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1. HME HA JEKAPCTBEHUA ITPOAVYKT

Comnpan 20 mg cTOMamHO-yYCTORUMBY TBLPAN KANCYH
Sopral 20 mg gastro-resistant hard capsules

2. KAYECTBEH U KOJIMMECTBEH CHLCTAB

Beaka cToMalHO-yCTOHYHBA TBBPAA KaKCyiia ChAbPMKA aKTHBHO BeHIECTBO oMenpaszos (omeprazole) 20 mg.
I JomoIiHO BelecTBO ¢ HIBECTHO AEHCTRHUE: 3aXapo3a.
32 (IBJIHHAA COUCHK Ha MOMOIHUTE BEMISCTBA, BHKTE Touka 6.1,

3. JIEKAPCTBEHA ®OPMA
CroMaIHO-yCTOWYMBA TREPAA KAIICYa

TB'bp,[la LHAJTHHAPHYHA KENAaTHHOBA Kancylja, CbC CBETIOCHHLO NMPO3PadyHO TANIO U CHHBO HENPO3IPaAvyYHO
Kanage.

Kancyndo ceappaiMo: ceprunn, eqHakBH i Oe3 BauMu fediekTy IpaHyiM, C IIOUTH OsiY IO KpeMas LBST.

4. KMHHYHH TAHHHN
4.1 TepaneBTHYHM NOKAZAHUA

Conpajl cTOMALIHO-YCTOMYKHBY TBBPAM KaAICYNH Ca MOKA3aHK TIPH:

Bob3pacTHu

- Jleuenue Ha AyonacHAIHYU A3BH

- IIpogunaxktika Ha peunwauBY Ha TyO/ICHAIHYN H3BUH

- JleueHUE Ha CTOMAUIHY A3BH

- [Tpo¢unakTrKa HA PELMIUBH HA CTOMAILHH A3BK __

- Epanukanus na Helicobacter pylori (H. pylori) npn nenTuyna s3sera Oonect, B KOMOHHALHA C
HOAXOAAIM BHTHOHOTHLY

- Jledenue Ha CTOMAWNY M IYONCHANIHH A38BH, CBBP3aHH € YROTpebaTa Ha HECTCPOUIHH
npoTuBoBb3nanuTenum cpeacrea (HCIIBC)

- [IpodunakxTika Ha CTOMAIIHY B OyO€HAITHH S3BH, CBBp3aHu ¢ ynoTpebara Ha HCIIBC npw puckoen
NALMEHTH

Jleyenue Ha pedmyke ezobarur

Hoaaspixamo reveHye Ha NaNMEHTH C N3IIEKYBAH peduyke ezodarur

Jleyenure Ha CUMIITOMATHHHA TaCTpo-e30dareanta pediykcHa bonect

Jleyeune na curapom Ha Zollinger-Ellison

[leanarpyuna momynaus
Heya na ev3pacm nao 1 200una u ¢ mezno > 10 kg

- Jleyenne Ha pediykc esoparur

- CAMNTOMATWMHO NeYeHue Ha racrpo-e3othareanta pednykcHa Gonect (XUNepalmanTeT, perypruraius
Ha CTOMAWIHO CHABPKHMO)

Heya nao 4 200u1Y 4 I0ROU

-

- Jlewenwe Ha nyogeunanHa a3Ba, rpruurHeHa or Helicobacter pylori, B xoMOunanus }@M
4.2 /103HpoBKa H RAYAH HA NPHIOKEHME
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Jlevenue na oyoderanra s3ea

Hpenopwuwrennara fo3nposka e 20 mg eaHOKPAaTHO AHeBHO. CHMITOMKTE Ce NOBAMARAT 6BP30 H NpH
MOBEYHETO MAUHUCHTH ¢ AYOACHATHA A3BA EMUTENUIUPAHCTO CE OCHLISCTBABA B paMkuTe Ha 2 ceamuuy. [Ipu
MAUMEHTH, KOUTO HE Ca HAIVBITHO H3NIEKYRAHU CNEN HAYATHUA KyPC, AYOASHAIHATa A3Ba OOHKHOBEHO
3834paBABa npes cneaammre 2 ceAMULK. T1pH NauveHTH, KOUTO HE Ce MOBIUABAT OT JIeUEHHETO, THCRHATA

f03a MOXKe Ja ce MOBULIH J10 40 g BeHBK AHEBHO. [TbJIHO HAAEKYBaHe ce AOCTHIA OOMKHOBEHO B PAMKUTE
Ha 4 cenMULM.

Hpoguraxmuxa na peyuousu na Oyooenanna a36a

llpu H. pylori-otpunaTeanu nallHeHTH ¢ aHaMHe3a 33 PeLH/IMBHpALIA [IyOIeHAIHA A3Ba UNH TTPH
HCBBL3IMOXKHOCT 3a epaauKannd, ¢e pernopeyra 103a ot 20 mg aHesuo. pu meobxoanumocT a03ara Moxke na
ce oy 40 40 mg BexHpX JOHEBHO.

Hevenue na cmomaung 138a

[TpenophurTennara o3uporka ¢ 20 mg ¢AHOKpaTHO AResHO. [IpH NOBEUETO NaUMERTH CTOMAILHATA A3Ba Ce
H3JIeKyBa B paMkuTe Ha 4 ceaMuuM. [Ipy nanuerT, KOUTO cileq HA4aTHHA KYPC He Cd HalbJHO H3/AEKYBalH,
CTOMALIHATA A3Ba 3a3/1paBiBa 0OHKHOREHO npes cieasaure 4 cenqmuud. [Ipy natueHTH, XOUTo He ce
NOBNMABAT OT JNEUEHHETO, AHEBHATA 1034 MOXKeE Ja ce nosyily 1o 40 mg seausx JHeBHO. [InaHo
M3ICKYBaHE C€ AOCTHIA ODHKHOBEHO B paMKMTE Ha 8 cenMuum.

Hpoguraxmuxa na peyudusy na cmommuna 1360
3a npodunakTvka Ha PEMIUBH NPH NAUKEHTH C TPYAHO [IOARARAIIA €€ HA eYeHHe CTOMAIIHA %3Ba ce

npenopryka A03a 0T 20 mg eAHOKpaTHO AHeBHO. IIpu HeoGxoauMocT Au3aTa MOXKeE Aa ce MoBHIUH Ao 40 mg
BEIIHDBK AHCBHO.

Epaourayus na H. pylori npu nenmuuna az60

TlauyeHTd ¢ NENTHYHM A3BY, NPUUHUHEHH OT uHbexurs ¢ H. pylori, ce NekyBaT ¢ noaxorama koMGHHALMA
omenpason + aHTHOHoTHK, M360pbT Ha aHTHOMOTHK 3aBHCH OT HHIMBUAYAIHATA IOHOCUMOCT HA MALMEHTS,
Kato C€ B3eMAaT NpelIBK HALMOHATHATA, PETUOHANHA W JIOKAJIHA PE3HCTEHTHOCT HA NPHYHHUTENS H
TEPaneBTHYHUTE PHKOBOACTBA 33 NeueHue. lipenopbupanuTe cxemh ca:

o omMenpason 20 mg + wrapdarpoMuue 500 mg + amokenumany 1000 mg, 2 nbTH JHEBHO, BCEKH B
NPOABJDKEHHE Ha | ceMUIIa HITK

. oMmenpason 20 mg + knapurpoMuimH 250 mg (s 500 mg) + merponunason 400 mg (vnu 500 mg
1K THHANA300 500 mg), 2 nbTU JHEBHO, BCEKU B NPOAL/DKEHHE HA | ceaMHULa mud

= omenpazon 40 mg BeAHBK JHEBHO + aMOoKCcHIMIMH 500 mg + merponngazon 400 mg (unu SO0 mg
I THHHAA301 500 mg) 3 NpTU NHEBHO, BCEKH B NPOALIDKECHME Ha 1 ceaMmrLA.

[1pu rcaka cxema, akKo CHMITOMUTE ¢€ BB300OHOBAT M HAlHEHTHT € BCe omte H. pylori-nozuryiBen,
HE3aBHCHMO OT JICHEHHETO, TO MOJKE 1a Ce NIOBTOPH.

Jleuenue na cmomamnu u OyodenanHu a36u, cavp3anu ¢ ynompebama na HCITBC

[lpenopsunrennara nosa e 20 mg eaHokpaTHo anesHo. Tlpy NOBEYETO NAIMEHTH H3NEKYBAHE HACTHIBA B
pamMKuTe Ha 4 ceaMuud. TTpH NalMeHTH, KOUTO HE ¢a HAITBIHO U3JIEKYBAHH CIIEH HAHATHHA KYPC Ha NEYeHME,
M3/ICKYBaHE Ha A3BATA HACTHIIBA NPE3 CIeABAIIMTE 4 CeAMHIIM.

