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1. FME HA JEKAPCTBEHHS IIPO,I[YKT‘ s AOOOOF

S5

I'enoMuproa dopre 300 mg cmmamrlo—ycron'mnu KanGyJH, MEKH 3 5/ /7/7 H/ ﬁ
GeloMyrtol forte 300 mg gastro-resistant capsules soft . 1 8 35 mﬂ
2, KAYECTBEH H KOJTHUYECTBEH ChCTAB

Enna ctomamHo-ycTolgnBa Kancyna chabpika 300 mg fecTHiaaT ot cMec OT

NPESYUCTEHH ETEPHYHH Macla 0T CBKANAINT, CHAIBK HOPTOKAI, MUPTa M JIHMOH
(66:32:1:1)

3a IrnJTHYUA CIIMCHK Ha IIOMOIMHKTE BEIeCTBA BIKTE Touka 6.1

3. JNEKAPCTBEHA ®OPMA

CromallHo-yCToHuABa KarcyJiia, MeKa

4. KJIMHHAYHHA NTAHHHA

4.1 TepaneBTHUHH NOKAZAHMA

CHAMOTOMAaTHYHO N¢YCHHE HA OCTPH H XPOHAYHH OPOHXWTH H CHHYHTH.
4.2 [lo3BpoBKa M HAYHH HA NPHIOKEHHE

EO3HQOBK3.

B ciydaii, ue He e npeANKCaHO APYTO, c€ MPHJIAraT CICAHHTE NPenopbkH 3a
JO3UpaHe:

Brapacr TIpH OCTpH BBE3NAIMTEITHH Ilpu xpoHuaHH
CBCTOAHHA: BB3MATHTENHH ChCTOAHHA
> 10 roaanu 1 xancyna 3 — 4 nsTH Ha AaeH | | xancyna 2 — 3 MBTH Ha JieH

Haywnn Ha nprnoxeHue

Kancymire tpa0ea aa ce npuemar, 6e3 Ja ce IpBYar Y2 yac npeau XpaHene ¢ rosiMo
KOIIMMECTBO XJIaAKa TeuHOCT. [locmenara o3a MOXKe Aia ce ApHeMa Nped JArane.

4.3 IlporEBOonOKAZaAHHSA
['enoMupron ¢opre He MoXke Aa ce H3MON3BA;

- IIpH NAIHCHTH, CTpaaaniy OT Bb3NATUTCITHA raCTpOHHTCCTHH
OWMapHH HapyIIeHHS WIA TEKKO 9epHOAPoOHO 3ab01aBaHe;




= ax0 € HaJMIe CBPBbXYYBCTBUTEIHOCT KbM aKTHBHOTO BEIIECTBO HJIH KBM
HAKOE OT MOMOIHKTE BemecTBa, H30poeHu B Touka 6.1;
- OpH pera mog 10 roxnmaa BL3pact.

4.4 CrenHanHH OpeIynpexaeHAs H ApPeANa3HA MEPKH NpH ynorpeda

AKO CHMIITOMHTE NpH NAHEHTUTE IPOABIDKAT HITH CE BJIOIIAT HITH, aKC Te IOIyYar
33yX UK BUCOKA TEMIIEpATypa, 4Ko 3all09HAT Ad H3KAULIAT XpaukH, KOHTO
CBHABPKAT KPBB WM rHOH, TpAOBa He3afaRHO Aa ce KOHCYJITHPAT ¢ JIeKap.

AKO MalHEHTHTE CTPaAaT OT GpOHXHANHA aCTMA, Marapelka KallTina WiH IpYTrH
PECIHPATOPHK 3a00NsBaHN, CBIPOBOACHHA OT CBPLXYYBCTBHTETHOCT HA
OUXATEHATA CHCTeMa, TpAOBa 1a IpHeMare ToBa JIeKapCeTBO, CaMo el KaTo ca
TFOBOPHIH CBC CBOA JIEKap.

TlanMeHTH, KOWTO CTpaJar OT pAAKa HACIEACTBEHa HEIOHOCHMOCT KBM DpPYKTO32, HE
TpsAOBa fia IPHEMAT TOBA JIEKAPCTRO.

Topa nekapcTBo He € MOAXOAAIO 3a Jenia nox 10 roguun. 3a aena ot 4 10 9-
rOAMINHA BE3pacT ¢ Hanwued Mupron 120 mg kancynn.

4.5 BsamMopjeiicTBAe ¢ APYrA NeKapCTBENH NPOAYKTA H XPYTH GOPMH HA
BIaRMOZeHCTBHE

B TepaneBTHYHA 103K HAMA H3BECTHH B3aHMOICHCTBHA.

