JJACTOBKA 3A TATIMEHTA

WSNMBAHUTENA . & o e c LiA
TONMAMAKC 25 mg ¢uamapans Ta0NETKH, flucmoska - Fpunowe mic 2 - |
TONAMAKC 56 mg ¢punmBpans TabjieTKH )
TOIMAMAKC 100 mg punimuapann rafiierku
TONAMAKC 15 mg xancyan

TOIIAMAKC 25 mg kancyis

TonHpamar (fopiramate)

IpodereTe BRHMATEIHO ISLIATA IACTOBKA NPE/IH A 3AN0HETE 13 NPHEMATE TOBA JIEKAPCTBO.
3anasere Ta3u ncTorka. Moxe na uMare HyXzaa aa g nNpoucTCTe OTHOBO.

AXO MMaTe HAKAKBH JOBIHMTETHY BBIPOCH, NoNHTaliTe Bamms iekap Wik (hapMaLEBT.

Toga JIEKAPCTBO € MPEANHCaHo Mi4Ho Ha Bac. He ro nmpeorcThiBatite Ha Apyr# xopa. To MOXe 12 M
HABPE/iH, HE3ABHCHMO OT TOBA, Y€ TEXHUTE CHMIITOMH Ca CRIIUTE KaTO Bammure.

B Ta3u JACTOBKA MOXe Ja NpoIereTe:

1. Kakso npencrasnssa TOIIAMAKC 1 32 KakBO C€ H3nON3BA
2. TIpenm na sanourere neuenne ¢ TOITAMAKC

3. Kax na npuemare TOIMAMAKC

4, Br3MOKHH HEXKEIIAHH PCAKIH

5. Crxpaucune Ha TOITAMAKC

6. NormsnaurenHa nHGOpMaLpA

1. KAKBO ITPEJICTABJISIBA TOITAMAKC M 3A KAKBO CE H3I1O0JI3BA?
TOIMAMAKC chaspska TONMMpaMaT KaTo AKTHBHA CyOCTaHIA.

TOITAMAKC e noka3aH 3a:

e  MOHOTEpamus NpH NALHUEHTH ¢ HOBOAWATHOCTHLMPAHA CITMIICTICHA HITH 32 IpEeMHHABAHE KBM
MOHOTEpANHsA NPH NMANMEHTH C CIICNCHA;

° NOTTLIBAINA TEPANHs NPH BH3PACTHH U JeNa Ha/win Hajl 2 TOIHHHU, C NApIHAJIHH N
reHepayM3HpaHy TOHMYHO-KIIOHHIHH NPUIaABLMY,

. NOIIBAINA TEPANHS TIPH BL3PACTHH H JICTa ¢ MPHNAAbLM, CBBP3aHH ChC cunapoMa Ha Lennox-
Gastaut.

TOIAMAKC e noxasas 32 npopHIAKTHKA Ha MUIPCHA NIPH BH3PACTHU. Ynorpebara Ha
TOIIAMAKC 3a jedeHne Ha OCTPH NPHCTHIIM Ha MHTPEHA BCC OLIE HE € U3CNICABAHA.

2. TIIPEJH JA IPUEMETE TOIAMAKC

He npuemaiite TOITAMAKC

- aKO UMATe aNeprus (CBPHXUYBCTBHTEIHOCT) KBM 2KTHBHOTO BEMECTBO WA KbM HAKOA OT
APYTHIC CECTABKH Ha TOBA NEKapPCTBO.
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menpkamenTy, sxmountendo TOTTAMAKC, Tpa6sa Aa ce CrMpyTyOcTs] SrEo . CBEJIE 10
MMHAMYM M35BaTa Ha MIPHIATBIHTE WIH HApAaCTBAHCTO HA T ' ;!




NMPOyYBAH¥S AHEBHHTE JO3H CA HAMAABAHH CEIMIMHO B HHTCPBAIH OT 50 no 100 mg, npy BE3pPaCTHU
C ermuIenicis 1 B MHTepBaym ot 25 xo 50 mg, npy BR3paCcTHH, IPHEMAINH TOITAMAKC B no3upoBKa
10 100 mg/IHeBHO 3a NpOQIIIAKTHKA HA MHTPEeHa. B IIMHIYHHTE NPOYHBaHUA [PH Aclid
TOMAMAKC ce cmipa NOCTENEHHO B NPOABIDKEHHE Ha TIEPHOJ OT IBC 10 OCCM CEIMUIIN.

HenpoMEeHEeHUAT TONUPaMaT i HETOBHTE METaBOIIMTH Ce eIMMHHHUPAT IJIaBHO 4pe3 OnbOpenuTe.
EAMMMHAPAHETO 1O TO3H BT 3aBHCH OT QYHKIMOHHPAHETO HA 610peLTe 1 He 3aBHCH OT BH3PacTTa.
Ipy GoNHE ¢ yMEpeHa WIH Texka G50petHa HEAOCTATBYHOCT MOXE /ia MHHAT 10-15 nHu, AOKATO C€
JOCTHrHE CTALOHAPHO CHCTOSHHE Ha NUIASMCHITE KOHIIEHTpAIiy, a 33 CpaBHEHNC, IpH OonHU ¢
HopMaHa 6r6pedra GyHKIMA TOBA CTaBa 33 4-8 mgHM.

KakTo TIpH BCHYKHA OONHH, HA3HAYaBaHCTO HA TCPATICBTIYHATZ CXEMaA Tpsa0Ba Ja W3X0XKIa OT
KJIMHMYHKATE PE3YITATH, T.6. KOHTPOJ BbPXY MPHCTBIMTE H IPEBCHIMA Ha HEXCIAHH edexTH, HIMaliKH
pEABH, Y€ 32 MALUMEHTH ¢ 060peYHa HEAOCTATHIHOCT MOXKE A © Hy’K€H M10-XbITET EPHOX OT BpeMe
33 IOCTHUI'aHE Ha CTALMOHAPHO CHCTOSHHEC MNPU BCAKA CHA [1034.

[TpaBIITHOTO XUAPATHPAHE MO BPEME HA JICICHHCTO C TOIMTAMAKC € MHOr0 BaxHO.

XuIpaTHpaHETO MOXKC A3 HAMAaJIY pHCKa OT HedponuTHasa (BX. N0-10iy). IIpaBHIHOTO XHAPATHPAHE
Npe/IM U TI0 BpEME Ha ACHHOCTH, CBhP3aHH C GH3HYECKO YCHIIHE HITH H3JIaraHe Ha BUCOKH
TeMIepaTypH MOXKE A2 HAMAIH PHCKA OT HEXCIIaH! edexTH, CBBP3aHH C TOTUIMHATA (BXK. BE3MOKHH
HEXKENAHN CPEKTH).

ITpomenu ¢ nacmpoeniemo//Jenpecun
Ha6ronaBaHy ¢a I0-4¢CTH NPOABH Ha IPOMEHH B HACTPOCHUETO U ICNPECHA T10 BPEMC Ha JICYCHHE C
TOMMpaMar.

Onum 3a camoybuiicmso
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Manka 4acT OT XOPaTa., JCKYBaHH C aHTHCTIMICIITHI KATO TONMpaMat ¢a UMaJIH MHCJIH 32

CAMOHADAHSABAHE WA CaMOyOHHCTBO. AXO CC NIOABAT TAKHBA ne3aGaBHO ce o0bpHETe KbM Bamyid |
jeKap.
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Hegponumuasa

Ipx HAKoW GOHH U TIO-CTIELHANHO NP NPEAPAsIOIOKCHUTE KiM nepOIATHA3A, PUCKBT OT
o6pasysaHe Ha GBOpEYHH KAMBHHU ¥ CEBP3GHUTE C TOBA Genesy B CHMNTOMH KaTo: Gr0pedHa KOIHKa,
nymGansa 6onka Wi 60nka 8 CIIAGHHUTE, MOXKC 112 € HO-TOJLM.

Puckosute dakToph 3a He(hpOINTHASA BRIHOYBAT AHAMHCCTHITHH NaHHH 34 npeAmecTBAnIO
$opMHpaHe Ha KaMbHH, haMIITHa OOPEMEHEHOCT C HePOIUTHA3a M XHICPKAJILHY PHA
(CBPHXM3XBBPIISHE Ha COMM C yPHHATA). Huto equH OT Te3K PHUCKOBH (aKTOPH HE MOXKeE Aa OBAC
CHI'ypEH MPOrHOCTHYEH Gener 3a 06pasyBaHETO Ha Or6peuHn KAMBHY MO BPEME Ha JIEUCHHE C
rormapamar. OCBEH TOBa, C NOBHINICH PHCK MOXKE /a Ca H NAITHEHTH, JIEKYBAIE CE C JAPYTH JICKapCTBa,
CBBP3aHH C PUCK OT HEQPOIHTHA3A.

