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1. HME HA NEKAPCTBEHHA ITIPOAYKT I 3L AHUTENHA ATEHLNA N0 NEKAPCTRATA

Kpa;ﬁﬁa xapamﬁepucmuxa ua npogyxma - [lpusaxanue 1

Jlaticonpon 30 mg CTOMAIIHO-YCTOHMHBY TBLPAK KATCYTH .\ oo pp A2
Lansoprol 30 mg gastro-resistant capsules, hard
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Beska kancyna ceabpxka 30 mg nanconpason (lansoprazole).
[TOMOWIHO BEIECTBO ¢ U3BECTHO ASHCTBHUE! 3aXaposa.

3a NBAHUA CMKHCEK HA MOMOLUHHUTE BelecTBa BikTe T.6.1.

3. JIEKAPCTBEHA ®OPMA

CroMalllHO-YCTOHYHBA TBBP/Ia Karcya. |
Henpo3pa4yHu kancynu ¢ TbMHO 3€JIEHO Kanavye H CBET/IO OpalbKeBo TANI0. BeAKka kancyna ¢habpxka
Oesiv 10 NOYTH Oein CTOMANIHO - YCTOWYMBH MHKPOTIENICTH.

4, KIHHUYHHA NAHHUA
4.1 TepaneBTnyuHH NOKAZAHHS

¢ JlcueHue Ha nobpokavecTBeHa CTOMAIIHA U TyO/IcHaIHA A3BH
¢ Jleuenue Ha pedryxc e3odarur
¢ [IpodunaxTuka Ha pednykc ezodardr

e Epanukauma aa Helicobacter pylori (H. pylori ) 8 koMGHHaLINA CBC CHOTBETHA AHTHOHOTHYHA
Tepanua 3a neuenue Ha Helicobacter pylori — acouuupaHa s3ea.

o JleueHHe HA CBBP3aHH C NIPHEM HA HECTEPOHAHHM NMpoTHBOBB3NanuTenHu cpeactsa (HCHBC)
HOOpOKaueCTBEHH CTOMAILIHHU ¥ JYCACHATHH A3BH, H3MCKBAIH 3aBJLKHTEIHO JICHEHHE ©
HCTIBC.

¢ [IpodunakTuka Ha passuTHE HA CBBp3aHM ¢ npueM Ha HCIIBC cromalliHH H TyOACHAIHH A3BH
MPH PHCKOBH MALHEHTH, H3HCKBALIH IPOABIKHTETHO JleueHHe (BrK TOUKa 4.2)

o CuMrrroMaTH4Ha ractpoesodarcansa peduiykcHa 6onect
¢ KpaTkoTpaiiHO JiedeHHe Ha epo3UBEH e€30(arut
¢ ITaToNOrMYHH XHNEPCEKPETOPHH CHCTOAHMS, BKIIOuHTENHO CHHapom Ha Zollinger-Ellison

4.2 Jlo3npoBka H HAYHH HA NPHJIOKECHHE

3a nocTHrane Ha onTuManeH edekT, JlaHconpon Tpabea aa ce npHeMa BEAHEAK JHEBHO — CYTPHH,
OCBEH KOraTo Ce M3M0/I3Ba 3a epaaukaund Ha H. pylori — Torasa Jlanconpos ce npremMa aBa IrbTH
AHEBHO, CYTPHH U Beuep.

Janconpon TpaGea aa ce npuemMa 30 MUHYTH NIpeAH XpaHeHe (BX. Touka 3.2).
Kancynure ce npHemar LeAH ¢ MAJTKO TEYHOCT.

3a nalHUeHTH, KOWTO UMAT 3aTPYAHCHHA NPH NPenTeIlane, H3CICABAHNATAa H KTHHUYHS
MOKA3BAT, Y€ KANCY/IHTE MOraT Ja C€ OTBOPAT H MHKPONENESTHTE Jla Ce pasOonpis®”
AOBIKOB/AOMATEH COK WIH Aa C€ AO0ABAT KbM MAJIKO KOTHMECTBO MEKA Xpé o
0BJIKOBO MIOpe), 32 f1a ce o0NeKYHM MpHeMaHeTo, Rky7 o
Ciet NPUrOTBAHE, pa3TBOPA WK CMECTTA TPAGRA Ja ce npueMaT He3abaBHf ;‘:- LA AR
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Kancynmre Morar Ja ce OTBOPAT H MHKpOTIEJIETHTE Aa ce pa3dbpkar ¢ 40 ml a6bakos cok npu
npunarane Ha JlaHcomnpon ypes Ha3oracTpajiHa CoHAa (BXK. TOUYKA 3.2).
Cnen npuroTBsAHe, pasTBOpa WIH CMECTTA, TpAOBa fa ¢e npueMaT HedabaBHHO.

JleueHne Ha AOOPOKAYECTBEHA TyoIeHAIHA A3Ba
[IpenopruurenHara aoza ¢ 30 mg naHconpa3on BeAHBXK AHEBHO B nponweﬂne Ha 2 ceIMMLM. AKO

NALHEeHTa HE € 03/IPaBAT HAMBIIHO 32 2 CEAMMIIH, TIEUSHUETO MOXKE A MPOABIDKH NPH CHLIATA J038
oLle AABE CEAMULM.

JleueHue Ha 106poKkavyecTBeHa CTOMALIHA A3BA
[IpenopwumteTHaTa 1033 € 30 mg JaHCcoNpa3on BeAHBXK AHEBHO B MPOABJDKEHHE HA 4 CCAMHLIA,

S3para OOMKHOBEHO Ce JIeKyBa B paMKHTe Ha 4 CEAMHLIK, HO 34 TTALIHEHTH, KOHTO HE Ca HAITBJTHO
W3NEKYBAHHM 3a TOBA BPEME, JICUEHHETO MOXKE Ja IPOAB/DKH NPH ChLUATa 1034 34 Olle 4 CEAMMIH.

JIeyeHHe Ha KC €30Marut

[NpenopbunrentaTa no3a € 30 mg naHconNpason BEAHBK JHEBHO B NPOABDKEHHAS Ha 4 ceAMHLH. AKO
MAlHESHTa H¢ € HAMBJIHO 03/PaBAa 3a TO3H NEPHO, JCHEHHETO MOXKE Ja MPOAR/LKH NPH ChUIATa 1033
ome 4 cenMHALM.

[Ipodunakrika Ha pe ¢ e3odarut
[TpenopbuuTennara ao3a e 15 mg nanconpason auepHo. Jlosara Moxke Aa 6bae ysenuyeHa 2o 30 mg,
aKo ¢ HeobXxoAuMO.

Epanukains Ha Helicobacter pylori
TTpu u3Bopa Ha moaxoAsia koMGHHIPaHa Tepanua TpAOBa Aa C6 HMAT TIPEaBHI OPHLHATTHHTE

MECTHH PHKOBOJCTBA MO OTHOLICHHE Ha DakTepHaHa PEe3HCTEHTHOCT, NPONBIKHTEIHOCT Ha
neveHHeTo (Hai-uecto 7 AHH, HO roHAKOTa 40 14 aHK) M npaBMnHaTa ynotpeba Ha aHTHOaKTCpHATHH
areHTH.

