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1. UME HA JIEKAPCTBEHHUA ITPO/IYKT | LAV

(bnapamen eepBeCUEHTHH TaDNETKH ) (’0 pTe. & 5. -~
60 mg edepBeCcleHTHH TabJIETKH | it - — | -

Flavamed Effervescent Tablets
60 mg effervescent tablets

2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Enna edpeppecuenTHa tabnerka cbabpika 60 mg amOpokcosioB xuapoxaopua (ambroxol
hydrochloride).

[lomMoOLHH BellecTBa ¢ U3BECTHO JIEMCTBHE:
Enna egepsecuenTHa tabnerka ebaspika 110,00 mg nakrosa, 126,5 mg narpuii, 29,29 mg copburon u
0,78 mg OEH3MII0B aTKOXOJT.

34 N'bJIHKUA CIMTUCHK HA TMOMOLLIHUTE BELILECTBA, BUXKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

EdepecuenTna rabnerka
Kpbrau, 6enu tabnetku ¢ inamersp 18 mm m aenurenHa yepra ot e/iHaTa CTpaHa.

Tabnerkara Moske na Ob/1e pa3aesieHa Ha ABE paBHH J103H.

4. KJIMHUYHU JAHHH

4.1 TepaneBTHYHH NOKa3aHHUA

MyYKOJIMTHYHA Tepanus Ha BJlaKHA KalUIMLA NPU OCTPH UIIH XPOHHYHHU OPOHXONYJIMOHAITHH

3a00J1IBaHMS.
(Dbnasame1 epepBecLiEeHTHH TAOJIETKH € MOKa3aH MNPy Bb3PacTHHU U IOHOLIMW Haa 12 roauHy.

4.2 Jlo3npoBKa H HAYHH HA NPUJIOKEHHE
J1lo3MpoBKa

OcCBEH aKko He € NpeanucaHo Jpyro, ce rnperopbyBa cjieaHara 103upoBka 3a Gnasamer
epepBeclieHTHH TabNETKH:

Bb3pacTHU M 10HOUIM HaJl 12 rOAMHM:

KaTo npasujio ce nprema o 2 tabnerka @nasamen epepBecUeHTHH TabJIETKH 3 1MbTH JIHEBHO T1pe3
nbpBuTe 2-3 1HU (ekBUBaJIeHTHO Ha 30 mg aMOpPOKCOJIOB XHAPOXJIOPH/L 3 MbTH JIHEBHO); CJIEJ TOBA Ce
rnpuema no 2 tabnerka Mnasames epeppeceHTHH TabJIETKH BA MbTH JHEBHO (€KBHBaJIEHTHO Ha 30
mg aMOpPOKCOJIOB XHAPOXJIOPHU/L 2 IMBTH JIHEBHO).

3abenexka:
[1pu BB3pacTHH, 103aTa MOXKe /1a ce yBeJuH /10 60 mg nBa NbTH JIHEBHO (eKBUBaIeHTHO Ha 120 mg

amMOpOKCOJIOB XMAPOXJIOPH/T HA JIEH) aKO € HEOOX01MMO.

[Teouampuuna nonyaayus
beszonacnoctTa n epukacHocTTa Ha Mnapame]l epepBeciEHTHH TaOJIETKH NPH A€l
FOJIMHU BCE OLLlE HE € YCTAHOBEHA.

MDnapame;1 epepBeCUeHTHH TabIETKH € NPOTUBONOKA3aH Npu aeua noa 12 roam
4.3).
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Havun na npunoscenve

dnapaMen ePepreclCHTHU TabNETKH € 32 NEPOPATHO APUII0KEHHE.

EdepsecuieHTHUTE TabNeTKH ce pa3TBapAT B Halla C BOAA W pa3TBOPLT Ce NpUEMa clielt XpaHeHe.
Mdnapamen edhepBecleHTHH TabneTkn He TpAOBa na ce NMpHeMa noeeye oT 4-5 AHU 6€3 KOHCYJITalng ¢
nexap.