Hamanena 4eprodpotna QPyHxuun
ITpy Gomum ¢ IpOMAHA B HEPHOAPOOHATA hyHKIMS Ce MPENopHYBa MPEANasiBO NPSIITHCEAHS Ha
TOIMpaMat, 32[0TO MOKE [la C€ HAMAJIH NPCYNCTBARCTO OT TO3H Memﬂc;%m

Ocmpo Kbcoznedcmeo u 6mopuiHa 3aKpRmMosZbiINa 21ayKoMa &({3\ 0
EApH CHHAPOM, CHCTOAM C€ B OCTPO KBCOITIEACTBO M BTOPHIHA ARG ‘u R T u.‘;*.\ € onucaH
mpH OONHH, NCKYBaHH C TOIMAMAKC. B HauanoTo CHMITTOMHTY BR{IABEE Pl
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3pHTENHATa OCTPOoTa Wi §onka B ounte, QUHHTE HAXOAKM BKITIOYBAT KBCOTJICACTEO, CACM Ha
NpeaHaTa KaMepa, O4Ha XMIiepeMus ( 3a4€¢PBIBaHE) U NOBHIICHO BHTPEOYHO HANATAHE. Moaxe na nMa,
a MOJKE ¥ N2 HAMA MIIpua3a (pasiiHpABAHE Ha 3€HHLIATAa ¥ HpHCa). 1031 CHHIPOM MOXKE Jia & CBBp3aH
CBC CYNPAIRUIMAPHC aKyMyJIHPAHE Ha TEMHOCT, BOACMIO A0 MPEAHO H3MECTBAHE HA JICINATA K MPHCA, C
BTOPHYHA 3aKPUTOBI'BIIHA IIaykoMa. OGHKHOBEHO CHMIITOMHTE CE NPOABABAT CAUH MECCLL CIIC
HauanoTo Ha TepamuaTa ¢ TOTIAMAKC. 3a pa3nuka OT Ha ITBPBAYHATA TCCHOBIBIIHA ITIAyKOMa,
KOSITO C€ Cpella pAIKO Ipu jvtia nox 40 roAMInHa BE3pacT, BTOPHYHATA 3aKPUTORIBIIHA I'TIayKOMa,
CBBHP3aHA C TOMHPAMAT, € HaOMoAaBaHa U MpH Je1ia, OCBCH NPH BBE3pacTHM. JleyeHnnero BKIMIOYBA
npexnepate Ha TOTTAMAKC, pb3MOXHO Hail-0Bbp30 M 10 CHBET HA NICKaps, KaKTO U a/ICKBATHH
MEPKH 33 HAMAMBAHE HA BBTPEOYHOTO HAJAraHe. Te3n MEpKH 0OHKHOBEHO BOJAT N0 HaAMaIABaHE Ha
BETPCOYHOTO HANIATAHC.

Memabonumuna aynoo3a

CBpHXKACEMHHATA METa0ONMTHA alHA034, 6e3 3ary6a Ha aHHOHH, T.€. HAMAJBAHETO HA CCPYMHMTC
6uKapGOHATH MOM HOPMANHITE pedepeHTH HUBa, 6€3 IUXATENHA AJIKaio3a, e CBbp3Ba ¢ JICHCHHETO ¢
romapamat. ToBa cnajaHe Ha cepyMuus G1kapOOHAT ce JBIDKH Ha uHXUOHTOpHUA ¢PEKT HA
TOMHpamaT BepXy OGp0peunara xapfoaHxusipaza. OOHKHOBEHO, IOHXABAHE HA HUBOTO Ha
GukapGoHAaTHTE ce Halmoaasa B HA9aNOTO, HO MOXKE [a HACTBIM 110 BCAKO BPEME Ha JICHCHHCTO.
Hamanssagero Ha 6rkapGoHaTa OGHKHOBEHO € JIEKO JO YMEPEHO (CPEAHO HaMaJICHHE OT 4 mmol/L
pY 033 PaBHa WIH NO-BHUCOKa o1 100 mg TonMpaMaT Ha JCH NpH BE3PacTHH N NpHOM3ATEITHO

6 mg/xg/nueBHO npu fena. Paaxo ce cpelna MpH HAKOH NALKMECHTH HaMaJICHUC Ha CTOMHOCTHTE TIOA
10 mmoV/L. KNHHAYANTE UM TEPANEBTHMHIATE YCIOBHA, KOUTO IIPEAPASIoNaraT KbM 0482 Ha
alao3a, HarpuMmep, 6u0pedHu 3aboBagid, TEXKH PeCIIMPaTOPHH 3a001ABaAHIA, CTIICITHYCH
CTaTyC, AMapHsd, XUPYPrauHa HaMeca, KETOFCHHA AHUETa WM HAKON MCINKAMCHTH, MOTaT /1a HMaT
NOTLIHUTENEH ebeKT BEPXY HaMANABAHETO Ha OrkapOOHATa, IPEAUBHKAHO OT TOIHpaMar.
XpoHuyHaTa MeTaboJIMTHA aLNI03a MTPH ACTIA MOXKE [1a 3abaBu pacrexa. EQexTsT Ha TonupaMar
BBPXY PACTEXA H NOCIEACTBHATA BbPXY KOCTHATE HC € MIPOYYEH CHCTEMHO NPH JCLIA Y BR3PACTHH.

B 3aBHCHMOCT OT CBITETCTRAINMTE CHCTOAHHS, 110 BpEME Ha JICUCHHE ¢ TONMpaMar, CC npenopr1sa ia
ce HaIIpaBH M3CNEBAaHE HA IIA3MCHHUTE HHBA Ha ouxapOonarute. B ciay4ai, ue c¢ NosBH
MeTaboMMTHA ALMAO3a U ce 3aIbpikH, TpsOBa na ce NpeanprueMe KaMansgBaHe Ha 103aTa HilH
NPeKBCBAHE HA JIEYEHHETO C TONMPaMAaT (Ype3 NOCTENCHHO HaMAIBaHE Ha 103aTa).

Xpanumennu 006aeKu
Tpabsa oa ce OOMUCIH BKIIOUBAHE HA XPAHATCIHH RoGaBKY HIH YBEIMYAaBaHE HA NPHCMAHATa XpaHa
OT ITALIMEHTH, KOUTO I'yOSIT TENECHO TENIO IO BPEME Ha JICUCHHETO C TO3H MEITHKAMOHT.

Hpuem #a TOITAMAKC ¢ apyrs Jexkapcraa

Epexmu na TOITAMAKC evpxy Opyzu npomueoenunenmunu Meouramenn

No6apsaero Ha TOITAMAKC xeM Jpyry NpOTHBOCHICNTIMHI MEAHKAMCHTH (peHpTOMH,
xapbaMaseliH, BANNPOeBa KUCENMHA, GenobapbuTan Wi NPUMHIOH) HE CE OTpa3dBa Ha TEXHUTE
[U1a3MEHH KOHUEHTPAIHH B CTAHOHAPHO CHCTOAHUE, C U3KIIOUCHHME HA OTACIHY CIIyHau, TIpH KOUTO
no6assuero Ha TOTTAMAKC kM (eHnTonH MOKe ia MPCAM3BHKA NIOBHINIABAHS HA INIA3MCHHUTC
KOHIEHTPALMH Ha PeHUTOMH. TOBa BEPOATHO CE ABJDKHM HA MHXHOHPAHETO Ha n3odopMaTa Ha eAHH
cienudmuen nommuMopder ensum (CYP2C19). Ilopamn ToBa, NPH BCCKH OoNeH, MOIOKEH Ha
nedenyie ¢ GeHMTORH, TPYU KOMHTO C¢ NOABAT NPU3HALN MM CHMIITOMH HA TOKCHMHOCT, TpsaOBa 2a ce
¥3BHPIIH NPOCIIEAABAHE HA ITA3MEHHTE HHBA HA PEHHTOMH.

I[Tpoyusane Ha (papMakOKMHETHYHITE B3AHMONCHCTBUA NPH GOMHKI OT EIMHIENICHA NOKAa3Ba, 4e
npuGABAHETO Ha TOIMMPAMAT KbM JIAMOTPIDKHH HAMA eeKT BbPXY HErOBUTE INJ1a3MEHH KOHIICHTPALHH
npw no3a Tomupamar ot 100 no 400 mg/axesHO. OCBCH TOBA, HAMA MPOMAHA HA TUTASMCHHTC
KOHICHTPALIMH Ha topiramate 10 BpEME H CIIell MPEKBCBAHE HA JICICHHCTO C JIaMOTPIDKHH (cpenua
no3a 327 mg/nen).




Egexmu na Opyzu npomusoenunennyuyiiu MeOuKamerHmu svpxy TOINAMAKC

dennToMH 1 KapGaMasenH CHIDKABAT [LU1A3MEHATa KOHLIEHTpalks Ha Tonapamar. JIo0apaHeTo Wi
CIMPAHETO Ha JICUCHHETO C (PCHUTOMH HIIH kapbaMa3elvH, NPH MPOBEKAGHE Ha TCPAIHA C
TOITAMAKC, MOe 1a HAIO>XH YTOYHIBaHe HA JO3UpOBKaTa My. Te3u IpoMEHH TpadBa a ce
H3BBPHIAT CNICHK OLCHKA Ha KMMHUTHAA edekT. Jl06aBAHEeTO 1 HPEKBCBAHETO Ha JICYCHHETO C
BAIMIPOEBA KUCEIIMHA HE IPSAM3BHKBA KJIMHIHYHO 3HAYMMH [IPOMCHH B IUIA3MCHWITC KOHIICHTpallNH Ha

TOTMPAMAaT, OPaJH KOETO, B TO3H clIy4ail, He € HeoOxoaumo fa CE NpaBy NPOMsAHa HA A03UPOBKATA
Ha TOITAMAKC.

PesynraruTe OT TE3U B3aMMONEHCTBIS ca 0DOOMEHH B CTICIHATA Tabnma:

e

AEM, npunoxeH Konuenrpamd Ha AEM  KoHuenrpauys Ha TOPAMAX
€HOBPEMEHHO C TOIMTAMAKC -
dennroun P
Kapbamazermin (CBZ) 4 P
Bannpoera KMCeHA «» >
denobapOurai + HI1
IlpuMuaon i a « ) B B HII .
«> = bBe3 edekr RppXyY IUIA3MEHATa KOBLICHTPALINAA
** = JloBHIIABAHE HA IUIA3MCHUTE KOHIECHTPALMH B OTAC/THA CIydan
P = PemyuupaHe Ha IUIa3MEHHTE KOHLICHTPAIHH

HII = He e npoyucH
_é_EM =__AHme_mmen'£quH MCHHKAMEHT

Jpyrs IeKapCTBEHH B3AHMOACHCTBA

Huzoxcun

Tlpu npoy4raHe ¢ €IHOKpATHA 1033, 30HATA MOl KPHBATA (AUC) na mnasmeHaTa KOHICHTpALHS HA
CepyMHHS JIArOKCHH HamaiaBa ¢ 12% nopany ¢AHOBPEMEHHOTO IIPHEMAHC Ha TOITAMAKC.
KImMEMUHOTO 3HAYCHHE Ha TOBA HaOmomeHHe He e onpeaencHo. Koraro ce npubaes win crnupa
TOIAMAKC npH naugeHTd, J1eKyBaHH ¢ AWTOKCHH, TpAGRa Jla Ce 0GLpHE CHENUAIHO BHIMAHHE Ha
PYTHHHOTO MPOCHEAABAHE HA CCPYMHHTS HUBA HA AUTOKCHH.

