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N3NbiLATENHA ATEHLIAR MO NEKAPCTBATA
1. UIME HA JIEKAPCTBEHHA HPOJIYKT Hpanma';apaxme;h;n?;:a Ha npugy;ma - [lpunoxkexue 1 I
.45
PEJITIAKC 40 mg dunmupanmn TabneTku FKbM Pea. Ne ........c........ F}OOP‘? ..................................

RELPAX 40 mg film-coated tablets Pa3pelweHue Ne

Ly .,

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besaka ¢punmupana tabnetka cbabprka 40 mg enerpunTad (eletriptan) (kato Xuapodpomu
(hydrobromide).
[TomowHu BewecTBa ¢ u3BecTHO aAercTeue: 46,000 mg nakro3a

0,072 mg ouBeTHTEN CBHCET wKbIATO (Sunset Yellow)

3a MbJIHUA CINTUCHK HA NMOMOILIIHUTE BELlECTBA B, To4ka 6.1.

3. JEKAPCTBEHA ®OPMA

dunmupana tabjerka

Kpbriy, uanbkHaau opaHxesu Tadnerku, mapkupanu ¢ “REP 40 ot eanara crpana v “VLE™ ot
apyrara.

4. K IMHUYHU JAHHHU
4.1 TepaneBTHUYHH NMOKA3AHHS
PEJITTAKC e noka3aH 3a ne4yeHue Ha rjaBo00JIMeTO N0 BpeMe Ha MUIPEHO3€EH MPUCTBIT ¢ UK 0e3

aypa
MPH Bb3PACTHH.

4.2 103MpoBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

[TpuemaneTo Ha Tabnetkute PEJIITAKC TpsOBa 1a 3anouHe KOJIKOTO € MOXKe M0-paHo ciel
HA4yaJ0TO HA MUIPEHO3HOTO J1aB000/IME, HO Te ca €(PEKTUBHHU M aKO Ce B3eMaT B MO-KbCEH eTarl 1o
BPEME HAa MUI'PEHO3HUS MPHUCTBII.

PEJITTAKC, npueT no BpeMme Ha aypata Ha MUIPEHO3HHUS MPUCTBIT, HE BOJAM 10 Npea0TBpaTIBaHEe Ha
nosieata Ha MUrpeHo3HoTo rnapodonue u 3arosa PEJIIIAKC Tpsabea na ce npuema camo BbB (pazara

Ha MUI'PCHO3HO rinaBodoJIMe.

Ta6nerkure PEJITTAKC He TpabBa aa ce ynorpedsaBat npoh1akTHHHO.

Bv3pacmuu (18-65 2o0unu).

[[penopbuBaHara HauasHa j103a € 40 mg.

Axo enasobonuemo ce nosasu omHo80 6 pamkume Ha 24 wvaca: AKO MUTPEHO3HOTO
NMOsSIBMH OTHOBO B paMKHTE Ha 24 yaca cjie/l MbpBOHAYaJIHHUSA OTrOBOp, € J0Ka3aH
i

nasaHe Ha cbuiara go3a PEJINTAKC e edektnBHO 3a oBajisiBaHe Ha peLM/IMBa
NpUMEMaHe Ha MOBTOpHA 103a, ToBa He TpsOBa /1a cTaBa rno-paHo oT 2 yaca cneﬁ;{ b
!
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AKo nama eghpexkm: AKO rnaBoOOJIMETO HA NALIUEHTa HE Ce MOBJIMAE OT MbpBATA 1032\



paMKHUTE Ha 2 4aca, He ce Npeflopb4yBa NPUEMAHETO Ha BTOPA 4033 OT JIEKAPCTBOTO IO BPEME Ha
ChLIHA NPUCTBI, ThH KAaTO KNHHUYHHU MPOYYBAHHUA HE Ca JOKA3aH ChC CUTYPHOCT edekTa Ha
MOBTOpHATA A033. KNHHMYHKTE U3NUTBAHUA NOKA3BAT, Ye [1PU NALHEHTHTE, KOUTO HE Ca CE NMOBIAHARY
MpH JEYEHUETO HA €AWH MUTPEHO3EH MPUCTDI, UMA BEPOSITHOCT 3a NOBIMABAHE OT JIEUEHUETO MpH
cneaBall NPUCTHI.

[TauneHTH, NPH KOUTO HE ce MOCTHUra 3aA0BOJIUTENHA €HUKACHOCT Clielt TPaBHUITHO TPETUPaHe ¢ 1032
oT 40 mg (Hanp. nobpa NOHOCHMOCT W NUICA HA TEPANEBTHUYEH OTrOBOP NPU 2 OT 3 MUTPEHO3HHU
aTakH), Morart aa ce noeausaaT ot ao03a 80 mg (2 x 40 mg) npu cneapalinTe MUPEHO3HU aTaky (BXK.
touka 5.1). [loBropHa no3a ot 80 mg He Tpabea aa 6bae npueMaHa B paMKUTe Ha 24 vaca.

MakcumanHara aAHeBHa 103a He TpaOBa aa HaaBuwasa 80 mg (Bx. Touka 4.8).

Ilayuenmu 6 cmapuecka ev3pacm.

besonacHocTTa M (pEKTHUBHOCTTA HA eNeTPUNTAH MPH NAUMEHTH HaZ 65 roaulliHa BB3pacT He Ca
NPOY4EeHHU CHCTEMHO NMOpaau Malkus Opoii Ha TO3M TUN NALMEHTH B KITHHUUHUTE [POYyUYBaHUA. 3aTOBA
npunoxeHneTo Ha PEJITTAKC npu xopa B crapuecka Bb3pact He ce npenopbUBa.

[leduampuuna nonyaayus

Onowu (12-17 200unu)

Edukacrocrra Ha PEJITIAKC npw ronotun na pe3pact ot 12 10 17 roamHn He € yCTaHOBeHa.
HanyuHuuTe KbM MOMEHTA JaHHH Ca NPEACTABEHU B T. 5.2, HO He MOXe Aa Ob¢e HanpareHa NpenopLKa
OTHOCHO AO3WPAHETO.

Heya (6-11 co0unu)
besonacHocTTa W edukacHocTTa Ha PEJIIIAKC npu neua na swuapact or 6 A0 11 roauHu He e
ycTaHoBeHa. HanWuHKTe KbM MOMEHTA JaHHM Ca NpPEeACTaBeHM B T. 5.2, HO HE MOJXKE 1a Obae

HanpageHa npenopbka OTHOCHO NO3UPAHETO.
PEJITTAKC

[ayuenmu c yepnodpobro yepesicoane.

