NNPUJIIOXEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA



1. HNME HA JIEKAPCTBEHUS ITPOAYKT

PuBacturmun Actavis 1,5 mg TBbpau Karcyiu
PuBacturmun Actavis 3 mg TBbpAM KamncCyiu
PuBacturmun Actavis 4,5 mg TBbpAH KaIcyIi
PuBacturmMun Actavis 6 Mg TBEpAN Karcyiu

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Pusacturmun Actavis 1.5 Mg TBBPAY KaIICYJIA
Bcesika kancyna chabpka puBaCTUTMUHOB XUAPOTEHTAPTAPAT, ChOTBETCTRAI Ha 1,5 My puBacTUrMUH
(rivastigmine).

PuBacturmun Actavis 3 Mg TBbPAM KaICyJu
Bcsika karncymna cbbpika pUBaCTUTMHHOB XUAPOTEHTApTApar, ChoTBeTcTBall Ha 3,0 Mg puBacTUTMUH
(rivastigmine).

Pusacturmun Actavis 4,5 mg TBEpAM Karcyin
Bcesika karcysia ¢habpika pUBaCTUTMUHOB XUAPOTEHTAPTApaT, ChOTBETCTRAII Ha 4,5 MY pUBaCTUIMHH
(rivastigmine).

Pusacturmun Actavis 6 mg TBEDAX KAICyIIn
Bceska Karcyjaa CpAbpiKa pPUBACTUTMUHOB XUAPOTCHTAPTAPAT, CbOTBETCTBAILl HA 6 mg PUBACTUTMHUH
(rivastigmine).

3a IBJIHKUA CIIMCHK Ha ITIOMOILHUTE BEIIECTBA BIKTE ToUuKa 6.1.

3. JIEKAPCTBEHA ®OPMA
TBBpaa karcyna (kamncyma)

Pusacturmun Actavis 1,5 MQ TBEpAM KaICcyJin
[Tourtu 651 10 OIETOKBIT TPax B TBHPJIA KATCyJa € XKbJITa Karmadka | XKbITO TSIIO.

PuBacturmun Actavis 3 Mg TBBpAM Kancyau
[MouTn 6511 10 GIIETOKBIIT Mpax B Karcyiia ¢ OpaHkKeBa Kanayka i OPaHKEeBO TUIO.

Pusacturmun Actavis 4,5 mg TBEpM Karcyim
[ouTn 6511 10 GIIETONKBIT MPax B KAINCYJia ¢ YepBeHa Kanavka U 4epBEHO TLIO.

Pusacturmua Actavis 6 mg TBEPAM KAICyJIn
IToutu Osi1 10 OIETOKBIIT IPax B KANCyJia ¢ YePBeHA Karadyka ¥ OPaHkKeBO TSUIO.

4, KJIWMHUYHHU JAHHHU
4.1 TepaneBTHYHHU MOKA3AHMS
CuUMNTOMAaTHYHO JICYCHUE Ha JIEKa 10 YMEPEHO TeXKa AJXxaiiMepoBa IEMEHIIHUS.

CHUMIITOMaTHYHO JIEYECHHE Ha JIeKa J0 YMCPCHO TECKKa JEMCHI MU IIPU MAITUCHTHU C UANOIIaTUYHA
6oxect Ha [TapkuHCOH.

4.2  Jlo3upoBKa U HAYMH HA MPUJIOKEHHE



Jleuenueto TpsOBa /1a ce 3aMOYHE U J1a Ce CIeU OT JIeKap C ONMUT B JUarHOCTUKATa U JICUEHUETO Ha
AunmrxaiiMepoBa JeMEHITHS I JeMEHITHs, CBhp3aHa ¢ 6onectra Ha [lapkuncon. /luaranosara TpsoBa
Jla ce TIOCTaBHU CHIIIACHO ChBPEMEHHUTE MPETOPbKH. JIedeHneTo ¢ puBacTUTMHH TPsiOBa J1a ce 3aro4YHe
€IMHCTBEHO, aKO MMa YOBEK, KOMTO peJOBHO IIe CIIeU IpreMa Ha JeKapCTBEHUS MPOIYKT OT
MalyeHTa.

ﬂO3I/I[20BKa

PuBacturmun Tpﬂ6Ba Ja Cc€ npujara ABa IIbTU Ha ACH CHC 3aKyCKaTa U BEUCpATa. Kal'Ich'II/ITC Tpﬂ6Ba
Ja C€ norjrpuiaT eiu.

Hauanna oosa
1,5 mg aBa pTH Ha JIEH.

Tumpupane na 0ozama

Havannata no3a e 1,5 mg nBa mbTH Ha JeH. AKO Ta3u J03a € ¢ 1o0pa MOHOCUMOCT CJIe[l MUHUMYM JIBE
CEe/IMHUIIN JISYCHHE, 103aTa MOXKE J]a ce TIOBHIIH 10 3 mg /1Ba IHTH Ha JieH. [locmeapamuTe moBUIIeHNS
1o 4,5 mg u ciex ToBa A0 6 mg Ba IMTH Ha JICH TPsOBa CHINO J1a C€ OCHOBABAT Ha A00para
MMOHOCHMOCT Ha HACTOSIIIATa 1033 M MOTaT Ja c€ OOMUCIIAT Clie]l MUHUMYM JIBE CEIMUIIN JICUESHHUE C
TOBa HUBO Ha J03aTa.

AKo 110 BpeMe Ha JICUCHHETO ce HaOI01aBaT HeXKeIIaHu Peakiiuy (Harmp. rajicHe, TOBphIaHe,
KOpPEMHH OOJIKY WIIH 3ary0a Ha aleTUT), OTCITa0BaHE Ha TETJIO WIIM BJIOIIABAHE HA
EKCTpaNMPaMUIHNATE CAMITTOMH (HATIP. TPEMOP) MPH NAIMEHTUTE ¢ JIEMEHIIUS, CBhp3aHa ¢ 00JIeCTTa
Ha [TapKHHCOH, T MOTAT JIa ce MPEOIONEAT Ype3 MPOMyCKaHe Ha €HA WITH MoBeYe J03U. AKO
HEe)KeJlaHaTa PeaKIlys NMEPCUCTUPA, THEBHATA /1032 TPSOBa BPEMEHHO J1a CE ITOHIKH JIO MPEAX0IHATA
J103a ¢ 100pa MOHOCHUMOCT WJIM J1a C€ CIIPE JICUCHHUETO.

Tlooovporcawa dosa

EdextuBHaTa no3a e 3 1o 6 mg ABa IBTH HA JieH. 3a Ja c€ MMOCTUTHE MaKCHMAaJTHA TepParieBTHIHA
TMoJI3a, MAlMEHTUTE TPIOBa Ja ce MOAIbPKAT Ha Hall-BHCOKaTa oOpe MOHOCUMa J103a.
IIpenopruBanaTa MaKcMMaaHa JHEBHA /1032 € 6 mg Ba IITH Ha JICH.

ITogaeprkamoTo JeUeHne MOXKE J1a CE TPOABIIKH TOKATO Ce HAOII0aBa TepaleBTHYHA 10J13a 3a
maryenTa. 3aToBa KIMHUYHATA T0J13a OT PUBACTUTMHH TPSIOBA JIa ce MPEOIIeHsBa pEIOBHO, 0COOCHO 3a
MalMeHTUTE, JIEKYBaHU C JIO3U 1M0J1 3 mg JIBa TbTH Ha JIeH. AKO ciiesl 3 Mecella JICUEHHE C
MOJITBbpoKala /103a CTENEHTa Ha BJIOIIABAHETO HA CHMIITOMHTE Ha JIEMEHIIUATA Ha MAI[UeHTa He ce
TIOBJIMSBA B OJIAarONpHUsATHA IMOCOKA, JICUCHUETO TPsOBa 1a ce cipe. CnupaHeTo Ha JISYSHUETO TpIOBa
Jla ce 0OMUCIIH U KOTaTo HsMa IMOBEYE JJOKAa3aTeJICTBA 3a TEPAeBTUYCH e(DEKT.

WHauBHIyaTHUST OTTOBOP KM PUBACTHTMUH HE MOJXKE J1a Ce IpeIBHIN. BBIIpeKu ToBa MO-TOJISM
TepaneBTHICH eeKT ce HabOI0aBa MpH MaueHTHTe ¢ 0oJecT Ha [[apkHHCOH ¢ yMepeHo TeKKa
nemennus. [logo0HO Ha ToBa MO-TONsIM e(eKT ce HaOIIr01aBa py NaIMeHTUTe ¢ 0oJIecT Ha
[TapKUHCOH ChC 3PUTEIHU XaTOIMHALUH (BXK. TOuka 5.1).

JleueOuusT eeKT HE € U3CIIeABaH IPH IUIAIEc00-KOHTPOIMPAHH TPOYUBAHHUS C MPOIBIIKUTSTHOCT
noBede oT 6 Mecera.

TlosmopHo 3anousane Ha mepanusi
AKO JICYCHHETO € IPEKbCHATO 3a IIOBEYE OT TPH JIHU, TO TPSOBA Jla ce 3aroyHe OTHOBO ¢ 1,5 mg nBa
I'BTH Ha JIeH. TUTpUpaAHETO Ha J03aTa Clie/l TOBa TPSOBA Jja ce U3BBHPIIBA KAKTO € OMKMCAHO MO-TOpe.

bvopeuno u uepnoopobro yepescoane

He e HeoOxonnMo kopurupaHe Ha 103aTa IpH MAIUEHTH C JIEKO O YMEPEHO TEXKO OBOpEedHO WITH
4epHOAPOOHO yBpexkaane. HezaBrucuMo OT TOBa, MOPaJH MOBHIIICHATA SKCITO3HUIINS TIPH TE3U
TMOITYJIALUY TPSOBA CTPUKTHO JIa CE CIISBAT NPEMOPBHKUTE 32 TUTPUPAHE B 3aBUCUMOCT OT
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WHIUBUIyaTHATA TOHOCUMOCT, Thil KATO MAIMEHTUTE C KIMHUYHO 3HAYUMO OBOPEUHO UITH
YepHOAPOOHO YBPEkKAaHE MOTraT Jia MoayYar MoBeve T0303aBUCHMH HexxeNaHu peakuuu. He ca
MPOYYBaHU MALMEHTH C TEXKKO YePHOPOOHO YBPEKIaHe, HE3aBUCUMO OT ToBa, PuBacTurmMun Actavis
KaICyJid MOXe Jla Ce IpuJjiara B Ta3u MalMeHTCKa MOMyJaius, IpYU CTPUKTHO MPoCieasiBaHe (BK.
Touku 4.4 u 5.2).

Heouampuuna nonynayus
Hsma chOTBETHO MPUIIOKEHUE HA PUBACTUTMUH B TIEIUATPUYHATA MOMYJIAIUS TPH JICYCHUETO Ha
OomecT Ha Amixaiimep.

4.3 IlpoTuBONOKA3aHUSI

CBpBX‘IYBCTBI/ITeJ'IHOCT KbM aKTUBHOTO BC€IICCTBO, KbM APYTU Kap63MaTHI/I IMPOU3BOJHHN HUJIU KbM
HSKOE OT IIOMOIIIHUTE BEIIeCTBa, H30pOCHH B TOUKa 6.1.

[penmecTBaiia aHaMHe3a 32 PEaKIMU HA MSICTOTO Ha MPUJIOKESHUE, HACOUBAIIHM KbM alepruieH
KOHTaKTEH JEPMATUT KbM PHBACTUTMUH IIacTHp (BXK. Touka 4.4).

4.4 ChoeuuajiHu mpexynpexaeHus U NpeanasHu MepKU NMPHU ynoTpeda

YecToTaTa ¥ TSKECTTA HA HEXKEITAHUTE Peakilni OOMKHOBEHO HAPACTRA MPH MO-BHCOKUTE J03U. AKO
JICYCHUETO Ce MPEKBhCHE 3a MOBeUe OT TPHU JIHHU, TO TPsOBA Jia ce 3amouHe OTHOBO ¢ 1,5 mg 1Ba MbTH Ha
JIeH, 32 Jla Ce HAMaJIM BEPOSTHOCTTA 32 HeXKEJIAH! Peakiu (Harp. TOBPBIIaHe).

[Ipu npuarane Ha pUBaCTUTMUH IJIACTHP MOXKE 12 Bb3HUKHAT KOXXHU PEaKLH Ha MACTOTO Ha
NPUIIOKEHNE U OOWKHOBEHO ca JIEKH WIH YMEPEHH IO TeXeCT. Te3u peakiuu He ca caMu 110 cede CH
MIpHU3HaK Ha ajeprusupane. Bee mak, ymorpebara Ha pUBaCTUTMUH IIJIACTHP MOXKE J]a TOBENE 10
aNepruideH KOHTaKTeH JEPMaTHT.

AnepruueH KOHTAKTEH IEPMATUT TPSAOBA J1a CE MOI03UPA, aKO PEAKIUATA HAa MICTOTO Ha MPUIIOKECHUE
€ pa3NpocTpaHeHa U3BbH IPAHUIUTE HA TUIACTHPA, AKO UMa JIAHHU 3a [T0-MHTEH3WBHA JIOKATHA
peaxius (Hamp. yBeIu4aBalll ce EpUTeM, eJIeM, MaIyJIu, BE3UKYJIH) U aKO CUMIITOMUTE HE Ce
MOBIHMSIBAT 3HAYMTEITHO B paMKHTE Ha 48 yaca clie/l mpeMaxBaHe Ha IiacTipa. B Te3u ciydan
JIeYeHneTo TPsAOBa aa ce crpe (Bxk. Touka 4.3).

[TanmeHnTHTE, TIPU KOUTO CE PA3BUAT PEAKIIMH HA MIACTOTO Ha MPWIOKECHIE, HACOYBAIIHA KbM
aJIepruueH KOHTAKTEeH JEPMATUT KbM PUBACTUTMUH IUIACTHUP U KOUTO BCE OILE CE HY>KIAST OT JICUCHUE
C PUBacTUTMUH, CJIeJl OTPHUIIATEIICH TECT 3a aJeprHsl U MOJ CTPOT MEIUIIMHCKH KOHTPOJ, TpIOBa /1a
MIPEMUHAT KBM IIEPOPAITHO JICUCHUE C PUBACTUTMUH. BB3MOXHO € HAKOU MAlMEeHTH, 9yYBCTBUTEITHU
KbM PHBACTUTMHH TIPU €KCIIO3UIIMS HA PUBACTUTMUH TUIACTHD, J1a HE MOTAT Jia IpUeMaT PUBACTUTMUH
10T KakBarto u 1a € opma.

NmMa peaxu mocTMapKEeTHHTOBU ChOOIIEHMSI 3a MAIUEHTH, IIPY KOUTO € Ha0JII0JaBaH ajiepruicH
JepMaTuT (IUCEMHUHUPAH), CIIe/ MPUIOKEHIE Ha PUBACTUTMIH, HE3aBUCUMO OT HAYWHA Ha
TIpUIIOKEHHE (TIepopasieH, TpaHcaepMaieH). B Te3u ciryuan nmedeHnero TpssOBa 1a ce mpekpaTtH (BK.
touka 4.3).

[NanmenTuTe 1 OOrpHKBAILUTE TH TPSOBA 1a OBAAT HHCTPYKTHPAHU.

Tutpupane Ha no3ara: HabnrogaBaHu ca He)XelaHH peakiuu (HaIp. XUIEPTOHUS U XATIOLMHALIMN [TPU
MAMeHTH ¢ AlxaiiMepoBa JIEMEHIHS 1 BJIOIIABaHEe HA EKCTPATUPAMUIHUTE CUMIITOMH, 0COOCHO Ha
TpeMopa, NpH MalUeHTH C ISMEHIIUs, CBbp3aHa ¢ OonectTa Ha [[apKMHCOH) CKOPO Clie/T TIOBHIIIABAaHEe
Ha j103aTa. Te Morar Jia OTTOBOPST Ha MOHMKABAHETO Ha 03aTa. B Ipyru ciyyan puBacTUIMUH € OWIt
npeKbcHaT (BXK. Touka 4.8).



CroManrHo-4peBHU HapyIICHUs KaTo TaJieHe, MOBPBIIAHE U TUapHs, ca T0303aBUCUMHU, U MOXKE Ja
HACTBHIIAT Hali-Bede MPH 3al04YBaHe Ha JISYCHUETO W/WIIK TIOBHINIaBaHe Ha J03aTa (BXkK. Touka 4.8). Tesn
HEXEJIaHW PEaKkllny Bh3HUKBAT Hal-uecTo mpu xeHH. [Ipu marmenTH, KOUTo oKa3Bat MpU3Halu U
CUMIITOMU Ha JICXUApATAIHs, B Pe3YJITAT Ha MPOIBIKUTEIHO TIOBPBILAHE WM TUAPHUs, MOXKE JIa Ce
mpeanpreMaT HHTPABEHO3HH BIIMBAaHUS, HAMAaJsiBaHE Ha J03aTa WK CIIUpaHe Ha TepamusiTa, ako
ObIaT OTKPUTH U JICKyBaHU HaBpeMe. Jlexuapararusara MoXke Ja TOBEJE 0 CEPHO3HH ITOCICICTBHS.

