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aMOpPOKCOIOB XHAPOXJIOPH (amhmxol hydrachlorzde)

IlpouereTre BHHMATE/IHO IAJIATA JIHCTOBKA, PEH 1A 3aN04YHETE 1a IPHEMaTe TOBA JIEKAPCTBO,
Thil KaTO T CbAbLPKa Baxua 3a Bac nndopmannsn.

Bunaru npuemaiite ToBa JIekapcTBO TOYHO KaKTO € OMMCAHO B Ta3H JIMCTOBKA MK KakTo Bu e kazan
Bawmsar nekap unu gapmanesT.

- 3anasere Ta3u JMCTOBKA. MOJXKe 11a ce HAJIOXKHM J1a s poYeTeTe OTHORBO.

- AKO ce Hy)K/JlaeTe OT J0MbJIHHTEIHAa HH(OpPMaLMs UK CbBET, nonuraiite Bawus gpapmaiesr.
- AKO MOJIy4MTEe HAKaKBH HEXKE/IaHH JIeKapCTBEeHM peakiuu, yBeaomere Bawus nekap win
¢apmauesT. ToBa BKIOYBA U BCHYKH BL3MOXHH HEXE/IAHH PEaKLIMH, HEOTTMCAaHH B TA3H JIMCTOBKA.
Bwxre Touka 4.

- Ako cnen 4-5 1HM He ce uyBcTBaTe 1o-100pe Wi cheTosiHHeTo Bu ce Bnowwm, TpsOea na
MOTHPCHUTE JIEKAPCKa MOMOLLL.

KakBo cbIbpia Ta3n JIHCTOBKA

Kakpo npeacrarnspa ®napamea Gopre U 3a KAKBO Ce M3I0/I13Ba
Kakeo Tpa6Ba na 3naere npeau na npuemere ®naBamen dopre
Kak na npuemare ®napamen dopre

Bb3MOXKHH HexenaHu peakLMH

Kak na cuxpansBate ®nasamen dopre

CbabprkaHHve Ha OMaKoBKaTa M JOMBJIHUTEIHA HHpOpMaLMs

O B B 1 et

1. Kakgo npeacrasassa ®aasame] Gpopre H 3a KAKBO ce H3M0/I3BA

®dnapame GopTe ChAbPIKA AKTHBHOTO BELLECTBO aMOPOKCOJIOB XH/IPOXJIOPH/L H TIPHUHA/LIENKH KbM
TepaneBTHYHATA I'PYNa Ha JIEKAPCTBEHUTE MPOAYKTH 3a KAlJIMLA M NPOCTY/1a, MYKOJIMTHLH.
AMOPOKCOI0B XH/IPOXJIOPH]L Ce H3IOJI3BA 3a JIeYeHHe Ha BJIasKHA KallTMLA NPy 3a00/19BaHKS HA
6enuns 1pob u OpoHxHTE.

®nasamen Gopre e NokasaH 3a Jeua Haj 2 ro/IMHH, FOHOLIH U Bb3PaCTHH.

dasamen” popre BreuHsBa OPOHXHATHHSA ceKpeT (MYKYC) M 103BOJIABA N10-ECHOTO MY OT/IEISHE
upe3 kauutiua. TpsaOea 1a ce nockBeTBaTe ¢ JieKap, ako ciaea 4-5 JHH He ce NouyBCTBaTe Mo-106pe
WM CheTOSIHHETO BH ce Biou.

2, Kakgo TpsbBa na 3naere npeau 1a npuemete Paasamen gpopre

He npunemaiite ®aaBamen ¢popre

- aKo CTe aJIepPruiyHy KbM aMOPOKCONIOB XH/IPOXIOPH/I HITH KBM HAKOS OT APYIHTE ChCTABKM Ha
TOBA JIEKAPCTBO (ONMCaHH B TOUKa 6).

dnasamen dopre He TpAOBa 1a ce M3MOI3BA MPH JeLia MO/ JIBE FOJAHHH.

