KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA




 AATLIHYTENHA ATEHIHS N0 NIEKAPCTRATA |

Kpamfra x&paxmepucmuxa Ha npogyxma - Hpmamame i

1. HME HA JIEKAPCTBEHHA NPOAYKT | |
8 | Koy Pez, Ne ...... JWGO‘DJ‘S .....................
TOI'OJIOKC 5 % nepopanen pasTeop | []13 |
GOGOLOX 5 % oral solution  paspewsnue e 22087 1.0 8 01 Hb
2. KAUYECTBEH M KOJHAYECTBEH CHhCTAB 1 000508HUB Ne v ceesvssssins v ar oo sen e

AxtusHo BemectBo: 1ml Gogolox chabspxa 50 mg Ambroxol hydrochloride
| snpeckeane (0,2 ml) ceappxa 10 mg Ambroxol hydrochloride
3a ITBJIHKA CITHCHK HA MIOMOLIHMTE BEIICCTRA BIDKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA

TlepopaneH pa3TBOp, Oe3uBeTeH KO XHITCHHKABO METEH PA3TBOP ¢ JIEK apOMAT Ha MEHTa, Oe3 3axap.
4. K/IMHHYHH JAHHH

4.1 TepaneBTHYAR HOKA3AHHY

Gogolox € noka3zaH 33 CHMIITOMATHYHO JICYEHME Ha OCTpH 3abonaeanyd Ha OpoHxHTe H OeHTe
napobose M 0bocTpaHe Ba XpoHHIHM 3a00N9BaHUA HA OpoHXHTe H OenuTe ApoboBe, KOMTO ce

XAPAKTEPH3IUPAT ¢ HapymeHO o6pazyBaHe H TPAHCTIOPT HA MYKO3HHA CEKpeT.

4.2 [o3spoBka B HAYHH HA DPHJIOKEHHE

Jlo3HpoBKa

Boapacthn u gena Han 12 romunm:
I[Ipes mepBUTE 2-3 OHH OT NeueHMETO, 3-4 BOPHCKBAHMA 3 bTH AHeBHO. Cnes ToBa A03aTa MOXE Jia

ce HaMaM A0 2-3 BIPLCKBaHHA 3 MHTH AHEBHO.

MakcuManHa AHeBHa no3a: 12 empuCKBanMA, oTroBapamy Ha 120 mg Ambroxol hydrochloride.
[IpoABIKUTETHOCTTA Ha IEHEHUETO Ce OTpe/ielid Ciopel HHAMBHAYATHOTO ChCTOSHHE Ha NALHCHTA H
XapakTepa Ha 3abosBaHeTo, cpeaHo 7-14 num.

Gogolox He TpaGra na ce npunara npu geua noa 12 roguHm.

HaipieHTH B HapeaHana Bh3pact:
I1pu Te3H nanpeHTy ce npuiaraT ooMJaiiHiTe 103K 38 BE3PACTHH

HaienTy ¢ 656peuna u yepHoApOOHA HEAOCTATHYHOCT:

Heobxoaumo e ronaMo pHIMaHHE NpH NpWioxkeHHe Ha (GOgolox mpr MauKMeHTH ¢ YMEpeHa A0 ocTpa
OnOpeuna HnM YepHOAPOOHA HEAOCTATHEYHOCT.

4.3 IIporEBONOKA3AHHAS

CBpbX4yBCTBHTEIIHOCT KBM AKTHBHOTO BEIECTBO MM KBM HAKOE OT IOMOIOHHTE BEINECTRA.

Gogolox He Tpg6Ba Aa ce mpwrara npu Aetia A0 12 roguHu.

Gogolox He Tpa6Ba na ce mpujara Mpy NALHEHTH ChC CBPBXYYBCTBHTEIHOCT KbM Ambroxol WM kbM
KOeTO H Aa SHWI0 OT NOMOI[HHTE BELICCTBA.

