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KPATKA XAPAKTEPHCTHKA HA IPOAYKT

1. HAUMEHOBAHME HA JEKAPCTBEHHSA ITPOAYKT
Depakine Chrono 300mg prolonget release tablets
Tenaxaa Xpono 300 mg TaljeTKH ¢ yIb/KeHO 0CBODOKAABAHE

2. KAYECTBEH H KOJIMYECTBEH CHCTAB
Depakine Chrono 300 mg 3a mabremxa:
Sodium valproate (HaTpueB Baympoar) 198,38 mg
Valproic acid (pannpoesa kucenrHa) 87 mg
Orrosapamy Ha 300 mg sodium valproate 3a Tabnerka

3a MOMOIIHHTE BEIIeCTBa, BXK. pa3ael 6.1.

3. JJEKAPCTBEHA ®OPMA
Tabnerxku ¢ yABDKEHO 0cBOOOKIaBaHEe

4. KJMHIYHHA JAHHHA

4.1 TepaneBTHYHH NOKAIAHHASA

IIpn BB3paACTHH

Enniencas

e [1LpBHYHO reHEpaTH3HPAHH CITHJIENICHH H NIPHOAABLIN

° TunoBe NPUCTBIIH:

abcancu ( petit mal), reHepaiu3upaHd TOHWYHO-KJIOHHYHH

(grand mal), TOHHYHHN ¥ ATOHKYHHK NPUNATBLH, MHOKIIOHHYHH NPHCTDIIH, MH(pAHTUIHA
CIIA3MH.

° ['eHepalM3UPaHH SIMHJICTICHH H eNMWICITHIHH CHHAPOMM:

aGcaHCHa eMWICIICHS, IOBSHITHA MUOKTOHHYHA emuencus ( CHHAPOM Ha Janz),
eIHMIENICHSA ¢ TeHSPATH3HPaHH TOHHYHO-KJIOHHYHM NMPUNAJbLM NpH COYHUIaHe,
GOTOCEH3NTHBHH CIIUICTICHH.

° Cunapom Ha Lennox- Gastaut

° CuaHzapom Ha West

o QokanHu( NapLMATHH) EMAICTICAN ¥ MPACTHIIK C WK Oe3 BTOPHYHA TeHEPATH3aLIKA.

Ilpn sena: KaToO CaMOCTOATE/IHA Tepanua WM B KOMOHHAUMA C APYT aHTHENWICITHICH
JIEKapCTBEH IIPOAYKT:

- JledeHne Ha reHepanH3Bpana eNMWICNCHI: KIOHHYHH, TOHHYHH, TOHHIHO-KJIOHW'1HH
NpHNAaxbLM,a0CaHCH, MHOKIOHHYHH NPUCTHITH, ATOHUYHH NIPUNanbuy; CHHAPOM Ha Lennox-
Gastaut;

- JleucHHe Ha NapUMATHA CMAIENCHA: NAPIMATHN NPHCTHIM C Wil 6e3 BTOpPHYHH
reHepaIH3HpaHH NPHIIagBLIH.

IIpn geua:
[IpepeHUMA HA peOpwIHH bpYOBE NPH TPECKA, KOraTo NMPEBCHUMATA C€ CMATA 3a
HANIOXKHUTEIHA WM IPH HATHYHUE HA PUCKOBH (aKTopH 3a BBE300HOBABAHE HA CUMITTOMHUTE.

AQeKTHBHH NCHXO03H
JleueHne ¥ MPOMIIAKTHKAE HA MAHHMIHH €NU30AH TPH GHITOMSPHM PA3CTPOHCTRA.

4.2 J03RpOBKA H HAYHH HA NPHJIOKCHHE | | /ﬁ;;‘a SICET TR

To3aTa TpsaGBa 1a Ce aJanTHpa cHo6PasHO BE3PACTTA, TEECHOTO TETTI0 U HHANBHAYAINA]
yyBcTBHTENHOCT. TabnerkaTa MoXe /1a ce IC/IH, HO He TPdBa /1a C6 CIBBKBA
TepanesTHuna eeKTHBHOCT OOUKHOBEHO CE TIOCTHTa MpPH IUTa3MEHH HHBA M€
mg/l (300-700 pmol/1). OrrTuManHOTO IUIA3MEHO HHBO C€ Pa3/IHiaBa MEKIY
MHIWABUIH, 2 BEPOATHO Y NPH €AMH M CHIIl HHAHBH/ B Pa3/IMMHHA MOMEHTH OT B



[Ipy malHeHTH, KOKTO HE NOMY4aBaT ApYro NPOTHBOCNHIICITHYHO JICYEHHE, 32

NpeAno4YHTaHe © J03aTa Ja e OBUIIaBa MOCTENICHHO HA HHTEPBAIH OT MO 2-3 AHH 0
JOCTHIAaHE Ha ONTTHMAIIHATA {034,

ITpu npexBLpIAHE OT IEYEHHUE ¢ APYTO JICKAPCTBEHO CPEACTBO, UM aAITCPHATUBHO, KOTATO
ce BKJIIOMBA KATO JOIMBIIHMTEIHA MEAHKAIMA KBM TPSAXOAHO JIeueHHe, 3amiHaTa ¢ Depakine
Chrono 300 TpafBa Aa ce mpaBH NOCTENIEHHO TaKa, Y€ ONTUMAJIHATA 1032 a Onae
AOCTHTHATA €IHOBPEMEHHO ¢ HAMAIABAHETO U CIMPAHETO HA APYTOTO JIGKAPCTBEHO
cpeactso. [Ipu npexsLpisiHe oT KOHBeHIMOHaTHH Tabnety Depakine kum Depakine Chrono
300, nueBHaTa J03a TpAOBa Ja ce 3amnasy.

TIpy Heo6Xx0aMMOCT, MPUGABAHETO Ha APYTO NPOTHBOEMMICTITHYHO JieueHHe TpsdBa na ce
W3BBPLIBA NTOCTEINEHHO.

Hozuposka

B o6mms cnydait nepBoHauaiHara gosa e 10-15 mg/kg nqnesHo, otroBapsiua Ha 2-5
tabnerkn (300 mg) wim 1-3 Tabnerku (500 mg) 3a nosevero mauMentu (60-100 kg). [losata
TpA6Ba Aa ce TUTpUpa 0 ONTHMATHO HHBO, U [la Ce pasfenu Ha 1-2 NHEBHH IpHEMa.

npu év3pacmuu B o6 crydaii fo3ata e mexay 20-30 mg/kg nneBHo, oTroBapsANM Ha 4-10
ta6neru (300 mg) wiu 2-6 Tabnerku (500 mg) ako naieHTHT € MexXAY 60 u 100 kg. B
cydail, 4e He MOXe JIa ce MIOCTUIHE OBNA/IABaHe HA MbPUOBCTE C TasH 034, TO TA MOXKC /14
6bae yBenndeHa. ITatupeHTsT TPIOBa Ja ce CICAM CTPUKTHO B CIIyvaH, 4e NojTyJasa IHEBHA
no3a mo-sHcoka ot 50 mg/kg.