[pu nexko unH CpeaHo TEXKKO YEPHOAPOOHO yBpexKAaHe He Ce Hanara KopeKkuusa Ha posata. Twi KaTo
PEJIITAKC He e u3ciieaBaH 1pH falKdeHTH ¢ TEXKO YepHOApOOHO yBpeKaAaHe, TOH € NPOTUBONOKa3aH
[PY TE€3H MALUHEHTH.

Iayuenmu c 6vbpeuno yapescoane:

Toit kaTo edexTrTe HAa PEJITIAKC BBbpXY KpBBHOTO HansraHe ce ycuneat npy Ob0pedHo yepexaaHe
(B3K. TOUKa 4.4), NPy NALMEHTH C JIEKO UITH CPEAHO TEXKC OBOpEUHO yBpeKaaHe ce npernopbyba
HauanHa ao3a ot 20 mg. MakcrMManHaTa AHeBHa a03a He TpadBa na Hagsviuasa 40 mg. PEJIITAKC e
NPOTHBONOKA3aH NPH NaLKEHTH C TEXKO OBOpEeUYHO yBpexIaHe.

Ha4uuH Ha NpUIOKEHHE

Tabnerkute TpsaOBa na ce MOrAbLLUAT LUEAH ¢ BOAA.
4.3 IIporuBonoka3anusn

PEJITIAKC e npoTHROMOKa3aH NMpH:

& CBPbXUYBCTBUTEJIHOCT KbM €JIETPUINTAH XHAPOOPOMHL HITH HAKOE OT MOMO
n30poeHu B Touka 6.1.

®  TEXKO YEPHOAPOOHO M TeXKKC OBOpEUHO yBpEXKIaHE.

® CpeHO TeXKa WK TeXKKa XHMMEPTOHUA WX HENEKYBaHa /1IEKa XHNEPTOHHYA

® J0Ka3aHa KOpoHapHa BosecT, BKN. HCXEMHUUHa OONeCT Ha ChpLETO (aHr
npeaxoAeH MUOKapaeHR HHpApKT Wi JoKa3aHa THxa (0e30051koBa) ucx
CYOEKTHBHHM CUMIITOMH 32 UCXEMUYHA DONECT Ha CHPLETO WJIM AHTHHA Ha




® TEXKH apUTMHM WIH CbpAedHa He10CTATbYHOCT.

e nepudepHa cpaA0Ba Oonecrt.

¢ 3aHAMHE3a 33 MOIBYHO-CHA0B MHUMACHT MJIK NPEXOHO HCXEMHYHO HAPYLUEHUE HA MO3BYHOTO
KpbBOOOpalleHHE.

® ¢JHOBPEMEHEH NPHEM HA €PrOTAMHH MJIW NPOUIBOAHU HA EProTaMUH (BKITIOUHTENHO
METHCEPrHA), B paMKHTe Ha 24 yaca npean WM clie]l NpYeM Ha eNeTpUnTaH (BxX. Touka 4.5).

® ¢/HOBpPEMEHEH NpHem Ha Apyry S-HT peuenTopHH aroHUCTH W eJIETPUIITAH.
4.4 CnenHanHH npegynpexaeHnst H NpeAnasHyd MepKH NPH ynoTpeda

PEJITTAKC He Tpabsa na ce nanoniea ¢ mowHi CYP3A4 unxnubutopy, Hanp. KETOKOHA30.,
HTPAKOHA30J1, EPHTPOMHLIMH, KNTapPUTPOMHLIMH, HO3aMHULIMH W NPOTEa3HH HHXHOWTOPH (PUTOHABHD,
HHIWHABUP U HEN(DHUHABUD).

PEJITIAKC tpabea aa ce ynoTpedsiBa caMO B CJIyHauTe, KOraTo € AoKa3zaHa AHarHo3aTta MUrpeHa.
PEJITIAKC He e noka3zaH 3a 1€YECHHETO HA XeMUIIernyHa, opraaMorvierviHa uau dasunapHa
MHUIpeHa.

PEJITTAKC ne Tpabpa na ce npunara 3a JeueHne Ha “‘aTUNU4HHW® QOpPMH Ha rnasobonue, T.e.
rnaBofoKe, KOETO MOXKE 13 € CBBHP3aHO ¢ Bb3MOXHH CEPHO3HH CHCTOSHUA (MHCYNT, pYNTYypa Ha
aHEBPHU3IMa), NMPU KOUTO MO3BHYHO-CHAOBATA BA30KOHCTPUKLIMA MOXKE Aa HABPEIH.

[TprnoKeEHHETO HA eNeTpUNTaH B HAKOU CTyyan MoXe Aa Obae CBbP3aHO C NPEXOAHH CHMITOMH KaTo
HANPUMEP rpbAHa DoJKa M cTAraHe, KOUTO MOXE Ja Ca HHTEH3UBHHU W Na 0DXBaHAT rbpioTo (BXK.
Touka 4.8). B ciiyuaunre, B KOUTO Te3W CHMNTOMU HACOYBAT KbM UCXEMMYHA OOECT HA CBPUETO, HE
TpsOBa na Obae AaBaHa cneasalia 1o3a M Tpabea aa Obae NPOBEASHO aAEKBATHO U3C/IEBaHE.

Hayuenmu cvc covpoeuna nedocmamviHocm

PEJITTAKC He 6u cnegsano na ce vanucea 6e€3 NpeaBapUTENEH Npernea npu NauueHTH, Mpyu KOUTO €
BEPOATHO HAJIMUMETO HA HEAHATHOCTHULIMPAHO CHPAEHHO 3a00NABAHE UITH NPH MALMEHTH C PUCK 3a
vcxeMHuuHa 6onect Ha cbhpueto (MBC) [Hanp. mauueHTH ¢ XMNIEPTOHHUA, AMADeT, NyLAadKn HIK TaKHBa
HA HHKOTHH-CYOCTHTYHpalua Tepanus, Mbxe Haa 40-roauiiiHa Bb3pacT, NOCTMEHOMAY3ANTHU XKEHU U
TaKUBa ¢ TEXKKA HacneacTeeHa obpeMeHeHocT 3a MbC]. KapanonornuyuuaT rnpernes He BUHArv Moxe
Aa HAEHTU(PHLKpPA BCEKH MALIHEHT ChC ChPAEYHO-CBHAOBO 3a00/8BaHE M B MHOTO PEAKH Cllyyau NpH
NMaUMeHTH 0€e3 ChbTCTBALLO CbPAEHHO-CbAOBO 3a00naBaHe, KOUTO ca npueMand 5-HT aroHucTy, ca
Bb3HHKBAIH CEPUO3HH CbpaeyHU ¢cbOUTHA. Ha nauvenry ¢ anarHoctuurpada MbC ve tpabea na ce
Hazda4asa PEJIIIAKC (Bx. Touka 4.3).

