KPATKA XAPAKTEPACTHKA HA IIPOOYKTA
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1. UME HA JIEKAPCTBEHMSI [IPOXYKT % :

Mezum dopre 10000 Ph. Eur. U. cromamno—ycmmnnn mﬁnehcu _
Mezym forte 10000 Ph. Eur. U. gastro-resistant tabletg- e

2. KAYECTBEH H KOJIMMECTBEH CBHCTAB

AKTHBHO BELIECTBO:

Exnna croMammo-ycToiunea tabnerka cpabpxa 80 mg — 111,111 mg nanxpeaTHy, CBHHCKH
MaHkpeaceH npax (porcine pancreac powder), eKBiBaneHTed Ha He NIO-MaJIKO OT ¢JIEQHATA AKTHBHOCT:
JNunaza (Lipase) 10000 Ph. Eur. Units/rafnerka

Ammunasa (Amylase) ne no-manko or 7500 Ph. Eur. Units/rabnerxa

Tlporteasu (Profeases) He no-manko ot 375 Ph. Eur. Units/rabnerka.

ITankpeacHuAT Npax ce Npon3sexkIa OT CBHHCKA NAHKPEACHa THKAH.

IMoMomIHi BELECTBA C HIBECTHO AeHCTEHE;
NaKTo32 MOHOXHApAT, azopyouH (E 122)

3Ja nBEIHEA CNHCDHK Ha IOMOINHKMTE BEIIECTBA, BHKTE Touka 6.1,

3. JEKAPCTBEHA ®OFPMA

CromawHo-ycToiunBa TabneTka (TabneTka ¢he CTOMAIIHO-YCTOHUHBO (DHIIMOBO TIOKPHTHE)

Po3osy, nouru 6unyiaHapHH GpuaMupalt TabNeTKH CBC CKOCEHH KPaHIlia H CTOMALIHO-YCTONYHMBO
(hHIMOBO MOKPHTHE.

4. KJIMHHYHH JAHHH

4.1 TepanieBTHYHH NOKA3aHHSA
Hapymena ex3okpuHHa (pyHKIUHA Ha NIaHKpeaca, NPHIPYEHa OT HapyLIEHO XPaHOCMUIAHE.

4.2 J0o3upoBKa H HAYHH HA HPHJIOXKEeHHe

EOSM POBKa

[IpenopbunTeNHA 103a MO BPeMe Ha XpaHeHe:

2 -4 rabnerku (exkBHBwIeHTHO Ha 20 000 — 40 000 Ph.Eur.U. nunasza).
Josvporkara Ha Mesum ¢dopte 10000 Ph. Eur. U. ce onpeaens oT TexecTTa Ha ChilleCTBYBalaTa
naHKpeacHa HegocTarbuHocT. O0HualiHaTa NpenopEYHTENHATE A03d JIHNA3a [IpU XPaHeHe e B
HHTepeana 20 000 — 40 000 Ph. Eur. U., Ho Moxe na 6bae u owme no-eucoka. Jleuenuero ¢ Mesum
topre 10000 Ph. Eur. U. M2 3a 1e] IOCTHraHe M NOINBPKAHE HA HOPMANHO TENECHO TErNo H
HOpMANM3HpaHEe HA HeCTOTATa H KOHCHCTEHLINATA Ha M3npaxHeHHaTa. [lo-ronamo yBeIH4eHHe Ha
J03aTa MOJKe [a €€ H3BBPIUBA CAMO TI0A JleKapcko HalnioAeHHe M ce LenH nonobpeHne Ha
CHMITTOMUTE (Hamp. creaTopes, KopemHa bonka).

He tpabpa na ce HapeWapa AHeBHa 1033 OT 15 000 -20 000 eaMHMLM AUNa3a Ha KHIO
TErNo.

XpaHara.



Heouampuuna nonyrayus
JosHpoekata npu Aela TpaGea 1a ce ONPeNeny OT JIeKap.

