JIncroBka: Hudopmanns 3a norpeduTes ; QOIOBP- .

Depakine chronosphere 1000 mg modified-release granules in sachets

Jenaxun xporHocdepn 1000 mg rpanynan ¢ H3MeHeHO 0cBOGOKIaBaHE B
camerTa

[Ipeau na 3anoyHeTe Aa MpHeMaTe TOBA JIEKAPCTBO, MPOYETETe BHUMATENHO Ta3H JIMCTOBKA.
Jamazere McroBKaTa. Moxe Ja ce HAIOXKH Jia A MpoUYeTeTe OTHOBO.

AKO HMaTe AOITBITHHTE/THH BBIPOCH, MOJIA 3ajaifTe TH Ha CBOA JIEKAP HJIH (hapMaLIeBT.
ToBa JIeKapCcTBO € MpeANHCcaHo JINYHO Ha Bac 1 He Tpa0Ba aa ro npeaocTasare Ha Apyru amua. To
MOX€e 1a HM HaBpeOH, NOPH TEXHUTE CHMITTOMH Za Ca CHIIHTE kaTo Bamure.

B Ta3u 1HCTOBKA:

Kaxso nipeacrasiiea Jienaxnn xponochpepn 1000 mg. 1 3a kakBo ce H3mon3Bea
ITIpenu na mpuemete Jdenaknn xponocdepn 1000 mg,

Kak na npuemare [lenaxknn xpoaochepn 1000 mg.

BB3MOXHH HEXEJAHH JIGKAPCTBEHH pPeaKiliH

Croxpanenune Ha Jlenakrn xporochepn 1000 mg.

JombeanuTreHa nHGOpMaLus
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1. KAKBOIIPEACTABJSIBA AEINNTAKHH XPOHOC®EPH 1000 mg H 3A
KAKBO CE H3110JI3BA?

AxTiBHOTO BelecTBO B Jenaxkun xponocgepn 1000 mg e Harpues pannpoar. [enakan
xponocdepn 1000 mg. npuHaUIEKH KBM IPyTia JIEKApCTBA 34 JISUSHHE Ha eNUICIICH.

Tepanen'mtmu NNOKA3IAHHA.

Toga JICKAPCTBO € [TOKA34aHO 34 JICYCHHUC Ha PAa3/IMYHH BHAOBC I'bPDYOBC IIPH BB3PAaCTHH H ACIIA.

2. IPEAA JA ITPHEMETE Jdenaxun xpornochepnl1000 mg

Tosa nexkapcteo HE TPSIBBA HA CE U3IIOJI3BA B cnyuaii Ha:

yepHOAPOOHO 33009BaHEe, KATO XEMAaTHT,

JTMYHA WIH PaMIITHA aHaMHe3a 33 TEXKO 4epHOApoOHO 3abonaBaHe, 0cobeHO ako € CBLEP3aHo
C JIEKapCTha,

KoMOuHAIHA ¢ MeIOKAH (JICKapCTBO 3a JIeUEHHE Ha MalapHi).

JAHHY 33 aJIcprust KbM BaJIIpOAaT, ZUBANIPOAT, BAMIPOMM, HIIH KbM HIKOE OT IOMOIIHUTE
BEIECTBA,

yepHOApoOHa nmopdpupua (HacaeACTBEHO 3ab0NiBaHe CBEP3aHO C IIATONOTMYIHO 00pa3yBaHe
HA IAIMEHTH Hape4YeHH NOpOUPHHH).

ToBa nekapcTBO He TpaOBa a ce H3M0M3Ba B KOMOHHALMA ¢ JIAMOPTPHKIH, OCBEH aKO
HAMATE JAPYTH YKa3aHHA OT CBOA JISKap.

AKxo HMaTe CBMHEHNA, H3KMOYNTETHO BAXHO € J1a IOTEPCUTE CHBET OT CBOA NEKaD HIH

¢apManesT.

CreunaiHu npexynpexacHus




B HavuaoTO Ha JIEYCHHETO, 9€CTOTATa Ha I'bPIOBETE MOXKE Ja CE YBEJIHYH, HIIH MOrar Ja c¢
NOABAT IPYTH BHIOBE I'bPYOBE: B TO3H CiIydal, He3a0aBHO ce KOHCYJNITHPAHTE CHC CBOS JIEKap.

