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Depakine chronosphere 500 mg modified-release granules in sachets

Nenaxkun xponocepn 500 mg rpaHy/n ¢ H3MEHEHO 0CBOOOXKAABAHE B
caimera

IMpenu na 3anoyHeTe Aa NMpUEMAaTe TOBA JIEKAPCTBO, [IPOYeTeTe BHAMATC/THO Ta3H JIMCTOBKA.
3anasere AMCTOBKaTa. MoOXe fja ce HaJIOXKH 1a 4 IPoYeTeTe OTHOBO,

AKO MMaTe JOTTLJIHHTENIHH BBIPOCH, MOJIS 3aJaifTe ' Ha CBOA JIeKap WIH GapMallesT.
ToBa JieKapcTBO € MpeANrcaHo JTMYHO Ha Bac u He Tpsa6GBa Aa ro npeaocrasATe Ha APYTH IAUA. To
MOJKE [Ja MM HaBPeAH, AOPH TEXHHTE CHMITTOMH fa ¢a ChIIHTe KaTo Bauure.

B Ta3u nucToBKa:

Kakeo npeacrasnaea enaxnu xporochepn 500 mg. 1 3a KakBo ce H3IOI3Ba
Ipenu na npueMere Jenakun xponocdepn S00 mg.

Kax na npuemare enakun xponocdepn 500 mg.

BB3MOXHH HeXKEJIAHH JIEKAPCTBEHH peaKiny

Covxpanenue Ha Jlenaxnn xporochepn 500 mg.

JlorrsJTHHTENMHA HHPOPMAaILHs
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1. KAKBO IPEJCTABJISIBA JENMAKHH XPOHOC®EPHU 500 mg H 3A
KAKBO CE H31I10JI3BA?

AXTHBHOTO BeinecTBO B llenakuu xponochepn 500 mg e HaTpHeB BAIIPOaT. J¢naknH
xponocdepn 500 mg. npMHAIUICKH KBM Ipyna JIeKapCcTBa 3a JICUCHHE Ha CIIHICTICHA.

TepaneBTHYHH NOKAZAHAA!

ToBa JIeKapCTBO € ITOKa3aHO 3a JIeYeHne Ha Pa3Ii9HH BHIOBE I'bPYOBE IIPH BB3PAcTHH H JiEIa.

2. TIPEJIN JA MIPHEMETE Jdenaxun xposocdepu 500 mg
Tosa nekapctso HE TPSBBA A CE U3IIOJI3BA B ciy4aii Ha:
yepHoApoOHO 3abonsBanHe, KaTO XCIATHT,

JIM9HA WIH (paMHITHA aHAMHE3a 33 TEXKO YepHOApoOHO 3a00NMBaHe, 0COOCHO ako € CBhpP3aHo
C JIGKapCTBa,

xoMOuHanus ¢ MEGIOKHH (JIeKapCTBO 3a JISUEeHNE Ha MaJlapus).

AaHHY 33 AIepPrid KbM BaIIIpOar, JHBAMIPOAT, BAIIPOMHU/, HJIH KEM HAKOE OT IOMOIHHATE
BEILECTBA,

yepHOApoOHa opdUpHA (HacIeACTBERO 3a00Ns1BaHe CBEP3aHO ¢ MAaTOJOIHIHO 00OpasyBaHe
Ha MUTMEHTH HapeueHH NOpPHPHUHH).

Tosa nexapcTBO He TpAOBaA a ce H3MOM3BA B KOMOMHAITHS ¢ JIAMOPTPHKHH, OCBEH aKO
HAMATE APYTH YKa3aHus OT CBOA JICKap.

AKO UMaTe CBMHEHHA, H3KIIOYHTETHO BRXHO € Ja MOTHPCUTE CHBET OT CBOA JICKAE

¢apManesT.

CnenuanHy IpeayTIpeXIACHUA



B HayanoTO Ha IEYEHHETO, 9ECTOTaTa Ha EPYOBETE MOXKE Ja C€ YBEIHYH, HJIM MOTaT Jia ce
OABAT JPYTH BH/IOBE I'bPYOBE: B TO3H Clydali, He3abaBHO ce KOHCYJITHpaiTe ChC CBOSA JIEKap.

