KPATKA XAPAKTEPHCTHKA HA TIPOAYKTA 9 5 00 03l

1.  HMME HA JIEKAPCTBEHHS IIPOAYKT Re ) F747 /;7741‘ g 77

Tpancmern 500 mg croMaliHO-yCTOHYHBHY TabNETKH
Transmetil 500 mg gastro-resistant tablets

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Enna Tabnerka cwbappika anemervonuH 1,4-6yranaucyndonat (ademetionine 1,4-butanedisulfonate)
exBuBaseHTeH Ha 500 mg aleMeTHOHHH.

3a MbAHHUA CNMCHK HA NOMOLLHUTE BELECTBA BHXKTE TOUKa 6.1,

3. JJEKAPCTBEHA ®OPMA

CromatuHo-ycToiiuuBa Tabnerka.
bsana no xbaTeHukasa osanHa TabneTka.

4. KJIMHUYHHU JAHHH
4.1 TepaneBTHYHH NOKa3aHHA

Tpchme'mJ'l € MNOKa3aH 3a JiIEe4Y€HHWe Ha Bb3PACTHH C:
®  WHTpaxenaTajlHa XONecTa3a NpH MPeLUpO3HH U LIMPO3HH ChCTOSHUA.
®  WHTpaxenaTajHa XOecTa3a no Bpeme Ha GpeMeHHOCT.

4.2 Jo3upoBKa 1 HAYHH HA NPHJIOKEHHE

ﬂO:"HQOBKa

JleueHuero moxke Aa 3arno4He C NPUIIOKEHHWE HA MHIKEKLIMOHHATA cbopma H Ja Npoab/IKH C MPHJT0XKEHHE
Ha TabneTHata Gopma WK aa 3anovHe AMPEKTHO ¢ TabieTHa opma Ha TpaHcMeTHI.

Humpaxenamanna xonecmasa
Hauanno neuenue: INpenopbuntennara nosupoeka e 10-25 mg/kg/nen npuera nepopanto. Obuyaiinara
HavajiHa no3a e 800 mg/neH, kato oblara AHeBHa A03a He Tpsabea na Haaxebpas 1 600 mg.

[Momabpikaio nedenue: 800 go 1 600 mg AHEBHO, MPHETH NEPOPATTHO.

Iayuenmu 6 cmapuecka sv3pacm

Knunuunure npoyusanmus ¢ TpaHcMmeTwn He BKIO4BAaT jgoctarbyeH Opoit nuua Ha W Haj 65 roauiuHa
BB3pacT, 3a Ja cCe€ Onpeacji aajiu Te OTroBapaT pasjiidHO OT MNO-Mlaid MNalMWeHTH. I[OKJ'IH}J,B&HP]HT
KIIHHHYEH OINWT HE YCTaHOBABA pa3jIMKH B OTTOBOPHUTE MPH NalHMEHTH B CTapyeCKa Bb3pacT U no-mJiaau
avua. Hai-o06110, u30opbT Ha 103a NpH MAaUMEHT B CTapuecka Bb3pacT TpAOBa 1a CcTaBa BHMMATEJHO,
Kato oOukHOBEHO TpsAbGBa na ce 3anouHe OT HUCKMTE A03M C OINIEJ Ha [0-ro/siMata 4YecTora Ha
NOHKH)KaBaHe Ha 4epHoapobHaTa, ObOpeuHaTa WMIIM cbpaevHaTa QYHKUMH, HA CHITLECERaHQ_3a0onsBaHe
WM pyTa ChITbTCTRALA TEPAITHA. ///\?&(—_\'\UME /?0;

Tleouampuuna nonyrayus



Ueprodpobno yapescoane

DapMaKOKHHETHUHHTE TIAPAMETPH NPH 3ApaBH AOOPOBOALM M NALMEHTH C XPOHHYHO 4epHOAPOGHO
3a00/1BaHe ca NoA00HH.

Bvbpeuno yapescoane
MMa orpaHM4eHM KIMHMMHH [JaHHM npu nauueHtH ¢ GbOpeuno yepexnane. Ilpenopbusa ce
NPHIKKEHHETO HA TpaHCMETHIT 1A CTaBa ¢ NOBUILEHO BHUMAHME P T€3H NAUWEHTH

HauuH Ha npunoxenne

JleueHueTo MOXE J1a 3a1I04HE C NPHIIOKEHUE HA MHKEKLMOHHATA HOpMa W 8 NPOAKH ¢ TPHIOKEHHE
Ha TabreTHaTa pOpMa I [a 3aNOUHe AMPEKTHO ¢ Tabueria Gopma Ha TpaHcMeTHIL.

Tpaucmemﬂ Tabnerku TpﬂﬁBa Ja ¢e rnonrbiiaT uend 6e3 1a ce AbBuAaT.

3a no-no6pa abcopOumua Ha aKTHBHOTO BELECTBO W ITbJIEH TepanesTiueH edekt, TpaHcmerHn TabneTku
He TpaOBa fla ce npHemar ¢ Xpaua.

