MNPUJIOXKEHHUE |

KPATKA XAPAKTEPUCTHUKA HA ITIPOJAYKTA



1. HUME HA JIEKAPCTBEHUS ITPOAYKT
Jlesetupaneram Actavis 250 mg ¢punmupanu TadbaeTKu
Jlesetuparieram Actavis 500 mg punmupanu TabaeTKu
JleBetuparieram Actavis 750 mg puaMupanu TabIeTKH
JleBetuparieram Actavis 1000 mg ¢pummupann TabIeTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

JleBetupaneram Actavis 250 mg dunmupanu TaGIeTKH

Bcesika punmupana tabierka cpabpika 250 mg neserupaneram (levetiracetam).

Jlesetuparneram Actavis 500 mg bwimMupanu TaGIETKH

Bceska punmmupana tabaetka cpabpika 500 mg nesetupamneram (levetiracetam).

Jlesetuparnieram Actavis 750 mg dwimMupanu TaGIeTKU

Besika punmupana Tabserka chabpka 750 mg neBerupaneram (levetiracetam).
ITomoniam BemecTBa ¢ U3BECTHO ACHCTBUE!
Bcesika punmupana tabnerka ceabpka 0,156 mg ceucer xbato E110.

Jlesetupaneram Actavis 1000 mg dhuiMupanu TabIETKH

Besika dpunmupana Tadsaerka coabpika 1 000 mg nesetupaneram (levetiracetam).

3a IIBJIHMS CIIMCHK Ha IIOMOIIHHUTE BCUICCTBA BHXXTC TOYKaA 6.1.

3. JJEKAPCTBEHA ®OPMA
dunmupany TabieTku (TabIeTKH)

Jlesetuparnieram Actavis 250 mg bwimupanu TaGIeTKH

EnumicoBunmnu, cBetno cunu, 13,6 X 6,4 mm, mapkupanu ¢ “L” ot exnara crpana u “250” ot gpyrara.

JleBetupaneram Actavis 500 mg dunmupanu TabueTKH

EmunicoBumum, by, 17,1 X 8,1 mm, mapkupanu ¢ “L” ot egnara crpana u “500” ot apyrara.

Jlesetuparnieram Actavis 750 mg dwimMupanu TaGIeTKU

EnmumicoBunmam, opamxesu 19,0 X 9,3 mm, mapkupanu ¢ “L” ot egHata crpana u ““750” ot napyrarta.

JleBetupaneram Actavis 1000 mg dunMmupanu TabieTku

Enuncosuanu, 6enu, 19,0 X 10,0 mm, mapkupanu ¢ “L” ot exnata ctpana u “1000” ot apyrara.



4, KJIMHUYHHU JAHHHU

4.1 TepaneBTUYHHU MOKA3AHUS

Jlesetupaneram Actavis e mokaszaH 3a MOHOTEpANHs IPH JICUCHHE Ha MTapLIUaIHN IPUCTHIH ¢ Win 0e3
BTOpPHYHA I'eHepann3alys Ipy Bb3PAaCTHU U IOHOIIM Ha 16 1 moBeuye roJyHU C HOBOAWATHOCTUIIMPAHA

CITUJICTICHA.

Jlesetuparieram Actavis e mokasaH 3a JIOMBJIBAIIO JCUCHUE Ha:

® napuyajIHy NpUCTbIr CbC WA oe3 BTOpHUYHA reHepajim3alusd npu Bb3paCcTHH, FOHOIIH,
JAclla U KbpMaucTa Ha 1 u moBeue Mecea C CIIUJICIICHA.

® MUOKJIIOHUYHHU NPUCTHIIU IIPU Bb3PACTHU U FOHOIIN Ha 12 u moBeue TOAWHHU C IOBCHUJIHA
MHUOKJIOHUYHA CITUJICTICHA.

° MIBbPBUYHO I'CHEpATIU3UPAHN TOHUYHO-KIIOHUYHU NPUCTHIN ITPU BB3PpaCTHU U FOHOIIU Ha

12 u moBeue TOAWHU C ©AUOIIaTUYHA IrCHECpAIN3paHa CIINJICIICUS.

4.2 Jlo3upoBKAa M HAYMH HA MPHJIOKEHHE

2!O3I/I[ZOBK3

Hapyuannu npucmonu
IIpenopruntennara g03a 3a MoHOTepanus (0T 16 roAuHN Harope) U TOMBJIBAIIO JICYCHHUE € ChIaTa
KaTo IMOCOYEeHATa T0-/I0IY.

Bcuuku noxazanus

Bwspacmnu (= 18 coounu) u onowu (12 - 17 200unu) ¢ meano 50 kg uiu noseye

HauannaTa TepaneBTryHa n03a ¢ 500 mg qBa mbTH AHEBHO. Tasu 103a Moxe Ja Ob/ie 3amoyHaTa ot
BPBUS JICH Ha JICUCHUETO. BeIipekn ToBa, MOKe J1a ce 3alovHe ¢ o-HUCKa HadaiiHa 1o3a ot 250 mg
JIBA ITBTH JIHEBHO CIIOpPE]] MPEICHKATa Ha JIEKapsi OTHOCHO HEOOXOJUMOCTTa OT HaMaJIsIBaHe Ha
NPUCTHITUTE CIPSIMO MOTCHI[MATHUTE Hexelanu edektu. Tasu n1o3a Moxe fa ce moswuiiu 10 500 mg
JIBa ITBTU JIHEBHO CIIET JIBE CEIIMUIIH.

B 3aBUCHMOCT OT KJIMHUYHUS OTTOBOP Y IOHOCHMOCTTA, JIHEBHATA J103a MOXKE JIa C€ YBEIUYH JI0
1 500 mg nBa mpTH qHEBHO. [IpoMsHa B 103aTa, CBBEpP3aHa ¢ yBEIMYaBaHE WJIM HAMAJIIBaHE, MOXE J1a
ce u3BbpIIBa Ha Beeku 2 10 4 ceamunu ¢ 250 mg wiu 500 mg 1Ba nbTH JHEBHO.

FOnowwu (12-17 200unu) ¢ mezno noo 50 kg u deya na 6v3pacm 1 mecey u nogeue

Jlekapst TpssOBa Ja MpeIIHIIe Hal-TIOAX0/IAIIaTa JeKkapcTBeHa popMa, OITaKOBKa M KOJIMYECTBO Ha
AKTUBHOTO BEILECTBO B JI030Ba CAMHUIIA, B 3aBUCUMOCT OT TETJIOTO, Bb3PAcTTa U Jio3aTa. BikTe Touka
Teouampuuna nonynayus 3a KOPEKIUs HA 103aTa B 3aBUCUMOCT OT TETJIOTO.

CHI/IDaHG Ha JCYCHUCTO

AKo TpsIOBa J1a ce CIIpe JCUCHUETO C JICBETHpAIeTaM, IPEMophyuBa Ce TOBA JIa CTaBa MOCTEIICHHO
(HanpuMep TIpH BB3PACTHH U FoHOMTH ¢ Tero Hax 50 kg: mo3ara ce HamansBa ¢ 500 mg 1Ba IbTH
JTHEBHO Ha BCEKH JBE J0 YCTHPHU CEAMHUIIH; TIPHU KbpMadeTa Hall 6 Mecela, Aema U FOHOIIH C TETJIO 0T
50 kg: HamansBaHeTo Ha J03aTa He TpsOBa na npeBumasa 10 mg/kg nBa MbTH JHEBHO HA BCEKH JBE
CeIMUIIY; TIPU KbpMadeTa (TIoJ] 6 Mecela): HaMaJsiBaHETO Ha Jlo3aTa He TPsOBa Jla Ha/[BUIIIaBa

7 mg/kg nBa MTH THEBHO HA BCEKH JIBE CEIMUIIH ).

Crenuaniy nomyJanun

Cmapuecka ev3pacm (65 200uHu u nO-6b3pACMHU)
IIpenopbuBa ce amanTUpaHe Ha 103aTa MPH MAUCHTH B CTApUeCcKa Bb3pacT ¢ HapylleHa Ob0pedHa
dhyukmms (BXK. mo-moiy “bropedno yBpexmane”).



bvopeuno yepeocoane
JlHeBHaTa 7103a TPAOBA J1a c€ MHANBUIYaIN3Upa B 3aBUCUMOCT OT ObOpeuHaTa ()yHKITHSL.

ITpu BB3pACTHU MAIMEHTH M3MOJI3BANTE MPUIIOKEHATA MO-10JTy TabIHIIA 3a afanTHpaHe Ha J03aTta. 3a
NpUIaraHe Ha Ta3u TabnuI@a € HeoOXOMMO JIa ce 3Hae KPEATHHUHOBHUS KIMPBHHC Ha MAI[UCHTA,
u3pasen B ml/min (CLcr). I1pu Bp3pactan u ronomw ¢ teriio Hax 50 kg CLcr B ml/min Moxe aa ce
oTpesienu OT cepyMHUs Kpeatunud (mg/dl) upes cnemnara hopmyia:

[140-BB3pactTa (roaunun)] X Ternoto (Kg)
CLcr (ml/min) = (x 0,85 mpm xenm)
72 X cepymen kpearurus (mg/dl)

kato CLcr ce amanTupa cupsmo TelnecHaTa moBspxHOCT (BSA) kakTo ciezpa:

CLcr (ml/min)
CLcr (ml/min/1,73 m?) = x 1,73
BSA maruent (m?)

AnanTupaHe Ha 1o3aTa IpU BB3pacTHU U roHOoImH ¢ Terio Han S50 kg ¢ Hapymena 0b0peuHa QyHKITHSA

I'pyna KpeaTunnHoB KiIupbHC Jo3a n yecTtoTa Ha mpUJIaraxe
(ml/min/1,73 m?)

Hopwmaiaa >80 500 mo 1 500 mg 1Ba TbTH THEBHO

Jleka 50-79 500 mo 1 000 mg 1Ba IBTH HEBHO

Ymepena 30-49 250 mo 750 mg nBa mbTU THEBHO

Texka <30 250 mo 500 mg nBa mbTH THEBHO

ITaunenTtu ¢ TepMUHAIHA - 500 mo 1 000 mg BeHBK JHEBHO @

0BOpevHa HEIOCTATHIHOCT
TOJIeKAIM Ha Auau3a )

@ [Ipe3 mbpBUS A€H Ha JEUCHUETO CE MPpEnophUYBa HATOBapBalla A03a oT 750 mg neBeTupaneTamMm
@ Crnen nuanusa ce MpenopbYBa AONBJIHUTENHA 1032 oT 250 1o 500 mg.

ITpu neua ¢ 6b0peuHn yBpekaaHus, J03aTa JIeBeTUpalieTaM TpsiOBa Jja ce alanTupa Bb3 OCHOBA Ha
O0bOpeuHaTa QyHKUMS, Thi KaTO KIMPHHCHT Ha JIEBETHpalleTaM € CBbp3aH ¢ ObOpeyHara GpyHKIHA.
IIpenopbkara ce ocHOBaBa Ha ITPOYYBAHE IPH BH3PACTHH C ObOPEUHH YBPEKIaHUS.

CLecr B ml/min/1,73 m? e BB3MOKHO Ja C€ OMPEeTH OT H3UMCISABAHETO HA CEPYMHHS KPEaTHHUH
(mg/dl) 3a mo-manku IOHOIIH, JIelja ¥ KbpMaJdeTa ¢ TOMOIITa Ha cienHaTa popmyna (popmyna Ha
Schwartz):

Bucounna (cm) x ks

CLcr (ml/min/1,73 m?) =
Cepymen kpeaturus (mg/dl)

ks = 0,45 mpu xppMmaveTa 10 1-romumHa Be3pact; KS = 0,55 mpu gena mox 13 roauHu U 1€BOMKH;
ks = 0,7 npu FOHOIIN OT MBKKH TOJI.

AnantupaHe Ha J103aTa IpU KbpMayeTa, Jiela 1 1oHoIu ¢ terio nmoja 50 kg ¢ HapyiieHa Ob0peyna
(hyHKIHISA

I'pyna KpeaTununos Jo3a u yecToTa Ha npuiaarane
KJIHPBHC
(ml/min/1,73 m?) | Kepmauera ot 1 10 KbpMauera ot 6 110
6 Mecera 23 Mecella, aela u
FOHOIIIU C TETJIO MOJ
50 kg
Hopmanna >80 7 mo 21 mg/kg (0,07 no | 10 mo 30 mg/kg (0,10 mo




0,21 ml/kg) nBa meTH 0,30 ml/kg) nBa meTH
JIHEBHO JIHEBHO

Jleka 50-79 7 no 14 mg/kg (0,07 o | 10 no 20 mg/kg (0,10 o
0,14 ml/kg) nBa mpTH 0,20 ml/kg) nBa mpTH
JTHEBHO JTHEBHO

Ymepena 30-49 3,5 mo 10,5 mg/kg 5 mo 15 mg/kg (0,05 mo
(0,035 0 0,105 mi/kg) | 0,15 ml/kg) nBa mbTH
JIBa BT JHCBHO JIHCBHO

Texka <30 3,5 mo 7 mg/kg (0,035 5 o 10 mg/kg (0,05 mo
1o 0,07 ml/kg) nBa 0,10 ml/kg) aBa eI
BTH JHEBHO JTHEBHO

IManueHTH ¢ TepMUHATHA - 7 no 14 mg/kg (0,07 o | 10 no 20 mg/kg (0,10 no

0bOpeuna 0,14 ml/kg) 0,20 ml/kg) enHOKpaTHO

HEIOCTaThYHOCT, enHOKpaTHO mHeBHO @ | mHenHO @) ©)

HPOBEXKIAIIN IHaTH3a @

W Mepopanen pasTBop Tpa6Ba 1a ce H3MOI3BA IPHU 103K 1oz 250 MY, KOUTO He ca KpaTHH Ha 250 Mg,
KOTaTo MpernopbyBaHaTa 103a He MOXKE J1a CE MOCTUTHE C MPUEMAHETO Ha HAKOJIKO TablIeTKH, KaKTO
Y [IPH TIAIMEHTH, KOUTO HE MOTAT Ja TIPETIbIIAT TaOJIeTKH.

@ Ipenoprusa ce HaToBapsama 103a ot 10,5 mg/kg (0,105 ml/Kg) npes mbpBHs IeH HA NEUEHHE C

JIeBETHPALICTAM.

@ IMpenopsusa ce HatoBapBama 103a ot 15 mg/kg (0,15 mI/Kg) mpes mbpBHs AcH Ha IeUCHHE C

JIeBETHPALICTAM.

@ Cnen nuanmsa ce npenopbuBa JOIMBIHUTENHA 1032 oT 3,5 1o 7 mg/kg (0,035 mo 0,07 mi/kg).

®) Cnexn nuanmsa ce npenopwuBa JOMBIHUTENHA 1032 oT 5 10 10 mg/kg (0,05 1o 0,10 mi/kg).

Yeprodpobro yepesicoane

[Tpy naryeHTH ¢ JeKa 0 yMepeHa CTEIeH Ha YepHOAPOOHO yBpeXKIaHe He ce Hallara aJalnTupaHe Ha
no3ata. [Ipu marueHT! ¢ TeXKO YepHOAPOOHO YBPEXKIaHE, CTOMHOCTHTE HA KPEATHHUHOBHS KIIUPHHC
MOraT Jia He JajaT peajHa IpeacTaBa 3a ObOpeuHara HenocTaTbyHoCT. [1o Ta3u npuyuHa, npu
KpeaTMHHHOB KiIupbHC < 60 mI/min/1,73m? ce npenopbusa 50 % HamaneHue Ha THEBHATA
HO/UIbPIKAIIA 1033,

IleqnaTpuuHa momyJiamnus

JlexapsT TpsOBa Ja mpeanuiIe Hai-oAXoAIIaTa JeKkapcTBeHa Ghopma, BbB popMa 1 KOJIMYECTBO Ha
AaKTHBHOTO BEIECTBO B J030Ba €AMHUIIA B 3aBUCUMOCT OT Bb3pacTTa, TETJIOTO U 103aTa.

TabmerHnarta ¢hopMa He € aganTHpaHa 3a yrnorpeda mpu KbpMadera 1 Jera Ha B3pacT o1 6 TOAWHH.
[pu Ta3u nomynarus, npeanoyrtaHara Gopma 3a ynorpeda e nepopaieH pa3teop. B gfonbiaHenue,
HAJTMYHUTE 1030BH (HOpMU Ha TaOJIETKUTE HE Ca TOAXOIAINM 32 HaYalHa Teparnus MpH Jela ¢ TEICCHO
teryo mox 25 kg, mpu manueHTy, KOUTO He MOTaT JIa TPErTbINAT TA0JICTKY WIX IPU MPUIOKEHHUE HA
no3u o 250 mg. [Tpu BcHUkK ropernocoveHu ciayvan TpsiOBa Jia ce U3MoJ3Ba MepopaieH pa3TBop.

Monomepanus

BesonacHocTTa M e()eKTUBHOCTTA Ha JICBETHPAICTaM IIPH JIC1ia U FOHOIIH 1Mo/ 16 TOAMHU KaTo
MOHOTEpAIUs HE € YCTaHOBEHA.

Hsama Hanuaamn jafnHu.

FOnowwu (16 u 17 200unu), koumo meacam 50 kg uiu noseue, ¢ RAPYUATHU RPUCIMBAU CbC UTU Oe3
BMOPUYHA 2eHEPATUZAYUSL C HOBOOUACHOCIUYUPAHA eNUNEeNCUsL.

Moutst, BIDKTE TOPHUS pa3ael 3a evb3pacmuu (=18 coounu) u ronowu (om 12 0o 17 ecodunu) c meano
50 kg unu noseue.




Jonwvasawo neuenue npu Kepmavema Ha ev3pacm om 6 0o 23 meceya, oeya (2 - 11 200unu) u ronowu
(12 - 17 200unu) ¢ meano noo 50 kg

HepopaﬂeH Ppa3TBOp € NpCAnoYnTaHa JICKapCTBCHA (bOpMa 3a yHOTpC6a IIpu KbpMau€Ta U Ac1a 1oa
G-FOZ[I/IH_IHa BB3pPacT.

IIpu aema Hag 6 ronuHU, IEPOPAJICH Pa3TBOP TPSAOBA Ja ce U3MOI3Ba MpH J03u oA 250 Mg, mpu 1034,
KOUTO HE ca KpaTHU Ha 250 mg, KOrato npenopbyBaHaTa J03a He MOXKE Jla CE MOCTUTHE C TIPUEMAHETO
HA HAKOJIKO TaOJICTKH, KAKTO U MPH MAIMEHTH, KOUTO HE MOTAT Jia TIPETTbIIAT TAOJIETKH.

Ipu BcHuKM MOKa3aHus TPSOBA Ja ce M3MONI3Ba Hal-HKUCKaTa edeKTHBHA 103a. HavanHaTa f103a npu
JIeTe WIIN F0HOoIMA ¢ Terio 25 kg TpsioBa ma ¢ 250 mg nBa MbTH JHEBHO, KATO MaKCHMajTHaTa 1032 €
750 mg aBa IbTH THEBHO.

Jo3ara npu aena ¢ tersio 50 kg uinu moeeye € chilata KaTo IIPHU Bb3PACTHHU IPU BCHUKH ITOKA3aHUSI.
Moutsi, BUKTE TOPHUS pa3lien 3a eb3pacmuu (=18 eoounu) u onowu (om 12 0o 1 200unu) ¢ meano
50 kg unu nogeue mpu BCUYKH TMTOKA3aHUA.

Honvanumenno nevenue npu Kepmavema na gv3pacm om 1 0o 6 meceya
IIpu xppMmaueTa ce mpusara nepopajieH pa3TBop.

HauwnH Ha mpuaoxxeHune

dunmupanuTe TabJIETKU TPAOBA Ja Ce MPUEMAT Npe3 yCTaTa, MOTTBIIAT ¢€ C JOCTATHYHO KOJIUYECTBO
TEYHOCT M MOXeE Ja Ce MpHeMaT Chc WK 0e3 xpaHa. Ciiesl IepopaiHo MPHIIOKEHHUE MOXKE JIa CE YCETH
TOPYMBUAT BKYC Ha JieBeTHpaleTam. J[HeBHaTa J03a ce MpuJiara, KaTo ce pa3jielis Ha IBe paBHU JI03H.

