KPATKA XAPAKTEPUCTHKA HA MMTPOAYKTA



L“!EnbﬂHHTEﬂHA ATEHLIVS NO IIEKAPCTBATA

1. HME HA JEKAPCTBEHVSA NPOLYKT Kpamia XapaKmepuCTIUK He NDogYKINa  [IpUAoeHLS 1
Koto0 697/ 99
s Kom Poz. NE 0 it
3ynbekc 10 mg cToMallHO yeToHuneK TabreTku
3ynbexc 20 mg CTOMAIIHO yCTOMYMBH TabaeTku Paspewerus N'é-’ 2533-5 1 1 '05' LYK
BG/MA/MP - ......... rereerrereapesreanssins fereinenreinrieninerasasesanaras
Zulbex 10 mg gastro-resistant tablets O T ] LY — Lroveeresmorsassresessassessie

Zulbex 20 mg gastro-resistant tablets

2. KAYECTBEH H KOJIHMECTBEH ChCTAB

3ynbekc 10 mg croMamHo-ycToHUUBY TAONETKY

Begka cromato-ycTolurBa Tabnetka coavpka 10 mg paGenpazon Hatpnit (rabeprazole sodium),
exkBUBaJICHTEH Ha 9,42 mg pabenpazon (rabeprazole).

3yabekc 20 mg CTOMALTHO-YCTORYHBH TA0JMCTKH

Beska croMatuHo-yeroiyisa tabnerka cuappka 20 mg pabenpaszon Harpuii (rabeprazole sodium),
exBHBaIeHTeH Ha 18,85 mg pabenpazon (rabeprazole).

32 IBIHHA CNUCHK HA IOMOLIHUTE BELECTBa, BHXTE ToUKa 6.1.

3. JEKAPCTBEHA ®OPMA
CTOMaWHO-yYCTOMUMBH TaDNETKH

10 mg cTomamiHo-yCcTOHYMBH TaONRETKH £a OPAHXEBO-PO30BH, IBOHHO U3MLKHAIM, KPBIIH TabIeTKH
CBhC CKOCEHU PBOHOBE ¢ AHaMeTsD NPpUOAUINTENHO 5,7 mm.

20 mg cromamyo-ycToiuuBHN TabneTky ca Oneno kagaBo-KbATH, ABOHHO H3NBKHATHA, KPBIIH C
AUaMeTsp npubausdrento 7,2 mm.

4. K/HMHHWAYHHU JAHHH
4.1 TepaneBTHYARN NOKAZAHHNA

3ynlexc TabneTkH ca Moka3any 3a NeYeHe Ha:

- aKTHBHA ZYOJeHANIHA A3BA

- aKThBHa noOpokayecTBeeHa CTOMAIHA S3B4d

- CUMINITOMAaTHYHA €pO3UBHAE HIIH yialepo3Ra ractpo-ezogareanta pedpnykcHa 6onect (I'EPB)

- ABJIrOCPOUHO NOAARPAKALD JIeYeHHe Ha racTpo-e3odareanya pednykceua 6onect ('EPB)

- CHMITTOMaTHYHO JICYEHYE HA YMEPEHA 30 MHOFO TeKKa racTpo-e3odaruania pedutykcHa bonect
(cumnromarvusa 'EPB)

- cunapom Ha Zollinger-Ellison

- B komGuHaums ¢ noaAxoAsIR aHTHOaKTeprHaneH TEPANEBTUYEH PEKUM 3a epagvKaLus Ha
Helicobacter pylori npu nausenTn ¢ nenThuna sa3seHa Sonect (BxK. Touka 4.2).

4.2 10o3HpOBXA ¥ HAYHH HA NPHJICKEHUE

Hdo3nposka
Bou3pacTHu/cTapyecka Bb3pact:

NepopajiHa 1032 33 AKTUBHA AYOJASHANIHA 100poKaUeCTBEHA A3Ba U CTOMALIIHA
20 mg BEOHBIK AHEBHO, CYTPHH.




[ToBeueTO NALUMEHTH C AKTHBHA AYOAEHANHA H3BA CE W3NEKYRAT B PAMKMTE HA YSTHPH ceaMHuH, [Tpu
MaITbk OpOH MaUKEHTH MOXKeE Aa Ce HAIOKH JICHEHHE Ollle YETUPH CEAMHMLIM, 33 Ja CC MOCTHTHE
niekyBaHe. [loseueTo nammenTy ¢ aKTHBHA CTOMAlIHA 4384 C€ M3ICKYBAT 33 iecT ceaMnin. TIpy
MATBK OpO#l MalEHTH MOXKE N3 C€ HAIOXKHK JOMTbAHWTETHO NEUEHHE OT WECT CEAMULUM, 32 Ja Ce
MOCTHIHE K3TSKYBAHE.

Eposuana unu yayeposna 2acmpo-ezogazeanna pegnyxcua 6orecm (FEPE): Tpenopruntentara
nepopaiHa 03a 33 TORA CbCTOAHME € enHa TadeTka oT 20 mg BeqHBK JHEBHO B MIPOILIDKEHUE HA
HETHPU A0 OCEM CEAMMIH.

Awnzocpouno aevwenue na zacmpo-esogaceanna peipayrcna borecm (FEPE): Tlpu barocpoqHo
JeueHre MOKe 1a Obae naaeHa noaabpkauia aosa 3yadexc 20 mg uny 10 mg BeAHDK JHEBHO B
3aBHCUMOCT OT TEPANEBTHYHUS OTIOBOP Ha NaLMeHTA.

CUMRMOMAMUUHO NeHEHUE RA YMEPEHA 00 MHO20 MENCKA 2acmpo-e30ghazeanna pegrykcua borecm
(cumnmomamuuna I'EPE): 10 mg Beanyk JHEBHO NpU natueHTh 663 e3odaruT. AKo He Ce [IOCTHTHE
KOHTPOJT BbPXY CHMIITOMMTE NO BPEME HA YETUPH CEAMHALIM, NALKEHTHLT TPA0Ba Ja ¢& H3C/AICABa
ROTBAHUTENAHO. Cea KaTO CHMITTOMUTE ¢a NPeMaxHATH, KOHTPON BbPXY CHMITOMHTE MOXeE 1A ¢
MOCTHTHE YPE3 peXKUM ¢ npueM Ha 10 mg BeHBK AHEBHO, KOTaTo € HeoOX0aUMO.

Cunopom na Zollinger-Ellison: Tpenopruurentara HavaaHa 203a 3a HEPOPANeH NPUEM Mpy
BB3pPacTHM nalMeHTH e 60 mg seanbx AnesHo. Jozara moske aa ce yreanyn a0 120 mg/nen criopen
HHAUBWIYANHHMTE HYJKOM Ha nauvenTd. Moxke aa nage eqHoxparna aneBHa no3a 1o 100 mg/nen. Toza
ot 120 mg npenrnonara pa3aensaHe Ha OTAETHH 1034, 60 mg , N1Ba NbTH JHEeBHO. JieyenueTo Tpsabea aa
NPOAL/DKH B 3aBUCUMOCT OT KNHHHYHHA OTTOBOP.

