WANLNHUTENHA ATEHLUR NO NEKAPCTBATA

fucmoBxa Mpuaowerus 2

HO-IIITA 40 mg raBerum - 6.5 /3, 03 -0 100k

NO-SPA 40 mg ‘.. I: &/MAfMp ............................. U O
ApOTaBepHHOB XRApoxIOpHA (drotgveriaevirochioride RTTSIOY S OO O T PPTTeE

JIncToBKA: ARGOPMANAS

IIpoveTeTe BHHMATENHO HAJATR JHCTOBKA, HPEAH A2 3aN0YHETE A2 NIPHEMATE TOBS JIEKAPCTBO,
Thit KATO TH CLALPXA BAXkHA 32 Bac sndopmanua.
BuHaru npuemaiite TOBa IEKAPCTBO TOMHO KAKTO € OMHCAHO B TA3H JIMCTOBKA HIH KakTo Bu e xasan
Bawuar nekap, papMaleBT WIH MEAHLIMHCKA CECTpA.
- 3anasere Ta3d THCTOBKA. MOXE Ja C& HAJIOXKH Ja 1 TPOUeTeTe OTHOBO.
- AKO ce Hy»K1aeTe OT JOITAHUTENRA HHpOpMAaLIU WIH ChBeT, nonuraiite Bauns ¢apmatiesrt.
- AKO NOMYYHTE HAKAKBH HEXeNaHH JIEKapCTBEHH peaKilMM, yBegoMeTe Baluuns nexap win
¢papmatiesT. ToBa BKIIOYRA K BCHUKH Bb3MOXHH HEXEJIAHH PEaKLIHH, HEOTTUCAHH B Ta3u
nuctoBka. Bipkre TOMKa 4.
- AKO cnel 3 IHW He ce YyBCTBAaTE Nno-Ao0pe WK CheToAHHETO BH ce Bonu, TpsOBa na
NOTbPCHTE NEKAPCKA NOMOLL.

KaxBo ¢HALPAKA TA3H JHCTOBKA:

Kakso npeacrarngsa HO-LIITA Tabnerxy H 3a KakBo ce u3nosnsea
Kakso TpabOBa na 3Haete, npeaun na npueMere HO-LUTIA Tabnerkn
Kak pa npuemare HO-1IIIA Tabnerkn

B13MOXHH HexXe/TaHH PeakLMH

Kak na cvxpansapate HO-LLIIA TabneTku

CoabpxaHHe Ha ONIAKOBKATA H AOMMKIHMTENHA HHOpMaLHa

A e

1. Kaxso npeacrapiaasa HO-IIIIA mafaeTkn B 38 KaKBO ce HINO/A3BA

HO-LITIA TabneTku € cnasMonuTH4eH (YCNOKOABAL WIH OTCTPaHABALL CMIa3MKTE) NPOXYKT H MOXKE

Nla Ce NpHjara NpH clieAHUTe 3a60NBAHNSA:

Cnazmu na 2radkama MycKyramypa npu JCrouHu 3a00186aHUA. KAMBHH B XUTHYKATA, XONCLMCTHT

(BB3NANEHHE Ha XITbYHHA MEXYD).

Cnazmu na anaokxama MycKyaamypa Ha nukoyxHume nomuya. KaMbHH B OLOpeuyTe, KaMbHH B

MHKOYHHTE ITBTHLIAE, Bb3nancH1e Ha ObOpeuHHTE JlereHyera, UHCTHT (BB3NAICHHE HA MTHKOYHHA

MEXYP), CTIa3bM Ha NMUKOYHHSA MEXYD.

Kamo nomowna mepanun.:

- B cnyuaii Ha cna3MH Ha rnazkaTa MycKYJIaTypa Ha CTOMaxa M 4epBaTa: 3Ba Ha CTOMaxa M
IABaHaAeCeTONPBCTHHKA, MACTPHT (BB3INAICHHE HAa CTOMANLIHATA JIMraBHlla), cnasbM Ha CTOMAaxa,
€HTEPHT (BB3NaNCHHUE Ha JIMFABHLATA Ha YepBaTa), CBPbXYYBCTBHTENHOCT H Pa3Pa3HHATETHOCT Ra
ReDes10TO 4epBo, MPHAPYIKEHO ChC 3aMeK HIH MeTeopH3bM (00pa3yBaHe Ha ra3oBe B
XpPaHOCMHNATENTHHA TPaKT, IMIaBHO B YepBaTa).

