IMPHUJIOKEHHE 1

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 1,5 mg TBbpau Karcyiu
PuBacturmun Actavis 3 Mg TBBPIU KaCyTH
PuBacturmun Actavis 4,5 mg TBbpAM KaIcyu
PuBacturmun Actavis 6 mg TBBpAN Karcyau

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Pusacturmun Actavis 1.5 mQ TBEpaM Karcyian
Bcesika xancyna chabpika puBaCTUTMHUHOB XUAPOTEHTApTapaT, ChOTBETCTBAII Ha 1,5 My puBacTurMuH
(rivastigmine).

PusBacturmun Actavis 3 Mg TBePAM KaIICyJIx
Besika kancysa chabpika pUBaCTUTMUHOB XUAPOTreHTapTapaT, ChoTBeTCTRAIl Ha 3,0 My pUBACTUIMHUH
(rivastigmine).

Pusacturmun Actavis 4,5 mg TBEpM Karncyim
Bcesika xancyna chabpika puBaCTUTMHUHOB XUAPOTEHTApTapaT, ChOTBETCTBAI Ha 4,5 My puBacCTUrMUH
(rivastigmine).

Pusacturmun Actavis 6 mg TBEpAM KaCyJIn
Bcesika xancyna chabpika pUBaCTUTMHHOB XUAPOTEHTApTapaT, ChOTBETCTBAI Ha 6 MJ pUBACTUTMUH
(rivastigmine).

3a IBJIHUA CHUCHK Ha IIOMOIIHUTE BEIECTBA BIKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA
TBBpaa Kancymna (Kancymna)
PusBacturmun Actavis 1,5 mQ TBepAM Karcyiau

[MouTn 6511 10 GIIEAOXKBIIT Mpax B TBBPAA KaICyJIa € KbJTa Kallauka U XKBITO TAJIO C OTIIEYaTaH
Hazamnuc B uepBeno “RIV 1,5mg” Bbpxy Ta510TO.

PusBacturmun Actavis 3 Mg TBePAM KaIICyJIx
ITourtu Os1 10 OJICIOXKBIIT IIPax B KaICyja ¢ OpaH)KeBa Kamadyka i OpaHXeBO TSUIO C OTIIeYaTaH
Hajamuc B uepseHo “ RIV 3mg” Bbpxy TsioTO.

Pusacturmun Actavis 4,5 mg TBEpM Karcyim
[Touru 651 1o OJIEMONKBIT Ipax B KaTCyJia ¢ YepBeHa Karmayka U YePBEHO TSUIO C OTIIEYaTaH HAJITUC B
opamkeBo “RIV 4,5mg” BepXy TAI0TO.

PuBacturmun Actavis 6 mg TBEpAN KaIcyau
[Tourtu Osi1 10 OJIEMONKBIT Ipax B KAICya ¢ YepBeHA Kamayka U OPaHKEBO TSIJIO C OTICUaTaH HAJIHC
B uepBeHo “ RIV 6mg” Bepxy Ts1oTO.

4. KJIUMHUYHU JAHHU
4.1 TepaneBTUYHM MOKA3AHMSA

CuMnITOMAaTHYIHO JICUCHHE Ha JIeKa 0 YMEPEHO TeKKa AJxaiiMepoBa IEMEHITHS.



CuMITOMAaTHYHO JIEYEHHE Ha JIEKa 10 YMEPEHO TeXKa JEMEHIMA P MallMeHTH ¢ UIUOoNIaTUYHA
6onect Ha [TapKUHCOH.

4.2  Jlo3upoBKa U HAYMH HA MPUJIOKEHHE

JleuenueTo TpsiOBa na ce 3amoYHe U Ja C€ CIACAM OT JIEKap ¢ OIHUT B TUArHOCTUKATA U JICUCHUETO Ha
AnrxafiMmepoBa JIEMEHITUS W IeMEHIHsI, CBbp3aHa ¢ OonectTa Ha [lapkuncon. J[uarnosara TpsoBa
Jla ce MOCTaBU ChIIIACHO ChBPEMEHHUTE MPENOPBKU. JIeueHHeTo ¢ puBaCTUrMUH TPsiOBa Ja ce 3arouHe
€IMHCTBEHO, aKO MMa YOBEK, KOMTO PEIOBHO 1€ CIeAU MpUeMa Ha JIEKApCTBEHUSI IPOIYKT OT
MayeHTa.

gO?»H[}OBKa

PuBacturmuH TpsOBa Aa ce mpuiara J1Ba ITbTH Ha JIEH ChC 3aKycKaTa U BeuepsaTta. Karncynure TpsoBa
Jla ce MOTThIIAT LIEH.

Hauanna oosa
1,5 mg nBa bTH Ha JCH.

Tumpupane na 0ozama

Hagamnara no3a e 1,5 mg qBa mbTH Ha JIeH. AKO Ta3M /1032 € ¢ 100pa MOHOCHMOCT CJIe]] MUHIMYM JIBE
CeJIMHIIY JICYeHHeE, J03aTa MOXKe J]a ce TMOBHIIH 10 3 mg 1Ba TbTH Ha JieH. [locneaBamuTe MOBUIIEHNS
1o 4,5 mg u cien ToBa 10 6 Mg IBa IBbTH HA JICH TPAOBa CHIIIO Ja Ce OCHOBAaBAT Ha Jio0paTa
MMOHOCUMOCT Ha HACTOSIIATa 7033 U MOTar Jia ce OOMUCIIAT CJIe]] MUHUMYM JIBE CEIMUIIH JICYCHUE C
TOBa HUBO Ha J103aTa.

AKoO 10 BpeMe Ha JICUCHHETO ce HaOJIr0IaBaT HeXENaH! peakiuy (Harp. rajiceHe, TIOBPhIIaHe,
KOpEeMHHU OOJIKU WJTH 3ary0a Ha areTuT), OTCIIa0BaHe Ha TEeTJI0 WX BJIOIIaBaHe Ha
EKCTpaupaMHIHUTE CUMIITOMU (HAIP. TPEMOP) TPH MANUESHTUTE C JIEMEHITUS, CBhp3aHa ¢ OoecTTa
Ha [lapkHHCOH, TE MOTAT J1a Ce MPEOJIOJICAT Upe3 MPOITyCKaHe Ha €IHA WX TIOBEUE T03U. AKO
HE)KeJlaHaTa peakysl IEpCUCTHPA, THEBHATA 1032 TPSIOBa BPEMEHHO Ja ce MOHMKHU JI0 MPEeIX0aHaTa
J103a ¢ 100pa TOHOCUMOCT WJIU JIa CE CIpe JICUCHUETO.

Tlooowporcawa 0oza

EdextuBHaTa 1032 € 3 10 6 mg ABa MbTH Ha JcH. 3a J1a ce TIOCTHI'HE MaKCHMAJIHA TepareBTHYHA
0J13a, AlMEeHTUTe TPsIOBa Ja ce NOAAbpXKAT Ha Hali-BUCOKaTa 100pe MOHOCHMA J103a.
[IpenopbuBaHaTa MakcuMaliHa JHEBHA J103a € 6 mg ABa MbTU HA JICH.

[HoaappxaimoTo IedeHne MoXKe 1a ce MPOIBIDKH JOKATO ce HaOII0aBa TepareBTHYHA [T0J13a 33
MaryenTa. 3aToBa KIMHUYHATA 1T0J13a OT PUBACTUTMUH TPsiOBa J]a ce PEeoIIeHsIBa PEIOBHO, 0COOEHO 3a
MAIMEeHTUTE, JIKYBaHHU C JI03H MOJ] 3 mg Ba IHTH HA JIeH. AKO ciie 3 Mecela JeueHue ¢
MO/TBPIKaIla J103a CTEIICHTa Ha BJIOMIABAHETO HA CUMIITOMUTE Ha JIEMEHIIUATA Ha MAIlMEHTa HE Ce
TIOBJIMSBA B OJIArONPHSATHA IOCOKA, JICUSHUETO TPsAOBa Jia ce crpe. CiMpaHeTo Ha JICYCHUETO TPsOBa
Jla ce 0OMUCIIH 1 KOTaTO HsAMA IOBEYe JJOKAa3aTeJICTBA 3a TePareBTUICH e(heKT.

WHnuBHIyamHUAT OTTOBOP KM PHBACTUTMHH HE MOXKE J]a Ce peIBUAN. BhIpekn ToBa mo-romsm
TepaneBTHYCH eeKT ce HabIoAaBa Py NMaueHTHTe ¢ 6onecT Ha [[apKUHCOH C YMEpPEHO TeKKa
nemeniwms. [TomoOHO Ha TOoBa Mo-ToNIsIM e(heKT ce HaOIIr01aBa MpH MAIMEHTUTE ¢ 00JIeCT Ha
[TapKHHCOH ChC 3PUTEITHU XATIOIMHALNY (BXK. To4ka 5.1).

JledeOHmAT eeKT He € N3CiIeIBaH NP TUTale00-KOHTPOIUPAHH IPOYIBAHUS C TIPOIBIDKATEITHOCT
ImoBeYe OT 6 Mecera.

Iloemopno 3anousane na mepanus
AKO JTle4eHHETO € IPEKHbCHATO 3a MTOBEYE OT TPU JHH, TO TpsiOBa Jla ce 3alovHe OTHOBO ¢ 1,5 mg nBa
IBTH Ha JIeH. TuTpupaHeTo Ha J03aTa Cliel] TOBa TPSAOBA J1a Ce M3BBPIIBA KAKTO € OMICAHO IO-TOpE.



bvopeuno u wepnoopobro yepesicoane

He e HEOOX0IMMO KOpHUTHpaHE Ha 103aTa MPH MAIUSHTH C JIEKO 10 YMEPEHO TEXKO ObOpeUHO MiH
4epHOIPOOHO yBpexknaHe. HezaBrucuMo oT TOBa, MOpajy MOBUIIICHATA SKCIIO3UITUS TIPU TE3U
TIOITYJIAINY TPSIOBA CTPUKTHO JIa CE CJICABAT MPETIOPHKUTE 3a TUTPUPAHE B 3aBUCHMOCT OT
WHJIMBUJTyalTHATA IIOHOCHUMOCT, ThI KaTo MaIllMeHTHTE ¢ KIMHUYHO 3HAYMMO OBOpEdHO WIN
YepHOPOOHO YBpEkKTaHe MOTAT Jia MOyJaT MoBeye JI0303aBUCHUMHU HexellaHu peaknuu. He ca
MPOYYBaHU MAIUECHTH C TEKKO YepHOAPOOHO YBpEKAaHe, He3aBUCHMO OT TOBa, PuBacTurmMuH Actavis
KarcyJid MOXe Jia Ce MpUJiara B Ta3u MalUeHTCKA MOMYJIaIus, TPH CTPUKTHO MPOCIeasBaHe (BXK.
touku 4.4 1 5.2).

Ileouampuuna nonynayus
Hsama cb0TBETHO pUIIOkKEHNE HA pUBACTUTMUH B MEeHMAaTPpUYHATA MMOMyJIalys IPH JEUEHUETO Ha
Oonect Ha Anxaiimep.

4.3 TIlpoTruBOMOKA3aHHUSA

CBpBXUYYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO, KbM JIPYTH KapOaMaTHU MPOU3BOIHU WA KbM
HSKOE OT IIOMOIIIHUTE BEIIECTBA, H30pOCHH B Touka 6.1.

IIpenmecTBaiia aHaMHe3a 3a PEaKIMK Ha MSCTOTO Ha MPHJIOKEHUE, HACOYBAIIM KbM aJIeprUUcH
KOHTAaKTEH JIPMAaTHT KbM PHBACTUI'MHUH IUIACTUD (BXK. Touka 4.4).

4.4  ChoeumnajHu mpexynpeskaeHus U Npeana3Hu MePKU NPH ynoTpeda

UecToTara 1 TeXKECTTa HA HEXEIAHUTE PEakIii OOMKHOBEHO HAPAaCTBa MPU MO-BUCOKHUTE J03HU. AKO
JICUCHHUETO Ce MPEKHCHE 3a MIOBEYE OT TPH JHHU, TO TPsIOBa Jla ce 3all04YHE OTHOBO C 1,5 mg jBa MbTH Ha
JICH, 32 Jla Ce HaMaJId BEPOSTHOCTTA 32 HEXKEIIaHU PeaKIuy (Hanp. OBPbBIIAHE).

HpI/I nmpujarane Ha pyBaACTUIMUH IIJIACTUP MOXKC Na Bb3HHUKHAT KOXHHU PCAKIIUU HAa MACTOTO Ha
IMPUIIOKCHUC U OOMKHOBEHO ca JIEKU WU YMCPCHU IO TCIKECT. Te3n pCaKknum HE Ca CaMU I10 cebe cu
IMPpU3HAK Ha aJICprusupaHe. Bcee I1aK, yHOTpe6aTa Ha pUBACTUIMHUH IIJIACTUP MOXKC Aa JOBCAC N0
AJICPIrUYCH KOHTAKTCH JCPpMAaTHUT.

ANepruveH KOHTAKTEH JISPMAaTHT TPsOBa Jia ce MoI03KMpa, aKO PEaKIUATa Ha MICTOTO Ha MPHUIIOKEHHUE
€ pa3npocTpaHeHa U3BHH IPAHUIIUTE HA TUTACTUPA, aKO UMa JIaHHU 3a IMO-MHTEH3WBHA JIOKATHA
peakuus (Harp. yBeJInJaBaill ce epUTEeM, €IeM, MAITyJIH, BE3UKYJIN) U aKO CHMIITOMHUTE HE Ce
MIOBIIMSBAT 3HAYUTEITHO B paMKUTe Ha 48 yaca ciie]] mpeMaxBaHe Ha Iiactupa. B te3u ciyuan
JIeueHNETO TPsIOBa Aa ce crpe (BK. Touka 4.3).

[TanmenTHTe, IPU KOUTO CE PA3BHUAT PEAKIIUN HA MSCTOTO Ha MPUIIOKEHHE, HACOYBAIIN KbM
aJiepruyeH KOHTAKTEH JIEPMATUT KbM PUBACTUTMUH IDIACTHP M KOUTO BCE OIIE C€ HYKIAsAT OT JICUCHHE
C PUBAaCTUTMUH, CIIC/I OTPUIIATEIICH TECT 3a aJeprysl U MOJ| CTPOT MEIUITMHCKU KOHTPOJI, TpIOBa 1a
MpEeMUHAT KbM IEPOPATIHO JICUCHUE C PUBACTUTMUH. BB3MOKHO € HAKOU MAUEHTH, YyBCTBUTCITHU
KbM PUBACTUTMHUH IIPY €KCIO3UINA HA pUBACTUTMUH IUIACTHP, 1a HE MOTaT /1a IpueMaT pUBACTUTMUH
oJT KakBarto u Ja ¢ hopMma.

Vma peiku TOCTMApKETHHIOBH ChOOIICHHS 3 MAI[MEHTH, IPU KOUTO € HaOJII0JaBaH ajlepriuycH
JePMATHT (IMCEMUHHUPAH), CJIe]] IPUIOKCHNE HAa PUBACTUTMHUH, HE3aBUCUMO OT HAYMHA Ha
HpUIIoKEeHUe (TepopalieH, TpaHcaepMaieH). B te3u ciydan nedeHnero TpsOBa 1a ce mpekpaTtH (BiK.
Touka 4.3).

HaLII/IeHTI/ITe u O6FpI/I)KBaI]_II/ITe T TpH6Ba Ja 6’I>,Z[aT WHCTPYKTHUPAHU.
TI/ITpI/IpaHe Ha Jgo3aTta: Ha6J'HO)_'[aBaHH Ca HCXKCJIaHU PCaKIIUU (Har[p. XUICPTOHUA U XATHOLUHAIIUA IIPU

MAIMEeHTH ¢ AJIIXaliMepoBa JEMEHIIUS U BJIOIIABaHE HAa EKCTPAMPAMHUIHUTE CUMIITOMH, OCOOCHO Ha
TpeMopa, IpH MAIMEeHTH C IEMEHIIMS, CBbp3aHa ¢ OoyiecTTa Ha [lapkKMHCOH) CKOPO CJie/I MOBUILIABaHE



Ha J1o3aTa. Te Morar Jia OTTOBOPST Ha MOHMKABAHETO HA J103aTa. B Ipyru ciydan puBaCTUTMUH € OHIT
npeKkbCeHAT (BXK. Touka 4.8).

