JlucroBka: Unpopmanus 3a norpedurens

Jlenakun 400 mg npax n pa3TBopuTe] 32 HHKEKIHOHEH pa3TBoOp 26 o vio3
Depakine 400 mg powder and solvent for solution for injéction ——
HaTpueB Bajinpoar (sodium valproate) —L )—'/l D% 07 -02- 72
e

&LJIL

V¥V To3u nexkapcTBeH NPOAYKT MOIEKH HA JOMBIHUTENHO Habmoaenue. Toa e 1no3sosiu 0bp3010
yCTaHOBSIBAaHE Ha HOBa MH(OpMaLIMA OTHOCHO Oe3onacHocTTa. MOoskeTe /1a 1a/1eTe CBOs IPHHOC KaTo
CHOOILIMTE BCAKA HEKElaHa peaklMs, KOATO CTe NMOJYUYHIM. 3a HAYMHA HA CHOOIIlABaHe HA HEXKETaHH
peakilHH BHIKTE Kpasi Ha TouKa 4.

NPEAYIIPEXJAEHHUE

Jenakuu 400 mg npax U pa3TBOPHUTEI 3a HHKEKLIHOHEH pa3TBOP, HATPHEB BAJINPOAT, MOKE CEPHO3HO
71a YBPE/IH HEePOJICHOTO AeTe, KOraTo ce npuema rno peme Ha OpeMeHHOCT. AKO CTe JKeHa, KOSTO
MOsKe 1a uma Oele, TpsaOBa aa u3noas3Bare epekTUuBeH METO/1 3a npe/ina3Baie oT OpemeHHocT Oe3

[MPEKBbCBAHE 110 BpeMe Ha Lejius nepuo Ha jeyenue ¢ Jlenakuu 400 mg npax v pa3TBopHTEn 3a

UHIKEKLIHOHEH pa3TBop. BawusaT nekap e odcwam ToBa ¢ Bac, Ho Bue TpsOBa n1a cnaspare M
CbBETHUTE B TOYKA 2 HA Ta3H JIMCTOBKA.
[ lnanupaiiTe crietiHo noceuienue npy Bawus nekap, ako Hekarte 1a 3adpeMeHeeTe, WK ako cMATaTe,
ye cTe OpeMeHHa.
He npeycranossasaiite npuema Ha Jlenmakun 400 mg npax 1 pa3TrBopHuTe.l 3a HHKEKLIHOHEH Pa3TBOpP
ocBeH ako Bamusart sekap He Bu kaxke. TbH KaTo cbheTOAHHETO BH MOKe 11a ce BIOLIH.

Ilpouerere BHHMATEIHO UAIATA JIHCTOBKA, MPe/1H /1a 3aNI0MHeTe 1a PHeMAaTe TOBA JIEKAPCTBO,

Thil KATO TH Ch/AbpPAKa BakHA 3a Bac nndopmauns.

- 3anasere Ta3H JUCTOBKA. MoOke 1a ce HAJIOKH J1a S IpOYeTeTe OTHORO.

E AKO UMaTe HAKAKBH JOITbJHHUTEIHU BBIIPOCH, nornutaiTe Bawus sekap win apmatienT.

- Tosa nekapctBo € npeanucano auuHo Ha Bac. He ro npeorcrbnsaiite Ha apyru xopa. To moxke
Jla UM HaBPE/IH, HE3aBHCHUMO, Ye MPHU3HALIMTE HA TAXHOTO 3a00/sBaHe ca chluMTe Kato Bammnre.

- AKO TOJIyUHTE HAKAKBH HEKEJIAHH JIEKAPCTBEHHU peakinu, yBeaomere Bawus nekap wiu
(papmaueBT. ToBa BKIIOUBA H BCHUKH BH3MOKHH HEKEJIAHH PEeaKiliH, HEONHCAHH B Ta3H
nucToBka. Bukre Touka 4.

KakBo ¢bABbpKA TA3H JIHCTOBRA

1F Kakso npescrasnssa /lenakun 400 mg npax v pa3TBOpHTEN 3a MHKEKLIMOHEH pa3TBOP H 34
KaKBO C€ M3I10J13Ba

2. Kakeo Tpa0OBa na 3naere, npeau aa npuemerte /lenakun 400 mg npax v pa3rBopuTes 3a
MHIKEKLIHOHEH pa3TBOp

3. Kak na npuemare /lernakun 400 mg npax v pasTBOpUTE1 38 HHKEKLIMOHEH Pa3TBOP

4. Bb3MOKHH HEAKE/IaHH peakiHH

+ Kak na cexpansasare /lenakun 400 mg npax v pa3TBOPHUTE 3a HHAKEKLIMOHEH pa3TBOpP

0. CbabprKaHUe Ha OMNAKOBKATa M J10MbJHKTEIHA HHpOpMalUs

1. Kakso npeacrasasisa lenakuu 400 mg npax u pasrBopuresi 3a HH/KEKIIHOHEH Pa3TBoOpP H

34 KAKBO C€ H3TO0/JI3BA

AKTHBHOTO BelecTso B /lennakun 400 mg npax v pa3sTBOpHUTE 3a HHIKEKIIMOHEH pa3TBOp € Bajrpoar.
Jlenakun 400 mg npax ¥ pasTBOPHTEI 3a HHKEKLIMOHEH pa3TBOP Crajla KbM Irpyrnara JIeKapCcTBEHH
MPOAYKTH M3MOJI3BAHM 3a JICYEHHE HA eMHJICTICHS.

Jlenakun 400 mg npax ¥ pasTBOPHTE!T 3a HHKEKLIHOHEH Pa3TBOP MOske Ja Ob/1e H3noJ3sa

[MEPOPATHOTO JICYEHHE € BPEMEHHO HEBB3MOKHO.
Jleuenue Ha:



reHepaiu3upaHy NpUCTHAK noja ¢opMmara Ha abcaHCH, MHOKAOHHYHH IbPYOBE H TOHHYHO-
KJIOHWYHU T'BPUOBE,
- NaplUyAanHu HIH BTOPHYHO FeHepaIu3HpaHH MbPYOBE.

HenaknH 400 mg npax ¥ pa3TBOpUTEN 32 HHXXEKLIMOHEH pa3TBOp MOXe Aa Obae npuiaraH

HMHTPABEHO3HO M KaTO 4YacT OT A¢UHHPAH TEPANEBTHYCH PEIUM MPH BH3PACTHH:

- KaTO CpeACTBO Ha 3-TH U300p 3a reHepaii3NpaHy KOHBYJICHBHH ChCTOAHUA (TpaHa Majl CTaTyc),
aKO HE HAaCTBIIM Kpai Ha rbpyOBaTa aKTHBHOCT CJI€] Ha4aJTHO JICUEHHE C OEH30AWA3ENHHH TUTIOC
deHUuTONH (1eyeHKe Ha MepBHU U300p) U cnel nocneaBauo jJeueHue ¢ heHobapburtan (neyeHue
Ha BTOpH U300p),

- KaTo CpeACTBO Ha MbpBH U300p 3a reHepaiM3WpaHH HEKOHBYJICUBHH NPUCTBNHU (ITTH MaJ
CTaTyC), KaTo ajITepHATHBA HA BB3MOXKHO O€H301HA3ENIMHOBO IeYeHuUe,

- KaTo CPeACTBO Ha BTOPH W300p NMpH KOHBYJICHBHH U HEKOHBYJICUBHH NPOCTH U KOMILTEKCHH
$HOKaNHH MPUCTBIH, AKO HE HACTBIK Kpail Ha r’bPYOBATA AKTHBHOCT Clied HAYaNHO JIEYEHHE C
GeH30aua3enHHK (JICYCHUE Ha MbPBU H300D).

2. KakBo Tpa0Ra na 3naete, npean Aa npuemete denaxkun 400 mg npax u pa3TBopHTeJ 3a
HH)KEeKLHOHEH PA3ITBOp

He npremaiite denakun 400 mg npax u paiTBOPHTER 32 HHAKEKIHOHEH pa3TBOp,

- aKo CT€ aIepruYHU KbM HATPHEB BANNPOaT (AKTHBHOTO BellecTBO Ha Jenaxun 400 mg) wiu
KbM HAKOS OT OCTaHaHTe CheTaBkUTE Ha JlenakuH 400 mg npax u pasTeopuTen 3a
HHXKEKLIMOHEH pa3TBOp.

- aKO UMAaTe aKTHBEH XeNaTHT WK aKTHBHO 3abosiaaHe Ha YepHHUs 1poD.

- ako Bue (unn Hakoit ot Onu3kure By pogHMHK) nMaTe JaHHM 3a NpeKapaH B MHUHAJIOTO TEXLK
XernaTuT, 0COOEHO TaKbB, peAM3BUKAH OT JIEKApCTBa.

- aKO CTpajaTe OT YepHOApOoOHAa NopdHUpHA (MHOTO paako MeTaboIHTHO 3adonaBaHe).

- aKO CT€ HOCHTEN Ha NreHeTHYEH Ae(PEKT, KOUTO BOOAM 10 MUTOXOHAPHATHO HapylIeHHe (Harp.
CHHAPOM Ha Annepc-XyTeHnoxep).

- aKO MMaTe MeTa0OMUTHO HapyUIEHHE, Halp. HapYIUEHHE Ha YPEHHHUA UMKDIT.

- AKO HMaTe KapHHTHHOB AS(QHLIHT (MHOTO PARKO METAOONHTHO 3abondBane), KOHTO He ce
JIeKyBa.

Enunericud

¢ [lpu enunencus He Tpabra na n3nonseare HenakuH 400 mg npax u pazTBOpHUTEN 3a
UHXKEKLIHOHEH pa3TBOP, aKo cTe OpeMeHHa, OCBEH KOraTo HUKAKBO APYro JIeKapcTBO HAMA
edekT npu Bac.

e [lpu enunencusd, ako CTe *E€Ha, KOATO MOXe Aa uma 6ebe, He TpabBa Ja mpHeMmare JenakuH
400 mg, ocBeH KOrato U3no3paTte ePeKTHBEH METO 3a NMpeArna3BaHe OT HpeMeHHOCT
(KOHTpauenuus:) o BpeMe Ha uenua nepuos Ha neverue ¢ Jenakud 400 mg npax u
PA3TBOPHTEI 3a UHXKEKLIMOHEH pasTBop. He npeycraHoBaBaifTe npuema Ha Jenakud 400 mg
fpaxX M pa3TBOPHTEN 38 HHXKEKLIMOHEH pa3TBOP MM METOAA, KOMUTO M3MOJI3BATE 3a Npeana3BaHe
0T OpeMeHHOCT, A0KaTo He 0OchaAnTe ToBa ¢ Bawuius nekap. Bawuar nexap we Bu nocbeeTBa
OOMBIHUTENHO (BHXKTE NO-A0NY ,.bpeMeHHOCT, KbpMeHe U pepTHnUTeT — BaxkHu cvBeTH 32
WEeHHTE™).

