KPATKA XAPAKTEPHUCTHKA HA ITPOAYKTA



ar ]
e o i

00A/F

BRI

. - s
i III| --I I ] J .,l' 5 '-',:' "-.\,
v L E 3

1. UME HA JIEKAPCTBEHUA MNPOAYKT
Jlan3yn 30 mg cToMaluHO-yCTOHYHBH Kancyu, TBbP/M T b o
Lanzul 30 mg gastro-resistant capsules, hard E,—929 Ug -07- 2024
2. KAYECTBEH U KOJIMYECTBEH CBHCTAB

Bcesika cToMaluHO-ycToiHYMBa TBbPAA Kancyna cbabpxka 30 mg nawsonpason (lansoprazole).

[IoMOLIHK BELIECTBA C U3BECTHO JIEMUCTBHE:
Beska kanicyna ot 30 mg chabpxka 149,23 mg 3axapo3a.

3a NbJIHUA CIIUCHK HAa MOMOLLHUTE BELIECTBA, BUXKTE TOYKA 6. 1.

3 JIEKAPCTBEHA ®OPMA
CromaluHo-ycToiYMBa Kancyna, TBbpaa

Jlanzyn 30 mg: 6eau xenaTHHOBH CTOMALIHO-YCTOWYHMBH Kancyiu. Besika KarncyJa cbabpxa 0enu 10
021€10 KasABU WM J1€KO PO30BH CTOMALLUHO-YCTOHYHMBH MEJIETH.

4. KJIMHUYHHU JAHHH
4.1 TepaneBTHYHH NMOKa3aHus

JlaH3yn € nokasaH npu Bb3pacTHH.

@ JleueHue Ha noOpokayecTBeHa CTOMAIlIHA W 1yO€HaIHA A3Ba
Jleuenue Ha pedaykc ezodarur

o Epanukauus Ha Helicobacter pylori B koMOHHaLIMS CbC COTBETHATA AaHTMGMOTHYHA Teparnus 3a
neyeHue Ha Helicobacter pylori-acouunpana s3Ba

e JleyeHue Ha cebp3anu ¢ npuem Ha HCTIBC noGpokayecTBeHH CTOMAIIHM U AyOdEHATHH S3BH
MpH NAaLMUEHTH, U3UCKBALLH NMPOABbIKUTENHO JedyeHue ¢ HCIIBC

® IMpodunakruka Ha pa3suTHe Ha cBbp3anu ¢ npueM Ha HCTIBC cTOMallHM M AyOaEeHATHH 381
MPpH PUCKOBH MNMaLMEHTH, U3UCKBALLH NMPOABIKHTEIHO JieYeHHe (BXK. Touka 4.2)

® CumnToMaTHuHa ractpoesodaruanna pedykcHa 6onecrt

® Cunapom Ha Zollinger-Ellison

4.2 /l03HpOBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

JleyeHue Ha ayoJeHaIHa s3Ba:
[Ipenopbuntennara no3a € 30 mg BeAHBK AHEBHO B MPOABIKEHHE HA 2 CEAMHLIM. [Ipu HeHanbHO
H3JIEKYBaHH MALIMEHTH, JICYEHHETO NMPOAbJKaBa B ChLLATA 103a OLUE 2 CEAMHULIM.

JleyeHne Ha cToMalllHa s13Ba:

[lIpenopbuuTenHara 103a e 30 mg BeAHBXK JHEBHO B NPOABIKEHHUE HA 4 CEAMULIH.
OOMKHOBEHO MPOAB/KaBa 4 CeAMHULIK, HO MPH HEHABIIHO W3JIEKYBAHH 3a TO3M rnep
NIEYEHHETO MOXKE /1a MPOABL/KH B ChllaTa 103a oLle 4 CeAMULIH.

Pedayke e3odarur:




[IpenopbuuTenHara f03a € 30 mg BeAHBK IHEBHO B NPOAbLIKEHHE Ha 4 ceaMULH. [Tpy HeHAMbAHO
H3/IEKYBaHH 3a TO3HW NEPHOA NALHEHTH, JICUEHHUETO MOXKE J1a MPOAbIKY B CblUIaTa 403a oule 4
CEAMMLIH.

IMpodunakTHka Ha pedayke e3odarur:
Tpabsa na ce npuemart 15 mg BeaHbK QHEeBHO. [{o3aTa Moxe aAa Obae ysennueHa no 30 mg aAHeBHO,
KaKTo € HeoDXoauMo.

Epaaukauus Ha Helicobacter pylory:

[1p1 n360pa Ha noaxoaquia kKoMOUHHUpaHa Tepanya TpadBa na ce B3eMaT Noa BHUMAaHHE NOKATHUATE
O(PHULIMAIIHN PBKOBOACTBA MO OTHOWEHHE Ha DaKTEPUAHA PE3UCTEHTHOCT, MPOIBIKHTENHOCT HA
AEeUYEHHETO (HaH-4eCTO 7 AHW, HO MoHAKora 14 qHW) U npaBuaHaTa ynotpeba Ha aHTHOAKTEpHANTHUTE

dl'CHTH.

[Ipenopbunrennara go3a € 30 mg Jlansyn aga mbTH AHEBHO B NPOABJIKEHHE HA 7 IHH B KOMOMHALMS
C €IHO OT CEIHHUTE:

- xknapurpomuuud 250-500 mg aBa NbTH AHEBHO + AMOKCULIMIMH | € ABa MbTH AHEBHO

- xi1apurpoMuunH 250 mg aBa mbTH AHEBHO + MeTpoHKaazon 400 — 500 mg aBa NbTH JHEBHO

Epanvkaumns na Helicobacter pylory ce noctura, Korato KNapuTpOMHULIMH C€ KOMOHUHHPA WIH C
AMOKCHULMJIMH, WK C METPOHKA30, Y AaBa pe3yartaT npd Haa 90% oT nauneHTHTE, KOraTo ce
H3N0J3Ba B KOMOMHALKA C NaH30Mpa3on.

[LlecT Meceua cnen ycnewHo teveHHe 3a epaarKanus, pUckbT OT MOBTOPHA MH(EKLMA € MUHHMAIEH
U peLHIHUB € MANKO BEPOATEH,

Pa3raeaan € ChblI0 Cly4ail HA pesKKM, BKJIKOUYBaul naH3onpaszon 30 mg Asa NbTH AHEBHO.
AMOKCHUHWITHH | g 1Ba MbTH AHeBHO U MeTpoHKaaszoa 400 — 500 mg aBa nbTH aHeBHo. Habaropasanu
ca NO-JIOWH PE3yJITATH Ha epaJiMKalHSA MPH Ta3H KOMOHHALIMA B CPABHEHHE C H3MON3BAHE Ha
KoMOHHaUMA, BKITIOMBALLA K1apuTpoMUUuKH. Ta OM Morna aa e noaxoasila 3a nauueHTH, KOHTO HE ¢a
B CbCTOAHHE HA NPHEMAT KIAPUTPOMHULIMH KATO KOMIOHEHT HA TepANUATA 3a epaanKalHda Ha
Helicobacter pylory n korato MECTHHTE HUBA HA PE3HCTEHTHOCT KbM METPOHKAA30J1 Ca HHCKH.

Jleuenne Ha cBbp3aHu ¢ npuem Ha HCTIBC nofpokavecTBeHM CTOMALLIHY W AYOAEHANHYU A3BU [IPH
NaUHEHTH, U3UCKBALH NPOoAbILKUTENHO nedyeHue ¢ HCTTBC:

Beauwx aHesHo 30 mg B npoab/keHue Ha 4 ceaMHLUM. [IpH HEHANMBAHO U3NEKYBaHH NaUMEHTH,
NIEYEHUETO MOXKE 1a NPOABIKH 3a oule 4 ceaAmMULM. 3a NALKWEHTH C PHCK 3a A3BH, KOUTO Ca TPYIHH 32
JIeYEHHE, BEPOATHO CE M3MO03Ba 3a NO-AbJbl MEPHUOA HA JICYEHHE W/HIHN NO-BHCOKa 1034.

