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Emanepa 20 mg cromaurHo-ycTOHUHBH TBBbPIH KancyJi | Paspetenue M
Emanepa 40 mg cToMamHo-yCTOHYMBH TEBPAM KAMCYAH ! BG/MAMP - é, L2753 —,!(3 12-0i- YilrA]
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Emanera 20 mg hard gastro-resistant capsules
Emanera 40 mg hard gastro-resistant capsules

2. KAYECTBEH H KOJIMMECTBEH ChCTAB

Emasepa 20 mg cTOMallHO-YCTOHYHBY TEHPAN KATICYIIH
Beska cTOMAHO-YCTORYUMBA TBBP/A Kancyla chAbpika 20 mg e3oMenpason {esomeprazole) (kaT10

MarHe3HeB JHXHAPAT).

Ematepa 40 mg cToMalHO-YCTOHYHBH TBHPAH KAaNCyau

Beska cToMaliHO-yeToHUMBA TRBpAA Kancy/ia chabpka 40 mg e3omenpason (esomeprazole) (karo
MArHe3HEB JUXHApPAT).

[ToMOIIHH BEIECTBA C H3BECTHO JIEHCTRHE:

20 mg croMaIuHo- 40 mg cToMailHo-
YCTOHYHMBH TBHPIH YCTOHYHBH TREP/IH
KancyJsu Karcyniu
33xaposa 28,464-32,556 mg 56,92865,111 mg |

3a nbLAHAA CIMCHLK HA IOMOMHHTE BELIECTRA, BHK To4ka 6.1.

3. JEKAPCTBEHA ©®OPMA

CTOMawHO-yYCTOHYHEH TBEPAM KanNcyiH

20 mg:

TsanoTo ¥ kanavero Ha KancyJsaTa ca CBETAo po3osH. Kancynnre cbabpixatT 6614 10 NOYTH Denu
NeNeTH.

40 mg:

TanoTo # KanaueTo Ha KafcynaaTa ca noyTd posoed. Kancynnre cbabpxkart Gend a0 nouty Senk
NEJIETH.

4. K/HHHAYHH JAHHHA

4.1 TepaneBTHYHH NOKAIAHAN

Emanepa xancynu ca nokasaHH 3a Jed4eHHe Ha Bb3PACTHH IIPH:
I'acTpo-esodareanna pedpaykcna Goaect (TEPB)

- neveHue Ha epo3uBer pedurykceH esodarur

- MPOAL/DKHTENHO IEYEHHE HA MALEEHTH C 031PaBs €30(aruT 3a NpeAoTBPATABAHE HA PELIMINB
- CHMITTOMATHYHO JieYEHHe Ha racTpo-ezodareanta pedutykcHa 6onect (IEPB)

B xomOEHAIHS ¢ MOAXOASIA ARTHOAKTEPAAIHA TEPANEBTHYHA CXEMA HA Jied
epanuxanua wa Helicobacter pylori n:
- 3a3]paBABAHE HA NYONCHANHA A3ea, cBLp3aHa ¢ Helicobacter pylori n

N
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- NPEIOTBPATARAHE HA PELHIME HA NETTHYHH S3BH NPH NaLMEHTH ¢ A383, CBbp3aHa ¢
Helicobacter pylori

IanuenTH, H3ACKBAIH NPOALTKATean0 Jeuenne ¢ HCIIBC:

- 3a3/1paBRBaHe HA CTOMALlIHA A3BA, CBbp3aHa ¢ nevedHe ¢ HCTIBC.

- Npo¢HIaAKTHKA Ha CTOMALlHA H AyOJEeHatHa A3Ba, MPHIHHEHH OT nevende ¢ HCTIBC npu
PHCKOBH MALHEHTH

HOIU.]'I:p)IEﬂHe HA XEMOCTA3ATA H [IPEBEHOHA HA NOBTOPHO KbPBCHE OPH CTOMANIHA HIH
KyoAeHAXHA AIBA clle] Aeqense ¢ nadynonen pasreop

Jlewenne na cunapom na Zollinger Ellison

Emanepa croMalliHO-vCTOMYYBH TRBDAH KANCYTH 33 MOKA3AHH MPH FOHOIH Ha BhipacT #aa 12 roguHH
3a.

I‘acrpoesoq:arnanna pedaykcna 6onect (CEPB)
JeYEeHHE Ha epPO3HBEH peduIyKceH e30garuT

- OBIATOCPOYHO JICYEHHE HA MALHEHTH C H31eKyBaH €30(aruT 3a NpeAoTBPATABAHE HA NOBTOPHA
nossa

- CHMIOTOMATHYHO JIeueHHe Ha ractpoe3ogarnanHa peduykcna 6onect (I'EPB).

B xomMGnHANNA ¢ ARTAGHOTHIH NPH JieueHHAE HA JyoJeHAIHa 93B3, npuunnena ot Helicobacter
pylori.

4.2 Jio3HpOBKA H HAHH HA NPHJIOKeHAE

HOSH[QBKE.

Bun3pacTan:

I'acrpo-ezodareanna pedpaykena Gonecr (I'EPB)

- Jevenue na epozusen peayrc-ezogazum
40 mg BeAHDK JHEBHO B IPOARDKEHUE HA 4 CEAMMIIH.
Mpenopruea ce AOMBAHUTETHO 4-CEAMHYHO JICUEHHE TIPH MALHEHTH, MPH KOMTO €30 aruThT He
€ 3a37paBal HIH CHMITOMMTE NEPCHCTUPAT.

- IIpodvaocumenno JeneHue HA NAYHENMU CbC 3A30PAGKA e30Pazum 3a npedomspamasane Ha
peyudus
20 mg BeAHBXK AHEBHO.

- Cumnmomamirino aeuenue na zacmpo-esopazeara pedayrcna borecm (I'EPE)
20 mg BeAWbXK AHCBHO NPH NauueHTH 6e3 esodarut, AKO HE ce MOCTHIHE KOHTPOJ Ha
CHMITTOMHTE ClIEA 4 CEAMMLIM, MALMEHTHT TPAORA a ce u3cneapa AoMbIHHTeNHO. Criea kaTo
CHMIITOMHTE OT3BY4AT, NOC/EABAL KOHTPOJI HA CHMITTOMATHKATA MOMKE [1a C€ JIOCTHTHE KaTo ¢e
B3emar 20 mg Beansxk AHeBHO. [IpH HeoBX0AMMOCT NalmeHTHTe MoraT Aa npuemat 20 mg
BeHBX AHEBHO npu Hy:kAa. [Ipu nauventu siexysank ¢ HCIIBJL, npH KOHTO € HanMLle pUCK OT
Pa3BHTHE Ha CTOMALIHA %3Ba U A3BA HA JIBAHAZECETONPLCHHKA NIPU NOC/ISABALLIAS KOHTPOM Ha
CHMITTOMATHKATA HE CE MPENopbYRa NPHEMAHE Ha IEKAPCTREHHA NPOIYKT TIPH HYX/Aa.

B xomOuuanss ¢ noaxoaRma aHTHGAKTEPHAIHA TepaneBTHYHA CXeMa HA JICUCHHE 3

epapaxauna na Helicobacter pylori u:

- 3a30pasasane Ha OyoOeRIHa A36a, cevpsana ¢ Helicobacter pylori

- npeoomepamABane HA PEYUOUS Ha RENMMUYHU A36YU NPU NAYUERMU C A3IEA,
Helicobacter pylori 20 mg Emanepa ¢ 1 g amokcHuHH U 500 mg knapu
BCHYKHTE [BA ITETH JHEBHO B MPOAB/KEHHE Ha 7 AHH.




HanunenTn, ayaaemn ce oT Hpoab/okATeNHA Tepanua ¢ HCIIBC
- 3asdpasasane na cmomauina szea cevpiana ¢ HCIIBC:
Obuuaiinara no3a e 20 mg BeaH®xX AHeBHO. [IpOAL/IDKHTENHOCTTa Ha JleueHueTo € 4-8
CEIMHLIH.

- Ipogunaxmuxa na cmomamna u dyodenanna azea, npuvunenu om sevenue ¢ HCIIBJI npu
PUCKOBU nayuenmu.
20 mg BeaHBK JHEBHO.

IToaabpxane HA X€MOCTAIATA H NPeBeHNHA HA HOBTOPHO KbpPBeHE IIPH CTOMAIIHA HIH
AYOAEHAJNHA H3BA cJie]l JeYeHne ¢ KHpyIHOHEH pa3TBOP

40 mg BeHBXK QHEBHO 3a 4 CEAMMIH Cleq i.V.HHIYHHpaHa MPEBCHLHA Ha KbPBEHE MPH NENTHYHA
A3B4.

Jlevenne ga canapom ua Zollinger Ellison

IIpenopruBaHaTa nxproHavANHa no3a ¢ Emanepa e 40 mg ABa mbTH AHeBHO. B nocneacTeune
Jo3upoekara Tpabea na Obhae chobpaszeHa ¢ HHAHBUAYATHHTE HY:KIH H JIEYEHHETO 12 NPOABIDKH B
3ABUCHMOCT OT KIIHHHYHHTE MOKa3aTend. Bp3 ocHOBa Ha HATHYHMTE KIHHHYHH JaHHH [10-TOMSMA
4acT OT MALHEHTHTE MoraT Aa OBAaT KOHTPOMHPaHH MpH A03H oT 80 1o 160 mg e3oMenpa3on AHEBHO,
[Ipu nosuposka aan 80 mg AHeRHO, fo3aTa TPA6BA Aa ce pa3lc/iv B JBa TIPHEMA Ha JIEH.

Creyuarnu Ronvaauuy

Hayuenmu ¢ Ovbpeuno yapescoane

He e HeoDxonMMO KOpHIMpaHe Ha lo3aTa NpH NaiesTH ¢ yBpeaeHa 6b0peuna dyrxuma. [lopamu
OrpaHH4eHus OTIMT NPH NALHeHTH ¢ Texxka Op0petHa HeOCTATHYHOCT, TAKKHBA MalleHTH TpAbBa na
ce NeKyBaT BHUMaTenso (BHK pazaen 5.2).

Hayuenmu ¢ veproopotno yepexcoane

He ¢ HeoOxoauMo kopurupatie Ha p3ata NpY MALMEHTH © IEKO 10 yMepeHo sepHoapobno
yepexaane. [Ipu naipesTy ¢ Texkko YepHoApobHO yBpexxaaHe He TpADBa 4a ce HAOXBBPIIA
Makckmansa ao3a ot 20 mg EManepa (Bxk. rouka 5.2).