IIpu marmenTure ¢ GonecT Ha AnxaiiMep MOXe J1a ce TOHWXKH TeroTo. IHXuOuTopuTe Ha
XOJIMHECTEpa3ara, BKIIOUNTETHO PUBACTUIMHUH, Ca CBHP3aHHU C OTCIa0BaHe Ha TErJo MPH Te3U
nanveHTH. [1o Bpeme Ha TepanusiTa TpsiOBa a ce CieAM TETJIOTO Ha MalUeHTa.

B ciry4aif Ha TeXKO MMOBPBINAHE, CBEP3aHO C JICUCHHUETO ¢ PUBACTUTMHH, € HEOOXOIUMO J1a ce
U3BBPIIN TOIXOAII0 KOPUTHPAHE Ha J103aTa CIIOpe.l IPEeTmopbKuTe B Touka 4.2. Hskou cirydan Ha
TEXKO MOBPBINAHE Ca CBhP3aHU ¢ PYNTypa Ha XpaHomnpoBoaa (Bxk. Touka 4.8). [Togobuu crouTus
HACTHITBAT 0COOEHO CJe]l TIOBUIIIABaHE HA J103aTa WM MPH BIUCOKU 03U PUBACTUTMHUH.

Yaemxen QT unrepBai, oTUeTEH Ha eNEKTPOKApANOTPaMa, MOKE [1a Bb3HUKHE IIPH HAlUEHTH,
JIEKYBaHHU C OIPEJIEIeHH JIEKAPCTBEHH MPOAYKTH HHXUOUTOPU Ha XOJIMHECTepa3aTa, BKIIOYUTEITHO
puBacTUrMuH. PUBacCTUrMUH MO>Ke 1a MPUUUHH OpagnuKapaus, KOETO € pUCKOB (aKTOp 3a Bb3HHKBaHE
Ha torsade de pointes, npenrMMHO IpH NAMEHTH ¢ APYTH puckoBu dakropu. [Ipenoppusa ce
MIOBHUIIIEHO BHUMAaHUE [IPY IALIMEHTHU C Be4E ChIUIECTBYBAIIO yab/bkaBaHe Ha QT nHTepBana umm ¢
(amuHa aHaMHe3a 3a yabbkeH QT MHTepBa, WM MpH MalMEeHTH C TO-BUCOK PHCK 33 Pa3BHTHE HA
torsade de pointes, HampuMep TakMBa C AEKOMIICHCHUpPaHa ChpACYHA HEJOCTATHYHOCT, CKOPOLIEH
MHOKapJIeH HHPApPKT, OpaauapuTMHA U CKJIIOHHOCT KbM XUIIOKaTUEMHUsI WM XUIIOMarHe3ueMus, Uin
IIPUEMAILH 10 CHIIOTO BPEME JIEKAPCTBEHU IIPOJYKTH, 32 KOUTO CE 3HAE, Ye IPEIAU3BUKBAT
ynbipkaBane Ha QT unrepBana u/unu torsade de pointes. Mosxe cbhII0 J1a ce HAIOKH KIHHUIHO
npocnensBane (EKD) (Bx. Touku 4.5 u 4.8).

TpsibBa 1a ce BHMMaBa ¢ ynorpebara Ha pUBaCTUTMHUH PH MAMEHTH ChC CHHIPOMA Ha OOTHHUS
CHHYCOB Bb3€JI WM HAapyIIEHHS Ha POBOAUMOCTTa (CHHOATpUaJIeH OJIOK, aTPHOBEHTPHUKYJIApEH OJIOK)
(Bk. Touka 4.8).

PuBacturmMmn moxe Ja IMPUYMHA NOBUIICHNE HAa CEKPCIUATA HAa COJIHA KUCEJIMHA B CTOMaxa. TpH6Ba
Ja C€ BHUMaBa MpH JICUCHUC HA MALIUCHTHU C aAKTUBHU CTOMAIITHU UJIU JYOACHAIHU SA3BU WJIN MALITUCHTH
C IpCAUCIIO3UIUA 3a TC3U 3a00IIIBaHUS.

Nuxubutopute Ha XOJIMHECTepa3aTa TPOBa Ja ce MPEIIUCBAT BHUMATEIHO MPH MAIUEHTH C
aHaMHe3a 3a acTMa WK OOCTPYKTUBHO 0e10Ipo0HO 3ab0IsIBaHe.

XOJIMHOMHUMETHUIINTE MOTAT J1a MHIIyIIHUPaT WK Ja TOBEIaT JI0 eK3arepoarust Ha OOCTPYKIUS Ha
MAKOYHUTE ITHTUIIA U TpUTIaapin. [IpenophyBa ce MoBHINIEHO BHUMAHHUE TIPH JICUCHHE Ha TAITUEHTH C
MIPEIUCIIO3UIINS 32 TAKUBA 3a00JIIBaHUSL.

He e u3cnenpana ynorpebara Ha puBaCTUTMUH MPH MAIIMEHTH C TEXKa JeMEHIH npu OonecTTa Ha
Anmxaiimep nunn cBbp3aHa ¢ 6onectra Ha [lapkHHCOH, APyTH BUAOBE AEMEHITUS WU IPYTH TUTIOBE
pa3cTpoiicTBa Ha MaMeTTa (Bh3pacTOB KOTHUTHBEH YIaIbK) U M0 Ta3W IPUYNHA HE CE MPETophIBa
ynoTpebaTa mpu Te3H TPy OT NALUEHTH.

[TomoOHO Ha OcTaHANKTE XOJIMHOMUMETHUI PUBACTHTMUH MOXKE Jla IOBEJIE JI0 eK3arepOalius M Jia
UHIYIPA eKCTpanupaMuaad cumntomu. HabmonaBanu ca BioriaBaHe (BKJIFOUUTEITHO
OpaJMKUHEe3Vsl, IUCKUHE3MsI, HAPYIICHUS Ha II0XO0JIKAaTa) ¥ MOBHUIICHUE HA YECTOTATA HJIH TEKECTTa Ha
TpeMopa MpH MAIMEeHTH C IEMEHIIHS, CBbp3aHa ¢ OosiectTa Ha [lapkuHCcoH (BXk. Touka 4.8). Te3u
pEaKInu ca JIOBEIH JI0 CIIUPAaHE Ha PUBACTUTMUH B HAKOH CIIy4au (HAmp. CIUpaHe MOPaal TPEMOp

1,7 % 3a puBacturmun cupsamo 0 % 3a mane6o). [IpemopruBa ce KITMHAYHO TIPOCIIEAsIBaHE HA TE3U
HEKETIaHU PEaKIIUH.,



CrenuyaiHu nonyJanuu

[Ipu naumeHTHTE ¢ KIMHUYHO-3HAYUMO OBOPEYHO MITH YepHOAPOOHO YBPEKAaHE MOXKE J1a CE TIOSBAT
ToBeYe HeXKeNaH! peakuuu (BK. Touk 4.2 u 5.2). TpsabBa CTpUKTHO /a ce cIria3Bar MPenopbhKUTE 3a
TUTpPUpaHE Ha /103aTa B 3aBUCUMOCT OT HHAMBHIyallHaTa MOHOCUMOCT. [IaliueHTH ¢ TeXKO
4epHOAPOOHO YBpEkKAaHe HE ca Ipoy4BaHH. Bee mak, puBacCTUTMUH MOJXKE /1a C€ TpuiIara npu Tasu
MalKMeHTCKa IOMyJanus, KaTo CTPUKTHOTO MOHUTOPHUPAHE € 3aIbJKUTEIHO.

[Tpu maruenture ¢ TenecHo terio moja 50 kg Moxe 1a ce mosBAT MOBEYE HEXKEIAHU PEAKIIUY U € T10-
BEPOSTHO J]a MPEYCTAHOBAT JICUSHUETO TTOPaJIN HEeXKEIIaH! PEaKI[iu.

4.5 BzaumopeiicTBHe ¢ IPYrd JieKAPCTBEHN MPOAYKTH M APYyru (popMH Ha B3auMoelicTBHe

Karo xonuHecTepazeH HHXHOUTOpP pUBACTUTMUH MOJKE J1a YCHIH e(DEeKTUTE Ha MYCKYJIHUTE
PpeiIaKCaHTH OT CYKIIMHUJIXOJIMHOB THII 110 BPEME Ha aHCCTC3U . HpenoquBa C€ ITIOBUIIICHO BHUMAHHEC
npu n30opa Ha cpeacTBaTa 3a aHecte3us. [Ipr HeoOX0UMOCT MOXKe f1a ce 0OMHUCITH B3MOKHO
KOpPHUT'HpaHe Ha ]03aTa WM BPEMEHHO CITUpaHE Ha JICYCHNUETO.

B®B BpB3Ka ¢ papmakoarnHaMUIHNATE €()EKTH U BH3MOXKHHU 100aBbYHH €()EKTH, pPUBACTUTMUH HE
TpsiOBa J1a ce aBa 3aeJHO C APYTH XOJHMHOMUMETHYHHU BEIECTBA. PUBaCTUTMHUH MOXe Ja IOBJIHSC
JIEHICTBHETO HAa aHTUXOJMHEPTHYHUTE JIEKAPCTBEHHU MPOTYKTH (HATP. OKCUOYTHHWH, TOJITEPOINH).

IIpu cbBMecTHA yroTpeba Ha pa3uvHu OeTa OJIoKepH (BKIFOUUTETHO aTEHONOJ) U PUBACTUTMUH CE
chOOMIaBaT T00aBBYHH e(PEKTH BOACIIN A0 Opamukapaus (KOSITO MOXKE J1a JIOBEE 0 CHHKOII).
OuakBa ce ChbpJeUHO-ChA0BUTE OeTa OI0KepH Ja ObAAT CBBP3aHHU C IMO-TOJISIM PUCK, HO UMa MOIy4YeHU
CHOOLICHNUS U OT MALMEHTH, U3MION3BaIIU Apyru Oerta 6inokepu. [lopanu Ta3u npuuuHa € HEOOXOAUMO
MOBHUIIICHO BHUMAHUE MPU TIPUJIaraHe Ha PUBACTUTMUH ¢ OeTa GJIOKepH | APYTH CPECTBA, BOJACIIN JI0
Opanukapaus (aamp. kiac [l anTuapuT™MUIHE CpeACTBa, KAIIMEBH aHTATOHUCTH, TUTHTATINCOBH
TJIMKO3HUIU, TUIIOKAPTIMH).

Toii kKaTo OpaguKapaAnATa MPEACTABIsIBa PUCKOB (hakTop 3a passuThe Ha torsades de pointes,
KOM6I/IHI/IpaHeTO Ha pUBACTUIMUH C JICKAPCTBCHU MPOAYKTHU, KOUTO MOTraT Ja NpCAUu3BUKaAT
yaeipkaBane Ha QT mHTepBana wiu torsades de pointes, kaTo HampuMep aHTHIICHXOTHUIIM, HaII.
HAKOU (PeHOTHA3UHU (XJIOPIIPOMA3HH, JICBOMENPOMa3nH), OeH3aMUIH (CYIUPUL, CYITOIPH,
aAMHUCYJIIPU/I, THATIPUJI, BEPATHITPHU]T), TUMO3H/I, XAITONEPHIO0I, APOIIEPHIOIN, U3AMPH]I, IIUTATIONPAM,
I eMaHmI, EPUTPOMHMIIHH 1.V., XalTo(haHTPUH, MU30JACTHH, METAI0H, TIEHTAMHUIHH 1
MOKCI/I(i)JIOKcaHI/IH, Tpf[6Ba Jla CTaBa IIpU MOBHUIICHO BHUMAHUE, KATO MOKE /1a C€ HAJIOXKHU U KIIMHUYHO
monutopupane (EKT).

He e nabmonaBano ¢papMakOKMHETHYHO B3aUMOJCHCTBUE MEXIY PUBACTUTMUH U JUTOKCHH,
BapdapuH, 1uazenaM Wik (GpIyoKCeTHH IIpHU NpOy4BaHUs ChC 3apaBu noOpoBoy. [loBumennero Ha
MPOTPOMOMHOBOTO BpeMe, MPEAU3BUKAHO OT BapdapHH, HE Ce MOBIHABA OT IPUIIOKECHUETO Ha
puBacturmMuH. He ca HaOmogaBanu HexxelnaHu eeKTH BbPXY Chp/ICYHATA TPOBOJUMOCT CJIE]T
CHBMECTHOTO MPUIIOKEHNE Ha TUTOKCUH M PUBACTUTMUH.

CobriracHo JaHHUTEC 3a MeTaboau3Ma Ha pHUBACTUTMUH METa0OJUTHHUTE BSaHMOHeﬁCTBHﬂ C Apyru
JICKAPCTBCHU NPOAYKTH U3ITICIKAAT MAJIKO BEPOSATHU, BBIIPCKHU Y€ TOM MOXeE Ja I/IHXI/I6I/Ipa
MCIUHpaHusa OT 6YTI/IpI/IJ'IXOJ'II/IH€CTCpa3aTa MeTaboIU3bM Ha ApYyru BEUICCTBA.

46 @epTHauTeT, )PEMEHHOCT U KbPMeEHE

bpemennoct

[Ipu GpeMeHHM KUBOTHH PUBACTUTMHUH M/WJIM METa0OIMTUTE IPEMHUHABAT IIpe3 IutaneHraTa. He e
M3BECTHO J]aJIi TOBA Ce CIy4Ba M MpH XopaTa. HsiMa KIMHUYHY JaHHU 3a Cllydau Ha €KCIIO3UIHUS PU
opemenHoct. [Ipn nepu-/mocTHaTaIHU IPOYYBaHMS IPH ITBXOBE ce HAOII01aBa yBEIUUYCHHE Ha



TeCTAallMOHHOTO BpEME. PuBacTurmMus He Tp;{6}3a Ja CC U3MO0JI3Ba IpU 6pCMGHHOCT, OCBCH B cnyqaﬁ Ha
KaTCropnu4Ha H€O6XO,Z[I/IMOCT.

Kspmene

[Ipu )KUBOTHM PUBACTUTMHH Ce€ EKCKpeTHpa B MIISIKOTO. He e M3BecTHO, ay pUBaCTUTMHH CE
€CKpeTHpa B KbpMaTa. 3aTOBa JKEHUTE Ha JIEYCHNUE C PUBACTUTMUH HE TPsiOBa 1a KbPMST.

PepTunurer

Hsma HabnroaBaHy HexkenaHu e(heKTH Ha pUBACTUTMUH BBPXY (DEpTUIIUTETA MM PEIIPOAYKTHBHATA
CITOCOOHOCT TIPH TUTBEXOBE (BXK. Touka 5.3). EQexTuTe Ha puBacTUTMUH BHPXY (GEPTHIUTETA IPU XOpa
ca HEU3BECTHHU.

4.7 EdekTn BbpXy CIOCOOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHA

Bonectra Ha AmrxaiiMep MOKe J1a TIPUYUHU TIOCTEIICHHO HapyIIaBaHe Ha CIIOCOOHOCTTA 3a modupaHe
WJIH J]a KOMITPOMEHTHpPA CIIOCOOHOCTTA 3a paboTa ¢ MammHu. OCBEH TOBa, pPUBACTUTMUH MOXKE J1a
MIPUYUHA 3aMassHOCT W CHHJIMBOCT TJIaBHO MIPH 3all0YBaHe HA JICUEHUETO MIIM TIOBUIIIABAHE HA J103aTa.
B pesynraT Ha TOBa, pUBaCTUTMUH TIOBIUSBA B MaJIKa WK B YMEPEHA CTEIICH CIOCOOHOCTTA 32
modupane u pabora ¢ MmamuHu. ClieZIOBaTEIHO, CIOCOOHOCTTA HA TTAIMEHTUTE C IEMEHIUS, KOUTO ca
Ha JICUCHHE C PUBACTUTMHUH Ja IPOIBIDKAT J1a O(UpAaT Uil padoTAT ChC CIOKHU MalIUHU, TPIOBa
PEIOBHO Ja ce To/yIara Ha OIIEHKa OT JIEKYBAIIH JIEKap.

