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Ecenupane Excripec 600 mg MepopasiHa NacTa B cammera | -~ -7 & ool Sas 857 ;
Essentiale Express 600 mg oral paste in sachets St 060 t" J—C’ 0 / / *
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2. KAYECTBEH H KOJIMYACTBEH ChCTAB
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Besko came ceappxa 600 mg ob6esmacnenu, oborarenn pochonumman ot coesr 3upHa (deotted
enriched phospholipids from soya beans).

IToMoIHM BelllecTBa ¢ H3BECTHO ACHCTBHE: €TAHOI H COERO MACIO.
3a TBJIHHMS CMTHCHK Ha TIOMOIOHKTE BEIleCTBa, BUXKTE TouKa 6.1.

3. JEKAPCTBEHA ®OPMA
[lepopanna nacra B camie

4. KJIMBEAYHY JAHHA

4.1. TepaneBTHYHH NOKA3AHHA

Ecennuane Excnpec 600 mg e pactureneH eKkapcTBeH MPOAYKT H3NOI3BaH IIPH YepHOAPOOHH
3abongBaHus.

Ecentmmane Excnpec 600 mg ce nanon3ea 3a nogoSpaeane Ha CyOSKTHEHH OIUIAKBAHHSA, KaTO JIMIICA Ha
aneTHT, YyBCTBO 3a TEXKECT B AACHATA YacT Ha eITMracTpanHata obnacr, BCleCTBHE HA TOKCHYHH HIIH

XPaHHUTEIHHN YBPEKIAHHA HA YEPHHA APO0 M XENATHT.

Ecenmmane Excripec 600 mg e nmokazan 3a ynotpe6a np# 10HOLIH Ha B3pact MexXAy 12 ¥ 18 rongunn u
NpH BE3PACTHH.

4.2. Ho3ApoBKA H HAYHH HA NPHIOKEHHE

Jo3HpoBKa:

[1pu oHOImM Hax 12 roguHn 1 cawe (600 mg ¢oc¢ounnunn 1 camwe mo 3 nbTH AHeBHO (1800
(okono 43 kg), xakTo U npH OT COEBH 3BPHA). mg GocHOTHITHAH OT COEBH
BB3PACTHH. 3IBPHA).

IIo IPUHLIHIT HAMA OrPaHHYCHHKE BB BPCMETO M0 OTHOLIEHHE HA MPOAB/DKHTE/THOCTTA Ha yrm’rpeﬁa.

Heouampuuna nonynayua

be3onacHoctTa U epuxacHOCTTa Ha EceHipane Excripec 600 mg npu nena Ha BB3pacT noa 12 romdnu
HE € YCTaHOBeHA. HaMa HaMM4YHHA JaHHH.

CneposarenHo, Ecenupane Excripec 600 mg He Tpabsa na ce H3nonssa npu Aetia Ha b3pact noa 12
FOHHH.

Hayuenmu c 6vbpeuno napyuenue
Hama foctaThb4HO JaHHH 32 Ja Ce HANPABAT NPEIOPHKH 334 JO3HPOBKATA NPH MAIUEHTH ¢
OBOpeuHa PyHKUHA.




HayuH Ha NpHIOKEeHHE
Ecenuuane Excrpec 600 mg TpabBa na ce nprema no BpeMe Ha XpaHeHe.

4.3. IlporaBonoKA3AHHA

CBpBXYYCTBUTENTHOCT KBM (ochaTHARIXOIHH, IPOAYKTH OT ¢Od, PBCTHUH WHIH HAKOE OT
NOMOLIHHKTE BELIECTRA, H30pOoeHH B TOYKa 6.1.

4.4. CnenHaInH DpeaynpexIcHas H NpeanazHd MepKH npH ynotpebda
B penxu ciy4yaH, TO3H IeKapCTBEH NPOAYKT MOXKE Aa MPHYUHH TEKKH ATICPrAYHH PeaKilHi, TEH KaTo
CBABPKA COCBO MACIIO,

To3u nexapcTBEH NPOAYKT ChABPKA No-Manko ot 100 mg eranon (B AHEeBHaA f03a).

Ha nauuenra Tpsabsa na 6bvae obsacHeH daxra, 4e TO3M NeKapCTBEH NMPOAYKT, HE 3aMECTBa
HeobxoaumocTTa oT H3bareane ynorpebara Ha BellleCTBa, IPeIH3BHKBAIIH YBpPEXKAaHe Ha YepHHUA Apod
(HanpumMep anKoxon).

