JIncroBka: nudopmanus 3a nanueHTa

oA L3 LE
Anemrta 400 mg croMaiHo-yCTOHYMBH TabJICTKH
Ademta 400 mg gastro-resistant tablets ~ _ 7 4 03 % 29 -09- 72075

ajjemMeTuonun/ademetionine

[Ipoyerere BHHMATEJIHO NSJIATA JIHCTOBKA, IIPE/IH /1A 3AlI04MHETE /Ia IPHCMATE TOBA JICKAPCTBO, ThHH
KATO TS Ch/AbpKa Baxkna 3a Bac undopmanus.

- 3anaszere Ta3u JIMCTOBKA. MOXe J1a ce HAJIOKHM J1a s [IpoYeTeTe OTHOBO.

- AKO UMaTe HIKAKBU JIOIMBbJIHUTEIIHU BBLIIPOCH, ronuranTe Bauius Jiekap.

- Tosa niekapcTBo € npeanucaio JuuHo Ha Bac. He ro nipeorcreiaite Ha JIpyry Xopa. o moxke Jia
MM HaBpeJIH, HE3aBUCUMO Y€ INMPU3HAIIMTE HA TAXHOTO 3a00JisiBaHe ca chllUTe KaTo Bammure.

- AKO NOJIYYUTE HAKAKBH HEXKEJIAHU peakilMy, yBejoMere Bamus siekap. Tosa BKJIIOYBA U BCHYKH
Bb3MOXKHH HEXKEJIAHW PEaKLIMK, HEOIIMCAaHH B Ta3u JIMCTOBKA. Bykre Touka 4.

KakBo ¢b/IbpKa Ta3H JIMCTOBKA

KakBo npejicrapiisiBa AJIeMTa M 3a KaKBO CC M3110J13Ba

s

2. KakBo TpsiOBa jia 3Haere, rnpejiu ja rnpuemere

3. Kak na npuemare Ajnemra

4, Bb3MOXKHH HEXKEJTaHU peaKkiluH

3. Kak j1a cbxpansBare AjiemMra

6.  CbabpkaHue Ha OMAKOBKATa M JIOIbJIHUATE/IHA HHpOpMaLIUS
1. KakBo npejicraBisiBa AjleMTa M 32 KaKBO €€ H3110J13Ba

AKTHBHATa CbCTaBKa HA AJIeMTa ¢ aJICMETHOHHUH, KOHTO HOPMAJIHO CE cpelila B pe/lvila Opraiy U ThKaliu
Ha YOBCILIKHUS OpPraHu3bM U Urpae BakHa poJis B MHOXKECTBO OMOJIOrMYHH 11potiecH. B uepuus j1pod
aJICMETUOHMH TOJUIbpKa MEXaHU3MUTE, NPEAOTBpAaTABALIM 10IBaTa HA UHTpaxenaraia Xojgecrasara
(3a/bprKkaHe Ha MXJIbUeH COK B uepHus Jipo0). [Ipu yepHoipobHa 1iuposa ¢ ycranoBeHo 3Ha4umTes1Ho
[NIOHWI)KEHHUE HA a/ICMCTUOHHUHA B YEpHHUs JIp0D, KOETO OT CBOS CTpaHa KPUEC PUCK OT 1108BATA Ha KIIHYCH
3acTON. | IpuiiaraneTo Ha aJIeMETHOHUH TPH NMALIMEHTH C LIMPO3a BOJIM JI0 Bb3CTAHOBABAHEC HA HEIOBOTO
KOJIMYECTBO U CHOTBETHO IPE/IOTBpATABA 3aCTOS HA ATbUYKaA (FKIIBYEH COK).

AJieMTa ce npuJara 3a.

