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EVAMAX OVULE

2X3 Ovules

EVAMAX

Metronidazole-Neomycin-Nystatin-Hydrocortisone Ovules

ANTIPARASITIC, ANTIBACTERIAL, ANTIFUNGAL, ANT! INFLAMMATORY
ANTIPARASITIQUE, ANTIBACTERIEN, ANTIFONGIQUE, ANTI-INFLAMMATOIRE

For vaginal use only
Pour usage vaginal uniquement

HE FAE DEPASSER LA DNOSE PRESCRITE

B| |8IUII1I! 7691

90 876917

Composition;

Each ovule conlains:

Metronidazole BP 250 mg
Meemycine Sulphate BP 106 my
Nystatin BP 100000 IU
Hydrocortisone Acetate BP Smg
Excipients base gs.
Indications: Loca! reatment of vaginal infections
due o sensitve, micro-organisms: Trichomonas
Vaginitis, Bacterial Vaginosis or non-specific
vaginitis, Vaginal Candidiasis and mixed infections.
Dosage and Administration:

For adults: Insert 1 ovule into the vagina at night
before bedtime for 10 days.

Do notinterrupt freatment during pariod.

Storage: Stare balow 30°C,

protect fram light and maisture,

Keep out of the reach of children,

meone X

Manufactured in IndiaFabrgusé en nde:
MEDNEXT eiovecH umimen
Araji No.1845-48-4T, Near Jain Templa,
Iswal, Udaipur-313 011 (INDIA)
www.mednexipharma.com
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BIOTECH LIMITED

EVAMAX

Meatronidazole-Neomycin-Nystatin-Hydrocortisone ovules

Composition:

Chague ovule contient:

Métronidazo'e BP 250 mg
Sulfate de Néomycine BP 100 mg
Mystatine BP 100000 LI
Acétate dhydrocorlisane BP 5mg
Exciplents base Q3.
Indications: Traitement lecal des infections
vaginales & cause des micro-organismes sensibles:
Trichomonas vaginite, vaginose bactérienne ou
vaginiie non specifique, candidose vaginale el
infections mixtes.

Dosage et administration:

Pour les adultes: Insérez 1 ovule dans le vagin la
nuit avant be coucher pandant 10 jours.
Winterrompez pas e fratement pendant les régles.
Stockage: A consenver en dessous de 30°C,

@ |'abri de [a lumiére et de Ihumidité,

Me pas laisser a la portée des enfanis.

Mfg. Lic.No./Lic. de Fab.: GUNDRUGS/G 84T
Batch No. Lot No.

Mfg. Date /Date da Fab :

Exp. Date/Date de Par. ;

Metronidazole-Neomycin-Nystatin-Hydrocortisone ovules
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1.3.4 Foreign labeling
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EVAMAX OVULE

2X3 Ovules

EVAMAX

Metronidazole-Neomycin-Nystatin-Hydrocortisone Ovules

ANTIPARASITIC, ANTIBACTERIAL, ANTIFUNGAL, ANTI INFLAMMATORY
ANTIPARASITIQUE, ANTIBACTERIEN, ANTIFONGIQUE, ANTIINFLAMMATOIRE

For vaginal use only

Pour usage vaginal uniquement

BEER LA DOSE FRESCRITE
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Each ovule contains:

Metronidazole BP 250 mg
Meomycine Sulphate BP 100 mg
Mystatin BP 100000 U
Hydrocortsone Acetate BP 5myg
Excipients base q.5.
Indications: Loca! treatment of vaginal infectons
due to sensitive, micro-organisms: Trichomonas
Vaginitis, Bacterial Vaginosis or non-specific
vaginiiis, Vaginal Candidiasis and mixed infeciions.
Dosage and Administration:

Faor adults: Insert 1 ovule Into the vagina at night
before bedtime for 10 days.

Do notinterrupt freatment durng pericd.