CTOMaHIHO-‘IpeBHI/I HapymI€HUsA KaTo raJicHE, MOBPBINAHE U JUapHs, Ca 10303aBUCUMU, 1 MOXKE 1a
HACTBIIIT Hal-BeUe IIpU 3al104YBaHC Ha JICUYCHUCTO W/WIIH IOBHUIIIABAHE HA Jo3aTta (B)K. TOYKa 48) Te3nu
HEXCJIaHU pE€aKIIM Bb3HUKBAT Hak-4ecTo IIpHU XCHU. HpI/I MMaIMEeHTH, KOUTO IMOKa3BaT IIpHU3HAIIU U
CUMIITOMHU Ha ACXUApaTalus, B pE3YJTaT Ha IMPOAB/LDKUTEIHO IMMOBPBIIAHE WIIHW AUApUs, MOXE J1a CE
npeanpueMaT MHTPABCHO3HU BJIMBAHUWA, HAMAJIIBAHE HA J03aTa WIXW CIMPAHE HA TCpanusATa, ako
6’LZ[aT OTKPHUTHU U JICKYBAHU HABPEMC. HCXI/I}:[paTaLII/ISITa MOIXKE 1a JO0BCAC N0 CCPHUO3HU MMOCICACTBUA.

[Ipn manmenTute ¢ Oonect Ha AnxaiiMep MOXe J1a ce TOHKH TerJIoTo. MIHxuburopute Ha
XOJIMHECTepa3arta, BKJIIOYUTEIIHO PUBACTUTMUH, Ca CBbP3aHU C OTcIIa0BaHe Ha TEIJIo IIpU Te3U
nauueHTH. [lo Bpeme Ha TepanusiTa TpsOBa Aa ce CIeM TETIOTO Ha MalueHTa.

B cityuaii Ha TexKo NOBPBLIAHE, CBBP3aHO C JIEYEHUETO C pUBACTUTMUH, € HeOOX0AUMO Aa ce
W3BBPIIH OJIXO/ISII0 KOPUTHPAHE Ha J03aTa CIope]] MpernopbkuTe B Touka 4.2. Hiakou cinyvan Ha
TEIKKO TOBPBIIIAHE Ca CBbP3aHU C PYNTYpa Ha XpaHompoBoaa (Bxk. Touka 4.8). [TogoOHu chOUTHS
HACTBIBAT 0COOEHO ciie]l TIOBUILABaHEe Ha J03aTa WK IPU BUCOKH J03H PUBACTUIMHUH.

Vbmken QT MHTEpBall, OTUYSTEH Ha SICKTPOKApAUOrpamMa, MOXKe J1a Bb3HUKHE MPH MallEHTH,
JIEKYBaHH C ONpEe/ICHN JICKAPCTBEHU MPOAYKTH HHXUOUTOPH Ha XOJIMHECTEePa3ara, BKIFOYUTEITHO
pPHUBAaCTUTMHUH. PUBAaCTUTMHUH MOXKE J1a IPUYUHU OpauKap/us, KOSTO € PUCKOB (haKToOp 3a Bb3HUKBAHE
Ha torsade de pointes, npequMHO NpH NALMEHTH C APYTU puckoBH (pakropu. [Ipenopbusa ce
MOBHIIICHO BHUMAaHHE MPHU MAIMEHTH C Be4e ChIIECTBYBAIIO yAbKaBaHe Ha QT uHTEepBaa uim ¢
(dammiiHa aHaMHe3a 3a yabiokeH QT MHTepBasI, WM NP MAIMEHTH C TI0-BUCOK PUCK 3a pa3BUTHE HA
torsade de pointes, Hanpumep TakuBa C AEKOMIICHCHpaHa Chp/IeYHa HEJOCTATHYHOCT, CKOPOILICH
MHOKap/ieH HHMAPKT, OpauapuTMUsi U CKIIOHHOCT KbM XHITOKAIHEMHS HJIH XHUITOMArHE3HEMHUS, UITH
HpUEMAIIH 0 CHIOTO BPEME JICKAPCTBEHH MPOYKTH, 32 KOMTO CE 3Hae, 4e MPEIU3BUKBAT
yabiokaBane Ha QT mHTepBana u/nnu torsade de pointes. Moske ChIIo /1a ce HAJOKH KIMHUYHO
npocinenssane (EKI) (Bx. Touku 4.5 u 4.8).

TpsiOBa 1a ce BHUMaBa ¢ ynorpebara Ha pUBACTHI'MHH MPH MAIMEHTH ChC CHHAPOMa Ha OOIHUS
CHHYCOB BB3€ll WJIH HApYIIIEHUS Ha MTPOBOJIUMOCTTA (CHHOATPHANIEH OJIOK, aTPUOBEHTPUKYIAPEH OJIOK)
(Bk. Touka 4.8).

PuBacTUrMuH MOXe J1a IPUYHMHYU TIOBUIIICHUE HA CEKPEIUsATAa HA COJTHA KMCEIUHA B cToMaxa. TpsoBa
Jla ce BHUMAaBa IpH JICUCHUE Ha MAIMEHTH ¢ aKTUBHYU CTOMAIITHU WX AYOJACHAHU 3B WU MAIUCHTH
C TIPEICTIO3UITUS 32 T€3H 3a00IIIBaHNS.

WuxubutoprTe Ha XOIMHECTepas3ara TpsAOBa Jia ce MPEANMCBAT BHUMATEIIHO MPHU MAI[MEHTH C
aHaMHe3a 3a acTMa WM OOCTPYKTHBHO 0€I0IpOoOHO 3a00IIsIBaHe.

XONMMHOMIMETHITUTE MOTAT J1a MHAYIMPAT WITH J1a IOBEAAT A0 ek3anepOarus Ha 0OCTpyKIus Ha
MUKOYHUTE ITHTHUINA U Tpunaxbi. [IpemopryBa ce moBHUIIIEHO BHUMAHHE MTPH JIeUeHIE Ha TAlMEeHTH C
MPETUCIIO3UIINS 32 TAKUBA 3a00ISIBAHHSL.

He e u3cnenrana ynorpebata Ha pUBaCTUTMHH TIPU MAIIMEHTH C TEXKKA JIEMEHITUS P 00JIeCTTa Ha
Anmxaiimep nim cBbp3ana ¢ 6onectra Ha [lapkuHCOH, APYTH BUIOBE IEMEHITUS FITH IPYTH THIIOBE
pascTpoiicTBa Ha TamMeTTa (Bb3pacTOB KOTHUTHUBEH YIAJAbK) U 110 Ta3H MPUYMHA HE CE€ MPENOpPhYBa
ynotpebaTa npy Te3u Ipymnu OT MAI[UCHTH.

[Tomo6GHO Ha ocTaHaIUTE XOJTMHOMUMETHIIM PUBACTUTMUH MOJKE J1a I0BeJIe /10 eK3alepoanus uin aa
WHAYIMpa eKCTpanpaMuIHu cuMnToMu. HabmromaBanu ca BiomaBaHe (BKIIFOUUTEITHO
OpannKuHe3us!, TUCKWHE3NS, HAPYIIIEH!s Ha IOXO0/KaTa) ¥ IOBHUIIIEHIE HA YeCTOTaTa WiIH TeXeCTTa Ha
TpeMopa MpH NalMeHTH C JeMeHIMsl, CBbp3aHa ¢ Oonectra Ha [lapkuHcoH (Bk. Touka 4.8). Te3u
peaxiuu ca JOBEJH 0 CITUpaHe Ha PUBACTUTMHUH B HAKOM CITydau (HaIp. COIUpaHe TIOpaayu TPEMOp



1,7 % 3a puBacturmus crpsamo 0 % 3a mane6o). [IpenopruBa ce KIMHUYHO MPOCIEAIBAHE HA TE3U
HEXXEJTaHU PeaKIlvy.

CrnenuaiHy TONyJIaItuu
[Ipu manueHTHTE C KIIMHUYHO-3HAYUMO OBOPEUHO MITH YEPHOAPOOHO YBPEKTAHE MOXKE /1A CE MOSIBAT

MoBeYE HEXKETIaHU peakiuu (BK. Touku 4.2 u 5.2). TpsOBa CTPUKTHO Jja Ce CIIa3BaT IPETOPHKUTE 3a
TUTPUPAHE HA JI03aTa B 3aBUCUMOCT OT UHJIUBH]IyaTHATA TOHOCHUMOCT. [TalfHeHTH ¢ TeXKO
YEpHOAPOOHO yBpEXKIaHEe HE ca Mpoy4YBaHH. Bee nmak, puBaCTUTMUH MOXKE Jla ce pujiara npy Ta3u
MAIMEHTCKA MOIYJIAIs, KAaTO CTPUKTHOTO MOHUTOPHPAHE € 33 IbJDKUTEITHO.

HpI/I MAaIUCHTUTE C TCJIICCHO TETJIO 110 50 kg MOXE Ja C€ MOABAT IIOBEYEC HEXKCIIAHU PEAKIIUN U € T10-
BCPOATHO Aa MPCYCTAHOBAT JICUCHHUCTO IMMOPAAN HEKCIIAHU PCAKIIUU.

4.5 B3aumopneiicTBHe ¢ APYI'H JIeKAPCTBEHH MPOAYKTH M APYrd (popmMu Ha B3auMoelcTBHE

Karo xonuHectepaseH HHXHOUTOP pPUBACTUTMHH MOXKE J1a YCHIIU e(DEKTUTE Ha MYCKYJIHUTE
penaKcaHTy OT CYKIIMHMJIXOJIMHOB THII TI0 BpeMe Ha aHecTe3us. [IpenopbuBa ce MOBUIIEHO BHUMaHUE
npu u300pa Ha cpeAcTBaTa 3a anecte3us. [Iprn HeoOXOTUMOCT MOXKe Jja ce€ OOMHUCIIN BB3MOXKHO
KOpPUTHpaHe Ha 103aTa WU BPEMEHHO CIIUPAHE HA JICYCHUETO.

B®B BpB3Ka ¢ papMakoguHAMHYHHATE €(DEKTH B BH3MOXKHHU JT00aBbYHU e(DEeKTH, PUBACTHTMHH HE
TpsiOBa Ja ce AaBa 3a€HO C APYTH XOJIUHOMHUMETHYHH BeIleCcTBa. PUBaCTUTMHH MOKe J1a IOBITHSIE
JEHCTBUETO HA AaHTUXOJIUHEPTUUHUTE JIEKaPCTBEHH MPOLYKTH (HAIP. OKCHOYTHHUH, TOITEPOANH).

IIpu crBMecTHa ynorpeba Ha pa3nuyHu OeTa OIoKepH (BKIIOYUTEITHO aTCHOJION) M PUBACTUTMUH CE
CchOOIIaBaT 100aBbYHY e(heKTH BOACIIH 10 Opaaukapaus (KOATO MOXeE Ja JOBEJIE 10 CHHKOI).
OuakBa ce ChbpAeYHO-CHAOBUTE OeTa OI0KepH J1a ObAAT CBBP3aHU C TIO-TOJISIM PHUCK, HO UM TIOTYYEeHU
CHOOIIEHHUS U OT MALMEHTH, U3MOJI3BaIK ApYyru Oeta Onokepu. [lopaau Ta3u npuyrHa € HEOOXOIUMO
MOBUIIIEHO BHUMAaHUE MY MIPHJIaraHe Ha PUBACTUTMUH ¢ OeTa OJIOKEpU U JIPYTH CPEJICTBA, BOICIIH JI0
Opanukapaus (Hamp. kiac 1l aHTHapuTMHYHHE CpeICcTBa, KAJIMEBU aHTATOHUCTH, TUTUTATTMCOBH
TJIMKO3M/IU, MMAJIOKAPITHH).

Twit kaTo OpaauKapausTa IpeacTaBisBa PUCKOB (akTop 3a pa3Butue Ha torsades de pointes,
KOMOMHHMPAHETO Ha PUBACTUTMHH C JICKAPCTBEHU NPOIYKTH, KOUTO MOTAT Ja MIPEeIU3BUKAT
yabmkaBane Ha QT uHTepBana win torsades de pointes, kaTo HaPUMep aHTUIICHXOTHUIIN, HATIP.
HsiKoM (DEHOTHA3HHU (XJIOPIPOMa3UH, JIEBOMEIIPOMAa3HH), OeH3aMUIH (CYITUPHUJI, CYJITOIIPH]I,
aMUCYJIPU, THATIPU, BEPATUIIPUL ), TUMO3H/I, XaIONEePUI0I, APOTEPUAOIN, TU3ANPU, IUTAIOIPaAM,
JUQeMaHI, ePUTPOMHUIINH 1.V., XaI0(QaHTPUH, MU30JIACTUH, METAJIOH, IEHTAMHUJIUH U
MoOKcH(IIOKCalMH, TpsIOBa J1a cTaBa MPH MOBUIIEHO BHUMAHHUE, KaTO MOXeE Ja C€ HAJIIOXKU M KIMHUYHO
monutopupane (EKID).

He e nabmonaBano GpapMakOKMHETHYHO B3aUMOJICHCTBIE MEX/y PUBACTUTMHH ¥ JUT'OKCHH,
BapdapuH, muazenamM Wik (IyoKCeTHH MIPH NPOYYBaHUsI ChC 31paBu 1o0poBoiy. [ToBumeHneTo Ha
MIPOTPOMOMHOBOTO BpeMe, MIPEIN3BUKAHO OT Bap(apuH, HE CE MOBJIHIBA OT MPUIOKEHUETO Ha
puBacTurmMuH. He ca HaOmo1aBaHu Hexelanu epeKTH BEPXY ChpJIeYHATA TIPOBOJUMOCT CIIE]T
CBBMECTHOTO MPUJIOKEHUE HA TUTOKCUH U PUBACTUTMUH.

ChriacHo JaHHUTE 332 MeTaboJIM3Ma Ha pUBACTUTMUH METAaOOIUTHUTE B3aUMOJICHCTBHSI C IPYTH
JIEKapCTBEHU MPOAYKTH H3TIIEKIAT MAJIKO BEPOATHH, BBIIPEKH Y€ TOH MOXKe Jla HHXHOnpa
MeIUHpaHus OT OyTUPHIXOIMHECTEPa3aTa MEeTabOIN3bM Ha JPYTH BEIIECTBA.



4.6 @epTHanTeT, GPEMEHHOCT U KbPMEHE

BpemenHocT

[Ipu OpeMeHHU )KUBOTHHM PUBACTUTMUH W/WIH METaOOJIUTUTE IPEMUHABAT Tpe3 IuianeHTaTa. He e
M3BECTHO JJAJIA TOBA CE CIy4Ba W IPH XopaTa. HiMa KIMHUYHY JaHHU 3a CIIydau Ha eKCIIO3UIUS IPU
opemenHoct. [Ipu nepu-/mocTHATANIHN MPOYYBaHUS TIPH ITHXOBE ce HAOII01aBa yBeTUUeHIE Ha
TECTAIIMOHHOTO BpeMe. PuBacTurMuH He TpsiOBa Jia ce M3MO0I3Ba P OPEMEHHOCT, OCBEH B CITy4ail Ha
KaTeropuyHa HeOOXOIUMOCT.

Kspmene

HpI/I JKUBOTHH pUBACTUIMHUH CC CKCKPCTHUPA B MIIAKOTO. Hee HU3BCCTHO, AaJIM PUBACTUTMHUH CC
CCKPCTHpPA B KbpMarTa. 3aroBa JKCHUTE Ha JICUCHUEC C PpUBACTUTMUH HE TpSI6Ba Aa KbpMHIT.

DepTunuTer

Hsma nabmiogaBanu Hexxenanu eheKTH Ha pUBACTUTMUH BHPXY (QEpTHIIUTETA WM PEIPOAYKTHBHATA
CIOCOOHOCT MpH TTBX0BE (BXK. Touka 5.3). EQexTure Ha puBaCTUTrMUH BHPXY (EpTHIIUTETA IIPH XOPa
ca HEU3BECTHH.

4.7 EdexTn BbpXy cnioco0HocTTA 32 IogupaHe u padora ¢ MAIIUMHA

Bonectra Ha AnxafiMep MoXe J1a IPUYMHY MTOCTEIICHHO HapyIIaBaHE Ha CIOCOOHOCTTA 32 MIOpUpaHe
WK J]a KOMIIPOMEHTHPA CIIOCOOHOCTTA 3a paboTa ¢ MamuHu. OCBEH TOBA, pPUBACTUTMUH MOXE J1a
NPUYHUHYU 3aMassHOCT M CHHJIMBOCT TJIABHO MPH 3all0YBAHE Ha JICUYCHUETO WM MTOBUIIIABAHE HA JI03aTa.
B pesynraT Ha TOBa, pUBACTHI'MHH TIOBJIMSBA B MaJKa WJIM B yMepeHa CTeleH CriocoOHOCTTa 32
modwupane 1 padbota ¢ MamuHA. Cea0BaTeIHO, CIIOCOOHOCTTA HA MAIUEHTUTE C IEMEHIINS, KOUTO ca
Ha JICYCHUE C PUBACTUTMUH J1a IPOABIDKAT J1a MIO(GUPAT WK pabOTAT ChC CIIOKHU MalllMHU, TPSIOBa
PEAOBHO J1a Ce moJjiara Ha OICHKA OT JISKYBAIIHs JeKap.

