aBUCUMOCT OT YCCTOTATA HCIKCIIAHNUTC PCAKIIUHN Ca MMPCACTABECHU B HU3XOJAII]
pE€a 110 OTHOIICHHUE HA TAXHAaTa CCPUO3HOCT.

MHoro 4yecTH YecTn Heuectn Penxn MHuoro
peaKu
Unghexyuu u ungpecmayuu
| | JlapuHrur | |
Hapywenus na umynnama cucmema
Amnadunaxtid-
Ha peakus
Hapyuenns,
CBBP3aHH ChC
CBPBXUYBCTBUTE
JIHOCT
Hapywenus na enooxpunnama cucmema
Xunotupeonu-
3bM
Hapywenus na memabonusma u xparenemo
Hamanen XunepriivuKkeMust Hexunpartanus
amneTuT (moxnanBaHa XumnoHarpue-
0Cco0eHO TpHu MHS
NALUEHTH- CHAJIC®
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| JaOeTHLIN)

Hcuxuunu napywenus

MucomMHuus
Bp3byna
Hamaneno

V2 (070 ()
TpeBoxxHOCT
AbGHOpMEH
oprazpM
Spku chHUIIA

Cynnuaaa
uneanus>’
Hapyuienue Ha
CHHS
bpykcussm
He3opuenranus
Armartus

CyumunHo
noseneHue™’
Manus
XamomuHaIuu
BpaxneOHocT u
rass?

Hapymenuﬂ Ha HepeHama cucmemda

I'maBoGonue 3aMastHOCT Muoxkionus CepoTOHMHOB
ComHoOMeHT- Jletaprus Axaruzus’ cunpom®
HOCT Tpemop HepsHocT Konsyncun!
ITapecTe3us Hapyuienue Ha ITcuxoMmoTopHO
BHUMAaHHETO 0e3MmoKoMCcTBO®
Hucrey3us EkcTpanupa-
Juckunesus MUIHU
CuHapoM Ha cumnromu®
HECIIOKOWHUTE
Kpaka
Jlomo xayecTBO Ha
CHHS
Hapywenus na ouume
3aMBIIIEHO Munpuasa I'maykoma
BUKJIaHE Hapymienue na
3pEHHETO
Hapywenus na yxomo u nabupunma
IIIym B Bepturo
ymmre! Bonka B yxoTo
Covpoeunu napywenus
IMammuranum Taxukapnus
Hankamepna
apUTMUS, TITABHO
MIPECHPTHO
MBXKJIEHEe
Cv0osu HapywieHusl
IToBumeno Cunxkorn? XunepToHU4YHa
KPBBHO Xunepronus®’ kpuza>®
HansAraHe’ OprocTratnyna
3auepBsBaHEe | XUIOTOHHS
Crynenun
KpallHuIU
Pecnupamopnu, epvonu u meduacmunaniy HapyweHus
IIpo3sBane Hampesxenue B Wnrep-
'BPIIOTO CTHUIMATTHA
Emucrakcuc OenoapobHa
Gonect®
Eosunodunna
THEBMOHMS®
Cmomawno-upesuu HapyueHus
T"anene Konctumammst | CromamHo-upeBeH | CToMaTuT
Cyxora B Huapust KPBHBOU3IIUB’ Xemaroxe3ust
ycrara Kopemna l'actpoenTeput Jlom 1pX OT
Oonka Opursane ycTara
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IToBpsbiIane lactpur MUKpOCKOIICKH
Hucnencus Hucdarus KonmuT
Mereopusbm
Xenamoburuapnu Hapywenus
Xenatut® YepHoapoOHa
[ToBumenu HEeJ0CTaThy-
YEPHOAPOOHU nocr®
ensumu (ALT, XKbnrenuna®

AST, ankanna

(dhocdaraza)
Octpo
YepHOAPOOHO
yBpEkKAaHe
Hapywenus na xoarcama u nookoxcnama mvkam
3acuieHo Homtro Cunznpom Ha Koxen
HOTCHE U3IIOTSIBaHE Stevens- BacCKyJIUT
OGpus Vprukapus Johnson®
KonTakren AHTHOHEBPOTH-
JE€PMATUT YyeH 0TOK®
Cryzaena not
Peaknyn Ha
(dhoTouyBCcTBUTEIN-
HOCT
3acunena
TEHJCHLUS 32
0sIBa Ha
XEMaTOMHU
Hapywienus na myckynino-ckenemnama cucmema u CbeOUHUMenHama mokam
MyckynHo- MyckynHo Tpuzmyc
CKeJIeTHa HalpeKeHue
Oonka [lorpenBane Ha
MyckyneH MYCKYJIH
craspM
Hapywenus na 6vopeyume u NUKOYHUMe Nomuwya
Huzypus 3arbprkaHe Ha IIpomenen
Yecto ypuHa MUPUC Ha
ypUHHpaHe 3aTpyaHeHo ypuHara
ypUHHpaHe
Huxrypus
[Tommypus

Hawmanena nquypesa

Hapywenus na v3npouszsooumen

Hama cucmema u pr()ama

Epextunna I'maexonoruuno MeHonay3anHu
JTUCHYHKITHS KbpBEHE CUMIITOMHU
Hapymenue MeHcTpyanuu l"anakropes

Ha HApyLICHUSA XuneprpoJak-
eskynanusata | CekcyamHa TUHEMUS
3abaBeHa IucyHKIMS IlocneponoBo
esAKyanus Bosnka B TectucuTe | KpbBOTeueHHE"

Obwu napyuienus u egpekmu Ha MACMOMO HA NPUTLOJICEHUE

Ipunansoy
Ymopa

Bonka B repauTe’
AOHOpMHH
yCeLIaHus
UyBcTBO 32 CTYA

Kaxna
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Brpucane
Hepasnonoxenue
UyBcTBO 3a
TOIINHA
Hapyenus B
[TOXOJKATa

Hscneosanus

IlonmxeHue
Ha TETJIOTO

IloxauBane Ha
TETJIOTO
IToBumenwne Ha

VYBenuyasaHe Ha
Xo0JiecTeposia B
KpbBTa

KpeaTuH
®dochokunazarta B
KpBBTa
IToBumenue Ha
KaJvsl B KPbBTa

! Cniyyau Ha KOHBYJICHHM U CJTy4ad Ha IIyM B YIIUTE Ca ChOOIIABAHH ChHIIO CIIE] NPEKBCBAHE HA
JICUYCHHUETO.

2 Cityyau Ha OPTOCTATUYHA XUIIOTOHMS U CHHKOII €a ChOOIIaBaHU 0COOEHO B HAYAJIOTO Ha JIEYEHHETO.

® Bukre Touka 4.4,

4 Cy4au Ha Bpax1eOHOCT U THSB ca ChOOMIaBaHU 0COOEHO B HAYAIOTO UIIM CIIE] IIPEKbCBAHE HA
JICYCHUETO.

% Cityyau Ha CyMIMIHA MJIEAIUS U CyUIIMIHO TIOBEICHHE Ca ChOOIABAHH TI0 BPEME Ha JIEYEHHUE C
JyJTOKCETHH WK CKOPO CJIe]] MPeKbCBaHe Ha JieueHueTo (BK. Touka 4.4).

® Onenena yecToTa Ha HEXKENAHU PEAKIMM, ChOOIIEHH IPU TIOCTMaPKETHHIOBOTO HAOII0IEHHE; HE Ca
HaOJIro1aBaH! B TUIAE00-KOHTPOIMPAaHU KITMHUYHH TPOYYBaHUSL.

" CTaTMcTHYECKH HE Ce pasinyaBa 3HAUYMTEIHO OT IIanedo.

® Ouenena uecrora Ha 6asa Ha MWIALEG0-KOHTPOIMPAHU KIMHUYHH U3ITMTBAHMUSL.

° Ouenenara yectora ce 6a3upa Ha JaHHU OT BCHYKU KIMHAYHY POYYBAHMSL.

W IpunagbuuTe ca Mo-4ecTy MpH NAlMEHTH B CTApYECKa Bb3pacT (Bb3pacT >65 rogunm)

Onucanue Ha U30paHu HEXKEJIaHU PEeaKIIuU

IIpexparsBaHeTo Ha TyTOKCETHH (0COOEHO KOraTo € BHE3aITHO) YeCTO BOAM IO CUMIITOMH Ha
OTHEMaHe. 3amaliBaHe, CCH30pHH HapylleH!s! (BKIIOUUTEIHO MapecTe3rst I yCellaHusl, TOJ00HN Ha
MIpeMHUHABaHe Ha EJIeKTPUIECKH TOK, 0COOCHO B 00JIACTTA HA TJIaBaTa), HAPYIIEHUS B CHHS
(BKITFOUUTENHO OE3CHhHUE U MHTEH3MBHO ChHYBaHE), yMOPa, COMHOJIGHTHOCT, Bb30y/1a HITH
TPEBOXKHOCT, T'aJIcHE W/UITU MOBPbBILIaHe, TPEMOD, II1aBO00IINE, MUAIITHS, pa3IPa3HUTEIHOCT, THAPHS,
XUMNEPXHUIPO3a U BEPTUTO ca HAH-UECTO ChOOIaBAaHUTE HEXKETIaH! PEaKIUH.

O6mo, u 3a SSRIS u 3a SNRIS, Te3u cpOUTHS Cca JIeKH 10 YMEPEHH U CaMOOTPaHUYaBAIIH €, BHITPEKU
4c MpU HAKOU MAIIMEHTH TC MOXKE J1a Ca TCIKKHU I/I/I/IJ'II/I MMPOABIKHUTCIIHUA. 3aroBa ce IperopbYBa, KOraTo
HE ce Hajlara roBeve JICYCHUE C TYJIOKCEeTHH J1a Ob/Ie U3BBPILIECHO MOCTENCHHO CITUpPaHe, uype3
HaMaJIABaHe Ha ffo3aTa (Bk. Touka 4.2 u 4.4).

IIpe3 12-ceqmuunaTa ocTpa ¢a3a Ha TP KIMHUYHU NPOYYBAHUS C AYJIOKCETHH MU IMAIUEHTH C
nuabeTHa HeBporaTHa 00Jika € HaOIr01aBaHO MAJIKO, HO CTATUCTHYECKH 3HAYNMO MTOBHUIIIEHUE B
KpBbBHATa TIIOK03a Ha TJIaHO, [TPH NAlMEHTHTE Ha JieueHue ¢ ayiaokceTrH. HDALC e crabuien u npu
MAIUEHTUTE JIEKYBAHU C AYJIOKCETHH, M IPH NMAIMEHTUTE JIeKyBaHu ¢ Tuiane6o. [Ipe3 dazara Ha
yABIDKaBaHE HA TE3W MPOYYBAHUS, MPOABIDKIIIA 10 52 CeAMUIH, ¢ HanndHo nosuiiieHne Ha HOALC u
B TpyIaTa Ha MyJIOKCETHH U B TpylaTa Ha pyTHHHA Tepanws, Ho cpenHoTto nosumienue e 0,3% mo-
TOJIIMO B TpyIiaTa Ha JISYCHHE ¢ TyJTOKCETHH. HammdaHo € JieKko moBHIlIeHne B KphBHATA TITFOK03a Ha
TJIaJTHO U Ha OOMIHS XOJIECTEPOJ MPH MAIUEHTUTE JIEKYBaHH C JTyJIOKCETHH, JIOKATO Te3H JIa0OpaToOpHU
W3CJIeIBaHUS IIOKA3BaT JIEKO HaMaJICHHUE B TpyIiaTa Ha PyTHHHA TepaIlus.
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Kopurupanusar ciupsmo cepaeunara gectora QT nHTepBan npu manueHTUTe, JIEKYyBaHH C AYJIOKCETHH,
HE ce pa3mJyaBa OT TO3H, HAOJIIOIaBaH MpH MAIUEHTUTE, JIEKyBaHH ¢ Tuarne6o. He ca HaGmromaBanu
kirHrYHO 3HaunMu pasznuku 3a QT, PR, QRS wnmu QTcB usmepBanusta Mexay naiueHTUTe,
JICKYBaHUTE C TyJIOKCETHH U TE3H JICKYBaHHTE C IJIaIe0o.

Ilennarpuyna momyJianus

0610 509 nanueHTH aelia Ha Bb3pacT OoT 7 10 17 TOAMHU C rOJIIMO JCIPECUBHO Pa3cTPOcTBO U 241
MeAMATPUYHY MMAIIMEHTH Ha BB3pacT OoT 7 710 17 TOAMHU ¢ TeHEPaTU3UPaHO TPEBOXKHO Pa3CTPOUCTBO ca
JICKYBaHU C JYJIOKCETHH B KIIMHUYHU Npoy4yBaHus. Karo 1ssio npoduirbT Ha HeXEIaHUTE
JICKapPCTBEHU PEaKIIMY Ha JTyJIOKCETHUH TPH JIelia ¥ FOHOIIH € T0100eH Ha TO3H, HAaOJI0JaBaH Mpu
BBH3PACTHH.

00610 467 ManueHTH OT MeUaTPUIHATA TIOMYJIAIHs, KOUTO IbPBOHAYAIHO Ca PAHJOMU3HPAHH J1a
NOJTy4YaBaT IyJIOKCETUH B KIMHUYHY MPOYYBAHMUs, U3MUTBAT CpeiHO Hamanenue Ha Ternoro 0,1 kg
kbM 10-Ta cenmuna B cpaBuenue ¢ 0,9 kg cpenno yBenuuenue npu 353 nanueHTH, Moy4YaBaiin
iane6o. Creq ToBa B TEUCHHUE HA YETUPU-MECEUEH JI0 IIECT-MECEUEeH NEPUO/ Ha MPOAbIKEHHE,
MAaIlMEHTUTE CPETHO UMAT CKIIOHHOCT KbM Bb3CTaHOBSBAHE HA OYAKBAHOTO CH M3XOIHO TETJIO B
NepUeHTHIa Ha 0a3aTa Ha MOMYJIalMOHHUTE JaHHHU OT BPBCTHULUTE, ChOTBETHHU 110 Bb3pacT U IOJI.

B npoyuBanusi ¢ MPOABIDKUTEIHOCT 10 9 Mecela Ipy MalMeHTUTEe OT MeAMaTpUIHATa MOy Ialus,
JISKYBaHU C AYJIOKCETHH, ce HaOIro1aBa o010 cpeHo HamalieHue oT 1% Ha mepieHTHIa 3a pheT
(mamanenue ot 2% npu neua (7-11 ronunn) u ysenuyenue ¢ 0,3% npu ronomm (12-17 rogunn)) (Bx.
Touka 4.4).

CrpoO1iaBaHe Ha HOAO3UPAHU HEXKEIAHN PEAKIINHU

ChoO0I1aBaHeTO Ha MOIO3UPAHU HEIKEIIAHU PEaKIIUK Clie]l pa3pelaBaHe 3a ynorpeda Ha JIeKapCTBEHUS
MPOAYKT € BakKHO. TOBa M03BOJIsABA Ja MPOIBJKKM HAOJIOICHUETO Ha ChOTHOIIICHUETO I0JI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEUIIMHCKUTE CIICIUATICTH CE U3MCKBA J]a ChOOIIABAT BCSIKA
MOJI03UPaHa HeXKeTaHa Peakiys Ype3 HAI[MOHAIHA CUCTEMa 32 ChOOIaBaHe, MOCOYCHA B

[Ipunoxenue V.

4.9 Ilpemo3upane

CphoO11aBaHu ca cliydau Ha Ipe03upanHe, CaMOCTOSATEITHO WIIM B KOMOMHAIIUS C IPYTH JICKaPCTBEHU
NPOIYKTH, C 103U aysokceTuH ot 5 400 mg. Mima HAKOIKO CMBPTHH CITydaH, OCHOBHO MIPU CMECEHO
MPeI03UPaHe, HO ChIIO TaKa ¢ JYJOKCETHH CaMOCTOSTEIIHO B 103a nmpubausutesHo 1 000 mg.
Bernesure u cuMnToMuTe Ha TpeI03upaHe (IyJTOKCETHH CAMOCTOSTEHO MK B KOMOUHAIIUS C IPYTH
JIEKapCTBEHH MPOJIYyKTH) BKJIIOYBAT COMHOJIEHTHOCT, KOMa, CEPOTOHHHOB CHHPOM, TIPHITAIBIIH,
HOBPBIAHE M TAXUKAPIHSL.

He e u3Becten crienuduyeH aHTUAOT Ha TyJTOKCETHH, HO aKO HACTHITH CEPOTOHHHOB CHHIIPOM MOKE
Jla ce UMa TpeBu crieninUIHO JiedeHre (KaTo ¢ IUIPOXENTaANH W/ HIH TEMIIEPATYPEeH KOHTPOII),
Tps6Ba na ce monabpKaT CBOOOHH AUXaTenHuTe mbTuia. [Ipenoppusa ce npocnesBane Ha
CHPACYHUTE U KU3HEHU MOKA3aTENH, 3a€/THO C MOAXOASIINA CUMIITOMATUYHH U MOAIBPKALIU MEPKHU.
CromairHa NpoMHBKa MOXKE Jia € TOKa3aHa, ako Ce€ M3BBPIIN Bb3MOXKHO HAal-CKOPO CleN
MOTJTHIIAHETO W MPH MAUEHTH ChC CHMITOMU. AKTHBHHAT BBIJTIEH MOXE Ja TTOJIE3EH 32
orpaHuyYaBaHe Ha pe3opOuusrTa. JIyJIoKceTHH Ma ToJisiM 00eM Ha pasmpejeneHne 1 Gopcupanara
nuypesa, xemornepysust 1 oOMeHHa repdy3us € MaJIko BEPOSITHO /1a ca OT IoJI3a.
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5. ®APMAKOJIOTUYHU CBOMCTBA
51 d@apmakoaMHAMMYHU CBOiiCTBa
®dapmakoTepaneBTiuuHa rpymna: Apyru anrugaenpecanta. ATC kom: NO6AX21.

MexaHu3bM Ha JIENCTBUE

JynokceTnH e KOMOMHMpaH HHXHOUTOP Ha 00OpaTHOTO 3axBamane Ha cepoToHuH (5-HT) u
HopanpeHanH (NA). Toit cirabo mHXHOMpPa 00paTHOTO 3axBallaHe Ha JoNaMHHA, 0e3 3HAYIM
a(MHUTET KbM XHCTAMUHEPIHYHHUTE, JONAMUHEPTUYHH, XOJTHHEPTUYHH U aIpCHEPTUYHU PEIICTITOPH.
JlyJoKCeTHH 7103a-3aBUCUMO MTOBHINIABA SKCTPALICTYIAPHUTE HUBA HA CEPOTOHUHA H
HOPHOPAJPEHATIVH B Pa3JIMYHA MO3bYHU O00JIACTH TPH KHUBOTHH.

dapmakoaguHaMUYHU ehEKTU

JlyJoKceTHH HOpMaliu3upa mpara Ha 0oJikaTa IpHU HIKOJIKO MPEAKIMHUYHN MOJIelia Ha HEBPOIaTHA U
BB3MAJIUTETHa 0OJKa M CMEKJaBa OBECHUETO MPHU 00JIKa B MOJIEN Ha epcuctupaia 6onka. Caura
ce, ye MHXUOUpPaIoTo 00JIKaTa ACHCTBUE HA JYJIOKCETHH € Pe3yJITaT OT MOTCHIMUPAHETO Ha
JICCIICHICHTHUTE MHXUOUTOPHU OOJIKOBH ITBTHIIA HA IICHTPAJIHATA HEPBHA CHCTEMA.

