U3NbIHWUTERHA ATEHUUS NO IEKAPCTBATA

Kpamud xapaxmepucmuka Ha npodykma - Mpunoxesiue 1
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1.  HAMMEHOBAHME HA JEKAPCTBEHUS|BROEVKT. S 2 [/ L 7. I OF

DEPAKINE 200mg gastro-resistant tablets
AEITAKHH 200mg croMammro-ycToiiunBH TabaeTkn

2. KO/MHAYECTBEH 1 KAYECTBEH CHCTAB
Axmugno eeugecmso.

Harpues Bammnpoar (Sodium valproate) 200 mg

3a NOMOLUHATE BEILLECTBA BHK T, 6.1

3. JJEKAPCTBEHA ®OPMA
CTOoMAIIHO — YCTOWYHBH TabneTku

4, KJAHHTHA TAHHHU
4.1 TepaneBTHYHH NOKA3AHHAS

Ilpu BE3pacTHH:
Enunencus |
® [IspRUYHO reHEpaNH3UPaHU EMMIWISIICHH U TIPHIIaABLH
© TUnoBe NPUCTEHIN:
- abcaHcu ( petit mal), reHepanu3Hpany TOHMYHO-KIOHHYHH
-+ (grand mal),TOHHYHH H ATOHHYHH [PUIATBIH, MUOKIOHHYHH IIPHCTHIIH,
 HMHOAHTWIHH CHIA3MH.
° 'eHepanu3upasy eMWICIICHHA U eNMUNECTTHYHH CUHIPOMH.
abcaHcHa eTUWIencHs, IOBEHWIHA MUOKJIIOHHYHA SMWIETICHA { CHHAPOM Ha Janz),
enUIENCH ¢ FreHepATH3HPaHy TOHHYHO-KIIOHWYHH TIPUNIALLUM NTPH CHOYXKIaHe,
(OTOCEH3UTHBHH CTTHACIICHH.
® CunapoM Ha Lennox- Gastaut
° CuHppoM Ha West
¢ Qokannu( napUHANIHH) EMWICIICHH K NPHUCTHIM ¢ WK 0€3 BTOpHYHA
reHepau3alus.

ITpu aeua: xaTo CaMOCTOSTeNHa Tepalusd WK B KOMOHHAIMA ¢ APYr aHTHENH/ICIITHYCH
JICKapCTBEH MPOMYKT:

JleueHUe Ha reHepalu3HpaHa CHWICNCHI. KIOHWYHH, TOHHYHH, TOHHYHO-KJIOHHYHH
NpUNagbiy, abCaHCH, MHOKIOHMYHH NPUCTBIH, aTOHWYHH NpPHNAIBUW; CHHAPOM Ha
Lennox-Gastaut;

JleueHHe Ha mNapUMAIHA ENWIETICHA: NapUYalHH NPHCTENH ¢ WIH 0€3 BTOPUYHH
reHePUTH3IUPaHH NPUNAAbIIU.

Ilpn geua:
[IpeBeHuna Ha (eOpWIHM T'BPYOBE NPH TPECKA, KOTaTo MPEBCHLMATA CE CMATA 3a

HAJIOXKHTETHA WIM 0OpM HAIMYHME HA PUCKOBH (Qakrtopu 3a BB30OHOBABAHE HA
CUMITTOMUTE.

AQdeKTHBHH NICHX03H ey
JleueHue ¥ nNpodHIaKTUKa HA MAaHUHHH €MU30H IIPH OUITOJIAPHH Pa3CTPO Egm““ &7 1,
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Ta3n popma He e moaxoAAILa 3a Aela oA 6 roanmIHa B3pacT (PHCK OT A AHE




40311 POBKA

Cpenna no3a Ha 24 vaca:

noapacTrailyd ¥ Be3pacTHH: OT 20 mo 30 mg/kg (3a npeanodnTaHe e Aa ce U3MOJ3BA
TabneTKa, XpoHO Ta0JIeTKa WK rpaHyJinpaHa GOpMH ¢ YABIDKEHO 0CBOOOXKIaBaHe).

HauHH HA NIPAJIOKEHAE
[lepopanHo IPHITIOKEHHE.

JlHeBHara 03a TpAbBa ga ce npueMa B 2 UIU 3 MpUEMa, 3a NPEATNIOYHTAHE 10 BpeMe Ha
AOCHE.

_Hauano na nevenuemo

AKO nandeHTBT ¢ OMn NeKyBaH Beue C JApYrd AaHTHEIWIENTHYHH IPOJIYKTH,
BK/IIOYBAHETO HA HATPUEB BaIMmpoar TpaOdBa Ja cTaHe IIOCTENIEHHO, Taka 4e Ja e
NOCTUFHEe ONTHMAalHA JO3MPOBKA 3a OKOAO JiB€ CeIMHUM H Clel TOBa, aKo €
HEOOXOAMMO, Ja C€ PpeayUUpaT CbIOBTCTBYBALLMTE TEpalMH, B 3aBHCHMOCT OT
NOCTUTHATHA KOHTPOJT, | |

AKO NMALMEHTHT He IMpHeMa APYrd AHTHENMWICHTHUHH CPEACTBa, 3a INpeHrovuTaHe e
N03aTa Ja C€ YBeIMYaBa Ha BCEKHM 2 WIH 3 IHH, TaKa 4€ fa Ce€ JOCTHUTHE ONTUMAIHa
IO3UPOBKA 33 OKOJC €IHA CEAMHLA.

AKo e HeoOX0oMHuMO, KOMOMHHPAHO JICUeHHE C IPYro aHTHENMWIENTHYHO CPeACTBO TpAOBa
Ia ce ppaexaa nocreneHHo (Buwk 4.5 B3anMoaeNCcTBHA ¢ APYTH JICKAPCTBCHH IIPOAYKTH
| Jpyrd $OpMH Ha B3aUMOJEHCTBHE).

Jevernue na Manutinu enuzo0u, npoPUIGKMUYHO Aexerue Ha bunoaspua borecm
(6v3pacmuu);

[IpenoprurTeNHATa ITHPBOHAYAJIHA 1034 3a JIEYCHHE HA MaHHs, CBHP3aHa ¢ OHMOIApHH
pascTpoiicTea,e 20mg/kg/ nHepHo.JlozaTa MoXke Aa ce yBeAH4aBa A0 BE3MOXHO OBp30
MOCTHTaHe Ha XKEJIAHUSA KIIMHUYEH e(eKT.

