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[actpouna 20 mg TBEpAN CTOMAIIHO-YCTOHUNBH KANCYJIH
Gastrocid 20 mg hard gastro-resistant capsules

2. KAYECTBEH H KOJIJHYECTBEH CHCTAB
Bcska kamncyna ceaspxa 20 mg oMenpason (omeprazole).
[ToMOIHO BEmECTBO ¢ H3BECTHO ACHCTBHE: 3aXapo3a.

3a TBJIHHUA CIUCHK HA MOMOITHHTE BelHecTBa BHKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA
TeBpZIa CTOMAIIHO-YCTOHYHBA KaNcyJ1a.
20 mg: Henpo3padHH XKBJITH KancyiH

Kancynure chabpxar cHBoOeNe3HHKABH (C BT Ha CIOHOBA KOCT) IO KpeMaBo-Oenn chepHiHH
MHKPOTPaHYJIH.

4. KAHHHYHHU JAHHHA
4,1 TepaneBTEYHH NOKAAHAHA

I"acTpOLIHA KaNCy/H ca NNOKa3aHH IIpH:

oo — s CHMIITOMaTHYHO Ji€4CHHE Ha Jieka dopMa Ha racTpoesodarcancH pediykce u CBbP3aHHTE C HErO —-
CHMITTOMH {CTOMAIIIHH KACEIMHH, BphIIaHe Ha KHCEJTHHH,; OOJIKa 3aJ I'PhAHATA KOCT);
"¢ TipojunakTika Ha racTpoAyolcHanHa a3Ba, npuanHeHa 0T HCITBC npu naudeHTH, HyKJaemu ce
OT HEIPEKBCHATO JIEUCHUE ¢ TAX.

4.2 [lo3ApoBKAa H HAYHH HA NPHJOKCHHE

EOBII@BKH
Bwspacmiu

o — —— e g —— e —

[IpenoprunATeNTHATa K034 OMenpazon € 20 mg eAHOKPATHO JHEBHO B NPOXBIDKEHHE Ha 14 nan. Br3mMoxHO
€ NauHEHTHTE J1a OTTOBOPAT af¢KBATHO Ha 103a oT 10 mg nHEeBHO H CNEeA0BATENHO, Aa € Heobxoauma
HHAMBHAYAJTHA KOPEKIHs Ha 103aTa.

3a Aa ce NOCTHTHe noaoOpeHre Ha CHMNTOMHATE, MOXce Jia Ob/ie HeoOX0MHMO KaNCyJMTe Aa Ce TPHEMAT B
NpoaLDKeHHe Ha 2 - 3 mocnenoBaTenyy AuK. [IpH romsima wacT OT NalHeHTHTE oONexuaBaHe Ha
CHMNITOMHTE ce HabmoaaBa B 7 aHeBeH cpok. [Ipu mbaHo obnexdasaHe HA CHMIOTOMMTE
TpaOBa Aa ce NpexkpaTH. AKO He ce NOCTHTHE NOACOPEHHEe HA CHMATOMMTE ClIe] ABYCE
ce NpenopbyBa AOMEIHUTEIHO H3CIEABaHE.
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Ho,uoﬁﬂo Ha APyrHT¢ HHXHOHTOPH Ha npomHHaTa noMna (HHH) oMeIpa3oJ He TpabBa fja ce H3non3Ba

[leanaTpruHa nOmyIanus
Owmenpazon He TpaOBa Aa ce Npwiara IpH Aelia Ba BE3pacT mox 1 roguna u ¢ Tero nox 10 kg.

CrnenvaiHy Nomynainy

bvbpeuno yspesicoane
He e HeoOxonuMo kopHrHpaHe Ha 03aTa NPH NAaLHEHTH ¢ YBpeaeHa Op0peuna QpyHkmMs (BX. Touka 3.2).

Yeproopobro yepescoane
MakchManHaTa AHEBHA 034 € 20 mg NpH NALHEHTH ¢ YBpeAieHa JepHoapobHa GyHKUus (BK. TO4YKa 5.2).

Cmapuecxa ev3pacm |
He ce nanara npoMsHa B A03HPOBKATA NPU NAIHEHTH B CTap4eCKa BB3pacT (BX. TOUKA 5.2).

HauMH Ha nprioxkeHHe:

[Ipenoprusa ce ["'acTponua Ja ce NpHeMa CYTPHH, CTOMAIIHO-YCTONTHBATE KanCyJIH Aa ce NOTTblar
LeJIH ¢ NIOJIOBHH Yaina BoAa. Kancynure MoraT aa ce mpHeMar no BpeMe Ha XpaHeHe HITH Ha TNaJHO.
Kancynure He TpsbBa fa ce AbBYAT HAH YYNAT.

3a nayuenmu CoC 3ampyOHeH U 8 NPE2TLUIAHEMO U 34 Oeya, KOUMO MO2am 04 UM Ul 0a npeznviyam
noaymsepoa Xpana

[laupeHTHTEe MOraT a OTBOPAT KANCyNara H a MPerTbTHAT ChABPKAHAETO ¢ MIOJIOBHH 4allla BOAA HIIH Ja
FO CMECAT C JIEKO KUCENA TEYHOCT, HAPHMEP IIIOA0B COK HWiIH A0BIKOBO MOPE, HIIH ¢ HerasipaHa BOAA.
[lannernTHTe TPAORA Aa OBAT MOCHBETRAHM A IIPHEMAT PAasTBOpa BeAHara (HIH B paMKHTE HA

30 MHHYTH) H BUHAry ga pa3ObLpKBaT TOYHO NPEAH H3NHBAHE, CJEA TOBa Aa H3IUIAKHAT Yallara, KaTo 4
HAITBJIHAT HAMOJIOBHHA C BOAA H Ja H3MHAT CHABPXHMOTO.

ANTECPHATHBHO NALHEHTHTE MOIAT J1a CMYYAT KancCyJIara | Ja NOTbJIHAT NEJIeTHTE ¢ NOJIOBHH Yaina BOJa.
OOBHTHTE CTOMALIHO-YCTOHYHBH ENeTH He TpA0OBa Ja ce IpBYar.

4.3 IlpoTEBOmOKA3aHHA

CBpBbXYYBCTBHTEIHOCT KbM aKTHBHOTO BEIIECTBO, CyOCTHTYHpaHH OeH3HMHAA30H HIH KBM HAKOE OT
[IOMOLIHHTE BeECTRA, H30pOCHH B TOYKa 6.1. |

- ——— — ———— — —rd———

€AHOBPEMEHHO ¢ HelduHaBHp (Bax. ToUKa 4.5).

—_————— - s bl b v

44 Chenmaianu npegynpekieHHs H NpeANa3HH MepKH IpH ynoTpela

[Ipy nannyde Ha HAKAKBB TPEBOXKEH CHMIITOM (3HAaYMTEIHA, HeNpeAHaMepeHa 3aryba Ha Terno,
PENHAMBHPAIIO MOBPbINAHE, AHChArnd, XeMaTeMe3HC HIH MeNieHa) H IPH CbMHCHHS 33 CTOMAIIHA 4382
HJIH NPH CHINECTRYBAlla Takasa TpA0Ba 1a ce W3KINOYH BEPOATHOCTTA 3a MaJIMTHH3AIHS, TPEIH
3aN0YBAHE HA JICYCHHE C OMENPAsOll, ThH KaTo JICUEHHETO MOXKe Aa MacKupa CHMITOMHTE H /1 3abaBu
AMATHOCTHIUPAHETO. T

He ce npenopbusa ¢AHOBPEMEHHOTO NPHIOKEHHE HA aTa3aHABHDP ¢ HHXHOMTOPH Ha NPOTOHHATA NOMNA
(Bx. TouKa 4.5). AKO € npelleHEHO, Ye eTHOBPEMEHHOTO UM MPWIOKEHHE He MOXe Aa c¢ H3berte, ce
NPeNOpEBa NEYECHHETO Ja Ce NPOBEXA MO CTPOT KIHHMYEH KOHTPOI (Ype3 onpe/eiiHe Ha BUPYCHHA

Tps6Ba Aa ce MpeBHINaBa 03aTa oT 20 mg OMenpasoll.
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OMenpaaon, KaT0 BCHYKH MOHMXKABAINH KHCENIHHHOCTTA HAa CTOMALIIRHAA COK JIEKApPCTBA, pEXyLIHPa
abcopbunara Ha BATaMuH Bz (nHankoGanaMuH) mopany XAno- Wik axnopxuapus. Toea TpaGBa na ce

B3EMe€ MPEJBH]] IPH MPOXBIDKHTEIIHA TEPANHA ¢ MENPa30Jl IPH MALHEHTH ¢ Je(HIHT Ha BUTAaMUH B1»
HJIH ¢ pHCKOBH (akTOpH, HamangBaiiy abcopOIHITa Ha MHanKobaTaMuH.

