JIucroBka: Mndopmauns 3a norpeburens

JApo Cna3 80 mg tabuerku
HpoTaBepuHOB XHAPOXIOPHL
Dro Spaz 80 mg tablets
Drotaverine hydrochloride

IIpoyereTe BHAMATE/IHO NANATA JMCTOBKA, NPEeJH A2 3aM0YHETe 12 H3MOJI3BATE TOBA JeKapPCTBO,

Thil KaTO T5 CHABPKA BaxHa 3a Bac undopmanus.

BuHary npuemaliTe ToBa JIeKapCTBO TOYHO KAKTO € ONMHMCAHO B Ta3M JIMCTOBKA HIH KakTo Bu e kasa

Bammst nexap, papmManesT uiu MeQULHHCKA CeCTpa.

- 3anasete Tasu NMCTOBKA. MOdKe Jia Ce HAJIOXKM J1a % TIPOUETETE OTHORO.

- AKO Ce HyX)/1aeTe OT JOIbIHHTENHA HHHOPMALMs WM ChBET, NonuTaite Bamns dbapmanesr.

- AKO MOJIy4HTe HAKAKBH HEXENAHW JIEKAPCTBEHM PEakLlWH, yBeioMeTe Baius nekap, dapManerTt
MIIH MEAHLMHCKA cecTpa. ToBa BKIOYBA M BCHYKHM BB3MOXHM HEKENAHH PEAKIUH, HEONHCAHH B
Ta3M JIMCTOBKA. BIokTe Touka 4.

- AKo ciesi 3 IHH He ce 4yBCTBaTe 110-106pe WM CheTosHHeTo B ce Biaouim, TpsbBa 1a NOThpcUTE
nexapcKa IoMoIl.

Kakso CBABPKA Ta3M JIUHCTOBKA:

. W3NBAHATENHA ATEHUNA NO NEKAPCTBATA
1. Kakso npencrasnsea JIpo Cnas TabieTky 1 3a KakBoO ce M3H0I3RA
{ Auemoixa - Npusowetue 2

2. Kaxso Tpsa6Ba na 3uaete, npenu aa npuemere Ipo Cras [fabneTkn 5024,
3. Kakx na npuemare JIpo Cnas tabnerku B TH IR RS Gl Gl S A
4. BE3MOKHM HEXENAHH PeaKIHH - '
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5. Kak na cexpanssare Ipo Cnas tabneTku Fazphuokue R L
6. CplipprkaHie Ha ONAKOBKATA ¥ AOMBIHUTENHA WHpOopMalus 29 -08- 2020

1. Kakso npeacrapasBa JIpo Cna3s TaGieTky H 32 KAKBO ce H3I0Ja3Ba
Apo Cra3s TabeTky e cnia3sMONuTHYeH (YCIOKOABAL HITH OTCTPAHARALY ClIa3MHTE) NPOJYKT.

IIpn.uara Ce B CJIEJHHTE CIyYaH:

Cnasmu Ha 2nadkama MYCKYAamypa, cewp3anu CvC 3a60IA6AHUS HA JCTLUHUME HOMUa U HCAbYHUSL
MEXYp Om pasiuyen npousxo0: KaMbHH B XKITbYKATa, XONELHCTHT (Bb3NaleHHe Ha HKITbYHHS Mexyp).
Cnasmu Ha enadkama Myckynamypa npu 3a60NAGAHUS HA NUKOYHUME Memulya: XaMbHl B OB0OpenuTe,
KaMBbHH B ITHKOYHUTE IHTHILA, Bb3NaNeHHe Ha 6b0peunnTe Jierenyera, HHCTUT (BL3NATEHHE HA TUKOYHHS
MeXyp), Cla3My Ha MMKOYHHA MEXYP.

Kamo nomowna mepanus:
IIpy cnasmMm Ha rnagkata MyckyjaTypa Ha cToMaxa M yeppara: H3Ba Ha CTOMaxa M
ABAHANCCETONPLCTHUKA, FACTPUT (Bb3MANCHHE HA CTOMALIHATA JIMIABHIA), CNA3bM HA CTOMAXa, EHTEPHT
(Bp3ManeHue Ha JIHraBULATA HA 4epBATA), CBPbXYYBCTBHTENHOCT M Pa3ipasHUTENHOCT Ha 1e6enoTo
1€pBO, NPUAPYKEHO CBC 3alleK WM MEeTeopu3bM (o0pasyBaHe Ha rasoBe B XPaHOCMMIATENHHS TPAKT,
IJIaBHO B YEPBaTa).

