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Neurotop® retard 300 mg prolonged-release tablets
carbamazepine

IIpouereTre BHHMATE/IHO LSAJIATA JIHCTOBKA, NPEIH 1A 3all04HETe /1a IPpHEeMaTe TOBA JIEKapCTBO,

ThH KaTO TH CbAbPKAa Ba)kHa 3a Bac nndpopmauus.

e  3anasere Ta3M JIMCTOBKA. MOJXKe J1a Ce€ HAJIOXKH J1a A NPOUYETETE OTHOBO.

e AKO MMaTe HAKAKBH JOIMbJIHUTEIHH BLIIPOCH, NonuTaiTe Baluusg jiekap uim papmanenT.

e Tosa JieKapCTBO € NMpeArnucaHo €IMHCTBEHO U JIMYHO Ha Bac. He ro npeorcrenBaite Ha Apyru
xopa.To MoXxe na UM HaBpeH, HE3aBUCUMO Y€ MNMPU3HALMTE Ha TAXHOTO 3a00/gBaHE ca ChIUUTE
KaTo Bauure.

® AKO MNOJIYYHHUTC HAKAKBH HCXKCJIIAHH JICKAPCTBCHH PCAKLIHKH YBC/IOMCTC Bamius JICKApPp HJIH
CIJHPMHL[EBT.TDEH BKJIlOYBA H BCHYKH BB3MOXXHH HCKCIIAHH PCAKLIHH, HCOIIMCAHH B Tas3H

JIMCTOBKA.

KakBo ¢bABbpKa Ta3H JIHCTOBKA

KakBo npeacrasnssa Heyporon perapa 300 mg v 3a KakBO ce U3I10J13Ba
KakBo TpsOBa aa 3Haere, npeau aa npuemere Heyporon perapa 300 mg
Kak na npuemare Heyporon perapa 300 mg

Bb3MOKHH HEKENIaHH peaKkUHH

Kak na cbxpanssare Heyporon perapa 300 mg

CbabprKaHUE HA ONMAKOBKAaTa W JIOMbJIHUTEIHA HH(OpMaLU
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1. KakBo npeacrasiasiBa Heyporon perapa 300 mg u 3a kakBo ce H3110.13Ba

KapbamazenuH, akTUBHOTO BellecTBo Ha Tabnerkure Heyporon perapa 300 mg, oka3Ba BJIMAHME
BbPXY OIPEAC/IEHHU MPOLECH B HEPBHUTE KJETKH Ha Mo3bkKa. [lo Ta3u npuumHa, kapOamasernus
[pUTeXaBa aHTUKOHBYJICUBHM (INpe10TBpaTaBa M0sSBaTa Ha MPUNaabLK) W MOBJAMIrallli HACTPOEHHUETO

edexTn.

Heyporon perapa 300 mg radieTku ce H3noJi3sa 3a:

® Jle4YeHHEe Ha pa3/IMYHHU (POPMHU Ha ernuIencus,

® JIGYEHHUE HA CbCTOSAHUS MPHUAPYKEHH C MHOrO MPHUIIOBJAMIHATO HACTPOEHHE, HECINOKOWCTBO W
TEHAEHLIUA U TIpeyBeJInUeHO MHEHHE 3a COOCTBEHATA JIMYHOCT (MaHHUs),

e npenoTBpaTsABaHe Ha 3a0oisABaHUA, NMPH KOUTO C€ peayBaT MaHHWAKaJIHH pa3CTPOHCTBA CbC

CHCTOSHUA HA JAENpPeCcHs U CUJIHO U3pa3eHa Thra (MaHHAKaJIHO-ACMPECUBHHU 3aboJisiBaHMS),

nevyeHue Ha O0JIKa Ha JIMLIETO CBbP3aHa C Bb3NaJICHUE HAa HEPB (TPUreMUHAJIHA HEBPAJITUs ),

Jle4eHHe Ha HEpPBHHU HapyllIEHUs BCJIE/ICTBHE Ha 3axapeH auader (auabeTHa noJIMHEBPOIIaTH),

NpeJ0TBpaTABAHE HA MbPYOBE U TPEMOP IPH OTKA3BAHE OT MPHUEM Ha aJIKOXOJI,

JIGYEHUE Ha OT/JIeJISHE Ha HEHOPMAJIHO TOJIAMO KOJIMYECTBO YPHHA CBHIIPOBOJIEHO CbC CHJIHA

xaxna (6e3BkyceH quader).

2. KakBo TpsiOBa 1a 3uaere, npeau aAa npuemere Heyporon perapa 300 mg

He npuemaiite Tabnerkure ¢ yabbkeHo ocBoboxkaaBaHe Heyporon perapa 300 mg, B ciyuaid, ye:

e umare ajieprus (CBpbX4YBCTBUTEJIHOCT) KbM KapOamasernuH WIH XMMHYECKH CPOAHY B
(onpenesieHd JIeKapcTBa M3IMI0JI3BAHM 3a JIEYEHHE Ha JenpecHs, T.Hap.
aHTHJIETIPECAHTH), WJIM KbM HAKOS OT OCTaHajiuTe cbcTaBKkM Ha Heyporon
TabneTku (M30poeHU B TOUKA 6).

®  aKo CTpajare OT HAKOW HAPYLUEHHUs HA NMPOBOJAMMOCTTA HAa Bb30Y)KIaHE B CbP

®  CTpajare OT TEXKKO HapylleHHe Ha yepHoapoOHaTa QyHKLUA




®  WMATE HAPYIICHUA Ha QYHKUHATA HA KOCTHHSA MO3BK

* eJHOBpEeMEHHO TMpUeMaTe JeKkapcTBa 3a Je4YeHue Ha aenpecksd, T.Hap. MAO-uHxHOUTODH.
Jleuenre ¢ Heyporon perapa 300 mg mMoxe Aa 3anoyHe NMoHe 2 ceAMMLUM clied CliHpaHe Ha
npunaraieto Ha MAO-HHXHUOUTOpH.