4.8 HexenaHu JeKaPpCTBEHH PeaKIUU

00001eHne Ha npodia Ha 0e30MacCHOCT

Haii-uecto noknaaBanute Hexxenanu peakuuu (HJIP) ca ctomaniHo-upeBHH, BKITIOYBAIIHU TaICHE
(38 %) u moBpbiIane (23 %), 0coOeHO 1Mo BpeMe Ha TUTpUpaHe Ha jo3ara. JlokasaHo e, ue
MaOUEHTKUTEC, Y4aCTBAJIM B KIIMHUYHU IIPOYYBaHHA, Ca MMO-CKJIIOHHHU OT MBXKXETE KbM CTOMAIIIHO-
YPEBHU HEKEJIAHU PEAKIIMU U OTCIIa0BaHE HA TETJIO.

Tabnuuuo OpeaCTaBAHC HA HCXKCIIAHUTC PCAKIIMN

Hexenanute peaxmym B Tabmuma 1 u Tabnuma 2 ca u3dpoenn cpriaacao MedDRA — o cuctemo-
OpraHHHU KJIaCOBE M IO uecToTa. Kareropuure 4eCTOTH Ce ONPECIIAT ChIJIACHO CileIHATa KOHBEHITHUS:
mHoro uectu (> 1/10); uectu (> 1/100 g0 < 1/10); Heuectu (> 1/1 000 g0 < 1/100); peaxu (> 1/10 000
10 < 1/1 000); muoro peaxu (< 1/10 000); ¢ Hen3BecTHA YecTOTA (OT HANUYHUTE JTAHHU HE MOXKE J1a
Obllc HAaIIpaBeHa OIICHKA).

Cw0panu ca chOO0IIEHHUS 32 CISAHNUTE HEeKENaH! peaklnu, n30poenu no-aony B Tabmuna 1, mpu
MalMeHTH ¢ AJxaiMepoBa JeMEHIHS, JIEKyBaH!U C PUBACTUTMHH.

Ta6anna 1
Nudexuun u nundecranumn
MHoro penku YpuHapHa nHpeEKIHs
Hapyumienuss Ha MmeTa00/143Ma U XPaHEHETO
MHoro uectu AHopekcus
Yectu Hamanen anerur
C Heu3BecTHa 4ecToTa Jexunparanus
IecuxnyHu HApYIIEHU S
Yectun Kommapu
Yectu AKUTHUPAHOCT
Uectu OOBpraHOCT




Yectu TpeBoxHOCT

Heuectn bes3cvane

Heuectn Henpecus

MHoro penku XamouuHaluu

C Heu3BeCTHA YeCTOTa ArpecuBHOCT, 6€3MOKOICTBO
Hapyuienusi Ha HepBHATa cUCTeMa

Mmuoro yectu 3amasiHOCT

Yectun I'maBo6omue

Yectu CBHHIMBOCT

Yectu Tpemop

Heuectu CuHkon

Penxu [Tpunangsun

MHoro penku ExcrpanmupamMuaau CHMIITOMH (BKITIOYUTEITHO

BIIOIIaBaHe Ha OosecTTa Ha [lapkuHCOH)

C Heu3BecTHa 4ecToTa I[TneBporoTonyc (,,Pisa” cunmpom)
CbpaeyHy HAPpYIIEHUSs

Penxm CreHokapaus

MHoro penku CopaedyHu apuT™MuH (Hamp. Opaaukapiavs,

aTPHOBEHTPHKYJIAapeH OJIOK, IPEACHPAHO
MBKACHE U TaXUKapIus)

C Heu3BeCTHA Y€CTOTa CunzipoM Ha OOJTHHUSI CHHYCOB BB3EI
CbaoBu HapylIeHHs
MHoro peJiku XunepToHus
CTomMalIHO-4YpeBHU HAPYIIEHHUS
MHoro yectu I'anene
MHoro uectu [ToBppiIane
MHoro uectu Huapus
Yectu Kopemuu 6onku u aucriencust
Penxu CroManriu u IyoJIeHaIHH SI3BU
MHoro penku CToManiHo-4YpeBHU KPbBOU3IUBU
MHoro penku [Tankpeatut
C Heu3BecTHA YecToTa Hskou cimyuau Ha TEXXKO MOBpBILAHE CE€ CBBP3BAT

C pynTypa Ha XpaHonpoBoJa (BX. Touka 4.4).

XenaToOMIMAPHU HAPYIIEHUSA

Heuectn [ToBumenn gepHOAPOOHN (HYYHKIIMOHATHHA
MOKa3aTeNn
C HeusBeCcTHA 4ecToTa XenaTur
Hapyuienusi Ha KoKaTa U MOJAKOKHATA
ThKaH
Yectu Xunepxuaposa
Penxu O6puB
C HenW3BeCTHA YeCTOTa Copberx, alepruieH JepMaTUT (IUCEMIHIPAH)

O0mm HapyuieHus ¥ e)eKTH HA MACTOTO
HA MPUWJIOKEHHE

Yectun YMopa u acteHust

Yectu Hepaznonoxenue

Heuectu [Tpunagbk
HN3cnenBanus

Uectn 3ary0a Ha Terjio

[Ipu puBacTHIMHH TpaHCAEpMaJieH TUIACTHD Ce HAaOII0IaBaT CIeIHUTE JOITBITHUTSITHH HeXETaH!
peakuuu: IeIupuyM, TUPEKCHs, HaMaJleH aleTuT, ypuHapHa HTHKOHTUHEHIIYS (4eCTH), ICMXOMOTOpHA
XUMEPAKTUBHOCT (HEUESCTH ), EPUTEM, YPTUKAPHUS, MEXYPH, allepPTUYUCH IePMATUT (C HEU3BECTHA
YeCcToTa).

Ta6m/1ua 2 IIOKa3Ba HEXKCIAHUTE pcaknuu, C’BO6].LIaBaHI/I IIpy MalMueHTHU ¢ ACMCHIM A, CBbp3aHa C
Oonectra Ha HapKI/IHCOH, JICKYBAaHHU C pUBACTUT'MHH KaIlCyJIH.
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Taoauna 2

Hapymenns Ha MeTa00JIM3Ma U XPaHEHeTO

Yectu Hamanen anetur
Yectu Hexunparanus
IcuxuyHu HapymIeHust
Yectn bes3cvane
Yectun TpeBoxkHOCT
Yectu be3nokoicTBO
Yectu 3pUTETHN XATIOIUHALIUH
Yectun Henpecus
C HeM3BECTHA YE€CTOTa ArpecuBHOCT
Hapyuienusi Ha HepBHATa cUcTeMAa
MHoro dectu Tpemop
Yectu 3amasiHOCT
Yectu CBHIMBOCT
Yectn I'nmaBoOomaue
Yectn Bonect na [TapkuHCOH (BiIOIIaBaHE)
Yectu Bpanuknnesus
Yectu Huckunesus
Yectu XUMMOKHHE3N
Yectu Purugnoct tan “3p04aTo Kojeao”
Heuectu Hucronus

C HEeHM3BECTHA YECTOTA

[TnesporoTonyc (,,Pisa” cuHIpOM)

Cobpaeynn HapylIeHHUsI
YectHn
Heuectu
Heuectn
C HeM3BECTHA YECTOTA

bpanuxapaus

[IpenchbpaHOo MBKACHE
ATpHOBEHTpUKYIAaTEH OJIOK
CuHzpoM Ha OOJTHHUS CHHYCOB BB3eI

CbaoBu HapylIeHHUsA

Yectu XunepToHus

Heuectn XHUIIOTOHMUS
CToManIHO-YpeBHU HAPYIIEHUSA

MHoro yectu T'anene

MHoro yectu [ToBpbiiane

Yectun Huapus

Yectu Bonka B kopema u nucrencus

UYectn Xunepcaaupanus
XenaToOuIMAPHU HAPYIIEHUSA

C Hem3BecTHA YeCTOTa XenaTur
HapymeHnus Ha Ko:KaTa U MOJKOKHATA
ThKaH

Yectun Xunepxuipos3a

C Hen3BecCTHA YecToTa

Anepruyex iepMaTuT (TUCEMUHUPAH)

OO0mu HapymeHus ¥ e)eKTH HA MIICTOTO
HA MPUWJIOKEHHE

MHoro uectu

Yectn

Yectn

Uectun

Konanc

YMopa u acteHust
Hapymienus Ha moxoakara
ITapkuHCOHOBA MOX0/IKa

CrenHaTa TOBITHATENTHA HEXeIaHa peakiys ¢ Oria HabrolaBaHa Py MPOYyYBaHe MU MAIUEHTH C
JIEMEHITHsI, CBbp3aHa ¢ OosectTa Ha [lapKuHCOH, TeKyBaHU ¢ pUBACTUTMHH TPaHCAECPMAJIeH TUTaCTHD:

BB30yIa (decTn).




Tabnuua 3 mocouBa O6pos ¥ MPOLIEHTA Ha MAMEHTUTE OT CIEHUPUIHOTO 24-CEIMUYHO KIMHUYIHO
NpOYYBaHe, IPOBEACHO C PUBACTUTMHH IIPU MALMEHTH C JEMEHIN, CBbp3aHa ¢ 00jecTTa Ha
[MapkuHCOH, ¢ ipeABapHUTENHO Ac)UHUPAHH HEXKENaHU CHOUTHS, KOUTO MOTAT Jia OTpa3sBaT
BJIOLIABAHE HA CUMIITOMUTE HA MIAPKHUHCOHU3MA.

Ta6auma 3

IIpexBapuTtenHo nepMHUPAHN HeXKeJAHH CHONTHS, Pusacturmun Inane6o
KOHMTO MOTAT a 0TPA3siBAT BJIOLIABAHE HA n (%) n (%)
CMMIITOMHUTE HA NAPKUHCOHM3MA NMPH NANUEHTH ¢

JAeMeHIHs1, CBbp3aHa ¢ 6oJiectTa Ha [lapkuHCOH

OO01110 U3CIIeABaHN MMAIHEHTH 362 (100) 179 (100)
001110 MANKEHTH ¢ IpeaBapuTenHo aeduaupann HC 99 (27,3) 28 (15,6)
Tpemop 37 (10,2) 7(3,9)
IMpunaask 21 (5,8) 11 (6,1)
Bonect Ha [TapkuHCOH (BIIOILIABaHE) 12 (3,3) 2(1,1)
XwurepcanuBamnus 5(1,4) 0
Hduckunesns 5(1,4) 1(0,6)
I1apKMHCOHU3BM 8(2,2) 1(0,6)
XUIIOKHUHE3US 1(0,3) 0
Hapy1ienue Ha qBHKEHUETO 1(0,3) 0
Bpanukunesus 9(2,5) 31,7
JucToHMs 3(0,8) 1(0,6)
IMaromornyHa MoxoaKa 5(1,4) 0
MycKysHa PUTHIHOCT 1(0,3) 0
Hapyiuenre Ha paBHOBECHETO 3(0,8) 2(1,1)
MyCKyIHO-CKeIETHA CKOBAHOCT 3(0,8) 0
Purnamoct 1(0,3) 0
MortopHa auchyHKIHS 1(0,3) 0

CrpoO11aBane Ha MOJO3MPaHU HEKEIaHU PEAKIINHU

Cro0I11aBaHeTo Ha TIOI03UPAHU HEXKEIIAHU PEaKIIUU CIie/l pa3pelaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
NPOIYKT € BaykHO. TOBa MO3BOJISABA J1a TIPOIBIKU HAOIIOJICHUETO Ha ChOTHOIICHUETO TOJI3a/PUCK 32
JICKapCTBEHUS MPOayKT. OT MEAUIIMHCKUTE CIIEIHAIMCTH CE€ U3UCKBA Ja ChOOIIaBaT BCAKA
M0I03UpaHa He)KEIaHa PeaKilys Ype3 HaIl[MOHAIHA CUCTeMa 3a ChOoOIaBaHe, MOCOYCHA B

[punoxenue V.

4.9 Ilpepo3upane
CuMnoTomMu

[ToBedeTo ciayyau Ha CiIydaliHO IIPEIO3UPAHE HE Ca CBbP3aHH ¢ KIMHUYHU MPU3HAIM U CUMITOMH U
MOYTH BCUYKHU 3aCETHATH MALMEHTH MPOIBJDKABAT JICUCHUETO C PUBACTUTMHH 24 daca clie]
MIPEI03NPAHETO.

Cro01maBany ca CiIy4au Ha XOJHHEPTH4YHA TOKCHYHOCT ChC CUMIITOMH, KOUTO Cc€ Ha0JII0JaBatT Mpu
YMEPEHO MyCKapHHOBO OTPABAHE KaTo MU03a, 3a4€PBABaHE HA JIUIIETO, XPAHOCMUIIATENTHN HApyILICHHS,
BKJIFOUMTENIHO KOpeMHa 00JIKa, rajieHe, IOBPBIaHe U quapus, Opaauxapaus, OpoHXocnasbM U
MOBUIIICHA OPOHXHAIHA CEKPEInsl, XUTIEPXUIIPO3a, HEBOJIHO YPHUHUPAHE H/WIH Jie(eKaliusi, TaKpruMaIus,
XUIIOTOHHUS U TIOBULIEHO CIIFOHOOT/CIISHE.

B no-TexxkuTe cirydan Morar Jia ce MosIBAT U HHKOTHHOBU €(DEeKTH KaTo MyCKyJIHa cllaboCT,
(acuuKynanyy, rbpYOBE U PECIIMPATOPEH apecT, C Bb3MOXKEH JIETaJIeH H3XO/I.

OcBeH TOBa MMa MOCTMAPKETHHTOBH CITy4ad Ha 3aMastHOCT, TPEMOP, TTIaBO0OJIHE, CHHIINBOCT,
00BPKAHOCT, XUIEPTOHUS, XATIOIUHAIIMN U 0010 HePa3MoJIOKEHHUE.
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https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

Jleuenune

TBit KaTO pUBACTUTMHUH HMa IUIA3MEH MOIY>KUBOT OT OKOJIO 1 Yac ¥ MPOABIDKUTEITHOCT Ha
MHXHOHMpaHe Ha alleTHIXOIMHECTepas3ara OT OKoJIo 9 yaca, mpenopbyBa ce MpH CIydau Ha
ACUMIITOMATUYHO MPCA03UPaAHE J1a HE CC IpuJiara JOIMMbJIHUTCIIHA J03a pUBACTUTMUH IIPE3
cienpamute 24 gaca. AKO MPEIO3UPAHETO € CHITPOBOJICHO OT TSXKKO TaJIcHEe U MOBPBINaHe, TPIOBa 1a
ce 00chau ynorpebata Ha anTHeMeTHIH. [Ipu Hyx1a TpsOBa 1a ce mpeanprueMe CHMIITOMATHIHO
JIeYeHUE 32 OCTAHAJINTE HEXKEeTIAaHH PEaAKIIHH.

ITpu 3HAYMTETHO MpPEI03UPaHe MOXKE Jia C€ M3I0J3Ba aTporkH. [IpenoppuBa ce HadaiHa 103a OT
0,03 mg/kg unTpaBeHO3CH aTPOIUH CyJI(AaT C MOCIEABAIIH 03U B 3aBUCUMOCT OT KJITMHHYHHS
otroBop. He ce mpenoppuBa yrnorpebara Ha CKOMOJIAMHUH KaTO aHTHJIOT.

5.  ®APMAKOJIOTMYHU CBOMCTBA
5.1 dapmakoaMHAMUYHHU CBOHCTBA

dapMakoTepaneBTUYHA IpyIa: ICUXOaHANENTUIIHN, aHTHXoMuHecTepasHu npoaykTu, ATC xox:
NOG6DAO03

PuBacTurMuH € HHXUOUTOP Ha alleTHII- U Oy TUPHUIXOJIMHECTEPA3UTE OT KapOaMaTeH THII, 32 KOMTO ce
CYHTA, Ye YJIECHSBA XOJMHEPIHYHATa HEBPOTPAHCMUCHS upe3 3a0aBsHe pa3rpakKIaHeTo Ha
aIleTUIIXOJIMHA, OCBOOOACH OT (DYHKITMOHAIHO MHTAKTHUTE XOJIMHEPTHIHA HEBpOoHH. ClIeTOBATEIHO,
PUBAaCTUTMUH MOXE J]a UMa OJIaronpusTeH ePeKT BbPXY XOJUHEPTHUHO MEAMUPAHUs KOTHUTUBEH
JIeUIHT IPpH JEMEHIIUs, CBbp3aHa ¢ OoJjiecTTa Ha Anxaiimep wim ¢ 6osectra Ha [lapkuHCOH.