Knnanuna edrnkacHOCT 1 0€30aCHOCT

Tonsaimo Oenpecugro pazcmpoiicmeo

JlyJIOKCEeTHH € MpOoy4BaH B KJIIMHUYHY MporpaMu, BKarouBamy 3 158 namuentu (ekcnosumnus ot 1 285
MAIMEeHTO-TOMWHN) oTroBapsmm Ha DMS-IV kpurepunte 3a romsma aerpecus. EQukacHocTTa Ha
IYJOKCETHH IPH NMPENOpbUUTETIHA JHEBHA 032 60 mg BeIHBK AHEBHO € [TOKa3aH IpU TPH OT TPUTE
paHIOMU3UpPaHH, ABOMHO-CJIEIH, I1a1e00 KOHTPOIUpaHH, ¢ (PMKCUpaHa 103a MPOyYBaHHS B OCTpa
(haza pu BB3pacTHN aMOyJIATOPHU MALMEHTH C TOJISIM JeTipecuBeH enn3oa. O0mo, eukacHOCTTa Ha
JyTIOKCETHH € IEMOHCTpHUpaHa IMpH JTHeBHA 1032 Mexkay 60 u 120 mg B 001110 TIET OT cesleMTe
paHIOMU3UPaHH, JBOHHOCIIENH, TUIAe00-KOHTPOJIMpaHHy, ¢ PUKCcHUpaHa 033 MPOY4BaHUs B OCTpa
¢aza npu Bb3pacTHH aMOyIaTOPHH MAIMEHTH C TOJISIM JIETIPECUBEH EMTU30/I.

JlyJIOKCeTHH € IoKa3all CTAaTUCTUYECKO MPEIMMCTBO CIIPSAMO IL1anedo, MpociIeieHo Ype3 moJo0peHrne
Ha o0must pesyntar o 17 toukoBara Hamilton Depression Rating Scale (HAM-D) (BkitounTenHo u
Ha €MOIIMOHATHUTE U Ha COMaTHYHUTE CHMIITOMH Ha Jieripecusi). CTereHTa Ha OTTOBOP U PEMHUCHS ca
CBIIO CTATUCTUYECKH 3HAYMMO TI0-BUCOKH TIPH JIyJIOKCETHH, B cpaBHEeHHE ¢ muiane6o. Camo Majka
YacT OT NallMCHTH BKJIFOUCHHU B NMJIOTHU KIIMHUYHU ITPOYYBaHUA Ca GI/IHI/I C TEXKa ACTIPpEeCud (I/ISXO,Z[HO

auso HAM-D>25).

B mpoyuBaHe 3a npe/i0TBpaTsIBaHe Ha PEIUINUB, AIIMCHTUTE, MOBJIUSIN ¢€ OT 12-CeIMUYHO OTKPUTO,
0CTpO JieueHue ¢ TyJokceTrH 60 mg BEIHBK THEBHO, Ca paHIOMU3MPAaHU WK Ha qyjokceTrH 60 mg
BEJIHBK JIHEBHO WJIU Ha TuTarne0o 3a omle 6 Mecena. [Ipunaranero Ha qynokcernH 60 mg BeTHBK
JTHEBHO TT0Ka3a CTaTHCTHYECKO 3HAYMMO MPEJAUMCTBO B cpaBHEeHHE ¢ miaie6o (p=0,004), mo
OTHOIIIEHHE HAa W3MEPBAHETO 3a MbPBUYCH M3XO0J, MPOQUIaKTHKATa Ha PEIUANB Ha JCTPECHs,
M3MEpeHa Ype3 BPEMETO JI0 peruanBa. YecToTaTa Ha pElUANBHATE TI0 BpeMe Ha 6-MECEUHUs IBOWHO-
cIIsi riepuoy Ha npocineasBane € 17% u 29%, chOTBETHO, 3a TYJIOKCETHH U 32 Tareoo.

ITo Bpeme Ha 52-cemMUYHOTO TUTAE00 KOHTPOIUPAHO TBOWHOCIIAIIO JICUCHUE JICKyBAaHUTE C
JTyJIOKCETHH MAIFeHTH C PEUINB Ha TOJISIMO JETIPECUBHO Pa3CTPOMCTBO UMAT 3HAYUTEHO TTO-IBIBI
6escummromen nepuo (p<0,001) B cpaBHEHHE C MAMEHTHTE, PAaHIOMU3HPAHU Ha muiane6o0. Bermaku
MAIUEHTH IPEIBAPUTEIHO Ca C€ TIOBIMSUIN OT AYJIOKCETHH 110 BpeMe Ha OTBOPEHO JIEYEHHE C
nyaokceTuH (28 no 34 cenmunn) mpu go3a ot 60 xo 120 mg/nueBHo. 1o Bpeme Ha 52-cenmuuHara
rutane0o KOHTpOJIMpaHa ABoHHocCIsNa da3a Ha eueHue 14,4% OT manueHTure, JIeKyBaHH ¢
nIynokceTuH, U 33,1% OT manueHTHTe, TPETUPaHU C M1anebo, IpeKUBsIBaT MOBTOPHA MOsIBA HA
cumnTomuTte cu Ha aenpecus (p<0,001).
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EdexTsT OT npunaraneto Ha AyiokceTHH 60 mg BeTHBK THEBHO MPH MAIIMEHTH C JICTIPECHS B
cTapyecka Bb3pact (>65 ToIuHM) € olleHeH Crelu(MUIHO B IPOYYBaHE, MOKA3BAII0 CTATUCTUICCKU
3HaYMMa pa3jinka B HamansiBaneto Ha HAMD17 pe3ynrara 3a nanueHTuTe, JISKyBaHH C AyJIOKCETHH, B
cpaBHeHue ¢ miare6o. [ToHocumocTTa Ha aynokceTud 60 mg BeAHBXK JTHEBHO MPU MAIUCHTH B
CTapyecka Bb3pacT € CpaBHUMa € Ta3H, HaOII0aBaHa MPY MO-MJIAJN Bh3PACTHU MAallMeHTH. [laHHUTE,
o0ade, 3a MAIMEHTH B CTapUecKa Bh3pacT C eKCIO3MINA Ha MakcuMarHaTa fo03a (120 mg naeBHO) ca
OTpaHMYCHU U 3aTOBA CE MPENOPHYUBA MOBUILICHO BHUMAHUE MTPH JICUCHUE HA Ta3U MOIYJIalvsl.

Tenepanusupano mpegoircHo pascmpoucmeo

JymokceTnH moka3a CTaTUCTHYECKH 3HAYNMO MTPETUMCTBO CIPSAMO IUIAedo0 MpH MeT OT MeT
MPOYYBaHUS, BKITFOYAIIH YETHPH PAaHAOMHU3NPAHH, TBOHHOCIEIH, TUIaNe00-KOHTPOITHPAHT
MpOy4YBaHuUs B 0CTpa (aza u mpoydBaHe 3a MpoUIakTHKa Ha PEIUIUB IPU BH3PACTHH C
TeHEepaIU3UPaHO TPEBOKHO Pa3CTPONUCTBO.

JIyOKCETHH MOKa3a CTATUCTUYCCKU 3HAUYMMO TPEAUMCTBO CIIPSIMO T1a1[e00, H3MEPEHO 4pes3
mogo0peH e Ha OOIIMs CKOp IO CKaJia 3a TpeBoskHOCT Ha Hamilton (Hamilton Anxiety Scale (HAM-
A)) u ckopa 3a 001110 (HYHKIIMOHAIHO Pa3CTPOMCTRO 10 CKasla 3a HHBaIUAHOCT Ha Sheehan (Sheehan
Disability Scale (SDS)). CtenenuTe Ha HOBJIUSIBAHE U PEMUCHS Ca CBIIO MO-BUCOKHU MPH AYJIOKCETUH
B CpaBHEHHE ¢ 11a1e6o. JlyTOKCeTHH oKa3Ba CPaBHUMH PE3yITaTH 3a epUKACHOCT C Te3U Ha
BeHJIa(aKCHH OT TJIeJJHa TOYKa Mogo0peHue Ha obmust ckop mo HAM-A.

[Tpu npoyuBaHe 3a NPOQHUIAKTHKA Ha PEIUANB NaMEHTUTE, IOBIHUABAIIH CE OT 6-MECEYHO OCTPO
OTKPHTO JICUEHHE C TYJIOKCETHH, ca PAaHAOMM3UPAHH J1a IOJIy4aBaT WIH AYJIOKCETHH, WU IJanedo 3a
nocneaBamuTe 6 Mecena. [lymokcernr 60 mg 1o 120 My BenIHBK JHEBHO TOKa3Ba CTATUCTHYECKU
3HAYMMO MPEAUMCTBO B cpaBHeHue ¢ miaiebo (P < 0,001) npu npodunakTukaTa Ha PELUIUB,
M3MEPEHO Ype3 BPEMETO [0 I0sIBa Ha peluauB. YecToTaTa Ha PELUIUB pe3 6-MeceuHus Iepruo Ha
MOCJIEABAIIOTO JBOWHO-CIIANO npociensBane € 14% npu aynokcetuH U 42% npu miane6o.

Edukacnocrra Ha mynokcerun 30-120 mg (rbBkaBo 103MpanHe) BEAHBK JHEBHO MPH MAIMCHTH B
cTapuecka Bb3pact (>65 roauHu) ¢ reHepaaTu3upaHo TPEBOXKHO Pa3CTPONUCTBO € OIEHEHA B €THO
MPOyYBaHe, KOETO MMOKa3Ba CTATUCTUYECKU 3HAYMMO TOA00peHue B 00mus pesynrat 3a HAM-A 3a
MAIMECHTHTE, JICKYBaHH C TyJTOKCETHH, B CPABHEHHUE C MAIUCHTUTE, MOJTyYaBally mianeoo.
EdwukacnocrTra n 6e3omacHoctTa Ha qynokcetrH 30-120 My BenHBXK JTHEBHO MY MAIIUEHTH B
CTapyuecKka Bb3pacT ¢ FeHepaIU3UPaHo TPEBOXKHO Pa3CTPOIMCTBO ca MO00HU Ha HAOJI0JaBaHUTE B
MPOYYBAHUS TP TO-MJIAJH Bb3PACTHH MAIUCHTH. BbhIpeky TOBa, JaHHUTE 3a MALMEHTH B CTapyecka
BB3PACT ¢ SKCIO3UITNS Ha MakcuMaitHarta jo3a (120 mg aHeBHO), ca orpaHMYEHH U [TOPaId TOBa Ce
MPernopbYBa MOBUIIICHO BHUMAaHHUE IMPHU M3I0I3BaHETO Ha Ta3M J103a MPH MOMYJIalKiTa B CTapUecKa
BB3PACT.

Juabemna nepugpepna nesponammna 601xa

EdukacHocTTa Ha TyJOKCETHH 3a JIeUeHHe Ha quabeTHa HeBporaTHa 0oJIKa € yCTaHOBEeHA TIpH 2
paHIOMU3UPAHH, 12-CeIMUYHH, TBOWHO-CIIEIH, TJ1aie00 KOHTPOIUPaHH, ¢ (GUKCHpaHa 1032
NpOYYBaHUS NPU Bb3pacTHHU (22- 10 88-roauIiiHu) ¢ AuabeTHa HEBpONaTHA 0OJIKa B MTPOIBIDKEHHE
mone Ha 6 mecera. IlaneHTHTe, OTTOBAPSIIM HA KPUTEPUUTE 33 TOJIIMO JETPECUBHO PA3CTPOMCTBO,
ca M3KJIFIOYCHHU OT TE3U MpoyuBaHus. M3MepuTen Ha MbPBUYHUS H3XOJT € CEAMUYHATA CPEHA
CTOMHOCT Ha 24-vacoBaTa 00JIKa, KOSITO € OTPa3siBaHa B €XKETHEBCH JHEBHUK Ha MalUeHTuTe mo 11-
ToukoBara ckaia Ha Likert.

B nBere npoyuBanusi, aynokcetud 60 mg Begubx qHeBHO W 60 mg 1Ba MbTH JHEBHO 3HAYUTEIIHO
HamaisBa 0oiKara, B cpaBHEHHE C IU1ane6o. EQekThT pu HIKOM MAalMEHTH € BUIAMM TPE3 ITbPBHUTE
ceIMUIM Ha jeueHue. Paznukara B cpelHOTO O0OpEHNEe MEX Ly IBETE€ paMEeHa Ha aKTUBHO JICUeHUE
He e 3HaunTenHa. Orbenszano e mone 30% cbpoOuiaBaHo HamMalsiBaHe Ha OOJKaTa IpU MPHOIU3UTETHO
65% oT neKyBaHHTE C AyJleKceTHH nauueHTu cpenry 40% 3a miane6o. ChOTBETHUTE HU(PH 32 TOHE
50% penykums Ha Oonkara ca choTBeTHO 50% 1 26%. CrenenTa Ha KTMHUYEH 0TroBop (50% wuiu
noBeve noJoO0peHue Ha OosKaTa) € aHaIM3upaHa CIope/l TOBA AaIH HalUEHTHT € IPOSBUI
COMHOJIEHTHOCT II0 BpEME Ha JICYEHHETO WK He. 3a MallueHTUTE, KOUTO HE ca MPOSBUIN
COMHOJICHTHOCT € HaOII0/IBaH KJIMHUYEH OTroBOp TpHu 47% OT ManMeHTUTe, MoMy4YaBalln yJIOKCETHH
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u 27% ot nanueHTuTe Ha Tane6o. CTenenTa Ha KITMHIYEH OTTOBOP NPH MAIMEHTUTE TPOSBHUITN
comHoseHTHOCT € 60% Ha mynokcetud u 30% Ha miane6o. [lanuenTrTe, HEMPOSABABAIIN PEAYKINSI HA
6onkara ot 30% B pamkuTe Ha 60 THU JIEUCHHE € MAJIKO BEPOSITHO J1a IOCTUTHAT TOBA HUBO MPH MO-
HATaTBIIHO JICYCHHE.

[pu OTBOPEHO ABJITOCPOYHO HEKOHTPOIMPAHO MPOYYBAHE HAMAICHHETO Ha OOJIKAaTa MPH MAI[MEHTH,
HOBIIHSIHH OT 8-CEIMUYHO OCTPO JIeUeHHe ¢ qynokceTuH 60 My eJHOKPATHO AHEBHO, CE 3ama3Ba 3a
olre 6 Mecela, KakTo € OLIEHEHO ¢ IPOMsIHATA IO CKallaTa 3a KpaTka olleHKa Ha 6ojkara (Brief Pain
Inventory (BPI)) ma 24-gacoBus cpenen 6poit TOUKH 3a OOJIKa.

IleauaTpuyHa NomyJaamus

JlyJIOKCeTHH He € M3CJIeIBaH MPH MAalMeHTH 01 7-TOUIIHA Bb3pacT. [IpoBeneHu ca 1Be
PaHIOMU3UPAHH, TBOWHOCIICIIH, TapajeIHN KIMHUYHY poy4uBanus npu 800 meanaTpudIHu ManyueHTH
Ha BB3pacT OoT 7 10 17 TOAWHM ¢ TOJISIMO JACTPECHBHO Pa3CTPOHCTBO (BXK. Touka 4.2). Te3u ase
NpOyYBaHUS BKIOUBAT 10-ceIMUYIHO IIa1ie00-KOHTPOIMPAHO U KOHTPOJIMPAHO C AKTUBHO BEIIECTBO
(dnyokceTuH) JieueHue B ocTpa (hasza, moCiIeIBaHO OT MIECTMECEUCH NIEPUOJT Ha MPOIBIKEHHIE Ha
KOHTPOJIMPAHO C aKTHBHO BelecTBO JieueHue. Huro rpynara, ekyBana ¢ aynokcerus (30-120 mg),
HUTO TpyTara ¢ akTBHA KOHTpoa ((iayokcernn 20-40 MQ) CTaTUCTUYECKHU CE Pa3IryaBar OT
iaebo 1Mo OTHOIIIEHHE Ha TpoMsiHaTa B obmuTe pesysnraru mo ckanara Children’s Depression Rating
Scale-Revised (CDRS-R) ot u3xoanust 10 KpaiHust MOMEHT. [IpekbcBaHe Ha JICYUCHUETO MOPAIH
HE)KeJIaH! ChbOUTHUS € TTI0-4eCTO MPH MAIUEHTUTE, IIPHEMAIIIN TyJIOKCETHH, B CPaBHEHHE C TE3H,
JIEKyBaHU ¢ (JIyOKCETHH, B TIOBEYETO Cliy4yau mopaau rajene. [1o Bpeme Ha 10-ceAMUUHMS TIEpHOT HA
AKTHUBHO JICUEeHHE € ChOOIaBaHo 3a Cyuuuano moseacuue (aymokcerus 0/333 [0%], GpmyokceTnH
21225 [0,9%], mmare60 1/220 [0,5% ]). Tpe3 tienus 36-ceaMudeH Kype Ha u3ciaeaBaHeTo, 6 ot 333
MalMUEHTH, KOUTO IbPBOHAYAIHO Ca PAHIOMU3HUPAHU A MOIy4YaBaT AYJIOKCETHH, U 3 oT 225
NAalMeHTH, KOUTO MbPBOHAYAIHO Ca PAHAOMH3UPAHH /1A TTOy4aBaT ()IIyOKCETHH, POSBSIBAT
CYHMIIMIHO NOBE/ICHNE (€KCIIO3HUIM-KOPUTHpaHaTa yectota Ha cynuaao noseaeHue e 0,039 crourus
Ha MAIMEeHT Ha ToauHa 3a ayinokcetu, u 0,026 3a ¢yokcetun). OCBEH TOBA, €UH MAIIUEHT, KOWTO €
HNpeMUHAN OT IIanedo Ha JeYCHHUE C JYJIOKCETHH, € MMaJl CyHIIUIHO ITOBEJCHHUE 110 BpeMe Ha premMa
Ha JyJIOKCETHH.

[TpoBeneHO € paHIOMHU3UPAHO, TBOWHOCIISIO, MIANe00 KOHTPOIMPAHO MPOyUYBaHE TP 272 MAIUSHTH
OT NieTUaTpUYHATA TTOMYJIAIUS Ha Bb3pacT 7-17 roJHHU C TeHEPATIM3UPAHO TPEBOXKHO PA3CTPOMCTBO.
[IpoyuBaneTo BkitouBa 10-ceamuuHa miane0o KOHTpoIupaHa ocTpa ¢asa, mocjieBaHa oOT
18-cenmuueH nepuo/ Ha NPOIbIDKEHUE Ha JieueHHeTo. B ToBa mpoy4BaHe € n3Moia3BaHa I'bBKaBa
cxeMa Ha JIo3MpaHe, 3a Jia ce J1ajie Bb3MOXKHOCT 3a 0aBHO MOBUILIABaHEe Ha Jjo3aTta oT 30 mg BEAHBXK
JTHEBHO J10 TIO-BUCOKH J1034 (MakcumMyM 120 mg BeJHBK JHEBHO). JIeueHHETO ¢ TYJTOKCETHH MOKa3Ba
CTaTUCTHYECKH 3HAYMMO TIO-TOJISIMO MOI00PSHUE HA CUMIITOMUTE Ha TEHEPATU3UPAHOTO TPEBOKHO
Pa3CTPONCTBO, KAKTO € OIEHEHO C MIOMOIIITA Ha CKaJlaTa 33 TeXKECT Ha TeHEPATM3UPAHO TPEBOIKHO
pascrpoiictBo PARS(cpeana pasiuka MeXIy AyJIOKCETHH U tuiarebo 2,7 touku [95% U 1,3-4,0]),
cien 10 ceqmuny Ha nedenue. [logabpxaneTo Ha eekTa He € oleHsiBaHO. Hsima cratuctuiecku
3HAYMMa pa3iivKa B MPEKbCBAHETO HA MPOYYBAHETO MOPAJIU HEXKETIAHU ChOUTHSI MEXKILy TPYIIUTE C
JyJIOKCETHH U Iiane0o B TeueHue Ha 10-ceqmuunara (asza Ha ocTpo nedeHue. J[Bama narueHTH,
KOHMTO ca MPEXBBPIICHHU OT MIaed0 KbM JYJIOKCETHH Clie]] ocTparta (as3a, U3MUTBAT CYHIIHIHO
MOBEJICHUE, TOKATO MpUeMar JyJOKCETHH 10 BpeMe Ha (a3aTa Ha npoabbkeHue. He e HanpaBeHO
3aKIIFOYEHUE OTHOCHO IISUIOCTHOTO CHOTHOIIIEHHE TI0J13a/PUCK B Ta3W Bh3pacToBa rpyra (BXK. ChII0
Touka 4.2 u 4.8).

