KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA




1. NME HA JEKAPCTBEHUWI ITPOOAYKT

1T HUTENHA ATEHUMS N0 IEKAPCTBATA
AMHUTPHITTHIMH MAWJIAH 25 mg obeuTH Tabnerku f KDaImKa XapaiepuomuKka N NPOGYXITA - [TpuAOX e 1

Amitriptyline MYLAN 25 mg coated tablets on Poz. N p( oo /H
LM PO, N . et eeeen st s vs e

. PaspeuwieHue a0
2. KAYECTBEH 1 KOJIMHYECTBEH CHCTAB E F203/MA/RAP - ’;?/?3/08102”35

OGOBRERE A NE | voeiepirssiagposesadsseiverarsnsronserasorsssonses
Bcaka obeura Tabnerka chabpKa 25 mg aMUTPHITTUIMHO B HRAFGTOPRA{Y v

hydrochloride).

[ToMomnM BelecTBa ¢ U3BECTHO ACHCTBUE: NAKTO3a MOHOXHApPAT, 3aXxapo3a, [Ionco 4R uepreHo
(koxuHun uepseHo A (E124)), OpunaHTHO YepHo.

3a MbAHKUA CNHCHLK HA MOMOLUHKTE BELLIECTBA BHIKTE TOYKa 6.1,

3. JEKAPCTBEHA ®OPMA
Q0BuTa Tabnerka

KPT:I"JIPI, ABOMHOU3ITbKHAJIH Tﬂﬁ.ﬂeT”KH, CBCTJIO BHIIIHCBH HaA L(BAT.

4. KJIMHUYHU JAHHHA
4.1 TepaneBTHYHH NOKAZAHUS

Amutpuntunid MAHWNJIAH 25 mg obsuTH TabeTkH ca nokasaHu 3a JeuyeHue Ha CHMIITOMH Ha
JETIPECHBHO pa3cTPONCTBO, 0cOOEHO NMpH HEOOXOAUMOCT OT CEIaTHBHO AEHCTBHE.

4.2  [10o3BpOBKA H HAYHH HA NIPHJI0KEHHE

£03H POBKa

Bvapacmnu u ronowu na evzpacm nad 16 2odunu
Jieuenuero Tpabea aa 3anouHe ¢ 50 mg ao 100 mg AxeBHO, NpUnaraHy KaTo €AHOKPATHA A03a MPeaU
JIATAHE WM pa3feNiEeHH B HAKOJIKO MMpHeMa.

Ho3ara TpsabBa na 6bae yBenMyaBaHa NOCTENEHHO A0 NOCTUraHe Ha Heobxoaumusa edekr. Haii-
BMCOKATa NHEBHA 1034 3a aMOynaTopHo Jeuenye ¢ 200 mg.

[Tpn nocTuraHe Ha HEOOXOAUMHUA e(eKT, A03aTa € MOHHKABA MOCTENEHHO A0 Hal-HHUCKAaTa e(peKTUBHA
noaaspaxaua go3a (0ouxkHopeHo 50-100 mg aAHEBHO).

JHeBHaTA 1034 c€ MpHeMa B OTASNHH 03K, 2 A0 4 NbTH AHEBHO WIM KaTO €AHOKpaTHa Ao3a. [1pu
¢JIHOKpaTeH NHEBEH MPUEM Ce npernophuba npuinoxxenue sevep (50-100 mg npeau narave), nopaau
CeNaTMBHUA U CHHOTBOPHHSA €(EKTH HA JIEKAPCTBOTO.

Hayuenmu 6 cmapuecka gvzpacm
[Tpu naureHTH B cTapuecka BB3pacT Haa 65 roauHU jevenvero TpsdBa aa 3arno
75 mg,
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Bb3PAcT MOXE Aa Oble nBa BT MO-HUCKA OT 03aTa, He0OX04HMa NTPH MO-MJIaAM TAlUEeHTH.
XpaHEHETO HEe OKa3Ba BIMAHHE BbPXY €(EKTHBHOCTTA HA JIEKAPCTBOTO.

3a na ce u3derHat peUaUBH, NPENOPHLUATEIIHUAT MEPUO Ha JIeUeHHe e OT 3-6 Mecela.

