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1. UME HA JIEKAPCTBEHUSA ITPOAYKT

Tpanemerna 500 mg cToMalIHO-YCTORYMBH Tab/IETKH - e
Transmetil 500 mg gastro-resistant tablets

y KAYECTBEH U KOJIMMECTBEH CbCTAB

EaHa Tabnetka cbabpika aaeMeTHoHWH 1,4-Oyranaucyndonat (ademetionine 1,4-butanedisulfonate)
ekBMBaJieHTeH Ha 500 mg ajleMEeTHOHMUH.

3a IMbJIHUA CMUCHK HA NMOMOILIIHUTE BELIECTBA BHUKTE TOUkKa 6.1.

3. JIEKAPCTBEHA ®OPMA

CTomauiHo-ycToiuMBa TabdieTka.
bsna 10 xpaTEHUKaBa OBaJiHa TadJieTka.

4. KUMHHUYHHU JAHHHA

4.1 TepaneBTHYHH NOKa3aHHUS

TpaHcmeTun € nokasaH 3a Jie4eHHe Ha Bb3PACTHM C:
® MWHTpaxerarajaHa XoJiecTa3a Mnpu Mpeurupo3Hd U LUPO3HH CHCTOSAHHA.
¢ HHTpaxerarajiHa Xojecrasa no Bpeme Ha OpeMeHHOCT.

4.2 JIO3HpOBKA H HAYHH HA MPHJI0KEHHE

J103upoBKa

JleyueHueTo mMoxe na 3anovyHe ¢ NpUIOKEHHE HA MHXKEKLIMOHHATa (popma M Ja NpoaAb/KH C MPUIOKEHHE
Ha TabneTHarta popma MM Ja 3anouHe AMPEeKTHO ¢ TabseTHa opma Ha TpaHcMeTuI.

Humpaxenamanna xonrecmasa
HayanHo neuyenue: Ilpenopbumnrennara go3vposka e 10-25 mg/kg/nen npuera nepopanHo. O6uyaiiHara
HavyanHa no3a e 800 mg/aen, karo oOwiara AHeBHa 103a He TpsdBa ja HaaxBbpag 1 600 mg.

[Topaspxkawo seyenue: 800 1o 1 600 mg aAHEBHO, NPHETH NMEPOPATHO.

Ilayuenmu 6 cmapuecka 6v3pacm
KanHuuuuTe npoyuBaHus ¢ TpaHcmeTun He BKIIOYBAT AOCTaTbyeH OpoM sMua Ha U Haa 65 roavuiHa
Bb3pacT, 3a Jla Ce OINpelesu Jajlk T€ OTroBapAT pa3jM4HO OT MO-mJaad naumeHTH. JloknaaBaHusT
KJIMHHYEH ONUT HE YCTAHOBABA Pa3/IMKU B OTFOBOPHTE MpPH NALMEHTH B CTapyecka Bb3pacT W Mo-mJiaau
nvua. Hai-o0wo, mM300pbT Ha Q03a NpU NauMeHT B CTapyecka Bb3pacT TpsaOBa ja craBa BHUMAaTEHO,
KaTo OOMKHOBEHO TpsOBa Ja ce 3anoyHe OT HUCKWTE /103U C OrJieJl Ha [Mo-rojsMar

WKW ApYyra CbIbTCTBALLA TEpaIu.

[Teouampuuna nonyarayus
EdexTuBHOoCTTa M O€e30macHoCcTTa Ha TpaHCMETHIT NpU J1e11a HE ca YCTAHOBEHH.



Yeprodpobro yepesxcoane
(DapMaKkOKHHETUMHUTE NAPaMETPU MpH 34paBu A00pOBOAUM M MALMEHTH ¢ XPOHHUHO 4epHOAPOOHO
3abongBaHe ca MoAoOHH.

bvbpeuno yapexcoane
MMa orpaHMuyeHH KIMHMMHM JaHHM 1pU nauveHTM ¢ Oulpeuno yepexnawe. [lpenopbuBa ce

ITPUAOKEHHUETO Ha TPHHCMETHH Aa CTaBa C [MOBAIUCHO BHUMAHHKEC [TPH TE3HW NMAUHCHTH

HauuH Ha npunoxeHue

JleueHneTo MOXe Ja 3aN0YHE C MPHUITOKEHHE HA MHDKEKUMOHHATa GopMa ¥ 13 NPOABLKU C NMPUIOKEHHE
Ha TabneTHata GpopMa WK Aa 3anouHe JUpexTHO ¢ TabaeTHa dopma Ha TpaHcmeTui,

TpancmeTnn TabneTku TpabBa aa ce norabwat uenu 6e3 na ce ALBYAT.

3a no-po0Opa abcopOuMs Ha aKTUBHOTO BELUECTBO W ITbJEH TepaneBTHUYeH edekT, TpaHcMeTHn TabneTku
He TpsabBa na ce npuemar ¢ XxpaHa.

Tpancmernn Tabnetkure TpsadBa n1a ObAAT W3BaAEHH OT DIMCTEpa HEMOCPEACTBEHO Nipely ynoTtpeba. Ako
TabneTkuTe ca ¢ ApPYr UBAT, pazfivMdeH OT OANn OO XKBATEHUKAB (MOpaaM HAJWUYHMETO Ha AYNKH B
alyMHHHeBaTa 0OBUBKA), HE C€ NPENOPbHUBA MPHEMAHETO WM.

