RUSSIAN

ENGLISH

AZERBAIJAN

WHCTPYKUMSI MO NPUMEHEHMIO NEKaPCTBEHHOTO MNPOoAyKTa
(4nsa naumeHToB)

METPOIUN" NMKOC renb BarMHanbHbIN
METROGYL" PLUS

MexayHapoaHoe HenaTeHTOBaHHOE Ha3BaHMe:
Knotpumason+ MeTtpoHuaason

CocraB (Hal r rens)
AKmMuBHbIe seuiecmasa.

MeTpoHuaason 10 mr
KnoTtpumason 20 mr
BcrnomoezameribHble sewecmsa:

©GeH3unoBbI CnMpT 40 mr
OuHaTpusa agertaTt 0,5 mr
kapbomep-940 10 mr
MeTunnaparngpokcmbeHsoat 1,5 mr
HaTpuUsA rmgpokcng 2 Mr
nponunnaparngpokcnbeHsoar 0,5 mr
NPOMNWUEHTNNKOMb 50 mr
BOAa CK. Tpeb. poir

OnucaHue
OpHopoaHbI - onanecuupyowuin  rens 6enoro  uUnu
noytu 6enoro uBeTa

dapmakoTepaneBTUYECKaA rpynna
MpoTnBoMUKpOGHOE 7] NPOTUBOMNPOTO30MHOE
CPEACTBO + NPOTUBOrpMGKOBOE CPEACTBO.

ATX kon: GO1AF20

dapmakonornyeckme CBOMCTBa
®PapmakoOuHaMuKa

KoMOGMHMpOBaHHbIN npenapaTt ans
WHTpaBarMHanbHoOro mnpuMeHeHus, 3PEKTUBHOCTb
KOTOporo obGycrnoBneHa HanuuMem B €ero cocTaBe
OBYX aKTMBHbIX KOMMOHEHTOB: MeTpoHMZa3ona u

The instruction on use of medicinal product
(for patients)

METROGYL"” PLUS vaginal gel
International non-proprietary name:
Clotrimazole + Metronidazole

Composition (per 1 g of gel)
Active ingredients:

Metronidazole 10 mg
Clotrimazole 20 mg
Auxiliary substances:

benzyl alcohol 40 mg
disodium edetate 0.5 mg
Carbomer-940 10 mg
methyl parahydroxybenzoate 1.5mg
sodium hydroxide 2mg
propyl parahydroxybenzoate 0.5 mg
propyleneglycol 50 mg
water g.s. uptolg
Description

White of nearly white homogeneous opalescent gel

Pharmacotherapeutic group

Antimicrobial and antiprotozoal agent + antifungal
agent.

ATC code: GO1AF20

Pharmacological properties

Pharmacodynamics

Combined medicinal product for intravaginal
administration efficiency which is associated with
two active components: metronidazole and
clotrimazole.

Darman vasitasinin istifadasi lizre talimat
(xastalar Uglin)

METROGIL" PLUS vaginal gel
METROGYL" PLUS

Beynalxalq patentlasdiriimamis adi:
Klotrimazol + Metronidazol

Torkibi (1 g gel Ggln)
Tasiredici maddalar:

Metronidazol 10 mq
Klotrimazol 20 mq
Kémoakgi maddslor:

benzil spirti 40 mq
dinatrium edetat 0.5 mq
karbomer-940 10 mq
metil parahidroksibenzoat 1.5 mq
natrium hidroksid 2mq
propil parahidroksibenzoat 0.5 mq
propilenglikol 50 mq
su k.q. 1 g.- a qader
Toasviri

Ag va ya agimtil rongli, eynicins, pariltil gel

Farmakoterapevtik qrupu

Antimikrob ve antiprotozoy vasite + gébalak aleyhina
vasita.

ATC kodu: GO1AF20

Farmakoloji xiisusiyyatlari

Farmakodinamikasi

Effektivliyi tarkibinde olan iki tesiredici maddanin:
metronidazol ve klotrimazolun olmasi ils sertlenan
intravaginal istifade G¢in kombinaolunmus derman
vasitesidir.




KnoTpmumasona.
MexaHn3am OencTBMst MeTpoHuaa3ona 3aknovaeTcs
B OMOXMMUYECKOM BOCCTAHOBIIEHUN S—HUTPOrpynnbl
BHYTPUKITETOUYHLIMW  TPAHCMOPTHBIMX  NPOTENHAMM
aHa9pOOHbLIX MUKPOOPraHM3MOB W MPOCTEMLLUX.
BoccTaHoBrneHHaa 5 — HUTporpynna meTpoHuaasona
B3anmogencteyeT ¢ AHK kneTtkn mMmnkpoopraHnmamos,
WHIMONPYS CUHTE3 WX HYKINEMHOBBIX KUCIOT, 4TO
BegeT K rmbenu Gaktepuin. AKTMBEH B OTHOLUEHWUU
Trichomonas vaginalis, Entamoeba histolytica,
Gardnerella vaginalis, Giardia intestinalis, Lamblia
spp., a makxe obnuzamHbix aHaspobos Bacteroides
spp., (8 mom yucrne Bacteroides fragilis, Bacteroides

thetaitaomicron, Bacteroides vulgatus),
Fusobacterium spp., Veillonella spp., Prevotella
(Prevotella bivia, Prevotella buccae, Prevotella
disiens) u  HeKomopbIX  2paMronoXumeribHbIX