[penopbpuMTENHATA MOAABPKALIA 71032 32 JieueHHue Ha SumosapHa 6onect ¢ Mexay S00
mg u 2000 mg aHeBHO, pazaeneHH Ha | wid 2 npueMa. B H3KIMIOUUTENHHA CITy4aH, 103aTa
- MOXe /ia ce yBeanaM o He noseve oT 3000 mg nuesno. MuausuayanHara n03a 3aBHCH
OT KNIHHUYHHA edeKT, HO TpaOBa Aa ce LendaT rwia3sMeHd HuBa o1 50-125 pug/ml. 3a
npopuNakTHYHO JIeYeHHe TpaOBa Ja ce JaBa HaH-HUCKaTa BB3MOXKHA J03a.

4.3 IIpoTHBONOKA3AHHSA

- Peakuusa Ha CBpPBXYYBCTBHTEIIHOCT KbM HAaTPHEB BaANpoaT, AMBAINPOAT, BAITIPOMHUI,
WIH KbM HAKOH OT MOMOLIHHTE BELIECTBA HA JIEKAPCTBEHUS NPOAYKT,

- OCTbp XENnaTHT,

- XpOHHYEH XCMATHT,

- JIvyHa uiu paMuUTHA aHAMHE3a 33 TeXKBK XelaTHT, 0OcOOCHO CBBP3aH C JIEKapCTRa.

- YepnoapoOHa nopdupus,

- EnHOBpeMeHHa ynoTpeba ¢ Me(QIOKBHUH.

B o6mua cmyuaii He ce npenopbyBa KOMOMHUPAHOTO MPWIOKEHHE Ha TO3H JIEKAPCTBEH

MPOAYKT C JIAMOTPICKUH.

4.4 CoenHAJIHH DpEAYHPEAICHAS H NpeANa3EA MepKH NpH yROTpeba

Ilpeoynpesicoenun
BxmoyBaHeTO Ha AHTHEMWICNITHYCH JIEKAPCTBEH IPOAYKT PAOKO MOXKE Oa NOBEOE IO
[10ABa WM pa3BHTHE Ha HOBH BHAOBE CHHICNTHYHH TIPHCTHENH NPH _BAFHCHT

HE3aBUCHMO OT CIIOHTaHHHUTEe (QUIYKTyauuM, HaOmozaBaHM NpPH HAKOH
3abonasanuda. Illo ce oTHaca mo Bampoara, TOBa BKIKOYBA IVIaB i/
CLIBFTCTBYBAIIATZ  AHTHENWISNTMYHAa  Tepanus  WwiH  apMaKe)
B3auMoaeicTeue (B 1.4.5. B3auMoASHCTBHA C OPYTH JIEKAPCTBEHH I J. 15
dopMu Ha B3aMMOJEHCTBHE), TOKCHYHOCT (XEMaTOTOKCHYHOCT WM &HE
(Buwx 1.4.4 Crienanau npeaynpexaeHus U CIeLIHaTHHA NMpeAna3sHa MEpKiganyh
T.4.8 HexkenaHu neKapcTBEHH peakLiMi) WK NPeao3UpaHe. N

o'y



TeH kaTo neKapCTBEHHAT NpoOyKT ce MerTaboiIM3Mpa B OpraHusMa A0 BallpoeBa

KHCeNNHA, ToH He TpaOBa na ce koMOHHHUpaA C JPYTH JIEKAPCTBEHH MPOAYKTH ChC CHIUS
MeTabomu3bM, 3a Ja ce INpeAOTBpaTH MpeAO3MpaHe HA BAJNIPOEBATA KHCEIHHA
(HanmpuMep, AUBAIIPOAT, BANNPOMHL).

Yeprnoopobrnu napyuernusn

- YCNOBHA 3a BB3HUKBAHE: |

Panko ca HaOGmopmaBaHM TeXXHM YEpHOAPOOHM YBPEKINAHHA, 3aBBPIUBALNM IOHAKOTA
¢aranHo.

IlaMeHTH ¢ MO-BHCOK PHCK ca Jiella Ha BB3pacT MOA 3 rOOMHM C TEKKH APHUCTHIH,
0cO0EHO Te3d C MOIBUHM YBpEX/aHHA, 3a06aBEHO YMCTBEHO Da3BHTHE W/WIH BPOLCHH
MeTabOoNHTHH WIHN AereHepaTHBHH 3a6onasanud. Cien 3 roavinHa Bh3pacT 4ECTOTATA HA
TE3H YBpeXKAaHHs ¢ peayLHpa 3HAYHTETHO H MPOrpeCHBHO HAMAJIABa ¢ BH3PacTTa.

B noBevero cmy4an 4epHOAPOOHUTE yBpEXKAaHHA C€ YCTAHOBABAT B IThbpPBHTE 6 Mecena
Ha JICYCHHETO, OOHMKHOBEHO Mexmy 2 u 12 ceaMuma, W oco0eHO MmO BpeMe Ha
KOMOHHHpaRa Tepanu.

- CHMIITOMATONIOTHA:

PanHara nuartosa ce 6a3upa OCHOBHO Ha KIMHHMYHaTa kaptuHa. [Ipenoprsunrento e na
Ce B3eMaT MNpeABHA ABa THna Oene3H, KOWTO MOTaT JAa MNPEAXOXAAT KbITCHHLATA,
0co0EeHO PN PUCKOBH NALIMEHTH |

Hecneuu(puyHH ofy cuMITOMH; OOHKHOBEHO ¢ BHE3aITHO HAYAJIO HACTHIBAT aCTEHHA,
AHOPEKCHA, H3TOIICHHE H CHHIIMBOCT, KOUTO MOHAKOra ¢ NpHAPYXKaBaT ¢ MOBTAPALIO ¢E
NOBPBIIAHE H KOPEMHH OOJIKH. |

- [IpH NAIMEHTH C EMUIEIICHS, TOBTOPHA I104Ba Ha I'bpYOBETE.

[TauneHtuTe (eB. cemelicTara Ha OonemyBainu feua) TpaGBa aa GBAAT HHCTPYKTHPAHH
NpH MOABA Ha TaKWBa Oene3H - cnemHo Aa yBeAoMAT nekapsa. He3zabasno TpgGea aa ce
H3BBPIIM 71adOpaTopHO HW3C/IcABaHE HAa YepHOApPOOHATAa (YHKIMSA B IOMBIHEHHE KBM
KIMHHYEH NpPErmen.

