KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



I.  VIME HA JIEKAPCTBEHHSI IPOXYKT SV Y ¥,

Jlepkanukon 10 mg ¢uamupanu TadJIeTKH

Lercanicon 10 mg film-coated tablets | 639__;}2} "1 4 -04- 2005
2. KAYECTBEH U KOJIMMECTBEH ChCTAB

Besika  GuiMupana  Tabnetka cwhabpxka 10 mg  JiepkaHWAMNUHOB  Xuapoxsiopua  (lercanidipine
hydrochloride), exsuBanienten Ha 9,4 mg nepkaHuauInuH (lercanidipine).

3a IbJIHUS CITUCHK HA ITOMOILHUTE BELECTBA, BWXKTE To4YKa 6. 1.
3. JJEKAPCTBEHA ®OPMA

Mdunmupana TabJieTka.

Jlepkauukon 10 mg ¢guamupany TabIeTKH: KbJITH, KPBIJIK, ABOHHOM3IIBKHAIM, GUIMHPAHK TabJIeTKH C
JICJIMTEJIHA YepTa OT €lHaTa CTpaHa M IJIaJIKK OT Jipyrara.

JlenurenHara yepra € caMo 3a yJECHsABaHe Ha CYYIBAHETO C L1eJ1 M0-JIECHO MOIIbIIAHE, a He 32 pa3/ieisHe
Ha paBHH J103H.

4. KJIMHUYHHU JAHHHU

4.1 TepaneBTHYHH MOKA3aAHMS

JlepkaHukoH ¢puiiMHpaHu TabJETKH € 10Ka3aH 3a JICYEHHUE Ha JieKa JI0 yMEepPEHa eCeHUMalHa XUIICPTOHMS.
4.2 Jlo3upoBKa M HAYHH HA NPHJIOKEHHE

Jlo3upoBkKa
[IpenopwuBaHara fo3a ¢ 10 mg nepopajiHO BeIHbXK JIHEBHO HAH-MaJIKO 15 MUHYTH Npe/Id XpaHeHe; /103aTa

MOXKe J1a ce yBeJIMuM 10 20 mg B 3aBUCUMOCT OT UH/IMBH/lyaJIHUs OTIOBOP Ha MallMEHTA.

Turpupanero Ha jgo3ata TpsOBa ja cTaBa IOCTEIEHHO, 3alllOTO MOXKE Ja ca HEOOXO/MMH 2 CeJIMHLIM
JIOKATO C€ MPOSBH MAKCUMAaJIHUs aHTUXUIIEPTEH3UBEH €()EKT Ha JIEKApCTBOTO.

Hsakou nauMeHTH, IpPU KOMTO HE Ce€ IOCTHra JIOCTaThbYeH KOHTPOJ C MOHOTEpanus ¢ €JHO
aHTUXENEPTEH3UBHO CPEJCTBO, MOraT Ja ce MOBIUAAT OJaronpusaTHO OT N00aBAHETO Ha JIEpKaHUIAMIIMH
KbM Teparnus ¢ Oera-ajjpeHopelepTopeH Osiokep (aTreHoso)), JAMYPETHK (XHAPOXJIOPOTHA3WI) HJIK
MHXUOUTOP HAa AHPMOTEH3WH KOHBEPTHUPALLUs €H3UM (KaITOIPHII WIWJI €HaJIalpuiI).

Twi kaTO KpMBaTa J103a-OTrOBOP € CTPBMHA, ¢ IJiato npu ao3u mexay 20-30 mg, Majko BEpOSTHO €
ehpvkacHOCTTa Aa ce MoAoOpHU OT MPUIIOKEHUETO Ha I0-BUCOKH JI03HM, KAaTO CHIIEBPEMEHHO HEME/IaHUTE

JICKAPCTBCHHU pCaKLIUKU MOraT Ja €€ yYBCJ/IM4AT.

Iayuenmu 6 cmapuecka ev3pacm
Makap 4e papMaKOKUHETHYHUTE JIaHHU M KJIMHUYHHAT ONMT IOKa3BaT, Y€ HE C€ Hajlara KOPEKUMS Ha

n03ara, HeOOXOAUMO € CrELMaJIHO BHUMAHHWE TPH 3ario¥BaHe Ha JICYEHUETO INPH MNalMeHTH B CTapyecKka
Bb3PAacT.




Ileouampuuna nonyaayus
He ce npenopsuba ynorpebara Ha NepkaHUAUITHH MPY AELA K IOHOIH NoA 18 roAnHy nopaau JIMIcaTa Ha

KJIHHHYEH ONHT.

Bvbpeuna unu weproOpobHa HedocmamvYHoCm
Heo6X0aMMO € MOBULIEHO BHUMAHKE MPH IEYEHHUE Ha NAaLMeHTH ¢ yBpeacHa 6u0peuHa uiu 4epHoapoOHa

GyHKUMA B NeKa 10 yMmepeHa cTeneH. Makap ue obuyaHHaTa npernopbpyBaHa 1032 MOXE A3 C€ MOHACS
106pe OT Ta3u rpyna NaudeHTH, yBEeTH4eHHETOo Ha 1o3aTa A0 20 mg AHEeBHO TpAOBa Aa CTaBa NpeANa3IHBO.
AHTUXHUMEPTEH3UBHUAT €(EKT MOXKe Ja Ce€ 3aCHWIH NpPH MalMEHTH ¢ Y€pHOAPOOHO YBpEXAaHE W 3aTOBA

TpaOBa Aa ce MOMHUC/IH 32 KOPEeKLUs Ha A03aTa.

He ce npenopwuBa ynorpebaTa Ha AepKaHUAHIHH IPU NAKKHEHTH ¢ TEXKO YEPHOAPOOHO YBpEXKAaHE HIMH C
TexKo 6L6petiHo yBpexaaHe (KpeaTHHHHOB KIHpBbHC < 30 ml/min).