MukpoopeaHusmos (Eubacterium spp., Clostridium
spp., Peptococcus spp., Peptostreptococcus spp.)
MuHrumanbHas nodasnsowas kKoHueHmpauus (MFIK)
ons amux wmammos cocmaensiem 0,125-6,25
mke/mn. K memporudasorny HedyscmeumesibHbl
aspobHbie MUKPOOp2aHu3Mbl U @haKy/lbmamueHbIe
aHaspobbl, HO 8 npucymcmeuu cMewaHHoU ¢hriopbi
(aspobbl u aHaspobbl) mempoHudaszon delicmeayem
CUHepau4yHo ¢ aHmubuomukamu, 3HeKmMuUBHbIMU
npomug 0bbI4HbIX asapobos.

Knotpumason sBnsetcsa npousBogHbIM MMMOA30na.
OkasbiBaeT dyHrMumgHoe pencteue. CHwkaeT
CMHTE3 3proctepona, SBMSIOWErocd COCTaBHOW
YacTblo KIETOYHOM MeMbpaHbl MUKPOBHOWM CTEHKM, U
NPUBOAUT K U3MEHEHUIO €€ CTPYKTYpbl U CBONCTB. B
MasbIX KOHLEHTpaunax 4encTByeT hyHIMCTaTUYECKN,
a B 6onbwux (6onee 20 Mkr/mn) - QYHrMUMAHO,
NpUYeM He TOSbKO Ha nponudepupytoLme knetku. B
YHIMUMOHBIX KOHLEHTpaUMax B3auMOOEWCTBYET C
MUTOXOHAPUANbHBIMU " nepokcnaasHbIMU
depmeHTamn, B pes3ynbTate uYero MpouCxoauT
yBeNMYEHNe KOHLIEHTpauuMn nepekucu Bogopoga o
TOKCMYECKOTO YPOBHS, YTO Takke cnocobcrByeT

The mechanism of action of metronidazole involves
biochemical reduction of 5-nitro group by
intracellular  transport proteins of anaerobic
microorganisms and protozoa. Reduced 5-nitro
group of metronidazole is reacted with DNA of
microbial cells, inhibiting synthesis of nucleic acids,
which leads to the death of the bacteria. It is active
against  Trichomonas  vaginalis, = Entamoeba
histolytica, Gardnerella vaginalis, Giardia
intestinalis, Lamblia spp., as well as against obligate
anaerobes Bacteroides spp., (including Bacteroides
fragilis, Bacteroides thetaitaomicron, Bacteroides
vulgatus), Fusobacterium spp., Veillonella spp.,
Prevotella (Prevotella bivia, Prevotella buccae,
Prevotella disiens) and some gram-positive
microorganisms (Eubacterium spp., Clostridium
spp., Peptococcus spp., Peptostreptococcus spp.)
The minimum inhibitory concentration (MIC) for
these strains is 0.125 - 6.25 mg/ml. Aerobic
microorganisms and facultative anaerobes are
insusceptible to metronidazole, but in the presence
of mixed flora (aerobes and anaerobes)
metronidazole acts synergistically with antibiotics
that are effective against common aerobes.

Clotrimazole is an imidazole derivative. Exerts
fungicidal effect. It reduces the synthesis of
ergosterol, which is a part of the microbial

membrane cell wall, and causes a change in its
structure and properties. At low concentrations
clotrimazole exerts fungistatic effect and at high
concentrations (more than 20 mkg/ml) exerts
fungicidal effect, not only on proliferating cells. At
fungicidal concentrations clotrimazole interacts with
mitochondrial and peroxidase enzymes, resulting in
an increase in hydrogen peroxide concentration up
to toxic levels, which also contributes to the
destruction of fungal cells. Clotrimazole is highly
active against pathogenic dermatophytes
(Trichophyton mentagrophytes, Microsporum canis,
Epidermophyton floccosum), yeasts and mold fungi

