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1. MME HA JEKAPCTBEHUS IIPOAYKT L ,, U’n ﬂZ 2021
(dnasamen TabneTKH NpoTHE Kamutuia 30 mg Tabnerku

Flavamed Cough Tablets 30 mg tablets

2. KAYECTBEH B KOJITMYECTBEH ChCTAB

1 Tabnerka ceappka 30 mg aMGpokconos xuapoxyopun (ambroxol hydrochloride).

TToMOIIHH BENIECTBA ¢ H3BECTHO OcHCTRIE:
1 TabneTka chappka 40 mg JaKTO3a MOHOXHIPAT.
3a NBNHAA COHCEK Ha MOMOIIHHTE BEIIECTRa, BHKTE TouKa 6.1,

3. JEKAPCTBEHA ©®OPMA

Tabnetka
bsana, kpbria, wiocka rafyieTka Cbe CKOCEHH KpaHLa W IENIMTENHA YepTa OT e1HATA CTpaHa.
TabneTkata Moke fa OBJle pa3fieNieHa Ha ABE PABHH J03H.

4. KJAHAYHHA JAHHHA

4.1 TepaneBTHYHH NOKA3AHUSA

MyxonUuTHYHA Tepanys OpH OCTPH H XPOHMYHU GPOHXOTYIMOHANHH 3a00NaBaHKs, CEIPOBOAICHH ©
HapyueHo oOpa3yBaHe H OTHENAHE HA MYKYCa.
®dnasaMes TabNeTKH MPOTHB KALUNHLA €4 I0KA3aHHA 33 Aela Haj 6 rOAMHK, IOHOIIH H BE3PacTHH.

4.2 [o3npoBKA H HAYNH HA NPHI0KEHHE

EOBH POBKA

OcBeH aKko He € MpeanHcano apyro, ¢€ npenopryBa ClneaHata 1039poBKa 3a Dapamen TabneTkn IIpOTHB
KalJiHa.

Jeua 1o 6 ronunu

®napamen TabIeTKH IPOTHB KallTHIA € MPOTHRONOKA3aH 3a Jielia 1o 6 roAMHU (BikTe Touka 4.3).

Jena ot 6 10 12 roamuu
Ho npunumn, no %2 tabnerka Gnagamen TablieTKH NPOTHE KaWTHLA € NpHeMa 2-3 IbTH JHEBHO
(exBHRaNIeHTHO Ha 15 mg aMBpokconos xuapoxiopua 2-3 LT AHEBHO).

Bo3pacThM K 1oHOWM Han 12 roiuHKn
1lo npunnun ce npuema no 1 tabnerka dnapamen TabneTkW NPOTHE KallNHUa 3 TETH AHEBHO NPE3 MBEPBHTE
2-3 iy (exsMBaeHTHO Ha 30 mg aMOpOKCONOB XUIPOXJIOPHA 3 ITHTH HEBHO); Clell TOBa ce npuema no 1

Tabnerka Onasamen TabneTky NPOTHE KAWTHLA [IB2 ITHTH AHEBHO (EKBUBANEeHTHO Ha 30 m
XUIPOXAOPHUI ABA IBTH AHEBHO).

3abenexka
Ilpi BR3pacTHm nozata MoXKe 1a ce yeenuuk Ao 60 mg nBa NbTH AHEBHO (EKBHBANE
amMOpOKCOJIOB XMAPOXJIOPH]L Ha JIEH) aKO € HeoOXoanmo.
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Heduampuuna nonynayus
Bk Touka 4.3 3a ynotpeOBa npu feua non 6 roquHH.

Haune Ha npunoxenye
Onapames TabneTky MPOTHB KaLTHIA € 3a MepOPaAIHO MPUITOIKEHHE.
Hait-nobpe ¢ Tabnerkute oa ce norasiuar 6e3 1a ce ApBYAT cliel XpaHeHe, ¢ OOWIHO KOJIHYECTRO TEUHOCT.

