JIncrobka: HEGOPMANEA 33 NaNHEHTa

AnemTa 400 mg croMamHo-ycTOHYHBY TRGIETKH
Ademta 400 mg gastro-resistant tablets

AnemernonuH
(Ademetionine)

Hpoderere surMaTenno Ng1aTa JHCTOBKA, NPEAH A2 3aN0YHETE 14 MPHEMATE TOBA JICKADCTBO,
Thil KaTO TA CBABLPkA BakHa 332 Bac undopManns.

- 3anasere Ta3u JMCTOBKA. Moxe 1a ce HANOXKH [ia S IPOYETETE OTHOBO.

- AXO HMaTe HAKAKBH JONBIHHTE/IHH BBIPOCH, nonuTaiire Bamus nexap.

- ToBa nekapcTso € npearmHcano MuyHoO Ha Bac. He ro npeotcrsneaiite Ha mpyry xopa. To Moxke aa
UM Haspenu, He3aBHCHMO Y€ MPH3HANUTE Ha TAXHOTO 3aGongBane ca cpiudTe xaro Bamyre.

- Axko TonyHTe HAKAKBY HEKeTaHH PEaKUHH, yBenoMere Bauina nexap. Tosa BIIOYBA H BCHYUKE
BB3MOKHN HeXeJIaHH Peakii¥i, HEOMMMCAHK B Ta3K TMCTOBKA, Binkre Touka 4.

KakBo chabpxa Ta38 JIRCTOBKA

U3MLAHUTENHA ATEHUWS NO NEKAPCTBATA
1. Kaxso npencTapnana ANEMTa U 33 KAKBO CE M3TIONI3BA | /ucmoBKe - TTpUAGRONS 2
2. Kaxkpo TpA6Ra 44 3HAcTe, NPERH Aa IPHEMETE »yrryes
3.  Kax ga npuemare Anemra Kom Pea. Mo ... /2{7
4,  Bu3MOXKHH HEXKENAHH PeaKLuH . yoy. - PS5
5. Kak maecnxpanssare Anemra : Paspeweriue ha 'g 94 ﬁ.ﬁ / l
6.  Chappkanue Ha OIIAKOBRKATA M AOMBIHHTEIHA HHGOPMA Me y 06 -04- 202¢

sapad ' ARSI RRASINIIINSIIIIRSD

1. Kaxso npexcrasisgsa AaeMTa H 33 KaKBO ce H3110.13B3

AKTHBHATA CBCTABKa Ha AZIEMTA € aICMETHOHIH, KOHTO HOPMAIIHO C€ CPElIA B PEHIIA OPraHy H THKAHH
Ha HOBEIIKHI OPTaHUIEM U HIpae BaXHA Po/Ii B MHOXECTBO Ouonornynu nponecy. B yephus qpo6
ANEMCTHOHUH MOMIBPKE MEXAHHIMHTE, HPeAOTBPATABAIH N0IBATA Ha HHTPAXeNaTalHa X0lecTasara
(3apBpXkaHe Ha AUTBYEH COK B UepHHUA 1po6). Ipu uepHOIpOGHA HHPO3A € YCTAHOBEHO SHAYHTEHO
TIOHHXKEHHE Ha aJIEMETHOHNHA B YepHUa P06, KOETO OT ¢BOS CTPaHa KPHE PUCK OT [OABATA HA KITEYSH
sactolf. [IpHnaradeTo Ha aleMETHOHMH NIPH NALMEHTH ¢ IMPO3a BOAHM IO BEICTAHOBABAHE HA HENOBOTO
KOJTHMECTBO M CROTBETHO MPeJOTBPATABA 34CTOA HA HUTEUKA (KITBHEH COK),

AJnemMTa Ce mpHWiIara 3a:

. ACHCHHE Ha 38CTOH Ha MUTBUKA B YepHHS Apob (MHTpaxenaTalHa XonecTas’a) npy NauueHTH ¢
OPeLUPO3HH H MPO3HU CHCTOAHHA,

. JIEYCHHAE HA 3aCTOM HA MUThYKA B YepHYS Apof (MHTpaxenaTasiHa X0ecTasa) 110 BpeMe Ha
OpemenHocrT.