[IpodusiakTiika Ha pa3BuTHE Ha cBbp3aHU ¢ npueM Ha HCTIBC cromainim u AyoaeHanHu 1381 Npy
PHCKOBH MALHEHTH (HanprUMep NauHeHTH Haa 65-roavuiHa Bb3pacT WK ¢ aHAMHE3a 33 CTOMALIHA MITH
AyoaeHanHa A38a), M3UCKBALLW NPOABDKHTENHO N€YEHHUE:

|5 mg BeaAHBK AHEBHO. AKO neYeHUeTO He oKake edekr, ce npuiaraT 30 mg BeAHDbK JHEBHO.

CumnroMaTHyHa ractpoesodarvaina pedaykcHa 60ecT:

[Ipenoprumrennara go3a e 15 mg uau 30 mg aneHo. ObiekyaBaHe HaA CHMITTOMMHTE C€ NOCTHra
Obp30. Tpadea aa ce pasrnexaa HHAUBHAYATHO aJANTHPAHE Ha J03aTa. AKO CHMIITOMHUTE HE ce
oD/IeK4aBaT B paMKUTE Ha 4 ceIMMLUM ¢ AHEBHA 103a oT 30 mg, ce npenopsyBa NPOBEKAAHETO HA NO-
HAaTaTbUIHK U3C/IEABAHHUA.

Cungpom Ha Zollinger-Ellison:
[lpenopbunTennara HauanHa n1o3a e 60 mg. Jozara Tpabea aa ce noabepe HHAWBKAY
JIeHEHHETO TPAOBA Na NPOABMKH HE MO-ABATO OT HeoOxoaumoTo. M3nosiseanu ca aH
180 mg. Ako ce Hanara qHeBHaTa no3a na Haaeuwaea |20 mg nHeBHo, TpaOBa na 6
aBE NO3H.




CﬂEuHﬂﬂHH NonyJialdH

Hayuennmu ¢ Ovopeuno yepescdane
He e HeoOxoanMMK KOpHrupaHe Ha 4o3arta Mpy NaUMEHTH ¢ YBpeAeHa yepHogopOHa uan 6bbpeuHa

DYHKLMUS.

Hayuenmu ¢ vepnoodpodHo yepexrcoane
[Tpy nauneHTH ¢ yMepeHo MK TEXKKO YepHoapoOHO 3abonaBaHe ce npenopbuea aa ObaaT noa
PEAOBHO Ha0IOAEHHE M NMpH HEOOXO0AUMOCT HaManssaHe Ha ao3aTa ¢ 50% (Bx. Toukn 4.4 u 5.2).

Hayuenmu 6 cmapuecka ebapacni

[lopaan HamaneH KIMPBHC Ha IAaH30NPA30 NPH MALUEHTH B CTAPUECKA Bb3PACT MOXKE 1 Ce HATIOKH
KOPEKLMA Ha J03aTa B 3aBUCHMOCT OT MHAHBHAYATHHUTE H3UCKBAHHUA. A AHeBHA a03a oT 30 mg He
TpaOBa Aa ce HaJBMILUABA B CTAPYECKA BB3PaAcCT, OCBEH aKO HE ¢a Hanuue yOeAMTEAHH KIIMHHYHH
HHAWKALHH.

Heduampuuna nonviayua:

[IpunoxkenueTo Ha JlaH3yn npu neua He ce NpenopbyBa, Thid KATO HATMYHATA KIIMHHYHA HHbOpMaLIUS
€ OrpaHr4eHa (BXK. CbLLO TOYKA J.2) U NPOYYBAHHATA [TPY MIAAH KHUBOTHU NOKA3BAT HAXOJKH C
NOHACTOALLUEM HEH3BECTHA 3HAYUMOCT 3a XOpaTa (BXK. Touka 5.3). JledeHHeTo Ha MAJIKH Acua Noj €aHa
rOJAWLIHA Bb3pacT TpAOBa /1a ce U30sArea, Thil KATO HATMUHATA MHGOPMALIMA HE € NoKa3ana
NOJIOKUTENEH e(PeKT BLPXY JIEYEHHETO Ha racrpoesodaruaina peduykcHa donecr.

HayuH HA NpUIOKEHHUE

3a nocTHraHe Ha onruMasieH edexT, JlaHsyn TpaOBa na ce NpueMa BeAHbIK AHEBHO, CYTPHH, €
U3KNIOYEHHE HA CAYUYaUTe, KOTaTo ce U3NOoN3BRa 3a epaaunkauns Ha Helicobacter pylori, korato
neuyeHHeTo TpadBa na 6bAc ABa NBbTH AHEBHO — BEAHBLIK CYTPHH H BeHDBXK Beuep. Jlauzyn Tpabea na ce
npueMa Han-manko 30 MUHYTH Npeax XxpaHeHe (BHKTe Touka 5.2). KancynuTe TpabBa aa ce
NOrTbLIUAT LUEIH C TEHHOCT.

4.3 IIporuBOonoOKazanun

CBpbX4YBCTBUTEIHOCT KbM JIAH3O0MPA301 UAH KbM HAKOE OT TTOMOUIHUTE BELLECTBA, H30pOCHHU B
TOYykKa 6.1.

4.4 ChnenHajHH nNpejynpexaeHUs H COICHMHAJHH BPeANAZHA MEPKH IIPH ynoTpeda

310Ka4YECTBEH TYMOP HA CTOMAaXa

KakTo ¢ Apyru npoTUBOA3BEHHM TEPANUK, Bb3MOXHOCTTA HA 310KaYECTBEH TYMOP Ha cToMaxa TpadBa
Aa Obae M3KIIIOUEHA MPH JE€YEHHE HA A3BA HA CTOMAXa C J1IaH30Mpazodl, 3alloTo JaH30Mpa30] MoXKe J1a
MacKHpa CHMNTOMMTE W Ja AoBeae Ao 3abaBsHe Ha anarxosara.

HIV nporea3zHu HHXUOHTOPH

He ce npenopbuBa €eAHOBPEMEHHO NpPUNOKEHHE Ha JaH3omnpa3on ¢ HIV nporeazHd uHxnOuTopu,
qyusaTa abcopbuus 3aBUCH OT Kuceno ctomawHo pH, karo atazaHaByp W HenduHaBUp, Nopaau
JHAYUTETIHA peAYKLUHUS HAa TAXHATA OMOHATMUYHOCT (BX. Touka 4.5).

Bauaxue pbpxy abcopbursarta Ha Butamun B12
Jlan3zonpazos, KaKTo BCHYKH KHUCEIMHHO-00KHpallK NeKapcTBa, MOXKe Aa Hamanu adcopbuuaTa Ha
BuTamuH B12 (unaHkobanamuH) nopaau xvuno- UM axaopxuapua. Tosa Tpabea aa 6bae B3eTo noa

abcopbuua Ha BuTaMuH B12 npu npoab/kuTenHa Tepanus.

YepHoapoOHO yBpexaHe
Jlan3onpa3zon TpadBa na ce U3nosa3ea ¢ NOBULLEHO BHHMAHUE NPH NALUEHTH C YMEPEH
yepHoapoOHa aucdyHkiNA (BK. TOUkK 4.2 n 5.2)




CTOMaLIHO-4PEeBHU HHPEKUHUH, MPUYMHUHEHU OT BaKTepUH

JlaH3omnpa3on, KakTo BCHUKH HHXHOWTOpU Ha npoToHHaTa noMna (MIIT) moxe na ysennuu 6pos Ha
CTOMALIHHTE DAKTEPUU, KOUTO 0OUYANHO MPHUCHCTBAT B CTOMALLIHO-YPEBHHMSA TpaKT. ToBa MOXe Aa
NOBHLLH PHCKA OT CTOMALUHO-YPEBHH HH(MEKLMK, NPHUUHEHH OT OaKTEpHH KaTO Hanpumep
Salmonella, Campylobacter u Clostridium difficile.

