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1. UME HA JIEKAPCTBEHMUIA ITPOAYKT

Anemra 400 mg croMalHO-yCTOMYMBH Ta0JICTKH ;7/ 0.7{ ( o i 74 L
Ademta 400 mg gastro-resistant tablets
Food/ 1909 NS

2. KAYECTBEH U KOJIMYECTBEH CHCTAB - e e e

Bcesika rabnerka ebabprka 400 mg ajieMeTHOHUH (ademetionine), choTBeTcTBalm Ha 761,52 mg
ajieMeTHoHUH |,4-0yranaucyihonar (ademetionine 1,4-butanedisulfonate).

3a MbJIHKS CITUCHK HA MOMOIIIHUTE BEIECTBA BHIKTE TOUKA 0. 1.

3. JIEKAPCTBEHA ®OPMA

CroMallHo-ycTornuuBa radJjierka.

CTOMAalIHO-YCTOWUYMUBH TAOJIETKH C LIBAT HA CbOMI'A, €JIMIICOBUIHH, JIBOMHOU3ITHLKHAIIM.
4. KINMHAYHU JTAHHHA

4.1 TepaneBTHYHM HHOKA3AHHUS

Anemra 400 mg croMaiHO-yCTOHYMBH TaOJICTKH Ca 1OKa3aHHU 3a JICUCHUC 1A BH3PACTIH C:
® MHTpaxeraTajHa xoJiecrasa 1npHy nperupo3Hi U HIHPO3HHU ChCTOSTHHUC.
o MHTpaxenarajHa xoJjiecrasa 1o BpeMe Ha OpeMeHHOCT.

4.2 Jlo3MpOBKAa H HAYHH HA IIPHJIOKEHHE

Jlo3upoBka

JleuenuneTo MoXe J1a 3aro4YHe ¢ NPUJIOKEHHUE HAa MHIKEKIIMOHHATA opMa M J1a 1POJILIIKH C TIPHIIOKCHHC
Ha TaGsnerHaTa (hopma MM J1a 3a104HE JIMPEKTHO ¢ TabJsieTHa (popma na Ajiemra.

Humpaxenamannua xonecmasa

Havasno sieuenue: llpenopbumnrennara jijozuposka e 10-25 mg/kg/iien npuera nepopasino. Oduuaiiara
Hauyasina no3a € 800 mg/nen, karo obiara jineBHa J103a He Tpsadsa Jia vHajixsbnpiis 1600 mg.

[ lo;yrbpakarino sieyenure: 800 no 1 600 mg JiHEBHO, IIPHETH IIEPOPAIIHO.

llayuenmu 6 cmapuecka év3pacm

KJIMHAYHHUTE [MPOYyYBaHUs ¢ AJieMTa HE BKJIIOYBAT JIOCTaThUCH OpOH JiMiia 1a ¥ najt 65 rojiuiinma sb3pacrt,
3a Jla € ONpEeAe)IH JIaJIk T€ OTIOBapAT pa3JIMuHO OT IMO-MJIaJIM MALMCHTH. JlOKIIaIBAHUAT KIIMHHAYCH OLINT
HE YCTAHOBSABA Pa3/IMKKA B OTTOBOPUTE MPH MAIMCHTH B CTApUCCKa BH3paCT M 110-MJ1a)in Jimua. Hai-oono,
M300pBT HA J103a TIPU MALMEHT B CcTapuecka Bb3pacT TpsOBa Jla craBa BHUMATCIHO, KATO OOMKHOBCHO
TpsOBa J1a ce 3alo4yHe OT HMCKUTEC JIO3M C OrJIeJl Ha I[10-rojsMara 4ecrora Ha I[oHMKaBale Ha
yepHoipobHara, ObLOpeuHara wiM cbpjeuHara (QYHKIMS, Ha CbILTCTBANOTO 3a0oJsiBane WM Jipyra
CBhITTCTBALLLA TEPAITU.

[leouampuuna nonyiayus
-¢ukacnocTTa M 6ezonacHocTra Ha AjiemMTa 1npH Jiena He ca yCTaHOBCHH.
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[MPHNOXKCHHCTO Had Aﬂ,EMTE Aa cTasa C NMOBUINCHO BHUMAHHC 1IDH TC3H TIAllHCHTH |

Haunx Ha npuaoyeHue
JleueHHETO MOXE 1A 3aIIOUYHE C MPUIMKSHHE HA HHXCKIIHOHHATA POPMa U Jla LIPOJIHLIDKK C HPHIOKCHUC

Ha TabjeTHaTa popMa WM Aa 3aro4yHe IUpeKTHO ¢ TabneTna jgopMa Ha Ajicmia.

AjiemTa TabneTky TpsOBa na ce norasluaT uenu He3 j1a ce AbLBuar,
3a no-gobpa abcopOuns Ha aKTHRHOTO BEIIECTBO M MBJIEH TepaneBTuden chekr, Anemra 1abiicrku ne

TpAOBa Aa ce npueMar ¢ XpaHa.

