KPATKA XAPAKTEPUCTUKA HA ITPO/IYKTA
FFoolI 20
L. UME HA JIEKAPCTBEHMUWA ITPO/IYKT -
PO3AJII'MH 500 mg rpanyJim 3a BarmHajieH pa3srBop }\Jf? )3 L
ROSALGIN 500 mg granules for vaginal solution

2. KAYECTBEH U KOJIMMECTBEH CBCTAB
Eino came cwiabpxka: AkKTHBHO BeniectBo ¢ 500 mg OensujamunoB xuapoxsiopuil (Benzydamine

hydrochloride).

3a IThJIHKSA CIIMCBK HA IMTOMOIIHMUTE BELIECTBA, BUKTE TOUKaA 0. 1.

3, JIEKAPCTBEHA ®OPMA

| paHyM 32 BarMHaJiEH pa3TBOp.

4. KJIUHUYHU JIAHHH

4.1 TepaneBTHYHH NNOKA3aAHUHA

ByJBOBarmHUT M LIEPBUKOBAIMHUT OT PA3JIMUCH IPOM3X0/1, BKIKOYHUTEIHO BTOPUYHU ChCTOSHUS ClIC/1
XUMHO- M JTbUETECpaIius.

”pﬂ}l- H CJICJIONICPATHBHA IIPD(]]HJIHKTHI{H [IPH F’MHCKOJIOI'MYHHA OIICPAllHH.

4.2 JlO3UpOBKa U HAYHH HA NIPHJIOKECHHC
Coabpxkannero Ha | came ce pasrsaps B S00 ml Boja. [lpunara ce 3a BarmHajiHu POMUBKH €JIMH J10

ABd ITbTH JIHCBHO, 110 JICKAPCKO YKA3dHHC, B IIPOJIBJIZKCHHE HA 10 nuu.

4.3 [IporuBonokazanus
CBpbXUYBCTBUTEJIHOCT KbM aKTHBHOTO BEHICCTBO MJIM HIKOEC OT IMOMOIIHUTE BEIECTBA, H30POCHH B T.

6.1

4.4 CrnenuHajiHy npeaynpes/ieHusi H nNpeanasid MepKH 1pH ynorpeda
[ IpOABIDKUTEIIHOTO  JICUCHHUE C  MPOJYKTH 3a BBLHIIHO [PUJIOKCHHUE MOXKE Jila JIOBEJIC J10
ceHenOMiIM3aums. B TakbB ciydaid JICHCHHUETO ClI¢/iBa Jla CC 1IPEYCTAHOBM M Jla €€ IIpe/lIpreMe

aJICKBaTHa Tepalimsi.

4.5 B3aumo/ielicTBHE € JIPYI'H JICKAPCTBEHH MPOJAYKTH H APYrH popmMu Ha

B3AHMO/ICHCTBHE




He ca nisecTum B3auMOACHCTBUA C JIPYTY JIEKAPCTBEHH NPOAYKTH 3a 00110 IPHIOKEHHE.

4.6 BpeMeHHOCT H KBpPMeEHe

bpeMeHHOCT

Hama kIMHYYHY NaHHM, CBhp3aHyd ¢ u3nonsBaHero Ha PO3AJICMH no speMe Ha GpeMeHHOCT.

[Ipe3 TpeTus TpuMecTbp Ha OpeMEeHHOCTTa, CUCTEMHATa ynotpeba Ha MHXHMOMTOpHM Ha CHHTE3a Ha
NpocTarinaHAMH MOXE 3 [IPS/IM3BHKA KapaWolyiMoHapHa ¥ 6bOpeuna ToxcHuHocT B nuona. B kpas
Ha OpPEMEHHOCTTd MOXE a Bb3HHMKHE NPOABIDKHUTEIHO KbpPBEHE KAKTO NpH Maikara, Taka M 1pu
JETETO, a paxaaHeTo Moxe 11a &bae 3abaseHo.