[Tpunoxenuero Ha S-HT) aroHncTH € cBBLp3BaHO ¢ KOpoOHapeH BasocnasbM. B penku cinyyau ca
cb0O11aBAHH MHOKAPIHA UCXEMHA MNH HHDAPKT NpH MpUAcKeHUeTO Ha 3-HT; peuentopHu aroHUCTH.

HexxenaHuTe IEKapCTBEHHM peaKLMK MOXeE [1a A N0-YECTH NP €OHOBPEMEHHO NPUIOKEHHE HA
TPUITTAHH H OUIKOBH NPOAYKTH, ChAbpKally KbAT KanTapuoH (Hypericum perforatum).

B TepaneBTHYHUA AO30B MHTEPBAJ, TPY NPHUSIAraHe Ha eaeTpunTad B 403 oT 60 mg UTH NO-BHCOKH €
oTyeTeHO cnabo v NpexoAHO NoBHLIaBaHe HA KPbBHOTO HalArale. Toea nosulleHue, odaye, He €
OHJIO CBBP3aHO ¢ KIHHHUYHHU NOCNEACTBUSA M0 BPEME HA NporpaMara Ha KNMHHYHUTE NpOoYyUBaHu4.
EdextsT € 611 MHOro no-cuiHo nposseH npu 60nHH ¢ yBpeacHa ObvOpeuna QyHKUHS U NMALKMEHTH B
crapyecka Bb3pact. [Ipu unausuam ¢ yspeaeHa 6b0peuHa PyHKUMA CHCTONHYHOTO KPBBHO HaNATaHE
ce € MOBHULIKWIO CpeaHO MakcHmanHo ¢ 14 -17 mm Hg (Hopma 3 mm Hg), a anactonnyHoro - ¢ 14 -21]
mm Hg (HopMa 4 mm Hg). [1pu naunueHTUTE B CTapHecKa Bb3pacT CHCTONMYHOTO Hajigr
nMoxKauyuno cpeAHo MakcuManHo ¢ 23 mm Hg, cpasueno ¢ 13 mm Hg npu no-mnars
mm Hg). Ilonyuenu ca nocT-MapkeTHHrOBYA AOKAAAM 34 NOBULIEHO KPBBHO Hal l
nauMeHTH, npremaiiu o34 20 n 40 mg eneTpunTaH, KOUTO He ca ¢ yBpeaeHa © §
HUTO B CTap4ecKa Bb3PAacCT.

IIpexomepro npunazane Ha MEOUKAMEHMO3HO IeUeHUe 3a 21a800o0mue &
[IpexomepHaTa ynorpeba Ha KOHTO U aa € 0b6e300na8a1L NekapCcTBEH NPOAYKT 3a MK SMW

- ---uﬂl-".".
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AOBE/E 10 HEMOBOTO BJIOLLABAHE. AKO C€ Kacae UM Ce noao3vpa TakaBa CUTyauus TpaOBa Aa ce
[NOTBHPCH CHBET OT MEAMLIMHCKH CMELIMANKCT H NeueHHeTo TpabBa aa ce npekpaty. [pekomepHa
yrnorpeda Ha MEAUKAMEHTO3HO fieveHHe 3a rnasodonue TpaOBa ia ce Nnoao3upa rMpH MaLHeHTH ¢
XPOHHYHO BCEKHAHEBHO rnaBobonne BbIpexy (MU NOpaan) peAOBHHA MPUEM Ha NIeKapcTBa 3a

rnasobonue.

CepomoruHos CUHOpoM

CpobluaBa ce 3a N0ABA HA CEPOTOHMHOB CHHAPOM (BIUTIOYHTENTHO NMPOMEHEH MEHTAJIEH CTATYC,
aBTOHOMHA HECTAOMNHOCT U HEBPOMYCKY/ITHH aHOMA/IMH) CJIe €AHOBPEMEHHO JIEUEHHE C TPUINITAHH H
CEJIEKTUBHKH HHXHOUTOPU Ha 0OpaTHHs 3aXBaT Ha CEPOTOHHHA MJIM MHXHOMTOPK Ha OOpaTHUA 3aXBaT
Ha CEPOTOHMH U HOopalapeHanuH. Teau peaktiuy morar ga ObaaT TEXKH, AKO eIHOBPEMEHHOTO
Ne4YEHHKE C ENIETPUNTAH U CENEKTHBHU MHXWOUTOPHU Ha oOpaTHHUA 3aXBaT HA CEPOTOHMHA HIH
MHXUOHUTOPH Ha 0OpaTHHS 3aXRaT Ha CEPOTOHHH K HOPAAPEHAIMH € KIMHKYHO ONPaBAaHO, ce
npenopsuBa HabAIOACHHE HA NaLMEHTHTE OCOOEHO B HAYANIOTO Ha JIeYeHHETO, NPH NOBHLLABaHe Ha
J03aTa WIH NpY BKIKOYBaHE HA APYro CEPOTOHUHEPrUUHO SteKapcTBo (BX. paszaen 4.5).

[loMOLHH BELIECTBA

To3u nexapcTBeH NpoAyKT cbAbpika nakro3a. [laudenTy ¢ peaky HacsieACTBeHU npobneMu Ha
HEMOHOCUMOCT KbM rajlakTo3a, fbJIEH JJAKTa3eH AeMHLUT HIIH MTIOK030-ranakTo3Ha Manabcopbuns e
TpaOBa Ja npUemaTt ToBa NeKapcTBO.

To3u nekapcTBeH NPOAYKT ChABPXKA ChIIO XbAT OLBETUTEN, KOXTO MOXE 1a NPUYHHHU aneprudHu
peakLuH,

PEJITIAKC 40 mg tabneTku cvabpxa no-manko ot | mmol Hatpuit (23 mg) Ha Tabnertka.
[TaupeHTHTE Ha AHETA C HUCKO ChABPXKAHKME HA HATpui TpaGBa aa 6baaT MHOPMHUpaHK, ve TO3H
NEKAPCTBEH MPOAYKT NPaKTHUYECKN HE ChABPXKa HATPHUH.

4.5 B3anMoaeHCTBHE ¢ APYIH JIEKAPCTBEHH NPOAYKTH H APpYrH GQOopMH HA B3aHMoOAelicTBHe

EdekT Ha ApYIr® NEKAPCTBEHHN NPOAYKTH BLPXY ENETPHUITAH

B MUIOTHMTE KIMHWYHU NTPOYUBAHUS HA eEeTPUNTAH HE ca YCTAHOBEHHU B3aHUMOAeNCTBHUS ¢ OeTa-
OnokepH, TPHUHMKIMYHK aHTHACIPECAHTH, CENEKTUBHU HHXHONTOPH Ha 0OpaTHMA 3aXBaT Ha
CEPOTOHHHA M (QUTYHAPH3HMH, HO HAMA JJaHHHU OT (POPMaHH KJIHHUYHU NPOYYBaHHA 3a JIEKapCTBEHH
B3aMMOJEHCTBUA ¢ TE3H JIEKAPCTBEHH NMPOAYKTH (OCBEH NPONpaHonol, BUX No-aonay).

