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1. HME HA JIEKAPCTBEHUA HPOAYKT

Jlomekcun 600 mg BATAHANIHA KANCYAA, MEKa
Lomexin 600 mg vaginal capsule, soft

2, KAHECTBEH H KOJTMYECTBEH CbCTAB

Beska kancynia cbhbIbpka:

AxmusHo set{ecmea,

denTukoHazonoe HUTpart (fenticonazole nitrate) 600 mg

[ToMOIIHM BELIECTBA C U3BECTHO ACHCTBHE, HATPHEB €T NapaxuApokcHben3oar, HATPHEBR NPONKN
napaxkapokcibeHzoar.

34 MbIHHA COHCBK HA NOMOWIHKTE BellecTBa BIDKTE Touka 6.1.
3. JEKAPCTBEHA ®OPMA

Meka pardnansa Karncyna.

4, KJIAHHYHHU JAHHHU
4.1. TepaneBTHUHH NOKAIAHHN

3a eqeHHe Ha KAHAMA03A HA MEHUTANHATA MUraBHLUA NIPH IOHOWH Hajl 16 rofMHY 1 BB3pacTHi. 38
NIEYEHHE HA XeHH HaA 60 rogHLLIHA BB3PACT, CEA KOHCYITALHA C JeKap.

4.2. Io3#poBKAa H HAYHH HA NPHIMKECHHE

CaMo 33 BArHHANHO NPHAOKECHHE.
EO?:HEOBKa

Enna meka Barnnanna kancyna 600 mg tpabsa na ce NocTaBH Abj0OKO BhB BArWHATA BEMEp Npein
nArade. [IpntoskeHHeTo MOXKE Aa Ce NOBTOPH CHEA TPH AHH, AKO CHMNTOMUTE NEPCHCTHPAT.

Heduampuuna nonynayus

BezonacnoctTa ¥ eikacHocTTa Ha JIOMEKCHH TipH Aletia noft 16 ropyHu He e Aokasana. Hama naHHu.
IpenopbukTennaTa A03a npu OHOWY Hal 16 COAHHKA € KaKTO NPH BL3PACTHH,

4.3. [Iporuponokazanus

CBpBXUYBCTBUTENHOCT KBM AKTHBHOTO BELUECTBO WK KbM HAKOE OT MOMOLHHTE BELIECTRE, U30poeHH B
Touka 6.1. JlomekcHn 600 mg MeKH BarMHaNHH KallCyaH CbIbPika COEB NEUUTHH. TO3H JIEKapCTREH

APOAYKT He TpaOBa f1a Ce fPHNATA HA [TALMEHTH ANEPrHYHU KbM (rbCTBLUH HITH CO4.

4.4, CnennaTHH NPelYNpemIeHns 1 npeAna3HA MepKH npy ynotpeba




Hskon oT noMoILHUTE BEIUECTBA HA BarHHa HaTa kancyJa (mapaxuapokcHGen3oaTh) MOKE 18 MPHUHHAT

aneprivyHu peakiiih, AKO ce NoABH A0KANHO NMOBHEIIABAHE HA YYBCTBHTENHOCTTA WK aN€priyHa

peakuusa, TeHSHNETO TPAGBA 14 Ce NPeyCTAHOBH.

[MaunenTtrte TpaGsa aa ObAAT NOCHLBETBAHM Aa C€ KOHCYNTHPAT ¢ TEXHHA Jiekap, ako:

HAMa oDNeKueHHe Ha CUMNTOMHUTE B PAMKHTE Ha €/1Ha CeAMMUA

- B C/lyyait H2 NOBTApALUH e CHMIITOMH (MOBEYe OT ABE HH(EKUHH B PAMKHTE Ha 6 Meceua)

- @dHaMHe3a C Hchexuun MpCO&BaHH IO NTOJ0B II'BT HAH KOHTAKT C NapTHLOP € HHd)eKLlHH fpcaaBaHa
o MOAGE BT

- Bb3pacT Hax 60 roguHu

- CBPBXUYBCTBHTENHOCT KbM HMHKIA30M0BH TPOAYKTH WK APYrH BarHHaIHKH NPOTHBOTBOMUHH
NPOAYKTH

- BCAKO HeOOHYAHHO WAM HENPaBHAHO BArMHAMHO KbpBEHE

- HalIH4YHE HA KPBB BLB BarHHANHHA CEKPET

- Bb3NAJEHHE HA BY/IBATA MW BATHHATA, PAHH HIIH MEXYPH

- Bcska Oonka B JoJjiHaTa 4acT Ha KopeMa HIH JH3YPHA

- HEeXENlaHH PEeaKkLUHH KaTo epuTema, CLpOex HiK 00pUB, CBbP3aHH C IEUEHUETO.

