KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA




1. HWME HA JIEKAPCTBEHUA ITPOAYKT

Jlanconpon 15 mg cToMallHO-yCTOHYHBH TBBP/H KarcyJju ,;;-{ VAVE v #//
Lansoprol 15 mg gastro-resistant capsules, hard

6827F g

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Bcsika kancyna ceaspxa 15 mg nanconpason (lansoprazole).
[ToMOLIHO BEIECTBO C U3BECTHO AEUCTBHE: 3aXapo3a.

3a MBJIHUA CITUCHK Ha NTOMOIIIHUTE BellecTBa BHXKTe T.6.1.

3. JIEKAPCTBEHA ®OPMA

CroMalHo-ycToHYMBa TBbpAA KarcyJia.
Henpo3pauHu KarncyJsiu cbC CBETJIIO OPAHKEBO TAJIO M Kanaye. Bceska kancyna ceabpka O0enu 1o

MoyTH 6€1M CTOMALIHO - YCTOWYHMBH MUKPOIEJIETH.

4. KJ/IMHHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3ZAHHA

Jleyenne Ha 1OOpOKaYECTBEHHU yOA€HA/IHA U CTOMAIlIHA A3BH

Jleuenue Ha pedykc e3odharuT

[lpodunaktuka Ha pedaykc ezodarur

Epanukauus Ha Helicobacter pylori (H. pylori ) B KoOMOMHAUHA CbC CHOTBETHA aHTHOHOTHYHA
Tepanus 3a nedyeHue Ha Helicobacter pylori — acounnpaHa s3Ba.

e JleueHue Ha CBbP3aHH C NPHEM Ha HECTEPOUAHHU NpoTHBOBB3NanuTeHU cpeacrea (HCIIBC)
noOpoKavYeCTBEHU CTOMAIIIHY U OyOAEHAJIHU A3BH, U3UCKBALLHM 3abJDKUTEITHO JICYEHHUE €

HCIIBC.
e [IpodunakTHka Ha pa3BuTHE Ha CBBp3aHH ¢ npuem Ha HCIIBC cromaluHu ¥ QyoaeHaTHH A3BH
NPH PUCKOBH MALHEHTH, H3UCKBAIIHU NMPOAB/KHTENIHO JIeYeHHe (BHXK Touka 4.2)

o CumnTomMaTH4Ha ractpoesodareanna pediykcHa 6onect
e KpaTkoTpaiiHo leueHHe Ha epo3uBeH e30(arut
e [laTOJIOrHYHH XHIIEPCEKPETOPHH ChCTOSAHMA, BKTIOUMTETHO CuHapom Ha Zollinger-Ellison

4.2 Jlo3HMpOBKA H HAYHH HA NPHJIOKEHHE

3a nocTuraHe Ha ontumaseH edekr, Jlanconposn TpAOBa Aa ce MpUeMa BeAHBK JHEBHO — CYTPHH,
OCBEH KOraTo ce M3I10J13Ba 3a epaaukauus Ha H. pylori — toraBa Jlanconposn ce npuemMa aBa nmbTH
JIHEBHO, CYTPHH H Beyep.

Jlanconpon TpsdBa aa ce npuemMa 30 MHHYTH Npeau XpaHeHe (BX. TO4YKa 5.2).

Karncynure ce npuemar 1eJii ¢ MaJIKO Te4HOCT.

3a mauMeHTH, KOUTO UMAT 3aTPYAHEHUA MPH NperiIbllaHe, U3CleABaHUATa U KIIMHUYHATA MPaKTHKa
MOKa3BaT, Y€ KancyJIMTe MOraT [1a C€ OTBOPAT U MUKPOIIEJIETHTE [1a c€ pa3ObpKaT ¢ MaJIko BO/a,
A0BJIKOB/IOMATEH COK WIHM [1a ce 100aBAT KbM MAJIKO KOJIMYECTBO MeKa XpaHa (Hanp. KMCeJl0 MIIAKO,
A0BJIKOBO MIOPE), 3a [1a c€ 00JIEKYHN NMPHUEMAHETO.

Cnen npuroTBsHe, pa3TBOpa WM CMecTTa TpAOBa J1a ce mpueMaT He3abaBHO.

Kancynure Morar aa ce OTBOpAT U MUKponeseTuTe aa ce pazobpkar ¢ 40 ml 10b1k0B cok npu
npuwiarade Ha JlaHcornpos ype3 Ha3oracTpajiHa CoOH/a (BXK. TOYKa 5.2).

Cnen npHroTesHe, pa3TBOpa WM CMECTTa, TpAOBa J1a ce nmpueMar He3abaBHHO.

- MIE

LUL)



Jleuenne Ha 106pOKAYECTREHA TYONCHAIHA A3BA
I[IpenopbunTenHara go3a € 30 mg NaHcoONMpa3oll BeAHbK JHEBHO B IPOABWDKXEHHE Ha 2 CEAMHLM. AKO
NaLHeHTa He € O3ApaBaAll HATBJIHO 33 2 CEAMULIM, IEYEHHETO MOXKE Aa NPOoALJIKH NIPH ChILATA J03a 3a

ole 2 CeaAMHUILIH.

Jleyenye Ha J0OpOKadeCTBEHA CTOMALIIHA A3Ba

[TpenoppunTenHaTa n03a ¢ 30 mg NaHCOMPa30N BEAHBXK AHEBHO B NPOIBDKEHME Ha 4 CEAMHIIM.
S3paTa 0OMKHOBEHO C€ NNEKYRBa B PaMKHTE Ha 4 CEAMHLIK, HO 32 NALHEHTH, KOUTO HE €3 HAlThITHO
HIEKYBAHH 33 TOBA BPEME, JIETEHHETO MOXKe Aa NPOJAWDKH NMPH ChHUIATa 03a 3a olie 4 ceAMULM.

Jleuenue Ha pedaykc e3oharur
[MpenopeurTenHaTa fo3a e 30 mg naHconpas3on BEAHbXK JHEBHO B MpOAb/DKeHHe Ha 4 ceAMHIH. AKO
ALMEHTA HE € HAMLJIHO O3/APaBaAs 3a TO3H NEPHOA, JIEYCHHETO MOXKE A3 MPOXBLKH NMPH CHINATA 4033

ole 4 ceaMUIM.

[IpodunakTuka Ha pedaykc ezodarnt

ITpenopbuuTensara go3a e 15 mg nanconpa3lon nHeeHo. Jlo3ata Moxe na 6nae ysenudeHa 1o 30 mg,
aKo € HeoOXoTUMO.

Epaavkauua Ha Helicobacter pylori

IMpu m3bopa Ha noaxoasna KOMOHHUpaHa Tepanus Tpabpa Na ce MaT NpeABU OPHLIHATTHUTE
MECTHM PBKOBOACTBA M0 OTHOLICHKE Ha DakTepHaHa Pe3UCTEHTHOCT, MPOABLIDKMTEIHOCT Ha
neueHueTo (Hali-uecto 7 aHM, HO MOoHsAKora 7o 14 AHKM) U MpaBWIIHATa ynoTpeba Ha aHTHOAKTepHATIHH
areHTH.