. JIeYeHHUEe Ha 3aCTOM Ha *JIbYKa B YepHUs J1po0 (MHTpaxenaTajiHa XoJecras3a) [pH MalMeHTH ¢
[MPELHUPO3HA U LIMPO3HHU ChCTOSHHS,
. JICUCHUE HA 3aCTOM Ha XKJIbUKA B YepHUS JIpo0 (MHTpaxernarajiHa Xojecrasa) 1o BpeMe Ha

OpeMeHHOCT.
2. Kakso TpsOBa 1a 3naere, npe/in j1a npuemMere AjiemMra

He nupuemaiire Aaemra
. aKo CTE aJICPrU¥yHU KbM aKTUBHOTO BEUICCTBO (aICMECTHOHHUH) WM KLM HAKOS OT OCTaHAJINTC

ChCTABKHM Ha TOBA JieKapcTBO (M30poeHHu B TouKa 6);

AJleMTa € TIPOTHBOIIOKA3aH IPH MalMEHTH C FeHETHYEH JedeKT, 3acarail MCTHOHHHOBHS [IMKbJ1 U/ HIIN
NPUYUHABALL XOMOUMCTUHYPHUS W/ WIIK XUTIEPXOMOLIMCTEUHEMHUS (HATIp. 1UcTaTonui 0era-CHHTeTas3CH
nepuuur, gedekt Ha MetaboJin3Ma Ha BUTAaMUH Biy).




IIpeaynpexaeHns H NpeNasnH MEPKH
['oBopeTe ¢ Bawns nekap unu gapmaliesT, npeiu ga npuemere AJemMra.

[Tpy nmpeuydpo3HH U LUMPO3HH CHCTOAHUA € MOBHUUIEHM HMBA Ha aMOHAK B KpbBTa, Baumsar siekap uice
HabJto/laBa HUBAaTa HA AMOHAK B KpbBTA 3K upes U3BLPUIBAHE HA ONPEACIICHH U3CIIC/IBAHNS,

Henoctur Ha BuTamuH Bi: M Qonarure Moke jJa HaManM HUBarta 11a ajICMCTHOHMI [IPU ALICMMUS,
yepHOApoOHO 3abonABaHe, OpeMeHHOCT WM NOTEHUMancH ACHUIMT 11a BUTAMUIIM 110PAJIK JIPYI'H
3a00/9BaHNSA WM XPaHHUTEJIHK HABWLIM KATO BEraHH. AKO ce YCTaHOBHW HCUOCTHY, Banuygr sckap Moxe Jia
By HazHauM JiedeHHe ¢ BUTaMHUH Bz W/uiu dosiaTv Npeay WIH €HOBPEMCIIHO ¢ LIpUcMa Ha AjieMra,
B13M0XKHO € n0oABaTA WIM BJIOIUIABAHETO HA TPEBCXKHOCT IPH IMaUHEHTH, KOUTO €& JICKYBaHM ¢ AJicmTa. 13
MOBEHETO CAYYaH HE CE Haslara NpeKbCBaHe Ha JICHEHUETO ¢ AAEMTa, 11O ¢ HCODXO/IMMO f1a HilpopMUpare
Bauing siekap, ako ce IoABM Wiy C€ BIOLIH TPEBOXKHOCTTA.

AJleMTa He ce NpernopbsUBa NpH NALMEHTH ¢ NICUXUYHO 3abonsBane karo buntonspiia dolecr.
ChLUECTBYBAT JAaHHU 34 BJIOILABAHE HA AENpecHsATa MPH MalMeHTH, KOUTO lipHemat AJjemra.

Twi kaTo AaeMTa MOXKE Ja IOBJIMAC Pe3YJITATUTE OT H3ICIACABAHCTO HA XOMOUMCTCHIL B KPLBTA 1IPU
M3MON3BAHETO HA HMYHOJIOTHYHH METO/AM, TNpPEnophUBa CE Jla ¢C U3MOJI3BAT JIPYI'H, HCUMYHOIOI KUK
METO/IM 32 U3CNICABAHE,

ena v roroOMI K
Anemta He Tpabea na ce mpHema OT jJelia nox 18-roammiHa BB3pacT, Thil Karo c@eKrMBHOCTTA M
Ge3zonacHOCTTAa HA AJEMTa HE ca YCTAHOBEHH NpH AEIIA.