HayuH Ha npuioXeHue:

3a nepopajiHo NPHIIOHKEHHE.
Tabnerkure TpabBa aa ce mpueMar ¢ BoAa Hal-manko 15 MHHYTH rpeid XpaHeHe. [o3d JieKapCTBEH

NPOAYKT He TpabBa Aa ce nprueMa cbe CoK OT rpedindpyT (BXk. Touku 4.3 1 4.5).

4.3 IIpoTuBOomOKAIAHUA

—  CBPBXYYBCTBUTEJIHOCT KbM JIEPKAHUAUNHH, KbM HAKOM NHXWAPONUPHAMH HIM KbM HAKOE OT
MOMOIIHHUTE BellecTBa, U30poeHU B T. 6.1;
—~  OO6CcTpyKLUHs HAa U3X0/a Ha 1ABaTa KaMepa,
— HenekyBaHa 3acTOHHA Cbhp/ic4Ha HELOCTATBUHOCT,
— HecrabunHa aHruHa NEKTOPHC;
— Jlo eanH Mecell ¢iea MHpapxT Ha MBOKapAa,;
—  Texko OLOpeuHo WK YEPHOZPOOHO YBpEKIaHE,;
— EnHoBpeMeHeH npHeM C:
o Momuu uHxubutTopu Ha CYP3A4 (BHXK Touka 4.5);
O UMKIOCNOPHH (BHXK TOYKA 4.5);
O COK OT rpeingpyT (BHX Touka 4.0);
— BpemeHHOCT U kKbpMeHe (BHX TOUKA 4.6);
—  XKeHu B fAeTepoHA Bb3PAcT, OCBEH aKo HE e U3M0/3Ba €(hEeKTUBHA KOHTPALICTILHA,

4.4 Cuenunaaud npeaynpexieHHs H NPeANA3ZHA MEPKH NpH ynorpeda
CuHapom Ha H0iHUS CHHYCOB Bb3€EN

HeobxoauMo e crerdajiHo BHUMaHHe npy ynorpedarta Ha NEepKaHUONNHH NIPH NALUEHTH ChC CHHAPOM Ha
60JIHMA CHHYCOB Bb3eJ (aKO HE UM € MOCTABEH NEACMEHKDP).

JleBokaMepHa RUCHYHKIIMA K UCXEMHH4HA DONECT HA ChPLIETO.

Makap ue XeMOAHHAMHYHH KOHTPOJIMPAHW H3MHTBAHMA HE IIOKA3BaT YBPEXIAHE HA BEHTPHKYJapHaTa
QyHKLHM, HeOOXOAUMO € BHHMaHue NpY NaUMeHTH ¢ JHchYHKLUA Ha adBaTa KaMepa. Ilpeanonara ce, ue
HSIKOH KpaTKOAeHCTBAalM AUXHAPONMPUIMHHM C€ CBBP3BAT C TMOBHLIEH CbhPACHHO-CBAOB PHCK MpH
nalueHTH ¢ UCXEMHYHA BoNecT Ha ChpLeTo. Makap ue NepkaHWAUNKH € AhJIrojaehcTean, HeobXoaHMO €

NMNOBHILUCHO BHHMAHHEC IIPpH TC3H MALHCHTH.

AHIMHA NEKTOPHUC ‘&H ﬂ(}\

Haxkon AMXMAPONUPHUAMHM MOTaT B PelIKM CIy4ad Aa AoBelaT A0 MNpeKopananHa /u Ra-17 \Y
neKTopuc. MHOrO paako NpH nauMeHTUTe ¢ TIPEAILeCTBalla aHI'MHa MEKTOPHC C¢ HAU rofte B A .1:0) PNBHEI ¥
YECTOTA, TIPOAB/DKUTEIHOCT HIM TEXKECT Ha Te3d NpucTonu. Morat na ce Habn ﬂta a'r-"u mmupaﬂn \
c/lydaM Ha MHDAapKT Ha MHoKapAaa (Bk Touka 4.8). i SP0 NEE A
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[punoxenue Npu Hapyiiena 6n6peuna wiy 4epHoapoOHa GYHKIIMA
HeobXoauMo € cnelMdalHO BHUMAaHHE, KoraTo 3arovsa JIeYEHUETO NpH MALHEHTH C Jieka A0 yMepeHa

6b6peuna wiM YepHoapoOHa nuchyHKuus. Makap de obnyaiiHaTa npenopbyYBaHa a03a MOXe Jla ¢ noHacs
n00pe OT Ta3H Ipylia NalMEHTH, YBEIHYEHHETO Ha fo3aTa 10 20 mg aAHerHO TpsOBa 1a cTaBa Npeanasinso.
AHTHXHIIEPTEH3UBHUAT €pCKT MOXE J1a Ce 3aCHIM NMpPH NALHEHTH ¢ YEpHOAPOOHO YBpeKaaHe W 3aTOBa

TpAOBa A2 ¢€ NOMHCIIN 38 KOPEKLIMA Ha J103aTa.

He ce npenopbuba yroTpedara Ha JepKaHUAHNHH NPH MALMEHTH C TEXKO YEPHOAPOOHO YBPEKAaHE HIH C
Texko 6uOpedHo yBpexiaaHe (KpeaTHHHHOB KiMpbHC < 30 ml/min) (81K Touka 4.2).

Hunyxropu Ha CYP3A4
HUnnyxropure na CYP3A4 kaTo aHTHKOHBY/ICAHTH (Hanpumep (eHuToMH, kKapbamasenuH) ¥ pupamMnuumH

MOTAT 11a OHMXKAT TUIA3MEHUTE HUBA HA JIEPKAaHHUIHITHH U IO TO3M HAYUH e(UKACHOCTTA Ha JIEpKaHAAHUIHH
e 6be No-MajiKka OT o4akBaHaTa (BMK TO4Ka 4.5).

AJIKOXON
Heo6xoaumMo € aa ce u3bsrea KOHCYMalLMATa Ha ankoxoJl, Thil KATO TOH MOXe Ja NOTeHLMpa ehekTa Ha

Ba30MIaTHPALLMTE AHTHXHUIIEPTEH3IUBHY JIeKapcTBa (BHX Touka 4.5).