4.3 IIpoTHBONOKA3ZAHUSA

¢ C(CBpBbXUYBCTBUTCAHOCT KbM AKTHBHOTO BELIECTBO MAM KBM HAKOE OT (MOMOILHWATE BELUECTRA,
u3dpoeHn B Toyka 6.1.

o [lanMedTH ¢ reHeTHYeH O€QEeKT, KOWTO 3acAra METUOHMHOBHSA LMKBA W/HWAM TPUUYKHABALL
XOMOUMCTHHYpHA W/HMIH  XUNEPXOMOUMCTEUHEMHS (Hamp. LUMCTAaTHOHMH-OeTa-CHHTETa3eH
JeduuuT, nedekT Ha MeTabonrima Ha BUTaMKH By).

4.4 Crneunannu npeaynpexaeHna u npeanaiHd MepKH npH ynorpebda

[Ipy npeunpo3HH M LUHMPO3HU CBLCTOSAHUA C XUnepamoHHEMHs TpaGBa na ce HabnogaBaT HMBaTa Ha
aMOHSK APW NAaLKMEHTH, KOUTO NpUEMaT nepopaned TpaHCMETHI.

TR kKaTto AePHUATBLT Ha BUTAMHMH Bi2 W (onaTrvTe MOrat aa HamanaT HUBATA HAa aNEMETHUOHMWH, Ha
NalLMEHTHTE B PUCK (C aHEMHHA, YEPHOAPOOHO 3abossBaHe, OPEMEHHOCT MM NMOTeHUHANIeH AeDHLMT Ha
BUTAMHHK NOpaAu Apyry 3adonABaHUA WK XpaHUTEHA HABHLIM KaTO BeraHW) TpabBea Na ce npoBeXxaaT
PYTHHHH KPbLBHH HM3C/NEABAHUA 332 NPOBEPKA Ha IU1a3MEHHWTE HHBA. AKO c€ OTKpHe aedMuuT, ce
npenopbyBa feuexue ¢ BuTaMuH By u/vnu donatu npeau uau eIHOBPEMEHHO C NpHeMa Ha TpaHCMeTHN
(BkK. TOUKa 5.2).

TpaHcmernn He ce npenopbuBa npu nauuMeHT c Ounonsapua Gonect. ChuiecTByBaT ChLOOLIEHHS 34
npeMUHaBaHe OT AENpPECUA B XUNOMAaHUA WKW MaHUs 110 BpeMme Ha JieueHHe ¢ TpaHcMerun. CuluecTByBa
€1HO CbOOlICHUE B JIHTEpPAaTypaTa 3a CEPOTOHMHOB CHHAPOM [IpH MNALKWEHT, KOHTO € [pHemall
aleMETHOHHH K KNOMUNpaMHH. Bbnpeky ue ce npuMema nNoTEHUMANHO B3aUMONEHCTBHE, NMPENOPBUBA CE
MOBHULIEHO BHUMAaHMWE MPH KOMOUKHPAHO npvemaHe Ha TpaHCMETUN CbC CENEKTUBHW MHXUOMTOPM Ha
obpaTHOTO 3axBaulaHe Ha cepoToHMHa (SSRI), TpUUMKIIHYHK aHTUAENpecaHTH (KATO KJIOMMNPAMHH) M

JIEKapCTBa, OTMycKaHU Oe3 peuenrta v XpaHMTelHU J00ABKH, KOMTO CbAbpkaT TpUNTOdaH (BX. TOuKa
4.5).

EdnkacHocTra Ha TpaHcmeTns nNpH JIEUEHHETO Ha AeNpecHa € U3CNeIBaHa B KPaTKOCPQX
IPOYYBAaHHUA (C NPOABIKMTENHOCT 3 — 6 ceamuuu). EdexTuBHocTTa Ha TpaHcMmeTHn gy af
jenpecus 3a MO-ObJArM nepuoau € HeussectHa. MiMa MHoro nekapcrsa 3a feueHudf ua
NauueHTHTe TpaOBA Na Ce KOHCYATHPAT C TEXHHUTE JleKapy OTHOCHO ONTHMAa/lHaTa Tepa



Tpaﬁna Aa 6’hﬂ.ﬂT HaCbp4YaBaHH 14 HHCl)DPMH]JaT CBOUTE JIEKApPH, dKO TEXHHTEC CHMNTOMH HE OT3BYYAT HIH
CC BJIOLIAT NO BpCME Ha TCPAlHATA C TPBHCMETH.TI.