3a no3upoBka npy 6LOpeuHn n yepHoApoOHK 3abongBaHMA, BHKTE TouKa 4.4,

4.3 HpoTHBONMOKA3AHHSA

dnasames epeprecueHTHH TabNeTkn He TpabBa na ce npueMa NpU CBPbXUYBCTBHTENHOCT KbM
aKTHBHOTO BELIECTBO WX KbM HAKOE OT NOMOIIHHTE BELIECTRA, U30POEHU B TOUKa 6.1.

[Topagn BUCOKOTO CHABLPXMAHHE HA aKTHBHO BElLECTBO U ¢dakTa, ue 6e30nacHOCTTa H e(pHUKACHOCTTA Ha
®dnasamen epepreclieHTHH TabeTKK Npy Aeua noa 12 roguiliHa BB3pacT BCe OLLE He € YCTAHOBEHA,
dnasamen edepsecueHTHH TabIeTKH € NPOTHBOMNOKA3aH npy aena noa 12 roguiiiHa Bb3pacT.

4.4 CoennajHu npeaynpexaenus 4 NpeAnasHH MEpPKH NpH yrnorTpeda

HMMma cho01eHH A 3a TeXKHM KOXKHH peakilii KaTo eputeMa Myntudopme, CHHApoM Ha Stevens-Johnson
(SJS)/TokcnuHa enuaepMaiHa Hexponnia (TEN) 1 ocTpa renepany3npaHa €K3aHTEMHA NYCTYJI03a
(AGEP), cBbp3aHH ¢ NPHIOKEHHETO Ha aMOPOKCO/. AKO HMa CUMIITOMH WIH NPU3HALM Ha
nporpecupall KoxxeH o0pHB (NMOHAKOra CBbP3aHH C MEXYPH UITH I€3HH Ha JIMFaBHALIMTE ), JICUEHHETO ¢
aMbpoxcos Tpabea na 6bae He3aGaBHO NPEYCTAHOBEHO M Aa € MOTHLPCH MEAUIIMHCKA [TOMOLLI.

[Topanu puck OT HaTpynBaHe Ha cekpeTute, PnasaMen edeprecueHTHH TabaeTkHn Tpsabea aa ce
[ipujara ¢ BHUMaHHE MPpH HapylieHa OpOHXOMOTOPHA PYHKLHA M MIPH MoJIIMO KOIMYECTBO CEKPETH
(Hanp. Npy peaKrs CUHAPOM Ha HEMOABH)KHHUTE PECHUUYKH).

[1pu HanKue Ha HapylueHa 6B0peuHa QyHKUUSA WK TEXKKO YeproapobRo 3abonasane, Onaramen
edepBeCLIeHTHH TabNETKH MOXE A3 ce N3NOJI3Ba CaMO CIIel KOHCYNTalus ¢ JieKap.

KakTo npu BCAKO NeKkapcTBO ¢ UepHOAPOOeH MeTabonu3bM, nocnenBaH oT 0xOpevHo eTHMHHHpaHe,
MOXXE 1a C€ OUAKBa aKyMyJNHUpaHe Ha MeTaDONUTHTE Ha aMOpPOKCOJ1, 00pa3yBaHU B YepHHUA Apo0, npH
HanU4ue Ha Texxka Obbpeuna HenocTaTbUHOCT. THH KATO MYKOAUTULIMTE MOTaT a YBPEAAT
CTOMAllIHATa MyKoO3Ha Oapuepa, aMmbpokcon TpabBa xa ce npunara ¢ BHUMaHHe MPY NalUeHTH C
aHaMHe3a 3a NenTHYHa A3BeHa HonecT.

Tozu nexapcTBeH NMpOAYKT ChABPKA NakTo3a.llaureHTH ¢ psAZika HacneaCcTBEHA HEMOHOCHMOCT KbM
ranakToza, [bJeH JIaKkTazeH AeMLMT WIK IIHOKO030-ralakTo3Ha Manabcopbuua He Tpadea na
MPUEMAT TO3H JIEKAPCTBEH MPOOYKT.

To3n nekapCTBEH NpOAYKT cbAbpka 29,29 mg copOuTon BbB BCsaka eepBecLIeHTHa TabneTka.

