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1. UME HA JIEKAPCTBEHUA ITPOIYKT

Mdnaames Tabnerku npoTuB Kauuivua 30 mg tabieTku
Flavamed Cough Tablets 30 mg tablets

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

| Tabnerka cbabpika 30 mg amOpokcosioB xuapoxnopua (ambroxol hydrochloride).

[ loMOLIHH BeLIeCTBA C U3BECTHO JIEHCTBHE:

1 Tabnerka cbabpka 40 mg 1aKTO3a MOHOXH/IpaT.
3a MbJIHUA CITMCHK HA MOMOLLHUTE BELIECTBA, BU)KTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tabnerka
bsina, kpbria, niuocka TabneTka ¢bC CKOCEHH Kpaullla M JIeJIWTe/IHa YepTa OT e/lHaTa cTpaHa.

Tabnerkara moxke 1a Ob/1€ paszjiesieHa Ha JIB€ paBHH J103M.

4. KJIMHHUYHHU JIAHHHU

4.1 TepaneBTHYHH NOKA3AHHS

MyKOIHTHYHA Tepanus MPH OCTPH U XPOHUUYHHU OPOHXOMYJIMOHAJIHHU 3a00J1s1BaHMs, CHITIPOBOJAEHHU C
HapylieHo oOpa3yBaHe U OT/IeJISHE Ha MYKYca.
(dnapame TabJIeTKH NPOTUB KalllJIKIa ca MOKAa3aHH 3a Jiela Haj 6 roJIMHH, FOHOILIW U Bb3PACTHH.

4.2 Jdo3HpoBKA H HAYHH HA NPHJIOKEHHE

J1lo3upoBKa

Jleua 1o 6 roaunm
(bnaame/1 TaOJIETKH NPOTUB KalJIMLIA € NPOTHBOIOKA3aH 3a Jieua a0 6 roauHu (BUxKTe Touka 4.3).

Jleua ot 6 10 12 roauHu
[lo npunumn, no %2 Tabnerka MaaBamen TabneTkyH NPOTUB Kallljikia ce rnpuema 2-3 mbTH JIHEBHO

(EKBMBAJIEHTHO Ha 15 mg amMmOpOKCOJIOB XHAPOXJIOPHL 2-3 ITBTH JIHEBHO).

Bb3pacTHu ¥ toHOoWIM Ha/1l 12 TOAMHMU
[lo npunumn ce npuema no 1 tabnerka Mdnagame TadbJETKU NPOTUB KalJIMLA 3 TTBTH JIHEBHO TPE3 MbPBUTE

2-3 nHM (ekBuBasIeHTHO Ha 30 mg amMOpOKCOIOB XHAPOXJIOPH/1 3 ITBTHU AHEBHO); CJIe/l TOBA ce npuema o 1
Tabnerka MnaBame TabNETKH NPOTHB KallJIMLA JIBA NMbTH JIHEBHO (eKBUBaJIeHTHO Ha 30 mg aMmOpoOKCOnOB

XH/IPOXJIOPHU/L ABA IMBTH JAIHEBHO). o ———

3abenexka
[Ipu BBL3pacTHM J103aTa MOXKE na ce yBeanuu 10 60 mg 1Ba NbTH JIHEBHO (€KBHUBAJICH

aMOpPOKCOJIOB XH/IPOXJIOPH/1 HA JIEH) AKO € HEODXO/IMMO. l

Heouampuuna nonyiayus \\ 5
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Buxk Touka 4.3 3a ynotpebBa npH aeua noa 6 roqdHH.
HauyH Ha npruaoxenue

(Dnapamen TabneTxu NPOTUB KaULIMIIA € 33 [EPOPATHO NTPUTIOKEHUE,
Hati-go6pe e TabneTkure na ce nornbliat 6€3 aa ce AbBYAT clel XpaHeHe, ¢ OOUAHO KOMHUECTBO TEHHOCT.

dnaeamen TabneTku NpOTHB KauuiMLa He Tpabsa Aa ce npuema nosede ot 4-5 aHu 6e3 KORCYNTauMs ot
nexap.