- HabmoneHus:

OYHKIMOHATIHH YepHOAPOOHH M3cneaBaHud TpAOBa Ja ce W3BHPINAT NPEAU JICYEHHETO,
ClIe[l KOeTO NEPHOAHYHO Mpe3 mbpBHTe 6 Meceua orT Tepanuara. Cpen oOuuaiHHTe
M3CJICIBAHHATA, KOHTO OTpa3dBaT IPOTEHMHOBHA CHHTE3, OCOOEHO mnpOTpOMOHHOBOTO
BpeMe, ca HaH-HaJe:KAHH. IloTebp)KIaBaHEeTO HAa MATONMOTHYHO HHMCKO IMPOTPOMOMHOBO
BpeMe, 0coBeHO 3acqHO ¢ Apyrd OHONIOTHYHH OTKJIOHEHMs (3HAYMTENHO CnajaHe Ha
¢ubpHHOrena H xoarynaltMoHHUTe $aKTOpH; NOBHIICHO HABO Ha CHIHPYOHH ¥ TOBHILICHH
TpaHCAaMUHAa3W) Halarar crnypaHe Ha Teparmmara ¢ JenakuH 200 mg. Karo npeanasHa
MAPKa, aKO €JHOBPEMEHHO € HAJIMIC NPHEM Ha CATHLIMIATH, OCIeIHUTE CHUIO TpAOBa Na
Ce CIpaT, ThH KaTO TeXHUAT METabOIHTEH BT € CHIIUAT.

Ilanxpeamum

JloxianBaHM ca MHOI'O peAKH Clydad Ha TEXKBK MaHKpeaTHT ¢ ¢aTtaneH u3xoa. Taxusa
Cy4aH Morart ja ¢e HabmonaBaT HE3aBUCHMO OT BB3PacTTa M MPOABKUTENHOCTTA Ha
Tepannara. Mankure geua ca 0COOSHO PHCKOBH, HO TO3HM PHCK HAMANIABA ¢ YBEIMYaBAHE
Ha BB3PAcTTa. T€XKKHTE TbPYOBE, HEBPOIIOTHIHHUTE YBPEKIAHUA WIH AaHTHKOHBYJICAHTHATA
Tepanui MOraT Ja ca puckoBM ¢akrop., YepHoapoOHatTa HEAOCTATEUYHOCT ¢ TIAHKPEATHT
NOBHILABAa PHCKA OT ¢artaneH M3xoA. ITauvenTure ¢ kopemun Gonku TpaGea 6Bp30 Aa

Obaar npernemaHM. B ciydail Ha maHKpeaTHT, JIeYEHWUETO ¢ BaIIpoar TpAGBa 4a ce
NpEyCTAHOBH.

Kenu c penpooyxmugen nomenyuan
Pemenne 3a ynotpeba Ha [Jlenaxkun 200mg npu xeHH ¢ penpoIyKTHBEH TIOTEHIHAT TpaGBa
Ja Ce B3CME €IBa CJIe/l MHOIO BHMMATENIHA APELieHKa, RaNH MOM3UTe OT ynoTpebara My
HA[IBHIIABAT PHCKOBETE OT BPOACHM aHOMAaNWW NPH HEPOACHMTE JAelia. ToBa peHieHHe
TpabBa fa ce B3eMe mpeay Jenmakun 200mg aa ce mpeanMine 3a MBPBH ITHT, KAKTO M B
NIEKYBaHAaTa MpEeay ¢ BAJMPOAaT KeHa IUIaHHpa OpeMEHHOCT. :
CyHLMIHH MHCITH H [TOBEJIeHHE |
[Tpn nmanmenTH, nexysann ¢ AEJ] no pasnnunM nokasanus ca choOINABaH

HacauMa M noBeacHue. Mera aHanH3 Ha paHZOMH3HpPAHH, Iviatebo-KQ
n3nuTBaHus Ha AEJI chuio nokassa Manbk , HO NOBHLIEH PUCK OT CYHMLIMIHE




nopeAcHUEe, MeXaHU3MBT HA TO3M PUCK HE € AICEH M HAIHMYHMUTE JAaHHM HE H3KIIOYBAT
BB3MOXXHOCTTA 3a NOBUILIEH PUCK IIPH JIeUeHHE C BaJIIIPOEBa KUCIINHA.,

3aToBa naLMeHTUTe TpOBa Na ObAAT NpocieasBaHH 3a MPH3HALM Ha CYHLMAHA HAcailus
M nopeAeHHEe ¥ TpsdBa Ja ce¢ npeanpHeMe CHTBETHOTO JeyeHWe. Ha mauuenture (U
Xopara, KOMTO Ce IpKar 3a T4X) TpsAOBa aa ce o0bpHe BHUMaHUE J1a NOThLPCAT JICKAPCKH
ChBeT, B ciIyuail, ue ce NoABAT NPU3HALU Ha CYULIMAHA UAEAIHA W TIOBEACHHE.

Ilpedna3nu mepKu npu ynompeba
ITpean 3anouBaHe Ha JieueHHETO TPAOBa 1a ce M3BLPUWIAT PYHKLUMOHAIHH YEpHOAPOOHH

macnegBaHusa (BK. ~ IIporuBonokaszaHua™) M NEPUOAHWYHO Npe3 NMbPBUTE 6 Mecela,
ocobeHo nmpu puckoBd nauMeHTH (BxkK. IIporMBonmokasanws). Kakto npm mnosedeTo
NPOTHBOENMJIENTHYHH JIEKAPCTBA, MOXe Ja c¢e or0ellexkd JIeKO HNOBHINEHHE Ha
yepHOApOOHHTEe €H3HMH, O0CcO0€HO B HAYANOTO HAa TepamnMAaTa, Te ca NpeXOJHH H
p3oaMpann. [IpH Te3W NAaUMEHTH c€ NpenopbhYBaT NO-33ABJO0YCHH OHONOrHYHH
M3C/ICABAHHA (BKIIOYHTEIHO NMPOTPOMOHHOBO BpEME); MOkKe Aa ¢ OOMUCIH KOPEKLMA
Ha 03aTa, KaTo NpH HeoOXOAUMOCT ChOTBETHHUTE H3ClieABaHUA Tpa0Ba Aa ce MOBTOPAT.
[Ipenu 3anc4uBaHe Ha NCYCHHETO WK MPEIH OMepalus, KAKTO M B CITy4al Ha CIIOHTAHHO
KPBHBOHACAJAHE WIH KBPBEHE C€ MPENMOpPBUBAT KPHBHM H3cienBaHWsA (IIbJIHA KPHBHA
KapTHHA, BKIIOYUTEITIHO Opolt Ha TpoMOOLIMTH, BpeMe Ha KBPBEHE M KOArylallHOHHH
n3cnenBaHus) (Bx. “HexenaHu TEKapCTBCHH PeakiLuK’ ) .

HpasctpoiicrBa ca HabmionapaH# caMO KaTo M3KIIOYEHHE O BpeMe Ha ynorpeda Ha
Henakun 200 mg nonzara paGea na ce OLEHU CIpAMO IMOTEHLMATHATA ONACHOCT IIPH
NaleHTH ChC CHCTEMEH JIYIYC epUTeMaTo3ycC.