Barwnanuure kancynu He Tpsabea fa ce H3NON3BaT B ChHeTaHHE ¢ BapHEPHH KOHTPAUENTHBH,
CNEPMUUMAH, BATHHANHH AYILOBE MK APYTH BArMHAIHK NPOAYKTH (BUxkTe Touka 4. 5). [logxoaswa
Tepanud Ce Hanara, KoraTo H NapTHLOPLT CHIO € HH(EKTHPaH,

®enTHKORAz0N TPsOBA Aa & H3MOM3BA N0 BPEME Ha OPEMEHHOCT M KbPMEHE NoJ NeKapcKo HabNoAeH e
{BHATE TOUKA 4.6).

4.5, Baaumopeiicreae ¢ ApYrH AeKapcTBeHH NPOAYKTH H APYTH (OPMH HA B3aHMOAEHCTEHE
He ca npoBexaHH M3MHTBAHHA 32 B32NMOLEHCTBHE.

MacTHUTE NOMOLIHN BELIECTBA M MAcha BbB BarHHAIHUTE Kancynud MOrat ga yspeaaT KOHTPAUCNTHBHTE,
HallpaBeHH OT JIAaTEKC. HOK&TO H3NON3BAT TO3H NPOAYKT MNAUHEHTHTE TpﬂﬁBa Ja GbIAaT ChBETBAHH Ja
H3NMOA3BAT AITCPHATHBHH METOJIanpBﬂHaSHH MEPKH 33 KOHTpalUcni .

KomOunauuy, kouTo He ¢e MpeRophLYBAaT:
- CAEPMHLWIAK: MMA BEPOATHOCT BCAKO AOKANHO BATHHANHO NEYeHHe Aa ASaKTHBHPA ASHCTBHETO Ha
NOKANEH KOHTPALENTHREH CNEPMHLMA

4.6, ®epTHANTET, OPEMEHHOCT H KbpMeHe

bpeMeHHOCT
HMma orpaHnueHH JaHAH 33 edekTa NPy H3NON3BAHETO HA eHTHKOHA30M TIpH OpEeMEeHHH HEHH.

[TpoyuBaHHs NpH HBOTHH HE Ca NOKA3AIH TEPATOFEHHH eIeKTH, HO eMOPUOTOKCHYHH H (ETOTOKCHYHY
e(peKTH €a YCTAHOBEHW CAMO [IPH MHOTO BHCOKH N03H, NPHIMKEHH NepopanHo. (BHx Touka 5.3). Chex
BarnHaiHa ynorpeba ce o4akpa HHCKA CHCTEMHA €KCMO3HIMA Ha heHTHKOHa30n (BUK TOYKa 5.2).
@enTrKOHA30N TPAOBa 2a ce M3NON3BA N0 BpeMe Ha BPeMEHHOCT NOA Jiekapcko Habnioaenne,

Knpmene
[poyuBakKs Npy *UBOTHH NPH NEPOPANHO NPHIOAKEHHE 10KA3BAT, Y€ PEHTUKOHA3DA H/HIH HETOBHTE

MeTabOoNMuTH MOraT Aa ce eKCKpeTHpaT B MiaskoTo. [Topaay npenebpexcumara abcopbura NpH BATHHAAHO
MpHIOKEHHE HA PEHTHKOHA30M (BHIK TOMKA 5.2), He CE OHAKBA 3HAYMMO NPEMUHABAHE B KbpMarTa.
Benpexy, Ye HAMA HATHYHH 1aHHY, NOKA3BALLH Ye NIPH BArMHAAHO NPHIOKEHHE NIPH X0 ' a301




DepTHAUTET

He ca npoBexaaHn NpoyuBan#a npu Xopa 3a edexra 0T GEHTUKOHA301 BBPXY QEPTHIHTETA, HO U
IIPOYHBAHMATA MPH XKHBOTHH HE C NOKA3AIM HAKAKBE edeKT Ha NeKapCTBOTO BbpXY GepTuanTeTa (BHKTE
TOuYKa 5.3).

4.7. EdexTH BLpXY cnocodHocTTa 34 odupane n patoTa ¢ MalIHHA
JloMeKcHH He MOBNHABA WM NoBAUsBA NpeHebpexuMo cnocofHocTTa 3a Wodupane n paboTa ¢ MaldHK.
4.8. Hexeanu 1eKapceTBEHH peakilHi

Korato ce u3n0/138a KakTo € npenopb4ano, JlomekciH ce pesopbupa c1abo ¥ CHCTEMHH HEKENAHH
peaKUMH He ce 0uakBaT. JIeko, NPexoAHO yCelllaHe 3a TapeHe MOXKE J1a €& [IOABH CIE/ NpHaraHe.

