KPATKA XAPAKTEPUCTHUKA HA INIPOAYKTA



1. UME HA JIEKAPCTBEHMUS ITPOAYKT . |

dbnasamen gopre 30 mg/S ml nepopanen pazreop e 0(*-30(4 /S ON /6

Flavamed forte 30 mg/5 ml oral solution ' - 3 |
A E20  08-12- 1ps

2. KAYECTBEH U KOJIHYECTBEH CbCTAB -

1 ml nepopanen pasrBop cbabpka 6 mg amOpokconoB xuapoxJopuj (ambroxol hydrochloride).
Bcska mepuTenHa JibKH4YKa ¢ 5 ml nepopasieH pa3TBop cbabpka 30 mg aMOpOKCONOB XUAPOXIIOPHII.

[ToMolHKM BeuecTBa ¢ U3BECTHO JIEHCTBHE:
Besika mepurenHa nbkuua ot S ml nepopasieH pa3tBop cbhabpika 1,75 g copburon u 5.75 mg

OeH30eHa KUCeJIMHa.
3a MbJIHUA CITUCHK HAa MOMOLIHHUTE BELIIECTBA, BWKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA
[lepopanen pasTBop
buctbp, 0e3uBeTeH 10 071€/10 HKbJAT pa3TBOP.

4. KJIMHUYHHU JAHHU

4.1 TepaneBTHYHH NOKA3AHMS

MyKOJIMTHYHA Tepanus Ha BJa)KHA KalIMLA TPH OCTPH WIKH XPOHHUYHH OPOHXOIMYJIMOHAJIHH
3a00J11BaHU.

(Dnasamen ¢opre e nokasaH 3a Jieua Hal 2 rojJiMHH1, IOHOLIIK U Bb3PaCTHH.

4.2 Jlo3npoBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

OcBeH aKo He e Npeanucato Apyro, ce npenopbubaT ciieanure 1o03u Onapames opre:

Jleua mexay 2-5 rooMHu
/a MEpUTEIHA NbkHYKa ¢ 1,25 ml nepopasnen pa3tBop 3 nbTH JHEBHO (EKBMBAJICHTHO Ha 22,5 mg
aMOPOKCOJIOB XUPOXJIOPHJI/IEH).

Jleua mexay 6-12 roguuu
/2 MEpHUTEJIHA JIbXKHYKa ¢ 2,5 ml nepopainen pa3TBop 2-3 NbTH JAHEBHO (eKBUBaJIeHTHO Ha 30-45 mg
aMOPOKCOJIOB XH/IPOXJIOPH/I/JIEH).

Bb3pacTHu W toHOWM Haa 12 roMHu
I1pe3 nbpBUTE 2-3 AHU N0 €1HAa MEPUTETHH JILKHUKHK ¢ 10 5 ml 3 nbTH AHeBHO (eKBUBaJIEHTHO Ha 90

mg aMOpOKCOJIOB XHAPOXJIOPH/JIEH), e/l TOBa 10 | MepUTesiHa TbKKHuKa ¢ 1o 5 ml nepopanen
pasTBOp ce rnpuema 2 nbTH JIHEBHO (eKBUBasIeHTHO Ha 60 mg aMOpOKCOIOB XH/IPOXJIOPHI/1EH).

3abenexka:
3a BB3pacTHH NpH HEOOXOAUMOCT J103aTa MOXKeE Jla Objie yBearueHo 10 60 mg amOpoKkcoJ AW 179

N
XHJIPOXJIOPHJL IBA NMBTH JAHEBHO (eKBUBaNeHTHO Ha 120 mg aMOpOKCOJI0B XUAPOXIOPULY, #‘? /@;
& 3

[leouampuuna nonyaayus
Bux Touka 4.3 3a ynorpeda npw Jiena noa 2 roJiMHM.




Havuun u npoovancumenrnocm na npurodceriue
Qnaramen (popTe € 3a NMePopanHO MPUIIOKEHUE U CE NPUEMA Cllel XpaHeHE C OMOLLITa Ha

MEPUTEJTHATA IBKHUKA.
(dnasamen popte He TpadBa na ce nprueMa noeeye ot 4-5 aHU 0e3 KOHCYJITaUMA C JIeKap.

