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HO-IITHA MAKC 80 mg dramupa
APOTaBEPHHOB XHAPOXJIOP
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NO-SPA MAX 80 mg film-coated tablets
drotaverine hydrochloride

ITpogyeTeTe BHEMATEIHO LSJIATA JACTOBKA, NPE/IH A2 3a0049HeTE A NPHEMATE TOBA JICKAPCTBO,
Thil KaTO TH CHLALPAKA BaKHA 32 Bac nudopmanns.
BuHarn npuemaiTe TOBa JEKapCTBO TOYHO KAKTO € OMMCAHO B Ta3H JIMCTOBKA WiH KakTo BH € xazan
Bamnar nexap, papMatieBT wiid MEZHUHHCKR CECTPa.
- 3anasere Ta3M JIHCTORKA. MOXe 1a ce HaNOXKH [ A NPOYETETe OTHOBO.
- AKo ce Hy)KJaere o1 AOTbAHHTENHA HHPOpMALMS UK CHBET, NoNMHTajre Bamua dapmaiiesr.
- AKO NOJIyYMTEe HAKAKBH HE)KeNaHH JIEKApCTBEHH PEaKi[iH, yBeaoMeTe Balua nekap wiu
¢apmaniepT. TOBa BKIIOUBA H BCHUKH BB3MOXXHH HEXETAHH PEaKLHHU, HEONHCAHH B Ta3H
JACTOBRKA. Biwkre Touka 4.
- Axo ciien 7 1Hu He ce YyBcTBaTte ro-nobpe win cherosureTo BH ce BiiomH, Tpabsa aa
MOTBHPCHTE JIEKapCcKa MOMOLI.

KakBo cbABpXa TA3R JIHCTOBKA:

Kakso npencrasngsa HO-IIIIA MAKC 80 mg © 3a KakBo ¢e H3MOI3Ba
Kaxkso TpaOBa na 3Haete, npeau aa npuemere HO-1IITIA MAKC 80 mg
Kak na npuemare HO-HHIA MAKC 80 mg

B13MOKHH HexXeNnaHH peaKLHM

Kak na cpxpanssare HO-1LIIA MAKC 80 mg

ChaAbpKaHHE Ha OTIAKOBKATa H JONKIHHTENHA HHPOpMAITHA

Rk LD =

1. Kaxkso npeacrapiasea HO-TIIIIA MAKC 80 mg # 3a KaKBO ce H3M0J3BA

HO-IITA MAKC 80 mg ¢ cnasMOIHTHYHO TEKAPCTBO, KOETO HaMaisiBa (YCIIOKOABA WIH

OTCTpaHsiBa) OONKaTa, NpHYHHCHA OT CMasMM Ha IlagKaTa MycKyJaTypa.

HO-HITTA MAKC 80 mg mMoske fa ce H3nor3Ba MpH paiHyHH 3a0019BaHHA, PUUHHSBAIIH

CBKpallcHHe HA TIAKaTa MyCKYJIATYPa B KOPEMHHTE OPraHH, KOeTo BoJIH 40 O0Ne3HEHH Cna3sMH H

KopemHa 6onka.

HO-IIITIA MAKC 80 mg e ciazmoniTHyeH (YCHOKOSBALI HIIH OTCTPAHABAII CIa3MHTE) NPOAYKT H

MOJKe J1a C€ NPHIara npu cneanure 3abonssanms:

Cnasmu na 2ra0xama Myckyaamypa npu JCavyuny 3a00nA8anusA; KaMbHH B AUTEYKATA, XONCLMCTHT

(BB3MAasIeHHE HA JKITHYHHA MEXYD).

Crasmu na 21a0Kkama Myckyaanmypa Hd RUKOYRUMeE nemuya.; KaMbHH B Os0penure, KaMbHH B

NHKOYHHTE ITETHINA, Bb3naneHHe Ha O6B0peuHnTe ereHYeTa, HHCTHT (BB3NANICHHE Ha ITHKOYHHSA

MEXYp), Ca3bM HAa MHKOYHHA MEXYP.

Kamo nomowna mepanua:

- B cayyait Ha crasMu Ha I71aiKaTa MyCKYJIaTypa Ha CTOMaxa H YepBara: A3Ba Ha CToMaxa H
JABaHANCCETONPBCTHUKA, TACTPHT (BL3MNANICHHE HA CTOMAILHATA IMTaBHIa), CMa3bM Ha CTOMAXa,
€HTEPHT (BL3NANleHHE HA IUraBHLIATA HAa YepBaTa), CBPLXUYYBCTBHTEIHOCT H pa3sApa3HHTEIHOCT Ha
1e0en0To YEPBO, NPHAPYAKEHO CBC 3aIleK HIH MeTeOpH3bM (0OpasyBaHe Ha raso
XPaHOCMHUTIATE/THHS TPaKT, ITTABHO B Y€pBaTa), -

- Ilpu TeHsuoHeH THN rnaBoboITHE.