IMpenopwsunrensaTa 103a € 30 mg JlaHconpon ABa IbTH Ha AeH 38 7 IHH B €1Ha OT H30POSHHUTE
KoMOHMHALIKY:

Knapurpomuums 250 -500 mg 1Ba Tl JHEBHO + aMOKCHUMIHA | g 1Ba bT# HA ACH
Knapurpomuumz 250 mg ABa 0bTH AHEBHO + MeTporuaason 400 — 500 mg aea neTH Ha AeH

Epanukanus Ha H. Pylori no 90% ce NOCTHra KOraTo KJNapHTPOMHLIMH ¢ KOMOMHHMpPaH ¢ NaHCOMmpalon
M AMOKCHLWIHH HJTH METPOHHA30JL.

IlecT Mecena cnes ycrielnHa epaaukaliii, PUCKBT OT pe-HHGEKLHA € HHCHK H PELMINBH C4 MAJIKO
BEPOATHM.

Hanonssanero Ha pekuM Ha JeueHHe Brousaly 30 mg naHconpason Aea ITbTH AHEBHO,
AMOKCHIM/TAH | g ABa TBTH AHEBHO W MeTpoHHAA30i 400-500 mg ABa IMbTH AHEBHO, CBLHO €
rpoyusad. [Ipu Tazu koMOuHauma ca Gunu HaGmoAaBaHU NO-HUCKH HUBA HA YCNEBASMOCT 34
yHUIOXaBaHe Ha H. Pylori, oTKONKOTO NpH TEPAIHS M0 CXeMa ¢ KNapHTPOMHLMH. Ta3H KoMOHHaLHs
€ MoAXOAAIa, KOTaTO MALHCHTBT He MOXKE Aa NPHEMA KINapHTPOMULMH H MCCTHHTE HHMBA HA
PE3UCTEHTHOCT KbM METPOHHAA30JT €8 HUCKH.

JleueHue HA CBBP3aHM ¢ NIPHEM HA HECTEPOUIHM NPOTHBORB3NanuTenHK cpencTra (HCTIBC)
noGpokavecTBEHH CTOMAaIHK W XVOJCHAIHW A3BY NPH NAIHEHTH, H3HCKBAIH NPOAB/LKUTETHO

neuenne ¢ HCIIBC.

-

3a o1le 4 ceAMHLIH.

[IpodmnakTHka Ha pa3sUTHE HA CBBP3aHH ¢ pHeM Ha HCI

AYOACHAHH A3BH MPH PUCKOBH NALWEHTH (BB3PACT HAN
AyONEeHATHA A3B3) U3HCKBALLM OPOABIKHTENHO neqeﬂﬂg C HCIIBC




INpenoprunrenHaTa A03a € 15 mg JaHconpa3on BEAHBK AHEBHO. AKO JISUEHHETO € HEYCTICITHO MOXe
Aa ¢e NMPHIcKH Ao3a oT 30 mg BeAHBK AHEBHO.

CHMNTOMH Ha racTpoesodareanna pedurykcHa Gonecr

[Tpenoprumurennara noza ¢ 15mg unu 30 mg nanconpason AHEBHO, N0 MPELECHKA HA NCKyBaLlHA
NieKap, HHAXBHYATHO 34 BCEKH nauueHT. O6nekyaBaneTo HA CHMNTOMHTE ce MocThra Obp30. Axo
BBIIPEKH TOBa CHMITTOMHUTE HE Ca OB/aJAgHH 3a 4 ceaMHULM npH a03a oT 30 mg JIAHCOIMPa3osl AHEBHO, €
NpeNnoOPbUYHTEAHO H3IBBPIIBAHETO HA NOITBIIHHTEITHH NPEriciH H H3CICABaHHA.

KpaTkoTpaliHo JIcYEHHE Ha €PO3UBEH e30(arur

[IpenoprunTenHaTa 4034 Mpe3 ycTara 3a B3pacTHU € 30 mg JaHCconpa3osl BeAHRAK AHEBHO 34 HE
nosede oT § ceaAmuL. Tpy naLMEHTH, KOUTO He ce NMOoBAMABAT ¢ Jlanconpon 3a 8 ceamuum /5-10%/
AOITLIIHHTENHOTO JIEHEHHE Olle 8 CeAMHIIM MOXKeE 1a ¢ OKaye OT MoJsa.

Cunppom Ha Zollinger-Ellison |
[IpenoprunTeNHaTa HauUAIHa 034 € 60 mg JaHcompason BeAHLXK AHeBHO. Jlosara Tpabsa aa ce

crO0pas ¢ MHAMBUAYANHUTS HYIH Ha NIALHEHTa, 4 TPOABIKHTENHOCTTa C& ONPEAENA B 3aBHCHMOCT
OT KIHHHYHHTE nposisu. Juesnn ao3H ao 180 mg nanconpason Morart Aa ObAaT H3ION3BAHH, AKO
HeOOXOAMMATa IHEBHA 1034 € No-rojaMa oT 120 mg nanconpa3sos, TO npuema TpA0pa 1a ce H3BLPIIBA
B [IBE pase/ICHH JO3H.

[laumeHTH ¢ HapyiueHa YepHoapoOHa win 6e6peuna GyHKUHY
He e HeobxoauMa NpoMsaHa Ha A03aTa NPH NALMEHTH ¢ HapylleHa On0peuHa QyHKUMA.

[MauneHTH ¢ yMepeHO WM TEXKKO yepHoapoOHo 3abonasane TpsabBa aa ObAaT Noa peAOBHO
HabMoAeHHE KaTo € TIPEnophyYBa HaMaleHHe Ha AHeBHaTa xo3a ¢ 50% (Bxk. Touka 4.4 u 3.2).

ITaupeHTH B HalpeHANA B3PACT

ITopaau HamaneH KTHPBHC Ha JIAHCONPA30/ NpH NAalHEHTH B HANpeHAIa BR3pacT, MOXKe Ja €
HeoOX0AMMO KOpeKIMs Ha J034aTa B 3aBHCHMOCT OT HHAMBHYaNHHA oTrosop. JlaesHara nosa ot
30 mg nancomnpason He Tpabsa aa 6v¢c NMPEeBHILIABaHA, OCBEH aKO HE ChIICCTBYBAT yOeAUTe/IHH
KITMHAYHH [MOKa3aHHA.

Heua

Jleuennero ¢ JlaHconpon Ha aAena Ha sB3pact noA 1 roguHa TpsaOBa Aa ce u3barea, Thid KaTo
HAnUUYHATA HHPOPMAIHMA HE € TTIOKA3aNa NONOKKUTENeH ePeKT PLPXY JCHSCHHETO Ha
ractpoesogarnanna peuaykcHa 6oecT.

4.3 IIpoTuBonoKa3zanus

CBPBLXYYBCTBUTEIHOCT KbM AKTHBHOTO BELIECTBO HJIH KbM HAKOE OT MOMOLUHKTS BEILECTRA,
W30poeHH B TOUKa 6.1.