[NonynaudorHH GapMakOKMHETHYHHA aHAIM3H HA KIMHHYHHA NPOYYBAHHUA MIPEAIONATaT, ue
u3bpoeHunTe nekapcTBeHH npoaykTy (beta-6okepu, TPULMKNTHYHA aHTHAENPECAHTH, CEIEKTUBHH
HHXWOUTOPHU Ha 0OpaTHHUA 3aXBAT HA CEPOTOHMUHA, eCTporeH 0asupaHa XOPMOHO3AMECTHTENHA
Tepanus, eCTPOreH-cbAbpakKalld NEPOPATHU KOHTPALIENTHBY M KanuueBH 010kepH) € MaNKO BEPOATHO
na umart edexT BbpXYy PapMaKOKUHETUYHUATE CBOHMCTBA HA €NETPUNTAH,

Enetpuntad He € cybctpar Ha MAQ. CneaoBatenHo He ce 0O4aKBAT NEeKAPCTBEHH B3aHMOOEKCTBUA
Mexay eerpuntad ¥ MAO-uHxubutopu. ETo 3atlio He ca nposeseHy GopMaiHKi KITHHHYHH
NPOY4BaHHMA.

B knuHHU4YHU Npoy4BaHKs ¢ nponpadoaon (160 mg), sepanamun (480 mg) v paykonazon (100 mg)
Cmax Ha €1ETPUINTAH € YBEAHYH ¢bOTBeTHO 1,1 NbTH, 2,2 nbTH M [,4 nbTH. YBenuueHneto Ha AUC Ha
eNIeTPUINTAH € CbOTRETHO 1,3 MbTH, 2,7 MbTH v 2,0 bTH. Te3n edekTH ce onpeacnaT KaTo KA? ik
He3Ha4YMMH NOPaaU AUNCATa HA NOBHILIABAHE HA KPBBHOTO HAJIATaHE WM NOABaTA Ha Hekedary
NEKapCTBEHU peaKLUHH, CPABHEHO ChC CAMOCTOATE/THO MPUlaraHe Ha eNeTPUNTAaH. X/ O
Q [ ik
B xaHHKYHY npoyuBaHus ¢ epuTpoMuLMH (1000 mg) H keTokonazon (400 mg), cne \ 3 q@' SAD
MOMIHH HHXHOUTOpH HAa CYP3 A4, e HaGnI0AaBAHO 3HAUMTENHO MOBHILABAHE HA CTOMHO RMTEka
Ha esetpunTaH (2 u 2,7 nbTH) U AUC (3,6 4 5,9 mbTH) cboTBeTHO. ToBa ynenuqeuue G AHO ¢
MOBHLIABAHETO Ha 112 Ha eleTpunTad oT 4,6 Ha 7,1 4aca npv KoMOHHHpaHe ¢ epmpom ﬁ;p,ﬂ % o2




Ha 8,3 uaca rnpu KOMOHHHpaHe ¢ keTokoHazon (Bxk. 5.2). Eto 3awuo, PEJIITAKC xe Tpabsa na 6bae
npunaraH €AHOBpEMEHHO ¢ MOLIHK CYP3A4-UHXHOUTOPH, HaNpUMEP KETOKOHA30JI, HTPAKOHA301,
EPUTPOMHLMH, KIAPHTPOMHLUH, HO3aMUUMH ¥ NPOTEa3HN HHXUOUTOPU (PUTOHABHP, UHAMHABHP U
HeNdHHABKUP).

B knMHWYHHU NPOYUBaHUR MPU NEpPOPaTHO npuaaraHe Ha (kodeund/eproramun) 1 ¥ 2 yaca cnen
ENIETPHUITTaH € HabJ aBaHO Makap ¥ MMHMMAITHO aMTHBHO NMOBKHLLIABAHE HA KPBBHOTO HANATAHE,
KOETO MOXe Ja C€ 04aKsa, KaTo ce UMaT NpeABUAa (hapMakonoriiyHHTe eeKTH Ha ABETE JIeKapcTha.,
CnenoBaTeNHO ce penopbusa ChAbPXALIM EPrOTAMHH MW NOAOOHN HA €ProTaMuH NPOAYKTH (Hanp.
AUXHAPOEProTaMHH) 1A HE C€ NPUEeMaT B paMKHTE Ha 24 vaca c/iedl NPUAaraHeTo Ha eNETPHITTaH.
ObparHo, TpaO8a 1a MHHAT NOKe 24 yaca cnea NPUEMAHETO Ha €ProTAMHH-CBABPXKAUIY NPOAYKTH
peau 4a ce Ha3zHaA4YH E€JIETPUNTAH.

Ed]EI{T Ha CNCTPUINITAH BEPXY APYIH JJCKAPCTBEHH NMPONYKTH

Hsama in vitro vnu in vivo noKa3arencTea, ue TepaneBTHYHHATE JO3UPOBKH (M CbOTBETHUTE
KOHLICHTPALMWK) Ha ENETPUNTAH LIE HHXUOUPAT MK UHAYLMPAT €H3MMHATE UMTOXpoM P450,
srouuTeNnHe CYP3Ad-nekapcTeomMeTaboNn3npaiMTe €H3UMH W 3aTOBA C€ CYUTA, HE € MAIKO
BEPOATHO €JIETPHITTAH 1a NPEANU3BUKA KIWMHHUYHO 3HAYHUMH JIEKAPCTBEHUN B3aUMOAEHCTBUA, MEAHNPAHH
OT TE3H SH3KUMH.

CenekTuBHH MHXUOUTOPU HA OOPATHUA 3aXBAT HA CEPOTOHUHA/MHXUOUTOPH HA 0BpaTHMA 3aXBaT Ha
CEPOTOHHH Y HOpaapeHanuH ¥ CepOTOHHHOB CHHAPOM:

CpobluaBa ce 3a nogBara Ha CUMNTOMH, CHOTBCTCTBALH HA CCPOTOHUHOB CHHAPOM (BKHHD'-IHTGJ'IHO
INMPOMCHEH MCHTAJICH CTaTyC, aBTOHOMHA HecTaDMUNHOCT U HEBPOMYCKYJ/THH HHGMEJ'IHH) Clen
CAHOBPEMEHHO NNIEHUECHHE CBC CENICKTHBHH HHXHﬁHTOpH Ha DﬁpﬂTHHH 3aXBdT Ha CCPOTOHHHA HITH
HHXHGHTDPH Ha UﬁpﬂTHHH 3axpaT Ha CCPOTOHHH H HOpAaApPCHAJIMH H TPHUIITAHH.