4.6 DepTHiaHTeT, (PEMCHHOCT H KbPMEHE

BpemcHHEOCT
Ilpoy4BanHns npH XKHBOTHH, KAKTO H JCCETHICTHS TE¢panesTHICH OIKMT € TORA

NIEKapCTRO IIPH X0Pa, He NOKA3BaT penpoAyKTHBHA TOKcHaHOCT. ETO 3amo, ToBa
JIEKapCTBO MOXE [1a C€ M3M0/T3Ba 110 BpeMe Ha OPeMeHHOCT, aK0 € KIIMHWYHO
noka3sano. Kakto npu Bcuaky JiekapcTsa, o BpeMe Ha GpeMEeHHOCT ¢ HeoGXxoauMa
KOHCYJITALMA ¢ JIeKap Npean ynotpebara Ha TOBa JICKapCTBO.

KvpMmene
Topann nunoduiHATE CBOMCTBA Ha TOBA JICKAPCTBO, MPEMHHABAHETO B KbpMaTa

TpOBa la c€ CIMTa 3a MHOTO BeposTHO. TecToBeTe BLPXY KHBOTHH, 00ade, II0Ka3BaT,
9¢ Na3MeHaTa KOHIECHTpalys € oA rpaHMLaTa Ha OTKPHBaHe NMpH MankuTe. Kakto
IpH BCHYKH JIEKAPCTBA, 10 BPEME HA KbPMEHE € He00OX0MMa KOHCYJITALHS C JIeKap
upeaw ynorpebaTa Ha TOBa JEKapCcTBO.

Deprinurer
Hama Hanmuny nanau 3a edexTa HA TOBA NEKAPCTBO BHPXY PEPTHIATET:

Tpu wrexoBe He ce HabmonaBa edeKT BLPXY YAPTOCBAHETO H PEPTHI
neyenue ¢ lemoMupron dopre (8x. Touxa 5.3).



4.7 Ed¢exTn BBpXY ciocofH0CTT2 32 NIodHpane 1 paioTa c MAMHHA
He ca n3pecTHH.
4.8 HexelaHH JleKAPCTBEHH PeaKOHH

Hexenannte peakim ca u30poeHH No-N01y B HASXOAAN pell CIIOPEl 9ecTOTaTa Ha
BB3HHUKBAHE: ‘

MHoro yecTn = 1/10)
Yectu (= 1/100 no < 1/10)
Heuectn > 1/1,000 no < 1/100)
Penxu (> 1/10,000 xo < 1/1,009)
MHuoro peaku (< 1/10.000)
(OT HANHYHHTE JAHHH HE MOXE J1a ObIe HAaNpapeHa OLEHKaA
C HeHM3BECTHA 4eCcToTa

CTOM&U.IHO-EQCBHH HapYIMCHHA:
HegecTtn: BL3MOXKHO € Ja Ce HOIBAT CTOMANTHO-YPEBHH OIUTAKBAHHA KaTO CTOMANIHA

Gonka/ emuracTpHanes AUCKOM(OPT; IpoMsAHa HA BKyca.
Penxu: rajene, noBphmane MM JHAPHS.

Hapymenns ga uMyHHaTa cucTeMa:
Pesaxn: ¢h00maBa ce 3a peakuuy Ha CBPLXUYBCTRBUTENNOCT (HANpUMep KoXxeH oOpuB,
OPYPUTYC, OTOK Ha JIMLETO, AUCIIHEA WIH HAPYLISHUA Ha KPBBOOOPAINEHHETO).

Hapymenus na 656peiinTe ¥ NMKOYHATE THTUINA:

MHoro peaxi: Bb3IMOXKHO € Ja Bb3HHAKHE Pa3ABAKBaHE HA CHIIECTBYBAllH KAMBHH B
os0pennre.

XenatoOUIHAPHHA HADYINCHUS:
MHoro pesiki: BE3MOXKHO € 1a Bb3HMKHE pa3JBIKBaHE HA CHIIECTBYBAIH KAMBHH B
MITHYKATA.

Crobmapane Ha MOAOIUPAHN HEXKEIAHH PEAKITHH

CrobmasaneTo Ha OAORMPAHH HEXKETAHH PEaKIMH Clie/ pa3pellaBane 3a ynotpeda Ha
NEeKapCTBEHHA MPOJYKT € BaxKHO. ToBa MMO3BOJIsABA J]a NPOAEIDKA HaOMOAEHUETO Ha
CHOTHOIIEHUETO ION3a/PHCK 33 JIeKapcTBeHMA TPOAYKT. OT MEeIMUMHCKUTE
CIIETHANMCTH €€ M3HCKBA Aa chOOMABAT BCAKAa OJO3MPaHa HEKellaHa PeakilHs 4pe3
H3npaHATEHA areHnMs 110 JeKapCTBaTa:

yn. Jlamsas [pyer” Ne §

1303 Cogns

Ten.: +359 2 8903417

yeOcaiit: www.bda.bg

49 TYipenoampane

He ca moknansanu cirydau Ha npeaosupaxe.