®napamen TabneTKH NPOTHB KalINHLA He TpaGBa da ce MpHeMa Noeede oT 4-5 nHu 6e3 KOHCYNTaLKA OT
nexap.

3a no3upoBKa TipH Os0peYHy ¥ uepHOAPOSHK 3a00nsBanNs, BIDKYE TouUKa 4.4,
4.3 IIporuBonoKazanun

CRpbXUYBCTEUTENHOCT KM AKTHBHOTO BELIECTBO HNH KBM HAKOE OT NIOMOILHHTE BENECTBA H30poeHH B
TouKa 6.1.

l'[opa,rm BHCOKOTO ChALKAHNHE HA AKTHBHO BEIIECTBO, drasamen Ta0NeTKH HpOTHE KallLIHIA HE €
NOAX0OAIN 32 NPpHAOKCHHE NPH A€a RO 6 roauImHA BB3IpacCT.

4.4 Cnenuannn npeaynpexaeHis 1 NpeINazni MepKH IPH yNoTpeba

HMa crobIleHHs 32 TCHKH KOXKHH PEaKLMH KaTo epHTeMa MyITH(HOPMe, CHHAPOM Ha Stevens-Johnson
(SJS)/TokcHuna emuaepManHa Hexkponmasa (TEN) n ocTpa reHepanHsmipana ek3aHTeMHa nycrynoza (AGEP),
CBBP3aHH C NIPHIOKEHHETO Ha aMOPOKCOoN. AKQO HMa CHMITTOMU WIM NPU3HALM HA NPOrpecHpant KoxeH
00puB (NOHAKOra CBBP3aHK C MEXYPH HITH Jie3HH Ha JIMFaBMIHTE ), TeueHneTo ¢ aMbpokcon Tpabea na Obae
He3a0aBHO IPEYCTAHOBEHO M Na ce NOTHPCH MEAMLIMHCKA [TOMOLI,

[Topanu pick oT HATpyNEaHe Ha ceKpeTHTe, PuaBaMel TabaeTKH NPOTUB KALUTHLA TpaOBa Aa ce MPHJIara ¢
BHUMaHHME TPK Hapyiieha OpoHxoMOTOpHa (BYHKINA W NIPH roNAMO KONHYECTBO CEKpeTH (Hanp. NpH peakHs
CHHIAPOM Ha HEMOABHIXHHTC peCHH‘IKH).

Ipwu Hamaune Ha Hapywena 6BOpeyHa HYHKUNS UK TEKKO YepHOAPoGHO 3abongsane, OnaBaMen TabneTKH
IPOTHE KAalIIKIa TpaOBa fa Ce Mpuiara camo Cjtel KOHCYITAalMA ¢ nexap.

KaxTo npu BcekH lekapcTBeH NpoAYKT ¢ YepHOApPOoOEeH MeTaboIH3BM, TIOCIENBaH OT OpOpeyHo
€IMMHHHpaHE, IPH HATHYHE Ha TexXKa OBOpeuna HENOCTATEYHOCT MOXKE /14 C€ OUAKEA HATPYTIBAHE HA
MeTabonurure Ha ambpokcon, o6pa3yBaHy B uepHUs 1poG..

Tii kaT0 MyKOIMTHUMTE MOTaT Ja YBPEIAT CTOMalllHATa MYko3Ha bapuepa, aMbpokcon Tpa6Ba na ce
npHara ¢ BHEMaHKe TIPH NANHEHTH C aHaMHe3a 3a NeNITHYHA A2BeHa GomnecT.

To3u nexapcTeeH NpoAYKT ChABPrKa NaKTo3a. [TalHeHTH ¢ psiKa HACIEACTECHA HEMOHOCHMOCT KbM
rajlaKTosa, IrbieH AeHIMT Ha TAKTA3a UK [II0KO30-ranakTozHa ManaGeopOnus nay HenoHOCHMOCT KBM
dpykTo3a He TpaOra Ja NpHEMAT TOBA IEKAPCTRO.

To3u neKapcTBEH NPOAYKT ChABPIKA No-Manko oT 1 mmol Hatpuii (23 mg) Ha TabneTka, T.e. Ha NPaKTHKA He
CBIABPAKA HATPHH.