IIpoBeneHo € enHO MpoyyYBaHe NpY NEAUATPUYHY MAUEHTH ChC CHHAPOM Ha FOBEHWIHA TbPBUYHA
dudpomuanrus (juvenile primary fiboromyalgia syndrome, JPES), B koeto rpynara, JiekyBaHa ¢
IYJOKCETHH, HE € OTJeNieHa OT Tpylara, mojiyyaBaiia rianedo, 3a oleHKa Ha U3MEPHUTEIS 32
bpBUYHA e(hUKAaCHOCT. 3aTOBA JIMTICBAT JIaHHH 332 €PUKACHOCT B Ta3H MOIMYJIAIUS MeUATPUIHI
HNalMeHTH. PaHIoMU3MpaHOTO, ABOMHOCIIATIO, MI1AaNe00-KOHTPOINPAHO, TAapaIeTHOTPYTIOBO
Mpoy4YBaHe Ha MYJIOKCETHH € mpoBeeHo npu 184 roHomu Ha Bb3pacT oT 13 1o 18 roguam (cpeana
BB3pacT 15,53 rogunn) ¢ JPFS. [IpoyuBanero BkitouBa 13-ceaMuueH IBOMHOCISI NEPUO, MIPE3
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KOWTO MAIMEHTHUTE Ca PaHIOMHU3MPAHH Ja NoTydyaBar ayjiokcetud 30 mg/60 mg wiu riare6o Bceku
JeH. JlyloKceTHH He MmoKa3Ba e()MKacHOCT MO OTHOLIEHUE Ha HaMaJIIBaHETO Ha OoJKaTa, H3MEpeHa
4ype3 U3MEPHUTENS Ha MbPBUYHUS pe3yJTaT Ha KpaliHaTa TOUKa - cpelieH CKop 3a 6oJika o Brief Pain
Inventory (BPI): cpennara npomsiHa Ha Hali-mankuTe kBaapartu (LS - least squares) ot u3xonHaTa
CTOWHOCT Ha cpeaHus cKop 3a 6oika mo BPI na 13-tara cenmuria 13 e -0,97 B rpynarta, moirydaBaria
iane6o, B cpaBHeHue ¢ -1,62 B rpynara, noydasaiia ayiaokceru 30/60 mg (p = 0,052).
Pesynrarure 3a 6€30MacHOCT OT TOBa MPOYYBAHE Ca ChBMECTHMH C U3BECTHHS PodHiI Ha
0e30MacHOCT Ha AYJIOKCETHH.

EBpomeiickaTa areH1us 1o JiekapcTBaTa 0cBOOO0KAaBa OT 3aIbJDKCHUETO 32 MIPEJOCTABSIHE Ha
pe3yJTaTUTE OT MPOYYBAHUS C TyJTOKCETHH NMPU BCHYKH MOJIPYITH Ha MIeJHATPHYHATA TTOMYJIAIHSI TPH
JIeYeHHE Ha TOJISIMO JICTIPECUBHO Pa3CTPOMCTBO, TuadeTHa HeBpomaTHa 00JIKa U reHepaTu3upaHo
TPEBOXKHO Pa3CcTpoicTBO. BrkTe Touka 4.2 3a mHPOpManys OTHOCHO yrioTpebarta mpu Jena.

5.2 dapMaKkoKHHETHYHH CBOWCTBa

JlyJIOKCeTHH ce Mpuiara KaTo caMOCTOsATeIeH eHaHTHoMep. JlyJTOKCeTHH ce MeTaboIM3upa NPeAUMHO
ot okcugatuBHK eH3uMH (CYP1A2 u momumopduus CYP2D6), nocneaBaHo OT KOHIOTUPAHE.
dapMaKOKHHETHKATa Ha TyJOKCETHH MOKa3Ba IoJIIMa BApHAOMIHOCT MEXIY OTIOCTHUTE HHAUBUIH
(06110 50-60%), mbioKala ce B U3BECTHA CTETEH HA 10J1a, Bb3PacTTa, CTaTyca Ha TIOTIOHOIYIICHE U
CBhCTOSTHUETO Ha MeTabonm3upamara cucrema CYP2D6.

AOGcopOrus

HynokcetuH ce pe3opoupa nodpe cien nepopaiHo npmioxkerne ¢ Cmax HACTHIIBAIIA 6 Yaca cien
npunarase. AGCONOTHATA OpajHa OMOHAIMYHOCT Ha JYJIOKCETHH Bapupa oT 32% no 80% (cpenHo
50%). Xpanara yabKaBa BpEMETO 3a JOCTUraHe Ha MMKOBU KOHLEHTpaumu oT 6 Ha 10 yaca u T
HE3HAYUTEITHO HaMallsiBa CTETNIeHTa Ha pe3opouus (mpudausutento 11%). Te3u npomenn HAMAT
KIIMHHUYHAa 3HAa4YNUMOCT.

Pasnpenenenue
HynokcetruH e mpubmusutenHo 96% cBbp3aH ¢ YOBEMIKUTE IIa3MEHH MTPOTeHHH. J[yIoKceTHH ce
CBBP3Ba U ¢ AIOYMHUH U ¢ anda-1 kucenus riukonporerH. [IpoTenHHOTO CBbp3BaHE HE CE MOBJIHSIBA

0T OBOPEYHO WIIM YEPHOIPOOHO yBpEKIAHE.

Buorpanchopmars

JyrnokceTnH ce MeTabonn3upa eKCTEH3UBHO U METa0OJIMTUTE C€ EKCKPETHPaT OCHOBHO C YpHHATA.
Hurtoxpom P450-2D6 u 1A2 xatanu3upaT 00pa3yBaHETO Ha JBaTa OCHOBHU METa0OJIUTA -
TIIIOKOPOHUICH KOHIOTAT Ha 4-XHPOKCH JTYJIOKCETHH U CyJI(aTeH KOHIOTAT Ha 5-XUIPOKCH,6-MeTOKCH
nynokceTHH. Bb3 ocHOBa Ha IN Vitro nmpoy4BaHusi, IUPKYJIHPALNIMTE METAOOIUTH HA TYJIOKCETHH Ce
cuuTar (apMakoJIOruyHO HeaKTUBHHU. DapMakOKMHETHUKATa Ha AYJIOKCETHH IPH MALMEHTH, KOUTO ca
nomm Metadbonusaropi o otHomenue Ha CYP2D6 e e cnienuduyno uzydyaBana. OrpaHnveHd JaHHA
MpeJIoJarar, ue pu Te3M MalUeHTH TUIa3MEHUTE HUBA HA TYJIOKCETHH Ca IIO-BUCOKH.

EnumMunupane

EnuMUHAIMOHHMAT MOJTY>KMBOT Ha AYJIOKCETHH Bapupa oT 8 1o 17 yaca (cpenHo 12 waca). Crnen
MHTPaBEHO3HA 71033, IUIa3MEHUAT KIMPBHC Ha AYyJIOKCETHH Bapupa oT 22 1/gac no 46 1/gac (cpenno 36
I/gac). Cnex nepopaiHa 71032 yCTAaHOBEHUST IIa3MEH KIMPBHC Ha JyJIOKCETHH Bapupa ot 33 o 261
I/aac (cpemno 101 1/9ac).

CrernyanHu OIyJIAIHNA

Ilon
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Mesxy MbXe U )KeHH ca HACHTUPUIMPAaHU (apMakOKHHETUYHH PA3NIMKU (IPUBHIHUSAT IIa3MEH
KIUPBHC € Mpubam3uTenHo 50% mo-HUCHK MPH KeHHU). B3 0CHOBa HA MPUITOKPUBAHE IO OTHOIICHUE
Ha KIMPHHCA, OCHOBAHHUTE Ha IM0J1a (hapMaKOKUHETUYHHU Pa3lIuKU HE ONpaBaBaT MpernopbKara 3a
M3MOJI3BaHE Ha MO-HUCKA /1032 MPU JKCHU MAlUCHTH.

Bwspacm

Wnentndunmpann ca papMakOKMHETHIHH PA3INKN MEXITY TO-MJIaH U MO-BB3PACTHU KEeHHU (=65
roaunn) (nosuieHue Ha AUC ¢ okoi10 25%, a MOMyKXUBOTHT € 0K0JI0 25% MOo-ABIBI IPU TE3U B
CTapyecKka Bb3pacT), BIPEKH Ue CTETNeHTa Ha Te3U IPOMEHH He € I0CTaTh4Ha, 3a Jla ce 000CHOBE
npoMsiHa Ha go3aTa. KaTo o0ia npenopbka, JISYeHHETO B CTapuecKka Bb3pacT TpsiOBa Ja cTaBa C
MTOBUITICHO BHUMaHKE (BXK. Touka 4.2 11 4.4).

bvopeuno yepescoane

[Naruentute B TepMuHATHA (Pa3a Ha ObOpEYHA HEJOCTATHYHOCT HA AWATTN3a UMAT 2 IIBTH [TO-BHCOKU
croiiHOCTH Ha Cmax 1 AUC 3a MyJIOKCETHH, B CpaBHEHUE ChC 3/IpaBu Juna. [Ipu nanueHTu c ieka a0
yMepeHa ObOpevyHa HeIOCTATHYHOCT (PAPMAKOKMHETHYHHUTE JJAHHU 32 JTYJIOKCETHH Ca OTPAHUYCHH.

Yeproopobno yspexcoane

Ymepeno ueproapoOHo 3abomsaBane (Child Pugh knmac B) 3acsara ¢papmakoknHeTHKaTa Ha TyTOKCETHH.
B cpaBHeHuMe che 3paBH JMIA, TPY MALKMEHTH C YMEPEHO YePHOAPOOHO 3a00IsIBaHE YCTAHOBEHHSAT
TUTa3MeH KIMPBHC Ha JYJIOKCETHH € 79% MOo-HUCHK, YCTAHOBEHUST TEPMUHAIICH MOTYKHUBOT € 2,3
bTH TO-A6JI5T, a AUC e 3,7 mbTu no-Bucoka. @apMakOKWHETUKATA Ha JYJTOKCETUH U HETOBUTE
METa0OJIMTH HE € N3yYaBaHa IpH MALUESHTH C JIEKa MU TEXKa YePHOAPOOHA HEAOCTATHYHOCT.

Kwvpmewu maiiku

dapMaKOKHHETHKATa Ha TyJOKCETHH € U3y4aBaHa MpH 6 KbPMEIIU KeHH, KOUTO ca Ouiu moxHe 12
CeJMMIIU clie]] paxkiaHe. [lyJOKCeTHH ce OTKpHUBa B KbpMaTa, ¥ CTAllMOHAPHUTE KOHLIEHTPALlUU B
MaH4YMHOTO MIIIKO Ca OKOJIO €THAa-4eTBBPT OT Te3U B I1a3MaTa. Kolnn4yecTBOTO AyIOKCETHH B KbpMaTa
e mpuOnm3nuTenHo 7 |g/mHeBHO nipu npuiarade Ha 40 mg nBa mbTH AHEBHO. KbpMeHeTO HE MOBIHsBA
(bapMaKOKMHETHKATa HA AyJIOKCETHH.

Tleouampuuna nonynayus

®apMaKOKHHETUYHUTE CBOICTBA Ha AYJIOKCETHH MPH MEANATPUYHHU MallMeHTH Ha Bh3pacT oT 7 10 17
TOJIMHU C TOJISIMO JICTIPECUBHO Pa3CTPOMCTBO CIIe/1 MepopaiHoO puiiarane B cxema Ha nosupane 20 1o
120 mg BeaHBXK THEBHO Ca XapaKTEPU3UPAHU C TIOMOIITa Ha TIOIYJIAIIMOHHO-MO/IETIPaH aHaIu3 Ha
Oaszara Ha maHHU OT 3 npoyuBaHus. [IpenBuaeHNTE OT MOJIENA IITa3MEHH KOHIIEHTPAIINH Ha
JTyJIOKCETHH B CTAIIHOHAPHO CHCTOSHUE IIPH MMAIUEHTH-JE1Ia B TIOBEUETO CIIyYar ca B TPaHUIUTE Ha
Juana3oHa Ha KOHLEHTpalunTe, HaOIroAaBaH MpHU B3pacTHU MallMeHTH.

5.3 IlpeakIMHUYHHU JaAHHU 32 0€30MACHOCT

JlyJIOKCeTHH He € TEHOTOKCHYEH IPH CTaHIapTeH Habop OT TECTOBE, a PH ILTHXOBE HE €
KaHueporeneH. [1py npoyyBaHe 3a KaHIIEPOTSHHOCT MPH IUTHXOBE Ca HAOJI0IaBaHU MHOTOSIIPEHH
KJIETKH B YEPHUS JIpOO NPU OTCHCTBHE HA JIPYTH XUCTONATOIOTMYHH TPOMEHH. MeXaHU3MbT, KOUTO €
B OCHOBAaTa UM M KIIMHUYHATA 3HAYMMOCT ca Hen3BeCTHH. JKEHCKH MHIIKH, TIOJTYy4aBaJd JTyJIOKCETUH
3a 2 TOJMHU MMAaT ITOBHIIICHA YECTOTA Ha XeMaToleNyJapHH aJeHOMU M KapIIHHOMH caMo MpU
Bucokute 1o3u (144 mg/kg/aHeBHO), HO TE C€ CUUTAT KaTO BTOPUYHHU Ha YEPHOIpOOHATA
MHUKPO30MaIHa €H3UMHA HHAYKIHs. 3HAUMMOCTTA Ha TE3U JaHHU IPU MUIIKH 110 OTHOIIEHHE Ha
xopara He € n3BecTHa. JKeHCKH ITbX0Be, MoMydyaBain AyiokceTuH (45 mg/kg/nHeBHO) npeau U pu
CHhBOKYIIJICHHE U 10 BpeMe Ha paHHa OPEMEHHOCT, ca MMoKa3aJli HaMalleHHe Ha KOHCyMaIlusTa Ha
XpaHa OT MaiKara 1 Ha TEJIECHOTO TETJIo, HapylllaBaHe Ha IMKbJIa Ha Pa3rOHBaHe, HAMAJICHU
MoKa3arenu 3a Oposi JKUBOPOJICHU U NPEKUBIAEMOCTTa Ha TOTOMCTBOTO, ¥ 3a0aBEH pacTex Ha
MOTOMCTBOTO IIPU HMBA HAa CUCTEMHA EKCIO3ULMsI, KOUTO B Hai-100pHs Citydail ca mMpHOIU3UTEIIHO A0
MakcuMmaiHata knuandHa excrnozunus (AUC). B npoyuBane 3a eMOpHOTOKCUYHOCT IPH 3ai1u ca
HaOJIrI01aBaHK MO-BHCOKA YECTOTA Ha ChPACYHO-CHIOBH U CKEJIETHU Maj(opMaliy Ipy HUBA Ha
CHUCTEMHA EKCITO3UIIMSI 101 MaKcuMaiHaTa kinHudHa excrosuius (AUC). He ca HaOnronaBanu
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Madopmanuy B APyTo MpoyydBaHe, 3a M3MUTBAHE Ha MO-BUCOKHU J03M Ha pa3IMvHA COJ Ha
nynokceTrH. [Ipy mpeHaTaTHU/OCTHATATHN TOKCUKOJIIOTUYHH MTPOYYBaHUS TPU TUIHXOBE,
JTyJIOKCETHH UHAYIIUPA HEKEIIaH! TIOBEICHUECKU €()EKTH B IIOKOJICHUETO TPU SKCIIO3MIIHS IO
MakcUMaJiHaTa kinuHn4YHa ekcrosuims (AUC).

[Ipoy4uBanus Ipy MITaIM TUTHXOBE TTOKA3BAT MPEXOIHU €(PEKTH BhPXY HEBPOIIOBEICHUECKUTE
peaxium, KakTo ¥ 3HAYMTEIIHO HaMaJISIBAaHE Ha TEJIECHOTO TEeTJI0 M KOHCYMHUPAHETO Ha XpaHa;
UHIYKLUS Ha YePHOPOOHUTE CH3UMH; U XemaTouenyaapHa Bakyonusaius npu 45 mg/kg/nuesHo.
OOt npoduia Ha TOKCHYHOCT Ha TYJOKCETHH IPU MIIaH IUTBXOBE € TI0A00EH Ha TO3H MPH
Bb3pacTHH IIbX0Be. HUBOTO Ha nurica Ha HexenaHu edektu e onpenencHo, ue e 20 mg/kg/nueBHo.
6. DAPMAIEBTUYHU JAHHU

6.1 CnuchbK Ha IOMOIIHMTE BELIECTBA

KarcynHo cpappKUMO

3axapHU TpaHyIH (3axapo3a, apeBUYHO HUIIECTE)
Xunpomenosa

Maxkporon

KpocnoBunon

Tank

3axapo3a

XumpomenoseH ¢ranat

Huernndranat

30 mg kancyau

CbCTaB Ha Karcyjara

BpunsutHO cunpo (E133)
TurtanoB nuokcun (E171)
Kematna

371aTHCTO MaCcTHIIO

31aTHCTOTO MAaCTHJIO ChABPIKA

[ennax

[TpormuneHr IMKO

AMOHSIK, KOHIICHTPHPAH Pa3TBoOp
Keneszen oxcup, kbt (E172)

60 mg kancynu

CncraB Ha KarcyJjara

BpunsatHO cunbo (E133)
XKeneszen oxcup, kbt (E172)
TuranoB nuokcua (E171)
Kenatun

Bsino mactuno

bssoTo MacTHiIO CHABPIKA

Hlennak
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TIponunenraukon
Hatpues xunpoxcun
IToBumon

Turanos nuokcua (E171)

6.2 HecbBMecTHMOCTH
Henpunoxumo
6.3 Cpok Ha rogHOCT

Omnaxoska ¢ 6nuctepu PVC/PCTFE/AlU wm PVC/PE/PVAC/AIU: 2 ronuum.
Omnaxoska ¢ 6nuctepu OPA/AIU/PVC — Alu: 3 rogunu.
Bytunka: 3 roquHu.

Camo 3a OyTHIKHTE:
Cren oTBapsiHe Ja ce u3mon3Bat B pamkute Ha 180 guu.

6.4 CroenuajaHu yCJIOBHSI HA ChbXPaHEHHE
Ja ce cbxpaHsBa B OpUI'MHAJIHATa ONAKOBKA, 3a J1a ce Mpe/asy OT Biara.

6.5 Bwuxu chabpkaHNe HA ONMAKOBKATA

30 mg xancymau

OmnaxoBska ¢ 6nuctepu ot PVC/PCTFE/AIU nn OPA/Aluminium/PVC — Aluminium, ceappskaria 7,
14, 28, 98 u rpynoBa onakoBka, chabpikama 98 (2 omakoBku 110 49) TBBPIU CTOMAIIHO-YCTONYHBH
KarcyJiu.

Omnakoska ¢ 6nucrepu ot PVC/PE/PVAC/Aluminium, ceabpikaina 7, 14, 28, 49, 98 u rpynosa
OITaKOBKa, ChAbprkaIia 98 (2 onakoBkH 1o 49) TBBPAM CTOMALTHO-YCTOHYNBHU KaIICYJIH.

Omnaxogka ¢ nepdopupanu onucrepu ¢ eauanaan 1034 ot PVC/PCTFE/AlU nnu
OPA/Aluminium/PVC — Aluminium, ceappkarta 7 x 1,28 x 1 u 30 x 1 TBBpAM CTOMAIITHO-
YCTOMYMBH KaICyJIH.

Omnaxogka ¢ nepdopupanu Onucrepu ¢ eauanaan 1034 ot PVC/PE/PVAC/Aluminium, ceaspixaiia 7
X 1 u 28 X 1 TBEpAM CTOMANIHO-YCTOWYHMBH KAIICYIIH.

