JIMCTOBKA: HH®OPMAILIUS 3A IOTPEEUTEJIS

HO-LLITA MAKC 80 mg ¢punmupanu tabnerku
JIPOTaBEPHHOB XHAPOXJIOPH

NO-SPA MAX 80 mg film-coated tablets
drotaverine hydrochloride

IIpoyeTeTe BHHMATE/IHO USAJIATA THCTOBKA, NpelH 12 3aM04HeTe Aa NPHEMATe TOBA JIeKaPCTBO,
ThH KaTO TH ChABpPKa BaxKHa 3a Bac HHpoOpMAaNHS.
BuHarn npuemaiite ToBa 1ekapcTBO TOUHO KaKTO € OMMCAHO B Ta3H JIKCTOBKA WJIK KakTo Bu e kazan
Bawust nexap, hapmanert win mequimucka cecrpa.
. 3anasere Ta3u JIMCTOBKA. MOXe Na ce HAIOXH Ja 5 Mpo4YeTeTe OTHOBO.
- AKO ce Hy)XJaeTe OT JOIMbJIHUTEHA HH(OpMaLMs UM chBeT, nonuTaiite Baius (papmaueBT.
- AKO NOJTyYnTe HAKAKBH HEXEIaHH JICKapCTBEHH peaklInH, yBeaomere Bauus nekap wiu
(apmaueBT. ToBa BKJIIOYBA M BCHUKH Bb3MOKHH HEXXEJIaHW peaKLMH, HEOTTUCAHH B Ta3M
JIMICTOBKA. Bwxre Touyka 4.
- AKO ciies1 7 IHU He ce YyBCTBaTe no-100pe WM cheTosiHMeTo BH ce Biowm, TpAOBa na
MOTBPCHUTE JIEKApCKa MOMOLL.

KaxkBo cbabpxa Ta3H JIHCTOBKA:

Kakso npeacrasnssa HO-LLTIA MAKC 80 Mg ¥ 3a KayHOILIAHUTENIHA ATEHUMA NO NEXAPCTBATA
KakBo Tps6Ba na 3Haere, npenu qa npuemere HO-LLITT/ j

Kak na npuemare HO-LLITA MAKC 80 mg
BB3MOXKHM HeXENaHH peaKLHH 0. N L e e
Kak na cexpanssare HO-LITIA MAKC 80 mg Paapetueriue Ne 04 -06- 2024
CbAbpXaHHe Ha OIaKOBKATa M OMbIHHTEIHA MHQOPMARIS 0 oo { I 6 ?‘ 5 Pl o
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HO-IIITA MAKC 80 mg e cnasmMonuTH4HO JIEKapCTBO, KOETO HamasigBa (YCIOKOSBa MJIH
OTCTpaHsABa) OoJkaTa, NPUYMHEHA OT CMIa3MHM Ha IJ1aKaTa MYCKYJIaTypa.

HO-LITA MAKC 80 mg moxe na ce u3non3sa MPH pa3/IMuHH 3a00/19BaHUSA, NPHYHHSABALIH
¢PKPALlCHUE Ha r1ajkaTa MyCKyJiaTypa B KOPEMHHTE OpPraHH, KOETO BOLH 10 60/1e3HEeHH! CriasMH H
KOpeMHa 0oJika.

HO-IIITA MAKC 80 mg e cnasmonutuuen (YcnokosiBall WK OTCTpaHABALL Cra3MHUTE) NMPOAYKT H
MOXKE 1a C€ mpuiara IrpH ClieJHUTE 3a00/19BaAHUS

Crnasmu na 2naokama MYCKYAIamypa npu HCavynu 3a00196aHUA: KAMBHHU B HUTHYKATA, XOMELIUCTHT
(BB3naJIeHHe Ha HUTbYHHS MEXYp).

Cnasmu na 2nadokama myckynamypa na nuxounume nvmuya: KaMbHU B Ob0OpeLuTe, KaMbHU B
MUKOYHHUTE IMbTHILA, Bb3NaJeHHe Ha 6bOPEYHUTE NereHYeTa, LHCTHUT (Bb3NajieHHe Ha MUKOYHHS
MEXYp), Crla3bM Ha MUKOYHHS MEXYP.

Kamo nomowna mepanus:

- B cayuait Ha cna3smu Ha riaakaTa MYCKYyJIaTypa Ha CTOMaxa M yepBaTa: s3Ba Ha CTOMaxa M

XPaHOCMMJIATEIHUA TPAKT, I1aBHO B YepBara).
- IlpH TeH3HOHeH TN rnaBoGonue.
- llpu ruHekonoruynu 3a6onaBanus: 6o1e3HeHa MEHCTpYyaLHs.