Metronidazolun tosir mexanizmi anaerob
mikroorganizmlerin  ve ibtidailerin  hlceyroadaxili
nagliyyat proteinleri tarefinden metronidazolun 5-
nitrogrupunun biokimyavi reduksiyasindan ibaratdir.
Metronidazolun reduksiya olunmus 5-nitrogrupu
mikroorganizm hdceyralerinin DNT-si ile qarsiligh
tesirde olub, onlarin nuklein tursularinin sintezini
inhiba edearak bakteriyalarin mahvina sabab olur. O,
Trichomonas vaginalis, Entamoeba histolytica,
Gardnerella  vaginalis, Entamoeba  histytica,
Gardnerella vaginalis, Giardia intestinalis, Lamblia
spp, o climleden obliqat anaeroblara, Bacteroides
spp., (Bacteroides fragilis, Bacteroides
thetaitaomicron, Bacteroides vulgatus daxil olmaqla),
Fusobacterium spp., Veillonella spp., Prevotella
(Prevotella bivia, Prevotella buccae, Prevotella
disiens) ve bazi qram-misbat mikroorqanizmlare
(Eubacterium spp., Clostridium spp., Peptococcus
spp., Peptostreptococcus spp.) qarsi hessasdir. Bu
stammlar dgin minimal inhibsedici qatiig (MIQ)
0,125-6,25 mkg/ml toskil edir. Aerob
mikroorqanizmloer vo fakultetiv anaeroblar
metronidazola qarsi hassas deyil, lakin qarisiq
mikroflora  (aeroblar ve anaeroblar) olduqgda
metronidazol adi aeroblara qarsi effektiv olan
antibiotiklorle sinergik tesir gbstoarir.

Klotrimazol imidazol tdéremasidir. Fungisid tasir
gosterir. O, mikrobun hiceyra membraninin terkib
hissasine daxil olan erqosterol sintezini zsifladir va
onun struktur va xisusiyystlerinde dayisikliye sabab
olur. Asagl qatihigda fungistatik tasir gdstarir, lakin
yuxari gatihgda (20 mkg/ml-den ¢ox) yalniz
hiiceyranin ¢oxalmasina tasir etmayib eyni zamanda
fungisid tesir de gbsterir. Fungisid qatiligda
klotrimazol mitoxondrial ve peroksidaza fermentlori
ilo garsiligh elagade olub, hidrogen peroksidin
gatihginin toksik saviyyeys gader artmasina ssbab
olur ki, bu da gdébalsk hiceyrslerinin dagiimasina
sebab olur. Klotrimazol patogen dermatofitlore
(Trichophyton mentagrophytes, Microsporum canis,




paspyLueHunio rpubkoBbix knetok. ObnagaeT BbICOKOW
aKTUBHOCTbIO B OTHOLLUEHMM NaToreHHbIX
aepmatocutoB  (Trichophyton  mentagrophytes,
Microsporum canis, Epidermophyton floccosum),
Opoxokesbix U rnecHesbix epubos (poda Candida,
Torulopsis glabrata, poda Rhodotorula, Pityrosporum

orbiculare).
dapmMaKOKUHemukKa
Mocne WHTpaBarmHanbHOro BBEAEHUS

METpOHMAA30 NoABepraeTcs cuctemHon abecopounm
(okono 56 %). OTHocuTenbHas 6MOOOCTYNHOCTL
BarvHarnbHOro rens B 2 pasa Bbllle 6MOAO0CTYNHOCTH
ogHopasoBoun Ao3bl (500 Mr) BarvHanbHbIX TabneTok
mMeTpoHugasona. lpoHvkaeT B rpygHOE MOSOKO U
GONbLUNHCTBO TKaHewn, nNpoxoamuT yepes
remaTtosHuedanuieckmii bapbep 1 nnaueHTy. Nocne
O[HOKpaTHOro WHTpaBarmHanbHOro BBEAEHMS
MeTporvm® 5 rrensa (50 Mr meTpoHugasona) cpegHsas
MaKCMMarbHas KOHLEHTpauus B CbIBOPOTKE KpPOBU
300pPOBbIX  XEHWMWH paBHa 237 Hr/mMn, 4To
coctaBnseT 2 % OT CcpedHeh MakcMMarnbHON
KOHLIeHTpauun meTpoHmnaasona npu npueme BHYTPb
po3bl 500 mr. Bpemsa OocTMXeHMa MakcuMMarbHON
KOHUEeHTpaumm — 6 - 12 yacoB. CesA3b Cc Genkamu

nnasmsbl coctaBnseT MeHee 20 %.
MeTtabonusnpyetcs B nevyeHu nytem
rMOPOKCUNNPOBAHUS, OKMCHEeHUs 7]
MIOKYPOHNPOBAHMS. AKTUBHOCTb OCHOBHOIO

mMeTabonuTa (2-okcumeTpoHugason) - coctaensiet 30
% aKTUBHOCTU WCXOAHOro coeaunHeHusi. BbiBoguTcst
noykammn — 60 - 80 % A03bl NpenapaTta CUCTEMHOIO
aewncteus (20 % aToro konuyecTBa B HEU3MEHEHHOM
BMAE), KULWEeYHUKoM - 6 - 15 % p[osel npenapaTta
CUCTEMHOro AeNCTBUS.

Mpy npumMeHeHUM KNOTpMMasona MHTpaBarMHarnbHO
abcopbupyetca He bonee 3 — 10 % OT BBeAEHHON
003bl. BbICOKME KOHUEHTpauuu B BarvHanbHOM
cekpeTe W  HM3KMEe  KOHLEeHTpauuMm B  KpPOBWU
COXpaHATCA B TedeHne 48 - 72 yacoB. B neyeHu
Knotpumason ObICTpO  MeTabonuaupyeTcs 4o

(Candida,  Torulopsis Rhodotorula,
Pityrosporum orbiculare).