4.4 Coenmanns npeaynpexacHBs B NpeANasHA MepKd OpH ynoTpeba

Mroro psaako ca OunH AoK1aJBaHH TEKKH KOKHH PEaKLiH, KATO CHHIPOM Ha Stevens—Jo 780 \ﬂn g
Lyell Ambroxol. B a nabumonass %o
cuaapoM Ha Lyell BoB Bpp3ka ¢ ynotpebara na oxol. B cirygail v 7 e
KOXarTa HITH JIMTaBHiuTe TpA0Ba Ja ce Hampasu He3abaBHA KOHCYJFTALMA C NeKap H NPAEMaHR £ T2, o ’%,
Ambroxol ma ce mpeycTaHOBH. FESRptiT] \ < \
[Tpu nanMerTH C yMepeHa a0 TexKa Op0peuHa HeI0CATHYHOCT, 10-GaBHOTO ENHMHH ‘ ¥z MBS 5
AOBENe IO HATPYTBaHe Ha amMGpoKkcon W/unu MetabormTi Ha aMOGpokcon, oOpasyBany BUCPHERENGE /
[TamseHT! C H3BEeCTHO HapyeHHe Ha SpoHxomoTopauTe QyHkuuu Tpabsa fa H3barsi) -
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MYKOJIMTHYHH JIEKAPCTBEHM CPEJICTBA, OCBEH IO JIEKApCKO Habimoaenye, nopaay pucka or
EBEHTYAITHOTO HATPYIIBAHE HA I'OJIEMH KOJIHUECTBA MYKO3€H CEKpeT.

To3H TexapcTBEH NPOAYKT ChabpxKa eTaHo. Beaka noza (0.8 ml) coabpixa o 100 mg ankoxoi.

Tosn nexapcTBeH NPOAYKT CHALPXKA MANKHM KONHYECTBa €raHon (ankoxon), mo-manko or 100 mg s
eqHa o3a.

KaxTo M nmpH BCEKH APYT JICKAPCTBEH NPOAYKT, PHCKBT OT HEXKEJIAHH JIEKAPCTBEHH PEAKI[MH MOXKE Aa
ce HaMAaJIM 4Ype3 H3NO0M3BaHE HA MHHHMA/IHA ¢(eKTHBHA A03a 33 BBIMOMNKHO HaM-KPATBEK CpPOK Ha
neueHye. B ciryyaid, ye neyeHneTo He € eekTHRHO, TO TpAGRa Ja Ob1e OTXBBHPIICHO H MPEyCTAHOBEHO.

45 BiasMoaeHCTBHE ¢ APYFH JCKAPCTBEHHE NPOAYKTH B APYrH $OopMHE HA B3aHEMoAeHcTBHE

ENHOBpEMEHHOTO JI€UCHHE C JICKAPCTBCHH NPOAYKTH, KOWTO MOATHCKAT Kauumuuara (NpoTHB
KAlUTHIIA), MOJKE Ja KOBeAe A0 HATPYNBaHE HA FONEMH KOMMYECTBA OPOHXHANEH Cexper, KoeTO MOXe

Jia HAMAH auxareHara crnocobHocr. Karo uano, Takupa TepaneBTHYHM koMOuHaiuu Tpadea za ce
m30ATRAT.

ENHOBPEMEHHOTO JIeYEHME C JICKAPCTBCHH MPOAYKTH, CHABPAKAIIH aTPONHH-NIONOOHN BEINECTBA, KATO
mano 1padsa aa ce u3bArea.

EnHoBpeMeHHaTa Ttepamms ¢ Ambroxol # Haxkon amTHOHOTHIH (Amoxicillin, Cefuroxim,
Erythromycin, Doxycyclin) yBenn4apa BE3MOXKHOCTTA 33 NPOHMKBaHE HA aHTHOHOTHKA B THKAHTA Ha
e3uKka. ToBa TepaneBTHYHO NMPEeAMMCTBO Bede e u3noin3eano nmpH Doxycyclin.

