KPATKA XAPAKTEPUCTHKA HA ITPO/IYKTA




l. UME HA JIEKAPCTBEHUWS TTPO/IVKT
Mdnasamen gopre 30 mg/5 ml nepopaneH pazrsop : sseasnass
Flavamed forte 30 mg/5 ml oral solution - 95 -0k 2005
2. KAYECTBEH H KOJIMYECTBEH CHCTAB

| ml nepopanen pasTBop ChAbpXka 6 mg aMmOpokconoB xuapoxaopua (ambroxol hydrochloride).
Bcsika MepuTeliHa JIbkKHdka ¢ 5 ml nepopanen paszreop cbhabpka 30 mg amOpoKcoI0B XHIPOXJIOPH/L.

[TomouHu BelecTBa ¢ U3BECTHO JEHCTBHE:
Bceska MepuTenna 1pxuua ot 5 ml nepopaiien pasteop chiabpxka 1,75 g copouron u 35.75 mg

OeH30€eHa KMCEJIHHA.
3a MbJIHUA CIIMCHK HA MOMOILIIHHUTE BELECTBA, BHKTE TouKa 6.1.

3. JJEKAPCTBEHA ®OPMA
[lepopasnen pa3TBop
buctsp, 6e3usereH 1o 01€10 XKBJIT pa3TBOP.

4. KJIMHHUYHHA JAHHHA

4.1 TepaneBTHYHH NOKA3AHHUS

MyKoNMTHYHA Tepalids Ha BjlaXKHa KalluTMIa NPy OCTPH WM XPOHWYHH OPOHXOITYJIMOHAITHH
3a00J1IBaHUSA.

dnasames opre € 1nokasaH 3a Jiela Hajl 2 roJiMHH, IOHOIIH H Bb3PACTHH.

4.2 Jlo3HpoBKa H HAYHH HA NPHJIOKEHHE

J{o3upoBka

OcBeH ako He e NpeAIHcaHo Apyro, ce npenopbyBar ciejnure 1034 Dnasamen popre:

Jeua Mexay 2-5 roAHHH
Y4 MepuTenHa nbkuuKa ¢ 1,25 ml nepopasien pa3tsop 3 11bTH IHEBHO (€EKBHBAJIEHTHO Ha 22,5 mg
aMOpPOKCOJIOB XHJIPOXJIOPUA/AEH).

Jena mexnay 6-12 ronunu
Y2 MepuTeHa JIkKuuka ¢ 2,5 ml nepopasnen pa3tsop 2-3 nbTH AHEBHO (€kBUBaJIEHTHO Ha 30-45 mg
amMOpPOKCOJIOB XHIAPOXJIOPHI/IEH).

Bb3pacTtHu ¥ 1oHOWH Hajl 12 roauHu
[Tpe3 nmepBUTE 2-3 AHHM NO €1Ha MEPUTETHH IBKHYKH ¢ 110 5 ml 3 nbTH IHEBHO (€KBHUBaJIEHTHO Ha 90

mg aMOpOKCOJIOB XHUAPOXJIOPUJI/JIEH), cliell ToBa 10 1 MepuTesiHa JIbKHYKa ¢ 1o 5 ml nepopajieH
pa3TBOp ce npueMa 2 IbTH THEBHO (eKBMBaeHTHO Ha 60 mg aMOpOKCONIOB XUAPOXJIOPH/IEH).

3abenexka:
3a BB3pacTHH NPH HEOOXOAMMOCT Al03aTa MOXe J1a Obae yBenuueHo 10 60 mg amOpokdl
XHJIPOXJIOPH/L JIBa ITbTH AHEBHO (€KBMBaNEeHTHO Ha 120 mg amOpOKCOI0OB XMAPOXIOph

—

leouampuuna nonynrayus
Bwx Touka 4.3 3a ynorpe0da np#u Jieua noja 2 roJivHu.



