KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA
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W3NbAHIATENHA ATEHUWSA 110 NEXAPCTBATA

Kpamka xapakmepucmuKa Ha Npogykma - [TpuaoxeHus 1

1. MME HA JEKAPCTBEHHS NPOJIYKT

dnaeamen dopte 30 mg/5 ml nepoparneH pasTEOp = } N
Flavamed forte 30 mg/5 ml oral solution PaspeuwieHie Ns‘&"" 350 G,l} /2&11720;7
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2. KAYECTBEH U KOJIMYECTBEH CBCTAB

1 ml nepopaineH pasTeop chabpxka 6 mg aMGpokconoB xuapoxaopua (ambroxol hydrochloride).
Bcsaka MepHTe/Ha TkXKHYKA ¢ 5 ml nepopalieH pa3Teop chaAbpxka 30 mg aMOpokCONOB XHAPOXIOPHA.

[TOMOLLHHA BELLIECTBA ¢ H3BECTHO ACHCTBME:

copburon 1,75 g/5 ml nepoparen pasTeop
3a IMBJIHHA CITHCHK HAa MOMOLTHHTE BELeCTBa, BIXKTE TOUKA 0.1.

3. JIEKAPCTBEHA ®OPMA

IIepopaneH pasTBOp

Buctop, 6e3usereH g0 651e10 XBAT pa3Teop.

4. KJIMHHAYHM JAHHH

4,1 TepaneBTHUHH IOKa3aHNA

MyKOMMTHYHA Tepariist Ha BNakHa KalLTHLa IPH OCTPH HJIH XPOHHYHH OpOHXOIYIMOHAIIHH
3a00JIIBaHHA.

dnaBaMen ¢opTe € NoKazaH 3a Aelia Hag 2 POXWHH, IOHOIIH H Bb3PacTHH.

4,2 [{o3upoBKa U HAYHH HA NPHSIOKEeHHE

JIO3HPORKA

OCBEH aKo He € MpeANHCcaHo JIPYro, e NPenopbyBaT clnexnuTe 1034 Pnasamen opre:

Heua mexnay 2-5 roquHu

14 MEPUTEIHA ABXcHuUKa ¢ 1,25 ml nepopalieH pasTsop 3 ITbTH AHEBHO (EKBHBANICHTHO Ha 22,5 m
P pop P P g

aMOPOKCONOR XHAPOXJIOPHI/AEH).

Iewia Mexnay 6-12 rondHy

Y, MepuTeNHa Tbkuuka ¢ 2,5 ml nepopaneH pasteop 2-3 IbTH AHEBHO (€KBUBAIEHTHO Ha 30-45 mg
aMOpPOKCOJIOB XHAPOXJOPHI/IER).

B13pactiy ¥ I0HOIA Had 12 roanHn
[Ipes mbpBUTE 2-3 AHU MO €AHA MEPHTETHH JIBXHUKY ¢ 1o 5 ml 3 mbTi JHeBHO (EKBHBANEHTHO Ha 90

mg aMOPOKCOJIOB XHAPOXJIOPHA/EH), ciiell TOBA o 1 MepHTENHA IEXKUKa ¢ 1o 5 ml nepopaneH
pa3TBOp c€ NpHema 2 ITbTH AHEBHO (eKBHBAIEHTHO Ha 60 mg aMOpOKCONOB XHAPOXIIOPHI/ ACH).

3abenexka:
3a BB3PacTHH NpH HeoOXONMMOCT f103aTa MOXKe Ja 6bae ysenHyeno ao 60 mg ambpo
XUAPOXIIOPHA ABa NHTH JAHEBHO (€XBUBaCHTHO Ha 120 mg aMOPOKCO/IOB XHAPOXIIOE

Ieduampuuna nonyrayus
Bk Touka 4.3 3a ynorpeba npn aelia roa 2 roaMH.