Tpancmerun Tabnetkure TpaGpa fa 6baT M3BaAEHH OT ONIHCTEpA HETIOCPEACTBEHO Npea ynorpeba. Ako
TabneTkuTe ca ¢ APYr LBST, pasjiMueH OT O [0 JKBATEHMKAaB (MOpafM HANHYHETO HA JYMKH B
alyMUHHEBATA 0OBHBKA), HE CE MPENOPBYBA IPHEMAHETO HM,

4.3 IIporuBonoxazanus

o CBPbLXYYBCTBUTETHOCT KbM AKTHBHOTO BELIECTBO WIM KBM HAKOE OT MOMOUIHHTE BELIECTSA,
n3bpoenu B Touka 6.1.

o TJlauweHTH ¢ reHeTHUeH HedeKT, KOWTO 3acira METHOHMHOBHA LUHKDBA W/HWIM NPHUHHABALY
XOMOLIHCTHHYpPHA #/unn XHNEPXOMOLMCTEHHEMHA (Haﬂp. l.lHCTaTIdOHPlH-GeTa—CHHTeTaSEH
AeGUUMT, Aedext Ha MeTaboNM3Ma HA BUTaMHH Bi2).

4.4 Crieuuanud npeaynpeskxeHHs M Npelna3ni MepKy npu ynorpeda

[IpH npeuuposHH H LMPO3HH CHCTOAHWMA ¢ XHNEepamMoHHeMHs TpaGea ga ce Habmojasar HMBATa Ha
aMOHSK MpPH MALHERTH, KOMTO NpHeMar nepopaieH TpaHcMeTH.

Teit karto aehHUMTHT Ha BUTaMHH Biz W donarwre morar fa HamMaiAT HUBATa HA AAEMETHOHMH, HA
NalKEHTHTE B PHCK (C aHemMHMA, yepHOAPOGHO 3abonaBaHe, GPEMEHHOCT WM NOTeHUWaleH GedHUMT Ha
BHTAMMHH NOPa/i APYI'H 3a60NIBAHMA MITH XPAHHTEJIHW HABHLM KaTo Beradu) TpAGBa fa ce MpOBEKIAT
PYTHHHH KpPBLBHM H3C/IEABAHHA 3a [pOBepKA Ha IIA3MEHHTE HUBA. AKO ce OTKpHe meduuur, ce
penopbuBa JieweHue ¢ BHTaMHH B2 w/nnu donati npeay win eJHOBpeMeHHO C MpHeMa Ha TpaHCMeTHN
(Bok. Touka 5.2).

Tpancmeruit He ce npenopwpuBa MpH nauyuentd ¢ OunonspHa Gonect. CeilecrBysar CbLOOLICHHA 3a
NpeMHHaBaHe OT JelpecHs B XHIMOMAaHHA MIIH MaHHR N0 BpeMe Ha JieyeHWe ¢ TpaHcMeTnn, ChIuecTByBa
€AHO CbOOLUEHME B fMTEpaTypaTa 3a CEPOTOHMHOB CHHIAPOM I[IpH MalMeHT, KOHTO € mnpHeman
aNCMETHOHHH H KIOMHIIPAMHH. BBrpekH ue ce npHeMa MOTEHUMATHO B3aWMOAEHCTEBHE, NpeNnophYBa ce
MOBHLIEHC BHHMAaHHE HpPH KOMﬁHHHpaHO NnpUeMaHe Ha TpaHCMETHJ'I CBhC CEIIEKTHBHH P[HXP[GHTOPH Ha
obpaTHOTO 3axBaulaHe Ha cepoToHWHa (SSRI), rpuumkmmynm aHTHAEnpecaHTH (KaToO KNOMMIPAMMH) H

nekapcTha, OTNYCKaHH 0e3 peuenTta W XpaHWTenHu Jo0aBKH, KOMTO ChABPKAT TpHITTO(aH (BX, Touka
4.5),




TpSIGBa aa G'B,ElaT HaCbpHaBaHH Ja HH¢0pMﬁpaT CBOHMTE JIEKAPH, KO TEXHMTE CHMNTOMH HE OT3BYYAT HJIH
Ce BNoLAaT no BpeMe Ha TepamnHaTa ¢ Tpchmemn.

[launenture ¢ menpecus ca M3MOKEHW Ha PHUCK 3a caMOyOWHCTBO M JpPYr¥ CEpPHO3HH PEakUHH H
CleoBaTeNHO TPAOBA [a MONYUaBaT HEMPEKbCHATA NCHXHATPHYHA MOMOL M0 BpeMe Ha JIEYEHHETO C
Tpancmernn, 3a na ce rapaHTHpa, He CHMIITOMHTE Ha JENPECcHs ¢a aJeKBATHO YCTAHOBEHH W JIEKYBAHH.
CeoluectByBaT chOOLIEHHMA 32 NPEXOZHA WIM BNOLIABAIA CE€ TPEBOKHOCT APH MALMEHTH, KOMTO ca
nexyBaHH ¢ TpaHcmeTn. B noBeuero ciyyan He ce Hanara NpeKbCBaHe Ha NevyeHHeTo. B mManko cnyvan
TPEBOXKHOCTTA OT3IBYYABA CE/A HaMaIBaHe Ha JO3ATA WITH CITMPAHE Ha JIEUEHHETO,