He e wu3pectHO nanu cucremHara ekcnosuuma Ha PO3AJITHH, nocturHata cneg JIOKaHO
NPUNOKEHHUE, MOXKE [1a Obj1e Bpe/iHa 32 eMOpHoHa/nnoaa.

Caenosatenno, PO3AJITHH ue tpsibea 1a ce u3no3Ba no Bpeme Ha GpeMeNHOCT, OCBCH KO HE
¢ abcomoTHO HEOOX0AHMO. AKO € H3NO/I3BA, /103aTA TPNOBA J1a ce MOTbPKA BbIMOXKHO Hafi-
HHCKa W MPOAB/IKHTEAHOCTTA Ha JievenueTo Tpsatea jia 6b/le BL3IMOXKHO Hafi-KpaTKa.

4.7. Bnineitcrane BLpXy cnocobioctTa 3a wnodgupane u padora ¢ MalWIUHH

¥Ynorpebara Ha OcH3nHmaMMH HE OKa3Ba BJUAHHE BLpPXy cnocobHoctra 3a wmodupane ¥ pabora ¢

MALIIMHH.

4.8 Hexel1anun JekaperaeHy peakKlidy

He ca ycrauoBeHH HexenaHy JICKAPCTBCHH PeaKIvH.

CrobuiapaHe Ha 110JI03UpaHY HEXENAHH Peaxiuu

Cb0bu1aBaHeETO Ha NONO3UPAHH HEXKCEIAHHM PeakLMU Clell pa3peluaBaHe 3a ynorpeba Ha neKkapcTRCHUS
NPOAYKT € BaXHO. ToBa NoO3BoNABa a MPOAb/IDKY HabJlOOEHHETO Ha ChOTHOLUEHHETO MOJI3a/PUCK 3a
JICKAPCTBCHUA MNPOJAYKT. Or MEAMIMHCKMTC CNEHMAIUICTH C€ H3WCKBAa 13 CbhOOIWMABAT BCHKA
[IOIO3HpaHa HEXCJIAHA pCakitks Yype3 HalMOHatHa CUCTeMa 3a chobulaBane: M3anbnuuTelia arerius
o nekapersara, yi. Jlamau I'pyes” Ne 8, 1303 Codwms, Ten.: +359 2 8903417, yebOcaiir:
www.bda.bg.

4.9 [Ipexo3xpane
le ca u3secTHH cnyyan Ha 11pego3unpanic ¢ OCH3MAAMUH 32 BLHILHO NPUIOXKEHHE.

MHTOKCHMKaLMA ce OyYaksa caMO B cCiydad Ha Cly4ailHO TOrimellaHe Ha rONCMHU  KOJMUYCCTBa
6cuanaamut (> 300 mg).

CumnTomMuTe, CBBP3aHM C lipefo3upaHe TMpH NoribliaHe Ha OeH3HWAAMMH ca NPeAHMHO CTOMALIHO-
YpEBHM CMMIITOMM M CHMIITOMHM Ha LICHTpaJHaTa HEpBHa cucrema. Hali-uecTure croMallHO-4peBHH
CUMNTOMM ca raJicHe, NMoBpbllaHe, kopeMHa (onka U Apa3HeHe Ha xpaHonposoaa. CuMIrroMuTe Ha
lICHTpaJIHaTa HCPBHA CHCTCMa BKIIIOYBAT 3aMaiBaHe, XallOUWHAIMHM, BB30OyAa, TPEBOXKHOCT W
pa3/1pa3HUTENIHOCT.

OQAPMAKOJIOTHUHU CBOUCTBA




3.1 (DapmakoaAHHAMHYHH CBOHCTBA

QapmakoTepaneBTU4HA Ipyna: [1IpoTHBOBBINANNMTENHH NPOAYKTH 33 BArMHATHO IPHIIOKCHHE.