Hayuenmu 6 cmapyecxa ev3pacm
He e neobxoaumo kopurupase Ha fo3aTa NpH NalWeHTH B CTAPYECKA BB3PacT.

Heduampuuna nonynayun

IOnomn na Buipact naa 12 roqnnn:

l"aapo—ezot]:area.lma pebaykcna 6onect ('EPB)
TIEYEHHE Ha epo3HBEH pediryke-e30darur
40 mg BeHBK THEBHO B MPOABIKEHHE HA 4 CEAMMLIH
ITpenophuBa ce TONLIHNUTENHO 4-CeIMUYHO JIEYSHHE NMPH NAIMEHTH, [IPH KOMTO e30(arnTsT He
€ 3a31paBa WIH CHMITTOMHTE NepcHCUTHPAT.

- NPOABLIDKHTENHO JIeueHHE HA MALKEHTH CBC 3a3ApaBai €30(aruT 3a NpeaoTBpaTABaHe Ha
peuHIuB
20 mg BeJHBXK QHEBHO

- CHMATOMATHYHO JiedeHHe Ha racrpo-e3otareanua pedrykcra Gonect {TEPE)
20 mg BeAHBXK JHEBHO MPH NalHEHTH 03 e30(aruT. AKO HE C& NOCTHIHE KO
CHMINITOMMTE cllell 4 ceAMUIH, NalHeHTET TPAORA Ja ce M3C/ICABa JOMBIHHTEN
CHMITTOMMTE OT3BYYAT, MOCIEARAL KOHTPO Ha CHMITOMATHKATA MOXKE Aa Ce
B3emaT 20 mg BeqHEK ASHBHO.



Jlewenne na nyofena/na s3B8a, npuunnena or Helicobacter pylori

Tpu uzbopa Ha noaxonaa KoMOHHHpaHa Tepanus, TpAGBa Aa ObAAT B3CTH B MpeABHI opHLMATHHTE
HALIMOHAIHH, PETHOHATHH H JIOKAIHH YITETBAHHA OTHOCHO DaKTepHanHaTa yCTOHYHMBOCT,
NpOABAHTENHOCTTA HA NeueHUeTO (Hal-4ecTo 7 AHn, HO NOHAKOra /1o 14 AHH), H NOAXO0JAIICTO
M3MON3BAHE Ha aHTHOAKTepHanHH areHTH. JleueHueTo Tpabea aa 6bae HabnOAABAHO OT CHIELHMATHCT.

IIpenopbuMTeaHaTa AO3HPOBKA €:

Terno Jo3nposka

30-40kg KomGuHatus ot aga antuOroTHka: Ematepa 20 mg, amokcHumnud 750 mg n
KNapUTpOMHULMH 7,5 mg/kg TellecHO TETIo ce MpUeMaT 3ae1HO JBa MbTH JHEBHO
32 e/lHa CeAMHLA

> 40 kg KomGunauusa ¢ apa antubHoTHKa: Emanepa 20 mg, amokcuumnua 1 g o
khaparpomuiiad 500 mg ce npuemar 3aeHo ABa ITBTH JHEBHO 32 €IHA CEIMHLA

Jena nox 12 roxamna BLIpact
Emanepa He TpabBa na ce npuara npH Aetla nol 12 roqMinHa BE3pacT, Thi KaTo HAMa HATHYHH
NaHHH.

Hauun nva npunoxenne

Kancynure Tpabpa aa ce normsar uens ¢ Boaa. Kancynmure He TpabBa fa ce 1bBYAT HAH CMAYKBAT.,

IIpu nampeHTH, KOMTO ce 3aTPYAHSABAT Ja NperiblaT, Kancy/IHTe MOTAT A ce OTBOPAT H [ENETHTE Aa
Ce CMECAT C MOJIOBHH 4alla HerasupaHna soga. He TpabGea 1a ce H3non3par Apyry T€4HOCTH, Thi KaTo
CTOMAIIHO-YCTORYHBOTO MOKPHTHE MOXE [1a ¢ pa3TBopH. Bogara ¢ nenerure ce H3NMBa He3abaBHO
HIH B paMKkHTe Ha 30 MuHyTH. YainaTa ce W3MIaKkBa ¢ OJIOBHH 4Yallla BOJAA H ChABPKAHHETO e
usnnea. [lenerure He TpaCea ga ce THBYAT HIH CMAavKBarT.

Tlpu maupeHTH, KOHTO He MOraT /1A MOTIBIIAT, KATNCYJIMTE MOTAT Aa Ce pa3TBOPAT BbB BOJA H
PasTEOPDLT Ja ¢& NPHIOKH ¢ MOMOLITA Ha Haso-racTpanHa conaa (=16 Fr - 1Fr= 0,33 (mm) (B:K. To4ka
6.6).

Jla He ce noriBLIA Kancya AECHKAHT, KOATO € OCTABEHA B KOHTEHHepa.

43 IIpornBONOKA3AHHAA

CBpBEXUYBCTBHTETHOCT KM aKTHBHOTO BeLECTBO, CYOCTHTYHpaHH OEH3IMMH/IA30/TH WK HAKOA ApYra
CBCTAaBKAa Ha JIEKApPCTBEHUA MPORYKT, H3bpoeHH B Toyka 6.1.

Ezomenpason He Tpa6Ba fa ce npuiiara €IHOBPEMEHHO C aTa3aHaBHP W HendHHABHP (BXK. TouKa 4.5).
44 CroenHalHH NpPEAYNPEXACHAS H CHCHHAIHE OPEANATHH MEPKH NPH yuoTpeba

TpK HATHYHETO HA KAKBHTO H Aa 6110 00€3NOKOHTENHH CHMITTOMH (HAnp. 3HAYHMa 3aryba Ha Terno
0e3 NaUMEHTLT A CH € MOCTABAN 3a e/ PeAYKLMA Ha TErNIOTo, NOBTAPALIO Ce MOBpbUIAHe, Aucharus,
XEMaTeME3HC HH MESIEHA) H B CITYYAHTE, B KOHTO C¢ MO03HPa WIH € JUarHOCTHUHpaHa CToMaliHa
A3Ba, TPAORA Na C& H3KIIOYM HAMTHYHETO Ha AI0KAYeCTBEHO 3a0onaBaHe, Thil KaTO TeYEHHETO C
EMaHepa Moxie 1a 3aBOANMpA CHMITTOMHTE M 12 3a0aBH THACHO3aTA.

[IpoabokHTenHa ynorpeda
IManpeHTHTE Ha MPOABIKHTEAHO Jie4eHHE (0CCOEHO TE3H, KOUTO MOMYYaBaT Tep,

roauHa) Tpabea ga ca non pelogHO HaGnoaeHue.

JleyeHue npy HY¥KIA




Ha nainenTiTe, KOUTO ce TEKYBAT caMo [IPH Hy*71a, TpAOBa Aa ce 0ObpHE BHHMAHHE Aa Ce CBbPXKAT
He3a0aBHO C NEeKyBallHsA CH JIEKap, aKO CUMITOMHUTE HM IMPOMEHAT XapaKrepa CH.

Epanukauns va Helicobacter pylori

Koraro ce npeanuicea ezoMenpason 2a epaaukauus Ha Helicobacter pylori, TpaGea na ce umar
NpeBH/I BE3MOXHHTE NIEKAPCTRBEHH B3aUMOJEHCTBHA HA BCHYKH KOMMOHEHTH Ha TPOHHATa TepariHs.
KnapurpomuunH ¢ Momen uaxuGuTop Ha CYP3A4 1 ToBa TpaOea na ce B3eMe MPEBH/L, KaKTO U
NMPOTHEOMOKA33HUATA H B3aWMOICHCTBHATA HA KIAPHTPOMHLIMHA, KOraTo TpoiHaTa Tepanuys ce
NpHiara Npu MaUHeHTH, KOHTO B3eMaT €THORPEMEHHO JPYTH JIEKApCTBa, MeTaboMHU3HpaLlH CE OT
CYP3A4 karo umzanpuz.

CToMalHo-4peBHH HHEKIHH
Jleuennero ¢ *HxUOKUTOPH HA IPOTOHHATA MOMIA MOXKE [13 AOBEE 1O JEKO MOKAYBAHE HA PUCKA OT
CTOMallHO-4YpeBHH HHGpeKuun Kato Salmonella u Campylobacter (Bx. Touka 5.1).

Abcopbuuara Ha Buramun B12

Ezomenpason, KAKTO BCHUKH KACETHHHO-0IOKHPAINy 1eKapeTRa, MOXE Ja Hamann abcopbumaTa Ha
BHTamMun B12 (umaskobanamun) nopaau xuno- wiu axnopxuaphs. Tosa Tpabea na 6eae B3eTo nox
BHHMAHHE MPH NMALMEHTH, ¢ HUCKH CTOMHOCTH WITH NIPH HANTHYHME HA PUCKOBH (aKTOpH 3a HaMalleHa
abcopOuua Ha BuTamMuH B12 npu npogsmxuTeisa Tepanis.

XHnoMarHesHemus

Ipa naumenTy, TekyBaHu ¢ HHXHOUTOPH Ha npotoHHata (MIIT) kato e3omenpason B NPOABDKSHHE
Ha Hali-MaNKo TPH Mecela, a B OBEYETO CTydaH U Ha FOJHHA, HMa ChOOLLCHHS 33 TeXKa
xunoMarHesnemus. CepHO3HH NPOABH Ha XHIIOMarHe3sHEMHS KaTo rafeHe, TeTAHHA, ACTHPHYM,
KOHBYNICHH, 3aMAagHOCT H KAMEPHA apHTMHA, MOTAT [1a C€ NPOABAT, HO TE MOTAT Aa 3ano4YHAT
Hezabens3aHo H Aa 6baaT npenebpernaty. [Ipu noBeveTo OT 3aCErHATHTE MALKMEHTH
XHNOMAarHe3sHEMHUATA NIPEMHHABA CJIE]] IPHEM Ha MarHe3ueBH J00aBKH K NPEKpPaTABAHE HA JICHEHHETO
¢ MITIT.

Ipn naumenTH, 338 KOUTO ¢e OYAKBa, e e ObJaT HAa NPONBJDKHTEIHA TEPANHA, HiIHA KOHTO MPHEMAT
HINI1 ¢ aurokcHH KWnH NekapcTBa, KOWTO MOTAT /1a MPHYHHAT XMMOMarHe3HeMud (Hanp. IHyPETHLH), e
HeoDXOQHMO MEAHLIHHCKUTE COELIHANMCTH Aa B2¢MAT 1101 EHHMaHHE H3MEPBAHETO HA MATHEIHEBHTE
HHBA [IPSIH 3arovBaHe NCYEHHETO C I{l'[H, KAKTO H ICPHOAHYHO 110 BpEME Ha TEPATHATA.

