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1. UME HA JIEKAPCTBEHHUA INMPOAYKT
" L3100 186 /22

Emanepa 20 mg cToMalHO-yCTOHYUBH TBbPIM KANCyad | |
Emanepa 40 mg cToMawHO-yCTORYMBH TBLP/IH Karcy.iu | 6 9&‘7} J -7V 01-07- 2005

Emanera 20 mg hard gastro-resistant capsules
Emanera 40 mg hard gastro-resistant capsules

p A KAYECTBEH U KOJIHYECTBEH CBbCTAB

Emanepa 20 mg cToMaliHO-yCTOHYHBH TBBP/AM KANCYJIH
Besika ctomalHo-ycToiumBa TBbp/a Karcyia cbhabpka 20 mg esomenpason (esomeprazole) (kato
MArHe3ueB JUXHIpar).

Emanepa 40 mg cToMaliHO-yCTOHYHUBHY TBBP/AM KaNCyJIu
Beska ctomaliHo-ycToidumBa TBbp/a Kancysa cbhabpika 40 mg esomenpason (esomeprazole) (kato
MArHe3ueB JMXHpar).

[ToMOLIHK BELLECTBA C U3BECTHO JICHCTBHE:

20 mg cromaiuHo- 40 mg cTomalHo-
YCTOHYHUBH TBBPIH YCTOHYHUBHU TBBLPIH
Karcy.Jiu KarncyJiu
3axaposa 28,464-32.556 mg 56,928-65,111 mg

3a NbJIHUA CMUCHK Ha MOMOLIHHUTE BELLECTBA, BUXK TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

CToMawHO-yCTOHYMBH TBBHP/AH KarcCy./u

20 mg:

Ta10T0 W KanaveTo Ha Kancynara ca cBeT10 po3osu. Kancyaure chabpxkar 6esm 10 nout 6enu
MeJeTH.

40 mg:

T's10T0 M KanayeTo Ha KancyaTa ca no4TH po3osu. Kancyaure coabpkar 6eam 10 noutu 6em
MejaeTH.

4. KJIMUHHYHHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHA
EmaHepa kancyid ca nokasaHH 3a ie4YeHHe Ha Bb3PACTHH MNPH:

['acTpo-e3odareanna pedpaykena 6oaecr (F'EPB)
- NleYeHHe Ha epo3uBeH pedykceH e3odarur

- MPOAB/LKHTETHO JIEYEHHE HA NALIMEHTH C 03/1paBsul e30(aruT 3a npeaoTBpaTABaHE HA PELIM/IHUB
- CHMITOMATHYHO JIeYeHHE Ha racTpo-e3odareanta pedaykcua 6onecr ('EPB)

B komOHHANHSA ¢ noAX0AAIA AHTHOAKTEPHAIHA TEPANEBTHYHA CXEMA HA JIe4YeH
epaankanua ua Helicobacter pylori n:
- 3a3/1paBsiBaHe Ha AyO/eHa/IHA A3Ba, CBbp3aHa ¢ Helicobacter pylori v



- NPeAOTBpaTABAHE HA PEUMAMB HA MENTHYHH A3BU NPH NALKHEHTH C 2383, CBHP3AHA C
Helicobucter pylori

HaunenTr, H3HCKBamMHE npoabxHTe THO Jewenne ¢ HCIIBC:

- 3a3paBABaHe Ha CTOMallHa A38a, Cpbp3ana ¢ neueHne ¢ HCTIBC.

- npoMNaKTHKA HA CTOMALLIHA W AYOEHA/IHA %3Ba, NpuyHHeHH oT aeverne ¢ HCTIBC npu
PHCKOBH NALUMEHTH

[Toaabpxane HA XeMOCTA3ATa H MPEeBeHIHA HA NOBTOPHO KbPBEHE NPH CTOMAIUHA HJIH
AYOJeHAIHA A3BA cje/ J1eveHHe ¢ HHPY3IHOHEH pa3TBoOp

Jleuenue Ha chuapoM Ha Zollinger Ellison

EmaHepa cTOMalIHO-YCTOHYHBH TBBPAW KANCYAH ca MOKA3aHH NPH IOHOWH HA Bb3PACT HaA 12 roarHH
3a;

I"'acTpoezodaruanua pedayxkcuna donect (C'EPB)

- neveHHue Ha epozkBeH pednyKceH e3odarur

- OBArOCPOYHO ICYEHHE HA NAUMEHTH C H3TEKYBaH e30(aruT 3a MpeaoTBpaTABaAHE Ha NOBTOPHA
nosea

- CUMNTOMATHYHO NIeHeHUe Ha racTpoe3odarnanHa peduykcHa Gonect (I'EPB).

B komGuHAlHA ¢ AHTHOHOTHIIH NPH JeYeHHE HA AYOAeHATHA A3BAa, npruKHeHna oT Helicobacter
pylori.

4.2 do3HpOBKA H HAYHH HA NMPHJIOKEHHE

gO’.ilr‘l POBKa

BuipacTan:

I'acrpo-e3zodareanna pegpaykcaa 6onect (C'EPB)

- Jleuenue na epozueen peg.iyxc-ezogpasum
40 mg BeAHBLX AHEBHO B NPOABMKEHHE HA 4 CEAMHLIM.
[Ipenopbura ce JONBAHUTENHO 4-CEAMHYHO JIEUEHHE NMPH NALMEHTH, MPH KOHTO €30aruTbT He
€ 3a34paBiiT WM CHMITOMHTE MEPCHCTUPAT.

- [Ipoodvaxcumenno nexenue Ha nayuesmu cve 3a30paest ezogazum 3a npedomspamaeane Ha
peyuous
20 mg BEaAHDBXK AHEBHO.

- Cuvnmomamuuro 1euerue Ha zacmpo-ezogazeaitna pegaykcua 6orecm (CEPD)
20 mg peaHBK AHEBHO NpH nauHeHTH 6e3 e3ogaruT. AKO He ce MOCTHIHE KOHTPON Ha
CHUMITOMHTE cnea 4 ceaMHULM, NaurMeHTLT Tpabea Aa ce uicneasa AOMbAHKTENHO. Chaen KaTo
CHUMNTOMMTE OT3IBYYAT, NOC/ICABALL KOHTPONA HA CHMMITOMATUKATA MOXE 1a C€ AOCTHIHE KaTo ce
s3eMaT 20 mg BeaHBbxk AHeBHO. TIpu HeoOxoaAMMOCT NauueHTUTE MoraT Aa npuemar 20 mg
BEANDBK AHEBHO npH Hy»xaa. [lpu naunenT nexkysanu ¢ HCIIBJI, npu konTo e Hanvue puck ot
pa3BMTHE HA CTOMAWIHA A3BA U A3BA HA ABAHAACCETONPLCHUKA NPH NOCNEABALUMA KOHTPON HA
CHUMITTOMATHKATA HE CE NPENOPDHYBA NPHEMAHE HA NEKAPCTBEHHA MPOAYKT NMPU HYXa.

B komOuHanua ¢ noaxonma ANTHOAKTEPHAIHA TepaANeBTHIHA CXeMa HA JleueHHe
epaguxauns Ha Helicobacter pylori u:

- 3a30passasare Ha Oyooenana a38a, cevpiana ¢ Helicobacter pylori

- npeoomepamaeane Ha Peyuous Ha NeNMUYHYU A36U NPU NAYUEHMU C A36(

BCHYKHTE ABA ITbTH AHCBHO B NPOABIKCHHEC HA 7 OHM.




[lannenTn, HYKA2€MWH ce OT NpoaAb/KHTENHA Tepanua ¢ HCIIBC
- 3azopaseasane na cmomawna a36a cevpzana ¢ HCIIBC:
ObnvaitHaTa no3a ¢ 20 mg BeaHBxX AHEBHO. [1poaBJKHTENHOCTTA HA NeUeHHETO € 4-8
CEAMHUH.

- [lpoghuraxmura na cmovawna u oyooenaina a3ea, npusunenu om evernue ¢ HCIHBJI npu
PUCKOBU nayuermu.
20 mg BeAHBXK JHEBHO.

[Toaabpxane HA XeMOCTA3aTA H MPEBEeHUHA HA HOBTOPHO KbLPBEHE NPH CTOMALIHA H/IH
AYOACHANHA 384 CJie] JIedenHe ¢ HHPY3HOHeH pa3TBop

40 mg BeaAHBK ZHEBHO 3a 4 CEAMHUM Cnea I.V.MHIYHUHPaHa NPeBeHLMA HA KbPBEHE NPH NENTUYHA
A3BA.

Jleuenne na ciHapoM ua Zollinger Ellison

[lpenopwuBaHaTa nbxpBoHauanHa 003a € EmaHepa e 40 mg aBa nbru aHesHo. B nocnaencTeue
no3uposkata Tpabea na 6bae cvobpaszeHa ¢ HHAMBUAYANHUTE HYKIH H JICUEHHUETO Aa NPOIBIKH B
3aBHCHMOCT OT KIHHHUHHMTE NokaszaTtenu. B3 OCHOBa HA HATMYHMUTE KIHHHYHH JaHHHU NO-rofnamMa
4acT OT NALMEHTUTE MOraT aa 6baar KOHTponupauu npu 2034 ot 80 no 160 mg ezomenpa3on AHEBHO.
[1pu no3uposka Haa 80 mg aHeBHO, A03aTa TpaOBa ga ce pa3aenud B ABa NPHEMA HA EH.

Cneyuainu nonyaayuu

bvbpeuno yepesxcoane

He e HeoOXx0AHMO KOpUrHpaHe Ha A03aTa NpH NaUHEHTH ¢ yBpeaeHa 6b6peuHa ¢pyHkuus. lNMopanu
OrPaHHYEHHA ONMHUT NPH NALMEHTH ¢ TexKa OEOpeuHa HEAOCTAaTHLYHOCT, TAKKHBA NaLMEHTH Tpabea aa
Ce NIEKYBaT BHUMATENHO (BHX pazaen 5.2).

Yeprnoopobro yspescoane

He e HeoOxoanMMo kopur1paHe Ha 103aTa NPH NAUKEHTH ¢ AEKO 10 YMEPEHO YePHOIPOOHO
yspexaare. [Ipy nauMeHTH ¢ TexKo YepHOApOoOHO yBpexaaHe He TpaOBa na ce HaAXBbPAA
MakcHMaiHa ao3a ot 20 mg EmaHepa (BxK. Touka 5.2).

ITayuenmu 6 cmapuecka svzpacm
He e HeoOxoanMoO KopHrupaHe Ha N03aTa MpH NAUMEHTH B CTApYecKa Bb3PacT.