Epaouxauus na H. pylori: Ilavuentn ¢ H. pylori vindexuvs Tpa6Ba na ce NOAIOKAT Ha
ePUINKALMOHHO JedeHie. Ilpenopprysa ce cieanara 7-AHEBHA CXeMa:

3ynbexc 20 mg ABa BBTH AHEBHO + KIAPUTPOMMUKH 500 mg Ba MbTH AHEBHO H aMOKCHLMNYHE 1 g
ARA BTH AHEBHO.

bwbpeuno u uepnoopobuo yepedcoane: He e He0OX0AMMO KOPHTHPAHE HA JO3aTA NPH NALMEHTH ¢
ObOpeyHO MK uepHOAPOOHO YBpEKIaHE,

Bk pasnen 4.4. "CneunanHy npesynpexAeHys ¥ npenasHy Mepky npu ynotpeda” va 3ynbexc npu
JEYeHKe Ha NaUMeHTY C TEKKO YepHOoApoOHO yBpexiane.

Ileya: 3ynbekc He ce niperiopbuBa 3a ynorpeba Npy Aelia, Thil KATO HAMA OIKT ¢ yrioTpebara My pH
TA3MN I'Pya MAHEHTH.

Ha4yuH Ha DPUIOKEHHE

[{pn uHanKaunH, 3NCKBaLIKM €HOAHEBHO JieyeHHe cbe 3yibekc, TabneTkure TpabBa 1a ce B3emar
CYTPHH NPEAH XPAHECHE. BBAPEKH 4e € NOKA3aHO, Y€ HUTO RPEMETO, HHUTO NPHEMET HA XDaHa
MOB/IMABAT aKTHBHOCTTA Ha padenpazon HATpHif, Tazu cXeMa Ha JiedeHHe uie NogoOpH KOMInaibHca
fIpY JIEUEHHETO.

HayuentuTe TpabBa 1a ce npenynpexaasar, ve 3ynbexc TabneTky He TpAOBa 11a C€ AbBUAT WM
Da3Mauksar, a TpaOBa Ja C& NOrThiAT LENH.

4.3 HporuBonokazauus

H3BecTHa CBPBLXHYBCTBHTEAHOCT KbM pabenpason HaTpyil, cyocTuTyHpany OeHs
HAKOE OT MOMOLHHTE BELIECTRA, H3DPOEHM B TOUKa 6. 1.

bpeMEHHOCT # KbpPMEHE.




4.4 CreunajJHH npedynpexIeHns H IPeANA3HH MePKH OPH yuoTpeda

CUMNTOMaTHUYHHAT OTTOBOP Ha Je4eHHETO ¢ pabenpason HaTPUil He U3KMOUBA, INOKAYECTBEH IPOLEC
B CTOMAXa WK B XPaHONPOBOAa, NOPaH KOETO BE3MOXKHOCTTA OT HaJIMYKE Ha 3N10KaYEeCTBEHO
3abonsBane TPAOBA Aa ce W3KMIOUM NPERM 3alI0UBaHe HA JICYSHHETO ¢ 3ynbekc.

PuckbT OT peakuu# Ha KPBHCTOCaHA CBPBLXUYYBCTBHTEIHOCT KbM cYOCTUTYUpPAHU OEH3HMUAAZ0ONN HE
MOJKE a3 €€ H3KIIOUH.

Hanventure Tpsabsa aAa Ovaat npedynpexxkaapand, e tabaetkure 3ynbeke He TpadBa 4a ce ALBYAT K
pa3yynsar, a TpaOBa Aa ce NOrabIIAT LETM.,

IleavaTpuyHa NOMyJALKHA

3ynOeKc He ce npernopbuBa 3a yrnorpeba npH neua, Thil KaTo HIMA ONMT ¢ ynoTpedara My NpH Tasu
rpymnia NauydeHTH.

Cnen mycKaHeTOo Ha razapa HMa ChODIIEHHA Ha KPbBHA JUCKpazus (TPOMOOIMTONECHHA U
HeyTponieHna). B noseyeTo ciyy4aH, KOraTo ¢aHa ajiTepHaTUBHA €THOIOTHA HE MOoxe aa Obae
HICHTHOUDUPAHA, CEOUTUATA Ca DU HEYCIIONKHEHH M €2 OTUIYMABAJIH ChC CAMPAHE HA NIPUEMa Ha
pabenpa3zo.

Heproapobuu eH3uMy aHoManuk ca Ouny HabIAARAHN B KIMHUYHY NPOYYBAHUA H CHULO ¢a BunY
CbOOLIEHH, C/le NYCKAHeTO My Ha masapa. B nosevueTo ciiyyau, KOrato eIHa a1TepHAaTHBHA
eTHOJIONKMA HEe MoKe na Obae uaeHTUOULMpaHa, CHLOUTHATA Ca OHAM HEYCIOXHEHH U ¢ OTIYMABATN
CbC CMUpaHe Ha MpHeMa Ha paberipaszon.

Hama gokasatencrsa 3a 3Ha4uMM npollieMu, CRbP3aHu ¢ 6e30MacHOCTTa Ha IEKapCTBOTO NPH
MAUHEHTH CbC cNAa00 N3PA3eHO N0 YMEPEHO YBPEXK/IAHE HA YEPHHS PO B CPABHEHME C KOHTPONHA
rpyna naljedry 0e3 4epHoApOOHO yBPEKAaHEe, CHOTBETCTRALH IO BL3PACT H NOJ. Bohnpeku Tosa,
Thil KATO HAMA KJIMHHYHHA JaHHH 38 ynorpeda Ha pabenpason 32 IeueHHUe Ha MALHUEHTH ¢ TEXKA
uepHOAPOOHA AMCPYHKLHNA, CE NPEeNOPHUBA JIEKApAT ia BHHMABA, KOTATO C€ 3410483 33 TbPBH BT
fieHeHue ¢ 3yabeKc npy TaKMBA TALMEHTH.

EnnospeMeHHOTO NPUNOKEHHUE Ha aTa3aHaBHP CBC 3yna0eKe He ce npenopbusa (BHXK To4Ka 4.5).

Jledetinero ¢ yHXUbOWUTOPK HA NPOTOHHATA NOMIA, BKNIOUUTENHO 3yabeke, SBEHTYANIHO MOXKE 12
MOBHILHM PHCKA OT CTOMALHO-4peBHY UHbeKUnY, npruautcHu ot Salmonella, Campylobacter
Clostridium difficile (Bwk Touka 5.1).