3a no3upoBka npy 6BOpEUHN U YepHOAPOOHHU 3a00NABaHHA, BUXKTE TOYKa 4.4,
4.3 IlpoTHBONOKA3ANNA

CBpPBLXYYBCTBHTENHOCT KbM aKTUBHOTO BELIECTBO HIIM KBM HAKOE OT NOMOLIHMTE BEWECTBA U30POEHH B
TOUYKa 6.1.

HDPR,IIH BHCOKOTO CBHBADPNKAHRC HA AKTHBHO BEMCCTBO, OaaBamen TableTKH RPOTHB KAallUIHLA HE €
noaAxXoAdall 3a NPpUJIOKEHHE NMPAH Aena nmoj 6 ronnmna BB3pacT.

4.4 CrneuHajHn npeaynpexacHust  NpeanasHH MepKd Npu ynorpeba

Mma cbobiieHHd 3a TEXKKHN KOXKHH peakiLliM KaTo epuTeMa MynTudopme, CHHAPOM Ha Stevens-Johnson
(SJS)/Tokcuuna enuaepmainHa Hekponu3za (TEN) u ocTpa reHepanusupana ekzaHTeMHa nyctynosa (AGEP),
CBBP3aHH ¢ NMPUNOKEHHETO Ha aMOpokcon. AKO UMa CUMIITOMM MITH APU3HALIM Ha NMPOrpecHpaill KoXXeH
o6pHB (TTOHAKOra CBLbP3aHH ¢ MEXYPH HIIH JIE3UK HA IUraBULIMTE ), TedeHneTo ¢ aMOpokcon Tpabea aa Obae
He3a0aBHO NPEYCTaHOBEHO M [a Ce NMOThPCH MEAULIMHCKA IIOMOLL.

[Topanu puck oT HaTpynBaHe Ha cekpeTuTe, ®naramen TabneTku NpoTUB Kauukua TpaOBa Aa ce npunara ¢
BHUMaHME MpPH HapyllieHa OpPOHXOMOTOPHA QYHKLMA U NPH rOJISMO KOAHYECTBO CEKPETH (Hanp. NpH peaKus
CHHJPOM HA HENOABHKHHUTE PECHHUUKH).

[Ipn Hanuyme Ha HapyweHa OLOpeuHa GpyHKUMA UM TEXKO YepHoapobHo 3abonspane, DnaBamen TabieTku
NPOTHUB Kalnuua Tpabea na ¢ce npunara camMo cnea KOHCYNTauHUs ¢ nekap.

KakTo npu BCeKH NeKapCTBEH NPOAYKT C MepRoapoben MeTtaboauazbm, nocneasaH oT 60peuHo
eJIMMHUHHpaHe, MPH HalUuMe Ha Teskka ObOpeuHa HeAOCTATHEUHOCT MOXKE Jla C€ OUaKBa HATpyMNBaHe Ha
MeTa0OJIMTUTE HA aMOpOKCOJT, 00pa3zyBaHH B HEPHHUS Apo0..

To3u nekapcTeeH NPOAYKT CbAbPXKA JlakTo3a. [laleHTH ¢ pgaKa HacaeACTBEHA HEMOHOCUMOCT KbM
ranakTo3a, mbjeH Ae@HUNT Ha J1aKkTasza WM FAKKO30-rajakTo3sHa Manabcopbunus nan HENMOHOCHMOCT KbM
bpykTo3a He TpadOBa na npuemar ToBa NEKapCTBO.

To3u jlekapcTBeH NMpoayKT CbABPAKA No-Manko oT 1 mmol HaTpu# (23 mg) Ha TabneTka, T.€. Ha NPaKkTHKa He
CBhAbPXKA HATPHH.