ATC xon: GO2CC 03

beH3nIaMuH ¢ HCCTCPOHAHO NMPOTHBOBBL3ITANNTCIIHO CPCICTBO C 2HAJIFETHUYHY H dHTHCKCYAaTHUBHH

cBocTsa. [Ipy nokaslo npuiIoKeHUE UMa @HTUCENTUYHO U JIOKAIHO aHECTETHYHO NCHCTRHE.

5.2 DapMaKOKHHETHYHH CBOHCTBA

CneKkTpo(hlyOPOMETPHUHHTE AHAIM3N TOKA3BAT, Ye OCH3ULAMMH, ChALPXALL C& BbB BarUHAIIINA
Pa3TBOP NOJICIBA M0 BarHHAIHKWA €NHMTER U AOCTHra KOHLUEHTpaUuy ot 9.7+6.24 ug/g. [Nocrencuiara
abcopOLms OT siMraBuIATa BOAM IO HUCKM IL123MEHH KOHLEHTPALMK, HELOCTATbYHM 33 [MoJy4yanaHe
Ha CHCTEMHHM (apMakoJIOrHuHH edekTH. OTHCNAHETO € INABHO Ype3 YpHHaTa # 1oja dopmara Ha

HCAKTHBHH META00JIMTU UK TPOAYKTH HA KOHIOralMATA.

5.3 Mpeakannuyuny nanuu 3a 6esonacHoct

bexzunamuy e cnabo TOKCHYEH, KOETO CE AbJKH IIaBHO Ha hapMakoJHHAMMUHHU HAPYILEHHS, a He 113
lIATOAHATOMUYHH M3MCHCHUA. ['panuna Ha GesonacHoct Mexily LDso M eaunmuna Tepanesruusna
opajiHa no3a € 1000:1. Tlpu sokaiino npunokeHde OEH3IWIAMMH He NpeMHHaBa I[Ipe3 CTOMAIIo-

“PCBHMY TPAKT, HAMA TCPATOTCHHN CPEKTU W HE BJMAC HA HOPMATHOTO Pa3sBUTHE Ha 3apOjHILA.

6. DPAPMALNEBTHYHHU JAHHU

6.1 CNHCBHK HA IOMOUIHHTE BCUIECTBA

BCsko callle cbaAbPXa: TPUMETHINETHIIAMOHUCE [12paToNyeHCYI(OHAT; HATPUER XJIOPHJL, TIOBHUIOH.

6.2 HecnhBMeCTHMOCTH

He ¢ u3BecTHa HECHBMCCTHMOCT € JIpYI'M AEKAPCTBEHH TIPOAYKTH.

6.3 Cpok na roanocr
60 meceua
6.4 Cnenmannu ycJIoBHS 33 ChXpaHeHHe

He ce u3uckBsar cneumaling ycliosus 3a ChXpaHeHue.

6.5 BHi M cHCTaB 113 CIIAKOBKATR

OriakoBka € [1eT WK JICCCT CAILEeTA, ChABXKALM M0 9.4 g nekapeTeeH MPOIYKT.




6.6 CueunajiHH Npe/1Na3Hy MEPKH IIPH H3XBbPJIAHE

HsamMa cnellMaiHU W3UCKBAHUS.

7. NMPUTEXATEJ HA PABPEHIEHUETO 3A YITIOTPEBA

Anjrxennnd @apma buirapns EOQO/]
yi. "Hukona Tecna” Ne 3,
6. buznec LlenTbp BCP Codus 1, eT. 4, oduc 401,

Cotusa 1574, buarapus
Ten.: +35929751395

8. HOMEP HA PA3ZPEUIEHHUETO 3A YIIOTPEBA
9700590

9. JATA HA IIbPBO PA3PEIIIABAHE/ NIOJHOBABAHE HA PAZPEILEHHETO 3A
YIIOTPEBA

22.12.1997 /09.09.2009

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA:

07/2025

11. HAYHUH HA ITPOJAXBA

bea JICKAPCKO TIIpCAIINCalHHC.