PuBacTurmMuH B3aMMOZEHCTBA C MIPULICIIHUTE CH3UMHU Upe3 00pa3yBaHe Ha KOBAJIEHTHO CBBP3aH
KOMIIJIEKC, KOMTO BpEMEHHO MHAKTUBUpA eH3umute. IIpu 31paBu Miuaau Mbxe nepopaaHara 103a OT

3 mg noHmxaBa akKTHBHOCTTA Ha areTuixoiuHectepasapara (AChE) B nepedpocnuHamHaTa Te4HOCT €
npubnuzutento 40 % npe3 mepBute 1,5 yaca cnex npuiIoKeHNeTo. AKTUBHOCTTA HA CH3MMa Ce
BPBIIa 0 U3XOIHOTO HUBO OKOJIO 9 4aca ciiell HIOCTUI'aHe Ha MaKCUMAJIHUS MHXuOuTopeH edexr. Ilpu
nanueHTu ¢ 6osect Ha Anxaiimep naxuoupanero Ha AChE B nepedpocnnHanHara TE4HOCT OT
PUBACTUTMUH € 10303aBUCUMO 10 6 mg ABa ITbTH JHEBHO, KOATO € Hali-BUCOKaTa MPOYyYBaHa J103a.
WNuxubupaneTo Ha akTUBHOCTTA HA Oy THPUIXOJMHETepas3ara B iepedpocnHagIHaTa TeYHOCT IpU

14 narmmenTu ¢ 6omecT Ha Anmxaiimep, TIeKyBaH! ¢ pUBAaCTHTMUH, € cXOAHO ¢ ToBa Ha AChE.

Knnandau npoyuBanust npu AJxaiiMepoBa JIeMEHIIHs

EdukacHoCcTTa Ha pUBACTUTMHH € YCTAHOBEHA Ype3 U3II0JI3BaHE Ha TPH HE3aBUCHMHU, 00J1acT
crienupUIHH, OLIEHBYHH TTOKa3aTelsl, KOUTO CE ONPEIeISIT Ha IEPHOJMIHN HHTEPBAJIHU 110 BpeMe Ha 6-
MeceuHuTe nepuoan Ha euenue. Tyk ce BkimouBaT ADAS-Cog (Ckana 3a orieHka Ha 6oJiecTTa Ha
AnnxaiiMep — KOTHUTHBHa mojickana [Alzheimer’s Disease Assessment Scale — Cognitive subscale],
n3MepBaHe Ha KOTHUTUBHATA (QYHKIHSA, Bb3 OCHOBa Ha noBenennero), CIBIC-Plus (Ouenka Ha nexapst
3a TIOJIO’KHTEITHA ITPOMSIHA, Bb3 OCHOBA Ha MHTepBIO ¢ manuenTta [Clinician’s Interview Based
Impression of Change-Plus] - o611 1s710CTHa OlleHKa Ha MAIMeHTa OT M3CJIe0BaTels, BKIFOUBAIA
npuHOCa Ha oka3Bamaro rpwku juie) u PDS (Ckana 3a mporpecus Ha BioaBaHero [Progressive
Deterioration Scale] - orienka ot cTpana Ha OKa3Bal[OTO MPHKH JTUIIE Ha €XKeTHEBHUTE IEHHOCTH,
BKJIFOYMTEITHO JIMYHATA XUTHCHA, XPAHEHETO, 00JIMYaHeTo, TOMaKHHCKaTa paboTa KaTo rmazapyBaHe,
3ama3BaHe Ha CIIOCOOHOCTTA 32 OPHEHTUPAHE B OKOJIHATA Cpelia, KAaKTO M Y4acTHe B JACHHOCTH,
CBBP3aHH ¢ (UHAHCOBHU BBIIPOCH,  T.H.).

WzcnenBannte manuenTd uMaT MMSE (MHUHMMaIEH TIperiie Ha ICHXUIHOTO ChCTOSHHUE) CKOP OT
10-24.

Ha Tab6nuna 4 mo-g0my ca JaJieHu pe3yiITaTuTe OT MAUEHTUTE C KIMHUYHO 3HAYUM OTTOBOP,
oOeIMHEH! OT JIBE MTPOYYBaHUs C T'bBKaBa J03a, OT OO0 TPU OCHOBHH 26-CEIMUYHH MHOTOLICHTPOBHU
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NPOYYBaHUS [IPU MAIMEHTH C JIeKa JI0 YMEPEHO TexKa AxaiiMepoBa neMeHnus. Kimmauano
3HAYMMOTO MOAOOPEHUE TIPH TE3U MPOYUBaHHUs € JeuHupaHo a Priori kato mogoOpeHHe ¢ MoHe
4 toukn mo ADAS-Cog, nogobpenne no CIBIC-Plus, i mone 10 % nogo6penune o PDS.

OcBeH TOBa, Ha chlaTa Tabauia e npeacraBeHa post hoc nepuHunKATa HA OTrOBOpa. Bropnunata
JneguHUIMA Ha 0TTOBOpa n3uckBa nogoopenne no ADAS-Cog ¢ 4 ToukH Win oBeye, JUca Ha
BiomaBane 1mo CIBIC-Plus u nmunca Ha Biomasane o PDS. Cpennata neiictBurenHa qHeBHA 03 3a
OTrOBOPHUIIUTE MAIIMEHTH B rpynara Ha 6 - 12 mg, ciopex Ta3u negunumms, € 9,3 mg. BaxHo e na ce
0TOETIeKH, Ye CKAIMTE, U3MOI3BaHU IIPH TOBA MOKa3aHUe, Ce pa3inuyaBaT U AUPEKTHUTE CPaBHEHHUS Ha
pe3yiITaTUTE 3a Pa3InYHUTE TEPATIeBTUYHHU CPEJICTBA HE CA BAJUIHHU.

Tao6auna 4

IanueHTH ¢ KIMHUYHO 3HAYUM 0TroBop (%)

Intent to Treat rpyna IlociieqHO OCBHUIECTBEHO
Ha0J/II0JIeHH e CJIe]] TOBa
Msipka 3a 0TTOBOP PuBacturmun | Ilnaune6o | PuBacturmun Ilnane6o
6-12 mg 6-12 mg
N=473 N=472 N=379 N=444
ADAS-Cog: monobpenue ¢ 21%** 12 25%*** 12
Hal-Manko 4 TOYKU
CIBIC-Plus: mogobpenue 29**F* 18 3J2*** 19
PDS: nomoOpenue ¢ Haii- 26*** 17 30*** 18
masiko 10 %
[MonoOpenue c Hail-manko 10* 6 12%* 6
4 touku mo ADAS-Cog 6e3
siomasane mo CIBIC-Plus
u PDS

*p<0,05, **p<0,01, ***p<0,001

KnvHuyHY npoyYBaHus Ipy JEMEHITUS, CBhp3aHa ¢ OosiectTa Ha [lapKUHCOH

EdukacHocTTa Ha pUBaCTUTMUH MTPH JEMEHIIUS, CBBbp3aHa ¢ OoJiectTa Ha [lapkuHCOH, € moKa3aHa nmpu
eHO 24-ceIMIYHO MHOTOIIEHTPOBO JIBOMHOCIIAIIO, I1arie00-KOHTPOJINPAHO OCHOBHO MPOYYBaHEe U
HeroBaTa 24-ceIMUYHA OTKPHTA pasmupeHa ¢asa. [lanuenTure, yqyacTBaan B TOBa MPOyYIBaHE, UMAT
MMSE (MuHHUMAaJCH Mperiie]] Ha ICUXUIHOTO CheTosiHue) cKop oT 10-24. EduxacHocTTa €
YCTaHOBEHA Upe3 U3IOJI3BaHe Ha JIBE HE3aBHCHUMU CKAJI, KOWTO Ca OIICHSBaHU Ha PEIOBHU MHTEPBAIN
0 BpeMe Ha 6 MeceUHUs TTepHoT Ha JICUSHUE, KaKTOo € moka3aHo Ha Tabnuma 5. [To-momy: ADAS-Cog
— MsIpKa 3a KOTHUTUBHATa PyHKIus, u 1s1ocTHata oienka ADCS-CGIS (KoonepaTtusHo mpoyuBaHe
Ha O6onectTa Ha Amnixaiimep — L{su10cTHO BrieyaTieHUE Ha KIMHUIIMCTA 3a IPOMSHATA).

Taéanna 5

JleMeHIusi, CBbpP3aHa ¢ ADAS-Cog ADAS-Cog | ADCS-CGIC ADCS-CGIC
0osectra Ha IlapKuUHCOH PuBacturmun | Ilnane6o PuBacturmun | Ilnane6o

ITT + RDO nonmynamus (n=329) (n=161) (n=329) (n=165)
Cpemno m3xoano uuBo = CO | 23,8 £ 10,2 24,3 +10,5 HETIPWIOKUMO | HEMPIIIOKHMO
Cpenna npomsiHa Ha 24-Ta 2,1+8,2 -0,7+75 38+14 43+15
cenmuna = CO

Kopurupana paznuka B

JleYeHHEeTOo 2,88 HENPUIIOKHUMO
p-CTOMHOCT CHpsMO IIare0o <0,0(|)1l 0,007%
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ITT - LOCF nonynauust (n=287) (n=154) (n=289) (n=158)
Cpenno usxonno Huso + CO | 24,0 = 10,3 245+ 10,6 HENPUIIOKUMO | HEMPUIIOKUMO
Cpenna npomsiHa Ha 24-Ta 25+84 -08+7,5 3,714 43+15
cenmuna = CO

Kopurupana paznuka B

Jle4eHHeTo 3,54 HENPUIOKUMO
p-CTOMHOCT CHpsMO IIare0o <0,0(|)1l <0,|0012

! Bx3 ocHoBa Ha ANCOVA ¢ BHJIa JICUCHHUE U IbPKABATA KaTo (PAKTOPH, ¥ H3XOJHOTO HA HUBO
ADAS-Cog kato koBapHallMOHHA MPpOoMeHIIKBa. [10J0XXKUTETHUTE TPOMEHH 03Ha4YaBaT Mog00peHHE.
2 3a yo6CTBO ca MpeICTABEHN CPEHNUTE CTOMHOCTH, AHATH3HT 110 KATETOPUH € H3BBPIIEH KaTo €
U3M0J3BaH Tecta Ha van Elteren

ITT: Intent-To-Treat; RDO: ITanuenTn, npexaeBpeMeHHO HamycHamu npoy4Baneto (Retrieved Drop
Outs); LOCF: ITocnenno u3sbpieno Hadmozaenue (Last Observation Carried Forward)

Brnpeku e nedeOHUAT e(heKT € MOKa3aH 3a [ssaTa MoMyialys Ha MPOyYBaHeTo, JTaHHUTE
MIPEIoJarar, e Mmo-rojisiM TepaneBTHIeH eeKT B CpaBHEHUE C IUIaIedo ce HaOIroaaBa mpu

HOoArpynara alueHTy ¢ yMepeHa JeMeHIus, cBbp3aHa ¢ Oosectra Ha [lapkuncos. IlogoOHO Ha ToBa

IMO-TOJIAIM TCPAIICBTUYCH C(beKT ce Ha6n}oz[aBa IpU MaNUCHTUTC CHC 3PUTCIIHU XAJIFOIIUHAIIUN (B)K.

Ta6numa 6).

Taéauna 6

JemeHuusi, cBbp3aHa ¢
ooJiectta Ha IlapkHHCOH

ADAS-Cog

PuBacTurMmun

ADAS-Cog
ILnamedo

ADAS-Cog
PuBacTurMmun

ADAS-Cog
ILnanedo

ITauueHTH CbC 3PUTETHH

IMauuenTH 6€3 3puTen

XAJHIAHATNA XAJHIAHATNA

ITT + RDO nonyjaauus (n=107) (n=60) (n=220) (n=101)
Cpenno uzxoano vuo + CO | 25,4 +9,9 27,4+10,4 23,1104 2251101
Cpenna npomsiHa Ha 24-Ta 1,0+£9.2 -2,1+8,3 26+76 0,1+6,9
cenmuna £ CO

Kopurupana pasnuka B

JICYEHHETO 427" 2,09*
P-CTOMHOCT CIpsIMO IIIAIEe00 0,002* 0,015

IMauueHTH ¢ ymepena
aemennusi (MMSE 10-17)

IlanuenTH ¢ Jieka
(MMSE 18-24)

JeMeHI U

ITT + RDO nonyJjanus

Cpenno uzxoano HuBo = CO
Cpenna npomsiHa Ha 24-Ta
cenmuna £ CO

Kopurupana pasnuka B
JICYCHUETO

p-cToitHOCT CrpsIMO TIIAIEe60

(n=87)

32,6+10,4
26+94

(n=44)

33,7+10,3
-1,8+7,2

4,73
0,002*

(n=237)
20,6 +7,9
19+77
2,14*
0,010

(n=115)

20,779
-02+75

! B3 ocnoBa Ha ANCOVA c Buzia TedeHHe U JbpKaBaTa KaTo (haKTOpH, ¥ H3XOAHOTO HA HUBO
ADAS-Cog xaTo KoBapHallMOHHa MPOMEHINBA. [10I0KUTEIHNTE TPOMEHN O3HAYaBaT MOJ00pEHHE.

ITT: Intent-To-Treat; RDO: [1anmenTy, npexaeBpeMeHHO HamycHam npoydBaneTo (Retrieved Drop

Outs)

EBporetickara areHmus 1o JiekapcTBara 0CBOO0XkK/1aBa OT 3aIbIDKEHUETO 33 PEJOCTaBsSIHE Ha

PEIYITATUTE OT NPOYUBAHUATA C pPUBACTUIMUH BbB BCUYKU MOATPYIHN HA NI€AXMATpUYHATA OITyJIalius
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IpH JieueHne Ha AJuxaiiMepoBa JeMEHIHS U IeMEHIU, IpY uauonatuyaa oosect Ha [lapkuHcoH
(Bk. Touka 4.2 3a nH(MOPMAIUA OTHOCHO yHoTpeda B MeIuaTpusTa).

5.2 dapmakoKHHETHYHHU CBOHCTBA

AOcopOrtus
PuBacturmuH ce abcopOupa 66p30 ¥ HAbIHO. [THKOBUTE MIa3MEHU KOHIICHTPAIMH CE JOCTHUTAT CIICH

npubIM3uTeNHo |1 yac. B pe3ynTar Ha B3aMMOJEHCTBIETO HA PUBACTUTMHUH C TAPTETHUS CH3UM,
MMOBULICHUETO Ha OMOHANIMYHOCTTA € OKOJIO 1,5 TBTH MO-BUCOKO OT OYaKBAHOTO OT MOBHILEHHUETO Ha
no3ara. AGcomoTHaTa OMOHATMYHOCT ciie]l 1032 oT 3 mg e okojo 36 %=13 %. [IpuemsbT Ha
PUBACTUTMHH TIO BpeMe Ha XpaHeHe 3a0aBst abcopOommaTa (Tmax) ¢ 90 munyTH 1 moHMKaBa Cmax 1
nosumasa AUC ¢ mpubmusurenso 30 %.

Pasnpenenenue
CBBp3BaHETO HA PUBACTUTMUH C IDIa3MeHuTe 0enTbiu ¢ npudausutento 40 %. Toit necHo

IpeMrHaBa KpbBHO-MO3bYHATa Oaprepa 1 UMa IpUBUJEH 00eM Ha paslipeielieHre B TPaHULIUTE Ha
1,8-2,7 I/kg.

Buotpanchopmanus

PuBacturmuH ce Merabonu3upa ObP30 U B 3HAUYUTEIIHA CTEIICH (TIOYKHBOTHT B IJIa3Marta ¢
npUONIM3UTETHO | Yac) TTIaBHO Ype3 XOIMHECTepa3a-MeIuMpana XUIpoian3a 10 JeKapOoaMuiupan
MeTabonut. In Vitro To3u MeTaboNUT MoKa3Ba MUHUMAIHO MHXHOMpaHe Ha alleTHIXOJMHECTepa3ara
(<10 %).

B®b3 ocHOBa Ha mpoy4BaHusl iN VIitro He ce o4yakBaT (hapMaKOKMHETHYHU B3aUMOCHCTBUSI C
JIEKapCTBEHU MPOIYKTH, KOUTO CE METAO0OIHM3UPAT OT CIeAHNUTE IUTOXpoM n3oeH3umu: CYP1A2,
CYP2D6, CYP3A4/5, CYP2EL, CYP2C9, CYP2CS8, CYP2C19 umu CYP2B6. Bw3 ocHoBa Ha
JloKa3aTeNcTBaTa OT MIPOYYBAaHUS MPHU )KMBOTHH OCHOBHUTE IUTOXpoM P450 n3oeH3umu ydacTBat B
MHUHHMAJIHA CTEeTeH B MeTa0oIM3Ma Ha pUBACTUTMHUH. TOTaTHUAT M1a3MEH KIMPBHC Ha pUBACTUTMUH
e mpubam3uTenHo 130 1/gac cmen mHTpaBeHO3HA M03a oT 0,2 mg 1 HamaisiBa g0 70 l/gac cien
HHTpaBEHO3HA /1032 OT 2,7 M(.