3a deya naii-uyectara no3upoBka e okoio 30 mg/Kg AHEBHO.

JTevenue na Manuiiny enuzoou, npoQUIGKMUYKO Aevenue Ha bunonapra bonecm
(8v3pACMHY);

IMpenopBuuTe/HATA MEPBOHAYATHA 1032 32 JICUEHHE HAa MaHuA, CBBp3aHa ¢ OHIOILAPHH
pascTpoiicrsa,e 20mg/kg/ auesHo.Jlozara MOXe /1a Ce YBEITHYABA 10 BE3MOXKHO 6bp30
[IOCTMIaHe Ha JKeJIaHUA KITHHHYEH eeKT.

IIpenopbuMTENHATa NOANLPKAIIA 1034 38 JeueHue Ha Gunonspra Gonect e mexay 500 mg u
2000 mg nHeBHO, pa3aeneH! Ha 1 WM 2 mpyueMa. B M3KIIIOMHTENHH CITy4au, A03aTa MOXe /a
ce yBenuuH 10 He noseye ot 3000 mg guepHO. MHAMBHAYanHaTa 1034 3aBHCH OT KIIHHHTHHA
ehexT, HO TPAGBA Ja ce LeNAT IU1a3MeHH HuBa oT 50-125 pg/ml. 3a npoduiakTHYHO
neyeHue TpaOBa a ce JaBa Hali-HHCKaTa BB3MOXKHA J103a.

4.3 IIporaBONOKaR3AHHS
- Peaxuysi Ha CBPBXYYBCTBHTEIHOCT KbM HaTPUEB BaJNpoat, AMBAJINPOAT, BAINPOMHI, HIIH
KBbM HSKOM OT NOMOIIHHTE BEINEeCTBa Ha JIEKapCTBEHHA MPOAYKT,
- OcThp XenaTwr,
- XpOHHYCH XENaTHT,
- JIuuna WK (haMHTHE aHAMHE3A 34 TEXHK XENAaTHT, 0c00eHO CBBP3aH C JICKapCTBa.
- YepHogpoOHa nopdupui,
- EnnospeMenHa ynotpeba ¢ Me(IOKBHH.
B o61us cydaii He ce mpenophiba KOMOMHHPAHOTO NMPHJIOKEHHE HA TO3H JICKAPCTBEH
NPORYKT C TAMOTPHKHH.
4.4 CuenHANHH UPeAYNPEKICHES U COCINATHH OpeANa3HA MEPKH OPH ynoTpeda
Ilpedynpesicoenun

.r* _fm::"
BKIIOYBAHETO HA AHTHENWIETITHUEH JICKaPCTBEH MPOAYKT PAIKO MOXKe J1a nulgd ﬁéﬂﬂﬁk
JUTH Pa3BUTHE HA HOBH BUIOBE CMMIICIITHYHM NPHIAIbLM PH NALHCHTA, HeERHCHMO | TN
CIOHTaHHWUTE QIYKTYalluH, HaGIONaBaHH TPH HAKOHU ENHIICITHYHY 320051 ;

OTHACA A0 BaJIMIPOaTa, TOBa BKIIOYBA ITIABHO MPOMAHA HA CHITBTCTBYBAINA i /¥

‘AHTHEeNWISNITHYHA Tepanis Wil (papMaKOKMHETHYHOTO B3auMoAeHCTBHE (BYK K410 Tae
BaauMopelCTBHS ¢ APYTH JIEKAPCTBEHH MIPOIYKTH U APYTH GOPMHM Ha B3aHMB RIS,

TOKCHYHOCT (XenaToTOKCHYHOCT Wi eHuedanonarus) (Brxk 1.4.4 Cnenyany) ‘f’?;ﬁ} %‘3%
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NpeaynpexacHua U CIIELHATHA NIPEAna3sHH MepKH 3a ynorpeba u T.4.8 Hexenanu edexrn)
WIH TIpefio3HpaHe.

Tbii KaTO NEKAPCTBCHHAT NPOAYKT ce MeTabonM3upa B OpraHi3Ma J0 BaJIIPOeBa KHCEJIHHA,
TOH He TpAOBa Aa ce KOMOMHMpA ¢ JPYTH JIEKAPCTBEHH NPOAYKTH CBC CHIMMA METa0OIU3BM,
3a Aa ce MPeAOTBPATH NMpeao3UpaHe Ha BAINPOECBATa KUCeIMHA (HanpuMep, AUBaJITIPOAT,
BAJIIIPOMHM]).

Ueprnoopobru vapyuienus

- YcioBus 3a Bb3HHKBaHE:

Paaxo ca HabmogaBaH! TEeKKH HepHOAPOOHH yBpeKAAHHA, 3aBBPIUBAINM TTOHAKOTa
¢aTanHo.

ITauMeHTH ¢ MO-BUCOK PHCK €A Aela Ha BB3pacT 104 3 FOJUHH ¢ TEXKH MPUIaAbLH, 0co0eHO
T€3H ¢ MO3BYHH YBpEKIaHHA, 3a0aBeHO YMCTBECHO Pa3BHTHE W/ WIH BPOAEeHH MeTabOIIUTHH
WIH AereHepaTHBHH 3abonsBanns. Cneg 3 roauiiga BE3PACcT YECTOTATa HA TE3H YBPE)KIaHHS
ce peayLMpa 3HAYHTEIHO H IPOrPECHBHO HaMasifBa C Bb3pacTTa.

B noBedeTo cyyan 4epHOAPOOHHTE YBpEXKIaHHA CE YCTAHOBABAT B ITBpBHTE 6 Mecelia Ha
Ne4YeHneTo, OOMKHOBEHO MexXAy 2 K 12 cenMuua, 1 0cobeHO No BpeMe Ha KOMOWHUpaHa
Tepanus.

- CUMIITOMATOJIOr U

PaHHaTa IUarHo3a ce 0azHpa OCHOBHO Ha KIMHHYHATA KapTUHA. IIpemopbunTenHO € Aa ce
B3€MAT NpEABHA IBa THIIA Oee3d, KOWTO MOTAT Aa NMPEeAXOXKAAT K hJITeHHLaTa, 0cOOeHO MpH
PHCKOBH MAUHEHTH : |

HecrienupuIHU 00IH CUMITTOMH; OOMKHOBEHO C BHE3aIIHO HAYAJIO HACTHIIBAT ACTCHM,
AHOPEeKCHS, H3TOLCHHE H CHHIJIMBOCT, KOMTO IMOHAKOra ce NpHApY>KaBaT ¢ MOBTapALIO ¢
NOBpBIaHEe U KOPEMHH OONKH.