Flerame u npods o ume imoch! Ha BpUIONCCHNe
(dnasamen GopTe € 32 NEPOPAINHO NIPHIIOKEHHKE H Ce TIPHEMA CIe/L XpaHEHe C NOMOLITA Ha

MEpUTEe/IHATA IbXKHUKa.
®nasamen opte He Tpabea aa ce npueMa noeseue ot 4-5 THU 03 KOHCYNTALHA € JIeKap.
3a n031poBKa npu 6L6peYHN N 4epHOIPOOHH YBPEXIaHHA, BHXTE TOUKA 4.4

4.3 Ilporneonokaszanus

CBp'bX‘-I}VBCTBHTEJTHGCT KhM aKTHUBHOTO BCIUECTBO HIIH KBEM HAKOE OT NMOMOLLHHATE BEWECTBA, OITHCAdHH

B TouKa 6.1.
dnasamen popre He TPAOBa Aa ce NpHeMa NpH Aela NoA 2 roAMILIHA BB3pacT.

4.4 Cnenuainu npeaynpexiaeHss H NpeAnNasny MePKH npa ynorpeda

ViMa cHOOImEeH S 3a TeXKH KOXHH PEaKIi KaTo eputeMa MyaTtudopme, CHHIpOM Ha Stevens-Johnson

(SJIS)/rokcuuna enupepManta Hekponusa (TEN) v ocTpa regepanH3sdpaHa eK3aHTEMHA ITyCTyno3a
(AGEP), cBBbp3aHn ¢ NPHIOKEHHETO Ha aMbpokcon. AKo ¥Ma CHMITTOMH HITH NIPY3HALIM Ha

[IporpecHpall KoxxeH oOpuUB (IIOHAKOra CBbP3aHH C MEXYPH KIIM JIE3NH Ha JINTABULIHTE), IEYEHHETO C
amOpoxoJ Tp2OBa na Oblie He3a0aBHO NMPEYCTAaHOBEHO H 1a C€ MOTHPCH MEAHIIMHCKA TTOMOILL.

[Topany pHCcK OT HaTpymBaHe Ha cekperure, PnapaMen dopre TpadBa aa ce npHnara ¢ BHUMaHue NpH
HapylleHa OpOHXOMOTOpPHA (GYHKLHA H NIPH TOJIAMO KOMUYECTBO CEKPETH (Hanp. NpH psaKaTa
MLPBHYHA LHJIHAPHA IMCKUHE3NA ).

ITpu Hanvune Ha HapyieHa 6bOpeyHa QYHKIMA HIM TeXKa Xenaronathg, OnasaMen Gopre MoXe Ia
ce M3M0N3BAa CaMO CJieZl KOHCYNITalHs C Iexap.

Kakro npu BCAKO jiedeHHe, XapakTepH3Mpallo ce ¢ YepHoapobeH MeTaboNMM3bLM H NOCNeNBalo
6B0peuHO eNHMHHApaHe, MOXKE 1a Ce 04aKBa HaTpynBaHe Ha MeTabonHTHTE Ha amOpokcon,
oOpa3yBany B yepHus Apob, npy HalMyKe Ha Texxka OpOpeuHa HENOCTAaTh4HOCT.

Tora nexapcreo cpabpxka 1.75 g copbuTon BB BCcAka MEpUTENHA TkKKLA OoT 5 ml nepoapaeH
pasteop. [lanmenTn ¢ HacneAacTeeHa HenoHocuMocT kbM ¢pykTo3a (HFI) ne TpabBa na
B3HMAT/TIDHEMAT TO3H JIEKAPCTBEH NPONYKT.

Cop6HTON®T MOXKe [1a IIPUaHHY CTOMAITHO-YpEeBEH AUCKOMGPOPT H Ntek cnaburenen edekr.

