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KPATKA XAPAKTEPUCTHKA HA TIPOAVKTA



| M2RBLAKUTENHA ATEHLMA NO NEKAPCTBATA

1. HMME HA JIEKAPCTBEHUA POXYKT ! Kpamxa xaparmepucmuKs 1 npogysma - Npuraxenie 1
e o ... AOILOAAG

Ambponurun 30 mg rabrerkn

Ambrolytin 30 mg tablets Paspeuetue e SVBEp S LEAO
? 25 -05- 00
$ OGOBHOHUE N 11 vevssnsiersnnersrsirssarafyes secacssreasrosssssnsusyinsas

2. KAYECTBEH 4 KOJIMMECTBEH ChCTAB

Beaxa rabnerxa ceavpxa 30 mg amGpokconos xugpoxnopun (ambroxo! hydrochloride).

Tlomouy BeecTBA ¢ WIBECTHO JGHCTRHE: JIAKTO3a MOHOXHApAT. Beaka Tabnerka chanpxa 171 mg nakrosa
MOHOXHM/IpaT.

3a MLAHKA COXUCHK HA ROMOIHHUTE BENIECTBA BIKTE Toyka 6. 1.

3.  JIEKAPCTBEHA ®OPMA

TaGnerka
Benu mo noute Genw, TWIOCKH, Kpbru TabaeTky, ¢ IBYCTpaHHA (aceTa U AeNUTeNHA YepTa, AHaAMEeTEp 9 mm,
Tabnretxara moxke fa Opae pasaenesa HA ABS PaBHH JI03M.

4. KIHHHIHHA JAHHHA
4.1 TepanepTHUYHE NOKAIAHAY

AM6ponuTuE TaONETKH C& MPHIATE 33 COKPETOMMTHYHA TEPANNA NIPY OCTPH M XPOHHMYHU GpOHXo-
TMyJIMOHA/IHH 3a00NRBAHNA, CBbP3IaHN ¢ aDHOPMEA MYKYCHA CEKPELMA M HAPYLIEH MYKYCEH TPHCIIOPT.
AM6ponHTHH TaOneTKY e IpeHa3Haves 3a ynoTpe(Ga pu Aeua Haj 6 TOIMHH, IOHOLIH H BB3DACTHH.
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ﬂ,osnpomca

Heya om 6 do 12 200unu
Tipenopsusanara noza ¢ 15 mg amGpokcosos xuapoxnopus (¥ tabnerka) 2-3-0bTH JHEBHO.

IOnowy vao 12 200unu
Tipeniopbypanara no3a € no 30 mg amGpokconos xuapoxinopus (1 rabrerka) 3 WhTH AHERHO B MLPBUTE 2-3
AHK, cnen koeto 1o 30 mg amOpokconos xuapoxtopua (1 TabreTka) 2 ILTH AHEBHO.

Bw3pacmnu

Hperniopbusanara no3a e no 30 mg amBpokconos xunpoxsiopus (1 Tabietka) 3 TbTH ZHEBHO B MEPBHTE 2-3
auH, chea koeto no 30 mg ambpoxconos xuapoxiopusa (1 Tabetka) 2 noTy AHEBHO.

HuepHaTa go3a Moxe Jia Obae yeenuveda 10 60 mg ambpoxconos xuapoxiopua (2 TabaeTku) 2 et
JAHEBHO.

Heouampuuna nonynayus
AwmbponyTun 30 mg TabneTky He ca NOAXOAAIIY 34 Aeua OX 6 FOAUHM FOPaH BUCOKOTO ChIbMKAHNE HA
AKTUBHO BEILECTRBO.

layuenmu ¢ veprodpobno wiu bubpeuno yepescoane
HauyuenTure ¢ uepnoapoGHo unu 66peuto yEpex/atie TpabBa 1a NOTHPCAT MEZNLBHCKA
HPHMEMAT TOBA IEKApCTBO (BXK. TOYKA 4.4).

g PEIRASS

B T e



Tazn AO3UPOBKA € MOJXOAALIA 32 JAEYCHHE HA OCTPH 3a0ONIABAHKA HA PECTIMPATOPHHAS TPAKT H 38 HAYATHA
TePania Ha XPOHMYHHK ChCTOAHNAA 10 14 aum.

