KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JJEKAPCTBEHUS NPOAYKT

bpoHxo — Bakcom 3a BB3pacTHH 7 mg TBLPAN KaTCYIH
Broncho — Vaxom Adults 7 mg capsules, hard

2. KAYECTBEH H KOJIHMYECTBEH CHCTAB

1 mevpoa xancyaa 3a av3pacmuu cedvpica:

| NINBAKNTENHA ATERUMA NO NEKAPCTBATA

Kpamxe Xapaxmepucmuxa Ha npogyxkma -_ﬁpmomeﬂue 1
Kaut Poz. Ny QLO o504 14

hspawenuest’glM[wﬁ Seraencensinnanss

7 mg OM-85 muodunu3upaHy GakTepHAIHH TH3ATH HA:
Haemophilus influenzae,

Streptococcus pneumoniae,

Klebsiella pneumoniae ssp. pneumoniae v ssp. ozaenae,
Staphylococcus aureus,

Streptococcus pyogenes W sanguinis,

Moraxella (Branhamella) catarrhalis.

IlomonrHo{#) BemecTBO(a) ¢ H3BECTHO AcHCTBHE:

Hsma

3a IBAHHA CIIHCBEK HA MOMONIHUTE BEIECTBA BIUKTE To4ka 6.1.

3. JEKAPCTBEHA ®0OPMA

TBBpIa Kancyma.

Henpo3padHH KarcyiIH ¢BC CHHBO TAIO M CHHS Kanayvka.
4, KJIWHHUYHHU JAHHHU

4.1. TepaneBTHYHE NOKAIAHHA

IlpogunakTiKa Ha IOBTAPAIMM ¢e HH{eKIMH Ha auxaTennuTe metyiia (M) npu pe3pacTsy H
FoHOWM Hafg 12 roauHu.

4.2, T03EpoBKA H BAYAH HA NPAJGKEAHE

[Ipy BB3PACTHH M KOHOMIX HAX 12 TOMHM IMKBJIBT 332 NPOGMHIAKTHYHO JIEYEHHE HA TIOBTAPALIH Ce
HH(EKIVK Ha AUXATCAHHTE NBTHIIA €:

1 karcyna JHeBHO Ha MIajiHO, 3a 10 mocaenoBaTe/IHA HH B MECELIa, 3a 3 MOCNeA0BATEIHH MeCeLIa.
TMpodHIaKTHYHOTO JIEYEHUEe MOXKE A Ce 3alOUHE MO BpeMe Ha ocTpara $asa Ha MH(peKUMH Ha
JIMXATENHHTE IMBETHILA B8 KOMOMHALMSA ¢ JPYTH JIEUCHHA.

Ipu HeoBXOAUMOCT UMKBALT 3a NPOoQHIAKTHYHO JeYeHHE MOXKE Ja CE IOBTOPH.

Ha4uH Ha npHIOKEHHE

IlepopaneH OBT

AKXO JafeH naifHeHT He MOXKeE Ja IOThIHE Kancynara, TA MOXC Ja GG OTBOPEH
MOKE A4 C& H3CHTE B NOCTATRUYHO KOJIIHYCCTBO BOJA, TOAOB COK, MJIAKO. Cwmec




BHMMATENHO pa36npkeane. Clies TOBa NAaUHEHTHTE TPAOBA Ja MPUEMAT CMECTA B PAMKHTE HA HAKONIKO
MHHYTH HaIThJTHO K BHHArH Jia 1 pa30BPKBAT HEMOCPEACTBEHO TIPEIH H3HBAHE.

4.3. Ilporapomoxazagun

CBPBXYYBCTBHTENHOCT KbM AKTHBHOTO BELIECTBO MM KbM HAKOE OT ITOMOLIHHTE BELIECTBA,
H30poeHH B TOYKa 6.1,

4.4. CoenpajHH NpelyNpexIenns A NPeANAINE MEPKH OPE YIOTpesa

Bponxo-Bakcom 3a BB3pacTHH MOXE [a NPSAMIBMKA PEaKIMM HA CBPBXTYBCTBHTENHOCT. AKO Ce
TOABAT &ICPTHYHH DeakUHH HIH MPH3IHALH Ha HEAOHOCHMOCT, JIEUeHHETO TpabBa A2 ObAe CHApSHO
He3abaBHO.