Topa nexapctBo chAbpKa 5,75 mg GeH3oeHa kucenuHa BbB BC2KA MEPHTENHA ThXHla oT 5 ml
1IepopaneH pasTBop

Twi1 KaTO MYKOIUTHLIMTE MOraT fla YBpeIaT cTOMalllHaTa Myko3Ha 6apuepa, ambpoxcon tpabsa na ce
[pUIIara ¢ BH¥MaHKe NpH NalHeHTH ¢ aHaMHe3a 3a NeTHYHa a3BeHa Oonecr.

4.5 B3auMozeHcTBHE ¢ APYIrH J1€KAPCTBEHH IIPORYKTH M APYrH (popMH HAa B3aHMONECHCTBHE

He ca poxnaaBaHy KIMHHYHO 3Ha4¥MH HeOaronprMaTHH B3aHMOACHCTBHSA ¢ APYIH NEKApCTBEHH
NPOAYKTH.

Kom6unuparoto npunoxxenne Ha dnasamen GopTe ¢ aHTHTYCHBH MOJKE 1a IOBE/IE 10 OTIACHO
HATPYTIBAHE Ha CEKPeTH NOpajy NMOATHCKAHE Ha Kaluiwuhua pedrekc. ETo 3amo nokasapydi™y saJes
xOMOMHUpaHO JeveHye TpaOBa Ja ce NpeUeHaT MHOTO BHHMATEITHO. 1\ 0




4.6  Pepruamrer, OpeMennocT 1 KbpMmene

bpeMeHHOCT

AMOpPOKCOJIOB XHAPOXJIOPHA NPEMHHABA TUlalleHTapHara 6apyepa. [1poyuBanus ¢ XHBOTHH He

' I0Ka3BaT MpAK WIH HENPAK BpelieH eeKT 10 OTHOMIEHHE Ha OPeMEHHOCTTA, Pa3BUTHETO Ha
eMmGpHona/deTyca, pXKIAHETO WIH NOCTHATATHOTO Pa3BUTHE.

UHTEeH3UBHUAT KIMHHYEH ONUT cliel 28-Ta ceiMula Ha OpeMeHHOCTa He [1aBa AOKA3aTe/ICTRA 32
BpeAHY eeKTH BLPXY [L10Aa. Buipeky Tora, Tpsabsa na ce crbaiofasa oduuaiHaTa npeaAnasnBoCT
110 OTHOLIEHHE Ha H3N0N3BaHe Ha JeKapcTBa Mo Bpeme Ha OpemenHocTTa. OcobeHo npe3 nepBus

TPUMECTLP, YoTpebara Ha (DnaBamMen QopTe HE Ce NperopbUBa.

Kipmene
AMBPOKCONOB XMAPOXJIOPH CE EKCKPETHPA B MARUKHOTO MJLIKO Bbnpexy 4e HE ce ouaKBar

HexxenaHHi edekTH BBPXY KbpMeHH 6ebeta, OnaBamen dhopTe He Ce NpenopbyBa 3a ynorpeda npy
KbpMEILH MankH.

DepTunurer
[IpoyuBaHus Npy XKHBOTHH HE NOKA3BAT BpeAcH eeKT Ha aMOPOKCOII O OTHOLIEHHE Ha QEepPTHANTETA

(BrOKTE TOUKa 5.3).
4.7 Edexrn Bbpxy cnocobHocTTa 32 Inopupane n pabora ¢ MATHHH

Hsma nokasaTtencTea 3a edekTa BbpXY cnocobHocTTa 32 modupane U paboTa ¢ MalllMHH.
He ca npoBexxaany Npoy4yBaHus 3a edexra BbpXy ¢NocoOHOCTTA 3a WodHpaHe 1 padoTa ¢ MalINHA.

4.8 Hexenann JekapcTBEHH peaKNHHA

an OLi€HKa Ha HEXEJIaHUTE peaKilHHi KaTO OCHOBA C€ B3€Ma CiIeHAaTa YeCTOoTa.