4.8 Hexenanm JiekapcTBeHH peaKIuH

O060011eHre Ha ITpoduia Ha 0€30IIaCHOCT

Haii-gecto noknaasanute Hexxenanu peakiuu (HJIP) ca cromanHo-upeBHY, BKIIFOYBAIIH T'aJICHE
(38 %) u moBpwInane (23 %), ocodeHo Mo BpeMe Ha TUTPUpaHe Ha jo3arta. JlokazaHo e, ue
MAIMeHTKAUTE, YIaCTBAIU B KIIMHUYHU IPOYYBAHUSI, Ca TIO-CKJIOHHHU OT MBXKETEe KbM CTOMAIITHO-
YPEBHU HEXKETIaHW PEaKIuy U oTciIabBaHe Ha TEro.

Tabnuano MMPEACTABAHC HA HEKCIIAHUTE PCAKITUN

Hexenanute peakiuu B Tabmura 1 u Tabnuna 2 ca n3dpoenu ceriaacHo MedDRA — o cuctemo-
OpraHHHM KJIacOBE H I10 YecToTa. KaTreropuure 4ecToTH ce ONpenesIT ChIIaCHO ClICAHATAa KOHBEHIIUS:
MHoOro uectd (> 1/10); yectu (= 1/100 g0 < 1/10); Heuectu (= 1/1 000 mo < 1/100); peaxu (> 1/10 000
10 < 1/1 000); muoro peaku (< 1/10 000); ¢ Hen3BecTHA YecTOTa (OT HATMYHHUTE TAHHU HE MOXKE Jia
ObJIc HaIpaBeHa OIICHKA).

Cb0paHu ca ChOOIICHHUS 3a CIICTHUTE HEXKEIaHH PeaKIiK, H30poeHH Mo-101y B Tabauma 1, mpu
MAIMEeHTH ¢ AJxaliMepoBa AeMEHIIUs, JICKYBaHU C PUBACTUTMHUH.

Taoauna 1

Nndexunu u undecranumn
MHoro peaku YpuHapHa nHGEKIus

Hapymennss Ha MeTa00JIM3Ma H XPaHEHETO



MHoro gecTtn AHOpeKcHs
Yectu Hamanen anetur
C Heu3BecTHa yecToTa Jexunpararust
Ilcuxnynn HapyeHust
Yecrtu Kommapu
Yectu AKuTHpaHOCT
Uectn OO0BpKaHOCT
Uectn TpeBoxkHOCT
Heuectu bescpHue
Heuectu Henpecust
MHoro peaxu XamonuHauu

C Heu3BECTHA YECTOTA

ArpecuBHOCT, OE3ITOKOHCTBO

Hapyuienusi Ha HepBHATA CHCTeMa

MHoro gyectn

Yectn

Yectn

Yectn

Heuectn

Penku

MHoro peaku

3aMastHOCT

I'maBoGomue

CBbHINBOCT

Tpemop

Cunkon

[Tpunaabim

ExcrpanmupamMuaau CHMIITOMH (BKITIOYHUTEITHO
BJIOIIaBaHe Ha OonectTta Ha [lapkuHCOH)

Chbpaeynn HapymeHHust
Penkxu
MHoro peaxu

C Heu3BECTHA YECTOTA

CreHokapaus

Copreynu aput™Muu (Hamp. OpaauKapivs,
ATPUOBEHTPUKYJIAPEH OJIOK, MPEACHPIHO
MBKICHE ¥ TAXUKAPIHIST)

CuHzipoM Ha OOJTHUS CHHYCOB BB3el

CbaoBu HapyLIeHnst

MHoro peaku XunepToHust
CToMalHoO-4YpeBHHU HAPYIIEeHUSA

MHoro yectu lanene

MpHoro uectu [ToBpbiiane

MHoro yectn Huapus

Yectn

Penkn

MHoro peaxu

MHoro peaku

C HeHM3BECTHA YECTOTA

Kopemun 601ku u qucnerncust
CroManiiu u 1yoJIcHaIHU SI3BU
CroManrHo-4peBHU KPbBOU3IHUBU
ITankpeatur

Hskou CJIydau Ha TCKKO IMOBPBIIAHC CC CBBP3BAT

C pYITypa Ha XpaHompoBoja (Bk. Touka 4.4).

Xenaro0uauapHu HApylUIeHUs

Heuectn [ToBummenu yepHoApoOHN HYHKIIMOHATHH
MOKa3aTeNH
C Heu3sBecTHa YeCTOTa Xemnatut
HapymieHust Ha K0kaTa U MOAKOKHATA
ThKaH
Uectn Xunepxuaposa
Penxu O6puB

C Heu3BECTHA YECTOTA

Coppberk, aepruieH IepMaTuT (IUCEMUHUPAH)

OO0y HapyuieHus U epeKTH HA MSICTOTO
Ha NPWIOKEHH e

Yecrtu YMopa u acTeHus

Yecrtu Hepasnonoxenue

Heuectn [Tpunagpk
HN3cnenBanus

Yectn 3ary0a Ha Terjio




[Tpn puBacTUrMUH TpaHCAEPMAIICH TUIACTUP CE HAOIIOIaBAT CICTHNUTE AOIBJIHUTEITHA HEXKETaHH
pEaKINK: IeIUPUYM, TUPEKCHUs, HAMAJICH alleTHT, ypHHApHA HHKOHTUHEHIHS (eCTH), ICHXOMOTOpHA
XHUIEPAKTUBHOCT (HEUECTH), EPUTEM, YPTUKAPHSI, MEXYPH, aJIepTUUeH IepMaTHT (C HEU3BECTHA
4YecToTa).

Tabnura 2 moka3Ba HeXXeJTaHUTE PeaKIii, ChOOIABAHU 110 BpeMe Ha KITMHUYHU TIPOYYBAHMS,
MPOBEJICHH TIPH MAIUSHTH C IEMEHIHs, CBhp3aHa ¢ OonectTa Ha [lapkuHCOH, JTeKyBaHU C
PUBACTHTMUH KarICYIIH.

Taéauna 2
Hapymennss Ha MeTa00JIM3Ma H XPaHEHETO
Yectu Hamanen anetur
Yectn Hexunpatanus
IlcuxuyHM HApYIIeHUs
Uectn bescrHue
Uectn TpeBoxkHOCT
Yectu besnokoiicTBo
Uectn 3pUTETHU XaTIOLUHAIIII
Yectn Henpecus
C HewW3BeCTHA Y€CTOTa ATpecuBHOCT
Hapymienust Ha HepBHaTa cUcTeMa
MHoro yectu Tpemop
Uectn 3amMasHOCT
Yectn CpHIHUBOCT
Uectn I'maBoGonue
Uectn Bonect na [TapkuHcoH (BiomaBaHe)
Yecrtu bpanukunesus
Yectu Juckune3us
Uectn XUMOKUHE3US
Yectn Purnnsoct tun “3p09aro Komeno”
Heuectn JucTonus
Chbpaeynn HapyeHHst
Yectn Bpaguxapaus
Heuectu IIpencwpaHo MbxIeHE
Heuectn ATpHOBEHTPUKYJIATEH OJIOK
C Heu3BeCTHA YeCTOTa CunapoM Ha OOJHHS CHHYCOB BB3ell
CbaoBu HapyIIeHnst
Yecrtu XunepToHus
Heuectu XUMOTOHUS
CToMAIIHO-YPEeBHU HAPYIIEHUS
MHoro yectu lanene
MHoro yectu IToBpbiane
Yectn Huapus
Uectn Bonka B kopeMa u aucnencus
Yectu XunepcajauBauus
XenaToonauapHu HaApyIIeHUs
C Heu3BeCTHA YEeCTOTa Xemnatut
Hapymienunst Ha K0KaTa  MOAKOKHATA
ThKaH
Uectn Xunepxuaposa
C Heu3BeCTHA YeCTOTa AJepruveH IepMaTuT (JIMCEMUHHUPAH)
OO0mm HapymeHus ¥ epeKTH HA MACTOTO
HA NPUJIOKEHHEe
MHoro yectu Konanc
Yectn YMopa 1 acTeHust
Yecrtu Hapymenusa Ha noxoaxkara
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Yectu | [TapkMHCOHOBA OXOJIKA |

CretHaTa IOITBIIHUTEITHA HEXKENIaHA Peaknys € Onna HaOJio1aBaHa IIPH IPOYYBAHE MPH MAIHEHTH C
JeMeHIus, CBbp3aHa ¢ OonectTa Ha [lapkuHCOH, JIeKyBaHU ¢ pUBACTUIMUH TpaHCAEPMAJIEH IUIaCTHD:
Bb30y/a (decTH).

Tabmuia 3 mocouBa Opos ¥ MPOIICHTA HA MAIUSHTUTE OT CIIeUU(PUIHOTO 24-CEIMUTHO KIIMHUIHO
MpOyYBaHe, MPOBEIECHO C PUBACTUTMUH TP MAIMEHTH C JEMEHIINA, CBbp3aHa ¢ 00JlecTTa Ha
[TapkuHCOH, C IpeBapUTETHO AePUHUpaHH HEKeTIaHH ChOUTHS, KOUTO MOTAT /1a OTpa3sBaT
BJIOIIaBaHE HA CUMIITOMUTE Ha MMAPKUHCOHU3MA.,

Tabauna 3

IIpenBaputenHo neMHUPAHU HeKeTaHU CHONTHS, PuBacTurmun Inanedo
KOHMTO MOraT Ja 0TPa3siBaT BJIOIIABAHE HA n (%) n (%)
CMMITOMHTE HA NAPKUHCOHU3MA NPH NANUEHTH ¢

JeMeHIMs1, cBbp3aHa ¢ 0oJiectTa Ha IlapkuHCcoH

001110 U3CITeIBAHN TTAIHEHTH 362 (100) 179 (100)
001110 MaNKEHTH ¢ npeapapurenHo aeduaupann HC 99 (27,3) 28 (15,6)
Tpemop 37 (10,2) 7(3,9)
IMpunaabk 21 (5,8) 11 (6,1)
Bonect Ha ITapkuHCOH (BJIOIIAaBaHE) 12 (3,3) 2(1,1)
XwurepcanuBamus 5(1,4) 0
Huckunesns 5(1,4) 1(0,6)
[NapxuHCOHM3BM 8(2,2) 1(0,6)
XUMOKUHE3US 1(0,3) 0
Hapymienue na nBuxeHHETO 1(0,3) 0
Bpanukunesus 9(25) 31,7
JucToHmMs 3(0,8) 1(0,6)
IMaromornyHa moxoaKa 5(1,4) 0
MycKyiHa pUTHIHOCT 1(0,3) 0
Hapy1ienre Ha paBHOBECHETO 3(0,8) 2(1,1)
MyCKYITHO-CKeJIETHA CKOBAHOCT 3(0,8) 0
Purnpnoct 1(0,3) 0
MortopHa qucyHKIHS 1(0,3) 0

Cpo0111aBane Ha MOA03UPAHN HEXETAHN PEAKITHH
Cro0IIaBaHeTo Ha MOIO3UPAHU HEXKEIIAHU PEaKIIUU CIIE]] pa3peliaBaHe 3a ynorpeda Ha JeKapCTBEHUS

MPOAYKT € BaykHO. ToBa 1M03B0JIsABA Ja MPOIB/KH HAOIIOICHUETO Ha ChOTHOIICHUETO T0JI3a/PUCK 32
JIeKapCTBEHUS MPOAYKT. OT METUIIMHCKUTE CIICIIMAIMCTH CE M3UCKBA J1a ChOOIIaBaT BCAKA
MOT03UPaHa HEXKEIaHa PeaKIus Ype3 HAIMOHAIHA CUCTEMa 3a ChOOIaBaHe, IIOCOYCHA B

[punoxenue V.

4.9 Ilpepo3upane
CumMmoroMu

IToBedeTo cayyan Ha CIIydaifHO TIPeI03UpPaHE HE Ca CBbP3aHU C KIIMHUYHU MPU3HAIN ¥ CUMIITOMU U
MOYTH BCHYKH 3aCETHATH TAlMEHTH MMPOIBIDKABAT JICUEHHUETO C pUBACTUTMUH 24 Haca cief
MIPeI03UPAHETO.

Cro0I11aBaH ca Cily4au Ha XOJUHEPTUYHA TOKCHYHOCT ChC CUMIITOMH, KOMTO C€ HAa0JII01aBatT npu
YMEPEHO MYCKapUHOBO OTPABSHE KaTO MHO03a, 324EPBABAHE HA JTUIIETO, XPAHOCMUJIATEIIHU HAPYILICHHUS,
BKJTFOUMTEITHO KOpeMHa 00JIKa, TajicHe, MOBPhIaHe U quapusi, Opaukapius, OpoHX0Ca3bM U
TIOBHUIIICHA OPOHXHUATHA CEKPELUs, XUTICPXHUPO3a, HEBOIHO YPUHHUPaHE W/WiH Jedekanus, JaKpuManus,
XUTOTOHHUS U MIOBUIIEHO CIIFOHOOTCIISIHE.
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https://www.ema.europa.eu/en/documents/template-form/qrd-appendix-v-adverse-drug-reaction-reporting-details_en.docx

B mo-TexxkuTe cirygan MoraT Jja ce MOsIBIT M HUKOTWHOBU €()eKTH KaTO MyCKYJIHa cliabocT,
(hacumKynanyuy, rbPYOBE U PECITUPATOPEH aPECT, C BH3MOXKEH JIETAJICH H3XO/I.

OcBeH TOBa UMa MOCTMAPKCTUHTOBU CIy4au Ha 3aMadHOCT, TPEMOP, FHaBO6OJ'II/IC, CBbHJIMBOCT,
O6’LpKaHOCT, XUIICPTOHUS, XAJTIONUHAIIUN U 06H_IO HCPA3IMOJIOKCHUC.

Jleuenne

TBif KaTO pUBACTUTMUH MIMa TUIa3MEH IMOTY>KUBOT OT OKOJIO | Yac M MpOaBIKUTETHOCT Ha
WHXUOUpaHE Ha alleTUIIXOJIMHECTEpa3ara OT OKOJIO 9 yaca, mpernopbyBa ce Ipy Cliyyau Ha
aACHMIITOMATHUYHO IIPEI03UpaHe 1a He Ce Mpujiara JOMbJIHUTEIHA 1032 PUBACTUTMHUH IIPE3
cnensamure 24 yaca. AKO IPEJO3UPAHETO € ChIIPOBOJICHO OT TEXKKO TaJIcHe U MOBPBIIIaHE, TPSOBA J1a
ce 00chau ynorpebarta Ha anTHeMeTHIH. [IpH HyX1a TpsiOBa 1a ce mpeanpreMe CHMIITOMATHIHO
JIeYeHHUE 32 OCTAHAIUTE HEKETIaH! PEaKIiH.

[pu 3HAUUTEITHO TPETO3UPaHe MOXKE Jla C€ M3IMOJI3Ba aTPOIHH. [IpenophuBa ce HavalHa 103a OT
0,03 mg/kg uHTpaBEeHO3CH aTPONUH CyJI(AT C MOCIICABAIIH 03U B 3aBUCUMOCT OT KITMHHYHUS
otroBop. He ce nmpenopsuBa yrmorpebara Ha CKOMOJIAMHH KaTO aHTHJIOT.

5.  ®APMAKOJOI'MYHU CBOVICTBA
5.1 d@dapmakoaMHAMHMYHHU CBOiiCTBa

(DapMaKOTCpaHCBTI/I'-IHa rpymna: nCUXoaHaJICITUIIN, AHTUXOJUHCCTCPA3HU MMPOAYKTH, ATC Kona:
NO6DAO03

PuBacTHrMHH € MHXMOHUTOp Ha alleTHII- U Oy THPUIXOJMHECTEPA3UTe OT KapOaMaTeH THII, 32 KOWUTO ce
CYHTa, Y€ YJICCHSIBA XOJUHEPTHYHATA HEBPOTPAHCMUCHS Upe3 3a0aBsHE pa3rpakKIaHeTO Ha
AIETIIIXOJIMHA, 0CBOOOJICH OT ()YHKIIMOHAIHO HHTAKTHUTE XOJMHEPruyHU HeBpoHU. ClIeI0BAaTEIHO,
PUBACTUTMUH MOXE J]a UMa OJIATOTPUSTEH e(PEeKT BbpXY XOIMHEPIHYHO METUMPAHUST KOTHUTHBEH
nedHInT TIPU TEMEHIINSI, CBhp3aHa ¢ 00JecTTa Ha AJxaiMep niH ¢ 6osrectra Ha [lapKkuHCOH.

