KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA

1. TBPIOBCKO HAUMEHOBAHUE HA JIEKAPGIHE P
PO3AJII'MH HU3H 0,1g/100 ml BaruHaneH pasrBop
ROSALGIN EASY 0,1g/100 ml vaginal solution

2.  KAYECTBEH H KOJIMYECTBEH ChCTAB |[Ogotneme pe """ AN AT

............

100 ml pazTBOp CHABLPKA: e

AkTuBHO BelliecTBO: 100 mg 6eHsnaamMuuoB xuapoxyopua (benzydamine hydrochloride)

3. JIEKAPCTBEHA ©OPMA

BarunaneH pa3TBop.

4, KJINMHAYHHA TAHHH

4.1 TepaneBTHYHH HHAHKANHH

BynBoBarMHMT H LEPBHUKOBArMHUT OT pa’IM4EH MPOH3XO[, BKIIOYKMTENHO BTOPHUYHH CBHCTOAHHA
clel XMMHO- H JIbYeTepanus.

KaTo noMol1HO sieuenue npd OakTepualiHa BaruHo3a, npuuMHeHa ot Gardenella vaginalis

IIpen u cneponepaTuBHa NPOPUIAKTHKA IPH TMHEKOJIOrHYHM ONEPALUA.

JInuHa XurueHa Mo BpEMC Ha ITOCJICPOOdOBHA TICPHOA.

4.2 JA03upoOBKaA H NPHITIOKEHHE

CoabpxaHuero Ha 1-2 ByTHNKM ce M3MOJI3Ba 33 BarMHANIHM NMPOMMBKH BEAHDBN WIM ABa IbTH
IOHEBHO, CbOOPA3HO NPENOPHKUTE HA JIEKAPA, B NMPOoAb/DKeHHE HA 10 aHM.

3a aeucHUe Ha OakTepHanHa BaruHo3a, npuudHeHa ot Gardenella vaginalis, npenopbunTe/HaTa

103a € 2 BarHaJIHH IIPOMHUBKH NHCBHO B ITPpOABJDKCHHE Ha 7 HOCNEAOBATENHHU OHH.

4.3 I[IpoTHBONOKA3AHNS

CBpbXUYBCTBHTEJIHOCT KbM aKTUBHOTO BELIECTBO HITH HAKOE OT MOMOILHUTE BelllecTBa, H30poeHH

B TOuka 6.1.

4.4 Coennajun npeaynpexjaeHHs 1 Npeaila3HH MEepKH NpH ynorpeta

IlpoabmxuTenHOTO JeueHHe ¢ TNPOAYKTH 3a BBHIIHO TIPWIOKEHUE MOXeE
ceHcuOunuzauua. B TakbB cnyvai neYeHHETO cneiBa Jia ce MpPeyCTAHOBH U

aJICKBaTHa TEpalriuii.




4.5 BzanmoaeidcTBHE ¢ JPYrH JIEKAPCTBA H APYIrdA (POPMH HA B3aHMOACHCTBHE

He ca u3BecTHH B3aHMOJIEHCTBHA C APYTrn JICKApCTBEHH IIPOOYKTH 34 OGU.[O MpUWJIOKCHHL.

4.6 BpeMeHHOCT H KbpMeHe

He ca u3BecTHH NPpOTHBOINIOKa3aHNA 3a BLHUIHOTO IIPHJIO?KCHHE Ha OeH3uIaMHUH [pu 6peMCHHH 4!

KbPMayKH.

4.7 EdexT BLpxy cnocobHocTTa 38 miopHpaHe H padoTa ¢ MALINHMA
Ynorpebata Ha O€H3IMAAMKMH HE OKa3Ba BJIMAHHE BbPXY cnocoOHOCTTa 3a wodupaHe U paboTa C

MalllHHH.

4.8 Hexe1aHH JIEKADCTBEHH PEeAKLIHN
[TpH npoABIDKHTENHO TIPUITIOKEHHE MOTAT Aa ce HabmoaaBaT aNepruuHy peakiHH.

CrobillaBate Ha MOJO3UPAHU HEXKETAHM PEAKIIHH

CrobiaeaHeTo Ha NMOLO3UpPAHH HEXKEJIAHH peakLUMH clie] pa3pellaBaHe 3a yrnorpeba Ha
JIeKapcTBEHHUA NPOAYKT € BXKHO, TORa NMO3BOJIABA A4 NPOABKH HAOIIOACHUETO Ha
CHOTHOLUEHHETO I10,138/PUCK 33 JIGKAPCTBEHHA NMPOAYKT. OT MEMIIHHCKHTE CNELIMATIHCTH ce
H3UCKBA a chOOLABaT BCAKA MNOA03UpaHa HEXKENaHa peakLMa upe3 HaUHOHAJIHA CHCTEMA 34

chobmarane: MU3nunHUTENIHA areHIMA 110 JieKapcTBaTa, vil. ,.JlamMaH ['pyes” Ne 8, 1303 Cogus,
Ten.: +359 2 8903417, yebcaitT: www.bda.bg.

4.9 IIpenosupane
He ca u3secTHHM cryyad Ha npeAo3HpaHe ¢ OCH3WIaMHH 33 BbHIUHO NMPHIIOXKEHHE,

HMHTOKCHKAIIMA C€ OyakBa ¢caMO B Cllyyail Ha CJIy4alWHO MNOTIbLUAHE HAa TrOJIEMM KOMMYECTRA
6ensupamuH (> 300 mg).