Omenpazon e unxubutop Ha CYP2C19. [Ipn 3anouBaHe HIIH NpEeKpaTsBaHe HA JIEYEHHETO C OMENpa3ol
TpadBa Ja ce UMaT NpeaBUy BE3MOXKHH B3aHMOAEHCTBHSA ¢ APYTH JIeKapcTBa, KOHTO ¢€ MeTabonnusupar
gpe3 CYP2C19. Habmopaasano e p3anMofeiicTBHe Ha OMENpa3oi ¢ Kaomuaorpen (Bx. Touka 4.5.).
KnuHuyHOTO 3HAYEHHE Ha TOBA B3AaMMOACHCTBHE € HEW3BeCTHO. KaTo mpeana3na MApKa, He ce
[penophiBa €AHOBPEMEHHOTO IMPHIOKEHHE Ha OMENPA30a H KIONHAOTPE.

JleyenneTo ¢ HHXHOHTOPH Ha NMPOTOHHATA NOMITA MOXe ¢J1abo Jia MOBHIM PHCKA OT CTOMAIIHO-YPEBHH
uadeKuuy, NpHIHHERY OT Salmonella n Campylobacter, a NpH XOCTHTATU3KPAHH NMAIHEHTH BB3MOXHO
ceio " oT Clostridium difficile (BX. Touka 5.1).

Ip# NpOABIDKATENIHO NeYeHHE, 0c00eHO HaABHIIaBamo 1 rogHHa € HeoOXOMHMO peZIoBHO HabMIOACHHE
HA MAIHCHTHTE.

[Ipn manyeHTy, neKysanu ¢ HHxu6ATOpH Ha nmpororHara nomna (MUI1I1), kato oMenpason B IpPOABIDKCHHE
Ha He MO-MaJIKO OT TPH Mecella # B MOBE4ETO CyYaH 3a eJJHa TOAHHA ¢ HabaroAapana TexkKa (popMa Ha
XHnoMarsesHemusa. CHMIITOMHTE Ha XHIIOMarHe3sNeMHusTa, KaTo yMopa, TeTaHHs, JeHpPHYM, I'bpPUoBe,
BHEHE Ha CBAT H KAMEPHA apUTMHS MOTaT Aa ObJaT CepHO3HH, KATO B HA9aA0TO Morar Jia 6naart cnabo
H3pa3eHH H Aa ce npenebpernar. Iipu nait-sacernaTurte NaMeHTH, XANOMArHE3HEMHUATA OT3BY4aBa cie/
3aMCCTHTE/NHA TEpalns ¢ MarHesuii 1 npekparsaBane Ha Tepanusarta ¢ UIIII.

3a nanyeHTH, IpH KOUTO CE O9aKBa MPOBEXAaHe HA NPOXBIDKATENHO JICUEHHE WIH KOUTO IPHEMAT
MHXHOHTOPH Ha IPOTOHHATA NOMITA €AHOBPEMEHHO ¢ JHMOKCHH WJIH JIEKApCTBA, KOHTO MOrar Aa
MPHYHHAT XHNOMArHE3HEMHA (Hap. AHYPETUIH), MEAHLIMHCKHTE CIEHATHCTH TpAOBa fa pasriieaAar
Fb3MOXKHOCTTA 32 ONpefeNsHe CTOMHOCTHTE HA MarHesnii mpeau 3anogBate Ha jgeuenne ¢ HIII u
NEepHOJHYHO N0 BPEME Ha JISHEHHETO,

Texkn koxkHHA HexXenaHu peakiui (SCARS), BKIIOUHTENHO CHHAPOM Ha Stevens-Johnson (SJS),

TOKCHYHa enuaepmanta Hekpomusa (TEN), nekapcTBeHa peakius ¢ ¢O3HHODHNINS H CHCTEMHH CHMIITOMH
(DRESS) u ocTpa reHepanmuzupaHa ek3aHTeMarto3Ha nmyctynosa (AGEP), kouto Morar aa 6baar
KHUBOTO3ACTPALIABAIIY HIH daTalHH, ca ChoOMAaBaHl MHOTO PAAKO H PAAKO CHOTBETHO BBEB BPB3Ka C
JIEYEHHETO € OMEMNPa3oll. T T T T T

—— - . ——

MaxuOnToprTe Ha NPOTOHHATA MIOMIIA, 0CO0EHO aKO ce M3NON3BAT BhB BHCOKH J03H H 33 MPOABIDKUTENCH

nepuol oT Bpeme (> 1 roguHa), Morat ¢iabo Aa NOBHINAT pHCKa OT PpakTypH Ha Oepenarta KocT,
KOCTHTE HA KHTKATA H NPELICHUTE HA MpBOHAMHASA CTHAO, IPeAUMHO NPH NIAHECHTH B CTApYecKa Bb3pacT
IJIH [PH HAJTHYHETO HA APYTH NPH3HATH PHCKOBH (pakTopH. OOCepBallMOHHU NMPOYIBAHHA ITOKa3BAT, Ye
MHXHOHTOpHTE HA IPOTOHHATA NOMIA MOTAT 2 MOBHINAT KATO IAIC pHCKA oT ppakTypH ¢ 10-40%. Yacr
OT TOBA YBEJIHYCHHE MOXE J1a ¢¢ AB/DKH Ha APYTH PHCKOBH (axTopH, I1aljHeHTH ¢ MOBHIIEH PACK OT
ocTeonoposa Tpadsa na OvaaT HabNOABAHH H JIeKYBaHU B CHOTBETCTBHE C HACTOALIMTE KNHHHYHH
PBEKOBOACTBA H Aa IpHeMAaTr BHTaMUH D H-KajllLHii B ax¢KBaTHH AO3H. -

Cybaxymen xodcen aynyc epumemamooec (SCLE)
MHXHUOHTOpHTE HA RPOTOHHATA [TOMIIA Ca CRBP3aHH C MHOTO penKk ciydad Ra SCLE. Ako ce nosBaT

JIe3UH, 0cO0eHO B YYaCTBIHM OT KOXATA, MAIOKEHH HA CTHHYEBH JIbYH, H aKO TE ¢a CBIIPOBOJCHH C OONKH
B CTABHTE, NAIHEHTHT TpAOBa He3a0aBHO a MOTHPCH METHIHHCKA MOMOII H MeTHIHHCKHS
clenBa Aa OOMHCIIH CIiMpaHe Ha npueMa Ha oMenpa3on. SCLE, HacTenmn cnes npeaxo
KHXHOKTOp Ha IIPOTOHHATA MOMITA, MOXe Aa yBeni4H pucka ot SCLE npu ynotpeba H
HHXHOMUTOPH Ha NPOTOHHATA NTOMIIA.
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bvbpeuno yespexcoane

Habmonagan e ocThp TyOynounrepecrunuanes Hegput (TIN) npH namueHTH, NpHEMAaIlH OMenpason,
KOHTO MOXE []a BE3HHKHE M0 BCAKO BpeMeE B X0/Ia Ha Tepanus ¢ oMenpaion (px. Touka 4.8). Ocrpuar
TyOyIOHHTEpCTHIHAICH He(PHT MOXe Aa nporpecupa Jo 6p0pedHa HeJoCTaThYHOCT.