Muoro uecty: 2>1/10

Yecru: >1/100 po <1/10

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

Penxu: ; >1/10 000 no < 1/1 000

Muoro peaxu: <1/10 000

C HenzBecTHa yecTOTa (HEe MOXE Aa ce ONPENEAAT OT HUTHYHHATE NaHHH).

Hapylenyusa Ha y¥MyHHaTa CHCTEMA

Heuectu: BHCOKa TEMIIepaTypa
Penxn: peakuyy Ha CBPBXYYBCTBHTEIIHOCT
C HeM3BECTHa YecToTa: aHa(UIAKTHYHH peaKLMH, BKIIOYUTEIIHO AaHa(PHIAKTHYEH MIOK,

aHIrHoeAEM U MPYPHTYC

HapyineHue Ha HepBHATa CHCTEMA
Yectn: nucresus (Hanp. NnpoMsaHa BB BKyca)

CromaniHo-ypeBHN HapynieHus 4 PecnupaTopHH, MEAMACTHHAIIHH ¥ TOPAKaNHA HapYIEHHA

YecTu: rajeHe, opanHa H apuHrealtHa XunoecTesvd
Heuecmn: NoBpbILAHEe, CYXOTa B YCTATa, AMapHs, AUCTIENCHA ¥ CToMallHa Oonka.
C Hen3BecTHa YecTOoTa: CyXOTa B I'bPJIOTO

Hapyinenysa Ha Ko)kaTa ¥ NOAKOXHATa ThbKaH

Penxu: 0OpHB, yPTHKAPHA

C Hen3sBeCcTHA YeCcTOTa: TEXKKH KOXKHH HeXEJIaHU peaklivy (BKAIOYHTENHO epUTeMa
cunApoM Ha CTuBBHC-JPKOHCHH/TOKCHYHA ENHAEPMAaNHa HEKPONH3a U OCTPa reHep
€K3aHTEMHA NYCTYN03a).




Cho0wasaHe 1Ha noao3npaty HERCAAHN PEARIL

CHOBUABAHETO HA NMOAOZHPAHK HCRCIAHN PCAKIH CACL PA3PCIHABANC 32 ¥NOTPeda 1 JICKIPCTBEINS
NPOAYKT € BaxHo. TOBa No3BOAABA Aa NPOABIIKA HADMOAEHNETO HA CHOTHOEHHETO 110132/ PUCK 32
JICKapCTBCHHA ITIPOAYKT. Ot MEQULIHHCKHTE CNIeHaAINCTHN .CE U3HMCKEBA J1a CLDﬁLL[ﬂBaT BCAKaA

MOJO3MpPana HexelaHa peaxijis Ype3 HallMOHalIHa CHCTeMa 3a ChoOlaBaHe:

ManbnuuTenHa areHuns no JeKapcTeara
yn. ,,JlamsaH ['pyer” Ne &
1303 Codus

Ten.: +359 28903417
yebcaiit: www.bda.bg

4.9. Ilpeno3npane

Ilo MOMeHTa He ca AOKIafiBaHK cnedpUUHH CUMITTOMH Ha Npeao3HpaHe.

B3 ocHOBa Ha CHOOILEHHA 33 CyYaHHO Npefo3upaHe M/ WM I'pelliHa JIeKapcTBeHa yrotpeba,
HaOMONaBaHKWTE CHMITTOMM CBOTBETCTBAT HA M3BECTHUTE HexeNnany peakipn or Onasamen gopte
HpH NPENOPBUHTENHH JO3H H MOXKe J1a Ce HAJIOXKH CHMIITOMATHYHO JICYEHHE.