[laureHTHTE ¢ aenpecHs ca H3NOKEHW HA PUCK 332 CaMOYOHMIICTBO M APYrH CEepPUO3IHM peakuHH M
cliefosaTenHo TpadBa fa MoAyqaBaT HENPEKbCHATa TNCUXMATPHUYHA MOMOLU MO BPEME Ha JICUEHHETO C
TpancmeTHn, 3a Ja ce rapaHTHpa, Y€ CHMIITOMHTE Ha AeNMPecHs ca aieKBaTHO YCTAHOBEHH M JIEKYBAHH.
ChluecTByBaT cboOluEHHMA 32 NpEeXOJHa WM BiaOLIaBallla ce€ TPEBOXHOCT NMPH MALMEHTH, KOMTO Ca
neKyBaHU ¢ TpaHCcMeTHA. B nopeueTo ciyyan He ce Hanara rMpekbcBaHe Ha neyeHuero. B Manko cayvan
TPEBOXKHOCTTA OT3BYYaBa CNeJ HAMANIABAHE HA 103aTa UK CTIUPAHE HA JICYCHHUETO.

Bzaumodeucmeue ¢ uMyHOI02UUHU mecmoae 3a ONPeoeane Ha XOMOYUuC meun

TpaHcMeTUn B3aUMOACHCTBA € UMYHOJOTHYHUTE TECTOBE 3a ONpejeNsHe Ha XOMOLMCTEUH, KOETO MOXKE
Aa NOKaxe (aluMBO-MOBUIIEHA HHBA HA MJIA3MEHHUA XOMOLMCTEWH TMpH NALMEHTH, NEKYBAHU C
Tpancmerun. [Mpy nauneHTH, KOUTO ca nekyBaHW ¢ TpaHCMETHI, Ce NMPenopbyBa Aa C€ M3NOM3BA He-
UMYHOIOTHYEH METOJ 3a OfpelesiiHe Ha M1a3MeHHs XOMOLMCTEHH.

[loMOWHO BEUIECTBO
To3u nexapcTeeH NpOAYKT CeAbPXKA NMO-Malko OT 1 mmol Hatpuit (23 mg) Ha TabneTka, T.e. MOXe a ce
KaXe, ue NMPaKkTHYECKH HE CBABbPXKA HATPHUH.

4.5 B3anmoze#cTBHE ¢ APYTH J1€eKaPCTBEHH NPOAYKTH H APYrH GOPMH HA B33aHMOAEHCTBHE

CobluecTByBa €AHO CbHOOLIEHHE B JUTEpaTypara 3a CEPOTOHWHOB CHHAPOM fIPH NALMEHT, KOWTO €
npueMai aaeMETHOHHH ¥ KAoMUNpamMHH. CrnegoBaTenHO, BBLAPEKH He€ Ce npueMa MNOTEHUUATHO
B3aHMOJEHCTBHE, NpENopbysa Ce MOBHUILEHO BHUMaHME NpH KOMOMHMPAHO npvemMaHe Ha 1paHCMETHI
ChC CENeKTHBHM WHxHOMTOpH Ha 00paTHOTO 3axpaiiaHe Ha cepotonmHa (SSRI), TpuUHKIHuUHK
aHTHAECNPECAHTH (KaTo KJIOMUIPAMHKH) M NeKapcTBa, OTNyckaHU Oe3 peuenTta U XpaHWUTETHU A00aBKH,
KOUTO CbABPKAT TpHUINTOhaH (BK. Touka 4.4).

4.6 QeprranTet, 6peMEHHOCT H KbpPpMEHE

bpemMeHHOCT

[To Bpeme Ha KIMHHYHK W3MUTBAHKA HE ca OMNK HabNIOAABAHW HEXKENAHH PEAKLIMM NPU XKEHHU, NEKYBAHH
C QAEMETHOHHUH Npe3 MociaeaHuTe TPU Meceua ot OpemenHocTTa. [lpenopvura ce TpaHcMeTHN Oa ce
npuiara B IMbPBUTE TPU Mecela Ha BpeMeHHOCTTa caMo, aKO ToBa € abCoIOTHO HeOBXOoAUMO.

Kbpmene

TpaHcMeTnn TpsGBa na ce npuiara B MeprHoAa HAa KbPMEHETO €aMO aKO MOTEHLUMATHATA MON3a
HAABHIIARA PUCKA 332 KbPMAUEeTOo.

4,7 EdexTn Bbpxy cnocobuocrTa 3a wwodgprpane 1 pabora ¢ MAINHHY

IIpH HAKOM MaUMEHTH MOXKE Aa C€ MNOABU 3aMaiiBaHe NpU NpUACKeHWeTo Ha TpaHcmerun. [lauuneHrure
Tpabea na 6baaT cbBeTBAHU Aa He WwodupaT W paboTAT ¢ MalUMHHU NO BPEME HA JICYEHHUETO JOKATO HE ce
yBEPAT, ue TpaHcMeTHa He NOBAMABA TAXHATA CNOCOOHOCT Aa M3BLPUIBAT TE3K ASHHOCTH.

4.8 Hexenann JeKapcTBEHH PeaklHH

B winHnuHHuTE uU3nuTBaHUA moBeue oT 2 100 nauumentn ca nexkyeaHu ¢ Tpancmerun. Haii-uecto

CrneaHuTe HexxenaHW peakuum ca HabNOZaBaHW C 4YECTOTa, MOCOYEHA MO-A0NAY N
H3anuTBaHus ¢ TpaHcMeTnn (n=2 1135) ¥ OT CNOHTaAHHU CBLOOLEHUA.



