JImcToBKA: HHGOPMALHS 32 NAUHEHTA . ? > FERON '7 7

Canbyramon WZF 4 mg TabIeTKH il 7’\’ 73 ’Z 0 -1~

Salbutamol WZF 4 mg tablets
candyTamoJl (salbutamol)

[IpoyeTeTe BHUMATE/IHO UsIATA JIACTOBKA, MPEIH 1A 3an04HeTe A npuemMaTe TOBa JIEKapcTBO, Thil

KaTO TH ChABbpPIKa BakHa 3a Bac nHdopmanHi.

- JanmazeTe Ta3H NMCTOBKA. MoxXe /ia ce Hal0XKH na A MpoYeTeTe OTHOBO.

- AKO HMATe HAKAKBH JOMbJIHUTEIHH BRIIPOCH, nonuTaiiTe Bawmus nexkap M GapMauesT.

- ToBa 1eKapcTBO € NpeanucaHo JHYHO Ha Bac. He ro npeoTcThIBaiiTe Ha ApYTH X0pa. To moxe aa
MM HaBpEeJH, HE3ABUCHMO HE npU3HALKMTE HA TAXHOTO 3a60/1sBaHe ca ChluMTe Karo Bawwure.

- AKO TIONy4YHTE HAKAKBH HEXEJIAHH NeKapcTBEHH PEaKUMH, yBEIOMETE Bawms nekap HiH
dapmaueBT. ToBa BK/IIOYBA H BCHYKM BBH3MOXKHH HEXKENIaHH peaKilnH, HEOMNUCAaH! B Ta3H JINCTOBKA.
BuxTe TOuKa 4.

KakBo ChAbLP’kKA Ta3H JHCTOBKA:

Kakso npeacTas/isBa Canbyramon WZF u 32 KaKBO C€ M310J13Ba
Kakso TpsaOBa Ja 3HaeTe, Npeu i manompare Canbyramon WZF
Kax na n3nonssare Canbyramosn WZF

Bb3MOXKHHU HEXeJJaHH peaKkHH

Kak na cbxpanssare CanbyTamon WZF

ChabppiKaHHe Ha ONaKoBKaTa H NOTBIHHUTENHA HHpOpMALIUA

AW

1. Kaxkpo npeacrabB/isiBa Canbyramoa WZF u 32 KaKBo ¢¢ H310/13BA

Can6yramon WZF e 6poHxopa3iuipABalll nekapcTBeH MpoAayKT. HeroBHAT MEeXaHHU3bM Ha JENCTBHE CC
CBCTOU B CTHMYJIALMA HA pelCNTOPHTE, oTmyckauiy OpoHxHanHara raiKka MYyCKYJ1aTypa.

[Tpunara ce NpH CracTH4HA CLCTOSIHMS Ha IJIaJikaTa MyCKyJiaTypa Ha AMXaTeJIHUTE NbTHILA B ciydai Ha
GpoHXHaIHa aCTMa, XPOHHHCH 06CTPYKTHBEH OPOHXHT H 6enoapodeH eMpH3eM.

2.  Kaxkso TpsiOBa na 3HaeTe, Nped Aa asnonssare Candyramon WZF

He npuemaiite Candyramo WZF:

- KO CTe aleprHyHy KbM CaiOyTamor HilH HAKOA OT AAPYTHTE ChCTABKU Ha JICKAapCTBOTO (130poeHH B
T. 6).

- ako uMaTe HH(}apKT Ha MHOKapaa

- aKO MMaTe THPEOTOKCHKO3a

- aKO UMare ChbpAeYHO-ChA0BH sa6onssanns (XUBC), 3abonsapane Ha ChpAEYHHTE KIalH,
MHOKApAHOTIATHH, XHIIEPTOHHS, CKIOHHOCT KbM PUTBMHH pasCTPOHCTBA.

[IpenynpexaeHHs 0 NpeAnasHu MepKH

[osopeTe ¢ Bamus nekap npeau Aa nanonapare Canbyramon WZF.

- [IpH NALHUEHTH CbC CHPACTHO-CHAOBH zabonsaBaHus (ocobeHo MHOKapAHa HCXEeMHs,pUTbMHH
HapyLIeHU, XHIEPTOHHUS) - yCHIIBaHE Ha CHMITOMH KaTO Ma/INUTALMH, TOBHLIABAHE HAa KPHBHOTO
HansraHe, ycKopsBaHe Ha CbpAedHata NeiHOCT Morar Ja ce MOoABAT. Jlexapat TpaOBa na obz1e
uHGOpPMHpPaH Npean HavanoTo Ha JleueHHeTO 3a HCTOpHs Ha ChPAEHHO 3a0o/siBaHe WJIM AHTHHA
MEKTOPHC.

