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1. HUME HA JEKAPCTBEHHA IIPOAYKT F(}gnﬁpenue Ne s /. 2.1

MAKMHUPOP KOMIUIEKC 500 mg/200 000 IU parnHannm Kancyiu, MeKH
MACMIROR COMPLEX 500 mg/200 000 TU vaginal capsules, soft

MAKMUHPOP KOMIUIEKC 100 mg/40 000 IU/g sarunanen kpem
MACMIROR COMPLEX 100 mg/40 000 IU/g vaginal cream

2. KAYECTBEH 1 KOJIHYECTBEH ChCTAB

MAKMHPOP KOMILUIEKC BariHajiHH Kancynau, MEKA
Bcaka paruHasiHa Kancyna CbIbpxa:
AKTHBHWTe BelnecTsa; Hudypaten (nifuratel) 500 mg 1 HucrareH (nystatin) 200 000 IU.

[TOMOMIHH BelllecTBA ¢ M3BECTHO ACHCTBHE: HATPHEB €THJ NAapaXHAPOKCHOEH30aT, HATPHER
NPONUI NapaxuaApoKCcHOEH30aT.

MAKMHPOP KOMIIIEKC sarHHan€H Kpem

1 g KpeM CBABPIKA:

AKTHBHUTE Bemectsa: Hudyparen (nifuratel) 100 mg u HucTaTHH (nystatin) 40 000 TU.
[loMoIIHKM BeDICCTBA ¢ M3BECTHO _JAeHcTBHe: NPONHI TNapaXMApPOKCHOEH30aT, METHII

NapaxuapoKcHOSH30aT W NPOIIMIIEHT TTHKOI.

32 MbLJIHUS CIOUCHK HA TIOMOLLHHTE EellecTBa BHKTe Touka 0.1.

3. JEKAPCTBEHH ®OPMH

Barunanam xkancyim, MeKd
BaruHaneH Kpem

4. KIHHHUYHHA JIAHHHA
4.1 TepaneBTHIHE MOKA3AHHSA

[MonuBanenTHa Tepanus NpPH BYJIBOBarHHANHH HWHQEKUHH, NPUYHHEHH OT MATOTeHHH
MHKpoopranusmH - Candida, Trichomonas u 6axrepuu.

4.2 o3upoBka 1 HAYMH HA NPUIOKeHHE

EOEHEOBKEI

Enna BardHasHa Kancyna BeAHBXK JHEBHO, Beuep B MPOALIDKEHHe Ha 7-12 aHd wm 2,5 g
BarHHAJIEH KPEM BEHBXK JAHEBHO B npoAb/okeHue Ha 10-20 auu, nmu 2,5 g BaruHaeH KpeM
ABa [1bTH JHCBHO B Npoab/ikeHue Ha 7-10 quu.

HauuH Ha npunoxeHue ,:-_:fi*"ﬁ't
Bazunamiu xancyau &
3a nocTuraHe Ha onTHManeH neyeber: ePEKT, BATMHATHUTE KANCYNH TpHOB
OBI00KO BHE BIATAIHLIETO.




Bazunanen xpem

HeoOXxooMMOTO KOJHMYECTBO BarHHajleH KpeM TpaAdBa Ja ce TMPHIOXKH ¢ NOMOHITA Ha
MJaCTMAcoBKMSl ATUTHKATOP 32 IO3HpaHE, KOHTO € MPHIIOKEH B OMAKOBKaTa, MO CICAHHA
Ha4YHH:

1. 3aBMBa ce ruTacTMAacoOBHA AILTHKATOP 3a JO3HpaHe BbPXY TyOaTa Ha BAarHHAJIHHA KpeM H
Ty6ara ce CTHCKa, ZOKATO B alUIMKAaTOPa NOCTHIIM HEOOXOAMMOTO KOIMYECTBO BarMHAaIICH

xpeM (Cropej MApKUPOBKaTa, ChOTBETCTBAlA HA PPAMOBE KpeMm).

2. PasBHBa ce arumkaTopa OT Ty0aTa W ce nocraes BbB Biaaranumero. Harucka ce 6yranoto
JOKATO Kpema NpPeMHHE BbB BJlaranriieTo.