- TNpH NAHEHTH C ENWIENCHS, TOBTOPHA N0ABa Ha [bPYOBETE.
[TauuenTure (eB. ceMeiicTBaTa Ha OoneayBainH Aena) TpaOBa Aa OBAT KHCTPYKTHPAHH NPH
NoABa Ha TakuBa Oeye3H - cemHo Ja yBeAoMAT nekaps. Hezabasno Tps6sa fa ce M3BBpHIM
nabopaTopHO H3C/eABaHe HAa YepHoApoOHaTa QyHKUMS B JOMBIHCHHE KbM KIHHHYEH
npernexn,.

- Habmoaenus:

OyHKLIMOHATHH YepHOAPoOHM W3caenBanus TpAOBa Jia ce U3BBPIIAT IIPEAH JICYCHHETO, CIIC/
KOETO NEPHOAHYHO Mpe3 MepBUTE 6 Mecena o1 TepanuaTa. Cpea odMyaliHuTe H3CTICABAHHATS,
KOMTO OTPa3sBaT NPOTEHHOBHA CHHTE3, 0c00eHO MPOTPOMOMHOBOTO BpeMe, ca HaH-HaZEKIHH.
IToTBBpKIABAHETO HA MATOJIOTHYHO HHCKO MPOTPOMOHHOBO BpeMe, 0c00E€HO 3a€/1HO ¢ APYTH
OHMONOrMYHM OTKIIOHEHHMA (3HAYHTEIIHO CHaAaHe Ha (PHOPHHOrEHAa M KOaryJIanuOHHHUTE
¢hakTOpH; OBHILICHO HYUBO HAa OHWIHPYOHH U NOBHINCHH TPaHCAMMHA3H) HalaraT CliipaHe Ha
TepanusTa ¢ Jlenakun. Karto npeanasna MapKa, ako €THOBPEMEHHO € HaJIHIIe IIpHeM Ha
CAJTHLIWIATH, TOCJICAHNTE CHINO TpAOBa Ja ce Crpart, Thii KaTo TEXHUAT METa0OIMTEH ITET €
CBHLIHAT.

Hanxpeamum
JIoXJIaIBAHH Ca MHOTO PE/IKH CIYH4al Ha TeXbK MAHKPEaTUT ¢ daTaleH H3Xol. Takupa
CJTy4ad MOTAT Ja ce HaO/mo1aBaT HE3aBMCHMO OT BB3PacTTa U NPOAB/DKUTENIHOCTTA Ha
TepanuaTa. Mankure aena ca 0cobeHO pMCKOBH, HO TO3H PHCK HaMaJIfBa ¢ YBEJIMYaBaHEe HA
BB3pacTTa. TeKKHTE rbpUOBe, HEBPOIOTHYHHATE YBPEXKAaHHA HWIH aHTHKOHBYJICAHTHATA
TEpAaIMA MOTaT ZIa ca PUCKOBH pakTopH. YepHoapoOHATa HEIOCTATHEYHOCT ¢ MAHKpea
NOBHIIIABa pucka OT (ataneH u3xof. [TaupeHTrre ¢ kopeMHH Oonku TpAdGEa OB
nperiaenaHy. B citydaii Ha maHKpeaTHT, JEYEHHETO C BaJmpoar TpaOBa Ja ce

Kenu ¢ penpodyxmueen nomenyuan

PeweHue 3a ynorpeba Ha JlenmakuH TpH K€HU C PENMPOAYKTHREH NOTEHIIHA
B3EME €/IBa CJISA] MHOT'O BHUMATEITHA NPELICHKa, AJH rIomsKTe OT ynoTpebara N



PHCKOBETE OT BPOJICHH AHOMANHH [IPH HEPOACHHTE Jcua. Tosa pemenue TpabBa fa ce B3eMe
npenu JlenakuH Aa ce npeanyuic 3a MbPBH ITET, KAKTO H BeUe JIEKyBaHaTa NpeAy ¢ BAIIpoar
’KEHa IU1aHHpa OPEMEHHOCT.

Cyunuuonu Mucan 4 noeeoerue
[Tpu naumenTH, nexysanu ¢ AEJI no pa3nmuyHy nokasaHus ca Ch00INaBaHU CyHIHIHA
uaeanus u noeeeHyde. Mera aHaIn3 Ha paHIOMH3HPaHH, T1aueb0-KOHTPOJIUpaHy
u3nursanud Ha AEJI cpmo nokassa MaTbK , HO MOBUIUSH PUCK OT CYHLMAHA HACALMS U
nopeaeHre. MeXaHH3MBT HA TO3H PUCK HE € ACCH U HANHYHHUTE AaHHH HE W3KIKOUBAT
BE3MOAKHOCTTA 33 MOBHILIEH PHCK NPH JISYUEHUE ¢ BANPOEBa KHCIHHA

3atoBa naimeHTHTe TpAOBa Aa OBLaAT NpocnendBalH 3a IPU3HALM Ha CYMLIWHA HIeauus 1
nopefieHHe U TpsOBa Ja ce npeanpreMe ChTBETHOTO Jiedenne. Ha naunenTure (1 xopara,

IIpeonaznu mepxu npu ynompeba
[Ipeau 3anouBaHe Ha Je4eHUETO TPOBA /ia ce W3BBPINAT GYHKLHOHATHY YepHOAPOOHH

uscnenBanus (Bx. ” TIpoTHBOMOKa3aHu™), H IEPHOAKUYHO Npe3 MBPBUTE 6 Mecena, ocobeHo
TIPH PHCKOBH raupeHTH (Bxk. IIporuBonokaszanns). Kakro npn noseueTo
MPOTHBOESTTH/ICITHYHH JIEKAPCTBA, MOKeE Jia ce 0TOeIeKH JICKO MIOBHIICHUE Ha
YepHOAPOOHHUTE eH3MMH, 0OCOOEHO B HAYAJIOTO Ha TepanusiTa; Te ca NPEXOJHH H H30IHPaHH.
ITpy Te3H NaLMEHTH Ce mperiophYBaT No-3aabI60UeHH OHOIOTHYHH H3C/ICABAHHA
(BKITIOUHMTEITHO MPOTPOMOHMHOBO BpeMe); MOXKe [a ¢€ OOMHCIIH KOPEKIIHA Ha i03aTa, KaTo
npy HeoGXOAMMOCT CHOTBETHHTE M3CIeBaHus TPAOBa a ce OBTOPAT.

[Tpeau 3anoysaHe Ha JISYEHHETO WM MIPeay Onepauys, KakTo H B ClTy4aH Ha CIIOHTaHHO
KPbBOHACARAHE HWIM KbPBEHE Ce IPENOPBYBAT KPBBHH H3C/e/IBaHNs (IThJIHA KPhBHA
KapTHHA, BKIIOYMTENIHO Gpoii Ha TpoMOOLIMTH, BpeMe Ha KbPBEHE M KOaryiallHOHHH
macnenBanus) (exc. “Heowcenanu nexapcmeenu peakyuu’”) .

