KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHMUA ITPOAYKT

Ecenumane Excnpec 600 mg nepopanHa nacra B cainera
Essentiale Express 600 mg oral paste in sachets

2. KAYECTBEH H KOJIMYACTBEH CHCTAB

Besiko came cpabpxka 600 mg obeamacnenu, oborarenu pochonunuau ot coeru 3bpHa (deoiled
enriched phospholipids from soya beans).

[TomoLHH BelecTBa C U3BECTHO JAGHCTBHE: €TAHOJ U COEBO MAacIo.
3a NbJIHKUA CIIUCHK HA NOMOLIHMTE BELIECTBA, BHXKTE ToukKa 6.1.

3. JIEKAPCTBEHA ®OPMA | U3NLAHUTENHA ATEHLINSA NO NEKAPCTBATA
| Kpamka xapakmepucmuka Ha npogykma - [lpuaoxeHue 1
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Ecenumnane Excnipec 600 mg e pacTureneH iekapcTBeH NMPOAYKT H3MOJ3BaH MPH YEPHOAPOOHH
3a00/19BaHUS.

Ecennmane Excnipec 600 mg ce u3nonsea 3a noaodpssaHe Ha CyOeKTUBHH OIUIAKBaHMA, KATO JIMICA Ha
areTHUT, YyBCTBO 3a TEXKECT B JACHATA 4acT Ha enuracTpajiHara obnacr, BC/I€ACTBHE HA TOKCHYHH WIH
XPaHHTE/IHH YBPEXKIaHHA HAa YepHHUA Apo0 M XenaTur.

Ecenumnane Excripec 600 mg e nokasan 3a ynorpeba npu 10HOWHM Ha Bb3pacT Mexay 12 u 18 rogunu u
NpH Bb3PacTHH.

4.2. Jlo3MpOBKA H HAYHH HA NPHJIO’KEHHE

JHo3apoBKa:

oo wan 12 romum | 1 cawe (600 mg Goofonmmunt | 1 came no 3 mms aessto (1800
(oxono 43 kg), kakTo U npu OT COEBH 3bPHA). mg GochONUNUAN OT COEBH
i o B 3bpHA).

[1o npMHUMN HAMa OrpaHH4Ye€HHEe BB BPEMETO MO OTHOILLIEHHE Ha NMPOAB/DKHTETHOCTTa Ha ynoTpeba.

Ileouampuyna nonyrayus
be3zonacHocTTa M epukacHocTTa Ha Ecenuunane Excnpec 600 mg npu neua Ha nwpacwlZ rOAMHH
He € ycTaHOBeHa. HsiMa Hanu4HM 1aHHHM. e NS AN

Cnenosarenno, Ecenumnane Exkcripec 600 mg He TpsaOBa na ce u3non3pa npu je
FOZIMHH.

f
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Hsama nocraTtb4yHO JaHHU 3a J1a ce HanpaBAT NPEenopbKH 3a 103MPOBKaTa NMPH MAalMEeHTH ¢ HapyllleHa
ObOpedHa QyHKUMA.

HauuH Ha NPUIOKEHHE
Ecenumane Excnipec 600 mg Tpsaba na ce npuema no BpemMe Ha XpaHeHe.

4.3. IlporuBonoxka3zaHus

CBpBXUYYCTBUTENHOCT KbM (pOoCchaTHAHIXONUH, COEBH 3bPHA, QBCTHIIM W/ WIH HAKOE OT MOMOIIHHTE
BelIEeCTBa, M30pOEHH B TO4Ka 6.1.

4.4. CpnenuajHH npeAynpexaeHHs H NpeANa3zHH MePKH NPH ynorpeda

B peaku ciryyau, TO3M JIEKAPCTBEH NMPOAYKT MOKE /1a MPUYMHHU TEXKH alleprudHH peaKklMH, Thil KaTo
ChABPKa COEBO MacJo.

To3u nexkapcTeeH npoAyKT chabpka no-manko ot 100 mg eranon (B AHeBHA 103a).