EnvMmunupane
B ypuHaTa He ce OTKpHBa HEITPOMEHEH PUBACTUIMHUH. brOpeyHaTa ekcKperus Ha METa0OJTUTHTE €

TJIaBHUSAT BT HAa CIIMMUHUPAHEC. CJ'IeJl ImpujiaraHneTo Ha 14C'pI/IBaCTI/IFMI/IH CJIIMMUHUPAHETO 4YPE3
0B0OpenuTe € 0bp30 U Ha npakTuka IbJIHO (>90 %) B pamkuTe Ha 24 vaca. [To-manko ot 1 % ot
MPUIIOKEHATa J103a Ce eKCKpeTupa ¢ dereca. JIumncsa KyMyTupaHe Ha pUBACTUTMHH HITH Ha
JekapOaMUITHpaHUsl METa0OJIUT NIPH MAIMEHTH ¢ 0oJIecT Ha AJxaiimep.

[NomynanuoHHUAT PpapMakOKMHETHUEH aHAIN3 TIOKa3Ba, e ynoTpedara Ha HUKOTHH TOBUILIABA
MEPOpPaTHUS KIMPBHC Ha PUBACTUTMHUH ¢ 23% mpu manueHTH ¢ 6osect Ha Amnxaiimep (n=75 mymaun
u 549 Henyma4ym) MpH MepopaieH MpUeM Ha PUBACTUTMHUH B JI03H A0 12 mg/neH.

Crapuecka Bb3pact

Brnpeku, ye 6MOHATMYHOCTTA HA PUBACTUTMHH IIPH XOpa B CTapyecKa Bb3pacT € MO-BUCOKa
OTKOJIKOTO TP MJIaJH 3paBy 10OPOBOJILH, MPOYYBAHHUATA MIPH NAMEHTH ¢ OojecT Ha Anxaiimep Ha
BB3pacT Mexay S0 u 92 rouiHN He IOKa3BaT MPOMsSHA B OMOHAMYHOCTTA C Bh3PaCcTTa.

YepHOAPOOHO yBpEXkIaHE

Crmax Ha puBacTUIMUH € pubamsutenHo 60 % mo-sucoka u AUC 3a puBaCTUTMUH € [TOBEYE OT ABa
I'BTH 110-BUCOKA MIPH JIMIIA C JIEKO 0 YMEPEHO TEXKO YEPHOAPOOHO YBPEXKIaHE, OTKOJIKOTO MIPH
3/IpaBH JIUIIA.
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BrOpedHo yBpexxaane

Cmaxu AUC Ha prBacTUTMHFH ca IOBeY€e OT [[BA ITbTH MO-BUCOKH IPH JIMIIA C YMEPEHO OBOpEdHO
YBpEKIaHE B CpaBHEHUE ChC 37paBu jnna. Obaue, Hima npoMeHU B Cmax 1 AUC Ha pUBacTUTMHH NPU
JIUIIA C TEKKO OBOPEUHO yBpEKIaHE.

5.3 IlpeakJuHUYHU JAHHH 32 0€30MACHOCT

[IpoyuBaHusTa 32 TOKCHYHOCT IPH MHOTOKPATHO NMpHJIaraHe IPHY IUITbX0BE, MUIIKU U Ky4YeTa TOKa3BaT
€IMHCTBEHO e(EeKTH, CBbP3aHH ChC 3aCHIICHO papMakoIorniHo aeiicteue. He e HaOmogaBana
TOKCHYHOCT KbM IpulleseH oprad. IIpu npoyyBaHus BbpXy *KMBOTHH HE Ca IIOCTUTHATYU TPAHULM HA
0€e30I1aCHOCT 3a €KCIIO3ULUATA Ha XOpa OpaIu YyBCTBUTEIHOCTTA HA U3II0JI3BAHUTE MOJEIU BbPXY
JKUBOTHHU.

PuBacTHrMUH HE € MyTareHeH Mpu 0aTepus OT CTaHIAPTH3UPaHH IN Vitro u in Vivo TecToBe, OCBEH MpH
TecTa 3a XpOMO30MHHM abepalliyl B YOBEIIKH IMM(OIUTH OT nepudepHa KpbB B 103a 10? meti mo-
BHCOKa OT MaKCHMaJTHAaTa KIIMHUYHA €KCITO3HITHSA. MUKPOHYKIIEAPHHUAT TECT iN VIVO € OTpHIIaTeNIeH.
T'nmaBausaT metadoautr NAP226-90 cbi10 He IToKa3Ba FeHOTOKCHYEH ITOTEHIUAIL.

JlumceaT JOKa3aTeNICTBA 32 KAHIIEPOTCHHOCT MPH MPOYYBAHUATA C MUIIKH U IMTHXOBE C MAKCHMATHO
MOHOCHMA 71033, BBIIPEKHU Y€ CKCIO3UIIMATA HA PUBACTUTMUH U META0OJIUTUTE MY € MO-HUCKA OT
eKCIo3uIMsITa Ipu Xopa. Koraro ce mpen34uciiu KbM MOBBPXHOCTTA HA TIIOTO, EKCIIO3UIUATA HA
PUBACTUTMUH U MeTa0O0IUTHUTE My € HpI/I6JII/I3I/ITeJ'IHO CKBUBAJICHTHA HAa MAaKCUMAJIHO IIPEIIopbYBaHarTa
J103a IpH xopa oT 12 mg/neH; obaue, B CpaBHEHHUE ¢ MaKCUMaJTHATa JTHEBHA J103a MPHU XOpa, MPU
JKUBOTHHU C€ MOCTHUra MPUOIU3UTEITHO 6 THTH MO-BUCOKA EKCITIO3UITHSL.

IIpu XMBOTHU PUBACTUIMUH NPEMUHABA NPE3 IIALICHTATa U C€ EKCKPETHUPA B MIISIKOTO.
[IpoyuBaHusTa Ha MEPOPATHOTO MPUIIOKEHHE MTPH IIITBXOBE U 3alIM HE AaBaT JOKa3aTeICcTBa 3a
TepaTOTreHeH MOTeHIIMAI OT CTpaHa Ha pUBACTUTMUH. B mpoy4BaHus Ha IEPOPATHOTO MPHIIOKEHHUE TTPH
MBXKKH U KCHCKH TUTBXO0BE, HE ca HaOII0/1aBaH! HeKeNaHHu epEeKTH Ha PUBACTUTMUH BEPXY
(hepTrmTeTa M PEMIPOLYKTHBHATA CIOCOOHOCT HUTO MPH MOKOJIEHHUETO HA POJUTEINTE, HUTO IIPH
MAaJIKUTE Ha TE€3U POJUTEIH.

B nmpoyuBane nipu 3aiily € yCTAaHOBSH MOTEHIIMAT HA PUBACTUTMUH JIa IPEN3BUKBA JICKO JIPa3HEHE Ha
OYUTE/IIUTaBULIUTE.

6. DOAPMAIIEBTUYHU JAHHHA
6.1 Cnucbk Ha NIOMOIIHHUTE BELIECTBA

KancynHo cpappxumMo:

Marsnesues cTeapat

CunuuueB JUOKCHUI, KOJOUIEH Oe3BOICH
Xunpomenosa

MuxkpoxkpucTalita 1enyino3a

ChcTaB Ha KancynaTa.

Pusacturmud Actavis 1,5 Mg TBbpIM KanCyJIx
Turanos auokcun (E171)

Kenesen oxcum, xbaT (E172)

Kematun

Pusacturmun Actavis 3 mg, 4,5 mg u 6 MQ TBEPAX KAICYIIHA
XKenezen oxcun, yepsen (E172)

Turanos nuokcun (E171)

XKenesen oxcun, kbt (E172)
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Kenatun

6.2 HecbBMecTHMOCTH
Henpunoxumo

6.3 Cpok Ha rogHocT

binucrepu:
Pusacturmun Actavis 1.5 mg u 3 Mg TBBPAU KANCYIU

2 TOIVHU

Pusacturmun Actavis 4.5 mg u 6 Mg TBBPAU KAICYIH
3 roguHu

OmakoBKH:
Pusacturmun Actavis 1,5 mg, 3 mg, 4,5 mg u 6 Mg TBEpAM KaICyJIu
2 TOVHU

6.4 CrhenmajHu yCJIOBHS HA ChbXpPaHEHHE
Jla He ce cpxpansBa Hag 25°C.
6.5 Bwuxu chabpkaHue Ha ONAKOBKATA

- Bancrepu (Al/PVC): 28, 56 u 112 TBBpaM Kamncyu.
- OnakoBku 3a karcynu (HDPE) ¢ PP kamauka ¢ ymursTHuTen: 250 TBBPIH KAINCYJIH.

He Bcruky BUIOBE ONAKOBKH MOTAT Jia OBJIAT MyCHATH B TIPOJIaXKOa.
6.6 CneuuaJHu npeanasHu MepKH NPH U3XBbPJIsSHE

Hsama CIICIaJIHN U3UCKBaHMUA.

7. INPUTEXATEJI HA PABPEHIEHUETO 3A YIIHOTPEBA

Actavis Group PTC ehf.
Dalshraun 1

220 Hafnarfjorour
Ucnannus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

PuBacturmun Actavis 1,5 Mg TBbpax Kancym
EU/1/11/693/001
EU/1/11/693/002
EU/1/11/693/003
EU/1/11/693/004

PuBacturmun Actavis 3 Mg TBbpAM KAICyIH
EU/1/11/693/005
EU/1/11/693/006
EU/1/11/693/007
EU/1/11/693/008
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Pusacturmun Actavis 4,5 mg TBEpAM Karcyin
EU/1/11/693/009
EU/1/11/693/010
EU/1/11/693/011
EU/1/11/693/012

Pusacturmud Actavis 6 Mg TBEpAN KAICYJIH
EU/1/11/693/013
EU/1/11/693/014
EU/1/11/693/015
EU/1/11/693/016

9. JATA HA ITBPBO PAZPEINABAHE/IIOJHOBABAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

Jara Ha epBO paspemasane: 16 rorm 2011 r.
Jara na nocnenHo nogHoBsiBane: 15 ¢espyapu 2016

10. [JATA HA AKTYAJIM3UPAHE HA TEKCTA

[onpobua unpopmanus 3a TO3M JEKapCTBEH MPOAYKT € MpeJocTaBeHa Ha yebcaiita Ha EBponelickaTa
areHIms 1o JekapcreaTa https://www.ema.europa.eu.
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MNPUJIOKEHHUE I1

HNPOU3BOAMTEJI(M), OTTOBOPEH(HHN) 3A
OCBOBOXJIABAHE HA ITAPTHUHN

YCJIOBUA NJIX OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUSA N U3BUCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJIOBUA NJIN OT'PAHUYEHMUSA 3A BE3OITACHA U
E®EKTUBHA YIIOTPEGA HA JIEKAPCTBEHUS TPOAYKT
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A. TMPOU3BOJUTEJI(M), OTTOBOPEH(HU) 3A OCBOBOKJIABAHE HA IIAPTUIU

Wwme u aapec HA HDOI/I3BO)II/ITGJI$I(I/ITC)., OTFOBODeH(HI/I) 3a 003060>1<z[aBaHe Ha MapTUuauTe

Teva Operations Poland Sp. z o0.0.
ul. Mogilska 80
31-546 Krakow
ITonma
b. YCJIOBUSA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA
JlexapcTBEHUST MPOLYKT C€ OTIIyCKa 10 OTPaHUYEHO JIeKapcKo npeanucanue (Bx. [Ipunoxenne I:
Kpatka xapakTepucTika Ha MpoAyKTa, Touka 4.2).
B. JPYI' YCJIOBUSA U N3NUCKBAHUSA HA PASBPEIIEHUETO 3A YIHOTPEBA
e IleproguyHu aKTyaJM3MPaAHHU JOKJIAIH 32 6€30MaACHOCT
W3uckBanmsTa 32 MojjaBaHe HAa MEPUOANYHH aKTyaJIM3UPaHH JOKIJIAIAM 32 0€301MacHOCT 3a TO3H
JIEKapCTBEH MPOJYKT ca MOCOYCHHU B CIUCHKA ¢ pedepeHTHUTE AaTH Ha EBponeiickus cpio3 (EURD

CIHUCHK), IpeaBuaeH B wi. 1078, an. 7 ot Jupextusa 2001/83/EO, 1 BbB BCHUKH CIIEABAIIA
aKTyaIu3aIiy, MyOIMKyBaH! Ha eBPOIEHCKHS yeOTIopTal 3a JIeKapCTBa.

. YCJI0BHUA NWIN OT'PAHUYEHUSA 3A BESOITACHA 1 E®OEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUSA TPOAYKT

. IInan 3a ynpaBaenue Ha pucka (ITYP)

Henpunoxumo
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IMPUJIOKEHME 111

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KYTHUA 3A BJIMCTEPHU

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 1,5 mg TBbpaH Karcym
PHUBACTUTMUH

2. OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 xanicyna cpabpka 1,5 Mg puBacTUrMUH (KaTo pUBaCTUTMHUHOB XUIPOTeHTAPTAPAT).

3. CIMCBK HA IOMOIIHHUTE BEIIECTBA

‘ 4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

28 TBBpIH KamcCyiu
56 TBBpAM Karcyu
112 TBBpIU KANCYIH

‘ 5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BBBE/KJAHE

IIpenu ynorpeda npodereTe IUCTOBKATA.
[IepopanHo mpunoxenue
[a ce mormpiua nsyia 6e3 pazuynBaHe WM OTBApsIHE.

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

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

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINMO

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

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla He ce cpxpansBa Hag 25°C.
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TAX, AKO CE U3UCKBAT TAKUBA

10. CHELHUAJIHU ITPEANIASHU MEPKU IMPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT

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

Actavis Group PTC ehf.
220 Hafnarfjorour
Ucnangus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/11/693/001[ 28 Guucrep]
EU/1/11/693/002 [56 Gmuctep]
EU/1/11/693/003 [112 6awucTep]

13. TIAPTHJIEH HOMEP

[Taptuaen Ne

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BBYKA

PuBacturmuu Actavis 1,5 mg

‘ 17. YHUKAJIEH UAEHTU®PUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoa ¢ BKIIIOYEH YHUKAJICH HICHTU(PHUKATOP

‘ 18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {nomep}
SN: {HOMep}
NN: {Homep}
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MUHUMYM JAHHHU, KOUTO TPABBA JA CBABPXKXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEPHU

| 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 1,5 mg TBbpAY Karcyyim
pPUBaCTUTMUH

| 2. HUME HA ITIPUTEXKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

[Actavis logo]

| 3. JATA HA U3TUYAHE HA CPOKA HA IT'OJHOCT

T'ogen no:

| 4. NAPTHJEH HOMEP

ITapTugen Ne

|5. IPYIO

Tlonenemank
BropHuk
Cpsana
YeTBbpPTHK
IleTnK
Cnborta
Henensa
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KYTHUA 3A OITAKOBKA 3A KAIICYJIN

1.

HNME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 1,5 mg TBbpaH Karcym
pUBaCTUTMUH

2.

OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 xanicyna cpabpka 1,5 Mg puBacTUrMUH (KaTo pUBACTUTMHUHOB XUIPOTEHTAPTAPAT).

| 3,

CIIMCBK HA IOMOIIIHUTE BEIIECTBA

| 4,

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

250 TBBpIU KamnCyIH

| 5.

HAYUH HA ITIPUJIATAHE U ITbT(MIIA) HA BBBE/KJAHE

[Ipenu ynotpeba npodereTe IUCTOBKATA.
IIepopanHo mpunoxeHue
[a ce mormpiua nsia 6e3 pazvuynBaHe WM OTBapsIHE.

6.

CIIEHUAJIHO ITPEAYHPEXJIEHUE, HE JIEKAPCTBEHUSAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIELIA

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

| 7.

APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9.

CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ha He ce cpxpansaBa Hag 25°C.

10.

CIIEHUAJIHU ITPEJAITAZHA MEPKWU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA
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11. HWME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjorour
Hcnannus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/11/693/004

13. TTAPTHJAEH HOMEP

ITaptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MHOOPMAILIMSI HA BPAIJIOBA A3BYKA

PuBacturmun Actavis 1,5 mg

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

JByn3MmepeH 0apKoJ ¢ BKIIOYCH YHUKAJICH HICHTH(PHUKATOP

‘ 18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {nHomep}
SN: {Homep}
NN: {HOmep}
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JAHHU, KOUTO TPABBA JIA CbAbPKA I'IBPBUYHATA OITAKOBKA

ETUKET 3A OITAKOBKA 3A KAIICYJIN

1.

HNME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 1,5 mg TBbpaH Karcym
pUBaCTUTMUH

2.

OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 kamncyna cpabppka 1,5 Mg puBacTUrMuH (KaTO PUBAaCTUTMUHOB XHIPOT€HTAPTApar).

| 3,

CIIMCBK HA IOMOIIIHUTE BEIIECTBA

| 4,

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

250 TBBpIU KamnCyIH

| 5.