IIpoapmkutenuaTa ynorpeba Ha NpOAYKTH 3a NOKANHO MPHIOKEHHE, MOXKE Ja J0BCIE 10 TOBHLIABAHE Ha
YYBCTBMTENHOCTTA (BHXK TOUKA 4.4),

B Tabnuuara no-1ony ca chobLIeHH HEXENZHHTE PeakHi W ONHCaHH B ChoTBeTcTBHE ¢ MedDRA
CHCTEMO-OPTaHHH KIIACOBE U YECTOTA:

MHoro yecTd (>1/10); yecru (>1/100 po <1/10); seuectn (>1/1 000 no <1/100); peaxn (>1/10 000 go
<1/1000); muoro peaku (<1/10 000), ¢ Hen3BecTHa YeCTOTa (HE MOKE 114 C€ HAMPaBH OLEHKd OT
HANUYHHTE JAHHK).

Cucmemo-gpzanen Kaac Hecmoma Ilpednouuman mepsun
Hapytuexus Ha MHOTO pPeaKH YcelaHe 33 BYJIBOBAMHHAHO
pPeNpOAYKTHBHATA CHCTEMA W napeHe
repAaTa
Hapywenns Ha koxaTa u MHOTO PeaKH Epurtema
NOAKOXKHATa ThKaH [pypuTyc

Obpus
OOk HapylleHHA ¥ eeKTH HA | ¢ HEM3BECTHA YECTOTa CBPBXYYBCTBHTENHOCT HA
MSACTOTO Ha NPHIGKEHHE MACTOTO Ha NPHIOKEHHE

CrobliaBaHe Ha NOOIUPAHH HENENAHKH peaKuuu

Cpo0luaBaHeTo Ha NOAC3MPAHH HeXelaHn PeakiMy cliel pa3pelllaBale 3a ynorpeba Ha NEKapCTBEHUA
MPOAYKT € BaxXHO. TOBa N03BOJSIBA A4 NPOALIDKA HAOIIOAEHHETO HA CHOTHOLIESHHETO MOM3a/PHCK 38
JeKapCTBEHHS TPOAYKT. OT MEJHUHKCKHTE CNELHATHCTH Ce U3HCKBA Aa Cho0ulaBaT BCAKA NOA03KMPaHA
HeseaHa peakiua upes:

M3nennuTenHa arenuns o feKapeTBata

ya. ,HdamsH [pyes Ne 8

1303 Cotpus

Ten.: +35 928903417

yebcait: www.bda.bg

4.9. Tpenosupane

-He ce cbobuiaBanu cnyuan Ha Npeno3Hpanxe.

DeHTHKOHA30] € NPeJHAZHAYEH CaAMO 3a JIOKAJIHO NPHJIMKEHWE, HE 3a Nepopanda yng - B cayuah
. iy

Ha HHUMIEHTHO NIONTBLIAHE MOXE Na Ce MOABH CTOMALIHa GonKka W NOBPBIIAHE. / Vﬁk’\\ﬂfif_’?ﬁ e

5. PAPMAKOJIOIHYHY CBOMCTBA



5.1. GapmakogHHAMHYHH CBOHCTBA

{apMaxoTepaneBTHYHA rpyna: FTHHEKONOrHYHA AaHTHHH(PEKIHOZHY IEKAPCTBA H RHTHCEITTHLH;
MMHIA30/I0BH AEPHBATH.
ATC kon: GO1AF12.

PeHTHKOHAZ0J & WHPOKOCNEKTBEPECH AHTHMHKOTHKOTHYECH ar¢HT C BUCOKa (I)yHFHCTaTHL]Ha H CI)}’HFHLI,HJJ,HEI
AKTHBHOCT KbM JepMaTopHTH (BCHUkY amMoBe Ha Trichophyton, Microsporum, Epidermophyton),
Candida albicans v KbM APYTH TIPHUHHATENH HA CHOMUHY HHBEKLNN NO KOXKATA ¥ IMFABULATA.
MeHTHKOHA30/ MMa CbLUO AHTHOAKTEpHATTHA AKTHBHOCT MPOTHB [ paM-NonokHTenHH HakTepHH 1
AHTHTIAPA3MTHO AcHCTBHE cpelly Trichomonas vaginalis.

To# NposiBABa AHTHMHKOTHYHATA CH AKTHBHOCT Ype3 HHXHOHPaHe CeKPELMATa Ha KHCeNIa NpoTeasa oT
Candida albicans, paspyiuasane Ha Ha HUTOMNA3MEHaTa MemOpaHa u GoKKMpaHe Ha LIHTOXPOMHATa
OKCH/a3a W NepoKCHAA3A.