Puck om ppaxmypu

HuxubuTopurTe Ha MPOTOHHATA NOMTIA, 0COOSHO AKO C€ H3MON3BAT BbB BHCOKH JO3H IPOABIDKHTEITHO
Bpeme (Haa | roauaa) morar cnaGo na nosrwiat pucka ot ¢gpakrypa Ha 6eqporo, KWTKaTa WIH
rpuOHAYHHA CTHIO, MPeUMHO NPH NAUMEHTH B HAMPEAHANA BH3PACT HIH NMPH HATMYHE HA JPYTH
puckos# (aktopu. [onpobrn W3cTeaBaHNA, NTOKA3RAT, Ye HHXHOMTOPHTE Ha MPOTOHHATA MOMIA,
MOTAT [a NOBHIIAT 0OMAT puCK OT ¢pakTypH ¢ 10-40%. Yact ot TOB2 MOBHINIABAHE MOXKE Ja Ce
IBIDKH Ha ApYTH pHckoBH dakTtopH. [TaiMeHTHTE, PHCKOBH 3a ocTeonopo3a, Tpabea aa noyuar,
cnopel cbBpeMeHHUTE KNMHHYHH HACOKH, AIEKBATeH NIPHEM HAa BHTaMKH DD W Kanuuii.

Cybakyten koxen aynyc epureMatoaec (SCLE)

HuxubuTopHTE Ha MPOTOHHATA MOMITA €4 CBBP3aHH ¢ MHOTO peaky ciyyaun Ha SCLE. Axo ce nosiear
JIE3UH, 0COOEHO B YHaCTbLH OT KOXKATA, H3N0KEHH HA CITHHYERH JIb4YH, B KO Te Ca ChIIPOROJACHH ¢
OOJIKM B CTaBHTE, NALMEHTLT TPAOBA He3abaBHO A2 MOTHPCH MEAHUHHCKA MOMOLI U MEAHLHHCKHAT
CHEUMATHCT cnelea Ja oOMHCIH clipaHe Ha pHema Ha Emanepa. SCLE, HacTeNUN Cea NPeAXoaHO
neueHHe ¢ MHXHOMTOP Ha TMPOTOHHATA MOMIIA, MOXE /12 yBesiun pucka ot SCLE npu ynorpefa Ha
JpYrH HHXHOHTOPM Ha MPOTOHHATA MOMIIA.

KoMOHHUpaHE ¢ APYrH NEKApCTBEHH NPOIYKTH
EnnoBpemeHHaTa ynotpeba Ha €30MeNpasos ¢ aTa3aHaBHP HE € NPEROPbUMTE/IHA (BHX P
AKo ce NpelieHH, Ye KOMOHHHPAHEeTO Ha aTa3aHaBHP ¢ HHXHOHTOPH Ha MPOTOHHATA 110
Heu30exHo, ce NPpenopLYBa BHUMAaTe/leH MOHMTOPHHT ¢ MOBHIIABAHE Ha 03aTa Ha
400 mg cbe 100 mg puronaeup, karo He 61Ba Aa ce HaaBuwasa 20 mg e3omenpasogp.

Ezomepazon € CYP2C19 nuxuburop. [Ipu sanoysailio Wik MpH MPHKIOYBALID JIE



€30MenpazoN ¢ HeoOX0AHMO a C& MMa NPEABH/ TOTEHLHATHOTO B3aHMOREHCTBHE C JICKAPCTBA,
meTabomuzupaiu ce or CYP2C19. Habmomaga ce B3anMo/IelicTBHe MEKTY KIOMUAOPTen H
omenpazon (Buxk Touka 4.5). KnuuMuHoTO 3HaueHHe Ha Te3H B3aMMOEHCTBHA He € ACHO. 3a Ja ce
MpeoTBPATH TOBA, KaTO NMPeANna3Ha MAPKA MOXE Aa Ce H3MOI3Ba KOMOHHALMA OT €30MEeNpason H
KIOMUACPren.

Koraro ce npeanicea e3oMenpason 3a JeueHHe Npl HyKJa, TpaOBa Aa ce MMa npeABH),
BE3MOKHOCTTA 38 B3aUMOJCHCTBHA C APYTH JIeKapcTRa, AL/KAIM ¢ HA (IYKTYHpaHETO Ha
NIa3MeHUTe KOHLIGHTPALMH Ha e30Menpa3oa (Ek Touka 4.5).

[Topnuapane Ha nabopaTopHHTE pe3yATaTH

[TopumeHoTo HUBO Ha XpoMorpaHidH A (CgA) Moxe 1a IOBNMAE HA H3CTEBAHHATA 34
HEBPOCHIOKPHHHM TYMOPH. 3a A2 ce u3berte Tosa B3auMoaeiicTaue, teueHuero ¢ EManepa Tpabea na
ce Crpe BPpEMEHHO Hali-MaJTko 3a 5 AHM npeaH onpenensHeTo Ha CgA (Bxk. Touka 5.1). AKo HHBaTa Ha
CgA u racTpHHa He ca ce Bb3CTAHOBWIH B pedepeHTHHTE CH IPAHHLIA Clle]l HAYATHOTO CTpeesHe,
HEMepBaHeTo TpAaOBa na Obe NOBTOPEHO 14 AHM Clell cnHpaHe HA JIeUEHHETO ¢ HHXHOMTOD Ha
NPOTOHHATA MOMIIA.

3axapoza

EMaHepa chabpxa 3axapo3a. [TauHeHTH ¢ peaKkH HACIeACTBEeHA NpodeMH Ha HENMOHOCHMOCT KbM
$pyKTO3a, FMOKO30-TANAKTO3HA MaTaGcopbLIMA HITH 3aXapo30-H3oMaiTaseH AeduuMT He Tpsabaa Aa
TIPHEMAT TOBA JIEKapCTBO,

Harpuii

Toea sekapcTBo chAbpKA 00-Manko or 1 mmol natpnii (23 mg) Ha kancyna, T.e. MOXE /J1a Ce KaKe, Ye
MPaKTHYECKH HE ChAbDIKA HATPHH.

4,5 BsaamogeiicTBHe ¢ IPYTH JIEKAPCTBEHH NPOIYKTH H APYTH (OopPMH HA B3aHMOAEHCTBHE
EdexTH Ha e30MeNnpa3ona Bupxy apMakoKHHETHKATA Ha APYTH JIeKapcTBA

Hpomeaznu unxubumopu
HMa cHoBILEHH 3a B3aNMOACHCTBHE HA OMENPAa30J1a ¢ HAKOH NPOTeasHd HHXHOHTOPH.

KnrAvyHOTO 3HaYeHHe 1 MEXAHH3Ma Ha Te3H JOKNIaJABaHH B3aHMOJEHCTEHA He BHHATH Ca H3BECTHH.
[MoBHuIeHOTO cToMAaHO pH MO BpeMe Ha IEYEHHETO ¢ OMENPA3Oa MOXKE Na NpoMeHH abcopbuuaTa Ha
NpOTeasHHTEe HHXHOHTOPH. JIPYTrH BB3MOKHH B3aHMONSHCTBHS ca upes HHXxuOupaneTo Ha CYP 2C19.
3a noHMKEHH CepyMHH HUBA HA ATA3AHABHP M HEA(HHABHD € ChOOIIaBaHO Npu KOMOHHHPAHETO ©
OMETIpa30Jl, KATO €JHOBPEMECHHHAT HM IIPHEM HE CE NPenophYBa. EAHOBpEMEHHOTO NPHIOXKEHHE Ha
omenpaszon (40 mg BeaHbxK nHeBHO) ¢ atazaHaBup 300 mg / purorasup 100 mg npu 3apasH
ROOPOBOIIIM € JOBENO 10 3HAYHTEITHO HAMANABAHE Ha €KCIIO3HLIMATA Ha aTa3aHaBup (NpHOIH3HTENHO
75% namanenne Ha AUC, Cpax # Crin). YBeHYaBaHeTo Ha 103aTa Ha atazaHasup xo 400 mg ne
KOMMEHCHpa BIIHAHHETO Ha OMENpAa3oJ BbPXY eKCNO3HIMATA HA aTa3aHABHP. EAHOBPEMEHHOTO
npwiokeHne Ha omenpason (20 mg BeaHbXK FHEBHO) ¢ atasaHaeHp 400 mg / puroHapup 100 mg npu
3ApaBH Z0GPOBOJILM € AOBEO 10 3HAYUTENHO HAMAIABAHE HA SKCIIO3HLHATA Ha aTa3aHABHP C
npubnusuTento 30%, cpaBHEHO ¢ eKCMO3HNHATA Ha0moAaBaHa pH aTasanas\p 300 mg / puTOHABHp
100 mg BenH®x AHEBHO, Ge3 oMenpazon. EAHOBPEMEHBHUST NpHeM Ha omenpason (40 mg AHERHO)
HamansaBsa cpedHHST AUC ,Cinax 11 Cinin, Ha Hendusaeup ¢ 36-39 % u cpeano AUC ,Ciax ¥ Cuin 32
bapmMakonorHyHo akTHBHAST MeTabonut M8 e samanen cue 75-92%. IMopaau cxoanuTe
tapmakonoruyHH edexTH U GapMakOKMHETHYHH CBOMCTEA HA OMENpPasoll H e30Menpas3od,
COHOBPEMEHHMAT IPHEM Ha €30MENpPAa30;l H ATA3AHABMP HE Ce npernopbupa (Bxk. Touka 4.4), a
SHOBPEMCHHMAT MPHEM Ha €30MENpPa3oi 4 Hen(HHABHD € NpoTHBONoKasaH (BxK. Touka 4.3).

PMTaHOBHP) 10 BpEME HA JICYEHHETO CbC oMenpason (40 mg Bennbk AHEBHO). JleueH
omenpason 20 mg BeAHBXK JHEBHO HE € HMAJIO CPEKT BEPXY CKCIIO3MLIMATA HA AAPYH
eNHOBpeMEHEH NPHEM Ha PUTOHABMP).M HA aMIIPEHABHP (TIPK eAHOBPEMEHEH NpHeM

Jleueneuro ¢ ezomMenpazon 20 mg BeaHBK THEBHO HE € UMATO eeKT PBPXY €KCNO3H

J.