Henpecanmu Ha yeHmpainama HEPeHA Cucmema

Ennospemennoro npunoxenre Ha TOITAMAKC 1 ankoxo wid Apyrid MEAHMKaMCHTH NOTHCKATIN
LIEHTPAIHATA HEPBHA CHCTEMA HE € OLICHIBAHO B KIMHUYHHA POy BAHUS. He ce npenopbusa
npwoxenne Ha TOTTAMAKC eHOBpeMEHHO ¢ aTIKOXOJT WITH € IPYTH MCINKaMCHTH, MOTHCKAIIU
[IEHTPAIHATA HEPBHA CHCTEMA.

Hepopanuu konmpayenmusu

[pu u3cnenBaHe OTHOCHO (PAPMAKOKUHETHYHHTC B3aHMOACHCTBHS BHPXY 3ApAaBH NOOPOBOILM C
HA3HAUEHA ChITBTCTBAINA KOMOHHALMA OT KOHTPAIEIITHBEH NPOAYKT, ChABpXkKaL | mg HOPETHHIPOH +
35 mcg ermamnecrpamuon 1 TOTTAMAKC, npyeMaH B OTCHCTBHE Ha JPYrd MEMKaMEHTH B JI03H OT
50 no 200 mg/aex He € G CBBP3BAH CH¢ CTATHCTHYECKH 3HAYHMH NIPOMEHH B CPE/IHATA CKCTIOSHIA
(AUC) Ha x0iiT0 ¥ Ja € KOMINOHEHT Ha OPAJIHMTC KOHTPALICTITHBH. B Apyro npoy4saHe eKCIo3NIuATa
Ha CTHHWIECTPAMIHON € CTATHCTHYECKH 3HAYHMO NOHIDKCHO OT TOITAMAKC B nosn ot 200, 400 1
800 me/nen (18%, 21% u 30% CHOTBETHO), KOFaTO € NPHEMAH KATO CHIBTCTBALIA TEPANHA MNP
GALMEHTH, TPHEMATHN BAIIPOCBa KuceuHa. U B ABETEC IOy IBAHHA TOITAMAKC (50 mg/neH 1o
300 mg/nen) He NOBINSBA 3HAYUTENHO €)eKTa HA HOPETHHIPOH. Brnpexu ye HMa J030-3aBHCHMO
[TOHIDKEHHE Ha eTHHWIeCTpaaHon-edexra, npu Ao3u Mexay 200-800 mg/nex, nama 3HasymMa 1030-
3aBHCHMA NIPOMAHA B ETHHHECTPAJUON-EKCTIOSHIHATA TIPH JI03H MEXLY 50 u 200 mg/necH.

K TMHAYHATA 3HAYMMOCT Ha HabmoaaBad#Te NPOMEHH HE € H3BCCTHA. Moxe 1a ce OOIMyCHE
BE3MONHOCT 33 HAMANIEHHE HA KOHTPALEIITHBHATA eeKTHBHOCT H NOBHINIABAHE HA MPOGHBHOTO




KPBBOTCUEHHE TIPH NALMEHTKH, MMPHEMANIH KOMOHHAIMA OT OpayeH KOHTPALCNTHEEH ITPOAYKT
TOIIAMAKC. TTanpeHTKH, MPUEMAIITH eCTPOreH ChIBPHKAMY KOHTPALCITABY TPAORA 2 Onaat
(IOMOJICHH 14 CHOOIIABAT BCHYKH NPOMEHH B TAXHATA MEHCTpyalld. KOHTpaleTHBHATA epuKacHOCT
MOJXKE 12 (BJIe MOHIKEHA JOPH NMPH OTCHCTBHE HA NPOOMBHO KPBPBOTCHEHME.

JTumuu

Ipu 3apaBr go6poBomm ce 3abenssa peaykuus or 18% na AUC B crcTeMHATa EKCTIO3NLIMSL HA JTUTHH
10 BpEMe Ha €AHOBPEMEHHO NIPHEMAHE HA TONMpaMar 1o 200 mg/nuesHo. Ipu 6omxH ¢ OMNoNgpHa
Gonect, hapMaKOKHHETHKATa Ha IMTHS HE C€ 3aCATa M0 BPEME Ha JICHEHHCTO C TompaMat 1o

200 mg/nuesHo. OcBeH TOBa, € 3abe13aH0 MOBHIIABAHE C 26% na AUC B cHCTEMHATa €KCIIO3MIRA Ha
JIHTHH, cle) JIedeHue ¢ TOmpaMar B £o3H o 600 mg/aHeBHo. CepyMHHTE HHBA Ha yrmait Tpadea aa
ce KOHTPOJIMPAT, KOraTo ce NpeIImcBa 3a¢HO C TOMrpaMar.

Pucnepuoon

[IpoyuBaHKATa Ha JICKAPCTBEHATE B3ANMOACHCTBHSA, NPOBEACHH C €HOKPATHA W MHOTOKPAaTHA
1033, ChC 3APABH AOOPOBOILI ¥ ¢ GHTIONAPHO GOMHH, Ca Janu nono6Hu pesyrrati. Koraro
PHCTIEpPHIOH C¢ NPHEMa EAHOBPEMEHHO C TONHPAMAT B HapacCTBalMH J03H 110 100, 200

400 mg/AHeBHO, HACTHIIBA PEAYKIMA B CHCTEMHATA EKCIIO3HIHA HA PUCTICPHIIOH (16% wu 33% na AUC
B CTALMOMAPHO CHCTOAHME NPH AO3H TOMHpamar 1o 250 u 400 mg/NHEBHO CHOTBETHO), KOTATO TOH C&
JaBa B 03H, BAPHPAINM MeXAy | 1 6 mg/AHEBHO. B nanaTa aKTHBHA AHTHIICHXOTHHA dbpaxims
(PHCTIEPHAOH H 9-XKAPOKCHPHCTIEPHIOH ) C HAOMOAABAT MHHIMATHI POMEHH Ha
(hapMaKOKHHETHKATA, KAKBHTO HE CE 3a0¢I113aT IIPH H30IHPAHHS O-xumpokcupucriepuaon. He ce
3a6ena3BaT 3HAYAMH KIMHHYHNA NPOMEHH B CHCTEMHATA EKCTIO3HIIMA Ha 001MaTa AKTHBHA ¢pakias Ha
PHCNEPHIOH WIH Ha Tormpamar. ETo 3a11o, 1082 B3aUMONCICTBUE BEPOATHO HAMA KITHHUIHO
3HAYECHHE.

Xuopoxnopomuasuo (HCTZ)

EHO npoy4YsaHe Ha JIEKapCTREHOTO B3aUMOACHCTBHE ChC 3/PaBH DOOpOBONIIH, OLICHABRA
apMAKOKHMHETHKATA B CTALHOHAPHO CHCTOAHMC HA HCTZ (25 mg/nHesHo) 1 Ha Tommpamar (96 mg 3a
12/12 4aca), pHEMaHy TIOOTAETHO MK €IHOBPEMEHHO. PE3yiITaTHTe OT H3CICABAHCTO NOKA3bAl, qe

C .. Ha TOTIHpaMaT ce € yBemai ¢ 25% n AUC ce € ypenuduia ¢ 29% cnen npubassHeTo Ha HCTZ
x6M TompamaT. KINHHIYHOTO 3HaYEHNE Hil Ta3H NPOMAHA € HCHIBECTHO. No6asanero Ha HCTZ KbM
JICYEHMETO C TOHMPAMAT MOXKE 1A HATIOXKH YTOSHABAHE HA 103aTa HA TOMHpAMaT. dapMakOKHHETHKATA
B cTanuoHapHoTo cherosune Ha HCTZ ve ce MpoMEHA 3HaUMTENHO OT IIPHCMAHETO Ha TOnNHUpamar.
JIa6opaTOpHUTE PE3yNTaTH MOKA3BAT HAMALABAHE HA CCPYMHM xanuii cnen MpueMaHe Ha TONMHPaMaT
ur HCTZ. Tora HAMANABAHE € MO-MOAYEPTAHO, KOTATO PHEMAHCTO HA TONMPaMaT H HCTZ ¢
eNHOBPEMEHHO.

