b. JUCTOBKA



M3MTLIINMTERHA ATEHUMS 110 EKAPCTBATA
Jhrcrota - Fpunranerive §

JIncropxa: madopmanug 3a na %M i
AmOpoauTan 30 mg/S ml ca orl "
Ambrolytin 30 mg/5 ml syrup™"
amMOpokcooB Xuapoxsiopua (ambroxol ﬁxgr ¥
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IIpoueTere BEMMATEIHO NEJIATA JHCTOBKA, IPE/IH A4 3aN0UHeTe 12 NPpHEMATE TOBA JEKAPCTBO,

Thii KaTO T9 CBALPKA BaxkHa 32 Bac andopmanus.

BuHar# npremaiite TOBa JIEKapCTBO TOYHO KAKTO € OIIMCAHO B Ta3H JIMCTOBKA WK KakTo BH ¢ ka3zan

Bawmuar nekap and ¢papMaliesT.

- 3anazere 1234 JHCTOBKA. MOXeE a Ce HAJIOXKH 12 A MpPOYETETE OTHOBO.

- AKO ce HyX/1aeTe OT JOMLIHUTEHAa UHOPMAaLMs WK ChBET, nonuTalite Bamya dgapmauesT.

- AKO OJy4YHUTE HIKAKBH HEXKEJIaHH JIEKAPCTBECHH peaKkLiH, yBeioMeTe Bauus ekap win
(papmaresT. ToBa BKIIOYBA M BCHUKH Bh3MOJKHH HEKETaHH PEAKIIHH, HEOMUCAHH B Ta3H
MUCTOBKA. Brokre TOUKa 4.

- AKko cnex 4-5 nHH He ce yyBCTBaTe Mo-a06pe wiK ceeToaHueTe Bu ce Broy, TpabBa ga
HOTHPCUTE JIEKAPCKA [TOMOILL.

KaxKBo ChbABLPXA Ta3H JIACTOBKA

Kakso npejcrasigsa AMOPOIHTHH M 32 KAKBO CE H3ITOJI3BA
Kakso TpsiOBa aa 3Haere, npe/id Aa npyeMere AMOPOJIMTHH
Kak 51a mpuemare AMOpOIUTHH

B13MOXKHHA HEXKETAHU peaKiluK

Kax na cexpanaBate AMOpPOIHTHH

ChbappXKaHHE Ha OTNIAKOBKATA M JOMTLIHATEIHA HHQOPMaLUA

=R I e

1. Kakxpo npeacrap/igsa AMOpPONHTHEH H 32 KAKBO ce H3I0J13BA

AMOPOJIMTHH CHPOI ChIBPIKA AKTHBHOTO BELIECTBO aMOPOKCOIIOB XHAPOXJIOPHA, KOSTO BTCUHABA
I'LCTHs OpOHXHaJIEH ceKpeT, 0Opasyrad npu pazinyue 3a00nABaHKI Ha AUXATETHHTE TBTHINA.

AMOPORHTHH CHPOII C€ M3MON3Ba MPH BE3PACTHH H IOHOIIHM Ha/J 12 roAuHH 3a yICCHABAHC
OTXpayBaHETO H 0OJieKYaBaHe HAa M3KALIIAHETO MPH OCTPU U XPOHHMYHM 3a00/15BaHHA Ha benus Apod,
CRBbP3aHHK ¢ 00pa3yBaHETO Ha I'bCT CEKPET B TUXATEIHHTC NhTHLLIA.

AKoO ciiea 4-5 1HU He ce uyBcTRaTe Mo-fobpe win chetosnnero BH ce Biomy, Tpabea 1a NOTbPCUTE
JICKAPCKA [TOMOIIL,

2. Kakso TpabBa 1a 3HaeTe, npeaH xa npHeMeTe AMOPOJIATHH

He npuemaiite AMOPOIHTHH!
- aKO CTE AIEPrUYHH KbM aMOpPOKCOJIOBR XHAPOXJIOPHA WIH KbM HAKOA OT OCTAHAINTE CHCTABKH
Ha TOBa JiekapcTBO (M36poeHH B TOUKA 6).