[IpreMbT Ha oMenpa3on TpaOBa Aa ce npeycTaHOBH npu chbMHeHHAe 3a TIN 1 Tpabpa 1a ce 3ano4He
CBOEBPEMEHHO NOOXOAIIO JICIEHHE,

Bzaumooeiicmeun ¢ nabopamopru u3caeosanud

IloBumenoto HUBO Ha XxpoMorpanuH A (CgA) Moxe Ja NORIUAE HA H3CICBAHHAATA 334 HEBPOCHAOKPHHHH
TYMOpH. 3a Aa ce n30erHe ToBa B3aHMOJEHCTBHE, IeUeHHETO ¢ OMENpa3oll TpaOBa Ja ce CIpe BpeMeHHO
Hai-ManKo 3a 5 JHU npenu onpeacnaHeTo Ha CgA (Bk. Touka 5.1). Axo HuBaTa Ha CgA M racTpHHa He ca
Ce BH3CTAHOBHIIH B peePEHTHHTE CH IPAHHIH CJIEHA HAYAITHOTO ONMpelesHe, H3MepBaHeTo TpOBa Aa
0bze noBTOpeHo 14 AHA cnep cApaHe Ha ICYEHAETO ¢ HHXHOMTOP Ha NIPOTOHHATA [TOMIIA.

ManuenTH ¢ NPOABIKUTENHH PEKYPEHTHH JUCTIENITHYHA CHMITTOMH HIIH CTOMALIHA KHCEIHHH, TpA0Ba 1a
ce HabmonaBar peryJIspHo OT JeKysawus sekap. OcobeHo namEeRTATE Haz 55 rOAHRR TpabBa na
HHGOPMHUPAT CBOA Jiekap Hid (apManesT, ako exeanesao npueMat OTC npoaykTn (6e3 nekapcKko
NpeANHCAHNE) 33 NOACOpABaHE HA XPAHOCMHUIIAHETO HIIH TOHHKABAHS HA CTOMAINHATA KHCEJIHHHOCT.

IlaunenTHTe TpAOBA A2 ObAAT HHCTPYKTHPAHH Ja C€ KOHCYJNTHPAT ¢ JeKap, aKo:

* HMAT aHaMHE3a 34 S3Ba Ha CTOMAxa HIH ONEpaliHi Ha raCTPOMHTECTHHANHHNA TPAKT

* ca Ha MPOBIDKHTENHO CHMIITOMATHYHO JICUSHHE (3a 4 HWIH MOBEYE CEMHIN) 33 MOZ0OpABaHE Ha
JHCTIENTTHYHN CHMITTOMH H/ITH MOHWXAaBaHe Ha CTOMAILIHATA KHCEJITHHHOCT.

. HMAT XKbJITCHUIA HIH TEXKO H3pa3eHo YepHoApoOHO 3abonaBaHe.

. Ca Ha BB3pacT Haj 53 NOAMHHK ¢ FE3HHKHAJNH HOBH WIH ¢ HACKOPO MPOMCHEHH CHMITTOMY.

Hﬁgﬂ ATPHYHA NOIYJallHA

[Ipx HAKOH Aena ¢ XPOHUYHH 3a00N9BaHHA MOXe Aa ce Hajlara JbIroCpOvHo NeYEHHE, BBIIPEKH Y€ TOBA
HE Ce NpenopbiBa.

3axaposa

Tora nexapcTBO ChABPAKA 3aXapo3a. [laluenTH ¢ peiku HacIeACTBEHH NpobIeMH HA HEMIOHOCHMOCT KBM
GPYKTO3a, IIIIOKO30-FAJIAKTO3HA Manaﬁcopﬁuna HITH 32XapO30-H30MANTa3eH ne¢HIET, He 'Ipﬂﬁﬂa na
ApHEMAT TOBA NCKAPCTBO. T T -
Hampun L L .
ToBa sekapcTBO CHABPIKA no-Manko ot 1 mmol Ha'rpnﬁ (23 mg) 3a kancyina, T.e MOXe Ja ce Kaxe, ye
NPaKTHYECKH He ChABbPKA HATPHIA,

4.5 BiaamopeiicTBHE ¢ APYrH JeKAPCTBEHH NPOAYKTH H APYrH JOpME HR B3IAHMOJEHCTBHE

CKTH Ha OMENMpPaA30i1 BHPX MAKOKHHETHKATA Ha 'R aKTHBHH BCINECTBA

Axmuenu eewgecmea ¢ pH-3asucuma pesopbyus
[Tormxenara KUCEMHHHOCT HAa CTOMAaxXa MO BpeME Ha ICYCHHETO ¢ OMEIIpa3ol MOXKe Ja YBEJIHYH UIIH [a

HAMallH pe30pOIHiTa Ha AKTHBHH BellleCTBa Che croMamHa pH-3asucHMa pesopbuus.

Hengunaeup, amazanagup
[InasMeHUTE KOHUEHTPALK HA HeN(HHABHP M aTa3aHABHP Ca HAMAJICHU IIPH €THOBPE
¢ OMEnpa3on.
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EnnoBpeMEHHOTO MpH/IOKEHAE Ha OMENpa3o ¢ HellpHHABKP e NPOTHBONOKAa3aHo (BK. To4Ka 4.3). I1pu
€IHOBPEMEHHO NpPHIOXKEHHE oMenpa3on (40 mg eTHOKPaTHO AHEBHO) HAMAJLIBA CPEAHATA SKCTIO3HIHA Ha
HenpuHaBHD ¢ okono 40 % ¥ Ha (apMakonorHuHO akTHBHMA MeTaGonuT M8 ¢ okomo 75 - 90 %. B
MeXaHW3Ma Ha TOBA JEKAPCTBEHO B3aUMOAEIICTBHE MOXKe Zia YIacTea H notHckade Ha CYP2C19.

EnHOBpEeMEHHOTO NIPHIIOXKEHHE HA OMENpPa30l ¢ aTa3aHaBHP HE ce Mperophbysa (kK. To9ka 4.4.).
EnnoBpeMeHHOTO NpHIOkKEHHE HA oMenpa3on (40 mg eqHOKPaTHO JHEBHO) C aTa3aHABHP

300 mg/puronas¥p 100 mg npu 3apask AOOPOROILM HAMANABA EKCIIO3HOHMATA Ha aTa3aHaBHp CbC 75 %,
KOETO He Ce KOMIIEHCHPa, aKo J103aTa Ha aTa3aHaBHp ce nopumyu a0 400 mg. ExnoBpeMeHHOTO
NPHJIOXKESHHE Ha oMenpa3ol (20 mg eAHOKPATHO AHEBHO) ¢ aTasaHaBHp 400 mg/puronasup 100 mg npu
3ApaBd JoOPOBOIIH HAMANABA EKCIO3MIMATA Ha aTa3aHaBHp ¢ 30 % B CpaBHEHHE C aTa3aHABHD

300 mg/puroHasup 100 mg eAHOKPATHO AHEBHO.

JHuzoxcun

EnHOBpeMEHHOTO JIcHeHHE ¢ oMertpa3on (20 mg AHEBHO) ¥ JHTMOKCHH NIPH 37IpaBH HHAWBHIH YBEIHYaBa
OHORaMMYIHOCTTA HA ANTOKCHH ¢ 10 %. Pa1ko ca JOKIaABAHH CIyYaHl Ha JUMOKCHHOBA HHTOKCHKAIIHAL
BrnpekH ToBa, TpAOBa Aa ce BHHMaBa, KOTATO OMENpas3oll ¢ MpHiara BbB BHCOKH 03H MPH IAIHEHTH B
HanpezaHana pp3pacT. Heobxoaumo € 3aciiieHo TepaneBTHYHO IEKAPCTBEHO MOHHTOPHpAHE.

Knronudozpen

PesynTarite OT IpOoyYBaHHs PH 3ApABM HHAMBHAHM MoKa3Bat ¢apmakokuHeTHaHo (PK) /
papmaxoaunamuyro (PD) B3aumoneiicTeue Mexay xnonuaorpesn (300 mg naropappama no3a / 75 mg
AHEBHA TIOJIBPXKAIa A03a) H oMenpa3zon {80 mg nepopayHO JHEBHO), KOETO BOH A0 HAMAJICHA
CKCHO3HIIUA HA aKTHBHHS METaboNHT Ha KnomuAorpen cpeaHo ¢ 46% H HaMaJeHO MaKCHMAJTHO
nHxHOHpane Ka (MHayuupasa ot ADP) TpoMGounTHa arperans cpeiHo ¢ 16%.