4.3 IlpoTuBONOKA3aHUSI

CBpPBXYIYBCTBUTEITHOCT KbM aKTUBHOTO BEIIECTBO WM KbM JIPYTH IMTHPOIHIOHOBH ITPOW3BOIHY, HITH
KbM HSIKOE OT MIOMOIIHUTE BEIIeCTBa, M30pOeHHU B TOYKa 6.1.

4.4  CpoeunajHu nmpeaynpexXIeHUs] U NpeaNa3HH MePKH NPH ynoTpeda

BbrOpeunHo yBpexaane

[Ipunaranero Ha JieBeTUpAaLETaM MPH MAUEHTH ¢ ObOPEYHO YBpPEXKIaHE U3KUCKBA alaTHPAHE HA
no3ata. [Tpu manueHTy ¢ TEKKO HapyllleHHe Ha YepHOApoOHaTa QYHKIIMS ce MPEnopbyBa OllCHKa Ha
O0pOpeunara (GYHKIIUS MIPEIU OTpeIeNsaHe Ha go3ara (BK. Touka 4.2).

Octpa 0b0peYHa HEAOCTATHYHOCT

MHoro psiko ynorpebara Ha JIEBETHPAIIETaM Ce CBbpP3Ba ¢ 0cTpa ObOpEeYHa HEJJOCTATHYHOCT, KaTO
BPEMETO 3a HEHHOTO BH3HUKBAHE BAPHPA OT HAKOJIKO THH 10 HIKOJIKO Mecera.

KpbBHA kapTHHA

Penxu ciydan Ha HamaneH Opoil KpbBHU KIIETKU (HEYTPOTICHUS, arpaHyJIONNTO3a, JICBKOIICHHS,
TPOMOOIIMTONICHUS ¥ TAHIIUTOIICHHSI) Ca OTIMCAHU BHB BPB3Ka C MPUIIOKESHUETO Ha JICBETUPAIIETaM,
CITy4BaIIO ce OOMKHOBEHO B HAYAJIOTO Ha JiedeHHeTo. [IpHaTa KppBHA KapTHHA Ce MIPENophUBa PU
MAIKEHTH, KOUTO TOTyYaT 3HAYUTENHA CIa00CT, MUPEKCHsI, TOBTAPSIIIN e MHPEKINN WK HAPyIICHUS
B KpbBOCHCHpBaHETO (Touka 4.8).

CamoyOHnicTBO

[Ipu manueHTH, JIEKyBaHU C aHTHETTHIICITHYHY JIEKapCcTBa (BKIFOYUTETHO JIEBETUPALIETaM) ca
CchOOIIaBaHN CaMOYOHHCTBO, OITUT 3a CaMOYOHICTBO, CYHITHIHA HIealls U TToBeAcHuE. MeTa-aHamm3



Ha paHAOMU3UPAHU, HJ'IaI_[€60-KOHTpOHI/IpaHI/I H3MUTBAHUA Ha aHTUCTIUJICIITUYHHU JICKAPCTBCHU
MIPOAYKTHU IMOKa3Ba ¢1a00 MOBUIICH PHUCK OT IOABA HA CYUITUJIHNU MHCJIN U MTOBCACHUC. MexaHu3MbT
Ha TO31 PUCK HE € U3BCCTCH.

[Topanu ToBa, marMeHTUTE TPSAOBA J1a ObAAT MPOCIICASBAHY 32 IPU3HAIM HA JICTIPECUs U/UIH
CYMIIMJIHA UJIealvs U MOBEJCHNUE U TPSOBa Jla ce MpeIpueMe ChbOTBETHOTO JieueHue. [larmentute (1
XopaTa, KOUTO Ce TPHXKaT 3a TAX) TpsOBa 1a ObJaT MOCHBETBAHU J1a IOTHPCAT JIEKAPCKU CHBET, B
CITy4ai, e ce MOSBAT MPU3HAIM Ha JACTIPECHsI U/ CyHUIIMIHA WJIcallus WK MTOBEICHUE.

AOHOPMHO M arpecUBHO ITOBEJIEHNE

HeBeTHpaueTaM MOKE Ja ONPpUYUHU IICUXOTUYHU CUMIITOMHU U TOBEACHYCCKN aHOMAJINH,
BKJIFOYHTEITHO Pa3/Ipa3sHUTEHOCT U arpecuBHOCT. [lanmenTHTe, IeKyBaHH C JIeBETHpaleTaM, TpsioBa
Ia Ob1aT HAOMIOMABAHM 32 Pa3BUTHE HA TICUXUATPUYHH MTPOSIBY, HACOUBAIIN KbM CHIIECTBEHH
NPOMEHHU B HACTPOSHHUETO W/HITH TMYHOCTTA. AKO ce 3a0eJIe)KaT TaK|uBa MOBEJICHNUs, TpsiOBa Jia ce
0OMHCIIH KOpUTHPaHE WK MOCTETNIEHHO NPEYCTAHOBSIBAHE HA JICYEHUETO. AKO ce B3eMe IPEIBU
HpEyCTaHOBSIBAHE, MOJIS BIKTE TOUKa 4.2.

BromaBane Ha NpUCTHOUTE

Kaxro ce Habr0/1aBa 1 pH APYTUTE BUIOBE aHTHETTMICIITUYHY JIEKAPCTBA, U MIPHU JIEBETUPALIETAM B
PEIKH CTydan MOYKe Jla Ce 3aCHIIM YeCTOTaTa WK TEXKECTTa Ha npucthiure. To3u nmapagokcaieH
edekT ce choOIaBa OOMKHOBEHO MPE3 MIbPBUS MECEI] e/ 3all04YBaHe WIIH CJIe/l yBEInYaBaHe Ha
Jl03arta Ha JIeBETHpaIleTaM U € 00paTHM TP NpeKpaTsBaHe Ha IpUeMa WM HaMallsiBaHe Ha J103aTa Ha
sekapcTBOTO. [Tarentute TpsOBa 1a ObIaT MOCHBETBAHN HE3a0ABHO Ja CE KOHCYJITHPAT ChC CBOS
JieKap B CIydail Ha BJIOIaBaHe Ha enuyencusta. Hanpumep ce cboblmasa 3a Jurnca Ha e(UKacHOCT
WM BJIOIIABAHE Ha MPUCTHIIUTE NP MAIMEHTH C EMMIIETICHUs, CBbp3aHa ¢ MyTal[uy Ha anda
cybemunmIia 8 Ha BOJTAaXK-3aBUCUMHTE HaTpreBH kaHanu (Sodium voltage-gated channel alpha subunit
8, SCN8A).

VYieiokasane Ha QT-uHTepBaia B €IeKTpOKapauorpaMara

[lo BpeMe Ha HOCTMAPKETHHIOBOTO HAOIIOICHUE Ca yCTAHOBEHH PEJKH CIydau Ha yIbJDKaBaHE Ha
QT-unrepsana B EKI'. JleBetupaneram TpsiOBa 1a ce U3M0I3Ba € TIOBUIIEHO BHUMaHUE IPU TALUEHTH
¢ yabikaBane Ha QTc-uHTepBaa, Ipy NALUEHTH, JEKYBaHU CHITBTCTBAILO C JEKapCTBa, MOBIUSIBALIN
QTc-unTepBana, Wiy Npy HaLUEHTH ChC 3HAYMMO MPEIIIECTBALIO0 ChPIEYHO 3a00IsIBaHe HITH
€JIEKTPOJIUTHH HaPYIICHHUS.

IlenuarpuanHa momyamms

TabnerHarta ¢popma He € MOAXOIAIIA 3a MPHIIAaraHe PHU KbpMadeTa 1 Jielia o] 6-TOAUIITHA Bh3pacT.
Hannuante nanuu npu aera He moKa3BaT MOBIHMIBAHE HAa pacTexka u myoeprera. Bripeku ToBa, He ca
W3BECTHU JIBJITOTPAHUTE €PEKTH BEPXY CIIOCOOHOCTTA 33 3ay4YaBaHe, MHTEICKTa, PacTexa,

CHAOKPUHHUTC (I)YHKLII/II/I, HY6€pT6Ta " BB3NPOU3BOACTBCHHA MOTCHIIUAT TIPU ACTA.

JleBetupaneram Actavis 750 mg dunmupanu TabaeTku

JleBetupaneram Actavis 750 mg cpabpika orperuteln chHeeT kbiTo (E110), KOiiTo MOXe a
MPEeIU3BHUKA aJTePTUYHH PEaKIIH.

45 B3zaumopeiicTBHE ¢ IPYrd JeKaAPCTBEHH MPOAYKTH U APYTrd (JopMH HA B3auMoaelcTBHE

AHTHENINIENTUYHH JIEKAPCTBEHU IPOIYKTH

JlaHHUTE OT KIMHUYHY [IPOYYBAHUS IPH BB3PACTHH, IPEAU IyCKaHe Ha MPOAYKTa B IpoJaxoa
IIOKAa3BaT, 4e JICBETUPALICTaM He OKa3Ba BIMSIHUE BbPXY CEPYMHUTE KOHLIEHTPALlUU Ha



CHINECTBYBAIUTE aHTUCIHICTITUYHH JICKAPCTBEHU CpeACTBA ((PCHUTOMH, KapOaMa3euH, BaJIIPOeBa
KHcennHa, peHoO0apOuTan, TaMOTPKIH, rabaneHTHH, TPUMHUIOH), KAKTO U Y€ Te3H
AHTHETIMJICIITUYHHM JICKapCTBA HE BIUSAT BbPXY (hapMaKOKHHETHKATA Ha JICBETUPALICTAM.

He cpimecTByBaT KaTeropuuHu JaHHU 32 KIMHUYHO 3HAYMMH JIEKAPCTBEHH B3aUMOJCHCTBHSI KAKTO
IpU Bb3PACTHH, TaKa U IPHU NEAUATPUYHU MALUEHTH, IPUEMAIIH JIEBETUPALETaM J10

60 mg/kg/nHeBHO.

PerpocniexkTiBHATa OllcHKa Ha (hapMaKOKMHETHYHHUTE B3aUMOACHCTBHS IPH Jiella U FOHOILH C
enuierncus (4 no 17 rogunn), HOTBBPXKIaBa, Y€ AOIIBIBALIOTO JICYEHHE C IIEPOPATHO NPUIIOKEH
JIeBETHpAIeTaM He MOBJIHSIBa PABHOBECHUTE IJIAa3MEHU KOHIIEHTPALMU Ha €AHOBPEMEHHO
npuiIaranuTe kapbamasenuH U Bannpoar. Bernpeku ToBa, nanaute npeamnonarat 20 % mo-BUCOK
KJIMPBHC Ha JIEBETHpaLeTaM IIpU Aela, IpUeMalld eH3UM-UHAYIUPALA aHTUEIHIICTITUIHI
JekapcTBeHu npoayktu. He ce Hanara agantupaHne Ha Jo3arta.

[IpoGenenwn

YcranoseHo e, ye npodenenns (500 Mg yeTupu ITHTH JHEBHO), O10Kep Ha ObOpevHaTa TyOyiHa
CeKpeLysl, THXMOupa peHalTHUs KJIUPBHC Ha TbPBUYHHSA METa0OJINT, HO HE U Ha JIeBETHpAIleTaM.
Bbnpexn ToBa, KOHIIEHTpaUATA HA TO3H METa0OJIHUT OCTaBa HHCKA.

MeroTtpekcat

Cpo0111eHo e, 4e eJHOBPEMEHHOTO PUJIOKEeHHE Ha JIEBETHpAIleTaM U METOTpeKcaT HamallsiBa
KJIUPBHCA Ha METOTPEKCAT, KOSTO BOJIH JI0 MOBHUIIICHA KOHIICHTPAIIWA/33IbpXKaHE HA METOTPEKCAT B
KPBBTa JI0 TOTEHIIHAIHO TOKCUYHU HUBa. HuBaTa Ha MeTOTpeKcar U JieBeTHpaIleTaM B KPbBTa TpsiOBa
Jla ce pOocCIIeIBaT BHUMATETHO TIPH TAIINEHTH, JIEKyBaH! €THOBPEMEHHO C JABETE JEKapCTBa.

IlepopallHy KOHTPALIEOTUBY U IPYTU d)aDMaKOKI/IHCTI/I‘lHI/I B3aMMOICUCTBUS

Jleperupaneram 1 000 mg nHEBHO He MOBHSABA (hapMaKOKHMHETHKATA Ha OPAJTHUTE KOHTPAICTITHBH
(eTHHMIIECTPAANOI U JICBOHOPTECTPEN); CHAOKPUHHUTE TIApaMeTpH (JyTSHHH3UPAIl XOPMOH U
nporectepoH) He ce npomensitT. Jleetupaneram 2 000 mg 1HeBHO He MOBIHsABA (hapMaKOKHHETHKATa
Ha JIUTOKCHH U Bap(dapHH; MPOTPOMOHHOBOTO BpeMe He ce MpoMeHs. ETHOBPEeMEHHOTO pHeMaHe ¢
JIMTOKCHH, OpaJTHA KOHTPALENITUBH U Bap(apuH He MoBiusiBa hapMaKOKHHETHKATA HA
JIeBETHPALICTAM.

Crnaburensu

Vima u3oupaHu ChOOIICHHUS 32 HaMalICHHE Ha e(hMKACHOCTTA Ha JIEBETUPAIlCTaM, KOraTo
OCMOTHYHOTO CJTa0MTEIHO MAaKPOTOJI Ce IpUIara eHOBPEMEHHO C IEPOPAIEH JIEBETHPALIETAM.
CremoBaTesiHO, MAKpOTOJI He TPsIOBa Jla ce MpHeMa Tpe3 yeTara B MPOABIDKCHNE HA SIUH Yac Pean U

CIINH Jac CJIC NprucMa Ha JICBCTHPALICTaM.

XpaHa U aJIKOXOJI

CreneHnTa Ha abcopOIMs Ha JTEBETUPAIETaM HE Ce MMPOMEHS OT XpaHaTa, HO CKOpPOCTTa Ha abcopOrus e
¢J1ab0 MOHMKEHA.
Hsma nanHuM 3a B3anMOIEHCTBUE Ha JICBETUPALICTAM C aJTKOXOJI.

46 @epTHIANTET, OPEMEHHOCT H KbpPMeHe

JKeHu ¢ ieTepoieH NOTEHINAI

Ha »xenu ¢ nerepojieH MOTEHIIMAN TPsIOBa [1a Ce 1aBa ChBET OT CIICIMATUCT. JIedeHuneTo ¢
JIeBeTHpAIleTaM TpsiOBa Jia ce mpepasriie/ia, Korato jkeHaTa IiaHupa Ja 3abpemenee. Kakro npu
BCHYKHM aHTHUENHIICTITHYHY JIEKapCTBa, TPSIOBa /1a ce M304rBa BHE3AITHO CITUPaHe Ha JICBeTHpaIleTaM,
ThH KaTO TOBa MOXKE JiIa JIOBEJIE JI0 MOsIBa HA T'bPUOBE, KOUTO OMXa MOTJIU JIa UMAT CEPHO3HU



MOCJICTUIIM 34 KeHaTa U HEPOAEHOTO JeTe. TpsoBa Aa ce mpeAnoyeTe MOHOTepanus, Korato €
BB3MOXKHO, Thil KaTo JICYCHHETO C MHOXKECTBO aHTHeNMWIenTHYHH JiekapcTBa (AEJ]) Mmoxe na e
CBBP3aHO C [T0-BUCOK PHUCK OT BPOJICHU MajihopMaIliK, OTKOJIKOTO MOHOTEPAIHUATA, B 3aBUCUMOCT OT
MpUJIaraHUTE aHTUETIHIICTITUIH.

Bpemennoct

lonemusiT 6poii TOCTMAapKETUHIOBH JaHHU NPH OPEMEHHH KEHHU C eKCIIO3HLIUS Ha JIEBETHpaLeTaM
karo moHoTtepanus (Han 1 800, cpen kxouto mpu Hax 1 500 ekcrio3uIATa B3HUKBA I10 BpeMe Ha
IBPBUSI TPUMECTBP) HE TIOKA3BaT YBEIMYaBaHEe HA PHUCKAa OT OCHOBHUTE BPOAECHU Mai(opMaIlyy.
CrpliecTByBaT caMO OrpaHHUYEHH JTOKA3aTeJICTBA 32 HEBPOJIOTHUYHOTO PA3BUTHE Ha Jiela, 3JI0’KEHH Ha
MOHOTEpAIHsI ¢ JIeBeTHpaneTam in utero. Benpeku ToBa TEKyNIUTE SNUACMUOIOTMYHA POy YBAHUS
(ipm okozo 100 nema) He MOKa3BaT MOBHIIEH PUCK OT HAPYIIEHHS WK 3a0aBsHE Ha HEBPOJIOTHIHOTO
pa3BUTHE.

JleBeTHparieraM MOKe Jia Ce MpHiiara rmo BpeMe Ha OpEMEHHOCT, aKo Clie]] BHUMATEIIHA OLIEHKa Ce
cdere, 4e € KIIMHUYHO HeoOxomuMo. B TakbB ciydail ce mpernophuBa Hail-HUCKaTa epeKTHBHA J103a.
DU3NONOrNIHATE IIPOMEHU 110 BpEME Ha 6peMeHHOCTTa MOXE Jia ITOBJIUAAT KOHICHTPAUATA HA
neserupaneram. [lo Bpeme Ha OpeMeHHOCTTa ce HabIr01aBa MOHMKABaHE HA TIIA3MEHUTE
KOHITCHTpAIMH Ha JeBeTupareraM. [loHmKaBaHeTO € TT0-u3pa3eHo Mpe3 TpeTus TpuMecThp (10 60 %
OT M3XOJTHOTO HMUBO Mpean OpemeHHocTTa). [lopanu ToBa, 3a OpeMEHHHUTE KEHH, JIEKyBaHH C
JICBCTUpALICTaM, Tpﬂ6Ba Ja €€ OCUTYPAIT NOAXOAAIU MEAUITUHCKHA T'PHUKU.

Kspmene

JleBeTHparieraM ce oT/eNsd B KbpMaTa, 3aTOBa KBPMEHETO HE € IMPENOPHUNTEIHO.
AKxo, 06ade, IEYCHUETO C JICBETHPAIIeTaM € HAIOKHUTEITHO B TIEpHOa Ha KbpMEHE, ChOTHOIICHUETO
0J13a/pHUCK TPsiOBa J1a O'b/Ie OIIEHEHO P OTUYUTAHE HA 3HAUCHUETO Ha KbPMEHETO.

deprunurter

He ca oTkputu naHHU 32 BIUSHUETO BBPXY (pepTUIMTETa IPH IPOYUYBAHUS BBPXY KUBOTHH (BXK.
Touka 5.3). Hima Hanmu4Hu KIMHUYHY JaHHHU, HOTCHUIUAIHUAT PUCK 33 XOpa HE € N3BECTEH.

4.7 EdexTn BbpXy cioco0HOCTTA 32 modupaHe U padoTa ¢ MAIIUHA

JleBeTnparieram He MTOBIMSABA WM IMOBIHSABA MIPEHEOPEIKUMO CIIOCOOHOCTTA 3a ModupaHe 1 padora ¢
MalluHH. Hopazu/l BBH3MOJKXHA pas3sjindHa UHAWBUAYaJIHA YYBCTBUTCIHOCT IIPU HAKOU ITAITUCHTHU, B
HAYaJIOTO HA JICYCHUETO WJIM MPU MOCIIEABAII0 YBEIMYaBaHE Ha J103aTa MOXKE Jla CE TIOSIBH ChHIIMBOCT
WK IPYTH CUMIITOMH OT CTpaHa Ha IeHTpaHaTa HepBHA cucTemMa. ETo 3aI1o ce npenopsusa
MOBHIIICHO BHUMAHHWE MPH MAIlMECHTH, H3BBPINBAIIN ONPECTICHN 3a/1a4H, KaTo modupane win padora
¢ mammny. [TanuenTure TpsiOBa na ObIAT MpeayPECHH 1a HE U3MOI3BAaT KAaKBaTO U Jla € TEXHHUKA
WM MAaIIMHU TOKATO HE YCTAHOBSAT, Y€ Bh3MOXKHOCTTA MM 3a TOBA HE CE € MOBJIHSIIA.