AKO CMATATE, Y€ HMATE HAKOH OT TE3U NpODIIEMH, UIIH aKO HMATE KaKBHUTO M J1a OMJI0 CbMHEHMS,
MOCHBETBANTE CE ChC CBOA iekap npeau Aa npueMerte [lenakud 400 mg npax 4 pa3TBopHTen 3a
HH>KEKLIHOHEH pa3TBOp.

IIpeaynpexaeHus H NpeAna3HH MEPKH
I'oBopeTte ¢ Bawms nekap, MeAULIMHCKA cecTpa WaH (papMaLeBT npean ynorpebara Ha
mg.



HE3ABABHO CE CBBPXKETE C JIEKAP:

Axo Bre wnu gaerero Bu pa3euete BHe3anHo 3abonsaBaHe, ocofeHo ako TOBA CTAHE B pAMKHTE Ha
NbPBUTE 6 Mecela OT JIEYEHHETO H OCOOEHO aKO BKJIIOYBAa MHOTOKPATHO NMOBPBIIAHE, KpaiHa
OTNAAHANOCT, KOpeMHa 00J/Ka, CBHIMBOCT, ¢/1ab0CT, 3aryfa Ha aneTuT, 60/IKa B ropHaTa 4acT Ha
CTOMAaxa, rajicHe, )XbJITEHHLA (MOKBITABAHE Ha KOXKaTa MK OA10TO HA OUHUTE), OTOLIM Ha KpaKaTa WiH
BJIOLLIABAHE Ha €MWISNCHATA WK 00110 ycelllaHe 3a BIIOLEHO 3apaee. [IpH MHOro Mansk Opoi
nauueHTH, Henakun 400 mg Moxe aa yepeau depHus opob (M paako naHkpeaca).

PuckbT OT 4epHOIpOOHO YBpeKAaHe ce yBelnuasa, ako Jenaxun 400 mg ce npHema ot aeua nox 3
FOAHWHHM, ITPH XOpa, KOUTO MpUeMaT eAHOBPEMEHHO APYFH aHTHENMWNEITTHYHHM JIeKapCTBa WIH HMAT
APYTH HEBPOJIOrMYHH WIH MeTaboMuTHH 3ab0naBaHus U TeXKKH GOPMH HA ETTUNENCHS.

Axo Bue unu Bautero aere, npuemaino Jenakud 400 mg, pa3suere npodieMu ¢ paBHOBECHETO H
KOOpAXHAUKATA, MOYYBCTBATE CE JICTAPTHYHH WM NO-MaJIKO OAUTENHHU, NOBpBLUATE, He3abaBHO
yBeaoMeTe Baiuug siekap. ToBa Moke N1a ce AB/bKH Ha MTOBUILIEHO KOMUYECTBO aMOHAK B KPhBTA.,

Manbk 6poit xopa, JieKyBaHH ¢ aHTHENWIISNITULIY KaTO HaTpHEB BAINIPOAT, Ca UMajdyd MUCIIH J1a ce
HapaHAT WIH caMOyOHAT. AKO MO HAKOE BpEMe HMAaTe TAKUBA MHCITH, He3a0aBHO ce CBBPXKETE ¢
Bawus nexap.

HUma cpobuuieHns 3a CepHO3HH KOXKHH PEaKLHH, BKIIKOYUTENHO CHHAPOM HA CTHBBHC-KOHCHH,
TOKCHYHA €MMKIECpMaTHAa HEKPOIH3a, JIEKapCTBEHA PEaKLMA C €03HHOPUIHA H CHCTEMHH CHMITTOMH,
epUTEMa MYITH(POPME H aHTMOEASM BbB Bpb3Ka C JieueHHeTo ¢ Bannpoar. [loThpcere He3abaBHO
MEAULIMHCKA [TOMOI, aKO 3a0e/exHTe HAKOH OT CHMITTOMHTE, CBBLP3aHH ¢ TE3H CEPHO3HH KOKHH
peakLHH, ONMMCcaHH B TOUKa 4.

I'oBopere ¢ Bamus Jexkap npeay 1a npHeMeTe TOBA JIEKAPCTBO

- AKo 3HaeTe M Bawuat Jekap nozosupa, ye Bbe Bauwero ceMeHCTBO HMa reHeTHYeH
npodnemM, NpyHUHEH OT MHTOXOHAPHAIHO Pa3CcTPONCTBO, NOpaZH PHCK OT YBpEKAaHe Ha
yepHHsa Bu apod

- AKO ce Moao34pa, ue cTpajarte OT HAKakBU MeTabOMMTHU HapylleHus, 0cobeHO Hac/ieaCTBEHU
HapyLIEHHUs, CBbP3aHH ¢ €H3UMEH ACPULHT, KATO HANIPUMEP "HapYUICHHE HA YPEHHHS
UMKBJI", MOpajy PHUCK OT MOBULUEHO HUBO HA aMOHSK B KPbBTa,

- AKO cTpanate OT paako 3abonaBaHe, HapeyeHO "AePULMT HA KAPHUTHH MATMHTOW
TpaHcdepasza Tin I1", Thil KaTo CTe U3NoXKeHH Ha MOBHLIEH PUCK OT MYCKYJIHH HapyLIEHHS,

- AKO ¥MaTe HapyllUeH XpPaHUTENIeH NPpUeM Ha KaPHUTHH, KOHTO c€ ChAbPXa B MECOTO H
MJICHHHMTE NPOAYKTH, 0COOEHO NpH Aeua Ha Bb3pacT noj | roanHy,

- AKO MMATE HEXOCTHI HAa KAPHHUTHH H NpHeMaTe KapHHTHH

- AKO HAKOra CT€ HMAIH TeXbK KOXKEH OOPHB WIH JIIOLIEHE HA KOXKATa, MEXYPH W/ WIH paHH B
ycTaTa ciel pUeM Ha BaNlpoar.

O6bpHeTe cieuHaiHO BHHMaHHe NpH ynorpebara na lenaknn 400 mg npax 1 pasrsopure. 3a
HHKEKIHOHEH pAa3TBOpP,

- ako JlenakuH 400 mg npax H pa3TBOPUTEN 3a HHXKEKLHOHEH Pa3TBOp ce MPHEMaA OT JIETE NMoj
3 rOAMHH, KOETO CHILEBPEMEHHO NPHEMA W APYIH NPOTHBOCNIHIEITHYHHI N1eKapCTBa, WKW HMa
APYTO HEBPONOTHMHO WK MeTabonUTHO 3abonsBaHe U Texxka GopMa Ha ermuencHs.

- ocobeHo ako aeteTo € noa 3 rogudy Jenaknu 400 mg npax 1 pa3rBOpUTEN 3a HHKEKUMOHEH
pa3TBOp He TpAOBa Aa ce MpHEMa 3a€0HO € ALIETHICATHUMIOBA KUCENIHHA (ACTIHPUH).

- 8KO UMaTe CHCTEMEH JIYITYC epuTeMATO3YC (pAabK BHA 3abosniaBane).

- aKO CTpazaTe OT HAKaKBH MeTaOOJIHTHH HapylUeHHs, 0COOEHO HACIEACTBEH €H3UMEH AehH
KaTO HapYUIEHHE Ha YPEHHHSA LUHKDBJI, MOPAIH ONMacHOCT OT MOBHILIABAHE HUBOTO Ha a
KPBbBTA.

- aKO MMarTe HapylueHa 0nOpeuHa QpyHkuMa. BawmaT nekap Moxe Ja MOUCKa 1a cn
Ha BannpoaTa WiH Ja KOpUrupa 103arta.

- aKo HaaRaAeTe Ha TErJ10 MopaaH IMOBHILLIEH AIlIETHT.




- Maabk OpoM OT Xopara, IEKYBaHH ¢ IPOTUBOENWIENTHYHH JIEKAPCTBEHH NPOIYKTH KATO
HaTpHER BAINPOAT ca HMalM MHCIH 3a caMOHapaHsBaHe WK camMoyOHHAcTBO. AKO npu Bac ce
MMOABAT TAKHBA MUCJIH NO KOETO H Ja € BpeMe, He3abaBHO ce cBbpieTe ¢ Baluug nekap.

- aKO MMAaTe HeAOCTATbYHOCT Ha €H3MMAa KapHHTHH NaJIMHUTOWN TpaHcdepa3a Tun Il

- aKo 3Haete, 4ye B CeMeHCTBOTO BH UMa reHeTHdeH aedeKT, KOHTO BOAW 10 MUTOXOHIPHAITHO
HapylUCHHUE.

- KaKTO M [IpH APYTH aHTHENHIETTHUHHU JIeKapCTBa, KOHBYJICHUUTE MOTaT Ja Ce BNOLLIAT HITH C€
Aa ce MOABABAT NMO-4eCTO, JOKATO NPHEMATE TOBA JIEKAPCTBO. AKO TOBA €€ CMy4H, He3abaBHO
ce CBbpKeTe ¢ Bawius nekap.

Henaxuu 400 mg npax 4 pa3TBopuTe 32 HHKEKIHOHEH PA3TBOP C XPAHH, HATKTKH H AJIKOX0.]
He ce npenopbuBa ynotpebata Ha aikoXoJ1 110 BpeMe Ha JIEUSHMUE.

Apyru nexaperea v Jenakun 400 mg npax u pa3TBOPHTE 32 HHKEKIHOHEH pa3TBoOp

Tpnbsa na kaxere Ha Bamus nekap Wiy gapMaLCBT, ako NPUEMATE, HACKOPO CTE NMPUEMAIIHA WIH €
Bb3MOXKHO 13 NpHeMeTe ApYyru NekapcTa. Hakou apyru nekapcTBa Morar Aa NOBIMAAT eeKTUTe Ha
Ba/inpoat Hau obpatHoro. Te BrIIOYBaAT:

- HEBpOJENTHUH (M3MOJI3BAT CE 3a JICUCHHE HAa NICWXHYHH pa3CTPOHCTRA),

- JIEKapCTBa 3a JIEKyBaHe Ha Aerpecus,

- OeH30aMa3EeNIWHU, U3MON3BAHH KAaTO CbHOTBOPHH WIH 34 JIEUEHHE HA TPEBOXHOCT,

- KBETHANHH, O0/IaH3alHH (M3NOJI3BaH 32 JieYCHHEe HAa MCHXWYHHK HAPYILUEHHS ),

- JpYId JlekapCTBa W3M10A3BaHH 3a JICHEHHE Ha EMUJIENCHA, B TOBa YUCIIO peHobapbuTan,
(pPeHUTOUH, NPUMHIOH, TAMOTPHXHUH, KapbamasenuH, Tonyupamart, pendamar,