Hauun Ha npuaokeHne

Tabnetkure MesuM dopre 10000 Ph. Eur. U. Tpa6ea na ce npueMar uend ¢ o0HIHO KOMUYECTBO
TEYHOCT, 32 NPEANOYHTAHE N0 BpeMe Ha XpaHeHe.

Tpabea na ce suuMaBa Tabnetkure Mesum dopre 10000 Ph. Eur. U. ga ce nornsmiat ens, Tsit xato
e(DEeKTHBHOCTTAa UM MO’KE J1a HaMalee IIPH CABLBKBAHE, a4 CHABPIKALLNTE C& eHIHMH MOTAT Aa YBPeAsT
YCTHATa JIMFaBMLIA, AKO Ce OCBOOOIAT B YCTaTa.

IponskKTENHOCT Ha yrioTpeba
IlpoapmxurenHocTTa Ha ymoTpefa e HeorpaHmdeHa. T3 CBOTBETCTBA HA NPOAB/DKHTENHOCTTA Ha

3abonaBaHeTO H ce OlIpeAens OT NeKap.
4.3 TIIpornsonokazanms

- CBpBXUYBCTBHTEITHOCT KbM aKTHBHOTO BEIIECTBO, KbM CBMHCKH NPOAYKTH (aneprig KeM
CBHHCKO), KbM HAKOE OT NOMOLIHHTE BeLeCcTRa, H30poeHH B Touka 6.1, xeM azopybuH (E 122).
- OcTbp N2HKPeaTHT H H3OCTPAHE HA XPOHMUEH NaHKPeaTHT 110 BpeMe Ha akTHBHaTa ¢a3a Ha
Bonecrra. [Tonakora obaue ¢ nenecto6pazHO MPHIOKEHHETO Ha NIEKAPCTBOTO BBB (a3ara Ha
BB3CTAHOBABAHE ¢ AKETA, aKO BCE OLIE €A HANHMIE NEPCHCTHPALIH Benesn Ha HApYLUICHO
XpaHOCMHJIAHE.

4.4 CrenHa/lHH NpeqynpekacHHA H Npeana3ni MePKH NpH ynorpeba

UpepHaTa 00CTPYKIMA € H3BECTHO YCIOKHEHHE [IPH NMalHeHTH ¢ KucTuuHa $ubposa.Crenosarento
BB3MOKHOCT OT UPeBHH CTPUKTYPH Tpa0Ba fa ce MMa NpeAsHi NPH HaHuMe Ha CHMITOMH, nofo6un
Ha uneyc (BHX CbLIO TouKa 4.8).

Heofu4aeH kopeMeH TUCKOMOOPT WM POMEHH B OMUIAKBAHUATA TPAGBA Aa CE NPHEMAT KaTo
NpeaynpexaeHHe, 3a Ja ¢e H3KIIOYH MHTECTHHATHO YBpexaaHe. Topa ce orhaca ocobeHo 3a
nauueHTH, nprematiy Haa 10 000 Ph.Eur.U. nunasza Ha KMIOrpaM TeJIECHO TEMIO AHEBHO.

Mezum dopre 10000 Ph. Eur. U. csappika akTHBHM €H3UMH, KOHTO NPH 0cBOOOKIaBaHe B yCTHATa
KyXHHa, Halp. Ipy cABBKBaHE Ha TabneTkara, Morar Aa AOBENAT [0 YBpexXjaHe Ha JTHraBHIATa
(ynuepauuu). ETo 3awmo e Heo6xonumo sEuManne Tabnetkure Mesum dopre 10000 Ph. Eur. U. gace
MOTTHINAT LIEJIH.

[aumenTn ¢ Npo61eMH CELP3aHH ¢ psaAKa HacNeACTBeHa HENOHOCHMOCT KM ranakTosa, Ne(HIHT Ha
NAKTA3a MIIA TIIFOKO30-TaNakTo3Ha Manabcopbuns e TpsaGaa na puemat Mesum dopre 10000 Ph.
Eur. U..

