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2. KAYECTBEH U KOJJHYECTBEH CBCTAB

Bcsaka cromaumiHo-ycroiiuuea Tabnerka ChAbprxa 40 mg nanTonpason (pantoprazole), eKBUBATCHTHH
Ha 43,1 mg nanTonpason HaTpuii ceckuxuapar (pantoprazole sodiumsesquihydrate).

[ToMollnH BewtecTBa ¢ H3BECTHO AeiiCTBHE:
Beska croMaliHo-ycToiiunea tabnerka Chabpxka 76,85 mg mantuton, 0,69 mg neuutun (ekcTpakr ot

COEBO MacJ10) v 3,4 mg HaTpHii (BX. Touka 4.4).

3a NBJIHKS CNHUCHK HAa MOMOLLHUTE BELIECTBa BIHKTe Touka 6.1.

3. JIEKAPCTBEHA ®OPMA
CromatuHo-ycTolunBa Tabnerka

Kbnra, osanHa puimupana Tabnetka, 6e3 nenuTenHa yepra.

4. KJIMHHYHU JAHHU
4.1 TepaneBTHYHHN NoKa3anus

Bw3pacmruu u onowu nad 12 200umuna 8b3pacm
- Pednykcen ezodarur

Bwv3pacmuu

- KombuHKupaHo neuenue ¢ 1Ba noaxoasum anTu6HoTHKA 32 cpanukaumns Ha Helicobacter pylori
(£1. Pylori) npu nauneHTH ¢ 938M, cBbp3any ¢ H. pylori.

- /13BM Ha CTOMaxa M ABAHAZIECETONPHLCTHHKA.

- Cunapom Ha Zollinger-Ellison u APYTH HAPYLICHHA, CBbP3AHHU € NaTONOTMYHA CTOMALLHO-
KHCEITUHHA XHUTEepCEKPELIHS.

4.2 Jlo3HPOBKA ¥ HAYHH HA NPHIOKEHHE
O3UpPOBKa
Buvipacmnu u onowu na 12 200unu u nogeve

Pedayxcen ezoparur
Enna tabnerka [Mantyn 40 mg aveBno. B oTaennu Clly4an, 0COOEHO NpH NAUUEHTH, MPH KOUTO
AOCETa MPOBEXKAAHOTO JICHEHUE HE € A0 Pe3YNITaT, 103aTa MOXKE 13 ce YRBOH (YBEITHHABA L
rabnietku Iantyn 40 mg Ha neH). O6MKHOBEHO 3a leuenKe Ha pedaykceH e3zodaruT gefiond
CEAMMUH. AKO TO3M MEPHOLN HE € ROCTATbYEH, OBUKHOBEHO Ce MOCTHIA H3J1EKY BaH¢
4-ceAMHMEH TepanesTHYeH KypcC.




Bv3pacmuu

Epaauxanus ua H. Pylori B xoMGaBaUHs ¢ ABa NOAXOAAINH aHTHOHOTHKA

I1pu naunenTn nonoxutentu 3a H. pylori che CTOMAWHY WIH YONEHATHH A3BH Tps0OBa 1a ce ThpcH
€PaaANKaLMA Ha MH(pEKUMATA ¢ koMOUHnpato nevenne. Tpsbea na ce UMaT npeasun OQHUHATHUTE
MECTHH PBKOBOAHM yKa3aHus (HAMD. HALMOHAIHA YKa3aHUA) 3a DaKTepHanHa Pe3HCTEHTHOCT,
MpaBuiHa ynoTpeba v npeantcBade Ha aHTUOHOTHUM. 3a epaankauns ua Helicobacter pylori, uMaiku
ApeABHA BHOA PE3UCTEHTHOCT, OMXa MOIIM A1a Ce NPENopPbYaT CAETHUTE KOMOHHALIHK:

a) JIBa I'bTH THEBHO NO eaHa Tabnetka [MauTtyn 40 mg
+ 1000 mg aMOKCHLIHAMH ABA NBbTH THEBHO
+ 500 mg K1apUTPOMHUKMH ABA NBbTH AHEBHO

b) 1Ba NbTH AHEBHO No eaHa TaGnetka [awTyn 40 mg
+ 400 - 500 mg metponnaason (unu 500 mg THHUAAZ0A) ABA NBTH AHEBHO
+ 250 - 500 mg xnapuTpoMHLIMH NBA NbTH AHEBHO

C) ABa MbTH AHEBHO no eaHa TabaeTtka [anTys 40 m g
+ 1000 mg amokcHUUMIUH ABA ABTH AHEBHO
+ 400-500 mg meTponnaazon (win 500 mg TMHHHAA301) ABA MBTH AHEBHO

I1pu nposexnaneTo Ha KOMOHHHMPAHO NeyeH e 3a €paauKaima Ha uHgekuus ¢ H. Pylori, BTopara
Tabnerka Iantyn 40 mg Tpabea na ce npuema | uac npean seyveps. [lo npuHLMN, kKOMOKHUpaHOTO
JICHCHUE CC NPOBEK/IA B NPOABDKEHHE HA 7 AHU M MOXE J1a 6bae YABIKEHO ¢ owe 7 AHU A0 obLia
MPOLBDKATCIHOCT OT AB€ CEIMULIM. 32 CUIYPHO O3APABABAHE HA S3BUTE € NOKAa3aHO MPOXBIKABAHE
Ha ICHCHUETO C NAHTONPA30M, KaTo ¢¢ HMa NPEARUA NPENiopbYBaHATA NPH AYOASHATHHA U CTOMALIHY
A3BH 103HPOBKA.

B cayuait, ye HaMa nmokazaHMa 3a MPOBEXKAAHE HA KOMOMHUPAHO NeYeHMe, Halp. NpoBEeAeHHUTE
H3C/IEABaHUA 32 HH(peKkuMA ¢ H. Pylori ca HeraTvBHM, ca BAIMAHH CICAHUTE YKa3aHHA 3a NPOBEKIAHE
Ha MOHOTepanus ¢ Ilantyn 40 mg;:

Jleuenue Ha cToMamna si3Ba

Exna Tabnerka FlaHtya 40 mg anesHo. B otaennu CNy4au, 0CODEHO NP NALMEHTH, IIPH KOUTO
MPOBEKAAHOTO 10 TO3H MOMEHT IpYTO MEAUKAMEHTO3HO JIEYEHHE HE € a0 pe3yTaT, A03aTa MOKe
Ja ce yaABOH (T.€. YBeJIMYaBaHe 10 ABe TaGneTku Iantyn 40 mg avesno). OBHKHOBEHO IEYEHHETO Ha

CTOMALUHHTE A3BH H3UCKBA 4-CeMMUUEH NEPHOA Ha nedenne. B cnyuaii, ye ToBa He e AOCTaTbYHO,
ODHKHOBEHO CE NOCTHra MAEKYBaHe Chel ote 4 ceaAMULN.

JleyeHHe HA qyoaeHaiHAa #3Ba

Enna rabnerka [Nantyn 40 mg nvesHo. B otaennu CJ1y4au, 0COOEHO NPHU NALUMEHTH, NMPH KOKTO
HPOBEXAAHOTO 10 TO3H MOMEHT APYro MEAUKAMEHTO3HO JIEUEHHE HE € 110 pe3y/ITaT, 403aTa MOXKe
Aa ce ynBou (yBennuasane 10 Ase Tabretku [Mantyn 40 m g AHEeBHO). OOUKHOBEHO NIeYEeHHETO Ha
AYOR€HAIIHa A3BA U3HCKBA 2-CEIMUYEH MEPHO Ha neueHue, B Cy4au, ye ABYCEeIMHUYHMSAT NEepHo/ Ha
JIEYCHHE HE € NI0CTATHUEH, OOMKHOBEHO NPH NOYTH BCHUKH CTy4au Ce IOCTHra H3NIEKYBaHE Chejl Olle
2 ceaMULA.