4.5 B3aumoaeiicreHe ¢ APYIrH JIeKAPCTBEHH NPOAYKTH H APYrd GopMH Ha B3aHMOAeHCTBHE

[1pn xomOuHUpaHa ynotpeba Ha Mnasamen TabNETKH ¢ AaHTUTYCUBH MOXKeE Jia ce pa3sHue (ONacHo)
HaTpyINBaHEe Ha CEKPET NOPAAH HapyuleH KalulHueH pedrekc rnpu NauMEHTH ChC ChLeCTBYRALIN

pecnupaTtopHH 3a00AABaHUA, KOUTO Ca NPHAPYXKEHHN OT XUIIEPCEKPELMSA HA CY3, KATO KUCT
UK OPOHXUEKTA3MH.




4.6 PepTHIAATET, OPEMEHHOCT H KbpPMEHE

bpeMeHHOCT

AMOpOKCONOB XUAPOXIOPUA NPEMUHABA rnalenTapHara dapuepa. [NpoyusaHuaTa npy »KHUBOTHH HE
NMOKa3BaT MPEKH WA KOCBEHH BpeHU €PEeKTH BbpXY OpeMEHHOCTTa, eMOpUOHANHOTO/(PeTATHOTO pa3BHUTHE,
paKAAHETO WIIN NOCTHATAJIHOTO Pa3BUTHE.

OOLWHPHHAT KIIHHHUYEH ONUT ciep 28-Ta ceAmMULIAa Ha OPEMEHHOCTTa He NPeACTaBs A0KA3aTe/CTBa 3a BpeAHH
e(peKTH BLPXY Iioaa. Hezasucnmo oT ToBa, 0OOM4aHHUTE NpEeRynpeXAeHN 3a NMPUI0KEHHE Ha JIEKApCTBA M0
BpeMe Ha OpeMeHHOCT TpsabBa na ce cnaszsat. OcobeHo npe3 MbpBUA TPUMECTLP, ynoTpebara Ha Dnasames
TabAeTKH NPOTHUB KaLlIMLA HE C€ NPENOPHYBA.

KbpMeHe
AMOPOKCONOBHAT XUAPOXJIOPHI IPpEMUHaBa B Mai4lMHOTO MiAko. He ce npenopbuBa ynoTpebara Ha

MDnasamea TabneTKH NPOTHUB KALILTHLIA OT KbPMELIH MaiKH.

QepTHAHTET
HexnrHuuHHuTE NpoyuBaHHUA HE MOKA3BaT yBpexxaaw edeKkT Ha aMOpOKCOJI 10 OTHOMIEHHE Ha (bepTUIHTETA

(B TOuka 5.3).

4.7 EdexTi BEPXY cnnocoOHoCTTA 33 modHpaHe H padoTa ¢ MAIIUHH
Hsama nokazatenctea 3a edexta RupXy wWodpupaHe u pabora ¢ MalnHU, He ¢a nMpoBexxiaHH NpoyyuBaHug 3a
edrekTHTE BHPXY WOPHpaHe U paboTa ¢ MalIKHA.

4.8 Hexes1aHH 1eKAPCTBEHH peakiMH
I1p1 oLleHKa Ha HEXXENaHUTE PeakUMH KaTo OCHOBa Ce€ B3€Ma CJIE/IHATA YECTOTA:

MHoro yectu: >1/10

Yectu: 21/100 go <1/10

Heuectu: >1/1 000 po <1/100

Peaku: >21/10 000 go < 1/1 000

Muoro peaxn: <1/10 000

C Heu3BecTHA uecToTa (HE MOXKE [1a C€ ONpEIeNAT OT HAIMYHHUTE NAaHHH).

HapyineHnns Ha NMYHHATa CHCTEMA

Peaxu: peaKklMHi Ha CBPbXYYBCTBUTETHOCT

C HeM3BecCTHa 4ecToTa! aHA(UNAKTUUHU pEAKLIMH, BKIIOYUTENHO aHapHNaKTHUEH LOK, AHTHOEAEM U
NMpypuTyC

HapyuieHus Ha KOXATA W NDOAKOXHATa ThKaH:

Penku: 00puUB, ypTHKapH3

C HeusBeCTHa 4ecToTaA! TEXHKH KOXKHHU HEXKENAHH peaktuHH (BKIIOYHTENHO €pUTEMa MYNTH(HOPME,

cHHApOM Ha Stevens-Johnson/TokcHyHa enuaepManHa HEKpOIU3a ¥ OCTpa reHEPATH3INPAaHa €K3aHTEMATO3HA
NnycTyno3a)