Hpyru jekapcTea H AxeMTa

HMudopmupaiite Bawnst nekap, ako npHeMare, HACKOPO CTe HPHUCMAIM MM C BB3MOXNKHO jld JIPUCMCIC
JIPYTH JiekapcTaa,

[TpenopbuBa ce NMOBUILIEHO BHUMAaHHUE NPU KOMOMHHPAHO NpHEMaHe Ha aJ(CMCTHOHHH CLC CCICKTUBIIMU
MHXUOuTOpH Ha OOpaTHOTO 3axBaluaHe Ha cepoToHMHa (SSRI), TpuuMkiMunK auTwienpecanTy (Karo
KJIOMHIIPAMMH), KAKTO M JIEKapCTBa OTNYCKaHW 0e3 pelenTta B XpaHUTE/AHRM JI00aBKH, KOUTO ChibpxKaT

TpUnTOdaH.

bpemennocT, KbpMeHe B QEPTRIAHTET

AKo cTe OpeMeHHA WIM KbPMMUTE, CMATATE, YC MOXE Ja cTe¢ OpeMcHHAa WM 1uanmpare Opemeinioct,
nochBeTBadTe ce ¢ Bawns nexap npejau ynorpebara Ha TOBa NCKapcTRO.

Ilo BpeMe Ha KJIMHHUYHHK [POYYBaHUA HE ca DMK HaOIFOAaBaHU HEXeEJIalK¥ PCAKIIMM 1P XKCHH, JICKYBAIH
C aJIECMETUOHHUH TIpe3 NOCAEARUTE TpU Mecela oT dpemenHocTTa. [Ipeniopbusa ce AjiemTa J1a c¢ tprilara
B NbPBUTE TPH Mecella Ha OpeMeHHOCTTa caMo, ako ToBa € abcomotno Heobxoumo.

AjemTa TpadbBa Aa ce npuiara B NEpUOZa HA KbPMEHETO CaMo, aKO [IOTCHIMalIHATA 110132 34 Maikara
Haj|BHILIaBa pHCKA 33 KbpMaueTo.

Hlodnpaue n pabora ¢ MANINHH

[Ipy HAKOM NaUIMEHTH MOXKE /1a Ce€ NMOABH 3aMaKBale npy npuemManc Ha AjieMra. |auueirrure mpadea J1a
Ob/laT ChbBETBAHM JAa He odupaT ¥ paboTHT ¢ MALLKMHU IO BpEME Ha JICHEIIHCTO, JIOKATO HE CC YBCPSHT, YC
AJleMTa He TOB/IMABA TAXHATA ClIOCOOHOCT Aa M3BBLPILUBAT TE3U ACHHOCTH

A/1eMTa CHABPKA HATPHH
Tosa nexapcTBO ChAbpKA NO-MaJiko OT 1 mmol HaTtpuil (23 mg) na Tabierka, T.¢. MOXC J1a CC Kaxe, uc

[IPAKTHYCCKH HC CBAbPKA HanHﬁ.




3. Kak 1a npuemarte AgemMra

BuHaru npHemaiiTe TOBa JISKAPCTBO TOYHO KakTO Bu e kasan Bawuar iekap. AKO HC CTC CUTI'YpLIH B
Hello, nonuTaiTe Bawus nexkap.