4.3 IIpoTuBonoxazanus

. CBpbX4YBCTRBHTCIIHOCT KbM aKTHMBHOTC BEIHECCTBO WM KbM HAKOC OT IIOMOLIHMTC BCHICCTRA,
u3bpoeHHu B Touka 6.1.
. [launeHTH ¢ reHeTHYEH ACPEKT, KORTO 3aCAra METUHOHHHOBHA LHUKDLJT W/HIIK HIPUUMHSBALLL

XOMOLUMCTHHYPHUS WHIIKM XHNEPXOMOLMCTEMHEMHs (Hanp. LMCTaTHOHUHH-0era-cuirerazen yeduimr,
nedekt Ha MerabonnimMa Ha BUTaMKH Bi2).

4.4 CuoenHAaIAH NpeAYNPexAcHUN H NPCANA3ZHH MCPKH IIPH YIIOTpEOA

[Tpy npeurpoO3HU Y LIMPO3HN CHCTORHKA C XUIICpaMOHHUEeMH TPAOBa jla ce nabinojiaBar UBaTa na aMoNsK
MPH MaLMEHTH, KOUTO NPHEMAT nepopaiicH AnemrTa.

To# karo gepMUUTBET Ha BATAaMUH Bz W ojaTuTe MOraT jla Hamalisr HUBATa HA a)CMCTHOHMH, 14
[MaLMEHTHTE B PHCK (C aHeMHui, YepHOoApoOHO 3abonasane, OpeMECHHOCT WM MTOTCHIMAICH JchHImnT 11a
BUTAMUHH MNOpaau Apyry 3abosisBaHMA UM XPpAHUTEIIHH HABUIIH KATO BCraty) Tpsadepa Jla cc rposexHiar
PYTHHHH KPbBHH H3CJIeIBAHMA 3a MPOBEPKA HA IUIA3MCHUTE HMBA. AKO CC¢ OTKpHe Jichunur, ce
npenopbUBa JiedeHue ¢ BATaMHH B2 W/viin GonaTy 1IpeAr MK €)IHOBPEMCHIEIO ¢ 1IpUeMa na Ajiemra (8.
TOYKa 5.2).

AJleMTa He ce NpenopbuBa Npy nauueHTy ¢ dSunonapua donect. Coulecrsysar cLoONICHUS 34
npeMHHaBaHe OT ASNPECUs B XHIIOMAHHUA WK MaHHUA 110 BpeMe Ha Jicucline ¢ Ajiemrta. ChliiccrByBa cjiio
CHOOILECHHE B JIMUTEpPATYypaTa 3a CEPOTOHMHOB CHHAPOM INPH NALKWEHT, KOWTO € IPpUCMal aJICMCTHOHMIL U
KITOMHIIpaMHH. BbnipekH ue ce npuema NoTeHUHANHO B3aUMOACHCTBHUE, NIPCIIOPLUBA CC IIOBHLIICHO
BHUMAHHE NMPU KOMOMHUPAHO NpHeMaHe Ha AIEMTA ChC CEIIEKTUBHH HHXUOWTOPH 11a 00paTHOTO
3aXBalllaHe Ha cepoToHHHA (SSRI), mpuyurxiuviw anmudenpecanmu (KaTo KIOMHUIIPAMUH) H JICKAPCTBA,
oTnyckaHu 6e3 peuenra v XpasuTeHu J00aBKH, KOWTO ChILpxaT Tpuntogan (xc. rouka 4.5.).

EdukacHocTTa Ha AeMTa INpH JIEHCHHCTO Ha ICTIPECHS € U3CICABAIIA B KPATKOCPOUIIH KIHMIHHAY K
npoy4YBaHus (¢ NPOABIDKUTENHOCT 3 — 6 ceqmuun). EdekruBuocTra Ha AjieMTa 11pH JicYcHUC Ha
lenpecus 3a rno-ALJAry nepuoan € HerisectHa. FimMa MHOro jiekapeTsa 3a Jicuciue Ha JCHPCCHs U
iatyeHTHTe TpAOBA J1a C€ KOHCYNTHPAT C TEXHHUTE JIEKapH OTHOCHO olTiMasitaTa Tecpanus. [ lanvenrure
TpaOBa fa ObaT HackpUaBaHH Ja HHPOPMHUPAT CBOUTE JICKAPH, aKO TEXHUIC CUMIITOMH HC O13BYHET HIIH
CC BJIOLIAT [0 BPEMe Ha TepanuiaTa ¢ AJleMra.

[TauMeHTHTE ¢ ACTIpPECHS Ca U3JIOKCHH HA PUCK 33 CAMOYOHHCTRO M JIPYI'W CCPHOBHIN PCAKITUM U
clie1oBaTeNHO TpAOBa /1a 1MoJ1yMaBaT HENPEKbCHATA NMCUXHATPUYHA TIOMOLIL 110 BPCMC HA JICUCHMCTO ¢
AneMTa, 3a /1a ce rapaHTHpa, Ye CUMIITOMHTE Ha ACNPEcHs Ca aJICKBATHO YCTAHOBCHHU M JICKYBaHH.
ColuiecTBYBaT ChOOILIEHHUA 32 NTPEXOHA UITH BJIOLIABANIA CE€ TPESBOXHOCT 11PH [TALIUCHTH, KOWTO Ca
JIcKyBaHH ¢ AnemTa. B noBedeTo ciiyyan He ce Hanara npekbCcRale Ha JicucHueTo. B Manko cnyyan
TPEBOXHOCTTA OT3BY4AaBa CJIC/ HaMalgBaHE Ha J03aTa WM CriMpane 1a JICUCHuCTO.