- npu GOJIHH C XHIIEPTUPEOHINIBM, € eMnuIencHs, rnayKkomMa HiH 3axapeH nuader.
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- fipy CAMOCTOATENHO JICHCHHC fipH MALHEHTH C TEXKA GpORXHATHA aCTMa, NOPAiH ONacHOCTTa OT
el bK acTMaTH4YeH NPHCTBIL. B Te3u CIy4aH JEKapAT MOXKE Aa HA3HAYM PEry/APHO NPOBEXK/AHE HA
(yHKIHOHATHH GenonpobHH TECTOBE H NpHIIOKEHHE HA APYTH MeIHKAMEHTH.

- B penky ciryyau Ha CBPBX4YBCTBHTENHOCT KbM canGyTaMon MOTaT ia Ce NOABAT CHMIITOMH Karo
yprHkapus, 00pHBE, 6poHXOCMa3bM, OTOK HA NApUHKCA ¥ WHTCH3HBHH POMEHH Ha KoXara MpH
nena. B TakuBa Cily4an TpaGBa fa ce Crpe NeHCHHETO 1 @ ¢& KOHCYATHpaTe ¢ jeKap.

Jia He ce YBENIUYaBaT JO3HTE H qeCTOTATA Ha [IPHEMa Ha NeKapCTBEHNA npoaykt 6e3 KOHCYNTalud ¢

jeKap, Thit KATO TOBa MOXE Aa oBesie A0 NPeo3upane u pasBHTHE Ha HeXKENIaHH IeKapCTBEHH PeakLiH.

[Tpu ynorpeda Ha can6yTamos B NpenopLYaHATE 034 ¥ JIHIICA HA noxoGpenne, o6bpHETE CC KbM nekap.

KOHC)’HT&HHH C Nexap € HANOXKHTEIHA, 1aXe B CIIy4YanTe Koraro mpeuanomeﬁme npeny Hpe}KI.I.EHHH ce
OTHACAT KbM CHTYALHH 0T MHHaNOTO.

Cnennaiano BHEMAHHE OPDH HSKOH rpynin NanuEeHTH:

Hena
[Tpunarafite ¢ roiiMo BHUMAHHC py yBeMYaBaHe Ha A03UTE — npeKpaTeTe NEYEHHETO C NEKApPCTBEHHSA
NpoAyKT NpH NoABa HA HexxeaHH peakluy u ce 00ppHeTe KbM nekap.

[IanueHTH B crapyecKa BB3pacT
Vsnos3salite ¢ roJaMo BHUMaHUE H cria3BaiiTe MPEANHCAHHTE JI03H [0 BPEME Ha JIeueHHe —BHKTE
TOuKa 3.

Jipyrs JeKapcTea H Canbyramon WZF
Undopmupaiite Bamus 1€Kap unK apMaleBT, aKo NPHEMATE, HACKOPO CTe MpHEMAIH WK € BB3MOKHO

Jla pHUeMeTe JIPYTH 1eKapCTBa.

B nepuoz Ha jie4eHHe CbC canbyramon He TpaOBa eAHOBPEMEHHO Jla Ce npneMat epopanHo HIH
flapeHTepaJiHO APYTH afipeHOMHMCTHIH (uanp., GpOHXONMIATATOPH ¢ mono6Ho Ha candyramona
feficTeHE), NPeBKA ONacHOCTTa OT CEpHO3HH HEXE/aHH NIeKapCTBEHH PEaKLHH OT CTpaHa Ha
kpbBO0OpaALIEHHETO, HATIP., CHJIHO ChplebneHe Uil yCKOPCHHG Ha puTHMa. B OCTAHAIMTC CITydaH Cnel
KOHCYNTALMA C IeKap € Mo3BONICHO IpHAOKEHHUE HA HHXANATOPHH Oera-arOHHCTH.

B yactHOCT, cOGLIeTe Ha Ballud jekap, ako [pyeMaTte:

- ApYTHT areHTH, ONOKHPAIlH Gera-afpeHeprHUHATE PELETITOPH (Hanp.nponpanonon);

- CTEPOMAHH JIEKAPCTBA (nanp. peAHH300H);

- TPHMLMKIWYHA aHTHAETIPECAHTH, MAOQ nHXHOHTOPH,

- Kanuirybeu Any peTHin (Hanp. ypoceMHI);

- JlekapcTsa 3a Auader, pedyunpaii KpbBHATA 3aXap (KaTo MHCYTHH, MeTHOPMHH HIH
riubeHKnaMun);

- fleKapcTBa 3a HePaBHOMEPCH WIH yCcKOpeH myAc {Harnp. aurokcun). [To BpeMe Ha ynotpebara Ha
IMrOKCHH H canbyramon BamusT niekap Tpadsa Aa nocTaHOBH y3MepBaHe Ha MUIA3MEHHTE HHBA Ha
AWUTOKCHH.