5.2, DapmakoKHHETHUYHH ¢poficTRa

Cnen Barunanno Npuoikenne Ha (DEHTHKOHA3ON TIPH X0pa, aCopOUMATA € HETHAUMTENHA: IPOBEeAeHY
(bapMaKoKHHETHUHH NPOyYBaHUA NPH ABE I'PYNH NALMEHTH TPETHPAHH ¢ PEeHTHKOHA30/108 HUTpaT 1 000
mg, NPWIOKEH BArHHANHO, MOKa3BaT ue abcopbLMATA NPH NaUMEHTH ¢ BYJIBOBATHHANHA KAHIHI03a €
cpeano 1,81 £0,57%, nokaTo NpH 34paBH 10OPOBOILM C HOPMASTHA BATHHAIHA JINTABHLLA HAK TIPH
MALKEHTH C UEPBUKAREH KapPLHHOM, AMaNa3oHbT Ha abcopbuus e cpenno 0,58% u 1,12%, & 3aBucHMocT
OT fo3aTa.

5.3. IIpeAkAHHHYHHA KaHHH 32 Ge30NaCHOCT

\
HexnuuwnuHnute paHHw He nokassat ocoben PHCK 3a Xxopa Ha Gazara Ha KOHBEHLMOHAIHUTE
(bapMaKOJ'IOI"H‘-lHH npoy4yBaHuAa 34 6630ﬂaCHOCT, npoy4YyBaHHA 34 TOKCHYHOCT fApH MHOTOKDATHO
fMpHharale, reHOTOKCHYHOCT, KAHLCPOICHEH MOTEHUHAaN, PENPOAYKTHBHA TOKCHYHOCT W TOKCHYHOCT 3a
Pa3BHTHETO. HpH HCKJIWHHYHHUTE NpOY4YBaHWA CaMO NpPH €KCNO3HUHK, 338 KOHTQ CE€ CuHTa, 4€ €3 B
AOCTaTBYHA CTENEH NO-rojleMH OT MAaKkCHMAJTHAaTa €KCNo3KMLHKa [P Xopa, e HabAaaBAT CCbGKTH, KOHUTO
NOKa3sBaT MAJKO 3HAYCHHE 38 KMHHWYHETA ynmpeﬁa.

6. PAPMALHEBTHYHH JAHHHA
6.1. Cn#chK Ha NOMOLHNTE BELleCTBA

IlenuuTeny: TeueH napagmy, 641 Ba3eSIMH, COEB NELHTHH
Cvcmagru ha obeusrama:

KENATHH

rAHuepon

THTanoB adokcug (E171)

HATPHEE eTHN napaxuapoxkcnbelsoar (E215)

HaTpHEeBR nponui napaxuapokckOensoar (E218)

6.2. HecbBMecTHMOCTH

e
;
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6.3. Cpok Ha rogHoeT




3 rOAMHHM B HEOTBOpEHA ONAKOBKA, CbXPaHABAH TIPABHIIHO.
6.4. Cnenmannm ycioBus HA CbXpaHeHHe

He uzuckear,

6.5. Bua n chbabpiande HAa onakoBKaTa

Kancynure ce mpensarar B PVC/PVDC u anymuunen 6vicTep, NOCTaBeH B KAPTOHEHA KYTHS,
Onakogka ot | kancyna,

6.6 Crieunanuu npeanasHu Mepkd Apu HIXBLPAAHE B paoTa
Hama cneuuanin u3nckBaHus.

Heunsnonssauust NEKAPCTBEH [IPOAYKT HITH OTNAABUHHTE MATEPHUAIH OT HEro TpﬂﬁBa Aa C€ H3XBLPJAT B
ChOTBETCTBHE C MECTHUTE H3HCKBaHHA.

7. IIPATEXKATEJ HA PASPEIIEHUETO 3A YIIOTPEBA
Recordati Ireland Ltd.,

Raheens East, Ringaskiddy Co. Cork,

Hpnauzus

8. HOMEP(A) HA PASPEIIEHHETO 3A YHHIOTPEBA
Peructpauuonen Ne 20040138

9. IATA HA ITbPBO PA3PEHMIABAHE/MOIHOBSIBAHE HA PA3PEINEHHETO 3A
YIHOTPEBA

Hata Ha nepBo paspewasaue: 30 mapt 2004
Hara Ha nocneaHo nogHossgaue: 09 rou 2009

10. TATA HA AKTYAJIU3UPAHE HA TEKCTA

05/2021