Storage: Store below 30°C,

protect from light and maisiure.
Keapouiof the reach of children,

M
BIDTECH LIMITED
Manufactured in indiaFabeiqus en inde:

MEDMNEXT siotech umimen

Arali No,1845-46-47, Near Jain Temple,
I, Ussipur-313 011 (INDA)
www mednexipharma.com
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BIOTECH LIMITED

EVAMAX

Metronidazole-Neomycin-Nystatin-Hydrocortisone ovules

Composition:

Chagque ovule contient:

Métranidazole BP 250 mg
Suifate de Néomycine BP 100 mg
Wystatine BP 100000 Ul
Acélate dhydrocorisons BP 5my
Excipients base LES
Indications: Traitement local des infections
vaginales 4 cause des micro-organismes sensibles:
Trichomonas vaginite, vaginose baclérienne ou
vaginite non spécifique, candidose vaginale et
infactans mixtes.

Dosage et administration;

Pour les adultes: Insérez 1 avule dans le vagin la
nuitavant le coucher pendant 10 jours
Winterrompez pas le fraitement pendant les régles.
Stockage: A conserver en dessous de 30°C,

4 |'abri de la lumiére et de Ihumidité.

Ne pas laisser a |a portée des enfanis,

Mfg. Lic.No./Lic. de Fab.: GUJ/DRUGSIG-B47
Batch No. iLot No.

Mfg. Date iDate de Fab :

Exp. Date/Date de Per. :

Metronidazole-Neomycin-Nystatin-Hydrocorfisone ovules
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MEDNEXT BIOTECH LIMITED EVAMAX OVULE

1.3.5 Labeling of reference products

APPENDIX 1
SUMMARY OF PRODUCT CHARACTERISTICS

1. MAME OF THE MEDICIMAL PRODUCT
POLY EYMNAN, vaginel capsula

2. QUALITATIVE AND QUANTITATIVE COMPOSITHOMN

Mosnervireioy aa ey o e T e
eyl P el - e e e e e e

For one vaginal capaule
Excipsent with known effect Hydmogenated soybesn oll.

For the full kst of excipsents. see section 6.1
3. PHARMACEUTICAL FORM
Vagine capoule.

4. CLINICAL PARTICULARS

4.1. Therapeutic indications

Local treabment of waginiss due to sensitive germs (bacteral vaginitis, vulvo-waginits dee to Candioa albicens
and Candids non-aivicans, mxed vaginitis) and treatrment of bacierial vagmosis.

The offclal recommendstions concemning approprigle use of anbbacterial products musl be teken Nk
consideration

4.2 Posology and method of administration

Posology
FOR ADLALTS OMLY
One vaginal capsale i lhe esvening for 12 days.

Method of administration
Introduce one capaule deep in @ vaging, preferably in lying down position

Practical advices:

= The treatment should be associated with hygiens recommendatons (wear cotton undensear, avokl vagenal
douches, usang an inlemnal tampon during the reatment.... ) and efimination of conributing factors, &8 much
as posaible.
Treating the pariner must be discussed on a case by case basis.
Do not stop the treatment during manstrustion perods.
Treatment s compatitle wilh |atex and pofyBoprens male condoms (see section 4.5).

4.3, Contraindications

This medicinal product = contraindcatad in e following sibuations:

=  Hypersensitvity 1o e Sehve SubSiances or 10 any exciplents ksted n Sechon 6.1 (O groud sensitivity),
=  Incase of use of polyurethans male condoms, female condoms and diaphragms,
» Incese of allengy o peanut or soya, due o the pressence of soybean ol

This medecinad product s ganerally ot recommendsad n combination with spenmicides,

4.4. Special warnings and precautions for usa

Warnings:
in thia event of local inolerance of allengic reacion, the reatrment must ba intarmugted.
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MEDNEXT BIOTECH LIMITED EVAMAX OVULE

The sensdisation to antibiotics by local roule may compromise e laler use of the same antiblotic or related
antiblobics using the sysiemic rouls.
Pracautions for wsea:

Thee duration of reatrment must be limited because of the risk of selecing resistan germa and superinfection by
these germsa

in the absence of data on the smponance of neomycln and polymyxin B frachons resorbed by the mucosa, the
rizk of syslamic effects, especially increased with renal insufficiency, cannot be excluded.

This medicingd product contains soybean of and may cause hypersansfivity reactions {urticaria, anaphyiactic
shock].

4.5  Interaction with other medicinal products and other forms of interaction
Contraindicated combinations

+ Folyurethans male condoms, female condoms and dlaphragms
Pk of rupdune.