Jlancormpazon He TpaGBa 1a ce pyUeMa ¢ aTasaHaBUp (BX.TOUKa 4.5).

4.4 Cpenuaany npegynpexieHHusd H IPeaNasHH MePKH IPH yHorpeba

O610TO ¢ OCTAHATIHTE JIEKAPCTREHH NPOJYKTH, KOUTO C& H3MOJI3BAT 38 JICYEHHE HA A3B
Aa ¢e MPHCTHIIN KM JIEUeHHE ¢ JIAHCOMPa3o/ € HeoOX0AHMO Aa C& H3KITIOWH HATHHHE TR
3M10KaYeCTBEHO 3a60nIBaHe Ha XpaHONMpPOBOAA HIIH CTOMAxa, ThH KaTo TepanuiaTa ¢ QD pazDT
MOX€E /1a MACKHpAa CHMITTOMHTE, CBBbP3aHH Ch¢ HTOKAYECTBEHOTO 3a60/4BaHe, H 1a/JaSapl HEbake
AHATHOCTHIIUPAHEC,




Jlancompason TpaOBa aa ¢€ H3MOJI3Ba C [IOBUILEHO BHUMAHHE NMPH MALHEHTH ¢ YMEPCHA HIH TEKKa
yepHoApoOHA AHChYHKIMA (BK. TOUKa 4.2 1 5.2).

HamanssaHeTo Ha CTOMALIHATA KMCEIMHHOCT MPH NPHEeMA Ha NAH30Mpazol MoXKe a foBene A0
yBeINYaBaHe OpoAT Ha OakTepunTe, KOUTO OOHKHOBEHO NPUCHCTBAT B FACTPOMHTECTHHAIHHA TPAKT.
JledeHHeTO C NAHCOMPA301 MOXE 14 JOBEAC AO JISKO NIOBHILABAHE HA PHCKA OT raCTPOMHTECTHHAIHH
uHdexnuu Karo Salmonella n Campylobacter.

[TpH NauMeHTH CTPARAIE OT CTOMAILHH H AyOJACHANHN A3BH, BEPOATHOCTTA OT HHbekuus ¢ H. Pylori
CNICABA Ja C€ PasIiIeRaa KaTo €THOIOTHUCH QaKTop.

AKO nanconpasof ce U3NoJ3Ba B KoMOHAIMA ¢ aHTHOHOTHIIM 3a epaauKalMs Ha . Py!or:, TOraBa
HHCTPYKLIHHTE 3a ynorpeba Ha Te3n aHTHOHOTHIH ChIO TPAOBa 1a ce chhmoaasar.

[Topaau orpaHMveHUTE AGHHH 3a GE30MaCHOCT NPH MAUMEHTHTE HA NMOATBPKALIC NEHSHHE ¢
JTAHCOTIPA30M 3a MEPHOA MO-ABJIBI OT | ToaHHa, TpaOBa peAOBHO A3 ¢ H3BBPIUBA OLICHKA Ha
IEYEHHETO H HAa CHOTHOLICHUETO PUCK/TION3A 34 TE3H NALUHECHTH.

H3KmounTenHO paako ca cbo0IaBaHy CTy4aH Ha KOJMT MPH MalMCHTH NPUEMAIIH JIaHCOMPasoll.
CnenosaTeNHo, B CTyvaii HA TEKKa W/HAM MIEPCHCTHpAaLIa JHapUi, cieaBa la ce OOMHCIH
[[PEYCTAHOBABAHE Ha JICUEHHETO.

JleueHHneTO Ha NeNTHYHa A3Ba MIPH MALKEHTH, HyXKIaelly ce OT npogs/oxuTenyo geuenne ¢ HCIIBC,
TpAGBa Aa ObAE OrpaHUYEHO A0 MALMEHTH ¢ BHCOK PHCK (HANpUMEP CTOMALITHO-YPEEHO KhPBEHE,
nephopaliig WIH 2384, CTAPHECKA BB3PACT, SAHOBpEeMEHHA ynoTpeba Ha 1€KapcTBa, YBeMH1aBallH
BEPOATHOCTTA OT HEMKENAHH JICKAPCTBEHU PSAKUMH OT CTPAHA Ha TOPHATA “acT Ha
raCTPOMHTECTHHATHHS TPAKT (HANpHMep KOPTHKOCTEPOHIM HITH aHTHKOArY/IaHTH), HANHYKe Ha
CEpHO3HA KOMOPOMAHOCT WIH NPOXLLKHTENHA ynoTpeGa Ha HCTIBC B MAKCHMANHH JO3H).

IIpH naumMeHTH JIeXyBaHu ¢ MHXHOUTOpH Ha nipoToHHara noMna (MIIT) karo sancomnpason, He 110-
MaJIKO OT TPH Mecella, a B IOBEYETO ¢/Ty4al B Ha | roAuHa, HMa ChOOICHHA 34 TeXKa
xHumoMarnesnemus. Cepro3HH IPOSBH HA XAITOMAarHe3HeMH A KaTo rajieHe, TeTaHuA, ASTHPHYM,
KOHBYJICHH, 3aMasHOCT H KAMEPHa ApHTMHS MOTAT [1a CE [OABAT, HO Te MOTaT Ja 3arno4HaT H
He3a0ena3aHo W Ja 6baaT npeHeOperHat. B noBedeTo cirydan XHNOMarHE3HEMHATA H34e3Ba A
npreM Ha AO0ABKH CHABPALLM MarHesuii U npekpatapade Ha gederuero ¢ UIIIL

[Ipy nanMeHTH, 3a KOWTO CE€ OYAKBa, Ye uie 6baaT Ha npoxbkuTenna Tepanua ¢ MIIII ¢ AMrokcuH
WIIM JIEKApCTBa, KOMTO MOTAT A4 MPHUMHAT XMIIOMATHE3UEMHA (HAID. AMYPETHIIH), MCIHLUHHCKHTE
CreLHANTMCTH TPAGBa Ja H3BBPLIAT TaGOpaTOPHHE TECTORE 3a ONPEAcaHEe HA HUBATO HA MATHE3HH
npeau na sano4He jieyeHueto ¢ UIII1, xakTo ¥ nepHoAWYHO MO BPEME Ha TepalusiTa.

