g 2 om e b MY £
e T~ A TRl TR it

¢ ATbARMYEAHA ATEHLUASE 110 EKAPCTBATA

fluemotiKa - lMpuscierus 2

’ 2o o ROR2/E

1]

"M PER. N creree st ereeeasmseare
L AL/ ST f14- 60087
AZDOUIEAUE Nt e lveeresrerristens i onmsnssiessss e
JimcropKa: HEGopMannd 3a Paunem 02-12- AR
. nggxﬁmmm e -_'.l’.Li"!.'i‘,';‘:.'.',!"_:.“."“"/‘"“'"'"""""""'"'""'

Honenenr 5 mg puaMapann TabnaeTke
Donecept 5 mg film-coated tablets

Houenenr 10 mg daamapann rabaerkn
Donecept 10 mg film-coated tablets

ACHENe3NIoB Xuapoxnopun (donepezil hydrochloride)

IIpoucTere BHAMATE/IHO NANATA JHCTOBKA, NPEAH A8 3200THETE 48 HPHEMATE TOBA JEKAPCTRO, THil

KAT0 TH CHRALPXKA BakHa 3a Bac aadopmanns.

- 3anasere Tasd IHCTOBKA. MOXe 132 ce BaJiOXkH A2 A MPOYETETe OTHORO.

- AKo HMaTe HAKAKBY JIOUBIRKWTENHM BbIIPOCH, Monutaiite Bamas nexap wmu dpapmayest.

- Tosa nexapcTBo € NpeATMCcano M4HO Ha Bac. He ro npeorcTnnsaiite Ha gpyru xopa. To Moxke aa
MM HABPEMH, HE3ABHCHMO Y€ NPHIHALNTE Ha TRXHOTO 3abonspane ca chIquTe Kato Bamnre.

- AX0 noyqnTe HAKAKBH HeKenaHd peakuun, yseaoMere Bawus nexap unn gapmanest. Tosa
BKNIOYBA H BCHYKH BBIMOXHH HEHNEITANH peakiyiyl, HEOHCAHM B Ta3H IWCTOBKA. BikTe TOUK? 4.

KaxBo coabpKs TA3H JHCTORKS

S P W

Kaxso npexgcrasnaBa JoHenenT 1 3a XaKso ce ¥3N0N3Ba
Kaxso TpadBa Aa 3HaeTe, npexy na npueMere Jouenent
Kax na npuemare JJonenent

BE3MokHY HexeNnanu peakuny

Kak na crxpauspate Jowenent

CbABpKANNE HA ONBKOBKATA ¥ JONBIHMTENHA HHOpMaLua

L Kaxno npencrannusa Jorenent | 33 K4KBO ¢e A3NGIIBA

JoHelenT ChARpKa AKTHBROTO BEIECTBO ZOHENE3WNIOB XHAPOXNopH. Jorelent (JoHene3nios
XHAPOXNOPHA) TPUHAAEKH KbM IpyTia IEKAPCTRA, HAPSUSHY aleTUNXOAMHECTepasHH HHXHOHTODH.
HoHenesnn 3a6asg pa3rpakaHeTO HA BEINECTBOTO AlETHIXOMMH, KaTO 110 TO3H HaYMH NIOBMIIABA
KOHNEHTPaRHATa My B MO3BUHATA TEKAH, KOSTO YY4CTBA BhE $YHKUHATE Ha JIAMETTa.

Jonenent ce npuiara 3a CAMITOMATHYHO JI€YeHHE HA IEKH J0 CPESHO TexKH POPMH Ha NEeMEHIM HA
Annxaitmep. CAMIITOMHTE BKIIOHBAT: Nporpeckpaina 3ary0a Ha naMerra, 0GbpKAHOCT B POMEHH B
noseAcHAETO. Kato creAcTsre OT T0Ba, DAUMSHTHTE, cTpatamu ot GogecTra Ha AnuxaliMep Bee no-

TPYAHO H3BEPHBAT SKEIHEBHATE CH JAeHOCTH.