Toea nexkapcteo cbhavpka 126,5 mg HaTpyil Ha edepBeclieHTHA TabneTka. beH3UNOBHUAT anKOXOJT
MOKE 1a NPUUYMHU anepruyHu peakumMy. Bucoku no3u TpadBa na ce u3noa3rart ¢ roBUHILEHO BHUMAHHE
K CaMo aKo e HeoOXoauMo, 0cobeHO NpH OPEMEHHH MM KBLPMELLH )KEHHW W NPH NALHEHTH ¢
yepHOAPOOHO K 6BOPEYHO YBPEIKIAHE MOPAH PUCK OT HATPYINBaHE U TOKCHUHOCT (MeTabonNKHTHa
aluz103a).

Ja ce uma npeaBuA NpH NaUMEHTH, KOMTO ca Ha AWEeTa ¢ OrpaHAYeH NPUEM Ha HAaTpHH.

HeobxoauMo € BH¥MaHKe NPH MALUMEHTH C HEMOHOCUMOCT KbM XHCTaMmuH, [Ipu Te3n
TpabBa ga ce u3bArea MpOABLMKHUTENHA Tepan#si, TbH KaTo aMOpoKCcoA NOBNUABA M
XUCTaMWH U MOJKE 1a AOBE/IE 10 CUMIITOMMH Ha HENOHOCUMOCT (Hanp. raarodonue,
ChplhEx).




4.5 BzaumMogeHcTBHE ¢ APYTH JIeKAPCTBEHH NPOAYKTH M APYrH pOopMH HA B3aHMOAEHCTBHE
He ca cboblaBanm KJIMHHYHO 3HAYUMHA HEONAroNpHATHU B3aUMOACHCTBUA C APYTH JIEKAPCTBA.

KombuHupanoTo npunoxeHue Ha @nasamen edeppecueHTHH TabIeTKH C aHTHTYCHBH MOXE J1a
A0BEJE N0 ONACHO HAaTPYNBAHE HA CEKPETH NOPAAH NOTHCKaHE HA KawnuuHus peduekc. Eto 3awo
MOKa3aHWATA 3a TOBA KOMOMHMpaHO teueHHe Tpabea na ce NpeleHAT MHOTO BHUMATENHO.

4.6 Deprnauter, OpeMEeHHOCT H KbpMeEHe

bpeMEHHOCT

AMOpPOKCONOB XHApOXJIOpHA NpeMUHABA MJlaleHTapHara 6apuepa. [IpoyuBaHuATa C )KHBOTHH He
[I0Ka3BaT JUPEKTHHY WJIM HHAUPEKTHU BpeaHH e(EeXTH MO OTHOLIEHHE HAa OpeMeHHOCTTa,
eMOPHOHAITHOTO H (PETAITHOTO Pa3BUTHE, PAXIAHETO WAH NMOCTHATATHOTO Pa3BUTHE.,

OOLWHPHUAT KIHUHHAYEH ONHT ciel 28 ceaMHLa OT OpEMEHHOCTTA He 110Ka3Ba JaHHU 3a BpeaHH edeKTH
BbpXy ruiona. Hesasucumo OT TOBa, TpsadBa aa ce cprOmoaaBar oOHyalHUTE NpeynpeKaeHHs Mo
OTHOLIEHHE M3MOJI3BAHE Ha IEKapCTBa N0 Bpeme Ha OpemeHHocT. OcobeHo Mo BpeMe Ha NbpPBHS
TPUMECTBP, ynorpedara Ha PnasaMen eepBecUECHTHU TablieTKH HE ce NPENnophYBa.

KbpMeHe
AMOpOKCOI0B XHAPOXIIOPHU]] C€ EKCKPETUPA B MANUMHOTO MiAKO. BbhIpeku ue He Huxa ce oHakBalH

BpEAHU €(EKTH NPH KbpMeEHH aella, Onapamen ediepBeCLICHTHH TabNETKy He ce NpenopbuBa 3a
ynoTpeda OT KbpMeLX MaikH.

