v s o . e R L TR Rt

HSTbARATERHA ATEHLA N0 NEKAPCTBATA

Kpamya xapaKkmepLcmuxa Ha NpogyKmsa fpuaomenue 1

KvM Pae. N stﬁﬁ .............. sanraneenennbisasaasen
KPATKA XAPAKTEPHCTHKA HA [IPORVKTA £ //LM// ' /¢ SVIES

----------------------------------------------

................................

I HMEHA JEKAPCTBEHHSA IPOXYKT | ogotpone te ..o ol 3 -0 1
I'enoMuptoa ¢gopre 300 mg cTOMAMIHO-YCTORYHBH KalcCyIH, MEKH

GeloMyrtol forte 300 mg gastro-resistant capsules, soft

2. KAYECTBEH H KOJIHMUECTBEH CbCTAB

Eana cTroManiHo-ycToiunBa Kancysa cbabpika 300 mg nectunat oT CMEC oT

NPEYHCTEHH ETEPHYHH Macia OT €BKAIIMIT, ClabK MNOPTOKAN, MHPTA W JIHMOH

(66:32:1:1)

3a ITEHHA CITMCEK HA NIOMOLHKTE BELISCTEA BHXKTE TOUKa 6.1

3. JEKAPCTBEHA ®OPMA

Cromatino-ycToifunBa Kancyiia, Meka

4, KJIWHAYHHA TAHHHA

4.1 TepaneBTHUHH NOKa3aHHA

CHMNTOMATHYHO JICYEHHE HA OCTPH M XPOHHYHA OPOHXMTH H CHHYHTH.
4.2 Jo3upoBKa W HAYHH HA IIPHJI0KEHHE

EOSHEOBKa

B cayuaii, 4e He e TIPEAIIMCAHO APYIO, C& MPHIArar ClIeHATE NPENOPBKH 38
J03HpaHe:

erpacT [Tpu ocTpH BE3NANHTEIHH IMpH XpOHHYHH
CBCTOARKAL BbINAIHTENHA CHCTONHNAA
> 10 ronuHA 1 kancyna 3 —4 OBTH HA JEH 1 kancyna 2 — 3 mbTH HA [EH

Hauun Ha npanoxkeHne

Kancynure Tpabsa na ce npremMar, 6e3 Ja ce IbBYAT 2 wac NpeJH XpaHeHe ¢ rosaMo
KOJIMYECTRO XJ1a7Ka TeqHocT. ITocneanara no3a MOXeE 1a CE IpHeMa IPE/H NATaHe.

4.3 IlpoTHRONOKA3ZAHHSA

FenoMupTon opIe HE MOJKE Ja C€ WITION3BA:
- TIpH NIAHHCHTH, CTPAJAIH OT BB3NAIHTEIHH TACTPOUHTECT
OUITMAPHH HAPYINSHHMA WU TEKKO YepHoapaiHO 3a00aR




- aKO € HAJIMIIE CBPBXUYBCTBUTENHOCT KbM AKTHBHOTO BEIIECTBO HIIH KbM
HAKOE OT MIOMOLIHHTE BEIECTRA, H30poeHH B To4Ka 6.1;
- npH feua nof, 10 roaqinHa BB3pacT.

4.4 CnenHanHH NpelynpexaeHNs # NPEANAIHH MePKH NpH ynorpeba

AKO CHMNTOMMTE NPH NAUMEHTHTE TIPOIBDKAT HIIK CE BIOLIAT WK, aKO TE NOTy4aT
33/IyX MJIH BHCOKa TEMIEpPaTypa, aKO 3allOYHAT Ja W3KALIAT XPaukH, KOMTO
CHALPIKAT KPbB Wi rHOH, TpaOea He3a0aBHO A4 C& KOHCYITHPAT C JIEKap.

AKO MauMEHTHTE cTpajnar ot 6p01—[xua.m1a acTMa, MarapelliKa Kalngua 1k apyri
PeCNIMpaTOpPHH 3abonABaAHMA, CBTMPOBOAEHH OT CBPEX1YBCTBHTCITHOCT Ha
JAMXaTE/IHaTa CUCTEMA, T'pHﬁBa A& [MTpHEMATE TOBA JIEKAPCTBO, CAMO CJIC KAaTO ¢a
rOBOpAJIK CHC CBOA NCKAP.

[TanpeHTH, KOXTO CTPAJAT OT PAAKA HACIEACTBEHA HEMOHOCHMOCT KBM ¢pykroaa, He
TpabBa fa npHeMaT ToBa JIEKapcTBO.

