MH®@OPMAININA 3A NMAODHEHTA

1. OIIMMCAHUWE HA JJEKAPCTBOTO

a) HUME-

ERCEFURYL 200 mg

EPITEQYPUII 200 mr

0) KO/MYECTBEH 1 KAUECTBEH CHhCTAB
Hudypokcasuay 200 mr.

TioMOIIHK BermecTBa:

Cyxpoza 72.0 mr.

Marge3neB cTeapart 1.8 wr.

ITImenrdeE0 GpainHO 88.0 mr

Cherap Ha OOBHBKATA HA KallCyNlaTa: JKeJIATHH, THTaHAEB OEokcEn (E 171), ®bIT
xenesen okcup (E 172)

B) JIEKAPCTBEHA ©OPMA
Kancyng

r) DAPMAKOTEPAIIEBTUYHA I'PYIIA

Hudypokcasan
HpeBHO IPOTHEBOOAKTEPHATHO CPEXCTBO
(A: XpagOCMmIIATENIHA CHCTEMA B MeTabonn3BM)

2. KOI'A TPABEBA A W3TIOJ3BATE TOBA JTEKAPCTBO

ToBa JIekapcTBO e MpegHA3HAYEHO 3a JieUeHHE Ha OcTpa JHApHd OT OakTepHancH
-IPOB3XON OPH Bh3PacTHH U Jena Bal 12 rofAHIEa BE3PacT.

JleueHEeTO He 3aMecTBa HHETATa M PEXEApATAlEsd, OpHEM Ha TCYHOCTH IpH
HE0DXOAHMOCT.

3. BHUMAHWE

a) KOT'A HE TPHBBA JA CE M3TIOJI3BA TOBA TEKAPCTBO

Topa nexapcTBo He TpsbBa Aa ce H3NOJI3BA B CiIydail Ha CbIIECTBYBAamla ajieprEs KbM
OPOH3BOAHA HA EAETPODYPAH HIIE KbM HIKOS OT ChCTaBKHTE Ha Openapara.

TiPYi CbMHEHHE, CE OBBPHETE 3A CHBET K'bM BAIIVLS JIEKAP.

0) CIIEITUAJIHI HIPEAYTIPEXEHMA

* Begmara Tpabsa fa ce KOHCYATHpPATe C eKap B CIEHHHETE CIIyYan:
- ako 2 JHH cJieH JICYeHHEETO HAMa HoJoOpeHAe B CHMOTOMHETE

- [pH HalAYHAe Ha HapynieHo 000 chCTOSHHE, TPecKa HIE NOBPBINAH
- HaNW4H@e Ha KPbB HNIHA CIIY3 B H3NpaXHEHAATA
- 3acWieHa JKaXJa H CyX0Ta B yecraTa. ToBa ca OpH3HAL




mEapEsTa. B To3n cnydall BamuAt Aekap MoOXe fa Opeanesd HeoOXomEMOCTTa OT
pexAapaTanyd, Ype3 HepopaiiHo Wik BETPABEHO3HO IPHIOKEHEE.
Voorpebata Ea KaOcyJid ¢ OpOTHEBONOKAa3aga MpH feda nox 12 rofriliaa Be3pacT.

B) IMPEAINASHNY MEPKU ITPHA YVIIOTPEBA

Topa nedeHre ¢ FONBJIHEHHES KbM MEDKATE 38 JHUETA.

- [2 ce UEST MHOTO TEYHOCTH (CIafKA WA COJICHH HAaNHTKH), 3a fa ¢6 KOMHGHCHDA
sarybata Ha TEYHOCTH, p@WUYHAEEHA OT HEApHATa (CPENHOTO KOMHYECTBO BOJA 3a
BB3PACTHA € [ABa JIATPA);

- Ja ce HpOSBJUKA XpaHEGHETO IO BPEMeE Ha pa3CTPOHCTBO:

* E3KIIOUBAMKHA HIKOH BHAOBE XpaEH, OCOOEHO CYPOBH IUIOJOBE H 3€JICHYYNH,
CaiaTH, 3¢JICHR 3eIeHYyNH, NAKAHRTHA XpaHy B 3aMpa3eHd XpaBEA WK HaluTKH,
*33 OPEANOYHTAHE Ca SCTHA HA CKapa, OpH3

TIPYI CBMHEHHE CE OEBPHETE 3A CHBET KBM BAIIA JIEKAP.
r) JIEKAPCTBEHU U JPYI'U B3AUMOJENCTBUSA

34 J{A CE H3BEIHAT BB3MOXHH B3AHMONEHCTBHSA IIPH B3HMAHETO
HA [IOBEYE OT EJHO JEKAPCTBO, 34 BCHAKOC JPYI'O JEYEHHE, KOETO
IIPOBEJXJIATE TPABBA PEJOBHO A HHOOPMHUPATE BAIIHA JIEKAP HJIH
DAPMAIIEBT.