B H3KIIOYHTETHO peaKH CIYYad TOBA JICKapCTBO MPEIU3BHKBA YBPE)KIAHE Ha
yepEHa Apof mm maHkpeaca, KOeTo Moke Ja O0bJie XXKHBOTO3acTpallaBalno 3a
MaNMEHTA.

Topa sBneHNEe HAW-9ECTO BE3HMKBA ITPE3 IBPBUTE 6 Mecella OT JICYCHHETO.
He3abaBHO yBeAOMETE CBOS JICKap aKO BE3HMKHE HAKOHN OT CIICAHHTE CHMIITOMM.
BHEe3allHa YMODa, 3aryba Ha aleTHT, OTHAaaHAIOCT, CHhHIIHBOCT,

MOBTAPAIIM ¢€ NOBPBIIAHUSA, CTOMANIHH 0O0JIKH,

MOBTOPHO BB3BPBIIAHE Ha CIMTHJICHTHIHHTE IIPUIIATBLH BEIPCKH TPABHITHOTO
MPOBEKAAHE HA JICYCHUETO.

BammaT ekap e pelnn JaaH € HeoOXoanuMo fa BH ce HanpaBAT KPBBHH
H3C/IeIBaHNS, HIH TpA0Ba Aa ce CIpe HIIH KOPHIupa JieueHHETO BH.

N3KmOYUTEIHO BAXKHO €:

HHUKOra Jia He CHHpaTe MPAEMAaHEeTO Ha JIEKApCTBOTO CH 0€3 ITBPBO J1a C& KOHCYNTHPATE ChC
CBOS JIEKAp, Ja ClIa3BaTe MpeAIIUCaHHTE JO3H, PEIOBHO Aa Ce MoIaraTe Ha Mperineiau OT CBOA
JeKap, KoiTo Moxke 1a By Ha3Ha4M KPBBHH H3CJIEABAHHA 32 MPOCICAABAHE HA
gepHOoApoOHaTa Bu pyHKIHA, 0cOOEHO M0 BpeMe Ha MEPBHTE IMECT MeCela OT ICUYCHHUETO.
KaXeTe Ha CBOsA JIeKap 3a BCHIKH APYTH JIEKapcTBa, KOMTO B3eMaTe, MaKap i OT BpEMe Ha
BpeMe, BKIIOYHTEHO H TaKABa, KOHTO C€ OTIycKaT Oe3 perenrta.

[Ipeana3sHu MepKH IIpHA ynoTpeda

[To BpeMe Ha €Y4eHHETO, HeraTa TpaOBa fa H30ArBaT Jia B3eMAT JICKapCTBa ChAbPXKaIlK
aCITHPHH.

CrobmeTe HA CBOS JIeKap ako HMaTe HAKakBo OB0pedno 3abosBane.

AKO e He0OX0IIMO [a ce MOMIOKATE Ha XUpyprudHa onepanus, cbodimere Ha XUpypra u
aHECTE3HOJIOTa, Ye B3eMaTe TOBA JICKapCTRO.

Twit kaTo IPOAYKTHET MOXKE Jia A0OBEAE A0 BaJiaBaHEe Ha TEIJOo, 3a¢IHO ¢ NPOCIeAABaHETO HA
TErNI0TO BH, ce npenophriBaT AHETHH MEPKH.

XpaHu 1 HAITHTKH

3

iy
'|l .....

PACMA pema XpaHa N1 HAIIUTKH.

YBeZoMeTe CBOs JIEKap ako XeJiaeTe Ja 3adpeMeHeeTe: HeoOX0AHMO € Aa ¢¢ MpoBene
cnenuuIHo HabMmOACHHE.

B ciyuaii Ha 6peMEREOCT, MOXeE 1a C€ HAJIOXKH KOPEKITHA Ha JieueHHeTo Bu. BaxHo ¢ na He
CIIMpaTe JIa B3EMaTe TOBA JIEKApPCTBO, Thif KaTO € HAIHILIE OaCHOCT OT BE300HOBABaHE Ha
I'sPYOBETE, KOHTO MOTAT JIa CE€ OTPas3AT HeOiaronpusaTHO BbpXy Bac umm netero Ba.