Byruiika ot HDPE, ¢be cymmren, chabspikaria 30, 100, 250 u 500 TBBbpA¢ CTOMAITHO-YCTOWYUBU
KarcyJiu.

60 mg kancynu

Omnakoska ¢ 6iucrepu ot PVC/PCTFE/AlU v OPA/Aluminium/PVC — Aluminium, ceaspxaria 14,
28, 84, 98 u rpymnoBa onakoBKa, Chabpikaiia 98 (2 onakoBku 1o 49) TBBPAN CTOMAIITHO-YCTOHYHBH
KarCyJIH.

Onakoska ¢ 6nuctepu ot PVC/PE/PVAC/Aluminium, ceabpikaria 14, 28, 49, 98 u rpymnoBa onakoBKa,
cpabpkania 98 (2 onakoBku 1o 49) TBBPAN CTOMAITHO-YCTONYMBH KaTICyJIH.

OmnakoBka ¢ epdopupanu oimcrepu ¢ equanygan 1034 oT PVC/PCTFE/AlU wm
OPA/Aluminium/PVC — Aluminium, ceappskarna 28 x 1, 30 x 1 u 100 x 1 TBBpIu cTOMAIITHO-
YCTOWYMBH KaIICyJIH.

OmnakoBka ¢ neppopupanu o6auctepu ¢ eauanyarn go3u ot PVC/PE/PVAC/Aluminium, ceaspikaiia 28
X 1 TBBpM CTOMAIITHO-YCTONYNBY KarCyJu.

byrunka ot HDPE, cbe cymmren, ceabpxkania 30, 100, 250 u 500 TBbpAM CTOMAIHO-YCTOHYNBU
KarcyJiu.

He Bcuukn BHIOBH OIIAKOBKHM MOrat aa 6’B,Z[aT OyCHATH Ha I1a3apa.
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6.6 CnenuaJHu npeana3Hu MEPKH NMPH U3XBbPJISIHE
Hsma cnienuaiiy M3UCKBaHUS.

Hewnznon3panust JICKApCTBEH NPOAYKT WUJINM OTHAABYHUTE MaTCpHUaId OT HETO TpH6Ba Ja C€ U3XBBPJIAT
B CBOTBCTCTBHUEC C MCCTHUTC N3HUCKBAHMUA.

7. INPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Hpnanaus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

30 mg xancynu
EU/1/15/1010/001 7 TBBpaM CTOMAIIHO-YCTOWYMBYU KaIICyJIN

EU/1/15/1010/002 28 TBBpaU CTOMAIIHO-YCTOHYMBH KAICyJIH

EU/1/15/1010/003 98 TBBpaM CTOMAIIHO-YCTONYNBH KAIICYJIH

EU/1/15/1010/004 7 X 1 TBBpaM CTOMAIIHO-YCTOWYHMBY KaICYJIN
EU/1/15/1010/005 28 X 1 TBBpa¥ CTOMAIIIHO-YCTOHYMBU KarCyiIn
EU/1/15/1010/006 30 X 1 TBBpa¥M CTOMAIIIHO-YCTOHYMBU KAICyJIH
EU/1/15/1010/007 30 TBBpaU CTOMAIIHO-YCTOHYMBU KaCyIn

EU/1/15/1010/008 100 TBBpAM CTOMAIIHO-YCTOWYMBH KaICyJIN
EU/1/15/1010/009 250 TBHpaM CTOMAIIHO-YCTOMIMBY KAIICYIIH
EU/1/15/1010/010 500 TBBpAM CTOMAIIHO-YCTOWYMBH KaICyJIN
EU/1/15/1010/021 14 TBBpaU CTOMALIHO-YCTOHYMBY KaNCyJIH

EU/1/15/1010/022 7 TBBp/1 CTOMAIIHO-YCTOMYMBYU KaIICYJIH

EU/1/15/1010/023 14 TBBpaH CTOMAIIHO-YCTONYMBHU KaTICyJIH

EU/1/15/1010/024 28 TBBpau CTOMAIIHO-YCTONYHBHU KaTICyJIH

EU/1/15/1010/025 98 TBBpaH CTOMAIIHO-YCTONYHBHU KaTICyJIH

EU/1/15/1010/026 7 X 1 TBBp/a1 CTOMAIIHO-YCTOWYHUBY KaIICYJIH
EU/1/15/1010/027 28 X 1 TBBpa¥ CTOMAIIHO-YCTOHYMBU KaICyJn
EU/1/15/1010/028 30 X 1 TBBpa¥ CTOMAIIHO-YCTOHYMBU KarCyin
EU/1/15/1010/037 98 TBBpaH CTOMALIHO-YCTOWYHBHU KaICyJiH (2 OMakoBKH 110 49)
EU/1/15/1010/038 98 TBBpaM CTOMAIITHO-YCTONYHUBH KaICy/IH (2 OMaKoBKH 1m0 49)
EU/1/15/1010/041 7 TBBp/M CTOMAIIHO-YCTONYMBHU KaTICyJIH

EU/1/15/1010/042 7 X1 TBBpAN CTOMAIIHO-YCTONYNBY KaTICyJIH
EU/1/15/1010/043 14 TBBpaU CTOMAIIHO-YCTOHYMBU KAICyJIH

EU/1/15/1010/044 28 TBbpaU CTOMALIHO-YCTOHYMBU KAINCYJIH

EU/1/15/1010/045 28 X 1 TBBEpaY CTOMAIIHO-YCTOHYMBYU KarCyJx
EU/1/15/1010/046 49 TBBbpAM CTOMAITHO-YCTONYHUBH KaIICyJIH

EU/1/15/1010/047 98 TBBbpaM CTOMAITHO-YCTONYHUBH KaIICyJIH

EU/1/15/1010/048 98 TBBpaH CTOMAIIHO-YCTOWYUBH Karcyiu (2 omakoBkH 1o 49)

60 mg kancynu
EU/1/15/1010/011 28 TBBpaM CTOMANIHO-YCTOHYMBH KaICyIIH

EU/1/15/1010/012 84 TBBbpaM CTOMAITHO-YCTONYHUBH KAIICYJIH
EU/1/15/1010/013 98 TBBpaM CTOMAIITHO-YCTONYHNBH KaIICYJIH
EU/1/15/1010/014 28 X 1 TBBpa¥ CTOMAIITHO-YCTONYHNBHI KarCyJId
EU/1/15/1010/015 30 X 1 TBEpa¥ CTOMAIIHO-YCTOHYMBY KarCyin
EU/1/15/1010/016 100 X 1 TBBEpAM CTOMALIHO-YCTONYMBH KarCyJIH
EU/1/15/1010/017 30 TBBpaY CTOMANIHO-YCTOHYMBHU KaICyJIH
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EU/1/15/1010/018 100 TBBHpaAM CTOMAIIHO-YCTOWYMBH KaIICyJIN
EU/1/15/1010/019 250 TBHpau CTOMAIIHO-YCTOWIUBU KATICYJIN
EU/1/15/1010/020 500 TBBpAM CTOMAIIHO-YCTOWYMBH KaIICyJIN
EU/1/15/1010/029 28 TBBpayu CTOMANIHO-YCTOHYMBY KaICyJIH

EU/1/15/1010/030 84 TBBpau CTOMANIHO-YCTOHYMBU KAICYIIH

EU/1/15/1010/031 98 TBBpau CTOMAIIHO-YCTOHYMBU KAICYIIH

EU/1/15/1010/032 28 X 1 TBBpa¥ CTOMAIIIHO-YCTOHYMBU KAICyIH
EU/1/15/1010/033 30 X 1 TBBEpa¥ CTOMAIIHO-YCTOHYMBYU KarCyin
EU/1/15/1010/034 100 X 1 TBBpAM CTOMALIHO-YCTONYMBH KarCyJIH
EU/1/15/1010/035 14 TBBpayU CTOMALIHO-YCTOHYMBU KaICyJIH

EU/1/15/1010/036 14 TBBpau CTOMAIIHO-YCTOHYMBU KANCYJIIH

EU/1/15/1010/039 98 TBBpau CTOMAIIHO-YCTOHYNBH Karcyu (2 omakoBku 1o 49)
EU/1/15/1010/040 98 TBBpaM CTOMAIIHO-YCTONYHBH Karcyiu (2 OmaKoBKH 1o 49)
EU/1/15/1010/049 14 TBBpaU CTOMALIHO-YCTOHYMBU KaICyJIH

EU/1/15/1010/050 28 TBBpaU CTOMAIIHO-YCTOHYMBU KAICYIIH

EU/1/15/1010/051 28 X 1 TBBpa¥ CTOMAIIIHO-YCTOHYMBU KarCyIn
EU/1/15/1010/052 49 TBBpayu CTOMANIHO-YCTOHYMBU KAICyJIH

EU/1/15/1010/053 98 TBBpau CTOMANIHO-YCTOHYMBU KAICyIIH

EU/1/15/1010/054 98 TBBpaH CTOMALIHO-YCTOWYUBH Kamncyu (2 omakoBkH 10 49)

9. JATA HA ITBPBO PASPEIIABAHE/IIO/ITHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

[lata Ha TBPBOTO paspeimaBane 3a ynorpeda: 19 ronu 2015 r.
[Hara Ha nocneano noxHossBane: 13 ¢pespyapu 2020 r.

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[MoxpoOHa nH(popMaIus 3a TO3M JICKAPCTBEH MPOIYKT € IpejocTaBeHa Ha yeOcaiita Ha EBpornetickara
arennus o siekapcrata (EMA) http://www.ema.europa

24


http://www.ema.europa.eu/ema/

INPUJIOKEHHUE IT

MMPOU3BOUTEJ (M), OTTOBOPEH(HU) 3A
OCBOBOXJABAHE HA ITAPTHIH

YCJIOBUA NN OT'PAHUYEHUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUA N UBUCKBAHUA HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJOBUA NJIN OT'PAHUYEHNS 3A BE3OITACHA "

E®EKTUBHA YIIOTPEEA HA JIEKAPCTBEHMSI
MPOJIYKT
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A. MTPOU3BOAUTEJI(UN), OTTOBOPEH(HU) 3A OCBOBOXXIABAHE HA ITAPTUIU

MMme n agpec Ha NPOU3BOAUTEIS/ TIPOM3BOUTEINTE OTTOBOPEH/OTTOBOPHU 32 OCBOOOXKIaBaHE Ha
HNapTUANTE

McDermott Laboratories Ltd t/a Gerard Laboratories t/a Mylan Dublin
Laboratories t/a Mylan Dublin

Unit 35/36 Baldoyle Industrial Estate

Grange Road

Dublin 13

Wpnannus

Mylan Hungary Kft.
Mylan utca 1
Komérom

2900 Yurapus

Mylan Germany GmbH

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

Hessen, 61352,

I'epmanus

[TeuaTHaTa TMCTOBKA HA JICKAPCTBEHUS MPOAYKT TPsIOBaA a ChIbPKa HMETO U afpeca Ha
IPOU3BOJUTEIS, OTTOBOPEH 32 OCBOOOXKIABaHETO HA ChOTBETHATA MAPTH/IA.
b. YCJIOBUs NJIK OTPAHUYEHUSA 3A TOCTABKA U YIIOTPEBA

JlexapcTBeH MPOYKT, OTITYCKAH IO JIEKAPCKO MPEANucaHue.

B. APYTN YCJIOBHUA U UBUCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKkTyaJau3npanm aokiaanu 3a oezonacuoct (ITAIB)

WzuckBanwmsra 3a mogaBane Ha [IAJIb 3a To3u JIeKapCTBEH MPOAYKT Ca MMOCOYCHH B CIIHICHKA C
pedepentaute natu Ha EBponetickus cpio3 (EURD cniuchk), npeasuaes B wi. 1078, an. 7 ot
Hupextusa 2001/83/EO, 1 BbB BCUUKH CJIEIBAIIN aKTyJIN3ALIH, ITyOJUKYBaHU HA €BPOIICHCKUS
yeOropTain 3a JexapcTBa.

I'. YCJIOBUS NJIN OT'PAHUYEHMUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA HA
JIEKAPCTBEHUS TIPOAYKT

o ILau 3a ynpasjenue Ha pucka (ITYP)

IMputexarenst Ha pasperieHreTo 3a yrnorpeda (ITPY) tpsOBa 1a U3BbpIIBA H3UCKBAHUTE ACHHOCTH U
JIEHCTBUS, CBBP3aHH C TIPOCIIEAsIBAaHE Ha JIEKapCcTBeHaTa 6€301acHOCT, mocodeHu B ogo0penus [1YP,
npezacrased B Moayn 1.8.2. Ha Pa3zpemenneTo 3a ynotpeba, KakTo ¥ PpHU BCUYKHU CJIeIBaIIN
ChIIacyBaHU akTyanusanuu Ha ITYP.

Axryammsupas [IYP TpsiOBa na ce mogasa:

o 1o uckane Ha EBpomneiickara areHIys 1o JiekapcTBara

o BUHArW, KOraTo ce M3MeHs CUCTeMaTa 3a YIpaBJIeHHe Ha pUCKa, 0COOCHO B pe3yiTaT Ha
noJly4aBaHe Ha HOBa MH(OpMalys, KOSTO MOXKe Aa JOBEJAE A0 3HAYMMHU IPOMEHH B
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CBOTHOIICHUECTO Honsa/pncx, WA CJICH JOCTHUT'aHC Ha Ba)XKCH CTall (B'LB BpPB3Ka C IIPOCIICAABAHE
Ha JICKapCTBCHATa 0e30MacHOCT WU CBCIKIAaHC HA pUCKa 10 MI/IHI/IMyM)
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NPUJIOXKEHHUE Il

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHM KYTHH 3A TBBPJAUTE CTOMAIIHO-YCTONYNBHU KAIICYJIA OT 30
MG

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

Hynokcernn Mylan 30 Mg TBbpAN CTOMAIIHO-YCTOHYNBH KarCyin
IYJOKCETHH

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

Bcsika kancyna chabpka 30 mg nynokceTuH (Kato XuaApOXIOpHUI).

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

Crabpxa 3axaposa.
3a nombIHUTETHA WHpOPMAIHSI TPOYETETES JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

TB’I)pZ[I/I CTOMamHO-YCTOﬁHHBH KarcyJjimn

7 TBBP/AY CTOMAIIHO-YCTOMYMBH KaTCYJIH

14 TBBpAY CTOMAIIHO-YCTOWYHMBY KAIICYJIH

28 TBBPAM CTOMAIIHO-YCTOHYMBY KarcyJIu

49 TBBPAN CTOMAIITHO-YCTOMYMBH KaIlCYJIH

98 TBBPIIU CTOMAIIHO-YCTOWYHBHU KaTCyJIn

7 x 1 TBBPAM CTOMAIITHO-YCTOMYMBY KaICyTH
28 x 1 TBBpAM CTOMAIIIHO-YCTOHYMBH KaICyJIn
30 x 1 TBBEpPAM CTOMAIIHO-YCTOWYHMBHU KAICYJIN

5. HAYMH HA TIPUWIATAHE U TbT(UILA) HA BbBEK/IAHE

IlepopanHo NpuIOKEHHE.
IIpeau ynorpeba npovereTe JIMCTOBKATA.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYHE OT HOTJIEJA U TOCEI'A HA IELA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. APYI'U CHEHUAJIHU NTPEAYHPEXJIEHUSA,AKO E HEOBXOANUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

TI'onen no:
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‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

ﬂa CC CbXpaHsBa B OpUTHHAJIHATa OIIAKOBKaA, 3a a CC MpPEAasu OT BJjiara.

10. CHELHUAJIHU MPEANIASHU MEPKU INPU U3XBBPJIISTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Wpnannus

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/15/1010/001 7 TBBpaU CTOMAIIHO-YCTOMYMBH KAIICYIIH
EU/1/15/1010/002 28 TBBpIy CTOMAIIHO-YCTOHYMBU KarCyIn
EU/1/15/1010/003 98 TBBpay CTOMAIIHO-YCTOHYMBU KaICyIH
EU/1/15/1010/004 7 X 1 TBbpAM CTOMAIIIHO-YCTOMYMBH KAIICYIIH
EU/1/15/1010/005 28 X 1 TBBpay CTOMAIIHO-YCTOHYMBHU KarCyin
EU/1/15/1010/006 30 X 1 TBBpa¥ CTOMAIIHO-YCTOHYMBHU KaIrCyIn
EU/1/15/1010/021 14 TBBpaM CTOMAIIHO-YCTONYMBHU KaIICyJIH
EU/1/15/1010/022 7 TBBpaM CTOMAIIHO-YCTONYMBHU KATICYJIH
EU/1/15/1010/023 14 TBBpayU CTOMAIIHO-YCTOHYMBU KAICYJIH
EU/1/15/1010/024 28 TBbpar CTOMAIIHO-YCTONYMBHU KaIICyJIH
EU/1/15/1010/025 98 TBBpa1 CTOMAIIHO-YCTONYHBHU KaIICyJIH
EU/1/15/1010/026 7 X 1 TBBpa1 CTOMAIIIHO-YCTOWYHUBH KaIICyJIN
EU/1/15/1010/027 28 X 1 TBBpay CTOMAIIHO-YCTOHYMBHU KarCyJIH
EU/1/15/1010/028 30 X 1 TBBpAN CTOMAIIHO-YCTOHYUBH KaICyJn
EU/1/15/1010/041 7 TBBpaM CTOMAIIHO-YCTONYMBHU KATICYJIH
EU/1/15/1010/042 7 X 1 TBBpa1 CTOMAIIIHO-YCTOWYHUBH KaIICYJI
EU/1/15/1010/043 14 TBbpaM CTOMAIIHO-YCTONYMBHU KaIICyJIH
EU/1/15/1010/044 28 TBBpau CTOMALIHO-YCTONYHBHU KaIICyJIH
EU/1/15/1010/045 28 X 1 TBBpay CTOMAIIHO-YCTOHYMBHU KarCyIn
EU/1/15/1010/046 49 TBBpIU CTOMAIHO-YCTOHYMBU KAICYJIH
EU/1/15/1010/047 98 TBBpa1 CTOMAIIHO-YCTONYMBHU KaIICyJIH

13. TAPTHUJAEH HOMEP

ITaptunen Ne

14. HAYMUH HA OTIIYCKAHE
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‘ 15. YKA3AHUNA 3A YIIOTPEBA

| 16. MHOOPMAILIMSI HA BPAILJIOBA A3BYKA

Hymnokcerun Mylan 30 mg

‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3IMEPEH BAPKO/|

JBym3mepeH 6apKoJI C BKIIFOUEH YHUKAJICH HACHTA(DHUKATOP

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHS 3A T'PYIIOBA OITAKOBKA 3A TBBPAUTE CTOMAIIIHO-
YCTOWYHMBHU KATICYJIA OT 30 MG ChC CHHBO KAPE

‘ 1. HUME HA JIEKAPCTBEHMSA NTPOAYKT

Hynokcernn Mylan 30 Mg TBbpAN CTOMAIIHO-YCTOHYNBH KarCyiu
JTyJTIOKCETHH

‘ 2. OBSABSABAHE HA AKTUBHOTO BEIIECTBO

Bcsika karcyna chabpka 30 mg 1yaokceTuH (KaTo XUapOXIOpHI).

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

Chabpika 3axapo3sa.
3a nombIHATETHA HH(pOPMAIHSI TPOYETETES JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

TB’I)pZ[I/I CTOMamHO-YCTOﬁHHBH KarcyJjimn

I'pynoBa omnakoBka 98 (2 omakoBku 110 49) TBBPIU CTOMAIIHO-YCTONYMBH KarCyiIu

5. HAYMH HA TIPUWIATAHE U IbT(UILA) HA BbBEK/JIAHE

IlepopaiiHo IpHIIOKEHHE.
IIpeau ynorpeba npovereTe JIMCTOBKATA.

