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JIHCTOBKA: llllll)OpMal[ll;ﬂ% "

MAKMHPOP KOMILIEKC 100 mg/40 06 H% Sarauanen xpem 77 -3 oL,
MACMIROR COMPLEX 100 mg/40 000.IUl/g vaginal cream......./ ..o

Hudyparen/Hucratun (Nifuratel/Nystatin)

IlpovuereTe BHEMATENHO KWJIATA JHCTOBKA NpeRH Aa 3am09YHETE Aa H3NO0J3BATE
HPHJIATATE TOBA JICKAPCTBO, Thil KATO TH CHALP:KA BaXkHA 32 Bac ardopmManns. |

. 3anazere TazH JMCTOBKA. MO3ke Ja Ce HAIOXKH JIa 1 ITPOYETETS OTHOBO.

. AKO #nMaTe HAKAKBH [OONBIHHMTENHHM BBIPOCH, Nonuraire Bamms nexap HIH
tapMareBT.

® Topa nexapeTBO € nNpeAnHcaHo JuuHO Ha Bac. He ro mpeorcrenBalite Ha Ipyrd
Xopa. To MOXe Aa UM HABpeaH, HE3aBHCHMO OT TOBA, Y€ TEXHHMTE¢ CHMITOMH Ca
cpIMTe kaTo Bamwre.

° AKO nomyunTe HIKAKBY HE)KEJNIAHM JICKAPCTBEHH peakiiiH, yRezoMeTe Bammua nexap

wix ¢apMaesT. ToBa BKIOYBAE M BCHYKM BB3MOXKHHM HeKelIaHW peaKivy,
HEOIMHCAaHM B Ta3H JIHCTOBKA. BipkTe TOuKA 4.

KAKBO CHABPKA TAIH JACTOBKA

1. Kakso npeacrasnasa MAKMHWPOP KOMIUIEKC BaruHaneH KpeM H 3a KakBO C€
H3M0JI3Ba |

KakBo tpabpa na 3mHaere npeau za msnomsBare MAKMHWPOP KOMIUIEKC
BarvMHaJICH KpeM |

Kak 1a mznonssare MAKMHUPOP KOMITJIIEKC BaruHanen xpem

BE3MOKHH HeXSaHH PeaKLHH

Kak na chxpanssare MAKMHUPOP KOMIUIEKC parHHaieH KpeM

CeaspixaHHe Ha ONMAKOBKATA H AOITBIIHUTEIHA HHpOpMAaIpas

»

A

1. Kakso npeacrasnssa MAKMHAPOP KOMILIEKC Baranajien KpeM H 3a
KAKBO Ce H3M0JI3BA

MAKMMPOP KOMIUIEKC BaruHanieH KpeM € KOMOHHAIHS OT AKTHBHHMTE BEHIECTBE
HAUGypaTell H HHCTATHH M TNpPHHAWIEKH KbM TIpYyNaTa Ha THHEKOJIOTHYHHTE
aHTHMH(EKIIHO3HA CPEACTBA M AHTUCENTHUM ¢ H3KIOYEHHEe Ha KOMOMHamMH ¢

KOPTHKOCTEPOHAM; AHTHOHOTHIIM.

Hudyparen npHTekapa aHTWTPMXOMOHA3HO, AHTHMHKOTHYHO (IpOTHBOreOHUHMO) W
anTHOAKTepHaNHO JelicTBHe. HeroBHAT nomuBaneHTeH e(peKT NO3BONABA JIEYSHHME HA
BarWHUTH CBC CMECCHA CTHONOTHA, NPOQHIAKTHKA HA MHKO3HM, IPEAN3BHKAHH OT
CNCLHPHYHOTO IEYEHHEe HA TPHXOMOHHA3H.

HuctaTul e 1o6pe uaBecTeH aHTHOHOTHK ¢ GpyHrHIMAHO AcHCTBHE, 0COGEHO AKTHBEH Cpenty
munerHte Ha Candida sp.

KoMOuHALHATA HHMQYpaTel-HHCTATHH TIPHTE)XABAa INHPOK CIEKTEp Ha JAcHCTBHE ©
AHTHMUKOTHYHO, TPHXOMOHAUMOHO M aHTHOakTepuanHO jeiicTeHe, 0e3 yCTAHOBCHH
HeONarolpHATHH B3aHMOACHCTBHA MEXKIY ABETC aKTUBHH BEIIeCTRA. .
Ome mobeue, MexkAy OBETC AKTHRHH BEIIECTBA CHINECTBYBA JOKA3aH
CHHEPrH3bM IIO OTHOIIEHHWE KAKTO HA AHTHMMKOTHYHOTO AclicTBHe (M.
hominis 1 U. urealyticum) Taka u ksM Gardnerella vaginalis.