Hpodhuraxmuxa na cmomaunu n dyodenannu azau, ce'bp:;auu ¢ ynompedbama na HCIIBC npu puckosu
nayuenmu

3a npopUNaKTHKA Ha CTOMAIHK U AYONSHANHH A3BH, CBHLp3aHy ¢ fieuerne ¢ HCIIBC PU MAUMEHTH ¢
NOBHUIEH PHCcK (Hag 60 roauHH, aHaMHe3a 3a CTOMALUHA, JyOAeHalHa A3Ba WK KPbBOTEYEHUE OT FOpHHH
OTACJ Ha CTOMALUHO-4YPEBHUA TPAKT), NPENopbUYRaHaTa J03upoBka € 20 mg oMenpazon BoHe R
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Ilpu nauvientn ¢ Texwk peduyke ezodarut omenpason ce npwiara B 103a 40 mg eJHOKPATHO JAHERHO.
Jleyenueto obukHOBEHO € 8 ceaMMI.

{Ipodvaoicumenno nevenue na nayuenmu ¢ UsneKyean pedryxc esopazum
Ilpenopbuasanara no3a ¢ 10 mg penubxk AneBHO. [IpH HeoOxoauMOCT A03aTa MOYXKE a2 Objie MOBULIEHA JIO
20 mg - 40 mg eqHOKPATHO JHEBHO.

Jleuegnue na cumnmomamuyna 2acmpo-esogazeanna peaykcna borecm

OGnuaiinara go3a ¢ 20 mg BeIHBX AHEBHO, HO MAIIMEHTHTE MOYKE A3 C& IOBAMAAT Job6pe 1 or 10 mg
AxeBHO. BeaMo)kHOCTTa 38 MHAWBHAYAJTHATA O3UPORKa TPAOBA A Ce MMa TIpeBUA.

[pn oTcbeTBHE Ha edekT cnen 4-cenMuuHO NMevenvie ¢ 20 mg OMENPA30IT BeIHBK AHEBHO CE IIPETIOPBYUBA
JOMTBLJIHUTEITHO H3C/IEABAHE U NPEOLICHKA Ha JIEYSHHETO.

Cundpom na Zollinger-Ellison

Ipenoprunrennara HavanHa no3a e 60 mg BegHbK AHeBHO. Jlo3aTa TpadRa Aa ce ONpeaens MHAXBHAYATHO
H JICYCHUETO Aa NPOIbLKH TONKOBA, KOJKOTO € KIHHHYHO nokazado, pu 90% ot pauueHTHTE C© TEXKKO
3a00JIA8aHE, KOMTO HE Ca C€ OBTUAIH OT APYTH BHAOBE JICHEHHE, CE HabMoaapa oGHP ePeKT IIPH 03U OT
20-120 mg aneruo. Ipu veoOxoauMocT OT Teuenue ¢ 703 Hag 80 mg AHEBHO, 103aTa TpAORA J1a ce
pa3aesid Ha 2 rpreMa JHEBHO.

CrequaaHy nony/aauyy

Hapywena bvbpeuna ynxyus
Ipy nanvenTy ¢ HapyieHa 6p0peuna QyHKIA He € Hanara KOpeKLud Ha Jo3aTta (BK. Touka 5.2).

Hapywena vepnodpobua pyuxyus
Ilpn naumeHTH ¢ HapymeHa YepHOAPOGHA BYHKUHS MakcMMalHa JHeRHa jJ03a ot 10-20 mg e RocraThyHa -
(BXK. TOuka 5.2).

Cmapuecka ev3pacm
He ce nmanara kopurvpase Ha 103ata NPy NANMEHTH B HANPEAHANA BB3pacT (BXK. TOUKa. 5.2).

ITepuatpruna nomynalms

Heya na ¢p3pacm nad 1 200una u ¢ mezno > 10 kg

Jeuenue na peghayrc ezopazum |

Cuvnmomamuno nevenue Ha eacmpo-e3odazeanta pegpnyxcna bonecm (Kuceuny, pe2ypumayus Ha
CIMOMAWHO CHOBPHCUMO)

[penopbusar ce cneaHuTe QO3UPOBKH;

BB3pacT Terno J03MpOBKa

> 1 roguHa 10-20 kg | 10 mg enHokparHO aHeBHO. [TpH HEOOGXOIUMOCT 103aTa MOKE Jia C& MOBHILUH
10 20 mg ¢AHOKPATHO JAHERHO.

>2 TOUHK > 20 kg 20 mg eanokpaTHo AHeBHO. [Tpy HEOGXOTUMOCT NO34TA MOKE A C& MOBHLIH
10 40 mg eJHOKPATHO JHEBHO.

Jlewenue na pedhnyrc esophazum: IPOABIBKUTEIHOCT HA NeYeHueTo 4-8 ceaMULH.

CUMPMOMAMUYHO ReYHeHUe HA 2ACPO-e30(azedInG Pe@ryKCHa BORECH (KUCETURN, Decypeumatiul Ha
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B3EMAT Npel BUA HHAWBHAYATHATA [TOHOCHMOCT Ha TTAHEHTA, KATO ¢€ ¢Ho0pasaT HallMOHAIHATA,
pervuoHaIHaTa M NOKAJTHATA PE3UCTEHTHOCT Ha MPUYMHUTENA U TepaNeBTHYHHTE IPEHOPHKH.
Jleuennero Tpabpa aa ce NpoBekAa NON KOHTPOIA HA TIEAHATED,

[ IpertopbuaHiTe CXeMH 3a JICUEHHE Ca.

Terso CxeMa Ha JIeyeHHe

15-30 kg KomGuuanuus ¢ 2 anTHOHOTHKA!

omenpason 10 mg + amoxcuidnue 25 mg/kg Terno + xwiapurpoMuuyH 7,5 mg/kg verso ce
IIpHEMaT €AHOBPEMEHHO 2 MbTH JHEBHO B TIPOABIDKEHHE Ha | CeaMULE.

31-40 kg | KomOupanus ¢ 2 antuduoruka:
omenpazon 20 mg + aMokcuunsmg 750 mg + knapurpomuime 7,5 mg/kg terno ce
MpUeMAaT €HOBPEMEHHO 2 IILTH JHEBHO B MPOABIIKEHHE HA | ceaMHLa.

>40 kg Kombunanus ¢ 2 aHTHOHOTHKA:
omenpazon 20 mg + amoxcruMaHH 1 g + xnaputpoMuuyt 500 mg ce npuemar
€AHOBPEMEHHO 2 I'BTH JHERHO B IIPOABIKEHHE HA | ceamula

Havud Ha mpuIoKeHHE

Ipenoprusa ce kancynure Compan na ce npuemar cyTpuH, Kancyaure ce norTsiuar Hey ¢ ONOBHH Yaila
BOAA.

Kancynure ne Tpadea na ce AbBUAT ¥ Ja C€ CTPHBA KANCYTHOTO ChABPKHMO.

3a nayuenmu, xoumo He mozam 0a npe2nvwyam Conpan Kancyiu u Oeya, Koumo mozam 0d nusm un
ROZADUAIN HOAYMEBPOA XPaAHA

llanHenTHTE MOTaT 12 OTBAPAT KANCYNATA U 42 MOMNIBLLAT CBIBPKHUMOTG W ¢ MOJAOBHUH HaLla BoJja, a ChIIO
TaKa M Clle]l KaTO I'0 CMECAT € JISKO KMCENa TEUHOCT — HATIP. TUIO0B COK WK AGBIKOBO ITIOpE, HITH Clel KaTo
IO pasTBOPAT B HErasHPaHa BoJa. Pa3TROpLT TpsaOBa Na ce npHeMa seauara (Mnu 10 30 MUHYTH OT
TIPUTOTBAHETO MY ). HermocpeacTBeHo fipeau Ja ce H3Mne pasTBOPET BUHATH TPiOBa Nla ce pasdnLpKRa, a chel
M3[IMBAHETO MY ChABLT TPAOBA Ja C& WAINIAKHE C TIOSOBHH Yallia BOJIA, KOATO ChIillO Aa CE€ H3ITHE.

Karo ajnrepnaTvBeH BapHaHT NailMeHTHTE MOTAT /12 CMYYAT KATiCYNaTa 4 /1a IOTbIHAT IPaHyJIHTE C TOIOBHH
vasia BoJa.

OOBUTHTE €HTEPANHY [PaHyNH He TpAGBa Aa ce AHRUAT.