HMuxubuTopHuTe HA MPOTOHHATA MOMMNA, 0CO0EHO aKo ce M3NOI3EAT BB BHCOKH A03H NMPOABL/DKHTENHO
BpeMe (Haa | roguHa) MOTraT pA3KO J1a MOBHILAT prcKa oT PpakTypa Ha O€ApOTO, KHTKATa HiH
rpsOHAYHHA CThHJI0, MPEAUMHO NPH NMaLEHTH B HaIpeHaa Bb3pacT KWIH NPH HATTHYHC HA IPYTH
puckoBH (akTopu. Ilogo6Hu u3cneaBaHKs MoKkas3sar, Ye HHXHOHTOPHTE HA NPOTOHHATA NOMIIA, MOTaT
Aa nopumat obuus puck ot ¢ppaktypu ¢ 10-40%. Hact ot TOBA NOBHIIABAHE MOXKE Ja C¢ ABDKH Ha
Apyry puckoBH dakropw. [lauueHTHTe, pHCKOBH 32 OCTEOMNMOpo3a, TpAGBa Aa NOMYHAT, CTIOPeA
CBBPEMEHHUTE KIIHHUYHH HACOKH, aIeKBATEH NpHeM Ha BHTaMHH D 1 xanumi,

B MHOro peKH cTy4an HHXMOHTOPH Ha TIPOTOHHATA noMIa ca cebp3aHn ¢b¢ SCLE. Ako Bb3HHKHAT
ne3uu, 0coBEHO B OTKPUTHTE 34 CITBHLE YYACTBLIM OT KOXATA, M aKO ca NPHAPYIKEHH OT OOAKH B
CTaBHTE, MALMEHTET TPaGBa 13 NOTEPCH MEAHLUMHCKA MOMOLI HE3a0aBHO U MEIULIMHCKHAT
crielHanicT TpAOBa aa oOMHCITH crinpaHero Ha Jlanconpon. SCLE caex npeaHiluHo Je4eH
WHXHOHUTOP Ha NPOTOHHATA MOMIA, MOXe ja yBean4H pucka or SCLE ¢ apyrd HHXHOMP
NIPOTOHHATA IOMIIA.

-




[ToBnussaHe Ha NaOOPATOPHHUTE PE3YITATH

[ToBuieHoTO HHBO Ha XpoMorpaHuH A (CgA) MOxe [a MOBJIHAE HA H3C/ICABAHHATA 38
HEBPOCHAOKPHHHH TYMOPH, 3a 4a ce u3berne Topa B3aumo/ciicTBHE, ledeHueTo ¢ Jlanconpon Tpadsa
fa ce CIIpe BpeMEHHO Hali-MaNko 3a 5 qHH npenu onpegeiasHeto Ha CgA (Bk. Touka 5.1). Ako HUBATA
na CgA ¥ racTpHMHa He ca C6 Bb3CTAHOBHIIM B pEPEPEHTHHTE CH TPAHULIH CJIS/ HAYATHOTO
onpeneisHe, H3MEpRaAHETO TpAORa aa Opae NoBTOpeHO 14 IHM ClER CrIUpaHe Ha JIEUCHHETO ¢
HHXHOHTOP Ha MPOTOHHATA TIOMIIA.

Jlanconpon ceabppxka 3axaposa. [TauuenTH ¢ peaKy Hac/IeACTBEHH NPOOAEMH HA HEMOHOCHMOCT KBM
¢pyKTO3a, MIIOKO30-ranakTo3Ha ManabcopOuysa WK CyKpa3a-H30MaITa3Ha HEAOCTATEYHOCT HE
TpAOBA Ja MpHeMAaT TOBA JIEKAPCTBO.

4.5 B3anmogeiicTBHE ¢ APYrHE JeKapcTBEHH NPOIAYKTH H APYrH pOopMH HA B3aHMOAeHCTBHE

EdexkTH Ha JIaHCONPA30S BLPXY APYTH JEKAPCTBA

JlekapcrBenu npoaykTH ¢ pH 3aBucuma abcopbunsn
JlaHCOMPA30N MOXKE Ha BAMAS BHPXY a0copOundTa Ha NeKapcTsa, NMPH KOMTO CTOMaIIHOTO pH ¢ BakHa
ACTEPMHUHAHTA Ha OHOHATHYHOCTTA.,

ATazaHasyp

TpoyusaHe e AoKa3aso, ue SAHOBPEMEHHOTO MPUIOKEHHE Ha naHconpason (60 mg nHeBHO) ¢
atazaHasup 400 mg npu 3apasn qoOpoBOILH, BOAH AC CHIIECTBCHO HAMAMSIBAHE Ha CKCTIO3HIIHATA HA
arasaHasup (npubnusurenno 90% namanenne B AUC u Cmax). Jlanconpason He TpaOsa aa ce
npuiara €JHOBpPEMEHHO ¢ aTazaHaBHp (BXK. TOUKa 4.3).

KeTOKOHA30/1 H HTPaKOHA30!

AbcopOunaTa Ha KETOKOHA30/I ¥ HTPaKOHA30/ B FaCTPOMHTECTHHATHHS TPAKT C€ YBETHYapa OT
KHCEMUHHOCTTA B cToMaxa. [IpHnoskeHHETO Ha TaHCONMpa3o MOXE Ja A0BeIEe A0 HAMAJIABaHE
TEPArNEBTHYHHTE KOHIICHTPALMH HA KeTOKOHA30/1 M HTPAaKOHa30M H Ta3d komMbuHauua Tpabsa ae ce
u30Area.

z ! HI'CKCHH

EAHOBPEMEHHOTO MPUNOYKEHUE HA JIAHCOMPA30JI M IMFOKCHH MOXe /1a IoBeAe A0 NOBHIIABAHE
M1a3MEHMTE HHBA Ha AMIOKCHH. CnenoBaTeNHo Ia3MeHHTe HHBAa HA HIOKCHH TpA0Ba na ce
MOHHTOPHPAT H aKko e HeoGXoMuMo Ho3aTa Ha Aurokcad TpaOBa Aa ¢e KOPHTrHpa NPH 3an04BaHe H
MPUKIKUBAHE HA JICUEHHETO ¢ JIAHCONPA3OJl,

JIeKapPCTBEHH IPOXYKTH MeTalonu3upaiy uype3 CHCTEeMATA HA UHTOXPOM P 450

JlaHcompazon Moske Aa NOBHILM IJIa3MEeHHTe KOHLUEHTPaUHH Ha IEKapCTBa, KOMTO ce MeTabomusupar
ot CYP3A4. INpenopsyBa ce MOBHIICHO BHUMaHKHE MPH KOMOWHHPAHETO HA JIAHCOMPA30Ji ¢
JIEKAPCTBA, KOWTO ce METAa0O/IM3HPAT OT TO3H €H3MM U UMAT TECEH TEPANCBTHUCH NPO30PeLL.

Teodunnn

JlaHconpason peayunpa a3MeHaTa KOHLUEHTpauys Ha TCO(QUIIHH, NPH KOETO MOXKE 12 C¢ OUaKBa
HAMaNABaHe HA KIMHUYHHAT edeKT Ha Ao3ata, EnHOBpeMEHOTO NPHIOKEHHE HA JIAHCOTIPA3on H
TEODWITHH MOXKE IO U3KITIOUEHHE Na JOBEAE B H3BECTHA cTeneH Ao no-6sp3a (¢ 10%) exckpenua Ha
TeO(QHIHHA, HO TO3H eeKT 00MKHOBEHO HAMA KIIHHHUYHO 3HAYCHHE.

Toil KaTO B3aUMOAEHCTBHETO ¢ TEODWIHH, PeHHTOHH WM BapdaprH Moke na Obie 3HAUHTEHO NPH
OTAEJTHH NALMEHTH, MPENOopbYBa ce TTOBHILIEHO BHUMaHHe MPH PHCKOBHATS NAlMCHTH.

