1. HME HA JEKAPCTBEHMSA IIPOTYKT B HUTERHA ATEHLUSA 10 NEKAPCTBATA

Kpamia Xapakmepucmuka Ha npogyxma - fpuroxcerue 1
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Beska Tabnerka chIbpika akTHBHO BEIUECTBO XuMekpoMoH (hymecromone) 400 mg.
IToMOIHH BeHIeCTRA: MILSHHYHO HHUILIECTE H Jp.
34 I'BJIHKUA CIIKCHK Ha [TOMOILHMTE BEINECTBA BIDKTE TOYKA 0.1,

3. JEKAPCTBEHA ®OPMA

Tatnerka
Kperim, ApoliHon3neKHAM Tabnetky, ¢ auamersp 11 mm, Semu no moury Oenu Ha UBAT.

4. RKIAHNMYHA JAHHHA
4.1 TepanepTHUHRN NOKA3ANNNA

XUnepKUEeTHYHU JUCKHHE3WH Ha NUTHYHHMTE [TBTHLIA, BKIIOYHTE/IHO cra3bM Ha cuHKTepa Ha Odd:,
HeycnoxHeHa, AMCNETTHYHA XOIeTUTHA3A B U3BBH MPHCTBITHUA NIEPHOL HIIH NIPH T0-JI€KH KPH3Y;
DYHKIMOHATHH HAPYIIEHHS [TPH MOCTXONELIMCTEKTOMHYHHA CHHAPOM, XPOHHYEH XONSLHUCTHT;
HeobcTpyKTHBHA X0N€CTa?a;

JIACneNTHYHHA OTUIAKBAHHA — OOCTHIIALMA M HAPYILIEHHd B KyXHHHATA (ha3a Ha CMMJIaHe U pe3opOuus
Ha MasHHHUTE BCASACTBHE HEAOCTATHYHA HTHYHA CEKPELIHA.

4.2 JO3HpPOBKA H HAYMHH HA NPHJIOKEHHE

O3HPOBKA

Buspacmuu u noopacmeawyu vad 16 2o0unu

[To 1 rabnerka 3 mNBbTH ZHEBHO NPEIKR XPAHEHE.

Leya
'He ce npenopbusa ynorpebara Ha XHMEKPOMOH IpH Jeuia noa 16 roauHy mopajayd HEAOCTATbYHH JaHHH 38
6e3onacHOCTTa M €PHKACHOCTTA HA NPOJYKTA.

Ha4yuH Ha npunoskenue: 3a nepopaida ynorpeta. Tabnerkara ce mornsula ngna, He ce JbBYe.

[TponbKUTENHOCT HA NeueHMeTo: 10-14 qHu.

4.3 IIporHBONOKA3AHHA

. CBpBbXYYBCTBUTEITHOCT KM AKTHBHOTO BEILIECTBO XHMEKPOMOH WM KBM HAKO€ OT MOMOILHHTE
BELIECTRA,

’ Texxu ueproapobHu 3ab60n9BAHMA, BKIIOUATEIHO OCTHP XEIATHT,

. Texkn QyHKIHOHAIHH OBOpEHH HapylLIeHNs,

. OOGCTpYKTHBHA XOJIECTA34,;

. OCTpH XONCLIUCTHTH M XOJIAHTHTH,

. YiuepoxeMoparudeH KOJIHT;

. bonect na Crohn,

. OcTtpa »XNbYHA KOJTHKA,

. EMiineM Ha XKITBYHHA MEXYP;

. KO&F}’H&HHOHHH HApPYLUICHHA.




4.4 Cnennajian npeIynpexieHHs N NPeATa3HH MepKH NpH YHOTpeda

. [Tpu neuenne C IEKAPCTBEHUS [TPONYKT € HeoOX0MMMO TOUHO NpeLH3Mpane Ha BUJa H €THOJIOTHATa
Ha xosectazaTa. [Ipy o0CTPYKIHA MOXKE A4 C€ CTHIHE A0 yBe/IHYABaHe 0OeMa M MOBUIIIABAHE HA HANATAHETO
B KTBYHHA MEXYP.

. [Ipunara ce ¢ BHUMaHHe TIpH 3a0onaaBaHUs Ha MMaHKpeaca, OCTPH H XPOHHYHH KOJIHTH.

. JlekapcTBeHHSAT TIPOAYKT ChABPKA KATO IOMOIHO BEIECTBO MUEeHH4HO HHecTe. IInennanoTo
HHIIECTE MOXKE Aa CHABPKA CaMO CJIEAH OT INIYTEH H ce cuMTa 32 0€30MACHO MPH XOpa ¢ HbOJIHAKHS.