Texka xdrmomarHe3eMns € JOKJIAABAHA MPH NALMEHTH, JIEKyBaHN ¢ WHXUOMTOPH Ha IPOTOHHATA
nomaa (MH), karo pabenpazon, 3a Hafi-Manko TpY Meceua, 4 B [TOBEUETO Cy4ay 3a FoJHHA.
CepHo3HH NPOABH HA XMNOMArHE3EMUR KATO rajICHe, TeTAHUA, ASTHPUYM, KOHBYJICHHA, 3aMagHoOCT 1
BEHTPHKYNIApHA aPUTMUN, MOraT Ja Ce [PosBAT, HO T¢ MOTaT 14 3ano4yHaT He3abenasado v aa 6naar
npexedpernar. [lpu noseueTo 3acernaTn nauueRTH XUNOMAarHE3EMUATA PEMUHABA CiE/] NPHEM H3
MarHeidesK J00aBrKi u npexparasane Ha nedenneto ¢ UMM, 3a naumenTH, 3a KoWTO ce O4aKea, 4ye we
O1bAAT Ha NPOAB/LKMTESHA Tepanus, unw Kouto npuemat HITH ¢ aurokcun wim nekapcTsa, KOMTO
MOTPaT Ja NPHHHUHAT XUNOMarHeieMus (Hanp. JUypeTuii), € HEOOXOIMMO MEIHMLMHCKUTE CIICUMITUCTH

H [ICPHOIKWYHO (10 BPEME HA TCpanusAra.

MuxubuTtopuTe Ha NPOTOHHATA [IOMTIA, 0CO0EHO aKO Ce U3NON3BAT BhB BHCOKH AT g SR
BpeMme (Haz | roanHa) MOXe pA3Ko [a MOBUINAT PUCKa OT (ipakTypa Ha DeapoTo x@r A RN
rpuOHAYHUS CTHAD, TPeobNalaBalLM PH HAUHEHTH B HANIPEAHANA BL3PACT MK HoThie
APYTH pUCKOBH dakTopu. [loapoGun uznenBanus, MOKABAT, Y€ UHXUOUTOPUTE H



MOraT Aa NOBULIAT OOLIHAT pUCK OT PpakTypu ¢ 10-40%. YacT or TOBa NOBKINABAHE MOXKE Na ce
AbJ/DKH Ha APYTH PHCKOBH (axtopH. [latienTn, pucKoBH 3a 0cTeonoposa, TpadBa Aa (10ayyar, Criopex
ChBPEMEHHHUTE KIMHHYHH HACOKH, alekBaTeH npuem Ha BUTaMpH D 1 kanuuii.

Eaunospemenna ynorpeba Ha pabenpazon ¢ MeToTpexcar

JluteparypHu NaHHH NPEATiONAaraT, 4e eAHOBpEMeHHATa yIToTpeda Ha HHXHOMTOPH HA NPOTOHHATA
IOMI1a ¢ METOTPEKCAT (MTPEAMMHO NPH BHCOKA 103a; BXX HH(POpMaLus 3a Mpeanyceane Ha
METOTPEKCAT) MOXKE /1a MIOBULIM ¥ YABIKH CEPYMHUTE HHBA Ha METOTPEKECAT 1 / WK HA HErOBHTE
MeTabOoJIHTH, ROBENAANHKY A0 METOTPEeKcaTHA TOKCHYHOCT IIpK npunarase Ha BUCOKH K03K
METOTPEKCAT, MPU HAKOM NAUHEHTH MOKE 1A Ce pasrfie)kaa BpeMEeHHO npekparasaHe Ha PPL.

BavsHue Bupxy abcopbumsaTa ua Buramud B12

Pabenpazon natpunii, kaTo BCUYKHM JIEKAPCTBA, MOTUCKALIK 00PAa3yBAHETO HA CTOMAIIHA KHCEITHHA,
MOXE Na Hamand abcopbusaTa Ha sutamud B12 (uvankobanaMun) nopaam Xuio- uiik a-XJIoOpXuapus,
Tosa Tpabsa na ce UMa NpelBHA MPH NALMEHTH ¢ HAMAJICHH TEJIECHH 3ATIACH H/TH C PUCKOBH GaxTopH
3a HamaneHa adcopOuua Ha BuTamuH B12 npu penrocpouna Tepanus wunu ako ca HabnioaaBaHu
ChOTBETHUTE KIMHUYHUA CHMITTOMH.

CybaxyTen koxen nynyc epuremaronec (SCLE)

HuxubrropHTe Ha APOTOHHATA NOMIIA €A CBBP3aHU ¢ MHOTO penkH ciayyau Ha SCLE. Ako ce nosear
NE3KH, 0COOEHO B YUACTHLM OT KOXKATA, MIOKEHHU Ha CABHYEBH JBYH, H 2KO T€ ¢a CLIPOBOIACHH ©
GonxH B8 craBuTe, NAUMEHTHT TPAOBA He3abaBHO Ja NOTHPCH MEAUIIMHCKA IOMOI U MEAHIIMHCKHAT
CTICUHAANUCT CNEABA Aa OOMUCIH CIHPaHE Ha npreMa Ha 3ynabekc. SCLE, nacTsnua cien npeaxonHo
JIeHEHRe ¢ HHXNOWTOP Ha MPOTOHHATA NMOMITa, MOXKE [1a yBeJTuuH prcka oT SCLE npu yiiotpeba Ha
APYTd HHXHOMTOPH HA [IPOTOHHATA MOMIIA.

[losnussade Ha nabopaTopHUTE pe3ynTaTH

IopulIEHOTO HABO HA XpoMorpaHrH A (CgA) MOXKE A MOBIHAC HA W3CICABAHUATA 32
HEBPOCHAOKPHHHK TYMOPH. 3a 12 ce H3DErHe ToBA B3aMMOACHCTRHUE, IeHeHUeTO Cbe 3ynbekc Tpadea
712 CE CIpe BPEMEHHO Hal-MaJIKo 32 5 THH Npead ofipeaeiaHero Ha CgA (Bx. Touka 5.1). Axo HuBarta
Ha CgA 1 racrpuna He ¢a c¢ Bb3CTAHOBUIU B peEePEHTHUTE CH MPAHULIM Cliel HAYANHOTO
onpeaensue, H3MepBaHeTo Tpadea aa Ovae nosTopeno 14 aHM ¢liea CnHpaHe Ha JEYEHHETO C
HHXHOWTOP HA NPOTOHHATA MOMIA.

B1,0peuno yBpexaane

HaGaronasad e octop Tybynounteperuunanes vedpur (TIN) npu nauuenTtd, npuemainy paGenpason,
¥ TOW MOXE Aa CE NOABYU NO BCAKO BPEME B X0a Ha feveHueto ¢ pabenpaszon (Bx. Touka 4.8).
Octpuar TyOyJIOHHTEpCTURHATICH HE(DPUT MOXKE 14 Nporpecupa 10 Ob0peuHa HeOCTATBYHOCT.
PaGenpason TpadBa Ja 6be npexpaTeH B caydait Ha nogosdpad TIN # cBoeBpeMenHo Ciienra 4a ce
3ano4He OAXOAAINO JCYeHHe.

Toaa nexaperso chbabpxka no-mManko ot 1 mmol HaTpuii (23 mg) na Tabnerka, T.€. MOXKe 13 Ce Kaxke,
Y€ NPAKTHUECKH HE CHIbPiKA HATPHII.

