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PaspeweHus

1. HME HA JEKAPCTBEHUSA TIPOAYKT  10g08pesteNs s did?

MAKMHUPOP KOMIUIEKC 500 mg/200 000 IU BarnHaHu Kancyin, MEKH
MACMIROR COMPLEX 500 mg/200 000 1U vaginal capsules, soft

MAKMHUPOP KOMITJIEKC 100 mg/40 000 IU/g BaruHaneH KpeM
MACMIROR COMPLEX 100 mg/40 000 [U/g vaginal cream

2. KAYECTBEH 1 KONMHUYECTBEH ChCTAB

MAKMHPOP KOMIIJIEKC BarvHanHH KancyJjiy, MCKH

Bceska BardpanHa Kancynia Chabpxa:
AxTuBHMTe BeliecTsa: Hudyparen (nifuratel) 500 mg u HucTaTHH (nystatin) 200 000 IU.

[ToMOIIHH BELIECTBA C M3BECTHO ACHCTBHE: HATPHER €THI MAPaXHIPOKCHOEH30aT, HATPHEB
IPOMIiI NapaxupokcHOeH30aT,

MAKMHPOP KOMIIJIEKC BarvHancH Kpem

I g KpeM cbabpIKa:

AxTHBHUTe BelecTa: Hudyparen (nifuratel) 100 mg 1 HucraTHH (nystatin) 40 000 [U.
[ToMOLHM _BElIESCTBA ¢ H3BECTHO JACHCTBHE: NPOMHI  TAPaXHAPOKCUOEH30aT, METHII
napaxuzapokcubeHzoat v NPOTHISHTITHKOII.

3a M'bJIHHA CIIMCBK HA MOMOIIHHTE BeILleCTBA BIDKTE TOUkKa 6. 1.

3. JEKAPCTBEHH ©®OPMH

BarvnaniHu kancynu, MeKH
BarvuHaneHn Kpem

4, KIAHUYHHU JAHHH

4.1 TepaneBTHYHM MOKAZAHHSA

[lonnBaneHTHa Tepanus NpU BYJIBOBarMHAJHH MH(ESKLWH, NPHYHMHEHH OT NATOreHHH
MuKpooprauusmu - Candida, Trichomonas U GakTepHH.

4.2 Ho3HpoBKA H HAYHH HA NPHAOKEHHE

Ho3upoBKa

EnHa BarkHanHa xaficyjla BEAHDBXK AHEBHO, BeYyep B NMPOABIKEHHe Ha 7-12 aHu WK 2,5 g
BarHHaJIeH KpeM BEIHBXK JHEBHO B mMpoab/pkeHHe Ha 10-20 auu, unu 2,5 g BarnHajieH Kpem
[iBa [I5TH JAHCBHO B MIPOALIDKEHWE Ha 7-10 nuu.

HayuH Ha MpUIOKEHHE p

Bazunamnu xancyau o
3a MOCTHraHe Ha ONTHMAIEH NeyehHe: eeKT, BarMHAIHUTE Karcyau Tpiase
IBJIOOKO BHE BJIATAMHILETO.




Bacunanen xpem

HeobxoquMOTO KOMHYECTBO BACHHAIEH KpeM TpsOBa Ja ¢¢ NPWIOKH ¢ NOMOLUTA Ha
11aCTMacOBHs aNJIMKATOP 34 JO3HMpaHe, KOMTO € MPHIIOKEH B OIAKOBKAaTa, 0O CleAHHA
HAYWH;

1. 3aBuBa ce MJIACTMACORHA AMJIMKATOp 3a AO3HpaHe BbpXy TyDara Ha BaruHaJHMs KpeM H
Tybara ce CTHUCKA, NOKATO B AIUIMKATOPA NMOCTHIK HEOOXOAHMOTO KOJHYSCTBO BarHHANlEH

kpeM (cropes MApKHPORKATA, CHOTBETCTBANIA HA TPAMOBE KpeM).

2. Pazeupa ce annukaTopa or Tybata 4 ce mocTaBs BeB Baaranvuiero. Hatucka ce 6yranoro
NOKATO KPEMa [PEMUHE BHE BIATAIMLIETO.