Eiiiuignt o}



amrpeHaBHp (¢ nin 6€3 eAHOBPEMEHHO JleueHHe ¢ pUToHaBHp). JleueHHueTo ¢ omenpason 40 mg
BETHBK JHEBHO HE € MMANO €(DEKT BHPXY €KCITO3HIMATA HA NONHHABHP (NPH €IHOBPEMEHEH NIPHEM Ha
PHTOHABRUD),

Memompexcam

Cr001asa ce 3a MOBHIIEHH HHBA HA METOTPEKCAT, KOTATO € MPHEMAH 3ae/lHO ¢ HHXUOUTOPH Ha
npoToHHaTa nomna. [IpH npuiokeHHe HA BUCOKO A03H METOTPEKCAT MOKE /14 ¢& OOMHCIIH BpEMEHHO
NpeKbCBaHe Ha €30Menpason.

Taxposumyc
Hma crobinenus, ye eIHOBPEMEHHOTO NPIIOKEHHE Ha €30MENpa30/ NOBHILABA CEPYMHHTE HHBA Ha
TAKPOJIHMYC.

Hexapcmeenu npodykmu ¢ pH-3asucuma pezopbyun

[MoTrckaneTo Ha CTOMAITHATA KHCENHHHOCT NO BPEME Ha JIeYeHHne C e30MENpason ¥ APYrd
MHXHOMTOPH Ha NPOTOHHATA MOMIIA MOXKE A HAMAJIH WIH YBEIUMUM pe3opOLMATa HA AEKapCTBa, YHATO
pezopOuma e 3asucuMa ot ctoMaimHoeTo pH. Kakro npu ynorpebara Ha apyru nekapcrea, KOHTO
NIOHHXKABAT MHTPAracTPHATHATA KHCETHHHOCT, pe30pOLHATA Ha JIEKAPCTBA KaTO KETOKOHA30/,
HTPaKOHA30I] H epJIOTHHHO MOjKe Ja 6bae HamaneHa, OKaTo pe3opOuusaTa Ha flekapcTBa KaTo Karo
AHFOKCHH MOJKe Aa 6bJie MOBHLIEHA NPH NeueHHe ¢ €30Menpa3ol. EAHOBpEMEHHOTO NPUNOKEHHE Ha
oMmenpason (20 mg AHEBHO) H IOrOKCHH IPH 3apaBH JOOPOBOILM NOBHLIABA GHOHATHYHOCTTA Ha
gurokcuH ¢ 10% (go 30% npu asama ot aecet nobporosi). JIMTrOKCHHOBA TOKCHYHOCT €
AOKJIAABAHA PAAKO. BEnpexku ToBa, MPHNOKEHHETO HA BHCOKH A03H AHIOKCHH MPH NALHEHTH B
cTapuyecka Be3pacT TpabBa na € ¢ BunMaHue. [1pn Topa TpaOBa na ce npHiara TepaneBTHYEH
NIeKapCTBEH MOHHTOPHHT HA JHMOKCHH,

Jexapcmeenu npodyxmu, memabonuzupanu upez CYP2CI9

Ezomenpazon uaxubupa CYP2C19, ocHOBHHAT ¢H3UM, MeTabonH3Hpal ezoMenpa3ona. Ilopanu Tosa,
KOraTo €30Menpasoli ce KoMOHHHpa ¢ JiekapcTea, KouTo ce MertaGonusupar or CYP2C19, kato
JHazenaM, LUTAIONpaM, HMHNIpaMUH, KNIOMHIpaMKH, GE€HUTOHH H Ap., [UIA3MEHHTE KOHLEHTPAIHH Ha
TE3M IEKAPCTBA MOXKE /1a CE YBEIHYAT H 1a C€ HAIIOXKH HaMaJieHue Ha 103aTa. ToBa Tpa0OBa jJa ce HMa
npeaegHz, ocobeHo KOraTo ce MpeAnncEa 3a JIeYeHHe [IpH HYKaa.

Huazenam
EnxoBpemeHHOTO npunoxkense Ha 30 mg e3oMenpason e goseno 10 45% HaManeHne Ha KIHPBHCA HA
cyOGerpatd Ha CYP2C19 va nuazenama.

Denumoun

EanoBpeMenroTo nprioxenne Ha 40 mg esoMenpazon e Aoseno a0 13% ypenvueHue Ha Haii-
HHCKHTE IUTa3MeHH HHBA Ha (peHUTOWHA NpH GonHH ¢ emwtencus. [IpenopbyBa ce MOHHTOPHPAHE Ha
M1a3MeHHTE KOHLEHTPaIli{ Ha HeHHTOHHA [IPH 3aM0YBaHe HIIH NPEKbCBAHE HA ICHEHHETO ¢
€30Menpasol.

Bopuxonazon
Owmernpazon (40 mg BeaHLK JHEBHO) NOBUIIABA Crax B AUC, ¢ 15% H 41%, pecnekTuBHO Ha
BOPHKOHA30J1.

Hunocmazon
Owmenpa3son, KakTo U e3oMenpason, AeiicTea kato HHXuGHTOp Ha CYP2C19. OMenpason, npuet B 103a
ot 40 mg npu 3apaBu JOOPOBONLK B KPOCOYBLP Npoy4yBaHe NoBUiana Cmax © AUC 3a nunocy
18% u 26%, CHOTBETHO, H €IHH OT HETOBHTE aKTHBHH MeTaGonuTH ¢ 29% 1 69% c1oTB

Luzanpuo

ITpu 3apaBy 1OOPOBOALH €AHOBPEMEHHOTO MpHACHKeHUE Ha 40 mg esomenpa3son e
YBEJHUCHHE Ha U10LITA NOA kpuBaTa koHueHTpauus-epeMe (AUC) n 10 31% ya
BPEMETO Ha NOMYXKHMBOT (1), HO He e HabMoAABAHO 3HAYMMO YBENHYABaHE HA MAKC



nasMeHH HHBa Ha unsanpu. Jleko yasukeHuaT QTc wHTepsan, HabnoaaBaH Ciie/l CAMOCTOATENHO
MPHICKEHHE HA LIM3AMNPHIL, HE C€ € YBEIHYHI AOMBIHHUTE/IHO, KOTaTO LM3anpua ¢ 6un 1a/1eH B
koMOHHaLmMA ¢ esoMenpason (B M pasaen 4.4.).

Bapaghapun

B paMxHTe Ha KITHHHYHO MpOY4BaHE BPEMETO 3a CLCHPBAHE IIPH [TALIHEHTH, IPHeMalllH
eaHoepemMeHHo 40 mg esomenpazon v BapatapHH He NpeBUILIaBa AOITYCTHMHTE CTOIHOCTH, Bhrpekn
TOBA, CJIE] MYCKAHE Ha Na3apa, ca HabNMoAaBaHH HAKOIKO H30JMPaHH ClTydYas ¢ KiIHHUYHA 3HAYHMOCT
HA NOBMILIEHO HHBO Ha INR. IpenopruBa ce nekapcko HabAOACHAE HA MALIMEHTHTE, KOHTO 3aN0YBaT
H MPEKPATABAT €AHOBPEMEHEH NIPHEM Ha €30Menpaso ¢ BapdapHH KM JAPYTH KyMAPHHOBH
MPOH3BOIHH.

Kaonudozpen

PezynraTi oT M3cne/iBanus npy 30paBH JOOPOBOALIM Ca NOKA3ATH, Ye PapMaKOKHHETHYHH
(®K)/dapmakoauHamuunu (D) e3aumoaeiicTera Mexay kionuzorpen (300 mg Harosapsaina
03a/75 mg nmoaAbpKalua AHEBHA 103a) H e3oMmenap3on (40 mg nepopaiiHa 103a) UMAT 3a pe3yiITar
NIOHIWXEHA eKCTIO3HIIMSA HA AKTHBHHA METa0ONMT Ha Kionuaorpen cpenHo ¢ 40% u noxoxeHo
makcHmManHo HHxuOupaHe (AJ1D-uHAYyLMpaHo) Ha TpoMbonMTHATA arperacHs cpenHo ¢ 14%.

[Tpu nw3cneasane npH 3naped 1OGPOBONLM, KOTaTO KIOMHAOIPEN € APWIOKEH 3aeHO ¢ pHKCHpaHa
no3oBa kKoMOHHaLmA esoMenpazon 20 mg + aueTancanuimnosa kucennHa 81 mg ce Habmonasa
MOHIIKEHA EKCMO3HLUMA HA aKTHBHHA METaGoNHT Ha KnonHziorpen cbe cpeano 40%, cnpamo
CaMOCTOATENTHO MPWIokKeHHe Ha KionHaorpen. Obade, MaKCHMaTHHTE HHB2 Ha uHxHOULINA Ha (AD
HHOYLHPaHa) TPOMOOLIMTHA arperalys MpH TE3H JIMLA e eHAKBa B IPYIHTE Ha KIONKHIOrpe 1
Knonuaorpen + xombunupanua (esomenpazon + ACK) npomykT, BEpOSTHO NOpany €JHOBPEMEHHOTO
npEIo#enye Ha HucKa go3a ACK.

[IpoTHBOpEYHBH NAHHH OT KIHHHYHETE npoy4yBaHus Ha OK/DJ{ B3anMoneACcTsHA Ha e30Menpasol no
OTHOLIEHHE HA 3HAYHMH CHPAEYHO-CHAORH MHLIEHTH C2 MOTYHYEHH KAKTO [IPH 0OCEepBALMOHHH, TaKa
4 NIpY KIHHHYHH NpoyueaHud. KaTo npennasHa Mapka eHOBpPeMEHHATA YIIOTpeba Ha KIOMHAOrpen
TpaOra na ce H3dArea.

H3ciiexBaHA NeKAPCTBEHE NPOAYKTH (€3 KIRHHYHO 3HATHAMH B3AHMOJCHCTEHA

Amoxcuyuaun u xunudun
JokasaHo e, ye e3oMenap30/1 HAMa KITHHHYHO 3Ha4uMH edekTy BLPXY (PapMakOKMHETHKATa Ha
aMOKCHLIMJIWH, XHHHAMH.

Hanpoxcen unu pogeroxcub

He ca ycTaHOBEH KIMHHYHO 3HAYMMH GapMaKOKHHETHUHH B3aHMO/ISHCTBHA NPH €AHOBPEMEHHOTO
MPHIOKEHHE HA €30MENIPA30/T H HATIPOKCEH HITH HA €30Menpa3of H podeKokcHb B paMkHTe Ha
KPaTKOCPO4HH KIHHHYHH NPOYYBAHUS NPOYYBAHHA.