Bsaumodeticmsue ¢ UMyHONOZUNHY MECINOBE 30 ORPLIENAHE HA XOMOYUCHEUH

TpaHcMeTun B3aMMOZEHCTBA C HMYHOTOTMYHHTE TECTOBE 32 ONpefensHe HA XOMOLMCTEMH, KOETO MOXE
Aa nokaxe ¢allMBO-NOBMIIEHH HKHBA HA [IA3MEHWs XOMOLHCTEMH MPH DNAUMEHTH, JIEKYBaHM ¢
Tpancmetun. Tlpy nauMeHTH, KouTo ca nexyBaHu ¢ TpaHCMeETH, ce npenopbyBa Aa CE H3NOIIBa He-
MMYHOJIOTHYEH METOJ 3a ONPE/IEIAHE Ha MNJIa3MEHHA XOMOLUCTEHH.

[ToMoiHO BEWECTRO
Tozmn nekapcTBen NpoMyKT ChABPXKA Mo-Manko ot 1 mmol HaTpuii (23 mg) Ha TabneTka, T.e. MOXe Aa ce
Kaxe, Ye [IPAKTHYECKH HE ChABPIKA HATpHIA.

4.5 BiaumopeiicTBHE ¢ IPYrH JeKAPCTBEHH NPOAYKTH H APYTH hopMu Ha B3aumoaeiicTeue

CoinectByBa efHO ChOOUIEHHE B JHTEpaTypaTa 3a CEpOTOHHHOB CHHAPOM MNpPH MNALMEHT, KOWTO e
NpHEMAN dIEMETHOHMH M KIOMHNpaMuH. CieiosaTefiHo, BBIPEKM Ye Ce MPHEMa HOTEHUHANHO
B3aMMOJEHCTEHE, NPENOPLUBA ce MOBHILEHO BHWUMaHHWe npu komOuHmpaHo npuemane Ha TpaHcMeTHn
ChC CENEeKTMBHH HHXMOMTOpDH Ha ofpatHoTo 3axBaiiaHe Ha ceporonnua (SSRI), TpuumMkauuHM
AHTHAENPeCaHTH (KaTo KJOMHMNpaMWH) H NeKapcTsa, OTMyckaHW 6e3 peuenta W XpaHHWTeNHH HoOaBKH,
KOMTO ChALPKAT TpHUIITOdaH (Bxk. Touka 4.4).

4.6 DepTHIHTET, GpeMEHHOCT H KbpMeEHe

bpemenHoct
Ilo BpemMe Ha KNHHUYHM HINUTEAHUS He ca Oun HabMIOIaBAHKM HEXENMaHu PeakLMH NIPH KEHH, JISKYBAHH

C aJeMEeTHOHHH IIpe3 NOCNeNHUTS TPH Mecella OT 6pCMeHHOCTTa. Hpenopwsa ce Tpaﬂcme’rm} Aa ce
IpHnara B NbpBUTE TPH MECELA Ha GPCMBHHOCT‘Ta €amo, aKo TOBa € aBCONOTHO HEOGXOIUMO.

Knpmene
Tpancmerun Tpabea na ce npunara B MepHoAa Ha KBbPMEHETO caMO aKO MMOTEHUMATHATA MOJa3a

HaaBuUIaBa pUCKa 38 KppMaucTO.

4.7 EdexT Bbpxy enocobnocrra 3a mopupane n padoTa ¢ MallHHH

IIpy HAKOM MALMEHTH MOXKE 3 ce MOABM 3amaiiBaHe nNpu NpuioKenuero Ha Tpancmerun. IlaiueHTHTE
TpaGBa na 6baaT CLBETBAHM Aa He WodHUpaT U paboTAT ¢ MAIIMHH N0 BPeMe Ha NeYeHHeTO JOKATO He Ce
yBepart, ue TpaHcMeTHN He MOB/IMARA TAXHATA CIOCOGHOCT 1 M3BBPLIBAT Te3H AEHHOCTH.

4.8 Hexenanu leKapcTBEHH pPeakuHH

B xiuHuunure M3nuTBaHHA nosede oT 2 100 nawmeHtH ca snexysaHd ¢ Tpancmerun. Hafi-vecto

cpobUiaBaHKTE HEXeNaHH CLONTHA Npu Nevenue ¢ TpaHecMeTHN ca rnasobonKe, AHAPH U FajleHe.
e

Crennute Hexenanu peakiiun ca HaGMIOAaBAHM C YECTOTA, NOCOHYEHA MO-J0Y MO
nanuTeaHua ¢ Tpancmerun (n=2 115) » ot couTaHHH cLOOLIEHKS,



Hexenanure PEaKlHH ca HBSPOEBHH o CHCTEMHO-OPF&HH& Knacmbmkaum. YecToTaTa ce Onpencia Kkaro
ce u3nonssa MedDRA xoHpeHuuaTa: MHoro uectd (21/10), uecty (>1/100 no <1/10) Hewectu (>1/1 000
Ao <1/100), penxy (>1/10 000 xo <1/1 000), muoro penxu (<1/10 000).