I[Ipenoppsuurenyara go3a e 30 mg JlaHconpon ABa METH HA J€H 3a 7 IHH B eaHa OoT m3bpoeHuTe
KOMOMHALIMH:

Knapurpommius 250 -500 mg aBa mesTH AHEBHO + | g aMOKCHIMIIHH JBa ITBTH Ha JEH
Knapurpomuius 250 mg nBa nbTi AHeBHO + 400 — 500 mg MeTpoHKMaa3on A8a ITbTH Ha ACH

Epanukauns va H. Pylori no 90% ce niocTira Korato KJIapHTPOMHLHH € KOMOHHHMPAaH C TaHCOMPa3oJl
H aMOKCHIUIHH HIH MeTPOHUA30]L.

lllecT mecena cnea ycnelHa €pagdKalMa, pHCKBT OT pe-UHGEKIMA € HUCBK U PELMMRH Ca MaJIKO
BEPOATHH.

H3non3paHeTo Ha peXKAM Ha jevcHHEe BKMOIBAm 30 mg JaHCONpa3on ABa MbTH AHEBHO,
aMOKCHIIMNHH | g ABa MbTH AHEBHO M MeTpoHHaa3o 400-500 mg aBa nbTH AHEBHO, CHUIO €
npoyusad. [Ipu Ta3zu koMOHHaLMA ca OHNM HaOMOAaBaHH NO-HUCKH HUBA HA YCNIEBAEMOCT 32
yHHIIOXaBaHe Ha H. Pylori, oTKONKOTO NPH TEPaIKs 10 CXeMa ¢ KIapHTpOMULIUH. Tasu KkoMOuHanua
€ MOAXOAALNA, KOraTO NALMECHTHT HE MOXKE J1a IpMeMa KNAapHTPOMHLUMH H MECTHHTE HHBa Ha
PE3UCTEHTHOCT KbM METPOHHZA30J1 Ca HHCKH.

JleueHHe HA CBBP3aHU C IPHEM Ha HECTEPOUAHH MPOTHROBB3NanuTenHyu cpeactea {(HCIIBC)
BOOpOKAYECTBEHH CTOMAITHY M AYOAEHANHH #3BH NPH NALMEHTH, H3UCKBAIIY IPOABIDKHTENHO

neuyerne ¢ HCIIBC.

[TpenopwunTenyaTta go3a e 30 mg naHconpason BEAHbX AHEBHO B MPOLB/DKEHHE Ha 4 ceaMuui. [1pn
NallHEeHTH, KOKTO HE ¢a HAITh/THO M3JIEKYBaHH 3a TO3H [IEPHOJ, JICUEHHETO MOXe Ja Obae NPOaABIDKEHO
3a o1le 4 ceaMHI[H.

[IpodunakTHka Ha passuTHe Ha cBBbp3ali ¢ npueM Ha HCTIBC no6pokadyecTBEHH CTOMAIHY H
OYOIEHATHH A3BH MPH PHCKOBH NMALMEHTH (BB3pacT Hal 65 roaWHu WM ¢ HCTOPHA HA CTOMAIIHA WIH
OYOACHAIHA #3Ba) HIUCKBAIM Npoab/okuTenHo Jeyenne ¢ HCIIBC

[Ipenoprp4dTEeNHATA 1033 € 15 mg aHconpa3on BEAHBXK AHEBHO. AKO IEYECHHUETO € HEYCIICIIHO MOXe
na ce APHJIOXKH 032 oT 30 mg BeAHDBK JHEBHO.




CuMmrToMH Ha racrpoesodareanta pedaykcHa Gonect

Ipenoppuutentara go3a € 15mg win 30 mg naHconpasos AHEBHO, MO NpelieHka Ha NeKyBallyg
JeKap, HHANBUAYANHO 32 Beeky nauueHT. OfnexyaBaHeTo Ha CUMNIITOMHUTE Ce MOCTHTa 6Bp30. AKO
BBITPEKH TOBA CHMITTOMHTE HE €a OBJIAAAHH 33 4 ceAMULIM Mpy 1032 oT 30 mg JaHCOMpa3oll AHEBHO, €
NpEeNOPBHUUTEIHO U3BBPIIBAHETO HA JOITH/IHHTETHH MperyieAd H H3CNeABaHH.

KpaTKoTpaHHO JIEHEHHE HA ePO3HBEH €30(aruT

IIpenopbunTenHaTa 4032 Npe3 yCTaTa 3a Bb3pacTHHU ¢ 30 mg naHconpason BeAHbX JHEBHO 3a He
nosede oT 8 ceamuun. [Ipu nannedTH, KOHTO He ce nornuasar ¢ Jlanconpon 3a 8 ceamuum /5-10%/
OOIMBJIHUTENHOTO JICUEHHE OlIE 8 CEAMUII MOXE Ia C€ OKaXe OT 1034,

CunapoM Ha Zollinger-Ellison

[IpenoppurTenHaTa HavyanHa 1o3a € 60 mg naHconpason BeAHBX AHEBHO. Jlo3aTa Tpab6Ba na ce
cH0o0pa3y ¢ HHAHBUAYATHHTE HYX/IH Ha NAlUeHTa, 4 MPOABDKUTEIHOCTTA C€ ONpeaess B 3aBUCHMOCT
OT KIHHHYHEHTE NIpossH, JIHeBHH no3un o 180 mg nanconpaszon Morat ga 6saaT u3nomssanyu. AKo
HeoOXoauMaTa JHEBHA 0033 € no-rojiaMa o1 120 mg naHcomnpason, To mpueMa TpAOBa fa ce H3BbpIIBA
B [IBE pa3Je/ICHH JO3H.

ITalueHTH ¢ HAPYINEHA YEPH Ha und 636pevHa H
He e HeoOXoanMa npoMAHA Ha 103aTa MTPH NALAEHTH ¢ HapylleHa ObbpedHa GyHKuuA,

[NanpeHTH ¢ YMEPEHO HIH TEXKO 4epHoaApodHo 3abonasane Tpabsa na 6baT NOA peaoBHO
HaloaeHne KaTo ce npenophuBa HaManeHWe Ha JAeBHaTa 103a ¢ 50% (Bx. Tovuka 4.4 u 5.2).

IlaijMeHTH B HANpEAHANA BB3PACT
[Mopagu HaMaNeH KITHUPHHC Ha JAHCONPa3oJl NpH NAHEHTH B HANIPEAHAIZ Bh3PacT, MOXKe 2ia €

HeoOX0IHMO KOPEKIIHA Ha 103aTa B 3aBUCHMOCT OT MHAMBUAYANHUA O0TroBop. JIlHeBHATa 1032 OT
30 mg naHconpa3son He Tpabea na 6bae NMpepUiiaBaHa, OCREH aKO HE ChINECTBYBAT YOCHTEIHH
KJIHHMYHU NOKA3aHUA.

Jeua

Jleuennero ¢ Jlanconpon Ha Aela Ha BB3pacT oA |1 rogdHa TpadBa Aa ce H3bArBa, THH KaTo
HATMYHATa HHOOPMALIHA HEe € N0Ka3ajla NOJIOXKUTENEeH €eKT BbpXy JICUSHHETO Ha
racTpoe3otaruaina pedykcHa GonecT.