HPUMHHE Ha JICHEHHETO

To3u JEKAPCTBCH ITPOAYKT MOXE Ja OBae 3aMeHEH C APYT ACKAPCTBEH NMPOAYKT, ChABPXKAL
dMHUTPUIITHIAHH, H]IX C APpYTI AMHTPHIITUWIWH, dKO Ta3H IIPpOMAHA CC HU3BLPILUBA ITON HaOAoeHHE Ha JICKap.

HayuH Ha NPWIONKEHUE

[IlepopanHo NpUIGKEHHE.
TabneTtkure TpadBa Oa ce NOrNLILAT ¢ BOAA.

4.3 IIporuBonOKa3zaHuA

e CBpPBXUYBCTBUTENHOCT KEM AKTHBHOTO BELECTBO WX KBM HAKOE OT NMOMOILHUTE BElECTBA,
n3bpoenn B Touka 6.1.

e CkopouleH HHGAPKT HA MMOKapAa, HapYUICHHA Ha aTPHOBEHTPUKYNAPHATA NPOBOIHMOCT,
HapyLUEHUA HA CBPACYHHA PUTHM.

e ENAHOBPEMEHHOTO NeyeHHe ¢ HHXUOUTOpH Ha MOHOaMHHOOKcHAa3a (MA O-uHxubuTops).
e Texxka yepHOApOoOHa HENOCTATHHHOCT.

4.4 CnenuanHu npeaynpexaeHus 1 npeanas’Hy MepKu npu ynotpeba

Y nemxapane Ha QT-uHTepBana

I[DKII&I[B&HH Cad CJIY4aH Ha yAb/DKaBaHC Ha QT-HHTGPBHHH H apHUTMHIL.

[Ipu maumesTH CBC CUrHuUKAHTHA Opasukapaus, ¢ AEKOMIIEHCHPaHA ChPACYHA HEAOCTATHHHOCT HIH
NPH TaKUBa, KOMUTO EJHOBPEMEHHO nNpUEMaT JiekapcTBa 3a yaw/DKaaHe Ha QT-uHTeppana ce
Npenopu4YBa NMOBULICHO BHUMAaHUE.

AKO € BBb3MOXKHO, NIPHEMBT Ha JIEKapCTBEHHS NPOAYKT TpaAbBa Aa ce npexpard HAKONKO AHU Npenu
onepauys; ako ChElIHAa onepaums e HeuszbexHa, aHecte3nonorsT Tpadsa na 6vae wHdopMHpaH, ue
[IAUUEHTHT C€ JIEKYBa C aMHUTPHITTUJIKH.

Heo6xoauMo € noBuieHO BHUMaHHE, AKO aMUTPUNTHIIMH C€ Npuiara rMpyu XUNepTHPEOHIHH NallieHTH
WJIH TAKHBA, KOUTO MpUeMaT JIEKapCTBEHH NMPOJYKTH 32 JIeUeHUe HA ILUTOBHIHATA HJIe3a.

BHe3anHOTO criMpaHe Ha TepanuAaTa, cjieq NpOABDKHTENHA ynoTpeba, MoXe Aa NpeIU3BUKa CHHAPOM
Ha OTHeMaHe. 3a Ja ce uzderte To3u eeKkT, CIUPaHETO Ha JeKapCTBEHKA NPOAYKT TpahBa aa ce
M3BBPLUIY MTOCTENEHHO.

[IpenopbuBa ce MOBULIEHO BHUMAHHE TPH NALMEHTHTE, KOUTO CTPAJaT OT 3aKPUTOBIbJIHA MMAayKOMA
(PLTPEOYHOTO HAJIAraHE MOXKE a C€ MOBHLIM) UK OT ObCTHNALMS.

