KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



W3MbITHUTENHA ATEHLIMA NO NEKAPCTBATA

Kpamxa xapakmepucmuxa wa npogykma - MNpusoxenue |

1. AME HA JIEKAPCTBEHUA ITPOAYKT

Hekcrym 40 mg cToMaLIHO-YCTOHYHBH TaOJIETKH
Nexium 40 mg gastro-resistant tablets

2. KAYECTBEH H KOJIMMECTBEH ChCTAB

Bcaka croMamiHo-yeroiyuea Tabserka cpaspka 44.5 mg ezoMmenpasonl MardHe3ues TpUXHApPAr,
eXBUBAJICHTEH Ha 40 mg e3oMenpason.

[ToMoniHo(¥) BemecTBO{a) ¢ H3IBECTHO NEUCTBHE
Bcesaxa cromaiuHo-ycrorduBa Tabnetka cbAbpka 30 mg 3axapo3sa.

3a IrBJIHHA CITMCHK Ha [TOMOIIHHUTE BEECTBA BHXKTE TOUKA 6.1.
3. JEKAPCTBEHA ©®0OPMA
CroMalllHO-yCcTOKYHBa Tabnerka

CBeTNIO pO30BH, NMPOAKITrOBaTH, OHKOHBEKCHH QHIIMHpaHH TabaeTKH ¢ rpasHpaHo 40 mg BupXY
enHaTa cTpaHa U A/EI - Bepxy apyrara.

4, KTHHAYHHU TAHHH
4.1 TepaneBTHYHA NOKA3AHAS
HexkcuyM TabneTku ca nokasaHH rpy Bb3pacTHH 3a:

I'acTpo-ezodareanna pepaykcua 6oect (I'EPD)
o Jleuenue Ba epo3uBeH pedTyKCeH e30(]arur.
¢ JIpoabmxuTENHO IeYEHHE HA MALMEHTH C O3APaBAI €30(arur 3a NpeIOTBPaTABaHE HA
peunauB
o (HMITTOMATUMHO JieHEeHUE Ha ractpo-e3odareanta pepnykcHa 6onect (I'EPB).

B xoMOHHANHA ¢ NOAXOANINA ABTHOAKTEPHAINA TEpANEBTHYHA CXEMA HA JICYCHHE 34
epaauxanus na Helicobacter pylori n nocTarane na:
e 3asapapsBaHe Ha AYOJeHalHa A3Ba, cBbp3aHa ¢ Helicobacter pylori v
e |lpenoTBparsaBaHe Ha pELUHAMB Ha NEMTHYHY A3BH IIPU MALIMEHTH C A3Ba, CBHP3aHa C
Helicobacter pylori.

I[ManaeHTH HY)KA8CIMH C€ 0T MPOALJUKHTEIHA TEPANHSA ¢ HECTEPOHABH NPOTHBOBLINAIHTE/IHA

aexapersa (HCITBJI)

e 3a3apaBsBaHe HAa CTOMAIlIHA A3Ba, CBbp3aHa ¢ neuexHue ¢ HCIIBJL.
¢ [IpodunakTyka Ha cTOMalIHA U JyOfi€eHalIHA A3Ba, npu4uMHenH ot jeuenue ¢ HCTIBJ1 npu
PHCKOBH TMALUEHTH.

Iopanpxane HA XeMOCTA3ATA H IPEeBEeHIHS HA OBTOPHO KLPBEHE NPH CTOMAIIHA HJIH
AYOACHAJIHA 513Ba cel JedeHne ¢ HHGYy3nonen pa3Teop Ha Hekcuym.

Jleaenne na ceagpom na Zollinger-Ellison

Hexcuym TabneTku ca nokasaHH NpH i0HOWM HaA 12 roaviHa Bb3pacT 3a:
I'acTpo-e3odareanna pedaykcna donect (I'EPB)




Jleyenue Ha epo3uBeH peduIyKCeH e30¢arur.
¢ [Iponm/DKKTENHO JIEYEHHE Ha MALHEHTH ¢ 034paBsl €30(aruT 3a NpeJoTBPaTABAHE HA

peUMAUB,
¢ CHUMOTOMATUYHO JICUESHHE Ha racTpo-e3odareanna pedyxcHa conect (I' EPB).

B komMOnHanus ¢ aHTAOHOTHI M 32 JeUeHHE HA AYOACHAIHA A3Ba, npraubena ot Helicobacter
pylori

4.2 JI03HpOBKA H HAYHH HA NPHI0KECHHE

O3HPOBKA

Bv3pacmuu

I'acrpo-e3odareanna pedaykcaa 6oaecr ('EPBD)
e Jleuenue Ha epo3uBeH pedaykc-e3odbarnuT
40 mg BeAHBK JHEBHO B NPOABIKEHHE HA 4 CCIMHILIH.
[TpenopbuBa ce ZOMBIHHTENHO 4-CEAMUYHO JIEYEHHE MPH NALIMEHTH, NIPH KOHUTO €30(arnThT HE €
3a3IpaBT WIH CUMITTOMUTE NEPCHCTHPAT.

¢ IIpoABKHTENHO JieUeHHE Ha MALMEHTH ChC 3a31paBs €30Qarut 3a NpeloTepaTapaHe Ha
peunaue 20 mg BeAHEXK AHEBHO.

e CuUMNTOMaTHYHO JieYeHHUE HA racTpo-e3odareanta pedaykcua donect (I’ EPb)

20 mg BeIHBK JHEBHO NpH NAaLHEHTH Oe3 e3ogarut. AKO HE €€ IMOCTHIHE KOHTPOJI Ha
CUMITTOMHTE clieX 4 ceAMHLH, NalHeHTHT TPAGBA Aa ce u3cneaBa ACMuAHUTENHO, Cnep Karto
CHMIITOMHTE OT3BYYAT, [OCJeABALL KOHTPOJ HA CHMIITOMATHKATa MOXE Ja c€ JOCTHUIHE KaTo Ce
B3emMaT 20 mg Beanbx aHeBHO. [Ipy Heo6xomuMocT Morar Aa ce npueMar 20 mg BeIHBX AHEBHO,
xorato € Heobxoaumo. [1py naumedTH, nekyBanu ¢ HCIIBJI, npH KOHTO € HalHLle pHCK OT
pa3BUTHE HA CTOMALIIHA A3Ba U A3BA HA JBAHAJECETONPHCTHHKA NPH MOCeIBALIHI KOHTPO Ha
CHMITTOMATHMKATA HE Ce TIPeNnopbYBa pexkyM Ha NPUEMAHE Ha JIEKApCTBEHH NPOAYKT MPH HYXA.

B xoMOHHAaUHE ¢ NOAXOARINA AHTHOAKTEPHA/IHA TEPANCBTHYHA CXEMA HA JICUCHHE 3a
epannkanus Ha Helicobacter pylori n

e 3a3apapgsaHe Ha JYONeHaHa A3Ba, cBbp3aHa ¢ Helicobacter pylori v

e [IpesorspaTsipaHe Ha PELIMOME HA NIENTUYHH A3BU NPH MALMEHTH C A3Ba, CBHP3AHA C
Helicobacter pylori.

20 mg Hexcuym ¢ 1 g amokcHipwivH 4 500 mg K1apHTPOMHLUHWH — BCHUKHTE JABA ITbTH JAHEBHO B
NpOAB/DKEHHE Ha 7 IHH.

IIanHenTH, HYXKIA€IIH e OT npoab/kaTe/IHA Tepanusa ¢ HCIIBJI
e 3a3znpassBraHe Ha cTOMAIUHA %3Ba, cBbp3aHa ¢ HCIIBJI: Obuyaitnara no3a e 20 mg seaHbK
IOHEBHO B NTPOTB/DKEHHE HA 4-8 CEIMULIM.
e [lpodunakTHKa HA CTOMAIIHA ¥ AyOACHANIHA A3Ba, NpHYdHEeHH oT neveHue ¢ HCIIBJI npn
PUCKOBH nauueHTH: 20 mg BeIHBK AHEBHO.,

IMogabprkane BA XeMOCTA3ATA B IPEBEHUHA HA HOBTOPHO KbpBEeHE NPH CTOMAIIHA HIH
AYOACHAMHA H3BA ¢Jie] JeuenHe ¢ Hady3noneH pa3rsop HA Hexcaym

40 mg BeAHBXK AHEBHO 3a 4 ceaMHUIM. [TepHoasT Ha nepopaHa Tepanys TpAOBa aa Obae NpeAXoKaAaH
OT KMCEJIMHHO-Cynpecupalna Tepanus ¢ HekcuyM 3a nHdy3us 80 mg, kato 6onyc-uHpy3us 3a 30




Jleuenue Ha caujpom Ha Zollinger-Ellison

- [IpenopbuBaHaTa MbpBOHAaYanHa fo3a ¢ Hexcuym 40 mg nea meTH AHEBHO. B nocneacTeyre
no3upoBKaTa TpaOBa Na Obje cvobpazeHa ¢ HHANBHIYATHUTE HYXK/IH H NEUSHHETO Ja MPOAB/DKH B
3aBUCHMOCT OT KJIMHHYHHUTE [T0Ka3aTelii. Bb3 OCHOBRA HA HANUYHHTE KIHHHYHH JaHHH MO-rofaMa
YacT OT NALMEHTHTE MOraT Aa ObaaT KOHTpoJIMpaHH npu go3u ot 80 o 160 mg e3omMenpasos JHEBHO.
ITpu noszupoexa Hag 80 mg aHeBHO, A03aTa TPAOBa Ja ce pa3neny B IBa MPHEMa Ha ACH.,

CreuHaJHy NONyNalHy

bvbpeuno yspeocoare

He e Heo6x0aMMO KOpUrHpaHe Ha A03aTa PY NalMeHTH ¢ yBpeacHa 6b0pedna dynkuus. [Topanu
OrpaHHYEHH OITHT NPH MALHEHTH ¢ Texkka GpOpeyna HEROCTATHYHOCT, TAKHBA NALHEHTH TPAOBa Na
ce JIEKYBAT BHUMATEJIHO (BXK. TOYKa 5.2).

UeproOpobuo yapexcoane

He e Heo6X0QHMO KOPHIHpaHe Ha 403aTa MPH MALMEHTH ¢ JIEKO 10 YMEPEHO YepHOApoOHO
yBpexnane. [Ipu maLmeHTH ¢ TeXKO 4epHOApo6HO yBpexdaHe He Tp:AOBa A2 ce HAAXBBPIIA
mMaxcHMaliHa Jo3a oT 20 mg Hekcuym (Bik. Touxa 35.2).