IlpeaynpexacHus H NpeANa3HH MEPKH
I'oBopete ¢ Bamua exap win ¢papMalesT, ipeau aa rnpuemere AMOPOAKTHH: - e
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Apyru Jexkapcrsa n AMOpoaRTHA

Hudopmupaitre Bammng nekap unu gapMaiieeT, ako NpUeMaTe, HACKOPO CTE NPHUEMAIY UITH €
BBH3MOKHO JIa M3II0/13BaTE APYTH JICKApCTBA.

He ce npenopreusa eqHOBpEeMEHHATa YNIOTpeOa Ha aMOpOKCOJIOB XHAPOXTOPHUA € JICKApCTBA,
[MOTHCKALMH KallUTHIIATA.

He ca foxnajeaHy KIHMHHYHO 3SHAYMMH HEXeJJaHH B3aUMOICHCTBUL ¢ APYTH JIEKAPCTBEHH MPOIYKTH.

BpeMEeHHOCT H KbpPMeEHe

AKoO ¢Te OpeMeHHa WM KbPMHTE, CMATATE, Y€ MOXKE Aa ¢cTe OpeMEHHA WM I1aHHpaTe OpeMEeHHOCT,
nocbBerBaiiTe ce ¢ Bawuusa nekap wim ¢gapMaiiesT npeau ynorpedbara Ha TOBA JIEKapCTBO.

bpemeHHOCT
He ce nmpenopruBa ynorpebara Ha AMOpPONIMTHH O BpeMe Ha OpPeMEHHOCT, 0CODEHO B MBPBOTO
TPUMECEUHE.

KbpMene
He ce npenopbuBa ynortpebara na AMOpONHTHH N0 BpeMe Ha KbpMEHE, Thil KaTo aMOpOKCOIoB

XHAPOXJIOPH] IIPEMHHABA B MaHYHMHOTO MIISIKO.

Ilodapane 1 pabora ¢ MAMARHA

OT nMOCTMapKEHTHUIOBHTE JAHHH HAMA AOKA3aTEJICTBO OTHOCHO BJIHAHHETO BBPXY CIIOCOOHOCTTA 32
wogupane 1 pabota ¢ MaluunM. He ca npoBexiaHy (MpOyYBAHKA 110 OTHOLICHHE HA eEeKTHTE BBPXY
cnocoOHOCTTa 33 modhupatie 1 paboTa ¢ MALLIKMHH.

AMOponnTaR cbabpxa copoutoa (E 420), mernanapaxuapoxcutensoar (E 218) u
nponnanapaxuapoxcuabensoar (E 216), nponuaearankon (E 1520) n narpui.

Tora nexapcTo cpabpxa 1,75 g copduTO.I BEB BoekH 5 ml cHpOIT, KOETO € eKBHBAIIEHTHO Ha 350
mg/ml. CopOuron e u3rounuk Ha ¢ppykro3a. Ako Baumsar nexap Bu € kaszan, ue HMaTe HEIIOHOCHMOCT
KbM HAKOM 3aXapH wid By e nocrasena JJHardHo3a Hacjae/CTBEHA HEMOHOCHMOCT KbM (PPYKTO3a, PAOKO
reHeTHYHO 3a00N4BaHe, MPU KOETO X0opaTa He MOTaT Ja pasrpaxaT (ppyKro3ara, ropopere ¢ Bauius
JeKap MpeaH aa pyueMeTe, uinu Ja Bu 6bie npuiiokeHo TOBA TEKAPCTBO.

[loMOIIHHTE BEIIECTBA METHIINAPAXHAPOKCHGEH30AT U NponuInapaxuapokcuben3oaT MoraT ia
NPHYHHAT aJICPrHYHYM PEaKUWH (BEPOSTHO OT 3a0aBeH THI).

Tosa jiekapcTBO chabpxka 100 mg nponuaenraako 8 5 ml, KOMTO ¢4 eKBHBAICHTHH Ha 20 mg/ml.

