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HaTpueB Banpoart (sodium valproate) " A

v To3u nekapcTBEH NPOAYKT MOIEKH Ha NOMBJIHUTEIHO HaOmoAeHue. ToBsa 111e rno3Boiu 0bp30To
YyCTAaHOBSIBAaHE HAa HOBAa MH(OpMaLUs OTHOCHO Oe3ornacHocTTa. MOskeTe /1a najaeTe CBOs MPHHOC KaTo
ChHOOLIMTE BCSAKA HEKEJIaHa peaklMs, KOSATO CTe MOJIYYWIH. 3a HaYMHa Ha chOOIIlaBaHE HA HEXKEJIaHH
peaklHMH BHXKTE Kpasi Ha TO4YKa 4.

MPEAYIPEXIEHUE

Jlenakun 400 mg npax U pa3TBOPHUTEII 3a MH)KEKLIHOHEH pa3TBOP, HATPUEB BaJINIpoaT, MOKE CEPHO3HO
J1a YBpeJIH HEPO/IEHOTO JieTe, KOraTto ce nmpuema 1o BpemMe Ha OpeMeHHOCT. AKO CTe JK€Ha, KOSTO
MOKe f1a uMa Gebe, TpsaOBa 1a u3nonsBare epeKTUBEH METO/1 3a Npe/na3BaHe OT OpeMeHHOCT 0e3

[peKbCBaHe 10 BpeMe Ha Lesus nepuoa Ha siedenue ¢ Jlenakud 400 mg npax v pasTBOpHTEN 3a
UHKEKILIMOHEH pa3TBOp. BammsT nekap e o6cwbau Toa ¢ Bac, Ho Bue TpsaOBa na cnassare U
CbBETHUTE B TOYKA 2 Ha Ta3M JIMCTOBKA.
[TnanupaiiTe criemHo noceuieHue npu Baumms jgekap, ako Uckare Ja 3adpeMeHeeTe, WIH ako cMATaTe,
4ye cTe OpeMeHHa.
He npeycranosiBaiite npuema Ha [lenakuu 400 mg npax U pa3TBOPUTEN 3a HHXKEKIIHOHEH pa3TBOP
OCBeH ako Bamuar nekap He Bu Kaxke, TbH Kato ChCTOAHUETO BH MOkKe 1a ce BIIOUIH.

[IpoueTreTe BHHMATEIHO UAJIATA JIHCTOBKA, MPe/IH Aa 3aM04HeTe 1a NpHeMaTe TOBA JIEKapCTBO,

Thi KaTo TH ChbAbP:KAa BakHa 32 Bac nudopmanus.

- 3anazere Ta3u JMCTOBKA. MOXKe J1a ce HAIOXkKH J1a g MPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH JIOIMbJIHUTEIHH BBIPOCH, nonutaite Baiius nekap uiau ¢papmauesr.

- Tosa nekapcTBO € npeanucalo aMyHo Ha Bac. He ro npeorcrenBaiiTe Ha Apyru xopa. 1o moxe
J1a UM HaBpe/IM, HE3aBHCUMO, Y€ MPU3HALIUTE Ha TAXHOTO 3a00JigBaHe ca chulMTe Kato Bamwure.

- AKO TOJIY4ATE HIKAKBU HEXKEJIAaHHW JIGKAPCTBEHHU peakiluu, yBeaomere Baiuus jekap Hiu
¢apmaueBT. ToBa BKJIKOUBA H BCHUKH Bb3MOKHH HEKEJIAHH PEaKIIMH, HEOMTHCAHH B Ta3H
nucToBka. Bukre Touka 4.

KakBo ¢baAbpAKa Ta3H JIHCTOBKA

Ly KakBo npeacrapissa Jlenakun 400 mg rnpax ¥ pa3TBOpHTE]T 38 HHKEKIIHOHEH pa3TBOP H 3a
KaKBO C€ W3I10J13Ba

2 KakBo TpsOBa jaa 3Haete, npeau aa npuemere Jlenakun 400 mg npax v pa3TBopuTen 3a
MHIKEKLIMOHEH pa3TBOpP

3. Kak na npuemare Jlenakun 400 mg npax ¥ pa3TBOpHUTE 32 HHKEKIIMOHEH pa3TBOP

4. Bb3MOKHU HEKEJIAHU PEeaKLuu

. Kak na cexpansBate Jlenakun 400 mg npax v pasTBOpHTEI 38 HHIKEKIIHOHEH pPa3TBOP

6. Chabp)kaHMe Ha OMAaKOBKATa U AOMBIAHUTEIHA HH(pOpMaLIs

1. Kakso npeacrasasBa [lenakun 400 mg npax H pa3TBOpHTEJ 324 HHKEKIIHOHEH Pa3TBOpP H

34 KAKBO €€ H31M0JI3BA4

AxTUBHOTO BeulecTBO B Jlenakun 400 mg npax v pasTBOpHUTEJI 3a MHIKEKILIHOHEH pa3TBOp € BaJINpoar.
Jlenakun 400 mg npax ¥ pa3TBOpPUTEJI 3a HHKEKLIMOHEH Pa3TBOP Cliajla KbM rpynara Jjiek
MPOJAYKTH H3I10J13BaHH 3a JICYEHHE Ha eMMUIencHsl.

Jlenaxkun 400 mg rpax v pa3TBOPUTEN 3a MHKEKLIMOHEH pa3TBOP MOKE /1a Ob/e U3
MalMeHTH C ENMUJIENICHA, KOUTO MPE/IM TOBA ca OMIIK 3a10BOJIMTEIIHO MMOBJIMAHH OT
C JIEKAPCTBEHH MPOJAYKTH, ChAbprKALM HATPHEB BAJINMPOAT H MPH KOUTO NMPOIBIIK
MEPOPASTHOTO JIEUEHHE € BPEMEHHO HEBB3MOKHO.




Jleuenue Ha:

- reHepajJH3upaHy MPUCTLIH Noj (popMaTa Ha abCaHCH, MUOKIIOHHYHY I'bPYOBE M TOHHYHO-
KIIOHUYHH I'bPUOBE,

- napUHaTHyi WA BTOPUYHO F€HEpAlIU3HpaHy I'bpuoBe.

Henakuu 400 mg npax 4 pa3TBOPHUTEN 3@ HHXXEKLIMOHEH Pa3TBOP MOXe Aa Oblie npunaray

HHTPaBE€HO3HO H KaTO 4acT OT fePUHUpPaH TEPANEBTHYEH PEXKHM MPH BE3PACTHH:

- KaTO CPEACTBO Ha 3-Th M300p 3a reHepaTu3HpaHH KOHBYJICHBHH CBCTOAHHA (TPaH MaJi CTaTyc),
aKO HE HACTHIM Kpai Ha rbp40OBaTa AKTHUBHOCT CIIE HAYAJHO JISYECHHE ¢ OSH30AHa3eNIMHH TUTIOC
¢eHHUTOHH (JIeYeHHE Ha ITbPBH H300p) K Cre/l rocaeaBaulo tedeHue ¢ peHobapduran (jeyeHHe
Ha BTOpH U3bop),

- KaTo CPEACTBO Ha ITbPBH M300p 3a IreHepaTU3HPaHU HEKOHBYJICHBHHU NPUCTBIU (ITTH MaJl
CTaTyc), KaTO AITepHATHBA HA BL3MOXKHO O€H3011a3elIMHOBO JIEYEHHE,

- KaTO CPEACTBO Ha BTOPH U300p MPH KOHBYJICUBHU U HEKOHBYJICUBHHM NMPOCTU U KOMILIEKCHH
¢hOKaJIHH MPUCTBIIY, AKO HEe HACTHITH Kpad Ha MbpYOBaTa aKTUBHOCT CJIEA HAYATTHO JIEYCHME C
OeH301Ua3EMHY (JICUSHUE Ha ITbPBH H300D).

2. Kaxso TpsioBa xa 3Haere, npean na npueMere Jenakun 400 mg npax # pa3rBopuTen 3a
HHKEKUHOHEH PA3TBOp

He npuemaiite denaknn 400 mg npax u pa3TBOpHTE 32 HHKEKIHOHEH pa3TBoD,

- aKO CTe aeprHiHM KbM HAaTpHEB BaIrpoar (aAKTUBHOTO BellecTBO Ha Jlermakud 400 mg) win
KbM HAKOS OT OCTaHaliMTe CbCTaBkUTE Ha Jlenakuu 400 mg npax H pasTBopuUTen 34
HHXKEKLIMOHEH pa3TBOp.

- aKO UMaTe AKTUBEH XEMaTHT WK aKTUBHO 3a0oNsBaHe Ha YepHUs Apoo.

- ako Bue (wnu Hakoil oT 6nmu3kuTe BH poaHHMHM) HMate NaHHH 3a MpeKapaH B MUHAJIOTO TEXBK
XemnaTuT, 0cobeHO TakbB, NPeAU3IBUKAH OT JIEKapCTBa.

- aKko cTpajare ot uepHoapodbHa nopdupusd (MHOIO pAako MeTabOIUTHO 3a00MABaHE).

- aKoO ¢T€ HOCHTEN HA reHeTHueH AedekT, KOHTO BOAH 10 MUTOXOHAPHAIHO HapyLUeHUE (Hamp.
CUHAPOM Ha Annepc-XyTeHIIoXep).

- aKko MMAare MeTaboNNTHO HapyilleHHe, HAallp. HapYLI¢HUe Ha YPEHHUA UK.

- AKO MMaTe KapHHTHHOB Ae(pULHT (MHOTO paaKko MeTabOIUTHO 3a00NABAaHE), KOWTO HE Ce
NIeKyBa.

Enunencus

o [Ipu enunencus He TpaOBa aa usnosssare JdenakuH 400 mg npax u pa3TeopHTen 3a
HWH)KEKLIMOHEH PA3TBOP, aKO ¢Te OpeMEeHHa, OCBEH KOraTo HUKaKBO APYro JIEKapCTBO HAMA
e¢exT npu Bac.

¢ [Ipu enmunencus, ako CTe }KeHa, KoATO MOXe J1a HMa 0ebe, He TpsiOBa Aa npueMare JlenakuH
400 mg, OCBEH KOraTo H3noJ3BaTe e(peKTHREH METO 3a MpEANna3BaHe OT OPEMEHHOCT
(KOHTpaLenuua) 0o BpeMe Ha LeJIMA neproa Ha nedcHue ¢ denakuu 400 mg nipax u
pa3sTBOPHUTEN 3a HHXKEKIIMOHEH pa3Teop. He npeyctaHopaBalkite npueMa Ha Hdenakun 400 mg
[Ipax W pa3TBOPUTEN 3a HHXKCKLIHOHEH pa3TBOP MK METOAa, KOMTO U3ION3BATE 3a IIpeana3BaHe

OoT OpEeMEHHOCT, 10KaTo He 06CchauTe ToBa ¢ Bammusg nexkap. Bawusar nekap we Bu nocbeeTsa
AONBJIIHUTETHO (BWXKTE NO-A0Y ,,bpeMeHHOCT, KbpMeHe U fepTwinteT — Baxkiy cbBeTH 3a

YKeHuTe ).

AKO cMATaTe, Y€ UMaTe HAKOM OT Te3X NpobdAeMHU, UK aKO UMaTe KaKBUTO U Ja OM10 CbMHEHuH,
NoChbBETBAMTE CE€ ChC CBOA Nekap npeau aa npueMere denakuy 400 mg npax u pasrsopuren 3a
MHKEKLIHOHEH pasTBOp.

[Ipeaynpexienus H NpeAna3IHu MEepPKH
[oBopere ¢ Balins nekap, MEAULHHCKA CECTpa WiH (apMaLUeBT npeau ynoTpedar;
mg.