4.5 B3anmojgelicTBue ¢ APYrH JeKapcTBeHH NPOAYKTH H APYIn GOopME HA B3IaUMOACHCTBHE

PaGenpaszon HaTpuii OCHILECTBABA MBAHO H ABIT0 NPOILIKABAIIO HHXHOUpPaHe HA CTOMALIHATA
KHCENHHHA Cekpelus. Moxe na ce nossu B3aMMOAENCTBHE ChC CHEAHHEHHSA, YHATO Pe30POLIMS 3aBHCY
ot pH. ExnospeMenHOTO npunarate Ha pabenpazofi HATPHIA C KETOKOHA30I WK HTPAKOHA30 MOKE
3HAUUTENHO A4 NOHWKKY aHTUIBOWMUHWTE NNasMedy Husa. ClieoBaTenHO, OTACNHY 12U
Ce HYKAAAT oT Habmonenue, 3a J1a ¢e afantHpa (ako € HeoOXOAUMO) 103aTa, KOraTo € gmpm
3yndeke Te NpueMaT ¥ KETOKOHA30J WK HTPAKOHA30A. "/ o

F“'-

B winHMYHKM NpOyYBaHMA, KaKTO H B crieUu(HIHN H3CICABAHYS Ha Mexmynekapcmehm .
B3aMMOJCHCTBHS € YCTAHOBEHO, Ye HAMA R3aUMOASHCTBUE MEXAY TEHHY AHTHALMTHH: qbeq\,f
M3MON3BAHH €JHOBPEMEHHO C 3VI0OEKC, x %)



EnHoepeMennoTO npuiokenue Ha aradasasup 300 mg / puronasup ¢ omenpaszon 10 mg (40 mg
BeAHBX nHeBHO) Wiuv 400 mg araHazasup ¢ sausonpason {60 mg BeAHDX JHEBHO) MpH 34pasu
A0OPOBONUM € NOBEAC A0 3HAHUTEAHO HAMATABAHE HA KCMO3ULIMATA Ha aTa3zaHasup. AGcopbunara Ha
arazanasdp € pH 3agucHMa. Bnnpeku, ye He ca npoyueHn, noJo0Hu pe3yirratd ce c4aKsar ¢ Apyri
HHXHOHTOpH Ha nporonHaTa nomna. 3atosa UIITI, Brunounrento pabenpazon, ve Tpabra na ce
NpUaraT eGHOBPEMEHHO ¢ aTazaHaBup (Bk To4ka 4.4).

MetoTpekcar

Kiaunuuny ciyyau, nyGinkyBanH oT GapMakOKMHETHYHN NPOYYBaHHA CPe/l HACENeHHEeTO, H
PETPOCHEKTUBHH aHAM3H NNOKA3BAT, Ye EAHOBPEMEHHOTO NPUIOKEHUE HA HHXHOHUTOPH HA
[IPOTOHHATA NOMNA ¥ METOTPEKCAT (TPEAMMHO NIPH BHUCOKA J03a; BX HHGOpMaLMa 32 NPEANKCBAHEe Ha
METOTPEKCAT) MOXKE 1a NOBUILM H YALIDKK CEPYMHUTE HHBA Ha METOTPEKCAT ¥ / MITH Ha HErosys
METADOJIUT XUAPOKCUMETOTPEKCAT, BBNPeKH TOBA, OGHIHATHO HE Ca NPOBEKIAHU MPOYyUBAHKA 34
JEKApCTBeHN B3aHMOACHCTBUA HA METOTPEKCAT € HHXMOUTOPH HAa NMPOTOHHATA NOMNA,

4.6 bpemendoct ,KbpMeHe ¥ DPepTHANTET

bBpemenHocT

Hsama nanHy 3a OesonacHOCTTa Ha paGenpazon npu OpemeHHHM enu. IIpoyyranus Bhpxy
penpoAYKLNKATA, U3BbPUIEHH TPK [UTBXOBE H 3aliUM, He Ca pa3KpUIIH IOKA3ATENCTRA 33 YBPEH JAAHE Ha
(pepTuanTeTa UK YBPEKAGHE Ha (PETYCa, KOMTO Ce AbDKAT Ha palenpa3on HATpui, BbOpeKH Ye ce
HaOmoaasa cnabo QeTo-IaueHTapHO NPEMHHABANHE NIPU IbXxore. 3ynbeke ¢ NpoTHRONOKA3aH Mo
BpeMe Ha OPeMEHHOCT.

KnpMene

He e m3sectHo nanw pabenpazon HaTpHit ce eKCkpeTHpa ¢ KbpMata npu dyoseka. He ca nposexaanu
n3cneasaHus npu Kepmaaku. Pabenpason narpuit ce ekckperrpa, ofaue, ¢ KbpMAaTa NpH [LIbXOBE.
Uopanu ToBa 3ynadekc, ne TpaGBa Aa ce U3NON3BA M0 BpeMe Ha KhpMeHe.

4.7 Edexrn BLpXy cnocodnocTTa 32 wiodHpaHe H padoTa ¢ MAINKBN

Bt3 ocHoBa Ha dapMakoAdHAMUYHUTE CBOHCTBA W NPOGMHIA HA HEXENAHUTE JIEKAPCTBEHH PEAKLHH €
MAJIKO BepoATHO 3yAbeKe Aa HMa BB3ACHCTBHE BbpXY CNOCOOHOCTTA 3a LiodupaHe s paboTa ¢
MaiuuHi. B cnyuait, ye ce noHMxy OMTENHOCTTA NOPanH CHHIUBOCT, C€ NPENOPLUBA Jia ce N3DIrpa
wodupaneTo n paborara ChbC CNOKHN MAIIMHM.

4.8 Hexenanu JekapcTBeHd peakiinx

Ha#i-gecto chodiaBaHuTE HEXXENAHH JIEKAPCTBEHY PEAKUMHK 10 BpeMe Ha KIMHHYHH H3NUTaHHA ¢
pabenpason ca rnasobonue, Anapus, OoJKa B KOpeMa, aCTeHus, iaTyieHu s, OOPHB M CyX0Ta B
ycrata. [loBeueTo nposBrUAY Ce HEXENAHY peakLMK N0 BPEeME Ha KJIMHHUHH NPOYUYBAHMS €A IeKH U
YMEPEHO TEXKKH 110 TEXKECT U [IPEXOAHH 10 BHA,

Cneuute HEXENAHUTE peakiliti Ca CbOOIWEHH OT KIIMHWYHH MIPOYYBAHUA W MOCT-MAPKETHHIOBY
V3CNEABAHUA.

