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1. THhPT'OBCKO HAMMEHOBAHHE HA JEKAPCTBEHHS NMPOXVKT:
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PO3AJITUH U3H 0,12/100 m| Barunanex pasTBop SR &
ROSALGIN EASY 0,1g/100 ml vaginal sclution

2, KAYECTBEH H KOMMMYECTBEH CbCTAB
100 ml pasTBOp cHABPAKA:

AxTHBHO BelilecTpo: 100 mg GenzupamunoB xuapoxnopus (benzydamine hydrochloride)

3. JEKAPCTBEHA ®OPMA

BarvHaznen pasteop.

4, KAHUYHHA TAHHHA

4.1 TepanesTHuny HHAHKAIHH

BynBOBarHHHT M LUEPBHKOBATHHHT OT Pa3zIW4E¢H NPOH3XO, BKIIOYHTE/IHO BTOPHYHH CBHCTOSHHA
clie/l XUMHO- W JTbYETEpaIHA.

Karo noMouHo feueHne npu GakTepHanHa BaruHO3a, npuyuHeHa ot Gardenella vaginalis

[Ipen H cienonepaTHBHA NMPOGUIAKTHKA [TPH FTMHEKOJOTHYHH OTIEPALIHH.

JIH4Ha XHrHEHA IO BpeMe Ha NOCIEPOAOBHSA NIEPHOA.

4.2 Ho3npoBKa H IPHJIOKEHHE

Ceappxanyero Ha 1-2 OYTHIKHM ce H3NON3BA 3a BarHHAJIHW NPOMHBKH BEAHEXK HIH JB4 TBTH
JAHEBHO, CHOOpa3HO NpenopbKUTE Ha jieKap:, B npoak/keHHe Ha 10 aum,

3a neyeHve Ha GakTepHalHa BarkHo3a, npuunHeHa ot Gardenella vaginalis, npenopbunTeIHaTa

103a € 2 BaTHHAIHH [NPOMHBKH JHEBHO B NNPOAB/DKCHHUC HA 7 noCASAOBATEIHH JHM,

4.3 IIpornBonokazanuns

CBpPBXYYBCTBHTETHOCT KbM AKTHBHOTO BELLECTBO MJIM HAKOE OT NMOMOLIHHUTE BEINECTBA, HIOPOEHH

B TOuka 6.1.

4.4 Crenuajan npeaynpe:KIcHHS H npeXNa3HH MEPKH fpH ynorpeda

[IpoasinkKuTenHoTO fieYeHHe C MPOAYKTH 33 BBHHIIHO DPHIOKEHHE MONe M3 JOBEAe JO

/.'-"

CeHCHOMNU3auKs. B Takee coydail MeUEHMETO ClefiBa Xa CE NMPEYCTaHOBH M Aa

aJIcKBAaTHA Tepanus..



4.5 BzammoneiicTene ¢ ApyrA eKAPCTB2 H ZPYTH POPMH HA B3aHMOACHCTBHE

He ca U3BECTHHM B3aUMOJIEHCTBHA ¢ APYI'H JEKAPCTBEHH NPOIYKTH 32 ODLIO NIPUIIOKEHHE.

4.6 bpemMennocT ¥ KbhpMeHe
He ca H3RECTHH MPOTHBOMOKA32HHA 33 BHHIUHOTO MPHIOKEHHe HA GeH3HAaMHUH npH OpeMEHHH H

KBPMAYKH.

4.7 EdexT BLpXy cmocobnocTra 3a modupane n padora ¢ MAIHAH
Vnorpefara Ha GeH3MaMHH HE OKa3Ba BIHAHHE BbPXY cnoco0HOCTTa 3a modupane U paboTa C

MAaLlIHHH,

4.8 Hexenann JeKapCTBEHH peakig

HpH MPOLBI/DKUTCITHO [TPANOXKCHHEC MOTAT 44 C& HaOmomasar ACPruyHu pCaKkiivH.

Crofmasane Ha DONO3UPAHH HEXKENaHH PSaKLUU
Cro0IIaBaHeTo Ha NOAO3MPAHM HEXEIAHM PeaKLIHH clell pa3pelliaBaHe 3a ynorpeda Ha

JIEKAPCTBEHHNA NPOOYKT € BaKHO. ToBa Mo3BosiiBa Aa Npoab/KH Hab/IONEHHETO Ha
CbOTHOLICHHKETO M10J138/PHCK 33 JeKapCcTBeHUA NPOAYKT. OT MEAUITHHCKHTE CTICLIHATUCTH Ce
H3HCKBA J1a ChOOILABAT BCAKA MOA03HPAHA HEXKEIIAHA peaKl{s Ype3 HallHOHAIHA CHCTeMa 33
choburasade: M3nenuuTesna areHuHs No AekapeTsara, yi. ,,Jdamau [pyee” Ne 8, 1303 Codwms,
Ten.: +339 2 8903417, yebeaiiT: www.bda.bg.

49  Ilpeno3npane
He ca u3secTHH cryyan Ha npeao3npaHe ¢ OeH3IHAAMMH 3a BEHIITHO NIPHAOKEHHE,

HMHTOKCHKAIIMA ¢¢ O4YaKBa caMO B CiayvaH Ha CAy4alHO IOITBUIAHE HA TOJeMH KONMHYECTBa
oeHsnaamMuH (> 300 mg).