4.6 PepraanTeT, (PEMEHHOCT H KbPMEHe

bpemeHHOCT

[IpoyuBaHHa NpH KMBOTHH HE INOKA3BAT NPEKH WIH HEMPEKH BpeJHH e(peKTH N0 OTHOIIEHHE Ha
6GpeMeHHOCTTA, eMOpHOHANMHOTO/QeTanHO pa3sBHTHE, PAXKAAHETO HIIM MOCTHATANHOTO pa3BUTHE. Tbi
KATO JaHHHUTE MpPH KUBOTHM HE Ca NMPIKO MOKAZATENHH 33 BL3MOXHUTE edekTH NpH xopa Ambroxol

He TpAOBa Na ce H3MOJI3BA 110 BpeMe Ha OpEeMEHHOCT.
Kspmene

Ambroxol ce exckperipa B MASKOTO Ha KHMBOTHHM. THil KaTo BE3MOXKHMTE e(€KTH HE Ca HAITHJIHO
OLICHEHH IPH XOpa ce Mpenoprusa MakikuTe npueMali Ambroxol aa He kppMmaT 6ebeTarta cH.

4,7 EdjexTH BbpXy cnocodHOCTTA 38 mMOoPpHEpane H patoTa ¢ MAIIREA

Hama aasnu FOT'OJIOKC® na okxaspa pimsHEe BEpXY Mo(HpaHeTo H paboTaTa ¢ MALIHHH.
4.8 Hexenann JexAPCTBEHH PeaKnEH

UecToTaTa Ha HEXKENAHHTE JICKAPCTBCHH pPeakLiMy € NPEACTABEHA, XAKTO CIIC/IBA:

Mmuoro yect (>>1/10); wectu (>1/100, <1/10); neuecTn (>1/1000, <100); peaxu (>1/10000, <1/1000),
MHoro peaku (<1/10000).

Cmomauno-upeanu RAPYUICHUR
HeuectH: raaese, noppuinase, bonkxa B cromaxa.

O6wgu napyuenun
Heuectn: Peakipii Ha CBPBXYYBCTBHTEIHOCT (0OpHE Ha KOXKATa, AHTHOSHEM, 3a1yX, Chpbeic), Tpecka.
Muoro pefiki: TeXKH OCTPH aHAPWIAKTHIHHN PEeaKilHH, BKIIQYMTEIHO WIOK.

Hapywenus na xodxcama u nooxoicHama myxan
Muoro peaxs: TexxkH koiHM peaKHA KaTo CHHAPOM Ha Stevens-Johnson u cunapom Ha Lyell
(ermMaepManHa HEKPOJIH3Aa)

4.9 IIpeno3apane

CYMITTOMM TIPH NIPEAO3HPAHE

Tsbpae Maiko € M3BECTHO 3a CHMIITTOMMTE IipH npeaosupase ¢ Ambroxol. Crob
KPaTKOTpaiiH¥ NposBd Ha Oe3nokoiicTBo M Avapuia. OOHKHOBEHO JHEBHHM JO3H C
hydrochloride Ha kunOrpaM TenecHo TENIO NMPHICKEHH NAPEHTCPAITHO, U 10 25 mgk
Ol ¢ A00pa noHocHmoct. CaMO NpH MpOyYBAHMA HA JKMBOTHH ¢ MHOT'O BHCOKH I ‘éa
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Hab/moJaBaHM HaMalABAHE Ha CIMIOHKOOTAC/IARCTO, FragCHE, IIOBPBIIAHC H TIOHMKABaHC HA KPBBHOTO
HaJIATaHC.

JleyeHue Ha Npeao3MpaHe

Hama cnetmdrded antaaor 3a Ambroxol. 3aroBa, npu ChbMHEHHE 33 CHMIITOMH Ha HPEAO3HpAHE
TpabBa fja ce Ha3HaYH NOABPKAILLO JICUCHHE.