4.5  B3aumoaelcrBHE ¢ JPYIrH JIeKAPCTBEHH IPOAYKTH H APYrH GOPpMH HA B3IAHMOACHCTBHE

MeTabonUTHH B3aUMOIEUCTRUA
UssectHo e, e nepkavuaunuH ce Merabonusupa or CYP3A4 ensum u 3aroBa MHXHOMTOpHTE H

unaykropure Ha CYP3A4 npunaraHd eNHOBPEMEHHO MOTaT Ja B3auMojeHCTBaT ¢ MeTabonusma #
€JTMMHHHPAHETO HA JICPKAHUUIIHH.

Huxubumopu na CYP3A4
Tpabsa na ce W3bArsa eJHOBPEMEHHOTO HPHIIOKEHHE HA JIEPKaHUAMNMHMH W HHXuOuTopH Ha CYP3A4

(KETOKOHa30J1, HTPAKOHA30J1, PHTOHABHp, €PHTPOMHLIMH, TPOIEAHAOMHUCHH) (BXK.TOYKa 4.3),

Eano npoyusaHe 3a B3aMMOAEHCTBUA Cbe cuneH uHxuburop Ha CYP3A4 nokassa 3HAYMTEHO MOBULICHHUE
Ha IJIa3MEHHTE HMBA Ha JiepkaHWAWNUH (15-kparno nosuiieHue Ha AUC (muoilra noj Kpusata) U 8-

KpaTHO NnoBULIeHHe Ha C ~ 3a eHaHTHOMEpA S-TepKaHUAUIIHAH).

L{urcnocnopun
[{1xn0cnOpHH U NepKaHUAUINKH He TpaOBa ja ce MprIaraT eJHOBpeMEeHHO (Bx.To4Ka 4.3).

Cnen eqHOBpPEMEHHO MPUIOXKEHHE ce HabnioJaBaT MOBHILIEHH IU1a3MEHH HUBA KAKTO Ha JIEpKaHHOHUITHH,
Taka W Ha UMKJIocnopuH. ExHo npoyyuBale cpen mnaau 3apasu 100pOBOJILIM MOKA3Ba, Y€ aKO LHKJIOCTIOPHH
ce npunara 3 yaca ciea npHeMa Ha JICPKaHWIMIKH, JUIa3MEHUTE HHBA Ha JICPKAHHWAMTIMH HE C¢ NPOMCHAT,
nokato AUC Ha LHKIOCIIOpHH ce moBulIaBa ¢ 27%. EqHOBpeMEHHOTO TIPAIIOKEHHE HA JIEPKAHWIHIIHH H
LIMKIIOCTTIOPHH, ofave e nopeilo A0 3 KpaTHO MOBHUIEHHE HAa IUIA3MEHWTE HHMBZ Ha JIEPKAHHJIMIIHH M

nopHILeHHKe ¢ 21% Ha AUC Ha HMKJIOCTIOPHH.

Cox om zpeiinghpym

JlepkaHUOWITHH He TpAOBA a ce NMPUEMa CbC COK OT rperngpyT (BikK.TouKa 4.3).

[lonobHO Ha IpYrMTe IUXMAPONHMPHAWHM, JIEPKAHWAMIMH € 4YYBCTBMTENEH KbM WHXMOWpaHETO Ha
MeTabonu3Ma OT coka OT rpeindpyr, KaTO HEropata CHCTeMHa OWOHaIMYHOCT C€ noKauBa H

XHIOTEH3IUBHHAT €(EKT Ce 3aCHiIBa.

Muoazonam
Koraro ce npunara B 103a or 20 mg e1HOBpeMEHHO ¢ MH/1a30/1aM NEepPOpaiHo Ha Jobpo /“, 3 rapuecka
Bb3pacT, abcopbuusara Ha NepxaHUINMIIUH ce nosHIlasa (¢ okoao 40%), a ckopoc IpOINsTa ce
HamastaBa ((tmax € 3a0aBg oT 1.75 10 3 yaca). KOHLEHTpallMHTE Ha MUAA30J1aM He g POMCEAT. - \\
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Cybempamu va CYP3A4
HeoOX0AUMMO € TMOBHMIIEHO BHUMAaHME, KOIATO JIepKaHWAHIIHUH CE€ MpeanucBa €JHOBPEMEHHO C IpYrH

cybctpath Ha CYP3A44, xaro TepdenaauH, acteMuson, aHTHaputMHUM OT xiac lII, karo amuomapow,
XUHHOHUH.

Huoyxmopu va CYP3A4
EAHOBPEMEHHOTO NPWIOKEHHE HA JiepKaHWAMNMH ¢ MHAykTOopH Ha CYP3A4, KaTO aHTMKOHBYJICAHTH

(HanpuMep eHUTOMH, KapbaMaszenuH) M pH(aMNMLKMH, H3WCKBA MOBUIIEHO BHHMaHWe, ThLH KaTo
AHTMXMIEPTEHIUBHUAT edEKT MOXE Aa C€ HaMallM W KPbBHOTO HangraHe TpsOBa na ce cliean no-4€CTo OT

OOUKHOBEHO.

Memonponon
KoraTo nepKaHHWAHMHH Ce MpHaara eAHOBPEMEHHO C MeTonpoJjon, bera-Onokep, KOHTO ce €ITMMHHUpa

[1aBHO [pe3 4YepHus Apod, OMOHANMYHOCTTA HAa METONMpONoJl HE C€ MNPOMEHA, MAO0KAT0 Ta3M Ha
NEPKaHUIUNUH ce NoHWwkaBa ¢ 50%. To3n edekT Moxe J1a ce AHDKH Ha HaMassBaHEeTO Ha 4ePHOAPOOHHS
KpBbB OTOK, KOETO ce Ab/hKH Ha Gera-6iokepute M 3aTOBa MOXKE Aa HACTBIIM H C JPYTH JIEKapcTBa OT TO3Y
kiaac. CrieloBaTeTHO JTEpKAHUAMIHH Moxe Ge3onacHo Aa ce npunara ¢ 6era-aJpeHopelienTOpHH B10KepH,

HO 03arta 1L1E TpﬂﬁBﬂ Ada CC KOPpHUI'Hpa.