4.3 IlpormBonokazaHrs

CBPBXYYBCTBHTENHOCT KbM AKTHRHOTO BEIIECTBO WIM KBM HAKOE OT NOMOLUIHUTE BELIECTBA,
n36poeHH B TOUKa 6.1.

Jlanconpa3zon He TpAOBa Ja ce nmpHeMa ¢ ata3aHasup (Bxk. Touka 4.5).
44 CnennanHH npeaAynpexicHAd H NpeANa3HE MEPKH Npr ynorpeba

O61moTo ¢ OCTaHANUTE JICKAQPCTBCHH IIPOAYKTH, KOHTO CC H3MOJIZBAT 3a JICYCHHC Ha A3BH €, YC [IPCOH
Ada €€ IPHCTDHITH KbM JICHECHHE C TaHCOIMpa3o0/ € HeOoDXOAHMO Aa Ce HIKIKUH HAMTUYHETO Ha
3IOKaYeCTBEHO 3ab0NABaHe Ha XpaHOIIPORBROJ1a HIIH CTOMaXxa, TBH KaTo TEpAITHATA C NNaHCOoIIPpa3o
MOXE 1a MaCKHpa CHMITTOMHTE, CBBhP3aHH ChC 3J10KAYCCTBCHOTO 3360]1!!33!-1&, N na 3a0aBH HEroBOTO
AHATHOCTHLIMPAHE,

Jlanconpazon Tpa6Ba J1a ce H3MoM3Ba ¢ MOBHILIEHO BHHMaHHE NPH NMAalHEHTH ¢ YMEPEHa WIH TeXKa
yepHOApoOHa AucPyrkuMa (BXK. Touka 4.2 1 5.2).

HamanapaHero Ha CTOMAIUHATA KUCEIMHHOCT NPY NPHEMa Ha JIAH30Mpa30/ MOXKE Ja AOBEAE [0
yBeiHdaBaHe OpoAT Ha Bakrepuure, KOUTO OOHKHOBEHO NPHCHCTBAT B mcrponmemuﬂylynﬂﬁpﬁtn\
JleqeHHeTO ¢ NaHCOMPa3on MOXe Aa AOBEAE A0 JIEKO NOBHLIABaHE Ha PHCKA OT racTpedfiTesywitihdup . RN

HH$pexkuH kato Salmonella u Campylobacter. %




[Tpu maumeHTH CTpanaly OT CTOMALIHH H OyOA¢HATHH 23BH, BEpOATHOCTTA OT MHbexuus ¢ H. Pylori
CJIe/IBa 4 Ce Pa3rnex/la KaTo eTHoNorHdeH $akrop.

AKO JTaHCONPA30J] Ce M3MON3Ba B KoMOMHAaLMA ¢ aHTHOHOTHIM 3a epaaukauud Ha H. Pylori, Torasa
HHCTPYKLHMTE 32 ynoTpeOa Ha Te3H aHTHOHOTHIIM CbLIO TpAdBa Ja ce crb/moaasar.

[Topanu orpaHHYEeHHTE JAaHHH 3a 0€30MacHOCT NPH NAUHEHTHTE Ha NOATBPXKALIO JICYEHHE ¢
JIAKCOMPA30 3a NMepHoa Mo-ABIBI OT | rogHHa, TpAGBa peJOBHO Aa ¢e H3BBPIIBA OLICHKA HA
JICYEHHETO H HA CHOTHOLIEHHETO PUCK/TION3a 32 TE3U MaLUEHTH.

H3kmovnTenHo paako ca ch0o6IlaBaHl CITy4aH HA KOJMT MPH NAUMEHTH MpHEeMallH JaHCOMPAa3o.
CnenoBaTeIHO, B CTY4ail HA TEXKa WM EPpCHCTHpALNA AUapHA, clieaBa aa ¢e ofMucIu
NpeyCcTaHOBABaHE Ha JIEUSHHETO.

JleueHneTo Ha NeNTHYHA A3Ba MPH NaLMEHTH, HyKAaclly ¢ OT Mpoab/okHTenHo JeueHHe ¢ HCTIBC,
TpabBa ma 6bJe OrpaHHYeHO A0 NMALMEHTH C BHCOK PHCK (HANpHMep CTOMAIIHO-IPEBHO KbpBEHE,
nepdopaums UMM 382, CTApUECKa BBL3PACT, EZHOBPEMEHHA ynoTpeda Ha JIeKkapCTea, YBeIHYaBaliy
BEPOATHOCTTA OT HEXXEJIaHH JIEKapCTBEHH peakldy OT CTpaHa Ha FOpHAaTa 9acT Ha
racTPOMHTECTHHAMHIA TPaKT (HaIpUMEP KOPTHKOCTEPOKRIN HIH AHTHKOAryJaHTH), HATHIHe Ha
cepHo3Ha KOMOPOHIHOCT Wi npoxb/okuTenta ynorpeba na HCIIBC B MakcuManuy 1o3u).

ITpu naupeHTd NeKyBaHHu ¢ MHXHOUTOpH Ha npoToruaTa nomMna (UIIIT) karo nancomnpason, He mo-
MaJIKO OT TPH MECELIa, 2 B MOBEYETO Cliydan ¥ Hal roauHa, MMa CHoOINEHNA 3a TEXKKa
XxunoMarHeaneMusa. CepHo3HH NpOABH Ha XHNOMArHe3ueMHA KaTo rajfieHe, TETaHKA, JETHPHYM,
KOHBYJICHH, 3aMassHOCT H KaMepHa apUTMHUA MOTaT Ja C€ NOABAT, HO T€ MOrar Jia 3alo4yHaT “
He3abenazano U na 6baar npeHeOpernati. B noreueTo ciyuan XHNoMarHe3HeMHATA HIUe3Ba el
npHeM Ha 100aBKy ChIBPXKALIM MarHe3ui M mpekparssaHe Ha nedeHunero ¢ UIIII.

INpu MaLMeHTH, 3a KOUTO C€ 09aKBa, ue 1ie 0bJaT Ha npoab/DkuTenHa Tepanud ¢ I ¢ aurokcun
KJIH JIEKApCTBa, KOMTO MOraT A3 MPUYHHAT XUIIOMarHe3ueMHua (Hamp. IHYPETHIM), MEAHIIHHCKHTE
CMeHATHCTH TPsOBa fa M3BBPIUIAT TAOOPATOPHH TECTOBE 32 ONpeAe/IAHE Ha2 HHBATA Ha MAarHe3HH
npeau Aa 3anouse gedennero ¢ UIII1, xakro ¥ nepuoINYHO 10 BpeMe Ha TepalHATa.

HMHXHO6HTOPHUTE HA IIPOTOHHATA MTOMIA, 0COOEHO aKo c€ H3NOJI3BAT BbB BUCOKH J03H IIPOAB/DKUTEIIHO
speMe (Hag | roauHa) MOraT pA3Ko Ja NOBUIIAT PHCKa OT (ppakTypa Ha 6eApoTO, KHTKATa WIIH
rpbOHauUHHUA CTHAO, MPEAUMHO NPH NalHEHTH B HaNpeAHana Bu3pacT HIH NMpH HATHIME Ha ApYrd
pruckoBH gaxtopi. ITonoGHu n3cnenranna NOKa3BaT, Y€ HHXHOHTOPHUTE Ha MPOTOHHATA MOMNA, MOTAT
Aa NoBHINAT 001MA puck ot ppakTypu ¢ 10-40%. YacT oT TOBA NOBHIIABAHE MOXKE JIa CE ABJDKU HA
ApyTH puckoBy ¢axtopH. [TaupeHTHTE, PHCKOBH 33 0CTeonopo3a, TpsibBa Aa MoJIyyat, Criopen
CBBpEMEHHHTE KITHHIYHN HACOKH, aEKBAaTEH IpHEM Ha BUTAMHH D n Kamuui.