Havun u npodvancumennocm Ha RPUROHCEHUE

dnasames hopre e 3a NepOPATTHO NPHIIOKEHHUE U Ce NPHEMa Clie]l XPaHEHE ¢ IOMOIITA HA
MEpHTEJIHATA JTBXKHHKA.

dnasamen dopre He TpsbBa Aa ce npuema noseye OT 4-5 AHH 0€3 KOHCYNTALUA € IEKAP.
3a nozMpoBka npu 6p6peuny 1 YepHOAPOOHH YBPEXIaHHA, BUKTE TOUKa 4.4

4.3 TIlpornBonoxasaHHA

CBPEXYYBCTBUTEIHOCT KbM aKTUBHOTO BELLECTBO HAH KBM HAKOE OT MOMOLIHHTE BELIECTBA, ONHCAHH
B TOUKa 6.1.
dnaeamen popre He TpAdBa Aa ce NMpHEMa MpH Aela oA 2 rOJ(UILIHA BB3PACT.

44 CroensadHH HpeAyTPeKACHEA H NpeANa3HE MEPKA nNpH ynorpeda

HiMa chOBIIEHHS 32 TEXKH KOKHH PeaKIlHH KaTo epureMa Myatu(opMe, CHEAPoM Ha Stevens-Johnson
(SJS)/Toxcnuna enunepManta nekponusa (TEN) u ocrpa reHepanisspaHa ex3aBTeMHa MMyCcTyJsi03a
(AGEP), cBBp3aHH ¢ NPUIOKEHHETO Ha aMOPOKCON. AKO HMa CHMITOMM MM NPH3HALK HA
NporpecHpanl KoxeH o6pHB (TOHAKOra CBBbP3aHH ¢ MEXYPH HITH JIE3UH Ha JINTaBULINTE), JIEHEHHETO ¢
aMBpoxon Tpa6sa ga Obae He3aGaBHO NPEYCTAHOBEHO M Ja Ce NIOTHPCH MEAMIMHCKA [10MOL.

[Topaau pHCK OT HATPyINBaHe Ha cekpetnte, ®rnasamen popre TpaOBa Na ce npriara C BHHMaHue MpH
HapylieHa GPOHXOMOTOPHA HyHKUMS ¥ NPH TOMAMO KOJMYECTBO CEKPETH (Hanp. TipH paaxaTa
IILPBHYHA I[HIHAPHA JUCKHHEIHA).

[Ipu HanHuMe Ha Hapylnena 6p6peuna GyHKIHMA WK Texxka XenaTonaTtus, Onasamen popTe MOKE na
¢€ M3MOJI3BA CaMO CIIEA KOHCYITAlIHA ¢ IEKap.

KakTo npH BCAKO JIeYEHHE, XapaKTepH3Hpallo ce ¢ 4epHoApober MeTaboNNIEM M TTOCIEBALIO
6B6peUHO eMMMUHApaHe, MOKE Ja CE 0YaKBa HATPyNBaHe Ha MeTabonuTUTe Ha aMOPOKCO,
obpazyBans B yepHua ApoD, npy HATHUKE HA TexKKa OHOpevHa HeAOCTaTEYHOCT.

To3u nekapcTBeH NPOAYKT ChAbpKa copbuton. Ilanmenty ¢ paaxka HACASACTBEHA HEMTOHOCHMOCT KBM
¢dpyxTo3a He TpsiOea na npuematr Pnasameq gopre.

T'sit KaTO MYKOJIMTMIIMTE MOTAaT a YBPEIAT CTOMalIHaTa MyKko3na 6apuepa, amGpokcon Tp;A0Ba j1a ce
NpHIATa ¢ BEHMAaHHE MPH MALHEHTH ¢ aHaMHe3a 32 IeNTHYHA A3BeHa DonecT.