Hexxenanunte peakunu ca u3bpoenn no CucTeMHo-opraHHa knacugukauus. Yecrorara ce onpenens kato
ce u3noizea MedDRA koxseHuusTa: mHoro dectu (=1/10), yectn (>1/100 no <1/10) neuectn (>1/1 000

no <1/100), peakun (>1/10 000 go <1/1 000), muoro peaku (<1/10 000).

MedDRA-6aza nanuu Ha YecToTa Hexesiann nekapcTBeHH peakunn
CHCTEMO-OPTAaHHH KJIACOBE
CToMawHO-ypeBHK HapyLLUEHHS Yectn KopemHa 6onka, dnapus, IN'agene
HedectH Cyxora B ycrarta, Jlucnencus,
MeTteopusbmM, CTtoMalHo-upeBHa OoKa,
CromaluHo-4ypeBHO KbpBeHe, CTOMalLHO-
YpeBHK Hapyuienus, [loBpbitane
Peaku [loayBaHe Ha kopema, Ezodarut
Obwm HapylueHUs U epekTH Ha HeuecTH Actenus, Orok, [lupekcus, Brpucane*,
MACTOTO Ha NMPHUIOKEHUE Peakuiuu Ha MACTOTO Ha MkeKTUpaHe™®,
Hekposa Ha MACTOTO Ha WHXKeKTHpaHe™
Peaku DUIUYECKO HEPA3NOTOKEHHE
HapylueHra Ha UMYHHATa CHCTEMA HeuectH CBpbXU4YBCTBHTENMHOCT, AHAQUIAKTOUAHM
HIH aHAQUIAKTHYHYU peakuuu (Hanp.
3a4ycpBABaHE Ha JIMLUETO, AMCITHES,
OpoHxocnaztm, 6onka B repla,
AUCKOMGOPT B rbpAUTE, NPOMEHH B
KPpbLBHOTO Hansarade (XMNOTOHHKA,
XUNEPTOHHSA) UKW YECTOTATA HA nyJica
(Taxnkapams, Opaaukapaus))*.
UHpekunu 1 nHbecTaumu HeuecTn MH}eKUMH Ha NMKOYHHTE NBTHLLA
HapyleHnus Ha MyckynHo- HeuecTH ApTpanrus, Myckynuau cnazmu
CKENIeTHATa CUCTEMA M
CbEAMHHUTENHATA ThKaH
HapyuleHUA Ha HepBRATa cUcTEMA Yectu " naBobosnue
HeyecTy 3amaiiBane, ITapectesus, lucreysuna*
[lcuxnuxu HapyileHus YectH besnokoicTro, beackhuue
HeuecTy Bu3byna, CrcTosHue Ha o6bpKaHoCT
PecnupaTopHH, rpbaHu U HeuvectH OTok Ha napuHkca*
MEJNACTHHAIHU HApYLIEHHUA
HapyuieHus Ha KoxaTa M YecTH [TpypuTyc
[MOAKOXHATA TbKaH HeuecTy Xunepxuaposa, AHrHoeaeM*, AnepruuHu
KOHH peaklMH (Hanp. oOpuB, cbpbex,
YpTHKapus, eputema)*
CbIOBH HapyuIeHHS Heuectu I"opety BbAHK, XUnotoHus, Onedur

*Hexenany cuOMTHA OT CNOHTaHHH CBOOLIEHHS, KOMTO He ca HabnmJaBaHM MO BpeMe Ha KIMHHYHUTE
H3NWTBAHUA W Ca ONPCAC/ICHH C 4YeCTOTa ,,HEYECTH  BL3 OCHOBA Ha (axkTa, 4Ye ropHaTa rpaHWua Ha
JAOBEPHTEJIHHA MHTEPBaA Ha OLEHKATa Ha YyecToTa 95% He € no-Bucoka oT 3/X, kbaero X=2 115 (06w
Opoit Ha nuuaTa, HabnoAaBaHK B KIIHHHYHH H3MWTBAHUA).

CboOluiaBaHe Ha NOAO3UPAHU HEXENIAHW PEaKLIUM
CrolluaBaHeTo Ha MORO3MpPaHK HEXENAHU peaKLUy clie] pa3pellaBaHe 3a yrnoTpeba Ha NEKapCTBEHUA
MpoAyKT e BaxxHO. ToBa rno3sonasa Aa NpoabMKH HAOMKOAEHHETO Ha CHbOTHOLIEHHETO Mon3a/pyck 3a
neKapcTBeHUA NpoayKT. OT MEAHLIMHCKHTE CMNELHanHCTH C€ H3UCKBA Aa Cho0LIABaT BCAKA 110103MpaHa
HeXKenaHa peakuys 4pe3 HaLUMOHATHATa CUCTeMa 3a cboDllaBaHeE:

HanbsnutenHa areHuus no nekapcTaara
yi. .,JlaMaH I'pyes” Ne §
1303 Codun

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




4.9 Ilpexoszupane

Cnyuante Ha npenosupane ¢ TpaHcmerun ca peaku. Jlekapute Tpabsa Aa ce CBBP3BAT C KIHHUKUTE MO
TOKCHKONOrus no Mecta. Hai-obulo, naunenture Tpabea aa 6baar HabnwonasaHy W aa UM ce npunarar
NOANbPXKALLH MEPKH,

