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1. HME HA JJEKAPCTBEHHUA MTPOAYKT

GJIYOMM3HH 10 mg parunanuu tabnerkn

FLUOMIZIN 10 mg vaginal tablets

2. KAYECTBEH H KOJTHYECTBEH CHCTAB

Bceaka BarvHaiiHa TabneTka ceabpxka 10 mg nekpannHueB Xhnopun (dequalinium chioride).
3a ITBJIHUA CIHCBK Ha NOMOLHHTE BEILISCTBA BHXKTE To4ka 6.1,

3. JEKAPCTBEHA ®0PMA

BaruHasau tabiaetku.
Barunannute tabnetku ca Oenn, xpbrin, NBOHHONITHKHAIH.

4. KJINHHYHU JAHHH

4.1 TepaneBTHUHH NOKA3AHUE

e BarnHamnu HHQeKuMH oT OaKTepUalleH H MHKOTHYEH Npou3xo[ (T.Hap. OakTepnaneH
BArHHHT H KAHAHJ03a)

e TpuUXOMOHHA3a
[locTHrane Ha acenTHYHOCT NPH HHEKONOTHYHH ONEPaliiid H PaXJaHHA

4.2 [Mo3HpoBKa H HAYHH HA NPHIOKEHHE

03HpOBKa
Exna rarvHanHa tabierka AHEBHO B MPOABIAEHHE HA 6 JHH.

[leduampuuna nonynayus
[loxa3annaTa Ha AEKApCTBEHHS NPOAYKT IO NPABAT HEMOAXOAAM] 33 MPHIIOKEHHE NPH Aela.

Ha4yuH Ha NPHNOXKEHUE
BarnHannure 1abseTky TpaOBa Aa ce€ MOCTaBAT IBIGOKO BbE BIATANTHINETO Beuep NpPeRH JAraHe.

Toea e Hal-100pe H3NMBAHHMO B JIETHAJIO NOJIOKEHHE C JIEKO CBUTH KpakKa.

Jleuennero TpaOBa a ce PeKpaTH NO BpeMe Ha MEHCTPYALUA M A NIPOABIDKH ClIE]] TOBA.
JledyenHeTo TpaOBa Ja NpOABIKH AOPH, KOTaTO HAMA [TOBEYE CyDEKTHBHH OILTAKBAHUSA (ChpOex,
TedeHHe, MHpU3Ma). IIpoABIKHTENHOCT Ha NeYeHHEe MO-MaJIKa OT 6 JHH MOXKE Aa JOBeae J0
pelidaHB Ha 3a00a9BaHeTO.

4.3 Hporuponoxkazanus




® (CBPBLXYYBCTBHTEIHOCT KbM GKTHBHOTO BEILIECTBO HIIH KM HAKOE OT NOMOIIHHUTE
BCILECTBE, H30OPOEHH B TOuKa 6.1

e Pa3azBgBaHe HA BATHHAHHMS €NHTEN M LWIMEKATa HA MATKATA.

¢ Mianu MOMHYETA, KOHTO HE ca JOCTHTHAIM ITOJIOBA 3PAJIOCT He TpAbBa na ynortpebapar
OJIYOMMH3HH.

4.4 CpenHaanu NpeAynpeRIcHHs H IpeANa3Hd MepPKH OPH ynoTpeda

Hsma.

4.5 B3anMojeHCTBHE ¢ APYIrH JeKaPCTBEHH NPOAYKTH U ApyrH dopmu na
B3aHMOIeHCTBHE

He ca u3BecTHu B3auMoaelcTBIS ¢ APYTH JeKapCcTBa.
4.6 ®epTHAHTET, GPEeMEHHOCT H KbpMeNe

GJIYOMH3UH Mosxe aa ce ynorpebsasa no BpeMe Ha GpeMEHHOCT H KbPMEHE.

KakTo 1 npH apyrure nekapcreeny npoayktr, ®JIYOMU3HH tpabea 1a ce npeAnHcBa MHOTO
BHHMaTENHO Ha OpeMEeHHH NIpe3 NBPBOTO TPHMECEUHE HAa GPEMEHHOCTTA.