[Topaau XONHHONHTHYHHTE CBOMCTBA HA AMHUTPHUITTWINH, JIEHEHHUETO HA MALMEHTH, C yTog
MOJIOBH UIE3H, TpAOBa [1a ce OCBILECTBABA C NOBUILIEHO BHHMaHKe (YBeNHYeHa YPUHE
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[Ipn nauueHTH ¢ OUNIONAPHO Pa3CTPOHCTBO, AMHTPHITTHIMH MOXE a YIECHHU NpPEBK]
MaHHiHa da3a.
TexKU KOXKHH peaklium




Texxxu xoxkHU Hexxenauy peakuun (SCARS), BKITIOUHTENHO IEKapCTBEHA PEeaKUUA C €03MHODHIHA H
cucteMHu cuMntoMu (DRESS), kouro morar na Onaat :kuBOTO3acTpalliaBailiy MIH SIETAJTHH, ca
CbOOLUEHH BB BPB3Ka C JICUCHHUETO C aMUTPUITTWIHH. [10BeueTO OT TE3M peakLMM ¢a HACTHITHIIH B
paMKHTe Ha 2 A0 6 ceaMuuM.

[IpH npeanucsaHeTo MauueHTHTE TpAOBa Aa 6bAAT MHPOPMUPAHH 3a MPHU3HALIUTE M CHMITTOMHTE U Aa
6baaT HabnONaBAaHKY BHUMATENHO 38 KOXKHH peaKklUUH.

AKO Ce NoABAT [IPH3HAUH H CUMITTOMH, l'IpE,Ill'IGJIElI’RU.lH TE3H pCaKUHH, NIPUWICKEHHCTO TpﬂﬁBa da CC

cripe He3abaBHO, JICUCHHETO ¢ AMUTPHITTUIIMH MAUJIAH APH TO3H NMaLUEHT HUKOra He TpaOBa aa ce
MOAHOBABA U TPAOBa [1a ce OOMUCIN anTepHATHBHO NleyeHHe (criopes ciyyas).

[ToMOLUHM BEHIECTBA € U3BECTHO JENCTBHE

To3u nexkapcTBEH NPOAYKT ChAbPIKA JIaKTO3a M 3axapo3a. [laupeHTH ¢ peiKd HacleICTBEHH TIpobaeMu
Ha ranakTO3Ha HJIM (PPYKTO3HA HENOHOCHMOCT, NBJEH JIaKTazeH AeQHUMUT, TCAIOKO30-rajlakTO3HA
manabcopbuus WK 3aXapo3Ha H H30MANTO3HA HELOCTATBYHOCT He TPA0Ba 1a NpUeMaT TOBa JIEKapcTBo.

To3u nekapcTBeH NPOXYKT CbABLPKA 230 OUBETHTENH ~ [ToHco 4R uepseHo (KOXHHHN YepREHO A) H
OPUAAHTHO HEPHO, KOUTO MOraT [a NpeAU3BUKAT &NCPrUiyHH peaKkLKH.

4.5 BianMoeHCTBHE ¢ APYTH JEeKAPCTBEHH NPOAYKTH H ApYru GopmMn HA B3aHMOAeHCTBHe

EaHoBpeMEHHOTO NPUIOKEHUE Ha aMUTPUNTWIHH ¢ MAO-uHXHOHTOpU MOXKE Ja JOBee A0 HEXEIaHH
e(eKTH KaTo XUINEPTOHUA, XHIIEPTEPMUA H KOHBYJICHH.

AMHWTPHUNTUAKH HE Ce npenopbyBa B KOMOMHALIMS CbC CUMNATOMHMETHYHH CPEACTRA.
Heobxonumo e nopyilieHO BHUMAHHWE TIPU [TPUNAraHeTO Ha aMHTPHIITWIMH C XOJMWHOIHUTHLIM H/AAH

XOPMOHH Ha LIHTOBHAHATA XU1€34a, [OPaaH Bb3MOKHU HEXXEIIAHK PeaKLIUH.

AHECTETHIIMTE, [IPHJIaraHu no BpEMeE Ha Tepaliig C T]JH]TCTPHI.IHIUIH'—IHH dHTHACIIPECCAHTH, MOraT Ha
IMOBHULUAT PHUCKa OT apUTMHH.

KDMﬁHHaQHH, HIWCKBAIH NPpEANA3IHA MECDKH I1DH gnmpeﬁa

Henpecantu Ha [THC: AMUTpUnNTAIHH MOXKe 1a 3aCWIM CeJaTUBHUTE €(PEeKTH Ha a/lKoXo/1a,
OapbuTyparure U apyru aenpecant Ha LIHC.