Tosa feKapeTEO He € MOAXOAAIO 32 feua mof 10 roauun. 3a neva or 4 10 9-
rofMIIHA BB3pacT & HanuyeH Mupton 120 mg kancyiu.

4.5 BianmojeiicTBHE ¢ APYTR NEKaPCTBENN NPOAYKTH A ApYra (popmn Ha
B3AHMOJEHCTBHE

B TEepancBTHYHH A03H HAMA H3BECTHH B3aHMOJICHCTBHA.

4.6 @epTHAHTET, GPEMEHHOCT M KbPMeHE

BpemeHHOCT
ITpoyuyBaHHA NPH XXHBOTHH, KaKTO H AECCTHNIETHA TCPANCBTHEH ONMT C TOBA

NEKapcTBO MpH XOpa, He NI0Ka3BaT penpoAyKTHBHA TOKCHYHOCT. ETo 3am0, TOBa
NEKapcTBO MOXKE [1a C& M3M0I3BA NC BpeMe Ha OPEMEHHOCT, KO ¢ KIMHWYHO
nokazao. KakTo mpH BCHUKH JIEKapCeTRa, 1O BpeMe Ha GPeMEHHOCT e HeoOxoauMa
KOHCY/ITALMS C JIEKap MpeaH yrorpedaTa Ha TOBA JIEKAPCTRO.

Kbpmene
[Mopaau nEMOQUNHUTE CBOHCTBA Ha TOBA JIEKAPCTBO, NPEMHHABAHETO B KbpMara

TpaGRa a ce CUNTA 33 MHOTO BEPOATHO, TecToBETE BHPXY XKHUBOTHH, 0bae, 10Ka3Bar,
ye MJia3MeHATa KOHLEHTPALMA € Mo MPAaHULAaTa Ha OTKpUBaHe npu MankuTe. Kakro
MpH BCHYKH JIEKapCcTRa, 10 BpeMe Ha KpMeHe € HeoOXo/iMMa KoHCYNTalus ¢ JieKap
npeau ynoTpedara Ha TOBa IEKApCTBO.

PepTHINTET
HsiMa ganuHsy AaHHy 33 eexTa Ha TOBA NEKapeTBO BLpXY Peprunurera npy

neyenue ¢ ['enoMupron dopte (Bk. Touka 5.3).




4.7 EdeKTH BbpXy crnocofHOCTTA 32 odHupane n padoTa ¢ MAUIMHN
He ca n3BecTHH.
4.8 Hexemann JeKapeTBEHH PeAKUHH

HesxenaHHTe peakiluy ca H30pOEHH N0-101y B HH3XOZAI] PeJl CMOPEL YECTOTaTa Ha
BB3HHKBaHE:

MHoro 4ecTH = 1/10)
YecTH (= 1/100 go < 1/10)
HesecTi > 1/1,000 po < 1/100)
Penku (> 1/10,000 mo < 1/1,000)
MHoro peaki (< 1/10,000)
(OT HAIMUNHKTE IAHHH He MOJKe 13 Ob/1¢ HaNpaBeHa OLICHKa)
C HeH3BeCTHA 4eCTOTa

CroMalHO-YpeBHH HAPYIICHHA:
HedecTH: BR3MOXKHO € [1a C€ MOSBAT CTOMALHO-YPERHH OILIAKBaHHA KaTo CTOMAIlIHA

Hoska/ enuracTpaaneH JMCKoMQopT; NpOMAHA HA BKyca.
Peaku: rafieHe, NOBPBILAHE WK JHAPHSL.

Hapyiienns Ha dMyHHaTa CUCTEMa:
Peny: chobluasa ce 3a peakliH Ha CBPBXYYBCTBHTEHOCT (HaNPHMEp KOKEH OOpHB,

[IPYPHUTYC, OTOK Ha JIHIETO, AMCIIHEA MIH HapyIIeHH Ha KpbBOOOpalIeHHETO).

HapyuieHus Ha Ou0peuyTe ¥ THKOUHUTE ITLTULIA:
MHOTO peiki: BE3MOXKHO € 3 BE3HUKHE pa3JBHKBAaHE Ha CHUICCTBYBALUM KAMBHH B
ObOpeunre.