HE3ABABHO CE CBBPXETE C JIEKAP:

Axo Bue wiu nereto Bu paseuere BHe3anHo 3a00ns1BaHe, 0COOEHO aKko TOBA CTaHE B PAMKHTE Ha
MEPBUTE 6 MECELa OT JICYEHHETO H OCOOEHO aKO BKIIOUBA MHOTOKPAaTHO NMOBPHINAHE, KpaiHa
OTNAaAHANIOCT, KOpeMHa 00Jka, CHHIMBOCT, cnabocT, 3aryba Ha aneTdr, OOJka B rOpHaTa 4acT Ha
cTOMaxa, rajieHe, *bJATeHHLa (IOKbATABAHE HA KOXKAaTa WU H410TO HAa OYHTE), OTOLIM Ha KpaKkaTa Wid
BIIOLIABAHE HA eNUJISTICHATA HIM 00110 ycelaHe 3a BIoweHo 3apase. I1pu MHOrO Manbk Opoi
nauueHTH, enakun 400 mg Moske 1a yBpeayd depHHA Apo0d (M panko raHkpeaca).

PUCKBT OT yepHOAPOOHO YBpEKAaHe ce yBeM4ana, ako Jlenaxkud 400 mg ce npuemMa ot aeua nog
3 roguHH, MpY XOpa, KOUTO NpUEMaT ETHOBPEMEHHO APYTd aHTHEINTMIENITTHYHH JIEKapCTBa WX UMAT
ApPYTH HEBPOJIOTHYHH Wi MeTabOnHTHH 3a00MsBalus H TexKky GOPMHU Ha EMUITENCHI.

Axo Bue wiu Bawero aere, npuemaino denakuH 400 mg, paspuere npoblieMH ¢ paBHOBECHETO H
KOOPpAHHALIUATA, TOYYBCTBATE CE ICTAPrUYHH WIH I10-Majiko OAUTENIHH, NOBpHULATE, He3a0aBHO
yBegoMete Bainus nekap. Toea Mo)ke Aa ce AB/DKH Ha NOBHILIEHO KOMMYECTBO aMOHAK B KPBETA.

Massk Opoii xopa, TeKyBaHH C aHTHEITWICNTTALIM KaTO HATPHEB BAINPOAT, Ca UMaIM MHCIIH Ja ce
HapaHAT WX CaMOyOUuAT. AKO MO HAKOE BpeMe UMATE TAKMBA MUCITH, HE3aDaBHO C€ CBBPKETE C
Bamus nekap.

HMa cro01ieHus 3a CEpRO3HU KOKHH PEaKLIMU, BKITIOUHATEIHO CHHAPOM Ha CTHBBHC-/KOHCHH,
TOKCHYHA €MHAEPMAIHA HEKPOJIM3a, JIEKAPCTBEHA PEAKUMA ¢ CO3MHOPUWINA U CHCTEMHH CHMITTOMH,
epuTeMa MyJITH(OPME H aHTHOSOEM BBB BPb3Ka C JieueHHeTo ¢ Bampoat. [loTepcere HezabaBHO
MeIULIMHCKA MOMOLLI, aKo 3a0eexcuTe HAKOH OT CHMITTOMHUTE, CBBP3aHH € TE3H CEPUO3HU KOXKHU
peakLMH, ONIUCAHH B TOUKa 4,

I'oBopeTe ¢ Balina jexkap npesu Aa NpHEMETE TOBA JIEKAPCTBO

- AKo 3HaeTe wiM BaiuuaT nekap nozo3upa, ye BB Balnero ceMeicTBO HMa reHETHUEH
npobieM, NPUYUHEH OT MHTOXOHAPUATHO Pa3CTPOHCTRO, ITOPaJU PHCK OT YBpeXKIaHe Ha
yepHHA By apob

- AKO ce Moao3upa, Y€ CTpaiaTe OT HAKAKBH METaOONHWTHU HApyIIEHHSA, OCOOEHO HACNEACTBEHH
HapYLIEHHA, CBbP3aHH C EH3UMEH Oe(DULUT, KaTO HANpUMep "HapyLIeHHE Ha YperHHHA
[IMKDBJ1", [IOPaHd PUCK OT MOBHIICHO HUBO H& AaMOHSK B KPBBTA,

- AKO cTpagaTe OT paako 3adonsBaHe, HAPEYEHO "AeHULUT HA KAPHUTHH [MAJIMHTOWT
TpaHcdepasa Tin II", Thil KaTO CTE€ H3NOKEHH HA MTOBUILEH PHCK OT MyCKYJIHH HAPYLUEHHS,

- AKO UMaTe HapylLIeH XPAHHTEJICH MPHEM Ha KAPHHUTHH, KOHTO C€ ChABPKA B MECOTO H
MJIEYHHTE NPOAYKTH, OCOOEHO npH Aeua Ha BB3pacT nox 10 roquHu,

- AKO UMaTe HeAOCTUl Ha KAPHUTHH K pHEMATE KaPDHUTHH

- AKO HSKOra cTe HMaJIH TeXBK KOxeH OOpHB UITH MIOLLEHE Ha KOXKATa, MEXYPH WM paHd B
ycTara clief] [IpUeM Ha Bajnpoar.

O6bpHeTe cHeUHANHO BHHMAaHHe npu ynorpebara Ha lenakun 400 mg npax 1 pa3TsopHTe 3a
RHXeKIHOHEH PA3TBOP,
- axo Jlenakuu 400 mg npax v pasTBOPHTEN 3a HIDKCKLIHOHEH pa3TBOp C€ MpHUEMa OT AETE NoxO
3 roAMHH, KOETO CHILUEBPEMEHHO NTpHEMA U APYI'H IPOTUBCECTIHJICNITUYHHU JIEKAPCTBA, WK UMa
ApYTrO HEBPOIOTHYHO HIX MeTabONMTHO 3a00iisBaHe U Texka (opMa Ha eNHIETICHS.
- ocobeHo ako aeteto € moa 3 roauHu Jlenakud 400 mg npax u pa3rBopUTeN 3a HHKEKLIMOHEH
pa3TBOp He TpAOBa f1a Ce NpHeMa 3acHO ¢ aUETWICATULILIOBA KUCEIHHA (ACIIUPHH).
- aKO MMATe CUCTEMEH JIYITYC epHTEMATO3YC {pAaBK BHA 3a00naBaHe).
- aKo ¢TpaJare OT HAKAKBH MeTabOJIUTHH HapYWIEHHUA, OCOOEHO HACE€ACTBEH €H3HMEH ACOHUUT
KaTO HapYLIEHUE Ha YPEUHHSA UMK, IOPaJH CIIAaCHOCT OT MOBHUILUABAHE HUBOTO H
KpBbBTa.
- axko umare HapylueHa ObpOpedyHa PyHKIMA. BaiusaT nexkap MOXe 1a roucka 1
Ha BAJNPOATa WIH Aa KOPUIrupa g03ara.
- aKO HagJaJeTe Ha Terjo nopajaM MOBUILEH AlETHT.




- Manbk Opoill OT XxOopaTta, NeKYBaHH C IIPOTHBROCTUISITTUYHH JIEKAPCTBEHH MPOIYKTH KaTO
HaTpHEeB BaJIIpoaT ca HMaJIM MHUCJIM 32 CAaMOHapaHiABaHe Wi camMoyoukcTBo. Ako npH Bac ce
NOSBAT TAKMBA MHCJIH N0 KOETO U JIa € BpeMe, He3abaBHO ce cebpakeTe ¢ Bauius nexap.

- aKo MMaTe HEAOCTaThYHOCT HA €H3MMA KapHHUTHH ManMATOMNI TpaHcdepaia tur II.

- aKO 3HaeTe, ue B ceMecTBOTO BH MMa reHeTHYEH aedeKT, KOMTO BOAH [0 MHTOXOHIPHAITHO
HapyLUICHHE.

- KaKTO U MMPH APYTH aHTHETIWICIITHYHH JIEKApCTBa, KOHBYJICHHTE MOraT [1a C€ RIIOLUAT HIIH Ce
14 ce MOABABAT MO-4YeCTO, JOKATO IIPHEMATE TOBA JIEKAPCTBO. AKO TOBa C€ CITy4H, He3a0aBHO
ce cBbpkeTe ¢ Bauiug nekap.

Nenakna 400 mg npax u pa3TBOPHTE 32 HHKEKIHOHEH PA3TBOP € XpaHH, HAMMHTKH H AJIKOXO0.)
He ce npenopbusa ynotpedara Ha aJIKOXOJI [0 BpEME Ha JIEYECHHE,

Hpyru Jexapersa u Jdenakun 400 mg npax n pa3sTBopHTeN 3a HHXKEKIHOHEN Pa3TBOP

Tpsabpa na kaxere Ha Bamua nekap wiv ¢papMalesT, ako NpHeMaTe, HACKOPO CTe NPHEMAalIH WIH €
BL3MOJKHO Ja ApHeMeTe ApYrH NekapcTea. Haxou apyru nekapcTea MOrat Aa NOBMHAAT eQeKTUTE Ha
BAANPOAT UK 00paTHOTO. Te BKIIOUBAT

- HEBpOJIEMTHLHM (M3MON3BAT CE 32 JICUCHHE Ha NICHXWYHH pa3CTpOHCTBA),

- JIeKapCTBa 3a JIeKYBaHE Ha Jenpecut,

- OeH30AHa3CITHHH, H3MOI3BAHHM KAaTO CEHOTBOPHH WIH 32 JIeUEHHE Ha TPEBOXKHOCT,

- KBETHANMH, OJ1aH3anMH (M311013BaH 3a JIeYEHHE HA NCUXUYHHU HAPYIUEHUS ),

- IOpYT! JeKapCTBa W3IQN3BAHM 3a JieYEeHHE HA EMWIETICHS, B TOBA YHCIO PeHodapburan,
(eHUTOHH, IPUMHIOH, JIAMOTPIDKHH, KapOamMasenuH, TonupaMar, ¢peadamar,

- sumoByAuH (M3nonssa ce 3a JeyeHue Ha HIV undekunu u CITHMH),

- MednokBHH (H3NOJI3BA CE 32 JIEYCHHE U NPOQUIAKTHKA HA Mallapus),

- canuuunaty (acmupuH) (BHXKTE ChINO HWHPOpPMalmMATa 3a Acua nox 3 ronuHu. "llpenu ga
npuemete Jdenakud 400 mg rnpax ¥ pa3TBOpUTEN 3a HHDKEKIIMOHEH pa3TBOp” ),

- AHTHKOAryJaHTH (H3MON3BaT ce 3a NPO(PHUAAKTHKA MpU 00pa3yBaHETO HA ChCUPELIH),

- LIMMETHAMH (U3M0JI3BA Ce 3a JIeHeHHe Ha CTOMALLHA 43Ba),

- epPUTPOMHIMH, pUPaMIHLIMH,

- JIeKapCTBEHH MPOAYKTH, ChABPXKALIY KapOaneHeM KaTo HMMIIEHEM, TAHUTICHEM H MEPOIICHEM
(aHTHOMOTHLIHM, H3MOJI3BaHH 33 JieueHHe Ha DakrepHanHy yHekUuH). EAHOBpEMEHHOTO
NPpWIOKEHNE HA BAIINPOEBaTa KHceMHa U kapbaneHeM TpaOera na ce u3d4area nopaau
HaMajlsiBaHe €(eKTa Ha HATPHUEB BAINPOAT,

- pyduHamuz,

- alueTas’onamuf,

- NpOTea3’HH HHXMOMTOPH, KAaTO IOTIMHABUP, PUTOHABHD (3a nedyenue Ha Bupyca Ha CIIMH),

- XOJIeCTHPaMHH,

- nponodol (M3MOJ3BaH 3a aHECTE3HA ),

- HHMOJMIIUH,

- MPOOYKTH CLABPXKALIU eCTPOreH (BKIIOYHTENHO HAKOM MIPOTUBO3a4aThUHY XalyeTa),

- MeTaMH30] (M3NOJI3BaH 3a IYCHUE Ha OOnKa U BUCOKA TemIleparypa),

- KaHaOumauon (M3MO03BaH 3a JICYEHHE Ha SIMWISTICUS ¥ APYTH CbCTOSHHA),

- HAKOHM aHTHMH(PEKUHO3HH CPe/ICTBA, KOUTO ChABPKAT MHBAIAT (HaMp. HBAMITHLIMIIHH,
anePOBUp SAUITHUBOKCHIT),

- MeToTpekcaT (M3TMON3BaH 3a TIeYeHHEe Ha pak U BB3MATIUTEIHH 3adonaBaHus ),

- KJ103anuH (34 JJeYeHUE Ha TICHXHYHU 3ab0naBaHuA)

Te3u nekapcTBEHH NIPOIYKTH, KAKTO M HAKOH JPYyTH Morar ja ce noausar ot lenakud 400 mg npax
K pa3TBOPHTEN 3a HHXKEKLIMOHEH Pa3TBOP WIH Te [a OKaKAT BAUsSHHE BLPXY AercTBHeTo My. Moxke na

npoaykTd. [lie nonyuuTe ceBeT OT CBOA Nekap WK PapMaLIEBT.