4.8 Hexenanm iekapcTBeHH peaKuu

00001eHre Ha mpodiia Ha 6€30MaCHOCT

Haii-uecTo choOIIaBaHUTE HEXKEIIAHU PEaKIIUU ca Ha30(papUHTHUT, CHHIMBOCT, [IaBO00IHE, YMOpa U
3amasHOCT. [IpodnrbT Ha HeXkeNmaHWTe peakiny, MPeCTaBeHH! T10-10y, CE OCHOBaBa Ha aHAJIN3a Ha
cOOpHU TUTANe00-KOHTPOJIMPAHH KIMHUYHA U3MATBAHUS 33 BCHIKU U3CIICABAHN TTOKA3aHUS,
BKJItOUBaIu o010 3 416 maiueHTy, JIeKyBaHu ¢ JeBeTupaieraM. Te3u JaHHU ca TOITbIHCHU C
ynorpebaTa Ha JIeBeTUpalleTaM B ChOTBETHUTE OTBOPEHH Pa3IIMPEHH MIPOYYBaHUS, KAKTO U
MMOCTMAPKETHHTOBUS OHT. [IpodmrbT Ha 6€30MMaCHOCT Ha JIEBETHpAIETaM € KaTo IISUI0 MOA00eH IpH
pa3IUIHUTE BH3PACTOBH IPYIHU (BB3PACTHH U MMETUATPUYHHU MAITUEHTH ), KAKTO U B PAMKHTE Ha
0JI00pCHHUTE MHINKAIIUU CBBP3aHU C CIMUJICTICUSTA.

TabnauueH cCOUChK Ha HEXKCITAHUTE JICKApCTBCHHU PCAKIIMH




Hexenanute nexapcTBEHU peakiiuy, JOKJIAABAHH TP KIMHUYHU U3MUTBaHUS (IPU BH3PACTHH,
FOHOIIIH, JIela U KbpMadeTa HajJ 1 Mecell) U OT MOCTMApPKETUHTOB OIMUT ca M30POSHH 10 CUCTEMO —
opranHa kiacudukanus u 1o yectora. HexxkenaHuTe JIekapcTBEHU PEaKIMU ca M30POCHU B HU3XOJISII]
pea o OTHOIIICHNE Ha TAXHATa CEPUO3HOCT M YECTOTaTa UM € JeUHIpaHa KaKTO CIIe/[Ba: MHOTO
gectu (> 1/10), yectu (> 1/100 mo < 1/10), neuectu (> 1/1 000 mo < 1/100), penku (> 1/10 000 xo

< 1/1 000) u muoroO peaku (< 1/10 000).

Kareropuu 1o yecrora

COK no MedDRA MpHoro uectu Yectu Heuectu Penxu MHoro penku
Undeximn u Ha30(apUHTUTH WHQEKIHH

nHbecTaun

Hapyiienns Ha KpbBTa TpomOouunTO- | MAHIIUTONECHHUS

u tuMbHaTa cucTemMa TIeHMS, ,

JIEBKOTICHHUS HEYTPOIICHHUS,
arpaHyJIOIHTO
3a

Hapymienus Ha JIEKapCTBEHA
UMYHHaTa peakuus ¢
cucreMa €03MHOUITHS
Y CUCTEMHH
CHUMITTOMH
(DRESS),
CBPBX-
YYBCTBUTEITHO
CT
(BKITIOUUTEITHO
aHTHOENEeM U
aHadwuiakcus)
Hanymeﬂym Ha AHOPEKCUA HaMaJIsIBaHE XUIIOHATPUEM
MeTaboan3Ma u Ha TErJI0TO, ust
XPaHEHETO IIOBHIIIABAHC
Ha TETJI0TO
Hcuxuynu HapyIeHAUS JIeTIpecusi, | OIMT 3a M3BBPILEHO 00CEeCUBHO-
Bpax1e0- caMoyOuiiCTB | CaMOyOHMHCTBO | kOMITYJICHBHO
HOCT/ 0, CyHLIUJHA | , IMYHOCTHH pascTpoiict-
arpecWBHOC | HWJeanus , HapyIICHS, BO**
T, IICUXOTHYHO | aOHOPMHO
0e3moKoiic- | pa3cTpoiiCTBO | MHUCIICHE,
TBO, , HeOOMYalHO | OeTUpUyM
0Oe3ChHHUE, MOBEJICHHE,
HEpBHOCT/ XTFOI[MHAIIA
pas3npasHu- | W, THSB,
TEJTHOCT CBCTOSTHHE Ha

00BpKBaHe,

€MOILMOHAIHA

HecTabuITHOC

T/IPOMCHU B

HaCTPOCHHUET

o,

TPEBOXKHOCT

Hapymienus na COMHOJICHTHOCT, KOHBYJICHH, | aMHE3HA, XOpeoaTerosa,
HEpBHATa CUCTEMa riaBoboime HapyIlIeHHe | HapyIIeHHe JTVUCKIHE3HS ,
Ha Ha TTaMeTTa, XUIMEPKUHE3US
paBHOBECH | HapylleHa , HapylIeHHe
€To, KOOpJMHAIMs | Ha II0XOJKaTa,
3amasiHoCT, | / atakcus, eHuedanonaru
Jeraprus, rapecresus, s, BIIOLIIABaHE
Tpemop HapylIeHUE Ha
Ha MPUCTBIINTE,
BHUMAHHETO | HEBPOJECHTHYC
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H MaJINTHEH
cunpom*
Hapyiuienust Ha ounrte JUILIONHS,
3aMBIIICHO
3peHne
Hapynienust Ha yxoTo BEPTHUTO
U JIa0WpHHTA
CeplieuHu HapyUIeHUs yabsmken QT-
WHTEpBAI B
eJIeKTPOKap-
Juorpamara
Pecniuparophu, KallInmna
TPBAHU U
MeINacTHHAIHU
HapyUICHUs]
CromantHo-uypeBHU 6011KH B [IaHKpPEaTUT
HapylIeHUs! KopeMma,
Japus,
JIICTIETICHS,
MOBpPBIIIaHE
, TaJicHe
XenaToOouauapHu aOHOPMHU YepHOIPOOHA
HapyIICHUS pe3yaTatu HEOCTaThUHO
npu CT, XCTIaTUT
¢GhyHKIIHOHAT
HU
4epHOIPOOHHU
TECTOBE
Hapyuienus na ocTpa
O0BOpenunTe U O0BOpeuHa
HOUKOYHUTE IIbTHIIA HEJI0CTaThbuHO
CT
Hapymienust Ha 00puB aJIoTenys, TOKCHYHA
KO’KaTa ¥ MOJKOXKHATA eK3ema, enuaepMaIHa
ThKaH TIpypUTYC HEKpOJIH3a,
CHHJIPOM Ha
Stevens-
Johnson,
eputemMa
myaTtudopme
Hapymienus na MYCKYJIHa pabaomuomnisa
MYCKYJIHO-CKeJIeTHaTa crnabocr, 1 TIOBUIIIEHA
cucreMa MHaJITHUsI KpEaTHHUH
ChCIMHHUTEIHATA dhochokunaza
ThKaH B KpbBTa*
OO0y HapylIeHus 1 acTeHHs/yM
edeKTr Ha MICTOTO Ha opa
IPWJIOKCHUE
HapansBanus, HapaHsBaHe
OTPaBSHUS U
YCIOXKHEHHUS,
BB3HUKHAIN B
pe3yJiTat Ha
MHTEPBEHIINU

* 3HAYMTEIHO MO-BUCOKO PA3MPOCTPaHCHUE Ce HA0JII01aBa MPU HMAIIMEHTH OT SITTOHCKU MPOU3XO0J B
CPaBHEHUE MY MAIUCHTH OT HESAIIOHCKH IPOU3XO/I.

** I1o BpeMe Ha MOCTMAapKETHHIOBOTO HAOIIOIEHIE Ca YCTAHOBEHN MHOTO PEIIKH CIIyYad Ha PA3BUTHE
Ha 00CeCHBHO-KOMITYJICHBHH pa3cTpoiicTBa (obsessive-compulsive disorders, OCD) mpu marueHTi
ChC chITbTCTBaMIA aHaMHe3a 32 OCD wmii MCUXuaTpuIHU pa3cTpoiCTRa.
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Onucanue Ha I/136DaHI/I HCXCJIaHU pCaKIINn

PucksT ot AHOPEKCHUA € IO-BUCOK, KOTaTO JICBETHUpALETaM CC Ipujiara €CTHOBPpEMEHHO C TOIMMpaMar.
HpI/I HAKOJIKO CIy4dasl Ha ajionenusd Ce Ha6n}0)1aBa BB3CTAHOBABAHC CJICA NPCYCTAHOBABAHC HA
JICBCTUPALCTAM. HpI/I HAKOU OT CJIIy4auTC HAa MAHOUTOIICHUA € YCTAHOBCHO IMOATUCKAHC HAa KOCTHHA
MO3BK.

Crnyuau Ha eHIiedanonaTius OOMKHOBEHO HACTHIIBAT B HAYAJIOTO HA JICYCHUETO (HAKOJIKO JHH J0
HSIKOJIKO MeceIla) U ca oOpaTHUMHU ClIe]] CIIUpaHe Ha JICUCHUETO.

IlenpaTpuyHa DomyJaanus

IIpu maruenTH Ha BB3pacT oT 1 Mecer g0 mox 4 roauan, 0610 190 marmenTy ca OWIH JICKYBaHH C
JICBETHpAIICTaM B IUIANe00-KOHTPOJIUPAHU M OTBOPSHH pa3iupenu npoyusanus. [llectaecer ot Te3u
MAIMEeHTH ca OWIIM JIEKYBaHU C JIEBETHpAIleTaM B TUIale00-KOHTPOIMpaHu nmpoyuBanus. [1pu
MMalMeHTH Ha BB3pacT 4 - 16 roawam, 0010 645 manueHTy ca OWiTy JISKYBaHH ¢ JIEBETHpAIieTaM B
1ane00-KOHTPOJUPAHU ¥ OTBOPCHH Pa3IIUPSHH MPOyUuBaHus. B miare0o-KoHTpoupaHu
poy4YBaHus 233 OT Te3W MAIMEHTH ca OWIIU JIEKyBaHHU C JIeBeTUpaieraM. B Te3u nBe nequaTpuvHu
BBH3PAcTOBU TPYIIH, TE3H JaHHHU Ca JIOMBIHEHU C IIOCTMAPKETHHTOB OITUT 32 yrmoTpebda Ha
JIeBeTHpAIIeTaM.

Ocgen ToBa 101 kppMaueTa Ha BB3pacT NoJ 12 Mecena ca OMITH ¢ eKCIIO3UIUS B IIOCTMAPKETHHTOBO
mpoydBaHe 3a 6e3omacHocT. He ca naenTuduIrpany HOBH ChOOpaKeHHS 3a OE30TacHOCT 32
JIeBeTHpaIeTaM IpH Jelia ¢ enujIeTicusa Ha Bb3pacT mof 12 mecera.

[IpodunbT Ha HEXEMaHUTE PEaKIK Ha JIEBETHPAIIETaM € 0 MIPUHIIAT TIOJO0SH MPH pa3IHIHUTE
BB3PAcTOBH IPYIIH M B paMKHTE Ha OJJOOpPEHNTE TIOKa3aHNsA, CBbP3aHH C enuiencusara. bezomacnocrra
NpH MeJUaTPUYHU TTALMEHTH B I1a1le00-KOHTPOJIMPAHH KIMHUYHY MIPOYYBaHUS Ca B CHOTBETCTBHE C
npo¢uira Ha 6€30MaCHOCT Ha JIEBETHUpAaIleTaM IPU Bb3PACTHH, C U3KITIOYCHHE Ha MOBEJACHYECKUTE U
NICUXUATPUYHN HEXKEJIAaHH PEaKI[UH, KOUTO €a MO-4EeCTH IIPH Jelia OTKOJIKOTO NP Bb3pacTHH. [Ipu
Jieria ¥ FOHOIIM Ha Bb3pacT oT 4 10 16 ronuHu, noBpseiane (Muoro yectu 11,2 %), Bp30yaa (dectu
3,4 %), npomenu B HacTpoeHueTo (dectu 2,1 %), emMormonanHa HectadmiHoOCT (dectu 1,7 %), arpecust
(aectu 8,2 %), HEoOW9aiiHO MoBeAeHue (06ma 5,6 %) u neraprus (o6mwu, 3,9 %) ca crobImaBanu mo-
YeCTO, OTKOJIKOTO B APYTUTE B3PACTOBU I'PYNH WX B 001mua mpodwt Ha 6e3omacHocT. [Ipu
KbpMadeTa U Jielia Ha Bb3pact oT | Mecelr 10 Mo/ 4 TOUHM, pasapasHuTenHocT (Muoro yectu 11,7 %)
1 HapyIeHa koopauHanus (dectH 3,3 %) ca choOIIaBaHu MO-4€CTO, OTKOJIKOTO MPH IPYTHTE
BB3pPACTOBHU TPYMH, WX B 00K pod w1 Ha 0€301acHOCT.

JBoiHO-CIsIM10, TUTa1e00-KOHTPOIMPAHO MPOyYBaHe 3a 0€30MACHOCT NPH Jiela ¢ HenH(pepHuopeH
IHU3aliH € OLIEHUIIO KOTHUTHBHOTO U HEBPOIICHXOJIOIMYHOTO JIeHiCTBUE HA JIEBETHpALeTaM IpH Jela OT
4 no 16-roguuiHa Bb3pacT ¢ MapUUAIHU NPUCTHIN. Y CTAHOBEHO €, Y€ JICBETUPALICTaM He Ce
pasnudaBa (He € MO-JIOII) OT IIare6o Mo OTHOMICHHE Ha TIPOMSHATA CIPSIMO U3XOJHOTO HHBO Ha
Leiter-R BHuMaHue 1 maMeT, KOMOMHHUPAH CKOp 3a U3CJICBAHE HA MIAMETTa B OIpe/Ie/icHaTa B
MPOTOKOJIA MoMyianus. PesyaraTure, cBbp3aHu ¢ HOBEAEHYECKATa U eMOLIMOHATIHA (DYHKLMS, ca
[IOKA3aJIM BJIOIIABAHE IIPH JIEKyBaHUTE C JIEBETHPALeTaM NalMeHTH 10 OTHOIIEHHE Ha arpeCUBHO
MOBEJICHUE, U3MEPEHO TI0 CTaHAapTeH U CHCTEMAaTU3UPaH METO]] Ype3 U3IO0JI3BaHe Ha BaJHHpaH
cnioco6 (CBCL — Achenbach BenpocHuk 3a nercko nosenenne). Benpeku ToBa, nanueHTHTe,
IpreMaly JeBEeTUPaLeTaM 110 BpeMe Ha IIPOABIDKUTEIHO, OTBOPEHO MPOCIESIBAI0 IPOyYBaHe, He ca
MoKa3aiu 00110 BIIOIIABAHE 110 OTHOIIIEHHE Ha TIOBEJICHUETO MM EMOITMOHATHATA (DYHKIIUS; HEIIO
noBeye, OKa3aTeUTe 32 arpeCUBHO MOBEJICHHE HE ca MOKa3alli BIOLIABAHE CIIPSIMO H3XOJHHUTE
CTOMHOCTH.

C’bO6H.[aBaHe Ha 11003 paHu HCXCIaHU PCAKIINHN

Cro0IaBaHeTo Ha MOJI03MPAHU HEeXKENIaHH PEaKIUK CIIe]] pa3peliaBaHe 3a ynorpeda Ha JIeKapCTBEHHUS
HPOIYKT € BaxkHO. ToBa M03BOJIsIBA J1a IPOIBIKU HAOJIOJCHUETO Ha ChOTHOIICHHETO MOJI3a/pHCK 32
JIeKapCTBEHUs MPOAYKT. OT MEMIIMHCKHUTE CIICIIHATICTH CE U3MCKBA J]a ChOOIIABAT BCSKA
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MOJI03UpaHa HeXKEIaHa PeaKius Ype3 HAI[MOHAIHA CUCTeMa 3a ChOOIaBaHe, TOCOYCHA B
[pumoxxenue V.

4.9 Ilpeno3upane
CumnromMu

COMHOJ’IGHTHOCT, TPEBOXHOCT, arpeCus, MOTUCHATO Chb3HAHUEC, TIOTUCKAHC HA JUIIAHCTO 1 KOMa Ca
Oounun Ha6J'IIO}IaBaHI/I Ipu Mpeao3rupaHe Ha JICBETUPpALICTaM.

Mepxku npu mpego3upaHe

Crnen ocTpo mipeio3upaHe € HeoOXO0MMO H3Mpa3BaHe Ha CTOMaxa Ype3 CTOMAIIHA TPOMUBKA WIIH
MpeIn3BUKBaHE Ha MOBpBINane. HiaMa crienndudeH aHTHIOT Ha JIeBeTHparieTaM. JIedeHueTo mpu
MpeIo3upaHe € CAMIITOMAaTUYHO U MOXKE J1a BKITIOUBA XxeMoauanu3a. EdekTuBHOCTTA HA TUamn3arta e
60 % 3a neBeTupaneTam u 74 % 3a MbPBUYHUS META0OIUT.

5. ®APMAKOJIOTUYHU CBOMCTBA

5.1 ®apmakoaMHAMUYHHU CBOHCTBA

dapMakoTepaneBTHYHA rpymna: AHTHENWIESNITHYHU CPEJCTBA, APYTH aHTUEIIIENITHYHU CPEJICTBA,
ATC xox: NO3AX14.

AKTHUBHOTO BEII[ECTBO JIEBETUPAIIETAM € MUPOJIHUIOHOBO MTPOU3BOIHO (S-eHaHTHOMED Ha
0-€THII-2-0KCO-1-MMUPOTUINH alleTaMuI), XMMUYeCKH 0e3 Bpb3Ka ChC ChIIECTBYBAIIUTE

AHTUCTTUIICTITUYHN CPEACTBA.

MexaHu3bM Ha JEUCTBHE

MexaHu3MBT Ha JICHCTBHE Ha JIEBETHPAIlETaM BCE OIIe He € HAITBJIHO u3sicHeH. N Vitro u in vivo
OIMTHUTE MOKA3BaT, Y€ JICBETUPAIICTAM HE TPOMEHS OCHOBHUTE XapaKTCPUCTHKH Ha KJIETKAaTa, KAKTO
HOpMAaJTHATa HEBPOTPAHCMHUCHSI.

In vitro mpoyuBanus moKa3Bar, ue JIEBETHPALETaM Bb3/IEHCTBA BPXY HHTPAaHEBPOHHHUTE HKBA Ha Ca
upe3 yacTHUHO MHXHOUpane Ha N-tun Ca’* kaHamyeTa, KakTo U upe3 pelylHpaHe 0CBOO0XKIABAHETO
na Ca?* oT MHTpaHEeBPOHHHUTE JeTa. B ombIHEeHNe, TOM YaCTHYHO HAMANSABA PEAYKIUATA B IOTOKA B
GABA- ¥ ruIMH- 3aBUCHMHTE KaHa4eTa, MHAYIHPaHH OT IMHK U B-kapOonuuu. Hemro moseue, B in
Vitro mpoyuBaHnwusl, JieBeTUpAIeTaM JIEMOHCTPUpA CBbP3BaHEe KbM Crieln(UIHA MECTa B MO3bYHATA
ThKaH Ha Tpu3ayn. ToBa MACTO HA CBBP3BaHE € HAMUPAIIUS CE B CHHAIITHYHHUTE BE3UKYJIH MTPOTEHH
2A, 3a KOMTO ce CMsTa, Y€ y9acTBa BbB Be3WKyTHaTa Py3Us M HEBPOTPAHCMHUTEPHATA €K30IUTO3A.
.HeBeTI/IpaHeTaM N HCTOBHUTEC aHAJIO3U II0OKAa3BAaT U3s1BCH a(I)I/IHI/ITeT KbM CBBP3BaHE C HaMHUpaIusd C€ B
CUHANTUYHHUTE BE3UKYJIH MPOTEHH 2A, KOETO OT CBOS CTPaHa € BbB BPBh3Ka C TAXHOTO JICHCTBUC
Cpelly MPHUCTHIINTE B ayJUOTCHHN MOJIENIH Ha eTJICTICHS TP MUIIKH. Te3u pe3ynTaT mpearnoarar,
Ye B3aMMOJIEHCTBHETO MEX/Ty JIEBETHpaIleTaM 1 HaMHUPAIIHs C€ B CHHANITHYHUTE BE3UKYJH IPOTEUH
2A rmoaroMara aHTUCIIUJICIITUYHUA MEXaHU3bM Ha I[CI\/'ICTBI/IC Ha JICKApCTBCHUSA MPOAYKT.