2. Kaxso TpaGsa na 3HaeTe, npeiH na OpaeMeTe AneMTa
He npuemaiire Agemra

. 4KO CTE ANCPrHYHH KM aKTHBHOTO BELIECTB0 (AICMETHOHMH) WM KEM HAKOA OT OCTAHATHTE
CBCTABKM HA TOBA JIEKAPCTBO (M36POSHH B TOUKa 6);

AZnleMTa e NPOTUBOTIOKA3AH MPH MAUHEHTH C FEHETHHEH TE(PEKT, 32CATal, METHOHH
NPHYIHHABAL XOMOLMCTHHYPH H/WIHK XUNIEPXOMOLUMCTEMHEMUs! (HAnp,. WHCTATH
neguunt, nedexT Ha MeraGonuama Ha BuTamMuy B)).




[IpenynpexaeHns 1 NpeanasHu MEPKR
l'oBopere ¢ Bamma nexap wnn dapmanest, npen Aa npHemere AJeMTa.

IlpH TIpenPO3HH ¥ LMPO3IHH CBCTOSHUS C NOBMUICHM HHBA HA AMOHAK B KPBBTA, Baimuar JeKap Ine
HabJ1f0/1aBa HUBATA Ha AMOHAK B KPHBTA BH ypes H3BLpIIBAHE Ha onpeleraeHN H3CISABAHMY,

Hemoctur na mutammn Bj, u domatare Moxe Oa HaMATH HHBaTa Ha aZeMETHOHHH mpM aHEMHS,
uepHOAPOOHO 3abonsBaHe, GpeMEHHOCT MM NOTeHUWANeH AeHIMT HA BHTAMWHH MOP&AH APYIH
3a00/I4BaHAA MM XPAHUTEHE HABHIM KATO BErauu. AKo ce YCTAHOBHY HEeNOCTHT, BaluuAT nekap Moxe
Aa By nasHauy Nedenve ¢ BUTaMuH B); u/unw Gonatv npeam wik €HOBPEMEHHO ¢ IIPHUEMA Ha AJeMTa.
BB3MOKHO € I0ABATA HJIY BIIOMIABAHETO HA TPEBOXKHOCT NIPH HMANWEHTH, KOUTO Ca NeKYBaHH ¢ Aflemra.
B moBevero ciy4ar We ce Hanara NpexbcBaHe HA JIEEHHETO ¢ AfeMTa, HO e Heobxonmmo na
HHdopMupate Baillis llekap, ako ce rosBY WM & BIOIIN TPERMKHOCTTA.

AzeMTa Ke Ce IPeNopbYBa NpK NANMEHTH ¢ NCUXUIHO 3a60/IABAHE KATO GuIToNapHa Gonect.
ChinecTByBat NaHHH 32 BIOLIABAHE HA NETIPECHATA IPH MALKEHTH, KOHTO MpHEeMaT AzeMTa.

AKo TabneTKHTe €& ONBETAT B APYT LUBAT, PAXIHYEH OT G5U1 1O KEITCHUKAR, KOETO MOXKE 14 C& Ib/IkH Ha
MHKPOCKOMHYHO HapyiuaBaHe HenocTTa Ha Gmuctepa (noxkpupaloro Gonmo), He ce mpenopbyuBa
NPUEMAHETO Ha NeKApCTBOTO. ,

Tolt Kato AnemTa MoXe [a IIOBIMAE PE3YNTATHTE OT H3CIEABAHETO HA XOMOMUCTEHH B KpPBBTA Npd
H3ON2BAHETO HA MMYHOJIOTHYHM METOAM, MpEeropbyBa ce Ja ce H3MON3BAT APYrH, HEMMYHOIOTHIHH
METOH 38 H3CTIeBAKE,

Jeua u wHOMMK
Anmemta He TpaGBa Aa ce mMpHeMa oT Jena noj 18-roguimiHa BBIPACT, THI KATO eieKTHBHOCTTA H
6e3omacHOCTTa Ha AlleMTa He ca YCTAHOBEHH [Py 1eHa.