4.3 IHporusonokazanns

- CEpBXUYBCTBHTENHOCT KbM AKTUBHOTO BEIIECTBO, APYTH 3aMECTEHH GEH3MMHAA30IH HIH KbM HAKOE
OT JIIOMOIIHUTE BELICCTBA, W3OPOEHH B ToUKa 6.1.

- Owmenpason, noaobHo Ha ocTaHauTe WHXHOUTOPH Ha mpoTodHara nomna (UTTIT), ve Tpsbsa na ce
Ha3HA4AaBa €IHOBPEMEHHO ¢ HeIpHHaBUP (BK. TOYKa 4.5).

4.4 Cpenuajgan npensynpexieHHs K NPeANAIRE MEPKH NPH yroTpeba

[Tpn Hany4Me Ha HAKAKBB TPEBOXKEH CHMITTOM, H3HCKBALL BHUMaHHE (3HAUHTENHA, HeTIpeIHaMepeHa 3aryba
Ha TErJIO, PCIMANBRMPALIO NTOBPBIIAHE, AUc(Arus, XeMATEMEIHC KM MEJICHA) ¥ NP CBMHEHUS 338 CTOMALIHA
A3IBA WJIH NPpH CHUIECTBYBALLA TAKaBA, TPAOBA J1a ¢€ W3KITKOUW BEPOSTHOCTTA 32 MATHIHM3ALNA Ipeu
3ANOYBAHE Ha JIEYEHHUE ¢ OMENPa30s1, Thi KaTO JEHEHMETO MOYKE Ja MaCKHpPa CUMITTOMMUTE H Ja 3a0aBy
AUArHOCTULNPAHETO.

He ce npenopryBa eAHOBPEMEHHO NPIIOKEHHE HA ATA3AHABUD M HHXMOHUTOPH Ha MIPOTOHHATA [TOMIIA (BX.
To4Ka 4.5). AKO C€ MPELeHH, Ye HE MOKE Aa ce H30erHe eAHOBPEMEHHOTO HM npmm{ STIPSHOPEYBA Ce

Haaswiasa 20 mg.
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OMenpazoll, KaKTO BCHYUKH MOHIKABAINY KHCEIHHHOCTTA Ha CTOMAIIHWA COK neléapé*ma, pe;wu,upa
pe30opOuMATa Ha BUTaMUH B (UMaHOKOOATAMHUH) NOPALH XHUNO- HIIH axnopm,upufk Toaa Tpﬁﬁﬁa na oé




B3€M€E NMpeNBU NpH MPOIBIKUTENHA TepanHs ¢ OMENPA3ONT MPH MALUUEHTH ¢ AePUIUT Ha BUTaMHH B uiu ¢
PHCKOBH (PAKTOPH, HAMANABAINK Pe30opOuHaTa HA UHAHOKOOANaAMMH.

Owmenpazon e uuxnbuTop na CYP2C19. [Ipu 3anouBane Wik NpekpaTaBane Ha JICHEHHETO C OMETIPA3OT
TpabBa 12 ce MMaT NpeaBH BE3MOKHHE B3aUMOAEHCTBHA C IPYTH JIEKApCTBA, KOHTO ¢€ META0OTH3NPAT Ypes3
CYP2CI19. HabnonasaHo e B3auMoaeHCTBHE HA OMENPA30a ¢ KNonHaorpe (Bx. Touka 4.5). KnuunuHoTo
3Ha4Y€HHe Ha TORA B3aHMOJICHCTBUE He € cCurypHo. Kato npeariazsa Mapka, He ce npenopsysa
€HOBPEMEHHOTO [IPWIOKEHWE HA OMENPA30N B KIOMUAOrpell.

JIOKITaiBaHa € TeXKKA XUTIOMArHe3UeMHUA NPH TIALHEHTH, NEKYBAaHH ¢ MHXHOUTOPH HA NIPOTOHHATA ITOMTIA
(HIIIT) xato omenpasos B IPOABIKEHHE HA HAM-MAITKO TPH MEcela, U B [IOBEYETO CNy4au B NPOXL/DKEHHE
Ha eaHa roauna. CepHo3HH IPOABH Ha XHIIOMArHe3ueMHA KaTo YMOpa, TeTaHud, TeIUPUYM, I'bpYOBe, BUEHE
Ha CBAT M KAMEPHA apHTMHS MOraT Aa ce NOABAT, HO T¢ MOTAT Aa 3a[0YMHAT HEYCETHO K Aa Obaar
ripeHeOperdary. [lpu Hali-3acersaTUTe NALKWEHTH XHIIOMACHEINEMHUSTA e NOA0OpsABa Clie/l BITIOYBAHETO HA
Maruesui v npexparaeardero Ha UITIL

3a NMALUEHTH, TIPY KOUTO ¢e 0MaKBa Ja 6baaT Ha NPOABDKMTENHO AEUYEHHE WIH KOUTO IPUEMAT HHXHOHTODH
Ha NPOTOHHATA ITOMIIA ¢ IHTOKCHH WM JIEKAPCTBA, KOHTO MOraT J4a NPHYUHST XHNIOMarnezuemus (Harp.
MUY PETULIN), JiekapuTe TpsAOBa 1a 0OMHCIAT BE3MONKHOCTTR 32 H3MEPBAHEe HUBATA HA MATHE3ui npe/n
3anousaHe Ha neveHue ¢ VI v neproanuno no speme Ha fe4eHHUETO.

MHxnOUTOpHTE HA IPOTOHHATA FIOMITA, 0COGEHO aKO C€ H3IMO3BAT BEB BUCOKM NO3M M B POIBIDKCHHE HA
ABATO BpeMe (> | roauHa), MOXE Ja yBenuyaT PUCKa 0T (pakTypa Ha Tazo0epeHaTta ¢Taga, KUTKarTa H
FPBOHAYHUA CTHIO, IPEMMHO B HAYIPEIHANIA BB3PACT M NMPH HATHYHMETO Ha APYrH NPHU3HATH PUCKOBH
daxropu. O6cepBalMOHHN IPOYYBaHUA TOKA3BAT, 4& MHHXHOUTOPHTE HA NPOTOHHATA TOMIIA MOTaT Aa
yBenuyar odius pyick ot paxtypu ¢ 10-40%. Yact ot ToBa YBENTHUSHHE MOXKE [Jd CE€ AB/IKH Ha APYTH
prACKOBH axropH. Ilaunenty ¢ nopuieH pUCK OT OCTEONOPO3a TPAOBA Aa NOMY4YaBaT IPYKH B
CBbOTBETCTBHE C HACTOALIATA KIMHHYHA HACOKA M a[ACKBATEH NMPHEM Ha BUTAMUH DD ¥ KallHid.

br6peyro yBperane

Habnionasas e octup TyGynounreperuumanes uedpat (TIN) tpu naumesTy, npueMaulyd OMeNpasol, KoHWTo
MOXE 12 Bh3HHKHE 110 BCAKO BPEME B XO/a Ha Tepalis ¢ oMenpaszon (K. Todka 4.8). Ocrpuat
TyOYIOHHTEpPCTULIHAIEH HePAT MOXKE 1a nporpecupa No 6hOpeuna HeJOCTATbYROCT.

[IpueMBT Ha oMenpason TpaGea aa ce npeycTaHoBH Mpu cemueuue 3a TIN u 1pabsa fa ce 3anoude
CBOEBPEMEHHO MOX0AAILO JIeYeHHUE,

JleueHUeTO ¢ MHXMOUTOPHU Ha MPOTOHHATA MOMTIA MOXKE €/1a00 Aa IOBUIUHM PHCKA OT CTOMANIHO-YPEBHH
UH(eKIUY, HatpuMmep npuuubeuy ot Salmonella w Campylobacter (Bx. Touka 5.1).

Cybakyren koxeH nymyc epuremarosyc (CKJIE)

MuxnOGaropuTe Ha MPOTOHHATA MOMITA MHOTO PAAKO ¢e CBHP3BAT cb¢ cayuan Ha CKJIIE. Tlpu nosasa Ha
KOXKHH JIE3HH, 0CODEHO B YHMACTBLLM OT KOXATA, W3NIOKEHH HA NPAKA CIIBHYEBA CBET/IUHA M TIPUIIPYIKEHH OT
apTpasryus, NauMeHTHTE TpaOBa He3a0aBHO Ja ce KOHCYITHPAT ¢ JieKap, KOHTO 2 IpelieHH HeoOX0AUMOCTTa
OT NpeKbCeBaHe Ha Tepanuata che Conpan. [loasara Ha CKJIE cnen npuema Ha vuuxubUTOp HA [IPOTOHHATA

[MOMIa, MOXKE [1d [I0BHINH PUCKA OT HOARATA MY NPU NPUIIKKEHUE HA APYTH JICKAPCTBEHY MPOIYKTH OT
ChllaTa rpyra.

