HINLAHUTENRHA MTEHLIMA R0 NEKAPCTBATA

JincToBKka: ARGOpPMALHA 32 T
MYKOCOJBAH 30 mg/5 ................................ ol eaveienesiarriarsrianinassaneas
AMGPO]{CUJ]{]B XHAPOXJIY y il P Y Ll Lerr T e aY, :

MUCOSOLVAN® 30 mg/5ml syrup
Ambroxol hydrochloride

IlpovueTeTe BHAMATE/IHO HAJATA JHCTOBKA, NPEAH 1a 3aN0YHETE Ja NPHEMATE TOBA JeKAPCTRO, Thii
KATO T4 CbAbPKA BAKHA 3a Bac nadopmanus.

BHHaru npueMaiTe TOBa JEKapCTBO TOYHO KAKTO € OMMCAHO B Ta3M JIMCTOBKA WIH KakTo BH ¢ kasan Bamus
JeKap UM (GapMaLeBT.

. 3anazere Ta3u IHCTOBKA. MOXKe na ce HalloXKH J1a 1 POYETETE OTHORO,

. AKO C€ Hy>KJ1aeTe OT AOITbJIHUTENHA HH(pOpMaLMa WM CbBeT, onuTakite Bamua ¢papMaiiesT.

. AKO nony4yuTe HAKaKBH HEXKENIAHH JICKAPCTBEHH PeakUWH, yBenoMeTe Bammmd nekap uiau apMaliesT.
ToBa BKIIOYBA ¥ BCHYKH BB3MMKHH HEXKENMaHW peakildy, HEONHCAaHU B TAa3M JIMCTOBKA. BuKTe Touka
4.

. Axo caep 4-5 IHH He ¢ TOYYBCTBATE NO-100pe HiH ChCTOAHHETO B ce Biomu, Tpsabea Aa mOTLPCUTE

JeKapcKa MoMolL.
KakBo ¢chbabpkKa TA3H JHCTOBKA

Kakeo npencraenaea MYKOCOJIBAH u 3a kakBo ce M3nonspa

Kakso TpsabBa na 3Haete npenu ga npuemete MYKOCOJIBAH
Kak na mpuemate MYKOCQOJIBAH

BB3MO2KHHM HEXENaHU peakLiiy

Kak na cexpanssare MYKOCOJIBAH

ChbabpxKaHue Ha2 ONaxoBKATa H JONBJIHHTETHA HHQOpMAaLiUA

R

1. Kakso upeacraiass MYKOCOJ/IBAH u 3a KakBo ce M3M0/13BA

AmMbpokcon, akTuBHata cberapka Ha MYKOCOQJIBAH noanoMara MyKycHAaTa CEKpeUMst Ha AMXATEIHHTE
NBTHULLA, YIECHABA OTXPAayBaHETO M 00IeKUYaBa W3KALLIAHETO.

MYKOCOJIBAH ce u3momsea 3a CEKPETONWTUYHO JIEYCHUE HA OCTPH M XPOHU4HM 3a0019BaHMA Ha

Oponxure u 6enma npob, nporuuamy ¢ aGHopMaiHa OpOHXHaNIHAa ceKpellMd W HApYLIEH TPAHCHOPT Ha
CEKpeTa (XpaukH).

2. Kakpo TpadBa 1a 3HaeTe, npean na npuemere MYKOCOJIBAH

He npuemaiite MYKOCOJIBAH, ako:

. CTe ANEPru4HM KM amMOpOKCONIOB XMAPOXJIOPHA UK KbM HAKOA OT OCTAHAIMTE CHLCTABKH HAa TOBA
neKapeTBo (M30pOSHHU B TOUKaA 6).

IpeaynpexaeHus M NPeaNasHd MEpPKH
[NoBopete ¢ Bamus nekap wnu ¢apMmauesT, npeau aAa npuemere MYKOCOJIBAH
* Axo umMare HapylleHa 0p0peuHa (PyHKLUUA WIH CWIHO HapylieHa GYHKIMA Ha YepH

MMa choO1ieHns 3a TEXKM KOXKHH peaKuHH, KaTo epureMa MynThdopme, CHHAPOM
TOKCHYHA CMHICPMAITHA HEKPOJTH3a H OCTpa NEeHepaii3ripaHa €K3aHTEMAaTo3Ha IyC
NpUIOKEHHETO Ha aMOpokcomoB xuapoxnopua (MYKOCOJIBAH).
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B nonbnsenye, no BpeMe Ha paHHaTa da3a Ha cuHIpoMa Ha CTHBBHC-/DKOHCHH M TOKCHUYHA eNHEpMaiHa
HeKpoian3a Bue Moxke 1a umare Hecriemuuyuny rpunonoo0HA CHMITTOMHE KaTO Harp. Tpecka, O0NKH B
TAIOTO, XPEM4, KALLTHIA H BB3NATECHO repi1o. [Topasu Te3u OMNNaKBaHHA € Bb3MOXKHO 13 CT€ 3alI0YHaH
CUMITTOMATHYHO JICYEHHE C JIEKApCTBa 32 KaLULTHLA U HACTHHKA.

