KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

VSNB/THUTENHA ATEHLINS N0 NEKAPCTBATA
Kpaimua XapanmepucmuKe Ha NpogYKms - Mpuroxenue 1

1. HMME HA JEKAPCTBEHUSA ITPOAYKT
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2, KAYECTBEH A KOJIMYECTBEH CHCTAB s’ i A ST TPV T Y R

LES RN S PRI PN YT

1 TBBEpAa Kancysa ¢ yapmkeHo ocBofoxaaBaHe cpabpka 200 mg MebeBEepHHOB XUIPOXAOPUT
(mebeverine hydrochlonde).

3a II'bJIHUSA CIIHCHK HA MTOMOIIHHTE BEUICCTBA, BHXTEC TOYKd 6.1.

3. JJEKAPCTBEHA ©®OPMA

bsna, Henpo3pauHa, TBBPAA XKEeJIAaTHHOBRA Kancyia, pasMep 1, CbC cTaHZapTEH Haamuc 2435.

4, KJAHUYHHU TAHHUA

4.1 TepaneBTHYHH NOKA3aHUA
[Ipu BB3pacTHH ¥ Acua Haxg 10-roauinHa Bp3pact.

3a CMMNTOMATHYHO JICYEHUE Ha KOpeMHHM OOJKHM M CMa3Mu, CMYIIEHMS B 4epBaTa U UYpPEBEH
OUCKOM(OPT, CBBP3aHU ChC CHHAPOM Ha pa3JIpasHEeHOTO YEePBO.

JleyeHue Ha CTOMAIIIHO-YPCBHHU CIIa3MHU, IIPCAN3IBHKAHN OT OpraHH41HH 3abonsBaHUA.

4.2 J03MpOBKA X HAYHH HA NIPUJIOKEHHUE
3a nepopajiHa ynotpeba.

Jo3upoBka

Kancynure TpsibBa na ce reATaT ¢ AOCTATHYHO KOMH4YECTBO Boha (Hai-maixo 100 ml). Te He
TpsaOBa Ha ¢€¢ OBBYAT, THH KaT0 MNOKPUTHETO MM OCHUTYypABa MEXaHU3IBM HA YABIKEHO

0CcBOOOXOaBaHE (BMXXTE TOUKa 5.2).

Bv3pacmnuu u deya nao 10 200uwna 8v3pacm
Enna karicyita ga ce npreMa Asa NbTH AHEBHO, CYTPUH H Beyep.

[IpoasIKUTETHOCTTA Ha JIEYEHUETO HE € OTpaHHYEeHa.

B cnyuaif, ye ca mponycHAaTH €IHA WIH [OBEUYE NO3H, NMAlMEHTHLT TpAOBa
clenBalllaTa J03a, KaKkTo e npeanucaHo. [IpomycHarata mo3za He Tpadbpa

AOITBJIIHCEHKUC HA PCAOBHATA O034.



JlycnatanuH He TpsabBa na ce mpuwiara Opu Jeua noj 3 roAuliiHa BB3pacT, Thil KaTro HAMa
HAJIMYHH KJIHHHWYHY JaHHYU 32 Ta3H BL3PACTOBA rpyIla.

Kancynure ¢ yanmkeHO ocBoOoxaaBaHe HE TpsOBa Za ce mpunaraT npu agemna ot 3 go 10
TOAMIUHE BB3pacT, MOpaayd BUCOKOTO ChIBPKAHUE HA aKTUBHO BEUIESCTBO.

Cneyuannu nonyrayuu

He ce npoBexganu mpoy4BaHHs 3a JO3HPOBKATA IIPH MALIMEHTH B CTap4eCcKa Bb3pacT H TaKHBA C
O0p0peuno wunu 4vepHOApOoOHO yBpexaane. HaMa 0COOEH pHMCK 3a MAlMEHTH B CTapuyecka
Bb3pacT M TakuBa ¢ OBOpeuyHO W/MIU 4YepHOAPOOHO YyBpeXZaHe, YCTAHOBEH OT HAMHYHHTE
NOCTMApPKETUHIOBY AaHHM. He ce nanara ajpantdpase Ha fgo3ara NpU NAalHEHTH B CTap4yecKa
BB3pacT ¥ TakuBea ¢ O6b0pevuHo u/unmm yepHoapoOHO 3abonaBaHe.

4.3. llporuBonokasaHHA

CBpPBXYYBCTBHUTEIHOCT KBM aKTHBHOTO BELUIECTBO UM KBbM HSKOE OT IIOMOLIHHMTE BCUISCTBA,
n30poery B TOUKa 6.1.