- Ilpu TensnoHeH TN rnapobonue.

- lpy runexonornyHu 3a6onapanus; 60ne3HEHa MEHCTPYALIHA.

2. Kaxso TpubBa aa 3Haete npexn a2 npaemMere HO-IITIA Tabaerxkn

He npremaiite Ho-lIIIIA TabaeTkn:
- 8KO CT€ CBPBbXYYBCTBHTENHH (AEPriyHH) KbM AaKTHBHOTO BELUECTBO (ApPOTABEPHH) W

HAKOA OT OCTAHAIHTE CHCTABKH (KaTO HaNpHUMeEp COEB IELIMTHH), K300peHH B TOUKA
- AKO CTpajd4Te OT TeXKa uepHoapoOHa, 6b0peuHa Wi chpAeyHa REROCTATHLYHOCT,
- NPH AcLA NOJ €Ha NOAHILHA BBL3PACT.

IlpeaynpexacHAS R NpeiNa3zHA MEPKR



[1py nauneHTH, YyBCTBHTE/IHH KbM N1AKTO3a, TOH MOXE Aa NPEAH3BUKA CTOMALIHO-YPEBHH
OfNJIAKBAHHMSA MOpaH ChABPKAHHETO Ha NAKTO3a B €Ha Tabnerka (52 mg).

[Topaau cbABbPKAHHETO Ha 1AaKTO3a, MAlHEHTH ¢ PEAKH HACNEACTBERH 3a00NABAHHA KAaTO JIaKTO3HA
HETMIOHOCHMOCT, Lapp laKkTasHa HEAOCTATBYHOCT WIH rI0Kk030/ranakro3Ha Manabcopbuns e 6uBa na
[IPHEMAT TOBA JICKAPCTBO.

['oBopeTe ¢ Baiuus nekap win ¢gpapMaleBT Wik MeJHLIKHCKA cecTpa, npeau aa npuemere HO-IUIIA.

Hena B wHOmMA
[IpHnoxxeHHETO Ha APOTABEPHH HE € MPOYYEHO NPH Jela.

HApyra aexaperBa B HO-IIIIA Tabaerkn

Hudopmupaiite Bamug nexap nan papManeBT, AK0 NPREMATE, HACKOPO CT¢ NPHEMAJH R €
BLIMONKHO A2 OPHEMETE APYIH JEKAPCTBA.

Korato ce npuema eaHospeMeHHo ¢ aesoaona, HO-LITIA Hamansasa edexra Ha nesoaona 3a
obnexyaBaHe Ha CHMITTOMHTE Ha OonecTTa Ha [1apkHMHCOH, T.€. CKOBAHOCTTA Ha CKEJIETHHTE MYCKYJIH
U TPEMOPLT MOXKeE Aa ce 3aan100yYar.

bpeMeHHOCT, KbpMeHe H QEepPTHARTET
Ako cTe OpeMeHHa UITH KbPMHTE, CMATATE, Y€ MOXKE a cTe OpeMeHHa WM TUTaHHpaTe OpeMEHHOCT,
nocwreeTBaiTe ce ¢ Bainua nekap Hnx ¢apmaueBT npeau ynorpebara Ha TOBa JEKapCTRO.

HanuuyHu ca orpaHH4€HO KONIHYECTBO OT JAHHH NpH OpeMeHHH NnauueHTKH. HUicneapanusaTa npu
XKHBOTHH HE NOKA3BAT JHPEKTHH WIH HHAUPEKTHHU BPEIHH €(EKTH NO BpeMe Ha OpeMeHHOCTTa H
pPa3sBHTHETO Ha rnoaa. Bunpeku ToBa, ce M3MCKBA NMOBHILIEHO BHKMAHHE MPH NpHEMa Ha TOBa

JIEKApCTRO.

[lopaan nunca Ha JOCTATBYHO PE3YITATH OT NMPOYYBaHHUs, NpuiokeHHeTo Ha HO-UIITA no Bpeme Ha
KbPMEHE He CE Npenopbysa.

Bunazu ce xoncyamupaiime ¢ Bawus nexap unu cpapmayesm npedu ynompebama na xoemo u oa e
nexapcmeo.