Bnuanue sbpxy n1adopaTopHH TECTOBE

I1pH n3cneapaHe Ha HEBPOSHAOKPUHHY TYMOPH MOTAT A3 ¢€ HaO/HOA2BaT HOBHINEHH HUBA HA XPOMOIPaHUH
A (CgA) 3a fa ce p30eryHe ToBa BIHSHUE JIGUEHUETO C OMETIPA30N TPAOBA /1a ce mpeKpaTu oHe 5 AHu npeau

[ipy HAKOH Aelia ¢ XpOHKYHO 3300/ABAHE MOXKE 12 CE& HANOKY NMPOIB/IHKUTENHO JI
BLIIPEKH Y€ HE Ce NIpenopbyka.

- : £ I. I 0 Rk
{-"-. 7. v ¥ P

[Ipu IpOABIKUTENHO JieueHHe, 0COBEHO KOraTo TO HaABMIUABA | TOAMHA, € HﬁOﬁXG\ﬂHMD penoBHo “ 34‘ "
HaO/1l0eHUe Ha NauyeHTUTE. \,\"2“1;;-% o b‘i“ L
4.;-..;-'-7__;3./"

T T



JlekapcTREeHHAT NPOAYKT CHABPIKA KATO IIOMOILIHO BEMIECTEO 3axap03a. [IalleHTH ¢ PeIKy HaC/IeICTBeHH
npodneMH Ha HENMOHOCHMOCT KbM GpyKTO3a, NIIOKO30-TANAKTO3HA ManaGcopbLug HIH cyKpa3a-
H30MaNTa3Ha HeJOCTATHYHOCT He TpsOBA J1a MPHEMAT TORA JIEKAPCTRO,

4.5 BsaumoneiicTBHe ¢ JPYTH TeKAPCTBEHH NPOAYKTR H APYrR OPMH HA B3aHMoIeiicTBHE

Brinsnye Ha oMeripa3on BEPXY GapMaKOKHHETAKATA HA JPYTY aKTHBHH BEINECTBA

Axmuenu ewygecmea ¢ abeopbyun, sasucuna om pH
Hamanenara croMaiHa KYMCENHHKOCT M0 BPEME Ha JISYSHHE ¢ OMENpPason MOXE Aa MOBHIIM WIH HAMaH
abcopbupdTa Ha aKTHBHY BELI{ECTBA, KOATO € 3aBHCUMA OT pH.

Hendunaseup, amazanasup

IInazmennre HuBa Ha HendUHABHD U ATA3AHABAD CE YIOHIKABAT NPH €HOBPEMEHHO TIPWIOKECHUE C
OMenmnpazoll.

EnHOBpeMEHHOTO NPUJIOKEHHE HA OMENpAason ¢ HellHMHABUD € IPOTHBONOKA3aHO (BxK. Touka 4.3).

[1pu eAHORPEMEHHO HPUIOKEHHE OMenpaz0J1 (40 Mg BeHEXK AHEBHO) HAMAJIARA CPEHATA SKCIIORMIMA HA
Hendunaenp ¢ okono 40% U CrOTBETHO Ha (PAPMAKONOTHYHO AKTHBHUA MeTabosT M8 ¢ okomo 75-90%. B
MEXaH¥3Ma Ha TOBA JEKAPCTBEHO B3AUMOAEUCTBUE BepOATHO yyacTra U notuckane Ha CYP2C19.
ENHOBPEMEHHOTO [IPHIOHEHUE HA OMENPA3OIT ¢ ATa3aHABMP HE Ce NPenopbuBa (BXK. Touka 4.4).
EnnospeMeHHOTO NMpyHitoxkeHUe Ha oMenpasos (40 mg Benbk aHeBHO) ¢ aTasaHasHp 300 mg/pHToHaBRMD
100 mg npu 3apasy noGpoBoNY BOAM 10 CHIECTREHO HAMANABAHE HA SKCMOZMIMATA Ha aTa3aHABHD CbC
75%, KOETO He ce KOMNEHCHPA OT NOBHIIABAHE HA A034Ta Ha aTazanasHp 10 400 mg. EAHOBpeMeHHOTO
npuiIoKeHue Ha omenpason (20 mg sBeaHEBXK IHEBHO) ¢ aTazanaBup 400 mg/putonasup 100 mg npu 3apasH
AOGPOBOILM BOAH A0 HAaMa/IABaHe HA €KCIIO3MLMATA Ha aTasaHaBup ¢ 30% B cpaBHeHMe ¢ aTazanasup 300
mg/puronasup 100 mg BeaAHBK AHEBHO.

Juzokcun

ENHORPEMEHHOTO IPUIOKEHNE HA oMenpa3on (20 mg AHEBHO) M AKMTOKCHH [PH 3ApasH yua Boau 1o 10%
[IOBUIICHIE Ha DMOHATUMHOCTTA HAa NUTOKCHH, PAAKO ca JOKJIaBAHM Clyday Ha JHTOKCHHOBA
MHTOKCHKALUA. Bhhpeku ToBa, Ted4CHUETO HA BH3PACTHH HAUMEHTH C BHCOKHM JI03H OMENPa3oi TpabBa Ja ce
OCHINSCTRABA NPE/Na3/nBoO. [Ipenopuyra ce NOBMUIEHO BHUMAHHUE NIPH NPOCIEIABAHETO HA MTALHCHTH,
NeKYBaHH €IHOBPEMEHHO C AUTOKCHH 1 OMETIPa3ol.

Knonuoozpen

Pesymratu or uzcneapanus npu 3apasn ao6poBonuy nokassar papMakokuHeTuHo (PK)/
(apMaxoanuamMuno (PD) B3aumoneiicTene Mexay kionugopen (¢ HatoBapsaina fo3a 300 mg, nociensana
OT noAgbpKallia 4033 75 mg AHEBHO) B B KOMOHMHAUMA ¢ OMeTIpa3on (B o3a 80 mg nepopanHo AHEBHO),
NPUEMAH MO €IHO M CHILC BpeMe ¢ KitonHaorpen. To ce u3pa3saBa B ITOHWKEHA eKCTIO3HIIMA Ha AKTHRHHA
MeTalOIIMT Ha KNONMAOrpen ¢ 46% 1 HaMalleHo MaKCHMaJTHO HHXHGHpaHe Ha TpoMGoLHTHAT arperauMaTa
(IPA) cpeano cbe 16%. Ot xiimnuyny npoyusasus U HaOMIOAEHNs ¢a NOTYHEHY MPOTUBOPEUMBH JAHHH
OTHOCHO KIMHHYHOTO 3HaUeHHe Ha ToBa (hapMAKOKHUHETHYHO/ PapMaKoZHHAMHYHO B3aHUMOACHCTBIE 110
OTHOUICHWE HA TONEMM CbPACHHO-CHIOBM HHIWACHTH. KaTo npeanasna Mapka e1HOBpeMeHHaTa yitoTpeda
HA OMENPazofi K KJIOnUAorpea tpabea Aa ce W3dArea.

Hpyau axmusnu sewjecmea
ITpn eAHOBpeMEHHO NMPIIOKEHHE ¢ OMENPA3ON 3HAYMTEIHO CE NOHMWKABA PE30POLIMATA Ha T103aKOHA30J,
EpPAOTUHHO, KETOKOHA30M M UTPAKOHA30M H TAXHATA KIMHUYHA eUKACHOCT MOXKE 1a 6bae HaMaIeHa,

ERHOBpEMEHHOTO NPHIIOXKEHME HA OMEIPA30J1 C [I03AKOHA30N WIH €PIOTHHHO Tpﬂﬁwﬁm
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Hunocmason

B xmunuvno npoyusaHe BupXy 3apaBy N0GpOBONLIHE ca NPUNATAHH OMENpa3on B 403a 40 mg i LMnocTazoN.
Owmenpazon nosuiiasa Cra 8 AUC Ha uunocraszon cxoteetHo ¢ 18% u 26%, ¥ Ha e1H OT HETOBHTE
aKTHBHH MeTaGOoNMUTH ChOTBETHO ¢ 29% u 69%.