TpHUMKIHYHHUTE GHTHAENIPECAHTH ce MeTaboIu3MpaT B YepHHUA Opob OT cucTeMara Ha uuToxpoMm P450
2D6. JlexapcTBeHUTE MPOAYKTH, HHXHOHpALIU AKTHBHOCTTA HA Ta3H CHUCTeMA (XHHHWIWH H LUMETHAUH)
M Te3W MeTabonu3upaHu oT cucTemata Ha uutoxpoMm P450 2D6, Morat Aa NOBHULLIAT IU1a3MEHHTE HUBA
Ha TPHLUHMKIUYHUTE aHTHACTIPECHTH.

[IpenopwuBa ce MOBHUILICHO BHUMaHHUE B CIYYaHTE HA €AHOBPEMEHHO NMPHJIOKEHHE Ha AMUTPHIITHIHNH C
INYIOKCETHH, YMepeHO MoleH nuxudurop Ha CYP2D6.

AMMTPHUNTWIKH, H3MI0A3BaH B KOMOHHALIMA ¢ YEHTAHHI H CEPOTOHHHEPTHYHH JIEKAPCTBA, KaTo
CeNIEKTMBHH HHXUOHTOpH Ha 00paTHOTO 3axBallaHe Ha ceporoHrHa (SSRI), cenexruBHy HHXHﬁHTQpH
Ha 00paTHOTO 3aXBalllaHe HAa CEPOTOHHMHA M HOpagpeHanuHa (SNRI), HHXHOUTOPH Ha
MOHOaMHHOOKcHAasaTa (MAQ), tpuumknuyHy antuaenpecanty (TCA) # MupTaszanuH




[IPHYKHH CEPOTOHHHOBA TOXCHYHOCT (NOpafM MOBHILEHK KOHUECHTPALHH HA CEPOTOHHH B CHHATICA).
CepOTOHHHOBHAT CHHIPOM € BEpOATEH, ako ce HabnmogaBa HAKOH OT U3OPOSHHTE CHMNITOMM:

CIIOHTaHEH KJIOHYC,

MHAYUHUpaH KNOHYC WIH CIOHTAHEH OYEH KIIOHYC ¢ &XKMTALIMA WK anagopesa;
TpeMop U xuneppednekcus;

XHMIIEPTOHMA H TenecHa Temrneparypa > 38°C, unu HHAyUHpaH OUeH KNOHYC.

4.6 Pepruanrer, 6peMeHHOCT H KLpMeHe

bpeMmeHHOCT
[IpunaraHeTo Ha NEKapCTBEHUA MPOAYKT N0 BpeMe Ha 6pemeHHOCT TpadBa aa ce oOMHUcaA OT nexap,
CaMo aKo NOTEHLUMAIHATA 110134 3a MaHKaTa MPEeBUIIIABA MMOTCHUKAIHKHA PHMCK 3a NNoa.

KbpmeHe
Tpabsa na ce B3eme pemenue qanu Amutpuntunnd MAKWJIAH na ce npunara no Bpeme Ha KbpMEHe,

KaTo ¢e B3EMAT MpeABUI Nnoa3ata OT KbPMEHETO 3a AETETO U Non3ara OT TEeparuaTa 3a XKeHara.
4.7 EdexTn BLpXY cnocobHocTTA 32 IHOPpHpaHe » paboTa ¢ MAILHHHA

AMWTPHITTHIKH MOXE a HMa YMEPEHO JI0 3HAYMTEITHO BJIMAHUE BBpPXY CNIOCOOHOCTTA 3a odupaHe H
paboTa ¢ MamdHK. Morat na ce MOABAT XanOUMHALWH, CHHIMBOCT.