Heouampuuna nonyrayun

Ouowmu na Bu3pacT Haa 12 roauns:

IFacrpo-ezodareanna pepaykcna foaecr (FEPB)

- JIEHEHHE HA epo3uBeH pedayke-e3odarur
40 mg BEAHBIK JHEBHO B NPOABIKEHHE HA 4 CEAMMLM
[TpenopbuBa ce JOMBAHUTEAHO 4-CEAMHHHO NEYEHHE NPH NALMEHTH, MPU KOUTO €30(aruTbT HE
€ 3a31paBAn HAH CHMIITOMHTE NEPCUCUTHPAT.

- MPOABKHTENHO IEYEHHE HA MALMEHTH CbC 3a3ApaBan €30¢aruT 3a npeaoTepaTdBaHe Ha
pPEUHIHB
20 mg BeaHBK AHEBHO

W L
- CHMIMTOMATU4HO JIEYEHHUE Ha racTpo-c3odareanHa pedaykcHa donect (I'EPb /tf‘z‘
20 mg BeaHBXK JHEBHO NpHU NaUMeHTH Oe3 e30garuT. AKo He ce NOCTUIHe KD s 1\ 2

e o
CUMNTOMHTE cned 4 CeAMHULIM, NaUMEeHTHT TPAOBA 1A ce U3caeaBa AONLIHUIE B¢ ,1‘5" R %
CMMMTOMHTE OT3BY4aT, OCAEBaLl KOHTPOI HA CHMIITOMAaTHKATa MOXKE 12 G 19 .lif- o . I
B3emMaT 20 mg BEAHBK AEHBHO. G \ Y
5 2 S/



JleueHne Ha xyoxenaauna a3sa, npuanuena ot Helicobacter pylori

Ipn n36opa Ha noaxoasiua komOHHHpaHa Tepanus, TpaOea na Obaat B3eTH B Npeasua opHULHATHATE
HaUKOHAIHH, PETHOHA/THHU W NOKANIHH YNTbTBAHUA OTHOCHO DaKTepHa HaTa YCTOMYHBOCT,
NPOABLKHUTENHOCTTA Ha JIEHEHHETO (HaH-4eCTO 7 AHH, HO MOHAKOTA A0 14 AHKW), H NOAXOAALWOTO
U3M0/3BaHE Ha aHTUDaKTepHATHU areHTH, JleueHnunero Tpabea aa Obae HabMOAABAHO OT CNELHATHCT.

ﬂpenopquTen HaTa JO3HPORBKA €

Terno Ho3npoerka

30-40 kg Kombunauus ot asa antubuornka: Emanepa 20 mg, amokcuumsina 750 mg u
KIapUTPOMHUMH 7,5 mg/kg TenecHo Terno ce npremar 3aeHo ABa MbTH
AHEBHO 3a e/1Ha ceaMuua

> 40 kg Kombunauns ¢ aga antHbrornka: Emanepa 20 mg, amokcuumand 1 g u
kaapuTpoMUUHH 500 mg ce npHeMarT 3aeaHo ABa MbTH JHEBHO 3a €/1HA
ceaMHLa

Heua noa 12 roxHwiHA BH3IPACT
Emanepa He TpsbBa na ce npunara npu aeua noa 12 roguilHa Bb3PACT, Thil KATO HIMA HAJIMUHM
OAHHM.

Ha4yuH Ha NPUIOKEHHUE

Kancynure TpabBa na ce nornbwar uenu ¢ soaa. Kancynurte e tpa6sa aa ce AbBYAT UM CMayKBaT.

[Ipy naumeHTH, KOWTO Ce 3aTPYAHABAT [a NPErnbLIAT, KANCYIUTE MOTAT /1a CE OTBOPAT U NENETUTE 13
Ce CMECAT ¢ NOJIOBMH uallia HerazupaHa soaa. He tpabea na ce W3non3sat Apyrd TEYHOCTH, Thil KaTo
CTOMALLIHO-YCTOHYHBOTO MOKPHTHE MOXKeE Ja ce pa3TBopH. Boaara ¢ nenerure ce u3nuea HezabaBHO
uaKn B pamkuTe Ha 30 MuHyTH. HawaTa ce U3nnakea ¢ MOJOBHH 4allia BOAA H ChABPKAHHETO Ce
uinuea. [lenerure He Tpabea ga ce ABBYAT WM CMAYKBAT.

[Ipn nauHeHTH, KOHTO He MOraT Aa NOrTbLIAT, KAlCYJIMTE MOraT [1a Ce€ Pa3sTBOPAT BbLB BOJA H
Pa3TBOPLT Aa C€ NPUIOXKH C NOMOLITA HA Ha3zo-ractpanHa couaa (=16 Fr - 1Fr= 0,33 (mm) (8X. TOuka
6.6).

Ha He ce NOrabLIA Kancyia IECHKAHT, KOATO € MOCTABEHa B KOHTEHHEpA.

4.3 THporasonokazanus

CBpBbX4YBCTBHTENHOCT KbM AKTHBHOTO BELLECTBO, CYOCTHTYHpaHH BEH3IUMHUAA30AHM UK HAKOS ApyTa
ChCTaBKa Ha /IEKAPCTBEHHA NPOAYKT, H3OpOeHH B Touka 6. 1.

E3zomenpa3zon He TpaOBa na ce npunara eAHOBPEMEHHO C aTa3aHABHP H HendHHABUD (BXK. TOYKa 4.5).
4.4 Cueunaany OpeaynpexaeHHS H CNIENHAIHH NPeINa3HH MePKH NpH ynorpeba

[Ipr HANMYHETO HA KAKBHTO U Na OHI0 06€3NOKOHTENHH CMMITTOMH (Hanp. 3Ha4KMa 3aryba Ha Terno
0€3 NauMeHTLT N1a CH € NOCTAB 33 LieN PedyKLMA Ha TEernoTo, NOBTapALLO ce NOBpbLUIaHe, AHcharus,
XEMAaTEME3NC WIH MENIEHAa) K B CIYYAHUTE, B KOWUTO CE€ NOZO3HPA WIH € AHArHOCTHLHPaHa CTOMAlliHA
A3Ba, TPAOBA [a Ce H3KNIOYH HANTHYHETO HAa WIOKAYeCTBEHO 3a00asBaHe, Thil KAaTO Jeue
EmaHepa Moke na 3asoanupa CUMNTOMHTE W 03 3a0aBU AHArHO3aTa.

[poabmxkuTenta ynorpeba
[launMeHTHUTE Ha NPOABMKHTENHO eYeHHE (OCODEHO Te3H, KOWTO NONYHABAT Tepf
roanna) Tpabea aa ca noa peaoBHO HabMoAeHHeE.




JleyeHue Npu Hyx a4
Ha nauneHTHuTe, KOUTO CE NleKyBaT camo Npu Hy>Xaa, TpabBa na ce o0bpHE BHUMAHUE 1a C€ CBbPXKAT
HEe3a0aBHO C 1EKYBALLHA CH JIeKap, aKO CHMMTOMHTE HM NPOMEHAT XapakTepa CH.

Epagukauns na Helicobacter pylori

Koraro ce npeanucsa esomenpalon 3a epaavkauns Ha Helicobacter pylori, TpaGsa aa ce umar
NpeABUA BL3MOKHHUTE IEKAPCTBEHH B3aHMOAEHCTBUR HA BCHYKH KOMINIOHEHTH Ha TPOHHaTa TeparHs.
KnaputpomuunH e moueH Huxubutop Ha CYP3A4 u Tosa TpabBa 1a ce B3ieMe npeasBu, KakTo H
NPOTHBOAOKA3AHUATA W B3aWMOJCHCTBHATA HA K1aPUTPOMHLUMHA, KOTaTo TPOHHATA Tepanus ce
puiara NpH NaLHeHTH, KOUTO B3EMaT €AHOBPEMEHHO APYTH JIEKAPCTBa, MeTabONH3UpalUH ce OT
CYP3A4 kaTo umsanpua.

CromauHo-4ypeBuy uudekuHu
JleueHHeTo ¢ KHXHOMTOPH Ha NPOTOHHATA NOMIMA MOXE a A0BeAE A0 NEKO MNOKAYBAHE HA PHCKa OT
CTOMALLHO-4peBHH HHDeKUKH kaTo Salmonella n Campylobacter (Bx. Touxa 5.1).

AbcopbuuaTa Ha suTamMuH B12

E3zomenpazon, KaKTo BCHYKH KHCEMHHHO-DA0KHpalLyY 1ekapeTBa, MOXe N1a Hamanu abcopbuusTa Ha
BHTaMHH B12 (unankobanamuH) nopaan xuno- unu axnopxuapus. Tosa Tpabea ga 6bae B3eTo noa
BHHMAHHE NPH NALUEHTH, C HHCKY CTOHWHOCTH HAH MPH HATHYHE HA PUCKOBU (PaKTOPH 3a HaMaNeHa
abcopOuna Ha ButamuH B12 npu npoabmxkuTenHa Tepanus.

XHIOMarHe3uemMus

[Tpn nauneHTy, nexysanu ¢ MHxHOUTOpH Ha npororHaTa (MUITIT) kato e30Menpa3on B NPOABIKEHHE
Ha HaH-MaJKO TPH MECELA, a B NOBEYETO C/ly4aHd H Ha NoAMHA, HMa ChODILUEHUA 3a TeXKa
XunomarHeinemusa. CepHo3HH NpOABH HA XMIIOMarHE3NEMHS KaTo raJeHe, TETAHHA, JETUPHYM,
KOHBY/ICHH, 3aMagHOCT H KAMEPHA apUTMHA, MOFaT Aa ce NPOABAT, HO TE MOraT Aa 3afMOYHAT
He3abenszaHo v na 6baat npenebperHat. [Ipu NoOBEYETO OT 3aCErHATHTE NALIUEHTH
XHUIIOMArHe3neMHATa NPEMHHABA 1€ NPUEM HA MarHe3HEBH 200aBKH H NpeKpaTaBaHe Ha JIeHEHHETO
¢ MUIIII.

[Ipy nauMeHTH, 3a KOUTO Ce OYaKBa, Y€ i€ ObAAT HAa NPOABIXKHTEIHA TEPANHA, WIH KOUTO [TPHEMAT
UIIT ¢ aurokck wiK nekapcTsa, KOMTO MOTaT Aa NPHYMHAT XHUNOMarHesuemus (Hanp. QHYpeTHLH), €
HEOOXOAMMO MEJULIMHCKHTE CNELHANTHCTH 12 B3EMAT NOA BHUMAaHHE H3IMEPBAHETO Ha MarHE3UEBUTE
HHBa npeau 3anovsaHe nedeHuero ¢ HUIII, kakTo M nepuoanyno No epeMe Ha TepanuAaTa.