IIpeaynpexaeHns U npeanasHu MepKH

['oBopete ¢ Bawusa nekap win dapmaueBTt npeau aa npuemere Onasamen popre

- aKO CT€ MMAJIH MHOI'O TEXKKH KOXKHH PeaklMH Ha CBPbXYYBCTBHTEIHOCT (CHH
JxoHCBH, cuHApOM Ha Jlaien);

. Cunapom Ha CtuebHC-/DKOHCHH € 3ab0sBaHe ¢ BUCOKA TEMIEPATYpa H o6p
JQUraBuLMTe ¢ 0bpazyBaHe Ha MEXypH.




. Cunnpom Ha Jlaiien e )KMBOTO3aCTpALIABALLO CHCTOAHUE, H3BECTHO OIlE KATO CHHIPOM Ha
nonapeHata koxa. CHMITTOMH ca MoABaTa Ha rofieMH MeXypH, oJoGHO Ha H3rapAaHe.

HMa croOLueHHA 32 TEKKH KOXKHH peakLMH, CBbP3aHH ¢ NPHIoKEHHETO Ha ambpokcon. Axo
MOTyYHTE KO2kKeH OOpHUB (BIJIFOMHTENHO JIE3UH HA JIMraBHLIMTE, HaNpPHMEp Ha yCTaTa, MbpJoTo, HOca,
ouuMTe, TeHHTATHUTE), cnipeTe ynoTpebara Ha Dnaramen dopre 1 HezabaBHO ce 0bageTe Ha Baiuus
Aekap.

- AKo cTpajare ot HapylieHa Ob0peyna GyHKLMA HWIH OT T€XKKO YepHOLpoOHO 3abongpaHe. B
To3H cayudait ®nasamen Gopre Moke a Ce mpuIara ¢aMmo ¢ ocobeno BHHMaHue (Hanp. rpes no-Anira
MHTEpBAH WIH B HAMAEHa 1032 — KOHCYNTHpaiiTe ce ¢ Baung nexap 3a Toea). Ilpu Texxo HapyumeHa
Os6peyna (PYHKIMA MOXKE 2 HACTHITH HATPYNIBAHE HA PA3NaJHH NPOAYKTH HA AKTHBHOTO BELLECTBO
Ha @nasamen dopre.

- Ako cTpanate ot paako 3aboisBaHe Ha GPOHXHTE ¢ NOBHLIEHO 0OpazyBaHe Ha MyKyC (Hamp.
NbPBYYHA LUMITHapHa JHuckHHe3us). Torasa MyKychT He Moxe Ja 6bae otaeneH or 6enus npob. B Tosu
cny4ai dnapamen popTe MOXKe Ia ce MpHIIAra camo Hof Jiekapeko HabnroaeHue.

Jdpyru nexapcrea B Paasamen dopre
Hrudopmupaiite Bawna nexkap wis gapMaleBT, aKko MpHEMaTe WiIH HACKOPO CTe APHEMANH WIH €
BL3MOMKHO a2 NpHeMaTe NPYrH NeKapCTBa.

Jexapcmaa, nomuckawyu kauauyama (QRmumycugu)

TTo Bpeme Ha npHeMa Ha Dnasame] GopTe He TpAORa Ja NpHEMATE JEKAPCTBA, KOHTO HOTHCKAT
KauutH4YHHA pedaekc (T. Hap. aHTUTYCHBH). [IpH DaLMeHTH ¢be ChLIECTRYBalY 3a00M9BaHHA Ha
JHXATEIHUTE MBTHILA, CRIPOBOJEHH C MOBHIIEHO 0OpazyBaHe Ha ClIy3, KATO KHCTO3Ha Gubposa HiH
OpoHxuekTa3Hs, MOXKe Aa ce pa3Bue (ONacHO) HATPYTIBAHE Ha CEKpeT NOpaaH HAPYIeHH KaulTHYEeH
pednekc.

BpeMeHHOCT, KbpMene H GepTHARTET

AKko cTe OpeMeHHa WITH KLPMHTE, CMATATE, Y€ MOXKE Ja cTe OpeMeHHa WK fUTaHupaTe GpeMeHHOCT,
NocsRETBAlTE ce ¢ Bawua nekap wau gapmaLesT npeau ynorpebaTta Ha TOBa AEKAPCTRO.