[lpv nauueHTH, cTpajallii OT CTOMAaLIHO-AYOACHAMHH A3BH, TPADBA 1a ce B3eMa NOjA BHUMaHHE
BBIMOKHOCTTA 33 H pylori MHPEKUKNA KATO eTHONOrHYEH (haKTOp.

AKO naH30npa3on ce U3Nno/3Ba B KOMOMHAUNA ¢ aHTHOMOTHLM 3a epaaukauma Ha H. pylori nidekuns,
TpabBa 21a ce cneaBaT KpaTKHUTE XapaKTepHCTHKH Ha MNPOAYKTa HA T€3H aHTHOHOTHLH.

[1poABLAKHTETHO JIEUEHHE

[Topanu orpanudenuTe naHHK 3a 6€30NaCHOCT MPH NALKUEHTH Ha NMOTBPXKALIO JIEYEHHE 3a NEepHoa
NO-ALALI OT €Ha rO4MHA, NPHU TE3U NALMEHTH PeIOBHO TpAOBa A3 Ce H3BbPILBA OLEHKA HA
JIEYEHHETO H OLICHKA HA CHOTHOLUEHHETO MOJ3a/pUCK.

CTOMALUHO-UYPEBHHU HAPY LLIEHUS

CBODUIEHH ca MHOIO pEKU CNyYan Ha KOJIMT NPH MaLKUeHTH, Npydematly aansonpason. ChenosaTeaHo
B C/ly4ad Ha TEKKa W/WIK NepcucTypalla Auapus, Tpadsa na ce OOMHUCAW NPeyCTaHOBABAHE Ha
JIEYEHHUETO.

Eanospemenno npunoxenne ¢ HCTIBC

Jleuenue 3a npodHNaKTHKA HA NENTHYHA A3Ba MPH MALHEHTH, HYXKAAEUIH CE OT NPOABLKHTENHO
neuenue ¢ HCIIBC, tpabsa aa O0bae orpaHnueHa 10 NaUHEHTH C BUCOK PUCK (HANPUMEP CTOMALIHO-
YpPEBHO KBbPBEHE, NepPopaums WK A3Ba, CTAPYECKA Bb3PACT, €AHOBpEMEHHa yrnoTpeda Ha ieKapcTaa,
YBE/WUABALIH BEPOATHOCTTA OT HEIKE/IAHHU TEKAPCTBEHHU PEAKLIMK OT CTPaHa HA rOpPHATA YacT Ha
raCTPOHHTECHHUTAIHUA TPAKT (HANpUMEP KOPTUKOCTEPOM/IN UAH RHTHKOATYJIAHTH), HATMUME HA
CEpPHO3HA KOMOPOHMAHOCT MK npoabiikuTenHa ynorpeda Ha HCTIBC B makcumanuu go3u)

XHUNOMArHe3ueMus

[1py naumeHTH, JJeKyBaHu ¢ UHXHOMTOPU Ha npoToHHaTta (MITI) kaTo naHzonpazon B NpoALIKEHHE
Ha HaW-MAJIKO TPH MECELA, a B MOBEUETO C/IYHan U HA MOJHHA, HMa peKH ChODLUSHUA 3a TeXKKa
XunomarteaveMus. CEprHo3HH NPOSBH HA XMITOMArHe3UEMHUA KaTo rajieHe, TETAHHA, AeJIHPHYM,
KOHBYJICHH, 3aMasstHOCT U KAMEPHA apUTMHA, MOTaT a C€ NPOABAT, HO TE MOraT Aa 3arno4vHar
He3abensa3aHo v ga ObaaT npeHebperHaTH. XMNOMAarHe3UEMHUATA MOXKE 1a 10BeE A0 XHNOKANLHEMHA
H/MNK XHITOKaTUeMHs (BX. Touka 4.8). [Ipy noBeueTo OT 3aC€rHaTUTE NALUMEHTH XHIIOMArHE3HEMHATA
(M XHNoMarHe3Memusd, CBbpP3aHa ¢ XMITOKaJILHEMHSA W/ UK XHNOKATHEMHA ) NPEMHUHABA CEA MPHEM Ha
Marse3MeBy 100aBKH M NnpekpaTaBaHe Ha Jeveduero ¢ HITIL.

[lpy nauneHTH, 32 KOUTO Ce O4aKBa, ye LWe ObAAT Ha NPOALAKHTE/HA TEpPANHS, WIH KOHUTO NIpUemMart
HIII1 ¢ aurokcHH Uy NEKapCTBEHH NPOAYKTH, KOMTO MOFAT J1a MPUYHHAT XHIIOMArHesnuemus (Harp.
AWYpPETULH), € HEOOX0AMMO MEANUMHCKUTE CIICIUAUCTH /14 B3EMAT 10/l BHUMAHHE W3MEPBAHETO Ha
MarHe€3neBUTE HKBA NpeaH 3anousaHe nedyeHueTo ¢ U1 kakro W nepuoanyro no BpemMe Ha
TepanuvsAra.

DpaKTypH HA KOCTH
MHxuOHTOpUTE Ha NMPOTOHHATA NOMMA, 0CODEHO aKO c€ U3MOI3BAT BbB BUCOKH JI03H MPOAB/KUTENHO
BpemMe (Had | roaMHa) Morar pA3Ko 4a NOBHILAT pUCKA OT rpakTypa Ha OeIpoTOo, KMTKATa WiH
rpbOHayYHUs CTHIO, NPEAMMHO NPH NAUKMEHTH B CTAPYECKA BBL3PACT WM MPH HATTUUHE HA
puckoBH daktopH. [loapobHu H3caeaBaHKMS NOKA3BAT, Y€ HUHXHOWTOPHUTE HA MPOTOHHAT
MOTaT Aa NOBHUAT 001MsA puck oT dpakTypu ¢ 10-40%. YacT oT ToBa MOBKLLABAHE M
ABLDKHU Ha APYTH pUCKOBH (pakTopH. [launMeHTuTe, pUCKOBH 3a OcTeonoposa, TpAdBa A
CMope, CbBPEMEHHHTE KJIMHHYHU HACOKH, aAEKBATEH NPUEM HA BUTaMHH D n Kanumi.

CybakyTteH xoxed nynyc epuremaroaec (Subacute Cutaneous Lupus Erythematosus (SC




B MHOFO peakd cnyyad HHXHOWTOPK Ha NPOTOHHATa nomna ca ¢cebp3aiHy ¢ SCLE. Ako Bb3HMKHAT
NIE3UH, OCODEHO B OTKPUTHTE 3a CABHLE YHACTBUM OT KOXKATa, M aKO ca NMpHIAPYXEHH OT DOAKHU B
CTaBUTE, MALMEHTLT TPAOBA Aa MOTHPCH MEAHUMHCKA NOMOLL He3a0aBHO H MEANMLMHCKHAT
crniesuaaucT Tpsadea aa obmucau cnupaneto Ha Jlan3yn. SCLE cnea npeauiino neueHue ¢ HHXUOKTOP
Ha NPOTOHHATA NOoMMNa MOXe Aa yeennuu pucka oT SCLE ¢ apyrv ntHXMOUTOpH Ha npoTOHHAaTa
nomna.