Apyra nexapciea n Axemra

Hudopmupaiite Baums nekap, axo npuemare, Hackopo cTe HpHeMali My e BE3MOXHO Ja IpHEMeTe
APYTH JIEKapCTBa. :
TpenopbuBa ce MOBULIEHO BHUMAHME IPM KOMOMHYMPAHO NpUEMaHe Ha 8NEMETHOHKH ChC CENEKTHBHY
MHXUOUTOPH Ha OGpAaTHOTO 3axBawaHe Ha ceporomuua (SSRI), TpHOMKIMUHY aHTUIeNpecanT (Karo
KIIOMANPaMKH), KaKTO Y JIEKapCTBa OTIycKkaHu Ge3 pellenTa W XpaHHTeNHU NOGABKH, KOHTO ChIBPKAT
TpHITTOdAH.

BpemenHoeT, KbpMeHe W GepTHINTET

Ako cre OpeMeHHa WIH KbpPMHTe, CMATATE, Ye MOXKe [ cTe GPEMEHHa WU NJIaHMpaTe GpeMeHHOCT,
NoceBeTRaliTe Ce ¢ Bamns nekap npeay ynorpe6ara Ha TOBA NEKAPCTEO.

Tlo Bpeme Ha KIHHMYRY NpoyYBaHys He ca OuiM HabMIOAABANN HEXENAHK PEAKIUH TIPH KEHH, EKyBaHu
C aJlEMETHOHHE TIpe3 MOCHENRHUTe TPH MeCela oT GpeMenHOCTTa. [TpenopbuBa ce AfleMTa Ja ce npuiara
B IILPBATE TPH Mecela HA GPEMEHHOCTTA ¢aMO, aKo TOBA € alCOMOTHO HEOOXOTUMO,

Anemra TpaBa Aa Ce MpHAIara B NEPHOXA HA KEPMEHETO CaMo, aKo NOTEHLMANHATA TION3A 38 MaltKaTa
HaJiBUILIaBa PACKA 33 KbPMaUeTo,

Moduparne u padorTa ¢ MamARA

ITpu HAKOM NAUHEHTH MOXKE 1A C¢ [TOsBK 3aMaliBade NpK Npremane ra Azemra. [lanuenTture Tpabea na
OBbAaT CHBETBAHM Jia Ke OPHpAT H PaGOTAT C MALIMHY IO BPEME Ha JICYEHHETO, ZOKATO HE ce YBEpAT, 4¢
AfiemTa He TIOBNMABE THXHATA CHIOCOGHOCT 12 UIBBPIIBAT Te3H ASHHOCTH

AjJeMTa ChAbp:Ka HATPHH
Tosa mexapcTBO CHABMKA T0-MaiTKo OT | mmol Hatpuii (23 mg) Ha TabneTka, T.e, MOXKe 1a ce KaxKe, e
TIPaKTHYECKN HE ¢hIBD:KA HaTPHii.




3. Kaxk fa npuemate Afemra

Bunaru nipuemaliTe T0Ba EKAPCTBO TOYHO KaKTO BH e xasan Baipuar Jexap. AKO He CTe CHTYDHM B
Hel1o, nonuTaliTe Bamus nexap.