E¢exTH HAa APYTH JEKAPCTBEHH NPOAYKTH BLPXY (papMaKOoKHHETHKATA HA €30Melmpa3ol

Hexapcmeenu npodyrmu, xoumo unxubupam CYP2C19 wunu CYP3A4
Ezomenipazon ce metabonusupa ot CYP2C19 u CYP3A4. EqHOBpEMEHHOTO MPHIIOKEHHE HA
ezomenpason M HHXHOUTOPLT Ha CYP3A4 kiapuTpoMHLIHH (500 mg Ba MBTH JHEBHO) € JAOBENO A0
yasosieaHe Ha ekcriospupaTa (AUC) Ha esomenpasona. EMHOBpeMEHHOTO PHIIOXKEHHE Ha
€30Menpa3on B koMOunupan unxubutop Ha CYP2C19 u CYP3A4, moxke 1a ioBele 10 YBeH4aBaHe
Ha eKCIIO3HLIMATA Ha e30Menpa3on noseye oT aea neTH. CYP2C19 u CYP3 A4 unxuburop
BOpPHKOHAa30J1 yBenH4yaa AUC Ha omenpason ¢ 280%. Kopekuus Ha n03aTa Ha e3oMenp
H3HCKBA IIPH Te3d cHTyaLuu. Bripeku ToRa, afanTHpaHe Ha 1o3aTa Tpa0Ba Aa ce Ma
TIAIMEHTH C TEKKO YepHOApOOHO yBpexk/aHe H KOTaTo € NOKa3aHO NPOABIKHTENTHO Jig

Jexapemeenu npodyxmu, xoumo unoyyupam CYP2C19 w/upu CYP3A4



JlekapcTea, 3a KOMTO ce 3Hae, ye uiayumpar CYP2C19 uar CYP3A4, iy u agere (Karo HanpuMep
pHGbaMIHLIHH HITH XCBIT KAHTAPHOH) MOTAT Ja IOBEAT A0 MOHIDKEHH CEPYMHH HHMBA Ha €30Menpason,
ype3 3aCHJIBAHE HA HETOBHAT MeTabOJIH3BM.

lleduampuuna nonvaayua
TIpoyuBanna 3a B3aMMONEHCTBHA Ca NPOBEHAAHK CAMO [IPH Bb3PACTHH.

4.6 ®@epruaurer, GpeMeHHOCT H KbpMeHe

BpemeHHoceT
KnuHu9HH naHHH 3a eKeno3dig Ha EMaHepa no BpeMe Ha OpeMEHHOCT ca OrpaHHYeHH.

EnugeMHOIOraYHA H3CIEABaHHA C palleMHUYHATa CMEC OMETIPa30J1 IIPH roJsaMa eKCIO3HLMA 10 Bpeme
Ha OPEMEHHOCT He NOKa3paT MandopMaTuBan HAH GeToTOKCHUHM edekTH. Macneasanus npn
HHABOTHH ¢ €30MEMPa301 He MOKa3BaT JHPSKTHH HIH HHIMPEKTHH eeKTH 10 OTHOLICHHE Ha
emOpHoHanHoTO/eTanHoTO pazeuTHE. M3cnenBaHUA NpH XKUBOTHH ¢ PALIEMHYHATA CMEC HE MOKa3BaT
AHPEKTHH WK HHAWPEKTHH €(EKTH MO OTHOLIEHHE Ha OpeMEHHOCTTA, pAXKIAHETO HITH
nocrHaranHoto passutre. [lopaau ToBa 3acera e yMecTHO Bb3gbpKate oT ynoTpeba Ha e3omenpason
NpH OpeMeHHH JKeHH.

OrapHHYEHO KOJTHYECTBO JaHHU NpH Gpemennn kel (Mexay 300-1000 ciryyan npu bpemennu
’KEHH) HE NOKa3Ba ManopMalHH HIIH GeTo / HEOHATATHA TOKCHYHOCT HA €30MENpasol.

[MpoyuBaHUATA TIPH KHUBOTHH HE MOKA3BAT AHPEKTHH WITH HHAHPEKTHH BPEIHH €(DEKTH 10 OTHOLIEHHE
HA PEnpOAYKTHBHATA TOKCHUHOCT (BXK. TO4UKa 5.3).

Kbpmene
He e u3BecTHO AaNH e30MENPa3oN e eKCKPETHPA B KbpMaTa npu vyoreka.He e HanwuHa nocTaThdHO

nHHbopMaLHs 3a eeKTHTe Ha e30Menpa3ol PH HoBopoaeHH/KbpmadeTa. [Topaau ToBa esoMenpason
He TpaOBa a ce NpHJIara 1o BpeMe Ha KbpMeHe.

Deprinurer
[Ipoy4BaHHsa NPH dKUBOTHH € paLieMHYHATA CMEC OMENPa30l, NPWIATAH NEPOPATHO, HE [TOKA3BAT
e(eKTH TI0 OTHOLIeHHe Ha depTriHTeTA.

4.7 E¢exTn BLpxy cnocobnocrTa 3a modupane i pabora ¢ MalIMHA

EzoMenpason uMa HesHaumrteneH edekt BLpXy cnocofnocrTa 3a wodMpane i pabora ¢ MalllHHH,
JloKJiaiBaHK ca HEXKENAHH JIEKAPCTBEHH Peakiidi KaTo CBETORBPTEK {HEUECTa) H 3aMBIIIEHO 3PEHHE
(panka) (Bx. Touka 4.8). AKO MalHMEHTHTE CE MOBHAAT, Te He TpAGBA Aa wodupar nau Aa paboTaAT ¢
MAIIHHH.

4.8 HexelanH JekapcTBeHH peaxkuuy

O6GobuieHne Ha npoduna na GezonacHocT

InaBoboinue, OOMKH B KopeMa, AHapHA H TaJICHE €a Cpell Te3H HEXKETaHH JICKAPCTBEHH PEAKLIMH, KOHTO
ca GHTH Half-9ecTO MPH KIMHHYHMTE [POy4BaHus (a ChLUO U NIPH MOCT-MapKeTHHrosa ynotpeba). B
AOMbIHEHHE, NpodUITbT Ha HezonacHoCT € noaobeH 3a pasnH4HH GOPMYIHPOBKH, TEPANEBTHYHH
MOKa3aHHA, Bb3pacTOBM MPYNH U nomynauds ot nandeHTd. He ca Habmonasanu 10303aBHCHMH
HEKENTAHH JIEKAPCTBEHH PEaKLUH.

Tabnuuen cnMCHK HA HEXENAHHTE NEKAPCTBEHH PEAKLIHU
CneaHHTe HEeXENaHH NCKAPCTBEHH PeaKiHH ca HabmoJaBaHK HIIH NO03HPaHH N0 BPEM
KJTHHHYHHTE H3IIMTBAHHA HA €30MEIIPa3oN U OT NMOCT-MAPKETHHIOBa ynoTpeda. Huro e
Guna cebp3aHa ¢ Jo3ara.




Cl'[OpE}l 4YeCTOTATA HEXKCIIAHHTE PEAKLIMH CC JE/IAT HA.

- MHOTO YecTd (21/10)
- yectH (>1/100, <1/10)

- HeuectH (>1/1 000, < 1/100)
- peaku (>1/10 000, <1/1 000)
- mHoro peakd <1/10 000, ¢ Hen3zBecTHa YecToTa (He MOXeE J1a Ce MPSABHAH OT HATMYHHTE

JaHHH)

I1py BCAkO rpynMpaHe No YeCTOTa, HEXENAHWTE PEaKIMH Ca NPEACTABEHH B HH3XOAAL pe no

OTHOLICHHE Ha TEXKECTTA.

CHcTeMHO-Opranen aac YecToTa Hexenana JekapcTBena peaknas
HapyuryHus Ha kpbBTa H Penxn JIeBKOMEHNA, TPOMOOLIHTOIICHHA
uMpHaTa cHcTeMa Muoro peaku arpaHy;IoLMTO3a, TAHWMTOTIEHHA
Hapyuienus Ha uMyHHaTa cHetema |Peakn peaKLMHH Ha CBPBXYYBCTBHTEIHOCT HAIp.
TpecKa, aHrHoeaeM H aHa(HIAKTHUHH
peakIHNIIOK
Hapywenus Ha MetaGonuzma 1 |HeuecTH nepHepeH enem
XPAHEHETO Penxu XHIIOHATPHEMHS
C neussectHa XMIIOMArHe3ueMHua (suxic pazoen 4.4);
4ecToTa TEIKKATA XHIIOMarHesHEMHS MOXe Aa
KOpenupa ¢ XHIOKAIIHEMUS
INeuxuarpuyHy HapyUICHHA Heuectn HHCOMHBA
Penxu Bb30yma, GeanokoiicTBO, ACTIPECHS
Muoro penxu arpecis, XaaroUHHALIMH
Hapywmenus na sepsuara cucrema |Hectn rinasofonne
Heuectn 3aMasHOCT, MapacTe3Hs, CHHIMBOCT
Penxn HapyllieHHs Ha BKyCa
HapymeHnns Ha 3peHHETO Penxu 3aMBIJIEHO 3PEHHE
Hapymenns Ha yxo1o H Hevectu BEPTHIO
TabHpHHTA
PecnimparophH, Topakanri 4 Penxu OpoHxocmasbsMm
MEJHACTeHATHH HapyLICHHA
CromalHo-4peBHH HapylleHus  [Yectn KopemHa O0ONKa, KOHCTHIALIHA, NHAPHA,
dnarynenums, ranese/noBPLLIAHE, HONHITH
Ha JpHOTO (dyHIyca) Ha CTOMaxa
(nobpokadecTBeHH)
HeuectH CYXO0Ta B ycTarta
Peaku CTOMATHT, FACTPOHHTECTHHAIHA KAH/IH10324
C HeusBecTHa MHKPOCKOTICKH KONHT
4ecToTa
Xenarobunuapau HapylleHus Heuectu NOBHIIABAHE HA YEPHOAPOOHHTE EHIHMH
Penxu XeMaTHT ¢ WIH 6e3 XKBITEeHHANA

MHoro penkx

epHOAPOOHA HENOCTATHHHOCT,
eHiehanonaTia NpH naudeHT
CBC ChIIECTBYBALLO YEPHOAP:
3abonasaHe

Hapywenns Ha koxxara 1

Heuectn

KepMATHT, IpypHTYC, OGpHE| yBTH
\!