JIOHEUENT Ce MINOA3BA CaMO IpH BB3PACTHEH NALHCHTH,

2.  Kaxso rpabsa na 3naerve, upend Aa npaeMete Momement

He wanonzpaiite Jouenent

- KO CTe aNnepru4iid KbM FOHENCIUACB XUAPOXNOPH, TMICPHIKHOBH MPOH3BOAHH (CPO,IIHH Ha
JOHCHESHIT Bemecm) HITH KBM HAKOA OT OCTAHANUTE CBCTABKH HA TOBA TEKAPCTBO

TOUKE 6).

TipenynpexieHus B BpeAUa3HE MEPKH
[oropere c Bawrng nekap nau GapManesT npeau na npueMere JIoHeNenT, ak
. A3Ba HA CTOMAXa WAH JBAHAAECETONPHCTHHKA
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TBPYOBE KM MPHIaTHIH
Chp7iedHO 3a00MuBane (kaTO HEPABHOMEPEH WK MHOTO 3a0aBEH ChPACYEH PUTHM, ChpACIHA
HeJOCTAaTEIHOCT, HHGApKT Ha MHOKap/a)
. cupneuno 3abonasane, HapeueHo ,,yapDkeH QT HATepBan®, HiH oNpeAeNeHy HApYIIEHHA HA
CHPASYHHA PHTEM B MHHATOTO, RapederH ,torsade de pointes™, um ako Baxolt ot cemelicTeoTo Bu
uma yaeixes QT nrTepean
HHCKH HHBA Ha Marseanii wiM kamalt B KpbRTa
acTM4 WIIH ApyTo Abaroroinmszo SenoapobHO 3afonsasarne
4epHOAPOOHN MpobaeMA HNH XeNATHT
. 3aTpyAiHeHO ypuHHpate aH Ob0peyno yapexIaHe B 1eKa creneH
YBenoMmere iexypaling c¥ Jiexap, ako cTe GpeMeHHa Wi MHCIHTE, 4¢ CHIECTRYBA BEPOSTHOCT 113 CTe
Opemenna,

JApyrn jexaperea B Jouenenr

Tpabsa na xaxete Ha Bamus nekap unu GapManeBT, ako NpAEMaTe, HACKOPO CTE NPHEMANH WITH €
BE3MOXKHO Jia IPHEMETe APYTH NEKAPCTBa, BIUTIOYHTENIHO H TAKNBA, OTIYCKaHH 6e3 perenta. Tosa ce
OTHACH CRUIO M 34 JCKapCTBa, KOHTO MOKe a npuemaTte B OBAeINe, aKO IPOAB/LKETE HpHeMa Ha
Joneuent. Tosa e HeoGXonuMO, 3aIMOTO HAKOM JIEKAPCTRA MOTAT 4 OTCHAGAT UIFH YCHNIAT AelCTBHETO HA
Jouenent.

To-cneunanno e pakno Ja KHhoOpMHpaTe Bamus Aekap, axo IpHEMaTe HAKOE OT CIEAHUTE BUAOBE
NEKapCTBa:

.’ JIEKapCTRa 38 MPOOIEMH CBbC CEPACHHAA PHTEM, HANpP. SMHOBAPOH, COTANON

. JIeKapcTRa 3a CNPecHs, HAND. LHTANONpaM, ECHHTaNoNpaM, aMUTPHNTHINE, (PIyOKCETHH

. JIeKapCTRA 38 NICKXO3H, HAllp. MEMO3HA, CEPTHHAOM, SUITPA3UIOH

. nexapeTra 3a Sakrepuanin MHdeKuHM, RATp. KNAPHTPOMUIINH, EDUTPOMULIKH, JEBODIOKCAHH,
MOKCHIOKCALHE)

NPOTHBOIEOMYKOBH NCKAPCTEA, RANP, KETOKOHA3ON

Jpyru nexapctea 3a 60ecTTa Ha AmIxafiMep, HAIPUMEP ChELDXKAIY raTAHTAMUH
obesbonApaiu Wik CPEACTRA 34 NEYCHHE HAa APTPHT, HANP, AUSTWICANUIMIOBA KHCETHHA,
HECTEPOHIHY [IpoTHBOBE3NaMTeHN cpenctBa (HCIIBC), karo ubynpoder nin guxrodedax