Koraro ce 3amoao3pe eH3uMeH AeHIMT Ha ypelHHs LMKBII, MPeaH JIeYCHHeTO TpsabBa
Ja ce M3BBpIIAT MeTabONHTHH M3CICABAHKA, NIOPAIH PUCK OT XHIICPAMOHHEMHA 3apajay
BaJIIIpOAaTa.

ITanmenTrTe Tpa®Ba na OBAAT NpeoynpeAcHA 32 pHUCKA OT HaJAaBaHe Ha TErJo B
Ha4YaJI0TO Ha JICUeHHETO, H € HeoOX0AKMO Aa ce IpeAlIpHeMe NOAXOAAIIA CTpaTerus 3a
HaMaJIgBaHE HAa TO3H PHUCK A0 MUHMMYM (Bxk. HexkellaHH JieKapCTBEHH peakLiH).

Heya: Tlpu pema Ha BB3pPAcT MOA 3 TOOMHHM C€ MpENophYBa MOHOTEpanusd HNpH
npeanucBaHe Ha Jlenmakun 200 mgouBaHe Ha TepamusATa, NOTCHUMANIHATA MOMN3a OT
Henakux 200mgoneHn crpaMoO pHCKa OT YepHOAPOOHO yBpeKIaHe WIH NMAaHKPEATHT NPH
Te3u nanveHTH (Bx. IlpeaynpexaeHusn).

EmHoBpeMecHHaTa ynotpefa Ha caimuwiatd Tpsabsa aa ce u3darea npu geua nox 3
POAYHH MOpaAM OMAacHOCT OT YSpHOAPOOHa TOKCHYHOCT.

bwvbpeuna Hedocmamvurnocm:. MOXE Ja Ce HANOXKH HaMa/sIBaHEe Ha Jo3aTa. I'pH KaTo
NPOCHEAABAHETO Ha IUTa3MEeHaTa KOHLIEHTpaumsa MOXE /ia € MOABEXKAAII0, 103aTa TpsAOBa
5ia c€ KOpHTHpa Cho0pa3HO KIIMHHYHOTO NPOCCaASBaHe.

4.5 BzauMoaeHcTBHE ¢ APYIH JJeKAPCTBEHH NPOAYKTH H APYrH JopMH Ha
B3aHMOJeHCTBHE

BinmsHKE Ha BANNpOAaT BEPXY APYTH JIEKAPCTBa

Hesponenamm, MAO uaxuburopH, aHTHAEIIpecaHTH H O€H30IMa3eITMHA
Jlenaxun 200mg Moxe 2a MOTeHLMpa eeKTUTe OT APYTH IICHXOTPOIIHH CPEACTBa KaTo
HeBponenTHur, MAO uEXHOHTOPH, aHTHACTIPDECAHTH H OCH30AHA3EIIMHM; €TO 3allo, Ce
NPEnopbriBa KIMHUYHO NpociiefsBaHe, KaTo Npy# HeoOXomuMoOCT Jos3aTa TpsAbBa Ja ce
KOPHUTHpA.

- PenobapbuTan

Henakud 200 mg noBrIDaBa IUIA3MEHUTS KOHLEHTpauWMd Ha (eHobapOuran
HHXUOHpaHe Ha YepHOAPOoOHMA KaTaboNN3pM) M MOXKE Ja CE€ CTHIHE OO celalyf,
npu geua. Ilopaau ToBa, npe3 mepBHTE 15 AHM OT KOMGHHHpPaHOTQ/
NpenopbHYBa KIMHUYHO NpociesiBaHe ¢ He3abaBHO HaMa/lsBaHe 03aTa HY /(e
IIpH BH3HAKBAHE HA CeAalMA, KaTO NPH HEOOXOAMMOCT ce H3CIeBaT IUIa
¢denoGapOuTa.