4.5 BiaumopneiicrBae ¢ APYTH JEKAPCTBEHH NMPOAYKTH K ApYrH (OpMH Ha B3aUMOAelHCTBHE

He ca noxnagBany KIMHUYHO 3HAYUMH HeONAronpHATHA B3IaUMOAEHCTBHA C APYTH ACKAPCTBEHH
NPOAYKTH.

Kom6Guunpanoro npunoxenre Ha ®napamen Gopre ¢ aHTUTYCHBY MOXKE J1a IOBEAE IO ONMACHO
HATpYTIBaHE HA CEKPETH NOpajH NMONTHCKAHE Ha Kauinunug pedrekc. ETo 3ai110 nokasanuara 3a ToBa
KOMOHMHHPAHO JiIeYeHHe TpAOBa Aa C€ NPELEHAT MHOTO BHUMATEHO.

4.6 Depruaurter, SpeMEHHOCT H KbpMeHe

bpemMenHoCT
AMOpPOKCOIOB XHAPOXJIOPH/] TpeMMHABA [1aueHTapHara daprepa. [1poyuBaHus C XHUBOTHH HE
M10Ka3BaT NPSK MM HETIPSK BPeeH e(eKT Mo OTHouleHWe Ha OPEMEHHOCTTA, Pa3BHTHETO Ha oo
eMOpHoOHa/PpeTyca, paXkIaHETO WITH NOCTHATANHOTO Pa3BUTHE. /
HMHTeH3UBHUAT KAHHHYER ONUT cnel 28-Ta ceamulia Ha 6peMeHHOCTa HE JaBa oK
BpenHu eeKTH BbpXy NioRa. Berpexu Toea, TpadBa Aa ce crbnronapa obuyaiiHa
10 OTHOUIEHHE Ha W3MOA3BAHE Ha JIEKapCcTBa o BpeMe Ha OpemenHocTTa. Ocobe
TpUMecTED, ynoTpebGata na GnasaMen Gopre He Ce NPENOPHYBA.




KspmMmene
AMOPOKCONIOB XHAPOXJIOPHJ C& EKCKPETHPA B MAHYHMHOTO MIISKO BBIPeKH ye He ce oyaKsar

HexenaHn epeKkTH BpXy KbpMeHH Gebeta, Pnasamer opTe He ce NpenopbyBa 3a yrnorpeda npu
KbPMEITIH MakiKH.

OepTunureT
[TpoyuBaHHS MpH XKUBOTHH HE MOKA3BAT BPEACH €PeKT Ha aMOPOKCOI 110 OTHOWEHWE Ha (GepTHANTETA
(BrXTE TOUKA 5.3).

4.7 EdexTn BbpXy cniocofnocTTa 32 modupane u padbora ¢ MAINHHA

Hsama nokasareicTea 3a eekTa BEPXY CNOCOGHOCTTA 32 mogHpaHe ¥ paboTa ¢ MALIMHY.
He ca npopeXAaHH Poy4YBaHHa 3a e(pekTa BpXy crnocobHocTTa 3a lodupate v paboTa ¢ MaUIMHH.

4.8 HexelaHH IeKAPCTBEHH PeaklHu
TIpH olieHKa Ha HEXKENTAHUTE peaKkiiiy KaTo OCHORA CE B3eMa CJIe/IHATa YeCToTa!

MHoro gecTH: =1/10

Yectn: >1/100 po <1/10

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

Peaxm: : >1/10 000 xo < 1/1 000

Muoro penku: <1/10 000

C Heu3pecTHa 4ecTOTa (HE MOYKE [a Ce ONpelleNaT OT HATHYHUTE JaHHH).