XenaToOuNHapHH HapyILgHHA:
MHOrO pe/iKH: Bb3MOXKHO € J]a BF3HHKHE pa3[B/KBAHE Ha CHIISCCTBYBALIN KAMEHH B
JKTBYKATA,

CrobilaBade Ha MOAO3HPAHH HEXeIAHH PeaKInK
CobIIaBaHeTo Ha MOO3HPAHH HEXEIaHH PEaKLMA Clie/l paspelaBane 3a ynorpeba Ha

NeKapcTBEHHs TIPOAYKT € BakHo. TOBa IMO3BO/IABA Ja NPOALIDKH HaOMIOAEHUETO HA
CHOTHOIICHHETO [ON3a/pUCK 3@  JieKapcTBeHHs npoaykr. OT MEIHUMHCKHTE
CTIEIHAIUCTH ce M3HCKBa Ja ChoOINAaBaT BCSKa MOA03HPaHa HEXCIaHa PEAKIHA Ipes3
HMamenHATEHA aTEHUUA 110 JIeKapeTsara:

yn. ,JdamaH I'pyes” Ne 8

1303 Codusa

Ten.: +359 2 8903417

yebeaitr: www.bda.bg

4.9 TIlpenosupane

He ca ToK/1a/BaHH cIy4al Ha NpeJo3HpaHe.




5. PAPMAKOJOIrAYHA CBOACTBA
51  @apmakondHAMHYHH CBOiicTBa

TeoMHpTO $OpTE HMa KaKTO CEKPETOMUTHYEH, Taka H CEKPETOMOTOPEH edeKT.
I'BCTHAT CEKPET ¢e BTEUHABA, OTAENAHETO MY C€ 33CHNIBA H M0 TO3M HAYHH CC
nojnomMara ekcnekropauuaTa. [1pe npoyupaHus ¢ XXHBOTHH € YCTAHOBEHO, Y€ CJIEL
TIEPOPANIHO MPHIICKEHHE B ChOTBETCTBHE ¢ KIWHHYHATa ynoTpeba, ce akTuBupa
CeKpeTooOpasyBaHeTo, KOETO € MPEANOCTaBKa 3a TEPANCRTHYHOTO MY H3TION3BaHEe
KATO CEXPETOAMTHYHO CPeAcTBO. B JONBNHEHNE KbM HETOBATA CCKPETONMTHYHA
AKTHBHOCT, MO-HATATBIIHA POYYBAHHAS C XUBOTHH M in Vitro M3CNeABaHAA MOKA3BAT
AHTUMKRKPOGHO JeHCTBMe NPH BUCOKK A034. OCBeH TORA Ca IEMOHCTPHPAHU
NPOTHBOBL3MATHTEIIHH eEKTH B IOAXOAIM Moend. KaTo uano BCHIKH Te3U
e)eKTH UMAT PONA MPH TepaneBTHYHATA yrioTpeba Ha ['enoMupron dopre.

5.2  dapMaKoKHHETHYHH CBONHCTRBA

Abcopbums:
TIHKOBY Na3MeHH HMEa Ha 1,8 UMHEeoN, THMOHEH H (-NHHEH ce HabIoaasar

npuGmuautenno | - 3 yaca cnen npuemanero Ha kancynute FenoMupTon dopre.
AUC croitrocTrTe 32 1,8 UHHeon ca oKono 20 mbTH NO-BUCOKH OT CTORHOCTHTE Ha
AUC 2a numonen H o-muHeH. CHUISCTBYBAT IHPOKH HHTEP- H HHTPAWHIHBHAYaTHU
paznHky B cToiiHOCTHTE HA Cmax B AUC Ha TPHTE OCHOBHH BELICCTBA.

MetabonuzsM: Tpure ocHoBHU BemiecTBa 1,8 1HHEON, THMOHEH H O.-TIHHEH Ca
Npe/AMMHO XMIPOKCHIHPAHH € MOCEABAIO YACTHIHO HIH TBJIHO TIIOKYpOHUpaHe.
JIMMOHEHET ce MpeBphila MNABHO B AUXHAPONEPHIOBA KMCEIIMHA, NEPHNIOBa
KHCEJIMHA H TMMOHEeH-1,2-THoT.

Exckpenms:
Tpute OCHOBHU BEUICCTBA CE€ €KCKPETHPAT MIABHO KaTo MeTalOoNuTH B YPUHATA.

Dpakuus ce oTAeNs € JHIIIAHETO.
5.3 Ilpeak/IHHHYHM JaHHH 32 030MaCHOCT

X POHHYHOTO MPUIIOKEHHE Ha JECTHNAT OT CMEC OT NPEUYHCTEHH ETEPHYHH Macna OT
CBKAIMNT, CIANBK IOPTOKAJ, MHPTA H JTHMOH NIPH UIbXOBE H KYUETa 3a NOBeye OT 26
CEIMHLIH, He € CBBP3aHO ¢ NOABATA HA HAKAKBA XHCTONATOIOrHYHA TOKCHIHOCT,
KOATO Jja € pe/ieBaHTHA 3a Xopa.

