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1. UME HA JEKAPCTBEHUS ITPOJAYKT

OPMYC 20 mg cromalHo-yCcTOiHYMBH Kancyau, TBbPAH
ORMUS 20 mg gastro-resistant capsules, hard

OPMYC 40 mg cromalHo-ycTOiYKMBH Kancyu, TBbPAN
ORMUS 40 mg gastro-resistant capsules, hard

2: KAYECTBEH U KOJTHYECTBEH CbCTAB

Besika karncyna cbabpika 20 mg e3omenpason noj ¢opmara Ha MarHe3ueB AuXUApaT (esomeprazole as
magnesium dihydrate).

[ToMOlIHM BelecTBa ¢ M3BECTHO JIelCTBHE: Besika kancyna cbabpxka 8,05 mg 3axapo3a, 1,85

MHKpOrpaMa MeTui-p-Xuapokcudensoar (E218) u 0,56 mukporpama [ponui-p-xuapokcubensoar (E
216).

Besika kancyna chabpka 40 mg e3omenpason nox gopmara Ha MarHesues AUXuapar (esomeprazole as
magnesium dihydrate).

[loMolIHK BemecTBa ¢ u3BecTHO nelicTtBue: Besika Karcyna cbpabpka 16,09 mg 3axaposa, 3,65
MHKpOrpaMa MeTu-p-xuapokcubdensoar (E218) u 1,1 mukporpama nponuia-p-xuapokcudbensoar (E 216).

3a MbJHUS CITUCHK HA MOMOILLHUTE BEllleCTBa, BHIXKTE TOYKa 6. 1.

3. JJEKAPCTBEHA ®OPMA
CromaiiHo-ycToiuMBa Karncyia, TBbp/a.

Bcska kancyna e ¢ Henmpo3padHo XbATO Kanaye u HENpo3payHo OsJ10 T4J10, ¢ oTneyaranu ,,20 mg” B
4epHo. Kancynara cbabpxka Gene3sHukaBo-cHBU chepHyHN MHKPOrpaHyJiH.

Besika kancyna e ¢ Henmpo3payHo *bJITO Kanaye u HENPO3pavHo XBJTO TANO, C OTNeyaTanu ,,40 mg” B
4epHo. Karncynara cbabpxa GenesHnkaBo-cuBH chepuynu MHUKPOTpaHyJiu.

4. KJIMHUYHHU JAHHU

4.1 TepaneBTHYHH NOKA3AHHUSA

Kancynute OpMyc ca nmpeqHa3Ha4yeHH 3a Bb3PACTHH MPH:
I'acTpo-e3opareanna pedaykcna 6onecr (TEPB)

- JIeYeHHE Ha epO3HBEH peduiykceH e30(aruT

- MPOAB/DKUTENHO JICYCHHE Ha MALIMEHTH C 031paBsiyl €30(arut 3a Npe0TBpaTABaHe HA P
- CAMIITOMATH'HO JIEYEHHE Ha racTpo-e3odareanna peduykcHa 6onecr (C'EPB)




B xombunanus ¢ noaxoadina arTrba lc'repﬂaﬂﬂa TEPANEBTHYIHA CXeMa HA JieYEeHHE 33 epajuKANHA
Ha Helicobacter pylori 1 nocTArane Ha:

~ 3a3pasABaHe Ha NyolJeHalHa f3Ba, CBbp3aHa ¢ Helicobacter pylori n

- IPENOTBPATABAHE HA PELMMB HA MENTHYHH A3BU NPH NALKMEHTH C 9384, CBLp3aHa ¢ Helicobacter pylori

IIHI.IHEHTH, HYAZACUHIH €€ OT NMPOALJIKHTE/IHA TEPpANIHA C HECTCPOHAHHA NPOTHBOBL3INAJHTENIHHA

JexkaperBa (HCIHBJI)
e 3a3gpaBsABaHE Ha CTOMAINHA A3Ba, CBbp3aHa ¢ nevyenue ¢ HCIIBJI.

¢ Ilpodunakruka Ha CTOMAIUHA H AyOJICHAJIHA A3Ba, IpUUHHeHH oT NedeHnre ¢ HCINBJI npu
PHCKOBH NalHEHTH. |

HEOQLJ’I}KHTEJIHD JEUEHH¢ el HHTPABCHO3IHA HHAYIIHPaHAa ﬂﬂﬂmﬂﬂalﬂ'ﬂl{ﬂ Ha KLDBCHC OT

NENTHYHH H3BH.

L

Jledenne Ha cHHApOM Ha Ilnoawnrep - Eancon

IloppactBainy Hazn 12 roguliHa BB3pacT
I'acrpo-e3odareanna pepaykcna 6oaect (I'EPB)

— JledyeHune Ha epo3uBeH pedykceH e3odarur
— IlpoapmxuTenHo nedeHHe Ha NALMEHTH C 03/IpaBai e30darnuT 3a NpeIOTBPATIBAHE HA PELM/IHB
— CHMnTOMaTHYHO JIeYEHHE Ha racTpo-e3odareanna pedurykcHa 6onect (I'EPB)

B xoMGunanus ¢ aHTROHOTANM 34 JedeHAe Ha AYOACHAJHA sI3Ba, npriHHena or Helicobacter
pylori. -

4.2 [1o3HpOBK2 H HAYHH HA NPHJOKEHHE

BbipacTHH
Iacmpoesopacearna-pednyxcrua borecm (I'EPB)

- JIEYEHHUE Ha €pO3uBeH pedyKc-¢30¢arit

4() mg BeAHDBXK AHEBHO B IPOAbIKEHHE Ha 4 CEIMHLH.

[IpenopbuBa ce JOMBIHHTENHO 4-CEAMUYHO IeYeHUE IPU NALIMEHTH, IIPH KOUTO €30(aruThbT He e
3a3/paBAJl WM CHMIITOMHTE NEPCUCTUPAT.

- OPOABIDKHUTENHO JICYSHHE Ha NallMEeHTH CbC 3a3ApaBa €30(arnT 3a npeIoTBpaTIBaHe Ha

PELHINB
20 mg BEAHBXK ,[[HE:EHO

-  CHMITOMaTHYHO JICYEHHE Ha racTpo-e3odareanna peduykcHa 6onect (C'EPB)
20 mg BeANBXK JHEBHO MpH NauueHTH 6e3 e30¢arut. AKO He ce MOCTUTHE KOHTPOJ Ha
CHMIITOMHUTE Cliell 4 ceAMHULN, MTANHEHTHT TpAOBa a ce u3cneasa JoNBIHMTENHO. Clieq KaTo
CHMIITOMHTE OT3BYYarT, MOCIECABALL KOHTPOJ HA CUMIITOMAaTHKATA MOXE J1a ¢ AOCTHIHE KaTo ce
B3emat 20 mg BeAHb:K JHEBHO. [IpU HEOOXOAMMOCT BE3paCTHHTE MALIMEHTH MOIAT Aa NPHEMAT
20 mg BeaHBX AHEBHO NPH HyxAa. I1pn nanuenTn nekypanu ¢ HCIIBC, npu xouTo € Hanuue
PHCK OT PA3BHUTHE HA CTOMAIIIHE 3B H 13Ba Ha JBAHANCCETONPBCTHHKA, HE CE MPEeNnoThYBa
nociie/Ball] KOHTPOI Ha CUMIITOMHTE, KaKTO NPU PEXKUM IPU HYXKJIA.

B xombunayus ¢ nodxodswa anmubaxmepuaina MEPAnesmuUYHa CXema Ha Aeyenue 3

Helicobacter pylorn «
- 3a3/lpaBgBaHe Ha AyOJeHallHa A3Ba, cBbp3aHa ¢ Helicobacter pylori u




- IPeIOTBpATABaHE HA PELHAMB HA NENTHYHY S3BH NPH NAaUKEHTH ¢ A3Ba, CBbp3aHa ¢ Helicobacter pylori
20 mg Opmyc ¢ 1 g amokcHumnuH 1 500 mg KIapUTPOMHLIHH - BCHYKUTE ABA ITETH AHEBHO B
NPOABIKEHHE HA 7 IHHU. - '

ITagueHTH HY®RA2€1H CE OT NPOALKHTEIHA Tepanus ¢ HCIIBJ

3a3apaBsBaHe HAa CTOMAIITHA 5384 cBbp3aHa ¢ HCIIBJI: O6buyaiinata no3a e 20 Mg BEIHDBX JHEBHO B
npoabkeHue Ha 4-8 ceAMHULIM.

IIpodunaxTrka Ha cToMaluHa H KyozeHaHa A3Ba, Npu4nHeny oT nevenne ¢ HCIIBJI npu puckosu
nanueHTH: 20 mg BeJHEX AHEBHO.

IIpoALKHTENHO JeYeHHe Caex HHTPABCHO3IHO NPHI0KEHHE 33 NPEBEHNHS HA IOBTOPHO KbpPBeHe
IPH NENTRYHA A3BA | |

40 mg BeaHBK JHEBHO 3a 4 CeAMHLH Ciea HH(QY31A 33 NPOPHUIAKTHKA Ha NMOBTOPHO KbPBEHE Ha
NENTHYHA A3BA.

Jleuenue Ha CHHAPOM HA Mooararep-Eanrcon |
[IpenopbuBaHaTa MepBOHAYATHA 71033 € Opmyc 40 mg nBa nuTH AHEBHO. B nocnencraue JO3HPpOBKATa
Tp:A0Ba n1a 6bae cLOOpaseHa ¢ HHANBHAYATHATE HYXIH H JICUCHHETO Ja NPOABINKH B 3aBUCHMOCT OT
KITHHHYHHTE [10Ka3aTeNu. Bb3 0CHOBA HAa HAIMYHKTE KIHHHYHH JAHHHU MO-TOJISIMA YACT O NaLHEHTHTE
MOrat Ja OBAaT KOHTPONHPaHH NpH 103k oT 80 1o 160 g e30Menpason qHesHo. [Ipu go3mposxa Han 80
Ing AHEBHO, f03aTa TPAOBa na ce pasnenu B Ba IIpUeMa Ha JeH.