2+

dapMakoaHHAMUYHU eDeKTH

JleBeTmparieraM npe/na3Ba OT HapIUAHU U TbPBUYHO T€HEPAIM3UPAHH MTPUCTHITH MPH MIUPOK KPbT
JKUBOTHHCKH MOJIenr 0€3 /1a Ma Mpo-KOHBYJICHBEH e(eKT. [IbpBUYHHAT METa0OTUT € HEaKTHBEH.
IIpu xopa, aKTHUBHOCTTA IO OTHONICHHUE KAKTO HA MapIHATHUTE, TaKa U Ha TCHEPATU3UPAHNUTE
SMUICNITUYHU ChCTOSIHUSA (emmIenTH(GOPMHO 0CBOOOKIaBaHe/(hOTOMAPOKCHU3MAIICH OTTOBOD)
TIOTBBPIKJIaBa MIUPOKHUS (hapMaKOJIOTHUYEH CIIEKThD Ha JIEBETHUpAIlETaM.

Kimnanuna edpuxacHOCT ¥ 0€3011aCHOCT
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

,ZZO}’Z'I)JZGCIM/[O JleYeHue Ha napyuailinu npucmvnu ¢ uiu bes BMOPUUHA ceHepalu3ayusl npu 6vb3pacmuu,
OHOWU, ()eua u Kepmavema Ha 1 u noseue meceya c enuiencus

[Ipu BB3pacTHHU, ehUKACHOCTTA HA JIEBETHpAILlETaM € I0Ka3aHa B 3 ABOMHO-cieny, raneo-
KoHTponupanu npoyuBanus ¢ 1 000 mg, 2 000 mg umu 3 000 mg/nen npunarany KaTo 2 OTACTHH
JIO3M C IPOABIKUTEHOCT Ha JiedeHneTo 1o 18 cemmuru. [Ipu cOopHUS aHanmm3, MPOIEHTHT Ha
MaIueHTuTe, ocTuruain 50 % uim no-rojsiMo MOHWKEHUE CIPSMO M3XOJHOTO HMBO Ha YECTOTAaTa Ha
NapiuaIHATe TPUCTHIIH 33 CEAMHUIIA TIPU TIocTostHHA 1032 (12/14 ceqmunm), € 27,7 %, 31,6 % u

41,3 % mpu marmentu, npuemamy 1 000, 2 000 wmm 3 000 mg neBetnpaneram, u cboTBeTHO 12,6 % 3a
MAIUEeHTHTE, TPHUEMAIIH 11arneoo.

[lenmnarpryna nomyianus

[Ipu nequarpuunu nanueHTH (0T 4 10 16-ToAMIIIHA BB3PAacT), ehUKACHOCTTA HA JICBETHUPAIICTAM €
JloKa3aHa B JBOMHO-CIISTIO, TUIANe00-KOHTPOIMPAHO MTPOyUYBaHe BKIFOUBAIIO 198 manueHTH U C
MIPOIBIDKUTETHOCT Ha JiedeHneTo 14 ceamuny. B ToBa mpoyuBaHe ManueHTHTe ca MOJTydaBain
MOCTOSIHHA 71032 JieBeTuparieram ot 60 mg/kg/nHeBHO (IIpreM JBa MbTH Ha JCH).

44,6 % oT manueHTUTe MpUEMaIly JieBetupaneram u 19,6 % oT nanueHTuTe npueMaiiy mianedo ca
uman 50 % WM mo-BUCOKO HaMaJIeHHe, CIIPSIMO W3XOHOTO HUBO, HA YECTOTATa Ha MapIHaTHUTE
MpUCTBIHN 3a ceamuna. [Ipu npoasmkuTenHo ApaTocpodHo geuenue 11,4 % ot manueHTuTe He ca
MOJTy4aBalld MPUCTBIIM MOHE 3a 6 Mecena u 7,2 % 3a noHe 1 roauHa.

IIpu neguatpuyHy manueHTH (0T 1-Mecedna 1o 4-TOAMIIHA BB3pacT), epuKacHOCTTa Ha
JIeBETUpAIeTaM € yCTAaHOBEHA B JIBOMHO-CIIAIO, TUIAIe00-KOHTPOIMPAHO NPOYYBaHe, BKIIOYBAIIO
116 nanmeHTH ¢ MPOBIDKUTEITHOCT Ha JICYSHHETO IeT JHU. B ToBa nmpoyuBaHe, Ha MAllMEHTHUTE €
mpeanucana aaeBHa mo3a ot 20 mg/kg, 25 mg/kg, 40 mg/kg nam 50 mg/kg epopaiieH pa3TBop,
TUTPHpaHa B 3aBUCHMOCT OT TAXHATa Bh3pacT. B ToBa mpoyuBaHe € U3M0JI3BaHa 1032 OT

20 mg/kg/nueBHo, TuTpupana 1o 40 mg/kg/mHeBHO MpU KbpMaueTa OT €IUH J0 IIECT Mecela U 1032
ot 25 mg/kg/nueBHo, TuTpupana 10 50 mg/kg/nHeBHO Npu KbpMaveTa U Jiela Ha Bb3pacT oT 6 Mecera
10 4 ronquan. O0maTa THEBHA /1032 € MpHJIaraHa JBa IbTH JTHEBHO.

[IbpBOHAUa HAaTa OlIEHKA HAa €PEKTHBHOCTTA € HUBOTO Ha OTrOBOP (IMpoLEeHT nanueHTH ¢ > 50 %
HaMaJleHue, COpsSIMO U3XOAHOTO HUBO Ha JHEBHATA YECTOTA HA MAapLMATHUTE NPUCTHIIN), OIpeAeIeHa
OT 3acJIeTIeH IeHTpaieH deter upe3 48-qacoBo Buaco EEI" HaOmoneHre. AHaTU3bT Ha e(pUKACHOCTTA
oOxBama 109 nmaruenty, kouto ca umManu noxe 24-yacoso Buneo EEI” Habmrogenne npes nqBata
Iepuo/ia - Ha U3XOJHOTO HUBO U Ha orleHKaTa. [larmenTure, mokasanu oTroBop, ca 43,6 % ot
JIEKyBaHHTE C JieBeTupaneTam u 19,6% ot marmenTuTe, mpueMaiiy miamnebo. PezynraTure otroBapsTt
Ha CbOTBETHATa Bh3pacToBa rpyna. [Ipu npoasmkuTenHo apiarocpoyHo jedenue 8,6 % ot
MAaIUeHTUTE HE ca MoJydyaBalid IPUCTHIU NOHE 3a 6 Mecena u 7,8 % 3a none 1 roguna.

B nnane0o-KoHTpoIMpaHu KIMHAYHHA IPOYYBaHUS, C €KCIIO3ULHMSA ca Ouin 35 KbpMaueTa ¢
TTapITHaTHA TTPUCTHITH, Ha BB3pacT Mo 1 romauHa, oT KOUTO camo 13 ca Omn Ha BB3pacT < 6 Mecela.

Monomepanuﬂ npu jedernue Ha napyuainu npucmvnu CovC Uil be3 6MOPUHHA ceHepatusayusl npu
nayuenmu Ha 16 u noseue 200unu c HogoduaeHocmuuupaHa enunencu:.

EdukacHocTTa Ha JeBeTUpalieTaM KaTo MOHOTEPAIUs € YCTAHOBEHA B JIBOMHO-CJISIO, apaieTHO-
IpyHoBO, HEMH(EPUOPHO CPaBHEHHE C KapOamMa3enH ¢ KOHTpoJupaHo ocBoboxaaBane (CR) mpu
576 maruenTa Ha 16 roguiHa Bh3pacT WK HO-Bh3PACTHU C HOBOJHATHOCTUIIMPAHA UIIK HACKOPO
JTUarHoctuiupana enuiencus. [laruenture € TpsOBaio aa Ob/IaT SIUHCTBEHO ¢ HENMPEIU3BUKAHU
MapIHaIHd TPUCTHIN WM TeHepAIN3UPaHU TOHHYHO-KJIOHWYHH pucThiy. [lanuenture ca
OTIpe/IeTICHH 10 CIy4yaceH HaunH aa mpueMat kapoamazenud CR 400 - 1 200 mg/nen nim
nesetupaneram 1 000 - 3 000 mg/neH, KaTo MPOABIDKUTEIIHOCTTA HA JICUECHUETO € 10 121 ceamuiu B
3aBHCHMOCT OT OTTOBOpA.

Jlunca na npuctsnu 3a 6 Mecena e gocturHara npu 73,0 % OT naUeHTUTE NpUeMally JIEBeTUpaleTaM
u ipu 72,8 % OT manueHTuTe npueMaiiy kapoamazenuH-CR; ycraHoBeHaTa abCOIOTHA pa3iinKa
mexay tepanunte € 0,2 % (95 % ClI: -7,8 8,2). [ToBeye OT moJoBUHATA OT NMAIMEHTUTE HE TOJTy4aBaT
npucthiu 3a 12 mecerna (56,6 % u 58,5 % chOTBETHO OT MAIUESHTUTE HA JICBETHPAIICTAM U
kap6amazerna CR).
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B npoyuBane, oTpa3sBaio KIMHAYHATA IPAKTUKA, ChITBTCTBAIATA AaHTHEITMIICHTUYHA TEPAIUs MOXKE
Jla ce MpeKbCHE TPU OrpaHU4eH Opoii MAIMeHTH, KOUTO ca Ce MOBIHSIIN OT JIOITbJIBAIlA TePaIus C
neBeTupaneram (MpekbcHamu 36 Bb3pacTHU MAEHTH OT 69).

,ZZOI’I'b]ZGdLL{O JledyeHue Ha MUOKIOHUYHU NPUCMBNU NPpU 6b3PACMHU U TOHOWU HA 12 u noseue 200unu c
O6EHUNIHA MUOKJIOHUYHA enuiencust.

EdukacHocTTa Ha TeBeTHpaneram € yCTaHOBEHA B JIBOITHO-CIIATIO, TUTAIe00-KOHTPOIMPAHO MTPOyIBaHe
C IPOIBIDKUTEITHOCT 16 CeMUIIM NP NAITUEHTH Ha 1 2-roIuITHa BH3PacT WK M0-Bh3PaCTHH,
CTpaJaly OT UINONATHYHA TCHepAIM3UPaHa SIUICTICUS C MUOKJIOHUYHHU TPUCTBITH OT Pa3InYHU
cunapomu. [loBeyeTo manueHTH ca OMITU ¢ FOBEHUIITHA MUOKIIOHUYHA STTHIICTICHSL.

B toBa mpoyuBane mo3ara Ha jgeBeTupaneram ¢ ormra 3 000 mg/meH, pa3aeneHa Ha 2 Ipuema.

58,3 % ot manuenTuTe, npreMaiy JesetupareraM u 23,3 % OoT nanueHTUTe Ha 1aredo ca ¢ moHe

50 % HamaneHue Ha THUTE MPe3 CEIMUIIATa C MUOKJIOHWYHH MpUCThIH. [Ipu mpoabmkuTetHO
IBITOCPOYHO JieueHune, 28,6 % OoT manueHTHTe He ca MoTydaBald MUOKIOHINYHH MPUCTHITH 32 TIOHE

6 mecena u 21,0 % 3a none 1 roauHa.

,ZZOI’Z'IJ]IGGZ/L;O JleyeHue Ha nbpeuUdHo ceHepaltusupaHt moHU4YHO-KI1OHUYHU npUCmvnu npu 6vb3pacmiu u
ronowu Ha 12 u nogeue 200uHu ¢ UOUONAMUYHA CEHEPAIUUPAHRA enulencus.

EdwukacHocTTa Ha JeBeTHpaleTaM e okaszaHa B 24-CeIMUYHO ABOWHO-CIISIO, II1aie00-KOHTPOINPAHO
MIPOyYBaHEe BKIIOYBAIIO Bb3PACTHH, IOHOIIN M OTpaHmdeH Opoii jJema, cTpajay OT HANOMaTHIHA
reHepalr3upaHa emuiIercus ¢ MbPBUYHO reHepanusupany TonngHo-kiIoHngHH (I11'TK) mpuctemm ot
Pa3IMYHU CHHIPOMHU (FOBEHIIHA MUOKJIIOHMYHA SIUJICTICHS, IOBEHWIHA a0CaHC eIMUIICeTICHS, IeTCKa
abcaHc eniiienicust Wik enwtericus ¢ grand mal npuctsiu npu ce0ykaane). B ToBa npoyuBane,
no3ara Ha neBetupateram ¢ 6una 3 000 mg/nen npu Bb3pacTHU u roHOIH Wwin 60 mg/kg/neH npu
Jiela, IpUeMaHu KaTo 2 OT/IEJIHU J03H.

72,2 % ot manyieHTuTe, MpreManiu JesetupareraM u 45,2 % ot nanueHTute Ha mianebo ca ¢ 50 %
WM NO0-ToJasIMO HamasieHue Ha yectotata Ha [II'TK npuctenu 3a cenmuna. Ilpu npoasmkuTensHo
IBITOCPOYHO JieueHue 47,4 % oT malueHTUTE He ca MoJTyYyaBall TOHUYHO-KJIOHWYHH IPUCTHIIN 32
noHe 6 Meceua u 31,5 % He ca mosly4aBaid TOHUYHO-KJIOHUYHU IPUCTHIIU 32 MTOHE 1 roauHa.

5.2 dapmMaKkoKHHETHYHHU CBOHCTBA

JleBeTnpaneTaM UMa BHCOKa CTENEH Ha pa3TBOPUMOCT U POHHUKBaHe. PapMaKOKHUHETUUHUAT MY
po(rII € TMHeeH ¢ HUCKa MHTpa- ¥ UHTEeP-UHANBUAyaIHa BaprabmiHocT. Hsama npoMsHa B KIMpbHCA
clie]l MHOTOKPaTHO IpuioxkeHnue. Hama anHM 3a chlecTBEHA BApUAaOWIHOCT MO OTHOLIEHUE Ha MOJa,
pacata 1 IMpKaaHUs pUTHM. PapMaKOKUHETUIHUAT MPOGUII € CPABHUM IIPH 3APaBU TOOPOBOILHU U
MAaLHEHTH C CIUIIETICHS.

HOpa,E[I/I ITbJIHATA U IMHEWHA a6cop6u1/151, IJIa3MCHUTC HUBA MOrart Ja 6’bZ[aT MNpeABUJICHU B
3aBUCHUMOCT OT OpaJIHATa 4034 JICBETUPpALCTAM U3PA3CHHU B mg/kg TenecHa maca. Eto 3al10 HE €
HCOGXOIII/IMO CJICCHC HA IUIa3MCHUTC HUBA JICBETHUPALICTAM.

HpI/I BB3PACTHU U AC1A € YCTAHOBCHA 3HAUYUMa Kopejalnusd MCKAY KOHUCHTPAIUUTC B CJIFOHKATa U

ma3mara (CbOTHOIICHHUETO CITFOHKA/TIa3Ma 110 OTHOIIIEHUE Ha KOHIICHTpanusaTa Bapupa ot 1 1o 1,7
npu opajHara TabnerHa ¢popma u 4 yaca ciel npueMa Ha epopaiHus pa3TBop).
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Bb3pacTHy U roHOIIH

AGcopouus

JleBetuparieram ce abcopOupa Obp30 ciel MepopaTHO MPHIOKEHHE. AOCOMIOTHATA TEPOPATHA
omonanmmaHOCT € 6sm3ka 10 100 %. Makcnmanau ma3Menn KoHneHTpanu# (Cmax) ce JOCTHTAT

1,3 yaca cieq nprieMa. PaBHOBECHO CHCTOSTHHE CE JOCTHTA CIIE]] IBA THH MPU CXeMa Ha ITpHeMaHe

2 IBTU JHEBHO.

Makcumanante koHreHTparuu (Cmax) ca oomdaiiao 31 pg/ml u 43 pg/ml choTBETHO ciiex eqHOKpaTHA
no3a 1 000 mg u mHOTOKpaTHO Mprioxenue Ha 1 000 Mg nBa MbTH AHEBHO.

Crenenra Ha aOcopOIMs HE 3aBUCH OT J103aTa U HE CE BIIMsIC OT XpaHaTa.

Pasnpenenenue

Hsma HaNnMYHU TaHHM 33 ThKAHHOTO pasMpe/IeicHUe MPH X0pa.

Huto neBeTupaneraM, HUTO HETOBHS ITBPBHUYCH META0OJHT CE CBHP3BAT B 3HAUHTEITHA CTEIICH C
wiasmenute nporennu (< 10 %). OGeMbT Ha pasnpeneieHue Ha JieBeTHpaleTaM ¢ npuoauurento 0,5
no 0,7 1/kg, koeto e 630 10 00MIMsI BOACH 00eM Ha OpraHu3Ma

buorpanchopmarus

JleBeTuparieramM He ce METa0OIM3UPa EKCTCH3UBHO MpU Xopa. [ TaBHUAT mbT Ha MeTabomu3bm (24 %
OT J103aTa) € EH3MMHA XUJIPOJIM3a Ha alleTaMuIHaTa rpymna. B o0pazyBaHeTo Ha MbpBUYHMUS
MeTabosuT, ucb LOS57, He ydacTBaT yepHOAPOOHUTE ITUTOXPOM P4so m3odopmu. Xuapoausara Ha
arieTaMuIHaTa rpymna ¢ yCTAHOBEHA B TOJISIM OpO ThKaHH, BKIFOUNUTEITHO KPBBHH KICTKH.
MetabomutsT ucb LO57 e dhapMakoIOrudHO HEaKTHBEH.

YcTaHOBEHHU ca ChIIO U ABa BTOPOCTENICHHN MeTabonnTa. EMUHUAT ce omydaBa OT
XUIPOKCHIIMPAHETO Ha MUPOIHIOHOBHS NpbeTeH (1,6 % oT mo3ara), a APYTHAT OT OTBAPSIHETO HA
nuponunonosus npbereH (0,9 % ot gozara). [pyrure HenaeHTHPHUIIMPAHU KOMIIOHEHTH Ca CaMo
0,6 % ot no3ara.

In vivo He e ycTaHOBEeHa BHTPEIIIHA KOHBEPCHS HA CHAHTHOMEPHUTE KaKTO Ha JICBETHPAIIETaM, Taka U
Ha HETOBUS MEPBUYCH META0OIIHT.

In vitro, eBeTHpaleTaM U HETOBUAT ITPBUYEH METAOOIUT HE HHXUOMPAT H30()OPMUTE Ha TIIABHHS
4epHOIPOOEH KOMIUIEKC IpH xopaTta - mutoxpom Paso (CYP3A4, 2A6, 2C9, 2C19, 2D6, 2E1 u 1A2),
rmokyponni Tpancdepaszara (UGT1A1 u UGT1A6) u enmokcun XuapoKcuia3HaTa akTHBHOCT. B
JIOTIBITHEHHE, JICBETHUpAIleTaM He Bb3JeiicTBa iN VItro BbpXy MIIOKYPOHUPAHETO HA BANIPOCBa
KHCEJHHA.

B KynTypH OT 4OBEIIKM XEaTOLUTH JeBETHpaIleTaM OKa3Ba ciald MM HUKaKbB e€(eKT BBPXY
CYP1A2, SULTIE] unmu UGT1A1. Jleretupaneram cnado unayimpa CYP2B6 u CYP3A4. In vitro u
in Vivo maHHUTE 3a B3aUMOJICHCTBHS C IEPOPATHUTE KOHTPAIICTITHBH, TUTOKCUH U BaphapuH
HIOKa3Bar, ye in Vivo He ce ouakBa 3HAYMMO WHIYIIMpPAHE HAa €H3UMHU. 3aTOBa, MAJIKO BEPOSITHO €
B3auMoieiicTBre Ha JleBetupaneram ACtavis ¢ Ipyru BeliecTsa.