HAYUH HA ITIPUJIATAHE U ITbT(MIIA) HA BBBE/KJAHE

[Ipenu ynotpeba npodereTe IUCTOBKATA.
IIepopanHo mpunoxeHue
[a ce mormpiua nsia 6e3 pazvuynBaHe WM OTBapsIHE.

6.

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

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

| 7.

APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9.

CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ha He ce cpxpansBa Hag 25°C.

10.

CIIEHUAJIHU ITPEJAITAZHA MEPKWU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA
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‘ 11. HWME U AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis logo]

‘ 12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/11/693/004

13. TAPTHJAEH HOMEP

ITaptunen Ne

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. MH®OPMAIIMS HA BPAHJIOBA A3BBYKA

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {nHomep}
SN: {HOMep}
NN: {HOmep}
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KYTUA 3A BJIMCTEPHU

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmMun Actavis 3 mg TBEPAN Karcyu
pUBaCTUTMUH

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 xancyna ceabppka 3 My pUBACTUTMHUH (KaTO pUBACTUTMUHOB XHUAPOTEHTAPTAPAT).

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

28 TBBpAU KaICyu
56 TBBpaM Karcyiu
112 TBBpIU KaNCYIH

‘ 5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BBBEKJIAHE

[Ipenu ynotpeba mpoverere IMCTOBKATA.
TlepopanHo npusioxeHue
[a ce mormsima 1s1a 6e3 pa3uynBaHe WM OTBapsHE.

6. CIIEHMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHABA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAJOCTHIIHO 34 [ACIA.

‘ 7. APYI' CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Jla He ce chxpansiBa Hag 25°C.
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TAX, AKO CE U3UCKBAT TAKUBA

10. CHELHUAJIHU ITPEANIASHU MEPKU IMPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT

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

Actavis Group PTC ehf.
220 Hafnarfjordur
Hcnannus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/11/693/005[ 28 Gucrep]
EU/1/11/693/006 [56 Giucrep]
EU/1/11/693/007 [112 6nucrep]

13. TAPTHUJAEH HOMEP

ITaptunen Ne

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

PuBacturmun Actavis 3 mg

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

JByn3MmepeH 0apKoJ ¢ BKIIIOYECH YHUKAJIEH HICHTH(PHUKATOP

‘ 18. YHHUKAJIEH HAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {Homep}
SN: {Homep}
NN: {HOMmep}
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MHUHHMUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEPU

| 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 3 mg TBbPAU Karcyiu
PHUBACTUTMUH

| 2. HNME HA INTPUTEXATEJIS HA PASPEHIEHHUETO 3A YIIOTPEBA

[Actavis logo]

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4. HAPTUJAEH HOMEP

ITapTunen Ne

|5.  APYIO

Ilonegennuk
BropHuk
Cpsma
YeTBBPTHK
Iletpx
Crborta
Henens
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KYTHUA 3A OITAKOBKA 3A KAIICYJIN

1.

HNME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmMun Actavis 3 mg TBEPAN Karcyu
pUBaCTUTMUH

2.

OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 xancyna ceabppka 3 My pUBACTUTMHUH (KaTO pUBACTUTMUHOB XUAPOTEHTAPTAPAT).

| 3,

CIIMCBK HA IOMOIIIHUTE BEIIECTBA

| 4,

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

250 TBBpIU KamnCyIH

| 5.

HAYUH HA ITIPUJIATAHE U ITbT(MIIA) HA BBBE/KJAHE

[Ipenu ynotpeba npodereTe IUCTOBKATA.
IIepopanHo mpunoxeHue
[a ce mormpiua nsia 6e3 pazvuynBaHe WM OTBapsIHE.

6.

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

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

| 7.

APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9.

CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ha He ce cpxpansBa Hag 25°C.

10.

CIIEHUAJIHU ITPEJAITAZHA MEPKWU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA
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11. HWME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjorour
Hcnannus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/11/693/008

13. TTAPTHJAEH HOMEP

ITaptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MHOOPMAILIMSI HA BPAIJIOBA A3BYKA

PuBacturmun Actavis 3 mg

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3MmepeH 0apKoJ ¢ BKIIOYCH YHUKAJICH HICHTH(PHUKATOP

‘ 18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {nHomep}
SN: {Homep}
NN: {HOmep}
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JAHHU, KOUTO TPABBA JIA CbABbPKXA IIBPBUYHATA OITAKOBKA

ETHUKET 3A OITAKOBKA 3A KAIICYJIN

‘ 1. HUME HA JIEKAPCTBEHMUA INTPOAYKT

PuBacturmun Actavis 3 Mg TBBpAM Karcyiu
pUBacCTUTMUH

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEIHIECTBO(A)

1 xaricyna ceappika 4,5 Mg puBacTUTMUH (KaTO PHBACTUTMHHOB XHAPOTEHTAPTAPAT).

‘ 3. CIIMCBK HA IIOMOINHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

250 TBBpIU KaTCyH

‘ 5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

[Ipenu ynorpeda npodereTe IUCTOBKATA.
[IepopanHo mpunoxeHue
[a ce mormpiua nsia 6e3 pazdynBaHe WM OTBapsIHE.

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

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAJOCTHIIHO 34 [ACIA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

| 8. JIATA HA U3TUYAHE HA CPOKA HA TOJIHOCT

T'ogen no:

‘ 9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Jla He ce chxpansiBa Hag 25°C.

10. CHELHWAJIHU ITPEANIASHU MEPKU INPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA
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| 11.

NME N AAPEC HA IIPUTEXXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis logo]

| 12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/11/693/008

13.

HAPTUJAEH HOMEP

[Taptunen Ne

| 14,

HAYUH HA OTITYCKAHE

| 15,

YKA3AHUA 3A YIIOTPEBA

| 16.

WHD®OPMAIIUS HA BPAHJIOBA A3BYKA

| 17,

YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/

| 18,

YHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KYTUA 3A BJIMCTEPHU

‘ 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 4,5 mg TBEpau Karcymm
pUBACTUTMUH

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 xanicyna cpabpka 4,5 My puBacCTUTMUH (KaTo pUBACTUTMHUHOB XUIPOTEHTAPTAPAT).

| 3.  CHUCBHK HA HOMOIIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

28 TBBpAM KamCyin
56 TBBpAM Karcym
112 TBBpIU KaNCYIH

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

[Ipenu ynotpeba nmpodereTe IMCTOBKATA.
[TepopamHo mpunoX)eHHe
Ja ce mormsa msta 6e3 pa3dymnBaHe WA OTBapsHE.

6. CIIEHMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA 1 JOCEI'A HA JELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE

[a He ce cpxpansBa Hax 25°C.

10. CHEIUAJIHMU ITPEAIIA3HU MEPKU ITPU U3XBBPJISSHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA
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11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjordur
Wcnanaus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/11/693/009[ 28 6muctep]
EU/1/11/693/010 [56 Gmuctep]
EU/1/11/693/011 [112 6awmcrep]

13. TAPTHJAEH HOMEP

ITaptunen Ne

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIIUSI HA BPAIJIOBA A3BYKA

PuBacturmun Actavis 4,5 mg

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3MmepeH 0apKoJ ¢ BKIIIOYCH YHUKAIEH HICHTH(PHUKATOP

‘ 18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHHU 3A YETEHE OT XOPA

PC: {nomep}
SN: {Homep}
NN: {HOMmep}
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MUHUMYM JAHHHU, KOUTO TPABBA JA CBABPXKXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEPHU

| 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 4,5 mg TBbpAU KarcyJiu
PUBaCTHTMUH

| 2. HNME HA INTPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

[Actavis logo]

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4. HAPTUJAEH HOMEP

ITapTunen Ne

|5.  APYIO

Ilonegennuk
BropHuk
Cpsma
YeTBBPTHK
Iletpx
Crborta
Henens
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KYTHUA 3A OITAKOBKA 3A KAIICYJIN

1.

MME HA JIEKAPCTBEHUS ITPOAYKT

PuBacturmun Actavis 4,5 mg TBbpAH KaICyIx
PpUBaCTUTMUH

2.

OBSIBSIBAHE HA AKTUBHOTO(MTE) BEIHIECTBO(A)

1 xaricyna cpappika 4,5 Mg puBacTUTMUH (KaTO PHBACTUTMHHOB XHAPOTEHTAPTAPAT).

B

CIIMCBK HA IOMOIIIHUTE BEIIECTBA

| 4,

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

250 TBBpIU KaTCyIH

B

HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

[Ipenu ynotpeba npodereTe IMCTOBKATA.
[epopanno npunoxxeHune
[a ce mormpiua nsia 6e3 pazuynBaHe WM OTBapsIHE.

6.

CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUSAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

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

| 7.

APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

8.

JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

o,

CIIEHMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja He ce cpxpansBa Hag 25°C.

10.

CIIEHUAJIHU ITIPEJAITAZHA MEPKMU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA
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11. HWME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjorour
Hcnannus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/11/693/012

13. TTAPTHJAEH HOMEP

ITaptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MHOOPMAILIMSI HA BPAIJIOBA A3BYKA

PuBacturmun Actavis 4,5 mg

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

JByn3MmepeH 0apKoJ ¢ BKIIOYCH YHUKAJICH HICHTH(PHUKATOP

‘ 18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {nHomep}
SN: {Homep}
NN: {HOmep}
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JAHHU, KOUTO TPABBA JIA CbAbPKA I'IBPBUYHATA OITAKOBKA

ETUKET 3A OITAKOBKA 3A KAIICYJIN

‘ 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 4,5 mg TBEpau Karcymu
pUBACTUTMUH

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 xanicyna cpabpka 4,5 My puBacCTUTMUH (KaTo pUBACTUTMHUHOB XUIPOTEHTAPTAPAT).

| 3.  CHUCBHK HA HOMOIIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

250 TBBpIU Kancyau

| 5. HAYMH HA MMPIJIATAHE M MbT(MIIA) HA BbBEXKIAHE

[Ipenn ynoTpeba mpoverere TMCTOBKATA.
TlepopanHo npusioxeHue
Jla ce morbIna 1s1a 6e3 pa3uynBaHe WA OTBapsHE.

6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HHOTJIEJA U TIOCET'A HA JIELIA

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

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla He ce cpxpansBa Hag 25°C.

10. CHELHWAJIHU ITPEANIASHU MEPKU INPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA
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| 11.

NME U AAPEC HA IIPUTEXXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis logo]

| 12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/11/693/012

13.

HAPTUJAEH HOMEP

[Taptunen Ne

| 14,

HAYUH HA OTITYCKAHE

| 15,

YKA3AHUA 3A YIIOTPEBA

| 16.

WHD®OPMAIIMS HA BPAHJIOBA A3BYKA

| 17,

YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/

| 18,

YHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KYTUA 3A BJIMCTEPHU

1. MME HA JIEKAPCTBEHUS ITPOAYKT

PuBacturmun Actavis 6 mg TBBpAN Karcyiu
pYBAaCTUTMUH

2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEIHIECTBO(A)

1 xancyjia cpappika 6 My puBacTUrMuH (KaTO PUBACTUTMUHOB XUAPOTEHTApTAPAT).

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

28 TBBpAU KaICyu
56 TBBpIAM KaICyJIH
112 TBBpOU KanCyaH

| 5. HAYMH HA PWJIATAHE M MbT(MIIA) HA BbBEXKIAHE

[Ipenn ynoTpeba mpoverere TMCTOBKATA.
TlepopanHo npusioxeHue
[a ce normsia 1sna 6e3 pa3uynBaHe WM OTBapsHE.

6. CIIEHUAJIHO NPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TIOCET'A HA IELIA

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

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Jla He ce chxpansiBa Hag 25°C.
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TAX, AKO CE U3UCKBAT TAKUBA

10. CHELHUAJIHU ITPEANIASHU MEPKU IMPU U3XBBPJSHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT

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

Actavis Group PTC ehf.
220 Hafnarfjorour
Ucnangus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/11/693/013[ 28 Guucrep]
EU/1/11/693/014 [56 Giuctep]
EU/1/11/693/015 [112 6awucTep]

13. TIAPTHJIEH HOMEP

[Taptuaen Ne

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BBYKA

PuBacturmun Actavis 6 mg

‘ 17. YHUKAJIEH UAEHTU®PUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoa ¢ BKIIIOYEH YHUKAJICH HICHTU(PHUKATOP

‘ 18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {nomep}
SN: {HOMep}
NN: {Homep}
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MUHUMYM JAHHHU, KOUTO TPABBA JA CBABPXKXAT BJIMCTEPUTE U JIEHTUTE

BJIUCTEPHU

| 1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 6 mg karcyJu
PHUBACTUTMHH

| 2. HNME HA INTPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

[Actavis logo]

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4. NAPTHJEH HOMEP

ITapTugen Ne

6.  IPYIO

Tlonenemank
BropHuk
Cpsana
YeTBbpPTHK
IleTnK
Cnborta
Henensa
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KYTHUA 3A OITAKOBKA 3A KAIICYJIN

1.

HNME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBactTurmMun Actavis 6 mg TBEpAN Karcyiu
pUBaCTUTMUH

2.

HUME HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

1 xancyna ceabppka 6 My pUBACTUrMUH (KaTO pUBACTUTMUHOB XUAPOTEHTAPTAPAT).

| 3,

JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

| 4,

ITAPTUJAEH HOMEP

250 TBBpIU KamnCyIH

| 5.

HAYUH HA ITIPUJIATAHE U ITbT(MIIA) HA BBBE/KJAHE

[Ipenu ynotpeba npodereTe IUCTOBKATA.
IIepopanHo mpunoxeHue
[a ce mormpiua nsia 6e3 pazvuynBaHe WM OTBapsIHE.

6.

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

I[a CC CbXpPaHsBa Ha MACTO, HCAOCTBIIHO 34 ACLA.

| 7.

APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9.

CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ha He ce cpxpansBa Hag 25°C.

10.

CIIEHUAJIHU ITPEJAITA3HA MEPKMU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA
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11. HWME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjorour
Hcnannus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/11/693/016

13. TTAPTHJAEH HOMEP

ITaptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MHOOPMAILIMSI HA BPAIJIOBA A3BYKA

PuBacturmun Actavis 6 mg

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJ ¢ BKIFOYECH YHUKAJICH UACHTH(QHKATOP

‘ 18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA

PC: {nHomep}
SN: {Homep}
NN: {HOmep}
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JAHHU, KOUTO TPABBA JIA CbAbPKA I'IBPBUYHATA OITAKOBKA

ETHUKET 3A OITAKOBKA 3A KAIICYJIN

1.

HNME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 6 Mg TBBPIU KaCyIH
PHUBACTUTMHH

2.

OBSIBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 xancyna cpabpka 6 My pUBaCTUrMUH (KATO pUBACTUTMUHOB XUIPOTEHTAPTAPAT).

3

CIIMCBK HA IOMOIIIHUTE BELIECTBA

| 4,

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

250 TBBpIU KaICyu

| 5.

HAYUH HA ITPUJIATAHE N ITbT(MIIIA) HA BbBE/KJAHE

[Ipenu ynotpeba nmpodereTe IMCTOBKATA.
[TepopamHo mpunoX)eHHe
Ja ce mormsa msta 6e3 pa3dymnBaHe WA OTBapsHE.

6.

CIIEHMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

| 7.

APYI'U CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

8.

JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

o,

CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE

[a He ce crxpansBa Hax 25°C.

10.

CIIEHUAJIHU TPEITIAZHUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA
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|11,

NME U AJJIPEC HA IPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis logo]

| 12,

HOMEP(A) HA PASPEIHLIEHUETO 3A YIIOTPEBA

EU/1/11/693/016

13.

IHAPTUJAEH HOMEP

ITaptunen Ne

| 14,

HAYUH HA OTITYCKAHE

| 15.

YKA3AHMA 3A YIIOTPEBA

WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

YHUKAJIEH UAEHTUOUKATOP — IBYU3MEPEH BAPKO/I

YHUKAJIEH WAEHTUOUKATOP — JAHHU 3A YETEHE OT XOPA
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b. JUCTOBKA
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JIncroBka: nHpopManMs 3a NOTpeOUTEIs

PuBacTurmun Actavis 1,5 mg TBbpau kancysau
PuBacturmun Actavis 3 mg TBbpAN KancyJm
PuBacTurmusn Actavis 4,5 mg TBbpaM Kancy./u
PuBacTurmun Actavis 6 mg TBbpIU KancyJu

puBacturMuH (rivastigmine)

IIpoyeTeTe BHUMATEIHO AJ1aTa JUCTOBKA, MPeAH 1a 3aMl04HeTe 1a MpUeMaTe TOBA JIEKapCTBO,

Thil KaTO TS ChAbPKA BaskHa 3a Bac undopmanus.