Makap ye HMyHHH pascTpoicTBa ca HabmofiaBaHH caMO KaTO M3KIIOYEeHHE 10 BPEME Ha
ynoTpeba Ha JlenakuH, NOTeHUMATHATa o34 oT JlenakuH TpAOBa fa ce OLEHH CIIPIMO
NOTEHIHAIHATA ONACHOCT MPH MaLUEeHTH CHC CHCTEMEH JIYITYC CPUTEMATOo3YC.,

Koraro ce 3anofo3pe eH3MMeH Ae(ULMT Ha YpeifHus LUKBI, Mpe/d ICYEHHETOo TpAOBa 1a ce
M3BBPIIAT META0OJINTHI M3C/ICABAHMS, [TOPAH PHCK OT XHIIEPaMOHHEMHA 3apaiy
BIIIPOATA.

[MauxenTuTe TpsOBa Aa GBAAT NpeXyIPEACHH 3a PHCKA OT HaJlaBaHE HA TEMJIO B HAYAIOTO
Ha JICYSHHETO, M € HEOOXOAUMO Ja ¢ MpeanpueMe Noaxoasdina CTparerua 3a HamalgBaHe Ha
TO3H PHCK JI0 MHHHMYM (Bx. HexkelaHW ieKapCTBEHU peakiny).

Heya: TIpu fena Ha BB3pacT NojA 3 rOAMHH Ce MPENOPBhYBa MOHOTEPAIHS MPH NIPEANTHCBAHE
Ha JlenakH{H, HO NP 3aN04BaHe Ha TepaIyuATa, MOTEHIMAHATa non3a oT JlenaxuH Tpsbsa
J1a ce OLICHH CIPAMO PHCKA OT YEpHOAPOOHO yBpeKAaHe HIH MTAHKPEATHT NPH Te3H
naienTH (K. [Ipeqynpexaenus). |

EnnoppeMenHara ynotpeba Ha canuumiaTd Tpa6sa ga ce u304Area npy Aena noj 3 ToaMHY
NopazH OMAacHOCT OT YepHOAPOOHA TOKCHYHOCT.

Bv6peuna nedocmamvunocm: MOXE Ja Ce HATOXXH HamaJlsBaHe Ha [03aTa. TbH KaTo
NpOCIEASBAHETO HA TUIA3MEHATA KOHLIEHTpAlHs MOXKe J1a € MOABEK/AAIIO, 103aTa TPAOBa 1a
Ce KOPHIHpa ¢h00pa3Ho KITMHHYHOTO MPOCACAIBAHE.

4.5 B3aEMoAciicTBHSE ¢ APYIH JEKAPCTBEHH CPpeACTBA H APYTH (pOPMH HA
B3aHMOJCHCTBHE

Biirgane HA BANNPOAT BLPXY APYIH JeKAPCTBA
Heepoaenmuuu, MAO unxubumopu, anmuodenpecanmi u benzoouazen

HenaxuH xpono 300 mg Moxke Jia moTeHIMpa eeKTHTE OT JPYTH MNCHX
HepponenTuiH, MAQO uHxuOWTOpH, aHTHAETIPeCaHTH H OEH30AHA3CIIHHH;



NPENOPBYBa KIIMHHYHO MPOCeIBaHe, KaTo PN HCOOXO0AMMOCT A03aTa TpaOBa fa ce
KOpHTHpA.

- Denobapbuman

Nenaxun xporo 300 mg noBHINABA N/IA3MEHHATE KOHUCHTPANHE Ha deHobapOATAN
(nmopanu MHXHOKpaHe Ha YepHOAPOOHHS KaTabONMM3BM) M MOXKE a Ce CTUTHE 110 Cefialu,
ocobeno npu Aeua. Ilopaau ToBa, Mpe3 mbpBuTE 15 AHK OT KOMOMHMPAHOTO JICYCHHUE, Ce
NpenoprYBa KITMHUYHO MpOCiieiBaHe ¢ He3abaBHO HaMalsABaHe Ao3ara Ha ¢peHoOapOuTan npu

BB3HMKBaHE HA cefalya, KATO MPH HeoOXOAMMOCT ce U3cieBaT asMeHHTE HHBA Ha
denobapburan.

- lIpumuoon |

Tenaxun xpono 300 mg nopumaBa NJAIMEHAETE KOHUCHTPAKHH HA NPHMHAOH C
YTEKHABAHE HA HEXEJIAHWTE My peaKuMH (KaTo celauu) ; Te3H MPHU3HALM H34e3BaT IIpH
TBIITOCPOYHO JicueHHe. [IpenopbuBa ce KIHMHUYHO NPOCie/aBaHe, 0COOSHO B HAYaJIOTO Ha
KoMOMHHMpaHa Tepanud B Ipd HeOOXOAMMOCT — KOPeKIHA Ha 4034aTa.

- DerRumoun

Nlenaxun xpono 300 mg nonm:kaBa ofmarTa nJa3Mena KORIEHTPanus HA GeHATONN.
Ocsel ToBa, [Jenaxus xporo 300 mg yeemuapa ceobonnaTa hopma Ha GCHUTOUH C
BE3MOKHOCT OT MOABA HA CHMITTOMH Ha IpeAo3UpaHe (BaIIPOMHOBATA KHCEIHHA H3MECTBA
(eHUTOMH OT MeCTaTa My Ha CBBP3BaHe ¢ IUTa3MEHHTE NPOTCHHH W NTOHIKABA YepHOAPOOHUA
My KatabomzsM). [Topaa ToBa ce NpenopbyBa KIIHHAYHO NPOC/IEAABAHE; KOraTo Ce
M3C/IeIBAT [IA3MEHUTe HUBA Ha eHHTOHH, Tpabea aa ce onpenenH cBoboanaTa GopMma.

- Kapbamazenurn

Hanuue ca cpo0leHns 3a KIMHHYHA TOKCHYHOCT NPH CbBMECTHO NpHIaraHe Ha BANNPOAT €
KapGaMasenHH, Thi KaTO BaNIPOaT MOXKe Ja NOTEHLMpA TOKCHYHHUS e(eKT Ha KapOaMa3ernuH.
ITpenopb4Ba ce KIMHWYHO MpOCiIeasBate, 0COGeHO B HAYANOTO Ha KOMGHHHpPaHATa Tepanus,
KaTO NPpH He0OXOMMOCT 103aTa Ce KOPUTHpA.

