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Anemra 400 mg cToMaluHO-YCTOHYIHBY TAGIETKH
Ademta 400 mg gastro-resistant tablets
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2. KAYECTBEH M KOIMYECTBEH CHCTAB

Beaka taGnerka chanpxka 400 mg ageMeTHoNuH (ademetionine), choTReTcTRAIIM Ha 761,52 mg
aneMeTuoHuH 1,4-6yrannucyndonar (ademetionine 1 4-butanedisulfonate).

34 ULAHKHA CIIMCEK HA [TOMOLIHKTE BEILIECTRA BIKTE TOYKa 6.1.

3, JIEKAPCTBEHA ®OPMA
CroMaluHo-ycroiunsa Tabnerka.

CToMAIIHO-YCTORIMBI TAGIETKY ¢ LBAT H& CHOMI2, ETHIICOBHIHY, JBONHOM3TLKHAIH,

4, KJIMHAYHY JAHHH
4.1 TepaneBTuunn HoKaAIAHUN

Aznemra 400 mg CTOMAIHO-YCTOHUHBH TRGRETKH ¢a NOK232HA 33 JIeYeHWe Ha BB3PACTHH ¢:
. WHTPAXeNATATHA XONeCTasa NPH NPENMPO3HY K LBPO3HUA ChCTOAHUE.
. WHTPaxenaTaina XonecTa3a no BpeMe Ha GpeMeHHoCT.

4.2 Io3MpOBKa H RAYHH HA NPHIGKEHHE

gosupgnxa

JleyeHVeTO MOMKe Aa 2aMOYHE € [IPHACIKEHHE Ha HIDKEKLMONHATA hopMa M [a NIPOLBIDKH © MPIITOKeHHE
Ha TabneTHata PopMma HIH [ 3aNI09He THPeKTHO ¢ TabnerHa hopma Ha AJemTa.

Humpaxenamanna xonecmasa

Hauamno neuenne: Ipenopsunrenyara nosupoeka e 10-25 mg/kg/nen npuera nepopanto. OfuuaiHaTa
HadasHa no3a ¢ 300 mg/nen, xaro ofmiara gHeBHa 1034 He Tpadba Ja Hanxespiad 1600 mg.
HNonanpoxato sevenne: 800 no 1 600 mg AHEBHO, MPHETH NEPOPATHO.

Hoyuenmu 6 cmapuecka 8v3pacm

Kapunusure npoyuBanns ¢ ANeMTa He BKTIOMBAT Aoctarhded OpoH nuna Ha v Haa 65 roaduixa
Bb3pACT, 33 [a C& ONpeeM Jald Te OTroBapAT palIMYHO OT fO-MNanM nauueHTtu. [(okiIajBaHuaT
KITHHHYCH ONUT HE YCTAHOBARA PasjMKK B OTTOBOPHTE MpPH NMALIMEHTH B CTAPUECKA BB3PACT H NO-MIIaiH
anua. Hait-obme, m3bopET Ha 1033 MPH MAIMEHT B cTapyecka BB3pacT TpaGBa 4a CTaBa BHMMATENIHO,
karo oOukHoBeHO Tpa0Ba Na ce 3alloOYHE OT HHCKUTE A0IH ¢ OIVIedl Ha NO-TONAMATa YeCTOTa Ha
NIOHWKaBaHe Ha YepHoipobHara, Gnbpeunara Wiy coplieunarTa GYHKUKA, Ha CBITBTCTRAIOTO 3ab0n4BaHe
MY ApYyTa ChITBTCTRAINA TEPATINA.

{leduampuuna nonyaayus
EdukacHocTTa ¢f Ge30MacroCTTa Ha AeMTa IIPH Jella He Ca YCTAHOBEHH.

Heprodpobno yepescoane
DapMakOKHHETHYIHHTE TMapamMeTpH TpH 3ApaBy no0poBOILE W NAUMEHTH ¢ Xp
3aboindBaHe ca MOAoGHM.




Bobpenno yepeocoane
HNma orpannyenn KIBHMYHK JaHHH [IPY NALHSHTH ¢ 656peuto yBpexaane. [Tpenopbusa ce
MPHIOKEHHETO Ha AleMTa Jja CTaBa ¢ IOBUILEHO BHUMAHHME NIPH Te3W NALHCHTH .

Haunn Ha npuwioxenne
JleuenueTo MoXe Ja 3aM0UHE ¢ NPUIONKEHNE HA HEDKEKIMOHHATA POPMa H 12 IPOABIIKH C TIPHIIONKEHHE

Ha TabieTHaTa opMa Wiu Ja 3aTiouHe AMPeKTHO ¢ Tabnerna Gopma Ha Anemra,

Aznemra Tabnetky TpaGBa Ja ce MOTNBIIAT ek (e Aa ce AnBYAT.

3a mo-a06pa abeoplGuya Ha aKTHBHOTO BEIECTBO M ITBJIEH TEPAneBTUMeH edekr, Afemra TabneTku He
TpabBa Jia ce NpueMaT ¢ XpaHa.

