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KPATKA XAPAKTEPUCTUKA HA NMPOLOYKTA

MUCOSOLVAN
75 mg

Kancyny ¢ YAbLIXEeHO OCBObOXAaBaHe
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1. ime Ba nexkapcTBeHus NPOAYKT

MUCOSOLVAN® Karcyliu ¢ YABLIDKEHO ocBoboxaaBaHe

/Mykoconean/

2. KorinuecTBeH M KauyecTBEH CHCTaR

EnHa kancyna ceobpxa 75 mg

trans-4-[(2-amino-3,5-dibromo-benzyl)aminolcyclohexanol hydrochloride

(= ambroxol hydrochloride).

3. llekapcTBeHa chopma MAHUCTEPCTED BA 3HPABEONASBARETC
NlouacHenins fom
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4.1. lNokazanua

CeKpeTonuTuyHa Tepanusi Npu OCTPYU U XPOHWYHM OpoHXONyNMoHarnHn sabonaBaHns,
CEbP3aHn ¢ abHopMarnHa MykycHa CeKkpeLmsi  HapyLUeH MYKYCeH TPaHCropT.

4.2. HozupoBKka U HaYMH Ha NPUNoXeHue
Bb3pacTHU: efiHa Kancyna efvH NbT JHEBHO, CYTPUH WA BEYep cries XpaHeHe.

Kancynure He Tpﬂ6Ba Aa ce OTBapsT Wk ObBYaT, a ce npuemart uenn 1 ¢ gocrtaTbdHO
KONMUECTBO TEYHOCT. XKenatnHoBUTE Karncynu ocsoboXkgaBaT akTUBHOTO BeLUecTBO Npu
npeMnuHaBaHeTo cu MNpes XpaHocMunatenHaTa cucrema, Taka 4Ye, ako R[oHakora
NPUCHECTBAT B U3NpaKHEHNATA, TOBa HE € 0T 3Haderhe.

Mucosolvan karcynu ¢ yoeiKeHo ocBoboXaasaHe He ca rnoaxoasiy 3a geLa.
4.3. [lpoTuBONOKa3aKkuA

Mucosolvan He Tpsibsa fa ce npunara npu fraLMeHT ¢ U3BECTHa CBPBXYYBCTBUTENHOCT
KbM ambroxol nnv nomMoLHUTE CbCTaBKN Ha NPOAyKTa.

4.4. Cneunanuy npegyrpexaeHus U crielManky npeanasHy Mepku 3a yrnoTtpeda

ChluecTByBaT MHOIO pefkn cboblleHMsi 3a rosiBaTa Ha TEXKKM KOXHW Jesuu, Kato
cunopom Ha Stevens Johnson u cuHapom Ha Lyell, konto ca B npexogHa Bpb3ka C
NPUaraHeTo Ha MYKONUTMK, KakbBTO € ambroxol. Q6ukHoBeHo, ToBa ce 00sicHsBa C
TEXECTTA Ha NpUipy:Kapallo 3abonssaxse unan CbbTCTBALLO NEYEHNE.

AKXO ce NosIBAT HOBW Ine3uk Mo KoXaTa WnKn nuraByuunTe, TpF[GBa He3abaBHO Oa ce
noTbpcu CbBET OT Nekap W KaTo fpefnasHa msApKa fa ce npekpartu JIeHeHUETO c
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ambroxol. ZRAN

4.5. NlekapcTBEeHU KU Apyrn B3auMoLeNCTBUSA
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MpunoxenneTo Ha ambroxol 3aegHo ¢ anTMOuoTuum (amoxiciline, cefuroxime,
erythromycin) poBexaa OO NO-BMCOKA KOHLIEHTpaLus Ha aHTubuoruka B OpoHxwanHus

CEKpeT U CriroHKaTa.
He ce npenopbyea ynoTpebara Ha ambroxol ¢ nekapcTBeHW MPORYKTH, MOTUCKALLN

Kalnauyara.
He ca poknagBaHn KIAWMHUYECKW 3Ha4ummn HeXenaHw B3auMogencisua ¢ Apyru

neKapcTBEHW NPOAYKTA.
4,.6. BpemMeHHOCT U KbpMeHe

Ambroxol npemnHaBa npes nnaueHTapHaTa Oapuepa. [poyyBanust NPU >KMBOTHU He
rnokassar [OUPEKTHW WhKM WHAWPEKTHW yBpeXaalim epekth no OTHOWeHne Ha
BpemeHocTTa, embpuoHanHoTo/ heTanHoTo pasBuTUe, PaXaaHeTo U MocTHaTanHoTo
passuTue.