IlpopskuTeHOCTTa Ha JiedeHReTo He Tpabea na vaneMwaRa 4- 5 AHM Ge3 KOHCYTTALHS C JIeKap.

HauuH Ha OpHIoKeHHe
3a nepopatHo HPHIOKESHHE.

TabnerkuTe ce npUeMar cien XpaHeHe, © NOCTATHYHO KONHIECTRO TEHHOCT {HAMIp. BOJa, 4ail Wil IUIONOB
COK).

4.3 TlporsponokasaRus

- CBp'BX‘(YBCTBHTeﬂHOCT KBM @KTHBROTO BEIIECTBO WIH KbM HAKOC OT IIOMOINHHTE BEMISCTRAE,
#30poeHH B T.6.).
- Hewa noa 6 roguny nopamM BUCOKOTO ChABPHAHHE H2 AKTHBHO BEINECTEO.

44 Cpennannu npenynpexIeHHA H NPEIUAIAK MEPKHA BpA ynorpeba

Kokuu neyuu

Hma choBILEHHS 32 TEXKH KOXHH PEaKidi KaTo eputema My rtadopme, curapom Ha CTurbic-JLKOHCHH
/TOKCHYHA enHAEpPMATHA HEKPOJIU3A M OCTPA reHepaTH3Kpata eK3aHTEMHA ITyCTYJI03a, CBbP3aHH C
NPHIOKEHKETO Ha aMOpPOKCO0B XHAPOXIOPHI. AKO MM CHMITIOMY WIH NPHU3HALIA Ha MPOTPECHPAIL] KOWKEeH
06pus (NOHAKOra CELP3aHK C MEXYPH WIM [IC3UM Ha JIMTABHLIKTE ), IEUEHHETO ¢ GMOPOKCOOB XHAPOXIIOPHA
TpabBa na 6be He3abaBHO NPEYCTAHOBEHO M 4 CE MOTHPCH MEAMIIHHCKA HOMOLL,

HepuoapoOun w/uny Gubpeyny Hapylienus

Tipys Hasm4ue Ha napyiena 6x6peuna QyuKimsT WK TeXKo HepHOapoGHO 3abonasane AMEPONHTHE MOXE
Ia ce M3MON3Ba CaMO ClIe/l KOHCYITALHA ¢ JleKap. KakTo [IpH BCAKO JeueHHe C MeMKAMEHTH, KOUTO Cce
MeTabomu3npar B yephns Apob U ce euMHHMpaT npes 6s0penuTe, B CiTyyail Ha Texxa 6ubpeyna
HEJIOCTATHYHOCT MOXKE 114 C& 04AKBAa HATPYTIBaHE Ha aMOGpPOKCOA0BH MET20ONHTH B wepHus apob,

Hopanu BEIMOKHO HATpyMBaHe Ha CEKpeUHNA, aMBpoxcon Xuapoxhopul Tpabea fa ce H3NOI3BA C NOBHILUEHO
BHUMaHHE NPH Hapyieda SpouxomMoTopHa GyHKIMA M TOJIeMH KOJHHeCTBa cexperus (Hanp. py paaxa
I'PPBHYHA HUITHAPHA AUCKNHEIMA).

Toi kaTO MyKONUTHLMTE MOFaT /la HAPYIIAT CTOMAIIHATA NUrapuna, amGpokcon TpaGEa fa ce U3MoN3Ba
BHHMATE/THO [TPH HAUMEHTH C AHAMHE32 33 NeNTHYHA 138eHa GoecT.

Tlomomyy BemecTra

Tosn nexapcTaen NpOAYKT ChABP A JIAKTO3a8 MoHOXHAPaT. [lanuenTH ¢ pENKK HacheCTBERH MpobaeMH Ha
HETIOHOCHMOCT KbM FaJIakT03a, ITb]IeH NaxTaleH AeGuuMT Wid rfoKo30-ranakto3Ha Manabeopbuma ne
TpuOBa na npuemar TOBA NEKAPCTEO.