- IIpM rHHeKONOrHYHH 3abonsBanu: Gone3HeHa MEHCTPYalLlHA.

2.  Kaxso TpafBa na 3naere, npean qa npuemere HO-IMITIMA MAKC Bﬂ(ﬁg



He npuemaiite HO-IIITTA MAKC 80 mg:

- 8KO CT€ CBPBXYYBCTBUTE/NHH (QJICPrHYHK) KbM aKTHBHOTO BELUECTRO (APOTABEPHH) WIH KbM
HAKOA OT APYIUTEe CECTABKH (KaTO HApPUMEDP COEB JIELMTHH), H30pocHH B TO4KA 6,

- 8KO CTpajaTe OT TeAKa YyepHoApobHa, 6p0peuHa WITH ChpeUHa HEAOCTATHYHOCT,

- TIpH Jeua NOA €4Ha rOAMLIHA BB3PacT,

IlpeaynpexaeHns H OpeANa3HH MEPKH

IlprnokeHHeTo My [IPH ALMEHTH ¢ HUCKO KPhBHO HAIATAHE H3MCKBA TIOBHIIEHO BHUMAHHE.

Ilpy naumeHTH, YyBCTBUTEIHA KBM JIAKTO3a, TOH MOXKe /1a PEIH3BHKA CTOMAIIHO-4YPEBHH
OIUTaKBaHKA NMOPaAH ChAbPKaHHETO Ha nakTo3a - 104 mg B eqHa Tabnerka.

ITopanu CuObPKAHMETO HA TAKTO3a, NALMEHTH ¢ PeAKH HACIIENCTBEHH 3a00/ABaHUA KATO JIAKTO3HA
HETIOHOCHMOCT, Lapp fakTazHa HeAOCTaTHYHOCT MITH MIFOKO30/rajlakTo3Ha Manabcopbiua ne OnBa aa
NpPHEMAT TOBA JICKAPCTBO.

ena
IIpHunoxeHHeTO Ha APOTABEPHH HE € NPOYUYEHO NpH Jela rnoj 12 roaviuHa Bp3pact.

Apyra aekapersa B HO-IIINA MAKC 80 mg

HNndopmupaiite Bamna jsexap win papmanenT, ako npaemMaTe HiH HACKOPO CT¢ IPHEMAJIH
APYIH JIeKAPCTBA, BKJIIOYHTE/IHO H TAKHBA, OTHYCKAHHA (€3 penenTa.

Korato ce npuema eqHoBpeMenHo ¢ nerogona, HO-IIINA MAKC 80 mg namanssa edekra Ha
JIeBOJONA 32 00IeKYaBaHe Ha CHMITTOMHTE Ha OonectTa Ha [TapkHHCOH, T.€. CKOBAHOCTTA Ha
CKeJIETHUTE MyCKYNIH M TPEMOPHTE MOXKE 11a ¢€ 3aabJ100YaT.

BpeMeHHOCT, KEpMeHE H PepTHIHTET

Hndopmupaiite Bamus nexap ako cre GpeMeHHA HIH MUCJIATE, 9€ MOXE J1a cTe OpeMeHHA, WM aKo
Bb3HaMepaBaTe Aa 3abpeMeHeeTe.

HanuuHo € orpaHM4eHo KOTHYeCTBO OT JaHHH NpH OpeMeHHH nailHeHTKH. M3cnensaHusTa npy
>KMBOTHH HE MOKA3BaT AUPEKTHH WIM HHAMPEKTHU BPEIHH €(peKTH N0 BpeMe Ha OpeMEHHOCTTa H

BEPXY Pa3BUTUETO Ha [U10Aa. Beopeku ToBa, ce H3MCKBA NOBHINEHO BHHMAaHHE TIPH NpHeMa Ha TOBa
JIEKapPCTRO,

HMudopmupaiite Bamma nexap, ako KbPMHTE HIIH BE3HaMePABATe I3 KEPMHTE.

[Topanu nunca Ha NOCTATHYHO AaHHH OT NpoyvBaHus, npuioxeHneTo ga HO-IITA MAKC 80 mg mo
BpeME Ha KbPMEHE HE CE NPENOpPHUBA.

Bunazu ce xoncynmupaiime c Bawun nexap wiu ghapmayesm npedu ynompebama na xoemo u 0a e
aexapcmao.

