3bUPEH U3BELIUTAJ 3A OCOBUMHUTE HA JIEKOT

KREON 10000 OTC
I'acTpo-pe3sucTeHTHH KancyJu
(pancreatin)

1. HUME HA JIEKOT

KREON 10 000 OTII racTpo pe3ucTeHTHH KANCYJIH

2. KBAJIMTATHUBEH U KBAHTUTATHUBEH COCTAB
Enna kancyna Kpeoun 10 000 OTLL conpaku:

150 mg naHkpeaTuH (MaHKpeaceH Npap) €eKBHMBAJIEHTEH Ha:
Ammunaza 8 000 Ph.Eur. equuunm

Jlunaza 10 000 Ph.Eur. eapauiu

[Tporeasza 600 Ph.Eur. eqununm

3a KOMIUIeTHa JIMCTA Ha eKCLMIMHeHCH, BUAH e 6.1.

3. ®APMAIEBTCKA ®OPMA
Tepna ractpo pesucTeHTHa Kamcyia (TBpAM JKENATMHCKH KarCyJM HamoJHeTH CO racTpo
PE3UCTEHTHH 3pHua(=MHKpocq)epnTM)).

Kpeon 10 000 OTILL: nBobojHa Karncyna co TeMHO Kad)eHO HEeNPOSHPHO Karaue | MPOSHPHO TeJo.

4, K/IMHUYKH OCOBEHOCTH

4.1. TepaneBTcKH HHAHKAHH

JlexyBate Ha HMHCY(HIMEHIMja Ha er3okpHHa (yHKIMja Ha MaHKpeac Kaj TeIHjaTPHCKH H
BO3PACHH MAlMEeHTH.

Mncyduumenuunjata Ha ersokpuHata (yHKLHja Ha NaHKPeacOT YecTO € TMOBp3aHa, HO He
OrpaHHYeHa camo Co:

- Hucruuna ¢pubposza

- XpOHHYEH NAaHKPEaTUTHUC

- Onepanuja Ha naHkpeac

- TactpexTommuja _ : |

- Pak na nankpeac " i ﬂ_’t rx

- TI'acrpounrtectuHanHa Gajrnac onepanuja (np. Bill ﬁi raéfpotHTe q@/xna)

- JlykranHa omncTpykuMja Ha TaHKPEACHHOT WII 3ae§!1rw§ﬁgaﬁ°ﬁ eH KaHan (rp. on
HeoIUTazMa) Cxone *

- Cungpom Ha Scwachman-Diamond e




- AKyTeH naHkpeaTutuc

4.2. Jo3upame H HAYHH HA ynorpeda

Jlozupamero ce npuIarogyBa KOH HHIMBUIyaJHMTe TMOTpeOM HAa NALMEHTOT M 3aBHCH Of
TekUHaTa Ha 3a00/TyBalbLEeTO U OJ] COCTABOT Ha XpaHaTa.

[penopaunuBo € fa ce 3eMaaT eH3UMHUTE 3a BpeMe WITH BeJIHALl 110 oOpoLuTe.

MeTtos Ha aAMMHHUCTpaLIKja

Kancynute Tpeba aa ce mporonTaar 1eniu, 6e3 Kpllueme WM 1IBaKkatbe, CO JOBOJIHO TE€YHOCTH 3a
BpeMe WM MO ceKoj 00pOK WK YIKUHA.

JIOKONKY TONTamkeTO Ha KarcyauTe € OTeXHaTo (Mmp. MajiM Jeua WM I0CTapH IalMeHTH),
KarncyJiuTe MOXKe BHUMATENHO Jla ce OTBOPAT M MHHMMMKPO3pHLIATa 1a ce J0/ajaT BO MeKa XpaHa
(pH <5.5) koja He Tpeba na ce yBaka, WM MUHUMHKpPO3pHIATa MOXKE Jla ce 3emar co TeuHocT (pH
<5.5). Cekoja MellaBMHA HAMMHMMMKpPO3pHIIATa CO XpaHa WM TeyHocTH Tpeba BeaHaw ga ce
ynotpebu U He Tpeba Ja ce uypa. Kpulemwe WM [Bakambe Ha MMUHUMHUKPO3PHUA WIIM MEUIAHkE CO
TeuHoctd co pH moronema o 5.5 Moxke Ja ja Hapylld NMPOTEKTHBHATA LpeBHA OOBMBKA MIIM Ja ja
HUPUTHpA MyKO3HaTa MeMOpaHa.