4.8 Hexenann NeKapCcTBEHH PeAKIIHH

O6o61eHne Ha npoduna Ha Ge30nacHoOCT
Texxn koxxHU Hexenanu peakuuu (SCARS), BKNIOUHTENHO AEKAPCTBEHA PeaKLiMs ¢ €O3UHODUINA U
cucteMHH cUMITTOMU (DRESS), ca ¢r0011eHY BbB BpB3Ka ¢ JIEYEHUETO ¢ aMUTPHUIITHWIHH (BX. TouKa 4.4)

Hexxenanure peakuvy ca u3bpoeHH Mo CHCTEMO-OpPraHeH Kiac.,
HecroTara Ha HEXKENaHUTE peaklMM € OIpeesieHa M3NOA3BaiKi cleHata KOHBeHUMA: C Hen3BecTHa
uyecToTa (OT HAJTUMYHUTE JaHHU HE MOXKe 1a Obae HanpaBeHa OLCHKA).

Cucremo-opranen knac | Yecrora Hexenano crbutHe
Hapywenus Ha kppBrau | C HeussectHa | [loTHCKaHe Ha KOCTHHA MO3BK, arpaHyJoLIMTO3a,
nuMbHAaTa CHCTEMA 4yecToTa NIEBKOTIEHHA, €O3HHOPHINA, TPOMOOLMTONEHHS
HapyumieHus Ha C Hem3BecTHa | 3aryba Ha anenut, XMNOHATPHEMUS
meTabonusma 4yecToTa
_XpaHeHeTo _
[TcuxuyHu HapyleHus C HeuseectHa | be3chbHue, xanouuHaLMH, ChCTOSHHE Ha
4eCTOTA 0OBPKAHOCT, XUTIOMaHHUA
Hapyirenns Ha HepeHaTta | C HeusBecTHa | Tpemop, CHHIMBOCT, rmaBobonue, aTakcus,
cHCcTEMA 4yecToTa HapyLIEHHE Ha roeopa (au3apTpua), nepugepHa
HEBPOIATHA, TCHEPAIIM3HPAHY EMTWIEIITUYHH
_ IIPHCTBITHK
HapylueHnsa Ha ouuTe C HeuspecTHa | HapyliieHue Ha akomMOaLUaTa, CYX0 OKO,
4yecToTa Muapuasa (pasinpsBaHe Ha 3eHUMLATa),
3aMBIJIEHO 3PEHUE, NOBULLICHO BETPEOUHO
HaNATaHe
Hapyuienus Ha yxoto H C weuspectHa | llym B yirute
nabupHHTA 4eCcToTa 3 A7
Chpae4yHH HapyLIEHUS C "HensBectHa | Taxukapaus, MuokapaeH uHdap (E MUE.N
4yeCTOTa




CBAOBH HapyILIEHUA

C HeH3BECTHA

OprocTaTHYHA XHIIOTOHHUSA

4eCTOoTa
CToMallHO-YpERHH C HeuspectHa | CyxoTa B ycTaTa, rajicHe, NOBpbILAHE, CTOMATHT,
HapylIeHHs 4eCTOTa [MAPaJIMTHYEH UAEYC
Xenarobunuapuu C HeuspecTHa | XofecTarHyHa xKBATEHULIA
HapylUICHHUS 4eCTOTA
Hapyiienna Ha koxkara 1 | C HeH3BecTHa | XHNepxuaposa, ypTHKapus, peakLius Ha
NOAKOXKHATA ThKaH 4eCTOTA {OTOHUYBCTBUTEHOCT.

JlekapcTBena peakuus ¢ e03MHOMHINA |
cucreMHH cuMnToMu (DRESS)

C "HeH3BeCcTHA
YyecToTa

Hapyluenus na

BL3MIPOXU3BOJAHTENIHATA
cUCTEMa U I'bpAara

["anakTopes, rHHEKOMAcTUS, TECTHKYJIapeH OTOK

O61uu HapylleHus u C HeusBecTHa | YMoOpa

e(EeKTH Ha MACTOTO Ha 4EeCTOTA
NPUIIOIKEHHE
Hacnensanus C HeH3BeCTHA [loBuuiaBaHe unu HaMalIfABaHe HA TECOTO,

4YeCTOTA eJIeKTpoKapHorpamMa ¢ yasmked QT- uHTepsan,
MOBMIIABAHE WK HAMANABaHE Ha HUBATA Ha