Pharmacokinetics

Following intravaginal administration, metronidazole
undergoes systemic absorption (about 56%).
Relative bioavailability of vaginal gel is 2 times
higher than bioavailability of a single dose (500 mg)
of metronidazole vaginal tablets. The product
passes into breast milk and most tissues, crosses
the blood-brain barrier, and the placenta. Following
single intravaginal administration of gel Metrogyl® 5
g (50 mg of metronidazole), the mean maximum
serum concentration of the product is 237 ng/ml,
which is 2% of the mean maximum concentration of
oral metronidazole administered at dose 500 mg.
Time to achieve maximum concentration is 6-12
hours. Plasma protein binding is less than 20%. The
product is metabolized in the liver by hydroxylation
and oxidation and glucuronation. Activity of the main
metabolite (2-oximetronidazole) - 30% of the parent
compound activity. Excretion via the kidneys - 60-
80% of the dose of the systemic action product
(20% in unmodified form), excretion via the
intestines - 6-15% of the dose of the systemic action
product.

Not more than 3-10% of the administered dose is
absorbed after intravaginal administration of
clotrimazole. High concentrations in the vaginal
secretions and low concentrations in the blood are
sustained for 48-72 hours. It is rapidly metabolized
to inactive metabolites in the liver.

glabrata,

Epidermophyton  floccosum), maya ve  kif
gbbaloklerine  (Candida,  Torulopsis  glabrata,
Rhodotorula, Pityrosporum orbiculare névlaring)

garsi yiksak hassashga malikdir.

Farmakokinetikasi

intravaginal istifade edildikden sonra metronidazol
sistem absorbsiyaya meruz qgalir (taxminan 56%).
Vaginal gelin nisbi biomanimsanilmasi
metronidazolun  vaginal tabletlarinin  birdafalik
dozasinin (500 mq) biomanimsanilmasinden 2 deafe
yUksokdir. Ana sidine va oksar toxumalara kegir,
hematoensefalik baryerdan ve plasentadan kegir.
Metrogil® 5 q gelin (50 mqg metronidazol) birdsfalik
intravaginal istifadasindean sonra preparatin gan
zardabinda ortalama maksimal qgatihd 237 ng/ml
olur, bu da metronidazolun 500 mq dozada daxile
gebulu zamani g¢atdigi ortalama maksimal gatiligin
2%-ni tagkil edir. Maksimal gatiiga ¢atma middati 6-
12 saatdir. Plazma zdlallar ile birlesmasi 20%-dan
azdir. Qaraciyarda hidroksillesma, oksidlasma ve
glikuronlagma yolu ile metabolize olunur. Osas
metabolitin ~ (2-oksimetronidazol)  feali@r ilkin
birlesmanin faalliginin 30%-ni tagkil edir. Preparatin
sistem tasirli dozasinin 60-80%-i bdyrakler vasitesile
xaric olunur (20%-i dayisilmamis sakilds), sistem
tasirli dozanin 6-15%-i ise bagirsaq vasitasile xaric
olunur.

Klotrimazolun intravaginal istifadesi zamani yeridilen
dozanin absorbsiyasi 3-10%-dan ¢ox olmur. Vaginal
sekresiyada an ylksak va ganda an asagi gatihq 48-
72 saat muiddstinde  saxlanilir.  Klotrimazol
garaciyerde suratle metabolize olunaraq qeyri-aktiv
metabolitlore gevrilir.




HeaKTUBHbIX MeTabonuToB.

Moka3aHuA K NPUMEHEHUIO
bakTepuanbHble BarMHO3bl PasfnUYHON 3TUOSOIUMN,

NOATBEPKAEHHbIE KMMHNYECKUMMU "
MUKPOBMOMOrMYECKUMU  AaHHbIMW;  KaHOWOO3HbIe
BYNbBWUTbI U BYNbBOBarnHWTBI, ypOreHWUTanbHbIN
TPUXOMOHMA3.

MpoTnBonokasaHus

MoBbILEHHAst 4YYBCTBUTENbHOCTb K KOMMOHEHTaM
npenapata. JlerikoneHus (B TOM 4ncre B aHaMHese),
OpraHu4yeckme nopaxeHus LEeHTpanbHON HepPBHOM
cucTembl (B TOM 4ucrie anunencust), neyvyeHo4yHas
HeJOCTaTO4YHOCTb, MEHCTpyarbHbIN nepuog.
BepemeHHOCTb | TPUMECTp, Nepmog nakrauuu.

Oco06ble ykazaHMA U Mepbl NPeaoCTOPOXHOCTU
PekomeHnayeTcss ogHOBpPEMEHHOE feYeHre MOMoBbIX
napTHEpPOB.

Bo BpeMs Kypca neyeHuns
BO3[EPXMBATbCHA OT NONOBOW XU3HMU.
Mpu BaruvHuTe, BbI3BaHHOM Trichomonas vaginalis,
LuenecoobpasHo OOHOBPEMEHHOE NEeYeHne NoroBoro
napTHepa MeTpoHWAA3ofnom Ans npuema BHYTpb. B
cryyae nMpUMEHeEHUs npenapaTta COBMECTHO C
MEeTPOHMAA30noM ANnsa npuvemMa BHYTPb, OCOOEHHO
npuM MOBTOPHOM Kypce, Heobxoaum  KOHTPOIb
KapTuUHbl  nepudeprnyeckon  KpoBM  (OMACHOCTb
nenkoneHunn).

