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1.3.1 Summary of Product Charac teristics (SPC)

1.3.1.1 Inwented IName of the Med i inal Product
CLOVIGAL
Clotirmazole Vaginal Tablets BP

1.3.1.2 Sirengih
Clotimazole BE 100 mg

1.3.1.3 Dosage Form
Solid Oral Dosage Form

L3.14. QUALITATIVE AND QUANTITATIVE COMPOSITION
Each Unecoated Vaginal Tablet Contains:
Clotimazole BE ... 100 g
Exciplents. ...l .8
Fora full list of excipients see section 1.3.1 5.1

1.3.1.5 PHARMA CEUTICAL FORM
Uncoated Waginal Tablets
Llmost white elongated 1T shaped bicoreex uncoated fablets, emboszed "CLOVIGAL" on
one side and other side plain.
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1.3.Le CLINICAL PARTICULARS
1.3.L6.1 T herapewtic indirations
Treatmnent of infechors of vazma and extermal female gemital cegams cansed by

clohimamole-s et thve mucroorzanis ns such as fangl (asually Candidal.

1.3.L6.2 POSOL OCY AND METHOD OF ADMINIST RATION
Pozology
Adubiz and adolescends aged 16 years and older
Cine vazinal tablet deep into the wazina as a single dose i the evermns.
If'thers 15 no inprovement after ¥ daws, a patient should consalt a doctor.
Adolescents aged 12-15 years
Inadolescerts under 16 wears of age, Clobimazole wamnal tablet shoald onlyvbe used after
corwsultng a doctor. If prescribed in this popalaton (post-tmenamcheall, the meonmended
posologyis the same as for adults.
Paediairic population
The safety and efficacy m children belowr 12 years of age have not been establhished.
Method of ad minisiration
Cine vazinal tablet deep mvagina as asingle dose inthe evernng . The vagzinal tablet shoald
be imserted as deeply 1rto the vagina as possible with the apphicator inchided in the
package.
Dunne pregnancy the vamimnal tablet should be mserted imo the vagina with a finger,
without the applhicator, o prevent irmares to the uterine cervx.
There nmist be moistare in the vagina for the vamnal tablet to melt completely. Otherarise
urdissolved pleces of the vaginal tablet mayw slip out of the vagina. In order to avoid the
vaginal tablet 15 mserted as deeply as possible mto the vagina mst before gong to bed.
Treattmentwith Clotnmazole vaginal tablet shoald notbe perfonted danng the menstnal
period. Teatment should be fimshed befomr the start of menstmation.
The sexial partner should alse underso local teabwent iff svwmptons, .2, prants,
mflamirmation are present.
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Liled CONTRATNDICATIONS
Hypesersitvity to clotirmasole or to ary of the excipients.

LI Le4 WARNING AND PRE CAUTION
Patent should corsult a doctor in case of!
* the {115t vamnal nfechon
* remirrent infechors, a less t four nfechors dunng the previons vear
# faver (= 58 °C)
* pain 11 lovrer abd cover, back pan
* foal-smelling vazinal discharwe
* nalsea
# vxminal henornhage andfor sinmltaneols pain in the shoulders
Tanmpeors, vaminal nses, spenticides or other produacts for vamnal use shoald vt be used
corcorntantlyarith thos prodact.
Ldercoarse shoald be awcuded dunng the use of Clobima=ole vazinal tablet becanse the
imfecton may be tars femed to the seial partier.
The conbaceptve efficacy and mhabibity of latex combacephves, sach as comdons and
diaplrazms, mavbe reduced.
Wazinal tablets must nothe sarallowared.