CllexoBaTeIHO, aKO C€ MOARAT HOBH KOXXHH HJIHM JTUTaBHYHH Ne3HH, TPAOBa He3a0aBHO 71a TIOTHPCHTE
MenurHcka nomoll U nedesuero ¢ MYKOCOJIBAH TpaOBa aa ce chpe KaTo nipeana3Ha Mapka.

To3u JnekapcTBeH Mpoaykr cpappka 1,75 mg copbuton B 5 ml cupon. IlammeHTM ¢ HackeacrseHa
HETIOHOCMMOCT KbM ()pyKTO3a He TpsAOBa Aa NpHEMar TO3H JiekapcTBeH nponyKT. CopGHTONBT MOXKe Aa
NPHYKHU CTOMALIHO-YPEBEH JUCKOMGOPT U JIEK cnabuTeieH edeKT.

To3u nekapcTBEH NpOXYKT cuABPAKA 2,5 mg OenzoeHa kucenuda B 5 ml cuporn. Bensoenata kMceHHa MOKe

Ja JoBede 10 yBendYaBaHe HA XKbATCHHLATA(NOXBATABAHE Ha KOXKATA H OMHTE) [IPH HOBOpoaeHH Dedera (Ha
BB3pacT A0 4 ceAMUIIH).

Toau nekapcTeeH poayKT CHABPKA 5,8 mg nponuneH rmukon B 1 ml. Ako aerero Bu e Ha Bu3pacT noa
5 roauny, ropopete ¢ Banua nexap win dapMaleBT npeaM Aa My JaJeTe TOBa JEKapcTBo, 000eH0 ako
NpHEMAa U IPYTH JIEKAPCTBA, KOMTO ChABPXKAT NPONUJIEH IJIMKON WIH ATKOXOJT.

AKo cTpanaTe oT 4epHoapobHO My 6p6peuno 3abonaBane, He MPHEMANTE TOBA JIEKAPCTRO, OCBEH aKo He Bi

€ ApenopbYaAHO OT JeKap. BalmsaT nekap Moke Ja Ha3HauH JONMBIHATETHH W3C/IEIBAHNS, JOKATO MPHEMATE
TORA JIEKAPCTBO.

Apyrun aexaperea 1 MYKOCQOJIBAH

Hugopmupaiite Baums iekap Wi GpapManeBT, aKko IpUeMare, HACKOpo CTe NMPHEMAIH HIH € BB3MOMHO 14
TIpUeMeTe ApPyrH JIEKapCTBa.

He ce npenopvuka ynorpebara Ha aMOPOKCONOB XHAPOXIOPH € JIEKAPCTBEHH NPOAYKTH, NOTHCKALH
KallUTMLATA.

He ca noxnaasadyi KIMHAYHO 3HAUWMH HEXelaHH B3aUMOJEHCTBUA ¢ IPYTH IEKapPCTBEHH TIPOMYKTH.

BpeMenHOCT, KhbpMeHe H PePTHIHTET
AKo cTe OpeMeHHa WIHM KBPMHTE, CMATATE, ke MOXKE Ja cre OpeMeHHa Wid IIaHMpare OpeMEHHOCT,
nocbBeTBaifTe ce ¢ Bauina nexap wid ¢papManeBT Npeau ynorpebara Ha TOBa IEKapCTBO.

He ce npenoppusa ynotpebara na MYKOCOJIBAH no epeme Ha GpeMeHHOCT, 0CO0EHO npe3 MBPBUTE TPH
Mecena ot OpeMEeHHOCTTA.

He ce npenoprysa ynotpebata na MYKOCOJIBAH npu kspMemy skeHH, Thil KaTo aMOPOKCOJIOB
XHAPOXJNOPHA NPEMHUHABA B MAHYHHOTO MJIAKO.

MVYKOCOJIBAH cwappka nponuieH NIHKON. Ako cTe OpeMeHHa WM KbPMHTE, HE IpUeMaiiTe TOBa
NEKApCTBO, OCBEH ako He BU ¢ npenopruano ot Bamms ackap.

Baumar jiexap Moxe aa By Ha3HaYH RONBJTHHTENHR H3CTIE/IBAHNA, IOKATO NIPUEMATEe TOBA JIEKAPCTBO.

lllopupane u pabora ¢ MAMHHY
Hsama 1oKa3aTeICTBO OT NOCTMAPKETHHIOBUTE AAHHHW OTHOCHO €heKT BBPXY CnocoOHOCTTA 3a IWodHpaHe U

padoTa ¢ MawnaKn. He ca npopexnann npoyuBaHus 1o OTHOWEHHE HA eeKTHTE BLPXY CHocofHOCTTA 3a
wogHpase ¥ paboTa ¢ MalUH!.