B nepvog neyeHus  npoTMBOMOKa3saH
ankorons (BO3MOXHO passuTne
ancynbcupamonogobHon peakumm: cnactudeckue
6onn B XMBOTe, TOLWHOTA, pBOTa, ronoBHas 6orb,
BHE3anHbI NPUnMB KPOBM K nuuy).

MeTpoHuaason MoxeT UMMOBUNN30BaTbL TPENOHEMBI
M MPUBOAWTE K JIOXKHOMOMOXUTENBHOMY TecTy

Heobxoaumo

npuem

HenbcoHa.
M3beratb nonagaHusa B rnasal
Tonbko  ans MHTpaBarMHanbHoro

Indications for use

Bacterial vaginosis of various etiologies confirmed
by clinical and microbiological data; candida vulvitis
and vulvovaginitis, urogenital trichomoniasis.

Contraindications

Hypersensitivity to the components of the product.
Leukopenia (including history of leukopenia),
organic lesions of the central nervous system
(including epilepsy), liver failure, menstrual period.
First trimester of pregnancy, lactation.

Special warnings and precautions for use
Simultaneous treatment of sexual partners is
recommended.

Patients should refrain from sexual activity during
the treatment.

Patients with vaginitis caused by Trichomonas
vaginalis should be advised that simultaneous
treatment of the sexual partner with oral
metronidazole is highly recommended. Peripheral
blood parameters should be monitored in patients
concomitantly using the product and oral
metronidazole, especially during repeated course
(risk of leukopenia).

Alcohol consumption is contraindicated during the
treatment (possible development of disulfiram-like
reactions: cramping abdominal pain, nausea,
vomiting, headache, sudden flushes of blood to the
face).

Metronidazole can immobilize Treponema and lead
to false positive Nelson test.

Avoid contact with the eyes!

For intravaginal use only!

istifadesina gosterigler

Kliniki ve mikrobioloji malumatlarla tesdiglanmis
bakterial  vaginozlar; kandidoz  wvulvitler  ve
vulvovaginiter, urogenital trixomoniaz.

Oks gostoariglar

Preparatin terkibinde olan komponentlare qgarsi
yiksak hessasliq. Leykopeniya (0 cumladen
anamnezds), markazi  sinir  sisteminin  Gzvi
zadslanmaleri (0 cilimledan epilepsiya), qaraciysr
¢atismazhgi, menstruasiya dovri. Hamilslik | trimestr,
laktasiya dévra.

Xiisusi gostariglar va ehtiyat tadbirlari

Cinsi terefdaslarin eyni vaxtda muialicesi maslahat
goraldr.

Mualice kursu dévrinda pasiyentler cinsi hayatdan
¢okinmalidir.

Trichomonas vaginalis mangali vaginit zamani eyni
zamanda cinsi terofdasin daxile qebul edilen
metronidazol ile muialicesi magsadauygundur.
Preparatin daxile gabul edilan metronidazol ils eyni
zamanda istifadesi zamani, xisusile de tekrar
mialice  kursunda periferik gan parametrlori
nazaratde saxlaniimaldir (leykopeniya riski).

Mualice zamani alkoqol istifadesi oks gb6sterisdir
(disulfiramabeanzar reaksiyalarin inkisafi mimkuindar:
garin nahiyyesinde spastik agrlar, Urskbulanma,
gusma, bas agrisi, aniden ganin Gzs axini).
Metronidazol treponemani immobilize ede bilar ve
yanlis mlsbat Nelson sinagina sabab ola bilar.

Gobze dismasindan ¢akinin!

Yalniz vaginal istifads Ggdin!




npumMeHeHus!

B3aumopencTBue ¢ ApyrMmu nexkapcTBeHHbIMM
npenaparamm

AHanormyHo aucynbdupamy
HenepeHoCMMOCTb 3TaHona.
YcunuBaeT OeNcTBME HENpsMbIX aHTMKOArynsiHToB,
He pekomeHayeTcs coyeTtaTb c
HeaenonspuayLLmMmMm MuopenakcaHTamu
(BEKypoHUst Bpomng).

Mpn ogHOBpEMEHHOM npueme € npenaparamu nuUTud
MOXET MOBbLILLATLCA KOHUEHTpauus nutus B nnase
KpOBW.

deHobapbuTan ycKkopsieT MeTabonmam
MeTpoHMAasona 3a c4eT MHAYKUMM MUKPOCOMarbHbIX
(epMeHTOB NeyveHn, B TO BpeMs Kak UUMETUAMH —
CHWXaeT, U YTO MOXET MPUBECTU K MOBLILIEHWIO €ro
KOHLEHTpauun B CbIBOPOTKE KPOBU U YBENTUYEHUIO
purcka pa3BuTns No6oYHbIX 3hheKTOB.
AmdoTtepuumH B, HUCTaTWH, HaTaMUUMH CHWXaoT
appeKkTNBHOCTb KrnoTpumasona npu
OHOBPEMEHHOM NPUMEHEHNN.

