JIncToBKka: HHpoOpMAaLHA 32 llﬂTpeﬁHTEJ:_lil c 2316 ?’ 18 -12- 2024
AbuparepoH 3entrBa 500 mg punMupanu TadieTkn . .
Abirateron Zentiva 500 mg film-coated tablets

abuparepoHOB auerar (abiraterone acetate)

[IpoueTeTe BHHMAaTE/IHO LAJIATA JIHCTOBKA, NPeIH Aa 3aN04YHeTe 1a NPHeMAaTe TOBA JIeKAPCTBO,
Thii KAaTO TH ChAbLPKA BaxkHa 3a Bac nugopmanus.
- 3ana3ere Ta3u JUCTOBKA. Moxe /1a ce HaJIOXKH Jia A TpoYeTeTe OTHOBO.

- AKO MMaTe HAKaKBH JIOMbJIHUTENIHH BBIPOCH, nonuTaite Bawusa nekap win ¢papmaresr.

- ToBa nekapcTBO € npeanucaHo JU4YHO Ha Bac. He ro npeorcrbnBaiTe Ha Apyru xopa. To Moxe
Jla UM HaBpeH, HE3aBUCUMO OT TOBA, Y€ TEXHUTE CUMIITOMU ca ChLUMTE KaTO Bawuure.

- AKO Nony4yuTe HAKAKBU HEXKEJIAHH JIEKAPCTBEHHU peakUMH, yBejaomere Baiuus nekap win
(¢apmaueBT. ToBa BKJIIOYBA U BCHUKH Bb3MO)KHU HEXKEJIAHU peaKkLIMK, HEOIMCAHH B Ta3H
JIMCTOBKA. BrkTe TOUKA 4.

KakBo cbaAbpKa Ta3H JIHCTOBKA

1. KakBo npeacrasisiBa AOMpaTepoH 3€HTHBA U 32 KAKBO C€ M3I10J13Ba
2 Kakso TpsaOBa aa 3Haere, npeau aa npueMere AOHpaTepoH 3€HTHBa
3 Kak na npuemare AbuparepoH 3eHTHBA

4. Bb3MOXKHH HEXKEJIAaHU peaKLIUH

5 Kak na cbxpaHsaBare AduparepoH 3eHTHBA

6 Cbabp)KaHUE HA OMAKOBKATa U JONMBJIHUTEIHA HHPOpMaLIUS

1. KaxkBo npeacrasiisiBa AOupaTepon 3eHTHBA H 32 KAKBO Ce H3M0J13Ba

AbupaTepoH 3eHTHBa ChAbpPKa JIEKapCTBO, HapeyeHo abupaTepoHoB auerat. Toi ce W3nos3Ba 3a
JIEYEHUETO Ha paK Ha MpocTaTara NMpy Bb3paCTHH MbXKe, KOUTO ce € pa3npOCTPaHHII U KbM JIPYTH YacTH
Ha TA10TO. AOHMpaTepOH 3eHTHBA criMpa NMPOU3BOACTBOTO HAa TECTOCTEPOH BbB Baiuusa opranussMm. ToBa
MOK€E Ja 3a0aBH pacTeka Ha paka Ha npocTrarara.

Koraro AbuparepoH 3eHTHBA Ce NpeAnUcBa B paHEH CTaJIMHA Ha 3a00J1sBaHETO, KOraTo TO BCE Ollle Cce

[MOBJIMSABA OT XOPMOHAJIHO JieueHHe, AOMpaTepoH 3€HTHUBA C€ MpUJlara 3aeJIHoO C JIeYeHHE, TTOHWKABALLIO
HHUBATa HA TECTOCTEPOH (aHAPOreH-AeNpPUBaLlMOHHA TEparus).

JlokaTo npueMare TOBa JieKapcTBO, BaluuaT Jiekap e By npeanuiue u Apyro JieKapcTBO, Hape4eHo
MPEeAHU30H WK NPEAHU30JIOH. Te UMaT 3a LieJ1 1a HAMAJIAT BEPOATHOCTTA OT MOBHLUIABAHE HA KPbBHOTO
Bu Hansrane, 3aabpp)KaHe Ha TEYHOCTH B OpraHU3Ma WiIH CI1a/IJaHE Ha HUBOTO HA €JIEMEHT, Hape4eH
KaJIMH, B KPBbBTA.