BaxxHo e ma ce o0e3benm amekBaTHa Xuapartaldja BO cekoe BpeMe, 0coOEHO 3a BpeMe Ha
NEepUOIUTE Ha 3rojieMeHo ryberbe Ha TeuyHocTH. HeanekBaTHa Xuapartandja Moxe Ja ja MOTEHLMpa
OTICTHIALIHjaTa.

Josupame Kaj neiMjaTpUck M BO3PACHHU NAIMEHTH cO IMcTHYHA Gubpoza

Bp3 ocHoBa Ha mpenopakute Ha Koudepenuujata 3a Koncensyc 3a Lluctuuna dubposza (D),
AmepukaHckara (orzaaiija 3a LI® u criopen aHrMcKaTa KOHTPOJIMpaHa CTyAMja, KaKo 3aMeCTHTENHA
Tepanuja Ha MaHKPeaTHUHH EH3UMH MOXKe Ja ce TMpEeAoXKaT CJEeJHHBE I'eHepaJlHM IPEropaky 3a
N03Hpame:

- Jlo3upame Ha €H3UMH BP3 OCHOBA Ha TelleCHaTa TeXHWHA Ha 00pok, Koe Tpeba Ja 3amoyHe co
1 000 equMHMIIA Ha JTMMAa3a HAa KWJIOTpaM TeJlecHa TeXKHHa 3a 00pok Kaj Jela noManu o 4 TOJUHH U ¢O
500 eqMHMIIK JTMIIa3a HA KMJIOTPaM TeJIeCHa Te)KHHa 3a 00pOK Kaj ieria Haj 4 TOJMIIIHA BO3PACT.

- JlosupameTo Tpeba /a ce MpUIIaro/id Criope]l TEeXKHHATA Ha 3a00/yBambeTo, KOHTpoJaTa Ha
cTeaTopea M OJpXKyBameTo Ha n00ap HYTPUTHBEH CTaTyc. 3rojieMyBare Ha J103aTa MOXe Ja ce
HaIpaBH IMOJ1 Ha30p Ha jekap 6a3upaHo Ha KOHTPOJATA HA CUMITOMHMTE.

- IloBekero on manuenTuTe Tpeda 1a ocTaHAT BO IPaAaHULIMTE M0/ WK He Tpeba Jia ro HaJIMMHAT
nuBoto oz 10 000 equHMIM Ha JTUMa3a Ha KMJIOTPaM TeJlecHa TeXHHA BO TeK Ha e/leH JeH WM 1o 4
000 equHULM Ha JIMMAa3a PH BHEC HA €/IEH FpaM MacTH.

Jlosupame Kaj APYrH cocToj0M TOBpP3aHH cO MHCY(hHLHEHLM|a Ha er3okpuHara (yHKIHM]a Ha
nmaHKpeac

JlosupameTo Tpeba na ce MPUIAroa¥ WHAMBHAYAIHO CIOpE CTENeHOT Ha MalaMrecTHja Kaj
MAanMeEHTOT M CIIOPE]] COAPIKUHATA HAa MacTHTE BO efieH oOpok. [TorpeOHaTa no3a no oOpok ce ABHIKU
BO rpanuiuute o okony 25 000 mo 80 000 Ph.Eur. enuauim nmunasza nofexa 3a yxuHa notpebHa e
MOJIOBMHA OJ1 MHUBH/IyalHATa J1034.

