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Jdycnaraann 135 mg o0uTH TabeTKH
Duspatalin 135 mg coated tablets
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2. KAYECTBEH 1 KOJIMMECTBEH CbCTAB =3

Enna obBura Tabnmetka ceaepka 135 mg mebGesepuHOB Xuapoxjopua (mebeverine
hydrochloride).

3a NbJIHHA CMUCHK HA NMOMOIIHHATS BCUICCTRA, BHXKTC TOYKA 6.1.

3. JIEKAPCTBEHA ©®OPMA
ObBura Tabnerka

bem, kpprim, o6BrTH TAONETKH.

4. KJIHHAYHH JAHHH

41  TepaneBTHYHH NOKMBANHA

[Ipx pe3pacTHU U Aeua Hag 10 ropyiHa BB3pacT.

3a CHMITOMATHYHO JICYEHHE HA KOPEMHM GOIKM M CHasMH, CMYLICHUS B UepBaTa H YpeBeH
AUCKOMGOPT, CBLP3aHH ChC CHHAPOM Ha pa3Apa3sHEeHOTO YEPEO.

JleyeHue Ha CTOMAIIIHO-YPEBHH CNa3MU, NPEIH3BUKAHU OT OPraHU4YHK 3a00NABaHHA.
4.2. [o3HpPOBKA H HAYHH HA NPHJIOKEHHE
3a nepopanHa ynorpeba.

ﬂO&Hp_OBK&

Tabnerkure nma ce mpHeMar ¢ AOCTATEYHO KOmMH4YeCTBO Boja (Hail-manko 100 ml ropa).
‘TabneTkure Aa ce npueMat 6e3 Aa ce THBYAT NOPAIH HEMPHATHHUA BKYC.

Buvipacmnu u deya nao 10 2o0umuna sv3pacm
Enna tabnerka TpH mbTH AHEBHO, NpHOMM3IHTENHO 20 MHHYTH NIPEAH XpaHEHE.

HPO,E['BJI}KI-'ITBIH-IOCTI‘a Ha JICHCHHETO HE € OI'paHHYICHA.




B cnyqaﬁ, 4ye Ca nNponycHatT ©AHa MR II0BCHE NO3H, IMAUWCHTHET T'pﬂﬁl?-a Ad IpOABIDKH CBC
Cacasaiata go3a, KakTo € IIpEAruvucaHo. HPOH}TCHaTaTa A03a HC TPHGBa Aa CC TpHCMA KaTo
JONBJIHCHHUE KBM peaoOBHATa 034

Hycnatamuy He TpsaOBa Ja ce mpujara NnpU Acua Mo 3 roJWiliHA Bb3pacT, ThH KaTo “HAMA
HAJTHYHH KNMHHHYHH JAHHH 33 Ta3H BE3PacToBa rpyna.

Tabnetkure He TpabBa Aa ce mpuiarar npd Aeua oT 3 Ao 10 roaWimHa BB3pacT, NOpaau
BUCOKOTO CBIBPKAHHME HA AKTMBHO BEIIECTRO.

Cneyuannu nonynayuy

He ca npopexaaHy mpoy4BaHHs 32 AO3MPOBKATA MPH MMAaLUEHTH B CTap4eCKa Bh3pacT H TAKKBA C
6B6peuHo W/wiH yepHoApoOHO yepexaaHe. Hama ocofGeH pMCK 3a NMALMEHTH B CTap4ecKa
BBE3PACT M TakuBa ¢ ObOpeqHO W/HIM uepHOAPOOHO YBpEXOaHe, YCTAHOBECH OT HANHMHHUTE
MOCTMApKETHHIOBY NaHHH. He ce Hanara ajanrupane Ha Jo3aTa NpH IMAUHESHTH B CTap4yecka
BBE3PAcCT H TAKHBA ¢ 0B0pedHo WK YepHOApOoGHO YBpeXKaaHe.

4.3. IlpornBonmoka3aHuMs

CBpBXYYBCTBMTENHOCT KbM AKTHMBHOTO BELECTBO WIM KBM HiKO€ OT INOMOIIHHTE BeLlecTBa,
36poeHH B Touka 6.1.

4.4, Cpoennajsn npelynpexaeHHs B NpeRNa3HA MepKH 3a ynorpeba

Trit karo JlycnmaTanuH ChObpXKa NakTo3a, MALMEHTH ¢ pelKM HacleACTBEHM npoblieMu Ha
rafakTo3Ha HEIIOHOCHMOCT, Lapp naxtaseH aedMIdT HAH TIIIOKO30-rajlakTo3Ha Manabcopbuus
He TpaOBa a NprUeMar TOBA JICKaApCTRO.