4.6 QDepTHANTET, OPEMEHHOCT H KbpMeHe

Bpemennocm
Hsma kaMHAYHU gaHHM 3a npunoxednero Ha PEJITTAKC npu 6pemeHHu.

ExcnepuMeHTanHuTe NMpOyYBaHHUA MPH XKHUBOTHH HE NIOKA3BAT NPAKO WK HENMPAKO BPEAHO
BL3ACHCTBUE BLPXY OpemMeHHOCTTa, EMOPHOHATHOTO/PETANHO pa3BUTHE, PAXKAAHETO WIIH
noctHatanHoTo pazsutHe. PEJITIAKC Tpsabea aa ce npunara npu 6peMeHHH ¢caMO aKO HAWCTHHA €
HeOOXO0AHMO.

Kvpmene

EneTpunTaH ce exckpeTHpa B HoBellikaTa KbpMa. B npoyusaHe npH 8 »KeHH, NOJYUUIH €AHOKpaTHA
ao3a ot 80 mg, cpeaHOTO OBLIO KOJIHUYECTBO HA €1eTPUNTaH B Kbpmata cien 24 yaca e 0,02% ot
npuerarta ao3a. Hesasucvmo ot toba npunaradeto Ha PEJITIAKC npu kepMauky Tpabra 1a cTaBa ¢
NMOBULUEHO BHUMaHUE. ManaraHeTo Ha KbpMaUYeTO Ha NEKAPCTBOTO MOMKE 1A C€ CBee A0 MUHUMYM,
KaTO KbPMEHETO CE NPEeyCTaHOBH 3a 24 vaca ciell NpUeMaHe Ha NeKapCTBOTO.

4.7 EdexkTy BLpPXY cliocobHocTTA 32 ModpupaHe n pabora ¢ MAINKHH

PEJIITAKC uma ymepeHo BnvsHHE BbpXY cnocoOHOCTTa 3a WwodupaHe n pabota ¢ mawinHu. Hpu
HAKOH MaLueHTH MUrpeHaTa uiH Nededuneto ¢ PEJITTAKC moxe na npeam3BMKaT CbHAHBOCT WK
3amanHocT. [lauveHTHTe TpabBa Aa ce MOCHLBETBAT Aa OLEHAT CAOCOOHOCTTA CH J1a M3BBPLUB

4.8 HexkenaHn NeKAPCTBEHH PeaKiiHH

O6obiuenne Ha npoduna 3a 6ezonacHocT
B knuauyny npoyusanus PEJITTAKC e npunaran npu noseue ot 5000 nHausuan,

npuemanu eaHa unu ase nozu PEJITIAKC 20, 40 vnu 80 mg. Hait-uecto cpewiaHute




neKkapcTBEHU peakumMm ca OMnM acTeHHna, COMHONEHTHOCT, rajede v 3amasHocT. B panaomusupanu
KJIHHHYHHA NpOoYy4BaHHs, npoeexaaku ¢ 1o3u 20, 40 n 80 mg, e 3abensazaHa TeHACHLMS 33
A0303aBHMCHMA HECTOTA HA HEXKENAHUTE NEKAPCTBEHH PEAKLIMH.

Hexxenanu nekapcTBeHM peakliuu, NpeacTaBeHN B TabinueH BUA
CnenHuTe Hexenanu peakuuu (¢ uectrora =1% M no-BHCOKa OT Ta3d npH nnauedo) ca bunu crLobiuenu
PpH NALWEHTHU, IEKYBaHH C TEpaneBTHYHH A03H B KJIIMHHYHH nipoyyBaHus. CrOUTHATA CcE

KaTeropusnpar no 4ectora karo yectu (=1/100 go <1/10), Heuectn (=1/1 000 po <1/100) nnu penku
(=1/10 000 no <1/1 000).

CrereMo-oprafes Kiaac Yectn Heuectn Penku

Hudekuun 1 undectaunu: | papuHrut u pecrnuparopHa
DUHUT UH(pEKLUA

Hapyluenus Ha KpbBTa H nuM@paseHONaTHA

nuMdHaTa cucTema

HapyiuieHus Ha aHOPEKCHUH
mMeTaboNU3Ma H XpPaHEHETO

[TcuxuuHu HApYlUEeHUA aOHOPMHO €MOLIMOHATHA
MHCIEHE, HeCTabOUNHOCT
TPEBOAKHOCT,
obbpKRaHeE,
JenepcoHanu3alims,
eydopus, nenpecud
" 6e3CcbHUE

HapyuweHust Ha HepBHaTa | CbHJAMBOCT, | TPEMOP,
CHUCTEMA rnaBobonue, | XUNEpeCTeE3UA,
3aMassHOCT, | aTAKCHA,
U3TPbIBaHE | XHUIOKHHE3NA,

UIH HapylUEeHHS Ha
aOHOPMHO peyTa, CTYNOop,
yCellaHe, BKYCOBH NPOMEHHU
XHMNEPTOHMS
;
XHIECTE3NS,
MHACTEHUS
HapyuieHns Ha ouuTe aDHOPMHO 3pE€HUE, | KOHKOHKTHUBHT

DoJiKa B ouMTE,
doTodobus u
C/'b3HH HapYLIEHUS

HapyuweHnns Ha yxoto U CBETOBBLPTE | DONKa B YXOTO,
nabUpHUHTA K THHHUTYC
CobpaeuHu HapyLUEHNS nannuTaluny bpaavxapauns
" |
TaxMKapaus
Cba0BHY HapyLUEHHS 3ayepBABaHe | nepudepHo CbLAOBO | LUOK
HApYILEHHE
PecnupaTopHH, TPbAHU U | CTATaHE B IAUCIHes, acTMa M NpOMSHa B R
MEeIHACTHHATHH rbprOTO AHXATENHO rnaca
HapyuleHHs HapylIeHHE,
APO3SBaHE
CTOMAaLlIHO-YPEBHH KOpPEMHA AWAPUA U TJIOCHT 3anek, €30¢aruT,
HapylLeHHUA fonka, NOAYBaHE Ha €3H
rajicHe, OpHIrBaHE