Bzaumooeticmeaue ¢ UMYHOROZUMHY mecmoge 3a Onpeodesne Ha xomoyucmeun

AneMTa B3aUMOJIEHCTRBA C KMYHONOTHYHUTE TECTOBE 3a ONPEAENAHE HA XOMOIMCTCHH, KOCTO MOXKC /1
nokaxke (anmBo-nOBUILICHH HUBA Ha NJIa3MEHHA XOMOLIUCTEUH T1PU NaLIUCHTH, JicKyBaHH ¢ Ajicmra. | ipu
naLiHeHTH, KOUTO Ca JIEKYBaHHU ¢ AZ1eMTa, ce TIPENOpPbYBa Jia ¢€ M3I10J13Ba HC- UMYHOJIOFHYEIT MCTO)L 34
onpeaensHe Ha rasMeHus XOMOUUCTEHH.

[loMOi11HO BELIECTBO
To3u nekapcTBeH NMPOAYKT ChAbPXKA 10-Mayiko 0T | mmol narpuit (23 mg) na rabncrka, 1.c. MOXKC J1a cC

KaXKe, Y€ MpaKTHYECKHU HE ChAbpPXKa HATPHH.
4.5 B3auMoaeHCTBHC ¢ APYIH JIEKAPCTBCHH NPOAYKTH 1 /Ipyra GopMu Ha B3anMojicHCTBHC

CrulecTBYBA €QHO CHODILECHHE B IMTEpATYpaTa 3a CEPOTOHMHOB CUHJIPOM 11PH HAIMCHT, KOUTO ¢
pueMal aieMeTHOHUH W KioMunpaMul. Cnegosatenio, BLIIPCKH Y€ CC HPUCMA HOTCHIIMANIIO
B3aHMOAEHCTBHE, NPEOPBLYBA Ce NOBHLUISHO BHUMaHHE [PU KOMOUHUpalIO lipMemalic 11a AjicMTa che
CEJIEKTUBHH UHXHOUTOpH Ha 0BpaTHOTO 3axXBalliaHe Ha cepoToitdia (SSRI), rpuimkituyim
aHTHACNMpecaHTH (KaTo KIOMUNIpAMHH) K JIeKapcTBa, OTIyCKaHu 6¢3 pencirra, M Xxpanureily J1obasky,
KOUTO ChABLPAKAT TPUNTOGAH (BXK. TOUKA 4.4).

4,6 @eprHaunter, 6peMEHHOCT H KbpMeHE

bpeMeHHOCT
[To BpeMe Ha KIMTMHWYHU U3NMUTBANKSA HE ca OUMaM HADIIOAARAHN HCXKCHIAHW PCAKIIMU 1IPH XKCHHU, JICKYBAHH

C aAEMETHOHHH NPE3 MOCHeAHUTE TPH Mecela oT OpemenHocTTa. [Ipenopnuna cc Ajiemra J1a ce iipuiara
B TbPBUTE TPH Mecella Ha OpeMEeHHOCTTa CaMo, aKo TOBa ¢ abCOJIIOTHO HEOOX0/IMMO.

KbpmMmeHe
AneMTa TpabBa a ce npuaara B NepHo/ia Ha KbPMEHE CaMO aKo MOTCHIMAIIATA 110J134 114 )(BUI1ABA

DHUCKA 34 KbhpMaUdCTO.

4.7 EdexTH BBpXY cniocobuocTTa 32 modpupane u pabora ¢ ManmuHK

[Tpy HAKOM NALIMEHTH MOXKE 1A CE NOABY 3aManBaHe I1pH NPHUIIOXKEHHUCTO 1ta Ajiemra. Hauueirrwre 1padbea
na 6»v)1aT ChBETBaHU Aa He ModUpaT U paboTAT ¢ MAILIMHK 110 BPEME 11a JICUCIHIUCTO, JIOKATO HEC CC YBCPIT,
ye AleMTa HE MOBIMABA TAXHATA CNOCOOHOCT 4@ U3BBPLUBAT TE3H AEHHOCTH.

4.8 Hexenanu JeKapCTBEHH PEAKIIHH

B k1uHuyHK uanurBaHua noseue ot 2 100 nmauuenTy ca nekysanu ¢ Ajiemra. Hal-uecro cnobinasatnivie
Hex<elaHW CEOUTHA NpU NTeyeHue ¢ AnemTa ca riiapodosine, JHapus U rajiclic.

CNICAHUTE HEXENaHHU peakiiii ca HabMIo/laRaHHU ¢ YECTOTA, [TOCOUYCHA [10-/10J1Y 110 BPCMC 11a KIIHIIUYHY
u3nuTRaHUA ¢ Agemrta (n=2 115) ¥ OT c1IOHTaHHH CHLOOLLIEHMH.