Croeumnanuu MOMYAAIHH

bnGpeuno yBpexaane

He e reob6xoa1uMo kopurupate na nosara IpH MALHEHTH ¢ yBpeneHa 6u0peuna dpynxuus. IMopagn
OTPaHUYCHHA OTIUT NPH MAUMEHTH C Texka 6BOpevHa HeIOCTATEIHOCT, TAKMBA TaHEeHTH Tpa0Ba 1a ce
NIEKyBAaT BHUMATETHO (BHXK paszien 5.2),

YeproapoGHo yspexaane

He e Heo6xoauMo kopurupase Ha nosara [pH MALHEHTH C JIEKO 10 YMEPEHO YEPHOAPOOHO yBpeKaaHe.
I1px nanueHTH ¢ TeXKO 4epHOAPOOHO yBpexAaHe, He TpSOBa Jla ce HAAXBEP/S MAKCHMANIHA 1033 OT 20
mg Opmye (Bux paszen 5.2).

ITanaenTH B cTapuecka BhipacT
He e Heobxonumo kopurupase Ha f03aTa Npu NauMeHTH B CTap4ecka BL3pAacT.

Ileauarpuyna nomynanus
Ilonpacteamu wan 12 roauinna Bp3pacT
I'acmpoesogazeanna-pegnyxcna 6onecm (FEPE)
- JICYCHHE HA epO3UBEH pedIyKC-e30(aruT
40 mg BeaHBX THEBHO B MPOABIIKEHUE HA 4 CEAMULI. |
[IpenopbuBa ce NOMBAHHTENHO 4-CEAMHYHO TleYeH e [IpH NAUMEHTH, MPH KOUTO €30¢aruThT HE e
3a3ApaBA/ UK CHMIITOMUTE MEPCHCTHPAT.
- TNPOABDKMTETHO JICYCHHE HA MALMEHTH ChC 3a3PaBs e30(arur 3a NpeloTBpaTABAHE HA
PEHMIAHB -
20 mg BeIHDBX AHERHO.

- CuUMIITOMaTHYHO NieyeHne Ha racTpo-e3odareanna pedaykcHa 6onect (EPE)
20 mg BedHDBX AHEBHO NPH NALHEHTH 6e3 e30darnt. AKo He ce MOCTUIHE KOH
CUMNITOMHTE CNIEA 4 CEAMHLM, MALHEHTBT TPA6GBA DA Ce U3CIIENBA NOMBIHHTE




B3eMar 20 mg Beanbx AHeBHO. [IpH HEOGXOAMMOCT BB3PACTHHTE MALIHEHTH MOraT Ja npuemar
20 mg BeAHBXK AHEBHO NPH HyXAa. [IpH MaLHEHTH TEKYBaHM C HCTIBC, npu xouto e Hanuue
PHCK OT Pa3sBHTHE Ha CTOMAIIIHA f3Ba U A3Ba HA IBAHANIECETONPBLCTHHKA, HE Ce NPEeNoThYBA
NOCICABALL KOHTPOI HA CUMIITOMHTE, KAKTO [IPH PEXHM IpPH HYXK/a.

Jlevenue na dyodenanna azea, npuyunena om Helicobacter pylori

Koraro ce u3brpa noaxonqumo koMGUHUpAHO NeYEHHe, TpAOBa A2 B3eMaT npeABua opULHAIHETE
HallMOHATIHH, PETHOHANTHH ¥ MECTHH PBKOBOACTBA OTHOCHO OaKTepHaNHaTa pe3HCTEHTHOCT,
MPOABIDKHTENIHOCTTA Ha IEYESHHETO (Hali-yecTo 7, HO noHsAKora u 14 AHH), B IOJXOA4IIaTa ynorpeba Ha
aHTHOAKTEPHAIIHH CPEACTBA.

Jleuenuero Tpabra na Obae HabMOAABAHO OT CHELHAJINCT.

[IpenopbuBaHara 1034 e clefHaTa:

Terno Ho3upoBka

30-40 kg Kombunaius ¢ asa antnbnotrka: Opmyc 20 mg, aMokcHIImME 750 mg H
KIapuTPOMHLIAH 7,5 mg/kg TENecHo Terno ce mpuaaraT BCHYKH 3a€QHO NBA
ObTH AHEBHO B NPOAb/DKEHHE Ha eJHA CeIMMIIA.

>40 kg Kombunanus ¢ xsa antHGHoTika: Opmyc 20 mg, aMOKCHIIHIIHH | g H
KnapHTpoMULKH 500 mg TENecHo TErIo ce NMpHAaraT BCHYKH 3a€IHO IBa
NbTH JHEBHO B NPOABJKEHHE HA €JHA CEAMHLIA.

Hauynn Ha panoxenne
Kancynute Tpsa6Ba na ce morasiiar uenu ¢ teuHocT. He TpatBa na ce IbBYAT MM CMAYKBAT.

[1pu naumenTH, KOMTO ce 3aTpyAHABAT Aa NPErTHLIAT, KancyIuTe MOrar Jia ce pa3TBOpAT B MOJOBHH
Jalua HerasupaHa Boja. He Tps6Ba na ce usmonspar gpyru TeYHOCTH, Thii KaTo CTOMAILIHOYCTOHYHBOTO
HOKPHTHE MOXE Nla ce pasTBOpH. PasObpkaiite AokaTo TabneTkuTe ce pa3apobaT U H3MHHTE TEUHOCTTA C
NENETUTE He3abaBHO MK B paMkuTe Ha 30 MuHYTH. M3nnakHeTe YamnaTa ¢ MoJIOBHH Yaa BOJA W
U3NHATE ChABDPXKAHKETO. [leneTute He TPAOBa a ce ABBYAT MM CMAuKBaT.

ITpu nauMeHTH, KOUTO HE MOraT Aa MOTJIbLIAT, KancylHTe MOraT Ja €€ pa3TBOPAT B HErasupaHa Boja W
Pa3TBOPBT Zla CC IIPHJIOKH € MOMOLITA HA Ha30-racTpajiHa CoHOa. BakHOo e ja ce YCTAaHOBH _JIaJIH
H30paHUTe CIPHHUIOBKA M CORJA Ca NOAXOASIIM. 3a yKa3saHHa OTHOCHO Pa3TBAPAHETO HA JNeKApCTBEHUS
MPOAYKT NPEan NMPHIOKEHUE BUXTE TOYKA 6.6.

4.3 IIpormBonoxasanns

CBpBbXUYBCTBHTENTHOCT KBM €30MENPa3o, CyOCTHTYHpaHu G€H3HMHMIA301H WM KBM HIKOE OT
NOMOUIHHUTE BellleCTBa, H30POEHH B Touka 6.1.
Esomenpason He Tps6Ba aa ce nprema CAHOBPEMEHHO ¢ HeJlpHHaBUP (BUX pasuen 4.5).

4.4 Cpenuajans npeaynpexxieHns H NpeaUa3H MEPKH NPH ynoTpeda

[Tpu HanuuHeTO Ha KAKBHUTO U Ja 6HI0 06E3NOKOMTENHY CHMIITOMH (Hanp. 3Ha4MMa 3aryba Ha Terno,
MOBTApALIO C& NOBPbIUAHE, NUCHATHSA, XEMATEME3HC WIIH MEJIEHA) U B CIYYaHTE, B KOHTO CE noxo3npa
HilH € NHarHOCTHLHPaHa CTOMalllHA A3Ba TPAOBa Aa Ce H3KITIOUH HATHYKMETO HA 3/10KAYECTBEHO
3a00nsBaKe, T KaTO JICUESHHETO C €30METIPA30N MOXKe A2 3aBOANHPA CUMIITOMHTE U Ja 3abaBu
JMarHO3arTa. |




[IpoabmxuTento neyeHue
[launeHTHTE HA NPOABIDKUTENHO Jeuenue (0coOeHO Te3H, KOUTO MOJIy4yaBaT Tepanus 3a MOBEUE OT
roaHHa) TpadBa aa ca nojx peJoBHO HAOJIOAEHHE.

Jleuenne npu Hyxaa |

Ha nanuentnre, kx0MTO ce IeKyBarT ¢ e30Menpaso npu HyXAa, TpsOBa na ce 00LpHEe BHUMaHHe a Ce
CBBbpKaT He3a0aBHO ¢ NeKyBalllua CH JieKap, aKo CUMITOMHTE MM IMPOMEHAT XapakTtepa cH. Koraro ce
MPEANACEA E30MENPA30N 33 ICUCHHE NPH HYXAa, TPsAbBa Ja ce HMa NpeABHA Bb3MOXHOCTTA 33
B3aUMOACHCTBHA C APYTH JIEKapCTBa, AbDKAIH Ce HA (NIYKTYHPAHETO HA MIA3MEHHTE KOHUEHTPAIIHK Ha
e3oMenpasona. Bux paznen 4.5. |

Epanuxaius na Helicobacter pylori

Koraro ce npeanucea e3omenpason 3a epaaukalid Ha Helicobacter pylori, TpaGea jia ce HMaT npeaBu
Bb3MOXKHHTC JICKAPCTBEHHN B3aUMOACHCTBHA Ha BCHYKH KOMIIOHEHTH Ha TpoliHaTa Tepanmus.
KnapurpoMuunH e Mouer unxubutop Ha CYP3A4 H ToBa TpOBa Aa ce B3eMe NpeABUN, KAKTO K
IPOTHBOMOKA3aHUATA M B3aHMOJAEHCTBHUATA HA KJIADUTPOMHLIMHA, KOTAaTO TpoiiHaTa Tepamnus ce npuiara
[PH NalHCHTH, KOUTO B3EMaT €JHOBPEMEHHO IPYTH JIEKApCTBa, MeTaboausupain ce or CYP3A4 kaTo
LH3AM U,

CroMalmHoO-4peBHY HHPEKLHH |
JleyeHHeTO ¢ HHXMOMTOPH HA MPOTOHHATA MOMNA MOXE Ja JOBE/E 1O MOBHLICH PUCK OT CTOMALIHO-
YpeBHH HHQEKIMK, Hanpumep Salmonella u Campylobacter (Bux pasnen 5.1).

Abcopbiua Ha Butamuu B12

Esomenpason, KakTo BCHYKH JieKapcTBa, GiOKMPALIH CTOMAIIHUTE KHCETUHH, MOTAT 12 HAMANAT
abcopOuusTa Ha Butamun B12 (unaHoko6anamMun), Iopaan XUmno- uim axnopuausa. Topa Tpabea na ce
HMa IPEABM/ NPH NALUEHTH C HAMAJIEHH TENEeCHH 3aMacH WK ¢ PUCKOBH (GaKTopH 3a HAManeHa

abcopOuus Ha Buramus B12 npu nearocpouna tepanus.