N0KOKHATA THKAH Penku anoneums, GoTOYyRCTBUTEIHOCT
Mmnoro peaxu epureMa MyniTidoOpMe, cHHApoM Ha Stevens-
Johnson, TokxcHYHa enuAEpMAIHA HEKPOJIH3a
(TEH)
C Hen3BecTHA cybakyTeH KOMKeH TyIyc epUTeMaToReC (BxK.
YecToTa Touka 4.4)
Hapyuwrenus Ha Heuectn ¢dpakTypu Ha Genpo, KuTKa WK rprOHaueH
MYCKYTHOCKE/1ETHATA CHCTEMA H cTBID (sc pazden 4.4)
ChEHHHTEIHATA ThKAH Peaxu APTPANTHSA, MHANTHS
Muoro peakn MYCKYJIHa craboct
Hapyuierus na 6s6penmre n Muoro peaku HHTEPCTHLHACH HEQPHT, TIPH HAKOH
NMHKOYHHTE MBTHLIA NALHEHTH € 10K1a/1BaHa EAHOBPEMEHHO
OBOpevHa HeAOCTATHYHOCT
HapymeHnns Ha penpoayxmiBHata |MHoro peaxu rHHEKOMACTHA
CHCTCMa H MbpAHTE
O6uy HapyLIeHHs M oT MAcTOTO  |Penku HEPa3TONIOKEHKE, IOBHILIEHO NMOTEHE
Ha NPHWIOKEHHETO

Cl,oﬁmanaﬂe Ha [0A03HPAHH HEKEIAHH PeAKIIHH
C'bOﬁ[ﬂaBaHCTO Ha NMOAO3HPAHH HEXKENAHH peakKUMH Clie]] pa3peliaBale 3a yﬂorrpeﬁa Ha NEKapCTBEHHA

NpOIYKT € BaxkHo. ToBa N03BoNABA Aa NPOABILKH HAGTIOACHHETO HA CHOTHOLIEHHETO NOI3A/PHCK 3a
JlekapcTeeHHA NpoayKT. OT MEQULMHCKHTE CIEHHATHCTH CE M3MCKBA 1a ChoDIIABAT BCAKA
NOAO3MpaHa HeXXeJlaHA Peakius upes

H3nbiaHHTEHA areHLUs Mo AeKapcTBaTa

ya. ,Jdamsan I'pyes” Ne 8

1303 Codua

Ten.: +35 928903417

yebcaiir: www.bda.bg

4.9 TIlpenosmpane

HMa MHOTO OrpaHHYEH OIIMT ¢ NIpeAHaMepeHo oTpaBaHe. CHMIITOMHTE ONHCAHK NPH MIPHEM Ha
280 mg ca cToMalIHO-4YpeBHH U CHMIITOMH Ha cnabocT. Eannnunn no3u ot 80 mg He ca posenu no
HAKAKBO CHOHTHE.

He e uapecteH cneunduyen aHtuaoT. EzoMenpa3on ce cBbp3Ba ¢ IUIA3MEHHTE MPOTEHHH B MHOTO
BHCOKA CTENEH K MOpaiH TOBA He Ce OTCTPaHABA JIECHO Ype3 Auann3a. Kakto npn Bcekn ciy4aid Ha
npeno3npaHe, TeveHHeTo TpEOBa 43 Gbae CHMITTOMATHYHO M 1a Ce NPHIaraT o0LIM MOAIbPKALIH
MEpPKH.

5. PAPMAKOJOHYHH CBOHCTBA

5.1 PapmakoauHAMHYAH CBOACTEA

(apmakorepaneeTHYHA rpyna: JIEKapcTEa 34 KMCENTHHHO-aCOLIMMPAHH HAPYIUEHUA, HHXHOUTOP Ha
npotonnara nomna ATC xom: A02B C05

E?.oMenpason < S—H?-OMCP Ha OMENpa3on H HaManaBa CTOMAUIHATA KHCE/IHHHA CEKPOLL
NpHLENIEH MEXaHU3bM Ha jeiictue. Toii e cneunduuen HHXHOUTOP HA MPOTOHHATA T
NapHETaTHaTA KNeTKa. R-u S-momepm*e Ha oMernpazoj HMarT HO}IOGHO c[)apmakoxm-l
nedcTeue.




MexaHM3BM Ha NelicTBHE

EzoMmenpazon e cnaba ocHOBA H ce KOHLIEHTPHPA H TNPEBPBILA B AKTHBHA (popMa B CHITHO KHCeTaTa
Cp€aa Ha CCKPCTOPHHTE KaHANMUYCTA B IAPHETAJIHHTE KICTKH Ha CTOMallHaTa JIAraByla, KscTO TOM
nHxuOnpa evzuma H™,K'-ATd-aza - 0cHOBHA €H3HMOCHTYPARALIA A€HHOCT Ha MPOTOHHATA MOMIIA H
HHXHOUPa KakTo Da3anHaTa, TAKA M CTUMYJIHPAHATA KHCETHHHA CEKPCLIHA.

®apmakonnnamMuuHu edekTH

Cnen nepopaneH npxeM Ha 20 mg 1 40 mg e3oMenpas3os HAYAJIOTO Ha edekTa ce HabIIaBa Ce
€AHH 4ac. IIpH MHOrokpaTHO npHnoxkeHHe Ha 20 mg e30Menpason BeAHBX JHEBHO B MPOAB/DKEHHE
Ha NET AHH CPEIHATA MAKCHMAUIHA KHCE/IMHHA MPOAYKUMA ClIE] CTUMYJIMPAHE C NEHTAracTpHH €
Hamasisna ¢ 90% npu u3mMepBaHe 6-7 uaca ciefl IpHeMa B ICH NETH.

Crien niet JHH nepopanHo NpuioskeHde Ha 20 mg 1 40 mg e3oMenpazon croMawHoTo pH Han 4 €
NOANLPKAHO CHOTBETHO B MPOABLLKEHHE Ha Cpe/iHO BpeMe oT 13 u 17 vaca ot 24-yacoBrst EpHOI
npu nauneHTH ¢ TEPB. [TpoueHTsT OT MauHeHTHTe, KOHTO ¢a NoJAbpKald cToMaidoTo pH Hag 4 B
OpobL/DKEeHHE Ha Hali-mManko 8, 12 1 16 yaca e 6un ceorreTHO 76%, 54% 1 24%. CLoTBETHHTE
[IPOLEHTH TpH e3oMenpa3on 40 mg ca 6unu 97%, 92% u 56%.

Hzanonssaiikn AUC karo 3aMecTHTEN HA NapaMeThp 3a MLIa3MEeHaTa KOHLCHTPAlWA, BPb3KATa MEXKITY
HHXUOHPAHETO HA KHCEJIHHHATA CEKpeLns H eKCIO3HLMATS € BUHA.

HanekypaHe Ha peduykc-esodarnt ¢ esomenpaszon 40 mg ce nabnoaasa npuOnH3HTENHO IpH 78% oT
[DALMEHTHTE Ced YeTHpH cenMun 1 npu 93% caen oceMm ceaMuupy.

EnxocenqMuvHO neveHHe ¢ e3oMenpason 20 mg Ba MbTH JHEBHO H MOAXOAAILM AHTHOHOTHLIH BOIH
10 ycneilHa epaguxauma Ha H. pylori npu npubanzurento 90% ot nauueHTHTE.

Cren neueHne 3a epaJHKAlMA B IPOIL/DKEHHE HA €JHA CEAMMLA CE CYHTA, Y€ HAMA HYK1a OT
MoCNeABalla MOHOTEPANHA C AHTHCEKPETOPHH JIEKAPCTRA 32 eEeKTHBHO H3NIEKYBAHE HA A3Ba H
OTCTPaHABAHE HA CHMITTOMHTE NIPH HEYCNOXKHEHH TyOIEHATHH A3BH.

B pannomuzupano, ABOHHO-CAANO, MIALEGO-KOHTPONUPAHO KWIHHHYHO NPOYUBaHE, NALHEHTH ¢
€H/IOCKONCKH MOTBBPACHO KbPBEHE OT MENTHYHA A3Ba KaTo Forrest la, b, 1la unu [Ib (9%, 43%, 38%
i 10 % pecnexTHBHO), ca GHAM PaHIOMH3HPAHH /13 MOJTYUaBaT €30Menpa3on HH(Y3HOHEH PA3TBOP
(n=375) unu nnauedo (m=389). Cnex enpockoncka xemocTasa, B MPOIbJuKkeHHe Ha 72 Jaca
nauxeHTHTe nostyyasamu wiH 80 mg esomenpazon uHTpaBeHo3Ha HHPY3HA 32 30 MuH. © nocensaia
HenpekbcHaTa BHPY3HA oT § mg/h, nnu mauebo. Cnen Ha4aHUA IepUoA oT 72 Yaca, BCHUKH
[AUHEHTH NOIYYaBaay B NpoawDKeHHe Ha 27 nHH 40 mg nepopalieH €30MENpa3on 34 KHCETHHHA
cynpecus. [IpoueHTsT Ha NOSBA Ha NOBTOPHO KbPBEHE Clie]] MO-MANKO OT 3 OHH, Ou 5,9% B rpynara
Ha e3oMerpazon B cpasHerie ¢ 10,3% p nuauebo-rpynara. Ha 30-4 aeH ciien NpHKIKOYBAHE HA
JIEYEHHETO, IPOLICHTELT Ha NIOABA HA MOBTOPHO KLPBEHE B IPyIaTa Ha €30MENpasol cnpaMo rpyrara
Ha rnauebo 6un cvorreTHO 7,7% cnpamo 13,6%.

ITo BpeMe Ha JeYEHHE ¢ AHTUCEKPETOPHH HEKAPCTBEHH NPO/lyKTH racCTpHHA B CEpyMa Ce MOBHIIABA B
OTTOBOP Ha NOHMIKEHATA KHCE/IMHHa ceKpelus. B pe3yATaT Ra HaManeHaTa CTOMAaLIIHA KHCETHHHOCT
ce MoBMIIasa H HHBOTO Ha CgA. [ToBHiueHOTO HHBO Ha CgA MOKeE [a NOB/IHAS Ha M3CIEABAHHATA 34
HEBPOCHAOKPHHHH TYMOPH.