6. CHELOUAJIHO HPEAYHPEXIEHUE, UE IEKAPCTBEHUAT TIPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IOTJIEJA U TOCET'A HA IELIA

Ja ce cexpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCTIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUSA,AKO E HEOBXOANUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

TI'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

213 CC€ CbXpaHsBa B OpUTHHAJIHATa OITaKOBKa, 3a 11a CC MPEAIasu OT BJjiara.
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TAX, AKO CE U3UCKBAT TAKHUBA

10. CHELHUAJIHU ITPEANTASHU MEPKHU IMTPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT

11. HUME M AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,

DUBLIN
Hpnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1010/037 98 TBBpaH CTOMAIIHO-YCTONYUBH Karcy/iu (2 omakoBku 10 49)
EU/1/15/1010/038 98 TBBbpaM CTOMAIITHO-YCTOHYUBH KaICyIu (2 OMaKoBKH 10 49)
EU/1/15/1010/048 98 TBBbpaM CTOMAITHO-YCTONYUBH KaICy/IH (2 OMaKoBKH 1m0 49)

13. TAPTHUJAEH HOMEP

IMaptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

Hynokcetun Mylan 30 mg

‘ 17. YHUKAJIEH WIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JByn3mepeH 0apKoJl C BKIIIOUEH YHUKAJICH UIACHTU(DUKATOD

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

OTIAEJIHATA KAPTOHEHA KYTHUS OT I'PYIIOBA OIIAKOBKA 3A TBBPAUTE
CTOMAIITHO-YCTOMYHUBHU KATICYJIH OT 30 MG BE3 CHHBO KAPE

‘ 1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Hynokcernn Mylan 30 Mg TBbpAN CTOMAIIHO-YCTOHYNBH KarCyiu
JTyJTIOKCETHH

‘ 2. OBSABSABAHE HA AKTUBHOTO BEIIECTBO

Bcsika karcyna chabpka 30 mg 1yaokceTuH (KaTo XUapOXIOpHI).

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

Chabpika 3axapo3sa.
3a mombIHUTEIHA WH(pOPMAIIHSI TPOYETETES JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

TB’I)p)]I/I CTOMamHO-YCTOﬁHHBH KarcyJjimn

49 TBBPIM CTOMAIITHO-YCTOMYUBY KaTICYITH
OtnenHaTa OmMaKoBKa OT IPYIOBa ONAKOBKA J1a HE Ce MPoiaBa MOOTAECIHO.

5. HAYMH HA TIPUWJIATAHE U TbT(UILA) HA BbBEK/IAHE

IlepopanHo NpuIIOKEHHE.
IIpeau ynorpeba npodereTe JIMCTOBKATA.

6. CHELOUAJIHO NPEAYHPEXIEHUE, YE TEKAPCTBEHUAT TPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IOTJIEJA U TOCETI'A HA IELIA

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

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUSA,AKO E HEOBXOANUMO

‘ 8. JATA HA NI3TUYAHE HA CPOKA HA T'OAHOCT

T'onen mo:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

I[a CC CbXpaHsBa B OpUTHHAJIHATA OIIAKOBKA, 3a 1a CC MpPCAIa3u OT BJIara.
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10. CHELHUAJIHU IMPEANIASHU MEPKU INPU U3XBBPJIISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HWME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Wpnannus

12. HOMEP(A) HA PABPEIHIEHUETO 3A YIIOTPEBA

EU/1/15/1010/037 98 TBbpAM CTOMAIITHO-YCTONYHUBH KaICy/Iu (2 OMaKoBKH 1Mo 49)
EU/1/15/1010/038 98 TBBbpaM CTOMAITHO-YCTONYHUBH KAICy/IH (2 OMaKoBKH 10 49)
EU/1/15/1010/048 98 TBBpaH CTOMALIHO-YCTOWYHBHU KAICyH (2 OMaKoBKH 110 49)

13. TAPTHIAEH HOMEP

[Taptuaen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUMA 3A YIIOTPEBA

| 16. MH®OPMAILIMSI HA BPAIJIOBA A3BYKA

‘ 17. YHUKAJIEH U AEHTUOUKATOP — IBYU3MEPEH BAPKO/]

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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MUHHUMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

3A TBBPJIUTE CTOMAIITHO-YCTOWYMBHU KATICYJIA 30 MG

| 1. NME HA JJEKAPCTBEHUA NPOAYKT

Hynokcernn Mylan 30 Mg TBbpAN CTOMAIIHO-YCTOHYNBH KarCyin
JTyJTOKCETHH

| 2. NME HA ITIPUTEXKATEJISAA HA PASPEIIEHUETO 3A YIIOTPEBA

Mylan Pharmaceuticals Limited

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

| 4. TIAPTHMJEH HOMEP

[Taptunen Ne

|5.  JIPYrO

37



JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA
KAPTOHEHM KYTHH 3A BYTWIKHUTE 3A TBBPJIATE CTOMAIITHO-YCTOWYNBH

KAIICYJIM OT 30 MG

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

Hynokcerrn Mylan 30 mg TBBpay CTOMAIIHO-YCTONYMBY KarCyin
IYJOKCETHH

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

Bcsika kancyna chabpika 30 mg 1yaokceTuH (KaTo XUApOXIOPHI).

3. CITMCBK HA IOMOIIHUTE BEIIECTBA

Crabpxa 3axaposa.
3a nombaHKUTENIHA HHOPMALUS IPOYETETEe JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

TBBpAU CTOMAIIHO-YCTOMYMBHU KaICyIU

30 TBBPIU CTOMAIIHO-YCTOWYMBHU KarCyJn

100 TBBpaM CTOMAIIIHO-YCTOWYMBH KaTICyJIH
250 TBBPM CTOMAIIHO-YCTOMYMBH KaTICYITH
500 TBBpAM CTOMALTHO-YCTOMYMBH KaICYJIH

5. HAYMH HA TIPUWIATAHE U TbT(UILA) HA BbBEKJIAHE

IlepopanHo NpuIOKEHHE.
IIpeau ynorpeba npodereTe JIMCTOBKATA.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE TEKAPCTBEHUAT TPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IOTJVIEJA U TOCET'A HA IELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTA.

‘ 7. APYI'U CHEHUAJIHU NPEAYIPEXIEHUSA,AKO E HEOBXOAUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:
[la ce u3mosi3Ba B paMKuTe Ha 6 Mecera cje/ oTBapsiHe.
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9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

ﬂa CC CbXpaHsBa B OpUTHHAJIHATA OIIAKOBKaA, 3a Ia CC MPEAIasu OT BJjara.

10. CHELHUAJIHU MPEANIASHU MEPKU INPU U3XBBPJISTHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HWME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Wpnannus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1010/007 30 TBBpaU CTOMAIHO-YCTOHYMBU KaICyJIH

EU/1/15/1010/008 100 TBBpAM CTOMAIIHO-YCTOWYMBH KaICyJIN
EU/1/15/1010/009 250 TBHpaH CTOMAIIHO-YCTOMIMBY KAIICYIIH
EU/1/15/1010/010 500 TBBpAM CTOMAIITHO-YCTOWYMBH KaICyJIN

13. TAPTHUJAEH HOMEP

IMaptunen Ne

14. HAYUH HA OTIIYCKAHE

15. YKA3AHUA 3A YIIOTPEBA

16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

Hynokcerun Mylan 30 mg

17. YHUKAJIEH WIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JByr3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD
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18. YHUKAJIEH WIAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA
ETHKET 3A BYTUJIKHUTE 3A TBBPJIUTE CTOMAIITHO-YCTOMYNBU

KAIICYJIM OT 30 MG

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

Hynokcerrn Mylan 30 mg TBBpay CTOMAIIHO-YCTONYMBY KarCyin
IYJOKCETHH

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

Bcsika kancyna chabpika 30 mg 1yaokceTuH (KaTo XUApOXIOPHI).

3. CITMCBK HA IOMOIIHUTE BEIIECTBA

Crabpxa 3axaposa.
3a nombaHKUTENIHA HHOPMALUS IPOYETETEe JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

TBBpAU CTOMAIIHO-YCTOMYMBHU KaICyIU

30 TBBPIU CTOMAIIHO-YCTOWYMBHU KarCyJn

100 TBBpaM CTOMAIIIHO-YCTOWYMBH KaTICyJIH
250 TBBPM CTOMAIIHO-YCTOMYMBH KaTICYITH
500 TBBpAM CTOMALTHO-YCTOMYMBH KaICYJIH

5. HAYMH HA TIPUWIATAHE U TbT(UILA) HA BbBEKJIAHE

IlepopanHo NpuIOKEHHE.
IIpeau ynorpeba npodereTe JIMCTOBKATA.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE TEKAPCTBEHUAT TPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IOTJVIEJA U TOCET'A HA IELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTA.

‘ 7. APYI'U CHEHUAJIHU NPEAYIPEXIEHUSA,AKO E HEOBXOAUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:
[a ce usnoizea 6 Mecena ciiej] OTBapsHe.
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‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

ﬂa CC CbXpaHsBa B OpUTHHAJIHATa OIIAKOBKaA, 3a a CC MpPEAasu OT BJjiara.

10. CHELHUAJIHU MPEANIASHU MEPKU INPU U3XBBPJIISTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Wpnannus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1010/007 30 TBBpaU CTOMAIHO-YCTOHYMBU KaICyJIH

EU/1/15/1010/008 100 TBBpAM CTOMAIIHO-YCTOWYMBH KaICyJIN
EU/1/15/1010/009 250 TBBbpaM CTOMAIIHO-YCTOWYHBH KAIICYJIH
EU/1/15/1010/010 500 TBBpAM CTOMAIITHO-YCTOWYMBH KaICyJIN

13. TAPTHUJAEH HOMEP

IMaptunen Ne

| 14, HAYMH HA OTIIYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

‘ 17. YHUKAJIEH UIEHTUO®OUKATOP — IBYU3MEPEH BAPKO/|

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHM KYTHH 3A TBBPJIUTE CTOMAIIHO-YCTONYNBHU KAIICYJIA OT 60
MG

‘ 1. HNME HA JIEKAPCTBEHUA TPOAYKT

Hynokcerunn Mylan 60 Mg TBbpAN CTOMAIIHO-YCTOHYNBH KarCyin
IYJOKCETHH

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

Bcsika kancyna chabpka 60 mg 1ynokceTuH (Kato XUaApOXIOpHUI).

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

Crabpxa 3axaposa.
3a nombIHUTETHA HH(pOPMAIIHSI TPOYETETES JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJIHA OITAKOBKA

TB’I)pZ[I/I CTOMamHO-YCTOﬁHHBH KarcyJjiun

14 TBBpAM CTOMAITHO-YCTOHYUBH KaIICyJIH

28 TBBPIN CTOMAIITHO-YCTOMYUBY KaTICYITH

49 TBBpPAN CTOMAIIHO-YCTOMYMBH KaICYJIH

84 TBBpAM CTOMAIIHO-YCTOWYNBH KalCyJIH

98 TBBpIM CTOMAIITHO-YCTOMYUBY KaICYIIH

28 x 1 TBBpAM CTOMAIIIHO-YCTOHYMBH KaICyJIn
30 x 1 TBBEpPIM CTOMAIIHO-YCTOWYHMBH KaIICYJIN
100 x 1 TBBpAM CTOMAIIHO-YCTOWIMBHU KAICYJIN

5. HAYUH HA TPUJIATAHE U ITbT(MIIA) HA BBBEK/IAHE

[TepopanHo npunoKeHUE.
[Mpeau ynorpeba npovereTe JIMCTOBKATA.

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, YE TEKAPCTBEHUAT NIPOAYKT TPSABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA TELIIA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXJIEHUA,AKO E HEOBXOINUMO
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‘ 8. JATA HA I3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

I[a CC€ CbXpaHsBa B OpUTHMHAJIHATa OIIaKOBKa, 3a 1a C€ IMPEAIIasu OT BJjiara.

10. CHEIMAJIHU IIPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,

DUBLIN
Wpnannusa

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1010/011 28 TBBpau CTOMAIIHO-YCTOHYMBU KAIrCyIH
EU/1/15/1010/012 84 TBBbpaM CTOMAIIHO-YCTONYNBH KAIICYJIH
EU/1/15/1010/013 98 TBBpay CTOMAIIHO-YCTOHYMBU KAICYJIH
EU/1/15/1010/014 328 X 1 TBBbpAM CTOMAIIHO-YCTONYMBH KarCyJIH
EU/1/15/1010/015 30 X 1 TBBpAN CTOMAIIHO-YCTOHYUBH KalCyJn
EU/1/15/1010/016 100 X 1 TBBbpAM CTOMAIIHO-YCTONYMBH KarCyJIH
EU/1/15/1010/029 28 TBBpay CTOMAIIHO-YCTOHYMBU KAICyIIH
EU/1/15/1010/030 84 TBBpa1 CTOMAIIHO-YCTONYMBHU KaIICyJIH
EU/1/15/1010/031 98 TBBpa1 CTOMAIIHO-YCTONYMBHU KaIICyJIH
EU/1/15/1010/032 28 X 1 TBBpay CTOMAIIHO-YCTOHYMBHU KaICyJIn
EU/1/15/1010/033 30 X 1 TBBpa¥ CTOMAIIHO-YCTOHYMBHU KarCyiIn
EU/1/15/1010/034 100 X 1 TBBpAM CTOMAIIHO-YCTOHYNBY KaICyJIH
EU/1/15/1010/035 14 TBBpayU CTOMAIIHO-YCTOHYMBY KaICyJIH
EU/1/15/1010/036 14 TBBpayU CTOMAIIHO-YCTOHYMBU KAICYJIH
EU/1/15/1010/049 14 TBBpaM CTOMAIIHO-YCTONYMBHU KaIICyJIH
EU/1/15/1010/050 28 TBBpa1 CTOMAIIHO-YCTONYHBHU KaIICyJIH
EU/1/15/1010/051 28 X 1 TBBpa¥ CTOMAIITHO-YCTOWYNBH KarCyId
EU/1/15/1010/052 49 TBBpaK CTOMAIIHO-YCTONYHBHU KaTICyJIH
EU/1/15/1010/053 98 TBBp/1 CTOMAIIHO-YCTONYMBHU KaTICyJIH

13. TAPTHUJAEH HOMEP

ITaptunen Ne
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‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MHOOPMAILIMSI HA BPAIJIOBA A3BYKA

Hymnokcerun Mylan 60 mg

‘ 17. YHUKAJIEH HAEHTU®UKATOP — IBYU3IMEPEH BAPKO/|

JByn3mepeH 0apKoa ¢ BKJIOYECH YHUKAIECH HACHTU(DHUKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHS 3A T'PYIIOBA OITAKOBKA 3A TBBPAUTE CTOMAIIHO-
YCTOWYHMBHU KATICYJIA OT 60 MG ChC CHHBO KAPE

‘ 1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Hynokcernn Mylan 60 Mg TBbpAN CTOMAIIHO-YCTOHYNBH KarCyiu
JTyJTIOKCETHH

‘ 2. OBSABSABAHE HA AKTUBHOTO BEIIECTBO

Bcsika karcyna chabpka 60 mg qynokceTuH (KaTo XUapOXIOpHI).

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

Chabpika 3axapo3sa.
3a mombIHUTEIHA WH(pOPMAIIHSI TPOYETETES JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJTHA OITAKOBKA

TB’I)p)]I/I CTOMamHO-YCTOﬁHHBH KarcyJjimn

I'pynoBa omnakoBka 98 (2 omakoBku 110 49) TBBPIU CTOMAIIHO-YCTONYMBH KarCyiIu

5. HAYMH HA TIPUWIATAHE U IbT(UILA) HA BbBEK/JIAHE

IlepopaiiHo IpHIIOKEHHE.
IIpeau ynorpeba npovereTe JIMCTOBKATA.

6. CHELOUAJIHO HPEAYHPEXIEHUE, UE IEKAPCTBEHUAT TIPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IOTJIEJA U TOCET'A HA IELIA

Ja ce cexpaHsBa Ha MSCTO, HEJIOCTHITHO 32 JCTIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUSA,AKO E HEOBXOANUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA T'OAHOCT

T'onen mo:

‘ 9. CHHELHUAJIHU YCJIOBUSI HA CbXPAHEHUE

I[a CC CbXpaHsBa B OpUTHHAJIHATA OIIAKOBKA, 3a 1a CC MpPCAIa3u OT BJIara.
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TAX, AKO CE U3UCKBAT TAKUBA

10. CHELHUAJIHU IMPEANIASHU MEPKHU INTPU U3XBBPJIISATHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT

11. HWME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Wpnannus

12.  HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA

EU/1/15/1010/039 98 TBBpaH CTOMANIHO-YCTOWYHBHU KarCyH (2 OMakoBKH 110 49)
EU/1/15/1010/040 98 TBBpaH CTOMAIIHO-YCTONYUBH Karcy/iu (2 OmakoBKu 10 49)
EU/1/15/1010/054 98 TBBpaM CTOMAITHO-YCTONYHNBH KarCyJiH (2 OMakoBKH 1Mo 49)

13. TAPTHUJAEH HOMEP

IMaptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

| 15. YKA3AHMHS 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

Hynokcerun Mylan 60 mg

‘ 17.  YHUKAJIEH WIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

JByu3mepeH 0apKoJi C BKIIIOUEH YHUKAJICH UACHTU(DUKATOD

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

OTIAEJIHATA KAPTOHEHA KYTHUS OT I'PYIIOBA OIIAKOBKA 3A TBBPAUTE
CTOMAIITHO-YCTOMYUBHU KATICYJIH OT 60 MG BE3 CHHBO KAPE

‘ 1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Hynokcernn Mylan 60 Mg TBbpAN CTOMAIIHO-YCTOHYNBH KarCyiu
JTyJTIOKCETHH

‘ 2. OBSABSABAHE HA AKTUBHOTO BEIIECTBO

Bcsika karcyna chabpka 60 mg qynokceTuH (KaTo XUapOXIOpHI).

3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

Chabpika 3axapo3sa.
3a mombIHUTEIHA WH(pOPMAIIHSI TPOYETETES JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJITHA OITAKOBKA

TB’I)p)]I/I CTOMamHO-YCTOﬁHHBH KarcyJjimn

49 TBBPIM CTOMAIITHO-YCTOMYUBY KaTICYITH
OtnenHaTa OmMaKoBKa OT IPYIOBa ONAKOBKA J1a HE Ce MPoiaBa MOOTAECIHO.

5. HAYMH HA TIPUWJIATAHE U TbT(UILA) HA BbBEK/IAHE

IlepopanHo NpuIIOKEHHE.
IIpeau ynorpeba npodereTe JIMCTOBKATA.

6. CHELOUAJIHO NPEAYHPEXIEHUE, YE TEKAPCTBEHUAT TPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IOTJIEJA U TOCETI'A HA IELIA

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

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUSA,AKO E HEOBXOANUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

I[a CC CbXpaHsBa B OpUTHHAJIHATA OIIAKOBKA, 3a 1a CC MpCAna3u OT BJjIara.
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10. CHELHUAJIHU IMPEANIASHU MEPKU INPU U3XBBPJIISAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,

DUBLIN
Wpnannus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1010/039 98 TBBbpaM CTOMAIITHO-YCTONYHUBH KaICyIH (2 OMaKoBKH 1m0 49)
EU/1/15/1010/040 98 TBBpaH CTOMALIHO-YCTOWYHBHU KarcCyu (2 OMakoBKH 110 49)
EU/1/15/1010/054 98 TBBpaH CTOMALIHO-YCTOWYHBHU KaICyH (2 OMakoBKH 110 49)

13. TAPTHIAEH HOMEP

[Taptuaen Ne

| 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUSI HA BPAIJIOBA A3BYKA

‘ 17.  YHUKAJIEH WIEHTU®UKATOP — JIBYU3IMEPEH BAPKO/|

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbADBPXAT BJIMCTEPUTE UJIN
JIEHTUTE

BJUCTEPH 3A TBBPJIUTE CTOMAIITHO-YCTOWYMBHU KATICYJIA OT 60 MG

| 1. NME HA JJEKAPCTBEHUA NPOAYKT

Hynokcernn Mylan 60 Mg TBbpAN CTOMAIIHO-YCTOHYNBH KarCyin
IYJOKCETHH

| 2. NME HA ITIPUTEKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan Pharmaceuticals Limited

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

TI'onen no:

| 4. IHAPTUJAEH HOMEP

IMaptunen Ne

|5.  JIPYIO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA
KAPTOHEHM KYTHH 3A BYTWIKHUTE 3A TBBPJIATE CTOMAIITHO-YCTOWYNBH

KAIICYJIM OT 60 MG

‘ 1. HUME HA JIEKAPCTBEHMSA TPOAYKT

Hynokcerun Mylan 60 mg TBBEpa¥ CTOMAIIHO-YCTONYMBY KarCyin
IYJOKCETHH

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

Bcsika karcyna chabpika 60 mg xynokceTuH (KaTo XUapOoXIOpuI).