CYyXOTa B

ycTaTa o
AWCNENcus
XenarobunnapHu xunepounupybrneMus u
HapyLLUeHUS MOBHUIEHH CTOMHOCTH
Ha ACT
HapyuieHns Ha kokaTa M | u3noTasade | oOpuB M NPYPHUTYC | KOXKHO HApyILEHHE U
NOAKOXHATA ThKaH YpTHKapus
Hapyuienns Ha myckyndo- | 6oska B apTpanrus, apTposa | apTpuT, MHOTMATHS H
CKeJleTHaTa CMCTeMa M repla, 1 bonka B KOCTUTE | MOTpENBaHe
CheMHUTENHATA ThbKaH MUAICHA
Hapywenus Ha Ou0peuuTe NOBULLIEHA YECTOTa
H MUKOUHHUTE MbTHILA Ha YpPUHHUpaHe,
HApYLIEHUE Ha
MUKOYHATA
CHUCTEMA M
MOAHYpUS
HapyweHus Ha OONKa B rbpaMTE U
BL3NPON3BOAUTENHATA MEHOparus
CHCTEMA U rbpaarta
OO0wm HapyLueHUA K ropeilu Hepas3noaoKEHHE,
e()eKTH Ha MACTOTO Ha BBJIHM, NnoayBaHe Ha
MPUIOKEHHE acTeHHA, JTHLETO, Kaxa,
rpLAHH OTOK U nepuvdepeH
CUMATOMMH OTOK
(bonka,
cTAraHe,
TEXKECT),
BTpHCaHE
Oonka

Yecture HexenaHu cvbutus, Habmonaeanu npu PEJITTAKC, ca TunuuHu HexkenaHu ¢ubHTHA,
cbOOWABaHH 3a Leans Knac Ha 5-HT, aroHUCTH.

Cneanunre HexelaHH ePeKTH ca CbOOLUEHH OT NOCT-MapPKETHHTOBUS OTUT:

Hapymeuuﬂ Ha HMYHHATa CUCTEMA: aJiCPriiHy pCakurH, HAKOHN OT KOUTO MOTAT Aa OBAaT CCPHO3HH,

BEKTHOUHTCITHO dHI'HOCACM.

HapyuieHns Ha HepBHATA CHCTEMA: CEPOTOHHHOB CHHIIPOM, PEAKH CJIy4ah Ha CHHKOIM, MO3BUYHO-ChOB

UHLIHACHT

CbA0BH HAPYILIEHHA: XHUIIEPTOHUS

C'bp,[lel{HH HApYILICHHA. MHGKEIP,[[HEI HCXEMHA HIIK MUOKAPACH HHqJElpl{T, KOPOHAQpPCH Ca3bM

CroMalHo-4YpeBHH HapyLienus: Kakto 1 ¢ apyru 5-HT 1B/1D aronuneTtH, ca nonyuen

CHObLEeHNUS 38 UCXEMHUYEH KOJIHT, NMOBPBLUAHC.

CboblliaBaHe Ha NOAO3IUPAHH HEXKEIAHY PEeaKIIHK

CpolLaBaHeTo Ha NOJAOIMPAHH HEXENaHW PeaKLIMM Clieal pa3peluaBaHe 3a yno
NPOAYKT € BAXXKHO. T0Ba N03B0OJIABA a4 NPOABL/IKY HAOMIOAEHHETO Ha CHOTHOLLE
NIeKapcTBEHHA MPOAYKT. OT MEAHLMHCKHTE CHELHATMCTH Ce U3HCKBA Na ¢1obla




NOoAO3HpaHa HEXeENaHa peaklus upe3 M3nbnHATENHA areHlys o AeKapcTrarTa, yi. ,Jdamax ['pyes”
Ne 8, 1303 Codwa, Ten. +359 2 8903 417, yebcait: www.bda.bg.

4.9 Ilpeaosnpane

MHauByAH ca npuemany eIHOKpaTHH J03H oT | 20 mg 6€3 3HauYuTENHY HeXKenaHU CbOHUTHA.

HezaBucHMO OT TOBA, U3XOXKAAHKH OT (hapMakONOrH4HKTE 0CODEHOCTH Ha TO3M KJjac, NMpH
npeAo3NpaHe € Bb3MOXKHA NOABaTa Ha XUMEPTOHHA WK APYTH NO-CEPUO3HHU ChPASYHOCHIOBH

CHUMIITOMH.

B cnyyauTte Ha npeno3uvpaHe TpAOBA Aa Ce NPUIOAKAT CbOTBETHWTE CTAHAAPTHHU NOAABPKALH MEPKH.
ENNMHUHALMOHHHUAT MONYKUBOT Ha eNeTPUNTaH € OKONo 4 vaca M cneoBaTeHO MOHUTOPHPAHETO Ha
nalMeHTUTE K MpUaaraHeTo Ha obuia noagbpkaila Tepanusa Tpsbea ga nmpoab/Ku noHe 20 yaca unu

nokaro Hene3ute U CHMOTOMHTE NEPCUCTHPAT.

He e 13BeCTHO KaKbB € eCIJGKT'bT Ha XCMOIHAMH3aTad UK NNCPHTOHCANTHATA JHANTHK34 BbPXY CCPYMHHTE
KOHUCHTPAUHH Ha CIICTPUIITAH.

5. PAPMAKOJIOTHTYHH CBONCTBA
5.1 PapmMaKkoaAHHAMHYHHN CBOHCTBA

QdapmakoTepaneBTHYHA rpyna: ceJeKTHBHU cepoTOHMHOBH (5-HT1) peuentopuu aroHuctn. ATC koa:
NO2C C06

Mexanusvm na oeticmaue: EneTpunraH € ceneKTHBEH aroHHUCT Ha cboBUTE 5-HT g n HEBpOHHMTE 5-
HTip peuentopu. Enerpunran gemMoHcTpupa u Bucok aguuuteT kbM 5-HTr peuentopa, KoeTo MOxe
1a JOTIPUHACA 3@ HEMOBMA aHTUMUIPEHO3€H MEXAHU3bM Ha aercTaHe. EneTpunTtaH vMa ymepeH
aduHHUTET cnpAMO HoBelkUTe peKOMOMHAHTHH 5-HT 14, 5-HT23, 5-HT e v 5-HT7 peuentopu.

KnnHuuHa eeKTHBHOCT K 06e30MacHOCT

Edukacnocrra Ha PEJITIAKC B neyenueTo Ha MurpeHara e npoy4sasa B 10 nnauebo-koHTponupaum
KJIMHHYHH Npoy4BaHus, BKarouBalu okono 5000 nauuenty, nonydasanu PEJINTAKC B ro3un 20 oo
80 mg. ObnekuapaHe Ha rnaBo0ONMUETO € HACTLNBANO Ha 30-TaTa MUHYTA Clled NEPOpaeH MpUEM Ha
JIEKapcTBOTO. TepaneBRTUUEH OTrOBOP (T.6. HAMANABAHE HA YMEPEHO MM TEXKO riasodonue 1o
NIWNCBAILO MK NIEKO0) 2 vaca CJjiell A03MPpaHETO € OTHETEH NIpH 59-77% oT nauMeHTHTE, NoJyuaRanu
no3a ot 80 mg, npu 54-65% ot naureHTHTe, nony4vasanu 40 mg, npu 47-54% — na 20 mg W npu 19-
40% — #Ha nmnanebo. PEJINIAKC e 6un edexkTuseH ¥ nNpu IEYeHUETO HA CBBP3AHUTE C MUIMPEHATA
CHMITOMM KaTo noBpblliaHe, ragene, hotododbus u poHodobdus.

