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KPATKA XAPAKTEPUCTHKA HA IIPOJAYKTA
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. UME HA JIEKAPCTBEHHUSI NPOAYKT

1
AmOpexc 15 mg/S m! enpon _?‘7_?3) e 1 ﬂ nﬂ 7ﬂ
Ambrex 15 mg/S ml syrup Paapauionus Ne . O
2. KAUECTBEH 1 KOJIMUECTBEH CLCTAB deein ff*f e e nod e

Beska no3a or 5 ml or cupona AmOpekc chaspxa 15 mg amOpokconos xmapoxnopun {(ambroxol
hydrochloride).

[TomourHK BelnecTRa ¢ MIBECTHO JelicTBHE: copOuTOn

3a DbIHKA COUCHK HA MOMOIIHHTE BEILECTBA BIOK T. 6.1,

3. JIEKAPCTBEHA ®OPMA

Cupon.

4. KIUHUYHH JAHHHA

4.1. TepaneBTHYHU NOKAZAHHSI

CeKpeTOoNMTHYHO JICHEHHE IIPH OCTPH M OOGOCTPeHH XPOHHYHKM OPOHXONYAMOHAHU 3a0oNsBaHus,
CLIPOROACHH ¢ 00pasyBaHe Ha aGHOPMATHA MYKYCHA CEKpEUHA H 3aTPYAHEHUS DK OTACIAHETO H,

4,.2. lo3upoBKka U HaYMHH BHA ynoTrpeda

Ho3uposka

Heua ot 6 — 12 roannu: 5 ml (1 MepuTenHa Ap¥KUYKa) 2-3 TeTH JHEBHO

Jleua ot 2 — 5 roavHHA: 2,5 ml (1/2 mepuTenna NkxuUKa) 3 MHTH AHEBHO

Heua noa 2 roguHM: 2,5 ml (1/2 MepurenHa ABKHYKA) 2 OBETH JAHEBHO — MO JIEKAPCKO
npeanucaHne

[TpunoxcenneTo Ha AmOpekc cupon nNpH jJena noj 2 TNoAMHH ce TPEnopbhuma na CTara clief
KOHCYITTAl{HA C Iekap Uiy (papmalenT.

[Tpu jeua noA 1 roauHa HE ¢€ MPENOpPBHYBA NPHIArAHETO HA MYKOIUTHK, NOPaAld HEBBIMOXKHOCT 34
orxpaypasne. [Ipeuenkara Tpabsa aa 6bae H3BBLPLIEHA OT EKAP.

[TpoaABLNKHTENHOCTTA HA JIEYEHHETO € OT 3 — 7 JIHM.
Hauun na npwnodcenue

AMOpexc MOKE Aa ce PHeMa 10 BpEME Ha XpaHeHe WM Oe3 XpaHa,

4.3. IIporusonoxkasanus

AMOpexc e NMPOTHBONOKA3aH OPH NMALUHEHTH ¢ M3BECTHA CBPBLXMYBCTBHTEITHOCT K
XHAPOXTOPUA H/H KBM HAKOE OT MOMOLIHHTE BelecTBa, n3bpoeHy B Touka 6.1,
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B cay4ali Ha pefiki BpoaeHH 3a00NABaHHA, KOMTO MOTaT Aa AOBEAAT A0 HECBBMECTHMOCT C HAKOH OT
MOMOUIHKTE BeuwecTsa (Bxk. T.4.4 Crneuuanau npeaynpexiAeHHs W NpPeAa3Hi MEpKH 3a ynoTpeba),
ynotpebara Ha NeKapCTBEHH IPOAYKT € NMPOTUBOMOKA3aHA,