3. Kak ga npuemare MYKOCOJIBAH

Bunaru npueMaiTe TOBa IEKAPCTBO TOUHO KAKTO € OMMCAHO B Ta3u JUCTOBKa. A
nonuTaiiTe Bamyg jekap wiM dbapMauesT,

[Tpenoprunrennara xo3a e:
Bon3pacTHu M aena Haa 12 roamnu: 10 ml 2 nbTh AHEBHO.




Tasn ao3upoBKa ¢ MOAXONAINA 33 JICHUeHHEe Ha OCTpH 3a00NABAHHA HA JHXATEAHWTE ITPTHING H 3a HAYaIHA
Tepanus HaA XPOHHYHM CBCTOARNA 40 14 aHm.

AKo B ciyyail Ha ocTpo 3a0onsABaHe Ha AMXaTeNHHTe IIFTHINA, CHMIITOMH BH He ce noaobpst cien 4-5 auu
ot nedenmero ¢ MYKOCOJIBAH, tpabea na norspcuTe Jiekapcka MOMOIII,

MYKOCOJIBAH moxe na ce nprema 1o BpeMe Ha XpaHeHe WK 6e3 Xpaua.

AKo cTe npuejan nosete or Heobxoanmarta n03a MYKOCOJIBAH

AKO CT¢ IpHeIi noseve oT Heobxoaumara noza MYKOCOJIBAH, ce o6bspHeTe 3a ¢bBeT KbM Baiua nekap
nin dapMmanest. Jlocera He ca chOOIEHN cCrelM(PHUHY CUMITTOMM Ha NIPeAO3HpaHe MPH Xopa.
Habnronasanure cuMirroMy npu cbro0uenns 3a cnydaliHo NpeIo3upate Wik HenpaBHiaHa ynotpeda,
CBOTBETCTBAT Ha MO3HATHTE HEXENAaHU peakuun npu ynorpebara va MYKOCOJIBAH B npenoprusaHuTe
1034, ¥ MOXKe [1a W3UCKBAT CHMITTOMATHUYHO JICUEHYE.,

AKo cre nponycaanu aa npuemere MYKOCOJIBAH
AKO CcTe NpOIycHANM fa NpUeMeTe eiHa J03a, MOXKETE Aa 1 B3eMeTe pejHara momM ce ceture. He plemaiite
JBOVIHA 1034, 3a Aa KOMIIeHcUpaTe npomycHarara. [IpyeMere cneasamnara no3a KakTo 0OMKHOBEHO.

AKko cTe cnpean npuema na MYKOCOJIBAH
MYKOCOJIBAH e HeobxonuMo aa Obae npueMan caMo Ipd Hyx 2, 1 ynorpebara my na 6pne
PEYCTaHOBEHA CJIC] 3aTUXBAHE HA CUMITTOMUTE,

AXO MMaTe HAKAKBY JONBIHUTEIHH BBIPOCH, CBBP3aHK ¢ YIOTpeGaTa HA TOBA JIEKAPCTBO, NONHTANTE
Bamus nexap wim gapmauenr.

4. Bb3MOXKHH HeXKeJIAHH PEAKIHH

Kaxro BCHYKY JIeKapcTBa, TOBA JISKAPCTBO MOMKE 1a NPEAN3BUKA HEKENAHU PEaKkLHH, BBIPEKH Y& HE BCEKH
v [OAy4aBa.

Hecmu (Mozam 0a 3aceznam 0o 1 na 10 nayuenmu)
® [POMAHA BEB BKYCOBHTE YCEILAHHS;
e HamalcHa YyBCTBMTENHOCT B FBIOTO;
e raJcHe;
® HaMajieHa YyBCTBHTEJIHOCT B YCTATa M €3MKA.

Hevecmu (moz2am oa 3aceznam oo 1 na 100 nayuenmu)

® JaHapus;

® TIOBPBUIAHE;

¢ HapyuleHHd B XpPaHOCMMWIAHETO;
® CYyXOTa B yCTaTa;

* KopemHa OoJKa.

Peoxu (mozam oa 3acezuam oo 1 na 1000 nayuenmu)
¢ peakUurH Ha CBPBXUYBCTBHTEIHOCT;
* 00pus;
¢  ypTHKapus (KOTIPUBHA TPeCKa);
¢ CyXOTa B I'bPIOTO.