3. AKO € HeoDXoAuMO, 2a MO-JIECHO HaHACAHE Ha BArMHANHUA KpeM, TpAOBa 1a ce u3Bajy
KaHIoJ1aTa oT OyTanoTo M JIa Ce 3aBHe Ha NPOTHBOMOJIOXKHHA Kpaii Ha alUIMKaTopa, NpeaH Aa

OBJie NOCTABEH BBB BIAMUIHUILETO.
B onakoBkaTa € TMpUIOXKEH €JWH IIacTMacoB anjuKaTop. Cneng xaro ce H3MOA3Ba

ariMkaTopa, TOM TpsOBa Ra ce M3MHE HalbIHO W MO TO3M HAUMH Ja C€ MOATOTBH 34
crieapaliaTa yrnorpeda.

4.3 [HporuBonoKasanun

CBphX4yBCTBHTE/IHOCT KbM aKTHBHHTE BELIECTBA H/IH KbM HAKOE OT MOMOLIHUTE BELIECTBA,
H3OpoeHH B Touka 6.1.

4.4 CnenuajnH npeAyNpeKIeHHs U PeANatHAa MEPKH NpH ynorpeda

[MpoabmkurenHara ynorpeba Ha JICKAPCTBEHUS MPOXYKT MOXKE [a NpeAH3BHKA pa3BUTHE Ha
CBPBXYYBCTBHTEIIHOCT.

[Ipp nmogBa Ha TpH3HAlM Ha CBPBXUYBCTBHTENHOCT, MNPHIOKEHHETO HAa JCKapCTBCHHA
MPOAOYKT TPAOBA Aa ce NpeyCTaHOBMH.

[To epeme Ha neueHreTo TpAORa na ce U30ArBaT MOIOBUTE KOHTAKTH.

Bazunannu xancyau
ToBa nekapcTBO ChALPAKA TMOMOIIHHTE BelIECTBA HATPHER €THJ NApaxHApoOKCUOeH30ar,

HATPHUEB MPONWI MapaxHAPOKCHOEH30aT, KOUTO MOXE Ja NMPCAU3BUKAT AJSPrHUHH peaKLHi
(BEpOATHO OT 3abaBeH THI).

Bazcunanen xpem

ToBa sexapcTBO CBABPKA MOMOLWHMTE BELECTBA NPONUI HapaxUIAPOKCHOeH30aT, METHI
MapaxXuJPOKCHOEH30aT W MHPOMMIECHITIMKON, KOMTO MOXE Ja MNpeAM3BHKAT ANePrHYHH
peakuud (BeposATHO OT 3a0aBEH THII).

Toga nexapcTBo cbaAbpka 50 Mg NPOTMIIEHIIMKOJ BB BCEKH IPaM.

4.5 B3anmmoneiicTshe ¢ Jpyra JsekapcTBeHH NPOAYKTH W ApPYrH (OpMH HA
B3AMMOAEHCTBHE

He ca onycaHu nekapcTBEHN B3aHMOAEHCTBNS ¢bC ¢heTaBkuTe HAa MACMIROR COMPLEX.

4.6 PepTHIHTET, OpeMEeHHOCT H KbpMeHe

BpeMeHHOCT ! s
JIurnceaTr WM ChIIECTBYBAT OrpaHAYeHd NAHHH 3a ynoTpedaTa Ha HubypaTef v plY
OpeMeHHH >keHH. BBB BeeKM cyuail, no BpeMe Ha OpeMeHHOCT, NpoayxTirex '

ORI A
npvuinara, CaMo Korato € abCoNIOTHO HGDGXDHHMO y 11011 NPEK JICKAPCKH KOHYEL Y,




KbpMmene

He e u3BecTHO najid HUYpaTes WM HACTATHH MM TEXHHTE METAOOIUTH C& €KCKPETHPAT B
KbpMaTa. BBB BCekM Cityuali, 10 BpeMe Ha KbpMEHE, TIPOAYKTHT TpadBa Aa ¢e mpuiara, caMmo
Koraro ¢ abCoIIOTHO HEOOXOIUMO, KATO C€ MMa MpEeABU IOJI3aTa OT KEPMEHETO 3a ACTETO H
oJ13ara OT TCPAIIMATA 3a KeHara.

DepTunureT
He ca nposexaaHi NpoyuBaHus BbpXY PepTHIHTETA NPH XOpa.