Anemta TabnetkuTe TpAOBa Aa Gbniar MiBaaeHM OT BiMCTepa HeMoOCPENCTBEHO Tpean ynorpeba. Ako
TabneTkuTe €a ¢ ApYr UBAT, pasndded OT GAn 10 XKBIATEHWKAaR (MOpAdW HAIMYHETO Ha AYTIKH B
alyMHHKEBATA OOBUBKA), HE CE [PENOPHYBA IIPHEMAHETO HM,

4.3 [IIpoTusonokazaHun

. CBPBEXUYBCTBHTENHOCT KbM aKTUBHOTO BEUIECTBO WIH KBEM HAKOE OT NOMOLIHMTE BEIIECTBA,
H30poeHH B ToUKa 6.1,
. IManpenTy ¢ reHeTHYeH AeeKT, KORTO 3aCATa METHOHUHOBHA LMK H/HITH TPHYHHABAH]

XOMOUHCTHHYPHA W/TH XHIICPXOMOUHCTEHHEMHS (Hanp. UACTATHOHUH-6eTa-cHHTeTaseH AeduumT,
AegekT Ha MeTabonusma Ha BUTaMUH Bs),

4.4 Coennannu npesyupe:KIeHHs M NPEANAINA MEPKA NPH ynorpeda

[Tpr npeunposHH W UMPOZHM CBCTOSHMA C XWIEPaMOHWEMHs TpsadBa fAa ce HabmromaBaT HHBAaTa Ha
AMOHAK NPK NAUMEHTH, KOUTO [IPHEMAT [epopancH AReMTa.

Toit karo peuUHTBLT Ha BMTAMHH B;; W QonardTe MOraT [a HaMANAT HMBATA HA AACMETHOHHWH, Ha
NALMEHTHTE B PHCK (C aHeMHs, YepHoapobHo 3abonasane, OpeMEHHOCT WM NOTeHUManeH nepuuuT Ha
BHTAMHHH NOPaAH ApYTH 3a607198aHAA WM XPAHKTENHM HABULM KATO Beranu) TpAOBA Aa ce MpOBEKIAT
PYTHHHM KpPBBHM H3CICABAHHA 332 NpPOBEPKA HA IUIA3MEHWTE HHBA. AKO ce OTkpHe Jedwnur, ce
NpenopeyBa NEUCHHUE ¢ BATaMul By w/unu GonaTy npeasu Wiy eTHOBPEMEHHO C nIPUEMa Ha ANeMTa (B,
TOUKa 5.2).

AneMTa He ce MpefopbUBa NpH tatHenT! ¢ Sunongpua Gonect. ChmecTayBat chobmenus 3a
NPEMUHABAHE OT ANPecHs B XHIOMAaHUA YUK MaHus 1O BpeMe Ha JiedeHie ¢ AxeMta. ChiuecTsyBa elHO
choOLIEHNE B NUTEPaTYPaTa 38 CEPOTOHHHOR CHHAPOM HPH NAlMMeRT, KORTO € [IpUeMal AEMEeTHOHHH 1
KIOMUATIPaMAH. BLIpeky 4e ce mpyieMa NOTEHUMATHO B3aUMOASHCTBHE, [IPEMOPBYBA C& NOBHIIEHO
BHUMasKe Npu KOMOWHHMPaHO NpUEMaHe Ha AleMTa ChC CelneKTHBHM HHXUOUTOPH Ha 06paTHOTO
3axBaiaHe Ha cepoTonnHa (SSRI), mpuyuxnuvu anmudenpecanmu (KaT0 KIIOMHIIPAMHH) W JIEKAPCTSA,
OTTyCKaHK 6e3 peuerrra U XpaHuTenHu 1o0aBke, KOHUTO ChABMKAT TpUMTodan (BkK. Touka 4.5.).

EdukacrocTra Ha AfeMTa NpH NeUYEHHETO Ha ACNIPECHS € H3CAEABAH2 B KPATKOCPOUYHM KIMHUIHM
ApoyuBauud (¢ poasmkurentoct 3 — 6 cenmuiM). EdexkTuBHOCTTA Ha AjleMTa NpU JiedeHue Ha
Aenpecus 3a Mo-ABITH EPHONIM ¢ HeusBecTHA. MMa MHOro nekapcTaa 3a eueHde HA Jenpecus U
MaUHEHTUTE TPAOBA a ¢& KOHCY/ITHPAT ¢ TEXHUTE JleKapi OTHOCHO ONTUMAIHATA Tepanud. [JausearHTe
Tps0Ba jia ObaT HAChpUaBaHH 2 UH(OPMUPAT CBOWTE JIEKAPH, AKO TEXHHTE CHMIITOMH HE OT3BYYAT Wi
Ce BJIOLLIAT 10 BPEMeE Ha TepanHATa ¢ Anemra.