» Heyporon perapa 300 mg Tabnerku He TpabBa na ce npwnara npu aeua noa 1 rogyiiHa Be3pacT.

IIpeaynpexaeHua H NpeAnasHH MEpPKH

["oBopere ¢ Bawuua nexap npenu aa npuemere Heyporon perapa 300 mg
®  ako uMare npobieMH CbC CHPLETO WIH KPBBOOOPBILEHHETO

®  aKO HMare HapyluieHa yepHoApoObHa WiK OL0pedHa PyHKUuUS

®  aKO UMare 4YepHOoApPOOHO YBpEXKAAHE

®  aKO CTpaZaTe OT [MayKoMa

Mons na yesegomure Baluus nexap, ako cTpagaTe WiH cTe CTpalald B MHHAM0TO OT HAKOE OT TE3H
sabonasanud. Bamuar nexkap wie npeueHH Te3d OOCTOATENCTBA NMpPH MOBEXKAAHE Ha JICYEHHE C
Heypoton perapa 300 mg tabnetkm.

He Tpa6sa na panmarte Heyporon perapa 300 mg tabnerky 6e3 onobpennero na Bawus nekap.
Bawuar nekap e Bu HazHauu npoBexJaHe Ha PeAOBHH JA0OpPATOPHH H3cHeABaHHHA (KpPbBHa
KapTUHa, rnoKa3aTelH 3a YepHoapoOHaTa yHkumsa). Mons na ce cbobpassBaTe ¢ NPOBEXKAAHETO Ha
TE3H H3ICIICHBAHHA.

[Ipn mosBa Ha HAKAKBH HEXKEJIaHW peaklLHH, KaTo KOXHH peaxkuHH, NOBHHICEHA TeMIepaTrypa,
00JIKH B rupaoTo, pann (0COOEHO B yCTaTa H I'bpPJIOTO) H HKBJATEHHIA (TIOKLITABAHE HA KOXKATa H
oumnre), TpAOBa He3a0aBHO Ja ce€ KOHCYATHpaTe ¢ Bamus nekap.

AJIKOXOJBT H COKBT OT rpeiindpyr 6Mxa MOrny Ja OKaKaT BAHSHHE BLPXY edekTHTe Ha Heyporon
perapa 300 mg TabneTku H NC Ta3K NPUYHHA, HE TPAOBa Aa C€ KOHCYMHPAT 1O BPEME Ha IEYSHHETO.

CpluecTBYBa PHCK OT YBpeXKIaHe Ha JAETETO npeaud Aa ce poaM, axo Heyporon perapn 300 mg
TabNeTKH ce M3MOJI3Ba Mo BpeMe Ha OpemeHHOCT. JKeHuTe C merepofeH MNOTeHUWan TpsAdOBa Ja
H3NON3BaT eheKTHBHA KOHTpALIENUMA 10 Bpeme Ha neveHuero ¢ Heypoton perapa 300 mg tabnerku H
ABE CEXMHMIIM ClIel nocaeaHara Jo3a (Buxre bpeMeHHOCT H KbpMeHe).

EdexThT HA XOPMOHAJIRHTE KOHTPAENTHBH MOXE Ja ObJe HaMajleH OT nmpueMa Ha Heyporon
perapa 300 mg Tabnerku. [lo Tasu npHurHa ce npenopbHuBa H3NO0J3BAHETO HA APYrd METOAH Ha
KOHTpauenuus. BaluuaT nexkap e BU NOCHBETBRA.

B penku cnyuam, no BpeMe Ha nedyeHne ¢ Heyporon perapa 300 mg tabnerku, Moxke Ja Bb3HHKHAT
CEPUO3HH KOXKHHM HEXENaHH peaKUHH. TO3W PUCK MOXE [1a Ce NPEIBHIH UYpe3 HU3CIIEABAHE HA KPbBHM
npobn npu nauueHTH ¢ npousxon or Kura W Tainawa. B cnydau, ye vMare TakbB MPOHU3XOA
KOHCY/ITHpaiiTe ce ¢ Bammsa nexap npeau na 3anouyHere jgeueHue ¢ Heyporon perapa 300 mg

TabneTxku
Manka 4acT OT Xopara, JEeKYBaHW ¢ AHTHEMWICNTHUM KaTto kapbamaszenvH ca HMalnd MHUCIM 3a

caMOHapaHsABaHE WKW CaMOYOHHCTBO. AKO ce MOABAT TakKBa, He3abarHO ce o0bpHeTe KbM Bawus
nexap.

Hpyru aexapcrba 1 Heyporon perapa 300 mg
Hudopmupaiite Batuna nexkap HMIH (papMalLeBT, aKO MPUEMATE, HACKOPO CTE MPHEMANU HIH €

BE3MOXKHO Aa [TPHEMETE APYTH JICKApCTBAa.

XOpMOHARHY KOHmMpayenmueu, Hanp. mabaemxu, NAGCMUPU, UHICEKYUU UIU UMNIAAHMU.
Heypoton perapa 300 mg TabneTky Mmoxe aa NoBnyge ACHCTBUETO HA XOPMOHAIHUTE KOHTPALETITHBH

Aekap, Koito we odchan ¢ Bac Hal-noAXOAIUKA BHO KOHTPAUETILHA, KOATO A2 U3
npuemare Heyporon perapa 300 mg Tabnerky.