KakTo 0T 06cepBalliOHHH, Taka B OT KIMHHYHA NPOYYBAHHUA Ca ChOOIABAHH MPOTHBOPEYHBH /IaHHH 38
KIHHAYHUTE nocaenctsus oT PK/PD B3anMoaeHCTBHETO Ha OMENPa3oll OTHOCHO TEXKKH ChPACHHO-
chaoBH chOuTHA. KaTo npeanasna mapka He TpaGBa Aa ce NpenophyBa ¢JHOBpeMeHHATa YnoTpeba Ha
OMENPa3o ¥ KIOMHAOTrpel (BXK. Touka 4.4).

Hpyau axmusnu getyecmaa

Pe3opOuusATa Ha 103aKOHA30, EPAOTHHAG, KETOKOHA30J H HTPAKOHA30JI CE IIOHIKABA CTATHCTHUYECKH
3HAYMMO NP AHOBPEMEHHO NIPHIICKEHHE C OMENPAa30]1 # TAXHATA KIMHAYHA e(pHKACHOCT MOXE Ja Obze
HaManeHa. EnHoBpeMEHHOTO H]JHJIO}KEHHE Ha OMENpPa3oll ¢ N03aKOHa30J HH epIOTHHAD mﬂﬁna ,ua ce
n364area.

- - .- —— ——— - —— - = ———
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Axmuenu eewecmea, memadbonusupanu om CYP2CI19
Omenpason € yMepeH uHxuOHTOp Ha CYP2C19, rnaBHusT eH3HM, MeTabonnsupauy omenpason. Ilo Tosu

HaYHH, MeTabONH3IMBT Ha HPYTHd, €AHOBPEMEHHO MIPHETH, AKTHBHHA BEIECTBA, KOHTO ¢ META00NH3APAT
upes CYP2C19, Moxxe Ja ce MOHMXKH M CHCTEMHATA €KCIIO3HIIMA Ha Te3H BelNecTsa Ja HapacHe. [IpuMepu
33 TAKKBA JieKkapcTBa ca R-papdapuu u ApyrH aHTaroHHCTH Ha BUTAMHH K, ITHI0CTa30]1, JHA3ENaM H
(peHHTOHH.

Lunocmazon
B xpBCTOCAHO KIMHHYHO NpOy4BaHe BLPXY 3ApaBy noOpOBOJILH, OMENPA30T MPHIIOsKEH B 1032 OT 40 mg

MeTabONHTH CHOTBETHO € 29 % 1 69 %.

Denumoun
[Ipenoprvuga ce MpocneasBale Ha IIa3MEHaTa KOHIEHTpalua Ha (PEHUTOHH 1O BpeMe Ha n;prHTe ;gBe \
. -’.."'I" ““-'.,
CeAMMIM CNeJ 3aI0YBaHe Ha JeveHneTo ¢ oMenpa3on. [Ipa kopurapane Ha A03aTa HA ¢ gﬁnﬁ & ERN
- 3. 7 "

CIICA MPHKIMOYBAHEC Ha JICHCHHETO C OMENTPa3oll.

SE/H/0754/001-003/1B/029



Hewuzsecmen mexanuszwm

Caxeunasup

EAHOBpPEMEHHOTO NPHIIOKEHHE HA OMENPa3oll U CAaKBHHABHD/PHTOHABHD NOBHIIABA [UIA3MEHHTE
KOHIICHTPAIMH Ha CAKBHKABHP NpuGmmsutTenHo fo 70 %, cepp3ano ¢ nobpa nonocumoct npd HIV-

HHeKTHpaHy NANMEHTH.

Takpoaumyc

[InasMeHHTe KOHUEHTPALMH Ha TaKPOJIHMYC Ce TIOBHINABAT TIPH €THOBPEMEHHO ITPHIIOKECHHE C
omemnpasoi. Heobxoxamo e 3acuneno MOHHTOpHpaHe Ha KOHIEHTPALIMHATE HA TAKPOIHAMYC, KAaKTO U Ha
OnOpeyHata PpyHKINA (KNHPBHC HA KpeaTHHHHA). IIpH HeoOX0AUMOCT H03aTa HAa TAKPOIMMYC CE
KOPHTHpA.

Memompexcam

CpolIneHH ca ciydan Ha MOBUINABAaHE HA HUBATA HA METOTPEKCAT IPH HAKOH MALMEHTH NpH
SIHOBPEMEHHO NIPHIIOKEHHE ¢ HHXUOUTOPH Ha npoToHHara nommna. IIpu ynorpeba Ha BHCOKH AO3H
METOTPEKCAT TpAOBa Aa ce HMa NpeIBUA EBEHTYANHO BPEMEHHO CITHPaHe Ha JICYCHHETO C OMENpa3ol.

Edextn Ha r'H AKTHBHH BEIeCTBa Bb MAaKOXHHETHKATA Ha OME ) |

Huxubumopu na CYP2C19 wuru na CYP3A44
Tsit xato omenpason ce Merabommanpa ot naToxpom P450 msoensumu CYP2C19 u CYP3 A4, akTHRHH

BenecTra, kouto motackat CYP2C19 mim CYP3A4 (xaTo KNapHTPOMHLHH H BOPHKOHA30JT) MOTAT Ja
NOBHILIAT NJA3MEHATE KOHUEHTPAlMK Ha OMEIIPa3oJl KaTo MOHWKAT CTENCHTAa Ha METab0oMH3Ma My .

EnHOBpEMEHHOTO NIeUeHHE ¢ BOPHKOHA30J BOAM A0 NOBHINABAHE HA EKCIIO3HIHATA HAa OMENpPa3oNn IoBeve
OT iBa NbTH. ThH KaTO BHCOKH /[03H OMENMPA30 ¢¢ NOHAcAT fo0pe, 0OHKHOBEHO HE ¢ Hajara KOpeKuHa
Ha no3ara. [IpH nauueHTy ¢ H3paseHo HapylIeHAe Ha 9epHOAPOOHHTE ()YHKIHHA HIH NIPH HYXAa OT
NPOTBbDKHTENHO JIEYEHHE C OMENPA30 C¢ NPEHOPHYBA KOPEKIHA Ha A03aTa.

Huovkmopu na CYP2C19 wunu na CYP344
AKTHBHM BeINeCTBa, KOUTO MHAYLHpaT uutoXpoM P450 nm3oenzumu CYP2C19 u/unu CYP3A4 (kato
prHdaAMITHIHH HIH XBAT KAHTAPHOH ) MOTaT Aa NPeAM3BHKAT NOHMKABaHEe Ha IIa3MCHHTE HHBA Ha

OMENPAa3oN, CTUMYIHpPaiKkH HErOBUA MeTaboIH3BM.

4.6 @eprRABTET, (PEMEEHOCT H KEPMEHE

bpemennocm

Pesyntature OT TpH MPOCIMEKTHBHY €NHACMHOJIOrRYHK MPOYHBAHHA (OT U3X04a HA MOBEYE OT

1000 6peMeHHOCTH) TIOKA3BAT, Ue OMENpPa3oi He 0Ka3Ra HeOMaronpHATHH ¢eKTH BEPXY NPOTHYAHETO HA
OpeMEeHHOCTTa HIH BHPXY 30paBeTo Ha IU10Ja/HoBOpoAeHoTo. OMenpa3os Moxe Aa e NpHIara o BpeMe
Ha OpeMEHHOCT.

Kvpmene
OmMenpaszon ce H3rp4Ba B KbpPMaTa, HO € MalIko BEPOATHO /1a OKake BIMAHHE BbPXy KbPMAY€TO, KOTaTo Ce
MpHIAra B TEPANEBTHYHH JO3H.

- —_—- —— - - - . LR i

Depmunumem
IIpu npoyuBaHus BEpXY XHBOTHH C PaligMHYHA CMEC Ha OMEIpa3ol, IpHaarad nepopajHo HAMA JaHHH 3a
e(eKkTH, OTHOCHO QEepTHIHTETA.

4.7 EdexTH BBPXYy cHocofHOCTTA 32 modupane 1 paGoTa ¢ MAINHAE | |

Owmenpason He nopaHABa criocoOHoCTTA 34 togHpare Wian pabora ¢ MamHHH. Bb3M
NpeAH3BHKA HEXENAHY JTEKAPCTBCHH PEAKIWA, KAaTO 3aMafgHOCT H 3pHTENIHH Hapylll

7
SEM/0754/001-003/1B/029



[TampenTHTE TPAOBa Aa 6BAAT NpeXyNpeAcHH NPH HOABA HA TE3H peakiiik Ja He modHpaT WM paboTAT C
MAIHHH.