Ha naumenra tpsbsa na 6bae o6sacHeH dakra, ye TO3M JIEKapCTBEH NMPOAYKT, HE 3aMECTBA
HeoOXxoauMOCTTa OT H30ArBaHe ynorpedara Ha BeLeCTBa, MPeAU3BUKBALIM YBPEXKAaHe Ha YepHUA Aol .
(HanpuMep anKoxon).

AKO NalMEeHTHT HMa XPOHUYEH XENaTUT, NPUAPYIKABALLOTO JIEYeHHE CbC COeBH (pochonunuy e
ONpaBJaHO, CAMO KOraTo 1o BpeMe Ha JIEYEHHETO ce HabioaaBa ycTaHOBEHO CyOeKTUBHO noaobpeHue.
[lanuenTsT TPAOBaA Na ce KOHCYJITHpA ¢ NeKap B CJTy4aii Ha BJIOLIaBaHe Ha CUMITTOMMTE HJIM aKo Ce
MOSBAT APYTH, HESCHH CUMITOMH.

4.5. BsammoaeHCTBHE C JPYTH JieKAPCTBeHH NPOAYKTH H APYrH JOpMH HA B3aHMO/JAEHCTBHE

Bzanmoneicreue mexay Ecenuuane Excnipec 600 mg M aHTHKOarynaHTH He MOXKE J1a Ce M3KJIIOYH.
[Topanu Tasu npuunHa, Moxke OU € HeoOXOAUMO a Ce KOPHIUpa 03aTa Ha TO3H JIEKapCTBEH NMPOAYKT.
Ha naiyenTa Tpsa6sa na 6b1e o0bpHaTo BHUMaHHKe Ha dakra, ye ako u3noinssa Eceniane Exkcnipec 600
mg 110 €IHO M ChLIO BpeMe C TaKbB BH]l JIEKAPCTBEH MPOJAYKT, TOH TpaOBa Aa HHGOpMHpa CBOA JieKap.

lleauaTpryHa nomyJauus
He ca HanW4yHHU JOCTaTH4YHO JaHHU OTHOCHO ynotpebara Ha Ecenuuane Excnpec 600 mg nepopanna

nacra npu aeua noa 12 roqunu. Cnenoparenso Ecenuunane Excripec 600 mg nepopanHa nacra He
TpaOBa Aa ce u3non3ea npu jaeua noxa 12 roguHu.

4.6. DepTHIANTET, OpeMEHHOCT H KbPMeEHe

bpeMeHHOCT

Ho cera, mupokara ynorpeda Ha cost KaTo XpaHHMTEJIEH NPOJIYKT HE € OBEJIO 10 PHCKOBE IPH
OpeMeHHOCT.
[IpoyuBanusiTa Npy )KMBOTHH HE ca AOCTATHYHH MO OTHOLIEHHE HA PETIPOIYKTHBHATA TOKCHYHOCT (BHXK

Touka 5.3). Hama nocrare4yHo nanuu ot ynorpebara Ha Ecenumane Excnpec 600 mg npu 6pemennn
HKEHH.

Benpeku ToBa ynorpebara Ha Ecenuunane Excnipec 600 mg He ce npenopbyBa no BpeMe Ha OpeMeHHOCT
H KbpMEHE.

KepMmene T
He e u3BecTHO aanu yacTH ot coeBute Gochonunuay Hiu TEXHH MeTaboIuTH npem?&@a;_ﬁ;-ifi NA &\\
MaifYHHOTO MJISIKO. PHCKBT CripsMo HoBopoaeHH/6e6eTa He MOJKE J1a C€ M3KITIOUH. // 5%~ =4\
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deprunurer. HaMa naHHu 3a nopnussaHe GepTHIMTETA NIPH XOpa.



4.7. EdexTHn BbpXy cnocodHocTTA 32 IopHpane H padoTa ¢ MAINHHH
Ecenimane Excnipec 600 mg He oka3Ba BiHsAHKE BbPXY criocoOHOCTTa 3a wodupaHe u pabora ¢
MalllHHH.