2. KaksBo TpaOBa 1a 3Haere, npean Aa npuemere AOHpaTepon 3enTuBa

He npuemaiite AOHpaTepon 3eHTHBA

- aKo CTe aJIeprH4yHH KbM aOMpaTEepOHOB aLeTaT HJIM KbM HAKOSl OT OCTAHAJIMTE ChCTaB
nekapcTBO (M30pOoeHH B TOYKa 6).

- aKo CTe )KeHa, 0c00eHO ako cTe OpeMeHHa. AOHpaTepoH 3eHTHBA € NpeaHa3Hay
CaMO OT MBXKe.

- aKO MMaTe TEeXKKO YBpeXKJ1aHe Ha YepHHUs 1po0.

- B KOMOMHauus ¢ Ra-223 (KOHTO ce M3MoJI3Ba 3a JICYEHHE Ha paK Ha NpocTaTara




He npueMaiiTe TOBa 1€KAPCTBO, aKO HAKOS OT NOPHHTE YCIOBHUA Ce OTHAcH 3a Bac. AKo He CTe CUrypHH
B HEWIO, KOHCYATHpaiTe ce ¢ Baiuug nekap win ¢papMaueBT rpeaM Aa NPHEMETE TORA JICKAPCTRO.

IIpeaynpexaenns U OpeANa3IHH MePKH

["'oBopeTe ¢ Bauinsa nexkap Win GpapManeBT NpEeaH Aa NPUEMETE TOBA JIEKAPCTBO:

- ako HMaTe yepHoapoGHu npobaeMu

- ako ca BM xazanH, ye MMaTe BHCOKO KPBBHO HANSAaHE WIH CHPACYHA HEOCTATHYHOCT, KK
HMCKH HHBA HA KAJIMH B KpbBTa (HMCKHMTE HMBA HA Kau# B KPbBTA MOTraT Aa MOBHILAT PHUCKA OT
npobieMH CBC CHPACUYHHSA PHTEM)

- aKO MMAaTe APYTH ChPACYHH WIH ChAOBH 3a00/19BaHNA

- AKO UMAaTe HEPABHOMEPEH WIH YCKOPEH ChPACUYCH PHTEM

- aKO MMaTe HEAOCTHI Ha BB3AYX

- axko MMare ObLP30 yBENHYaBaHE HA TETJIOTO

- aKO BMaTe NOAYBAHE Ha KpaKaTa, rJIe3eHUTE WIH CThlalaTa

- aKo CTe NnpueManyd B MHHAJIOTO JIEKAPCTBO, H3BECTHO KATO KETOKOHA30I1, 3@ paK Ha NpocTarara

- 34 HEOOXOAMMOCTTA 3 NMpHEMATE TOBA JIEKAPCTBO ¢ NPEIHW30H WIK BPESAHU3OIOH

- 332 BL3MOXKHHTE e(PEKTH BEPXY KOCTHTE BH

- aKO HMaTe NOBUILIEHH CTOHHOCTH Ha KpbBHATA 3axap.

"'oropere ¢ Bauma nexap, ako ca By ka3zanu, 4e nmate 3a00naBaHUA HA CBPLIETO H KPBBOHOCHHUTE
ChIOB€, BKIIIOUHTETHO NPOOAEeMH ChC ChPACHHHUS pUTHM (ApHTMHA) WIH aKO CTe JISKYBaHM ¢ Apyru
NIEKapCTBEHH NMPOAYKTH 38 T34 3a00ABaHuA.

I oBopeTte ¢ Baluus sekap, ako HMATE MOXKBATABAHE HA KOXATA WIH HA OYMTE, NOTbMHABAHE HA YPHHATA
WIH TEXKO rajleHe d MOBPDBILAHE, Thii KATO Te MOXE A4 Ca MPH3HALM WJIH CHMIITOMH Ha npobneMH ¢
yepHUa apob. Paako Moxe Ja Bb3HHKHE HEBB3MOXKHOCT Ha YepHUd Apod na GyHKIHOHMpaA (HapeueHo
OCTpa YepHOAPCOHa HEAOCTATBYHOCT), KOETO MOXKe Aa AOBEIE A0 CMBPT.

