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QNOBP: 1

1 HaumeHoBaHHE HA JIEKAPCTBCHHUS npo;[yJ_cT

lllllllllllllll

DEPAKINE CHRONOSPHERE 100mg modified- release granules
NTEIMAKHH XPOHOC®DEPH 100 mg rpany i ¢ H3MEHEHO 0CBOOOKAABAHE

2 KadecTBeH H KOJHYECTBEH ChHCTAB

Sodium valproate (HaTpHeB Bannpoar) 100,00 mg
nox opMaTta Ha sodium valproate (HaTpHeB BaaIpoar) 66,66mg
u valproic acid (BarpoeBa KHCETMHA) 29,03mg
3a | calne

3a NOMOIIHHKTE BeulecTBa: BXK. Paznen 6.1.

3 JlexapcTrBeHa ¢popMa

I'paHynH ¢ H3MEHEHO OCBOOOXK/IaBAHE B calle.

4 KIVMHHYHH JAHHH

TepaneBTHYHH MOKAIAHHHA

Iipu BBE3pacTHH:

[Tox popmaTa Ha MOHOTepanHa UM B KOMOHHALIHA ¢ ApYra MPOTHBOSIIIENITHIHA
TEparnu:

JIeYeHHE HA TeHEPATH3NPAHA ENWICNICHS: KIIOHHYHH I'bPY0BE, TOHUYHHA I'bpPYOBE,
TOHUYHO-KJIOHHYHH I'bp4Y0Be, a0CaHCH, MHOKJIOHHYHH WIH aTOHHYHH I'bPY0BEC H
cuHapomM Ha Lennox-Gastaut.

IeYeHHE Ha TMapLHAIHA SIHISNCHA: TapliHaIHU EPYOBE ¢ WM 06e3 BTOpHYHA
reHepaTH3alMs.

I'lpu neua:

[lon ¢opMara Ha MOHOTEpANAA WIM B KOMOHHAIMA ¢ Apyra IPOTHBOCITHICIITHIHA

TEpaIus:

fieYEeHHE Ha reHepaiu3ApaHa eNWIencHs: KIOHHYHH I'bpYOBe, TOHHYHH
TOHHYHO-KJIOHWYHH I'EpUOBe, a0CaHCH, MUOKJIOHHYHH HIIH ATOHHYHH

cHRApoM Ha Lennox-Gastaut.



NicYeHHE Ha NapLHAIHA eTHJICTICHA: APLUHATHH MbpYoBe ¢ Wi 63 BTOpHUHA
reHepaIH3aLus.

Ilpn pena:

npenoTBparaBaHe Ha GeCpWIHM I'bPUOBE IIPH BUCOKA TEMIIEpaTypa, KOraTo ce
NpeLieHH, Ye noaobHa npodwiakTHka € HeoGXoAuMa, WIM aKo ¢a HAJTHIIE PUCKOBH

¢axTopH 3a peLUAHBHPAHE.

Ho3apoBKa H HAYTHH HA NPHJOKEHHE

JlenakuH XpoHocdepH € JIeKapcTBeHa GopMa, KOATO € 0COOEHO ITOIX0/AIIA 3a
ynorpe6a rmpH geua (KOraTo Te ca B ChbCTOAHHE Ja MOrJIBIIAT MEKH XPaHH), WK TPH
BB3PACTHH C M'BIITATEHH HAPYIICHH.

Jenaxun xpoHochepu e popma ¢ usmeHeHo ocpoboxnasaHe Ha DEPAKINE, kosto
CHIIKABA TTMKOBHTE [UIA3MEHH KOHLEHTPALMH M OCHTYPABa TNO-TIOCTOSHHH TUIA3MEHH

HHUBA B JCHOHOIIHECTO.

Ho3upoBka

[TspBOHavanHara qHeBHA A03a obuKxHOBEHO € 10-15 mg/kg, crex KoeTo ao3ure ce
MIOBHLIABAT A0 OITAMAIHATA A034a (BK. ,,TepaneBTUYHH NMPETIOPBKH ).

Cpenuara no3a e 20 xo 30 mg/kg nuesHo.

Axo ofade repyoBere He OBAAT OBIAJCHH C Ta3H /1033, TA MOXE a Ob/ie yBEIHHCHa,
a nanyeHTHTe TPAOBa J1a e MOCTABAT MO CTPUKTHO HAOMIOICHHE.

IIpu 6ebera u aenia, ooudalinaTa go3a e 30 mg/kg AHEBHO.

ITpu BE3pacTHH, o0HuaiiHaTa Ko3a € 20 10 30 mg/kg AHEBHO.

[pu nﬁua B HampeAHaNa BE3pacT, 103aTa TpA0Ba a ce ONMpeaey CnpaMo
OBNIaJIIBaHETO HA I'bPUYOBETE.

JTHeBHaTa 033 TpAOBa Aa ce onpeaens XKaTo PyHKUHA OT BB3pacTTa H TEJIECHOTO
Tero; TpaOBa obaue, a ce B3eMaT NMpeABH/ LIHPOKHTE BAPHALINM B NIOBIHABAHETO OT
BAIMPOATHTE TIPH PATHUYHHUTE UHIUBHIH.

B3anMOBpB3KaTa MEKIY JHEBHATA 1032, CEPYMHHTE HHBA H TEPaNCBTHYHUAT €QEKT
HE e ACHO OIpeAesicHa: 103aTa ce onpe/ie/id Hal-Be4e Bb3 OCHOBA Ha KIIMHUYHOTO
nopnusaeane. Korato He ce NocTHrHe OBNaAisBaHe Ha IbPYOBETE, HIH KOraTo ce
NOAOIMPAT HEXKENAHH PEaKLMH, B pAMKHTE Ha KIIMHHYHOTO Npocieaasane Tpadsa aa

ce 0OMHCIIM BBIIPOCA 32 ONPEACIISHE Ha IUIa3MCHHTe HHMBA Ha BaIpoeBaTa KHCOABHA.

CrencHra Ha TepaneBTHYHA eeKTHBHOCT OOMKHOBEHO & MeXXAy 40 1
(300 no 700 pumol/1).



HavyuH HA OIPHI0KEHHAE

ITepopanso.

3a ynorpeba camo npH 6ebera 1 aena.

JIHeBHaTa no3a Tpabea a ce MPUIOKH Ha 1 10 2 pHeMa, 3a [IPEANOYHTAHE O BPEME
Ha XpaHEeHE.

[Tpunarasero Ha qo3aTta nog ¢popMmara Ha €THOKPATEH MPHUEM € Bh3MOXKHO B Cy4aH
Ha 106pe oBnagsHa SIUICTICHS.

Henaxun xporocdepu TpaOBa Aa ce mpuara ¢ U3CHIIBAHE B MEKa XpaHa WA
HAIKHTKA, CTYJIEHA WIM ChC CTAHA TeMIepaTypa (KMCello MIISKO, ITOPTOKAJIOB COK,
IUIOAOBO IMOPE H T.H.).

Henaxun xpoHochepu He Tpa6Ba Za ce MpuIara ¢ rOpeiM XpaHH KK HAITUTKH (CyTa,
Kade, 4ad ¥ T.H.).