- 3MAOBRYAHH (M3n03Ba ce 3a neueHue Ha HIV undexuuu u CITHH),

- MedJOKBHH (M3M0/13B2 Ce 34 JieueHHe U NpodWIaKTHKa HA MaJTapus ),

- canvunnaty (acnupHH) (BHWkTe Chlo HHGoOpMauMaATa 3a aeua noa 3 roauHu. "llpeau na
npuemMete JlenakuH 400 mg npax ¥ pa3TBOPHUTE] 3a HHKEKUHOHEH pa3TBop”),

- aHTHKOAryJaHTH (M3non3Bar ce 3a npoduyiakTHKa rnpd odpa3yBaHETO Ha CbCHPELIU),

- UMMETHAHKH (HM3M0N3Ba Ce 34 JIeUEHHE Ha CTOMALIIHA 5384 ),

- €PUTPOMMUHH, pruaMIHLMHH,

- JIEKapCTBEHH MPOAYKTH, CbhAbpKalllH KapbaneHeM KaTo HMHIIEHEM, NAHUIIEHEM H MEPOTIEHEM
(aHTUOMOTHIIM, H3MON3BAHM 3a JicueHHe Ha DakTepuaniun nHdekmn). EnHospeMeHHOTO
NpUIoKeHHEe Ha BANMpOEeBaTa KMcelnHa U kapbaneHeM TpabBa ga ce H30srea nopaam
HamansBaHe eexra Ha HAaTPHEB BaINpoAar,

- py(¢guHaMuUA,

- aleTazonaMmi,

- NpoTea3HH MHXHOUTOPH, KaTo JIOMUHABUP, PUTOHABHP (3a JieyeHHe Ha Bupyca Ha CITUH),

- XOJEeCTUpPaMHH,

- nponodon (M3MOA3BaH 332 AHECTE3HA),

- HUMOZIMIIHH,

- MPOAYKTHU CHABPKALLU €CTPOreH (BKIIOYUTETHO HAKOHN MPOTHBO3a4aTbYHH XanyeTa),

- MeTaMu305 (H3Noa3BaH 3a neyeHue Ha OONKa U BUCOKA TEMIMEPATYpa),

- xaHabuauos (U3NOJ3BaH 3a NCUECHHE HA €MUNETICHA U APYTH ChCTOAHHUA).

- HIAKOM aHTUMHPEKLUMO3ZHH CPEACTBA, KOUTO ChABPKAT MHBANAT (Hanp. NHBAMIAKIWIKH,
aneoBHp AUNHUBOKCHIT)

- MEeTOoTpekcar (M3NOJI3BaH 3a JICYCHHE Ha paK H Bb3NajUTeNHH 3a00/sBaHNA)

- KI03aruH (3a Je4YeHUe Ha TICUXHUYHH 3a00JIIBaHNA )

Tesu nexapcTBeHH NMPOAYKTH, KAKTO K HAKOW APYTH Morar fa ce noaussat ot Jdenakud 400 mg npax

W Pa3TBOPHTEJ 32 HIDKEKLIMOHEH Pa3TBOP WY T€ 132 OKaXKaT BJAUSHUE BLPXY AeHCTBHETO My. MoxXe na
HMaTe HY»JAa OT pa3iM4Ha A03HPOBKaA OT BalueTo nekapcTBo WM Aa npHeMeTe Py Jiek
npoaykTH. llle nomyuute cLBET OT CBOA NTeKap WK dapMaLIEBT.

[NoBeue uHOpMaLHUA OTHOCHO JIEKAPCTBEHHUTE NMPOAYKTH, KbM KOUTO J1a CTE BHH
KOHTO Aa u3dareate, qokaTto npdemare llenakun 400 mg npax 1 pa3TBOpUTER 34
pa3TBOp LUE MOMYYHTE OT BawmaTt nekap win ¢gapmaleBT.



bpeMeHHOCT, KbpMeHe H (PepTHIAHTET
Baxycnu cveemu 3a ycenume

Enunencus

e [Ipu enunencusd, He TpadBa aa uanonssarte JlenakuH 400 mg npax U pa3TBOpHTEN 3a
HHXXEeKLHOHEH pa3TBOp, ako cTe OpeMeHHa, OCBEH KOraTo HHKaKBO APYTC NEKAPCTBO HAMA
edexT npu Bac.

e [Ipu enunencus, ako cTe XKeHa, KOATO MOXKe 1a UMa Oebe, He TpabBa na npuemare /lenakvx
400 mg npax ¥ pa3TBOPHTEN 32 MHXKEKLIMOHEH PAa3TBOP, OCBEH KOTaTO H3MON3BATE ePEKTHBEH
METO 3a npeanassaHe oT OPEMEHHOCT (KOHTpALEIILIMA ) [10 BpEME Ha LICAUA MepHOd Ha
neuyenue ¢ Jenakny 400 mg mpax u pasTBOpUTEN 3a UMDKEKUUOHEH pa3TBop. He
npeycTanopsapaiite npuema Ha JlenaxkuH 400 mg npax v pa3TBOpUTEN 3a HHDKEKLIMOHEH
pa3TBOP WIH METOOa, KOHTO M3MOJI3BaTe 32 [peAna3BaHe OT OpeMEeHHOCT, A0KATO He 0bchauTe
ToBa ¢ Bauina nekap. Bawuar nekap we Bu noceBeTBa JONBIHHTENHO.

PuckoBere oT BANMPOAT, KOrato ¢€ MnpuJjiara rno BpeMe Ha 6EMEHHO’CT { HE3ABUCHMO OT mﬁoﬂﬂBaHE'I'O,

33 KOETO C€ U3MOA3BA BANIPOAT):
e [oBoperte ¢ Baiuug nekap He3zabaBHO, ako rutanupate Aa uMare Oebe i cre Opemenna.
¢ Bannpoar HoCH pHCK, aKO ce fpHema 1o BpemMe Ha OpeMeHHOCT. KOKOTO no-BHCOKA €
A03aTa, TOJIKOBA MO-BUCOKH €a pUCKOBETE, HO BCHYKH 103U HOCAT PHUCK, BKJIFOYHTENHO
KOraTo BaNMpoart ¢e U3Noa3ea B KOMOHHALIMA ¢ JAPYTH IeKapCTBa 3a JieYEHHE Ha
ENWIENCHUS.

¢ Toga nekapcTBO MOXE Aa NPHUYMHHU CEPHO3ZHH BPOACHH ACPEKTH H MOXKE [1a NMOBIHIE HA
HAYMHA, IO KOWTO ce pa3BUBaA AeTeTo, AokaTo pacTe. Hal-uecTo chob1iapaHuTe BpOAEHH
nedekTH, BKIIOYBAT cnuHa 6ughuda (HapylieHue B pa3BUTHETO Ha KOCTHTE Ha
rpeOHauHMA CTH0); MHLIEBH H YepenHHd MaldopMalki; MandopMallMi Ha CbpPLETO,
O6b0peunTe, MUKOYHUTE MTBTHILA H [TOAOBUTE OPraHu; NePEeKTH Ha KpaltHULIUTE H
MHOXKECTBO CBbpP3aHH MandopMaLlHi, 3acArallli HAKONMKO OpraHa M 4aCTH Ha TAIOTO.
Bponeuute nedekt MOraT aa JOBeAaT 40 YBPEXKAAHMA, KOUTO MOXKE Aa Ca TEKKH.

o [lpobraemu cbC cyxa WM rAyXOTa ca CHOOLIEHH NPH Jeua, H3NOKEHH HAa BAIIIPOAT No
BpeMe Ha OpeMeHHOCTTA.

o HMa cboOlueHMs 3a 0O4HH MaIpOpPMaLIHK MPH LA, MINOKEHH Ha BATIPOAT MO BpeMe Ha
OpeMeHHOCTTa BbB Bpb3Ka ¢ APYTrH BpoAeHH mandopMauuy. Te3n ouHu MangpopMaLHH
MOTaT Ja 3aCerHaT 3peHHeTO.

e AKO mMpHeMare BaINpoaT no Bpeme Ha OpeMeHHOCT, npH Bac pHcK®T Aa poauTe aeTe ¢
BpOAEHH AeeKTH, KOUTO HIUCKBAT MEJULIHHCKO JIEHEHHE, € MO-BUCOK OTKOIKOTO IPH
APYTHTE KeHHW. Thbil KaTO BAINpPOAT e U3IIO3BA B POAB/IKEHHE HA MHOTO 'OJIHHH, C€
3Hae, Ye TPH KEHH, KOUTO TpHeMaT Banpoat, okono |1 6ebera Ha Bceku 100 e uMar
BpoacHHU aedekTd. ToBa cboTBeTcTBa Ha 2 10 3 6ebeta Ha Becekd 100, pooeHH OT XKeHH,
KOHWTO HAMAT CMWICTICHS.

o (Cwm4ra ce, ve no 30-40% ot aeuara B npeyMHIHLIHA Bb3PacT, YHHTO MANKH ca NpHEManu
BJINPOAT MO BpeMe Ha OPEMEHHOCT, MOXe Aa UMAT NpobieMH ¢ Pa3BUTHETO Npe3
paHHaTa AeTCKa Bb3pacT. 3acerHaTuTe Aela MOrart Aa uMat 3abaBeHO MpoXoKIaHe H
MpOroBapaHe, Mo-Majikyd UHTENEKTYyaIHH cnocoOHOCTH B CPAaBHEHUE ¢ APYTUTE Aeua M Ja
MUMaT 3aTPYAHEHHS C YCROABAHETO HA €3MKA W MaMeTTa.

o [lpu pneua, M3NOKEHH HA BaNNpoaT ce AHArHOCTULMPAT MO-4ECTO ayTHCTUYHH HApyLUSHUS
1 MMa HAKOHW AAHHH, Y€ JEeLaTa ca ¢ MOBUIUEH PHCK OT Pa3BUTHE Ha CHMITTOMY Ha
pa3CTPONCTBO C AePHUUMT Ha BHUMAHHETO H XMIIEPAKTHBHOCT.

¢ [Ipenv na By npeanuiue ToBa fekapcTso, Bainat nekap me Bu 0bacHH kakBo MOXe fa
ce ciyuM ¢ Baweto Oebe, ako 3abpeMeHeeTe, IOKaToO NpHeMaTe Bannpoat. AKQFO-KneH T
peluuTe, ve Hekate na uMmarte Oebe, He TpadBa na npeycraHosgasaTe BaiueToMCKI
WJIH METOJ 3a nmpeana3paHe oT OpeMeHHOCT, A0KaTO He 0OchbauTe ToBa ¢ Béub

¢ Hsakou xanuera, npeanassaiiy OT 3ab0peMeHsIBaHe (CbABPIKALLY €CTPOre ,,g R N ia_.},_--ff
NPOTKHBO3A4aTh4HY XaMyeTa) MOraT Aa NMOHWXKAT HHBATA HA BAINIPOAT B Kt s




YBepere ce, ye cte 00chawnH ¢ Baluus nexap MeToga Ha KOHTpauenuus (KOHTpoA oT
3a0peMeHsIBaHETO), KOHTO € Hal-nmoaxonsul 3a Bac.

e AKO CTe POAMTEJ WIM IPHXKELL CE 3a AeTe OT KEHCKH 1101, JIeKyBaHO C Bannpoart, TpaOpa
Ja Ce CBBpIKeTe ¢ JIeKaps BellHara, IoM aeTeTo By, KoeTo pHeMa Bajlrpoar, NoJIy4H
NbPBO MEHCTPYATHO KPbBOTEUEHHE (MeHapXxe).