MedDRA-6a3a naHHu HA YecroTa HexenaHn NekapcTBeHH peakuHy
CHCTEMO-OPraHHH KJacoBe
CroMalHO-4peBHM HApYINEHHS YecTH Kopemua 6onka, [luapus, I'anene
Hedectu Cyxora B ycrarta, Jucnencus,

Meteopussm, Cromaiino-uperHa Gonka,
CroMaluHO-4peBHO KbpBeHe, CToMallHO-
upeBHH HapymeHua, [loppeliaHe

Peaku IToayeave Ha kopema, Ezodarur
061K HapyweHna & eeKTH Ha Heuectu Acrenus, Orok, [1upekcus, Brpucane®,
MACTOTO Ha MPUIOKEHKE Peakuun Ha MACTOTO HA HHKeKTHpaHe*,
Hekposza #Ha MACTOTO Ha HHKEKTHpaHe™
Peaku Ouanuecko HePa3NOIOKEHHE
HapylueHus Ha HMyHHaTa cucTeMa Heuecrn CBpBbXUyBCTBHTENHOCT, AHA)HIaKTOMIHH

HITH aHAQWIAKTHYHE peakumH (Hanp.
3a4YepBABAHE Ha JTMUETO, JHCIIHES,
Oponxociiaiem, Gosika B rep0a,
IMCKOMOPT B MbPANTE, NPOMEHU B
KPBBHOTO HalAraHe (XMNOTOHMA,
XUIIEPTOHHA) WIH YECTOTATa Ha MyJica
{Taxnkapana, Gpagukapana))*.

HudeKuun 1 undecratmu HeuecTtH Hudexiind Ha NTHKOYHHTE MTHTHILA

Hapyiuexus Ha MyckynHo- Heuectu Aptpanrus, Myckynau cnasmu
CKeNeTHATa CHCTEMA W
Chbe/IHHHTENHATA ThKaH

HapylueHua Ha HepBHaTa cHCTEMA Yectu Cnasobonme

Heuectn 3amaiirane, Ilapecresus, Jucreyaus™
[TcHXHYHM HapyLIeHHA YecTu besnokoiicTBo, bescLhue

Heuvectn Bt3byna, CheToanye Ha 00BpKaHOCT
Pecnipatophu, rpbaHu U Heuectn Ortok Ha napuHKca*
MeIHACTHHATIHH HapyLIEHH!A
HapywieHus Ha KokaTa M Yectu Ilpyputryc
NOAKOMHATA THKAH Heuectn Xunepxuapoza, AHrHoegeM*, Anepriyuu

KOXKHH peakiiuu (Hanp. oOpue, copbex,
YPTHKAapHs, epuTeMa)*

CbaoBH HapylIeHHS Heuectn Copews 8enHy, Xunotouus, Onebur

*Heskenanu ¢bOHTHA OT CIOHTaHHH CHOBINEHHSA, KOMTO He ca HabNIoaBaHH MO EpeMe Ha KIHHHYHHTE
M3MHTBAHKA W Ca ONpPEASNeHN ¢ UECTOTa ,HEYeCTH Bb3 OCHOBA HA (akTa, ue TOpHATA IPaHMLA HA
AOEEPHUTEHHA HHTEPBAI HA OLEHKATa Ha HecTtoTa 95% He e mo-BHcoka oT 3/X, kpaeTo X=2 115 {ofwy
Opoii Ha nuuaTa, HaOMIOAABAHH B KIIMHHYHK M3[TMTBAHHA).

CrobiiapaHe HA NONOIWPAHM HEXKETAHKU PEakLi

Cwﬁmaaauem Ha l'lOLl,OSHpaHH HEeXENTaBH pPeaKLiiH clen pazpemaBaHe 3a ynorpeﬁa Ha nexapc*raennn
MPOAYKT € BE&KHO. Tona FO3BOJIABA N4 I'IpOIl’BI[}KH HaﬁJ'IIOILEHHC‘TO Ha CHOTHOLUEHHETO nonsafpncx 3a
J'IeKapCTBEHHS! NpOaYKT. Ot MEAHLUHHCKHTE CNMEUUaNHCTH C€ H3MCKBa Aa cxoﬁmana’r BCAKA MOA03HPaHa
HeskeNaHa peakuus Ype3 HAUMOHATTHATA CHCTEMA 33 ¢hODIaBaHe;

WsnbanuTenHa areHUMA no JeKapeTbaTa
ya1. ,,Jaman I'pyes”™ No 8

1303 Codpua

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg




4.9 IIpeno3npase

Cnyu4aute Ha npenosupane ¢ TpancMerun ca penku. Jlekapute TpaGpa na ce CBBP3BAT ¢ KIHHHKHTE MO
TOKCHKONOrHA Mo Mecta. Hait-obwio, naiuentute Tpabea aa Guaatr HabmoaBaHu W Ja M Ce TIPWIArar
NOAALPAKALLH MEPKH.