TakpoauMyc
ERHOBPEMEHHOTO NPHIOKEHHE ¢ JIAHCONPA30 MOXKE Z1a JOBEAC A0 NOBHIIABAHE N3

eKCIO3ULHA Ha TaKkpoumyc ¢ a0 81%.



CnenoBaTenHo miasMeHUTe HHBa TPAOBA Aa C6 MOHMTOPHPAT NPH 3aM0YBAHE U NMPHKAIOYBAHE HA
KOMOMHHPAHO JICUEHHKE ¢ JaHCOompason,

JlekapcTBeHH NPOAYKTH, TPAHCHOPTHPAHH OT P-rankonporenHH
[Tpu ynotpebara Ha nanconpason e HabmoaaBaHO HHXUOUPaHe HA TPRHCIIOPTHHA NPOTEHH P-
rnukonpoTerH (P-gp) in vitro. KnuHRuHaTa 3HaYMMOCT Ha TO3H (akT € HEH3BECTHA.

EdexTH Ha rd JeKapcTBa Bb JAHCONDA30J]

JlexapceTBa, kouTo ca naxHbnTopn ra CYP2C19

DIYBOKCAMHY

Koraro nanconpaszon ce komGuuupa ¢ CYP2C19 uHxuburopa (uiyBOKCaMHH MOXKE A4 C€ HANOXKH
peayuupaHe Ha Ao3ara. [LasMeHHTe KOHLUSHTPALMH Ha JJAHCONPA3os ce yBETHYABAaT 10 4-KpaTHO.,

JiekapcrBa xonTo paaynupat CYP2C19 u CYPIA4 |

Enzumuute HHaykropH 3acaramm CYP2C19 u CYP3A4, kato pudiaMidLMH H XKBJIT KAHTAPHOH
(Hypericum perforatum) MOTaT YyBCTBHTENHO Ja HAMAJIAT TJIA3MEHHTE KOHLICHTPaLHA Ha
JaHCOMNpPAa3OL.

Apyrn
Cykpandar/AHTHalHOHK OpenapaT

CykpandaT 1 aHTHALMAHY NPEapaTH MOTaT 1a HaMalaT OHOHATHYHOCTTA Ha JIAHCONpa3o/1. Benpeky,
Ye B3aUMOACHCTBHETO OGHKHOBEHO HAMA KIIHHHYHA 3HAYHMOCT, NIPENOPBYHTENHO € MALHSHTHTE Aa
npHeMaT CykpaidaTr Win aHTHALTUIHY NpeTiapaTH HaH-MaJIko 1 Yac ciej 1aHconpasol.

HCIIBC

He ca HabmoAaBaHH KTHHAYHO 3HAYHMH B3auMoselicrsyug Ha nanconpason ¢ HCIIBC, penpexH ye He
ca NPOBRSKIAHH OUIIMaNHK NPOYYBAHHA 33 B3aHMOAEHCTBHA.

4.6 @epTHIHTET, OPEMEHHOCT H KbpPMEHE

bpemenHocT
Criopen xnacudukanusaTa Ha FDA nalconpason ce kiacH(pHUIpa B kareropus B,

3a TaHCOMPAa30J1 HAMA KITMHHYHH JaHHY 34 GKCIIO3HITHA 110 BpeMe Ha OpeMEHHOCT.
[Tpoy4BaHHATa MPH HKHUBOTHH HE BUHATH [TOKA3BAT AUPEKTHO M MHAHPEKTHO BPEAHO Bh3ACHCTBHE
BBPXY eMOPHOHATHOTO/QETATHOTO pa3sBUTHE, PAXKIAHETO HWIH NOCTHATAIHOTO PAa3BUTHE.

ETo 3auro, ynorpefara Ha NaHCONMpa3oi MO BpeMe Ha OpeMEeHHOCT He ce NMperophHBa.

KspMene |
He e u3BeCTHO AaJIH IAaHCONPA30T WM HErOBHTE META0OIUTH ¢€ OTACNAT B KbpMAaTa. IIpoyusanuaTa

MPH XKHBOTHH CA MOKA3any KCKpeUH Ha JIaH30Mpa3on B MIAKOTO.
[Topagx NOTEHUMATHHA PACK OT CEPHOIHH HEWENAHH PEAKLMM TIPH KbPMAUETaTa, TPROBA /13 C& B3CME
pellieHHe: ia ce MPEYCTAHOBH KbPMEHETO HIH Ja ce Crpe JIeKapCTBOTO, KaTo C& NMpeLeHABa
3HAYEHUETO MY 33 JICUEHHETO Ha MaiKaTa,

4.7 Edexrn Bupxy cnoco6HOCTTA 32 modupane 7 padora ¢ MAINHHH

HsimMa croOuieHns JaHCONPAs3ol fia nosmisa cnocobHocTTa 3a mogupane U paboTa ¢ MalTHHM,
Hsixon HeXENaHH NEKAPCTBEHH € Bh3MOXKHO M0 H3KMIOUEHHE fa oTeatar crnoco0HOCTTa 33

KOHUEHTpAaLIH4.
4.8 Hexenann JeKapcTBCHH PEAKIHH

YecToTaTa HA HEXENAHWTE JICKAPCTBEHH peakLMK ce onmpeaea karo: dect (>1/100
(>1/1000, <1/100); peaxwn (>1/10 000 <1/1000); MmHoro peaxu (<1/10 000).

Yeern Hevecrn Peakn Mokt




HEH3IBECTHR

ATa CHCTEMA H
rbpAATA

- 4eCTOT
Hapymennn Ha TpombGounron | AHeMHus ArpaHyJouuTO3a
KpbBTA H €HHA IlanuMToneHud
aampAATA CHCTEMA Eosunogunus,
JleBkoneHus S
Hapymienns Ha XunomarHess
MeTaf0u3Ma | eMus (udxc
XPaneHeTo mouka 4.4)
Ilcuxuvan Henpecus bescrHUE
HAPYIIEeHHs XamonvHausH
O6bpKBane
Hapymennsa Ha I'nasoGonue be3cnokoHCTRO
HEPBHATA cHcTeMa | 3amaiiBane CBETOBBPTEK
[lepecTesuu
CBHIHUBOCT
Tpemop
Hapymenns Ha JpUTEITHH
OMHTE HAPYLIEHHSA
CromamHo-upesnun | ['apene ["mocur Konur
HAPYHICHHS Huapus Kanauaosa Ha CroMarur
Bonka B ezodaryca
CTOMAXa [Mauxkpeatur
Janex Bkycosu
[Toppbmane HapYIUEHHA
PnaTyneHuus
Cyxora B
yCTaTa WiH
TBPAOTO.
Xenato-0uauapuu | [losnmasane Xenartur
HApPYIIEHHANA CTOHHOCTHTE JXbateHuna
Ha
yepHoApoOHUT
¢ CH3UMH
Hapymenus ua YprHKapus [Terexun CHHApPOM Ha
KOXATA H Copbex [Typmypa Stevens-Johnson
TMOAKOKHATA ThKaH 3ary6a Ha koca Toxcuuyua
Epyutema enyaAepManHa
MYJITH(QOpME HEKPOH3a
DOTOUYBCTBHTEN
HOCT
Hapymennsa Ha ApTpanrus
MYCKYJIHO- Muanrus
CKEJIETHATA
CHCTEMA H
CheAHHUTEINATA
TBHKAH
Hapywenun HA HurepcTHinaneH
OnOpennTe HedpuT
MHKOMHHTE
NbTHIUA |
Hapymenus na ['MHexoMacTHs
BB3NPOH3BOAHTENH