2.  Kakso Tps6Ba 1a 3naere, npean na npuemere HO-IIIIA MAKC 80 mg




He npunemaiite HO-IIITIA MAKC 80 mg:

" @KO CTE CBPBXYYBCTBHTEJIHH (AIE€PrUYHH) KbM aKTHBHOTO BELIECTBO (IpOoTaBEpHH) WM KbM
HIAKOA OT APYTHTE CBCTAaBKH (KAaTO HalpUMep COEB JIEUMTHH), H3GPOEHH B TOuKa 6,

" @KOcTpajaTe OT Texka 4epHoapoOHa, 6s0peuHa uiM chpaeyna HEOCTAaTBYHOCT,

- TIpH ieLa NoA e1Ha roq1LIHA Bb3pPacT.

[Ipexynpexaenns u npeanasnu MEPKH

[Tpunoxxennero My npu naumeHTH ¢ HUCKO KPBbBHO HaJIAraHe U3UCKBA MNOBHUIIEHO BHUMAaHUE.

[Ipy nauueHTH, YyBCTBUTEIHH KbM JIaKTO3a, TOH MOXeE Ja NpeaU3BHKa CTOMALIHO-YPEBHH
OIIaKBaHWs MOpajk ChAbPXAHHETO Ha J1akTo3a - 104 mg B eqHa Tabnerka.

[Topanu cvabprkaHHeTO Ha NaKTO3a, MALMEHTH C PEAKHM HaCNEACTBEHH 3a0019BaHUs KaTO JIAKTO3HA
HETMOHOCUMOCT, Lapp nakTa3Ha HeqOCTATLYHOCT WIIH [II0K030/rajlakTo3Ha Manabcop6ums He 6UBa na
[pUeMaT TOBA JIEKApCTBO.

lena
[TpunoxxeHuero Ha APOTaBEPHH HE € MPOY4eHO NpH Aewa noja 12 roauiuHa Bb3pAacT.

JApyrn sexapcrsa n HO-IIIIA MAKC 80 mg

Hudopmupaiite Bamus sexap uam ¢apmaneBT, ako npnemare Hin HACKOPO CTe NpHEeMAJIH
APYTH JIEKAPCTBA, BKIIOYHTE/IHO M TAKHBA, OTHYCKaHH Ge3 penenTa.

Korato ce npuema enHoBpemenHo ¢ nesomona, HO-ILTIA MAKC 80 mg HamansBa edekra Ha
JieBoj0na 3a o0JiekyaBaHe HA CHMITTOMHTE Ha 60JIecTTa Ha [lapkuHCOH, T.€. ckoBaHOCTTA Ha
CKEJIETHHUTE MYCKYJIM H TPEMOPHTE MOXKE Ja ce 3aab/160oyar.

bpemennocT, kbpmene u pepruanTer

HHdopmupaiite Bawus nekap ako cre OpeMeHHa MM MUCIIUTE, Ye MOXKE 11a CTe OpeMeHHa, WM aKko
Bb3HaMepsABaTe 1a 3abpemeHeere.

Hanu4Ho € orpaHHyYeHo KOMHYeCTBO OT NaHHH npu OpeMeHHH naumeHTkH. UscnensanusTa NpH
KMBOTHH HE MOKa3BaT IUPEKTHH WM MHIMPEKTHHU BPEAHH eDeKTH 110 BpeMe Ha OpeMEeHHOCTTa U
BbPXY Pa3BUTHETO Ha rioJa. Burpeku TOBa, ce H3UCKBA MOBHILIEHO BHUMAHME NpH MPHEMa Ha TOBa
JIEKapCTRBO.

Hudopmupaiite Bawmsa nekap, ako KbPMHUTE WK Bb3HAMEpPsABATE a KbPMHUTE.

[Topaau numnca Ha JOCTaTBYHO JAHHU OT pOYHBaHH1, npunoxenuero Ha HO-ILITA MAKC 80 mg no
BPEME€ Ha KbpMEHE He ce MpernopbhyYBa.

Bunazeu ce xoncyrmupaiime ¢ Bawus Aexap unu gpapmayeem npedu ynompebama na xoemo u 0q e
Jlekapcmao.

Hlodpupane u pabora ¢ MAmMHAHA

[Tpu nepopaneH (npe3 ycrara) MpHEM B OOMYalHH 1034, APOTABEPUHBT HE MOBJIUSIBA CIocoOHOCTTa 3a
ogupaHe u pabota ¢ Mammnu. Bee nak, B CTy4aH Ha CBETOBBPTEXK, MOABABALL CE CJIeN [pUemMa my,
H30ArBaiiTe ONACHHU CUTYaLIMH M Ce Bb31bPXKAaHTE OT LIOQHpaHe ¥ paboTa ¢ MALIUHHK.