Moxe aa ce NoABH HAMATCHHE Ha 6posA Ha YEPBEHHTE KPBBHH KICTKH, NMOHIDKEHO JKEJIAHHE 38 CEKC
(mubuao), MycKynHa cnaboct W/win MycKyJHH GONKH.

AbuparepoH 3enTHBa He TpaOea na ce napa B KoMOHHauHA ¢ Ra-223, nopaay B3MOXKHO NOBHILICHHA
PHUCK OT CYYNBaHE Ha KOCT WIH CMLPT.

Ako ruianupare aa npuemare Ra-223 cnen neuenuero ¢ AbuparepoH 3eHTHBa H
NpeIHH3OH/IpeIHU3OJIOH, TO Bre TpaOBa na u3vakaTe 5 AHHM npeaH Aa 3anovHeTe neueHHeTo ¢ Ra-223.

AKO He CTe CHI'YPHH JaJiH HAKOE€ OT FOpHHTE ce oTHacH 3a Bac, koHcyrupaitre ce ¢ Bauius nekap win
¢dapMaLIeBT NMpeaH Ja 3alouHeTe NpUeMa Ha TOBA JIEKapCTBO.

KpbBHE H3C/IeABAHHS

AbGHpaTepoH 3eHTHBA MOXE 2a 3acerHe uepHus Bu npobd 6e3 na umare HukakBH cuMnToMu. Jlokaro
NpHEMAaTE TOBA JICKAPCTBO, BamusaT nekap e u3cieasa nepHoAHYHO KpbBTa By, 3a na crneau 3a
eBCHTYAIIHH epeKTH BhpXY YepHUsa Bu apob.

Jlena ¥ WOHOmMHA

Topa nekapcTBO He € npeAHa3sHa4YeHO 3a ynoTpeba npy aeua v oHowH. [lpu cnyqaiyo pd
AbGuparepoH 3eHTHBa OT AECTE WIM IOHOLIA, He3a0aBHO oTHAETE B OONHHIIA KATO B *
Bac, 3a na s nokaxere Ha Jiekaps B CIICIIHOTO OTACNICHHE.

LS

LevIITty

JApyra aexapcTBa H AOEparepon 3eHTHBA



ITocsBeTnaiite ce ¢ Bamusa nekap win dhapMaLeBT Npeay Ja MPHEMETE KAKBOTO H Ja € JIEKapCTRoO.

Hudopmupaiire Bainus nexap unu ¢gpapMaLeBT, ako [MPHEMATE, HACKOPO CTE NMPHEMAJTH HITH € BB3MOXHO
13 MpHEMaTe APYTH JieKapcTBa. Tosa e BaxKHO, 3amoTe AOHpaTepoH 3eHTHBA MOXe J1a 3aCH/IHU edexTa
Ha pelHLia JIEKAPCTBA, BKJIIOMHTETHO JJEKAPCTRA 33 ChPLETO, TPAHKBWIM3ATOPH, HAKOK JIEKAPCTBA 34
nnadeT, OWIKOBH IeKAPCTBA ( HAIp. XKWIT KAHTAPHOH) H ApYTH. BalmMAT iekap MOXKe Aa roxenae aa
NPOMEHH R03aTa Ha Te3H nekapcTra. ChIlo Taka, HAKOH JIEKAPCTBA MOTAaT Aa 3aCHIAT WIH HAMAJIAT
epextuTe Ha AGupaTepoH 3eHTHBa. ToBa MOXe Jia AOBEAE 4O HEXKENAHH peakuu Wi AGuparepoH
3eHTHBa Aa He AeicTBa TONKOBa nodpe, KONKoTo Tpabea.

AHJIpOreH-OTHEMAIllaTa TEPANHtA MOXKE Ja YBEJIHYH PHCKa OT NPOoONEMU CbC ChPICYHHUA PUTHM.