CTOMAUHOUPEBHH HApYLIEHHA

YecTu: rajeHe
HeuecTu: [OBPBLIAHE, AHapH, KopeMHa DoJika »u aucnencus
MHOro pegkH: cuanopes

PecniipaTOpHW, TPbAHH ¥ MEAUACTUHANIHU HADVIIEHHS
C HEHU3BECTHA YECTOTA: AUCIHEA (KaTO CUMIITOM Ha pEaKUMA HA CBPbX4YBCTBUTEN

O6wwu HapyieHHs U eDEeKTH Ha MACTOTO Ha TPHUJIgKEHHE
HedecTu: TpecKa, IMraBu4HHA peakiiuy




CrobulaBane Ha NOJO3UPAHH HEXENAHW pPeaKiuu

Cho0ulaBaHETO Ha NO03UPAHHM HEXKENaHHW PeaklMK cliell pa3pellaBaHe 3a ynorpeda Ha J1eKkapCTBEHUA
APOAYKT € Ba)kHO. ToBa NO3BOJIsIBA Ja NPOAbLIXKH HAOMIOIEHUETO Ha CHOTHOLIERHUETO MON3a/PUCK 3a
neKapcTBeHHs NpoaykT. OT MeANLMHCKHTE CNELMATIMCTH Ce U3UCKBaA Aa CboOIaBaT BCAKa NMOA03HpaHa
HexKellaHA peakLUa Ype3 HAllHOHATHA CHCTEMA 3a choOlaBane:

HMznennurenna areHums no Jekapereara

yi. ,,Jaman 'pyes” Ne 8

1303 Codus

ten.: +359 28903417

yebcait: www.bda.bg

4.9 IIpeno3zupane

Jlocera He ca NoKJ1aaBaHH cneLMPHYHH CUMITTOMH Ha NpeA03Mpane NpH xopa. Bb3 OCHOBa Ha CiiyyaiHo
npeao3upaHe WM cboOLICHUS 32 NEKAPCKH MPelIkH, HabIloAaBaHUTE CHMIITOMH Ca B CHOTBETCTBHE C
M3BECTHHTE HEXeJIaHW peakUyH Ha PiaBames TabieTky NPOTHR KaWHLA NPH NPEenopbUYUTETHNTE A03H U
MOJKE Ja U3HUCKBAT CUMITTOMATHYHO NIeUEeHHE.

5. GAPMAKOJIOTHYHH CBOHCTBA

5.1 PapMakoAHHAMHYHH CBOHCTBA

(dapmakoreparieBTH4Ha rpyna: IIpenapaTy 3a xawnyua ¥ HACTHHKA, MYKONUTHLIM
ATC kon: ROSCB06

AMbOpokcon, cybcTutyrpat OeH3nnamMuH, € Metabonut Ha OpoMxekcuH. Paznuuapa ce oT GpoMXEKCHH no
OTCHCTBHE Ha METUIIOBA IpyIa ¥ HATMYME HA XUAPOKCHIIHA Ipyna B Napa-TPaHC NO3ULHUA B LIMKIOXEKCHITHUA
NpbLCTEeH. BLNpeky ue HETOBHAT MEXaHNU3BM Ha ACHCTBUE HE € HATIBIHO U3ACHEH, CEKPETOJINTHYHHTE U
CEKPETOMOTOPHUTE €EKTH ca J0Ka3aHH B MHOXKECTBO IIPOYUBAHMA.

HelicTBHeTO NpH nepopanHo NPUIIOKEHHE 3anouBa npubnusnTtento cnex 30 min ¥ npoabmkaea 6-12 vaca, B
3aBUCUMOCT OT NMPHJIONKEHaTa eJHOKpaTHa 103a.

