KPATKA XAPAKTEPUCTUKA HA NMPOAYKTA

1. HAMMEHOBAHME HA NNIEKAPCTBEHMA MPOAYKT on o‘ éP "
‘ . -
PO3ANTMH 500 mg rpaHynu 3a BaruHaneH pasTeop ' I ¥s ?' ) ‘"
DAt o< 2L 09 47809

ROSALGIN 500 mg granules for vaginal solution - 7
2.KAYECTBEH N KONMMYECTBEH CbhCTAB /é \/- 3 ?00J"30

EnHo cawe cbabpxa: AKIMBHO BewecTeo: 500 mg 6GeH3MAaMWHOB XUApOXAopuAa

(Benzydamine hydrochloride)

3a NbAHUA CNUCEK HA NOMOILHWTE BEWECTBa, BMXTE Touka 6.1.

3. NEKAPCTBEHA ®OPMA

paHynu 2a BarvHaneH pasTBop.

4. KINVHUYHN AAHHU

4.1. TepaneBTHUHM NOKASAHWA

BynsoBarmHWT W UEPBUKOBArMHUT OT pPasfvYeH npov3Xod, BKIOYUTENHO BTOPULHM
CbCTOAHWA CNef XMMWO- W nbyeTepanus.

MNpea- v cneponepaTuBHa NpodUNaKTUKA NPU MMHEKONOMMYHN ONnepauuu.

4.2, [o3MpOBKa U HAMWH HA NPUIOIKEHMNE

CbabpxaHneTo Ha 1 cawe ce pasTteaps B 500 ml Boga. Mpunara ce 3a BarvHasHu
NPOMUBKKA €4WH A0 ABA MbTU AHEBHO, NO JIEKAPCKO YKasaHue, B NpoabnxeHune Ha 10 gHu.
4.3. MpoTnBONOKa3aHHUA

PO3ANTUH He TpaGBa Aa ce npunara nNpu nauMeHTU C U3BECTHA CBPbXYYBCTBUTENHOCT
KbM HAKOSA OT CbCTABKUTE HAa NEKApPCTBEHUA NPOAYKT.

4.4. CneunanHu npeaynpexaeHa U npeanasHN MepKH NpH ynotpeta
MpoABLMIKUTENHOTO NeYeHne € NPOAYKTM 3a BLHUWHO NPUIOXEHWEe MOXe Ja AoBeae Ao
ceHcubunusauma. B TakbB cnyyYall neyeHMeTo cneaBa Aa Ce MPeycTaHOBM M Aa ce
npeanpueMe ajeKkeaTHa Tepanus.

4.5. B3anMoaeAcTBHe C APYrM JieKkapcTBeHM NpoayxT 1 apyrn GopMm Ha
B3aMMOAEACTBUE

He ca W3BecTHW B3aMMOLEWCTBUA C APYTHM NeKapcTBEHW NPOoAYKTW 3a 06O NpunoXeHue.
4.6. bBpeMeHHOCT M KbpMeHe

HsaMa npoTUBONOKA3aHWA 3a BBLHIWHO NpUAOXeHWe Ha OeH3UaaMMH npu BpeMerHW W
KbpPMa4vKH,

4.7, Bb3aeHCTBME BBPXY CNOCO6GHOCTTA 3a wogupaHe n paboTa C MaLUMHK
Ynotpebata Ha 6eH3ngaMuH He oKa3Ba BAMAHME BLPXY crnocobHoCTTa 3a wodupaHe M
paboTa C MalunHM.