Puck om ppaxmypu

HuxnbutopuTe Ha NPOTOHHAaTa NOMNa, 0COOEHO aKO Ce H3MON3BAT BbB BHCOKH A03H MPOIb/DKHTENHO
Bpeme (Haa | roanHa) morar cnabo aa nosMLLAT pucka oT ¢pakTypa Ha BeapoTo, KHTKaTa niu
rpbOHAYHHA CTHAO, MPEANMHO MPH NMALMEHTH B HAMPEAHANa Bb3PAcT Wi NPH HAJTHYME HA JPYTrH
prckosH ¢axTopH. [loapobuu uicnearaHus, Nokasear, 4e MHXHOHTOPUTE Ha MPOTOHHATA MTOMNNA,
MOraT Aa NOBMIIAT OOWHAT puck oT ¢pakTypH ¢ 10-40%. YacT oT ToBa NOBHLLIABAHE MOXE [a CE
Ab/KA HA APYTH PHCKOBH (akTopH. [lauuenTture, pruckoBH 3a octeonoposa, Tpabea aa nonyuar,
Cnopen CbBPEMEHHHUTE KIMHHUHH HACOKH, a1€KBaTEH NPHEM Ha BUTAaMUH D W kanuuii.

CybakyreH koxen nynyc epuremaroaec (SCLE)
HuxubutopuTe Ha NnpoToHHaTa NoMna ca cBbP3aHK ¢ MHOTo peakH cay4yad Ha SCLE. Ako ce nosBaT
N€3UN, 0COOEHO B YHACTBLIM OT KOXKATA, HITOXKEHH Ha CIIBHYEBH JTbYH, H AKO T€ Ca CHIIPOBOJACHH C
OonkH B cTaBUTE, NALUMEHTBHT TpAOBa He3a0aBHO 1A MOTbPCH MEAMLIMHCKA MOMOLL U MEAULIHHCKHAT
CNELIMANHCT clieBa 1a 0OOMHCIM cnvpaHe Ha npueMa Ha Emanepa. SCLE, HacTsun cnea npeaxomHo
neyeHre ¢ MHXHOMTOP Ha NpoTOKHATa NoMna, Moxke Aa yeenuud pucka ot SCLE npu ynorpe6a na
ApPYrH HHXHOHTOPH Ha NPOTOHHATA MOMMA.

Kombunupare ¢ Apyru nexkapcTBEHH NPOAYKTH
EnHoBpemeHHaTa ynotpeba Ha e3oMenpason ¢ ara3aHaBup He € NpenopbYHTENH

AKO Ce NpPeUEHH, Y€ KOMOMHHPAHETO Ha aTa3aHaBHUp ¢ HHXHOUTOPHU HA NPOTOHH
HEHU3DEeKHO, Ce NpenopbyBa BHAMATENEH MOHWTOPHHT C NOBHILIABAHE HA J03aTa
400 mg cue 100 mg puToHaBHp, KaTo He OuBa aa ce HaasHwwasa 20 mg ezomenp




Esomenpa3zon e CYP2C19 nuxuburop. INpu 3anousauio HiK Nnpu npUKIIOUYBALLO NEUYEHHE C
€30Menpason € HeobX0axMO 1a ce MMa NpeaBHA NOTEHLHATHOTO B3aMMOAEHCTBHE C NEKapCcTaa,
meTadbonunsupatun ce ot CYP2C19. Habnionaera ce B3anmonericTere Mexay knonuaopren u
oMenpa3on (Bux Touka 4.5). KiIHHUYHOTO 3HaueHHe Ha Te3H B3aUMOIEHCTBHA He € ICHO. 3a 1a ce
NpeoTBpaTH TOBA. KATO NPeana3Ha MAPKa MOXKE 1a C€ H3MOoN3Ba KOMOHWHaUHUR OT e30Menpason 1
Konuaopre.

Korarto ce npeanucea e30Menpason 3a AeueHue NpU Hyxaa, TpadBa Oa ce uMa NpeaBul
Bb3MOXKHOCTTA 32 B3aMMOIEHCTBHA C APYrH JIeKapcTaa, Ab/MKALUM e Ha PIYKTYHpaHeTo Ha
NAa3MEHHTE KOHLIEHTPALKWH Ha e30Menpalona (BUxk Touka 4.5).

Texku koxwHu Hexcenanu peakunu (SCAR)

MHoro psaako BLB Bpb3Ka € IEHEHHETO ¢ €30MENPasolt ce ChOOLIABA 33 TEXKH KOKHH HEXENAHH
peakunu (SCAR), kato epurema myntudopme (EM), cunapom Ha Stevens-Johnson (SJS), TokcHuna
enuaepManta Hekpoausa (TEN), nekapcTeeHa peakuns ¢ €03HHOPHAHA H CHCTEMHH CHMITTOMH
(DRESS), xouTo MoraT aa 6BaT KHMBOTO3ACTpALLABALIM HITH JIETASTHH.

[TaunenTuTe TpadbBa na ObAAT HHPOPMUPAHH 32 NPUIHALUTE U CUMIITOMHUTE HA TEXKATA KOXKHA
peakuns EM/SJS/TEN/DRESS u Tpabsa He3abaBHO 12 NOTHPCAT MEAMLMHCKH ChBET OT CBOS JieKap,
KOraTo 3a0€16KaT KakBUTO W na OHI0 noKa3aTeHU nNpu3HauM WK cuMmntomu. Ipu nossa Ha
NpH3HAUK U CHMINITOMH HA TEXKH KOXXHH PEaKUiH JIEYEHHETO C e30Menpas3on TpAGBa Aa ce npekpaTH
He3a0aBHO M MPH HEOOXOAWMOCT a CE OCUTYPH IOMBAHHUTENHO MEAHLIMHCKO NeUeHHE/BHUMATENHO
HabmoneHue. Jledenueto He TpAOBa 1a ce Bb306HOBABA npu nauxentn ¢ EM/SJS/TEN/DRESS.

[TosnnasaHe Ha nabopaTopHKTe pe3ynTaTu

[NosnieHOTO HUBO HA XpoMorpaHuH A (CgA) Moxe 12 NOBIHAE HA W3CAeABAHHATA 3a
HEBPOEHAOKPHHHH TyMOpH. 3a 1a ce u3berHe Topa B3auMoacicTBHE, NeyeHneTo ¢ Emanepa Tpabea na
C€ Crnpe BPEMEHHO HaH-MankKo 3a 5 AHW npeau onpeaensHeTo Ha CgA (Bx. Touka 5.1). AKo HXBaTa Ha
CgA ¥ raCcTpHHa He ca Ce Bb3CTaHOBWIIM B pePePEHTHHTE CH MPaHHLIK CIEA HAYATHOTO ONpe/e/sHe,
W3MepBaHeTo Tpabea na 6bae noBTopeHo |4 AHKM caed cnvpaHe Ha JIEHEHHETO ¢ HHXHOHTOD Ha
NPOTOHHATA NOMIA.

3axapo3a

Emanepa coabpka 3axapoia. [lauueHTH ¢ peaku HacneACTBEHH NPOGIEMH HA HETIOHOCHMOCT KbM
¢pyKTO3a, rMoKo30-ranakTosHa manabeopbums win 3axaposo-usomantazeH aedpuunT He Tpabea a
NpHeMaT TOBA NeXapCTRO.

Hatpuii
Tosa nekapcTso cbabpka no-manko ot | mmol Hatpwii (23 mg) Ha kancyna, T.e. MOXe 1a ce KaxKe, Ye
NpaKTHYECKH HE CBbABbPKa HATPUM.

4.5 BianMoneficTBHE ¢ APYTH JIeKAPCTBEHH NPOAYKTH H APYrH Gopmu na B3anmogeiicTeHe

Edextn Ha e3omenpa3zon Bbpxy hapMakOKHHETHKATA HA APYIH IEKAPCTRA

[Ipomeaznu unxubumopu

Hma crobuienna 3a B3auMoaeHCTBHE HAa OMENPA30N ¢ HAKOH NPOTEa3HH HHXHOUTOPH.
KAWHHYHOTO 3Ha4YE€HHE W MEXaHH3MA Ha TE€3H AOKNAABAHH B3aUMOINCHCTBHA HE BUHATH Ca U3BECTHH.
[Tosuwenoto cromauwHo pH no speme Ha neyeHHETO ¢ oMenpa3on Moxe Aa NpoMeHu abcopbuuaTa Ha
NpoTeasHKUTE HHXHOUTODH. [Ipyru Bb3MOXKHHM B3auMoaeHCTBHA ca upes unuxubupaneto Ha CYP 2C19.
3a NOHKKEHHU CEPYMHH HHBA HA aTa3aHABHP W HENDUHABHKD € CboOWasaHo Npy KoMEHE

KOMIMEHCHPA BAHAHHETO Ha OMENPA30Jl BbPXY €KCNO3ZULMATE Ha atazaHaBHp. Ep
NpuiokKeHHe Ha oMenpason (20 mg BeaAHbX AHEBHO) ¢ aTazaHaBup 400 mg /



3Apasy A00POBOLH € A0BEN0 A0 3HAYUTENHO HAMANABAHE Ha €KCMO3HUMATA HA aTa3aHABHP C
npubnnsntenHo 30%, cpaBHeHo ¢ excno3uunsaTa HaboaaBana npu arazaHasup 300 mg / putoHasup
100 mg BeaHBbH AHeBHO, Oe3 oMenpa3on. EAHOBpeMEHHHMAT npyeM Ha oMenpa3on (40 mg 1HeBHO)
HamansaBa cpeaHUIT AUC Crax ¥ Chin. Ha HenduHaBup ¢ 36-39 % u cpeano AUC ,Chpax W Crin 34
(hapMakoI0rHyHO aKTHBHHUAT MeTabonuT M8 e HamaneH ¢be 75-92%. [opaau cxoaHHTE
papMaKoIOorHuHH eekTH U GapMaKOKHHETHHHH CBOHCTBA HAa OMENPA30l H €30Menpasol,
€NHOBPEMEHHHAT MPHUEM HA €30MENPas30s y aTa3aHaBHP HE Ce Npenopbysa (BX. To4uka 4.4), a
€AHOBPEMEHHHUAT MPHEM Ha €30MENPa3oi ¥ HeapUHHABUP € NPOTHBONMOKA3aH (BX. To4Ka 4.3).

