JIMCTOBKA: HHOOPMALIWS 3A MOTPEBMTENSE =~~~
26/ P47 F14 -T2
HO-IIINA Komdopr 40 mg punvnpanus TabaeTkn 2 1 n" 'um
APOTABEPHROB XRAPOXNAOPHA

NO-SPA Comfort 40 mg film-coated tablets
drotaverine hydrochloride

HpoueTeTe BEAMATENHO NNJIATA JHCTOBKA, IPEJH 2 3AN0YHETE A NPHCMATE TOBA JEKAPCTBO,
Thil KATO TH CbAbLPKA BakHA 33 Bac aEdopmannn.
Bunaru npremaiite ToBa 1€KapCTBO TOYHO KAKTO € OMHCAHO B T3 NHMCTOBKA HAM KakTo Bu ¢ kasan
Bamuar nexap, papmanepT HIM MEAHIIMHCKA CECTpA.
- 3anasere TasH NMCTOBKA, Moxke Ia ce HaNOXKH Ja A NPOYETETe OTHOBO.
- AKo ce Hy¥zaeTe OT JONBIHHTENHA HHGOPMAIMe HIH CBBET, nonuTaiite Bamus dapmanest.
- AKO NOJTyHqHMTE HIKAKBH HEKeNaHH JIEKapCTBEHN peakiyH, yeegoMeTe Bamua nexap win
dapmanesT. ToBa BKIIOYBA M BCUYKH BB3MOXKHH HEXKeJIAHW PEaKLHH, HEOHCAHH B Ta3H
nrcroBka. Bukre Touka 4.
- AKko clie 3 HH HE ce HyBCTBaTe Tio~-I006pe WM cheTosHneTo By ce Bnomy, Tpabea na
NOTBPCHTE AEKAPCKA MOMOLL.

KaxBo ¢bIbpika TA3H JHCTOBKA:

1 Kakso npeacrasnsasa HO-LITIA Komgopt 40 mg # 3a KakBO ce H3MO/M3Ba
2 Kakso Tpabea na suaere, npeny aa npuemere Ho-11TTIA Komdopr 40 mg
3 Kaxk na npuemare HO-IIIA Komdopr 40 mg

4, Bh3mokHH HeXcenaHW peaknuu

5 Kak na cpxpanapare HO-LUTA Kompopr 40 mg

6 ChappikaHHe Ha ONAKOBKATa H JOMbIHKTEHa HHpOpMatmg

1. Kaxso npeacranisna HO-IIA Komdoprt 40 mg u 3a KaKBO Ce H3UO0/3BA

HO-LITIA Komdopt 40 mg e cnasMoayTH4eH (YCNOKOABaN] WM OTCTPAHABALll CIIA3MUTE) NPOIYKT H

Moxxe fa Ce Mpuiara MpH cnegnute sabonapanus:

Cnazmu na 2radkama MycKynamypa npu HCreunu 3000106anwe; KAMBHA B HUTHYKATA, XONCLMCTHT

(BB3MaNeHKe Ha HITLYHUA MEXYP).

Cnasmu na zradxama MycKyaaniypa Ha nNukourume neminya. KaMbHH B OnhOpenMre, KaMbHH B

MMKOYHUTE MbTHINA, Bb3NajdeHHe Ha OBOpeuHHTe NeremdeTa, UUCTHT (BB3NAICHHE Ha MHKOYHHA

MeXyp), CNazbM Ha MAKOTHUA MEXyp.

Kamo nomowmna mepanua:

- B cnyqai-‘l Ha CmiasMH HA IiagkKara MyCKynaTypa Ha C¢TOMaxa H 4cpBaTta: #3Ba Ha CToOMaxXa W
JBAHAICCETONPBCTHAKA, racTPHT (BB3NAJIEHUE HA CTOMALIHATA JHTABHUA), CIIA3BM Ha CTOMAaxa,
EHTEPHT (BB3NATEHHE HA NUTARHLIATA HA YEPBATa), CBPbXYYBCTBUTENHOCT H Pa3sAPasHATENHOCT HA
AebenoTo 4epBO, TNPHAPYKEHO CBC 3aNeK WIM MeTeopHspM (oOpasyBaHe Ha ra3oBe B
XpaHOCMHJIATEIIHHUS TPAKT, TTIABHO B YEpBAaTa).