4.4, Cmeunaany NpeaynpekaeHHs W npeana3Hy MepKH NpH ynoTpeba

Hma cnobweHus 3a TEXKM KOXKHH peakidd, KaTo epHTeMa MyiaThdopme, CHHAPOM Ha Stevens-
Johnson/Tokcrnyna enuaepmanta Hekponusa (TEH) u ocTpa reHepanusvpaHa eK3aHTEMHA NyCTYno3a,
KOMTO ¢4 B MpPeAXOAHA BPR3Ka € NMPWIAraHeT0 Ha eKCUOEeKTOpaHTH, KAKBLBTO € H aMOpOKCOIOB
XHAPOXJIOPHA. B no-ronaMa 4acT OT Ciy4anuTe Te Morar Ja €€ 00SCHAT C TEKECTTA Ha NIPHAPYKABAILO
3a00JIfiBaHE HA NMALUMEHTHTE W/ WIH CHOBTCTBALLO JIEYCHHE,

[To BpeMe Ha paHHaTta ¢aza Ha cuHapoMa Ha Stevens-Johnson u TEH, naugentsT MmoXe
MBPROHAYMATHO Ja YCETH HECHeHUGHYHH CHMITTOMH, NOXOOHH Ha NPOAOPMARHWTE NpPH TpH,
HaTpUMEp TPEcKa, BTpHCaHe, PUHMT, KaULTHIA M BbananeHo repio. [lo sabnyma ot Tesu
HecrnenmpHIHA CHMNTOMHM, NOAOOHH Ha NPOJOPMANHUTE HPH IpUn, ¢ BE3MOXKHO 3aI04BAHE HA
CHMITTOMATHYHO JICUSHME Ha Kauwnmdua ¥ npoeryaa. [fo Tasw npuuwHAa, ako HMa CHMIOTOMH WIH
NPH3HALM Ha nporpecupall KoxeH o6puB (IOHAKOra CBBP3AHK ¢ MEXYPH HITH NIE3HM HA JIMTABHLMTE),
Tpa6Ba He3alaBHO Ja ce NpPeyCTAHOBU JICHEHHETO ¢ aMOpOKCOIOB XMWIPOXJIOPHJ H ia C& NOTLPCH
MEAMLKHCKA TOMOUL.

Uepnodpobno u 6vbpeuno yapesxcoane

[TpunoxenneTo Ha aMOpPOKCON TIPH MauMeHTH ¢ 6B6peuHa UM YepHoApoOHA HEJOCTATEHHOCT TPSOBRA
Ia cTaBa ¢aMo CAed KOHCYJNTALHA ¢ MERMUMHCKK crnenpamnct. Kaxro 3a BCAKQ MCIAHKAMEHTO3HO
neueHKue ¢ MeTaboNnH3BM B uepHHs Apob, noclieaBaH OT elumuHupane upes Ov0peunte, Moxe Ja ce
OYaKBa HATpynBaHe Ha aMBpPOKCOMOBH MeTaloNnWTH B HepHHA Apob, B cryvall Ha Texka OLOpeuHa
HeAOCTaTLYHOCT.

AMOpexc chabpika copburon. IlaumenT ¢ peaks HacneACTBEHH npofieMH Ha HEIIOHOCUMOCT KbM
¢pyKTO3a He TpAOBA Z1a NpUeMaT TORA JIEKAPCTBO.
4.5. BiaumopeiictBhe ¢ APYrHd NeKapeTBENN NPOAYKTH H APYrH (GopMH HA B3auMoaeHCcTBHE

He ce npenopbusa ymorpebara Ha aMOpOKcONoB XHAPOXNIOPWA € JIEKAPCTBEHM TPOAYKTH,
MOATHCKALLH KallMHIIATA.

Mpuwioxkennero Ha amOpokcoa ¢ aHTHOMOTHUM (AMOKCHLUANHH, UEe]yPOKCHM, AOKCHUHKIHH HIIK
epHTPOMHUMHE) BORH A0 IO-BMCOKA KOHUEHTpauus Ha aHTUOHOTHUHTE B OpOHXHanHmsi cekper 1

CIIIOHKAaTA.