HoknansaHH ca nosuuieHn cepyMHHn Huea (80-100%) Ha cakBUHABUP (NpH € AHOBPEMEHHEH MPHEM C
PUTAHOBHP) NO BPEME HA NEYEHHETO Cbe oMenpaszon (40 mg BeaAHbkK AHEBHO). JleyeHHETO ¢
omenpason 20 mg BeAHBXK JHEBHO HE € MMA10 eeXT BbPXY €KCMO3ZULIMATA HA AapyHaByp (NpH
€IHOBPEMEHEH MPHEM HA PUTOHABHP).H HA AMApPEHABUP (NPH €JHOBPEMEHEH NMPHUEM HA PHTOHABMP).
JleueHenTo ¢ ezomenpazon 20 mg BeAHBK AHEBHO He ¢ HMANO €(eKT BbpXY €KCMO3HLHYTA Ha
amnpeHaBHp (C HAH Oe3 eAHOBPEMEHHO Ie4eHHe ¢ pHTOHABHP). Jleuenueto ¢ omenpason 40 mg
BEIHBLXK JHEBHO HE € HMAJIO €(PEKT BBLPXY €KCNOZUUMATA HA NNIONTMHABHP (NPH €AHOBPEMEHEH NPHEM Ha
PHTOHABHP).

Memompexcam

Crobuiaea ce 3a NOBULIEHH HHBA HA METOTPEKCAT, KOraTO € NPUEMAH 3a€HC ¢ MHHXHOUTOpPH Ha
npoToHHaTa nomna. [ipy npHiIoKeHHEe HA BHCOKO 103KH METOTPEKCAT MOXKE Na ¢€ ODMUCTH BPEMEHHO
NpeKbCBaHe Ha e30Menpason.

Taxpoauvyc
Mma cbobueHna, ye eIHOBPEMEHHOTO NMPUIOKEHHE HA €30MENPA30J NOBULLIABA CEPYMHHUTE HUBA HA
TaKpOAUMYC.

Jexapcmeenu npodyxkmu ¢ pH-3asucuma pezopoyus

[ToTHCKaHETO HA CTOMALIHATA KHCEJTHHHOCT MO BPEME Ha JIeHeHHe C e30MEeTIpa3ost U ApYrH
HHXHOHTOpK HA NPOTOHHATA MOMNA MOXE Aa HAMAIK WIH YBENHYH pe30pOunaTa HA NeKapPCTBA, YHUATO
pe3opbums e 3asucuMma ot ctomawHoTo pH. Kakro npu ynorpebara Ha apyry nekapcTea, KOHTO
MOHUKABAT HHTpAaracTpHanHaTa KHCEAHHHOCT, pe30opOUHATa HA NEKaPCTBA KATO KETOKOHA30/,
HTPAKOHA30N U epROTUHMO MOoxe na Obae HaManeHa, AOKaTo pe3opOumsaTa HA 1eKapCcTBa KATO KaTo
AUFOKCHH MOXeE a ObJe MOBHLICHA NPU JIEYEHHE ¢ e3oMenpa3on. EAHOBpeMEHHOTO NPHOKEHHE Ha
omenpason (20 mg AHEBHO) K 1OrOKCHH NpH 3apaBH A00pOBONLUM NOBUILABa SHOHAIMYHOCTTA Ha
AurokcuH ¢ 10% (zo 30% npu nBama ot aecer n1oOpoBoAUN). JJUrOKCHHOBA TOKCHYHOCT €
AOKNanABaHa psaKo. Brnpexy TOBA, NPUIOKEHHETO HA BHCOKU 103K AWTOKCHH MPH NAUHEHTH B
crapuecka Bb3pact Tpadsa aa e ¢ BHUMaHue. [Ipu ToBa Tpabea aa ce npunara TepanesTHUEH
NeKapcTBEH MOHHTOPHHI HA AHTOKCHH.

Jexapcmeenu npooykmu, memaboauzupanu ypez CYP2C 19

Ezomenpason uuxnbupa CYP2C19, ocHOBHHAT eH3uM, meTabonn3npall e3omenpasona. [lopaan Toea,
KOraTo esoMenpason ce KoMOHHUpa ¢ nekapcTaa, kouto ¢e metaboausupar ot CYP2C19, xato
Anasenam, UMTanonpam, HMHNPaMHH, KIOMUNPaMHH, QEHHTOUH H Ap., I1a3MEeHHTE KOHLIEHTPALMK Ha
TE3HU IEKAPCTBA MOXKE Ja CE YBeNUYaT W Aa C€ HATOXKH HaMaieHHe Ha Jo3aTa. Tosa Tpabsa na ce uma
npeasHa, oco0EHO KOraTo ce NpeAnMcBa 3a NeUEHHE NPH HYXa.

ﬂ Hazenav

EaxospemeHHoTO npHunoxenue Ha 30 mg ezoMenpason € noeeno a0 45% HamaneHue Ha KiHpbHCa Ha
cybcrpatu Ha CYP2C 19 Ha nuazenama.

Denumour
EanospemenHoTo npunoxenye Ha 40 mg esomenpason € noeeno a0 13% ysenny
HHCKHTE NJa3MeHH H1Ba Ha eHnTonHA npu 60nHU ¢ ennnencud. [penopbusa ¢
NAa3MEHUTE KOHUEHTPALMH Ha PEHHTOUHA NPH 3aNOYBAHE WK NPEKbCBAHE HA N
e30Menpasor.




Bopuxonazo
Owmenpason (40 mg BeaHBbXK AHEBHO) NOBHIWABA Crmax M AUC: ¢ 15% u 41%, pecnekTUBHO Ha
BOPHKOHA301.

Hurocmaso.t

Owmenpa3son, kakTo W e3omenpasol, AeicTsa kato HHxudburop Ha CYP2C19. Omenpason, npuer B no3a
oT 40 mg npu 3apaBu 10OpPOBOILM B KPOCOYBLP NMpoyusaHe nosuuwasa Crna H AUC 3a unnocrason ¢
8% u 26%, CLOTBETHO, U €AMH OT HErOBUTE aKTUBHU MeTab0ANTH ¢ 29% 1 69% cHLOTBETHO.

Luzanpuo

[Ipu 3npasu nobposoaum eaHoBpeMeHHOTO Npuioxenre Ha 40 mg ezoMenpazon e goseso 10 32%
yBEJIMHMEHHE Ha MJIOUITA NoJ KpuBaTa KoHueHTpauug-speMe (AUC) u no 31% yavaxaBaHe Ha
BPEMETO Ha NOJYXKHUBOT (t,), HO HE € HADNOAABAHO 3HAUUMO YBE/THYaBaHE HA MAKCUMANHHTE
1asMeHH HHBa Ha uusanpud. Jleko yawuxkenust QTc uHtepsan, HabnioaasaH cne caMOCTOSTEHO
MPUIOKEHHE Ha LM3AaNPUA, HE CE € YBEIUYWI JOMBJIHUTENHO, KOraTo LHH3anpua € Oun naneH B
KOMOHMHALIMA ¢ e30Menpa3on (BHx U pazaen 4.4.).

Bapgapun

B paMkuTE Ha KIHHHYHO NPOYYBAHE BPEMETO 32 ChCHPBAHE NPH NMAUHEHTH, NPHEMALIH
eaHoBpeMeHHo 40 mg ezomenpason U BapdapiH He NpeBHLLABA JOMYCTHMHTE CTOHHOCTH. Bnnpexu
TOBA, CNIE] NyCKaHe Ha na3apa, ca HabnaaBaHW HAKOIKO M30JHPAaHH Cayuas ¢ KITIHMHUYHA 3HAYHMOCT
Ha nosuweHo HWBO Ha INR. [IpenopbuBa ce nekapcko HabioaeHHe HA NAUKMEHTHTE, KOUTO 3anoyBar
H TIPEKPATABAT €AHOBPEMEHEH NPHEM HA €30MENPa30A ¢ BapdapHH Ui APYrd KyMapHHOBH
NPON3BOIHH.

Kronuodoepen

PesynraTty oT u3cnensaHua npu 3apaBu J00pOBO/ILM ca NOKazanH, ye papMaKOKUHETHUYHH

(OK)/ bdapmakoannamuunun (OJf) B3aumoneiictsua mexay kionuaorpen (300 mg Harosapaaiua
n03a/75 mg noaabpXkallta AHEBHA 1034) M e3oMenap3on (40 mg nepopasiHa 103a) UMaT 3a Pe3yaTat
MOHUKEHA €KCNOIMLIMA Ha AKTHBHUA MeTaboNuT Ha knonuaorpen cpeaHo ¢ 40% u nodoxeHo
MakcHMalHo nuxubupane (Ald-uHayurpano) Ha TpomOoOLUMTHATA arperacus cpeaHo ¢ 14%.

[1pu u3cnenBaHe npw 3aapBH AOOPOBOJILM, KOraTO KIONUAOTPEN € MPUIOXKEH 3aeHO ¢ PUKCHpaHa
n0308a komOuHaums ezomenpason 20 mg + aueTuncannuunosa kucenuda 81 mg ce HaGmoaaea
MOHHXKEHA EKCNO3HLIMA Ha aKTHBHHA MeTabONHUT Ha K1onuaorpe ¢be cpeano 40%, cnpamo
CaMOCTOAITENIHO NPHAOKEHHE Ha Kionuaorpen. Obaye, MAKCHMaTHUTE HUBA Ha HHXHOULME Ha (AJID
WHIYLHpaHa) TPOMOOLMTHA arperauus MpH Te3H JIMLA € eNHAKBA B TPYNHTE HA KJIOMHAOTPEN U
Knonuaorpen + kombunupanus (esomenpason + ACK) npoaykr, BeposaTHO nopaaH €AHOBPEMEHHOTO
NpUIoXKeHHe Ha HUcka no3a ACK.

[IpoTHBOpEUHBH NaHHK OT KIWHHYHHUTE npoyuBaHus Ha OK/M]] s3auMoaeiicTers Ha €30Menpasos no
OTHOIUEHHE HA 3HAYUHMMH ChPAECUHO-CHAOBH HHLHAECHTH Ca MOJYUYEHHU KaKTO NpH obcepBallMOHHH, Taka
H MPpH KNIWHYYHY NpoyuBanKa. KaTo npeanaszHa Mapka eaHOBpeMEHHaTa ynotpeda Ha KIOMHAOrpelt
TpsOBa aa ce u3barea.

H3cnensanu JACKAPCTBCHH MNMPOAYKTH 0e3 KNIMHMYHO 3HAYHMH B3AUMOACHCTBUA

AMorKCuyuIus U XuRUOUuUH
Jloka3aHo e, 4e e30Menap30/1 HAMa KIMHHUYHO 3HAUYHMH eeKTH BbPXY hapMaKOKHHETHKE
AMOKCHLUIIMH, XHHHHH,

Hanpoxkcen wiu poghexoxcud

He ca ycTaHOBEH KAMHMYHO 3HAYHMMH (PapMaKOKHHETHYHH B3aHMOAEHCTBUA NPH €1
MPHIOKEHHE Ha €30MENPA30] M HAMPOKCEH HAH Ha €30Menpa3on M podeKokcHO B pi
KpPaTKOCPOUYHH KIIMHUYHHK NPOYUYBAHUA NPOYUYBAHMS.