[Tpenoptkara 3a TUTpUpaHe Ha ao3aTa a0 80 mg ce Gasupa Ha JaHHH OT OTBOPEHH ABATOCPOUYHH
KITWHHYHH MPOYYBaAHUA M OT KPAaTKOCPOUHO ABOMHO-CNANOC KAHHHUYHO NPOYYBAHE, NPU KOUTO €
YCTAaHOBEHa CaMO TEHACHLIUA 3a CTaTHCTUYECKA 3HAaYUMOCT.

PEJITTAKC e epekTHBEH W NpH MEHCTPYANTHO-aCOLIMHUpaHa MurpeHra. [Ipunaradero Ha P
BpEME Ha aypaTa He BOAM JO NpeA0TRpaTABAHE HA MUIPEHO3HOTO riasobonue, 3aTo
TpaOBa Aa ce npueMa caMo Nno Bpeme Ha daszara Ha rinapodonue.

[To Bpeme Ha papMaKOKMHETHUHO KIIMHMUHO Npoy4BaHe 0e3 nnauedo koHTpon n
6bOpeyHO YBpEKAaHE € YCTAHOBEHO MO-ro1siMO NOBULLABAHE HA KPLBHOTO HAAT
80 mg PEJIIAKC B cpasHeHHe cbe 3apaBy 200poBoNnLH (BxK. Touka 4.4). ToBa He



¢apMaKkOAHHAMHUYEH OTTOBOP KbM EAETPHNTAH NPH NaLIMEHTH ¢ HBOPEeUHO yBpexaaHe.

5.2 DapMakoOKHHETHYHM CBoOilicTBA

Abcopbyus

Ciea nepopaiHo NpUiokeHMe eneTpuntaH ce pe3opdupa Obp30 U A00pe B raCTpo-UHTECTHHANIHMS
TpakT (noHe 81%). ABconroTHaTta nepopanHa SHOHANMYHOCT NPU MBIKE U WEHH € TIPHDSIUIUTENTHO
50%. Cpeaxoto Twmax € 1,5 yaca cnea nepopanto npunoxkenue. [1pu npunoxkeHue Ha TepaneBTHYHU
no3u (20 — 80 mg) e HabaronapaHa iMHelHa apMaKOKHHETHKA.

Cnen nepopaneH npueM ¢ xpaHa, 6orara Ha Ma3HUHH, AUC ¢ Ciax Ha €N1ETPHUITAH ¢a Ce NOBHLLUUIH ¢
npubnnsurento 20-30%. [lepopanHoTo npHeMaHe Ha TEKapCTBOTO M0 BpeMe HAa MUTPEHO3HaTa aTaka
e cenpoBoaeHo ¢ noHwxkasade Ha AUC ¢ npubnnzurento 30%, a Thax ce € moBuwuno ao 2,8 uaca.

[lpyu MHOTrOKpaTHO no3upaHe (20 mg Tpu NbTH AHEBHO) 3a 5 — 7 aHu hapMaKOKHHETHKATa Ha
efleTPHNTaH € OCTaHana NHHEeHHa U KyMynupaHeTo € 6uno npeackazyemo. [Ipu MHOrokpaTHo
N03UpaHe Ha Mo-BUCOKK 103M (40 mg Tpy MbTH AHeBHO ¥ 80 mg ABa MbTH AHEBHO), KYMYJIHPAHETO Ha
€NETPUIITAH 32 NepHOA OT 7 AHM € OMN0 NO-BHCOKO OT npeasuaeHoTo (npubauzurenno 40%).

Pasznpecdenenue

O6eMbT Ha paznpenenceHue Ha eneTpunTaH cnea [V npunoxenue e 138 L, koeTo noxaspa
pasnpeacneHHe B ThKaHUTE. ENeTpunTaH ce CRbp3Ra YMEPEHO ¢ NNa3MEHKUTE NMPOTEHHH
(npubausurenno 85%).

buompancgopmayusn

In vitro npoy4BaHUATa NOKA3BAT, Y€ €NETPUNTAH c€ META00IN3HpA OCHOBHO OT YEPHOAPOOHHA
uutoxpom P-450 CYP 3A4. Tora HabnoaeHKHe ce NOTRLPKAABA OT MNOBHILIEHATA MJla3MeHa
KOHLEHTPALMSA Ha eJeTPUNTaH NpH €AHOBPEMEHHOTO MY MPUNOXKEHHUE C EPUTPOMHULIMH H
KETOKOHA30/1, U3BECTHH CEJIEKTHBHH U MOLUHH HHXWOUTOPH HA CYP3A4. [n vitro npoyuBaHHUATA
MOKAa3BaT W orpaHuueHo yyactHe Ha CYP2DD6, BbNpekn ye KINHUMHATE NPOYyUBAHHA HE
MOTBBLPXKAABAT HATMUUETO HA MONUMOP(PHU3BM 32 TO3U EH3IUM.

HUaentnduumpand ca ABa raBHH UMPKYIHpauU Metabonunra, KOUTO ¢a OCHOBHUTE HOCUTENU Ha
paiMOaKTHBHOCTTA B MJIa3MaTa C/1ef MPUEMAHETO Ha eNeTpUnTaH, Mapkupad ¢ C'Y. MetabonutsT,
noay4eH ciel N-oKcHaalua, He AEMOHCTPHPA aKTUBHOCT B i Vitro MOJeNN NPH KUBOTHH.
MeTtabonuTsT, 06pasyBaH upe3 N-geMeTnianpaHne, Nokasaa noaodHHa Ha eETPUNTAH aKTHBHOCT B In
vitro Moaenu npu xxMBoTHH. He e uaeHTHgHuMpana Tpeta rpyna rnnasMeHa paaiHOakTHBHOCT, HO Hai-
BEpOATHO TA O OHiia CMeC OT XUAPOKCHIIHpaHH MeTabOIMTH, KOUTO Chillo ¢a OMIH HabmonasaHu
KaTO eKCKpeTHpaHHu B ypUHaTa U ¢eleca.

[[nazmeHaTa koHUEHTpaL A Ha N-geMeTUnupaHns aktieed MeTabonut npeacraensaa camo 10-20%
OT Ta3U1 Ha U3XOJHaTa CyOCTaHUMA K CIeA0BATEHO, HE CE O4AaKBa J1a JOTIPUHECe CHILECTBEHO 34
TEPaneBTUUHOTO ACHCTBHE Ha €JIETPHNTAH.