Hexxenanure peakuuu ca n3dbpoenu no CucreMHo-opradHa kiacuguxanmi. HYecrora ce onpejies, karo
ce uanoa3sa MedDRA konseniuaTa: Muoro uect (>1/10), uectu (>1/100 ;10 <1/10), neuecru (>1/1
000 no <1/100), peaxu (>1/10 000 no <1/1 000), muoro peuku (<1/10 000).




MedDRA-b6a3za nannu Ha YecToTa Hexenanm JicKapcTrBCIM pCaKIiiH

CHCTEMO-OPI'afiHH KJIACOBE
ICTOMaIIHO-YPEBHH HAapYLUIECHHU S YecTy KopemHya 6oJika, iiapust, rajicHe |
Heuectu CyxoTa B ycTarTa, JIMCIICIICHS, MCTCOPHUIbM,
CTOMAaHIHO-4pcBIa B0JIKa, CroMaLO-
YPERKO KbLPBCIHC, CTOMAIIIHO-YPCBIIU
HapyILCHUA, 1IOBPLIALIC

Penku [Nonysane na kopema, czoparur
(O61M HapylIeHUs U epeKTH Ha Heuectn ACTEHWA, OTOK, IIUPCKCUA, BTpUCAHCY,
MACTOTO Ha NPUJIOKEHUE peakLMY Ha MACTOTO 11a UIDKCKTUpaHc¥,
HCKPO3a Ha MACTOTO 1A MIDKCKTHpalIC
Penkn I(DHU3UYECKO HCPA3IIOJIOKCIHNUC
HapyliieHusa Ha NMyHHaTa cUcTEeMa HeuecTH (CBpLXUYBCTBHTCIHOCT, AHADUIIAKTOW/ TN

WM anadunakTH4HM peakiu (Hanp.
BaucpBiBaHC HA JIKIICTO, JIMCIIICH,
Oponxociiazbm, Oosika B 11:pha,
VIMCKOM@POPT B I'bPJIATC, 1IPOMCHM B
KPbBHOTO HallfraHe (XNIOTOUs,
XHUIICPTOHKA) HIIK UCCTOTAA 1A 1yJica
(raxukap;is, Opajixapiusi))*

Undexkunn U nudecraumu Heuecty HUndekiny na nukodnure irnruia
HapyuweHHUs Ha MyCKYTHO- HeuecTH ApTpanrus, MyCKYJIHH ClIA3MU
ICKeNleTHaTa CHCTEMA U
ICbEANMHUATENHATA ThKaH
Hapymenus Ha HEpBHATA CHCTEMA YecTH ['nasoboine _
Heuectu 3amakisalic, 1apecrceims, ucreyus™
[lcuxy4HM HapylleHUs YecTn besrokocTrso, Oc3chlNnC
Heuectu Buabyna, cuerosiine Ha obbpkaiocT
PecriipaTOpHH, IpeAHK U HeuecTH I(Orox Ha lapuikca*

MEIHACTHHAIIHY HapyllleHHs

Hapyuienus Ha xoxara v YecTn [lpypuryc
OJIKOXXHATA THKaH

[ k. m R LEm W — - — —

Heuccrn XHUICPXH/IPO34a, AHIHOC)ICM™, alicpruiIy
KOXHK pcakiiu (Halp. o0pus, ¢LpodCK,
ypTHUKapud, cpurcma)®

CtaoBy HapylUEeHHs HeuecTH ['opely BBJIHH, XU10TO1IHS, dJichut

*Hexxenann crOMTHA OT ClIOHTAHHU CHODILEHUA, KOMTO HE ca HabJio/laBaHy (10 BPCMC HA KJIIMITHYIIUTC
M3MATBAHUA U Ca ONPEIEICHU € YECcTOoTa ,,HeuecTH” Bb3 OCHOBa Ha (axra, uc roprara I'pandila ha
JOBEPUTENIHUA MHTEPBAJ Ha OLICHKaTa Ha 4decToTa 95% He ¢ no-sucoka or 3/X, kujcro X=2 115 (obui
Opoit Ha TULaTa, HabmoAaBaHU B KIIHHHYHH M3ITUTBAHMS ).

C'hGGU.[aBﬂHe Ha IOAJO3HPAHNH HEXKE/IAHH PECAKLIHH
C'bOﬁU.laEaHeTG Ha TTOOQO3KXPaHd HCXKCI/1aHH PCaKIIKuHK CIIC pa3pclilaBalic 3a y[lD'[‘pCGH tHa JICKAPCTBCHHA
[MPOAYKT € BAXKHO. Toea no3songapa Ad [MPpOAbIIKH HHGHIOHCHHE'[‘G Hd CLOTHOIIICHHUCTO 1101 3¢

liesKe/1aHa peaklMa upes:
H3mrbadMTeliHa areHLMs 110 jieKkapcTBara
yi1. ,,JJamsau I'pyes” Ne 8

1303 Cogus
Ten.: +359 2 8903417



yebcaiT: www.bda.bg

4.9 [Ilpeao3upane

Cay4yauTe Ha npegosvpane ¢ Aacmra ca pelku. Jlekapure Tpabsa jia ce CBLPIBAT ¢ KIIMHUKUTC 110
TOKCHKOMOrHA 1o MecTta. Haii-obuio naunenrure tpabsa aa 6baat Hal0/1aBalM U )(a UM CC TIpU1arar
MOAABPKALUM MEPKM.