B MHOro peakH ciyyal HHXMOMTOpPHU Ha MPOTOHHATA NOMNA ¢a cpbp3aHK Cbe SCLE. Ako Bp3HMKHAT
ne3nH, oco6eHO B OTKPUTHTE 3a CTBHLIE YHacThLM OT K0XAaTa, M aKko ¢a NpHAPY>KeHH oT 60nKkH B
CTABHTE, NALMEHTHT TPAORA J2 NOTHPCH MEIMLMHCKA NOMOL He3a0aBHO U MEAHITHHCKHAT
cnenuanucT TpadBa aa obMucan cnnpaneto Ha Jlanconpon. SCLE cnen npeaumso ge4eHuKe ¢
HHXHOHTOP Ha MPOTOHHATA NOMNA, MOXe Oa yBenuuH pucka ot SCLE ¢ apyrd HHXUOHUTOPH Ha
NMPOTOHHATA MIOMIIA.

TlopnuaBaHe Ha J1a0OPaTOPHATE PE3YNTATH
[MosuiieHOTO HUBO Ha XpoMorpansuH A (CgA) Moxe Ja ORITHAE HA W3CNEABAHMATA 32

HEBPOSHAOKPMHHM TYMOpPH. 3a a ce H30erHe T0Ba B3auMOIEHCTBHE, ledeHneTo ¢ Jlanconpon Tpg6Ba
ia ce CApe BpeMEeHHO Hafi-Manko 3a 5 aHu npeau onpeaeinero Ha CgA (BX. TodKa 5.1). Ako HHBaTa
Ha CgA M raCTpHHa He ca CE€ Bb3CTAHOBWIH B peiepeHTHHTE CH MPaHULM CJie]] HAYAITHOTO
onpeaesiaiHe, H3MepBaHeTo Tpabsa na 6bae nopTopeHo 14 AHHU cnen cHpaHe Ha JICHEHHETO C
HHXMOKTOP Ha NMPOTOHHATA MOMIA.




Jlanconpon chbabprka 3axapo3a. [TauMeHTH ¢ peAkH HacneJCcTBeHH MMpobneMH Ha HEHOHOCHMOCT KbM
(PpYKTO3a, [NIIOKO30-TAIAKTO3HA ManabcopOLMA WIH CYKpasa-H30MAJITaA3HA HENOCTATHYHOCT He
TpsAOBa Aa MPHEMAT TORA IEKAPCTRO.

4.5 BiaaMozelicTBHe ¢ APYIrH NeKapCcTBEeHH OPCAYKTH B APYIrH GOPMH HA BIaEMoOAeHcTBHE
EdexTn Ha RaHCONPA30J BLDX I'd JEKapCTRA

Jlekapcreenn npoayxrH ¢ pH 3aprcama abeopbuns
JlaHcompa3on Moxe Aa BiuAe BBPXY abcopbLmaTa Ha NeKapCTea, IPH KOUTO CTOMAIHOTO pH € BaxkHa
JAEeTEPMHAHAHTA Ha OHOHANMHYHOCTTA.

ATazaHaBHp
[Ipoyusane e noka3zano, ye eJHOBPEMEHHOTO NMPHJIOKEHHE Ha NaHconpa3osn (60 mg AHeBHO) C

atazadHaBup 400 mg mpu 3apaBH A00OpOROALM, BOAM A0 CHUIECTBEHO HAMAIIBAHE Ha €KCIO3NIIMATA Ha
aTazaHasup (mpubamurentHo 90% wamanenne B AUC u Cmax). JIancomnpason He Tpabpa 1a ce
MpHIara efHOBPEMEHHO ¢ aTaszaHaBUp (BX. Touka 4.3).

KeToKOHA30J1 M HTPAaKOHA3OJ
AOGcopbLaTa HAa KeTOKOHA30/I ¥ HTPAKOHA30J1 B TACTPOHHTCCTHHAJIHMA TPAKT C€ YBENHYABA OT

KHCEJITMHHOCTTA B cToMaxa. [IpinoxkeHueTo Ha JAaHCONPa3oJl MOXKE [la AOBEAE A0 HAMA/IABAHE
TEpPANEBTHYHHTE KOHUCHTPALHN HA KETOKOHA30J M UTPAKOHA30M ¥ Ta3H KoOMOMHalMA Tpabea ne ce
H3OAarea.

HEFOKCHH

EnHOBpEMEHHOTO NPWIOXKEHHUE HA JIAHCOMPA30] U JHTOKCHH MOXKe 1a IOBEAE [0 IOBULIABAHE
[UTa3MEHMTE HUBa Ha AurokcHH. CneaoBaTeNHO J1a3MEHNTE HUBAa Ha IUTOKCHH TpAbBa Ia ce
MOHHUTOPHPAT H aKo € HeoOXOANMO 103aTa Ha AUrOKCaH TpAbBa fa ce KOpHIHUpa MPH 3all04YBaHE H
NPUKIOMBAHE HA JIECYEHHETO C JIaHCONPa3o.

JlekapcTReHH BPOAVKTH MeTaloaminpans upe3 cHCTeMaTa Ha nuToxpom P 450
Jlanconpazon MOXKe Jia MOBUIIN IUTa3MEHHTE KOHLEHTPALMH Ha IeKapCcTBa, KOUTO C€ MEeTaboMUIHpaT

ot CYP3A4. Ilpenoppypa ce NOBUINCHO BHUMAHHE NPH KOMOMHUPAHETO Ha JJAHCOMIPA3ON C
JIEKapcTBa, KOUTO ce MeTaboIM3UpaT OT TO3H EH3HM H HMaT TE€CEH TepaleBTUUYEH NPO30pell.

Teodunux

JlaHconpa3zon peayuMpa Iia3MeHaTa KOHIEHTpaLua Ha TeoQWIHH, MPH KOETO MOKE Ja Ce O4aKBa
HaMaJIABaHE Ha KJIHHHYHUAT eeKT Ha no3aTa. ENHOBpEMEHOTO NMpUNoXKEeHHe Ha JTaHCONpa3on H
TeopHIHH MOXe MO HIK/NOYeHHe 1a NOBEC B M3BECTHA cTeneH a0 no-6sp3a (¢ 10%) exckpenms Ha
Teo(HIHHAE, HC TO3H €(PeKT 00HKHOBEHO HAMA KIHHHYHO 3HAYECHHE.

Twit kaTo B3auMoaeiicTBuero ¢ TeopunuH, GeHUTOHH WIH BapdapuH Moxe 1a ObAe 3HaYHTEJIHO MTPH
OTOCSTHM NAlUeHTH, Mpenoppysa ce NOBHILIEHO BHHMAHHE TP PUCKOBHTE NALIMEHTH.