4.3. KoHTpanHauKanua
XHnepceH3UTUBHOCT Ha MTAHKPEaTHH Of] CBMHCKO MOTEKJIO WM Ha OUJI0 KOj O/l eKCLIUITHEHCHUTE.,

4.4, IloceOnu npeaynpeayBamba H MEPKH HA NPEET

[IpujaBeHa € nojasa Ha CTPYKTYPH Ha HiCOLEKAR Mc"nen ORAEET TO I[peBO ¥ Ha nebenoTo
1peBo ((pubpo3Ha KOJOHOMATH|a) Kaj marueHTH cq/H Q’KQI(L%@M_@J]\G A 103U HA MaHKpeaTUuHH
npenapary. KOHTpoIMpanuTe cTyuu He OTKpHIe fIgkas 3%:119@3?‘1{901‘".119
¢ubpo3Ha konoHomnatHja. Kako Mepka Ha npermnas BEeT, ‘ﬂp}dmﬁ;ﬂag{ gpoOryaeHn abIOMHAHAIHK
CHMITOMH MJIM Ha IIPOMEHH Ha ablOMUHATTHUTE N g@u Tpebaa QAT METUIIMHCKY €BaTTyHPaHH
3a la ce UCKITyYHM MOKHOCTA 3a (hubpozHa KooHONAN{je i&gﬁg@ ik
10 000 equHHMLM HA JKna3a/Kr/AeH. 4 UER




4.5. UHTepakiHH cO APYrH JIEKOBH H APYrH (JOPMH HA HHTEpPAKIHja
He ce cnpoBenenu ucnuryBama 3a uHTEepakija. He ce mo3HaTH MHTEPAKLMK CO IPYTH JIEKOBH .

4.6. bpemMeHoCT M JIaKTaNMja

bpemenoct

Hema Ha pacrnionarare KIHHHYKH TO/IATOLM Ha M3JI0XKYBamhe HAa MAHKPEaTHYHH €H3MMH BO TEK Ha
OpemeHoCT.

HcnuTyBamara Kaj >KHBOTHH He TMMOKa)KyBaaT HHKAaKOB JIOKa3 3a OMJIO KaKBa arncopIluja Ha
CBHHCKMTE NAHKPEATH4YHH SH3UMH.

OrtTyKa, He ce OUYeKyBa 10jaBa Ha PerpOAYKTHBHA WIH Pa3BOjHA TOKCHYHOCT.

Tpeba na ce BHMMaBa Kora rnpenapaToT ce MpernuilyBa Ha OpeMeHH JKEeHH.

Jlakranuja

He ce npeasuayBa nojasa Ha HUKaKBH €(heKTH Kaj JI0eHUHIba OUIEjKH HCTIMTYBambaTa Kaj XXMBOTHH
He YKa)KyBaaT Ha CHCTEMCKO H3JIOKYBarbe Ha IMaHKPeaTHYHH CH3WMH Kaj JKeHH KOW J0jar.
[TaHKpeaTHYHHTE EH3UMH MOXE J1a Ce YIoTpeOyBaaT 3a BpeMe Ha J10€He.

Jlokonky e motpebHO 3a BpeMe Ha GpeMeHOCT WM JakTauHija Kpeon Moxe na ce ynorpebyBa Bo
JIO3H KOM Ce JIOBOJIHHM Jla 00e30enar ajiekBaTeH HyTPHTHBEH CTaTycC.

4.7. EdexTn Bp3 cniocoOHOCTA 32 BO3ee H ynorpeda Ha MAIIHHH
KpeoH HemMa HHMKaKBO MJIM MMa HE3HAYMTENHO B/HjaHHWE Bp3 CMOCOOHOCTA 3a BO3EHE HIIH
ynorpeba Ha MalllMHH.