¢ [locneetraiiTe ce ¢ Bamus nekap 3a npyeMaHeTO Ha (ONUEBA KHCEINHA, KOTATO CE
onuTeare ga 3abpemeHeere. PonuerarTa KUCEIHHA MOXKE J1a HaMalld o0LLMA PHACK OT
cnuKa buguoa U paHeH abopT, KOHTO CHLLECTBYBA NpH Bcaka OpeMeHHoCcT. Manko

BepoATHO €, o0aue, TOBa 1a HaManu pUCKa OT BpoJAeHH Ae(eKTH, CBbp3aHU ¢ ynoTpedara
Ha BAINpOaT.

Mo, n3bepere H NpoueTeTe CHTYALHHTE, KOHTO Ce OTHACHT 3a Bac oT onncannTe no-aoay
CHTYAUHH:
0 A3 3AITIOYBAM JIEYMEHHE C AEINIAKHH 400 MG ITPAX H PA3TBOPHUTEJ 3A
HHXEKIIUOHEH PA3TBOP
O A3 INIPUEMAM JAEIIAKHH 400 MG IIPAX U PA3TBOPHTEJI 3A
HHXEKIIHOHEH PA3TBOP H HE IITAHHUPAM JJA UMAM BEBE
0 A3 IIPHEMAM JEINTAKHH 400 MG ITPAX U PA3TBOPUTEJ 3A
HHXEKIIMOHEH PA3TBOP M IIVIAHUPAM JIA HMAM BEBE
0 A3 CBM BPEMEHHA H ITPUEMAM JEITAKHH 400 MG IIPAX H PA3TBOPHUTEI
3A HHXXEKIITHOHEH PA3TBOP

A3 3AITOYBAM JIEYEHHE C JEITAKHH 400 MG ITPAX H PAZTBOPHUTEJ 3A
HHXEKIITHOHEH PA3TBOP

AKO TOBa € TbPBUAT NbT, Korato Bu e npeanucan JdenakyH 400 mg npax ¥ pa3TBOpHTEN 3a
HHXXEKLMOHEH pa3TBop, Bawnar nekap e Bu pa3scHu prckoBeTe 3a HEpPOIAEHOTO AETe, aKo
3abpemereete. Cnen kaTo Bede Moxe Aa umate 6ebe, TpsidBa na ce ypepure, ye M3NonN3BaTe
edeKTUBEH METOA 3a npeana3BaHe oT OpeMeHHOCT 0e3 MpekbcBaHe Mo BpeMe Ha Bamero neyeHue ¢
Henakun 400 mg npax v pa3TBOpHTEN 33 HHXXEKLHOHEH pa3TBop. KoHcyntupalite ce ¢ Bamus nekap
WJIH KJIMHUKA 10 CEMEHHO MIaHUWpaHe, ako UMaTe HY»Ja OT CbBET OTHOCHO NMpeariasBaHe OT
OpEMEHHOCT.

OcHOBHH HOC/IAHHA:

¢ [lpenu HadanoTo Ha neueHHeTo ¢ JlenakuH 400 mg npax U pa3TBOPHTEN 38 MHXKEKLIMOHEH
pa3TBOp TpAOBRa Aa ce H3KIIOYH OPEMEHHOCT C pe3yiTaT OT TeCT 32 OpeMEeHHOCT, NOTBBPACH
oT Bawuns nekap.

o Tpabpa aa usnonspate ePeKTHBEH METOA 3a NpeanasBaHe 0T HPEeMEHHOCT fpe3 Ueans NepPHOI
Ha neueHue ¢ [JlenakuH 400 mg npax U pa3TBOPHTEN 38 HHKEKLIMOHEH Pa3TBOP.

« Tpsabea na oGcvauTe ¢ Baluus nekap NoAXOAALIUTE METOIM 3a NpeAna3Bakle 0T OpeMeHHOCT.
Baiuuar nexap wie By nane nHdopmMauna 3a npeanassane oT OpeMEeHHOCT H MOXe Aa Bu
HACOYH KBM CMELHATUCT 3a ChBET OTHOCHO TNpeAna3BaHe 0T OpeMeHHOCT.

« Tpabpa na npoeexxaare peAOBHH (MMOHE BEIHBXK FOAUILHO) MOCCIEHHA NPH CNELHAIHCT C
OIMT B JIEUCHHETO Ha enunerncHsi. [lo BpeMe Ha ToBa nocelleHHe, Bamar nekap ule ce yBepu,
ye cTe 00pe 3aro3HATH U CTe pa3dpalid BCUMKH PUCKOBE U CHBETH, CBBP3aHH C ynoTpedara
Ha BaNMpoar Nno BpemMe Ha OpeMEHHOCT.

¢ Kaxxete Ha Bawus nekap, ako uckare aa umare Hebe.

o HudopMmupaiite HezabasHO Bawiug nekap, ako ¢te OpeMeHHa WK CMATATE, Y€ MOXKE 1A CTe
OpeMeHHa.

A3 [TIPHEMAM AENNAKHH 400 MG ITPAX H PA3TBOPHUTEJI 3A HH)XEKLIMOHEH
PA3TBOP A HE IITAHUPAM JA HMAM BEBE

Ako npoabJpkaBate JedeHHeTo ¢ Jenakud 400 mg npax v pa3zTBOPHTEN 32 MHKEKLHMOHEH pa3TBOp, HO
He TU1aHupaTe Aa uMate 6ebe, yBepere ce, e U3nNoa3BaTe ePeKTUBEH METO 33 NpeANa3BaHe

33 UH)KEKLIMOHEH pa3TBOp. KOHCcynTupaiiTe ce ¢ Bawmua nekap Wid KAMHWKA NO ceMEN
aKoO UMaTe Hy»X/1a OT CbBET OTHOCHO Npearna3paHe oT OpeMeHHOCT.
OCHOBHH NOCIAHHA:




o Tpsabsa na u3anonseare edekTHBEH METOA 3a Npeana3BaHe 0T OPEMEHHOCT Npe3 LeJIHg neprHoa
Ha iedeHue ¢ JlenakuH 400 mg nmpax ¥ pa3TBOPUTEN 32 HHKEKLIMOHEH pasTBOp.

o Tpabpa na obcwhaure ¢ Baiuua nekap Metoaa 3a npeanaspale ot OpemeHHOCT. Baluunsar nekap
we Bu nane undopmaiius 3a rnpeanazsade o1 OpeMeHHOCT H MOXe Aa Bu Hacoun kM
CMELIHAJIMCT 3a CHBET OTHOCHO MpeANna3BaHe OT OPEMEHHOCT.

e Tpabea na npoeexxaare peaoBHH (NOHE BEAHBLX FOAWWIHO) MOCEIEHHS MTPH CIIELMATHCT ¢
OIMT B JICHEHHETO Ha enuiencHd. [lo BpeMe Ha ToBa nocelneHHe, BaiumAT siexap e ce yBepH,
ye cTe A00pe 3ano03HATH H CTe pa3Opaid BCHHMKH PHCKOBE H ChBETH, CBBP3aHH ¢ ynoTtpebara
Ha Balnpoar o BpeMe Ha HpeMeHHOCT.

o Kaxere nHa Bawuus nekap, ako uckare aa umare oede.

e Hudopmupaite HezabaBHo Baiuus jiekap, ako cTe OpeMeHHa WK CMATATe, Y€ MOXKe Aa CTe
bpemeHHa.

A3 ITIPHEMAM JAEITIAKHH 400 MG IIPAX H PA3STBOPHTEJ 3A HHXKEKIITMOHEH
PA3TBOP H IIVIAHHPAM JIA HMAM BEBE
Ako naHupare aa uMare 6ebe, mppBo TpabBa aa cH yroBopure 4ac 3a rnoceteHue npy Baius nexap.
He npeycTtaHossaBaiTe npuemMa Ha JlenakuH 400 mg npax ¥ pa3TBOPHTES 3a HHOKEKIIMOHEH pa3TBoOp
WJIH METOAA, KOWTO W3MON3BATE 34 Mpeana3paHe oT OpeMeHHOCT, A0KaTO He ofCchaUTEe TOBA ¢ Bauws
nekap. Bawuat nexap e By nocsBeTBa JOMBJIHUTENHO.
bebetata, poieHH OT Maliky, KOUTO Ca NPHEMAITH BAIMPOAT, ca M3MIOKEHHU Ha CEPHO3EH PUCK OT
BpPOACHH NePEKTH U NMpod/IeMH ¢ pa3BUTHETO, KOMTO MOTaT 1a NPUUHHAT TeXKKa HHBATUAHOCT.
Bawusat nekap we By HacOuM KbM CIIELHATIMCT C ONMT B JIGHEHHETO HA €MMAEIICHA, TAKa M€ a8 MOraT
PaHoO 11a C€ OLICHAT aNTEPHATUBHHTE Bb3MOXKHOCTH 3a ieyeHue. BaiumsaT nekap Moxke fa npeanpueme
HAKOJIKO JEHCTBHA, Taka ue OpemeHHOCTTa BH 1a npotede BBb3MOXKHO Hal-rianko, a puckosete 3a Bac
H HepoaeHoTo BH nete na ce HaMalaT KOJKOTO € Bb3MOXHO MOBEYE.
BawusaTt nekap moxe aa peliu aa npomeHu no3ara Ha Jenakud 400 mg npax ¥ pa3TtBopuTEen 3a
HHXKEKLMOHEH pa3TBOp, Ja CMEHH NeyYeHneTo Bu ¢ Apyro n1ekapcTeO WIH Aa NPeyCTAaHOBH NIEYEHHETO
Bu ¢ Jlenakun 400 mg npax u pa3TBOPHTEN 32 HHDKEKLIMOHEH pa3TBoOp, AWITo BpeMe Mpeau aa
3abpeMeHeeTe, 3a [a € CUrypeH, ve Baiero 3abonssaHe € cTabunu3upaHo.
[TocbBeTBaiiTe ce ¢ Baluuna exap 3a npueMaHeTo Ha GoJiMeBa KMCEIHHA, KOraTo IUIaHMPaTe Ja HMaTe
bebe. Qosnerara KUCENMHA MOXE Aa HAMaNH 001IMA PUCK OT cnuna bughuoa v panex abopT, KOHTO
ChIUECTBYBA MPH BCAKa OpeMeHHOCT. Manko BepoaTHO e, obaue, TOBa 1a HAMANH PHUCKa OT BPOAEHH
nedeKTH, CRBP3aHH ¢ ynotpedara Ha BaINpoar.