[Tanmentrnre ¢ genpecus ca HITOKEHH HA PUCK 33 CaMOYBHIACTBO M IPYTH CEPHO3HM PEAKIIMH U
cea0BaTenHo TpA6Ba N1a NONY4aBAT HETPeKbCHATA ICHXHUATPUHHA TOMOUL 110 BPEME Ha IEYEHHETO C
AzieMTa, 3a J1a C€ rapaHTHpa, 4e CHMITTOMHTE Ha JEIPECcHs ca aieKBATHO YCTaHOBEHH M JIe
CrinecTryBaT CHOOIIENNS 32 MPEXOAHA MITK BIOWABALIA CE TPEBOXKHOCT [IPH MALMEHTH
NeKyBaHu ¢ AjeMta. B 1oBeueTo ciiyyan He ce Hanara npexsCBaHe Ha aeueHuero, B
TPEBOKHOCTTa OT3BYYABA ClIeji HAMAIIABAHE Ha [103aTa UM CIIMPaHe Ha JICUCHUETO,




Bsaumodeiicmsie ¢ uMYHOROZUHHY MECMOBE 3G ONPEOEANE HQ XOMOYNCTEH

AnEMTa B3AUMONEHCTBA C HMYHOJIOTHUHHTE TECTORE 33 ONPEISIAHE HA XOMOLWCTEHH, KOETO MOXKe Ad
TMOKAKE (ATIIHBO-NOBUINCHH HUBA HA TVIA3MEHHA XOMOUMCTEHH MPH NAlMEHTH, JieKyBaHM C ANleMTa.
Tlpy manseHT, KOUTO Ca NeKYBAHU ¢ AZIEMTa, C& NPENOPBYBA 1A Ce MATOM3RA He- HMYHOIOIMH4EH METOA
33 OTIpe/Ie/IsAHE Ha [NA3MEHHT XOMOLMCTEHH,

[MoMomtio BefiecTBO
To3n AexapcTBeH NPONYXT CHIBPXA MO-MasKO oT | mmol Hatpuii (23 mg) Ha Tabnerka, T.e. MOXKe 13 ce

KaXKe, 4e NPaKTUHMECKH HE ChABPIKA HATPHIL,
4.5 BsanmojgeficTBHE ¢ APYIH JeKAPCTRERH NPOAYKTH d APYrH GopmA Ra B3auMogehcTBHe

Cruiecrayna eqto choblulenue B MuTepaTypara 3a CEPOTOHHMHOB CHHAPOM IIPH [TALMENT, KOHTO ©
TIpREMATT aTeMETHOHHE ¥ KioMHIIpaMiH, ClienoBaTeHo, BRIPEKY Ye Ce NPHeMa MOTEHLNAIHO
BIaMMOJICHCTBHE, IPENOPEHHUBA CE NIORMILICHO BHUMAHHE IPH KOMBHHKPAHO npueMaHe Ha AIEMTa CBC
CCJIEKTHBHY HHXHOHTOPH Ha O6PaTHOTO 3axBamaHe Ha CEPOTOHMHA (SSRI), TpruuKINMHT
@HTHIENPECAHTH (XaTO KIOMMIIPAMHUH) K IEKAPCTRA, OTITYCKAHH 663 peLeniTa, H XpaHuTeRHH n06arKH,
KOHTO CBAbPXKAT TPHNITOGAH (B, Touka 4.4),

4.6 @epruauTer, GPeMEHAOCT H KbpMENE

Bpementoct
INo Bpeme Ha KNMHHYHM H3NUTRALHA He ca UK HaONOAaBaAHH HEXKENARN PeaKUMH MIPH KEHH, JEKYBaHH

C aJeMETHOHHH (IPE3 NOCHEHNTE TPH Mecela 0T GpemennocTTa. Ilpenopbusa ce AeMTa na ce npunara
B MbpBATE TPH Mecela Ha GpeMEHHOCTTA CaMO, KO TOBA € aBCaMOTHO HE0BX0IUMO.

Kupmene

AzemTa Tpa0Ba J1a ce NpUiara B NEPHO/a HA KbPMEHE CaMO 8KO MOTEHIMANTHATA [IO[3a HA/BALARA
PUCKa 38 KEPMAYETO. :

4.7 Edextn 8bpxy cnoco6uocTTa 32 miopHpare u pabora ¢ Maumayn

{lpy HAKOM NALMEHTH MOXE [4 CC¢ MMOSBH 3aMaiiBaHe NpR OpHIAOKEHMETO Ha Azemrta. Ilanuentyure
TpabBa na 6baaT CHBETRAMY A2 He WOMHPAT ¥ PAGOTAT C MAIIHHEY 110 BpeMe Ha NeYEHHETO, AOKATO HE ce
YBEPAT, 4¢ AZieMTa He NOBUABA TAXHATA CNOCOGHOCT 18 H3BBPLUBAT Te3H ReHHOCTH,

4.8 Hexenanu JekapcTBeHE peaAKUnH

B KIRHUYHK W3TMTBAHMA TOBeYe oT 2 100 naumMeHTH ca JiekyBasu ¢ Agemra. Hait-4ecto chobuiapannTe
HEMXEJIHM CHOHTHA TIpH Neuenme ¢ AleMTa ca rnaBofonue, QMapHs U raneHe.