5. ®OAPMAKOJOI'NYHN CBOUCTBA

5.1 @apmMaKkoARHAMHYHH ePeKTH

dapMakoTepaneBTHIHa rpyna: JIekapcTBeHH NPOAYKTH 32 KalUTHLA A npﬂcwm, MYKOJHTH1IH
ATC xon: ROSCB06

AM6poxcon, cyGeTuTyrpaH Gen3unamuH, e MerabonuT Ha 6poMXEKCHH. Pasnmaasa ce or OpoMXeKCHH
Mo OTCHCTBHMETO HA METUJIOBA IPyNa M BbBelieHaTa XMAPOKCHIIHA Tpyna Ha para-trans NO3HLUMATA B
IIMKJIOXEKCHIOBHA NPBCTEH. BBNIpeKH Ue MEXaHHW3MBT MY Ha [eiCTBHE NPEICTOM A2 ObAe HANIBIIHO
M3ACHEH, CEKPETOJHTHUHHTE H CEKPETOMOTOPHHTE €(EKTH Ca NOKa3aHH B MHOXKECTBO NNPOYYBAHUA.

TleHcTBHETO NPH NIEPOPATHO TIPUIIOKEHHE 3ano4uBa NpubnuzuTenyo cnea 30 min U npoabMxasa 6-12
yaca, B 3aBHCHMOCT OT IPHJIOXKEHATa €AHOKpaTHA J103a.

B npeaKkIMHHYHM NPOYYBAHKS TO yBeIHYaBa NpoNopLUHATa Ha cepo3Hara OpOHXHaNHa CEeKpeLHs.
CuuTra ce, 4e MPHIBHKBAHETO Ha MYKYCa C€ YJIECHABA, KaTO Ce HaMallgBa BUCKO3HTETa MY U C¢€

aKTHBHpa HHJTHAPHNWA CITNTCJI.

AM6poKcon HHAYLIMpa aKTHBUpaHe Ha cUcTeMaTa Ha chpdakTaHTa, KaTo neiicTBa AMPEKTHO HA THIT 2
ITHEBMOHUTHTE Ha aJIBEOJINTE U Ha Knapa KIETKHTE B XpaHHHUTE OTAEC/IM Ha IWXaTeJIHATa CHCTEMA.

Toli ynecHaBa 0O6pa3yBaHeTO U TPAHCTIOPTHPAHETO Ha MOBBPXHOCTHO-AKTHBHOTO BEILIECTBO B
anBeonapHaTa ¥ 6ponxuanHa obaacT Ha Oan Apob Ha deTyc U Ha Bb3pacTHH. Te3u €deKTH ca
IEMOHCTPHPAHU B KIE€THYHH KYJITYPH H in Vivo NpH pa3nuvHH BUAOBE.

Crnen npunoxeHxe Ha aMOpOKCOn KOHLIEHTPALMATA HA aHTHOMOTHIIMTE aMOKCHITHIHNE, LieYPOKCHM,

epPUTPOMHLMH M NIOKCHUMKINH B CITyTYMa ¥ B OpOHXHaNnMA CeKpeT ca ysenHyeHH. KbM MOMeHTa He e
BB3MOXXKHO JIa € TIpelicHH KIIMHHNYHATA 3HaYyuMOCT Ha TOBa.

5.2 <{PapMaxokHMHeTHYHH ePeKTH




nnazmMara ¢ /7-12 vaca. (_'}"."rlﬂl_lﬂl“l']‘l"} BPCME Hek DOTVIKHBOT B TH1a3MaTa Ha ﬂ!‘tlﬁpﬂliﬂﬂll W MeTadboNIHTHTC

MV € OKk0a0 22 vyach,

AMOpoxcon npemMuHaga nApe3 nnaueHrapHaTa 6apuepa ¥ B LiepeOpocnMHanHaTa TeYHOCT W B
Mal4YBHOTO MISKO.

. Exckpeuusita e 90% npes 6x6penyre, non popmarta Ha Mmetabonuty, obpasysany B uepnns apob. FHo-
Manko oT 10% ot 6bOpeunara ekckpelus € HeNpOMEHeH aMOpOKCoIl.