4.5 BiaumopeiicyBue ¢ IPYIR IGKADCTBEHH OPOAYKTH U APYrH OpME Ha BiaRMoelcTRRE

He ce npencprusa esHospemenHata yriorpefa Ra aMOPOXCONIOB XHAPOXIOPHT C IEKAPCTBEHY IPOLYKTH,
(TOTHCKAINM KailiHUaTa.
He ca noknansanu KIMHMYHO 3HAUUMY HEKEITAHH B3AHMONEGHCTBHA € APYIM JIEKAPCTBEHH TIPOLYKTH.

4.6 @epTHAHTET, GPEMEHHOCT H KbPMENE

bpemennocm

AMEPOKCOIOR XHAPOXIOPH IPEMHHABA NIPe3 IlaleHTapHaTa Gapuepa. JlaHuuTe ot mp
NPOYYBaHUA 32 TEPATOTCHHOCT ¥ NPOIBIDKHTCITHUTE KIKHAYHY HAOMIOAEHHA TIPH fIp & 1 i

no Bpeme Ha GpeMeHHOCT cite/l 28-Ta recTALHOHHA CEAMHMLA, HE NOKA3BaT YBPEKIaH .‘mo;;amYummﬁm‘a
Ha aMOPOKCONOR XHAPOXAOPHS, OCOOEHO B ITHPBUTE TPH MeCElla OT GPEeMEHHOCTTa, ée fnpandpmsa.




Kvpmene

AMGPOKCOIOB XHAPOXACPU IPEMHHABA B MAITYHHOTO MISKO.

Brapexs, ue He ce ovakear BefaronpusTHi eeKTH BRPXY KBPMAYETO, HE CE MPENOPbUBa YNoTpe6aTa Ha
aMOPOKCONOB XHAPOXJIOPHS 10 BPEME HA KhPMEHE.

Depmunumem
TIpeisiMHIHUTE POYYBAHNA HE OKA3BAT NUPCKTHY WH HHIHPEKTHH YBPEXKAAMH eeKTH [0 OTHOLICHUE

Ha epriiinTera (Ba. Touka 5.3).
4.7 EdexTa BLpxy cnocobroctTa 3a isodpupade u pabora ¢ MamuEn

Hsma noxasarencrea 3a ehexta Ha aMGPOKCONIOR XMAPOXIOPHA BBPXY CliocoBHOCTTa 32 WodHpane ¥ paboTa
€ MalUMHH OT NOCTMAPKEeTHHIOBHTE JaHHH. He ca mpoBexaadn uacnensanus 3a edextire Ha aMGpoKcomos
XHAPOXJIOPHA TabaeTku BupXy cnocobHocTTa 32 wodupase U paboTa ¢ MAMHNM.

4.8 Hexenaun nexapcreeHd peaknds

Hexenannte nexapcTReHN peakliud ca KiacuduIMpaHy Mo CHCTEMAa OpraH-KIac M fio YectoTa. YecTorara
no MedDRA otrosaps sa: Muoro wect (2 1/10), dectu (= 1/100 u <1/10), nedecrn (= 1/1 000 u <1/100),
pemxu (2 1/10 006 u <1/1 000), MHOro pemcu (<1/10 000), c Heu3BecTHA YecTOTa (OT HATIHMHWTE JAHHH He
MOKe 72 61 HApaBeHa OUEHKA).

Hapyumienus Ha pMYHHATA cHCTEMA
Pednu: peakunu Ha CBPLXYYBCTBATEIHOCT
C neuzsecmuna vecmoma: asadUNaKTHIHA PEAKUMH, BKTIOIHTETHO aHa(HIAKTHYEH 10K, AHTHOEIEM,

TpypHTYC.

CTOMAINHO-YPE¢BHY HApYLIeHHA
Yecmu: raneue
Hewecmu. nosprinane, nuapys, Aucnencud, croMamya Gonka.