OCHOBHH NOCNAHHA:

 He npeycradopsBaiTe npuema Ha Jienakuu 400 mg npax n pa3TBOpHTES 3a HHKEKLUHOHEH
pa3TBOp, OCBEH ako Bawuuat nekap He Bu kaxe.

e He cnupaiite 1a M3non3BaTe METOAMTE CH 3a npeana3saHe oT OpeMeHHOCT, Npeax 4a cTe
ropopuny ¢ Bamus nekap u pabotere 3aeqHO MO TU1aH, 3a 1a CTE€ CUTYPHH, Y€ CBCTOAHHETO
BH ce KoHTpoaupa v puckobete 3a Bailleto 6ebe ca HamalleHH.

e [IbpBO cH yroeoperte yac 3a noceweHuwe npu Baurua aexap. [1o Bpeme Ha ToBa nocelleHueE,
Bamust nekap we ce yBeps, 4e ¢re 1o0pe 3ano3HaTH U cTe pazdpany BCHYKH PHCKOBE H
CbBETH, CBBP3aHH ¢ ynoTpedara Ha BANNPOAT NO BpeMe Ha OpeMEeHHOCT.

e Bamusr nexap e ce onMra Aa CMeHHU ieueHUeTo BH ¢ apyro nekapctao, WM aa
NpeycTaHOBH JiedeHHeTo ¢ HenakuH 400 mg npax v pa3TBOpUTEN 38 HHXKEKLIMOHEH PA3TBOP
ABLIFO BpeMe, NpeaM 1a 3abpeMeHeeTe.

e [Inanupaiite cretuHo noceleHHe npH Bawya nekap, ako cte OpeMeHHa, UK CMATATE, 4e
MOXKE Ja cTe OpeMeHHa.

A3 CbM BPEMEHHA H NTPUEMAM JAEIIAKHH 400 MG NTPAX U PASTBOPUTEJI 3A
HHAXEKIIHOHEH PA3TBOP

He npeycrtaHoesaBanTte npreMa Ha enaxud 400 mg npax ¥ pasTBOpyTes] 3a MHXKEKLIMOHEH pasTBOp,
ocBeH ako Baiuudr nexap He Bu kaxe, Tbi kaTto chberoaHueTo BH Moxe aa ce siowd. I'liany
CMELIHO nocelleHue npyu Baluus nekap, ako cte 6pemMeHHa, WIH CMATATE, Ue MOXE 14 C
Bawwust nexap e Bu nocbBeTBa AONBIHHTEIHO.

bebeTaTa, poaeHu OT Mailku, KOWTO ca MPUEMANIK BalMNpPoAaT, €a U3M0KEHH Ha CEPHO
BpOJCHU ACPEKTH ¥ NMPOONEMH C Ppa3BUTHETO, KOUTO MOTAT Ja NPHYHUHSAT TEXKA HH




[Ile 6bACTE HACOUECHH KBbM CHELHANIHCT C ONHUT B JICYEHHWETO HA €NWIENICHA, TaKa Y€ Ja MOFarT Ja Obaar
OLCHEHH aJITePHATUBHH BBE3MOXKHOCTH 33 IEYEHHE.
[Ipu w3knouutenuu obcroarencTra, korato Jdenakud 400 mg npax v pa3TBOpUTEN 32 HHKEKILMOKEH
pa3TBop, € €AHHCTBEHUAT JOCTBIEH BAPHAHT 3a JIEHEHHE 1O BpeMe Ha OpeMeHHOCT, Bue e 6baere
HabnloaaBaHy MHOTO BHHMATENHO, KAKTO 33 JJ€4EHHE HA OCHOBHOTO 3a00N4ABaHe, Taka ¥ OTHOCHO
pa3zeuTHETO Ha BammeTto 6ebe. Bre u Bainar napTHeOp MOKE Ha MOMyYHTe KOHCYITALMA M NOAKpena
OTHOCHO OpeMEeHHOCTTA, H3NI0XEeHAa Ha BaJINpoar.
[TocwBeTBakiTe ce ¢ Bamus nexap 3a npueManeTo Ha GonueBa KHceHHa. DoTHeBaTa KHCETHHE MOXKe
na Haman# oL PHCK OT chuHa bughuda v paHeH abopT, KOHTO CBUIECTBYBA IPH BCsiKa OpeMEHHOCT.
Manko BeposTHO € obaye, TOBa 1a HAMAJIK PHCKa OT BPOAEHH Je(eKTH, CBbP3aHH ¢ ynoTpebara Ha
BAINpOAT.

OCHOBHM NOCJTAHHA:

e [InanupaiiTe cnewHo noceleHne npy Bauua nexkap, ako cte OpeMeHHa, HIIM CMATaTe, Ye
MOXeE J1a cTe OpeMEHHa.

» He npeycranosaaiite npueMa Ha [enakuH 400 mg npax ¥ pa3TBOPUTEN 3a HHXKEKUHOHEH
pa3TBOp, OCBeH ako BaiiusaT nekap He Bu kaxe.

e Tpabea na cTe cUrypHH, 4e ca BH HACOUWIH KBM CNIELIMANIUCT C OMHT B IEUEHHETO HA
ETTHIIENCHS, 33 [1a CE OLCHH HEOOXO0AUMOCTTa OT ANTEPHATUBHH BB3MOXKHOCTH 3@ JIeYeHHeE.

e Bue Tpabsa na nonyunTe H3uepnarenHa KOHCYATaUMA OTHOCHO puckosete ¢ Jlenaknn 400 mg
npax H pa3sTBOPHTEN 332 HHXKEKLIMOHEH pa3TBOP NO BpeMe Ha OpeMEHHOCT, BIJTHOYHTENHO
TEPATOTEHHOCT (BPOACHYU Je(PEKTH) U HAPYLUEHHUA HA PUIHUECKOTO H YMCTBEHOTO Pa3BUTHE
MpH Aeua.

o Tpsabpa na cTe CUTYpHH, He ca BY HACOYHH KBEM CNELMATTMCT MO NpeHaTanHa AHarHoCTHUKa, 3a
A2 ce OTKPHMAT BE3MOXKHH CAy4aH Ha edeKTH.

TpnabGBa na cTe CHIypHH, Ye cTe npovYend PoKoBOACTBOTO 32 NaNHEHTA, KOETO CTe NOJYHHIH OT
Bamua nexkap. Bamuar nexap me o6cwau ¢ Bac IN'oanmnua ¢popmyasp 3a noTsbpxaeHte
O0CH3HABAHETO HA PHCKA K e B nomoun aa ro noanumere H 3anasute, Bue we nonyuure
cb10 H KapTa Ha nauvenra ot Bauinsg papmaueBT, 3a 1a Bu HanoMH#A 3a pHCKOBeTe ¢
BAINPOAT Nno BpeMe Ha OpeMeHHOCT.

[Ipn HOBOpOAEHH Acua, YMiiTO Maliku ca mpueMany JenakuH 400 mg npax 1 pa3TBOpPHTEN 34
HHXKEKLIHOHEH pa3TBOP NO BpeMe Ha OpeMEHHOCTTA, MOFaT Aa ce NOABRAT NpobeMH ¢
KPBBOCBCHPBAHETO H XHIOTTIHKEMHA (CnagaHe HUBOTO HA 3aXapTa B KPLBTa) U XUNOTHPECOUANIBM
(HaManeHa QyHKLUMA Ha LWHTOBUAHATA HU1€3a, KOATO MOYKE a2 MPHUUHU YMOPAEMOCT WIM MOKAYBAHE
Ha TET10TO).

CyHApOM Ha OTHEMaHeETO (Bb30yAa, pa3Apa3sHUTENHOCT, CBPbXBb30YAUMOCT, TPENEPEHE, XUNEPKUHE3UA,
HapyLUeH TOHYC, TPEMOP, KOHBYJICHH H HapYLUIEeHHA Ha XpPaHEHETO) MOXKe a Ce IOSBH NTPH HOBOPOJCHH,
YHUTO MAHKH Ca NpHEMAa/IH BAIPOAT M0 BpEME Ha NOCNENHHA TPHMECThP OT OpeMEHHOCTTA.

KupmeHe

Tp# KaTO camMo CBBCEM ManKo KoH4ecTBO OT Jlenakun 400 mg npax v pa3TBOpHTEN 32 HHKEKLIMOHEH
pa3TBOp NpeMHHAaBa B MaHYUHOTO MJIRKO, KOSTO B O0ILMA cnyyall He NpeacTABNABA OMAacHOCT 34
AETETO H OOMKHOBEHO HE C€ HaNnara CnMpaHe Ha KbpMeHeTO. Brlipeku ToBa, TpAOBa 1a 0OCHAMTE CbC
CBOA JieKap Janu MoxeTe 1a KbpMmuTe Hebeto cu.

Baxicnu cveemiu 3a nauuenmu Mvice

Homenyuanu puckoge, cevpsanu ¢ npuema Ha eainpoam npe3 3-me Mecelya npecu 3a4eeanemo Ha
dememo

[IpoyusaHe NMOKa3Ba Bb3MOXEH PUCK OT pa3CTPOHCTBA HA JABUraTenHaTa akTHBHOCT H
pa3suTHE (NMpoOIEMH ¢ PaHHOTO JIETCKO Pa3BHTHE) NPH AeLa, YHHTO OaluH ca JieKyBa
npe3 3-Te Mecela npeau 3aueBaHeTo. B Toea npoyusaHe okoao 5 Ha 100 nena umat ¢
pascTpoHCTRa, KOraTo ca 3a4eHaTH OT OallM, JeKyBaHU C BANNPOAT, B CPABHEHHE C OKY




fela, KOraTo ¢a 3aueHaTy oT OaliM, 1€eKyBaHH C JJRMOTPUKHH WIH JIEBeTHpaLeTaM (pyrd ekapcTaa,
KOMTO MOraT Jia Ce€ M3M0JI3BaT 3a JieueHHe Ha Bamerto 3abonasane). PuckbT 3a aeua, 3a4eHaT! OT
Oalliy, KOMTO ca CIpe/H JICYEHHETO C BAINpoaT 3 Mecela (BpeMeTo, HeoOxoaumo 3a oOpasyBase Ha
HOBH CTICPMATO30HIM) WIIH MOBEYE NPEAHU 3a4EBAHETO, HE € W3BecTeH. [IpoyuBaHeTo uma
OrpaHHUCHHA H MOPaAH TOBA HE € ACHO JaJIK NMOBHILIEHHAT PHCK OT pa3CTPOKCTBA Ha ABHraTe/lHaTa
AKTUBHOCT M [ICHXUYECKOTO Pa3BUTHE, 32 KOWTO Ce NpPEAnonara B TOBa NPoy4YBaHe, ¢€ Ab/IKH Ha
pannpoar. [IpoyuBaneTo He € focTaTs4HO MalabHO, 3a 1a NOKaXe KOH KOHKPETEH BHI Pa3CcTPONRCTRO
Ha JIBUraTe/HaTa aKTHBHOCT H NCHXHYECKOTO Pa3BMTHE MOXKE Aa NMPEACTABIIABA PHUCK 3a AelaTa.

