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l.  HUME HA JIEKAPCTBEHMS IPOAYKT | }/697/ . 11 -[]9- 2026

Kpeon 25 000 Ph.Eur.U cromamHo-ycTOHYHBH KANCYJIH, TBbP/AH
Kreon 25 000 Ph.Eur.U gastro-resistant capsules, hard

7 2 KOJIHUYECTBEH U KAYHECTBEH CbCTAB

Besaka kancyna Kpeow 25 000 Ph.Eur.U cwvabpka 300 mg nankpeatuH (naHkpeaceH npax)
(Pancreatin (Pancreas Powder)), CbOTBETCTBALLL Ha:

amunasa (Amylase) 18 000 Ph. Eur. eanuuum
nuna3sa (Lipase) 25 000 Ph. Eur. eamnuum
npoteasa (Protease) 1 000 Ph. Eur. eanHunum

[[pou3BeI€HH OT CBUHCKA MAHKpeacHa ThKaH.

3a NbJHUA CNUCHK HA MOMOILIIHUTE BeElllecTBA BUKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

CTOMalIHO-YCTOHYHUBH KalcCyJiu, TBbP/H

JIBylLIBETHA TBbp/1a *eJaTHHOBA KarcyJia ¢ OpaHKeBa MaToBa Karavka v rnpo3payHo Ts10.

4. KIUHUYHU TAHHHU

4.1 TepaneBTHYHH NOKA3AHHS
JleueHue Ha nNaHKpeacHa eK30KPUHHA HEI0CTATBUYHOCT MPH JIELIA H Bb3PACTHH.

[TankpeacHaTa €K30KpUHHA HEAOCTATBYHOCT € YECTO CBbp3aHa, HO He OrpaHHueHa J10:
® KHMCTHYHA (huOpo3a (MyYKOBUCLIM103a)
® XPOHHUYEH MAHKpPEaTUT

XHUPYprys Ha naHkpeaca

racTpeKTOMMS

® pak Ha naHkpeaca

® CbLCTOSIHMUSA ciejl racTpouHTecTUHasieH Oainac (Hanp. Billroth Il ractpoenrepoctomms)

e 00CTpPYyKUMS HA NAHKpeacHUs MJIK OOLLMS AUTbYEH KaHall (Hanp. Npyv Heor1azma)

e cuHJapom Ha Shwachman-Diamond

® CbCTOSIHHME CJIe/1 OCTBHP MAHKPEATHT M 3aMo4YBaHe Ha EHTEPAJIHO MIIM NEPOPaATIHO XPaHEHE.
4.2 /lo3HpOBKa H HAYHH HA NPHJIOKEHHE

,HOEI-’IPDBKHTEI cC onpeaciia OT HHJIUBUAYAJTHHTC ﬂDTpCﬁHGCTH U 3aBUCH OT TExHecTTa Ha 3a00IsIBAHETO
H CbCTAaBa HA XpaHATa. .

HauuH Ha npUiIoKeHHUe

ﬂpenuphun TCJIHO € CH3UMHUTCE J1a CC IpHEMAT 110 BPEMC HJITH He3zabaBHO cliejl Axpd




Kancynure Tpabra na ce rbatar ueau, 6e3 na ce CMaykBaT WM ABbBYAT, ¢ AOCTATHUYHO KONHUYECTBO
TEYHOCT NO BpeME MK CREA BCAKO OCHOBHO XpaHeHe WM 3akycka. Koraro rbataHeTo Ha KancyJinTe e
3aTPYAHEHO (HAnp. NPW Malky Aeua WKW NauMeHTH B CTapyecka Bb3pacT), KancyiauTe Morart Ja ce

OTBOPAT BHUMATENHO U MHHUMMHKpochepHuTe na ce nodaesaT kbM Meka xpaHa (pH < 5,5), koaTo He