Hapyuienud Ha kOmKaTa i HOIKOKHATA TEKAH
Peoxu: ofipusH, yprukapus

C neuseecmna vecmoma: TEKKH KOKHM HEKETAHY PEakUMK (BN, epUTEMa MYTTHPOPME, CHHIPOM Ha
Crasbic-J[DKOHCHH/TOKCHYHA SITHAEPMATHA HEKPONH3a ¥ OCTPA FeHEPANM3HPAHA EKIAHTEMHA TYCTY/I03a).

Crofiarane Ha NOJOINPAHM HEIKETAHM PEAKIIHH.

Cro61IaraHeTo Ha MORO3HPAHH HeKeaHK PeakuHH ClIe/ paspelaBate 3a YIOTpe6a Ha NEKAPCTBERHS
npoayKT ¢ BaxkHo. ToBa 1103801484 N2 NPOSHITKH HAGIIONEHIETO HA CEOTHOLIEHHETO (I0132/PHCK 33
NEKAPCTBEHMSA NPOXYKT. OT MEAUUMHCKUTE CIECUHATHCTH C6 HINCKBA 1a cHOGIIABAT BCSAKA NONO3KPaHA
HEXenaHa peakuiA 4pes Msnbanuresnna arennus no nexapersara, yi. Jamsu Cpyes Ne 8, 1303 Codan, Tea:
+359 28903417, yebcaiit: www.bda.bg

4.9 IIpexozupame
Hsma c1oGinenns 3a crenindu4HN CHMIITOMH Ha MPEIa3HpaHe npu Xopa ¢ aMBPOKCOIOR XHAPOXIIOPHTT
nocera. Habmonapanure mpu cnywaiiHo Npeso3upane Uk HempaBniHA ynoTpeta Ha JIEKAPCTBOTO

CHMIITOMH, CLOTBETCTBAT Ha [TO3HATATE HEXKEAAHH peakilHH B TIPETIOPBUBAHHTE T03H H MOXKE na €
HEOOXO,THMO TPOBSAKNAHETO HA CHMITTOMATHYHQ JICUCHHE.

5. ®APMAKOAOIWYMHH CBOMCTBA




5.1 DapMakoIHHAMHEYHNA CBOHCTBA

QapmakoTepanebriuHa rpyma: EkcriekropanT, ¢ Makimodesre ta KOMOURALHHE ChC CYTIPECOPH Ha
KALLTHLA, MYKOIHTHIH.
ATC xon: RO5SC BO6

Mexanu3nM Ha RelicTBHE

AmGpoxcon ~ 3amecTeH GeH3IIAMHEH - ¢ MeTaboNKT Ha GPOMXEKCHH. 32 pastuka oT 6pOMXeKcHH, TOH HaMa
METHIOBA IPyTia, 4 MMA XMIPOKCHIHA IPynia B Napa-TpaHC NO3HIHATA Ha IHKIOXCKCWIHHMA PBCTeH.
Brupexy, ue HeroBus MeXanusbM Ha JSHCTBHE BCE OME HE € HABJIHO K3SCHEH, PAITHUHE NPOYIBAHMA
Pa3KpHBAT COKPETOHTHYHY H CEKPETOMOTOPHH eEKTH.

[Tpu npeaxtuHTiHA NPOYYBaHHKA € YCTAHOBEHO, Ye aMOPOKCOIOB XUAPOXIOPH MDEAHIBHKBA YBE/THUCHHE
Ha Cepo3HATa OpOHXMANHA CEKpeLa. AMOPOKCONOR XHAPOX/IOPH YBE/IHYaRa IPOAYKLHSTA Ha Genoapoben
CHPHAKTAHT ¥ CTUMYJIMpa UMITHMAPHATA AKTHBHOCT. B pesyirtar Ha TOBa ce HAMAJISBA MYKO3HHA BHCKO3HTET
H Ce YBeNHUaBa MYKYCHHS [OTOK M TPAHCTOPT (MYKOUHIHAPEH KIIMPBHC).