He B3umaiite MAO-nHXxuburopu eanospeMeHto ¢ Heyporon perapa 300 mg 1¢
2. ,,J1a He ce npuema Heypoton perapa 300 mg tabneTkH).



HeypoTton perapa 300 mg Tabierxn Moxe 14 HaMa1H epexTa Ha
e  AHTUKOarynaHTH ¢ NOTHCKALL €(eKT N0 OTHOLIECHHE ChCHPBAHETO HA KPLBTA

®  HAKOM aHTHOHOTHLH (Hanp.JOKCHLMKIIHH)
®  HAKOM NIEKapcTBa 32 NeYeHHe Ha HapYLIEHHA HA ChPJCUHHUA PUTEM (XUHUIKH).

CleasuTe AKTHBHH BenlecTsa OHXa MOMJIH JAa OKAXKAT BJHAHHE BHLPXY e(pHKacHOCTTA HA
Heyporon perapa 300 mg rabaerkm:

®  HAKOM aHTHOMOTHULH (Hanp. epUTPOMHIIMH, TPHALETHAONCAHIOMHUMH, H30HHA3H),

e HAKOW NIEKAPCTBA NMPEOHA3HAYECHH 32 JIGYEHHWE Ha ChPACUHO-CHAOBH 3a00N4BaHUA (Bepanamul,
LHITHA3EM),

AEKCIpOnoKCH@eH (3a seuenue Ha bonka),

BHJIOKCa3HH (3a IEUCHUE Ha CTIPECHH)

CMMETHAHH (3a Te4eHHe Ha CUAHO MOBHUIEHA CTOMAIHA KUCENTHHHOCT),

HAKOW AHTHENMNENTHYHH MelUKaMeHTH ((heHMTOMH, TNPUMMAOH, OpHBapaueraM, Bannpoesa
KHCE/IHHA).

KoMOHWHMpaHOTO NpUIOXKEHHE Ha HAKOH JEeKapCcTBa M3MOA3BAHM NPH MCHXHYECKH pa3sCTPOHCTBA
CBABPXALK AKTHBHOTO BEINECTBO JHTHA MOXE Ja NOBEAe Ha M0ABA HA HECTNOKOHCTBHE H
06BpKAHOCT.

Jleuennetro ¢ Heyporon perapa 300 mg tabneTku Moxe Ja OKaxke BJIIMSHHE BbPXY PE3yJNTaTUTE OT
HAKOH J1a0OPATOPHH H3C/eABAHHA OTpa3sABAllR PYHKIHATA HA NHTOBHAHATA XKJje3a,

Ilpuem na Heyporon perapa 300 mg TabaeTkH ¢ XpaHa H HANIKTKH
AJIKOXOJBLT M COKBT OT rpeindpyT MoraT Aa OKaXat BNUsHHe BbpXY edekTHBHOCTTA HA Heypoton
perapa 300 mg TaGneTkH U NO Ta3M NpUYHHA, He TPAOBA Ja c€ KOHCYMMPAT N0 BPEME HA JISHEHHETO.

BpeMEeHHOCT H KbpMéEHe

Ynorpebara Ha Heyporon perapa 300 mg tabnetku Moxe Aa AoBeJe A0 MOSBATA HA rOJIEMH BPOACHH
aethextu. Ako npuemare Heyporton perapa 300 mg Ttabnerku no Bpeme Ha OpeMeHHOCT, npu Oebeto
Bu mwe uMa 10 3 BTH NO-BUCOK PHCK OT Pa3BUTHE Ha BpoaeHH AedekTH, B cpaBHeHMe ¢ 6eberata Ha
)KEHH KOMTO HE [PHEMAT aHTHENWNenTUUHO JeKkapcTBo. CbobliaBa ce 3a rojaemMH BPOAECHH OEPEKTH,
BKJIIOYUTENHO AedeKTH Ha HeBpanHaTa TpbOa (oTBOp B rpbOHauMHMA CTbJIO), BpOACHH Ae(EeKTH Ha
JIMLIETO, KATO HAMPUMED LICNKa Ha rOpHATa YCTHa W HeOLETO, BpoJeHH fieeKTH Ha raBaTa, CbpASYHH
nedexkTH, BpoaeHH NedexTy Ha MEeHHca, 3acAralll OTBOpA HAa MMUKOMHHUTE ITBTHINA (XMMOCMAAWs) H
nedekTn Ha npbeTHTe. AKo cre npuemanu Heyporon petapa 300 mg TaGnerkH Mo BpeMe Ha
6pemeHHocTTa HebeTo TpabBa na ce HabnioaaBa BHUMATENHO Npe3 Lid1aTa OpeMEHHOCT,

[TIpn 6ebeta, poaeHH oT MaiikHu, kouTo ca usnon3sain Heyporon perapa 300 mg Tabnerky no speMe
Ha OpeMeHHOCTTa, ca cboOlIeHH MpoljieMH ¢ pa3sBUTHETO Ha HEpPBHATA cUCTEeMa (pa3sBHTHETO Ha
mMo3bka). HakoM npoyusaHusa mnoxasear, 4e KapbOaMaszendH WMa OTpULATENHO B/HMAHHE BBPXY
Pa3sBUTHETO HAa HEPBHATa CHCTEMa Ha Jela, W3NoXeHW Ha KapbamasenuH B yTpobara, JOKAaTo MpH
NAPYTH MPOYHBaHHUS HE € YCTAHOBEH TaKbB edekT. He MoXe Aa ce U3KMOUYH Bb3MOXKHOCTTA 32 BIHAHHE
BbPXY Pa3sBUTHETO HA HEPBHATA CHCTEMA.