M3WCKBA ObBYEHE WM MUKpochepuTe aa ce npuemat ¢ teuHocT (pH < 5,5). Tosa Moxe na Obae
A0BNKOB COK, KMCENO MNSKO WK mioaoB cok ¢ pH < 5,5, Hanp. a6b1KOB, NOPTOKANIOB COK WK COK OT
aHaHac. Ta3m cmec He TpadBa na ce cbxpaHapa. CMauykBaHe H AbBYEHE HA MUHUMUKPOCHEPUTE WK
CMecBaHe ¢ xpaHa WM TedHocT ¢ pH > 5,5 Moxe aa Hapyliy 3alMTHOTO EHTEPUUHO NOKpUTHE. ToBa
MOJKE Ja 10BeAE A0 paHHO OCBOOOMAaBAHE HA €H3MMHM B YCTHATA KyXWHA M A0 HaMmajieHa e(pUKACHOCT
W Apa3sHEHE Ha JTUraBUYHATE MeMOpaHu.

Tpﬂﬁﬂﬂ Ad CC BHUMaBa Add HC OCTABaA JICKAPCTBO B vCTaTa.

BaxxHO € 1a ce ocurypu focTaTb4Ha XWapaTauua Npe3 usnaoTo speme, ocodeHO npe3 nepuoad Ha
noBMLUEHA 3aryba Ha TeYHOCTH. HeAOCTATbYHHUAT NTPHEM HA TEYHOCTH MOXE Ja YTEHH KOHCTHNALIUA.
Bcako cMecBaHe HA MUHHMMKpocdepHUTe ¢ XpaHa MNKM TevHOCT TpabBa ja ce nNpunoXkH He3abaBHO H
He TpabBa Ja ce chXpaHsBa.

Jlo3nposka NpH Jeita U Bb3pacTHH ¢ MYKOBHCIIW03a
Ha 6aza Ha npenopbxure Ha KoHjepeHUMATA 32 KOHCEHCYC MO MYKOBHCUMA03a, AMEpUKaHCKAaTa

doHaaLUMs N0 MYKOBUCLHAO3A M AHIMNTHHCKUTE KOHTPONHpaHK NPOYyYBaHWA, MOXE Aa C€¢ NMPenopbuBa
cneanara obuia 1o3UpoBKa NpH NAaHKpeacHa €H3UMHA 3aMECTUTENHA Tepanus;

» baizupaHarta Ha TenecHa maca J03MpPOBKA Ha eH3uMuTe Tpabsa aa 3anouHe ¢ 1 000 eanHuLm
nunalza’kg/Ha xpasese 3a aeua noa 4-roaduHa sb3pacT M ¢ 300 eavnHduM nunasza/kg/Ha
XpaHeHe 3a aeua Hazg 4-roavlliHa Bb3pacr.

e Jlozara Tpafea na ce NpUroaM B 3aBUCHMOCT OT TEXKECTTa Ha 3abonsBaHETO, KOHTpOfa Ha
CTeaTopeATa U NoAABPKAHETO Ha 100BP XpaHUTENEH CTaTyC,

e [loseueto nauneHTH TpaOGBa Aa octaHaT noa MAM Aa He HaardwagaT 10 000 eauHnuy
nunasza’kg TenecHo terno Ha aed UM 4 000 eanHuuM nvnalza/g npueTH MazHHHM.

Jlo3upoBka npu apyry 3abongaeaHug, CBbP3aHU ¢ NAHKPEACHA €K30KPHHHA HEJ0CTaThYHOCT

Jloszata Tpabea pa Obae onpeaesieHa MHAMBMAYANHO 3a BCEKM MAaUMEHT CNOped CTENMeHTa Ha
HapylleHHe HAa XpaHOCMUIAHETO H CbABPXKAHMETO HA Ma3HUHM B XpaHata. HeoOGxoaumaTa no3a npu
OCHOBHO XpaHeHe e B HHTepBana ot 25 000 ao 80 000 Ph. Eur. eaMHuuM nuvnasa v NOAOBHHATA OT
HHAMBHUAYANHATA A03a 33 3aKYCKUTE MEXKAY XPaHeHHATA.

4.3 IIpoTrnBONOKA3aAHUSA

CBpBX4yBCTBHTENTHOCT KbM AKTHBHOTO BELLECTBO HWAW KbM HAKOE OT MOMOLUHHWTE BELUECTBaA,
u3bpoeHH B Touka 6.1.