PuBacTurMuH B3aMMOAEHCTBA C IPHULIETHUTE EH3UMH Ype3 00pa3yBaHe Ha KOBAaJCHTHO CBbP3aH
KOMIIJIEKC, KOMTO BpEMEHHO MHAKTUBUPa eH3uMuTe. [1pu 31paBu Mitam MbxKe repopanHaTa 103a OT

3 mg noHmKaBa aKTUBHOCTTA Ha arleTuixonuHectepasapara (AChE) B nepeOpocnuHaiHaTa TEYHOCT C
npudmmsurenHo 40 % npe3 mppBuTe 1,5 Yaca cien MpuiIokeHneTo. AKTUBHOCTTA Ha €H3HMMa Ce
BpbLIa 0 U3XOIHOTO HUBO OKOJIO 9 yaca clie/l IOCTUraHe Ha MaKCUMaTHUsI HHXUOUTOpeH edekT. [Ipu
nmaueHTu ¢ Oosect Ha Annxaiimep uaxuoupanero Ha AChE B niepeOpocnuHaiHaTa TSYHOCT OT
PUBACTUTMUH € JI0303aBUCUMO JI0 6 Mg JIBa IIFTH JHEBHO, KOSITO € Hali-BHCOKATa IIPOyYBaHa J1034.
WuxnbupaneTo Ha aKTUBHOCTTA HAa OYTHPHIIXOJUHETEpa3aTa B epeOpOCIMHAIIHATA TEYHOCT MIPH

14 naumenTu ¢ Oonect Ha Anxaimep, J€KyBaHH C pUBACTUTMUH, € cxoHO ¢ ToBa Ha AChE.

Knunnunu npoyuBanus npu AjixaiiMepoBa JIeMEHITUs
EdukacHOCTTa HAa pUBACTHIMHH € YCTaHOBEHA YpEe3 U3II0JI3BAHE HA TPU HE3aBUCHMH, 00J1aCT

cneun(UIHYU, OLIEHbYHH MOKA3aTeNs, KOUTO CE ONpPEeIsT Ha IEPHOANYHN HHTEPBaIM IO BpeMe Ha O-
MecedHuTe rnepuoan Ha edenue. Tyk ce BrmouBat ADAS-Cog (Ckana 3a oreHka Ha OoiecTra Ha
AnnxaiiMep — KOTHUTHBHA rmojckana [Alzheimer’s Disease Assessment Scale — Cognitive subscale],
n3MepBaHe Ha KOTHUTUBHATA (DYHKIHS, Bb3 OCHOBa Ha noBeneHuneTo), CIBIC-Plus (Ouenka Ha nexaps
3a MOJIOKUTEITHA POMSIHA, Bb3 OCHOBA Ha MHTepBIo ¢ maruenta [Clinician’s Interview Based
Impression of Change-Plus] - o611a 11s710cTHA OlleHKa Ha MAalKMeHTa OT U3CiIe0BaTels, BKIFOYBAIa
MpHHOCA Ha OKa3Bamaro rpwkw juie) u PDS (Ckana 3a nmporpecus Ha BjomaBaHero [Progressive
Deterioration Scale] - onienka oT cTpaHa Ha OKa3BaLIOTO IPYIKH JIHMIIE HA €XKETHEBHUTE JICHHOCTH,
BKJIFOUMTEITHO JINYHATA XUTHEHA, XpaHEHETO, 00JIMYaHeTo, JIOMaKHHCKaTa paboTa KaTo rna3apyBaHe,
3ama3BaHe Ha CIIOCOOHOCTTA 3a OPHEHTHPaHE B OKOJIHATA CpeJia, KAKTO M yJacThe B JCWHOCTH,
CBBbp3aHH C (PMHAHCOBHU BBIIPOCH, U T.H.).
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Wzcneapanute narpenty umatr MMSE (MUHHMaNeH mperie]] Ha IICUXHYHOTO ChCTOSIHUE) CKOP OT
10-24.

Ha Ta6numa 4 mo-goiy ca gaJeHu pe3yaTaTUTe OT HAUeHTHTE ¢ KIMHUYHO 3HAYMM OTTOBOD,
00e/IMHEeHH OT JIBE IPOYUYBaHUS C I'bBKaBa J103a, OT 0OLI0 TPH OCHOBHH 26-CEAMUYHNA MHOTOLIEHTPOBH
NpOYYBaHUS MPH NALMEHTH C JIeKa 10 yMEPEHO TexKka Anxaiimeposa aemeHuus. Knuanano
3HAYMMOTO MOAOOPEHUE IPH TE3U NPOYYBaHHUS € epuHUpaHo & Priori KaTto moJoOpeHue ¢ MoHe

4 touxn o ADAS-Cog, nogo6penue o CIBIC-Plus, wmu nmone 10 % nogobpenne o PDS.

OcgeH TOBa, Ha chlIaTa TabauIa e mpeacraseHa post hoc aepununmsaTa Ha oTroBopa. Bropuunara
JneUHULMS Ha OTroBoOpa n3KuckBa nogoopenue no ADAS-Cog ¢ 4 Touky nin noseye, JUIca Ha
BiomagaHe 1o CIBIC-Plus u nurica Ha Biomagatne nmo PDS. Cpeinara neficTBUTEIHA THEBHA /103a 3a
OTrOBOPHWIIMTE MAIMEHTH B rpynara Ha 6 - 12 mg, ciopes taszu nepunuiys, ¢ 9,3 mg. BaxHo e na ce
0TOeNeKH, Ye CKaInuTe, N3IMO0I3BaHN IPU TOBA [TOKa3aHUE, CE pa3InyaBaT U JUPEKTHUTE CPaBHEHHS Ha
pe3yiTaTUTe 3a pa3InIHNATE TEPANIeBTHYHN CPE/ICTBA HE Ca BAIUIHU.

Tabauua 4
ITauueHTH ¢ KIMHUYHO 3HAYUM 0TroBop (%)
Intent to Treat rpyma IHocsienHo ocbIIeCTBEHO
Ha0JI10/IeHUe cJie]l TOBA
Misipka 3a 0TTOBOP PuBacturmun | Ilnamedo | PuBacTurmMuu Ilnanedo
6-12 mg 6-12 mg
N=473 N=472 N=379 N=444
ADAS-Cog: nogobpenue c 21%** 12 25%** 12
Hal-MaJKo 4 TOUKH
CIBIC-Plus: nogobpenue 29*** 18 32*** 19
PDS: monoGpenwue ¢ Haii- 26%** 17 30*** 18
maiko 10 %
[Nopo6penue ¢ Hait-Manko 10* 6 12%** 6
4 Toukn mo ADAS-Cog 6e3
Biomasane mo CIBIC-Plus
u PDS

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

KinmHWYHY TpoyYBaHus IPU JEMEHITHS, CBBp3aHa ¢ OosiectTa Ha IlapKuHCOH
EdukacHocTTa Ha pUBaCTHIMUH IIPH JIEMEHIIHS, CBbp3aHa ¢ OoyiecTTa Ha [lapkUHCOH, € MmoKa3aHa npu

eHO 24-ceIMUIHO MHOTOIIEHTPOBO ABOMHOCIIATIO, IHIAIe00-KOHTPOIMPAHO OCHOBHO MPOYYBaHE U
HeroBara 24-ceIMUYHA OTKpUTA pasmupena ¢asza. [lanuenTure, yuacTBaiy B TOBA MPOyYBaHEe, UMAT
MMSE (MuHUMaleH nperiea Ha ICUXUIHOTO CheTosiHKuE) ckop oT 10-24. EdukacHocTTa ©
yCcTaHOBEHA Ype3 M3MOI3BaHEe Ha JBE HE3aBUCHMU CKaJll, KOMTO Ca OLICHSBAHHU HA PEIOBHHU MHTEPBAJIH
10 BpeMe Ha 6 MeCeUHHUs NIEPUOJI Ha JICUCHHE, KaKTo € moka3aHo Ha Tabmuna 5. [To-nony: ADAS-Cog
— MspKa 3a KOrHUTHBHATa QyHKuus, 1 1sutoctHara ouenka ADCS-CGIS (Koomnepatusao npoyuBane
Ha Oonectra Ha AnixaiimMep — L{simocTHO BlieuaT/ieHHe Ha KIMHUALUCTA 32 IPOMSIHATA).

Taoauna 5

JleMeHIUs1, CBbpP3aHa ¢ ADAS-Cog ADAS-Cog | ADCS-CGIC ADCS-CGIC
0oJsiecTTa Ha [lapkuHCOH PuBacturmun | Ilmame6o PuBacturmun | Iliaune6o

ITT + RDO nonynauus (n=329) (n=161) (n=329) (n=165)
Cpenno usxoano Hupo £ CO | 23,8 + 10,2 24,3+10,5 HEIPUIOKUMO | HEIIPHIIOKHUMO
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Cpenna mpomsiHa Ha 24-ta
ceamuna + CO

Kopurupana pasivka B
JICYCHUETO

P-CTOMHOCT CIIpsIMO THIAIEe00

ITT - LOCF nonysianus

Cpemuo m3xoaH0 HEBO = CO
Cpenna mpomsiHa Ha 24-ta
ceamuna + CO

Kopurupana paznuka B
JICYCHUETO

p-cToifHOCT cripsiMO manedo

21+82 0,7+75
2,881
<0,001
(n=287) (n=154)
24,0 +10,3 245+10,6
25+84 -0,8+75
3,54
<0,001

38+14 43+15
HCIIPUIOKUMO
0,0072
(n=289) (n=158)
HEIIPUITOKHUMO HEIIPUIIOKHUMO
37+14 43+15
HCIIPUIOKUMO
<0,0012

1 B3 ocaosa Ha ANCOVA ¢ BuJa IcdeHHE U IbpKaBaTta Kato (akTOpH, ¥ M3XOAHOTO Ha HUBO
ADAS-Cog xaTo koBapHaliMoHHa mpoMeHinBa. [1onox)uTeTHuTEe MPOMEHH 03HaYaBatT Mo I00peHHe.
2 3a yno6CTBO ca NPEICTABEHH CPEIHUTE CTOMHOCTH, aHAIM3BT [0 KATETOPUM € M3BBPLICH KaTo €
U3MoJ3BaH Tecta Ha van Elteren

ITT: Intent-To-Treat; RDO: IlanmenTtu, npexxaeBpeMeHHoO HanmycHanu npoy4Banero (Retrieved Drop

Outs); LOCF: Ilocnenno u3sbpueno nadmozaenue (Last Observation Carried Forward)

Brnpeku de eueOHUAT ePeKT € MmoKa3aH 3a IsuiaTa MOMyialus Ha MPOYyYBaHETO, JaHHUTE
NPEIoJIarar, 4e Mo-ToJisiM TepareBTHYeH e)eKT B CpaBHEHHE C IU1anedo ce HaOIoJaBa npu

noarpymnara naifueHTU ¢ YMEpCeHa ACMCHIUSA, CBbpP3aHa C Oolectra Ha HapKI/IHCOH. HO)_'[O6HO Ha TOBa

IIO-TOJIAAIM TCPAIICBTUYCH e(l)eKT ce Ha6n}0;[aBa IpU MaUCHTUTE CHC 3PUTCIIHU XAJIIOIUHAIIUN (B)K.

Tab6nuria 6).

Tadauna 6

JleMeH1Ms1, CBBpP3aHa ¢
oosiectta Ha IlapkuHCcOH

ADAS-Cog
PuBacTurmun

ADAS-Cog
ILname6o

ADAS-Cog
PuBacTurmun

ADAS-Cog
ILnamedo

ITanuenTH cbe SPUTEJIHHA

ManuenTn 6e3 3putenn

XATI0ONHHAIMH XAJTIOIMHAIMA
ITT + RDO nonyaauus (n=107) (n=60) (n=220) (n=101)
Cpenno u3xonno auo £ CO | 25,4 +9.9 27,4+10,4 23,1+10,4 225+10,1
Cpenna mpomsiHa Ha 24-Ta 1,0+£9.2 -2,1+8,3 26+76 0,1+6,9
cenmuna £ CO
Kopurupana paznuka B
JIEUCHUETO 4.27* 2,09t
P-CTOMHOCT cHpsAMO mIanebo 0,002! 0,015!

IManueHTH ¢ ymMepeHa
nemenmusi (MMSE 10-17)

Halll/leHTl/I C JIeKa IeMECHIMUA
(MMSE 18-24)

ITT + RDO nonyaauust

Cpenuno uzxoaHo HuBo = CO
Cpenna mpomsiHa Ha 24-ta
ceamuna + CO

Kopurupana paznuka B
JICYCHUETO

P-CTOMHOCT CIpsIMO THIaIe60

(n=87) (n=44)
32,6+10/4 33,7+10,3
26+94 -18+7.2
4,731
0,002

(n=237) (n=115)
206+7,9 20,779
1,9+77 -02+75
2,141
0,010*

! Bb3 ocnoBa Ha ANCOVA ¢ Buj1a JIeUeHHE U TbpiKaBaTta Kato (paKTOpH, U M3XOJHOTO Ha HUBO
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ADAS-Cog xato KoBapHallMOHHA TPOMeHIHBa. [10J0KUTETHUTE TPOMEHH O3HAYaBaT 10 100pCHHE.
ITT: Intent-To-Treat; RDO: [TanuenTn, npexaeBpeMeHHO HammycHaau npoyusaneto (Retrieved Drop
Outs)

EBporeiickara areHIust 1o JeKapcTBaTta 0CBOOOXK1aBa OT 33bJDKEHHUETO 3a MPEI0CTaBIHEe Ha
pe3yaTaTUTe OT IPOYYBAHUATA C PUBACTUTMUH BbB BCHUKH MOATPYIH HA TIeIUATPUIHATA TOITYIAIIHS
MIpH JIeUeHue Ha AxaiiMepoBa JeMEeHIUS U IEMEHIMs, TpH uaronaTuyHa Oonect Ha [lapkuHCcOH
(Bx. Touka 4.2 3a nHMOpPMAIH OTHOCHO yHOTpeOa B IIEIUATPHUSITA).

5.2 dapmMakoKHMHeTHYHH CBOWCTBA

AOcoporus
PuBacturmuH ce abcopbupa 66p30 U HabIHO. [THKOBUTE MIa3MEHU KOHIICHTPAIIUH CE TOCTUTAT CIe]

npubmm3uTenHo 1 gac. B pe3ynrar Ha B3auMOJICHCTBHETO Ha PUBACTUTMUH C TAPTETHUSI CH3HUM,
MOBHUIIIEHUETO HA OMOHAIMYHOCTTA € OKOJIO 1,5 IMMBTH MO-BHCOKO OT OYAKBAHOTO OT IMOBHUIIICHUETO HA
Jo3ata. AGCONMoTHATa OMOHATMYHOCT clie]t 103a OT 3 mg e okoio 36 %+13 %. [IpuembT Ha
pUBAacCTUTMUH TI0 BpeMe Ha XpaHeHe 3a0aBst abcopOrusaTa (Tmax) ¢ 90 munyTH 1 ToHIKaBa Cmax 1
nosummasa AUC ¢ npubmmsurento 30 %.

PasnpeneneHue
CBBp3BaHETO HA PHBACTUTMHFH C IITa3MeHUTe 0enThim ¢ npubimmusutenHo 40 %. Toit necHo

MpeMrHaBa KPbBHO-MO3bYHATA Oapuepa U NMa IPUBUEH 00eM Ha paslpe/ielieHne B TPAaHUIIUTE Ha

1,8-2,7 I/kg.

Buorpanchopmarms

PuBacturmuH ce Metaboau3upa ObP30 U B 3HAYUTETHA CTENCH (TIOTYKUBOTHT B IJIa3MaTa €
MpUOIM3UTETHO 1 9ac) TIIaBHO Ype3 XOJIMHECTepa3a-Mequnupana Xuapon3a 10 JekapOaMuIupan
MeTabosuT. IN Vitro To3u MeTaboNIHT MOKa3Ba MUHUMAIHO HHXHOMpaHe Ha alleTHIXOJIMHECTEPa3aTa
(<10 %).

B®3 ocHOBa Ha Mpoy4BaHus iN VIitro He ce ouakBaT PapMaKOKHHETUIHN B3aUMOJICHCTBHUS C
JICKapPCTBEHU MPOJYKTH, KOUTO CE METa0OIU3UPAT OT CIICAHUTE IUTOXpoM n3oeH3umu: CYP1A2,
CYP2D6, CYP3A4/5, CYP2E1, CYP2C9, CYP2CS8, CYP2C19 niu CYP2B6. Br3 ocHoBa Ha
JIOKA3aTeJICTBATa OT MPOYYBAHUS IPU KUBOTHU OCHOBHUTE IIUTOXPOM P450 n30eH3uMu y4acTBat B
MUHUMAJIHA CTEIICH B METa00JU3Ma Ha pUBACTUTMUH. TOTATHHAT TUIa3MEH KIUPHHC Ha PHBACTUTMUH
e npubnusurenno 130 1/gac cien uHTpaBeHo3Ha a03a ot 0,2 mg u Hamansasa a0 70 1/gac cien
HWHTpaBEHO3HA 703a oT 2,7 M.