AKO cTe xeHa B IETEPOAHA Bb3PacT W HE MaHupaTe OpEMEHHOCT, TpabBa Aa H3non3eate €HeKTHBHA
KOHTpalenuus no BpeMe Ha neuyeHunero ¢ Heyporon perapa 300 mg rabaerku. Heyporon perapa 300
mg TabneTky MOXKe Aa MOBJIHAE Ha HAYMHA, MO KOATO AEHCTBAT XOPMOHAITHUTE KOHTPALIENTHBH, KaTo
HArpMMEpP MPOTHBO3aYaThbuHMTE TabneTkM (3a KOHTPON HAa p@®KAAEMOCTTa), W [Aa HaMaIH
e(peKTMBHOCTTA MM 3a NpeJoTBpaTaBaHe Ha OpeMeHHOCT. I'oBopere ¢ Bawms nekap, koiTo itte o6cbaAH
¢ Bac Hail-moaxoisfiLMA BMA KOHTpAlIeNiMsA, KOATO Ja H3MOm3BaTe, Aokato npuemare Heyporon
perapa 300 mg tabneTku. AKo npekparure JedeHuero ¢ Heyporon perapa 300 mg T TR

13 NPOABIKUTE 12 H3MOJ3BATE e(PeKTHBHA KOHTPALENUHA B MPOABIKEHHE HA Ollle JHC L
CMUpaHeTo. /

AKO CTe )eHa B JIeTepOJIHA BL3PACT U NIaHUpaTe GpeMeHHOCT, ropopete ¢ Baunth Fe
CTIpeTe KOHTpalenuMATa U npeau na 3abpeMeHeere, OTHOCHO NPEMHHABAHETO Kb
NeYeHHs, 3a 1a u3bertHere usnmaranero Ha Hebeto Ha kapbamaszenus.




AKo cTe OpeMEHHA WK cMATaTe, Ye MOXke Ja cTe OpemMeHHa, HezabaBHO yBeaoMere Bawus nexkap. He
TpsbBa ga criMpaTe npuemMa Ha Bauiero nekapcrBo, JOKaTO HE cTe obchavny ToBa ¢ Bamus nekap.

CriupaHeTo Ha NpHeMa Ha JieKapcTBOTO 0e3 KoHCcyiaTauusa ¢ Bauius jiekap MoXe Aa rnpeaH3BHKa
NpBNagbIKH, KOUTO MoraT aa OvaaT onacHu 3a Bac v Bamero nere. Baimar nexkap Moxe Ja pelus fga

NPOMEHU JICYEHUETO BH.

Axo npuemare Heypoton perapa 300 mg tabnetku no Bpeme Ha OpemeHHocT, 6ebeto Bh € nanoxeHo
CHILO M Ha PUCK OT MPoONEMHU ¢ KPLBOCBCUPBAHETO BEAHArA CAEA POKAAHETO. BaiuuaT ekap Moxe
Aa npeanuiue nekapcTeo Ha Bac u Bawero Oebe, 3a aa npeaoTBpaTH TOBA.

Twit kato kapbamazerndH nNpeMHHaBa B MaliuMHOTO MIIAKO, KbpMeHeTO TpsabBa mocTeneHHo ga 6bae
NPEKPATEHO.

IJopupane u paboTa ¢ MALIHHH
Buumanne! IlpreMbT HA TOBa JIeKapcTBO MOXeE /a4 NOBJAHAe Bamara peakTHBHOCT H

cnocobHocTTA 32 Wodupane!

Twit kato Heyporon perapa 300 mg TaOneTkd mOHM)KaBa PEaKTHBHOCTTA CE€ M3HMCKBA NMOBHILEHO
BHHUMaHHe MNpH wWodupaHe Wiy padora ¢ MALLINHH.

3. Kak na npuemarte Heyporon perapa 300 mg tabaerkn

Bunaru npHeMaiite Heyporon perapa 300 mg tabnetkn TOMHO KakTo BM € Kasan Bawwsar nexap. Ako
HE CT€ CUT'YPHH B HElO, nonuTakTe Bawmsa nekap wiM gpapManesT.

IMMPUJIOXKXEHHUE

[IpuemaiiTe TabneTkuTe ¢ YABMKEHO OCBOOOXKIAaBaHE MO BPEME HIIH Cllel XPAHEHE C MAJIKO TEYHOCT.
TabneTkHTe MOraT a ¢€ JeJIAT HAa PABHU IMOJIOBUHH.

[1pn HeoOxoaumocT TaONETKUTE MOraT Ja C€ pa3TBapAT B yallla BOJAA, MAAKO, YaH HIIH MOPTOKaJIOB
cok (HO He U ok ot rpeindpyT!). PasTtBopeT Tpabea na ce uanue He3adaBHO clie]l NPUTrOTBAHE.

AO3APOBKA H INPOABJIKUTEJIHOCT HA JIEMEHHETO
Bawmuat nexap uie ONpeAcnH QO3MPOBKATa W NPOAB/DKMTENHOCTTA Ha JIEYEHHETO B 3aBMCHMOCT OT

BamuTte notpebHOCTH.
3a MHAHBUAYATHA NO3UpOBKa ce npeanara 1 Heyporon perapn 600 mg rabnerku.

Enuaencus

BynipacTtau u xeua Hax 10 roqgnun:

OOHKHOBEHO NleyeHHeTO ce 3anoyBa ¢ jJo3a 150 mg asa nbTU AHeBHO (1/2 TabneTka ¢ yABDKEHO
ocsoboxaaBane) , cnel koero Bauuat nekap ie NOBUMILUM Jo3aTa [0 AocTuraHe Ha Baiarta
ONITHMAJIHA J103a. 3a NMpeAnOYHTAHE € MOKAYBAHETO HAa AO3MPOBKATA [1a CTaBa 3a CMETKa HA BEYEPHATa
003a.