He c¢a HannaHu JaHAH OT KNIMHUYHH NPOYYBAHMSA, KOMTO 2 NEMOHCTPUPAT, Y€ H3MOI3BAHETO Ha
Bponxo — Bakcom 3a Be3pacTHH MOXKe Jia npernasy oT mHeeMoHus. ClieloBaTeHO He C& Mpenopbysa
Bporxo — BakcoM 3a Bp3pacTHM Aa ce TIpHIIAra 3a npeanassaHe OT ITHeEMOHMAL.

Vnotpeba 8 crapuecka Bb3pacT
ITonynaipara B cTapuecKka Bb3pacT € LIMPOKO NPEACTABEHA B KIHHHUHHTE NPOYYBAHMA ¢ BpoHX0 ~
BakcoM H He ca ¢ DOABILTH 001U CHIHATH OTHOCHO Oe30MacHoCTTa.

bxbpeuHo yepexaHe
Hanuunm ca orpasuyenu JaHHM NPH NMalpeHTH © 6u0peyno yBpexaane. B npeakinHHYHUTE

MPOYUYBaHHA 32 TOKCHYHOCT HE € HMaNO NMpH3HAIN HAa O0R0peyda TOKCHYHOCT NPy INTEX0RE, HHTO NPHU
Kyueta. ClieJoBaTeNIHO He ce 0YaKBa NPHTECHEHHE OTHOCHO (e30MacHOCTTA IPH TA3H MOy NaLis.

€pHOAPOOHO YBPEXIAHE
He ca HaIH4HM NaHHH NPH NAIMEHTH ¢ YepHOAPOoOHO yBpekaaHe. B npealuMHHYHKTE OpOyUuBaHHs 32
TOKCHYHOCT HE € HMaIo NpH3HALUH Ha YepHOoApoOHa TOKCHIHOCT fIPH IUTBX0BE, HUTO NPH KyHeTa.
CrenoBaTeaHo He ce 0uaKBa MPUTECHEHHE OTHOCHO 0e30MacHOCTTa NPH Ta3H IOy alMms.

Tosa nexapcTBo cbABLPXKA 110-Manko oT 1| mmol Hatpuii (23 mg) Ha kKancyna, T.e. IO CBIECTRO € ,,0e3

M LE

HaTpuit®.
4,5. BiammopaeiicTBHE ¢ APYTrH JeKapcTBEeHH NPOAYKTR H APYTH (JOpMH Ha B3aEMoOJelicTBHE
Jlo MOMEHTa HE ca M3IBECTHH JICKAPCTBEHH B3aHMOAESHCTBHIL

4,6, ®epTHIHTET, GPEMEHAHOCT H KhpMene

BpemeHHocT
Hma orpaHuueHu JaHHm OT ynotpebaTta Ha BpoHxo-BakcoM 3a BE3pacTHH NMPH OpeMEHHH KEHH,

IpoyuBaHuATa TPH KHBOTHM HE TMOKA3BaT NPEeKH WIM Henpekd BpelHH ¢(QEeKTH, CBBP3aHH ¢
PENPOAYKTHEHA TOKCHYHOCT.

Karo mpeama3na Mapka € 3a mpeanoduTaHe fa ce H3barea ynorpefara na bpouxo-Bakcom 3a
BB3PACTHH MO BPEMe Ha OHpeMeHHOCT.

Knpmene
He ca NpPOBCAKIAHH KOHKPCTHH NTPOYHBAHHA H A0Cera He ca C’LOﬁH.laBaHPI JaHHH.

Kato mpeana3Ha MsapKa ce NpeAnoydTa aa ce U3IOArsa M3foa3BaHETo Ha Bpo
HA KbPMEHE.