LiLes INTERACTION WITH OTHEE METH CTNAL PRODUCT 5 AND OTHER FORMS
OF INTERACTION
sirmltaneons use of vagminally admrnstered clobimasole ard crally admutnstered taciolinms
(FE-5308, inmmnosuppiessive drgl may lead to meoreased levels of tacrolinns in plasma
and similarly wath sivolinms . Therefore, patients wsing taciohnms or swrolinus have to be
carefilly momtored to obserse symptoms of overdosage, if’ neces sary by determurabon of
the respachve plama levels.
Clotrirmamnle 15 a moderate inlobitor of hepatic mumrosomal CYFS AL 1soenzyme and aweak
kb thor of CYFACS soenmyme. 3-10% of’ a local wazminal dose of cobimamole 15 absorbed
1 5%s tertue aroalabon, which may have an effect on the levels of dmgs metabolized wa
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CYFS44 scerzye n parhoular, poternbally mmmreasing the plama levels of these agents
when used corncorutantly. S1ree the effect on CYFACS soen=yme 15 weals, and cnly asmall
porbon of locally admormstered clotmasole 15 systermcally absothed, the effect of
clotamazole on the levels of dmgs metabolizmed wa CYFACS 15 3 loar. Thereftre, due to the
very lowr absorphon of clotimasnle after vammnal apphecabon especially of a single 500 me
dose, clotimamole apphed ntra-vamnally 15 unbikely to lead to any clirocally mearnefial

L3 Lot PRECNANCY AND LACTATION

Pregnancy

There are lmuted amount of data fiom the use of clobimasole 1 pregnant wormen Armmal
stadies do not mdicate diect cr ndnect harmdil effects with mspect to Eppodachve
toeacity. fis a precanbonary measure, it 15 preferable to avmd the use of clobimamle
during the fist bamester of pregnaney. Dhanne pregrancy an appheator shoald notbeused .
If the treatrtent 15 corsidered necessary dunng preghamncy, the treabtment should be caned
aat writh clotimazole vaginal tablets, since these can be nsered without wsing an
applicator. The bith canal shoild be kept clean parhoulady dunng the last 46 weelks of

DIEENANCY.

Breasi feding

Tunns local teabmert only nonor ammoarmts of clobimasole are absotbed 1n blood
crmulaton, but a the climeal stodes hawe not defired excrwbon in the breast nulk it 15
weonmrendsd that as a precabonary mesmuement lactabon 15 stopped danns the
beabtent.

Fertiluiy

Mo luman stadies of the effects of clomimazole on ferhlitrhave been perfonted . However,
amiral stadies have not demcestrated anyveffects of the drmg on ferhbity.

L3 La.TEFFECTS ON ABILITY TO DRIVE AND USE MACHINE S
Clobimamle vazinal tablet has mo pdhience on the aility to dove welocles or use
maclirvery.
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L3.L6.8 UNDESIRABLE EFFECTS

System Oran Conmon (=110 | Tneonteton (= 101000 | Fare (= 1710000 o
Class to = 15107 to = 1100 =1s1000]
iFastrontestinal abdorrunal pain
disord ers
e system aller=1c wachors
disorders
Eeproduchve tunang prarihas (itcling) oedema
system and breast ervthemafimtabon slanrxsh
disorders vamnal haemorthaze

The folloering alwewse reachons have been idembfied dunng post-approval use of
cotimazole: becanse these wachows ae reported whudanly fiom a popualaton of
urcerain size, it 15 not abrays possible to reliab by estimate their frequencyie. fequency:
not kaoem

Feproductve systerm and breast disomders: gemtal peeling, discorndort, pelve pan

L3 La.9 OVERDOSE
Ho 15k of amite mboeacahon 15 seen as 1t 15 unbkely to ccmur folloanne a single vaminal
applhicshon of an overdose or madvertert oral mgeshon. There 15 1o speafic anbdote. The
folloanns alverse machors haw been reported dunme amite overose of clobnmamle:
A dopmuinal pan, upper abdomminal pan, dlarhea, indis posibon, naisea and wornuhne,

L3 LT FHARMA COLOCICAL PROPERTIES

L3 17.1 Pharmacod ynanse properies:
Pharmacotherapewhic grouwp: gynecological artonfectves and anbsephes mudasole
denvatves
AT C code: GO1AFD2

Clotimasnle vamnal tablet contans clotmasele which 15 2 boad-spectrm astinnrootie
belonzing to the sroap of nmidamoles. Clobimazole vazinal tahlet 15 imbend ed for the local
teatmernt of gyrecologmical fangal infections.
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Mechamisnof achon