OO6uvaitnaTa noaabspkaua no3a ¢ okosto 600 mg nHeBHO (2 TabNETKH € YAB/DKEHO OCBOOOXKAAaBaHE).
KoraTo aHeBHaTa n03a ce npHaara €JHOKpaTHO, NPENopeyYBa CE T4 Aa ce NpHeMa Beuep.

Hena Mexay 1 1 5 rogunu:

O6uuaitnata go3a e 150 mg (1/2 TabneTtka ¢ yab/keHo ocBoOOXKIABAHE) ABA ITLTH AHEBHO (CYTPHH M
BEUYEP).

Hena mexny 6 u 10 rogunu:

O6uuaiinata go3a € Mexxkay 150 u 300 mg (1/2 no |1 Tabnetka ¢ yapmkeHo ocBoboxaaBaHe) 1Ba MbTU
AHEBHO (CYTPHH H BeYep).

ManBakajJnH H MAHHAKAJIHO-IeNPECHBHH Pa3CTPOiHCTBA
Hos3uposkara € Mexay 300 mg u 1500 mg aHeBHo (1 — 5 TabneTku ¢ yabmke

Obunyaiinata aHeBHa no3a € 600 mg (2 Tabnerku ¢ yaskeHo oceoboXnaBaHe)




TEII[‘EMIIHHJIHH HEBDAJIIHA

3anouBa ce ¢ HadanHa no3a 300 mg (1 Tabnerka ¢ yABIDKEHO OCBOOOXKAABaHE) AHEBHO, CEd KaTo
I03aTa NOCTENEHHO ca MOBHIaBa [0 JAOCTUraHe Ha ONTHMANHATA UHAWBHIYajHA n03a. B noseveTto
CJydad € ROCTaTh4Ha AHEBHA A03a oT okono 600 mg (2 Tabnetku ¢ yawnmkeHo ocBobokaBaHe).

AuabeTHAa NnojuHeBponaTHs/ 0e3BKycen nnader

Obuuaiinara no3upoBka € 600 mg (2 TaGneTkH ¢ yAb/DKEHO OCBOOOXKIaBaHE) NMPHETH €IHH MBT
JIHEBHO WIM pa3jenceHyd Ha asa npuema (no | tabnetka ¢ yawmkeno ocsoboxnrasade ot 300 mg,

CYTPHH H Beuep).

Orka3BaHe OT NPHEM HA AJTKOXOJ
ObuuaitHaTta gosupoBka € 600 mg (2 Tabnerkn ¢ YAB/DKEHO OCBOOOXKIZaBaHE) MHEBHO. B TexkH

cnyuad Moxce na Bu 6baar npeanvcanu no 1200 mg (4 Tabnetku ¢ yawmkeHo ocBoboxaaBaHe) npes
NBPBHTE AHH Ha JIEHEHHUETO.

I[IanuenTH ¢ Hapymena 0L0peuna pynxkuus
BamusaTt nexysau nekap ue Bu npeanuiie noHMXEHH A03M.

AKO cTe NIpHeJH moBeye oT HeoOxoaumaTa Ao3a Heyporon perapa 300 mg Tabiaerkn

AKO cTe npHeny Mo-rofsMo Kojimuectso or Heobxogumoro Heyporon perapa 600 mg tabnetku iue
3a0enexXuTe NosBa Ha CUMIITOMM KaTO NMOBPbHILAHE, TpeMnepeHe, HECIMOKOMCTBO, I'bPUYOBE, BUCOKO HUIIH
HHCKO KPBBHO HANAraHe, MORbPXHOCTHO OUILAHE WM AOPH MOTUCKAHE Ha JULIAHETO, HApYIUEHHE HA
Ch3HAHHETO WiH Oe3Chb3HaHue.

Ako 3abenexxuTe HAKOS OT TE€3U NPOABH, He3abaBHO ce OOBPHETE KbM JIEKAP, CMCIHO OTAENCHHE WK
Hai-61u3kara 60NHHULA.

AKo cre nponycHain aa npuemete Heyporon perapa 300 mg Tabaerxn
He npuemaiire aABoiHA 1034, 33 Ja KOMIMEHCHpaTe NMPONYCHATHA NpHEM, a NMPOABIDKETE JIEYEHHETO

KaKTO OOMKHOBEHO CbC cllelBailiaTa ngo3a. He HPHEMaﬁT‘e JOMBJIHUTENIHA Ta0neTKa.

AKxo cre cnpend npuema Ha Heyporon perapa 300 mg Tabnerkn

Hukora He npeycraHoBsiBaHTe camocTosTeNnHO nprema Ha Heyporon perapa 300 mg tabnerku. Mong
Na ce KOHCYJITHpaTe MBPRBO € JieKap aKo XkejaeTe Aa npeycTaHoBHTe nprueMa Ha Heyporon perapa 300
mg TabneTku.

AKO MMAaTe HAKaKBHW AOMBJHHUTEIHH BBIIPOCH, CBBP3aHU ¢ ynoTpebata Ha TO3H NPOAYKT, MOJIS
nonuraite Baluus nexkap WM papmaLeBT.

4. Bb3MOKHH HeXKeJIAHH PEaKIHH

KakTo BCHYKHM flekapcTBa, Taka U TabneTkure ¢ yabbkeHo ocBoOmxaasaHe Heyporon perapa 300 mg,
MOTaT Ja NpeAM3BHKAT HEXENaHW peaKkUWH, BBIPEKH, Y€ He BCeKH TI'Y nonydaBa. Mons na
oTOeNEXKHTE, e B CHCTABEHKWA CMTMCHK Ca BKIIIOMEHH BCUYKH HabniogaBaHW HEXEJ1aHU peakLMH, A0py
M T€3H Bb3HMKHAIN B €IHHHYHH CJIy4aH.