4.5 B3anmopeiicTBae ¢ ZpyrH nekapcTBeHN NPoAYKTH H XpyrH GopMH Ha BlaHMoOAcHcTBHE

DQonueBa KHCETUHA
Pe3opOnuara Ha (oHeRa KMCeNMHa MoXKe Na ce NIOHIDKM OT NIpHEMa Ha JIEKapCTBEHH NPOAYKTH,

CHABPIKALIH [TAHKPEATHH, KOETO 03HAuYaBa, Ye MOXeE J1a Ce HAXOMH AOITEIHHTENCH MPHEM Ha (onuesa
KHCETIMHA.

Akap00o3a, MUTTTHTON

EdexThT Ha nepopanuure anTHauabeTHH neKapeTea akapho3a B MEFANTON MOX
€IHoBpeMeHeH npHeM Ha Mesum ¢opre 10000 Ph. Eur. U..



4.6 @epTRANTET, OPEeMEeHHOCT M KbPMede

Hsama noctrarsuno naudu 3a ynorpebara va Mezum ¢opre 10000 Ph. Eur. U. ot 6peMeRHH XeEHA.
Hanmuie ca caMo HeOCTATEYHH AAHHH OT NIPOYYBAHHA € )KUBOTHH 32 epeXTHTE BEPXY OpeMeHHOCTTa,
eMpOHOHANHO/(DETATHOTO pa3sBUTHE, PAXIaHE WIH IOCTHATANHO pa3BHTHe. ETo 3an10 He ¢ H3BecTeH
BB3MOMHHAT PUCK NMpH Xopa. 3aTtoBa MesuM ¢opre 10000 Ph. Eur. U. ne moxe na ce npueMa npu
OpeMEHHOCT K KbPMEHE aKo NpHEMBT He ¢ abcomoTHo HeobxonuM.

4.7 EdexTn Bbpxy cniocoGnocrTa 332 modupane 1 pabora ¢ MamBHER

Meanm ¢opre 10000 Ph. Eur. U. He oxka3Ba i 0ka3Ba HE3HAYHTEHO BB3NEHCTBHE BEPXY
cniocobHocTTa 3a WodgUpane H paGoTa ¢ MaLTHHA.

4.8 Hexenann JekapcrBeHn peaklun

Karo 6a3a 3a olieHKa HA HEKelaHHTE PeaKimy C¢ NMPHEMA CIICIHATA YeCToTAa:

MHoro uecTH > 1/10

YecT > 1/100 no < 1/10
Heuectn 2 1/1 000 ao < 1/100
Penkn 2 1/10 000 mo < 1/1 000
Mmuoro peakna < 1/10 000

C HeM3BECTHA 4ecTOTa: YecToTara He MOXKE J1a Ce OLIEHH OT HANHYIHHTE JAHHHA

Hapynienns Ha MMYHHATA CHCTEMA
Muozo pedxu

- AnepruynM peakLyH ot HezabapeH THN {KaTo KoxkeH OOpHB, ypPTHKapHs, KHXaHe, ChII3eHe,
OpoHxoCna3bM, AMCTIHES), CTOMAWHO-UYPEBHA CBPBXYYBCTBHTENHOCT

 newzgecmna yecmoma

CroManlHO-YpeBHH HADYIIEHHA

Mnuozo pedxu

- Jlwapua, abpomunanen guckoMpopt, kopeMHa Gonka, rafeHe, NOBPhINaHe

- OOpa3yBaHeTO Ha CTPHKTYPH B Hil€oLIeKaiHaTa 00NacT ¥ KONOH acieHJEHC NPH NAIMEHTH ¢
kucTH4HA (pubpo3a e omucaHo crnea NPUNOKEHHE Ha BUCOKH 103K NAHKpeaTHH (BK. Touka.4.4).