Toi KaTO GHOHATMYHOCTTA H BPEMETO Ha NONYXKUBOT B [L1a3MaTa Ha OMENPA30J1 ¢ YBEIHUECHH,
nHeBHa fo3a ot 10-20 mg moxe aa 6bae KocTaThYHa.

Cmapuecka gv3pacm
He e HeoOX0IHMO KOpHrHpaHe Ha 103aTa MpY NAalHEeHTH B CTap4ecKa Bb3pacT.

ITeouampuvuna nonysayus
FOnowu nao 12 200uwna ev3pacm

I'acrpo-e3odareanna pepaykcaa 6ogaecr (I'EPD)
o JleueHue Ha epo3HBeH pedaykc-e3odarur
40 mg BeAHBK JHEBHO B NPOABIDKEHHE Ha 4 CEAMHLI.
[IpenopnuBa ce AOMBIHUTEIHO 4-CeIMHYHO JICYEHHE FIPH MALIHCHTH, NIPH KOUTO €30(arursT
HE € 3a30paBij WiH CUMIITOMHTE NEPCHCTHPAT.

o [IpoRABIKKTENIHO JIedeHHE Ha MALIHEHTY ChC 3a3ApaBas €30¢arnT 3a MpeROTBPATABAHE HA
peunaus 20 mg BEAHBXK JHEBHO.

e CuMIOTOMaTHYHO NIEUEHHE Ha racTpo-ezodareansa pedaykcaa onect (I'EPD)
20 mg BeIHBXK JHEBHO MPH NaluHeHTH Oe3 e3o(paruT. AKO He Ce NMOCTHTHE KOHTPOJI Ha

CHMITTOMUTE ciieq 4 ceMHULIM, TIALMEHTHT TpAOBa /1a ce H3cneasa JONBIHHTENHO. Cen KaTo
CHMITTOMHTE OT3BYUAT, MTOCAE/BAlll KOHTPOJI HA CHMNTOMATHKATa MOXe a C€ JIOCTHIHE KaTo
ce B3eMar 20 mg BeAHBXK JHEBHO.

Jleuenue Ha AyoaenanHa a3sa, nprunuena ot Helicobacter pylori

Koraro ce n36Hpa noaxoadiia KoMOHHMpaHa Tepanui, TpsOBa na ce B3eMaT NpeasHl OPHIMATHHTE
HALMOHAJIHH, PETHOHAITHH H JIOKa/THH HaCOKM OTHOCHO OaKTepHaliHaTa pe3sHCTEHTHOCT,
MPOAB/DKUTENNHOCTTA Ha JICUEHHETO (HaH-4eCTo 7 OHH, HO MoHsKora A0 14 aHH) K noaxoasiua
ynorpeta Ha aHTHOAKTEpUATTHH ATEHTH.

Jleuennero Tpabea ga ce HabMOAaBa OT CACLIHAIUCT.

[IpenopbyaHaTa 1034 32 €30MENPa3ol € ClieJHaTa:
Terno Ho3uposka O/\
30-40 kg Kombuuauus ¢ nsa antuOuornka: Hekcuym 20 mg, aMOKCHULIFUTHH \\

750 mg u xinapuTpoMuLIMH 7,5 mg/Kg TENEeCHO TErmo ce Npiarar §
3aeHO JBa ITbTH JHEBHO B NPOAB/DKEHHE Ha €IHA CEIMHLIA.




j > 40 kg KomOuHaima ¢ aea aHtubuorrka: HekcnyM 20 mg, aMOKCHLUWIHH 1 g K
KIapuTpoMiLMH 500 mg ce npuiarat BCHYKH 3a€THO [iBa METU JHEBHO B
MpOAB/DKEHUE HA €Ha CCAMMIIA.

ena noa 12 roANIIHA BB3PACT
3a NO3MPOBKATA P MALMEHTH Ha BB3pacT OT 1 70 11 ronuHH, €€ OTHECETE KbM KXII na Hekcuym,
CTOMAILIHO-YCTOHYHUBYU MPaHyJIH 3a NepopaiHa CyCleH3H.

HauuH Ha NPUJIOXKEHHE

Ilpy NaLMeHTH, KOMTO Ce 3aTPYAHABAT Ja NPErTbIUAT, TAONETKHTE MOraT Ja € pasTBOPAT B M0JIOBKH
yama Boga. He Tpa6Ba f1a ce H3MOM3BaT APYrH TEYHOCTH, Thid KaTO CTOMALIHO-YCTORYHBOTO IOKPHTHE
MOXe [ia ce pa3teopH. Pas6upkaiire, 1okaTo TabnerkuTe ce pasapobAT U HINHHATE TEHHOCTTA C
nejeTuTe He3abaBHO WiH B pamkuTe Ha 30 MuHyTH. H3rutakHeTe Haiiarta ¢ NOJIOBHH 4alua BoJia U
M3nHiiTe ChABPKAHUETO. [TeneTure He TPOBA [a Ce AbBYAT HIIH CMa4KBaT.

I[1pH rauMeHTH, KOWTO He MOTaT Aa NorTbLIAaT, TabjIeTKUTE MOTAT Ja ¢€ Pa3TBOPAT BLB BOJIa H
pa3TROPHT [ Ce MPWIOKH C MOMOLITA Ha Ha30-racTpajiHa COHAA. BaxHO € 212 ce YCTaHOBH JaH
H3GpaHHTe CIPUHLIOBKE M COHAA €a NOAXOMAIH. 3a NOArOTOBKA M MHCTPYKLIMH 32 [IPHII0)KEHUE BIDK
Touka 6.6.

4.3 IIpoTEBROBOKA3IAHHS

CBpPBbXUYBCTBMTEHOCT KbM aKTHBHOTO BELLECTBO, CYyOCTUTYHpaHH DeH3MMUIa30I4 WIKH HIKOE OT
NOMOLIHHUTE BellleCTBa, ONMMCAHU B TOUKa 6.1.

EAHOBPEMEHHO TIPHIIOKEHHUE Ha e30MeNnpasoll € JIeKapCTBa KaTo arasaHaBHP H HeJIpHHABHP HE ce
npenopbuBa (BX. TOYKA 4.3).

4.4 CnenmajHn OpeaynpexieHus H OpeANa3nA MEPKH IPH YROTpeda

[Tpy HAMHMYMETO HA KAKBUTO H Aa OWIO OOC3MOKOHTETHH CHMITTOMH (Hanp. 3HauuMa 3aryba Ha TerJio
63 NaLMEHTHT 12 CH € TOCTABAN 3a Le/ PEAyKIMA Ha TErIOTO, MOBTAPALIO CE NOBPbLIAHE, ANCHArus,
XEMATEME3HC HIM MEJICHA) M B C/TYYauTe, B KOUTO C€ NMOJA03MPpa WIH € JHarHOCTHLMpaHa CTOMAIIIHA
1384, TPAGBA [1a CE M3KITIOUM HATMYHETO Ha 3TI0KaYeCTBEHO 3a00/1ABAHE, ThH KaTO JIEUEHHETO C
HekcrHyM MOXeE 1a 3aBOANIMpPa CHMITTOMMTE H J1a 3a06aBH Mar{o3ara.

[IpoabmKUTENTHA ynorpeda

[lauMeHTHTE Ha MPOIBDKUTE/IHO NeueHne (0coBeHo Te3n, KOUTO HOTY4aBaT Teparnui 3a nosete or
roauHa) TpAGBa Na ca noa peoBHO HabmoaeHwe.

JleueHune OpH HYHAA
Ha nauydeHTHTe, KOUTO ce nexkypar ¢ HekCHyM npH Hy»Kaa, TpabBa aa ce 00bpHe BHHMAaHKWE 1a C¢

CBBPIKAT He3a0aBHO C JieKyBallluA CH JIeKap, aK0 CHMITTOMHTE KM TIDOMEHAT XapakTepa CH.

Epanuxauusa Ha Helicobacter pylori
Koraro ce npeAnHcBa e30Menpason 3a epaaukauus Ha Helicobacter pylori, Tpabpa na ce UMaT
MpesBHl BE3MOXHUTE JICKAPCTBEHH B3aUMOACHCTBUS HA BCHYKH KOMIIOHEHTH HA TPOHHaTa Teparnus.
Knapurpomuums € MoliteH nrxuburop Ha CYP3A4 v ToBa Tpabea a ce B3eMe MpeNBHlL, KAKTO H
[IPOTHBONOKA3AHUATA ¥ B3AHMOACHCTBHATA HA KIAPUTPOMHLIMHA, KOraTo TpoHHATa Tepanus ce
piara MpH nalMeHTH, KOMTO B3eMaT eIHOBPEMEHHO IPYTH jIeKapCTBa, MeTaloIH3HpalL
CYP3 A4 (xaTo LM3anpHa M 1p.).

CroMalHO-YPEBHU UHOMEKIIHH
TepanuaTa ¢ HHXMOMTOPY Ha MPOTOHHATA MIOMITA MOXeE /1a IOBEAE 0 JICKO NOBHUICH P




_ CTOMAIHO-YPeBHH HHQEKLMH, KAaTO TaKMBA, MPHYHHEHH OT Salmonella u Campylobacter (BX. TOUKa
5.1)

Abco Ha BUTaMHH B12

E3oMenpaso, KaKTO BCHUKH JieKapcTBa, OJI0KHpaliid CTOMALIIHATA KHCETHHA, MOraT 11a HaMasAT
aGcop6umara Ha BuTaMuH B12 (uMaHokoOanaMHH), NOpPagH XMUIo- WA axXJIOXHAPHA. Tora Tpsabpa na
ce UMa TIpeJiBH/L NPU MAMEeHTH C HAMAJICHH TEJICCHH 3aMacH Wik C pHCKOBH dakropu 3a HamaneHa
abcopbuua Ha BuTaMHH B12 npu abiirocpovHa Tepanus.