CEpHO3HU KOKHH HEXENAHH PEAKIIUH

Cepuo3HHn KOXKHH Hexenanu peakunn (SCAR) kato cuHapom Ha Stevens-Johnson (Stevens-Johnson
syndrome/SJS), TokcvuHa envaepMania Hekpoauia (toxic epidermal necrolysis/TEN) u nekapcreena
peakuus ¢ eo3nHoduans u cucreMHd cuMnTomu (drug reaction with eosinophilia and systemic
symptoms/DRESS), konTo morar aa 6baat ;kuBoTO3acTpalLaBalllH WK JIETANHH, ca ¢boOLIABAHH BhB
Bpb3Ka C JICYEHHE C NaH30Npa3ol ¢ HeM3BeCcTHA YecToTa (BX. Touka 4.8). Kum MoMeHTa Ha
NPEANMUCBAHETO NALUEHTHTE TPADBA 1a ObAaT MHQOPMUPAHHU 3a MPH3HALKUTE H CHMNTOMHTE H Ja
ObaaT HabMOJaBAHKW BHUMATENHO 34 KOXKHH peakuun. AKO 3adenexar HAKaKBY HHIHKATUBHH
NpU3HALUKW UIW CUMNTOMHM 3a Te3HW peakuru, ynotpebara Ha naH30mpa3o Tpadea aa Obae npekpareHa
He3a0aBHO U Aa ce OOMHUCM ANTEPHATHBHO NIEUEHHUE.

[TosiinspaHe Ha J1adOPATOPHHUTE PE3YNTATH

[ToBrLIEHOTO HUBO Ha xpoMorpadHuH A (CgA) Moxe Ja NOBNUAE HA U3CTICIBAHHATA 33
HEBPOEHAOKPHHHH TYMOPH. 3a aa ce u3derHe ToBa B3auMoaeicTerue, neueHueTo ¢ Jlanzyn tpabea aa
Ce CIpe BPpEMEHHO HAW-MANKO 3a 3 AHM npeau onpeaensHero Ha CgA (Bx. Touka 5.1). AKo HMBaTa Ha
CgA M racTpyHa He ca ce€ Bb3CTaHOBWIM B pe()epEeHTHHTE CH MPAHKLIM ClieA HAYATHOTO OMNpeaensHe,
U3MepBaHeTo TpAORa Aa 6bae NOBTOPEHO 14 AHM cnea crnupaHe Ha JIeYeHHUEeTO ¢ HHXHOUTOp Ha
MPOTOHHATA MOMIIA.

bu6peuHo yBpexaaHe

Habatopgasan € ocTbp TyOynounTepetiumaned He@purt (TIN) npu naudeHTH, npuemalliy naH30mpas3on
¥ TOH MOXKE 1A C€ NOABH BbB BCEKW MOMEHT IO BPEME Ha TEpanuATa ¢ J1aH30npa3on (BxK. Touka 4.8).
OcTpuart TyOYNOMHTEPCTHLHATIEH HepUT MOXe Aa nporpecupa Ao 0B0peuHa HeJOCTaTbYHOCT.
Jlanzonpazosn TpaOBa Aa ce NPeKpaTH B ciydal Ha CbMHeHHe 3a TIN # CBOEBPEMEHHO 14 Ce 3aMOyHe
MOAXOAALLO JIEYEHHE.

3axapoza
flauMeHTH C peaKM HacIeACTBEHU NPOOJIeMU Ha HEMOHOCUMOCT KbM (DPYKTO3a, [MIOKO030-ralakTo3Ha
ManabcopOuus Unu 3axapo3o-uiomanrtaseH aedUUHT He TpsaOBa aa NpUEMaT TOBA JIEKapCTRO.

Hampuu
Toea nekapcTso chaAbprka no-Manko ot 1| mmol Harpuit (23 mg) Ha kancyna, T.e. MOXe Aa C¢ KAXKE, Ye

NPaKTHYECKH HE ChbAbPKa HATPUH.

4.5 B3auMOAeHCTBHA ¢ APYIrH JICKAPCTBEHH NPOAYKTH H APYrH (JOpPMH HA B3AHMOJEHCTBHE

EQERTH HA JIAH3IO0MNPA30.1 BbPXY JAPYIH JICKAPCTBEHH NMPOAYKTH

JlekapcTBeHH NpoAYKTH ¢ pH 3aBucuma adcoponus

JlaH3omnpa3on MoxXe Ja nonpedd Ha abcopbunaTa Ha ApyTrH NeKapcTBEHHU NMPOAYKTH, korato pH Ha
cToMaxa € BaXkeH (hakTop 3a opanHaTa OMOHANHYHOCTTA.,

HIV npoTtea3zHy UHXHOKUTOPH
He ce npenopbyaHa ¢AHOBPEMEHHO NPUIOKEHHE Ha nan3onpazon ¢ HIV npoteasHu S
yuaTo adcopbuua 3asucu ot pH Ha cToMaxa kaTo aTaHa3zasup 4 U HeIpHHABHD nop . . o R AN
CHrHU(HKAHTHA PeAYKLHS Ha TAXHATa OMOHANUYHOCT (BK. Touka 4.3). {?’ ;

KeToKOHA301 U HTPAKOHA3O




ADcopOUMATA HA KETOKOHA301 M MTPAKOHA30J OT CTOMALIHO-YPEBHHUA TPAKT Ce MOBHLIABA OT
NPUCHLCTBHETO HA CTOMALLIHA KHcenHnHa. IprnaraHeTo Ha naH3onpason Moxe Ja JoBese 0
CyOTepaneBTHYHY KOHUEHTPALUMH HA KETOKOHA30A W UTpakoHaso. KomGunauusTa Tpabea aa ce
H3daArea.

IIUroKCHH

EAHOBPEMEHHOTO NPHUAOKEHHE HA 1aH30MPA30] U JUFOKCHMH MOXKeE a A0Bee 10 MOUMILABAHE aH
NAA3MCHHTE KOHLEHTPAaUHK HA AMTOKCHH. [lnasmennTe HUBa Ha IMIOKCUH CieiBa 1a ce Npocneasear
M 103aTa Ha IMTOKCHH Aa ObAe KOpUrupaHa, npyd HeOOXOAUMOCT, NPH 3aroYBaHe M npekpaTasaHe Ha
AEYEHHUETO C 1aH30Mpa3on.

MeroTpekcar

EnHoBpemeHHaTa ynoTpeda ¢ BACOKH A03H METOTPEKCAT MOXE /12 NOBHLIM U YIBIKH CEPYMHUTE
HHUBA HA METOTPEKCAT H/HJIH HETOBHUSA MEeTA0O/UT, KOETO MOXE Na NOBee 10 TOKCHYHOCT HA
METOTpeKcaT. ETo 34110, KOraTo ce Hanara je ¢e npHeMaT BUCOKH 103 METOTPEKCAT, MOXKE Aa ce
HaNOXH BPEMEHHO CIIMPAHE Ha MpyYeMa Ha f1aH30Mnpaso).

BapdapuH

EavospemennoTo npunarane Ha nansonpason 60 mg u Bapdapun He NOBIHABA hapMaKOKHHETHKATA
Ha Bapdapun unn INR. Benpekun ToBa, nMa cbobuienns 3a nosuweno INR v yanikaBase Ha
NPOTPOMOMHOBO BpEME MPH NALMEHTH, NPHEMAILH €THOBPEMEHHO MHXHOWTOPH Ha NIPOTOHHATA
nomna H BapgapwH. [losuwasane Ha INR u yabmiaBaHe Ha NPOTPOMOHHOBOTO BpeMe MoXe /1a
nosene 10 abHOPMEHO KPBLBOTEUEHHE H JOPH N0 cMbpT. [launeHTUTE, NEKYBaHH €RHOBPEMEHHO C
NaH30Mpa3on H sapgaprH MOXE 1a C€ HATOXKH 1a OBIaT NPocaea9BaHH 3a noBUasaHe Ha INR u
YABXKAaBaHE Ha NPOTPOMOHHOBOTO BpeME, OCOGEHO B HAYAIOTO W/IH TIPH CNUpaHe Ha
CAHOBPEMEHHOTO JICYEHHE HITH NPH HENPABWIHA YNOoTpeda 3a naH3onpason

JlexapcTBeHH NPOAYKTH, KOHTO ce meTaboamiupar ot P450 enzumu

JlaH3001pa3on MoXe a NOBULIM MIA3MEHUTE KOHLEHTPALIMH HA JTEKAPCTBEHH POXYKTH, KOHTO Ce
MeTabonusupar ot CYP3A4. [penopbuBa ce MOBHIIEHO BHUMAHME NPH KOMOUHHPAHETO Ha
NaH301pa30il C NEKAPCTBEHH NMPOAYKTH, KOUTO ce MeTabOIM3UPAT OT TO3H EH3UM H UMaT TeceH
TepaneBTH4YEH MPO30PEL.