- Hlpn 1ensnonen THn rnaBoGonne.

- Ilpu rusexonornyny 3abonssanus: GonesHeHAa MEHCTpYaLMA.

2.,  Kaxso Tpu6ga aa 3aaere, npexu a2 npuemere HO-IINA KombopT 40 mg

He npuemaiite HO-INIIA Komdopr 40 mg:

- 8KO CTe CBPBLXHYBCTBHTEHN (A/ICPIrHYHA} KbM aKTHBHOTO BERIECTBO (Ap
OT APYTHTE CHCTaBKM (KATO HanpHMep COEB JIELMTHH), N30pOeHH B ToYka

- @KO CTpajaTe oT TexKa yepHoApoOHa, GrOpeuHa Wi chp/ieuHa HEAOCTATD




- MpH Nella Mo €1Ha rogHilHa Bs3pacT.

IpenynpexneHns H npeANasHd MepKH

[IpuanoxxeHeTo My IPH MALMEHTH ¢ HHCKO KPBBHO HANSTaHE, H3HCKBA NMOBHIICHO BHUMAHHE.

Ilpx namHeHTH, JYBCTRHTEAHH KbM JIaKTO34, TOH MOXe /1@ NPEH3BHKA CTOMAIIHO-UpEBHH OIUIAKBAHHA
nopan# CBALPKAHHETC HA JIAKTO3a B €1HA TabneTka (52 mg).

[Topaan cBOBPXAHMETO HA JIAKTO33, TIALMEHTH ¢ PEIKH HACJIEACTBEHH 3a00NABAHMA KATO JIAKTO3HA
HETNOHOCHMOCT, Lapp NlakrazHa HEAOCTATHYHOCT WM [IIFOKO30/TaNaKTo3Ha MatabeopOums He OHBa 1a
TIPHEMAT TOBA JIEKAPCTEO,

Jdena n 0HOI A
TIpunoxeHHETO Ha NPOTABEPHH HE € [IPOYYEHO MpPH AeLa.

Apyrr aexapersa 1 HO-IITIA Komdopr 40 mg

Hudopmupaiire Bamnas jexap nin ¢apmanesT, aKo npHeMaTe HiH HACKOPO cTe NPHEMATH
APYIA IeKapeTBa, BKAIYATE/IHO H TAKABA, OTHYCKAHH 0e3 penenTa.

Korato ce mpuema enmospemenHo ¢ neeogona, HO-LUIIA Komdopr 40 mg namanssa edexra Ha
JeBojona 3a obekyaBale Ha CHMITOMMTE Ha GonectTa Ha I1apkuHCOH, T.€. CKOBaHOCTTA HA CKEJIETHHTE
MYCKYITH H TPEMOPET MOKE a ce 3aabI004ar.

BpemennocT, KbpMeRe H epTRIHTET

Hudiopmupaiite Bamnua nexap ako cre GpeMeHHa WiH MHC/HTe, Ye MOXe fa cTe OpemMeHHa HITH ako
Bh3HaMepaABaTe Aa 3abpemenere.

Hanmunu ca orpaHMYeHO KOJIMYECTBO OT JaHHH NpH OpemeHHM nauMeHTKH. HM3cienpaHuara npu
’KHBOTHM HE MOKA3BAT JHPEKTHH HIH WHIWPEKTHH BPelHH ed)ekTH Mo BpeMe Ha OpPEMEHHOCTTa H
Pa3BHTHETO Ha TN0Ja. BrnpekH ToBa, ce H3IHCKBA MOBHINEHO BHUMAHHE NPH NPHEMA HA TOBA JICKAPCTRO.

Hudopmupatite Bauma nexap, ako KspMHTE WM Bb3HAMEPSBATE J1a KbPMHTE.

Ilopamv jATica Ha AOCTATHYHO PE3YITTATH OT NMpoyyBaHus, npuwioxkenuero Ha HO-ITTA Komdopt 40
mg o BPEME Ha KbPMEHE He ce Mperopbyea.