5. ®APMAKOJOI'HYHH CBOUCTBA

3.1 PapMakoAHHAMHEYHE CBOHCTBA

QapMaKkOTEpaneBTHYHA FPYTNa: eKCIeKTOPaHTH

ATC koa: ROSCBO6

Ambroxol e MyxoMogynaTop, KOHTO NPHHANIEKH KM IPyNaTa Ha CyOCTHTYHpaHH OeH3WIaHUHH, TOH
¢ $apMaKONIOTHIHO AKTHBHMAT META00HT Ha OPOMXEKCHHA.

Ambroxol BunoH3IMEeHs 06pa3yBaHETO M MYKOLIHAPHOTO OTAC/IAHS Ha SPOHXHAIHHTE CEKPETH.
Ambroxol yBemHYaBa KOJIMYMECTBOTO Ha OpOHXHMaNHATA CEeKpels, KATO HAMANABA BHCKOZHTETA Ha
Mykyca. [lokasaHo e, ue Ambroxol yBenuuaBa MyKOLJIHAPHOTO OTHOENAHE HAa CIIY3Ta upe3
CTHMYJIHpaHe TOABIAKHOCTTA Ha CMHTETHHTe OPOHXHAIIHM BIACHHKH, TOBA CTHMYJIHPA ITyJIMOLIHTHTE
TNl 11 IpH cuHTE3a H OTAEIAHETO Ha OenoapodeH CEpBKTAHT.

[NocnennuTe MpoyysanMa nokasaxa, ¢ Ambroxol npurekapa aHTHOKCHAAHTHH CBOMCTBA. [loKkasaHa e
CMOCOOHOCT 3a 3AIHTa JMITHAWTE Ha K1, MeMOpaHH Ha Oenida apob oT yBpekzamioro AcHCTBHe Ha
BOONOPOAHHA NPEKHUC NPH MHIIKH, K NPOYUCMEAWU CEOUCMEA CHPAMO OKCUOGMUBHYU A2eHMU, KaTo
XHIIOXJIOPHCTa KHCEIMHA H MOHOXJOpaMHH. ChIIO Taka TOH HMHXHOHMpa PeCIMpPATOPHHSA B3pHB Ha
Heyrpoduwmu “MH BHTpo”. Ambroxol edexTHBHO MHXHOMpa OCBOOOXKAABAHETO Ha XHCTAMHMH OT
MAaCTHMTE KJICTKH, H JAegxompunume ¥ yumoxunume OT NEBKOLMTHTE. BCcHUKH Te3n Bu3AcHCcTBUA
MOraT JAa HMAT KIHMHWYHO NPWIOKEHHE 34 3amuTa Ha OemoapobHata ThKAH OT OKCHAAHT-
NpeAH3BHKAHN NOPAXKECHHA.

5.2 @apMaAKOKHHETHYHH CBOKCTBA

Crnen nepopaitHo npuioxeHue, Ambroxol mourd muano ce abcopOHpa, KaTO AOCTHra MakCHMAITHA
1A3MEHA KOHUEeHTpauusa cnel 1-3 waca. AGcomorHara 6HOHANMMHOCT CJiel IEPOPANTHO MPHIOKEHHE
HaMamaBa Ao 1/3 cnen mwepBOTO MpeMuHABaHE Tpe3 4YepHus Apol, ¢ mocneppamo obpasyBaHe Ha
MeTabonutu (Oubpomanmpanunosa Kucenurna, 2noxoponudn) B Gropermre.

Ambroxol ce cBbp3Ba JiecHO ¢ wiazMenuTe nporensH (80-90%). TepMHMHATHRAT 11a3MEH NOJYKHBOT

Ha Ambroxol e Mexay 7 1 12 4aca. [InasMCHHMAT NOMYKHBOT HA Ambroxol | HeroBuTe METaGONHTH
e OKONOo 22 uaca.

