KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
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| W3MLIKUTENHA ATEHUNS N0 NEKAPCTBATA

1. UME HA JIEKAPCTBEHMUA ITPOJAYKT Kpamka xapaxmepucmuxa Ha npogyxma - [puaoxerue 1

PO3AJII'MH 500 mg rpaHy/i4 3a BaruHaJleH pa3TBOp

ROSALGIN 500 mg granules for vaginal solution Paspewetiue Ne 1 8 -11- 707
g8 g !safmwp- o5/ 18-1i- 1
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2. KAYECTBEH U KOJIMMECTBEH CHCTAB

Enno came cbabpka: AkTuBHO BemiecTtBo € 500 mg OensupaamuHoB xujapoxyopuj (Benzydamine
hydrochloride).

3a IMbJIHUA CITUCHK Ha IMOMOIIHMTE BEILIECTBA, BUXKTE TOoYKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

['panynu 3a BarvHaJIeH pasTBOp.

4. KIUMHHUYHHA JAHHHU

4.1 TepaneBTHYHH NOKA3aHHUSI

By/BOBaruHUT ¥ LEPBHUKOBArMHUT OT Pa3jIMuEH MPOU3X0/l, BKIIKOYHUTEJIHO BTOPUUHHU CHCTOSHUSA CJIE/
XUMHO- U JIbYEeTeparims.

[Ipen- u cneponeparupHa NpouHIaKTHKA MPH F'MHEKOJIOTMYHHU ONEpaLHH.

4.2 Jlo3HpOBKAa H HAYHH HA NPHJIOKEHHE
Cpabpxkanuero Ha | cawe ce pasraps B 500 ml Boaa. Ilpunara ce 3a BaruHaJIHU IPOMHUBKH €/1MH J10

ABA ITbTH JHCBHO, 110 JICKAPCKO YKa3aHHEC, B IIPOAB/IPKCHHUC HA 10 AHH.

4.3 IIporuBonoKkazanus
CBpBbXUYYBCTBUTEJIHOCT KbM aKTUBHOTO BEILIECTBO MJIM HAKOE OT IMOMOILIIHUTE BEllleCTBa, U3OPOEHHU B T.

6.1.

4.4 CrnenuaJjiiy npeaynpex/jieHus U peanasiu MEepKH NpH ynorpeda
[[pOABJKMTEIHOTO JIeYEHHWE C TPOJYKTH 3a BBHIIHO [IPUJIOKEHUME MOXKE Jia JOoBene Ji10
ceHcHOMNM3aumMsa. B TakbB cilydal JIeYEeHHETO clie/iBa Jla c€ IPEYCTAaHOBU M Jla C€ MpearpueMe

4/ICKBATHA TCpaIlHUA.

4.5 B3anmojecTrBHe ¢ APYIH JIeKAPCTBEHH NPOAYKTH U APpYru ¢gopmu Ha

B3AHMO/ICHCTBHE




He ca W3BeCTHY B3aUWMOACHCTBHA ¢ APYTH JIEKAPCTRBEHM NPOAYKTH 3a O0LLO MPUIOKEHHUE.,

4.6 bpeMeHHOCT H KBpPMeEHe

Hsama NPOTHBOHNOKA3aHHUA 34 BbHIUIHO INPpUWICKEHHUC Ha OeH3uaaMHH [1pH 6pGMEHHH H KbpMAa4iKH.

4.7. BwaneiicTBHe BBpXY cnocoOHOCTTA 32 IIoQHpaHe H padoTa ¢ MAIIHHMU
Ynorpebara Ha OcH3MAaMMH HE OKa3Ba BAMAHME BBPXY cnocobHocTTa 3a wodupane u padbora ¢

MAIlllHHH,

4.8 HexenaHH JEKAPCTBEHH PEeaKIIUH
He ca ycTaHOBCHU HEXENAHU JIEKAPCTBECHHU PEaKLIMH,

CrobuiaBane Ha NOAO3UPAHH HEXXENlaHW peaKLUK

ChobluaBaHeTo Ha NOAO3UPAHH HEXKENAHHW peaklUHWH ClIC/ pa3peuiapaHe 3a ynorpeda Ha 1EKapCTBEHHSA
MPOAYKT € BaKHO. TOBa MO3BOJISABA Aa NMPOAB/DKK HaOMOACHHETO HA ChOTHOLWIEHHETO NOJ3a/pUCK 3a
NleKkapcTBeHna npoaykT. OT MEAHMLUMHCKMTE COELMAJHCTH C€ M3MCKBa JAa cboOliaBaT BCsAKa
NMOJO3MpaHa HexelaHa peakuys ype3 HallMOHAHA CUCTEMaA 3a cbhoOliaBaHe: M3nbHUTEIHAa areHUA
no nekapcreara, vi. ,Jaman I'pyes” Ne 8, 1303 Codwusa, Ten.: +359 2 8903417, yebcainr:
www.bda.bg.

4.9 IIpexosnpane
He ca u3BecTHH cnyqau Ha npeaosupaHe ¢ OeH3MAaMUH 3@ BBHILIHO ITPWIOKEHHUE.

MuTokcHkauua ce odakBa camMO B Cliydyaik Ha cChlydYaWHO MNOMNbIAHE HA rOJeMH KOMMYeCTBA
beuzuaamun > 300 mg).