- 3amazere Ta3u IMcTOBKAa. MOXKe /1a ce HaJO0XH J1a s MPOYETETE OTHORO.

- AKO uMare HIKaKBH JIOMBIHUTEIHA BIPOCH, onuTaiite Bamus ekap, papmarieBt nim
MEIMIMHCKA CecTpa.

- ToBa nekapcTBo € npennucaHo JudHo Ha Bac. He ro nmpeotcTbnBaiite Ha 1pyru xopa. To Mmoxe
Jla IM HaBpeIy, HE3aBICHMO Y€ TIPU3HAIIMTE Ha TAXHOTO 3a00JIsIBaHE ca ChIIUTE KaTto BamuTe.

- AKO TIONTyYuTe HAKAaKBH HEXEJIaHU JIEKAPCTBEHU PEaKIIny, yBenoMere Bamms nexap,
(hapManeBT MM MeIUIIUHCKA cecTpa. ToBa BKIIOYBA ¥ BCUYKH BH3MOXKHU HEKEIIaH! PEaKIny,
HEOIMCaH! B Ta3H JIMCTOBKA. Bikre ToukKa 4.

KakBo ¢babpika Ta3u JUCTOBKA

KakgBo mpencrasnsBa PuBacturmMun Actavis 1 3a KakBO Ce H3II0JI3Ba
KaxkBo Tps6Ba 1a 3HaeTe, mpeau aa nmpuemMere PuBacturmun Actavis
Kak na nmpuemare PuBacturmun Actavis

Bb3MoxHM HEXeTaHU peaKlnu

Kak na cexpansBate PuBacturmun Actavis

ChapprkaHue Ha OMAKOBKAaTa U JAOIBJIHUTEIHA HHOOPMAIIUs

oML E

1. KakBo npencraBiasiBa PuBacturMun Actavis 1 3a KakBo ce H3M0JI3Ba
AKTHBHOTO BelIeCTBO Ha PuBacTurmMun Actavis € puBacCTUTMUH.

PuBacTurMuH npuHaAIEKH KBM TPyTIa BEMIECTBA, HAPEUYCHN XOJIMHECTepa3Hu naxuouropu. [lpu
MaIMeHTUTe ¢ AxaiiMepoBa JEMEHIIHUS WIH TIPH MAIUSHTUTE C JIEMEHIIMS IpU 00JIecT Ha
[TapkuHCOH, Onpe/iesieH HEPBHU KJIETKH B MO3bKa YMHUPAT, KOETO BOJM IO OCBOOOKIaBaHETO Ha
BHCOKH HMBA HA HEBPOTPAHCMHUTEPA AllETHIIXOJIHH (CyOCTaHIIUS, KOSTO IMO3BOJISIBA HA HEPBHUTE
KJICTKH JIa Ce CBBbP3BaT €J[Ha C [pyTa). PUBACTUrMUH JeiicTBa KaTo OJIOKMpa EH3UMHTE, KOUTO
paspyluaBar aleTUIXOJIHHA — alleTHIIXOJMHeCTepa3a u Oy THpHIIXoJnHecTepasa. biiokupaiiku Te3u
eH3UMH PuBacTurMuH Actavis mo3BosIsiBa Jla c€ JOCTUTHAT BUCOKH HUBA Ha alleTHIIXOJIHH B MO3bKa,
KOUTO CIIOMAarar 3a HaMallsiBaHe Ha CHMIITOMUTE MPHU 00JIeCT Ha ANIIXxaiiMep U JEeMEHIINs, CBhp3aHa C
Ooxect Ha [TapkuHCOH.

PuBacturmMun Actavis ce M3M0JI3Ba 3a JIeUYEHNE Ha BH3PACTHH MALMEHTH C JIeKa 10 YMEPEHO TeXKa
AnnxaiiMepoBa JeMEHIIHs, TIPOIPECHBHO MO3BYHO 3a00JIsiBaHe, KOETO NIOCTEIIEHHO 3acsra MamMerTa,
WHTENEKTyalIHUTe CITOCOOHOCTH 1 TIOBe/IeHNeTo. Karcynure v mepopaitHUsT pa3TBOp MOrar Ja ce
M3II0JI3BAT CHIIO TaKa 3a JIEUeHUE Ha JEMEHIIUS TIPU Bh3PACTHU MalUeHTH ¢ 0osect Ha [TapkuHCOH.

2. KaxBo TpsioBa 1a 3HaeTe, npeau a1a npuemere PuBacturMun Actavis

He npuemaiite PuBacTurmun Actavis

° aKO CTC AJICPTUYHU KbM PUBACTUI'MHUH WUJIKM KBM HAKOSA OT OCTAHAJINTE CbCTaBKMU HA TOBa
JeKapcTBO (M30pOeHH B TOUKa 6).
. aKo MMaTe KOXKHA PeaKiysl, pa3poCTpaHsBaIla ce U3BbH IPAHMIIMTE HA TUIACTHPA, AKO HMa T10-

HWHTCH3MWBHA JIOKAJIHa pCaKus (KaTO IIosdABa Ha MEXYypH, pa3pacTBaIlO CC KOXHO Bb3IAJICHUC,
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no,uyBaHe) 1 aKO HEC CC HOI[O6pPI B pPaMKHTC Ha 48 gaca CJICH OTCTPAaHABAHC HA TPAHCACPMAITHUA
jaacTup.

Ako ToBa ce oTHacs 10 Bac, nadopmupaiite Bammus nexap u He npuemaiite PuBacturmun Actavis.

IIpenynpeskaeHus: U MpeanasHu MepKH

I'oBopere ¢ Bamus nekap, npenu xa npuemere PuBacturmun Actavis:

. aKO MMaTe WM HAKOTa CTE MMaJIH ChPAEYHO 3a00JIsIBaHE KaTO HENPABWIICH WM 0aBeH ChpleueH
putThM, yubipkaBane Ha QT uHTepBana, hamuinHa aHamHesa 3a yubioker QT unTepBad, torsade
de pointes (;kuBOTO3aCTpaIIaBaIa apUTMIS ), WITH MaTe HUCKHM HUBA Ha KaJHi WK MarHe3ui B

KpBBTa.

. aKO MMaTe WM HAKOTa CTE MMl aKTHBHA CTOMAIIIHA SI3Ba.

. aKo MMaTe WM HIKOra CT€ UMalli 3aTPpyAHEHUS IpU YPHUHHUPAHE.

. aKo MMaTe WM HIKOTa CTe UMaJId T'bpPUOBe.

. aKO MMAaTe WU HAKOTa CTE MMM acTMa MJIM TEXXKO TUXaTeJIHO 3a00IBaHe.

. aKO MMaTe WU HAKOTa CTE UMaJIM yBpeneHa Ob0pedHa QpyHKIHs.

. aKO MMaTe WU HAKOTa CTE MMalX YBpelleHa YepHOAPOOHA (HYHKIHSL.

. aKo MMaTe TpenepeHe.

. aKO UMaTe HUCKO TEJIECHO TEIJIO.

. aKo MMaTe CTOMAIIHO-YPEBHH HapyIIEHUS KaTo MOBAUTaHe (TaeHe), MO3UBHU 32 MOBPBIIAHE

(moBpbILaHe) U quapui. Bp3MoxkHO € fa ce aexunparuparte (1a 3aryOouTe npekaieHo MHOTO
TEYHOCTH ), aKO MOBPBIIAHETO WIH JUAPUATA Ca MPOJBIKUTEIHH.

AKo HAKOE OT U30pOEHUTE ce OTHACSA 3a Bac, Moxe na e HeoOxomuMo BammsT nekap ga cieau
BHUMATEITHO ChCTOSHUETO BH, MoKaTO mpremMaTe ToBa JIEKapCTBO.

Axo He cTe mpueMany PUBaCTUTMUH Actavis B IPOIB/DKEHIE HA MTOBEYE OT TP IHH, HE TpUeMaiTe
clie/iBalara 103a Mpe/y Ja CTe pa3roBapsuid ¢ Bamus jekap.

Jeua u roHOImIMN
Hsma croTBeTHO mpritokeHre Ha PuBacTurMuH Actavis B IeiaTpudHaTa [TOMYJIAHs IPH JeUeHHe
Ha OoJiecT Ha Anmxaiimep.

Jpyru nekapcrBa u PuBacturmun Actavis
Nudopmupaiite Bamms nexap wim hapMmarieBT, ako IpueMare, HaCKOpO CTE TIPUEeMaTd WA €
BB3MOJKHO J1a IPUEMETE JIPYTH JIEKapCTBA.

PuBacturmMuH Actavis He TpsiOBa J1a ce 1aBa 3aeHO C JPYTH JIEKapCTBa, KOUTO UMAT IMOJA00HU Ha
PuBacturmun Actavis edpexktu. PuBacturmun Actavis Moxe J1a B3aMMOJICHCTBA C aHTUXOJIUHEPTHYHU
JeKapcTBa (JIekapCTBa, U3MOI3BaHM 32 00JIeKYaBaHe HA KOPEMHU OOJIKY WJIH CITa3MH, 32 JICUeHHe Ha
6omect Ha [lapkUHCOH, WK 3a IPEOTBpPATABaHE HAa OOJIECT HA ITBTYBAHETO).

PuBacturmun Actavis He TpsiOBa J1a ce mpUeMa Mo €IHO U CHIIO BPEeMe ¢ METOKIOMPaMUI (JISKapCTBO,
KOETO Ce M3IMOJI3BAa 32 00JIEKYaBaHe WK TIPEAOTBpATIBAHE HA TaJeHE U OBPbhIane). [[pueMsbT Ha
JIBETE JIEKApPCTBA €THOBPEMEHHO MOJKE J1a TOBE/IE 10 TIPOOIEMH KaTo U3TPBIIBAHE Ha KPAWHUIIUTE
TperepeHe Ha phIIeTe.

AKo TpsIOBa J1a ce MOAJIOKUTE Ha OTlepanus JoKaTo npuemMare PuBacturmun Actavis, yBegomere
Bamus nekap npenu na Bu Ob1e najeHa ynolika, Teii kato PuBacturmMuH Actavis Moxke Ja 3aCHIIH
e()eKTUTE Ha HIKOU MYCKYJIHU PEIaKCAHTH 110 BpeMe Ha YIOHKa.

Heobxoaumo e moBuIlIeHO BHUMAaHUE TIpH MpHeM Ha PuBacTurmMuH Actavis 3aeHo ¢ 6eTa O10Kepu
(JlekapcTBa KaTo aTEHOJOM, U3TOI3BAHH 32 JICYEHUE Ha XUIIEPTOHHUS, CTEHOKAP,USI U IPYTH ChPJICYHU
npoOsemu). [IpueMbT Ha IBETE JEKApCTBA €THOBPEMEHHO MOXeE Jla PEU3BHUKA MPOOJIEMHU KaTo
3a0aBsiHE Ha ChpJIeYHATA YecTOoTa (OpaguKapIus), KOeTO MOXKe Jia JIOBEC 10 MPUIaJaHe WK 3aryoa
Ha Ch3HAHUE.

52



Heo6x0auMo e TOBHIIIEHO BHUMAaHUE MIPU MprUeM Ha PuBacTurMuH Actavis 3aeiHO C APYTH JIEKapCTBa,
KOMTO MOJKE /1a MOBIHUSISIT ChPACYHUS PUTHM HJIH IEKTPUUYECKATa aKTUBHOCT Ha ChPIIETO
(ymemxaBane Ha QT uHTEpBaa).

bpemenHocT, kbpMeHe U pepTHIANTET
AKO cTe OpeMeHHa Wi KbpMUTE, CMATaTe, Y€ MOXKeE Jia CTe OpeMeHHa WM IJIaHUpaTe OPEMEHHOCT,
MOCHBETBalTe ce ¢ Bamms ekap wimu gpapManieBT npean ynorpedara Ha TOBa JIEKAPCTRO.

AKo cTe OpeMeHHa, TIOJI3UTE OT yroTpebdaTa Ha PuBacTurmun Actavis TpsOBa 1a Ob1aT OleHEHH
CHIPSIMO BB3MOXKHUTE e(eKTH BBpXY HepoaeHoto Bu gere. PuBacturmun Actavis He TpsiOBa 1a ce
H3II0JI3Ba 110 BpeMe Ha OPEMEHHOCT, OCBEH aKo € a0COII0THO HEOOXOIUMO.

He Tps6Ba 1a kbpMHUTE TI0 BpeMe Ha JiedeHneTo ¢ PuBacturmMun Actavis.

lodupane n paéora ¢ MalIMHK

BamusT nexap me Bu kaxe, nanu BameTo 3a0o1siBane 1o3BoiisiBa 6e301acHo Ja modupare u
pa6OTI/ITe ¢ MalmIuHU. PuBacTurMun ACtaViS MOXKE Ja NIPpUYUHU 3aMassHOCT U CHbHJIMBOCT, I'NIABHO B
HAYaJOTO Ha JICYCHUETO WJIM MIPH [TOBHUIIaBaHEe Ha Jj03aTa. AKO ce IMOYyBCTBATE 3aMasiHU WIH
CBHHJIMBH, HE odupaiiTe, He paboTeTe ¢ MAIIMHKA U HE U3BBPIIIBANTE APYTH JCHHOCTH, KOUTO
n3uckBar BameTo BHUMaHME.

3. Kaxk n1a npuemate PuBacTurmun Actavis

Bunaru HpHeMaﬁTe TOBA JICKAPCTBO TOYHO KAKTO Bu e xazan Bammusr JICKap. Axo He cTe CUT'YPHHU B
HCIIO, nonuTaite Bammms JICKap, (I)apMaI_IeBT WM MEANIUHCKA CECTpa.

Kak 1a 3anouHere jeueHHETO
Bamust nexap mie Bu kaxxe kakBa j03a PuBacturmMun Actavis na npuemere.

. JleueHneTo OOMKHOBEHO 3aI104YBa C HUCKA J034.

. BamusT nekap mocterneHHo I1e MOBHUIIABA /103aTa B 3aBUCHMOCT OT TOBA KaK C€ IMOBJIHSIBATE OT
JIEYEHHUETO.

. Haii-Bucokara no3a, kosito TpsioBa fa ce mpuema ¢ 6,0 mg aBa MbTH THEBHO.

Bammsr nexap pemoBHO IIe IpoBepsiBa Jaiu Mpu Bac nekapcTBoTO MMa kenanus edekt. Bammsr
JIeKap CHINO TaKa IIe MPOCiIeasBa 1 TerJIoTo By, mokaTo mpremaTe ToBa JIEKapCTBO.

AKO TIOBeYE OT TPH JIHU HE CTe MpreMainu PuBacTurmun Actavis, He TIpUeMaiTe cieaBalara j103a,
npeau 1a ropopute ¢ Bamus nekap.

IIpuem Ha JieKapcTBOTO

. Kaxere Ha yoBeka, KOWTO ce rpuxku 3a Bac, ue npuemare PuBacturmun Actavis.
. 3a ma UMate 1o3a OT JIEKapCTBOTO, TPSOBA /1a TO IIpUeMaTe BCEKH JIeH.

. [Mpuemaiite PuBacturmun Actavis 1Ba IbTH Ha JIeH CYTPUH U BEYEp C XpaHa.

. IlormpuiaiiTe KancyauTe LEau ¢ HAIUTKa.

. He otBapsiiTe 1 HE CTUCKAWTE KaIICYJIUTE.

AKo cTe nmpuesu nmoBeye OT HeoOxoauMaTa 103a Pusacturmun Actavis

AKoO ci1y4aifHO cTe pueny noseye PuBacturmMun Actavis, 0TKOJIKOTO TpsiOBa, nHpopMupaiite Bamms
aexap. Moxe 1a ce Hy’KaeTe 0T MeIUIUHCKO Habmoaenue. Hakou nanuenTy, KOUTo CirydaiHo ca
MIPUEU TPEKATIEHO MHOTO PuBacTurMud Actavis, ca UMaJIi ITOBIUTaHE (ramene), MoO3UBH 3a
MOBPBIIAaHE (MIOBPBILAHE), TUAPHS, BUCOKO KPBBHO HAIATAHE M XAIIOLMHAMYA. MoraT Ja ce MosBsIT
ChII0 3a0aBsHE HA ChPACYHUS PUTHM U IPHUIATBIIH.
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AKo cTe mponycHaJm aa npuemere Pupacturmun Actavis

AKO BUIMTE, Ye CTe MPOIYCHAIM Ja MpueMeTe fo3ara cu PuBacturmMun Actavis, n3uakaiite 1 B3eMeTe
clieABamiara 1o3a o oouuaitnoto Bpeme. He B3emaiite aBoitHa 1034, 3a 1a KOMIIEHCHpATe
IpoIlyCcHAaTaTa 103a.