ITpu TeH3uoOHeH TN ranasobonue,

Ilpu runexonoruyny 3a60n1Banus: Gone3HeHa MEHCTPYALHS.

Ako cliefl 3 IHH He ce YyBCTBATE 110-1006pe WM ChCTOSHMETO Bu ce Biowmm, T
JeKapcka oMoLl.



2. Kakso Tpsi0Ba na 3naeTe, npean Aa npuemere Jpo Cna3s TabueTku

He npuemaiite Ipo Cnas tadaerkn:

® KO CTe alepriHy KbM APOTaBePHH WIH KbM HAKOS OT OCTAaHANNTe ChCTABKM HA TOBA JIEKAPCTBO
(n36poenu B TouKa 6);

® aKo HMMare Texka 4YepHoipobHa, ObOpeuHa MIH ChPAEYHA HEAOCTATHYHOCT (CHHIAPOM HA HHCBLK
nebur;

e npu aeua noj 1 roxuHa.

Ilpenynpesxaenus u npesnasHy MepKH
['oBopete ¢ Bawus nekap, GpapmaueBT uiv MeAMIMHCKA CECTPa PEM A2 H3MON3BATe Jpo Cnas.

Heobxooumo e da snaeme, ue:

Apo Cnas TabneTky ce npueMa ¢ NOBHIIEHO BHUMAHHE TIPH:

[TauyuenT ¢ HACKO KPHBHO HalsraHe M OCOGEHO TNPH LIOKOBO CHCTOSHHE (CHCTONHO apTepHanHo
Hajarade nox 90 mm Hg).

Ilpy mauMeHTH 4yBCTBMTENHM KbM J4KTO3a NPHEMAHETO HA TO3M TPOAYKT MOXe 1a NpeJH3BHKa
CTOMAIIHO-YPEBHH OIUIAKBAHHUS [10PaZiM ChABPIKAHUETO HA NAKTO34 B TabaeTKHTe.

Jena u roHOIIHN
[Ipunoxenunero na [ipotaBeput He € IPOYYEHO NPH AelA.

JApyru nexapersa u Ipo Cnas

Wngopmupalite Bawns nexap unm dapmaliest, ako npueMare, HACKOPO CTe MPHEMAJIH MIIH € Bb3MOXKHO
Ja IPHEMETE JIPYI'M JIEKAPCTBA.

EdexTbT Ha nekapcTBeHH NPOAYKTH, KOMTO CE H3IION3BAT 34 JeYeHHe Ha [TapxuHconoBa Gonect (Hanp.
JIeBOJIONIA) Ce HaMalsBa TPH eIHOBPeMeHHo npuemane ¢ Jlpo Cnas TabneTku (ckoBaHOCTTA Ha
CKEJIETHUTE MYCKYIIH H TPEMOPBT MOrarT Jia ce 3aasa60oyar).

Jpo Cna3 ¢ XpaHH, HANHTKH H 2J1K0X0JI

Hsma orpanuyenus.

bpemenHocT, KbpMeHe B GepTHANTET

AKO cTe BpeMeHHa Wi KbPMHTE, CMATaTe, Ye MOXKe Ja cTe GpeMenHa WK IIaHupaTe OpeMeHHOCT,
nochBeTBalTe ce ¢ Bamus fekap unn dapmanesT npean ynotpebata Ha TOBa J1€KapCcTEO.

Bpemennoct
JlaHHHTE OT M3CNe/BaHUs IPU XHBOTHH M HAGIIOJEHUATA IIPH XOpa HE M0KA3BaT HATHYMETO Ha BPEIHH
eexTn no BpeMe Ha GpemenHocTTa. He e yCTaHOBEHO 3acaArane Ha Muoja. Brnpexu To
bpemeHHOCT 1 0coGeHO npes NbPBOTO TPUMeCeU e, MPOAYKTHT TpAOBa 1a Ce NpHIara ¢




Kepmene

Ilopanu nuncara Ha NOCTaTLYHO PE3Y.ITaTH OT IPOYUBaHHs, YroTpebata Ha Jlpo Crias TabaeTky 1o BpemMe
Ha KbPMEHE HE CE NIPeNopBYBA, OCBEH aKO HE € Npejnucad oT Bauus nexap.