He ca goknaaBaHy KNHHMYHO 3HAYHMH HEXe/MaHH B3aMMOASHCTBHA C APYFH JIEKapCTBECHH IPOAYKTH,

4,6, DepTHanTET, OPEeMEHHOCT H KbpMEHE

HenpHnoXxuMo.
AmGpexc 15 mg/S ml cupon e npeaHaszHayed 3a ynotpeba oT geua,

4.7. EfexTH BLPXY cnoco6HOCTTA 32 WoPupane H padoTa ¢ MAKHHH

Hama nanxu AMOpexc Aa NoBaHABA cnocoOHOCTTa 3a wodupane ¥ pabora ¢ MalMHM.
npeAHAa3HaYeH 3a Acua.




4.8. HexenaHH NeKapcTBeHH PeaKIHH
Q6uknoBeHO AMOpexe ce noHaca aobpe.
YecroTaTa Ha HesKenanuTe peakuuy e npeacrasena cnopea MedDRA xonsenuusta

Muoro uectu: > 1/10

YecrH: > 1/100; < 1/10;
Heuectu: > 1/1000; < 1/100;
Peaku: > 1/10 000; < 1/1000

Mmuoro peaku: < 1/10 000
C Heu3BeCTHA YeCTOTA: He Morar Aa 6bJaT oueHeHy copeA HATHYHHTE JaHHH

Hapywenua na umynnama cucmema

Penku: peaKUny Ha CBPBXUYYBCTBHTETHOCT

C Her3reCTHA YecToTA: CBPbXYYBCTBHTE/IHOCT, AHA(QUNAKTHYHU DPEAKUWH, BKIIOYHTENIHO
anadHTaKTHYEH NIOK, aHTHOGAEM U NMPYPHUTYC.

Hapywenua na nepenama cucmema
Yecrn: aucresus (npoMsaHa Ha BKyca)

Pecnupamopnu, 2pb0HU # MEOQUACTRUHQIHU HAD YUIEHUA
Yectu: GapMHreanHa XUNnoecTe3us

Facmpo-unmecmun anHu Hapyuienus

YecTH: raficHe, OpaJiHa XUMOSCTe3H
Heuectn: AUApUA, TOBPBIIAHE, HHCIIENCHA, CYX0Ta B YCTATa, CTOMatiHa 0osika
C HeU3BECTHA UECTOTA: CYXOTa B I'bpJIOTO

Hapyuerus na koxcama 4 noOKONCHAMA MK an

Penxn: oOpuB, YpTHKapHA

C HeH3BECTHA HECTOTA! TEKKM KOXHH HeXelaHd peakuud (BKINIOUHTENHO  CpHIEMA
mynaTHgopme, cuHapoM Ha CTHBBHC-JDKOHCBH/TOKCHYHE eNHAEpManHa HEKPONH3aA M 0OCTpa
reHepaH3HpaHa eK3aHTeMHa MyCcTyIo3a)

CnoblaBaHe Ha NOAOINPAHH HEXKENAHH peakiuy

Cho6HIaBaHETO Ha NOAO3UPAHH HEXENAHH PeakurH CJiel pa3peliaBaHe 3a ynotpeda Ha JJeKapeTBeHns
NpOAYKT € BaxHO. TOBa MO3BO/ABA a NPOABIKK HAGMIOAEHHET O Ha CHOTHOWIEHUETO [IONI3A/PHCK 33
nexapcTBeHHa npoAykT. OT MeAMUMHCKMTE CHCUMANMCTH €€ M3MCKea Aa chobwmasaT BeAxa
MOAO3IHPAHA |

HeKeNana peakuws AUpeKTHO Ha MansiHuTenHa arenuys no nekapersara (MAJI):