HaTpuit

. AHTHXONHHEPIAYHN NEKAPCTBa, HANp. TONTEPOAHH
AHTUKOHBYJICAHTR (IPOTHBOTEPYOBH), KATO PeHUTONH, kapbamasenny

. neKapcTea 33 3ab0/TBAHAS Ha ChPIeTo, Hanp, XuRunuy, Gera-Grokepu (nponparonon ¥
aTeHONOMN)

. MYCKYZHH PERaKkcaHTH (38 OTIYCKaHe Ha MYCKYNUTe), KATO AHa3enaM, CyKIHRIIXOMUH
obun yrolixu

. JIeKapCTRa, oTnyckany 6e3 pellenTa - Hanp. pacTUTENHH NPOAYKTH (GHNKH)

Axo Bu npencron onepauus ¢ obma ynolika, Tpa6Ba fa yeeaoMUTe Balmus nekap 9 aHecTesuonora, ue
apuemare Jlonenent. Topa e HeoGXomumo, Teit kaTo BauieTo JIeKapeTBO MOXe Aa OKaKe RIHAHKE BEPXY
ynofikaTa u Aa NpOMEHH HEOOXONUMET J032 OT Hes.

JloHeuenT MOXKe a ce H3NOA3BA JIPH NanASHTH ¢ 6p0pevuno 3abonaBane H apK NeKo 40 YMEPEHO
depHoApobHO yBpeXaane, Kaxkere Ha Banrna nekap, axo nMare GpOpeuno uid sepuoapobuo sabonipane.
TManvienT ¢ TeXKO YepHoApoGHO 3a0onsBade ue Tpadsa fa mpuemar Joxeuenr.

Crobmere Ha Bainus nekap uny gapmanepr umero ba Batiks 6onnornena TPIDKY
3a Bac mie Bu noMorse fa B3emMare JEKapcTBOTO, KAKTO € NPEAIHCaHO.
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HonenenT ¢ Xpany, HBATATKE H 4NK0X0J]
XpaHara He OKa3Ba BAUAHRE BHPXY edexta na Joneuenr.
JoHenenT He Tpa0Ba fa ce mplieMa ¢ alKOX0J, ThH KATo AKOXOIBT MOXE A3 NPOMEHH HeroBHTe edexTH.

BpeMeRnocT, KbpMene H QpepTRARTET

Axo cTe HpeMeHHa WIN KEPMHTE, CMATATE, Y€ MOXeE J1a cTe OpeMeHHa WK IiaHMpaTe GpeMenHoCT,
nocepeTBalite ce ¢ Bamna nexap ui papManerT npead ynoTpeGara Ha TOB2 IEKAPCTBO.
Houeuent ne TpsGBa Aa ce mpRsara no BpeMe Ha KbpPMEHE.

IHo¢apare n pabora ¢ maminnn

Bonecrra Ba Amixaiimep Moxe Aa Hapywir crnocoGHOCTT2 BH a wodupare Wiy fa paboTHTE ¢ MALUHHH ¥
Bue ne Tpabsa na H3pbpIIBaTE Te3H AeiROCTH, OCBEH ako NeKapaT He By e kazan, ye e HesonacHo.
HoHenenT Moxe Aa NPenH3BAKA YMOPa, CBETOBLPTEXK H CXBalllaHe HA MycKyiuTe. AKo npu Bac ce
uabmionasa HAKOH OT Te3H edekTH He Tpa6Ra Aa ogHpaTe K Ja paboTHTE ¢ MAllIHHY,

HNodenenT ehabpxa NaKT032
Axo Bamusr nexap Bu e ka3ai, 9e uMare ReMOHOCHMOCT KbM HAKOHM 38XapM, CEBPIKETE Ce ¢ HETO Npeau
Jla IpHEMETE TO3H JIEKAPCTBEH NPOAYKT.

3. Kag na nupremare Jomenent

Bunaru npuemaiite ToBa IEKapcTBO TOURO KakTo Bu e kazan Bawuar nexap win dapmanesr, Ako He cre
CHUTYPHH B HEO, NonuTaiiTe Bamuya nexap unu gapManerT.