4.8 HexelaHH NeKADCTBeHH PeaKIHE

O606menne Ha npoduna 3a HezonacHOCT
Haii-gecTHTe HeXenaHH JieKapCTBCHH peakumH (npH 1 - 10 % ot naumenTyTe) ca raasobonune, HoikH B

obnacTra Ha KOpeMa, KOHCTHIIALNA, AUapys, Gaarynenius, rajeHe/ moBphinaHe.

Texkn koxnu Hexenant peakinn (SCARs), BKIIOYHTENHO CHHAPOM Ha Stevens-Johnson (SJS),
TOKCHYHA enujiepManta Hekponusa (TEN), 1ekapcTBeHa peaknua ¢ €03HHOMHANA H CHCTEMHH CHMIITOMH
(DRESS) 1 ocTpa resepann3npana ekzaHTeMarosHa myctynosa (AGEP) ca cbobimaBaHH BbB BPb3Ka C
JICYCHHETO ¢ OMenpa3ol (BK. Todka 4.4).

CIHCBK Ha HE)KENAHUTE Peakliiy B TaOIHYeH BHJ

Hexenanwre nexapcTBEHH PEAKIHH, OITHCAHH NO-TOJY, ce 0a3HpaT Ha KORTPONUPAHH KIUHUIHY
Npoy4YBaHHA 32 OMENPa30/ H Ha NOCTMAPKETHHIOBH NIPOYYBAaHHA. T€ HE Ca A0303aBHCHMH.
Hexenanure NekapcTBEHH peaKLiH ca KIacHPHIMPaHH N0 CHCTeMO-opraHre Knacose (SOC) u o
qecToTa. YecToTaTa € onmpeieNieHa Mo CNEAHAS HaYHH: MHOTO decTH (= 1/10), gectn (2 1/100 1 < 1/10),
HedecTH (= 1/1 000 u < 1/100), peaxu (= 1/10 000 1 < 1/1 000) i MuOrO peaxu (< 1/10 000), c
HEH3BECTHA 49eCTOTa (0T HATNYHHATE NaHHH HE MOXe Ja ObJle HanpaBeHa OICHKa).

Cacremo- Hexenana JekapcTBeHA peaKIAg

OpPraHHaH

KJIAcOBe

/1ecToTA

Hapymenns na BTA H JJHM(HATA CHCTEMA

Penxu: JleBkOnEeHHA, TPOMOOIMTONEHHA

MHoro pemku: ArpanynoLnHTO3a, NAHIHTONCHHS

HapyuieHng Ha HMYHHATS CHCTEMA

Penxu: Peaximn Ha CBPBXMYBCTBHTEIIHOCT, HAIIp. TPeCKa, aHTHOENEM W aHa(pHIaKTHYHA
peaKuE/IIoK

Hapymenns g5a MeTa00/IH3Ma B XPAHCHEHTO

Pepku: .. .| XHIIOHATPHEMHS -~ e

C HeH3BECTHA XunoMaraesHueMus {Bx. ToYKa 4.4), TeXKara XHNIOMarae3sHeMHa MOXKe 1a

wecrora: _.. | ACBSACHO XHNOKANUMEMtA. XHTIOMATHEIHEMHATA MOXE A3 GBAC CBHp3ana
ChIUIO B C XUIIOKATHEMHS.

Hepxugnn HApYILi¢HHS

Hevectn: be3chHHe

Penxu: Bb30yaa, o0bpkBane, Aenpecus

MHoT0 peakn: Arpecus, XanoLHHALHK
 Hapymienns Ha HEpPBHATA CHCTEMA

Yectu: - I'1asobonue | T T

Heuectn: 3aMafHOCT, NIapecTe3usl, CHHAHBOCT

Penxn: Hapyiuenne Ha BKyca

Hapymennas Ha ounTe

Penxu: 3aMBIJICHO 3pEeHHE

Hapymenns 5a yxoro # JabupaaTa

Heuectn: CBETOBBPTEK

PECII]IPSTQP_HII, IP‘I:-,IIH[I H MCARACTHHAJIHH HApYIIICHHE
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Penkn: Bponxucnmu
Cmmamno-qpennn HApYIleHHS
bonka B o61acTTa Ha KOpeMa, 3anek, AHapud, praTyIeHIHs,

Yectn: rajgeHe/moBphiane, MONUNK Ha ABHOTO (PyHAYyCca) HA cTOMaxa
(mobpokayecTBEHH)

Penxn: CyxoTa B ycTaTa, CTOMaTHTH, CTOMAIIHO-UPEBHA KaHAHA03a

C HeH3BecTHa

4eCTOTA MHKPOCKONCKH KOJIHT

XenaTo0HIRADHE HAPYIICHHR

Hewecrn: [IopHIEHH CTORHOCTH Ha YepHOAPOOHHTE CH3IUMH

Penxwu: Xenarut ¢ Ay 0e3 KBJITCHALA

MHoro peaKs: YepHOApoOHA HEOCTATHUHOCT, eHUedanonaTas NpH MalHEHTH C

DEALICCTBAINO YepHOAPOOHO 3a00NABaHe
Hapymenns H8 KOKaTa H NOAKOKEATA THKAR

Heuectn: JlepMaTHTH, CBpbex, oOpHB, ypTHKapHA
Anonenus, ¢oTOIYBCTBHTENHOCT, OCTPa TeHEPATHIHpaHa eK3aHTEMATO3HA

Peaxu: nycryio3a (AGEP), nexapcTBeHa peaxkius ¢ €03HHOQHINA U CHCTEMHH
caMnroMu (DRESS)

Mmoro peaxu: Eputema myarudopme, cHHApoM Ha Stevens-Johnson, TokcHdHA enmuaAepManHa
nexponnsa (TEN)

C HeHsBecTHA Cy0akyTeH KokeH Nymyc epareMaronec (B, Touka 4.4)

YecToTa

Hapymenns AR MYCKYJ0-CKeNeTHATA CHCTEMA H CHeAHHHTE/IHATA THKAH
dpaxrypr na GeapenaTa xoCT, Ha KHTKATA WK rpbOHauHns cThab (BX. TOYKa

Heuectn 4.4)
Peaxu: ApTpanrus, MHANTHA
MHoro peaku: Myckynna cnaboct

Hapymenns Aa 6L6penure B NHKOYHATE IbTHIIA
TyOynonnTtepcTHIHancH HepHT (¢ Bb3MOXHA Mporpecua Ao OpbpedHa

Penxu:

HEeNOCTATHUYHOCT)
HapymieHHd HA peHpOAYKTHBHATA CHCTEeMa H I'bpAHTE
MHoro pezxu: 'HHeKOMacTHA
1 ObmnA HapyilicHHAs B ¢QEKTH HA MECTOTO HA OPRICKERHe
HeuectH: O61ma oTnasHanocT, nepupepeH 0TOK
t-Pearu:- - | [lopHIDeHO moTeHe e e

IlenuaTpuyHa NONy AU

besomacHOCTTa OT NpHJIArdHETO HAa OMENpa3od € oueHena npu obmo 310 aena Ha Bb3pacT ot O 10

16 roguHu ¢ KHCENMHHEHO-00ycnoBeny 3abonaBanus. JanauTe 2a 6€30MacCHOCT OT KIMHHYHO MPOYYBaHe C
NPOXBDKUTENHO IPHNOKEHAS Ha oMenpa3oi (o 749 1HW) B MOUTHPXKALIH A03H BLPXY 46 Ie1a C CTEXBK
€pPO3HBEH FaCTPHT ca orpaHrYeHH. I1py KpaTKOCpOUYHO U PH JBITOCPOMHO JieYeHHE MPOPHITBT Ha
HeXXeNnaHuTe CHONTHY € ChIUAT KaKTO NPH BE3pacTHH. HaMa ABArocpodHA JaHHHA OT eEKTHTE Ha
JICYCHHETO ¢ OMENPa30J1 BBPXY nybeprera u pacrexa.