Mempopmun

[IpoyuBane, IPOBENEHO BEPXY 3ApaBH A0OPOBONIIM 32 B3aUMOAEHCTBHETO JIEKAPCTBO-JICKAPCTBO
OLICHIJIO CTAlOHAPHATa (PapMaKOKHHETHKA Ha MCT(OPMHH U TOMMpPaMaT B IUIA3MaTa, KoraTo
metformin e IpwIarad CaMOCTOATENHO M KoraTo metformin U ToNUpaMat ca NaBaHK €IHOBPEMEHHO.
Pe3yITaTHTE OT NPOYYBAHETO M0KA3aXa, Y€ CPEAHHTE Cax ¥ cpennuTe AUC) 12, €2 €€ YBEIHIHIIH
croTBeTHO ¢ 18% 1 25%, nokaro cpennoro CL/F e namansano ¢ 20%, xoraro MeT(h)opMAH Ce TIpHIara
CBBMECTHO ¢ Tormpamar. Topiramate He NOBIABA Ty HA merdopMuH. KIIMHHYHOTO 3HAYCHHE HA
edexTa Ha TOMMpaMar BEPXy $apMaKOKHHCTHKATA Ha MeTGOpMHEH He € ACHO. OpalHUAT IUIa3MECH
KJIMPHHC Ha TOMAPaMaT € HAMANCH, KOTaTo € IPAJNIKCH C merdopmun. CTencHTa Ha NPoMsIHa B
KJIMPHHCA € HesscHa. KIIMHPMHOTO 3HAUCHHE Ha edexra Ha MeTPOpPMUH BEPXY PapMaKOKMHETHKATA Ha
TONHMpAaMar He ¢ AcHO. Koraro Torupamar ce H00ABH WIH NPHIOKECHUETO MY CE NPCKBCHE MPH
ALMEHTH Ha JedeHne ¢ MeTOPMHH, TOJISMO BHAMaHNe Tp10Ba 11a ce 00BpHE HA PYTHHHOTO
MOHHTOPHPAHE Ha AJCKBATHHA KOHTPOJ HA TEXHUA nnader.




ITuoznumason

[IpoyuBane 3a NEKAPCTBEHHUTE B3aMMOAEHCTBIA, IPOBEACHO MPH 3paBH Ho6pOBOIILM OLIEHABA
PABHOBECHATA KOHLIEHTPAIHS HA TONHPAMAT Y TTHOTJIMTA30H, KOraTo CC pujiarar CAMOCTONTECITHO U B
xom6uuaims. Habmonaea ce 15% Hamandsane Ha AUC  Ha NMHOTINTa30H 6€3 NpoMina B Ciex TOBa
HaGMIOIEHNEe HAMA CTATHCTHYECKA 3HAYAMOCT. OCBEH TOBA HMa HAMAJICHHC 13% n 16% B Cpix M
AUC.... CLOTBETHO IPH aKTHBHHS XHIPOKCHMETab0/MT, KakTo 1 60% HaMaseHue B Coax 1 AUC ¢ TipH
aKTHBHMA KeTo-MeTabonut. KnmHuuHaTa 3HaYNMOCT HA TE3H OTKPHTHA HC € N3BCCTHA. IIpu
npubaBgHe Ha TONUPAMAT KbM JICYEHHE C MHOFINTA30H HIH aKO NHOITTATA3OH CC npubasy KbM
JIeYEHNE C TOMMPAMAaT, TpAOBa BHUMATEIHO PYTHHHO NIPOCICAABAHE HA IALUCHTHTE 32 aICKBATCH
KOHTPOJI Ha TeXHWA Auaber.

I'nubypuo

EnHo H3C/IEABAHE Ha JIEKAPCTBEHOTO B3aHMOAEHCTBHE IpH OOJHH OT nuaber tvn 1, oneHABa
(apMakOKHHETUKATA B CTALMOHAPHO CHCTOSHIC HA rnubypun (5 mg/aHeBHO) U Ha TOHMpaMar

(150 mg/nHeBHO), NPHEMaHH MOOTACTHO HIH €AHOBPEMEHHO. 3abemasa ce HaMaJBaHe ¢ 25% Ha
AUC,, Ha ruGypyp, KOraTo ce Aaea ¢ TornupaMar. CHCTEMHATa eKCTIOSHINA HA aKTHBHUTC
meTabomuTy 4-Tpanc-xumpoxcu-rmbypua (M1) n 3-LHC-XHAPOKCH-TIMOYpuz, Hamansasa ¢ 13% u
15% choTBeTHO. PapMAKOKHHETUKATA B CTAIMOHAPHO CHCTOAHKE HA TOMHPAMAT CC 3acsra ot

¢ THOBPEMEHHOTO YIpHemane ¢ raubypa. KoraTo Tonmupamar ¢e NPUeMa CIHOBPEMERHO C rmbypun
WM o6patHO, Tpa6Ba Aa ce 0OPBhIa CICLMANHO BHHMAHNE Ha Py TUHHIS MOHMTOPHHL 32 aJICKBATHO
KOHTpOJINpaHe Ha nuabdera. |

Jpyra B3anMoaelicTBHA

Meourxamenmiis, Koumo npedpasnonazam KuM HeQpoaumuasa

KOraTo ce M3MoJ3Ba SAHOBPEMEHHO ¢ APYIY MEIHKAMEHTH, KOHTO MOTaT Aa NMpEApasnoNokat KbM
nedponuruaza, TOITAMAKC Moxe Aa ypemirdn pucka oT nedpomitrasa. [1o BpeMe Ha IEYEHHETO C
TOIIAMAKC 1pa6Ba Ja ce u30ATBaT TE3# MENMKAMEHTH, ThH KATO MOTaT Jia Ch31ajaT busnonornyHa
CpeAia, KOSTO [a NOBHINA PHCKA 0T 00pasyBaHe HA KAMBHH B oB0penuTe.

Bannpoeea Kucenuna

ENHOBPEMEHHOTO IPHEMAHE Ha TOMUPAMAT K BANPOLBA KHCEIMHA CC CBBP3BA CBC CBPhXaMOHHEMHS
c/min 6e3 eHuedaronaTis Ipy GOMHH, KOHTO €2 NOHACSITH TE3H MEIMKaMCHTH, KOTaTo ca FH
MPHEMATTH MOOTAETHO. B noBeveTo ClyuaH MpU3HAMTE K CHMITTOMHTC M34ue3BaT CieH NPEKLCBAHE Ha
neuenuero. Tozu Hexenan ebekT He ce Ib/bkH Ha PapMaKOKMHETAMHO p3anuMoacicTBUE. He e
YCTAHOBEHA BPH3KA MKy CBPBXaMOHUEMHUATA H TCPANHATA C TOITHpaMaT N €AHOBPEMEHHOTO
JICYUCHHAE C BPYTO MPOTHBOCTIMIICIITUIHO JICKApCTBO.

JIaGopaTopHd TECTOBE

PesyIITaTHTE OT KIMHWYHATE U3CNEABAHIs TIOKA3BAT, Y€ TONHPaMAT C& CEBP3EA ChC CPEOHO

HamangBaHe ¢ 4 mmol/L Ha cepyMuuTe HHBa Ha GukapGoHara (Bx. CrienpanHy npeaynpekICHAA TIpH
ynorpeGa ua TOTTAMAKC ).

BpeMeHBOCT H KbpMeHe
CreeTBaliTe ce ¢ Bamus fexap win GapMALIEBT IPEJH 2 B3eMaTe KAKbBTO 1 Jia & MCIHMKAMCHT.

bpemennocm |

BCiukH KEHU B AETEPOAHA BB3pacT (KOUTO MOTAT 1A 3abpeMenaBart) Tpadsa Aa noayJar ChBET OT
JIEKAp-CIELMANHCT IIPEId Aa 3aNI0YHAT JICUCHHETO, NOpalin YBEJHMYABAHETO HA PHCKA OT BPOACHH
ManiGOpMALHH.

JieyeHHeTO ¢ MPOTHBOCIIMIMATHYHA MCAHKAMCHTH Tpatea 1a ce MPELICHABA OTHOBO, KOTaTo JKCHATA
BBE3HAMEPABA 14 3a0peMEHee.




OGHKHOBECHO OTIACHOCTTA OT BPOACHH Maihopmariy ¢ 2-3 ITETH TO-TOMAMA NIPH AcTia Ha OPEMCHHH,
JIEKYBAHH C MPOTHBOSTMACTITAYHA MEMKAMEHTH 110 BpEMe Ha OPEMCHHOCTTA. Haii-yecture
masrdopMaLK 32CATAT YCTHATE H YCTHATA KyXHUHa, CHPACHYHOCHA0BHA anapaT 1 HCBpajiHaTa TpBoAa.
JleueHHETO ¢ Pa3NMYHH MPOTHUBOETIANICITTHYHY MEIHKAMCHTH (ToMTepanug) ce CRBpP3Ba C MO-roNIM
PHCK OT BPOAEHA MaKPOPMALIHH, OTKOJIKOTO JIEYCHHUETO C €IINH CUHCTBCH MEMKAMEHT
(MOHOTeparmd). BuHary, KOraro € BE3MOXHO, PEOKHMHATE HA NOJIMTEpaTi TpadBa 1a ce ONpPOCTABAT.
JlexyBaHeTO C IPOTHBOSIIIENTHYHH MEAUKAMCHTH HE TPAOBa 21a CE IPEKBCBA PA3KO, THH KaTO MOXKE
74 YBEJMYM PHCKA OT CITANCTITHYHY NPHIATBLH CBC CEPHO3HH IOCTIEACTBHA 34 MalikaTa Wi 3a
I10J1A.

B npeaxIHHIYHA W3CICABAHNS TONHPAaMAT NOKa3a, 9€ ¢ TEPATOr¢HEH B NMPOYIBAHHA MPH JKHBOTHHCKH
MOZENH ([UTbXYETa, IUTEXOBE H 3aiiig). IIpH IurpxoBe ToNMpaMar NPEMHHABA MPE3 IANCHTApHATA
Oapucpa.

Hsma uscnenpanns Bupxy mnonssanero Ha TOITAMAKC npu Gpemenn xer. [1pu Bee TOBA,
TOITAMAKC TpaGea aa ce H3M0N3Ba 10 BpeMe Ha OPEMEHHOCT, CaMO akO BOTCHIHATHUTE MOJI3K 34
MalfkaTa MpcBUINABAT IOTEHITHANHNA PHCK 32 NJIOAA.