[ToBeue nHOpMAaLIHA OTHOCHO JIEKAPCTBEHUTE NPOAYKTH, KBM KOUTO 1a CT€ BHUMA
KOHTO Aa H3bsAreare, nokato npueMare JenakuH 400 mg npax u pa3reopurten 3a U
pa3TBOP Lie Noay4yuTe oT Bammsat nexkap unu papMaLlesT.




BpeMeHHOCT, KbpMeHe H PepTHAHTET

Baszricn cvgemu 3a dicenume

Enwnencus

e [Ilpu enmnencusa, He TpaOBa aa w3nonssare Jdenakud 400 mg npax ¥ pa3TBopUTE 32
HMHIXKXEKIIHOHEH pa3TROp, ako ¢Te OpeMeHHa, OCBEH KOraro HUKaKBO JApYTo JEKapCTBO HAMA
edexr npu Bac.

o [lpu enunencus, ako cTe XKEHA, KOATO MOXKE Aa uma Oede, He TpadBa na npuemare JlenakuH

400

mg rpax U pasTBOpHTCI 34 HHAKCKHHOHCH PA3TBOP, OCBCH KOTI'aTO H3IIOJ/I3BATC GCIJEI{THBeH

METO/ 3a MpeAna3BaHe 0T OpeMeHHOCT (KOHTpaLSIIKA ) 10 BpEME Ha LIEJIMA NEPHOA Ha
neyerne ¢ Menakun 400 mg npax 1 pa3TBOpHTEN 3a KIDKEKLIMOHEH pa3TRop. He
npeycTaHoBABaitTe npueMa Ha lenakud 400 mg npax 4 pasTBOPHTEN 33 HHDKEKLIIHOHEH
pa3TBOp WIM MeTOoHa, KOHTO U3NOA3BaTe 3a NMpeAna3paHe oT OpeMeHHOCT, A0KAaTO He odOchauTe
ToBa ¢ Bawnmnsa nekap. Bawuusr nekap e Bu noceBeTBa JOITBJIHHTENHO,

PuUckoBeTte OT BaANpoarT, KOoratTo CC rpyuiara 1o BpemMe Ha 6p8MEHHOCT (HGB&BHCHMO oT 3abosABaHeTO,

332 KOETO C€ M3MOJ3Ba BAJNpPOaT):

["oBopete ¢ Baius nekap He3abaBHO, akO IaHUpate aa umare 6ebe unm cre OpemMeHHa.

Bannpoar HOCH pHCK, aKO ¢e [IpUeMa 10 BpeMe Ha OpeMeHHOCT. KOJIKOTO A0-BUCOKA €
7103aTa, TOIKOBA MO-BHCOKH Ca PUCKOBETE, HO BCHUKY JO3HM HOCAT PHCK, BKJIIOYHUTEIHO
KOraTo BANNpoAaT ce U3MoJI3Ba B KOMOWHAUMA C APYIH JIEKAPCTBA 3a JIEYCHHE Ha
EITUJICTICHUS.

ToBpa nekapcTBO MOXKeE 1a NPUYMHHA CEPHO3HU BPOICHHU AeEeKTH U MOXKE [1a NOBIHAE HA
Ha4YMHa, N0 KOUTO Cce pa3BMBa JETETO, IOKATO pacTe. Hali-uecTo chod1maBaHUTE BPOAEHH
nedeKkTH, BKITIOYBAT cnuHa buguda (HapylUIeHHE B pa3BUTHETO Ha KOCTHTE Ha
rpbOHAYHHSA CTBAO); NULIEBH U YepeNHU MandopMailiy; MalpopMaLiiH Ha CHPLETO,
O6bbpeurTe, MMKOYHHTE MNBTHLLIA U MOJIOBUTE OPraHu; A6PEKTH HA KPAHHHUMTE H
MHOXECTBO CBhP3aHH MaIOpPMALIHH, 3acsSrallld HAKOJKO OpraHa U 4acTH Ha TUIOTO.
Bpoaenute nedextu Morar aa AoBeaaT 40 YBPEXKAAHHs, KOUTO MOXKE Ja Ca TEKKH.
[TpobnemMu che cayxa WIH rnyxoTa ca ChoOILIEeHH NpY fela, H3NI0KEHU Ha BAJINPOAaT No
BpEME Ha OpEMEHHOCTTA.,

Hma crobuieHus 3a ouHu MandopMalyy NpH AcLia, U3TOXKEHH Ha BaJIIpoaTt Mo BpeMe Ha
OpEMEHHOCTTA BBB BPB3Ka ¢ APYTd BpoaeHU Mandopmauuy. Te3n ouHH MandopMalliH
MOTAT J1a 3aCErHaT 3pEHHETO.

AKO npHeMare Barpoar no speMe Ha OpeMeHHOCT, Npu Bac pucKbT Aa poouTe aete ¢
BPOAECHH Je(PEKTH, KOHTO H3HCKBRAT MEAULIMHCKO JICUEHHE, € O-BUCOK OTKOJIKOTO IPH
APYrUTe JKeHH. Thi KaTO BAJINPOAT C€ U3MOJI3BA B [IPOABIKEHHE HA MHOTO T'OJIHHH, CE
3Hae, Y€ MPH XKeHHU, KOUTO NpUeMar Bannpoar, okoo 11 6ebera Ha Bcekn 100 e umar
BpoaeHH aedextd. Toa cboTBeTCTBA HA 2 10 3 O6¢beta Ha Bcekd 100, poaeHU OT KeHy,
KOUTO HAMAT CITHJIENCHS.

Cwmsra ce, ye 1o 30-40% ot geuara B npely4MUIHILHA BE3PAcT, YUUTO Maiiki ca rpHeMalu
BaJINPOAT 10 BpeMe Ha OpeMEHHOCT, MOXKE 1a UMAT NpodAeMH ¢ PA3BUTHETO Npe3
paHHaTa JETCKa Bb3pacT. 3acerHaTUTe Jela MoraT Aa uMatr 3abaBeHO MPOXOXKIaHE H
MPOTrOBapsAHe, MO-MaJIKd HHTEJIEKTYATHH CIIOCOOHOCTH B CPAaBHEHHE C APYTHTE ACLA U 1A
AMaT 3aTPYAHEHHA C YCBOABAHETO HA €3MKa M aMeTTa.

[Tpu aena, U3NOXEHH Ha BANNPOAT C€ AHACHOCTHLMPAT MO-4YECTO ayTHCTHUHU HAPY LUICHHUS
M UMa HAKOH JaHHH, Y€ JellaTa ca ¢ NOBULIEH PUCK OT pa3BHTHE Ha CUMITTOMH Ha
pa3CTPOUCTBO ¢ AepULUT Ha BHUMAHHETO U XHUIMEPAKTUBHOCT.

AKO npremMare Banmpoar no BpeMe Ha OpeMeHHOCT, 6ebeto Bu Moxe 1a UMa 1o-HUCKO
TEFJIO OT OUAKBAHOTO 33 BB3PacTra My MpH paxaaHe. [IpH sKeHH, KOUTO Mp
Bajnpoart, okoJio 11-15 6ebeta Ha Beceku 100 MOXke na UMAT TMO-HHCKO T€
OYaKBaHOTO 33 BBL3pACTTa MM NpH paxaaHe. Tosa ce cpaBHsBa ¢ 5-10 0
100, poaeHHM OT »KEHH OT 001ATA NOITYIALUA.




e [Ipemuw na Bu npeanuiie ToBa AeKapcTBO, Bamusat nekap me Bu o6acHH kakBO MOXke na
ce CIydH ¢ Baieto 6ebe, ako 3a0peMeHeeTe, JOKATO MPHEMATe BaNpoaT. AKO MO-KbCHO

pelldTe, Ye ucKate Ja uMare Oebe, He TpabBa na npeycraHoBsaBaTe Baieto iekapcTo
WIIH METOZI 34 Mpena3Bane oT OpeMeHHOCT, IoKaTo He obcnhaure ToBa ¢ Bammuys nekap.

o Hakown xamuera, npeanaspaly oT 3adpeMeHsaBaHe (ChABPXKALIH ECTPOTEH
MpOTHBO3a4aTh4YHH XarueTa) MOraT Ja MOHWXaT HUBATa Ha BaJINpoaT B KpbBTa BH.
YBepeTe ce, 4e cTe oOChIWIHM ¢ Baims rekap MeToaa Ha KOHTpauenuus (KOHTpOJ OT
3abpeMeHsBaHeTO), KOHTO e Hai-noaxoadid 3a Bac.

e AKO CTe pOJHTE] WIH I'PHXKeI ¢e 3a JIeTe OT XKeHCKHU I10J1, IEKYBaHO C BaJllpoar, TpsadBa
Ia ce CBBPIKETE C JIeKapa BeAHara, oM aetero By, koeTo npuema pannpoar, noiy4u
MBPBO MEHCTPYANHO KPBBOTEUEHHE (MEHAPXE).

o [loceBerBaiiTe ce ¢ Bamus nekap 3a npueMaHeTo Ha PONMEBA KHCEIHHA, KOraTo ce
onureaTe Aa 3abpemeneere. PoNHEBaTA KHCETMHA MOXKE Ja HAMAITKA OOIIMA PHCK OT
chuna buguoa n padeH abopT, KOUTO CHILECTBYBA IIPH BeAKa OpeMeHHOCT. Mako
BEPOATHO e, o0aue, TOBa 1a HAMAJIH PUCKA OT BpOACHM AedeKTH, CBBP3aHH ¢ ynorpedata
Ha BaJIMpoOaT.