[Ipy npeAKNHHHUYHA H3CTeABaHMUA Dellle BL3MOXKHO Jia ¢€ MOKaXe, Y& aMOpOKCONOB XUAPOXJIOPHA,
aKTHBHOTO BelUeCTBO BbB Qapamen TabJIETKH NPOTHB KAalLWIKLA, [TIOBMUIABA Ae/ia Ha cepo3HaTa OpoHXHanHa
cexkpeuus. AMOPOKCON XHAPOXJIOPHI AOMBJIHHTEIHO NMOBHILIABA NTPOU3BOACTBOTO HA Cbp(QaKTaHT, KaTo
NehCcTBA AUPEKTHO BbPXY NMHEBMOLIMTHTE TUN 1] Ha aneeonuTe U KieTkUTe Ha Kiapa B obiacrra Ha MankuTe
AUXaTeNHH NBTHILA U CTUMYJIMPA aKTUBHOCTTA HA pecHUuecTHd enuten. HamaneH BUCKO3UTET Ha CIy3Ta M
noAoOpeH TpaHcHoOpT (MYKOLMIIHApEH KIHPBHC) €a pe3ynTar oT Te3u e(ekTH. belne Bb3MOKHO a ce
NOKaKe NOA0OPEHUAT MYKOLUITHAPEH KIHPBHC B KIIHHWUHMA HapMaKkoNOrH4HH NpOoyvBaHHA.

[loBU1IEHOTO OTAENSHE HA BUCKO3€H CEKPET K NOAOOPABAHETO HA MYKOUMIHAPHUA KIIKPBHC MOANOMAraT
EKCIIEKTOpaLiMATa H YIECHIBAT OTKALIUIAHETO.

JlokaneH aHecTeTHUEH ePeKT Ha aMOPOKCO XHAPOXNOpUI € HabaJaBal B MOJEN Ha 3AELIKO OKO U €
BEPOATHO Aa € pe3yJITaT OT CBOMCTBATa Ha OJ0KHpaHe Ha HATPUEBHTE KaHAIN: AMOPOKCOJI XHAPOXIOPHA
ON0oKMpa XHNEPNOAAPHUIUPAHN KNOHHPAHH HEBPOHAJIHH BOJITAXK-3ABUCHMHU HATPHEBH KAHAITH in Vitro;
CBBP3BAHETO € OOpaTUMO M 3aBUCH OT KOHLICHTPALHATA.

In vitro, aMOpoKCON XMAPOXJIOPUA U3FNEKAA NPOABABA NPOTHBOBB3NANNTENEH edeKT. YCTaHOBEHO €, ue
OCBOOOJaBAHETO HA UWTOKHHH OT KPbBHH MOHOHYKI€ApPHH H nnnumopdwﬂymeapuu KIETKH, HO ChIMO W

aMOPOKCOJIOB XUAPOXIOPUA in Vitro.
Cnen ynmpeﬁa Ha HMGPOKCGHDB XHAPOXJOPU] C€ MOBULIABAT KOHLEHTPALUUTE HA aHT
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AHTHUBAPYCHM CBOKCTBA NPH in Vitro Npoy4YBaHHs ¥ NPH )KUBOTHHCKKH MOJEIIH:
[Ipy in vitro npoyuBaHHs BbPXY YOBELIKH TPAXEaTHH ENUTEITHH KITETKH € HabmioaasaHo HaMansBaHe Ha

pennuxkaunara Ha puHosupyc (RV14).

B Monen Ha MULIK AMXaTeNHY MbTHILA € HabonaBaHO HaMasaBaHe Ha peniykaluaTa Ha BUpyca Ha rpun A
Mpy NpeaBapuTENHO TpeThpaHe ¢ amOpokcon. KbM HeuHa gaTa He € Bh3MOXKHO 11a ¢e NPeanoioxku
KJIMHUYHO 3HAaUYeHHE OT TOBA.