Bunazu ce xovcyamupaiime ¢ Bawun nexap unu gapmayeem npedu ynompebama na xoemo u 0a e
REKAPCIMEO.

Hlo¢gupane n pabora ¢ MAmAHRA

I1pn nepopanen (npes ycrara) npHeM B oGHYaiiHe 03K, IPOTABEPHHBT HE NMOBAHABA CIIOCOOHOCTTA 33
mwotupane 1 pabora ¢ MamMHKA. Bee nak, 8 ciydaii Ha CBETOBBPTEXK, MOABABALL CE ClIE] NPUEMA MY,
u30ATBATE ONACHHM CHTYALMH H Ce Bh3AbKaiiTe oT modmpane u pabora ¢ MaLIUHH.

HO-IIIIOA KomdopT 40 mg coanpaka JaKTo3a
HO-1TIA Komdopr 40 mg chaspxka Nakroza. Ako Bawmar nekap Bu e kazan, ue uMare
HETIOHOCHMOCT KbM HAKOH 3aXapH, MMOCHEBETBANTE CE ¢ HEro, npeay Ja B3eMETE TO3H NMPOAYKT.

3.  Kak na npaemare HO-IITIA Komgopr 40 mg

B cnyyaii, ue BamnsaT nexyeamy nekap He e npeanucan Apyro, npenopsYHTeIHATA 1038 €:
Bw3pacmnu: 3-6 Tabnerkn auesno (pasgencun Ha 2-3 A03H).

Heya: Ynorpebara Ha JpoTaBepHH NPH Jelia HE € OLICHABAHA B KIMHUYHH NPOY4BaHHS.
To3n nexapeTeeH NPOAYKT Aa He ce ynoTpebasa noeeye oT 3 nuu 63 Nexapekh cheer.

AKo cre npnean nosene or neobxoanmara go3a HO-IDITA Kompopr 40 mg
B cmyuaii Ha npenosupane, He3abaBHO ce oObpHETE KbM HAN-BIMIKOTO 3BEHO 3a
nexap, 3a a 6b4aT npeanpuer HeoOXxoaUMHTE MepKH 3a Bamero nevenne.




Ako cTe nponycHana Aa npuemere HO-IMIIA KoméopT 40 mg
He npuemaiite npotina Jo3a 3a ja KOMIEHCHpaTe NpoOITyCHATATa A03a.

4, Bu3MoKHE Bexke/IAHE peAKIHA
KakTo BCHYKH NIeKapcTBa, TOBA IEKAPCTBO MOXE Aa NPeIH3BHKa HeXXeNIAHH PEAKLHH, BhIPEKH Y€ He
BCEXH T'H N0JTyyaBa,
YecToraTa Ha BB3MOKHHTE HEXKEJIAHH PEaKLMH, W30poeHH No-10JTy, € OnpedencHa KaTo ¢e U3f10a3Ba
ClleAHATA KOHBEHIIMA:
*  MHOIO YeCTH (3acarart noseye ot ! norpeburen na 10)
yecTH (3acAraT ot 1 no 10 norpeburenu Ha 100)
HevecTH (3acarat ot | g0 10 norpeGurrenu ua 1 000)
penxH (3acarat oT 1 jo 10 norpeGurens Ha 10 00)
MHOT'O penkH (3acarat no-manko ot 1 norpeburen Ha 19 000)
¢ HeM3BEeCTHA YeCTOTa (OT HUTHYHHTE JAHHH He MOXe Ja 6bae HANpaBeHa OLIEHKA)
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Penxu (3acarar ot 1 g0 10 norpebureny Ha 10 000)

- T'naBoGonne, ceTOREPTEXK, raleHe H chplebueHe, Ge3chbHHe, 3aNeK, MNOHKABAHE HA KPBBHOTO
HaJArase.

- aJIepruYHH PeakiliM (aHrHoeneM, ypTHKapus, oOpue, cepbex).

C HeH3BECTHA YECTOTA
- 3aMasgHoOCT

Hudopmupalite Bainns nexkyBau nekap py nosiBa Ha ropenocoOYeHHTE HEXENaHH PeaKLisi.