4.8. Hexenanu JeKapcTBeHH peaKuHH

a. Ilpezneo na npoguna 3a bezonacnocm

OOHMKHOBEHO CTOMALIHO-YPEBHH HapYLIEHUS MOXE [1a Ce NOSABAT 110 BpeMe Ha JieueHue ¢ Ecenumane
Excnpec 600 mg, kato croMmaiHa 00J1ka, MEKH U3NPAKHEHHUS U THapuUs.

CoeBuTe NPOTEHHH, PBCTHLMTE WK JIPYTH MOMOIIHH BELIECTBA MOTAT JIa MPUUYHHAT aJIEPrUYHH
pPeaKkUHH NMPH MHOI'O PEJIKH CIIY4aM.

6. IIpezned na nesceranume 1eKapCmeeHu peaxKyuu 6 mabauyer euo

3a OLIEHKA Ha BCSKa HeXXeJlaHa JIEKapCTBeHA peaKL|s ca B3eTH MpeABH/l CJIEHHTE YECTOTH:
e MHoro 4ectu (= 1/10)

yectd (=1/100 no < 1/10)

Heyectu (>1/1 000 no <1/100)

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

mHoro peaku (< 1/10 000)

HEU3BECTHHM (YecToTara He MOXKe Aa Obae onpeaeneHa OT HAJTHYHHTE JaHHH).

Cmomauwino-upeeHu HapyuieHus.

C HEeH3BECTHA 4EeCTOTa: racTPO-UHTECTHHAIIHMA CMYLIIEHHs KaTO CTOMallHa 60/1Ka, MEKM H3NPAKHEHHUA U
Hapmsi.

Hapywenua na xoxcama u noOKoNICHAmMa MmvKaH.

C Heu3BeCTHa YeCTOTa: aepPriyHH PeakLMu, KaTo eK3aHTeM (KoxkeH 0OpHB), ypTHKapHs (KONpHBHA
Tpecka), Cbpoex.

CpoOiaBane Ha NOAO3UPAHH HEXKEJIAHH PEeaKLIMH

CrobimasaneTo Ha NOAO3UPAHHU HEXKEIAHH pPeakLMM Clie/l pa3peluaBaHe 3a ynotpeda Ha JieKapCTBEHHUS
MPOAYKT € BaXkHO. ToBa no3BoJisiBa Ja NpoAb/KH HabMOAEHHETO Ha CbOTHOLIIEHHETO NOJI3a/PUCK 34
neKapcTBeHHs NpoAyKT. OT MEAULIMHCKUTE CIIELIMAJIMCTH Ce H3MCKBA 1a ChoOLIABaT BCAKA NMOAO3MpPaHa

HeXXeJlaHa peakums ypes: M3nbiHuTeNHa areHUus 1o nekapereara yi. ., Jlamsas I'pyer” Ne 8 , 1303
Codmns, Ten.: +35 928903417, yebcaiit: www.bda.bg.

4.9. Ilpeno3zupane

HM3non3paHero Ha 103a, O-BUCOKA OT MpeANnHcaHaTa, MOXe /1a NpeIu3BHKa MO-CHITHA U35ABa Ha
HEeXKEeaHUTE PeaKLI|H.

5. ®APMAKOJIOTMYHH CBOMCTBA

5.1. ®apmMakoAHHAMHYHH CBOHCTBA

®apmakorepanesTuyHa rpyna: Jleuenue Ha yepeH apo6, ATC koa: AOSBA
MexaHH3bM Ha JICHCTBHE

[Ipeanonara ce, ye MEXaHU3MBT Ha ACHCTBUE BKJIIOYBA yJIeCHABAHE Ha pereﬂepaum'r;ﬁﬂ s 7 ;_,“"-u-
cradHUnM3upaHeTo Ha MeMOpaHuUTe, NOTUCKAHETO HA JIMITHAHATA NEPOKCHAALIUS U 9 t

