Jlucroska: ungopmanus 3a norpedureis
PO3AJII'MH 500 mg rpany./in 3a BArHHAJICH PA3TBOP X?j 7 3-10- X
beH3UIaMUHOB XHJIPOXJIOPH/L

ROSALGIN 500 mg granules for vaginal solution
Benzydamine Hydrochloride

[Ipoyerere BHUMATEIHO UMJIATA JIMCTOBKA IPEAH /1A 3aI0YHETE /1A IpHEMarTe ToBa JICKapCTBO,

T'bH KATO TS ChAbpPiKA BaxkHa 3a Bac undopmanns.

BuHaru npuemaire ToBa JIGKapeTBO TOYHO KAKTO € ONMMCAHO B TA3M JIMCTOBKA WM KakTo B ¢ kazal

Bauus siekap.

- 3anasere TasM JIMCTOBKA. MOJKe J1a ce HAJIOXKHM J1a 51 [1POUYETETE OTHOBO.

- AKO ce Hy»K/1aeTe OT JIOIbJIHWTE/IHA HHpOpMALIMS WK ChBeT, nonuraiite Baums JIeKap WK

- (hapmarenr.

- AKO TNOJYYMTC HSKAKBM HEKCJIAHH JICKAPCTBEHM peakiluM, yBeaomere Bainus JICKap WK
(hapmaiieBT. ToBa BKJIIOUBA BCHYKH BH3MOKHM HEXKEIAHM PEAKIMH, HEOITMCAHH B TA3K JIMCTOBKA.
Buxkre Touka 4.

- AKO ciieJl 7 JIHA HE ce YyBCTBATE I110-100pe WIM CHhCTOSHHETO BM ce BJIOLIN. TpssiOBa J1a
[NOTbPCHTE JIEKAPCKA [TOMOIII.

KakBo chiabpka Ta3m JIHCTOBKA:

|. Kakso npeacrasiassa PO3AJII'MH u 3a kakBo ce U3roJi3Ba
2. KakBo Tps0Ba j1a 3naere, npeju ja usnonszsare PO3AJII'MH
3. Kak sia m3nosizsare PO3AJII'MH

4. Bb3MOKHM HEKEJIaHU peakiuu

5. Kak na cexpansisare PO3AJII'MH
6. Cb/tbpkaHKe Ha ONAKOBKATa M JIOIIbJIHUTEIHA HH(OPMAaLHs

1. Kakso npejicrasiasisa PO3AJII'NH u 3a kakBo ce u3110.1382

PO3AJII'MH cbibpxa GeH3uIaMMHOB XHJIPOXJIOPH/L KATO AKTHBHO BEIICCTRO.

beH3njaMHHBT NPUTERABA H3PA3CHH TIPOTHBOBB3NAIUTEIHHU U GOJIKOYCIIOKOSBALIM CBOMCTEA.

[pu nokanno npunokenue 6eH3MAaMUH TIPOHUKBA JI00pE B KOXKATA U MIOBLPXHOCTTA HA JIMIABULATA
H 110/100psBa CHCTOSHHETO HA Bb3IIAJICHUTE ThKAHMU.

PO3AJII'MH ce npuinara npu:
- By/IBOBAarMHuT M 11EPBUKOBArMHUT OT pa3jiMueH NPOMU3XO0J1, BKIIOYHTETHO BTOPHUYHH
CBCTOSHHS CJIC/L XUMHO- U JIbUeTeparusi.
- lIpeji-u ciiejloneparusna npoduiakTuka npu ruHEKOJIOrHYHH Orepalimu.

2. KakBo TpsdBa j1a 3naere, npean aa msnoassare PO3AJII'MH

He m3nossainre PO3AJII'H:
- AKO cTe allepruyHu (CBPLXYYBCTBHUTEJIHH) KBbM AaKTHMBHOTO BELICCTBO WM KbLM HSKOS OT
OCTaHAJIMTE CbCTABKHK HA TOBA JICKApCTBO (M30poeHH B Touka 6.1).

[Ipeayunpexaenusi u upeanasng MEpKH
Jlokannoro npwioxkenne na PO3AJII'MH ne npeun na o6uuaiinuTe M3ciieaBanu




[Ipu nokazana npuquHa 3a uHbekumaTa (0T OakTepud, rbOMYKH WIM APYrdH NPEAM3BHUKAHH OT
TPUXOMOHAAH BB3AJICHHA Ha BArMHATa) € HeoOX0AUMO AoMNbJiBaHe Ha JieyeHuero ¢ PO3AJITUH cuc
CLOTBETHATA Tepaliisl, HacoueHa KbM NMPUUUHUTEA.

Hpyrn aekapcerea H PO3AJII'NMH
He ca no3HatTy B3aUMO/ICHCTBHMSA € APYTH BELUECTBA.

bpeMeHHOCT ¥ KbpMene

Ako cte OpeMeHHa WM KbPMUTE, aKO CMATATE, Y€ MOXKE Jia cre OpeMeHHa WM TUIAHHUpATE J1a UMATe
0ebe, 0ObpHeTE ce KbM Bawing jiekap win gapMaleRT 3a ChBCT, NPEAX 2 TIPHEMETE TOBA JICKAPCTBO.
He Tpabea na nanonzeate PO3AJII'HH no Bpeme Ha OpeMeHHOCT, OCBEH ako TOBa He € abCoJIIOTHO
HeoOXOAMMO M He € npenopbyaHo oT Bauusa nexkap. AKo ce Hyxjaere OT JieueHHe, TpabBa jia ce
M3MOJI3BA HaW-HHUCKATA /1033 3a BRL3MOXKHO HaR-KpaTKo BpeMe.

lUodpupane u padora ¢ MaImHHH

He oxa3ga BiivsaHHE.