TenaxuH xpoHocdepn He Tpa6Ba Aa ce noctass B 6ebemiko mHme ¢ 6ubepon, ToH
KAaTO rpaHyJIMTe MOTaT Ja 3allymaT oTBopa Ha bubepona.

Koraro Jlenakun XpoHocgepH ce npHeMa ¢ TEYHOCTH, NPENOPHUNTENHO € YallaTa aa
ce M3IUIaKHEe ¢ MAJIKO BOAA W BOAATa Jia C€ H3MHUE, ThH KaTo IpaHyJIuTe MOrart Ja
3QJICMHAT M0 CTHKIOTO.

CMecTa TpaGBa xa ce norreuia Hanpaso, O6e3 capBkBaHe. T He TpaOBa 1a ce
ChXpaHABA 3a MO-HATATHUIBA YnoTpeda.

3a LeanTe Ha mpolLeca Ha H3MeHeHo ocBoO0KAaBaHe H NIOPaaH NPHPOJATa Ha
IIOMOLLHHUTE BEIIlECTBA B JIeKapcTBeHaTa ¢opMa, CBBP3BALIOTO BEUISCTBO Ha
rpaHyJIHTe He ce abcopOHpa OT XpaHOCMHJIATE/IHATA CHCTEMA; TO C€ IHMHHHDA Ype3

H3NPAKHEHNATA CJIe]] KaTo ce 0CBOOOIAT JIEKAPCTBEHHTE BELIIECTRA.

TepaneBTHUHH NPEHOPHKH

3a MALMEHTH, MPU KOUTO € NOCTHIHATO ONTHMAITHO OBJIaAgBaHe upe3 popma Ha
DEPAKINE ¢ 6Bp30 AcHCTBHE HIH TAKaBa ¢ H3MEHEHO 0CBOOOKAAaBaHE, €
NpenophYUTETHO AHEBHATA 1034 Aa C€ NOATbpXa upe3 3aMecTBaHe ¢ JlenakuH
XpoHOCchepH.

AKO NMalEeHTHT BEUYC CE JICKYBa H MPHEMa APYTHY IPOTHBOCIMIWICIITHYHH CPS/CTBA,
smodere JlenakuH XpoHocdepH NOCTENCHHO, KATO JOCTUTHETE ONTHMAIHATA J034 32
OKOJIO 2 CeIMHLM, Cell KOeTO NpH HeoOXOAMMOCT Bh3 OCHOBA Ha IIOCTHUTHATOTO

OBRNagABaHe, ChITBTCTBAINOTO JICHMCHHE CC HAMAJIABA.,

AKO IaHEHTBT HE MpUeMa IPYTH IIPOTUBOCTTHICIITUYHH CpeICTBa, 35/4
€ JI03aTa Jia Ce YBEJIMYaBa Ha MOC/ICAOBATE/HHA €TAIH OT 10 2 WIH 3 f

JOCTHI'HE OIITUMAJIHa 4034 34 OKO/10 CHa CCAMMUIIA.



ITpu HeoOXOAUMOCT, KOMOHHHMPAHETO ¢ APYTH NPOTHBOCHUACIITUYHH CPEACTBA
TpaOBa 1a ce npaBu nocreneHHO (Bx. Pasnen 4.5 ,,B3aMMONeHCTBHA ¢ APYTH

IEKapCTBEHH CPECTBa H ApYTH $OpME Ha B3aHMOACHCTBHE™).

IIpoTHBONOKAZANHSA

JlaHHH 3a CBPBXYYBCTBHTEIHOCT CIIPAMO BAJINPOAT, THBAJINPOAT, BATIIIPOMHI, HIH
HAKOE OT IOMOLIHUTE BEIECTBA.

OcThp XenaTwr.

XPpOHHYEH XETATHT.

JIuuna iy daMAIHa aHaMHe3a 3a TEXbK XCIIaTHT, H CIICLHANIHO CBBP3aH ¢
MEIHMKAMEHTH.

YeproapoOHa noppupus.

KombOunauus ¢ mefloquine.

B o6mus ciy4aii, ToBa 1€KapCTBO HE C€ pernopbyBa B koMOHHaus ¢ lamotrigine.

CrenHANHH NpeAyNpexkIeHns H CICOHAJAE NPeANa3HA MEPKH NpH ynoTpeda

CneupanHy npeynpexxacHUA

B peaks ciyyan, BKITIOYBAHETO HA MPOTHBOSNMIICITHYECH NpenapaT Moxe Aa Onpae
Ioc/IeABaHO OT NMOBTOPHA NOABA HA MbPYOBETE WK HAYa/I0 Ha HOB 33 NALMEHTA THIT
rbpUOBE, HE3ABHCHMO OT CIIOHTAHHHTE (ITyKTyauyy HabmonaBaHH NPH HAKOM BHAOBE
emnencui. B caydas ¢ Bainpoara, ToBa ¢ Xb/DKH OCHOBHO Ha NMPOMAHATA B
CBHITHTCTBALIOTO MPOTHBOSIIAIEIITHYHO JICYSHHE WIH Ha ()apMaKOKHHETHIHO
BzaumoneiicTeue (Bx. Paznen 4.5 ,,B3aumonencreus ¢ Apyry JIEKapCTBa U IPYTH
hopMH Ha B3auMOJENCTBHE”), HHTOKCHKALHS (4epHORPOOHO 3a00NABaHE HIH
ennedaronatus (Bx. Pazpemn 4.4 ,,CneLHaniy NpeAyNpexXIcHUs U CHCLHATHH
npe/a3sHu MepKH NpH ynorpeGa” u 4.8 ,,HesxenaHu nekapcTBEHN PEaKIi)) Wi
npeao3npaHe.

Thii KATO TOBA JIEKAPCTBO ce METaboNM3Mpa JI0 BAIMPOeBa KUCEIMHA, TO He TpAOBa fa
ce chueTaBa ¢ APYIM JIGKAPCTBA,KOHTO MPETHPIISBAT CHIIUTE IIPOMEHH, C OIJIC] Jia ce

w3Gerne NPelO3UPAHETO ¢ BANMPOSBATa KHCENMHA (HaNp. UBANNPOAT, BANMPOMHUN).

YepHOApOoOHHM 3a001IBAHHA:
Ycnopua Ha BE3HUKBaHE
Paaxo ca HaG/moAaBaHH TeXKH YEPHOXPOOHH YBpEIKIaHHA,3aBBP

daTanHo.




beberara 1 acua noA 3 roAMIIHA BE3PACT ¢ TEKKH NPHNAABLUH U [0-CIISLHAIHO C
eMWIENICHA CBBP3aHa ¢ MO3BYHO YBPEXKIAaHe, YMCTBEHO H30CTABaAHE W/H/IU M€HETUYHO
MeTabOJIMTHO WIHM AereHepaTHBHO 3a00/1sBaHe ca U3I0XKEHH Ha Hali-BUCOK PHCK.
Cnepn 3-roaMiniHa BE3pacT YECTOTATA HA Bh3HHKBAHE CT1aJ1a 3HAYHTEIHO H NOCTENEHHO
HaMaJgBa ¢ Bb3pacTTa.