DapMakoAHHAMHYHH €DEKTH

[Ipu peauuia eKCIEpUMEHTAIHK MOJIENIM HAa OCTPO Y€PHOAPOOHO HapyllIeHHE, Kﬂ'&l ynpemaue or. <) = |
€TaHOJI, ATKWIAJIKOXO0J, TETPAXJIOPOMETaH, NapaleTaMo ¥ ralakro3aMuH, meﬂﬂti c : ;




(papMakogHHAMHYHHUTE CBOMCTBA HA AaKTHBHOTO BELLECTBO, ca OMJIM AOK/Ia[iBaHH H MPOTEKTHBHU
epexT cnpsamo yepHus Apob. B nonwiiHeHKe, noTuckaHe Ha crearo3ara ¥ ¢pubposara cuio ca Ouiam
HaOJIIOJaBaHH NPH XPOHUYHHU MOJEJIH (€TaHOJI, THOALIETAMK/], OPraHWYHH Pa3TBOPHUTEIIH).

Hsma cneuuduysn npoyyBaHus BbpXY (papmakoauHaMHUKaTa NpU Xopa.

5.2 dapMAKOKHHETHYHH CBOHCTBa

dapMakOKHHETHYHHTE NIPOYYBAHHS MPH XOpa ca nposeieHH ¢ u3otonH *H u *C

AWITHHONEOWN(POCHOTHAWIXOHH, 3a€/IHO C APYTH BellecTBa. XOJIHHOBHAT OCcTaThk € Genaszan ¢ °H u
JIMHOJIOBaTa KucenuHa ¢ '*C.

Abcopbuus:

(DapMakOKHHETHYHHTE MPOY4YBaHUA MPOBEICHH NMPH XOpa NMokas3ear, 4ye nosede ot 90% ot aBara
usotona (°H u *C ) ce abcopbupar B TeHkuTE yepBa. [IukosuTe '“C KOHLIEHTpaLMH ca JOCTHrHATH
Mexay 4 v 12 gac u ca 27.9% ot no3ara. PapMakOKHHETHYHHTE €KCNIEPUMEHTH TPH )KMBOTHH ca
NoKa3aJjiu, Y€ NepopajHO NMPUIOKEHHTE H30TONH Ha coeBU pochonunuam ce abcopdbupar Hag 90% B
THHKUTE YepBa.

Hductpubyums/MeTabonuzbm:

[ToBeuero ot poconunuaure ce pasrpaxaar ot pocdonunaza A no 1-aumn-nmuzodochaTHANIXONNH,
npubunusutenHo 50% ot KOMTO ce npeBpbILAT BeAHAara B NOJMHeHACHTEH (ochaTHAMIXO0HH 110
BpeMe Ha Ipoleca Ha abcopOuus B MHTeCTUHAJIHATA MYKO3a Ha ThHKOTO 4epB0. PochaTHIHIXONHHBT
JIOCTUTa /10 KPBBTA I10 IMM(EH ITbT U CJIe]] TOBa NPEMHHABA B YepHUs 1po0, Hali-Beue cBbp3an ¢ HDL.

EnMMHHHpaHE:
[Tony>XHBOTHLT Ha TO3K KOMIIOHEHT € 32 yaca. 2% ot °H u 4.5% ot '“C mapkepuTe ce yCTaHOBABAT BbB

dexanuure. 6% ot *H u camo cneam ot '*C MapkepuTe ce YyCTAHOBABAT B YPUHATA.
5.3 IlpeAK/IHHHYHH JaHHH 32 0e30MaCHOCT

HsiMa TOKCUKOIOrMYHH NMPOYYBaHHUA BbB BpPBb3Ka ChC coeBHTE (pochomunuam.

Jluncara Ha no3za-edext cnex 48 ceamuuu nepopanHo npunoxkeHne Ha GochOoTHIWIXOIUH (CHCTABHA
yacT Ha coeBuTe Gochonunuam) npu niabxoee e 6una noseye ot 3750 mg/kg Ha neH. Toea e
exBuBaJIeHTHO Ha 100 mbTH nHeBHaTa a03a ot 1800 mg.