Crenuute HexenaHu peaxuuy ca HaBNIONABANH ¢ YecTOTa, IOCOYeHa HO-A0JTY 11O BpEMe Ha KIKHU4HY
W3NKTBAKNA ¢ Aflemra (n=2 1!5) 1 OT cioHTaHHH ¢HOOIIECHHS.

Hexenannre peaxuvu ca m36poeHu no CucremHo-opranHa kiacndmkauus. Yecrora ce oflpejend, Karo
¢e mzrionea MedDRA konseHumsTa: MHOro yects (>1/1 0), wectn (>1/100 go <1/10), negecTy (>1/1
000 no <1/100), peaxu (>1/10 000 mo <1/1 000), muoro peaku (<1/10 000).

MedDRA-aza qannu Ha YectroTa 1Hemenann JNEKADCTRCHH PeaKIHu
CHCTEMO-0PranHy KiacoBe
CTOMalIHO~-UYPEBHN HAPYINCHHUA Yectn Kopemna Gonika, avapwus, ran

Heuectn Cyxota B ycrara, AHCHEIC
CTOMalHo-upeBHa GOk
UPEBHO KbPREUE, CTOMA
HapYIIEHHA, nonpmuaﬂq

Penxu [lonysane Ha kopeMa, e3




O6my HapyueHns M edeKTH Ha Heuectn IACTEHUSA, OTOK, MUPEKCHA, BTPHCAHE™,

MACTOTO HA [IPHIOMKEHHE ' PEAKUHH Ha MACTOTO Ha MIDKEKTHpaHe®,
HEKpO3a Ha MACTOTO Ha MIDKEXTHpaHe
Penxu PH3HNeCKo HEpasnonoKeHHe
Hapymenus Ha MMyHHATa CHCTeMa Heuectn CBPBXUYBCTBHTEAHOCT, AHa()HNIAKTOHIHY

WIH aHaQUIaKTHYHH peaKLMy (Hanp.
384EPBABAHE Ha JIHLIETO, QHCIHEA,
GponxocnassMm, Gonka B repba,
AHCKOMGOPT B I'bPAXTE, IPOMEHH B
KPBBHOTO HAJIATAHE (XHITOTOHUA,
XHOEPTOHHA) HITH YeCTOTaTa Ha MyJica
(Taxuxapmus, Gpamukapaus))y*

Hudexrmu u utgecTanmu Heuectn HEKLME HA TUKOYHKTE IIbTHINA
HapymeHus Ha MyCKyaHO- Hedectn APTpaITHs, MyCKYIHY CNIasMu
CKENIeTHATA CUCTEMa H
CheTMHUTENHATA THKAH
HapylieHHs Ha HepBHATA cUcTEMA Yeetn I"nagoGonue
Heuectu Bamafipane, MapecTesus, pucreysus*
[orxuqnu Hapywenus Yectu Ibesnoxoiictso, Heackuue
Heuecrn Br3lyna, cecrodnue Ha ofbpKanocT
PecnupaTopHH, rpbaHy H Heuectn Orox Ha napumkca*
MELMACTHHAIIHN HAPYIICHKA
Hapymenus Ha xoxara 1 Yectn ITpypuryc
MOAKOXHATA ThK
OAKOKHATA TRKAH Heuectn Xuniepxunposa, auruoenemM*, anepruysu

KOJKHH peakihu (Hanp. o6pus, chpbex,
YPTHKApHsA, epaTeMa)*

CbIOBH HapylieHHs HexecTu ["opeiy BbAHY, XUNOTOHUSA, (reGHT

*Hexenanu ¢vGHTHA 0T CioHTaRUM ChOGINENHS, KOHTO HE Ca HabIIonaBaHK 110 BpeMe Ha KIKHUYHUTE
HSMATBAHKMA M €A OMPEAENeHH ¢ YeCTOTA ,HEYeCTH Bh3 OCHOBA HA (aKTa, 4e¢ ropHara rpaHHlia Ha
ROBECPHTC/IHHA HHTEPBA Ha OUCHKATA Ha YecToTa 95% ue e no-Bucoka oT 3/X, xeaeto X=2 115 (061
Opoil Ha nKMNaTa, HAOMIONABAHHN B KITHHWYHY URIUTREHHA ),

Croluiarane Ha N0J03NPAHH HEXENAHH PeaKlK

Crobimabanero Ha MORO3MpPaHH HEKENAHH PEaKLMA clien pazpemasauie 3a ynorpefa Ha NeKapCTBEHUS
TIPOAYKT & BaXKHO, TOBa MO3BO/IABA J1a IPOIBLIKH HAGIIOMEHHUETO Ha ChOTHOWEHHETO NGA3a/PUCK 3a
ACKAPCTBEHHA IPanyKT. OT MEANIMHCKUTE CIELHAINCTH ce UIMCKBA /12 ChOBIIABAT BoAKa YIOf03KpaHa
HeXeylaHa peakLms upes:

MarbHNTETHA areHUKs [0 JIEKApPCTBaTA
ya1. Jamsy T'pyes” Ne §

1303 Cogms

Ten.: +359 2 8903417

yeBca#iT: www.bda.bg

4.9 Ilpeaosupane

Cry4auTe Ha npejfo3upare ¢ AREMTa ca PERKH. Jlexapure TpabBa na ce cpnp3BaT ¢
TOKCHKO:IOTHA 110 MecTa. Hafi-o6mo nannenture TpabBa na ObaaT HaOMFONABAHY U
oAOBPKALIH MEPKH. ‘




5. ®APMAKOJIOTHYHH CBOMCTBA
5.1 DapmakoIRHaAMHUHM CBOKCTBA
DapMakoTepanerTHYHa rpya: AMHHOKHCEWHH H Bepusatd, ATC xon: A16AAD2,

AneMeTHOHWH WK S-aIeH03MT-L-MeTHOHKH € POU3BOHO Ha AMHHOKHCEIHHATA MeTHOHEH. [Topany
CTPYKTYPHa HeCTAOHIHOCT, cTabWIHK coneBH HOPMH Ha ATEMETHOHMH ca HeOBXOaHMu opu
H3NON3BAHETO MY Mpe3 ycraTd. AKTHBHOTO BELIECTRO € COJITA AAEMETHOHHH 1,4-6yranaucyndouar
(ademetionine SD4).

Mexauuspm Ha JelicTRMe u @aQMaKOgHHaMH'-IHH BQ.}GKT H

S-aneHo3II-L-MeTHOHIH (a1eMeTHOHHH) e ecTecTBeHa AMYMHOKUCE/TMHA, KOATO C€ YCTAHOBABA B
IPAKTHYECKH BCHUKH THKAHHU H TEHOCTH HA OpraHusMa. AEMETHOHHH AeHCTBA OCHOBHO KATO KOEHIWM
W TIPCHACHHETO HA METUNIOBH FPYNIN (mpancMemuiupare) € eceHUMates MeTaboHTEH MpoLec npd Xopa
H AKHBOTHH. IIpenacianeTo Ha METHIOBH IPYNM e CHIO OCHOBHO 3a obpazyranero Ha GocdonunuaHaTa
HaCT Ha KNEThuHATa MeMOpaHa U JONpHHACH 33 (IyMAHOCTTA Ha MeMSpaHaTa. AXeMETHOHUH MOKe na
[IPEMHHABA KPBBHO-MO3bYHaTa GapHepa ¥ MEAHHPAHOTO OT HETO MPAHCMEMUNUPANE & KPHTHYHO NPH
$opmupare Ha HerpoTpancmuTepuTe B [THC KaTo KaTexonaMHHUTe {(momammH, HOpaaperanyH,
BAPEHAIHH), CEPOTOHMH, MENATORHH U XUCTAMHH,

AZIEMETHOHIH € CBUIO TPEKYPCOp BbB (POPMHPAHETO Ha (pH3HONOrHYHNTE CYPYPHPAHM CHEIUHEHUS
(nucTeuH, Taypuy, raytation, CoA u Ipyru) upes Tpaucyngypwmpane. [yTaTHOH, Haf-MOWHUAT
AHTHOKCHIART B HOPHHA ApoG, € BaxeH B YepHOAPO6HATA AeTOKCHKAUMS. ANeMETHOHMH NIOBHILABA
HEPHOIPOOHHTE HUBA HA MYTATHOH TIPY TIAIMEHTH ¢ ATKOXONHA M HE-AIKOXO/HA 4epHOApo6Ha GorecT.
Kakro qonature, Taka u siramun B); ca ecenlimanty semectsa 3a Merabonusma 1 BBICTAHOBABAHE
3aMAcCUTE Ha ANEMETHOHVN,