OO0mu Hapymenns | YMmopa Ortok Tpecka AHapHIaxTHYEH

n epeKTH HA Xunepxuaposa WIOK

MACTOTO HA AHTHOENEM,

NPHIOKEHnHE AHOpeKCHs

MAMDOTEeHTHOCT )

Hicneasanna | IloBrinasane
CTOHHOCTHUTE Ha
XOASCTEpONa
TPUITTHLEPHIHTE
XHunoHaTpHMHSA

Coolliapane Ha [IOO3INMPAHH HEXENAHH DEAKLIHH
Crofmasanero Ha MOAO3HPAHH HEXEIAHH PeakLMH Cliel paspeluasaHe 3a ynotpeda Ha

NEKAPCTBEHHS TIPOAYKT € BaXKHO, ToBa MO3BONIARA A3 IPOABIKM HabMOJASHHETO HA CHOTHOLICHHETO
[OJ13a/PHCK 38 JIeKAPCTBEHHA NMPORYKT. Hexkenanure peakunu Moxe aa 6baaT ¢hOOLUIECHH IHPEKTHO
Ha M3mbaHuTeHa areHuHA no gekapersara (MAJI):

BBIITAPHUA, Codua 1303, yn. Hamau ['pyes §
Ten. +359 2 8903555 |

en. noma: bda@bda.bg

yebcaiT: www.bda.bg

4.9 Hpeaosnpane

EdexTn Ha npeao3dpaHe Ha JIAHCOMPA3OoJ IIPH XOpa HE ¢a H3BECTHH H CIeAOBATE/THO HHCTPYKLIMH 3a
neueHHe He MoraT Aa Obaat naneHd. Bee nak, gHeBHH ao3u 10 180 mg nax3zonpason nepopaaHo H O
90 mg naH30Mpa3oJl KHTPABSHO3HO ¢a NIpHIarany 6e3 3HAUHUTEIHH HEXKEJIaHH JICKAPCTBEHH POAKLIHH.

Bukre To4Ka 4.8 32 BE3IMOKHHUTE CHMITTOMH Ha [PEeI03HpaHe Ha TaHCOMpasoll.

Jlanconpason HaMa aHTHAOT.B ciiyyali Ha ChMHEHMA 38 Npeno3upaHe, NAUMeHTHT TpAOBa aa Obae
MOCTaBeH noj, HaboaeHue. JIaHconpasos He ce eIMMUHUPA OT KPBBOOOPBILEHHUETO Ype3
xeMoaHanu3a. B ciyuait Ha npezo3upane ce 3aNouBa CHMITTOMAaTHYHO H NOJIBPIKALI0 NeUeHne. AKO
& HeOOXOMHMO, NPeNOPHYBa CE IIPSAH3BAKAHO U3Npa3BaHe HA CTOMaxa (NpeAH3BHKAHO MOBPBHILAHE),
Tbi KaTO EKAPCTBOTO € CTOMALIHO YCTOMYHEO.

5. ®APMAKOJIOTHMYHH CBOHNCTBA
5.1 ®@apmakoauHaMHYHH cBolicTBa

dapmakoTepanesTdyHa rpyna; MHxubHTOp HAa MPOTOHHATA NMOMIIA
ATC xon: A02BCO03

Jlancomnpazos ¢nasa KeM Kiac aHTHCEKPETOPHH CheIHHEHH, 3aMECTeHH OEH3IHMHIA30JTH, KOHTO He
NPUTEKABAT AHTMXOJHHEPTHYHO WK XHUcTaMuH H; penenTopHO aHTarOHHCTHYHO ACHCTBHE, HO
OATHCKAT CTOMAIIHATA KHCEJIHHHA cexpera ypes cneunduyHo uHxuOupare Ha (Ht, K+) —~ ATQ-
(hasa eH3HMHATA CHCTEMA, PA3NONOKCHA HA CEKPETOPHATA NOBBPXHOCT HA CTOMALUHHMTE NTAPHETAJIHH
KieTkd. THH KaTo Ta3M €HIMMHA CHCTEMA CE CHNTA 32 KHCEITHHHA (TPOTOHHA) MOMIIA Ha TIAPHETANHATa
KJIETKA, JJAHCOMPa30Jl e ONMpeneia KaTo HHXHOWTOP Ha CTOMALIHATE KHCEJJHHHA NTOMIA # KaTo TaKbB
6nokupa KpaiiHaTa CTBIKa B KHCEHHHATA MPOAYKUMA. JlaHCOMNpa3on HamaliiBa KUCETHHHOCTTA Ha
CTOMAILHHS COK ¥ YBEJIHYaBa BPEMETO, Mpe3 Koeto crofiHocTute Ha pH ca >3 w/nin >4. Tosn edekr ¢
N0303aBHCHM H BOAH A0 MOATHCKAHE, KAKTO Ha 0a3anHaTa Taka H Ha CTHMYJIHPAHaTa CTOMAIL
KACEJIMHHA CeKpelids, He3aBHCHMO OT CTHMYJIA.

EdeKT BEpXY KHCEHHHATA CeKpeUUA

Jlancomnpazon e cneumnduyeH HHXHOGHTOP Ha NapUeTaTHaTa CTOMAIIHATA MPOTOHHA




EnnHyMyHa K032 Ha JAHCONPAa3oJI pHeTa NepopaHo HHXUOHpa NeHTaracTpHH-CTHMY/IHPaHATA
KHCEJMHHA cekpeuHsa ¢ okono 80%. Cnen npunoxeHne Ha JAHCONPa3o 3a CEASM HH Ce II0CTHTra
oxono 90% uuxubupaHe Ha CeKpelMsATa HA CTOMAIIHA KUCENKHA.

Ipu equnnyunEa AHeBHa Ao3a o1 30 mg JaHconpasoll MPHEMAHA MEPOPATHO, PEAYIIPAHETO Ha
CTOMAILIHATA CEKPELHs € ¢ 0kono 70% ¥ CHMITTOMUTE Ha NALMEHTHTE ca OBAAAHM Olle OT MbpRaTa
no3a. IIpi MHOTOKpaTeH NprueM cJiel 9 IHH peayMpaHeTo Ha CTOMAIIHATA CeKpelHa ¢ ¢ okoo 85 %.
bbp3o ofsiekuaBaHe Ha CHMITTOMMTE ¢€ nOMyyara oT 30 mg JJIaHCOMpPa3on AHSBHO H 110BEHETO
NalMEHTH ¢ XyOA¢HATHA A3Ba C€ BL3CTAHOBAT B PAMKHTE 2 CEIAMMIIM, 8 NALMEHTHTE Ch< A3Ba HA
cTomaxa ¥ peduryke €30(barMT B paMKHTE Ha 4 CEAMHLM.