Hapyiuenus Ha UIMYHHATa CHCTEMA

Heuectn: BHCOKA TEMIIEpaTypa
Penxu: peakiiHi Ha CBPBXUYYBCTBUTENHOCT
C HeH3BEeCTHA YECTOoTa: aHaQWIAKTHYHM pPeaKLiH, BKIIOYHTENHO aHapUIAKTHYEH MIOK,

anTHOCIEM H IIPYPHTYC

Hapyuienue Ha HepBHaTa CHCTEMA
Yectu: Jucresua (Hanp. NpoMAHa BLB BKYCa)

Cromallino-4peBHH HapylieHna ¥ PecnMpaTopHH, MEAHACTHHANHH H TOPAKANIHHY HADYIeHUs

Yectu: rajicHe, opanHa H (papyHrealHa XunoecTe3us
Heuectn: MOBpBIIAHE, CYXOTA B YCTaTa, AUAPHS, JUCTIENICHA H cToManiHa Gonka.
C HeH3BECTHA YECTOTA: CYXOTA B I'BPIIOTO

Hapyiienusd Ha K0XKaTa ¥ NOAKOXHATA ThKaH
Penxku: oOpHE, YPTHKAPHA

C HEH3BECTHA HeCTOTA: TEXKKH KOXKHH HexKelaHH peakuy (BKIIOUMTEHO epHTEMa MYATH(DOPME,
cuHApoM HA CTURBHC-JDKOHCHH/TOKCHYHA EMUACPMAIHA HEKPOH3a H OCTpa Nenepau3upaHa
eK3aHTeMHa [IyCTyno3a).

Crobulapage Ha NOJO3HPAHU HEXENAaHU PeaKIiH

CroOImaBaHETO HA MMOO3HPAHH HEXEJIaHH Peaklliy ciie]] pa3pelaBaHe 3a ynoTpeba Ha nekapcTBeHI:
NPORYKT € BaxHo. TOBa no3gonssa Ja NPOABIDKY HaOMIONEHHETO Ha CHOTHOILICHHETO MON3a/PHCK 34
neKapcTBeHMA NPoAYKY. OT MEAHUMHCKHTE CNENHAMMCTH CE H3UCKBa Ja ChOoOLIaBaT BCAKA
NOZI03HPaHA HEeXeNlaHa peakliid Ype3 HAaUHOHATHA CHCTeMa 3a chOD1aBaHe!

H3nbiaHyTe THA aredius no JiekapceTaara
yn. ,,Jamaud F'pyes” Ne 8
1303 Codus

ten.: +359 28903417
yebcaiiT: www.bda.bg




4.9, Tlpexozupane

JTo MoMeHTa HE ¢a JOKAAJIBAaHK cnelpHUHH CUMITTOMH Ha Mpeao3xpane.

B13 0cHOBA Ha CHOOIIEHM 3a CIyyalHO Npeo3upaHe W/WIH rpelliHa JiekapCTBeHa ynoTpeoa,
HaBTIONABAHKMTE CHMIFTOMH CHOTBETCTBAT HA M3BECTHHMTE HEXENaHH peakiuy oT Prasamen Gopre
NPH NPENOPHUMTENHH JO3H H MOXKE J1a C& HATIOKH CHMITOMAaTU4HO JICYECHHE.

5. ®APMAKOJIOIrHYHH CBOHMCTBA
51 <@apMaxoXHHAMHYHH ePeKTH

dapmaxoTepaneBTH4HA rpyna: JlekapcTBeHH MPOAYKTH 3a KaUUIKLA H IIPOCTYAA, MYKOTHTHIY
ATC kon: ROSCBO06

AM6poxkcoi, cyGeTuTydpaH GeHsunaMuH, e MeTabonT Ha 6poMxeKcHH. Pasnnyasa ce 0T OpOMXEKCHH
No OTCHCTBHETO HA METUNIOBA TPyINA M BbBEACHATa XHAPOKCHIIHA I'pYyIIa Ha para-trans NO3ALMKATA B
IHKIOXeKCHIOBHS NpheTed. BBIIpekH ye MEXaHHU3MBT My HA JCHCTBHE NPEACTOM Aa O'b/ie HaB/IHO
H3SCHEH, CEKPETONUTHYHHTE U CEKPETOMOTOPHUTE €PEKTH €A I0Ka3aHU B MHOXKECTBO NpOYUBaHHUS.