Tosa nexapcTBO Chabpka Mo-Manko 0T 1 mmol narpmi (23 mg) 8 5 ml, T.€. MOXE Aa ce Kaxe, 4C
PAKTHYECCKH HE ChAbPIKa HATPHA.

3. Kaxk na npaemare AMOpOIHTHEH

Bunard npueMaiTe ToBa JIeKapcTBO TOYHO KAKTO € OIMCAHO B TA3M JIMCTOBKA WIH KakTo By e xasain
Bauiugr nexap unu papManeBT. AKO HE CTE CHTYPHH B HEIIO, [IONUTAaHTe BamHaA JieKap HiH
(dbapMaLIeBT.

[IpenopbYHTEIHATA 1033 €:

Bw3pacmuu u wnowu nao 12 zo0unu:

[lo 5 ml cupon 3 osTH AHEBHO (eKBMBaJIEHTHH HA 90 mg aMOpPOKCOIOB XHAPOXJIOPHA) NMpe3 MbPBHTE 2
0 3 AHH, BOOCJEACTBUE 0 5 ml cupon 2 meTH NHEBHO (€KBHBAIGHTHH HAa 60 mg aMOpOKCOJIOB
XHAPOXIIOPH/T THEBHO).

[Tpu BL3pacTHH Ko3aTa MOXKe Aa ObAe YBEIMYEHA, ako € HeobxoauMo, ao 60 mg amOpoxconoB
XHMJPOXJIOPH]] [1BA [TbTH JIHEBHO (EKBHBaJIEHTHHU Ha 120 mg aMOpOKCOIOB XHAPOXJIOPHI AHEBHO).



Ta3u mo3upoBka € noaxonAma 3a jeYeHre Ha OCTpH 3a00NgBaHKuA Ha JHXATEIHUTE ITHTHINA H 34
Ha4yaqHa Tepanus Ha XpOHHYHH ChCTOAHHA.

AKo B ciIy4ai Ha oCTpo 3a00/IsBaHE HA JUXATEHUTE ITETHINA CHMIITTOMHTE HE C€ MOJAOOpAT B PAMKHTE
Ha 4 — 5 IHH, TpA0Ba a ce MOThpPCH KOHCYIITALHA C JIeKap.

Ilayuenmu e cmapuecxa evzpacm
Jl03MpoBKAaTa NPY NALMEHTH B CTAPYECKA BE3PACT HE C€ pa3jiuaBa OT AO3HPOBKATA [IPH BH3PacTHH.

Hayuenmu ¢ weprodpodbuo unu 6ebpeuno yspexcoane
Ilpu naumeHTH ¢ yepHOApOOHO MK OBOpevHo yBpexaaHe € HeoOXoarMa KOHCYJITallMA ¢ JIEKap [peaH
3a[10MBaHE Ha JICUEHHETO.

AMOponuTHH MOXeE J1a Ce MpHEMa IO BpeMe Ha XpaHeHe HIH 6e3 XpaHa.

AKo CTe IpEeJH NoBe'ue 0T HeodXoaAMAaTa 1032 AMOPOJIHTHH

AKO CTE npHeny xo3a, Mo-roagaMa 0T HeoOXxoauMaTa, IOCKBETRANTe ce ¢ Bauus nexkap wiH
¢apmauesT. Jocera He ca choOLUEHH CHISLH(PHIHH CHMIITOMH Ha IPEA03HPaHe IIPH XOpa.
HaGnronasanute cUMITOME MpH ¢HOOIIEHHA 32 CTy4YaiiHO Mpeo3upaHe WIH HEMpaBUIHA yrnoTpeda,
CHOTBETCTBAT HA MO3IHATUTE HEXXENTAHU peakLiMM npu ynorpedara Ha AMOPOJHMTHH B TIPENOPBbYBAHHTE
1034 ¥ MOXKE A3 H3IUCKBAT CUMITTOMATHYHO JieueHUE,

AKO CcT€ NpOoNyCHAJIH Aa TpHeMeTe AMOPOIHTHH
B caryuqaii, ye npomycHere eiHa 1034, B3eMeTe A KOJIKOTO € Bb3MOKHO no-ckopo. He B3emaiite npoiiHa
1033, 3a Ja KOMIeHcupare nponycHarara. [IpieMere cie/iBaiiara 103a Kakro 0OMKHOBEHO.