YecroTure ca iedpuHHpaHy KaTo:
- yectd (> 1/100, < 1/10),
- "Heuectd (> 1/1 000, < 1/100),
- peaku (> 1/10 000, < 1/1000)
- MHOro peaxu (<1/10 600}
. C HEHM3BECTHA 4ECTOTA (HE MOraT Ja C€ ONPEeASnaT OT HAHYHUTE

CEPHO3HOCT. A



Cucrema opranm YecTn HeuecTs Peaxu Muoro | C
H KJIACOBE peaKH HeH3IBECTHA
YeCroTa
Mudekuny v HMudexuus
HHpeCTANHK
Hapywenus ya Heyrporeus
KPLBTa ¥ JieBkoneHns
nuMpHaTa TpomGouurone-
CHCTEMA HUA
JIEBXOLMTO3A
Hapywenus #a CBPBXUYBCTBH-
HMYHRATA Teanoct
cHCTEMA
Hapywennn Ha AHopeKcuHs XunoHarpu-
MeTabonIma n EMHS
XPAHEHETO
lMenxauny bescbHKe HepsuocT Henpecus ObvpKanocT
_pa3cTpolcTBa

Hapymenus Ha "maroboine COMHOASHTHOCT
HEPRHATA 3aMasaHoCT
CHCTEMS
Hapywennst Ha 3puTenHu
O4UHTE CMYILUEHVIS
Craosn [epudepen
HAPYLICHURA €AeM
Pecnuparopus, Kaunua Bporxut
rpLINN B DapuHrUT CUHY3HT
MeIHacTHHANHM | PusuT
HAapYyuleHHs
Cromaumigo- Jvapust Hucnencus Factpur Mukpocko-
YPEBHH [ospsirare CyxoTta B ycTara CromaTuT ICKH KOJIUT
HApYWIeHNA I'aneue OPHIBAHE Bkycosu

Kopemnu CMYUIEHHA

Bonxu

Kouctunanus

Otaensane Ha

rasoBe

(bnarynen-

MR )

Honunu Ha

ABHOTO

{dynayca) na

CTOMAXa

(moSpokadecTs

GHH)
Xenaro- Xenarur
SunmapHu Xbnatenuua
HapylUeHHRA XemaranHa

enuedanonarus’
Hapyweund na Obpun Copbex EpureMa Cybaxyrer
KOKATa H 3auepnaBane” Hanotasaue MYITH- KOXEH JIYNyC
NOAKOKHATA Bynosnn popme, EPUTEMATOIE
ThKAH peakumn® TOKCHYHA | C (BK. TO4KA
enaepman- | 4.4




Hapywmenns Ha Hecrieundry- | Muanrug Cxpauaqe
MYCKYNHO- Ha Oonka/0onka | Ha KpakaTa
cKeaeTHATA B rppba ApTpanrus
CHCTEMA H {dpaxrypa Ha deapo,
ChEAUHHTETHA- KHTKA WIH

TA ThKaH rpubHaueH cToab

(guoic mowka 4.4)

Hapyitieune na WHupeknma na Ty6ono-
Ob6peunTe n YPHHapPHHA HHTEPCTHLHANEH
NHKOYHHTE TPaKT He(puT (¢
NbBTHLIA BLIMOKHA
[IpOrpecHs 20
6b0OpeuHa
HEJOCTATHYHOCT)
Hapyuienus na IN'unexoma-
penpoaAYKTUBHAT CTHA
a CHCTEMA U
repaara
O6un ActeHus bonka B rpbAHUA
HApYLUCHHSA H ['punononob- KOLLI
eqeKkTy Ha Ha Ipoctyna Inpexecna
MSICTOTO HA bonect
| NpAnoKeHde
Hicnensanus [Tosuiiasane Ha YBeny4asane Ha
YEPHONPOOHHTE TENECHOTO TETTO
eH3HMH’

! BxjilouBa OTOK Ha JTMLIETO, XUTIOTOHKS M AUCTIHEA

2 epureMa, GynosHE peakuuy ¥ Peakinh Ha CBPbXYYBCTBUTENHOCT OGMKHOBEHO M34e3BaT CJief
NpeKpaTABaHEe Ha JACUEHHETO.

? peakH cboGieHus 3a 4epHOAPOOHA eHIle(anonaTHA ¢a NOMYSCHM NIPY NALMEHTH ¢ uMpo3a. [pu
JIEYEHHETO HA MAUMEHTH C TEXKA YepHOApOOHA JUCHYHKLMA feKapuTe Tp1OBa Aa ObAaT BHUMATEITHA

npu jgedensde ¢ 3yadexe 0Co0eHO NPH MLPBOHAYANHO NPUIAraHe NpY TAKHBA NMALUMEHTH (BXK, TOUKA
4.4).

Crobumasate Ha NONAO3INPAHN HEXKENAHW PEaKliHn

CpoOL1aBaHETO HA NOJO3MPAHH HEXENAHH PeaKUyH ¢liel] pa3peliaBate 3a yrorpela Ha TeKapCTBECHHUA
NPOAYKY € BaxXHO. TOBa NO3BOJISBA Aa NPOABIDKM HaONIONEHUETO HA CHOTHOLICHUETO MTOI3a/PHCK 32
NIEKAPCTBEHMA NPORYKT. OT MEAHUHHCKHTE CHEUMAIHCTY Ce U3HCKRA Na ChoGIaBaT BCaKa
MOA03HPAHA HEXKENAHa PeAKiuA vpes

W3nbiaHuTeIHA areHUns 1o NeKapcTsara

yii. ,,Jaman I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcalit: www.bda.bg.

4.9 Hpexozupaue

HJocera HaMa ONMT ¢ NPeAHAMEPEHO WK Cly4aiiHo npenosnpane. MakcuManiiarta ycraHoBeHa
eKCnoO3ulivg He HaJIBHIuaRa 60 mg Asa MbTY AHesHO Wik 160 mg BeaHbk nHeBHO. OOUKHOBEHO
€(EKTHTE Ca MHHUMANHH, NIPeJICTABUTENHU 32 H3BECTHUA MPOWIT HA HEXeMaHHTe ChOUTHA 1 ca
obparumy 6e3 HeoOXOAUMOCT OT MO-HATATHUIHA MEAHLIMHCKA HaMeca. He e u3BecTeH rEmt e
adTvA0T. PaGenpazon Hatpu#i ¢e CBBP3Ba B rOJ1AMa CTENEH C NPOTEHHHUTE W NOPaL '/: s
Juajn3ivpa. Kakro npy Bceku cnyuail Ha npedo3rpaHe, TeHeHHETo TpaOBa Ja Ot o)

TpsOBa a ce OpHIoKAaT OBIIM NOJTEPKALIY MEPKH. & J,_i; o
AN R
5  ®APMAKOJOI'MYHA CBOMCTBA N :




5.1 <PapmarkoaguHaMHYHH CBOHCTRA

PapmaxoTepanesTHuHa rpyna: JlexapcTsa 33 neYeHue Ha PA3CTPONHCTRA, CBLP3aHH ¢ KHCETHMHHOCTTA,
HHXHOUTOPH Ha npoToHHaTa nomia, ATC kon: A02B C04.