5, DAPMAKOJIOI'NMYHHU CBOUCTBA

5.1 PapMakoaHHaMHYHH CBOHCTBA
{apmakoTepanesTHyHa rpyna: AMUHOKUCENUHHU U aepusat, ATC koa: A16AA02

AZIEMETHOHWUH WM S-aneHo3w1-L-METHOHWH € NpPOU3BOAHO Ha AMHHOKWCeNMHata MeTHOHMH. [lopaam
CTPYKTYpH2 HeCTaOMNHOCT, CTaOHWnHK coneBH ¢opMM Ha aaeMETHOHHH ca HeoOXOAMMH MpH
H3NON3BAHETO MY npe3 yctata, AKTHBHOTO BELIECTBO € COMTA aaeMeTHOHHH |,4-OyraHaucyngonar
(ademetionine SD4).

MexannisM Ha gericTBue ¥ apMakOaAMHAMUYHYN eheKTH

S-afieHo3HN-L-MeTHOHNH (aJ€METHOHHH) € €CTECTBEHa AMHHOKHCENHHA, KOATO C€ YCTAHOBABA B
MPaKTHYECKH BCHUYKH ThKAHU M TEYHOCTH HAa OpraHu3Ma. AaeMETHOHHUH AeHCTBA OCHOBHO KAaTO KOEH3UM
W NpEHACAHETO HA METHJIOBH TPYNH (TPAHCMETHIMPAHE) € eceHlMaieH MeTaboIMTEH NpoLec NP Xxopa M
HKHUBOTHH. [lpeHacaHeTO Ha METHIOBH rpyrnu € CbLLO OCHOBHO 3a ofpasyBaHeTo Ha dochonunuaHaTta
4aCT Ha KJIeTb4HATA MEeMOpaHa M gonpuHacs 3a GayuaHOCTTa Ha MemOpaHaTa. AJEMETHOHMH MOXE Aa
MPEMHUHABA KPbBHO-MO3b4HaTa Oapuepa U MEAHHMPAHOTO OT HEro TPaHCMETW/IHpaHE € KPUTHYHO NpH
gopmHpaHe Ha HespoTpaHcmuTepure B LIHC kato kaTexonaMuHuTe (AONaMMH, HOpaapeHasuH,
aAPEHANHH), CEPOTOHHH, METATOHHH M XHCTAMMH.

AIEMETHOHHMH € CBIUIO MPEKYPCop BbB (POPMHPAHETO Ha (PUIMONOrHUHMTE CYNPYPUPAHH CHEIAUHEHUS
(uKcTenn, TaypuH, rnyration, COA u apyr) upes TpaHcyndypuiupaHe. [NyTaTHOH, HaNW-MOUIHWAT
AHTHOKCHAAHT B 4YepHua Apod, € BakeH B uepHoapobOHAaTa AETOKCHKALMSA. ANEMETHOHMH MOBMILABA
YEPHOAPOOHUTE HUBA Ha MMYTATHOH NPU NALMEHTH ¢ ATKOXONHA U He-aNKOXOJHa YepHOApobHa Bonect.
Kaxto ¢onatute, Taka 1 BUTaMHH B2 ca eceHunanHy BeuiecTea 3a MeTaboAM3Ma M BL3CTAHOBSIBAHE
3anacHTe Ha aAEMETHOHHH.

KnuHuyna edruxacHocT

Humpaxenamanna xonrecmasa

HaTpynaHMaT onMT ¢ NepopaTHO W NapexTePANHO NPHIIOKEHHUE Ha aAEMETHOHHH 3a noBeue oT 20 roauHH
nokasea, 4Ye NEeKapcTBOTO € €(EKTHMBHO 3a JIEUCHHE HA MHTPaxenaTaiHa XolecTasa npu uepHoapobHa
Oonect u npu GpeMEHHOCT M APYTH XPOHHUYHH YepHOAPOOHH HApYylIEHHS,

HMHTpaxenaranHara xosiectasa € yC/N0XKHEHHE HA XPOHHYHATA YepHOApoOHa 6ONECT v APYrH NPpUUKHK 3a
xenarouenynapsa yspena. Hpu deproapobha Gonect HopManiHaTa XenaToLUWUTHA QYHKLHA NO OTHOLUEHHE
Ha perynalmMaTa U e1EMHHUPAHETO HA HITBYHUTE KUCENHHH € HApYLICHA, KOETO BOAM A0 XONECTasa.

Ynorpebara Ha aleMeTHOHHH € MpOYUYBaHA NpPH MAUMEHTH ¢ XPOHWUUYHA uepHOApOOHa BOJecT, KOoeTo
BK/IIO4BA MHTpaxenataiHa X0/1€CTas3a, BIUTIOYHTENHO MbPBUYHA OUIMapHa LKMpPO3a, NEKAPCTBE ApE
Ha YepHHUA Apo0, BUPYCHHM XENAaTHTH, XONecTasa MpH NAPEHTEPATHO XpaHEHe, aNKoX
OofecT ¥ He-aIKOX0JIHA MACTHA YepHOApOOHa GonecrT.