4.7 EdexTa BoPXY COCOOHOCTTA 32 WodHpane H padoTa ¢ MAIIAHY

MACMIROR COMPLEX ue mopnuasa cnocoGHOCTTA 3a WodpaHe U pabora ¢ MatliMHM.
4.8 HexeaanH JeKapCTBEHH PEAKIHA

CroOlIeHH ca CTeIHUTE HEKENaHH NEKapCTBEHH peaKIHH, H3OPOEHH MO CHCTEMO-OPraHHM
knacose o MedDRA u no rpymu uectora: mHoro dectd (>1/10); yects (=1/100 mo <1/10);

Heuectu (>1/1 000 mo <1/100); peaxu (>1/10 000 no <1/1 000); mHoro peaxu (<1/10 000) u
¢ HEM3BECTHA 4ecTOTa (OT HATMYHUTE AaHHH HE Moxe Ja ('bie HanpaBeHa OLICHKA):

CHcTeMO-opraseH Kiaac - Yecrora Hexenann JeKApCTBEHH PEaKlnH
HapymieHusa Ha Kokara H Muoro pegkn | MzonuMpanu ciiyyas Ha anepruuHg
MOJIKOXKHATA ThKaH peaklUH (IEPMAaTHT, YPTHKApHA).
OO01mM HapylueHus 1 ePeKTH Ha M#oro peaku | BarMHanHo napeHe, BarHHaJIeH
MSACTOTO Ha MPHIOIKECHHE chpOek

[Tousikora ynorpebara Ha JIEKAPCTBEHUA MPOAYKT, 0COOEHO MPH MPOABIDKHTENHO JIEUECHHE,
MOXKE 1a A0OBEOE J0 PEAKLHH HA CBPbXYYBCTBUTEIHOCT.,
He ce cxobmaga 3a Apyru HexkenaHu JEKapCTBEHH peakLyy.

Cro0liiiapaHe Ha NOAO3HPAHE HEXKCI3dHH PEaKIIHU
Cro0LIaBaHETO HA TIOZO3MpaHH HEXKETAHH PeakUHH cjedl paspeluasaHe 3a ymoTpeba Ha

JMEKapCTBeHHd MPOAYKT € BakKHO. T0Ba MO3BONABA Ja NPOARIDKH HaOMIOZEHUHETO Ha
CbOTHOIICHHETO NON3a/PHCK 3a JIEKAPCTBEHUS NPOAYKT. OT MEAHIMHCKHTE CHIELIHATHCTH Ce
H3UCKBA 1a chOOILABAT BCAKA NOAC3HpPAHA HEXKeNaHa peaklud upe3: MambiHuTe1Ha AreHius
no nexapcreara, yn. ,Jlaman I'pyes® Ne 8, Codus 1303, Ten.: +35 928903417, yebcaiiT:
www.bda.bg.

4.9 IIpegoinpane

IIpenBHa HauHHA HA NPHIOKEHHE, IPSAOIUPAHETO € HEBh3MOXKHO.
Hsama cpo0Luenns 3a npeno3upane.

5. GAPMAKOJIOIHYHU CBOUCTRBA
5.1 PapMaKoAHHAMHYNHH CBOHCTBA
(dapMakoTrepaneBTHuHa  rpyna: ['MHEKONOTMYUHM  AHTHHHPEKUMO3ZHH

AHTHCEITTHLIM, AHTHMH(EKLIHO3HH CPEACTBAa M AHTHCENTHLH C H3KIIOYEHHE Ha
KOPTHKOCTEPOUIH; HUCTATHH, komOuHauun ATC koa: GO1AAST.




MACMIROR COMPLEX e komMOuHalua oT HU()YpaTell U HUCTATHH.

HudypaTen nprTexkaBa aHTUTPUXOMOHA3HO, AHTHMHKOTHYHO 1 aHTHOAKTEPHANHO ACHCTBHE
in vivo W in vitro. Huctatin e nobpe M3pecTeH aHTUOHOTHK C (PYHTHUHAHO JCHCTEHE,
ocobeHo akTHBReH cpeuty muuetute Ha Candida sp.

Kom6unauusara HudypaTen-HUCTATHH MMPHTEXABa LIMPOK CNIEKTBD HA NeHCTBHE in Vilro, ¢
AHTHMHKOTHYHO, TPHXOMOHALWAHO M aHTHDAKTEpHANHO JACHCTBHME, ©0e3 YCTaHOBEHH
HeGNaronpusaTHH B3aUMOJCHCTBHA MEXKAY JBETe AKTHBHH BELIECTBA.

Oume noBeuye, MeXAy ABETe AKTHBHH BELUECTBA CHIUIECTBYBA [JOKa3aH I[IONOXKHTEIEH
CHHEPrM3bM MO OTHOLICHHE KAKTO Ha aHTHMMKOTHUHOTO Heiicteue (M. pneumoniae, M.
hominis w U urealyticum) Taka u xem Gardnerella vaginalis.