XUnomarsesneMus

HloxnansaHa e Texka XHIOMArHe3HEMHs PH NALUUEHTH, NEKYBaHH C HHXHOMTODH Ha [IPOTOHHATA MOMIIA,
HampuMep €30Menpason, NoHe 3a 3 Mecela, a B [IOBEYETO CIIyYad IOBeve OT roJuHa. Morar aa
HACTBIAT CEPHO3HHA MPU3HALM HA XUTIOMATHE3HEMHS, KAKBHTO Ca YMOpA, TEeTaHHUS, JEUPHYM,
KOHBYJICHH, 3aMaAHOCT U KAMEPHA apHTMHS , KOMTO /i 3aTI0YHAT CKPHUTO H GE3CHMIITOMHO H /2 HE Gbaar
3abenssany. I1pu moBeueTo 3acernary NauUeHTH, XUNOMarHe3HEMHATa ce Ioo6PABa Clie] NpHEM Ha
MarHe3ueB 3aMECTUTEN H CRHpaHe HA JIEHEHHETO ¢ HHXUOMTOPH Ha MPOTOHHATA ITOMIIA.

[TpH nauueHTH, NOANONKEHH Ha MPOXBIKHTETHO IEYEHHE HIIH KOMTO IPHEMAT MHXUOHTOpH Ha
[IPOTOHHATA IOMIIA'H IMTOKCHH €JHOBPEMEHHO, KAKTO H APYTH JIEKapCTBa, KOHTO MOTaT Aa NPeaU3BHKAT
XMIIOMarHe3HEeMHA (HaNpHMep AMYPETHLHN), MEAHUMHCKUTE CIIEUHATHCTH TpA6Ba 12 H3CIIeqBar
CTOHHOCTHTE Ha MarHesuii Npeau 3an0YBaHe Ha JieYeHHe ¢ MHXHOHTOPH Ha NPOTOHHATA MOMIIA H
NEPHOAWYHO /1A TH MPOCIEAMBAT IO BPEME Ha JICYSHHETO.

CybaxyTeH KoXkeH TYNyC epHTEMaTOReC
B MHOTO peik# Ci1y4an IPUIIOKEHHETO Ha HHXHOHTOPH HAa NPOTOHHATa MOMIIa Ce CBBP3BAT ¢ NOABA Ha
cybaKyTeH KOXeH JIynyc eputemaronec. AKO ce MOSBAT Je3UH, 0cobeno TIPH U3JI0XKEHUTE HA CILHUYESBA
CBETIMHA KOXHH [TOBLPXHOCTH, M 2KO NALMEHTHT [O4YBCTBA OOJIKM B CTaBUTE TPAOBa CHELIHO 73
NOTLPCKH MEAWUHMHCKA IOMOLI M MEJHLIMHCKHTE CIIEMHANHCTH TPAOBa a IpeyCTAHOBAT MPHIOKEHHETO
Ha OpMyc. CybakyTeH KOXeH Nymyc epUTEMaTONEC, MOABUI CE cllen ynoTpeba Ha o
Ha ITPOTOHHATA NOMITa, MOXKE Jla MOBUIUH PHCKA OT NOsABa Ha TOBA 3ab0NsBaHe I
JICKApCTBa OT TO3H KJIAC.




Puck om ¢paxmypu na 6edpomo, xumrxama u spebrasnuam cmuab

MaxubutopuTe Ha MPOTOHHATA MOMIA MOTAT YMEPEHO a NOBHLIAT PUCKA OT BpaKkTypH Ha OeapoTo,
KATKATa U rpPbOHAuHHUA CTHI0, NPEXUMHO NPH NANHEHTH B CTAPYECKA Bb3PAcT WM [PU HAIHYHE Ha
APYTH NO3HATH PUCKOBH (akTOpH, 0COOEHO aKO Ca MPUJIaTaHU BB BUCOKH J03H 3a TBITBI IEPHOJ, OT
Bpeme (Haa 1 roanna). Habmonarennn npoyuBanus npeanonarar, 4e HHXHOHTOPHTE Ha NpPOTOHHATA
MoMna MoraT 4a yBenu4ar pucka ot ¢paxrypu ¢ 10-40 %. Tosa Moxe 1a ce qpKH 00ade ¥ Ha ApYTH
PHCKOBH (hakTOpH. 32 NAUMEHTHTE C PUCK OT Pa3BUTHE HA OCTEONOPO3a TPAGBA A ce nonarar CPUKH
CHITIACHO BANHAHHUTE KIHHHYHH PBKOBOACTBA M 1a UM C€ OCHI'YPH TIOAXOMAIN NPMEM Ha BUTAMHH D u
KasLMi.

Hpyru nekapcTBeHH MPOAYKTH

He ce mpenopbiBa eAHOBPEMEHHHS TPHEM Ha €30MENPA30. U aTa3aHABUD (BHK paszgen 4.5). Ako
KOMOHHaLMATA Ha aTa3aHABUD C HHXHOHTOP HAa MPOTOHHATA TIOMIIA CE CMATA 32 HEH3OEHKHa, IpenopriBa
C€ BHUMATE/ICH KIIMHHYCH KOHTPON NpH KOMOHHallus ¢ yBENUuaBalla ce [03a aTasaHasup Ao 400 mg ¢
100 mg putoHasup; He Tpa6Ba fa ce yBenduasa A03aTa oT 20 mg e30Menpasol.

Esomenpason e unxuburop Ha CYP2C19. [Ipu 3anovuBaHe WM 3aBBPUIBAHE HA JICYCHHE C €30Menpaso
TpsaOBa Aa ce uMa NpeJBHA BEPOATHOCTTA 32 B3aHMOJEHCTBHA C JI€KapCTBEHHU NPOAYKTH, YHHTO
meTabonn3pM cTaBa nocpeacteoM CYP2C19. HabmonaeaHo e B3auMoneiicTBHE MENCIY KIJIONNAIOIPEN H
oMenpasont (BuxkTe Touka 4.5). He e noxazaHa KIMHMYHA Bpb3Ka HA TOB2 B3anMolelicTere. KaTo
MpeAnasHa MApKa, He TPAOBA Na Ce Npuiara eHOBPEMEHHO JIEYSHHE ¢ KIOHIOIDE 1 €30MENpasoll.

Teocxu kooicnu nexcenanu peaxyuu (SCARs)

Texxku koxxuu Hexenanu peakunu (SCARs), BKarouMTeNHO epHTeMa MyaThgopMe (EM), cunapom na
Stevens-Johnson (SJS), TokckuHa enuaepMaNHa HEXKPOIU3a (TEN), nexapcTBeHa peakuus ¢
€03HHODHUANS U CUCTEMHH cuMnTomu (cuuapoM DRESS), konto Morar na 6baar ’KUBOTO3aCTpAIIaBaLIH
HIIH 12 I0BERAT 0 JISTANI€H U3XO0[, MHOIO PAAKO Ce ChoOLIaBaT BbB BPH3Ka C JIEYEHHE ¢ €30Menpasol.
[launeHnrure TpabBa Aa 6bJaT CLBETBAHM B C/y4ail Ha MOABA HA TEKKa KOKHA peakuus
EM/SJS/TEN/DRESS na noThpcsT MEAHLIMHCKH ChBET OT JIEKYBALIMS J1eKAp BEHATa LIOM HabJII01aBaT
KaKBHTO H Ja € HHAWKALKMM UK CHMIITOMH. EzoMenpazon TpsOBa HesabaBHO aa Obae OPEYCTAHOBEH Cle/
NPU3HALHK H CHMIITOMH HA TeXKH KOXHH PEakUHM H AOIBJIHATENHA MEAULIMHCKA MPHXa/BHHMATEIHO

npocnenaBaHe Aa 0bae NPHIOKEHO Criopell HeoOX0AUMOCTTa. ITOBTOpHO evenne He TpAOBA Aa ce
npeanpuema npy nauueata ¢ EM/SIS/TEN/DRESS.

Iosnungane na aabopamopuume pesyrmamu

[ToBHwEHOTO HHBO Ha XpoMorpaHHH A (CgA) MoXe Ia NIOBJIMAE Ha W3CICIBAHHATA 34 HEBPOCHAOKPHHEHH
TyMOpH. 3a Aa Ce u30erHe ToBa B3aMMOAEHCTBHE, EUEHHETO ¢ [1Me Ha MpoAYyKTa) TpsAOBa 1a ce cripe
BPCMEHHO HaH-MaJIKO 3a 5 J\HH npeau onpeaensHero Ha CgA (Bx. Touxa 5.1). AKO HHUBaTa Ha CgAwn
raCTpAHA HE Ca C€ BE3CTAHOBHIIM B PeEPSHTHUTE CH FPaHMLM ClIel HAYATHOTO OTpeleiiiHe,
H3MepBaHeTo TpAOBa Aa Obac NoBTOPEHO 14 HM Cliel.CANpaHe Ha JISYEHHETO C UHXHOUTOP Ha
IIPOTOHHATA MOMIIA.

3axapo3a

To3u nponayKT chabpika 3aXapo3a, IauueHTHTe ¢ peAKH HACTeACTBEHH 3a00IABaHNS H3pa3sgBally ce ¢
HEMOHOCHMOCT KbM ¢pyKTo3aTa, ¢ MaabcopOLHa Ha TIIOK03a-TalaKkTo3a HiIH HETOCTAThYHOCT Ha
3axapasa-“30MaiTasa He TpaOBa fa ynotpebsaBaT TOBa IEKAPCTRO. '

[lapaxnapokcubensoatu |
To3u nexapcTBeH NPOAYKT ChABPXKA NapaxHAPOKCHOSH30aTH, KOWTO MOTaT 1a I
peakuus (BeposiTHO OT 3a0aBeH THI ).