EnumuHupane

[T1a3MeHUAT TIOIYKUBOT TIpH Bb3pacTHH € 7 + 1 yaca u He Bapupa B 3aBUCUMOCT OT J103aTa, [IbTS Ha
IpujIaraHe ¥ MHOTOKpaTHus npueM. CpeaHusT oo1 Tenecen kimpbHe € 0,96 ml/min/kg.

['maBHMAT BT HA eKCKpELHs € Upe3 ypuHata 3a cpequo 95 % ot nosara (mpudausutenso 93 % ot
TIpUeTaTa 103a Ce OTICIAT B paMKHUTe Ha 48 yaca). OTaestHeTo Upe3 m3npakHeHnaTa ¢ camo 3a 0,3 %
0T J103aTa.

KymynartuBHata ekckpenus 4pe3 ypuHata Ha JIeBeTHpaleTaM U HETOBUS ITbPBUYECH META0OIHNT €
CBhOTBETHO 66 % u 24 % npe3 nvpBuTe 48 Jaca.
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Penanmuust kiaupbHC Ha eBeTupanetam U ucb L057 e crorBeTHO 0,6 11 4,2 ml/min/kg u mokassa, e
JIeBETHpALeTaM Ce OTAENS Ype3 IIoMepyHa GUITpanus ¢ rmociesamia TyoyiHa peadbcopOouus, 1 4e
IBPBUYHUST META0OJIUT CHIIO CE OT/ENS Ype3 TyOyIIHa CeKpelus B JOIIbITHEHNE Ha TIIOMepyJTHaTa
¢untpanust. OTaeNsSHETO Ha JIeBEeTHpaLleTaM KOpelupa ¢ KpeaTHHHHOBHS KIMPBHC.

Crapuecka Bb3pacT

[Ipu manmeHTH B cTapyecka Bb3pacT MOJIYy>)KUBOTHT € yBenuueH ¢ 0koio 40 % (10 mo 11 vaca). ToBa e
CBBP3aHO C MMOHMKeHa ObOpeuHaTa (GyHKIMS IpH Ta3K HOmyJIamus (Bxk. Touka 4.2).

B’B6DG‘IHO YBPCXKAAHC

[IpuBHAHUAT TeNeceH KIUPHHC HA JIEBETHpAIleTaM U HETOBHUS ITbPBHYCH META0OJIUT KOpEupa ¢
KpeaTHHUHOBHS KIMpBHC. [lopanu ToBa, ce mpenopbryBa ajanTupaHe Ha MO IbpiKaIiaTa JHEBHA 1032
Ha JleBetuparieram Actavis Ha 6a3aTa Ha KPEaTUHUHOBHS KJIMPBHC MPH MAIMEHTH ¢ yMepeHa 70
TEXKa CTeleH Ha OBOpeUHo yBpexaane (Bk. Touka 4.2).

[Ipu BB3pacTHH MAIUEHTH C TEPMHUHATHA OBOpPEUHA HEIOCTATHYHOCT C aHYPHS, TIOTYKHUBOTHT €
npubau3uTenHo 25 u 3,1 9aca ChOTBETHO NMPE3 WHTEPAUATU3HAS U WHTPATUATU3HAS TTCPHOI.
ITo BpeMe Ha oOuyaitHaTa 4-pu YacoBa AuanM3Ha mpoleaypa GpakiuonHo ce otaensirt 51 % ot
JICBCTUpALICTAM.

YepuoapoOHO yBpeKIaHE

Ipu manueHTH ¢ Jieka JI0 yMepeHa CTeleH Ha YepHOAPOOHO yBpEXkKIaHe He ce HabJro1aBa 3HaunuTeIHa
IPOMSHA B KJIMPBHCA Ha JIeBeTUpaIieTaM. [Ipy MOBEYETO MAIMEHTH C TE)KKa CTENEH Ha Y€PHOPOOHO
yBpEK/IaHe KIMPBHCHT Ha JIEBETUpAIIETAM ¢ HaMaJieH ¢ moBede oT 50 % mopaju ChIIbTCTBAIIO0
0B0peuHo yBpexaane (Bxk. Touka 4.2).

IleqnaTpuuHa momyJiamnus

leya (4 0o 12 2o0unu)

Cren mpueMane Ha equHUYHA 1032 (20 mg/kg) ot aena (6 - 12 ronuHM) ¢ MUIIETICHS, IOy KHBOTHT
Ha JeBeTHpareTam e 6,0 yaca. [IpUBHUIHUAT KOPUTHPAH KbM TEJIECHOTO TETJIO0 KIUPBHHC €
puOan3uTesHo ¢ 30 % MO-BHCOK OT TO3H MPY BB3PACTHH C CITHIICTICHSL.

Cren MHOTOKpaTHO mepopaito npunokenue (20 1o 60 mg/Kg/aHeBHo) mpu Aela ¢ enuIencus

(4 - 12 rogunm), neBeTHpaLeTaM ce abcopOupa 6bp30. MakCUMAaTHU IUIa3MEHU KOHIICHTPALMH Ce
nocturat 0,5 1o 1 gac cien npuema. HaGmogaBaHo e JIMHEHHO U MIPONOPIIMOHAIHO Ha J103aTa
MOBHUIIIABAHE 32 IIMKOBUTE TUIA3MEHHN KOHIICHTPAIMY | IUIOMITA MO KpuBaTa. [0y KHBOTHT € OKOJIO
5 vaca. [IpuBuaHuAT TeneceH kupbHC e 1,1 ml/min/kg.

Kovpmauema u oeya (om 1 mecey 0o 4 coounu)

Cren npunoxeHueTo Ha enuHryHa 1032 (20 mg/kg) va 100 mg/ml nmepopaien pa3tBop npu aena (ot
1 mecen 10 4 TOAMHY) C eMUIICTICHS, JIEBETUpaLleTaM ce abcopOupa Obp30, KAaTO MaKCUMaITHH
TUIa3MEHU KOHLIEHTPAIMHU e TOCTHTaT npubamsutenHo 1 gac cnen npuema. @apMakOKMHETHYHUTE
pe3yNTaTH IMOKa3BarT, 4ye MOIYKUBOTHT € MO-KpaThK (5,3 "aca), B CpaBHEHHUE C TOBA ITPH Bb3PACTHH
(7,2 gaca), a IPUBUIHHAT TEJIECEH KIMPBHC € mo-yckopeH (1,5 ml/min/kg), B cpaBHeHHME ¢ TO3H NpU
BB3pactaH (0,96 ml/min/kg).

B nonynannoneH gpapMakoKMHETHYEH aHAIN3, TIPOBEJICH NIPH MAIUEHTH OT 1-MeceuHa 10
16-romuniHa Bh3pacT, TEAECHOTO TETJI0 3HAYMMO KOPEIUpa ¢ IPUBHUIHUS TEIECEH KIUPBHHC
(KTMPBHCHT Ce MOBUIIABA C TIOBUIIIABAHETO Ha TEJIECHOTO TETJIO) U 00eMa Ha pasIpeaeiicHue.
Bb3pacTra chiio Biusie BbPXY JABaTa napameTbpa. To3u eeKT e u3paseH mo-cKopo mpu KbpMaueTara
Y HaMaJisiBa C yBEIMYaBaHe Ha Bh3PacTTa, KaTO CTaBa HE3HAYMTEIICH OKOJIO 4-TOIUIIIHA Bh3PacT.
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B ABa MonyJIaiuOHHU q)apMaKOKI/IHGTI/I‘-IHI/I aHaJig3a Cc€ Ha6J'IIOI[aBa okoJio 20 % HapacTBaHC Ha
IMPUBUAHUAT TCJICCCH KIIMPBHC HA JICBCTUPALICTAM, KOIraTO CC Mpujiara CbBMECTHO C CH3UM-
HHAYOUPpAIIUTE aHTUCTTAIICTITUYIHHA JICKapCTBa.

5.3 TlpeakaTuHWYHYU JaHHH 32 0€30MACHOCT

HexknmuHnuHuTe TaHHYU HE TIOKa3BaT OCOOEH PHUCK 3a XOpa Ha 0a3aTa Ha KOHBEHIIMOHAIHUTE
(hapMaKoJIOTHYHH MPOYYBaHUS 38 O€30MACHOCT, TCHOTOKCHYHOCT M KapLWHOT€HEH MMOTEHIIHA.
Hexxenanu nexapcTBeHM peaklii, KOUTO HE ca HAOI0JaBaHH 110 BpeMe Ha KIMHUYHUTE MPOYIBAHUS,
HO Ca YCTaHOBEHH TPH TUIBXOBE U B [TO-MaJKa CTEINEH NMPU MUIIKH, IPH HUBA HA TpUJIaraHe mojao0Hu
Ha Te3U MPH YOBEKa U C Bb3MOXKHA BPB3Ka ¢ KIIMHUYHATA yoTpeda, ca uepHOgpOOHUTE TPOMEHH,
MOKa3Bally aJalTUBHUS OTTOBOP, KATO HApacTBaHE HA TETJIOTO U NEHTPHIIOOYIapHa XUnepTpodus,
MacTHa WHOUITpAIKA U TIOBUIIICHH CTOWHOCTH Ha YEPHOAPOOHUTE EH3UMHU B IIa3MaTa.

He ca Habmo1aBaHu HEeXEaHU PEaKIMK BbPXY MBKKATa M KEHCKaTa (HEPTUITHOCT HITH
PETPOAYKIMOHHATA CIIOCOOHOCT MPH TLIbX0Be B 103u 0 1 800 mg/kg/nen (x 6 MRHD Ha mg/m? wiu
0a3arta Ha eKCIO3UInATa) Ipu ponutenute u F1 moxonenue.

IIpoBenenu ca qe eMOpuo-dhetanan pazporiau (EDP) npoyusanus mpu mrsxose ¢ 400, 1 200 u

3 600 mg/kg/nen. [Ipu 3 600 mg/kg/nen B camo eaHo ot 2 EDP npoyysanus e umaio ciado
HaMaJICHHE B TETJIOTO Ha 3apOJIHIIa, CBhP3aHO C TPAHUYHO MMOBUIIICHHE HA CKEJICTHUTE
ManhopMaIui/He3HAYUTETHN aHoManuu. JIuncea epekt BbpXy CMBbPTHOCTTA HA eMOPUOHUTE U HIMA
ToBUIIICHUE Ha yecTorata Ha Maidopmanuure. HHHHP (HuBo Ha HeHabOMoaBaH HEXEITaHH
peaxiun) e 3 600 mg/kg/nen npu OpeMEHHH JKEHCKHU TUTBX0BE (X 12 MakcHMaaHaTa mpernopbhiaHa
JHEeBHA 1032 Ipu Xopa MIT/IX, na mg/m? 6a3a) u 1 200 mg/kg/nen npyu 3apouIIuTe.

[IpoBenenu ca yetnpu emOpro-(heTaHu pa3BOWHU MPOYYBAHUA MIPH 3alIH, ¢ JHEBHH 7031 OT 200,
400, 800, 1 200 n 1 800 mg/kg. To3za ot 1 800 mg/kg/men e mpean3BrKaia 3a0eeKuMa TOKCHIHOCT
Npy MalikaTa 1 HaMaJIEHHE Ha TeTJI0TO Ha IUI0Ja, CBBP3aHO C MOBHILEH PUCK 32 IUI0Ja, CBBP3aH ChC
chpaedHo-chaoBu/ckeneTHr anomannu. HHHHP e <200 mg/kg/nen npu maiikara u 200 mg/kg/nen
npu mioza (pasro Ha MIT/IX Ha mg/m? 6a3a).

[Nepu- 1 MOCTHATATHO Pa3BOIHO MMPOYYBAHE € MPOBEACHO NPH ILTHXOBE C 03U JieBeTupaneTam ot 70,
350 u 1 800 mg/kg/nen. HHHHP e > 1 800 mg/kg/nen 3a FO »xeHCKH U 3a IPSIKUBIEMOCTTA, PACTex)a
¥ pa3BuTHeTo Ha F1 mokonenue 1o or6usaneto uM (x 6 MITIX Ha mg/m? 6a3a).

HeonaranauTe 1 10BEHUIIHH MPOYYBaHUs [IPH )KUBOTHU (IUTBXOBE U Ky4eTa) HEe MOKa3BaT HeXKeIaH!
e()eKTH 110 OTHOIIIEHHE HA CTAHJAPTHOTO Pa3BUTHE WU ch3psBaHe npu ao3u a0 1 800 mg/kg/maeBHO
(x 6 —x 17 MITJIX Ha mg/m? 6a3a).

6. DAPMALIEBTUYHHU JAHHU

6.1 Cnucbk Ha MOMOIHHUTE BelIeCTBA

JleBetupaneram Actavis 250 mg dunmupanu TabIeTKH

Kpocnosunon

IToBugon

Cunuuyes THOKCHI, KOJIOUACH 0e3B0JIcH
Marsnesues cTeapat

[TonMBUHUIOB aJIKOXOJ — YACTUYHO XUIPOJIU3UPaAH
Maxporon 4000

Tank

Turanos nuokeun (E171)

Wupuroxkapmus (E132)
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Jlesetupaneram Actavis 500 mg dunmupanu TabaeTku

Kpocnosunon

TToBugon

CunuuyeB THOKCHI, KOJIOUACH 0e3BOJICH
Marsnesues cTeapat

[ToNMBUHWIIOB IKOXOJ — YaCTUYHO XUAPOIU3UPAH
Makporon 4000

Tank

TuranoB nuoxcun (E171)

Keneszen oxcun xuat (E172)

WNumuroxapmud (E132)

JleBetupaneram Actavis 750 mg dunMmupanu TabaeTku

Kpocnosunox

TToBugon

CununueB TUOKCHI, KOJIOUIeH 0e3BO/IeH
MarsnesueB creapar

[ToNMBHUHWIIOB AJIKOXOJ — YaCTHYHO XUAPOIU3UPAH
Maxporon 4000

Tank

TuranoB nuokcun (E171)
WNumuroxapmud (E132)

CsHcer xbato (E110)

XKenezen oxcun yepseH (E172)

Jlesetnpaneram Actavis 1000 mg dhuiMmupanu TabIETKH

Kpocnosuaon

IloBunou

CununmeB TUOKCHI, KOJIOUeH 0e3BO/IeH
Marnesues creapar

[ToIMBHHUIIOB JIKOXOJ — YaCTHYHO XUAPOJIU3UPAH
Maxporon 4000

Tanx

Turanos nuokcun (E171)

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHoCT

3 roauau

6.4 ChenuajHH yCJI0BHS HA CbXpPaHeHHe
To3u nekapcTBeH NPOAYKT HE U3UCKBA OCOOCHHU YCIOBHS HA ChXpaHEHHE.
6.5 Bwuau chabpKaHHe HA OMAKOBKATA
Brcrepnu onakoBku ot anmymuHuii/PVC.

Benn omakosku 3a Tabnerkn (HDPE), 3atBopenn ¢ mipakama kamaduka (LDPE), ¢ mpbeTen 3a 3amuTa
OT OTBapsIHE Ha OTMAKOBKATa.
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Buoose onaxosxiu:
Jlesetupaneram Actavis 250 mg, 500 mg u 1000 mg duaMupanu TablIeTKU

bmucrepu: 20, 30, 50, 60, 100, 120 u 200 dpunvupanu TabICTKH.
[epdopupan ennomo3os onucrep: 60 X 1 pumMupanu TadIeTKH
OmakoBka 3a Tabmerkn: 30, 100 u 200 prmmupanyu TabaeTKy.

JleBetupaneram Actavis 750 mg dunmupanu tabiaeTku

Bbmucrepu: 20, 30, 50, 60, 100, 120 u 200 punmMupanu TabICTKH.
Onaxkogka 3a Tabnerku: 30, 100 u 200 ¢punMupanu TabACTKH.

He Bcuuku BHIOBE OMTAKOBKM MOTaT Aa ObJIAT ITyCHATH B IPOAAKOA.

6.6 ChoenuajaHu MpeaNa3sHU MePKHU MPH U3XBBPJISTHE

Hewusnon3sanusar JICKaPCTBEH MPOAYKT WJIN OTHNAABYHUTE MaTCpHaJIn OT HET'O TpH6Ba Ja CC U3XBBPJIAT
B CHOTBETCTBHE C MECTHUTE U3UCKBAHUSI.

7. MNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.

Dalshraun 1

220 Hafnarfjoréur

WUcnanaus

8. HOMEP(A) HA PASPEIHLIEHUETO 3A YIIOTPEBA

Jlesetuparneram Actavis 250 mg bwimMupanu TaGIETKH

EU/1/11/713/001
EU/1/11/713/002
EU/1/11/713/003
EU/1/11/713/004
EU/1/11/713/005
EU/1/11/713/006
EU/1/11/713/007
EU/1/11/713/008
EU/1/11/713/009
EU/1/11/713/010
EU/1/11/713/041

JleBetupaneram Actavis 500 mg dunmupanu TabneTKH

EU/1/11/713/011
EU/1/11/713/012
EU/1/11/713/013
EU/1/11/713/014
EU/1/11/713/015
EU/1/11/713/016
EU/1/11/713/017
EU/1/11/713/018
EU/1/11/713/019
EU/1/11/713/020
EU/1/11/713/042
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Jlesetuparnieram Actavis 750 mg bwimupanu TaGIeTKH

EU/1/11/713/021
EU/1/11/713/022
EU/1/11/713/023
EU/1/11/713/024
EU/1/11/713/025
EU/1/11/713/026
EU/1/11/713/027
EU/1/11/713/028
EU/1/11/713/029
EU/1/11/713/030

Jlesetuparieram Actavis 1000 mg dbuiMmupanu TabIeTKH

EU/1/11/713/031
EU/1/11/713/032
EU/1/11/713/033
EU/1/11/713/034
EU/1/11/713/035
EU/1/11/713/036
EU/1/11/713/037
EU/1/11/713/038
EU/1/11/713/039
EU/1/11/713/040
EU/1/11/713/043

9. JATA HA ITBPBO PASPEIIABAHE/IIOJHOBSBAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

JaTa Ha mepBO pazpemanane: 3 okroMBpu 2011
[ara Ha nmocnenHo nogHOBsBaHe: § cenremBpu 2016

10. [JATA HA AKTYAJIU3UPAHE HA TEKCTA

[Tonpo6Ha nH(OpMAaIUs 32 TO3M JIEKAPCTBEH MPOIYKT € pejocTaBeHa Ha yeOcaiita Ha EBporelickara
arerus 1o yiekapersara http://www.ema.europa.eu
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MNPUJIOKEHHUE I1

INPOU3BOAUTEJI(M), OTTOBOPEH(HHN) 3A
OCBOBOXJIABAHE HA ITAPTHU/IN

YCJIOBUA NN OTPAHUYEHUSA 3A JOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUS N UBUCKBAHUSA HA PASPEIIIEHUETO 3A
YIIOTPEBA

YCJIOBUS NJIX OT'PAHUYEHMUSA 3A BE3OITACHA U EOEKTUBHA
YIIOTPEBA HA JIEKAPCTBEHUSA ITPOAYKT
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A. TMPOU3BOJUTEJI(M), OTTOBOPEH(HU) 3A OCBOBOKJIABAHE HA IIAPTUIU

Hwme u angpec Ha mpousBoaureisi(ure), oTroBopeH(HM) 32 0CBOOOKAaBaHE HA MTAPTUINUTE

Teva Operations Poland Sp. z o.0.

ul. Mogilska 80

31-546 Krakow

TTonmra

Tjoapack Netherlands B.V.

Nieuwe Donk 9

ETTEN-LEUR, 4879AC

Hunepnannus

ITeuaTHaTa MTUCTOBKA HA JIEKAPCTBEHUS MPOIYKT TPOBA Ja ChIBPKa UMETO U ajapeca Ha
IMPOU3BOAUTEIIA, OTTOBOPCH 3a OCBO60)KILaBaHCTO Ha CbOTBCTHATA MapTrUaa.

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

JlexapcTBEHUSAT MPOIYKT C€ OTITyCKa IO JIEKAPCKO MPEITHCaHue.