Dnyoxcemun
Envo npoyusaHe 3a BiaumopelicTeus ¢ (uaxubutop Ha CYP2D6 u CYP3A4), nposemeHo cpen

A00pOBOIUM Ha BB3pacT 65 + 7 rogunu (CpeHO + CTAHRAPTHO OTKIOHEHHE) TIOKA3Ba, Y€ HAMA KIIMHUYHO
3HAYUMH [IPOMEHH BBB (PaPMAKOKHHETHKATA Ha JTEPKaHHAMITHH.

Lumemuoun
EnHoBpeMEHHOTO NpUnoxeHWe Ha uumeTdauH 800 mg AHEBHO He BOAM 10 3HAYMTE/IHH NMPOMEHH B

MAa3MEHATE HHBA HA JIEPKAHMAMIIMH, HO TNPH MO BHCOKH 03U € HEOOXOJUMO INOBHIIEHO BHHUMAaHHE, ThH
KaTo MOXe /1a c€ YBEJIMYH OMOHAJIMYHOCTTA M XUIIOTEH3UBHUAT €(EKT HA JIEPKAaHU/UITHH.

J{uzoxcun
EnHOBpEMEHHOTO NpuWiIokeHHe Ha 20 mg nepkaHUIMNMH Npd NALMEHTH, JIEKYBaHH ABITOCPOYMHO ¢ b-

METHJIZMIOKCHH He JaBa JAO0Ka3aTeacTBa 3a (papMaKOKMHETHYHH B3aWMOACHCTBUA. 34paBU A0OpOBOIILIM

NeKYBaHH C AHTOKCHH clieal ao3upane ¢ 20 mg NepKaHUAMITMH NPUIAraH Ha riajHo, AEMOHCTPHPAT CPEIHO
nosuireHue ¢ 33% Ha aurokcuH Cmax, aokato AUC u 6B6peyHHAT KIHPBHC HE ca OMJIH 3HAYHTENHO

ripoMeHeHH. IlauMeHTHTE, JIEKYRAHHM €AHOBPEMEHHC C AWIOKCHH, TpAOBa na Obaar npocieasBaHd
KJTHHUYHO 34 NIPU3HALIM Ha JUIOKCHHOBA TOKCUYHOCT.

Bapgapun
EnnoBpeMeHHOTO NpunoxeHue Ha 20 mg nepkaHUAMIIMH Ha 31paBH JoOpOBOILUM Ha IMagHO HE MPOMEHA

hapMakokHHETHKATa HA BapdapuH.

Cumsacmamun
Korato ao3a or 20 mg nepkaHMAMIIMH ce mpwiara MHoroxpatHo ¢ 40-mg cumsactatuH, AUC Ha

NEepKaHUAMIHH HE ce MpoMeHs 3HaunTeNnHo, JokaTo AUC Ha cumBacTaTHH ce nosHiasa ¢ 50 %, a AUC Ha
aKTHBHHMA My MeTabonut p-xunpokcHauua ¢ 28%. Te3u npomeHu BepoATHO HE ca KIMHAYHO 3HauuMH. He
ce OvYaKBa B3aHMOJCHCTBHE, KOraTO JIEPKaHMWMIIMH Ce Mpuaara CyTpHH, 8 CHMBAacTaTHH BEYep, KAKTO €

MOKa3aHO 3a TaKOBa JICKAPCTBO.

Huypemuyu u ACE-unxubumopu
Jlepkannaunul ce npunara 6e3onacHo ¢ auypetnuu U ACE-nuxuburopy.

Anxoxon
KoHcymaupsaTa Ha ankoxon Tpabea aa ce u3diarea, Thil KaTo MOXKe 1a MOTEHIHPA

Ba30AWIATUPALIMTE AHTUXUIIEPTEH3IUBHH JleKapcTBa (BxK.To4kKa 4.4).




[TeanarpuyHa nonynauus
[IpoyuBaHMa 3a B3aUMOAEHCTBUE Ca NIPOBEXKAZHK CaMO MPH BB3PACTHM.

4.6  @epTHaHTeT, DpEeMERHOCT H KbpMEHE

bpeMeHHOCT
ManuauTe oT ynotpebara Ha JEpKaHHAUNINH NPU OpeMEHHH KEHHU ca HETOCTAThYHH. HexnuHuyHUTE JaHHU

He JaBaT AOKA3aTeJNCTBO 3a TepaToreHeH eekT NpH IUTbXOBE U 3aiiLiv, ¥ peNpoAyKTHBHATA CMIOCOOHOCT Ha
MIbXoBeTe He € Guna yepeaeHa. T KaTo MMa JaHHHM, Y€ JPYTH AUXMAPONHPHAMHOBH ChEAHHECHHA Ca
TePATOTEHHM TIPU KMBOTHH, JIEPKAHUAMITHH He TpAOBa Ja ce npusara no Bpeme Ha OpeMeHHOCT WIH NpH
)KEHHU B JIETEPO/IHA BH3PACT, OCBEH aKO HE M3MON38aT €(peKTHBHA KOHTpaLenLus.