TakponumMmyc

EnHOBpPEMEHHOTO MPWIOXKEHHUE C TAHCOTPa3oa MOXE Ja JOBEAE N0 NOBHIUABAHE [1a3MEHMTE HUBA Ha
rakponumyc {(Ha CYP3A u P-gp cybctpar). Excnio3nums ¢ jaHconpason ysenH9aBa cpeaHara
eKCNMO3INLHA Ha TaKponHMY<c ¢ 10 81%.

CrefioBaTeNHO IUTa3MeHHTe HUBA TPAOBa la € MOHHTOPHPAT ITPH 3all0YBaHE H NTPUK/IOYBAHE HA
KOMOMHHpPAHO JIEYCHHE ¢ IAHCOMpPa3ol.

JlexapcTBenR NPOAYKTH, TPARCHOPTHPAHH 0T P-rIIHKOBPOTEeHHYH
Ilpu ynotpebara Ha taHconpason ¢ HabmonapaHo HHXUOUpaHe Ha TPAHCMIOPTHHA MPOTEHH P-
rnukonpoTerH {P-gp) in vitro. KnuHimigata 3HaYMMOCT HA TO3H (PAKT € HEU3BECTHA.

Edextn BHa JICKA B& Bb JJAHCONPA30]

JlexapcTBa, KOHTO ¢ca REXH6ATOpR Ba CYP2(C19




@.TyBOKCAMHH
Koraro naxcomnpazon ce komOuumpa ¢ CYP2C19 unxuburopa gaysokcaMy#H MOXE 18 €€ HANOXKH
peqyLUHpaHe Ha no3ata. [Lna3sMeHHUTe KOHUEHTPAaLHH Ha JaHCOMpPAa3o/ C¢ YBEHYABAT A0 4-KpaTHO.

JlexapcTna, xoaro uaaAynEpaT CYP2C19 n CYP3A4

EnsuMunTe nHaykropH 3acaraim CYP2C19 u CYP3A4, karo pudaMnMUKH H XXBIT KAHTAPHOH
(Hypericum perforatum) MOraT 4YyBCTBUTEIIHO 02 HAMAIIAT IUTA3MEHHTE KOHLICHTPALMH Ha
JTAHCOTIPa30Jl.

Apyrn
Cykpandat/ARTHAUNAHHK MpenapaTH

Cykpandar 1 aHTHALMIHHE NMPEnapaTH MOraT /1a HaMaJaAT OMOHATMMHOCTTa Ha JlaHCconpa3on. Brnpeky,
ye B3aHMOAEHCTBHETO COMKHOBEHO HAMA KNMHHHYHA 3HAYHMOCT, IPENOYUTETHO € NALMEHTHTE Aa
IpBeMaT CyKpandaT WM aHTHAUMIHH NpenapaTH Hail-Manko 14yac cnea maHconpason.

HCIIBC
He ca HabmonasaHi KITHHIYHO 3HAYMMH B3aHMOeHCTBUA Ha naHconpason ¢ HCIIBC, penpexu ue He
ca NMPOBEXR2HH OPHLIMATHH MPOYYBaHHA 3a B3aUMOJCHCTBHA.

4.6 DepTRAHTET, 6peMEBBOCT B KbLpMEHE

bpeMeHHOCT
Crniopen knacnguxaiuara Ha FDA naHconpazon ce xnacHpuiiMpa B KaTeropua B.

3a TaHCOMpa3oN HIMa KIMHHYHHU JaHHH 33 €KCIIO3KLIMA N0 BpeMe Ha OpeMeHHOCT.

[IpoyvBaHHATA TIPH XHBOTHU HE BHHACH NOKA3BaT JUPEKTHO WIH HHAWPEKTHO BPEHO Bb3ACHCTBHE
BBPXY EMOPHOHATHOTO/PETATHOTO Pa3BUTHE, PAXKAAHETO WIH NOCTHATATHOTO Pa3sBHUTHE.

Eto 3augo, ynorpebara Ha TaHCOIPa3ol 110 BpeMe Ha OPEMEHHOCT HE ¢e MpEenophuBa.

KbpMeHe
He e n3BecTHO Oy JIAHCONPA30J WIM HeroBuTe MeTabOoJIMTH ce OTAEMAT B KbpMara. [IpoydBaHunaTa

ITPH XXKUBOTHH Ca NOXA3a/IH €KCKPELNS Ha JIAH30NMPa3oll B MIIAKOTO.
[Topaan NOTEHUHATHUS PHCK OT CEPHO3HH HeXKelaHH peaKuny NP KbpMaJdeTaTa, Tpa0Ba Aa ce B3emMe
pellicHHE: 18 Ce IPEYCTAaHOBH KhPMEHETO HIIH Aia C€ CNpe JIEKApCTBOTO, KAaTO Ce MpeLeHABA
3HAYEHHETO MY 3a JICMEHHETO Ha MaHKaTa.

4.7 EdexTr BLPXY coco0HOCTTA 332 Wopupane u paboTa ¢ MAIMHAR

HsaMa croliennd nanconpason Aa NOBIKABA CIIOCODHOCTTA 3a WOPHPaHE H padoTa ¢ MALUMHA.
HskoH HexkeNnaHH IeKapCTBEHH € BE3MOKHO N0 H3KTIOUEeHNe Aa oTcnabat cnocobHocTTa 32

KOHLICHTPaLMA.
4.8 Hexenann TexkapcTBeHH PeaAKNBH

YecToTaTa Ha HEXEJIAHUTE AEKapCTBEHH peakiMi ce onpeaens xaro: yectd (>1/100, <1/10); HedwecTn
(>1/1000, <1/100); peaxn (>1/10 000 <1/1000); mHoro peaxu (<1/10 000).

CHcTeMO-Opranne YecTn HevecTH Penxn Muoro peaks | C
KJACOBE HeH3IBEeCTHA
. yecTOoTA

Hapymienrns Ba ! Tpombouurone | Aremus ArpaHynoumrosa
KPbBTE H HUA ITannuronenus
AuMpHATA CHCTEMA Eozunodwuusn

‘ JleskoneHus
Hapymenng Ha Xunomaresu
meTaboHIMa H eMus (8K
XpaHeHeTo mouxa 4.4)