B. JPYI'M YCJIOBUS U UBUCKBAHUSA HA PASPEIIIEHUETO 3A YIIOTPEBA
o IMepuonuyHu aKTyaaM3UPaHU T0KIAAHU 32 H€30MaACHOCT

W3uckBaHwusITa 32 IO/JaBaHE HA TIEPUOAUYHY aKTyaIM3UPaHH JOKIAIM 32 O€30IMacHOCT 3a TO3H
JIeKapCTBEH MPOAYKT ca IMOCOYEHU B CIHUCHKA ¢ pehepeHTHUTE NaTH Ha EBponeiickust chio3

(EURD cniucsk), npensuzes B wi. 1078, ain. 7 ot dupextusa 2001/83/EO, u BbB BCUYKH
CJIEJIBAIIM aKTyallU3alluy, ITyOJUKYyBaHH HA €BPOTICHCKHS yeOIopTal 3a JIeKapCcTBa.

I'. YCJIOBUA NN OTPAHUYEHNS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUSA NPOAYKT

o Ilnan 3a ynpaBaenue Ha pucka (ITYP)

Henpunoxumo.
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INPUJIOKEHHUE 111

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

KyTtus 3a omakoBka 3a tadaerku no 250 mg ¢puamMupann TadjaeTkn

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

JleBetupanieram Actavis 250 mg ¢pupmupanu TadbaeTKu
JeBETHpALIeTaM

‘ 2. OBSIBSIBAHE HA AKTUBHOTO BEHIECTBO/AKTUBHUTE BEHHIECTBA

Bceska punmmupana TabneTka chabpika 250 mg JeBeTHpAIIeTaM.

| 3.  CHOUCBHK HA HOMOIIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

30 dbunmupanu TabICTKH
100 dpunmupaHu TabIETKH
200 ¢pmimupanu TabneTKu

| 5. HAYMH(W) HA IPUJIATAHE

[Ipenu ynotpeba npodereTe IMCTOBKATA.
IIepopanHo npunoxeHue

6. CIIEUAJIHO INPEAYHPEXJIEHUE, YE JIEKAPCTBEUSAT NIPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEY OT IIOI'VIEJA U JOCETI'A HA JTEITA

ﬂ;a CC CbXpaHsdBa Ha MACTO, HCAOCTBHIIHO 3a ACIIA.

‘ 7. APYI' CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CHEIHUAJIHU IIPEAIIASHU MEPKU INPU U3XBBPJIISTHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. HMME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjorour
Ucnanaus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/11/713/008 30 mabremxu
EU/1/11/713/009 100 mabremxu
EU/1/11/713/010 200 mabremxu

13. TAPTHUJAEH HOMEP

ITapT. Ne

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAILIMS HA BPAILIOBA A3BYKA

JleBetupareram Actavis 250 mg

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HICHTU(PHUKATOP

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

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JA CbAbPKA MEX/JINHHATA OITAKOBKA

Etuker 3a onakoBka 3a tadjerku no 250 mg ¢puamMupaHu TadaeTkn

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

JleBetuparneram Actavis 250 mg tabietku
JeBETHpALIETaM

2. OBSIBSIBAHE HA AKTUBHOTO BEHIECTBO/AKTUBHUTE BEHHIECTBA

Bcska tabnerka cpabpika 250 mg ieBeTHpareTam.

| 3.  CHOUCBHK HA HOMOIIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

30 Ttabnerku
100 rabneTku
200 TabneTkn

5. HAYUH HA ITPUJIATAHE U ITBT/ITBbTUIIA HA BBBEKJIAHE

[Ipenu ynotpeba npodereTe IMCTOBKATA.
IIepopanHo npunoxeHue

6. CIIEHUAJIHO NNPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEY OT IIOI'VIEJA U TOCEI'A HA TIEITA

ﬂ;a CC CbXpaHsdBa Ha MACTO, HCAOCTBHIIHO 3a ACIIA.

‘ 7. APYI' CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CHEINUAJIHU ITPEAIIASHU MEPKU INPU U3XBBPJIISTHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA
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‘ 11. HMME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

[JToro na Actavis]

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

EU/1/11/713/008 30 mabnemxu
EU/1/11/713/009 100 mabremxu
EU/1/11/713/010 200 mabremxu

13. TTAPTHUJAEH HOMEP

ITapt. Ne:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIMS HA BPAIJIOBA A3BYKA

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

‘ 18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

Kyrus 3a anymununii/PVC 6aucrepu

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

JleBetupaneram Actavis 250 mg ¢punmupanu TabaeTKu
JIeBETHpALICTaM

‘ 2. OBSIBSIBAHE HA AKTUBHOTO BEHIECTBO/AKTUBHUTE BEHHIECTBA

Beska dummupana TabneTka cpabpika 250 mg neBeTupareram

| 3.  CHOUCBHK HA HOMOIIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

20 punmMupanu TabNeTKH

30 dpunmupanu TabICTKH

50 dhunvupann TabIeTKH

60 dhunvupanu TabICTKH
100 punmupanu TabIETKH
120 dunmupanu TabIETKH
200 puamupanu TabIeTKH
60 x 1 punmMupanu TabIETKH

‘ 5. HAYUMH HA ITPUJIAT'AHE U ITBT/IIBTUIIIA HA BBBEXXJIAHE

[Ipenu ynorpeda npodereTe IUCTOBKATA.
[IepopanHo mpunoxeHue

6. CHELUAJHO NPEIYIPEXJIEHUE, UE JEKAPCTBEHUSIT MPOJYKT TPSIEBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEY OT NOTIJIEJIA U JOCET' A HA JIELA

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

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE
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10. CHELHUAJIHU ITPEANIASHU MEPKU IMPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Actavis Group PTC ehf.
220 Hafnarfjorour
Ucnanaus

12.  HOMP/A HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/11/713/001 20 mabremxu
EU/1/11/713/002 30 mabremxu
EU/1/11/713/003 50 mabremxu
EU/1/11/713/004 60 mabremxu
EU/1/11/713/005 100 mabremxu
EU/1/11/713/006 120 mabremxu
EU/1/11/713/007 200 mabremxu

[epdhopupan eqHom030B OIUCTED:
EU/1/11/713/041 60 x 1 mabremku

13. TAPTHJAEH HOMEP

ITapTt. Ne:

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAILIMS HA BPAILJIOBA A3BYKA

JleBetuparieram Actavis 250 mg

‘ 17.  YHUKAJIEH WAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH WAEHTUOPUKATOP — JAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHHMMYM JAHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrepu mo 250 mg ¢puamupanu TadaeTKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Jlesetuparneram Actavis 250 mg tabietku
JeBETHpALIeTaM

‘ 2. MME N AJJIPEC HA TIPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis moro]

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HAPTUJAEH HOMEP

ITapT. Ne

5. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KyTtus 3a omakoBka 3a tadaerku no 500 mg ¢punmupanm tadjaeTKu

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

JleBetupaneram Actavis 500 mg ¢punmupanu TadbaeTku
JIeBETHpALICTaM

‘ 2. OBSIBSIBAHE HA AKTUBHOTO BEHIECTBO/AKTUBHUTE BEHHIECTBA

Bceska pummupana tabnetka cpabpika 500 mg aeBeTupameram.

| 3.  CHOUCBHK HA HOMOIIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

30 dhunmupanu TabICTKH
100 dpunmupaHu TabIETKH
200 ¢pmimupanu TabneTKu

‘ 5. HAYUH HA ITIPUJIATAHE U ITBT/MIIA HA BBBEXK/JIAHE

[Ipenu ynotpeba npodereTe IMCTOBKATA.
IIepopanHo npunoxeHue

6. CIIENMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEY OT IIOI'VIEJA U JOCET'A HA TEITA

ﬂ;a CC CbXpaHsdBa Ha MACTO, HCAOCTBHIIHO 3a ACIIA.

‘ 7. APYI' CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CHEINUAJIHU IIPEAIIASHU MEPKU INPU U3XBBPJIISSTHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. HMME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjorour
Ucnanaus

12.  HOMEP/A HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/11/713/018 30 mabremxu
EU/1/11/713/019 100 mabremxu
EU/1/11/713/020 200 mabremxu

13. TAPTHUJAEH HOMEP

ITapT.No:

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAILIMS HA BPAILIOBA A3BYKA

JleBetupareram Actavis 500 mg

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HICHTU(PHUKATOP

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

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JA CbAbPKA MEX/JINHHATA OITAKOBKA

Etuker 3a onakoBka 3a tadjerku no 500 mg ¢puamupanu TadaeTkn

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Jlesetuparneram Actavis 500 mg tabietku
JeBETHpALIETaM

2. OBSIBSIBAHE HA AKTUBHOTO BEHIECTBO/AKTUBHUTE BEHHIECTBA

Bcska tadnerka cpabppika 500 mg eBeTupareram.

| 3.  CHOUCBHK HA HOMOIIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

30 Ttabnerku
100 rabneTku
200 TabneTkn

5. HAYUH HA ITIPUJIATAHE U ITBT/MIIA HA BBBEXK/JIAHE

[Ipenu ynotpeba npodereTe IMCTOBKATA.
IIepopanHo npunoxeHue

6. CIIENMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEY OT IIOI'VIEJA U TOCEI'A HA TIEITA

ﬂ;a CC CbXpaHsdBa Ha MACTO, HCAOCTBHIIHO 3a ACIIA.

‘ 7. APYI' CHEIMAJIHU ITPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CHEINUAJIHU ITPEAIIASHU MEPKU INPU U3XBBPJIISTHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA
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‘ 11. HMME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

[Actavis moro]

‘ 12.  HOMEP/A HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/11/713/018 30 mabremxu
EU/1/11/713/019 100 mabremxu
EU/1/11/713/020 200 mabremxu

13. TTAPTHUJAEH HOMEP

ITapt. Ne:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIHS HA BPAIJIOBA A3BYKA

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

‘ 18. YHHUKAJIEH WAEHTU®PUKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

Kyrus 3a anymunuii/PVC 6aucrepu

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

JleBetupaneram Actavis 500 mg ¢punmupanu TadbaeTku
JIeBETHpALICTaM

‘ 2. OBSIBSIBAHE HA AKTUBHOTO BEHIECTBO/AKTUBHUTE BEHHIECTBA

Bceska pummupana tabnetka cpabpika 500 mg aeBeTupameram.

| 3.  CHOUCBHK HA HOMOIIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

20 ¢punmMupanu TabIeTKH

30 dpunmupanu TabICTKH

50 dhunvupann TabIeTKH

60 dhunvupanu TabICTKH
100 punmupanu TabIETKH
120 dunmupanu TabIETKH
200 puamupanu TabIeTKH
60 X 1 punmupanu TabIETKH

‘ 5. HAYUMH HA ITPUJIAT'AHE U ITBT/IIBTUIIIA HA BBBEXXJIAHE

IIpenu ynorpeda npodereTe ITUCTOBKATA.
[IepopanHo mpunoxeHue

6. CHELUAJHO NPEIYIPEXJIEHUE, UE JEKAPCTBEHUSIT MPOJYKT TPSIEBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEY OT NOTIJIEJIA U JOCET' A HA JIELA

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

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE
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10. CHELHUAJIHU ITPEANIASHU MEPKU IMPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Actavis Group PTC ehf.
220 Hafnarfjorour
Ucnanaus

12.  HOMEP/A HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/11/713/011 20 mabremxu
EU/1/11/713/012 30 mabremxu
EU/1/11/713/013 50 mabremxu
EU/1/11/713/014 60 mabremxu
EU/1/11/713/015 100 mabremxu
EU/1/11/713/016 120 mabremxu
EU/1/11/713/017 200 mabremxu

[epdhopupan eqHom030B OIUCTED:
EU/1/11/713/042 60 x 1 mabremku

13. TAPTHJAEH HOMEP

ITapTt. Ne:

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAILIMS HA BPAILJIOBA A3BYKA

JleBetuparieram Actavis 500 mg

‘ 17.  YHUKAJIEH WAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH WAEHTUOPUKATOP — JAHHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHHMMYM JAHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrepu mo 500 mg ¢puamupann TadaeTKu

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Jlesetuparneram Actavis 500 mg tabietku
JIeBETHpALICTaM

‘ 2. MME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

[Actavis moro]

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HAPTUJAEH HOMEP

ITapTt. Ne:

5. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KyTtus 3a onmakoBka 3a tadaerku no 750 mg ¢punmupanm tadjaeTKu

1.

HNME HA JIEKAPCTBEHMUSA ITPOAYKT

JleBetupanieram Actavis 750 mg ¢puimupanu TabaeTKu
JIeBETHpALICTaM

| 2.

OBSIBSIBAHE HA AKTUBHOTO BEHIECTBO/AKTUBHUTE BEHHIECTBA

Bceska punmmupana TabneTka chabpika 750 mg JeBeTHpameTam.

B

CIIMCBK HA IOMOIIIHUTE BEHIECTBA

Cwaspixa ouseturen chbHeeT xKBITO (E110). 3a mombiaHuTETHA HH(GOPMAITUS BIKTE INCTOBKATA.

| 4,

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

30 dumMupaHu TabICTKH
100 dpunmupanu TabIETKH
200 ¢puimupanu TabnIeTKu

| 5.

HAYUH HA ITPUJIIATAHE U ITBT/ITBbTUIIA HA BBBEKJIAHE

[Ipenu ynotpeba npodereTe TUCTOBKATA.
IIepopanHo mpunoxeHue

6.

CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEY OT HOI'JVIEJJA U TIOCET'A HA IEIIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIIA.

| 7.

APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9.

CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

10.

CIIEHUAJIHU TIPEITIA3HUA MEPKU ITPU U3XBBPJISSHE HA HEU3IIOJI3BAHA

YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU WJIN OTIIAABYHU MATEPUAJIUN OT THX,
AKO CE UBUCKBAT TAKHUBA
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11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjorour
Ucnannus

12.  HOMEP/A HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/11/713/028 30 mabremxu
EU/1/11/713/029 100 mabremxu
EU/1/11/713/030 200 mabremxu

13. TIAPTHUJAEH HOMEP

ITapt. Ne:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIMS HA BPAIJIOBA A3BYKA

Jlesetupanieram Actavis 750 mg

‘ 17. YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JBynsmepeH 6apKoJ ¢ BKIIOUSH YHUKAICH UACHTH(DHUKATOP

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

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JIA CbAbPKA MEX/INHHATA OITAKOBKA

Etuker 3a onakoBka 3a tadjerku no 750 mg ¢puamupanu TadaeTkn

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

JleBetuparneram Actavis 750 mg tabietku
JeBETHpALIETaM

2. OBSIBSIBAHE HA AKTUBHOTO BEHIECTBO/AKTUBHUTE BEHHIECTBA

Bcska tabnerka cpabppka 750 mg eBeTupareram.

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

Chabpika onBeTHTEN ChHCET XbaT0 (E110).

4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

30 Tabnerkun
100 TabneTku
200 TabneTkn

5. HAYUH HA ITPUJIIATAHE U ITBT/ITBbTUIIA HA BBBEKJIAHE

[Ipenu ynotpeba npodereTe TUCTOBKATA.
IIepopanHo mpunoxeHue

6. CIIEHUAJIHO HPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEY OT HOI'JVIEJJA U TIOCET'A HA IEIIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIIA.

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

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CHEIUAJIHMU ITPEAIIA3HU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITIOJI3BBAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU WJIN OTIIAABYHU MATEPUAJIUN OT THX,
AKO CE UBUCKBAT TAKHUBA
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‘ 11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis logo]

‘ 12.  HOMEP/A HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/11/713/028 30 mabremxu
EU/1/11/713/029 100 mabnemxu
EU/1/11/713/030 200 mabremxu

13. TAPTHUJAEH HOMEP

ITapTt. Ne:

| 14. HAYHMH HA OTIIYCKAHE

| 15.  YKA3AHHS 3A YIOTPEBA

‘ 16. MH®OPMAIIAA HA BPAIJIOBA A3BBYKA

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

‘ 18. YHUKAJIEH HIAEHTU®UKATOP — JJAHHHU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

Kyrus 3a anymunnii/PVC 6aucrepu

1. HAUMEHOBAHMUE HA JIEKAPCTBEHUA ITPOAYKT

JleBetuparieram Actavis 750 mg ¢puaMupanu TabIeTKH
JIeBeTUpaIeTaM

‘ 2. OBSIBSIBAHE HA AKTUBHOTO BEIIECTBO/AKTUBHUTE BEILIECTBA

Besika gpuimupana Tabserka chabpika 750 mg neBerupaieram

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

Coabpika ouBetuten chHceT %kbaTo0 (E110). 3a mnonbiHuTeHA HHDOPMAIHS BIKTE IUCTOBKATA.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

20 ¢punmMupanu TabIeTKH
30 dpunmupanu TabICTKH
50 dhunvupann TabIeTKH
60 dbunMupanu TabICTKH
100 dpunmupanu TabIETKH
120 dunmupanu TabIETKH
200 puamupanu TabIeTKH

‘ 5. HAYUH HA ITPUJIATAHE U ITBT/ITBbTUIIA HA BBBEKJIAHE

[Ipenu ynotpeda npodereTe IMCTOBKATA.
IIepopanHo npunoxeHue

6. CIIEHMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEY OT IIOI'VIEJA U TOCEI'A HA TIEITA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIA.

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

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

44



10. CHELHUAJIHU ITPEANIASHU MEPKU IMPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUMTE ITPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT THX,
AKO CE UBUCKBAT TAKHUBA

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

Actavis Group PTC ehf.
220 Hafnarfjorour
Ucnanaus

12.  HOMEP/A HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/11/713/021 20 mabremxu
EU/1/11/713/022 30 mabremxu
EU/1/11/713/023 50 mabremxu
EU/1/11/713/024 60 mabremxu
EU/1/11/713/025 100 mabremxu
EU/1/11/713/026 120 mabremxu
EU/1/11/713/027 200 mabremxu

13. TAPTHJAEH HOMEP

ITapt.No:

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAIMS HA BPAIJIOBA A3BYKA

JleBetuparieram Actavis 750 mg

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JBynsmepeH 6apKoJ ¢ BKIIOUSH YHUKAICH UACHTH(DHUKATOP

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

PC:
SN:
NN:
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MHUHHMMYM JAHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrepu mo 750 mg ¢puamupanu TadaeTKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

JleBetuparneram Actavis 750 mg tabietku
JIeBETHpALICTaM

‘ 2. MME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

[Actavis moro]

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HAPTUJAEH HOMEP

ITapTt.Ne:

5. JPYTO
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KyTtus 3a omakoBka 3a tadaerku no 1 000 mg ¢puavupann taéaeTku

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Jlesetupaneram Actavis 1000 mg ¢punmupanu TabneTku
JeBETHpALICTaM

‘ 2. OBSIBSIBAHE HA AKTUBHOTO BEHIECTBO/AKTUBHUTE BEHHIECTBA

Beska dunmmupana tabietka cpabpika 1 000 mg meBetupareram

| 3.  CHOUCBHK HA HOMOIIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

30 dbunmupanu TabICTKH
100 dpunmupaHu TabIETKH
200 punmupanu Ta0IeTKH

‘ 5. HAYUMH HA ITPUJIAT'AHE U ITBT/IIBTUIIIA HA BBBEXKJIAHE

[Ipenu ynotpeba npovereTe ITMCTOBKATA.
[lepopanHo mpunox)eHwe

6. CHELUAJHO NPEIYIPEXJIEHUE, UE JEKAPCTBEHUSIT MPOJYKT TPSIEBA
JIA CE CbXPAHSIBA HA MSICTO JAJIEY OT NOTIJIEJIA U JOCET' A HA JIELA

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:

9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CHELHUAJIHU ITPEANIASHU MEPKU INPU U3XBBPJISAHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA
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11. HMME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjorour
Ucnanaus

12.  HOMEP/A HA PASPEHIEHHUETO 3A YIIOTPEBA

EU/1/11/713/038 30 mabremxu
EU/1/11/713/039 100 mabremxu
EU/1/11/713/040 200 mabremxu

13. TAPTHUJAEH HOMEP

ITapTt. Ne:

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAILIMS HA BPAILIOBA A3BYKA

JleBetuparieram Actavis 1000 mg

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HICHTU(PHUKATOP

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

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JA CbABPKA MEXK/INHHATA OITAKOBKA

Etuket 3a onakoBka 3a ta6uerku no 1 000 mg puamupanu tadaeTrku

1. MME HA JIEKAPCTBEHUS ITPOAYKT

JleBetuparieram Actavis 1000 mg TabmeTku
JIeBeTHpAIeTaM

2. OBSIBSIBAHE HA AKTUBHOTO BEIIECTBO/AKTUBHUTE BEHLIECTBA

Bcesika Tabnerka cpabpika 1 000 mg neBetupaiieram.

