KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. UME HA JJEKAPCTBEHHWS ITPOLYKT CMuKa Ha npogyxma 1]

A lo ©% 947
bnasamen edeprecleHTHH TabIETKH =t el st st
60 mg edepeclieHTHH TabJIETKH

GEXSYy ,13-10-1n |

Flavamed Effervescent Tablets
60 mg effervescent tablets

2 KAYECTBEH U KOJIMYECTBEH CbCTAB

Enna edeppeclienTha TabeTka cbabpka 60 mg amOpokconos xuapoxiopua (ambroxol
hydrochloride).

[TomoIHH BelllecTBa C U3BECTHO IEUCTBUE:!
Enna edeppecuienTHa tabnerka coabpka 110,00 mg nakrosa, 126,5 mg Hatpui, 29,29 mg copburon n

0,78 mg OeH3MII0B aJIKOXOJI.

34 IIbJIHUS CIIMCHK HA MOMOILIHUTE BEIECTBA, BU)KTE TOUka 0.1,

s JIEKAPCTBEHA ®OPMA

EdepsecuienTna Tabnerka
Kpbriu, 6enun Tabnerku ¢ aAvameTsp 18 mm M 1euTesiHa yepTa oT e/iHaTa CTpaHa.

Tabnerkara moxke 1a ObJle pa3esieHa Ha 1B€ paBHH JI03H.

4. KJIMHWUYHHU JTAHHHU

4.1 TepaneBTHYHH NOKAZAHHS

MyKOAUTHYHA Tepanus Ha BJlakKHa Kalllulla NPy OCTPH MK XPOHHYHH OPOHXOMYJIMOHAIHH

3a00/19BaHus.
daBamen edepBecilieHTHH TabJIETKH € NTOKa3aH NpU Bb3PAaCTHH M IOHOWM Haf 12 roanny.

4.2 Jlo3zupoBKa M HAYHH HA NPHJIO)KEHHE

J103upoBKa
OCBEH aKo He e MPEANMcaHo pyro, ce NpenopbyBa cjie/iHara J103upoBka 3a daBame/l

ehepBeClIEeHTHH TaOJIETKH:

Bb3pacTHu m toHowM Haj 12 roausm:
KaTo npaeuino ce npuema o %2 tabnerka @nasamen egeppeclieHTHH TabJETKH 3 ITBTH JIHEBHO 11pe3

nepBuTe 2-3 11K (ekBUBasIeHTHO Ha 30 mg aMOPOKCOIOB XMAPOXJIOPH/L 3 ITBTH JIHEBHO); CJIE/l TOBA Ce
npuema no % rabnerka dnaBamen e(pepBecLIeHTHH Ta0JIETKH 1B MBTH JIHEBHO (exBuBaJsieHTHO Ha 30
mg aMOpOKCOJIOB XHAPOXJIOPU/L 2 ITBTH JAHEBHO).

3abesiexka:
[Tpu BB3pacTHH, N03aTa MOXKeE J1a ce yBeanun 10 60 mg jBa mbTH AHEBHO (€KBHBaJIEHTHO Ha 120 mg

aMOpOKCOJIOB XUAPOXJIOPH/L HA JIEH) aKO € HEOOXOAUMO.

[eouampuuna nonynayus 7 4 N0 162 N
BezonacHocTTa M edukacHocTTa Ha DnaBamen edepBecleHTHN TabneTkn npu neyd ua Brspacr-uon 12
OJIMHH BCE OlIE HE € YCTaHOBCHA. / h 00 R 7, \
dnasames edeppeciieHTHH TableTKH € NPOTHBOMNOKa3aH MpH Aeua noj 12 ro ueqlatl m{:ﬁrjapT (BT,
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Hauun na npunoosicerue

dnasamMen epepBeCUCHTHHY TaDNIETKH € 32 NEPOPASTHO NPHUNOKEHME.