Enumunupane
B ypunata He ce OTKpHBa HEIPOMEHEH PUBACTUTMHH. bhOpedHaTa ekCKpenusi Ha MeTa0OJIUTUTE €

IJIaBHUAT BT Ha enmumuaupane. Cren npuiaradeTo Ha *C-puBacTMIMUH €JTMMUHHPAHETO YPE3
O0BOpenuTe € Obp30 U Ha mpakTHKa HIHO (>90 %) B pamkuTe Ha 24 vaca. [To-manko ot 1 % ot
MIPUIIOKEHATA J103a ce eKCKpeTHpa ¢ (ereca. Jluncea kymynupaHe Ha pUBaCTUTMUH WU Ha
JiekapOaMuupanus MeTabOJIUT TIPU MAIMEHTH ¢ 0oJiecT Ha AJxaimep.

[omynanuoHHUAT papMaKOKWHETHYEH aHAIN3 MTOKa3Ba, Y€ ynoTpedara Ha HUKOTHH TIOBHIIIABA
TIepOpaTHUS KIIMPHHC Ha pUBACTUTMUH ¢ 23% mpu marueHTn ¢ 6onect Ha Ajmxaiimep (n=75 mymaan
n 549 Hemymaun) Mpu TepopalieH IpreM Ha PUBACTHTMHH B 71031 710 12 mg/nen.

Crapuecka Bb3pacT

Brnpeku, ue OMOHATUYHOCTTA HA PUBACTUTMHH IIPH XOpa B CTapUYeCcKa Bh3PACT € MO-BUCOKA
OTKOJIKOTO TIPW MJIAJH 3/IpaBH JOOPOBOIIIN, TPOYIBAHHUATA TIPY TAIIMEHTH ¢ 0oJiecT Ha AIxaiiMep Ha
BB3pacT Mexy 50 u 92 ronquHM He MoKa3BaT NPOMsHA B OMOHATMYHOCTTA C Bh3pacTTa.
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UYepHOoapoOHO yBpexk1aHe

Crmax Ha puBacTUrMuH € npudausutenHo 60 % mno-sucoka u AUC 3a puBaCTUIMHH € NTOBEYE OT /Ba
I'BTHU TO-BUCOKA MPH JIMIA C JIEKO IO YMEPEHO TEKKO YePHOAPOOHO YBpPEKIaHE, OTKOIKOTO MPH
3/IpaBy JINLA.

br6peunHo yBpexnaHe

Cmaxut AUC Ha pyBacTUIMHH ca IIOBEYE OT J1Ba IIBTH II0-BUCOKH IPH JIKUIA C yMEPEHO ObOPEUHO
YBpEKIaHE B CPaBHEHUE ChC 31paBu jiuia. Odade, Hama mpoMeHU B Cmax 1 AUC Ha pHBaCTUTMUH MTPH
JIUIIA C TEKKO OBOPEYHO YBPEKIIAHE.

5.3 IlpeakIVHUYHHU JAHHU 32 6€30MACHOCT

[IpoyuBaHusATa 32 TOKCHYHOCT MMPU MHOTOKPATHO MPHIIaraHe MPH IUThXOBE, MUIIIKHA U KydeTa MMOKa3BaT
€JMHCTBEHO e(DEeKTH, CBBP3aHU ChC 3aCHIICHO (JapMaKoJIIOTUYHO JielicTBue. He e HaOmonaBana
TOKCUYHOCT KbM TpHUIIENICH oprad. [Ipu npoyuBaHus BbPXY )KUBOTHH HE Ca MMOCTUTHATH TPAHUIIHA HA
0€30IMacHOCT 3a EKCIO3UIMATA Ha X0pa MOPaJId YyBCTBUTEITHOCTTA HA U3ITOJI3BAHUTE MOJICIIA BHPXY
JKUBOTHU.

PuBacTHrMHH HE € MyTareHeH IpH OaTepust OT CTaHIapTU3UpaHu iN Vitro u in Vivo TecToBe, OCBEH mpH
TecTa 3a XPOMO30OMHM abepalluy B YOBEIIKH JTUMQOLHUTH OT nepudepHa KpbB B f103a 10* mbTH mo-
BHCOKa OT MaKCHMaJTHATa KIIMHUYHA EKCITO3HUINA. MUKPOHYKICAPHUAT TECT IN VIVO ¢ OTpHUIIaTENICH.
T'nmaBauar metadomut NAP226-90 b0 He 1TOKa3Ba FeHOTOKCUYEH ITOTEHIMA.

JlumcBar goka3aTencTBa 3a KaHIIEPOTEHHOCT MPH MPOYYBAHUATA C MUIIKHU ¥ IITHXOBE C MAKCUMAITHO
MMOHOCHMA 1032, BBIIPEKH Y€ eKCIIO3UIUATa Ha PUBACTUTMHH U META0OJIUTHTE MY € ITO-HHUCKA OT
eKkcrno3uiusaTa npu xopa. Korato ce npeuzuuciu KbM MOBbPXHOCTTA Ha TSIIOTO, EKCIIO3UIIUSTA Ha
PUBACTUTMUH ¥ METAOOJIMTUTE MY € MPHOIM3UTEITHO EKBUBAJICHTHA HA MAKCUMAJTHO TIPErophb4BaHaTa
Jto3a 1mpu xopa ot 12 mg/neH; obayue, B CpaBHEHUE C MAaKCUMAaJIHATA JTHEBHA J103a IPH XOpa, MPU
JKUBOTHU C€ TOCTHTa MPUOINUIUTEITHO 6 BT ITO-BUCOKA EKCITO3UITHSL.

[Ipu >KWBOTHH PUBACTUTMHH NIPEMUHABA TIPE3 TUIANIEHTATa U Ce eKCKPETHPa B MIISIKOTO.
[IpoyuBaHusATa Ha MEPOPATTHOTO MPHIIOKEHUE MPH ILITHXOBE U 3alllM HE JaBaT JOKa3aTeJICTBA 3a
TepaTOTreHeH MOTeHIMal OT CTpaHa Ha pUBACTUTMUH. B mpoy4BaHus Ha MepOpaTHOTO MPUIIOKEHNE TIPU
MBKKH U JKEHCKH TUTbXOBE, HE ca HaOI0AaBaHN HeXKeTaHH €eKTH Ha PUBACTUTMUH BBPXY
(hepTrnmTeTa M PEMIPOAYKTHBHATA CIIOCOOHOCT HUTO IPH ITOKOJICHUETO HA POUTEINTE, HUTO MIPH
MAaJIKUTE Ha TE3HU POIUTEIH.

B IMpOoy4BaHeC Mpn 3317HIPI € YCTAaHOBCH NOTCHIHAJ Ha pPUBACTUTIMUH N4 NPCAN3BUKBA JICKO APA3HCHE Ha
OUHTE/. JIMTaBHUITUTEC.

6. DAPMAIIEBTUYHU JAHHHU
6.1 CHoucbk HAa NIOMOIIHHUTE BeLIECTBA

KancyiHo ¢cbabpp:KUMO:

Marnesues creapar

CunuuuesB TUOKCHU, KOJOUAEH 0€3B0IeH
Xwunpomenosa

MukpoKpurCTallHa TIeTy103a

ChbcTaB Ha KalcyJiaTa.

Pusacturmun Actavis 1.5 mQ TBEpaM Karcyian
Turanos auokcuy (E171)

Kenesen oxcup, kbt (E172)

Kematnna
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Pusacturmun Actavis 3 mg, 4,5 mg 1 6 My TBBPAU KaICyIu
XKenesen oxcun, yepsen (E172)

TuranoB quokcnn (E171)

Kenesen oxcup, bt (E172)

Kenatun

[levaTHO MacTHIIO:

[ennax

TIponuneHraukon

XKenesen okcun, yepseH (E172)

MacTiiioTo MOXe Jla ChbpKa WIH J]a He ChIIbPKa KaIUeB XUIPOKCH]]

6.2 HecnbBMecTUMOCTH
Henpunoxumo

6.3 Cpok Ha romHocT

baucrepu:
PusBacturmun Actavis 1,5 mg u 3 MQ TBBpAM KanCyId

2 TOOVHU

PusBacturmun Actavis 4,5 mg u 6 MQ TBBPAU KAICYIH
3 roauHu

OmnakoBKU:
Pusacturmun Actavis 1,5 mg, 3 mg, 4,5 mg u 6 Mg TBEpAU Kacyiu
2 TOOVHU

6.4 CnenuaJHM ycJI0BHUS HA CbXpaHeHHUe
Ja He ce cpxpansaBa Hax 25°C.
6.5 Buau chabpKaHue HA ONAKOBKATAa

- Bbaucrepu (Al/PVC): 28, 56 u 112 TBBpaM Karcyim.
- Omnaxosku 3a karcynu (HDPE) ¢ LDPE xamauku: 250 TBbpIM KaICyim.

He Bcruku BHIOBE OMAKOBKH MOTAT Ja ObJAT IIyCHATH B Mpoiaxoa.
6.6 CnenuaJHu npeana3Hu MEPKH NPH U3XBHPJISIHE

Hama cnenpainu U3MCKBaHUA.

7. INPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
Dalshraun 1

220 Hafnarfjorour
Hcnanaus
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8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

PuBacturmun Actavis 1,5 mg TBbpau KancyJiu
EU/1/11/693/001
EU/1/11/693/002
EU/1/11/693/003
EU/1/11/693/004

Pusacturmun Actavis 3 Mg TBepAM KalCcyiau
EU/1/11/693/005
EU/1/11/693/006
EU/1/11/693/007
EU/1/11/693/008

PuBacturmun Actavis 4,5 mg TBbpAM Kalcyau
EU/1/11/693/009
EU/1/11/693/010
EU/1/11/693/011
EU/1/11/693/012

Pusacturmun Actavis 6 mg TBEPAU KAICYJIN
EU/1/11/693/013
EU/1/11/693/014
EU/1/11/693/015
EU/1/11/693/016

9. JATA HA IT'bPBO PAZPEHIABAHE/IIOJJHOBABAHE HA PABPEIHIEHUETO 3A
YIIOTPEBA

[lara Ha ppBO pa3pemaiane: 16 roHu 2011 .
Hara na nocneano noxHossBane: 15 ¢pespyapu 2016

10. [JATA HA AKTYAJIMU3UPAHE HA TEKCTA

[TonpoOHa uHOpMaIKs 3a TO3M JCKApPCTBEH HPOAYKT € IPeIoCcTaBeHa Ha yeOcalita Ha EBponeiickara
areHIus 1o JiekapcTeata http://www.ema.europa.eu.
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HNPUJIOKEHHUE I1

MMPOU3BOJUTEJI(M), OTTOBOPEH(HH) 3A
OCBOBOXKIABAHE HA ITAPTUAN

YCJIOBUSA NN OTPAHUYEHUA 3A JOCTABKA U
YIIOTPEBA

APYI'U YCJIIOBUSA U UBNCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJIIOBUA NJIN OTPAHUYEHNS 3A BE3OITACHA U
EOEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A.  NIPOU3BOIUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOX/IABAHE HA ITAPTU/U

Hme n agpecC Ha HDOI/IBBOI[I/ITCJ'IH(I/ITC), OTFOBODCH(HI/I) 3a 0CB060)KI[aBaHe Ha MapTuauTe

Pharmapath S.A.
28is Oktovriou 1
Agia Varvara, 123 51
I'ppuus

Tjoapack Netherlands BV
Nieuwe Donk 9
4879 AC Etten-Leur
Hunepnannus
[ledyaTHaTta TMCTOBKA Ha JIEKAPCTBEHHS NPOIYKT TPsIOBa Ja ChAbPKa UMETO U ajipeca Ha
MIPOM3BOANTENSI, OTTOBOPEH 32 OCBOOOXKIABAHETO Ha CHOTBETHATA APTH/A.
b. YCJI0OBUA NI OT'PAHUYEHUA 3A JTOCTABKA U YIIOTPEBA
JlekapCTBEHUSAT MPOAYKT CE OTITyCKa [0 OTPaHUUEHO JIeKapcKo npeanucanue (Bx. [Ipunoxenne I:
Kpartka xapakrepucTuka Ha IPOAyKTa, Touka 4.2).
B. JAPYI'M YCJIOBUSA N UBUCKBAHUSA HA PASPEITIEHUETO 3A YIIOTPEBA

e llepyogu4HM aKTYaJIU3UPAHM JOKJIATH 32 0€30MACHOCT
WznckBanusTa 32 oaBaHe Ha MEPUOIUYHY aKTyaIM3UPaHU JOKIAIH 32 0€30IacHOCT 3a TO3H
JIEKapCTBEH NPOIYKT ca MOCOYCHH B CIIUCHKa ¢ pedepeHTHUTE Aatu Ha EBponeiickus cpro3 (EURD

CIHCHK), peasuaeH B wi. 1078, an. 7 ot Aupextura 2001/83/EO, n BbB BCUUKH ClieIBaIIH
aKTyanu3aluy, MyOJUKyBaHU HA eBPOIEHCKUS yeOmopTal 3a JIeKapcTBa.

I'.  YCJIOBUSA NI OTPAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUS ITPOAYKT

. Ilinan 3a ynpasJjieHue Ha pucka (ITYP)

Henpunoxumo
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IMPHUJIOKEHME I11

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

KYTHUA 3A BJIMCTEPU

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

PuBacturmun Actavis 1,5 mg TBbpaM Karcyim
PpUBaCTUTMUH

2. OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

1 xancyna ceabppika 1,5 mg puBacTUrMuH (KaTo pUBACTUTMHHOB XUAPOTCHTAPTAPAT).

‘ 3. CIIUCBK HA IOMOIIHUTE BEIIECTBA

‘ 4, JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

28 TBBpAM KaICyJIn
56 TBBPIU KaICyiH
112 TBBpIUN KarcyIu

‘ 5. HAYYH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBEKJAHE

[Ipenun ynotpeba npoyereTe IMCTOBKATA.
[Iepopanno mpunoxxeHue
[a ce mormpima ussa 0e3 pa3uynBaHe WA OTBapsHE.

6. CIHEHUAJIHO TPEAYHOPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TELIIA

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

‘ 7. APYI'U CHEIUAJIHU NPEAYIPEXJIEHUS, AKO E HEOBXOANUMO

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

T'onen no:

‘ 9. CIHIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ha ne ce cpxpansiBa Hax 25°C.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJIISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NN OTIHIAABYHU MATEPUAJIN OT

TAX, AKO CE U3UCKBAT TAKUBA

11.

HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjordur
Ucnangnus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/11/693/001[ 28 Gmnucrep]
EU/1/11/693/002 [56 Giuctep]
EU/1/11/693/003 [112 6amcTep]

13.

ITAPTUJIEH HOMEP

[Taptunen Ne

14.

HAYUH HA OTIITYCKAHE

15.

YKA3AHUSA 3A YIIOTPEBA

16.

HUH®OPMAIIMS HA BPAJIOBA A3BYKA

PuBacturmun Actavis 1,5 mg

17.

YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

18.

YHUKAJIEH UAEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA

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

BJINCTEPHU

| 1. NME HA JEKAPCTBEHUA INTPOAYKT

PuBacturmun Actavis 1,5 mg TBbpaM Karcyim
PUBACTUTMUH

| 2. HUME HA ITIPUTEXKATEJISA HA PASPEIIEHMETO 3A YIIOTPEBA

[Actavis logo]

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

T'onen mo:

| 4. INAPTUJIEH HOMEP

ITaptunen Ne

|5.  IPYIoO

TTonenemHMK
Bropuuk
Cpsina
YeTBbpTHK
Tletpk
Cn0oTa
Henens
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JAHHH, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

KYTHUA 3A OITAKOBKA 3A KAIICYJIN

1.

HUME HA JIEKAPCTBEHUSA ITPOAYKT

PuBacturmun Actavis 1,5 mg TBbpaM Karcyim
PpUBaCTUTMUH

2.

OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 xancyna ceabpka 1,5 Mg puBacTUrMuH (KaTO pUBaCTUTMUHOB XUAPOTEHTApTaparT).

| 3,

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4,

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

250 TBBpaM Karcynu

| 5.

HAYYH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBEKJAHE

[Ipenu ynorpeba npouerere IMCTOBKATA.
[lepopanuo mpunoxeHue
[a ce mornpiua 1si1a 0e3 pa3uynBaHe WM OTBapsIHE.

6.

CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

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

| 7.

APYI'U CHEOUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOANMO

B

JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

o,

CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

[a ne ce cpxpansiBa Hax 25°C.

10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJIISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. HUME 1M AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjorour
Hcnanaus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/11/693/004

13. TAPTHUJAEH HOMEP

[Taptunen Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

PuBacturmun Actavis 1,5 mg

‘ 17.  YHUKAJIEH UIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA

PC: {nomep}
SN: {rHomep}
NN: {HOMep}
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JAHHHU, KOUTO TPABBA JA CBbABPKA ITBPBUYHATA OITAKOBKA

ETUKET 3A OITAKOBKA 3A KAIICYJIN

1.

HUME HA JIEKAPCTBEHUSA ITPOAYKT

PuBacturmun Actavis 1,5 Mg TBbpaM Karcyim
PpUBaCTUTMUH

2.

OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 karicyna cpabpka 1,5 Mg puBacTUrMuH (KaTO pUBACTUTMUHOB XHIPOTCHTAPTAPAT).

| 3,

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4,

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

250 TBBpaM Karcynu

| 5.

HAYYH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBEKJAHE

[Ipenu ynorpeda npouerere IMCTOBKATA.
[lepopanno mpunoxeHue
[a ce mornpiua 1si1a 0e3 pa3uynBaHe WM OTBApsIHE.

6.

CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MACTO JAJIEYE OT IIOTJVIEJJA 1 IOCEI'A HA JIELTA

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

| 7.

APYI'U CHEOUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOANMO

B

JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

o,

CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

a ne ce cpxpansiBa Han 25°C.

10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJIISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA
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‘ 11. HUME 1M AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis logo]

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

EU/1/11/693/004

13. TAPTHUJAEH HOMEP

ITaptunen Ne

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BBYKA

‘ 17.  YHUKAJIEH UIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIIOYCH YHUKAICH HACHTU(UKATOD

‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA

PC: {nomep}
SN: {Homep}
NN: {HOMep}
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JAHHH, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

KYTHUA 3A BJIMCTEPA

1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

PuBacturmun Actavis 3 mg TBbPAU Karcyau
PpUBaCTUTMUH

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 xancyna ceabpka 3 My pUBaCTUTMUH (KaTO pUBACTUTMUHOB XUIPOTEHTAPTAPAT).

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

28 TBBPAM KaICyJIH
56 TBBpaU Kancynu
112 TBBpAM Kamcyau

‘ 5. HAYYH HA ITPUJIATAHE N ITbT(MIIIA) HA BbBEKJAHE

[Ipenu ynoTtpeba npoyerere JINCTOBKATA.
IlepopanHo npuiioxeHue
Ja ce mormbIa msia 0e3 pa3uynBaHe WA OTBapsHE.

6. CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBXPAHSBA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

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

‘ 7. JAPYTI'U CHEHUAJIHU ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJIUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja He ce cpxpansaBa Hax 25°C.
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10. CHELHUAJIHU IIPEANTASHU MEPKHU INPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Actavis Group PTC ehf.
220 Hafnarfjoérour
Hcnanaus

12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/11/693/005[ 28 Gmuctep]
EU/1/11/693/006 [56 Giuctep]
EU/1/11/693/007 [112 6aucTtep]

13. TAPTHUJAEH HOMEP

ITaptunen Ne

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAIJIOBA A3BBYKA

PuBacturmun Actavis 3 mg

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

JiByn3MepeH OapKoj ¢ BKIIOUEH YHUKAJICH UICHTU(PHUKATOD

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

PC: {nomep}
SN: {Homep}
NN: {HOMep}

30



MHUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEPU

| 1. NME HA JJEKAPCTBEHUA ITPOAYKT

PuBacturmun Actavis 3 mg TBbPAU Karcyau
PUBACTUTMUH

| 2. NME HA ITIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis logo]

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4. ITAPTUJIEH HOMEP

[Taptunen Ne

|5.  JAPYIO

TTonenemauk
Bropuuxk
Cpsna
YeTBBpPTHK
TleTsk
Cnbora
Henens
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JAHHH, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

KYTHUA 3A OITAKOBKA 3A KATICYJIN

1.

HUME HA JIEKAPCTBEHUSA ITPOAYKT

PuBacturmun Actavis 3 mg TBbPAU Karcyau
PpUBaCTUTMUH

2.

OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 xancyna ceabpka 3 My pUBaCTUTMUH (KaTO pUBACTUTMUHOB XUIPOTEHTAPTAPAT).

| 3,

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4,

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

250 TBBpaM Karcynu

| 5.

HAYYH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBEKJAHE

[Ipenu ynorpeda npouerere IMCTOBKATA.
[lepopanno mpunoxeHue
[a ce mornpiua 1si1a 0e3 pa3uynBaHe WM OTBApsIHE.

6.

CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

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

| 7.

APYI'U CHEOUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOANMO

B

JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

o,

CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

a ne ce cpxpansiBa Han 25°C.

10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJIISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. HUME 1M AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjoérour
Hcnanaus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/11/693/008

13. TAPTHUJAEH HOMEP

[Taptunen Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIUA HA BPAJIOBA A3BBYKA

PuBacturmun Actavis 3 mg

‘ 17.  YHUKAJIEH UIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JIBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA

PC: {nomep}
SN: {rHomep}
NN: {HOMep}
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JAHHHU, KOUTO TPABBA A CBbABPKA ITBPBUYHATA OITAKOBKA

ETUKET 3A OITAKOBKA 3A KAIICYJIN

|1

HUME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 3 mg TBBbpAU Karcyiu
pUBacCTUTMUH

2.

OBSBSIBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

1 xancyna ceabppika 4,5 Mg puBacTUTMUH (KaTO PUBACTUTMHHOB XUAPOTCHTAPTAPAT).

| 3,

CIIUCBK HA IOMOIIIHUTE BEINECTBA

| 4,

JIEKAPCTBEHA ®OPMA 1 KOJIMYECTBO B EJJHA OITAKOBKA

250 TBBpIU KAnCyaIu

| 5.

HAYYH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBEKJAHE

[Ipenun ynotpeba npoyeTeTe IMCTOBKATA.
[Iepopanno mpunoxxeHue
Ja ce mormeima nssa 0e3 pa3uynBaHe WA OTBapsHE.

6.

CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

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

| 7.

JAPYTI'U CHEHNUAJIHU ITPEAYIIPEXXIEHUA, AKO E HEOBXOJIUMO

| 8.

JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onmen mo:

9.

CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHHUE

Ja He ce cpxpansaBa Hax 25°C.

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBPJIIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA
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|11,

NME "N AJIPEC HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis logo]

| 12,

HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/11/693/008

13.

ITAPTUJIEH HOMEP

ITaptunen Ne

| 14,

HAYUH HA OTIITYCKAHE

| 15.

YKA3AHUSA 3A YIIOTPEBA

| 16.

WH®OPMAIINSA HA BPAMJIOBA A3BYKA

| 17.

YHUKAJIEH HAEHTUOPUKATOP — JIBYU3MEPEH BAPKO/]

| 18.

YHUKAJIEH UAEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA
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JAHHH, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

KYTHUA 3A BJIMCTEPA

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 4,5 mg TBbpIHU Kancyiu
pHUBacCTUTMUH

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 xancyna ceabpka 4,5 My pUBaCTUrMUH (KaTO pUBACTUTMUHOB XUAPOTEHTApTaparT).

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

28 TBBPAM KaICYyJIH
56 TBBpIM Karcynu
112 TBBpAN Karcyau

‘ 5. HAYYH HA ITPUJIATAHE N ITbT(MIIIA) HA BbBEKJAHE

[Ipenu ynoTpeba npoyerere JINCTOBKATA.
IlepopanHo npuiioxeHue
Ja ce mormbIa msia 0e3 pa3uynBaHe WA OTBapsHE.

6. CIHEHUAJIHO TPEAYHOPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSCTO JAJIEYE OT HOTJVIEJA U TOCET'A HA TEIIA

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

‘ 7. APYI'U CHEHUAJIHM IIPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja He ce cpxpansaBa Hax 25°C.

10. CHEIWAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA
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11. HUME U AJJPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjorour
Hcnanaus

12.  HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/11/693/009[ 28 Gnuctep]
EU/1/11/693/010 [56 Gmuctep]
EU/1/11/693/011 [112 6aucTep]

13. TAPTHUJAEH HOMEP

ITaptunen Ne

‘ 14. HAYMUH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

PuBacturmun Actavis 4,5 mg

‘ 17. YHUKAJIEH UIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JiByn3MepeH 0apKoj ¢ BKIIOUEH YHUKAJICH HICHTU(PHUKATOD

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

PC: {nHomep}
SN: {nomep}
NN: {HOMep}
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MHUHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJINCTEPHU

| 1. NME HA JJEKAPCTBEHUA ITPOAYKT

PuBacturmun Actavis 4,5 mg TBbpAH KaIcyu
PUBACTUTMUH

| 2. NME HA IIPUTEXKATEJISAA HA PASPEHLIEHUETO 3A YIIOTPEBA

[Actavis logo]

| 3. JATA HA T3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

| 4. ITAPTUJIEH HOMEP

[Taptunen Ne

|5.  JAPYIO

TTonenemauk
Bropuuxk
Cpsna
YeTBBpPTHK
TleTsk
Cnbora
Henens
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JAHHH, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

KYTHUA 3A OITAKOBKA 3A KAIICYJIN

|1

HUME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 4,5 mg TBbpAM KaIcyu
PUBACTUTMUH

2.

OBSBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 xancyna ceabppika 4,5 Mg puBacTUTMUH (KaTO PUBACTUTMHHOB XUAPOTCHTAPTAPAT).

| 3,

CIIUCBK HA IOMOIIIHUTE BEIIECTBA

| 4,

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

250 TBBpIU KAnCyIu

| 5.

HAYYH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBEKJAHE

[Ipenun ynotpeba npoyeTeTe IMCTOBKATA.
[Iepopanno npunoxeHue
Ja ce mormpima nsia 0e3 pa3uynBaHe WA OTBapsHE.

6.

CIHEHUAJIHO TPEAYHOPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA TEIIA

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

| 7.

APYI'U CHEIIUAJIHU TPEAYIPEXJIEHUS, AKO E HEOBXOANMO

B

JATA HA U3TUYAHE HA CPOKA HA I'OAHOCT

T'onen no:

9.

CIHIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Ha ne ce cpxpansBa Hax 25°C.

10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

39




11. HUME 1M AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjoérour
Hcnanaus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/11/693/012

13. TAPTHUJAEH HOMEP

[Taptunen Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

PuBacturmun Actavis 4,5 mg

‘ 17. YHUKAJIEH UIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JIBym3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA

PC: {nomep}
SN: {rHomep}
NN: {HOMep}
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JAHHHU, KOUTO TPABBA JA CBbABPKA ITBPBUYHATA OITAKOBKA

ETUKET 3A OITAKOBKA 3A KAIICYJIN

|1

HUME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 4,5 mg TBbpIU Kancyiu
pHUBacCTUTMUH

2.

OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

1 xancyna ceabpka 4,5 My pUBaCTUrMUH (KaTO pUBACTUTMUHOB XUAPOTEHTApTaparT).

| 3,

CIIMCBK HA TIOMOIIHUTE BEHIECTBA

| 4,

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

250 TBBpaM Karcynu

B

HAYYH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBEKJAHE

IIpenu ynorpeda npouerere IMCTOBKATA.
[lepopanno mpunoxeHue
[a ce mormnpiua 1si1a 0e3 pa3vynBaHe WM OTBApsIHE.

6.

CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MACTO JAJIEYE OT IIOTVIEJJA 1 IOCEI'A HA IELTA

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

| 7.

APYI'U CHEOUAJIHU NPEAYIIPEXIEHUSA, AKO E HEOBXOANMO

| 8.

JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9.

CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

a ne ce cpxpansiBa Hax 25°C.

10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA
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|11,

NME U AJIPEC HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis logo]

| 12,

HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/11/693/012

13.

ITAPTUJIEH HOMEP

ITaptunen Ne

| 14,

HAYUH HA OTIITYCKAHE

| 15.

YKA3AHUSA 3A YIIOTPEBA

| 16.

WH®OPMAIINSA HA BPAMJIOBA A3BYKA

| 17.

YHUKAJIEH HAEHTUOPUKATOP — JIBYU3MEPEH BAPKO/]

| 18.

YHUKAJIEH UAEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA
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JAHHH, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

KYTHUA 3A BJIMCTEPA

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

PuBacturmun Actavis 6 mg TBbpPAN Karcyau
PUBACTUTMUH

2. OBSBSBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

1 xancyna ceappika 6 Mgy puBacTUIMUH (KaTO PUBACTUIMUHOB XUAPOTEHTApTapar).

‘ 3. CIIUCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

28 TBBpAM KaICyJIn
56 TBBpaU Karcynu
112 TBBpAM Kamcyau

‘ 5. HAYYH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBEKJAHE

IIpenu ynorpeda npouerere JIMCTOBKATA.
[lepopanno mpunoxeHue
[a ce mornpiua 1si1a 0e3 pa3vuynBaHe WM OTBapsIHE.

6. CIIEIMAJIHO NIPEAYHPEXKJIEHUME, YE JEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA JIEITA

I[a CC€ ChbXpaHsBa Ha MACTO, HCAOCTBITHO 3a JICHa.

‘ 7. JAPYTI'U CHEHUAJIHU ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onmen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

[a ne ce cpxpansiBa Han 25°C.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJIISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT

TAX, AKO CE U3UCKBAT TAKUBA

11.

HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjordur
Ucnangnus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/11/693/013[ 28 Gmnucrep]
EU/1/11/693/014 [56 Gnuctep]
EU/1/11/693/015 [112 6awucTep]

13.

ITAPTUJIEH HOMEP

[Taptunen Ne

14.

HAYUH HA OTIITYCKAHE

15.

YKA3AHUSA 3A YIIOTPEBA

16.

HUH®OPMAIIMS HA BPAJIOBA A3BYKA

PuBacturmun Actavis 6 mg

17.

YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

18.

YHUKAJIEH UAEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA

PC: {nomep}
SN: {Homep}
NN: {Homep}
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MHUHUMYM JAHHU, KOUTO TPABBA JA CbABP/KAT BJIUCTEPUTE U JIEHTUTE

BJINCTEPHU

| 1. NME HA JJEKAPCTBEHUA ITPOAYKT

PuBacturmun Actavis 6 mg Karcysu
PUBACTUTMUH

| 2. NME HA IIPUTEXKATEJISAA HA PASPEHLIEHUETO 3A YIIOTPEBA

[Actavis logo]

| 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

| 4. INAPTUJIEH HOMEP

ITaptunen Ne

6.  PYIO

TTonenemHMK
Bropuuk
Cpsina
YeTBbpTHK
Tletpk
Cn0oTa
Henens
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JAHHH, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

KYTHUA 3A OITAKOBKA 3A KAIICYJIN

1.

HUME HA JIEKAPCTBEHUSA ITPOAYKT

PuBacturmun Actavis 6 mg TBbPAN Karcyau
PpUBaCTUTMUH

2.

HUME HA ITPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

1 xancyna ceabpka 6 My puBacTUrMUH (KaTO pUBACTUTMUHOB XUIPOTEHTAPTAPAT).

| 3,

JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

| 4,

ITAPTUJIEH HOMEP

250 TBBpaM Karcynu

| 5.

HAYYH HA ITPUJIATAHE U ITBbT(MIIA) HA BBbBEK/IAHE

[Ipenu ynorpeda npouerere IMCTOBKATA.
[lepopanno mpunoxeHue
[a ce mornpiua 1si1a 0e3 pa3uynBaHe WM OTBApsIHE.

6.

CIIEIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MACTO JAJIEYE OT IIOTJIEJJA 1 IOCEI'A HA IELTA

I[a CC€ CbXpaHsaBa Ha MACTO, HEAOCTBITHO 3a JICa.

| 7.

APYI'U CHEOUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOANMO

B

JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

o,

CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

a ne ce cpxpansiBa Han 25°C.

10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJIISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. HUME 1M AJJPEC HA TIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjoérour
Hcnanaus

12. HOMEP(A) HA PASBPEHIEHUETO 3A YIIOTPEBA

EU/1/11/693/016

13. TAPTHUJAEH HOMEP

[Taptunen Ne

‘ 14. HAYMH HA OTITYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

‘ 16. HUH®OPMAIIAA HA BPAJIOBA A3BBYKA

PuBacturmun Actavis 6 mg

‘ 17.  YHUKAJIEH UIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DUKATOD

‘ 18. YHHUKAJIEH HAEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA

PC: {nomep}
SN: {rHomep}
NN: {HOMep}
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JAHHHU, KOUTO TPABBA JA CBbABPKA ITBPBUYHATA OITAKOBKA

ETUKET 3A OITAKOBKA 3A KAIICYJIN

1.

HUME HA JIEKAPCTBEHUSA ITPOAYKT

PuBacturmun Actavis 6 mg TBbpAM Kamcyiu
pUBaCTUTMUH

2.

OBSBSBAHE HA AKTUBHOTOMTE) BEHIIECTBO(A)

1 xanicyna ceappika 6 My puBacTUIMUH (KaTO PUBACTUIMUHOB XUAPOTEHTApTapPaT).

| 3.

CIIUCBK HA IOMOIIHUTE BEIIECTBA

| 4,

JIEKAPCTBEHA ®OPMA N KOJIMYECTBO B EJJHA OITAKOBKA

250 TBBpIN KAnCyIu

| 5.

HAYYH HA ITPUJIATAHE N ITbT(MIIIA) HA BbBEKJAHE

[Ipenu ynoTpeba npoyerere JINCTOBKATA.
IlepopanHo npuiioxeHue
Ja ce mormbIa msia 0e3 pa3uynBaHe WA OTBapsHE.