5. ®APMAKOJOINMYHU CBONCTBA

5.1 dapMakoAHHAMHYHH CBOHCTBA
PapMakoTepanesTUyHa rpyna; AMUHOKUCEnUHH U nepuBati, ATC xoji: A16AAQD2,

AJICMETHOHMH MK S-afeHo3n1-L.-MeTHOHUH € NPOM3BOAHO Ha aMHHOKHCEJIMIIaTa MeTrolini. 1lopaju
CTPYKTYpHa HecTabuiHoOCT, cTabnnHu coseru GOpMH Ha aleMETHOHMH ca HeoOGXO0/IMMH TpH
U3IMOJI3BAHETO MY NPE3 ycTaTa. AKTUBHOTO BELLECTBO € conta ajgeMerdonun 1,4-0yramjiucy:ihonar
(ademetionine SD4).

Mexanuibm Ha Jiedcreie Y papMakoIMHAMHYHY eEKTH

S-aJIeH031II-L-METHOHYH (aAEMETHUOHUH) € CCTECTBECHA aMUMHOKHKCC/IMHA, KOSTO CC YCTAHOBSBA 13
NPaKTHYECKH BCHUKHM ThKAaHW M TEUHOCTH Ha OpraHyiama. AJCMETHOHNH JICHCTRA OCIIOBIIO KATO KOCH3UM
U [IPEHACAHETO HA METWIOBH IpynH (mpancmemuaupare) € eceHlimaneH metadosircn Hpoliec LpK Xopa
1 KUBOTHU. [IpeHacsHETO Ha METHITOBH IPYITH € ChILC OCHOBIO 33 of6pa3zynaiicTo Ha gochonunmuiara
YacT Ha KleTbuHaTa MeMOpaHa u gqonpuHaca 3a uynanocTTa Ha MeMOpaniara, AJICMCTHOINIL MOXKC 1
[IpeMHHaBa KpbBHO-MO3b4YHAaTa Baprepa H MEAUHPAHOTO OT HEI'O MPAHCMEMUAUPGIE C KPUTUULIO LIPH
¢dopmupane Ha HespoTpaHcMuTepuTe B LIHC kaTo karexosiamuinre (Jlonamuii, HOpaIpCHaIMI,
aJpEHaIuH), CEPOTOHWH, MEJIaTOHHH U XHCTAMHH.

AJIEMETHOHHH € CBhLIO NPEKYPCOp BHB (POPMHUPAHETO HA PUIHOIIOTHUHUTC CYJihypUpalid ChCIHICIH TS
(uMCTERH, TaypHH, rnyTaTHoH, COA M JIpyry) upes TpaHcyndypunupane. Fayrarnon, nai-mougusr
AHTHOKCHIAHT B 4EPHHUA Ap0D, € BaxkeH B HepHOAPOOHATA ACTOKCHKALMA, AJICMCTHUONIMIL 1IOBUIIIABA
yepHOAPOOHHUTE HUBA HA TJIYTATHOH MPH [allHEHTH ¢ alIKOXO0JIHA U HE-aJIKOXO0J1Ha Yeplojpobia donccer.
Kakro honarure, Taka 1 BUTaMHH B1; Ca eCeHLMAIHKM BCILECTBA 32 MCTabO/IN3MA U BT, ICTAIOBABALIC
3aM1aCHTE Ha aAEMETHOHHH.

KnuHuyHa epuKkacHoCcT

Humpaxenamanna xonecmasa

HarpynaHusaT ONUT ¢ [epopaiHo U NapeHTEPAIHO NPUWIOKEHHKE Ha afCMCTUOLIMII 3a 1ToBeUC OT 20 1ro)mim

NokKassa, ue JIEKapCTBOTO € e(eKTUBHO 3a JICUCHWE Ha MHTpaxenarajiHa xoliccrasza 11pd uepiojipodiia

OonecT U py OPEMEHHOCT U IPYrY XPOHHYHH YECPHOAPOOHU HAPYIICIIHS.

MuTpaxenaranHaTa Xonecraza € yCJOKHEHUE Ha XPOHUHHATA depHoipodiia BoiceT U J(PYIY NPHYHHK 34

XxenarouenyJsapsa yspeua. [Ipu uepnojipobua bonect nopmaiinara Xeuarouuriia Gynkims 1o oTHoilcImue

HA PErYJIALMATA U EJIEMHUHUPAHETO HA HUThYHUTE KKCEIIMHHU € HAPYIICHA, KOCTO BOJIM JI0 XOMICC1a34.

Yrnorpebata Ha aieMETHOHMH € MPOY4YBaHA MPH MALMEHTH C XPOoliM4na vcpnojipobia Golsicer, KoCro

BKJIJOYBA MHTpaxenaraiHa Xoiecrasa, BKIKOHHTEIHO ITbpBHUYHA OuiiMapna 1Mpo3a, JICKaperactia yspe)a

Ha YepHHUA Apo0, BUPYCHHU XEIaTUTH, X0JIecTasa Nnpy napelTepaliHo Xpalciic, alkoxoiana™icepiojipoona

OonecT ¥ He-a1KOXONHA MacTHa uepHoipobHa Borecr.