Teodnaun

Jlanzonpa3son Hamangea naa3MeHaTa KOHUEHTPAUMS Ha TeOPHINH, KOETO MOXKE 1a HAMaM OYaKBaHMUS
KNIHHHYEH edexT Ha ao3ara. [auvenTure TpabBa aa 6bAAT MOHUTOPHPAHH NIPH €AHOBPEMEHHO
NPpHACKEHHE HA JIAH30MPA301 H TEOPHUIHH.

Takpoaumyc

EQHOBpEeMEHHOTO NPHNOKEHHE Ha 1AH30MPa301 NOBHUILABA MIAZMEHUTE KOHLIEHTPALHH Ha
Takponumyc (Ha CYP3A u P-gp cy6eTpar). [lpunaranero Ha naH3onpaszon Moxe 1a yBenuuu
Cpe€aHaTa eKCno3vung Ha Takponumyc ¢ 10 81%. Ilpenopbusa ce npocneasasaye Ha nIa3zMeHoUTe
KOHUEHTApLUHH HA TaKPOIMMYC NMPH 3al04YBaHE UK NPHKJIIOYBAHE HA €JHOBPEMEHHO JIEYEHHE C
NaH30Mpa3o.

JlekapcTBeHH NPOAYKTH, TPAHCHOPTHPAaHK OT P-rankonporenun
[Ipn ynorpebata Ha nanszonpason e HabtogaBaHO HHXUOMPaHe Ha TPAHCAOPTHHUA NPOTEHH P-
rnvkonpoTtend (P-gp) in vitro. KnuxunuHata 3Ha4WMOCT Ha TO3M (aKT € HEHIBECTHA.

Edexr Ha ApYry fekapeTBeHH NPOAYKTH BhPXY JaH30NPAa30

JlekapcTBenn npoaykTH, Konto rHxu6upar CYP2C19

DnyBOKCAMHH
Moxe na ce HalloXKH pelyurpaHe Ha 103aTa, KOraTo 1aH3onpason ce koMouaupa ¢ C
MHXHOHTODa haysokcamuH. T1na3MennTe KOHUEHTpALMK Ha TaH30NPa30 Ce YBenHua




JlexkapcTBenn npoaykTu, KOHT0o HHAYuHpar CYP2C19 u CYP3A4
Enzumuute vuaykropy Ha CYP2C19 u CYP3 A4 karo pudaMnULKH M XBAT KAHTAPHOH MOratT
JHAYUTENHO Aa HAMAJIAT [Aa3MEHMTE KOHLEHTPALU MK Ha TaH30Npa30..

Apyru
Cykpandar/AHTHauuam

CykpandarbT/aHTHaUWIUTE MOraT Aa NOHUKAT BMOKATMYHOCTTA HA JIAH30NPA30I1. 3aTOBA
naxzonpa3sos Tpabea ga ce npueMa Ha-Maiiko | yac ciaen rnpuema Ha Te3d NeKapCTBEHH MPOAYKTH.

HCTIBC
He ca nabaoaaBaHu KITHHHYHO 3HAYUMH B3aMMOAeHCTBHUS Ha naHzonpason ¢ HCIIBC, Benpeku ue He
ca MPOBEXKAAHH OPHLHAIHHU MPOYYBAHHUS 38 B3ANMOAEHCTBHA.

4.6 PepTHIHTET, OPEMEHHOCT H KbPMeHe

bpeMeHHOCT

HUMa orpandueHy JaHHHM 3a ynorpedara Ha NaH30Mpason npu OpeMeHHH xeHU. [lpoyusanunsra npu
KMUBOTHH He MOKA3BaT NPEKH UM KOCBEHH BpeAHH e()EeKTH NO OTHOLIEHHE HA OpeMeHHOCTTA,
eMOPUOHANHOTO/QETATHOTO Pa3BUTHE, PaXXAAHETO HAM MOCT-HATAMHOTO Pa3BUTHE.

KaTo npeanaida Mapka ce npernopsbusa Ja ce u30srea ynorpedarta Ha naH30npa3oi o BpeMe Ha
OpeMEeHHOCT.

KbpMeHe
He e u3gecTHO nanu naH3omnpason ce otaena 8 kbpmara. [lpoyusaHusara npy xXUBOTHH Ca NMOKA3ANH
€KCKpeLUs Ha aH30MNpa3on B KbpMara.

Tpﬂﬁﬁa Aa CC B3CME PCLUCHHC NaJiK 1a CC ﬂpOﬂBﬂ}KH/ﬂpﬁyCTﬂHDBH KEPMCHCTO WK AdJIH 4 CC
HPOHLHH{HprBYCTHHOBH TEpAryriaTa C JaH30Npa30/J, KaTO CC B3CMAT npciABni moJidata OT KbPMCHCTO
34 ACTCTO H noJa3aTa OT TCPAlNHUATA © JIaH3CPAa30J 3a MaHKara.

QEPTUIHTET
[Ipu xoparta HAMA 1aHHH 3a Bb3ACHCTBYE HA JIaH30Mpa3on BbpXy qepTiiinTeTta. [Ipy nivxose,
MBXKKHAT N KEHCKUAT PEPTHAUTET HE € OWN MOBNHAH OT NaH30Npasoll.

4.7 EdexTH BLPXY cnocodHOoCTTA 32 WIodpHpaHe H paboTa ¢ MAIIHHK

Morar ga HaCTBLNAT HEXKENAHH JICKAPCTBEHHU PEAKLMH KATO 3aMaiBaHe, CBETOBBPTEX, 3PUTENHHU
HAPYWEHHA U CBHJIHBOCT (BXK. Touka 4.8). [IpH Te3n CbCTOAHKA BL3MOKHOCTTA 3a peakLMs MOXKe ja
Obae HamaneHa.

4.8 Hexenann nekapcTBeHH peakuHH

TabauyeH cnUCHK HA HEKENAHUTE PEAKUIMH

YecToTaTa Ha HEXETaHUTE JCKAPCTBCHH pPCaKUHU CC ONnpeaciiia 1no CJICAHHUA HAYHH.

MHOTO yecTH (=1/10)

yecTH (=1/100 to <1/10),
Hevectd (>1/1 000 mo <1/100),

peaku (>1/10 000 oo <1/1 000), WIAA n{m

MHoro peaku (<1/10 000),
C HEU3BECTHA YeCcTOoTa (YecToTara He MOxke Aa Obae onpeaenecHa oT HANUYHUTE JaHHH)
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3a BCMUKH HEXENaHU peakliui, ChOOLIERH OT NOCTMAPKETHHIOBHSA OITHT, HE € Bb3MOXH
Onpeaesv YeCTOTa Ha HEXKETAHUTE PEAaKLMK H 3aTOBA Te ca W30poeHH B rpada ,,c HEH3BE



yectota™. B PAMKHTC HA BCAKa Ipyra no HeCToTa HAd HCXKEJIAHHUTE pCAKUHWH TE Ca NPpEACTABEHH B
HU3IXOOs11 pcd B 3aBUCHMOCT OT CEPHUO3HOCTTA.