Mo.14, H30€epeTe H IpPoYeTeTe CATYAHATE, KOHTO Ce OTHACHAT 3a Bac oT onHcanuTe Do-g0.ty

CHTYAIHHA:
0 A3 3AITOUYBAM JIEYEHHE C JEITAKHH 400 MG ITPAX H PA3TBOPHTEJI 3A
HHXEKIIHOHEH PA3TBOP

O A3 IIPHEMAM JAEIIAKHH 400 MG [IPAX H PASTBOPHTE.JI 3A
HHXEKIINOHEH PA3TBOP U HE IIJIAHHPAM JIA HMAM BEBE

0 A3 INNIPUEMAM JEITAKHH 400 MG ITPAX H PA3TBOPHTEJI 3A
HHXEKIIMOHEH PA3TBOP U IINAHHUPAM JJA HMAM BEBE

0 A3 CBHbM BPEMEHHA U ITPHEMAM JIEITIAKHH 400 MG ITPAX U PA3TBOPHTE/I
3A HHXKEKIIMOHEH PA3TBOP

A3 3ATNIOYBAM JIEYEHHUE C JEITIAKHH 400 MG [IPAX A PA3TBOPHUTEI 3A
HHIDKEKITHOHEH PA3TBOP

AKO TOBa € [TbPBUAT NBT, Korato Bu e npeanucad HenaxkuH 400 mg npax U pasTBOPHUTEN 3a
HIDKeKLIHOHEH pa3TBOp, BamMsaT ekap e BH pa3sicHU PHCKOBETE 33 HEPOACHOTO AETE, aKO
3abpemeHeere. Clea kaTo Bevye MoXke Ja HMaTe O6e0e, TpaOBa 11a ce yBEPHTE, He H3NOI3BATe
e()eKTHBEH METOJ 3a MpeaAna3BaHe oT OpeMeHHOCT O€3 NpeKbeBaHe Mo BpeMe Ha BaiueTo nedenwe ¢
HenaxuH 400 mg npax H pa3TBOPHTEN 3a HHXEKLUMOHEH pa3TBop. KoHcynTHpaiTe ce ¢ Baluusa nekap
UK KJIMHUKA 110 CeMEHHO MNaHupaHe, ako HMATe HYKAa OT ChbBET OTHOCHO Mpe/ina3saHe OT
OpeMEeHHOCT.

OcHOBHH MOC/IAHHS:

o [Jlpenu Hayanoro Ha neueHUeTo ¢ denaxun 400 mg npax ¥ pasTBOPHUTEN 34 HHKEKLIMOHEH
pa3TBOp TPpAOBa Oda ce U3KIIOUH OPEMEHHOCT ¢ pe3ysTaT OT TecT 32 OpeMeHHOCT, NOTBBPAEH
ot Baluusa nekap.

e Tpabpa aa uznoa3BaTe eheKTUBEH METOA 34 Npeana3BaHe 0T OpeMEHHOCT Mpe3 LEnus NEpUoa
Ha jeucHue ¢ Jenakud 400 mg npax ¥ pa3TBOPHTEN 3a HHXXEKLUMOHEH pa3TBOP.

e Tpsabea na ob6cwvauTe ¢ Bamus nekap NOAXOOALLMTE METOIM 3a NPEANA3BAHE OT OPEMEHHOCT.
Bawmust nekap me Bu gane nHpopmanug 3a npeana3pade oT OpeMEHHOCT M MOxKe Aa Bu
HACOYH KBbM CIELMANTMCT 34 ChBET OTHOCHO IpeANa3BaHe OT OpeMEHHOCT.

e Tpsabea na mpoBexaaTe peAOBHH (FTIOHE BEAHBK FOAUILHO) NOCCUIEHHS TPH CIICLMAIIUCT C
OIUT B le4eHHeTe Ha emwiencHi. [lo BpeMe Ha ToBa nocelleHue, BalllusT fiekap Lue ce yBepH,
ye cTe J00pe 3aMo3HATH MU ¢Te pasdpaiud BCHUKH PHUCKOBE U ChbBETH, CBBP3aHM ¢ ynorpebara
Ha BaJINPOAT IO BpeMe Ha OpeMeHHOCT.

o Kaxete Ha Bamus nekap, ako uckare aa umate Oeode.

e Hudopmupaiite HezabarHO Baurua nekap, ako cte OpeMeHHa WM cMATaTe, Ye MO
OpeMeHHa.

A3 ITIPUEMAM JAEITAKHH 400 MG ITPAX 1 PA3TBOPHUTEJ 3A UH)KEK
PA3TBOP 1 HE IIVITAHHPAM A HMAM BEBE




Ako npogbipKaparte neucHHeTo ¢ JlenakuH 400 mg nmpax ¥ pa3TBOpPHTEIN 32 HIDKEKUHOHEH pasTBOP, HO
He rU1aHHMpaTe Aa umare 0ebe, yBepere ce, ue U3noI3Bare ePeKTHBEH METO, 3a NMPEANa3BaHe OT
OpeMeHHOCT 0€3 NpeKbCBaHe Npe3 Lenua nepro Ha edenue ¢ Jenaxun 400 mg npax u pa3TeopuTe
3a HHKEKLMOHEH pa3TBop. KoHcynTHpaiite ce ¢ Baliids nekap WiM KjiMHHKA 10 CEMEHHO [UTaHUpaHE,
aKO UMaTe HYXKJIa OT CbBET OTHOCHO MIpeana3BaHe OT OpeMeHHOCT.

OcHoBHE NOC/IAHHSA:

¢ Tpabpa ma uanon3eare e(PeKTUBEH METOJ 3a NMPEAINa3BaHe OT OPEMEHHOCT Ipe3 UEIUs NePHO
Ha neueHue ¢ Jlenaxux 400 mg npax U pa3TBOPHUTEN 3a HHIKEKLIHOHEH Pa3TBOP.

e Tpabpa ma obchauTe ¢ Bamms nekap MeToaa 3a npeanaseade oT OpeMeHHOCT. BaliusT nekap
me Bu aane uadopMaims 3a npeanassaHe oT OpeMeHHOCT H Moke Ja BU Hacouu KeMm
CMELHAIIUCT 3a ChbBET OTHOCHO Npeana3saHe 0T OpeMeHHOCT.

¢« Tpabpa na nmposexare peXOBHHU ([TOHE BEAHBXK NOJHLIHO) MOCELNEHHS MPH CTIEUHATHCT ¢
OIUT B JIEYEHHUETO Ha enunencus. [1o BpeMe Ha ToBa NocEleHUE, BaluKAT ekap e ce yBepH,
ye cTe Jo0pe 3aMmo3HaTH U CTe pa3dpaii BCHYKH PHCKOBE H CbBETH, CBBP3aHH C ynoTpedara
Ha BaJIpOAarT 110 BpeMe Ha OpeMEHHOCT.

e Kaxere na Bamns nekap, ako uckare 1a umare 6ede,

o Hudopmupaire He3abapHo Balua nexap, ako cre OpeMEHHa HWIH CMATATE, Y€ MOXE Aa CTE
OpemeHHA.

A3 IIPUEMAM JAEINNAKHWH 400 MG ITPAX U PASTBOPHUTEJI 3A HHXKEKITHOHEH
PA3TBOP H IVNIAHUPAM JA UMAM BEBE
AKo r1aHupare aa umare 6ede, mppso TpAOBA Oa CH YTOBOPHTE 4ac 3a NoceLeHne npu Bamuia nexkap.
He npeycrtanopsaBadite npuema Ha enakuHd 400 mg npax ¢ pa3TBOPHTEN 38 HHIKEKLIMOHEH pa3TBOP
HJIM METOAA, KOWTO H3ITION3BATE 32 NMpe/na3BaHe oT OpeMEHHOCT, JOKATO He 00chauTe TOBA ¢ Bammus
nekap. Bamnar nekap we Bu nockBeTBa AOMBIHUTEHO.
bebeTtarta, poieHH OT MaiKH, KOMTO ca MPUEMAIIH BaINpPOAT, Ca U3JI0KEHH Ha CEPUO3EH PUCK OT
BPO/IcHH Ae(eKTH U NMpobiieMHu ¢ pa3BUTHETO, KOMTO MOTaT Ja IPUHMHHAT TEXKa HHBATHIHOCT.
Baluuat sekap e Bu Hacoud KbM CNELIHATUCT € OTTUT B JICUCHUETO HA CTIMJIETICHS, TaKa Y€ a Morar
PaHO J1a C€ OLICHAT AITEPHATHBHUTE Bb3MOXHOCTH 3a JIeueHHe. Baluuar jiekap MoXke a rpearnpueMe
HAKOJIKO 1eHCTBHA, Taka ue OpeMeHHOCTTa BH 1a npoTreue Bb3MOXKHO HAK-TIaKO, a pUCKOBeTe 3a Bac
M HepOJeHOTO Bu neTe na ce HaManAT KOJIKOTO € BB3MOXKHO IIOBEYE.
BaiuuaT nekap MOXKe Ja pelH aa npoMeHu ao3ara Ha Jdenaxul 400 mg npax ¥ pa3TBOpUTEN 34
HH)KEKLIHOHEH pa3TBOP, Aa CMEHH JIEYEHHETO BH ¢ ZipyTo nekapcTso Wik [a MpeyCTaHOBH TIEYEHUETO
Bu ¢ [Jenakun 400 mg npax v pa3TBOPUTEIT 32 HHKEKLIMOHEH pa3TBOP, ABLJIrO BpeMe Npeau aa
3abpeMeHeeTe, 33 1a € CUryped, 4e Batuero 3abonseane € ctabuinnpaHo.
[MocwBeTBaliTe ce ¢ Baiuug nekap 3a npueMaHeTo Ha QoJiMeBa KHCEIMHA, KOraTo IUTaHUpaTe 1a uMare
6ebe. PonveBaTa KHCEJIMHA MOXeE Aa HaManu oOLIusA pHcK OT crhuna buguioa v paHeH abopT, KOHTO
CBUIECTBYBA MPH BCAKA OpeMEeHHOCT. Manko BepoaTHO €, 00aue, TOBa Aa HAMAIM PUCKA OT BPOACHH
nedeKTH, CBbP3aHu ¢ yrnotpebara Ha Baipoar.

OcCHOBHEH NOCAAHAR:

 He npeycranossaaiite rnpuema Ha JenakuH 400 mg npax u pa3TBOPUTEN 3d HHIKEKLIHOHEH
pa3TBOP, OCBEH ako BawuaT nexkap He BuU kaxke.

e He cnupaiite na U3moa3BaTe METOAUTE CH 3a Npeara3BaHe oT OPEeMEeHHOCT, [pely 1a cTe
ropopund ¢ Bamus nexap n padorere 3aeQHO MO IU1aH, 3a Ja CTE CUTYPHH, Y€ ChCTOAHHETO
Bu ce koHTpOAMpa U pucKkoseTe 3a Banieto 6ebe ca HaManeHu.

o [IupBO cH yroeopere 4ac 3a moceuieHue npy Bamusa nexap. ITo BpeMe Ha TOBa noceuieHHe,
BaiuaT nexap 1I€ ce YBEpH, ue ¢Te nodpe 3ano3HaTH ¥ ¢Te pa3dpaiu BCHUKH PHUCKOBE H
ChBETH, CBBP3aHH C ynoTpebara Ha BaINpoat no BpeMe Ha OpeMEHHOCT.

e Bamuar nekap we ce onura ga CMEHH JIEUCHHUETO BuU ¢ Apyro NEKapCcTBO, UK Oa
npeycTaHoBH NeueHuero ¢ denakud 400 mg npax ¥ pasTBOPHTEN 32 HHXXEKLIMOHEH Pa3TROP
OBIATO BPEME, NIPEAU Aa 3adpeMeHeeTe.

e [InaHupaiite cnemHO noceleHye npM Baluug nexap, ako cre OpeMeHHa, WK CMATATE, M¢
MOJXKE A3 cTe OpeMeHHa.