Ncaxpung Henpecus BescurHue
HApYIEHHAS XamoOLHWHALHH
_ O6npxsane
Hapymenns 83 ['nasobonme be3cnokolCcTRO
HEPBHATA CHCTeMa | 3aMmaiiBaHe CBeTOBBPTEXK
[Iepectesun
ChHIUBOCT
] Tpemop
Hapymenns Ha 3pHTenHn
OUHTE HapyuleHusA
Cromamnro-1peBHH | ['ageHe, [mocut Konut 1
BapyulcHHS Huapus Kanannosa Ha Cromatur
bonka B esodaryca
cToMaxa [Tapxpeatur
3anek Bkycosu
[lorpruiane HapyUIEeHHA
PQnaTynICHLHA
CyxoTa B
yCTaTa WM
['BPIOTO |.
Xenaro-Ganeapan | [losuimanane XenaTur
HAPYIIEHHEN CTOHHOCTHTE
Ha
YepuoapoOHu
T€ eH3IUMH _ ]
Hapyuienus Ra Yprukapua [leTexun _r_énu.upom Ha
KOXKATA B Cepbex Mypnypa Stevens-Johnson
DOAKOXNHATA THKAH 3aryba Ha xoca | TokcuHuHa
EpureMa eNMUaepManHa
MyITH(RQOpME HEKPOJIN3a
D OTOYYBCTBUTE
1 JTHOCT B
Hapyuwienms Ha ApTtpanrni
MYCKYJ/IHO- Mmuanrps
CKEJeTHATA
CHCTEMA H
ChEAHHHTEIHATS
THKaH |
Hapymenns HA Hutepcruunane
6n.6pennTe B H HEPPHT
NEKOTHHTE
IHTHINA B
Hapymenns Ha ["'MHekoMacTHA
BL3INPOM3IBOARTEIH
ATAa CHCTEMA H
 I'bpaara | ] . 4
O6mp Bapymenua | YMopa Orok Tpecka AHadunakTHyeH
H ePEKTH Ha Xunepxuaposa | LIOK
MECTOTO HA AHruoenem
NPHICKEHHE AHOpeKCHA
HMMnoTeHTHOCT
l .
| Hacnenpanug Ilosuinanane
CTOHHOCTHTE Ha




Crollasane Ha NOJO3HPAHY Hexenaly PeaKIuy

Cro0HiaBaHeTO Ha NOAO3HPAHH HEXENaHKM peaklMH cliell paspelaBaHe 3a ynotpeda Ha
JIEXaPCTBEHHA NMPOXYKT € BAXHO. T0Ba NO3BO/IABA A2 MPOABIDKH HAG/MOACHAETO HA CHOTHOLICHHETO
NOJI3a/PHCK 33 JIEKapCTBEHHA NMPOAYKT. HexkenaHuTe peakiMH Moxe fa 6paaT chboOMEHH JHPEKTHO
Ha ManenuuTenHa aresuma no nexapersata (MAJT):

BBJIrAPHUS, Codua 1303, yn. lamau 'pyes 8

Ten. +359 2 8903417

et noma: bda(@bda.bg

yebcaiiT: www.bda.bg

4.9 Ilpenosmpane

EdexTd Ha npeno3npaHe Ha JIAHCONPA30Ji MPH XOpa HE Ca H3BECTHH H CJIETOBATEIHO HHCTPYKIIHH 33
NedcHHe Ha Apefo3npaHe He MoraT fa 6baaT naneny. Bee nak, xHeBHH A03n 1o 180 mg naHsompason
nepopatHo K o 90 mg JaH30npa3ofi KHTPABEHO3HO €A NpHAaray 663 3HaYHTEIHH HOXKeNaHH

NCKAPCTBEHH PCAKIIHA.

Buxcre Touxa 4.8 3a BLb3IMOXHHTE CHMIITOMY Ha NMpeJo3HpaHe Ha JIAHCONpAa3oJl.

JlaHcompa3son HAMa aHTHACT.B cyuait Ha ChbMHEHHS 3a ITPeO3HpaHe, NALHEHTHT TpAdBa na 6nae
nocraBeH nox Habmoaenue. JIaHconpason He ¢e CNHMEHHPA 0T KPBBOOOPBINCHHETO Ipe3
xeMoaHanu3a. B ciydail Ha npego3upaHe ce 3anouBa CHMNTOMATHYHO H NMOUTBPKALLO NTeYeHHe, AKO
e HeoOXoMAMO, NPENOoPBYBA CE NPEAMIBHKAHO H3NPa3BaHe Ha CTOMaxa (NMpeAN3BHKARO NOBPHINAHE),
Thi KATO ACKAPCTBOTO € CTOMAINHO YCTOHIHBO.

5. OAPMAKOJIOT'HYHH CBOUCTBA

5.1 DapMaxkoABHAMEYEE cBolcTBa

(apMakoTepaneBTHUHA rpyna: HHxuOHTOp Ha NpOTOHHATA NTOMIIAa
ATC xoa: A02BC03

JlaHcompa3son cnaaa KbM KNnac aHTHCEKPETOPHHK ChEAHHEHHA, 3aMeCTCHH OEH3IMMMAA30/H, KOHTO He
MPUTEKABAT AHTUXONMHHEPrdIdHO HITH XUcTaMHH H2 peuenTopro aHTAroHHCTHYHO JeHCTRHE, HO
MOATHCKAT CTOMAINHATA KHCEIMHHA ceKpellid dpe3 cnenupruno HHxnbrpaHe Ha (H+, K+) — AT®-
(a3a eH3NMHATA CHCTEMA, PA3NONONKECHA HA CEKPETOPHATA NOBBLPXHOCT HA CTOMALIHHTE [TAPHETATHH
KneTKH. Thil KaTo Ta3H eH3¥MMHA CHCTEMA €€ CHUMTA 3a KNCENHHHA (NMPOTOHHA) MOMIIA HA NMapHeTANHATA
KJIeTKa, IAHCOMPA30JI Ce OnpeAe/ia KAT0 HHXHOHTOp Ha CTOMAIIHATA KBCE/IMHHA NIOMITA H KaTO TAKbB
GioKMpa KpaliHaTa CTHIIKa B KHCEIMHHATA NpoAyKuHa. Jlanconpas3on HaMasiBa KMCE/THHHOCTTa Ha
CTOMALIIHHA COK M YBEIIHYABA BPEMETO, Npe3 KoeTo croiHocTiTe Ha pH ca >3 wunu >4. Tosu edekr ¢
N0303aBHCHM H BOIH 10 NOATHCKAHE, KaKTO HA OazanHaTa TaKa ¥ HA CTHMYJIHPRHATA CTOMAIHA
KHCEJTHHHA CeXpelus, He3aBHCHMO OT CTHMYIIA.

EdeKT BppXy KHCENHHHATA CCKPEeLMS

JIaHconpa3zon e cnelupdeH HHXUOUTOP Ha NIAPHETAIHATA CTOMALIHA NPOTOHHA NOMIIA.

EAMHHYHA 11033 Ha JIAHCONPA30J1 NIPHETA NEpOpaTHO HHXHOHpa NeHTaracTpHH-CTHMYJIHpaHaTa
KMCEeNHHHA cexpelua ¢ okono 80%. Cnen nmpunoxkenre Ha JJaHCOTIPa3o 3a ceieM JIHH e NMOCTHTa
oxoy10 90% uHXHOHpaHe Ha CEKPELHATA HA CTOMALIIHA KHCE/THHA.

Ilpn enuHM4HA OHEBHA 034 OT 3() mg naHCcOonmpasoa MpueMaHa IepopaiHo, peaylHpaHeTo Ha
CTOMALIOHATA CEKpELHA € ¢ 0Kono 70% ¥ CHMOTOMHTE Ha MALMEHTHTE Ca ORNIANAHH OLIE OT ITbpBATA
no3a. Ilpy MHOTOKpaTeH npHeM cnea 9 JHH peayLHpaHeTO Ha CTOMAINHATA CeKpelmA ¢ ¢ okono 835 %.
Bpp30 obnexyaBaHe Ha CHMNITOMHETE € noyvaa or 30 mg naHconpas3on AHEBHO H NTOBEYETO
NAMEHTH C AYOONCHAIHA X3Ba CE¢ BB3CTAHOBAT B PAMKHTE 2 CEAMMLM, a MAIJKEHTHTE C 43Ba HAa CTOMAXa
u pedykc e30(paruT B paMKuTe Ha 4 CeAMULIY.