EdeKTHBHOCTTA H H3BBLHPEAHO HMCKATA TOKCHYHOCT HA IPOAYKT4 MO3BOJABAT IOHPOKO
KMUHAYHO NpWIOKEHAE, ocobeno yoxkanHo. KomOmuaumaTa or Hudyparenl M HHCTATHH
NO3BOJNABA AA C€ [IOCTHUTHE ,[Tb/IeH (DYHIMIACH eeKT’ W MPOBEXKAAHETO HA MHOTOCTPAHHO
JCeYCHHE Ha BATHHHMT, KOETO ofe3nedaBa YHMIIOKABAHETO HA [ATOTCHHMTE AarcHTH,
NpeAH3BAKBAIH MHpEKUHATA (KaHO@MAA, TPHXOMOHAC H OakTepHH) H BB3CTAHOBABA
($H3HOMOTMMEITE YCIIOBHA BBB BAarajgumero. [IpOAYKTET NPENOTBpATABAa pPEIMIAHBHTE,
KOMTO MOTAT Aa BH3HHKHAT CJ1eJ] H3TIeKyBaHe Ha TbpBHHATE HHEKIHH.

MAKMHPOP KOMIINIEKC paruuaneH KpeM ce HpWIara IpH KOMIUIEKCHOTO JICUCHHE HA
BYJIBOBaTHHANHA HH(}EKIHH, NpPHYHHEHH OT NAaTOreHHH MHKpoopraHmsMmH: Candida,
Trichomonas 1 GakTepu.

2. Kaxpo TpalBa aa 3naere mpeas aa msnoassatre MAKMHPOP KOMILTEKC
BATHHAJIECH KpeM

He w3nonspaiite MAKMMPOP KOMILUIEKC parsaanen xpeM

. aKo CTe AJSpTMYHM KbM AKTHBHHTE BEINECTBA - HMCTATHH H HH(YpaTen WIH KbM
HAKOA 0T OCTAHAJINTE ChCTABKH HA TOBA JIcKapCTBO (M36poeHH B TOUKA 6).

IIpesynpexsiennas B NPeANATHE MEPKH
I'oeopere ¢ Bamug nexap wiH gapmanert, npenu na npuemere MAKMUAPOP KOMILUIEKC
BarHHAJICH KpEM.

Ipoasmkrrenuara ynorpeba Ha IEKAPCTBEHUA NPOAYKT MOXKE A8 IIPEAM3BHKA PAalBUTHE Ha
CBPBXYYBCTBHTEJIHOCT. IIpH mogBa Ha NPH3IHAUH HA CBPBLXYYBCTBHTENHOCT, NPUIOKEHAETO
Ha JIEKapCTBEHUA NMPOXYKT TpAOBA Ja ce MpeycTaHOBM.

ITo BpeMe Ha JrleyeHHeTO TPAOBA. Ja ce HIGATBAT TIONIOBHTE KOHTaKTH.

HApyra aexapersa B MAKMHAPOP KOMILIEKC saranajieH KpeM
Hudopmupaiite Banng nexap Wi ¢papMalerT, ako NMpUeMaTe, HACKOPO CTe NMPHEMATH HIH €
BB3MOIKHO J1a IpHEMETE APYTM ACKAPCTBA.

BpeMeHHOCT H KbpMeHe

Axo cre OpemeHHA WIH KEPMHTe, CMATATE, 4e MOXe Ja cTe OpeMeHHa WIM IUIaHHpATe
OpemeHHOCT, IOChBETRAlTEe ce ¢ Bamma nekap win dapMauesT npelH ynorpedara Ha TOBa
JIEKApCTBO. |

MAKMMHWPOP KOMILJIEKC BaruHaneH KpeM MOXe Ja ce TIPHJAra moj JeKapcKH KOHTPOJ
o BpeMe Ha OpeMEHHOCT M KbPMEHE caMO aKko BamusaT jiexap mpeneHH, 4ye yrnorpebarta €
aGCoIIOTHO HeOoOXOMHMa.

Modupane n pabora ¢ MANEE

MAKMHUPOP KOMIUIEKC parunaneH KpeM He MOBIHSBA CrOoCOGHOCTTA 3a modupade H
pa6ora ¢ MAHTHHA.