[Noeeue or 2 700 nauneHTH C HHTpaxenaTasHa XoNecTa3a U/HaH XPOHUUHA YEPHOLPOS
BKNIO4YEHH B KAMHMYHW M3NUTBAHWUA ¢ aaeMeTHOHHMH H | 983 3a Ounu nekyBanu
MOBEHETO OT TE€3M M3MHTBAHWA, AAEMETHOHHUH e Oun cpaBHsaBaH ¢ nyauebo nopaam no
Ha ajTepaTHBHH TepanHH no Tosa Bpeme. B noutu 90% oT cayuante xonecrtatHueH Ny




aCOUMHpPaH ¢ XpoHH4HaTa 4yepHOApoOHA Oonect. OcTaHanuTe NalMEeHTH Ca CTPajaid OT aNKOXOJIHa
4epHOApoOHa Oonect, OCTbP H XPOHHYEH XENaTWT MAM MHTpaxernaTanHa XofiecTa3a Ha OpeMEHHOCTTA.
[TapameTpute 33 edukacHOCT, B3eTH MOJ BHMMAHWE B KIWHHUYHHMTE NPOYYBAHWA €A BKIKOYBANM
OCHOBHUTE CYOEKTHMBHH CHUMMNTOMH Ha XoJsiecTasa (Cbpbex, KbITeHWUa, yMmMOpa, BbL3CTAaHOBABAHE Ha
10OpOTO 00O CHCTOAHKE), U OMOXHMUYHK MApKEpH 3a XonecTasa U uepHoapobHa yBpeaa, KaTo oo U
KOHIOTHpaH OunnpybuH, ankanna d¢ocdarasa, HUIBUHH CONIKM, TPaHCAMHHAE3M, raMa-TNyTaMun
TpaHchepasa. JieueHNETO ¢ aAEMETHOHHH WHTPABEHO3HO, MHTPAMYCKYNHO WK NMEPOPAIHO € NoAoGpUNo
MHTpaxernarajiHaTa XO0JeCTa3a, KOATO ce Ab/KH Ha XPOHWYHA yepHOoapoOHa Oonect unn GpeMeHHOCT W
anKkoxosHa uMpo3a. EQexTHTe OT MHTPaBEHO3HATAa ¥ MHTPAMYCKYJHATa Teparnusa ca BUAMMM cnen 1-2
CeIMHLM JIEYCHWE, I0KATO OPaNHOTO IEYEHHUE € NOAXOAALIO 3a OAALPKALIA TEPANHA.

Hwarocpouno, aABoitHo-cnano, riaauebo KOHTPONMPAaHO NpoyuBaHe NpH 123 MbXke M XEHHU C alKoXonHa
yepHoApoOHa uMpo3a mokassa, de | 200 mg/aHEBHO aneMETHOHMH 33 2 roAWHM MOXe Ja noaobpw
NpexXxMBAEMOCTTa W 3a0aBU Hyx»JaTa OT uyepHOApoOHa TpaHcnnaHTauua no-edekTUBHO OT miauedo.
ObLuara cMbpTHOCT/UEPHOAPOOHA TPAaHCNNAHTALIMA B Kpas Ha Npoy4yBaHeTo Hamansea ot 30% B nnauebo
rpynata Ha 16% B rpynata ¢ afeMETHOHHWH, BbIIPEKH Y€ CTATHCTHUECKH TalMd pa3/MKa HE € 3HauMMa.
JIBNrocpouHOTO NeveHne ¢ aJeMETHOHHH HaManapa of1aTa CMbPTHOCT/4epHOAPOOHA TPaHCNNAHTALMS,
0COOEHO MpHU NALUMEHTH C NMO-MAJKO HarnpeaHana YepHoapoOHa Gonecr.

Humpaxenamanna xoxecmasa npu bpemennocm

EdukacHocTTa Ha NeueHHETO ¢ aIEMETHOHHH € OLIEHEHO B 7 KIWHUYHU M3MMTBAHWA, KOUTO BKIHOYBAT
204 KeHH ¢ WHTpaxenaTanHa Xosiectaza npi OpemeHHocT. Ot TaX, 156 ca jiekyBaHH ¢ aeMETHOHHH, 21
ca nonyuunu nnauedo, 60 — akTMBHa kKoHTpona (yp30ASOKCHUXOJeBa KUCENHHA) U 27 ~ aJeMeTHOMHH
MAKC YP30ACOKCHUXONEeBa KucennHa. JleueHMETO C  aNeMETMOHWH, MNPUNOKEHO HHTPABEHO3HO,
HHTPAMYCKYJHO MJIM NEPOPATHO, € OMNO ePEKTHBHO NPU WHTpaxenaTaiHa XojecTasa npyu OpeMeHHOCT ¢
noaocdpaBaHe Ha NpypUTyca M OMOXUMHUYHHUTE NapPaAMETPH.