Cauapom ua Zollinger-Ellison n apyru HADYHiCHHA, CBLP3AHH ¢ NATOOTHYHA CTOMALIHO-
KHCE/THHHA XHOEepCeKpenns

3a NPOABIKUTENHO NIEYEHHE HA CHHAPOM Ha ZLollinger-Ellison n apyru Hapyinenus, cBbp3an ¢
FIATOOTHYHA CTOMALLHO-KHCCTHHHA XHIIEPCEKPELMS, Ce NPENOPbYBA 3aMo4BaHe Ha JieueHnue ¢ 80 m g
(aBe Tabnetkm MManTyn 40 mg) aHerHo. Cre TOBa 1033Ta MOsKe /la C€ TUTPHPA UHAMBUAY AT
OCHOBA Ha PE3YNTaTUTE OT CNPEACAHETO Ha CTOMAWIHATA KUCE/TMHHA cekpeuusi. J{neBH e O/Gt"
80 mg TpabGBa aa ce pa3nenaT u na ce npUemart ABA ITBTH IHEBHO. Bb3MoxHO € Bpeme /

MOBHLIABaHE Ha n03aTa Han 160 mg nauTonpasosn, Ho To He Tpabea na ce npHara nof1g
OTKOJIKOTO € HEOOXOAMMO 32 aleKBATEH KOHTPOUT Ha KHCENMHHATA CeKpeLus.,




IponemxuTenHocTTa Ha NeveHne npu cvHApoM Ha Zollinger-Ellison U Apyru Hapyliiesus cBbp3aHH C
NATOJIOTMYHA CTOMAUIHO-KHCE/IMHHA XUNEPCEKPELIHA He € orpaHHueHa W TpsabBa Jia ce ajanrypa B
ChOTBETCTBHE C KITHHHYHUTE HYKAM.

Cneyuaanu nonyaayuu

Heya noo 12 200umna ev3pacm
He ce npenopbusa npunarane va Tlantyn 40 mg npu feua noa 12 roauinta Bb3pacT nopagu
OrPaHH4EHHTE NaHHH 3a 6E30MacHOCT M e(hMKACHOCT B Ta3H Bb3pacToBa rpyina.

THayuenmu c ygpeoena wepnodpobna Qynrxyus

[pn nauMeHTH ¢ TeXKO 4epHORPOGHO yBpexaaHe He TPAOBA Aa ce NPEBHILABa JHEBHA 103a OT 20 mg
nantonpason (1 Tabnerka or 20 mg nantonpason). MNaxTy.:1 40 mg He Tpa6aa aa ce W3NoM3Ba 3a
KOMOWHMpPAHO neueHHe ¢ ornen epanukauus Ha M. Pylori npu 6onum ¢ YMEPEHO WU TEKKO
YBpEXJaHe Ha YepHOAPOOHATA BYHKLMS, Thil KaTo 3acera HAMA AaHHH 33 epHKACHOCTTA U
GezonacHocTTa OT M3NON3BaHe Ha [lanTyn 40 mg B KOMGHHKPaHa Tepanus NPU TAKMBa NALMUEHTH (BK.
Touka 4.4).

Tayuenmu c yepedena 6vopeuna dynxyus

[1pu Gonnu ¢ yBpenena 61u6peuna GyHkLMs He € HEOBXOMMO ajlaNTHpaHe Ha 103aTa. [MavTyn 40 mg
He TpAbBa Na ce U3non3sa 3a kKoMGHHUPaHO NeueHue ¢ ornen epaankauns va H. Pylori NPH OOJTHH C
yBpexiaHe Ha ObOpeyHaTa GyHKUHMS, Thil KATO 3acera HAMa NaHHH 3a eUKACHOCTTa U 6€30NacHOCTTa
OT u3noa3eaHe Ha llantyn 40 mg B koOMOHWHWpaHa Tepanus NpU TakWBa NAUKUEHTH.

Hayuenmu 6 cmapuecka ev3pacm
[1pn naunenTy B cTapuecka Bb3pacT He € HEOOXOAHMO ajanTupaHe Ha no3ara.

HauuH Ha npuioxeHue

Tabnetkute He TpsOBa Ja ce CALBKBAT HIIH CYYNBAT, U Tpsa0Ba 1a ce npuemar Lesn 1 yac npeay
XpaHeHe ¢ MaJIKO BOJA.

4.3 llpoTuBOnOKa3aHuN

CBpPBXUYBCTBHUTEAHOCT KBM AKTHBHOTO BELLIECTBO, cybcTUTyHpaHu GeH3UMNIA30H, cOs, HbCTbLM
WIIH KM HAKOE OT MOMOLUHKTE BELECTBA, H30OPOEHH B TOUKa 6.1, WK KbM HAKOI OT JleKapcTBeHUTe
NPOAYKTH, BKIIOYEHH B KOMOMHHPAHOTO JeyeHHe.

4.4 Crenuantn npeaynpexIeHus H HPeaNasHu MEePKH npH ynorpeda

Yepexcoane na wepnus 0po6

Mpy maureHTH ¢ TEKKO YepHOAPOGHO yBpexaake, YEPHOAPOOHUTE EH3UMH TPADBa Ja ce ciaeasaT
PEAOBHO MO BPEME Ha JICHEHHETO ¢ NaHTONpPaso, 0cobeHo NpH npoas/kuTEHa yrnotpeba. B cny4dai
Ha MOBHIIABAHE HAa YEPHOAPOOHHUTE €H3MMHK, JIEYEHHETO TPOBa 1a CE NPEYCTAHOBH (BX. TOuKa 4.2).

Kombunupano nevenue

[1pu mposexane Ha KoMGUHMpPAHO Nleuenue, TpAOEA Aa ce cna3par KPaTKUTE XapaKTEPHCTUKH HA
NPOAYKTUTE 38 CLOTBETHHUTE JICKAPCTBEHH MPOAYKTH.

Hanuuue na obesnoxoumennu cumnmomu
Ipu HanuyKe Ha HAKAKBY 0BE3NOKOUTENHH CHMITTOMM (Hamp. 3Ha4MTeNIHA HeYMHMLILIEHA 3ary0a
TEJIECHO TETNI0, NOBTAPALIO Ce MOBPbIaHe, AUChAarua, XeMaTeMesa, aHEMHUS WIH MEDE TAAIY I
MOAC3PCHHUA UK HaTU4ME HA CTOMALITHA A3Ba, TPA0OBa /12 C€ UIKIIIOUH HATTUUMETO / ~ta)"d.

MpOUEC, ThH KAaTO TEpanMaATa ¢ NAHTONPA301 MOXKE Aa OBNEKUYH CUMITTOMUTE Ha / B
3abonABaHe M MO TO3W HAYUH Na ce 3aBaBU HErOBOTO AHarHoCTUUMpaHe.
B cnyuyaii, ue cumrromuTe NCPCUCTHPAT, BLNPEKH a€KBATHOTO JleueHue, TPIGH
IPOBEKAAHE HA JOMBJIHUTETHH H3C/IEABAH M.