MexaHn3nM Ha 1eHCTRUE:

PabGenpazon HaTpyil NprHAMJIEKH KbM IpyiaTa Ha aHTHCEKPETOPHHUTE CheAHHEHN, KOUTO
NPEACTABNAABAT CYOCTUTYHpaHH BEHIMMUIA30IM, KOUTO HE NIOKA3BAT AHTUXONMHEPTUYHY UK H
XHCTaMHH aHTArOHN3MPAlN CBOKCTRA, 4 NMOTUCKAT CTOMALLHATA KHCEARHHA CeKPEUHSA HPe3
cnetupuaHo nuxudnpane Ha edzuma H/K -AT®-aza { xucennnpa wiy npoTodHa nommna). Tosn
eeKT € 1030-3aBHCHM H BOAM A0 HHXMOHpaHEeTO KaKTo Ha DazaNHaTa, Taka 1 Ha CTHMYJIAPAHATA
CTOMALIHA KNCENWHHA CEKPELINS, HE3ABUCUMO OT CTUMyd. M3cieaBanuATa NpH XKUBOTHH NOKA3BAT,
ye Cliell BbREKAAHETO My padenpazon HaTpuit 6bp30 H34ye3Ba OT NMIazMaTa ¥ CTOMALHATA NWraBULA.
Karo citaba ocnosa pabenpason ce pezopOupa 6bp30 Np BCHUKHM NPWIOKEHH A03M H C€ HATPYIIBA B
KHcesaTa cpela Ha NapHeTaliHuTe KIeTkd. Pabenipason ce npespsila B 2aKTHEHA cyN(POHAMMIHA
dopMa upes NPOTOHU3AUNA 1 HACTHYHO BaMMOAEHCTRA ¢ LIMCTEMHA HA IPOTOHHATA NOMTA.

dapmako-AMHAMUYUHH eeKTH:

Anmucexpemopuna axmusrocm, Cnen NepopanHo npunaraie Ha padenpasoJsi HaTpuit B 503a ot 20 mg
AHTHCEKPETOPEH e(eKkT ce Nodeasa 40 €4 vac, KaTto MakcuMaiieH edexr ce habmonasa ciaen JiBa 10
YETUPH Yaca.

HuxubupaHero Ha DasanHaTa ¥ CTUMYIMpaHaTa OT XPaHa KUCeNUHHA ceKpeuns 23 4aca ¢jiell nbpBara
A03a Ha pabenpaszon natpuii € 69% u 82% cLOTBETHO, KATO NPOABLIKHTEIHOCTTA HAa UHXUOUpaHe
npoxbikasa Ao 48 yaca. MHxuburopuusr epexr Ha paGenpason HaTpuili BPXY KMCETHHHATA
cexpenun cnabo ce NOBMIARA NPH NOBTOPHO TIpWIaraHe BeAHBIK JHEBHO, KATO CTAOWIHO ChCTOAHNE
Ha HHXUOMLMATA ce nocTura cied Tpu AHH. Koraro npunoxeHweTo Ha NEKapCTBOTO € MPEYCTAHOBH,
CEKPETOPHATA aKTUBHOCT CE€ HOPMATH3MPA 3a 2 10 3 IHM.

[loHwxenaTa cToMalIHA KUCEMHHHOCT, B CASACTBHE NPAIOKEHYE HA BCAKAKBY CPECTRA,
BIJTIOUMTETHO HHXHOUTOPH HA NPOTOHHATA YIOMMNA KaTto padenpazon, NoBHiuaBa {post Ha DaKTepHUTE,
KOWTO HOPMAJIHO NPUCHCTBAT B CTOMALIHO-4PEBHHUA TPAKT. JleueHnero ¢ HHXUOMTOPU Ha NPOTOHHATA
MOMIA €BEHTYATHO MOXKe J1a YBE/IWYH PUCKA OT CTOMAIHO-UYPEBHU MHOEKLMH, NMPUIHHEHH OT
Salmonella, Campylobacter u Clostridium difficile.

Egexmu ¢vpxy cepymuua zacmpun: 1o Bpeme HA KITMHUYHY W3NUTBAHKA NIALIMEHTHTE Ca OHnn
JeKyBaHN BenAHEXK AHEBHO ¢ {0 0o 20 mg paldenpason naTpuit 8 npoarmkenye Ha 43 Mecena.
CepyMHuUTE HHBA HA rACTPHHR C€ NOBHLIABAT NIPE3 IIbPRUTE 2 N0 8 ceaMMIM, KOSTO OTpa3asa
HHXHONTOpHHTE e(PEKTH BLPXY KMCENUHHATA CEKPeLHa ¥ OCTasar cTabuiaHH A0KaTO NPOIBIDKABA
neqyennero. CTONHOCTUTE HA IACTPHHA CE BPBLUIAT KbM HUBATA CU NPEOY JIEUYSHUETO ODUKHOREHO [0
-2 cenmuiy cnen npeycTaHoBsRaHe HA TEPANMITA.

[Tpu Guoncutmm oOpasim o aHTPYM Ha cToMax U PyHayca Ha nosede oT S00 nauMeHTH, rpueMariH
pabernpason UAM Ha CPABHUTENHA Tepanus B NPOALIKEHWE A0 8 ceaMuiin, He ¢a Oun YCTaHOBEHH
NPOMEHH B XUCTONOrHATA Ha eHTepoxpomadivuononobuute (ECL) xneTky, cTenedTa Ha racTpura,
YECTOTATA HA ATPOPUHEH raCTPHT, YPEBHATA METAIIa3Hsi UK pasnpocTpaHeHueTo Ha f. pylori
uHpexuud. Ilpu noseve ot 250 nauyMeHTH, NPOCAEAARAHH B HIPOABMKEHHE HA 36 Mecela HAMa
3HAYUMA NPOMSAHA 8 NBPBOHAYAITHO (IPEACTABSHHTE HAXOAKH.

I1o Bpeme Ha neveHne ¢ aHTHCEKPETOPHN NEKAPCTBEHH MPOIYKTH IACTPHHA B CEPYM
OTrOBOP HA NOHWKEHATA KUCETHHHA CeKpelms. B peaynTar Ha namaneHara ¢ToMa
ce nopHiasa 1 HHBOTO Ha CgA. llosuleHoro nuso Ha CgA Moxe [a NoBIdge H
HEBPOCHAOKPHHHY TYMOPH.

Hanwvuuure my6iinkyBaHn JaHHH NOKa3BaT, Y& NPHIATAHETO Ha MHXMOUTOPH Ha N
TPADBa Ja ce NpeyCcTaHOBU MEXAY 3 IHU K 2 ceaAMULIM Npeay u3Mepeane Ha CgA.



ues1 Husata Ha CgA, KOWTO Morar 12 ca IbACINBO noeHIiuneHu cnep euenue ¢ UM, pa ce
BBL3CTAHOBAT 10 peepeHTHHUTE CH MPAHULIH.

Upyau epexmu: locera He ca 6uax oTkpuTH cucteMun edekTH Ha pabenpason Hatpuii B [{HC,
CBPACHHO-CHAORATA M AUXaTe/HaTa cucTteMu. Pabenpason narpull, npuiarad B nepopasiHu 4034 ot 20
mg B MPOALIDKEHNE Ha 2 CEAMUIM, HE € OKa3al €eKT BbPXY THPOMIHAT2 GYHKIUS, MeTalonH3Ma Ha
BHIACXHAPATHTE WK BbPXY LUMPKYJIMPALINTE HYMBA Ha NMapaTUPOHAHUS XOPMOH, KOPTH30/14,
ECTPOreHa, TECTOCTEPOHA, NPONAKTUHA, XONELHCTOKHHUHA, CEKPETHHA, FTIOKAroHa, GojINKYJIO-
cTumynupaust xopmoH (FSH), nyrennunpamms xopmon (LH), penuna, anjocrepoua win
COMaTOTPONHUI XOPMOH.