BBJTAPHSA, Codus 1303, yn. Haman ['pyes 8
Ten. +359 2 8903555

en. nouia; bda@bda.bg

yeOcaiit: www,bda.bg

4.9. Ilpexosnpane

Jocera He ca chroblaBaHy cneuM(pUUHH CUMNTOMHM HA Ipeno3upaHe npu xopa. HaGmojgear
CHMITTOMH, TIPY ¢HOOLICHHA 3a CNYYAMHO Impeao3upaHe MWIM HeNpaBHIHA ynoTpeba ChoTH W HE
MO3HATHUTE HEXeJaHH peakiuuH npu ynorpebara Ha AMOpexc B npenopbuyuTeNHUTE A0, @Tﬁg@ o,

Ia e HeoOX0AHMMO CHMITTOMAaTHYHO JICUCHHUE, | fﬁs%ﬁq i
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5. ®APMAKOJIOTHYHHU CBOVCTBA

3.1. PapmMaxoOAHHAMHMHH CBOHCTBA
MdapmakoTepanestTnuna rpyna — Mykonurnid, ATC xox - ROSCB06

B npegknWHHYHH IIpOY4YBaHHA, aKTHBHATA CbCTaBka Ha AMOpexc — aMmOpoKCONOB XWAPOXJOPHA
NpeNH3BUKBA YBEIHYABAHE CEKPELHATA HA IKNEe3UTe HA pPecnupaTOpPHHS TPakT. JacHinea ce
npoayKuMaTa Ha OenoapobeH ¢bpdaxTaHT H Ce CTUMYNKpa LIHApHAaTa aKTHBHOCT. B pe3ynTar Ha
TOBa C€ yBEJIMYaBa MYKYCHHMA MOTOK M TpaHcnopT (MykouwnuapeH kaupbHc). IlopoGpsaBaHeTo Ha
MYKOLIWJIHAPHHUA KNHPBHC € A0KA3aHO B KIHHAYHY M (apMaKoJOrHuHK NMPOYUBaHHA, 3aCHIBAHCTO HA
CeKpelHATa Ha OPOHXHATHA TEYHOCT H HA MYKOUWIHApHHUA KIMPBHC YIECHABAT €KCNEKTOpPAUUsATa U
M3KALLIAHETO.

JlokanuusT adecteTdeH edexkT Ha aMOpPOKCONOB XHAPOXJIOpHA € HAOMIONaBaH BBPXY MOZEN Ha
39EIIKO OKO, KOETO MOXe Aa ce 00SCHH ¢bhe CBOKMCTBOTO fa 6okHupa HaTpneBHTe kKaHanu. [lokasaHo e
in vitro, ye aMOpOXCONOBR XWAPOXJOpHA ONOKKMpa KJIOHMPAHH HEBpAlIHHM RATPHEBR KaHand, KaTo
CBBP3BAHETO ¢ 00paTHMO U 3aBHCH OT KOHLCHT palMATa.

YcTaHoBeHO € in vitro, ue NPUNOXKESHHETO Ha amMOpoKCONOB XHAPOXJAOPHA BOAW N0 3HAYMTENHO
peayiuupase He caMO Ha OcBOOOXKIAaBaHETO Ha LMTOKHHH OT KPh8Ta, HO M Ha ThKaH- 3aBUCHMHUTE
MOHOHYKIIeApHU U NONUMOpQOHYKICApHH KNETKH.

OcBeH TOBa, CHBPEMEHHH KNBHHYHM NPOY4YBaHHA C TAGAeTku 3a cMYUeHEe ChABPKaLlM aMOpPOKCONoR
XUAPOXNIOPUA, NOKa3BaT 3HAYMM edekt 3a obnekuasane Ha Oojkara NpH OCTPO BE3NANCHUE Ha
repaoTo. ChuIo Taka, 3HAYUTEIIHO C& HAM aJIABA 3a4ePBABAHETO HA BB3NaNeHOTO MbpJIO.