£ wits



Eonospemenno npunoxcenue ¢ amasanasup

He ce npenopbusa enHOBPEMEHHO NPUNOKEHHE HA ATA3AHABHD C WHXHOUTOPH Ha NPOTOHHATA NOMNA
(BX. Touka 4.5). B cnywai, ue koMGuHHpareTo Ha aTasaHaBup ¢ WHXHOMTOPH Ha NMPOTOHHATA NOMIIA €
HEH30€XKHO, C¢ NPenopbyBa MPOBEKIAHE HA CTPUKTHO MeLULMHCKO HabI0NeH e (Hanp.
NPOC/CIABAHE HA BHPYCHUS THTBP) U MOBULIABAHE 103aTa Ha aTa3aHasup 10 400 mg cwve 100 m g
putonasHp. He TpaOsa na ce npesnmaea no3ara or 20 mg MaHTONpa3oN JHEBHO.

Bausnue avpxy abcopbyusama na eumamun B,

Ipu naumenty cue cunapom na Zollinger-Ellison win apyru HapyLIEHHS, CBBHP3aHH € MAaTOI0THYHA
CTOMAIHO-KHCCTHHRA XHUIIEPCEKPELIMS, NPH KOUTO € HEOOXOAHMO NPOBEHKAAHE HA TIPOIBIKHTEHO
JIEYEHHE, NAHTONPA30N, KAKTO BCHYKH OJIOKHPALLM KHCEIMHHATA CEKPELMA JISKAPCTBEHN NPOAYKTH,
MOX€ 1a HamanH abcopbursrta Ha BuTaMuH B> (unanokoGanamun) B Pe3yATAT Ha XHUMO- UNIH
axnopxuapus. Tosa TpsbBa na ce MMa NpeaBUA NPH NAUMEHTH ¢ HAMATIEHH pe3cpBU Ha BUTAMHH B>
WIH TIpH HATTWYHE Ha OTIpEAe/IEHH PHCKOBH PakTOPH 3a MastaGcopOuus Ha sutamun Bz npu
MPOABIDKHTEIIHO JIEHEHHE WK NPU OTOENA3BAHE HA CHOTBETHH KIIMHHYHH CUMIITOMM.

IIpodvasicumenno nevenue
[1py npoabmKHTENHO NneYetivie, 0COBEHO NPH HALBULIABAHE HA nepuoaa oT 1 roauHa, naLneHTHTE
TpAOBa 1a ce HabnroaaBaT penoBHO.

baxmepuaanu cmomawino-upesnu ungexyuu

Mose fa ce o4yakBa, Ye MaHTOMPA30, KAKTO BCHYKHTE HHXHUOUTOPH Ha npoToxHata nommna (UITI),
MO2KE J1a OBHILK Opost Ha GAKTEPHHTE, KOMTO HOPMATHO CE OTKPHBAT B rOpHATa 4acT Ha CTOMALUHO-
HpeBhus TpakT. Jleuenueto ¢ MNanTtyn 40 mg Moxe aa JoBese 10 H3BECTHO HOBULIABANE Ha pHMCKa OT
CTOMALLHO-YPEBHH WH(EKLUMH, HANP. NPHUYMHEHH OT Salmonella, Campylobacter v C. difficile.

Xunomaznezuemus

Ipy nipuieM Ha MHXHGUTOPU Ha IPOTOHHATA NOMNA, KATO NAHTONpPasoJ, 32 EPHOA MHHUMYM OT TPH
MECeLa H B MOBEUETO Cityyaun 3a NepHoa oTl roaMHa, ce cbobIaBa 3a ciy4au Ha Texxka
XHIOMAarHe3MeMuA. BL3MOKHM ca CEPHO3HM MPOSBH HAa XHNIOMArHE3UEMHS KaTo ob1La yMoOpa,
KOHTPAKLIMM HA CKeNeTHATA MYCKY/1aTypa, AENUP, KOHBYJICHU, CBETOBLPTEX H BEHTPHKY/1apHa
ApUTMKH, HO T€ MOraT 1a 3aNOYHAT HEYCETHO M 1a ocTaHaT He3abenasanu. Tlpu noBeveTo 3acerHaTy
NalNEHTH, XHNOMAarHEe3HEMUATA Ce NoA00PABa CJIE/ 3aMECTUTENHA TEPAruA ¢ Mariesunii u CITHpaHe Ha
MpHEMA Ha HHXUOHUTOPA HA NPOTOHHATA NOMNA.

3a NaUMEHTHTE, 32 KOMTO Ce Ouaksa Ja ObaaT Ha [IPOABL/DKUTENHA TEPANUA UNH KOUTO NPUEMAT
MHXUOUTOPH HA NPOTOHHATA NOMIIA W AUTOKCHH, WITH JICKapCTBa, KOWTO MOFAT Aa MPEeAH3BHKAT
XUIIOMArHE3HEMHUA (HANPUMED WY PETHUM), METULIMHCKHMTE CIIeLHaTHCTH TpsOBa Aa npeaABHAAT
M3MCPBAHE HA CEPYMHHTE HUBA Ha MarHe3us, NpeH 3alo4YBaHe Ha TEpaNUETa U EPHOAUYHO MO
BpEME Ha IEYEHHUETO C HHXUOUTOD Ha NMPOTOHHATA MOMNA.

Dpaxmypu Ha kocmume

ITpreMbT Ha HHXHOUTOPYK Ha NPOTOHHATA NOMNA, 0COBEHO BLB BUCOKH 2034 1 33 NIEPHOA TIOBEYE OT
CAHa TOMMHA, MOXKE JIEKO J1a YBEITHYM PHCKA OT BpakTypH Ha BeapoTo, KUTKATA U rpeOHaka, ocobeHo
HPH FIALMEHTH B CTApYECKa Bb3PACT WIIH NPU NALMEHTH, NPH KOHTO HMa PHCKOBH (hakTOpH 3a TOBA.
O63epBalioHHUTE NpOyUYBaHUATA MOKA3BAT, Ye HMHXHOHTOPHTE Ha NPOTOHHATA MOMIMA MOrAT 1a
YBCIHYAT LANOCTHHSA PHCK OT ¢pakTypH ¢ 10-40%. ToBa yBenHUEHHE 10 HIBECTHA CTENEH MOMNKE ha ce
AB/DKH M Ha APYTH PHCKOBH dakTopu. [NaumenTn, KoUTo HMAT pUCK OT ocreonoposa Tpabea aa 6baar
TPETHPAHH ChITIACHO ChbBPEMEHHHTE KIIMHHYHH PbKOBOACTBA M TE3U NaLMCHTH TpsOBa na umar
4NCKBATCH NMPHEM Ha BUTAMUH J{ M Kanuuii.

Cybaxymen xooxcen aynyc epumemamodec (SCLE )
Huxuburopute Ha npoToHHaTa nomna ca CBBP3aHH C MHOI'O peaxu ciyyau Ha SCLE.
JI€3HH, OCODEHO B y4aCTbLM HA KOXKATA, H3IOXKEHH HA CITbHUYEBH JTBYH, U AKO TE CA CH
bosku B CTaBHUTE, NALMEHTLT TPAGBa He3a6aBHO 1a MOTHPCH MEAULIHHCKA MOMOLLL /
CMEMATHCT C1EABA 1a OOMHCITK CRMpaHe Ha NpueMa Ha [lanTyn 40 mg. SCLE, Ha¢




MPEAXOAHO JICUEHHE C HHXHOWTOP Ha NPOTOHHATA NOMIA, MOXE /1a yBENH4H pHcka ot SCLE npH
ynotpeba Ha Apyrd HHXHOWTOPH Ha NPOTOHHATA NMOMNA.