3a no3uposka npv OBOpeUHU M YepHOAPOOHYU yBpeXKaAaHHA, BHXKTE TouKa 4.4

4.3 I[IporrBOonoKa3zanus

CBp'I:-X'—I}fBCTBHTEHHGCT KbM aKTHBHOTO BE€INECTBO HNH KBEM HAKOC OT NOMOILUHHUTE BCIHCCTBA, OIMTHCAHU

B TOukKa 6.1,
(bnaBamen dopre He TpAOBa Aa ce npyYeMa Npu Aeua nox 2 roaHiliHa BL3PAacT.

4.4 Crneunajnn npeaynpexaeHus U NpeaNa3sHH MepPKH NPH ynorpeda

Mma c1bo0LueHns 3a TeXXKH KOKHHY peakUMy KaTo epuTteMa myntudopMe, CHHApOM Ha Stevens-Johnson
(SJS)/ToxcnuHa ennaepmanna Hekponusa (TEN) u ocTpa reHepanu3upaHa eK3aHTEeMHA DYCTYI032
(AGEP), cBbp3anu ¢ npunoxeHueTo Ha aMOpokcon. AKO UMa CHMIITOMH WIH AIpU3HALM Ha
MnporpecHpall KoxeH oOpHBe (MOHAKOra CBbpP3aHH ¢ MEXYPH WIIH JIE3UH HA JINFaBULUTE), JIEYUEHHETO €
amOpoxon TpsOBa Na 6bAe He3aDaBHO NMPEYCTAHOBEHO U 114 C€ MOTHPCH MEAHLMHCKA [TOMOLL,

[fopaau puck OT HaTpynBaHe Ha cexpetute, ®naBamen popre TpsOBa Aa ce mpuiara ¢ BHUMaHUeE Npy
HapyLieHa OpPOHXOMOTOPHA (PYHKLIMSA M NPH MOJISMO KOTHYECTBO CEKPETH (HAMp. NpH pgiKaTa
[TbPBUYHA LIHINaPHA JTUCKHHE3HUA).

[Ipn HannuKe Ha HapylueHa 0bOpeuHa QyHKLMS WK Texka xenarornartys, Gnapame) gopre Moxe aa
CE M3M0A3BA CaMO Clle/i KOHCYNITaLMA ¢ Jiekap.

Kakto npu Bcako nedeHue, XxapakTepH3npalllo ce ¢ YepHoApoOeH MeTaboNMU3 LM U OCTEABALILO
O0bOpeyHo eNMMHHapaHe, MOXe Jia ce OYaKBa HaTpynBaHe Ha MeTa0OJIUTHTE Ha aMOpOKCOo,
oOpa3yBaHu B 4epHHUs Opod, NpH HanH4YKe Ha Texka ObOpeuHa HeloCTaTLUHOCT.

Tora nekapcTBo chabpxka 1.75 g copbuTon BBB BCcsika MEpUTENHa IBKHLIA OT 5 mi nepoapanen
pasTBOp. [lalMeHTH ¢ HacneacTseHa HenoHocuMocT KbM hpykTo3a (HFI) ve TpaGra na

B3UMAT/TIPHEMAT TO3M JIEKAPCTBEH NPOJAYKT.

CopOHTONBT MOXKE a NPUYHUHH CTOMAaLLHO-YpeBeH AMckOM(OpT U Niek clabuTenen edexr.

