KPATKA XAPAKTEPHCTHKA HA TIPOAYKTA



1. UME HA JIEKAPCTBEHHUSA ITPOAYKT

FOTOJIOKC 5 % nepopasien pasteop Ao 600 L7

GOGOLOX 5 % oral solution L&/ /A7 Jq p- T3 987

2. KAYECTBEH M KOJMYECTBEH CbCTAB
18, 02, Wi

Axtueno BeuectBo: 1ml Gogolox cvabpika 50 mg Ambroxol hydrochloride
1 BnpbekBane (0,2 ml) ceabpika 10 mg Ambroxol hydrochloride
3a MbJIHUSA CIHCHK HA TIOMOLIHHMTE BEIECTBA BHIXKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA

INepopasieH pa3TBop, Ge3LBETEH 10 JKBITEHHKABO MBTEH Pa3TBOP C JIEK apoMaT Ha MeHTa, Ge3 3axap.
4. KJIMHHYHH JAHHH

4.1 TepaneBTHYHH NOKAIAHHS

Gogolox e noka3saH 3a CHMITOMAaTHYHO Jie4eHHe Ha ocTpH 3ab0/sBaHus Ha OGpoHxuTe K Henure
apoGore 1 o6ocTpsAHE Ha XPOHHYHH 3abonsBaHus Ha GpoHxuTe u OGenure NpoboBe, KOUTO ce
XapaKTepH3HpaT C HapyLieHo 00pa3yBaHe W TPAHCMOPT HA MYKO3HHA CEKpeT.

4.2 Jlo3MpoBKA H HAYHH HA NPHJIOKEHHE

Ho3u POBKa

Bb3pacTHu M Aeua Haj 12 ronuHuU:

I1pe3 mbpBuTe 2-3 qHH OT JeueHHeTo, 3-4 BnpbckBaHus 3 nbTH AHeBHO. Clie/l TOBa N03aTa MOXKe Ja
ce HamMaJM J10 2-3 BNPBCKBaHMA 3 IMBTH IHEBHO.

MakcuMmaiHa aHeBHa 1o3a: 12 BrnpbekBaHus, otropapamy Ha 120 mg Ambroxol hydrochloride.
ITpoab/DKHTENTHOCTTA Ha JIeYEHHETO ce OrpeeNs crope/l HHAHBHIYATHOTO ChCTOAHHE Ha MallHeHTa U
xapakTepa Ha 3abonsBaHeTo, cpeato 7-14 nHu.

Gogolox He TpabBa z1a ce npunara npu jaena noa 12 roauHy.

TlaumeHTH B HanpeaHaNa BH3pPACT:
Ilpu Te3u nauMeHTH ce npunarat ooMyaiHUTE 034 3a BB3PAaCTHH

IMaunenTu ¢ 60peyna 1 YepHOAPOOHA HEJOCTATLYHOCT:
Heo6Xx0auMo € ronsiMo BHUMaHKHe Npu npuioxkenre Ha Gogolox npH nauueHTH ¢ yMepeHa 10 ocTpa
6B0peuHa WK yepHoApoOHa HEeIOCTaTEYHOCT.

4.3 IlpornBonokazaHHs

CBpBbXUYYBCTBHTEITHOCT KbM aKTHBHOTO BEILECTBO MM KbM HAKOE OT MOMOILIIHHTE BEIIIECTBA.

Gogolox He TpsabBa na ce npunara npu geua a0 12 roauHu.

Gogolox He TpsbBa Ja ce npuiara Npy MaLMEHTH ChC CBPBXUYYBCTBHTEIHOCT KbM Ambroxol uim KM
KOeTO M J1a OMJI0 OT MOMOLHMTE BEILEeCTBa.

4.4 Crnenna/Hu NpexynpexieHHs H NpeANa3HH MePKH NpH ynoTpeba

KOXKaTa WM IMraBuLUTe TPsOBa /1a ce HanpaBH He3abaBHA KOHCYJ/ITALMA C JleKap H
Ambroxol na ce npeycTaHOBH.

JIOBeJie 10 HaTpynBaHe Ha aMOpokcon W/unKu MeTaboHMTH Ha aM6 oKcoJ, obpa3ysa e B 1{6 HUA [ 06= v /
P p pasy P Py y

TNauxeHTH ¢ W3BECTHO HapylieHue Ha GponxomoTtopuuTe (GyHKLMH TpAGBa Na M3GArBaT paeMaHe Ha 94
MYKOJIMTHYHH JIEKAPCTBEHH CPEICTBA, OCBEH MO/ JIEKAPCKO HaGIIoIeHUE, TIOpaaH PHCRAQT/ KA b5
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CBCHTYATHOTO HATPYTIBAHE HA FONEeMH KONHUECCTBA MYKO3€H CEKpeT.