Hacnensauuns

C Heuzgecmua wvecmoma

- [Ipu nanmenTH ¢ kucTHUHA PuBposa, ocobeHo npY NpHeM Ha BUCOKH J03H NMAHKPEATHH, MOKE 14 ce
Ha0n1oJaBa yBeTHYSHA eKCKPerua Ha MMKOYHa KucenuHa ¢ ypuhata. ETo 3aio npH resM naluHeHTH
TpAOBa 12 ce NPocneasBa eKCKpPEeLMATa Ha MMKOYHA KHCENHHA B YPHHATA, 3a Aa ce n3berne
o0pa3ypaHero Ha YPATHH KAMBbHH.

Azopybun (E122) Moxe N2 NpHYMHH aNepruyuHa peakLHa.

Cbo0maBane Ha NOAO3MPAHH HEXKENAHH PEAKIHH
CrobmasaHero Ha MONO3MPaHH HEXKENAHH PEAKLIMH Tl pa3pelllaBaHe 32 YIIo
NpOAYKT € BaskHO. ToBa Mo3BoNsBa Aa Npoab/KU HAOMOAEHHETO HA CHOTHOLIE




NleKapcTReHHs npoayKT. OT MeAMIMHCKHTE CTICUMAIHCTH C& H3HCKBA Ja choDOluaBaT BeAKa
NoA03MpaHa HeXenaHa peakilis Ype3 HALMOHAIHA CHCTEeMa 33 ChoDIIlaBaHe:

W3npanuTenna areHuMs no NekapcTeaTa
ya. “Jamsau [pyes” Ne §

1303 Cogmst

ten.: +359 28903417

yebealit: www.bda.bg
4.9 IIpeno3aupane

CrobIeHo €, Ye H3KMOUKTEIHO BHCOKH J03H, 0co0eHO MpH NalHeHTH ¢ KHeTHYHA Gubposa, MoraT aa
ce CB'I:p)KaT C yBeaneHne Ha MHKOYHAaTa KHCEelIMHa B cepyMa H }'pHHaTa.

5. ®APMAKOJOIMYHH CBOHCTBA

5.1 DapMakoIAHAMHIHH CBOIiCTBA

dapMakoTepaneBTHYEH KIIAC; XPAHOCMIIATEIHH SH3HMMH, eH3HMHH NPOLYKTH, MyNTHEH3UMH (Jiunasa,
npoteasa u Ap.), ATC xon: AG9AAO2

Mezum dopre 10000 Ph. Eur, U. ceappaka nankpeaTus. [TlaHkpeaTHH NpeficTaBlIABa NIPax OT NaH¥Kpeac
Ha GozaiiHULK, OGUKHOBEHO Ha cBHHE. ChBPKA EKCKPETOPHHTE TAHKPEAaCHH SH3HMH NHITa3a, anda-
aMHnasa, TPHNCHH M XHMOTPUIICHH, KaKTO H IPYTrd eH3UMH. OCBEH TOBA NaHKPEaTHHBT ChABPKA H
JPYTH CHITBTCTBAIIH BelliecTBa 03 ¢H3HMHA aKTHBHOCT.

INoTenmman®T 3a XpaHOCMHIAHE ce OMPEACHS OT CH3IHMHATA AKTHBHOCT, KAKTO H OT JIEKApCTBEHATa
topma. EH3MMHATA aKTHBHOCT Ha JTHIA3aTa U ChABLPXKAHHETO HA TPHIICHH Ca OT PellaBallo 3HAYCHHE,
NOKATO aMHIOTUTHYHATA aKTHBHOCT € BaXKHA CaMO TIPH JIeYCHHE Ha KHCTHYHA (ubposa, Thil KaTo
pasrpaKAaHeTO HA NONH3aXapHAMTE OT XPAaHATA HE € HApYLICHO NOPH IIPH XPOHHYHHSA NAaHKPCATHT.