Jle#icTBHETO NPH NEpPOPAIHO NPUIOKEHHE 3aM0YBa NPUOaU3HTENHO cen 30 min 1 npoas/pkasa 6-12
yaca, B 3aBHCHMOCT OT IPHJIOXKEHATA EAHOKPATHA J1034.

B npefiUTHHHYHE IPOYYBAHHA TOH yBeNd4aBa MPOMOPUHATA Ha CEpo3HaTa OPOHXHANHA CEeKPELHA.
Cuura ce, ue MPHABIKBAHETO HA MYKYCa C€ YJIECHABA, KaTO € HaMaJIABa BUCKO3HTETA MY M C€
AKTHBHpA LIUIMAPHUA ETTUTEN.

AMOpPOKCON HHAYL¥IPA aKTUBHPAHE HA CHCTEMATa Ha Chp(akTaHTa, KaTo Ae#CTBa IMPEKTHO HA THIT 2
NHEBMOLIMTHTE Ha aJIBeonHTe H Ha Kimapa KieTKHTE B KpaHHTEe OT/ICNIH HA IHXaTeIHATa CUCTEMA.

Toii ynecHsaBa o6pa3yraHeTO U TPAHCIIOPTHPAHETO HA MOBBPXHOCTHO-AKTHBHOTO BELIECTBO B
anBeoJjapHaTa M 6poHxnanHa ofnact Ha 651 Apob Ha deTyc ¥ Ha Bh3pacTHH. Tesu edekrH ca
JAEMOHCTPHUPAHY B KIEThUHH KYJITYPH H in vivo NIpU pasiKyHH BUIOBE.

Cre MpUoKeHNe Ha aMOPOKCON KOHUEHTPALIHATA Ha aHTHOHOTHIIMTE aMOKCHIMITHH, LiehYPOKCHM,
ePUTPOMMIMH M JIOKCHLIMIJINH B CTiyTyma ¥ B OpOHXHanHHs CEKpeT ca yBeamieHH. KM MoMeHTa HE €
BB3MOXKHO Jia C€ NMPEneHH KIMHHYHATA 3HaYMMOCT Ha TORBA.

5.2 @apMakoOKHHETHYHH e(PeKTH

AMGpoxcoi ce pesop6upa NpaKTHYECKH HATBIHO CAEM IEPOPAITHO NPUAOKEHHE. Tmax ClEN
nepopayHo punoxkeHue e 1-3 yaca. AbcontoTHaTa 6MOHANHYHOCT Ha aMOPOKCON CIeN NEPOPAAHO
[PHIOKEHHUE € HaMaJleHa ¢ OKoNto 1/3 B pesynrar o first-pass edekT, ¢ o6pa3yBaHe Ha METabOMHTH,
KOMTO ce eKCKpeTHpaT upes 6s6penyTe (Hanp. AuOpoMO aHTPaHH/IOBA KHCENMHA, TIOKOPOHHIM).
CRBp3BaHETO C MIa3MEHUTE TIPOTENHHU € 0KoNo 85% (80-90 %). Kpaiinoro Bpeme Ha NONY>KUBOT B
nnasmata e 7-12 yaca. CyMapHOTO BpeMe Ha MOJIY:KHEOT B IU1a3MaTa Ha aMOpPOKCON H MeTabonuTute
MY € OKOJIO 22 4aca.

AMGpoKcon NpeMHHaBa npe3 ManeHTapHara 6apyepa H B LepeOpOCIIMHANHATA TEYHOCT U B
MaYHHOTO MIAKO. '

Exckpenuara e 90% npes 656peunte, noa dopmara Ha MeTabONKTH, 0bpasyBaHy B
manko ot 10% ot 6u6pednaTa eKcKkpelns e HenpoMeHeH aMOpoKco.