OGHKHOBEHO Ce NPENoPLYBA NEUESHHETO Aa 3aII0YHE C IpHEM Ha eaHa TalneTka oT 5 mg (Gana Ha ussT)
BCgKa Bedep. Cnen eaun Mecel BamuaT nexkap Moxe Jia BH TOCHEBETBA Ja pHEMATE 110 e1HA Oneno-
*uitta Tabnerxa oT 10 mg (unu no 2 Genn TabneTku) BesAka Bevep.

Ho3ara, KOATO NpyeMare MOXKe b4 ¢ IPOMERH [o NIPenopbKa Ha Baling nekap ¥ B 3aBACHMOCT OT
NPOABIDKHTENHOCTTA HA TeYeHHeTo. MakcHManHaTa IpenopEYATeNHa 1034 ¢ 10 mg Beska Beuep.
Burard cnensaiite cheeTnTe Ha Baning nexap Any (papMaiieBT 3a TOBA KaK W KOTA 12 npreMare Bamero
NEKAPCTBO.

Axo uMaTe HeoOuyaliHl CHHHINA, KOIIMAPH WIH HAPYIUICHHA Ha ChHA (BHXKTE TouKa 4), Bamust nexap
Moxke Aa Bd nocwBeTBa A2 npremMare JJOHEHENT CYTPHH,

He npomenaiite nosata camu, 6e3 crBeTHTe Ha Batns jexap.

Kak aa npremare Batwero jexaperso
Torensere TabneTkara/Te ¢ ualma BOAa, IPpefu Aa CH JETHETE.

Ynorpeba upa Aena H OBOUIH
He ce npenopyusa ynotpedara Ha AeKapCTBOTO MK ACHAa H IOHOWH (H2 BL3pacT mog 18 ronuny).

AK0 ¢Te HpHead ToBe9e 0T HeobxonamaTa Ao3a domenenr

HE NMPUEMAWTE noseue ot 10 mg AreBHo (T. € moBede ot 1 6neaoicnirra win 2 Genn Tabaetkn).
O6agere ce HesabapHo Ha Bamus nekap, ako cTe Npreln NOBSUE OT HeoGXOoANMATA 1038, AKG HE MOXETE
Aa ce ceppiere ¢ Bammus rekap oThaeTe B CrellHOTO oTACNEHME KA Hali-Gv3kara Gonnkna. Burary
HoceTe Tab/IeTKHTe ¥ ONAKOBKATA Che cele ¢H B GONAMNIATE, 38 A3 MOKE REKApAT 42 3Hae KaKBO CTe
NpRENH.

CuMirToMuTe Ha Ipeao3upaxe ca: rajeHe ¥ MOBPhINAHE, IOBULICHO OTACIAINE
3abaBeH CbprieueH PHTBM, HHCKO KPBBHO HajATaHe (pHUMansBane Hd 3aMas
npobneMy ¢ JHIUAHETO, 3ary0a HA CB3HAHHE M T'bPYORE WY NPHIIANBIH.
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AKO cTe nponycHAME Aa npReMere Jorement

He r3emaifre apolina 1038, 32 A3 KOMITEHCHPATE NPONYCHATATA JO34.

AKo cTe TpoIycHAH Ja PUEMETE Iope/iHaTa A03a, TO NpAeMeTe TableTkaTa/Te Ha CeJBamus AcH B
oOuYaiiHOTO Bpeme.,

Axo 3a6paBrTe fa B3eMaTe 1eKapCTBOTO CH 34 NIEPUOJ NMO-ABIBE OT eAHA CeAMHULA NPeaH Aa 3anouHeTe
OTHOBO /2 ipheMare JIoHenenT ce KoHcyaTHpaliTe ¢ NeKyBAIHA CH JIEKap.

AKo ¢Te cnpens npaeMa na Jorenenr

He cnupalite npreMa Ha TabieTknTe, ocBeH ako BamuaT nekap He Bu e npenoprydan. Ako cTe clipeny
npremMa Ha JIoHeNenT, Non3aTa oT JIEYeHHETO IOCTENEHHO LIS OT3BYIH.

AKO BMaTe HAKAKBH AOITBIHUTENHH REIPOCH, CBBP3AHH ¢ YNOTpedaTa Ha TOBa NEKApCTBO, MONHUTaliTe
Bamma nekap umi gapManest.