4.4 CneitHaNHH npeaynpexieHHa H NpPeaANaZHH MepKHl npx ynortpeba

ChofaeaHy ca CTPUKTYpPU Ha uaeo-uekyma M aedenoto 4epso (dpubposupalua KonoHonatus) npu
MauuMeHTH C MYKOBHMCLMAO3a, MpUeMalllh BHCOKM 103M naHkpeaTHH. Karo npeanazHa mspka,
HeoOWYaiHH KOPEMHH CHMITTOMH HJIH MpPOMEHH HAa KOPEMHH CUMMNTOMM TpabBa fa ce npeueHaBar
MEJMLMHCKM ¢ oOrjed H3KIouBaHe Ha (ubpo3upalla KoNoOHONATHA, OcoDEeHO NPH NAUMEHTH,
npuemaiu noseye ot 10 000 eannuun nunaza/kg AHeBHO.

HMugdexkuus ¢ Bupyca Ha xenaTtvT E

Bbnpekd MepKUTE, NMpEeANpUETH MO BpEME Ha NPOU3BOACTBOTO 33 HAMAIABAHE Ha
HaniyueTo Ha BUpyca Ha xenatuT E (HEV) B nekapcTtBeHn npoaykTtu, cbab
IaHKpeac OT XUBOTHHCKH (CBMHCKHK) MPOU3X04 oA hopmara Ha npax.

EAHO KpBCTOCAHO MpOyuBaHe npeanosara NO-BUCOKA CEPONPEBAIEHTHOCT Ha
KUCTO3HA pUbpo3a, KOUTO U3INOA3BAT 3aAMECTUTENHA TEPANUR C NAHKPEACHU €H3
nMLa, KOWTO He HM3MOon3eaT naHkpeaTHH. ToBa npoyusaHe € CbC CHUIECTB




BKIIOYMTENHO HECHTypHOCT (10 OTHOLUEHME HAa MOMEHTA Ha MpekapaHaTta HHPEKUHA, KaKTo M
BEPOATHOCT H3TOUHUKBT Ha HEV na e apyr. Karo npeana3zHa Mapka MyHOCYNpPEeCUPaHWTE NALKEHTH,
oayuaBalllh BUCOKM [JHEBHH 1R03M, TpabBa aa ObaaT WHGPOPMHUPAHM 32 CUMITTOMHTE Ha BHPYCEH

XECMNaTHT K a4 NOTBbPCAT MCAHULIMHCKA NOMOLL, dKC CE€ NOABAT TAKHBa CHMIITOMH.

Toea nekapcTBo cbabpika n0-Manko 0T | mmol HaTpuii (23 mg) Ha kancyna, T.e. MOXE 14 CE KaxKe, ue
NMPakTHYECKU HE CHABPHKA HATPUH.

[IpocneanmMocT

3a na ce noaodpH npocaeauMocTTa Ha OHONOTHYHHTE NEKAPCTBEHH NPOAYKTH, HMETO W NapTHUAHUAT

HOMCD Ha MNpHUI0XKEHKUA NPOAYKT Tpﬂﬁﬂa ACHO Ja C€ 3arnuvcaar.

4.5 BiaumoneiicTBHe ¢ APYIH JIeKAPCTBEHH MPOAYKTH U APYTrH GOPMH HA B3aHMO/JeHCTBHE

He ca NpoOBEXIaHH NPpOYHBAaHWA 34 B3aHMOIEHCTBUATA.

4.6 DepTHAHTET, GpeMEHHOCT ¥ KbpMeHe

OepTUAnTET U BpEeMEHHOCT
HsaMa HanWYHU KNHHUYHHK JaHHU 338 OpeMeHHH KeHH, H3NON3BANH NAHKPEACHH €H3UMMU.,

[lpoyuyBaHHUs NpH KUBOTHU HE ABAT AOKA3ATENCTBA 3a KAKBaTO U jAa e abcopOUMA Ha CBHHCKUTE
MaHKpeacHU eH3nMU. CreJOBaTEIHO, HE C€ OUYAKBA PENPOAYKTUBHZ TOKCHYHOCT WJIM TOKCHUYHOCT 34
pazBUTHETO HaA nnofa. llpeanncBaHeTo HA NeKapcTBOTO Ha OpeMeHHW x»eHu TpabBa na crapa

npeanasiKBo.