Tosa nexapcTtso cbabpka 5,75 mg GeH30€eHa kKUcenrHa BB BCAKAa MEPUTENTHA JIBKKLA OT 5 ml
NepopaneH pa3TBop

Toi KaTo MyKOAMTHLIMTE MOTaT Jla YBpPEeAAT cTOMalllHata Myko3Ha Oapuepa, amOpokcon Tpsbea aa ce
npunara ¢ BHUMaHHe Npy NaluMeHTH ¢ aHAMHE3a 3a NeNTHYHA A3BeHa Oonecr.
4.5 B3anmoaeHcTBHe ¢ APYrH JJeKAPCTBEHH NPOAYKTH N IPYrn (OpMH HAa B3aMMoAelicTBHe

He ca foknaaBaHH KIMHUYHO 3HAYWMHK HEONArONpPUATHH B3aUMOMIEHCTBMA C APYFH JIEKAPCTBEHH
MPOAYKTH.

Kombunupanoro npuinoxenue Ha Maapamen Gopre ¢ aHTUTYCHBH MOXE Ja ROBEAE 0 ONACHO

KOMOHHHUpaHOo neuenve TpabBa Aa ce NpeueHIT MHOTO BHUMATEHO.




4.6 DepTHIHTET, OPEMEHHOCT H KbLPMeHe

bpeMeHHOCT
AMOpOKCONOB XUAPOXJIOPHA NpPEMHHABA NnauenTapHara dapurepa. [IpoyuBanusa ¢ XKMNBOTHH He

MOKA3BAT NPAK WK HENPSIK BpeAeH edekT 1Mo oTHoweHne Ha OpeMEHHOCTTa, pa3BUTHETO HA
eMOpuoHa/geTyca, paXXIaHETO MITH NOCTHATANHOTO pa3BUTHE.

UHTEH3UBHUAT KAWHHYEH ONIMT cllel 28-Ta ceaMHLua Ha OpEMEHHOCTA He 1aBa AOKA3aTe/ICTRa 3a
BpeaHu edekTH BbpXY moaa. Brnpexu Tosa, Tpabea na ce cvbmonasa obuuyaiHaTa npeaAnasinBocT
Mo OTHOLUCHHE Ha M3NOJ3BAHE Ha NE€KApCcTBa No BpeMe Ha OpeMeHHocTTa. OcobeHo npes nbpBUS
TpUMeCThp, ynoTpebara Ha Dnaramen ¢opTe HE ce npenopbuBa.

KbpmeHe
AMOPOKCOSTOB XHUAPOXJIIOPUI CE€ EKCKpETUpa B MAHYMHOTO MIIIKO BBIIpEKy ye He ce ovakear

HexelaHu epeKTH BbpXY KbpMeHH bebeta, DunaBamen popTe He ce npenopbyBa 3a ynorpeda npu
KbPMELLH MaHKH.

QDepTUINTET
[TpoyuyBRaHKNA NPH KUBOTHH He NOKA3BAT BpeieH eheKT Ha aMOpPOKCON N OTHOLEHWE Ha ¢epTUIUTETA

(BWoKTe TOUKa 5.3).

4.7 EdexTs BLpxy cnocoOHOCTTA 3a IIogupaHe H padoTa ¢ MaIIUHH

Hsama nokazatencrTsa 3a epexra BbpXy cnocobHOCTTA 3a Wwodupase U pabora ¢ MallHHH.
He ca npoBexxaaHu Npoy4YBaHKA 3a eexTa BhpXY cnocoOHOCTTA 3a lodHUpane U paboTa ¢ MalLUHMU.

4.8 Hexenann jexapcTBeHH peaKklHH

HPH OLCHKA Ha HOXCITAHHWUTC pCaKLHMH KaTO OCHOBA CC B3eMa CICAHATA HECTOTA.

MHuoro uecti: >1/10

Yectu: >1/100 no <1/10

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

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

Muoro peaku: <1/10 000

C HeM3BecTHa 4ecToTa (He MOXKeE 11a Ce OTNpeAeIT OT HANIKUHUTE JIaHHH),

HapynieHus Ha UMYHHaTa cHCTEMa

HeuecTy: BUCOKA TeMIlepaTypa
Penkwu. peaKlUH Ha CBPBXUYYBCTBHTETHOCT
C HEH3BECTHA YECTOTA: aHA(PUNAKTUYHUA peakuMM, BKIIOYUTENHO aHaQWIaKTH4YEH 1IOK,

aHTHOEEM U NMPYPUTYC

Hapyurenue Ha HEpBHAaTa CUCTEMA
YecTn: aucresus (Hanp. NpoMaHa BbB BKyca)