- lIpamMugon




Henaxvn 200 mg nmoBHInaBa IU1a3MEeHUTE KOHLICHTpALIMM HA MPHMHIOH ¢ YTEXKHABaHE Ha
HEKEJIAaHUTE My peakiMH (KaTo cefalus) ; Te3M NPU3HALM W34YEe3BaT MNPH OBJITOCPOUHO
neyenue. Ilpenoprysa ce KIMHUYHO npocnensBaHe, 0cobeHo B HA4aIOTO Ha KOMOHHHpaHa
Tepanus U MpH HeOOXOOUMOCT — KOPEKLMA Ha [03ara.
- (DEHHTOHH
HenakuH 200 mg noHwkasa oﬁma'ra IUTa3MEHa KOHLICHTpaums Ha GCHUTOUH.
Henaxkun 200 mg yBenwuasa ceoboaHara ¢gopMa Ha HeHHMTOHH ¢ BB3MOXKHOCT OT MOABA Ha
CHMITTOMH Ha Npefo3vpaHe (BallpOMHOBATA KHCEIMHA H3MECTBA (PEHHTOMH OT MECTaTa
MY Ha CBBP3BaHE ¢ TUTASMEHUTE NIPOTCHHK M MOHIKABA YCPHOAPOOHUA My KaTaOOJIU3bM).
[lopanu ToBa ce MpenopBYBA KIMHUYHO MPOCNEASBAHE; KOTATO C€ W3CIEABAT IUIa3MEHUTE
HYBa Ha GeHUTOUH, TPsAOBa a ce onpenesm ceoboauara popma.
- Kapbamazenmn
Hamme ca cro0ImeHns 3a KITHHAYHA TOKCHYHOCT MTPH CHBMECTHO NMpWIaraHe Ha BaJlpoar
¢ KapbaMaserMH, TBH Karo Balpoar MOXe Ja IOTeHIUpa TOKCHUHMA e(eKkT Ha
kapbamaserH. IlpenoppuBa ce KIMHMMHO IIpOCiiefsiBaHe, OCOOEHO B Ha4aloTO Ha
koMOMHHMpAHATA TeparnMa, KaTo IpH HeoOXOAMMOCT [103aTa Ce mpnmpa | |
- JlaMTOpUTHH
PuckeT oT OOpHMB MOXE [la ¢€ TOBMILIM NPH CHBMECTHO IpUiaraHe Ha JIAaMTOPUTHH C
BAIMPOMHOBA KHCEJIMHA, KOraTo JJAMTOPUTHH ¢ mpubasy KbM Bajinpoar. BanmpoaTt Moxke
Na CHIDKM MeTaGolu3Ma Ha JIAaMTOPMIMH M Ja IOBUIUU CpeAHHUA My NOIyKuBoT. IlpH
HeoOxoauMocT Ao3uTe TPAOBa Ia ce KOpHrupar (103aTa Ha JJAaMTOPUIHH J1a C& HaMall).
- 3uaoByavH
Bannpoat MoXke Aa MOBMIUM TUTa3MEHaTa KOHLIEHTpalUs Ha 3UAOBY/IHMH, KOETO J1a JIOBE/E
10 MOBUILIEHA TOKCHYHOCT HA 3HAOBYAMH.
BimsHne Ha ApYTH JIEKApCTBa BEPXY Balnpoar
[IpoTHBOSTMIENTHYHHATE CPENCTBA C CH3UM-HHAYLHpall edekr (B TOBA YHCNO (PESHHUTOMH,
deHoOapOuTan, KapOaMasenuH) MOHIDKABAT CEPYMHHTE KOHLICHTpalMM Ha BaJIIpoar.
Hlozure TpabBa Aa ce KOPHTHpar ChOOpa3’HO KWIMHHYHHA OTrOBOP M KPHBHHTE HHBA B
CJIy4ad Ha KOMOHMHMpaHa Tepanus, |
Ot apyra crpaHa, KOMOuHaLMsATa OT ¢estdamar ¥ BAINPOAT MOXKE Jia TIOBHILHM CepyMHaTa
KOHIIGHTpAaLMA Ha BanmpoaT. JlozaTa Ha Banmpoar TpsdBa Aa ce clenH.
Mednoxun nosuinapa Meraboin3Ma Ha BATIPOMHOBATA KHUCENHHA M MMa KOHBYJICHBEH
edexT, NMOpaad TORa, B ClIyMaM Ha KOMOMHUpaHa Tepanus MOraT JAa BB3HHKHAT
eMWICTITHYHH ITPUCTBIIH. |
B cnydali Ha exHoBpeMeHHa ynorpeba Ha BAINPOAT U BHCOKO CBBP3aHHM C [IPOTCHHHTE
BELIECTBA (aCNUPHH), CBOOOHHATE CEPYMHH HABA HA BAIIPOAT MOTaT [1a C€ MOBHILAT.
B cayualt Ba enHoBpeMeHHa ynorpefa Ha BUTaMUH K-3aBUCHMM aHTHKOAryJaHTHH
dakTopH, TpaOra Aa ce H3BBPIIBA CTPOro NMPOCIeIBaHE Ha IPOTPOMOHHOBOTO BPEME,
CepyMHHTE HMBa Ha BIIpPOaT MOrar ja ce¢ MNOBHIIAT (BCJICACTBHE Ha peayLHMpaH
yepHonpoOeHn Metabonu3bM) B Clly4all Ha €IHOBpPEMEHHa ymoTpeda ¢ LMMETHAHMH WIH
epUTPOMHLIAH.
Kapbanenem (naHuneHeM, MeponeHeM, uMurneHeM...): Habmopasan e cnag B KPHBHOTO
HMBO Ha JlernakuH , MOHAKOra CBbp3aH ¢ I'bpYOBe. AKO Te3d aHTHOMOTHUM TpsaOBa Oa ce
NPUJIATAT, TIPEMOPBYHTENHO € CTPUKTHO CISACHE HA KPBBHUTE HUBA Ha JlenakuH.
PudammumH MOke Ja MOHIDKK KPbBHHTE HMBA HA BANNPOAT, KOETO BOAM [0 JMICA HA
TepaneBTHUEH edekT. ETo 3a110, MOXe Ja Ce HAJTOXKH A03aTa HA BANIPOAT A C€ KOPHIHpa
NPU CHBMECTHO IMPHIOKECHHE ¢ pradamMmuvH.
Hpyru B3auMoaeHCTBUS
EXHOBpEMEHHOTO MPHIOKEHHE Ha BAINPOAT H TONHpaMaT € CBBpP3aHO ¢ eHuedaonarus
W xunepamonuemus. [lampeHTuTe JICKYBaHM € TE3M JBE JICKapCTB

eHiedanonarys.

Banmpoat 0OMKHOBEHO HSIMa €H3MM-HHAYLHHpaL €eKT; BCIICACTBHE Ha

CHIWKABA ©€(QEeKTHBHOCTTa HA eCTPOMPOreCTUBHUTE AareHTH TIpH
XOPMOHATHH KOHTPALIENITHBH.




4.6 bpeMeHHOCT H KbpMeHe

bpeMeHHOCT

- PUCKOBE CBBP3aHH C I'bPYOBETE

ITo Bpeme Ha GpeMeHHOCT, MAIYMHKWTE TOHWYHH M KJIOHHYHH NPHCTHIN K ENWICTTHIHHAT
- CTaTyC C XHIOKCHS BOAAT 0 0COOEHA OMACHOCT OT CMBPT Ha MaiikaTa ¥ HEpOOEHOTO ACTE,
Puckoee cBbp3anu ¢ Jlenakun 200 mg

ITpy XXHBOTHH: NPH MHLIKH, IUTBXOBE ¥ 3aHLIM Ca JOKa3aHH TEPaTOreHHH eeKTH.

Ilpy xopa: HamuuHaTa HHPOPMALUA COYH MOBHILICHA Y€CTOTa HA He3HAYHTE/THH HIH TEXKKH
Maji(opMaliHH, B TOBA YMC/IO AS(EKTH Ha HeBpanHaTa TphOa, YeperHO-THLEBH Ie(eKTH,
manopMali Ha KkpaliHMIMTe, CBHPACYHO-CHAOBH MaTdopManyM ¥ MHOXECTBEHA
naToforus obxsainarna pa3iMYHH CHCTEMH B OpraHM3Ma Ha JelaTa POACHH OT MaiiKH C
eMMICNCHA JIEKYBAaHH C BalpoaT, B CPaBHEHHE C HECTOTATA MNpPH HAKOH ApPYrH
NMPOTUBACIIWICITHYHH JICKapCTBa.

Hudopmaumara couu, 4€ NPOTHBOCMIIENITHYHATA IMOJMUTCPANHABKIIOYBALIA BaJIIPOAT
HOCH IIO-BHCOK TE€pAaTOreHeH PUCK B CpaBHEHHE C MOHOTEPAITUs CaMO ¢ BAJITIPOAT.
HadopmauuaTa co4H BpB3Ka MEKIY BHTpEeMaTOMHATA €KCIIOHAIMA Ha JlenakWH W PHCKa
oT 3a0aBsHe Ha pPa3BUTHETO, OCOOEHO Ha BepOaHua KOe(PHUIMEHT Ha HHTEJIMTEHTHOCT IPH
Aela pOAEHU OT MAailky cTpafaiu OT eNWIENcHd U JIeKYBaHH ¢ Baympoar. 3abaBaHeTo B
Pa3sBHTHETO YECTO € CBBP3aHO ¢ MandopMmalMu Wunu gucMopdudHn ueptH. TpyaHo e
obade, fa ce YCTaHOBH NPHYMHHO-CIEJCTBEHAa BPB3KA IO OTHOLIEHHE EBEHTYaTHM
OTPHLIATE/THA (PAKTOPH KATO HUCHK MailuMH WIM OallHH KOS(PHUIIMEHT HA UHTCIHTCHTHOCT,
couatHn PakTopd B QaKTOPH Ha OKOJIHATA Cpea H JIOIIO OBJIaJfBaHE I'bPYOBETE Ha
MalikaTta o BpeMe Ha HpeMeHHOCTTa.