KupMeHe

He ce ouakBa edext BbpXy KbpMmauera, Tbid KaTo Ha Oazata Ha M3CNEABAHUS BbPXY XHUBOTHH Ce

npearnosiara,

Yye HAMA CHCTEMHA EKCIO3MUMA HA KbPMELIUTE MKEHW € NAHKPEACHH EH3HMHU.
[TlaHkpeacHHTe eH3UMH MoraT aa 6bAAT U3MON3BAHHU MO BPEME HAa KhpPMEHE.

AKo ce Hajlara KpeoH no Bpeme Ha OpeMeHHOCT H KbpMeHe TpalBa na ce npu.aara B Jo3u

NOCTATBLYHH 4 OCHIYPAT A1€KBATEH XPAHHTE/IEH CTATYC,

4.7 EdexTu BbpXy cnocoOHOCTTA 32 ohHpaHe H paboTa ¢ MAIIUHH

KpeoH HaMa unu nossisapa npeHedbpexxnumo cnocobHocTTa 3a wodHpaHe U paboTta ¢ MalliMHK,

4.8 Heskenanu nekapcersesy peakuHH

B knUHHAYHHK npoyyBaHUs noseyde oT 900 nauneHTH ca npueManu KpeoH.

Haii-uecto chobuiaBaHuTe HexmenaHW peakun ca OHMIIM CTOMALIHO-YPEBHW HAPYLIEHHS C OCHOBHO
CpeaHa 10 YMEpeHa TexkKecT.

CJ'IB,[[HHTE HCAHCIIAHH peaKLUHH C TMOCOHCHATA NHo-4A010Yy HCCTOTa <a HHGJ'I}O,IIEIBHHH e BpCMEC Ha
KNTHHHUYHH TIPpOY4BaAHHA.

MedDRA-0a3a MHoro gecTH YecTn (>1/100 Heuectn C nenzpecrHa
NAHHH Ha (>1/10) 10 <1/10) (>1/1 000 no yectoTa (OT
CHCTEMO- <1/100)> HATHYHELS-ARHNY
OpraHHH He pakeid ine. <
KJ1aCOBE Ha _“( ?@4}«:;
CtomamHo- kopeMHa Gonka* | ranexe, TR YDpeli#itens .
YpeBHH NOBPBILAHE, =( )'t:;:ﬁ if?*ra '|
HADY I CHHSI 3ariex, NoAyEaHe ueRes, (bugpdinparia |
Ha KOpema, m gty




AHapus™
Hapymenuna na oOpHB NPYPUTYC, YPTHKaApHs
KOXaTa H
NoAKOKHATA
ThKaH
Hapymenus na CBPbXYYBCTBHTEIHOCT
HMYHHATAa (aHapunakTHUHA
cHCTeMA peakiums).

*CTOMaWHO-4YpeBHUTE HApYLUEHHA Ca CBbP3aHH MMaBHO ¢ noanexauo 3abonssane. [TonobHa uau no-
HUCKa 4ECTOTa B CpaBHeHue ¢ nnauebo ce chobuiasa 3a AMapusa U kopemHa Oonka. CboblaBany ca
CTPUKTYPH Ha HWneo-uekyma U aebenotro uepso ((huOposvpamia KoOAOHONATHR) MpH NALMEHTH C
MYKOBHMCLIM103a, TPHEMALLH BUCOKH A03H MaHKpeaTuH (BXK. TOUuka 4.4).

Habniopasanu ca anepruyHy peakuWd rlaBHO, HO He CaMO OTHACcAlW €€ A0 KoXaTta U Te ca
UOEHTHPHLMPAHW KAaTO HEXENAHW PEAKLIMM N0 BPEME Ha NEpHOAa Cliel M3laBaHE Ha pa3pelleHUETO 3a
ynotpeba. Tl KaTo Te3n peakuuy ca ROKIaABAHW CNOHTAHHO OT NONyNauus ¢ HeofpeneseH pasMep,
HE € Bb3MOXHO Ja C€ ONpeaen TAXHATa YecToTa.