A3 CbM BPEMEHHA U ITPHEMAM JAEITIAKHH 400 MG ITPAX A PA3TBOP
HHXEKIHHOHEH PA3TBOP




He npeycraHoBsaBaiire npuema Ha Jlenakun 400 mg npax u pasrBopHTEN 3a HHXKEKLMOHEH pa3TBOp,
ocBeH ako BamusT nexap He Bu kaxke, Tbii KaTo CHCTOAHMETO BU MOxe fa ce BnoiH. [Inanupaitre
CHELHO Nocelenue npy Bammus tekap, ako cre OpeMeHHa, HTH CMATATE, Y€ MOXKe Ja CTe OpeMeHHa.
BamusT nekap e Bu nocrBeTBa JOITBIHUTEIHO.
Bebetara, pooeHd oT Maiik, KOUTO ca MPHEMANH BAIITIPOAT, Ca U3TOKEHHU HA CEPHO3EH PUCK OT
BpOZIeHH AS(PEKTH H POOIEMH C Pa3BUTHETO, KOUTO MOTAT Aa NMPHYHHAT TE€)KKa HHBAJIHAHOCT.
I1le 6ba€eTe HACOYEHH KBM CMELHATACT C OMUT B JICHEHUETO Ha EIWIETICHSA, TaKa Ye Jla Morar aa 6naar
OLICHEHH aJITCPHATHBHH BB3MOXKHOCTH 3a JIeHEeHHE.
[Tpn uskmouuTenHH odcToATeNCTRa, koraro Menakux 400 mg npax ¥ pa3TBOPHUTEN 3a HHDKEKLIMOHEH
Pa3TBOP, € €AWHCTBEHHAT JOCTHIEH BapHaHT 3a JICYCHHE 110 BpeMe Ha OpeMeHHocT, Bue mie Onaere
HabMoJaBaHd MHOIO BHUMATEMHO, KAKTO 3a JICYCHUE HA OCHOBHOTO 3a00/1ABaHE, TAKAa U OTHOCHO
pa3BuTHeTO Ha Bamero 6ebe. Bue u Bamuar napTHLop MoXe Aa MOJyYHTE KOHCYITalKe ¥ NOJAKpena
OTHOCHO OpEMEHHOCTTA, H3I0XKEHA Ha BAJINpPOoaT.
[TocwrBeTBaiiTe ce ¢ Baluug nekap 3a IpUEMAHETO Ha onkeBa kucenuHa. DonyepaTa KUCEIMHA MOXKe
Ia HaMaiIu oOusA pUCK OT cnuna buguda u paHeH adopT, KOHTO ChLIECTBYBA NIPH BCAKa OPEMEHHOCT.
Manko BeposATHO € 00aue, TOBa fa HAMAJIM PUCKA OT BPOIEHU Oe(DEKTH, CBBP3aHH ¢ ynorpebara Ha
BaJMNpoAar.
OCHOBHH DOC/IAHHA:
e [Inanmpaiite cnemHo nocewieHye npu Balua nekap, ako cre SpeMeHHa, WIIH CMATATE, Ye
MOYKe Z1a cTe OpeMeHHaA.
o He npeycranossasaiite npuema Ha JenakuH 400 mg npax 4 pa3TBOPHTEN 3a HHXKEKLIMOHEH
pa3TBOp, OCBEH ako Bauusr nekap He Bu kaxe.
e Tpabea na cre cUrypHH, ye ca Bu HaCOYWIH KbM CIIELMANIMCT C OTIHT B JIEUCHHETO Ha
enuiIercUs, 3a Ja ¢€ OLEHH HEOOXOAUMOCTTA OT aANTEpHATHBHHY BB3MOKHOCTH 32 JICYEHHE.
¢ Bue Tpabea na nomyurTe H3UepnaTeHa KOHCYJITaUMsA OTHOCHO pHckoBeTe ¢ JlerakuH 400 mg
npax 4 pa3TBOPUTEN 3a HIDKEKILIHOHESH pPa3TBOP MO BpeME HA OpEeMEHHOCT, BKIIOUHTENHO
TEpPaTOT€HHOCT (BpPOJAEHH Ne(PEKTH) U HApYIIEHUS HA PU3UUECKOTO H YMCTBEHOTO pa3BUTHE
NpH aeua.
e Tpsabra na cTe curypHH, ye ca B HACOUMIIH KbM CIICLIMATIMCT M0 MPEeHaTallHa AHarHOCTHKA, 32
Oa c€ OTKPHAT BB3IMOXKHHU CJIYYAH Ha NEPEKTH.

TpaGBa na cTe CUrypHH, Y€ cTE NpoYeaH PhKOBOACTBOTO 32 NANHEHTA, KOETO CTE NOJYYHIIH OT
Bamusg sekap. Bammusat aexap me obcoan ¢ Bac IN'ognuinna GopMyasp 3a HOTBbPXKIACHHE
OCh3HABAHETO HA PHCKA H e By nomMoau aa ro noanumere u 3anasure. Bue me nonyvnre
cbuto H Kapra na nannenTa or Bamusi dapmauenT, 3a 1a B nanoMud 3a pHcKkoBeTe ¢
BAJNPOAT No BpeMe HA OpemMenHoCT.

[Ipn HOBOPOACHHU Aella, YMMTO Maiiku ca npueManu Jenaxun 400 mg npax v pa3TROpUTEN 3a
MHXKEKLIHOHEH Pa3TBOP MO BpeMe Ha OpeMEeHHOCTTa, MOTaT Aa ce IOABAT NpobiiEMH ¢
KPBBOCBCHPBAHETO M XUIOTJIMKEeMHA (CnagaHe HHBOTO Ha 3aXapTa B KPHBTA) U XHITOTHPEOUAUIBM
(HamaneHa QYHKILMS Ha LATOBH/IHATA JKJ1e3a, KOATO MOXE 1a MPUUUHH YMOPAEMOCT WIH [IOKaYBaHe
Ha TErjoTo).

CunpoM Ha oTHeMaHeTO (Bb30yaa, pa3Apa3sHUTEITHOCT, CBPBXBB30YIHMOCT, TpenepeHe, XUIEpKHHE3HA,
HapyllleH TOHYC, TPEMOP, KOHBYJICHH Y HapYLUECHUA HA XPAHEHETO) MOXKE [1a Ce MOABH IPU HOBOPOJEHH,
YHHTO MaHKH ca IMpUEMAasH BAJIMPoaT MO BpEME HA MOCIIeAHUA TPUMECTHP OT OpeMeHHOCTTA.

Knpmene

Twit kaTo camM0 cbBCEM MaNKO KOaU4ecTBO OT JlenakuH 400 mg npax ¥ pa3sTBOPUTEN 32 HHXKEKUHOHEH
pa3TBOP NpeMHHABa B MAHUKHHOTO MJIAKO, KOETO B ODLIMA CITy4aii HE NPEACTABIABA ONACHOCT 34

neTeTo H OOHKHOBEHO HE CE€ HANlara CriipaHe Ha KbpMeHeTo. Bulipeku ToBa, TpabBa na obCh
CBOA JIEKAp NaJTH MOXeTe 1a kbpMuTe 6ebero cn.

Basicnu cveemu 3a nayuenmu Muvice




[Homenyuanuu puckose, C6bP3IAHU C NPULMA HA BAINPOam npe3 3-me Meceya npeou 3ave6anemo Ha
oememo

[IpoyuBaHe NMOKa3Ba BE3MOXKEH PHCK OT pa3CTPOICTBA HA ABUTATENHATA AKTHBHOCT H IICHXHYECKOTO
pa3BuTHE (TTpOONIEMH ¢ PAHHOTO JETCKO Pa3BHTHE) HPH ACUA, YHHTO OALM Ca JIEKyBaHH C BaINpoar
npe3 3-Te MeceLla Tipeid 3a4eBaHeTo. B ToBa npoyusaHe okojio 5 Ha 100 gena uMaT TakuBa
pa3CTPOICTBa, KOraTo ca 3a4eHaTu OT OallM, eKyBaHH C BaJIIPoAaT, B CpaBHeHHE ¢ 0Kos10 3 Ha 100
Jela, KOrato ca 3adeHaTH oT Oallly, JeKyBaHH C JAaMOTPH)KHH WIH JIeBeTHpaLeTaM (Ipyry AEKapcTsa,
KOUTO MOTraT [1a Ce M3MON3BAT 3a jieyeHue Ha Baietro 3abomnaBaHe). PUCKDBT 3a aeuia, 3a4eHATH OT
Gally, KOHTO ca CMIPeNTH JIeYSHHETO ¢ Baamnpoar 3 Mecela (BpeMeTo, HeobXoauMmo 3a obpa3yBaHe Ha
HOBH CIIEpPMAaTO30HUIH) WU NOBEYE MPeH 3a4eBaHeTo, He € H3BeCTeH. IIpoyuBaHeTo HMa
OrpaHHYCHMA B IOPAJid TOBA HE € SCHO JaJIH MOBHILEHHUAT PHCK OT pa3CTpOMCTBa Ha NIBUraTe/IHaTa
AKTHBHOCT H IMCHXHYECKOTO Pa3BHTHE, 32 KOKTO ce NpEeAIoara B TOBa IIpoy4BaHe, ce Jb/DKU Ha
pannpoar. [IpoyuBaseTo He e JOCTATHYHO MalabHO, 33 Ja NOKaKe KO KOHKPETEH BHI pa3CTPOHCTBO
Ha JIBUTaTeJJHATA aKTUBHOCT M NCHXHYECKOTO Pa3BRTHE MOXKE 14 MPEeACTAB/IABA PUCK 34 AcLaTa.

Kato npeanasHa Mapka Bamuar nekap we 0d6¢bau ¢ Bac:
¢ TloreHuanHua PHCK IpH A€lla, 3a4€HATH OT OaLly, JIEKYBaHHU C BaIIPOaT
e HeobxoaumocTtra aa odMuUciuTe ePEKTHBHA KOHTpALIENLUA (NPpOTHBO3aYaTHYHU CPEACTBA) 3a
Bac u Bamarta napTHbOpKa [0 BpEME Ha JICYUCHHUETO K B NPOAB/DKEHHE Ha 3 MeceLa cliell
CIIMpaHE Ha JICYEHHETO

e HeobxoaumocTTa Aa ce KOHCYITHpaTe ¢ Bamus ekap, korato maHupare Aa 3aueHeTe JeTe U
MpeJM Aa CTIpeTe KOHTpauenuuaTa (NMpoTHBO3a4aThYHUTE CPEACTBA)

e Bn3MoOKHOCTTA 3a APYTH BHIOBE JISUCHHE, KOMTO MOTaT 1a ¢€ M3IOJI3BaT 3a JICUCHUE Ha
Bamero 3abonspane, B 3aBUCHMOCT OT KOHKPETHATA CHTyalus rnpu Bac.

He napsgaiite cnepMa, Koraro npyuemMare Bannpoat H B IPOIb/DKEHUE Ha 3 Mecelia Clied ClIMpaHe Ha
JIEYEHUETO C BaIIpoaT.

IocneeTBaKTE ce ¢ Bauiua aekap, ako CMATaTe Ja HMaTe AETe.

Axo Bamara napTHbOpKa 3a0peMeHee, I0KaTO CTe M3NOI3BANIM BAINPOAT 3a NEPHOA OT 3 Mecena
HEeMoCpeACTBEHO NPEeAH 3a4eBaHeTO, KAaKTO M aKO UMAaTe BBIPOCH, CBBpKeTe ce ¢ Batums nekap. He
criMpaiTe JIEYEHHETO CH, O€3 Ja cTe roBopwid ¢ Baniua nexkap. AKO cnpeTe IEUSHHETO CH,
CHMITTOMHTE BH MOKe /1a ce BIIOIIAT.