JlegenneTo MOxe Na 3anOUHE ¢ NPUIOKEHKE Ha MHKEKIMOHHATA POPMa U [a ITPOXBIDKH C NPUTOKEHHIE
Ha TabeTHaTa GopMa MM fa 3aN04He HANPABO ¢ NPUIOKEHHAE Ha TabneTHaTa ¢opma Ha Anemra.
Tabnerxute Anemra TpabBa fa ce normhar nenn Ges xa ce ABBwAT. 3a 10-706po  ycBOABaHE HA
aKTHUBHOTO BEHIECTBO U IThIICH neueler edext, Anemra TabreTky He TpaGBa fla ce IPKEMAT C XpaHa.
AneMTa TaOneTkH TpAGBa na ce M3BAKHAT OT GIMCTEpPa HENOCPEACTBEHRO MpexH yuorpeba. Axo
Tal/IETKUTE C€ OLUBETAT B APy LBAT, pasiMyeH OT 6An JO JKBITEHHKAB, KOSTO MOXKE Ja Ce ABKY Ha
MHKPOCKONMYHO HapymaBaHe HenocTTa Ha OmucTepa (MOKPHBAIOTO (ONHG), HE Ce NpPenoprYsa
IPHEMAHETO Ha IEKAPCTBOTO.

HKirbues 3acTolf B wepHuA Apob

Hauanso neuenne: [TpenoprunTentara fo3a e 10-25 mg/kg TenecHo Terno Ba AeH, npHeTa IIpe3 YCTaTa.
Obu+altrara Havansa f03a ¢ 800 mg Ha Aen, kato o61LATa HEBHA No3a He TpaGBa Ta Haxsdasa 1600 mg,
HNoaxspxamoro negenyue € ot 800 xo 1 600 mg Ha Aew, PAETH [Pes yCTaTa.

Ynorpeba npy nanyueHTy B Hanpenyana BE3pact (Ha ¥ Hal 65 COAMHHE)

H360pBT Ha 032 PR BB3pacTeH MalMeNT TPAOBa [a CTaBa BHAMATENHO, KaTo OGHKHOBEHO Tpa0Ba Oa ce
3amno4He ¢ Mo-H1UCKa 1033 NIopajH TI0-ToNsAMAaTa YECTOTa Ha MOHKKABaHe Ha depHoapobHara, Grbpeunara
WM ChpaedHata (PyHKUHH OPH TE3H NAUMEHTH, KaKTO H TOPATH HAMUMETO Ha CHI'BTCTRALID 3a00/1aBaHe
HIIK JPYTa Tepanis.

YnotpeGa npu Jeua
Edextunroctra n 6e30nacHOCTTa Ba AleMTa IPH J€11a He ¢4 YCTAHOBEHH.
Anewmra He TpsGBa Ja ce pUeMa OT ea o/, 1 8-ro/IMIHa BR3PACT.

Yepronpoluo yepexiape
YcBoABaHeTe Ha AzeMTa OpH 3ApaBM IMIA M NALMEHTH C XPOHHYHH 4depHoIpobHu 3a0onasaHusg €
110106HO.

Brbpeuno yspexaane
ViMa orpanMueHM KIMHHYHE JaHHH TpY DauWeHT ¢ GBOpedno ympexmame. Ipenopeusa ce

MIPHIOKEHHETO HA AIEMTA Jia CTaBa ¢ NOBHUIEHO BHHUMAHHE OPH TE3d NANMeHTH,

AKO ¢Te IpHeNH NoBede OT HeoOXOAHMATA 1038 AJeMTa

Crynaute na npenosupane ¢ AneMTa ca penki. AKO CTe IpHeIH NoBeve OT Heobxonumara Koza Agemra
OTKONKOTO BN € Guiio mpeanucano (CHTyalHs H3BECTHA KATO NPEROIUDANE), CHLPHKETE ce He3abapHO ¢
Bamms nexap umu otunere HezabasHo A0 Halk-GMH3K0TO NeuefHO 3aBeeHHE, KATO HOCHTE CEC cebe ol
OTIaKOBKATa Ha JIEKAPCTROTO.