I'lo Bpeme Ha GpeMeHHOCT MM KbpMeHe Moxke Aa npueMate Drnasamen $opre camo Crope] TOUHUTE
yka3aHHa Ha Bauina nekap. Ocobeno npe3 mbpeus TpuMecTsp, ynotpebata Ha @aaBamen ¢opre He ce
NpenopbuBa.

HaGniogaeaHo e, ue akTHBHOTO BelllecTBO Ha DnaBamen] ¢opTe NpeMHHaBa B MAHYHMHOTO MIISKO.
Mnasamen dopTe He ce npenopbyBa 3a ynorpeba Mo BpeMe Ha nepHojia Ha KbpMeHe.

HekNHHUYHN IPOYYBAHHA TIPH KHBOTHH HE MOKA3BaT BPSAHH eeKTH Ha aMOPOKCON BBPXY
deprunuTera.

IHodupane u paboTa ¢ MAMHHA
Hsama nokasatesncTpa 3a edekra Bbpxy cnocobHOCTTA 3a WodupaHe H paboTa ¢ MALUIMHY.
He ca npoBexxaaHu npoy4BanHs 3a edekra BbpXy crniocobHocTTa 3a odupaHe H paboTa ¢ MalIHHK.

Paasamen ¢opre cuABPKA cOPOHTON H GeH30eHa KHCEIHHA

Toea nexkapcTeo ceaspika 1,75 g copfHTOon BEB BCAKa MEPHTENHA ABXHIA OT 5 ml nepopanex
pasteop. CopOHTONLT € M3TOYHHK Ha ¢pykTo3a. Ako BaimuaT nekap BH € kazan, ue Bue {(unu Bawero
JIETE) HMATE HEMOHOCHMOCT KbM HAKOHW 3aXapH MK aKO CcTe AHATHOCTHLIHPAHH ¢ HAacIeCTReHa
HEMOHOCHMOCT KbM (pykro3a (HFI), paako reHeTHUHO pascTpoHCTBO, PH KOETO HOBEK HE MOXeE J1a
pasrpanu ¢pyKkTolaTa, KOHCY/ITHpaliTe ce ¢ BallHA Jiekap npeau Bue (i nerero Bu) na B3eMeTe WM
Jla MpHeMeTe TOBa JIEKapCTBO.

CopbHTONBT MOXKE Aa NPUYHHH CTOMAIIHO-YpeBeH AUCKOMGOpT M Niek cnabureneH edexr.

Topa nexapcTBo cLabpxka 5,75 mg 6eHz0eHa KHCEHHA BEB BCAKA MEPUTENHA JTHKHUA O
nepopaseH pasTBop



3.  Kak aa npuemare ®aaBamen gopre

BuHare npeeMaiite To31 IEKapCTBEH NMPOAYKT TOYHO CTIOPE]] YKa3aHHATA B TA3H JIMCTOBKA HITH KAKTO
Bu e kazan Bawmst nekap win papmaueaT. AKO He CTe CHIYPHH B Hello, nonuraiite Bawna nexap
HIH hapMaleeT.

OcgeH axko nekap He Bu e npennucan apyro, TpAGBa Aa ce MMAT NpeABH] CIEAHUTE YKa3aHUS 32
(dnasamen dopre. Mons, criaspaiiTe yka3zaHUATa 3a MPHIOXKEHHE, 3aI0TO B IPOTHBEH Cay4ai
(QaapaMel GopTe HAMA 13 OKAXKE OUAKBAHHA eeKT.

l'[penop'btmrenua'ra Ao3a e:

Jeua mexay 2-5 roguun

Y4 MepuTeNnHa TkkutKa ¢ 1,25 ml nepopanieH pa3TBop 3 METH ZHEBHO (€KBHBANICHTHO HA 3 TbTH 7,5
mg aMOpOKCOIOB XHAPOXIOpHI = 22,5 mg aMGpOKCONOB XHAPOXJIOPHA/ICH).