MpoAbLMXUTENHN KMHWYHW HabRASHNS NpU NpUnoXeHue Ha npogykra no Bpeme Ha
BpemenHocT crieq 28-Ta rectauMoHHa ceamuLa, He nokassar 3abonesaemMocT.
HesaBucumo OT ToBa, TpsibBa pa Obaart crnasBaHu obudyaiHnTe npefnasHu Mepkd no
OTHOLUEHNE Ha YrnoTpebaTa Ha NeKapCcTBEHN NPOAYKTH 1o BpemMe Ha BpeMeHHOCT.
Ynotpebata Ha Mucosolvan, oco6eHo npes MbpBUTE TPU Meceua oT OpeMeHHOCTTa, He

ce npenopbyBa.
Ambroxol npemuHaBa B MaiiumHoTO Mnsko. YnotpeGata na Mucosolvan He ce
nperiopbyBa NpM KbpMELWw eHu. Bbrpeku ToBa, He ce oyakBaT HebRaronpusTHA

edhekT Bbpxy AETeTO.

A.7. Edektu BLpXy cnocobHocTTa 3a wodupaHe n padoTa ¢ MaltMHu

He ca nssecTHn edyeKTi BbpXy criocobHOCTTa 3a Wodupade n pabora ¢ MaLlmHn.
4.8. HexeriaHn nekapcrTBeHW peaKuun

0610 Mucosolvan ce noHacs fobpe.

[acTpo-NHTEeCTUHaNEHN HapyLeHA:

ﬂmpoaa, guncriencus, rageHe, noppsilaHe, guapus n apyru Jiekn ractpo-MHTECTUHAITRW
CUMAOTOMMN.

Hapywienng o7 cTpaHa Ha MMyHHaTa cucTeMa, KoXata W NOAKOXHUTE ThKaHn:

O6pue,  ypTuKapusi,  aHrMoefeM,  aHadunakTuuHu — peakuuy  (BKIIOUMTENHO
aHaunakTIeH LLOK) U [Ppyry anepriiHn peakumnu.

4.9. [lipepo3upare

CHMNTOMMN, TpH6Ba da ce npoBefe CUMMNTOMaTU4HO AeYHCHKWE.

5. GapmakonornyHu AaHHU

L¥2)
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5.1. ®apmakoguHaMuiLn CBONCTBA
B npeaxnuHMYHK TIpOyYBaHUS akTMBHAaTa CbcraBka Ha Mucosolvan — ambroxol

NpeayM3BUKBa yBenuUaBaHe CeKpeLmsTa Ha XITe3nTe Ha PecnupaTtopHus TpakT. 3acunsa
ce npofykumsita Ha Genogpoben cbpdiakTaHT ¥ ce CTUMYNUpa uMlinapHaTa akTuBHOCT.
B pesyntar Ha TOBa Ce YBenuHaBa MYKYCHUS NOTOK M TPaHCIopT (MyKouunivapeH
KAMpbHE). MoaoBpsiBaHeTe Ha MYKOLMNWapHUS KNMPBHC € AOKasaHo B KAMHUYHU U
thapmaKornormuHn npoyyeanusi. 3acuIBaHeTo Ha cekpeLusita Ha GPOoHXMarnHa TeUHOCT 1
Ha MyKOLWMSIMapHWS! KMNPBHC YIIECHSABAT EKCNEKTOPaLUmMaTa U NsKallnsiHeTo.

TNokanHuaT aHecTeTMyeH eekt Ha ambroxol e HabmopaBaH BbPXY MOAEn Ha 3aellko
OKO, KOeTO Moxe na ce 0DACHM Cbe CBOMCTBOTO ga Orokupa HarpueBuTe KaHarnu.
MokasaHo e uH BUTPO, Yye ambroxol Griokupa KNoHNpaHW HeBpanHy HaTPUEBWU KaHaru,
KaTo cBbp3BaHeTo € 0BpaTMo 1 3aBUCK OT KOHUEeHTpaLuATa.