B noBeueTo cayuau, NogoOHH YepHOAPOOHM yBpexaaHns ce HaOMORaBaT B [TPBUTE
6 Mecela OT JIEUeHHETO, OOMKHOBEHO MEKAY BTOpaTa M ABaHAAECeTaTa CCAMMLA H

OCHOBHO B X0J1a Ha KGMﬁPII{PIpaHO IMPOTHBROCTIHJICITTHYHO JICUCHHC,

CHMOTOMATONOTHS

PaHHaTa AHArHOCTHKA C€ OCHOBABa HA KIMHHYHMTE cuMIToMH. [lo-cnenunanuo,
TpAOBa J1a ce MMaT NMpeABHJ ABa THNA MPH3HALM, KOMTO NIPEAIIECTBAT )KBITCHHIIATA,
0Cc0OEHO MpH PUCKOBHTE MALMEHTH (BK. ,,Y CJTOBHA Ha BB3BHHKBAHE”

OBLPBO, HeCTICLM(MYHH CHCTSMHH MIPU3HALM, B 00K Ciryyali ¢ BHE3aIMHO HAYAJO,
KATO acCTEHMs, 3ary0a Ha aneTHT, OTIIaAHANIOCT, CBHIUBOCT, [IOHAKOra NPHAPY)KCHH OT
MHOT'OKPaTHO IIOBPBIIAHE U KOPeMHH OOJIKH,

M BTOPO, MOBTOPHO BH3HUKBAHE HA EMWICIITHYHHTE I'bPYOBE BHIIPEKH (PakTa, ye
JIEYEHUETO C€ NMPHIIAra IMpasHIIHoO.

[TpenopB4UTENIHO € NALMEHTHTE, HIH aKo Ce Kacae 3a Aclia, CEMEHCTBATA HM, 1
OBAaT mpeaynpencHn He3a0aBHO Aa ce o0BpHAT KBM JIeKap [IPH Bb3HHKBAHE Ha
nopoGHM CUMOTOMH. B JOITHIHEHHE KBM KITHHUYHHA NPETie], ieKapaT TpabBa
He3a0aBHO a M3BHPIIH (PYHKIMOHANHH YEPHOAPOOHH K3C/IeABAHHSA.

OrtkpuBaHe

B xona Ha mepBHTE 6 Mecella OT JIEYeHHeTO, depHoaApoOHaTa PyHKmA TpaOBa na ce
npociieaasa nepaoauyHo. Viscneasanudara oTpassBaiy 6eNTbYHUA CUHTE3 H 110-
KOoHKpeTHO, PR (mpoTpoMOHHOBO BpeMe) ca HaH-NOAXOMAIUTE KOHBEHI[HOHATHH
u3cneaBaHus. IIOTBEPKASHHETO Ha MATOJIOIHYHO HUCKO NPOTPOMOHHOBO BpeME,
oco0eHO aKo € MPUAPYKEHO OT Apyra naTojaorudna naboparopHa HaxoaKa
(3HAYHTETHO CHIDKeHHe Ha GHOPHHOTeHA M KoaryJlauMOHHUTE GaKkTopH, MOBMILCH
OwHpyOUH, NOBHIISHH HHBA Ha TpaHCaMHHasuTe — BXK. Pazaen 4.4 ,,Cneunanyu
NpeayNpeXACHRA H CTISIHAIHH Npeana3HH MEpKH NpH ynorpeba”), Tpabsa Ja

NOBEJAT SO NPEKpaTABaHE Ha JICUSHHETO ¢ HATPHER BAiNIPOAT (M KaTo npeAmna3Ha
MpeMHHABAT IO ChIIMA BT Ha MeTabonu3npare).

[lankpearur:




B ornennu ciyvau ¢a Hab/moaaBaHH TEXKKH YepHOAPOOHH YBpeKIaHNA,3aBbpLIBaLIH
noHaxora gparanHo.Te3u cny4an MOraT Aa Bh3HUKHAT HE3aBUCUMO OT BB3PacTTa Hiid
NPOAB/DKUTENTHOCTTA Ha JIEYSHHE,KaTO MaJIKMTe JeLa Ca B Hal- BUHCOK PHCK. .
[Tankpeatur ¢ HeGIaronpUATEeH H3X0A ce HaOMmo1aBa Hali-Bede INPH MAIKH JeHA WIH
PH MALHECHTH ¢ TEXKa SIMWICTICHA, MOSBYHK TPAaBMH HJIH NMPH NAIHEHTH Ha JICUECHHE
C HAKOJIKO TMPOTHBOCTIMIICITTHYHH JIEKapCTBa.

bpOpeuHaTa HeAOCTATEYHOCT C IIAHKPEATHT YBEJIMYABa PHCKA OT (aTalieH H3XO0I.
CrieuHanHH [MpeanasHu MEpKH npH ynotpeba

[Ipenu 3amouBaHe Ha IEYEHHETO, CC H3CNEABa (PYHKIHATA Ha YepHHA Apod (BXK.
Pasnen 4.3 , IIpotuBonoxasanus’), ciie/] koeTo uepHoapobHaTa QyHKUMA ce
NpocieAsBa NEpUOANYHO Npe3 ITLpBUTE 6 Mecena, 0cobeHO NMPU PHCKOBUTE NallMEeHTU
(B:k. Pazgen 4.4 ,,CrietiHaHy npeaympeKASHUA H CTIELHAIIHK NPeariasHi MEPKHU MpH
ynotpeba”).

Tpabea na ce nogueprae, e KaKTo H IIPH NMOBEYETO MPOTHBOEITHICIITHYHH CPEACTBA,
€ BE3MOXXHO Ja ce oTOeNeXaT H30JHpaHy U MPEXOAHH YMEPEHH NOBULICHHA B HHBATA
Ha TpaHCaMHHa3UTe §e3 IIMHUYHH [PH3HALM, 0COOEHO B HAYANIOTO Ha JICYCHHUETO.

B noao6Hu cy4aH, MpenopbLYMTETHO € [a Ce H3BBPIIAT ITBJIHK JabopaTopHy
M3CeBaHuA (IIO-CIICLHATHO, MPOTPOMOHMHOBO BpeMe), IpH HeoOXOAUMOCT J03aTa Aa
ce KOPHTHpA, H M3CJ/Ie/IBAHUATA Ce NTOBTOPAT Bh3 OCHOBA Ha IIPOMECHECHHUTE
nabopaTOpHM NMOKA3aTENH.

[1pn fena Ha BB3pacT NOJA 3 TOAWHH, € MPEMOPBUMTETHO HATPHEBHAT BAJIMIPOAT /1a Ce
H3MOM3Ba CAMO KaTO CaMOCTOSATEIHO JIEYCHHUE, CIIC/] MIPELICHKA Ha TepalleBTHYHATA
MOJ3a CHPAMO pUCKa OT YepHOoApoOHO 3a00M9BaHe NPH NALMEHTHTE OT Ta3H
Kareropua (x. Pasnen 4.4 ,,Crienyanuy NpeaynpexaeHys H CIICLIHAIHH NPSANa3Hi
MEpPKH NpK ynotpeda™).