5.2 PapmMaKOKHHETHYHH CBOHCTBA

AMOpoxcon ce pe3opOHpa NPaKTUUYECKH HAITBJIHO clel NNEPOPATIHO NPUNOKEHHE. Tmax CIIE NEPOPANHO
npuioxenue e 1-3 yaca. AbcomoTHaTa OMOHANUYHOCT HA aMOpOKCON cien nepopaTHO NMPHAOKEHHE €
HaMalieHa ¢ okoJo 1/3 B pesynrar or first-pass edekT, ¢ obpa3yBaHe Ha MeTabOJIUTH, KOUTO C€ EKCKpeTHpAT
ype3 OL6pennTe (Hanp. TMOPOMO aHTPaHWJIOBA KUCENIHHA, TTIOKOPOHHUIHN). CBBbP3BAHETO C NAA3ZMEHHTE
NPOTeHHH € 0KkoJ1o 85% (80-90 %). KpaitHoTo BpeMe Ha nony»kKHBOT B 1n1a3mara e 7-12 gaca. CymMapHOTO
BpEMeE Ha NONY>KHUBOT B I171a3Mata Ha ambpokcon u metabonuture My e okono 22 vaca,

AMOpoKcon npeMuHaBa npe3 nnatieHTapHaTta Oapuepa ¥ B LepeOpOCUHANHATA TEYHOCT K B MaHYHHOTO
MITAKO.

Exckpenusra ¢ 90% npes 6u06peunte, non popmara Ha MeTabonauTH, 0bpa3zyBaHH B uepHua aApob. [o-Marnko
oT 10% oT 6bOpeuHaTa eKCKkpeuus € HenmpoMeHeH aMmOpoKCoI.

3HauMMa €JIMMHHALIHA HA 3M6p0K00ﬂ Hpe3 JHaJin3a HIH (prCHpﬂHﬂ AUYPC3a HC CC OHAKRBA, B PE3YVATAT OT
BHCOKATA CTENEH HA CBBP3BAHC C INA3MEHUTE IMNPOTCHHHU K I'OJIEMHUS 0obeM Ha pasznpciAcieHHE, KAaKTO ® OT

cnaboTo npepasznpeneneHne OT ThKaHUTE KbM KPBRTA.

KnupbHCBT Ha amMbpokcoit Hamansaga ¢ 20-40 % nipu Texkkn uepHoapodbHu 3abonaeauni. Ilpu Texka
O1bOpeuHa HEOOCTATHLYHOCT MOXKE [1a e OYaKBa HATPyNBaHe Ha MeTaDonuTH Ha aMOpOKCOoJT.