Tesn apMakosnoryHn cBONCTBa ca B CbOTBETCTBIE C ROMbAHNWTENHUTE HabriwaeHns B
KAMHMYHY NpoyYBaHUSA 3a MacredBaHe Ha edmkacHOCT Mpu nedenne ¢ ambroxol Ha
CUMIITOMK B TOPHUTE OTAEMW Ha PECnUparopHusi TPaKT, KOeTo € LOBEeno [0 PA3KO
HamanseaHe Ha 6orkara 1 CBbp3aHus ¢ Hest auckomdopt B obfacira yxo — HOC —
Tpaxesi ype3s uHxanawums.

YCTaHOBEHO € WH BWUTPO, Ye npunoxeHuweto Ha ambroxol BOAW A0 3HAUUTENHO
peayLupaHe He camo Ha OCBOBOXOABAHETO HA LIMTOKMHU OT KPBBTA, HO U Ha ThKaH —
3aBMCUMUTE MOHOHYKNEaPHN 1 MONMMOpPQOHYKIIeapHy KIeTKu.

OcBeH TOBa, CbLBPEMEHHN KNMMHUYHM NMPOy4BaHyia ¢ TabneTku 3a cMydeHe, Cbhbpxaluw
ambroxol, nokassat 3Hauum edekT 3a obnekyaBare Ha Gonkara NpN OCTPO BbananexHne
Ha rbpnoto. CblUo Taka, 3HaYMTENHO ce HamansBa 3aJYepBsiBaHETO Ha Bb3NaneHoTo
rspaio.

5.2, ®apMaKOKMHETUYHM CBONUCTBA

ABcopbuusita Ha BCuuku opMM 3@ nepopanHo npunoxehve (6es Tesn ¢
NpoAbITKUTENHO ocBoBOKaaBaHe) e Obp3a 1 NoYTK NbIHE, NPU NHEeRHa 3aBUCUMOCT 0T
[03aTa, KOraTo NpoAyKTbT € NMPUioXeH B TeparnesTuyHn 4osu. MakcumanHute nnasmesn
HMBa ce pocturat ot 0,5 go 3 uaca u cneq 6,5+2,2 vaca 3a opmata C YABLIDKEHO
ocBoboxnasare. Kancynute ¢ yAbkeHO ocBoboXaBaHe nNoKaseaT OTHOCUTENHa
BuoHann4HocT ot 95 % ([o30-HopManuaupaHa) B cpasHenue ¢ Tabnetkute oT 30 mg.

B TepaneBTu4HI rpasiLin CBbP3BaHETO C NpoTEenHUTE B nnasmara e okorno 90 %.

Mpy nepopanHo, WHTPABEHO3HO U MHTPAMYCKYNHO npunoxeHue ha ambroxol
pasnpeaeneHneTo OT KPbLBTA KbM ThKaHUTe € O6bp30, KaTo Hali-BUCOKA KOHLEHTPaLius Ha
aKkTuBHaTa cyBcTaHumA e ycTaHoeeHa B 6enute gpobose.

Oxono 30 % oT NpunoXXeHarta NepoparnHa J03a Ce enMMuHIpa fpu MbpPBO NPpeMUHaBaHe.

lNpoyuBanua Ha uepHoApoBHUTE MMKPO3OMU Tipy 4YOBEKa MokKasear, 4e CYP3A4 e
npeobnagapaliara usocopMa, oTroBOpHa 3a MeTabonuama Ha ambroxol. Ambroxol ce
MeTabonusnpa rinaBHO B yepHnusi Apod upes KoHKrauust. SRS
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KpallHuaT nony)xuBoT Ha ennmMuHupaHe Ha ambroxol e 10 yaca. TOTanHUAT KNUPbBHC &
oT nopsiabka Ha 660 mlimin, a 6LOpeuHna KNMpBHC goctura npubnuautendHo 8 % oT
TOTanHus KNupsHC.

BbapacTra U nosfla He OkasBaT BhusHWE BLPXY dapmakokuHeTwkara Ha ambroxol B
KMUHUYHO 3HauMma CTeneH W 1o Tasu NpuuMHa He HanaraT NpoMsHa Ha gosara.

5.3. MpepknuMuuyHY A2HHK 3a Oe3onacHoCT

Ambroxol uma MHOro HUCHK MHAEKC Ha OCTPa TOKCUUHOCT.