3HauMMa envMHUHalHa Ha aMOpOKCco Yype3 auanu3a WK popcHpaHa AWYype3a HE ce OYaKea, B
pe3yJITAT OT BUCOKATA CTENEH Ha CBBP3BaHE € MJIA3MEHUTE NMPOTEHHH U ronemMns obem Ha
pasnpeneneHue, KakTo 1 oT c1aboTo npepa3npeieIeHHe OT ThKAHUTE KbM KPBBTA.

KnupsHChT Ha ambpokcon Hamanssa ¢ 20-40 % rpu Texku yepHoapobHH 3abonasanma. llpyu Texka
OLOpeydHa HeOCTATHYHOCT MOJXKE Jla C& OYaKBa HATPYNBaHE Ha METaOONMKTH Ha aMOpokcor.

5.3 IlpeaknuHH4YHHN AAHHH 32 6e30NacHOCT

AMOpOKCONOB XUOPOXJIOPUA HMa MHOTO HUCHK MHAEKC HA OCTpa TOKCHYHOCT. I1pn npoy4ysanms ¢
NOBTApAIIA Ce 1034, epopanHy 1o3u ot 150 mg/kg/nueBno (Mmuxy, 4 cenmuum), 50 mg/kg/nnesno
(rurexose, 52 n 78 ceamuun), 40 mg/kg/anesno (3aium, 26 ceamnun) U 10 mg/kg/nnesno (xyyera, 52
CeMHLIM) Ca YCTAHOBEHH KATO HUBA, IIPH KOMTO He ce Habmio[aBaT HEXKENaHH JICKaPCTBEHH peakLiiy
(no-observed adverse effect level, NOAEL). He ca yctanoBeHH NpHULIENTHH TOKCHKOJIOTHYHHY OpraHH.
HUHTpaBeHO3HHM NpOy4BaHHA 32 TOKCHYHOCT ¢ aMOPOKCOIOB XHAPOXIIOPHA € NPONB/DKHTEIHOCT
JyeTHMpH CeaMULIK NpH nabxose (4, 16 u 64 mg/kg/nneBno) 1 npyu Kydera (45, 90 u 120 mg/kg/nnesHo
(¢ y3ua 3 yaca/AHEBHO) HE MOKA3BAT TEXKKA JIOKAHA H CUCTEMHA TOKCHYHOCT, BKIIIOUHTEIHO
XucTonarosorus. BcHuky HeXxeNnaHH leKapcTBeHH peaklimu ca Ouin obparnmu.

AMOPOKCOJIOB XHAPOXJIOPUA HE € T10Ka3all HUTO eMOpHOTOKCHYHOCT, HUTO TEPaTOre€HHOCT, JOKATO €
TecTBaH nepopainyo ¢ no3u 1o 3000 mg/kg/nuesro npy mrsxose 1 Ao 200 mg/kg/aHeBHO IpH 3ai1M.
MepTHNUTETET Ha MBXKH M XKEHCKU NNBXOBE He € OMil noBNMaH npu no3u xo 500 mg/kg/nHeBHo.
NOAEL npu npoy4ysaHHs Ha NEPH- U NOCT-HAaTaNHOTO paseHTHE € 6o 50 mg/kg/nHeBHO.

Ipu 500 mg/kg/nHeBHO, aMOPOKCOJIOB XHAPOXIIOPUA € NoKasan cnaba TOKCHYHOCT fipy Maiky H
MAJIKHTE MM, KOETO € MOKa3aHO ChC 3a0aBaHE Ha Pa3BUTUETO IO OTHOLNEHHE Ha TEIECHOTO TErJIO H
HaMalleH 00eM Ha eKCKpeMEHTHTE.