Hlo$upane u paborTs ¢ MAMEBAHA

IIpn nepopaneH (npes ycrarta) npueM B oduuaiiHM 1034, APOTABEPHH HE NOBIHABA CITOCOOHOCTTA 32
wodupare 4 pabora ¢ mamnHM. Bee nak, B cityyail Ha CBETOBBPTEXK, MOABABALIL CE CJIe[ PHEMA MY,
H30ArBaiiTe ONacHU CHTYALMH H Ce BB3AbPXKaTe oT WodHpaHe U paboTa ¢ MALIHHH.

BaxxHa #HpOpMANNSE OTHOCHO HEKOH OT CheTaBKAETEe HA Ho-mna rabneTksn

Ho-1LITA Tabnerku cbabpxa nakrosa. Ako Bawnst nexap BH e ka3an, ye HMaTe HENMOHOCHMOCT KbM
HAKOM 3aXapH, MNOCHBETBANTE CE C HEro, NMpeli Aa B3eMETe TO3H NPOAYKT.

3. Kak a2 npamare HO-IIITIA TabaeTkn

B ciyuyaii, ye Bawuar nexysaii 1ekap He € Mpeanucan Apyro, NpenopbYHTE/IHaTA 1033 € |
Bw3pacmnu: 3-6 Tabnerky aHeBHO (pa3neneHu Ha 2-3 po3M).

Heya. Ynorpebara Ha JpOoTaBEepHH MPH ACLA HE € OLEHABAHA B KIHHHYHH MPOYYBAHHA.

AKO cTe¢ nNpEean nose4e oT Heobxonumara 71033 Ho-IIITIA Tabaerkn
B ciyuyai Ha npeaosnpaHe, HezabaBHO ¢e 0bbpHEeTe KbM HAH-OIM3KOTO 3BEHO 38 CNELIHA NIOMOLLL WK
neKap, 3a ja Obaar npeanpueTH HeobXxoauMUTE MEPKH 3a Baitero neuenmue.

Axo cTe nponycHaaH A2 npuemeTe HO-IIIIIA rabaerxu
He npuemaitre npoiiHa 103a 3a Aa KOMNEHCHpATE TIPOITYCHATATa J034.




4. Bb3MOXKHH HeXeJIAHH PeaKIHH

KakTo BCHUKM JeKapCcTBa, TOBA JIEKAPCTBO MOXKE Aa MPeAU3BHKA HEXEIAHK PEaKiHH, BLIIPEKH UE HE
BCEKH '4 NONy4asa.

YecToTaTa Ha Bb3MOXKHHUTE HEXEAAHHU peakinu, U30poeHH No-A0my, € onpeacneHa KaTo ce U3nosna
CNeHATA KOHBEHLIUA:

MHOTO 4€CTH (3acarart nosede ot I norpeduren Ha 10)

yectd (3acarat ot 1 no 10 norpedburenn na 100)

HevecTH (3acarar ot | o 10 norpeOurenu Ha 1 000)

peaku (3acarar ot 1 ao 10 norpeburenu Ha 10 000)

MHOT'O peaxH (3acaraT no-manko ot 1 norpeduren Ha 10 000)

C HEM3BECTHA YEeCTOTA (OT HANHYHHTE NaHHH He MOXe Na Oblle HanpaBeHa OLICHKA)

Penku:
- rnasoboNHe, CBETOBBLPTEXK, rajcHe U chplebueHe, DeachHHe, 3anek, NOHKABAHE HA KPbBHOTO
HangaraHe.

. aneprHyYHH peakiiM (aHrHOEAEM, YPTHKapHs, 00puB, chpbex)
C HEeH3BECTHA YECTOTa
- 3aMasHOCT

Hudopmupaitre Baurs nexysain iekap Npy NOSBa HA FOPENOCOYEHHTE HEXKENIAHH PEAKLIHH.