XeMaTonoruuno usciensaHe (IThJIHa KpbBHA KapTHHA BKJIFOUYMTENHO TPOMOOLMTH,
BpEME Ha KbPBEHE H KOary/Ial[HOHEH CTaTycC) ce NMPEnophyBa Jia ¢ U3BBPIIH Npean
JIEYEHHETO, a CHINO H MPeAH KAKBATO U Ja € XUPYpPruvYHa HHTepBEHLIMA, KAKTO U B
cJyuaif Ha XeMaTOMH WJIH CHOHTaHHO KbpBeHe (BxK. Pasznen 4.8 ,,Hexenauu
JIEKAPCTBEHHU PEaKIu).

[Ipu neua na ce n3bArBa €MHOBPEMEHHOTO NPEANMCBAHE HA CATHIIUIOBH [IPOU3BOIHH,

MOPaH OTIACHOCT OT XEMATOTOKCHYHOCT H PHCK OT XeMOoparu (Bx. ,,CrietHaiHu

NpeayTpeKIACHHA ).

[Tpu nanuenTy ¢ 660peyHa HEXOCTATHYHOCT, TPAOBA fa ce B3e

NOBHLIEHUTE CEPYMHH KOHLIEHTPALMH Ha LMPKyJHpalaTa ¢

KHCCIIMHA, KaTO 403aTa Ipnﬁna CBOTBETHO Ja C€ HaMallH.



B ciyuaii Ha ocTpa KopeMHa 00JKka, a ChIIO H B CITyYait Ha racTpO-HHTECTHHATHH
CUMITTOMH KaTo rajZieHe, NOBphIaHe W/HWIM 3aryfba Ha aneTur, TpsaOBa aa ce odbmucan
JHMar{Ho3ara [aHKpPEaTHT, H B CTy4YaH Ha YBEJIMYCHH NAHKPCAaTHYHH €H3UMH,
NiedeHHETO TpAOBa 1a ce MPEKPaTH U Ja ce MpeArnpueMaT HeOOXOIUMHTE
ANTEpHATHBHH TEPAaNCBTHYHH MEDKH.

ToBa IEKAPCTBO HE Ce MPEenopbYBa NPH MalMeHTH ¢ AePULMT Ha EH3UMUTE OT
ypetiHua 1MKbA. IIpy TakMBa MaLMEHTH ca ONMHCAHK HAKOMKO ClTyvas Ha
XHIIEPAMOHHEMHS CBBLP3aHA ChC CTYIIOP H KOMA.

ITpH mena ¢ JaHHHK 332 HEM3ICHEHH XEMATO-TaCTPO-HHTECTHHAIIHH HapyleHHs (3ary6a
Ha aNeTHT, NOBPhIIaHe, IXTONUTHYHH CTTH30/H), EITH30AH Ha JICTaprud WIH KOMa,
YMCTBEHO M30CTaBaHe, WIH B cimy4aif Ha ¢paMIUTHA AHAMHE3a 32 HCOHATATHA WIH
IETCKA CMBPT, TIPEIH JIeUeHHe C BAJIMpoaT TpAOBa Ja ce U3BbpIaT MeTabOJIMTHH
H3CICABAHNA, H TTO-CIIELHAIHO M3C/IeABaHEe HA AMOHUEMMATA Ha ITadHO H
MOCTHPaHAHAIHO.

BBIpeku 4e ¢ J0Ka3aHO, Ye TOBA JICKapCTBO NPEAH3BHKBA HMYHOJIOTHYHA
CHMMIITOMAaTHKA CaMO B M3KTIOYHTENIHO PEAKH CITydaH, ChOTHOILICHHETO PHCK/TION3a
Tpsa6Ba BHUMATETHO Ja Ce MPELCHH NPH MALHEHTH CB¢ CHCTeMeH lupus
erythematosus.

ITpu 3anouBaHe Ha JIEUSHHETO, NaleHTHTe Tp:AGBa 1a ObaaT nHPOPMHpaHH 3a
OMACHOCTTA OT TIOBHIIIABAHE Ha TEJIECHOTO TETIO, KAKTO K 32 MOAXOAAIIH MEPKH (
NazeHe Ha OHETa), KOHTO Tps0Ba J1a ce IpeAnpHeMaTr ¢ Liel HaMasIsIBaHe 10 MHHAMYM

YBEJTHYaBaHETO HA TEITIOTO.

B3aumoaeiicTBad ¢ APYTrH JeKAPCTBA H APYTrH $OPMH HA B3IAHMOACHCTBHE

EnnoBpeMenHaTa ynorpeda Ha NpOKOHBYJICHBHH JIEKAPCTEA UJIM HA TAKHBA
NMOHWKABALH CITHISITHYHUSA IIPar, TpA0Ba Aa ce B3eME MPEABUI, XaTO MOXKE J1a €
HENPENOPBYNTEHA B 3aBHCHUMOCT OT TEKECTTa Ha pHcKa. [Toflo0Hu nekapcTBa
BKJIOYBAT MO-CNEHAIIHO, MOBEYETO aHTHACNIPECAHTH (MMHIPAMHHH, CEJICKTHBHH
HHXHOHTOPK Ha oOpaTHAaTa pe3opOLHA Ha CEPOTOHUH), HEBPOJIEIITHLH ((PEeHOTHAIHHH

n 6yrupoderonn), mefloquine (Bx. mo-gony), bupropion, tramadol.

[IpoTHBONMOKA3aHA KOMOMHALA

+ Mefloquine

Ilpu naumeHTH ¢ SNIWIENCcHs, PUCK OT OTKITIOYBAaHE Ha CITHIIC
BCJIEACTBHE YCKOPEH MeTabOIH3bM Ha BAINMPOECBATA KHCEIMHA H

Ha mefloquine.



HenpenopruurenHa kKoMOHHAUMA

+ Lamotrigine

[ToBUILIEH PUCK OT TEXKKH KOKHH peakuuH (6omect Ha Lyell).

Cb10 Taka, NOBHIICHH TUTa3MEHH KOHLEHTpaIMH Ha lamotrigine (CHkKaBaHe Ha
yepHOAPOOHHA MeTaboNM3bEM NPSAH3BUKAHO OT BAIPOAaTa).

Axo ce okaxke, Ye Ta3H KoMOMHaIus € HeoOXoauMa, TpAOBa Aa ce U3BBPIIBA CTPHKTHO

KIHHHYHO ITPOCTIeASBaHE,

KoM64HalMHM M3UCKBALH NpeANa3Hd MEPKH IpH ynioTpeba

+ Carbamazepine

[ToBuineHM na3sMeHH KOHLICHTPAIMH Ha aKTHBHAA MeTabonuT Ha carbamazepine cbe
CHMIITOMH Ha Npeo3hpaHe. OCBEH TOBa, CHIDKCHHME Ha IUTa3MEHHUTE KOHLCHTPAIMH Ha
BaJIMPOEBaTa KACEJINHA, BCJIEACTBHE MOBHIIABAHE HA YEPHOAPOOHHA i METa0ONH3EM
npeau3BHKaHO OT carbamazepine.

Heo6xoanMo € KIHHHYHO NPOCTeIABaHe, H3CCABAHe HA IITA3SMEHUTE HHBA H

KOpEKUHMS Ha JO3WTE H 33 JBETe NPOTUBOCTIHIENTHYHH CPE/ICTBA.

+ Kap6aneneMn, MoHOOAKTAMHA: meropenem, panipenem, Mo €KCTparonanus
azireonam, imipenem.