B H3KTIOYHTEHO PEAKH CIIy9aH TOBA JIEKAPCTBO IIPEAU3IBHKBA YBpEKAaHE Ha
yepHHUA Jpod WM maHKpeaca, KOSTO MOXe Jia OBJe XKHBOTO3acTpallaBamIo 3a
MalHEHTA.

ToBa sBAEHHE Hall-4eCcTO BL3HAKBA NPE3 ITBPBHTE 6 Mecela OT JIEYCHHETO.
HezaGaBHO yBezoMeTe CBOA JIeKap aKko Bb3HUKHE HAKOH OT ClIETHHTE CHMITTOMH:
BHE3aIllHa YMOpa, 3aryda Ha aneTHT, OTNaHATOCT, CBHIIHBOCT,

NIOBTAPSAIIH Ce MOBPHINAaHUsA, CTOMAITHA OOJIKH,

NOBTOPHO BH3BPHIIAHE HA EMUNCITUYHATE NPHNAXBIH BBIPEKH IPABHIIHOTO
IMpoBeXAaHe HA JICUCHUETO.

Baumar nexap me pemn nanu € HeodxoauMo 1a By ce HanpaBAT KPbBHH
H3CJIeABAHAS, HWIH TpAOBa Aa ce CIIpe MM KOPUIHpa jedeHneTo Bu.

N3KmOYNTETHO BAXKHO €:

HUKOTa [1a HE CIIHpaTe IIpEEMaHeTo Ha JIEKapCTBOTO CH 6€3 MBEPBO J1a ce KOHCYNITHpare ChC
CBOA JIeKap, Jia CIIa3BaTe NPeAlHCaHuTe AO3H, PEIOBHO J1a ¢ IoJyarare Ha IIPEricau OT CBOA
nexap, KoiTo Moxe a B Ha3HaYl KPHBHH M3CIICABAHHA 33 IPOC/ICAABAHE HA
yepHOApPoOHaTa B ¢pyHKIHA, 0cOOEHO 110 BpeMe Ha ITEPBHTE MIECT MECCTIA OT JICYEHHETO.
Ka)XeTe Ha CBOA JIeKap 3a BCHYKH APYTH JICKapcTBa, KOHTO B3eMaTe, MaKap B OT BpEME Ha
BpeMe, BKIIOYHTENTHO M TAKKUBA, KOHTO C€ OTIycKaT 0e3 perenTa.

[Tpenna3nu Mepku IpH ynotpeda

[To BpeMe Ha JieYEeHHETO, AeaTa TpAOBa Aa N30ArBar Aa B3eMar JIeKapcTBa ChAbpKaIA
aCIIUpHH.

CrobmeTe Ha CBO4 JIEKap ako HMaTe HAKakBo 6B6peuHo 3abodBane.

AKo € HeoOX0auMO Aa ce MOAJI0XKHTE Ha XHPYPrEdHa olepanus, Cho0ImeTe Ha XUpypra u
aHECTE3HOJIOra, Y€ B3EMATE TOBA JIEKApCTBO.

Tt KaTo MPOAYKTHT MOXeE Ja IOBE/E A0 HaljaBaHe Ha TETJIO, 3a€IHO C NPOCICAIBAHETO HA
TernoTo BH, ce npenoprIBaT JHETHH MEPKH.

XpaHH A HAITUTKH
Toza nexapcTBo He TpsOBa /1 CE IPHEMA € rOPEINA XPaHa HITH HATATKH.

bpeMeHHOCT — KEpMEHE

YBezoMeTe CBoA JiEKap ako XenaeTe a 3abpeMeneere: HeoOX0AUMO € Jia ce MPOBEAE
cneruduuHO HabIMOOCHHUE.

B ciyuaif Ha GpeMEHHOCT, MOXe a ce HAJIOXM KOPEKIUs Ha ieueHreTo Bu. BaxHo € na He
criMparte Ja B3eMaTe TOBA JIEKapCTBO, T KaTo € HaINIE OIIaCHOCT OT B300HOBABaHE Ha
I'EpUOBETE, KOMTO MOTaT Jia C€ OTpa3sAT HeOIaronpusaTHO BpXy Bac wim nerero Bu.