Koako anaro Tpafea aa npremate Jonenent

BaumsT nexap une QapManest me npeleRAT MPOALDKHTENHOCTTA Ha neverHeTo Bu. Bue Tpabea
NMEPHOAHYHO A4 NOCEaBaTe JeKyBalHA CH JieKap, 38 Ja MoXe ToH 1a oueHH edexTHRHOCTTA OT
Jiederrero By 1 xak ce nosnuyeaT Batyre cuMIToMu.

4. Bbp3MOKHH HexKeJAMH PeaKmHA

KakTo BcHYKH JieKapcTBa, TOBA JEKAPCTBO MOXKE Aa MPeAH3BHKA HEKENAHH PEaKLAH, BEIIPEKH Je He
BCEKH I'H NONy4aga.

CrneqHuTe HexXeNaHH JIEKaPCTBEHM PeakiMA ca OHiy choG1UaBaHy OT X0pa, TPHEMALTH JOHEIe3HT;
Yeenomere Bamng jiexap, aK0 NoAySaTe HAKOH OT TE3H PEAKNEHE, [0KATO RpEeMaTe Nonenenr.

CepHo3nl BeReNady PeakiHu;
Tpabea pa yBenomure Bamumn nexap He3abaBHO, axo 3a0€/CKHTE RAKOA OT H3OPOSHHTE CEPHO3ZHU
HexeNIdHH pPeaKiiiH, Thi XaTo MOXe Ja ¢e HyXKIaeTe OT CIelIHA MEARUKACKA TIOMONI,

. yBpexaHe Ha UepHnsd Ipob, Hanp. XenatuT. CHMIOTOMHTE Ha XeNaTHTa ¢a Tanene HiIH NOBPBINAHE,
3aryba Ha aneTHT, o0LI0 HepasloNokKeHHE, TPECKa, ChpOeK, MOKBATABAHE Ha KOXKATA H OYHTE,
NOTbMHABAHE HA ypHHaTa (MOxe fa 3acerHe o 1 wa 1 000 manuesTH).

. #1382 HA CTOMAXA WIH JBaHAJECETONPLCTHHKA. CHMNOTOMuUTE HA 13Ba Ca croMamua Gonka ¥
auckoMbopT (JIoLIo XpaHOCMHUJIAHE), YCEIaHH MEXAY IThia H TPAHATA KOCT {MOXe 1a 3aCETHE /10
1 Ha 100 naumeHTH).

. KBbPBEHE OT CTOMaXa WM YepBaTa. Topa MOXKe Ja JOBeE A0 H3XOWIAHE Ha HePHH KATO KaTpaH
H3INPAKHEHHA (IPH KbPBEHE OT CTOMAaXa H FTOPHUTE OTASNH Ha VepBaTa) Bl J0 NOABATA Ha ACHA
KpPBB B H3npaKHEHMS, KOrard XspBeHETo € 0T NPAROTO depBo (MOXKe Aa 3acerHe ao 1 Ha 100
NaNUeHTH).

NPHNIATBIM HIH MBPUORe (MOraT Aa 3acerHar 0 1 Ha 100 nauuedTH).

L TpeCKa C MYCKYIIHA CKOBAHOCT, MOBHILCHO H3NMOTABARS HIIH [JOHHXKeHO HHBO HA CHIHAHHETO
(3abonaBane, HapeyeHo ,,310Ka4YECTREH HERPONENTHYEH CHHAPOM™) (MOKe Ja 3acerde a0 1 Ha
10 000 nauuenTh),

. cnadocT, YYBCTBUTENHOCT WK GONKa B MYCKYNTHTE, 0cOGEHO ako B CBIIOTO BPEME He Ce JyBCTBATES
AoGpe, MMaTe BUCOka TeMIIEpaTypa HIH IOThbMHABaHE Ha ypuHata. Topa Moxe na Gble NPHYMHEHO
oT abHOpPMHG pa3pylIaBaHe Ha MYCKY/IHTe, KOeTO Moxe a Objle SKMBOTO3acTpallaBalLO 1 Ja
JoBeae Ko npobiemn ¢ 6x0penute (3abonasane, HapeyeHo pabpoMuonusa) (MOXKe fia 3acerHe Jo 1
Ha 10 000 maumenTy)