VKiHunuHa epuxacHocT ¥ 6e301macHOCT

Hacnenpannd npu 3apagu 10OPOBOJILM NOKA38AT, e HAMAE KIHHHYHO 3HAYMMH B3aUMOACHCTRHA
MexAy pabenpason HaTpui H amoxcHuMAMY. Pabenpazon HaMa HeGAaronNpUATHO BAMAHME BLPXY
NI23MEHHUTE KOHIIEHTPALMKH Ha AMOKCULIMITHH WY KNAPUTPOMHUHKH, KOraTo ce npuiara

€AHOBPEMEHHO C TAX C Lie/ €pafUKAUUA HA K. pylori PHDEKLNS B FOPHATA YaCT Ha racTpo-
HUHTECTHHRTHHA TPaKT.

5.2 DapMakoKHHETHUHH CBOHCTBA

AOcopOuns:

3ynbekc € eHTepo-ConBeHTHA (CTOMALIHO-YCTOuMBA) TabneTupana dopma Ha pabenpason HaTpHi.
Tasu nekapcreeHa popma e HeoOxoauMa, 3alU0TO palenpa3on HATPUH e KUCEIHHHO HEYCTOHUHS,
tlopanu ToBa pesopbunsara na pabenpaszon HaTpuit 3anousa eBa cileq Kato TabeTkara HarycHe
CTOMAaXa.

PezopOumara e 65p3a, KaTO MaKCHMANIHN INIA3MEHH HYBA Ha pabenpason HaTpuii ce JocTurar
npubavsuTenno 3,3 yaca caep po3a ot 20 mg. MakcumanHuTe mtasMen KOHUEHTPaUMH (Cmax) H2
pabenpason Hatpuit i AUC ca nureapus npd go308u rpasyim ot 10 mg ao 40 mg. AGcomornara
OHOHATMHHOCT NPH niepopanya no3a ot 20 mg (B cpaBHeHUe ¢ MHTPABEHO3HO MPHIOKEHHE) € OKONIO
32%, KOETO CE ABIDKU A0 rojiaMa CYEneH Ha npecueTeMHus MeTabonniem. OcBel TOBA,
OHOHAIMYHOCTTA H3IVICIKAR HE CE YBEJIHYABA NP TIORTOPHO Mpwioxkenye. [Tpu 3apasn nobposouu
FUIA3MEHNST NOTYXKMBOT € NpUOIM3UTENIHO eaut vac (Bapupa ot 0,7 1o 1,5 naca) v ob1us xnMpLHC ce
ovakBa aa Obae 283 98 ml/min. Hama wmnuuso 3pauumu 3auMoeiicTeus ¢ Xpasara. Hurto
XpaHata, HUTO BPEMETO Ha NpuilaraHe rpe3 AeHs NOBAHABAT pe3opOuMaTa Ha pabenpa3son

HaTpUH.

PasnpenengHue:
Pabenpason Hatpuit ce cenp3Ba ¢ n1asMeHnTe NPOTENHH NPH 4OBEKa OKono 97%.

buorpaucdopmaiiys 8 eITMMHHUPAHE.
Pabenpason RaTphi, KakTo ¥ APYry NPEACTABUTENN HA KJIACA HA MHXHOWTOPHTE Ha [POTOHHATA
noMna (HIIT) ce merabonniupa upes umroxpom P450 (CYPA50) nexapersa merabonanpaina
YepHoapoOHa cHcTeMa. HicnenBanng un gwmpo Ha yose1nky 4epHOAPOOHN MHKPO3OMH MOKA3BAT, He
pabenpason HaTpuil ce metabosusmpa ot uzoetizumute Ha CYP450 (CYP2C19 u CYP3A4). Ilpu Te3n
W3CNEABAHUS, B OYAKBAHUTE (TMA3MEHH KOHUCHTPaLUH padenpa3on HaTpWi HUTO HHIYLIMPA, HUTO
HuxuOoupa CYP3A4 1 BBApeKy Ye U3CACIBAHUATA UH 6UMPO HE BUHATY NPEACKA3BAT CHCTORHHETO HN
6u60, TE3Y 3aKIIIOUCHHA OCOUBAT, Ye He C& 0YAKBAT B3aHMOACHCTBHA Mexay pabenpazon u
uuknocnopud. lpu xopara Tvoerep (M1), kapboxcunsa kucenuta (M6) cbe cymngon (M2) ca
OCHOBHH TJ1a3MeHH MeTaboNUTH, A0KaTO Ae3MeTHI-THOoeTep (M4) i KOHIOraThT Ha MEPKANTYPOBATA
KUCEJIHHA Ca BTOPOCTENEHHH METAOOMHTH M ¢€ OTKDUBAT B 1I0-HUCKKW HUBA. CaMO Ae3MEeTUIOBUAT
metabonut (M3) uMa Majika ceKpeTopHa aKTUBHOCT, HO HE € NPEACTABEH 8 (11a3MaTa.

[Mpu exiHruHa opanda aos3a ot 20 mg, mapxupad ¢ *C paSenpason HaTpuii Hama u3
HENPOMEHEHO neKapeTso ¢ ypuHaTa. [lpubnusurenso 90% ot no3ata ce eMMHHH
rMaBHO KATO ABa MeTa0OonnTa: KOHIOraT Ha MEPKAaNTYpoBaTa kucenuta (MS) v xaph
(M6), nmoc aBa HenozHatu MeTtabonuta. OCTATEKBT OT J03aTa CE OTKPUBA BHB q:ex
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llon: Cho6pazHO TEAECHOTO TErIO Y PBHCTA, HAMA CHLUCCTREHH PA3/IMKK BB PapMaKOKHHETHUHHTE
nNapamMeTpy B 3aBUCHMOCT OT Mosia ciel eAUHHYeH npuem Ha 20 mg pabenpazon.

buOpeuno yEpexkaane;

IIpu naumeHTy cbe cTabUNHA M TepMUHATHA 6BOpeUHa HEZOCTATLYHOCT, H3UCKBAILN TOATBpXKALIA
XEMOAHanU3a (KpeaTHHHHOB KANpbHC < 5 ml/min/1.73 m?), pasnpenenenteto Ha pabenpazon e MHOTO
CXOAHO ¢ TOBa NpH 3apaBy A00poBoNILK. AUC U Chay NIPH TE3H NMalHEHTH ca ¢ 0kofto 35% Mo-HUCKN
OT CHOTBETHUTE HM CTOHHOCTH 11pH 3apasy gobporonuy. CpeasHoTo BpeMe Ha NONYKHUBOT Ha
padenpaso ¢ 0,82 vaca npu 3apasu 1oGposonuy, 0,95 yaca npu MALKMEHTH IO BPEME Ha JHAIU3A H
3,6 yaca - cnef AManu3a. KnupuHCBT Ha JTeKapeTBOTO npH naumenTH ¢ 6nBpeyHo 2abonsasade,
M3HCKBALM MTOAIBPHKALLA XeMOIHANN3A € NPUONKANTETHO NBA HTH NO-BUCOK OTKOMIKOTO NPH 3APABH
J0OPOBOMIH,