Yectora | HecTn HevecTH Peaku Mmuoro C
peaku HEeH3BeCTHA
- YeCToTA
_OPraHeH KJi
HapyweHus Ha TpomboumnTo- AHEMHA ATrpaHyJIOUH-
KpbLBTA H eHua To3a’,
AuMepHaTA €03MHOPUTHA, MaHLUKWTO-
cuaTema NEeBKONEHHA rexus
HapyuleHusa Ha AHadunak-
HMYHHaTA THYEH LWOK
CHCTEMA
Hapyuwenus Ha XHUIMOHATPH-
MeTa00/1H3M2 H emMus*,
XpaHeHeTo Xurnoma-
FHE3EM KA,
XyunokKan-
nuemun
XUMoKa-
nneMua !
IMenxHuaH Henpecnus bescbHue, 3pUTEIHN
HapylweHus XanounHauuu, XaJOLH-
obbLpkBaue HALWH
Hapywenns Ha | I'maBobonue, be3nokoicTao,
HepBHaTa 3AMaHBaHe CBETOBBLPTEX,
cHeTema napecTe3nu,
CBLHIHBOCT,
TpEMOp
HapyiueHud Ha 3pPHTENHY
OYHTE HAPY LUEH U
CromamHo- ['aneHe, [nocur, Konut’, Konareno-
YypeBHH auapud, donaxa KaHAHAHA3a Ha CTOMATHUT 3€H KOJIMT
HapywWeHHs B CTOMAxa, ezodaryca,
3anek, [TAHKPEAaTHT,
NnoBpbHLIAHE, BKYCOBH
dnatyneHums, HapyllUEeHUd
CyxoTa B
YyCTATa WM
rspAaoTo,
NOJIKUIIK HA
ABHOTO
(¢ynayca) Ha
cTOMaxa
(nobpoka-
YECTBEHH)
Xenorto- [losuruapaxe Xenarur,
OUTHAPHH Ha KbITEHULA
HapyLwWeHKA CTOHHOCTHTE
Ha 4epHOApOD-
HHTE CHIUMH
HapywieHna HA | YpTHKapus, [leTexunu, Cunapom Ha | CybakyreH
KO&KaTa K cbpdex, obpue nypnypa, Stevens- KOXKEH-&
NOAKOKHHTE xoconad, epurema | Johnson’,
ThKaHH mMynTudopme, TOKCHYHA
doTO- ennaepMall
YYBCTBHTEIIHOCT HEKPOJIN3a




WZhERY
CHCTEMHH
CHUMIITOMH
HapyweHus Ha ApTpairus,
MYCKYJ/1HO- MUAIrus,
CKe/1eTHATA (ppakTypa Ha
CHCTEMA H Oenpo. KUTKa WK
CheAHHH- pbOHaYer cTLA0
TeJHATA ThKAaH (8. modra 4.4)
Hapyuenust Ha TybonouHnTepcTH-
OnLOpeunTe H LHaneH HehpHT (¢
NHKOYHHTE Bb3MOXHa
NbLTHLIA nporpecus 1o
0LOpeuHa
HEAOCTATBYHOCT)
Hapywennn na ['uHekoMacTus
pPenpoOIyYKTHBHA
T4 CHCTEMA H
bpAHTE
Qo1 YMopa OTox Tpecka,
HAPYLLIEHHS H XUMEPXHAPO3a,
ePeKTH HA aHTHOEdEM,
MACTOTO HA aHOpeKCUA,
| NIpHJIOKEHHE UMAOTEHTHOCT
Hicneasanun [osuieHue
Ha
CTOHHOCTHTE
Ha
XojaecTtepona
U TPHIIMLE-
PHANTE,
XHITOHA-
TpHEMHA

" Hexenanu peakuun, KOUTO ¢a Habnioaasany npes nocT-MapkeTHHroBaTa dasa Ha AeKCAaH30Npa3oa (Thil KaTo
T€3H peaKUnH c€ Cro0LaBaT N0OPOBOIHO OT NONyNALMA ¢ HEYTOYHEH pa3Mep, YeCToTaTa He MoXe Aa Obie
OUEHEHA OT HANHYHHUTE JAHHH)

' XvnokanuueMus H/uan XMIIOKATHEMHA MOXE [a ca CBBbP3aHH C MOABATAa Ha XHNOMAarHe3ueMHuA (BXK. Touka 4.4)

ChobmaBane HA NON03HPAHH HEXEJTAHH PEAKIHH

C1o01waBaHeTo Ha NO03UPaHH HEXEAHH PeakUWH Clie] paspeLlaBaHe 3a ynotpeda Ha JIeKapCTBEHHS
NpOAYKT € BaxkHO. ToBa no3eosigBa Ja NpoA/IKY HAONOAEHHETO HA ChOTHOLLIEHHETO NMOA32/PUCK 3a
JIEKApCTBEHHA NPOAYKT. OT MEAULMHCKHTE CNELIMANNUCTH C€ U3UCKBA [1a ChOoOLIIaBaT BCAKA
NOAO3MpaHa HEXENTaHA peakuus upes

M3nbaHuTENHA areHuMsa No NeKapcTRaTa

ya. ,,Jlamsan I'pye” Ne 8§

1303 Codus

Ten.: +359 2 890 3417

yebcanT: www.bda.bg.

4.9 Mpenosupane

Edexture Ha npenosMpaHe Ha NaH30Mpa3o MPU XOpa HE Ca M3BECTHH (BBIPEKY Ue OCTpaTa
TOKCHYHOCT MOX¢ 12 ObJ€ HUCKA) ¥ CIEAOBATENHO HE MOTaT 1a OBJIAaT NOCOYEHH HHCTPYK
neuende. Bunpeky ToBa aHeBHn 1034 A0 180 mg nanzonpazon nepopanHo v o 90 mg n
HHTPABEHO3HO Ca NPUJIaraHy B OMHUTH 0€3 Ja UMa 3HAYHMH HeXKeJIaHH e(dEeKTH.

Mons, BHKTe TouKa 4.8 3a Bb3MOXHHUTE CUMNTOMH HA NPEeRO3UPAHE C NAH3IONPa3ol.

B cayyail Ha CbMHEHHE 3a Npeac3MpaHe, NauxueHTsLT TpadBa na Obae noa Has Il AeHHE.



He Ce eNTMMHHHPA ¢ XEMOAHANH3a. AKO ce Ha1ara ce NpenopbyBa cCToOMAalliHA NPOMHUBKA, aKTUBEH
BBIJIEH U CUMNTOMAaTHYHA Tepanus.

S. GAPMAKOJOrH4YHHU CBOHCTBA

5.1 dapmakoiHHAMHYHH CBOHCTBA

PapMaKkOKHHETHYHA rpyna; UHXUOHTOpHU Ha npoToHHaTa nomna, ATC koa: A02BC03

Jlanzonpazon € HHXHOMTOp HAa CTOMAaUIHATA NPOTOHHA nomna. Tol HHXKMOUpa KpaliHHs eTan Ha
oOpa3yBaHe Ha CTOMalIHA KHCE/NHHA Ype3 HHXHMOUpaHe Ha akTHBHOCTTA HA H+/K+ ATM-azara Ha
MapHETANHUTE KNETKW B cToMaxa. MHxubupasero € 10303aBUcMMO U 0O6paTHMO, a ePEKTHT C& OTHACH
KakTo 32 DazanHaTa, Taka W 3a CTUMYJIMpaHara CeKpelMs Ha COHA KHCeNHHa. JlaH3onpazonsT ce
KOHUEHTPUpa B NAPHETANHHTE KJIETKH H CTaBa aKTHUBEH B KHCEJIA Cpela, ClIed KOETO pearupa cbe
cyndxuapunnara rpyna Ha H+/K+ ATd-a3zara, npean3BrkBaiite MHXHOMpaHe Ha eH3MMHATa
AKTHBHOCT.