4.5 B3anmopeiicTBHe ¢ APYrH JEKAPCTEERH NPOAYKTH H APYTH GOPMH HA B3anNMOACIHeTRHE
Y

He ce powiansany IHHHYHO 3HAYMMH HEXENIAHH B3aMMOIEHCTBHA C PYTH nexapcmfa’ ‘3\“
A

X

by
4.6 DepTnaaTer, SpeMeHHOCT B KbpMeHe S
E
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BpeMmenHoCT
AMDBpPOKCO10B XHAPOXIOPHA NIPEMHHABA MaleHTapHata Gapuepa. IlpoyyBaHHaTa NpH >KHBOTHA HE

TIOKa3BaT NIPeKH HITH KOCBEHH BPeIHA eekTH BEPXY OpeMeHHOCTTa, eMOPHOHANHOTO/eTATHOTO pasBUTHe,
PAXIARCTO WX MOCTHATATIHOTO PA3IBHTHE.

O6umpRHAT KnMHAYEH onuT cied 28-Ta cenMuIa Ha GpeMeHHOCTTA He TIPENCTaRs NOKa3aTeNCTBa 34 BPEHH
¢exty BBpXy ruofa. HezapHcHMO oT ToBa, 00MYaliHHTE NPSIYNPEXKICHHS 32 TPHIOKEHHE HA JIEKAPCTBA MO
BpeMe Ha OpeMeHHOCT TpaOBa fia ce criaszeaT. Ocobeno npez nbpBHS TPUMECTHD, yrioTpebaTta Ha OnasaMer
tabnerkn MPOTHB KallllHla HE €€ NMPEopBYBa,

Kepmene
AMOPOKCONOBHAT XMAPOXNOPHA NPeMHHaBa B MaliunHOTO MIAKO. BBipeky 4e He ce oYaKBaT HEXeTaHH

eexTH NpH ecTeCTBEHO XpaHEHH KbpPMayYeTa, He ce NpenophbuBa ynotpebara Ha Pnasamen Tabnerxu
MPOTHB KallIHUA OT KbpPMELH Maliki,

QepTUnarer
H3cnensanus npH XKMBOTHH He NOKa3BaT YBPeXAAL eeKT Ha aMOpOKCOoN o OTHOLIEHHE Ha (epTuamrTeTa

(MK TOuKa 5.3).

4.7 EdexTy BLpxy cnocofHocTTa 32 modmpane u patoTa ¢ MALIHKRE
Hama noxasaresncTea 3a edexra BBpXy modupane u pabota ¢ Mamuuy. He ca NMpoBesxiauy npoyyYBaHHs 3a
edheKkTHTe BBPXY WodHpaHe u paboTa ¢ MAIIHHE.

4.8 He:xxenaan nexapcTeeHH peakuun
ITpy oueHKa Ha HEXENAHHTE PEAKLHH KaTo OCHOBA Ce B3EMa ClIeHATA “ecToTa:

MHoro vwecTh: >1/10

Yectw: >1/100 ao <1/10

Heuectu: >1/1 000 no <1/100

Penxu: >1/10 000 no < 1/1 000

Mhnoro penku: <1/10 000

C HeM3BecTHa 4ecToTa (He MOXeE J1a Ce OMpeac/IAT OT HATMYHKTE JaHHH).

CromaurHoyYperHH HapylleH#
YecTH: rajgeHe

Heueern: cToMalrHa 0iKa, MOBPEIaHe, AHApHS, kopemHa Gonka W nucnencHs

Hapyiliehyg Ha HMYHHETA CHCTEMa

Penxn: PeakLHH HA CBPBXYYBCTRHTENIHOCT

C HensgecTHa yecToTa: aHaMNaKTHYHH PEaKITHH, BEKIFOUHTENTHO aHA(HNAKTHUEH 0K, AHFHOSAEM
H NIpYpUTYC