DepTunuTeT

Hsima Ha pasnonoxenne JaHHH N0 OTHOIIEHHE Ha hepTHInTeTA

Hlodnpane 1 padora ¢ MammHu

IIprer B oOMYaiiHK NO3M APOTABEDHHBT HE BIMAE BLPXY CIOCOGHOCTHTE 3a modupare U pabora ¢
MauuKK. B ciyuaii Ha nosBa Ha CBETORBPTEX /e NpHeMa My, obaue, H3GsrpaiiTe ONACHH CUTYAIHH H
C€ Bb3AbPKaANTE OT yNpaBleHHe Ha MOTOPHH NIPEBO3HHM CPEACTBA U paboTa C MalIHHH.

Apo Coas cbABPKA NOMOLIHO BEIECTBO JAKT032

Axo Bamusar JieKap Bu e Kasal, Y€ UMaTe HENOHOCHMOCT KbM HAKOH 3axapH, IOCHbBETBAlTE ce ¢ HETO,
npend ga B3EMETE TO3H NMPOAYKT.

3. Kax na npuemarte Ipo Cna3s rabiieTkn

Bunaru npuemalite ToBa NleKapcTBO, TOYHO KAaKTO € ONMCAHO B TA3M JHCTOBKA MM KakTo BH e kazan
BammsT nexap, ¢papmanesr uin MeaMLMHCKa cecTpa. AKO He CTe CHTYPHH B Hello, nomuTaiite Bamwms
Jexap unu papMaiesT.

[IpenopbunTenHaTa 4034 €.

Bw3pacmnu:
O6uyaitnata nneBHa no3a e 120 - 240 mg (1% - 3 Tabnerku) pazaeneHu Ha 2-3 npuema.

Ynompeba npu deya u onowu:
Ynotpebara Ha J[poTasepuH NpH Jiella He € OLEeHsBaHA [IPH KITMHUYHH TIPOYYBAHH.

JlexapcTBEeHUAT NPOAYKT He TPAOBa Ja ce ynoTpeGsBa noseye oT 7 JHM 6e3 KOHCYNTALS ¢ Jexap.

HauMH Ha NpUIoKEHUE:

HpHeMa Ce IIpe3 ycTaTa ¢ AOCTATHYHO KOJNHYECTRO TEYHOCT.

AKO cTe npueH moBeye 0T HeobxoauMaTa xo3a Jpo Cnas TaGierku

Hsma cpobiuenns 3a npeposupane.
B cnyuaii Ha npeosupane TpsGBa Ja ce cBbprkeTe He3abaBHO ¢ Balus Jiekap uiM Hai-GIM3KOTO 3BEHO 34
CIIelIHa NOMOII.

Axo cre nponycHaan aa npuemere dpo Cnas TabueTkn

He B3emaiite nBoiina 1032, 3a 1a KOMIeHcHpaTe nponycHaTaTa 103a. Hampasere ToBa BbB BpEeMETO Ha
CleIBaLIMA PEryJAPeH NIPHEM.

AKo uMaTe HIKaKBU AOI'bIIHUTEIHH BBIPOCH, CBbP3aHU C yn()'rpeﬁaTa Ha TOBa

nonuTaiite Balus nekap wiu dapmanesT.



4. BE3MOXKHH HeXXeJJaHH peaKIHH

Kakto Bcnuku JICKapCTBa, TOBA JICKAPCTBO MOXKE Ja NpeAu3BHKa HEXENaHu peaKklH, BBIIPEKH 4Ye HE
BCEKH I'M [10J1ylaBa.

Hesxenanure jekapcTBEHM peakUHH ca KIaCH(MLUMpaHM CIOpE] HecToTaTa Ha TAXHATA TOSBA U ce
pazziensT Ha:

- MHuoro uectH: Morar za 3acersar noegeue ot 1 ua 10 Iy,

- Yectu: morar pa 3acersar no 1 #a 10 OyLu;

- Heuecru: morar na 3acernar no 1 na 100 aymmu;

- Pezixu: Morar na 3acernar no 1 Ha 1 000 xyuy;

- MHoro pesiku: Morat fa 3acersar o 1 Ha 10 000 gymm;

- C HeusBecTHA YecTOTa (OT HANMYHKUTE JaHHW HE MOKe Jia Objie HalpaBeHa OLeHKa).