BiusHue BbpXY CEKPELMATA HA CTOMALLHA KHCETUHA:

Jlan3zonpazonsT € cneuudruedH HHXHOUTOP HA NPOTOHHATA MOMMNA Ha NAPHUETATHHTE KIIETKH.
Eavnnunara nepopanna go3a ot 30 mg nan3onpasos HHXHOMpa neHTaracTpHH-CTUMYy/1MpaHaTa
CEKpeLUa Ha CTOMallHaTa KHcenrHa ¢ okofo 80%. Caen MHOTOKpaTHO NpUJiaraHe 3a cefeM JHHU ce
noctura okono 90% uHxubupane Ha CeKpeLMATA Ha CTOMAaLIHA KUcelrHa. Toll Uma cboTBeTEH edeKT
BbpXy Oazannara cekpeuus ¢ okoyo 70% M ciegoBaTenHO CUMITOMMTE HA MALMEHTHTE CE
noaoOpABAaT OLE OT NbpeaTra A03a. Cnea 0CeEM AHH Ha NpUiaraHe HaMaleHUETo € ¢ 0kono 85%. bupso
obnexyaBaHe Ha CHMOTOMHTE CE€ MOCTHra upe3 eAHa kancyaa AHerHO (30 mg). [loBeueTo naLMEHTH ¢
NYOAEHAIHA %3Ba C€ BL3CTAHOBABAT B PAMKUTE Ha 2 CEAMHLH, a NALMEHTH CbC CTOMALLHA #3Ba U
pednyKc e30Qarut — 8 pamkuTe Ha 4 ceamuuu. Upes HamanaBaHe Ha CTOMALLHATA KHCEHHHOCT,
naH30Npa3o Cb34aBa Cpeaa, B KOATO NMOAXOAALUHTE aHTHOMOTULIH MoTaT a ObaaT eDeKTHBHU Cpeuly
H. pylori.

[lo BpeMe Ha AeueHue ¢ AaHTHCEKPETOPHH JIEKAPCTBEHH MPOAYKTH racTpHHA B CEpyMa ce NOBUILABA B
OTrOBOP Ha MOHWKEHATA KUCE/IMHHA cexpelrs. B pesynrar Ha HamaieHara CTOMallHA KHCEAUHHOCT
ce nosULLapa U HUROTO Ha CgA. TTosuiueHoTo HUBO Ha CgA MOXe Ja NOBIMAE HA W3CIeIBAHUATA 34
HEBPOCH/IOKPUHHU TYMOPH.

Hann4ynure nyOdaMKyBaHH AaHHKW NOKa3BaT, e NPUJIaraHeTo Ha HHXUOUTOPH Ha NPOTOHHATA NOMIA
TpAOBa Aa cE€ NMPEYCTAaHORH MEXIY 3 AHHU K 2 ceaAMHUM npead namepsane Ha CgA. Tosa ce npaBu ¢
e Hupara Ha CgA, KOWTO MOTaT aa ca AbaTHBO noBHwleHH cnen AedeHde ¢ UII, na ce
Bb3CTAHOBAT A0 PePEPCHTHUTE CH IPaHHLIM,

5.2 DapMaKOKHHETHYHH CBOHCTBA

JlaH3zonpazonsT NpeacTaBisBa palueMHUYHA CMEC Ha /1Ba AKTUBHH €HAaHTHOMEpPA, KOUTO ce
OMOTpaHC(opMUpaT B AKTUBHA (POPMA B KMCENATA Cpella Ha NAPUETANTHHATE KIETKH. TbH KaTo
naH30Mnpasos ObP30 ce Ne3aKTHRUpPA OT CTOMALLIHATA KHCENUHA, Ce MIPHIara B €HTepoOCOJIBEHTHA

dopma 3a cucTeMHa abcopbumua.

AOcopbuns u pasnpeaenexHue

Jlanzonpaszon nokasea Bucoka (80-90%) buoHanMuHOCT NpyU eaHoKpaTHa a03a. [Inkosu
KOHUEHTpAaLMK C€ NoABARAT B paMKkuTe Ha 1,5 o 2,0 vaca. [pueMbT HA XpaHa 3adaBs
abcopbums Ha naH3onNpa3on H Hamansaea OUoHanMyHoCcTTa 0KOoNto 50%. Cebp3BaHeTO ¢}
nNpoTenHu ¢ 97%.

burotpaHchopMalng ¥ eIMMHHUpAHE




JlaH30Mpa3on ce MeTabonn3npa eKCTEH3IUBHO B YEPHUA P00 U HErOBUTE MeTADOIUTHCE OTACHAT
kKakTo oT OBOpeunTe, Taka U OT duThukaTa. MeTaboau3MBT Ha NaH30Npa30] ce KaTaM3Mpa rNaBHo OT
eH3uma CYP2C19. Enszumbt CYP3 A4 cbluo B3eMa yyacTue B MeTabonuma. [lnasmenust
CIMMHHALMOHEH MTONYKHMBOT Bapupa oT | A0 2 Yaca cnej eAHOKPATHO MKW MHOTOKPATHO MPUIOXKEHHE
NpH 34paBH MUHAKMBUAKW. HaMa 10Ka3aTeNCcTBa 338 KyMYJUPAHE Clie/l MHOMOKPaTHH 103U NMpU 3ApaBH
UHAHBUAHA. CynPoH, cyndpua U S-XUAPOKCHUAHY NPOU3BOAHU HA NAaH30MPA30 ca HAEHTU(DHLIMPAHH B
nnazmara. Te3n metabosuTi HMaT MHOrO ¢1ad UK HUKAKBB AHTH-CEKPETOPEH e(EKT.

Exxo npoyuBade ¢ 14C mapkupaH flaH30npa3on Mocoysa, ye NpudAN3UTENHO €IHa TPETa OF
MPUIOKEHATA 1033 C€ OTAENS B YPHHATA U JABE TPETH 4pe3 PEeKaIUHUTE.

CneuyagHy nonyaaiuu

Cmapuecka éb3pacm

KanpbHCHT Ha 1aH30Mpa3on € NOHWKEH NPH NAaUMEHTH B CTapyecKa Bb3pacT ¢ €JIMMHHALMOHEH
NMOJYKHBOT, KOHTO ce yBeanyapa npubausurento ¢ 50% no 100%. He ca nroknanBaHu caydau Ha
NMUKOBH I1a3MEHH HHBA B CTAP4E€CKa Bb3pacT.

[leouampuura nonyaayus

Ouenkara Ha dpapMakOKHHETHKATA MPH AeUA HA Bb3pacT 1-17 roaMHu nokasea rnoaodHa ekcno3svuus,
CpaBHEHa C NO3UPOBKa NMPH Bb3PacTHH, MPH A03H4 0T 15 mg npn aeua ¢ tersio 4o 30 kg u 30 mg npwu
aeua ¢ terno Haa 30 kg. IMpoyusaneto Ha 103u ot 17 mg/m? renecHa noBupxHocT Wik 1 mg/kg
TEJIECHO TEIJIO CHLUIO NOKA3Ba CPABHMMA €KCMO3MLMA HA JIAH30MPAa30/l NPH Aeua Ha Bb3pacT 2-3
MECELIA 10 HaBbPLUIBAHE HA €1HA NOAHHA B CPABHEHHE C Bb3PACTHHTE.

[To-BHCOKa €KCMO3ULUMA KbM JIAH30MIPa30 B CPaBHEHUE ¢ Bb3pacTuTe ¢ Huna Habarogapana npu
KbpMaueTa Ha Bb3pacT noa 2-3 meceua ¢ 1034 ot 1,0 mg/kg, kakto v 0,5 mg/kg TenecHo terno,
IpUJAaraHy KaTro €AHOKpATHA 103a.