3. CITMCBK HA IOMOIIHUTE BEIIECTBA

Crabpxa 3axaposa.
3a gombaHKUTENHA HH(OPMALUS IPOYETETEe JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

TBBpAU CTOMAIIHO-YCTOMYMBHU KaICyIU

30 TBBPIU CTOMAIIHO-YCTOWYMBHU KarCyJn

100 TBBpaM CTOMAIIIHO-YCTOWYMBH KaTICyJIH
250 TBBPM CTOMAIIHO-YCTOMYMBH KaTICYITH
500 TBBpAM CTOMALTHO-YCTOMYMBH KaICYJIH

5. HAYMH HA TIPUWIATAHE U TbT(UILA) HA BbBEKJIAHE

IlepopanHo NpuIOKEHHE.
IIpeau ynorpeba npodereTe JIMCTOBKATA.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE TEKAPCTBEHUAT TPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYHE OT HIOTJVIEJA U TOCET'A HA IELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTA.

‘ 7. APYI'U CHEHUAJIHU NTPEAYHPEXJIEHUSA,AKO E HEOBXOANUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:
[la ce u3mosi3Ba B paMKuTe Ha 6 Mecera cje/ oTBapsiHe.
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9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

ﬂa CC CbXpaHsBa B OpUTHHAJIHATA OIIAKOBKaA, 3a Ia CC MPEAasu OT BJjiara.

10. CHELHUAJIHU MPEANIASHU MEPKU INPU U3XBBPJISTHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,

DUBLIN
Wpnanpus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1010/017 30 TBBpaY CTOMALIHO-YCTOHYMBU KaICyiIn

EU/1/15/1010/018 100 TBBpaM CTOMAIIHO-YCTOWYHBH KAIICYJIH
EU/1/15/1010/019 250 TBBbpAM CTOMAIIHO-YCTOWYMBH KaICyJIn
EU/1/15/1010/020 500 TBBpaAM CTOMAIIHO-YCTOWYMBH KaICyJIN

13. TAPTHUJAEH HOMEP

IMaptunen Ne

14. HAYMH HA OTIIYCKAHE

15. YKA3AHWUA 3A YIIOTPEBA

16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Hynokcernn Mylan 60 mg

17. YHUKAJIEH UIEHTUO®UKATOP — IBYU3MEPEH BAPKO/]

JByn3mepeH 0apKoj ¢ BKIIOYECH YHUKAIECH HICHTU(DHUKATOD
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18. YHUKAJIEH WIAEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA
ETHKET 3A BYTUJIKHUTE 3A TBBPJIUTE CTOMAIITHO-YCTOMYNBU

KAIICYJIM OT 60 MG

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

Hynokcerun Mylan 60 mg TBBEpa¥ CTOMAIIHO-YCTONYMBY KarCyin
IYJOKCETHH

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

Bcsika karcyna chabpika 60 mg xynokceTuH (KaTo XUapOoXIOpuI).

3. CITMCBK HA IOMOIIHUTE BEIIECTBA

Crabpxa 3axaposa.
3a nombIHKUTENIHA HHOPMALUS IPOYETETE JIUCTOBKATA.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

TBBpAU CTOMAIIHO-YCTOMYMBHU KaICyIU

30 TBBPIU CTOMAIIHO-YCTOWYMBHU KarCyJn

100 TBBpaM CTOMAIIIHO-YCTOWYMBH KaTICyJIH
250 TBBPM CTOMAIIHO-YCTOMYMBH KaTICYITH
500 TBBpAM CTOMALTHO-YCTOMYMBH KaICYJIH

5. HAYMH HA TIPUWIATAHE U TbT(UILA) HA BbBEKJIAHE

IlepopanHo NpuIOKEHHE.
IIpeau ynorpeba npodereTe JIMCTOBKATA.

6. CHELOUAJIHO HPEAYHPEXIEHUE, YE TEKAPCTBEHUAT TPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT IOTJVIEJA U TOCET'A HA IELIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 3a JCTA.

‘ 7. APYI'U CHEHUAJIHU NTPEAYHPEXJIEHUSA,AKO E HEOBXOANUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OAHOCT

T'onen mo:
[a ce usnoizea 6 Mecena ciiej] OTBapsHe.
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CIHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

I[a CC€ CbXpaHsBa B OpUTMHAJIHATa OIIaKOBKa, 3a 1a C€ IMPEAIIasu OT BJjIara.

10. CHELHUAJIHU MTPEANTASHU MEPKU INPU U3XBBPJIISTHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTHHAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Mylan Pharmaceuticals Limited
Damastown Industrial Park,
Mulhuddart, Dublin 15,
DUBLIN

Wpnannus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1010/017 30 TBBpaU CTOMALIHO-YCTOHYMBU KarCyJIn

EU/1/15/1010/018 100 TBBpaAM CTOMAIIHO-YCTOWYMBH KaICyJIu
EU/1/15/1010/019 250 TBBbpaM CTOMAIITHO-YCTOWYHBH KAIICyJIH
EU/1/15/1010/020 500 TBBpaM CTOMAIIHO-YCTOWYHBH KAIICYJIH

13.  TAPTHJEH HOMEP
[Maptunen Ne
| 14. HAYMH HA OTIIYCKAHE
| 15. YKA3AHMSI 3A YIIOTPEBA
| 16. MHOOPMAILIMSI HA BPAIJIOBA A3BYKA
| 17.  YHMKAJIEH WEHTU®UKATOP — JIBYU3MEPEH BAPKO/I
| 18. YHMKAJIEH WJEHTU®UKATOP — IAHHU 3A YETEHE OT XOPA
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b. IUCTOBKA

56



JlncroBka: undopmanus 3a norpeduTeNs

Ayaokcernn Mylan 30 mg TBbpAU CTOMAIIHO-YCTOHYMBH KANCYJIH
Oyaokcerun Mylan 60 mg TBbpIH CTOMAIIHO-YCTOHYUBH KANCYJIH
nynokcerun (duloxetine)

IIpoyeTeTe BHUMAaTEIHO LSAJIATA JHCTOBKA MPEAN 1A 3all04YHeTe 1a MpUeMaTe TOBa JIEKapCTBO,

ThH KaTo TS ChAbPKa BaxHa 3a Bac nndopmanus.

- 3amasere Ta3u JUCTOBKA. MoJKe /1a ce HaJIOXkKHU J1a sl POYETETE OTHOBO.

- AKO UMate HIKaKBH JIOTBIHUTETHHA BBIIPOCH, TonnTaiiTe Bamms nekap wiu GapmarieBT.

- Toga nekapcTBO € npeanucaHo JnyHo Ha Bac. He ro mpeorcrhnBaiite Ha npyru xopa. To moxke
Jla IM HaBpeIy, He3aBUCHMO Y€ TPU3HALMTE Ha TAXHOTO 3a00JsBaHe ca ChIuTe Kato Bammre.

- AKO ToITyunTe HAKaKBU HEXXEJIaHU peakiyy, yBeaomere Bamms nekap uwnu dhapmanest. Toa
BKJIFOUBA M BCHUKH BH3MOYKHHU HEKEIAHU PEaKIMK, HEOMUCAHU B Ta3u JIMCTOBKA. BukTe Touka
4.

KakBo cbabp:ka Ta3H JIMCTOBKA:

Kaxkso nipencrasissa dymnokcetrn Mylan u 3a kakBo ce u3mos3sa
KakBo Tpsi6Ba 1a 3Haete, npeau Aa npuemere Jynokcetnn Mylan
Kak na npuemate Jlynokcerun Mylan

BBb3M0KHM HEXEIaHU pEeaKIUK

Kak nma cexpansBate Jlynokcerun Mylan

ChbabppkaHue Ha ONIAaKOBKATa M JOIBIIHUTEIHA HH(POPMALIUS

IS .

1. KakBo npeacraBasiBa Jlynokcernn Mylan u 3a kakBo ce u3noJi3Ba

HynokcernH Mylan cbabpika akTHBHOTO BeLIeCTBO ayJiokceTuH. Jlynokcerndn Mylan nosumasa
HHUBATa Ha CEPOTOHUH U HOPAJpPEHAJINH B HEPBHATA CUCTEMA.

Hynokcernn Mylan ce u3nos3Ba npu B3pacTHH 3a JICUCHHUE Ha!

o Jenpecus
o TeHepaIn3UPaHo TPEBOKHO Pa3CTPOHCTBO (XPOHUYHO YyBCTBO 32 TPEBOXKHOCT MJIM HEPBHOCT)
o nuabeTHa HeBpomnaTHa 00Jka (YeCTo ONMMCBaHa KaTo TOpeHe, 001eXH, CMbJIEHE, CTPENIKaHe WIH

00JIKa, WK € TI0J00Ha Ha eJIEKTPUYECKH oK. MOosKe J1a MMa 3ary0a Ha yCelllaHe B 3acerHara
00J1aCT, WK YCEIaHUs KaTo JONUP, TOIUIMHA, CTY I HJIM HaJsSraHe MOTaT Jia IPEIU3BUKAT
601Ka)

I[Tpu moBe4eTo X0pa ¢ Aenpecus win TpeBokHOCT Jlynokcetnd Mylan 3amo4sa jia neficTBa B paMKUTE
Ha JIB€ CEAMHUIM OT HAYAJIOTO HA JICYEHUETO, HO TOBA MOJKE J1a OTHEME 2-4 ceMHLIU MPeIH J1a ce
noyyBcTBare no-noope. Kaxere Ha Bamms sekap, ako He 3aloyHeTe Jia ce 4yBCcTBaTe M0-100pe ciex
TOBa Bpeme. BamusT jgexap Moxe 1a npoab/oku Aa Bu HaznauaBa Jlynokcerun Mylan, koraro ce
YyyBCTBaTe MO-100pe, 3a J1a MpeAoTBpaTH Bh3BpbllaHe Ha Barara genpecus Wil TPeBOKHOCT.

IIpu nmoBeuero xopa ¢ quabeTHa HeBpomaTHa 00JIKa JIEUYSHUETO MOXKE JIa OTHEME HAKOJIKO CEAMMIIN
MIPeJIu J1a ce MovyBCcTBaTe mo-noope. Kaxere Ha Bamms iekap, ako He ce 4yBCTBaTe 1Mo-100pe ciex
2 Mecera.

2. Kakso Tps6Ba 1a 3Haete, npeau aa npuemete Jymnoxcerun Mylan

He npuemaiite lyaoxcernn Mylan, ako:

- CTe aJIepru4HH KbM JYJIOKCETHH WM KbM HSKOS OT OCTAHAINUTE ChbCTABKU HA TOBA JIEKAPCTBO
(u130poeHu B TOUKa 6)

- mMare 4epHoJpoOHO 3a00IsIBaHe

- UMare TEKKO ObOpedyHO 3a00IIsIBaHEe
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- IpUeMaTe WX Ipe3 nocieanure 14 1Hu cTe mpueManu Ipyro JeKapcTBO, U3BECTEHO KaTo
MOHOaMHUHOOKcHAa3eH nHxuouTop (MAO-unxudurTop) (Brxre ,,Jpyru gekapctsa u JlynokceTnH
Mylan’)

- mpueMaTte (IyBOKCaMHUH, KOWTO OOMKHOBEHO Ce M3I0JI3BA 3a JIeueHHEe Ha JAeTpecus,
IUNpOo(IOKCAIIMH WM €HOKCALMH, KOUTO OOMKHOBEHO Ce M3IOJ3BaT 3a JCUCHNE Ha HIKOU
HHDEKITHN

- IpueMaTe IpYyrH JICKapCTBa, ChAbPKAIIM AyJIOKCeTHH (BIKTE ,,JIpyru nekapcTsa u JlyokceTHH
Mylan’)

Cronenete ¢ Bamus nekap, ako uMaTe BUCOKO KPBBHO HaATaHe WU ChpAeyHO 3a0oisBaHe. BamusaT
nekap e Bu kaxe, nanu TpsioBa na npuemare [ynokcerun Mylan.

IpenynpesxaeHus U NpeanasHu MepKH

I[To-fony ca mocovyeHu MpUIMHUTE, opaau kouto [lynokcerinH Mylan moxxe na 0bae HEMOAXOIAI 32

Bac. Koncynrupaiite ce ¢ Bamms nexap npeau aa npuemete lynokcernn Mylan, ako:

- IpueMaTe JISKapCcTBa 3a JICUCHHE Ha ICTIPECHUs] WU JICKapCTBa, U3BECTHU KaTO OMUOUIH,
M3IM0JI3BaHM 32 00JIeKYaBaHe Ha 0OJIKa WK 3a JICYCHHE Ha ONMMOM/IHA (HAPKOTHYHA) 3aBUCHMOCT.
VYnorpebara Ha Te3u JiekapcTBa 3aeaHo ¢ Jynokcerun Mylan Mmoxe na goBeze 10 CEpOTOHUHOB
CHHAPOM, OTESHIIHAIHO )KUBOTO3ACTPAIIABAIIO CHCTOSIHUE (BIKTE ,,/IpyrH IekapcTBa 1
Hymnokcetun Mylan”)

- mpueMaTe *bJIT KaHTapHOH pu Jieuenue ¢ ounku (Hypericum perforatum)

- umare Op0pedHo 3a0omsaBaHe

- CTe UMaJH I'bpPYOBE (IIPHUITATHIIH)

- CTC UMaJIu MaHUs

- CcTpazare OT OMIIOISPHO Pa3CTPONHCTBO

- uMare npoOJIeMH C OYHMTE, KaTO OMPECICHU BUAOBE TiayKoMa (TIOBHIIEHO HAIATaHEe B OYUTE)

- ¥Mare aHaMHe3a 3a HapyILICHUs, CBbP3aHH C KbPBEHE (CKJIOHHOCT KbM I0SBAaTa HA CHHUHH),
0COOEHHO, aKo CTe OpeMeHHa (BUXKTe ,,bpeMeHHOCT 1 KbpMeHe™)

- CTe M3JI0KECHU Ha PHCK OT HUCKY HHBA HA HATPHH (HAIpuMep, ako MpreMare TUyPeTHIH, OCOOSHO
aKo CTe B CTapyecka Bb3pacT)

- TNOHACTOSIIEM Ce JIEKyBaTe C IPYTro JISKAPCTBO, KOETO MOXKE Jia TIPHYMHU YBPESIKIAHE HA YSPHUSI
Jpoo

- TpueMarTe JIpyTH JIEKapcTBa, ChAbPIKAIIN TyJIOKCeTHH (BMXKTE ,,JIpyru nekapctsa u JlynokceTHH
Mylan’)

Hynokcernn Mylan moxxe 1a 1oBezie 70 ycenane 3a 6e31M0KOHCTBO MIIM HECIIOCOOHOCT 3a CeieHe MM
CTO€HE Ha eJHO MsAcTO. Bue Tpsi6Ba na xaxkere Ha Bamus nekap, ako ToBa Bu ce ciyun.

Jlexapcta kato Jlymokcetur Mylan (HapeueHn celeKTHBHU MHXHOMTOPH Ha OOPATHOTO 3aXBalllaHe
Ha CEPOTOHMHA/MHXMOUTOPH Ha OOPATHOTO 3axXBalllaHe HAa CEPOTOHUHA U HOPaJpPCHAJIMHA) MOTaT Jia
NPUYHHAT CHMIITOMH Ha HapyIICHUE Ha CeKcyaliHata GyHKIuUs (BIKTe Touka 4). B Hskou ciyyan
TE3W CUMITOMH MPOIbIDKABAT CJIS/ CITUPAHE Ha JICUCHUETO.

Cyuyuonu mucau u enowiagane Ha Bawama denpecusn uiu mpeeoyicro pazcmpoiicmeo

AKO CTe Jenpecupat 1/Uii UMaTe TPEBOXKHO Pa3CTPOMCTBO, TO Bue Moxe MmoHsKora J1a ©Mate

MUCJIH 32 CAaMOHApaHsIBaHEe WK caMOyOuiicTBO. Te3u MucIn MOXKe Ja 3a4eCTAT, KOTaTo 3a MPHB IIbT

3aroyYBare JeueHNe ¢ aHTHENPECAHTH, Thil KaTO 3a MOCTHTAaHETO Ha e()eKT BCUYKH TE3H JIEKapCTBa Ce

HYXKJasAT OT BpeMe — OOMKHOBEHO OKOJIO JIBE CEIMHUITU, HO IMTOHSIKOTa TO-ABJTO.

Bue Mosxe 10-BEpOSTHO Jja MUCIIUTE TI0 TO3M HAYKH, aKO:

- CTe UMalIi MPEIBAPUTEITHO MUCIIU 32 caMOyOUICTBO MM cCaMOHapaHsIBaHe

- CTe MJiaJl Bb3pacTeH naiueHt. MHGopMaius oT KIMHUYHY [IPOYYBAaHUS COYH IMOBHUIIICH PHCK 3a
MOBE/ICHNE, CBEP3aHO ChC CAMOYOHIICTBO, IPH BH3PACTHH MOJ 25 TOAWHU C IICUXUYHU
Pa3CTPONCTBA, JIEKYBaHU C aHTUACTIPECAHT

AKO UMaTe MHUCJIM 32 CAMOHAPAHSIBAHE WJIH CAMOYOMIICTBO IO KOETO 1 1a € BpeMe, CBbpiKeTe ce
¢ Bamust 1exap nim uaere He3adaBHO B 00JTHHLIA.
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Moxke Aa CMCTHCTC 3a IMOJIC3HO Ja PA3KaKCTC Ha POJHUHA UJIN Ha OMU3BK npuATes1, 4€ CTC
ACTIPpECHUPaHU UK UMATC TPEBOKHO paBCTpOfICTBO " a I'" IIOMOJIMTE Aa MPOYCTaT Ta3u JIMCTOBKA.
MoxeTte Ja ' IOMOJIMTE Ja Bu Kaxart, ako CMATaT, 4c Bamara ACTIPECHA NI TPEBOKHOCT CC
BJIOHIABAT HUJIN, aKO TC Ca 00€3IMOKOECHH OT IIPOMECHUTE B IMTOBEACHUCTO Bu.

Jeua unu onowu noo 18-zoouwmna év3pacm

Hynokcetnn Mylan HopmaiHo He TpssOBa J1a ce M3IMOJ3Ba MPH Jea WK FOHOIIH 1o | 8-roauiiHa
BB3pacT. ChIlo Taka, TpsiOBa Aa Bu e n3BecTHO, e marueHTuTe 1moj 18 roanHu ca ¢ OBHIIEH PUCK OT
HEeXeJlaHU e(DeKTH KaTo OTIMTU U MHUCIH 32 CaMOYOHMIICTBO M BPaXKIEOHOCT (IIPETUMHO arpecHs,
OTIO3UIIMOHHO MOBEJICHHUE U THSAB), KOraTo YIIOTPeOsBaT TO3M Kilac JiekapcTBa. HezaBucumo ot ToBa,
Barusr siekap moxe fa npeanuiine Jlymokcernd Mylan va marnpient mox 18 rofguHu v ako UCKaTe aa
00chIUTE TOBA, MOJISI, 0OBPHETE ce KbM Hero. TpsoBa ma mHGOpMUpATE JeKaps, ako HIKOU OT
CUMITOMUTE, TOCOYECHU TIO-TOPE CE MPOSIBST WM BIIOIIAT, KOTaTo MalueHT mox 18 roanan nprema
Hynokcetun Mylan. Oceen ToBa, 1barocpouHara 6€30MacHOCT 0 OTHOIICHHE Ha eekTHTe Ha
Hynokcetnn Mylan Bbpxy pacteka, Ch3psIBaHETO, KOTHUTHBHOTO U TIOBEJICHYECKO Pa3BUTHE 3a Ta3U
BBH3pacTOBa I'PyIia BCE OIIIE HE € YCTAHOBCHA.