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

30 Tabnerku
100 TabneTku
200 TabneTku

5. HAYUH HA ITPUJIATAHE U ITBT/ITBbTUILA HA BBBEXKJIAHE

[Ipenn ynoTtpeba mpoverere TMCTOBKATA.
TlepopanHo npusioxeHue

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEY OT IIOTIVIEJA U TOCEI'A HA JEITA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

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

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:

9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CHEIUAJIHU ITPEAIIASHU MEPKU INPU U3XBBPJIISTHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA
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‘ 11. HWME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

[Actavis moro]

‘ 12.  HOMEP/A HA PABPEHIEHHUETO 3A YIIOTPEBA

EU/1/11/713/038 30 mabremxu
EU/1/11/713/039 100 mabremxu
EU/1/11/713/040 200 mabnemxu

13. TIAPTHJIEH HOMEP

[Tapt. Ne:

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIHOTPEBA

‘ 16. HMH®OPMAIIHAA HA BPAIJIOBA A3BBYKA

‘ 17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

Kyrus 3a anymunnii/PVC 6aucrepu

1. MME HA JIEKAPCTBEHUS ITPOAYKT

JleBetuparieram Actavis 1000 mg ¢pummupann TabIeTKH
JIeBeTUpaIeTaM

‘ 2. OBSIBSIBAHE HA AKTUBHOTO BEIIECTBO/AKTUBHUTE BEILIECTBA

Bcesika punmupana Tabsierka cpabpika 1 000 mg nepetupaiieram

‘ 3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

20 ¢unmupanu TabneTKH

30 dhunvupann TabIETKH

50 dhunvupanu TabaCTKH

60 dhunMupanu TabICTKH
100 dbunmupaHu TabIETKH
120 puamupaHu TabIETKH
200 punmupanu Ta0IeTKH
60 X 1 punmupanu TabIeTKH

‘ 5. HAYUH HA ITPUJIATAHE U ITBT/ITBbTUILIA HA BBBEXKJIAHE

[Ipenu ynoTtpeba mpoverere IMCTOBKATA.,
TlepopanHo npusioxeHue

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSABA HA MSICTO JAJIEY OT IIOIVIEJA U TOCEI'A HA JEITA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

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

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no:

9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE
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10.

CHELHUAJIHU TPEJAITAZHA MEPKMU 1TPU U3XBBPJISIHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIN OTIIAABYHU MATEPHUAJIN OT

TAX, AKO CE U3UCKBAT TAKUBA

11.

NME U AAPEC HA IIPUTEXXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.
220 Hafnarfjorour
Ucnanaus

12.

HOMEP/A HA PASPEIHIEHUETO 3A YIIOTPEBA

EU/1/11/713/031 20 mabremxu
EU/1/11/713/032 30 mabremxu
EU/1/11/713/033 50 mabremxu
EU/1/11/713/034 60 mabremxu
EU/1/11/713/035 100 mabremxu
EU/1/11/713/036 120 mabremxu
EU/1/11/713/037 200 mabremxu

[epdhopupan eqHom030B OIUCTED:
EU/1/11/713/043 60 x 1 mabremku

| 13. MAPTHMJEH HOMEP
ITapTt. Ne:
| 14. HAYHMH HA OTIIYCKAHE
| 15.  YKA3AHHS 3A YIOTPEBA
| 16. MHOOPMALIMSI HA BPAIJIOBA A3BYKA

JleBetuparieram Actavis 1000 mg

17.

YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH HIACHTU(PHUKATOP

18.

YHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHUMMYM JAHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

Baucrepu mo 1 000 mg puamupanu TadaeTku

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Jlesetuparneram Actavis 1000 mg Tabnetku
JeBETHpALICTaM

‘ 2. MME HA ITIPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

[Actavis moro]

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HAPTUJAEH HOMEP

ITapTt. Ne:

5. JPYTO
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b. IUCTOBKA
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JIucroBka: uH(popManud 32 NaHEHTa

JleBeTupaneram Actavis 250 mg ¢puimupanu Tadaerkn
JleBeTupaneram Actavis 500 mg ¢puiamupanu TadieTkn
JleBetupaneram Actavis 750 mg ¢puamMupanu TaéjieTkn
Jlesetupameram Actavis 1000 mg ¢pumMupann TadaeTku

nesetupareram (levetiracetam)

IIpouyereTe BHUMATEIHO Ls/1aTa JUCTOBKA npeau Bue uau Bamero gere 1a 3anmo4nere aa
npueMare TOBa JIEKAPCTBO, Thil KATO THA ChAbP:Ka BaxkHA 32 Bac nHpopmanus.

3amasere Ta3u IUCTOBKA. Moke /1a ce HaloXkHU Ja sl IPOUYETETE OTHOBO.

AKO UMaTe HJIKaKBH JIONIBJIHUTEIHN BBIIPOCH, HonuTaiTe Bammus nexap win GpapmanesT.

Tosa sekapcTBO € npeanucaHo au4Ho Ha Bac. He ro npeorcrsiBaiite Ha npyru xopa. To Moxke
Jla UM HaBpeIH, He3aBUCUMO Y€ IPU3HALKTE Ha TAXHOTO 3a00JsBaHe ca ChIIUTE KaTo Bammure.
AKO MosTyunTe HSIKaKBH HEXXEJIaHU peakuuu, yBenroMmere Bamms nekap nim ¢apmanest. Tosa
BKJIFOYBA M BCUYKHU Bb3MOXXHH HEXKEIAHU PEAKLMK, HEONIMCAaHU B Ta3U JIMCTOBKA. BuXTe Touka

4,

Kakso CbAbpPiKa Ta3u JIMCTOBKA:

s

Kakso npencrasisBa Jleetupaneram Actavis u 3a KakBo ce U3M0JI3Ba
Kakso Tpsi0Ba na 3Haere, npeau na npuemete Jleerupameram Actavis
Kak na nmpuemare Jlesetupaneram Actavis

BB3MOKHN HEXeTaHn peaKkuuun

Kaxk na cpxpansiBate JleBerupaneram Actavis

ChbabprkaHue Ha ONIAKOBKATa M JOIBIHUTENIHA HHPOPMALUS

KakBo npeacraBiasiBa JleBeTupaneram Actavis u 3a KakBo ce H3M0JI3Ba

JleBeTHparieTaM ¢ aHTUSTTHJICITHYHO JICKApPCTBO (JICKApCTBO 3a JICUCHUE HA IPUCTHIIH MPU
STTUIICTICHS).

JleBeruparieram Actavis ce uznonssa:

CaMOCTOSITETTHO TIPY BB3pAcTHHU U IOHOIIN Ha BB3pacT 16 U moBeue roguHu C
HOBOJIMArHOCTHITMPaHa eMHJIeTICH 3a JIeUeHHe Ha orpeeieHa (opMa Ha eMUIeTICHsI.
Enunencusira e 3abonsBane, IpH KOETO MAIMEHTUTE UMAT MOBTAPALIH C€ IPUTIATbLIN
(mpuctbnn). JleBeTHpalneram ce H3IoI3Ba Ipy GopMa Ha eMHUIIETICHS, TPU KOSITO MIPUCTHIIBT
I'BPBOHAYAIIHO 3acsAra caMo eJHaTa cTpaHa Ha MO3bKa, HO MOXeE CJIel] TOBa Aa 00XBaHe I10-
TOJIEMH 30HU OT JIBETE CTPAaHU Ha MO3bKa (MapIHaieH MPHUCTHI ChC WITH 0e3 BTOpUYHA
renepanuzanus). Jlesetupamneram Bu e Haznauen ot Bammms siekap, 3a 1a ce Hamanu Opost Ha
MIPUNAIbLHUTE.

KaTo JIOIBIHEHUE KbM JPYTH aHTHETWJICTITHYHH JIEKapCTBa 3a JISYCHNE Ha:

*  MapUHaIHA MPHUCTHIN ChC WM 0e3 TeHepaln3alus Ipy Bb3pacTHH, IOHOMIN, JAena 1
KbpMaueTa Ha Bb3pacT 1 u 1oBeye Mecena,

* MUOKJIOHHYHU NPUCTHNHU (KPATKH, PE3KHU MOTPENBAHUA HA MYCKYJI U TPyIla MyCKYJIH)
MIPH BB3PACTHH U IOHOIIH Ha BB3pacT 12 ¥ moBeye TOANHY C FOBEHIITHA MHOKJIOHUYHA
eMIIICTICHS,

* IIBPBUYHO T'€HEPAIN3UPAHU TOHUYHO-KJIOHUYHU MPHUCTHIN (TOJIEMHU NPUIATbIH,
BKITFOYUTEITHO 3ary0a Ha Ch3HAHKE) IIPU BH3PACTHU M FOHOMIN Ha BB3pacT 12 u moseue
TOJIMHY C UANOTIATHYHA TeHepaIn3upaHa enuiencus (popma Ha enIeTCHsl, 32 KOSTO ce
MpHeMa, ye UMa FeHeTUYHA IPUYUHA).
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2. KakBo TpsioBa 1a 3Haete, npenu 1a npuemMete JleBerupaumeram Actavis

He npuemaiite JleBerupaueram Actavis
. aKO CTE aJIEPrUYHU KbM JIE€BETUPALIETAM, IUPOJIUIOHOBU IIPOU3BOIHU UIH KbM HSIKOS OT
OCTaHAJIUTE ChCTAaBKH Ha TOBA JIEKAPCTBO (M30pOeHH B ToUKa 6).

IIpeaynpeskaeHus U NpeanasHu MepKH
I'oBopete ¢ Bamus nekap, npeau aa npuemere JleBetupaneram Actavis.

. Axo nMmarte ObOpedHH MPOOJIEMH, CIICIBANTE JICKAapCKUTE YKa3aHWs. BamumsT iekap Moxe n1a
npeleHn ganu Bamiata no3upoBka TpsiOBa j1a ce KOpUrupa.

. Ako 3a0enexute 3a0aBsHE Ha pacTeka WM HEOYaKBaHO pa3BUTHE Ha myOepreT Ha Bamero
nere, Mmouisi nHopMmupaiite Baius nekap.

. Marsika 9act oT Xxopara, JISKyBaHH C aHTHEeTTWIICIITUIN KaTo JleBetuparieram Actavis ca umanu

MUCIH 32 CAaMOHapaHsBaHe WM CaMOyOHIICTBO. AKO MMaTe CUMIITOMHU Ha ACTIPecHs H/Uin
MUCIIH 33 caMOyOHICTBO, MOJISI OOBbpHETE ce KbM Barms siexap.

. Axo nmare ¢pamMHUIHA WM MEIULIMHCKA aHAMHE3a 332 HEPaBHOMEPEH ChpJIeueH PUTHM (BUAUM Ha
SIIEKTPOKApANOTPaMa), UM aKO MMaTe 3a00JIsIBAHE W/HUJIH CTE Ha JICUCHHE, KOETO
mpeipa3noiara KbM HEpaBHOMEPEH ChpJIeUeH PUTHM WM HapyllaBaHe Ha ChOTHOIIEHUETO Ha
COJINTE B OpraHU3Ma.

Wudopmupaiite Bamms nekap nin ¢papManeBT, aKo HIKOS OT CIETHUTE HEXXEJIaH! PeaKiH CTaHe

CEpHO3Ha WIIU MPOJIBJIKH MOBEYE OT HAKOJIKO JHHU:

. Henopmanuu Muciy, 4yBCTBO Ha Pa3Apa3HUTEIHOCT WIN pearupaHe M0-arpeCuBHO OT
0OMKHOBEHO, WK ako Bue v Bamero cemelicTBO ¥ pHATENH 3a0€lIe)KUTEe BAXKHH IPOMEHH B
HACTPOEHUETO WU IIOBENCHUETO.

. Bromasane Ha enwiiencusTa:

IIpuctbnute Bu paiko Morart Jia ce BIOIIAT WK Jia 3a4€CTAT Hali-Beue Mpe3 MbPBUS MeCell
CJeJl 3all0YBaHE Ha JICUEHUETO MUJIU CJIE]] YBEJIMUABaHE HA J03aTa.

[Ipu mHOTO psinka popMa Ha eNUIIETICHS C PAHHO Hadalo (SMUJIeTICUs, CBbp3aHa ¢ MyTallly Ha
SCNS8A), K0osTO IpUYHHSABA HAKOJIKO BUJa MMPUCTHIN U 3ary0a Ha CIOCOOHOCTH, MOXeE J1a
3a0eJeKUTe, Ue MPUCTHIUTE MIPOABIDKABAT WITH CE€ BIIOIIABAT 110 BpeMe Ha JieueHneTo Bu.

AKO TIOJTy4YHTe HIKOM OT Te3W HOBHM CHMIITOMH JIOKaTo mpremMarte JleBeTupareram Actavis, He3abaBHO
ce KOHCYJITUpaiTe ¢ JeKap.

Jlena v OHOIIIH
JleBetuparieram ACtavis He e ToKa3aH MMpH Jela U IOHOIIH o 16 TOINHM KaTO CaMOCTOSITETHO
neyeHue (MOHOTEpaIus).

Opyru gexkapcrBa u JleBerupaueram Actavis
Wudopmupaiite Bamms nekap ninn ¢papmaieBT, ako prueMaTe, HaCKOpo CTe MpUeMalti WiH €
BB3MOKHO J1a IPUEMETE APYTHU JIEKAPCTBA.

He mpuemaiite Makporo (CIaOUTEITHO JICKAPCTBO) B IPOIBIDKEHUE HAa SIUH Yac MPETH U €IUH Jac
CJIe]] MpueMa Ha JIeBeTUpalleTaM, Thil KaTo TOBa MOXKE JIa BOJIU JI0 HAMaJIsIBAaHE HA HETOBUS €(DEKT.

BpeMeHHOCT U KbpMEHe

AKO cTe OpeMeHHa WM KbPMUTE, CMSTATe, Y€ MOXKE Jia CTe OpeMEHHA WM IJIaHUpaTe OPEeMEHHOCT,
IOChBETBalTe ce ¢ Bamms nekap npeau ynorpebarta Ha ToBa jiekapcTBo. JIeBeTupaieram MOXxe Jia ce
mpusiara rno BpeMe Ha OpeMEHHOCT CaMo aKo Clie/l BHUMATellHa OlleHKa BaiusT jgekap cuere, ye €
HEO0XOMMO.

He Tpsi6Ba na cnupate nedenuero, 6e3 ga ro oocwaute ¢ Bamus nekap.

He Mo2xe 1a ce U3KIIF0UM HATBITHO PUCKA OT BPOJICHH JedekTH 3a BaieTo HepojeHo aere.

He ce npenoppyBa KkbpMeHe 10 BpeMe Ha JICYSHHUETO.
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Hlodupane u padoTa ¢ MAIIUHU

JleBetuparieram Actavis Moxe a MOBIHsIC BbPXY CIIOCOOHOCTTA 32 Imodupane 1 paboTta ¢ MalllHHH,
TBHH KaTo MOXKE Ja MPEAN3BUKa CHHIUBOCT. T0Ba € 0-BepOsITHO B HAYAIOTO HA JICUCHUETO WIIH CIIE]
yBeIu4aBaHe Ha fo3aTa. He u3non3BaiiTe KakBaTo U Ja € TEXHUKA WIM MAIIMHU, TOKATO HE Ce
YCTaHOBH, Y€ CIIOCOOHOCTTa By a M3mbIHsIBaTe TE3W IEHHOCTH HE € 3acerHara.

JleBeTtupaneram Actavis 750 mg TadJieTKH ChABPKA CHHCET KBJITO
OIBETUTENAT CHHCET KBIATO MOXKE J1a MPETU3BUKA aTICPIUIHU PEaKI[HH.

3. Kak na npuemare JleBetupaneram Actavis

Bunaru npuemaiite TOBa JICKapCTBO TOYHO KakTo Bu e ka3an Bamust nekap winu papmaiieBT. AKo He
CTE CUTYPHH B HEIIO, monuTaiTe Bammus jiekap wiu GapMarieBT.

IIpuemaiite npenmucanus Opoii TabJeTKH TOYHO KakTo By e kazan Bamms mekap.
JleBetuparieram Actavis TpssOBa 1a ce mprieMa JIBa T JHEBHO, BEAHBK CYTPUH U BEIHBK BeUep, 10
€/IHO ¥ CHIIIO BpEMe BCEKH JICH.

Jonvneawo neuenue u monomepanus (om 16-zoouwna evpacm)

. Jo3upoBka npu Bb3pacThu (=18 roqunu) u ronomu (12 1o 17 rogunn) c terJo 50 kg nan
noBeyve:
[penopwsunrenna qo3a: mexay 1 000 mg u 3 000 mg Bceku jieH.
KoraTo mepBoHauanHo 3ano4nete jaa npuemare Jlesetupaneram Actavis, Barmusr nekap e Bu
MpeNuUIIIe MO-HUCKA 032 B POIbIDKEHIE Ha 2 CeAMUIM, Tipean 1a Bu naie Hali-HUCKaTa
IHeBHA no3a. Hanpumep:axo onesnama Bu 0osza e 1 000 mg, namanenama nauanna 0o3a e
1 mabnemxa no 250 mg cympun u 1 mabremka no 250 mg eeuep, xkamo dozama Bu we ce
yeeauuasa nocmenento, maxa ue cied 2 ceomuyu oa docmuerne 1 000 mg na oen.

° Jo3upoBka npu roHomH (12 no 17 rogmum) ¢ Tersao 50 kg niau nmo-manko:
BammsT nekap e npeanuie Hail-moaxoasmara jJekapcTsena ¢popma Ha JleBeTupaneram
Actavis cb00pa3HO TETTIOTO U TO3MPOBKATA.

Jo3upoBka npu kppMayvera (1 mecen 10 23 mecena) u aeua (2 1o 11 roguuu) ¢ Terao nox 50 kg:
Bammust nekap mie npeanuiie Hail-moaxo/sIiara JiekapcTBeHa GopMa Ha JIeBeTHpaIeTaM, CIIope.T
BB3PACTTA, TETJIOTO U JI03aTa.

[Tepopaien pa3TBop e mo-moaxoasiia ¢popma 3a 6edeTa u Jera moJ 6-roIuITHa Bh3pacT, U 3a Jela U
toHo1H (0T 6 10 17 roxuun) ¢ Tero noja 50 kg u korato TaOJIETKUTE HE MO3BOJISIBAT TOYHO JO3UPAHE.

Hauwn Ha npunoxeHue:

IMorneinaiite Tadbaerkure JleBetupaneram Actavis ¢ 10cTaThuHO KOJIMYECTBO TEUYHOCT (HAPUMEp
yama Bojia). Moxe na npuemare JleBetupaneram Actavis cbe uim 6e3 xpana. Ciiesr mepopaiHo
NPUIIOKEHHE MOXKE Ja Ce YCETH TOPUUBHAT BKYC Ha JICBETUPALICTAM.

IIpoaBIKUTEIHOCT Ha JICUCHUETO:

. JleBetuparnieram Actavis ce mpuiara 3a IpIrOCPOYHO JicueHue. Bue TpsOBa 1a npuemare
JleBetuparnieram Actavis ToaKoBa IPOIBIKATEHO, KOJIKOTO Bu € mocsBeTBan Bammms exap.
. He cniupaiite geuenunero 0e3 chBeT OT Bainus jiekap, Thi KaTO TOBa MOXKE JIa YBEJIUYH

npuctenure Bu.

AKo CcTe IIpHeJIH MoBevYe 0T HeoGxoaqumara no03a JleBerupaueram Actavis:

BB3MokHHTE HEXeNaH! JIEKapCTBEHH PEaKLUH [IPH NPeA03UpaHe Ha JICBETHPALETaM ca ChbHIMBOCT,
TPEBOXKHOCT, arpecHs, HaMaJeHO BHUMaHUE, TIOTHCKaHEe Ha TUIIAHETO U KOMa.

VYBenomere Bamms nexap, ako cTe Impueny moBede oT HeoOXoauMuTe TabseTku. BammsT nekap me
npeAnpreMe Hail-1o0pOoTO BE3MOKHO JICUCHHUE [TPH NPET03UpaHE.
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AKo cTe mpomycHaiu 1a npuemere JleBeTupaneram Actavis:
VYBenomere Bammms nekap, ako cTe NpONyCHANIU €IHA WU IOBEYE JO3H.
He B3emaiiTe nBoiiHa 71034, 32 1a KOMIICHCUpATe MPOITycHAaTaTa TabIeTkKa.