DepTHANTET
[Ipoy4yBaHusTa ¢ >)XMBOTHM HE NOKA3BaT BpeAHHU eekTH Ha aMOPOKCOII 110 OTHOLLIEHHE Ha

depTHAHTETA (BXK. TOUKA 5.3).

4.7 EdexTH BBpXy cnocobHocTTa 32 modHpane H padora ¢ MALIHHHA

dnasamen edepBecLIEHTHH TaDAETKU HE NOBNAUABA HITH MOBJIMABA NpeHeOpeskMMO ¢cnocoOHOCTTA 3a
logupaHe U paboTa ¢ MalIWHH.

4.8 Hexenanu JekapCcTBERH pPeaKHH
IIpn oueHKa Ha HEXKENaHWTE peakUHH KaToO OCHOBA CE B3€Ma ClIeAHATa YeCTOoTa:

Mmnoro yectn: (=1/10)

YecTn: (=1/100 no <1/10)
HevecTy: (=1/1 000 oo <1/100)
Penku: (=1/10 000 ro < 1/1 000)
Mruoro penxn: (<1/10 000)

C HeusBecTHa uecToTa (He MOXKe a Ohb/le HanpaBeHa OLIEHKA OT HANHYHUTE JaHHH).

Hapvyuienus Ha UMYHHATA cHcTeMa
Penku: PEaKLIMHU HA CBPBXYYBCTBHUTEHOCT
C HEU3BECTHA YeCTOTa: aHA(PUNAKTUHHHY peakUunn, BKIKOUUTETHO aHAPHNAKTHYEH 10K, AHTHOEAEM M

NpypHTYC

HapyuteHysa Ha HEpBHATa CHCTEMA
YecTy: AUCrey3ns (T.€. IpOMEHH BbB BKyca)

CTOMALIHO-YPEBHH HAPYLIEHUA U AUXATENHK, MEAHACTUHATHUY M TOPAKATHHY HAPYIIEHH
YecTu: rajcHe, OpanHa W apeHruasHa XunoecTesms

Heuecru: NMOBpbBILAHE, AHapHa, AUCIIENCUA, KOpeMHa D0iKa U CyXoTa
C HeM3BeCTHa 4€CTOTa: CYX0Ta B MbpAoTo




HapylueHusa Ha KoXaTa ¥ NOAKOXHATA ThKaH

Peaku: obpus, ypTHKapus

C Hen3BECTHA YECTOTA: TEKKH KOKHH HEKENAHH peaklivu (BKJIIOYHUTENHO epuTeMa MyaTudopme,
ciHapoM Ha CTHBBLHC-IDKOHCHH/TOKCHYHA eNUAepMaiHA HEKPOH3a U OCTpa
reHepajlu3npaHa eK3aHTEMHA NYCTyNo3a).

O6wy HapyieHus U edeKTH Ha MACTOTO Ha NPUI0XKEHHE
HeuecTh: BUCOKA TEMIIEpaTypa

CrobOmaBaHe HA MOAO3HPAHH HEXKEJAHH PEAKIIHY

Cpho0l1aBaHeToO Ha NOAO3UPpAHH HEXKEJIAHH peakLuH clieq pa3peuiaBaHte 3a ynorpeda Ha JiekapcTBEHHA
NpOAYKT € BaXkHo. ToBa NMo3BoNisBa 1a MPOLBIKA HaONMIOAEHWETO Ha CHOTHOLLIEHHETO NOM3a/pUCK 34
nexapcTBeHMs npoaykT. OT MEOUUMHCKHTE CNELHANIHCTH Ce U3UCKBA Ja ChoOLlaBaT BCAKa
No/I03UpaHa HeXKellaHa peaklya vpes:

HManbaHUTENHA areHUUs 110 JIEKapcTBaTa
yi. ,,Jdaman ['pyes® Ne 8
1303 Codmus

Ten.: +359 2 8903417
yeOcaiT: www.bda.bg

4.9 TIlpepozupane
Hocera He ca J0KNagBaHK cneuMPHYHN CUMITOMM Ha Mpea03npaHe MpH Xopa.
Bb3 ocHOBa Ha Cy4aiHO NMpeao3upaHe W/UiN Ha ChOOLEeHHA 3a JIEKAPCTBEHHU MPeLLKY,

HaOnOAABAHNWTE CHMIITOMH Ca B CbOTBETCTBUE C U3BECTHHTE Hexenanu edexkty Ha Onapamen
e(pepBECLIEHTHN TabNETKH B NMPENOPHUUTEIHUTE JO3H U MOXKE 1a H3UCKBAT CUMNTOMATHYHO JIEYEHHE.