5. ®APMAKOJIOTHYHH CBOHCTBA
51 PapmakogumaMiylu CBOHCTBA
(apmaxoTepanesTuyHa rpyna: AMUHOKUCeNHHH U aepueath, ATC xoa: A16AA02

AjleMeTHOHUH MK S-aneHo3uN-L-MEeTHOHHH € MPOM2BOIHO HA aMHHOKMceNnMHaTa MmetHonud. [Topaau
CTPYKTYpPHA HECTabWIHOCT, ¢rabMiHKW coneBH GOPMH Ha ALNEMETHOHHH Ca HEOBXOLZHWMH NpH
H3MON3BAHETO MY MNpe3 ycTata, AKTHBHOTO BELLECTBO € conta agemeTHoHuH 1,4-OyranpucyndoHar
(ademetionine SD4).

MexaHu3bm Ha AcHCTBHE H g];apmalcognﬁamuqﬂu EQEKTPI

S-aneHo3un-L-MEeTHOHHH (a1eMeTHOHHMH) € eCTeCTBEHA AMHHOKMCE/IHHA, KOSTO C¢ YCTAHOBABA B
HNPAKTHYECKH BCHYKH TBKAHH M TE€4YHOCTH HA OpraHu3Ma. AJeMeTHOHHH JeiicTBa OCHORHO KATO KOSH3HM
H NPEHACAHETO Ha METHIIOBH IPYNM (TPAHCMETHIUPAHE) & eceruuanel meTabonuTeH NpoLec NPY Xopa |
KUBOTHH. [IpeHACAHETO HA METHNOBHM IPYMH € CHILO OCHOBHO 3a 00pasyBaHeTo Ha (ocoHNHAHATA
4acT Ha KNeThyHaTa MemOpaHa W AOTIPHHACH 34 GAyMAHOCTTa Ha MeMOpaHaTa. AREMETHOHHH MOMKE Ja
MPeMHHABA KPLBHO-MO3BYHATA GapHepa ¥ MEAMMPaHOTO OT HEFO TPAHCMETWIHPAHE € KPWUTHYHO MpH
dopmupane Ha HeBpoTpaHcmutepute B LIHC Karo kaTexonamuHMTe (IONAMMH, HOPANPEHAMH,
aJIpeHANHH), CEPOTOHHH, METATOHUH H XHCTAMMKH.

ANIEMETHOHHH € CBILO NPEKYpPcop BbB (POPMHPAHETO HA (PHIHONOTHUHHTE CyNdypUpaHH CheXHHEHWs
(unctend, rtaypus, rayratHoH, CoA M apyru) upes TpaHcyndypunipane. ['yTaTHOH, HAH-MOL{HHST
8HTHOKCHAHT B UepHHs Apob, e BaxeH B uepHOApoOHaTa NeTOKCHKALMA, AEMETHOHHH TOBHIIABA
4epHoApOOHHUTE HMBA HA FTYTATHOH MPH MALMEHTH C AIKOXONHA W HE-ANKOXOoRHA uepHoapobua Gonecr.
Kakro donarture, Taka v ButamuH Bz ca eceHuManHM Belectsa 3a MeraGonusMa M BB3CTAHOBRBAHE
3aMacHTe Ha AJIEMETHOHHH.

KnuHuyna edbuxacHoCT

Humpaxenamanna xonecmasa

HatpynaHusr onuT ¢ epopaiHo K NapeHTEPaTHO NPHICKEHHE HA aJeMETHOHMH 33 noBeye oT 20 rofuHU
MoKa3ga, Ye NEeKapcTBOTO € eexTHBHO 32 JIeueHHE HA HHTpaxenaTalHa XoJecTa3a MpH 4YepHoApobHa
Gonect u NPy OPEMEHHOCT H APYTH XPOHUHHH YePHOAPOGHH HAPYLICHHA.

HurpaxenaTansara xonecrasa € yc/loXKHEHHe Ha XPOHHUHATA uepHOAPOOHa GOECT U APYrH MPHYHHE 3a
xenarouenynapua yepeaa. Ilpu wyepaoapoSra Gonect HopManHaTa XenaToLMTHA yHKLMA MO OTHOLLEHHE
Ha perynauHsaTa H eJeMHHHPAHETO HA XIBHYHHTE KUCEHHH € HApYILLEHa, KOETO BOAH A0 X0J1eCTa3a.

Yrortpebara Ha aneMeTHOHMH € MNPOYYBaHA NPH MALMEHTH ¢ XPOHMYHA uepHoapobOHa Gonecr, koerto
BKJIIOMBA HHTPAXENATA/IHA XONECTa3a, BKIOMHTENHO MbpRHHHa OUIHApHA LMPO3a, JIeKapcTBEHA YBpeAa
Ha HepHHuA ApoD, BUPYCHH XeMaTHTH, XONECTa3a IPH NapeHTeparHO XpaHeHe, AIKOXO/IHY. e HozapobHa
fonecT ¥ He-aTKOX0J/IHA MacTHa 4epHOApoGHa Gonecr.