CrpofmaBane HA HEXXENAHH PEAKINHE

AKO MOTy4HTe HAKAKBH HEXKENTAHK NEKapCTBEHA peaKuuH, ysenoMere Bainns nexap wix ¢apMauesT.
Topa BKTIOYBA BCHYKH BE3MOXKHY HEONIHCAHH B T43H JTHCTOBKA HEeXENaHH peakup. Mosxere cuilo Aa
CHOOIIUTE HexXeNaHH Peakiy JUPEKTHO upe3: M3nbiHATeNHa areHUis o JeKapeTearTa yi. ,,JJaMan
T'pyes” Ne 8, 1303 Codmn, Ten.: +35 928903417, yebeaiiT: www,bda.bg. Karo crobuasare
HEXETaHH PeaklK, MOXeTe Jia aJIeTe CBOS MPHHOC 3a MONyJaBaHe Ha NOBeYe HH(GOPMALHA OTHOCHO
6e30nmacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak 1a cexpanssate HO-IDIA Kombopr 40 mg
Jla ce chXpaHsBa B OPUIHHANIHATA ONAKOBKa, Npu TeMneparypa noa 30°C.

I[a HC c& M3NOA3Ba Clen H3THYAHE CpOKa HA TOAHOCT, NOCOYEH BEPXY KapTOHEHATA OTIAKOBKA.
,I[a CC CBXPAaHABa HA MACTO, HEAOCTRITHO 33 Aclia.

He u3xsppagiite NexapcTBaTa B KAHATM3ALMATA WIM B KOHTeHHepa 32 NOMAIIHH OTNAXbIH.
Tonwraiite Banius dapmanesT kak 1a W3XbPIATe JEKApCTBaTa, KOHTO Beve He u3nonssare. Tesn
MepKH 1ie CIOMOrHAT 3a ONa3BaHe Ha OKOJIHATA CpeAa.

6. Coabpxanpe HA OHAKOBKATA H AONBJINATEHA HHPOPMANHS

Kakpo ¢pabp:xa HO-IIMIIA KomdopT 40 mg
~ AKTHBHOTO BellieCTBO € APOTaBepHHOB XUApoxtopua 40 mg (drotaverine hydrogh
- JIpyrHTe CBCTABKM ca: MarHe3HeB CTeapaT, TajdK, NOBHAOH, LAPEBHYHY
MOHOXMApAT.
OunMopro [NIOKPHTHE. YaCTHYHO XHAPOIHIHPaH MOTHBHHHJIOB AKOXOI, TAIK, TH
makporon 3350, coep neumrun E322, xunonuaoso xkento E104, XBaT xkenese




Kax ssrnexaa HO-IIITA KomdopT 40 mg H KaKBO ChALPKA ONAKOBKATA

TIpeanara ce B omakoBka oT 24 GHIMHpaHH TablleTKH B ATyMUHMEBH/aTyMHHHERH GITHCTEPH H/IIH B
PVC/PVDC/anymuunen G1cTepH NOCTABEHH B KAPTOHEHA KyTHA.

Beexu PVC/PVDC/anymunnes 6nuctep chabpka ¢hoTBeTHO 110 24 drummupany Tabnetku (1x24).

IlpuTexkaTen Ha pazpemieHHETO 34 YNOTpe6a B NPONIBOAHTES

YIpATexaTeN HA pa3pemenneTo 32 ynorpeda:
Opella Healthcare France SAS,

82 Avenue Raspail,

94250 Gentilly,

Dpaniys

Tipon3BoguTen:

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

3a AoNBAHMTENHA HHpOPMALIHA OTHOCHO TOBA JIEKAPCTRO, MOJNIA, CBEPIKETE ¢ € JIOKAIHMA
NpeACTABHTEN Ha MPHTEXKATE HA pa3pellieHHeTo 3a ynorpeba:
CTAJA Buarapus EOO/JI, ren.: (+359) 29624626

Jdara Ha noceAHO Npeparaexaane Ha JucToBkaTa: HoemBpn 2021