4.5 BsaumoneiicTBHe ¢ APYIH JeKAPCTBEHH NPOAYKTH H APYrd opMH Ha B3aHMOAEHCTBHE

. ITpy eHOBPEMEHHO NPHIOIKEHHE Ha XHMEKPOMOH M MeTOKIoNpaMu, ¢e HabiiroaaBa NoTHCKaHE Ha
TepaneBTHYHOTO AeiCTBHE H Ha J{BaTa [IPOJYyKTA.
. ITopaaH BBE3MOXHOCTTA /12 [IPEAM3BHKA HAPHA C MOCTeBAlA XMIOKATHEMHL, XUMEKPOMOH TPACBa

Ja ¢€ Mnpujara ¢ BHHMaHHE IMPH NalueHTH Ha JICUEHHE CbC ChpACHHHA FIIMKO3U AU, C OTTIEN H30ATBaHE Ha
€BECHTYAJIHH PHCKOBE OT NOABa Ha HEXKESJIapd PCAKIIMH KbM INNTHKO3HIH.

. BE3MOKHO € 3acCHIBaHe Ha epeKTHTE Ha NIePOPAIHHTE AHTHKOATY/IAHTH NPH €AHOBPEMEHHOTO HM
NPHIOKEHUAE C XUMEKPOMOH.
. XUMEeKpOMOH MOXe Ja ce Tpuiiara B KOMOMHAMS ¢ JPYTd CIIa3MOJIATHLIH U aHA/INeTHLH.

4.6 DbpeMeHHOCT H KhpMeHe

bpemennocm

Hsma npoBeeHH Npoy4YBaHHA OTHOCHO 6€30MacHOCTTa Ha XHMEKPOMOH P DpeMEHHH, MIOpaaH KOETO €
HeoOXomMuMO 1a ce H30ATEa yrmoTpebara My 10 BpeMe Ha OpeMeHHOCT.

Kvpmene

IMpenopwuBa ce MpeycTaHOBABAHE Ha KbPMEHETO 3@ BPEMETO Ha MNpPUIaraHe Ha NpoayKTa, ThH KaTo JHICBaT
[MPOYYBaHMA OTHOCHO CKCKPEIUATA HA NMPOAYKTa ¢ MAHYUHOTO MIIIKO.

4.7 EdexTn pppXxy cnocoGHOCTTA 32 WoPpHpane H padoTa ¢ MAIIHHHA

Xumekpomon CodapMa He nosnusea cnocobHocTTa 3a miodupare 1 paboTta ¢ MallHHH.

4.8 Hexenany JeKAPCTBEHH PEAKITHA

HexenanHTe N€KapCTBEHH PeaKIIMH ca NMPEACTaBEHH 110 CHCTEMHO-OPraHHH KJIACOBE H IO 4eCTOTa No
MedDRA xoHBeHUMsTa: MHOTO YecTH (>1/10), uectrr (>1/100 no <1/10), Hewectu (=1/1 000 o <1/100),
peaku (>1/10 000 no <1/1 000), muoro peaxu (<1/10 000), ¢ HeH3RecTHA YeCTOTA (OT HANIMUHHMTE JAHHU He
MOKe Aa Oble HalpaBeHa OLIEHKa).

ITo BpeMe Ha JieMeHHe ¢ XHMEKPOMOH ca Bb3MOXKHHM CNIEIHHTE HEXKEIAHH pPeaKLUH:
Hapyiienus Ha kpbBTa U AMMQHaTa CHCTEMA
C neuzgecmna wvecmoma: NOHW>XABaHE HA XEMOKOAryJIanHOHHHUA TOTSHIIHAT.

HapylueHus Ha HMYHHATa CHCTEMA
Mhnozo pedxu: TEXKH AICPrUIHA PEeaKi[Hy (AHTHOSACM, aHA(PHUIIAKTOUTHH PEaKIHH ).

CToMalliHO-4YPEeBHH HAPYIUECHKS
Uecmu: nuapHs, OT3By4YaBalllia ¢ HaMasBaHE Ha fo3ata 0e3 npeKsCBaHe Ha ICYCHHETO.

HapylieHus Ha KoxaTa H IMOJAKOXKHATA ThKaH
PeOxru: NnpypHTycC, epUTEeM, OOpHBH, YPTUKApHS.

4.9 IIpepoimpane

Hama crobmieHns 3a ciyyad Ha 1peJo3HpaHe.




5. @MAPMAKOJOIHYBU CBOMCTBA

5.1 d@dapMakoIuHAMHYHH CBOHCTEBA
dapMakoTepanerTH4HA Fpyna; APYTH JIEKAPCTBA 34 JieueHue Ha xpued Mexyp, ATC koa: AOSAX02

XUMeKpOMOH OKA3Ba CEJIEKTHBHO CIIa3MONMTUYHO JEHCTBHE BBPXY HUTHYHHTE ITHTHILA, KOETO CE CHYETaBa C
u3pazed xoaeperuueH edexr. [logobpsapa GyHKIMOHANHATA aKTHBHOCT HA MNlafKaTa MyCKyJIaTypa Ha
MITBYHUTE KAHATH Ype3 AHPEKTHO MHOTPOIHO JEHCTBHE. ¥ NECHIBA OTTHYAHCTO HA XJIBYKATA OT HIIBbYHHA
MeXyp M Xojenoxa npes cpuakrepa Ha Oddi ¥ 110 TO3M HA4YHH HAMAJISABA HANATAHETO B TAX, NPHYHUHEHO OT
3a/[pBIKKa HA JKTh4eH coK. He NoBiuABa KOHTPAKTHIHTETa Ha JXTbYHAA Mexyp. [louinasa obema Ha
CEKPETHPAHATA HUTEYKA H ChABP/KAHHETO HA UTBYHN KHCETHHH M X0onecTepost B Hed. [1o To3n HaumH ce
aKTHBUP2 H [TAaHKPEATHYHATA JIMnasa, noaodpasa ce eMyIrMpaHeTo Ha Ma3HUHUTE U C€ YICCHABA TAXHATA
pesopbuus.