. YCKOpeH, HEPaBHOMEpEH ChpIeYeH PHTEM, IPHNAAaKe, KOHTC MOXE Aa
’KHBOTO3aCTPAINABAILINO CHCTOAHKE, H3BECTHO KaTo torsade de pointes
HOUIHYHHATE JIaHHU He MOoXe Na Oble HanpaseHa OleHKa).
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JpYra HeskelaHH peaknay

MHOTO HecTH HeXenaHH peakiiy (MOTaT Ja 3acerHar noeede o1 1 pa 10 nanmenTn);
® JHapUg

) raacHe

. rnasobonne

=

HeXenanu v {Morar n1a 3acerHar go 1 ua 10 nappierTH);
MYCKYJIHH CXBalllaHHs

yMopa

npobnemu cbe cbHg (GeackHue)

HaCcTUHKA

3ary0a Ha aneTuT

XamonKHaNuH (BIDKIaHe HIH YyBaHE Ha HELl, KOWTO Peailo He ChIEeCTBYRAT)
HeoOu4aliHA CHHUINE, BRTIOYUTENIHO KOIMApH

BE36yIa

arpecHBHO MOBELCHHE

NPHIOIIABAHE

BHEHE Ha CBAT

HOBPHILaHE

CTOMAIIeH AHCKOM$opT

oGpHE

cuplex

HEKOHTPONHPAHO H3IYCKAHe Ha yPHHA

Bonka

INONOMYKH (IOBHINEHA CKIOHHOCT KBM Nafiake ¥ Cay4al{HO HapaHABaHE)

HeyecTy HexeNaHl peakiH (MOraT Ja 3acerdar go 1 #a 100 naupeHTH);

. 3abaBeH CHPIieYeH PHTHM

. TIOBHIOEHH CTOHHOCTY Ha €H3MMA RPeaTHHKHHA3A B CepyMa

. TIPEKOMEPHO OTAeNAHE Ha CMOHKA

Pepnku Hexenagu d orar Ja 3acerdar 1o 1 Ha 1 000 n HTH):

. HapylieHa ChpAeyHa NPOBOAHMOCT (CHHOATPHANEH HAH ATPHOBEHTPHKYNApEH GMOK)
. CKOBAHOCT, TPEMEPEHE WK HEKOHTPOMHPAKH ABMKEHHAS, 0COOEHO Ha JTULIETO, €3UKa U KpaliHHiluTe

C BensrecTHa YecTOTa (OT HATMMHUTE AAHHW He MoXe a2 Opae HanpaeeHa OLeHka):

. TIPOMEHH B ChpedyHaTa AeiHOCT, KOHTO ce BHKAAT Ha elexTpoxapauorpama (EKT), HapeyeHu
»y&bIKeH QT nurepran™
NIOBHILIEHO THOU0, CBPEXCEKCYATHOCT
»11H3a" CHHAPOM (CBCTORHHE, BKIFOUYBALUI0 HEKOHTPONHPAHH CHKPAINEHHA Ha MYCKYTHTE C
Heo0RualiHo HaWlaHgHE Ha TANOTO M rNABaTa HA 0Ha CTPAHa)

CrofmaBane Ha HeXKeIAHHE PeaAKIHH
AKO NONYYHTe HAKAKBH HeXeTaHH JEKAPCTBEHH PeaklHH, yBeaoMeTe Bawny nexap uny dpapMaLest.

Toga BKIIOYBA BCHUKH BE3MOXHH HEOMHCAHH B Ta3H JHCTOBKA HEXeNaHH peaknyy. MoxeTe ¢bilo aa
ChobIIHTE HEXETaRH PEAKIIHYE AHPEKTHO 1upe3 U3mbaHuTeNHa aTeHIEA 110 JIeK
I'pyes” Ne 8, 1303 Codus, ten.; 02 8903417, yebeaiit: www.bda.bg.
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5. Kax aa chxpanasaTe fomenear

To3H JeKkapcTBen NPOAYKT He W3NCKBA CHEUMANHY YCHOBHS HA ChXPARHEHHE.
Ha ce chxpanaBa Ha MACTO, HEAOCTHIHO 34 JeLa.