Axo Bu npeacton onepauus ¢ o6ma aHecTe3us, BauuAaT JICKap Tpa6Ba /1a cripe NPHIOKCHHETO Ha
Can6yramon WZF, ako € BE3MOKHO 6 yaca IPEAH OnepaluaTa, 3a id BH TIpeANa3y OT HEXeNaHH
peaKilHH.

BpeMeHHOCT, KbPMCHC H bepTHIHTET
AKo cTe GpeMeHHa WM KbPMHTE, CMATATE, qe MoXce /12 CTe BpeMeHHa HITH TUTaHKpaTe 6peMeHHOCT,
nochBeTBaiiTe ce ¢ Bamusa nekap Wil ¢dapmManeBT Npean ynotpebara Ha TOBA JISKapCTBO.

[pomyKTHT MOXE /2 Ce H3NOI3Ba OT GpeMeHHH JXEHH CaMO aKo NICKapHT npeue
HeoOXOAHMO.




CanGyramon moxe Aa [IOATHCHE KOHTpPAKIHHTE Ha MATKaTa. [IpunaraHeTo Ha Can6yramon WZF npn
pak/iaHe € ONpaBAaHo camo TpH abcomoTHa HeoOX0AUMOCT.

Can6yTaMol BepOSTHO NPEMIUHABA B KBbpMaTa. AKO € He0OXOHMO NIEICHHS nanpeHTKaTa Tpsa0Ba 1a
NpeKbCHE KEPMEHETO.

lllodrpane B paGora ¢ MAMIEAH
He ce naOmonasa epeKT BbpXY criocoBHOCTTa 3a Iodupane U paboTa ¢ MALLMHK.

Canbyramon WZF cbAbpia JaKTo3d
Axo BamusT nekap By e kasaj, He¢ UMate HeMOHOCHMOCT KbM HSAKOH 3aXapH, KOHCYJTHpaHTE Ce C HeTO,

fpeqs Aa NPUEMETE TO3H JIEKApCTBEH MPOAYKT.

3.  Kak aa n3noassate CaxfyraMol WZF

BHHard npuemaiite TOBa JIEKapcTBO TOUHO kakTo Bu e kazan BauuaT nekap. AKO He CTe CHI'YPHH B
Heio, nonutajite Balnus Nexap.

Bw3pacmuu u 0eyd no-20nemu om 12 eoounu.

Hayainara 1033 OOMKHOBEHO € 2 Mg — 4 mg, MAKCHMaMHO 3 — 4 muTH AHEBHO. AKO € HeoOX0AuMO Ao3ata
MOJKE Ja C& TIOBTOPH, HO ClIe/BallaTa MOKe Ja ce MPHJIOXKK He MO-PaHo OT 6 uaca cyie/l HpeAUIIHaTa. AKO
edreKTHT OT MPHIOKEHUTE NO3K © HEIOCTATHYEH, 103aTa MOXE IIOCTENeHHO Ja ce ypenuun 6e3 na ce
NpeBHLIABa MaKCHMAaNHAaTa 1038 OT 8 mg 4 BT AHEBHO. [10-BUCOKH 103K TpsiBa Ja ce mpunarar ¢
pHHMaHHe (aKo ce MOABAT HeXeNlaHH peaklith TpaGBa Aa ce NpeKpaTH fIpUAaraHeTo Ha IeKapCTBeHHA
NpOAYKT).

EnsOKpaTHH A03H, HABHIIABALILHA 4 mg MoraT Aa ce NpUnarat camo, aKo pH NMO-MAKKHTE JI03H HE €
OCTUIrHAT HEOOX0AKMHA edeKT.

f1py MAaUMEHTH B CTApUECKa BB3PACT C [JOBMIIEHA YyBCTBHTENHOCT KBM CHMMATOMHMETHYHH aMHHH,
rpaGBa Ja ce Mpuiara HadanHa 7103a OT 2 mg 10 YeTHPH NBTH JHEBHO. AKO eeKTBT OT MPHJIOKEHHTE
031 € HeIOCTaThueH, A03aTa MOXKE nocTeneHHo Aa ce ypenudt fe3 fa ce npeBuiland MaKCHMAaIHAaTa 1032
ot 8 mg, 3-4 MbTH AHEBHO.