Hanuunure nyOnukyBaHu NaHHH MOKa3BaT, Y€ MNpWiaraHeTo HA HHXHOWTOPY HAa MPOTOHHATA MoMINa
TpAGBa J1a Ce NPeyCTAHOBH MEXKAY 5 OHM M 2 ceqMHLHM npean n3MepeaHe Ha CgA. Tosa ce npasu ¢
uen HeBata Ha CgA, KOUTO MOraT 1a ca Te#HBo nosuureqy cned nedente ¢ MII, xa ce
BBICTAHOBAT A0 peepeHTHHTE CH [PaHMLIH.
Kaxro npwu aeula, Taka M Np¢ BE3PACTHA NPH MPOIBLIKHTEIHO JIEUEHHE C €30MENpPasolt
Habmoaasanu noeuueH 6poi ECL (entepoxpomadHH-nogobHU KNETKH), BEPOITHO
NOBHILIEHHTE CEPYMHH HHBA Ha racTpuHa. CuMTa ce,d € Te3H HaXOAKH HAMAT KIHHH




ITo BpPEME HA NPOOBEKHTC/IHO TEYEHHE C aHTHCCKPETOPHH JICKapCTBa C& C’bOGHlaBa 34 U3BECTHO
yBETHUEHHE HA YECTOTATA HA MOABA HA KUCTOIHO-IETEHEPATHBHH NIPOMEHH B CTOMAILHHTE €PO3HH.
Tesn MPOMCHH Ca CNISOACTBHE OT NPOOBJGKHTEIHOTO m-lxuﬁnpaﬂe Ha KHCENIMHHATA CEKPELHA. 3acerace
CYMT4, Y€ T¢ Ca N0OPOKAYESCTBEHH.

TToHKkeHATa CTOMALIHATA KHCENUMHHOCT B Pe3yNTaT OT pa3NHuHH Bb3AeHCTBUA, BIJTIOUHTEIHO Ha
HHXHOMTOPH Ha NPOTOHHATA IOMI1A, BOAM A0 HapacTeaHe Ha 6pod Ha GakTepHHTe, HOpPMaNHH
OOHTATENH HA CTOMALIIHO-YPEBHHS TPaKT, B CTOMaxa. JleyeHuHeTo ¢ MHXMOMTOPH Ha IPOTOHHATA
MoMna MOXe 1a AoBe/IE AC JIEKO MOBHUIEH PHCK OT CTOMALIHO-YPEBHH HHOEKLMH, KaTO TaKHBa,
npuuuHeHH ot Salmonella u Campylobacter w, npy XOCNUTATH3HPAHH NALKMEHTH € BB3MOKHO CHILO
Clostridium difficile.

KnuunyHa eukacHocT

B npe KNMHHHYMHA H3NHTBAHHA B CPABHEHHE ¢ PAHMTHAHH, E30MeNpa3oll Nokazpa no-106sp edexr npu
NeyeHMe Ha CTOMAIHA 2383 11py nauvenTy npuemawy HCTIBC, prmodurento COX-2 cenekTHBHH
HCIIBC.

B aBe KNMHUYHA M3NUTEAHKHS B CpABHEHKE ¢ iauedo, ezoMenpason nokasa no-go00sp edexr npu
npodUNaKTHKA Ha CTOMALUHA ¥ AyoaeHanda s38a npu nauuentd Ha HCIIBC (Ha pw3pact >60 w/unm c
npeanHa A3ea) smourTendHo COX-2 cenexkrusnu HCIIBC.

IeauaTrpyyuHa nomynalHa

Ipu npoyusane ¢ neanatpuyHu ['EPB naunenTu (<1 10 17 rogvmHa Bb3pacT) NOTy4aBally
asarotpaiino neuenne ¢ MIT1, 61% or neuara ca passunm neka crened Ha EKJI kierpura
XHMIepIIa3HA ¢ HEM3BECTHA KJTHHMMHA 3HAYHMOCT, 03 pa3BuTHe Ha ATPodHYeH racTPHT HIIH
KapLHWHOWAHH TYMOPH.

5.2 PapMakoKHHETHIHH CBOlicTBa

Abcopbuus
Ezomenpazon e na0wieH B KHCENa cpelia H NOpagH TOBA C¢ NPHJIara NepopaiHo BbB B HA

cTOMALTHO-YCTONHYHBH rpaHynd. [Ipeeprinanero B R-uzoMep in vivo e HesHaunTenHo. AGcopGuuaTta
Ha e3oMenpasona € 6bp2a, KaTo MAKCHMATHHTE MU1a3MeHH HUBA ce HabnonaBar MpHOIH3NTENHO 1-2
yaca cnex npuema. Abcomornara GHoHanW4HOCT € 64% cren eAMHUYHA 1103a 0T 40 mg H ce
noeuniasa o 89% cnen MHOrokpaTHO npHnoXeHHe BeaHbk AHerHO. [Ipu 20 mg esoMenpason
CBHOTBETHHTE CTOHHOCTH ca pecnieKTBHO 50% u 68%.

EnnoBpeMEeHHOTO NNpHEMaHe ¢ XpaHa Moxe Ja 3a0aBH H HaMaJIH pe3opOLMATa Ha €30MeIpazona,
BEIPEKH YE TOBA HE OKA3Ba 3HaYHMO BIHAHHE HA e(eKTa HA €30MENPa30a BhpXy CTOMALIHATA
KHCETHHHOCT.

Pasnpenencnue
O6eMbT Ha paznpeAeNicHHE B PaBHOBECHO CHCTOAHYE MPH 37ipaBH juua e npubausutento 0,22 Likg.

E3zoMenpas3onsT ce CBbP3Ba ¢ INIA3MEHHTE MPOTEHHH B 97%.

buotpanchopma
Ezomenpazon ce MeTabonu3npa HaMBJIHO OT cucTeMata Ha uproxpoM P450 (CYP). OcrosHata yacT
ot MeTabonu3Ma Ha e3omenpa3ona 3asucu ot nonumopduus CYP2C19, orroBopeH 3a obpasyBaneTo
Ha XMJIPOKCH- R Ie3MeTH- MeTabonHTH Ha e3omenpasona. OcTaHanaTa yacT 3aBUCH OT Apyr
cneundmaen n3oensum - CYP3 A4, otroBopeH 3a o6pa3syBaHeTo Ha €30Menpason CyNoH, OCHOB
meTalboNMT B IUTa3Mara.

Enumunupane
[Nokasatenure Mo-Aony OTpassBaT NpeIUMHO (hapMAKOKMHETHKATa Ha JTHUA ¢ $yH

CYP2C19 en3um, ekcTeH3HBHH MeTabonH3aTopy.



Toranuuat niaasmen kiupwbHc € okono 17 L/h cnen exunnvna no3a u okono 9 L/h cnen mHorokparso
npanoxkedye. [liasmernaT nonyxuBoT € okono 1,3 9 clieJl MHOTOKPATHO MpHIIAraHe BEAHBK JHEBHO.
E3somMenpason ce eMHMHHHpPA HATBJIHO OT L1a3MATa MEKIY NPHEMHTe, KATO HAMA TEHACHUMSA 3a
KyMYJIHPAHE NPH NPHEMAaHe BEIHBK AHEBHO.

I'napHuTE MeTabONHTH Ha e30MeNPa30N HAMAT eeKT BLPXY CTOMAIUHATA KUCENHHHA CEKpenus.
IMogru 80% o1 nepopasiHaTta q03a e30Menpa3on ce eKCKpeTupa KaTo MeTabouTH B ypHHAaTa, a
OCTATBKBT - ¢ pexanuute. [Toa 1% OT HIXOJHHA KOMIOHEHT C€ OTKPHBA B YPHHATA.

JluneliHocT/HenuHeHHOCT

(PapMaKOKHHETHKATa Ha e30Mellpa3on € U3cneiBaHa npH Ao3u Ao 40 mg ABa MeTH AHesHO. [ Lnoinra
MO KpYBaTa KOHLGHTPALHA-BPEME CE YBEIIHYABA MPH MHOTOKPATHO MpHIaraHe Ha €30MeNpasona.
ToBa yBenuueHHe 32BHCH OT [03aTa H BOAH O NIOBEYE OT TIPOMOPLIACHATHO HA 103aTa YBEAHYICHHE Ha
AUC cnea MHOrokpaTHO mpuiarase. Tasu 3aBHCHMOCT OT BPEMETO H /103aTa C€ JBJDKH Ha HaManeHue
Ha MeTaboJIM3Ma MPH MHPBO NPEMHHABAHE H HA CHCTEMHHA KITHPBHC, BEPOATHO MPHYHHEHH OT
uHxubupanero Ha enzuMa CYP2C19 ot esoMenpasona W/HITH HeroBus cyn¢oHOB MeTabONKT.

CrielHATHH IPYIIH DAIWEHTH

Crabu memaboruzamopu

IMpubnusurento npu 2.9+1.5% or nonynauuata nuncea gyukuuonupain, CYP2C19 enaum m Te ca
HapeueHH crnabu MeTabonuzaropn. Ipu Te3u MULA MeTaSORHMIMET Ha €30MENpPa30iia BEPOATHO C&
Karanusupa npeaumto ot CYP3A4. Cnea mHorokpatHo npunaraae Ha 40 mg e30Menpasod BeHbK
JHEBHO CpeJHATA VIO OJ KPHBATA KOHUSHTpaurA-epeme ¢ Onna npnﬁnmme.nﬂo 100% no-romama
npH cnabHuTe MeTaGonH3aTopH, OTKORKOTO NpH nHUATa ¢ GpyHkuuonupail CYP2C19 ensum (crnan
meTabonuzaropn). CpeAHHTE MAKCHMATIHH JIA3MEHH KOHLICHTPaIIHH ca GHITH NOBHILIEHH ¢ OKOJIO
60%. Te3n HaxXOIKH HAMAT OTHOLICHHE KbM I03HPAHETO HA €30MEMNpazona.

Hlon

Cren exsokpatHo npriarase Ha 40 mg e30Menpasol cpeiHaTa wioll 0o KpHBaTa KOHLEHTPALiHa-
BpeMe & npHOMH3HTENHO 30% Mo-roIAMa NpH >keHH, OTKOJAKOTO fipH Mbke. He e yctaHoBeHa nonosa
pa3s/iHKa cJie]l MEOTOKPATHO NPWIAraHe BEAHbX JHEBHO. Te3M HAXOAKH HAMAT OTHOILEHHE KbM
JO3HpaHeTO Ha e3oMenpasona

YeproOpobuo yepexcoane

MeTalonu3MET Ra €30MeNpasos NpH SOMHHU ¢ ASKO A0 YMEPEHO HapyleHa (GpyHKLHS Ha YepHHA Apob
moxe aa Obie Bnowred. CtenelTa Ha MeTabonu3KMpate € HaMaNeHa MpH MALHEHTH C TEXKKO YBPEACHA
yepHOApoOHA QYHKIHA, KOETO BOAH A0 YABOABAHE HA IUTOLITA MO KPHBATA KOHUEHTPAlLMA-BPEME Ha
e3omenpazona. ITopaay Toa PH NALHEHTH ¢ TEXKKA TUCQYHKINA He Tp2OBa Na ce npesHlUaBa
MaKCHManHara ao3a or 20 mg.