[lpernea Ha knnHWuHaTa ePUKACHOCT HA AREMETHOHKH 3a JIEMEHUE HA AENpPecHs W YepHOoApobHa GonecT
e nybnuxkysan npes 2002 ot AreHuuaTa 3a u3cneaBaHe ¥ KadecTso 8 3apaseonaseaHeto (CAILL). Mera-
aHaIM3 Ha TE3W NPOY4YBaHHA 3aK/1K0YaBa, Ye aJlEMETUOHUH € No-edeKTUBEH OT Mtauebo 3a obnexyapaHe
CUMIITOMHTE HA AeNpPECHs, MPYPHUTYC NPH XOnecTas’a Ha OpeMEHHOCTTa U MHTpaxenaTajtHa XoJecTasa.
ANEMETHOHHH € No-e(PeKTHBER OT Mauedo 3a HaMmaaBaHe Ha cepyMHHUA BUnrpyGHH MpH XosiecTasa Ha
OpeMeHHOCTTa W MpW HWHTpaxenaTanHa Xxofiecrasa. JleueHKeTO ¢ aJeMETHMOHMH € eKBHBAJIEHTHO Ha
CTAHAapPTHATA TEpanus 3a AenpecHs.

[enpecus

AlEeMETHOHWH € OMn npuiaraH epopanHO WIKW NAPEHTEPaNHO N0 BPEME HA JIEYEHHE HA JEenpecus.
Pe3ynTaTute OT HAKOAKO 0630pHM CTaTUM 3a €(pHKACHOCTTA HA AAEMETHOHWH MPH JIEYEHHETO Ha
ACTIPECMBHY pa3CTPOHCTBA W OT META-aHAIM3UTE OT KIMHWHMHHTE [MPOYYBAHMUA MOKa3BaT, ue
aaeMeTHOHMH, B no3n ot 200 - 1 600 mg/nen npurexasa W3pa3eHO aHTUAENPECHBHO AEHCTBHE MpH
NALUKCHTH, CTpadalld OT Pa3IHYHK  BHIOBE [enpecus (YHUNOJAPHM €HAOreHHU, HEBPOTHUHH,
AUCTUMHYHH HapylieHun). Hakonko OBoHHO-ClieNHd NpoyuBaHMs €A YCTRHOBWIH, 4Ye €PUKACHOCTTA Ha
aJCMETHOHHH MpPH JIEUEHUE Ha ACCMNPECUBHH pa3TpOHCTBA Npepb3Xokna mnauedbo ¥ e nonobHa Ha
TPUUMKIIHYHY aHTUACNPECAHTU. AHTUAEIIPECHBHOTO AEHCTBUE € OBP30 M Ce NMpoABABa B paMKUTE HA 5-7
IHH OT NE€UYEHHETO NMPH OTCHCTBHE HA AHTU-XOMMHEPrHUHH peaKIIMH.

5.2 PapMaKoOKHHETHYHH CBOICTBA

Abcopbuus
[Ipn xoparta, cilel HHTPABEHO3HO NPHAOKEHHUE (apMaKOMOTHYHHAT npodun
OuekcrnioHeHuManeH M e cbcTaBeH OT Obp3a ¢asza Ha pasnpeaeicHue B
€N1MMHHAUHOHHA a3a, KOATO C€ XapaKTepH3upa ¢ MOJYXHBOT OT OK0JIO 1,5 vach
npHioxeHue, abcopbuuaTa Ha aZEMETHOHMHK € NMPaKTHYECKH MbiaHa (96%);
KOHUETpaliMK Ha aAeMETHOHUH Ce JocTHurat cael okono 45 muHytH. Cnea nep




TabneTku ca no30-3aBUcUMH MU ca ot 0,5 no 1 mg/l, kourto ce pocrurar cnea 3 no 5 vaca cnen eaAMHHUYHA
no3a B vaTepsana ot 400 ao 1 000 mg. [InazaMeHnTe KOHUEHTpauKK cnaaat Ao 6azosuTe HUBA 3a 24 vaca.
[lepopannara OMOHANUYHOCT Ce yBe/IHUaBa KOraTo aleMETUOHHMH Ce NPHEMa Ha IMaJHo.

Pasnpenencrue
JdoknaapaHu ca obemu Ha pasnpeaenenume ot 0,41 u 0,44 V/kg 3a nozu agemernonun or 100 mg n 500 mg,
CHOTBETHO. CBBP3BAHETO C MJIA3MEHUTE NPOTEUHHU € HEZHAUMTEHO U € < 5%.

buotpanchopmaius

PeakunMuTe, KOMTO TIPOM3BENCIAT, M3PA3XOABAT U BB3CTAHOBABAT ANEMETHOHMH CE€ HapH4ar
afeMEeTHOHUHOB UMKBJA. Ha mbpBaTta CTbNKA HA TO3HM UWKBA, aNEMETHOHUH-3aBUCHMMHU METWU/A3M
M3NON3BAT aleMETUOHKWHA KaTto cyOcTpar W npoayuupar S-ageHO3WI-XOMOLUMCTEUH. S-aaeHO3uA-
XOMOLMCTEHH C€ XHAPONU3HpaA 10 XOMOUMCTEUH W AJ€HO3UH OT S-aeHO3UN-XOMOLIMCTEHH XWposiasa,
Cnea ToBa XOMOUMCTEHH Ce peuuxaudpa obpatHo 40 METUOHHH ¢ MpeHacsHe Ha METW/OoBa rpyna ot 5-
MeTuaTeTpaxuapogonar. Hai-Hakpas, METUOHHH MOXe Na Oblle KOHBEPTHPaH OGPaTHO A0 AAEMETHOHMH,
3aBBbPUIBAHKH LIMKDBNA.