YBenoMere Bainns nekap, ako npueMare J1ekapCcTBa;

- U3MOA3BAHH 38 JICYCHHE Ha NMpobneMH Cbe ChpPASCYHHA PUTEM (HaNp. XHHMAWH, NPOKaUHAMM,
aMHOAGPOH H COTAJION);

- 33 KOHTO € H3BECTHO, Y€ YBEJIHUABAT PHCKA OT NPOGIEMH ChC CHPACYHMSA PHTHM [Hanp. METagoH
(v3anon3saH 3a ofnekyaBaHe Ha 6OJKaTa M KaTO CPEACTBO 32 JETOKCHKALMA TIPH
HapKO3aBHCHMOCT ), MOKCH}IOKCALMH (aHTHOHOTHK), AHTHNICHXOTHLIH (M3MON3BaHH ITPH
CEPHO3HH NICHXHYHH 3abonaBanus)].

["oBopeTe ¢ Bamus nexkap, ako rMpreMaTe HAKOH OT JieKapeTBara, W30poeHH ro-rope.

AOupaTepon 3eHTHBA ¢ XpaHA

Toga nekapcTBo He TpAOGBA a ce nMpuema ¢ xpaHa (Brxre Touka 3, "Kak na npuemarte Abuparepon
3eHTHBA™).

puemanero Ha AOUpaTepoH 3eHTHBA C XpaHa MOXeE N2 NPeAU3BHKA HEXKENaHH PeaKLIHH.

bpeMeanOCT B KhpMeHe

AOupaTepoH 3eHTHBA HE € NpeAHA3HaY€eH 3a yroTpeba npH KEeHH,

KenH, kouTo ca GpeMeHHH WIH € Bb3MOXKHO Jta ca OpeMeHHH, TpsOBa aa HOCAT PLKABHLIH, aKO Ce Hanara
Na AoKOocBaT WiH pabotaTt ¢ AGnparepoH 3eHTHBA.

ToBa nekapcTBO MOXe 13 NPUUYKUHM YBPEXAaHe Ha IU10Ja, aKO Ce [MPHEeMa OT KEHM, KOHTO ¢a OpeMEHHH.
AKO NIPaBHTE CEKC € XKEHA, KOATO MOke aa 3abpeMeHee, H3NOA3BaNHTE Npe3epBaTHB H APYT S(PEKTHBEH

METOJ 332 KOHTPOJI Ha paXKAaeMOCTTa.
AKO npaBHTe ceKkc ¢ OpemMeHHa XKeHa, H3MOJ3BaiTe NMpe3epBaTHB 3a 3alllMTa Ha ILTOAA.

lllopupane n pabora ¢ MAMHHH
Topa nexapcTBo He noBNUABa criocobHocTTa BH 32 togupane H pabora ¢ KHHCTPYMEHTH HWIH MAlUHHH.

AOnrparTepon 3eHTHBA CHABPKA JIAKTO32 H HATpHH
Axo Bawmat nekap Bu € kazan, ue vMaTe HENOHOCHMOCT KbM HAKOM 3aXapH, KOHCYNTHpaiTe ce ¢ Hero
NpeaM Aa 3anouHeTe NMPHEMA Ha TOBA JIeKapCTRO.

ToBa nekapcTBO ChABLPXKA 24 mg HaTpHil (OCHOBHA CHCTABKA Ha roTBapCcKaTa/Tparne3HaTa coll) BbB

BCRKa 103a oT ABe TabneTku ot 500 mg. Tosa KONHYECTBO € EKBHBAIEHTHO Ha 1% OT npenophUUTETHNA
MAaKCHMalleH JHEBeH XPAHHTEJICH NMPHEM Ha HATPHH 3a BB3PACTCH.

3.Kax a1a npuemare AGupatepon 3enruna

Buxary npuemaiiTe TOBa JIEKapCTBO TOMHO KakTo BH e Kazan Bawuar aekap.
Hello, nonutalite Bamus nekap Win ¢papMaLeBT.




KoJaxo aa npremMere
[IpenopbunrenHaTa ao3a € 1 000 mg (aBe Tabnerkn or 500 mg) BeAHEXK AHEBHO.,

IipreM Ha N1eKAPCTBOTO

[Ipuemalite neKapcTBOTO Mpe3 yCTaTa.