MaxcHManHATa AHEBHA 1033 canbyramon ¢ 32 mg.

Jleya 6 — 12 200unu:

HauanHaTta ao3a 0OMKHOBEHO € 2 mg, MAKCHMAJTHO 3 — 4 TBTH KHEBHO. AKO € HeoBXOAUMO 103aTa MOXE
Jla ce yBE/IWYH, HO cieABallaTa MOXe 1a e NPHJIOKH HE NO-PaHo OT 6 yaca cneq npeauIuHaTa. AKO
edeKTHT OT NPHITOKEHHTE [O3U © HeJOCTATHYEH, J033Ta MOX<e MOCTENEHHO nia ce yseHdu Oe3 zia ce
npeBHIlIaABa MAKCHMA/IHaTa 1032 0T 6 mg, 4 MbTH JHEBHO (24 mg). IopHineHATE AO3H TpabBa jga ce
npuiaraT ¢ BHHMaHHe (aKo ce MOSBAT HEXeNaHH PeaKIHU Tpa6Ba Ja ce NpeKpaTH nprnaradeTo Ha
NieKapCTBEHHUSA MPONYKT).

AKO CTe NpHeJH nosede oT peoGxomamaTa 5038 Ae3a Canlyramol WZF

CHMITOMH Ha peIo3UpaHe, KOUTO MOXKE fia ¢o Ha6/Io1aBaT; aHrnHaNHa 60/Ka, NpHnaibiH, TIOBHILIEHO
VI MIOHFDKEHO apTepHaiHO KPBBHO HATLTAHE, ycKopeH ChbpAeYeH PHTBM, HapylLIeHHs Ha CBPACHHHA
PHTBM, HEPBHOCT, rnasoboane, 3aMaliBate, TpeMop, CyX0oTa Ha yCTHaTa IMraBuLa, cppuebuene, raicHe H
Beschbuue. B TaKuBa ClTyuad npeKkpareTe npueMa ua Can6yramon WZF u ce o6bpHETE KbM Jiexap. AKo He
e WIMHHAJ OBeYe OT | 4ac OT NpHEMa, NCKApAT MOJKe [a Ha3HAYH CTOMAIIHA NPOMHBKA. Akoe
HeoGXOAKMO, Ce MPOBEKAA NOTBPHKALLO K CUMNTOMATHYHO JICUYCHHE.

AKO € [IpHeTa MHOTO N0-BHCOKa /1033 OT NpeAKCAHATA KOHCYNTAlHATA ¢ sexap Wi $apMaleBT ¢
3aBJDKHTEITHA,




4. Bb3MOXKHE HeKeJAHH JeKapCTBCHH PEAKIIHA

KakTo BCHYKH JIEKapCTBa, TOBa JIEKAPCTBO MOXKE /13 NPE3BHKA HeKeNnaHH peakuui, BBIIPekH ue He
BCEKH 'Y NOJTy4aBa.

HesxaaHuTe peakiiy ca FPyHPaHy CIIOPE] YeCToTaTa Ha oABATA HM:

MHoro 4yecTd (>1/10 namneHTH). 4eCTH (>1/100 1 <1/10 nauneHTH); HEYECTH (>1/1 000 n <1/100
naunenTH); peaxy (=1/10 000 u <1/ 1000); mHOro peak (<1/10 000 MalMEHTH ); ¢ HEH3IBECTHA YECTOTa
(uecToTaTa He MoXe Aa Obae onpene/eHa B3 OCHOBA Ha HaJIMHHKUTE JAHHH).

Muo20 wecmu (nopaussar nosede ot 1 Ha 10 AYLUH)
- TpeMop.

Yecmu (MOBANABAT MO-MANIKO OT 1 Ha 10 gymn)

- rnapobonne;
_ y4ecTABaHE HA ChPACHHATA neftHoCT (TIAJINMTALIHH);
- MYCKYJTHH KDaMIIH.

Pedxu (NOBIHABAT No-Manko ot | Ha 1000 oywm)

- ChPACUHH aPHTMHUH, BKIIOUMTENHO NPEACHPAHN ¢uOpunanuy, CynpaBeHTPHKY1apHa TAXHKAp/IHA |
eKCTPACHCTONH, MHOKapIHA HCXEMUA,

- HeoOuuaeH WM HEPaBHOMEpPEH MyJIC,

- nepudepHa Ba30JHAATALINA.

