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HO-LUITA Komdopt 40 mg punmupanu Tabnerku

NO- SPA Comfort 40 mg film-coated tablets

2. KAYECTBEH H KOMTHYECTBEH CBh(CTAB

Beska ¢gunMupana tabnerka ceaspxka 40 mg aporaBepuHos xuapoxyopHa {(drotaverine hydrochloride).
[TomoiHH BemecTBa ¢ H3BecTHO AeHcTBHE: Beska Tabnerka chanpxa 32 mg nakTo3a MOHOXHAPAT.
3a MBIHMA CMHCHK HAa NOMOLIHHUTE BEIIECTBAa BHKTE TOUKa 6. 1.

3. JEKAPCTBEHA ®OPMA

HO-LITTA Komdopt 40 mg punmuparu TabneTku €a %bJITO OLBETCHH, H3TLKHATH TabneTkH ¢ Haamuc
“spa” OT eaHaTa CTpaHa.

4, KTHHHYHH JAHHH
4.1. TepaneRTHYHH NOKAIAHAA

Cnasvu ra 21a0Kkama MYcCKyaamypa, C8bp3aHU CbC 3G00IA6ANUR HA JCTBNHUSA MeXyp H HNCAbYHume
nbMuu{a’ XoNneURCTOMHTHA3A, XOMAHTHOMHTHA3A, XONCLHCTHT, MEPHXONEUHCTHT, XOJAHTHT H MAlWINT.
Cnaszvu na 2raokama myckyaamypa npu 3abonsearus Ha 6vbpeyume, nuUKOYHUR Mexyp Nt NUKOUHNME
nemuya; HePPoONUTHA3A, YPETEPOIMTHA3A, NMHEITHT, UHCTHT B CNTa3MH HA NHKOYHHUS MEXYP.

Kamo novmougna mepanus:

» [Ipu cnasmMu Ha rnagkata MyCKyJlatypa ¢ FaCTPOMHTCCTHHAICH MPOH3XOA: CTOMAIUHA M
AYORCHAMHA A3Ba, MACTPHUT, KAPAHANEH CNa3dbM, MWIOPOCNA3bM, EHTEPHT, KOIHT, CMACTHYEH KOMHT C
obcTunauus 1 GOpMH Ha CHHAPOMA Ha pasapasHeHoTo aebeno yepso ¢ HaTpynBaHe Ha ra3ose.

» Ten3noneH THN rnasobonne

Lo

» [Ipu ruHekOnOru4HU 3aD0NABAHHA: AHCMEHOPEA

4.2. 103npoBKa A HAYHH HA NPHIGKCHHE

ﬂ{r_m ROBKQ

Bw3pacmuu: ObuuyaiiHata nuesna nosa e 120-240 mg aHeBHO (pa3neneHu Ha 2-3 npueMa uaM 3 10 6
TabneTkH aHeBHO).

Heya: Ynorpebara Ha IpOTaBepHH IMPH ACLA HE € OLCHABAHA NMPH KNHHHYHH NPOYYBAHMUA (BHXKTE

Touka 4.4).

4.3 IIporuBONOKAIAHHA

. CBpBXYYBCTBHTENIHOCT KbM AKTHBHOTO BENIECTBO WIH HAKOE OT TOMOLL
COEB NIELUHTHH), H30pOoeHH B TO4Ka 6.1,




° Texka wepHoapodbua, 6pOpeuHa HIH CBPACYHA HEAOCTATHYHOCT (CHHAPOM HA HHCBK ACOHT).
¢ Heua non eaHa roaMIIHA BB3PACT.

4.4 CoeuHaJIHH NPEeAYNPEKICHHSA H NPEANa3HH MEPKH NIPH ynoTpeba

B cny4ail Ha XMNOTOHHKA, NPHEMAHETO HA TOBA JICKAPCTBO H3HCKBA NOBHIUICHO BHUMAaHHE.