Iosaussarne na aabopamopnume pesyaimamu

IMoeuieHoTo HKBO Ha xpomorpanuH A (CgA) Moxe A2 MOBIMAE Ha H3CIEABAHHITA 33
HEBPOCHIOKPHHHH TYMOpPH. 3a 1a ce u3berHe ToBa B3aMMOAEHCTBHE, NEUEHHETO C [lantyn 40 mg
TpsabBa Aa ce cripe BpeMEeHHO Hali-Maliko 3a 5 JHu npeawn onpenensaHeto Ha CgA (Bx. Touka 5.1). Ako
HHBaTa Ha CgA U racTpuHa He ca ce BL3CTaHOBMIH B pedepeHTHHTE CH rpPaHHuLM Clel HAYUTHOTO
OnpeleiaHe, H3IMEPBAHETO TPADBa 1a 6bac NOBTOpPeHO 14 /1HM cliea cMpaHe Ha NEYEHHUETO ¢
MHXUOUTOP Ha NMPOTOHHATA NOMIA.

To3u nexapcmeen npooykm cvOvprxca Marmuio,
MauueHTH ¢ peakyn HacaeACTBEHH MPOGAEMH HA HEMOHOCHMOCT KbM (PpyKTO3a He TpAGBA Aa NnpueMmar
TOBA JIEKAPCTBO.

To3u nexapcmesen npodyxm cvOwporca Aeyumuit (E€KCTPAKT OT COEBO Maci0). AKO CTe aANEPrH4HH KbM
GBCTBUM MITH COA, HE MpUEMAIITE TO3M NleKkapCTBeH NPORYKT.

Tosu nexapcmeen NPOOYKM coObPICA HAMPUL.
To3zu nexapcTBeH NpoayKT ChAbPKa B €aHa TabneTka no-Maiko or 1 mmol (23 mg) natpuii, nopazu
KOETO MOJXKE [1a ce npueMe, ye € “cBo6oaeH OT HaTpuit”.

4.5 Baaumopneiicrsne c Apyru JACKAPCTBEHH NPOAYKTH H APYrd YOpMH Ha BIaUMoaelicTBHE

Epexm na nanmonpason ewpxy abcopbyusama na Opyeu AeKapcmeenu npooyKmu

Mopany u3paseHoTO U NPOABIKHTENHO MOTUCKAHE Ha CeKpeLMATa Ha COJTHA KHCeNHHA OT cTOoMaxa,
NAHTONPA30J MOXKE 1a HaMany abcopOunsTa Ha IeKapCTBEHH NPOAYKTH CbC 3aBHCHMA OT
CTOMAaWHOTO pH 6HOHATHYHOCT, HAaNpP. HAKOM A30/10BM MPOTHBOrLOKHYHY CpeacTBa, KaTo
KETOKOHA30.1, HTPAKOHA30J1, N03aKOHA30/ M IPYrH IEKAPCTBA KAaTO epAOTHHHO.

JAexapcemea 3a neuernue na HlV-ungbexyuy (amazanasup)

EnxoBpemeHHOTO npuaokeHune Ha aTa3aHaBHp U ApYrH NCKapcTRa 3a nevenue Ha HIV-undekumy,
abcopbumnTa na kouto € pH 3aBucuma, ¢ HHXHOUTOPH HA NPOTOHHATA NOMNA MOKE Aa JOBEAC IO
CBILECTBEHO HAMAJISBAHE HA TAXHATA OUOHANMYHOCT M J1a OKaXe BIMSHUE BbPXY TAXHATA
etpukacHocT. [o Ta3n npHuMHa, He ce npenopnysa €AHOBPCMEHHO MpPUIaraHe Ha HHXUOUTOPH Ha
NPOTOHHATA NOMIIA ¢ aTa3aHaBUp (BXK. Touka 4.4).

Kymapunosu anmuxoazyianmu (heunpoxymon wiu sapgapun)

BBnpeku ve npu KIMHMYHK PapMaKOKUHETHYHH NPOY4BaHHA, NMPH €AHOBPEMEHHO NPUIOKEHHE C
(peHNPOKYMOH uaH Bapdapun, He ca HabNIoIaBaHu B3aHMOACHCTBHS, NPH OTHE/NHH CNIYYaH B NOCT-
MapKETHHIOBHsI NEPHOA Ce CHOOLIABA 32 NPOMEHM B CTOHHOCTUTE Ha MeXayHapoIHOTO
HOpMank3npaHo ckoTHoweHue (International Normalised Ratio, INR) npu chbmbTeTaawo neuenve,
[lopaau ToBa, Npy NauMeHTy, NEKYBaHH ¢ KyMapUHOBH aHTUKOAryJiaHTH (Hanp. heHONPOKYMOH Wit
BapdapuH), ce npenopbyBa NpocieasBaHe Ha npoTpoMOKHosoTo Bpeme/INR crien 3anousaue,
NPEKPATABAHE Ha IEHCHUETO UMK TIPH HepeloBHA yoTpeDa Ha MaHTONpasoJl.

Memompexcam
Hma chobliueHns, ye eaHoBpeMenHaTa ynoTpeba Ha BUCOKH 103K MeToTpekcat (Hanp. 300 mg) #

HHXMOMTOPH Ha MIPOTOHHATA NOMNA NMOBHMLIABA HUBATA HA METOTpPEKCaT NMpH HAKOU NAaLMEHTH. 3aToRa,
fIPH ClTy'au, MpH KOHTO Ce Npuiara BUCOKA 1032 METOTPEKCAT, HAFIPUMED PaK M NCOPH
C€ MOMMC/IH 32 BpPEMEHHO MPEKPATABAHE HA NPUEMA HA MAHTONPA3OJ.

pveu npovueanus 3a ezaumodeticmaus




ITanTonpason ce meTabonH3Mpa eKCTEH3UBHO B YepHHs APOG upe3 uMToxpoM P450-en3nmMHaTa
cucTema. OCHOBHHAT BT Ha MeTaboONMU3bM € AeMeThIupate nocpeacteom CYP2C 19, a Apyrure
ITbTHLIA Ha METabONU3bM BKJIIOYBAT Okucaenue upe3 CYP3 A4,

[Ipu npoBeneHu npoy4BaHus No OTHOLIEHUE HA B3AUMOAECHCTBUSTA C ApYrH NPOAYKTH, KOHTO CE
METabO0/IN3UPAT NO CHIMTE MBTHIIA, KATO Kapbamasel H, 1Hasenam, rIUOeHKNaMul, HUDEIUITHH U
MCPOPAJIHA KOHTPALICTITHBH, CHABPIKALIM JICBOHOPreCTPE/ H ETMHHIT €CTPAMON, HE €a YCTAHOBEHH
KJIMHHYHO 3HAYUMH B3aUMOJICHCTBUA.

Pe3ynTaTuTe OT peayia npoyyBaHHs MO OTHOLUEHHE HA B3AHMOIEHCTBHETO ¢ JpYTd NNPOAYKTH
MOKA3BAT, Y€ [TAHTONPA30,/1 HE NOBIUABA METAOOIHU3MA HA AKTHBHUTE BELECTRA, META00N U3UpPaHH
4pe3 CYP1AZ2 (xato kodeun, teodunun), CYP2CY (karto NUPOKCHKAM, TUKJIO(EHAK, HATPOKCEH),
CYP2D6 (kato meTonponon), CYP2E1 (kato eTanon) uiu He B3aUMOJACHCTBA C P-rIUKONPOTEHH
CBbp3aHaTa abcopOUMA HA JUIOKCHH.

He ca ycraHoBH B3auMOaelicTBA C eIHOBPEMEHHO NPUIIAraHN aHTHALWAHH CpEACTRa.