[Ipr paxxaaHeTo IIE ce HAIOXKH BHUMATeNHO Habmonenue Ha 6ebero Bu.

Axo xkeaere Ja KbPMHTE, YBEAOMETE JieKaps, 4€ B3eMaTe TOBA JIEKapCTBO.
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[Hodupane u pabota ¢ MalTUHM:
AKo 3abonsgBaHeTo BH He € OBIaAsHO, T.€. aKO NPOABIDKABATE 1A MOIyJaBaTe
OIacHO Aa modHpaTe WK Ja paboTHTE C MOTCHIHAIHO ONNaCHH MAIIHHH,
OcBeH TOBA, JIEKAPCTBOTO MOXE Jia MPeAN3BHKA CHHIMBOCT, 0COOEHO KOraro
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HsamMa oTHOHIEHHE.

[Tpnemane unu yrnoTpeda Ha IPYTH JICKApPCTBa:

Vnorpe6ata Ha MeIOKHH (IEKapCTBO 3a JICYEHHE HAa MAlaprs) € MPOTHBONOKA3aHa Mpe3
ISUIOTO BpEME Ha JICYCHHETO.

Momng, crofiere Ha ¢BOA JeKap WM GapMaleBT ako MpHeMaTe WIH HaCKOPO CTe MpHEeMalIH
IPYTH JIEKapCTBa, BKIIOYMTEHO H TaKuBa 6e3 perenTa.

3. Kak na npaemare Jdenakun xporocdepn 1000 mg

Jlenaxue XpoHOchepH TpaOBa Ja ce MPHEMa IIOCHITaH B MEKa XpaHa Wil HalUTKa, KOUTO Ca
CTYZICHH IJTH ChC CTalfHa TeMIepaTypa (Kucello MIIAKO, IIOPTOKAIOB COK, MII0JI0BO ITIOPE, 1
p.). |

Tenaxun xpoHochepd He Tpa6Ba Ja ce ynoTpeOsBa ¢ ropelia XpaHa Wil HalTATKH (cyma,
Kade, Jaii, 4 mp.).

Nenakau xporocdepu He TpAOBa Aa ce mpAara C MIHIIE 32 XpaHCHE C OonbepoH, THH KatTo
rpaHyJIATe MOTaT JAa 3aimymar 6ubepoHa.

Koraro Jlenakas Xxporocdepn ce pHeMa ¢ TeTHOCTH, NPCTIOPBYHTENHO € Jalmara Ja ce
M3IUIaKHE ¢ MATKO BOIA M Ta3H BOJA [ia Ce M3MMe, Thi KaTO rpaHyINTE Morart Ja HoJICIHAT 110
Jalmnara. |

CmecTa TpA6Ba BHHAIM Ja ce OINTBINa HANpaso, 6e3 cabBkBaHe. T4 HE TpsAOBa Ja ce
chXpaHiBa 3a ynorpeda B mo-KbCEH MOMEHT.

3a LeNHTE Ha Mpolieca Ha H3MEHeHo 0cBo00KIaBaHe H MOPaay NpHpoJaTa Ha IOMOINHHATC
BEIECTBA B JieKapcTBEHATa (popMa, CBEP3BAMIOTO BEIIECTBO HA TPAHYITATE HE CC abcopbupa
OT XpaHOCMIUIATENIHATA CHCTEMA; TO C€ €IMMHENPA YPE3 U3NPAXHECHUATA CNICA KaTo CC
ocB00OIAT aKTUBHHUTE BEIECTBA.

HeobxoaumMaTa qo3a ce onpenens oT Bamus nexap. OnpeaenaneTo ¢e H3BbpIIBa CTPOTO
HHIUBHAYATHO.

PenoBHO B3eMaiiTe JEKAapCTBOTO CH; HE IPOMECHANTE TCPAHATA K HE 5 mpeKpaTaBanTe
BHe3anHo 6e3 Aa ce KOHCYNTHpalTe ¢ IeKaps CH.

Criassaiite C e NHUCAHUATA HA CBOS JICKap.