Heprnoopoobua nedocmamvunocm

ExcnoznumsaTa Ha J1aH30Npa3o Ce yABOABA NPH NALKMEHTH € JIEKO YEPHOAPOOHO YBPEKIAHE U MHOIO
MoBeYe Ce yBeJIM4aBa NPH NaLUHeHTH C YMEPEHO U TeXKO 4epHOoApOOHO yBpexaaHe.

Caaou CYP2C 19 memadoauzamopu

CYP2C19 e 0bekT Ha reHeTUYeH nonuMop(pubM U 2-6% OT HaceNEeHUETO, HapeueHU cnadu
metabonusatopu (PMs) ca xoM03uroTHu 3a mytanted anen CYP2C 19 v cnegosaTenHo JIMIMCRa
dyHkunoHaneH CYP2C 19 en3um. Ekcno3nuuaTa Ha NaH30MPa30/1 € HAKOJIKO NBTH MO-BUCOKA MPH
cnabu metabonuzaropu (PMs), oTkonkoTo npu 6up3n Metabonuzaropu (EMs).

5.3 IIpenkNTHHHYHH JAHHH 32 0e30MACHOCT

[lpeaknUHHUYHUTE NAaHHHK HE MOKa3BaT 0cOOEH pUCK 3a xoparta Ha 0a3a KOHBEHIIHOHANHUTE
dhapMakoAOrdyHH HINMUTBAHKA 32 H€30NaCHOCT, TOKCHYHOCT MPH MHOTMOKPATHO AIPHIIOMKEHHE K
penpoayKTUBHA TOKCHYHOCT MM FEHOTOKCHYHOCT.

B nBe npoyuBaHus 3a KAHUEPOTEHHOCT HA MITbXOBE, 1aH30Mpa30a NpUTEXKaBa 1030-3aBUCUMa
cromaiiHa ECL knethuHa xuneprinazusa v ECL kneThYHH KapUHHOUAH, CBLP3aHU ¢

XUNEpracTpUHEMUS, B pe3ynraT Ha UHXHOHpPAHETO Ha KHCENHHHATA ceKpeuda. UpepHa M
CbLO c& HADMI0AaBa, KAKTO W XUMepnia3ua Ha JIaRaAHTroOBHTE KIIETKH W NOOPOKAUYECTBE
JlafinuroeuTe xnetkn. HabnonaBaHa e atpodusa Ha peThHata ciea 18 meceua neueHugy
HaOMIOAABaAHO NPH MAKMYHH, KYUETa U MHULLKH.

B npoyuBaHMs 3a KAHUEPOreHHOCT NPU MULLKH C€ NOABA 1030-33BMCHMMaA cToMallHa E



XHIEepNNa3ua, KakTo U YepHOAPOOHU TYMOPH H a1€HOM HA TECTUCHTE,
KnrHu4yHaTa 3HAYUMOCT HA T€3H (PAKTH HE € HIBECTHA.

[{poyyBaHUA NpH MNAAU IKUBOTHH:

[lpoyuBaHus npu Mnaau mibxose (8-ceAMUUHO NpOyYBaHE, 6-CEAMHYHO NMPOYYBAHE 3a
TOKCMKOKHHETHYHO THTPHUPAHE HA J03aTa, NPOYUBAHE 32 PA3BUTHETO HA YYBCTBHUTE/THOCT),
NOKPUBALLM NEAHATPHUHA [ONYIALKA H& Bb3pacT Noa 12 roguHuy, noKa3saT MOBUILLIEHA Y€CTOTA HA
yaebenaBaHe Ha CbpaeyHaTa Knana. ChCTOAHHUETO € HAMbAHO 00paTUMO MJTH 3aNOYHAO
RB3CTAHOBABAHE ¢Ne/l 4-ceaMuueH nepuo Ha Oe3 nekapcTra. MaaauTe nabXose, Mo-Mnaiu ot 21-us
AE€H ClIeA pKAAHETO (Bb3PACT, eKBUBAJIEHTHA HA NMPUONU3ZMTENTHO 2 rOAWHK NPH XOpa), ca Mo-
YYBCTBUTE/HHW KbM pa3BUTHETO Ha yaebensaBaHe Ha ¢bpaedHaTa Kiaana. I'paHnuara Ha 6€30nacHOCT
CIPAMO OYaKBAHATA €KCIO3MLMA MPHU XOpa € B AHana3oHa ot 3- 10 6 NbTH OT €KCNO3MUHATA NPH
NPOYYBAHHSA MPH MJIAAU KUBOTHHU B3 ocHOBa HA AUC npu HUBO Oe3 HabntogasaH edexT (no-
observed-eftect level (NOEL)) (8-ceamuuHo npoyusate, 6-ceAMUYHA TOKCUKOKWHETHYHA 1032
NPOY4YBaHE 3a TUTPHPAHE) WK NpU Hai-HUCKe HabmonaBaHo HUBO Ha edekTa (lowest-observed-effect
level (LOEL)) (npoyuBaHe 3a pa3BUTHETO HA YYBCTBUTEITHOCT).

3HaYEHHETO Ha Te3u (PaKTH 3a NeAMATPHUHH NaLKMEeHTH Ha Bb3pacT NoA |2 ronHHH He € H3BECTHO.,

6. PAPMALLEBTHYHH JAHHH

6.1 CnHucbK HA NOMOIHHUTE BelleCTBA

3axapHd rpaHyd (3axapo3a H LapeBUYHO HULLECTE),
XHapokcunponua uenynosa (£464),

Marne3neB KapOOHaT, TEXDK,

3axapoaa,

[lapeBruHO HHLDECTE,

HaTtpues naypun cyngar,

Xunipomenosa (E464)

CbnonuMep Ha MeTakpuaoBaTa kucenvHa-erakpunar (1:1), 30% ancnepcus,
Tank (E553b),

Makporon 6000,

TutaHos auokcua (E171)

Obsusra xHa xaneyiama

Tano: Xenatun (E441)
Turanos avokcua (E171)
Kanaue: Xenatuu (E441)
Tutanor aHokcua (E171)
6.2 HechBMECTHMOCTH
Henpunoxumo
6.3 Cpok Ha rognoct
3 roauHN
6.4 CneuHa/iIHH YCJIOBHA HA ChXpaHeHHe

Ha ce cbxpansaea noa 25°C.
Jla ce chxpaHsBa B OpUrMHaIHATA ONAKOBKA, 3a Aa C€ NPeANna3u OT BJara.




6.5 Bua H cbAbpkaHHe HA OMMAKOBKATA

binctep (anymununeso ¢poauo, PVC/PE/PVDC ¢onno): 14 cromaiuno-ycroitunsu kancyam ot 30 mg.
brncrep (anymunueso ponuo, PVC/PE/PVDC donuno): 28 ctomawHo-ycTolunsu kancynu ot 30 mg.

6.6 Cnenna/iHi npeana3sHH MepPKH NPH H3XBbLPJIsiHe H padoTa

HsamMa cneuuaiHU U3UMCKBAHUA.

T IIPUTEXATEJI HA PABPEIIEHHUETO 3A YIIOTPEBA

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

8. HOMEP(A) HA PABPEILIEHHUETO 3A YIIOTPEBA

Per.Ne 9900217

9. JATA HA ITbPBO PASPEIHIEHME 3A YIIOTPEBA/IIOJJHOBSIBAHE HA
PASBPEHIEHUETO 3A YIIOTPEBA

Jlata Ha mbpBO pa3zpewiaBaHe: 23.7.1999
JlaTta Ha nocnenHo noaHoBsABaHe: 27.01.2011

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

[loapobHa uH$popMalHa 3a TO3H IEKapCTBEH NPOAYKT € NMpeNocTaBeHa Ha yebcaiita Ha U3nmbiiHuTenna
Arenuus no Jlekapctara (MAJI) http://www.bda.bg.