6.

CIHEHUAJIHO TPEAYHOPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CBXPAHSABA HA MSCTO JAJIEYE OT IIOTJVIEJA U TOCEI'A HA TELIA

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

| 7.

APYTI'U CHEHUAJIHM IIPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO

| 8.

JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

9.

CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja He ce chxpansaBa Hax 25°C.

10.

CIIEIIMAJIHU ITPEAITAZHU MEPKH I1PU U3XBBPJIIAHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA
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| 11,

NME N AJIPEC HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis logo]

| 12,

HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/11/693/016

13.

NAPTUJAEH HOMEP

ITaptunen Ne

| 14,

HAYYH HA OTITYCKAHE

| 15,

YKA3AHMA 3A YIIOTPEBA

| 16.

HH®OPMAIIMS HA BPAJIOBA A3BYKA

YHUKAJIEH HAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/]

YHUKAJIEH UAEHTUOUKATOP — JAHHHU 3A YETEHE OT XOPA
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Bb. JHUCTOBKA

50



JlucroBka: undopmanusi 3a NoTpeduTeNA

PuBacTurmun Actavis 1,5 Mg TBbpau kancyu
PuBacturmun Actavis 3 mg TBbpAN Kancyan
PuBacturmun Actavis 4,5 mg TBbpPAU KANcCyJan
PuBacTurmun Actavis 6 mg TBbpAN Kancyau

puBacTurmuH (rivastigmine)

IIpoyeTere BHMMATEIHO LslJIaTa JMCTOBKA, IIPeAH A2 3all0YHeTe 1a pHeMaTe TOBa JIEKApPCTBO,

Thil KaTO TS ChAbP3Ka BaskHa 3a Bac undopmanmus.

- 3amasere Ta3u JUCTOBKA. MoJKe 1a ce HAJIOKU J1a sl IPOYETETE OTHOBO.

- AKO UMaTe HSIKaKBU JOITBJIHUTEIHN BBIIPOCH, IoNUTaiTe Bamms nekap, papmaneBT uin
MEAMIHMHCKA CECTpa.

- Tosa nekapcTBO € npeanucaHo JudHo Ha Bac. He ro npeoTrcThnBaiite Ha npyru xopa. To Moxe
Jla IM HaBpeIy, He3aBIUCHMO Y€ TPU3HAILMTE Ha TIXHOTO 3a00JsBaHe ca ChIuTe KaTo BammuTe.

- AKO NOIy4YUTe HIKAKBU HEXKEJIAHU JICKaPCTBEHU peaklMy, yBeaoMere Bamus nekap,
(hapManeBT WM MEJUIMHCKA cecTpa. ToBa BKIIIOYBA U BCUYKH BE3MOKHH HEKEIaHU PEaKIny,
HEOIMCaH! B Ta3M JUCTOBKA. BikTe Touka 4.

KakBo cbabp:ka Ta3H JJHCTOBKA

KaxBo npeacrasnsBa Pusacturmun Actavis 1 3a KakBO c€ M3I10J13Ba
Kakso Tpsi0Ba na 3Haere, npeau aa npuemere PuBacturmMud Actavis
Kak na mpuemare PuBacturmun Actavis

BBb3MOXkHN HEXENaHU peakuu

Kak na cpxpansiBate PuBacturmun Actavis

ChbabppKaHue Ha ONAaKOBKATa M JOIBIHUTENIHA HH(POPMALIUS

ocoukrwdE

1. Kakso npeacraBisaBa PuBacTurMmun Actavis u 3a KakBo ce U310J13Ba
AKTUBHOTO BEIIECTBO Ha PUBacTUrMuH Actavis € pUBACTUTMUH.

PuBacTurMuH npuHasIeK KbM TpyTia BEIIECTBA, HAPEUYEHU XOJIMHECTepa3Hu HHxuburopu. [Ipu
MAIMeHTUTE ¢ AJIXaitMepoBa IeMEHIIHS WK MPH MalUeHTUTE C IEMEHITHS TP 0OJIECT Ha
[TapkuHCOH, OTpe/ieieHn HEPBHU KJIETKH B MO3bKa YMUPAT, KOETO BOIM /IO OCBOOOKIaBaHETO Ha
BHCOKHU HHBA Ha HEBPOTPAHCMUTEPA ANETHIIXOIUH (CyOCTaHIINSA, KOSTO TIO3BOJISBA HA HEPBHUTE
KJICTKH J]a C€ CBBP3BAT eHa ¢ Apyra). PuBacTurMuH neiictBa KaTo OJOKHUpa EH3UMUTE, KOUTO
paspylaBar aleTHIXOJIHHA — alleTHIXOMHecTepa3a u OyTHpuiIxonuHecTepasa. brokupaiiku Te3u
eH3uMH PuBacTurMuH Actavis O3BOJISIBA J1a Ce JJOCTUTHAT BCOKW HUBA Ha alleTUIIXOJIMH B MO3bKa,
KOUTO CIIOMarar 3a HamaJIsiBaHe Ha CHMIITOMUTE MpH 0oJiecT Ha AnxaiiMep U JeMEHLIUs, CBbp3aHa C
6onect Ha [TapKUHCOH.

PuBacturmun Actavis ce M3M0JI13Ba 3a JICYUEHHE HA Bb3PACTHH MALEHTH C JIEKa 10 YMEPEHO TEXKa
AnmxaiimMepoBa IeMEeHIHs, TPOrPECUBHO MO3BYHO 3a00JIsIBaHE, KOETO MMOCTENIEHHO 3acsra MmaMeTTa,
HHTEJIEKTYaJIHUTE CIIOCOOHOCTH 1 ToBeIeHHeTo. KarcynnTte u mepopasHusT pa3TBOp MOrar Ja ce
M3IIONI3BAT CHINO TaKa 3a JCUCHNE Ha JeMEHIIMs TIPU Bh3pacTHH NarueHTu ¢ bonect Ha [lapkuHCOH.

2. KaksBo Tpsi6Ba 1a 3HaeTe, npeau aa npuemere PuBacTurmun Actavis

He npuemaiite PuBacTurmun Actavis

b aKO CTC AJICPIUYHU KbM PUBACTUI'MHUH WUJIU KBM HAKOA OT OCTaHAJIUTE CbCTaBKU Ha TOBa
JIEKapCcTBO (M30pOEeHH B TOUKA 6).
b aKO MMaTeC KOKHa pCaKius, pasupocTpaHsaBalia C€ U3BbH I'PaAaHUIIUTE Ha IJIaCTUpa, ako UMa I10-

HWHTCH3UBHA JIOKAJIHA pCaKIHA (KaTO ImogBa Ha MEXYpH, pa3pacTBaIlO CC KOXHO Bb3IAJICHUC,
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MOIyBaHe) M aKo HE ce MoA00pH B paMKHTe Ha 48 gaca ciie] OTCTpaHsIBaHE Ha TPAHCACPMATTHHUS
TLUTACTHUD.

Axko ToBa ce oTHacs 10 Bac, nnpopmupaiite Bamust nekap u He npuemaiite PuBacturmun Actavis.

IlpenynpeskneHust U Mpeana3sHu MEPKH

T'oBopete ¢ Bamms ntekap, npenu na npueMere PuBacturmun Actavis:

. aKO MMaTe WM HIKOTa CTe UMAJId ChPACYHO 3a00JIsIBaHE KaTO HEMPABWICH WK OABEH ChPJICUCH
puThM, yabmkaBane Ha QT uHTepBasa, pamMuiHa anHaMHe3a 3a yabivkeH QT unTtepsan, torsade
de pointes (;kuBOTO3acTpaIIaBaIlla ApUTMUS ), WIIK MMATe HUCKU HUBA HA KAJTMI UK MarHe3uii B

KpbBTA.
. aKO MMaTe WU HAKOTa CTe MMaJK aKTHMBHA CTOMAIIIHA SI3Ba.
. aKO MMaTe WU HAKOTa CTe MMaNY 3aTPyJHEHUS IPH yPUHHUPAHE.
. aKO MMAaTe WU HAKOra CT€ UMalli I'bPUOBE.
. aKO MMAaTe WM HAKOTa CT€ MMaJK acTMa WK TEKKO JUXaTeIHO 3a00JsIBaHe.
. aKo MMaTe WU HAKOTa CTe MMalH yBpeleHa Ob0pedHa QpyHKIHA.
. aKo MMaTe WU HAKOTa CTe MMalK YBpeeHa YepHOAPOOHa (HYHKIIHSL.
. aKo MMate TpernepeHe.
. aKO MMAaTe HUCKO TEJIECHO TEIJIO.
. aKO MMaTe CTOMALTHO-YPEBHH HAPYIICHHUS KaTO MOBAUTaHe (TajieHe), MO3UBH 32 IOBPBIIAHE

(noBpbinane) u auapus. Be3aMoKHO € 1a ce AexuapaTupate (1a 3aryOuTe mpeKkaieHo MHOTO
TEYHOCTH ), aKO TIOBPBIIAHETO WM JUAPHATA Ca TIPOIBIDKATEITHH.

AKko HiIKOe OT m30poeHuTe ce oTHacs 3a Bac, Moke 1a e HeoOxonuMo BamusT nekap fa crnean
BHUMATENHO ChCTOSHUETO BH, TokaTo mpruemMaTe ToBa JIEKapcTBO.

Axo He cTe npuemanu PuBacTurMuH Actavis B IpOABIDKEHHE HA TIOBEYE OT TPH JHH, HE TIPHEMaiiTe
clie/iBaIaTa J103a Mpeay a CTe pasroBapsuiy ¢ Bamms ekap.

Jlena v oHOIUM
Hsma choTBeTHO npusioxkeHrue Ha PuBacTurmMun Actavis B eJUaTpUYHATA MOIMYJIAIMS TPY JICUCHUE
Ha OoJiecT Ha AJxaimep.

Jpyru nexapctBa u PuBacTurmun Actavis
Wnudopmupaiite Bammst nexap nin hapmareBT, ako IpreMarte, HaCKOpO CTe MPHEMaTH WK €
BB3MO’KHO J1a IPUEMETE IPYTH JICKapCTBa.

PuBacturmun Actavis He TpsOBa /1a ce AaBa 3a€/IHO C IPYTH JIEKapCTBa, KOUTO UMAT MOJO0HH Ha
PuBacturmun Actavis epextn. PuBacTurmun Actavis Moxe J1a B3aUMOJISHCTBA C aHTUXOJIUHEPTHUHU
JeKapcTBa (JIeKapcTBa, M3MOJI3BaHM 32 00JIeKYaBaHe HA KOPEMHHU OOJIKM MJIM CHIa3MH, 3a JICYEHHE Ha
Oosect Ha [TapkuHCOH, WK 3a TIPEJOTBPATIBaHE Ha OOJIECT HAa IIBTYBAHETO).

PuBacturmun Actavis He TpsiOBa J1a ce mpueMa 1o €JHO U ChIII0 BPEME C METOKJIONPaMHu/L (JISKapCTBO,
KOETO ce M3MO0JI3Ba 3a 00JIeKYaBaHe Wi [IPeJOTBpaTsIBaHe Ha rajeHe 1 nmospbiane). [Ipuembt Ha
JIBETE JIEKapCTBa STHOBPEMEHHO MOJXKE JIa IOBEJIe /10 POOJIeMH KaTo U3TPhIIBAHE HA KPAHUIUTE U
TperiepeHe Ha phIieTe.

AKo TpsIOBa J1a Ce MOJIOKUTE Ha OTepalius JoKaTo npuemare PuBacturmMun Actavis, yBegoMmere
Bamus niekap npenu 1a Bu Ob11e najeHa ynoiika, Thii kKaTo PuBacTurMun Actavis MOXe Ja 3aCHIH
e()eKTUTE Ha HAKOM MYCKYJIHHU PEIaKCaHTH 10 BPEME Ha YIOWKa.

Heobxomumo e moBuIieHo BHUMaHUe TIpU IpueM Ha PuBacTurmMuH Actavis 3aeqHo ¢ O6eta O1okepu
(J1exapcTBa KaTo aTeHOJION, M3IION3BAHN 3a JIeUeHHE Ha XUIIEPTOHUS, CTEHOKapANS U IPYTH ChPACYHU
npobiemn). [IlpuemMbT Ha IBETE JEKapCTBa €IHOBPEMEHHO MOXKeE Ja MPEAU3BHKA MPOOIEMHU KaTo
3a0aBsHE Ha ChpJleuHaTa 4ecToTa (OpaauKapans), KOETO MOXKe Ja JIOBee 10 MPUIMaJaHe Wi 3aryoa
Ha Ch3HaHMUE.
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Heo0xo0amMo e oBHIIICHO BHUMaHUE NPU MpHUeM Ha PuBacTurMuH Actavis 3aeHO C JPYTH JICKapCTBa,
KOMTO MOJKE JIa IOBJIUSIAT ChPACYHHS PUTHM WITH EJIEKTPUUSCKaTa aKTHBHOCT Ha ChPIIETO
(ynpmkaBane Ha QT uHTepBaa).

BpeMeHnHocT, KbpMeHe U (pepTHIINTET
AKo cTe OpeMeHHA WU KbPMHTE, CMATATe, Y€ MOXKE J1a CTe OpeMeHHa WM IJIaHupaTe OpeMEeHHOCT,
nochBeTBaiTe ce ¢ Bammms nexap wiu gapmanesT rpeau yrnorpedaTa Ha TOBa JIEKapCTBO.

AKo cTe OpeMeHHa, TTOJIBUTE OT yroTpebdara Ha PuBacturmuH Actavis TpsOBa 1a Ob1aT OllEeHEHN
CIIPSIMO BB3MOXKHUTE e(heKTH BBPXY HepoaeHOTO Bu nere. PuBacturmun Actavis He TpssOBa ja ce
M3II0JI3Ba 110 BpeMe Ha OpEeMEHHOCT, OCBEH aKO € a0COIOTHO HEOOXO0IUMO.

He tps6Ba ma kbpMHTE IO BpeMe Ha JICUCHUETO ¢ PuBacTurmun Actavis.

lodupane u padora ¢ MalIUHU

Bammust nekap me Bu kaxe, nanu Bamero 3a0omnsBaHe mo3BosisiBa 0€30MacHO J1a IMopupaTe u
paborure ¢ MmammHu. PuBacTurMuH Actavis MoXke 1a MPUYUHH 3aMastHOCT U CHHIIMBOCT, TJIaBHO B
HAYaJIOTO Ha JICYEHHETO WJIH MIPH MMOBUIIIaBaHE Ha /T03aTa. AKO ce OYyBCTBATE 3aMasHU MU
CBHHIJIMBH, HE MMoQupaiTe, He paboTeTe ¢ MAITUHU M HE U3BBPIBANTE APYTH TEHHOCTH, KOUTO
u3uckBat Baimiero BHUMaHUE.

3. Kak na npuemate PuBacturmun Actavis

Bunaru an/IeMaﬁTe TOBA JICKAPCTBO TOYHO KAKTO Bu e xazan Bamusr JICKap. Axo He cTe CUT'YpHH B
HECIIO, nonurante Barmmms JICKap, (bapMaueBT WM MEOUIMHCKA CCCTpa.

Kak na 3anouHeTe Jie4eHHETO
Barmusr niekap e Bu kake kakBa m03a Pusacturmun Actavis ga npuemere.

° JleueHneTo OOMKHOBEHO 3aIT0YBA C HHUCKA J03a.

o Bammsar JICKap NOCTCIICHHO IIIC MOBUIIABa 103aTa B 3aBUCUMOCT OT TOBA KaK CC NOBJIUABATEC OT
JICYCHHUCTO.

o Haii-Bucokara J03a, KOATO TpSI6Ba Aa cc nmpuema € 6 mg JiBa IIbTH AHCBHO.

BammsT nekap pemoBHO IIe IpoBepsiBa Jaiu Mpu Bac gexapcTBOTO nMa kenanus eekT. Bammst
JIeKap CHINO TaKa Ie MpociesiBa U TerIoTo By, m1okaTo mpueMate ToBa JIEKapCTRBO.

AKO TIOBEUE OT TPH JIHU HE CTe npuemMaiu PuBacturmMun Actavis, He mpueMaiTe cienBamiara 103a,
TIpeu 1a ToBopuTe ¢ Bamms nekap.

IIpuemM Ha JIeKapCcTBOTO

. Kaxere Ha 4oBeka, KoiiTo ce rpwku 3a Bac, ye npuemare PuBacturmun Actavis.
. 3a 1a umare 1oJiza ot JIEKapCTBOTO, TPSIOBA Ja I'o IpUEMaTe BCEKH JIEH.

. [Ipuemaiite PuBacturmun Actavis ABa IbTH Ha JI€H CYTPHH U BEUep C XpaHa.

. ITormpIaiTe KancyInuTe HEau ¢ HaIUTKa.

. He oTBapsiiTe 1 He cTUCKaNTe KalCyJINTE.