KPbBHATa 3axap

Crobi1aBaHH ca Cllyuay Ha CYMLIMAHH MUCIHM ¥ CYHMLIHAHO TIOBEACHHUE 110 BpeMe Ha APHUEM Ha
aMUTPUNITWIKH U CKOPO C/IeA MPEKPATABAHETO Ha IEUEHUETO.,

EdexT Ha nexkapcTBeHaTa rpyna

EnuaemMHonOru4yHy [poyyBsaHus, NpoBeeHU MPeAUMHO NPH NAaLMEeHTH Ha S0-roaMiluHa Be3pacT U Mo-
BB3PACTHH, [TOKA3BAT MOBHLIEH PUCK OT (PpaKTypH Ha KOCTHTE NpPH nauueHTH, npuemainy SSRIs u
TCA. MexaHU3MBT, BOAELT A0 TO3H PHUCK, € HEU3BECTEH.

BHre3anHOTO npekpaTaBaHe Ha JeYEHUETO, OCOBEHO ciesl NPOABIKUTENHA TEpanus, MOXe a JOBEAE
A0 CUMITTOMH Ha OTHEMaHe KaTo O€3ChbHUE, NOBHLICHA Pa3ApPa3HUTENHOCT, rafieHe, rinapo0oIHe U
xunepxuapo3a. Cnex npeycraHORABaHe Ha IEUEHHETO, Npe3 NbPRATa CEAMHLIA Ca JOKIaABaAHK
OTHEAHH CAy4an Ha MaHUA U XUITOMaHHSA.

CrofiiasaHe Ha MONO3UPAHH HEXENAHU PEaKLIKK

CrobiiaBaHeTo Ha NOAO3UpPaHH HEXeNIaHU peakUMH ciie/l pa3peliaBaHe 3a ynotpeba Ha JJeKapcTBEHHA
MPOAYKT € BavkHO. TOoBa NO3BONABA Ja NPOAB/DKU HabNMIOAEHHETO HA CHOTHOLIEHHETO NOJ3a/PHCK 32
nexapcTBeHHsa npoAykT. OT MEAHLIMHCKHTE CITEHATUCTH C€ M3UCKBA Ja CboO1aBaT BCAKA
noJo3HpaHa HEXElaHa peaklius Hpe3 HalMOHATHATA cUCTeMa 3a ChoblllaBaHe:

H3nwenHuTenHa areHuMa no nekapcersa (MAJI)
yn. JamaH ['pyes Ne 8

1303, rp. Codus

P. bvarapus

Ten.: +359 2 8903 417

Makc: +359 2 8903 434

e-mail: bda@bda.bg

yeGcaliT: www.bda.bg

4.9 Ilpenosnpane

B cnyuaii Ha rpefo3HpaHe ¢ aMUTPUIITHIIKR, HAR-YECTH ca CUMITOMMUTE, NPHY
XONMUHONMTHYHOTO M ARHTHXHCTAMMHHO AeiCTBHE HAa AMUTPHIITHAMH.




[loctmapkeTnHroso HabmoneHue u cbobiieHy B nUTEpaTypara ciy4yan Ha CHHApoM Ha Brugada u EKT
npomenu T Brugada (BEKI) npu npenosvpaHe ¢ aMUTPUIITHIIHH.

[Ipeno3supaHeTo ¢ aMUTPUITTHIIMH NPU AELiA MOXKE Aa MMa CEPHO3HM nocaeacTsui. Jleliata ca ocobeHo
YYBCTBHTCJHH HA KOMA, KapJJUOTOKCHYHOCT, PECTIHPAaTOpHATA ACTIPeCH, NPUNaakUH U
XHIIOHATPHEMHUS, IETAPTHA, CHHYCOBA TAXHKAPAHA, CHHIIMBOCT, TrajieHe, NOBPhIUAHE H XHNEPrIHKEMU,

S, GAPMAKOJOIHYHHA CBOMCTBA

5.1 PapMaKoOANHAMHYHH CBOCTBA

(DapMakoTepaneBTHYHA rpyna. AHTHAENPECAHTH, HECENEKTHBEH HHXUOUTOP Ha 0OpaTHOTO 3axBalilaHe
Ha MmoHoaMHuH, ATC koa: NO6AA(O9