XHnomMarHesuemua

CpoBiaBa ce 3a TeKKa XMIOMarHe3MeMHsl [IPH MALMEHTH, 1€KyBaHH C HHXUOMTOPH Ha NMPOTOHHATA
nomna (WUITI]) kaTo e30Menpa3os B MPOXLDKEHHE Ha MOHe 3 Mecela, a B NI0Be4eTo Cryan B
NPpOABIDKEHHE Ha rojuHa. Cepro3HH NPU3HALIH Ha XHIIOMATHE3MEMHA KATO yMOpa, TCTaHHA,
IEeMPHYM, KOHBYJICHH, 3aMaiiBaHe U KaMEpHA apUTMHs MOraT Jia C& MOABAT, HO T¢ MOTAT 2 3anoHHaAT
cKpHTO ¥ Ja 6baar npeHeOperHatu. [Tpy noseyueTo 3acerHaT NALMEHTH, XMIIOMArHE3HEMUSITa CC
nonoOpABa Clie]] 3aMeCTHTeITHA Tepanud ¢ MarHe3HH W NPEKpaTiBaHe NpHEMa Ha HIII. [Tpw
NALHeHTH, KOWTO C& O4AKBa &a GbAAT Ha MpOIBDKHTENHA Tepanus Wik kouro npuemat U1 8
KOMOGKHALIMA ¢ AUTOKCHH MM IEKapcTBa, KOWTO MOTAT /1a TIPEJM3BHKAT XHIIOMarHesueMus (Hanp.
AMYPETHLM), 3APABHUTE CTICHHANKCTH TPAOBa 1a HMaT NPE/IBU] H3MEPBAHE Ha HUBATA Ha Marse3um
npeH 3anousane Ha Tepanua ¢ UITI1 v nepHoaAHYHO 110 BpEME Ha JICHEHHETO.

Puck_or ¢paxTypH

M HXu6UTOpHTE HA MPOTOHHATA MOMTIA, 0COOEHO aKO C€ H3MO3BAT BBB BHCOKH 1034 M 32 ABJIBT
nepuoA OT BpeMe (>1 roanHa), Morat yMepeHo J1a TIOBHILAT PHCKa OT ¢pakrypu Ha HeApOTO, KUTKATA
WK rpbOHA4YHHES CTHIO, INIABHO NMpPH MALUHEHTH B CTAPYECKa BH3PACT WIH [IPH HATMHKE HA APYTH
M3BECTHH pHCKOBH dakTopH. O6cepBauMOHHH MPOYUBAHHS MIPEANOIATaT, ¢ HHXHOMTOpUTE Ha
POTOHHATA MOMIA MOraT [ MOBHLIAT OOLIKA PHCK OT dpakrypa ¢ 10-40%. B HAKOH cyyau TOBa
[IOBHMILIEHHE MOXeE 2 e ABJDKHA Ha ApYrd pUcKOBH daxTopi. IlaueHTHTe ¢ PHCK OT OCTEONOpO3a
Tps6Ba J1a MOIY4aBaT rPHXKH ChIIACHO HACTOALLUTE KIIHHUYHY PBKOBO/JCTEA U TpaOBa fa UMaT
aZeKBaTeH NpUeM Ha BHTaMuH D H kanimi.

Cy0akyTeH KOXEH JYITYC epUTEMATONEC (SCLE)

UHXHOUTOPHTE Ha POTOHHATA NIOMINA Ca CBbP3AHM ¢ MHOI'O peIKH Cllydad Ha SCLE. Ako ce noasAT
ne3uM, 0cOOEHO B yYacTbLUH OT KOXaTa, H3JIOXKEHH Ha CIbHYCBH JIbYH, H KO T€ Ca ChbIIPOBOACHH €
GOJIKH B CTaBUTE, MALUEHTET TPAOBa He3a0aBHO Ja MOTHPCH MEIHLIHHCKA TOMOI H MCAHUHHACKHAT
CIIELMaTHCT CIeBa 4a 0OMHUcIM criipaHe Ha npuema Ha HekcuyM. SCLE, HacTeNuA crieat MpeaXoaHo
neueHye ¢ HHXKWOUTOP Ha MPOTOHHATA MOMMA, MOXE [1a YBE/IHYH PDHCKaA OT SCLE npu ynotpeba Ha
ApYrd MHXUOMTOPH Ha NPOTOHHATa MOMa.

KoMOuHMpaHe ¢ ApYTy AEKAPCTBEHH MPOAYKTH
PesyrTaTi OT NpOy4YBaHHsA MPH 3APABH A0OPOBOIIIY MOKa3BaT (papMaKOKHHETHIHO

/dapMaKOAMHAMHYHO B3aMMOAEHCTBHE MEXIY KAONMHAOIpe (300 mg HaToBapRalla 503a/ /5 mg
NHEBHA NMOAIBPXKAIIA [103a) U e3omenpa3on (40 mg nepopanHo JHEBHO), KOETO BOAU A0 HaAMaJICHa
eKCTIO3MLIMS HA aKTUBHHA MeTaGonHT Ha Konmaorpen cpeano ¢ 40% v 1o HamaspaHe Ha
MaKcuMajiHaTa HHXuOuuus Ha (AJIQ wHOyuMpaHa) TPOMOOLIMTHA arperalms CpeaHo ¢ 14%. BB3
OCHOBA HA TE€3U JaHHH, HOBPEMEHHO MPHIOKEHHE Ha €30MENPa30N H KIOMHA0rpesl TpsOBa na ce
n36srea. Brok cplIo TOYKA 4.5.

KoraTo ce mpeAnycBa €30MENPaso 3a JIEHEHHE NPH HYXKa, TpAOBa a ¢¢ UMa NpeBAL
BBE3IMOMKHOCTTA 33 B3aHMOAEHCTBHS C APYTH JIEKAPCTBA, Ab/DKALIM CE HA QIYKTYHPAHETO HA
[U1a3MEHHTE KOHLIEHTPAaLMK Ha e3omenpason. Brx Touka 4.5.

Texxu KOxKEH Hexenany peakumu (SCAR)

MHOTO PAJKO BBB BPB3Ka C IE4EHHETO C €30MENpaso ce ChodillaBa 38 TEXKH K
peakiH (SCAR), kato epurema myatugopme (EM), cunapom Ha Stevens-Joh
enuaepMasida Hekpoausa (TEN), nekapcTBeHa peakuma ¢ €03HHO(WNHA H CHC
(DRESS), kouroT MoraT Aa 6baT XKHBOTO3aCTPalIaBall| HilH JICTAIHH.




TMauvenTure TpaOBsa aa 6baaT MHGOPMHUPAHU 33 MPU3HAUWTE U CUMITTOMMTE Ha TEXKaTa KOXKHA
peakuua EM/SJS/TEN/DRESS u TpabBa He3abaBHO 1a IOTHPCAT MEIULIMHCKH CHBET OT CBOA nexap,
KOTaTo 3a0eexaT KAKBHTO U Aa OWIO MOKa3aTe/IHY MpOo3HALi! WIH CHMITTOMH.

[IpH nosisa Ha NPU3HALK K CHMITTOMH Ha TEXKH KOXHH pEaki{HH JIEUSHKETO ¢ e30Menpa3ol TpsOBa aa
ce NMpeKpaTH He3abaBHO H MpPH HeOOXOMHMOCT Aa C€ OCUTYPH NOITBIIHHTEIHO MEAHIIMHCKO
neyeHue/BHUMATENHO HAOMOIEHHUE.

JleueHHeTO He TPAGBa Aa ce Bb30GHOBABA NpH nauueHTH ¢ EM/SJ S/TEN/DRESS.

3axapo3a
To3u nNpoayKT Chabpxka 3axapo3a. [lauueHTHTe C pEAKH HACNECACTBEHH 3a00IaBaHuA, U3pa3dBallH Ce

C HEMOHOCHUMOCT KbM (pyKTO3aTa, ¢ ManabcopbLmsa Ha rIFoK03a-TalaKTo3a WIH HEA0CTATbYHOCT Ha
CyKpasa-M3oMaliTasa He TpsabBa na ynoTpeOaBar ToBa JI€KapcTBO.

TTopnugBaHe Ha J1a00paTOPHHUTE PE3YITATH
[loBHiIeHOTO HHBO Ha XxpoMorpaHHH A (CgA) Moe Jia NOBIHAC HA U3CICIBAHUATA 32

HEeBPOEHAOKPHHHHY TYMOpH. 3a Ja ce u3berHe Tosa B3aUMOIEHCTBHE, JICUCHHETO ¢ €30MENPa3ol
Tpsa6Ba Ja ce Crpe BPEMEHHO Hakl-MaNKo 3a 5 HU Npeiyt ONPEIENIHETO Ha CgA (BX. Touka 5.1). Ako
HuBaTa Ha CZA M racTpuHa He ca C€ BB3CTAHOBIWIH B PEPEPEHTHHTE CH IPAHULIN CIIE/l HAYATHOTO
onpeAeNsHE, H3MepBaHeTo TpA6Ba aa ObJe NOBTOPEHO |4 nuM cned CripaHe Ha JICUSHHETO C
MHXHOMTOP Ha MPOTOHHATA [TOMIIA.

CrabpikaHye Ha HaTPUH
To3K €KAPCTBEH MPOAYKT ChAbPKa 0-MaIKO OT | mmol HaTpuit (23 mg) Ha Tabnerka, Taka 4e

MpaKTHYECKH HEe ChAB[KA HATPHH.
4.5 BsanMonelicTBHE ¢ APYTH JEKAPCTBEHH NPOAYKTH B Apyr# GopMH Ha BIaEMOACIicTBHE
EdexTn HA €30Menpa30] BbPXy GapMAKOKHHETHKATA HA IpYTa JeKapcrba

IIpomeasnu unxubumopu

CrobuiaBa ce 3a B3aUMOAEHCTBHE Ha OMENPAa3oJl ¢ HAKOW aHTHPETPOBHPYCHH MCIHKAMCHTH.
KIMHHYHOTO 3HAYEHHE H MEXAHH3MHTE, KOHTO CTOAT 3a] Té3H B3aUMOJEHCTBHA HE BHHArH Ca
wipecTHH. [TopULeHOTO cToMawHO pH Mo Bpeme Ha NCUEHHETO € OMETIPA30JI MOXKE J1a IPOMELHH
abcopOLMATA HA AaHTHPETPOBUPYCHHSA MEAHKAMCHT. Jpyry Bb3MOXHK MEXaHM3MH Ha
p3aUMOeiicTBHe MoraT aa 6baar nocpenctsom CYP2C19.