AKO cTe npueJiu MoBeyYe 0T HeoOxoaumaTa 103a PuBacturmun Actavis

AKo ciy4aiiHO cTe mpuenu noseue PuBacturmun Actavis, OTKOJIKOTO TpsiOBa, nH(popMupaiiTe Bamus
nekap. Moxe 1a ce Hy)KIIaeTe OT METUITMHCKO HabmoneHne. Hsakon marueHTH, KOUTO CIIYIaiHoO ca
TIpUENH MpeKaieHo MHOTO PuBacTurMun Actavis, ca UMajy moBauraHe (rafcHe), TO3UBU 3a
MOBpBIIaHe (TIOBPBIAHE), IUAPHS, BUCOKO KPHBHO HAIATAHE U XaTIOMUHAIMKA. Morar fa ce HOSABST
ChHIIO 3a0aBAHE HA CHPJICUYHUS PUTHM U IPUIATbLIH.
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AKoO cTe nponycHa u 1a npueMetre PuBacrurmun Actavis

AKo BHIHTE, Ue CTEe MPOMYCHAIH Jia TPUEMETe J03aTa ci PuBacTurMuH Actavis, U3uakaiiTe U B3eMeTe
clie/BalarTa jo3a no oonuaiiHoTo Bpeme. He B3emaiiTe fBoiiHa 71033, 3a ]a KOMIIEHCHPATE
NpoIyCcHATaTa 1034.

AKO UMaTe HIKaKBH JIOMBIHUTEITHA BBIIPOCH, CBBP3aHU C YIOTpeOaTa Ha TOBa JICKAPCTBO, MMOMUTANTE
Bammis mekap i gpapmareBT.
4, BB3MOXKHU HeKeJIaHU peaKknun

Kakrto Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a NMPEAN3BHUKA HEXKCIAaHNU p€aKIUH, BBIIPEKU Y€ HE
BCCKM I' ITOJTy4aBa.

HpI/I 3aIl104YBaHC HA NpHEMa Ha JICKAapCTBOTO WJIM IIPU MOBUIIABAHC HA N03aTa € Bb3MOKHO ITO-4YCCTO Aa
HUMATC HCKCIJIAaHU PCAKIIUU. OOHKHOBEHO HEKEIAHNUTE PCaKkIu NOCTCIICHHO U3YC3BAT CJICA KATO

OpraHu3MbT IIPUBUKHE KbM JICKAPCTBOTO.

Mmuoro yectu (Morat Ja 3acersat noseue oT 1 Ha 10 gymn)

. YyBCTBO HA 3aMastHOCT

. 3ary0a Ha ammeTut

. Cromamrau npo0ieMu KaTo moBauraHe (TajeHe) WK MO3UBH 3a MOphIIaHe (TIOBPHIIAaHE),
Juapust

Yectu (Morar jga 3acersar jo 1 Ha 10 qymmm)

. TpeBoxHOCT

. Ilorene

. I'maBoGonue

. Kucenunu

. 3ary6a Ha Terjio

. Kopemna 6onka

. UyBCTBO Ha TPEBOXKHOCT

. UyBcTBO Ha yMOpa wiH ci1adocT
. 001110 HEePa3MOJIOKCHHE

. Tperniepene mim 0o0bPKaHOCT
. Hamanen anerur

. Kommapu

HeuecTtu (Morat na 3acersar mo 1 mva 100 mymmm)

. Henpecus

. Hapyienus Ha cbHA

. [Ipunanane vy BHe3amnHa 3ary0a Ha Cb3HaHHE
. [Ipomenu B uepHOApOoOHATA (PYHKIIHS

Penxm (Morart na 3acernar a0 1 Ha 1 000 mgyrmm)

. I'ppana 6omKa

. OO0puB, cepoOex

. [puctbnm (repuose)

. SI3BU B cTOMaxa wiu yepBara

Mmuoro penxu (Morart aa 3acersar a0 1 va 10 000 gymm)

. Bucoko KpbBHO HalsraHe

. Wndexnus Ha MMKOYHUTE IBTHILA

. Bmxnane Ha Hellla, KOUTO HE CHUIECTBYBAT (XaTIOLIHALIN)

. [Ipobnemu cbe chpaCUHUS PUTHM, KATO YCKOPEH WIH 3a0aBEeH ChpJIeueH PUTHM

. KbpBeHe oT uepBaTa — N34BSABAILO CE KATO KPbB B U3NPAKHEHUATA WIN IPH [TOBPBIIAHE

. Brananenue Ha naHKpeaca — MPU3HAIIMTE ca CHITHA OOJIKa B TOpHATa 4acT HAa KOPEMa, YeCTO
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IIBTU ChUETaHa C TIOBAUTAHE (TaJeHE) WK TIO3UBH 32 MOBPHINAHE (TIOBPBIAHE)
. BromaBane Ha cuMntoMuTe Ha OosectTa Ha [lapKMHCOH MM MoNyYaBaHe Ha TTOJI00HU
CUMITOMH — KaTO HAIIPUMEP MYCKYJTHA CKOBAHOCT, 3aTPYAHSIBAHE HA JIBIIKCHUATA

C Hen3BecTHA YecTOTA (OT HATMYHHUTE JAHHU HE MOXKE Ja OBbJIc HallpaBeHa OICHKA Ha 9eCTOTaTa)

. CwtHY TIO3WBH 3 MOBPBIINaHe (TOBPHITAHE), KOUTO MOTAT JIa MPUYHHSAT Pa3KbhCBaHE HA
TppOaTa, KOSITO CBHp3Ba ycTaTa ChC CTOMaxa (XpaHOIpOBOIA)

. Jexuapararus (3ary6a Ha MHOTO TEYHOCT)

d UepHoapoOHU HapyllleHUs (TIOXKBIATIBAHE HAa KOXKATa, MOXKBITIBAHE Ha OsJIOTO HA OUYHTE,
HEOOWYaifHO MOTHMHSIBaHE HAa ypUHATA WM HEOOSICHUMHU rajicHe, IOBPbhIAaHe, yMOpa U 3aryda
Ha areTuT)

. ATrpecuBHOCT, UyBCTBO Ha 0€3MOKOICTBO

. HempasuieH cypieyeH puTsmM

IMauueHTH ¢ 1eMeHIUs u 0oject Ha [lapkuHCOH
[Ipu Te3u manMeHTH HAKOM OT HEXEJIAaHUTE PeaKIK ce HaOIroaaBar no-4uecto. [Ipu TsaX chIlno Taka ce
HaOJII0/IaBaT W HAKOU JIOIBIHUTEITHH HEXXEIIAaH! PEaKIHH:

MmHoro 4ectn (Morar ja 3acersar noseue ot 1 Ha 10 xymrm)

. Tpenepene
. IIpumansBane
. BreszanHo nanane

Yectu (Morar ga 3acersar a0 1 Ha 10 gymmm)

. TpeBoxxHOCT

. besnokoiictBo

. 3a0aBeH U YCKOPEH ChPACUYEH PUTHM

. Hapyuienus Ha cbHs

. [IpexomepHO OTaeNAHE Ha CIAIOHKA U IEXUAPATAIUS

. Heob6nuaiino 3a0aBeHr ABWKEHUS MM HEKOHTPOJIUPYEMHU IBUKECHUS

. Brnomasane Ha cuMntomure Ha 6onectra Ha [lapkrHCOH MM nojdy4aBaHe Ha TOA00OHU
CUMIITOMU — KaTO HAIpUMEP MYCKYJIHA CKOBAHOCT, 3aTPYAHABAHC Ha ABMXXCHUATA U MYCKYJIHA
cnabocT

Heuectn (Morar ga 3acersar ao 1 va 100 gymm)
. Henpasuinen cbpeueH puTbM U JIOL KOHTPOJI HA IBU)KCHUSTA

Jpyru HeskeJaHU peaKkUuH, HA0II0JaBaAHHU NMPU PUBACTUTMHUH TPAaHCAEPMAaJIeH IJIACTHP, KOUTO
MOTAaT Ja Bb3HUKHAT U NPU TBbPAUTE KANCYJIH:

Yectu (Morat ma 3acerrar 10 1 Ha 10 mymm)

. Bucoka Temneparypa
. CunHa 00BbpKaHOCT
. Hesagppikxane Ha ypuHaTa (HECITOCOOHOCT IOCTATHYHO Ja CE 3aabpika YPHUHATA)

HeuecTu (Morat na 3acersat 1o 1 va 100 mymm)
. CBpBXaKTUBHOCT (TIOBHIIICHA aKTUBHOCT, O€3MTOKOMCTBO)

C Hen3BeCTHA YeCTOTA (OT HaJIMYHUTC JaHHHU HC MOXKE aa 6’BI[G HallpaBCHa OIICHKA Ha I'IfbcTOTa,Ta)
® AﬂepFI/IT-IHI/I p€aKknrun Ha MACTOTO Ha IMOCTAaBAHC Ha IJIaCTUPa, KaTO HAIIPUMEP MEXYPHU UIIN

BB3MAJICHUEC HA KOXKaTa

Axo NOJIYYUTEC HAKOA OT I/I36pO€HI/ITe HCXKCJIaHU pCaKIuu, KOHCYHTHpafITe ce ¢ Bamms JICKap, THH
KaTO € Bb3MOXXHO a C€ HYXXJAa€TC OT MEAMIIMHCKA ITOMOIII.
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Cpo0maBaHe HA HesKeJIAHU peaKIun

AKO TToTy4YnTe HIKAKBU HEXKEJIAH! JICKAPCTBEHH peaKIy, yBeAoMeTe Bamms nekap, papMareBT win
MEIMIIMHCKA cecTpa. TOoBa BKIIFOUYBA BCHYKU BH3MOXKHH HEOIMCAHU B Ta3H JIUCTOBKA HEXEIIaHU
peaknuu. Moxere ChIo Aa ChOOIIUTE HEXKEIAHN PeaKIUU JUPEKTHO Ype3 HAI[MOHAIHATA CHCTEMA 3a
choOIaBane, mocoucHa B [Ipunokenue V. Kato cho0IaBaTe He)KEIaHU PEaKIMU, MOXKETE Ja JaIeTe
CBOSI PUHOC 3a TOJIyYaBaHe Ha moBede HH(POPMAIUs OTHOCHO 0€30I1aCHOCTTA Ha TOBA JICKAPCTBO.

5. Kak na cbxpansiBate PuBacturmun Actavis
Ja ce cpxpaHsBa Ha MSCTO, HEJJOCTHITHO 32 JIeTa.

He n3non3Baiite TOBa JIEKapCTBO CIEA CPOKA HA TOAHOCT, OTOCISI3aH BHPXY KapTOHEHATA OITAKOBKA,
OJyincTepa WM orakoBKata 3a Karncyiau cien “I'oxer 10:”. CpoKbT Ha TOMHOCT OTrOBaps Ha MOCIICTHUS
JIEH OT MOCOYEHHUS MeCell.

[a He ce cbxpansBa Hax 25°C.

He HBXBLpHﬂﬁTe JICKapCTBATAa B KaHAJIM3aludATa UJIu B KOHTGﬁHepa 3a JOMAIllHM OTIIaaAbIIn.
Tlonuraiite Bamms (l)apMaLlCBT KakK J1a U3XBBPJIATEC JICKAPCTBATa, KOUTO BEYC HC M3IOJI3BATC. Te3u
MCPKH 1I€ CIIOMOIrHaT 3a OIla3BaHC Ha OKOJIHATa Cpeaa.

6. Cun)pma}me Ha OIMaKOBKAaTa U J1O0II'bJHHUTEIHA I/lll(l)OpMalII/lH

KakBo cpabp:ka PuBacTurmun Actavis
- AKTHBHOTO BEIIECTBO € PUBACTUTMUHOB XUPOT€HTapTapaT.
- Jpyrure cbcTaBku ca:
Kancymao chappkuMo: MarnesnueB creapat, CHIUITN KOJIOUACH, 0€3BOJICH, XUITPOMEN03a U
MUKPOKPHUCTAITHA TIeITyJI03a.
CncraB Ha Karicynata:  PuBacturmuH Actavis 1,5 Mg TBEpau Karcyau: TUTAaHOB AHOKCHT
(E171), xbar xene3en okcun (E172) u sxenatuH. PuBacturMun
Actavis 3 mg, 4,5 mg u 6 mg TBEpaHM Kancyiu: YepBeH jKene3eH OKCHT
(E172), TutanoB nuokcun (E171), sxbaT sxenezen okeun (E172) u
KEJIaTuH
[TewatHo macTuio: [ennak, MpOMUICHTIIUKON U YepBeH jene3eH okenp (E172).
MacTunoTo MOXe J1a ChAbPKa WK Ja He ChbpiKa KaJlueB
XUJIPOKCH]I.

Bceska kancymna PuBacturmun Actavis 1,5 mg ceaspxa 1,5 mg puBacTurmMuH.
Bceska kancyna PuBacturmun Actavis 3,0 mg ceappka 3,0 mg puBacTUrMuH.
Bcsika kancyna PuBacturmun Actavis 4,5 mg csabpxa 4,5 Mgy puBacTUTMHH.
Bcsika kxarncyna PuBacturmun Actavis 6 mg cbappska 6 Mg puBacTUTMHH.

Kak m3rie:xxaa PuBacTurmun Actavis M KakBO ChIbpka ONIAKOBKaTa

- PuBacturmun Actavis 1,5 mg TBbpAN Kamcysin, KOUTO ChABPKAT MOYTH OsJ1 10 OJIEIOKBIAT
npax B Karcyna C XbJTa Kanayka 1 )KbJITO TSUI0 ¢ Haanuc B uepseHo “ RIV 1,5mg” Bepxy
TSUIOTO.

- PuBacturmun Actavis 3 Mg TBBPIHM KarICyJId, KOUTO ChIBPKAT TTOYTH OSUIT 10 OJICTOXKBIT IIpax B
KarcyJia ¢ OpaHKeBa Karauka i OPaHKeBO TSJIO C OTIeYaTaH Haamuc B uepsero “ RIV 3mg”
BBPXY TSAJIOTO.

- PuBacturmun Actavis 4,5 mg TBbpAM KaIlCyJU, KOUTO ChABPKAT IMOUYTH 05T 10 OJIEAOXKBIT Ipax
B KaIiCcyJia C YepBEeHA Karavka 1 YepBEHO TSJIO C OTIeUaTaH Hajmnuc B opamkeso “RIV 4,5mg”
BBPXY TSUIOTO.
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- PuBacturmun Actavis 6 mg TBBPAN KarCyJid, KOUTO ChAbPKAT MOYTH 05T 10 OJIE0XKBIT Mpax B
KaricyJja ¢ YepBeHa Kallauka ¥ OpaHKeBO TSUIO ¢ OTIevYaTaH Haanuc B uepBeHo “ RIV 6mg”
BBPXY TAIOTO.

OrmakoBaHM ca B OIMCTEPH B TPH Pa3TUIHY BHIA ONAaKOBKH (28, 56 1 112 Kkarcyi) u B OITAaKOBKH 3a
Karcynu ¢ 250 Karcymu, HO He BCHYKH OT TSX MOTaT Jia ce NMpojaBaT BbB Barmiara crpana.

IIpuTexkaTen Ha pa3pelIeHHETO 32 YIOTPeda U MPOU3BOAUTE

HDI/ITC)KaTeII Ha paspCIIcHUCTO 3a VHOTDC6EI
Actavis Group PTC ehf.

Dalshraun 1

220 Hafnarfjorour

Ucnanans

IIpousBoauren
Pharmapath S.A.

28is Oktovriou 1
Agia Varvara, 123 51
I'vpuus

Tjoapack Netherlands BV
Nieuwe Donk 9

4879 AC Etten-Leur
Hunepnanaus

3a mombHATETHA WHPOPMAIHSI OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHHS
MIPEJICTABUTEI Ha MIPUTEKATEIIS Ha pa3penieHUeTo 3a ynorpeoda:

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

Tél/Tel: +32 38207373
Ceska republika Magyarorszag
Teva Pharmaceuticals CR, s.r.0. Teva Gyogyszergyar 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
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E\rada
TEVA HELLAS A.E.
TnA: +30 2118805000

Espafia
Teva Pharma, S.L.U.
Tel: +34 913873280

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 A.E.
EAGda
TnA: +30 2118805000

Latvija
UAB Teva Baltics filiale Latvija
Tel: +371 67323666

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z o.0.
Tel: +48 223459300

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

United Kingdom (Northern Ireland)
Teva Pharmaceuticals Ireland

Ireland

Tel: +44 2075407117

I[aTa Ha IOCJCIHO NMpepasrjaeckKaaHe HA JIMCTOBKaTa

JApyru u3rouHuum Ha uHopmanus

IToapo6Ha mHGOpMaIHS 3a TOBA JIEKAPCTBO € MpeIocTaBeHa Ha yeOcaiita Ha EBponeiickara areHmus
1o JiekapcTBata http://www.ema.europa.eu.
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