EdexTn Ha Apyrn nekapcTBeHH NPOAYKTH Bbpxy (hapMakOKMHETHKATA HA €30MENpPa30.

Jexapcmeenu npooykmu, xoumo unxuoupam CYP2C19 wuu CYP344

E3omenpason ce metaboansnpa ot CYP2C19 u CYP3A4. EanoBpeMeEHHOTO NPUIOKEHHE Ha
e3oMenpa3on U HHxuOuTopLT Ha CYP3A4 knapurpomuumt (500 mg nBa nbTH AHEBHO) € A0BENO A0
yaBoasaHe Ha ekcnosuumnata (AUC) na esomenpazona. EnHOBPEMEHHOTO NPHNOKEHHE HA
ezomenpason u koMbuuupan unxuburop na CYP2C 19 u CYP3A4, moxe na noseae 10 yBenuqasaHe
Ha EKCNO3HUMATE Ha €30Menpa3o noseye ot aea NbTH. CYP2C19 1 CYP3 A4 nHxuburop
BopHkoHason yBeanuasa AUC Ha omenpazon ¢ 280%. Kopekuws Ha ao3ata Ha e3omenpason He ce
H3UCKBa NpPH Te3U CUTyaUHH. Bunpekn ToBa, ananTupane Ha no3ara TpabBa na ce uma npeasua Npu
MaLHEHTH C TEKKO YEPHOAPOOHO YBPEKAAHE W KOraTo € MoKazaHo NPOdb/KUTENHO JIEYEHHE.

Jexupcmeernu npooykmu, koumo unoyyupam CYP2C 19 wuiu CYP344

Jlexapcrsa, 3a KoHTO ce 3Hae, ye uHayuupaT CYP2C19 unn CYP3A4, nau u aete (kaTto Hanpumep
PHpaMNULKH MK KBIT KAHTAPHOH) MOTAT 2 AOBENAT 1O NOHUKEHH CEPYMHH HUBA HA €30MENpason,
Ype3 3aCHABAHE HA HErOBHAT METaboH3IbM.

[leduampuyna nonyrayus
[IpoyuBaHus 3a B3aMMOAECHCTBHA Ca MPOBEXNAHM CAMO NPH Bb3PACTHH.

4.6 @eprranTer, 6peMEeHHOCT A KbpPMeHe

bpeMeHHOCT
Knunnusy nanHny 3a excnosvuns Ha Emanepa no Bpeme Ha GpeMEHHOCT ¢a OIpaHUuEeHH.

Ennaemuronornunu uicneaBaHHs ¢ paLeMUyYHaTa CMEC OMENPA30N NPH rofsiMa eKCnoO3HLHS MO BpemMe
Ha OPEMEHHOCT He NoKa3BaT ManopMaTHBHH HITH (eToToKCHUHM edekTH. U3cneasanns npw
JKMBOTHU C €30MENPA30oN HE NOKA3BAT AUPEKTHH WIH HHAHPEKTHH €(DEeKTH MO OTHOWIEHHE Ha
emMOproHaTHOTO/deTanHOTO pa3BuTHe. H3ceaBaHUA NPH XXUBOTHHU C palieMHYHATa CMEC HE NOKa3BaT
AMPEKTHU WK HHAUPEKTHH €dEKTH N0 OTHOLIEHHE Ha OpeMEHHOCTTA, PAXKIAHETO HIH
NOCTHATANHOTO passuTHe. [lopanun Tosa 3acera e ymMecTHO Bb3aBPKaHe OT ynoTpeba Ha ezomenpason
npH OpeMEHHH XeHH.

OrapHH4€eHO KONHYECTBO NaHHK NpH Opemennn xenHn (Mexay 300-1000 cayuaun npu Spemennm
JKEHH) HE NOKA3BA Man(opMaLMH Wi PeTo / HeOHATANHA TOKCHUHOCT Ha €30MENpason.

[lpoyuBaHuaTa NPH XKHBOTHY HE MOKA3BAT AMPEKTHH WIH UHAHPEKTHH BPEXHH eeKTH NO OTHOUICHHE
Ha penpoAyKTHBHATA TOKCUYHOCT (BX. Tou4ka 5.3).

KnpmeHe

He e u3BeCcTHO 1aH e30Menpason ce eKCKpeTHpa B KbpMaTa npH 4oseka.He € HalMuHa A0CTaTh4YHO
HHQOPMALKA 3a eEKTHTE HA €30MeNpa3o NpH HOBOpPOAEHH/ KbpMaueTa, [Topaau ToBa e3omenpaszon
He TpAOBa 1a ce npunara 1o BpeEMe Ha KbpPMeEHe.

Oeprunurer
[Ipoy4Banus NpH *KHBOTHH C PaLIEMHYHATa CMEC OMENpasoJl, NPHIAraH NEPOPATHO, HE NOKA3BAT
e(peKTH NO OTHOLEHHE Ha HEPTHIIHTETA.

4.7 EdexrTHn Bbpxy cnocobHocTTa 32 HiodHpaHe H patoTa ¢ MaIIHHA

E3omenpa3on uma HesHaunTenen edekT BbpXy CNocobHOCTTa 3a wiodupaHe 1 pabora g |
JoknanBaHu ca HEXKEIaHN NEKAPCTBEHH pPeakLHH KaTo CBETOBbPTEX (HEYECTA) U 3¢ # Pk
(paaka) (BXx. Touka 4.8). AKO NALHEHTHTE Ce NOBANAAT, Te He TPaGBa na wodupayih Aa

MALLHHH.




4.8 Hewxenann nekapcTBeHH peaKUHH

O6obuienre Ha npoduna Ha He3onacHoCT
["n1aBobonue, 6onku B KOpema, AHAPHA H FaZeHe ca CPen Te3n HEXENaHH NEKAPCTBEHH PEaKLMH, KOHTO
ca OUnH HalR-4eCTO NPH KTHHHUYHHTE MPOYHBAHHA (2 CHILO W NPH NOCT-MapKeTHHrosa ynotpeba). B

AONBIHEHHUE, NPODHALT Ha 6€30NaCHOCT € NoA00EH 3a pasinvHH POPMYITHPOBKH, TEPANEBTHUHH
NOKa3aHHs, BL3PacTOBH MPyNH M nonyaury ot nauneHTH. He ca Habntogasanu 10303aBUCHMHU

HCAKCITAHH JCKAPpCTBCHHU PCAKLIMH.

TabnuyeH cnMchK HA HEXKEJAHUTE IEKAPCTBEHH PEAKLIMU

ChneaHvre HexelaHH JICKAPCTBEHHK PCAKUIMH CA Haﬁnmnasaﬂu H/TH NOJO3HPAHH O BpEME Ha

KIIHHHYHHUTC H3NMHTBAHHWA Ha C30MCMNPAa3ol H OT MNOoCT-MAapKETHUHIOBA yn()TpeGa. HuTo ennHa oT 19X He €

Onia CBbp3aHa C 103aTa.

Crniopea yecToTaTa HeXeNaHUTE pPeaKLHH ce AeNIT Ha:

- MHoOTO0 HectH (>1/10)
- yect#t (>1/100, <1/10)

- HeyecTd (>1/1 000, < 1/100)
- peakun (>1/10 000, <1/1 000)
- MHoro peaku <1/10 000, ¢ HeussecTHa yecToTa (He MOXKE [1a CE NPEABHIN OT HATHYHUTE

AaHHH)

[lpu BcAkO rpynupaHe nNo 4eCTOTa, HEXENAHHTE PEAKLIMH Ca MPEACTaBEHH B HU3XOAAL PeA No

OTHOLICHHC Ha TCXKECTTA.

CucremHo-oprasen Kjaac YecToTa Hexes1ana JiekapcTBeHA peaKIHa
HapyiuyHus Ha kpbBTa H Peaku NEBKONEHHKA, TPOMOOLMTONEHHA
AUMOHaTa cucTeMa MHoro peaku arpaHy/OUMTO3d, NaHUMTONEHHS

HapyuieHus Ha iMyHHaTa cHcTeMa

Peaxku

peakLIMMH Ha CBPBXHYBCTBHUTEIIHOCT HaMp.
TPECKa, AHTHOEdEM W aHADUIAKTHYHH
peaKLMH/IIoK

Hapyluenus Ha MeTabonnsma u
XPAHEHETO

HeuecTtn

nepHpepeH egem

Peaku

XUMOHATpHEMHS

( Heun3ereCcTHa

XHNOMAarHe3ueMus (guoic pazoen 4.4),

YecToTa TEXKKATa XHNOMAarHe3HEMHUs MOXKe aa
KOpenupa ¢ XMINoKanuHeMHs
[TcuxuaTpUHHU HapyLIEHHS Heuectu HHCOMHHA
Penku Bb30yna, 6e3nOKOHCTBO, Aenpecus

MHoro peakwu

arpecuvi, XaJiIkoluHHat|HH

HapyuieHus Ha HepeHata cuctema (UectH rnaBobonue
HeyecTn 32aMasHOCT, MapacTe3ns, CbHIHBOCT
Peaxu HapyLUEHHA Ha BKyCa

Hapyiuenus Ha 3peHHeTo Penxwu 3aMBIIEHO 3pEeHUE

Hapyuwienusa Ha yXxoTo u Heuectn BEPTHUI'O

nabupurHra

PecnupaTopHH, TopakanHu H Penku OpoHXocna3zbm

MEQHACTEHATHH HApPYLUEHHA

CromaiHo-ypeBHM HapylleHus  |[YectH kopemHa 0os1ka, KOHCTHNARE




Ha AbHOTO ((hyHayca) Ha cTOMaxa

(nobpokauecTBeH!)
Heuectun CYXOTa B yCTaTa
PeakH CTOMATHT, raCTPOHHTECTHHAIIHA KAHAK103a
C HeuzpecTHa MUKPOCKONCKH KONHT
YyecToTa
XenatoOuaHapHU Hapy LUEHHS Heuectu NOBHLUIABAHE HA YCPHOAPOOHHTE €H3UMH
Peaku XEenaTuT ¢ WK 6e3 XbATeHHLA

MHoro peaku

yepHOApOoOHA HEAOCTATBUYHOCT,
eHuedanonaTua NpH NaLMEHTH
CbC CHUIECTBYBALIC Y€PHOAPOOHO
3abonasane

HapytueHus Ha Koxkara H
NOJKOXHAaTa ThKaH

HevyecTHn

JAEPMATHT, IPYPUTYC, OOPHUB, yPTHKAPUA

Peaku

anoneuus, GOTOUYBCTBUTESIHOCT

Muoro peaxu

epHTEMA MYNITUGOPME, CUHAPOM Ha Stevens-
Johnson, TokcHuHa enuaepMaiHa HEKPOTH3a
(TEH), nexapcTeeHa peakiums ¢
€03HHODHINA U CUCTEMHH CHMITTOMH
(DRESS)

C Heu3zBecTHa

cybakyTeH KOXEH JIynycC epuTemaroaec (BxK.