Crobmanane HR HeXeIAHH PeAKIHE

AKO NOJYYHTE HAKAKBH HEXENAHHU NCKAPCTBEHH PeaklinM, yBeaomere Bamusg nexap unu gpapMaLeBT.
Toea BKIOUBA BCHUKH BPB3IMOXHH HEOMMCAHK B TA3M IMCTOBKA HEXEIAHM peakiiuu. Moxere Cbulo aa
CbOOLIHTE HEXENMaHH peaKiliy AUPEKTHO Ype3 UambnHUTETHA areRLMA No 1ekapeTsara yi. ,. JlaMaH
I'pyer” Ne 8 , 1303 Codna, Ten.: +35 928903417, yebcatiT: www.bda.bg. Karo crobmasare
HEXXEJTaHH peaklHK, MOXKETe ia JaJeTe CBOA NPHHOC 34 MOJTyYaBaHE Ha MOBeHe HHPOpMALHA OTHOCHO
He30macHOCTTa HA TOBA JIEKAPCTBO.

s. Kak na enxpanssare HO-IIIIA rabnerxn

Ha ce cpXpaHiBa B OpPUrHHAJIHATA ONAKOBKA, NMPH TeMnepaTypa noa 25°C.

3a nnacTMacoBaTa OnakoBka ¢ TabnereH ao3arop X 60 TabneTkn ycnoBusTa 38 ChbXpaHEHHE Ca:
Jla ce cbXpaHfABa B OpHTrHHANHATA ONAKOBKA, MPH TeMneparypa noa 25°C.

Ja He ce H3noa3Ba Clie]l U3THYaHEe CPOKA Ha FOHOCT, IOCOYEH BbPXY KAPTOHEHATa ONAaKOBKa.
Ha ce cpxpansaBa Ha MACTO, HEAOCTLINHO 3a Aena.

He H3xBBpnATe NEKapCTBATA B KAHAJIM3ALMATA HIIH B KOHTEHHepa 3a AoMalllHX otnaabu. [lonuraire
Baiuus ¢gapMaLeBT Kax 1a M3XBBPJIATE JIEKAPCTBATA, KOHTO Be4e HE W3MON3BATe. €31 MEPKH LLie
CMOMOTHAT 3a Ona3BaHe Ha OKOAHATA Cpeaa.

6. CoappxkanHe HA ONAKOBKATA H A0NLJIHUTENHA HRGOPMANEAS

Kakpo cuanpxka HO-LIIIA Tabnerkn
- AKTHBHOTO BelLECTBO € ApoTaBepHHOB Xxuapoxnopua 40 mg (drotaverine hydrochloride);
- Jpyrure CbCTABKH ca: MarHe3WeB CTeapar, TalK, MOBUAOH, LIAPEBHYHO HUILLECTE, NAKT03a
MOHOXHAPAT.

Kax m3rinexaa HO-IIIIA Tabi1eTKR B KAKBO ChABPKA ONAKOBKATS

Ilpennara ce B onaxosxa oT 20 Tabnerku HO-LIIIA B PVC/anymunuesn 6aucrepu
OnHucTep B KApTOHEHA KYTHA

W/uny B onakoBKa ot 24 tabnetku HO-LUITA B PVC/anymuxuern Oaucrepn x 24 ta

B KAPTOHCHA KYTHA




Hw/unu B onakoska ot 60 Tabnerku HO-LLIIA B nhacTMacoBa onakoska ¢ TabneTeH 103aTop B
KapTOHEHA KYTHA.

[Ipean ynorpebara Ha onakoBkara ot 60 TabneTky B nuiacTMacoBa ONakoOBKa, OTCTPaHeTe
npeanasHUATe fAeneHky ot OyToHa U IBHOTO HA TUlacTMacoBara Tyba.

He scHuky BHAOBE ONMAKOBKH MoraT aa ObnJart mycHaTtH B npoaaxda.

IlpaTexaTen Ha palpelieHHETO 38 YROTPeba B NPON3IBOAHTET

[IpaTexkaTe 1 HA PAIPEUICHHEETO 32 YNOTpeOa:
Opella Healthcare France SAS,

157 avenue Charles de Gaulle

92200 Neuilly-sur-Seine

OpaHLH

IIpon3BoauTeEN:

Opella Healthcare Hungary Ltd.
2112 Veresegyhéz, Lévai utca 5
Yurapus

H

Opella Healthcare Poland Sp. z 0.0.
ul. Lubelska 52

35-233 Rzeszéw,

[lontua

3a NONBIHUTENIHA HHPOPMALIUA OTHOCHO TOBA JIEKAPCTBO, MOJIA, CBBPIKETE CE C JIOKAHHS
MPECACTABUTEN Ha MPHTEKATE/IA Ha paspellieHHeTO 3a ynorpeoda:

CTAJA Brarapus EQOJL, ten.: (+359) 29624626

HaTa Ha noc/ieAno npepasraexaade ga Texcra: 07/2023