Tesn ¢apMaxoNoOrMuHM CBONWCTBA ca B CHOTBETCTBHE ¢ NOITBJIHHMTENIHHUTE HA(JIONEHHS B KIIMHHYHU
NPOYYBAHNA 33 H3CIEABaHE HA €(PUKACHOCT NPHU JIcUueHUE ¢ aMOPOKCONIOB XHAPOXNIOPHA HA CHMITTOMH
B rOPHUTC OTAC/AH Ha PECHPATOPHHA TPAKT, KOETO € AOBEN0 A0 pA3KO Hamandeane Ha Oosikata u
CBBpP3aHAS ¢ Hes AHCKOMPOopT 061acTTa YX0-HOC-TPaxes ype3 HHAXaILIHI.

Cnexn npuem Ha aMOPOKCONOB XMAPOXJIOPHA, C¢ IOBHILABA KOHLEHTPALMATA HA HAKOHW aHTHOMOTHLM
(aMOKCHLIMIHH, HebYPOKCHM, EPHTPOMHIMH) B OPOH XONYNIMOHATHUA CEKPET U CJIIOHKATA.

5.2, @®apMaKOKHHETHYHH CBOHCTBA

Abcopbyus

AGcopbuusaTa Ha BcHdKKH QOPMH 3a IEPOpaATHO IPWIOKEHHE ¢ HezabaBHO 0cBoGOXnaBane € Obp3a M
MMOYTH TBJIHA, NIPH JNHHEHHA 3aBHCHMOCT OT 103aTa, KOraro NMPORYKTHT € TIPUJIOKCH B TCPaleBTHYHH
JAO3H,

Cren nepopanno npwioxenue, amMGpokcon ce abcopbupa n06pe oT cTOMAWHO upeBHus TpakT. lpH
[PHEM MPpeAH X PaHa BhPXOBRa MJIA3MeHa KOHUEHTpPaUHs ce NoCTHra B MHTepsal ot | xo 2.5 yaca,
BronaiMuHocTTa Ha aMGpoxcon e noeeve ot 60%.

Pasnpeoenenue

PasnpenencHueTo Ha aMOGPOKCONOB XUAPOXIIOPHA OT KPBBTA KbM THKAHHTE € OBP30 M SICHO H3IPA3EHO,
KaTo Hall-BHCOKATA KOHIEHTPauua Ha aKTHBHOTO BEIECTBO € yoTaHoreHa B 6enure apobose. OOeMBT
Ha pa3npeAeneHue ¢iel nepopanen npuem e npuénuzurendo 552 L.,

YCTaHOBEHO ¢, U€ B TEPANIEBTHYHN MPAaHHLM CBBP3BAHETO HA NPOTEHHHUTE B ITa3MaTa € OKOJO0 90%.,

Memabonuzvm u erumunupane
Oxono 30% oOT npunoxenaTa IepopalHa 1033 C¢ ENMMHHHPA 4pe3s MeTadonw
peMuHaBaHe., AMOPOKCOJIOB XHApPOXJopHM c¢¢ MeTaboM3npa [JIABHO B HE€




FIOKYPOHHpAaHE ¥ paslenBaHe A0 XuOp oManTpaHunosa kucenuna (mpubnusurenno 10% or nosara), ¢
H3KJIOYEHHE HAa HAKOH BTOPOCTENEHHH METabONHTH,

[Ipoyusauus Ha 4epHOAPOOHUTE MUKPO3OMH NpH uoBeka noxassart, ue CYP3A4 e npeobnanasauata
H3odopMa, OTroBOpPHA 3a MeTaboNH3Ma HA aMOpOKCONOB XWAPOXJNOPHA A0 AMOPOMaHTPAHHNIOBA
KHCEJIHHA.