To3u JexkapcTBeH MPOAYKT ChAbPKa eTanon. Beska go3a (0.8 ml) chappxka no 100 mg ankoxon.

To3u nekapcTBCH NMPONYKT ChIbpAKA MaNKH KOJIHYECTBA eTaHon (ankoxon), no-manko or 100 mg B
eaHa No3a,

KakTo 1 nipy BCeku Jpyr JeKapcTBeH NPOAYKT, PUCKBT OT HEKEIAHH JEKAPCTBEHH PEAKLUHH MOXKE Ja
¢¢ HaMaJ M Ype3 H3NON3BAHE HA MHHMMAJHA e(eKTHBHA 1033 34 BB3MOKHO HaW-KpaTeK CPOK Ha
neuerne, B ciyyvail, ue neueHHeTo He € epeKTHBRHO, To TpAOBa A2 ObAe OTABBPNAECHO H NIPEYCTAHOBEHO.,

4.5 BaauMmoaeiicTBHe ¢ APYTH JieKAPCTBEHH NPOXYKTH H APYIH GOPMH HA B3aHMOJCHCTBHE

EnHOBpeMeHHOTO fedyeHHe € JIeKapCTBEHH NPOAYKTH, KOMTO MONTHCKAT KaluiMuata (TIPOTHE
KallTMIg), MOXKe 1a IoBede A0 HaTpylBaHe HA FONieMH KOJTHUSCTRa OPOHXHANIEH CEKPET, KOETO MOXe
1A HAMAJIH JMXxartenHara cnocobuoct. Karo uano, takkea TepaneBTHHUM koMOUHanuM Tpabea xa ce
H30ArBar.

ENHOBPEMEHHOTO JIEYEHHE C JIEKAPCTBEHH MIPOIYKTH, ChIBLPIKAIH aTPOIHH-MOAC0HH BEINECTBA, KaTO
usno TpAGBa Aa ce u3darea.

EnHoepeMenHata Tepamus ¢ Ambroxol W Hakom antHOHoTHUM (Amoxicillin, Cefuroxim,
Erythromycin, Doxycyclin) yrennuasa BE3MOXKHOCTTA 332 NPOHHKBAHE Ha aHTHOHOTHKA B TBKaHTA Ha
e3uka. ToBa TepaneBTHYHO NPENHMCTBO Beye € u3non3baHo npa Doxycyclin,

4.6 ©OepTHAMTET, OpEMEHHOCT H KEPMeHE

BpemennocT

ITpoyuBaHHA NpH XHMBOTHH He MOKA3BAT MpPEeKM HIH HEMpeKH BpeqHM edeKTH No OTHOUIEHHE Ha
BpemeHHOCTTa, eMOPHOHATHOTO/bETAaNHO pa3BHTHE, PaXJaHeTo WIH MOCTHATANHOTO passuTHE. Thi
KaTo JaHHHMTE NPH KHBOTHH He Ca NMPAKO NMOKA3aTeNHH 3a BL3MOXKHHTE edekTH npu xopa Ambroxol
He TpAOBa 1a ce M3MOJI3Ba 110 BpeMe Ha OpeMeHHOCT.

Knpmene

Ambroxol ce ekckpeTupa B MISKOTO Ha »uBoTHH., TBif KaT0 BB3IMOMHHTE €EKTH HE Ca HAILAHO
OLICHEHH NpPH X0pa c¢ NMpenopbyea Maitkure npuemain Ambroxol 1a He kKEpmaT GeGetara CH.

4.7 Edekrn BLpXy cnoco0HOCTTA 32 modHpane # pabora ¢ MAIIAHA

Hsama aaunn TOTOJIOKC® na okassa Bnusume BEpXy modupaHeTo i paboTara ¢ MallHHK,

4.8 Hexcenanu NexkapeTBeHd peaknnn

YecToTata Ha HEeKeNTAaHHTE IEKaPCTBEHH PEaKUMH € MpeJCTaBeHa, KakTo CleBa:

MHoro uects (>1/10); gectn (>1/100, <1/10); neuecn (>1/1000, <100); penxn (>1/10000, <1/1000);
MHoro pegxn (<1/10000}.

Cmomautio-upesHu Hapyumenis
HeuecT: ranese, noepellane, 6onka B cTomaxa.

Otwyu napyuenun
HeuecTH: Peakumu Ha CBPEXYYBCTBHTENHOCT (OOpHB HA KOXKaTa, AHTHOEIEM, 3a/yX, Chpbexk), Tpecka.
MHoro peaku: TEXKH OCTPH aHAGOUIAKTHYHH PEAKIIMH, BKIIOYHTENHO IUOK.