Denumoun
- Ilpenoprupa ce MOHHTOPUPAHE HA NNTA3MEHKWTE KOHLEHTPALMH HA PEHUTOMH MPe3 NHPBUATE 2 CSAMUIIMA OT
HavyanoTo Ha TepanMsaTa ¢ oMenpasoi. [Ipu npoMada Ha go3aTa Ha dEeHHUTOMHH ce NpenopbYBa MOHUTOPHPAHE

Ha [INa3MEHHTE MY KOHUCHTPAIMH M IONB/JIHUTEIHA KOPEKLUH Ha IO3ATA CJIE]] MPUKTIOYBAHE HA NEUCHUETO
¢ OMEINpPa3sog.

HensBecTeH MeXaHW3IBM Ha JACKAPCTBEHH B3aMMONCHCTRHA

Caxeunasup
EnHOBpeMEHHOTO NPUIOKEHHE HAa OMENPA30I ¥ CAKBHHABUP/PUTOHABUD NPEIH3BUKBA MOBKIIABAHE Ha
Ia3sMEHHTC HHBA Ha cakBHHaBHp 40 okono 70%, ¢ nobpa nonocumoct mpu HIV-uHbekTHpanu NalueHTH.

Taxpoaumyc

ENHOBPEMEHHOTO NPHJIOKEHHE Ha OMEPA30/ M TAKPOJIMMYC MOXE [a HOBHIIH CEPYMHHTE HHBA Ha
Takponumy<. [Ipenopuusa ce 3acineH KOHTPON Ha KOHLICHTPALMATA Ha TAKPONIUMYC U Ha GhEpeunara
GYHKLMA (KpeaTHHHHOB KNUPBHC) ¥ NPU HEOBXOAMMOCT /1a C& KOPUTMPa J03aTa Ha TaKPOTHUMYC.

Memompexcam

Korato ce npuiara eAHOBPEMEHHO C HHXHOUTOPH Ha NIPOTOHHATA OMIIA IPH HAKOW NALMEHTH ce
Habmo1aBaT NOBHILABAHE HUBATA HA METOTPeKCAT. [IpH H3NOI3BaHETO HR BUCOKH HO3M METOTPEKCAT ClieABa
78 c& OOMMCITH BPEMEHHOTO CITHPaHe Ha TIPHIIOKSHHUETO HA OMETIPA3Ol.

BliMaHWe Ha IPYFM aKTUBHM BEIECTRA BHPXY DAPMAKOKMHETHKATA HA OMENIPA30

Huxubumopu na CYP2C19 w/unu CYP3A4

Tt kato oMenpason ce metaGosuzupa ot CYP2C19 u CYP3 A4, akTUBHHTE BELIECTBA, KOHTO UHXKOHpaT
T€31 U30CH3UMHU (KATO KIAPUTPOMHULIMH K BOPUKOHA3O0M), MOTAT Ad TPEAH3BUKAT NMOBHILIABAHE HA
TMIa3MEHUTE HUBA HA OMETIpa30J1 upes 3abassiHe Ha MeTaGosinsmMa My. EAHOBPEMEHHOTO MPU/IOKEHHE HA
BOPHKOHA30Ji K OMEIIPA307 yBENMYasa Hall 2 IIbTH €KCIIO3HLIMATA Ha oMenpasoit. Thil KaTo BUCOKHM N03H
OMETIPa30JI ¢€ MOHACAT JoOpe, 0OHKHOBEHO He € HeoOXoauMa KOpeKLWs Ha no3aTa. [Ipy nauueHTH ¢

H3PA3EHO HapylIeHKe HA YepHOAPOOHHITE cpyHKmm HJIH IIPH NPOABIDKUTETHO JIEHEHHE C OMETIPa3oN ¢e
MPpENophYBa KOPEKUMA Ha 103aTa.

Huoyxmopu va CYP2C19 wunu CYP344
AKTHBHH BELIECTBA, KoMTO HHAYLMpaT CYP2C19 wunu CYP3A4 (kato prpAMITUIHH KA KBIT

KaHTApHOH) MOTaT fia MPEAU3BMKAT TIOHHXKABAHE Ha IIA3MEHUTE HKBA Ha OMEIpazo ype3 YCKOpARAHE Ha
MeTabonuiMa My.

Henuarpuuna nonynaims
Hpoyusatiing 3a B3auMogeiicTBUATA ca POBENKAAHH CAMO IIPH BB3pACTHH.

4.6 DeprAANTET, GPEMEHHOCT H KbPMEHE

bpeMEHHOCT
AHaIH3ET HA PE3YNTATHTE OT TPH NPOCNEKTUBHY €NMBASMUONOTMYHH [TPOYUBaHHA (3a K3 -H&“ﬁ@a;qe oT 1
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OeprnnTer
[IpoBeneHNTE U3CNEABAHUS ¢ PALEMHYHATA CMEC OMETIPA30, NIPUIIOMKEHA IEPOPATTHO NP KUBOTHH, HE
TIOKA3BaT e(eKT MO OTHOILEHUE hepTuInTeT].

4,7 EdexTn BHpXy cnocobuocTTa 32 wiodupane # pabora ¢ MAMIHAA

Manko epoarno ¢ Conpasn Ja NoBinae cnocoOHOCTTa 32 IohMpane H paboTa ¢ MaIMHK. BB3MOXKHO €
JICKAPCTROTO A NPEAUZBUKA HEKESTAHH ACKAPCTBEHH PEAKIIMHY KATO 3aMAaHBaHE U 3PUTEITHU HAPYLLUEHUS (BIK.

Touka 4.8). [Haumenture TpsGBa ma GbAaT NpeAYNPESHH MIPH TOABA HA TE3H PEakUHH Aa He WodhHpaT WiH
pabOTAT ¢ MALIIMHM.

4.8 Hexenanu AeKAPCTBEHH peakiHH

Hait-yectnre Hexenaun JekapeTeeHy peakuuu (pu 1-10% ot maumenTyTe) ca riarobonue, 6oikH B
KOpeMa, KOHCTUNANMS, A4apHs, GraTyAeHUHa 1 rageHe/IOBpLLIIaHe.

N3bpoennTe no-q0ny HexxeNnaHu JEKaPCTBEHHA PEaKLMU ¢a KIACUDHLIMPAHH TI0 YECTOTA U CNOPE ], CHCTEMHO-
opradnuns knac (COK). Kareropuure o gectota ce aeduuupar xaro: Muoro gectd (= 1/10), wectu (= 1/100
u <1/10), nevectu (= 1/1 000 u <1/100), peaxu (= 1/10 000 u <1/1 (00}, muoro peaxu (<1/10 000), ¢
HEH3BECTHA YECTOTA (OT HANMYHUTE JAHHH HE MOXKeE Ja Oble HanpaBeHa OlLIEHKaA).

COK/gectota Hexes1ana peakyuns
Hapymenua Ha KpLBTA H IBMPHATA CHCTEMA _
Penku: JIeRKOTEHHA, TPOMOOUHTOMEHHA
MHoro penxku: ArpaHy1oUMTO3a, NAHLUTOIICHUS
 Hapymwienns Ha HMYHHATA CHCTEMA
Penku: Peakiinn Ha cBpBX4yBCTBHTEIHOCT, HAMP. TPECKA, AHTHOC/IEM M

aHadWIAKTUYHY peakiuu/ oK

HapyiieHnd Ha MeTa00TH3IMA H XPAHEHETO

Penxu: XHUNOHATPHEMUS

C HeM3BecTHA HECTOTA! XMIIOMArHE3UEMHUA; TEKKATA XUMTOMArHE3HEMHA MOXKeE /13 JOBee J0
XUNoKanueMust. XUIIOMArHE3SHEMHATA MOXKE a € CBBP3aHa ¢
XUTNOKATTHEMHUS.