Hapyluenus Ha KOkaTa ¥ NOAKQIKHATA TEKAH:

Penkm: o0pHB, ypTHKapHA

C HeM3BeCTHa YeCTOTa: TEKKH KOXXHM HEXENaHH peakuMH (BKAKOYHTETHO epUTeMa My THdOpMe,

cunapoM Ha CTHMBBHC-J[’KOHCHH/TOKCHYHA eMHIEPMAlTHa HEKPOJIH3a # oCcTpa
reHepanH3HpaHa eK3aHTeMHa myCcTyJI03a)

CowodluaBaHe Ha NOAO3HPAHH HEKEIAHH peaKIHMH
C'bOﬁH.laBaHETO Ha NOAG3HPAHH HEXEITaHH peaklHy clieq paspellaBale 3a yno’rpeﬁa Ha NeKapCTBCHHA

NIPOAYKT € BaxHO. T0Ba No3BoJIARA Ja NPOALIDKH HAaOMIOAEHHETO HA ChOTHOLIEHHETO TNON3a/pPHCK 32
AekapcTBeHyA npoaykT. OT MEAHUMHCKHTE CNCIHATHCTH ¢ H3UCKBA Aa cho0ulaBaT BeAka It
HEJKENANA PEAKLME Upes HALKMOHAJIHA cHCTeMa 3a chobLiaBaHe:
HManbaHMTeNHa areHUMs No jiekapcTeaTa

ya. Jamsan Fpyes™ Ne 8

1303 Cognsa

Ten.: +359 28903417




yeOcaiit: www.bda.bg
4.9 Hperozupane

Jtocera He ca ROKIAXBAHM CIELIMUYHH CUMITTOMH Ha TIPEJI03HpaHe npy Xxopa. Be3 ocHOBa Ha cnydaiHo
npefo3HpaHe Wy CLoGLIEHN 3a JISKAPCKH IPELIKH, HabmIniaBaHiTe CHMITOMH €A B ChOTBETCTBHE C
M3BCCTHHTE HEKENAHH peakuuH Ha DnaBaMen TabneTkH MPOTHB KaIllMHLIA TPH NIPENOPEHHTEIIHHTE A03H H
MOJKE /12 H3HCKBAT CHMITTOMATHYHO NIEYCHHE,

5. ®APMAKOJOTHMYHU CBOVICTBA
5.1 PapMaKkoAHHAMHYHH CBOHCTBA

dapmaxoTepanebTHYHA rpyna: IIpenapath 3a kanuHLIAa M HACTHHKA, MYKONHTHLM
ATC xox: ROSCB06

Ambpokcon, cybcTuTyHpaH GeH3ATaMHH, € MeTabonuT Ha GpomxexcuH. Paznnuaea ce ot GpoMxeKcuH Mo
OTCHCTBHE Ha METHIJIOBA IPYNa M HATHYHE Ha XUAPOKCHIHA rpymia B [1apa-TpaHe NO3HIHA B IHKIOXEKCHIHHS
NpeCTeH. Bhipeku e HEroBHAT MEXaHM3BM Ha IEHCTBHE HE € HAITBIIHO H3ACHEH, CEKPETONHTHIHHTE H
CEXpPETOMOTOPHHTE e(EKTH Ca JOKA3aHK B MHOXECTBO NPOYYBaHHA.

JlelicTBHeTO MMpH Nepopanio NpHIoKEeHNe 3anousa npubnuzuTtento cnen 30 min ¥ npoxemkasa 6-12 yaca, B
3aBHCHMOCT OT NPHJIO}KEHATa eIHOKPATHA J1034.

B npeaxnMHAMYHHM TIPOYBaHHA TOH yBeNHYaBa [IPONOPLMATA HA cepos3HaTa Gponxuansa cekpeuus. Cuura ce,
4e NPUABHKBAHETO Ha MYKYCa Ce YIECHsBA, KaTO C& HAMANIIRA BUCKOZUTETA MY H € AKTHRHpa LIWIHAPHU
€IIUTEN.