KppmeHe
He e M3BECTHO AalnM JNEPKAHMAHMIMH WIH MeTabonuTHTE MY Ce €KCKpeTHpaT B Kbpmarta. He Moxe aa ce

H3KJIFOMM PHMCK NIPH HOBOpoJeHH K Oebeta. JiepkaHMAMNHH € MPOTHBOINOKA3aH NpH KbpMeHe (BXK. TOYKa
4.3),

DEPTUIHTET
HaMa HalWYHM KIMHWUYMHM AAHHU 33 JepKaHUIUNUH, [Ipy HAKOM NauMeHTH, JEKYBaHH C OJloKeEpU Ha

HOHHUTE KaHaJIH, ca cboOiaBaHM oOpaTHMH OHOXMMWYHHM TIPOMEHHM B IJIaBaTa Ha CMNEPMAaTO3OHUJHMTE,
KOWTO MOTaT [la HapyluaT ornjioxjaaHeTo. B ciay4awre, KOrato MHOrOKpaTHH OINMTH 3a in vifro OILIOKIaHe
ca HeycnellHH W KOraTto He MOXe fJa ce HaMepw Apyro obscHeHHWe, KaTo NpH4HMHa Tpsadsa Ja ce UMaT

npeapnjl O1okepuTe Ha KaMUHMEBUTE KaHAIH.
4.7 EdexTn BLpXYy cnocobHocTTa 32 IodHpaHe H padora ¢ MAINHHNA

JlepkaHMIMINKMH HE MOBJWABA WK NOBAMABA NpeHeOpexxMMO cnocobHOCTTa 3a mo¢pHpane W pabota ¢
MalluHH. Bee nak € HeoOXoaAuMO MOBMUILIEHO BHUMAaHHE, Thil KATO MOTAT fla HACTBIIAT 3aMalBaHe, aCTEHMU,

YMOpa M B PEIKH ClTyYau ChHJIMBOCT.
4.8 Hexenann NeKapcTBEHH peaKIHH

YecToTaTa Ha HEXKEJNAaHUTE peaklHy ce KinacupuuMpa no CleaHAs HauMH:
Mmuoro dyecru: > 1/10
Yectnn: > 1/100 no < 1/10

HeuvecTn: >1/1 000 no < 1/100
Penku: > 1/10 000 oo < 1/1 000

Mmuoro peaku: < 1/10 000
C Hen3BecTHa uyecToTa (OT HATMYHHWTE JlaHHU He MoxXe Aa Oble HalpaBeHa OLICHKA)

‘ CHCTEMO-OPraHes KJIAaC | YectoTa ‘ HexeJaHH peakuHH I

Hapymennsi HA HMYHHATA CHCTeMa MHOro peaxku CBpBbX4YBCTBHTETHOCT
EEEEE———— ——— L e F
HapyuieHHs HA HEPBHATA CHCTEMA HeuectH ['narobonue, samalisaHe
Penku COMHOJIEHTHOCT
MHoro peaxu CHHKOI
CbpiedHHn HapylieHus Heuectu Taxvkapaus, nainyuralmu
Peaku AHIMH cm;g_gm:ng N
MHoro peakn bon W Yo
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Cba0BH HADYLIEHHS

He4yectHn

3auepBABaHe

CromMalllHO-YPEBHH HAPYIICHHH

P::ﬂxu

MHOro peaky

AOaoMHUHANHaA DoNKa, I
JMCNENCHS, AHAPHA, |
MOBPEILAHE

I MHruBanasa
XUIEpIiazug

HapyilleHHs HA KOXKaTA H NOJIKOKHATA Penku | Obpur

ThKAH 1 |

HapymeHHsi Ha MYCKYJIHO- Penku Muanrus

CKeJICTHATA CHCTEMA H CHeAHHHTEIHATA

THKAH _I

Hapymenns Ha On6pendTe H MAKOYHHTE Peaxn ITonnypus

NbTHIIA |
MHoro peakuy YecTo ypuHHpaHE

HN3cneasanun MHoro peaku O6paTiuMO MOBUILECHHKE B

CEPYMHHUTE HHUBA HA
sepHoApoOHHTE
TpaHCAMHHA3H

NPHAOACHHC

O0mu napyuieHHd H epeKTR HA MACTOTO HA

Penku

ACTEHHSA, YMOpa

HedecTH

Ilepudepen oTox

JlepkaHHIUNKMH HE MOBAUABA KPBbBHATA 3aXap WJIH CEPYMHHTE THITUIHH HHBA.

CroblIaBaHe HA MTONO3IUPAHH HEXENAHU PEAKLIHU
CrobuaBaHeTo Ha INOAO3IWpAaHU HeXeNlaHW peakildd ciie]l pa3pellaBaHe 3a YIMoTpeba Ha JIeKapCTBEHHA

NpOAyKT € BakHo. ToBa Mo3BOJIABA Aa NMPOABKM HaGMIOAEHHETO Ha CHLOTHOLICHMETO MON3a/pHCK 32
nekapcTBeHUA npoaykT. OT MeOUIMHCKATE CMELMATMCTH C€ H3HCKBA Ja CbhoOlUaBaT BCAKa NOAO3MpaHa
He)KelaHa peakldsa Ypes HallHoOHaNHaTa CUCTeEMA 3a ChoOlaBaHe:

H3mpIHUTENHA areHLUMA 10 JIEKApCTRaTa

ya. ,,JJamaH I pyeB” Ne 8
1303 Codus

Ten.: +359 2 8903417
yebcaitr: www.bda.bg

4.9 Illpexo3npane

B nocrMapkeTHHroBus nepuoa ce crobiiasa 3a TpH coydas Ha npeaosupane (150 mg, 280 mg u 800 mg
NepKaHHUAHIIHH ChOTBETHO, NOI'bJIHATH B OIHT 32 CAMOYOMHCTBO)

o30B0O HHBO

Ipr3nanu/CHMOTOMH

JleueHnue Pesyarar

150 mg + HeorpeaeneHo
KOJIUYECTBO aNKOXO0JI

CBHHIHBOCT

CromallHa NpOMHBKa BricraHoBsABaHe

AKTHUBEH BbLIJIEH

280 mg + 5,6 mg Kapauorenes uiox Bucoku n103u
MOHOKCH/IUH Texxka MHOKapAHa KaTeXoJIaMHUHH
UCXEMMUA DypoieMU
bn6peuna HegocTaThYHOCT | Jlururamamc 1
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800 mg [TpenusBUKaHO NMOBPbILAHE | AKTHBEH BBIJIEH Br3cranossaBaHe

XUNOTOHHA [lypratusu
JlonaMuH HHTPaBEHO3HO

[Mpepnonara ce, 4Ye TNPEAO3UPAHETO BOAM JO MpEKOMEpHa MepudepHa Ba3oAWIATalldd C H3JBEHA
XUIIOTOHHS M pedreKcHa Taxukapaus. B cnyvall Ha Texkka XWnoToHus, Opaaukapaus v 3aryba Ha
Chb3HAHHE, ChPACYHO-ChAOBUTE NMOANBPKALIM MEPKH €a OT NM0/3a 3a€JHO C WHTPABEHO3HO MPHJIOKEHHE HA

aTPOIKH 3a OBJIA[BaHE Ha OpaaAvKapAHATA.