MexaHH3IBEM HA NEHCTBUE

AMHUTPHITHAHH € TPHLHKAHYEH aHTHACIPECAHT K aHAIreTHK. MMa M3paseHH aHTUXONHHEPrHYHH H
ceaaTHBHH cBolicTBa. [IpenoTeparasa o6paTHOTO 3axBalljaHe H 10 TO3H HAYWH HHAKTHBHPAHETO Ha
HOPAJPEHAINH K CEPOTOHHH B HEPBHHTE OKOHuYaHHA. [IpenoTBpaTABaHETO Ha 0OPATHOTO 3aXBalllaHe Ha
T€3W MOHOAMHHOBH HEBPOTPAHCMHTEPH 3aCWIBA TAXHOTO ACHCTBUE B MO3bXa, TOBa € CBBP3aHO C
aHTHACITPECaHTHA AKTHBHOCT.

5.2 @apmMaKOKHHETHYHH CBOHCTBA

Abcopbuus

Cnea BBTpPELIHO NPHIIOXKEHHE, AMUTPHOTHAKH ¢e abcopOupa 6aBHO M HAITBITHO.

[Ipu nepopanHo npuncKeHue, NUKOBETE HA [U1a3MEHH HUBA CE€ AOCTUraT CJIEA NPUOIU3UTENHO 2 [0
12 yaca. Xpanata He nosnuaBa abcopOuuara Ha aMUTPUNITHIMHE. T KaTo roniMa 4acT ot
AMMTPHUITTHIMH ¢€ MeTabOIM3Upa NPU TBPBOTO NPEMUHABAHE Npe3 YepHUs Apol, Heropara
OGUOHATMYHOCT € OTHOCHUTENHO HHcKa (30-60%).

PasnpenencHue

CBBbp3BaHETO ¢ MJ1a3MEHUTE NPOTEHHH € OKOJIO 95%. AMHTPUNTHIME H HErOBUAT OCHOBEH MeTaboIUT
HOPTPUITTH/INH NPEMHHABAT Npe3 MaueHTapHaTta fapuepa.

buorpanchopmariun

[IpakTHYECKH NOYTH LETHAT AMUTPUITTUINH ce MeTabonuaupa B yepHua apod. Metabonu3aMbT Ha
aMUTPUNITHIMH Ce OCBhLUECTBABA MPEAUMHO Upe3 AEMeTHINpaHe, XUAPOKCHITHpaHe, N-OKCHaaLHs,
nocneABaHa OT KOHIOTHPAHE ¢ MIIOKYPOHOBA KHUcelMHA. OCHOBHUAT aKTHBEH MeTaboMIUT, KOHTO ce
obpasyBa upe3 N-gemerunauus, e HOpTpunTHauH. [Ipy nepopaiHo NpuUIoXKeHWe HA AMHUTPUITTHIINH,
NMUKOBUTE TU1a3MEHH HUBA HA HOPTPUIITWIMH ce JOoCTHraT cnea 8 -24 uaca. Oxono 7-10% ot
HACEJIEHUETO HMA IF'CHETHYEH Ne(eKT, KOMTO ce U3pa3dBa B NMOHHKEHA aKTHBHOCT Ha €H3MMHATA
CUCTEMA, OTTOBOPHA 32 YEPHOAPOOHHUA MeTabONH3BM HA TPULIMKIUYHUTE aHTHAENpPECaHTH (LIMTOXPOM
P450 2D6). I1pu Te3n nauneHTH vecto ce HabnogasaT ysenuyeHH ctoiHocTH HA AUC Ha
JIEKapCTBEHHMA NPOAYKT (40 8 MBTHU 110 BUCOKH).