AXO HAKOS OT HEeKe/NlaHHUTE pEeakLMH CTaHE CEpUO3HA, UnM 3abenexure ApPYrd, HEONMHCAHH B Ta3H
JIMCTOBKA HEXeNIAaHH peakLiMy, MONs yBeaoMeTe Baiuus nekap wnu apmMaliest.

AKO BB3IHHKHE HAKOA OT CJEAHHTE HEXE/NaHH peakuHH, HezabaBHO ce o0LpHeTe KbM Jekap,

CNemHo OTAe/IeHHe HJIH Hali-OnH3kaTa OonHuna:

®* TpECKa, BL3MAJEHHE Ha I'bPJIOTO, KOXKeH OOpUB, pa3AZBABaHE HA YCTHATa K
XNe3uTe (Hanp. B YCTHaTa KyxXHHa WM FBpIIOTO);

® nosBa Ha HEOOACHUMHM HATHPTBAHMA MOJ KOXKaTa WIKW HEOOACHHMA TOApe
KOJXKATa;

* TbMHO OUBCTABAHC HAa YPHHATA,




MPH3HALK Ha TEKKHU KOXKHH PEeaKUMH, KaTO HArlp. JIIOLIEHE HA KOXKATa,;
XBITO OLIBETABAHE HA KOXKATA H OUHTE;

NOAYBAHE Ha INIC3CHUTE, XOAUNATA HAY JONHUTE KPaHHHLIH;
HEHOPMAJIEH CbPACUYEH PUTHM; De3Ch3HaHHUE.

YBeaomere Bamus Jekap, B Cﬂ)"laﬁ Y€ HCOKCNAHHTE pPCAKIHH NIPpOoAbJ/JXKABAT NO-ADBJAI0 OT
HAKOJIKO JHH.

BueHe na CBAT, CBHIIHUBOCT, HECTMTOKOHCTBO, KOXKEH OGPHB, l‘J'IElBOﬁOHHE, HAPYLIUCHHUC HA 3PCHHUCTO HIH
NBOHHO BMXJAHE, CyX0Ta B YCTarTra, 3alnck, AJHapHda, CTaBHH WJIH MYCKYJIHH GOIIHH, MOBHULICHA
YYBCTBHTCIHOCT HAa KOXKATa HJIH OYHTEC KbM CABHUCBATA CBETIIMHA, CHNTHO H3IIOTABAHE, 633&HETH’I‘HB,

CEKCYaTHH HAPYLLUEHHS.

Hexenanure eKkapcTBeHH peakLMH MOXeE Aa Obaar:

MHuoro wecTH: 3acarat noseye ot 1 ot 10 ieKyBaHH NallMEHTA

YecTH: 3acarar no-manko ot 1 or 10, Ho noseye ot 1 ot 100 nekypaHH nauyeHTa
Peaku: 3acarat no-Manko ot | ot 100, Ho noeeue ot 1 ot 1000 nekyBanu naLumueHTa
Muoro peakn: 3acsrat no-Maako ot 1 or 10000, BKIIOYMTENHO M H30TUPAHY ClTy4au

Hexxenanvte peaklMH BbB BCAKA rpyna ca NoCOYEHH CNope HaMaTaBaHE Ha TEXECTTa.

Nacrenpanun

YecTH: NnoBHILABAHE HA TEJCCHOTO TEIJIO, NOHWKABAHE HA HMBATA HA HATPUH B KPLBTA, KOETO B PEIKH
C/Iy4aH MOXe /1a JOBEAE A0 anaTHi, NOBPbIUAHE, r1aBodonue, 00bpKaHOCT U HEPBHH HapyLLUEHUS.
MHoOro peaku: NaToJOTMYHK PE3yNTaTH OT PYHKUMOHAIHMTE U3CAEABAHUA Ha LUUTOBHOHATA Kie3a,
NOBUILEHH HUBA HA XOJIECTEPOJA B KPbBTa, BKIA. HAa HDL-xonecrepona v tpurivuepnaure.

Chpaeyns HapymeHHs

Peaku: HapylieHHa Ha ChpAedyHATa NMpOBOAUMOCT

MHoro penku: zabaBsHe Ha cbpaevHaTta OeMHOCT, CBPACYHH APUTMHH, CbPACYHA HEJAOCTATBYHOCT,
BjIOLlIaBaHe Ha ChpAe4YHO 3abonsaBaHe.

HapymeHus HA KpbBTA H JHMPHATA CHCTEMA

BB3MOXHO € J1a BE3HMKHAT, ¢ pa3IM4yHa Y4ecTOTa, pa3/IMuHK HapylIeHHA B 6pos Ha KPBBHUTE KICTKH:
MHoro yecTH: HamaneH Opoit Ha BenuTe KPbBHH KNETKU (JIEBKOTICHUSA ).

UecTn: HamaneH Opoii Ha TpomOouutHTe (TpoMOOLMTONEHHS), NMoBHlleH Opoii Ha OGenM KpbLBHH
KJIETKH (€03HHODHNHA).

Penkn: nosumeH Opoi Ha OenM KpbBHH KIIETKH (JIEBKOLUTO3a, MOAYBAHE Ha JUMPHUTE BB3IH),

ae(pUUHNT Ha GonHeBa KHCEIHHA.
MHOro peku: CHIHO HamasleH Opoki Ha 6enu KpbBHU KJIETKU (arpaHyJIoUMTO3a), aHEMHUA, HAMAJIEHO

oOpa3zyBaHe Ha YEPBEHHUA KPbBEH NUIMEHT (Nophupus), nosutlieH 6poil 4epBeHu KPbBHU KNETKH.
HapyuieHus HR HEPBHATA CACTEMA

MHOQIo YeCTH: BUEHE Ha CBAT, HAPYLUESHKHA HAa KOOPAHHALMATA, CHHIHBOCT, YMOpa.