3. AKo € HeoGX0auMO, 3a MO-IECHO HAHACAHE HA BarMHAIHMA KpeM, TpAOBa Aa ce M3BaAH
KaHIONaTa oT OYTanoTo W a ¢ 3aBHe Ha MPOTHBOMOAOKHHA KpaH Ha aluIMKaTopa, npeau Aa

O11e rmocTaBed BB BIAraJIHILETO.
B onakoBkara € NOpPHIOXKSH €IMH IUIBCTMACOB AaruiMKaTop. Cneg Karo c€ WH31on3Ba

arUTMKaTOpa, TOM TpaOBa Ja ce W3MHE HaNbJHO K MO TO3H HAYHH A3 ¢¢ MOAroTBH 34
ciieABauaTa ynorpeda.

4.3 IIporuBonokazanus

CEpbXYYECTEMTENHOCT KBM AKTHBHUTE BELUECTRA UIH KbM HAKOS OT [IOMOLUHHTE BEIIECTEA,
u30poeHH B To4ka 6.1.

4.4 CrnenHa/HH NpeAyNpeXIeHHS H ApeAna3HA MepKH NpH ynoTpeda

MMponwsmkuTenHara ynotpeba Ha nekapcTBEHHs NMPOAYKT MOXe [a MPEAHIBHKA Pa3BHTHE Ha
CBPBXYYBCTBHTETHOCT.

[Ipyp nosBa Ha MPH3HALM HA CBPBXUYBCTBHTENHOCT, NPHIOKECHHETO HA JICKApCTBEHHA
IPOAYKT TpAOBa Aa C& MpeyCTaHOBH.

Tlo BpeMe Ha ¢yeHHeTo TpAOBA Na ce H3GATBAT MONOBHTE KOHTAKTH.

Baeunannu xancyau

ToBa JeKapcTBO ChOABPKA TNOMOIIHMTE BEIIECTBA HATPUEB €TH/ MapaxuIPOKCHOEH30ar,
HATPHER MPONAJ MAPAXHAPOKCHOEH30aT, KOUTO MOMXKE Ja NMPEAU3IBHKAT aJIepruiHid peakiiuu
(BepoaTHO OT 3aDaBeH THII).

Bazunanen xpem

ToBa nekapcTBO CHABPKA TIOMOLIHHMTE BEIIECTBAa NPOMUI NAPaXMApPOKCHOEH30aT, METHI
napaxHApokcHOeH30aT H TIPONMICHIJIMKOJ, KOHTO MOXEe nOa MpEeIU3BHKAT AaNeprA4HH
PeAKLHH (BEPOATHO OT 3a0aBEH THI).

ToBa sekapeTBo ChObpka 50 mg NPONHACHIIMKON BHB BCEKH FpaM.

4.5 BiaumogeclicTBHe ¢ APYTH JileKapcTBeHR HNPOAYKTH H JApyr2 (opmm Ha
B3anMOAeHCcTBHE

He ca onncau JiekapcTBeHd B3aumoelicteug cbe cbcTtaBkure HA MACMIROR COMPLEX.
4,6  PeprHiHETET, GPEMEHHOCT H KbpMEHE

bpeMeHHOCT
JIMncBaT WK CHIECTBYBAT OrPAHMYEHH JAAHHH 3a yrnorpebaTa Ha Huypare
OpemMeHHH xeHH. BB BCEKM cyuaii, o BpeMe Ha OpeMEHHOCT, MPOAYKT
npHJIara, caMo Korato ¢ abcomoTHO HeoOX0AUMO | MO NPAK JIEKAPCKH KOHIpE
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KxpmeHe

He e w3BecTHO nanu HHGypaTed WIH HUCTATHH WIH TEXHMTE METaOONHTH Ce eKCKpPEeTHpar B
KbpMaTa. BB Becek ciyyaii, NO BpeMe Ha KbpMeHe, IPOAYKTHT TpAdBa Aa ce npuaara, camo
KoraTto € aGCo/MmOTHO HeoOXOAHMO, KATO C€ MMa NpelBHA NOM3aTa OT KbPMEHETO 3a JCTETO H
NO34Ta OT TepalHATA 33 KeHATA.

DepTUANTET
He ca npoBexJaH# NPOYyUBaHUA BbpXY (PEPTHIMTETA NPH XOpa.