JanHHTE 0T orpaHuyeH Opoii Hicae BaHH GpeMEHHH NPH NPOBEACHH KIHHHUHH H3TTUTBAHMA C
ACKBaNHHHEB XNOPHJ H H3C/IeABaHHA C jiekapcTBeHUA NpoAyKT PITYOMHIHUH ue nokassar
HAJTHYHE HA HEKENIAHH NIEKAPCTBEHH PEAKUHUH, IPHYMHEHH OT ACKBAJHHHUER XJIOPHA, BbPXY
OpeMeHHOCTTa HIIH BBPXY 3[PABETO Ha IIIONa/HOBOPOJICHOTO.

JlaHHHTE OT NOCTMapKkeTHHroBO HabMAeHHe BBPXY onpeaeneH 6poli nicnexpaHy GpeMeHHH
(npubnusnTeHo ot 0,5 10 1,1 MnH.) He NOKa3BAT HATMYMeE HA HEXENaHH JIEKAPCTBEHH PEaKI(iH,
NPHYHHEHH OT ACKBAIHHHEB XJIOPUJ, KAKTO BbPXY OPEMEeHHOCTTA, TaKa H BBPXY 3/paBeTO Ha
[oja/HoBoponeHoTo. He ca OHIH NPOBEXHaHH H3NMTBAHMA C ACKBATHHHEB XJOPHI BBPXY
*kUBOTHH. M3ceBaHNA BbpXY KHBOTHH ¢ YeTBBPTHYHH AMOHHEBH CHEIMHEHHS HE €A MOKa3aIH
TOKCHYHOCT BBPXY PellpOayKTHBHOCTTA.

HsaMa Hanu4HH JaHHH 33 IPEeMHHABAHE Ha JeKBAJHHUER XIOPHI B KbpMara.

JanHy, ocHOBaBallH ce BbPXY abcopOuuara H GakTsT, Ye NPOABLIKUTENHOCTTA Ha JICYEHHETO €
CaMo 6 AHH, JI0K43BaT, Y€ HEXKeTaHH JIEKApCTBCHH PEaKlHH TIPH N104a H HOBOPOAEHOTO ¢a
HEBB3MOMKHH.

4.7 EdexTn BHLpxy cnocoGHocTTa 3a wodapane i paboTa ¢ MallHHA

Henpranoxumo
4.8 Hexenann jekapeTBeln peaknnn

Obuiu napyuenus u eghexmu Ha MACMOMO HA NPURONCEHUL
B peiku cnydan Moxe Ja ce HabmoaaBa chp6esk, mapeHe WM 3ayeppgpane. Tesn Hexenauu
PEAKIMH MOTAT A CC CBHPKAT ¥ CbC CHMNTOMMTE HA BarMHAIHATA HHEKIIHA.

Peakuun Ha NOKaJIHO JpasHEHe KaTo KbPBALIM MOBbPXHOCTHH €PO3HH BbB BATHHATA CE
HabonaBar B MHOro pelakH ciayyau (0,002%). IMpeanonara ce, 4e B Te3# CNy4YaH BarHHAJIHUAT
eNUTeS € OHJI IPEIBAPHTEIIHO YBPEAEH KaTo TOC/IEIHINA OT ECTPOreHeH AeDHULMT HIH APYTo
Bb3NANlCHUE.

CpoDliaBa ce 3a Tpecka B MHOTO peAkH cinydau (0,003%).




CroOujapane Ha O03HpaHU HEXENAHN PEAKIHH

CboblaBaHeTo Ha NOAO3HPAHH HeXENaHH PeaKiMH ciiej] paspellaBaHe 3a ynoTpeda na
JIEKAPCTBEHHA NMPOAYKT € BAXKHO. ToBa no3BoaBRa /1a NPOABIKH HabMoAeHHETO Ha
CbOTHOIIEHHETO MON3a/PUCK 34 NEKAPCTBEHUA NPOAYKT. OT MEAUIIHHCKATE CNELRANNCTA Ce
M3HCKBA J1a ChOOIIaBaT BCAKA NOAO3HPaHA HEXKEaHA peakiHa ypes

H3nunHuTENIHA areHiya 1o JeKapcTeara
yi. ,JlamaH [ pyes” Ne 8
1303 Codmns

Ten.: +35 928903417
yebcaiiT: www.bda.bg

4.9 Ilpeno3mpane

He ce cpobiiaBa 3a ciiyyau Ha Ipeo3upaHe.