-Bnpeaeua Te3un naHHM

Xenwre ¢ perpoAyKTHBEH MOTeHIAN TpabBa aa OpaaT MHGOpMHpaHU 33 PUCKOBETE M
npeAMMCTBaTa o1 ynorpebara Ha panmpoar mo BpeMe Ha OpemenHocr, Heobxopuma e
CHeLHATM3HpaHa KOHCYNTALMA M JICKAPATE HACTOATEIHO C€ CBBETBAT Aa OOCHXKAAT
BBIIPOCHTE CBBLP3aHH ¢ PeIPOAYKTHBHOCTTA CHC CBOMTE NMALMECHTH NIpeaH MpeAIIHCBaHe Ha
JlenakuH 3a ITEPBH ITET WIH C JKEHH Bede JICKyBasH ¢ JlenakuH M iuiaHUpalzy OpeMeHHOCT.
Ako >xeHa IUIaHMpa OpeMeHHOCT, Tepamuata ¢ JemakuH TpaOBa Oa ce HpeolieHH
HE3aBHCHMO OT IMOKa3aHHMATAa. AKO MOKa3aHHATa ca OHIOJAPHO pa3CTPOMCTBO, TpAOBa Aa
ce oOMHCITH TIpeKparaBaHe Ha npoduuakTukara ¢ JlemakwH. AKO, NpH KAKBHTO H Aa €
IOKa3aHuA JiedeHneTo ¢ JlemakHH ce MpOOBDKA MO BpeMe Ha OpeMeHHOCTTa, OCBEH
BHAMATE/IHATA IMPELEHKa Ha OIACHOCTHTE H IOJI3HUTe, ce MpernophuBa Jemakua pga ce
Npwiara Ha pasgeficHd [O03M B XO4a Ha JCHOHOIIMETO KaTo Ce H3MON3Ba Hak-HUCKATA
edpexTvBHa pJ03a. 3a npeanmodydTaHe € ynorpebara Ha JekapcTBeHM (GIOPMH
NPOIB/DKATENTHO 0CBOOOKAaBaHe MpeJ] BCUMKH APYTH TepaneBTHYHH GopMHu.

OcBeH TOBa, ako ce 3amo4yHe pobapaHe Ha QoOMMEBa KUCEIMHA Ipead OpeMeHHOCTTa B
ChOTBETHA [103a (3 mg AHEBHO), TOBA MOXKE A3 HAMAIHM PHCKA OT Ac(eKTH Ha HeBpaJHaTa

TprhAa.
Ilo BpeMe Ha OpeMEHHOCT, TepanuaTa ¢ BAIIPOAT He TpAOBa Aa ce cmupa 6e3 npeoneHKa

Ha CHOTHOIICHHETO I10J13a - PUCK.
C ornex oTkpuBaHE MOABATA HA €BEHTYANHHU JedeKTH HA HEBpaJHaTa TphOa WIM JPyTH
mandopmaiyu, TpaOBa Aa ce H3BBPILIBA CIIELUAJIM3UPAHO NpOCcTeAsBaHe Ha Maiikara.

Puckose 3a Hosopodenomo
CpobiflaBa ce 33 M3KMOYMTENHO peOKM ClIydyal Ha XeMOParwyeH CHHIAPOM IIpH
HOBOPOACHH, YHHTO MaHKH Ca NMpUCMany HATPHER BAINPOAT MO BPEME HY SPSMORMOCT.
To3n xeMoparuyeH CUHAPOM € CBBP3aH ¢ XHIOPUOPHHOreHEMHA, CHOO

apubpuHOrcHeMHA, KOATO MOXKE Ja JOBEAE OO CMBPT. Xmocbﬂﬁpuﬂo eMITAMC
€ CBhp3aHa C HAMAABaHE HAa KoarynaudoOHHUTE (akTopH. To3m CHHAIP ,‘; 46 ’H s
Ce pasrpaHMdH OT CMalaHeTO Ha BHTaMuH K-daktopure, Koero e kil
¢enoGapOuran ¥ eH3UMHH MHIYKTOPH. ' Y HEL iy
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KbpMene

ExckpenpaTa Ha BANIPOAT B KBPMATA € HHCKA, ¢ KOHUCHTpauHs Mexay 1 % mo 10 % or
CCPYMHHT® HMBA Ha MaHKkaTa. Bb3 OCHOBa Ha JIMTepaTypHUS 1 KIIMHUYEH OIIMT, KbPMEHETO
TpadBa Na ce pasmiema Karo ce B3eMe NOJ BHHMAHHE npoduina Ha O€30MaCHOCT Ha
Henaicn 200 mg, ocobeno xemaronoruunuTe Hapymenus, (Bx. Hexenanu JIEKAPCTBEHH

peakimm)

4.7 Edextn BBpXYy criocoGHOCTTa 3a modupane u paboTa ¢ MaluHK

[laupenTire Tpsafea na 6BAaT NpemynpencHH 3a pHCcKoBETE OT CBHIIMBOCT, 0CO0EHO B

CIy4aH Ha NPOTHBOI'bPYOBA TOJIMTEpAINS WIM B KOMOMHAUMA ¢ OeH30IMA3CIIMEN (BXK.
“B3anmoneicTeHA™)

4.8 HexenaHn JieKaPCTBEHH PeaKIHN

Hapywenus na xpvenama u aumrnama cucmema

Hecro BB3HMKBaHe Ha TpoMOOUHTONEHHS (BX. pasfei “Ilpexnasnu mepkw”) Pagko (>
0,01 u < 0,1%): cnyuan Ha maHUKTOMEHMS, aHeMus, NneBKoneHus. HenocTarougocT Ha
KOCTHMA MO3BK, BKITIQUHTEIHO YMCTa aMJIa3ds Ha YEPBEHUSA pejl, arpaHyIOLHTO34.
CpobmaBa ce 3a M301MMpaHW CiydaH Ha NOHHKABaHE Ha KPpbBHUA (ubOpHHOreH u
yABJDKaBaHe Ha MPOTPOMOHHOBOTO BpeMe, OGMKHOBEHO €3 MpoABa Ha KIMHUYHH Genesn
4 TO-CrICLHANHO NpH BHCOKM NO3H (HATPHEBMAT BAIMPOAT NpOSBABA MHXHOHTOpEH
e(eKT BLpXy BTOpaTa (aza Ha TPOMOOLMTHATA arperaus), (Bx. cbwo “ bpeMeHHocT ™)