E3somenpo3on u rnaBHuTe My MeTaboMTH He MOKA3BaT TEHASHLIMA 3a KyMYJIHpaHe NMpH PHEMaHE
BEIHEK JHEBHO.

Bvbpeuno yepescoane

He ca npoBexxnanu NpoyyBaHHA [PH NALHEHTH ¢ HaManeHa OsGpeuna (ynkuma. Trii karo npes
OBOpeLMTE ce HIBBPILBA eKCKPEUHATA Ha METa0OIMTHTE HA €30MeNIPa3oa, HO He H ETHMHHHPaHETO
Ha H3XOHOTO CEEIHHECHHE, HE CE OYAKBAT NPOMEHH B MeTaboNM3Ma Ha €30MENPa30Jia OPH MALHEHTH
¢ yBpeaeHa 0b0peunHa GyHKUMA.

Cmapuecxa evapacm
MeraGonu3aMLT Ha €30Menpa3oi He ce MPOMEHS 3HAYMMO TIPH JIHLA B HArpEeaHANa Bh
TOJHHH).

[ennaTpyyHa nomyaanus




Onomn mexay 12-18 rogunn;

Cnen mMHorokparex npuem Ha 20 mg u 40 mg ezomenpasou, oduwara excrosHuua (AUC) u pemeTo 3a
MIOCTHrAHE HA MAKCHMAJIHA TUIA3MEHa KOHUEHTPALMA (tnax) NIPH 10HOWH Mexay 12 1 18 rogmnna
BB3PACT ¢4 CbH3MEPHMH ChC CTOHHOCTHTE, HaGMIONABAHE IPH BL3PACTHH MAKHEHTH M NPH ABETE
JO3HPOBKH Ha €30MENpasol.

5.3 TIpeaK.THHHYHH JAHHH 32 §€30HACHOCT

HeTHHHYHH A8HHH OT KOMBEHLMOHAIHK NPOYYBAHHA HE YCTAHOBABAT HAKAKBH OCOOEHH PHUCKOBE 33
4OBEKA Bb3 OCHOBA HA (papMakoTorHuHa 5€30MacHOCT, TOKCHYHOCTTA CAe MHOINOKPaTHO TpeTHpaHe,
KaHLEpOreHeH MOTEHLMAN, TOKCHYHOCT MO OTHOLIEHHE Ha PelpoAYKTHBHOCT ¥ pa3BHTHE. Hexenanu
JEKapCTBEHH PEaKLIHH, KOHTO HE ¢a HabIIOAaBaHN B KITHHHYHH NPOYHMBaHUA, HO HICHTHOHULIMPaHH
APH )KHBOTHH NIPH HHBA Ha SKCTIO3HLAA OIH3KH [0 TE€3H OT KIMHHYHH NPOY4BaHHA H C Bh3MOMKHA
BPB3Ka C KIHHHYHOTO [IPHIOKEeHHEe Ca KAKTO cle]Ba:

H3cnenpanuaTa 3a KapUEHOTEHHOCT MPH IUTEXOBE, H3RBPIICHH C PALIEMHYHATa CMEC, Ca N0KA3ATH
xumneprnasus Ha cromamaute ECL- knetkn » kaprrnouau. TesH croMaiiiHi ¢peKTH DY [LTBXOBETE
c€ OAb/DKAT Ha MPOAL/LKHTE/NHATA H3ABeHA XHIEPracTPHHEMHA BCIIEACTBHE Ha HAMA/ICHATA IPOAYKLIHA
H& CTOMAlIHA KHcenuHa M ca HabnioaasaHH clie] MpOIB/DKHTEIHO TPETHPAEE HA TUTBXO0BE ¢
HHXHOHUTOPH Ha CTOMALHATA CEeKPELHA.

6. ©APMAINEBTHYHH JAHHH

6.1 ChnAcbk HA NOMOIHATE BEIECTBA

ﬂgpo Ha Kancynara (DeneT):

3axaposa

Lapesnuno HHinecre
Tlosnaon K30

Harpues naypuncyndar
[Noan(EHHHIOR ATKOXOUT)
Turanos nuokcuy (E171)
Maxporon 3000

Maxkporon 6000

Tank

Texbk MarHezxner kapOoHar
ChOonHMep Ha METAKpWIOBa KUCenuHa-eTwiakpunar (1:1)
INonucopbar 80

Kancynna obBusxa:
Kenatun

Turanor oguoxcug (E171)
YepseH sxenezed okcua (E172)
6.2 HecnBmecTHMOCTH
HenpunoxamMo.

6.3 Cpox ua rogaocT

bancrepna onakopka/HDPE koHTeiiHep
2 rOIUHM.

Cnen nupBoHauanHo oTpapane Ha HDPE kouTetiHep




IponykrsT TpAOBA Na Ce HINOI3BA B PAMKHTE Ha 6 Mecella. Coxpanseaiite KOHTelHEpa IILTHO
3aTBOPEH, 34 Jia C€ NPelnasH oT Bnara.

6.4 CnenpaaHA NpeANa3HH MePKH HPH ChXpaHeHHe

Bnucrepra onakoeka, cheroia ce of QPA/AVPE +DES dwnm/Al + PE donuo

Hﬁ CC CbXpaHARA B OPHIHHAIIHATA OMAKOBKa, 34 Aa CC Npcanasy OT Bjlara.

bnucrepua onakoeka, cucTodaLa ce oT OPA/AI/PVC/Al doaro
Ha ce chxpansasa nog 30°C.
Ha ce chbxpaHiBa B OpUrHHANHATA ONAKOBKZ, 32 114 ¢e MpeAna3H oT Biara.

HDPE xoHTeitHEp
CobxpaHsBaiiTe ornakoBKaTa [TETHO 3aTEOPEHA, 3a Jia ce NMpe/rnasH OT Biaara.

3a YCNOBHATA HA CbXPAHCHHE CACA ITBPBOHAYAJIHO OTBAPAHE HA JICKAPCTBCHUA NPOAYKT BHIKTE TOUKA
6.3.

6.5 lanna 32 ONAKOBKATR

Baucrepna onakoeka (OPA-AI-PE + DES ¢unm/Al + PE ¢onuo): 7, 14, 15, 28, 30, 50, 56, 60, 84, 90,
98 u 100 cTOMaIIHO-YCTOHYHBH TBBPAN KaNcCyJiH, B KYTHA.

BrucrepHa onakoeka, ceetonia ce ot (OPA/AIPVC/AL donuo): 7, 14, 15, 28, 30, 50, 56, 60, 84, 90,
98 1 106 cToMaWIHO-YCTOHUMBH TBLPAN KalCYJIH, B KyTHA.

HDPE koureiinep ¢ PP 3amymanka s cywuren: 98 croMaiHo-ycTOH4YHBH TBBPIH KAIMCYJIH, B KyTHS.
Ha He ce Nornslla Kancynara Cbe CYWIHTEN, ¢10keHa B KOHTeHepa.

He BCHUKH BHIOBE OMAKOBKH MOrar Ja 6baT Ha na3apa.
6.6 Croenma/jnd NpeIna3’HH MepKH NpH H3XBLPJIAHE K pabora

Hama crienpaniu M3HCKBAHHA 3a UIXBBPIAHE.
Bcekn HeH3N0ON3RaH NIEKAPCTBEH NPOAYKT HIIH OTNAIBUYHHTE MaTEpHANIH OT Hero Tpabsa aa ce
H3XBBPJIAT B CHOTBETCTBHE C M3UCKBAHHATA HA MECTHOTO 3aKOHONATEIICTEO.

[praoxenue upes cromamna conga (16 Fr)*

1.  OrBopeTe KancysaTa U H3CHIETE MEJIETHTE B 10AXO0JALIA CIIPHHLIOBKA H HAMBJIHETE
COpPUHUOBKATA ¢ NpubnansuTento 25 ml roaa ¥ npudnuzurennoe 5 ml pL3ayx.
3a HAKOH COHAH, € HeoOxoauMma aucrepcus B 50 ml Bonaa 3a npeaoTBpaTABaHe Ha 3aMyUIBAHE Ha
COH/IATA OT MENETHTE.

2. HezabaBHo paswiareTe cOpHHLIOBKATa 3a pa3npeAe/iCHHE HA IPAHYJIATE B CYCIICH3HA.

3 3anphiKTe CIPHHLIOBKATA H3NPABEHA ChC 3a0CTPEHMA Kpail Harope H NPOBEPETE JaH HE e
JamyLieHa.

4 IpukpeneTe COpHHLIOBKATA KbM COHAATa KAaTO NPOAB/DKHTE Aa A ABPXKHTE B CHILOTO
MONOMEHHE.

5 Pa3kiaTete CnpHHLOBKATA U 4 HACOUETe ¢ BbpXa Hagony. MmkexTupaiite 5-10 ml seanara B

Iia ce ThOKH ChC 3a0CTPeHHA Kpaii Harope, 3a Ja He ce 3amyLIH).

6 O0bpHeETE COPHHIIOBKATA Che 320CTPEHHS Kpai, COuEL HAZoTy M BEHATA HHKE
5-10 m! B connara. [lopTopete Ta3u npoleaypa AOKATO CIPHHLOBKATA C¢ H3TIP



7 Hanbnnere cnpuHuoskara ¢ 25 ml Boaa v 5 ml Bb31yX M NOBTOpPETE CTHINKA 5, aKO HMA HY¥K/1a
Jla ce OTMHE BELLECTBO. 3a HAKOW COHIM ca HeoOxoauMu 50 ml Boja.
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8. HOMEP(A) HA PASPEIIEHHETO 3A YIIOTPEBA

Emanepa 20 mg ctomaiHo-ycToiuueH TBbpaH Kancynu - Per. Ne 20100136
Emanepa 40 mg ctomaluHo-ycToH4YMBH TBBpAH Kancyu - Per. Ne 20100137

9. JIATA HA ITBPBO PA3PEINABAHE/IIO/JTHOBSIBAHE HA PASPEHIEHHUETO 3A
YHOTPEBA

Jlata Ha mbpBo pazpemarane: 05.03.2010
Jlara Ha nocnenHo nojaHosasane: 17.04,.2015

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

01 deppyapu 2023
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