ITpoBenenu ca cbulo Taka Npoy4BaHUA NO OTHOMIEHUE HA B3au MOJECHCTBHATA IIPH €IHOBPEMEHHO
[TPHNAraHE HA NAHTONPA30J1 ChC CHLOTBETHUTE aHTHOHOTHLM (KIAPUTPOMULIHH, METPOHMAA301,
AMOKCHUMANH). He ca ycraHoBeHM KIMHHYHO 3HAYUMH B3aUMONEHCTBHAL.

4.6 @epTunnTeET, GPEMEHHOCT H KhpMeHe

bpemennocm

Hsama noctareuno nauuu or ynorpe6a na [aHTOIPa30J1 NpH OpeMeHHH xkeHu. [IpoyusanuaTa npu
’KHBOTHH NOKA3BAT PEMPOLYKUHOHHA TOKCUYHOCT (BK. TouKa 5.3). [loTeHumManuusT PHCK 1P XOpa €
HeusBecTeH. [lanTyn 40 mg He Tpabea na ce npunara no BpeMe Ha OPEMEHHOCT, OCBEH NMpU
KaTeropyuHa HeoOXoaUMOCT.,

Kvpumene

ITpoyuBaHuATa PH HKHMBOTHH NOKA3BAT CKCKPELNA Ha TIaHTONPa3oNl B MauMHOTO Msko. Mma
CHOOLUEHHS 32 EKCKPELIUA B KbpMaTa rpu Xopa. [lo Tasu npuyuna Tps6ea na ce npeueHy Aaiu aa ce
MPOABJIKKW/ NPEYCTAHOBH KEPMEHETO HilM J1a Ce NPOAB/DKH/[IPeyCTaHOBH feueHueTo ¢ [lanTyn 40 mg,
C/ICA CBIIOCTABAHE Ha M10/13aTa OT KbPMEHETO 3a AETETO W NOJI3ATa OT TepanusTa ¢ [TanTyn 40 mg 3a
MakKkara.

Depmunumem

Hsama nanuu 3a Hapywenns na deprunirera cnen TPHJIOIKEHHE HA TTAHTOIIPA3OI MPU MPOYYBAHUS
BbPXY XKMBOTHH (BX. Touka 5.3).

4.7 Edexrtn Bbpxy cnocobHocTTa 32 modpHpane u pabora ¢ MAWIHHHU

BB3mMOxHa € NosBa Ha HexXenaHH peakiuu, KaTo 3aMaiBaHe W 3PUTETHH HApYIUEeHUs (BXK. TOUKA
4.8). Ilpu nosea Ha Nogo6HU eheKTH, NAUMEHTHTE He TPsA6Ba Aa modHpaT UM Aa pabOTAT ¢ MALUMHN,

4.8 Hexenauu NeKapeTBeHH peakinu
[Ipu oxono 5% oT naumeHTHTE MOXE A3 CE OUAKRA NOJBA HA HEKeJIaHu JiekapcTBeHH peakiuu (HJIP).
Haii-uecto ¢cpobLiaBaHuTe Hexkenatm JACKRPCTBEHH peakuMH BKIOUBAT JHAPHS U rilaBobonue, KaTo u
ABETE BB3IHUKBAT NPU 0k0J10 1% OT naumnedTuTe.

B Tabanuara no-aony ca nocoyeHn HexeTaHuTe JICKapCTBEHU PEAKLIMH, 338 KOMTO ce ChoOLIaBa npH
HIPHCM Ha NAHTONPAsoN, rpynypaty CbriacHo CIeAHATA KiacH(PHKALMA 32 4eCTOTa:

MHoro yectu (>1/10); yectu (>1/100 no <1/1 0); Heuectr (=1/1 000 mo0 <1/100);

peaxu (=1/10 000 ao <1/1 000); mHoro peaku (<1/10 000); ¢ HeuzBecTHA YecTOTA (OT HATHYHHTS
AaHHHU He MOXe Aa ObJie HaNpaBeHa OLIEHKa). WA Mo
3a BCHYKMW HEXeNaHH Peakiiy, ChoOIIEeHH OT TOCT-MaPKETHHIOBHUSA OIHT, He MOXe 1/QER
NPHIIOKEHA HUKAKBA YECTOTA Y NO Ta3H NPHUYHHA Te Ca [MOCOYEHH KATOo +»C HEM3BECT f
Hexenanute nekapcTeny peakuu BbB BCsKa rpyfia 1o 4ecToTa ca NpeaCcTABEHHU B
OTHOLUCHHE HA TAXHATa CEPHO3HOCT.




labamnua 1. Hexenanu peakumu, CBbp3aHm ¢ NaHTONPa3oJl. OTYeTEHN [PH KIIMHUYHU NPOYYBAHUSA U
Bb3 OCHOBA Ha M0CT-MAPKETHHIOBUS OMUT

Yectora Yectu Hevectn Peaku MHoro penku C HeusBecTHa
Cucremos 4yecToTa
OpraHeH Kac
Hapywenus Ha ArpaHyjouMTosa TpombounTonenus,
KpbBTa U JIMM(HaTa JIEBKOMEHMS,
cucrema NAHUMTONEHUS
Hapywenus na CBpBXUYYBCTBH-
UMYHHaTa cucTema TEJIHOCT (BKJI.
aHa(hUIaAKTHY HU
peakuuu 1
aHA(UIIAKTHYEH
LLIOK)
Hapywenus Ha XHUNEPIUTHICM U XHUIoHATPpHEMHS,
MeTabo/M3Ma | U MOBHILIABAHE XHITOMAarHe3uemMus
XpaHEHEeTO CTOIHOCTHTE Ha (BK. Touka 4.4), |
MAacCTHUTE XHITOKATUHEMHA ',
(TpUrAMLEp MM, XHITOKATHEM HH
X0JiecTepon),
[POMEHH B
TEJIECHOTO TEIJI0
[Teuxuynm Hapyuwenus Ha Henpecus (u Jlesopuentaums (n | XamouuHaimm,
Hapy lLUeHHS ChHS BCHUKH BCHYKH 00bpKaHOCT
BJIOILABAHUS Ha BJIOLLIABAHMS HA (ocobeHo npw
CbCTOAHHUETO) CbCTOAHHUETO) npeapasnoioxeH
U NaUMEHTH,
KaKkTo M
BJIOLLIABAHE Ha
T€3U CUMITOMH,
KOraTo Beue ca
HAJIMLIE)
Hapywenus Ha I napobonue, HapyuieH Bkyc IlapecTesus
HEpBHATA CUCTEMA 3aMasiHOCT
Hapyuienus na Hapyuwenue na
OYHUTE 3pEHUETO/3aMbI-
JICHO BHXK/IAHC)
CromaiHo-upeBun | Iommnu na Huapus, MHUKpPOCKONCKH
Hapy LIeHHs (bynaycunure raaeHe/no- KOJIUT
HKJIC3H BpblIAHE,

(s1o0pokavecTse-
HH)

MO1yBaHe Ha
KOpeMa M rasose,
KOHCTHUIALIUA,
CyXoTa B ycTara,
KOpPEMHH O0JIKH H
AUCKOMboOpT

XenatoOunnapHu [loBuiaBane Ha [loBuinaBane Ha
HapyLeHHUA YE€PHOAPOOHHUTE CTOHHOCTUTE Ha
EH3UMHM OunupyOuHa
(TpaHCcaMHHa3 K,
Y-GT)
Hapywenus Ha O6pus/ YpTukapus,
KO>Kara M €K3aHTEM/ AHIHoeaemM




1

MOJAKOXKHATa ThKaH epynuums, cunjipom Ha Lyell,
CbpOex cpuTeMa

MyJITH(OpME,
(poTouyBCTBUTEAHO
CT.
C}’ﬁﬂK}'TCH KOMKCH
JIVITYC
CPHUTEMATO/ICC (BIK.
Touka 4.4)