[Ipy HAKOH AaHTUPETPOBUPYCHH METUKAMCHTH, KATO aTa3aHABUD H HendUHABHP, ce ChOOIIaBa 32
[IOHKMKABAHE HA CEPYMHHTE HHUBA MPH CHBMECTEH MPHEM C OMENPA30, IOPAJH KOETO HE CC
nIpenopbyBa AHOBPEMEHHO NpHAOKeHHe. ENHOBPeMEHHOTO MPUIIOKEHHUE Ha OMENPA30] (40 mg
BeNHBK AHEBHO) ¢ aTazaHasHp 300 mg/puronasup 100 mg npH 3ApaBH noOpOoBONLIMA NMOHIKABE
AHAYHTENHO EKCMO3HLIMATA Ha aTazaHaBup (MpubausuTenHo 75% NOHMKaBaHe HA AUC, Cpnax 8 Ciin).
VeeMueHHETO Ha fo3aTa Ha atasaHasup A0 400 mg He KOMINeHCHpa BIMAHHETO HAa OMENPasol BbPRY
eKCIIO3ULMATA Ha aTazaHasup. [Topaan cxoaHHTE papMakOIUHAMHYHH edeKTH ¥ PapMaKOKMHETHUHH
XapAKTEPUCTHKM Ha OMENPa30/l K €30Menpaso, €AHOBPEMEHHOTO NPUJIOKEHHE Ha €30Menpaso ¢
aHTMPETPOBHPYCHN MEMKAMEHTH KaTO aTa3aHaBHp (B3, To9Ka 4.4) u HenduHasup (BXK. TOUKa 4.3) He
ce NnpernopryBa.

[Ipu ApYr¥ aHTHPETPOBHPYCHU MEANKAMEHTH, KATO CAKBMHABMD, CC ¢po0illaBa 3a MOBHILIABAHE HA
cepyMHHTE HHBa. HAKOH aHTMBHPYCHH MEAHKAMEHTH OCTABAT C HEPOMCHEHH CEPYMHH
e (HOBPEMEHHO MPUWIOKEHHE C OMENpPasolL.




Memompexcam
Cpo6i1aBa ce 3a NOBUINICHH HIBA Ha METOTPEKCAT, KOTaTo € MpHEMaH 3a€/1HO C HHXUOUTOPH HA

npoToHHaTa nomna. [Ipn npuoxeHue Ha BUCOKU 03 METOTPEKCAT MOXKE A CC 06MHCIH BPEMEHHO
NpeKLCBaHE Ha €30MEMNpason.

Taxpoaumyc
Yma cLOOILEH S, Ye eIHOBPEMEHHOTO NPHIOKEHUE Ha €30MENpason NOBHILIaBa CEpyMHUTE HHEA Ha
TaKpPOIUMYC.

Jlexapcmeenu npodykmu ¢ pH 3asucuma pe3opoyus

TToTHCKAHETO Ha CTOMAIHATA KHCETMHHOCT MO BPEME Ha Jie4eHHe C €30MCIIpa3on U IpYTH
MHXMOWTOPH HA MPOTOHHATA TIOMIA MOXKE /12 HAMANTK HJIH yBEJIHHH pe3opOuMATa Ha JIEKAPCTBA, YHATO
pe30pOLms € 3aBHCHMA OT CTOMAILHOTO pH. Kaxto u npu ynorpebata Ha ApYTH J1€KapCTBa, KOMTO
MOHUXKABAT UHTPAracTpaiHaTa KHCeJIHHHOCT, pesopOLmATa Ha JIEKapCTBa KaTO KETOKOHA30,
RTPAKOHA30J1 M epIOTHHHO MOXe 1a Ob/ie HamMalleHa, 0KaTo pe3opbuMATa Ha TeKapCTBa KaTo
AMIOKCHH MOsKe 12 ObjJe NOBHUILIEHA NPU JICUEHHNE C C30MENpasodl. EHOBPEMEHHOTO NPHIIOKEHHE Ha
omenpason (20 mg AHEBHO) M AMFOKCHH TIpH 37pABH 1OGPOBONLM NOBUIIABA OHOHAIHYHOCTTA Ha
nurokcu ¢ 10% (o 30% npu ABaMa OT AeceT A0OPOBOALIM).

Jexapcmeenu RpOOYKmMY, MemaboRusUpany om CYP2CI9

Esomenpason uaxubupa CYP2C19, OCHOBHUAT EH3NM, meTabonusupall esomenpason. [lopany Tosa,
KOTATO e30Menpa3oi ce KOMOHHHPA ¢ JIEKApPCTBEHH NPOAYKTH, KOUTO CC MeTa0onu3upar oT
CYP2C19, xaTto AuazenaM, uMTanonpam, HMHIPaMHH, KIOMHIpaMHuH, GeHUTPHH H Ap. NJIA3MEHHUTE
KOHLIEHTPALMH Ha TE3H JIEKapCTBa MOXeE [ia Ce YBEeIH4aT U /13 C¢ HAJIOKH HAMAlICHHC Ha noszara. Topa
Tps6Ba Ja ce MMa PeABUII, OCODEHO KOraTo €€ NPEeANICEa 3a AeHeHUE HpH HYy¥JA.

Juazenam
EQHOBpEMEHHOTO HpHIOKeHHe Ha 30 mg e3oMenpasol € TOBEJIO A0 45% HaMalleHHe Ha KIHpbHCA Ha
cyberparu Ha CYP2C19 Ha auasenam.

Denumoun

EanoBpeMeHHOTO npunoxeHue Ha 40 mg e3oMenpason € 108en0 Ao 13% yBenuueHHe Ha HaH-
HHUCKUTE IUTa3MeHM HHBA Ha GeHHUTOHH npH Gonnn ¢ ermwmnencus. IIpenopriea ce MOHMTOpHpaHE Ha
[UTa3MEHUTE KOHLIEHTPALMH Ha (PEHHTOHH MPH 3aM04YBaHe WK MPEKbCBAHE HA JIEYCHHUCTO C
€30MeIpasoll.

Lwrocmaszon

Omenpasos1, KaKTO ¥ €30MENpasos, ACHCTBAT KaTo urxudutopu Ha CYP2C19. Omernpa3ol, npuiaratd
B €JHO KPBCTOCAHO Mpoy4Bane B KO3H OT 40 mg MpH 31pasH n06poBoLH, yBennuara Cmax 4 AUC Ha
HMJI0CTA307 ChOTBETHO ¢ 18% 1 26%, a elMH OT HETOBUTE aKTHBHH MeTaB0oIUTH CHOTBETHO ¢ 29% M

69%.

Luzanpuo

Tlpu 3apaBK J0OGPOBOJILH EAHOBPEMEHHOTO NPIUIOKCHUE HA 40 mg e30Menpa3o e JoBeno a0 32%
yBeJMYEHHE Ha TUIOLITA NOJ KPHBATa KOHLEHTPalllA-BpEME (AUC) u no 31% yawmxaBaHe Ha
BPEMETO Ha MOMYKUBOT (1172), HO He e HabMOaBaHO 3HAMHUMO yBENIABAHC Ha MaKCHMAITHUTE
[1a3MEHH HMBa Ha ua3anpus. Jleko yasmxenuat QTc unrepsan, HabnioaaBaH clie] CAMOCTOATENHO
[PIIOKEHHE Ha K3ATIPHIL, HE Ce € YBENMYM/ JOMBIHHTENHO, KOraTo IH3alipia e Oun JaaeH B
KOMBHMHALMA C €30Menpasol (BX. ¥ Touka 4.4).

Bapcapun
B paMKiTe Ha KIHHHYHO MPOYYBAHE BPEMETO 32 KOArynailnud npu NauyeHTH, [IpHEMAIIH
eqHOBpEMEHHO 40 mg e30Menpasol ¥ BappapuH He MpeBHIlIaBa NOMYCTHMHTE CTOMHOC V& Iy
TORA, C€Jl pa3pelaBaHeTo 3a ynorpeba, ca HabmonaBaHH HIAKOIKO H30IMPaHR CITyHa) A
aHAYMMOCT Ha noBwieHo Hueo Ha INR. [Tpenopbusa ce nekapcko HabmoNeHHe Ha NpLEe)
KOUTO 3AMI0YBAT M [TPEKPATABAT €AHOBPEMEHCH TIPHEM Ha papapHH WK PYrd KyMs % )
MPOU3BOIHH.




Knonuoozcpen
Pe3ynTaTH OT MpOYy4BaHKA MPH 31paBH A00pOBOLM NOKa3BaT GapMaKOKHHETHUHO
/bapMaKOAMHAMUYHO B3auMoselicTBre Mexxay kionunorpest (300 mg HaToBapBawa no3a/75 mg
IHEBHa MOTbPKAILA J03a) M e3oMenpa3on (40 mg nepopanHo AHEBHO), KOSTO BOAH 10 HaMANIeHa
eKCITO3ULIMA Ha aKTHBHHA MeTabonuT Ha Kinonugorpen cpeaHo ¢ 40% v 1o HamanABaHe Ha
MaKCHMaTHATa HHXHOHIMS Ha (AJID HHAYUKpaHa) TpoMOOLNTHA arperalua cpeaHo ¢ 14%.

KoraTo K1on4aorpe e NpuiaraH 3aeHo ¢ Gpukcupana komOuBaums ot e3omenpason 20 mg + ACK
81 mg, CpaBHEH ChC CAMOCTOATEIHO MpHJlaraHe Ha KJIONKUAOTPEN B MPOYUBAHE CBC 3/paBH
noGpoBONLIM, HMa HAMAJICHA €KCTIO3HUMA Ha AKTHBHHS metabonut Ka knonuaorpen ¢ noutu 40%.
O6aue, MAKCUMATHATE HUBA Ha MHXUOuLMs Ha (AJD uHayuMpaHa) TPOMOOLMTHA arperauns npu
Te3H JIULIA € €HAKBA B FPYNUTE Ha KIOMUIOrPen M KIOMHAOrpen + KOMOMHHpaHHa (esoMenpason +
ACK) npoayKT, BEPOATHO NOpaiy €JHOBPEMEHHOTO NPHJI0KEHHE Ha HHCKA 1034 ACK.

He e curypHo, obaue, 10 kakBa cTeleH TOBa B3aHMOACHCTBHE € KIMHHYHO BAXHO. EaHo
NPOCMEKTUBHO, PAHIOMH3UPAHO (HO HE3aBBLPILEHO) NIPOYHBaHE (NPH HAR 3 760 nanxeHTH,
cpaBHABAILO ILiaue6o ¢ oMenpa3o 20 mg NpH NalMeHTH, JICKYBaHH ¢ KIIOMHAOTPEN H ACK) u
HepaHAOMU3MpPaHH, post-hoc aHaNK3M Ha JAHHH OT OJIEMH, MPOCNIEKTHBHH, PAHAOMHU3IMPAHH
npoyuBaHKs 3a KIHHHYeH H3xoa (npu Hax 47 000 MaLMEHTH) HE MPEACTAaBd AOKA3ATE/ICTRA 32
MOBMILIEH PHCK OT HEXKENIAHO CHPAECYHO-CBAOBO CHOMTHE, KOTAaTO KINOTUAOTPE U HTI1I1, skntourTEnHO
e30MENpasoji, ¢a NpuiaraHi €JHOBPEMEHHO.