[leanaTpuyHa nonynauus
He ca uaeHTHGUMUMpaHHM cCnEeUHPHUYHH HEXKENAHHW peakuvyd nNpu NeadaTpUvHatTa NONyAaLus.
YectoTata, TUNA M TEXECTTA HA HEXENAHWTE peakuMu ¢a MOoAO0OHMU MpU Aela ¢ MYyKOBHCLUHWAO3A B

CpaBHEHHE C Bb3PacTHH.

HoxnaasaHa € Bpb3ka MEXAY M3KMOHHTEIHO BMCOKM [03M HA MAHKPEATUH U XUMEPYPHKO3YPHS H
XUNEPYPUKEMMSL.

CrobasaHe Ha NOAO3UPAHU HEMKENAHH PEAKUIMH

Cp00L1aBaHETO Ha NOJO3IMPAHHM HEXENAHW peakLMK chejl paspeutaBaHe 3a ynotpeba Ha nekapcTBeHUA
NpOAYKT € BaxHo. ToBa no3BofisBa Aa NPOABLNKKU HAOMIOIEHHETO Ha CHOTHOLUECHHETO 1MOJI3a/pHCK 34
nekapcTBeHUs MpoaykT. OT MEIUUMHCKHTE CNeuranucTH ¢€ M3UCKBA Ja CcboOllapaT BCAKa
NOAO3HPAHA HEXEMAaHA PEAKLIMs Ype3 HALIMOHANHATA CUCTeMa 3a ChOoOLaBaHe:

UanbAHUTENHA areHUMs NOo JIeKapeTBaTa
ya. ,.JlamaH Fpyes™ Ne §
1303 Codus

Ten.: +359 2 8903417
yebcaiT: www . bda by

4.9 [ipeao3upane

UakniouuTeslHO BHCOKH J03M MaHKpeaTHH, Morat na Obaat cBbp3aHM CbC cbhoOlUEHMs 3a
XHNEePYPUKO3YPHA H XUNEPYPHKEMHUA.

3. GAPMAKOJIOI'HYHY CBOHCTBA

5.1 DapMakoAHHAMHYHH CBOHCTRA

dapmakoTepaneBTHYHa rpyna: Myntuensnmu (aMunasa, nunasa, nporteasa), ATC koa: AO9AAO2

MexaHW3IbM Ha NeHCTBHE
KpeoH cbabpka nNaHKpeaTHH OT CBMHCKH TNPOM3Xod, (POpMYyNMpaH Kato CTO
(KUCENUHHO YCTORUNBH) MUHUMHUKPOCHEPH, MOCTABEHH B )KEJTATHHOBH KaNCYJIH.

Kancynure ce pazteapat Obp30 B CTOMaxa, OCBOOOKAaBAHKH MOAAMO KOSNIMYECT
— MYATHAO30B NPHHUMI, Cb3A4JIEH 32 Aa C€ NOCTHIHE 100p0 CMECBaHE CbC CTOM




H3Npa3BaHEe OT CTOMAaxa 3a€JHO ¢ XUMyca U ciea ocBoboxnaBaHeTo - noOpo pasnpesrencHue Ha
EH3UMHUTE XUMYCA.

Korato MuUHHWMHKpocdepHTe AOCTHrHAT TbHKHTE u4epBa, oOBHMBKATa ce pasrpaxaa Omp3o (npu
pH>5.5), ocBoboxnaBaiikd €H3UMM C NUMONUTHYHA, AMWIONUTHUYHA U MPOTEOJUTHUHA AKTHBHOCT,
KOETO OCHTypABa pasrpaXAaHeTO Ha MA3HHHUTE, BLIUIEXWApaTUTEe W npoTerHute. [lpoaykTuTe OT
MaHKpeacHOTO CMHWIaHe cnex ToBa win ce abcopdupar AMPEKTHO MAM ca MOMJIOKEHH HA No-
HATaTbLIHA XUAPOINU3A OT UPEBHUTE EHIUMM.