CTomaluHo-4YpeBHU HapylleHWsa ¥ PecouparopHy, MeIMAacTHHAIHA M TOPAKAIHN HAPYLIEHHS

HecTu: rajeHe, OpajiHa U gapvHreanta XHIoecTe3ns
Hevecrtn: TOBPBLLUAHE, CYX0TA B YCTATa, AMapHA, ZUCTIENICHA M CTOMalIHA Oonka.
C HenzBecTHa ueCcTOoTA: CYXOTa B I'bpJIOTO

HapyitieHUs Ha K0xXaTa v NOAKOKHATA ThbKaH
Penku: OOpHB, YPTHKapH4
C HeM3BECTHA YECTOTA: TEXKKHU KOXKHH HEKENAHU peakiiMM (BKNIOUUTETHO EpUTEMA M
cuHapoM Ha CTHRBHC-/DKOHCBH/TOKCHYHA eNnACpMaiHa HEKPOIU3a U OCTpa FEHEp
€K3aHTEMHA NYCTYN03a).




ChrofillapaHe Ha NOAO3UPAHY HEXKETAHU pPeaK1IUH

CroblagaHeTo Ha NOAO3NPAHNA HEXKENAHH PEaKUMU CNE paspeluaBane 3a ynoTpeba Ha neKkapeTBeHus
NPOAYKT € BaxXHO. ToBa NO3BONABA /12 NPOABIKU HAONIOAEHUETO Ha CHOTHOLLEHUETO NON3a/PUCK 34
NeKapCTBEHU NPOAYKT. OT MEAHUHMHCKHTE CITCUHAATUCTH C€ W3KMCKBA Ja ¢hOOIaBaT BCAKa
NOA03UpaHa HEXENAaHa peaklMs Ype3 HaUHOHAIHA CUCTEMA 3a ChODLIABAHE:!

HUanbnxsuTenHa aresuuda 1o JiekapcTpara
yi1. ,,JdaMsH Fpyer” Ne 8

1303 Cogus

Ten.: +359 28903417

yebcaliT: www.bda.bg
4.9. IIpeaoznpane

Ho MoMeHTa He ca IOK/1aABaHH CNCUU@PHYHH CUMINITOMHU Ha Npeao3vpaHe.

B13 ocnoBa Ha cboO1IeHN 3a cny4yadHO Npeo3upaHe /WM rpellHa JeKapcTBERa ynoTpeda,
Ha0M10/1aBaHUTE CUMIITOMH CHOTBETCTBAT HA H3BECTHHUTE HEXeNaHu peakuuu ot Onaeamen ¢oprte
NpY NPENOPBHUYNTENHH J03H U MOXKE Ja C€ HAJTOXKH CHMITOMATHYHO JIEYEHHE.

5. ®APMAKOJOI'MYHHU CBOHCTBA

5.1 @apmakoaAHHAMHYHH ePeKTH

(dapmakoTepaneBTHYHa rpyna: JlekapcTBEHH NPOAYKTH 3a KaLUTHLIA U POCTYAA, MYKOMHTHLIUA
ATC xomn: RO5CB0O6

AMOpokcon, cyocTUTYHpaH OeH3nnamuH, e MeTabonuT Ha OpomxekcHH. Paznuuara ce oT GpoMxekcHH
o OTCHCTBHETO Ha METUJIOBA IpyMna M BLBEAEHATa XUAPOKCHIIHA TpyNa Ha para-trans No3uLMATa B
LHUKTOXEKCHIIOBHA TNPBCTEH. BBNPEKH Ye MEXaHU3IMBT MY Ha JeACTBHE NPEICTOH Aa ObJe HAIIBIIHO
U34CHEH, CEKPETOMMTHYHHTE H CEKPETOMOTOPHHTE €(eKTH ca 10Ka3aHH B MHOXKECTBO MPOYYBaHHI.