TIpoTUBOpEYHBH JAHHH 33 KIMHHYHHTE NOCIIEANLM OT (apMaKOKHMHETHYHO/PapMakoAHHAMHYHO
B3aMMOZCHCTBUE Ha €30MENpasol no oTHoleHne Ha 3HaunreHH CC chOuTHA ca JOKIAABAHH OT
oGcepBalldOHHM M KITHHHYHHM NpoyuBaHus. KaTo npeanasHa Mapka €AHOBPEMCHHATA ynotpeba ¢
Konuaorpen Tpadea aa ce usbsarea.

Hanedsanu Aexapcmeenu npodykmu 6e3 KIUHUYHO 3HAYUMO 63QUMOOeUCmeue

AMoxcuyuaun U XUHUOUH

TloKa3aHo €, 4e €30MEMNpa3oi HAMA KITHHHYHO 3HAYHUMH e(EeKTH BLPXY bapMakOKHHETHKATA Ha
aMOKCULIWITHH MJTH XHHUJIMH.

Hanpoxcen unu poghexoxcub

He e ycTaHOBEHO KNMHHRYHO 3HAYMMO PapMakOKHHETHYHO B3aUMOJCHCTBHE NIPH €HOBPEMEHHOTO
APHIOKEHHE Ha €30MeNpa30a ¥ HaNpOKCEH MITH €30MENpason U potdexokcud B paMKHTE Ha
KPaTKOCPOYHH KIHHHYHH MPOYUBAHHS.

EdexTh Ha APYTH JeKAPCTBEHH NPOAYKTH BLPXY GpapMaKOKBRHETHKATA HA €30Menpa3on

Jlexapcmesenu npodyxmu, xoumo uxxubupam CYP2C19 w/uru CYP3A44

Esomenpason ce metrabonusupa or CYP2C19 u CYP3A4. EAHOBPEMEHHOTO NMPH/IOKEHHE Ha
ezomenpazon ¥ uExubutopsT Ha CYP3A4 xnapurpomuims (500 mg nsa meTH JTHEBHO) € JOBENO 10
yaBosiBaHe Ha excriosuumaTa (AUC) Ha esomenpasona. EAHOBPEMEHHOTO NPHIOKEHHE Ha
ezoMenpason M kombunupan nuxubutop Ha CYP2C19 u CYP3 A4, kaTo BOPHKOHA3011, MOXE 1A
fnoBe/ie AC YBEJIMYABAHe Ha €KCIIO3HLMATA Ha €30MENpason NoBeye OT ABa IBTH. BrnpekH ToBa, He ce
Hanara KOpMrMpase Ha Jo3ara Ha €30Menpa3oll U B 18aTa ciy4as.

Jlexapcmeenu npodyxmy, xoumo undyyupam CYP2C19 w/unu CYP3A4

JlexapcTBa, u3BecTHH KaTo HHAyKTopr Ha CYP2C19 wm Ha CYP3A4 win ¥ Ha ABaTa (KaTo
pUaMITHLMH ¥ XXBIT KAHTAPHOH) MOTaT Ja JOBeJaT N0 NOHHKABAHE HA CEPYMHUTE HHBA HA
e30MENPAa3osl KaTo NOBMINABAT MeTabOAN3Ma HA €30MENpasol.

[lequarpyyya nonynaanya
[IpoyuBaHus 3a B3aUMOJACHCTBHSA Ca MPOBEKAAHH CaMO NMPH BH3PACTHH.




4.6 QepTHIAHTET, OPEMEHBOCT H KbPMEHE

bpemMeHHOCT

KnuHu4HUTE TAHHY 3a eKcrio3duug Ha Hekcuym no BpeMe Ha OpeMEHHOCT Ca OTPaHHUYCHH.
EnuaeMHOIOrn4HM U3CAeIBAHHMA C palicMUYHATa CMEC OMEIPAa30n MpPH roJiiMa eKCHo3HLHA MO BpeMe
Ha OpPEeMEHHOCT He IOKA3BaT BPeJAHU WIM TOKCHYHH 32 eMOproHa edexTH. MscnensaHus npy >KUBOTHA
C €30MEfPa3’oJl HE OKa3BaT AUPEKTHH WIH HHAMPEKTHH €(EKTH MO OTHOLLEHHE Ha
eM6puoHanHoTo/peTannoro pazputHe. M3cneapaHus npy )KHUBOTHH ¢ palieMUYHaTa CMeC He MoKa3Bat
NIUPEKTHH MM HHAHPEKTHH €peKTH MO OTHOIEHHE Ha OPEMEHHOCTTA, PAXXRAHETO HITH MIOCTHATANHOTO
passuTue. Heo6x0auMO € BHHMaHUE TP NpeanHcaaHe Ha HekcuyM npr OpeMEeHHH XkKeHH.

OrpaHHYeHO KOJMYECTRO JAHHH NPH OpeMEHHH skeHH (M3Xo oT OpeMenHocT: Mexay 300-1 000) ne
coud MaTopopMaliMKi WK (eTo/HeOHaTaTHa TOKCHYHOCT Ha e30Menpa3oll.

ITpoy4saHus IIPH XKUBOTHM HE MOKA3BaT JHPEKTHH WK HHAMPEKTHH BPeIHU eeKTH MO OTHOLICHHS

Ha penpoAyKTHBHA TOKCHYHOCT (BX TOUYKa 5.3).

KnpmeHe

He e u3BecTHO AaNH €30MENpa3oil ¢e eKCKpeTHpa B KbpMaTa IpH yoBeka. He € Hann4Ha 10CTaTBYHO
uHbopMaLiHs 3a eQeKTUTE Ha €30MENpasol NIPH HOBOPOAeHH/KbpMadeTa. EzoMenpason He TpaOBa na
ce IMpwiara o BpeMe Ha KbpPMEHE.

DepTUAKRTET

[Tpoy4BaHHA NPH JKHBOTHH C paLIEMHYHATA CMEC OMENpPasod, NMpujaraH NepopaiHo, HE MOKa3Bar
e)eKTH 110 OTHOLUCHHE HA (PepPTHIIUTET.

4.7 EdexTH BLpXY cnocofHocTTa 32 modpHpaHe B paboTa c MAIIAHH

E3oMemnpa3son HMa He3HauuTeneH epekT BbPXY crocobHocTTa 3a WodHpaHe U paboTa ¢ MalUHHY,
PanopTyBany ca HeXKelaHH JIEKAPCTBEHH PEAKIIMH KATO CBETOBBPTEX (HEUECTa) H 3aMbITIEHO 3pEHHE
(psnxa) (Bx. Touka 4.8). Ako MauMeHTHTE ce MOBJIMABAT, He TpAGBa Na wodHpaT Wik aa paboTAT ¢

MalllHMHH.

4.8 HexeianH JIeKAPCTBeHH peaKNHH

O06o01menre Ha npodna Ha 6e30MacHOCT
I'naBobonue, abnoMunanHa 6onka, AHAPHA M raicHe ¢a Cpell TE3H HEXKENaHH PeaKLMH, KOHTO Ca
MOKJIaJIBAHY HAM-YECTO MPH KIIHHMYHK NPOYYBaHHs (M CHIIO TaKa OT NOCTMAPKETHHIOBa yHoTpeda).
B pomwiiHeHne, npodWILT Ha 6€30nacHOCT € NoAoOeH 3a pa3IHUHHTE QOPMYITHPOBKM, TEPANICBTHYHH
OKa3aHKA, BE3PACTOBH IPYNH H AOMynaudy naimeHtd. He ca uneHTHQULUMpaHH 10303aBHCUMH

HEXKEJIAaHU PeaKLMH,

TabnuueH CIHCHK ¢ HEXETAHU NEKapCTBEHH PEeaKIHH

CneaHWTE HEXENAHU IEKAPCTBEHH peakUUH ca HaGnionaBaH! HITH IO03MPaHK o BpeMe Ha
KJAMHUYHUTE H3IIMTBAHUA HA €30MEIPa3oi M OT NOCTMApKETHHIOBa yrnoTpeba. HUTO eaHa oT T4X He €

6uwna ceBp3aHa ¢ no3ata. Cnopel 4eCTOTaTa HA TAXHATA MOABA HEXEIAHUTE PEaKLIMHU Ce JEIAT Ha
(yectn > 1/100, < 1/10; neyectu = 1/1 000, < 1/100; peaxu > 1/10 000, < 1/1 000; mroro peaku <1/10

000).
ICHCTeMO-OprafeH Kac JecToTa Hexenana NeKapeTaeHa peaxinns
HapyiueHusa B KpbBTa U TuMpHaTa Peaku UleBkOneHHs, TPOMOQLATOIE IS
- 14T ' , .
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t{apymeﬂﬂﬁ Ha MeTabonmu3zama 1 [Heuectu [lepudepen oTOK
PaHCHETO Penxu XHNOHATpUEMHUA
Hen3BecTHA 4ecToOTa XHnoMarHe3sueMHus;, TeKKaTa
XMIIOMAarHe3ueMua MOXKE Ja JOBeae
IO XHIMOKaJTUMEMHA;
XHUNoOMarHe3sueMHus MOXKE ChIIO
TaKa Aa JOBEAE JO XHITOKAITHEMHA
[TcHXHYHA HapYyLIeHH HeuecTH HUHCcOMHUA
Penxu Pa3apasHeHHe, O0BPKAHOCT,
nenpecus
MHOro peJiku ArpecHs, XalloUuHHaLHH
HapyweHus Ha HepBHaTa CHCTeMa [HecTH napodOIIHE
HedyecTH ICBEeTOBDBPTEXK, MApECTE3n,
ICOMHONEHTHOCT
PeaKH HapyuieHua Ha BKyca
HapyiuexHs B 3peHHETO Peaxu [3aMBIIICHO 3peHHe
HapyuieHusa Ha cityxa H HeuecTH BepTuro
ecTHOynapHH pa3cTPOMCTBA
PecninpaTOpHH, TOPAKATHU H Penku bpoHxocna3zsm
MeAMACTHHAIHY HApYILIECHHS
\CTOMAIIHO-YPEBHH HapyUICHHA €CTH A6aoMHHATHA 00NKa, KOHCTHIALMS,
Hapu, ¢praTyJICHLIHA,

aneHe/TIOBpbILAaHe, IOJIMMH Ha
wHOTO (dyHIOyCca) Ha cTOMaxa
no0poKkayecTBEHH)