Hapywenua na nepenama cucmema

He yectu (20,1 u < 1%): atakcns

MHoro peaku (< 0,01%): o6paTuma aemeHLMA CBEp3aHa ¢ obpaTHMa Mo3bYHA aTpodus
Hsxonko cmyvas Ha cTynop u neraprus, BoAeuIs HOHAKOTa A0 MPEXOAHA KOMa
(eHuedanonatua); Te GAxa H3ONWMpaHM HIH CBbP3aHH ¢ IIOBHINABAHE YeCTOTATA HA
FBPHOBETE B XOAAa Ha TEpalMATA, H HAMalIXa NPH COHPaHEe Ha JICYEHHETO MM
TOHWKABAHE Ha /103aTa, Te3n crydau Bb3HMKBaxa Haii-Bede npu KOMOUHHpaHa TEpArnus
(no-cneuyanko ¢ QeHoGapbutan WIM TONMHpaMaT) WIH Cliel BHE3AMHO yBeNIHYaBaHe
NO3HTE Ha BaJmpoar.,

H3onupan o6paTtHM napKUHCOHU3BM.

[Ipexonex WK 10303aBHCHM (DHH NO3HILHOHEH TPEMOP ¥ COMHOJICHTHOCT.

Cllyqan Ha M30/1MpaHa W yMepeHa XUIIepaMOHHEMHS 6e3 IIPOMSAHA BBB (DYHKIIMOHAJTHUTE
YepHOAPOOHH H3CNeABaHMS MOraT [a BB3HHKHAT YECTO H He TpsAOBa pa BomAT 10
NpekpaTaBaHe Ha JAcyeHHeTo. Cho0IaBa ce CHINO U 33 XHIEPaMOHHEMHS CBBLP33aHA C
HEBPOJIOTAYHH CHMITTOMH. HpH nogoGHu cnyyau Tpabea ga ce OOMUC/IAT NOMBIHHTEIHY
u3cieaBanua (Bx. [Ipeanasau mepkn).

Koraro ce npwrara HHTPaBEHO3HO, € Bh3MOKHO HAKOIKO MHHYTH CJIe[l HHXXCKTHPAHETO
Ja Bb3HHKHE 3aMaiiBaHe, TO W34e3Ba CIIOHTAHHO B PaMKHTE Ha HAKOJIKO MHHYTH.

Viunu u nabupunmnu napywenus -
Penxu (> 0,01 1 < 0,1%): rimyxora, o6paTtuma win HeoOpaTHMa.

Cmomawno-upeenu napywenus
I'anene*, Gonku B rophara uwactT Ha Kopema, AYapHs 4eCTO BB3HMKBAT IpH
MAIMCHTH B HA4aJIOTO HA JICYEHHETO, HO OOMKHOBEHO M34e3BaT CJIeA HAKOJ
NPEKpaTABAHE Ha JICYCHHETO.

*Habmonasa ce ChIO HAKONKO MMHYTH Clieq HHTPABCHO3HO MHXK
CIIOHTAHHO 3aTHXBaHE B PAMKWTE Ha HAKOJIKO MHHYTH,

MHoro peaxu (< 0,01%): naHkpeaTuT, HOHAKOra CMBPTOHOCEH. (BX. [Ipe

bvbpeynu u ypunapnu napywenus
M=uoro peaxu (< 0,01%): eHypesuc.




Hanmue ca n3onupanu crobimeHus 3a o0paTuM CHHAPOoM Ha Fanconi, HO MEXaHM3MBT Ha
NEHCTBHE OIE HE € JICEH.

Hapywenun na xoxcama u noOKoJCHUmMe movKany

MHuoro peaku (< 0,01%). TokcH4Ha enMuepMaliHa HEKpPONIM3a, CHHAPOM Ha Stevens-
Johnson, epureMa myntudopme, 0OpHB.

YecTo ce crodInana 3a MpexoaHa U /WIH 1030BO CBBP3aHa aJIoNeIHs.

MeTaOonMUTHE ¥ XpaHUTEIHM HapylICHUA

Muoro peaku (< 0,01%): xunonaTpeMus,

CunrapoMm Ha Henogxoasuia cekpeuns Ha AIX (SIADH).

Cvooeu Hapyuwienun
Backynur.

Obwu pazcmpoticmea u HapywieHus 8 MACMOMO HA NPUTOICEHUE

Muoro peaku (< 0,01%): He TexXbK nIeprdepeH eaeMm.

Hannasane Ha Terno. Twil kaTo TOBA € pUCKOB (aKTOp 32 CUHIPOM Ha MOJHMKUCTO3a Ha
AHYHHLNTE, TOBA TpAOBa Aa ce cinean BHAMaTenHo (BxK. [Ipeanasnn Mepkn).

Hapywenus na umysnama cucmema
AHrnoegem, CHHAPOM HAa JIeKapCTBEH pall ¢ €03HMHODWIMA H CHCTEMHH CHMIITOMM
(DRESS), anepruysu peaxuu.

Xenamobunuapru HapyuieHus
Pemxu (> 0,01 u <0,1%): uepHoapoOHy yBpexaanua (Bxk. pazzaen “Ilpenynpexnenus’).

Hapywenus na penpooyxmusrnama cucmema u MaeHHume JNcaesu
AMEHOpes U TUCMEHOpeEA. |

Hcuxuampuunu napywenus
O6BpKkaHocCT.

4.9 Ilpeao3npane

IIpu3nany H CHMOTOMH:

[Ipu3HauMTe Ha OCTPO MAacHBHO Ipeo3upaHe OOMKHOBCHO BKIIOYBAT KOMa C MYCKYJICH
XMIIOTOHYC, XMMopedUIeKCHA, MHO3a, HapylleHA auxarenHa (QyHKUusa, MeTaboadTHa
aLKa03a.

Hannue ca cMBpTHM CITyd9ad CJIEA MACHBHO NpEAO3UpaHe; BBHIPEKH TOBA, 0OMKHOBEHO
cneara OnaronpuATeH U3XOA.