Enna punmupana tabnerka HO-LUTIA Komdopr 40 mg cvabpxka 52 mg nakro3a. Korato ce npuema s
NPCAMHCARATA RO3HPOBKA, BCAKA 0033 goctaea a0 156 mg nakto3a. HO-LUIITA Komdopt 40 mg Mmoxke aa
MPHYHHH TaCTPOMHTECTHHANHH OMNNAKBaHHA TPpH MaLHEeHTH, CTpafallld OT NaKTo3Ha HETIOHOCHMOCT,
nopaaH ChIbPKARKHETO HA TaKTO3a B Tabnerkara.

[lopanu chaOBpKaHUETO HA MAKTO3a, MALMEHTH C peOKH HAaCNeACTBEHH 3a00NABaHHS KaTO NaKTO3HA
HEMOHOCHMOCT, Lapp nakTa3zHa HEAOCTATHYHOCT MM IIIOKO30/raTakTo3Ha Manabcopbuns He Ovba aa
NpHEMAT TOBA NEKAPCTBO.

Ynorpebara Ha OpoTaBepHH IPH O€LA HE € OLCHABAHA ITPH KJIMHHYHH NPOYYBAHHUA (BHXKTE TOUKa 4.2).

4.5 B3aHMOACHCTBHE ¢ APYIH JEKAPCTBECHM OPOAYKTH H APYrH GOPMHE HA BIaHMOaeHCTBHE

DochoanecTepasHHTE HHXHOMTOPH, KAaTO ManaBepHH MOHHXKABAT AHTHUMAPKHHCOHOBHA edeKkT Ha
nesonona. Ilpu npuemanero #a HO-LIIIA Komdopr 40 mg ennospemerHo ¢ nesomona,
AHTUTIADKHHCOHOBHAT eeKT HAa NMOCNENHHS C€ NOHHXABA, CJCAOBATEIHO PHIHAHOCTTA H TPEMOPBT Ce
3anbaboyasar.

4.6 @epTrAATET, OPEMEHHOCT H KbPMEHE

bpemenHoct

Hanuynu ca orpaHHYeHO KOTHYECTRO OT NaHHH IpH O6peMeHHH nauneHTKH. M3cneaBannara npu sKHBOTHH
HE MOKA3BaT AHPCKTHH WIH HHAHPEKTHH BpeaHH e(DeKkTH no Bpeme Ha OpeMmeHHOCTTa B eMOpHOHanHOTO/
deranno paseuTHe (BHXkTE Touka 5.3). Benpexn ToBa, TpabBa na ce BHHMAaBa, KOraTo ¢¢ NpeanKcBa Ha
OpeMeHHH KEHH.

KzpMeHe
OtnensHeTO Ha QPOTABEPHH uPE3 KbPMATa HE € HICIEIBAHO NpH XHBOTHW. Ilopanu Tasu npuuMMa,

ynotpedaTa My mo BpeMe Ha KbPMEHE He Ce NPEenopuYsba.

DepTHIHTET
Hama HanH4HKM OaHHH 33 edeKkTa BBPXY PepTIIHTETA NPH XOpa.

4.7 Edextu Bupxy cnocobuoctTa 3a modupane n pabora ¢ MAIIWHA

[NaupenTTe TpadbBa Na OBAAT HHCTPYKTHPAHH, Ye NPH MOABA HA CBETOBBPTEX, Te TpaAOBa na uibsarear
NMOTCHUHWATHO OTIACHH AeHHOCTH, KaTo modupaxe waM pabora ¢ MalHHHY.

4.8 Hexxenann 1eKapcTBEHH PEaKUHRE

[To BpeMe Ha KNTHHHYHHUTE MPOYYBAHHA CA YCTAHOBEHH CIICAHHTE HEXKEIAHH peaKll
Ovaat cebp3aHK ¢ NpHEMAa HAa APOTABCPHH.