AKo cTe cnpesiu npuemMa Ha JleBeTupaneram Actavis:

ITpu cimpane Ha JieueHneTo, mpueMbT Ha JleBeTuparieram Actavis TpsiOBa 1a ce ciupa MOCTENeHHO ¢
e U30SATBaHe yBeNlM4aBaHe Ha MPUCThIUTE. AKO Bamusr iekap pemm fa crpe JeueHHeTo C
JleBetuparneram Actavis, me Bu 00sicHE Kak MOCTENICHHO J1a CIIpeTe IpHeMa.

AKO MMare HIKaKBH JOIBIHUTEIHN BBIPOCH, CBBP3aHHU C yIoTpedaTa Ha TOBA JIEKAPCTBO, TOIUTANTE
Bamms nexap nnu dapmanesT.

4, Bb3MOKHU HexeTaHT peakuuun

Kakro Bcuuku JIEKapCTBA, TOBA JICKAPCTBO MOXE Jia IPCAU3BHUKA HEXKECIIaHU pCaKIINU, BBIIPEKU Y€ HE
BCCKHU I' ITIOJTy4aBa.

He3za6aBHo yBegoMeTe Bauus jiekap ujim oTuaere 10 HA-0JM3KHMS LEHTHP 32 clellHa

MEIMIIHHCKA MOMOII, AKO MOJTy4YHTe:

e  cnabocT, 4yBCTBO 3a MPUMAJISIBAHE WITH 3aMaiiBaHe WM UMaTe 3aTPpyJAHEHO JUIIaHe, Thi KaTo Te
Morar Ja ca MpU3HAIM Ha TeXKa alepriuuHa (aHaduirakTHIHa) peakius

®  [I0JyBaHE Ha JIMIETO, YCTHUTE, €3UKa U I'bpiaoTo (eneM Ha KBunke)

e  Tpunonono0HN CUMIITOMHU ¥ OOPHB MO JIMLETO, OCIEBAHU OT OOIIMPEH 0OPUB C BUCOKA
TEeMIIEpaTypa, MOBUIIEHN CTORHOCTH Ha YePHOPOOHHUTE CH3UMHU, HAOIIOJaBaHH [TPH
M3CIICIBaHUS Ha KPHBTA M MIOBHINIABAHE HA OTPEICIICH BU OC)IM KPBBHU KIICTKH (€03WHODUIIHS)
W yBEIW4YeHHU JTUM(HU BB3IH (JIeKapcTBEHA PEaKLUs C €O3MHO(HINA U CHCTEMHH CUMIITOMH
[DRESS])

e  CHMNTOMH KaTo MaJlbK 00eM YpHHA, yMOpa, rajieHe, IOBpbIIaHe, 00bPKaHOCT U OAYBaHE Ha
Kpakara, TJIe3eHHUTE WK CThIIANaTa, Thi KaTo TOBa MOXe J1a ObJie MPU3HAK Ha BHE3AITHO
HamaJIABaHe Ha OBOpeuHaTa GpyHKIUSA

®  KOXCH 00OpUB, MPH KOHTO MOKeE Jla ce 00pa3yBaT MEXYPH U JIa H3TIIEK]A KATO MAIKH MHUILICHH
(TPMHO METHO B LIEHTHPA, 3200MKOJIEHO OT MO-CBETJIA 00JIaCT C ThMEH NPBCTEH OKOJIO pH0a)
(epumema mynmughopme)

®  IHPOKO pa3NpoCTpaHeH OOPHUB ¢ MEXypH U OelleHe Ha KoKaTa, 0COOEHO OKOJIO ycTaTa, Hoca,
OYHTE U MTOJIOBUTE Opranu (curopom na CmusvHc-IHCoHCHH)

e  mo-TeXKa (popma Ha 00pUB, IpUIHHSBAI OeJieHe Ha KokaTa Ha oede oT 30% OT MOBBPXHOCTTA
Ha TSUI0TO (MOKCUYHA enudepMAalHa HeKPOIU3QA)

®  MpHU3HALM HAa CEPHO3HU NMCUXUYHU IIPOMEHH WIIM aKo HIKOH okosio Bac 3a0enexu npu3Hanm Ha
00BPKAHOCT, COMHOJIEHTHOCT (CHHJIMBOCT), aMHe3us (3ary0a Ha 1mameT), HapyIeHHs] Ha TaMeTTa
(3abpaBsHe), HeOOMUANHO MMOBEICHNE WITH IPYTH HEBPOJIOTUIHH IMPU3HAIH, BKIFOYHTEITHO
HEBOJICBH WJIM HEKOHTPOJIMPAHU JIBHKEeHUs. ToBa MOXKe Jia ca CHMIITOMH Ha eHIle(alomaTHsl.

Haii-uecto C’BOGH.IaBaHI/ITC HCKCIIaHU pCaKIH Ca HaSOCI)apI/IHFI/IT, CBbHJIIMBOCT, l"J'IaBOGOJ'II/Ie, yMopa u
3aMasgHOCT. B HAUamoTo Ha JICYCHHETO WITH IIpyU YBEJIMYaBaHC Ha A03aTa, HEXKCIIaAaHUTEC PEAKIUN, KaTO
CBbHJIMBOCT, YMOpPa U 3aMasdHOCT MOKE Jia Ca I1O0-4YCCTHU. Te3n pCaKknuu 1€ HaMaJiaBaT C BpEMETO.

MHoro 4yecTu: Morar fa 3acerHat nosede ot 1 Ha 10 xymm
o Ha30(apuHTHUT;

o COMHOJIGHTHOCT (CBHHJIUBOCT), TIIAaBOOOIHE.

YecTu: morart na 3acerHat a0 1 Ha 10 gymm

. aHopekcus (3ary0a Ha aneTur);
J JIETPECHsi, BpAXKIEOHOCT MITH arpeCUBHOCT, TPEBOXKHOCT, O€3CHhHUE, HEPBHOCT WIIH
pa3Ipa3HUTEIHOCT;
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o KOHBYJICHS], HapyIIIeHHE B paBHOBECHETO (3ary0a Ha paBHOBECHE), 3aMasHOCT (4yBCTBO Ha
HecTaOMIIHOCT), JeTaprus (JIUTca Ha eHepTUsl U eHTYCHa3bM), TpeMop (HEBOJHO TPETEPEHE);
BEPTUTO (1yBCTBO HA CBETOBHPTEXK);

KallUTUIIA;

0oNKH B KOpema, Iuapus, JUcIerncus (CMyIeHne B XpaHOCMHIJIAHETO), TOBPbBIaHe, raicHe;
o0puB;

acTeHus1/ ymopa (M3TOILEHHE).

Heuectu: morar ga 3acernar g0 1 va 100 gymm

. HamaJieH Opoii TpOMOOIMTH, HaMaJIeH OpOIi JIEBKOIUTH;
o HaMaJsiBaHE Ha TErJIOTO, NOBUIIABAHE HA TEIVIOTO;
. OTUT 3a caMOyOHUICTBO U MUCIIU 32 caMOyOUICTBO, ICHXMYHH Pa3CTPOHCTBA, HEOOHUYATHO

MOBEJICHUE, XaJIOIIMHALINY, THAIB, 00bpKBaHe, MAaHWYECKa aTaKka, eMOLMOHATHA
HECTaOMIIHOCT/TIPOMEHH B HACTPOCHHUETO, OE3MOKONHCTBO;
o amMHe3us (3ary0a Ha maMeT), HapyIIeH!s Ha maMeTTa (3a0paBsHe), HapyllIeHa KOOpAHHAIS/
aTakcws (JTUICa Ha KOOPAWHANNS Ha ABMKCHUATA), TTapecTe3us (M3TPhIIBaHE), HAPYIICHHE Ha
BHUMAaHHUETO (3ary0a Ha KOHLIEHTpauus);
JUIIIONHs (ABOMHO BHXKAHE), 3aMBITICHO 3pEHHE;
MOBHUIIICHUE/OTKIOHEHUE B YEPHOAPOOHUTE (DYHKIIMOHATHHU ITOKA3aTeIH;
Koconal, ek3eMa, IPYPUTYC;
MYCKyJTHa crnaboct, Muanrus (00JIKa B MyCKYJIUTE);
HapaHsBaHe.

Penxu: morar ga 3acernar 1o 1 ga 1 000 mymm

. WHDEKITU;

o HamalieH Opoi Ha BCHYKH BUIOBE KPBBHHU KIIETKH;

. Texkn aneprudau peaknun (DRESS, anadgmrakTudna peaknys [TeXKa ¥ 3HAYNMa aJlepruIHa
peakuusi |, ook Ha KBUHKe [1101yBaHe Ha JIMLETO, YCTHUTE, €3UKa U T'bPIIOTO]);

o HaMaJICHUE Ha KOHIEHTPALUATA Ha HATPUI B KPBBTA;

. CaMOyOMICTBO, TMYHOCTHU HapyIIEHHs (TOBEIEHYECKH MTPOOIEeMH), IPOMSIHA B MUCJIEHETO
(3a06aBeHO MHCIIEHE, HEBB3MOXKHOCT 32 KOHIIEHTpAIHs);

o JIENAPUYM;

o eHnedanonarus (BIXTe MoATOYKa ,,He3abaBHO yBenomeTe Bamus nekap* 3a moapoOHO
OTMCaHNE Ha CHMIITOMUTE);

o MPHUCTHIINTE MOTAT /I CE BIOMIAT WJIH J]a 3a9eCTHIT;

HEKOHTPOJUPAHU MYCKYJTHA CIIa3MH 3acsTallly TJIaBaTa, TAI0TO U KPAHHHULINTE, TPYIHOCT IPU

KOHTPOJIMPAaHC HAa ABMKCHUATA, XUTICPKUHE3UA (HOBI/IIIICHa aKTI/IBHOCT);

MPOMSIHA Ha CHPJEUHUS PUTHM (BUAMMA B €IEKTPOKapIHOrpamMa);

ITaHKPEATUT;

4epHOAPOOHA HEIOCTATHYHOCT, XCTIATHT;

BHE3aITHO HaMaJsiBaHe Ha ObOpeuyHara pyHKINS;

KOXEH 00pHB, KOWTO MOJKeE J1a € o] (popmara Ha MEXYPH M Jia U3TIICKAA KATO MAJIKU MHUILICHU

(TPMHH TIETHA B LEHTHPA, 3a00UKOJICHH OT MO-0JI€a1 30HH, C ThMEH IPBCTEH OKOJIO p1Hoa)

(epumema myamugopme), MUPOKO Pa3IPOCTpaHEH OOPUB C MEXYPH 1 OeJleHe Ha KOXKara,

0COOCHO OKOJIO ycTaTa, HOCa, OYMTE U MOJIOBUTE OpraHu (cunopom na CmugvHc-LicoHCHH) 1

mo-Texkka popma, npuurHsBaIa OeJaeHe Ha KoxkaTa B moBede ot 30 % OT HOBBPXHOCTTA Ha

TANOTO (MOKCUYHA eNUOEPMATIHA HEKPONU3Q);

o pabmomuonuza (pa3pyiiaBaHe Ha MyCKyJIHAaTa ThbKaH) U CBbP3aHO MOBHUIIIEHUE HAa KPEaTUHUH
(dbochoknHazaTa B KpbBTa. 3HAYUTEITHO ITO-BUCOKO Pa3NpOCTpaHECHUE ce HAOJI01aBa mpu
MalMEHTHU OT ATIOHCKHU IIPOU3XOJ B CPABHCHUC C MAUCHTU OT HECAIIOHCKH HpOI/ISXOIl;

o HaKylBaHE WM 3aTPyTHEHO XOJICHE,

. KOMOMHAIUS OT MOBHILEHA TEMIIEpaTypa, MyCKYJIHa CKOBaHOCT, HECTAOMIHO KPBBHO HaIATaHE

Y Chp/IeYHA YeCTOTa, 00BPKAHOCT, MOHIKEHO HUBO HA Ch3HAHWE (MOXeE Jla ca pU3HAIU Ha

HapyIIeHNe, HAPEUEHO He8poienmuier MaiueHeH cunopom). PasnpoctpaHeHHeTo € 3HAUUTEITHO
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MO-TOJIAMO Cpea MAIIUCHTUTE OT AIIOHCKHU MPONU3XO0J, B CPABHCHHUEC C MALITUCHTUTE, KOUTO HE Ca
OT SIIOHCKH IIPOU3XOA.

MHoro peaku: morar Aa 3acersar 1o 1 Ha 10 000 nymum
) TTOBTAPSIIIN Ce HEKEITaHW MUCIH W yCEIaHus, YUIH UMITYJIC J1a TIPaBUTE HEIIO OTHOBO H
OTHOBO (00CECHBHO-KOMITYJICHBHO Pa3CTPOHCTRO).

Cpo011aBaHe HA He)KeJIAHU peaKluu

AKO MoNTyunTe HIKaKBH HEXKEIaHH JICKAPCTBEHU PEaKIuy, yBegoMeTe Bamust nekap uin hapMarieBr.
ToBa BKIIIOYBAa BCUYKH Bb3MOXKHU HEOMCAHU B Ta3H JINCTOBKA HEXEIaHU peakuuu. MoxkeTe ChIo Aa
CHOOIINTE HEeXKEIAaHU Peaklii IUPEKTHO Ype3 HAlMOHAHATA CHCTEMa 3a ChOOIIaBaHe, IIOCOYeHA B
IIpunoxenue V. Kato crobmaBare HexXeIIaHA Peakiliy, MOKETE Ja afeTe CBOS MPUHOC 3a
nojy4yaBaHe Ha rmoBeue HH(opMalus OTHOCHO 0€301MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cbxpansiBate JleBetupaneram Actavis
CpxpaHsBaliiTe Ha MACTO, HEJOCTBITHO 32 AeLa.

He u3non3Baiite TOBa JIGKapCTBO CIIE] CPOKA HA FOJHOCT, OTOEIsI3aH BbPXY KapTOHEHATa OMTAaKOBKA U
omuctepa cren “I'ogen no:” CpoKbT Ha TOTHOCT OTIOBAps HA MOCIEIHUS ACH OT MMOCOYECHHUS MECEII.

ToBa JICKapCTBO HC M3MCKBa CIICIIUAIHN YCIIOBUA Ha CbXpaHCHUC.

He u3xBbpisiiTe JIeKkapcTBaTa B KaHAIU3ALMATA WIN B KOHTEHHEPA 3a JOMAIIHN OTHAIbLH.
[lonmraiite Bammus dapmaneBT Kak Ja U3XBBPIATE JIEKapCcTBaTa, KOUTO BeUye He M3Mo3Bare. Te3u
MEpPKH L€ CIIOMOTHAT 3a OIla3BaHE Ha OKOJHATa cpefa.

6. Cwmpma}me Ha OMAaKOBKAaTa U JO0IIbJIHUTEC/IHA I/IH(l)OpMaIIHﬂ

KakBo cpabp:ka JleseTupaneram Actavis

- AKTHBHOTO BEIIECTBO € JICBETHUPAIICTaM.

Enna tabnetka JleBetuparieram Actavis 250 mg ceaspixa 250 mg neBeTuparieram.

Enna tabnerka Jlesetuparneram Actavis 500 mg crabprxa 500 mg neBetupareram.

Enna tabnerka Jlesetupaneram Actavis 750 mg ceabprxa 750 Mg neBetupareram.

Enna tabnerka Jlesetupaneram Actavis 1000 mg csaspixa 1 000 mg neseTupaneram.

- JIpyrute chCTaBKH ca: KPOCIIOBH/IOH, MMOBHU/IOH, CUIIMIIUEB THOKCHI, KOJIOUACH 0€3BOJICH,
MAarHe3ueB cTeapar, MOJIUBUHWIOB aJIKOXO0J — YaCTUYHO XuApoiau3upad, Makporoi 4 000, Taik,
tutanos auokcun (E171), onperuremn*.

* Onerurenure ca:

250 mg tabnerka: unauro kapmus (E132).

500 mg tabnerka: xene3eH okcud, Kbt (E172), naauro kapmus (E132).

750 mg Tabnerka: uaauro kapmut (E132), ceucet xbito (E110), xkenezen okcun, uepser (E172).

Kaxk n3raexna JleBerupauneram Actavis H KakBoO ChIbPiKa ONIAKOBKATA

JleBetuparnieram Actavis 250 mg ¢puaMupanu TabIETKH ca eIUIICOBUIHM, CBETIIO CHHH,

13,6 x 6,4 mm, mapkupanu ¢ “L” oT egnata ctpana u “250” ot apyrara.

Jlesetupaneram Actavis 500 mg ¢punMupanu TabiaeTku ca oBaiHH, xKbaTH, 17,1 X 8,1 mm mapkupanu
¢ “L” ot ennara ctpana u “500” ot apyrara.

JleBetuparieram Actavis 750 mg ¢uamupanu TabmeTKu ca oBaiHH, opamkesn, 19,0 X 9,3 mm
Mapkupanu ¢ “L” oT eqHara ctpana u “750” ot mpyrara.

JleBetuparnieram Actavis 1000 mg ¢unmupanu tabnerku ca oBajnu, 6emu, 19,0 X 10,0 mm mapxupanu
¢ “L” ot emnata ctpana u “1000” ot opyrara.

Buoose onaxosxu
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Bmuctepu: 20, 30, 50, 60, 100, 120 u 200 ¢punmupanu TabICTKH.

[epdopupan ennomnozos ommcrep: 60 X 1 punmmupanu Tabnerku (Hammaau camo 3a 250 mg, 500 mg u
1 000 mg TabneTkn)

OmnakoBku 3a Tabnetku: 30, 100 u 200 ¢punmupanu TabIeTKH.

He Bcuuku BUIOBE OMAKOBKH MOTAT Jla ObJIaT IYCHATH B TIPOIaxoa.

IIpuTe:kaTes HA pa3pellIeHHETO 32 yNOTpeda
Actavis Group PTC ehf.
Dalshraun 1, 220 Hafnarfjorour, cnanmus

IIpousBoaute
Teva Operations Poland Sp. z. 0. o.
ul. Mogilska 80, 31-546 Krakéw, Poland

Tjoapack Netherlands B.V.
Nieuwe Donk 9, ETTEN-LEUR, 4879AC, Hunepnauaus

3a HOMBIHUTETHA HHPOPMAITUS OTHOCHO TOBA JIEKAPCTBO, MOJISI CBBPIKETE C€ C JIOKATHUS
HPEICTaBUTEI Ha TIPUTEKATENS Ha pa3pelIeHUETOo 3a yrnorpeda:

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
Tem: +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
Specifar A.B.E.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 Portugal

Teva Santé Teva Pharma - Produtos Farmacéuticos, Lda.
Tél: +33 155917800 Tel: +351 214767550

Hrvatska Romania

Pliva Hrvatska d.o.0. Teva Pharmaceuticals S.R.L.

Tel: +385 13720000 Tel: +40 212306524

Ireland Slovenija

Teva Pharmaceuticals Ireland Pliva Ljubljana d.o.o.

Tel: +44 2075407117 Tel: +386 15890390

island Slovenské republika

Teva Pharma Iceland ehf. TEVA Pharmaceuticals Slovakia s.r.o.
Simi: +354 5503300 Tel: +421 257267911

Italia Suomi/Finland

Teva Italia S.r.l. Teva Finland Oy

Tel: +39 028917981 Puh/Tel: +358 201805900

Kvmpog Sverige

Specifar A.B.E.E. Teva Sweden AB

EALGS L Tel: +46 42121100

TnA: +30 2118805000

Latvija United Kingdom (Northern Ireland)
UAB Teva Baltics filiale Latvija Teva Pharmaceuticals Ireland

Tel: +371 67323666 Ireland

Tel: +44 2075407117
JlaTa Ha mocjeqHO mpepasriexkaane Ha gucrokara: {MM/ITIT}.
JApyru u3TouHUIM HA UHpoOpMaIUA

[onpobna nnpopmanus 3a TO3H JEKapCTBEH MPOAYKT € MpeJocTaBeHa Ha yebcaiita Ha EBpomnelickaTa
areHIs 1o Jiekapcreara http://www.ema.europa.eu
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