[Npy maneHTy ¢ eMWIENCHs, PUCK OT OTKITIIOUBaHE HA MPUCTHIIH OT IbPUOBE
BCICACTBHE MOHIDKABAHE IUIa3MEHHATE KOHUCHTPpALIMHM Ha BAJINIPOEBATA KHCEIIHHA.
HeofxonuMo € KITHHAYHO NpoCieasBaHe, H3CIeABaHEe Ha IUTa3MEHHUTE HHBA H NPH
HEOOXOMUMOCT, KOPEKIHA Ha 03aTa Ha BAIIIIPOATA 110 BpeME Ha JISUEHHETO C

NpOTHBOKH(EKIHOZHOTO CPEACTBO U ClIE] CIIUPAHETO MYy.

+ Felbamate

IToBHUUICHH CepyMHH KOHLIGHTPAllMH Ha BaJNpPOEBaTa KHCSIHHA C PHCK OT
npeno3npane. HeoGxoaumo e KiniMHHYHO K n1abopaTopHO NpocieadBaHe v, MPH HYKAA,
KOPEKIMA Ha 03aTa Ha BAIIpoara Nno BpeMe Ha iedeHuero ¢ felbamate u cnep

CIMPAHETO MY.

+ Phenobarbital, primidone

[MoBuineHM IUIa3MeHH KOHIEHTpaLMH Ha phenobarbital win Ha

npeno3npaHe, OOMKHOBEHO IPH fielia. OCBEH TOBA, HAM



KOHLIEHTpAllHH Ha BANIIPOEBATa KHCEIIMHA NOpagy YCHIBAHE Ha YepHoApoOHUA |
meTabGonmsbsM npeausBuKaHo ot phenobarbital wiu primidone.

HeobxoauMo € KIHHHYHO MpOoCeAIBaHe Mpe3 ITbPBHATE 2 CeAMHIM OT KOMOMHALMATA
¥ He3a0aBHO HaMangBaHe Ao3uTe Ha phenobarbital unu primidone ako Bb3HHKHAT
KAKBHTO U Aa OWio CUMITTOMY Ha CeAAlHs; ITO-KOHKPETHO, CIeAeTe IUIa3MEHHTE

KOHUCHTpPALIHK HA ABCTC NPOTHBOCITWICIITHYHH CPCACTRA.

+ Phenytoin

Bapuauu B na3MeHuTe KOHLEHTpauMu Ha phenytoin. OcBeH ToBa, pUCK OT
CHIDKEHHA B TUTa3MEHHTE KOHLICHTPAUHH Ha BAJINIPOEBATa KUCEIMHA BCIICACTBHE
YCHJIBaHe Ha YepHOAPOOHMH it MeTabonMu3bM NMpeau3BUKaHO OT phenytoin,
HeobxoauMo € KITHHHYHO NPOCAeNIBaHe, H3CIeABaHE HA IUIA3MEHKWTE HHUBA U IIPH

HeOOXOAHMMOCT, KOPEKIHA Ha JO3UTE U 3a JBETE MPOTHBOCIIMWICIITHIHY CPEACTBA.

+ Topiramate

PHck OT oTKMIOYBAHE Ha XHIIEpaAMOHHEMHA WM eHLedanonaTus, KOATO MO MPHHIMIT
ce CBBP3Ba € BAJIMPOATa, KOraTo NnocieAHUAT ¢e NpHiara 3aefHo ¢ topiramate.
Heo6xomumo € yCuieHo KIMHHYHO U 1abopaTopHO NpociessaHe B HAYAIOTO Ha

JICYEHHETO H B CIYYaH Ha NPEAYNpPEAHTEIHA CHMITTOMH.
KoMmGHuHaiuu, KoHTo TpabBa ga ce UMaT NpeaABH

+ Nimodipine (nepopanso M, o eKcCTpanonauus HHKEKIHOHHO)
VouieH xunoreH3uBeH edexT Ha nimodipine BCIeACTBHE YBEIHYaBaHE Ha
UIa3MEHHTE MY KOHIIEHTpAauWH (CHWKaBaHe Ha MeTabonuiMa My, peIU3BUKaHO OT

BAJITIPOATA).
Hpyru ¢opMe Ha B3aMMOAEHCTBHE

+ [lepopanHu KOHTPALCITHBH
[Hopaau OTCHCTBHETO Ha €H3MMEH HHAYLMpaIl e(eKT, BAIPOATHT HAMA
HeOMaronprusTHO BIIMSHHE BEPXY e(PEeKTHBHOCTTA Ha €CTPOreH-IMpOreCTepOHHTE NPy

KEHHUTE ¢ XOPMOHATHA KOHTPANCITIIHA.

bpeMeHHOCT H KhbpMéeHe

bpemenHocT




1- Puck cBBp3aH C SMWICIICHATA H NPOTHBOCITWICIITHYHHUTE CPEACTBA!

3a npoTHBOENWIENTHIHUTE CPEACTBA KAaTo MA10 Oellle ycTaHOBEHO, e 00IIaTa
yecToTa Ha MaipOpPMAallHH B MOKOJICHHETO Ha JIEKYBaHW JKEHH C enuiencus € 2 ao 3
IThTH NO-BHCOKA OT TasH (Npubnu3urenHo 3%) Ha obmara nomynaums. Benpeky, 4e
IIpH MHOJKECTBEHA Tepanus ce Habmoaasa yBeJlM4eHHE B Opos Ha Acuarta ¢
MandopManuu, CHOTBETHHTE POJH Ha JICHSHUETO H Ha caMoTo 3a0o/dBaHe He ca
TOYMHO YCTAHOBEHH.

Haii-yecTre MaibopMaLH ca He3aTBapAHE Ha HEOLETO M CHPAEYHO-CBAOBH
MaJiQOpMalIUH.

PA3koT0 criMpaHe Ha MPOTUBOSMWICIITHYHOTO ieYeHHE TPAOBA Ja ce H3bArBa, Thif
KaTO TOBa MOXKe /a MpeAu3BHKA Y NMAIeHTa OTKIIOYBaHe Ha I'bPYOBE, KOUTO OHXa
MOTJTH ia HABpEAsAT KAKTO Ha MalKaTa, Taka H Ha IU1oJa.

2- Puck ot MandopMalMi CBBP3aHH C BAINPOaTa

OnuTHTe BBPXY XKHBOTHH MOKA3BAT TEPATONCHEH €QEKT NPH MHIIKH, ILTEXOBE H
3aHIM.

[Ipu xOpa M3riexaa, 4e BaMpOaThT NPEeAH3BHKBA IIaBHO Ae(eKTH B 3aTBAPAHETO HA
HepBHATa Tpr0a: MHEIOMEHHHTOLeNe, ciMHa 6MdHaa, ¥ np., MandopMaLyH, pH
KOHTO € Bh3MOXKHA aHTCHATAIHA AMATHO3A.

YecToTaTta Ha TO3HU epekT € 1 10 2%.

Cpo6mapa ce 3a HAKOJIKO ClTyMas Ha JIMLEB JUCMOP)H3IBM H AaHOMAJIMU Ha

KpalHHIHTE (TO-CIeLHATHO peAYKLIMOHHHA AaHOMATTHH).