B npoy4ysaHusi Ha XPOHUYH& TOKCUYHOCT MpY NepopanHy [o3x nNpu nabxose (92 u 78
ceaMmnum), 3ainum (26 cegmuun) 1 kyyeta (52 ceamuLny He € OTKPUT cnielnaneH TapreTeH
opraH Mo OTHOlleHWe Ha TokcuyHoctTa. HusaTa, npu kouTo He ce Habniogaeat
HexxenaHm nekapcteeHu peakuunm (NOAEL) ca npu nepopanuu gosn ot 50 mg/kg
(nnbxoee), 40 mg/kg (saitum) u 50 mg/kg (kyyeTa) CLOTBETHO.

UeTMpn ceaAMWYHO MpoydYBaHe Ha TOKCMUHOCT fpu npwunarade Ha ambroxol
WHTPaBEHO3HO MpK NITbX0BE B 103N 4,14 n 64 mg/kg 1 npu kyyeta — 45, 90 n 120 mg/kg
(3 wndysum) He nokaspa HanUuMETO Ha TEXKa fokanHa n CUCTEMHa TOKCUYHOCT,
BKHAIOYUTENHO 1 Ha xuctonatonorusi. BouukM HeXenadwu nexapcTBeHW peakuuu ca

obpaTumm.

Ambroxol He nokassa eMOpUOTOKCMYEH U TepaToreHeH ed)eKT Mpyu TecTBaHe Ha
nepopanHu gosu Ao 3000 mg/kg npu nnbxoBe u Ao 200 mg/kg npu 3anuw.
DepTURHOCTTa Ha MbXKYM 1 XKEHCKY NITbXoBe He e nosnusiHa Ao 500 mg/kg.

HusoTo, NpKU KOETO He ce HabmiopaBaT HexenaHu nexapcrsern peakuum (NOAEL) no
BpEME Ha Nepu- 1 nocTHaTanHoTo paseutue e 50 mg/kg. CpepgHata fosa ot 500 mg/kg e
fieKo TOKCUMUHa 3a MaliKuTe U NoKoreHveTo - HabrnogaBaHo e 3abaBeHo pasBuTME Ha
TEMECHOTO TErNo U HaMaseH pasmep Ha NoTOMCTBATO,

Ambroxol HsMa myTareHHa aKTUBHOCT Mpu TecT Ha AMec W MUKDPOoHyKIeapeH TecT.
Ambroxol He noka3Ba TYMOpPOreHeH noTexHUvan npu npoy4BaHius 3a KapLnHOreHHOCT npu

Mk (50, 200 n 800 mg/kg) u nibxose (65, 250 n 1000 mg/kg), korato ca nekyBaHu G
auneta 3a 105 n 116 cegmuLy, CbOTBETHO.

6. dapmaueBTUYHN OAaHHU
6.1. Momouhn BellecTBa
Crospovidone collidon CL, carnauba wax, stearyl alcohol, magnesium stearate.
6.2. PN3UKO-XUMNYHU HECLBMECTUMOCTH
He ca nssectHu.

6.3. Cpox Ha rogHocT

60 meceLa
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6.4. Creunanku ycnoBUsl Ha cbXpaHeHue

[la ce cbxpaHsBa Ha MecTa, HeOCTHIHNY 3a fella.

6.5. [aHHM 3a onakKoBKarta

PVC/ PVDC/ QH%MMHMGBW BrnMcTepH ONAaKOBKN, NOCTaBEHN B KEPTOHEHU KyTUN.
MUCOSOLVAN® kancynu ¢ yabmxeHo ocBoboxaasare 75 mg: orakoskn ot 10, 20, 50 u
100 kancysnu.

6.6. T[IpenopbKu npu yrioTpeba

Bux pasgen 4.2.

7. WmMe u agpec Ha npuUTexarterisi Ha paspelleHneTo 3a ynorpeba
Boehringer Ingelheim International GmbH

Binger Sirasse 173

D-55216 Ingelheim am Rhein

Germany

Iponssoguren:

Boehringer Ingelheim Pharma GmbH & Co. KG

D-88397 Biberach an der Riss

Germany

8. PerucrpaumnoHen HOMep

8. [Harta Ha mepBO paspeilleHute 3a ynoTpeba

10. Lata Ha akTyanusauuns Ha TekcTa
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