In-vitro npoyyraHHA 3a reHOTOKCHYHOCT (TECT Ha Ames K TEeCT 3a XpOMO3OMHH abepaliyi) 4 1n-vivo
Npoy4YBaHHA (MHKPOHYKJIEO3€H TECT NPU MHLIKH) HE pa3KpHBAT HUKAKBB MyTareHeH NoTeHIHal Ha
aMOPOKCOJIOBUS XUAPOXIOPHA.

AMOPOKCONOBMWAT XMAPOXJIOPHA HE € NMOKa3a1 HHKAKbB KAHLEPOreHEH NOTeHUMan ApH NpoyyBaHus
3a KapueHoresnoct npu muiku (50, 200 u 800 mg/kg/nneBHo) n mrsxose (65, 250 u 1000
mg/kg/nHeBHo), Npu TpeTHpaHe ¢ XpaHuTenHa cMmec 3a 105 1 116 cenmuum crOTBETHO.

6. PAPMAIIEBTHYHHA JAHHHA

6.1 Chnucbk HA NTOMOIHHETE BEIHECTBA

Cop6uron (E 420) Teuen (Hekpuctanuzupain) (Ph.Eur.)
bexzoena kncenuna (E 210)

I'muauepon (E 422) 85 npoueHTEH
XHAPOKCHETHALENY03a

ApoMaT MaJHHa (ChbABPKAll BaIGpUaHOBO MAacio, ETHIALETaT, ETUNOYTHPAT, p-XHAPOKCHE
Oyranos, anda HoHOH, Oera HOHOH, H30aMMJI alETAT, H30aMXJt OYTHPAT, PO30BO Maco ¥
nponuneHrinukon [E 1520])
Ilpeuncrena sopna




6.2 HecnpyecrnvocTu
Henpunoxnmo
- 6.3 Cpok na rogHocT

3 roauHu
Cnepn nnpBO OTRapaHe Ha OyThikara: 6 Mecella.

6.4 Cneunajnn yCJ0BHA HA ChXpaHeHue

To3u nekapcTBeH NPOAYKT HE H3UCKBA CNELMAJIHH YCIIOBHA Ha ChXpaHEHHE.

6.5 Bua n chabpXKaHHE HA ONTAKOBKATA

Etukerupana 6yruika oT TbMHO ¢ThKI0 (cThiuto Tvn IH) ¢ kanayuka Ha BUHT M MEPHUTENHA JIbKHUKA.
KamnaukaTa Ha BUHT € HalIpAaBEHA OT NMOJIMIIPOIIMIIEH. 32 OUBETHTEN C& H3I0JI3BA LIBETEH KOHLIEHTpaAT

bano0.
Mepurennarta AbXHYKa € HalpaBeHa OT NOJIMNPONWIeH H HMa MEPUTENHK TUnHMM 32 1,25 mi, 2,5 ml n

5 ml] (ppOBT HAa NBKUUKATA).
["onemuHa Ha onakoBkarta: 100 ml nepopanen pa3TBop

6.6 Crnennajnm npeanasHu MepKH NpPH H3XBLPJIsTHE H padoTa
Hen3non3paHuAT JEKapCTBEH NMPOAYKT WAH OTNaAbYHATE MATEPHAIH OT HEro TpAOBa [1a ¢& H3XBBPJIAT

B CBOTBETCTBUEC C MECTHHUTE H3INCKBAHHI.

7. TIPUTEXATEJ HA PASPEHNIEHHUETO 3A YIOTPEBA
Berlin-Chemie AG

Glienicker Weg 125
12489 Berlin

I'epmanus

8. HOMEP HA PASPEINIEHUETO 3A YIIOTPEBA

20120516

9. JATA HA II'BPBO PA3PEINIABAHE/MOTHOBABAHE HA PA3PEIIEHHMETO 3A
YIOOTPEEA

Hata na n»pBo paspemapase: 11 oxkromspn 2012 r.
JlaTa Ha nocnenHo OAHOBABAHE:!

10. JATA HA AKTYAJIN3IUPAHE HA TEKCTA

12/2024.