Knunuuna edukacnoct
Humpaxenamanxa xosecmasza
Harpynaunar onut ¢ nepopanto u NApeHTEePA/THO MPHIOKEHKE HA AAEMETHOHMH 3a NoBede or 20
FOAMHH rOKA3Ba, Y€ JICKAPCTBOTO € eeKTHBHO 3a JICYeHWE HR HHTpaXemaTalya Xo/ectasa npH
uepronpobua Gonecr u npu GpeMeHHOCT U JpYrH XPOHHYIHH Y€PHOAPOOHN HapyIIeHUd.
HArTpaxenaranHara XoNecTasa ¢ ye/lIoxHeHHe Ha XPOHHYHATA 4ePHOAPOGHA BONECT H APYTH HPHYMEY 22
Xeharonesynapra yspena. Ilpw uepnompobHa GonmecT HOpMalHATA XenaTouuTHA byHkuna 1o
OTHOUICHHE HA PEryNauMiITa M SJIeMHHHPAHETO HA AIBUHMTE KHCETHHH € HapyllieHa, KOETO BOAH A0
XonecTasa.
Ynorpebata Ha aneMeTHOHHH e Npoy<BaHa NpY MALMEHTH ¢ XPOHHWYHA 4epHOApO6Ha Goiect, Koeto
BKK0UBA MHTPAXELIATAIHA XO/IeCTAa, BRIIOYHTEHO IibPBUYHa GHnnapHa UMpo3a, NeKapeTBEHa YBpeaa
HA HePHMA IPOD, BUPYCHU XeMaTHTH, XOMECTasa NpH MapeHTEPAIHG XPaHeHe, AKOX0IHa uepHoapobHa
Bonect 1 He-aIKOXOHA MaCTHa YepHOApoGHa bonecT.
[Toseue ot 2 700 naumeHTH ¢ HETPaXenaTatHa XolNeCTasa UMM XpoHHYHE YepHOApoOHa OoNecT ca Oin
BKTOUCHN B WIMHHYHH MATHMTBAHEA ¢ 31eMETHOHMH # 1 983 3a 6w nekyeaHu c ageMeTHouuH, B
[IOBEYETO OT TEIW HM3MHTBAHHMA, AAEMETHOHHH € GUN1 CPaBHABAH C MUTANeGo nopaan NOYTH [TBIHA NHIICA
Ha ATTCPATHBHN Tepanuy N0 TeBA Bpeme. B noutn 90% oT ciydanTe XONeCTATHYEH KOMIIOHEHT € G
acOUMHpal ¢ XpoHM4HATa uYepHoapobna Gonect. OcraHanvre NauWeHTH ca CTpajaIn OT wWIKOXOJHA
4epHOAPOGHa 6ORECT, OCTBP M XPOHHHEH XCNATHT HIH MHTPaXenaTaiHa XojecTasa Ha OpeMeHHOCTTA.
Napamerpure 2a edmxkackocT, B3eTH NMOR BHMMaHWE B KIMHHYHHTE NPOYYBAaHUS Ca BKIIOYBATH
OCHOBHHTE CYGEKTHBHH CHMNTOMH Ha Xonectaza (chpbex, KBATCHHUA, YMOPa, BH3CTAHOBABAHE HA
106poTo 06110 ¢HCTOAHNE), ¥ GHOXHMUUHH MapKepy 3a X0J1ecTa3a ¥ YepHOAPOOHA YBPEaEET DR
KOHIOTHPAH OWIupyOuH, ankanna ¢ocdataza, xasumEH CONMH, TPAHCAMMHAZH
Tpauchepasa. JleyeHHeTo ¢ aneMeTHOHNH HHTPABEHO3HO, HHTPAMYCKY!IHO WIIH [EpPOY
MHTPaxenaTanHaTa XOnecTasa, KOATO C¢ ALK Ha XPOHMYNa HepHOAPoGHa Hoaecy
ankoxonHa uMpo3a. Edexture or uMHTpaBeHo3HaTa M MHTPAMYCKy/IHaTa Tepanvs i Bk ‘
CCAMHLI TEHCHHE, TOKATO OPATHOTO IeYeHNe € IOAXOAALIO 3 NOLTBpXAA Tepanuy, 5 \% e
Hrarocpouno, asoliHo-ciamno, nMnaueGo KOHTPOJTHPaHO npoyusase npr 123 mMbie 1 kean anK9§grr<§§‘ V
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uepsoapotHa nMposa mokasea, 4e 1 200 mg/AHeBHO AASMETHOHME 32 2 TOIMHHM MOXE 1A nogobpu
NPSXUBAEMOCTTA H 3a0aBu HyxIaTa or uepHoIpoSHA TPAHC IUTAHTAUMA No-eheKTHBHO OT Iauebo.
OBmata cMLPTHOCT/4epHOLpOSHa TpaHC MNAHTALMA B Kpas Ha Npoy4BaHeTo HaMansea ot 30% B
nnaue6o rpynara va 16% B rpynara ¢ ageMETUOHHH, BHIIPEKH Y€ CTATHCTHYECKH TA3H pa’ivKa He €
IHAYUMA.  [IBATOCPOUHOTO NEHEHHE € ANCMETHOHWH HaMaisiBa OOWATA CMBPTHOCT/4epHOPOGHa
TPaHCIIaHTalMg, 0COBEHO NpY NALMEHTY C NO-MAIKO HanpeaHana YepHoapobHa Gomect.
Humpaxenamanua xonecmasa npu 6pementtocm ‘

EQHKacHOCTTa Ha IEYEHHETO ¢ 8AEMETHOHMH € ONEHEHO B 7 KIMHWYHM M3MUTBAHMA, KOUTO BKIIOUBAT
264 xeHn ¢ MHTpaXENaTaIHa XoJecTasa npH Gpemennoct. Ot TaX, 156 ca sieKyBaHH ¢ aEMCTHOHHH, 21
ca nonyynny iaueGo, 60 - akTHBHA KOHTPONa (YP3OACOKCHXONCRE KUCEAHHA) H 27 - 81eMETHOHHH
TIAIOC  YP3OACOKCHXONERA KHCEIHHA. JIeYeHHeTO ¢ aleMETHOHMH, IIPWIOKEHO WHTPABEHOTHO,
HHTPaMyCKy/IHO HIH NEPOPATHO, & GHIIO e(eKTHBHO TPH HHTPAXenaTalHa XOnecTasa Npu GPEMEHHOCT ¢
nosobpABaHe Ha NPYPUTYCa i GHOXMMUMHUTE NAPAMETPH.