3Ha"MMa EMMMUHALHA Ha aMOpOKCO vpe3 IHAIH3a WA (POPCHpaHa THype3a HE CE 04aKBa, B
pe3yJTaT OT BUCOKATA CTENEH Ha CBBP3BaHe C [UIa3MEHHTE MPOTEUHU U TOJIeMHst 00eM Ha
pasnpeieneHle, KakTo 1 OT ciaaboto npepasnpeesieHue OT ThbKaHHTE KbM KPbBTa.

KiupsHCHT Ha aMGpokcon Hamanasa ¢ 20-40 % npu TexxkH yepHoApoOHU 3abonseanus. [1pH Texka
6BOpeUHa HEAOCTATHYHOCT MOXKE A C€ OYaKBA HATPYNMBAHE HAa METabOMUTH Ha aMOPOKCON.

5.3 [peaxnuuuunay AAHHH 32 0€30IACHOCT

AMBPOKCOIOB XHAPOXJIOPHL HMA MHOT'O HHCBK HH/EKC Ha OCTpa TOKCHYHOCT. l1pu npoy4sarus ¢
OBTApALIA ce A03a, nepopainn 034 ot 150 mg/kg/nHeBHO (MULLKH, 4 cenmunn), 50 mg/kg/nHeBHO
(nrbXxoge, 52 u 78 ceqmuun), 40 mg/kg/nuerHo (3aiium, 26 ceamuun) v 10 mg/kg/nnesHo (Kyyera, 52
CeNMHLIM) ca YCTAHOBEHH KATO HWBA, IPH KOWTO HE ¢ HAOMOmapaT He)kenaHu IEKapcTBCHH peakuHH
(no-observed adverse effect level, NOAEL). He ca ycTaHOBEHH NPHLIETHU TOKCHKOIOrHYHH OpraHH.
HHTpaBeHO3HH NPOYUBAHHSA 3a TOKCHYHOCT ¢ aMOPOKCOJI0B XHAPOXJIOPHA € NPOIBIKUTEHOCT
YeTHPY CeIMMLH NpH 1rbxose (4, 16 u 64 mg/kg/nuerno) n npy kyueta (45, 90 u 120 mg/kg/nHepHO
(nEdYy3Hs 3 yaca/AHEBHO) HE TOKA3BAT TEXKA JOKalAHa H CMCTEMHA TOKCHYHOCT, BIUIFOYHTEIHO
XHCTONATONOTHS. BCHUKH HEXENaHH NIEKAPCTBEHM peakliHu ca OunH obpaTUMH.

AMOPOKCOTNOB XUAPOXIOPHA HE € NIOKA3aN HUTO eMOPHOTOKCHUHOCT, HUTO TEPATOrCHHOCT, AVKATO €
TecTRaH MEpopallHo ¢ no2u Ao 3000 mg/kg/RHERHO NpH TUTBX0RE 1 10 200 mg/kg/nHeBHO NPy 3aHIH.
DepTHAHTETHT HA MBKKH H KEHCKH TUIBXOBE He e 611 nosmusaH npu Aosu Ao 500 mg/kg/nuesHo.
NOAEL nipy nipoy4BaHua Ha TIepH- U MOCT-HATAHOTO paseuTHe € Ouno 50 mg/kg/axerHo.

[pu 500 mg/kg/nHeBHO, aMOPOKCOIOB XHAPOXAOPU/, € NIOKa3an ciaba TOKCHYHOCT NPH MAHKH H
MAIKHTE HM, KOETO € [0Ka3aHOo che 3a0aBsiHe HAa Pa3BUTHETO N0 OTHOLUCHHE HA TENECHOTO TErIo U
HaMalIeH 00eM Ha €KCKPEMEHTHTE.