Hapywenus ua koxncama 1 ROOKONCHAMA BTeKaH
Mmuoro peakn: TexkH KOKHH PeaklMH KaTO CHHAPOM Ha Stevens-Johnson u cusapom Ha Lyell
(enaepMaTHa HEKPOTH3A)

4.9 Ipesoznpane

CHMITOMH TPH TpeA03HpaHe

TeBpIe MATKO e H3BECTHO 33 CHMIITOMMTE NpH npegoskpane ¢ Ambroxol. Crobine
KpaTKOTpaiiHH NPOAEH Ha Ge31oKoicTEO # AHapHa. OOHKHOBEHO THEBHHM J03H OT 1
hydrochloride Ha xkumOrpaM TeNecHo TErNMe NPIWIOKEHH NapeHTePANHO, H K0 25 m
61nu ¢ pobpa nonocHMoCcT. CaMo 1IpH NPOYYEAHKA Ha )KHBOTHH ¢ MHOTO EHCOKH 1T
HAMATABAHE HA CIIOHKOOTE/IHETO, FA/ICHe, OBPBIIAHE H IOHHIKABAHE Ha KPBBHOTA
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JleveHue Ha NpeaO3upaHe
Hsma cneundmuen antHaot 3a Ambroxol. 3aToBa, py CBEMHEHHE 33 CHMOTOMH Ha NMpelo3HpaHe
TpaOBa A4 Ce Ha3zHauYH NOATBPAAIID JIEHUCHHE.

5. DAPMAKOJIOTTUHH CBOMCTBA
5.1 @apMakoauHAMAYMHE CBoiicTBA

dapMaKoTEpaneBTHYHA rPYIIa; EKCIMEKTOPAHTH

ATC kox: RO5SCB0O6

Ambroxol e MyKOMOIy/IaTOP, KOHTO MPHHAIUIEKH KbM IpyIiaTa Ha cyOCTHTYHpanH OeH3HNIaHAHE; ToH
¢ (apMaKONOTHYHO AKTHBHUAT MeTabonuT Ha HpoMXeKCHHA.

Ambroxol ennouaMens oOpazyBaHETO ¥ MyKOITHINAPHOTO OTAENAHE Ha OPOHXMANHHTE CEKPETH.
Ambroxol ysennuapa xonM4ecTBOTO Ha OpOHXHanNHaTa Cekpellli, KaTo HaMandpa BHCKOSHTETa Ha
Mykyca. JlokazaHo e, 4ye Ambroxol yBenWuapa MyKOILUUIHAPHOTC OTAENSAHE HA CHy3Ta upes
CTHMYJIHpaHE TOABHKHOCTTA Ha €MHTEIHHTE OPOHXHATHH BJIACHHKH. ToBA CTHMYJIHpa MyJIMOMUTHTE
T 11 npH CHHTE3a W OTAC/IIHETO Ha GenoApobeH Chp{BKTAHT.

TlocneaunTe MpOyYBaHHA MOKas3axa, ye Ambroxol nmpHTexaBa aHTHOKCHAAHTHH CBOHCTBA. JlokazaHa e
CrocOGHOCT 3a 3alIHTA NHOWIHTE Ha K. MeMOpanu Ha Genus Apob oT yBpeaaamoTo AEHCTBHE HA
BOAOPOAHMA TIPEKHC MPH MHLIKH, H HPOYUCMBAY CEOHCMEA CHPAMO OKCHOQMUGHU Qzenmu, KaTo
XHIIOXJIOPHCTA KHCENHHA H MOHOXNOpaMHH. ChINO Taka ToH MHXMOHpA PECIHPATOPHHS B3PHB Ha
HeyTpodHIH “UH BUTpo”. Ambroxol edexrusHo uHxuOHpa ocBOOOKZABAHETO HA XHCTAMHH OT
MACTHHTE KIETKH, H JeGKOMPUHUME U YUMOKUHUME OT NEBKOLMTHTe. BCHUKM Tesd BE3NCHCTBHA
MOraT Ja HMAT KIMHHYHO DNPUIOKEHHE 3a 3awura Ha OenoapofiHaTa ThkaH OT OKCHAAHT-
Npeau3BHKAHH NOPAKSHHA.

52 <PapMaKoKHHeTHYHH CBoiicTBA

Cren nepopanHo npunoskeHHe, Ambroxol moutn m3ugno ce abcopbupa, KaTo JOCTHTa MaKCHMAIIHA
nyiasmMeHa KOoHeHTpaima cnen 1-3 vaca., AGconmoTHaTa GHOHATMYHOCT CNEM NEPOPATTHO MPHIIOKEHHE
HamansBea A0 1/3 cnea MBPBOTO MpeMHMHABaHe npe3 4epHHA Npol, ¢ nocaeapamo obpasyBaHe Ha
MeTabonuTH (QubpoManmpanuiosa Kuceaurna, 2moxoponuou) B On0penure.