DepriuiiTeT
B mpoyusanus npu xuBoTHU mHNCBa edekT Ha BpoHX0-BakcoM 3a BB3pacTHH BBPXY IMOKa3aTels 3a
depTunuTeT.

4.7. EdexTn BLpxy cnocoGmocTra 3a modupane H paGora ¢ MAMAHA

Bponxo-BakcoM 3a BE3IpaCTHM He NOBIAMARA HITH TIOBMABA MPEHEGPEXKMMO CNOCOGHOCTTA 3a
modupane ¥ paboTa ¢ MAIIHEH,

4.8. HexenaHH JeKkapcTBeHH peakHHA

Hexenanure peaknmn kbM BpoHxo — BakcoM ¢a H3GpoeHH cIope CHCTeMO-OpraHHHA KIac 1o
MedDRA:

MHOro yecTH: >1/10

YecTH: ot =1/100 po <1/10
Heuectn; ot >1/1 000 no <1/100
Penxu: ot =1/10 000 no <1/1 000
MHoro peaxu: <1/10,000

C HEH2ReCTHA YECTOTa:  OT HAJNMYHHATE JAHHH He Moxe Ia Objle Hamnpae¢Ha OLICHKa

Hapyinenns Ha HMYHHATA cHcTeMa
HEYeCTH: CBPBXUYBCTBUTENHOCT (€pUTEMaTO3eH 06pHB, TeHepaNIU3HpaH O0PHB, €pHTEMA, OTOK, OTOK

Ha KJIe[1a4a, OTOK Ha JIMLETO, nepudepeH oToK, MOAYBaHe, MoAyBaHe Ha JIMLETO, ¢hpOek,
reHepanH3upaH chpieK, 3amyx).
C HCH3BCCTHA YECTOTA: aHTHOEAEM

HapymeHnnd Ha HepBHaTa cU¢TEMA
YECTH: raBodoIne

PCCHEQaTOQHH, I'PpBJAEH B MENHACTHHATHH HAPYNICHHA
YECTH, KallUTHIIa

CroMawHo-4YpeBHY HAPYIEHHR
YeCTH: THApHE, KOpeMBa Golka

HEYECTH: raAcCHE, IOBPHLINAHEG

HapvijeHHA Ha koXkara ¥ MOJKOXKHATA ThKAH
yecTH: obpuUB

HEUYEeCTH: YPTHKApH

Q0mM HapyIeHHA Y eeKTH HA MACTOTO Ha TIPHIOKEHUE
HEYECTH: yMOopa
peAKH: UPEKCUd

B cnyuvail Ha nepcHCTHPAINN CTOMAINTHO-UPERHH H PECIUPATOPHH HapyILleHHs JiedeHHeTo TpaOpa fa ce
NpeXBCHE.

ChoﬁggaBaHe Ha NOAO3UPAHH HEXKETaHH PEeAKITHE
CroblraBaHeTo Ha NORO3HPAHH HEXeNAHN peaKllH ClIeN paspelllapaHe 3a ynoTpeda

NPOIYKT € BaxkHO. TOBa MO3BOJIABA A3 IPONB/IKM HAOMOJeHHETO Ha CHOTHOLIE
NeKapCTBEHHA MpoAYKT. OT MeIULIMHCKHTE CIELRATHCTH ce H3HUCKRA Aa ¢h0o0
MOJO3MPAHA HeKeIIaHa pPeakiig Ipes:
H3neiHHTeTHA areHuya M0 IeKapCcTBaTa
va. Jamsas I'pyes® Ne 8

1303 Codus




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

4.9. Ilpenozmpame

Iopaau ectecTBOoTO HAa BpoHxo-BakcoM 3a BB3PACTHH M Pe3y/TATHTE OT TECTOBETE 38 TOKCHYHOCT,
INPOBEASHH NPH XKHUBOTHH, MATIKO BCPOATHO € Aa C¢ NMOJIYYH Npeao3HpaHe.