[Tpu paxxZaHeTO ImMe ce HayloXKH BHHMATENHO Habmomenne Ha bebeto Bu.

AKO Xenaere 1a KBpMHTE, YBEAOMETE JIeKaps, Y€ B3eMaTe TOBA JIEKaApCTBO.

[Ilodupane u paboTta ¢ MalllHHH:

OIACHO Jia modupare WM aa paboTHTE ¢ MOTECHIHATHO ONIACHH MAIIIHHH.
OcBeH T0Ba, JEKapCTBOTO MOXeE J1a TPpeAU3BHKA CHHIIMBOCT, 0COOEHO KOoraTo fe

KoMOHHANM ¢ JIPYTH JIEKApCTBA ACHCTRAINM BEPXY IIEHTPATHATA HEPBHA CHG =




HaMa oTHOIIEHHE.

l'lpnemane HIIH ynomeﬁa Ha npym nexapcma

VYnotpebara Ha MepJIOKHH (JIEKapcTBO 32 JICYCHHE Ha MATAPHA) € MPOTHBONIOKa3aHa IPe3
IJIOTO BpeME Ha JIEYEHUETO. |

Mo, cpo011eTe Ha CBOA JIeKap Wi ¢GapMaieBT ako IIpHeMaTe I HaCKOpO CTE NpHEMalH
IpYTH JIEKapCTBa, BKIIIOYKXTETHO H TakuBa Oe3 penenTa.

3. Kak na npaemate Jlenaknn xponocdepn 300 mg

Tenaxun Xxporochepu Tp2OBa Aa ce NMpHEMa IIOCHIIAH B MEKa XpaHa WIH HallHTKa, KOHTO ca
CTY/IeHH HJIHK CBC CTaliHa TeMieparypa (KHCelo MIIFKO, IIOPTOKANOB COK, INIOOBO IIOPE, U
Imp.).

Tlenaxue xpoHocdepH He Tpa6Ba Ja ce ynorpebgBa ¢ ropemma XpaHa WK HAIATKH (Cyma,
xade, 1aii, 4 mp.).

TlenaxuH xpoHOChEpH He TpAOBA la ce MpHNara ¢ IIHINE 3a XpaHeHe ¢ OubepoH, THH KaTo
IpaHyJIETEe MOTAT /a 3amymar 6uOepoHa.

Koraro JlenakuH XpoHocdepH ce NpHeMa ¢ TEYHOCTH, IPEIOPHYATENHO € Yamara a Ce
H3IUTIaKHE ¢ MAJIKO BOJA M Ta3H BOJa J1a ce H3IMe, ThH KaTo rpaHyIHTe MOraT Jia ITOJICMHAT 11O
YaInara.

CmecTa Tp26Ba BHHATH Jja Ce NOITblIA Hanpaso, 6e3 cAbBKBaHe. T4 He TpsaOBa f1a ce
ChXpaHsBa 32 ynoTpeda B MO-KbCCH MOMEHT.

3a menUTe Ha MPoLieca Ha H3MEHEHO 0cBOo0OXK/AaBaHe H IIOpaii IPHpOJaTa Ha [IOMOLTHHTE
BEIIECTBA B JIEKapcTBeHaTa GopMa, CBEP3BAIIOTO BEMECTBO HA TPaHyNIUTE He ce abcopOupa
OT XpaHOCMHJIATEIHATA CHCTEMA; TO C€ eTHMHHAPA Ipe3 H3NPAKHEHAATA CIIE/ KATO CC
0cB00OJIAT AKTHBHUTE BCINECTBA,

HeobxoaurMaTa ao03a ce onpenaensa or Bamms nexap. OnpenessiHeTo ¢ H3BBPIIBA CTPOro
HHIABHAIYAJHO.

PenoBHO B3eMaiiTe JIEKapCTBOTO CH; HE IIPOMEHANTE TepanusiTa H He A IpeKpaTsBakTe
BHe3anHo 06€3 Ja ¢¢ KOHCYJNTHpaHTe C JICKapd CH.

CnassaiiTe CTPHKTHO NpEeIIUCAHHUATA HA CBOA JIEKap.

pBB ycTaTa.