HeuecTH ICyxora B ycrara
Penku ICTOMATHT,
racTPOUHTECTHHAMHA
KaHAHAO03a
MHoro peaxu MUKPOCKOIIHYEH KOJIMT
YepHoApoOHH HApYILIEHHS HeuecTH [ToBueHH Y€pHOAPOOHH €H3HMH
Penku XenaTuT cxe WK 6€3 KBATCHHLIA
Muoro peaku YepHoapoOHa HEJOCTATBYHOCT,
cHLedanonaTus NpH NaLydeHTH ¢
AHAMHE3a 32 NpeAMIIHO
yepHOApobHO 3abonsaBane

Hapymenus Ha KoxKara U HeuecTH @i;:mam"r, cbpbex, 0bpus,

MIOAKOXHATA ThKaH HKapHs
Peiku Agoneuus, GOTOUYBCTBUTEITHOCT
MHOro peaxu Epurema MyNnTHhOpME, CHHAPOM Ha

IStevens Johnson, TOKCHYHA
enuaepmanua Hekposausa (TEH),
CTpa reHepaM3npasa
Emamemamana nycTyJi03a
(AGEP), nexapcTBeH oOpHB ¢
leO3HHO(HIHA U CHCTEMHH

umnromu (DRESS)
HeusBecTHA 4ECTOTA y0aKyTeH KOXKEH JYITYC
pHTeMaToaec (BK. Touka 4.4)
MyCcKyJIOCKEIETHH, HapyLICHHA Ha [He4uecTH paKTypa Ha GenpoTo AHTKS T
CHEIMHUTETHATA TEKAH B KOCTHTE rpLOHAYHUS cm @sﬁ“ A

Penky
HOr'0 peKH
Hapyuienns Ha 6x0peunre o MHOTrO pelKH




MHKOYHATA CHCTEMA

PenpoaykTHBHA CUCTEMA MHOro peaky [ vHEKOMACTHUA
Hapyienus ot o061 xapakrepH  [Peaks agHAJIOCT, MOBULIEHO
HAPYIIEHHS B MACTOTO HA TOTOOTAC/IAHE
TIPHIOKEHHE

CrobmaBane Ha NOAOHPAHH HEKE/IAHH PEAKIIHHA

CpobiIaBaHETO Ha MOAO3SHPAHH HeXKENaHKH PEaKIIMH ClieA pa3pellaBaHe 3a ynorpeda Ha 1ekapcTBeHus
MpOAYKT € BaxkHO. TOBa No3Bo/ABA 4a NMPOLBIDKH HAGMIOASHHUETO Ha CHOTHOLIEHHETO NOJI3a/PHCK 33
NIEKapCTBEHHA NPOAYKT. OT MeAULIMHCKUTE CIIELIMAIMCTH €€ H3MCKBa [1a CHOoOWIAaBAT BCAKA
MOAO3MpPaHa HEeXeNaHa peakuus 10:

buarapas

H3nbwnHUTENHA areHUHS 1O AeKapcTBaTa
yi. ,,Jamas I'pyes" Ne 8

1303 Codus

Ten.: +359 2 8903417
yebcait; www.bda.bg

4.9 Ilpeno3npane

Jlo nHec HAMA ONMT C NpeaHaMepeHo oTpasine. CUMITTOMHTE ONTHCAHH BHB Bph3ka ¢ 280 mg ca
racTPOMHTECTHHANIHY CHMITTOMH W CHMITTOMH Ha cnaboct. EquHuuHM n03u 0T 80 mg He ca AoBeny a0
Hakakso cebutHe. He e H3secten cnetduuen antuaor. EaoMenpason ce CBBp3Ba ¢ IU1a3MEHHTE
IPOTEMHH B MHOT'O BUCOKA CTEMNeH W NOpagHv TOBa HE ce OTCTpaHsABa JIECHO 4Ype3 AManu3a. Kakto nph
BCEKH CIy4ail Ha NpeRo3upaHe, JedeHHeTo TpaOBa na 6bae CHMIITOMAaTHYHO H Ja C€ NPUIAraT oo1H
NON ABPKALLH MEPKH.

5, PAPMAKOJOI'MYHH CBOUCTBA

5.1 ®apMaKkoAHHAMHYIHH CBOHCTBA

dapmakoTepaneBTHYHA rpyna: JlekapcTsa 3a ieyeHHe Ha pasCTPOHCTBA, CBBP3aHH ¢ KMCE/IMHHOCTTA,

UHXUOMTOPH HAa MPOTOHHATA MOMIIA
ATC kon: A02B CO05

EszoMenpason € S-u30Mep Ha oMenpas3ol H HaMaifgBa CTOMAIHATA KHCETHHHA CEKPELMA Ype3 BUCOKO
MPHLIEICH MeXaHW3bM Ha aeiicTeue. Toil € cneLpuyeH HHXHOUTOP Ha MPOTOHHATA NMOMIIA B
napHeTanHara kierka. R- U S-u3oMepuTe Ha oMenpa3on uMaT noaodHo GapMaKOIMHAMHYHO
NeACTBHE.

MexaHu3nbM Ha JeHCTBHE

Ezomenpazon e caba OCHOBa M ¢€ KOHLIEHTPHPa M NMPEBpPHINa B aKTHBHA GOpMa B CHIIHO KHCenara
cpella Ha CEKPETOPHHUTE KAHAIYETA B MAPHETAITHHATE KJICTKH HA CTOMALIHATA JIMTABHLA, KBAETO TOH
uHxuOupa ensumMa H', K'-AT(d-a3za - ocHOBHa €H3MMOCHTIypsBaIlla AEHHOCT Ha MPOTOHHATA MOMIA H
MHXHOMpa KakTo 6a3asiHaTa, TaKa H CTUMYJIHpaHaTa KHCEIHHHA CEKpeLInA.

dapmMakoIHHAMUYHH €PEKTH

Cnen nepopajte nprem Ha 20 mg u 40 mg e3oMenpasos HauanoTo Ha edekTa ce Habmo P w no \
eauH 4ac. [Ipy MHOrokpaTHo npunoxexHue Ha 20 mg esomMenpazon BEAHBXK JHEBHO B A‘: PKCT ;

MET JHM CPEJHATA MAKCHMA/IHA KHCEJTMHHA NPOAYKLHS Cle/l CTHMYAHPaHE C NEHTaray MM € Sian s

gy ﬁ' ' = i
Hamamia ¢ 90% npu usMepeaHe 6-7 yaca ciiell NpHeMa B ACH MNETH. S G A

Cren ner AHM NepopaliHO npunoxkeHHe Ha 20 mg 1 40 mg e3oMenpa3on CTOMAITHOTO\PkE 2
MOAABPKAHO CHOTBETHO B MPOAL/DKEHHE Ha cpeano Bpeme ot 13 U 17 "aca ot 24-uacOonys g}pﬂﬁﬂ,




npu naureHTH ¢ ['EPD. I1polieHTHT OT NALIKCHTH Ha 20 mg e30MeMNpasoll, KOUTO ca NOAABPKAIH
" cromaiusoTo pH Haa 4 B npoab/keHHe HA HAAH-MANTKO 8, 12 1 16 yaca e 6un cboTBeTHO 76%, 54% w
24%. CHOTBETHHTE NIPOLEHTH npH e3omenpason 40 mg ca 6w 97%, 92% un 56%.

JToka3aHa e Bpb3Ka MeXIy HHXMOMPAHETO Ha CTOMALTHATA CeKPELIMA M EKCTIOSHUMATA TTPH
waniona3pane Ha AUC kato pedepeHTEH N0KA3aTeN 3a IUtasMeHaTa KOHUCHTPALKA.

HManekypane Ha pedyKc-€30(arut ¢ €30Mernpasos 40 mg ce Habmonasa npuban3HTENHO NpH 78% OT
NaLMeHTHTe chel 9eTUPH ceaMUIY ¥ Ipu 93% cnen oceM CEAMHLIA.

EnHoce IMHUYHO JiedeHHe ¢ e3oMenpason 20 mg ABa IMETH AHEBHO H NIOAXOAIIH aHTHOMOTHLIH BOJIH
[0 ycneliina epaaukauus Ha H. pylori nipH npuonuskrento 90% OT NaUHCHTHTE.

Crien NedeHHeE 38 epafuKalis B MPOXBIDKEHKE Ha e/IHA CEIMMLIA CE CUHTA, HE HAMA HYHAA OT
OC/IeABALIA MOHOTEPANHA C AHTUCEKPETOPHH JIEKApCTBA 32 €(PEKTHBHO H3ICKYBAHE Ha 33 U
OTCTPaHABAHE Ha CHMITTOMHUTE NPH HEYCIOKHEHN TyOACHATHH A3BU.

B panaoMH3UpaHo, AIBOHHO-CJIAINO, r1ane0o-KOHTPOIMPaHO KIKHAYHO NPOYHBAHC, 764 nauUeHTH C
eHJOCKONCKH NOTBBPACHO KbpPBEHE OT NENTHYHA A3B4, C4 OWIM pPaHIOMH3HPaHH J1a NoTy4aBat
HexcuyM HH(py3HOHeH pasTBop (n=375) WiH naueto (n=389). Cien eHA0CKONCKa XeMOCTasa, B
NPOABL/DKEHUE Ha 72 yaca NauW{EeHTHTE NOTyHaBald WK 80 mg e30MENpasoli MHTPABEHO3HA HHOY3UA
2a 30 MHH. C TOC/IE/ABaIIa HenpeKkbeHaTa HHYy3us o1 8 mg/h, win mauebo. Cnen HavanHHUA NEPHOA
oT 72 4aca, BCHYKH NalHeHTH MoJIy4asaiy B MPOIb/DKEHHC Ha 27 nuu 40 mg nepopaneH HexcuyM 3a
KHceNMHHa cynpecs. IIPOLIEHTHT Ha OABA Ha MOBTOPHO KBPBEHE CIICA MO-MaNKo OT 3 AHH, 6un 5,9%
B rpyrnata Ha HexCHyM B CpaBHEHHE C 10,3% B ruiauebo-rpynara (p=0,0256). Ha 7-us u 30-ua neH
c/lefl MPUIUTIOYBAHE Ha JICYEHHETO, MPOLCHTET Ha NOABA Ha NOBTOPHO KppBEHE B rpynara Ha Hekcruym
CIpAMO rpynara Ha nnaue6o 61 CLOTBETHO 7,2% cripamo 12,9% (p=0,0096) u 7,7% cripamo 13,6%
(p=0,0092).