He msnosssaiire Topa 1¢KapcTBO Cel cpoKa Ha FOJHOCT, 0T6eNM3aH BBPXY KAPTOHSHATA ONAKOBKA H
6nmcrepa cren ..l onen po:“. CpoKsT Ha NOJHOCT OTrOBapA Ha AOCHCAHHA AR OT NOCONSHHS Mecew,

He u3xpbpisiite neKapcTBATA B KAHANHM3AUMATA WK B KOHTeHHEpA 3a AoMAtIHK oTaaxsuy. [lonuTtaiite
Bawua ¢apmManeBT Kak Aa H3XBEPIATE JIEKAPCTBATA, KOKTO Béue He n3nonzsaTe. Tesu MepkH me
CIIOMOTHAT 33 OTIa3BaNe Ha OKONHATA Chefa.

6. Couibpxkadne @A OHSKOBKETA H IOOBIRATEIEA HAPOpMATEA

Kaxnpo coappxa Homenenr

- AKTHBHO BeillecTpo: 5 mg und 10 mg AOHeNe3WIOR XHAPOXIOPHA (KATO MOHOXHAPAT).

- Jpyru cbCTaBKH: NaKT033 MOHOXHAPAT, MEXPOKPHCTANINA ENYI03a, HAPEBHYHO HAIIECTE,
MATHE3NER CTEApAT.

Cuvcmas na mabaemuomo noxkpumue 3a puivupanu mabaemxu om 5 mg: Onaznpaii 6s/1: NOTHBUHKNOB
ATKOXON, THTAHOB JUOKCHT, Makporod 3350, tanx.

Covcmas va mabnemromo noxpumue 3a gurmupanu mabaemxu om 10 mg: Onanpaif XbAT: NOTARUMAIOB
AJIKOXOJ; TATAHOB JROKCHN; Makporon 3350; Tank; EIT xeNe3eH OKCHA,

Kaxk marnexna JIoHEOENT B KAKBO CHABPKA ONAKOBKATA

HoxenenT 5 mg ~ kpeIuTH, 6¢1H, ABORHOHINEKHATH GHIMHEPARY TabneTkd ¢ AMaMeTsp 7 mm, rpasupany
¢ “DZ 5” or ennaTa cTpana

Houenent 10 mg — kpwrird, 6nea0%kbATH, ABOHHON3NBEKHANY QHIMApaHu TabneTky ¢ AuamMeTsp 9 mm,
rpagHpann ¢ “DZ 10” ot egnara crpaHa

Onaxoexa

Loneyenm 5 mg dunmupanu mabnenxu:

- no 14 rabnerkn B Gimctep o1 PVC/AL mo 2 Giicrepa B onakoBKa
- no 10 Tabnerku B Gmacrep or PVC/Al; mo 3 6nmrcrepa B OYAKORKS
- no 28 tabneTkd B onakoBka 3a Tabnerkn or HDPE

- no 30 6pos B onakoska 3a Tabnerxu ot HDPE

Houeyenm 10 mg dwmupanu mabremuu:

- no 14 rabnetxu B 6nucrep ot PVC/AL no 2 6nucrepa B onakoska
- 1o 10 Tabnetku B 6imctep or PVC/AL no 3 Guncrepa B onaxoeka
- ne 28 Tabnerkn B onakoBxa 3a tabnerkd or HDPE

- no 30 TabreTkn B omakoBka 32 Tabaetvy ot HDPE

IIpuTemares HA paspemIeHHETo 34 YHoTpe6a H HPORIBOABTE N

IIpATekaTEN HA pa3pelieHHETO 34 YHOTpeGa
Tena Qapma EAJ]

ya, ,,Jli06a Bemnukona® Ne 8

1407 Codus

Bunrapus
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Ipomspognren

Actavis Ltd.,

BLBO016 Bulebe] Industrial Estate,
Zejtun ZTN 3000

Manta

JaTa Ha focheNR0 OpepasrAekIAne Ba JucToBKaTa 10/2022
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