IMoaTHcKaHeTO HA CTOMAILHATA KHCETMHHOCT MOXKe Ja YBEIHYH e(eKTa Ha AHTUOMOTHUMTE NIPH
yHHILOkaBaHeTo Ha Helicobacter pylori.

Ilo BpeMe Ha NleyeHHe ¢ AHTHCEKPETOPHH JICKAPCTBEHK NPOAYKTH FaCTPHHA B CEPYMa € [IOBULIABA B
OTrOBOP Ha MOHWKECHATA KHCE/TMHHA cekpeliia. B pesyaTaT Ha HaMasieHaTa CTOMALHA KHCSITHHHOCT
ce nosHIaBa 1 HHBOTO Ha CgA. TTosumeHoTo HUBO Ha CgA MOXKe Ja MOB/IHAC HA H3C/ICABAHHATA 38
HEBPOSHAOKPHUHHH TYMOPH.

Hanuuuure ny6nHKYBaHH JaHHH TIOKA3BAaT, Y€ MPHIAraHeTO HA HHXHOUTOPH Ha NPOTOHHATA NMOMIIA
TpabBa 114 Ce NPEyCTaAHOBH MEXKAY 5 AHM K 2 ceaMuIH npean u3mepsane Ha CgA. Topa ce npasH ¢
uen Husata Ha CgA, KOWTO MOTAT Ja ¢a THKAHBO MoBHiLeHH ciiea yegenue ¢ VI, xa ce
BB3CTAHOBAT A0 PeESPEHTHHTE CH FPaHMLIY.

5.2 @apMaKOKHHETHYHH CBOHCTBA

Jlanconpason NpeiCcTaRRdABa paueMuyna CMeC OT B2 aKTHBHA SHAHTHOMEPA, KOMTO ¢2
6rorpancopMHpaT B akTHBHA (POpMa B KHCENaTa Cpea Ha NapHeTanHuTe KeTkd. Toii karo
JIAHCONPA30/ C€ HHAKTHBHPA OT CTOMAILIHATA KHCEIHHA, TOH C¢ MPpHJIara nepoparHo B CTOMALIHO-

ycToiunBa popma 3a cucteMHa abcopbuus.

AGcopbuma U pasnpenencHye

AGcopOunsTa Ha JJaHCONPa3oil € CPaBHHTENHO MbIHA, ¢ abcontoTHa GuoHamuyHocT 30-90% cnen
€ANHHYHA A034a.

AGcopbuaTa Ha nanconpason e 6ep3a, CbC CPENCH MUK HA MNa3MEHHTE HUBA HA JIJAHCONPa3oJl ClieA
okono 1,5 Ao 2,0 yvaca.

[Mprema Ha XpaHa MOHIDKABA CKOPOCTTa Ha abcopOuus u abconoTHaTa GHOHATHIHOCT ¢ okoJo 50%.
CpBp3BaAHETC C IUTA3MEHHTE MPOTCHRU ¢ 97% .

[IpoyupaHHs ca HOKa3ajHy, Y€ ¢ MPHEMAHETO Ha MHKPONIENETH OT OTBOPEHHM KaNCy/TH ¢& JOCTHTAT
ChUIMTE HUBA Ha IUTa3MeHH KOHUeHTpauuH H AUC, kakTo Npy npueMa Ha 1i4/1a Kancynara, ako
MHKPOTIEJIETHTE Ce CYCMNEHAMPAT B MAJIKO KOJIMUECTBO NMOPTOKAJIOB COK, AOBIKOB COK HITH C& CMECAT C
€IHA CYNEHA JTLKHULIA MIOPE OT A0BAKHY WIH KPYLIH HIH MOPBHCEHH BLPXY €JHA CYNEeHA IbXKHLA KHCENO
MJIAKO, MYAUHT KK H3Bapa. ExpupanenTHo AUC ce nocTHra, ako rpaHyJidTe ¢e¢ CyCreHaMpar B
AOBJIKOB COK U C€ NpUNAaraT 4Ypes Ha3oracTpalHa CoOHAA.

buorpanchopMalyg H €MUMMHUHHDAHE

JlaHconpason ce MeTabou3upa NPSARMHO B YepHuUs ipo6, MetaGonnama Ha naHconpason ce
karanu3upa ocHosHo ot eusuMa CYP2C19. ExsumsT CYP3A4 crimo ydacTea B MeTabonuiMa Ha

HJIH MHOIOKPATEH NPHEM TIPH 3ApaBH naugeHTH. Hama A0Ka3aTencTsa 3a HaTPYNBaH
MHOTOKPATHO MPHIOKEHHE Ha JO3H NpH 3ApaBH HAuBHIH. Cyndonn, Cynduam U 54
JIEpPHBATH Ha JAHCOINPAa30s1 ¢a MACHTU(OULUHPaHH B Tiasmara. Te3u MeTabonHUTH HAME
chbBCeM cnaba aHTHCexperopHa akTHBHOCT. [1py enHo npoyvsane, cnel €AHOKPATHA|]
MAapKHpaH JIAHCOTIPA30I1, OKOJIO €1HA TPETA OT NPHETOTO KOTHYECTBO C€ EKCKPETHP
TPETH C€ OTKPHBAT B H3NPAXKHCHUATA.



DapMaKOKUHETHKA NMPH NAUKEHTH B CTapYecka Bh3pacT

KnupbHCET Ha JaHCOMPa3oN € MOHIKEH MPH X0pa B HAIMPSAHANA Bb3PacT, KbAETO eNMHMHHALRHNOHHNS
TIOMYXKUBOT € YBenueH npubnuzutento ¢ 50% no 100%. Tei xaTo CpeAHHAT NOMYKHBOT MPH
BE3PACTHUTE OCTaBa MexXTy 1,9 10 2,9 waca, NOBTApALIATA C& EHOKPATHA AHCBHA 4033 HE BOAH A0
HaTpyIMBaHe HA JIaHCOTIpa3oi. BepxoBure miasMeHy KOHUCHTPAIlHY He ¢ YBETHYIABAT NIPH XOpaTa B
HanpeaHaia BPE3pacT.

d)aEMaKOKHHETHKa [MPH NSeAHATPHYHH JIALIHCHTH

OueHkaTa Ha (HapMaKOKMHETHKATA Ha JIAHCOMPa3oJl MpH Acla Ha BB3pacT oT 1 no 17 roAWHM rokasea
CXOIHA eKCTIO3ULMA B CPABHEHHE ¢ Bh3PACTHH NPU A03H 15 mg naHconpa3on BeAHBkK AHEBHO 3a
terno < 30 kg u 30 mg nanconpason seAnsK AHEBHO ¢ Tero > 30 kg, [MpoyuBanero Ha a03a ot 17
mg/m’® TenecHa MOBLPXHOCT WK 1mg/kg TENECHO TEMIO CHLIO € MOKA3a/I0 CPABHIMA SKCTIOZHLIHSA 34
JIAH30MPAa30N NPU ALUA HA BR3PacT OT 2-3 Mecela 20 1roiMHa U BE3PACTHH,