Dapmakoantamuany edexrr/ Knunnuna edrkacHoCT ¥ Ge30MaCHOCT

Cexperonurunnat areHr aMGpOKCON 3aCHIBa MYKYCHHA KITHPBHC, YICCHABE OTXpayBaHeTo H oblexyapa
TIPOYKTUBHATA KAULTHUA Bh3 OCHORA HA CEKPETOrOHHATAE aKTHBHOCT, CTHMYJINDAHE HA IPOM3BOACTBOTO HA
Genonpoben CLPHAKTAHT U CTHMYSTHPAHE HE MYKOLMWIMAPHIS TPAHCTIOPT.

B npenxnMHUGHHUTE TECTOBE € YCTAHOBEHO, Y€ TOM YBEIYARa JIENa HA CePO3HATA GPOHXHAIIHA CEKPELHA.
HaMajeHHAT BUCKO3UTET H aKTHBHPAHETO HA OCUIMPAILNA eTNHTE/ NOJIOMAraT TPAHCTIOPTA Ha XPauKy.

AMBPOKCON HRAYLMpPa AKTHBHPAHETO HA NOBBPXHOCTHO-BKTHBHATA CHCTEMA UPE3 HPEKTHO Bh3AciicTne
BBPXY nHeBMoLmTH TR [I 8 aneeonnre u kretkute Ha Knapa B Mankure NUXaTe) sy ITHTHINA,

Toit nopnomara oGpa3yBaHeTo M EKCKPELUATA HA CHPGAKTAHT B AIREONMTE M OpPOHXHTE HA 1033 u GenHTe
npobose na BB3pacTHH. To3K edeKT € NEMOHCTPHpaY B KNETHYHE KYATYPH K i Vivo NIPA paxTH9HH BUIOBE.

Hayanoto Ha icficTBUETO MY Cilefi IEPOPATHO NPIICKEHHE HACTHNBA CPEMHO ciaell 30 MUHYTH |
npoasKasa 6-12 yacs, B 3aBHCUMOCT OT SAMHHYHATA O34,

Cnen nprem Ba aMOPOKCOJIOB XMIIPOXIOPUA CE NOBMIIERA KOHUCHTPALMATE HA HAKOH aHTHOMOTHIHM
(aMokcHIMIHY, LehYPOKCHM, EPHTPOMHLNH) B OPOHXHAIHHA CEKPET H CIOHKATA,
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Abeopbiiug

Ambpoxcon ce abcopbupa noyTH HATLIHO Clel NEPOPAITHO IPUIOKEHHEe, MAKCHMANHHETE IUIA3MEHH HUBA
Ce JOCTHraT B paMKHTE Ha | 1o 3 qaca crex NpunoKeHHETo.
AbGcomotHaTa GROHANUYMHOCT el MPHICAKEHHE HA eHa Tabnerxa ot 30 mg sL3mM3a Ha 79%.

Paznpeacneuue
Paznpeaenenuero Ha aMOPOKCONIOB XUNPOXTIOPU/L OT KPBBTA KbM THKAHHTE € 65p30, KATO MaKCHMAIIHATA

KOHLEHTpaLs Ha AKTUBHOTO BELLIECTBO € YCTaHOBeHa B HenuTe Apobose.
CrBbp3RaHETO C MIAIMEHUTE NIPOTEHHU € 0K0II0 85% (80-90%).

buorpanchopmanus
Oxoito 30 % ot npunoseHaTa NePOPAlTHO 1032 ¢ Pasrpaxia 4pes first- pass MeTaboauzpm.
AMOPOKCONOB XMAPOXIOPHA Ce METaGOMNIHPA FIIABHO B HEPHHA Apob Jupes IOKOPYHUpAH
70 auGpoMaHTpaHKUNoRa Krcenuda (npubaaznrento 10 % or nosara).




EnnmuHepane
9G% ot exckpeATa c& OCHUIECTBABA Npe3 OvOpeuyre BLB BUA Ha METAGONMTH, MPOHIBEACHH OT HEPHUS

apo6. Mo-manxo ot 10% or GLOpeunaTa eKCKpeIWwA € BLB BH HA HEMPOMEHEH aMBpOKCOn.