5.2 PapMAKOKHHETHYHH CBOHCTBA

CHOBLICHO €, Y€ CJ1e/] MHOTOKPATHO BATMHAIHO MPUIIOKEHHE TIPH KMBOTHH (3aHLH H KYy4€Ta)
Ha QHEBHH HO3H, paBHABaLlH ce Ha 30 NBTH MO-BHCOKH OT MPHJIAr&HH TIPH XOpa, BEIUCCTEATA
B KOMOUHAMATA HE ce a6COopOHpaT M Mopaay TOBa He IPUTEKABAT CHCTEMHH eQeKTH.

3.3 IIpeaKJIHHHTHA AaHHH 332 0€30MACHOCT

LDsy npu BarMHanHo mpunoxenue npu kydera e >60 nwta STHD (Single Therapeutic
Human Dose - eqHHYHA TEpanesTHUHA 1033 NPH X0pa).

[IpH NpOIBLIKMTENHO BATMHATHO MPIIOKEHHE NpH 3aiuy Ha no3a 30 mbTH Mo-roasiMa ot
DTHD (Daily Therapeutic Human Dose - 1HeBHa TepaneBTH4Ha 1034 [IPH X0pa) HE € HMANo
TOKCHYHH e(PeKTH,

6. PAPMAIIEBTHUYHHA JAHHH
6.1 CnHCBK HA HNOMOIHHTE Belll€eCTBA
Bacunannu kancyau

IIenHUTEN: AMMETHINONHCHIIOKCAH

XenaTHHOBA KalCyya: XKeJIATHH, TIHLEPOJI, HATPHER €TU MapaxHApOKCHOeH30aT, HATPHER
nponun napaxuapoxkcubensoar, THraHoB gHokcrx (E 171), scwar sxenesen guokeua (E 172).

Bazunanen xpem

Kcanudun, nponun napaxugpokcubeHs3oar, MeTWIT NapaxuapoKCHbeH30ar,

TITHLEPOI1, COPOUTON, MPOIUACHTINKOI, kapboMep, TprueTaHonamil 30 %, mpevncreHa Boja.
6.2 HecnhBMECTHMOCTH

HenpunoxuMmo

6.3 Cpok Ha roaHoct

36 mecela

6.4 CrenuanHH yCJI0BRA 32 ChXpAHEHHE

Ja ce chxpaHsaBa nprn Temneparypa noxg 25°C.

6.5 Baa ¥ CLABPKAHAE HA OMAKOBKATA




Bazunannu xancyau
Bructep or IIBX/TIBJIX, ceabpskaly 12 BarMHa IHU KancynM, NOCTaBeH B KAPTOHEHA KyTHA H
JIUCTOBKA 3a NNauUeHTa.

Baeunanen xpem
I'eBKaBa anymMuHueBa Tyba CbC 3al[WTEH BETPELLUEH CJIOH OT €NMOKCH/IHa CMOJIA, MOCTABCHA B
KAPTOHEHA KYTHR 3aeHO ¢ JOIHPALL ANJTHKATOP-CIPHHUIOBKA H JTHCTOBKA 34 MNaUMOHTA,

6.6 Creunajiny NpeanA3HN MePKH NPH HIXBBPASHEe B padoTa
Hama cnenuanHi H3HCKBaHUSL.

HeusnoapaHust SEKapeTBeH NPOAYKT Wik OTNaALUHUTE MaTepHany OT Hero Tpadea fa ce
M3XBBPAAT B ChOTBETCTBHE C MECTHHTE H3UCKBAHHA.

7. NMPUTEKATEJ HA PA3SPEIIEHHUETO 3A YHHOTPEBA
POLICHEM S.A.

50, Val Fleuri
L-1526 JIrokcemOypr

8. HOMEP(A) HA PA3SPEINEHHMETO 3A YIIOTPEBA
MAKMHPOP KOMITJIEKC 100 mg/40 000 1U/g sarunanes kpem - 20040202
MAKMHPOP KOMITJIEKC 500 mg/200 000 1U parHHaJTHH KancCyJi, MCKH - 20040203

9. JNATA HA TIBPBO PA3SPEHIABAHE / TOJHOBABAHE HA
PABPEHIEHHETO 3A YIIOTPEBA

Jlata Ha nbpBo pa3peitasane. 27 Anpun 2004 1.
Hara Ha nocaeaHo noguossagade: 13 Anpun 2010 r.

10. JATA HA AKTYAJW3APAHE HA TEKCTA

(08/2018