[MTHKOYHHTC TbTHLLA

Yyecrora TOuka 4.4)
HapyuieHus Ha HeuecTy ¢dbpaxkTypH Ha 6eapo, KUTKA WK rpbOHaueH
MYCKYJIHOCKEJIETHATa CHCTEMAa H cTBNO (8uoic pazoen 4.4)
CHCARHATC/IHATA ThKaH Penxu apTPanrug, MUaIrHs
MHoro peaku MycKyJaHa cnaboct
Hapylwexns Ha 6606peumTe MHoro peaku WHTEPCTHLHAIECH HEPPUT, NPH HAKOH

MaLKEeHTH € AOKIaaABaHa €AHOBPEMEHHO
6b6peuHa HenOCTATBHHOCT

HapyuwieHus Ha penpogyKTUBHATA
CUCTEMA U MbPIHUTE

MHoro peaku

T’MHCKOMACTHA

OOuK HapylLUE€HUA B OT MACTOTO
Ha MPHUJIOXKEHUETO

Penku

HEPA3NOJIONKCHHE, NTOBHULUCHO [MOTCHE

CrobulaBaHe Ha NnoAO3HPAHH HEKENAHH PCAKIIMH

CboOwaBaHeTo Ha MOJ03MUPaHH HEXKEJIAHH PEaKLMHK CAEA pa3peLlaBaHe 3a ynorpeba Ha N1eKapcTBEHUs
NpoayKT € sa)kHO. ToBa mo3BonsBa Aa ApoabAKH HAOMIOASHHETO HA CHOTHOLIEHHETO NOJ3a/PHCK 32
neKkapcTeeHud NpoaykT. OT MeIMLMHCKHTE CNEUHaNMCTH Ce H3UCKBA 1a ChoOLIaBaT BCAKA
NOAO3HpaHa HeXKeNlaHa peakLus 4pes

M3nbnxuTeNHa aresuna no Aekapcraara

yn. ,.JJamsaH ['pyeB” Ne 8

1303 Codu=

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

4.9 Ilpeao3upane

Mma MHoro orpasnuen onur ¢ npeaHaMepeHo otpaeaHe. CHMATOMMTE ONKUCaHH Npuf
280 mg ca cTomalHO-4peBHH H CHMNTOMM Ha cnabocT. Enunuunn nosm ot 80 mg wy
HAKaKBO CbOUTHE.



He e n3BecTeH cneunduryeH aHTuaoT. EzoMenpason ce cBbp3Ba ¢ L1a3MEHHTE MPOTEHHH B MHOTO
BHMCOKA CTEMNEH K NopaH TOBA HE CE€ OTCTPaHABa JECHO Upe3 aanu3a. KakTo npy BcekH cayyai Ha
peno3rpaHe, NeYeHHeTo Tpsdaa aa Obae CHMNTOMATHUHO H 4a ce npuaarart oOLH NoJaAbPHKALUH
MEPKH.

5. GAPMAKOJOI'HYHHU CBOUCTBA
5.1 dapMakoIHHAMHYHH CBOHCTBA

DapmakoTepanesTHuHa rpyna: Jlekapcrsa 3a KUCETHHHO-ACOLMMPAHH HApYLIEHHS, MHXHOWTOP Ha
nporodHara nomna ATC koa: A02B CO05

Ezomenpa3on e S-u3oMep Ha OMENPa3on ¥ HaMaABa CTOMALIHATA KHCETMHHA CEKPELIHs YPe3 BUCOKO
NPULIENEH MEXAHU3BM Ha AeHCTBHE. ToH e cneunduyeH UHXHOMTOP Ha NPOTOHHATA MOMIA B
napHeTanHara Kinetka. R- u S-u3oMepurte Ha omenpaszon uMaT noaobHo hapMaKoaHHAMHYHO
AecTBHeE.

MexaHU3bM Ha IEHCTBUE

E3omenpason € cnaba 0cHOBa M C€ KOHLEHTPUPA M MPEBPHLUA B aKTHBHA hopma B CHIIHO KHCE1aTa
Cpela Ha CEKPETOPHHTE KaHATYETa B MAPHETANHMTE KIETKH Ha CTOMALLIHATA JTHrABHLA, KbJETO TOMH
nHxHOHpa ensuma H' ,K'-AT®-a3a - oCHOBHa €H3UMOCHTYpABALUA ASHHOCT HA NPOTOHHATA MOMIA U
MHXHOHpa xakTo Da3anHaTa, Taka ¥ CTUMYJ/IHPAHATA KMCENHHHA CEKpeLIHA.

DapMakoMHAMHYHU ePEKTU

Cnen nepopaneH nprem Ha 20 mg 1 40 mg e30Menpa3on Ha4anoTo Ha edexra ce HabnoNaBa ciien
enuH yac. [lpy MHOrokpatHo npunoxeHue Ha 20 mg e3oMenpas3on BEAHBK IHEBHO B NPOIbDKEHHE
Ha [1eT JHYX CpeAHATa MaKCHMalHa KHCEeIMHHA NPOAYKUHSA ciel CTUMYJIMPAHE C NMEHTAracTPUH €
Hamansga ¢ 90% npu uzmepsade 6-7 yaca cnel npuema B A€H NETH.

Cnen net aum nepopanto npunoxeHue Ha 20 mg u 40 mg e3omenpaszon cromauiHoro pH Han 4 e
NOAABPXKAHO CHOTBETHO B NPOABL/DKEHHE Ha cpeaAHO Bpeme ot 13 u 17 vaca ot 24-yacoBusa nepron
npu naurdeHTd ¢ ['EPb. IlpouenTsT OT NnauyeHTHTE, KOMTO Ca noaabLpxanu cromawHoro pH Han 4 B
NPOABL/KEHHE HA HAH-MaNTKO 8, 12 1 16 yaca e 6un cboTReTHO 76%, 54% v 24%. CboTREeTHHTE
MPOLEHTH Npu e3omenpa3on 40 mg ca 6unun 97%, 92% u 56%.

HM3non3saiku AUC kaTo 3aMecTHTEN HA NapaMeThbp 32 NJIA3MEHATAa KOHLIEHTPAaLIMSA, BPb3KATa MEXCIY
HHXHOUPAHETO HA KUCEIMHHATA CEKPELIHA U EKCMO3ULMATA € BHAHA.

HManexyBaHe Ha pedaykc-e3odarut ¢ esomenpason 40 mg ce Habnogasa npubanuTenHo npu 78% ot
NAUHEHTHUTE Clle YETHPU CEAMHUUM M npU 93% cnea ocem ceaMuUH.

EaHoceaMHuHO neyveHne ¢ e3oMenpason 20 mg ABa MbTH AHEBHO M NMOAXOAALLM aHTHOMOTHLM BOAU
10 ycniewHa epaaukauns Ha H. pylori npu npubausurento 90% ot nauueHTUTE.

Cnep neveHue 3a cpajUKaUHA B NPOABANKEHHE HA €OHA CEAMHULIA CE€ CHHUTA, UC HAMA HYXKIa OT
NnocCjcABalla MOHOTEPAlHA € aHTHCEKPETOPHHK NEKApPCTRA 3a eq}EKTHBHG H3IJIEKYBAHC HA A3ZBA H
OTCTPAHABAHE HA CHMIITOMHTE NPH HCYCNOXKHEHH AYOAEHANTHH A3BH.

B paHaoMH3HpaHO, ABOHHO-CNANO, M1aUebO-KOHTPOIHPAHO KIMHUYHO MPOYYBAHE, MAUHEHTH
€HAOCKOMCKH NOTBbPACHO KbpPBEHE OT NenTH4Ha A3Ba kato Forrest la, Ib, 11a nau 11b (9 a8 Y
v 10 % pecnexTHBHO), ca OWH paHAOMM3MPaHH Ja NOAYYaBaT e30Menpa3on HHy3HOouELPA3AT

b Ir-:
H

(n=375) nan nnauebo (n=389). Cnen enapockoncka xemocTasa, B NpoaAbKEHUE Ha 7
nauMeHTHTE nonyuyasany uin 80 mg e3oMenpazon UHTpaBeHo3Ha HHY3ud 3a 30 MU
HenpekbcHaTa HHGY3Hs oT 8 mg/h, nnu nnauedo. Cnen HauanHus nepuoa or 72 vaca




cynpecus. [lpoueHTsT Ha NOABA HA MOBTOPHO KbpPBEHE CAel MO-MaATKO OT 3 aHH, Oun 5,9% B rpynaTa
Ha e3omenpason B cpasHenue ¢ 10,3% 8 naauebo-rpynara. Ha 30-1 aeH cien npukiiouBaHe Ha
NIEYEHHETO, MNPOLUCHTHT Ha NOABA HAa NOBTOPHO KbpBEHE B rpynaTta Ha e30MeNnpa3on CnpaMo rpynara
Ha nnauebo 6un cvoteeTHO 7.7% cnpamo 13,6%.

[To BpeMe Ha NeYEHHE C AHTUCEKPETOPHH JIEKAPCTBEHH NPOAYKTH racTpPHHA B CEpYyMa ce NOBHLLABA B
OTrOBOP Ha MOHHKEHATa KHCeNHHHA cekpeuns. B pe3yntat Ha HamaneHaTa CTOMalliHa KHCENTHHHOCT
ce nosHiasa U HUBoTO HAa CgA. [losHueHoTO HUBO Ha CgA MOXKe Ja MOBJIWAE Ha H3CeABaHHATA 3a
HEBPOEHAOKPHHHHU TYMOPH.

Hanuunute nybAUKyBaHH JaHHU MOKA3BAT, Y€ NPUNATAHETO HA MHXMOUTOPY HA NPOTOHHATa Nomna
TpaOBa 14 c€ NPeyCTAHOBH MEXAY 5 AHM M 2 ceAMHUM npeaH uiMepsaHe Ha CgA. Tosa ce npasu ¢
uen Hupata Ha CgA, KOWTO MOraT a ca JbHJIHBC NMOBUWEHH cnen neyeHune ¢ UIITI, na ce
Bb3CTAHOBAT A0 pePEPEHTHHATE CH FPaHHLIM.