[TpeABHA NMPOABLIDKHTENHUAT (apMakonorHyeH €QeKT Ha JEpKaHHUAMNHMH, MHOTrO € BaXHO Ja ¢ CICAH
CHPAEYHO-CHAOBHS CTATYC Ha MpeJ03MPaHUTE MaLKMEHTH B NPOABLKEHUE Ha Haid-manko 24 waca.. Hama
UHpOpMAlIHS 3a 110/13aTa OT Axanu3a. Thil KaTo aKTHBHOTO BELIECTBO € BUCOKO JIMIOQHITHO, HAli-BEPOATHO
JIa3MEHUTE HYMBA HE Ca MOKA3aTE/IHU 3a NMPOABJDKMTE/IHOCTTa Ha PUCKOBHA NEPHOJ M JNaIM3aTa MOXKE 1a

He Oble epeKTHBHA.

5. GOAPMAKOJOI'NYHH CBOVCTBA

5.1 ®apMakoAHHAMHYHH CBOHCTBA

(dapmakoTepaneBTHYHA TIpyrna; CeNeKTHBHH OJIOKepH Ha KaJLMEBUTE KaHAIH ¢ MNpeAMMHO CBAOBO
JAEUCTBUE, AHXHIPONHPHAWHOBH ACPUBATH

ATCxoa: CO8CA13

MexaHn3bM Ha JeHCTRHE
JlepkaHUAMNMH € KaauWMeB AaHTarOHUCT OT TIpynara Ha JAHUXMRPONHPHAHHHATE N HHXHOHUpa

TpaHCMeMOpaHHUS HHQIYKC Ha Kanuus B ChpPACHHUA MYCKYJI H [JIaKHTe MYCKYNH. MexaHH3MbT Ha
HErOBOTO AHTHMXMWIEPTEH3UBHO JEHCTBHE C€ AB/DKM Ha JUPEKTEH pejlakcupalll eQekT BbpXY ChA0OBaTa
rnajxa MycKynaTypa, KaTo fo TO3M HauMH NOHWKaBa ob1ara nepHpepHa pe3sHCTEHTHOCT.

@apMaKOAWHAMHYHH edheKTH

BuIpeKH KpaTKHA CH (PapMaKOKMHETHYEH IUIA3MEH MOMYXXHBOT, JEPKaHWAUIIMH HMa MPOAB/DKUTETHO
AHTUXMIIEPTCH3UBHO JIEHCTRHE MOpaau BHCOKHA CH kKoedHLMEHT Ha MeMOpaHHa nperpajga 4 € JMIICH OT

OTpHUATCIICH HHOTPOIICH E(l)eI{T nopaau BUCOKATAa CH CbA0BA CCIICKTUBHOCT.

Toii KaTO UHAYLMpPAHaTa OT JIEPKAHHWAMIIMH Ba30[WAaTallMA HACTBHIIBAa IOCTENEHHO, pAAKO ce Habinosasa
OCTPa XHIIOTOHUA ¢ pedIeKTOpHA TAXUKAPAHS TIPH NMALUEHTH C XUITEPTOHHA.

[lono6HO Ha Apyrure AacHUMETpHWYHH |, 4-AUXANPONUPUAMHHM, AHTHXMIEPTCH3IUBHATA AaKTHBHOCT Ha
JIEPKAHWAMITHH Ce XbJDKH MTaBHO Ha Herosus (8)-eHanTHoMep.

KnnHn4Ha edukacHOCT U 6e30nacHoCT
B jonbaHeHHe KbM KIMHMYHHMTE [POY4YRaHMA, [IPOBEJECHH B [IOJKpENna Ha TEpaleBTHYHHTE IT0KAa3aHHA,

eJHO MAJIKO, HEKOHTPOJIMPAHO, HO PAHIOMU3UPAHO NPOYYBAHE HA MALMEHTH € TEXKA XUNEPTOHHUA (CPERHO
+ CTAHAAPTHO OTKIOHEHME NHACTO/HO KpbBHO HamaraHe 114.5 + 3.7 mmHg) nokasea, 4ye KpBBHOTO
Hanarase ce HopMmanusupa B 40% ot 25 naumeHTH ¢ 20 mg KaTo egHOKpaTHA AHEeBHA Ao03a U B 56% ot 25
nauvesTd ¢ 10 mg nepkaHuaunMH ABa MbTU AHEBHO. B eaHo ABOHHO-CIANO, pPaHAOMHM3HPAHO,
KOHTPOJIMPAHO M3IIUTBAHE CIIPAMO 1auebo NMpH NauMeHTH ¢ H30JIMPaHU CITy4ad Ha CHCTOJIHA XHITEPTORMY,
nepKaHHAUIHH ¢ Oun edukaceH 3a NMOHWKaBaHe HA CHCTOJIHOTO KPBBHO HajiAraHe OT CPEAHMTE Ha4allHY

crofiHocTd oT 172.6 = 5.6 mmHg no 140.2 = 8.7 mmHg.




5.2 PapMaKOKHHETHYHH CBONCTBA

Abcopbuus
Jlepkanuaunun ce abcopbupa HambiHO clied nepopanHo npunoxeHde Ha 10-20 mg U MakcHManHHTE

nia3MeHu HuBa, 3,30 ng/ml £+ 2,09 cravaaptHo oTKIoHeHHe ¥ 7,66 ng/ml + 5,90 ctannapTHO OTKAOHEHHE
ChOTBETHO, HACTBIBAT OKOJNO 1,5-3 yaca cien ao3upaxe.