5.2 ®dapmakoxmHETHYHH CBOHCTBa

Pezopbuma

XuMeKkpoMoH ce pe3opbupa 6bp30 B CTOMAIIHO-UPEBHUA TPAKT I NEPOPATTHO NIPUACKEHHE, KATO NOCTHTA
MaKCHMAJIHH IUVIa3MEHH KOBLCHTPALMH MEKIY 2-Hs U 3-HA yac.

Pasnpenenenue

OGeMsT Ha pasnpenenenye papupa ot 20,8 10 36,4 1. ©apMaKOKHHETUKATAa HA XHMEKPOMOH HE 3aBHCH OT
nosara. Bpemero Ha mONYKMBOT € cpeato | yac. KyMynupa B #0ThUKATa, KaTO CTETNIEHTa Ha ETHMHHHPAHE
3aBHCH OT aKTHBHOCTTA Ha KITBYHATA CEKPELIHA.

Toranen tenecen xnupwuHC — 1413 ml/min”.

MetaboanasM

DapMaKOKHHETHYHUTE H3CICABAHAS CIE IEPOPATHO H BEHO3HO MPHIOKEHHE NOKA3BAT BUCOK first-pass
edexT U 6L0peuHo rNOKYpOBUpaHe.

Exckpenus
Exckpernpa ce ¢ ypusaTa. o 93% oOT 1ekapcTBOTO ¢ HATbYBA MO (popMaTa Ha rVIOKYPOHH] ¢ YpHHATA.

MaJko konuuecTBo — 1,4% OT npHeTaTa 1034 ce ekckperrpa npe3 6u6penure nox GopmaTa Ha Cyngar U A0
0,3%.- B HennpoOMeHeH BHA.

5.3 IlpeakauEuvyHH TAHHH 32 6e30NACHOCT

H3cneapaHuATa Ha ocTpaTa TOKCHYHOCT [PH €KCIIEPpUMEHTATHH XXUBOTHH ITOKa3BaT, Y& XHMEKPOMOH €€
OTHACA KbM CTabOTOKCHUHHTE BEILECTBA.
Hsama naHHM 3a TepaTOreHHO, EMOPHOTOKCHYHO M MYTAr€HHO JeHCTBHE Ha XHMEKPOMOH.

6. ©APMAIEBTHYHU JAHHHA

6.1 CnuchKk HAa NOMOLIHHTE BEIIECTBA

[IearyHO HUmIECTE
HATPHEB HULIIECTEH ITTHKOJIAT
MOBHAOH

LEMYI103a, MUKPOKPHUCTAMHA
MATrHE3HUEB CTeapaT

6.2 HechBMeCTHMOCTH

Henpunoxumo




6.3 Cpok Ha rogHOCT
4 roavHy
6.4 CnensanHu ycJI0BHS HA ChXpaHeHHE

JTa ce chXpaHsABa B OPHTHHAIHATA ONAKOBKA, 3a J1a CE TIPeNna3y OT CBETIIHHA H BJlara.
JTa ce coxpansisa nop 25°C.

6.5 JlaHHR 32 ONAKOBKATA

Ilo 10 Tabnerku B 61HCTEp OT TBBHPOO, NPo3padHo, oparwkepo PVC/anymunneso ¢onHo, no 2 bnucrepa s
KapTOHEHAa KyTHS, 3a€JHO C JIMCTOBKA.

6.6 ChnenHanun npeaANasHid MepK¥ NPE H3XBbPJIdHE
HaMa cnenyangyd H3UCKBaHHA.

HeH3nom3BaHMAT NpOAYKT WIH OTIATBYHHTE MATEPHATIM OT HETo TPAOBA Aa ce H3XBHPIIAT B CHOTBETCTBHE ©
MECTHHTE H3HCKBAHMA.

7. TIPATEXATEJ HA PA3PEINIEHHETO 3A YIIOTPEBA

CODPAPMA AJ]
yi1. WnueHcko moce 16, 1220 Codus, brarapus

8. HOMEP(A) HA PASPEIIIEHHUETO 3A YIIOTPEDBA

20000479

9. JIATA HA ITBPBO PA3ZPEIMABAHE/NIOJHOBSBAHE HA PASPEINIEHUETO 3A
YIIOTPEBA

07.08.2000

10. JATA HA AKTYAJIMSHPAHE HA TEKCTA

IOuu, 2018 1.