Teit xaro JlycnaranuH ChObpXKA 3a2Xapo3a, MALNHEHTH C PeJKU HACNEIACTBEHH NpoblieMH Ha
HEMOHOCHMOCT KbM (pYKT03a, IMIIOK030-TA/IaKTO3H2 ManadcopOums wiaH Cyxpa3a-“3oManTasHa
HEeJAOCTATEYHOCT He TpA0Ba Jla mpHEMAaT TOBA JIEKapCTRO.

4.5. BiaammogelicTBHE ¢ JAPYrH JIEKAPCTBEHHM MNPOAYKTH M Japyra ¢opMH Ha
B3aHMOeliCTBHE

He ca npoBexxaaHH rpoy4BaHUS 33 JIEKAPCTBEHH B3aUMOJICHCTBUS OCBEH TAKMBA ¢ AJIKOXON. [n
Vitro ¥ in vivo W3CNEABAHHA IIPH >XUBOTHU Ca MOKA3ANW JHICATa Ha B3AHMOJECHCTBHA MEXITY

HAycnaTtaivH U €THIIOB allKOXOIl.

4.6. PeprannTer, GPEMEHHOCT H KhPMeHe

bpemenHoct
JIunceaTt WM CHIECTBYBAT OTpaHUYEHH NAHHH 3a ymorpebara Ha JlycnatanuH npH OpeMEeHHM

*eun. HMacneapanusara npH KUBOTHHM HE ca JOCTATHYHH OT INI¢AHA TOYKA HA PENpOAYKTHBHATA
TOKCHYHOCT (BK. Touka 5.3). JlycnaranuH He ce mpenopbuBa o BpeMe Ha OpeMEeHHOCT. - -
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KspMmene

He e m3BecTHO gamm JlycnaTamH HIH HETOBHTE METaDONMHMTH C& OTACMAT B MAHUMHOTO MIIIKO.
ExckpenpsaTa Ha MpoayKTa B MISKOTO HE € H3C/e/BaHa MpH KUBOTHH. J{ycnarandH He TpiOBa Aa
ce Npuiara 1o BpeMe Ha KEpMeHe.

(DepTUanTeT

HsiMa KIMHHYHM JaHHH 33 BIMSHHETO BLPXY (PEepTHIIHTETA IIPH XEHH U MBbKE, BRIPEKH 4e
H3CJIeABAHMA [P >KMBOTHH He MoKazpar BpenHH edekth Ha Jlycmaranus (BrOKTe TouKa
L IPENKITHHIYHA aHHU 33 6e30macHoCT ).

4.7. EdexTn Bbpxy cnocobHocTTa 32 ModupaHe i padoTa ¢ MAlIMEHR

He ca mpoBexxaaHd H3CneABaHHA OTHOCHO e(deKTHTe BbpXY cHocoOHOCTTa 3a WodHpaHe |
pabora ¢ MamuHH. PapMakoIHHAMMYHHMAT H (apMAKOKHMHETHYHHAT TIpOo(UA, KAaKTO H
MOCTMAapKETHHIOBHA OINMT He TOKa3BaT HAKAKBK BpedHH edexTH Ha JlycnaTanuH BBPXY
crmoco0OHOCTTA 32 odupane H paboTa ¢ MalIHHM.

4.8. HexelaHn JeKapCTBEHE PEAKNHA

Cnenunute HeKeNaHH peaKUMH c¢a JOKIAJBAaHH CIIOHTAHHO MO BPEME HA TOCTMApPKETHHTOBHA
neproa. ToyHaTa WM HECTOTa HE MOXe [a Opae ompenencHa OT HAJHYHHTE [aHHH.
HaObmopaBasy ca alleprH4HH peakiid OCHOBHO, HO HE €AMHCTBEHO BBEPXY KOKaTa.

e HapyiieHus Ha KoXaTa ¥ MOAKOXKHATA THKAH — YPTUKAPHS, AHTHOEEM, €/IEM HA JTHIETO,
CK3aHTEM; ‘
e HapymeHnns B IMyHHATa CHCTEMA — CBPBXYYBCTBHTETHOCT (AHA(QMIAKTHYHM PEAKIHH).