Jeua mexay 6-12 roauHu
¥4 mepurenHa nMbxHuKa ¢ 2,5 ml nepopaneH pa3teop 2-3 METH AHEBHO (€KBHBAJIEHTHO Ha 2-3 NbTH Mo
15 mg ambpokconor xuapoxnopua = 30-45 mg aM6poKconoB XHUApoOXIopHI/aeH).

IOnowy Hax 12 ronHHH M BbL3pacTHU

[Tpe3 mepBHTE 2-3 AHH N0 €HA MEPUTENHA IHKHYKA ¢ 5 ml nepopaieH pa3TBop 3 MbTH AHEBHO MO
BpeMe Ha MbpBHTE 2 10 3 1HM (eKBHBATEHTHO Ha 3 nbTH No 30 mg ambpokconos xuppoxnopun = 90
mg aMOpOKCOIOB XHAPOXJIOpU/IeH), Cile] TOBA NO e/IHA MEPHTENHA JIbkHuKa ¢ 5 ml nepopanen
pazTBop 2 NbTH AHEBHO (EKBHBAIEHTHO Ha 2 mbTH No 30 mg aMOpokcoior xugpoxiopug = 60 mg
aMOpOKCONOB XUAPOXACPUA/IEH).

3abenexka:

JHeBHaTa J03a Moxke 1a Objie yBennveHa 10 2 MEPHTENHH TEXKHYKH, BCAKA ¢ TI0 5 ml mepopaneH
pasTeop, 2 NbTH AHEBHO, 34 12 C€ NOCTHTHE N10-100Bp edeKT (eKBHBaNEHTHO Ha 2 bTH no 60 mg
aMOpokconos xuapoxiopua = 120 mg aMGpoKkcoNoB XHAPOXNOPUI/AEH).

HaunH HA NpHIoKeHHe
3a nepopanto npunoxeuue. [puemere Mnasamen Gopre cnen XpaHEHe ¢ MOMOLITA HA MEPHTETHATA
JBXKHUKA.

IIponbIAHTENHOCT HA HPHI0KEHHE

®nasamen opTe He TpAGBa 1a ce Npunara noseue ot 4-5 aHH €3 KOHCYTALNS C JIeKap.

Ako onnakpaHWaTa Bu He ce nosaKABaT cied 4-5 AHEBHO JedeHUe WIH JOPH Ce BJIOLLABAT, MOCETETE
Beanara nekap!

Mons, cnoaenere ¢ Bauina nexap Wi gapmauesT, ako HMaTe 4yBCTBOTO, 4Ye edekThT Ha Dnasamen
dopTe € TBBpAE CHIEH WIH TBBPAE C1a6.

AKo cTe npHe/TH NOBede OT HeoGxonumara no3a ®aasamen dopre

B13 ocHoBa Ha cbo01IEHHA 32 C1y4aiHO Mpemo3upaHe /KK rpelliHa IEKApCTBeHa ynotpeba,
HabnonapaHKUTE CUMITTOMH CBOTBETCTBAT Ha H3BECTHHTC HeXkeNaHH peakuuu ot Onasamen popre
NPH NPeNoOPBLYMTEIHH 103H. B cnyvail Ha npenosnpaHe ce CBBpIKETE C JIeKap, KOATO LE 3aMouHe
JIeYEHHE B CHOTBETCTBHE C MOABUIIHTE C& CHMITTOMM HA MPeRo3IHpaHe.

AKo cTe nponycHaIH Ja npuemete ®aasamen gpopre
HITH CTE MPHENTH MHOMD MAJIKa 103a, B3eMeTe IeKapCeTBOTO B MPEINMHCAHATA 1032 HA CRENBALIMS
npueM. He B3emaiite aBoiiHa 1o3a, 2a 1a KOMNEHCHPATE NPOIMYCHATATA 032,

AKO HMaTe JONBITHHTEHH BLIIPOCH 3a MPHUIOKEHHETO Ha TO3H JIEKAPCTBEH NPOAYKT,
ce ¢ Bamns nexap unu ¢apmauest.