Crobiuapane Ha OAO3NPAHH HEXKEIAHH PEaKUHH

Ten.: 02 8903417, yebeaiiT: www.bda.bg.
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4.9 Ilpeaosapane

HadopMaunsTa 3a epekTHTE MPH IpeTo3Hpade ¢ OMENPa3oll NpH Xopa € orpaHldeHa. B nuTeparypara ca
ONMCaHH CIIy4YaH Ha IIPHEM B J03H A0 560 mg u HMa eIHHAYHN CHOOIIeHA 3a €AHOKPATHH NEPOPATHH
aozu 10 2 400 mg omernrpazon (120 neTi Hax o6uYaiino NpenophYBaHATA KIMHEYHA f03a). Crobmasa ce
3a rajiese, NOBphIIane, 3aMatHOCT, OONKH B 00J1aCTTa Ha KOopeMa, AHapHA H riapodoine mpH
npeAo3rpane ¢ oMenpasoil. OMHCBAT ce H SAHAMYHH CITy9aHl ¢ anaThA, ACpecHi H 0ObPKaHoCT.
CHMIITOMETE, OITHC2HH BBB BPB3Ka C IIpefo3HpaHe ¢ OMENPAa30J ca IPEXONHH H He ¢¢ ChoOMIaBa 32 TEXKH
NOCIIEANIH, ABKAIH ¢&¢ Ha oMenpa3on. CTeneHTa Ha eNMMHANPaHE 0CTaBa HeIPOMEHEHA TIPH BHCOKHA
Jo34 (KHHETHKA OT ITbpBH NOPAALK). [IpH HeoOX0AHMOCT ce poBeka CHMIITOMATHYHO JICYEHHE,

5. @®APMAKOJOIrm9YHHUA CBOMCTBA

3.1 PapmakogRHAMHYHH CBONHCTBA

(dapmakoTepaneBTH4YHA rpyna: JIekapcTea 3a jieueHHe Ha pa3cTpoiicTBa, CBbP3aHH ¢ KHCEIHHHOCTTA,
HHXUOHTOpH Ha npoToHHAaTa nomua, ATC koxa: A02BCO1

MexaHH3sM Ha JelicTBHE

Omenpason, palieMHIHa CMEC OT IBAa CHAHTHOMEPA, MOHH)KABA CTOMAIIHATA KUCEITHHHA CEKpelnd,
NOCPEACTBOM BHCOKO TApreTCH MeXaHH3bM Ha Aeiicteue. Toif ¢ cnenmduyen, 6sp30 AchcTBaI
MHXUOHTOP Ha NIPOTOHHATA [IOMIIA B IAPHETAIHATA KAETKA H OCHTYPABa KOHTPOJ 9pe3 0OpaTHMO
HHXHOHpaHe Ha CTOMAIIHATA KUCEJIHHHA CEKPEeUHA [IPH €JHOKPATeH AHEBCH PHEM.

Omenpason e cnaba 0CHOBA, KOATO ce MPEBphINa B aKTHRHA $OpMa B KiCEIaTa cpefia Ha
HHTpaLeNyJapHATE KAHANYETa Ha IapHeTalHaTa KeTKa, KbAeTO HHXHOMpa eH3uMa Ha KHCEIIMHHATA
nmomna H/K™ AT®-a3za. Tosu edekt BbpxXy Kpalinug etan Ha o6pa3ypaHeTo Ha CTOMAIIHA KHCEIHHA €
JI0303aBHCHM H OCHI'YpABa BHCOKO e()eKTHBHO MOTHCKaHe Ha GaszanHaTa H HAa CTHMYJIHPaHATa KHCENHHHA
CEKpELIHA, HE3aBHCUMO OT CTHMYNA.

DapMakoAMHAMHYHH eheKTH

- Beuukn nabmonasand papMakoAHHAMHYHH e(peKTH MoraT ha GuaaT o0ScHeHH upes edexTa Ha

_. __OMEMpaian BuPXY KHCEJTHHHATA CEKPEeIas. e

Ecpexm evpxy cmomaunama ruceaunna cexpeyus

— “TlepopanAdTO A03MpaHe Ha OMENpPa30Jl efHOKPATHO JHEBHO OCHI'YpSBa OEP30 H e()EKTHBHO NOTHCKAHE HA

————-

AHEBHATA ¥ HOIMHATA CTOMALHHA KUCENHHHA CEKPeLHs ¢ MAKCHMANICH ¢(eKT, KOHTO ¢e JOCTHIa B pAMKHTE
Ha 4 nHeBHO nedenue. C omenpaszon 20 mg ce mOAXLPKa CPeAHO NOHMKaBane Ha nore 80 % B
24-yacopara CTOMaNIHA KMCENMAHOCT IIPH MAIlHEHTH C A3Ba HA JBAHANECETONPHCTHAKA, CHC CPEJHO
NOHW)KABaHE Ha MHUKA Ha KHCETIMHHOCT cllel CTHMYIIHpaHe ¢ neHTaracTpuH ¢ okono 70 % 24 gaca cnen

JO3UpaHE.

IlepopanHHAT OpHEM Ha oMeNpason B Ao3a 20 mg noaabpka croMaliHoTo pH 2 3 B MpoAbJKeHHe Ha
CpeAHo BpeMe oT 17 yaca oT 24-4acoBHA NEPHO] IpH NAMEHTH ¢ AyOACHANHA A3BAa.

Kato cneacTeue OT MOHMKEHATA KHCETHMHHA CEKPeLMA B CTOMAlIHa KHCEIMHHOCT NPH NalHEHTH ¢
ractpoesofarcanna pedaykcHa Gonect, oMenpaso peXylHpa/HOPMaNH3HPa KHCCAHHHOCTTa B
XPaHOTPOBOZA JO303aBHCHMO. - - |
TToTHckaHeTO Ha KUCENIMHHATA CEKpeLHs € CRbP3aHOo C [UIOINTA NOJ KpHBaTa IUI
kouueHrpauua/speme (AUC), a He ¢ peanuure (pakTHuecKHTe) MIa3MEHH KO
MOMEHT.
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[lo Bpeme Ha 1e9eHHe ¢ OMENPa3oa He ca HalMIoJapalH CITy4aH Ha TaxAHIAKCHS.

Edbexm evpxy H. pylori

H. pylori e cBbp3aH ¢ NIENTAYHA A3BeHa O0NECT, BKMIUKTEIHO A3Ba HA CTOMAaXa H
ABaHaneceTonpecTHHKA. H. pylori e rnasen ¢axTop B pa3sBHTHETO HA racTpuTH. H. pylori 3aelHO CBC
CTOMAITHATA KHCEIHHA Ca OCHOBHH (JAKTOPH B Pa3BHTHETO Ha MeNTHYHA A3BeHa Gonect. H. pylori e
rnaBeH GaxTop B pasBHTHETO HA aTpO(dHMEH racTPHT, KOHTO ¢e CBBp3Ba ¢ MOBHIIECH PHCK OT PasBHTHE HA

PaK Ha CTOMaxa.

Epamaxammara Ha H. pylori ¢ oMenpa3ol H aHTHMHKPOOHH MPOAYKTH € CBbP3aHa ¢ BHCOKA YECTOTA HA
ENHUTENH3UPAHE H JBITOCPOYHA PEMHACHA Ha MENTHYHATA A3BA.

MznuTBany ca ABOIHM KOMOHHALMH, KATO € YCTAHOBEHO, Ye Te ca Mo-cnabo epHKacHH OT TPOHHNUTE
koMOHHALH. BBIpekH TOBA, Te MOXKe Aa € HMAT MPSABMA NMPH CBPBEXYYBCTBHTEIHOCT, KOATO H3K/MIOYBa
ynorpebara Ha HAXOA OT TpoliHKTEe KOMOHHALINH.

Zpyeu ehexmu, cavp3anu c nomuckane HA KUCEAUHRAMA CEKPEYUR

o Bpeme Ha NPOABBKHTENHO NE4eHHE ce ChOOIIaBa 33 MAJIKO MO-BHCOKA YeCTOTA HA MOABA HA
CTOMAIIIHH XJIe3HCTH KACTH. Te3n npoMeHH ca GU3HONIOrHIHO NTOCIEACTBHE OT H3pa3eHOTO HHXHOHpaHe
Ha KMCEJIMHHATA CeKpeiH, NoOpoKaYeCTBECHH ca K H3MIekK/Aa ca oOpaTuMH.