AKO IMAUMEHTHT UMA XPOHHYEH XEMaTHT, NPUAPYKABALIOTO JCYCHHE CbC COEBH Gochonunuam e
OIpaBAaHO, CaMO KOFaTo 10 BPEME Ha JICYCHHETO ce HaOMIolapa yCTAaHOBEHO CyOEKTHBHO NogcOpeHHe.
[TaupeHTHT TPAOBA Aa ce KOHCY/ATHPA ¢ JIEKap B Clyyali Ha BIOINABAHE HA CHMITTOMHTE HIIH aKo ce
TIOABAT APYTH, HEACHU CUMITTOMH.

4.5. BsanMozaeiicTBHe ¢ APYrH JleKapcTBeHN NPOAYKTH H APYrH (JOPMU HA B3aHMOAeHCTBHE
Bzaumoneticrere mexay Ecenumane Excipec 600 mg u anTHKOarynaHTH He MOX<e a ce H3KIIOYH.
Ilopamw Tasu npudHHA, Moxe OH € HeoOXOAHMMO J1a ce KOPUTHpa J03aTa Ha TO3H JIEKAPCTBEH MPOAYKT.
Ha nmauuenTa Tpsa6ea na 6na¢ 00bpHATO BHMMAHKE Ha (pakTa, ue ako u3non3sa Ecenuuane Excnpec 600
mg IO €JHO H CHIIO BPEME C TAKEB BHJ JIEKaApCTBEH MPOAYKT, ToH TpAbBa na HHGOpMHpa CBOA JeKap.

IeanarpuyHa monynanus
He ca HanHuHM 1OCTATHYHO JaHHM OTHOCHO ynorpedara Ha Ecenuuane Exkcnpec 600 mg nepopanna
macTa npH Aeua noa 12 roguan. Cnenosarenno EceHumane Excnipec 600 mg nepopanna nacra ve

TpsOpra Ja ce H3MOI3Ba NpH Aela noa 12 roaunm.

4.6. @eprHANTET, OPeMEHBOCT H KbpPMeHE

bpemMeHHOCT

Ho cera, mupokara ynorpeda Ha COAl KaTO XpaHHTEEH NPOAYKT He € IOBeO O PHCKOBE MpH
OpeMeHHOCT.

IIpoydeannaTa pH >XUBOTHH HE €A AOCTATHYHH 110 OTHOHIEHHE Ha PETIPOAYKTHBHATA TOKCHYHOCT (BIDK
TOYKa 5.3). HaMa aocTtaThuHO AanHM oT yrioTpedata Ha Ecenumane Excripec 600 mg npu 6pemMeHHH
AKEHH.

Brenpexn ToBa yriotpebara Ha EceHumane Excnpec 600 mg He ce mpenopb4ea o BpeMe Ha OpeMeHHOCT
H KEPMEHE.

KbpMeHe
He e u3BecTHO nanu 9acTd OT coeBUTE GOCPONMNUAN WITH TEXHH METAOOIKTH NPEMHHABAT B
MaHYHHOTO MAAKO. PHCKBT cipsaMo HOBOpoAeHH/OebeTa He MOXKe [a ¢& H3KMIOYH.

OEepPTHIHOCT
IpenxnuHHYHEA NPOYYBAHKSA [IPH JKHBOTHH HE MOKA3BAT BIIMAHNE BBPXY 'KEHCKHS HIH Mb
¢eprunurer. Hama gaHnu 3a nosnusBaHe GpepTHIHTETa IPH XOpa.




4.7. EdexTn BbpXy cHocoOHOCTTA 32 modupaHe H paboTa ¢ MALIHHH
Ecenmmane Excripec 600 mg He oka3ea BnuAHHE BEPXY cniocoOHOCTTa 3a mogupane | pabora ¢
MALIHHH.

4.8. HexxkenaHH J1eKapCTBCHH PeAKIHH

a. IlIpezned na npogruna 3a bezonacrocm

OOHKHOBEHO CTOMAIIHO-YPEBHH HAPYIIEHHA MOJKE Ja ce NOABAT [0 BpeMe Ha nedeHre ¢ Ecenuuane
Excnpec 600 mg, kaTo croMamHa 60Jka, MEKH H3MPOKHEHHSA H AHAPHA.

CoeBMTe NPOTEHHU, QBCTHUMTE WIH APYTH IIOMOILHH BELECTBA MOraT Aa NPHUMHAT AIEPrHIYHH

peaKiy Npu MHOIO PEAKH CITy4YaH.
6. Ilpezneod na nexcenanume nexapcmeeny peaxyuu 8 mabauver 6uo

3a OLICHKA Ha BCSAKa HEXEJIaHA JICKAPCTBEHA PEaKLUA Ca B3ETH MIPeHBUA CASAHUTE YECTOTH:
MHOTO YecTH (= 1/10)

yectd (1/100 no < 1/10)

HeuecTH (=1/1 000 no <1/100)

peaxs (=1/10 000 no <1/1 000)

MHOro peaku (< 1/10 000)

HEH3BECTHHU (YECTOTATa He MOoXKe Aa OBAe onpeaeneHa OT HaTMYHHTE AaHHH).