J[BaTa eHaHTHOMEpa Ha JIEPKaHHAWIHWH TOKa3BaT CXOAEH Mpodui Ha MIa3MECHUTE HHUBA: BPEMETO N0
JOCTHraHe Ha MaKCHMATHa TL1a3MeHa KOHLUCHTPAaLUA € CXOAHO, MaKCHMATHHTE I1a3MeHH KOHLCHTPAaLUUH U
AUC ca cpeauo ¢ 1,2 mpTd Mmo-BUCOKM 3a (S) eHaHTHOMEpa ¥ BPEeMETO Ha TOJYKHMBOT Ha ABarta
eHaHTHOMepa € cxoaHo. He ce Habntonasa in vivo HHTEPKOHBEPCHA Ha EHAHTHOMEPHTE.

[Topanu BHCOKMS MeTaboNu3bM IPH MbpBO NpeMuHaBaHe (first pass), abconioTHaTa OMOHAIMYHOCT Ha
NMepopanHO MPUIOKEHHA JIEPKAHUAHIKH clell XpaHeHe € okono 10%, makap ue ce moHmxkasa no 1/3,

KOTATO ¢e Mpuiara Ha 3paBd 106 poBonly Ha r1aHo.

[TepopaTHOTO NMPHIOXKEHHE Ha JIEpKaHWIUIHNH BOAK JIO TU1a3MEeHH HHBA Ha JIEPKAHWIHIIWH, KOUTO He ca
JMUPEKTHO 3aBHCHMHM OT jo3ara (HenMHedHa kuHetwka). Cnen 10, 20 wim 40 mg, HabmonaBaHuTe
MaKCHMAIHHM TJIa3MEHH KOHLEHTpaliM ca B CbOTHOolleHHe 1:3:8 W KpHBaTa IOl NMOA I[LUTa3sMEHaTa
KOHILIEHTpaLHA-BpeMe B ChoTHoweHUe 1:4:18, koeTo noka3sa NporpeCMBHO HaCHILAHE Ha MeTaboNH3Ma Ha
MLpBO npeMuHaBaHe. ChoTBeTHO, GHOHAIMYHOCTTA C€ NOBKILIABA ¢ NOBHIIABAHE HA A03AaTa.

[TepopanHaTta OHOHAIMYHOCT Ha JIEPKAHWAUINUH Ce NIOBUMIaBa 4-KpaTHO, KOraTo JISpKaHMIMITUHH ce MpHeMa
A0 2 uyaca CJieA KOHCYMallMsi Ha XpaHa ¢ BHCOKO ChIbpXaHHe Ha MasHMHH. ETO 3aimo nepkaHHaAMNHH

TpAOBA J1a ce NprUeMa NpeH XpaHeHe.

PaznpeneneHue
PasnpeneHueTo OT ma3maTa B ThKaHWTE M OpraHuTe € Obp30 H NBJIHO.

CTeneHTa Ha CRBP3BAHE HA JIEPKAHUINIHH ChC CEPYMHHTE NPOTEHHU HajiBuiuasa 98%. Thit kaTo HuBaTA
Ha IUIA3MEHHTE TIPOTEHMHH €€ MNOHWKABAT NPH NALMEHTH C TEXKO HapyureHue Ha OnOpeunata wnu
yepHOApoOHa PyHKUNA, CBOOOXHATA (PpaKLIUA Ha IEKAPCTBOTO MOXKE Ja C€ YBCJIMYHM.

Metabonnuzbsm
Jlepkauuaunue ce Mertabonusupa ocHoBHO or CYP3A4; He ce OTKpUBAa HENPOMEHEHO JIEKapCTBO B

ypuHaTa uiH dekanupre. Toil ce NpeBpblia IJIaBHO B HEAKTHBHH MeTaboMUTH H okono 0% oT gosara ce
EKCKpETHpAa B YPHUHATA.

Onutute in vitro ¢ MMUKpO3OMH Ha YOBELIKH 4YepeH APoO ACMOHCTpHpAT, 4€ JIEpKAHHIAMMHH NOKa3Ba
u3BecTHa creneH Ha WHXuOKpane Ha CYP3A4 uw CYP2D6 npu crvorBeTHo 160- M 40-mbTH mo-BHCOKH
KOHLEHTPAIIMH OT T€3M, KOUTO C€ JIOCTUraT IpH MaKCHMAaJIHA IL1a3MEHa KOHLEHTPALKS Clied MPHIIOKEHUE

Ha go3a ot 20 mg.

OcBeH TOBa MPOYHMBAHUATA 334 B3aMMOJCHCTBMA NIpH XOpa MNOKa3BaT, Y€ JIEPKAHMAWINHH HE IIPOMEHH
1a3sMEeHMTE HuBa Ha MMaazonaMm - tunuueH cyOocrtpat Ha CYP3A4 uau Ha Meronponon — THIHYEH

cy6erpar Ha CYP2D6. [lo Tasu npuunna He ce o4yaksa WHXWOGHpane Ha OHoTpaHCoOpMauuATa Ha
nexkapctaa, Metabonusrpand ot CYP3A4 u CYP2D6 ot nepkaHHIHITHH B T€PANEBTHHHU 03H.

EauMuHupate
EnuMuHupaHeTo HaCTHIIRA rMaBHO NpU OuoTpaHc@opmanus,

CpeaHMAT TEPMHHANIEH E€IMMMHALMOHEH MONYXMBOT C€ H3uucniaBa Ha 8-]
neicTBHe MpOAb/Kara 24 yaca nopajy CBbP3BAHETO BbB BHCOKA CTEMEH C

MHOTOKPaTHO NPWICKEHUE HE ce HabJioAaBa KyMYJIHpaHe.