EdepaecuenTHuTe TabNeTkyt c€ pa3TBapaT B Halla c BOJa ¥ pasTBOPBLT CE NIPHEMA CJIE XpaHeHe.
dnasamen edepsecteHTHH TabeTkn He TpsOBa fa ce npuema noseve ot 4-5 AHU 6e3 KOHCYNTaLNg C

nexap.
3a no3upoBka npy 6LOpeynn K YepBOAPOOHH 3a00/19BanUd, BHXKTE ToYKa 4.4,

4.3 IIpornBonokazanma

dnapames edeppeclieHTHH TabneTkH He Tp:AOBa Na ce npHeMa Npy CBPbX1YBCTBHTEIHOCT KbM
AKTUBHOTO BELECTBO HIIH KbM HAKOE OT NOMOLIHHTE BelllecTBa, H30pOEeHH B Touka 6.1.

[lopann BUCOKOTO ChABLPKAHME HA aKTHBHO BELIECTBO M (aKTa, ue 6€30nacHOCTTa 1 e(pHKaCHOCTTA Ha
dnasamen edeprecueHTHH TabNETKH NPU Aena noj 12 roauuina Bp3pacT BCE OLIE HE ¢ YCTAHOBEHA,
dnasamen edeprecleHTHH TabneTky € MPOTUBOIIOKa3aH Npy Aclia noa 12 roamuiHa BB3pacr.

4.4 CnenuMaaHy NnpeaynpexIeHus B NpeanazHH MEPKH NPH ynorpeda

Mma choBuieHNs 32 TEXKKH KOXKHH peakiMi KaTo epuTeMa MynTudopme, CHBAPoM Ha Stevens-Johnson
(SJS)/Toxcnuna enuaepmanta Hekponusa (TEN) v ocTpa reHepanysupaHa ek3aHTeMHa NyCcTyno3a
(AGEP), cBBp3aH¥ C TPAIIOKEHAETO Ha aMOPOKCOoI1. AKO MMa CHMITTOMH WM NMPH3HALH Ha
nporpecupan KokeH 0GpuB (ITIOHAKOra CEBP3aHH C MEXYPH WITH NIE3NH Ha JINTaBHLMTE), IEHEHHETO C
ambpokcos Tps6Ba na 6bae HezabaBHO NPEYCTAHOBEHO U 112 C€ NOTHPCH MEAHULIMHCKA TIOMOL,

TTopanu pHCK OT HaTpynBaHe Ha cekpetnTe, Onapamen edepbeClieHTHH TabneTk TpsORa Aa ce
npuara ¢ BHUMaHue NpH HapyileHa OpoHXOoMOTOpHA (PYHKLUMS H NPH IOAAMO KOJIHYECTBO CEKPETH
(Hanp. NpH peIkKg CHHAPOM Ha HENOJBHXHHUTE PECHHUKH).

I[Ipn Banuue Ha HapyuieHa 6b6peuna GpyHKIMA MK TeXKo yepHoapobHo 3abonaBane, PrnaBamMen
ediepBecueHTHY TabneTKn MOXKE 1a CE U3MOJI3BA CaMO ClIet KOHCYITauMus ¢ JieKap.

KaKkTo npH BCAKO NEKAPCTRO ¢ YepHOApoOeH MeTaboH3bM, nocieaBaH oT Op0peyHo ennMUHKpaHe,
MOJKE /1a Ce OYaKBa aKyMyJupaHe Ha MeTabonuTture Ha amOpokcon, ofpasyBaHy B YepHHUs Apo0, Tpu
HalMuKe Ha Texka 0b0peyHa HelOCTATBYHOCT. ThH KaTO MYKONHTULIMTE MOraT 21a YBpeasT
cTOMAlllHATa MyKo3Ha Gapuepa, amGpokcos1 TpabBa [a ce nipujiara ¢ BHUMaHHe TIPH NalHEHTH ¢
aHaMHe3a 3a fenTUYHa a3BcHa Donecr.