Kopmene

Tonupamar ¢€ CKCKPETHPa B MJIAKOTO Ha KbpMCIMTE MHIIKH. Exckpenmara Ha TOIHpaMar B
YOBEINKOTO MIIKO HE € OLICHABAHO B KOHTPONHpaHH npoy4saHud. OrpaHHyeHH HaOIIONECHHSA BEPXY
NALEHTKH NOACKA3BAT NPOALDKUTENHA CKCKpElMA Ha TOITHPaMaT B KbpMara. T3 xaT0 MHOIO
MEMKaMEHTH Ce EKCKPETHPAT B KBPMaTa, TpaOBa fa ce OOMHCIN PEMEHHCTO 33 NPEKPATABAHC HA
KBPMEHETO HJIY Ha JIEKapCTBOTO, B 3aBHCHMOCT OT 3HAYECHHETO HA MEJIMKAMCHTA 32 3ApABETO Ha
Matixara. B mocT-MapKeTHHIOBHA NEpHOL ¢a ChOOIEHH CITyYal Ha XHIOCTIaans IIpH HOBOPOICHH
MOMUYEHLIA, W3JIOKEHH HHTPAYTEPHHHO HE TOMMPAMaT 3a¢AHO Wi Oe3 Apyrd NpOTHBOKOHBYJICHBHH
nexapcrsa. IIpHunEHA BPB3Ka ¢ TOIMpaMaT ofaue He ¢ Onra yCTaHOBEHa.

Nloduapane # padora ¢ MAIIAEHA

TOTIAMAKC nelictsa BEPXY LIEHTPaJIHATA HEPBHA CUCTEMA M MOXKE J1a NPEAM3BHKA CEHITHBOCT,
saMaitBaHe ¥ Jpyrd Nogo0HH CUMITTOMH. Te31 HHAYC JICKH HIIH YMEPCHH HeONaronpraTHA epeKTH
MOTaT N2 66JaT TOTEHLMAHO ONACHH IIPH MALMEHTH, KOATO modHpaT Wi paboTaT ¢ MAlIUHH,

0COBEHO 0 YCTAHOBABAHE HA MHAMBAIYAIHOTO BE3CHCTBHE HA MEAUKAMEHTA BBPXY BCCKH TIALMCHT.

Baxna aadopManusa 0OTHOCHO HAKOH 0T ChHCTABKHTE HA TOINAMAKC

dumvrabnerkite TOIIAMAKC ¢hIBpKiT TAKTO3a U AMUICH HATPHEB [TUKONAT. Ak0 Bammuar nexap
Bu e undopMupai, e iMaTe HENOHOCHMOCT KbM HAKOH 3aXapH, CBBPIKETE CE ¢ HCTo NP Aa
ApHEMATE TO3H MENUKAMEHT.

Kancymure TOTITAMAKC craspkar 3axaposa. Ako BamusT exap Bu e vudopmupan, 4e uMaTe
HETIOHOCHMOCT KBM HAKOH 3aXapH, CBBEPKETE C& C HETO NPENH Ja MpHEMAaTe TO3H METMKAMCHT.

3. KAK JA IPAEMATE TOITAMAKC

ITpuematire TONMAMAKC BuHaru CbriacHo JCKapCKUTE NPCAITMCAHHA. I'oBopere ¢ Bamus JeKap WiH
dapMaLeBT, aKO HMATC CEMHCHHS.

O0nm cBeIeHHAA

3a peaeH KOHTPOJI, KaKTO NPH Bh3PacTHH, Taka U NPH AL, ¢ MPENophBa TEPANHATa A4 3aI0HHE ©
HHCKA 1034, CJIEABAHA OT YTOYHABAHE HA O3HPAHETO JOKATO C& NOCTHIHE CPEKTHUBHA 11032




TOITAMAKC ce mpousBex/a Ha TabneTky 1 Ha kancynn. He ce npenopsHisa HA¥yIBaHCTO Ha
ra6nerkure. Kancynnre Moxe a ce pueMar OT OOJIHM, KOHTO HE MOraT Aa relIraT TabJIETKH,
HanpUMep ACLA U CTapH Xopa.

Kancymire TOITAMAKC MoraT fa ce mpHeMaT LEIH HIIK CJIEM OTBApAHE HA KarlCyliara.

ITpuemane 3aedno ¢ Xpana:
Moskere Ia M3CHTIETe CHABPKAHAETO Ha KANCyNaTa BhpXY Majika nopuus (1acHa TBXKHUKA) MEKa
XpaHa, KATO KOMITOT OT A0EMKH, MICYSH KPEM, CIANOIICA, Kallla WK KHCEIO MILIKO.

Ipeoxre Kancynara oOBpHaTa HArope, Taka 4€ Ja JeTere HAAMHMCa . 1OP”,

BHAMATE/THO 3aBBEPTETE NPO3pauHaTa YacT Ha Kancynara. I1o-J1ecHO me U3BBpIIUTE Tash

oTiepaiys BHPXY MaNKa MOPLMS MEKa XpaHa, KOSTO IE CMECHTE ¢ FPaHyJIMTE Ha ChABPAAHHCTO
Ha KaIcynara.

A3cHrnere NA7I0TO ChHIBP/KAHAE Ha Karicynara BbpXy NOpImiKaTa MEKa XpaHa 1 C€ yBEPETE, HC
LATIOTO ChABPKAHHE € M3CHIMAHO BHPXY XpaHara. |

VBepere ce, 4e NAlJeHTa € FIFTHAN HE3a0aBHO LAJaTa NopuHd MEKa XpaHa. He Tpsa6Ba 51a IBBYE.
3a 1a CTe CUT'YPHH, 4¢ LAJIaTa XpaHa € rrbTHaTa, JaiTe "e3zabarHO TeuHOCT Ha OoNMHKMA. Hukora He
fa3eTe IEKapcTBOTO, CMECEHO C XPAHATa, 38 OBACIIO MOJ3BAHE.

Hpuemane be3 xpana:
Kancymre TOITAMAKC Morar fa ce npaeMar 1 ICIj.

He e Hy»HO PYTHHHO H3CJICABAHE HA IUIA3MCHHTE KOHIICHTPALAA Ha TOIHpaMat 33 ONTHMH3UPAHE HA
teparmara ¢ TOITAMAKC. B penku Ciry4ay (aBaHCTO HA TOTIAMAKC ¢ peHrTONH MOXKE Jia
HANOKH YTOYHABAHE Ha [03aTa GEHUTOHH, 32 JIa Ce MOy 6IaronpUATEH KIIHHHYEH pe3yJITar.
TJagaHETO HIHM CIIMPAHETO Ha (GPEHNUTOMH H kapOaMa3enuH, KaTo AOITbIBAINA TCPAIA C TOINAMAKC,
MOe 112 HaNoXH yrounsaBaHe Ha no3ara TOIIAMAKC.

TONNAMAKC Moxe na ce mpieMa HE3aBHCUMO OT XpaHCHHATA.

JNonmsaBa1Ha TEPANHSA 33 CNHICHCHSA

Buwipacmrnu

Tepammata ¢ TOTITAMAKC Gu tpabano sa 3anowHe ¢ 25-50 mg BCAKa Beyep 3a €OHA CEAMHUILA.
C1oOMEHO € 3a M3N0A3BaHe Ha II0-HKCKa 1033, HO TOBA HE € H3y4aBaHO CHCTEMHO. BIIOCNEICTBHE 32
e IHOCENMHYEH MY JABYCEIMIYEH UHTEpBa fo3aTa Ou TpAGBANo A2 ¢ MOBHIIM C 25-50 {mo 100] mg
JHEBHO U IPUEMST Ja Gb/ie B IBE OTAENHH JO3H. Y BEMYABAHCTO HA 1103aTa TpabBa fa € B
3aBHCHMOCT OT KIIHHHYHATA KapTrHa. [IpH HaKkoy NauUCHTH MOXE 1a CC IIOCTHIHC eeKT NpH

NO3MpaHe BEAHBX THEBHO,

B KIMHMYHHTE NPOYYBaHuA Hal-HHCKATa H3CNCABAHA 1 €PEKTHBHA 11032 KATO JOMBIBAIA TEpanus €
6ura 200 mg. CnegosaTeHo, TOBa € CUHTAHATA 334 MHHIMAJIHA edexrusHa no3a. OONKHOBEHATA
nHeBHa 103a e ot 200 a0 400 mg B Apa npuema. MHauBAIya HO NAHECHTHTC MOTAT Nd HOJY4aT O3,
nocruramm xo 1600 mg AHEBHO.

Teii kato TOITAMAKC ce orcrpangBa OT [1a3MaTa ocpeiacTBOM XeMOIHaIM3a, INOITHJIHHTEIIHA J03a
TOIIAMAKC, paBna Ha npHOIH3UTENHO HOJIOBHHATA OT AHCBHATA 1034 TpsOBa 1a ce NPWIOKH B
NeHs Ha quamisaTa. JIONLIHUTEHATA 10348 TpA6Ba 1a C€ TIPHEME Ha Pa3feTIeHH J03H — B Ha4ayoTO H
criel 3aBBLPLIBAHE HA XEMOJHAM3HATA NIPOLCIYPa. JlorpNHUTEIHATA 71038 MOXKE /12 CE pa3jidiasa
CHIOpE, XApaKTEPHCTHKHTE Ha U3ION3BAHOTO NHATHIHO o0opyaBaHe.




Tean [O3M Ce NPENIOphYBa A2 CE MPWIAraT Ha BCHYKA BH3PACTHH BKIIOIHTEIIHO H IPH MALMCHTH B
HaIpEeAHANIA BB3pacT MpH MOJOXKCHHIE, 9¢ HiMa CBIBTCTBAINO 616peuno 3abomBane (BX. CreuyarTHu
npeaynpexnesns npu ynorpe6a va TOIIAMAKC).