Kato npeanasHa Msapka Bawuar sekap we obcbam ¢ Bac:
o [loTeHUMaNHKA PUCK NPH Jella, 3aUeHaTH OT Oalluu, eKyBaHH C BaJINMPOAaT
¢ HeobxoauMmocTtra na odbMucnure epeKTHBHA KOHTpalenUXa (MPOTHRO3aYaThYHH CPEACTRA) 3a

Bac u Bainara NapTHbOpPKaA Nno BpEME Ha ICHCHHUCTO H B ITPOABDKCHHE Ha 3 Mecelia ciaen
CITUPAHC Ha JICUCHHUCTO

¢ HeobxonumocTra ga ce KOHCyATHpaTe ¢ Bauing nekap, Koraro riaHupare 1a 3a4cHeTe AeTe U
Npeay Aa CnpeTe KOHTpalenuuaTa (IpoTUBO3aYyaThbuYHUTE CPeICTBA)

¢ BbB3MOXHOCTTA 3a IpYyry BUAOBE JICUEHHE, KOMTO MOTAT Ja CE€ M3MO/3BAT 3a ACHYEHHE Ha
Bawero 3abonsBaHe, B 3aBUCUMOCT OT KOHKpETHaTa CHTyauus npH Bac.

He napsasa#ite cnepmMa, Korato npyMeMare BalnpoaT H B MpOAB/DKEHHe Ha 3 Mecelia cliell ClMpaHe Ha
NEYeHUETO C BANMpOAar.

[locbBeTBalTE Cce ¢ Baluus nekap, ako CMATaTe 1a UMATE OETeE.

Ako Bamara napTHeOpKa 3abpeMeHee, N0KaTo CTE H3NON3BaIH BAINPOAT 3a NepHO OT 3 Mecela
HEMOCPEACTBEHO NMpeaH 3a4€BAHETO, KAKTO H aKO UMATE BBIPOCH, CBBPKETE ce ¢ Bawus nekap. He
CriMpamTe JIeUEeHHETO CH, O€3 Aa cTe roBOpWIH ¢ Ballius jiekap. AKO CIIpeTe JIEHEHHETO CH,
cHMToMUTE BH MOXe aa ce Baouiar,

Tpabea peaosHO fa xoauTe Ha npernea npu Bamua nekap. Io BpeMe Ha Te3u nocewenus Bawuar
nekap we o6¢cbau ¢ Bac npeanasuurte MepkH, CBBp3aHu ¢ ynotpebaTta Ha BAINpoar, U B3MOXKHOCTTA
3a APYIH JIeUeHHA, KOMTO MOraT Aia ce H3MION3BAaT 3a nevyeHue Ha Baieto 3abonsBaHe, B 3aBUCHMOCT
OT KOHKpETHaTa cuTyauus rpu Bac.

YBeperte ce, ue CTE NMpPoUETH PbKOBOACTBOTO 3a NMaUMEHTa, KOETO lie nonyuuTe oF Bawuus nekap. Ille
nonayuure U Kapra 3a nauuerra ot Bauius gapmauerT, koato 1a Bu HanoMHs 3a noTeHUWanHKWTE
PHCKOBE OT ynotpedarta Ha Bannpoar.

llio¢pnpane n pabora ¢ MAIIHHH

HenaxuH 400 mg npax U pa3TBOPUTEN 38 HHXECKLIMOHEH Pa3TBOP MOXKE 4a NPeIH3BHKA ChbHIIUBOCT
WJIH 3aMasHOCT MPH HAKOH XOopa, 0COOEHO B HAYATIOTO HA JICYEHHUETO WIH B KOMOWHALIMS C
[POTHBOETTHICTTHYHH JIEKAPCTBEHH CPEACTBA WIH O€H30IHA3ETIHHH.

[1poBepete kak pearvpare Ha enakun 400 mg rnpax U pa3TBOPUTEN 32 UHKEKIMOHEH Pa3TBOP NpeaH
wodupaHe, paboTa ¢ MalLIMHU, WIH U3BbPLUBAHE HA APYra JEHHOCT, PH KOSTO MOXE Ja Bb3HHKHE
ONACHOCT, aKO CTE CHHIMBH WU 3aMasiHU.

Henakuu 400 mg cpaLpxa HATpHiH

Tora nexapcTBO chaABpPKa 55,35 mg HaTpUid (OCHOBHA CBhCTaBKa Ha FOTBApCKaTa/Tpane3Hara coJl) BbB
BCEKH (pnakoH. ToBa KONHHECTBO € EKBHMBANEHTHO Ha 2,8% OT NpenopbyYMTENHUA MaKCHMaEH JHEBEH
XPaHUTENEH NPHEM HA HATPHHA 3a BB3PAcTEH.

3. Kak na npuemarte Ilenakun 400 mg npax u pa3TBOPHTEN 32 HHKEKIHOHER

Jdena o1 xeHCKH N0J1 H KeHH ¢ IeTePOAeH NOTeHIHA
JTedyenneTo ¢ Jenakuu 400 mg npax 1 pa3TBOpUTEN 32 HHIKEKLIMOHEH Pa3TBOp TpAD
Ha010AaBa OT JIEKAP C ONMT B JICUCHHETO HA €NHJIENCU.




l'lagnen'm OT MBHAKKH 1101

[IpenopruBa ce neueHneto ¢ Jenakud 400 mg npax 1 pa3sTBOpHUTEN 33 MHDKEKLIHOHEH pa3TBOP Aa Ce
3aMo4YHe M Habmioaaea oT JieKap CNeLMAIMCT C ONUT B JICUEHHETO HA €MHJIENCHA - BHXKTE TOYKA 2
Bax<HH CBBETH 32 MALIUEHTH MbXKE

PenoBHO nocellaBalTe KOHTPOIHUATE CH MpEriea. Te ca MHOro BakKHH, 3alJ0TO MOXE Ja Ce HAJIOKH
NpoOMsAHA B J03MpoBKaTa BH.

Bunaru npuemaiite Jlenakud 400 mg npax ¥ pa3TBOPHTEN 33 HHKEKUHOHEH pa3TBOP TOMHO, KakTo BH
€ ka3an Baluar nekap. AKo He ¢Te CUI'YPHH B Hello, nonuraiTe Bawing nekap WiH papMaUeBT.

HauuH HA npHIOKeHHe
Henaxuu 400 mg npax ¥ pa3TBOpHTEN 32 HHXKEKLIHOHEH pa3TBOP ce MpWIara HUHTPABEHO3HO.

HJo3upoBKa

Onpeneng ce CTPUKTHO OT JiIeKyBaLLKA Jiekap. T4 € CTporo MHAWBHAYAHA.

[lpy npemMuHasate oT TabseTHA KbM HHXEKLHOHHA dopMa (HanpUMep NpH NMpeacToAlla XHpypruuHa
MHTEPBEHLIMA ). HHTPaBEHO3HO MPWIaraHe Ha HaTPHEB Basmpoar B pa3Teop Ha 0,9% Hatpues xmopuj ¢
AHeBHa cpeaHa ao03a okono 20 no 30 mg/kg/nHeBHO, cnea 4-6 yaca oT nocnegHaTa NepopaiHa 103a,

- WIH NIPH NPOABLJDKHTENHA HHPY3ua Han 24 yaca,

- WU 1IpH 4 HHOPY3UM JHEBHO MO ] yvac.

HurpaseHosHo [lenakul ce npuiara ypes 6apHa HHTPABEHO3HA MHXKEKUMA WIH Upe3 HH(Y3HA KaTo ce
M3M0JI3Ba CAMOCTOATE/IHA JIMHUA B C/Ty4yai, Ue c€ BITUBAT M JPYTH JIeKapCTBa.
WUHTpaBeHO3HUAT pa3TBOp MOXeE 4a ce cbXxpanaBa B PVC, nonuTeHOBH H CTHKIEHH BaHKH.

[pu pocTuraHe Ha Obp3a IUIa3MEeHa KOHLIEHTpaUHa:

[Ipy uHTpaBeHO3HA HHXKEeKLMA Ha bonyc 15 mg/kg 3a 5 MUHYTH, nOcneaBaHO OT HHY3HA C

I mg/kg/uac, KaTo CKOpOCTTa Ce KOpUIWpa 3a JOCTHIraHE HA KPbBHA KOHLIEHTPALlMA Ha BaJINpoaT OT
75 mg/l. CkopocTra ce Kopurupa cnopea rnporpecuara Ha KIHHHYHHA OTrOBOpP.

[lpu npemuHaBaHe KbM JieyeHUeE ¢ TabNeTKH B obuyaiiHuTe 1034, HH(Y3UHTE NOCTENEHHO Ce
NPEKbCBAT, KATO CE€ OCUIypABa He3abaBHA KOMIeHCALMA Ha eNMMHHUPaHUTE KoaH4ecTRa. [TocTHra ce
C NpeaMilHaTa JO3UPOBKA WK Cliedl HEHHOTO KOpHIHpaHe.

[MaieHTH ¢ 6B6peydnH npobaemu
BauyaT nekap Moxxe 1a peluy Aa KOpurupa ao3ara Bu.

AKO cTe npHe/IH noBeye oT HeoOxonnmara 1032 Jdenaxkun 400 mg npax u pazTBopuTe
[lpenoszupaHeTo Ha [enakuH 400 mg npax v pa3TBOPUTEN 332 HHXKEKLIMOHEH pa3TBOP MOXKE N1a Obae
onacHo. He3abaBHO ce cBbpkeETE CbC CBOS JieKap WIHM Hait-ONnU3KOTO 3B€HO 3a CHeUIHa MOMOLLL.

Axo npuemerte rnoseue Jlenakux 400 mg npax u pa3sTBOPUTEN 3a HHKEKLIHOHEH Pa3TBOP, OTKONKOTO
Ou TpabBano, TpabBa Ja ce npearnpHemar CAeIHHTE MEPKH B OOIHHYHM YCIIOBHSA: CTOMALLIHA
POMMBKA, NOAAbPXKaHE Ha edeKTHBHA OHUYype3a U KOHTPOJI Ha CbpAEYHATa H AWXaTeNHaTa QyHKLHUS.
AKO ce Haniara, Npy MHOTI'O TEKKH CIy4ad ce MpoBeXKaa quali13a.

AKo cTe nponycHaan aa npueMete denaknn 400 mg npax u pa3TBopHTEN 38 HHAEKUHOHEH
paiTBop

He npuemalite ABO#HA 1034, 3a Ja KOMNIEHCHpATE NponycHaTarta A03a. IIpocto npoawmkeTe aa
MpHEMATE JIEKAPCTBOTO CH CMopea yKa3aHUATa Ha Bawua nekap.