YepnoapobHo yepeskiaane:

Cnen eanduuex npuem Ha 20 mg pabenpasoli MAUMEHTH ¢ XPOHHYHO JIEKO A0 CPEAHO YEPHOAPOOHO
yepexaade AUC ce yaposasa u uMa 2-3 KpaTHO NOBULIUABRAHE HA BPEMETO HA NIOJIYKUBOT Ha
pabenpason & cpaBHCHHE cbe 3apagu n100poroiM, OGaue, ciex rpdeM Ha A03a or 20 mg/nuesHo 3a 7
nuu AUC ce noeuurasa exsa Ao 1,5-xpatdo, a Cuay € e1Ba g0 1,2-kpatHo. Bpemeto Ha NoNyKHBOT Ha
pabernpason fpy NauKeHTy ¢ YepHonpoOHO yepexaane e 12,3 yaca B cpasHenue ¢ 2,1 yaca npH
3ApaBU HOOPOBONLM.

OapMaKOJHHAMHYHUAT OTrOBOP (KOHTPOJ Ha cToMalIHOTO pH) ¥ up# ABeTe rpyitH ¢a KJIHHUYHO
CPABHHMH.

[laneHTH B cTapuecka Bb3pacT: -

[1pu nuua B cTapuecka Bb3pacT eliHMHHUPAHETO HA pabenpa3os HATPHI B M3BECTHA CTEMNEH €
Hamaiero. Cnea 7-aneses npuem Ha 20 mg paGenpazon narpuii, AUC npubnusuTenHo ce yasoasa,
Cmax & yBenmuana ¢ 60%, a t'2 ce ysesinuaBa npubnusutenHo 2o 30% B cpaBHeHHe ¢ My 34PaBy
godposasun. Havma aoxa3arencTBo 3a KyMyAUpaHe Ha paGenpason HATPHIA.

HApyry crieuuanyy NonyaauyH:

Honumopguzvm na CYP2C19: Cnen exxenneneH npuem Ha 103a ot 20 mg padenpason 3a 7 Auu
basnute Metabonmszaropu CYP2C19 umar napamerpu AUC u tY%2 npubnansurenno 1,9 n 1,6 mbtu no-
BHCOKH CIIPAMO CHOTBETHUTE NIapaMeTpH npH Oup3ute Metabonn3atopu, Nokato Cuax Ce MOBHIIABA
easa no 40%.

5.3 HpeakiuHHuay JaNHH 32 0e30NACHOCT

HabmonaBanu ca HeKTHHHYRH €(PeKTH CaMo NPH eKCIOIMIHA, J0CTATHUHO NO-TOMAMA OT
MAaKCHManHaTa JOITYCTHMA MPH XOpa KaTo pe3yiTaTuTe, OTHECEHH KbM Be30nmacHoCTTa pH Xopa ca
HE3HAYWTENIHH, OTHECSHH KbM A8HHKHTE NPU JXHBOTHH.

IlpoyusanusiTa 32 MyTArEHHOCT JABAT CbMHUTENHH pe3yaTati. Tecrore 3a TUMQOM (Ipi MHIIKH Ca
MO3MTUBHH, HO UH 6U60 MUKPOHYKIICAPHH TeCTOBE, KAKTO U ur audo u un eumpo JNHK tecroserte ca
HeratdsHy. PesyiTatute or npoyuBaHHSTa 33 KAHIIEPOTEHHOCT HE NPEACTARIARAT HIAKAKBB 0COOEH
PHCK 33 X0pa.

6. PAPMALEBTHYHH JAHHHA

6.1 CurHCLK H2 NOMODIHATE BeIIECTBA

Aapo Ha Tabnerkara:

Mauuton (E421)

Martesues okcun, fex (E330)
Xunapoxcunponui ueaynosa (E463)




XHOPOKCHNPONKA Wefyio3a, YacTHYHO 3amecTeHa (E463)
Marueanes creapar (E470b)

ObBuBKa Ha TabneTkaTa:

Etunuenynosza (E462)

Maruesues oxkeua, nek (E530)

Xunpomenoses Ppranar

Aurauetundpan Mosorsmuepua (E472a)

Tank (ES553b)

Turados arokcua (E171)

Yepsen xenesen okenn (E172) — camo 3a Tabnerkure or 10 mg
et wenesed okeds (E172) - camo 3a Tabnetkure o1 20 mg

6.2 HecnhsMecTUMOCTH

Henpunoxumo.

6.3 Cpox ua rognocr

2 rOAUHH

6.4 Croeuraiuu YCJIOBHA 38 CHXPAHEHHE

Jla ce cbXxpaHsBa B OPUrHHATHATA OMaKOBKa, 32 Ja ce NPeAria3y OT CBETINHA M BAara.
Ha ce cpxpansra non 30°C.

6.5 Bua r cpanpxanne Ha ONAKOBKATA

1 onemuna Ha onakoskara (onucrep OPA/AVPVC dunMm 1 anymunvero gonwo): 7, 10, 14, 15, 28, 30,
56, 60, 90, 98 u 100 ctomamiHO-yCTORYMBY TAONETKN B KyTH4.

He BcHUky BUIOBE ONAKOBKH MOXE Aa Ca MyCHATH Ha 1ia3apa.
6.6 Cneunsannn npeIna3Hn MepPKH NPH N3XBLPIAAHE
HaMa crieliHasIRg H3UCKBaHHa 33 M3XBBHPAIHE.

Heun3noa3saHuart ACKAPCTBCH MPOAYKT HIH OTNIAABYHHATEC MATEPHAIH OT HETO Tpﬂﬁﬂa Aa CE U3XBBDJIAT
B CHLOTBCTCTBHE C MCCTHHTE HU3HCKBARHA.

7.  HPHUTEXATEJI HA PASPEIIEAUETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, émarjeéka cesta 6, 8501 Novo mesto, CnoseHus

8. HOMEP(A) HA PAIPEHIEHHUETO 3A YIIOTPERA

Per. Ne 20100684 - 3ynbexke 10 mg cToMauiHo-yCcToiunpu TabneTku
Per. Ne 20100685 - 3ynbeke 20 mg cromauino-ycToiuuBH Ta0NeTKH

9. HJATA HA ITBbPBO PA3PEINEHUE 3A YIIOTPEBA / IIOJJHOBSB
PAZPEHIEHUETO 3A YHHOTPEBA

Jata Ha nepBo paszpewasane:25.10.2010




JlaTa Ha nocnenHo noaHosssaune: 30.09.2015

10. JATA HA AKTYAJIU3BUPAHE HA TEKCTA

07 Anpun 2023

[TonpobHa nudopmatius 3a To3M JieKkapcTBEH NPOAYKT € NpeiocTaBeHa Ha yebcaiita Ha UsnbinutenHa
Arenuus no nexapcreara (MAJI) http://www.bda.bg.