44. CnenuaJHH nMpexynpe;xIeHHs H MPeANa3ZHH MepPKH 3a ynorpeda

HsmMma.

4,5, BsaumoaeiictrBHe ¢ JApyrMm J1eKApPCTBEHH MNPOAYKTH H ApYru (opMM Ha
B3AHMOAEHCTBME

He ca npopexaaHH OpoyduBaHHA 3a JMEKAPCTBEHU B3aUMOAECHCTHA OCBEHTAKMBA C ANKOXONn. In
vitro U in vivo HU3CIIeABaHHBA NpPH XUBOTHU Ca MOKa3amu JIMIICAaTa Ha B3aMMOJEHCTBUA MEXIY
JIlycnaranuHs 4 €THUIIOB aJIKOXOJI.

4.6. @epTHAUTET, OPEMEHHOCT H KhPMEHE

bpeMeHHOCT
JluncBaT MM CHLINECTBYBAT OrpaHMYE€HH AaHHU 3a ynotpedara Ha JlycrmatanuH npu OpeMeHHU
keHH. V3cneBaHuATa IpU XKUBOTHU HE Ca ZOCTATHYHHU OT IIE€AHA TOYKA HA PENPOAYKTUBHATA

TOKCHYHOCT (BX. TOuKa 5.3). JlycnataiuH He ce IIpenopbyBa 10 BpeMe Ha OpeMEHHOCT.

KspMeHe
He e n3BecTtHO manu JlycnaTanuH UMM HeroBuTe METAbOMHUTH CE€ OTACAAT B MAWYMHOTO MIIAKO.
Exckpelusita Ha IpoAyKTa B MJIAKOTO HE € H3CiaeBaHa NpH XKUBOTHH. Jlycnaranud He Tpabsa

Ad CC IIpyuJiara 1o BpcM< Ha KbpMCHC.

QEepTHINTET
HsMa KIHHUYHKH JaHHHA 33 BIMSHUETO BBLPXY (PEpTHIMTETa NIPU XEHH U MDBIKE, BBIIPEKH Ye
H3CJIeBAHHA TPH >KMBOTHH HE IMMOKa3BaT BpeaHu edekTd Ha JlycmatanuH (BHXTE TOYKA
] I peAKIIMHHAYHE AaHHM 32 6e3omacHocT®).

4.7. EdexkTu Bppxy cnocobnocrra 3a modupae n padbora ¢ Malliuy

He ca npoBexaaHu H3CHAEABaHUS OTHOCHO €(EKTHUTE BBPXY CnocobH
pabora ¢ Mammud. PapmakoauHaMUUHMAT U (apMaKOKHHETHUHHA




NOCTMAPKETHHIOBHA OINMT HE NOKa3BaT HAKAKBKM BpeAHH e(QekTH Ha JlycnmataluH BBPXY
cnocoOHOCTTA 32 UohupaHe H paboTa ¢ MalIUHHU,

4.8. HexenaHHn JEeKAPCTBEHU PeAKLIMM

CnenHurte HeXejlaHH PCAKIHH Ca JOKJIAABAHH CIIOHTAHHO I10 BPEME Ha IMOCTMAPKCTHHI'OBHA
[IEPHOA. ToyHara UM YecTOoTa HE MOXE Jna OBae ONnpcaciiCHa OT HAJIHYHUTC JAaHHH.
HabmonaBanu ca AICPIrHYHH pCaKIIMH OCHOBHO, HO HC CAHHCTBCHO BLDXY KOXKATA.

o Hapymenus Ha koxara ¥ IOJAKOXKHATA ThKaH — YPTUKAPHUs, aHTHOEIEM, €EM Ha JIHLETO,
CK3aHTEM;
¢ HapymeHus B MMyHHaTa CHCTEMA — CBPBbXYYBCTBUTENHOCT (aHAQMIIAKTHYHH PeakUHH).

Crnobiliapaye Ha NOJ03UPaHU HEXETaHU peaKIIuu

Cpof0maBaneTro Ha MOJO3MPAHM HEXKENAHM pEaklUH Cael paspeliaBaHe 3a ynorpeba Ha
JIEKAPCTBEHHA TMPOAYKT € BaKHO. ToBa M03BOJsSIBA 1a MNPOABIKH HaOMOACHHETO Ha
CHOTHOIIECHUETO MON3a/PUCK 3a JEKAPCTBEHHA INPOAYKT. OT MeZUIMHCKUTE CIEIHATHUCTH Ce
M3UCKBA Jla ChOOINABAT BCAKA MOJO3WPAHA HEXejaHA peakiiusg 4pe3 HAlMOHAIHA CHCTeMa 3a