4.8. He)XenaHu nexapcTBeHU peaKUHU

He ca YCTAaHOBEHM HeXenaHW NeKapcTBEHW peaKkumu

4.9. HNpepo3upaHe



He ca u3BeCcTHM criydyan Ha npeaosupaHe ¢ 6eH3IWAAMUH 38 BLHLIHO NPUNCKEHUE.
®APMAKO/IOrM4HU CBOWCTBA

5.1. DapMakoAMHAMHMUYHW CBOHCTBA ,
QdapMakoTepaneBTUyHa rpyna: [poOTUBOBLINANUTENHU  NPOAYKTH 3a  BaruHanho
NpUAOKEHKHE.

ATC koa: GO2CC 03

BeHznaaMuH e HecTepoWAHO MNPOTUBOBL3NANUTENHO CPeaCTBO € AHANreTU4HW W
AHTUEeKCYAaTUMBHW CBOWCTEA. [pU NOKANHO NPUACKEHUE UMMA aHTHMCENTUYHO W NOKANHO
aHecTeTUYHO AeACTBHE.

5.2. dapMaKOKMHETNYHM CBOICTBA

CnekTpod1yopoOMeTPpUYHUTE AaHAaNK3WM NOoKassaT, ue OeH3uaaMuH, CbAbPXal, Ce BLB
8arvMHanHWA pasTBOP NoOJIeNBa N0 BarvHafNHUA enuTen U A0CTUra KOHUEHTpauuu oT
9.7£6.24 pg/g. MocTeneHHaTa abcopbuus OT NUraBvuLaTa BOAM 00 HWUCKM NAA3MEHM
KOHUEHTpauuM, HegoCcTaTbyHM 33 NOAYHaBAHE Ha CUCTeMHW dapMakonorMyvrn edekTu.
OtpenaHeTo € rnaBHO 4pe3 ypuHaTa ¥ noh (opMaTa Ha HeakKTUBHU MeTabonuTu mau
NPOAYKTU Ha KOHorauusTa.

5.3. NpeagkNnYHHUYHMK AaHHH 32 6e30NacHOCT

BeHangaMuH e cnabo TOKCHYEH, KOeTo Ce Ab/KM [NaBHO Ha (apMakoguHaMUYHK
HapYWeHWs, @ He Ha NaToaHaTOMW4YHKU U3MeHeHus. [paHMua Ha besonacHocT mexay LDg,
W eAMHWUYH3 TepaneBTWYHa opanHa ao3a e 1000:1. Mpw nokanHo npuUNoXeHue
6eH3MAaMHH HE NPeMUHaBa Npe3 CTOMALWHO-YPEBHUA TPAKT, HAMA TepaTOreHHN edekTH U
He BNWAE HAa HOPMA/HOTO pa3BMTHE Ha 3apoauvuwa.

6. PAPMALEBTUYHW AAHHM

6.1. CnMCbK HAa NOMOLHMTE Bewecrsa

Bcako cawe cbabpxa: TPMMeTUNUETUNAMOHWMEB NapavtonyeHcynoHaTt; HaTpues Xnopwa;
NOBUAOH.

6.2. HecbBMECTHMOCTH

He e naBecTHa HeCLBMECTUMOCT C APYIM NEKAPCTBEHW NPOAYKTH,

6.3. CpoOK Ha roaHoOCT

60 Meceua

6.4. CneuManHu yClnoBMA 3a CbXpPaHeHHe

He ce M3UCKBAT CNeuUWasnHM YCNOBUA 3a ChXpaHeHue

6.5. B#HA M CbCTAB HA ONAaKOBKaTa

OnakoBKa C NeT WK JeceT calleTa, ChAbXallu no 9.4 g nekapcTBeH NpoayKT.

7. MPUTEXATEN HA PA3SPELUEHUETO 3A YNOTPEBGA

LCL dapmacioTukbn JIta- Bwnrapus EQOQ

6yn. ,Acen MopaaHos” 10, Codua 1592, Brarapus

8. HOMEP HA PA3PELWLEHMUETO 3A YMNOTPEBA



9700590
9. AATA HA NbPBOHAYANHOTO PA3SPELWIEHME

22.12.1997 r.

10. AATA HA (YACTNUYHO) AKTYAJIUBUPAHE HA TEKCTA:
09.2009

11. HAYYH HA NPOAAXEA

be3 nekapcko npeanucaHue