AMOPOKCON HHAYLIMpA aKTHBHpaHEe HA CHCTEMATA Ha ChpdaKTanTa, KaTo AeHcTBa AMPEKTHO Ha THI 2
NHEBMOLIMTHTE Ha aJIBeoNHTe i Ha Knapa KIeTkuTe B KPAHHTE OTHeNM Ha AMXATENHATA CHCTEMA.

Toli ynecHasa ofpasysaHeTo H TPAHCMIOPTHPAHETO HA NOBHPXHOCTHO-AKTHBHOTO BEIIECTBO B AJBEONIAPHATA
¥ GponxHanHa obnact Ba 641 apol Ha (eryc 1 Ha BBE3pacTHH. Te3M edekTH ca JeMOHCTPHpPaHH B KIIETHYHH
KYNTYPH H in Vive TIpU pa3iiHiH#i BHOEBE.

5.2 PapMaAKOKHHETHMHHE CBOHCTBA

AMbpoxcon ce pe3opbHpa NPaKTHYECKH HaNTBbITHO Cliell [epOPANHO NpunoxeHHe. Ty CNell NepopaiHo
npunokenHe e 1-3 yaca. AGconoTHaTa GHOHANMYHOCT Ha aMGPOKCOIT SIS NEPOPATHO IPHACKEHHE €
Hamanena ¢ okono 1/3 B pesynrar ot first-pass edexr, ¢ obpaszyBane Ha MeTabOIMTH, KOHTO C€ EKCKPETHPAT
ypes GpOpeLyTe (Hanp. JHOPOMO AHTPAHMIIOBA KUCETHHA, [IOKOPOHKHAK). CBBP3BAHETO C NJIA3MEHHTE
npoTerHH € okoao 85% (80-90 %). KpaifinoTo Bpeme Ha nony;xueoT B Iwiasmara e 7-12 gaca. CymapHoTo
EPEME Ha MONYKHROT B I1a3MaTa Ha aMOpokcon i MeTabonutHTe MY € okono 22 vaca.

AMOPOKCOI MpeMHHABa NIPe3 1ulaneHTapraTa Gapuepa H B 1iepedpOCTMHANHATA TEYHOCT W B MAifYHHOTO
MJIAKO.

Exckpelmsara e 90% npes 616peunre, non dopmara Ha MeTabonHTH, 00pasyBaHH B uepHHA Ipo6. [o-Manko
oT 10% ot 61L6peuHaTa eKckpeums e HepoMeHeH aMBpoKcon.

3nauuma enuMHHALRA Ha aMOpoKcon upe3 AManu3a WK (opcupaHa IRype3a He ¢ OUakpa, B pg