[Ipu npoyuBaHus Ha OpeMEHHH KHBOTHH, EMOPHOHHTE WJIH MaJIKH JKMBOTHH, TIPH KOWTO N03H 110 3,750
mg coeBH Gochonunuam Ha kg/TenecHo terno ca OWIM NpuiaraHu, He ca HAMEPEHH TEPATOreHHH
e(pexTH. Thii kKaTo NpoyyYBaHUATA HE OTTOBapAT Ha HACTOAILIMTE H3UCKBAHHUS M HE Ca HAITBJIHO
3aBbPLICHH, HE MOXE J1a C€ HarpaBH KpaiHa OLeHKa OTHOCHO eMOPHOTOKCHYHOCTTA.
DocdaTaauIxoHH HAMA TEPATONeHHH H EMPHOTOKCHYHH €(EKTH B TEpaneBTHYHH JIO3M NPH IPHU3AYH.
Hali-HHCKaTa TepTOre HHO-eMOPHOTOKCHYHA JHEBHA /1032 CJIE/] NEPOPATHO NMPHIIOIKEHHE NPH IUTHXOBE €
noseve ot 1g/kg TenecHo rerno v npu 3aiim noseye ot 0.5 g/kg TenecHo Terno.

HM3cnenpanusaTa Ha QEPTHIIHOCTTA NPH [UTbXOBE HE MOKa3BaT HAKAKBH NMOTEHUHAJIHH e(DEeKTH BBPXY
MBIKKATA M XKEHCKaTa pepTunHocT npu ao3a no 3750 mg/kg.

[Ipu pa3nuyHHM In VItro TECTOBE, HE € OTKPHUT MyTareHeH noreHuuasn. HaMa TecToBe no oTHOLIEHHE Ha
KaHLIEPOr€HHOCT.

6. DPAPMAIIEBTHYHH JAHHH

6.1. CnHcbK HA NOMOIHHATE BeIiecTrea

PHULIMHOBO Mac/io XHAPOreHUPaHO T
TeBpna mac | (eiliin
Eranon 96 % S
CoeBo macno [ =/
3axapvH HaTpui | 30
Apomar Ha Kade W\ @ \&



ApomMar Ha cMeTaHa

6.2. HecbBMeCTHMOCTH

Henpunoxumo.

6.3. Cpok Ha rognoct

3 roauHH

6.4. CpnenuajHu ycJIOBHS HA CbXPaHEeHHE

To3u nexapcTBeH NpOAYKT HE H3UCKBA CTIELIHAIHY TEMIIEPATYPHH YCJIOBHS 32 ChbXPaHEHHUE.
To3u nexapcTBeH npoAyKT TpaOBa Aa ce chbXpaHsABa B OPMrMHAJIHATa OTNAKOBKa, 3a Ja ce npeanasy oT
BJIara.

Cnen karo Ob/1e OTBOPEHO, calueTo TpsOBa BeaHAara Ja ce rnpueMe.

To3u nekapcTBeH NpoaAyKT He TpsAOBa 1a ce U3Mo3Ba Clej] CPOKA Ha MOJHOCT.

6.5. Buam chabpKAHHE HA ONAKOBKATA

Cawera or polyethylene terephtalate-Aluminium- low density Polyethylene, noctaBenu B kapTroHeHa
KyTHs, chabpkaiia 21 unu 30 cawera B IeHTH 1o 3 caluera.

He Bcuuku BUAOBE ONAakOBKK Morart aa ObaaT nmycHaTH B npoaaxoa.

6.6 ChnennajJHH npeAnas’HH MEPKH NPH H3XBbLpPJIAHE

Hama cneumanHu MepKH.

7. IIPHTEXATEJI HA PABPEHIEHHUETO 3A YIIOTPEBA
CAHO®HU B'bJII'APUA EOO/]

oya. ,,llapurpancko woce“ 90

rp. Codusa 1784

buarapus

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA

Per. Ne 20150011

9. AATA HA ITBbPBO PA3PEIIABAHE / IOAHOBABAHE HA PABPEHIEHHUETO 3A
YINIOTPEBA

Hara Ha mbpBo pa3pewaBane: 16.01.2015
10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

28.08.2019 I