4.5 B3aumogeiicTBue ¢ Apyru JA€KAPCTREHH NPOAYKTH H APYTrH GOPMHN Ha B3aHMOREHCTRHE

IIpoyuBaHusaTa 3a IEKAPCTREHH B3aUMONEHCTBHA Ca ITPOBEXAAHH CaMO TIPH BB3PAaCcTHH.
EdexTn Ha e30Menpa3ona BLPXY PapMaAKOKHEETAKATA HA APYTrH J€KapcTBa

[IpoTeasaun uuxubuTOpH

3a omenpa3on € AOKNAABAHO, Ye B3aHMOAEHCTBA ¢ HAKOM lpoTea3zHu uHxXuOuTOpH. Knunnunara
JHa"TUMOCT H MEXaHM3MUTE 341 Te3H AOKJIAJBAaHH B3aUMOLCHCTRHS BHHATH CA HESCHU. Y BEIHYEHOTO
cToMaluHo pH no BpeMe Ha Ne4eHHeTo ¢ OMENpPa3on MOXe na poMeHH abcopbuuaTa Ha poTeasHUTE
HHXHOHTOPH. JIpyTH BB3MOXHM MEXaHHIMH Ha B3aUMOAEHCTRHE ca 4pe3 HHXubUpane Ha CYP2C19, 3a
aTa3aHaBHP H HEMPHHABHD, HAMAJICHH CEPYMHH HUBA Ca AOKaABaHHU, KOTaToO ca MPHEMaHH 3aeqHO ¢
OMENpPasoJl H nopagy ToBa KOMOMHALHATA He Ce PenophUBa. EanospeMenuusaT npuem ua oMenpazon (40
Mg BEAHDBK AHEBHO) ¢ ara3aHasup 300 mg / putonasup 100 mg ot 34paBy J0OpOBOILM BOIU A0
SHAHHTEIHO HAMANABaHE Ha €KCTIO3ULMATA Ha aTa3aHaBHP (TpHONH3NTENHO 75% HaMaleHNe B AUC, C
max M Cnin. . ¥YBeNHuaBailiky fo3aTa Ha atazanaBup o 400 mg He koMneHcHpa edeKTa OT SKCIIO3HIUATA
‘Ha OMenpasost ¥ aTazaHasup. EqHoBpeMeHoTO npHeMane Ha omenpason (20 mg) c arazauasup 400
mg/putoHaBup 100 mg npu 3apaBu NoOPOBONLH BOAU A0 HAMaNISBaHe eKCIIO3HILMATA HA aTa3aHaBup
npubnusnTenso 30 %, B CpaBHEHHE C €KCNIO3HIHATA, HabmolasaHa ¢ arasanasup 300 mg/ PUTOHABHP
100 mg, no 6es omenpason 20 mg. ExHoBpeMeHRUST MpyeM Ha oMenpaso (40 mg) u nendunapup,
HaMalisiBa CpeAHUTE CTOMHOCTH Ha AUC, Crax H Cin B2 HeldHHaBHp ¢ 36-39 % u CPEAHUTE CTOMHOCTH
Ha AUC, Cpax M Cpin Ha apMakoioruuso aKTHBHHA MeTabonur M8 ca Hamasienn ¢ 75-92%,. IMopanu
CXOIHHA PapMakogHHAMHYHH CBOMCTBA Ha OMETIpa3oJi U €30MENpa3o, eAHOBPEMEHHOTO NPHIIOKEHKE
Ha £30MENpa30l U aTasaHaBUp HE Ce NpenopbY4Ba (BHXKTE ToYKa 4.4), a CAHOBPEMEHHOTO MPUIOKEHHE Ha
€30MeNpa3on k HeNQUHABKP € IPOTHBOIIOKA3aHO (BUKTE TOYKA 4.3).

3a cakBUHABHD (TIPH €AHOBPEMEHEH TIPHEM C PUTOHABHD), Ca AOKNaIBAHH HOBHILNEHH CEPYMHH HHBA
(80-100%) no Bpeme Ha koMOUHMpPaH NIpHEM C oMernpason (40 mg). |

Jleyenuero ¢ omenpazon 20 mg He 0Ka3Ba eeKT BbPXY SKCIO3HIHATA Ha AapyHaBHp (TIpu
CAHOBPEMCHEH ITPUEM C PUTOHABHP) M aMHPEHABHUP (IPHEMAH 3aeIHO C PHTOHABHP).

Jleuennero ¢ omenpazon 20 mg He oka3Ba e(PeKT BBPXY €KCIO3HLHUATA HA aMIpeHaBup (¢ UK 6e3 mpHeM
Ha PHTOHABHp CHOBPEMEHHO). Jledenuero ¢ omenpazon 40 mg He 0ka3Ba BIHAHHE BBPXY €KCIO3HIHATA
Ha NONTHHABHP (C €AHOBPEMEHEH NPUMEM U Ha puToHasup). Ilopaau nono6uu dapmakoauraMuynu edekTy
H QapMaKOKMHETHYHH CBOMCTBA Ha OMEIPA30I 1 €30MEenpazoi, He Ce NpenophyBa eJHOBPEMEHEH NpHeEM
Ha €30Menpasos M aTa3aHaBUp, a KOMOHHALMATA MEXLY €30MeNpa3oN H HeNdHHABHD €
MPOTHUBOINOKA3AHA.

Taxponumyc -

Chobiuasa ce 3a NOBHIIEHH CEPYMHHM HABA Ha TAKPOJIUMYC HPH €XHOBPEMEHHO NPUIOKEHHE C
€30Menpa3on. Tpsabsa nepHoanyno nNpocnensBaHe Ha HABATA HA TaKpoIMMyC K OBOpedHaTa QyHKLHA
(0CO0EHO KPEaTHHHHOBHA KIHPBHC) H aKO € HEOOXOUMO — a Ce MPOMeHH JA03HPOBKATa Ha TAKPOJIUMYC.

Memompexcam
Cro0iuaBa ce 3a NOBHILICHH HHBA HA METOTPEKCAT NpPH HAKOH IMALUEHTH, KOTATO € I
HHXHOHUTOPHU Ha MPOTOHHATA Nomna. ITpy npuiioxkeHne Ha BUCOKH 1034 METOTP
0OMHCIIH BpEMEHHO NPEKbCBAHE Ha €30MeNnpasor.




Jexapcmeenu npodyxkmu ¢ pH 3asucuma abcopbyus

HaManenara uHTparactpaina KHCEMMHHOCT 11O BpPEME Ha JISYEHHETO ¢ €30MeNpa3osi MOXkKe J1a yBellM4H
HJIH HaMaJld pe30opOLUATa Ha HAKOM JIEKAPCTBA, aKO MEXaHHM3Ma Ha abcopbuus ce nosauABa oT
CTOMalllHATa KUCENMHHOCT. KakTo u mpH ynoTpeGata Ha APy HHXHGHTOPH Ha HHTparacTpalHaTa
KHCETHHHOCT HJIH aHTHALIMAH, Pe30pOLMATa HA KETOKOHA30, HTPAKOHA30:1 U epIOTHHHG MoXe Na Obae
HamaJieHa, a pe30pOLUATA Ha IMTOKCHH Aa Ce HOBHLLIH, [0 BpeMe Ha JeYeHHeTO ¢ €30Menpaso.

EnHoBpemenno nevenue ¢ oMenpason (20 mg JAHEBHO) U JIMIOKCHH TPH 3JPaBU WHAHBHIH NOBUIIABA
OnonanmuroCTTa Ha AMrokcuH ¢ 10% (10 30 % NpH ABaMa OT AeCeT HHAWBHUAHN). Piako e goxnaaBaHo 3a
AMTOKCHHOBa TOKCHYHOCT. BbRpexu TOBa, o6aye, NpU NalHEHTH B cTapyecka Bb3PacT BHCOKH /103U
€30MeMnpas3olt TpOBa J1a ce Npuiarar ¢ noBHIICHO BuuMaHue, TOoraBa u MoOBHIDEHO JIEKAPCTBEHO
MOHHUTOpPHpaHe TPsA0Ba Na ce NMpUNAara ¥ 3a JUroKCHH.

Jlexapcmeenu npodyxmu, koumo ce memabonruzupam om CYP2C19

E3oMenpason unxubupa CYP2C19, ocHOBHHST eH3HM, MeTalbonu3upain esomenpasosa. ITopanu Tosa,
KOTaTo €30MENpasol ce KOMOMHHpa ¢ IeKapeTBa, KOUTO ce MeTabon usupat ot CYP2C19, xato auazenam,
HHTAJIONpaM, UMHITPAMHUH, KIIOGMHNIPAMRH, ()éHHTOMH M 1P., TNIa3MEHHTE KOHLEHTPALMH HA Te3H
JICKApCTBa MOXE Aa C€ yBENNYaT H a Ce HaJIOXKH HamaneHHe Ha ao3ara. ToBa Tpa6Ba 11a ce uma npeasun,
0COOEHO KOraTo ce NpeAn|CBa 3a JICYSHHEe IPH HYK .

Hnazenam |
EnnoBpemeHHOTO npunoxenne Ha 30 mg €30MEMNpPas3on € A0BENO 10 45% HaMaleHHe Ha KIMPHHCA Ha
cyoctpatd Ha CYP2CI19 na nuazenama.

DEeHUTOUH - |

Ennospemennoro npunosxenne Ha 40 mg €30MeEnpason e noBeno 10 13% ypenuueHue Ha Hal-HUCKUTE

- T1a3MEHH HHBA Ha EHUTOMHA NIPH GONHE C enunencus. Ilpenoprusa ce MOHHTOpUpaKe Ha MIa3MeHHTe
KOHLEHTpALMH Ha PeHUTOHHA TIPH 3AMOYBAHE HITH TIPEKHCBAHE HA JIEYEHHETO ¢ e30Menpason.

Boprkonazon
Omenpazon (40 mg BeAHbXK AHEBHO), IPHEMAH 32€HO C BOpHKOHa301 (cybctpar Ha CYP2C19)
noBHINaBa HeroBuTe C max ¥ AUC ¢ 15%. 1 41%, pecneKTHBHO.

OMenpason, KaKTo U €30Menpa3on ca uHxnoutopu na CYP2C19. Omenpason, npunaras B exHo
KPRCTOCAHO NpoytBaHe B 1031 OT 40 mg npH 3apasu 1oGpoBonuy, yeenruasa Cmax 4 AUC Ha
LIMJI0CTa30J1 CHOTBETHO C 18% 1 26%, a €HH OT HErOBUTE AKTUBHM METAGOIHTH ChOTBETHO ¢ 29% 11

69%.

Husanpng

Hpu 3apasu 106poBoONLM eAHOBPEMERHOTO NPHIIOKEHHE Ha 40 Mg €30Menpason € A0Beao A0 32%
yBEIHHUCHUE Ha ITIOWITA N0 KpuBaTa koHLeHTpauug-BpeMe (AUC) u 10 31% yasaxasane Ha BPEMETO
Ha MONYKHBOT (1)2), HO He € HalIN0AaBAHO 3HAYMMO YBE/IHYABAHE HA MAaKCHMATHHTE [LTaZMENHk HHBA Ha
uusanpuna. Jleko yabmkeHnar QTc uuteppan, HabnoAaBaH Clied CaMOCTOSTENHO MPUIIOKEHHE HA
HH3AMPHI, HE CE € yBEINIHIT AObIAHNTENHO, KOTaTo U3aNpHA e OUIl faleH B KoMOHHAIHS ¢
€30MeNnpason (BHXK H paszien 4.4.).