CUMIITOMHTE, CBBP3aHH ¢ NpE/I03MpaHe NPH NOTIbIIAHe Ha OeH3MAaMHH ca NPeAUMHO CTOMAILHO-
4YPEBHH CHMIITOMH M CUMIITOMM Ha LEeHTpajiHaTa HepBHa cucTeMa. Hal-uecTHTe CTOMAIHO-YPEBHH
CUMIITOMM ca rajeHe, NoBpblUaHE, KOpeMHa OONKa W Apa3sHEHE Ha XpaHolpoBoda. CHMIOTOMMTE Ha
LICHTpANTHATA HEpBHA CHUCTEMA BKJIIOYBAT 3aMaiBaHe, XanOLMHALIMM, BBL30OyZa, TPEeBOXKHOCT H

pa3fpasHUTETHOCT.

©®APMAKOJOI'MYHHU CBOHCTBA
3.1 @apMaKoAHHAMHYHH CBOHCTBA

dapmakoTepanesTyuHa rpyna: [IpoTHRoBB3NANUTEIHH NPOAYKTH 32 BarMHATHO MPHJIOXKEHHE.

ATC xox: GO2CC 03

beH3uaaMHy e HCCTCPOHAHO TIPpOTHBOBBLIMAIHUTCIIHO CPpCACTBO ¢ aHANIINCTHYHH H aHTHCKC

5.2 PapMaKOKHHETHYHH CBOHCTBA




CnekTpopayOpOMETPHYHHMTE AHAMM3H [OKA3BaT, 4e OcH3nAaMMH, ChAbpPXKALL C€ BbB BArMHAIHHA
pasTBOp MMOJIENBA 110 BarMHAJIHHUA €MUTENT U JOCTUIa KOHUEHTpaluWu oT 9.7+6.24 ug/g. [locrenenHara
abcopbunsa oT nuraBMUATA BOAU OO HUCKH TNA3MEHH KOHUEHTPALMH, HEAOCTATBYHH 32 NOJIyYaBaHe
Ha CHUCTEMHM (PapMakoJOrHdHH epektu. OTHENIHETO € IJIaBHO 4pe3 ypHHaTa M nog $opmara Ha

HEaKTHBHU MeTa0ONUTH UITH NMPpOJAYKTH Ha KOHKOranusATa.

3.3 IpeaxiuauYHH NaHHHK 32 0€30MACHOCT

beH3HaaMuH € cnabo TOKCHHMEH, KOETO CE ABJDKU IMaBHO Ha (apMaKOAHMHAMWYHKM HapyLIeHHUs, a He Ha
NaToaHATOMUYHH W3MeHeHMuA. ['paHnua Ha Oe3onacHoct Mmexay LDsp M eauHMvHa TepaneBTH4YHA
opaiHa ao3a ¢ 1000:1. Ilpu nokanno npunoxenwe OGeH3nAaMHUH He IpeMUHABA MpPe3 CTOMAIHO-

YpEBHHUSA TPAKT, HAMA TEPATOreHHHU e(eKTH U HE BJIMAE HA HOPMAIHOTO PA3BUTHE Ha 3apOHUILa.

6. PAPMAIIEBTHYHHA JAHHHA

6.1 CnuchK HA NOMOIIIHHTE BeIeCTRA

Besako cailie ¢babpaKa: TPUMETHNLETHIAMOHUER NMapaToyeHCYN(POHAT; HATPUEB XJIOPHU; TTOBHIOH.

6.2 HechBMECTHMOCTH

He e H3BecTHa HECHLBMECTHMOCT C APYIrH JCKAPCTBCHHA MPOAYKTH.

6.3 Cpok Ha roanocr

60 mecena

6.4 CrnenHanHH YCIIOBHA 32 ChXpaHeHHe

He ce u3nckear cnieumaiHu YCJIOBHA 34 CbXPdHCHHE.

6.5 Bua » ¢beTaB HA ONAKOBKATA

OnakoBKa ¢ neT WK JeceT callleTa, ChAbXKALIY 110 9.4 g neKkapcTBeH MPOAYKT.

6.6 CnenHaJHH npeANa3HH MEPKH NPH H3XBLPJIAHE

Hsama cnelManHy H3UCKBAHMUA.

7. IIPUTEXATEJ HA PASPEILIEHHUETO 3A YIIOTPEBA

Anpxenuad ®apma brarapusa EOQO/]

yin. "Hukona Tecna" Ne 3,

on. buznec Lentep bCP Codua 1, er. 4, oduc 401,
Codusa 1574, bearapus

Ten.: +35929751395




8. HOMEP HA PA3ZPEHIEHMETO 3A YIIOTPEBA
9700590

9. JATA HA II'BPBO PA3ZPEHNIABAHE/ [IOAHOBSBAHE HA PA3ZPEHIEHUETO 3A
YIIOTPEBA

22.12.1997 /09.09.2009

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA:

oKkToMBpH 2024

11. HAYHH HA ITPOJAXKBA

bes nekapcko npeanMcanue.