CHOOIIIaBaHE:;

M3nenauTeHa arcHIUs 110 NeKapcTBaTa
vi. ,,Jdamau I'pyeB” Ne 8
1303 Codus

Ten.: +359 2 8903417
yebcaliT: www.bda.bg

4.9. Ilpexo3zupane

CHMITOMHU

TeopetTnuHo MOXKe ha ce HabmoAara NoRUlIEHa BB30YAUMOCT HA LICHTpAIHATA HEPBHA CUCTEMA
fpy npeao3upade. B ciydau Ha npeao3upane ¢ MeOeBEpHH CUMIITOMH Ca JIHIICBAIH KU ca 6unu
neku ¥ 66p30 oOpatumu. HabnogaBaHuTe CUMIITOMH Ha Npeao3upaHe ca QUM HEBPOJIOTMYHH U
CBPACYHO-CHIOBH.

JleyeHpe
He e n3BecTeH cnenu(pMUYCH aHTHAOT U Ce Mpenopb4yBa CHMITOMATHYHO JeueHue. CToMaleH
naBaxk TpAOBa Ja c€ nMa MpeaBHI CaMO B ClIyuyad Ha MHOXKECTBEHa MHTOKCUKALIUS, YCTAHOBEHA B

nbpBUg Yac. He ca HeoOX0AUMHU MEpPKH, KOUTO 1a HaMansasat abcopOuusra.

5. GAPMAKOJOTHYHHA CBOHCTBA

5.1. apMakoaAHHAMHYHH CBOHCTBA

dapMakoTepaneBTHyHa rpyna: CHHTEHTHYHM AHTHXOJIUHEPTHUM, €CTepH ¢ TpeTHYHA
amuHorpyna, ATC xkoxa: A03AAQ4

MexaHuu3bM Ha JIeUCTBHE U QapMakoAHHAMUYHY edeKTH
MebeBeprH € MYCKYJOTPOIIHO CIA3MOJIUTHYHO JIEKApCTBO € JHPEKT
raagkaTa MycKynaTypa Ha CTOMAUIHO-UPEBHUS TpakT, Oe3 aa Baug
MOTHJIMTET Ha YepBarta.




TouyrHAT MEXaHU3BbM Ha JIEHCTBUE HE € U3BECTEH, HO MHOXXECTBO MEXAHN3MH, KaTO HaMaJIIBaHe
NPOMYCKIMBOCTTA HA HOHHUTE KaHaIH, OJIOKKMpaHe Ha o0paTHOTO 3aXBallaHe Ha HOpaapeHaINH,
JIOKaNeH aHecTeTH4YeH edekT, npoMeHH B abcopbumsara Ha BoOa, MoraT Ja AOIpPHHECAT 3a
JOKaJHHA e(peKT Ha McOeBepHH BBPXY CTOMAIIHO-4YPEBHHA TpakKT. Upes Te3sw MexXaHu3IMH
MeOEBEPHH OKa3Ba CIIa3MOJIUTHYHU €PEKTH, KOUTO BOAAT A0 HOPMaJIM3MpaHe HAa MOTHJIMTETA Ha
uyepBata, 0¢3 Ja ymOpaxHsBa NOCTOAHHA pERaKcallud Ha TINagKO-MYCKYJTHHTE KIETKH B
CTOMAIIHO-YPEBHUA TPAKT (T.HAp. XUMOTOHHUA). JIMIICBAT CHUCTEMHUTE CTPaHUYHH e€(dEeKTH,
HaOMIOAaBaHU NIPH TUITHYHUTE AHTUXONHHEPTULIH.

KnnHnyHa ePUKACHOCT U 6e300acHOCT

KnunnynaTta epukacHOCT U 6e30MacHOCT Ha pa3au4YHUTe (GOpMH Ha MeOEBEpHH Ca OLECHSBAHH
npu nosede oT 1500 manueHtu. 3HauMTENHO NMOXOOpABAHE HAa CUMIITOMHUTE Ha CHHAPOMAa Ha
pa3npasHEeHOTO 4YepBO (KopeMHa OOJIKa, XapaKTEpHH H3NpaKHEHHA) ca HaOnoJaBaHH IIpH
pedepeHTHH UIIH KOHTPOJIHPAHU CHPAMO H3XOJAHUTE JaHHH KIHHHYHH [IPOYyYBaHHA,

Beuyku @opMu Ha MebeBepHH ca Hai-00mo 6e3onacHH U JoOpe MOHOCUMH B IIPEIOPHUBAHUTE
IO3H.