5. @®APMAKOJOIWYHH CBOMCTBA
5.1, dapmakoIHMHAMHYHH CBOHCTBA

apMakoTepaneBTHUHA Ipyna: JpYTH NpoayKTH 3a JiedeHHe HA PECIIHPATOPHATA CHCTEMA
ATC ron: RO7AX

Mexanuanm Ha aclicTrHe

OM-835 ¢ GakTepHaTeH EKCTPAKT, ChAbPKALI THOGUIHIAPAHH PpaKuuH oT 21 pasnuyuu
WHAKTHEHPaHH OaKTEPHAIIHY LaMa, KOMTO YeCTO NPHIMHABAT HH(EKIMH HA UXATE;THHUTE [THTHIIA.
ExcniepumeHTanHu npoyasaHus JeMOHCTPHPAT ¢rnocoOHocTTa Ha OM-85 1a MoIyNHpa no pasivuex
HAYMH PAIHYHHTE KIETBYHH H MONIEKY.IAPHH ehekTopH Ha MMYHHHA OTroROp. KIIHHHYHK
H3ITUTBAHHA CHIIO IIOTBBPXKOaBaAT cocoOHOCTTA MY Ja MOAYAHpa OTrOBOpa Ha roCTONpPHEMHHKA, KATO
NOKA3BAaT, 4e modunusHpanuTe 6akrepranuu muzatd OM-85 aelicTBaT kaTo HMYHOMOIYIATOD,
MOBKIIABAILT HMYHHTETA CPEIy TakuBa HHpeKIHn. Cliea nepopanto nprioxeHHe OM-85
MPEeIU3BHKEA HMYHOTOTHYHH PEAKLIMH B IMTABULIATA HA XPAHOCMHJIATETHUA TPAKT, 0COOEHO B
IMatieposute nnaku (PP), pasnonoxkenun B TEHKHTE HepBa.

AxTHTeH-NIpeacTaBamuTe kieTkH (APC), pasnonokenu B PP, kato neapurau knetku (DC), ce
akTHBHpatr 0T OM-85 H Nosry4eHUAT NpodHI HA AKTHBUPAHE HA TE3H KISTKH BIIOCIE/ICTBHE
CTHUMYIHpa APYTH KACTHYHH THIIOBE HA afanTHBHATA MMyHHa cucTeMa. Cpell Te3H KieTKH ca B-
KJICTKHTE, KOHTO WIPAAT HHCTPYMEHTATHA POJIA B 3aLUTHAA UMYHHTET. PesynTaHTHaTa HMYHHA
32IHTa B AMXATEHUTE ITHTHILA CE OCHIIECTBABA YPe3 MHTPALIMATA HA TE3H 3AMMTHH KICTKH, AKTHBHU
cpellly BUPYCHH H GakTepHaNHH MATOT¢HH, KATO BCHYKM AOCTHTAT A0 6enure apobose upes numdbara
H KpBBoOoOpAINEHHETO M0 Taka Hape4eHaTa ,. apesHo-GenoapobHa oc™.