Npyru gexkapcrBa u yiaokcerun Mylan
HNudopmupaiite Bamms nexap wim ¢apmanesT, ako preMaTe, HACKOPO CTe MPUEMaNTH WK €
BB3MOKHO J1a IPHEeMaTe APYTH JIEKapCTBa, BKIIOUYUTEIHO U TAKHUBA, OTIYCKaHH 0e3 peLenTa.

OcHoBHaTta cheraBka Ha [lynokcerin Mylan, tynokceTns, ce U3M0I3Ba B IpYTH JISKAPCTBA 3a APYTH
CBHCTOSHUS!
o nrabeTHa HeBpomnaTHa 00JIKa, enpechs, TPEBOXKHOCT M He3aAbpKaHe Ha ypUHA

M3non3BaHeTo Ha OBeYE OT €HO OT TE3M JISKapCTBA, IO €HO U CBILO BpeMe, TpsOBa aa ce n30srBa.
[TpoBepeTte ¢ Bamust ekap nanu Beue npueMaTe APYTrH JIeKapcTBa, ChAbPKAIH TYTOKCETHH.

Bamusit niexap e pemu nanu Mmoxere ga npuemare Jynokcerun Mylan ¢ npyru nexapcrsa. He
3amo4BaiiTe MM He CIMPaiiTe IPUEMAa HA KAKBUTO M 12 OMJI0 JIEKAPCTBA, BKJIOYUTEJIHO U HA
TakuBa 0e3 pelenTa Wil PacTUTEIHH JIeKAPCTBEHH MPOAYKTH, NPeAH 12 ce MochBeTBaTe ¢
Bamus jekap.

Tps6Ba cbi10 1a yBeaoMuTe Bamus nekap, ako npruemare HIKOe OT CIICIHHTE:

Monoamunooxcuoasnu unxuoumopu (MAO-unxuéumopu ): He TpsiOBa 1a npremare JyJIoKceTuH
Mylan, ako B3emaTe MM HACKOPO cTe B3eMastu (B paMKUTE Ha mocieqHuTe 14 1Hu) Apyro
AHTH/ICTIPECAHTHO JIEKApCTBO, HAPHMYAHO MOHOAMHUHOOKCH 1a3eH HHXHOUTOP (MAO-HHXHOHUTOD).
[Tpumepu 32 MAO-uHXHOUTOPH ca MOKI0OeMH] (AHTUICTIPECAHT) U JIMHE30J1/] (AaHTHOMOTHK).
[MpuembT Ha MAO-HHXHOUTOPH C MHOTO JIEKAPCTBA I10 JIEKAPCKO MPEANUCaHNE, BKIFOUUTETHO
Hynokcernn Mylan, moxe 1a JoBezie 10 CEpUO3HH MM JIOPU KMBOTO3ACTPAIIABAIIH HEXEJIAaHU
edextu. TpsaOBa na n3uakate nmone 14 qHM, cien KaTo cre crpeiu npuema Ha MAO-uaxubuTOpH,
npenu na Mmoxere aa B3emere Jynokcernn Mylan. Cpiio Taka € HeoOX0IMMO Ja H34aKare MmoHe 5
JIHH, ciief1 KaTo cipete aa npuemare Jynokcernn Mylan, npean na B3emere MAO-uHXHOUTOPH.

Jexapcmea, Koumo npeou3BUKEANM CHHAUBOCH. KBM TIX CE OTHACST JIEKAPCTBATA, MPEIITHUCAHU OT
Bammist nekap, BKIFOUATETHO OSH30AMA3ETHHHN, CHUTHA 00€30071s1Bali, aHTHIICHX OTHIIH,
(heHoOapOUTAN M AHTUXUCTAMUHH.

Jlexapcmea, nosuwasawu nueomo na cepomonun’. Tpunranu, tpunrodan, SSRIS (kato
napokcetuH u payokxcetnH), SNRIS (kato BeHnadakcrH), TPUIUKINYHA aHTHJIETPECAHTH (KaTo
KJIIOMUTIPAMHH, aMUTPUIITHIINH ), )KBIT KaHTapuoH, MAO-uHXuOuTopy (KaTo MOKIOOEMuUI U
JIMHE30JIN), OMOUIH (KaTo OynpeHOpHH, TpaMa 0 U NeTuAnH). Te3u IekapcTBa MOXe Ja
B3anMozeicTBar ¢ Jlynokcernn Mylan u Moxxe 1a pa3BueTe CUMIITOMH KaTO HEBOJIEBU, PUTMUYHU
CHKpAIIEHNs HA MYCKYJIUTE, BKITFOYUTEIHO MYCKYJIUTE, KOUTO KOHTPOIUPAT JBHKEHHUITA Ha OKOTO,
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BB30Yy/1a, XATIOUHAIINY, KOMa, IIPEKOMEPHO M3IOTSABAHE, TPETIIEPEHE, YCHIIBaHEe Ha pediIeKcHTe,
MOBHILIEHO MYCKYJIHO HalpeKeHUE, TejecHa TemmepaTypa Hag 38°C. CebpikeTe ce ¢ Bamus nekap,
aKO pa3BHETE TAKUBA CUMIITOMU, ThI KaTO T€ MOXE JIa [IOCOYBAT MOTCHIIMATHO )KUBOTO3aCTPAIIABAIIO
CBhCTOSIHUE, U3BECTHO KaTO CEPOTOHHHOB CHHJIPOM.

Ilepopannu anmuxoazynanmu unu anmuazpezanmu. JlekapcTsa, KOUTO pa3pekaaT KPbBTa WITH
Mpeyar Ha KPbBTa J1a ce ChCUpBa. 1 e3u JIeKapCcTBa MOTAT Jia IOBUILIAT PUCKA OT KbPBEHE.

Hyaokcernn Mylan ¢ xpaHa, HAMUTKHA ¥ AJTKOXO0J1
Hynokcetrn Mylan moske na ce nmpuema cbe win 6e3 xpana. Heo0XxoauMo e MoBHIIIeHO BHUMAHKUE,
aKo TpreMare ajJKoxoJ, I0KaTo cTe Ha yeuerue ¢ Jynokcerun Mylan.

bpeMeHHOCT 1 KbpMeHe

AKo cTe OpeMeHHa WM KbPMHUTE, CMSTATe, Y€ MOXKeE Jla CTe OpeMEeHHa WK TUIaHUpaTe OpEeMEeHHOCT,

nochBeTBaiTe ce ¢ Bamms nexap unu gapmaneBT npeau ynotpedarta Ha TOBa JEKapCTBO.

o YBenomere Bammst nekap, ako 3a0peMeHeeTe, WK ako IIaHuparte 3a0peMeHIBaHe, 10KaTo
npuemare Jlynokcerun Mylan. Msnonssaiire dynokcetrn Mylan camo crien o6¢hkaane ¢
Bamus nexkap Ha IOTEHIMATHUTE MOJI3U M BCUYKH B3MOXHH PUCKOBE 32 HEPOJECHOTO JIETE.

o VYBepere ce, ye Bamiara akyuiepka u/uim Jiekap 3HasT, e noiaydasate Jynokcerun Mylan.
Koraro nogo6uu nexapcrea (SSRIS) ca npuemanu 1o Bpeme Ha OpeMEHHOCT, MOXeE Jia ce
TIOBHIIIN PUCKA OT CEPHO3HO CHCTOSHUE MPH OedeTaTa, HapeueHo MepCUcTHpaIia 6emoapodHa
xunepronus npu HoBopoaeHoto (IITIXH), koeto kapa 6ebeTo na auiia y4ecTeHo U 1a
W3TIIeKAa CHHKABO. Te3n mpu3HaIl OOMKHOBEHO 3aMo4BaT Mpe3 IbpBUTE 24 yaca cien
paknaHeTo Ha 6e0eTo. AKo TOBa ce ciyun Ha Bairero 6ebe, TpsOBa He3a0aBHO J1a CE CBBPIKETE
¢ Bamara akymepka u/nnm ekap.

o Axo npuemare Jlynokcetun Mylan ksM kpast Ha OpeMeHHOCTTa cH, Baieto 6e6e Moxe 1a nma
HSKOM MPU3HAIH, KOTaTo ce poau. Te 3amouBaT 0OMKHOBEHO IPH PaKJAHETO WIN B PAMKUTE Ha
HSKOJIKO JTHU CIIe]] pakiaHeTo Ha Bamero 6e6e. Te3u mpu3HaIy MOKe J1a BKITFOUBAT
OTITyCHATH MYCKYIIH, TperiepeHe, HEPBHOCT, Jia HEe Ce XpaHH KaKTO TPIOBa, 3aTpyIHEHHE C
JIMIIIAHETO U Npunaabiiu. Ako Bamiero 0e0e nMa HIKOW OT Te3U NPU3HALM HPU PAXKITAHETO CH,
WM ce OEe3MOKOUTE 3a HETOBOTO 37IpaBe, CBbpKETe ce ¢ Bamms gekap uin akyniepka, KOUTo
IIe ca B ChCTOSTHKE J1a By mochBeTBar.

o Axo npuemare [ynokcerun Mylan kem kpast Ha Bamara GpeMeHHOCT, ChIIIECTBYBA MOBHUIIICH
PHCK OT IPEKOMEPHO BarMHAIHO KbPBEHE CKOPO CJie]l pakJaHETO, 0COOEHO, aKO UMaTte
aHaMHe3a 3a HapyIleHUs Ha KPbBOChCUPBaHETO. BammsaT nexap uiny akymepka TpsOBa Ja ca
HasICHO, Y€ pueMaTe JTyJOKCEeTHH, 3a J1a MoraT Ja Bu nmocnBernar.

° Hanuunute nanau ot ynotpedara Ha JTyJIOKCETHH MPE3 MbPBUTE TPU MECeIa OT OpeMEHHOCTTa
HE TI0Ka3BaT MMOBUIIIEH PUCK OT OOIIH BpOIeHH 1e(heKTH pH AETETO KaTo IsUT0. AKO
Hymnokcernn Mylan ce mpuema mpe3 BTopata MmojioBHHA Ha OPEMEHHOCTTa, MOXKE Jla HMa
TIOBHIIIEH pUCK 6e0eTo Ja ce poau MpeXxaeBpeMeHHO (6 TOMBIHUTETHN HEJOHOCeHN Oe0eTa Ha
Bceku 100 yxeHH, KOUTO IIpUeMaT JIyJIOKCETHH MPe3 BTOpaTa MOJ0BHHA Ha OPEeMEHHOCTTA),
mpeIuMHO MexXy 35 u 36 ceqmuIia Ha OPEMEHHOCTTA.

. VYBenomere Bamms niekap, ako kbpmute. He ce nmpenopbuBa ynotpebara va Jlynokcerun Mylan
1o BpeMe Ha KbpMeHe. TpsiOBa a ce mocbBeTBaTe ¢ Bamms nexkap uinu papMaresr.

Hlodupane u padora ¢ MAlLIMHK

Hymnokcetnn Mylan mosxe 1a Bu Hakapa a ce 9yBCTBaTe CHHIIMBHU WK 3aMasiHu. He usmnosssaiire
KaKBaTO W JIa € TEXHHMKA WIIM MAaIllMHH, TOKAaTo He pa3depere Kak me Bu nosimse Jlymokcetun Mylan.
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Hyaokcerun Mylan cbabpaka 3axapo3a U HaTpHid

Hynokcetnn Mylan chaspika 3axapo3a. Ako Bamust ekap BU ¢ Ka3aj, 4e uMaTe HeMOHOCUMOCT KbM
HSKaKBH 3aXapH, IOCHBETBANUTE C€ C HETO MPEIy IPUEM Ha TO3H JICKAPCTBEH MPOAYKT.

ToBa jekapcTBO ChABPKa Mo-Mayiko 0T 1 mmol Hatpuii (23 mg) Ha Kancyma, T.e. MOXKe Jia Ce Kaxe, ue
MPAKTHYECKH HE ChABPKA HATPHI.

3. Kak na npuemare /lysnokcerun Mylan

Bunaru npuemaiite ToBa JieKapcTBO TOUHO KakTo Bu e ka3an Bamus nexap unu papmarnent. Ako He
CTe CHTYPHH B HEIIO, monuTaite Bamms nexap win dhapmanenT.

Hynokcetun Mylan e 3a mepopainto npunoskenune. TpsiOBa qa morspIiaTe KarcyJsara Isia, ¢ gara
BOJIA.

3a oenpecus u duabemna nesponamua 60Ka:
Oo6wuuaitnara 1o3a Jlynokcerun Mylan e 60 mg BeHbX qHEBHO, HO Bamust jiekap 1iie Ha3Hauu
J03ata, KOsITO € moaxozsma 3a Bac.

3a eenepanuzuparno mpegoxdcHo pazcmporcmeo:

Oo6wnyaiinarta HavanHa go03a Jymokcetur Mylan e 30 mg BeaHbk THEBHO, CIIEA KOSTO MMOBEYETO
nanuenTy npuemat 60 Mg BeAHBK JHEBHO, HO BarmusT nekap e Bu npennuiie npaBuiHata 3a Bac
no3a. [lozara moxe na ce kopurupa 10 120 mg Ha 1eH B3 OCHOBATa Ha TOBA, KaK CE IMOBJIHUIBATE OT
Hynokcetun Mylan.

3a na He 3a0paBwute 3a nprema Ha Jlynokcernn Mylan, mo-necHo e 1a mpueMare JIekapcTBOTO MO €JHO
M CBIIIO BPEMe BCEKH JICH.

I'oBepeTte ¢ Bamms gekap OTHOCHO TOBa B IPOIB/DKEHHE Ha KOJIKO BpeMe Lie TpsOBa Ja nmpruemare
Hynokcetun Mylan. He crimpaiite npuema Ha Jlynokcetrnn Mylan wnu ve npomensiite Bamara m1o3a
0e3 na cre ce KOHCy ITHpaiu ¢ Bamms nekap. BaxHo e npaBuiiHOTO j1eyeHre Ha BameTo 3a0omnsBane,
3a Jla ce MovYyBCTBaTe M0-100pe. AKo He JekyBare Bariero cheTosHUEe, TO MOXKE /1a HE OT3BYYH, MOXKE
Jla CTaHe I0-CEPUO3HO U MO-TPYJIHO JIEYUMO.

AKO CTe MpUeJIu MoBevye oT Heodoxoaumara go3a Jyaokcerun Mylan

Cewpixkere ce ¢ Bamus nexap nnm apmaneBT He3a0aBHO, aKO CT€ IPHUEIIH MO-TOJIIMO KOJIMYECTBO
Hynokcernn Mylan ot npeanucanoto ot Bamms nekap. [Ipu3HanuTe Ha npero3upane ca ChbHIHBOCT,
KOMa, CEpOTOHUHOB CUHJPOM (PSIKO CpelllaHa PeaKiysl, KOsITO MOKe J1a JI0BEJIE JI0 yCelllaHe 3a
rOJISIMO IIIACTHE, CHHIMBOCT, HEIIOXBATHOCT, OE3IIOKONCTBO, YCEIIaHe 3a ONHUSIHCHUE, TPECKA,
M3IIOTSIBAHE WJIM MYCKYJTHA CKOBAHOCT), PUMA/IbIH, MOBPBIIAHE M YUeCTEHA ChP/IEYHA YECTOTA.

AKko cTe npomycHau 1a npuemere Jlynoxcerun Mylan

AKO cTe MpoIycHaU 1033, IPUEeMeTe s BeIHara ciiesl KaTo cu crioMHuTe. B ciryuaii, ye e Bpeme 3a
Bamara cnezBaina 103a, IpecKkouyeTe IpoIlycHaTaTa U B3EMETE CaMO €JHOKpATHATa /1033, KAKTO
obukHOBeHO. He B3emaiite aBOIHA /1032, 32 J1a KOMIIEHCHpAaTe MporycHarara 103a. He mpuemaiite
MOBeY€ OT JHEBHOTO KOJIMYECTBO JlyJIOKCETUH Mylan, Ha3HauyeHo Bu 3a equH neH.

AKko cTe cripesin mpuema Ha Jlyiokcernn Mylan

HE cnmpaiite na npuemare Bamure kancynu 6e3 chBeT oT Bamus jgekap, 1opH ako ce 4yBCTBATe I10-
no6pe. Ako Barust jiekap cuere, 4e Beue He ce Hyxaaere ot Jlysnokcerun Mylan, Toii/ts mie Bu
IIOCHBETBA J1a HAMAJISIBATC Bamara 103a B ITPOABJDKCHUEC Ha ITOHE 2 CEAMUIH, IIPEIAU OKOHYATCIIHOTO
CIIUpaHE Ha JICYCHUETO.

Hsxon MNanueHTH, KOUTO CIIUpAT MprucMa Ha ILYJ'IOKCGTI/IH Mylan BHC3aIIHO, Ca MOJYYWIN CUMIITOMHU
KaTo:
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o 3aMaiiBaHe, yMOpa, yCeIlaHUs 3a U3TPBIIBaHE UJIH yCEIlaHus, HOJOOHN Ha MPEMUHABaHE Ha
eIIEKTPUUYECKU TOK (0cOOEHO B 00IacTTa Ha rilaBara), HapyIIeHUs Ha ChbHS (SIPKU ChHUIIA,
KOILIMapH, Oe3ChbHUE), yMOpa, CHHIMBOCT, YCeIIaHe 3a 0e3MOKOMCTBO U Bb30Ya, yCellaHe 3a
TPEBOXHOCT, T'aICHE WM MOBPBIIIAaHe, TPerepeHe (TpeMop), riaBodoue, 60jKa B MyCKYJIHUTE,
yCelIaHe 3a pa3ApasHUTEIHOCT, JUAPHsL, IPEKOMEPHO U3IIOTSABAHE W CBETOBBPTEXK.

Te3u cumnToMy OOMKHOBEHO HE Ca CEPUO3HU M M34e3BAaT B PAMKUTE Ha HAKOJIKO JTHH, HO aKO MMaTe
CUMITOMHU, KouTo Bu TpeBoxar, nonuraiite Bamms nexap 3a cbBerT.

AKO MMaTe HSKaKBU JOIBIHUTEIHH BBIIPOCH, CBBP3aHH ¢ yroTpebara Ha TOBa JIEKApPCTBO, TIOMHUTANTE
Bammus nekap nin ¢papManesT.

4, Bb3MoKHY HeKeJIaHU peakiun

KaxTo Bcu4ku JiekapcTBa, TOBA JIEKAPCTBO MOXKE J1a IPEIU3BUKA HEXKEIAHU PEaKLUU, BIIPEKH Y€ HE
BCEKH T'H IOJTy4aBa. Te3u peakiuy 0OMKHOBEHO Ca JICKU J0 YMEPSHH U YeCTO M34Ue3BaT CIIC]] HIKOJIKO
CEIMHIIN.