- lammopuzun

PHCKBT OT OOPHB MOJKE Aa CE€ ITOBMINH NPH CHBMECTHO MpPHJTaraHe Ha JIAMTOPHIdH C
BaNTIPOHHOBA KHCEIMHA, KOTaTO JIAMTOPHIHH C¢ MpUGaBH KM Bannpoar. Banmpoar Moxe 1a
CHIDKM MeTabo/iM3Ma Ha JIAMTOPUIHH H JIa IIOBHLIHN CPEAHHUS MY TIOTYKHUBOT. 1IpH
HEOGXOMMMOCT JO3UTe TPAGBA A ce KOPHIHpaT (103aTa Ha JIAMTOPUIHMH A4 C& HaMaJiH).

- 3udosyoun

Baxmnpoar MoXe A2 NOBHLIH IU1a3MeHaTa KOHLIEHTpalMA Ha 3HIOBYIHH, KOCTO a A0BENE 10
NOBHIIIEHA TOKCHYHOCT Ha 3HJOBY/TUH.

BrsEMe HA APYTH JICKAPCTBA BLPXY BANNpOaT

[IpoTHBOSNUISIITHYHKTE CPEICTBA C CH3UM-HHAYLMpAL ePeKT (B TOBA THCIIO (deHUTOHH,
heHoGapGuran, kapGamMazenH) MOHIDKABAT CEPYMHHTE KOHLICHTpalyi Ha BalmIpoaT. Hoznre
Tps6Ba Ja ce KOPUTHpaT ChoOpasHO KIMHHYHHA OTIOBOP H KPBBHHTE HHBA B CITy4aH Ha
KoMOMHHMpaHa Teparnui.

Ot apyra cTpaHa, KOMOHHAUMATa OT QedaMaT H BANPOAT MOXKE 1a TIOBHUILM CepyMHaTa
KOHLISHTpaLHsA Ha Bammpoat. Jlozata Ha Bampoar Tpia0Ba aa ce Cieam.

Mednoxus nosuiiapa MeTaboTH3Ma Ha BAIHIPOHHOBATA KHCE/IHHA H MM KOHBYJICHBCH eheKT;
Mopajiy TOB4, B CIyYan HA KOMOMHHpPaHa Tepanys MOraT Ja Bb3HHKHAT CTMICIIIEH, ., -
TPHNATBLIN. ‘

B ciryuaii Ha eiHOBpeMeHHA yNoTpeba Ha BAIIIPOAT M BHCOKO CBBP3aHH C ! - ;
BelecTBa (aCTTHPHH), CBOGOHHTE CEpYMHM HHBA Ha BaIIIPOAT MOTAT Ja cf fH0E



B ciyvaii Ha egHOBpeMeHHa yrotpeba Ha BUTaMMH K-3aBHCUMM aHTHKOAryaaHTHU ¢axTopu,
TpaGBa Ja ce H3BBPIIBA CTPOTo NpocieAsBaHe Ha NPOTPOMOKHOBOTO BpeMe.

CepyMHUTE HHBA Ha BAJMPOAT MOTaT Aa c€ NOBUIIAT (BCIACHACTBHE HA PSAYLIMPaH
yepHOApoOeH MeTab0U3BM) B CITyHai Ha €QHOBPEMEHHA yoTpe®a ¢ IMMETHAMH WITH
€PUTPOMHMIIHH.

KapbaneHneM (naHuneHeM, MeporneHeM, HMUTICHEM. .. ): HabmonasaH € criaz B KpLBHOTO HHBO
Ha JlenakHH , NTOHAKOTa CBBP3aH ¢ IbpUOBE. AKO Te3H aHTHOMOTHIIM TPSOBA A1a C& MpPMJIarar,
NMPENIOPBIATETHO € CTPUKTHO ClIeASHEe Ha KPBBHUTE HURA Ha JlenmakuH.,

PudaMnULIME MOXKe /] NOHIDKH KPEBHHTE HUBA HA BAJIPOAT, KOETO BOAH IO JIAIICA Ha
TepareBTHYeH e¢eKT. ETo 3a110, MOXKe J1a Ce& HAJIOXKM 03aTa Ha BaJIlIpoaT Ja e KOpHUIrHpa IIpH
CBBMECTHO MPHIOKEHHE ¢ pUPaMITHIIUH.

APpYru s3auMoncHcTBaES

EAHOBpeMEHHOTO NMPHIOKEHUE HAa BANTIPOAT H TOIHPaMarT € CBEp3aHo ¢ cHuedanonarus
H/Wwm xunepaMoHneMus. [TauneHTHTe JIeKyBaHH C TE3H ABE JICKApCTBa TpAOBa BHUMATEIHO Aa
ce HaO/1I0/1aBAaT 3a MPU3HALIM U CAMITTOMH Ha XHUIIepaMOHHEMHYHA CHLE(danonaTus.

BannpoaT 0OMKHOBEHO HAMA CH3HM-HHIYLMpAILl €(eKT; BCICACTBHE Ha TOBA, BANNIPOAT HE
CHIWKaBa eEeKTHBHOCTTA HAa €CTPONPOTECTHBHUTE areHTH IPH KEHH B3EeMaI¥ XOPMOHAIHH
KOHTpALCITTHUBH.

4.6 bpeMeHHOCT H KbPMERE
bpemennocm:

- Puckoee cevp3anu c zepuoseme

ITo BpeMe Ha OpeMeHHOCT, MalfUMHKUTE TOHHYHHE M KJIOHHYHH I'bPYOBE H IMHICTITHYHUAT
CTaTyC ¢ XHMIOKCHA BOAAT A0 0co0€HAa ONACcHOCT OT CMBPT Ha MaliKaTa v HEpPOIECHOTO AETE.
- Puckoge cevp3anu ¢ enaxun

[IpH XHBOTHH: NPH MHILKH, IUYEXOBE U 3aiLIM ¢a AOKA3aHH TEPaTOrEHHH EPEKTH.

ITpu xopa: HaM4HAaTa HHGOpPMALM COYH MOBHILECHA YSCTOTa Ha HE3HAYHTETHH HIH TEXKKH
MaopMaiHi, B TOBA YMCIO Ne(eKTH Ha HeBpanHaTa Tpbhba, YepenHO-THUCBH ACPEKTH,
mMandopMaLMy Ha KpaiHUIHTE, CHpASIHO-CHAOBH ManGOpMalMM H MHOXECTBEHA N1aTO/IOrUs
obXxBallaa pa3jiiyHKi CHCTEMH B OPraHHW3Ma Ha JIeliaTa poJeHH OT MaMKH ¢ ErHIIEHICHs
JIEKYBaHH ¢ BAMPOAT, B CPABHEHHE C HECTOTATA [PU HAKOH APYTH NPOTHBACITHIICITTHYHH
JIEKapCTBa.

Hudopmarusara coun, 4e IMPOTHBOSWICITAYHATA [TOJIUTEPAIMs BKIIIOYBAIIA BAMIPOAaT HOCH
NO-BUCOK TEPAaTONeHEH PUCK B CPABHCHHUE ¢ MOHOTEpAIHA CaMO ¢ BAJIIIPOAT.