4.8. Hecakanu gejcrsa
Bo KIMHHYKHTE HCMIUTYBaba,noseke o7 900 nauuenTH Ouiie u3ioxeHH Ha ynorpeba Ha KpeoH.
HajuecTo npujaBeHH HecakaHH e(eKTH OWJIe TacTPOMHTECTHHAJIHWTE HapyLUyBakba OJ NPUMAapHO
Onar 10 yMepeH cTeleH Ha Te)KHHa.
CnennuBe HecakaHu edextd Oune 3abesexkaHd 3a BpeMe Ha KJIWHHUKHTE HCIIMTYBaka CO
JoNyHaBeeHUTe (PEeKBEHIIMH

Cucrem Ha | MHory yectn | Yecrn (=1/100, | HeBooOuuae |HenosHata
AenyBarbe >1/10 <1/10): nu  (21/1000 | ¢ pexsenymja
o <1/100)
ractpouHtectTHa |A6[0MWHanHa | rajemwe, NoBpaKkame, CTPYKTYpPH Ha
NHUW HapywyBakba | Gonka* OrcTHMNALHja H HJIEOLIEKATHHOT JIeN O
abOMHHAITHO TeHKOTO LIPeBO W Ha
pacTerHyBambe. nebenoro LpeBo
, (¢pubpozna
} i KOJIOHOTIATH]a)
MopemeTtyBarba ocun [Tpyputyc u ypTukapuja
Ha KOXa 7]
| cybKyTaHO TKMBO
HapywyBara Ha Xunepc
{HEpy uﬁm\p EHSMTMBHOC:I'
| IMYHHOT cUCTeM CKa peaKuuja)
L_

*["acTpOMHTECTHHAIHUTE HapyLIyBaa IJIaBHO Ce MOBpP3aHH
MOHHUCKH MHLIMJIEHLIM CTIOpeIeHO co Tianedo ce npujaBeHH 3a



CTpyKTypH Ha WIEOLEKaTHHOT Jel O TeHKOTO LpeBo M Ha jebenoro upepo (¢dpubposna
KOJIOHOTIaTHja) ce TpHjaBeHH Kaj MalMeHTH cO IMCTHYH adgubposa KOH mpuUMane BHCOKH JI03M Ha
naHkpeatu. Bunere nen 4.4

Aneprucku peakuuu co HenosHarta (pexdeHimja, reHepaIHO Ha KOXKa ce MPHjaBeHH CIMOHTaHO OJ
HeneUHUpaHa MOMyJIalkja i ce MACHTH(OUKYBAHH KaKo HeCaKaHW peakliMH 3a Bpeme Ha ynorpeba no
onoOpyBameTo.

[MenujaTpricka nonyJnanuja

He ce wuaeHTHOHKYBaHH crielMHYHH HecakaHM peaklMH Kaj TMeaujaTpuckara MomysaLuja.
dpekBeHIMjaTa, BUIOT W Te)KMHATA HA HECAKAHWTE peaklMud OMna ClAMYHAa Kaj Jeua co LMCTHYHA
¢ubpo3a Bo criopenda co UCTHTE Kaj BO3PACHUTE MALMEHTH.

IIpujaByBame HA CYCHEKTHH HECAKAHH PeAKIHH

[IpujaByBambeTO Ha CYCMEKTHH HECAKaHW PEaKIMH TMOcie CTaBame Ha JIEKOT BO TPOMET € BaKHO.
OBO3MOKyBa KOHTHHYMpPaHO ciefewe Ha OanaHcor OeHeMT/pU3MK Ha JEKOT. 3/ipaBCTBEHHTE
paboTHHIM Tpeba 1a ro MpHjaBaT cekoe COMHUTENIHO HecakaHo fiejcTBo npeky Haunonannuor uenrap
3a (papMakoBMrWJIaHLa NpH AreHuMjata 3a JIGKOBW M MeAWIMHCKH cpeacta (yn.Ce.Kupun u
Meroauj 6p.54 kar 1) wiM 10 eNeKTPOHCKH maT mpeky BeO cTpaHata Ha AreHLMjaTa.
http://malmed.gov.mk/.