Hapywenus Ha @®pakTypa Ha ApTpanrus, MyCKyJIHH

MYCKYJTHO- OeIpOTO, KUTKaTa | MHUAJIIUs CMa3sMHM KaTo

CKeJeTHara WK rpbOHaKa CNeACTBHE OT

cCUCTEMA M (BXK. TOuka 4.4) HapyLlUeHHe Ha

CheJIMHUTETHATA CIIEKTPOJIMTHTE

ThKaH

Hapywenus Ha MHTepcTHuManeH

ObOpeunTe U HEPPHUT, KOKHTO

MUKOYHWUTE MbTHIIIA MOXKe 1a
nporpecupa 10
ObOpeuHa
HEIOCTATbYHOCT

Hapyenus Ha ['MHekomacTusa

Bb3MPOU3BOAUTE]IH-

ara cucrtema m

bpaata

O01wuM HapyLeHus ACTeHHUs1, yMopa [loBuinenue Ha

H epekTH Ha M HepasnoJjoxe- TejsecHara

MSACTOTO Ha HHE TeMIeparypa.

MPHJIOKEHHE nepupepHu OTOUH

(1) XunokanuueMus, cBbp3aHa ¢ XMIIOMarHe3sueMus

Cbo0liaBane Ha No/103MPaHK JIEKAPCTBEHH PEaKLIMH

CboOLuaBaHeTo Ha MOJ03MpaHK HEXKENAHH PEaKLIMM Cliel paspeluaBaHe 3a ynorpeba Ha JieKapCTBEHUS
MPOJYKT ¢ BakHO. ToBa no3BoasiBa Aa NPOALIKK HAGTIOAEHHETO HA ChOTHOILEHHETO 1nosa3a/puck 3a
JICKapCTBEHUA NPOLYKT. OT MEAMLMHCKUTE CIIELIMAIIMCTH Ce W3MCKBA /12 ChOOLLABAT BCsAKA

MO/103MpaHa HeXKeslaHa peakuus 4pes M3nbiaHuTeHaTa areHums no JiekapcTeara, yJi. ,,Jlamsau
['pyeB”"Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiir: www.bda.bg.

4.9 Ilpeaosupane

He ca u3BecTHu cumMnTomu Ha npenosupase [MPH Xopa.

CHcTemHaTa ekcrno3uums Ha 103u 10 240 Mg, MPHJIOKEHH HHTPABEHO3HO B NMPOAbIKEHHE Ha

2 MHHYTH, ce noHacs 100pe.

[laHTornpason He ce aHanu3Mpa necHo, Thii KaTo ce CBbP3Ba B roJisMa CTEMNeH C MJa3sMeHUTe
MPOTEHHM.

B ciyyaii Ha npeno3upate ¢ KIMHUYHH MPU3HALIM HA MHTOKCHKALIMS HE MOraT J1a ce HanpaBsaT
CreUM(PHUYHH TEPANEBTHYHH MPENOPHLKH, OCBEH MPOBEKAAHE HA CHMITTOMATHYHO M [0 UIbprKaLIO
JICYEHHE.

5. ®APMAKOJIOI'MYHU CBOMCTBA

5.1 ®dapmakoAHHAMHYHH CBOHCTBA

(DapmakoTepaneBTHYHA Ipyna: MHXMOUTOPH Ha nporoHHara nomna, ATC kox: A0

Mexanuzvm na oeiicmeue




IlanTonpa3on e 3amecteH DeH3IUMMIAZ0N, KOHUTO MHXHOHMpa CEeKpelLiaATa Ha CTOMALIHA KMCEJTHHA, KaTo
pearupa cneunpuyHO ¢ MPOTOHHATA MTOMIA HA MAPHETATHUTE KIIETKH.

[TanTonpa3on ce TpancopMupa B8 Heropata akTUBHA ¢opma B KuceNaTa cpelia Ha KaHanuTe Ha
NApHETANHHTE KIETKH, KbAETO HHXHOMpA ensuma H+/K+-ATd-aza, 1.e. hunanuus etan ot
NPOoAYKUKATA HA CONHA KUCENWHa B cToMaxa. MHxHOMpaHeTo € A0303aBUCHMO M 3aCHra KakTo
GazanHara, Taka M CTHUMY.IMpaHaTa KMCE/IMHHA cekpeuns. [lpM noBeuero nauMeHTH oBNaasRaHe Ha
CHMNTOMHTE C€ NOCTHra 3a 2 ceamuun. lNoro6Ho Ha apyruTe uHXHOUTOPH Ha NPOTOHHATA NMOMNA U
H;-peuenTopHunTe unxubuTopH, Neuennero ¢ naHTONpaso Npean3BHKBA HAMATTEHA KHCEJIMHHOCT B
CTOMaxa M 1o TO3H HaYHH YBC/IMYABAHE HA HHBOTO HA racTPUHA NPOMOPLUCHANHO HA HAMANABAHETO
Ha KMUCEIMHHOCTTa. YBEIMYAaBAHETO HA HUBOTO HA racTpuHa e oOpatimo. Twil KaTo NMaHTOorNpas3on ce
CBBP3Ba C SHIMMHUTE QUCTATHO OT KICTBUHHTE PELIENITOPH, TOH MOXKe [a MOBNHSAE HA CEKPeLUaTa Ha
COJTHA KHCE/IHHA HE3aBUCHMO OT CTHMYJTHPAHETO OT APYTH CYDCTaHUMHK (ALETUIIXONHH, XUCTAMHUH,
ractput). EexTsT € eqHaKBO M3pazeH, HE3aBUCHMO OT TOBA JanH MPOAYKTHT CE& nNpuiiara nepopanHo
W WHTPABEHO3HO.

Husara Ha racTpuHa Ha rnaaHoO ce NOBHLUABAT OT naHronpason. Ilpu kpatkoTpaed npuem, B noseuerTo
C/yHau, HUBATa HA raCTPHHA HE HANXBBPAAT ropHaTa rpaHuLa Ha HopMaTa. [1pu NPoaBIKUTENHO
Ie4EHHE, B NOBEYETO ClyHaH, HUBATa HA rACTPHHA ce YABOABAT. CaMo B OTAC/AHH Ciyuan, obaue, ce
oTdeNg3Ba NPEKOMEPHO NOBHILABaKe. B pe3ynTaT Ha TOBA, NPH MPOALBKUTENHO SIEYEHUE, CAMO B
H30/MpakK ClyHau ce ycTaHoBABa Clabo A0 yMepeHo yBennuasane 6pos Ha crieupuyHUTE
€HAO0KpHHHK (ECL) kneTku B cToMaxa (nipocTa /10 aneHoMaTo3Ha XHnepnnasus). Bonpeku ToBa,
CTIOpEA NAHHUTE OT NPOBEACHUTE 10ceTa NPOY4BaHHA, 06pa3yBaHETO HA KAPLMHOMAHH MpeKypcopu
(aTHMHYHA XMMEPNIa3Kus) WK CTOMALIHH KAPUHHOKIH, KOUTO ca YCTAHOBEHH TIpH NPOYYBAHUE C
ONUTHH XUBOTHH (BXK. Touka 5.3.), He e HabMmoAaBaHO NpH xopara.