CHMOTOMHTE, CBbP3aHH C NMpeAo3HpaHe NPH NOrbIAaHe Ha OeH3HAaMHH ¢a NMPeJdMHO CTOMAUIHO-
YPEBHH CUMITTOMH H CHMIITOMH HA LiEHTpaJlHaTa HepBHa CHCcTeMa. Hali-uecTHTe CTOMAIIHO-YPEBHU
CHMIITOMH Ca rajieHe, MoBpblllaHe, KopeMHa 0oJika H Jpa3HeHe Ha XpaHonposoaa. CHMITTOMHTE Ha
LUeHTpaAHATa HEepPBHA CHCTEMAa BKMIOYBAT 3aMaiiBaHe, XaMOLMHALMH, BB3OyAa, TPEBOXKHOCT M
paz/ipa3sHUTENHOCT.

[Tpu ocTpo NpeAo3HpaHe € BH3MOKHO CaMO CHMIITOMATHYHO JieueHHe. [TampenTre Tpabea na
ObaaT oz crporo HabMoAeHHE M TPAOBA Aa Ce PHIOKH Hoaxbpiamo neyeHue. Tpabra na ce
NOAABPIKA A3JEKBATHA XHUJIpaTaLys.

5. PAPMAKOJOI'NMYHUA CBOUCTBA

3.1 DapmMakoaHHAMHYHHA CBOHCTBA

ATC xom: G02CCO03




BeH3uaaMuB NPHTEKaBa NPOTHBOBB3MANMTENHO, 00e360ABAINO U AHTHEKCYAATHBHO AeiicTBhe. B

KOHLEHTpalliM 3a BHHINHO NpUIOKeHHe OeHaWOaMMH aAeficTBa M KaTO [AE3HH(EKTAHT M

NOBBPXHOCTEH AHECTETHK.

5.2 OAapMAKOKRHETHYHHA CBOHCTBA

CriexTpoduTyOpOMETpHYHH aHAMW3H MOKa3par, Ye OEH3MAaMMH, ChAbpXKall CC BB BATMHAIHUA
pa3TBOP MONENBA MO BaTHHAAHHS €MMTEN M JOCTHIA KOHUESHTpallHH OT ropaaeka Ha 9,7+/- 6,24
pg/g . HannureTo Ha u3MepHMH KOHLEHTpalHH GeH3MAaAMHH B YOBELIKHA CEPYM, KOHTO obave ca
HENOCTATEYHM 3a TONYHMaBaHe Ha CHeTeMH (papMakoJNIOrHUHHM e(peKTH, TIOKA3Ba NOCTENEeHHATA
abcopOrus Ha GeH3HIAMEH OT TMraBHIATA. BensuaaMus ce oTaens MPEANMHO Ype3 YPHHATA H 1IOJ

(opmara Ha HEAKTHBHHM METAOONUTH MNH NPOAYKTH Ha KOHIOraL|AaTa.

5.3 IIpeaxnuunAvEy AAHHHU 33 Oe30NaCHOCT

bBensdaaMHH € ¢ MHOFO HHCKa TOKCHYMHOCT, NPeAHMHO CBBP3aHa ¢ (apMakoJHHAMHUYHH
HAPYIIEHHA, a He NaTOAHATOMUYHHM WiMeHeHHa. [panniata mexny LDse u  enuHuvHa
TepanepTMdHa no3a e 1,000:1. benswpamMuH He 3acira CTOMALIHO-YPEBHHA TPAaKT, HAMA

TEpaTOreHHH e(eKTH H HE BJINGe Ha HOPMAITHOTO PA3BHTHE Ha 3apO/IHILIA.

6. O®APMAIEBTHYHHU JAHHU

6.1 CHHCBLK HA NTOMOIMHHATE BellleCTBA
BeHzankOHHUER XOpKHI, AMHATPHEB EASTAT, €TaHOI, noaucopdar 20, po30BO MAcCHO, NIpeYHCTeHa

BOAA.

6.2 HecbBMEeCTHMOCT

He ¢ u3secTHa HECEBMECTHMOCT € APYTH IEKAPCTBEHU MPOXYKTH.

6.3 Cpok Ha rogaocT

4 roguuu

6.4 CrnenHajing ycJIoBHA H2 CHXPAHCHHE

To3u NpoAYKT HE H3HCKBA CTICLIHANIHH YCIOBHA Ha ChXpaHeHHE.

6.5 Bua H chAbLpKAHAE HR ONAKOBKATA

Omnakoska ¢ 5 6yrunku ot 140 ml. y




6.6 CrnenuanHm npeAnasHH MEPKH NPH HIXBbPJIAHE

Hama

7. IMPUATEKATEJI HA PASPEINIEHHETO 3A YIIOTPEBA

Anpxenuun ®apma benrapug EOO/]
Byn. Aces Hopnanos 10,

Codusa 1592, benrapus

Ten.: +35929751395

Paxc: +359 2971 57 45

8. HOMEP HA PA3SPENNIEHHUETO 3A YIHOTPEDBA
9700591

9. JATA HA ITHPBO PA3PEHIABAHE/ IIOJHOBABAHE HA PASPEINEHHUETO
16/06/2009

10. JATA BA ITOCIEIHA PEJAKIIUSA HA TEKCTA