HaManenaTa cTOMalIHA KHCEARHOCT B PE3YJITAT Ha pasiH4u# (HakTOPH, BKIOMHTEHO HHXHOHTOPH Ha
MPOTOHHATA MOMIIA, IOBHINABA OaKTEpHATHOTO YUCAO Ha MHKPOOHTE, HOPMATHO OOMTABAINH CTOMAIITHO-
qdpeBHHA TPAKT. JIe4eHNETO C IeKapCTBa, NOHMKABAMH KHCEIAHHOCTTA, MOXKE Aa AOBEAE I0 Ci1abo
MOBHIIABaHE Ha PHCKA OT CTOMAITHO-4peBHH HHex1uE, npaauaeHu oT Salmonella u Campylobacter, a
IPH XOCTIMTATH3HpaHHU NAHEHTH, Bb3MOKHO Chio | or Clostridium difficile.

1o BpeMe Ha NiedeHHe C AHTHCEKPETOPHH JIeKapCTBESHH NMPOAYKTH MACTPHHA B cepyMa Ce NOBUIIABA B
OTrOBOP Ha NOHMKEHATA KACEJIMHHA CeKpellHa. B pe3ylaTaT Ha HaMaleHaTa CTOMAIHA KHCETHHHOCT €€
nosHmasa H HusoTO Ha CgA. [TosHineHoTo HUBO HA CZA MOXE Ja NOBIMAEC Ha U3CIEABAHUATA 34

HEBPOCH IOKPHHHH TYMOPH.

HanuuuuTte ny6nHKyBaHH NaHHH TOKA3BAT, Y€ IPWIATAHETO HA HHXHOHTODH Ha IPOTOHHATA MoMIia Tpa6Ba
Jla c€ MPEYCTaHOBH MEXKAY S IHH H 2 ceAMMIM npeau usMepsaHe Ha CgA. Topa ce MpaBH ¢ OEA HABATA Ha

CgA, KOHTO MoTaT Jja Ca JIbXIHBO NOBHILIEHH cel neuetine ¢ UTIII, Aa ce BE3CTaHOBAT 10 peepeHTHHTE

CH IPaHHlM.

A—  ——— ——— mpm - - s sl

[Ipu nsaxoM nammeHTH (fela M BB3PACTHH) MO BpeMe Ha MPOABLIDKHTENHO JICYEHHE C OMeIpa3on ca
Habmoaasani nosumeH Opoii ECL kieTkH, KoeTo BEpOATHO € CBBP3aH0 ¢ NOBHINEHHTE HHBA HA CEPYMHHSA
racTpuH. CyHuTa ce, 9¢ HaAXOAKHTE HE €A OT KIMHHYHO 3Ha9CHHE,

[learaTpyyHa MOMY ALK
B HekoHTpONUpaHO W3NMHUTBaHe TpH Zena (Ha Be3pact ot 1 a0 16 rogunn) ¢ Texsk pedaykc-e30¢harur,

oMenpason B go3u o1 0,7 no 1,4 mg/kg e nokasan nopobpasane creneHTa Ha e3odarut B 90 % ot
CAY4YauTe H 3HAYMMO € HaMAaJIHJ CHMIITOMHUTE Ha pediyke. B cngno 3a ¢gHarTa cTpaHa H3NHTBaHE Ha Aela
Ha Bb3pacT oT 0 1o 24 Mecena ¢ KIMHHYHO AHArHOCTHLMpPaHa ractpoesodareanta pedurykcHa Gonecr ca
JIEKYBaHH ¢ oMernpason B 1o3a 0,5; 1 unu 1,5 mg/kg. Cnen 8-ceAMHYHO eueHHEe 9€CTOTATa Ha ENH30AHTE
Ha NOBpblaHe/perypruTauud e cnagnana ¢ 50 %, He3aBUCHMO OT A03aTa.

Epaouxayus na H. pylori npu oeya
PangoMH3HpaHo, ABOHHO-CNATIO KIMHHYHO H3nuTBane (n3nuteane Héliot) ctura

oMemnpa3on B KoOMOHHaALHA ¢ ABa aHTHOHOTHKA (AMOKCHLWIHH H KIAPATPOMHUIH
e(eKTHBEH NpH JieyeHneTo Ha H. pylori nnbexknnd npu aeua Ha 4 ¥ Haa 4-rofu
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CTEICH Ha epaukanus Ha M. pylori. 74,2 % (23/31 naupenTH) ¢ OMENpa3o + aMOKCHIIHIIKH

+ KIapHTPOMHIHH copsamo 9,4 % (3/32 nanueHTH) ¢ AMOKCHLIIIHE + KIapHTpOMHIMH. Brripexd ToBa,
HAM2 JAHHH 33 KIHHHYHA [10/13a N0 OTHOLICHHE Ra AHCICNTHYHHTE CHMIITOMH. TOBa H3NNTBaHE HE AaBa
nHdopMaIAA B MOAKPENa Ha NPHIOKEHHETO NPH JEla Ha B3PacT noa 4 roqHHH.

52 @apMAaKOKHBECTHYIHH CBolicTEA

AbcopOuus

Omenpasos H OMEeNpa3of MATHE3HH ca KHCEIMHHO-HEYCTONYHBH, TIOPaH KOETO ce IpHIarar repopanHo
KaTo CTOMAIHO-YCTOM'HEBH rpaHyJIH B ChCTaBa Ha KancyH wWid TabneTkH. AGcobmuaTa Ha OMenpason €
OBp3a, ¢ MaKCHMANHA TIa3MEeHa KOHIEHTpALH, KOATo ce Habmoxasa npuGnm3nTenHo 1 - 2 yaca ciex
NO3HpaHe, H3BHPINBA C¢ B THHKHTE YepBa B TPOAbIKEHHE Ha 3 - 6 yaca. ENHOBpEMEHHHAT NpHUEM Ha
XpaHa He OKa3Ba BIIMAHHE BbPXY OHOHANHYHOCTTA. CHCTEMHATA HAMHIHOCT (OMOHATHYHOCT) CIIex
HNEPOPANHO NPHIIATaHe Ha eJHOKpaTHa J03a oMenpason e npubmasurenHo 40 %. Cnea npoAbIDKHTENIHO
NPHJIOKSHAE HA OMENPa30Jl €AHOKPATHO THEBHO, OHOHANMYHOCTTA My HapacTsa o0 0kojo 60 %.

PasnpeaencHue
OOeMbT Ha pasnpeneneHue npH 3paBn Aodbposomy € mpubmazntenno 0,3 I/kg Tenecno rermo.
Omenpason ce cBep3Ba B 97 % ¢ nasMeHATe NPOTEHHH.

buotpancdopmais

Owmenpa3son ce Meraboau3npa HareIHO OT ccTemara Ha maroxpoM P450 (CYP). OcnoBHaTa 4acT oT
HEroBHs MeTaboNMHU3BM 3aBHCH OT nojiuMopdHo excnpecupanns CYP2C19, otroBopeH 3a o6pasyBaHeTo
Ha XHAPOKCHOMEIPAa30s1, OCHOBHUA MeTabonuT B mnasMaTa. OctaHanara 4acT 3aBHCH OT Apyra
cnenuduyna usopopma, CYP3 A4, otroBopeH 3a o6pazysaHeTo Ha oMenpason cyiadoH. Bucokusar
‘apuanTeT Ha oMenpa3on kbM CYP2C19 naBa BE3MOXKHOCT 33 KOHKYPEHTHO HHXHOHpane H METaOOIHTHO
NeKapCTBO-ICKAPCTBEHO B3auMoaelicTBre ¢ ApyrH cybcrparu 3a CYP2C19. Bunpeku ToBa, nopaas ciabd
apnauTer KbM CYP3 A4, oMenpa3on HAMa NoTeHIMAT Ja HEXHOnpa Metabonusma Ha apyra CYP3A4
cybcrpath. OCBEH TOBa, OMENpa3oit HE OKa3Ba NOTHCKAM edekT BupXy riaasHATe CYP cH3HMH.