BbI3blBAET

MpumeHeHne B nepuop GepeMeHHOCTM U

nakrauum
MpumeHeHne npenapata B Il un Il TpumecTpe
6epeMeHHOCTM BO3MOXHO TOMbKO MO >XWU3HEHHbIM
nokasaHusiM, €cnu noTeHuManbHa nonb3a Ans
mMatepu npeBocxoauT puck Ans  nnoga. [Mpw
Ha3HauyeHMM npenapata BO BpeMsi fakTauuu

HeobXxo4MMO NPeKpPaTUTb rPYAHOE BCKapMIMBaHUe.

BnusiHue Ha CMNOCOOHOCTbL
TPaHCNOPTHbLIMKM  cpeAcTBaMMU 7]
noTeHUUarnbHO onacHbIMU MeXaHM3MaMm
MpenapaT He BnMSIeT Ha CMOCOOHOCTL YMpaBnsTb
TPaHCMOPTHLIMU CpeacTBaMu N 3aHUMATLCA APYrUMU
NMoTeHUuanbHO onacHbIMM BUOAMU OEATENbHOCTH,
Tpebyowmmm NMOBbILLEHHOW KOHLUEeHTpauuu
BHUMaHWS W BbICTPOThLI MCUXOMOTOPHBLIX peakLuii.

ynpaensTb
Apyrumm

Interaction with other medicinal products
Similarly to disulfiram causes ethanol intolerance.
Enhances the action of anticoagulants, concomitant
use with non-depolarizing muscle relaxants
(vecuronium bromide) is not recommended.
Concomitant administration with lithium-containing

products may increase plasma lithium
concentrations.
Phenobarbital accelerates the metabolism of

metronidazole due to the induction of hepatic
microsomal enzymes while cimetidine decreases
the metabolism of metronidazole, which may lead to
an increase in its serum concentration and an
increased risk of side effects.

Concomitant use with amphotericin B, nystatin,
natamycin reduce the efficiency of clotrimazole.

Use during pregnancy and lactation

The use of the product in the second and third
trimesters of pregnancy is possible only for health
reasons, if the potential benefit to the mother
outweighs the risk to the fetus. If the product is used
during the lactation period, the breastfeeding should
be stopped.

Effects on ability to drive vehicles and other
potentially dangerous machinery

The medicinal product has no effect on ability to
drive or perform other potentially dangerous
activities that require high concentration of attention
and quick psychomotor reactions.

Diger derman vasitaleri ila qarsihqgl tesiri
Disulfurama analoji olaraq etanol dézimsizliyina
sabab olur.

Qeyri-duz antikoaqulyantlarin  tesirini  giclendirir,
depolyarizasiya  etmayan  relaksantlarla  eyni
zamanda istifadasi maslahat gorilmr.

Litium preparatlari iloe eyni zamanda istifadasi zamani
litiumun plazmada qatiligi arta biler.

Fenobarbital garaciyerin mikrosomal fermentlarinin
induksiyas! hesabina metronidazolun metabolizmini
suretlondirir, simetidin isa metronidazolun
metabolizmini zsifladir ki, bu da ganda onun
gatihginin artmasina ve alave tesirlerin yaranma
riskinin artmasina sabab ola biler.

Amfoterisin B, nistatin, natamisin ile eyni zamanda
istifade zamani klotrimazolun effektivliyi azalir.

Hamilalik vo laktasiya dévriinda istifadasi
Hamilsliyin 1l ve Il trimestrlerinde preparatin
istifadesi ancaq heyati goOsteriglore  asasan
mamkdndir, ager ana U¢ln potensial fayda déls olan
riskden (Ostlin olarsa. ©Sger preparat laktasiya
dovrinds istifade olunarsa ana sudi ile
gidalandirmani dayandirmaq lazimdir.

Nagliyyat vasitalorini va digar potensial tahliikali
mexanizmlari idaraetma qgabiliyyatina tasiri
Preparat avtonaqgliyyat vasitelerini idare etmak
gabiliyyatine ve diqqgatin ylksak konsentrasiyasini va
psixomotor reaksiyalarin tezliyini teleb eden diger
potensial tahlikali fealiyysat ndvlarina tasir géstarmir.




Cnoco6 npumeHeHus n fosa

WHTpaBarmHansHo.

PekomeHayemas gosa coctaBnseT 5 r (0QuH NOJHbIN
annnukartop) 2 pasa B AeHb (YyTpoM un Beyepom). Kypc
nevenuss - 5 pgHen. [pym HeobxoguMmocTn  Kypc
neYeHnst MOXHO NMOBTOPUTL Yepes 2 Hegenu.