CroOmapaHe Ha ODOAO3MPAHH HEXEIIAHH PeakLMH
CrofIaBaHeTO HAa NOJ03HPAHU HEKENaHH peakUWd CclieZl pa3pellaBaHe 3a ynorpeda Ha

JICKApCTBEHHA IIPOHMYKT € BakKHO. ToBa MO3BOMABA Ja MNPOABLDKH HabmoONeHHEeTO Ha
CHOTHOIICHHETO MOJ3a/PHCK 3a JEKAPCTBEHHA NpOAYKT. OT MEeOMIMHCKHTE CIELHAIHMCTH C€
M3HCKBa Ja CHOOLIABAT BCAKA IMOAO3MPAHA HEXKENIAHA peakuusA 4pe3 HalMOHaJHa CHCTeMa 3a
crOOIIIaBaHe:

H3mpnHNTEIHA aresIys 110 JeKapcTBaTa
vi. ,,Jlaman ['pyes” Ne 8
1303 Codus

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

4.9. Ilpenosupane

CuMoroMu
TeopeTnuno Moxe Aa ce HaDNMIOAABA MOBHUICHA BB30YIMMOCT Ha LIEHTpa/HaTa HEPBHA CHCTEMA
npH mpenozdpate. B cmyvyan Ha npenoszupaHe ¢ MeOeBepHH , CHMITTOMH Ca JTHIICBATH HJIH Ca
6w neku M Obp3o oOparumu. HabmogapaHwTe cUMNTOMH Ha mnpefosupane ca Oumu
HEBPOJIOrHYHH H ChPACYHO-CHAOBH. - s
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JleueHue

He e n3pecTeH cnelHHICH aHTHAOT M C€ MPENOphYBa CUMITOMATHYHO JieueHHe. CToMalleH
JaBaxx TpsOBa Aa ce HMa NpeABHI CaMO B CTYUaud Ha MHOXKECTBEHA MHTOKCHKALIHS, YCTAHOBEHA B
IbpBHA Yac. He ca HeoOxonHMMH MEPKH, KOHTO Ja HaMajsaBaT abcopOuusra.

5. GAPMAKOJOI'HYHHU CBOUCTBA

5.1. PapmakoiHHAMHYHE (BOlicTBa

dapmakorepanepriuda  rpyna; CHHTETMYHH AHTHXOJHHEPIHLH, eCTEPH C TpeTHYHa
amuHorpyna, ATC xox: AO3AA(4 |

MexaHH3BM HA JCHCTBHE U QREMEIKOEHHHMH‘[HH Eg!BKTH

MebeBepHH € MyCKYNOTPOIHO CIA3MOJHTHYHO JIEKAPCTBO € AHMPSKTHO MACHCTBUE BBPXY
raafKkara MYCKyJarypa Ha CTOMAIIHO-YPEBHHUA TpakT, 6e3 Aa BiHide BbPXY HOPMATHHA
MOTIUTMTET HA YEPBATA. '

TouyHMAT MEXaHH3BM HA OEUCTBHE HE € UIBECTEH, HO MHOXKECTBO MEXAHM3MHM, KaTO HAMAIABAHE
NPONMYCKIMBOCTTA Ha AOHHHTE KaHAIH, Ol1oKApaHe Ha 0OpaTHOTO 3axBalllaHe Ha HOPaIpeHaIHH,
JIOKAJIEH aHecTeTHYeH edexT, mpoMeHH B abcopOuMiaTa Ha BOJA, MOTaTr Aa ACNpPHHEcCAT 3a
nokaJHuA edext Ha MeOeBepyH BBPXY CTOMALIHO-YPeBHHA TpakT. Upes Te3n MeXaHH3MH
MeOeBepHH 0Ka3Ba CHAa3MOJTUTHYHH €(EKTH, KOMTO BOAAT A0 HOPMAJIM3IHPAHE HA MOTHJIMTETA Ha
gepBaTa, 0€3 Ja YyNpaXHABA NOCTOAHHA penakcauyd Ha TINaAKO-MYCKYJIHMTE KIE€TKH B
CTOMAUIHO-YPEBHHA TPaKT (T.Hap. XHMOTOHMA). JIMNCBAT CHCTEMHHTE CTPAaHHYHU edeKTH,
HaOmMoOgaBaHH NIPH THIHMHHTE AHTHXOJIHHEPTrHLH.

Knunngna edbHKacHOCT U O€30MACHOCT

KnuuanyHara eHKacHOCT H 6e30MacHOCT Ha pasIHYHUTE (GOpMH Ha MeOeBEepUH Ca OLICHIBAHH
npu nopeye oT 1500 mammeHTH. 3HauuTeNHO NOACOpABAHE HA CUMIITOMHTE Ha CHHOPOMA Ha
pa3apazHeHoTo 4YepBo (KOpeMHa OoJika, XapakTepHH U3IIpaXHEHHA) ca HabmozapaHu npu
pedepeHTHH HIN KOHTPOIHPAHH OT H3X0JHHTE AaHHH KIIMHUYHH NIPOYYBAHMA.