Ioseue or 2 700 nauMeHTH ¢ MHTpaxenaTanHa XONeCTasa W/HNH XPOHHUHA uepi
BKIIIOYEHH B KIMHHYHH H3NWTBaHMA ¢ ajemMeTHOHHMH W 1 983 3a Ounu ne
110BEYETO OT T€3W H3MMTBAHMA, alcMETHOHUH e Oun cpaBHABaH ¢ mhauebo no



acOoUMMpaH ¢ XpoHM4HATa yepHoapobua Gonect. OcTaHaNWTe MalLMEHTH ca CTpaJald OT ANKOXONHa
yepHoapobHa GONECT, OCTBP M XPOHMYEH XEMATHT WK WHTpPAXeraTalHa XojecTasa Ha OpeMeHHoCTTa.
[lapamerpure 32 €dMKAacCHOCT, B3eTH NOA BHMMAHHE B KIMHHYHMTE [POYYBAHMA Ca BK/IOUBAIH
OCHOBHHTE CYOEKTHBHHM CHMITTOMH Ha Xoiectasa (cbpbesk, BbATEHHWUA, YMOpa, BB3CTAHOBSRAHE Ha
106poTo 0010 CheTOAHME), H GHOXMMHYHH MapKepH 3a XOonecrasa v yepHoapobHa yBpeaa, kato ofim u
KOHiOTHpaH OuinpyOuH, ankanva doctaraza, HIbYH® CONMM, TPAHCAMHHA3H, [AMA-FAYTAMHI
Tpancdepaza. JleueHHETO C 3IeMETHOHHH HHTPABEHOIHO, MHTPAMYCKY/THO HAH NEPOPATTHO € Nogobpuno
UHTpaxenaTanHaTa Xonecrasa, KOATO C& Jb/KM Ha XPOHH4YHa vepHoapoOHa GoslecT Wnu GpeMeHHOCT H
ankoxonHa uupo3a. EdexTuTe oT MHTpaBeHo3HaTa ¥ HHTPAMYCKY/HATA TEpPaNMA ca BUAWMM cien 1-2
CEIMHLH JIeYeHHe, IOKATO OPAIHOTO fIEYEHHE € NOJAXOAALIO 33 IOAALPIKALIA TEParH.

Hnrocpouno, aoiiHO-ciANo, Miauebo KOHTPONHPAHO NpoyupaHe fpH 123 MbKe M KEHH ¢ JIKOXQIHA
yepHoapoObHa LMPo3a nokassa, ve ] 200 mg/AHEeBHO aneMeTHOHMH 33 2 COAMHM MOXe Aa MoJobpH
MpeKUBReMocTTa W 3a6aBH HyKZaTa OT uepHofpobHa TpaHCMaHTauMa no-ePeKTHBHO OT mnaeto.
Ofwara cMbpTHOCT/UepHOAPOOHA TPAHCILIAHTALMA B Kpad Ha NpoydyBaHeTo Hamansasa ot 30% B mwauebo
rpynara Ha 16% B rpynara ¢ aJleMETHOHHH, BEMPEKH Y€ CTATHCTHYECKH TA3H PA3NIMKA HE € 3HAYMMA.
HbArocpouHOTO NEuSHKE C AIEMETUOHNH Hamanssa ob1aTa CMbPTHOCT/MEPHOAPOOHA TPaHCIIIAHTALMA,
ocobeHO NpH NALMEHTH ¢ NO-MANKO HanpeaHaia yepHoapobHa Gonect.

Humpaxenamanna xonecmasa npu 6pemennocm

EduracHocrra Ha JleueHHeTo ¢ aAeMETHOHHH € OLEHEHO B 7 KJIMHMYHH W3NMTBAHHA, KOHTO BKAIOUBAT
264 xeHn ¢ MHTpaxenaranHa xojecrasa npu Gpemennoct. OT Tax, 156 ca NEKyBaHH C aIEMETHOHHH, 21
ca nomyuwts nnauebo, 60 — akTHEHA koHTpona (Yp30AEOKCHXONEBA KHCETHHA) H 27 — aleMeTHOHKH
MAKC  YP3OACOKCHXONEBA KucenuHa. JIEWEHHETO ¢  afeMETHOHWH, MPWIOKEHO HHTPABEHO3IHO,
MHTPaMyCKYJIHO MITH [1€POPAIHO, € 61no edeKTHBHO NMPH MHTPAXEIATAIHA XOaecTa3a Npu GPEMEHHOCT ¢
nofoGpaBaHe Ha NPYpUTYCa ¥ GHOXMMHUYHHTE NAPAMETPH,

[Ipernea Ha KIHHHYHATA ePUKACHOCT HAa AACMETHOHHH 34 JIEYeHHE Ha AenpecHa W depHoupobHa Gonect
¢ mybnuxysan npe3 2002 ot AreHumsTa 3a M3ceaBaHe W KauecTEO B 3apaseonazeanero (CALLD. Mera-
4HAIH3 HA TEe3M MPOYYBaHMA 3AK1I04aBa, Ye ANeMETHOHHH ¢ No-eeKTHBeH or niauebo 3a ofnexuasane
CHMNTOMHTE Ha ACNPECHA, TIPYPHTYC MPH XoNectaza Ha OPEMEHHOCTTA W MHTpaxenaTalHa Xoltecrasa,
ANEMETHOHHH € no-edekTHBeH oT niauebo 3a HaMangBaHe HA CepyMHHUA GUIMPYGHH Npu XonecTasa Ha
OpeMEHHOCTTa M MpH HHTpaxenaTaiHa XonecTasa. JIEUEHHETO ¢ aJieMeTHOHMH € €KBMBANEHTHO Ha
CTaHAApTHATA Tepallsa 3a AEMPECHA.