[NankpeacHaTa NTuna3a OTLENBA MaCTHHTE KMCENWHM B MO3HLMA 1 U 3 OT TpHALAIIIHLIEPHIHATA
Mosekyaa. B pesynrar Ha ToBa ¢BOGOMHHTE MACTHH KHCETMHU H 2-MOHOTTHLIEPHM ce pe3opbupar
6bp30, 0cobEHO B rOpHATA YAaCT HA TBHKOTO YEPBO C TIOMOILTA Ha KITBYHHTE KHCENHEN,
JKuBOTHHCKATA NIAHKPEacHa JINNasa, KakTo M YOBeLlUKaTa IMNa3a, € KHCENHHHO NabunHa 4 Toea
03Hauapa, e HeHHATa MTHNONKWTHYHA AKTHBHOCT IIPOrPECHBHO C€ UHAKTHBHpa HeoGpaTuMo npH pH<4.
Ero samo Me3um dopre 10000 Ph. Eur. U. e nox ¢popmara Ha cToMaIHo-ycToiunsH Tabnerku.

TpHMNCHHET ce akTHBHpa OT TPHIICHHOTEH YPe3 aBTOKATAIH3a HIM OT ThbHKOYPEBHATa EHTEPOKHHA3A H
Ha CEOif pe/l AKTHBHpa APYTrH NPOTEOHTHYHH eH3uMH. KaTo eHOONenTHAaza, Toi pasiensa
NENTHAHHTE MOCTOBE, CHABPSKAIIH JJH3HH H apTHHHH, H 110 TO3W HaYHH 33¢JHO C APYTH €H3UMH
OCHTYpABa PasrpaxkaHeTo Ha GenThUMTE 0 AMHHOKHCENHHN X MasKK NENTHARN. PesynraTite ot
CbEPEMEHHH NPOYYBAHHA NIOKA3BAT HHXWOHpaHe Mo NpHHUMMA Ha oOpaTHaTa BPB3Ka Ha MaHKpeacHaTa
CEeKpeLya, CTHMYITHPaHa OT aKTUBMPaHMA TPUIICHH B FOPHATA YACT HA THHKOTO uepso. Ha To3H edekr
ce OTJaBa aHANTETHYHOTO AHCTBHE HA MAHKPECAaCHHTE NPOAYKTH, OIMHCAHO B HAKOH NMpOY4YBaHNA.

M 3aTOBa AKTHRHOCTTA Ha aMui13aTa 0OMKHOBEHO € Bee Ol A0CTaThYHa A0pH ApH
HamanieHa oT 60ecTTa cekpeTopHa (JYHKLMA Ha MaHKkpeaca. )



52 PapMaKOKMHETHYHH CBOlicTBA

Abcopbuua

TMankpeaTHHLT He ce abcopOHpa B CTOMALIHO—YPEBHNA TPAKT B CE eKCKpeTHpa ¢ dekanuute. Ilo-
rojiiMaTa 4acT ¢€ pas3rpajkaa M ACHATYpHpa OT CeKpeTH Ha XpaHOCHIATeIHaTa CHCTeMa HIH OT
GaxrepHn.

BuonanuaHoct

CromaluHo-ycToiHunBaTa 0OBHBEKA Ha TabMETKHTE 3allIHTaBa KHCETHHHO YYBCTBHTEIHHTE CH3HMH OT
HHAKTHBHpAaHE OT CTOMZIIHATA KHCEIHHA NpH NPpeMHHaBaHeTo MM NIpes cToMaxa. CaMo cnell XaTo
JOCTHTHAT A0 HEYTPanHA HIH JIeKO OCHOBHA Cpefia B TEHKOTO MEpPBO, EHIHMHTE ¢e 0CBOGOXKAABAT Ciien,
pazrpaxkaaHe Ha NOKpUTHETO. Thif KATO NaHKPEATHHBT He ce Pe30pOHpa, He € BE3MOKHO Ja ce
cB0epaT AaHHH 3a GapMakOKMHEeTHKATA H OHOHAIHYHOCTTA.