[loseue ot 2 700 nauseHTH ¢ HHTpaxenaTaliHa XonecTasza W/ HIKM XpoHuuHa depiio/ipobiia Socer ca Buim

BIJIIOYEHH B KIIMHHYMHUA M3MUTBAHHWA € aJEMETHOHUH W | 983 3a Ouin nckysaiy ¢ ajemeruonimi. 13

NOBEYETO OT TE3U UIMUTBAHUA, aIEMETHOHKH € O cpaBHABAH ¢ 11a1cO0 HOPAJM 1HOYTH rrmmaw\
<

“

aCOLMHMpaH ¢ XpOHMWYHATa 4YepHoApobha Oonect. OcraHanuTe NaUMUESHTH Ca Crpal
yepHoApoOHa OOnecT, OCTBHP U XPOHHYCH XENATHT HJIM HHTpaXxellaTalHa XoJiccras
[lapameTpuTe 3a epUKACHOCT, B3ETH 1O/1 BHUMAHHC B KJIIMHMYHHUTC NMPOYUYBalins ca B
CYOCKTUBHH CUMITTOMM Ha XoJiecTa3a (Chpbex, XKbITEHUIZ, YMOpPA, BLICTAHORSBAIT
CbCTOSHUE), 1 OMOXMMHUHM MapKepH 3a XOjecTa3a W ycpnoapobHa yBspcila, Karo
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OunnpyOHH, ankanta pocdarasa, KIbLYHU COMHM, TPAHCAMHUHA3M, rama-riyraMmui rpancgepasa. JIcucimero
C aJcMETHOHMH MHTPABEHO3HO, MHTPAMYCKYJIHO WKW TMEPOpaIHO € HOJI00pHI0  Hirrpaxcuaraiiana
X0JecTasa, KOATO CE JIBJXKH Ha XpoHUUHa depHoapodua bonect win OpeMCHHOCT M AJIKOXONIA 1IMpo3a.
EdexkTuTe OT MHTpaBEHO3HATA M HMHTPAMYCKYJIHATa TEpaiiusg ca BMAUMM CJIc/l 1-2 CeJIMHIIUM JICUTIIMG,
OOKATO OPATHOTO JICUEHUE € TIOAXOAIIIO 33 NNOANbPXKALLE Tepalivs.

JbArocpoyHo, ABOHHO-CNIANO, Iuialedo KOHTpOoJIMpaHo npoy4saiie py 123 MbKC M KEHM ¢ alIKoXo)a
yepHOoApoOHa UMpo3a mokazBa, ue | 200 mg/aHeBHO ajieMeTHOHMN 3a 2 I'OJMIIM MOXC Jla 10/100pH
rnpexxuBIeMocTTa ¥ 3abaBy Hy)KAarta OT uepHOoApoOHA TpaHCe mnanrands 110-ceKruBiio o1 1ancdo.
Obmara cMbpTHOCT/YepHOIpoOHA TpaHC MUIAHTAMA B KPas HA npoy4usalero namalisiza o1 30% 8 1anedo
rpynara Ha 16% B rpynara ¢ aJeMEeTHOHMH, BBLIIPEKH Y€ CTATHCTUYCCKH a3l pasjiMka HC ¢ 3HavuMa.
JBbArocpovyHOTO JIeUeHHE ¢ alEMETHOHKH HaManaaa obllara cMLpTHOCT/uepHopodua Tpanciuiaralms,
oco0eHO NPH NALMEHTH ¢ IIO-MaNKO HanpeaHana yepHoapobiia oliecr,

Humpaxenamanna xonecmasa npu bpemernnocm

EdrkacHOCTTa Ha IGUEHHETO € aIEMETHOHHUH € OLIEHEHO B 7 KIIMHUWYIIM U3l BAHKS, KOWTO Brunoysar 264
XEHW C MHTpaxenartaiHa xoJiectasa npy 6pemennoct. Or 1ax, 156 ca sickysanu ¢ ajemernonnii, 21 ca
noay4usiu mwiauedo, 60 - akTMBHA KOHTpOa (YP30JACOKCHXOJICBA KUCEINHA) U 27 - ajICMCTHONMIT 1110
Yp301€OKCUXONEBA KUCENINHA. JleueHHEeTO ¢ aICMETHOHMI, 11PUIIOKEHO MITPABCHO3HO, UIITPAMYCKYIINO
WITH nepopaltHo, € OMNo eeKTUBHO NPH UHTpaxenaTajina xo/iecTasa Hpu dpeMcHiocT ¢ 1nojodbpsasainc na
NMpypUTYCa H ONOXUMHYHHTE NApamMeTpH.