CumnroMuTe obaue MOraT Aa BapHpaT M ce ChoOIlaBa 3a Ibp4YOBE IIPU MHOIO BHCOKH
mnasMeHH HuBa. CpoOmiaBa ce 3a Cliydad Ha MOBHMIICHO HHTPaKpaHHAIHO HAJIATaHE
CBBpP3aHH C MO3BbYEH OTOK.
OBnangrane:
BOMHMYHOTO JleyeHHe Ha Npeao3dpaHeTo TpAORa Ja ObAe CHMIITOMATUYHO: CTOMALIHUAT
JaBaX MoxXe Aa € or nomsa no 10-12 waca cnen nmormeiane. M3pbpuiBa ce Kapauo-
pecnupaTOpHO MOHUTOPHPAHE.
B HAKOIKO M30/IMpaHM CIIy4ad YCIEIIHO € M3ION3BaH HANOKCOH. B cnyqaﬁ,ﬂaf%ﬁcﬁ‘ﬂﬂ\

%
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3. PAPMAKOJOI'NYHA JAHHHN
S.1 PapMAKOAHHAMHYHHE CBOHCTBA

AHTHUEIIUMIEIITHULIU
(ATC xon : NO3AGO1)



BanmnpoarsT mnposeaBa (apMakONOrHYHHTE CH €(eKTH IIaBHO BBPXY HEHTpaJIHATA
HEpBHa CHCTEMA. |

Herosute aHTHKOHBYJICHBHH CBOHCTBA JAeliCTBAT CpeLly pasiHYHH BHIOBE MbPYOBE IIPH
KMBOTHHTE W NPUCTBIIH IIPH XOpara.

ExcriepUMeHTIHUTE M KIHHUYHH NpOy4YBaHHA Ha BaINpoaTa MOKA3BAaT [Ba THIIA
MEXaHH3MH H2 AHTHKOHBYJICHBHO J€HCTBHE: |

ITepBraT € npak dapMakonoruueH e(dekT, CBBP3aH ¢ IUIa3MEHHTE H MO3ZLUHMTE
KOHLUEHTPaLUWH Ha BaJIpoara.

BTOopHAT OYEBHAHO € HUHAUPEKTCH W HAWH-BEPOATHO € CBBpP3aH ¢ MeTabONHTHTE Ha
BaJIMPOATa B MO3BKA, C W3MEHCHHE B HEBPOTPAHCMUTEPUTE WIH C JUPEKTHH MEMOpaHHH
epextd. Hail-pasnpocTpanenara xumore3a € CBBp3aHa C TramMa-aMHHOOYTHpOBAaTa
xucenuea (GABA), HUBaTa Ha KOATO C€ MOKAYBAT CJie PAIOKEHHE Ha BaJIIPOar.
BannpoarsT HaMalsBa NPOABDKHTEIHOCTTA Ha HHTEpPMeAHepHaTa ¢asa HAa CBHA C
¢IHOBPEMEHHO YAB/DKaBaHe Ha OaBHOBEBIHOBHA CHH.

5.2 PapMaKOKHHETHUHH CBOHCTBA

ITpn npoBeneHrTe pa3iuiHHA GapMaKOKMHETHYHH MPOYUBAHUA HA BAINPOAaT
e OMno yCTaHOBEHO, Y€ :

OMOHAIMYHOCTTA HA HATPHEB BAINPOAT B KPHBTA ClIE/ OPAJICH NPHEM € NPUOIH3UTETHO
100%,;

00eMBbT Ha paslpesielieHHe € OrpaHHYeH OCHOBHO IO KPBBHATa IIMPKynauua U Oup3o
oOMeHsIIaTa ce eKkcTpauenyjlapHa TEYHOCT. BanmpoaTsT npeMHHaBa B IphOHauHO-
MO3BYHATA TEYHOCT U MO3EKA;

IIa3MEHUAT MOMYXUBOT € 15-17 vaca;

TEPANCBTHYHATA €(PEKTHBHOCT HW3HCKBA MHHMMAJHA CEpyMHA KOHUeHTpauus ot 40-50
mg/l ¢ mupok ananazon mexay ot 40-100 mg/l. [Togappxanero Ha HuBa Hag 200 mg/]
Hajara peayLuHpaHe Ha 103aTa;

[IOCTOSHHA IUIa3MeHa KOHLIEHTpalUs ¢e AOCTHra 3a 3-4 auum;

BaJIIPOATHT CE€ CBHP3BAa BHB BHCOKA CTENEH ¢ IUIa3MEHHUTE NMPOTEHHH, KOETO 3aBHCH OT
[03aTa U C€ CTUra A0 HaCHIIaHe,

HATPHEBUAT BAIMPOAT C€ €KCKpPETHpa INTaBHO ¢ YPHHATA, ClIea Karto ce Merabomusupa
ype3 DIIOKYPOHU3aLMa H OeTa-OKCHAALHA,

MOJICKyJlaTa Ha BaJnmpoata ¢€ AUAIM3HpA; XeMoAuaansara, obave, MOBIMABA €aMO
cBoOoaHaTa dpaxijua Ha Balnpoara B KpbeTa (mpubnmsurenno 10%).

BanmpoaTsT He HHAYLMpa €H3MMUTE, YuyalicTBYBalllk B MeTaOOMHTHATA CHCTEMa Ha
uuToxpoM P450. Ilopanu ToBa, 3a pa3snMka OT HOBEYETO AHTUCIIWIEIITHLIM, TOH He

yCKOpsBa COOCTBEHOTO CHM pa3srpakAaHe, HUTO IIbK TOBAa Ha APYIHTE BEINECTBA, KAaTo
€CTPOTeHH, MPOreCTOTeHH U OPAJIHH aHTHKOAT'YJIaHTH.

5.3 Hpeaxnuunynu nanuu 3a 6esonacnoct

He ce npunarar

6. PAPMAILEBTHYHHA JAHHHU

6.1. COoHECcHK HA TOMODIHHUTE BEIIEeCTBA

HapeBHYHO Hulecte; noBuaoH K30; THTAaHOBR JIHOKCHI;
granat;erundranar.

6.2 HechbBMeCTEMOCTH
He ca onmHcaHR.

6.3 Cpox na roaaocr




3 roguHU
6.4 Cnenuaas MepKH NpH cbXpaHeHHe

Tabnerkure Jenakun TpsaOBa O3 c€ CBHXpaHABAaT B OPrHHaJIHaTa OINAKOBKAa, HA CyXO
MACTO, NpH TeMnepartypa nox 30°C.

6.5 BHI B chCTAB HA KOHTEHHEEPA

[NonmunpormineHoB (IakOH ¢ TIONHETWIEHOBAa 3alyllaJka ¢ MAaTepus NpPOTHUB
OBJIAKHABAHE.

Bceska onakoBka ¢paspxka 40 Tabnerky.

6.6 CnenuajJHE MepPKH HPH K3XBBPJIfHE
Hama

7. HME H AIAPEC HA IIPUTEXATEJS HA PA3PEIIEHHETO 3A
YIIOTPEBA

Canodn —ABentnc brarapas EQO/JL
1303 Copnus, 6ya. An. Cramboaniickr 103 brarapus

8. HOMEP HA PA3PEIIEHMETO 3A YIIOTPEBA
20010249/26.02.2001

9, JTATA HA IIhPBO PA3SPEIMIABAHE/MIOJHOBABAHE HA
PAPENIEHHMETO 3A YIIOTPEBA
26.02.200/ 22. 06. 2006

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA
®eppyapn 2009
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