Heya na/unu nad 2 200unn

Lisnara npenophuana auessa ao3a TOIIAMAKC, kato aone/sama repanis, € NMpUOIIM3UTENHO
5-9 mg/kg/MHEBHO, pa3AeNcHa Ha Jsa mpHeMa. ONpEAETAHETO Ha 103aTa TpadBa Aa 3aI0YHE C

25 mg (MM IO-MANKO, Bb3 OCHOBA Ha BapHpake oT 1 1o 3 mg/kg/mMHEBHO), IPHEMAHH BEUCP 1IPE3
mspsata cenMuia. KomrmuecTBoTo MOXE Aa Ce yBENHIaBa CEAMIIHO WM Ha IBE CEIMMIIY, ©
yeemuenue ot 1 10 3 mg/kg/AHeBHO, B iBa MPUEMA Ha ICH, 34 114 CC NOJIyH ONITHMAJICH KJIMHHYCH
pesynrar. OnpenenaHeTo Ha Jo3aTa TpAtsa Aa ce [paBa B CHOTBETCTBAC C KITMHMYHHTE PE3y/ITaTH.
B ca M3ciiedBady AHeBHK no3H A0 30 mg/kg/nHeBHO U OOMKHOBEHO TC3H JIO3H Ca 6 pobpe
NOHOCHMU.

MoHoTepands NPH eNAIeNCHA

O6u ceeoenun

Koraro e mpeKbCHE EAHOBPEMEHHOTO NPHEMaHEe HA IPOTHBOSIIIENTIHHA MEAMKAMCHTH, 34 aa ce
[IOCTMTHE MOHOTEpAIIIs Tonupamar, TpaOBa Ja ce 00bpHE BHIMaHHE Ha edekTHTe, KOMTO MOrat Aa ce
NPOABAT BHPXY KOHTPONA HaJl MPHIIANBIHTE.

IIpu ycnoBue, de ChoOpaxkeHus 32 CHIYPHOCT H3MCKBAT BHC3AITHO MPCKBCBAHE HA NPUEMAaHNTE
¢IHOBPEMEHHO MPOTHBOCTINETITHUHH METHKAMEHTH, NpenophYBa C€ MOCTENCHHO HAMAIBAHC Ha
103aTa ¢ IPHGIH3HTIEAHO CAHA TPETa Ha NIPHEMAHNA €HOBPEMCHHO POTHBOCNHIICHTHHCH
MeIMKaMeHT Ha ase cexmuiy, Korato ce ciipar eH3NMHWTE HHIYKTOPH, HUBATa Ha TONMMPaAMar ce
[IOBHINABAT. AKO € KNMHIYHO YMECTHO, MOXKE 12 C€ HANOXKK HAMAJIABAHC Ha 103aTa HA TOINAMAKC.

Bwipacmuu

Teparmsara ¢ TOTTAMAKC 61 Tpa6Bano jia 3aro4He ¢ 25 mg BCAKA BCUEP, B NPOIBIDKCHHE

Ha eIHA CeAMHLA. THTpHpaHETO MOXKeE Jia C6 yBEJNUH Ha 25 HITH 50 mg/nHeRHO, HA

yHTEpBATH OT 1 M 2 CCOMHALM, TPUEMAHH B JIBA IIPHCMA. AKO HAlMEHTHT HE NIOHacA
ONpEaeICHOTO KOJMYECTBO, MOTaT Ja Cc KIBHPIIAT NO-MANKH YBEJIHYCHUA WM 110-

IBITH MHTEPBAIH MEXK/IY BCIKO YBEIMYABAHC Ha 03aTa. TNo3upaneTo TpAOBa fia Ce€ U3BBPINBA B
CHOTBETCTBHE C KIIMHHUHHA PE3ynTar.

IIpenopryBaHarTa HaqaHa 1032 32 MOHOTCpaNHd ¢ TONMPAMAT TIpH BL3PACTHH ¢© 100 mg/nHEBHO, a
MAKCHMATHATA TIpenopbanTeHa A03a ¢ 500 mg/nuenno. Hakou GoHH ¢ pedpakTepHH bopmu Ha
ermmnencnd ca npuemamy 1000 mg/HEBHO TONHMPAMAT KaTO MOHOTEpATIHA. Tesu TepancBTHIHH
NPENOPEKY C€ TIPUJIAraT IPH BCHYKHA BE3PACTHH, BKIIOTHTENHO H CTapH XOpa, KOraTo HaMar
6:6peuno 3abosBaHe.

Heua

TleueHMeTo Ha dena Ha/smM Han 2 romvHu 1pa6ea aa sanoyse ¢ 0,5 1o 1 mg/kr/ THEBHO, IIPHEMAHN
Beuep, B MPOTBIDKECHHE HA €IHA ceAMHIIA. Tasy 1032 MOXKE Ja C& YBE/IMIABA C 0,5 no 1 mg/kg/mHeBHO,
MpHEMaHa Ha /1B ITETH, B HHTEPBa OT 1 MK 2 cenMHIM. AKO JETETO HE IIOHACA peKHMa Ha
NO3UPAHETO, MOXKE 1@ CE MPHCTHIIM KbM N0-MANKH YBE/IYaBAHHA MK HO-JBJITH HHTEPBAIHA MEXKITY
BCAKO YBE/MUABAHE HA A03aTa. JO3MpaHETo Tps6Ba Aa C& W3BBPIIBA B CHOTBETCTBHE ¢ KIIMHHYHHA

pe3yaTar.

IIpenopsuMTEHATA HAYAHA /1032 33 MOHOTEpANHs C TONHMpPaMar 3a Aclia Ha/UNM Haj 2 TOAMHM € OT 3

no 6 mg/kg/nuesHo. Jiela ¢ HOBOAWATHOCTHUMPAHH APLHATHA NPHIIAABLIH ca noJyvyaBan JO3H A0
500 mg/nHeBHO.




IIpodpnnaxkTuxa Ha Murpena

Tloznpanero Tpabea fa 3anogHe ¢ 25 mg, MPUEMaHH Beuep, B MPOAB/DKCHUE HA €NHA CCAMMIIA. Torasa
no3aTa TpaGBa Na ce yBennuM ¢ 25 mE/AHEBHO, C UHTEPBAN OT 1 CCAMHALA. AKO OOMHUAT HE NIOHACA
PEXKKMA Ha JO3HPAHETO, MOXKE 113 CE TIOMMCITH 32 NIO-TOJIEMH MHTEPBAK HA AO3UPAHE H YTOUHABAHC
Ha J03ara.

OGImaTa XHEBHA 1032 TONHPAMAT, IpEnopbuBaHa 3a npoduakTrka Ha murpena ¢ 100 mg/AHEBHO,
pasfeneHH Ha asa npueMa. Haxou 60ism MOraT Aa novyBCTBAT nonoOpeHue ¢ eaHa 001a JHEBHA
nosa ot 50 mg/nuenHo. Haxoun Gomnan npHeMar obima axesHa 1032 oT 200 mg/IHEBHO. BBB BCHUKH
cIlyyad [03aTa ¥ OLp3HHaTa Ha IOBHINIABAHETO W TpA0Ba N3 Obaar chOOpaseHu ¢ KINHHYHHTS
pe3yJITATH.

AXO0 CTe NpHeNH nosede 0T Heobxoxumara noza TOMAMAKC

Hpuznayu u cumnmomu

Vima CHOGIICHHUA 32 IIPHEM HA CBPBHXJI03H TONHpaMat. benesure 1 CHMIITOMHTE BKIIOUBAT KOHBYJICHH,
CHH/IABOCT, PEMEBH HAapyIICHNs, 3aMBITICHO BIK/IAHE, IUIJIONS, HAPYIICHAS B Ch3HAHUETO,
Netaprud, aGHOPMHEA KOOPIMHALA, CTYTIOP, XHIIOTEH3Hs, KOPeMHa 60JIKa, BH30yHa, 0GBPKAHOCT U
penpecks. KIusaHUTE YCIOKHEHHA B IIOBEYETO CITy4aH HE Ca TEXKH, HO MMa ChOOIECHHA 32
CMBPTEH H3XOJ1 NMpPH [IPHEM Ha NIOBEYE MEIMKAMEHTH B CBPBXA032, BKIIOUHTEIHO H TONHpaMAr.

CBpEXA03a TONMpPAMAT MOXKE 1a JOBEHE IO TEKKa METa0OIUTHA alH032 (Bx. Cnieipatiu
npeaynpekiaenus npu ynorpe6a na TOIIAMAKC ).

[TalMeHT, NOrbAHAJ 4033, H3THCIeHA MexKy 96 1 110 g Tonupamar OHII IPHCT B GOJIHHLIA B KOMA,
npoxsspkia 20-24 yaca ¥ MOCACABAHA OT ITBJIHO BE3CTAHOBABAHE CIICTL 3-4 mHn.

Jleuernue

IIpH OCTPO CHLCTOSHAE, IPEU3BHKAHO OT IPHEM Ha CBPBX/I032 TOIMPAMAT, aKO NPHEMBT € HACKOPO,
CTOMAXHT TPAOBA A ce U3NMPa3HH HE3a0aBHO YPe3 NABAX WIH YPE3 NMPEH3BUKBAHC HA IOBPLIAHC.
AKTHBHHAT BbIJIeH abcopbupa Tonwpamar in vitro. Tpalea a ce H3BBPIIN aJCKBATHO NMOANBPHKAING
neyenue. XeMoIuan3ara ce 0xa3na epeKkTUBHO CPEACTRO 32 OTAECIIAHE HA TONHpaMar OT TAJI0TO.

[TaumpeHTHTE € HEOXOAUMO Aa OB1aT no0pe XUApaTHPAHH.