CUMNTOMMTE, CBBLP3aHU C NPEAO3HpaHE NPH NOrblijaHe Ha OeH3WAAMMH Ca NPEeIUMHO CTOMAaUIHO-
YpEeBHHY CUMIITOMM M CUMITTOMH Ha LIEHTpaJIHaTa HepBHA cHcTeMa. Hali-uecTUTe cTOMallHO-4YpeBHH
CUMIITOMHU ca rajieHe, NospblllaHe, KopeMHa OoJika U Apa3HeHe Ha XpaHonposoaa. CUMITTOMUTE Ha
LICHTpaJlHaTa HEpPBHA CHCTEMA BKIIOMBAT 3aMaiBaHE, XaOLUMHALMH, Bh30yda, TPEBOXKHOCT W
pa3apa3sHUTEHOCT.

[1pn ocTpo npeao3vpaHe € Bb3MOXHO CaMO CUMIITOMATHYHO JievyeHue. [lauenture Tpabea na
Opnar nox crporo HabmoaeHue u TpsOBa na ce MPUAOKM NOAIbPXKAILO JiedeHHe. Tpsadea na ce
NOJUTbprKa aa/IcKBATHA XUApaTalud.

3. OAPMAKOJOTHYHHA CBOUCTBA

S.1 OapMakKoAHHAMHYHH CBOHCTBA

QapMakoTepanesTHYHA Ipyna: HPOTHBOBB3MAIMTEIIHH TPOAYKTH 3a B

ATC xon: GO2CCO03




beHannamuH npuTtexasa NPpOTUBOBL3INANMTENHO, 006€30014BaII0 H aHTHEKCYAATHBHO JelicTBue. B
KOHLIEHTpallMM 32 BBHIIHO [pWIoxKeHHe OeH3uJaMHH ACHCTRA W KaTo JAe3UHGEKTaHT o

NMORPPXHOCTCH dHCCTCTHK.

S.2 PapMAKOKHHETHYHH CBOHCTBA

CnekrpognyopoMeTpH4YHH aHalW3W NOKa3BaT, 4Ye¢ OcH3IMAAMHH, CHABLPXKAL] CE€ BHB BarMHAIHWA
pa3TBOp MONENBa 10 BArHHAJIHUA €MHMTEN H JOCTHra KOHLEHTpalHH OT nopaaLKa Ha 9,7+/- 6,24
ug/g . Hanuuuero Ha U3MEpUMH KOHUEHTpaudy OeH3WAaAMHH B YOBEIIKHSA CepyM, KOMTO ofaue ca
HENOCTATBYHHU 3a MOJIydaBaHeé HAa CUCTEMH (PapMaKOJIOTHYHHM e(eKTH, IOKa3Ba NOCTeNeHHaTa
abcopOuusa Ha 6eH3MaaMHH OT NMrasyilara. beHangaMuH ce oTaend NpeauMHO Ype3 YpHHATa U [I0A

¢opMara Ha HEAaKTHBHHU MeTabOJIUTH WIIH NPOAYKTH Ha KOHIOTALMATA.

5.3 IIpeaAKIHHRYHH JaBHH 32 (0€30NMaCHOCT

bensngaMHH € ¢ MHOr0O HHCKAa TOKCHYHOCT, NpeAUMHO CBBp3aHa ¢ ¢apMakogHHAMHUYHH
HapylleHus, a He [MaToaHaTOMHYHH U3MeHeHusA, ['panumuara wmexay LDsy u  eanHuuHa
TepaneBTHuHa jo3a € 1,000:1. BensnnamuH He 3acsra CTOMALIHO-YPEBHMA TPAKT, HAMa

TCPATOICHHHU ECIJGI{TH N HC BJIMAC H4A HOPMAJIHOTO pa3BHUTHC Ha 3dpOAHMILLA.

6. ®APMAIEBTUYHH JAHHH

6.1 CinsebK Ha NOMOMIHHTE BelllecTRA

beH3ankoHKEB XIIOpUA, IMHATPHER €AETAT, €TaHol, nonucopdar 20, po3oBo Macno, NPeYHUCTEHa

BOAA.

6.2 HecnLBMeEeCTHMOCT

He e u3zBecTHa HECHBMECTHMOCT C JAPYTIH JCKAapCTBCHH NPOAYKTH.

6.3 Cpok Ha rogHocT
4 roguHA
6.4 CnensaJHH YC/I0BHR HA CbXPAHEHHE

To3u NpoayKT HEe U3KUCKBA CNEUHATHU YCIIOBUA HA ChbXPaHEHME.

6.5 Buja H ¢cbAbLpXKAHHE HA ONIAKOBKATA

OnakoBka ¢ 5 OyTuiaku ot 140 ml.




6.6 CrnenHanny Npeanasny MepKH NPH U3XBbLPJIAAHE
Hama

7. IIPUTEXATEJ HA PAZPEHIEHUETO 3A YIIOTPEBA

AHmxkenudaH Papma bweiarapus EOO/]
ya. "Hukona Tecna™ Ne 3,
6n. busnec LlenTop BCP Codus 1, er. 4, oduc 401,

Codma 1574, brnrapus
Ten.: +35929751395

8. HOMEP HA PASPEILIEHHUETO 3A YIIOTPEBA
9700591

9. HATA HA ITbPBO PA3ZPEIMIABAHE/ IIOJHOBSABAHE HA PAZPEINEHHUETO
16/06/2009

10. HATA HA NTIOCJIEAHA PEJAKIIUS HA TEKCTA
Oxtomepu 2024