[lenuaTpuyHa nomyanus

KnuHUYHY HM3NUTBaHUA C Ta0NETKH HIM KalCyJM ca MPOBEXKIAHHM CaMoO MpH BB3PACTHH.
Hauaute 3a eduKacHOCT H 6€30MacHOCT OT KIHHUYHUTE HW3MMTBAHHA, KAKTO H OT
NOCTMAPKETHUHIOB ONUT CHC CYCIEH3US MEOCBEpHMHOB MaMoaTr IIpH ManMeHTH Haja 3-rojuiHa
BB3PACT ¢a [MOKa3aIM, 4e MebeBepuH € edukaceH, Obezonacen U 100pe NOHOCHM.

KnuHu4eN NpoyduBaHMS CBC CYCIIEH3MS MeEDEBEepHH ca mokasain, 4ye ToH e edukaceH 3a
o0eKyaBaHe CHUMIITOMHUTE Ha CUHAPOMA Ha pa3/pasHEHOTO 4HEpBO NpH Aeua. Ilo-HaTaThlIHM
OTBOPEHU U KOHTPOJNHMpPAHH CHPAMO H3XOAHHUTE JAHHHU IIPOYYBAHUSA ChC CYCIeH3HM MeOeBepuH
ca NOTBBPAUIU €PHUKACHOCTTA Ha JICKApCTBOTO.

CxeMara Ha ao3upaHe 3a TabNeTKUTe U KaICYJHUTE € onpeaesieHa Ha 6a3ara Ha MOCTOSHCTBOTO
110 OTHOLIEHUE Ha Oe3onacHoCTTa H QJIaronpusTHaTa IOHOCUMOCT Ha MeOeBEpHH.

5.2. @apMaKoOKHHETHYHH CBOicTBA

Abcopbrus
Mebesepun ce abcopbupa OBP30 M HAMBIHO Clel NEepPOpaHO NMPHIOKEHUE Ha TabJIETKH HIIH
cycneH3us. QopMuTe ¢ YABIDKEHO OCBOOOKIaBaHe IO3BOJIABAT cXeMara Ha Jo3upaHe na Obne

ABa NNbTH AHCBHO.

Pasnpenencuue
He ce Habmo/1aBa 3HaYMMO HaTPYIIBaHE CJIe MHOTOKPATEH IPHEM.

buotpanchopmanus
Me6GeBepun ce MeTabonu3Wpa rjIaBHO OT €CTEpa3’HTe, KOMTO IbPBO pPa3KbCBAT BPB3KUTE Ha

€CTEPHUTE Ha BEPATPHIIOBA KUCETTMHA ¥ MECBEOCPHHOB AJIKOXOJ.
["naBHusT MeTaOONUT B ma3Marta € aeMeTHnupana kapOoken kucenuda (JJMKK).
PaBHoBecHMAT monyXuBOoT Ha enumunupade Ha JIMKK e 5,77 vaca. Crneg MAQGORPFECT WPHEM
(200 mg aBa nbTH OHEBHO), Cmax Ha IMKK e 804 ng/ml H tmax 01{0110;/ gca OTHOsRe1iara
6HOHATMYHOCT Ha KaNCyJIHTEe C YABDKEHO OCBOOOXKIABaHE e olf Al \ 5
oTHomeHue 97%.

EnuMuaHupane



MebeseprHH HE Ce eKCKpeTHpa KaTo TakbB, HO c€ MeTaboJM3upa HAIBIIHO; METabOMHUTUTE Cce
EKCKpEeTHpaT MOYTH HanmbaHO. BepaTpunosaTa KHUCENHHA C€ E€KCKpETHpa C YpHUHATa, KaKTo H
MEOEBEPHHOBHAT QJIKOXO0J, OTHYAaCTH KaTO ChbOTBETHATa KapOOKCH KHMCENMHA W OTYacTH KaTo
nemetunupaHa Kapbokcu kucennna (JAMKK).

IeauaTpuyHa oy ranus
He ca npoBexaany papMakOKHHETHUYHH NPOy4YBaHHA NPH aena ¢ MebeBepHH.

5.3. IHpeaxknHHHYHH JaHHH 3a 6e30HaCHOCT

[Ipn npoyuBaHHMs ¢ MHOrOKpaTHa [03a Cil€Q IMEPOPAIEH H NAPEHTEepaIeH IpHeM ca
HaOmonaBany edeKTH BBPXY liEHTpajJHaTa HEepBHA CUCTEMA C NMOBEJACHUECKa Bb30OyRa, rinaBHO
TpeMop U KoHBYJIcuH. IIpu Kyuerata, Hal-dYyBCTBUTENHHA BHI, Te3H edekTH ca HabIioaaRaHu
NpH 031, EKBUBAJICHTHH HA 3 MBTH MAKCHMAJTHATA MIPENOPBYUTENIHA KIIMHHYHA g03a oT 400 mg
THEBHO, BB3 OCHOBA Ha CPABHEHHUATA 3a 061LaTa TejecHa NOBBPXHOCT (mg/m?).