[Tpr npubnusurento 3 % or Ganara paca | 15 - 20 % ot asuaTtuure nuncea pynxkumonanen CYP2C19
€H3HM, TaKa HapeueHHuTe ciabn Merabonusarops. Ilpu TaknBa HHAWBAIH, MECTAOOMHIMBT HA OMENPA30
BEPOATHO Ce KaTanusupa ocHOBHO upe3 CYP3A4. Cnen npoabIDKHTENHO NpAIokeHue Ha 20 mg
OMENPa3oJl SAHOKPATHO AHEBHO, ce Habmogasa 5 1o 10 wsTH no-sucoka cpeaHa AUC npH cnabute
MeTaboIH3aTOPH, OTKOIKOTO NpH REANBHIY ¢ hyHKEoHaneH CYP2C19 eH3AM (€KCTCH3UBHH
MetabonuzaTopu). Cpeannre cTOHHOCTH HA MAKCHMAJIHHTE NAa3MEHH KOHLECHTPAMY ca I0-BUCOKH C 3

0 5 mbTH. Te3u KOHCTaTaUMH HE Ce OTPAa3fABaT HA JO3MPOBKATA Ha OMENpasoll

———r ——— - - ——r—r - - -

Esmvmuaupane
IInasmMeHAAT NOMY>KUBOT HAa OMENpa3oll 0OHMKHOBEHO € MO-KBC OT SAUH 9a¢ H el €THOKPATHO H CIIER
MHOTOKPaTHO MEPOpaiHO NPHIIOKESHNE Ha eJHOKpaTHa JHeBHA o3a. OMemnpas3on ¢ eTHMHEHDPA HATBIHO
OT Ma3MaTa MeXAY Jo3HTe Oe3 TEHAEHIMA 32 KyMYyJIHpaHe PH eAHOKPAaTHO AHEBHO NpHnoxeHnue. [Toaru
80 % or nepopanHaTa fo3a OMENpPa3oi ce eKCKpeTHpaT KaTo MeTabonHTH B ypHHATA, OCTaHAIATa YacT,
NPOU3XOXKIAlNa OT KIIbYHATA CeKpelHa — upe3 dereca.

JInHeHHOCT/HENMHEHHOCT
AUC Ha oMenpa3on HapacTBa IPH MHOTOKPATHO NpWIOXkeHHe. ToBa HapacTBaHe € A0303aBHCHMO H BOJIH
A0 HeIHHENHA Bpb3Ka A03a-AUC cnen noBTopHO npuaoxeHue. BpeMe- H 10303aBHCHMOCTTA CE€ HBIDKAT
Ha NOHMKeHH first pass MeTaGonu3BEM H CHCTEMEH KIHPBHC, BEpOATHO mopazu notuckane #a CYP2C19
€H3MMA OT OMENPa30Jl /UM HEeroBHTE MeTabouTH (Hanp. cyadon). He e otkp 30T, KO#HTO fa
MTOBJHABA CTOMAIIHATA KUCEITHHHA CeKPEeIHs. N
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CrefHalIHH NONYIAIHA

Yeprnodpobro yepexcoane
MeTabonu3MbT Ha OMENpa3ol NpH NALHEHTH ¢ YepHOAPOOHa AHCPYHKIHA € HapyIIeH, KOETO BOAH A0
HapacTBane Ha AUC. OMenpason He KyMyJHpa IIPH €JHOKPATHO RHEBHO AO3HpaHE.

Bvbpeurno yspexcoane
QapMaKOKHHETHKATA HA OMEMPa30JL, BKIYHTEIHO CHCTEMHATa OHOHATTHIHOCT H CTCNEHTA Ha

eNMMHHHAPAHE, Ca HEMPOMEHEHH NPH NAUHEHTH C MOHIKeHa OB0pedHa GyHKIHAA.

Hayuenmu ¢ cmapyecxa ev3pacm

Crenenra Ha MeTabonH3HpaHe HAa OMEINPa30l € HaMaJIeHa MpH MalHeHTH B cTapYecKa Bb3pacT
(75 - 79 roguHN).

ITeduampuuna nonyaayusn

[InasMEHHTE KOHIIEHTpALHH Ha OMENPas3ol ¢a noAoOHH Ha Te3H, YCTAHOBEHH NPH BH3PACTHH, KOTaTo CE
OpHUIara 3a JIUCHHE Ha Jela Haa | roJMHa B iperiopbyuBaHuTe No3H. IIpH aena Ha Bp3pacT noA 6 Mecela,
KJIMPBHCHT HAa OMENpa30Ji € HUChK, NOPaJH HeOCTaTh4eH KanauTeT 32 MeTabonA3HpaHe Ha OMerpasol.

5.3 IIpeaxnnHAYHHE AaHEE 33 GesomacHocT

[Ipr NpoxbDKUTENHA H3MHTBAHKA BHPXY ILThXOBE, TPETHPAHH C OMENpa3oil, ce HabIoaBa XHNEpIIIa3Ha
Ha croMamHuTe ECL-kneTkn u kapusHouan. [IpoMeRHTe ce Tb/DKaT Ha XHNepracTpHHEMHA BCISACTBHE
NOTHCKAHE HAa KHCENTHHHATA cexpennA. I[loao0Hu oTkpuTHA Ca HaupaseHH ciea neyeHue ¢ H2-
penenTOPHE AHTATOHHCTH, HHXAOHTOPH HA NPOTOHHATA MOMIIA M CJIER napuuanHa pysaexromusn. Tesn
NPOMEHH HE CE AbJDKAT HA JHPEKTEH e(eKT Ha HAKOE OTASIHO AKTHBHO BEHIECTBO.

6. PAPMAIIEBTHYHHA JAHHH
6.1 ChoHEchK HA DOMOIQHHTE BenIeCTBa

Kancyna:
3axapHH cdepH (LlapeBHYHO HHIIECTE, 3aXap03a W Boja)

Crnon#uMep Ha METaKpHIIOBA KHCEMHHA-eTHIakpuiar (1:1) aucnepcHs N

XunpoMenosa

Tank

ManmnToa e
Makporon 6000

TaranoB guokcun (E171)

[Tomucopbar 80

Hunarpuee ¢pocar

Harpues naypuicyngdar

Kancyana obsuska:
Kenatux

Bona

Turanor guokcug (E171)
XuHONMAHOBO Xbiro (E104)
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6.2 HecsrBMECTHAMOCTE
Hama u3pecTHH.
6.3 Cpok Ha rogHOCT

OnaxoBka 3a KancyJiH: 3 roAHHA
baucTepra omakoBKa: 3 rogdHH

6.4 CpenrajHH YCI0BHS HA ChXpaneHHe

Omnaxopka 3a kancynu: Jla ce cexpansea noa 30°C. Onaxoskara Tpa6Ba BHHArd fa Ob2ie WIHTHO
3aTBOPEHA, 34 JIa C€ IpEeANa3H OT BJara.

bmictepna onaxoska: [la ce cpxpanasa nog 25°C. /la ce ¢bxpaHsBa B OPHIHHANHATA ONAKORKA, 33 Aa CC
MpeAnasy oT Buara.

6.5 /IaHHH 33 ODAKOBKATA

OPA-ALU-PVC/ALU 6nucrep:
1, 14, 15 xancynH

Konreiinepu HDPE /onakoBka 3a kancynu/ ¢ PP xanauxa (ChABbpkaliia CHIHKAreJ KaTo CyLIHTeN):
7, 14 kancynu

He BCcHYKH BHIOBE ONTAKOBKM MOraT Ja ObAar mycHAaTH Ha nasapa.

6.6 CroenmanHH NpeaANAZHA MEPKH IPH H3XBLpJISHE

HaMa crniendanay H3MCKBaHHA 33 H3XBLPIHE.

HenznonspaHuAT ACKapCTBEH MPOAYKT HITH OTHAABYHHTE MATEPHAIK OT Hero TpaOBa fla ce H3XBBPIIAT B
CBOTBETCTBHE ¢ MCCTHUTE H3KCKBAHMS.

7. NPHTEXATEJ HA PAE!EEiHEMTO 3A YIIOTPEBA .
TevaB.V.

Swensweg 5 G e e
2031 GA Haarlem

Hunepnanaus

8. HOMEP(A) HA PAIPEIIIEHHETO 3A YIIOTPEBA

Per. Ne 20100029 - - - -

9. JATA HA ITBPBO PA3ZPEIIIABAHE

Jlata Ha mbpBo paspemasane: 14.01.2010 r.
HNara Ha nocnenHo noasosapane: 04.12.2013 r.
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10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

_ —_—— —_— = ——
J— . ———r
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—_ - —_ = -
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