5. GOAPMAKOJOIrMYHH CBOUCTBA

5.1 PapMaKoAHMHAMHYAH CBOHCTBA

(bapmaxkoTepaneBTHyHA rpyna: [IpenapaTti 3a KaLuiMIa 1 HACTUHKA, MYKOJIHTHLN
ATC xon: ROS5CBO06

AMOpokcon, cybcTuTYHpaH DeH3umaMuH, ¢ MeTaboNUT Ha BpoMxekcuH. Paznnyasa ce oT OpoMXeKCHH
MO OTCHCTBUETO HA METHI0BA I'Pyla U BbBEACHATA XUIPOKCHUAHA FPYIa HA Napa-TpaHC MO3ULIMATA B
LIMKJIOXEKCWIOBHA NPLCTEH. BBNpekH Ye MEXaHU3MBT MY Ha JICHCTBHE NPEACTOM Aa ObAe HanbIHO
U3ACHEH, CEKPETONMUTUYHHTE H CEKPETOMOTOPHUTE €(ekTH ca I0Ka3aHH B MHOXKECTBO MPOYUBaHUA.

JIeACTBHETO NPH NEPOpaIHO NPHUIIOKEHHE 3anouBa npubnuzutento cnea 30 min 1 npoab/pkasa 6-12
yaca, B 3aBUCUMOCT OT NNPUJIO)KEHATA eAHOKPaTHa 03a.

B npeax/HHUYHH NPOyYBaHUA TOH YBENWYABA NPONOPLUMATA Ha cepo3HaTa OpoOHXHANIHA CEKPELINA.
CuuTa ce, 4¢ NPUABMKBAHETO HA MYKYCa C€ yJI€CHABA, KaTO CE HAMansABa BUCKO3UTETA MY M C€
AKTUBUPA LIWTHAPHUSA eNUTEN.

AMOpOKCO HHAYLUHNpa aKTHBMpPAHE Ha CUCTEMATa HA CbpdhakTaHTa, KaTo fAeikcTBa AMpeKTHO Ha THN 1]
MHEBMOLIMTUTE Ha anBeoJIUTE U Ha Knapa KNETKUTe B KpalHUTE OTAE/IH Ha ANXaTeHaTa CUCTeMa.

JEMOHCTPHUPAHH B KINETbYHH KYITYPH W i1 VIVO NPA pPa3IMiHU BUIOBE.




bnaronpusTeH eekT BpPXY UeCTOTaTa Ha €k3allepOauynTe HIK BLPXY Oenoxpobnata PyHKUNA BCe
OllE HE € eHO3HAYHO YCTaHOBeH NpH naimeHTH ¢ XObb.

5.2 PapMaKOKHHETHYHH CBOHCTBA

AMOpokcon ce pe3opbupa NpakTHYECKH HAMTLAKO clied NEpOPaAIHO NPHIOKEHHE. Tmax CIIEA
rnepopanHo npunoxeHue ¢ 1-3 yaca. AbcontoTHara GnoHaTMYHOCT Ha aMOpOKCo cliesl nepopanHo
NIPUNOMKEHHE € HaMaJICHa ¢ OKoJo 1/3 B peaynTart oT first-pass edexr, ¢ obpazyBane Ha MeTabOIUTH,
KOWTO Ce eKCKpeTHpaT upe3 Ob0penuTte (Hanp. AMOPOMO aHTpaHMIOBA KHCENTMHA, IMIOKOPOHUAN).
CBBP3BAHETO C M1a3MeHuUTe NpoTeuHU € okono 85 % (80-90 %). KpaliHOTO BpeMe Ha NONYKHUBOT B
rnasmara € 7-12 waca. CyMapHOTO BpeMe Ha NOAY>XHBOT B Mjia3MaTa Ha amOpokcon U Metabonurture
MY € OK0/10 22 yaca.