KakTo npv aeua, Taka 4 Npy Bb3pacTHH NPH NPOABLIKHTENHO eHEHHE ¢ €30MeNnpas3on ¢a
HabnwaaBawu nosHweH 6pon ECL (entepoxpomaduH-noaobHU KiieTku), BEPOSTHO CBBP3aHH C
NOBULLICHHTE CEPYMHH HHBA HA racTpuHa. CyuTa ce4 € TE3H HaXOAKH HAMAT KIHHHYHA 3HAYHMOCT.

[lo 8pemMe Ha NPOABIDKUTENHO IEYEHHE C AHTHCEKPETOPHH JIEKAPCTBA Ce ChoOLIaBa 3a H3BECTHO
yBENHYEHHE HA YECTOTaTa Ha NOSBA HA KUCTO3HO-AEr€HEPATUBHU NPOMEHH B CTOMALIHHUTE €PO3HH.
Te3u npoMeHK ca CNeacTBHE OT NPOABIHKHTENIHOTO HHXHOWpaHe HA KMCEAMHHATA CEKpeLina. 3acera ce
CYMTA, 4e Te Ca AOOPOKAUECTBEHM.

[TornuxeHaTa cTOMAUIHATA KHCETUHHOCT B PE3YNTAT OT PA3IMMHUA Bb3ACHCTBHA, BITIOYUTENHO Ha
HHXHOUTOPH Ha MPOTOHHATA MOMNA, BOAH A0 HapacTBaHe Ha Opoa Ha OakTepHUTe, HOPMAITHH
OoOMTATENN HA CTOMALLIHO-YPEBHHUA TPaKT, B cToOMaxa. JleueHneTo ¢ HHXUOUTOPH HA MPOTOHHATA
nommna Moxe Aa 108ele A0 JIEKO NOBULLUEH PHCK OT CTOMALIHO-4YPeBHY UHQEKLIUH, KATO TAKMBA,

NpHUHHEHH OT Salmonella v Campylobacter W, npH XOCNHTATHIUPAHH MALHEHTH € Bb3MOXKHO ChLLO
Clostridium difficile.

KnuHuyHa eduKacHOCT

B 1B K/IMHHYHH U3MUTBAHUS B CPABHEHHUE ¢ PAHUTHAHNH, €30MENPa3os Noka3ea no-g00sp edekT npu

neyeHWe Ha cToMalluHa a3Ba npy nauneHTH npuemawn HCTIBC, srmountenno COX-2 cenekTHBHH
HCIIBC.

B ase KIMHHYHH H3INUTBAHUA B CPaBHEHHE C Ni1auedo, esoMenpa3so nokassa no-100wp edexr npw
npodHIAKTHKE HA CTOMALUHA H AyOAeHATHA a38a nNpH nauueHTH Ha HCTIBC (Ha Bb3pacTt >60 w/unu ¢
npeaMiiHa a38a) BIIOUUTENTHO COX-2 cenextnery HCTIBC.

[leanaTpHuHa nonynauua

[Ipu npoyusane ¢ neguatpuunu 'EPDB naunenTu (<1 no 17 roanuHa su3pacT) nosy4asaiiy
avnrorpaiiHo neyenne ¢ U, 61% ot acuara ca passnau nexka creneld Ha EKJI knerbuna
XHNEPINA3HA ¢ HEU3IBECTHA KIIMHUYHA 3HAYUMOCT, €3 pa3BuTHE HAa aTPOPUYEH FaCTPHT HAHU
KaApUHHOMWIHM TYMOPH.

5.2 (QapMakOKHHETHYHH CBOHCTBA

Abcopbuus
E3omenpa3on e nabuneH B KHCENa cpeaa H nopajad Tosa ce Mpunara nepopajiHo BhB BH Ha
CTOMAaLLHO-YCTOHUYHBH rpaHynu. [lpespbuianero B R-u3oMep in vivo € HesHauuTenHo. AGcopbunsaTa
Ha e3oMenpason € Obp3a, KaTO MaKCHMATHHUTE NNa3MeHd HUBa ce Habaoaarar npuOAU3HTENHO 1-2
yaca cnea npuema. AbconotHara 6uoHannuHocT e 64% cnea eaMHH4Ha no3a ot 40 mg S
nosviwasa 10 89% ciea MHOrOKpaTHO NPHIOKEHHE BEAHBXK AHEBHO. [Tpn 20 mg e3omf
CHOTBETHHTE CTOMHOCTH ca pecnekTUBHO 50% u 68%.
EnHOBpEeMEHHOTO NpUEMaHe ¢ XpaHa MOXe Na 3abaBy 1 Hamanu pesopdunaTa Ha eX
BBINPEKH Y€ TOBA HE OKA3Ba 3HAYMMO BJIMAHHE Ha edeKTa Ha e30Menpa3oia BbPXY ¢
KHCENHHHOCT.




PainpeaencHue
ObGembT Ha pa3npeaeneHHe B paBHOBECHO CbCTOSHUE MPH 34pasu Juua e npubausntenno 0,22 L/kg.

EsoMenpazon ce cBbPIBA C NNa3MEHUTE NPOTEHHH B 97%.

Buorpancdopmauns

E3omenpa3on ce meTabon3upa HaNbIHO OT cucTeMaTta Ha UWToXpoM P450 (CYP). OcHosxata uacT
oT MeTabonuima Ha ezomenpasona 3aBHcH oT noaumopdpuua CYP2C19, otrosopeH 3a o6pasysaHeTo
Ha XHAPOKCH- ¥ A€3METHI- MeTabOIHUTH Ha e30oMenpasona. OcTaHanaTta 4acT 3aBUCH OT ApYyr
cneundryeH HioeHum - CYP3 A4, otrosopeH 3a oOpa3yBaHeTo Ha e30Menpa3on CyadoH, OCHOBHHAT
MeTabonuT B naasmara.

Enumunupane
[ToxazaTenuTe no-gony oTpassaBar npeaAHMHO (GapMakOKMHETHKATA Ha NHLA ¢ PYHKUHOHHpALL
CYP2C19 eH3nm, eKCTEH3UBHH MeTab0IH3ATODH.

ToTanHuAT nhasmeH KupbHe € okono |7 L/h cnea eamHydyna poza u okono 9 L/h cnen MHorokpatHo
npunoxenue. [lnazMeRUAT nonyxuBOT € okono 1,3 4 cnea MHOrOKpaTHO NpUJiaraHe BEAHBX AHEBHO.
E3oMenpa3on ce eIMMUHHUPa HAMBJIHO OT 1a3MaTa MEXAy NPHEMUTE, KATO HAMA TEHASHLMA 32
KyMYJIHpaHe MpH NpHeMaHe BEAHBLX JHEBHO.

['nasHuTe MeTaboHTH Ha e30Menpa3os HAMAT eEKT BbPXY CTOMALLIHATA KUCEIHHHA CEKPELHUA,
[Toutu 80% oT nepopanHaTa f103a €30MeNpa3on ce eKCKPETHpa KaTo MeTaboNUTH B YPHHATA, a
OCTaTbkbT - ¢ Ppekanumure. [toa 1% OT U3XOAHUA KOMNOHEHT Ce OTKPHBA B YpUHaTa.

JIHHeHHOCT/HENTMHEHHOCT

®apMaKOKHHETHKATa Ha €30MENpa3o € u3cneasaHa npy Ao3u 10 40 mg asa nbTH AHeBHO. [lomTa
MOA KPUBATA KOHLECHTPALIHA-BPEME CE€ yBE/THUABA NPH MHOTOKPATHO NPWIaraHe Ha e30Menpasona.
Tosa yBenH4eHHE 3aBUCH OT 003aTa H BOAH A0 MOBEYE OT NPONOPLUHOHANHO HA A03aTa YBENIHUEHHE HA
AUC cnen MHorokparHo npwiarase. Ta3u 3aBUCHMOCT OT BPEMETO H 103aTa C€ JBJDKH Ha HaManeHHe
Ha MeTabo/1M3IMa NpH NBPBO NPEMHUHABAHE U HA CHCTEMHHUA KIIHPBHC, BEPOSATHO NPHYHHEHH OT
HHXHOMpaHeTo Ha eH3uma CYP2C19 or ezomenpasona w/unu nerosus cyndoHos metabonur.

CrneunanHu rpyny nauveHTH

Caabu memaboauzamopu

[pubauvinrento npu 2.911.5% ot nonynauusara nuncea pyHkunonupaw CYP2C19 ensum v Te ca
HapeueHH cnabu merabonusatopu. [Ipu Te3u nuua MeTabonH3MBT Ha €30MeNpa30aa BEPOATHO Ce
katanusvpa npeanmuo ot CYP3 A4, Cnea MHOrokpatHo npyinarase Ha 40 mg e3oMenpason BeaHbkK
JAHEBHO CpeaHaTa oL MOA KPHBATA KOHUEHTpaUHs-BpeMe e 6una npubausurenno 100% no-ronsama
npH crabure meTabonuzaTopH, oTkonkoTo npu auuara ¢ pyHkuronupail CYP2C 19 ensum (cunuu
meTabonusaropu). CpeaHHTE MAKCHMATHU MNa3MEHH KOHUEHTPALWK ca OUAX NOBHILEHH C OKONO
60%. Te3n HaxOOKH HAMAT OTHOLIEHHE KbM JO3MPAHETO HA €30MENpa3oa.

Ilon

Cnen ennoxkpatHo npunarade Ha 40 mg ezomenpa3on cpeaHara ruiow noj KpHBaTa KOHUEHTpaLUHA-
BpeMe € npubaunsurento 30% no-ronama MpH xeHU, OTKOJIKOTO NpH Mbxe. He e ycranosena nonosa
pa3iHKa C1ell MHOMOKPAaTHO NPHNAraHe BEAHbXK JHEBHO. T€3W HAXOAKH HAMAT OTHOLUEHHUE KbM
AO3UPAHETO Ha €30Menpasona

Yepruodpobro yepexcoane
MeTabonu3msT Ha esoMenpason npu BOMHH ¢ N1eK0 10 YMEPEHO HapyuieHa QyHKU
Moxe Aa 6bae rnouieH. CreneHra Ha MeTaboNH3HpaHE € HAMANEHA NPH NALUERT
yepHoApoOHa dyHKUMA, KOETO BOAMW A0 YABORBAHE HA NNOLUTA NOJ KPHBATa KOH
e3omenpasona. [lopaan ToBa npr nauneHTH ¢ Texkka AMchyHxuna He Tpabea na
MakcHMaHaTa ao3a ot 20 mg.