Ilcuxpynn napymeHus

HeuecTn: bescnhue

Penxu: TperoxkHOCT, OOBPKAHOCT, AENPECU

MHoro penxu: Arpecusl, XallOUMHAIMA

Hapymeunnsa Ha HepRHATA CHCTEMA

YecTu: I'naBoBonue

Heuectn: 3aMasHOCT, ITAPECTE3NH, ChHNHUBOCT

Pengu: HapyuieHue Ha BKyca

Hapymenna Ha ounTe

Peaxu: 3aMEBIJIeHO BWKNAHE

Hapymenns Ha yxoro u Jabupuura

HeuecTn: Bepturo

PecnHpaTopHU, rPBLAHE H MEANACTURAINA HAPYIICHUS

Penaxu: Bponxocnaznm P ol

CroMamuo-YpesHE HAPYMIeHHs] A g SN

Yectu: bonkn B xopema, 3anek, OHapudA, METEOPHIBM, ﬁaﬂlétw/nmﬁﬁlﬂﬂ%o \
MOJIMIH Ha IuHOTO (yHTyca) Ha cToMaxa (Aobpoka J? FH}g){ﬁ% j“‘ \ r} \

Penxu: CyXOTa B ycTaTa, CTOMATHT, CTOMAIIHO-4PERHA Ka 3 i e ])

C HEHM3BECTHA YECTOTA: MHUKPOCKOITHUEH KOJUT A - f

Xenaro-OuadapHn HapyileHAs




Heuectn: [loHIABaHE HA YEPHOAPOOHWTE SHIUMH

Peaxu: XEINaTHT ¢ WY 0e3 XBITeHULA

MHoro penxn: YepnoapoOHa HEROCTATHYHOCT, eHUedanonaTvs npy MNAIMEHTH Cbe
CBUIECTBYBALO YepHOApoOHO 3ab0NsBaHe

HapyiieHHS Ha KoKaTa B NOJKOKHATA ThKAH

HevwecTu: ePMATHT, IPYPUTYC, 0OpUB, YPTUKADHA

Penxu: Anoneuus, poroceHcnOUIU3IaLMA

MHuoro peaxu: Epurema Myntudopme, cunapoM Ha Stevens-Johnson, Toxcuuua
eUAepMaIHa HEKPOIH3a

C Hem3BecTHA YecToTa CyBakyTeH KOXeH Ayryc epureMarozyc ( Bx. T.4.4)

Hapymenus Ha MYCKYJHO-CKE/I€THATA CHCTEMA H Ch¢HHATENHATA ThKAH

Heuectu: PpakTypa Ha DeapeHaTa KOCT, KATKATA WIH IPEOHAYHNA CTHIO

Penku: ApTpaIrus, MUajarug _

Mmuoro peaxu:; Myckynsa cnaboct

Hapymenns ua 6n0penure 4 HTHKOYHATE NLTHIS

Penxu: TyOynouHrepcTiumanen Hedput (C BB3MOKHA nporpecus 4o O6nOpeuHa
HEAOCTATBYHOCT)

Hapyilieuns Ha BL3OPOH3BOAHTEIHATA CHCTEMa U I'LPAATa

MHuoro peaxm: { MiHEKOMAaCTHA

O6mu papymenus u edeKTH HA MACTOTO HA MPHIOKEHHE

Heuectu: | Hepasnonoxkenye, nepudepHd OTOLH

Penku: 3aCHIIEHO NOTOOTACAAHE |

llenuarpuyna ponynanusg

bezonacHoTo NpHIIOKeHHE Ha OMENPa30n € oue HeHo npu obmo 310 Aeua Ha su3pacT oT 0 A0 16 roauHu ¢
KMCENNHHO-00yCioseHH 3a00napanud. HmMa orpanuueHy faHHH 3a 6€300HaCHOCTTa NPH NPOILIKHTEIIHO
MPHIOKEHUE Ha MPOAYKTA [IPH 46 felia Ha MOAABPKALIO JIEUSHUE ¢ OMENPA30.1 OT KIMHHYHO NTPOyYBaHE 3a
JAEHCHHE HA TEXXBbK €PO3MBEH FACTPUT ¢ MAKCUMANHA NPOALDKUTENHOCT 749 nxu. Kato ugno, npoduisT Ha
HEYKE/TAHWTE JICKAPCTBEHHA PEAKUHH TIPH IE1A H B3pAcTHH € €IHAKDB, BIUIIOUHTENHO U IPH JBJITOCPOUHO
neqeHue, JInnesar fannu 3a edeKTUTE NpU NPOARDKHTEIHA YNOoTpeta Ha oMenpason BLpXy nydepreTa 1
pacTexa.

Cbo0I1apane Ha NONO3IUPAHK HEKENAHY PEAKLIUH

Cro01@BaHeTO Ha NOIO3MPaHK HEXKEJIAHH PEaKLIMK Clle)l pa3pelliaBane 3a ynorpeba Ha neKapCTBEHNA
NPOAYKT € BaXKHO. ToRa N03BONIARA /14 NMPONB/DKH HAOMIOIEHHETO Ha CHOTHOLICHHETO TON3a/PHCK 3a
TEKAPCTREHURA NMPOAYKT. OT MEAMLMHCKHUTE CIICHHAUCTH C¢ W3HCKBA /14 CHOOIIARAT BCAKA IOAO3MPAHA

HEXenana peakuud dpe3 MambnHuTeIHa areHuws o nexapersata, . Jaman I'pyes Ne 8, 1303 Codwus, Ten:
+359 28903417, yedcaiit: www.bda.bg.

4.9 Ilpemosupane

Hudopmanusra 3a eextnTe npu npeno3upaHe ¢ OMENPasoi IIPH X0pa ¢ orpaHMueHa. B nutepatypara ca
OTIHCaAHH CHY|aH HA NpueM B 1034 10 560 mg 1 uMa eIUHAYHYH CHOOUIEHHS 33 €IHOKPATHH MEPOPATIHH AO3H
no 2 400 mg omenpazon (120 nbTH Hag OGUYAHHO NPENOPLYMTENHNTE TEPAICBTHUHH 1031). CboduiaBa ce
33 FajIeHe, TIOBPBLIAHE, 3aMAAHOCT, DOJIKK B KOPeMa, AHapHs U TABOGOTHE IPH IPEHOIUPAHE C OMENPa3on.
Onucear ce ¥ eAUHNYHY CAYYau ¢ ANaTUA, AENPecHs U OB BPKAHOCT.

CyMITOMUTE, ONUCAHY BEB BPB3KA C MIPEAO3HPAHE C OMENPA30J, ca PeXOAHM K He ce chobiaga 3a
CEPHO3HU NOcneAcTBHS. CTENEHTa Ha STUMHHHPAHE OCTaBd HENIPOMEHEHa TPH BHCOKH
HEODXOAMMO Ce NMPOBENKIAa CUMITTOMATHYHO JICUEHUE.

5. ®APMAKOJOIHYHH CBOMCTBA

3.1 ®apmakoaHHAMHIHH CBOHCTBA
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dapmakoTepaneBTHUHA rpyna: MHXMOUTOPH Ha nporoHHaTa nomna, ATC kox: A02BCO1

Mexanu3em Ha fefcTBHE

Owmermnpason, palieMM4Ha CMEC Ha JIBa SHAHTHOMEPa, HAMAJTABA CTOMALIHATA KHCETHHHA CEKPeHHA Upe3
BHCOKOCENEKTHBEH MEXaHU3BM Ha NelcTBre. Tol e cneuubpuyeH, 6np30 aeicTram MHXHOUTOD Ha
KHCE/THHHATA NOMIIA B MAPHETAIHHTE KIETKH H OCHIYPABa KOHTPOJ ypes o0paTiMo NHXHOHpaHe Ha
CTOMAILIHATA KHCETHHHA CEKPEeNMA NPY SAHOKPATEH JHEBEH MMPHEM.

Omenpason e ¢aba OCHOBA, KOATO C€ KOHLUGHTPHMPA W IIPEBPLINA B aKTHRHA POpMa B CHITHO KHCEeNaTa cpea
Ha WHTPALETYJIAPHATE KAHATYETA HA NAPHETATHUTE KIETKY, KbaeTo uaxuOupa ensuma H /K™ ATd-aza -
KHCEJIMHHA nomna. EdekTsT BEpXy kpalHHs eTan Ha Tiponeca Ha o6pasyBaHETO HA CTOMAIIHATA KHCENHHA €
AO303aBUCHM H OTrOBaps 3a BHCOKO e(DeKTMBHOTO MHXUOHMpaHe KaKTO Ha 0a3anHaTa, TaKa U Ha
CTUMYIJIHpaHaTa KHCCHHHA CeKpeLiyia, He2aBUCHMO OT BHJAA HA CTUMYJIALHATA.

DapMaKo/IMHAMUYHY ehekTH

Benuxu Habnronasany dpapmakogdHaMudHi edekT Morar Ja ce oB4CHAT ¢ NelicTBUETO HA OMENpason
BbPXY KUCENTUHHATA CEKPeLu.

Edexmu evpxy xucenunnama cmomautra cexpetus

[lepopantust npuem Ha oMeNpasosn BeIHbK AHEBHO OCHIypABa Gbp30 M eeKTHBHO MHXHEHpaHe Ha
AHEBHATA W HOUIHA KHCEIMHHA CTOMAILHA CEKPELNA, KATO MAKCUMANTHUAT e(DeKT e JOCTHTa 110 4 IHH OT
fedeHueTo. OMenpasodn, NpuiIoKeH B A03a 20 mg, MoAInpKa CpEAHO HaManeHHe ¢ Hali-Manko 80% Ha 24-
4acoBaTa MHTPAracTpajgHa KMCETUHHOCT NPU TAUMEHTH ¢ AYOACHATHA A3Ba, KATO CPEAHOTO HAMATEHHE Ha
MaKkCHManHaTa KHCCIMHHA APORYKIMS Cell CTHMYNHpPaHe ¢ NeHTaracTpuH € okono 70% 24 vaca cnen
npHema.