PenpoayxkrusHaTa TOKCUYHOCT Ha MeOeBepHH HE € M3C/IeaBaHa AOCTATHYHO NPH IIPOYYBAHUA C
*HBOTHH. HaAMa MHAUKANMH 32 TEpATOTCHEH NOTEHIIKAJ IIPH IUTEXOBE M 3ailid. BRIOPEeKu TORa,
eMOprOTOKCHYHK ¢eKTH (3abaBeH pacTexX, eTaNuTeT Ha I1J10/1a) ca HabnroaaBaHH IIPU MIHX0BE
B JIO3Y, €KBUBAJIEHTHH HA 2 NBbTH MaKCHUMAJIHATA JHEBHA KAMHUYHA [J03a. EdexTsT He e
Ha0JIIoaaBaH Npu 3ai1y.

He ca mabmoaasann edexTy BLPXY (DEPTHIMTETA NPH MBXKH MAH KEHCKH IIBXOBE B J03H
eKBUBAJICHTHH HAa MaKCHMaJIHaTa KJIHHUYHA J03a.

B cranpapTHe in vitro B in vivo TECTOBE 3a TCHOTOKCHYHOCT, McOECBEpHH HE € IIOKa3anl
reHoToKcHYHH edekTd. He ca mpoBexxaaHu NpoydyBaHHS 3a KApLHHOTE€HHOCT.

6. ®APMAHEBTUYHU JAHHU

6.1 CIHCBK HA IOMOIIHHUTE BellleCTBA

Cranpxanue Ha Kancynara (IpaHyJau)

Marue3ues creapar

IMonuaxpunatna aucnepeus 30%

Tank

XUnpomenosa

CurnonuMep Ha METaKpHJIOBaTa kucenuHa — erun akpunar (1:1), 30%aucnepcus
["nmuuepon TpHalierar

Kancynua oOBUBKA
Kenatuh
Turanos gunoxkenya (E 171)

[leyaTHO MacTHIO

Ulennax (E 904)

[Tpormunen ruukon

KoHueHTpHpaH aMOHSUYEH Pa3TBOP
KanueB XuIpoKcUa

XKeneszen oxcup uepeH (E 172)




6.2 HecbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpox Ha rogHoct

3 TONUHH.

64 CpnennainHu ycjoBHUS HA ChXpaHEHME

Ja ce cpxpaHaBa Ha MACTO, HEAOCTBIIHO 34 Aela.
Jla He ce chXpaHsBa npy TeMmneparypa ao 25°C.

Ja He ce cbXpaHaBa IIpU TeMIlepaTypa no-Hucka ot 5°C,
Jla ce cpXpaHABa B OpHTHHAIHA OITAKOBKA.

6.5 Bua H chaAbpKaHHE HAOTIAKOBKATA

PVC-Al 6nucTepu

Kancynu o 200 mg.

Onaxosxu o 20 u 30 Kancynu.,

He BcHYKH BHACBE ONAKOBKH MOTAT Ja ObJaT nycHaTH B rpoaaxba.

6.6 Crneunuansu npeanasHA MepPKH NpH M3XBLPJIsiHE U paboTa

Henznonspanuar JCKApPpCTBEH NPOAYKT HIH OTIIAZBPYHHTE MATEPHAIHN OT HETO TpHﬁBﬂ Ha C€
HM3XBBPIAT B ChOTBECTCTBHE C MCCTHUTC U3HCKBAHUAL.

7. IMPUTEXATEJI HA PASPEUHIEHUETO 3A YIIOTPEBA

Cooper Consumer Health B.V.
Verrijn Stuartweg 60
1112AX Diemen

Hupepnanaus

8. HOMEP(A) HA PA3PEIIEHMETO 3A YIIOTPEBA

20000743

9. JIATA HA II'BPBO PA3ZPEHIABAHE/NNOMHOBABAHE HA PA3PEIHEHHUETO
3A YIIOTPEDBA

Jlara Ha nBpBO paspemanane: 12 gexkemBpy 2000 1.
Hara Ha nocneaso nogdoBssaHe: 11 Hoemspu 2011 1.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

06/2025