) BPEMEHHOCT HH KbPMEHE
He TpabBa Oa ce H3I03Ba HUMYPOKCa3Hy MO BpeMe Ha OPEMEHEOCT H KEDMEHE.

e) BIIAHWE BBPXY CIIOCOBHOCTITA 3A IMOPHPAHE M PALOTA C
MAIIHA

JlexkapcTBOTO HE OKasBa BIHESEAE BBPXY CHOCOOHOCTTA 33 modmpaHe H padoTa c
MAanTAEHA.

4. HAYHWH HA VITOTPEBA

a)  JIO3HPOBKA .

CunazgaiiTe TOYHO OpeAOAcaHATa OT JIEKyBaInad BHE jlekap HO3EPOBKA.

BB3PACTHU W OAELIA HAX 12 TOOMHI.

HozHpopkara 3a Bp3pacTHH €: 1 xancyna (200 Mr) no 4 IbTH JHEBHO.
Jena napg 12 ropunu: or Tpu ety 0o 1 xancyna (200 Mr) mo werupy I¥bTH IO 1 Kancyna
(200 mr) mresHo, ToecT ot 600 mr go 800 Mr gHEBHO.

) HAYHMH HA VIIOTPEBA

TIpwema ce npes ycraTa.
KancyIaTe ce DOLJIBIIAT ¢ Yalla BOOA.

B) IMPOABJEKXUTEIIHOCT HA YIIOTPEBA

[poxs/mKATENHOCTTA Ba yOoTpeba e orpagnycHa A0 7 OHH.
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r) MEPKU B CJIVUAI HA IPENO3HUPAHE
B ciyuall HEa morjsinaHe Ha DOBEYE TabJIeTKA e HeobX0OEMO He3aDaBHO O3 YBEOOMHTE
JNexypamusa Ba nexap.

5. HEXEJNAHW JEKAPCTBEHY PEAKITTHWNA

TOBA JIEKAPCTBO ITPH HAKOH XOPA MOMXE JJA JOBEJE JO ITOBEYE HJTH
HHO-MAJIKO HEXFEJIAHH JIEKAPCTBEHH PEAKITHH.

- BB3MOXEE Ca alepTAYHHE PEakOHA — KOXHE OOpHBH, YPTHKApHS, OTOK Ha JIMOETO
HfE1a KIenaunTe, e3EKa, aJICPTHUSH HOK.

MOJIA VBEINOMETE BAIIMS JIEKAP WM ®APMALIEBT 3A BCIKA
HEXEJIAHA JIEKAPCTBEHA PEAKIII, BKIJIIOYUTEIIHO u
HECIIOMEHATA B TA3I1 JIMCTOBKA.

6. CBbXPAHEHHWUE
a) Ba He Gt W3MOM3Ba cllef H3THYAHe CPOKa Ha TOOHOCT, OTDENS3aH BHPXY BHHIUEATA

OOaKOBKa
Ha ce chxpansBa Ha mecTa, HeIOCTHIHM 33 fena.

©) CITEITAAJIHV MEPKUY I'TPYi CEXPAHEHHE
Hama

7. AME U AAPEC HA ITIPUTEXATEJISI HA PASPENIEHUETO 3A YIHIOTPEBA
Sanofi-Synthelabo France

174, avenue de France
75013 Paris, France

8. IIPOMU3BOOUTEI
SYNTHELABO GROUPE
6, Boulevard de I'Enrope
21800 QUETIGNY
France

VOpasieERE:

SYNTHELABO GROUPE

22 Avenue Galilee

92350 LE PLESSIS ROBINSON
FRANCE

9. JIaTta Ha MOCNEAHATA pPeJaKIusa HA TeKCra
Cenremspa 2001