Hepopanuuar npuem Ha omenpason B 1032 20 mg nomrbpxa cromanoro pH > 3 B npoab/bKeHNe CPesHO
Ha 17 daca ot 24-4acoBus TepHOA IPH NALMEHTH ¢ AyOCHAIHA A3RA.

Kato cneacTBue OT NOHIKEHATA KHCETTMHHA CeKpeLIMs NPy NALMEHTH ¢ ractpoesodareaita pedaykcHa
GosiecT OMenpazo pesy Mpa/HOPMATH3NPA KHCEAHHHOCTTA B XPAHOIPOBOAA A0303aBHCHMO.
IoTuckanero Ha KMCETMHHATA CEKpeLHs € CELP3AHO C MUIONITA MOA KPXBATa Ha 3aBUCHMOCTTA Ha
MIa3MEHHTC KOHUSHTPAUHH Ha oMmentpason ot spemeto (AUC), a He peanHuTe (q:aamnqecm’re) [UIa3MEHH
KOHLICHTPAIIUY B 1aiCH MOMEHT,

ITo Bpeme Ha neueHUe ¢ omenpason He ca HabMON2BaHy CIy4aH Ha TaxuIIAKCHUS.

Edhexm svpxy H._pylori

H. pylori ¢ cBBP3BaH C PasBHTHETO HA NENTTHYHA A3BA — KAKTO AYOJEHAIHA, TAKA ¥ CTOMALIHA U € BRYKEH
$akTop 3a pasBUTHUETO Ha raCTPHT.

H. pylori 3aenno ¢ o0pa3yBaHaTa KUCENMHA B CTOMAXA Ca OCHOBHH (aKTOPH B PA3BUTHETO Ha NEITHYHA
A3Ba.

H. pylori e ocHOBeH (akTOp B Pa3BUTHETO Ha aTPOGHUEH FACTPHT, KOKTO € CRBP3aH C MOBHILEH PHCK OT
pazBUTHE HA PAK HA CTOMAXA.

Epanrkanusra va f. pylori ¢ omenpason ¥ aHTHMMKPOGHM HPOYKTH € CBLP3aHA C BHCOKA YECTOTA Ha
eNTUTEIIU3UPAHE K IBIrOCPOYHA PEMUCHS Ha NMENTHYHATA 2384,

HamuTBanm ca 1polinn KoMOHHAIINK, KATO € YCTAHOBEHO, Ye Te ¢a N0-¢/1a60 ebuKacHu OT TpofiHUTe
KOMOUHALMH. [{BOAHUTE TEpaneBTAYHA KOMOHHALIMH MOFAT Aa ce NIPUIAraT, KOTraTo JIEMEHHETO ¢ KOATO U 14
€ TPOHMHA KOMOMHAUKA HE MOKE J1a Ce TIPOBEE MOPAAY CBPbXYYBCTRHTETHOCT.

QQE&’H eg‘.;ercmu, CE8LPIUHU C ROMUCKQHE HA KUCCAURRQGM CEXKPENUSE

~r.., ,- - .x{__%:r 1'
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MHXUOUTOPH Ha MPOTOKHATA [OMIIa, BOBUUIABA {pod MHKPOOPTaHU3MH, HOPMAT eﬁhmagnm Mamﬂo-



YPEBHMA TPAKT. JIeUeHHETO ¢ N1EKAPCTBA, MOHHKABALIM KUCEUMHHOCTTA, MOXKE [a JOREE AO JIEKO TIOKAYUBaHe
Ha pHCKa OT CTOMAIITHO-YpEBHH HH(EKHHH ~ KaTo NpuYHHeHH oT Salmonella n Campylobacter.

I1o BpeMe Ha eueHHeTO ¢ AaHTHCEKPETOPHH JIEKAPCTBEHH NIPOAYKTH B OTTOBOP HA HAMAICHATA KUCETHHHA
CEKpeLIHA Ce NOBMILABAT CEPYMHUNT racTpiu U XpoMorpanud A (CgA).

[Tosumenoro CgA HIBO MOXE Jia BUAE BBPXY HW3C/IEABAHMATA IPH HEBPOSHAOKPHHHHM TYMOPH.
JIuTepaTypHH KaHHHU COYAT, Ye HHXUOUTOPET HA MPOTOHHATA [TOMIIa TpAOBa Aa Obje cnpas or 5 10 14 nHu
npey usMepBHUATa Ha CgA. ToBa € HeoOxoauMo, 3a A2 MOTAT €BEHTYAIHO MOBHILEHHTE BCACACTBHE
neyenwe ¢ UITI1 auBa na CgA na ce HOpMaTH3Upar.

[Tosmuen 6po#t Ha ECL kneTky, cebp3an BepoaATHO ¢ MOBHINEHH CEPYMHH HMBA Ha FacTPHH, € HabnioJaBaH
TIPU HAKOW MALHEHTH (BB3PaCcTHH U JIEUa) N0 BPEMe Ha NMPOAB/IKUTENHO JIEUSHHE ¢ oMenpazon. Tesn
HaXOJKH He €a OT ONpeacseH0 KIMHUYHO 3HAUEHHE.

[TpunoxxeHue npy aela

B HexOHTpoOIMpaHo M3NHTBaKE NP Aena (Ha Br3pacT oT | 10 16 roauuu) ¢ TexbK pedayke e30darur,
omenpason B 703y ot 0,7 no 1,4 mg/kg e nmokazan nopoOpsapane crerenTa Ha ezodarur B 90% ot cnyyaure u
3HAYMMO € HAMAJIWA CHMIITOMHTE Ha peduiykc. B npocTo ciano uanuTeaHe Ha jaelia Ha Bu3pact ot O mo 24
MECEI1a ¢ KITMHWYHO AHarHOCTULMpaHa racrpoezodareaita pedaykcHa bonect, ca JeKyBaHH ¢ OMENpasos B
no3a 0,5; 1 u 1,5 mg/kg. Cnep 8-ceamuuno neyedue 4eCcTOTATA HA €NMU30ANUTE Ha [OBPBIRAHE/ PEryPrHTALHA
¢ cnannana ¢ 50%, Oe3 3Havenne or 103aTA.

Epaouxayus na H. pylori npu deya

3aKIIOYEHHETO OT PAAOMM3UPAHO, ABOMHO-CAANO KIMHKWYHO usnureane (Heliot) e, ue oMenpason B
KOMOMHAIMA € JBa AHTUOMOTHKA (AMOKCHMIIMNYH U KIAPUTPOMHIIMH) € 5e30MacH0 1 ¢(hPUKACHO JIeUeHHe Ha
uadiekuuara ¢ I pylori nipy geua Ha b3pact 4 ¥ MOBeYE FOJHHH C TACTPHT: epagukauys Ha H. pylori —
74,2% (23/3 | nanueHTH) 33 OMETIpa30N + aMOKCHLMITHH + KAAPHTPOMHLEH, cripaMo 9,4% (3/32 mauueHTH),
JCKYBAHU ¢ AMOKCULHINH + KIAPUTPOMULIMH. J[aHHM 32 KIMHUYHA ON3a 110 OTHOLUECHHE KA CUMITOMHMTE Ha
aucriencHs obave Hama. ToBa U3NUTBaHe He Napa WHGOpPMaLUa B IOKpera Ha NPHI0KEHHETO IPH Jeila Ha
BB3PACT [I0X 4 MOQHUHH.

52 (@apmMakOKHHEeTHYHH CBOHCTRA

Abcopbuug

OMenpason e HEYCTOHYUR B KMCeJIa CPENld M CE MPWIAra B Kancyau, nox ¢opmara Ha yCTORUHMBH Ha
CTOMAIIHHSA COX I'paHyJIi. ADcopOupa ce §Bp30 - MAKCUMANHH IUIA3MEHW KOHUEHTPALMH Ce JOCTUTaT Cilel
1-2 daca. AGcopbuusTa e B ThHKUTE YepBa 1 OOMKHOBEHO NPUKITIOYBA 33 3-6 Yaca. BHOHATMYHOCTTA HA
OMEIIPA30a CAe €AHOKPATHA Ro3a € okono 40 %, Cneq MHOTOXpATHO OPUIIOMKEHHUE BEAHDBK JHEBHO,
OMOHAIUYHOCTTA C& YBeNHYaBa A0 0koJI0 60%. EAHOBpEeMERHOTO npHEMaHe Ha XpaHa He OKa3Ba BIMAHWE
BBPXY OMOHANMHUHOCTTA MY.