Tpabea penoBHo aa xoaurte Ha npersien npy Bamung nekap. [1o Bpeme Ha Te3u nocelieHra Bauar
nekap e oochau ¢ Bac npeana3zHuTe MepkH, CBbP3aHu ¢ ynorpedara Ha BAINPOAT, ¥ BE3MOXKHOCTTA
3a APYrH JIeYCHHA, KOMTO MOraT Jia c€ M3M0JI3BaT 3a JieyeHHe Ha BaweTo 3abonaBaxe, B 3aBUCUMOCT
OT KOHKpeTHaTa CUTyalus rpu Bac.

YBeperte ce, Ue CTE NPOUEH PBKOBOACTBOTO 3a MALMEHTA, KOETO Lie noay4ure or Bamus siekap. lie
nosyyute U Kapra 3a nauuenrta ot Baluus gapMauerT, KoaTo a1a Bu HanoMHs1 3& MOTEHUMATHHATE
PHUCKOBE OT ynoTpedara Ha BaJInpoar.

IHodupane 1 padboTa ¢ MALIHHH
Jemakun 400 mg npax ¥ pa3TBOPHTEN 32 MHIKECKLHOHEH pa3TBOPp MOXKE /1a IPEAH3BHKA CBEHIIHBOCT
WIH 3aMasiHOCT TPH HAKOW X0pa, OCOOEHO B HAYANIOTO HA JIEUEHHETO WIHM B KOMOMHALIMA C
MPOTHBOETTWISITTAYHH JIEKAPCTBEHHU CPeACTBa HWIH OEH301HA3ENHHH.

[TpoeepeTe kak pearvpare Ha Jenmakud 400 mg npax v pasTBOPHTEN 32 HIDKEKLIHOHEH pa3TBOp Npeax
mwogupane, paboTa ¢ MallIMHKM, WIH U3BBPLIBAHE HA ApYra ACHHOCT, NPH KOATO MOXE J1a Bh3HHKHE
OMACHOCT, aKO CTE CBHIIUBH HITH 3aMasHH.

Henaxkuu 400 mg cuALPKA HATPHH /:S"
ToBa JiekapcTBO CBABPAKA 55,35 mg HaTpUit (OCHOBHA CBCTABKA HA rOTBapCKaTa/ TpalcAns

BcekH (uiakoH. ToBa KOHYECTBO € EKBUBAJICHTHO HA 2,8% OT NMpenopbYnTEIH
XpaHUTEICH IPUEM HA HATPHH 3a BB3PacTEH.




3. Kak ce npraara Jlenakan 400 mg npax n pa3TsopHTe) 3a HHKEKIIHOHEH PA3TBOP

Heua o1 3KeHCKH MOJI H XKeHH ¢ ZeTepoaeH MOTEeHIHAJ
Jleuenuerto ¢ Jlenaknn 400 mg npax u pa3TBOPUTEN 3a HHDKEKUHOHEH pa3TBOp TpAOBa Aa ce 3ano4yHe u
HaO 101aBa OT JIEKap C ONHT B JICUEHUETO HA CITWISTICHA.

ITanHeHTH 0T MBAKKH MOJ

[Tpenopbusa ce nedyeHueTo ¢ Jenakud 400 mg rmpax v pa3TBOpPUTEN 3a HHOKEKLIHOHEH pa3TBOP J1a ce
3aroyHe ¥ HaOmoaaBa OT JIEKap CTICUHAIHUCT C OIUT B JICYEHHUETO HA €MWISNCUA - BWKTE TOYKA 2
Ba>kHu CBBETH 34 MALMEHTH MBKE.

PenoBHO noceluaBaiTe KOHTPOJIHKMTE CH MpErean. Te ca MHOrO BaX<HH, 3alll0TO MOXE /1a C€ HAJIOXKH
MpOMSHA B JO3UpOBKaTa BH.

Henakun 400 mg npax ¥ pa3TBOPHTEN 32 MHKEKLMOHEH PA3TBOP BUHATH ce NpUnara Ha Bac unu Ha
Baluero aere oT JeKap WIH MeJHLHHCKA CECTPa, ThH kaTo TpAOBa Oa ce npunara kato OasHa
HIDKEKITHA WK HHQY3HA BB BeHaTa (HHTPABEHO3HO). AKO He CTe CHIypHH 3aic Bu ce npunara
HenaknH 400 mg npax ¥ pa3TBOpHATEN 3a HHXKEKLIHOHEH pa3TBOp WA UMAaTe BBIIPOCH OTHOCHO
konuuecTeoTo Jlenakvu 400 mg npax 1 pa3TBOpUTEN 33 HHXKEKLHOHEH pa3TBOp, KOETO Ce NMpuWiara Ha
Bac wiv Ha Bamero aete, ropopere ¢ Bamus nekap UM MeadLpHCKA CECTpa.

Kakpo koan4ectBo Jdenaxkun 400 mg npax H pa3TBopaTe ] 32 HHXEKIIHOHEH Pa3TBOP ce
npujara

BatnuAar ekap 1ie peilH KOJKO Ja ¢e NpuioXH Ha Bac WM Ha BailleTo geTe B 3aBHCHMOCT OT
sabonapaHero. JlozaTa, koATo Bue unu Bawero gere nomyvasare, ce OCHOBaBa Ha Bb3pacTra M
TeJIECHOTO Teryo. JIHeBHATa N03a, YECTOTATa U BPEMETO Ha NPWIOKEHUE CE ONPEALIIAT U
KOHTPOJIMPAT OT Jiekaps. [[poaB/DKUTENHOCTTA Ha JIEYEHUETO € onpeaend ot Bamwus nekap.

Enunencus:

Ako Bue vnu Baniero gere cre npuemanu JenakuH npe3 ycrara, Baluuar aekap MOXe Aa peLily aa
Bu npwnoxu ceinara ao3a Jlenakue HHTPaBeHO3HO, 6 Yaca cjiea nocaeAHNA NPUEM Npe3s YCTara KaTto
MPOAB/DKUTENHA HIIH MOBTapALIA ¢€ UHDY3HA.

Axo Bue unu Bamero gete He cre npuemManu JlenakuH 400 mg npax 4 pa3TBOpUTEN 32 HHKEKLIMOHEH
pasTBOp npeau:

* [ipu Bb3pacTHH, WHOIIH H Aena HaA 10-roanmua BLIpACT NpenopbYHTENHATA 1032
oOukHOBeHO e 15 mg/kg, npunaraHa ypes 6aBHO HHXKEKTHpaHE BB BE€Ha 3a 3-5 MMHYTH,
MOCJIEABAHO OT NPOABI/DKUTEHA MM [I0BTAPALLa ce HHPY3UA.

 [lIpn nena no 10-roagumHEAa BL3pacT npenopbuyrTesHaTa o3a obukHoBeHO e 20-30 mg/kg,
npUiaraHa upes 0aBHO HHXKEKTHPAHE BBB BeHA, [0C/IeABaHO OT MPOAB/DKUTEHA WM
NOBTApAIA c€ UHPY3UA.

* 3aaena noa 3-roaMuIHAa BL3PACT BIDKTE TOUYKA 2.

Paznuyunu GOpMH Ha €MWICHTHYEH CTaTYC:
* Ilpu BB3pacTHH npenopbUYMTEIHaTa HavainHa gos3a € 10-20 mg/kg, npunarana ypes 6aBHO
HH)XEKTHpaHe BbB BeHa 3a 5-10 MUHYTH, IIOCNEBaHO OT NPOABIKHTEIIHA HHPY3US.
 [lpu aema npenopvpuMTENHaTa HaYanHa Ao3a € 15-40 mg/kg, npunaraHa 4pes 6aBHo
HHKEKTHpaHEe BbB BE€Ha, MOCIEABAHO OT NPOABIKHUTETHA HHPY3HA.

Hauun Ha NpHIOKeHHE
HenakuH 400 mg npax 1 pa3TBOPUTEN 32 HHKEKLIMOHEH Pa3TBOP CE MpHIara HHTp

MMaunentH ¢ 6x0pedHn npodeMH
BawwusATt nekap MOXke Aa pelluu Ja Kopurupa aosara Bu.




AKoO cTe NpHEAH noBede oT HeoOxoaumara no3a Jenaknn 400 mg npax B pa3rsopaTe
[Ipenosupanero Ha Jenakuu 400 mg nmpax ¥ pa3TBOPUTEN 3a HHIKEKLIMOHEH pa3sTBOp MOXe Aa Opae
onacHo. He3zabaBHo ce CBBPKETE CHC CBOA JIEKap WIH Hall-OJIM3KOTO 3BEHO 32 CIIELIHA MOMOILIL.

Axko npueMere nopeue Jernakux 400 mg npax U pa3TBOPUTEN 3a MHIKEKLIMOHEH pa3TBOp, OTKOJIKOTO
ou Tpabsaio, TpabBa 4a ce npeanpueMar CIeIHMTE MEPKH B OOJIHUYHHU YCIOBHA: CTOMAIIHA
NPOMHMBKA, NMOAABPKaHE HA e(PEKTHBHA AHYPE3a H KOHTPOJI Ha CLPAECYHATA M JIHXATENIHATA (PYHKLHA.
AKoO ce HaJara, IlpH MHOIO T€XKH CJIydal ce IPOBEXaa AUalIH3a.

AKo cTe nponycHaan 1a npueMeTe Jdenaxknr 400 mg npax n pa3rsopHTe 32 HHKEKIHOHEH
pa3TBop

He npueMaiite nBoiiHa 003a, 3a 1a KOMIIEHCHpaTe NpoIycHaTaTta go3a. lipocro napoawnkere na
MpUueMare JIEKapCTBOTO CH CIOpEX YKasaHusATa Ha Bauusa nekap.

AKO ¢Te NpoITyCHATH a MPHEMETE HAKOIKO A03H, He3abaBHO ce CBBpAKETE ChC CBOA JIeKap.

AKo cTe cnpenx npaema Ha Jenakud 400 mg npax u pa3TBOPHTE 34 HEIDKEKUHOHEH PA3TBOP
BaxxHO € 1a NpOABIKABATE HHDKEKIHUTE A0KATO BawmaT nekap peuu oa ry cnpe. Ao crpere
Henakux 400 mg npax v pa3TBOPHUTEN 3a HHXKEKIMOHEH pa3TBOp, NpUnaasuure Bu Moxe na ce
BbpHAT.

4. Bb3MOKHA HEXKENAHH JIEKAPCTBeHH PeaKUHH

KakTo BCHUKH JieKapCTBa TOBA JIEKAPCTBO MOXKE 1a NPEAM3BUKA HEXKEJIAHH PEaKLUH, BBIIPEKH Y€ He

BCEKH I'd NOMy4aBa.

He3zabaBHo ce CBBpKeTe ¢ JleKap, aKo 3a0e/IeKHTe HAKOH OT CJIAHHTE CePHO3HH HEXeIaAHH

peaknux. Moxe aa ce HyxkaaeTe OT CREMIHA MEAHNAHCKA HOMOIIL:

. CBHHIHBOCT, MPOMAHA B CTEMEHTA HA CH3HAHUETO (BKII. KOMa), 0OBbpPKBaHE, MyIHOCT WIK
HeoOHUYalHO NMoBeeHKEe U 3aryba Ha mamMeT, CBbP3aHu WIH HE C 110-4ECTH HWIH NO-TeXKKH
MpHNaabLH, 0coOeHO aKO Ce NpUeEMa CEBMECTHO ¢ eHoOapOuTan ¥ TONUpaMar Wid ako 103aTa
Ha JlenaknH 400 mg npax ¥ pa3TBOPHUTEIN 32 HHKEKLIMOHEH pa3TBOp € BHE3AMMHO MOBHILIEHA.

