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IIpowerere MRCTOBKATA NMPENY A2 3a[I0IHETE A2 B3EMATE TOBA JIEKAPCTRO!
3anazere TasH JIHCTOBKA. J10-KBCHO MOKE Ha ce HAIOXKH /12 5 POYETETE OTHOBO.

Axo He pasOupare HEINo, KOHCYJITApAiiTe ¢€ ¢ MeKyBaIuus CH JIeKap X (apMaueBT.
Topa nexapcTBO BY € NPSJIIMCAHO JIMTHO Ha Bac M HE TPAOBa fa ro Nasare Ha Apyrd. To
MOXXe Aa HM HaBpefHd AOPH M aK0 CHMIITTOMETE HM ¢4 IT000HA Ha BaIIyTe.

1. AME HA JIEKAPCTBEHUS ITPOAYKT
PREDOZONE 20 mg coated tablets
OPEAJO30H 20 mg o0BHTH TabNneTKR

2. KAYECTBEH U KOJIMMYECTBEH CHCTAB
Besxa Tabretxa cpmappixa: trimetazidine dihydrochleride, 20 mg.

ITomorman BemecTna:

ChpreBrHa: MEKPOKPHCTaHa Henynosa (Avicel pH 102), HpeABapUTEIHO
HENATHHH3HPAHO [apeBuTHO HANIECTE, MAHHATOI, IOBKJOH, [IENEPON, MATHE3HEB
creapar.

ObsuBKa: Eudragit E 100, Tank, Tutanues groxcus (E-171), vepser sxenesen oxcux (B-
172), nomaernner rmkon 6000.

3. IJEKAPCTBEHA ®@0PMA U KOJIMUYECTBO B OITAKOBKATA
ITPEJTO30H ce mpouzpexna nox dhopMara Ha 0OBHTH TaOIETKE B ONIAKOBKH,
ceabpxamy 60 TabneTkn.

4. IIPUTEKATEIJ HA PASPEINIEHHETO 3A YIIOTPEFA:
Ozone Laboratories LTD,

180 Tottenham Court Road, Queens House

W1 T 7PD, London, U.K.

IMPOU3BOIUTEL:

Laboratorios Belmac, S.A.
Poligono Malpica. Calle C 4 — 50016,
Zaragoza, Spain

5. PAPMAKOTEPAIIEBTHYHA I'PYIIA
IIPEAO30H npusanmexu XBM IPyIaTa IeKapcTBa, W3BECTHH KATO NepuhepHE
Ba30JHUIaTaTOPH.

6. TEPAIIEBTHYHH IIOKA3SAHUSA
TTPEJO30H ce u3noisea B:

o Kapmiomorms:
{IpoxpiDKUTENHO NedcHHE HAa HCXeMAIHa GoNecT Ha CBPIETO: NpOdHIaKTHKA Ha

AHFHHO3HE OPHECTHIM ¢ MOHOTEPAIHs HIIH IPH KOMONHUPAHO HpUAAraHe ¢ ,npyrﬁ-“ TEI

MIpenapary. S
e OPJI - zabongpanus i
JledeHue Ha KOXIE0-BeCTHOYIAPHEY NPOGHEMH OT HCXEMUICH nponsxo,c:, xatro

CBETOBBPTEK, IOYM B VIIIUTE, XHITOAKY3HT.



7. NPENYHOPEXAEHIST
Kora me Tpabsa na szemare IIPEXO30H:
IIpE CBPEXYYBCTBHTEIHOCT KBM JICKAPCTBEHOTO BEMECTBO MM HAKOE OT HOMOIHEKTE

BCHICCTBA.

Kora Tpabsa na Baamagare ¢ [IPEO30H:
Bmx pasmen: “BpemeHnOCT M KEpMERE”,

Bpemennoct i KppMene:

Koncyrrupaiite ce ¢ NIeKyBAIIEs CH JieKap My thapManieBTa IpeH A B3eMeTe TOBa

JIeKapcTBO!
Tpsbea ga n30sreate fa s3emare [IPEJO30H npes neprosa Ha 6peMeHEOCTTA.
IIponyKTsT MOYXKeE Ja ¢ BMON3BA CIIEA KATO JIeKapsT npeuerm CROTHOMICHHETO
HOJI32 PACK OT JICYEHUCTO C HETO.

Hopaxy nrca Ha Jauey 32 EKCKPENES B KhPMATa HE ce IPENOpHYEa o BPeMe Ha
KEpPMEHeE.

IModapane i paGora ¢ MAMIHEH:
JIexapcTBOTO He MOBIHSBA Te3H ACHHOCTH.