AKO HMATe HSKAKBH JOITLIHHTENIHH BIIPOCH, CRBEP3aHH ¢ ynoTpedaTa Ha TO3H NPOAYKT, MOJIA
nonurakte Bawus nexap unu ¢papmauesT.

4. Bb3IMOKHHE HCKEJAHH PeaKIHu

KakTo BCHUKM NeKapeTBa, TOBA JEKAPCTBO MOYKE A2 NPEeIU3BHKA HEIKEIAHU peaklMH, BBIPEKH 4e HE
BCEKM I'M N10JTy4aBa.

Hecmu (mozam oa 3aceznam oo 1 na 10 nayuenmu).
- MpOMAHA Ha BKYCa, racHe, HaMaj€Ha YyBCTBUTEIHOCT B YCTHATA KYXHHA, €3HKA M I'bpPJIOTO.

Heuecmu (mozam da 3aceznam oo 1 na 100 nayuenmu):
- CYXOTa B YCTaTa, NOBPBINAHE, AHAPHS, HAPYIISHHS B XPaHOCMH/JIAHETO, CTOMAIIHA DoJka.

Peoxu (moeam oa 3aceznam oo 1 na 1000 nayuenmu):
. PEaKLMH Ha CBPBXYYBCTBHTEIHOCT;
. OOpHB, ypTHKApHS .

C neuzgecmua yecmoma (om nanusHume OGHRU He Modice Oa bvOe HaNPABena OYeHKa):

- aHa(PUNaKTHYHH PEeaKiLUK, BKAIOUMTENHO aHAQHIAKTHYEH IIOK, AHrHoeaeM (Obp30o pasBuBalL ce
OTOK Ha KOXATa, NOJAKOXKHATA ThKaH, JTHABHLIATE WIIH TIOATHTABUYHHUS CIIOH) ¥ ChpOex;

- TEHKH KOKHH HEIKETAHH PEaKLMH ( BKTIOUUTETHO eprTeMa My ITHHOPME, CHHAPOM Ha
CtuBbHC-/PKOHCBH/TOKCHYHA ENMUACPMATIHA HEKPOIH3a H OCTPa ICHEPAIM3UPaHa EK3AHTEMHA

IyCTYI034);
- CyXOTa B rbpJIOTO.

Crobmasane HA NOJO3HPAHH HEKEIAHH PEAKIIHA




AKO NMOJyYHTE HAKAKBH HEXKEJIAHH JEKAPCTBEHH PeaKiliH, yBeaqoMeTe Balnus nexap win hapMalicBT.
ToBa BK/TIOYBA BCHYKH BE3MO)KHH HEOIMHCAHH B Ta3H JIMCTOBKA HEXelMaHH peakiyu. Moxere CbILO0 a4
CHOOIMTE HEXKENAHM PeakLiUy AMPEKTHO Ype3 MannnuuTenna aren1ua no nekapcrsara, yi. Jamss
['pyes Ne 8, 1303 Codus, Ten: +359 28903417, yebeaitr: www.bda.bg. Karo cbobiuaBare HexxenaHm
PeaKIHH, MOXKETE a JiaJieTe CROA NMPHHOC 32 MOMy4aBaHe Ha NIoBeYe WHGOPMALIHA OTHOCHO
0e30MacHOCTTa HA TOBA JICKAPCTRO.

S. Kak na coxpanssate AMOpONTHTHH
Jla ce cpxpaHsBa Ha MACTO, HEAOCTHITHO 3a JICla.

He w3non3sanre TOBA JSKAPCTBO Clitl CPOKA HA TOJHOCT, 0TOENA3aH BBPXY KapTOHEHAaTa OMaKOBKa
ciexn ,,[ oaeH 2o:“. CpokbT Ha roJHOCT OTFOBAPA HA NOCHEHHA ACH OT IOCOYEHUS MECeLl.