IHodupane n paboTa ¢ MAMAHA
[1pu nepopanen (npe3 ycrara) npuem B 00HYakiHM JO3M, APOTABSPUHET HE NOBIHABA CMIOCOOHOCTTA 32

wodupane u pabota ¢ MalHU. Bee nak, B cayuai Ha CBETOBEPTEK, NOABABALI CE CIIE] IPHEMA MY,
H30ArBaiiTe onacHU CHTYaLlMH H ce BE3AbpKaiite OT modHpaHe 1 paboTa ¢ MalIHHH.

HO-IIIMTA MAKC 80 mg cbabpika JJaKT03a M COEB JICNHTHH

Axo Bawmmsr nexap Bu e kazai, ye HMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, NIOCHBETBAHTE ce ¢ HeTo,
Npeau Aa B3EMETE TO3H NPOAYKT.

Topa nekapcTBO ChABPKA Maclo OT coerH 3bpHA. He npHeMaiiTe ToBa JIEKapCTRO, aKO CTE aNeprHyHH
KbM (PbCTHIH WIH COA.

3. Kak na npremate HO-IUIIA MAKC 80 mg

[Ipeniopbunrennara nosza HO-1LUTIA MAKC 80 mg e:
Bwspacmuu: o 1 punMupana tabnerka 2 Wi 3 METH HA JeH;, AHEBHATA 1034




FOnowu nao 12 200unu: 1 dunMupana rabnerxa 1 niu 2 nbTH JHEBHO, MAKCHMAIHATA AHCBHA 034 €
160 mg {(He nmoBeue ot 2 TabNETKH AHEBHO).
Heya noo 12 200unu: Ynorpedara Ha ApOTaBepHH MPH fela HE € OLECHARAHA B KITHHHYHH [IPOYYBAHMA.

To3n aekapcTBeR NPOAYKT Aa He ce ynoTpedaBa Mmoseye o1 7 AHM 0e3 IeKapCKH CHBET.

HenwtenHara yepra Ha TableTkaTa e caMO 3a yJIeCHABaHE Ha CUYMBAHETO, ako Bu e TpyaHo 1a
NOTBIHETE LiLiaTa Tabnerka. CUynBaHeTo B AJIUTEIHATA YEPTa HE OCHTYpPABa PABHOMEPHO
pasnpeaeneHyde Ha N03aTa.

AKO cT€e npHeJH noBede oT HeobxoaumaTa Ao3a HO-IIIIA MAKC 80 mg

B cnyuaii Ha npenosnpane, He3abaBHO ce 00BpHETE KBM Hail-ONHM3KHA LIEHTHP 32 CNellHa MTOMOLI, HITH
JeKap, 3a aa 0paaT npeanpreTd HeobxoaumuTe MepkH 3a Baero neuenne. [Ipegosnpanero ¢
APOTaBEPHH MOXKE /1a JOBEAE 10 ChPp/AeqHH npobaeMi (pHTEMHH U MPOBOJHH HAPYIIEHH: ), KOHTO Ja
ca (aranHm.

Axo cTe nponycaa.u Aa npuemere HO-IIIIIA MAKC 80 mg
He npuemaiime aBoiiHa n03a 3a Aa KOMIIEHCHPATe MPOITYCHATATA 4034,

4, BL3MOXHH HeXKEIAHH PEAKIHE

KakTo BCHYKH sIEKapcTBa, TOBA J1€KapCTBO MOXKe Ja IPEAH3BHKA HEXKEJIAHH PEAKIMH, BEIIPEKH Y€ HE
BCEKH I'l [IOJTy4aRa.

HecroTaTa Ha BB3IMOKHHTE HEXEAHH peakiHy, H30POeHH NO-A0NY, € OnpeesieHa Karo ce U3non3pa
cleQHaTa KOHBEHIUA:

MHOT0 4eCTH (3acAraT noseue ot 1 norpeduren Ha 10)

yecTH (2acqrar ot 1 a0 10 norpeburenn na 100)

HeyecTH (3acarat ot 1 1o 10 notpebureny #Ha 1 000)

peakH (3acsrat ot 1 go 10 norpeburenn na 10 000)

MHOT'O PeJIKH (3acarat rno-Manko ot 1 norpeburen na 10 000)

C HEH3BECTHA 4ecTOTa (OT HAJIMYHKTE JaHHHA HE Moxe Aa ObJe HalpaBeHa OLICHKa)

- aJlepru4YHH peakl¥M (aHTHOEEM, YPTHKapHI, 0OpHB, ChpOexk)
- raaBobonue, CBETOBBPTEXK, Oe3ChHHE

- rajeHe H 3amex

- cbplecOueHe

- [OHHXABAHC HAa KPBBHOTO HAJATAHE.

C HeH3BEeCTHA YECTOTA
3aMagHOCT

Hudopmupaiire Bawusa nexypail Jiekap IpH NOABa HA ropenocOYEHHTE HEXKENAHH PeaKkiHH.