AKO UMate HSKaKBH JIONBIHUTEIIHU BBIIPOCH, CBbP3aHHU C YIIOTpeOaTa Ha TOBA JICKAPCTBO, MOMUTANTE
Bamms nexap wim papmareBr.
4. Bb3MoKHEN HeKeIaHU PeaKIuu

Kakrto Bcmuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Jia NPCAU3BHUKA HEKECJIaHN pCaKINK, BBIIPEKU Y€ HE
BCCKHU I' ITIOJTy4aBa.

HpI/I 3aI10YBAaHC HA MpHUEMa Ha JICKApCTBOTO WJIU IIPU MTOBUIIIABAHE HA N03aTa € Bb3MOKHO IMO-4E€CTO Aa
HNMAaTC HCKCIIAHU PCAKIINU. OOHKHOBEHO HEXKEIAHUTE pCaKru MOCTCIICHHO U31Y€3BaT CJIC KaTo

OpraHu3sMbT NPUBUKHE KbM JICKApCTBOTO.

MHoro 4yectu (Morat fa 3acerHat noseue ot 1 Ha 10 mgymmn)

. UyBCTBO Ha 3aMastHOCT

. 3ary0a Ha areTuT

. CroMantau npo6iieMu KaTo MOBAUTaHe (TaaeHe) WK ITO3UBY 3a MOphIaHe (TIOBPBIIAHE),
Juapus

Yectu (Morat aa 3acernar g0 1 Ha 10 mymm)

. TpeBoxkHOCT

. [loTene

. I'maBoOonme

. Kucenunun

. 3ary0a Ha Tersio

. Kopemna 6onka

. UyBCTBO Ha TPEBOKHOCT

. YyBCcTBO Ha yMoOpa uiu ciadoct
. 00110 HEePa3MOJIOKEHHE

. Tpenepene nim 00bPKAHOCT
. Hamanen anetur

. Kommapu

Heuectu (Morar na 3acernar 1o 1 va 100 gymm)

. Henpecust

. Hapymenus Ha cbHs

. ITpunanane win BHe3anHa 3ary0a Ha Cb3HaHUE
. [Tpomenu B yepHOAPOOHATA PYHKIHS

Penxu (Morar ga 3acernar mo 1 Ha 1 000 myrmm)

. I'ppaua 60Ka

. OO6puB, cepoOeK

. [Ipuctemm (repUoBe)

. SI3BU B cTOMaxa Wiv yepBaTa

MmHoro peaxu (Morar aa 3acersar a0 1 Ha 10 000 xymn)

. Bucoko kpbBHO HalisIraHe

. WHdekurs Ha TUKOYHUTE IIHTUIIA

. Bmxnane Ha Hellla, KOUTO HE CHIECTBYBAT (XATOIUHAIINN)

. [IpoGmemu cbe CHpACYHMS PUTHM, KaTO YCKOPEH WK 3a0aBeH ChpAeYeH PUTHM

d K'preHe OT 4Y€pBaTa — U3ABABAILO C€ KaTO KPHB B U3IPAXXKHCHUATA UJIU IIPU MOBPBHITAHE

. Brp3nanenne Ha nmaHKpeaca — NpU3HAIMTE ca CHIIHA O0JIKa B TOpHATA YacT Ha KopeMa, 4YeCTO
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IIbTHU ChUCTAaHa C IOBAUI'aHEC (ra/:[eHe) WJIK MTO3UBHU 3a NOBPBIIAHE (HOBp’BLLIaHC)
hd BnomaBaHe Ha CHMIITOMHTE Ha 00JIECTTa Ha HapKI/IHCOH HJIN TIOJTyYaBaHC HA HO,Z[06HI/I
CUMIITOMHU — KaTO HAIpUMEP MYCKYJIHA CKOBAHOCT, 3aTPYJAHABAHC Ha IBUXXCHHUATA

C Hen3BeCTHA YeCTOTA (OT HaJIMYHUTC JaHHHU HC MOXKE da 6’5,[[6 HallpaBCHa OLICHKA Ha ‘ICCTOTaTa)

. CwTHY TIO3WBH 3a MOBPBINaHe (TOBPHINAHE), KOUTO MOTAT J1a MPUYHHST pa3KbCBaHE HA
TpBOaTa, KOSATO CBBP3BA yCTaTa ChC CTOMaxa (XpaHOIPOBOIA)

. Hexuaparanus (3ary6a Ha MHOTO T€YHOCT)

. UepHoapoOHM HapyIIeHUs (TOXXBITABAHE HA KOXKaTa, MOKBJITABAHE Ha OSIIOTO HA OYHTE,
HeoOMYaiiHO MOTHMHSIBAaHE HA YpUHATA WM HEOOSICHIMU TaJieHe, IOBPBIIaHe, yMopa U 3aryoa
Ha ameTHT)

. ATrpecuBHOCT, 9yBCTBO Ha OE3MIOKOICTBO

. HenpaBunen cvpreveH pursm

. L[ 1132 CHHJIpOM (CHCTOSIHUE, BKJIFOUBAIIO HEBOJHO CBUBAaHE HA MYCKYJIUTE C HEOOMUYAHO

OT'bBaHE Ha TAIOTO U IJ1aBaTa Ha €/{Ha CTpaHa)
IManuenTH ¢ neMeHnus u 6oject Ha [lapkuHCOH
[Ipu Te3u naryeHTH HAKOM OT HEXEJIAHUTE PEaKIMK ce HaOroaBat no-uecto. [Ipu Tsax chino Taka ce

Ha6JIIOI[aBaT 1 HAKOH OOITBJIHUTCIIHN HEXKCIaHU PCaKINU:

MHoro 4yectu (Morat ja 3acerHaT noseue ot 1 Ha 10 mgymmn)

. Tpenepene
. [TpumainsiBane
. Buesanno nagane

Yectu (Morat na 3acerHat a0 1 Ha 10 gymrm)

. TpeBoKHOCT

. be3nokoiicTBo

. 3abaBeH U YCKOPEH ChPACUYEH PUTHM

. Hapyuienust Ha CbHS

. IIpekoMepHO OTAEISIHE Ha CIIFOHKA U AEXUAPATALUS

. HeobOuuaiino 3a0aBeHn IBMKEHUS WM HEKOHTPOJIUPYEMH IBHXKECHUS

. Bromasase Ha cumnTomute Ha Oosectta Ha IIapKMHCOH WK mosTyyaBaHe Ha OJOOHH
CHUMIITOMH — KaTO HalIpUMEP MYCKYJIHa CKOBAHOCT, 3aTPyHSBaHE Ha JABI)KCHUITA U MYyCKYyJIHA
crnaboct

Heuectu (morar ga 3acernar go 1 zva 100 gymmm)
d HCHpaBHHCH CbpACYCH PUTHM U JIOI KOHTPOJ Ha ABUKCHUATA

C Hen3BecTHA YecToTa (OT HATMYHHUTE JAaHHU HE MOXKe J1a OBbJe HallpaBeHa OICHKA Ha YeCcToTaTa)
o [ 113a* CHHIPOM (ChCTOSIHUE, BKJIFOUBAIIO HEBOJIHO CBUBAHE HA MYCKYJIUTE C HEOOMUYAITHO

OI'bBAaHC HaA TAJIOTO U IjiaBaTa Ha €JHa CTpaHa)

I[pyl"l/l HEKEJIaHU peaKluu, Haﬁ.moz]anann NP PUBACTUI'MHUH TPAHCACPMAJICH IVIACTUP, KOUTO
MOraT ia Bb3HUKHAT U IIPU TBBPAUTE KANICYJIU:

Yectu (Morat na 3acerHat a0 1 Ha 10 gymmm)

. Bucoka remneparypa
. CunHa 00BpKaHOCT
. Hezanbpixane Ha ypuHaTa (HECIIOCOOHOCT JOCTATHYHO Ja Ce 3aJbpKa ypuHara)

Heuectu (Morar na 3acersar go 1 va 100 qymim)
. CBpBXaKTHBHOCT (IIOBHIIIEHA aKTUBHOCT, OE3MIOKOHCTBO)

C Hen3BeCcTHA YecTOTa (OT HATMYHHUTE JAHHU HE MOXKe Ja OBbJIe HalpaBeHa OICHKA Ha YeCTOTaTa)

® AJ'ICpI‘I/I"IHI/I pcakuru Ha MACTOTO Ha MOCTABAHC Ha IJIaCTUPA, KaTO HAIIPUMED MEXYPU WIN
BB3NAJICHUC Ha KOXKaTa
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AKO MONTyYHTe HAKOS OT M30POCHNUTE HEXKETaHU PeaklMu, KOHCYITUpaiTe ce ¢ Bamus nekap, Thid
KaTO € Bb3MOJKHO /1a CE€ HyX/1aeTe OT MEIUIIMHCKA TIOMOILL.

Chol0maBaHe Ha HeKeJIAHHU PeakIuu

AKO MoNTyuyHTe HIKaKBH HEXXEIaHU JICKApCTBCHU peaklyH, yBeaoMmere Bamus nekap, papmaneBT nnn
MEIUIUHCKA cecTpa. ToBa BKIIIOYBA BCHYKH BE3MOYKHU HEOIMCAHH B Ta3H JHCTOBKA HEXKEIIAHU
peakiu. MoxeTe ChIIo Ja ChOOIIUTE HEeXKENaHU PEeaKIUU JUPEKTHO Ype3 HAl[MOHAIHATA CUCTeMa 32
cbobmIaBane, mocouena B [lpunoskerne V. Kato cho0mmaBaTe HekenaHN peakyuy, MOKETE 1a AajieTe
CBOSI MPUHOC 32 TI0JTyYaBaHe Ha MOBeYe HH(POPMAIU OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cbxpansiBate PuBacturmuu Actavis
Ja ce cpxpaHsiBa Ha MsCTO, HEIOCTBITHO 32 JIeLa.

He u3non3patite ToBa JICKApCTBO CJIEA CpOKa HAa TOAHOCT, oTOCNsI3aH BBPXY KAPTOHCHATA OIIaKOBKa,
6J'II/ICTCpa WJIN OIMaKOBKaTa 3a KallCyJik CJICH “FO)ICH I[OZ”. CpOK’bT Ha TOAHOCT OTTOBaps HAa MOCJICIHUA
JCH OT IMMOCOYCHUA MECCCII.

[a ne ce cpxpanssa Hax 25°C.

He n3xBbpisiiTe IeKapcTBaTa B KAHAIU3ALMATA WIA B KOHTEHHEPA 32 JJOMAIIHHA OTNAIbIIH.
[Tonuraiite Bammus dapmaieBT Kak Ja U3XBBPIATE JIEKapcTBaTa, KOUTO Beye He u3rosBare. Tesu
MEpPKU 1II€ CIIOMOTHAT 33 OIIa3BAHE HA OKOJIHATA CPENA.

6. Cobabp:kaHue HA OMAKOBKATA M AONbJIHUTEIHA HHpopManus

Kakgo cbabp:ka PuBacturmun Actavis
- AKTHBHOTO BEIIECTBO € PUBACTUTMHHOB XHJ[POT€HTapTapar.
- Jlpyrute cbCTaBKH ca.
Karicymao cpappikuMo:  MarnesmeB creapar, CHIUINA KOJIOUACH, O€3BOJICH, XUIIPOMEI03a U
MUKPOKPUCTAITHA TIeITyJI03a.
ChcraB Ha Karcynata:  PuBacturmud Actavis 1,5 Mg TBbpau Karcyyiu: TUTAaHOB JUOKCUT
(E171), sxbar sxene3en okcun (E172) u xxenatuH. PuBacturMux
Actavis 3 mg, 4,5 mg u 6 Mg TBEpM Karcyan: YepBeH jKelle3eH OKCHT
(E172), TutanoB nuokcun (E171), sxbat sxxenesen okeun (E172) u
KEIaATHH

Bcesika kancyna PuBacturmun Actavis 1,5 mg ceaspxka 1,5 mg puBacTHrMHH.
Bcesika kancyna PuBacturmun Actavis 3,0 mg ceaspika 3,0 Mg puBacTUTMUH.
Bcska kancyna Puacturmun Actavis 4,5 mg ceabpika 4,5 Mg puBacTUTMUH.
Bcesika kancyna PuBacturmun Actavis 6 mg cbappxka 6 Mg puBacTUIMHUH.

Kak m3rnexna PuBacTurmMun Actavis 1 KaKBO ChIbPka 0NMAKOBKaTAa

- PuBacturmun Actavis 1,5 mg TBBpAM KancCyu, KOUTO ChABPKAT MOYTH OsIJT 10 OISO BT
Mpax B KarcyJja ¢ )KbJITa Karadyka v *KbJITO TAIO.

- PuBacturmuH Actavis 3 Mg TBBpAM Karcyiau, KOUTO ChAbPKAT MOYTH OsUl 10 ONENOXKBIT Ipax B
KarcyJja ¢ OpaH)XeBa Karadyka i OPaHXeBo TJIO.

- PuBacturmuH Actavis 4,5 mg TBBpIU KaICyJId, KOUTO ChIBPXKAT HOYTH 051 O OJIEOKBAT Mpax
B KaIlCyJia C YepBeHa Kamayka 1 4YepBeHO TAIIO.

- PuBacturmMun Actavis 6 mg TBBPIU KaICyJiu, KOUTO ChIBPIKAT NOYTH 051 IO OJIEIONKBIT Mpax B
KaricyJia ¢ YepBeHa Kamadka U OpaH)XeBO TSUIO.
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OnakoBaHu ca B OJMCTEPH B TPH Pa3IMyHU BHJIA ONAKOBKH (28, 56 u 112 karncynu) 1 B ONIAKOBKH 32
Karncynu ¢ 250 Karcyiu, HO He BCHYKHM OT TSX MOTar Ja ce IpojaaBaT BbB BamaTa cTpana.

IlpuTtexaren Ha pa3penieHHETO 32 yNOTPeda U POU3BOAMTE

HDI/ITG)KaTeJ'I Ha pa3spCuICHUCTO 3a VHOTDC63
Actavis Group PTC ehf.

Dalshraun 1

220 Hafnarfjorour

Ucnanaus

IIpousBoaunTen
Teva Operations Poland Sp. z o.0.

ul. Mogilska 80
31-546 Krakow
ITommra

3a JOITBJIHUTCIIHA I/IH(l)OpMaLII/ISI OTHOCHO TOBa JICKapCTBO, MOJI, CBBPIKCTEC CC C JIOKAJTHUSA
MMpEeACTAaBUTEI HA MPUTCIKATEIA Ha PASPCHICHUCTO 3a yHOTpC6aZ

Belgié/Belgique/Belgien Lietuva
Teva Pharma Belgium N.V./S.A./AG UAB Teva Baltics
Tél/Tel: +32 38207373 Tel: +370 52660203
Buarapus Luxembourg/Luxemburg
Tesa ®apma EAJ] Teva Pharma Belgium N.V./S.A./AG
Ten.: +359 24899585 Belgique/Belgien

Tél/Tel: +32 38207373
Ceska republika Magyarorszag
Teva Pharmaceuticals CR, s.r.o. Teva Gybgyszergyar Zrt.
Tel: +420 251007111 Tel.: +36 12886400
Danmark Malta
Teva Denmark A/S Teva Pharmaceuticals Ireland
TIf.. +45 44985511 L-Irlanda

Tel: +44 2075407117
Deutschland Nederland
ratiopharm GmbH Teva Nederland B.V.
Tel: +49 73140202 Tel: +31 8000228400
Eesti Norge
UAB Teva Baltics Eesti filiaal Teva Norway AS
Tel: +372 6610801 TIf: +47 66775590
E)\Mada Osterreich
TEVA HELLAS A.E. ratiopharm Arzneimittel Vertriebs-GmbH
TnA: +30 2118805000 Tel: +43 1970070
Espafia Polska
Teva Pharma, S.L.U. Teva Pharmaceuticals Polska Sp. z 0.0.
Tel: +34 913873280 Tel.: +48 223459300
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France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi; +354 5503300

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Kvnpog
TEVA HELLAS AE.
EALGOo
TnA: +30 2118805000

Latvija
UAB Teva Baltics filiale Latvija
Tel: +371 67323666

Portugal
Teva Pharma - Produtos Farmacéuticos,
Lda.

Tel: +351 214767550

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenska republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

I[aTa Ha MOCJICIHO MpepasrjaeKaiaHne Ha JIMCTOBKaTa

JApyru u3TouHuIM Ha HHpopMaIUA

Ho;[po6Ha I/IH(i)OpMaLII/ISI 3a TOBa JICKApCTBO € MMPEAOCTABCHA HA ychaﬁTa Ha EBpOHeﬁCKaTa arcHuusA
10 JiekapcTBaTa https://www.ema.europa.eu.
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