Hayuenmu 6 cmapuecka ev3pacm, nayuenmu ¢ 6vopeyna u veprodpobHa nedocmamuovurocm

[TpH riallMeHTH B CTApHEcKa Bb3pacT W NMPH MALMEHTH ¢ Jieka 10 yMepeHa 6b0peuHa ANChYHKLHA WIH JIeKO
10 YMEPEHO YepHOAPOOHO yBpexKIaHe, PapMAKOKMHETHKATA HA NEePKaHHIHMIIKMH € nojgobHa Ha Ta3H, KOATO
ce HabGmogasa npu oflaTa MoOMynanys MAaUMEHTH; MaLMEHTHTE ¢ TEXKO HapyleHue Ha ObOpesHara
byHKLMA WM MAalMEeHTH Ha AMAIM3a 10Ka3BaT IO-BUCOKM HuBa (okomo 70%) na nekapctsoTo. Ilpu
MAUMEeHTH C YMEPEHO A0 TECKKO YepHOAPOOHO YBpeXk/aHe, CHCTeMHaTa DHOHAIMYHOCT Ha NepKaHHIUIHH
ce MOBHILABA, Thil KATO JIEKAPCTBOTO OBHKHOBEHO ce MeTaboNn3Mpa HAITbJIHO B Y€pHUA Apod.

5.3 IlpeakIHHHYHH JaHHH 32 0€30HACHOCT

HekTMHUUHY JaHHU He MoKasBarT Oco0eH pHUCK 3a XOpa BBb3 OCHOBA Ha KOHBEHLIHOHANMHHTE MPOYy4BaHUA 32
dbapmakonoruyHa Oe3omacHOCT, TOKCHHHOCT TMNPH  MHOIOKpaTHO TIpwWiaraHe, TEeHOTOKCHYHOCT,

KapltHHOINC€HEH MOTCHLHA, PENIPOAYKTHBHA TOKCHHHOCT.

DapMaKOSOrHYHUTE M3NUTBAHMUA NIPH )KUBOTHH HE NOKAa3BaT €hEKTH BPXY aBTOHOMHAaTa HEPBHA CUCTEMA,
LIeHTpaHaTa HEPBHA CHCTEMa WM BbpPXY CTOMANIHO-UPEBHATA QYHKUHA MPH aHTUXHIIEPTEH3UBHH JIO3H,

KstHM4YHO 3HaYMMHTE edekTH, HabmoaaBaHU NMpH NPOALIDKUTEIHH H3NTHTBaHKA BbPXY IUILXOBE U KYUCT4,
ca CBBP3aHH AUPEKTHO WM UHAMPEKTHO C MO3HATHTE €(PEKTH HA BHCOKHM 03U KAJILMEBH AHTArOHUCTH,

OTpa3fBaIUY NPESAUMHO DapMakOAHHAMUYHA AKTHBHOCT.
JlepKauuaMIMH He € TEHOTOKCHYEH W He NOKa3Ba JaHHH 34 KapUHHOTCHEH PHCK.

MepTHAHOCTTA H 001LATA PENPOAYKTHBHOCT NPH TUTBXOBE HE C€ BIIMAAT OT JICUCHHETO C IEPKAHWIUITHH.
Hsama manHM 3a TepaToreHeH ¢(eKT MpH IUTHXOBE M 3aiiliy; BCe NaK MpPH TUTbXOBE NPUIOXKEHHETO Ha
MEPKAHUIUIHH BbB BHCOKH [O3H BOAM AO Mpe- H TOCT-UMIUIAHTALMOHHH 3arybu u 3abaBsaHe Ha

pa3BMTHETO Ha ILI0AA.

JlepkaHMOAUNKHHOB XMAPOXJIOPHJ, Npunarad BbB BUCOKM A03M (12 mg/kg/aHeBHO) MO BpemMe Ha paxkaaHe
TNpeaU3BUKBA TUCTOKHS.

PasnpeneneHneTo Ha IEpKaAHUAWIMH W/HITA HETOBUTE METAbOJIUTH NPH OPEMEHHH XMBOTHH M €KCKPELIHATA
MM B KbpMaTa HE ¢4 H3CJACABAaHH.

MeTabonuTHTE He ca M3CIeIBaRN OTACHO B H3NUTBAHUA 38 TOKCHYHOCT.
6. QAPMAINEBTHYHH JAHHHU

6.1 Chnrcbx HA TOMOMIHHTYE BelIeCTBA

OrmnApaHu Tabnetky 10 mg:
[lapeBU4HO HULLIECTE

Hatpues HHuecTeH raukonar (Tun A)
Cunuuues JHOKCHA, KOJIOHAEH He3BoAcH
Muxpokpucransa uenynoza (pH 113)
Poloxamer 188

Hatpuer ¢creapundymapar

Makporon 6000

Xumnpomenosa 6¢ps

XKrvar xkeneszed okeun (E 172)
TuranoB guokcun (E 171)
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6.2 HecsBMECTHMOCTH
Henpwioxxumo
6.3 Cpox Ha rogHocr

3 roouHHA

6.4 Cnenua/liH yCJIOBHUA HA ChbXpaHeHHe

JTa He ce c¢bxpaHsasa Haja 30°C.

B opurrHaiHa OrnakoBKa 3a [peAna3saHe OT CBETJIHHA.

6.5 BuaH chABLPXKAHNE HA ONAKOBKATA

Jlepkanukon 10 mg dunMupanu tabnerku ca onakosand B PVC/PVAC — anymunneBu 6aucTepH.
BriucTepHUTE ¢a ONAaKOBaHH B KAPTOHEHH KYTHH, Chabpikallu no 30 rabnerkm.

6.6 CoenmajHu nNpeaANa3HH MEPKH NPH U3XBhDJIAHE

HsmMa cnelaliHe H3UCKBaHHUA.

7. NMPUTEXATEJI HA PAPEIIEHHUETO 3A YIIOTPEBA

GAPMAKOHC A/l

oyin. ,,Ilefio K. SiBopos™ Ne 44, ert. ]
Codusa 1164

bbarapus

8. HOMEP(A) HA PA3SPEIIEHHMETO 3A YIIOTPEBA

Per. Ne: 20170183

9, JATA HA ITBPBO PAZPEINIABAHE/MTIOJHOBSABAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

IlaTa Ha mbpBO paspewsaBane; 26.05.2017
JlaTra Ha nocneaHo nojaHopAsaHe: 16.03.2022

10, JATA HA AKTYAJIMIUPAHE HA TEKCTA

04/2025
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