MAKMHPOP KOMILIEKC Barsmajies KpeM ChAbPER HPOTHJT
NAPAXAAPORCHGLHIOAT, METH NAPAXHAPOKCAOCH3I0AT B HPONANCHIVIEKO. IIpomin
NapaxXMAPOKCHOSH30aT, METHJI TAPAXHIPOKCHOEH30aT MOXKE Na IIPEAM3BHKAT ANCPrUdHM
peakiHH (BepoATHO or 3abapeH TvI). ToBa JIeKapcTBO ChAbpika 50 Mg NPONHISHTITHKON BEB




TTpenoppumrenHara Aoz2a €: 2,5 g BArHHAJICH KpeM BeAHbXK AHEBHO B mpogbipkeHue Ha 10-20
THH, Wnu 2,5 g BardHaNeH KpeM [iBa IThTH AHEBHO B IPOABDKCHHE HA 7-10 qum.

HayuH Ha npyiIoXKeHHe
HeoOX0auMMOTO KOIMYECTBO BATHHANECH KpeM TpaOBa Na ce MPHUIOKH ¢ MNOMOINTA Ha

[UIACTMACOBHA AIUTHKATOP 38 JO3HMpaHe, KOHTO e NpPHIOKEH B ONAKOBKATA, NO ClICAHHA
HAYHH:

1. 3aBHBa ce IIACTMACOBHA annmmp 38 JO3MpaHEe BHPXY TybaTa HA BArHHATHHA KPEM H
Ty0aTa ¢& CTHCKA, JOKATO B AIUTHKATOPa MOCTHIE HEoOXOAMMOTO KONHYECTBO BarWHAICH
KpeM (cnopea MapKMpORKATA, CHOTBETCTRALLA HA TPAMOBE KpEM).

2. PasBuBa ce amummkaropa oT TyOara M ce mocTaBd BbB Biarammmero. Hatucka ce 6yranoro
AOKATO KpeM4a MPEMMHE BBbB BIATATHINECTO.

3. Axo ¢ Heo0XOAMMO, 3a MO-IECHO HAHACAHE Ha BarWHAJIHMA KPEeM, TpAOBa Aa ce M3BaaM
KaHIOJIaTa 0T 6yTaloTo M Jia ce 3aBHEe Ha MPOTHBONONOXHHA Kpai Ha aliIMKaTopa, npend Aa
ObJe nocTaBeH BEB BIIArATHILETO.

B onakoBkara € NpWIOKEH €JMH IUIACTMACOB amumkarop. Cliell KaTto Ce M3NoN3Ba
AIUTHKATOpa, TOH TpaGpa ga Ce H3MHE HAITKWIHO M MO TO3H HAYMH Ja c¢ HOATOTBA 34

cieaBamara ynotpeoda.

AKO CcTe mpHeJR mOBeYe OT HeolxomEMatra Ao3a MAKMHPOP KOMILIEKC
BArHHAJICH KpeM
IIpeneit HaYMHA Ha NPHIIOKEHHE, NPEIO3HPAHETO € HEBBIMOXKHO.

Axo cTe mponycrann aa npaeMere MAKMHPOP KOMILIEKC BATHHAIHH KanCyJ s
YaenoMere Bamnua nexap, ako cTe NPONYCHANM €HA HIIH MOBEYE JO3H.
He B3emaiire qBolina go3a, 38 fla KOMIIEHCHPATE NIPOIYCHATATA.

AKO ¥MMaTe HIKAKBH NOMBIHHTENHH BBIIPOCH, CBEP3aHH ¢ yIoTpeGara HA TOBA JIEKapCTBO,
nonuralite Bamua nexap WM gapManepT.

4. Bp3MokHE HeXxeJIaHH PEAKDHA

Kakro Bcwuku sexapctea, MAKMHUPOP KOMIUIEKC BaruHaneH KpeM M
NpeAN3BHKA HECTIAHH PEaKILHK, BBIPEKH Y€ HE BCEKH I'H IOJIy4aBa.