B pamkuTe Ha KIMHUYHO NPOYYBAHE BPEMETO 34 KoaryJiaius npH nalueHTH npue €HHO
40 mg esomenpason U BapadapuH He NpeBuIIaBa JONYCTHMHTE CTOHHOCTH.




Brrpeku ToBa, clie paspelnaBaneTo 3a ynoTpe6a, ca HabMoNABAHA HAKOIKO H30JINPAHH ClTyyas ¢
KIIMHK'HA 3HAUMMOCT Ha noBHIIEeHO HUBO Ha INR. IpenopruBa ce nexapcko HaGmoaeHue Ha
HALlHCHTHTE, KOUTO 3al0YBAT H NPEKPATABAT eAHOBPEMEHEH NPHEM BaphapHH HIH APYrH KyMapHHOBH
IPOU3BONHH.

Knonuaorpen

Pesynratv oT npoyuBaHHs npH 3apasy JOGPOBOIIH Ca TOKA3AIH ¢bapMaKkOKHHETHYHY
/bapmakoIMHAMMYHE B3aUMOAEHCTBHS MCOXIY knonuaorpen kionuaorpen (300 mg Hatosapeaia 103a,
ClleAiBaHa OT 75 mg AHeBHa 103a) U e30Menpason (40 mg npuiarany NEPOPATHO BEIHBXK JHEBHO),
13pa3CHU B TOHMKERA CKCTIO3HIMS KbM AKTHBHHA METabOIHT HA KIONMIOrpel ¢ 0koo 40% H MOHIKEHO
MaxCHUMallHO HHXHOHpaHe Ha TPOMOOIUTHATA arperauna(MHaAynspana ot AJIP) ¢ okono 14%.

[Ipn exHOBpEMEHHO NPHIOKEHHE Ha KIOMHAOIPES ¢ $ukcHpana qo30Ba KOMOWHAIHS e3oMenpason 20
mg + aueTUICATNIH/I0BA KHCeTHHA 81 mg npu 3apaBH KOGPOBOIILIH ce HabJI0AaBa NOHMXKEHA
€KCIIO3HLAA € 0KOM0 407% Ha aKTHBHHS METaGONIUT Ha KIONUAOrPE], B CPaBHEHHE C IPUJIaraHeTo Ha
KJIOIUAOrpes KaTo MOHOTepanis. MakCHManHoTO HHXHOHUpaHe Ha TPOMNOLMTHATA arperawus
(MHAyuupasa ot AJI®), npu Te3u HHAMBUAA 06aue e ChIIATA, KAKTO MPH NPUIIOKEHHETO HA KITOITH 0T PET
CaMOCTOATENTHO, Taka ¥ NIPH KOMOWHHPaHaTa JIEKapCTBeHa Tepalus KJIOMUAorpes + (e3oMenpazon u
ALECTUIICATHIIMIIOBA KHCETHHA).

[IpoTHBOpEYHBH ca MaHHHTE 3a KJIHHMYHO MOBNMIBAHE BLPXY
(hapMakOKHHETHHIHOTO/hapMaKoHHAMHYHOTO B3aHMONCHCTRHE Ha €30MENpas3o Mo OTHOLIEHUE Ha
FOJIEMH CBPAEYHO-CBHIOBH CHOUTHSA, KOUTO Ca JOKNAABAHH NP HAGIIONATENHY 1 KIHMHUYHH IpOYyYBaHus,
KaTo npeanasna Mapka, eAHOBPEMEHHOTO NPHIOKEHHUE C Konnaorpen Tpabsa na ce u30Araa.

H3nuTBAHN JIeKAPCTBEHH NPOAYKTH
HokasaHo e, ue e30Menpa3on HAMA KIMHAYHO 3HAYHMH eexTH BbpXy apMakoKHHETHKATA Ha
dMOKCHLIUJIMH HJIH XHHHIMH.

Hanpoxcen unn pogexoxcut

[IpoyuBanwus, H3cneaBally eJHOBPEMEHHOTO NPUIATAHE HA €30MENPA30N ¥ HAMTPOKCEH HITH POPeKoKcHb
HC NIOKasBaT HUKAaKBH KITMHAYHO 3HAYHMH B3aUMOJIEHCTBUA 110 BpeMe Ha KpaTKOCPOYHH NpoyYBaHU4,
OLCHABALIH €peKTa OT AHOBPEMEHHOTO UM MpUaraHxe. |

JlexapcTenn npoaykTd uaxuburopa ua CYP2C19 n/una CYP3A4

EsoMenpason ce Merabonusupa or CYP2C19 u CYP3AA. EnHOBpeMEeHHOTO MpUAOKEeHHE Ha
€30Menpa3on H HHXHOHTOPLT Ha CYP3A4 knaputpoMuuuH (500 Mg ABa IIbTH AHEBHO) € JOBEJIO A0
yaBogsane Ha excriozuuuara (AUC) ua €30Memnpasona. B3anMHOTO npunarase Ha esoMenpason u
koMOuHHpaH HHxn6HTOp Ha CYP2C19 u CYP3A4 Moxe na AOBEAC RO YBEIIMYABAHE HA €KCMO3HLIMATA
Ha €30MeNpa3of MOBeYe OT ABA [T TH. |

Huxubutop Ha CYP2C19 u CYP3A4 kato BOpHKOHa30/1 yBenH4aBa mioutta noa kpueata (AUC) Ha
oMenpason ¢ okono 280 %. Kopurupane Ha n03aTa Ha €30MeNpa3on 0GHKHOBEHO HE Ce HATATA B Tesl
CIy4aH,

Bobnpekn ToBa, KOpUrupaHe Ha Jo3ata o6aye TpIOBA BHUMATENHO 1a ce NPELUECHH NMPH NALHCHTH ¢ TEXKO
4€pHOAPOOHO YBpeKNaHe UK aKo € NPEAMHCAHO NPOABIKUTENHO JIeueHHe,

Jexapersenn npogykTh, xouro muayuapat CYP2C19 i CYP3A4 |
JlexapcrBa, 32 KOHTO € H3BECTHO, 4e HHAYLHpaT CYP2C19 win CYP3A4, unu u gpe m Q. ca
HanpuMep pudaMIULHE M XBIT KAHTAPHOH ), MOXKE 13 AOBEAAT IO MOHMKEHIAE Wass PR SN
€30MENpasoil 4pe3 3acu/iBaHe Ha MeTaboNH3aMa My . | 59
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Menuarpyuna nonynauus
[IpoyyBanus 3a NeKapCTBEHN B3aHMOJEHCTBHA €2 MPOBEXIAHH CaMO [IPH Bb3PACTHH.

4.6 DepruaARTeT, GPeMEHHOCT H KLPMeRe

bpemennocm .

HsMa aocTaThyHO KIMHHYHY JAaHHH 3a €KCIO3HIMS HA C30MENpPasoJi Mo BpemMe Ha OpeMeHHOCT.
EnnaeMHONOrHYHY H3CNEABAHNS C PAlEMUYHATA CMEC OMENpPa3olt NpH roJisiMa eKCIO3UIMA MO BpEMe Ha
OpeMEHHOCT He NOKA3BaT BPEJHH WIIH TOKCHYHH 33 eMOGPHORA eextu. M3cneasanus npu >KHBOTHH ¢
€30MENPA30J1 HE MOKA3BAT AUPEKTHH HIH MHAUPEKTHH eeKTd N0 OTHOLIEHHE HA
EMOPHOHANHOTO/(PeTanHoTo pa3BuTHe. M3cneBaHHS IPH KUBOTHH C paleMHYHAaTa CMeC He TIOKa3BarT
AUPEKTHH HIIH HHAWPEKTHH €EKTH M0 OTHOUIEHHE Ha OPEMEHHOCTTA, PaXAAHETO UM MOCTHATAIHOTO
pasBuTHe. CrelUHanHo BHAMaHUe TpA6Ba fa ce o0BPHE NpH NpeAnucBade HA HA e30MeNpa3on npu
OpeMeHHM KeHH.

JIaHHH OT npoy4BaHHA NPY HEToNIAM Gpoii GpeMeHHH KeHH (Mexxny 300 — 1000) He ca nokazain
Bb3HUKBaHE Ha MajlpopMaluu ik $eTo/HeoOHaTANHA TOKCHYHOCT NpH ynotpedba Ha e30Menpaszo.

ITpoyuBaHusaTa IpH KHBOTHH HE NMOKA3BAT YBPEXK IAHHS, CBBP3aHU C penpoAYKTHBHA TOKCHYHOCT (BHIKTE
TOYKa 5.3).

Kvpmene
He e ussecrno nanu esomenpason ce ekckpeTipa B KbpMaTa Npyu 4YoBeka. HaMa aoCcTaThUHO AaHHU.
Ilopanu ToBa e30Menpason He TpsaGBa Aa ce npunara Ho Bpeme Ha KbPMEHE.

4.7 EdekTn BLpXYy cnoco6HOCTTA 32 mopHpane H paboTa ¢ MAINAHU

Esomenpason oka3pa He3HauuTeNeH edeKT BEPXY CIOCOGHOCTTA 32 I1otHpane u paboTa ¢ MalUHM.
JloxnanBaHM ca HeXeNaHH PEeaKUNH KATO 3aMagHOCT (HEYECTH) H 3aMBIIICHO BUXIAHE (peaxu) (BHx
ToUKa 4.8). AKO NALMEHTHTE Ce UyBCTBAT 3aCETHATH M IIPH TAX CE MOMBAT TAKUBA HEXKETAHM pPEaKLHH, He
TpsaOBa aa wogupar U paboTAT ¢ MALIIHHH.

4.8 Hexenann JeKapcTBEHH peakuHH

Pe3iome na npodpuna na GezonacHoeT

IIpy1 KITMHHYHYA H3NUTBaHUA (CBILO TAKA U TPU NOCT-MAapPKETHHIOB ONHUT) HAli-4eCTO JOKNAABAHHTE
HEXCNaHW pEakLNH Ca riaBodonue, kopeMHa Golika, Juapus M rageHe. B nonsnuenye, NPOUIBT Ha
6e30NacHOCT € CXO/IEH ITPH Pa3NuYHHUTE JIEKAPCTEEHH hOpMH, TEpPaNEBTHYHY TOKA3aHHS, BE3PACTORH
'PYIH U MONyJalliH NAlUHEHTH.