Mro20 pedxu (NOBAMABAT NO-MAJIKO OT 1 Ha 10000 aywx)

- peaKiM{ HA CBPBXUYBCTBUTEIHOCT, BRIIOUHTEHO aHrMoeaemMa, ypTukapus, OpOHX0oCTIasbM,
XUMOTEH3MA Y KOJIAIC,

- XUIIEPAKTHBHOCT,;

- MYCKYJIHA PHTHHOCT.

C newsgecmna yecmoma (4ecTOTaTa He Moxe Aa Gbzie onpeacaeHa oT HATHIANTE OaHH)

- BHCOKH HHBA HA 3aXapH (I7II0K03a) H/UIK MIIEYHa KHCEKHa B KPBET4,

- HHUCKO KPBBHO HANATaHE, KOETO MOXE A3 MPEAN3BHKA JIEKOTA B rjaBaTa Wiy 3aMaHBaHe,
- HaTpyNBaHE Ha TeYHOCTH B Genure ApoboBe (6enoppober enem),

- ropellf BBIHH (3a4epBsBaHe) Ha IHLETO.

ChobaBane HA HEXKC/IAHH PEAKIHH

AKO TIOJTy4HTE HAKAKBH HEXE/IaHH NIEKApCTBECHH PEakilii, yBeJoMeTe Baiuns nexap Wik ¢apMalEeBT.
ToBa BK/IO4YBA BCHUKH BH3MOXHH, HEOMCAHH B Ta3W JIHCTOBKA HEXE/IAHH PEAKIIHH. MoxeTe Chillo Aa
CLOOLIMTE HEXKEIaHU peaKklHH AHPEKTHO Ype3

WN3npnHUTEIHA areHuMs no JekapcTpara

yi1. ,,Jdamsas ['pyes” Ne 8

1303, Codus

Ten.: +35 928903417

yeGcahit: www.bda.bg

Kato choBIIaBaTe HeXXeNaHH peakuuy, MOXeTe 1a aleTe CBOA NPHHOC 3a noJy4aBaHe Ha MoBeYe
nHopMAaLHs OTHOCHO 6€30MacHOCTTA Ha TOBA NIEKAPCTBO.

5. Kax aa coxpanseate Canbyramon WZF

CwxpaHaBa ce IpH TeMIIepaTypH Noj 25°C, Ha 3aUINTeHO OT CBETANHA MACTO.




Jla ce CbXpaHsABa Ha MACTO, HeJIOCTBITHO 32 Aena.
He panon3saiiTe TOBa JIeXapCTBO CIEA H3THUYAHE HA CPOKa Ha roAnoCT, oT6es3aH Ha onakopkara. CpOKBT
Ha rOHOCT CE OTHACS 32 MOCNeAHNs AcH oT oTOenA3aHns MECeL.

He u3xsupasiire nekapcTsara B KaHATH3AIMATA WM B KOHTEHNepa 33 AOMAILIH{ OTTAABLH. [TonuTaiTe
Bamua apMaleBT Kak Aa H3XBLPIATE JIEKAPCTBATA, KOUTO peye He H3nona3Bare. Te3n MEpPKH IE
CIIOMOTHAT 3a OTa3BaNe Ha OKONHATa cpeaa.

6. CuappikaHAe HA ONAKOBKATA H gonbLABHTEBA HAGOPMANHS

Kaxso coabpika Candyramo WZF

- ACTHBHOTO BELIECTBO € canOyTamon. Besika TabneTka ChAbpka 2 mg can6yramon (noa gopmara
Ha canbyTamornos cyidar).

- TToMOILHY BEWIECTBA: LAPEBUIHO HHUILECTT, [AKTO3a MOHOXHPAT, MUKPOKpHCTAJIHA LTy 1033,
MarHe3neB cTeapar.

Kak mriexaa Canbyramon WZF H KaKBO ChALPXKa ONAK0OBKATA
Can6yramon WZF ca GeJtH, IOCKH TAONeTKH ChC CKOCEHH pEOOBE, pa3feHTENHa YCpTa 1 Gyxsa “S” OT
gHaTa CTpaHa.

OmnaxoBKa:
25 Tabnerky B GrUCTED
30 Tabnerku BbB (JIaKOH

IIpuTexaTe] Ha paspeliCHHETO 3a ynoTpeba
Zaklady Farmaceutyczne POLPHARMA S.A.

ul. Pelplinska 19, 83-200 Starogard Gdanski, Tonina

IIpou3BOARTEN

Pharmaceutical Works POLPHARMA S.A.
Production Department in Nowa Deba
5 Metalowca Str., 39-460 Nowa Deba, [Tonma

Jata Ha MOC/IEAHO NPEPAsTICKIANE aa nucronkata 05.2025