Jlo HACTOSAIOMA MOMEHT, YECTOTATa Ha Te3H e(PeKTH HE € TOUHO YCTAHOBEHA.

HMaiiki nnpeaBHy Ta3sd HHpopMaLu:

I[Tpy XeHH ¢ eNMUIETICHA JIEKYBaHH C Ba/lpOaT, HE € ONpaBAaHo Aa ¢ MPEnoprYBa
BB3XBPAKAHE OT 3aYCBaHe.

AKO ce maHnpa 6peMeHHOCT, NTOKa3aHUATA 3a [IPOTHBOCTIMICIITHYHOTO JICUCHHE
TpAOBa OTHOBO Ja CE MPEOLECHAT.

ITo BpeMe Ha OpeMeHHOCT, €eKTHBHOTO MPOTHBOESTIMIENTTHYHO JIEYECHHE C BAIIIPOAT
He TpAOBA /1a Ce NpeKpaTABa. 3a MPeANoYMTaHe € MOHOTepanmsaTa. 1Tpabpa aa ce
npriara MUHHMaTHaTa e)eKTHBHA JHEBHA 1034 , KOATO TpsbBa Za ce pazgenu Ha

HAKOJKO IIpHCMa.

Jlo TO3H MOMEHT He € JOKa3aHO NpodHUIakKTHYHOTO AeHCTBHE Ha (poreBaTa KUCENNHA




6peMeHHOCTTa, TPAOBa Aa ce H3BBPIIBA AHTEHATAIHO NPOC/IEAABAHE HAa HEBPOHAIHATA

TpH0a, He3aBUCHMO J1a/TH TIAIMEHTKATa € NoTydaBajia gonHesa KHCETHHA HIH He.

3- Ilpu HOBOpPOACHH

ITpoTHBOCTIIIENTHYHKTE CPEACTBA MOraT Jia IIPeIU3BHKAT XeMOparnieH CHHAPOM Y
HoBOpoAeHH. TO3H XeMoparu4eH CHHIPOM BEpOATHO HE € CBBpP3aH ¢ JS(HUIMT Ha
BuTaMMH K B clTy4ad ¢ BAINPOATHUTE.

Hscnenpaiite Maiikara mpead paxaaHero 3a 6poit Ha TpoMbonuTHTE, PHOPHHOrEH H
KoarynaloneH craryc (Axrtiusupano Iapimanno Tpomboruiacturoso Bpeme —
APTT). HopmanHuTe pe3yirTaTd ipA MaiKaTa HE O3HA4YaBar, Y€ BEPOATHOCTTA OT
AHOMAJTHY B XEMOCTA3aTa Ha HOBOPOASHOTO MOXKE a ce eTMMHHHpA. 1lopaaH ToBa,
pH pakaaHeTo H3cnensaitre ¢pnbprHoren, APTT un 6poii Ha TpoMOOLIMTH Ha ITOA.

TpasMaTHUHOTO paXXAaHE MOJXKE [1a ITOBHIIH PHCKA OT KPBhBOH3JIHB.

KspMene

BanmpoatuTe npeMuHaBaTt ci1abo B MaiiuMHaTa KbpMa. 10 HACTOALMA MOMEHT €
ONHMCaH caMo €OHH ciTydaii sa TpoMGoneHna npH 3-Meceyno 6¢be perpecupana cien
npeKpaTaBaHe Ha XbpMEHeTO, OCBEH TORA, HUTO JINTEPATYpara OTHOCHO
peayLIMpPaHHTe MPOYYBaHH TOITyJIalMHK, HATO KIMHHAYHHUAT OTIMT, Ca IIOKA3aJIH HAKAKBH
APYTH HEXENaH! peaklUHH MpH KbpMEHH Aena. ETo 3ai10, KBpMEHEeTO MOKE /2 Ble3e

B ChOOpaskeHHe N0 BpeMe Ha MPUEMAHETO Ha TOBA IEKAPCTBEHO CPENCTBO NOA
(opMaTa Ha MOHOTEpATHA, KATO ce HMa IpeABH, MpodHIa Ha HeXXENaHUTe My

peakiM (o-CNELMATHO KPLBHH H YepHOAPOOHH HapyIIEHHA).

Bangnue BLpxy cnocofHOCTTA 34 WodHpane H padoTa ¢ MAIIHHH

Tpabsa ma ce 0OBbpHE crienMaNHO BHUMAaHKE Ha IIO(BOpHTE M padOTeIIUTe ¢ MAlIHHH
33 OIACHOCTTA OT CHBHJIHBOCT, 0COOEHO B CITydaHTe Ha MHOKECTBEHA MPOTHBOTBPYOBA
Tepanwsi, WiH €AHOBPEMEHHO NPHIOXKEHHE HA APYTH JIEKApCTBA, KOUTO 3aCHIBAT

CBHHIIHBOCTTA.

Hexe/IaHH TeKAPCTBEHH PeaknHA

Crobwasa ce 3a H3KIIOYHTEHO PEAKH CIIy4ad Ha MaHKPeaTHT, Haiarai pal \1 ALty
i v \E““‘H:ﬂﬂﬂ"' '“

! ..rF[__\\‘-\ ?\ﬁ%\*
u3xoa (B:x. Pazgen 4.4 ,,CneuuanHi mpeaynpeKaeHUs H CICHATHH NTPeANasH |

MEepKH nipH ynotpeta™).

npekparaBane Ha jieyeHHeTo. JToHIKora MaHKpeaTUTHT MOXKeE A3 Obae ¢ ¢
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YeprnoapobHu 3abonssanui (Bx. Pasgen 4.4 ,,Cneimansu npeaynpexacH!s U
CHEIMATHH Npeana3sHA MePKH NpH ynotpeda”).

Puck ot TepatoreHHocT (BX. Pa3aen ,.bpeMeHHOCT B xppMeHe™).

B penxu cny4au ce ce00masa 3a odparum [TapkHHCOHOB CUHAPOM.

OnHucaHl ca MHOTO PESIIKH CJTYYad Ha KOTHHTHBHH Pa3CcTPOHCTBA ¢ NMporpecupalll Xox
(HapyIIeHHA B MaMeTTa WM BHUMaHHETO, OOBPKAHOCT, A€30PHEHTALMA), KOHTO MOTaT
Ja NOCTHIHAT O ITBJIHA JeMeHLMA, 00paTHMH HAKOJIKO CEAMMIIM 0 HAKOJIKO Mecela
clleql MpeKpaTABaHE Ha JICYCHHETO.

O6rpkanocT wiH repuoBe: Ilpu BanmpoarwTe ca HabMOJaBaHH HAKOJIKO CITy4Yad Ha
CTYTIOp WIH JIETApIrus, NOHAKOra BOJCIH A0 NIpexoaHa koMa (eHuedanonarTus), Wiy
H30JIMPaHU, WIH CBBP3aHH C NapaJOKCaIHA IOBTOPAEMOCT Ha I'bPUYOBETE, KOUTO
OT3BY4ABAT CJie[ NPEeKpaTABaHE HA JICYCHHUETO WIH HaMalidBaHe Ha Jo3ata. Te3u
ChCTOAHHA OOMKHOBEHO BB3HHMKBAT B XO[a Ha MHOXKECTBEHA TeparuA (10-CIIELMAIHO
phenobarbital), wniu cnex psa3ko yBeqnyaBaHe 103aTa HA BaNNpoaTa.