Io Bpeme Ha neuyenue ¢ aHTHCEKPETOPHH NCKAPCTBEHH MPOAYKTU FaCTPHHET B CEPYMA C€ OBULIABA B
OTFOBOD Ha MOHKXKEHATa KHCEIHMHHA cexpelus. B pezyntar Ha HaManenaTa cToMallHa KUCETHHHOCT
Ce€ nosuiiasa v HUBOTO HA CgA. TosuieHoTo HHBO Ha CgA MOXe Ja MOBIMAE Ha H3CeABaHUATA 3a
HEBPOCHAOKPHHHU TYMOpH.

Hanuunute nyGnukysanu naHHM noxassar, ue NMPHNAraHeTo Ha MHXHOUTOPHY Ha NPOTOHHATA NOMNA
TpAOBa Aa ce NPEYCTAHOBH MEXCTY 5 JHH M 2 CeaMHIIM npeau uiMepsaHe Ha CgA. Tosa ce npasu ¢
Liea HusaTa Ha CgA, KOMTO MOraT a ¢a JTb3JTHBO MOBMILICHH Clie/] IeYeHHe C UHXUOUTOPH Ha
nporoHHata nomna ( UI1), na ce Bu3crauosaT a0 PEPEPEHTHHTE CH MPaHHLIH.

Cnopen pesyarature ot npoyusanusTa FIPH KUBOTHH, NPH NPOABIKHTENHO JeUEHHE ¢ NAHTONPazoN
MoBEYe OT €1Ha rOANHA, HE MOXKE 1A Ce H3KIIKOYH HANYBJIHO MMOBJIMABAHE HA CHAOKPHHHHTE NOKa3aTenu
Ha LIMTOBHAHATA XKJ1€3a U YEPHOAPOOHUTE EH3UMH.

5.2 ®apmMakoKHHEeTHUHH cBolcTBa

Abcopbyus
ITauronpason ce pe3opGupa 6bp30 U MakcHManHa nnasMena KOHLUEHTpaLus C€ NOCTHra JOPH Clien
©AHa €llnH1YHa nepopanHa no3a ot 40 mg. Cpeano 3a okoi0 2,5 vaca cien IPHEM Ce AOCTUraT
MaKCHMaNHH CEpYMHM KOHLEHTPaLIMK OT NpHOAH3UTENHO 2-3 pg/ml, KaTo Te3U CTOMHOCTH ce
3anassat NOCTOAHHM Cle/l MHOTOKPATHO NpUiaraHe.

DapMakOKUHETHKATA HE CE NPOMEHS CJIe/] eAUHHYEH MY MHOFOKpaTeH rnpydem. B no308us auanaszon
ot 10 a0 80 mg nnazmeHara kuneTHKA Ha MAHTONPA30/ € JIMHe#Ha, KaKTo cliel] NEPOpPaTHO, TaKa U
C/1€ BEHO3HO NPUIOKEHHUE,

AbconoTHaTa GHOHATHYHOCT OT TableTHaTa $hopma e okonto 77%. EaHoBpeMeHHMAT npveM Ha XpaHa
HE Oka3iBa BiHAHUE BbpXy AUC, MakcHmanHara cepymua KOHLCHTPAUHs H CLOTBETHO BB
OHoHanuunocTTa. [TpH etHOBpPEeMeHEH IPHEM C XpaHa €AHHCTBEHO CE YBENHYABA Bap
lag gasara (BpemeTo oT npunarane Ha JICKApCTBOTO AC AOCTHIAHETO MY B KPLBTa).

Paznpeodenenue

CBBbp3BaHETO Ha NAHTONPA30N Che CCPYMHHUTE NPOTEUHU € 0K010 98%. ObeMbT H
okono 0,15 I/kg.




Enumunupane

BeuiectBoto ce MeTaGoM3Mpa NOUTH H3LAN0 B UePHUA APO6. OCHOBHHAT ITbT HA METAGONHIBM ©
aemeTHIHpaHe nocpeacTeom CYP2C19 ¢ nocnenpaiua cyndarHa koHorauus, a Apyr nuT Ha
MeTabou3bLM BRIOYBA OKKCIenKe ypes CYP3 A4, TepMunatHusT nonykusoT e okono | uac, a
KITMpBLHCLT € npubausutenno 0,1 Vh/kg. Orbenasanu ca HAKOKO ciy4as cbC 3a0aBeHO eNTMMHUHHPAHE.
[Mopaau cneundnyuHOTO CBBLP3BaHE HA NAHTONPA30M C MPOTOHHKMTE NOMIIH Ha NaApHETATHUTE KIIETKH,
CIMMHHALIMOHHUAT MOJTY)KHBOT HE KOPENHPA ¢ MHOIO MO-roJAMAaTa NPOALIKUTENHOCT Ha JIelCTBUETO
My (MOTHCKaHE HA KHCEIHHHATA CEKpeLIHA ).

bnOpeuHaTa enHMHHALIMA € OCHOBHUST MBT Ha eKCKpeLUs (OKOI0 80%) 3a MeTabonuTHTE Ha
MAaHTOTIPa30/1, a 0CTaHaNaTa 4acT C€ EKCKPETUpa ¢ H3npaskHeHHATa. OCHOBHUAT METaGONMT, KAKTO B
CCpyMa, Taka U B ypHHaTa, € 1€3METHIINIAHTONPA30, KOHTO € cyadaTHO KoHorupaH. I1onyuBoTsT
Ha OCHOBHHUA METa0OoMUT (OKOMO 1,5 Haca) He € MHOTO NO-ABJTBI OT TO3M Ha MaHTONPA30J.

Xapaxmepucmuxu npu nayuenmu/cneyuanny 2pynu nayuenmu

I'lpu okono 3% ot esponeiickoTto HacenieHne oTchbeTBA ¢yHkuuonnpawt CYP2C19 ensum W no tasu
NPHHHHA TC C€ ONPEACAT KAaTO NOLK MeTabonu3aropu. [1pu Te3u nuua MeTaboIM3MBT Ha
NaHTONPa3oN ce Katanninpa riaBHo upe3 CYP3A4. Cnen npunoskenne Ha eaHHuHa 103a OT 40 mg
MaHTONpa30N CpeHaTa NJOLL M0/1 KpHBATA Ha MJIa3MEHAaTa KOHLEHTPalus BB BPEMETO € GUna 0KoJIo
6 MbTH NO-TONAMA MPH JIOLH METaBOU3aTOPH B CpaBHEHHME C nauueHTH ¢ ¢pyHkurorupai CYP2C19
€H3HUM (eKCTeH3uBHH MeTabonu3atopu). CpeanuTe BBEPXOBH M1a3MEHH KOHUEHTPALIMH ca 6uu
NOBHLIEHH ¢ 0k0N10 60%. Te3u gaHHK HAMAT OTHOLLIEHHE KbM AO3UPOBKATA HAa NAHTONPA30.

He ce npenopbusa Hamanssane Ha posara, korarto MAHTONPA30JI Ce NpUlara NpH MauUeHTH C
yBpeAaeHa 6n6peuHa GyHKUHMA (BRIIOYHTENHO NALMEHTH Ha avanusa). Kakro npu 3apasu nuua,
MIOJYXUBOTBLT Ha MAHTOMPa30A € KpaTbk. CaMO MHOTO MAJTKM KOJIMYECTBA MAHTONPA30 e
AHaau3Upart. He3aBHCHMO Ye NonyKHBOTHT HA OCHOBHHS METaBoNKT e YMepeHo yawikeH (2-3 yaca),
CKCKpeLMsATa BbAPEKH TOBA € Obp3a M HE HACTBLIBA KyMyTaLms.