4. Bb3MOXKHH HEKENAHH PeaKUHH

KakTo BCHUKH NeKapCTea, TOBA JCKAPCTBO MOXKE a NMPeIH3BHKA HCXKCIAHH PCAKUMH, BBIIPEKH Y€ HE
BCEKH I'd TIoNTyyasa.

Hexenanu peaknHn

Yecmu (moxce Oa 3aceznam 0o I na 10 oyuu):

- raJicHe

- IpOMsHa BbB BKyca

- H3TPBIIBaHE Ha yCTaTa H IbPSIOTO (XHIOeCTe3us)

Hevecmu (mooice 0a 3aceznam 0o 1 na 100 dywu):
- MoBphIaHe

- CYXOTa B ycTara

- nHapus

- NpobNeMH ¢ XpaHOCMHUIAHETO (IUCTIENICHA)

- KopeMmHa Honka

- BUCOKA TeMMepaTypa

- MYKO3HH PEaKLHH

Peoxu (moxce oa 3aceznam oo 1 na 1000 oywu):
- peakLWH Ha CBPbX4YBCTBHTENHOCT

- 0OpHB, ypTHKApHA

- CYXOTa B I'bpJIOTO

Muozo peoxu (mooxce oa 3aceznam oo 1 na 10 000 dywuu).
- [ToBHLIEHO CITIOHOOTAENAHE

C neuzgecmna vecmoma (om HanwuHumMe OAHHU He MOXCE 0a DbOe HANPABEHA OYeHKA):

- aHaQHNAKTHYHH PEaKLMH, BKITIOMHTENHO aHaQHNAKTHYEH LOK, aHTHOSAEM (Obp30 pa3BHBALL Ce OTOK
Ha KoXKaTa, MOJKOKHATA ThKaH, JIWTABHLIUTE WIH NOANHIaBHYHUA CJ10i) H NPYPHTYC

- TEXKKH KOXKHH HEXKENaHH peakuuH (BKIIOYMTENHO epuTeMa MynTtudopme, cHHApoM Ha CTMBBLHC-
JDKOHCHH/TOKCHYHA €NUIEPMalIHa HEKPOJIN3a H OCTPa reHepali3upaHa eK3aHTeMHa MyCTy/103a).

- PecniupaTopen auctpec (KaTo NpH3HAK HA peakUHs HA CBPbXYYBCTBHTENHOCT)

Croblapate Ha HEXeNaHH PEaKLHK

AKO MOJTY4HTE HAKAKBH HEXKEJIAHH JIEKApCTBEHH PeakUMH, yBeaoMeTe Baluua nekap, papmanest win
MEIMLIMHCKA cecTpa. ToBa BKIIOUBA H BCHUYKM EB3MOXKHM HEXENaHH PEaKLMH, HEOMHCAHH B TA3H
nMcToBKa. MoxkeTe cbio fa choOLIKTE HeXKeNaHM PeakUMK JUPEKTHO Ype3 HALMOHAJIHATA CHCTEMA 33
crobiaeane:

HanbnHUTEIRa areHUMA N0 JIeKapcTBaTa
yi. ,,Jaman [pyep” Ne 8

1303 Codmn

Ten.: +359 28903417

yebcait: www.bda.bg

Karo crobuaBare HexkenaHH peakLMK, MOXKETE J1a Aa/ieTe CBOA MPHHOC 32 NOJy4aBaHe Ha Nl
HHPOpPMaLHA OTHOCHO 6E30MacHOCTTa Ha TOBA JIEKAPCTBO.
5. Kaxk na chxpanssate ®nasamen gopre

Ila CE€ CBXpaHABa HA MACTO, HENOCTHITH 32 Jela.