C' neusgecmua wecmoma (om HaruyHume OaHHY He MONCE Od BbOE HANPABEHA O

¢  aHaQWIAKTHHHH PeakuMH, aHaQHNAKTHYEH IOK - aHrHoeaeM (Obp3opat
NOAKOXKHATA ThKaH, JIMTaBULIMTE WIW TIOATUTaBUYHHKS C0H) U cbpdex|| L
\



CrobmaBane Ha HeXXe/IAHH PeAKORH

AKO NONYYHTE HAKAKBY HEXelIAaHM JIEKapCTBEHH peakliyH, yeenomere Bamua nexap, papmauert unu
METHIMHCKa cecTpa. TOBa BKIIOYBA ¥ BCHYKH BE3MOKHH HEXXENTAaHH PeakiiHy, HEOTIMCAHM B Ta3W JIMCTOBKA.
Moxere chIHO Ja CHODLIUTE HEXENAHN PEaKUMHM JHPEKTHO vpes:

HsneHUTEIHA areHnus 110 JIEKapeTBaTa

yi. Jamsu I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

Karo chobmasare Hexenanu peaK]J.HH MOJKETE Aa JajieTe CBos IPMHOC 32 nonyqaﬂaﬂe Ha noBeye
UH(popManysa OTHOCHO 0e301TaCHOCTTA Ha TOBA JIEKAPCTRO,

S. Kak ga ¢cbxpanasare MYKOCOJIBAH

Ha ce cpxpaHgBa Ha MACTO, HEAOCTEITHO 3a JIel1a.
Ila ce cpXxpangsa npu tTemneparypa nog 30°C.

He n3nomzpatite MYKOCOJIBAH cnen cpoka Ha romHocT, 010ens13aH BEPXY KapTOHEHATa KyTHS Cae
,,] OJIEH J0:”.

CpOKBT Ha roIHOCT OTroBapa Ha MOCICAHMS ACH OT NOCOUCHUA Mecell,

CpoOKBT Ha FOAHOCT Clie/l ITEPBOTO OTBAPAHE Ha OINAKOBKATA ¢ 6 Mecela.

He u3xBLpiidifre JIeKapCTRaTa B KAHAIU3ALMATA WIIH B KOHTEMHepa 3a AOMAIHK OTHATbIH. [TonuTaiiTe
Bamus dapmalieBT kak ia M3XBLPAATE JIEKAPCTBATA, KOUTO BeUe HE M3Ion2eare. Tesn MepKH Lie CITOMOTHAT

33 OIlaiBaHE Ha OKONTHATA Cpeia.

6. Crpabpixanne Ha ONAKOBKATA ¥ JONBIHATEIHA HHGOPMALNA

KaxBo chabpka MYKOCOJIBAH

. AXTHBHOTO BEWIECTBO €: amOpoxconor xuapoxsopua (5 ml cupon ceabpxar 30 mg amMOGpoxconos
XHAPOXJIOPHI)
. HpyruTe ChCTaBKH Ca: CyKpano3a, OeH30€Ha KUCE/IHHA, XHAPOKCHETHIILEIYT034, 8pOMATH3aTOP Aroa

(coappka M nponwied rimkon E1520)), apomaruzatop BaHHIHA (CHABPKR M OPONHJIEH IVIHKON
E1520)), npeuncTeHa Boja.

Kax msraexna MYKOCQOJ/ABAH u KakBo chaABpAKa ONAKOBKATR

MYKOCOJIBAH e 6ucrbp A0 NOYTH Gﬁcmp, Oe3uBeTeH 10 NOYTH De3uBeTeH, cylabo BUCKO3EH CHPOIT,

100 ml GyTunka or TeMHO ¢TEKI0 ot U™ XuapoauTHUEH KAac, ¢ HOJTHNPOIHICHOBA Kanavka . OnakoBKaTa
CBHABPIKA MEPUTE/THA YAITKA OT MOMHTIPOIUIIEH, rapayHpada Ha mepkm oT 1,25 ml, 2,5 miu 5 ml.

IlpaTexkarTes Ha paipemicHHETO 3a ynoTpeoa
Opella Healthcare France SAS,
82 Avenue Raspail,

04250 Gentilly,
POpaHnys

IlponsBoanrens

Delpharm Reims

10 Rue Colone) Charbonneaux
51100 Reims

DOpaHys

AN

A. Nattermann & Cie. GmbH
Nattermannallee 1

50829 Koln

I'epmanud
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Opelia Healthcare Italy S.r.l.
viale Europa 11, 21040 Origgio (Va)
WUranus

3a OITBJIHUTENHA MHPOPMALIMS OTHOCHO TOBA JIEKAPCTBO, MOJIL, CEBPXETE CE C JIOKAJIHHA
TIpe/ICTaBMTE;l Ha MIPUTEXKATEISI HAa Pa3pelieHUETO 3a yroTpeba:
CTAJA brarapus EOOJ, ten.: (+359) 29624626

JAaTa Ha NOCAEAHO NPePA3rIeKIaAHe HA AHCTOBKATA: 01/2023