In-vitro NpoyYBaHMA 38 FEHOTOKCHYHOCT (TECT HA Ames H TECT 3a XPOMO3OMHH abepatuii) H In-vivo
npoydYBaHHs (MHKPOHYK/IE03eH TeCT NPH MHIIKH) HE Pa3sKPHBAT HUKAKbB MYTarcHCH NOTCHUUAN Ha
aMOPOKCONOBUSA XUAPOXJIOPHI,

AMOPOKCOIOBHAT XHAPOXIJIOPH] HE € NOKa3asl HUKaKbB KaHLCPOreHeH MOTeHUHal Npy Npoy4BaHHs
32 KAPLEHOTEHHOCT MpH Muitky (50, 200 u 800 mg/kg/nneno) u nasxose (63, 250 u 1000
mg/kg/nHeBHo), Ipy TpeTUPaHe ¢ XpaHHUTeNHA cMec 3a 105 1 116 ceaAMULIH CROTBETHO.

6. OAPMAIEBTHYHHA A1AHHHA
6.1 CnucbK HAa HOMOIHMUTE BeleCTBA

Cop6uTton (E 420) TeueH {HeKpHCTAHM3HPALL)

Benzoena kucenuna (E 210)

I'muuepon (E 422) 85 npolieHten

XHApOKCHETHALISAYIO32 |

ApoMaT ManuHa (ChABpKAL BaJIEPHAHOBO Macno, CTUIALCTAT, eTHAOYTHPAT, P-XHAPOKCHPEHHUN
6yraHoH, anda HOHOH, H30aMMJ1 aLieTaT, U30aMMI1 OYTUPAT, PO30BO Macio H 1,2-NponuieHTIIHKON
[E 1520])

[IpeuncTena roAa

6.2 HecuseMecTHMOCTH
Henpusioxumo

6.3 Cpok Haroguocr

3 roavHHK
Cnen mbpeo oTBapsHe Ha OyTrnkarta: 6 Mecela.




6.4 ChnemHanHU yCHOBHUS HA ChbXPAHEHHE

To3u NeKapcTBEH NPOAYKT HEe H3UCKBA CIIELIHAIIHH YCIIOBMA HA CEXPAHEHHE.

6.5 Bua u cbabpKaHHE HA ONAKOBKATA

ETukerdpana 6yTHiIKa oT TBMHO CTBKJIO (cThKI0 THN IHI) ¢ Kanayka Ha BUHT ¥ MEPHTENHA JILXHYKA.
Kanaukata Ha BUHT € HAIPABEHa OT NOAUNPONUACH. 34 OUBSTUTEI CC M3NOA3BA LBCTEH KOHUCHTPAT
6sno.

MepHTenHaTa JIKHYKA ¢ HATIPABEHa OT MOJMIIPONUIEH ¥ MMa MEPMTEIHM IMHKM 3a 1,25 ml, 2,5 ml 1
5 ml (pBOBT HA NBKUIKATA).

I'onemuHa Ha omakoskara: 100 ml nepopaneH pa3TBop

6.6 Creuuajinu npexnazHu MepKH IPH KIXBbPJSHE H padoTa

Hen3non3BaHpaT JeKapcTBEH MPOAYKT MM OTNATBUHHTE MaTepHAIN OT HEro TpAOBa Aa ce U3XBBPIAT
B CHOTBETCTBHE C MECTHHTE H3UCKBAHMS.

7. NMPUTEXATEJI HA PASPEINIEHHUETO 3A YIHHOTPEBA

Berlin-Chemie AG

Glienicker Weg 125

12489 Berlin

[epManun

8. HOMEP HA PA3SPEHIEHMETO 3A YIIOTPEBA

20120516

9. JJATA HA II'BPBO PA3PEIHABAHE/MIOTHOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

Hara za nepeo paspemasate: 11 oxromepu 2012 .

IlaTa Ha MOCASOHO NIOAHOBABAHE!

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

Maii, 2017 r.