He n3anonapaiite ToBa JICKApCTBO Cli€d CpOKa Ha roqHoCT, otbengazan BBLPXY €THKETA H KApTOHEHaTa
KYTHA Clicq “Tonen no:”. CpOK'bT Ha roDHOCT OTroeapa Ha nocja€aHHa ACH OT NMMOCOYCHHA MECELL.
Tosa NEKAPCTBO HE H3WCKBA CIICLIHAJTHH YCIIOBHA 38 CHLXPAHEHHE.

Cpox Ha rogHocT C/ieA IbLPBO OTBAPHHE
CrabuaHocT cliefl oTBapaHe Ha OyTHNKara: 6 Mecena.

He HSXB'pr'IFIﬁTe JICKapCTBaTa B KaHANMHU3alNnATa WIH B KOHTeﬁHepa 3a JOMAlIHH OTNaaABLUA.
Tonuraiite Bamus d)apmaueBT KaK Ja H3XBBPIATE NCKAPCTBATA, KOUTO BCUC HE H2MOJ3BATE. Tean
MEDPKH ¢ CNOMOTHAT 34 OMa3BaHC Ha OKOJIHATA Cpela.

6. Cw:u;pacauue HA ONMAKOBKATA H JONBJIHHTENHA nnd)opuaunn

Kakpo coanpxa ©Oiapamen ¢popre

AKTHBHOTO BELUECTBO € aMOpoKconoB xuapoxnopua. 1| ml nepopaneH pasTBop cbhiabpika 6 mg
aM6pOKCONOB XHAPOXJIOPHI.

Bcaka meputenHa nbxuvka ¢ 5 ml nepopaneH pasteop chaAbpka 30 mg aMGpOKCONOR XHAPOXJIOPHI.

JpyruTe CECTaBKH ca:

Cop6uron (E 420), TeueH (Hekpuctanuzupain) (Ph.Eur.), 6enzoena kucenuna (E 210), rmuuepon (E
422) 85 npoueHTeH, XHAPOKCHETWILIENYI03a, APOMAT MATHHA (ChABPIKALLl BAIEPHAHOBO Maclio,
eTwialerar, eTHn0yTHpar, p-xuapokcudenun GyraHoH, anda iioHoH, GeTa HOHOH, H30aMHI ALIETAT,
H3oamMun 6yTupar, po3oBo Maco H 1,2-nponunenraukon [E 1520]), npeuncrena soaa.

Kak n3raexga ®aabamen GopTe B KAKBO CHILPKA ONAKOBKATA

BucThp, Oe3uBeTeH a0 ONEROHBIT pasTBOD.

®nasamen ¢opre e B onakoska o1 100 ml nepopanex pasTsop.

B onakoskaTa € MPH/I0OKEeHa MEPHTE/1HA IbXHYKA. MepHTenHaTa TbKHYKA € OT NOJMIPONHIEH ¥ IMa
MepurenHu JiMHuM ot 1,25 ml, 2,5 ml u 5 ml (pu65T Ha TbKHUUKaTA).

IIpuTexarTen Ha papemeHHeTo 3a ynorpeba
Berlin-Chemie AG

Glienicker Weg 125

D-12489 Berlin, ['epmanns

IlponisognaTen
Berlin-Chemie AG
Glienicker Weg 125
D-12489 Berlin, ['epmanus

To3n JekapcTBEH BPOIYKT € pa3peieH 3a ynoTpeba B crpannTe-4ieHKH Ha EBponeiickoro
Hxonomuuecko IlpocTpancTBO cbe crequuTe HMEHA

brarapus ®naeamen dopre

Ectonus Flavamed forte

OUHNAHIHA Flavamed 6 mg/ml oraaliliuos

Tepmanus Flavamed Hustensaft 30 mg/5 ml Lésung zum Einnehmen
JlatBus Flavamed 30 mg/5 ml $kidums iek3kigai lietoSanai

JIutea Flavamed 30 mg/5 ml geriamasis tirpalas

IMonua Flavamed max

Cnoakns Flavamed forte peroralny roztok

Cnopenus Ambroksolijev klorid Berlin-Chemie 6 mg/ml peroralna razt




JaTa Ha nocjeAHO NpepasriieKAaHe HA JTHCTOBKATA
1172025