AKO CTe MpOMyCHa/H a3 NpHEMETE HAKOIKO 103H, He3aDaBHO ce CBbLPKETE ChC CBOA

4, BL3MOXKHE HEXEJAHH JIEKAPCTBEHH PeaKiiHH

KakTo BCHUKH JIEKapCTBa TOBA JIEKAPCTBO MOXKE 1a NMpeAn3BHKa HexelaHH pea
BCEKH 'Y NOJYUABRA.



HezabaBHo ce cBbpKeTe € JIeKap, aKo 3a0e/IeHTe HAKOSA OT CJIeAHHTE CEPHO3HH HEeXKeJIaHH

peaxitan. Moxke 1a ce HyxaaeTe 0T CREMIHA MEIHIHACKA MOMOIN:

- CBHHIMBOCT, MPOMSAHA B CTEMEHTA HA Chb3HAHUETO (BKJI. KOMa), 0OOBpKBaHe, MyRHOCT WIH
HeoOHyaliHO rMopeaeHHUe U 3aryba Ha nameT, CBbp3aHH WIH He ¢ [10-YeCTH WIH MO-TEXKH
NpUNaabUM, 0COOEHO ako ce npHueMa CbBMECTHO ¢ eHoOapOuTan M TOMHpaMaT WIH ako ao3ata
Ha [lenakun 400 mg npax ¥ pa3TBOPHTEN 34 HHKEKLMOHEH PA3TBOP € BHE3ANHO NOBULICHA.

- MHuorokpaTHO noppbllaHe, KpaHHa OTNagHANOCT, KOpeMHH DONIKH, CBHIUBOCT, ciabocT, 3aryda
Ha aneTHT, CHIHA 60JIKa B rOpHATa YacT Ha CTOMAaxa, rafieHe, XbATeHHLUA (MOXBIATABAHE Ha
KOXKaTa KM OAIOTO Ha OYMTE), OTOK HAa KpaKaTa WIH BiIOLIaBaHE HA eMUierncusTa Win oo
ycelllaHe 3a HapylleHo 31paBe. ToBa MOXe 12 ca CHMITTOMM Ha TEXKKO 3a00/1aBaHe HA YePHHS
apod WK NaHKpeaca.

- [1pobnemu ¢ KppBOCHCHPRAHETO (MPOABEHH B KPBbBHH TECTOBE).

- CnoHTaHHO KpBhBOHACAAaHE WM KbpPBEHE.

- MexypH ¢ OTNIENBaHe Ha KOXKaTa (MeXypH, JIIOIIEHEe WIH KbPBEHE Ha KOATO U Aa € 4acT Mo
KoXata (8kJ1. Baminte yCTHH, 04H, YCTa, HOC, NOJIOBH OPraHH, pblie WIH Kpaka) CbC Hiu Oe3
0OpHB, NOHAKOra ¢ IPUNONOAOCOHH CUMITITOMH, KATO: BUCOKA TeMIepaTypa, BTpHCaHe WiH
OONKH B MYCKYJIMTE — TOBA MOXKE 14 Ca CUMITTOMH Ha CHCTOAHHME, HAPEUEHO ,,TOKCHHYHA
efinacpMaliHa Hekpo3a™ WiH ,,CHHApOM Ha CTHBBHC-[DKOHCBH™).

- CHAHO HaMaNnaBaHe Ha Oe/MTe KPbBHH KIETKH WIH HeAOCTaTbYHOCT Ha KOCTHUS MO3BK, KOATO
MOHAKOTAa CE MPOSABABA C BUCOKA TEMIEPaTypa U 3aTPYAHEHO QUILIAHE.

- OOBpPKaHOCT, KOATO MOXE [1a C€ AB/KH Ha MOHWAKEHO HUBO Ha HATPHIT B KPbBTA WK Ha
CBCTOSHHUE, HAPEYEHO CHHAPOM Ha HApyLUIEHATa CEKPELHA Ha aHTHAWYPETUYHHUS XOPMOH
(“CHCAOX™).

- [IpeaussukaHu OT asieprus NOAYTHUHH ¢ BONe3HeHH ChPOAIUM YILTBTHEHHSA (Hal-4eCcTO 0OKONOo
OYMTE, YCTHUTE, MbPAOTO U NOHAKOra Mo JUTAHUTE H XOAHUIIaTa), KOETO MOXe Aa € CUMITTOM Ha
aHTHOEAEM,

- CHHApPOM ¢ iekapcTBeH 0OpHB, BUCOKA TEMIIEpATYpa, YBEJIHHEHH JTUM(HH BB3IH H BEPOATHH
HapyLUIEHUA B APYrd opraHu (ToBa MOXKE Ja C€ CHMITTOMH HA ChCTOSHHUE, HAPECUECHO CUHAPOM Ha
nexapcTBeHUs oOpHB ¢ eo3nHOPUNHA U cucTeMHH cumnToMu (DRESS)).

- Hamanena oyHKUMA Ha LIATOBUAHATA KJ1€3a, KOATO MOXKE Aa NPHYMHH YMOpa H YBEJTHUEHHUE Ha
TEFJI0TO (XUMIOTHPEOHIHIBM ).

- bonku B cTaBHTe, BUCOKA TEMNEpPaTypa, yMopa, OOpHB, KOETO MOXE 1a Ca CUMITTOMH Ha
CHUCTEMEH JIYMyC EpUTEMATO3YC.

- Tpenepene (TpeMOp), HEKOHTPOIUPYEMH MYCKYJTHH ChKpaltleHUs, HeCTAOUTHOCT TMPHU XOA€HE
(MapKHHCOHH3IBM, EKCTpaNHpaMHIHY HapyLIEHHS, aTAKCHA ).

- Tpyanocty npu aniiade y 60ika, ABDKALNLA ce HAa Bh3naieHWe Ha oOBHBKaTa Ha 6enuTe
apoboge (niespaneH U3UB).

- MyckynHa 6onka 1 MycKyJiHa cnaboct (pabaooMuonusa).

- Cenauus, ekCTpanupaMKHU HAPYLLICHHA.

- buOpeuno 3abonsaBaHe (ObOpeUHa HEIOCTATHYHOCT, TYOYJIOHHTEPCTHUHANEH HE(PPUT), KOETO
MOJK€ 2 C€ NMPOABH C HAMAJIEHO OTHEJIAHE HA YPHHA.

- YeennueH Opoli H HHTEH3UBHOCT Ha KOHBYJICHHTE.

- [TpobneMu ¢ paBHOBECUETO U KOOPAUHAUMATA, YyBCTBO Ha OTNAAHAJIOCT WIM HUCKA
OAUTENHOCT, CBbP3aHM C NOBPBIUAHE. TOBA MOXeE [1a C€ AB/KH HA MOBHLIEHO KOJIMYECTBO
aMOHSK B KpbBTa BH.

- HeuecTu: 3atpyaHeHo aumaHe, 60/1ka Wil HAaTHUCK B rpbAHHA Koul (0cOOEHO Npy BAMIIBAHE),
33yX U CyXa KalllIMLUa, ALTKalM Ce HAa HaTpYMBaHe Ha TEYHOCT Okono benure npobose
(mneBpaneH U3TUR)

[Tpn naunenT™, npuemaiin Jdenakun 400 mg npax v pa3TBOpHUTEN 3a HH)KEKLIMOHEH pa3TBOp ca

cbOOILIABAHH U APYTH HEXENaHH peakLUMH. Te paako ca TeKKH, KaTo B MOBEYETO OT CIIyYyaHUTe He ca

cepno3Hi. OOHKHOBeHO ca 00paTUMH. AKO NOJIy4YHTe HAKOH OT HEXENaHWTe peaKiiHi, MOXE 13 ce

HaJI0XKH A2 MOJTYUYHTE MEHLIMHCKA MTOMOLI. '

- MPOMEHH B CTENEHTa Ha Cb3HAHHETO, ChHWBOCT, MNaBOOOIUe, HAPYIIEHHS B TI
KOrHHTHBHH HapylleHHS (HapylleHHs B NO3HABATEIHHUTE CIOCOOHOCTH), OBP3
ABHXEHHs Ha O4MTE, 3aMaiiBaue,

- npoBaeMH CbC CllyXa WM TIyX0Ta,




rajeHe, NOBpblIaHe, HApHA 0CODEHO MpH 3aro4yBaHe HA ACHEHUETO, MPOONEMH C BEHLIUTE
(npeauMHO XHnepTpodH), BB3NATICHHUE HAa YCTATa, MOOYTA YCTa, A3BH B YCTaTa H YCEllIaHE 3a
napeHe B ycTara (CTOMATHT), HIIM CTOMALIHH OOJIKH,

YPHHApHA HHKOHTHHEHUHSA (HEBOITHO H3ITYCKaHE HA ypHHa),

JICPrUYHN PEaKIy, MPEXOAEH KOCOMNall, HApYLUIEHHS Ha HOKTUTE U HOKBTHOTO JIEro,
HAAIaBAHE HA TErNO, 3aTIIBCTABAHE,

Oone3HEeHa MEHCTpYaLIHA,

CLCTOAHHKE Ha OOBPKAHOCT, BIXKAaHe, yCEllaHe WIN YYBaHe Ha HECHLISCTBYBAIIM Hellla
(XanoiuMHalKK),

arpecHs, aKHTauus (eMoLMOHAIHA Bb30ya), HapyLueHO BHUMaHWe, abHOPMHO NoBeaeHHUe H
TICHXOMOTOPHA XHIEPEAaKTHBHOCT, HapyLlieHa cnocobHOCT 3a yueHe,

HeCTaOMIHOCT NpHU XOAEHE (aTakcus),

U3TPBIIBAHE WIIH CKOBAHOCT Ha pbLIETE H KpakarTa,

KOXHHU peaKLUuH KaTo OOpHEY,

HeoOHYaeH pacTex Ha kocaTa, HeoOHUaitHa CTPYKTypa Ha KocaTta, MPOMEHH B IIBE€TA Ha KOCaTa,
[MPEKOMEPHO OKOCMSABAHE, OCODEHO NPH KEHH, BHPWIMIBM, aKHe (XUMepaHIPOreHH3bM),
Bb3MAJICHHE Ha MAJIKHTE KPBBOHOCHH CbAOBE (BACKYJIHT),

MOHW)KEHA TeJIECHa TeMIepaTypa,

OTOLIM Ha CTHI1AN1aTa U Kpakara (eaem),

HepelOBEH WM JIHNCBALL, MEHCTPYaleH UHKBI,

HaMmasnsgBaHe Ha HHBaTa Ha BUTAaMUH B8 B 141070 (HeAOCTUT HAa OHOTHH),

HEeCTeCTBEHO NoBeleHHe U 3aryda Ha MaMeT, CBBP3aHH MK HECBBLP3aHH ¢ NMO-YECTH H MO-TEXKH
MPHNAABLH,

HapylUIEHHA Ha TAaMETTa U KOTHUTHBHU HapyLUeHHS (B NO3HABATEIHUTE CNIOCOOHOCTH),

JABOHHO BHXIAHE,

H3MYCKAHE MO MAJIKa HY>KIa Wid YECTH MNO3HBH 32 YpHHHpaHe, 610peuHu npobiemu
(TyOynouHTecTUHANEH HEPPHUT, CHHAPOM Ha (PaHKOHMH),

KOXEH OOPHUB UM KOXKHM JIE3UM C PO3OB/UEPBEH NPBCTEH M ON1ea LIEHTBP, KOMTO MOTaT da Obaar
CbpOALIM, TOCNECTH WM H3MTbJIHEHH € TeYHOCT. OOPHBLT CE MOABABA MPeAUMHO BbPXY AAaHHTE
A cThNatata. ToBa MOXe la ca CUMNITOMH Ha epuTeMa Myatudopme.

npobaeMu ¢ paBHOBECHETO M KOOPAHHALIMATA, IETAPT HA WM 3aHW)KEeHa OIUTENHOCT, CBhP3aHH ¢
noBpbLiaHe. ToOBa MOXE 12 Ce AbJDKH HA YBENHUYEHO ChbAbPXKAHHE HA aMOHAK B KpbBTa BH.
Oe3maoaue Npu MBXKETE, KOETO OOMKHOBEHO € 00paTHMO MpH NpeyCTaHOBABAHE HA JIEHEHHETO
WM MOXe Ja € oOpaTUMO ciiell HaMalsaBaHe Ha J03ara. He cnpaiiTe eueHUETO CH MPEIn MbPBO
Ja cTe roBopHin ¢ Bawms nexap.