5. OAPMAKOJIOI'MYHH CBOHCTBA
31 dapmMakoaAnHAMHEYHE CBOHCTB2

(apMakoTepaneBTHYHA Irpyna: IPOTHBOUH(EKIHOIHO H aHTHCENTHYHO CPEACTBO 3a

NPUNOKEHHE B THHEKONOrHATA.
ATC xon: GOI1A CO05

©®JIYOMU3HH cbabpia JeKBaNTHHHEB XJIOPHA, YETBRBPTHYHO AMOHHEBO ChEAWHEHHE ¢ MHPOK
AHTHMHKPOOEH CNIEKTBP cpellly pa3nuuHu ['pam + 1 'pam — GakTepud, rbOHYKH H IPOTO30H
(Trichomonas vaginalis).

In vitro akTHBHOCTTA Ha JIEKBAJIMHHER XJIOPHA CPElly CIIEJHHTE BaKHH BArHHAIHH
MHKPOOPraHH3MH € YCTaHOBEHA H 110Ka3aHa B N10-JoMHaTa TabnHua noa ¢gopMaTta Ha MHHHMAaJIHA
HHXHOHWpawa koHueHtpauud (MIC):

MIC (mg/l) MIC (mg/i)
I'pam - nooXETEIHN I'pam - oTpRnarenun 6aKTepHH
DakTepnn
Group B streptococci 2—-8 Fusobacteria 32 -64
Staphylococcus aureus 0,210 Gardnerella vaginalis 2,0-256
Group A streptococci 0,25 -20 E. coli 1 — 400
Listeria sp. 4 —32 Serratia sp. 3,1 —-400
Peptostreptococci 1-32 Klebsiella sp. 3,1 -400
Group D streptococci 0,2 — 64 Pseudomonas sp. 5-400
I'nOnukn Bacteroides sp. / Prevotella sp. 64 -512
Candida tropicalis 0,2 -50 Proteus sp.
Candida albicans 0,2 -200 IIpoTo3on




Candida glabrata 0,2 - 256 Trichomonas vaginalis 28,8 — 400
Candida krusei 128

Cnen pastapsne ha @JTYOMH3UH parunansa tabnerka (10 mg nexsaavHHEB XJI0pHI) B
npHOaH3KNTENHO 2,5 no 5,0 m! paruHanHa Te4HOCT KOHUSHTPALMATA HA JCKBAJTHHHEB XJIOPHS €
2000 no 4000 mg/l, koaTo e no-sucoka or MIC 90 Ha BCHUKY TeCTBaHH MATOMEHHH
MHKPOOpPTaHH3MH.

He ce chobmasa 3a pa3sBUTHE Ha PE3UCTEHTHOCT HA MHKPOOPTAHHU3MH KbM JEKBATHHHEB XJOPHI.
KaxTo H npu ApyraTe NOBbPXHOCTHO-AKTHBHY CHCTABKH, IThPBOHAYATHUAT HAYHH Ha JeHCTBHE
Ha NEKBATHHHECR XJIOPHJ € A MOBHIIH KIeThYHHA NepMeadunuTeT (MponyckKiIHBOCT HA
MeMOpanara) ¥ KaTo CieACTEHE NoCienBaia 3aryba Ha eH3MMHAa AKTHBHOCT, IPHYHHABAIIA
KJIEThYHa CMBPT.

JlekBanuHHeB XJIOPUI NPOABIBA CBOCTO JeiCTBHE JIOKATHO BB BArHHATa. JHAYHTENHO
YCIMOKOEHHE HA TEYSHHETO H HHQEKUHATA O0MKHOBEHO ce NOJIyYaBa B paMKHTe Ha 24 no 72 4aca.

5.2 PDapMAKOKHHETHYHH CBOIiCTBA

[IpenkNHHAYHATE NaHHH BBPXY IUThXOBE NOKA3BaT, Y€ JEKBATHHHEB XJ10pH] ce abcopOupa camo
B MHOT'O MAJIKO KOJTHYECTRO CAEJ BATHHAIHO MPHIOXKEHHE.

PasnpocTpanaBa ce B yepHus Jpob, Ou6peryte 1 6emia 1pod. JlekBalHHMEB XIOPH H3rAEXKAA,
Y€ ce MeTabONMHM3NPa A0 NPOU3BOAHH Ha 2,2 -1HKapOOKCHIOBaTa KHCEIHHA H TE€ Ce OTACHIT B
HEKOHIOTHpaHa Qopma ¢ pexanHuTe.