B paMkuTe Ha 3 AHM OT NepOpanHus npuem, npubnusutenHo 6% oT posara ocraBa B CBOOOAHA
bopma, aokaro 26% OT HedA ca OTKpHUTH B YPHHATa B KOHIOTHpaHa (opMa. KpaliHHAT NONYKUBOT Ha
enMHHMpaHe Ha aMOpokconor xuapoxiopus € npubmazutenno 10 yaca. ToranuuAT KNUPBHC € OT
nopaakka Ha 660 ml/min, ¢ oruuTaHe Ha OnOpeveH knUpBHC NpubNUsHTeNHO 83% OT TOTANHMA
KIIHWPBHC,

DapMakoOXuHemuKa npU CREYUARH U 2DYRY RAYUEHNY

[lpr manvenTtH ¢ HapyweHa QYHKIMA HA uvepHHA Apod, ENUMHHMPAHETO HA  amOpOKCOJOB
XHAPOXJIOPH, € HAMANICHO, KOSTO BOAY NpHOAu3uTenHo orf 1,3 1o 2 nbTH MO-BUCOKW NNIA3MEHH HUBA.
[Topaau BUCOKATa TEPANEBTHYHA I'paHULla HA aMOpPOKCOOB XHAPOXTIOPKWA, HE C& Hanara NpoMaHa Ha
A03aTa.

Hpyeu

Br3pacTTa H NnoJjig HE OKA3BaT BIUSHHE BHPXY (PapMaKOKHHETHKATa HA aMOPOKCONIOB XHAPOXTOPUA B
KIMHHYHO 3HAYMMA CTENEeH M IO TA3H NPHYHHA HE HAIAraT IpoMsSHa Ha A03aTa.

YCTaHOBEHO €, Ye XpaHaTa He RiA e BpXY GHOHAIMYHOCTTA Ha aMOpOKCOJIOB XUIPOXJIOpPHA,
5.3. IpeaxknuHWYHH AaHnuH 32 6e300aCHOCT

AMOPOKCONIOB XHAPOXJIOPHA HMA MHOTO HHCBK HHIACKC Ha 0CTPa TOKCHHYHOCT.

B npoy4BaHHA Ha XPOHMYHA TOKCHUHHOCT NPH TEPOPAIHK J03H NPH MUUIKK {4 CEAMHIIM), TNBX0BE (52
H 78 ceAMHIM), 3aiium (26 ceqMUUN) K KydeTa (52 CeMUUM) HE € OTPKHT CNELMANeH TapreTeH opraH
no OTHOWICHHE HA TOKCHUHOCTTA. HWBara, NpH KOUTO HE ce Hab/ioAaBaT HeXelaHH JEKapTCBEHH
peKalM{ ca NpH nepopanau mosu oT 150 mg/kg/anesno (Mumkn), 50 mg/kg/nwesno (nabxose), 40
mg/kg/nuesno (3aliuym) u SO mg/kg/auerHo (KyyeTa) CHOTBETHO.

YeTUpH CEOIMHYHO MPOY4YBaHE HA TOKCHMYHOCTTA Ha aMOpOKCONOB XHAPOXIIOPHA , NPpH HHTPABEHOZHO
npunaraie npu mwiexose (4,14 1 64mg/kg/nHeBno) w npu kyyera (45, 90 u 120 mg/kg/ nHeBHO
(undysun 3h/aneBHO)) He nNOKasBa HANMYHETO HA TEXKKA JIOKAHA H CHCTEMHA TOKCHUHOCT,
BICTIOYHTEIHO M HA XMCTONATonorHs. BCHUKH HEelkelanH IEKAPCTBEHH peakuuu ca obpaTnmy.