JleueHueTO MOXKE Aa 3aMO4YHE ¢ NPUWIOKEHHE HA HHDKCKLIMOHHATA (POPMA U J1@ 1IPOJIBLIDKHK C HPHIIOKCIING
Ha TabneTHaTa ¢popma HiIM J1a 3aroyuHe HaNpaBo ¢ NPUIcXKEHKE Ha Tabnernara dopma na Ajemra,
Tabnetkure Anemta TpabBa na ce moraswiat uen 6e3 jga ce jbBYar. 3a 110-00pO ycBOsBAHUC 114
AKTMBHOTO BEILECTBO H NbJieH nedebeH edekr, Anemra TabneTku He Tpadpa j1a cc npydeMar ¢ xpalia,

Anbuen 3acToii B uepHus Apob

Hauanuo newenue: Ilpenopbunrentara jo03a e 10-25 mg/kg TenecHo Terito ta jieH, npuera 1pes ycrartd,
Obnuaiinata Havantda fo3a e 800 mg Ha aeH, kato obuara aHeeHa 1o3a 1te Tpsdsa 1a najsuiasa 1600 mg,
[Toagsupxaioro neyeHue € ot 800 po 1 600 mg Ha ietr, NPHUETH [1pe3 yCTata.

Ynorpeba npy nallMeHTH B HanpeaHana Bb3pacT (Ha ¥ Haj 65 roJuHu)
H360pbT Ha A03a NIPH Bb3pacTeH NalUeHT TpaOBRa Ja cTaBa BHHUMATENHO, KaTo o0uxioselio Tpsdia jla cc

' 3aMo4He ¢ MOo-HUCKa A03a TIOpaJH 110-rojiisMaTa HCCTOTa Ha [TOHWAKaBaHC Ha ‘iCleOIIpOﬁHH’I'ﬂ, 6"[:6]3(3‘{“&‘['&1
U1K CBPACHHAaTa (b}/HKIlHH INNPH TC3H NALHCHTH, KAKTO H MMOpaAH HAJTHHHCTO HA ChITHTCTBALLO 3adossisate

WJIK Apyra Tepanus.

Ynorpeba npu aeua
EdexTHBHOCTTa M Be30nacHocTTa Ha AZleMTa IIpM Aeld HE ¢a YCTaHOBCIIH.
AnemTta He TpabBa Ja ce npuema oT Jena noa 18-roauuina Bu3pacr.

UepHonpobho yspexane

YcBOABAHETO HA AIEMTA fIpU 3ApaBH JIMUA W MAUMCHTH C XPOHMYHM YCPHOIpoONN 3abolisiBaliusg ¢
noaobHo.

bbOpeuHo yBpexkiaHe
MMa orpaHM4eHM KIMHWYHM JIaHHH [1pd naiuyeHTd ¢ OnOpeunio  yspexgiance.  llpenopihyusa  ce
PUIIOAKEHHETO Ha AZIEMTA Ja CTaBa C MMOBUAINEHO BHUMaHHUE IIPH TE3M HAIIUCII T H.

AKO CTe npHeaH noBeve oT neodxoaAumMara 103a AxemMra

CnydauTe Ha rpeao3upaHe ¢ AleMTa ¢a peakd. AKO CT¢ NPHESIK noBeUe ot licobxoiMMara jioza AJiemra
oTKONKOTO B e 6mi10 npeanucaHo (CUTyalrdss H3BECTHA KATO Npe/lo3dpalic), CahbpKere ce ezabaisio ¢
Bawus nekap win otuaere HesabasHo J10 Hal-OJM3KOTO NeuebHO 3aBC/ICiING, KATO 1HOCHTE ChC cche cH

OIIaKOBKATa Ha JICKApPCTBOTO.

AKO cT¢ NPONYCHAJIH a4 IPHEMeTe ACMTa

Bue 1psabpa na npuemare Axemra, taka kakto Bu e npeanucan. Brnpexu tosa, ako nponycHere J103a,
B3EMETE S BEAHara, 1IlOM C€ CETHUTE, OCBEH B C/IYUAUTE, KOrato Beve € HabJIMKKII0 BPCMCTO 34 ¢/ (BallaTa
no3a. Torasa npuemere HanpaBo ciaeaBaiara josa. He siemaidre JBOMNA 21034, 3a Jla KOMIICHCHPATC
nponycHarara tabnerka.