Clobimamnle mbubiats the ergostern] s whesis of fungl, leading to structaral and fanchonal
mpanrttert of the cell membrae (penmeabibity 15 mewased). The broad arbnreche
spectmm of clobmamole m wbo and m vivo mchides dennatoplotes, veast fang (e z.
Candida), moald fungl and other fangi. Under appropriate teshng conditions, the MIC
vahies of the above mentoned furgl are m the tange of less than 008220 nocrogil of
arhve smbtance Clotnmazole has a fangistabe or fangimdal effect deperding on the
concerntration of clotmazole at the site of pdechon Achvity in vibo 15 hnoted to the
proliferahng fungal elements; fangal spowes awe only shizltly semsibve. In addibon to its
avhnyeote  achon, clobimasmole  also ack on, sameposibve  nucworzasns
(streptococeufstaplydocoocyCrardrerella vamnalis] and zram-regabve nocroorzamsns
(Bacterades). In wito clobmazale mwhbits the rmualhpheaton of Cormebacteria and
sramposihve coceol - with the excephon of Enterococel - m concertrations of 0510
Hefml substate. Pamanly resistart shans of semsibve fansal speces ae generalbr wery
tare. Devalopmernt of secondary resistance has been foard wath therapeuty doses onlyin
1solated cases under clhirocal condihons.

L3 1.7.2 Pharmarokinetic properties
Ahzorpbon:
Pharmacokivetr stadies ondennal and wazinal ad norostrabon have shoarn that only a wery
small amoont of the clotimamole dose 15 absothed (3-10% of vazinal dose). Due to the
tapid hepatie metabolhizmbion of absothed clobimamole nto phanmacologically machve
metdohtes the resalbne peal plema concentrabhors wem less than 0] pg fml after S0
me vazinal dose of clobimamnls. These concentrations are unbikely to lead to measarale
systenne effects or side effects.
Bivtraneformabion: In wbo clobimamk 15 a2 moderake inbobitor of hepahe noerosoial
CYPR AL scenmame and a weal miubitor of CYF2CY soereame. 31004 of a local vazinal
dese of clotmmazole 15 & sothed 1 systeric arcalation, wluch may have an effact on the
levels of drmgs metdbobzed via CYF3A4 soenzane i pabmalar, potenbally mmcreasing
the plasma levels of these agerts when used conconntantly. Smee only a small porhon of
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locally adrumstered clobimamle 15 systernneally absorhbed, the effect of a single 500 me
dose of clobimmazole on the lewels of drags metabolized wa CYFSA84 or TYFXCH 15 lovwr
and urnhikely to e ltm chirmcally mearingfal dmz pderachons.

L3.L7.3 Prechiniral safeiy data

Tonicological stadies on vagmnal or local applicaton i vanons armrmal species have shoarn
that the vazinal and local tolerability of clotimamals 15 zood. Preclitical data wmveal no
spacific hazawd for homars based on cormnhonal stadies of safety pharmacology, single
and mpeated dose torombty, genctocity, carcinogeric potertial amd  toeacity to
wprodichon and developent. Clommazole has cansed fetotcerimby 1n mts wath systenme
doses of 100 mgile. & stadywith 5 lactating 1ats adwomistered 30 mgils clobimmazole
inravernonisly shoared that the dmg was secieted into nulk at levels higher than in plasma
by afactorof 1040 20 at 4 los affer admrnstrabon, followed bya declive to a factorof 0.4
by 24 los.

L3 L8 PHARMACEUTICAL PARTICULARS
L3.L8.1 List of E xripdends

Miciomystalhne cellalose (Grade 102
21055 cannellose sodmm

Magresnum stearate

iZolload al silicon diceside

L3 L8.2 Inconpaithilnbes
Hot apphicable.

L3 L83 Shelf hife
Thiee vears.

L. 3 L&.4 Special precawnions for storage
stoe beloar 30°C . Protected fiomm highd.
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1.3.1.8.5 Naiure and contents of coniainer
Lveailable as a &lu-Alublister pack of 6 Tablets. Such one blister 15 packed i a carton along
with pack insert.

1.3.1.8.6 Special precautions for disposal and other Special handling
Mot &pplicable

1.3.1.9 Marketed by:
AQUATIX PHARMACEUTICALS LIMITED
Beal Flaza, Plot 1, Junaid Diosunran Street,
Central Business Dhstrict &lansa,
P.O. Box 3580 Tkeja, Lagos state, Higena,