He npuemaitte AGupaTepoH 3esTHBa ¢ xpana. [IpueMbT Ha AOHpaTepoH 3eHTHBA C XpaHa MOXE Aa
AOBe/e AC YCBOSBaHE OT OPraHW3Ma Ha IIOBeYe OT JIEKapCTBOTO, OTKOJIKOTO € HEOOXOAMMO H TOBA MOXKE

Aa NPeAW3BHKa HEXKENaHU PEaKLIMH.

[Ipuemaiite Tabnerkure AGHpaTepoH 3eHTHBA KaTO €AMHHYHA 8033 BEOHbX AHEBHO Ha IN1aHo.
AOnparepon 3eHTHBa TpAOBaA 1a ce nmpHeMa NOHe Ba Yaca cjiell XpaHeHe U He Ce XpaHeTe MOHEe eHH
yac cieq npuema Ha AGHpaTepoH 3eHTHBa (BIDKTE TOuKa 2, “ AOHMpaTepoH 3eHTHBA ¢ XpaHa™).
['enTafire TabneTkure LENH C BOAA.

He uynere Tabnerkure.

AbOHpaTepoH 3eHTHBA CE NTPUEMA C JIEKAPCTBO, HAPEUEHO NPEAHH30H WK NpeAHH20m0H. [IpneMaiite
NPeAHU30H WIH NIPEAHH30IOH, TOYHO KakTO BM e kazan Bamuar nekap.

Bue Tpa0Ba aa npuemMare nMpeaHU3OH WIH NMPEAHUION0H BCEKH AeH, A0KATO npuemare Abuparepon
3eHTHBA.

Moxke Aa ce HaJlIOXH NPOMAHA B KOJTHYECTBOTO NMPEAHU3OH WIH NPEAHU30NIOH, KOETO NTpUeMaTe, aKo
MMATe CNESIRO CheToAHME. Bamuar nexap me Bu vHdopMHpa, ako Tpabsa ga mpomeHHuTe
KONMHYECTBOTO Ha rMpuemMansa oT Bac npeaHu3oH Wiy npeaHu3o0n0H. He cniupaiite npuema Ha
NpeAHHU30H WIM TPEIHN30JIOH, OCBEH ako Bamuar nexap He B kaxe.

BamnaT nexkap Moxke na By npeanuiie u Apyru nexkapcrsa, JOKaTo npHeMate AdSupaTepoH 3eHTHERA U
NPEeAHW3OH WM NTPEJHN3ONOH.

AKO cTe IpHeaR NoBe4e oT HeoOxoauMaTa 1038 AbEpaTepoH 3eHTHBA
AKO CT€ Npuean noeede oT HeoOXxoaumara no3a, HezabasHO ce KOHcyNTHpaiTe ¢ Bawug nekap win
oTuaere B bonnuua,

AKO ¢T¢ IPONYCHAJH A] NpHeMeTe AOHpaTepon 3¢HTHBA
AKo crte 3a0paBinu 1a npueMere AOUpaTepoH 3eHTHRA WIH MTPEAHHIOH, WIH NPEAHH30JIOH,
npoab/okeTe ¢ obuyaitHaTa CH J103a Ha clieABalli|A J€eH.

AKko cre 3abpaBuiM na npuemere AdHpaTepoH 3JeHTHRA WIH MPEeHH30H, HWIH NPEAHU30I0H MOBEYe OT
1 neH, He3abaBHO ce KOHCYJITHpaltTe ¢ Bawus Jekap.

Axo cTe cnpean npreMa Ha AGHpaTepon IenTHBA
He criupaidite npueMa Ha AGUpaTepoH 3eHTHBA WM NMPEAHA3OH, WIH NPEAHH30N0H, OCBEH ako BawusT

nexkap He By ¢ kasan.

AKO HMaTe HAKAKBH JOITHJIHUTEIIHK BBIIPOCH, CEBP3aHH ¢ YNOTpeOaTa Ha TORA JIEKAPCTBO, MOJIA
nonurakTe Bamus nekap nnu papMaLeBT.

4. Bb3MoXHH HeXeJIAHH PeaKIHH

KakTo BCHUYKH JIEKapCTBa, TOBA JICKAPCTBO MOXKE J1a IPEAH3BUKA HEXENaHM PEaKIIMH, BLITPEKH Y€ He
BCEKH M'H NOJTY4ABA.