AKO CTE CIIPEJIH IPHEMa 1ia AleMTA
AKO UMaTe HAKAKBH AOMBIHUTEIIHH BBIIPOCH, CBBP3aHK C ylioTpedara Ha TOBA JICKAPCTBO, HOLIMTAKTC
Bawius nexap.




4, Bb3MOKHM HEXKEJIAHHU PCAKIHH

KakTo BCUUKH JICKAPCTBA, AJIGMT& MOXE N4 IIPCAHU3IBHKa HCXKCIJIAHHW pCAKIIUH, BLIIPCKH 4C HC BCCKH T'H
IMoJiyYyana.

[Io BpeMe Ha kIHHH4YHUTE NpoyuBaHUA noBede ot 2100 nauuenTtu ca nexysaiu ¢ Ajemra. Hai- vecro
ChOOLLIABAHUTE HEXKEJIAHK pEaKUMH [IPH JICYEHHE C aieMETHOHHH ca rJ1aBoboJIMe, IMapHs H rajielic.

Bu3MoXKHH HeXeJIAHH JICKADCTBEHH PeaKIAM IIPH NpHeM HA Ajlemra:

YecTn Hexenany peakliuu (Moxe /13 3acerHaT Mexay | v 10 naienra, Ha sececky 100 JicKyBanu)

. KopemHa 6onka

. Hnapus

. ['aneHe

. "naBobonue

. be3anokoicTBO

. bescnHue

. Copbex

HeuecTn HexxenaHH peakiiuv (Moke n1a 3acersar Mmexty 1 ¥ 10 ntaiwenta na seexn 1 000 nickynanu!
. Cyxora B ycTara

. Jlomo XxpaHOCMHUIIaHE

. [lonysaHe Ha kopema (METCOPH3BLM)
. CromamHo-4ypeBHa Honka

¢ CToMalHO-YpEeBHO KbpREHE

. CromMaimHo-4peBHA HAPYILICHWA

' [ToppruiaHe

. O61a ornaaHanocT (acTeHus )

. Otok

. [Tosuuena temneparypa

. Brpucane

. CBpBXUYBCTBUTEIHOCT

. Texxkd anepruuHy peakiliid, KOMTO [IPHUHUHABAT 3aTPYAHCHHUC B JMIIAHCTO WIIA 3aMaiiBaiic

(aHaMIaKTOUOHM WiKM aHadWNAKTHYHM pPeakLMM, Hanp. 3aucpBABalc la JIKMICTO, 3ajyX,
OpoHxocnazwM, Oonka B rupba, AUCKOMGPOPT B I'bPAUTC, 1LIPOMCHH B KPbBIIOTO Haldratc
(XMIIOTOHUSA, XHITEPTOHHMA ) UIIK YECTOTATA Ha [yJica (TaXUKap/ius, Opaj(Mkapins)

. HUndexuun Ha MHKOYHHUTE NbTHLIA

. bonky B cTaBute (apTpanrus)

. MYCKYAHH cr1a3Mu

. JamaiiBaHe

. HM3TpbnBaHe (rapecresus)

. HapyweHne Ha BKyca (aucreysus)

. Br3byna

. CbeTOsHUE Ha O0BPKAHOCT

. Orok Ha napUHKCa

. [ToBHIEHO H3NOTABAHE (XHNIEPXMAPO3E)

. AHruoenem (TexKa ajiepruuna peakuus, KOATO IMPUUMHABA MOAYRAHC HA JIKIICTO HIIH I'bPIIOTO)
. AJleprayHy KOKHH peakunM (Hanp. obpus, cbpbex, yprukapus, cpyurcma)
. ['opeiy BbIIHY