To3u nekapcTBEH MPOAYKT ChAbpKa NakTo3a.JlalpeHTn ¢ psaika HacneAICTBeHa HEMOHOCUMOCT KbM
ranaxKTo3a, ITbJIEH JaKTaseH AeHIIHT KM [I0KO30-TalakTO3Ha Manabcopbuuns He TpaOBa na

[PUEMAT TO3H NIEKAPCTBEH NPOAYKT.

To3m NeKapcTBEH NPOAYKT ChAbPXKA 29,29 mg copOuTON BLB BCKa edepBeCLiEHTHA TabneTka.

Tora nexapcTBo Chabpxka 126,5 mg HaTpuil Ha edepBeciieHTHa TabneTka. beH3nnoBUAT ankoxon
MO3Ke fa NPHYMHM aAlepriyHy peakiiny. BHCcoku no3u Tpabea na ce U3non3paT ¢ NOBUUIEHO BHHMAHHE
¥ caMo aKo € HeoOX0anMMO, 0Co0EeHO Npy OPEMEHHN WK KBPMELLW XK€HH H NPY NALKEHTH ¢
yepHOAPOOHO MM 6BOpeuHO yBpex/1aHe MopajJyl PUCK OT HATPyNBaHe M TOKCHYHOCT (MeTabONUTHA
auuno3a).

Jla ce uMa npeABHA NPY NALMEHTH, KOMTO Ca Ha INETa C OrpaHUUeH NpHEM Ha HaTphH.

Heobxoa1M0 € BHUMaHyE NPH NALUMEHTH ¢ HENOHOCHMOCT KbM XUCTaMuH. HIpy Tean n
Tpa6Ba 1a ce n36arpa NPOABLIDKUTENHA TEPaNKs, Thi KaTo aMOPOKCON NOBNUABA META
XHCTAMHH ¥ MOXKE /12 IOBEAE 10 CHMNTOMM Ha HEMOHOCHMOCT (Hanp. raasobonue, T

chpbex).



4.5 BiaanMonaeicTBae ¢ APYrM J€KAPCTBEHN NPOAYKTH W APYrH GOpMA HA B3anMoONeHCTBHE
He ca cbobliaBaHi KIMHUYHO 3HaUYUMK HeONnaronpuATHY B3aMMOLERCTBUA C APYTH NeKapCTBa.

Kom6unupanoTo npunoxedne Ha dnasamen eeppeCLEHTHH TaONETKH C AHTUTYCHBH MOXE Na
NIOBEJIE 10 ONACHO HATPYNBAHE Ha CEKPETH NOpaay NOTHCKAHE HA KaUNHYHKA pednekc. ETo 3awo
MoKa3aHWATA 3a TOBa KOMOMHHMPAHO NeyeHue TpAOBa Na ce NpeLeHAT MHOIrO BHUMATENHO.

4.6 DepTHAHTET, OpeMEHHOCT H KbpMeHE

bpeMeHHOCT
AMGPOKCONOB XHAPOXJIOPHA NPEMHHABA NnalleHTapHarta bapuepa. IIpoy41BaHHATA C )KUBOTHH HE

MOKA3BAT AMPEKTHH WK HHOWPEKTHH BPEAHN eeKTH N0 OTHOLIEHHE Ha OPEeMEHHOCTTa,
eMOPUOHATTHOTO ¥ (E€TaNHOTO Pa3BUTHE, PaKAAHETO WX NOCTHATAJHOTO PAa3BUTHE.

OB1INPHAAT KIMHHYEH ONKUT ciien 28 ceamuua oT GpeMEHHOCTTa He 1I0ka3Ba IaHH! 32 BPeAHH eeKTA
BEpXY rnoaa. HezasucuMo ot TOBa, Tpa0Ba Aa ce crbmonasar 0bHyaifHHTE NPEAYNPEKACHNA 1O
OTHOLLEHHE N3TOI3BaHe Ha JIEKapcTBa Nno Bpeme Ha BpeMenHocT. OcobeHo Nno Bpeme Ha NbpBHA
TpUMeCTbD, ynorpebara Ha OnaBamen edeppecLicHTHH TADNETKM HE ce NpenophyBa.