JIeHCTBHETO NPH NEpPOpanHo NpUACKEHHE 3ano4Ba npubamszuTenHo cae 30 min u npoabmkasa 6-12
yaca, B 3@aBHCUMOCT OT NpHI0KeHaTa €QHOKpaTHa N03a.

B nmpeaxJIMHHYHM NIpOYYBaHUA TOH yBeluuaBa IIPONOpUMATA Ha cepo3HaTa OPOHXHAJIHA CeKpeLna.
CuuTa ce, 4e NPUABHXKBAHETO HA MYKYCa C€ YJIECHABA, KATO C€ HaMaJIABa BUCKO3HUTETA MY H Ce
aKTUBMpPA LUJIHAPHUA €NUTEN.

AMOpOKCON MHAYLMpPA aKTMBUPAaHE Ha cHcTeMaTa Ha chbpdakTaHTa, KaTo JeHCTBa JUPEKTHO HA TUI 2
[MHEBMOLIMTHTE Ha anBeosiuTe W Ha Knapa kneTkdre B KpaWHUTE OTAEAH Ha AWXaTelHaTa cucTeMa.

To# ynecHaBa 00pa3yBaHETO M TPAHCIIOPTHPAHETO HA NOBLPXHOCTHO-AaKTHBHOTO BELLIECTBO B
aJiBeosIapHaTa M OpoHxHanHa obnact Ha 6an aApob Ha deTyc n Ha BB3pacTHU. Te3n edekTH ca
AEMOHCTPHPAHU B KNETBYHU KYJITYPH K in Vivo Nipy pa3fiiuHU BUIOBE.

Cnen npunoxeHue Ha aMOpPOKCOJI KOHLUEHTPaLIMATa Ha aHTHOUOTHLINTE AMOKCHLIMITUH, Le(YPOKCHM,
€PUTPOMHLMH U JOKCULHKIHWH B CNIYTYMA U B OPOHXHANTHHA CEKPET ¢a yBean4eHn. KM MOMeHTa He €

BBL3MOXHO [a C€ NPELUEHHM KIIMHM4YHATa 3HAYMMOCT Ha TOBa.
32 DapMaKOKMHETHYHH edeKTH

AMbpokcon ce pezopbupa NpakTHUECKH HANMBAHO CIIEA NEPOPATIHO NPHACKEHHE. Tinax C
rnepopanHo npuiaoxeHue e 1-3 yaca. AGcontoTHata OGMoHanMuHOCT Ha aMBpokcon che;

NPHIOXKEHHE € HaMaleHa ¢ okono 1/3 B peaynTar or first-pass edekT, ¢ obpa3yBaHe H: G,
KOHTO ce eKcKpeTupaT upes 6u0pelnTe (Hanp. AMOPOMO AHTPAHUOBA KHCENKHA, I N0 hf"%"'}“&

CBbp3BaHeTO € MIa3MEHHUTE NpoTenHH e okono 85% (80-90 %). KpahnoTto Bpeme Ha mOABRusog-" £
7 N\ S
- = -..:-_:'}h._' .‘f;

.Y




nnasmara ¢ 7-12 vaca. CyMapHoTO BpeEME Ha fTONYKUBOT B Ma3MaTa Ha aMOpokcos W MeTabonuTuTe
MYy € 0KOJIo 22 Haca.

AMOpoKcon npeMuHaBa fpes nnalcHrapHarta daprdepa v B uepebpocnKHaIHATA TEHHOCT U B
MaH4YUHOTO MJISKO.

Exckpeunnta € 90% npes 650pennte, noa popmara Ha MeTabonnTH, oOpa3yeanu B uepHHus Apob. [o-
Maliko oT 10% or OB0peuHaTa exckpeuns € HempoMeHeH amOGpokcon.

3HauuMMa enMMHHaUKXs Ha aMOpOKCON upe3 AHanu3a uian GopcHpaHa INype3a He Ce 0YakKaa, B
pE3YNTAT OT BUCOKATA CTENEH HA CBBP3BAHE C NJIA3MEHHTE NPOTEHHH U rojieMHis obeM Ha
pasnpegeeHne, KakTo U ot ¢naboTo npepasifpeneneHue OT ThKaHUTE KbM KPbBTa.