[ToaTHcKaHETO HA CTOMAIIIHATA KHCEIHHHOCT MOXeE 1a YBENTHUH edeKkTa Ha aHTHOHOTHLIHTE NMpH
yHHUIIloXaBaHeTo Ha Helicobacter pylori.

1o BpeMe Ha NieueHHe C aHTHCEKPETOPHHM NIEKAPCTBEHH NMPOMYKTH racTpHHA B CepyMa Ce OBUINABA B
OTTOBOp Ha MOHIDKEHATa KHCEIWHHA cekpelinia. B pe3ynrat Ha HaMaleHaTa CTOMALHA KHCETHHHOCT
ce nosHinasa ¥ HuBoTo Ha CgA. [TopuimeHoTo HHBO Ha CgA Moe 1a NOBNMsAE HA U3CNEIBAHUATA 3@

HEBPOSHAOKPHHHA TYMOPH.

HanuuuuTte myOauKyBaHW JaHHM NOKA3BaT, Y€ MPWIaraHeTo Ha HHXHOHTOPH Ha MPOTOHHATA NMOMIIA
TpsaOBa 1a ce NpeyCTAHOBH MeXIy 5 aHu M 2 ceaMUUM npeau uiMepsaHe Ha CgA. ToBa ce npaBH ¢
uen HuBaTa Ha CgA, KOMTO MOTaT Ja ca Thx/IUBO nosuineHH cnen neyenue ¢ M, xa ce
BB3CTAHOBAT 0 pedepeHTHHUTE CH I'PaHKLIH,

52 DapMaKOKHHETHYHH CBOHCTBA

Jlancompa3on npeacTas/fBa paleMH4Ha CMeC OT JBa aKTHBHH €HAHTHOMEpA, KOUTO C€
6norpancdopMupar B akTHBHa dopMa B KHCeNlaTa Cpelia Ha [TapHeTanHuTe KieTku. Thhi karo
NAHCOMPA30i C¢ MHAKTHBHUPA OT CTOMAIIHATA KUCE/IMHA, TOH C¢ NpWiara nepopaHO B CTOMAIIHO-

ycToiiunBa opmMa 3a cHcTeMHa abcopbims.

AG6copbiing U pasnpeaeneHme
A6copbunaTa Ha NTaHCOTIPa30Ji € CPAaBHHTENIHO MbiIHA, ¢ afcomoTHa OuonanuyHoct 80-90% crnen

¢IHHUYHA J034.

AGcopbLmaTa Ha naHcompaszon € 6bp3a, CbC CPEACH MUK HA IUIA3MEHUTE HHBA HA IAHCOMPA3on cnexn
oxono 1,5 no 2,0 yaca.

IIpneMa Ha xpaHa MOHMKaBa cKOopocTTa Ha abcopbuus M abcomoTHaTa buonanu4aHoCT ¢ okono 50%.
CBBp3BaHETO € ILUTA3MEHUTE MPOTEHHH € 97% .

IIpoyuBaHHA ca MOKa3asH, Y€ ¢ MPHEMAHETO Ha MUKPOTPaHyJIH OT OTBOPEHH KancCyJiH ce JOCTHraT
CBIIHMTE HHBA HA IUTa3MeHH KoHUeHTpauun 4 AUC, KakTo IpM NpHEMa Ha 1471 Kalcy/iara, ako
MHKPOTIENIETHTE CE€ CYCIIEHANPAT B MAJIKO KOJIMUECTBO MOPTOKANOB COK, AOBIKOB COK WIH CE CMECAT C
eqHa CyIeHa JTbKHLIA MOpe 0T A0BAKH WIH KpYLIH UIH MOPBCEHH BbPXY €AHa CYIIeHA JTEXXHIEG KHCENo
MJISKO, My ZHHT UnM u3Bapa. ExksupanentHo AUC ce mOCTHra, aKO rPaHyJINTe C€ CYCNEHANpPAT B
A0BJIKOB COK 4 Ce MPWIAraT Ype3 HazoracTpaliHa COHIA.

bHoTpaHCPOPMALIHE H SIIMMHHHPaHE
JIanconpaszon ce MeTabonu3upa NpeauMHo B YepHHUa apobd. MeTtabonnsma Ha naHcompason ce
KaTaiu3upa oCHOBHO OT eH3uMa CYP2C19, Exnzuma CYP3 A4 chbuio yyactsa B MeTabonu3Ma Ha

nascomnpasoi. [InasMeHusT eNMUMHUHALMOHEH TTOMYXHBOT € B FPaHHLUMTE OT | Ao 2 Jaca rpH efMHUICH
WIM MHOTOKpATEH NPHEM NPH 3ApaBu nauMeHTH. HiMa nokasarencTsa 3a HAaTpYIIBAHE, Clel

MHOTOKPATHO NIPWIOXKEHHE Ha 1034 NPH 3ApaBy HHAMBHIH. Cyadonn, cyidHau U S-XHAPOKCHI
JAEPHBATH HA NAHCONPa3on ca uAeHTHGHIMpaHH B na3Marta. Te3n MeTabonuTH HAMAT WIH HMAT
chBceM cllaba aHTHCekpeTopHa akTHBHOCT. IIpH eaHO mpoyuBaHe, cnen efHOKpaTHa 103a ¢ *C
MapKHpaH JIAHCOMpa3oJ, OKOJIO €IHA TPeTa OT MPHETOTO KOJMUYECTBO € eKCKpeTHpa B YPHHATa U 1Be
TPETH C€ OTKPHBAT B H3NPaXKHECHHATA.

PapMaxOKHHETHKA ITPY NALMEHTH B CTAPYECKA BH3PACT
KIMpBHCHT Ha JIAHCONPA30]1 € ICHIMKEH 1TPH X0Ppa B HanpeHana Bb3pPacT, KbJETO eTUMHUHALMOHHNA

NOMYKUBOT € yBeJandeH npubausntenso ¢ 50% no 100%. Tvil kaTto cpeaHUAT NOTYKUBOT NpH
Bb3pacTHHUTE ocTaBa Mexay 1,9 po 2,9 yaca, noprapaiaTa ce eHOKpaTHa JHEBHA X032 HE BOJAU A0
HATPYIIRaH¢ HA NaHconpa3os. BbpxoBUTE MNa3MEHH KOHLECHTPALMH HE CE€ YBEJIWYaBaT IpH XOpaTa B
HallpeaHana Bb3pacrT.

dapMaKOKHHETHKA NPH NEAHATPHIHM NALHEHTH
OueHkaTa Ha (apMaKOKHHETHKATA Ha JIAHCOMPa30Jl NPH Jela Ha BB3pacT oT | 1

CXOJIHa €KCITO3HLHA B CPABHEHHE C Bb3PAacTHH OPH A03U 15 mg BeAHBXK AHEBH
30 mg narconpa3son seaRbx AHEBHO ¢ Terno > 30 kg. [IpoyuBaHeTo Ha fo3a




NOBBLPXHOCT WM I mg/kg TenecHo TEryno Chilo € MOKa3ano CpaBHMMa eKCNO3HIKA 32 JIAH30NPAa30.1 MpH
Aella Ha Bb3pacT oT 2-3 Mecela a¢ 1roguHa ¥ Bb3PacTHH.