[Ipernen Ha KMMBUYHATA ePHUKACHOCT Ha aIEMETHOHHH 34 JICHCHHUE Ha Jicnpecus U ucpHopobiia bolcer ¢
nybnukypan npe3 2002 ot AreHumsaTra 3a uscaeaBaHe M KauecTBo B 3ipansconiazsacto (CAllL). Mcra-
AHAJIN3 HA TE3M MPOYUBAHUA 3AKIIIOYABA, Y€ AJIEMCTHOHHUH € 110-epekTUBCH OT 11a1edo 3a odlickuasarc
CHUMNTOMHMTE Ha JACINpPeCHs, NPYPUTYC MNpU XosiecTaza Ha OpeMCHHOCTTa M MHTpAXClaTaliHe X0lICCTasa,
ANEMETHOHHH € No-¢(eKTUBREH OT miauebo 3a HamalgBane Ha cepyMuus OUIMpyOuIl HpU xosicerasa 1a
OpeMEHHOCTTa M MpH HHTpaxenaTaaia Xojecrasa. JIeueHHeTo ¢ a/CMCTHONMI ¢ CKBUBAJICHITNO Ha

CTaHapTHaTa TEpanHs 3a JeTpecus.
Henpecun

AZleMeTHMOHHH ¢ Oun ApuaraH IepopajlHO WKW TNapeHTCpaliiO 110 BPCMC HA JICUCHHKC HA JICUPCCUH.
Pesynrature oT Hakonko ob3opHu cratuM 3a eduUKACHOCTTa HA QJUCMCTHONMIL LUPH JICYCHUCTO 14
JETNPECUBHH PA3CTPOMCTBA H OT META-aHATUIUTE OT KIIMHUYHHUTE 1IPOYYBAHUS 110KAZBAT, YC A)ICMCTHOIIMH,
B a03u oT 200 - 1 600 mg/neH npurexkaba H3pascHO aHTUHACIIPCCUBHO JICHCTBHC 1ipH HALMCHTH, CTpaJlaly
OT pa3/iIMYHU BUAOBE Jerpecus (YHUIQIAPHA €HAOI€HHHM, HCBPOTHYHH, JIMCTUMHUUHU HAPYIICHMH).
Hsaxonko aABolHO-CJIENH NpOyUBaHHA Ca YCTAHOBHWIIH, Y€ €OUKACHOCTTA HA 4)([CMCTHUOHMWH 1PH JICUCHNC 1A
JICCIIPECHBHU pa3TpONCTBa MpeRB3XMKAa nnauedo H e nojobua Ha TPUIMKIKUIMK aHTHICHDCCAIITH,
AHTRHJIENPECUBHOTO ACHCTBHEC € ObP30 Y Ce NPOABABA B paMKHUTE HA 5-7 K OT JICHCHHCTO 1HIPH OTCHLCTBHC
Ha aHTH-XONUHEPTHYHU PEaKIIMH.

5.2 @apMaKOKHHETHYHH CBOHCTBA

Abcopbuus

[lpy xopata, cnea WUHTPABEHO3ZHO NpWIOKEeHUHE GapMakoJIOrHYHUAT HPOMHIL 1A AJICMCTHOHUH ¢
OMEKCMIOHEHLUMAIICH H ¢ CLCTABEH OT Obp3a ¢asza Ha pasripelie/iCHHE B ThKalikTe U Kpaiia cauMulialinoniia
aza, KOATO Ce XapakTepH3Hpa C MOJYKHMBOT OT OKOJ0 1,5 yaca. [Ipu viirpamyckyJIHO 1HPHIIOKCITUC,
abcopbumnaTa Ha aZIEMETHOHUH € MPAKTHYCCKH ITbJIHA (96%), MaKCUMaIHWTC 1LTA3MCHY KOHIICTPallMK 1A
aJeMETHOHHH Ce HNOCTHUrar ciaea okoyio 45 muHyTH. Chiell 1IcpopaliHO 1IPHUIIOXKCHKC 11a a/[CMCTHOHMI,
[IMKOBHUTE MJIA3MEHH KOHUEHTPALMU JOCTUIHATH CACH NPHEM fa CTOMaNIHO-YCTOWHUBUTC TablicTKH ca
no30-3aBUcHMMK ¥ ca ot 0,5 ao 1 mg/l, KouTto ce gocturar cnca 3 1o 5 waca clic)l ¢/IMiKYNa Jlo3a B
unrepsana ot 400 go 1 000 mg. [ThasmMenuTe KoHUEHTpalUM ciiajar ;o Gazosure nuBa 3a 24 yaca.
[lepopanHata OMOHANUYHOCT CE YBEH4YaBa KOraTo aAcMETHOHMIL Ce 1IPHeMa ia IIiajiio.

Paznpenenenue S
HoxsiagsarK ca o0emu Ha pasnpeneneiue or 0,41 v (0,44 1/kg 3a 103m ajieMcTHONNI O ﬁﬂi 25 Ny
CLOTBETHO. CBBP3BAHETO € I171a3MEHUTE NPOTEHHH € HE3HAYUTENHO U € < 5%. - CARN
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buorpanchopmanus
PeakuynTe, KOWTO TIPOM3BEXJAT, M3pa3XOJABAT M Bb3CTAHOBABAT &JICMCTHOHHH CC  HAPUYaT

aleMETHOHHHOB UMKB1. Ha NbpBaTa ¢rbl1Ka Ha TO3H LIMKDBJI, JIEMECTHOHHWH-3ABUCHMEH MCTHIIA3H H3LIOA3BAT
ajJlcMETUOHHHA KaTo cyOcTpar M npoayuypar S-aacHO3UI-XOMOUKCTCUIL. S-8/ICHO3HII- XOMOIIUCTCHE CC
XUJIPOJIM3Upa A0 XOMOUMCTEUH M AjIeHO3MH OT S-aACHO3ZHII-XOMOIMCTeH Xujpostaza. Chejr rosa
XOMOUHCTEMH C€ peuMKIupa o0paTHO A0 METHOHHMH C 1IPCHACHHC Ha MCTWIOBA 1'pylla or J-
MeTunaTeTpaxuapodonar. Hal-nakpas, METHOHHH MOXKE J1a Objie KonBepTupall odpatTio JIo a/ICMCTHOHUI,
3aBbPLIBAMKH LMKDIA.