. Hucko KpbBHO HaiAraHe (XMNnoTOHHUA )

. Buananenue Ha senure (pnedbur)




Penku He)xenaHU peaklMy (Moxe j1a 3acertat mexay | 1 10 nanuenrta Ha secekn 14 000 sickysann)

. [lonyBaHe Ha kopema
. BnananeHue Ha XxpaHoriporojia (e30garur)
¢ QU3NYECKO HEPA3TONOKCHHE

Crofmiapane HA HEKEJTAHA pPeAKIHH

AKO nonyuuTe HAKAKBH HEXKE/I2aHH JICKAPCTBECHH peaklMM, yBeaomere Bainus sickap wiv (papmaiiesr. Tona
BK/IIOYBA BCHMKM BB3IMOXHU HEONUCaHM B Ta3W JIMCTOBKA lICkeJann peakiiv, Moxere chiito Jia
CLOOLIUTE HEXETAHH PEAKLIMK AUPEKTHO Upes:

MUznbanurenHa areHuus no jgekapersara yi. ,Jlamsn I'pyes” No 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

S. Kax 1a chxpangaBaTe AaemMTa

J]a ce chbxpaHaBa Ha MACTO, HEAOCTLITHO 34 Acua.
He v3non3eaitTe TOBa AEKAPCTBO CJIEC] CPOKA Ha rOJIHOCT, OTOENA3aH BLPXY CTUKCTA M KAPTONCH AT
onaxkoBKa, CpokbT Ha FOAHOCT OTroOBaps Ha MOCHACAHUS ASH OT IOCOUCHHSA MCCCIL.

Ha ce coxpanssa nog 25°C.

He w3xBbpnsiiTe lekapcTBaTa B KAaHAAM3AIMATA WM B KOHTEHHEpa 3a JoMalllid oriainsui. lonuraire
Bawus dapMalieBT Kak Jia H3XBLEPJIATE JICKAPCTRATA, KOUTO BCUe HC M3M10J138a1C. Te3n MCPKY LIC
CITOMOI'HAT 3a ONa3BaHe Ha OKOJIHATA Cpelia.

6. ChabpxkaHHe HA ONIAKOBKATA H JONbJINHTENA Hndopmanus

Kakso coabpika AdeMTa

- AKTHBHOTO BEIIECTBO €: aieMeTHOHKH. Beaka tabnetka chabpika 400 mg ajicmeTHonnI
(ademetionine), crOTBETCTRBAIIU Ha 761,52 mg agemetuonun 1,4-6yranaucyndonar (ademetionine 1,4-
butanedisulfonate).

- Jlpyrure ¢hbCTaBKH ca:

. ApO Ha Tabnerkara: MUKPOKPHCTAIHA HEJYJ03a, HaTPUEs HHINeCcTCH HnKoarT. acpoinit 200,
MarHesues cTeapar,
. HBIT HKENEICH OKCUA, YepBEH xeneseH anokeul, Eudragit L. 100-55, makporosn 6000,

nonucopdar 80, cuMeTHKOH (1 00%), HaTtpree XHAPOKCHA, TAJIK, NPEYUCTCHA BOJIA.

Kak H3JIeKIAa AAeMTa H KaKBO ChABDPXKA ONMAKOBKATA

Anemta 400 mg cToMallHO-YCTOWUMBY TabIETKH ¢a ¢ LIBAT Ha CLOMTra, CJIMIICOBUIIIN,
ABOHHOM3NBbKHAMK. Onakopany ca B Alu-Alu/Alu Giuctep ¢ 20 rabnerku, 1ocraBeli B KApToHCHA KY THS
¢ JIMCTOBKA 34 rallueHTa.

IlpuTexares HA pa3pellleHHETO 3a YIIOTpeOa ¥ IPOH3BOIHTC.I
Bopna Meancude Espona EOO/J

yi. ,,bopuc Pymenos* 16

1407 Codud, briirapus
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