Hexenaunnte edextu npu npuem Ha Ipo Cnas tabnetky ca peaxu. Te 0GUKHOBEHO ca JeKH, OT3BYYaBaT
6bp30 1 ca 0OpaTUMH NIPH NPEYCTAHOBABAHE Ha MPHEMa Ha IPOAYKTA.

Psnko: rnasoGonne, cBeTOBBbpTeX, OescbHue, rajeHe W chpleOHeHe, 3amek, NOHWKABAHE Ha
apTepHaIHOTO HaJISraHe.

Psinko: Texka anepruyHa peakuus, KOATO NMPHYHHABA NOAYBAHE Ha JIMIETO HJIM T'bpIOTO, ypTHKapud,
0bpuB, crpbex.

Cro0maBaHe HA MOJO3HPAHM HeXKeTAHH PeaKIHH

AKO TIONyYATE HIKAKBM HEXeNaHM JIeKapCTBEHH DeakUuH, yBelomere Bamus nekap tdapmaleBT UIH
MeIHUMHCKa cecTpa. ToBa BKIHOYBA BCHYKM Bh3MOXHH HEOIHCAHH B TasH JIMCTOBKA HEXENaHH PeaKLHH.
Mooxere cbi110 Aa CHOOIHMTE HEXeNaHH PeaKLky JUPEKTHO YPe3:

M3mbinKTeNHA areHIMs o JeKapeTsara
yi. ,,Jdamsan ['pyes® Ne§

1303 Codus

Ten.: +35 928903417

yebeaiiT: www.bda.bg.

Karo chobuasate HexenaHm peaKuuH, MOXeTe Ja JafeTe CBOS MpPHHOC 32 INONYYaBaHE Ha TMOBEYeE
uH(popMaLKs OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak ga cexpanssare Ipo Cna3s tabaerku

Ja ce chXpaHsBa Ha MACTO, HEJOCTBITHO 3a JIelia.

/la ce cbXpansBa B OpMTHHAIHATA OMlaKOBKa [IpH Temmepatypa noj 25° C.

He n3nionsgaiite ToBa 1ekapcTBO cIes| cpoka Ha FOAHOCT, OTOENS3aH BbPXY KapTOHEHATA ONAaKoOBKa.
CpoKbT Ha TOJHOCT OTTOBaps Ha NOCHEAHHS JAEH OT [TOCOUEHUST MECEL].

He H3XB'pr]ﬂﬁTe JIEKapCTBaTa B KaHalu3aluaTa WNHU B KOHTeﬁHepa 3a OOMAallHH OThax

CIIOMOT'HAT 3a ONla3BaHE Ha OKOJIHaTa cpena.



6. Chabpanne HA ONAKOBKATA H AONBLIHHTEIHA HHPOPMALHs

Kakso cuabpxa {po Cnas Tabnerkn

-AKTHBHOTO BellecTBo B | TabiieTka e ApOTaBEpUHOB XUAPOXIOPHL (drofaverine hydrochloride) 80 mg
-[lpyrute cbeTaBky (MOMOIIHH BeIUECTBA) Ca: JIAKTO3a MOHOXMIDAT, IIOBHMIOH, MHKPOKpHCTaIHA
LeJlyNn03a, KpOCKapMesno3a HaTpHH, MarHe3HeB cTeapar.

Kak nsrnexaa Jpo Cnas 1 KAKBO ChALPXKA 0NAKOBKATA

Tabnetkute ca xbATH Cbe cnab 3eMEHHKAB OTTEHDBK, OBAIHH C M3MBKHANA MOBLPXHOCT M AENHUTENHA
yepTa OT eJHaTa cTpaHa. Be3aMoxkHa e jtexa Mo3alika.

Omnaxoskara chabpxa 10 Tabnerkn B 6aucrep PVC/AL

1 Gancrep x 10 TabeTku ¢ NMCTOBKA B CrbBaeMa KapTOHEHa KyTHS

2 bnmerepa x 10 TabneTky ¢ IMCTOBKA B CrbBAeMa KAPTOHEHA KYTHSL.

IIpaTesaTen Ha pa3peIeNHeTO 32 YIOTPeta M NPOH3BOAATE.L:

AIJUDAPM EAZT
6yn. Cumeonoscko woce Ne 130
1700 Codms, brarapus

,L[aTa Ha IIOCJIEAHO Mpepas3rjekaaHe HA JHCTOBKATA:

HOuun, 2020