4.9. Ilpepo3upame
[IpujaBeHo e Jeka EKCTPEeMHO BHMCOKM JI03M Ha TNaHKpPeaTHMH ce TMOBP3aHM CO TMojaBa Ha
XHUIIEPYPHKO3YPHja U XUTIEPYPUKEMH]a.

5. ®APMAKOJOIIKH OCOBEHOCTH

5.1. dapmMakoAHHAMCKH 0c00eHOCTH
dapmakoTepanucka rpyna: MyJiTHeH3UMH (aMuiiasa, Jumnasa, nporeasa)
ATC xon: AO9AA02

Kpeon compxku cBuUHCKM mnaHkpeaTHH (opmylupaH Kako eHTepu4yHO o0/i0KeHH (OTMOpHH Ha
KHCEJTHHA) MHHHUMHKPO3PHLIA CMECTEHH BO JKEJTATHHCKH KarcCyIH.

Kancynure Op3o ce pacrBopaaT BO JKeJyJHMKOT 0OcCl0001yBajkd CTOTHLIH MHHHMHKPO3PHLA;
MYJITHIIO3€H TIPUHLIMIT HAMEHET 3a TIOCTHTHYBame Ha J00po Mellame CO JKeNyJ0YHATa COApPIKHMHA,
U3JIEryBabe OJ] JKeJlyTHMKOT 3ae/IHO CO Taa COJAPYKHHA M M0 0cio00/yBameTo, TOCTHIHYBamhe Ha
nobpa AucTpudyIHja Ha €eH3UMMH BO caMaTa JKeJlyJ0YHa COJIPIKHHA.

Kora MMHHMMKpO3pHIIATa K€ CTHTHAT BO TEHKOTO LIpeBO HHWBHaTa oOBHMBKa Op3o ce pacnara (Ha
pH >5.5) npu wro ce ocnoboayBaar eH3MMHUTE CO JIMIIOJUTHYHA, AMMJIOJIMTHYHA U IIPOTEOJHTHYHA
AKTHUBHOCT CO LLITO Ce€ OBO3MOXKYBa pasrpaayBarhe Ha MacTH, ckpoO U Ha npoTewHH. [Ipoussoaure Ha
MaHKPeaTHYHOTO pasrpajayBare IMOToa MM ce arncopOupaaT AMPEKTHO MM MO JIONOJHHUTETHA
XUIPOJIU3a Of] CTPAHA HA LIPEBHUTE EH3HMH.

Knunuyka epukactoct:
Oxony 30 ctyamu ja wucnutyBaide edukacHgeka—ma~KpeoHOT Kaj mMalMeHTH CO er3oKpuHa

ethukacHoCT, npeﬂe(bﬂﬂnpaHaTa
@Hqc‘,"raf T < pegx{’c:) BO OJIHOC Ha muauebo npeky
ﬁ He T}»Llancopg_ugj Ha Mactu (CFA)

Q ngeprm pa @g JHTOT Ha MaCTH KOj ce arncopbupa
a/eKcKkpelja Ha MacTH. Bo nmane6o

npuMapHa Len Oece Jla ce MOKaKe CyIIg
napaMeTapoT Ha MpuMapHa e(pUKacHOCT, KO
Koedmuuemor Ha arncopriiyja Ha MacT
OJ1 TEJIOTO 3€MajKH TH BO MPEBU/ BHECOT Ha .a;:ﬁbyaﬂgg(
KOHTPOJIHPAHHUTE CTYAHWH MPOLEHTOT Ha CFA”




KoMmapupaH co mianebo (62,6%). Bo cute ctyaun Oe3 o63up Ha AM3ajHOT, cpeaHATa BPEIHOCT Ha
CFA(%) na kpajor Ha TpermaHor co Kpeon Oewie cinuen co cpenHara spenaHoct Ha CFA
BpeaHocTHTe co KpeoH BO mianebo-KOHTPOIHpaHHTE CTY/THH.