AKO CTe NPONYCHATH A3 pHeMeTe AJemMTa

Bue tpsbpa ga npueMate AfemTa, Taka Kakto Bu e npemucan. Bripexd Tosa, ako IPOIYCHETE {034,
BICMETC i BellHard, LIOM Ce CeTHTe, OCBEH B Cly4auTe, koraTo Bewe € Habawxuio Bpemero 3a
crensaniaTa no3a. Torasa npuemeTe HampaBo ciefmamiata gosa. He msemaitre apoftma fgosa, 3a da
KOMTIEHCHpaTe pOIycHATaTa TadaeTka,

AKO cTe crpesi npuemMa Ha AJemMTa
AKo MMaTe HAKEKBA NOMBIHUTENHY BLIPOCK, CBLP3aHYU C YIOTpe6aTa Ha TOB
Bawmmst sexap.



4. Bb3MOKHH HeXeIAHE PeAKIING

KaKkTo BCHYKY JEKAPCTBA, AlEMTa MOXE /18 IPEHIBHKA HEXENAHH PEaKIyH, BBIPEKH e HE BCEKH IH
fOMy4asa,

ITo BpeMe Ha KIMHAYANTE TPOY4BAHUA 10Bede oT 2100 DauuenTn ca Nexypauu ¢ Axemra. Hail- uecro
cBo0MaBaHATe HeKETAHH PEaKiliH IPH JeveHye ¢ aTIEMETHOHMH ¢a IasoGONHe, TYapHa U TaficHe.

B13MoxHN HeKEaHM JEKAPCTBEHH PEAKUHH GpH TpHeM Ha ATeMTa:

Hectn nexenany peaxknyy (Moxe Ja 3acerdar Mexay | u 10 paupenTa, Ba Beekd 100 gexysauy)

. Kopemua Goika
. Junapus

. Tagene

. I'nanobonme

* Beamoxoifcto

* BesceHue

. Crphex

SYECTH HEWETAHN PeakHM (MOMXKE A3 38CETHAT ME 11 10 nanuvents ya peekn 1 000 nexysarn!
. Cyxora B ycTarta

. Jlolio xpaHOCMKIAHE |

. Tonysaue Ha KopeMa (METCOPHIBM)
. Cromamue-upesna 6onka

. CroMamHo-9peRHO KEpBEHE

. CroMaiIHo-YpeBHY HapyLUIeHHA

. Tlospeinane
. Obma oTnanHanocT (acTeHus)

. Oroxk

. [MosHiieHa TeMnepaTypa

. Brpucane

. CBpEXYYBCTRUTEIHOCT

. Texkd arepriv¥Hd peakiyy, KOHTC NPHYMAABAT 3aTPYAHEHME B AMINAHETO WM 3amalBame

(anajunakToMARM unM anadWIAKTHYHH peakiMy, HAND, 3a9epBABAHE HA JMUETO, 334V,
OponxocniasbM, Gomka B repba, MUCKOMQOpPT B IbpauTe, NPOMEHH B KPHBHOTO HANATAHE
(XMAMOTOHWA, XHIIEPTOH}A) HAH YECTOTATA HA NYJNICA (TAXuKapIus, Gpamuxapans)

* HHdexuny Ha MHKOYHUTE NHTHINA

. bonky B ¢TaBuTe (apTpanrus)

. Myckynuu cnasmu

. 3amaitsane

. Harpbnpane (apecTe3nd)

. Hapymenve na skyca (qucreysus)

. Br3byaa

. CrcTossne Ha 06EPKAHOCT

. Otox Ha napuHKca

. TforuiieHo H3MTOTARARE (XANEPXUAPO3A)

. AHTHoeeM (TeXKa aleprEiHA PeaKilns, KOATO NPHIMHABE ONYBAHE Ha THIETO H/IH IBPIOTO)
. AneprudHy KOXHEA peaxuuu (Hanp. oGpHB, ¢bpliex, YpTHKApHA, EpHTEMA)
, Topemy sBaam '

. Hucko KppBHO Hasdrase (XUIOTOHMA)

. Brinanesue #a ennte (hnedut)




Penxy Hexenanu pe MO)Ke CEIHAT M ¥ 10 pausenTa na Beeku 10 000 Jekypany
. Hoaysane Ha KopeMa :