Ambroxol ce cebpaBa NecHO ¢ asmMenuTe nporerHy (80-90%). TepMHUHATHHAT [UIA3MEH MOTYKHEOT
Ha Ambroxol e mexnay 7 i 12 vaca. [InasMennsT nony>xMBOT Ha Ambroxol H HeroemTe MeTabonuTu
¢ okoJo 22 1aca.

Cnen napeHTepanHO IIPWIOKEHHE, KOHUEHTPALMATA Ha akKTHBHATA CheTabka B Gennre npobose € mo-
BHCOKA OTKOINKOTO B IUasMara.amOpokcon npemunasa B CNS TeuHocTra; TOH TNpeMHHABA
IUtalieHTapHaTa Gapuepa H MOXKE CBLIO a C¢ OTKPHE B MAlUUHOTO MIIAKO.

Oxono 90% ot npuerute 1031 Ambroxol ce oraensT upes 66pewyTe noa Gopmata Ha MeTabONKTH,
dopmupann B vepHis apob. [No-manko or 10% or Ambroxol ce otaensa HenpomeHed. brOpeuHuaT
KJIHPBHC BBH3H3a HA NPHOAH3UTENHO 53 ml/min.

IMopanH PHCOKaTa cH cnoco0HOCT Aa Ce CBBP3BA C TMPOTEHHMTE B cepyMa, NONEMHAT My obem Ha
pasnpepenetue, u crabo ocBoGoxkaaBaHe OT ThKaHuTe 00paTHO B KPBBT4, AHami3a HIH (opcHpaHa
OAypeza He OKa3paT BIMAHHE BBPXY CKOPOCTTa 34 eJMMHHHMpaHe Ha Ambroxol. IloHmxenara
yepHOopobHA YHKIHA MOXeE Jla Hamans ocBoGoxaasanero ¢ Ambroxol no 20-40%. [ToHuxeHara
6u6peuna PYHKUMA MOXe Ja C€ NIPOABH B HATPYIIBaHe Ha MeTabomHMTH.

53 IIpeaxknuAAYHEAE AAHHA 32 OezomacHOCT
JlexapcTeeHOTO BewrecTBo Ha Gogolox e no0pe nosHara ¢ECTaBKa B JICKAPCTBEHHTE NMPOAYKTH, YHHATO

JnedeOHH KauecTBa ca AoOpe AoxymeHTHpaHM. PeaynraTute OT NpemiIMHHYHHTE IPO
NpHOaBAT HHUIO HOBO BBB BPB3KA C TEPANIEBTHYHOTO MY TIPHIIOKEHHE.

6. ©®APMAINEBTHYHH JAHHH

6.1 CunAachbK HA NOMOIIHHTE BellecTBA




TPOMETAMOI

PIMLEPOs

makporoa 15 xuapokcHcTeapat
eTaHoJ

HaTpHeB OeH3oat
anecyndam xanmit

KCHJIHTOI

JIEBOMEHTQIL

aAMOHHWER TJIHIMPH3AT
naTpres xuapoxcun 0.001 N
npedyucTeHa Boja

6.2 HecbBMECTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHocT

3 (tpu) roguuy. Eaub Mecell ¢criel TLPBOTO OTBAPAHE.

6.4 CoendajiHH yCI0BHS 32 ChXPaHeHHe

Ja He ce CpXpaHABA B XNAJAWIHHK H 14 He ce 3aMpassaba.

6.5 JaduH 32 onaKoBKATa

Bytunka amOBp cTHENIO ¢ Ao3upawia cnpefi-nomna, ceappxama 13 ml unn 25 ml Gogolox 5%
solution, MOCTaBeHA B KAPTOHEHA KyTHA.

He BcHYK# BHIOBE OMAKOBKH MOTaT Aa OBJAT HyCHATH B Mpofax0a.
6.6 CuoenganHu NPeANAIHA MEPKH NPH U3XBLPIAHE H paboTa
3a nepopaTHO NPANOKEHHE.

HemsnonspaHUAT APOAYKT WIH OTNATBYHHTE MAaTEPHANH OT Hero TpabBa Aa ce M3XBBPJAT B
CROTBETCTRHE ¢ MECTHHTE HIUCKBRHUA.

7. TIPHTEXATEJ HA PA3SPEIIIEHUETO 3A YTIIOTPEBA
Cyathus Exquirere Pharmaforschungs GmbH

Beim Mauthaus 6

2100 Korneuburg

ABCTpHA

8. HOMEP(A) HA PASPEINIEHHETO 3A YIIOTPEBA
20060059

9. JATA HA IBPBO PASPEITABAHE/MOJHOBABAHE HA PASPEIMEHUETO 3A
YHOTPEBA

15/02/2006
15/09/2011

10. JATA HA AKTYAJIIINPAHE HA TEKCTA

01/2021