Bbnpeku ue npu naunenTy ¢ yepHoapoGHa unposa (wiac A v B no Child) nonysxusottt € yasmken
10 Mexay 7 n 9 uaca, croitnoctra Ha AUC e ypenuuena ¢ KOehHULIMEHT OT 5 a0 7 ¥ MakcHManHaTa
CEpyMHa KOHUEHTpaL#A € c1a00 noBuileHa ¢ KoeduumeHT 1,5 B CpaBHEHHE CLC 3/1paBH JHlla.

Cnaboto nosuwasare Ha AUC u Cuax npH XOpa B cTapyecka Bb3pacT B CPaBHEHHWE C MO-MJIAin X0Opa
CHIIlO HE € KAWHUYHO 3HAYHMO.

Leya

Cnea npunoxerne Ha eaMHUYHA nepopanHa 103a oT 20 wik 40 Mg NaHTOMPa3on NpH AcUa Ha Bb3pacT
MexAY 3 U 16 roaunn, AUC u Cpax ca 61y B PAMKUTE Ha CHLOTBETHHTE CTOMHOCTHTE NMPH BB3PACTHYU.
Criea npunoxenne Ha eqMHUYHA MHTPaBEHO3HA 1033 oT 0,8 WK 1,6 mg/kg nanTonpason npu aeua Ha
Bb3pacT MexXay 2 M 16 roanHH, He ¢ YCTaHOBEHA ChILECTBEHA BPb3Ka MEXKAY KIWPBLHCA Ha
[TAHTOMPa30J1 ¥ Bb3pacTTa Uik Ternoto. AUC u 0beMbT Ha pasnpegeneHue ca ChOTBETCTBANH Ha
JaHHHUTE NPH BBIPACTHH.

3.3 Ilpeak/JHHHYHH JAHHY 32 Ge30NACHOCT

[MpenxnmunnunKTe NaHHK He nokaseart ocobeH PHCK 3a XOpa Ha ba3aTa Ha KOHBEHLMOHANTHHTE
(apmakonoruuny npoyueaHus 3a 6e30NaCHOCT, TOKCHYHOCT MPH MHOIOKPATHO NpWIaraHe u
r€HOTOKCHUYHOCT.

[Tpu 2-roanuino npoyusaHe 3a KAPLIMHOrEHHOCT MPH fILXOBE Ca YCTAHOBEHH HEBPOESHAOKPY
HeonnasMu. OCBEH TOBA C2 OTKPHTH CKBAMO3HO-KJIETBYHU NAMWIOMHM B npeacToMaxa r
MexaHu3MBT Bozet 1o o6pasyBaHe Ha cTOMaLIHH KapLUHOH/IH OT 3aMeCTEHUTE OeH3 // g
BHUMATE/IHO NPOY'iCH, KaTo NMO3BO/IABA /12 CE HANPaBH H3BOZ, Y€ TOBA € BTOPUUHA pepk Sy

NOBHUICHATE CCPYMHH HMBA HA raCTPHHA, KOMTO ce HabNI0AaBaT NPH MTbXOBETE N0 A
XPOHHUYHO JICUEHHE,




[pu ABeroanmHMTE Npoy4BaHKa € HabOAaBaHO yBENHuaBaHe Ha Gpos Ha YepHOAPOOHHUTE TYMOpPH
MPH MJIBXOBE U KEHCKH MULLKH, KOETO € HHTEPIPETHPAHO KATO CJIEACTBHE HA BUCOKATa CTENEH Ha
MeTaboNIM3bM Ha RAHTONPA30,1 B YEPHUA Apob.

Cnabo yBes4eHHe Ha HEOTINIACTHYHHUTE W3MEHEHHS Ha LMTOBUAHATA %U1e3a € HAOTI0ONaBAHO npu
rpynara nibXoBe, nosty4asally Hai-sucokarta 103a (200 mg/kg). IMossara Ha Te3n HOBOOGpasyBaHus
€€ CBBP3Ba C NPCAN3BHKAHMUTE OT NAHTONPA30A MPOMEHH B MeTabonn3Ma Ha TUPOKCHH B YepHHA Apod
Ha mabXoseTe. bl KaTO NPK XOpa TepanesTHUHATA 1033 € HUCKA, HE CE OYaKBaT HeKenaHM peakuuu
OT CTPaHa Ha IMTOBHAHATA »*J1e3d.

[Mpu npoBeaeHUTE NPOYUBAHUS BLPXY PENPOYKTHBHOCTTA NPH KMBOTHH ca HaBIIO1aBAHM TPH3HALIM
Ha cnaba deToToKCHYHOCT B 103H Han 5 mg/kg

Ilpu npoyupaHuaTa He ca OTKPHTH NOKA3ATEICTEA 38 YBPEKAAHE HA (DEPTHANTETA WIH 32 TEepPaTOreHHH
edexTH.

[py rbXoBe € n3cnenBaHa Bb3MOXHOCTTA 3a POHUKBAHE HA NAHTONPA307 NPe3 [WIALEHTATa H €
YCTAHOBCHO, Y€ T4 C€ NOBHILABA C HanpeaBaHe Ha OpeMeHHOCTTA. B pesynrtar Ha ToBa,
KOHLCHTPALMATA HA NAHTONPA30/ B 1/100a Ce yBENUWYaBa HEMNOCPEACTBEHO NPEAH PAKAAHE.

6. OAPMAIHEBTHYHHU JAHHH
6.1 CnHcbK Ha IOMOWIHHTE BelmecTBA

Hopo wa mabremxama
ManTuTon (E 965)
KpOCnoBUAOH THN B
KapMenosa Harpuii

HaTpueB kapOoHar, 6e3BoaeH
Kalllues cTeapar

Obsusxa na mabremrxama
MOJMH(BHHHIIOB AIKOXOJ)
Tank

TUTaHoB anokeua (E 171)
Maxporoa 3350

coeB neuutuH (E 322)

KBIT kenesen okeua (E 172)
HaTpHeB kapboHar, 6e3soaeH
CbMNONHMED Ha METAKPHAOBA KHCETMHA-eTHnakpunaT (1:1)
HaTpHUEB aoaeuna cyadar
noaucopbar 80

TPHETUIOB LMTPAT

6.2 HecnBmecTumocTn

Henpunoxumo

6.3 Cpox narognocr

3 roauxu

0.4 Cneuuajnns yc/ioBHMS HA ChXpaHeHnne

To3u nexapcrBen NpoayKT He U3MCKBA CheLMaTHH YCIOBUS HA CbXPaHeHHe.

6.5 Buau chabpkanne Ha onakoBkaTa




oPA/Al/PVC-anyMunueBH 6nucrepy

BuaoBe onakoBKH
7,10, 14, 15, 20, 28, 30, 50, 56, 60, 98, 100 CTOMALUHO-YCTOHUMBH TabneTkn (ONHCTEpHH ONaKOBKHU)

He scnuku BHaOBE 0nakoBKku Morat fa 6baaT mycHaTtH B npoaax6Ga.
6.6 Crenna/iHH npeaANasHH MEPKH HPH HIXBLPASHE H paGoTa

HsMa cneuManHy U3HCKBAHUA.

7.  NPHTEXATEJ HA PABPEIIIEHUETO 3A YIIOTPEBA
G.L. Pharma GmbH
Schlossplatz 1

8502 Lannach
ABCTpHA

8. HOMEP(A) HA PAPEHIEHMETO 3A YIIOTPEBA
20100654

9. JJATA HA ITBPBO PA3PEINABAHE/TIOJJHOBSIBAHE HA PA3PEIUEHHUETO 3A
YINIOTPEBA

Jata Ha nbpBo paspewasane: 12.10.2010r.
Jlata Ha nocnegno noaHosasaue: 04.01.2016 .

10. JATA HA AKTYAJIU3BUPAHE HA TEKCTA

10/2024
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