KnpMeHe
AMGPOKCONOB XHAPOXJIOPUIL C€ EKCKPETHpa B MaifynHOTO MAsKO. BIipekn ue He Ouxa ce ouakpanH

Bpe/IHM eeKTH NpH KbpMeH#n jela, Pnapamen edepbeciieNTHH TabNETKH He ce Npenophysa 3a
ynorpeba oT KbpMelllH MaiKH.

PepTUAUTET
ITpoyuBaHHMATA C KHBOTHH He MOKA3BAT BPEIHM e(heKTH Ha aMOPOKCOI NO OTHOWICHHUE Ha

¢depTHNMTETA (BXK. TOYKA 5.3).

4.7 EdexTn BbpXy cnocofHocTTa 32 Wwodupane B padoTa ¢ MANIKHH

dnasame| edepecenTHH TabNETKH He NOBINABA WA NOBIHABA NPeHEOPEXUMO CrIocobHOCTTA 32
niogupane 1 padbora ¢ MallIMHMK.

4.8 Hexenanm JekapcTBeHH PEaKIiHH

Hp}'l OlleHKa Ha HEXEIMTAHHUTE PEaKlUHH KaTO OCHOBa CC B3cMa ClI€lHaTa YECTOoTa.

Mpmuoro yect: (=1/10)

Yectu: (>1/100 no <1/10)
Heuectn: (>1/1 000 no <1/100)
Penku: (>1/10 000 no < 1/1 000)

Mpnoro penxu: (<1/10 000)
C Heu3BecTHa 4ecTOTa (He Mo>ke 1a Ob/le HanpaBeHa OlleHKa OT HAIMUHWTE 1IAHHH),

HapyuieHus Ha UIMYHHATa CUCTEMA
Penxu: peaklHy Ha CBPbXYYBCTBHTENHOCT
C HeH3BeCTHA YecToTa: aHa(uIaKTUUHH peakLiMY, BIUIIOYHTEIHO aHAPHIAKTHUYEH LIIOK, aHFHOEAEM H

NPpYPHTVYC

HapyuieHua Ha HEpBHATa CUCTEMA
Hecru: aucreysms (T.e. NPOMEHM BbLB BKYCa)

CToMalHO-YpEBHH HAPYLIEHNS Y AMXAT€AHW, MEANACTHHANHY W TOpaKanhy Ha
Hecru: raaeHe, opanHa ¥ apeHrHajgHa XUnoecTe3us

Heuecrn: NOBPbIUAHE, AHAPHS, AUCTIENICHS, KopeMHa OoNKa # CyX
C Hen3BEeCTHA HECTOTa: CYXOTa B I'bpJIOTO




Hapywenus Ha KoxkaTa ¥ NOJAK0KHATA ThbKaH

Penku. oOpuB, ypTHKApHs
C HeM3BeCTHA YECTOTA: TEXKH KOXKHM HEXKENAHH peakliy (BKIIOYNTERHO EPUTEMA MYIITHHOPME,
cuHApoM Ha CTHRBHC-IDKOHCHH/TOKCHYHA ENUAEPMAnta HEKPOIN3a i OCTpa

reHepanu3upaHa eK3aHTEMHA NyCTYyN03a).

O6um HapyLiIeHRS Y eDEKTH Ha MSCTOTO HA NPHI0KERUL
HeuecTu: BHCOKA TEMIIEpPaTypa

Cro61aBaHe Ha MOJ03HPAHN HEXXeJAHH PEaAKIIUH
Cho611aBaHeTo Ha NOJO3MPaHH HEXKENaH) peakLMH cliel] paspeluasaHe 3a ynorpeda Ha JiekapCTBEHHS
ApPOAYKT € Bakno. ToBa Mo3BoJIsBa A MPOABLIKY HAGMIONEHNETO Ha ChOTHOLIEHHETO NOA3A/PHCK 32

NeKapcTBeHMs NpoaykT. OT MeAMUMHCKUTE CNELIMANIHCTH Ce H3HCKBA a CboDOLaBaT BCAKa
NOAO3HpaHa HEXENaHa peakuns Yypes:

HManbnHuTeiHa areHluus no nekaperaara
yi1. ,,JJaman ['pyes™ Ne 8
1303 Codus

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

4.9 IIpeao3upane
Hocera He ca JoKNIafBaHM cnelM$UYHB CUMITTOMH Ha Npexo3HupaHe Npu Xopa.

B3 ocHOBa Ha ciTy4ailHO npeio3npaHe U/ UK Ha chOOIIIEHHS 32 JIEKapCTBEHH I'PEIlIKH,
HabmonaBaHHTe CHMIITOMH Ca B CLOTBETCTBHE C H3BECTHUTE HEXXEIaHH €eKTH Ha (Prapamen
edepBeClleHTHH TAONETKH B NMPENOpBYUTEIHHTE IO3H H MOXKE 112 M3HCKBAT CHMNITOMATHYHO JIEYEHHE.

5. GAPMAKOJOI'MYHU CBONCTBA

5.1 <PapmakoaHHAMMYHH CBOHCTBA

dapmakoTepanesTHuHa rpyna: [Ipenaparty 3a Kauuiila 1 HaCTHHKA, MYKOIIHTHIH
ATC kon: ROSCBO06

AM6pokcon, cybcTuTynpas GeHznnamu, e MeTabonnTt Ha 6pomxekchH. Pasnnyaga ce oT bpoMXeKcHH
[10 OTCHCTBUETO Ha METHNOBA IPpyna H BbBE/leHaTa XHAPOKCHIIHA Ipyna Ha Napa-TpaHc No3HLnATa B
LIMKIIOXEKCHAOBHA NPbCTEH. BBIpeKH ye MEXaHH3MBT My Ha AEACTBUE NPeACTOM a Oblle HabAHO
H3ACHEH, CEKPETONIHTHYHHUTE M CEKPETOMOTOPHHTE €(PEKTH Ca AOKa3aHH B MHOXECTBO NPOY4BaHHUA.

JleiicTBUETO NPH NEpPOPAHO NpUIoKEHNe 3ano4sa npudansurento cnea 30 min u npoabmkasa 6-12
yaca, B 3aBUCUMOCT OT MPUJIOKEHaTa €AHOKpaTHa J103a.

B npeninHMunKM Npoy4YBaHus TOJ yBeHYaBa NPONOPLKATA Ha CepO3HaTa OpOHXHMAIHa CEKPEUNA.
CuymnTa ce, ue NTPUABHKBAHETO Ha MYKYCa Ce yNIeCHsBa, KaTO ce HaMalsABa BUCKO3UTETa MY H CE€

AKTUBHUpa LUNHUAPHHUA ENHTEN.

Toi ynecHssa 06pa3yRaHETO ¥ TPAHCTIOPTHPAHETO HA NOBBPXHOCTHO-AKYHBHOTO
anseonapHaTta n GpoHxHanHa obnact Ha 63a Apob Ha deTyc ¥ Ha BB3pacTHH. Tea
NEMOHCTPHPAHHU B KJIETbYHH KYJITYPH K 171 VIVO NPY Pa3NiyHH BHIOBE.



BnaronpuaTeH edekT BLPXY YeCTOTaTa Ha ek3alepbaumnnuTe niaK BupXy denonpodnara GyHKLHA BCE
OlIE HE € eHO3HAUHO YCTAHOBEH npH naunenTh ¢ XObb.