Bewuxu ¢opmu Ha MeGeBepuH ca Hali-00mo Oe3onacHu M 100pe MOHOCUMH B NPENOpbYBaHHUTE
JIO3H.

IleavaTpuyHa Monvialuusg

KnvuHHgHH W3nATBaHMA ¢ TaONeTKH WIM KancyJd ca NPOBEKAAHH CaMoO IIPH BBH3pPacTHU.
JaHHuTe 3a edukacHocT W Oe30macHOCT OT KJIMHHYHUTE W3MHTBAHHA, KAKTO H OT
MOCTMAPKETHHIOB OINHT CHC CYCIEH3HA MEeOEBEpHHOB MaMOAT IpH NalMeHTH Haj 3-roJHiliHa

BB3pacT ca noKasam, ye McOesepHH e edukaceH, Ge3onaceH H Jodpe MNOHOCHM.

KiIMHWYHA mpOydBaHHA CBC CyCneH3us MeOeBEpHH ca MOKa3aid, 4Y¢ TOH € e(ukaceH npH
obJieKuaBaHe CHMIITOMHTE Ha CHHApPOMA Ha pa3apa3HeHOTo 4epBo npu Aeua. [lo-HararbiiHn
OTBOPEHH H KOHTPOJIMPAHH CIIPAMO M3XOIHHUTE JAHHM IIPOYYBAHHA CHC CYCIICH3UA MeOeRepHH
ca MOTBBPAUIM e(HKaCHOCTTA Ha IEKAPCTBOTO.

CxeMaTa Ha Jjo3upaHe 3a TabJeTKUTE H Kalcy/JuTe € onpeaeicHa Ha 0azaTa Ha I
110 OTHOMIEHHE Ha 6e30nacHocTTa M 61aroNpHATHATA MOHOCHMOCT Ha MeGeBepHIT,
4 -;_'_5’-"'




5.2. PDapMakoKHHETHYHH CBOHCTBA

Abcopbima
Meberepun ce abcopOipa 6Bp30 M MBAHO cle/] MEPOPATHO NPUITOKEHHE Ha TabneTKuTe.

Pasnpenenenue
He ce nabmoaapa 3Ha4HMO HATpPYIIBaHE Clie MHOTOKPATEH MPHEM.

buotpancdopmarmd

MeGepepun ce mMeTabONH3Mpa TNIABHO OT €CTEpa3sHTe, KOHUTO MBPBC Pa3KbCBAT BPBL3KMTE Ha
€CTEepUTE Ha BepaTpU/IOBa KUCEIMHA H MeBEOEpHHOB aJIKOXOJI.

I'naBHUAT MeTabOMHT B [UTa3MaTa € AeMeTHiMpaHa KapOoxcu kucenana (JIMKK). PaproeecHHAT
nony>xuBoTET Ha enumuHHpane Ha JJMKK ¢ 2,45 vaca. IIpn MHorokpateH npuem Cmax Ha

JMKK e 1 670 ng/ml H tmax € 1 4ac.

EnvuMunupane
MebeBepuH He ce €KCKpeTHpa KaTo TaKbB, HO ce MeTabolH3Mpa HambIIHO; MeTabONMHTUTE ce

€KCKpeTHpaT MOYTH HAIlBAHO. BepaTpuwiioBata KHCE/IHMHAa CE€ €KCKpeTHpa ¢ YpHHATa, KakTo M
MeOCBEpHHOBHAT ANTKOXOJI, OTYACTH KATO CHOTBETHAaTa KapOOKCH KHCelHHa M OTYACTH KaTo
aeMeTHnMpaHa kapbokcn kucenuna (JIMKK).

IlempaTpuyHa nomvia

He ca npoBexxiany papMakOKMHETHYIHH NIPOYYBAHHA NIPH J€lla ¢ MeOEBepHH.