4.7 Edexrn pbpxy cnocodnocTTa 32 modupane M padora ¢ MAIIHHH

MACMIROR COMPLEX ge nopnussa criocoGHOCTTa 3a modupaHe H paboTa ¢ MAIDHHH.
4.8 Hexeland JIeKapcTBEHH PeaKNHA

ChOOLLEHH Ca CJeNHHTE HEXCITaHH JeKAPCTBEHH peaKiii, H30pOeHH N0 CHCTEMO-OpTaHHH
knacose no MedDRA 1 no rpynn uectota: MHoro sects (=1/10); sectu (Z1/100 po <1/10);
neyectd (>1/1 000 mo <1/100); peaku (=1/10 000 mo <1/1 000); MHOrO peaku (<1/10 000) u
C HEM3BECTHA YeCTOTA (OT HAJIMYHHTE AAHHHM HE MOXE Na Objie HanpaBeHa OLIEHKa):

CHcTeMo-0pranes Knac - YecToTa Hexe/JagH JeKkapcTBEHH PeaKIHE
Hapymenns Ha koxkara u Muoro peakH | H3oiHpaHH cilyvau Ha ajleprayHH
MOJKOXHATA ThKaH peaKiliH (1epMaTHT, YPTHKApHI).
OOwwy HapyieHus U e)¢KTH Ha Muoro peaku | BarunanHo napere, BATHHAJICH
MSACTOTO Ha TIPHITOKEHHE Cchpbex

[Tonaxora ynorpebara Ha JEKapCTBEHHS NPOAYKT, 0COOEHO MpH MPOABIDKHTEIHO JICUCHHE,
MOXKe aa JOBelle A0 peaklH Ha CBPBXYYBCTBHTEIHOCT.
He ce cpoOl1aBa 3a IPYTrH HEKEJIAHH JIEKAPCTBEHH PEaKLMH,

CrobiyaBate Ha MOJO3MPAHM HEXENAHH PEAKLIMM
Cbo0IaBaHETO HA IMORO3MPAHM HEXENIAHW PeakiyM CleA pa3peliaraHe 3a ynorpeda Ha

JIEKAPCTBEHHA MPOAYKT € BaxHo. ToBa Mo3BOAdBa Ja NOPOAB/DKH HAOMIONEHWETO Ha
ChOTHOLIEHHETO TIOJI3a/PHCK 3a JICKapPCTREHHA NPonykT. OT MEIULIHHCKHUTE CIICLIHATUCTH Ce
M3MCKBA Ja CHOOIMABAT BCAKa NMOAO3KMPAHA HEXKENaHA peakiius dpes: H3nuHUTENHa AreHuus
no gexapcreara, yia. ,Jdaman I'pyes” Ne 8, Codma 1303, Ten.. +35 928903417, yeboaii:
www.bda.bg.

4.9 IIpexo3npane

IIpenegul HauMHa HA MPANIOKEHHE, NPEIOIAPAHETO € HEBHL3MOXKHO.
Hama cpolbuieHnd 3a npenosupaHe.

5. OAPMAKOJOI'NMYHHA CBOMCTBA

5.1 PDapMaKoAHHAMHYHAE CBOICTBA

QapMakoTepaneBT9HA  rpyna: [ HHEKONOrMYHH  AHTHHHOEKLMO3HH ¢
AHTHCENTHIH, AaHTUMHPEKLIMO3HH CPEACTBA ¥ AHTHCENTHLM ¢ H3KITIOYCHHE Ha
KOPTHKOCTEPOHUM;, HUCTATHH, KoMOuHaumu ATC xon: GO1AAST.




MACMIROR COMPLEX e koMOuHasusa OT HUYpPATEN U HHCTATHH.

HudypaTen npuTexasa aHTHTPHXOMOHA3HO, AHTHMMKOTHYHO M aHTHOAKTEPHAJIHO AEHCTBHE
in vivo W in vitro. HuctaTud e uobpe H3BecTeH AHTHOHOTHK ¢ (QYHTHUMAHO AGHCTBHS,
ocoBeHo akTHBEH cpeiy MuuetHre Ha Candida sp.

KoMGHHaLMATa HE(ypaTEeN-HUCTATHH NpPUTEXaBa IHPOK CNEKTHP Ha ACHCTBUE in Vilro, C
AHTUMHKOTHYHO, TPUXOMOHAIMAHO H AHTHOAKTEPHANHO MCHCTBHE, 0€3 YCTAHOBCHH
HeOIaronpHATHY B3aHMOACHCTBHA MEXXIY JBETE AKTHBHH BELICCTBA.

Ome noBeye, MeEXJAY ABeTe AKTHMBHH BeEleCTBa ChHLIECTBYBa AOKa3aH IIOJIOKHTEICH
CHHEPrH3bM 110 OTHOLIEHME KAKTO Ha AHTHMHKOTHUHOTO Aciicteue (M. preumoniae, M.
hominis u U, urealyticum) Taka H ksM Gardnerella vaginalis.