Hackopo HAKOJIKO in vive W in vitro poy4YBaHHA nokazaxa, 4e OM-85 HiumMa npoBB3nanuTencH edexr
cam 1o cefe CH, HO MOXe la MOAYJTHPA pa3IHYHH BR3NATHTEIHA MEIHATOPH, 32 J1a BE3CTAHOBH
HOpManaua uMmyHeH 6ananc. Cpea Tax eauH LIMTOKKH, MHGNaMaTopHuAT IL1-6erta, oraensu ot DC,
koiito OM-85 ycndBa aa HamanH B 3aBHCHMOCT OT Jo3aTta. B pasmnueH HaGOp OT EKCIIEpPHMEHTH ¢
nokazano ome, 4e OM-85 Moxe qupexTHO Ja akTHenpa DC, KouTO BHOCIEACTRIE OCRODOKAaBAT
PA3IMYHH IMYHOMOAY THpau edheKTopy, KAKTO U aHTHBHPYCHH (akTopH (OT KOHTO MHTePHEPOH TUN
). Mo cpmpA HauKH cien cTHMyanud ¢ OM-85 B-kneTkuTe ¢hIIo ¢ AKTUBUPAT, KOETO BOAH A0
YCHJIBaHE HA OTTOBOP ¢ HecreuudMYHH MOJHKIOHATHN AHTHTE/IA, OChIECTBABAH CPelly BEPYCHH U
OaxTepHa/HU MATOreHH, NMo-crielHanHo n3oTHIoBe IgG B cepyma v IgA B IMXaTeNHHTE MBTHILA,
AHTHBHpYCHATa aKTHBHOCT, KaKTO H T€3H aHTHTENA, OCUTYDSBAT ITbpBA INHHA HA 3alMTa CpeLly
CTMEKTHP OT UHDEKLMOZHM areHTH (BUPYCHH M OakTepuanHy), BaeTu 3aeHO, T€3H HAXOOKM
noTeepkaaear, ue OM-85 uHunHHpa nopeaHua or GHOMOTHYHY GTTOBOPH, MOKA3BAIMH 3aCHI/ICHA
HMYHOJOTHYHA 3ALATA CPeLly HHEKIMH, KATO B CHUIOTO BPEME € CIocoOeH Ja fI0THCHE
BB3MATMTEIHHTE CHTHAIN NIPH BB3NAJICHHE HA AMXATETHHTE ITETHILA.

(DaQM AKOTHHAMHYHI egzek'm

B peauia panH# NpoyuBaHHiA OpH MHIIKY € KOKA3aHO, Y€ TIPpeABAPUTEIHOTO
nuodumHpauy 6aktepramay ausaty OM-85 Hamandasa 4yBCTBHTEIHOCTTA
GakTtepuannn MHGEKUNH, Ha KOHTO ca NOJUTATAHH [TepOPalTHO, Tpes JUXaTellH
crcTeMHo. 3amuTHuAT edext Ha OM-85 ¢ meMOHCTpPHpPaH U IPH BHPYCHYU HHE




NPEeABAPHTEIHO TPETHPAHH MepopaHo. UcBeH ToBa € MoTBbpacHa edukaciocTTa Ha OM-85 za
3alMHTa HA MHINKHTE OT FPHIIHA HHGEKLHA 1 NocIenBama 3a001eBaeMoCT H CMBPTHOCT ClIeA
BTOpHYHa GakTephanta undexuus. M Hakpas, 3a pasiudpsBaHe Ha NOTBBPKICHHETO HA AHTUBKPYCHHA
edext na OM-85 npoyusarie, IpoBeIEHO BEPXY GHONICHH HA YOBEILKH Benompoben enuTen,
JNEMOHCTpHpA CHITHH aHTHBHPYCHH cBOHCTBA 0T OM-835, K0eTo ce 10Ka3Ba OT MOBMIIEHATA eKCIIPECHS
Ha GeTa-edeH3MH H HAMAJIEHOTO HHBO Ha BHPYCHM YACTHIIH, KATO TIO TO3H HAYMH NOTBEDIABA TOBA,
KOETO € JOKA3aHO MPH MMILIKH.

OcseH ToBa € Mokasano, 4e¢ OM-85 nma crocoGHOCTTA 3 BB3MPETATCTRA Bh3MATHTETHATA aKTHEHOCT,
KOATO M3I'BJIHABA MHOKECTBO H BaxKHHM $YHKIMM B naToH3HOI0rHATa Ha G0IeCTHTE HA IMXATeTHUTE
MBTHINA. JIOIMBIHHTEIHY POYYBAHHA JEMOHCTPUPAT 3aIMTEH edekT Ha OM-85 npu XKHROTHHCKH
MOJIENIM C aCTMa, Bb3NaJMTEIHH 3a00N9BaHNS (PHHMT, PUHOCHHYHT W eHuedanoMuennT) v nuaber.