JIexapcTBOTO ¢€ MPEEMa BEAHBXK HITH JIBA ITBTH JHEBHO, 33 NPEANIOYHTAHE IO BPEME Ha
XpaHCHe.
CrnaspaiiTe CTPHKTHO NpESAIIMCAHHATA Ha CBOS JIEKap.

Hzxmomemm BAXKHO € Ja CrIa3BaTe NPeaUCAHNTE JO3UPOBKA H MMPOIBIDKHTL
neuenuero. [To-cnenuamso, He TPIOBa Ja CIHpaTe JICYCHUETO CH 0€3 Ja ce KOF
neKaps CH.

CnazBaliTe CTPHKTHO NPEANUCAHUATA HA CBOA JICKAP.



AKO npHeMeTe NMO-TOJIAMO OT He0OXOAUMOTO KoymdecTBO JlemakuH XpoHOC(HEPH ¢ H3MEHEHO
oceoboxnapane: HezabaBHO ce CBBpXKETE C JIeKap, (papMaleBT WK 3BEHO 3a CIEINHA
MEIULIMHCKA ITOMOILIL.

AKO c€ CETHTE CKOpO CJIE/l HaCpO4EHOTO BpEMe, IpHEMeTe A03aTa KaKTo OOHKHOBEHO.
AKoO ce ceTUTe MaJIKO NpEH CeABaIara 1034, He yABosBaiTe qo3ara.
AKO TIpOIIyCHETE a B3eMeTe HAKOJKO JO03H, He3aDaBHO Ce CBEPIKETE ChC CBOS JIEKap.
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SIBNeHMs, KOMTO MOTaT Jja Bh3HEKHAT KOTraTo jIe4eHHETO ¢ JleNmakHH rpaHyIH ¢ H3MEHEHO
0cBOOOXKIaBaHE CE MPEKPATH:

Jleuenrero TpaOBa Aa ce cIHpa IIOCTENICHHO. BRE3aIHOTO NpeKpaTaBaHe Ha JICICHACTO (M
3HAYUTETHOTO HAMAIBAHE HA IO3HTE) MOXKE A NPEeIH3BHKA BE300HOBABAHE HA I'HPYOBETE.

4. Bb3MOXKHH HEXEJIAHH JIEKAPCTBEHH PeaKIMH

KakTo BCHUYKHE JIeKapcTBa, Jlenakun rpaHyid ¢ H3MEHEHO oCcBOOOXKIaBaHe MOXe Ja
IpeAM3BUKA HEXKEJIaHH JIEKApCTBCHH PeakLMH,

B H3KII0YMTENIHO peAKH CITy4ad, YBpeXKIaHHA Ha YepHHA apod U nmaHkpeaca, KOHTO Ouxa
MOTJIH Jia ¢a TeXKH (BXK. ,,ClCIHATHN NPEeaYIIPEXKICHUS ).

["apgene, moBppbinane, croMantHy GONKH, JHapHs (B Ra9al0TO HA JICYEHHETO), BPEMEHHO
onaaBaHe Ha KOCATa, J€KO TPENepeHe Ha PhIETE, CHHIMBOCT: TE3H ABJIICHHS Ca BPEMCHHH, HO
BBIIPEKH TOBA MOTAT Jia HAJIOXKAT KOPEKLMA Ha A03aTa oT Bamms nexap.

MeHcTpyaTHH HapyIIeHUs, HA/[[aBaHE HA TErO.

Hapymenusa Ha Cb3HAaHHETO, KOUTO MOTAT Ja €& H30JHpaHH HITH CBLP3aHH ¢ TJIaChK Ha
eNWISNTRYHATE NMPUCTLIM, I1aBobonne,

Br3auxsane Ha cntabo KppBeHE (HOC, BEHIH, U 1p.). ToBa Tpa6Ba 6bp30 Aa Obae croOIneHo
Ha Bammms nekap, KodTO MOXKE 12 Ha3Ha4Y¥ KPBBHH H3CJIENBAHHA, Thil KaTO ca H3BECTHH
CIIydad Ha KPbBHU HapYIICHHS.