JIexapcTBOTO Ce IIpHEMa BEAHEX WM /1Ba WHTH IHEBHO, 32 NPEATNIOHTAHE IO BpeM¢E Ha
XpaHEHe.
nasnaﬁ're

YHKTHO IPEAITACaHAATa HA CBOA JICKap.
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M3K/IOYATEIIHO BAXKHO € Ja CIIa3BaTe NpeaUcaHnTe JO3MPOBKA H MPOABDKHTCIHOCT Ha
neuenueto. [lo-crienuanHo, He TpAOBA 1a CIIAPATE JICICHACTO CH Oe3 Ja ce KOHCYJITHpaTe C
JIeKaps CH.

CriaspaiiTe CTPHKTHO HPEJNMCAHAATA HA CBOA JICKa

AKO IIPHEMETE IO-TOJIAMO OT HEOOXOIHMOTO KOIMIeCTBO JlenakuH XpOHOC
ocBoGoxnapane: He3za6aBHO ce CBBpXKETE C Jiekap, (papManeBT HiIH 3BEHO
MEXULIMHCKA ITOMOLIL,




Axo 3abpaBute n1a B3eMeTe Jlenaknan XpoHocdepH ¢ H3MEHEHO 0cBo0OOKaBaHe B camie:
AKO Ce CeTHTe CKOpPO CJIei HaCPOUEHOTO BpeMe, TpreMeTe no3aTa KAKTO 00OHKHOBEHO.
AKO Ce CeTHTE MAIKO IPe/IH CIEABAIATA 103, He YABOABaUTE 103aTa.

AKO IIPOITYCHETe /18 B3EMETE HAKOIIKO 1103, HE3a0aBHO C€ CBBPIKETE ChC CBOSA JIEKap.

slBneHus, KONTO MOTaT Ja BE3HUKHAT KOTATO JICYCHHETO C JlenakvH rpaHyJIH ¢ H3MEHEHO
OCBOOOXIaBaHe ce MpeKpaTH:

Jledenuero Tpa6Ba aa ce cimpa nocreneHro. BHesamnoTo NPCKpaTABAHE HA JICUCHHETO (UIId
SHA"MTE/IHOTO HAaMaIIIBaHE HA JIO3UTE) MOXKeE Ja HpeN3BAKA BE300HOBABAHE HA [BPUOBETE.

4. Bb3MOXHH HeKeJIAHH JIEKAPCTBEHH PeaKIHH

Kakro BeHuKK nexapcrBa, JIenakun rpaHyiH ¢ H3MEHEHO 0CBOGOXKIABAHE MOKE aa
NpeAM3BHKA HEXKEJIAHH JIEKAPCTBEHH PEeaKIln .

B m3xmouHTeNHO penKy Cyyay, yBpexIaHHA HA YepHHS Apod H maHkpeaca, KOUTO Ouxa
MOTJIH Ja €a TEXKH (BXK. ,,Crienanan npeaynpexacHns’”).

I'anene, nospemane, croMammHu 60Ky, IMapHS (B HA4ANIOTO Ha JICUEHHETO), BPEMCHHO
OlIaBAHC HA KOCATA, JIEKO TPENCPEHE Ha PBIIETE, CHHIMBOCT: TE3H SBJICHHS Ca BPEMEHHH, HO
BBIIPCKH TOBA MOTaT Jia HalloXKaT KOPEKIlHs Ha Jo3ara OT Bammsa nexap.

MeHcTpyarTan HapyImmeHns, HaxgaBane Ha Tero.

Hapymenns Ha ch3HaHHETO, KOUTO MOTAT 712 ¢a H30NHpAaHH WK CBBP3aHH C TJIaChbK Ha
CMWICIITHYHUTE IIPUCTHIIH, T1aBOOOIHE.,

Br3nuksane Ha ¢11aGo KbpBeHe (HOC, BeHIH, H 1p.). Topa TpAOBa 0Bp30 Aa Ob1e crLobmeno
Ha Bamns jiexap, KoliTo MOXe Ja Ha3HAYH KPHBHH H3CJICABaHHs, THH KaTO €a H3BECTHHU
CIIy4aH Ha KPBBHU HapYIICHUA.