EdexTHBHOCTTA Ha IaHKpeaTHHA ¢e OTIPefieN OT CTETIEHTa H CKOPOCTTA, C KOATO SH3HMHTE Ce
0cBOOOKIABAT OT NeKapcTBeHaTa GopMa, Nopany KOETO TOBA ChOTBETCTRBA Ha HATHYHOCTTA B
JiekapcTBeHaTa dopMa.

53 IIpegKTHEMYHA AAHHH 32 (€300aCHOCT

Heca TNPOBEXKAAHH NPEAKAHHHYHH NTPOYYBaAHHA. He ce ouakeaT CHCTEMHH TOKCHYHH ecllex'm cnen
NepopaneH IpHeM HA NAHKPEaTHH.

6. PAPMANEBTHYHU JAHHHM

6.1 CnHebk Ha NOMOUIHHTE BeIecTBA

C’LQQCBHHa: JIaKTO3a MOHOXHAPAT, MUKPOKPHCTANHA HEemynos3a, KpOCIIOBHIOH, KOJIOHOEH 563\30)161-1
CHIMLMEB AHOKCHN, MarHesues creapart (Ph. Eur.) [pacrureneH].

OGBHBKA: XHOPOMENO3a, CHOOIMMED Ha METAKPHAOBATA KHCENNHA - eTHN akpunat (1.1 mucnepensn)
30%, TPHETHNOBR LIMTPAT, TaJIK, CHMETHKOH €MYJICHA, ChCTOALLE CE€ OT CHMETHKOH, METHIINENY03a,
copbunora kuceauHa (Ph. Eur), soaa; makporon 6000, kapmeno3a RaTpyi, nonucopbar 80
[pacTuTenen], azopybun (oupetureny E 122), THTaHor auokcua (ouseruten E 171), narpuen
XHIPOKCHT,

6.2 HechBMeCTHMOCTH

He e npunoxumo

6.3 Cpok na rognoct
3 rogunn
6.4 Cnenna/nu yelioBust Ha CbXpaHeHue

Ha ce ¢cexpansea nion 30 °C!

6.5 Bua B cuabpikanne Ba 0NaKOBRATA
Bnucrep, n3paboTed OT NOKPUTO ANYMHHHEBO (ONHO, 3aNeUaTaHO C aTyMHHHEB

5




OpuruHanHn onakoekd ¢ 10, 20, 50 nau 100 cromMamHO-ycToHYHBH TabneTky.
He Bcuukn BUIOBe onakoBku MOraT Jia GbAaT NycHaTH B npotax0a.
6.6 CoennajHn npena3sHH MePKH IPH H3IXBbpJAHe

Hsama crielinanHy H3UCKBAHHA.

Hen3non3paHUAT NPOAYKT WIH OTNAABYHHTE MATEPHAJH OT Hero TpA06Ba Aa ce H3XBBPNAT B
CHOTBETCTBHE € MECTHHTE W3HCKBAHUA.

7. IIPMTEXATEJI HA PAPENIEHHETO 3A YIIOTPEBA

BERLIN-CHEMIE AG (MENARINI GROUP)
Glienicker Weg 125
12489 Berlin, I'epmanus

8. HOMEP(A) HA PASPENNIEHHUETO 3A YIIOTPEBA

20050337

9. JATA HA ITBPBO PA3PEINABAHE/MIOJHOBABAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

Jlata Ha mepBO paspeinasane: 22.06.2005 r.
Jlara Ha nocnenuo nonuoeasane: 24.06.2010 r.

10. JATA HA AKTYAJIMSHPAHE HA TEKCTA

KOm 2018 r.