HMmalikn npensH A He3HAUATENHATA BardHanHa abcopOuys, HAMA HANMYHH 33 Y0BeKa
papMaKOKHHETHYHH JAHHH.

5.3 IIpenkNHHAYHE NaHHHA 38 (£30NaCHOCT

C ornea Ha MEHHMaNHaTa BarHHaNIHA a0copOLHA He ¢e 04aKBa OCTPa H XPOHHYHA TOKCHYHOCT.
Hama Hanuynu uscneasanusa ¢ ©JIYOMMUH3UH, cBbp3any ¢ TOKCHYHOCTTA BHPXY
PeTIpORYKTHBHATA CiocoOHOCT. Obaye H3cneiBaHHA BRPXY pa3BHBAILATA ¢ TOKCHYHOCT Ha
YETBEPTUYHHTE AMOHHEBH CHEAMHEHHA HE AABAT A0KA3ATE/NICTBA 38 eMOPHOHAIHA TOKCHYHOCT.

JIoKaJIHA TOHOCHMOCT:
Mscnensanus npH 3aifiy nokaspar 406pa BarMHajiHa MOHOCHMOCT KbM DJIYOMK3HUH.

6. GAPMAUEBTHUYHH TAHHHU

6.1 Cnrenk Ha NOMOIIHHTE BENIECTBA
JlakT03a MOHOXHIpAT,

Marnesues creapar,

MukpokpucTanHa nemynosa

6.2 HecbBMECTHMOCTH

DJIYOMH3HH e HechBMECTHM ChC CANYHH H APYTH aHUOHHH ChPAKTAHTH.

6.3 Cpok Ba roamoct




3 roauHH.

6.4 CrneunajiHHA yC/JOBHA HA ChXPAHEHHE

Tla ce chxpansiBa noa 30°C.
6.5 BHA M cbAbPXKAHEC HA ONAKOBKATA

[TbpBuuna onakoska: PVC/anymMuHHeBH OnucTepy ¢ 6 BarHHaJHH TaONeTKH.
BropHyHa onakoBKa: KapToHeHa KyTHS

6.6 CrneuHalHH NpeANa3HH MEPKH NPH HIXBBPJISHe U paGoTa

®JIYOMM3HH cpabpxa NOMOIIHH BeLIeCTBa, KOWTO He Ce pas3TBAPAT HANBIHO, TaKa Yue
OCTaTbLIM OT TaOJETKATA MOraT Jja ObJAT OTKPUTH MOHAKOTA BEPXY 6enboTo. ToBa He € OT
3Ha4Ye€HuUe 3a epukacHocTTa HAa JTYOMHU3HH.

B peaku cirywan Ha MHOIO CyXa BarMHa € Bb3MOXHO BarMHajiHaTa TableTka J1a He e pa3TBOPH
Ja C€ U3XBBPIH OT BarMHaTa Kato HenpoMexeHna. Kato nocnecTBHE JEYEHHETO HE € ONITHMANHO.
(Odaue TOBa HE YBpexaa BaruHaTa. 3a Aa ce u3derHe ToBa, BarHHajiHaTa tabnerka rpa0Ba jaa ce
HaMOKpPH ¢ Kanka BO/a NMpefu MOCTaBIHETO H B MHOIO CyXa BaruHa.

[TaunenTkuTe TpOBa Na U3NON3BAT CAHUTAPHHU KbPNUYKH WK Denbo ¢ nognaarta. He onserdsa
0esb0TO. [1auMeHTKHTE TpAOBa 1a 6bAAT HHCTPYKTHPAHU 1a cMeHsT OENbOTO CH eXEAHEBHO H 1a
ro Mepat npHu Temneparypa ot noxe 80 °C.

7. IIPHTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

MagnaPharm SK s.r.o.,
Digital Park HI/E,
Einsteinova 19,

851 (1 Bratislava,

CnoBakus

8. HOMEP HA PASPEIIEHHUETO 3A YIHOTPEBA

20060762

9. JATA HA IIBPBO PAZPEHIABAHE/IIOAHOBSBAHE HA PASPEIIEHUETO
3A YIIOTPEBA

Jata Ha nepBO paspewianade: 27.12.2006
JlaTta Ha nocjaeaHo noaHoBABaHe: 30.03.2012

10. JATA HA AKTYAJIUZUPAHE HA TEKCTA