Yectu: rnasobonue, ABOHHO BIDKAAHE, 3aMBI/IEHO 3PCHHE.

HedecTH: NMaTONOTHYHH HEBONEBH IBWKCHHA, KATO TPEMOP HIH MYCKY/JHH Clla3MHM, HEBOJICBH
IBHKEHUSA HA OYHUTE A0BAKH (HHCTareM).

Penku; cnoHTaHHW ABWXKEeHUS B ofnactra Ha ycTara M JMLUETO, MEPCUCTHPAIM HEKOHTPOJIHpaHH
ABHOKEHHS HA OUUTE, TOBOPHYU CMYILIEHUS, Bb3NACHUA HA HEPB, MpPaBYuYKaHe U U3TPENBAHE, MYCKYJIHA
cnabocT, NpH3HaLM HA napaau3sa.

Hapymenns na oquTte

MHOr0 peAKH: KOHIOKTUBHT, NOMBbTHABAHE HA JICILATA.

HapymedHa Ha YXOTO H JabHpHHTA

MHOro peakd: NOBHIIEHA HIM HaMalieHa CJAyXoBa OCTpOTa, MNPOMEHEHA YYBCTBHTEJIHO
BUCOYMHATA Ha TOHOBETE.
PecnHpaTOpHH U IPLAHH HAPYIIEHHS
MHOro peaxH: peakurdd Ha CBPBXYYBCTBUTEIHOCT HA AUXATCIIHUTE MBTHILA H3D
TEMNEPATYpPa, 3aTPYAHEHHA B JULLAHETO, Bb3najleHue Ha Oenute podoee.




CTOMAIIIHO — YpeBHH HAPYLIEHHS

MHOro 4ecTH: rajeHe, roBpbUlaHEe

HecTu: cyxora B ycrara.

HeuecTH: auapua WM 3amnex.

Penku: kopeMHH DONKH.

MHOro peaku: HapyLICHHS Ha BKyca, Bb3MaJCHUE HA €3Mka WM JIMrasyuaTa Ha YCTHaTa KyXHHa,
BB3NAJICHHE Ha MaHKpeaca.

Hapyweana na 6n0pennre H n1NKoOYHHTE NBTHINA

YecTH: OTOK, HAMANEHO OTAC/IAHE HA YPHHA.

MHoro penku: ph3najiieHHe Ha OnOpeuute, 6LOpeyHa HEAOCTATBYHOCT, HapylleHHs Ha OBOpeuHara
dYHKILHUA, HECTO YPHHHpPAHE 3aTPYAHEHO ypHHUpPaHe (peTEeHLHA Ha YpHUHaTa).

Hapymennus HAa KOXKATA H NOAKOKHATA ThKaH

MHOro 4ecTH: KOXHM aJICpru4HH peakuny, obpasysaHe Ha MeXypd (YpTHKapus), KOMTO MOXe ha
Obaat ¢ gaTajieH H3Xo/l.

HevecT: nolleHe Ha KOXKAaTa MU CHIHO H3pa3CHO WIM NOKPUBALLO wsjlaTa KOXHA MOBBPXHOCT
BB3IMTAJIMTENHO 3a4epBABAHE Ha KoxaTa (epuTpoesieM).

Penku: Hamoao0aBallH CUCTEMEH JIYITYC €pHTEMATO3yC CUMITOMH (MOBHILEHA TEMIIEPATYpa, YMOpa H
YYBCTBUTETHOCT KbM C/IbHYEBATa CBET/IMHA, pEBMAaTH4YHHM CTABHH OONKHY, 3a4uepBsiBaHe Ha KOXKATa).
MHOro peiku: 3a4€pBABAHE HA KOXKATa BbB BWJ Ha JUCKOBE WIHM BB3JH H KbpBeHEe (CHnapoMm Ha
Stevens-Jones), daTanHo yBpexK/IaHe W OTAENAHE HA Ko)KaTra (TOKCHYHAa eruaepMaHa HEKPONH3a),
(GOTOHYBCTBHTEIHOCT, Bb3MaJICHHE Ha KOXKATA WIH JIMIaBULUTE, NPOMSHA B OLIBETABAHETO Ha KOXKAaTa,
3auepBABAHE, AKHE, KOCOMNaj, 3aCHJIEHO OKOCMABAHE.

HapymieHHA HA MYCKYJIO - CKe/IETHATA CHCTEeMA H CHeAHHATE/THATA THKaH

MHOro peiku: cTaBHH OONKH, MYCKYJTHH O0NKH, MYCKYJIHM KPaMITH, HapyllieHHe Ha MUHEpanH3aLuaTa
Ha KOCTHTE, KOETO BOAHU 0 TAXHOTO OMEKBaHe.

HapyluenHs HA eHIOKPHHHATA CHCTEMA

MHOro penku: MOBHUIABAHE Ha ONPEACACH XOPMOH (IPOJIAKTHH), KOETO MOXE€ Ja OOBEAE A0
yroineMsaBaHe Ha MJIEYHHTE HUTE3H M U3TUYAHE HA MAHYMHO MITAKO, KOETO HE € CBbP3aHO C KbpMCHE.
Hapymenns Ha MeTab0/IH3MA H XPaHEHETO

C HEH3BECTHA YECTOTA (OT HAAMYHHUTE JAHHW He MOxXe Aa ObJe HalpaBeHa OLIEHKA). BUCOKH HMBA Ha
aMOHAK B KpbBTa (XunepamMoHeMHs). CHUMOTOMHTE HAa XHNEpaMOHEMHs MoraT JAa BK/IIOYBAT
pPazApa3sHUTENHOCT, 00BbpPKBaHe, NOBPBLLIAHE, 3aryba Ha aneTUT H CBHITHBOCT.