Hsaxoy MHAHBHAM MOTAT A3 NOJYYaT CTOMAMHO-YPEBHH pa3CTPOACTBA B HAYAIIOTO Ha
nedeHHeTo (rajieHe, nopphiaHe, GONKHM B CTOMAaxa, Juapusa), KOHTO B o0mus ciydaid
M34e3BaT CJIe HAKOJIKO AHH 0e3 1a ce NpeKpaTiaBa JICUSHHETO.

YecTo ce HaOMmoJaBa H30IMPAaHa H YMEpeHa XUrnepaMoHHEMHs €3 NPOMEHH BbB
byHKUHOHAIHUATE UepHOAPOOHH H3C/IeABAHHA, OCOGCHO B C/TyYaH HA MHOXKECTBEHA
TEPAIHA, KOATO He TpAOBa /1a BOJH 10 NIPEKPATABaHE Ha JICUESHHETO.

Crobmasa ce cbio obaye, M 3a Cliyyad Ha XMIEpaMOHHEMHS ¢ HEBPOIOTHYHA
CHMIITOMATHKA (KOATO MOKE Aa NporpecHpa JAOpH A0 KOMa), KOeTO Hajlara
IOITBTHUTEIHH u3cieaBanus (Bxk. Pasgen 4.4 ,,CnenMantu npeaynpexXacHus U
CeLMATHHK NPeAna3HA MEPKH NpH yroTpeba®).

Cpo0111aBa ce 3a NPEeXOAHH H/WIH A0303aBUCHMH HEKe/IaHH JICKAPCTBEHH PEaKIHH:
OTaZiBaHe Ha Koca, PHH NO3UIMOHEH TPEMOP H CHHJIMBOCT.

Cro01masa ce H 3a rnaBofomnue.

Cnobmiasa ce 3a clIydad Ha J0303aBUCHMA TPOMOOLMTONECHUS, KOATO ITO MPHHIIMII Ce
OTKPHBA CHCTEMHO H 63 HHKAKBY KIIHHAIHH OTPAKCHHA.

B cimy4au Ha 6e3cHMITOMHA TPOMOOLIMTONCHHA, aKO HHBOTO Ha TPOMOOLIUTHTE K
OBJIASBaHETO Ha CMUJISTICUATA MTO3BOJIABAT, MMPOCTOTO HAMAISIBAHE HA A03aTa HA TOBA

JACKAPCTBO OOHKHOBEHO BOIOH 1O M3UYC3BAHC HA TpOMﬁOI.‘[H’I‘ﬂH&I—IHﬂTa.

Cro0Imasa ce 3a ciiyya Ha HaMalieH GHOPHHOreH WIH YAB/DKABAHE HA BPEMETO Ha




arperauusa. [o-psaaxo ce cbobimaBa 3a ciryvyad Ha aHEMHSl, MAKPOLIUTO3a, JICBKONICHHS
H, B H3KIIOUHTEIIHH CITy4aH, NaHIATOTICHHA.

HabmoaaBany ca KOXKHM peaKI[iH KaTo €K3aHTeMHH 00puBH. Cho01aBa ce ChiIo U 3a
M3KTIOYHTETHO PeAKH cyuan Ha Oonectra Ha Lyell, cuaapom Ha Stevens-Johnson u
NOTHMOp({EH EpHTEM.

B H3KTIOUMTEHO peaKH cIyUaH ce Cho0Imaea 3a YepHOAPOOHU yBpeKIaHus.

B M3KTIOUMTETHO PEIKH Cliy4yaH ce cho0InaBa 3a oOpaTHMH Wik HEOOPaTHMH YIIIHK
YBPEXKAAHHA.

Cno6imaBa ce 3a MHOTO PEeIKH CIIyYaH Ha He TexbK nepudepeH eaem.

HabnonasaHu ¢a ciryvay Ha NOBHIIABAHE HA TEJIECHOTO TErJO. Thi KaTo
NIOBHIIABAHETO HA TEJIECHOTO TETJIO Ce ABABA PUCKOB (aKkTop 3a NOJIUKHCTHYCH
OBapHAJICH CHHAPOM, TETJIOTO Ha NaLeHTHTEe TpAOBa Na ce CieJH BHHMATENHO, (BXK.
Paznen 4.4 ,.CnenpanHy NpeAyNpPeXIeHHA H CIICLIMaIHH IMpeana3HA MEPKH IIpH

ynotpeba”)
Cpob1maBa ce CHINO H 33 aMEHOPEs H HEPEeAOBHOCT Ha MCHCTPYATHUS IIHKBII.

IIpenoznpane

KiMHHYHATA KAPTHHA Ha OCTPOTO OTpaBAHE OOMKHOBEHO BKIIIOYBA CEAALIMOHHA KOMa,
kosaTo 61 Morna aa 6pae ¢ paanqHﬁ NBJI00OYHAHA, MYCKY/THa XUIIOTOHHSA,
XHnopeduiekcHsa, MHO3a, IOATUCHATO ABTOHOMHO JHIIIAHE.

OnHcaHU ca HAKOMKO CJIyYas Ha MOBHIICHO BETPEUEPENHO HANATAHE CBLP3aHO C
MO3BYEH OTOK.,

MepkuTe, KOHTO TpsOBa Jia ce npeAnpyeMar B 6oTHHYHA 00CTaHOBKA Ca: NPH
NOKa3aHHA — CTOMALIHA POMHBKA , TOAAbpKaHe Ha eeKTHBHA AMYDPE3a, Kap/IHO-
peCnUPaTOPHO MOHUTOpHpaHe, [IpH MHOro TEXKH CTy4aH, MPH HEOOXOANMOCT MOXKE
71a ¢ H3BBPIIH €KCTPAPECHAIIHO ITPEYKCTBAHE,

ITo mpuHIMN, TPorL#o3aTa Ha NoAoGHK oTpaeaHus e Onaronpuarsa. Crobmasa ce,

obauve, 3a HIKONKO CMBPTHH CiIydas.

5 PapMakoJOTrHYHH JAHHH

PapMaKoARHAMHIHE CBONCTBA

IMPOTUBOEITHJIEITTUYHHU CPEJICTBA
ATC xoa: NO3AGO]
BanmnpoatuTre ynpaxHaBaT (apMaKOJOrHiBUTE CH e(eKTH NPeauMHO

LHEHTPAJTHATA HCPBHA CUCTCMA.




Te3u nmpoTHBOrEPUOBH CBOHCTBA C€ YIIPAXKHABAT BEPXY MHOMXKECTBO Pa3/IMYHH BHIOBE
IBPYOBH IIPUCTHIY MTPH KUBOTHH M ETMJICTICHA [PH XOpa.

EKcriepMEHTAIHATE H KITMHAYHHTE NIPOYYBaHHA BhpPXY BAIPOATHTE HACOYBAT KbM
IBa THIIA MPOTHBOrBEPUYOBO NECHCTBHE,

IIspBUAT € AUpeKTeH PapMaKkoIOrH4eH eQeKT, CBBP3aH C BAIIPOATHATA
KOHLICHTPALMA B [UTa3MaTa H MO3BKA.