TabnAYHO NpefcTABSHE HA HE)XKeJaHHTE JEKADCTBEHH PeAKIHA
ClienHuTe HexeENaHM JIEKAPCTBEHH PEaKLMH ca HabnIoaBaHyu WIN MOAO3HPAHH 10 BpeMe Ha KIIHHUYHHUTE
H3MHTBaHNA Ha €30MENPA3ON K OT NOCT-MapKeTHHroBa yroTpeba. Huto eaua ot Tax e e 6una cespaana

C Jo3ara. Crnopesa YecTOTaTa Ha TAXHATA NOSBA HEXKeIaHHTe peakumu ce aensat Ha (uectu > 1/100, <1/10;
HewecTu >1/1 000, < 1/100; peaxu >1/10 000, <1/1000; Muoro peaxu <1/10 000).

CucTeMo-opraHeH kyac YectoTa Hexenanu peakijmn

Hapymenus na xpbppra 1 Penkn JleBKOnEH s, TPOMOOUHTONEHH

nuMbHaTa cHcTeMa MHoro peaxn ATpaHynoUNTO3a, AT FITN
Hapyinenus Ha MMyHHaTa Penxu Peakuuu Ha cBpLEAVECTBHTEMLSE _f.\- DUMeED
CHCTEMa TpeCKa, aHrHoeACNMH AHFRBIINPIY 12
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peaKkUHs/ oK

MHoro penku

Hapymenns na meta6onusmau | Hevectu [Tepudepen enem
XPaHEHETO Penku XHITOHATPHEMHUS
C HeusBecTHa XHUnoMarsesneMus (BUXTe Touka 4.4); Texka
YecToTa ¢opMa Ha XUIIOMArHe3HEMHA MOXeE a3
KOopeJnpa ¢ XHIIOKAILHEMUS. .
XHUMOMATHE3HEMHS MOXKE Ja € CBBP3aHa H C
XUNOKANTHEMHS
IlcuxuuHu HapyLieHus Heuectn bescbHue
Penxu Axxutauus, o6bpKBane, Kenpecus

Arpecus, XaTlOUHHALHH

HapyieHus Ha HepBHaTa

Yectru

I'napoSonue

CHCTEMA Heyectu 3aMasgHOCT, NapeCTe3nst, COMHONEHTHOCT
Penku HapyuieHns Ha BKyca
HapylueHus Ha ounTe Penku 3aMBITIEHO BHKIAHE
HapyuieHus Ha yxoto u HeuecTu Bepturo
nabupuHTa |
PeciupatopHH, rpbaHH U Penku bponxocnaism
MEIHACTHHAIHH HapylIeHHS
CromaillHO-4peBHM HapymieHus | YecTu AbnomuHanHa Gonka, 3anek, A4apus,
(hnaTyneHuus, raieHe/oBphILate;
A0OPOKAYECTBEHH TOJHIH Ha IBHOTO
(pynayca) Ha cToMaxa
Heuectn Cyxota B ycrara
Penku CroMaTur, racTpo-HHTECTHHANIHA KaHIU103a
C HeusBecTHa MuKpockonuyeH KOauT
4ECTOTA
Xenato-0HHapHU HapyIICHUS HeuecTu [ loBu1IeHH HHBA Ha YepHOAPOOHHTE eHINMH
Penku XEnaTut ¢ uin 6e3 >kbaTeHula

MHoro peaxu

HepHoapoOHa HeOCTATHYHOCT,
€HLe(hanonaTHs MpH NALHEHTH C OpekapaHo
4EpHOAPOOHO 3a00/aBaHe

Hapyuienus Ha koxaTa #
NOAKOXHATA ThKaH

Heuectu

JepMmaturt, cbpOex, 0OpHB, ypTHKapus

Penxu

aNIONEIH, (POTOHYBCTBHTEIHOCT

MHoro pezkn

EputeMa myntugopme, cuHapoM Ha Stevens-
Johnson , TokcH4Ha enuaepmanna Hekponusa
(TEN), nexapcTBeHa peakLus ¢ €03HHOGUIMS
H cucteMHH cuMnTomu (DRESS).

C Heu3BeCTHa

CybakyTen KoXeH Nynmyc epHTeMaToleC

4YeCToTa (BHXTe TouKa 4.4),
Hapyurenus Ha MyckyiHo- Heuectu @paxTypa Ha OepaTO, KHTKATA HJTH
CKEJIETHATa CHCTEMa H rpbOHAYHUA CTHAO (BHXKTE TOUKA 4.4)
CbCAMHHTENHATA ThKaH Peaku APTpanrus, MHANTHS

MHoro peaku

MyckysiHa cnaboct

Hapymenns Ha 6s6penure u
MUKOYHHUTE ITHTHILA

MHoro penku

Hurepcruananey Hedgps
MALMUEHTH € 0
HEOCTATHYHQ

/IF:.M AT

*I‘ .
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Hapyinenus na MHoro peaxu I"'unexomactus
Bb3NPOM3BOAUTE/IHATA CHCTEMA H |
repaata

OO0y Hapylienus u epexru Ha | Penku HEPa3MoNOKEHHE, YBEIHYEHO NTOTEHE

MSACTOTO Ha NIPHIIOKEHHE

CrobluaBane Ha MON03HpaHH HEXENAHHU peaKIHu

CholLiaBaHeTo Ha NOA03UPaHH HekeTaHu PEAKIHA CIICA paspeinaBaHe 32 ynotpeba Ha IEKapCTBEHHA
TPOAYKT € BaykHO. ToBA MO3BONABA Ja MPONBIKH HAGNIOIEHHETO Ha ChOTHOLUEHHETO NOj13a/PUCK 34
JICKapCTBEHUA NPOAYKT. OT MEAMLMHCKHTE CIIEHUATHCTH Ce H3HCKBA 14 ChOOIIABAT BCAKA NOJ03HPaHa
HEeXEaHa peakuus upes:

M3nbnanTenHa areHums no JieKapCcTBaTa

yi. ,,Jlamsau ['pyeB” Ne§

1303 Codus

Ten.: +3592 8903417

yebcaiiT: www.bda.bg

4.9 IIpemozupane

Jlo fHec HaAMAa OnuUT C IIpEAHAMEPEeHO npeno3rpane. CHMNTOMHTE ONMCAHH BER Bpb3ka 280 mg ca
TaCTPOHHTECTHHAJTHH CHMIATOMH U CUMITOMH Ha cnaGocT. EnuHuuanm Ao3u oT 80 mg He ca noBenH A0
HAKakBO chOUTHE. He e n3BecTen cnietinduuen anTHOT. E3zomenpason ce csbp3Ba ¢ miasmenure
HIPOTCHHA B MHOT'O BHCOKA CTEMEH U MOPajH TOBA HE C€ OTCTPAHABA JECHO upe3 auanusa. Kakro npu
BCEKH CIyYal Ha NpeAo3upaHe, IeYeHHETo TpA6Ba Aa 6bIe CUMITOMATHYHO 1 Ja ce npunarar od1y
NOAABPKANIA MEPKH. |

5. ©®APMAKOJOTIHYHHU CBOJMCTBA

3.1 ®dapMaKkoZHNAMHYHNE CBONCTBA

DapMaKoTepaANeBTHYHA IrPyna: BHXHOHTODH HA NPOTOHHATA NOMNA
ATC xon: A02B C05 |

Ezomenpason e S-uzomep Ha OMETIPa30Jl H HaMailsiBa CTOMALUHATA KHCEMHHA CeKperus 4pe3 BUCOKO
TIPULECICH MEXaHA3bM Ha JeticTeHe. To# e cnennduyen HHXUOUTOP HA MPOTOHHATA MOMIIA B l
lIapHETa/HaTa KIeTKa. R- 1 S-H30MepuTe Ha oMenpazon uMar noxobuo dapmakoauHaAMHYHO JedCTBHe.

Mexanu3nLM Ha JelicTBHe |

E3oMenpa3on e cnaba ocHOBA H ce KOHLCHTPHpA H NPEBPBLIA B aKTUBHA (POPMa BbB CHIHO KHCENnaTa
CPCla Ha CEKPCTOPHUTE KaHAMYETA B NAPHETAIHHTE KJIETKH Ha CTOMANIHATA JUraBuNa, KbAETO TOM
HHXHOMpa eH3suMa HY K*-AT®d-a3a - ocHoBHa CH3UMOCHTYpsABaIa NEHHOCT Ha MPOTOHHATA NIOMIIA U

HHXHOHpa kakTo OaszanHarta, Taka U CTHMYJIHpPaHATa KHCETHHHA CEKpeLns.

DapMaKOARHAMHYHH eeKTH
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Cren neT AHM NepopanHo npuioxenue Ha 20 mg u 40 mg e3omenpason cromamHoTo pH Han 4 e
NOMbPKAHO CEOTBETHO B IPOABIDKEHHE Ha CPEAHO BpeMe oT 13 1 17 yaca oT 24-yacosus nepHos npu
nauueHTH ¢ 'EPB. [IpoueHTsT oT naupenTu Ha 20 mg €30METIPA30JI, KOUTO Ca NOANbLPIKATH CTOMAILIHOTO
pH Han 4 B npogsixeHue Ha Hali-Manko 8, 12 u 16 yaca e 6un CBOTBETHO 76%, 54% u 24%.
CHOTBETHHTE NIPOLEHTH NpH e3omenpason 40 mg ca 6unu 97%, 92% u 56%.

Jloxa3zaHa e Bpbh3ka MEXIy HHXHOHNPAHETO Ha CTOMALIIHATA KHCETMHHA CEKpeLUs IPH U3NOI3BaHE Ha
AUC karo pedepenTen nokasate 3a n1a3MeHaTa KOHLEHTPALHA.

M3nekyBaue Ha pednaykc-e3obarur ¢ esomenpazon 40 mg ce HaGnoOaBa npudnuzuTenso npu 78% ot
MAUKECHTHTE Clell YETHPH CeAMULM M TIpu 93% clieq oceM CeaMHMLIM. |
ExnoceIMUYHO JeueHe C esomenpason 20 mg nBa mbTH AHEBHO U NOAXOHALIH aHTHOHOTHILIM BOAM N0
ycneuiHa epagukauus Ha H. pylori npn npubnuzurenso 90% ot nanueHTHTE.