5.2 @®apMaKOKHHETUMHH CBOHCTBA

AmBpokcon ce pe3opbupa IPakTHUECKH HATIBJIHO CNE/l NEPOPATTHO NIPUIOKEHNE. Timax ClEN
nepopanto npuioxenne ¢ 1-3 yaca. AGconmoTHaTa GHOHANTHYHOCT Ha AMOPOKCO Cle]l NEPOPANHO
NpUAOKEHHe € HamaneHa ¢ okono 1/3 B pesynrat ot first-pass edekT, ¢ obpazyBaHe ha MeTabONUTH,
KOWTO Ce eKCKpeTHparT upes 6u6peunTe (Hanp. AbpoMO aHTPaHWI0Ba KUCENHHA, [IIOKOPOHKAH).
CehLP3BAHETO C N1a3MEHUTE NPOTEHHU € okoio 85 % (80-90 %). KpaliHoTo BpeMe Ha NONY>KHBOT B
nnasmara € 7-12 yaca. CyMapHOTO BpeMe Ha NONY’KHBOT B NJla3MaTa Ha aMOpOKCOJ1 U METaboNNTUTE

MY € oKoJio 22 Jaca.

AMGpOKCON IpeMKUHaBa Npes MlalleHTapHaTa 6apyepa M B LiepebpocnuHanHaTa TEYHOCT ¥ MaHUMHOTO
MJISIKO.

Excxpennsra € 90 % npes 6s6peunte, nog hopmara Ha meTabonyth, 06pazysanu B uephus Apod. 11o-
mManko ot 10 % oT 6u6peuHaTa eKCKpeLms € HENPOMEHEH aMOpOKCo.

3HauHMa eJIMMUHALMA Ha aMOpOoKCO Upes AMajin3a Uar GopcHpaHa quypesa He ¢ 04aKBa, B
PE3YNTAT OT BUCOKATA CTEMEH Ha CBbP3BAHE C TUIA3MEHUTE NIPOTEMHH U TOJIeMHs 00eM Ha

pasnpeieieHte, KAKTo B 0T cnaboTo npepasnpeneseHHe OT ThKAHUTE KbM KPBBTA.

KnupbHCBT Ba aMbpoxcon Hamanasa ¢ 20-40 % npu Texxn yepHonpobny 3abonspanui. Hpy rexka
6bOpeyHa HEJOCTATEYHOCT MOJKE f1a C& OUaKBa HaTpyNBaHe Ha MeTaboIMTH Ha aMOpoKcon.

5.3 IlpenxkJHHRYHM JAHHH 32 0€30NaCHOCT

AMOpPOKCON0B XHAPOXJIOPH], HMa HUCBK HHAEKC Ha O0CTPa TOKCHYHOCT. B npoy4BaHHsa ¢ MHOTOKpaTHO
npuioxeHnue ce Habmopmasa NOAEL (HHBO, TIpH KOETO He C€ HaOMOAABAT HEXKENAaHH PEAKLH, No-
observed adverse effect level) npu nepopanun no3u ot 150 mg/kg/nen (Muiixa, 4 ceamuun), 50
mg/kg/nen (X, 52 u 78 cenmuun), 40 mg/kg/nen (3aex, 26 cenmuun) 1 10 mg/kg/nen (xyuye, 52
ceaqmuum). He ca HabnioaaBaHH TOKCUKONOTHYHH NIPHLENHH OpraHH. YeTHpHCeAMHYHM NIPOY1BaHH
34 TOKCHUHOCT 1IPH BEHO3HO NpHIOKEeHHe Ha aMOpOKCOIOB XHAPOXIICPH NPH NbXxose (4, 16 n 64

mg/kg/nen), npn kyuera (45, 90 u 120 mg/kg/nen (nHdy3us 3 h/neH)) He nokaspaT TexKa JIOKagHa K
CHCTEMHAa TOKCHYHOCT, BKIIOYHTENHO M ThKaHHa naTofiorks. Becuuku Hexenann eexTy ca oOpaTHMA.

AMOPOKCONOB XHAPOXJIOPHA HE € HUTO EMOPHOTOKCHYEH, HUTO TEPAaTOT€HEN NPY NIPOYYBAHNS C
nepopanny ao3n Ao 3000 mg/kg/nen npy navxose U a0 200 mg/kg/ned npu 3alLy. PePTHIUTETET HA
MBXCKH M JKEHCKH TUTbXOBRE He ce noenuasa npy no3u ao 500 mg/kg/nen. Croinocrra Ha NOAEL B
Npoy4BaHusd 3a NEpU- ¥ NocTHaTaIHO pasBuTHe € 50 mg/kg/nen.