. Brananenue Ha XpanonpoBoaa (e3odarut

. Duairecko Hepa3noNGKEHHE

Croblasane Ha HeXCTAHNA PEAKIMA

AKO MOTyuHTe HAKAKBH HEKCNAHH JICKAPCTBEHH Peakuyy, yhelomere Baimus nekap W dapMarlesT,
Topa srmovBa BeHykM BE3MOXHU HEONHCAHM B Ta3W JMCTOBKA HEXENAHH peakiud. MokeTe chlIo 48
CHOGLMTE HEXENaHN PeaKIHH JUPEKTHO Hpes:

Hameanstenna arerus no nekapcrsara yi. ,,Jamsan I'pyes” Ne 8

1303 Codwusn

Tem.: +359 2 89G3417

yebeaiiT: www.bda.bg

5. Kak 1a cxxpaunpaTte AzieMra

Ha ce cbXpausBa Ha MACTO, HEAOCTBUNO 32 AeHa.
He nanon3saiite 7053 JeXapcTBO ¢le] CPOKA HA TOMHOCT, OTGENA3aR BEPXY ETHKETA H KAPTOHERATA
onaxoBKka. CPOKBT Ha TOJHOCT OTrOBAPA Ka MOCHENHUA ACH OT NOCOYSHHS MECew,

Ja ce cpxpauspa nog 25°C.

He u3xgbpisiite exapcTRara B KaHATHIANMATA MM B KOHTelHepa 3a JOMAILKY oTnaysuy. [lonuratite
Baiuus apMaueRT Kak ia M3XBBPIITE ICKAPCTBATA, KOMTO BEYe HE H3NOM3BaTe. T3H MEpKH e
CIIOMOTHAT 33 ONa3BaHe Ha OKOHATA CPEeNa.

6. CuabpRande HA ONAKOBKATA H AONMLIHHTEIHS HHPOPMaALNL

KaxBo chabpxa AneMrta

- AKTHBHOTO BEINECTBO ¢: aneMeTHOHNH, Beaxa Tabnerxa coabpxa 400 mg afieMeTHoHuH
{ademetionine), CPOTBETCTBAINM Ha 761,52 mg anemeTnonnn 1,4-6ytanaucyndonar (ademetionine 1,4-
butanedisulfonate).

- Dpyrute coeTaBkry ca:

. A1po Ha TabieTkaTa: MUKPOKDPHCTANHA IEllyi03a, HATPYER HELUIECTEH [JIHKOJIAT. aepo3un 200,
MartHesnen ceapar; ‘ _
. HBIT HEJ/IC3CH OKCHJ, YepBeH XeleseH aquoxciy, Eudragit L 100-55, Makporon 6000,

nomcopbar 80, cumernkon (100%), HATPUEB XUJPOKCHS, TAIK, IIPEUHCTEHA BOAA,

Kax usraexas AxeMTa H KAKBO chILPKA ONAKOBKATA

Anemra 400 mg cTOMalIHO-YCTORYHEH TaONETKY ca ¢ UBAT Ha CHOMIa, €UICOBHIHY,
ApolinousnbkHany. Onaxopany ca B Alu-Alw/Alu 6mmetep ¢ 20 TaGneTky, HOCTABEH B KapTOHERa KyTH
¢ JJMCTOBKA 33 MAMEHTA.

IpuTexaTen Ha paspenicHHETO 33 ynoTpe6a n npomBoANTEN

IIpuTexkaten Ha palpeiieHHEYo 32 ynorpeba
Bopag Mexaucune Espona

Oyn. CumeonoBeko moce 130, er. 3

Codus 1700

Buarapus




IIpomyBoguTeN

Bopna Menucune Esponta EOO]]
6yn. ,Bearapua“ Ne 110, Bx. A, an. §
Codus 1618

Brnrrapus

J.'(ara Ha ITOCTAeIHO ITPEPAIrAeKILHE HA IHCTOBRATA
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