Mobo4Hble gencTBUs

MecmHbie peakyuu: 3yg, XKEHME W runepemust
CNM3NCTON 0O0MOYKM HAPYXKHbLIX MOMOBLIX OPraHoB; y
MonoBOro napTHepa - OLWYLIEHUE MOKEHUS WK

pasgpaXeHuMe  MOMOBOr0  YneHa,  ydalleHHoe
MoueuncnycKaHue.
BO3MOXHO —passumue CUCMEMHbIX 3Ghghekmos:

rONIOBOKPY)KEHUE, rofioBHasi 60fib, CyXOCTb BO PTY,

M3MEHEHWEe  BKYCOBbIX  OLLUYLIEHWA,  BKMo4as
«MeTanmnuyeckuit»  MPUBKYC, TOLLUHOTa, pPBOTA,
CHWXKEeHWe annetuta, cnactudeckme 6GonuM B
OplollHOM  nomocTk,  3amopbl  WUnNu  avapes,

OKpallMBaHME MOYM B TEMHbIN LBET, fenKoneHuns
VN1 NENKOLNTOS.

Annepauyeckue peakuyuu: KOXKHast CbiMb,
KpanuBHuLA.

B cny4yae BO3HMKHOBEHWUS NIOOLIX HexenaTenbHbIX
nobo4HbIX  3ddeKkToB  HeobXoaMMOo  MpekpaTtuTb
nieyeHne n obpaTtuTbes K Bpayy!

Mepepno3sunpoBka

Cnyuaes nepeno3vpoBKM npw Ha3Ha4YeHun

npenapaTa B peKkOMEHAYyeMbIX 403aX HE OTMEYEHO
dopma Bbinycka

"enb BarMHanbHbIN

- no 30 r B anoMUHMEBYID TYOY UNKU NNACTUKOBYHO
NaMUHUPOBAHHYK  TybBy,  TrOpnbILKO  KOTOPOM
3ane4yaTaHo MeMbpaHoOM U3 anioMUHUA U C
HaBMHYMBAEMOMN KPbILWIKOA M3 MNONUaTMNEeHa ¢
BbICTYNOM Anis nepdpopaumm memopanbl. OgHa Tyba
BMECT€ C anniukaTopoM W WHCTPyKUMEen no
NMPUMEHEHMIO B KAPTOHHYIO MaYkKy.

- no 50 r B anoMUHMEBYID TYOY MM NIIACTUKOBYHO

Method of administration and dosage

Vaginally.

The recommended dose for intravaginal
administration is 5 g (one full applicator) twice daily
(in the morning and in the evening). The course of
treatment is 5 days. If needed, the treatment course
can be repeated after 2 weeks.

Side effects

Local reactions: itching, burning and redness of the
mucous membranes of the external genital organs;
in a sexual partner - burning sensation or irritation of
the penis, frequent urination.

Possible  development of systemic effects:
dizziness, headache, dry mouth, altered taste
sensations, including metallic taste, nausea,

vomiting, decreased appetite, cramping abdominal
pain, constipation or diarrhea, dark urine,
leukopenia or leukocytosis.

Allergic reactions: skin rash, urticaria.

In_case of any adverse side effects the treatment
should be discontinued and patient should see a
doctor!

Overdose

No cases of overdoses with the product were
observed when used in recommended doses.
Presentation

Vaginal gel

- 30 g in an aluminium tube or plastic laminated tube
with a neck sealed with aluminium membrane and a
polyethylene screw-on cap with a projection for
membrane perforation. One tube along with an
applicator and the package insert in a cardboard
box.

- 50 g in an aluminium tube or plastic laminated tube
with a neck sealed with polyethylene laminated

istifade qaydasi va dozasi

intravaginal.

Maslehar gérilen doza ginde 2 dsfe (sehar ve
axsam) olmagla 5 g-dir (bir dolu applikator). Maalice
kursu 5 giindlr. ©gar ehtiyac olarsa mualice kursunu
2 heftadan sonra tskrarlamagq olar.

Olavae tasirlari

Yerli reaksiyalar: xarici cinsiyyat Uzvlarinin selikli
gisasinda qgasinma, yanma ve (qizarll; Cinsi
terefdasda - cinsiyyst lzvinds yanma hissi ve ya
giciglanma, tezlasmis sidik ifrazi.

Sistem tosirlorin inkisafi mimkd(nddr. basgiceallanms,
bas agdrisi, agizda qurulug, «metal» dadi daxil
olmagla dadbilma hissinin dayismasi, Urekbulanma,
gusma, istahanin azalmasi, garin boslugunda spastik
agrilar, qgebizlk ve vya ishal, sidiyin renginin
tindlasmasi, leykopeniya va ya leykositoz.

Allergik reaksiyalar: daride sapgilar, dvra.
istenilen_arzuolunmaz slave tesirler biiruze verdikds
mualiceni dayandirmag va hakima mdiracist etmak
lazimdir!

Doza haddinin agiimasi

Preparatin  meslahat goérilen dozada istifadesi
zamani doza haddinin asiimasi hallari misahida
edilmamisdir.