Crnea napeHTepaiHoO IMPHIOAKEHHE, KOHIICHTPALMATA HA aKTHBHATA CHCTABKA B Oemure apoboee e no-
BHCOKA OTKOJKOTO B IutasMara. Ambroxol mpemmuaBa B CNS Tednocrra; TOH mNpemMHHaBa
nualeHTapHaTa 6apuepa ¥ MOXKe CBIIIO 1a C& OTKpHE B MalUMHOTO MJIAKO.

Oxono 90% ot npuetHre 031 Ambroxol ¢ce oraenar upes Oubpermre nog popmMara Ha METaOOIHTH,
dopmupanu B yepHua apol. ITo-manko ot 10% ot Ambroxol ce oTnens HempomMeHeH. brOpearuar
KJIHPBHC BE3/IM3a Ha pHOMM3HTENnHO 53 ml/min.

Ilopaan BHCOKaTa CH CHOCOOHOCT Ja C& CBBP3Ba C MPOTCHHUTE B CEpyMa, FONEMHAT My O0eM Ha
pasnpeaeiicHne, H ciiabo ocBobOXAABaAHE OT THKAHUTE OOPATHO B KPHRTA, AMANIH3A HIH (opcHpaHa
AUype3a HE OKA3BAT BIMSHHME BBPXY CKOpPOCTTa 32 eIMMHHMpaHe Ha Ambroxol. IloHixeHata
yepHoapobHa QyHxIMA MOoXxe 13 HaMand oceoboxknaBaHero ¢ Ambroxol mo 20-40%. Ilonmwxkenara
6p0peyHa QyHKIMA MOXKE Ja CE NPOSBH B HATPYMBAHE Ha META0ONHTH.

53 Ipexcaanr4En JAHEH 32 GezonacHOCT

JlekapcTBEHOTO BemecTBO Ha (Gogolox e nofpe rmo3HaTa ChCTABKA B JIEKAPCTBEHHTE NPO] v '
neueOHM KauvecTBa ca AoOpe AOKyMeHTHMpaHH. Pesynrature OT OpeAKIMHMYHHMTE NPYYAF
NpHOaBAT HUINO HOBO BBbE BPB3KA ¢ TEPAIICBTHUHOTO MY IIPHIOKEHHS.



6. ®APMAIEBTHYHH JAHHH

6.1 Coacbk Ba NOMOMBETE BeleCTRA
TPOMETAMOJI

rIHepon

MaKporoa 135 xuapokcucreapar
ETAHON

HaTpueB GeH3oar

anecyjipaM Kanai

KCHIIHTOJI

JIEBOMEHTOJ

AMOHHEB I'THLHHPH3AT

HatpueB xuapoxcug 0.001 N
NpeYrncTeHa BOaa

6.2 HechBMeCTEMOCTH

HenmpHnoxumo.

6.3 Cpox H2 TogHOCT

3 (Tpu) ronunu. EnquH Mecen ciies TspBOTO OTBApSHE.

6.4 Crnenuajan yCJIOBHSA 38 ChIpAHEHHE

Jla He ce ChXpaHIBA B XJIAAWIHHMK U [a HE ce 3aMpa3fiba.

6.5 JTanHE 38 ONAKOBKATA

Byrunka amM0mp cThRIO ¢ mosHpama chpeii-noMna, ceaspxama 13 ml mmm 25 ml Gogolox 5%
solution, MOCTaBeHA B KAPTOHEHA KYTHA.

He BcHYXHM BMAOBE ONAKOBKH Morart Aa 6b4aT mycHaTH B npoaaxkda.

6.6 Chnennajinn OpeANazHE MEPKH OPH HIXBLPJUHE H pAGOTA

3a nepopanHo NPHICKECHHE.

Heu3nomiBaHHAT NPOAYKT WIH OTIASbYHHTE MATEpHAIH OT HEro TpadOBa fJa ce H3IXBBPIAT B
CBOTBETCTBHE ¢ MECTHUTE H3HCKBAHHA.
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