[laTonornynm pesynraTd OT KPEBHUTE H3CACABAHNS: HaMaJleH Opoii TpoMGoIHTH, Genn
KPBBHM KIIETKH WM ¢uGpuHoren. Hamanssane ua 6pos nim npomsna B pa3Mepa Ha
YCPBCHUTC KPBBHH KIE€TKH. lIpoab/KATENHO BpeMe Ha KbPBEHE ¥ BUCOKH AMOHHEBH HUBA.
B penku ciyuam, TpenepeHe, MyCKyJIHa CKOBaHOCT, KpaMIld, 3aTpyAHEHHE [P H3BLPIIBAHE
Ha JBHXKCHHS MM IATOJNIOTHYHH ABHKCHHA.

B MHOTO peaiku ciyYau: KOTHETHBHH KapymieHHS ¢ MPOTPECHpaI X0 (HapymeHusd B
namMeTTa HIId BHUMaHHETO, 00BPKaHOCT, IC30pHEHTAIMS) HAJTArallH MeIUIMHCKH Iperiuen.
OnrcaHn ca M3KIMOYHTENHO PEAKH CITydad Ha 6B0peunn HapyIICHHS U YIIHY YBPeKIAHHUA.
Br3H1KBaHE Ha ITHPOKO Pa3pOCTpaHEH OGPUB MO TAIOTO. B M3KIOYATENHY CIIy4Yad TOBa
MOX¢€ N1 € IPHAPY>KCHO OT MEXYPH H 00€/IBaHE Ha K0)XKaTa, BACOKA TEMIIEPATypa, EPO3HH B
YCTaTa MK N0 FCHHTAJTHATE, HAaNaralld HEOTJIOKHA METHIIMHCKA TIOMOIIL.

MHoro peaikH Ciryuan Ha oTOIH (IOAYBaHE HA XOMHIATA HIIH Kpakara).

AKO 3a0e/exXuTe KAaKBUTO M [a € HEXENAHH PeaKiUy, KOHTO HE Ca CIOMEHATH B Ta3H
JIACTOBKA, MOJIA ChOOILETE HA CBOA JIeKap M (apMariesr.

5. Cbxpanenne na Jlenaxan xponocdepn 1000 mg .

Jla ce cxxpangBa npu Temneparypa nox 25° C

Ha ce cbXpaHsBa B OPHIHHAIHATA ONAKOBKA C IeJ /I3 CE 3aIasy OT BJIara.

Ha He ce cbxpanABa B XJIaAWIHUK U A3 He ce 3aMpa3sBa.

Ha ce cexpansaBa Ha MACTO HEAOCTHIMHO 33 Jiena.

Hla He ce u3non3Ba ciex H3THYAHE CPOKA Ha rOHOCT YKa3aH BEPXY OIIaKOBKA
He wsnonssatite IETIAKHUH rpanynu ¢ u3smeHeHo ocBoOOXaaBane,ako 3abelr
HAKOH T'PAHYIIH Ca CTONCHH HJTH 3AICTHAIIH [TOMEXKAY CH.




6. JOOIbJIHHMTEJIHA HHPOPMALIMA
PapManepTHYHA PopMa H CHABPKARAE

ToBa nexapcTBo € mox ¢popmaTa Ha rpaHy/M ¢ H3MEHEHO OCBOGOXK/IaBaHe B CallleTa, B KYTHH
ot 30 u 50 6p.

Ceanpxanue Ha 1 came:

Hatpues sampoar 1000,00 mg:

oz ¢opMaTa Ha HaTpHEB BaIMIpoaT. - 666,66 mg

H BaINpoeBa KucenuHa - 290,27 mg

[IoMOomHH BemecTsa;
[lapaduH, TBEPA; IIIAIIEPOTIOB HOEXEHAT; CIUIMI[HEB QHOKCH/, KOJIOUIEH XUpaTHPAaH.

HME U AAPEC HA TIPHTEXATEJD HA PASPENMIEHHETO 3A YIIOTPEBA

CAHOOHU -ABEHTHUC BBJITAPHA EOO/
1303 Codus, 6yn. An.Crambommiicku 103 - Brnrapus

IIpom3BoamTeN

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