KinupbHCHT Ha ambpokcon Hamanasa ¢ 20-40 % npu Texxkn yepHoapobuu 3abonapanms. Ipu Texxka
OBOpeyHa HelOCTaTbYHOCT MOXKE [1a CE OYAaKBa HAaTPyMBaHe Ha MeTabONIMTH Ha aMOpoKCon.

5.3 IlpeakaMHHYHH JAHHH 33 6€30NACHOCT

AMOPOKCOJIOB XHAPOXJIOPH] UMA MHOTO HUCBK HHAEKC Ha OCTpa TOKCHYHOCT. [1pH npoy4saHus ¢
MoBTapAlla ce 1033, nepopaink a034 ot 150 mg/kg/nHeBHo (MukH, 4 ceamuun), 50 mg/kg/nHeBHO
(nnbxoee, 52 u 78 ceamnum), 40 mg/kg/nuesHo (3arum, 26 cenmuun) u 10 mg/kg/nHerno (kyyera, 52
CEAMHLIN) Ca YCTAHOBEHH KAaTO HHBA, MPH KOMUTO HE ce HabnionaeaT HeXKeNaH# JIEKAPCTBEHH PEAKLIHK
(no-observed adverse effect level, NOAEL). He ca ycranoBeHH npHLIENHH TOKCHKOIIOTHYHN OPraHH.
FIHTpaBEeHO3HH NpOYYBAHHA 32 TOKCHUHOCT C aMOPOKCONOB XMAPOXJIOPH], C NPOABIKHTENHOCT
YETHPH CeAMHLM NpH mbXose (4, 16 u 64 mg/kg/nHeBHo) M nipu KyueTta (45, 90 u 120 mg/kg/aHeBHO
(MH(pY3Ua 3 yaca/AHEBHO) HE OKa3BaT TEXKa JIOKaJIHA H CHCTEMHA TOKCUYHOCT, BKJIIOYUHUTETHO
XMCTOMNATONIOrHA. BCUUKH HexkelaHU JIeKapCTBEHHU peakLuu ca Ounu odpaTumm.

AMOpPOKCONOB XUAPOXJIOPH] HE € NM0Ka3a] HUTO eMOPHOTOKCHYHOCT, HUTO TEPATOTEHHOCT, JIOKATO €
TECTBaH nepopainHo ¢ xo3u Ao 3000 mg/kg/nHesno npu urbxoee U 1o 200 mg/kg/nHeBHO Npu 3auMm.
DepTHAUTETHT HA MBIKKH M XKEHCKH TUTBXOBE He € OW NOBAMAH NpH Ao3u 1o 500 mg/kg/nHeBHo.
NOAEL npu npoy4saHus Ha nepU- U NOCT-HATAIHOTO pa3BuTHE € Ouno 50 mg/kg/nHeBHo.

I1pn 500 mg/kg/anesno, ambpokconor xuapoxyiopun e nokaszan cjiaba TOKCMMHOCT NMPH Maliky 1
MaJIKUTE WM, KOETO € N10Ka3aHO CbC 3adaBsHe Ha pa3BUTHETO MO OTHOILEHHE HA TENECHOTO TEMO K
HamManeH obeM Ha EKCKpEMEHTHTE.

In-vitro npoy4saHus 3a reHOTOKCHYHOCT (TECT Ha Ames U TECT 3a XPOMO3OMHH abepaiyu) U in-vivo
NpOy4BaHNUA (MHKPOHYKJIEO3€H TECT NMPH MULIKU) HE Pa3KPHBAT HUKAKLB MyTareHeH NOTEHLHAN Ha
aMOpOKCONIOBUR XHAPOXIJIOPHAL.