To3u nexapcTeeH NPOAYKT He H3MCKBA CHIEUHAIIHH TEMIIEpaTYPHH YCIOBHA Ha ChxpaHeHue. J{a ce
CbXpaHABA B OPHIMHAIHATA OMAKOBKA, 34 /1A ce MpeAna3H OT CBET/IHHA.

Cpok Ha roHOCT ¢ien oTBapsiHe Ha OyTwikara: 6 mecela.

He w3xpbpiisiiTe nekapcTeaTa B KaHAJIM3aLMATa HIIM B KOHTeliHepa 3a IOMALIHH OTIAbIIH.
[Nonuraiite Bamus apmaneBT kak jia H3XBBPIATE JEKAPCTBATA, KOHTO Beye He W3M0M3Bare. 1e3u
MEPKH 1HE CIIOMOIHAT 3a ONa3BaHe HA OKONHATA Cpeja.

6. Corabpxanne HA ONAKOBKATA H AONLAHATEIHA HRPOPMAIHS

Kakpo cuanLpxa AMOpoanTan

- AKTHBHOTO BELIECTBO €: aMOPOKCONIOB XUAPOXIOPHLL.
| ml ceappxa 6 mg ambpokconoe xuapoxnopua. 5 ml cupon ceabspxkar 30 mg aM6poKCOIOB
XHUAPOXJIOPH.

- Jpyrwre cueTaBku ca: copburon (E420), metunnapaxuapoxcubenzoar (E218),
nponwnnapaxuapoxcubensoar (E216), rmuepon (E 422), nponunenrnuxon (E 1520), saxapun
HatpHit (E 954), numonena kucenrmaa moHoxuapar (E 330), Tyt OpyTH eceHuus
(apomMaTH3MpalLa 9acT: MOPTOKATOBO MACHO, €THJ OyTHpaT, H30aMII OyTUpaT, H30aMHJI aLleTar,
BaHWIHH; o-ToKogepon pauemar (E 307)), npeuncreHa Boaa.

Kak u3rjiexia AMOpDOIATHR H KAKBO ChbABLKA ONAKOBKATA
buctpa, 6e31BeTHa CHPONOBHIHA TEYHOCT, ChC criclduueH MUpHC, pH 2,20-3,20.

120 ml cupon B kadsiBa cThiIeHa 6yTHIIKA ¢ BMeCTUMOCT 125 ml, 3aTBOpEHA ¢ HONHIIPOIHICHOBA,
3ALMTEHA OT ASUA 3amyIanKa,

Hau

200 ml cupon B kadspa cTeiiieHa O6yTHIIKA ¢ BMecTHMOCT 200 ml, 3aTBOpeHa ¢ NOAMIIPOITHIICHOBA,
3alATEHA OT Aella 3aTyIAIKa.

| (emua) OyTHIKa, 3aeQHO C rpaJyrpaHa MEPHUTEIHA YaluKa ¢ AcneHud 3a 2,5 ml, 3 ml, S5ml, 7,5 ml, 10
ml, 12,5 ml, 15 ml 1 20 ml n nucToBka ce NOCTaBAT B KAPTOHEHA KYTHA.

He BcHukH onakoBkY Morar fa Obaar mycHaTy B npojaskoa.



{IpaTekaren na paspemiecHHETO 32 YHOTpe0a H NPOR3IBOIHTE]

COOAPMA Al
yi. Wnnencko woce 16,

1220 Codus, brarapus

To3zm nexapcTBeH MPOAYKT € paspelleH 3a yrnoTpeda B appaxasure-wicHky Ha EHUII noj cnepnure
HUMCHA:

JlaTBua: Ambrolytin 30 mg/5 ml sirups
brinrapus: AMoponuTun 30 mg/Sml cupon
Ecronusa: Ambrolytin

[Tonuia: Ambrolytin max

Hurea: Amrex 30 mg/5Sml sirupas

Hara Ha HOCICAHO oZ00penne na AACTOBKATA: HOeMBpH 2023.