[TaTonoruyHu pesyaTaTH OT KPHBHHTE H3CIeABAaHAA: HaMalleH 6poil TpoMOonuTH, Oemm
KPBBHH KiIeTKH WiH ¢uOpuHoreH. Hamanasane Ha Oposa MJIM IpOMSHA B pasMepa Ha
YCpBEHUTE KPBBHH KIETKH. [I[pOABIDKHTENHO BpeMe Ha KbPBEHE H BHCOKH aMOHHMEBH HHBA.
B penxu ciydau, TpenepeHe, MyCKyJIHa CKOBAHOCT, KpaMIIH, 3aTPyAHECHHE IIPH H3BBPIIBaHE
Ha ABHOKCHUSA HWIH IATOJIOrHYHH IBH)KCHHA.

B MHOT0 peaKu ciTy9an: KOTHHTHBHHM HapyIIEHHS ¢ IIporpecupaln Xon (HapyIlIcHHA B
NMaMeTTa WK BHUMAHKETO, 00BPKAHOCT, NE30PHEHTALN) HATIAran(! MEHITUHCKY IIPErJIeN.
Onncany ¢a H3KMIOYUTEIHO PEIKHE cliydad Ha OBOpeuHH HapyIICHHS H YIIHU YBPE)KIaHUA.
Br3HHKBaHe Ha IIHPOKO PaspocTpaHeH 00pUB 10 TAI0TO. B M3KMOUNTENHE CiTy9an TOBa
MOJXeE J1a € IPHAPYXEHO OT MEXYPH U 00eNBaHe Ha KOXKATa, BUCOKA TEMIIEpaTypa, €pPO3UH B
YCTaTa RN 110 FreHMTalINHTe, Hajlaraly HEOT/IOKHA MCOHIHHCKA ITOMOTII,

MBHoro peaxu ciyuad Ha OTOLM (ITOAyBaHe Ha XOOWIaTa WM KpaKarta).

AKo 3afenexuTe KAKBATO U J1a € HEXEJIAHE PEaKIMH, KOUTO HE ¢a CIIOMECHATH B Ta3H
JHCTOBKA, MOJIS cHOOMIEeTE Ha CBOA Jiexap nim ¢dapMalesr.

5. Coxpanenune ua Jlenakun xponocepn 500 mg .

Jla ce cexpaHsBa npu TeMneparypa nog 25° C

Ila ce cbxpaHsBa B OpHrHHAIIHATA ONAKOBKA € I1CJI Ja C€ 3aras3H OT Blara
Jla He ce chXpaHsaBa B XJIAAHIHHK H a HE ¢ 3aMpa3fBa.

Ha ce cpxpaHfaBa Ha MACTO HEAOCTHITHO 32 ACHa.




Jla He ce U3MOo3Ba /e ] H3THYAaHEe CPOKa Ha FTOAHOCT YKa3aH BEPXY OaKOBKara.
He u3nonspatite JIEIIAKHH rpasymm ¢ u3amereHo ocBoboxgaBaHe,ako 3adenexure, Je
HSIKOY I'PaRyJIM Ca CTOIICHH WIH 3aJICHAIN MOMEXIY CH.

6. IOITbJIHUTEJIHA HTHOOPMAIINA

OapManeBTHYEA GOPMA H CHABPKAHHE

Topa nexapcTBo € noa ¢popMaTa Ha IpaHyJIH ¢ H3MEHEHO 0CBOOOXKIaBaHEe B CallleTa, B KYTHH
ot 30 u 50 6p.

Ceaepxanne Ha 1 came:

Hatpues Banmnpoar 500,00 mg:

noa ¢opMaTa Ha HATpHEB Bammpoar. — 333,33 mg
H BAIIIPOEeBa KucenuHa — 145,14 mg

[ToOMOIIHH BeIEeCTBA:
[Tapadun, TBBPA; IIHIIEPOJIOB AHOEXEHAT; CHIIHLIMEB JUOKCHI, KOMONACH XHApPAaTHpaH.

MME H AIPEC HA IIPRTEXATEJIA HA PASPEIIIEHHUETO 3A YIIOTPEBA

CAHO®H -ABEHTHC BBJII'APHUA EOOA
1303 Codus, 6yn. An.Crambonmiicku 103 - benrapus

IIpon3BoaATe]

SANOFI WINTHORP INDUSTRIE
196, avenue du Marechal Juin
45200 AMILLY - ®panuus
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