5.3 IpeaknnHuyYHR JAHHK 32 0€30MACHOCT

AMOPOKCONOB XMAPOXJIOPHA UMA HHCBHK HHAEKC Ha OCTPa TOKCHYHOCT. B npoy4BaHna ¢ MHOMOKpPaTHO
npunoxeHne ce Habmonasa NOAEL (HuBo, nNpH koeTo He ce HabnioaaBaT HeXkenaHu peakumin, no-observed
adverse effect level) npu nepopaniu no3u ot 150 mg/kg/nen (Muika, 4 ceamnnn), 50 mg/kg/nen (nnwvx, 52
n 78 ceamuun), 40 mg/kg/nen (3aek, 26 ceamuun) u 10 mg/kg/nen (xyqe, 52 ceamutn). He ca Habarogasanm
TOKCUKOJIOTHYHH NMPULIEAHH OpraHd. YeTHpUcEAMUYHH NPOYYBaHHA 338 TOKCHYHOCT NPH BEHOIHO
MPUNOKEHUE Ha aMOPOKCONOB XUApoxJIopua npu nmavxose (4, 16 n 64 mg/kg/nen), npu kyuera (45, 90 u
120 mg/kg/nen (nHOY3ug 3h/AeH)) He NoKa3BaT TEXkKKa JIOKAJIHA WK CHCTEMHA TOKCHYHOCT, BKIIOYHTENHO H
TbKAaHHA NaToJIOruA. BCHYKH Hexenanu edpeKTH ca oOpaTtuMH. AMOPOKCOIOBR XHIPOXSIOPHU HE € HUTO
eMOPHOTOKCHYEH, HUTO TEPATOreHEH NPH NMPOYy4BaHKA ¢ nepopanku a034 ao 3000 mg/kg/aen npn nnbvxose
n 1o 200 mg'kg/nen npu 3aiiuy. GepTUAHUTETHT PH MBAKKH H XKEHCKH MIIBXOBE HE C€ NOBAWABA NIPH J03H 10
500 mg/kg/nen. Croitnoctra Ha NOAEL B npoyuraHHs NpH NEepH- ¥ NOCTHATAIHO pa3BHTHE € S50
mg/kg/nen. B no3u 500 mg/kg/nen, amOpokconoB XUApOXNOpUA € KO TOKCHYEH 38 MAaKKHTE H
MOKOJICHHETO, KOETO C€ ACMOHCTpHpa upe3 3adaBeHO Ha1aBaHE HA TEMECHO TErA0 M NO-MalKoO NOTOMCTBO.
[IpoyuBaHug 32 reHOTOKCHYHOCT in Vitro (Amer ¥ TeCT 3a XpOMO30MHH abepauun) U in vivo
(MUKpPOHYKJIEAPEH TECT NIPH MHUUIKA) HE pa3kKpUBAT KaKbBTO M 11a € MyTareHeH rnoTeHunan 3a aMmobpokcosios
XHAPOX0pUI. AMOPOKCONIOB XMAPOXIJIOPH] HE NOKA3Ba KAKbBTO M 1 € TYMOPOTE€HEH MOTEHIHAN B
Npoy4YBaHHUa 3a kaHueporeHHocT npu MHULLkH (50, 200 1 800 mg/kg/nen) n nnvxose (65, 250 u 1000
mg/kg/neH) npu nedyeHue ¢ AUeTHUHa cMmec 3a ¢cboTeeTHO 105 u 116 ceamuum.

OueHka Ha pucka 3a okonHata cpena (ERA)
PUCKBT OT BB3AEHCTBHETO Ha aMOpOKCOJ BLPXY OKOJHATa cpeaa He Moke Ja Obae HIKIT
JIMNcaTa Ha 1aHHHW 32 TOKCHYHOCT 3a OKOJIHaTa cpeja.




6. GOAPMAIHEBTHYHHA JAHHH
6.1 CnHnebK HA TOMOIIHHUTE BelllecTRA

JlakT03a MOHOXHMApAT
LlapeBu4HO HUiLECTE
Llenynosza Ha npax
KpockapMenosa HaTpyi
IMoernaoH K 30
Marhesues cTeapar

6.2 HecnLBMeCTHMOCTH

He e npunoxuMo

6.3 Cpok Ha TOZHOCT
2 TOOAMHM,
6.4 CnennaiHn YCIIOBHSA HA CbXPAHEHHE

Ha ce cpxpaHgna nop 25 °C.
6.5 J1anHu 32 ONAKOBKATA

PVC/anymunues dnucrep
["'onemMyuHa HA ONAKOBKHTE: 10 Tabnerku
20 Tabnetkw
50 Tabnetkn
He BcHUKHM BHAOBE ONAKOBKH MoraT Aa ObaaT nycHaTH B npoaaxoa.

6.6 CnennanHu npeanasHyd MEepKH NPH H3XBbLPJIAHE

Tosu JCKAPCTBCH IIPOAYKT MOJKE Ja INpCACTABIIABa PHCK 34 CKOJIHATA CpcAaad. Heusnon3BaHUAT JICKAPCTBCH
NpoaykKT HJIK OTNIAABbHHHUTC MAaTCPHAIIH OT HEro TpHﬁBa dd CC UH3XBDBPJIAT B CbOTBETCTBHUE C MECTHMUTE
H3UCKBAHHA.

7. IIPHTEXATEJI HA PASPEUIEHHUETO 3A YIIOTPEBA

Berlin-Chemie AG
Ghenicker Weg 125
12489 Berlin, I'epmanns

tenedon: (030) 6707-0
dakc: (030) 6707-2120

www.berlin-chemie.de

8. HOMEP HA PASPEHIEHHNETO 3A YIIOTPEBA

20060358
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10. JATA HA AKTYAJINBUPAHE HA TEKCTA
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