ET}OMEI'IPE'BDJ'I H INMABHHTC MY META0O0.IMTH HE NOKA3BAT TEHAEHLHA 3a KYMYTHPAHE NPH INMPpHEMAHE
BEAHDBWK JHCBHO.

bvbpeuro yepexcoane

He ca npoBexaaHu npoy4BaHHs Npy NALKEHTH C HamaneHa ObOpeuHa pyHkuns. Toit kaTo npes
6BpOpeunTe ce M3BBPLIBA EKCKPELMATA HA METADONUTHTE HA €30MENPa30aa, HO HE H ENTHMHHHPAHETO
Ha U3XOJHOTO ChEIMHEHHE, HE C€ O4aKBaT MPOMEHH B MeTaboNH3IMa Ha e30MeNnpa3ona NpU NaUUeHTH
¢ yBpeaeHa Ob0pedHa PpyHKUHA.

Cmapuecka ev3pacm
MeTabonu3IMBT Ha €30Menpalon He ce NPOMeHs 3HAHUMO NPH NKLa B HanpeaHana sb3pact (71-80
FrOAHHH).

[leanaTpHUHA NONYyAAUHA

FOunomu mexny 12-18 roaunn:

Cnen muorokparteH npuemM Ha 20 mg 1 40 mg esomenpa3son, obwara excnosnuusa (AUC) u BpeMeTo 3a
AOCTUraHe Ha MaKCHMalHa 1a3MeHa KOHUEHTpaLKA (tmax) NPU t1OHOWKM MexAY 12 n 18 roguuwina
Bb3pacT Ca CbH3MEPHMH CbC CTOHHOCTUTE, HABIIO1aBAHK NMPH BH3PACTHU NAUHEHTH W NpPH IBETe
A03HPOBKY Ha €30MENPA3ON.

5.3 IllpeaxiBBHYHE A8HHH 33 0e30MacHOCT

HekTMHHYHH JaHHK OT KOHBEHUHOHANHH NPOYYBAHHA HE YCTAHOBABAT HAKAKBH OCODEHH PUCKOBE 32
YyoBeKa Bb3 OCHOBA Ha (papMaKkoNordyHa 6e30nacHOCT, TOKCHYHOCTTa C1e MHOTOKPaTHO TPETHPAHE,
KaHUEPOreHeH NOTEHUHAN, TOKCHUYHOCT NO OTHOLIEHHE HA PEMPOAYKTHBHOCT M pa3BuTHE. Hexenanu
NIEKAPCTBEHH peaKkUMK, KOUTO He ca HabnioJapaHy B KIIMHHUYHYA NPOYUBAHUA, HO HAEHTU(PHLHUPAHH
MPH KHUBOTHH NPH HUBA HA EKCTIOZULMA OM3KHK A0 TE3H OT KNMHHYHH NPOYYBAHHMA M C Bb3MOXHA
BPB3Ka C KIHHHYHOTO NPHIOKEHHE Ca KaKTO CleaBa:

HMicneasaHuATA 3a KAPLUEHOFERHOCT MPH [UTbXOBE, U3BbPLUEHH ¢ paUeMHAYHATa CMEC, Ca NoKa3any
xuneprnasus Ha cromawiHuTe ECL- knetku u kapunHonan. Te3n cTomaluHy epeKTH NpH IUTbXOBETE
CE€ AbMDKAT HA NPOABIHKUTENHATA H3ABEHA XHNIEPraCTPHHEMHSA BCJIEACTBHE Ha HaMaleHaTa NPOAYKLHA
Ha CTOMALLIHA KMCENMHA W ca Habn1oaaBaly ¢ NPOAB/DKHTENHO TPETHPAHE HA MUTbXOBE C
HHXMOMTOPH HA CTOMALLHATA CEKPELIHS.

6. GOAPMAIEBTHYHHU JAHHH

6.1 CnHcbK HAa NIOMOUIHHTE BelllecTBA

Aapo Ha kancyJara (neneTu):
3axapoia

LlapeBnuHo HULLECTE
[Tosuaox K30

Hatpues naypuncyndgar
[Monun(Bnuunos ankoxon)
Turanos amokenn (E171)
Makporon 3000

Makporoa 6000

Tank

Texxbk Martesunes kapOboHar
ChnonuMMep Ha METakPHUIIOBA KHCeNUHa-eThaaKpunar (1:1)
[Tonncopbar 80




KancyJsina obBuBKa:

XenatH

TrranoB anokcHa (E171)
YepseH xkenesex okeua (E172)

6.2 HecbBMecTHMOCTH
Henpunoxumo.
6.3 Cpox na roanoct

banctepHa onakoska/ HDPE xoHTe#Hep
2 roanHw

Cnen nbpeoHavanno oreapaHe Ha HDPE koHTetinep
[TpoaykTeT TpabBa Aa ce W3No3Ba B paMKHTe Ha 6 Meceua. CbxpaHaBaiiTe KOHTeliHepa NABTHO
3aTBOPEH, 3a Aa ce npeanasy oT Blara.

6.4 Cnennannu npeANasHH MepKH NPH CLXPAHEHHE

bancrepHa onakoska, checroduma ce ot OPA/AI/PE +DES ¢unam/Al + PE doamo
Ha ce cbxpaHaBa B OpUrMHANHATA ONAKOBKA, 33 [a CE€ NPEAna3H oT Bhara.

bavcrepHa onakorka, cberodwa ce o1 QPA/AVPVC/Al donno
Ha ce cuvxpansaBa nog 30°C.
Jla ce cbxpaHABa 8 OpPUrMHANTHATA ONAaKOBKa, 33 Ja C€ Npeana3y OT Baara.

HDPE koHTeliHep
CobxpaHsBalTe ONakoBKaTa NJBTHO 3aTBOPEHA, 33 Aa CE€ NpeanasH OT Bnara.

3a YCJIOBHATA Ha CbXPAHCHHE CAC NbPBOHAYATHO OTBAPSAHE HA NCKAPCTBCHUA NPOAYKT BUXKTE TOMKA
6.3.

6.5 /lannw 32 ONAKOBKATA

bnucrepsa onakoska (OPA-AI-PE + DES ¢dunm/Al + PE donno): 7, 14, 15, 28, 30, 50, 56, 60, 84, 90,
98 u 100 cToMalLHO-YCTOHYHUBH TBBPIAX KANCYNIH, B KYTHA.

baucTepHa onakoBka, cberosiia ce ot (OPA/AI/PVC/Al donno): 7, 14, 15, 28, 30, 50, 56, 60, 84, 90,
98 v 100 cTomMalIHO-YCTORYMBH TBBLPAH KANCYJH, B KYTHS.

HDPE kouTeitHep ¢ PP 3anywmanka u cywnren: 98 cToMaiHo-ycToiHuUBY TBBPAU KANCY/IH, B KYTHS.
Jla He ce nornbllua Kancysnata cbe CyLWMTEN, CIIOKEHA B KOHTEHHEpa.

He BcHukH BHaOBE ONakoBKH Morar Aa Obaar Ha na3zapa.
6.6 Cpneunanun npeanas’HH MepPKH NPH H3XBLPpJAHe H paGoTa
HamMa cneunaniu W3MCKBaHUA 32 U3XBBPJSHE.

Bceku HeH3nos3BaH NCKAPCTBCH [IPOAYKT WK OTNAABbYHUTE MATEPHATH OT HETO T'pﬂﬁBa da CC
H3XBBLPJAAT B CHOTBETCTEBHE C H3NUCKBAHHUATA HA MECTHOTO 3aKOHOAATENCTRO.

Ilpuaoxenne upes ctomamna conaa (2216 Fr)*

. OrBopere kancyJara U H3CHNETE NENETUTE B MOAXOAALLA CNPHHLIOBKA H H
cnpyHUOBKaTa ¢ npubansurenno 25 ml Boaa u npubnunsntento 5 ml 8u3
3a HAKOH cOHAM, e HeoDxoanma aucnepcus B 50 ml Boaa 3a npepoTepar
COHAATa OT MNEJIETHTE.



(B

He3abaBHo paskinarere CipuHLOBKaTa 3a pas3npe/ie/eHHe Ha rPaHy/IMTE B CYCIIEH3HS.

3a1pbKTE CNPHHLIOBKATA W3NPABEHA CbC 3a0CTPEHHS KPail Harope ¥ NpoBepeTe Aa/1H He e

lsd

3arnyuieHa.
4 [lpukpenerte cripuHLIOBKAaTa KbM COH1ATA KATO MPOAB/IKHTE /14 S AbPAKHTE B ChLLOTO
MOJIOJKEHHE.
h) Pa3sksiateTe cnpuHUOBKATa M 8 HacoveTe ¢ BbpXa Hanoay. Mikektupaiite 5-10 ml Beanara 8

coHaara. M3Basere CipuHLOBKATA C/le/l HHAKEKTHPAHETO M 5 pask/arteTe (CrpuHLOBKaTa TpadBa
J1a C€ ABPKH CbC 3a0CTPEHHUA KpaH Harope, 3a Ja He Ce 3anyliiu).

6 OObpHeTe CNIPUHLIOBKATA ChC 3a0CTPEHUS Kpaid, COYelll HA/I0y M BEHAra HHKEKTHpaiiTe olle
5-10 ml B conaara. [loBropere Ta3su npoueaypa A0KaTo CIPHUHLIOBKATA CE W3NPA3HH.

7 Hanbanere cnpunuoskara ¢ 25 ml Boaa u S ml Bb31yx 1 noBropere cThika 5, ako MMa Hyxk/1a
/1a C€ OTMHE BELIECTBO. 3a HAKOW COHAM ca HeoOxoaumu 50 ml Boja.

y [IPUTEXATEJI HA PASPELIEHHUETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CiioBeHHs

8. HOMEP(A) HA PASPELIEHHETO 3A YIIOTPEBA

Emanepa 20 mg ctomauiHO-yCTOMYMBH TBLPAM Kancy.iu - Per. Ne 20100136
Emanepa 40 mg ctomalHo-yCTOHYHBH TBbPAH Kancy.iu - Per. Ne 20100137

9. JATA HA ITbPBO PA3ZPEIIABAHE/TTIOAHOBSIBAHE HA PA3PEILEHUETO 3A
YIIOTPEBA

Jlara Ha nbpBO paspewasane: 05.03.2010
JlaTa Ha nocieano noanosasaue: 17.04.2015

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA
06 FOuu 2025

[Moapobua undopmanms 3a TO3M IeKapCTBEH MPOAYKT € NnpejlocTaBeHa Ha yebeaiira Ha U3mbiHuTenHa
Arenums no Jlekapctata (MAJI) http://www.bda.bg.