EnuMunupane

EnvMUHAUMOHHUAT MOMYKUBOT HA AMHUTPHUITHIHH U HErOBHTE MeTaboNMTH Bap
MAUMEHTH U € 10303aBUCUM, ENMMHHALUNOHHHUAT MONYKUBOT HA AMUTPUIITIIIMH
10 po 50 qaca (cpeano oxono 19 yaca), a eTMMHHALMOHHHAT NOJYXHUBOT Ha HET




MeTa0OIUT, HOPTPHUNTUNHH, € B rpaHuuuTe Ha 20 10 100 yaca. [ToyTy UANIOTO KONMYECTRO
AMHTPHITHIHH ce eIMMUHUpa npe3 0v0peunTe. B pamkuTe Ha 24 yaca OT npueMa Ha eIHOKpaTHa 1034
aMHUTPUINITHWIMH OKOJI0 25-50% OT nekapeTBOTO ¢€ OTAENSA € YPHHATA KATO METaOOHUTH.

5.3 IlpeaAxAHHHA4YHU JAHHH 32 0e30MaCHOCT

HexnuHUYHMTE J2HHHU He Noka3saT 0co0eH PUCK 3a XopaTa Ha 6a3a Ha KOHBEHLMOHATHHUTE

(hapMaKoJIOrH4YHKU NMPOYUBaHKA 3a 6€30MacHOCT, NPOYYBAHHA 38 TOKCHYHOCT TIPH MHOTOKPATHO
npwiaraHe U reHOTOKCHYHOCT.

[Ipy HEKNHHUYHK NPOYHBaHHA KAHLEPOT€HHOCT U PeNpoAyKTHBHA TOKCHYHOCT ¢a HabmogaBaHu caMo
MPHY €KCNOIULIMK, KOUTO MHOTOKPaTHO HANBHIABAT MAKCHMAJIHATA €KCTIO3HLIMA NPH XOpa, KOeTo
NoKa3Ba MAJIKO 3HAYEHHE 32 KIHHMYHATA yrnoTpeba.

6. OAPMAILEBTUYHU TAHHHA
6.1 Cnucnk Ha NOMOIIHHUTE BelllecTBA

Aopo:

JlakTO3a MOHOXHIpAT
KaprocdeHo HULIeCTE
Tank

MarHe3ues cTeapar
[loeuaoH

Obeusxa:

OcHOBEH OYyTHIMETAKPUIATEH CHIIONHMED
3axapo3sa

Tanx

Apabcka ryma

IHonco 4R uyepreHo (KoxuHun yepseHo A (E-124))
BpHagHTHO YepHO

[Tyenen Bochk Oan

Kapnay6ckn BOCHK.

6.2 HecbBMECTHMOCTH
Henpunoxumo.,

6.3. Cpox Ha roguocTt
3 rOAMHH.

6.4 CroeuHAaJHH YC/I0BHA HA ChXPAHEHHE

Ha ce cbxpaHsaBa nog 25°C.
Ha ce cbxpaHABa B OpPMIrHHATHATA ONAKOBKA,

6.5 Bua u chbabpKAHAE HA ONAKOBKATA

Ob6surute TabneTku ca onakosanu B 6muctepu ot AVPVC donuo; no 30 obs O REYEGA \ %4

Eaun 6aucrep (30 tabnerxn) unm asa 6nucrepa (60 TabneTku) ca nocraBeHH{3as JHCIOEEa H = |

KapTOHEHa KYTHA ¢ HeoOxoaumuTe 0603HaueHns. S R A Y/
. _3 .



He BcuukH BHAOBE ONAKOBKH MOrart aa ObpaaT ImycHaTH B npogaxda.
6.6 Cnennajuu npeana3Hi MEPKH NpH H3XBbpasiHe H pabora

Hama cneuanHM M3IMCKBAHHKA.

7. ITPUTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA
Maiinan EOO/]

Odwuc crpana ,,Cepavka oducu®

byn. Curaskoso Ne 48, er. 7

1505 Codua
Brarapus

8. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

20000517

9. JATA HA IIBPBO PA3ZPEINABAHE/TIOAHOBABAHE HA PA3PEINEHHUETO 3A
YIIOTPEBA

Iata Ha nbpro paspewmasane:; 07 centemepu 2000 r.
JlaTa Ha no¢nenHo nogHoeaeaHe: 12 roau 2006 r.

10. JATA HA AKTYAJIUIUPAHE HA TEKCTA

07/2025