HO-IIIIA MAKC 80 mg cbabpxa JaKT03a H coeB JIEHTHH
AKo Bawmar nekap Bu e ka3an, 4e uMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, NOCHBETBANTE Ce C Hero,
Npeau a B3€METE TO3H MPOAYKT.

ToBa nexapcTBo chaBprka Mac0 OT coeBm 3bpHa. He npuemaiite ToBa nekapcTro, ako ¢
KBM (bCTBLM WM COS.

3.  Kak aa npuemare HO-LITIIA MAKC 80 mg

[1penopbunrennara noza HO-LITIA MAKC 80 mg e:
Bv3pacmuu. no 1 punmupana tabnerka 2 Win 3 TLTH Ha J€H; IHEBHATa [103a €
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IOnowu nao 12 200unu: | ¢bunmupana rabnerka 1 wiam 2 nbTH OHEBHO; MaKCUMaJlHaTa JHEBHA 11034 €
160 mg (He noseye ot 2 TabneTky JHEBHO).
Heya noo 12 200unu: Ynorpe6ara ua APOTABCPHH IPH €A HE € OLIEHABAHA B KJIMHUYHH MPOYy4YBaHUA.

To3u nexapcTBeH npoaykr aa He ce ynorpedsBa noseye ot 7 n1uu 6e3 JIEKApPCKH CHBeET.

Jlenurennara yepra na Tabnerkara e camo 3a YJICCHsABaHEe Ha CYynBaHeTO, ako Bu e TpyaHo na
MOr'bJIHETE LisyiaTa TabneTka. CYynBaHeTo B eIMTeIHATA 4€pTa HE OCUrypsiBa paBHOMEPHO
pasnpeaesieHUe Ha n03aTa.

AKO cTe npue/In noBeue OT HeoOxoaumara no3a HO-IIITIA MAKC 80 mg

B cnyyaii Ha npeno3supane, He3a6aBHO ce 00BbpHeTe KbM Hal-0/TH3KHS LIEHTBP 3a CIeLIHA MOMOLI HJIH
JieKap, 3a 1a ObAaT npeaAnpHeTH Heo6XOIHMHTE MEpKH 3a Bawierto neyenue. [penosupanero ¢
APOTAaBEPHH MOXeE /1a 10Be/1e 10 ChpAEYHH NPobaeMH (PUTHMHH U NMPOBOJAHHU HapYyLUEHHS ), KOUTO Jia
ca paTaHH.

AKO cTe nponycHau Ja npuemere HO-IITIA MAKC 80 mg
He npuemaiite npoitna no3a 3a na KOMIICHCHpAaTe INMpoInycHaTara 103a.

4, Bb3MOXHH HexkelaHH peaknuu
Kakro Bcuuku nekapcrea, Toa JIEKAPCTBO MOXKE /1a MPEAM3BUKA HEXKEJIAHH PeaKiInH, BBIIPEKH Y€ He
BCEKH I'M NOJIyYyasa.
HecroraTa Ha Bb3MOXKHUTE HEXKETaHHU PeakiL1H, U30POEHH N0-10I1y, € ONpe/esieHa KaTo Ce M3MoJ3Ba
C/leIHaTa KOHBEHLIUA:

®  MHOrO 4Y€CTH (3acsAraT rnoseuye oT | nalueHT Ha 10);

®  4ecTH (3acsarar ot 1 no 10 naumeHTH Ha 100);

® HedyecTH (3acarar ot 1 ao 10 nauueHTH Ha | 000);

®* peakw (3acsrar ot 1 1o 10 naumenTy Ha 10 000);

®  MHOrO peaKH (3acsAraT no-majko ot | naumeHT Ha 10 000);

®  C HCH3BECTHA HECTOTa (OT HAJIMYHUTE JaHHH HE MOXe 1a Ob e HanpaBeHa OLEHKA).

- QJICPrH4HU peakuuH (aHrHoeaem, YPTHKapus, oOpuB, cbpbex);
- I71aBOOONIHE, CBETOBBPTEXK, Ge3chHMe:!

- raJieHe W 3arnexk;

- CbpuebHeHe;

- TIOHWXKABaHE Ha KPbBHOTO HAJISTaHe.

C HeHu3BeCcTHA 4YecToTa
3aMasHOCT.

HMu¢popmupaiite Baums nexysaun JICKap IpH NosiBa Ha ropenoCOYEHHTE HEXKEJTAHH PEaKIIUH.