Kpalindar nosyxusoT Ha eIHMHHApaHE Ha aMOPOKCONOB XUAPOXIAOpUA e apubimanTenHo 10 vaca.
AMmOpokcon npemHHapa ILTALEHTapHATA GapHepa H MHHABA B UepeGpOCIHHAIIHATA TEYHOCT U KbPMATA,
DapMAKOKUREMUKA NPYU CREYUATHY ZDYIYU NAYUEHINYU

Tlpn naumenTy ¢ HapyeHa uepHoapoGHa QyHKUKA eTHMMHHPAHETO Ha aMBPOKCONOR XMAPOXNOPHT €
HaMAJIEHO.

TIpm Texkko GuOpeuno yepekIaHe ¢ Bh3MMKHO HATPYIBaHe Ha AMOPOKCONORH METASOAKTH,

Apyeu

PDapMaKOKWHETHKATA Ha aMOPOKCONOB XMAPOXIOPHT He CE OBAMSBA OT BE3PACTTa H 110114 B KIHHHYHO
3aBUCHMa creried. [1o Ta3u NpHYHHA He ce HAAra MPOMSAHA HA NIPENOPLYAHATA 1034,

Xpanara He OKa3Ba BAHAHHE BEPXY OHOHATMYHOCTTA HA aMOPOKCONOB XHAPOXIOPHA.

53 Ilpeaxiunuynn nanuu 3a Gezonacnoct

HexsmunynMTe NaHAM He NOKa3BaT 0co0eH PHCK 3a Xopa Ha 5a3aTa Ha KOHBEHIHOHATHHTE

(hapmakonorHyHN NpoyvBaHHUs 3a GE30NACHOCT, TOKCHYHOCT IPH MHOTOKPATHO TIPHIIATAHE,
TeHOTOKCHYHOCT, KAPUMHOTEHEH IOTEHITHAN, PENPOXYKTHBHA TOKCHYHOCT M TOKCHYHOCT 33 Pa3BHTHETO.

6. GAPMAHEBTHYHHW JAHHH
6.1 Curcek Ha ROMOUIHATe BEIECTBA
JlakTo3a MOHOXHApAT

apeBuyno uuinecre

CuiinnHes ZHOKCH, KONOKAEH 6e3BoacH
Marnesues creapar

6.2 HecsBMecTEMOCTH
Henpunoskumo.

6.3 Cpoxk na regnocr

2 (mse) roguHH.

6.4 Cuennannu yc1oBus HA CHLXpanende
Ha ce cuxpanasa non 25°C.,

6.5 Jianpy 33 ONAaKOBKATA

10 (mecer) Tabnetxu 8 PVC/Al win PVC/PVAC/Al Grucrep.
2 (apa), 3 (Tpu) waw 5 (net) GnucTepa ca MOCTABEHM B KAPTOHEHA KyTUS, 32€[IHO ¢ IMCTOBKA 3& NALHCHTA.

He Bowyky BUIOBE OMaKoBki Morat Aa Obgat mycHaT B npojaxta.

6.6 Crheunagud npeina3sHs MepKAE NPH MIXBLPIsAe 0 pabora




Heusnonssanuar HPOIYKT WIH OTNIANBYHHTE MATEPHANINA OT HErO Tpxﬁsa A8 C& HIXBLPJIAT B CBOTECTCTBHE C
MEeCTHHTE H3HCKBAHHA.

7.  HPHUTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA
CODAPMA AR

ya. Hnuercko moce 16, 1220 Codns, Brarapus

8. HOMEP(A) HA PASPEINEHUETO 3A VIIOTPEGA

Per Ne 20210126

9.  XATA HA ITBPBO PA3PENIABAHETIOAHOBABAHE HA PASPEHIEHHETO 3A
YIIOTPEBA

Jara Ha unpeo paspewagane: 25.05.2021r.
10. JATA HA AKTYAJIMIAPAHE HA TEKCTA

HAuyapwu, 2021.