Henpecua

ApeMeTnOHWH e 6Mn npunaraH NEpOpaHO WM [APEHTEPAIHO MO BPEME Ha JIeYEHHE Ha JAenpecHs.
Pesynratute oT HAkONkO 0030pHH craTMu 3a edMKacHOCTTAa Ha aAEMETHOHHH MPH JICUEHHETO Ha
NENpecHBHH pa3cTPOHCTBA M OT METa-aHAIM3MTE OT KIHHWYHMTE MPOYMBAHMA [(IOKA3BAT, Ye
aneMeTHoHMH, B 103 or 200 - 1 600 mg/neH npuTekaBa M3pazeHO aHTHAENPECHBHO ASHCTBME MpH
MalUWeHTH, CTpajalld OT Ppa3/lMYHH BHUJIOBE ACMPECHA (YHHMOJAPHH eHAOTEHHH, HEBPOTHYHM,
AHCTHMHYHH HapyiieHus). Hakonko apoliHo-cienu npoyueaHWs ca yCTAHOBMIM, € e(hMKACHOCTTA Ha
ANEMCTHOHHH MpPH JICUEHUE HA JECTPECHBHM pa3TpoNcTBA NpeBb3xokia miauebo H e nogobHa Ha
TPHLMKIHYHH QHTHACHPECAHTH. AHTHAENIPECHBHOTO NeHcTBHE ¢ ObP30 H Ce NpOoABABA B PAMKHTE Ha 5-7
AHU OT JIEYEHHETO NPH OTCHCTBHE HA aHTH-XOJIHHEPTHYHU PEAKLIHH.

5.2 PapmakoKHHETHYHH CBOHCTEA

Abcopbuug
IIpy xopara, cnen HHTPaBEHO3HO MNPHIOXKEHHE (apMaKOTOrHYHHAT npocl)lm«--

buekcnoHeHuManen M e chcTaBeH OT Obp3a asa Ha pasnpeneseHue B
e/IMMMHALMOHHA (a3a, KOATO CE XapakTepu3Hpa ¢ NOMYKUBOT OT OKoJo 1,5
npUAOKEHHe, abcopOuUMATAa HA ANEMETHOHMH € TPaKTHYecKH HhiaHa (96Y%
KOHLETPalHK HA aAeMETHOHHH C€ AOCTHMraT cnel OKono 45 MUHyTH, Cné
8JE€METHOHHMH, TTMKOBHMTE T1a3MEHH KOHLUECHTPALMK JOCTHIHATH Clex npnég

ALUEMETHOHHH €
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TabNEeTKH ca /1030-3aBUCHMH H ¢a oT 0,5 no 1 mg/l, KouTo ce socTHraT cnel 3 A0 § uaca ciien efUHUYHA
nosa B HuTeppana ot 400 ro 1 000 mg. [TnaszMennTe KoHUeHTpaUKH criaaaT 20 Gasosute HUBa 3a 24 yaca.
TlepopannaTa GHOHANUYHOCT C€ YBENHMUABA KOraTo aJIeMETHOHHKH CE MPHEMA Ha FJIAIHO.

PaznpeneneHue
Hoknaasanu ca obemu Ha pasnpesenenue ot 0,41 u 0,44 kg 3a 031 anemerronnH ot 100 mg v 500 mg,
ChOTBeTHO. CBBP3BAHETO ¢ NNA3MEHUTE MPOTEHHH € HE3HAYHTEAHO H € < 5%.

Buotpancdopmaliua

Peakuunte, KOMTO TNpOM3IBEKIAT, M3PAIXOABAT W BLICTAHOBSBAT aJEMETHOHHH CE€ HAPHYAT
aJeMEeTHOHWHOB LUMKBI1. Ha nbppata cThNKA HAa TO3H LMKBJ, aJeMETHOHWH-3aBHCHMH MeETHA3H
H3MO/I3BaT aJEMETHOHHHA KaTo CybeTpar M NpoAyUHpaT S-afeHO3HNI-XOMOLMCTEHH. S-aJleHO3MN-
XOMOLIMCTEHH C¢ XMAPOIM3APA A0 XOMOLUMCTEHH U aJleHO3MH OT S-aJeHO3U/1-XOMOLIMCTEHH XMApOIIa3a.
Crien TOBAa XOMOLMCTEMH C€ PeLMKIMpa o0paTHO 10 METUOHHH ¢ MpEeHAacsHE HA METHINIOBA rpyna or 5-
meTHTeTpaxuapodoar. Hali-Hakpas, MeTHOHHH MOke 1a OBbAe KOHBePTHPAH 0OPaTHO A0 ANEMETHOHHH,
3aBBPLIBAHKHA LIMKBIIA.