Bucoka eKCo3MIIHA HA TaHCONPa30 B CPaBHEHHE ¢ BL3PACTHH € HabmoasaHa npH HOBOPOACHH HA
BB3pacT nox 2-3 Meceua npu ao3u or 1,0 mg/kg u 0,5 mg/kg renecHo Teriio efHOKpaTHO JHCBHO.

dapMaKOKHHETHKA OPH YepHOAPOOHA HENOCTATHYHOCT

ITpu AALHEHTH ¢ Pa3/IMYHA CTENCH Ha XPOHHHHO YepHOAPOOHO YBpEKAaHE, CPEAHHAT TUTA3MEH
TNOJY>KHMBOT HA JIEKAPCTBOTO C€ YAbMmKapa oT 1,5 vaca Ha 3,2 - 7,2 vaca. Habmoaasano e yBesnuueHue
Ha cpeaHata AUC go 500% B ¢hCTOAHHE HA PABHOBECHE NMPH HEPHOAPOOHO YBPEACHH NALMEHTH B
CpaBHEHME CBC 37IpaBH A00poBonuH. HeobxoaHMo € HaManaBaHe Ha AO3aTa NPH NMALHEHTH ¢ TEXKKO
YepHOIpoGHO YBpeXAaHe.

PDapMakOKMHETHKA NpU OHOpeYHa HEAOCTATBYHOCT

IpH nauMeHTH ¢ Texka GpGpedHa HeTOCTATEYHOCT CBBP3BAHETO ¢ FIAIMEHHTE DenThUH ce HaMansaBa
¢ 1,0% - 1,5%.

CYP2C19 cnabu merabonusaropH

CYP2C19 e npeamer Ha reHeTHUYEH NOAMMOPPH3EM M 2-6% OT HaceneHHETo, HapeueHH CadH
meTabonmsatop (PMs), ca xoMo3uroThy 3a MyTautHus CYP2C19 anen H ciieAoBaTeNHO JIANICRA
dynkumoHaneH CYP2C19 enzuM. Excno3suMaTa Ha aH3011Pa307] € HAKOAKO IThTH N0-BHCOKA NPH
PMs ot tasu npu cunaute MetabomusaropH (EMs).

3.3 IpeakTHHHYHH JaHHH 3a GezonacHOCT

[MpeaxnuEHYHATE AaHHH He ITOKA3BAT 0CO0CH pHCK 3a XopaTa Ha 6a3a Ha KOHBEHLUMOHAIHHTE
npoyuBaHus 3a 6€30MacHOCT, XPOHHYHA TOKCHHYHOCT, PENPOAYKTHBHA TOKCHYHOCT HWIH
I€HOTOKCHYHOCT.

B npe mpoyusaHus 3a KAPIEHOTEHHOCT Ha TUIBXOBE, JIAHCOIPA30a NPUTEXKABA 1030-3aBKCHMA
cromamnHa ECL wierpuna xunepnnasua n ECL kieTs4Hn KapIHHOHAH, CRBP3aHH ©
XHNEPracTPUHEMHA, B Pe3yTaT Ha MHXUOHUPAHETO HA KMCEeNMHHaTa cekpelina. HpeBHa Meraruasus
CHILO Ce HaOIIOAaBa, KAKTO H XMNepnasuA Ha JlaiiaurosuTe KIeTKH 1 A0DPOKAYECTBEHH TYMOPH Ha
Jaiipurosure knetkn, Ha6nonasana e atpodus Ha perusarta cien 18 mecena neuenune. Tosa Hex
Ha0MOARBAHO MPH MaHMyHK, KYUETA 4 MUIUKH,

[Tpyn npoyuBaHHA 33 KAHLEPOTCHHOCT NPH MHUILIKH ce HaO/MIONAaRa 1030-32BHCHMA CTOME
XUNEPILIa3HA KaKTO H YepHOAPOOHH TYMOPH H aICHOM Ha TECTHCHTE.

KavauuuaTa 3HAUHMOCT HA TE3H JAHHUW He € W3IRSCTHA,



6. GAPMAIIEBTHYHHU TAHHU
6.1 Crnpchbk HA NOMOIMHHTE BEILECTBA

Kancyarno ceovpoicumo

3aXapHU FPaHyny, ChABPKAIIM 3aXapo3a H UAPEBHYHO HHALIECTE
MaHHTOJ!

HATPHEB HUIICCTEH [ITHKONAaT

MarHe3nes kapOoHaT

[TOBHACH

3axapo3a

MoJIOKcaMep

XUTIPOMEJ103a

CBIIOJIMMEP Ha MEeTaKpHI0Ba KHUceHHa-eTwiakpHanar (1:1), 30 npoueHTHa AMCIIEpCHA
TaJIK

TPHETHIOB LUWTPAT
CUMETHKOH

Cwcmae na kancyaama

Tano

yepeeH KeneseH okemn (B 172)
TUTaHOB THOKCHA (E 171)
KBAT weneseH oxkeun (B 172)
KeNaTuH

Kanaue

nateHT cHHBO V (E 131)
terTaHoB AHOoKCHA (E 171)

BT Xenesen okcua (E'172)
KENATHH

6.2 HecuBmecTumocTH
HenpunoskHmo

6.3 Cpok Ha roanocT

3 roauH4

6.4 Coennaann ycious Ha CHXpAHEHHAE

Jla ce cpXpaHsaBa Ha MACTO, HEAOCTEITHO 34 Jelia.
Ja ce cpXpaHsBa B OPUTHHAIHATA ONAaKOBKa.

Ha ce coxpaHaea noa 30°C.

Ha ce nmazu oT CReT/HHA U BJara.

6.5 JIaHHA 32 ONIAKOBKATA

PVC/TE/PVDC/Al Gnuctepu.

Enun Gnvctep coabpxka 14 6pos GTDM&HIHO-}’CTOﬁ'—]HBH KaTCYJIH.
Pasmepu Ha onakoBkute: 14 MM 28 Opost CTOMAILHO-YCTOIYABH KalCyJH.

6.6 Crpennaanu npesnas’HH MEpPKH NPH HIXBLPISHE




HsamMa crniellManHH H3HCKBaHuA,

7.  MNPHATEXATEJ HA PA3PEIIEHUETO 3A YIIOTPEBA
HOBEJI DAPMA EOO

OxonospbcTes BT Ne 36

Codna 1415, bearapus

8. HOMEP HA PAZPENIEHHETO 3A YIIOTPEBA

20040513

9, JATA HA IThPBO PASPEHIABAHE/MIOTHOBABAHE HA PAJPEIHEHHETO 3A
YIIOTPEBA ~

Hata Ha nepeo paspeuaeHue: 05.11.2004
ara wa nocneaHo noaHoBasane: 23.11.2010

10, JATA HA AKTYAJIH3UPAHE HA TEKCTA

11/2016