YecToTaTa Ha HEXEJIAHHUTE IEKAPCTBEHHN peakLUHH Ce OoTipeaesis Nno CJieIHAaTa KOHBEHLHA: MHOTO
yecTs (21/10), yectu (=1/100 po <1/10), neuectu (=1/1 000 xo <1/100), peaxu (1/10 000 no
<1/1 000), muoro penku (<1/10 000), ¢ Hen3BecTHA UecTOTA (OT HATHYHHTE JAHHH HEe MOXe N1a
Obae HanpaeeHa OlEHKA.

HexelaHu j1IeKapCTBEHH peakliH MO CHCTEMO-OPTraHHH KJIacOBe

-

» CroMaluHO-Ype BHH HAPYLHCHHSA
Penxu: raneHe, KOHCTHDALIMSA

» Hapymenna Ha HepBHaTa CHCTEMa
Penxu: rmasobonue, cBeTOBLpTEX, Be3CHLHHE
C HeH3BECTHA YeCTOTa: 3aMasHOCT

» CobpneuHn HapyweHus
Penxu: cvpuebrene, XHNOTOHHS

> HapyieHHs Ha MMyHHATa CHCTEMa:
PeaxH: anepruuny peakumu (aHruoeaeM, ypTukapus, oopus, crpbex).

b BAHE HA NI M H HH H
CrobumaBaHeTo Ha NOAO3IMPAHH HEXENAHH PEakUMH ClEA paspemasaHe 3a ynotpeba Ha nekapcTBeHus
NPOAYKT € BaXHO. 10Ba NO3BOAABA Aa NPOXB/DKH HAOMIOACHHETO Ha CHOTHOLLIEHHETO TI0N3a/PHCK 3
NeKapcTBEHHA NPOoAYKT. OT MEAHMLUHWHCKHTE CHELUHANKCTH CE H3HCKBA A3 CHOOWIABAT BCAKA [TOAO3UpaHa
HexXenaHa peakums ypes ManwauuTenna arcHuma no nekapereara yn.  Jaman ['pyes” Ne 8 | 1303
Codusn, Ten.: +35 928903417, yebcaiiT: www bda.bg.

4.9 llpeno3upane

CamnroMu
[Ipenosupanero c oporaBepHH MOXE Oa JOBEAE OO CHPACYHH, PHTBMHH M NPOBOAHH HApPYLICHHSA,
BKJTIIOYHTEHO IMbJIeH beaped Onox Boaew no cbpaedeH apecT, KOHTO Moxe 1a bbae u datanen.

JleueHue

B cmyuain Ha npemosupaHe, nauHeHTHT TpSOBa Aa ce HaOMIOAABA HENPEKBLCHATO M A2 C€ NMPHIIOKH
CHMIITOMATHYHO JICHCHHCL.

5. PAPMAKOQJIOrHYHH CBOHCTBA
5.1 PapMAKOAHHAMHIHH CBOKCTBS

Dapymaxomepanesmuyna epyna: Jlexapcmaa 3a pymrynonantnu upesuu 3a60396aHIA ATC: A03A
D02

Mexanuszvy na delicmeaue
JpoTaBEpHHBT € H3OXHHOMHHOBO MPOM3BOAHO, KOCTO MPOABABA CMA3MOMHMTHYHHA CH €(EKT BbLPXY
rJ1aaxaTa MycKynaTypa upes uHxubupaHe Ha eHsuMa ¢ochoamectepaza [V (OIE 1V). B TP LAl &
unxubupaneto Ha eHsuma OJIE IV konuentpammsta Ha uAM® ce nosumasa/ ge®td RAJHO 0
HHxHOupaHe Ha eHsumMa MLCK (xuHasa, pochopunrpama MHO3IHHOBHTE JICKH BEPHS
rmagkKaTa MyCKyaTypa.