KnnHuyHa epukacHocT U 6e30nacHOCT

[Tposenenn ca obwo 30 npoyusanus, u3cneasawn edukacHoctTTa Ha KpeoH npu maumeHTH ¢
NaHKpeacHa €K30KPHHHA HEAOCTATLYHOCT. JleceT OT TaX ca nnauebo-KOHTPONUpaHH, NMPOBEAEHH NP
NALUMEHTH C MYKOBHUCLIMA03a, XPOHHUUEH MAHKPEATHT UK MOCTXUPYPrHYHU CHCTOSHHMA.

BbB BCHYKH paHAOMH3UpaAHH, M1auebo-KOHTPONHPAHH NPOYYBAHUA 33 €(PUKACHOCT, NPEABAPHTEHO
AcUHApAHATa NBLPBHYHA LEJ € Aa A0KaKaT NpeBb3xoAcTBOTO Ha KpeoH cnpamo nnauebo no
OTHOLLEHHE Ha NapaMeTbpa 3a NbPBUYHA €PHKACHOCT — KoeHuHeHTa Ha abcopOura Ha MazHHHHUTE

(coefficient of fat absorption — CFA).

KoeduuneHTsT Ha abcopbuma Ha Ma3HUHH Onpeaens NpoueHTa Ha MasHUHK, KOUTO ce abcopOupar oT
opraHM3Ma, Kato Ce WMa npeasua npueMa W (QekanHata ekckpeuuds Ha masHWMHH. B nnauebo-
KOHTpPO/IMpaHH NMPOYUBAHKA 3a MaHKpeacHa €H3IUMHA HEROCTATBUHOCT, cpeauuaT CFA (%) e 6un no-
Bucok npu nekysaHu ¢ Kpeon (83,0%) B cpaBHenue ¢ nnauebo (62,6%). Bbe BcHukH npoy4uBaHus,
He3aBHCHUMO OT au3aiHa, cpenHusaT CFA (%) B kpas Ha neueHuero ¢ KpeoH e Oun cxoaed Ha
cpeaHuTe CTOHHOCTH CEFA 332 KpeoH B mnauebo-KOHTpONUpaHUTE NPOYYBaHHA.

Jleuenwero ¢ KpeoH 3HauutenHo noaocOpsBa CHMNOTOMUTE Ha (aHKpeacHa €K30KPHHHA
HEAOCTATbYHOCT, BKJIOUMTENTHO KOHCHCTEHUMUSA HA H3XOXKAAHHUATA, KOpeMHa O0OnKa, METEOPH3IBM H
YeCTOTAa Ha U3XO0XKNAHUATA, HERABUCUMO OT OCHOBHOTO 3aD0/1aBaHe.

[TeanaTpuyHa nonynauus

ITpn mykoBucuMao3a edukacHocTTa Ha KpeoH e jaemMoHcTpupaHa npu 288 neanaTpHYHKM NauMEHTH
BbB BB3PAaCTOBUA HWHTEPBAJ] OT HOBOPOIOEHH 10 iOHOWMW. BbB BCHUKM NPOYUBAHHA CPEAHHUTE
ctoiHocTH Ha CFA B kpas Ha nevennero ¢ Kpeon naaBuwaat 80% BBB BCHUKM MeAHWATPHUYHM
Bb3PACTOBH IPYNH.

5.2 DapMaKOKHHETHYHH CBOHCTBA

NacnenpaHndTa ¢ )XKMBOTHM He coMaT AaHHM 3a abcopbuus Ha HepaszrpalZeHM eH3MMM K 3aTOBa He ca
MPOBEMCAAHM KacHuecKH (apMakOKMHETHYHK npoyuBaHMs. TlaHkpeacHUTE €H3UMHM J00aBKHM He
u3nckeBar abcopbums 3a ocbluecTBABAHE HA TexHUs edekT. TouHo obparTHO, TAXHATA IMbJHA
TepaneBTHYHA AKTHBHOCT CE€ NPOABABaA B JIYMEHA HA CTOMAalUHO-4YpeBHHUA TpaxT. (JCBEH TOBAa TE ca
MPOTEHHH M Ca NOINOXKEHW Ha NMPOTEOJUTHUHO pa3rpakiaHe Mo BpeMe HAa TAXHOTO TNpeMMUHaBaHE
rpe3 CTOMallHO-4PpeBHHUA TPaKT, Npeau na 6baaT abcopOupanm kaTo NENTUAX U AMUHOKHUCEJTHHM.