KHCTH B AHYHHLIMTE (MTOJIMKUCTO3IHYU AHYHHLIH).

YBenomere Bamins nexkap nau papmaueBT, aK0 HAKOS OT CJICIHUTE HEXKEJAHH PeaKIHH CTaHe
CEPHO3HA HJTH MPOAB./LKH MOBEYE OT HAKOJIKO JHH; MOXKeE A ce HYXKIaeTe 0T MeIHUHHCKO
JeYeHHe:

JIBOHHO BH)KAAHE

["anene

YpHHapHa HHKOHTHHEHLMS (HEBOIHO H3ITyCKaHe Ha ypHHa)

Peakn: M3nyckaHe Ha MHOro ypuHa 1 MYBCTBO Ha xaxkaa (CHHApOM Ha (DaHKOHH)

C HeusBecTHa YecToTa: HamanspaHe Ha HUBaTa HAa KAPHHUTHH (MOKAa3Ba C€ NMPH KPhBHH WK
MYCKYJIHH TECTOBE)

C HEH3BECTHA YECTOTA: NO-TbMHH YHACTbIHM OT KOXKATa U JIMTABHLHUTE (XMUNEPMUTMEHTALIHSA)

YBpexjiauug na Kocrare
HoknansanM ca Cayyad Ha yBpPEKAAaHE Ha KOCTHTE, BKIIOYBAHKHU OCTCONEHHA H OCTEONOpo3a
(HaManeHa KOCTHA IUTETHOCT) U cuynBaHusA. Koucyntupaiite ce ¢ Bawns nekap win ¢apMaueBT, ako

CTEC Ha MPOABIILKHUTCIIHO MNPOTUBOCTIHWICIITHYHO JICHCHHUC, HMATe aHAMHC3a 34 OCTCOIIOPO3
MpHEMATE CTCPOHIH.

Henakud 400 mg npax ¥ pa3TBOPUTEN 3a HHXKEKIIHOHEH PAa3TBOP MOKe Ja rnpeaus
HaMa/isBaHe Ha Opos Ha YePBEHWTE KPbBHH KJIETKH WM MaTOROTHYHO YBEIHYABA




HaMalisBaHe Ha 6pos Ha TpoMOoLMTHTE, 3HAYMTENHO HaManABaHe Ha 6poq Ha DeNluTe KPBBHH KIETKH
WM YBpEXKIAaHE Ha KOCTHUA MO3bK (Ha KPBBHH H3C/IEABaHHA).

Tr# kaTo Basmnpoarta ce OTAENs OCHOBHO Mpe3 0B0peunTe, YacTHYHO oA GopMaTa Ha KETOHHHM Tena,
pe3yJITaTsT OT HANpaBEHUS TECT 3a OTACICHHTE KETOHHH TeJla MOXKeE Ja € NMoaBeKaalil NP NaLHeHTH C
auvaber.

AKo 3abenexxure HAKaKBH HEXXEJIaHH PeaKliHH, KOUTO He ¢a CIIOMEHATH B Ta3H IHCTOBKA, MOJIS
yBeaoMeTe Bawiud nekap unu ¢papMauesT.

HONBAHHTEIHH CTPAaHHYHH edeKTH NpH aAena

Hsixou HeXKenaHH peakUMH Ha BAINPOAT ce NOABABAT I10-4ECTO NPH AeLia WIH ¢a MO-TEXKH B
CpaBHEHHE C BL3PACTHUTE. Te BKIIOYBAT YBpexk1aHe Ha YepHusa Apol, Bb3NalIeHHe Ha NaHKpeaca
(maHKpeaTuT), arpecHa, Bb30yaa, HapylleHHe HAa BHHMAHHETO, HEECTECTBEHO NOBEAECHHE,
XHIMEPAKTHBHOCT M HapylleHa cnocobHOCT 3a obyueHue.

CrobuaBase HA HEXEIAHH PEAKUHK

AKO NMONyHdTe HAKAKBY HEXENaHH JIEKAPCTBEHHU peaklUHH, yBeaoMere Bamus nekap wiu dapmaniesrt.
ToBa BKJIHOUBa BCHUKH Bb3MOXHU HEOMHUCAHHU B Ta3U JIMCTOBKA HEeXKeTaHW peakuMu. MoxeTe chllo Aa
CHOOLIMTE HEXETAHH PeakLIMH AWPEKTHO Ypes3:

H3mbaHUTENHA arcHLUMA N0 JIeKapcTBaTa

ya. . Jamsau ['pyes” Ne 8,

1303 Codus,

Ten.: +35 928903417,

yebcafiT: www.bda. bg.

Kato cvolllaBarte HexelaHH pCaKLMd, MOXKCTE 1a DaJCTC CBOA MPHUHOC 3a NoAYyYaBaHE HA NMOBEYE
HH(bOpMallHH OTHOCHO O€30MmacHOCTTa Ha TOBa JICKapCTBO.

3. Kak n1a coxpansasate Jdenakun 400 mg npax u pa3TBopuTe. 32 HHXKEKIHOHEH Pa3TBOP

Jla ce cvXxpaHsBa Ha MACTO, HEAOCTBIHO 32 JI€LIA.
He u3non3seaiite ToBa JIeKapcTBO cliell CPpOKa Ha FOZHOCT, OTOENA3aH BbPXY KAPTOHEHATa OMaKOBKa.
CpOKBT HAa FOAHOCT OTrOBapsA Ha MOCJAEAHHA AE€H OT NOCOUEHHS Mecell.

JlekapcTBaTa He TpAOBa 1a ce U3XBBPAAT B KAHATH3ALMATA WIH B KOHTelHepa 3a TOMALIHH OTNAgbLM.
[TonuTaiite Bawus dapMalieBT Kak 12 YHMIIOXHTE HeHYKHUTe BY nekapctra. Te3u MepkH uie
CMOMOTHAT 3a ONa3BaHE Ha OKOJIHATA cpeaa.

Henaxkun 400 mg npax v pa3sTBOPHTEN 32 HHXXEKUMOHEH Pa3TBOP HE U3HCKBA CrieUHaHH YCIIOBUS Ha
CbXPaHEHHE.

["'oTOBUAT MHXeKLUHOHEeH/ HH(Y3HOHEH pa3TBOp ce ChXpaHABa npy Temnepartypa 2°C po 8°C no

24 yaca.

6. Chabpixande Ha ONAKOBKATA H AONbAHHATEIHA HHPOpMALIHS
Kakspo cbanpka Jenaxuu 400 mg npax v pa3TBOPHTE 32 HHAKEKHHOHEH pa3TBOP

- AKTHBHOTO BeulecTBO €: 400 mg/dbnakoH HaTpueB BAINPOaT
- [TomowHH BewecTBa: 4 ml Boga/ammyna 3a HHKEKUHH

Kak uarnexknaa Jlenaxun 400 mg npax U pasTBoOpHTE) 32 MH)KEeKLHOHEH pa3T
CbABPAA ONAKOBKATA

Buaose onNakoBKMY:

- €/1Ha KapTOHEHa KyTHA chabpkalia | ¢iakoH npax v 1 ammyna ¢ pasTBopure
C MpenwiBaHe, KOeTO NO3BONKBA noay4aBaHeTo Ha 4 ml ot 100 mg/ml pasrsop



- elHa KapTOHEHAa KyTHA Chabpxkalla 4 ¢pnakoHa ¢ npax (Hatpues annpoat 400 mg/¢daakoH) u
4 aMITy/IH ¢ pa3TBOPHUTEN (BOJA 32 MHXKEKLHH), C IpEeNbJIBAHE, KOETO MO3BOJIABA NOMyYaBaHeTo Ha 4
ml ot 100 mg/ml pazrsop

He Bcuuki BHIOBE ONAaKOBKK MOTAT Aa ObAAT MyCHATH B npoaaxoda.

PapmanesTAdHA POPMA H CHABPKAHAE
[Ipax 3a HHXEKLHOHEH/MH(DY3HOHEH pa3TBOp
KoHiieHTpauuaTa Ha npuMroteeHus pasteop e 100 mg/ml.

[IpaTexaTten na paspemeHHeTo 3a ynotpeba
Sanofi Winthrop Industrie

82 avenue Raspall
94250 Gentilly

@®paHLus

IIpouisoauTen

Sanofi S.r.l

Via Valcanello, 4
03012 Anagni
HUranus

3a JOMBJIHUTENIHA HHGOPMALIMS OTHOCHO TOBA JIEKAPCTBO, MOJIS, CBBEPXKETE C€ C JIOKATHHS
peACTaBHTEN Ha NMPATEXATENA Ha pa3pelieHHETO 3a ynoTpeba:

Cyuxc buogapma EOOM, ten.: +359 2 4942 480

JdaTa HA mocJIeHO Npepa3riexAaHe HA JHCTOBKATA: AckeMBpH 2024

Apyra H3TOUHHUH Ha HHPOPMALIHA

[ToapobHa U akTyanHa HHGOpMaLMa 32 TO3M NPOAYKT LUEe HAMEPHTE KaTO CKAHMPATE
c¢be cMapTdoH QR koaa, skmioueH B JIucToBKaTa: HHpOpMaLUA 3a NOTpebUTeS.
Covwarta ungopmaLima ce HamMmupa v Ha cneaHus URL: hitp://gqr.valproateandme.bg.