Cmomauno-upeenu HapyweHus:
HedecTn: Moke na MpeAU3BHKA TACTPO-HHTECTHHAIHH CMYLIEHHA,

Hapywenus na xodcama u nOOKONCHama muKan.
Muoro peakn: Peakildu Ha CBPbXYYBCTBHTENHOCT, KaTO €K3aHTEM WKW YPTHKapH.
Heuectn: cppbex

4.9. Ilpenosupane
HsaMa cpo0iiieHus 3a ciiydad Ha npeaosupane wid untokcukauus ¢ Ecennnane Excrpec 600 mg.

5, DPAPMAKOJOT'TYHHN CBOUCTBA

3.1. ®apmakoAUHAMHYHH CBOHCTBA
d)apmaxmepanénmna rpyna: Jleyenne Ha gyepen apod

ATC xoq - AOSBA

MexauH3eM Ha AelicTBHE
[Ipeanonara ce, 4¢ MEXaHHU3IMBT Ha ACHCTBHE BKIIOYBA YICCHABAHE HA PETCHEPALIMATE U

cTabHIM3paHeTo Ha MEMOPAHHTE, MOTHCKAHETO HA JIMITHIHATA MEPOKCHAALIMA M CUHTE3a Ha KOJIATeH.

DapMaKkoOAHHAMHYHH €PEKTH

ITpu peauna eKcepMMEHTAIHN MOAENH Ha OCTPO YepHOoApoOHO HAapYIIEHHE, KaTO YBPEKIAHE OT
ETAHON, ATKATANIKOXOJ1, TSTPAXJIOPOMETAH, MAPALIETAMOJ H FAaKTO3aMHH, 3a€JTHO C
¢dapMakoAUHAMHYHHTE CBOHCTBA Ha 3KTUBHOTO BEUIECTBO, ca OHIH JOKIAABAHH H MPOTEKTHBHH
e(peKTH CrpaAMo uepHHA Apob. B monwaHeHHe, MOTHCKaHe Ha cTeaTo3ara U ¢HOpo3aTa ChILO
HabNoAaBaHH MPH XPOHWYHH MOAEITH (€TaHOJ, THOALICTAMH]], OPTaHHYHY PA3TBOPHTENH).
Hama criendpH4HH NMPOYYBAHHA BBPXY (papMaxoIMHAMHKATA TIPH XOpa.




5.2 PapMAKOKHHETHIHH CBOHACTRA

DapMaKOKHHETHYHHUTE TIPOYYBAHMS [IPH X0Opa ¢a MpoBeaeHH ¢ n3oTonu “H u 14C
JUHTHHONEOWIGOCHOTHMAXOMKH, 3a8/[HO C IPYTH BelecTa. XOMHHOBHAT OCTATEK € Genssan ¢ *H u
MHHOJOBATA KHceaMHa ¢ 1C.

Abcopbunsg:

(DapMaKOKMHETHYHHTE NPOYYBAHHA NMPOREACHU MPH XOpa rokasear, 4ye noseve ot 90% ot asara
uzorona (CH u *C ) ce abcopbupar B TeHKHTE uepBa. [Tukosute '*C KOMUEHTpAIMH ca JOCTHTHATH
Mexay 4 1 12 gyac u ca 27.9% or no3ara. GapMaKOKHHETHYHHTE €KCTIEPHMEHTH TNPH JKHBOTHH ca
NOKA3aJIH, Ye NepopaiHo MPHIoKEHHTE H30TONMH Ha coeBH docdomunman ce abecopbupar Hag 90% B
THHKHTE YCpBa.

5 (0] eTaboNHIBM:
IMosedero ot dochonumuanTe ce pasrpaxaat oT ¢ocdomunaza A 10 1-anun-nu3zodochaTHOIXONHH,
npuOunu3uTeINHO 50% OT KOMTO Ce NPEBPBINAT BEAHATA B NOJMHEHACHTEH GoChaTHIHIXOIHH 110
BpeMe Ha npoireca Ha adcopOiys B HHTECTHHAJTHATA MYKO03a Ha THHKOTO UepBo. DochaTHINIXOTUHET
AOCTHTa AO KPBETA MO JAM(EH ITBT H ¢Jieq TORA MpeMHHARa B YepHHA apol, Hali-Beye cBbp3aH ¢ HDL.

EnuMunMpane:
TTomy>»HBOTLT Ha TO3M KOMIOHEHT € 32 yaca. 2% ot *H u 4.5% ot '*C MapkepHTe ce¢ YCTAHOBABAT BBE

hexanuure. 6% ot *H u camo cneau ot *C MapkepHTe ce yCTaHOBSBAT B YPHHATA.