IT POYHEBAHHA HA GQHKSCHOCTTE./ KITHHHYHH NIPOYYBAHHA

Bnipacran

Joka3zaHo e, ye Bpouxo — Bakcom Hamanaea yectoTara Ha MH(DEKUMHTe HA JHXATEIHHTE THTHILNA
(MAID) npu nawpenty ¢ noerapamu ce UITL u HHEKUHO3HH 0GOCTPSHMSA TIPH NALMEHTH ¢ XPOHHYHH
TIOJUIEIKALIM PECTTHPaTOPHH 3a0019BaHHs, KaTo jeKa a0 ymepesa XOBB/XE, XpoHHUEH PHHOCHHYUT H
acrTma.

ITocae xuure Hacoku oTHOCHO GOLD ot 2019 r. chabpXKAT OpenpaTka kbM bpoHxo — BakcoM B
TeXHHs pa3fen ,,J[pyru JekapeTsa ¢ IpOTHBOBBIMANMTEIEH NoTeHuran®: ,,JIpe RCT, H3pbpuieHH
npead 2005 r. npu nanuentd ¢ XOBB, KOHTO Npoy4BaT M3MON3BAHETO HA UIMYHOPETYAATOD,
CBOOIIABAT 32 HAMANABAHE HA TEKECTTa U YeCTOTa Ha 000CTpAHMATA,

Te3n KAHHMIHH e(PeKTH ca PUADY:KEHH OT HAMAJIABAHE HA H3MON3BAHETO HA AHTHOWOTHUM MITH
JAPYI¥ CHITBTCTBAILH TEPATHH, KaTO OpOHXOIWIATATOPH.

TepanepTivnata nomsa ot Bporuxo — Bakcom npu XOBB ce moakpens JOIBJIHHTEIHO OT ¢KOPOIIEH
METAAHAITHS,

Karto nano B ugaHkanuuTe 3a bpoHxo — Bakcom e MokasaHo, de:

» Hamansga 4ecToTara, MPOIBDKATENHOCTTA N TEKECTTA HA PECTIHPATOPHHUTE HHPEKIIHM U
CBBp3aHuTe ¢ TAX HHHEKUHO3HH 00OCTpAHMS.

*  TlopobpaBa CHMITTOMHTE Ha TMOJIEKAIIOTO XPOHHYHO PECITMPATOpHO 3ab0/IBaHE.

* Hawmanaepa ynorpe6ara Ha aHTUOMOTHLIM H APYTH IeKApPCTBA.

+ Hamansea prcka ¥ NPoBIKUTEHOCTTA HA XOCTTHTATM3AIMATA IPH HAKOH TPYTIH
MAIMEHTH, KaTo BhIpacTHH ¢ XOBB u repuaTpyIHN MalHEHTH.

* Hawmanspa 0TCHCTBHETO OT paboTa.

5.2. ®apMaKoKHHeTHYHH CBOHCTEa

Abcopbrua

AxTHRHEAT npuHuun Ha OM-85 ce cheTou OT GakTepHaleH EKCTPAKT, ChAbpKall THOGUTHIUPAHH
(paxoum oT 21 pa3nUyuAY WHAKTHBUPAHH GAKTePHATHH 1IAaMa, MPHHALIEKAINYE KEM 0CEM pa3/THdHH
Buna: Haemophilus influenzae, Streptococcus pneumoniae, Klebsiella pneumoniae ssp. pneumoniae et
ssp. vzaenae, staphylococcus aureus, Streptococcus pyogenes u sanguinis, Moraxella (Branhamella)
catarrhalis.

[Mopany ecTecTBOTO Ha MPOAYKTA HE MO3Ke JIa ¢€ IIPOBEJIE KOHBEHLIMOHATHO (apMaKOKHHETHYHO

PaznpeneneHue
JluncBat naHHK.

BuoTtpaichopMalinig
JIuncrar gaHHHu.




EnumuHHpane

Jluncsar qagam.

JIuHeltHOCT/He TMHEeiHOCT
Jluncear JaHHM.

Bpuakali) dapMakoxHueTHKa-(hapMakonHHaAMHKa
JIMNCBaT JAHHM.