BTOpHAT SBHO € HENMPAK H BEPOATHO € CBRP3aH ¢ META0OJIMTHTE HA BAJPOATA, KOHTO
OCTABaT B MO3bKa, WK ¢ MOAU(HKAIME B HEBPOTPAHCMUTCPUTE UM THPEKTHH
meMOpaHHHU edekTH. Hall-InMpoKo pasnpocTpaHEHaTa XUIOTe3a €, 4e HUBATa Ha raMa-
aMHHOMacJIieHaTa Kucenuda (GABA) ce noBUILABAT Clies MPIWIaraHeTo Ha BAJINPOAT.
BannpoaruTe CHIDKaBaT NPOXB/DKHTEHOCTTA HA HHTEpMEJHEepHAaTa ChHHA (ha3a, CBe

CBHITBTCTBAINO YVB/KABAHE HA OaBHHS CBH.

PapMaAKOKHHEeTHYHH CBOHCTBA

Pazauusy (papMaKOKHHETUYHM IMPOYYBAHHA [IPOBEACHH BEPXY BaXlPOATHTS
IOKa3BaT, Ye:

BrHOHATHYHOCTTA HA BAJIMPOATHTE B KPBBTA CJIE/] EPOPATHO NMPWIOKEHUE ¢ 01130
100%. |

O6GeMBT Ha pasnpenc/icHHe ¢¢ OrpaHH4aBa IIaBHO A0 KPBHBTa H OHp30 oOMeHdInuTe ce
M3BBHKJICTHYHH TEYHOCTH. Bannmpoarure mMpKyJIMpaT B LiepeOpOCITHHAIHATA TEYHOCT
M MO3bKa. KOHIIEHTpaUMUTe Ha BaINpOATHTE B uepeﬁpocnnﬂanﬂam TEYHOCT Ca
CXOJHH C Te3H B ¢BoOOAHATA IUTa3MEHa (pakius.

BpemeTo Ha nomy»xuBoT € 15 fio 17 gaca.

TepaneBTH4HAaTa e()eKTHBHOCT H3HCKBA MMHMMAJTHA CEpyMHA KOHUEHTpauus 40 ao 50
mg/l, npx mupok auanasol or 40 xo 100 mg/l. Husara, 3aanpkainu ce Han 200 mg/l
HanaraT peXyKLMs Ha A03aTa. |

Steady—state. n1a3MeHa KOHLIEHTpALHs ¢¢ J0CTUra 3a 3 A0 4 AHH.

Bannpoardre HMaT MHOTO BUCOKA CTENeH Ha CBbp3BaHe ¢ Genreumre. Ta e
A0303aBHCHMA H MOMJISKALA HA HACHIIAHE.

BannpoaTHTe ce eKCKpeTHpAT IIaBHO Ype3 ypHHaTa ciiel MeTabonu3HpaHe upes
IMIOKYpPO-KOHIOralusa H 0eTa-0KHCIICHHE.

B&JII'[[JO&THRT& MOJICKYJia MOXKE Aa C€ JHAIIN3Hpa, HO XCMOAHAJIH3aTa 3aciara ¢caMo

ceo0oIHaTa KpHBHA (Qpaxips Ha panmnpoara (npubamsurenso 10%), .. -—.




[POTHBOEIIWIEITTHYHH CPEACTBA, HE YCKOPABAT COOCTBEHOTO CH pasrpakAaHe KM
TOBA HA APYTH BELIECTBA, KATO €CTPONPOreCTAreHA H aHTUBHTaMKHHU K.

B cpasneHue ¢ OBp30 ocBOoOOKIaBAIOUTE ¢c€ GOPMH Ha BAJIIIPOAT, B CKBUBAICHTHA
no03a JlenakuH XpoHocepu ce XapakTepH3Hpa C:

yABKEHA abcopOums,

CX0JIHa OHOHAJTHYHOCT,

NMHKOBH IU1a3MEHHM HHUBA C€ IOCTHTAT NMPHOMM3MTENHO 7 Yaca ¢/ie] Npuiarane,
MHKOBHTE 00K U ¢BOOOAHHM MmIa3mMeHH HEBa (Cmax) ca mo-HUCKH (Cmax ce cHHkaBa
¢ 0KoNo 25%, HO HIMa OTHOCHTEIHO CTA0WIHO IUIATO MEXKAY YETBLPTHA H
YeTHPHUHAICCETHR Yac CJIeN MPUEMaHe); TOBA H3IJIAKAaHe Ha MUKOBETE NO3BOIABRA J1a
Ce MOCTHIHAT BANMPOXHOBH IUIA3MEHN KOHLICHTPaUMH, KOUTO ¢a MO-paBHOMEPHH H
NO-XOMOTEHHO pa3npefeNeHH B TeUeHHe Ha JCHOHOLIMETO: Cliel] ABYKPaTeH NpHeM 3a
OEHs Ha ChUIAaTa J103a, aMIUTMTY/1aTa Ha IU1asMeHHTe QUIYKTYallHH c€ HaMaJIsiBa Ha
MOJIOBHHA,

B3aMMO3aBHCHMOCT MEXIY A03aTa H IUIa3MeHaTa KOHueHTpaumi (o6ma u ceodonna),
KOATO NO-THHCHHA.

®apMakOKHHETUMHHMAT NPOQHN He ce MPOMEHA OT MPUEMa HA XPaHa.

Ilpeaxnaan4Hd JaHHHM 33 6esonacHocT

HsMa JaHHH.

6 dapManeBTHYHH AaHHH

CnHacBHK HA NOMONITHHETE BEIeCTBA

IMapadun,TREpA; rIHLEPONOB NUOEXeHAaT; CHIHLAEB JHOKCHA, KOMOHAEH

XUApAaTHPAaH..

HechLBMECTHAMOCTH

Hama oonucaHu.

Cpoxk Ha roguocT

2 TOIHHH.

Coeunannn YCIOBHA HA CBXPAHCHHC

Ha ce cpxpaHaBa rpH TeMneparypa mog 25°C.

,[[a CC ChXpPaHABRA B OPHUI'MHAJIHATA OIIAKOBKA, 34 14 €




Jla He ce cbXpaHABa B XJIAAWIHHMK H Aa He Ce 3aMpa3fBa.

EctecTBO H ChABP/KAHHC HA ONNIAKOBKATA

I'panynm B camera (XapTua/amyMHHAN/KOMIIO3HTEH KONOGOHOB HOHOMEP); KyTHH C
no 30 wm 50 6pos.

Yka3zanun 3a ynorpeba, pabora m H3xpnpiasne

HaMma cnenyaisy H3HCKBAHHUA.

7 IlpuTexaresi Ha pa3pelIeHHETO 32 ynoTpeba

Cano¢dn-Asentnc brnrapus EOOJ]
1303 Codusa, 6yn. An. Crambonuiicku 103-brnrapus

8 PermcrpandoHeHn Ne B perucropa

20060294

9 Jara Ha H3AaBaHe HA MbPBOTO pa3pelIeHHe /MOAHOBABaHE

Ha pa3pelnennero/

20 06 2006

10 Jara Ha DocjieAHA peAAKIHATA HA TEKCTA

Maw 2009
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