AMbpokcon npeMHHapa npe3 niaaueHrapHata Gapyepa ¥ B UepeOpoOCNTUHANHATA TEYHOCT M MAHYMHOTO
MJISKO.

Exckpenusra e 90 % npes 606peunte, noa gopmara Ha metaboantu, obpazyeaHu B uepHUa apod. [To-
masiko oT 10 % ot ObOpeuHaTa ekCKpeurs € HENpOMEHEH amOpokcon.

3HauMMa eTMMKMHAIIUA Ha aMOpOKCON upe3 AMann3a uaM GpopcupaHa AHYpe3a He Ce O4aKBa, B
PE3YATAT OT BUCOKATA CTEMEH HA CBBP3BAHE C INIA3MEHUTE NMPOTEHHH H rofeMusa obem Ha
pasnpeaeneHue, KakTo U OT cnaboTo npepasnpeacieHne oT TbKaHUTE KbM KpbBTA.

KnupsHCHT Ha aMOpokcon Hamansaga ¢ 20-40 % npu Texxkkn yepHoapoOHu 3abonasanud. [Tpu Texka
OBOpevHa HeNOCTATHEYHOCT MOXKE /1a CE OYaKBa HaTPynBaHe Ha MeTaboauTH Ha aMOPOKCOJI.

5.3 IlpeakAHHHYHM JaHHH 32 GezomacHocT

AMOpPOKCONOB XHIPOXJIOPHA MMA HHCHK MHAEKC HAa OCTPAa TOKCHYHOCT. B npoyuBaHus ¢ MHOTOKPaTHO
npuitokeHue ce Habnoaasa NOAEL (HnBo, npu koeTo He ce HabioaaRaT HeXXeNlaHW peakLiH, no-
observed adverse effect level) npn nepopanyu nosm ot 150 mg/kg/nen (Muuika, 4 cenmuim), 50
mg/kg/nen (niex, 52 n 78 cenmuum), 40 mg/'kg/nen (zaek, 26 cenmuum) u 10 mg/kg/nen (kyue, 52
cenMHUH). He ca HabnonaBaHW TOKCHKOMIOTMYRH NMpPUUENHN opraHd. YeTupuceAMUYHY NpPOyYBaHHA
34 TOKCHYHOCT 11PH BEHO3HO APHI0KEHHE HA aMOpPOKCON0B XHMAPOXNOPUA NpH TUTbXoBe (4, 16 1 64
mg/kg/neH), npu kyuera (45, 90 u 120 mg/kg/nen (udyauns 3 h/nen)) He nokaspaT Texka JIOKaHa U
CUCTEMHA TOKCHYHOCT, BK/IFOYUTENHO H ThbKaHHa naronorus. Bcuuky Hexxenanu egekTn ca obpaTHMH.
AMOpOKCONOB XHAPOXJIOPHA HE € HUTO EMOPUOTOKCHUEH, HATO TEPATOTEHEH NPU NPOYUYBAHUS ¢
nepopayinu o34 no 3000 mg/kg/nen npu mirsxore ¥ A0 200 mg/kg/nex npwm 3aity. GepTUANTETLT Ha
MBIKKH H JKEHCKH MIbXOBE He ce NOoBNUABRa npH 1034 N0 500 mg/kg/nen. Croitnoctra Ha NOAEL B
Npoy4BaHHA 3a NEPH- ¥ MOCTHaTaNHO pa3BuTHe € 50 mg/kg/nen.