MHOro YecTH HexKeJIaHu peakiuu (Mozke 1a 3acerHat noseye ot 1 Ha 10 yoBeka)

o riIaBo0oNKe, ycemane 3a CbHINBOCT

o nopaurane (rajgeHe), cyxora B ycrara

YecTu HexenaHu peakiun (Moske 1a 3acerHat 10 1 Ha 10 yoBeka)

° JIATICA Ha aleTUT

° MPOOIJIEMH ChC ChHS, YCelIaHe Ha 0e3MMOKOICTBO, HAMAICHO TTOJIOBO BIIEUEHHUE, TPEBOXKHOCT,
TPYIHO JOCTUTAHE UJIH JIUTICA HA OPTa3bM, SIPKU CHHHUIIA

. 3aMasiHOCT, yCelllaHe Ha CJIa00CT, TPEMOP, U3TPhIIBAHE, BKIIFOUUTEIIHO U3TPBIIBAHE,

HACTPHXBAHE WM MPaBYyYKaHE 10 Ko)KaTa

3aMBIIICHO 3PCHUE

IIyM B yIIUTE (4YyBaHE HA OIyM B YIINTE, KOraTO HAMA BHHIIEH H3TOYHUK Ha 3BYK)
yCeIllaHe yAapuTe Ha ChPILETO B I'bP/HTE

MOBHIIIEHO KPBBHO HAJATAHE, 3a4epBsBaHE

[0-YECTO MPO3sBaHe

3aIeK, Auapys, CToMalIHa 0o0JKa, rajieHe (MOBpbIIaHe), KUCEIHHHU W JIOIIO XPaHOCMUJIAHE,
OT/EJISIHE Ha I'a30Be

3acHIIEHO TIoTeHe, (ChpOsiiT) 0OpuB

MYCKYJIHa 00JIKa, MyCKYJICH CIIa3bM

00JIE3HEHO YpUHHPAHe, YeCTOTO yPHHUPAHE

npoOJeMH ¢ JOCTHTaHe Ha epeKIus, TPOMEHH B eAKYyJIaIHITa

npunax by (TIIaBHO TIPU XOpa B CTapyecKka Bb3pacT), yMopa

3ary0a Ha TerjaoTo

I[euaTa " IOHOIIHWTE Ha BB3pPACT IOJ 18 TroAvHU C ACTIPECUA, KOUTO Ca JICKYBAHU C TOBA JICKApCTBO,
nmat MajiKka 3ary6a Ha TErJjio, KOraTto 3a IbpPBU II'bT 3all0YBAT Aa I'o0 NpueMar. Termorto ce moBuIIaBa
0 CBbOTBETHOTO IIPH APYTHUTE AC1A U FOHOLIU OT TAXHATa Bb3pacCT, U IIOJI CJIC/] 6 Mecena oT
JICYCHHUETO.

HeuecTn Hexenann peakuun (Mo:ke 1a 3acertat 10 1 Ha 100 yoBexa)

o BB3NAJICHUE Ha I'bPIOTO, MIPUUMHSIBAILO JIPE3TaB IJ1ac

. MUCIIH 32 CaMOyOHICTBO, MPOOJIEMH ChC ChHA, CKbpIIaHe ChC 360U WM CTHCKaHe Ha 350W,
YYBCTBO 3a AC30pHUCHTAILUA, JIUTICA HA MOTHUBaLIHA

] BHE3aITHU HEBOJIHHM KOHBYJICUH MJIU IOTPEIBAHUS Ha MYCKYJIUTE, yCellaHe 3a 0e3M0KOHCTBO

WA HECIIOCOOHOCT Ja CCAUTE UJIIN CTOUTEC CHOKOﬁHO, yCClIaHC 3a HCPBHOCT, 3aTPpyAHCHA
KOHIOCHTpAanus, IpOMCHU BbB BKYCOBUTC YCCIIIaHUS, 3aTPYAHCHO KOHTPOJIMNPAHC HA
ABWXXCHUCTO, HAIIP., JIUIICA HAa KOOpAWHAINA WJIW HEBOJIHUA ABMIKCHUA HA MYCKYJIUTC, CHHAPOM
Ha HECIIOKOMHHUTE Kpaka, JIolI CbH
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pasIMpeHy 3eHUITN (ThMHATA IIEHTPAIHA YacT Ha OKOTO), IPOOJIEMH ChC 3PEHUETO

YYBCTBO Ha CHHJIMBOCT WJIH ,,BUEHE Ha CBAT (CBETOBBPTEXK), OOJKA B YIIUTE

YYECTEHO W/UIIM HEPUTMHUYHO OHeHe Ha ChPLETO

NpUNaxbK, 3aMasHOCT, MPUYEPHABAaHE WK MPUMaJaHe MPU U3MNpaBsHe, CTyACHH IPBCTUTE HA
pBIIETE W/HIIN Ha KpaKaTta

CTSITaHEe B T'BPIIOTO, KPHBOUIIMBHU OT HOCA

TTOBPBINaHe Ha KPHB WM KaTpaHEHO-UYEePHH H3NpaKHEHNS ((heKaInn), TaCTPOCHTEPHT,
OpHTrBaHe, 3aTPyTHEHO MPErbIaHe

Bb3NaJICHHE Ha YePHUS APOO, KOETO MOKE Jla MPUYMHU KOpeMHa O0JTKa 1 MOXKBITIABAHE Ha
KO>)KaTa WK Ha OsT0TO Ha OYUTE

HOIIHY U3TOTSIBAHMUS, OOPHB, CTY/ICHA MOT, YyBCTBUTEITHOCT KbM CITbHYEBATA CBETIINHA,
TIOBHIIIEHA CKIIOHHOCT KbM 00pa3yBaHe Ha CHHUHH

MYCKYJIHO HalpeKeHHe, MOTPENBaHe Ha MYCKYITUTE

3aTpyIHEHHE WM HEBB3MOKHOCT 32 YPUHUPaAHE, 3aTPyJHEHO HAa4yalo Ha YPHHUPAHETO,
HEOOXOIUMOCT OT YPHUHUPAHE Mpe3 HOILITA, HEOOXOAUMOCT OT [0-Y€CTO YPUHUPAHE OT
0OMKHOBEHO, ciaba cTpys Ha ypHHaTa

HEOOMYaHO BarMHAHO KbPBEHE, HAPYIIEH MEHCTPYaJICH IIUKBJI, BKIIOYUTEITHO TEXKKH,
0O0JIe3HEHH, HEPEIOBHU WITH MPOABIDKUTEITHA MEHCTPYATTHH IIUKIIH, HCOOMYAHO JICKH WK
JIUIICBAIIA MCHCTPYaTHH IMKJIM, HApyIlleHa CeKCyatHa (GyHKIMS, O0JIKa B TECTHCUTE WIN
CKpOTyMa

00JKa B TPBIHMS KOII, YYBCTBO 32 CTY/I, JKaXK/a, TpENepeHe, YyBCTBO 3a TOIUTMHA, HeoOnJaiiHa
MOXOJKa

MOKaYBaHe Ha TErJI0TO

Hynokcerun Mylan moske na npuuunu edextr, KOuTo Bue Moxe 1a He yceTure, KaTo
MTOBUINIaBaHE HAa YEPHOAPOOHHUTE SH3MMH HIIM Ha HUBOTO HA Kalluii, KpeaTHHUH (ocPoKknHA3a,
3axap WM X0JIeCTeposl B KPbBTa

Penxu Hexxenanu peakuun (Mozke 1a 3acerHat 10 1 Ha 1 000 yoBeka)

CepHO3Ha aJlepruiHa PeakIys, KOSTO MPUYMHSIBA 3aTPYAHEHO JHIIAHE WK 3aMastHOCT, C
HOyBaHE HAa €3WKa WIN YCTHHUTE, ICPIUIHHU PEaKIHN

HaMaJieHa ()YHKIIMS Ha IUTOBUIHATA JKJIe3a, KOETO MOXKE a IIPUIMHHE yMOpa WIIM MTOKaYBaHEe Ha
TETI0TO

00e3BOJTHSIBaHE, HUCKW HMBA Ha HATPHI B KPBbBTA (TJIaBHO MPU XOpa B CTaApUeCcKa Bb3pacT;
CHUMIITOMHUTE MOYXeE J]a BKIIIOUBAT yCelllaHe 3a 3aMastHOCT, c1a00CT, YyBCTBO 32
00BPKAHOCT,CHHIMBOCT WJIM CHIJTHA YMOPA, HIIH Ta/IeHe WIIH MOBPBILAHE; T0-CEPHO3HH
MPU3HALM ca MPUIOIaBaHe, IIPUCTHIN WU MTPUIAIBIH), CHHIPOM Ha HEJIOCTaThbuHA CEKPELUs
Ha aHTHanypetndeH xopmoH (CHAJIC)

CaMOYGHﬁCTBeHO IIOBCACHUC, MaHU (CBp’bXﬁKTI/IBHOCT, CKavaliy MUCJIM U HaMaJICHa HYy>X/Ja OT
CHH), XaTIOIIMHAIINH, arPECUBHOCT U THSB

“CepOTOHUHOB CHHAPOM ™ (PSAIKO CpeIlaHa PeaKilus, KOSTO MOXKE J1a TOBEJIE 10 YyBCTBO HA
TOJISIMO IaCTHE, CHhHIMBOCT, TPOMABAaTHOCT, OE3MIOKOWCTBO, YCEIaHe 3a ONUSHEHNE, TPECKa,
M3MOTSBaHE WM CKOBAHOCT HA MYCKYJIHTE), TPUTIA BIH

HOBUIIEHO OYHO HAJISTaHE (TJIayKoMa)

BB3MAJICHUE Ha yCTaTa, IosABa Ha APKOUCPBCHA KPbB B U3IIPAXKHCHUATA BI/I, JIomI ObX,
Bb3MajieHne Ha 1e0es10To 4epBo (MPeIM3BUKBAIIIO AUAPHS)

4epHOJPOOHA HEIOCTATHYHOCT, JKBJITO OLBETSIBAHE HA KOKATA WM HA OSUIOTO HA OYUTE
(>KBATEHHIIA)

cuHapoM Ha CTuBBHC-J[>KOHCHH (cepro3HO 3a00IIsiBaHE C IMOAyBaHE HAa KOXKaTa, yCcTaTa, OunuTe U
HIOJIOBUTE OpPTaHM), CEPHO3HA aJlepruuHa peakiiys, KOsITO NPUYUHSBA [10{yBaHEe Ha JINIIETO HIIH
TBPIOTO (AaHTHOETEM)

CIIa3MHU HA YEIIIOCTHUTE MYCKYJIN

IIPOMEHEH MUPUC HA YPUHATA

MEHOIIAy3aJIHU CUMIITOMH, HEOOMYaitHO OT/IEIISIHE Ha KbpPMa IIPH MBXKE HIIH )KESHH

KallUTHIA, XPUTIOBE U 3ayX, KOUTO MOTaT Jia ObJaT NpUAPYKEHH OT BUCOKA TEMIIEpaTypa
NPEKOMEPHO BarMHAJIHO KPBBOTEUEHHE, MAJIKO CJIE PAXKAAHETO (IIOCIEPOAOBO KPbBOTEUCHHUE)
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MHoOro peaku He:keJaHu peakiun (Mo:xe aa 3acerHat 10 1 Ha 10 000 yoBeka)
o BB3MAJICHHE HA KPhbBOHOCHUTE ChIOBE Ha KOXaTa (KOXKEH BaCKYJIUT).

Cno01aBaHe Ha HeXKEeJIAHH PeaKINA

AKO TIOJTyYnTe HAKaKBU HEXEJIaHH JIEKAPCTBEHH PEaKINH, yBegoMeTe Bamms nexap win hapmaienT.
ToBa BKIIIOUBa BCUYKH Bh3MOXKHH, HEOITMCAHH B Ta3H JIMCTOBKA HEXENAaHU peakiui. MokeTe ChIIo aa
CHOOIINTE HEXKENAHN PEeaKIUN JUPEKTHO Upe3 HAI[MOHAIHATA CHCTEMA 32 ChOOIIaBaHe, TOCOYEHA B
[Ipunoxkenune V. Karo cho0riaBare HexXeIaHU PEaKIMK, MOXETE Ja aJeTe CBOS IPUHOC 3a
MoJTyYaBaHe Ha MoBeue MHPOpMaIHsS OTHOCHO 0€30MaCHOCTTA Ha TOBA JICKAPCTRO.

5. Kak na coxpansiBate Jlysokcerun Mylan

Jla ce ChbXpaHsIBa HA MSICTO, HEOCTHITHO 32 Jela.

He usnon3Baiite ToBa JEKapCTBO CJIE CPOKa HAa TOJHOCT, OTOEsI3aH BbPXY KapTOHEHATA OMAKOBKa.
Jla ce chxpaHsBa B OpUTHHAIHATA OMIAKOBKA, 3a JIa Ce MPE/IIa3d OT Biara.

Camo 3a OyTHIKHTE:
Cnen oTBapsiHE /1a ce M3MOI3BAT B paMKUTE Ha 6 Mecena.

He u3xBbpisiTe nexkapcTBaTa B KaHAJIM3alUUsITa WIM B KOHTEWHEPA 3a AOMalllHU oTrnaably. [lonuraiite
Bamus apManeBT Kak jJa U3XbpIIsTe JIeKapcTBaTa, KOUTO BeUe HE M3MO0J3BaTe. Te3U MEPKH IIe
CIIOMOTHAT 3a OIa3BaHE Ha OKOJIHATA Cpena.

6. Cbm,pmalme HAa ONaKOBKaTa U JO0IIbJHUTEC/IHA HH(l)OpMaIIPIH

KakBo cbabpxa yiaokcernn Mylan
AKTHUBHOTO BEILIECTBO € AYJIOKCETHH.
Bcsika karcyna chabpika 30 wim 60 mg qymoKceTHH (KaTo XUIPOXJIOPH/)

Hpyrure cbcraBku ca:
Cvovpoicanue Ha xancyrama: 3axapHu rpaHyIid (3axapo3a, [apeBUYHO HUILECTE), XUIIPOMEII03a,
Makporon, KpocnoBuioH, Taink, 3axapo3a, Xarpomenosa ¢ranar, Juerundranar.

O6sueka na kancyrama: bpuisiatao cuabo (E133), sxxbaT xkenesed okeua (E172) (camo 3a 60 mg),
tutanoB auokcua (E171), xemaTuH ¥ TOAHO 32 KOHCYMHpPAHE 31aTHCTO MacTwiio (camo 3a 30 mQ) win
TOJIHO 3a KOHCyMupaHe 6510 MacTuiio (camo 3a 60 mg).

T'00HO 3a KOHCYMUpaHe 31amucmo MAcCmuo: eIk, TPONUICHTITUKON, KOHIICHTPUPAaH Pa3TBOp Ha
aMOHSIK, XBJIT xkene3eH okcua (E172).

T'oono 3a xoncymupane 6510 Macmuio: MeIUIaK, TPOMUICHTIIUKON, HATPUEB XHIPOKCH]T, TOBHJIOH.
memak (E171).

Kak m3raexna [lynokcernn Mylan n kakBo chabp:ka onaKkoBKaTa
Hynokcetnn Mylan e TBbpaa cTomarHo-ycToiunBa Karncyna. Beska karncyna Jynokcerinn Mylan
CBHABPIKA TENETH TyJTOKCETUH XUIAPOXIOPHU] C TIOKPUTHE 32 3aIUTa OT CTOMAIIHATa KUCEIHNHA.

Hymnokcernrn Mylan ce nipemara B 2 pasaosuanocta: 30 mg u 60 mg.

Kamncynure o 30 mg ca ¢ Henmpo3padyHO CHHBO Karave ¥ HEMpO3pavyHo 0510 TSUI0, C HaneyaTaH
snatuct Haamuc “MYLAN “ mag “DL30 BbpXy Kamadero u TSJIOTO.

Kamncynure o 60 mg ca ¢ Henmpo3padyHO CHHBO Kanade U HENpO3pavyHoO KBITO TSIO, C HarevyaTaH Osu
Haanuc “MYLAN “ nag “DL60* BbpXy Kamaukara u TsUIOTO.
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Hynokcernn Mylan 30 mg e B 6mucrepu, ceabpxantu 7, 14, 28 , 49, 98 u rpymosa omakoBka
cepabppikamia 98 (2 omakosku mo 49) karcyiu, mephopupanu OJIMCTEPH ¢ EAUNHUYHH JO3H, ChIbPKAIIN
7x 1,28 x 1 30 x 1 xannicynu u B Oytuiky, ceappskamu 30, 100, 250 u 500 xarncynu u CylmuTen.
CymuTensT 1a He ce MOTTbIIA.

Hynokcetun Mylan 60 mg e B 6muctepu, chabpxamu 14, 28, 49, 84, 98 u rpymnoBa onakoBka
coappxkamnia 98 (2 omakoBku 1o 49) karcyiu, nepdopupanu OIUCTEPH ¢ STUHUYHH 03U, ChIbPIKAIIH
28 x 1,30x 1 m 100 x 1 xkancynu u B Oytunku, ceaspkamu 30, 100, 250 u 500 kancynu u CymuTen.
CymuTensT 1a He ce MOTTbIIA.

He Bcuyky BHIOBH OMAaKOBKM MOTaT Aa ObJaT IMyCHATH Ha Ta3apa.

IIpuTe:kaTes Ha pa3pellleHHETO 32 YNOTpeda
Mylan Pharmaceuticals Limited, Damastown Industrial Park, Mulhuddart, Dublin 15,
DUBLIN, WUpnanaus

IIpousBoauren

McDermott Laboratories Ltd t/a Gerard Laboratories t/a Mylan Dublin, Unit 35/36 Baldoyle Industrial
Estate, Grange Road, Dublin 13, Upnaumust

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

Mylan Germany GmbH, Zweigniederlassung Bad Homburg v. d. Hoehe, Benzstrasse 1, Bad Homburg

v. d. Hoehe, Hessen, 61352, I'epmanus

3a nonbJIHUTETHA HHOPMAIIHMS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBPIKETE CE C JIOKATHHS
NpPEICTaBUTEN Ha MPUTEKATENsI Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien
Mylan bvba/sprl
Tél/Tel: + 32 (0)2 65861 00

Buarapus

Maitnan EOO/]
Tem: +359 2 44 55 400

Ceska republika
Viatris CZ.s.r.0.
Tel: +420 222 004 400

Danmark
ViatrisApS
TIf: +45 28116932

Deutschland
Viatris Healthcare GmbH
Tel: + +49 800 0700 800

Lietuva

Mylan Healthcare UAB
Tel: +3705 205 1288

Luxembourg/Luxemburg
Mylan bvba/sprl

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

Magyarorszag
Viatris Healthcare Kft.
Tel.: + 36 1 465 2100

Malta

V.J. Salomone Pharma Ltd.
Tel: + 356212201 74

Nederland

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

BGP Products Switzerland GmbH Eesti
filiaal

Tel: +372 6363 052

EM\Gda
Viatris Hellas Ltd
TnA: +30 2100 100 002

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

France
Viatris Santé
Tél: +33437257500

Hrvatska
Viatris Hrvatska d.o.o.
Tel: +385 1 23 50 599

Ireland

Mylan Ireland Limited
Tel: +353 1 8711600

island

Icepharma hf.
Simi: +354 540 8000

Italia
Mylan Italia S.r.l.
Tel: + 39 02 612 46921

Kvnpog
Varnavas Hadjipanayis Ltd
T + 357 2220 7700

Latvija
Mylan Healthcare SIA
Tel: + 371 676 055 80

Norge
Viatris AS
TIf: + 47 66 75 33 00

Osterreich
Arcana Arzneimittel GmbH
Tel: +43 1 416 2418

Polska
Mylan Healthcare Sp. z 0.0.
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: + + 38612363 180

Slovenska republika
Viatris Slovakia s r.o.
Tel: + 421 2 32 199 100

Suomi/Finland
Viatris Oy
Puh/Tel: + 358 20 720 9555

Sverige
Viatris AB
Tel: + 46 (0)8 630 19 00

United Kingdom (Northern Ireland)
Mylan IRE Healthcare Limited
Tel: +353 18711600

IIaTa Ha MOCJIECAHO MpepasrjacKaaHe Ha JJUCTOBKaTa

Ho;[p06Ha I/IH(l)OpMaLII/ISI 3a TOBa JICKAPCTBO € MPEAOCTABCHA HA ye6C3ﬁTa Ha EBpOHGﬁCKaTa arcHIus

1o JiekapcTBata: http://www.ema.europa.eu.
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