Cnperte npueMa Ha AGHpaTepon 3eHTRBA H He3a0aABHO NOCETeTe JIEKAD, AKO
cleAHHTE CHMIOTOMH:

- Myckynna ¢1aboCcT, MYCKYJIHH NOTpenBaHUA KWIH chpuednene (naanura
MPH3HALH 3a HHCKO HHBO HA KAJIMA B KPDBBTA.



JApyra HexeJAHH PeaKNHA:

Muoro wecTn (MOXe Ja 3acerHar noseue ot 1 Ha 10 qyum):

- 3aabpKaHe Ha TCHHOCT B KpaKaTa WiH XOAWIATa

- Hucko HHBO Ha KanHi B KPBBTa

- [ToBHLIIERH YEPHOAPOOHH PYHKLIMOHAHH [TOKA3aTENH
- B#cOKO KPBEBHO HANSTaHE

- Mudexums Ha MAKOYHHTE IHTHILA

- Huapus

YecTn (Moxe na 3acerHart Ao | Ha 10 gymm):
-  Bucoku HMBa Ha Ma3HUHU B KPBLBTa
- bonka B repauTe, HEPABHOMEPEH ChpAeUeH MyJIC (MPEACLPAHO MBKAECHE), ChpAcYHa
HEAOCTATBYHOCT, YCKOPEHA ChpACYHA NEHHOCT
- TexxH HHPEKLMH, HAPEUEHH CENICHC
-  MpakTypH Ha KOCTH
-  HapyieHo XxpaHOCMHWIAHE
- Kpbs B ypHHaTa
- O6pus

HeuecTn (MOXxe na 3acerHar Ao 1 Ha 100 gywu):
- Tlpobaemu c ran6LOpeuHara xe3a (NMpodiieMH, CBBP3&HH CBC COMIMTE H BOXATA)
- HapylueH cbpaeyeH puToM (apuT™MuA)
- Myckynua cnabocer W/nunu MyckynHu 60ku

Peaxn (Moxe na 3acerHar go 1 na 1 000 oyum):
-  Bw3nanenue Ha 6enure apoboBe (HApHYAHO Ollle aJleprUyeH aJIBEOINT)
- HemB3MoXHOCT Ha yepHua Apob ga QyHKLUMOHHPa (HapHYaHO OLle OCTpa YepHOApoOHa
HEJOCTATHLYHOCT)

C HeH3BeCTHA UecTOTA (OT HUIMYHHTE KAHHHU He MOXe Ja Obae HanpaBeHa OLEHKA):
- Cwpaeuen yaap, npoMsHa B EKI - enexkrpokapanorpama (yaxbmpkasade Ha QT uHTepsana)
- TexXKH aIepruyHH peaKkilH ChC 3aTPYAHEHO NPEeNTblllaHe H AKIIAaHE, NOAYBAHE HA MHLIETO,
YCTHHTE, €3HKA WIH I'bPJIOTO WIH CHpOALL OOpHUB

3aryba Ha KOCTHA ThKaH MOJKe Jla HaCTbIIH [PH MBbXeE, JIEKYBaHH 3a paK Ha npocrarata. AGHparepoH
3eHTHBa B KOMOMHAINA ¢ MPeTHU3OH WIH MPEAHHU30IOH MOXKe J1a YBeH4H 3arybaTa Ha KOCTHa ThKaH.

Cro0mapane BEa HeXEAAHH PEAKIAN
AKO MOJyUHTe HAKAKBH HEXeJIaHH NeKapPCTBEHH peakiiHy, yBeaomete Bauing nexap van ¢papMalesT.
Tora BKIIOYBa BCHYKH BE3MOXKHH, HEOMTMCAHK B Ta3H JIMCTOBKA HEXENaHU peakiiun. Moxere cbino aa

ChOOILMTE HeXeNaHH peaKliMH AWPEKTHO Ype3 H3mbaHHTENHa arcHLUMA N0 JIeKapcTBaTa, yi. ,,JlaMaH
['pyen” Ne 8, 1303 Codmus, Ten.: +359 2 8903417, yebealft: www.bda.bg. Kato crobiiiaBare HexelaHH

peaklMK, MOXETe Jia JaJeTe CBOA MPUHOC 38 NOITy4aBaHE Ha NoBe4Ye HHGOPMALIHS OTHOCHO
be3onacHOCTT2 Ha TOBA JICKAPCTRO.