5.3 IIpeakNMHHYHNA JaHHHU 32 De30MaCHOCT

[IpeaAKIMHUUHUTE JAHHM HE NOKa3BaT oOCTpa, CcyOXpOHMYHA MNM XPOHHYHZ TOKCHYHOCT OT
NpakTH4YecKO 3HavyeHHe. He ca M3aBbpLUBAHU W3CHEABAHUA 332 M€HOTOKCHUYHOCT, KAPLUUHOMEHHOCT WU
peENpPOAYKTHBHA TOKCHYHOCT.

6. PAPMAHEBTHYHHU JAHHU

6.1 CnHCchK HA NOMOLIHHTE BeLl€CTBA




CbplesuHa Ha MUKpocdepHTe
makporon 4000

Ob6suexa
XHUnpoMenosex ¢ranar
anMeTukoH 1000
LETH/IOB aNKOXON
TPUETUNOB LIMTPAT

Kancynu

XKENATHH

xkenezeH okcua (E 172)
HaTpUeB naypun-cyngar

6.2 HechBRMecTUMOCTH

He ca U3BecTHH.

6.3 Cpok na roaHoct

2 rOAVHH

6.4 Cnennantu yc/IOBHS HA CbXpPAHEeHHe

byTunku

,[fa ce cbxpaHaBa noa 25°C. Cnea oreapsHe Ja ce cbXxpaHaBa npu Temnepartypa noa 25°C u pa ce

H3noa3ea Ao 6 Mecewa.
byTunkara na ce chbxpaHsaBa NibLTHO 3aTBOPEHA, 34 1a Ce npeana3y oT Bhara.

Jla ce cbxpaHaBa Ha MeCTa, HEAOCTBIHU 3a Acua.
Ha ce cbxpaHsBa B OpMrHHANHaTa ONaKoBKa.

briincrepu
Ha ce cbxpaHaBa noa 25°C.

6.5 Bua H cbAbLpKAHHE HA ONAKOBKATA

Kpeon ctomauiHo-ycTounBy kancyiau 25 000 Ph.Eur.U/capsule no 50 u 100 6pos B ByTuaku ot
nonvetunen ¢ Bucoka maIbTHOCT (HDPE) ¢ orvyynBawa ce npu 3asbpraHe nonunponuneHosa (PP)
kanauyka. Bcsika 6yTHnKa € nocTapeHa B KapTOHEHA ONAKORKA.

Kpeon ctoMauiHo-ycroiuueu kancynu 25 000 Ph.Eur.U/capsule no 20 6pos ce npeanara v B
GnucTepH OT anyMHUHUHA/ anyMuHUeBo ¢onno. Beekn bnnctep cbabpika 10 kancyau; 2 6Gnucrepa ca
MOCTABEHHU B KAPTOHEHA KYTHA.

He BCH4KH onaxkosky morat a 6bAaT NycHaTH B npoaaxoda.

6.6 CoeunaliHn npeanazHy MEpPKH MPH HIXBLPJIsIHE

Hama cneuyanHy M3HCKBAHNUSA 33 H3BBPJIAHC,

7. MPUTEXATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA

Buatpuc EOOJ
otuc crpaaa ,,Cepanka opucu*




Oyn. CutHakoso Ne 48, er. 7

1505 Codus

bbarapus

8. HOMEP HA PAZPEUIEHHUETO 3A YIIOTPEBA
Pervctpaumuonen Homep: 9600266

9, JATA HA IIBPBO PA3ZPEIHABAHE/TIOJHOBSABAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

Jlata Ha nbpBO pa3pewapaHe: 25 okToMBpH 1996 .
Jara Ha nocnenHo nogHossABaHe: 20 asryct 2007 1.

10. JATA HA AKTYAJINZUPAHE HA TEKCTA

07/2026