5.3 IIpeaARNHHHYHE AAHHH 34 (e30NacHOCT
HsMa TOKCHKOIOTHYHN NPOYUBAHUA BB BPH3Ka ChC COeBHTE (HOChHOMUITHAH.

JInncara Ha nosa-edexr cnen 48 ceaMuI MEpOPATHO MPIIOKEHHE Ha (HocHOTHAMIXONMH (CHCTABHA
4acT Ha coesure pochomumuan) npH mrexoee ¢ 6mia nopeye ot 3750 mg/kg Ha nen. Toea e
ekByBaNieHTHO Ha 100 mpTH gHeBHaTta moza ot 1800 mg.

[Tpr npoyuBaHng Ha GpeMeHHM KMBOTHH, €eMOPHOHNTE WJTH MAJIK{ KHBOTHH, TIPH KOKWTO N03H 10 3,750
mg coeBd pochonunuau Ha kg/TenecHo Terno ca Ouny npunaraHy, He ca HaMepeHH TepaToreHHH
e¢extH. Thit KaTO NpoyUBaHHATA HE OTTOBAPAT HA HACTOSIHATE H3MCKBAHUA M HE Ca HAITBJIHO
3aBBLPLICHH, HE MOYKE J1a ¢¢ HaNpaBH KpaiHa OLCHKA OTHOCHO eMOPHOTOKCHYHOCTTA.
QDocdaragrIXOIHH HAMA TEPATOrEHHH ¥ EMPUOTOKCHYHH €QEeKTH B TEPANCBTHIHH JO3H NPH IPH3AYH.
Haii-Huckara TepToreHHO-¢MOPUOTOKCHYIHA JHEBHA 1034 CIIE IEPOPAITHO IPHIOKERUE MPH IUTEXOBE &
noseue ot 1g/kg Tenecno rerno u npu 3aium nosede or 0.5 g/kg TenecHo Tero.

U3scnenpaHuaTa Ha (PEPTIIHOCTTA MPH INILXOBE HE MOKA3BAT HAKAKBY MOTCHUMATHU €(PEKTH BHPXY
MBKKATA U XKCHCKaTa GepTIMHOCT npu go3a a0 3750 mg/kg.

IIpu pa3mauHH in VItro TECTOBE, HE € OTKPUT MyTareHeH noreHuuan. Hama tectose no oTHOEHKE Ha
KaHLIEPOreHHOCT.

6. PAPMAIIEBTHYHHU JAHHHU

6.1. CnHchbK HA NOMOIIHHUTE BEINECTBA

PHLIMHOBO MacltO XHAPOT€HHPAHO
Tebpaa Mac

Eranon 96 %

Coeo Macno

3axapuH HaTpHii

ApoMar Ha Kade

ApoMar Ha cMeraHa

6.2. HechbBMecTHMOCTH
Hempunoxumo.




6.3. Cpoxk Ha rogHoCT
2 roAuHI

6.4. CnennanHy ycI0BHS HA ChXPaHEeHHE
To3n nexapcTBEH NPOAYKT HE H3UCKBA CIIENMATHY TEMIICPATYPHH YCIIOBHS 34 CBXPaHEHHE.

To3u JIEKGpCTBEH IIPOOYKT TPHGBR Ada CC ChXpaHiBa B OpHIrHHaNHATa OINaKOBKa, 34 a CC NPCATia3Hd OT
BJI4Ara.

Cnen xato 6B4e OTBOPEHO, calleTo TPAOBA BegHara ga ce npyeme.
To3u JekapcTBeH NPOOYKT He TpAOBa Ja ce H3MOoJI3Ba cJiel CPoKa Ha FOJAHOCT.

6.5. Bra n ceaALpP/KARHE HA ONAKOBKATA

Camera ot polyethylene terephtalate-Aluminium- low density Polyethylene, nocTtasenH B kapToHeHa
KyTHd, Chabpxkaia 30 camera B 10 newn no 3 caiuera.

He BcyukH BUAOBE OMAKOBKM MOraT Aa OBbAaT mycHaTd B npogaxda.

0.6 Cnenuajiii OpeANAa3HA MepPKH NPH H3XBLpAsaHE
Hsama cneumnaiHd MepxH.

7. MIPUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA

Canodu-Aeentuc brarapus EOQOL
Coua 1303, 6yn. An. Crambonniicku 103,

buarapus

8. HOMEP HA PABPENIIEHHETO 3A YIIOTPEBA

9. IATA HA ITHPBO PA3ZPEILIABAHE / IIOTHOBABAHE HA PAPEINIEHUETO 3A
YIIOTPEBA

10. TATA HA AKTYAIN3APAHE HA TEKCTA