Pasnpenenenne

Owmernpasosl ce CRBbpP3BA € IUNIA3MEHUTE NPOTEHHH 10 97%. O0eMBT Ha paslipeiesIeHHe IPY 3PaBU
a00posonuM € npubnmsurenHo 0,3 ikg.

buoTtparcdopmaiins

MeTtabonusupa ¢e U3UAN0 OT CUCTEMATA HA LUTOXPoM P450 (CYP). OcHOBHUAT METABOIM3 LM 3aBUCH OT
nosinmopero uspaszeuus CYP2C19, otroBopeH 3a 00pazyBaHETO HA MABHUA META0OIHT 8 MAa3Mara —
XHApoKcHoMenpasosl. B nonbiaHenne Metaboau3MbT 3aBUCH OT apyra cnieinduyHa uzodopma — CYP3A4,
KOATO yyacTBa B o6pa3zyBaHeTo Ha omernpason cyiadon. Karto pesyirar or BUCOKHUS aGUHWILT HA OMenpa3on

e

MOKe J1a nHXMbupa MeTabonuaMa Ha Jpyru cyOerparu va CYP3A4. B gombnue
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en3uMpT CYP2C19 v 3apagu Toea Te ca napeuenn 6asuu MetabGonusaropu. [p



MeTaDONMM3MBT HA OMETIPa3oN BepoATHO ce Katanusupa ot CYP3A4. Crea ipoApKHTETHO IPUJIAraHe Ha
oMemnpasol B 103a 20 mg seAHbK AHeRHO, cpeaHaTa AUC ¢ Ouma 5 10 10 TBTH no-BUCOKA Npy GaBHUTE
MeTaboNU3ATOPM B cpaBHeHue ¢ nuua ¢ dryaxuroHanen CYP2C19 enszum (65p3u Metabonusaropu).
CpefHHTe TUKOBH IU1a3MERH KOHIGHTPAUMH €2 CHIIO NO-BUCOKH OT 3 10 § uTH. Te3n KOHCTaTalMM He ce
OTPa3ABaT Ha NO3MPOBKATA HA OMENpPasoll.

Enpmunupane

EAMMUHAGHOHHHAT MUTa3MeH MOJYXKHBOT HA OMEIIPa30J1 OGHKHOBEHO € N0-KPaThK OT 1 9ac, KakTo ciel
CAHOKPATCH NEPOpATIeH NPHEM, TaKa U ¢JIeJ MHOTOKPATHO NpunokeHde. OMenpason He NOKa3Ba TeHACHIHS
KbM KyMYJIHpaHe TIpH ¢AHOKpaTeH NpyueM AHeBHO. OMenpasor ce ekckpetupa o popMara Ha MeTaboUTH,
xare 80% ot MeTabonuTHTE Ce EKCKPETUPAT ¢ YPUHATA, 4 OCTAHAIINTE - ¢ (PELIECA, TTABHO KATO PE3Y/ITaT OT
CKCKPELMA ¢ ATLYKATA.

JIMBeHHOCT/HeMMHEHHOCT

Ilpu mHOFrOKpaTen npueM AUC na omenpason ce yeenuyasa. [[OBUILEHHETO € 10303aBUCHMO U BOAM A0
HeNMHelHa 3aBcuMocT 103a-AUC npu MHorokpated npueM. Tasu 3aBHCHMOCT OT BpEMETO M 103aTa Ce
ABILKY HA NOHIDKABAHE HAa MeTaboIM3Ma NPH NIEPBOTO IPEMUHABAHE TIPE3 YePHHA APOG U CHCTEMHHA
KJIMPBHC, ABJDKALUM C€ BEPOATHO HAa HHxuOupanero va CYP2C19 ot omenpason u MeTabosntuTe My (Hanp.
OT cyJihoH).

MetabonvTyTe Ha OMENPAz01 He OKA3BAT 3HAUMM eEKT BEPXY KHCETHHHATA CeKPELHA.

Creuyanyy nomyJayu

Hapyuiena yepnoopobua ¢ynxyusn
Tlpu Te3n nauueHTH MeTaGOTHIMBT Ha OMENPa30/ e HapyilieH, KOeTo BoaM Ao nopuiuaeare Ha AUC. Tlpu
CAHOKPATEH OHEBCH IPHEM OMETPA30/T He [I0Ka3Ba TEHACHLHA KbM KYMYJTHPaHE.

Hapywena bvbpeyna ghynxyus
ITpu re3n naupeHT! dhapMakoOKHHETHKATE HA OMETIPA30N, BIJROYMTEIIHO CUCTEMHATA GHOHATMYHOCT U
CKOPOCTTA Ha €IMMUHYPAHE, OCTABAT HETIPOMEHEHH.

Cmapvecxa ev3pacm (75-79 200unu)
[Ipu x0Opa B cTapuecka BB3PACT CKOPOCTTA Ha METabONHIUPAHE HA OMENPA30l € IEKO HAMATICHA.

ITeouampuuna nonynayus .

OrpanudenuTe naHHR 3a Jela HA BB3PacT HAad | roarHa IIOKA3RAT, Ue B IIPENOPLUNTEIHATA JOIUPOBKA
bapmakoxuHeTHKATa € 1I0806HA HA Ta3K pH BB3pacTHU. IlpH geua Ha BBIpacT noxa 6 Meceua KIMPHHCHT HA
OMENPa3soJl € HHCHK NOPanH HECKUA KATIALUTET 3a MeTabONM3INPAHETO MY .

5.3 [IlpeaxanHugnn auuH 32 6€30NACHOCT

Habnronasanu ca xunepniasus Ha cromaiwnnte ECL-K1eTk M KapLUHOMIN [IPH ITHXOBE, TPETUPAHH C
OMEenpaszoyl Npe3 LETHA UM XHBOT KITH NOANOXKCHH Ha YacTHUHA PyHAekToMIA. Te3d pOMEHH CE IBI1KAT Ha
NPOABDKHTETHATA XHIIEPTaCTPHHEMHA BCIICACTBHE HHXNOMPAHETO HA KUCCIMHHOCTTA. CXOAHY pesyiITaTu
Ca MONY4EeHU U CNe/ll NPUNmKEHUe Ha Ho-peuenropsn aHTaroHUCTH, AHXUOHTOPH Ha MPOTOHHATA NOMIIA W
H4CTHYHE PyHAeKTOMUA. CReORATETHO, TE3HM NPOMEHM HE Ca PE3YITAT HA NPAKOTO BL3NSHCTBUE HA
OTAEAHOTO NEKAPCTRO.
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OeaBogeH quHaTpues (ocdar
MAHHTON

XHAPOKCHITPOTTIIMETUTILICITYJ1034
makporon 6000

TAJK

nonucopdar 80

THUTAHOB AHOKCH]

METAaKpHIOBA KuCenyHa ~ eTuitakpunar (1:1)
Kancynna obauska.
HRraurokapmuH (E132)

TMTaHOB auokcun (E171)
AKENATHH

6.2 HecbBMecTHMOCTH

He ca ycranosenn.

6.3 Cpok "Ha rogHocT

3 roAMHu

6.4 CrHeumannmn yc10BHE HA CHXPAHEHHE

Jia ce cexpansBa B OpUTHHAIHATA OMAKOBKA.
Ha ce cpxpanspa non 25°C.

6.5 Jlanuy 32 oNaKoOBKATA

7 CTOMAUIHO-YCTOHUHBY TBBP/IM KATICYM B OIKCTEp OT TBBPAO, 63810, nenpospauno PVC/anymuuneso
donno; no 4 Gnuctepa B KAPTOHSHA KYTHA, 38¢AHO C THCTOBKA.

6.6 Chnennansu NpeAna3nn MepKH IPH HIXBbPAAHE H padoTa

HsaMa crneuManiu n3ucKBaHu.

7. IIPUTEXKATEJ HA PASPEIHIEHHMETO 3A VIIOTPEBA
CODAPMA A

yJ1. Mnuencko woce 16, 1220 Codud, bearapnas

8. HOMEP HA PASPEIHIEHHETO 3A YIIOTPEEBA

Ne 9700217

9.  JNATA HA ITbPBO PASPEHIABAHE/MIONHOBSIBAHE HA PASPEHIEHHETQ 3
YIIOTPEEA PN
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10. JXATA HA AKTYAJM3HPAHE HA TEKCTA A=
eppyaps, 2023 . v o MO
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