4. BB3MOXKHH HEXEJIAHHA PEAKITHHA

OTueTCHHTE HEXKENAHA PeakIiiy ¢a KNacH(HIMpaHH ¢ NOMOMITA HA TEPMUHONIOTHYHHAA PEYHHIK Ha
OMS-ART. IToBeqero HexenaH! ehekTH, HaH-4eCTH NPH KIMHHIHATE H3NWTAHNA, Ca OHIIM JIEKH 110
YMEPEHH H Ca 3aBHCENH OT H03aTa. Te3H Hexenann BE3ACHCTBAA, 3ABHCCIIH OT 103aTa, CC NPOABABAT
OGHKHOBEHO B5B (Pa3aTa HA THTPUPAHETO, 3aXbPiKAT CE BbB (a3ara Ha MOAXBPKAHETO HA J0O34TA, HO
PAAKO CE NOABABAT B HAYANOTO HA (pa3aTa Ha MOANEPKAHETO HA 103aTA. EnHo 65p30 TUTPHpPAHE H C
BHCOKH HAYATHH JO3H € CBBP3aHO ¢ NOBEYE HEXKENAHH €PEKTH, BONCIIH N0 NMPEKHCBAHE Ha TCPATKATA.

KhHAAYHE APOYYBAHHS KATO AOIBJIBAILA TepANAA IPH eNMHICNCHA

Tait xato TOPAMAX e npunaras B koMGHHAIMA ¢ APYTH NPOTHBOCIHICITHYHA MCAUKAMCHTH, HO
MOMKE J1a C€ OTIPEREIIH KO Ca MEIMKAMEHTHTE, KOUTO Ca CBBpP3aHH C MosgBaTa Ha TC3H HEXKETIaHH

pEaKLM.

10




Buwspacmnu

B nBOMHO-CIENM KIMHIWYHY MIPOYYBAHNS, HAKOH OT KOUTO BKIIOUBAT O3 MEPHOA HA HAYAIHO
THUTPUPAHE Ca ce MPOSBHIIN HEXKENAHH JIEKAPCTBEHH PEaKL|M ¢ YECTOTA T10-TOJIAIMA UK PaBHA HA 5%.
Ha6moaasaHi ca B NO-BUCOK MPOLICHT IPH BE3PACTHHTE MALMEHTH, TPCTHPAHH ¢ TONMPAMaT B
CpaBHEHHE ¢ Myanebo rpynara U BRKIIOYBAT: CHHIHBOCT, CBCTOBBPTEK, HEPBHOCT, aTaKCHsA, YMOPA,
CMYIICHHA B FOBOPA/CBBP3aHHM C TOBOPa NMpoOGIIEMH, NCHXOMOTOPHO 3a0aBsAHe, HAPYIICHNA B 3pECHHETO,
3aTpyIHEHA NaMeT (HeCTIeIupIHA CHMITTOMH), 00bPKBAHE, NAPECTE3NH, AUIIIONHS, aHOPEKCHU,
HHCTAT'BM, FaficHE, HAMAJIABAHE HA TETNIOTO, PEHYCBH NMPOOIEMH, HAPYINCHHU B KOHICHTPALMATA,
BHHMAHHETO, AeNPECHA, KOPEMHH GONKY, 4CTCHHS ¥ NPOGIEMH B HACTPOCHHETO.

Hesxenany JiekapCTBEHH PEaKIMH, KOHTO HACTHIBAT C II0-MaJIKa 4€CT0Ta, BKIHOYBT: MPOMAHA HA
BKyca, Bb36yaa, HecrieldHuH KOTHATHBHH NPOOIEMH, EMOLIMOHAITHA JIAOHIHOCT, KOOPIHHALIHOHHY
npoOaeMH, HApYIEHUS B NOXOMKaTa, anaThs, CHMITOMH Ha IICUX03a WIH NCHXOTHYHH CHMIITOMH,
CYMIIMYHH OITATH, ArPECHBHYU PEAKINH HH MIOBECHHE, JICBKONECHNUA H HEPPONHTHA3A. H3onupaHn
ciTy4ay Ha TpoMGeMGoInd Chmo ca 61IY OIMCAHK, BEIPEKH Y€ NPHYWHHATA BPB3KA C ICKAPCTBCHAS
NPOIYKT HE € OUmna yCcTaHOBEHA.

Aeua

B nBo#HO-CIANY KIHHHYHH ITPOYYBAHUA HEKEIAHUTE JICKAPCTBCHHU PEaKIWH, KOHTO CC CITy4BaT C
4ecToTa OKONO 5% M ¢ NO-BHCOKA Y€CTOTA NPH IELaTa, JICKYBaHH ¢ TOIIHPAMaT B CPABHCHHE C TC3H B
nnane6o rpynara BKIOYBAT: CHHAMBOCT, AHOPEKCHSA, YMOPA, HEPBHOCT, IMMHOCTHH Pa3CTPOHCTEA,
TPYAHOCTH B KOHLCHTPALATA B BAMMAHHETO, ATPECHBHH PCaKIMH, HAMAJIIBAHE HA TETTIO,
HApYIIEHYS B IOXOAKATA, NpoOIeMH B HACTPOCHUETO, aTaKCHA, NIOBHLICHA CalTUBaLiA, FaficHE,
3aTPY/AHEHNS B 3aNaMETABAHETO, XHNCPKIHE3HA, 3AMaAHOCT, PCUCBH HApYNICHUA/CBHP3aHH C peyTa
npoblieMy, ¥ IIApeCcTe3Hd. |

HexeNnanu JIEKapCTBEHN PEAKUMH, HACTHITHIM HE MHOTO 9€CTO, HO CHHTAHV 32 NOTCHIMATHO BAKHA
OT KAVIEMYHA MIEIHa TOUKA BXIIOUBAT; EMOLMOHAIHA NabuiHocT, BE36yaa, anaTus, HecrenmraHn
TO3HABATEHU MPOGNIEMH, ICHXOMOTOPHO 3a0apAHe, 0OBPKBAHE, XAMOLMHALMH, ACTIPECHI 1
JICBKONCHUA.

KiuHHEYHA IPOYYBAHAS KATO MOHOTEPAIIHA NPH CHAJICNCHSA

KauecTBeHO, BUIBT Ha HAOMIOABAHNTE HEKENAHH JICKaPCTBCHH PECAKIAN IIPH KNMHITTHATC
NPOYYBaHHs 33 MOHOTEPAIHA KaTO A0 C4 NOAOOHU Ha TE3H, HabIFONaBaHM NpH IIPOYYBAHKATA 38
nompaeama repamia. C M3KIIOYCHHE Ha TIAPECTE3Hs U yMOPA, TE3H HEXCIIAHH JICKApCTBCHH PEAKIHH
ca CpemaHu ¢ Noao0Ha HIIH NO-HHCKA YECTOTa IPK NPOBEACHATE KITHHITYHH NMPOYUBAHUA 34
MOHOTEparms.

Bu3pacmruu

IIpy ABOHHO-CIIENH KIMHITYHH TIPOYYBAHMS KIIHHIYHO 3HAYHMMHTE HEXKEAHH JICKAPCTBCHH PCAKIIHH
KATO MapecTesnd, raasobonmme, yMopa, 3aMasHOCT, CHHIIMBOCT, HAMAICHUE Ha TETNOTO, ra/iCHS B
aHOPEKCHA, CC MPOABABAT ¢ Y€CTOTa NO-TO/IMA HITH paBHA Ha 10% mipu NEKyBaHUTE ¢ TONHpaMaT
BBH3PACTHH.

Heua

Tlpu ABOHHO-CIENH KITHHUYHH NPOYYBaHHS KIMHAYHO 3HAYAMMTE HEXEJIaHH JICKApCTBEHH DAk,
KaTo raBoboe, yMOpa, aHOPEKCHA K CHHIHBOCT CC NMPOABABAT ¢ YCCTOTA MO-roNAMa HilM paBHA Ha
10% nipyt IeXyBaHWTE C TOIMpaMaT ACLA.

KAHHHYIHE NPOYIBIHHEA 32 NPOPHNAKTHKA HA MHTPEHA

TIpu ABOIMHO-CIIENM KIMHAYHH MPOYYBaHI Ca HAOMOAABAHH CICHATS KIMHITHO SHATMMU HEKCITAHH
edexTH HapeX ¢ APYTHTE, YCTAHOBEHH NPH 5% W IOBEYE B CITYYANTE MM NO-JCCTH NIPH IALHCHTH
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HA TONHPAMAT, OTKOJIKOTO MPH MAIMEHTHTE, IPHEMAIIH Myane00: yMopa, apeCcTe3uH, BACHE Ha CBAT,
XHIIECTE3Hs, PEYEBH HApYIICHHS, TaCHe, {Uapus, AUCTICTICHs, CyXOTa B yCTara, 3aryba Ha TerJo,
aHOPEKCHS, CHRITMBOCT, pa3CTPOHCTBA Ha NAMETTa, pasCTPOHCTEA HA KOHIICHTpALMATA/ BHUMAHHETO,
fe3ChHHEE, TPEBOXKHOCT, IIPOMEHH B HACTPOEHHETO, JENpecs, IPOMEHH Ha BKYCa, 3pUTCIIHA
Hapy1IeHUd. |

[Tpu namyenT T, MPHEMAITN TONMPaMAaT, IMa BApUpPaHe Ha TEMJIOTO, KOCTO € 1030-3aBHCHMO. Taxusa
MAMEHEHNUS Ha TEMIOTO He ce HabMoAaBsaT NpH rpynara NampeHT !, npueManmy miaueto. CpeaHo,
BapUPAHETO B TETVIOTO Ha NALMEHTHTE B FPynara, npueMania ranebo e 6una 0,0%, a B rpynure Ha
50, 100 u 200 mg Tonupamar 2,3%, 3,2% u 3,8% CLOTBETHO.

IHocTMAPKETHHIOB H APYT ONNAT

OruereHuTe CHOOIMEHNUs 3a HEXEIAHH PEAKLIAN 110 BpeMe Ha ¢a3ara Cliel yCKaHeTO Ha I1asapa Ha
TOITAMAKC ca nocodeHH B Ta0JmiiaTa no-gony.
HeskenaHHTe Peakiy ca NOAPENEHH CIIOPSH TAXHATA YECTOTA, H3UHCIICHA Ha OONEH 3a TONUHA.