B no3u 500 mg/kg/nen, aM6pOKCOJIOB XUAPOXJIOPH]L € IEKC TOKCUYEH 332 MaHKUTE M fIOKOJICHHETO,
KOETO Ce JIEMOHCTPUpa KaTo 3a0aBeHO HaJAaBaHe Ha TENECHOTO TErJ10 ¥ NO-MaNKOo [10TOMCTBO.
[TpoyvBaHMATA 32 TEHOTOKCHUHOCT in Vitro (Ames u XpoMO30MeH abepaHTeH TeCT) W in vivo
(MUKpOHYK/I€apeH TECT MPU MHILKA) HE PasKpUBAT KAKBBTO W Jia € MyTar€HeH NoTeHUHan 3a
aMOPOKCONIOB XHAPOXIOPHA. AMOPOKCONOB XHAPOXAOPHA HE NOKA3Ba KAKBBTO H Aa € TYMOPOI¢HEH
NOTEHIIMAN B NPOYYBaHHs 3a KaBUeporeHHocT NpH MUKy (50, 200 n 800 mg/kg/|nen) u nnvxose (65,
250 u 1000 mg/kg/nen) npy neyeHne ¢ AWeTHYHA cMec ChoTBETHO 105 1 116 ceamuum.

6. OPAPMANEBTHYHHA JAHHHU
6.1 CnHcbK HAa NOMOILIHHMTE BEMECTBA

JIumoHena kucenuna, 6e3roaHa
HaTtpner xuaporeHkapOoHat
Harpuer kapbonar, be3poseH
3axapyH HaTpui




Harpuer uvknamar
Harpues xnopua
Hatpuer nutpar

JlakTo3a, 6e3BoAHA
Manuton (E 421)

Copburon (E 420)
Apomat uepewa “ALH”; kon 801, koiTo cbabpka cOpOUTON, HATPHH, NPOTNTUACHIIMKON U OEH3UIIOB

aJIKOXOJ1.
CHUMETHKOH

6.2 HecvsmecTumMoOcTH

Henpunoxxumo

6.3 Cpok na rognocr

3 TOAMHN

6.4 CneunanHm ycJioOBHS Ha ChbXpPaHeHHe
Ha ce cpxpansasa noa 30 °C.

CopXxpaHsaBailTe MHOIOJO30BUS KOHTEHHEDP NIBTHO 3aTBOPEH, 32 Na MPEAIazuTe TableTkKUTe OT
CBETJIMHA M Biara.

6.5 IaHHH 3a oNMaKOBKATA

MHOro/1030B KOHTEHHEp 0] popMaTa Ha Ty6a, HanpaBeH OT aJlyMHHHIA WM NOJIUIPOIHIEH, C
IMOJHETUHIIEHOBA Karavka, KOsTo ChAbpXKa CHIIHKOHOB I'ejl.

] 'onemMuHy Ha onakoBKaTa: 10 edpeprecieHTHH TAONETKH
20 edeprecueHTHY TAONETKH

He BcHyKkM BHIAOBE 0IIaKOBKM Morart Aa ObnaT IMyCcHaTH B IpojaxOa.

6.6 Cnenuannm npeanazHy MepKH NPH HIXBHPJISHE

Hewnsnon3BanuaT JieKapCTBEH NPOJYKT MM OTNAaAbYHHTE MAaTEPHAIIH OT Hero TpaOBa 1a ¢€ U3XBBPIIAT
B CHOTBETCTBHE C MECTHUTE H3HCKBAHUA.

7. INPUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

BERLIN-CHEMIE AG
Ghemcker Weg 125
12489 Berlin, I'epmanns

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

9. JATA HA IThbPBO PAZPEHIABAHE/TIOJJTHOBABAHE HA PAZPEINIEHU
YIIOTPEDBA

Hara Ha nbpBO paspeniapane 3a ynorpeba: 23. 07. 2010 r.



10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

04/2024