- MHOroxpaTHO NnoBpblilaHe, KpafiHa OTHagHANOCT, KOPeMHH OONMKH, CBHIIMBOCT, cnabocT, 3aryba
Ha areTHT, CIIHa OOJIKa B ropHaTa 4acT Ha CTOMaxa, rajeHe, XKbITEHULA ([TOXBATABAHE HA
KOXKata WIH O4710TO Ha OMHTE), OTOK Ha KpPaKaTa MJIH BIOIIABAHE HA CMHMENCHATA WK 00110
yCelllaHe 3a HapyUICHO 3ApaBe. ToBa MOXe Ja ca CHMITTOMH Ha Te)KKO 3a0onsaBaHe Ha YepHUA
apo0 Wi NaHKpeaca.

- [Ipo6neMH ¢ KpbBOCHCUPBAHETO (NPOSIBEHN B KPLBHH TECTOBE).

- CnoHTaHHO KpBBOHACAAAHE WIH KbpPBEHE.

- MexypH ¢ OTnenBaHe Ha KoXkaTa (MeXypH, TIOIICHe WIH KbPBEHE Ha KOSTO U JIa € YacT 10
koxkata (BkJ1. BalluTe yCTHH, O4H, yCTa, HOC, NMOJIOBH OpraHH, pule WIH Kpaka) CbC Wik be3
OOpHB, MOHAKOra ¢ rPpUMONnoAoOHN CHMITTOMH, KaTO: BUCOKA TeMIIepaTypa, BTpUCaHe WIH
OONIKH B MYCKYJIHTE — TOBA MOX€E 1a ¢a CHMIITOMH Ha ChCTOSAHKE, HAPEHEHO ,,TOKCHYHA
enuaepMalHa HeKpo3a® Wi ,,CHHAPOM Ha CTHBBHC-/DKOHCEH).

- CullHO HaMaJIsiBaHe Ha Oe/IiTe KphbBHH KJIETKH HIH HEIOCTATBYHOCT HA KOCTHHA MO3BK, KOATO
MOHAKOra c€ MPOABABA C BUCOKA TEMTIEPATYPA U 3aTPYAHEHO AULLIAHE.

- OOBPKAHOCT, KOATO MOXKE JIa C€ ABIKH HA MOHUXKEHO HUBO HA HAaTPHUH B KPBBTA WITH HA
ChCTOSHME, HApPeueHO CUHAPOM Ha HapylUIeHaTa CEeKpPELUs Ha aHTHAWYPETUYHHSA XOPMOH
(“CHCAAX™).

- [Ipenu3BHKaHH OT aieprus NOAYTHHH C OOJNE3HEHH ChPOALIM YIUTbTHEHHA (HaH-4ecTO OKOJIO
OYMTE, YCTHHTE, I'bPJIOTO H MIOHAKOra 0 AIAHUTE M XOAuNaTa), KOETO MOXE J1a € CHMITOM Ha
AHTHOEAEM.

- CHHApOM C TeKapcTBeH OOpHB, BUCOKA TEMIEPATYPA, YBENTHYEHH NUM(OHHU BHIIIH U Be
HapyIleHHs B APYTH OpraHu (TOBa MOXKE Ja ¢a CHMIITOMH Ha ChCTOSAHHUE, Hape
NeKapcTBEHHA OOPUB ¢ €O3UHOPUINA U CHCTEMHH cUMIITOMH (DRESS)).

- HamaneHa QyHKLHA HA LIIATOBUIHATA »J1€3a, KOATO MOXKE 14 [IPUYUHH YMO
TErA0TO (XHIIOTHPEOUAUIBM ).




- BoJIKM B CTaBHTE, BHCOKA TEMIIEPATYpa, YMOpa, 0OpHUB, KOETO MOXKE 14 ca CUMITOMH Ha
CHCTEMEH AYIYC €PUTEMaTO3YC.

- Tpenepene (TpeMop), HEKOHTPOJIHUPYEMH MYCKYJIHH CBKPAINCHURA, HECTAOUAHOCT NPH XOACHE
(MAapKUHCOHHIBM, EKCTpPaNMpaMUAHU HapYHIEHH, aTaKCHA).

- TpyauocTu npu gumaHe W 00JKa, Ab/DKALLA CE€ HAa BB3alIeHUE Ha OOBHBKAaTa Ha Oenute
ApoGoBe (TUIEBpaICH U3MB).

- MyckynHa 6onka U MycKysiHa cnabocT (pabaomuonusa).

- Cepaums, eKCTpanvMpaMHAHH HapyILlIeHHS.

- br6peuHo 3abonaBane (6p0peuHa HENOCTATHYHOCT, TYOYJIOHHTEPCTHLIHAIEH HEQPHT), KOETO
MOXKe [1a CE MPOABH C HAMAIIEHO OTHEJISTHE Ha YpHHA.

- VYeenuueH Opoit 1 HHTEH3WBHOCT Ha KOHBYJICHHTE.

- [IpobnemMu ¢ paBHOBECHETO H KOOPAMUHALMATA, YYBCTBO HA OTNIAAHANIOCT UTH HUCKA
OONTENHOCT, CBBP3aHU € MMOBpEHIaHe. TOBa MOXKE Aa ce AB/DKH Ha INTOBULLEHO KOJIHYECTBO
aMOHSK B KpbBTa BH.

- HeuecTu: 3aTpyaHeHO AMIIaHe, 00Ka WIH HATUCK B IPBAHMA KOLI (0COOEHO MpH BAHILIBAHE),
3aJIyX H CyXa KallUIHLIA, AbJKAIIH CE HA HATPYNBaHEe Ha TEYHOCT OKONo benure apodose
(nneBpaneH U3NUB)

- CHHO HaManspaHe Ha OeJINTe KpbBHU KJIETKH WK KOCTHO-MO3BUYHA HEAOCTATHHHOCT,
MOKa3aHa NMpH KPBBHH H3CIEABaHUA, [TOHAKOra pa3sKpyBalla ¢€ Ype3 TPECKA H 3aTPYAHEHO
OHIIAHE.

[Tpu nanyenTH, npueMaiy Jdenakud 400 mg npax 1 pa3TBOpHTEN 3a HHKEKLMOHEH pa3TBOP ca
ChOOIIaBaHH M JIPYrd HEXKENAaHH peakUUH. Te pAAKO ca TEXKH, KaTO B IOBEUYETO OT CITyyauTe He ca
cepHo3HH. OOHKHOBEHO ca 0OpaTHMH. AKO IMOJTyUUTE HAKOH OT HEeXKEJIJaHUTE peakLHH, MOKe [1a ce
HAJIOXH Ja NMOJYYHUTE MEAULIMHCKA TOMOLIL.

- NPOMEHH B CTEMEHTa Ha Chb3HAHHWETO, CHHJIUBOCT, IT1aB0OOIHE, HAPYIICHUS B MAMETTA U
KOTHHTHBHHU HapyUIEHH® (HAPYLIEHUA B MO3HABATEIHHTE CIOCOOHOCTH), OBP3H, HEKOHTPOHUPAHU
IOBHXXEHUS HAa OYHTE, 3aMaHBaHE,

-  fpobreMH CbC CITyXa WIH MITYXO0Ta,

- rajicHe, NOBpLIIaHE, JHapUa 0coOEHO MPH 3aM0YBaHE Ha JIEYCHHUETO, MPOOIEMH ¢ BEHLIUTE
(MpeArMHO XUNIEpTpOdHA), BH3MTAJIEHHE HA YCTATa, HOAYTA YCTa, A3BM B YCTATA H yCelllaHe 3a
mapeHe B yCTara (CTOMAaTUT), WIM CTOMAallHH OOJKY,

- YpHHAapHAa HHKOHTHHEHLMA (HEBONMHO M3ITYCKaHE HA YpHHA),

- aJepruvHM peakilii, NPeXoAcH KOCoNa, HapylleHH Ha HOKTHTE H HOKBLTHOTO JIETSIO,

- HaJJaBaHE Ha Terio, 3aTIbCTABAHE,

- DOJNe3HEHAa MEHCTpYaLuA,

- CBCTOsIHWE HAa OOBPKAHOCT, BWKIAaHE, yCeUlaHe WiIH HyBaHe Ha HECHIICCTBYRAlY Helua
(XamoLMHalLIMH ),

- arpecus, aKUTalmsa (eMollHOHANHA Bb30ya), HApyLUeHO BHUMaHUue, aDHOPMHO IOBEIEHUE U
ICUXOMOTOPHA XHIEPEaKTUBHOCT, HAPYLIEHA CIOCOOHOCT 3a yHeHe,

- HeCTAaOMIIHOCT IMpU XOaeHe (aTaKCHA),

- H3TpBIIBaHE WIH CKOBAHOCT Ha pbLIETE U KpaKarTa,

- KOXXHH pe€aKLHH KaTo OOpHBH,

- HeoOMuUaeH pacTeXx Ha Kocara, HeoOHUalHa CTPYKTYpa Ha KOCaTa, IPOMEHH B LIBETa HA KOCaTa,

- [PEKOMEPHO OKOCMsBaHe, 0COOCHO MPH KEeHU, BUPMUITUIBM, aKHE ( XUIIEPAH/IPOreHHU3BM ),

- BB3MNAJIEHHE HAa MAJIKUTE KPbBOHOCHHU ChOBE (BaCKYJINT),

- MOHMXXEHA TeNIECHA TEMNEPATypa,

- OTOLIM Ha CTBhNAJaTa U Kpakara (eaeM),

- HEpEeNOBEH WIIH JIMICBALL MEHCTPYA/IEH LHUKBIL,

-  HaMmajiiBaHe Ha HHUBaTa Ha BUTaMHH B8 B Tan10TO (HeaocTHUr HA OMOTHH),

- HEeCcTecTBeHO MosejeHHe H 3aryba Ha rnaMeT, CBbP3aHH UIITH HECBBP3aHH C MO-YECTH U NO-TEKKU
[PUNAABIH,

- HapyllIeHHs Ha MaMeTTa U KOTHUTUBHYU HapylleHHUd (B [TO3HABATE/IHUTE CNIOCO0

-  ABOHHO BHXKIaHE,

- HM3MyCKaHe MO MaliKa Hy»a WY YeCTH MO3UBH 3a ypUHHUpaHe, ObOpeyHH
(TyOynoMHTeCTUHANIEH HEDPHUT, CHHAPOM Ha DaHKOHH),




- KOXeH O0OpHB WM KOXHH JIE3HH ¢ PO30B/depBeH NMPBCTEH U Oyieli USHTHP, KOMTO MoraT aa 6paat
CHPOSIIH, MOCNECTH WIH U3IIBJIHEHH ¢ TeYHOCT. OOpHUBLT ce NoABABa MPeAHMHO BLPXY AJIAaHUTE
M cThnanaTta. ToBa MOXe Ja ca CHMITTOMH Ha epUTeMa MyJIThdopMme.

- TpobJieMH ¢ pABHOBECHETO U KOOpAWHALMATA, JICTAPTHA WIH 3aHKEHA OJHTETHOCT, CBBP3aHH ¢
nospbhiIaHe. TOBA MOXE A C€ ObJDKM HAa YBEITHYEHO ChABPKAHHE HA aMOHSK B KpbBTa Bu.

- Oe3smwIoue NPH MBXKETE, KOETO OOMKHOBEHO € 0OpaTHMO TpH MIPEYCTAHOBABAHE HA JICUCHUETO
HJTH MOXKe J1a € oOpaTHMO cJie/1 HaMansaBaHe Ha 103aTa. He crvpaite I€YEHHETO CH NIPEIH ITBPBO
Ja CT€ TOBOPWIH ¢ Baluusa nekap.