CromchK Ha NOMOIHEATE BEHIECTBA, O3HABAHETO HA KOUTO € 0T 3HAYeHne 3a
GesomanocTTa ¥ ePeKTABHOCTTA Ha MPONYKTA

ToBa HeKapcTBO CHABPIKA MIHIIEPOJI KATO IOMOMHIHO BEMIECTRO.

Toit Mo3xke fla npeE3BUKa riasobome, cToMamHa GoKa H JHAapH1.

BaaumopeilicTBrs ¢ APYTH AekapeTBa:

Koncynrapaiite ce ¢ JeKyBalus CH JieKap Wik GapMalesTa, ako B3eMAaTe HIH
HACKOPO CTe B3EMAIH JIPYry IEKapCTBa, BKIDOYHTENHO JIeKapcTRa 0e3 TeKapeko
OpEAIHACAHHAE.

Ilpenopruea ce ga ce H30ATRa €IHOBPEMEHHATA YOTpeba C HEKapCTBa, H3NONZBaHH
3a JICUCHHE Ha AENPECHS, H3BeCTHH kaTo MAO HExubnTOpH.

8. HH®OPMANUA OTHOCHO IIPABUJIATA 3A YHOTPBLA
JlosupoBKa

HPEJO30H ce npunara npe3 ycrara.

Hozata e egaa Tabnerka ot 20 mg ABa WK TPH ITETH JHEBHO.

Hawms Aa ynoTpe6a u opT HAa BhBEXIane:

Tabnerxute TpsAGBa 1a ce HPErTETHAT ¢ MAJIKO BOJIA IO BpeMe Ha XpaHeHe.
Cua3sgaliTe T30 yKasaHHs, OCBEH aKo IeKapar ve Bu npeannme wemo npyro. He
3abpassiiTe ia B3eMaTe AEKApCTBOTO CH.

Bammusit Jiekap e onpefelin NpoabIDKATEIHOCTTA Ha gedenne ¢ [IPEJIO30H. He
IpeKECBaiiTe IEYEHAETO, 3aIM0TO CHMITOMHETE MOXKE /2 C¢ TIOSBAT OTHOBO. :




Axo B3emere cBpbxao3a HPEO30H:
Hama cro0mmenns 3a ciy9ad Ha HETOKCHKAIHS,
VinToxcHKanMsITa MOXE A2 CE NPOSBH C MOHIKEHO apTepHaliHG Haidrare. B To3u crygait

IpﬂﬁBa Aa ce NPHIOKHE CHMIITOMATHIHO JICICHEE,

Axo 3a06pasuTe 12 B3emete IIPETO30H:

Bsemere ni03aTa KOJIKOTO & BE3MOXHO MO-PaH0. AKO OCTABA MAJKO BpeMe L0
ClIeqBamiarTa 03a, H34aKaiTe i 1 B3eMeTe Torasa.

He B3eMaiite fBoitna %03a, 32 1a KOMIIeHCHpate 3a0paBeHara.

EdexTh, KoHTO ce HOABABAT UPH NPEKBCBAHE HA JEICHHETO IIPEJO30H:
AKO HPEKBCHETE JISICHUETO MPEMH BPEMETO, IPENIHCARO OT JICKyBall¥s BY JIeKap,
3a00JIARAHETO MOXKE JIa ce TIOSIBH OTHOBO.

9. Bb3AMOXHH HiGKEJIAHY EGEKTH

Kaxro scemxu apyra nexaperea, IIPEAO30H Mosxe Ja mMa Hexenaun edexrd. Hma
. HKONKO CHOOINCHIS 32 CTOMAIHO-IPEBHHA HAPYIICHWS KaTo TAHeHe | IIOBpPBINAHE.

AKO IOy 9IHTe HAKAKBH APYTH HEXE/AHH PEAKIHY, KOWTO HE ¢4 OIHCAHI IIO-TOpE,

Tps0B2 Aa Ce KOHCYATHPATE C IEKyBAIAS CH lieKap WM dapManesra.

10. CHEITHAJTHA YCJIOBHS HA CHXPAHERME

Cexpanseaiime IIPEJJO30H na mecma, Kvoemo deyama He Mozam 0a 2o crmuzHaM U
oa zo eudam.

CrxpauspaliTe ro B OpHIHHAIHATA OIIAKOBKA,

CPOK HAI'OOHOCT:
2 rogann
He m3nonzgaiire [IPEJO30H crnex JlaTara Ha U3THYAHE Ha CPOKa Ha FOTHOCT,

oT0elI3ana BEPXY ONaKOBKaTa

HATA HA TIOCHENHA PEFAKITHS HA JINICTOBKATA
. HOumn, 2003