Buraxilis formasi

Vaginal gel

- 30 g gel, boynu aliminium membran ilo

mohirleanmis ve membranin perforasiyasi Ugln
¢ixintih polietilen firlanan gapagli aliminium ve ya
plastik lamina olunmus tubda. Bir tub applikator va
iclik varaga ile birlikde karton qutuya gablasdirilir.

- 50 g gel, boynu polietilenls lamine olunmus
aliminium folga ile moéhirlenmis ve folganin
perforasiyasi d¢in cixintih (va  ya cixintisiz)




NaMUHUPOBaHHYIO  Tyby, ropIibILLKO KoTopom
3ane4yartaHo antMUHMeBON donbromu,
NaMUHUPOBAHHON NonMaTUNEHOM " c

HaBMHYMBAEMOW KpbIWKOW W3 nofunponureHa ¢
BbICTYyNOM (Mnn 6e3 BbICcTyna) pAns nepdopauunm
¢donbrn. OgHa TybGa BMeCTe C anmnjvkaTopom U
WHCTPYKUMEN MO MPUMEHEHUIO B KAPTOHHYIO MauyKy.

- no 50 r B anoMUHMEBYID TYOY MM NIACTUKOBYHO

NaMUHUPOBaHHYIO  Tyby, ropJibILLKO KoTopow
3aneyaraHo antMUHMeBON donbromn,
NaMMHNPOBaAHHOM NoONNaTUNEHOM " c

HaBMHYMBAEMOM KPBILKOW M3 MNONunIponuneHa c
BbICTYNoM (unm 6e3 BbicTyna) Ans nepdopaunm
donbrn. OgHa Tyba B KApTOHHYK Mavky BMeECTe C
annaukatopamu B KonmdectBe 10 WTyk u
WHCTPYKUMEN NO MPUMEHEHMIO.

YcnoBusa xpaHeHus

Mpn Temnepatype He
3aMOpaxuBaThb.

XpaHuTb B MecTax, HeOCTYMHbIX AN AeTen.

Cpok rogHOCTU

3 ropa.

He vcnonb3oBaThb NOCNE NCTEYEHUSA CPOKa roOgHOCTMH,
YKa3aHHOTO Ha ynakoBke

Bbitle 25 °C. He

YcnoBus oTnycka U3 antek
Mo peuenTy

MpousBogutenb

«lOHUK ®apmacbroTukan JllabopaTtopus»
(Otoenenne dupmbl «[k.b.Kemukanc
aHa ®apmackioTukanc J1ta.»)

Bopnu, Mym6ai - 400 030, Hans

® - TOoBapHbIN 3HAK

Aapec Npou3BOACTBEHHOW NJoLWaaKu
Yyactok Ne 304-308, I.L.O.K.,, NHpgactpman Apea,
MaHonu: 394 116; Wrat N'ygpxkapat, MHguna

aluminium foil with a polypropylene screw-on cap
with (or without) a projection for foil perforation. One
tube along with an applicator and the package insert
in a cardboard box.

- 50 g in an aluminium tube or plastic laminated tube
with a neck sealed with polyethylene laminated
aluminium foil with a polypropylene screw-on cap
with (or without) a projection for foil perforation. One
tube along with 10 applicators and the package
insert in a cardboard box.

Storage conditions

Store at temperatures not exceeding 25 °C. Do not
freeze.

Keep out of reach of children.

Shelf life

3 years.

Do not use after the expiry date specified on the
package

Pharmacy purchasing terms
On prescription.

Manufacturer

«Unique Pharmaceutical Laboratories»

(A division of J.B. Chemicals & Pharmaceuticals
Ltd.)

Worli, Mumbai 400 030, India

® - trade mark

Address of the manufacturing site
Plot Ne 304-308, G.I.D.C. Industrial Area,
Panoli: 394 116, Gujarat State, India.

polipropilen firlanan gapaqgh aliminium ve ya plastik
lamine olunmus tubda. Bir tub applikator ve iclik
varaga ile birlikda karton qutuya gablasdirilir.

- 50 g gel, boynu polietilenle lamina olunmus
aliminium folga ile moéhirlenmis ve folganin
perforasiyasi G¢in c¢ixintil - (va  ya ¢ixintisiz)
polipropilen firlanan gapaqgh aliminium ve ya plastik
lamina olunmus tubda. Bir tub 10 applikator ve iglik
veraga ile birlikde karton qutuya gablasdirilir.

Saxlanma soraiti

25°C-den yuxari olmayan temperaturda saxlamagq
lazimdir. Dondurmagq olmaz.

Usaglarin sli catmayan yerdes saxlamaq lazimdir.
Yararliliq miiddati

3il.

Yararllig muddati bitdikden sonra istifade etmaok
olmaz.

Aptekdoan buraxilma sorti
Resept asasinda.

istehsalci

«Unique Pharmaceutical Laboratories»

(«C.B. Kemikals & Farmasyutikals MMC» -
bdélmaesi)

Vorli, Mumbay - 400 030, Hindistan

® - ticarat nisani

nin

istehsal sahasinin l']_nvanl_
Saha Ne 304-308, G.I.D.K. Indastrial Area,
Panoli: 394 116; Qucarat stati, Hindistan