5.3. IlpeaxnuunHYHH JAHHHA 3a OezomacHOCT

Ilpy npoyuyBaHMA ¢ MHOrOKpaTHa Jo03a cleA MNepopajicH M TMapeHTepalleH IIpUeM  ca
HabnroagaHn eQeKTH BbpPXY LIEHTPATHATA HEPBHA CHCTEMa ¢ MoBeAeHYecKa Bb30Oyada, rmaBHO
TPEMOp H KOHBYJCHH. IpHu Kyuerara, Hal-JyBCTBHUTEITHUAT BUA, Te3H €(deKTd ca HabmroaaBaHu
MPH JO3H, EKBHBAIEHTHH Ha 3 MBTH MAaKCHMAJIHATa NIPerophuMTe/Ha KIHHHYHA f03a oT 400 mg
JIHEBHO, Bh3 OCHOBA HA CPaBHEHHATA 3a 00111aTa Te/ecHa MOBBPXHOCT (mg/m?).

PenpoagykTuBHaTa TOKCHYHOCT Ha MeOeBepHH He e H3cieABaHa JOCTATHYHO MPU MPOYUBAHUA C
*KHBOTHH.

Hama uRIukayuud 3a TEPATOICHEH TMOTEHUMaa IpH ITUTBXOBE M 3akiy. BeOpekH TOBa,
eMOpHoTOKCHYHE edekTH (3a0aBeH pacTekK, IETATHTET Ha IUI0Za) ca HabmoaaBaHH NPH IUTEXOBE
B J03H €KBHRAJICHTHH Ha 2 ITbTH MAKCHMAIHATa KIHHHYHA 103a. EdeKkThT He e HaOmogapaH npH
3aHUIIH.

He ca Habmopapany edeKTH BBpPXY (PEpTHIHTETA NPH MBKKH HIH KEHCKH ILTBXOBE B JO3H
€KBHBAJICHTHH Ha MaKCHMallHaTa J03a MpH Xopa.

B cranpapram in vitro M in vivo TeCTOBe 3a TeHOTOKCHYHOCT, MeOeBEpHH He € IoKa3ai
reHOTOKCHYHH e(eKkTH. He ca mpoeexxzany npoyysaHua 3a KapLHUHOTEHHOCT.

6. GAPMAIEBTUYHM JTAHHM

6.1. Cuoncnk Ha NOMOIHHTE BeIIEeCTBa




ChpLepnHa:
JlakT03a MOHOXHIpPAT

Hutecre (kaprodeHo)
[IorHaoH

Tank

MarHezues creapat

OG6BHEKA:

Tank

3axaposa
HKenatun

Axarus
KapnayOcku BochK

6.2. HecbBMeCTHMOCTH
Henpunoxumo.

6.3. Cpok na rogaocr

5 TOHHHA,

6.4. Chnennanau yC/0BHS HA ChXpaHEeHHeE

Jla ce crxpaHsaBa Ha MECTa, HEAOCTBIIHH 3a Jcla.
Jla He ce crxpanasa nNpu Temneparypa Haz 30°C.
Ja ce cpxpanaBa B OpHITHHAJIHA ONAKOBKA.

Ha He ce 3aMpasiBa.
Jla He ce U3MOoJI3Ba ¢JIe/l CpOKa Ha TOAHOCT.

6.5. Buau cpALpKaAHAE HAONAKOBKATA

bemn, kperau o6puTH Tabnerku no 15 Opos B Onucrepu or PVC-Al unmn PVC/PVDC-AL no 2
OmucTepa B KyTHA.
bemy, xperiu o6BuTH TabneTku no 10 6pos B 6muctepr or PVC-Al umn PVC/PVDC-AL; mo 2

OnucTepa B KyTHA.
He BcH4YKHM BHAOBE ONAKOBKH MOrar Aa ObAat MyCHaTH B IIpoJaxoa.

6.6. Coenpanau npeANasHA MepKH NpH H3XBLpJIAHe H pafoTa

HeusrnonsganuaT JIEKapcTBEH NPOAYKT WIH OTNAJBYHHTE MaTepHalnd OT Hero Tpabesa jaa ce
H3XBBPJIAT B ChOTBETCTBUE C MECTHHTE H3IHCKBAHHS. |

7. IIPHTEXKATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Matinan EQCOJI -
Odmc crpaga ,,Cepayika ofHCH
Oyn. Cutnakopo Ne 48, eT. 7
1505 Co¢ua, brarapus




8. HOMEP(A) HA PAZPEHIEHUETO 3A YIIOTPEGA

9600036

9. JATA HA ITBbPBO PA3ZPEIIABAHEMTIOAHOBABAHE HA PASPEINIEHUETO
3A YIIOTPEBA

JlaTa Ha mepBo paspemasane: 18 onu 2002 r.
Jlara Ha nocneqHo noaHoBsaBaHe: 18 cenremepu 2007 r. |

10. JJATA HA AKTYAJMN3IUPAHE HA TEKCTA

11/2017