HMugopManmaTa COMH BPB3Ka MEXK/IY BETPEMATOYHATA eKCIIOHALMA Ha JlenakuH M pUCKa OT

3a0gBsHe Ha pa3sBUTHETO, 0COOEHO Ha BepOanHNg KoedHIeHT Ha HHTEIHIeHTHOCT TIPH Jela
POZEHH OT MallK¥ CTpajall OT eNUICICHS U JIEKYBaHH € Bapoar. 3abapaHeTo B
4eCTO € CBBP3aHO ¢ ManpopMalMH W/wiH AucMopdu4HH 4epTd. TpynHo € 06a
YCTaHOBH MPHYHHHO-CJICACTBEHA BPB3Ka MO OTHOLICHHE CBCHTYAIIHH OTPH
KATO HACHK MaHuMH WIK OaliiH KOeQHLUHEHT HA HHTCIUT€HTHOCT, COLMal

(dakTopH Ha OKOJIHATA Cpelia, M JIOLIO OBIaAABaHEe IbPUYOBETE HA MalikaTa
OpeMeBHOCTTA.

-B npeosuo mesu dannsu




Kenure ¢ penpoxykTHBEH NOTeHLUHAN TpA0Ba Ja ObaaT HHPOPMHMPAHH 332 PUCKOBETE H
NpeAUMCTBATA OT yoTpedara Ha BaIIIpoar no BpeMe Ha 6peMenHocT. Heobxomuma e
CNeUATH3HPaHA KOHCYITalUA H JIEKAPHTE HACTOATEIHO C€ CHBETBAT J1a OOCHKAAT BHIIPOCHTE
CBBP3aHH ¢ PCMPOAYKTHBHOCTTA CBC CBOMTE MNALMECHTH NpeaM npeanucsane Ha JlenakuH 3a
IBPBH ITBT HWIH C XKEHH Beve JIEKYBAHH ¢ JIenakuH U IUTaHUpald OpeMEeHHOCT.

AKoO xeHa miaHHpa SpEeMEHHOCT, TeparmaTa ¢ Jenakud Tpabea Jia ce MpeolieHH He3aBUCHMO
OT Moka3aHuATa. AKO NOKa3aHUATa ca OMIIONIAPHO pa3CTPOHCTBO, TpAOBA Jia ce OOMHCIH
npeKkpaTsaBaHe Ha npoduwiakTHKara ¢ JlenakuH. AKO, PH KAKBUTO U Ja € TIOKa3aHKA
nevyeHueTo ¢ JlenaxkuH ce mpoaBIKY 1o BpeMe Ha SpeMeHHOCTTa, OCBEH BHUMATETHATA
NPELICHKA Ha ONTAaCHOCTHTE W MOJI3HTE, ce IpernopsiBa JlenakuH Aa ce npwiara Ha pasaeneHy
IO34 B XO[a H& ACHOHOLIMETO KATO Ce U3I0/I3Ba Hal-HICKaTa eekTHBHA 1034, 3a

NpeaIovrTaHe € yrnorpedara Ha JIEKapCTBeHH (POpMH C MMPOIBDKUTENIHO 0CBOOOKAaBaHEe npe
BCHYKH JPYT'H TEpaneBTHYHA (QOPMH.

OcBeH TOBa, ako ce 3ano4He Ao0aBAHe Ha PonreBa KUCETHHA npeau OpeMEHHOCTTa B
ChOTBETHA Ji03a (5 mg OHEBHO), TOBa MOXKE JIa HAMAJTA PHCKa OT AS(PECKTH Ha HEBPATHATA

TpEOa.

ITo BpeMe Ha OpeMEHHOCT, TepaluATa ¢ BAIpOoaT He TpAOBa f1a ce criupa 6e3 mpeoLeHKa Ha
CHOTHOIIEHHETO HOJI34 - PUCK.

C ornen oTKpHBaHe TIOABAaTa HA eBEHTYAIHH Je()eKTH Ha HEBpaTHaTa Tph0a WM Apyru
mangopMalg, TpaOBa 1a ce M3BbPLUBA CIIELMATH3HPAHO NPOCIECIIBAHE HA MalKaTa.
Puckoese 3a Hoeopodenomo

C1o01IaBa ce 3a H3KIIIOMHATETHO PeIKH CITy4ad Ha XeMoparudyeH CHHAPOM NMPpU HOBOPOICHH,
YUHTO MaKH ca IpMeMally HATPHEB BAJIIIPOAT N0 BpeMe Ha OpeMeHHOCT. TO3H XeMOoparuueH
CHHIpPOM € CBBP3aH ¢ XHnopuOpHHOreHeMus; chob11aBa ce ChIIo H 3a ahubpHHOreHEMHAA,

- KOSTO MOXKE Ja oBeAe 0 CMBPT. XunopuOpHHOreHeMuATa MOKe OU € CBBbp3aHa ¢
HaMaJIgBaHe Ha KoaryJallMOHHHTE (akTopy. T03H cuHapoM obade, TpaOBa Aa ce pasrpaHuuu
OT cnajaHeTo Ha BUTaMHMH K-dakropuTe, KOeTO ¢ NpeA3BUKBa OT (jeHoOapOuTan U eH3HMHH

HHIYKTODH.,

Ero 3ammo, npu HoBOpozieHHTe TpsAOBa Aa ce uscinensar 6poii Ha TpomboLmTH, PUOpHHOTeH B
IU1a3MaTa, KoaryiauMa i KOaryJalHOHHH (aKTOpH.

KbPMEHE

EKckpeumaTa Ha BAJIIPOAT B KbpPMAaTa € HUCKA, ¢ KOHUEHTpauus mexxay 1 % a0 10 % or
CepyMHHTE HHBA Ha MalKaTa. Bb3 OCHOBa Ha JIMTEPATYPHHA H KIIHHHYCH OITUT, KbPMEHETO
TpsOBa Ja ce pasriiesia KaTo ce B3eMe NoJ BHUMaHHe npoduna Ha 6ezonacHocT Ha JlenakuH
xpoHo 300 mg, ocobeHo XeMaTonoruuHuTe HapymeHua. (Bowe. Heowcenranu nexapcmeenu

peaxyuu)

4.7 Banarue BHPXY cnocofHOCTTA 32 modupaHe B padboTa ¢ MAIIAH
ITarmenTTe TpOBA Aa OBAAT NpEeaYNIPSACHH 38 PHCKOBETE OT CHHIMBOCT, O
Ha POTHBROT'BEPUOBA IMOJIMTEPAIHA WIH B KOMOHHaIM ¢ OeH3onHa3enHU
“"Bsaumoodeticmeus ™)

4.8 Hexe1anu JeKaApCTBEHH PeAKIHH
Hapywenun na xpvenama u aumgmama cucmema



YecTo Bb3HMKBaHE Ha TpoMOoumTONeHUs (BX. pasaen “IIpeanasan Mepku™) Paako (2 0,01 u
<0,1%): cmyyan Ha maHOMTONEHHA, aHEMKA, JIeBKoNeHua. He 1oCTaThYHOCT Ha KOCTHHA
MO3BK, BKIIIOYHTE/THO YHCTA allia3Hs Ha YePBEHHA Pell, arpaHyIOLMTO3a.