[To BpeMe Ha JleYeHUE C AHTHCEKPETOPHH IEKAPCTBCHH NPOYKTH racTpHHa B CEpyMa C€ MOBHILLIABA B
OTrOBOP HA MOHWKEHATA KHCEIHHHA CEKPELIHA. B pesyaTar Ha HamaneHaTa CTOMallHa KHCeTHHHOCT
ce nopwIaBa i HUBOTO Ha CgA. TTosrileHoTO HMBO Ha CgA MOXe 1a NOB/IHAC Ha UICIENBAHUATE 38
HEBPOEHACKPHHHH TYMOPH.

Hanuuuute my6MKyBaHH JaHHM 0Ka3BaT, 4€ IPWIAraHeTo Ha MHXWOHTOPH Ha [TPOTOHHATA TIOMMNA
TpsGBa Ja Ce NPEYCTAHOBH MEXY 5 JIHU U 2 ceamuum npeas HaMepeane Ha CgA. Tosa c¢ npaBH ¢
uen HuBata Ha CgA, KOMTO MOTAT I €2 BXUIMBO MOBHILICHH CNIEA NEHCHHC ¢ U111, nace
BBL3CTAHOBAT 10 pePepeHTHUTE CH IPaHHLM.

KakTo npH Aeua, Taka u NNpH BE3pacTHHU NP NPOAB/DKATETHO leueHHUE ¢ €30Menpaso ca
naGmonabanM nopuieH 6poit ECL, BepOATHO CBBP3aHH C NMOBHLICHATE CEPYMHN HUBA Ha racTpHHa.
Cyura ce, 4e Te3u HaXOAKH HAMAT KIMHHYHA 3HAHHUMOCT.

[To BpeMe Ha MPOABLKHTENHO JICUCHAE C aHTHCCKPCTOPHH NeKapcTBa ce choOIaBa 32 H3BECTHO
yBeJMUEHHE Ha YECTOTATA Ha MOABA HA KHCTO3HO-ACTeHEPATHREH NPOMEHHU B CTOMALLIHUTE EPO3HH.
Te3u MpOMEHHM ca CEACTBHE OT NPOAB/DKHTEIHOTO uHXUGHpaHe Ha KMCENMHHATA cekpenis. 3acera ce
cYHTA, 4e Te ca JoOpOoKaueCTBEHH,

TToHHIKEeHATa CTOMALIHATA KMCEIMHHOCT B PE3yJITaT OT pa3iuYHH BE3ACHCTBUS, BKIIOUUTENIHO Ha
MHXUOUTOPH HA NPOTOHHATA MOMNA, BOAH A0 HApacTBaHE Ha 6pos Ha GakTepHHTE, HOPMAJIHH
OGUTATENN HA FACTPOUHTECTHHANHHUA TPAKT, B cToMaxa. Tepanuira MHXUOHUTOpH Ha NIPOTOHHATa
OoMIa Moke 1a TOBEAE A0 JEKO MOBHILEH PHCK OT CTOMALIHO-4PCBHA HHGEKLHH, KaTO TAKMB
npuuviHeHu oT Salmonella u Campylobacter, a IpH XOCNUTAITH3HPAHH NIALIUEHTH - BB3MO
u Takupa npuunxenu ot Clostridium difficile.




KnnHu4Ha ehUKacHOCT M 6e30MacHoCT

B 1Be KIHHHYHH H3MHTBaHMs B CpaBHEHHE ¢ paHUTHAMH, HekcryM nokaspa no-A00sp edeKT Nnpu

JledeHye Ha CTOMaLIHA A3Ba NpH NalUCHTH NpHEMAallH HCIIBJL, exmiountenno COX-2 ceNneKTHBHH
HCIIBJIL.

B nBe KIMHUYHH H3MHTBAHUS B cpaBHeHHe ¢ twialebo, Hexcrym nokassa no-106bp edexT NpH
npodHIaKTHKA Ha CTOMAIlHA ¥ AyOoeHallHa f38a NPH NAlHCHTH Ha HCIIBJI (1a Bp3pacTt >60 W/HiIH C
npeayiIHa A38a), BKIoUHTENHO COX-2 CeNEKTUBHH HCIIBJL.

[TepnaTpryHa NOIyAalHAA
B npoy4BaHe MpH NeJHATPHYHH MALHEHTH C I'EPP (1a BB3pacT < 1 xo 17 roanHn), npueMaiiuy

IBACOCPOYHA Teparnus ¢ UHXHOUTOP HA MPOTOHHATA NOMIIa, 61% oT AeLara ca pa3BWIM JieKa CTeneH
ECL-K1eThbYHa XHNEPIUIA31a ¢ HEH3BECTHA KJIIHHHIHA 3HAYUMOCT H 6e3 pa3BHTHE Ha aTpopUYCH
racTPHT WK KapLIMHOMIHH TYMODH.

5.2 ©PapMaKOKHHeTHIHH CBOHCTBA

AGcopbuus

Esomenpa3on e JabuaeH B KUCENa CPesta H Nopaly ToBa Ce npiara NnepopaiHo BLB BHA Ha
CTOMAIIHO-YCTOMYMBH rpanyH. [IpesphillaHeTo B R-H30MeEp in vivo e He3HauHTesiHO. PesopbumsTa Ha
e30Menpaso € Obp3a, KaTO MAKCHMATHUTE IU1a3MCHH HHBA CC nabnroaapar npubnusutenHo 1-2 yaca
cnen npHeMa. AGCoONOTHaTa OHOHATMYHOCT € 64% cnen enuHH4Ha go3a oT 40 mg ¥ ce nopxuiasa Ao
89% cJe/l MHOTOKDATHO NPUIOKEHHE BeIHbXK JHeBHO. [1pn 20 mg e3oMernpa3oil CbOTBETHHTE
CTOHHOCTH ca pecniekTHBHO S0% u 68%.

EOQHOBpPEMEHHOTO NpHEMAHE C XpaHa MOXe Jia 3a0aBM U HAMaJK pe3opOnMsiTa Ha e30MeNnpasod,
BHIIPEKU Y€ TOBa HE OKa3Ba 3HAYHMO BJIMAHHC Ha edeKTa Ha €30MENPA30J BbPXY CTOMALIHATA
KHCEJTHHHOCT.

Paznpenenenue
OGeMbT Ha pa3npeje/ieHHe B PABHOBECHO ChCTOAHHKE MPH 3/pasH JIMLA € npubausurenno 0,22 kg,

Ezomenpason ce CBbp3Ba ¢ M1a3MCHHTE NPOTEHHN B 97%.

Bumancgﬁogmmﬂ

EaoMenpasod ce MeTaboaH3npa HAITBJTHO OT CHCTEMAaTa Ha IHTOXPOM P450 (CYP) T.e. OT Heropure
usomepu CYP2C19 u no-mainko or CYP3A4. OcHoBHaTa 4acT OT MeTaboau3Ma Ha e30MENpason
sapucH oT nonuMopuus CYP2C19, oTroBOpEH 32 o6pazyBaHeTO Ha XHAPOKCH- H JE€3METHII-
MeTabouTH Ha e3omenpason. OctaHanata 4acT 3aBHCH OT APYT cneudduueH usoen3um - CYP3A4,
OTrOBOPEH 38 06Pa3yBaHETO Ha €30MENpasoli CyJIPOH, OCHOBHHAT MeTaboNUT B M1a3Mara.

ENHMHHHpaHE
[TokaszaTenure no-A0/1y OTpa3aBaT NpeANMHO (papMaKOKHMHETHKATa Ha JIMLA ¢ $YHKUMOHHPALL

CYP2C19 eH3um, eKCTeH3WBHY MeTabonu3aTopu.

ToTaaTHUAT Nna3MeH KIKpBHC € okono 17 Vh cnen enuHH4HA 032 H OKOJIO 9 I/h cnea MHOTOKPATHO
npunoxeHue. [I1a3sMeHHAT NOTYKHBOT € OKOJIO 1,3 4 cne MHOTOKPATHO NPHNAraHe BEAHBXK JHEBHO.
E3omenpaso ce eTHMHHKPA HAITBJIHO OT M1a3MaTa MEXTy NIPHEMHTE KaTO HAMa TCHCHIHA 34
KyMyJMpaHe fpy NpHeMaHe BEAHBXK JHEBHO.

[ agHuTe METABOIUTH Ha €30MENpPa3ol HAMAT eeKT BbpXy CTOMAILIHATA KHCEIIMHHA CCKPELIHA,
[outu 80% OT nepopalHarTa A03a Ha €30Menpasoll ¢¢ eKCKpETHpAT ROA dopMmaTa Ha MeTal {g\mﬂ No

L]
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JInne#tHocT/HeanHeHHOCT
dapMaKOKMHETHKATA Ha €30MENpas3osl € U3C/Ie/[BaHa NPH A03H 10 40 mg nBa IIbTH JHE! L
nojl KpHBAaTa KOHLIEHTpaLMi-BpeMe Ce yBeH4YaBa MpH MHOTOKPAaTHO npuaarate Ha e30MEIPAYOAF ="




ToBa yBenyueHHe 3aBMCH OT [103aTa W BOAH A0 NOBEUE OT NPOMOPLHOHANHO Ha 103aTa YBEIHUEHHE Ha
AUC cnen MHOrokpaTtHo npwiarate. TasH 3aBUCHMOCT OT BPEMETO M J03aTa C¢ Ab/DKH HaMaliCHHE Ha
MeTaboIM3Ma [PH MTBPBO NPEMHHABAHE H HA CHCTEMHHA KIHPBHC, BEPOATHO NPHUHHEHH OT
uuxubGupanero Ha eHsumMa CYP2C19 oT e30Menpason WK HEroBuA CYJIPOHOB METa0OJIHT.

CnenuajJRA FPYNHA NAHHEHATH

Crabu memaboauzamopu

[Mpubnusurenyo npu 1-2% ot nonynaumara jsuncea pyskuronupay CYP2C19 en3nm u Te ca
HapedeHHu cnabu merabonusaropu. I1pH Te3u nuLa MeTaboAU3MBT Ha €30MEMPA30]l BEPOATHO CE
karanusupa npeauMuo ot CYP3A4. Criea MHOrokpaTtHo rpunaraHe Ha 40 mg e30Menpasosl BEAHbK
IHEBHO CPEAHATA ILIOM O] KPUBATa KOHUEHTpalua-ppeme ¢ 6una npubmusurento 100% no-roasma
npH cnabure MeTaGONM3ATOPK, OTKOJIKOTO MpH jiHuaTa ¢ GpyHxkuxoHupam CYP2C19 eHzum
(eKCTeH3MBHH MeTaGonu3aropu). CpeIHHTE MAKCHMAHH TIA3MEHH KOHLIEHTPALMK ca Oniu
noBHIleHH ¢ okono 60%. Te3u HaX0AKH HAMAT OTHOLUIEHHE KBM JO3MPAHETO Ha €30MENpasoll.