B nozu 500 mg/kg/neH, amOpoKCconoB XUAPOXNOPHUA € N€KO TOKCHYEH 34 MAHKHTE B TTOKONEHHETO,
KOETO Ce AEMOHCTPUpa KaTo 3a0aBeHO HaJlaBaHE Ha TCACCHOTO TErJI0 U MO~-MAaJIKO NOTOMCTRO.
[IpoyuBaHHsTa 32 FeHOTOKCHUHOCT in vitro (Ames U XpoMO30MeH abepaHTEH TECT) W in vivo
(MUKpOHYyKJI€apeH TeCT NPH MMULIKA) HE Pa3KpUBAT KaKbBTO M [a € MyTareHeH NoTeHLKal 3a
aMOPpOKCOJIOB XHAPOXJIOPHA. AMOPOKCOIOB XHAPOXJIOPHA HE NMOKa3Ba KaKbBTO H /1a € TYMOpPOTreHeH
MOTEHUHXA B NPOY4YBaHKUA 3a KaHueporeHHocT npu MuuikM (50, 200 u 800 mg/kg/|nen) n nnnxose (65,
250 n 1000 mg/kg/nen) npn neyenue ¢ gueTuyHa cmec cboTBeTHO 105 M 116 ceamuum.

OueHka Ha pucka 3a okoyHata cpeaa (ERA)
PUCKET OT B3AEHCTBHETO HA aMOPOKCON BbpXY OKOJIHATA cpela He MOXe Aa ObAe H3KTIOUeH, Nopaau

JNTANCATa Ha JaHHH 3a TOKCHHHOCT 3a OKOJIHATa Cpeaa.

6. PAPMAHEBTUYHH JAHHHU

6.1 Cnucnk Ha NMNOMOINIHHTE BEHIECTBA




JIiMOHeHa kucennHa, 0e3BogHa
HaTtpues XxuaporenkapooHar
Hatpues kapbonar, 6e3poneH
3axapvis HaTpHH

HatpueB upknamar

HaTtpuesr xnopna

Hartpues uutpar

JlakTo3a, Oe3poaHa

Maunuton (E 421)

Copbwuron (E 420)
Apowmar yepema “ALH”; kox 801, koiiTo chabpa copOUTON, HATPHH, MPONUNEHTTUKON W OEH3UMNOB

anKoXon.
CHMeTHKOH

6.2 HecnBmecTHMOCTH

Henpunoxumo

6.3 Cpok Baroanocr

3 roAuHN

6.4 ChoenHanHH YC/JIOBHA HA ChXpPAaHEHHE

Ja ce chxpansga nop 30 °C.
CbXxpaHABalHTE MHOTONO30BHA KOHTEHHEP NMABTHO 3aTBOPEH, 32 1a NpeAilazuTe TabJETKUTE OT

CBETJIMHA U BRara.
6.5 JIaHnM 32 ONMAKOBKATA

MHoOroa030B KOHTeliHep noA (popMara Ha TyOa, HanpaBeH OT ANYMHHUH WM MOAHNPOITHIIEH, C
TOHETUICHOBA Karnauka, KOATO ChbpKa CHINKOHOB Irelt.
["'oneMHHH Ha ONMAKOBKATA: 10 edpepreceHTHH TabneTKH

20 edeprecieHTHHU TabsteTKH

He BCHYKM BHI0BE ONaKOBKKA MoraT aa Obaart nycHaTy B npoaaxoa.
6.6 CneunnailHu npeanazHH MEPKH NPH HIXBLPJAAHE
To3n nekapcTBeH NpONYKT MO>Ke [1a MMPeACcTaB/iABa PUCK 34 OKonHaTa cpeaa. Henznonspauusr

JICKAPCTBCH [POAYKT WIH OTRAABYHHUTE MATCpHAIIN OT HETIO Tpﬂﬁﬂa Aa CC U3XBBPIT B CLOTBCTCTBHE C
MCCTHHUTC H3IUCKBaAHHKA.

7. NPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

BERLIN-CHEMIE AG
Glienicker Weg 125
12489 Bertin, ['epmanus

8. HOMEP(A) HA PASPEHHEHHUETO 3A YIIOTPEBA
20100495




9. JATA HA ITBPBO PA3ZPEIIABAHE/IIOJHOBABAHE HA PAPEIIEHHETO 3A
YIHOTPEDBA

Hata Ha nupBO paspeinasaHe 3a ynorpeba: 23. 07. 2010 r.

10. JATA HA AKTYAJINZ3UPAHE HA TEKCTA

11/2025