Cpo0masa ce 3a M30/IMPaHH CITyYaH Ha IOHWKABAHE HA KPbBHHA (GUOPHHOrEH U
YABJDKAaBaHE Ha MPOTPOMOHHOBOTO Bpeme, 0OOMKHOBEHO 0e3 NposBa Ha KITMHUYHU Genesn u
MO-CTCLIMATHO MPH BHCOKH JIO3H (HATPHEBUAT BaJIIIPOAT MPOABIBA HHXHOHTOPEH edeKT
BBPXY BTOpara (a3a Ha TpoMOOLMTHATA arperaus), (BXK. Ceino “ BpemeHHOCT )

Hapywenun na nepsnama cucmema

He yectt (0,1 1 < 1%): aTakcus

Muoro peaxu (< 0,01%): o6paTima nemeHIMA CBBp3aHa ¢ 0GpaTHMa MO3b4HA aTPOdUA
Hskonko crydas Ha CTynop M neraprus, BOJENIM NOHAKOra A0 NpexoJHa KoMa
(eHuedanonaTus); Te 64xa H30NHUPAHH WIH CBBP3aHHU C TOBULIABAHE YeCTOTATA Ha
IbPYOBETE B X014 Ha TEpanUATa,  HAMAIAXA [TPH CIHPAHE Ha JICYEHHETO WK NOHW)KABaHe
Ha f103ata. Tesn cryvad Bb3HMKBaxa Hali-Bede npu KOMOMHHpaHa Tepanus (T10-CISHATHO C
(enobapOuTaN WM TONMpaMaT) HIM clie] BHE3AIHO YBEINYABAHE JO3MTE HA BANIPOAT.
H3zonupan oOpaTuM NapKHHCOHHU3EBM.

IIpexonieH wim A0303aBUCHM GHH MO3UIHOHEH TPEMOP H COMHO/IEHTHOCT.

Criyyau Ha H30IHpaHA H YMEPCHA XHIIEPAMOHMEMHSA 63 MPOMSHA BBB HYHKIMOHATHUTE
YepHOAPOOHH H3CIeABAHUSA MOTAT Ja Bh3HUKHAT 4€CTO U He TpA0Ba Ja BOOAT A0
npeKpaTsBaHe Ha JeueHneTo. CrobiuaBa ce ChILO M 32 XHTIEPAMOHHEMHS CRBP3aHa C
HeBpOJOrHYHHM CHMIITTOMM. [IpH noaobnum ciydau Tpadsa ga ce OOMHUCHST AOIYLIHUTEIHN
u3cneapaHua (Bx. IIpeanasuu Mepku).

Koraro Jlenakus ce npunara HHTPaBEHO3HO, € BE3MOXKHO HAKOIKO MUHYTH ClIe]
HHDKCKTHPAHETO [a BE3HMKHE 3aMaHBaHe; TO H34€3Ba CIIOHTAHHO B PAMKHUTE Ha HAKOJIKO
MHHYTH.

Viurnu u nabupurmuu Hapyuiesus

Pemxu (> 0,01 1 <0,1%): rimyxora, ofpaTHMa min HeoOpaTHMA.

Cmomauno-ype6ru Hapyuenus

l'apene*, 60/IKH B ropHaTa 9acT HA KOpPEMAa, THAPHS Y€CTO BE3HMKBAT IPH HAKOH
IIAHVIEHTH B HAYAJIOTO Ha JISYeHHETO, HO OOHKHOBEHO M3YE3BAT ClIe/] HAKOJIKO JHHU Oe3
NpeKpaTABaHe Ha JICYCHUETO.

*Habmionasa ce chbLIO HAKOIKO MHHYTH CJIEA MHHTPABEHO3HO HIDKEKTHPAHE ChC CIIOHTAHHO
3aTHXBaHE B pAMKHTE Ha HAKOJIKO MUHYTH.

MHoro peaxu (< 0,01%): mankpeaTnT, HOHSKOra cMbPTOHOCEH. (8. Ipedynpescdenus)

bvbpeunu u ypunapnu napywierus

MHoro peaxu (< 0,01%): enypesnc.

Hamuue ca u3omHpaHH ¢ro01meHns 3a o6paTam cuaapom ma Fanconi, HO MeXaH3MET Ha
OeHCTBHE OLIE HE € ACEH.

Hapywenua na xooxcama u nookosxcHume moxanu
MHoro peaxs (< 0,01%): TokcHYHA enEJepMAJIHA HEKPOJIH3a, CHHAPOM Ha Stevens-
Johnson, eparema mysrTdOpME, 06pEB.

Hecto ce crobitiaBa 3a mpexo na H /MK 03080 CBLP3AHA AJONEHS.

Memabonumnu u xpanumennu napywenus
Mnoro peaxu (< 0,01%): xunonarpemus,
Cunapom Ha nenogxoasma cexpenus a AJIX (SIADH).

Cvo06u napywenus
Backyanr.

Obwu pascmpoiicmea u HapywieRus 6 MACMOMO HA NPWIONCEHUE




MHoro penxH (< (0,01%): me Texbk neprdepen exeM. |
Haxzasane Ha Terno. Toii kaTo ToBa € pHCKOB $AKTOP 32 CHHAPOM KA NOJIRKHCTO3A HA
SAYHHIHTE, TOBA TpHOBA Ja ce cenn BHEMATEANO (8oic. TIpeonasnu mepxu).

Hapywenua na umynnama cucmema

AHrmoeneM, CHHAPOM Ha JIeKAPCTBEH pall ¢ cO3HHOPUIAT B CHCTEMHEH CHMITOMHA
(DRESS), aneprauns peakiuH.

XenamoOunuapru HapyuieHus

Pegxu (> 0,01 1 <0,1%): vepuoapobnn yspexnanns (¢oic. pazoen “Ilpedynpescoenus’”).
Hapywenua na penpooyxmugnama cucmema u MaeyHume jHcie3u

AMeHOpes H RHCMEHOPEH.

Hcuxuampuunu vapyuienus
O0npKaBocCT.