Ilon

Cnen eqHOKpaTHO Npuiiarade Ha 40 mg esoMenpa3so) cpeiHaTa IOl MO KpHBaTa KOBUCHTpalHA-
ppeme ¢ npubanzurento 30% no-roasma nNpH XEHH, OTKOJIKOTO MpH Mbxe. He e ycranoseHa nososa
Pa3IMKa e[l MHOMOKPATHO NPUIAraHe BeHbX AHEBHO. Te3n HAXOAKH HAMAT OTHOLIEHHE KbM
J03WPAHEeTO Ha €30MENpaso.

Hepnoopobro yepescoare

MeTaboar3MBT Ha €30MENpazoi NpH GONHH ¢ JIEKO 10 YMEPEHO HapylieHa GyHKIHA Ha 9epHHA Apod
Moke 1a 6se BiomieH. CteneHTa Ha MeTaGo/IH3MpaHe € HaMajieHa NPH MalHEHTH ¢ TEXKO YBpEIcHa
yepHOAPOOHa GYHKIMSA, KOETO BOAH IO YABOABAHE Ha ILIOLITA MOJ KpPHBaTa KOHLUEHTpaLMA-BpeME Ha
ezoMenpasoin. [lopaay ToBa Npu NAUMEHTH ¢ TeXKa JUChYHKUMS He TpAOBa a ce MpepHILaBa
MaKCHMaTHaTa Ao3a oT 20 mg. E3oMenpo30i 1 rnaBHUTE My MeTabOIHTH He NOKAa3BaT TEHACHLWA 38
KYMYJIHPaHe NpH NPpHEMaHE BEIHBXK JHEBHO.

bvbpeuno yepeocoane

He ca npoBexIaHH NpOyYBaHUA [Py MALHEHTH ¢ HamaneHa 6x0peuna ¢pynkuma. Toi kato npes
GBOpeLHTe Ce H3BBPLIBA EKCKPELMATAa Ha METaDOIUTHTE Ha €30MeNpa3osl, HO He H €JIHMHHUPAHETO Ha
M3XOJHOTO CheIMHEHHE, HE CE OYaKBaT IIPOMEHH B MeTaboH3Ma Ha €30MeNpasoli NMpHU NAalHeHTH ¢
yBpeeHa ObOpeuHa pyHKIHS.

Cmapuecka ev3pacm
MeTaGoM3MBT Ha €30MEMNpa3oll HE & NPOMEH: 3HAYUTETHO MPH NMALHEHTH B CTapyecka Bb3pacT (71-
80 roaunm).

ITeouampuuna nonyaayus

Onowu na ev3pacm medxncoy 12-18 zoounu.

Cnen MHOrokparteH npdem Ha 20 mg u 40 mg esomenpason, obmara excrnosuuus (AUC) 4 BpemeTo 3a
IOCTHMIaHE Ha MAaKCHMAJIHA TUIa3MeHa KOHLIEHTPALMA (tmax) TIPH OeLia Mexay 12-u 18-roauuiHa
BB3PACT Ca CbH3MEPUMH ChC cTOHOCTHTE HabmoaaBaHy NPH BH3PACTHH NAUHEHTH H [IPH ABETE
NO3HPOBKH Ha €30MeETpasoll.

5.3 IIpeaAxIBHAYAE JaHHH 32 6€30MaCHOCT

HekTMHWYHH JaHHH OT KOHBEHLHOHAHU NIPOYYBAHHA HE YCTAHOBABAT HAKAKBH 0COOEHH PHCKOBE 34
yOBEKa Bb3 OCHOBA Ha (papMmakonoruyuHa 6e30nacHOCT, TOKCHYHOCT Cllel MHOIOKPAaTHO TPETHPAHE

pa3BuTHE. HexxenaHu ekapcTBeHH peakiiMH, KOMTO HE ca HaOIIoOAaBaHH B KIIHHHYHH NP
HACHTHOULMPAHH TIPH )KHBOTHH NMPKH HYMBA HAa EKCNO3HLIMA OJTH3KH [0 TE3H OT KJIMHHYH
U ¢ Bb3MOXKHA BPB3Ka C KIMHHYHOTO NPHAOKEHHE Ca KaKTO C/IedBa!

HzcneasaHusTa 33 KAHLIEPOr€HHOCT NPH IUIBXOBE, H3BbPLICHH C palleMHtiHaTa CMeC, ¢
xunepruiasus Ha cromainnure ECL-xieTky U KapupHouau. Tesu croMauHu eexrd np
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IBJDKAT Ha MPOIDKUTEHATA 3IBEHA XHIICPracTPMHEMHUA BCACICTBHE HA HAMANICHATa NPOXYKIIMA Ha
CTOMAIITHA KHCE/THHA K ¢a HabIoaaBaHH Cliel PO Sb/DKUTENHO TPETHPaHE Ha IUTbXOBE ¢ HHXHOUTOPH
Ha CTOMANIHATA CEKPELUA.

6. PAPMAIIEBTUYHHA JAHHU

6.1 ColucobK HA MIOMOLHUTE BElleCcTBA

"nuueponos MoHocTeapat 40-55

Xunposnosa

XHImpoMenosa

Yenesen oxcu (Tabnerkyn 20 mg: yepBeHHKapo-Kabas  >keiT) (E 172)
Marsde3ues creapar

ChnosauMep Ha METAKpU/I0Ba KHCETHHAa-eTHIakpunar (1:1), 30 npoueHTHa AUCnepCHs
MuUKpOKpHCTAIHA LIETYN032

CuHreTH4eH napaduH

Makpororns

[Tonucop6ar 80

KpocnoBuaoH

Hatpuer creapundymapat

3axapHu chepH (3axapo3a U HapeBHIHO HHILECTE)

Tank

Turaros avokcun (E 171)

Tpuetunos uuTpaT

6.2 HecbBMEeCTHEMOCTH
He e npunoxnmo.

6.3 Cpok HA TOAHOCT
3 roAUHA

6.4 CuentHa/IHH YC/IOBHS HA ChbXPaHEHHE
Ma ce coxpanssa noj 30°C. Jla ce cpxpaHsBa B OpHIMHAIHA ONIAKOBKa, 32 [a ¢¢ HpeANa3H OT BJara.

6.5 Baa B chLABPKARAE HA ONAKOBKATA
BaxcTep OT aryMHHUEBO OJIHO.
Bavcrepan onakoBku ¢ 14 TabnieTKy.

6.6 CnenHaInR NpeAna3HA MePKH NPH H3XBLP/ISAE H padoTa
Hsama crenMasHy U3HCKBAHHA 32 H3XBHPAHE.

[TpunoxxeHHe C racTpajaHa CoHAa
1. TTocTaBeTe TabneTkaTa B MOAXOMALIA CIIPHHLIOBKA M HAITLIIHETE CIPUHLIOBKATA C NPUDNH3UTETHO
25 ml roaa u npubnusurendo S ml Bp3ayx. Toea € He00OX0AKMMO, 33 Aa C€ NIPEAOTBPATH 3aITyLLIBAHETO
Ha COHJATa OT ToMyYeTa OT TableTkara.

2. He3abaBHo pa3iiaTere CHPHHLIOBKATA 3a OKOJIO 2 MMHYTH, 33 Jla pa3TBOPHTE tabnerkara.

3. 3apwHKTe CIPHHLIOBKATA H3MPABEHA CHC 320CTPEHHA KPaH HAarope K MpOBEPETE AAlH HE €
3amylleHa.

4. TIpukpeneTe CNPHHLIOBKATa KbM COHAATA KAaTO MPOAB/LKHTE a A IbPXUTE B CHILOTO MONOXKCHHE
5. PasknaTeTe CIPHHIOBKATA M 4 HACOYETe C BbpXa Hanosy. Hrkektupaire 5-10 ml Begye 2B Np
coHpara. U3sajere CIpHHIIOBKATA e HEDKEKTHPEHETO H § pa3kiaTeTe (CIPHHLIOBKE / AINDEATIESELE, N
I'BPIKH ChC 320CTPEHU Kpail Harope, 3a Ja He ce 3anyIuu). S
6. O6BpHeTe CIPUHLIOBKATA ChC 3A0CTPEHHUA Kpail covell HAJIONy K BeHAara KHKeKTy g
ml B conaara. IToBTOpeTe Tazu npoLeaypa AOKaTo CIPHHIOBKATA CC H3MPA3HH.
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7. AKO HMa HY»/1a Jia € OTMHME BELECTBO, KOETO € OCTAHAJIO B CMIPHHIIOBKATA, HATILIIHETE
crnipuHiloBKaTa ¢ 25 ml Boaa v 5 ml BB3ayX H MOBTOpETE METa CTHIIKA. 38 HAKON COHAM Ca
HeoOxoauMH 50 ml Bona.

7. MIPUTEXATEJ HA PAZPEHNIEHHETO 3A YIIOTPEBA
Griinenthal GmbH, Zieglerstralle 6, 52078 Aachen, ['epmanns

8. MIPUTEXATEJI HA PAIPEIIEHHUETO 3A ITAPAJIEJIEH BHOC
“becta Mea” EOO/], ya. "KsHuo Cxopues” Ned, 5350 Tpasua, buirapus

9. HOMEP(A) HA PAZPEINEHHUETO 3A YHOTPEDBA
20020295

10. TATA HA ITBPBO PAZPEITABAHE/TIOAHOBABAHE HA PASPEIIEHHETO 3A
YIMOTPEBA

Harta Ha mepRO paspelaBane: 03 despyapu 2002 r.
Jata Ha nocjeaHo nogHopasaHe: 25 wonu 2007 r.

11. JATA HA AKTYAJINZIUPAHE HA TEKCTA
01/2025

IMoapo6bHa HpopMaLXA 3a TO3M JIEKapCTBEH MIPOAYKT € NpeaocTaseHa Ha yebcaifta Ha
HUsnwaHdTENHATa areHUUs Mo JiekapeTsara: http:/ www.bda.bg.