AMOPOKCOJIOBHAT XHAPOXJIOPH]L HE € N0KA3a/1 HHKaKbB K2HUEPOreHeH MMOTeHUHall NPH NPOYyYUBaH NS
3a KapueHoreHHocT npyd MUWKHU (50, 200 u 800 mg/kg/nHesHo) u nnwvxose (65, 250 u 1000
mg/Kg/AHeBHO), NpU TPETHPAHE ¢ XpaHHUTenHa cMec 3a 105 1 116 ceamMULM cLOTBETHO.

OueHka Ha pucka 3a okonHara cpeaa (ERA)
PHCKBT OT Bh3AEHCTBHETO HA aMOPOKCON BbPXY OKONTHATa cpella He MoXe Ja Ob/ie H3KNIOYEH, Nopaau
JIMNICATA Ha AaHHU 32 TOKCHYHOCT 33 OKOJIHATA Cpefia.

6. PAPMALIEBTHYHH JAHHH

6.1 CHnHcLK HA NOMOUWIHHTE BellecTBA

Copbuton (E 420) teuen (Hekpuctanuaupaui) (Ph.Eur.)
ben3oena kucenuna (E 210)

["nmuepon (E 422) 85 npouenreH
XUAPOKCHETHILENYNO3a

ApoMar MallHHa (CbabpiKall BaJIEpUaHOBO MAclo, €THNALETAT, €TWIOYTHPAT, p-XHAp
6yTaHoH, asida HoHOH, 6eTa HOHOH, U30aMWJT aLleTaT, U30aMUN OYTHPAT, PO30BO MaC
nponuaerriaukod [E 1520])




[IpeuncreHa Boaa

6.2 HecLBMECTHMOCTH
Henpunoxumo

6.3 Cpoxk na rognocrt

3 rOOUHH
Ciien nbpBO OoTBapaHe Ha OyThikaTa: 6 Mecela.

6.4 CnenuanHy yCJI0BHA HA ChXpPAHECHHE
To3u nekapcTBeH NPOAYKT HE H3UCKBA CACLHAJIHY YCITOBUA HA ChbXPAHEHHE,
6.5 Bua u chraAbLPXKAHHE HA ONNAKOBKATA

ETnkeTnpaHa 6yTunka ot TbMHO cTBHKJIO (CThkIO TUI 1) ¢ Kanauka Ha BUHT U MEPUTENHA JIbXHUUKA.
Kanavkara Ha BUHT € HanpaBeHa OT TOJIMIIPONKIEH. 32 OLBETHTEN CE€ U3N0JI3BA LBETEH KOHLIEHTpAT

bano.
MepuTenHaTa IbKHHMKA € HAMPAaBeHa OT NMOMMUNPOINHIECH U UMA MEPHTENHH IHHUH 3a 1,25 ml, 2,5 ml u

5 ml (ppOBT Ha TBLXKMUKATA).

["oneMuHa Ha onakoskara: 100 ml nepopaneH pazTeop

6.6 Crhnennajiiun NpeanasHy MEpPKH MPH HIXBLPJIAHE H padoTa

To3u nekapcTBEH NPOAYKT MOXKE J1a NPEACTAB/IsABA PHUCK 3a OKOJHaTa cpera. Hensnonssanuar

JCKAPCTBCH MNPOAYKT HITH OTIIAARYHHWUTE MAaTCPHAJIHA OT HCTO TpﬂﬁB& Ad CC H3XBBPIIAT B CHOTBETCTBHE C
MCCTHHTEC U3HCKBAHHUA,

7. INMPUTEXATEJ HA PAZPEHIEHHETO 3A YIIOTPEBA

Berlin-Chemte AG

Ghemcker Weg 125

12489 Berlin

[‘'epMaHns

8. HOMEP HA PASPEHIEHHETO 3A YIIOTPEBA

20120516

9. JATA HA IIbPBO PA3SPEIIABAHE/TIOAHOBSABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Jara na nbpeo paspewtasade: 11 oxromepn 2012 1.
JlaTta Ha nocneaHO NOJAHOBSABAHE:

10. JHATA HA AKTYAJIUZMPAHE HA TEKCTA

11/2025