Cren neyenue 3a epafiuKalus B IPOIBIDKEHHE HA €HA CEAMULA Ce CHYHTA, Ye& HAMA HY¥Ja OT
MOC/ICABAINA MOHOTEPANNA ¢ AHTUCEKPETOPHH JIEKAPCTBa 33 €PEKTHBHO H3JeKyBaHe Ha A3Ba 1
OTCTP2HABAaHEC Ha CHMNITOMHTE ITPH HEYCNOKHEHH TYORACHATHH A3BH.

B paHaomu3upaHo, ABOMHO-CAATIO, nnauebo-KOHTPONHPAHO KNHHHYHO Npoy4BaHe, 764 MALHEHTH ¢
CHAOCKOICKH NOTBbPACHO KbPBEHE OT NENTHYHA A3Ba Xapaktepu3upaHo kato Forest Ia, Ib, ITa uau II b
(9%, 43 %, 38% n 10% croTREeTHO) , ca GHITH PAaHIOMH3HPAHHM 12 ONyYaBaT e30MeNPa3on HHGY3HOHEH
pasteoOp (n=375) unu mnanebo (n=389). Crexn engockoncka XeMocTasa, B NMpOABIKEHHE Ha 72 daca
NAMEHTUTE NOJTyaBanu uiH 80 mg ezoMenpason UHTPaBeHO3Ha HHPY3HA 3a 30 MHH. ¢ HocneaBama
HEMpeKbCHaTa HHGY3us oT 8 mg/h, wnu nnaue6o. Crne HAYANHHA nepuo oT 72 yaca, BCHYKH NanHeHTH
1oJ1y4aBany B NpoaskeHue Ha 27 aHu 40 mg nepopasned e30Menpazon 3a KUCETHHHA CYIPECHA.
ITpoLeHTHT Ha NosIBA Ha NOBTOPHO KBPBEHE ClIEA MO-MAJIKO OT 3 AHH, 6un 5.9% B rpynarta Ha
€3oMenpasol B cpasHenne ¢ 10.3% B mnanebo-rpynara . Ha 30-1 nen cien npuxnousane Ha NEYEHUETO,
NPOLIEHTHT HA NOsIBA HA NOBTOPHO KLPBEHE B rPpynaTa Ha €30Menpa3oN CpAMO rpynara Ha ruianebo 6un
CHOTBETHO 7.7% cnpamo 13.6% .

ITo Bpeme Ha neueHHe ¢ aHTUCEKPETOPHH TEKAPCTBEHH NPOAYKTH raCTpHHa B CEpYMa Ce NOBUIIABA B
OTTOBOPp Ha MOHWKEHATA KMUCEJIMHHA CeKpelHs. B pesynrar Ha HaManeHaTa cTOMAIIIHA KHCENHHHOCT ce
MOBHLIABA H HUBOTO Ha CgA. TToBHILEHOTO HHBO HAa CZA MOXe 12 OBNMsE HA W3CIeIBAHUATA 32
HEBPOCHNOKPHHHU TYMOPH. Hanu4HuTe my6nyKyBan JaHHH MOKA3BAT, Ye NPUAAraHeTo Ha HHXHOHTOPH
Ha MPOTOHHATA NoMna TpAOBa Jla ce NpeyCTaHOBY MEXAY S5 AHM U 2 CeaAMHLH npeau H3MepBaHe Ha CgA.
ToBa ce npaeu ¢ Len HuBaTa Ha CgA, KOHTO MOTaT Jia Ca JIbXKIUBO MTOBUIIEHM cnen nedeHue ¢ UII, na
CE BB3CTAHOBAT JI0 peDEPSHTHUTE CH FPAHULH. -

IloBuwen dpoii ECL kneTku, BepoATHO CBBP3aH C NOBUIIEHH HUBA HA CEPYMHUS FacTPHH, €
Ha0JoJlaBal H NpHU Iena, i IPH Bb3PacTHH 11O BpE€ME Ha NMPOUBIKHHTENIHO JEUEHHE C €30Menpas3oll.
Cuura ce,ue T€3u HabMOAEHUA HAMATKIHEUYHO 3HAYEHHE.

llo BpeMe Ha IPOABIKHTENHO NeYeHHE C AHTHCEKPETOPHH JIEKapCTBa Ce ChoOLIaBa 3a H3BECTHO
YBCIHHCHNE HA HECTOTATa HA NOSIBA Ha KHCTO3HO-JereHEPaTHBHY MPOMEHH B CTOMAILIHUTE epo3vH. Tesn
[IPOMEHH €a CNENCTBHE OT MPOALIDKHTENHOTO MHXHOMpPAHe Ha KMCENHHHATA CEKpelMa. 3acera ce cuuTa,
Y€ Te ¢a JOOpOKaYEeCTBEHH H OOpaTHMU.

[loHnxenara cToMalHaTa KHCEITMHHOCT B PE3YNTAT OT PasiiuHH Bb3JEHCTBHA, BIUTIQUHTENHO Ha
HHXHOHUTODH Ha MPOTOHHATA OMNA, BOAM X0 HAPACTBAHE HA Opod Ha GakTepuuTe, HOpManHH oGHUTaTENH
Ha raCTPOMHTECTHHANHUA TPAKT, B CToMaxa. TepanusaTa ¢ MHXHONTOPH Ha NPOTO I1a MOXe a2
AOBEIE 0 JIEKO MOBUIIEH PHCK OT CTOMAIIHO-YPEBHH HH(EKLHH, KATO TaK
Salmonella v Campylobacter, a npu XOCHUTATU3UPAHH MAlJMEHTH MOra

Clostridium difficile.
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KnuuuyHa edukacHocT |
B B€ KIHHUYHH M3MHTBAHHA B CPaBHEHHE C P2HMTHAMH, €30METIPA30J NOKa3Ba Mo-n00sp edekT npH
JICHCHHE Ha CTOMalliHa A3Ba npy nauueHTH npuemaiun HCIIBJI, exmountenno COX-2 cellekTHEHM

HCTIBJI.

B ape KIMHUYHHM M3MHTBAHHSA B CPaBHEHHE ¢ IUI1a1e60, €30MEMpa3ol nokasea no-100ep edekt npu
NpodUNaKTHKA Ha CTOMAIHA K AYOAEHAIHA 382 np nauuentd Ha HCIIBJI (na rp3pact > 60 u/uan ¢
npeauiliHa 138a), BKIOURTETHO COX-2 cenexturau HCTIBJI.

Ileduampuuna nonyrayus |

B npoyuBaHe npu neguatpuyHu naunents c [EPB (Ha BB3pacT < 1 10 17 ronuuy) - npuematy
ABJITOCPO'iHA TPl ¢ MHXHOKTOP HA IPOTOHHAT2 ToMNa, 61% oT Jeuara ca pa3ByIH Jieka crenen ECL
IJIETRYHA XMIICPIUIa3Hs C HEM3BECTHA KITHHHYHA 3HAUUMOCT M 6e3 pa3BHTHE Ha aTpo(UUEH racTpUT Ui
KapUMHOMAHH TYMODH.

5.2 @PapMaKOKHHCTHYHH CROHCTBA
AbcopOnus

E3omenpason e nabunen B xucena cpena u NOpajaHd TOBA C€ MpHUMAara NepopaitHo BLB BUJA Ha CTOMAILHO-
yCTOHUKBH rpanyid. [IpeBprinanero B R-u30Mep in vivo e He3HaYHTENHO. AbcopbunsTa Ha
€30Menpa3oia € Obp3a, KATo MAKCHMAIHHUTE IA3MEHN HIBA ce HAGNIOAaBaT MpHOIU3nuTENHO 1-2 Yyaca
cnes npuema. A6ComOTHATa OHOHAIHYHOCT e 64% CICA €IHHWUYHA no3a oT 40 mg U ce nMoBUINABRA [0
89% cnen MHOrOKpaTHO NPHIOKEHHE BEIHDBK AHEBHO. I1pu 20 mg e3oMenpason chbOTBETHHTE CTOHHOCTH
ca pecniekTBHO 50% 1 68%.

EnHoBpeMeHHOTO NpreMaHe ¢ XpaHa Moke 1a 3a6aBH 1 HaManu abcopOumaTa Ha e30Menpasona, BLIIPeKn
€ TOBA HE OKa3Ba 3HAYMMO BIMAHME Ha edeKTa Ha e30Menpasona BbPXY CTOMALIIHATA KHCEJIHHHOCT.

Pa3snpenenenue
O0eMET Ra pasnpesenenne B pAaBHOBECHO ChCTONHHE pH 37paBH jxla e npudausutenno 0.22 lkg.
Ezomenpasonst ce CRbp3Ba C MIasMEHHTE IPOTEHHHU B 97%.

broTrpascpopmannrn

Ezomenpazon ce MeTabonu3npa HaNbIHO OT CHCTEMaTa Ha uuToXpoM P450 (CYP). OcHoBHaTa yacT ot
MeTabonu3Ma Ha €30MeNpazona 3aBHCH OT nonumoppuus CYP2C19, orrosopen 3a obpa3syBaHeTo Ha
XHUIPOKCH- U IE3METHII- META0ONUTH Ha e3oMenpaszona. OCTaHaIaTa YacT 3aBUCH OT Apyr cneuuduyeH
u3oeH3uM - CYP3 A4, otroBopeH 3a o6paszyBasero Ha €30MEeNpa3o CYyJHpOH, OCHOBHHAT MeTaboJIuT B
iasMmara. |

EaamMuanpane
ITokasarenuTe O-KOMY OTPA3ABAT HPEIHMHO papMaKOKHHETHKATA Ha JIHLIA C dyuxkuuonupam CYP2C19
CH3HM, EKCTEH3HBHU MeTaOOIH3ATOPH. -

ToTanuusT nnasmen knupbHC € okono 17 Vh cnen envrudHa 1032 U okono 9 I/h cjie] MHOTOKPATHO
npunoxenue. IlnasmeHusT nonyxusor e okono 1.3 4 crex MHOTOKPATHO MpPHJIaraHe BeAHDLXK JHEBHO.
E3zoMenpa3zon ce eNHMHHHPA HamBJIHO OT Ma3MaTa MEXIY NPUEMHTE, KaTO HAMA TEHACHIIHS 34
KyMyJIMpaHe npH NPHEMaHE BeAHbK JHEBHO.