Burcoka eKCIO3HULIMA Ha JIAHCOMpa3o)l B CpaBHEHHE ¢ Bh3PAaCTHY ¢ HabmoaaBaHa fpyU HOBOPOIEHH Ha
BB3pacT o1 2-3 Meceua npH go3u o1 1,0 mg/kg ¥ 0,5 mg/kg TenecHo TErno eIHOKPaTHO JHEBHO.

(PapMakOKHHETHKA IPH YePHOAPoOHa HEAOCTATHYHOCT
[Tpy nalMeHTH ¢ pa3iMyHa CTeNeH Ha XPOHHYHO YepHOAPOoOHO YBpeXaaHe, CPEIHUAT IUTa3MeEH

MOMY>KHBOT Ha JIEKAPCTBOTO ¢€ yAb/DKaRa oT 1,5 qaca Ha 3,2 - 7,2 yaca. HabmoaasaHo e yBenH4eHHe
Ha cpeanata AUC no 500% B ¢cbcTOAHME Ha PABHOBECHE NIPH 4ePpHOAPOOHO YBpeaeHH NAUNCHTH B
cpaBHEeHHe ChC 3ApaBH nobposonin. HeobxoanMo ¢ HaManaBaHe Ha 103aTa ITPY NAIMEHTH ¢ TEXKO

qepHOAPOCOHC YBpEe)XXIaHe.

QapMakOKHHETUKA Opy OBOpeYHa HEAOCTATHYHOCT
ITpu mauKeHTH ¢ Texka 0p0pedHa HeIOCTATPYHOCT CRBP3BAHETO C TUTa3MEHHTE OeNTHIM ce HaManABa

¢ 1,0% - 1,5%.

CYP2C19 cnabu MetabonnzaTopu

CYP2CI19 e npeaMeT Ha MeHETHYECH NIONTUMOP(H3IBM U 2-6% OT HacemeHUeTo, HapeyeHHU cnadu
MerabonuzaTop (PMs), ca xoMo3uroTHH 3a MyTaHTHHA CYP2C19 anen u cnenopaTesHo JIMNCBA
dyuximonaned CYP2C19 en3um. ExcnozHumMaTa Ha JIaH30Mpazon € HAKOJIKO IMbTH NO-BUCOKA MPH
PMs oT Ta3n npH canaMTe Metabonusaropu (EMs).

5.3 TIipeaknEHHYHH JAHHYA 32 0€30NACHOCT

[NpeaKTHHHYENTE JaHHH HE NMOKa3BaT ocOo0eH PHCK 3a XopaTa Ha 0a3a Ha KOHBCHIHMOHATHUTE
NpoyYBaHKA 3a 6€30MacHOCT, XPOHHYHA TOKCHYHOCT, PENPOAYKTHBHA TOKCHYHOCT MITH
r¢HOTOKCHYHOCT.

B nBe npoy4BaHus 3a KapuUeHOTeéHHOCT Ha [UTbXOBE, JIAHCOIPA30Ji [IPHTEXKABA 030-3aBUCHMA
croMainHa ECL kneTpuna xunepmnnaszusa 1 ECL xneTsYHH KapUMHOHAH, CBBP3aHH C
XHMMNEePracTPHHEMHA, B PE3yNTAT HA NHXHOUpAHETO Ha KHCETHHHATA CeKpela. UpeBHa Merarnasus
Chbillo ce HabmoaaBa, KakTo ¥ XHnepruiasag Ha Jlaiaurosure kineTku U AoOpOKaveCTBEHH TYMOPH Ha
JlaiaurosuTe Knetku. HabmonasaHa e arpogua Ha petuHarta cnej 18 meceua neyenue. Tosa He €
HabmogaBaHO MpH MaMYHH, Ky4eTa H MHLLKH.

ITpu npoyyBaHK4 33 KAHLUEPOFEHHOCT NpH MUILKHK ce Habmoaasa 1030-3aBUcHMa cToMaliHa ECL

XHMEpIIa3ui KakTo U 4epHOAPOOHH TYMOPH H aACHOM Ha TECTUCHTE.
KJIHHMYHATA 3HAYHMOCT Ha TE€3N AaHHH He € U3BECTHA,

6. ©OAPMAUEBTHYHAK JAHHH

6.1 CpEChK Ha TOMOIIEHATE BEIECTRA

Kancynno cvovpocumo

3aXapHH IpaHyH, ChbAbPXKALIH 3aXap03a H HAPEBHYHO HHILECTE
MaHHUTON

HaTPHEB HHUILECTEH IMTUKONAT

MarHesueB kapbonar

MOBHAOH

3aXapo3a

MOJIOKCaMep

XHITPOMEo3a

CBHIIOJIMMEP Ha METAKpWIOBa KHcenHHa-eTvnaxpmnar (1:1), 30 npoLeHTHa ancnepcus
TaJIK

TPHETIIOR LHTPAT




CHMETHKOH
Cvcmas Ha kancyrama

Tano

yepBeH xenesen okcua (E 172)
THTaHOB anokcua (E 171)

AKBIT KeneleH okcua (E 172)
MWeIlaTHH

Kanaue

naTeHT cHHBO V (E 131)

THTaHoB auokcua (E 171)

BT Kenesed okcuxn (E 172)

XKENAaTHH

6.2 HecsBMecTHMOCTH

Henpunoxumo

6.3 Cpox Ha roanoct

3 roaUHM

6.4 ChoenHajHH YcI0BHR HA ChXpaHeHHE
Jla ce ¢CBXpaHABa Ha MACTO, HEAOCTHITHO 34 ACUA.
Jla ce ¢bXpaHABA B OpMIHHAJIHATA OMAKOBKA.
Jla ce chxpaHapa nox 30°C.

JIa ce ma3u OT CBETNHMHA M BJIara,

6.5 JlanHH 33 ONaKORKATA

PVC/TE/PVDC/Al 6nuctepn.
Enusn 6nucrep ceabpxka 14 6pos cTOMaLIHO-YCTOHYHBH KAlCyJIH.
Paszmepu Ha onakoBkuTe: 14 wiH 28 Opos cTOMAIIHO-YCTOMYHBH KalCYJIK.

6.6 Cpnenranam npeJnasHA MEPKH NPH HIXBLPJISHE

HsaMa cnelManyu W3UCKBAHMA.

7. TIPUTEXATEJI HA PAZPELIEHHETO 3A YIIOTPEBA
HOBEJI @APMA EQQO]]

6va. ,,buarapua” Ne 109

Codma 1404, Bearapus

8. HOMEP HA PA3PEILIEHHETO 3A YIIOTPEBA

PerucrpanunoneH HoMep: 20040513

9. JIATA HA ITLPBO PA3PEIIABAHE/MOJHOBABAHE HA PA3PEINEHHETO 3A
YIIOTPEBA

Hata na mepBo pa3petnapane: 05.11.2004
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10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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