MHOro 4ecTo >1/10

Yecto >1/100 u <1/10

He uecto >1/1000 u <1/100
Paako >1/10 000 u <1/1000
MHOro pAgKo <1/10 000

OnHCcaHUTE YeCTOTH OTPasaBaT ChOTHOIMCHHATA Ha HEXCIIAHHTC PCAKIHH, CHO0NIEHU CITOHTAHHO H HE
NpexCTaBIBAT TOYHH OLICHKH B CPaBHCHHE ¢ TE€3H, KOUTO MOIaT fja ¢€ Nojrydar ¢ KIMHIIHH

NpOy4BaHH.

TToMyueHH: ca H30TMPAHH CHOOLICHHA 33 XENATUT M YePHONPOOHA HEAOCTATHYHOCT, HACTHITHIH NIPH
GOJHM, KOMTO B3EMAJIH PA3IHIHN MeAuKkaMenTH, qokaro 6 nexysanu ¢ TOITAMAKC. Hua chimo
OTHEJIHY CIIydad Ha KOXKHHY OOpHBH H PEaKuyH Ha MyKO03aTa, BKIFOYMTCITHO CPUTEMA Mysrrudopme,
cHHAPOM Ha Stevens-Johnson H TOKCHYHA €MUACPMATIHA HEKPONIH3a. [ToBedeTo OT TE3U CAYYAH Ca
HACTHLIWIIA NPY GONIHM, KOUTO Ca MpHEMaliH 1 APYrd MENUKaMECHTH, ChINO CBbP3aHH C 110584 Ha
KOXKHH OOpPHBH K PEaKLH HA MYKO3aTa.

Psaaxo ce cLobImaBa 3a OMrOXHAPO3a MPH JIEKYBAaHE C TOMMpaMaT. 11oBe4yeTo OT TC3H Ciydau Ce
OTHACAT 3a ACHA.

OrueTeRH CHOOUICHHS 33 HEKENIaH! peakiiiy no BpeMe Ha dasarta Cli¢n ITyCKaHETO Ha nasapa

HapyieHns Ha KpbBOHOCHATA H MBHOr0 pAZKO: IEBKOIICHAS H
TAM¢Ha CHCTEMH B B HEYTPONCHHA, TPOMOOLMTOTICHIS B -
Hapymenus Ha MeTadomi3Ma H XpaHEHETO Pagxo: aHopekcus

MHoOTO psaKko: MeTabouTHA aluaosa,

orcnabpaHe Ha areTuTa,

- XUIIEpaMOHHEMHA B - ) -

[Tcuxuny HapymeHHs Panxo: gernpecus, TPEBOXKHOCT H

CHHRITBOCT

Muoro psako: 6e3chHuE,
CHCTOSHNE HA OOBPKAHOCT,
NCHXOTHYHH H3MCHEHWUS, arpecus,
XaXOLHHHUPaHeS, HAMEPEHHE 32
camMoyOUiICTBO, ONUT 32 CaMOyOMIACTBO
1 cCamMoyOHUICTBO, IPOMAHA B
H3pa3ABAHETO

HapyimeHus Ha HEpBHaTa CUCTEMAa Panxo: napecre3nu, KOHBYJICHH,
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rnaso0oIHe.

MHOro psagKo: IIPOMEHH B IOBOpa,
AUCTYE3n4,

aMHE3HA, NPOMEHH B NAMETTA,
NpUNANBIH TOPANH NPEKBCBAHE Ha
NEYCHHETO -

Panxo: H3MECHEHHE HA 3pEHUETO,
3aMBIJICHO BIDKIAHE

MHoOro paaKo: K6COTrNeACTBO,
3aKpuTOBLIB/IHA [NTAYKOMaA, O9HA
bonka

Hapym"gm Ha O4HTe

Psjko: razeHe B
MHoOro paako: guapHsa, KOpeMHa
60JiKa B TIOBPBINAHE

CroMalHO-4pEeBHN HapyIIeHM

HapymeHHs Ha KOXKara H ITOAKOKHATA ThKaH Psanko: OKanBaHE HA KOCaTa
MHOr0 pAaaKko: epuTeMa_

Hapymenua Ha 6n0perpTe 1 |

TMKOYHHUTE ITPTHNA - Psinxo: HedpoaHTHA3A 3 B i
O6my HapymeHns ¥ epeKTH Ha MACTOTO Ha Psanxo: ymopa

IPHITIOKCHUE MBHOTO psAKO: ITHPEKCHA, YyBCTBO 32

HBEI_B_HOJIG}I{EHHE, aCTCHUA

Panko: HaMansBaHE HA TEIECHOTO
TEro

JTOITETHATENHNA AXArHOCTHYHH H3CACABAHKS

A - " - A bkl Y

5. CHXPAHEHHE HA TOIMAMAKC

OUIMTAOIETKH
Ta ce CHXpaHABaT IIPH TeMnepaTypa nmoj 25°C, Ha CyXo MACTO.

Kancyan
Tla ce ChXpaHABAT IIpH TeMneparypa nof 25°C, Ha CyXo MACToO.

CoxpansiBaiite Ha MICTO HEAOCTHITHO 32 ACTIA.
He msnomnssaiite TOIAMAKC cnez cpoka Ha rogHOCT 0T0eNA3aH BHPXY KapTOHECHATA ONAKOBKa.
CpOKBT HA FOAHOCT CHOTBETCTBA HA MOCHCAHNA ACH OT NOCOYCHIS MECEIL.

6. JTOITHJIHHUTETHA HHO@OPMAIIHA
Kaxso cpaspxa TOITAMAKC

dunmrabnerkure TOITAMAKC cuaspaxar 25 mg, 50 mg wiv 100 mg akTiBHa CBCTaBKa TONHpaMar.
Jpyrure CLCTAaBKH Ca: JIAKTO3a XUAPAT, MPEXKEIAaTHPAHO HUMICCTE (MomuduIpaHO), NPEIHCTEHA
BOZA, KapHAyOCKH BOCHK, MUKPOKPHCTAKA LIENy 1032 (E460), HarpHueB HHIOECTEH IIIIOKONAT,
MATHE3HEB CTeapaT, XUAPOKCHIIPOII METHILICTYTI03a, THTAHUEB JHOKCHJL, NOTHCTHIICH TTIHKOIL,
nonucopOar 80 H HKeNe3eH OKHC (C M3KMOYEHNE Ha GENHTe PHIMMPAHU TabIeTKH).

Kancymare TOTIAMAKC csaspokat 15 mg, 25 mg wim 50 mg aKkTUBHO BEMECTBO TONMPAMAT.
Ipyrure CHCTABKM Ca: CYKPO3a, NOBUAOH H HEITYJIO3CH alicTar. Kancynara ChaObpKa JKENATHH,
THTAHHEB THOKCHJ, CAITMKOHOB JHOKCHA, HATPHEB JaypHi Cya(ar, CHHTCTHICH JKETIE3CH OKNC,
AIIKOXOJI, XHAPOKCHITPOIIMETHILIEITY 1034, MPOIHIICH THKOJI, aMOHNEB XHIIPOKCHI M CHMCTHROH.
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Kak mariexna TOIIAMAKC 1 KaKkBO ¢hLALPKA OIAKOBKATA

Dunmupanu mabremxu

TOTIAMAKC ce npousBexaa nos ¢opMara Ha kpbriM Jrmupany Tabnerky, ¢ penedeH HaAImicC B
CIEIHHTE NO3UPOBKH U LIBETOBE:!

TOITAMAKC 25 mg: xpbriu 6emm druMiipasn TabneTky, ¢ rpasupal Haamue “TOP” ot enHaTta i
“25” or mpyrarta crpasa.

TOITAMAKC 50 mg: xpbrim 61ea0 xu)itH dummupaty Tabnerky, ¢ rpasupad Hagmic “TOP” or
ennara ¥ “50” or Apyrara crpaHa. |

TOIMAMAKC 100 mg: KpsIimH >kbrta ¢itiMupany Tabnerku, ¢ rpasupan Hagnuc “TOP” or ennara 1
“100” ot apyrara crpaHa.

duwvmupannre Tabnerxn TOITAMAKC ce nponasar B anmyMUHMEBH GMCTepH, ChAbpxKaIy 28 1win 56
taGnerku no 25 mg, 50 mg, n 100 mg .

Kancynu

TOTIAMAKC ce npon3Be/Ia B KaliCy/Id 3a IPUEMaHe TIpe3 yCTaTa, Chaspxamd 15 mg i 25 mg
TOIHUPAMAaT.

TOITAMAKC xancymu ca Maikn, 6enu a0 Ge3npeTHH chepuykH, NOCTABEHH B XENATHHOBH KarCy
¢ Oenu Tena U CBeTNH (MpO3pavHH) KanaukH.

15 mg — “TOP” Ha xanaukara ¥ “15 mg” Ha TAIOTO Ha KAICYyNaTa;

25 mg — “TOP” Ha kanaukaTta ¥ “25 mg" Ha TAJIOTO Ha Kalcynara,

TOTAMAKC ce nponasa B IIHILEHLA, KOHTO ChABPkaT 60 kancymm 1o 15 mg u 25 mg.

TIpuTex)aTe)l HA PA3pelUeHHETO 32 yHoTpeda:
Johnson & Johnson D.O.O.

Smartinska cesta 53

1000 Ljubljana

CrnoBeHus

IIpousBoxuTeI:

Janssen Pharmaceutica N.V.,
Turnhoutseweg 30,

B-2340 Beerse,

benrus

laTa Ha MOCJIENHA PEAAKIHSA HA JJHCTOBKATA
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