5. ®PAPMAKOQJIOTHYHH CBOHCTBA
5.1 PapmakoIHHAMUTHH CBOHCTBA

I'enoMuptoi opTe HMa KakTo ceKpeTONMTHYEH, TAKA H CEKPEeTOMOTOPEH eeKT.
I'scTHAT CekpeT ce BTeuHsBa, OTAEAIHETO MY C€ 3aCHIIBA U [0 TO3M HAYMH CE
noanoMara ¢kcrekTopanuara. IIpu mpoyusanus ¢ >KHBOTHH € YCTaHOBEHO, Y€ CIIE]
NEePOPANTHO MIPHJIOKEHHE B CHOTBETCTBHE ¢ KITMHUIHATA ynoTpeba, ce akTHBHpa
ceKpeTo00pasyBaHeTo, KOETO € MPEeANOCcTaBKa 32 TEPANEBTAYHOTO My H3TION3BAHE
KaTo CEKPETOIMTHYHO CPe/ICTBO. B MombIHEHAE KBM HETOBaTa CEKPETONHTHYHA
AKTHBHOCT, M10-HATATHIIHY MPOYYIBAHMS C )KHBOTHH U in Vitro H3ceABAHKS TOKA3BAT
AHTEMHKpPOOHO JieHCTBHE NPH BHCOKH A03H. OCBEH TOBA €a IEMOHCTPUPAHH
TPOTHBOBL3NATHTEIHH eeKTH B moaxonsmnu Moaesu. Karo nsio BCHIKH Te3u
e(hexTH MMaT pollsd Ipu TepaneBTHYHATA ynoTpeba Ha [enoMupron dopre.

5.2 PapMaKoKHHETHYHH CBOHCTBA

AbGcopbuma:
[IukoBH 1WUTa3MeHH HIBA Ha 1,8 HHHEON, THMOHEH H O-IIMHEH ce HabmoaaBar

npubimsuTenso 1 - 3 gaca cnen npEeManeTo Ha kKancyiaute ['etoMupron dopre.
AUC croiiHocTHTe 32 1,8 nuHeon ca 0kono 20 THTH NO-BACOKH OT CTOMHOCTHTE Ha
AUC 3a nuMOHEH H ¢-HHHEH. ChiecTBYBaT IMPOKH HHTEP- H HHTPaHHIUBH/Y AJTHH
Pa3NHKK B CTOMHOCTHTE HA Crmax H AUC Ha TpHTE OCHOBHM BEIIECTBA.

Merabonu3smM: TpaTe ocHOBHM BemecTBa 1,8 muHEON, THMOHEH H O-IHHEH Ca
OPEeIAMHO XHWAPOKCHIRPaHH € MOCTEABAINO YACTUYHO HIIH 'BJTHO IIOKYPOHAPAHE.
JIMMOHEHET Ce NIpEBPHINA [JIABHO B JUXHIPONIEPHIOBA KHCEIMHA, TIEPUIIOBA
KHCEJIMHA H TMMOHCH-1,2-THOIL.

Exckpenua: ,
Tpute ocHOBHYM BelnecTBa Ce EKCKPETHPAT [IABHO KATO MeTaGOJHMTH B YPUHATA.
DpakiHs ce OTAENA C AUIMAHETO.

5.3 Hpesxnuan4na raHaH 3a 6e3onacHoct

XPOHHYHOTO MPUIOXKEHHE HA JECTAIAT OT CMEC OT MPEYMCTEHH ETEPAYHH Macia 0T
EBKAJIHAT, CJIAABK HOPTOKAJl, MEPTA H JIMMOH IIPH ILTBXOBE M Ky4eTa 3a [oBeve oT 26
CEAMHLH, HE € CBBP3aHO ¢ MOsABATa HA HAKAKBA XHCTOMATOJOTHIHA TOKCHIHOCT,
KOATO Jia € peJieBaHTHA 3a XOpa.

Edextnre, KOMTO BB3EHKBAT BEB (HapMAKOJIOTHYHUTE IPOYIBAHHS 32 GE30MaCHOCT
CIIE TIEPOPAITHO IPHIIOKEHHE HA MHOIO BUCOKH JIO3H, OTpPa3sBaT Beue H3BECTHUTE
e()eKTH Ha ETEPHYHHTE Macya.