Tpernen na KIMHKYHATA eUKACHOCT Ha RIEMETHOHHH 3a JeYeHHe Ha JAenpecys M YepHOApoOHa Gonect
e nybnukysan npes 2002 or AreHuuara 3a H3cIeBaHE H KAYECTBO B sapaseonassadero (CALLL). Mera-
aHAIH3 HA Te3H NPOYYBAHNMS 3aKNIOUABA, M€ ANEMETHOHNH ¢ No-eheKTHBEH OT ruianebo 3a 061exuaBane
CHMIITOMUTE Ha AENPECHd, IPYPUTYC NPH XONeCcTa3a Ha OpeMEeHHOCTTa M MHTPaXxenaTaniHa XoJlecrasd,
ANeMCTHOHHH € T0-eheKTHREH OT Muanebo 32 HaMATIBAHE HA CEPYMHMS Ounupy6uH npu Xonecraia Ha
GpeMeNHOCTTa M NpH MHYPAXCIATATHA XOJECTasa. JIEYSHHETO ¢ aNEMETHOHMH € GKBHBAJCHTHO Ra
CTAHNAPTHATA TEPaNui 3a JCTIPECHS.

Henpecus

ANEeMETHOHHH € GMN NpHiaaraH NEpopanHoO WAM MAPEHTEPANHO M0 BpeMe Ha NEHEHHE Ha JerpecHs.
Pesyntature or wakonko 0G30pHA cTaTMM 3a €(MKACHOCTTA HA AAEMETHOHHH TMIPH JISHEHHETO Ha
ACTIDECUBHH  Pa3CTPOMCTBA ¥ OT META-HRNMIKTE OT IUIHHMYHWTE INIPOYYBaHHA [OKA3BaT, ue
aneMeTHOHUH, 8 2o3u ot 200 - 1 600 mg/nen npuTexkaBa W3PAZEHO AHTHACTIPECHBHO JEHCTBHE pu
[ALMEHTY, CTPajalmy! OT DAasTMYHM  BHIOBE JeTpecs (YHHMONAPHH €HAOr€HHH, HEBPOTHYHH,
AVCTUMKYHYA Rapywenns). Hakoako AeodHo-cliermi npoydBalHa ca yCTaHOBHM, Ue eUKACHOCTTA Ha
AICMETHOHKH TIPH JICYCHHE HR JACCTIPECHBHM Pa3TpOiCTBA NpeRB3Noka nmanebo w e nonobua Ha
TPHUIMIINYAY 2HTHACNPECAHTH. AHTUICTIPECHBHOTO AEHCTBIE € Gbp30 1 Ce MPOABARA B PAMKHTE HA 5-7
ZHH OT JIEYCHHETO NPU OTCHCTBHE HA AHTH-XONHHEPrMUHH PeaKLiyy,

5.2 @apMakoKHHeTHYHH cBONHCTBA

AbcopGuus

Ipy xopara, crea MHIPaBEHO3HO NPUIOKEHHE (APMAKONOTMUHUAT npodun Ha ANEMETHOHHH €
OuexcrioHeHuManen M € CuCTaBeH OT Gbpsa Ga3a HA pasnpefencHHE B THKAHHTE H KpaitHa
CIMMWHALWMOHHA (a3a, KOSTO Ce XapaKTEPH3Upa ¢ MOYAKHBOT OT okoso 1,5 uaca. Tlpn HHTPAMYCKYIHO
pUIoKEHHe, a6copbUHATa HA aAEMETHONMH € NPAKTHYCCKH MbJIHA (96%), MaKCHMAaJHHTEe [UIa3MeHK
KOHLETpAalMy Ha ANCMETHOHWH Ce NOCTHIaT clien okono 45 muHyTH. Clied Mepopanto NpuIoKenye Ha
8/IEMETHOHMH, [THKOBUTE IIA3MEHN KOHUCHTPALMK JOCTHTHATH CIEH IPUEM HA CTOMAIIHO-YCTOHUMBHTE
TalJIeTKH ca F030-3aBHCHMH H ¢a oT 0,5 a0 | mg/l, xouT0 ce nocThrar ¢nen 3 4o S yaca cnesl eQMHUYHA
Ao3a B vnrepsana o1 400 no 1 000 mg. [InazMennTe KOHUEHTPAIMH CMALAT N0 GA30BUTE HUBa 33 24
uaca. [lepopantara GroHamTHYHOCT ce yBeIXHUARA KOFATO aRCMETHORKH CE NIpHEMA Ha TaJHO.