5.2 ®apMaKOKHHETHYHH CBOHCTBA

CHoBLIEHO €, Y€ CIeA MHOTOKPaTHO BATHHATHO TTPHJIOKCHHE NPH JKHBOTHY (3aiilM B Ky3era)
HA JHEeBHH HO3H, paBHABAILH ce HA 30 IrsTH MO-BUCOKH OT MPHIArani NpH Xopa, BellcCTBaTa
B KOMOMHALMATA He ce abcopGUpaT U MopaaH ToBa HE MPHTEKABAT CHCTEMHH e(eKTH.

3.3 HMpeaxTAHHYHA JaHHA 34 0€30NACHOCT

LDso npW BarMHaiHO NpWioxKesue npu Kyuera ¢ >60 metu STHD (Single Therapeutic
Human Dose - eqHHMYKA TepaneBTH4Ha 1034 IIpH X0pa).

[Mpy NPOXBIKHMTENHO BATHHANHO TMPUIOKEHHE NMpH 3aHuM HA 033 30 MBTA NO-roasiMa of
DTHD (Daily Therapeutic Human Dose - AHesHa TepaneBTH4Ha 4032 NIPH XOpa) HE ¢ AMANO
TOKCHYHH €(eKTH.

6. PAPMAITEBTHYHH JAHHHA

6.1 CouenKk Ha NIOMOIHETE BemMecTRA

Bazunannu xancynu

IIBIHUTENA: AUMETHINONHCHIOKCAH

XKenaTHHOBa Kancyna: KeIaTHH, [VIHLEPO/, HATPHER €THN TNapaxHApPOKCHOeH30aT, HATPHEB
nponwu napaxuapokcuterszoar, TutanoB AHokcHa (E 171), xent xenesen anokeua (E 172).

Bazunanen xpem

Kcanudun, nponmun napaxuapokcHOeH30aT, METHI NapaxuapokCcHOEH20aT,

TIMIIEpO, COpOUTOI, MPOMTHASHIVINKO, KapOoMep, TpueranonamuH 30 %, npeuncTena Boaa.
6.2 HecnLBMeCcTHMOCTH

Henpunoxumo

6.3 Cpok HA rognocT

36 Mecela

6.4 CrennajInn yc10BHS 32 ChXpaHeHHE

Ja ce cpxpangsa npu Temneparypa noz 25°C.

6.5 BHA ¥ ChAbLPRKAHEE HA ONIAKOBKATA




Bazunannu xancyau

Bmucrep or IIBX/TIBJX, ceappaau 12 parvHajHy Kancyid, NOCTaBeH B KAPTOHEHA KyTHA H
JIACTOBKA 34 NALHEHTA.

Bazunanen xpem

["bBKaBa aTyMuHHeBa TyOa Che 3alMTEH BBTPEIEH CIIOH OT ENOKCHAHA CMOJIA, MOCTABCHA B
KApPTOHeHAa KyTHA 388HO C ZO03HPALI AlUTHKATOP-CIIPHHUOBKA H IHCTORKA 38 IALHEHTA,

6.6 CnenHa/lHA NPEANA3HE MePKH IPH A3XBbLPASHE H padoTa

Hsama cneuvaiHH H3HCKBaHH!A.

Heusnon3sanvaT NekapcTBeH MPOAYKT WM OTNAXBYHHTE MaTepHanM OT HEro Tpsadsa na ce

H3XBHPJAT B CHOTBCTCTBHC C MECTHHTE H3INCKBaHHA.

7. IMPETEXATEJ HA PASPENNIEHUETO 3A YIIOTPEBA

POLICHEM S.A.
50, Val Fleuri
L-1526 JhokcemMOypr

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA
MAKMHPOP KOMIUIEKC 100 mg/40 000 IU/g parunaned kpem - 20040202
MAKMHPOP KOMITJIEKC 500 mg/200 000 IU parusanay kancynau, mexu - 20040203

9. JJATA HA ITHPBO PA3ZPEIIABAHE / ITOJHOBABAHE HA
PASPEINIEHHUETO 3A YIIOTPEBA

JlaTa Ha nBprO paspewnapane: 27 Anpui 2004 r.
Harta Ha nocnexto nogHoBsaBake: 13 Anpun 2010 r.

10. JTATA HA AKTYAJIN3HUPAHE HA TEKCTA

08/2018