5.3 Ilpeakanurynu JaHHH 3a fesonacHoCT

AMOpPOKCONOB XUAPOXNOPHA HMa HHCBK HHAEKC HA OCTPa TOKCHYHOCT. B npoyuBana ¢ MHOTOKPATHO
npunoxeHHe ce Habmoaasa NOAEL (HABo, 1pu KoeTo He ce HalmozaBaT HeXXENaHH peakluy, no-observed
adverse effect level) mpu nepopannn go3w ot 150 mg/kg/nen (Muwka, 4 cenmuun), 50 mg/kg/nen (mwx, 52
n 78 cenmunn), 40 mg/kg/nen (3aex, 26 ceqmunu) v 10 mg/kg/neH (kyue, 52 ceamuun). He ca nabmonasanu
TOKCHKOJIOTHYHH MPULETHA Opraiy. YeTHpHceIMHYHH TPOYYBAHNA 38 TOKCHYHOCT NPH BEHO3HO
NpuiioKeHAe Ha aMOPOKCONIOB XMAPOXIIOPHN IpH TuTkXoke (4, 16 U 64 mg/kg/aeH), npH Kyyerta (45, 90 u
120 mg/kg/men (MHbY3Ua 3h/neH)) He Noka3BaT TE:KKa JJOKATHA HIH CHCTEMHA TOKCHYHOCT, BKJIIOUHTENIHO U
TBKaHHA naTonorud. Beuuku Heskenanu edektu ca 0OpatiMH. AMOPOKCONOR XHAPOXIOPHA HE € HHTO
eMOPHOTOKCHYEH, HMTO TepaTOTE€HEH NPH pOy4YBaHus ¢ nepopantu aozu ao 3000 mg/kg/nen np# mrbxose
d 1o 200 mg/'kg/nen npu zaiiuy. PepTUINTETET P MBIKKH H JKEHCKH [LTBXOBE HE C€ IOB/IHABA NIPH JIO3H J10
500 mg/kg/nen. Croiinoctra Ha NOAEL B npoy4BaHds NpA NePH- H IOCTHATAIHO pa3suThe & 50
mg/kg/aen. B nosu 500 mg/kg/nen, amGpokconoB XUapoXIoOpH] € 1€KO TOKCHYCH 3a MaikuTe H
[IOKONEHHETO, KOETO C€ JeMOHCTPHpa Ypes 3abaBeHO HafylaBake Ha TelleCHO TerJIO H 110-MaJlko NIOTOMCTBO.
Ipoyusanua 3a FreHOTOKCHUHOCT in Vitro (Amer H TecT 3a XpoMo30MHH abeparliu) H in vivo
{MHKpOHYKIIeapeH TecT IIpH MHILIKa) He pa3sKpHBAT KaKbBTO M Jla € MyTar¢HeH NOTeHLHA 33 aMOpOKCOIoB
XHAPOXTIOpUA. AMOPOKCONIOB XHIPOXJIOPHI He NMOKa3Ba KAaKBETO H J1a € TYMOPOT€HEH NOTEHLMAN B
Mpoy4YBaHHs 3a KaHueporeHHoCT Npu muwixw {50, 200 u 800 mg/kg/aen) n nnexoee (65, 250 n 1000
mg/kg/nen) npu neveHUe ¢ AHETHYHA cMec 3a CHOTBETHO 105 1 116 cenmuum.

6. DPAPMAUEBTHYHN NAHHH

6.1 CnnceK Ha IOMOIHHKTE BEIIECTRA

JlakTo3a MOHOXHIpAT

Hapesuuro vumecrte

Hemynosa Ha mpax

KpockapmMenoza HaTpHii

IToengpon K 30

Marnesues creapat

6.2 HechBMecTHMOCTH

He e npunoskumo

6.3 Cpok na rogHOCT

2 ronHHM.

6.4 CneuHanHH yenoBHs HA chbXpaHeHHe

Ja ce cvxpanssa nox 25 °C.

6.5 Jlanun 3a onaxoskaTa

PVC/anymynnes Onucrep

INoneMiHa Ha ONAKOBKMTE: 10 Tabnerkn
20 TabneTkn
50 tabnetkn

He BCHUKM BMAOBE OIIAKOBKH MOTaT A2 ObRAT MycHaTH B npojax6a.

6.6 CrnenHa/IHH NpeanasHH MePKH NP H3XBLPJIAHE




HenznonspaHust JICKApCTEEH NPOAYKT HIIK O0TNIAABLYHHTE MATEPHAIIH OT HETO TpﬂﬁBa Ja C€ H3XBLPIAT B
CBOTEBETCTEHE C MECTHHTC H3HCKBAHHA.

7. INMPHTEXKATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Berlin-Chemie AG (Menarini Group)
Glienicker Weg 125
12489 Berlin, I'epmanus

Tenecdon: (030) 6707-0
¢akc: (030) 6707-2120
www.berlin-chemie.de

8. HOMEP HA PAZPEIHEHMETO 3A YIIOTPERA

20060358

9, JATA HA ITBPBO PASPEINABAHE/TIOJHOBSIBAHE HA PAZPEIIEHHUETO 3A
YIIOTPEBA

Jara nHa mepBo paspetnaeane: 30.10.2007 r.

Jlarta na nocneno nogHoeasane: 21.06.2011 r.

10. JATA HA AKTYAIIMIUPAHE HA TEKCTA

05/2020