Cenanusita na LTHC 1 HamansBaneTo Ha JTOKOMOTOPHATA aKTHBHOCT, HaO/I01aBaHH
CJIe[, MEOTO BHCOKH 03U, € ABIDKAT BCPOATHO HA HECTICHMDHIHHK M&Mﬁp&ﬁﬁl‘[/"—\ N
e(eKTH, KOHTO ce IPOABABAT KATO HHXMOUTOPHM e)eKTH B CTPYKTYpHTE Ha y g&ﬁl&m ’700‘
UCHTpaHATA HepBHa cucTeMa. [TOBHIEHUAT KPEBOTOK B 6BOpenuTe, KOHTY § 1a.. A\Q\.,.J \
YBEJIMYaBaHe Ha CKOPOCTTa Ha [JIOMEpYNHATa QpUIITpalHa, ¢e CIATa, Y€ € liallf}l;ieiT'a’ COEEN S
3a TIOBHIICHUA quypeTHucH edext. Edext BBpXy rmaaxara MYCKYJIaTypai qurB’prleH ST




B NIPOYYBaHMUA HA CTOMANIHO-YPEBHASA TPAKT, IIPH KOMTO CTOMAIMHO-IPEBHUAT
MOTHJIMTET € HamajieH. Habmonmasa ce ¢bino HaMalsABaHe B MPOH3BOACTBOTO HA
CTOMAIIICH COK, 33 KOETO He MOXKE J[a C& HaMepH (papMaKOJIOTHIHO O0sCHEHHe.
@yHKUMATA Ha CBPACTHO-ChI0BATA H JHUXATEIHATA CHCTEMA He € TTOBIIUAHA.

I1pr npoyduBaHus ¢ JKUBOTHH HAMA JAHHH 32 HapyILIeH MbXKKH WIH JKECHCKH
(EpTHIIHTET WM 32 TEpAaTOreHeH moreHuna. [Ipu npoyyBaHus ¢ ILTBXOBE €
noka3zaHo, 9¢ 1,8 nuneon npemunapa npe3 nnaiieHrara. [Ipu Jo31MpoBKa nox
TOKCHYHATA 3a MajikaTa 103a, npe- U MOCTHATATHOTO Pa3BHTHE HE € INOBTHAHO
HeOmaronpusaTHo.

6. GOAPMANEBTHYHH JAHHH
6.1 CrnachbKk Ha NOMOIIHATE BeINECTBA
PajpunEpaHo panHyHO Macio

KeIaTHH

riunepon 85 %

copburon

XMIIPOMEJIO3a AlETAT CYKIHAT

TPUETHI ITUTPAT

HaTpHeB NaypuicyngaT

TaJIK

JEKCTpHH

AMOHHER TTIHIIHPH3AT

6.2 HecnBMecTEMOCTH
Hempunoxumo

6.3 Cpox Ha TOAHOCT

Tpu roaunn.

6.4 CrhenuanHy ycJOBHA HA CLXpAHEHHE

Ha ce chXpansBa B OPAT'MHAJIHATA ONAKOBKA, 3a 13 C¢ MpeAnasy OT Brara. Ja ce
¢bXpaHsBa o 25°C,

6.5. Bag n chabpikanHe HA OMAKOBKATA

Kancynute ca onakosanu 8 PVC/PVDC/A) bimctepH, cnea KoeTo ca MOCTaBeHH B
KapTtoHeHu Kytuu ¢ 10, 20, 50, 100 xancymm,

He BCcHUYKH BHI0Be OIIAKOBKH MOrart Jia 0bJar mycHaTH B mpoaaxoa.

6.6. Cnennajng npeANa3HA MEPKH NPH H3XBLPJISIHE

Hama CIICIHATHH W3HCKBaHHA.




7. TIPUTEXKATEJ HA PA3PEHNIEHUETO 3A YIIOTPEBA
G. Pohl-Boskamp GmbH & Co.KG
Kieler Strasse 11

25551 Hohenlockstedt,
T'epmanns

8. HOMEP(A) HA PABPEHIEHHUETO 3A YIIOTPEBA

Peructpamuonen nomep Ne 20000736

9. JATA HA ITBPBO PA3ZPEINABAHE/MIOJHOBABAHE HA
PASPEINEHHUETO 3A YIIOTPEBA

Jara Ha nspBo paspemasane 12.12.2000
Jara Ha nocneaso noaHoeAeade 15.06.20012

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

Maprt 2021