BrbpeuHo yBpexaane

Hamase ca orpaHHieHH JaHHH [IPH NAWUeHTH ¢ 616pevHo yepexaane. B npeaxiHHmYHMTE
NpOYYBAHHA 38 TOKCHYHOCT HE € MMAJIO NPU3HALM HAa 6B6PeYHa TOKCHIHOCT TIPH IUTBX0BE, HHTO [IPH
Ky4eTa. CrieaoBaTenHo He Ce 04akBa MPHUTECHEHHE OTHOCHO 6€30TIACHOCTTA ITPH Ta3H MOy TaIlyA.

YepHoapoOHO YEpexaane

He ca Hanu4HK JaHHM TPH MALMEHTH ¢ 4epHOIPOOHO yBpexaate. B npeKIMHHUHUTE IIpoyYBaHis 3a
TOKCHYHOCT He € MMAJIO MPH3HALM Ha YepHOAPoOHA TOKCHYHOCT MPH [TBXOBE, HUTO MPH KYYETA.
CneaoBaTeHO He Ce 04AKBA NIPUTECHEHHE OTHOCHO (G€30MAcCHOCTTA MIpH Ta3H MOy ALy,

TlatiMeHTH B CTAPYECKA BEIPACT

Torrynauuara B cTapuecka Bb3pacT € IHPOKO NPEACTABEHA B KIMHHYHHTE NPOYYBAHHS C
JModrIH3Hpank CAKTEPHATH W3aTH M HE Ca C€ TIOABHIIM 0OIIH IPHTECHEHNS OTHOCHO
Oe30macHOCTTA.

IleauaTpyyHa NOMyNALIHA
Junceart nauHuy.

5.3. HexagHUYHH J3HHH 3a GezonacHocT

TOKCHYHOCT DpH MHOTOKPATHO NPUIAraHe
ToxcHKOIOrHUHH NPpOYYBaHUA NIPH MHOTOKPATHO TIpIIArale (26-ceMHYHO poy4BaHe NPH MITBX0OBE,

3-mMeceqHo NpoyYBaHe NPH Ky4eTa). PazmmupeHNTe TOKCHKOIOrMYHH IPOYYBAHMSA HE €A OTKPHIIH
TOKCHYEH eeKT.

KantiepOreHHOCT
Hama naHHu 3a NOTEHIHATHO KAHLIEPOreHHO AciicTBHE Ha BpoHxo-BakcoM HIIH cpOAHH JIeKapcTBa

cien epopalHo NMOrTsllaHe HAa Te3H BEIECTRA OT XOpa. I['BJ'H‘OI‘O.IIHI].IHHHT KIHHHYEH OINHT HE
Pa3KpHBa NpHIHHA 38 MPHTCCHEHHA.

MyTareHHocT
IMoTeHIHANHUTE TeHOTOKCHYHH edexT na OM-85 nmuodunuzar ca HicneaBaHH B HAOOP OT aHAJIM3M 33

reHeTH4Ha TOKCHIHOCT, ChCTOAILY €€ OT TECT 34 oOpaTHa DakTepHanHa MyTauMd in vitro (Ames ¢
W3TON3BaHe Ha S. typhimurium v E. coli) 1 in vivo MUKpPOAApPEH aHAJIM3 H TECT 33 XPOMO30MHH
abepaupn, OM-85 He nNpe H3BMKEA MYTallHA B HUTO €AMH OT aHAIM3MTE In VitFO WIH in Vivo.

¥Yepexnane Ha pepTHINTETA

@QepTHINTETHT U PENPOAYKLUMATA MPH IUTBX0BE HE Ca 3acelHaTH OT NepopalHo NMpHIcKeHNe Ha OM-
85 muodwmusar g0 1600 mg/kg/neH Ha MBXKKH H XKeHCKM TLTEXoBe. JleueHneTo e noH
HAMAa BIHAHHE BRPXY e(reKTHBHOCTTA Ha YH(PTOCBAHE, CKOPOCTTA HA HMILIAHTHD
abopT, 6pos Ha MOTOMCTBOTO Ha KUBOTHO, ChOTHOLIEHHETO MEXKe/ )KEHH H TETTIO
PenpoyKTHBHOTO MOBeAeHUE H PEPTIIHTETHT HA TBPBOTO MOKOJIEHYE ¢a HOP
Ha BTOPOTO MOKOJNEHHE CHII0 He MOKa3Ba AHOMAJIHH.