EnumuHupane
B Gensasann 6anaHcupaHy NPOyUYBaHUA C MEPOPANHO MIPUNOMKEH, paavocakTuset (methyl 14C) SAMe (S-

adenosylmethionine) B 34paBn A0GPOBOAUMN, YPHHHATA EKCKPELMA Ha paguoakTusHocT € Guna 15,5+1,5%
cnen 48 yaca M QexanHaTa exckpeuua 23,5+3,5% cnen 72 uaca, koero octaBa noutH 60% BKIOYEH B
crabunHu obpasyBaHus.

53 Hpeaknunuyunu AaHHH 3a 6esonacHocT

I'Iposeneﬂﬂ €4 TOKCHKONOI'HYHH NPOYUYBAHHA MPH MHOMO AKHBOTHHCKH BHACBM, BKIIIOYBALIH INTBXOBE,
MHUIKH, XaMCTCpH H Kyd€Ta OT ABaTa noja, ¢ AMHUYHO W MHOMOKpPaTHO A03HpaHE NMpHM MNEPOPaTICH,
NMOAKOAKCH, HHTPABCHO3CH H HHTPAMYCKYNIEH BT HA NPUIOMKEHHE.

TecTBaHeTO 32 TOKCHUHOCT C MHOTI'OKPAaTHH A02H MOKa3ea, 4e 6’1:6[]6](1:T € Taprerer opraH nNpi NIEXOoBe H
XaMCTEpH ¥ B MHOIO Mo-Manka CTereH fnpH Kydeta. BEpOﬂTHO TECTHUCHT € CJICABALINAT TAPreTeH opraH
npu nnbxose. He ca naGnronaerany [pyru sHauMMM opraHiy npomedH. [IporeaeHHTe NpoyyBaHns BbpXY
TOKCHYHOCTTA fIpH €IHMHHYHA M MHOTOKpaTHa Ao3a 3a 104 ceaMMLUH, penpoAyKTHBHATA TOKCHYHOCT M
NpOYYBAHHATA 33 MYTareHHOCT HE AEMOHCTPUPAT APYrH 3HauuMK Genesn Ha TOKCHUHH edeKTH.

6. PAPMAINIEBTHYHH JAHHH

6.1 CnHebK Ha NOMOITHHTE BelllecTBa
Anpo Ha Tabnerkara

Konouzaer Ge3poaeH cHIMIIMA, MUKDOKPHCTANHA LENyfo3a, HaTpues HumecTeH raukonar (Type A),
MarHesses cTeapar.

ObeuBka Ha Tabnerkara
Mertakpunosa KucenuHa - €THA aKpuiat Koronumep, Makporon 6000, noancopbar 80, cumeTukoH
EMYJICHA, HATPHEE XMAPOKCHA, TaJK.

6.2 HecbBMecTHMOCTH

Hama nasnm.
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6.3 Cpok na roasoct

3 (Tpu) rOOHHH.




6.4 Crennansu ycJ0BHA HA ChXPAHEHHE

Hama cneuralHy YCIOBHS Ha CBXPaHEHHE,

6.5 Bua n chabpxkanue na onakosxaTa

ExnHa cToMauiHo-yCTOHYHMBA TabeTka ChAbpKa afieMeTHOHHH 1,4-0yTaniucyndoHaT eKBHBAAESHTEH Ha
500 mg aneMeTHOHUH

Tabnetkute ca onakoeanu B Gnuctepu (amyMUHHI/ aTyMHHMI), B KapTOHEHa KyTHa no 10, 20 wnu 30
CTOMALLHO-YCTOHYHBY TABIETKH.

He BCHUKH BHIOBE ONAKOBKK MOTAT J1a 6baT MYCHATH B poaaxba.

6.6.  Cneunajnu npeanazHH MEPKH NPH U3XBLPAAHE U padora

HsmMa crieuyantu H3NCKBaHus.

Hen3anomn3easuaT nekapcTBed NpoayKT KM OTIIAABYHHTE MATEPHAIIH OT HEro TpaGpa 1a ce M3XBLPIAT B
CBOTBETCTBUE C MECTHHTE HIMCKBAHHA,

7. IPUTEXATEJ HA PAZPEINEHHUETO 3A YHOTPEBA

Maitnan EQOJ

Odwmc crpana ,,Cepnuka opucu”

Oyn. CutHakoBo Ne 48, er. 7

1505 Codus

Brarapua

8. HOMEP(A) HA PAPEHIEHHETO 3A YIIOTPEBA

9900033

9. JATA HA HDBPBO PA3PEIIABAHEMTIOJHOBSAABAHE HA PA3SPEIIEHHMETO 3A
YIIOTPEBA

Hara Ha mepBO pa3spemasane: 20 anyapu 1999 r.

Jata Ha nocnenHo noaHoBABaHe: 29 okromepH 2009 T.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

09/2020