Paznpeneneune
Hoknaneany ca o6emu Ha pasnpeneneuue ot 0,41 u 0,44 1/kg 3a mo3m azemeTHOHKH ot 100 mg u 500 mg,

CLOTBETHO. CBBLP3BAHETO C MLUIA3MCHHTE MPOTEHHM ¢ HEIHAYUTENHO H € < 5%,

Buotpanchopmanns

Peakumuure, KoWTO NPOMSBEKIAT, MIPAIKOBAT H EHICTAHOBABAT ANCMETHOH
AneMETHOHHHOB UMKkbl. Ha nwpBaTa CcThOKA HA TO3M IMKBA, A0CMETHOMHH-3AM .
M3TION3BAT 2NEMETHOHMHA Karo cyOcTpar M npoayudpar S-aneﬁoaun-xonmuﬁ g
XOMOUHCTEHH C& XHAPONU3INpa 10 XOMOLMCTEHH M &ACHO3ZHH OT S-aQeHO3MI-XOM il e
Cren ToBa XOMOLHMCTENH ce peuHiInpa 06paTHO 4O METHOHUH C npenacaye Ha {
Merunrerpaxuapoponar. Hali-uakpas, METMOHMH Mowe &3 Obge KOHBep

aNEMETHOHMH, 3aBbPIUBANKY LMKhNA.




EnnMHHUpaHe :
B benazann Ganancupary npoyusanus c TICPOPATHO MPUIIOKEH, panuoakTuee (methyl 14C) SAMe (S-

adenosylmethionine) B 3gpasm no6posonuy, YPHHEATA eKCKPeUHd Ha paadOaKTHBHOCT & bHna
15,5%1,5% cnen 48 vaca u dexanHara exckpewna 23,5+3,5% cnen 72 qaca, KoeTo 0CTaBg noutd 60%
BKJIIGYUEH B cTabuihu obpasyBanus.

5.3 Tlpenknuuuyunu XausH 32 GesomacHoer

Hpoaeﬂeﬂn ©& TOKCHKOJIOTHYHH IIpOYYBAHHA NTPH MHOT'O JKUBOTHHCKA BHOOBH, BIJIIOUBALNA IITEXORE,
MHUIKH, XaMCTepH M KY4€Ta OT ABATa NoNa, ¢ eHHUYHO K MHOTOKPATHO NOZHpaHe TIpH [IEpOpAIeH,
NOAKOXCH, HHTPaBEHO3EH 1 HHETPpaMYCKYIIeH IIHT Ha TIPHITOKEHIE.

TecTBaHETO 32 TOKCHUHOCT C MHOIOKpPATHH J103W TIOKA3BA, Ye 6bOpeK®T € TapreTeH oprax mpu WILXOBE H
XAMCTEPH | B MHOTO TIO-MAJIKA CTENEH NPH KydeTa, BepOATHO TECTUCHT e CleABAIHAT TapreTeH oprad
Npi nrbxose. He ca naGmonasanu Apyru sHa9HMH OPraHHK APOMEHH. Hposeaenure npoyunanus pspxy
TOKCUMHOCTTA MPH €XHHIYHA H MHOrOKpaTHa 11032 3a 104 CEAMMIIM, PENPONYKTHBHATA TOKCHYHOCT |
IpOYBAHHATA 32 MYTATeHHOCT HE JJEMOHCTDHPAT NPYTM 3HAYMMM Gele3d Ha TOKCHMHH edeKTu.

6. @APMAUEBTIYHNI JAHHU

6.1 Concnk Ha HOMOMEHTE BelecTBa

Anpo ua rafnerxara -

Mnukpoxpucraina nenysnosa
Harpues wuimecren raukomar
Aepoawn 200

Marnesues creapar

DUIMOBO OKPHTHE
BT #ene3en okeHa
Hepren sxeneseH gnoxcug
Eudragit L 100-55
Maxkporon 6000
Honycop6at 80
Cumeruxon (100%)
Harpuen xunpoxcun
Tank

Hpeuuctena roga

6.2 HecbsMecTuMOCTH

Henpunoxumo.

6.3 Cpox na rognocr

3 roaunn.

6.4 Cunenuanuu ycnosun ua ChXpaHeHHe

Ha ce cpxpanana non 25°C.

6.5 Buau chabpXKauMe HA ONAKOBKATA 0 & )
‘ Sy o}
Anemra 400 mg cTomano-ycrolunsy TabaeTky ca onaxosany B Alu-AlwAlu G ¥4 efxu,’:é
TTOCTABEH B KAPTOHEHA KYTUS ¢ JIUCTOBKA 32 ALMEHTA. e R
Imais
o Ty ,.//



6.6 Cneunaisu npeanasnu Meplcn"npu H3XBLP.IsAE

H6H3HOH338HHHT nexapcmeu TPOAYKT WK OTTIAibYHHTE MATEPHATTM OT HETo TPAGRa 1a ce HIXBBLYJIAT B

CBOTBETCTBHE C MECTHHTE M3UCKBAHMIL,

7.  IIPATEXATEJI HA PA3PENIEHHMETO 3A YIIOTPEBGA

Bopnx Menucuse Espona

Oyn. Cumeonoscko moce 130, er. 3

Codusn 1700, Brirapus

8. HOMEP(A) HA PASPEIIEHHETO 3A YHOTPEEA

Per. Ne: 20210317

9. [OATA HA ILPBO PA3PEHIABAHE/IIO)‘.1HOB5]BAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

Jlata Ha nupRro paspeluasane: 01/11/2021

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

05/2022