TIpH xeucku rILxose, JeKyBaHH N0 BpeMe Ha GpeMeHHOCT A0 21 JHu ciiell paxkaaHeTo ¢ A03a 10 1600

mg/kg/nen OM-85, nopeaeHueTO, PAXKAAEMOCTTA H IAKTALIASTA €2 CPABHHMH ¢ TE3H Ha KOHTPOIHHTE
TpyIH.

Teparorensoct

Iepopanuoro npunoxkeHne npy GpeMeHHH IIbXOBe MIIH 3allH 110 BpeMe HA GPEMEHHOCT B 032 A0
1600 mg/kg/men OM-85 ce moHacs no6pe U He ¢ IPUYHHWIIO IHATMTENHH eMOPHO- HITH
eToTOKCHIHH edeKTH CIPAMO KOHTPOJIHTE.

Hpyro

Jluncear paHHH.

6. PAPMAIEBTHYHH JAHHH
6.1. CoEchbk Ha DOMOWHATE BeUIeCTBA
Besxa mevpda xancyna 3a evspacmuu cuOvpyca:
Crop6iana (npexkenaTHHU3NPaHA)
MarHesues creapar

Bespoaen nponnaranar (E310)
MoHOHATPHES Iy TaMAaT

Manuron

CueTaB Ha KancynHaTa COBUEKA:

XKenatuu

Huaurorid (E132)

TutaHos auokeun (E171)

6.2. HecnBMeCTHMOCTH

Henpunoxumo

6.3. Cpok Ha ropaEoCT

5 roanuu.

6.4. Cuoenna/ianm yc10BHA Ha cLXpaHeRHe

Ja ce cuxpanasa nopg 25°C.
Ja ce chXpaHaBa B OpPHIMHATHATA ONAKOBKA.

6.5. Bua H chIbpXKaHHE HA ONAKOBRATA

Karcynure ca onakosany B 61HCTepH, €1HATa CTPaHa Ha Kouto e uapabotena ot PVC/PVDC dunm, a
Jpyrata ot alyMuH#ieBO donno, nokpuro ¢ PVDC,

He BcuuKH BHAOBE ONAKOBKH MOraT ja OnaatT MycHaTH B npoaaxta,
Kytus ¢ 30 kancynu (3 6mucrepa no 10 kancynu) win 10 kancyau (1 6micrep mo 10

6.6. CunensajHH mpeaNa3HA MEPKH OPH AIXBLPJIARE H paboTa

HamMa cneupaaHyu H3MCKBAHHA.



Hensnoa3ssaHMaT JeKapcTBeH NPOAYKT WIH OTHANBYHATE MATEPHAIH OT Hero TpAbpa Na ¢e WIXBBPIAT
B CLOTBETCTBHE C MECTHHTE H3HCKBAHHS,

7. IIPHTEXATEJ HA PASPELIEHHETO 3A VIIOTPEEA

OMEDICAMED Unipessoal Lda

Avenida Anténio Augusto de Aguiar n°® 19 — 4°

1050-012 Lisbon
Toptyranms

8. HOMEP HA PAIPENIEHHUETO 3A YIIOTPEBA
Per. Ne 20030171
9, JATA HA ITBPBO PAZPEINABAHE/MIOIIHOBSIBAHE HA PAZPELIEHHAETO 3A

YIIOTPEBA

Jata Ha epBo paspemaeane: 10 Mapt 2003 r.
Jata Ha nocnegHo nogHoesapane: 16 Mait 2008 r.

10. JATA HA AKTYAAW3IUPAHE HA TEKCTA