5. Kak na cxxpansBate AGapartepon 3enTHBa

Ha ce cpXpaHaBa Ha MACTO, HEAOCTLITHO 3a Jeua.

He u3non3paiiTe TOBa IEKApCTBO ClIE CPOKa Ha rOAHOCT, 0TOENna3aH BbpPXY
OyTunkure wunn 6nucrepa. CpoKET Ha FOAHOCT OTrOBapa Ha HOC/HEAHHS AeH &7 F



To3u nexkapcTBeH MPOAYKT HE H3HCKBA CMNCLIHAIHH YCIOBHA Ha ChXPAHECHHE.

He u3xBbprdifre IekapcTBaTa B KAHANM3ALMATA WIH B KOHTe#Hepa 3a AoMalllHH ornaasly. [lonuTaire
Bammsa dapMalieBT KaK 1a H3XBBPJIATE JICKAPCTBATa, KOMTO BEYE HE U3MON3BaTe. [ e3U MEpKH Lie
CTIOMOTHAT 34 Ona3BaHe Ha OKOJIHATA Cpefa.

6. CoabpxkaHHe HA ONAKOBKATA H AONBAHHTEIHA HHPOPMALIHS

Kakbo chabpxka AGHpaTepon 3enTusa

- AKTHBHOTO BEIIECTBO € a0HpaTepOHOB alleTaT.

- Beska pwiMupaHa tabnerka cpaepxa 300 mg abupareposos auerar.

- Jlpyrute CbCTABKH €a: NAKTO3a MOHOXHAPAT, MEKPOKPHCTATHA LIENTY/103a, KPOCKAPMEJ03a HAaTPHIA,
XHINPOMEO03a, HATPHEB NaypHICY(daT, CHIHLMEB JHOKCH, KOJIOHAEH O€3B0JAEH H MAarHE3HEB
creapar (14po Ha TabjeTkara); MOHBHHWIOB alKoXoul, THTAHOB auokcHA (E 171), makporon,
TallK, XKenezeH okcHi, uepser (E 172), xkeneaeH okena, uepen (E 172) (puamMoBo nokpuTHe).

Kak marnexna AOEpaTepon 3eHTHBA H KAKBO CHABPXA ONAKOBKATA

Aouparepon 3enTura 500 mg ca enuncoBruaHa NWIaBH GRIMHPaHH TabNETKH, ¢ ABIDKHHA
okosio 19 mm u wMpHHa okono 11 mm, ¢ BansOHaTo penedro osHaveHue “A7TN” ot enHara
ctpaHa H “500” ot npyrara cTpaHa.

Bcska onakoska ¢ 6nucrep ceabpxa 56, 56x1, 60 win 60x1 punmupanu tabnerku.

HIIH

Kpbrau, 6entn HDPE 6yTunku, cHabaeHH ¢ NONMHIIpONKIEHOBA 3aITyLIaIKa, 3allUTEeHa OT AeLAa.
Bcska xytia cpabpxa enHa 6ytwnka cec 60 Tabnerxu.

He BCHUKM BUAOBE OMNAKOBKM MOrar aa ObJaT IyCHATH B npoaaxoa.

IIpuTekaTen HA pa3peineHAETO 3a ynoTpeba
Zentiva k.s.

U kabelovny 130,

Dolni Mé&cholupy,

102 37, Prague 10,

Yewka penybnuka

IIpon3soanTen

Synthon Hispania, S.L., Spain

¢/ Castelld, 1, Sant Boi de Llobregat,
08830 Barcelona,

HUcnanusa

Synthon BV, the Netherlands: Synthon BV,
Microweg 22, 6545 CM Nijmegen,
Hunepnanpus

HaTa HA NOoC/IeAHO MpepA3rAekKIaHe HA JHCTOBKATA
09.07.2024 r.