- KHCTH B AHUHHLIMTE (MMOJHKHCTO3HH AHUHHLIHU).

YBenomere Bamus Jexkap Hin ¢papmManeBT, 8K0 HAKOR OT CJACTHHTE HEOKEIAHH PEAKIHHA CTaHE
CEepPHO3IHA HJIH NPOIb/KH MOBeYe OT HAKOJIKO JHH; MOXE A €€ HYXKJAA€Te 0T MEAHIIHHCKO
JIeYeHue:

- Hamanen 6poit Ha TpoMOOLIMTHTE, WKW HAMAJICH OpOli Ha YepBEHUTE KPBBHU KIIETKH, WIH
HeoOHYaiHO YBEJIMYEH pa3Mep Ha YEPBEHUTE KPBBHH KIETKH, HWIH HAPYLUCHUS HAa KOCTHUA MO3BK
(Moka3Ba ce NMPH KPBBHU U3CNICTIBAHUA)

- JIBOHHO BIDKZAHE

- l'anene

- YpuHapHa HHKOHTHHEHIMA (HEBOTHO M3MYyCKaHe Ha ypHHa)

- Penxu: U3nmyckaHe Ha MHOTO YpHHa M HYBCTBO Ha XakAa (CHHAPOM Ha DaHKOHH)

- C HeusmecTHa yecToTa: HamansBaHe Ha HUBAaTa HA KapHUTHH (OKa3Ba Ce MPU KPEBHU WIN
MYCKYJIHU TECTOBE)

- C Heu3sBecTHA 4YeCTOTA: MO-ThbMHH YYaCTBLM OT KOXKATA ¥ JIMTABULIMTE (XHIIEPITMTMEHTALIMA )

YBpeKIaHAA HA KOCTHTE

JloxnaaBaHH ca CJy4daH Ha yBpeXAaHe HA KOCTHTE, BKITIOYBAHKH OCTEOIICHUS H OCTEOIOpo3a
(HaMaJleHa KOCTHA IUTLTHOCT) U cuyniBaHHA. KoHncynTupaiite ce ¢ Bamus nexap wiv gpapMaLeBT, ako
CT€ Ha NPOXBDKHATENTHO NPOTHBOSTIMIIENITUYHO JIEYEHHE, UIMATE aHaAMHE3a 3a 0CTeoIopo3a, WM
MpHeMaTe CTEPOHIMU.

Henaxyia 400 mg npax U pa3TBOPUTEN 33 UHXKEKLIHOHEH pa3TBOP MOXKE Ja NMpeln3BHKa CBIIO
HaMa/lABaHe Ha OposA Ha YepBeHUTE KPLBHHU KIETKH WIH NAaTOJOMHYHO YBEIMUABAHE HA pa3Mepa UM,
HamassiBaHe Ha Opod Ha TPOMOOLUTHTE, 3HAYUTE/IHO HaMaJIABaHE Ha Opos Ha OenMTE KPBBHM KIIETKH
WIH YBpEXIaHe HA KOCTHHA MO3EBK (Ha KPBLBHH H3CJIE/IBAHH).

Toit KaTO BaJiNpoara ce OTAed OCHOBHO npe3 ObOpelTe, yacTUYHO Nox GopMaTa Ha KETOHHH Tena,
pe3yJITATHT OT HaNpaBeHHs TECT 3a OTAe/IeHUTE KETOHHH TElla MOXKE a € MOABEHKAALI PU NALMEHTH C
nuaber.

Ako 3a0enexure HAKaKBH HEXKETAHH peaKilMM, KOUTO He ca CIIOMEHATH B Tas3H JINCTOBKA, MOJIA
yBeaoMere Baluus nekap Wik gapMauesT.

JIONBLAHRTEIHH CTPAHHYHH ePeKTH NPH aeua

HskoH HeXenmaHW peakUHH Ha BAIIPOAT Ce MOABABAT NO-YECTO NMPH AeLla HIH Ca MO-TEXKKH B
CpaBHEHHE C BH3PACTHHUTE. Te BKIIOYBAT YBpPEXKIAHE Ha YEPHHUA Ap0O, BB3NAICHHE Ha ITAHKpeaca
(naHKpeaTHT), arpecHs, Bb30yAa, HapylIeHHE Ha BHHMAHHETO, HEECTECTBEHO NOBEACHHE,
XHIEePAKTUBHOCT U HapylUEHa CrocoOHOCT 32 00yueHHe.

CrobfmaBane HA HEKEJIAHH PEaKUHH
AKO TIONTYYHTE HAKAKBU HEXKeJIAaHH JICKapCTBEHH PeaKkLMu, yBegoMeTe Balus nekap Wiy gpapmalienT.
ToBa BKTIOUBA BCHYKH BB3MOXKHH HEOMHUCAHHU B Ta3M JIMCTOBKA HEXKENIAHU PeaKLIMH.
CHOOIIMTE HEXENaHH PeaKUKHU THUPEKTHO Ypes:
HM3nmbAHUTEIHA ar€HLMA N0 IEKapCcTBaTa

ya. ,.,Jamsan I'pyeB” Ne 8,

1303 Codus,

Ten.: +35 928903417,




yebcaiiT: www.bda.bg.

KaTto cpobliiaBare HexkeNlaHH peaKLHK, MOXKETe a JaJeTe CBOA IIPHHOC 3a NOMy4YaBaHe Ha NOBEYE
uH(bOpMaLIMA OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTBO.

S. Kaxk pna coxpanasate Jdenaxkun 400 mg npax H pa3TBOPHTEN 32 HHXEKIHOHEH pa3TBOP

Ja ce cbxpaHsaBa HA MACTO, HEAOCTHITHO 3a AcLa.

He w3non3eaifte TOBa JIEKApPCTBO CJIeN CPOKA HA FONIHOCT, OTOE/A3aH BbPXY KapTOHEHATa ONMAKOBKA
cnen ..l oaeH no:*.
CpoKBT Ha FOQHOCT OTTOBapA Ha MOCNENHHA JIEH OT MOCOYEHHA MECELL.

HeorsopeH (iakoH ¢ npax: He U3UCKBA CMELHATTHH YCIOBHA HAa CbXpaHEHHE.
Cnen nmpuroTBsAHe: Npenopbyea ce HezabasHa ynorpeda.

JlekapcTBata He TpaOBa na ce M3XBBLPIAT B KaHATM3ALMATA WIM B KOHTEHAHEpPaA 3a AOMALLIHY OTNaabLM.
[TonwuraiiTe Bailling MeAHIHHCKH CIICHMAIMCT KAK Ja YHULIOXHKTE HeHYKHHTEe Bu nekapcersa. Te3u
MEPKH LI¢ CMOMOTHAT 3a Olla3BaHe Ha OKOJIHATa Cpena.

6. CrabpkanHe HA ONAKOBKATA H A0NbAHHTENHA HHOpMAIHA

Kakpo cbabpxka Jlenakun 400 mg npax H pasTsopuTe)I 32 HHAKEKIHOHEH Pa3TBOP
Bceku diakoH ¢ npax ceaspxka 400 mg Hatpuer Banmnpoat. Cnea npuroTesHe Bcexu 1 ml ot pasreopa
ceabpaa 100 mg HaTpues Banmnpoar.

Kak n3rnexna Jenaxun 400 mg npax 0 pa3TBOpHTEN 32 HHKEKIHOHEH Pa3TBOP H KAKBO
ChAbLPKE ONAKOBKATA

HNenaxun 400 mg npax ¥ pa3TBOPUTEN 3a HHXXEKLMOHEH PAa3TBOP € [ToYTH 041 npax. Pastsopurendr e
OHcTpa, O€3LBETHA TEHUHOCT.

Jenaxun 400 mg npax 4 pa3TBOPHUTEN 3a HHXKEKLIMOHEH pa3TBOP Ce Mpelytara B OlaKoOBKH:
- OnakoBka ceabpkaiiia 1 ¢aakoH ¢ npax U 1 aMiTyia ¢ pa3TBOPHTE
- OnakoBKa ceaAbpKala 4 (prakoHa ¢ npax H 4 aMITyJIH C pa3TBOPHTE

He Bcuuky BHIOBE ONMAaKOBKHA MOrar Ja Obaar [TYCHAQTH B npoﬂa}xﬁa.

IIpuTexaTen Ha pa3pelieHHETO 32 ynoTpeda
Sanofi Winthrop Industrie
82 avenue Raspail

94250 Gentilly
DpaHiys

IIpon3BoauTe

Sanofi S.r.l
Via Valcanello, 4

03012 Anagni
Hranus

3a AOINBJIHUTCIHA HH[bOpMEl]_IHH OTHOCHO TOBA JICKApCTBO, MOJIA, CBBPAKCTC CC C
NpCACTABHTCII HA IIPHTCKATCIA Ha pa3pClICHHUCTO 34 }’HOTPES&Z

Cyuxc buodapma EOO/J, ten.: +359 2 4942 480

JaTa HA NOC/IEAHO NPEePAITIEKAANE HA JIHCTOBKATA: OKTOMBPH 2025 r.




JApyru H3TOYHHUA RA AHpOPMALHS

[ToapoOHa u akTyaiHa HHGOpMALKA 332 TO3H NPOOYKT LIE HAMEPUTE KaTO CKAHUPATE
che cMapTdon QR koaa, pmoueH B JlucToBkara: HHpopMaLm4 3a HOTpeOUTEA.
Crinata uHdopmauua ce Hamupa B Ha cneanus URL: http://qr.valproateandme.bg.

Hugpopmayuama no-0o1y e npeoHasHaiena camo 3a MEOUYUHCKU CREYUATUCMU.

dnaxoHLT ¥ aMITyJIaTa ChbObPXKAT IIPEITbIIBAHE, KOETO MO3BOJIABA U3TEINISHE HA 0003HAYEHOTO
KOJIH4€CTBO:

- ®nakoH: 415 mg nHopUIH3HPAH HATPHER BAJIIPpOAaT Ha npax (pakTop Ha usMecTBaHe: 8,65%).
L AmMiryna: 4,25 ml pa3TBOpUTEN BONA 32 HHXKEKIIHH.

Pexoncmumyupane

. HM3non3eaiite rpaqydpaHa CIIpMHLIOBKA, 3a ga u3Tternaure 3,8 ml pa3rBopuren Boja 3a
MHIKEKIIHH OT aMITyJIaTa H HHKEKTHpaiTe BbB (lakoHa ¢ THOPWIH3UPaH ITpax.

. Ocraserte ga ce pa3TBOPH HAIBJIIHO.

. O6uuaT obeM Ha npuroTeeHus pa3Teop € 4,15 ml ¢ koHuenTpauusa 100 mg/ml.

. 4 ml ot npuroTeeHns nxeKUHoHeH pasreop (100 mg/ml) Mmorat aa 6vaaT H3TErNEHH OT
(1aKoHa.

[TpuroTBeHUST pa3TBOp € OHCTHP U NMOUTH OE3LBETEH.
HHTpaBeHO3HHAT pa3TBOP € MoAXOAAll 32 HHQY3ua B PVC, NONHEeTHIEHOBH WIH CTLIJICHH ChIOBE.
Henaknu 400 mg npax 1 pa3TBOPHTEJ 32 HHXKEKLUHOHEH pa3TBop TpAOBa Ma ce NpUroTsy

HEeMoCPeACTBEHO NMpeaH ynorpeba. MHDY3HOHHUTE pa3TBOPH, ChABMKALLM JIEKAPCTBEHHS NIPOIYKT,
Tpa0Ba Ja c¢ U3MNON3BAT B PaMKUTE Ha 24 vyaca.