C110BH HapYIlEeHHA

Penky: TRbpAE BUCOKO HITH HUCKO KPBBHO HAIIAraHe.

MHOro penku: sbp3naneHue Ha BEHY, BEHO3HO 3anyllBaHe.

HapymieHHsI HR HMYHHATA CHCTEMA
Peaku: KbCHH aneprdyHH peaklMH 3acArallld pa3iMuHM OpraHu C MPOABH, KaTO NOBHLIABAHE Ha

TeMIepaTypara, KoxeH OOpHMB, Bb3flafleHHME HAa CHAOBHTE CTEHH, MOAYBAaHE HA NUMQHHUTE BB3H,
cTaBHH OONKH, NMPOMEHU B Opos Ha KPbBHUTE KIETKH W YepHOAPOOHHTE MOKA3aTeNH; MOXKE Aa ce
3acerHaT M APyru opraHH, karo Oenu npoSose, OuOpeun, naHkpeac cupile 4 Aebeno yepso.

MHoro peaku: BB3NaICHAEC HA MO3b4YHATa OOBHMBKA, MOJYBaHE HA JIMLETO, €BEHTYAJHO CBIPOBOACHO
CbC 3aTPYAHEHUA NPU I'BJITAHE U JHLIAHE (AaHTHOEEM).

HapymeHHs Ha YepHHA APO0 B KIBYHHTE NbTAIA

B13M0XXHO € MOBHILIABAHE HA YepHOAPOOHHTE MOKa3aTe/n U Bb3laJieHHe Ha YepHUs Apod ¢ pasniu4Ha
YeCTOTa MPHU OTAETHHUTE CIIydaH.

PenKH: KbJITEHHLA.

MHOro peaku: HaMaJICHHE Ha YepHOIpoOHaTa (YHKLMA.

HapymeHHs HA BL3NPOH3IBOAHTE/IHATA CHCTEMA H rbpPAHTE

MHOro peaky: CeKCyalnHy HapylLEeHHUs.

IIcHXHYHRA HApYIICeHHA

Peaku: XanrouMHAUHWH (3pUTENHU WIH CAYXOBH), AenpecHd, Oe3aneTHTUE, HECMOKONCT
[noseaeHue, 00bPKaHOCT.




5. Kak aa cexpanasate Heyporon perapa 300 mg Tabuaerxu

Ja ce chxpaHsaBa Ha MACTO, HEAOCTBITHO 34 AcLA.

Ha ce cvxpanssa nog 25 °C.

Jla ce cbXpaHABa B OPHIHHAJIHATA OIAKOBKa, 3a Ja e NMpeAnasH OT CBETIIHHA.

He usnonssaitre Heypoton perapn 300 mg tabnerku cnea cpoka Ha TroAHocT, oTOenszaH Ha
Onucrepa U KAPTOHEHaTa onakoBka. CpoKbT Ha FOIHOCT CE€ OTHACH 33 NMOCJICAHHA ACH OT MeceLa.
JlekapcTBaTa He TpSOBa a ce M3XBBPJAAT B KAHAIH3ALMATA WK B KOHTCHHEpa 3a JIOMAalllHY OTIIaABLIM.
[TonuTaiite Bauina ¢papMalieBT Kak Ja YHHILOKHTE HEHYKHHTE BH nexapcrea. Te3d MepkH L€ CIIOMOrHaT
3a OIa3BaHe HA OKOJIHaTa cpena.

6. Chabpxanne HA ONAKOBKATA M JIONMBJHHTE1HA HHPOpManHa

KakBo cpanpxar TableTKHTE ¢ yIbJKeHo ocBoboxkaasane Heyporon perapa 300 mg

AKTMBHOTO BEILIECTBO €. BCAKA TabNeTKa ¢ yAbkeHO ocBoOoKIaBaHe chAbpxka kapbamasenuH 300
mg.

JIpyrure ¢hCTaBKH Ca: CHINONHUMEP aMOHUEB METAKPWIAT, KOJIOHAEH CHWIHLIHEB AHOKCH], MarHE3HEB
cTeapar, TallKk, HaTPHEB HHUIECTEH raAMKonat (THN A), MHKPOKDHMCTalHa LI€JY103a, ChIIOAHMED
MeTaKpuiaosa KucenrHa — etakpunar (1:1) 30% aucnepeust.

Kak nmarnexaa Heyporon perapa 300 mg u KakBo CLAbLPAKA OBAKOBKATA
bens, OO CBTIOXKBATEHHWKAaBH IUIOCKH TaONETKH C YABLIDKEHO OCBOOOXKIABaHE, C KpPBbCTOCAHH

NENUTETHHA YePTH OT €AHATA CTpaHa.
Tabnerkara MOXke Aa c€ pa3e/id Ha €HAKBU IMONOBHHH.
Onaxoskure cbabpxkat 30 wim 50 tabnerku B PVC-anyMuHHeBH OaUCTEPH.

IIpaTexaren HA pa3pelIeHHETO 32 YIOTPeOa A NPOAIBOANTE
G.L. Pharma GmbH
Schlossplatz 1

8502 Lannach
ABCTpUS

JaTa Ha NocC/JeARO NPepasrIek aHe HA JIHCTOBKATA
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