Cpo0maBane Ha HeXXe1anu peaknuu
AKO NMOJYyYHTE HAKAKBH HEXeJ1aHH JICKAPCTBEHH peakumH, yBeoMere Bainus nekap wnu (hapMalleBT.
ToBa BKII0OYBa BCHYKM BB3MOKHM HEONHCAHH B Ta3M /THCTOBKA HEXEJIaHU peakKLMU. MoxeTe cbilo na
CbOOLIMTE HEeXENTaHH peaKLIuH AUPEKTHO upe3: U3mbaHUTENHA areHums o JieKapcTBara yi. ,,.Jlamsn

I'pyeB” Ne 8, 1303 Codus, Ten.: +35 92890341 7, yebcaiT: www.bda.bg. Kato ¢106 *
PCAKLIMH, MOXKETE 1a NafeTe CBOA MPUHOC 3a NOJyYaBaHe Ha MOBeye UHpOpMaL U
Oe3onacHOCTTa Ha TOBa JIEKapCTBO.

5. Kak na cexpansBare HO-IIMA MAKC 80 mg = i IJ T} |
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Jla He ce u3nosnsBa cnex u3THYaHe CPOKa Ha rOAHOCT, NMOCOYEH BbPXY KapTOHEHATa OMAaKOBKA.
CpOKbT Ha rOHOCT OTroBaps Ha NOCNEHUS IeH OT MOCOYEHHSA MECELL.
Jla ce cbxpaHsBa Ha MACTO, HEIOCTBITHO 33 aeua.

He u3xBbpiisiiTe nekapcTaTa B KAHANIM3ALUATA WIH B KOHTE€HHEpa 3a JOMAaIHK OTHAABLIH.
[Tonuraiite Bawns ¢apmauesT kak na H3XBPJIATE JIEKApCTBaTa, KOUTO BeYe HE U3Mnoi3Bare. Tesu
MEPKH ILE CIIOMOTrHaT 3a Ona3BaHe Ha OKOJIHATA Cpea.

6. CoabpkaHHe HA ONAKOBKATA H JONLIHHTETHA HHpoOpManHS

Kakso cbabpxka HO-IIIIA MAKC 80 mg

- AKTHBHOTO BELIIECTBO € JPOTABEPHHOB Xxuapoxiopua 80 mg (drotaverine hydrochloride):

- Jlpyrure cbcTaBkH ca:

Anpo Ha TabieTkaTa: MarHesues CTeapar, TaJlk, noBUAOH K235, napeBuuHo Huinecre, 1akTo3a
MOHOXMApAT.

DHIMOBO MOKPHUTHE: YACTHYHO AHIPOJIM3UPAH MOJIMBUHMIIOB aJIKOXOJ1, TalK, THTAHOB AHokcua E171,
Makporon 3350, coeB neunTuH E322, XHHOTHHOBO BJITO — arTyMuHHeB nak E104, »xbiaT xenezen
okuca E172.

Kak msrnexna HO-IIITIA MAKC 80 Mg H KAKBO CHAbP’KAa OMAKOBKATA

KBITH, NPOABIrOBaTH, M3MBKHAIH buiMupany TabneTku ¢ penedHo H3obpaxxenne “NOSPA” or
C/iHaTa CTpaHa W Ie/IUTe/Ha YepTa OT Apyrara. JlenuTenHaTa yepTa e camo 3a yJIECHABaHE Ha
CHYNBAHETO C LIeJ1 M0-JIECHO NOIITbLIAHE, a He 3a pa3fieNsHe Ha PABHH JI03H.

[Ipeanara ce B onakoska ot 10, 12, 20 u 24 ¢wiMHpaHu Tabnetku B PVC/PVDC/anymunues
ObMcTepy nocTaBeHH B KapTOHEHa KyTHs.

He BcuukM BUIOBE onakoBku mMorat na 6baar ITyCHaTH Ha rnasapa.
[Ipurexaren Ha paspemenneTo 3a ynorpebda u npou3BoaAHTE.I

IlpuTexkaTen Ha paspemenneTo 3a ynorpeba:
OPELLA HEALTHCARE FRANCE SAS,

157 avenue Charles de Gaulle

92200 Neuilly-sur-Seine

OpaHius

IIpou3BoauTen:

Opella Healthcare Hungary Ltd.
2112 Veresegyhaz, Lévai utca 5
YHrapus

3a TOMbJIHUTENHA UH(OPMALIHA OTHOCHO TOBA JIEKapCTBO, MOJISl, CBBPXKETE C€ C JIOKATHHS

'IPEAICTABHUTE]l Ha NPHUTEKATells HAa pa3pelieHUeTo 3a yrnoTpeba:
CTAJZIA Bwarapus EOO/I, Ten.: (+359) 29624626

/laTa Ha mocJieAHO Npepasriexaane HA JHCTOBKA:
04/2024