I'naBHUTE MeTabosTH Ha e30Menpa3on HAMAT e(EeKT BbPXY CTOMAlIHATA
80% oT nepopanHaTa 103a Ha e30Memnpason ce EKCKPETHPAT N0 cpﬂpmay‘é"gg. METh
OCTAaTBKBT - ¢ pekanuute. Iox 1% oT u3x01HOTO NeKapeTBO ce OTKPHEﬁ E}‘)Tf BHNYY
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JInneiinocT /HenuueiinocT

dapmakokHHETHKATA Ha C30METIPa30I € u3cnenBaHa npu 1034 Ao 40 mg 182 IbTH AHERHO. Inoinra nox
KpHBaTa KOHLCHTPALNA-BPEME CE YBETHYABA IIPH MHOTOKPATHO pHlaraHe Ha e3oMenpasosna. Tosa
YBEIIHI€HHE 3aBUCH OT J03aTa H BOAH JO MOBEYE OT HPOMMOPUHOHATTHO Ha 03aTa yBelnuenue Ha AUC
CJIEA MHOTOKPATHO npunarase. Tasu 3aBHCHMOCT OT BPEMETO H 103aT4 C& TbJKU Ha HaMajeHue Ha
METabONU3Ma IPH ITBPBO [IPEMUHABAHE M HA CHCTEMHHS KIIHPBHC, BEPOATHO IIPHYHHEHH OT
HHXHOUpaHeTo Ha eH3uMa CYP2C19 ot €30Menpa3ona W/HIH HeroBHA Cy1$HOHOB MeTabOTUT.

CHenHANIHH rpyny DANMEHTH

Caadn MeraboanzaTopn

[Ipubnusurenno npu 2,9+ 1,5 % or nony nauusATa TUNCea yHxkuuonupau; CYP2C19 ensum u te ca
HapedeHn cinabu Merabomusaropu. [Tpy Te3u nULa METAGONUIMBT Ha €30MENpazoNna BEpoATHO ce
katalusupa npexuMuo ot CYP3A4. Cnex MHOroKpaTHO npunarase Ha 40 INg €30MENPA30a BEAHLX
AHEBHO CpERHATA ILIOLL TOX KPHBATa KOHUEHTPALMA-BpEME ¢ 6ua npubausurenno 100% no-ronsma
NpH cnabute MeTaboIM3aTOPH, OTKOIKOTO npH nuuara ¢ Gyskuuonupaiy CYP2C19 enzpum (EKCTEH3HBHHU
MeTabonu3aTopH). CpeHHTE MaKCHMATHHE Mia3MeHH KOHUEHTpPALHH ca ONIIM NOBHILEHH ¢ 0K0H0 60%.
Te31 HaxXonKH HAMAT OTHOWEHNE KbM JAO3UPAHETO Ha e30Menpasona.

Hoa

Caell eanokparHo npunarase Ha 40 g €30MENpa3o/1 CpeaAHaTa oL Mo KpHeaTa KOHLEHTpalHA-BpeMe
¢ npubamzurento 30% no-ronsMa TIPH JKCHH, OTKONKOTO NpH Mbke. He e ycTanosena nonosa pa3iuka
(JIEA MHOrOKpATHO NpHJIaraHe BEAHEXK JHEBHO. Te3H HAXOKH HAMAT OTHOMEHHE KbM JO3HpaHeTO Ha
e3oMenpazona.

Yepuoapobuo yepexnane |

MeTaboaHu3MBT Ha e30Menpason NpH OONTHH C JEKO 10 YMEPEHO HapylleHa QYHKUHA Ha YepHHs Jpob
MoOxe na Obae Bnoined. CTenedTa Ha MeTaboH3Hpane € HaMaJleHa IPH MALMEHTH C TEKKO yBpeAeHa
HEPHOAPOOHA PYHKLMSA, KOETO BOAM 10O YABOSBAHE Ha MJIOINTA NIOJ KPHBATA KOHLECHTPALMS-BpeMe Ha
e3oMenpasona. [fopanu ToBa npu nanuenTH ¢ Texka AMChyHKUMA He TpabBa na ce NpeBHLIABA
MakcHMaiHaTa 1o3a oT 20 mg. Esomenposon u rnaBHHTE My MeTaboHTH He [MOKa3BaT TEHAEHIIMA 3a
KYMYJIRpaHe 1Ipy NpHEMaHe BeAHbK JHEBHO. |

brlpeuno yspexaane

He ca npoeexaanu npoyusanus [TPH MALMCHTH ¢ HaManeHa 6b0pevna pynxnua. Toit kato npes
61OpeLTe ce U3BBPLIBA EKCKPELUATA Ha MeTaBGONHTHTE Ha €30MEMPasona, HO He M eTUMHHUPAHETO Ha
H3XOAHOTO CHEAUHEHHE, HE CE OYaKBaT IPOMEHH B MeTa00JIM3Ma HA €30MeTpasoia NPH NalHeHTH ¢
yBpeaeHa Ob6peuna pyukuus. |

HanneATn B eTapyecka BbL3pacT
MeTabonu3mMbT Ha €30Menpason He ce fIPOMEHA SHAYHMO NPH JIHIA B HalpeHana Bb3pact (71-80
FOAUHH).

IepnaTprana nonynanns

HonpacTBamu Ha BB3pacT mMexay 12-18 ronunn:

Cnen MHOrokpateH mpuem Ha 20 mg 1 40 mg e3oMenpason, o6IATa eXCIIO3HIH (AUC) u BpeMero 3a
ROCTHIaHe Ha MaKCHMA/THA IJIa3MeHa KOHUEHTPALMNA (tmax) NP Aena Mexay 12 u 18 e LTI .
CBHIMEPHMH CbC CTOHHOCTHTE HabINO/IaBaHH [IPH BB3PACTHH NALMEHTH H NPH ABAAERipes {5ty N\

€30MeNpasol. | X
2[4
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HexnunuunuTe NpoyYBaHus He yCTaHOBABAT HIKAKBH OCOOEHH PHCKOBE 33 YOBEKA Bb3 OCHOBA HA
KOHBEHLIMOHAIIHHTE H3MUTBAHHA 33 (apMAKOIOTMYHA 0€30NacHoCT, HA H3NKUTBAHUATA 33 TOKCHYHOCTTA
CJIC MHOrOKpaTHO TPETHPaHE, KaHLIEPOreHEH NOTEHLUMAN, FeHOTOKCHYHOCTTA TOKCUYHOCT MO
OTHOIIEHUE H2 PENPONYKTHBHOCT H pasBuTHe . HexenanuTe JIEKAPCTBEHH PEAKIIMY , KOUTO He ca
HabmonaBaHu NIPH KIHHHYHH MSTIHTBAHHKA, HO OTKPHTH TPH )XMBOTHH NPH HHBA HA €KCTIO3HLHS GIH3KK

XHIIepIIa3usa Ha ctoMaluHuTe ECL-

KIIETKH H KapUMHOMINA. Te3n ctoMamum edexTy [TPH IUTBXOBETE €€ NBJDKAT HA NPOAbIKHTEIHATA
H3ABCHA XHNEPTacTPUHEMHS BCIEACTBHE HA HAMAJIEHAT MPOAYKLHA HA CTOMAILHA KUCEJTHHA U ca
HAOII0NaBaHU CNEl NPOIBIDKUTEIHO TPETHPaHE Ha TITEXOBE C MHXUOUTOPH Ha CTOMAaLIHATa ceKkpeLus.

6. DAPMALIEBTHYHU JAHHHU

6.1 CuoHebk Ha NOMOLIHHTE BeLIECTRA

ChAbpXKaHHE Ha Kancynara

3axapuu cepu (3axapoza u HapEBHYHO HUILIECTE)

XunpoMmesnosa

HumeTtHkon emyncns 35 %, ChAbpkallla AHMETHKOH, NPOMTHI-P-XHAPOKCHOEH30aT (E216), metnn-p-
xuapoxcubensoar (E218), copbunona KHCEC/IHHA, HATPHEB DEH30aT, NOMHETHIIEH MIHKOI copbuTaHOoR
MOHOJIAy peaT, OKTHI(PEHOKCH MOJHETOKCH €TaHON | NPOIHIEH TITHKOJI

[Tonucopbar 80 |

ManuTton

Mnanerunupanu MOHOINTHUUEPHIH

Tank

MeTakpuiHa KHCEeTHHa-eTHT akpunar cenonumep (1:1)

30% Hucnepcus, cuabpxalia METaKpHIHA KHCEIMHA H €TH aKPUJIAT, HaTpHER naypuin cyadar u
nonucopodar 80

TpueTun yutpar

MakpornHueponosu creaparu

ObBaBKa Ha KancyaaTa
Kenesen okenn uepen (E172)
Llennak

Xenesen okcug sxwar (E172)
Tutanos auokcun (E171)
XKenatun

6.2 HecbBMecTHMOCTH
Henpunoxumo,

6.3 Cpox na rogHocT

brucmepu

2 FrO/IHHH

bymunxu.

Ipenn otBapsue: 2 roquHu
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Cnen otBapane Ha OyTunxara: 3 Mecela
6.4 Crneunannn ycaoBus na ChbXpAHCHHeE

Ha ce ﬁxpaﬂﬂﬂa non259cC,

3a oTBapsiHe Ha 6yTHIKaTa ce NpEMaxea alyMHHUEBHA KAHT.
Pasmep Ha onakoskaTa: 28, 30, 90 uu 98 KancyJiy.

PA-Aluminium-PVC/Aluminium Onucrepn
Pawep Ha omakoekara: 7, 14, 15, | 2_8, 30, 50, 56, 60, 90, 98, 100 Kancyiy.

He Bcuuku onakoeku Morart ha ObaaT NycHaTH B.Ipoaak0a.

1. IlocraBete chabpxkannero ua Kancynata B npuOmuantendo 25 ml wmy 50 m] BOJAA (3a HAKOH
COHAN, pa3TBapsaHe B 50 ml Bona e HeoOX0oNHMO, 32 Ja ce H3berne 3ayUIBAHETO Ha COHJATa).
Pa36wpksa ce. |
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Hensnonssauusr NPOAYKT UM OTIIAABYHHUTE MATEPUANHN OT HEro TpAGBa Aa ce U3XBEPAAT B
CbOTBETCTBHE C MECTHHTE H3HCKBAHMS.

7. INPATEXATEJ HA PAZPEINEHHETO 3A YNNIOTPEBA

STADA ARZNEIMITTEL AG
Stadastrasse 2-18,D-61118 Bad Vilbel
I'epManus

8.  HOMEP(A) HA PA3PEINEHHETO 3A YHOTPEBA
18
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/lata Ha epBo padpeinasane: 08. 1 1.2010
Hata Ha mocienuo nogHoOBsABaHe:19.03.2015

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

15.01.2025