dapyvaxoounamnyunu eghexmu

HpoTtaeepHubT KHXHOHpA eH3uma dochoanecTepasa (DJE) IV in vitro, 6e3 na HHXHOHPa H30CH3IUMHUTE
OIE I n OAE V. Bvs dynkunonanno ornomenne, OIE IV ce okazsa MHOro BaXKeH €H3MM 3a
NOHWXABAHC HA KOHTPAKTHIHATA AaKTHBHOCT Ha TIadKHTE MYCKYNH, KaTo Ce npeanonara, u4e
cenekTHBHUTe HMHXxHOHTOpHM Ha MJE IV mMoxe ma ca or non3a 3a neyeHue Ha 3a0onsABaHUA C
XHNEPMOTHIIHTET H pasnHYRH 3abonaBaHuA, CBBP3aHH CbC CHAaCTHYHHM CBCTOAHHMA Ha TracTpo-
HMHTECTHHAIHUA TPAKT.

Ex3umMbT, KOHTO XHaponusupa tAMO B kIeTKHTE HA M1aAKaTa MYCKYJIATypa Ha MHOKApAa H CLIOBETE €
ocHoBHO H3ocHIuM DOIE III. Topa obsachHaea 3awo dpomagepunvm e ePEKTHBHO CIAZMOJIHTHYHO
CpeAcCTBO, 0€3 CepHO3HH CHPACYHOCHAOBH HEXENAaHH PEaKIHH H BHCOKA ChPAEYHOCHA0BA TEPANEeBTHYHA
aKTHBHOCT.

Kaunuuna edhuxacrnocm u 6esonacrocm

Tok ¢ edexruBeH B cnyyai Ha CrIa3MH Ha Ir1agkata MyCKynaTypa KakTo ¢ HEBpAJleH, Taka M ¢ MYCKYJICH
npou3xoa. HesasncnMo oT TMMa Ha aBTOHOMHATa HHepBaUMA, ZPOTABEPHHBT ACHCTBA BHPXY rIaaxarta
MYCKY/JIATypa Ha racTpo-HHTeCTHHANHATA, OMnHapHaTa, YpOreHHTATHATa B BaCKy/IapHaTa CHCTEMA.
[lopanu Ba3oanIaTaTopHHA cH epeKT Tol YBENHYaBa KPBLBOOOPBIIEHHETO HA ThKAHHTE.

EdexrsT My € no-cuneH 0T TO3N Ha nanasepuHa. Abcopbunsara My e no-0Bp3a ¥ MO-MLAHA U CE CBBP3BA
B MO-MANKAa CTENEH CbC CEPYMHHTE NpoTeuHH. [lpequMCTBOTO My €, Y€ HEXEenaHaTa peakLHs Ha
pecnHpaTopHa BB306yna, HabnmonasaHa ciea napeHTEPaTHO NPHIOXKEHHE HA TTIANABEPHH HE ce Habmwoaansa
NPH MMPHJIOKEHHE Ha APOTABEPHH.,

5.2 ®apMAKOKHHCTHUHR CBOHCTBA

Abcopbyus
JipoTasepunsT ce abcopbupa Gbp30 H HAIMBAHO, KAKTO CCA NMEPOPATHO, TAKA W CACA MapPEHTEPATHO
NMPHI0XEHHE.

Paznpeoeirenue

To# ce cpbp3Ba B rojiaMa CTENEH ¢ ruiasMeHuTe npoTenHH (95-98%), ocobeno ¢ anbyMuR, rama- u berta-
rnobynuHn, Cmax ¢€ noctHra 3a 45-60 MuHyTH cnea opanHo npunoxenue. Cnen MerabonusiMa My npH
mepB0 npeMuHaBaHe (first pass) npe3 uepuus apob 65% or npuerara no3a gocTHra a0
KPbBOOOPBIICHHETO B HENNPOMEHEH BHUA.

buompancgopymanun
MeTabonu3supa ce B uepHus npob.