CroOmaBate HA HeXXe/IAHH PeaKIing

AKO moJTyYHTe HAKAKBH HEXXEJIaHH JIEKApCTBECHH peakiiy, YBeJoMere Bainusa nekap win apMaLnesT.
Toga BKIXOUBa BCHYKH BB3MOXKKHH HEOMHCAHH B TA3H JIHCTOBKA HEXeENaHH peakliH. Moxere cbillo Ja
CHOOIIHTE HEKeNaHH PEaKLMK JUPEKTHO upes: UsmbaHuTeNHa areHmus no JiekapceTpaTa yi. ,,JlaMan
["'pyen” Ne 8, 1303 Codus, Ten.: +35 928903417, yebGeaiit: www.bda.bg. Karo cro0masare HexxenaHn
PeaKLHMH, MOXKETE Jia aJieTe CBOS IPHHOC 32 NOMYYaBaHe Ha MoBedYe UH(POopMalMi OTHOCHO ——
fezonacHOCTTa Ha TOBA JIEKAPCTEO. 7T |

3. Kak aa chxpanasare HO-IIIITA MAKC 80 mg




PVC/PVDC/Al 6nuctep: Hda ce cuxpansea npu TeMnepatypa noa 30°C.

Ila HC CC H3ITI0JI3Ba CJI€a H3THYaHC CpOKa Ha MOJHOCT, TIOCOYEH BBPXY KapTOHCHATa ONaKoOBKa.
chK'bT Ha TOAHOCT OTroBapa Ha NOCJACAHUA JE€H OT MMOCOYEHHA MECCL,
I[a Ce ChXpPaHABA HA MACTO, HEAOCTBITHO 34 JIelia.

He u3xBBpisiiTe NekapcrpaTa B KaHATM3ALMATA WIH B KOHTelHepa 33 JOMALIHH OTIIaTbLIH.
Ilonurakire Bawus gapManieBT Kak A2 H3XBPAATE JIEKapCTBATA, KOMTO Bede He u3non3pare. Tesu
MEPKH LIC CNOMOrHAT 33 ONa3BaHe Ha OKOJIHATa Cpeaa.

6. Copabnpxande Ha ONAKOBKATA H JONBJAHTEIHA HHPOPMATIHA

Kaxkpo ceabpxa HO-HIIIA MAKC 80 mg

- AKTHMBHOTO BEILECTBO € poTaBepHHOB xuapoxiopun 80 mg (drotaverine hydrochloride);

- Jlpyrure CbCTAaBKM Ca:

Sapo Ha TabneTkara: MarHe3ueB CTeapar, Tajk, noBuAoH K25, iapeBHUHO HUIIECTE, TAKTO3a
MOHOXMJpAT.,

DUIMOBO NOKPUTHE. YaCTHHHO XHAPOIH3IHPAH NOJTHBHHUIOB AKOXOJI, TalK, THTaHoB Avokcua E171,

Makporon 3350, coes euurn E322, XMHONIHHORO XBITO — AlYMHHMEB JaK, E104, xbnT xeneseH
oxuca E 172.

Kak m3rnexaa HO-IOITA MAKC 80 mg ® xaKBO CHALPXA ONAKOBKATA

KBnTH, DIpOABRITOBATH, H3NbKHANK GHIMHUPaHH TabneTkH ¢ penedHo n3odpaxkenne “NOSPA” ot
€[HaTa CTpaHa M JENIUTEeNIHA YepTa OT Apyrara. JenutenHara yepTa € caMo 3a ylecHABaHE Ha
CYYTIBAHETO ¢ LIEN MO-~JIECHO NOrTBIIAHE, 4 HE 3a pa3/ieNiTHE Ha PABHM JIO3H.

Ipennara ce B omakoeka ot 10, 12, 20 u 24 punmupanu TabneTku B
PVC/PVDC/anyMHuHRER ONHCTEPH MOCTABEHH B KAPTOHEHA KYTHS.

He BCHYKHM BUIOBE ONAKOBKH MOFAT fla OBJAT ITyCHATH Ha I1a3apa.
IlpaTexaren HA pa3pelIeHHETO 32 YNOTpe6a H NPOR3IBOAHTEN

IIpAaTexkaTe HA Pa3pemeHEETO 32 yNOTpeba:
CAHO®H bBJII'APHA EOOJ

oya. ,JJapurpaacko moce* 90

rp. Codus 1784

brarapus

Ilpou3soanTe.n:

CHINOIN Private Co. Ltd,
2112 Veresegyhaz Levai u.5,
YHrapus

JdaTa Ha HOC/IeAHO Upepasriie;K ane HA JACTOBKATA:
HexemBpu 2019 r.