IIpn npunoxennero Ha MAKMHWPOP KOMIUIEKC BaruHaneH kpem
CIEAHHMTE HEXEIAaHN PeaKiiiH;




Muoro peaxn (Morat aa 3acernaar Ao 1 ua 10 000 aymn):
¢ H30AHPAHH C/TyYaH HA ATCPrHIHH peakiiuy (AePMATHT, YPTHKApUS)
¢ BarkHATHO MAPCHE, BArHHAICH chpOexk

Crod0maBane HA HeXKeJIAHE PEAKHHE

AKO MOIyYdTEe HAKAKBH HEKENAHH JIEKapCTBEHW peakuuy, veeaoMere Bamma nexap wim
¢dapmanterr. ToBa BKIIOYBA BCHYKHM BB3MOMHH HEOMMCAHM B Ta3zH JIMCTOBKA HEXEIaHH
peakiyn. Moxere chIMO Aa CHOOMINTE HEXENAHH PEaKUHH AWPCKTHO Ype3 HALMOHAIHATA
cHcTeMa 38 cpobmagane: | H3TBIHUTENHA ATSHIHA IO JICKAPCTBATA, YiL.,.JamsaH I'pyes” Ne 8,
1303 Codma, Ten.: +35 928903417, yebceaiir: www.bda.bg.

KaTto chobimaBate HexenaHH PEakiliM, MOXKETe A2 AajcTe CBOA NMPHHOC 38 MOyvaBaHe Ha
noseye HHpopMAaHa OTHOCHO 6e3011acCHOCTTa Ha TOBA JIEKApPCTEO.

5. Kaxk aa cpxpangasare MAKMHPOP KOMILUIEKC sarmaaieH KpeM

Ha ce cexpangBa npy TemMneparypa nog 25°C.

Ha ce cexpanaBalite Ha MACTO, HEAOCTHITHO 32 AENA.

He n3ponspaiite MAKMHAPOP KOMITJIEKC cnen cpoka Ha TOJHOCT, OTOCNIA3aH BBPXY
KApTOHEHAT2 oNaxkoBKa. CpOKET HA NOAHOCT OTrOBapA HA IOCICAHMA AEH OT NMOCOYEHHA
Mecert,

He maxppprgiiTe nekapcTBaTa B KAHATH3AUMATA HWIM B KOHTEHHEpa 33 JOMAUIHH OTTARBIIH.
[Nomurafire Baimis dapmMaueBT Kak Aa H3XBEPJIATE JEKAPCTBaTa, KOUTO Beye HE M3MOJI3BATE.
Te3r MEpKH e COMOTHAT 33 ONa3BaHe Ha OKOIHATA Cpe/a.

6. Crabpicanne HA ONAKOBKATA H JOULIHETEIHA HEGOpMANHY

Kaxso coaspxa MAKMHUPOP KOMILNEKC Barunajien KpeM

1 g parvHaneH KXpem chAbBPKA:

AkrtHBHHATe BeecTna ca: nudyparen (nifuratel) 100 mg, macTaTin (nystatin) 40 000 IU
IlomomHy BelmecTEa ca: KCAMM(HH, NPONMHI NapaxHApokcHOEH30aT, MeTHa Iapa-

XHAPOKCHOEH30aT, rmuepos, COpOMTON, NPOIMISHITIHKON, KapOoMep, TpHETaHOIaMHH
30 %, npeuncreHa Bozaa.

Kak wiraexaa MAKMHMPOP KOMILIEKC parunaien KpeM H KaKBO CLALPKA
OIAKOBKATA

MAKMHPOP KOMIUIEKC BaruHaneH KpeM € ONaKoBaH B I'EBKaBa afyMHHHCEA TyDa CBC
3al0HTEH BBTpelieH CJI0H OT €MOKCHAHA CMOJia, chabpxama 30 g KpeM H ce Ipeqiara B
KAPTOHEHA KYTH# 3a8/THO C JI03HpAll AIUTMKATOP-CIIPHHLIOBKA M TMCTOBKA 38 MALMEHTA.

IIpaTexaTen HA pajpemenmeTo 3a ynorpela
POLICHEM S.A.

50 Val Fleuri

1-1526 JhoxkcemOypr

Ipon3poanTen

Doppel Farmaceutici S.r.1.
Via Martiri Delle Foibe 1
1-29016 Cortemaggiore
Piacenza, Hranns




3a pombiaHMTENHA HHQOpPMAIMA OTHOCHO TOBA JIEKAPCTBO, MOJIS CBBpPXKETE €€ C JIOKATHMS
MpEICTABHTEN HA IIPHTEKATENIA Ha paspelieHHeTO 3a ynoTpeba:

Anmxeninun OapMa brarapus EOO/]
Byn. ,,Acen Hopmanos” 10

Codus 1592, Brarapas

Ten: +359297513 95

dakc: +3592 971 57 45

JaTa HAa HoCcaeAHO npepajriexaane aa aucroprara 08/2018.