EdekTHTe, KOATO BB3HUKBAT BB (hapMakonorHIHMTe IpoyUBaHus 3a GezomacHoct
clien nepopaaHoO OpHIOKeHHE Ha MHOTO BHCOKH OO3H, OTPa3ABAT BEHC U3BCCTHHTC
edpeKTH Ha cTepHYHMTE MAacna.

Ceparmsra ha 1JTHC 1 HaManapaHETo Ha JJOKOMOTOPHATa aKTHMBHOCT, HAabMoJaBaHu
crie] MHOTO BHCOKH JIO3H, C& ABLIDKAT BEPOSTHO Ha HecnenHIHA MeMOpaHHH

e)eKTH, KOHTO ce NPOSBABAT KATO HHXHOUTOPHU ¢(EKTH B CTPYKTypHTE HE o=,
LEHTpanHaTa HEpBHa cHcTeMa, [TOBUIIEHHAT KPBBOTOK B OB6pennTe, KojirC Bol
yBENMUABAHE Ha CKOPOCTTA Ha TIOMepyAHaTa PunTpaiysi, e CHnTa, 4
33 NOBHINEHHUA AuypeTHYeH epekT. EQekT BhpXy rnaakara Myckyna




B IIpOYYBaHUA Ha CTOMALIHO-YPEBHHUA TPAKT, IPH KOHUTO CTOMAaIIHO-IPEBHUAT
MOTHIUTET € HamaneHd. HabGrogasa ce cblo HaMalaBaHe B MPOH3BOJCTBOTC HA
CTOMALIEH COK, 332 KOETO He MOXKE Ja €€ HaMEPH Q)apMaKonoquo o0sAcHeHHE.
(DYHKI.[HHTa Ha CBpACYHO-CHOBATA H JAuxaTte/iHaTa CHCTEMa HE € MOBJIHAHA.

ITpH npoyuBaHHs ¢ )KMBOTHH HAMA JAHHHU 33 HaPYLICH MBAKKH HIH JKCHCKH
depTramTeT WK 3a TepatoreHeH norenuman. [Ipu npoy4BaHMs ¢ NABLXOBE ¢
AoKazaHo, ¥e 1,8 uuHeon mpeMHHaBa npes nuiauneHTaTa. [Ipu 103upoBKa MOz
TOKCHYHATA 32 MaiikaTa 1034, Ipe- H NMOCTHATAHOTO pa3BHTHE HE ¢ MOBIHAHO
HeGJIaroNpUATHO.

6. GOAPMALIEBTHYHH JAHHH
6.1 Crnvcobk Ha NOMOUIHATE BLECTRA
PaduHMpaHO pamHYHO MACIo

JKENaTHH

rouuepon 85 %

copburon

XMIIPOMEII03a aLEeTaT CYKIHHAT

TPUETHI LUTPAT

HATPHEB NaypHicyndar

TaJIK

IEKCTPUH

AMOHMEB TTIMLUpH3AT

6.2 HecoBMECTHMOCTH
Henpunoxumo

6.3 Cpok Ha rogsoct

Tpu roauuu.

6.4 CnennaaHH yCcJOBHS Ha CbXpaHeHHE

Jla ce chXpaHsBa B OPHTHHANHATA OMIAKOBKA, 34 1a ce NpeanasH ot giara. Jia ce
cexpaHsaBa noj 25°C.

6.5. Bngu chaALpXaHHE HE ONIAKOBKATA

KancynuTte ca onakosanu 8 PVC/PVDC/Al 6aucTepH, ciel KOSTO €a I0CTaBeHH B
kaprorenH Kytuu ¢ 20, 50, 100 kancynu.

He BCHMUKH BHAOBE ONAKOBKH MOTAT Aa ObAaT HycHaTH B npofaxba.

6.6. Cnenua/IHA NpeANa3Hu MepKH NPH H3XBBpJIAHE

Hsma cneuuaaHH H3HCKBAHHA.




7. TIPHTEXATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA

G. Pohl-Boskamp GmbH & Co.KG

Kieler Strasse 11

25551 Hohenlockstedt,

I'epMaHHs

8. HOMEP(A) HA PAZPEIIIEHUETO 3A YIIOTPEBA

Perucrpauponex HoMep Ne 20000736

9. JATA HA TBPBO PA3PEIABAHE/MIOAHOBABAHE HA
PA3ZPEILIEHHUETO 3A YIHOTPEBA

Jata Ha nupso paspemasane 12.12.2000

Jlata Ha noceaHo noaHeesbane 15.06.20012

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

Mapt 2020