EnvMmuHKpane

B Gendsann GanaHcupaHy npoy4yBaHKs ¢ NEPOpanHO NPUNoXKeH, paanoakTueed (methyl 14C) SAMe (S-
adenosylmethionine) B 3npaBu 10OpOBOALM, YPMHHATA EKCKPELIMA Ha PAJIMOAKTHBHOCT € 6una 15,5+1,5%
ciied 48 yaca u PpekanHaTa ekckpeuns 23,5+3,5% cnen 72 uaca, koeto octassa nouytu 60% BKIKOUEH B
ctabunHu obpasysamus.

5.3 Ipeakauununn Janny 3a 6ezonacHoCT

[IpoBeneHH ca TOKCHKOJIOrMYMHHW NPOYUBAHHS MPH MHOTO KUBOTHHCKH BHAOBH, BKIIOYBAILU [UIBXOBE,
MHILIKH, XaMCTEPH WM KydyeTa OT j[BaTa Noja, ¢ eAUHHYHO ¥ MHOIOKPATHO [03MpaHe NMpH NEPOpaneH,
NOJAKOXXEH, HHTPABEHO3€H U HHTPAMYCKYJIEH NTbT HA MPHTOKEHHE,

TecTBaHETO 3a TOKCHUHOCT ¢ MHOTOKPaTHH [103M NOKa3ea, Ye 6bOpeKbT € TapreTel opraH npH mbXose
XaMCTEPH H B MHOTO NO-MaNiKa CTENEH NpH Kyuyera. BepoaTHo TeCTHCHT € crneaBallUAT TapreTeH opraH
npy nnbxoee. He ca HabalonasaHK Apyryu 3Ha4uMM OpraHHM npoMetn. [IpoBeneHUTE NPOYUYBAHKS BLPXY
TOKCHYHOCTTa NPU €IWHUYHZ U MHOrokparHa ao3a 3a 104 ceamuuM, penpoayKTUBHATa TOKCHYHOCT M
MPOYy4BaHUATA 34 MYTAreHHOCT HE AEMOHCTPHUPAT APYrY 3HAYUMU Dene3n Ha TOKCHUYHH e(heKTH.

6. DAPMAILIEBTUYHHA JAHHHA

6.1 CnuchK HAa NTOMOLIHHMTE BelllecTBA

Anpo Ha Tabnerkara
KononaeH ©e3BoleH CHIMLMA, MUKPOKpHCTanHa LenyJo3a, HaTpueB HuiuecTeH raukonat (Type A),
MarHeiues cTeapar.

Ob6pyBka Ha TabneTkaTa
MeTakpunosa KHcenMHa — €T akpuaar kononumep, makporon 6000, nosnucopdar 80, cuMeTHKOH
EMYJICHS, HATPHEB XHUIAPOKCHA, TAJIK.

6.2 HechbBMEeCTHMOCTH
Hsama nanuu.
6.3 Cpok Ha roanocrt

3 (TpH) roanHM,




6.4 Cnennannu ycjioBHA HA ChbXpPaHEHHE

Hama crieunanyiu ycnoBus Ha cbxpaHeHue.

6.5 Bua v coabpkanye HA ONAKOBKATA

Enxa ctomauino-yctouuBa Tabnetka cbabpxka ageMeTHOHMH 1,4-6yTaHANCYIPOHAT E€KBUBANEHTEH HA
300 mg aneMeTHOHMH

TabnetkuTe ca onakosaHu B GaucTepy (anyMuHwii/ anyMunuit), 8 kaproHeHa kytus no 10, 20 uau 30
CTOMALUHO-YCTORYHBH TaDNETKH,

He BCHukH BUAOBE ONakoBKHU MOraT aa ObAaT NycHaTH B npoaaxoa.
6.6. Cneunannu npeanasHH MepKH NpPH U3XBbpJsiHe U paGoTa
HaMa cneuuanHy U3MCKBaHMA.

Heu3non3paHHAT AeKapCTBeH NPOAYKT WIM OTNAABYHUTE MATEPUAIH OT Hero TpsaOBa Ja ce U3XBBLPJIAT B
CHOTBETCTBHE C MECTHUTE U3MCKBAHUA.

7. INIPHTEMATEJ HA PASPEIIEHHETO 3A YIIOTPEBA
BuarpucEOO/]

oduc crpaaa ,,Cepanka oducu*

6yn. CutHakoBo Ne 48, eT. 7

1505 Codus

bbarapus

8. HOMEP(A) HA PAZPEIIEHHUETO 3A YIIOTPEBA
9900033

9. JATA HA IIBPBO PA3PEHIABAHEMIOAHOBABAHE HA PA3PELHIEHHETO 3A
YIIOTPEBA

Jlata Ha nupBoO pa3pewasade: 20 aHyapu 1999 r.

Jata Ha nocheauo noaHossBaHe: 29 okromspu 2009 r,

10. JATA HA AKTYAJIU3BUPAHE HA TEKCTA

04/2026