EauMuHHpane
B 6enazanu OanaHcupaHHU NpOyUYRAHHSA C NEPOPATHO npunoxel, paagnoakryuicl (mcthyl 14C) SAMe (8-

adenosylmethionine) B 3apaBu oOpOBOIILIH, YPHHHATA EKCKpCLUMS Ha pajvoakTusitocT ¢ Ouna 15,5+1,5%
ciien 48 yaca U dekanHata exckpentma 23,5+£3,5% cnen 72 uaca, xocto ocrass nowry 60% skinouch B
ctabunun obpasyBatus.

5.3 Ilpeaxkauanyunn ganny 3a 6esonacnocrt

HPOBGHEHH Cd TOKCHKOJIOTHYHH TIpOY4YBaHHUA 1IPH MHOT'O XdXHBOTHHCKH BH/10BH, BK/1IOHBAlIIA 1UILEXOBC,
MHUIIIKH, XaMCTCPH A KYYCTa OT JBaTa 11044, ¢ CAWMHHYHO H MHOT'OKDATHO JIO3UDALIC TIDHA TICPOPAJICH,
MOAKOMKCH, HHTPABCHO3CH H HHTPAMYCKYIJICH ITbT Hd IIPHATOKCHHC.

TecTBaHeTO 32 TOKCUYHOCT ¢ MHOTOKPATHM JIO3M 110Ka3Ba, Ye OLOPCKL T ¢ rapreren opran 1pu 10rsXoBse U
XaMCTEPU K B MHOTO 110-MaJIKa CTeNeN 11pH KydeTa. BeposTHO TeCTUCTT € CIIC/IBANIMAT TAPICTCH OpLat
npu rwibxose. He ca nabmonasanu apyrd 3Ha4uMM OpraHHH [ipoMenu. [[pose)ictnre npoyusalus sLpxy
TOKCHUYHOCTTA [PH €IMHUYHA U MHOT'OKpaTHa 1032 3a 104 celiMUUM, pelpPOANYKTHBIATA TOKCUYHOCT U
MPOYYBAHHUATA 32 MYTAr¢HHOCT He JIEMOHCTPUpAT APYryd 3HAYUMH OCJIe3u ia TOKCHUHU ePeKi,

6. OCAPMAHEBTHUYHH JAHHHA
6.1 Chnuenk HA DOMOINHHTE BEIECTBA

Anpo ua Tabnerkara
MUKpoKpHCTalIHA LEeNyno3a
Harpues HUILIECTEH IKMKONAT

Aepoanin 200
Maruesues creapar

DOuUAMOBO NOKPUTHUE
BT KENe3eH OKCUA
YepreH JKene3eH AMOKCH
Eudragit L 100-55
Makporona 6000
[Tosmcopbar 80
CumetukoH (100%)
HaTpuer XMapoKcHL
Tank

IIpeurcTeHa rona

6.2 HecbBMECTHMOCTH
Henpuinoxumo.
6.3 Cpok Ha roanocr

3 rOJIMHH.




6.4 ChnenuajBH yC/IOBHA HA ChXpAHEHHE
a ce cnxpansBa noj 25°C.
6.5 Buan cpabpkande Ha ONAKOBKATA

Anemta 400 mg cTomamiHo-yCTOUMBH TabsieTku ca onaxoeaHu B Alu-Alu/Alu 6utcrep ¢ 20 rabneru,
[MOCTABEH B KAPTOHEHA KYTHA C JIMCTOBKA 32 MNaLMEeHTA.

6.6 CuoennHaany upeANaAZHi MCPKH IIPK H3XBLPJAAHE
Heu3no/I3BAHUAT IEKAPCTBEH NPOJIYKT WK OTNANBLYHHTC MATCPUAIIA OT HCIO TPIDBA Jid CC UIXBLIHT B

ChOTBCTCTBHC C MCCTHHUTEC HM3IUCKBAHHA,

7. IIPUTEXATEJ HA PASPEHIEHHUETO 3A YIIOTPEBA

Bopna Meaucuse Espona EOQ/]
ya. ,,bopuc PymMeHoB™ 16
1407 Codusa, brirapus

8. HOMEP(A) HA PAJPEITEHNETO 3A YIIOTPEBA

Per. Ne: 20210317

9. JAATA HA ITBPBO PAZPEHIABAHE/IIO/JTHOBABAHE HA PA3SPEINEIHHAETO 3A
YIIOTPEBA

JlaTa Ha nupBo paspewanane: 01.11.2021
JlaTta Ha nocaeqno NMOAHOBABAHE:

10. JATA HA AKTYAJINIUPAHE HA TEKCTA

08/2025