Tpermanor co KpeoH 3HaunTesHO ru mogo0puii CUMIITOMUTE Ha €r30KpHHA MHCY(HUHEHLHM]a Ha
NaHKpeac, BKJIy4yBajKd KOH3HMCTEHIIMja Ha CTOJHIA, abJoMUHaHA 00JKa, HAJlyeHOCT M 4ecTOoTa Ha
CTOJIMLIA, HE3aBHUCHO OJI OCHOBHAaTa 0oJtecT.

5.2, PapMaKOKHHETHYKH 0COOEHOCTH

HcenuryBamara Kaj )KUBOTHH He MOKakalie OKa3 3a arncoplilHja Ha MHTAKTHH €H3HMH H CTope/l
TOAa HE C€ CIPOBEJECHH KIACHYHH (PapMAKOKHMHETHYKH CTyAMH. CyruleMeHTHTe Ha MaHKpeaTHYHH
eH3MMHM HemaaT moTpeba OJi arcopriidja 3a M MCTakHAT HUBHUTE edexkrd. Hanporus, HHBHarta
KOMIUIETHA TEpaleBTCKA AaKTMBHOCT C€ MCTAaKHYyBa BO  BHATPEIIHOCTA Ha JIYMEHOT Ha
racTPOMHTECTHMHAIIHUOT TpakT. [loHatamy, THe ce TNPOTEMHM M KakO TakKBM TMOMJIEKAT Ha
MPOTEOTUTHYKO pasrpajyBame J0fieka MHHYBAaT HU3 MACTPOMHTECTHMHATHHOT TPAKT npes Aa Ounar
aricopOMpaHy KaKo MenTHAM U aMUHOKHCEJIMHH.

5.3. IIpeTKJIMHHYKH MOZATOLH 32 Oe30eanocT

[TpeTKIMHUYKHTE TOAATOLM HE MMOKAKYBaaT 3HALM 3a pelIeBaHTHA aKyTHA, CyOXpOHMYHA WIH
XPOHHYHA TOKCHYHOCT. HCI’IHTyBal-La 3a TEHOTOKCHUYHOCT, KapUHHOTI€HOCT HJIH penpoayKTHBHA
TOKCUYHOCT HE Ce CIPOBEyBaHHU.

6. PAPMAIEBTCKH OCOBEHOCTH

6.1. JIucTa HA eKCHHNMHEHCH

MukpospHua: Makporosn 4000

O6sora Ha 3pHUaTa: xunpomMesosa dranar, aumMerrkon 1000, TpueTH UUTPAT, LETHIT AJIKOXOJ
Karncyna: xeneso oxeun (E172), turanuym nuokeun (E171), Hatpuym naypun cyidar, xenaTuH

6.2. Hecoo/iBeTHOCTH
Hewma na pacnionaratse.

6.3. Pok Ha Tpaemwe
- Kpeon 10 000 OTLL 2 rOJIMHH

[To orBapame na He ce 4yBa Ha Temreparypa Haa 25°C WM Ja ce MCKOPUCTH BO mepuoa of 6
MecellH.

6.4. CoenmjajiHH MepKH HA IPETHA3IHBOCT HPH CKJIAJHPAbE

Jla He ce uyBa Ha Temneparypa Han 25°C. IlakyBamweTo Ja ce 4yyBa j00po 3aTBOPEHO 3a la ce
3al0THTH Ol BJIara.

6.5. IIpupoaa u coap:KHHA HA NAKYBAETO
20 kancynu

6.5. CnenujaJiHu MEPKH 32 OTCTPaHYBambe
Hema noce6uu Gapama.

(28 g
8. BPOJ HA PEHIEHHUETO 3A CTABAIb OWQME‘{?@
Kpeon 10.000 OTLI, 20 xancynu/kyruja 11-2104/3 Sk on i?,)//



10. JIATYM HA I
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