AMOpOKCONIOB XUIAPOXJIOPUI HE TNpHTEexkaBa EMOPHOTOKCHUHO W TEPaTOreHHO ACGHCTBHE IIpH
NepopAIHO NpHUACKeHHe Ha A03H fo 3000 mg/kg/aneBHo NpH MABXOBE M NPH 3aHIHK B 1031 RO 200
mg/kg/nuenno, He nornusna $epTinTeTa Ha nianxose B 403w o 300 mg/kg. Hunoto, npu K0eTO HE
ce Habmonasat HexenaHu nexaperseny peakuuu (NOAEL) no BpeMe Ha nepH- ¥ IOCTHATAJIHOTO
passuTie e 50 mg/kg/nuesno. Cpeanarta mo3a oT 500 mg/kg/aHesHo aMOpPOKCOIIOB XHWAPOXJIOPHA €
JIEKO TOKCHYHA 33 MAKHTE ¥ [TOKojeHHeTo — Habmoaasano ¢ 3abaBeHo pa3BUTHE HA TENCCHOTO TEINO
H HAMAICH pasMep Ha ITOTOMCTBOTO,

In Vitro M3NUTBAHMATA 32 TEHOTOKCHYHOCT (TECT Ha AMEC H TECT 33 XPOMO30MHa abepalms) wn in vivo
(MUKpPOHYKJIeapeH TeCT) He NOKa3BaT MyTareHeH MOTCHIMAT Ha aMOPOKCONIOB XHAPOX/IOPHA.

AMGOpPOKCONOB XHUAPOXJOPHA HE [0Ka3Ba TYMOPOTEHCH TNOTCHUWAN 0OpH TNpoy4BaHud 38
kapueporesHoct npd mumku (50,200 n 800 mg/kg) u naexoee (65,250 u 1000 mg/k
nekyBanu ¢ aneta 3a 105 1 116 ceamuny, CEOTBETHO.




6. QAPMAINEBTHYHH JAHHH

6.1. CouceK HA NOMOIIHHTE BEl(E€CTRA

Cnpﬁﬂmn 70%

Metun napaben

' I1pommn napaben

Hatpuer unTpar

JIAMOHEHa KHCEIHHA MOHOXHAPAT
ApoMar Ha MATHHEH

| Ilpeuncrena Boaa

6.2. HechBMECTHMOCTH
Henpunoxumo,

6.3. Cpok na roasocr

3 rogHHH,

[TpoayKTHT Aa He ¢e TIpHiIara o H3ITHYaHe HA 1aTaTa, 03HaueHa BhPXY ONaKOBKaTa.,
Cpox Ha roAHOCT cnel MbpBOHAYAIHO OTBAPsH e HA OTTaKoBKaTa: 6 meceua.

6.3. Cnennannn yenoBusn 3a chXxpanenne

Ja ce cpbxpaHsBa B OpHIrHHAJIHATA OMAKOBKa,
Jla ce cbXpaHABa HA MSICTO HEAOCTHITHO 3a JENa.

6.5. Bua n chabp:kanne na nhamma*ra

B Oytunka ot 100 ml, B KyTHATa HM3 MEpHTEHA JIEXHYKA ¢ BMECTUMOCT 5 ml,
6.6. CnenuaJnH npeANa3HA MepKH NpH H3XBHLPIAHE

HsMa cienuaiHy H3W CKBAHUA 332 U3XBBPJIAHE,

Hen3nonssanuat JexapCTREH TIPOAYKT WK OTHAXBYHHTE MAaTepHalii OT Hero TpADBa Ja ¢e H3XBLPNST
B CHOTBETCTBUE C MECTHUTE HIHCKBAHHS.

7. HME U AJAPEC HA NPUTEXKATEJISI HA PASPEIMEHHUETO 3A YIIOTPEBA
HOBEJI PAPMA EOOH

OxonorpwcTeH IbT 36

Codus 1415, brnrapus

S. HOMEP HA PA3PEIIEHUETO 3A YIIOTPEBA

20050334

9, JATA HA NI'bPBO PA3PEIIABAHE/MIOJHOBABAHE HA PA3ZPELIEHHUETO 3A
YIIOTPEBA

Jlara Ha mepBO pazpernasane: 22.06.2005 r
JlaTta Ha nocneano noaHoeaeane: 08.09.2010 r.




10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

02/2016 r,