Eruvunupane

[Toseue or 50% ot mpoaykra ce ekckpeTHpat ¢ ypuHaTa, a okoao 30% - ¢ ¢exaaunte. ExckperHpa ce
OCHOBHO noa ¢opmara Ha MeTaDONKTH, HEITpOMEHEHATA MY (DOpMa He MOXE Aa CE OTKPHE B YPHHATA.
[lpakTideckn, 3a 72 yaca TOH Ce €IHMMHHPA OT OpraHM3Ma. DHOMOrHYHMAT My €IHMHHALIMOHEH
nionyxHBoT ¢ 8-10 yaca.

5.3 IlpeaxnuuuYHM AARHNE 34 6E30NACHOCT

HexnHHHWYHHTE NaHHH, HE MOKA3BaT OCOOEHH PHCKOBE 3a XOpaTa BB3 OCHOBA HA H3MHTBAaHHMA 32
dapmakonorus Ha 6€30NMacHOCTTa, FEHOTOKCHYHOCT M PENPOAYKTHBHA TOKCHMHOCT:

- JpoTaBepuH He npeau3BHKBA 3a0aBsiHe BbB BEHTPHKYJIHATA PENOJIApH3aLIMN
Ha In VIIro M in vivo npoyuBaHHAl.

- HpotapepuH e 0e3 reHOTOKCHYEH MOTEHUHAN TIPH Nnopeadua ot in vifro u i
npoy4yBaHHA T.¢. Ames test, Mouse Lymphoma Assay u Micronucleus 1n rat.

- HporaBepHH HAMa eeKT BBPXy NIOAOBHTOCTTa M eMOpuoHanHoTo/(e
TUTBXOBE U 3AHLIM. \
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6. PAPMAHEBTHYHH JAHHH

6.1 CnHCBHK HA NOMOINHHTE BEINECTBA

Slopo Ha Tabnerkara:

MarHe3WeB CTEapar,

Tank, nosuaoH K25,

LIApEBHYHO HUILECTE,

NnaKkTo3a MOHOXHApAT.

QOuUIMOBO NOKPHTHE:

MOJHBUHHIIOB AJIKOXOJN, HYaCTHYHO XMApONM3HpaH, Tank, THtaHoB avokcun E171, makporoan 3350,
neuutHH (coeB) E322, xunonuu xuato E104, wnnt xenesen okcua E172.
6.2 HechBMECTHMOCTH

Henpuaoxumo

6.3 Cpox na roanocr

3 roauHH.

6.4 CnenMaNIHH YC10BHS 38 CbXPAHECHHE

Jla ce cbxpaHABa B OpHIrHHAJIHATA OMAKOBKA, Npy Temneparypa non 30°C.

6.5 BRa ¥ (bABLPKARME HA ONAKOBKATA

24 ¢Punmupann Ttabnerkn HO-LUIMA Komdopr 40 mg B anymunues/anymunues Onucrep u/mau
PVC/PVDC/anymunues 6aHCTEPH MOCTABEHU B KAPTOHCHA KYTHSI.

6.6 CnenuwaaAn npeana3Hl MEPKH OPH H3XBhPJISHE

Hsama cneuuanHu H3HCKBAHHA.

7. IPATEXATEJ HA PAZPEHIEHHETO 3A YIIOTPEBA
Opella Healthcare France SAS,

157 avenue Charles de Gaulle
92200 Neuilly-sur-Seine

Qpanuus

8. HOMEP HA PAJPEHIEHHETO 3A YIIOTPEBA

PeructpaunoHen Homep: 20130292

9. JATA HA IIBPBO PAJPENIEHHE/MNMOJHOBABAHE HA PA3P
YHOTPEBA

Harta Ha mepeo paspewmasane; 04.10.2013



Jlata Ha nocaenno noaHoeasaHe: 15.10.2018

10. JATA HA AKTYAJIMZHPAHE HA TEKCTA

07/2023