Enumunupane
Cpeanuar obw nna3MeH KIMpBHC Ha eneTpuntad cnen IV npunoxenue € 36 L/h cbe choTBeTeH
Na3MEH MOJYXKHBOT OT Npubnuautenno 4 4aca. Cpeaunsat 6bOpeyeH KIUPBHC cliell NepopaHO
npunoxeHue e npubansutenro 3,9 L’'h. KnupbsHesT no n3sbH-0b6peuHn nbTHILA € OTTOBOpPEH 3a
npubnuzutento 90% ot odMA KIHPBHC, KOETO MOKA3Ba, Y€ EETPUIITAH CE€ EMMMHAHHPA OCHOBHO
ypes Metabonu3npane.

(DB,QMHI{DKHHGTHI{H B Cﬂ&l_],Hd]H'—lHH PYNH MALIHCHTH

Ion
MeTa-aHanM3 Ha NPOyHBaHWA HA KIIMHUYHATA (apMaKoONOrug u MNonyaaudoHeH

dHAIH3 HaA AaHHHUTEC OT KIIHHHYHH MNpPOYUBaAHHA [TOKA3BaT, Y€ NOMLT HE OXa3Ba CT
BJIMAHHUC BBPXY IJIaA3MCHATa KOHUCHTpPALUHA HAa CACTPHUIITAH.




Ilayuenmu 6 cmapuecka ev3pacm (Hao 63 200unu)

Bunpeky ye He e cTaTUCTHHECKO 3HAYMMO, ce HabmoaaBa ieko HaMaleHue Ha kinpbHea (16%),
CBbP3aHO CbC CTATUCTHUECKO 3HAYMMO YAb/KaBaHe Ha MoNYyxUBoTa (0T npubnusutendo 4,4 1o 3,7
yaca) fnpH NaiLKMeHTUTE B CTapyecKa Bb3pacT (65-93 roanHu), CpaBHEHO C NMO-MAAaK NMALMEHTH.

fOnowu (12-17 200unu)
dapmakokuHeTukaTa Ha enetpuntad (40 mg v 80 mg), A03MpaH Mexy aTakuTe, IpH NoApacTBALIN ¢
MHIpeHa ca NoA00OHHM Ha Te3n NpU 3ApaBH Bb3pacTHH A0OPOBOJIUM.

Jleya (6-11 200unu)

KnUpBLHCBT Ha €NEeTPUNTAaH NPH ACLAaTa € HEMPOMEHEH B CPaBHEHUE C TO3H HAa NOAPACTBALUUTE.
O6embT HaA paznpeaeneHue obave nNpu genarta € NO-ManbK, KOETO BOAU A0 MO-BUCOKH NAa3MEHH
KOHLEHTPALMUU OTKOJIKOTO OHAKBAHUTE Cle MPHUNOKEHHE Ha CBLIATA 03a NPH Bb3PACTHH.

Tlayuenmu c veprodpobro yspesdane

[Mauuentn ¢ yepHoapo6Ho yepexkaaHe (Child-Pugh A n B) aemoucTpupar craTucTHuecko 3Ha4uMo
nokaupaHe Ha AUC (34%) u nonyxusota. Mma nexo 3asuuiaBade Ha Ciax (18%). Ta3u manka
NPOMAHA B €KCMO3HLHATA HE Ce NPELICHABA KAaTO KIIMHUYHO 3HaYMMa.

Hayuenmu ¢ 6vbpeuno yepesicoane:

HUuausnam ¢ neka (KpeaTUHUHOB KndpbHC 61-89 ml/min), ymepeHa (KpeaTHHUHOB KNHUPBHHC 31-

60 ml/min) unu Texka (KpeaTUHHHOB KAHpbHC <30 ml/min) crenen Ha 6b0peuHO yBpexaaHe He ca
oKa3aad CTaTUCTHYECKH 3HAYMMA NMPOMAHA BbB (PaPpMaKOKMHETHKATA HA €IETPUNTAH WUIIH B

CBBP3BAHCTO MY C MUJITA3MCHHUTC MPOTEHHH. B tazu Ipvyiia € Ha0J1101aBaHO NOBHILIABAHE HA KPBBHOTO
HaAraHe.

5.3 IIpeaxnHHuMHH JaHH#K 32 Oe30MacHOCT
[peakMMHHYHHATE AaHHH 32 O€30NaCHOCT HE TCBOPAT 3a CrieLHaTHa ONAcHOCT NpH Xopa Ha 6a3ata Ha

KOHBEHLUHOHAHHA Npoy4BaHUs 3a 6€30MacHOCT, TOKCMYHOCT [1IPY MHOMOKPATHO AO3HpaHeE,
reHOTOKCHYHOCT, KAHLEPOrEHHOCT U pernpoOAyKTUBHA TOKCHYHOCT.

6. PAPMAKOJJIOI'NMYHHU JTAHHH

6.1 CnuceEK HA NOMOLIIHHTE BeliecTBA

Adpo na mabaemxama: MUKPOKPUCTAIIHA UENY/103a, JAKT03a MOHOXUAPAT, KPOCKAPMEN03a HATPHH H
MArHE3UEB CTeapar.

Duamoso noxpumue. TUTaHOB AHOKeUA (E171), xunpoMmenosa, 1aKkTo3a MOHOXHAPAT, TPHALIETHH M
KBAT anymuHues nax (E110).

6.2 HecnBMeCTUHMOCTH
He e npu10xKHMO.
6.3 Cpox Ha roaHocT

3 roauHHU

6.4 Cnennanny yCJI0BHA HA ChXpaHeHHe

Henpospauuu PVC/Aclar/Aluminium 6aucTepn: TO3H IEKapCTBEH NPOAYKT HE
YCJIOBHA Ha CbXpaHEHKe.



6.5 lannH 3a 0NaKOBKATA

Henpospaunu PVC/Aclar/Aluminium 6nuctepu ¢ 2, 4, 5 u 6 TabneTkm.
He BCHYKH BUAOBH ONMAaKOBKH Morat na 6b»1at nycHaTh B npoaaxda.
6.6 Cnennanuy npeAnasHu MepKH NPH HIXBLPJAHE

HsaMa cneuMantHy ¥3IMCKBaHHA.

7. IPUTEXXATEJI HA PAZPEIIEHUETO 3A YIIOTPEBA

Buarpuc EOO/]

oduc crpaaa ,,Cepauka opucu’
Oys. CutHakoro Ne 48 er. 7
1505 Codms

bbnrapus

8. HOMEP(A) HA PAZPEINIEHHUETO 3A YIIOTPEDBA

20020755

9. JATA HA ITBPBO PAZPELHLIABAHE/MTIOJHOBABAHE HA PAZPEUHIEHHETO 3A
YIIOTPEBA

JlaTa Ha nbpBO pazpewiasaHe: 20 asryct 2002 r.
JlaTta Ha nocneaHo nogHoBsABaHe: 27 aekemapu 2007 .

10. JATA HA AKTYAJIM3BUPAHE HA TEKCTA

23