3. Kax na wanonssare PO3AJI'MH
PO3AJII'UH e npeaHasHaveH 3a BAarnHaJJHH NPOMUBKH.
Enno cawie PO3AJII'MH rpanynu ce paszrsaps B /2 TMThp XNaaka Boja.

Karo BarvHajieH Jlyll 3a [1c/ira c¢ W3fo/3Ba OOUKHOBEH JIAMCKH AYyW (HANMpUMEp HHTHUMCH iyl
PO3AJII'MH), koitTo ce niuiind ¢ pazreopa. Kadionatra ¢¢ nocTaps BbB BaruHaTa M ChALPXKAHUCTO Ha
OyTwikaTa ce M31omnea AokpaH. Cneji BMBaHe Ha pa3sTBOpa HaKpalHUKDBT C€ W3BAXK/AA OT BarvHara.
BarpnHainure OPOMHMBKHU C€ IIpaBAT i0J Ayla, HO CBHILO TaKa M BbPXY TOANETHATA YHHUS WIH
bunero.

['oroBUAT pa3TBOp MOXKE Na ce v3non3sa 4 6e3 BarvuHaneH Ayll, 3a [OYUCTBAHE HA BbHHIIHWTE
WHTUMHH YacCTH.

[Ipenopburre/iHaTa 1034 € ¢4iia 0 /IBE BAIMHAIHH NPOMUBKH JHEBHO, B MpoabJKeHue Ha 10 uu.

AKO cTe H3IOJI3BAJIH lTOBeuce oT Heodxogumara no3a PO3AJITI'HH
AKO Cily4yaHHO NOr'bJIHETE YacT oT Bauiero nekapctBo, He3abaBHO ce cBbpKETe 3a ¢hBeT ¢ Bawus
neKkap Wy gpapMaticer.

4, B1L3MOXKHNA HeKeJlany peakiiny

KakTo BCHUKH JIeKapCcTBa, TOBA JICKAPCTBO MOXKCE /14 FIPSAN3BHKA HCXKE/IaHU PEakiIMK, BbIIPCKK UC He
BCEKH ' MOJIy4yaBa.

[ IpoABIKMTENHOTO U3IION3BAHC Ha JIEKAPCTBEHW IPOJNYKTH 3a BarMHajHO MPHJIOKEHHC MOXC /A
IPHYUHA AJIEPTrUYHH peaKliii.

Crofmasane HA HEXKeJIAHHM peaKIHH
AKO MOJIYUNUTE HSKAKBH HEXKCJIAHHW JICKAPCTBEHM peaklUuH, yreioMere Balua ekap wuid dapmaliest.
ToBa BKJIIOYBA BCHUKH Bb3MOXKHW HEONMHCAHKH B Ta3H JIMCTOBKA HEXEJIAHH peakuun. Moxere chilo
13 CLODINMTE HEKeNaHH pCeakuvK AWPCKTHO 4pe3 HaliMonanHara cHcTeMa 3a c¢bhoOulaBaHce:
M3mpanurenna arcHuug no Jiekapereara, yia. Jlaman I'pyeB” Ne 8, 1303 Codmsa, Ten.: +359 2
8903417, yebeaiit: www.bda.bg.

Karo cnhobuaBate HexeslaHd peakliUM, MOXETE la HaJIeTe CBOA LIPHHOC 3a [10J1yY
nHGOpMaLMA OTHOCHO 6€3011aCHOCTTa HA TOBA JICKAPCTRO.




5. Kak aa csxpanasare PO3AJI'MH

He u3snonssaiite PO3AJII'UH cnej cpoka Ha rogHoct, otdens3aH BbpXy ONaKOBKAaTa.
Jla ce 11234 OT CIBLHYEBA CBETIIMHA.
Jla ce cbLXpaHABa Ha MACTO, HEAOCTBITHO 3a JieLa.

6. ChabpikaHie HA ONIAKOBKATA H 10NBJIHATEIHA HHGOpMaNHF

Kakso cuaspxa POSAJI'NH

| caine chbabpka:
AKTHBHOTO BELIECTBO ¢ ODen3niaMuuoB xuapoxnopu/i (benzydamine hydrochloride) 500 mg
Hpyrure cbCTaBKy Ca TPUMCTHIILICTUIIAMOHHUEB NapaTollyeHCY/1pOoHAT, MOBUAOH U HATPUEB XJIOPH/L.

Kaxk u3riiexxaa PO3ZAJITTHH n xakBo ¢chAbpPKa OIAKOBKATA
PO3AJII'UH ce pocraBsa B kyTHH ¢ 5 unu 10 cawera, ¢ npunoxxeHa JHCTOBKA 3a NaLHEHTA.

[IpuTexkaTen na paspeumiennero 3a ynorpeba
Anpxenuuu ®apma buarapus EOO/J]

yin. "Hunkona Tecaa™ Ne 3,
on. busnec Lleursp bCP Codus 1, ert. 4, odnc 401,

Codus 1574, boarapus
Ten.: +35929751395

IIpouzBoauTenu
A.C.RAF. S.pA.

Via Vecchia del Pinocchio 22
60131 - Ancona, Utasius

Fine Foods & Pharmaceuticals NTM S.p.A.,
Via Grignano, 43
24041 Brembate BG, Uranusa

3a JOMBIHKTENHE HHGOPMALM OTHOCHO TOBA JEKAPCTBO, MOJIA CBBLPIKETE C€ C NPHTEKATE)s Ha
pa3pCcLICHUETO 3a ynorpeda.

JdaTa ua 1nocIeAHo npepasrjiexkJane Ha JUCTOBKATA
07/2025