4.9 IIpeaosnpane

Ilpa3Hany B CHMIITOMH:
IIprsnauKTe H2 OCTPO MaCHBHO IPEAO3NpaHe OOUKHOBEHO BKIIOYBAT KOMA C MYCKYJIeH
XMITIOTOHYC, XHTIOPEe(IEKCHs, MHO3a, HapyIlieHa AMXaTe/THa PyHKIA, MeTaboauTHa almao3a.
Hanmuue ca cMBPTHH CiTy4aH cien MacCHBHO NpeZo3UpaHe; BEIIPEKH TOBAa, OOMKHOBEHO CIIC/IBA
OnarompuaTeH H3XoA.
CumMrrromMuTe 00aye MOraT 1a Bapupar M ce ¢ro0llaBa 3a rbpqoae IIPH MHOI'O BHCOKH
iasMeHd HuBa. CpodinaBa ce 3a clIydad Ha IOBHLICHO MHTPAKPAHHATTHO HANATaHe CBBP3aHH
¢ MO3B4EH OTOK.
Osnansasane:
bOMHIMIHOTO NeYeHUe Ha NpeAo3HpaHeTo Tpsdea 1a ObAe CHMOTOMATHYHO: CTOMAILIHHAT
naBax Moxke Aa e ot monsa Ao 10-12 yaca cnex normeinane. M3pnpiisa ¢¢ kapano-
PECTHPAaTOPHO MOHUTOPHPAHE.
B HEKOMKO H30IMpPAHH CIIy4ad YCTEIHO € U3N0N3BaH HAIOKCOH, B ¢iyvail Ha MacHBHO
Mpeao3upaHe, ¢ YCIeX ¢a NMpUIaraHi XeMOAUANU3a U xeMonephy3us.

OPAPMAKOJIOTHYHHA TAHHHA
5.1 PapMaKkoAHHAMHYHH CBOHCTBA
(DapMakoTepaneBTHYHa rpyna; [IpoTHBOCTTHICITTHYHY CPEeaCTRA
ATC xoa NO3A GO
IupoxoCIeKTHPEH NMPOTHBOSNIIENITHYEH areHT,
Bannpoar ynpaxHasa e(eKTHTE CH MaBHO Ha HUBO UCHTPAITHA HEPBHA CHCTEMA.
®apMakOIOrHUHHUTE H3CTICABAHHS BBPXY KHUBOTHH AEMOHCTpHpaxa, ye Depakine Chrono
300 npurexapa NPOTUBOrbEPUOBH CBOWCTBA NPH PA3IMYHA MOJEIIH Ha eKCIIEpHMEHTAIHA
enuAencHs (reHepajIH3HpaHH H NapUMaiHi CEPYOBE).
Ilpu xopa, Depakine Chrono 300 cpimo aeMOHCTpHpa IPOTUBOSHWICNTHYHA AKTHBHOCT IIPH
Pa3IH4HH BHAOBE CIAICIICHA.

OCHOBHMAT My MEXAHHM3BM Ha JeliCTBUe BUAUMO € CBBp3aH ¢ noacwiBane Ha TAMK-
€prayHaTa akKTHBHOCT.

5.2 PapMaAKOKHHETHYHH CBORCTBA
Hatpuesuat Bannpoar ce abcopbupa Obp30 ¥ NHKOBH IU1a3MEHH HHUBA C€ TIOCTHIAT B

paMKuTe Ha 1-4 vaca, U e crabuiaeH B npoge/pkeHne Ha 4-14 vaca. [Tpu nepopanen npuewm,
85-100% ot nozara ce abcopbupa. ITomy>XKMBOTET IMPH MOBEYETO NalHeHTH € 8-20
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MOCTHIa B IOBEYETO CiTy4aH ClieA 3-5 JHH JieucHue. JINKBOpHATA KOHLIEHTpALUHSA JOCTHUra
npubausurento 10% or miasmenara koHueHTpanus. Hatpuepusr BJINIPOAT C€ CBBP3Ba C
npoTeMHHTe B NpHbnu3uTenHo 90%. BucokaTa creneH Ha CBhp3BaHe ¢ IPOTEMHHUTE MOXKE /1A
NpPeIU3BHKA PHCK OT KTHHHYHO 3HAYMHMH B3aHMOJICHCTBUS € IPYTH MPOTHBOCIWICHTHYHN
- JIEKapCTBEHH CPeAICTBa, 0co0eHO phenytoin (6okc. 4.5 “Jlexapcmeenu e3aumodeticmeus”).
3anoBonKTENEH KIHHHYEH edeKT OGHKHOBEHO C¢ JOCTHIa TIPH KOHLUEHTpauuH Mexay 300-
700 pmol/l, Ho ¢ HeoGxomuMO Ia ce B3eMe NpeABH] LIOCTHATA KIHHHYHA CHTYyalUs NpH
NaneHTa (6. 4.2 “[Josupoexa u nawun Ha npuroxcenue ), HaTpHeBHAT Bampoar ce
MeTa0ONIH3Hpa BBB BUCOKA CTENEH H Ce eKCKPETHpa B ypHHATA o GopMaTa Ha
KOHIOI'HpaHH MeTaboNHTH.

Depakine Chrono 300 uMa no-Hucka C,y 4 € ¢ No-MasKko qUIYKTyauys B ia3sMeHaTa
KOHUEHTpaUuHA npe3 O€Hd B CPaBHEHUE C racTpO-pe3HCTEHTHUTE Tab/IeTH.

53 Hpenmnﬂnqﬁn AaHHH 33 fe3omacHoOCT

-6. PAPMAINEBTHYHHA JAHHH

6.1 COoHCBLK HA DOMOIIAHTE BEIIEeCTBA

ETwn uenynosa, XHIPOMEIO3a, CHIMIHEB JUOKCHI, KONIOHIEH XHAPAaTUPaH, 3aXapHH HATPHIA,
MOMMAKPHIAT, MAKPOroJl, TAIK, THTAHOB JHOKCH.

6.2 HecnBMecTHMOCTH
HsaMa oTHOLIEHHE .

6.3 Cpox na rogsocT
3 TOAUHH.

6.4 Cuennannn yc/10BHA HA ChbXpaHEHHS
Jla ce cpxpaHABa Ha CyX0 MACTO MpH TeMmneparypa noj 25°C.

6.5 EcTecTBO H CHbAbLPKAHAE HA ONIAKOBKATA
Kyt cixe 100 Tabnerku (nactmacoBr Ty6u 2x50)

6.6 YKazaHud 3a ynorpeba, pabora u u3xpnpasue
Hama cieumaniu ykasaHus.

7. IIPHTEXATEJL HA PASPEINIEHHETO 3A YIIOTPEBA
Cano¢pu-Asenruc buiarapus EOOJ| |
1303 Codmap 6yn. An. Crambonuiicku 103 - Buiarapus

8. PEIrHCTPAITMOHEH HOMEP
9900385

9. JAATA HA ITbPBATA PETHCTPAITHSI/IIOMHOBSIBAHE HA
PEI'HCTPAIIMSATA

15.12,1999/ 22.06. 2006

AATA HA PEJAKIIAA HA TEKCTA
SAnyapn 2009