Caambdnaliasns rol rece e

+ Spermiclde
Any cal vagina! restreent is Sely 1o inacBvate a epermicidal local contracepbion.

4.6. Fertility, pregnancy and lactation

Pragnancy
Dwe to the presence of an aminoside. nemycn, cBusing an olotoxss risk, and the possibility of systermsc
absorption, e wse of tis medicingl product 5 not recomimended durng pregnancy.

Laciation

Deee o the digestive immaturity of the newbom and the sharmacokinetic properies of this medicinal product, &s
prescription is not recommended during laciation.

4.T. Effects on ability to drive and usa machines

Mot redevant

4.8. Undesirable effects

Adverse reaclions ane clasaified by system organ class

For adverse reachons reponed from spontaneous notficasons, thesr frequency 8 not known (cannot be
estimated from the awadable data).

System organ class Frequency | Adverse reactions

Inmmiems Eysiem disordens Mot known Hypearsensdiivity: rash, pruriius, wicaria and anaphylachc
feachon

Reproductive systermn and breas! | Mol known | Local resctons sich &8 Dinang sensaton. prurus, smiation,
disondedrs redness and oedema

Reporting of suspected adverss reactions

Reporting suspected adverse reactons after authorsation of fe medicnal poduct 8 important It allows
contimed monitoring of the benefitisk balance of the medscingl product. Healthcare professionals ane aaked to
report By suspecied adwerse reacliona wia the nabonal repoding sysiem: ADR Repotting Websie:
Wi, misdicinasauthoniy. gow. mbadrporal
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4.9, Crverdose

An excessive and prolonged admintsiration could nduce systemic affects {hearing and renal), i paricular in
patients with renal insufficiency. A profonged use also sxposes 1o an ncressed risk of allerge eczemsa.

5 PHARMACOLOGICAL PROPERTIES

51. Phamacodynamic properties

Phammacotharapsulic growup:
ANTINFECTIVES and ANTISEFTICS IN GYNECOLOGICAL USE
(3. genltourinary system and sex hormones), ATC code: GO1AASY.

Combanation of neonmycin, polymyn B and nystaiin
MECHANISM OF ACTION

Meamycin = an aminoside antbeoie. The target of MNeomycin (s the 305 rbosomal subunit, mducing inhibitan of

bacteriad profedn synthesis with the emengence of non functional proteins. Abssrant proteins penetrate the ced
remibrane, atber fs permeabdty amd disrupt cther vital baciensa processes, leading to baclericadal sctivity.

Folymyxin B 18 & potypeplide antibéotic. Polymyxin B interacts with microorganism membrane phospholipids
(Gram-negative bactenal lipopolysacchande), leading 1o membrane disorganisaton followed by bactedal call
desirucion

Mystatin is a polyens antifungal with an action against Candida spp, Nystatin binds to the cell membrane sienols
of fungal strains, modifying cell permestéty and causing intracellutar material leakage, keading to call death,

ANTIBACTERLIAL ACTIVITY SPECTRUM OF POLYGYMAK

I witro atudies camied out in conditions recreating me vaginal environmant have shown POLYGYMNAX S
bactencidal actvity as well as its kinetics (contact time 1h and 4h) on the main bacteda responsitée for bacterial
vaginosis (anasrobic bactedis) and bacterial vaginits (aerobéc baclena) using the diiutionimeutralisation mefhod
The sensiivity of various strans has been determined according bo thie logarithmas reduction in e bacterial
Inad obsersed for each sirain. The crtical thresholds which differentiate sensfive straing from sirains with
intarmediate sensitivity and reaistant strains are the following: 5: red log 2 3 and R red log < 2.

The sensitivity of varous strens to POLY GY NAX is provided n the following table:

Sensiiive species Species with iIntermediate Resistant species
sensitivity

Microparobbc bachariem
Gardneveils veginals
Anagrdbic Dacieria
Anpolium vaginas
Mobiurows eurtisy
Frawvoleils Bevia

Agrobic bacteria

Gram posiie:

[ Corynebacierium amycolsinm SIreplOCOCCUS QYOgEnes [HOUp | ENIEroCOCCUS ISecals
Methicilin-sensitive staphyiococcus | A) Enterococcus hirae
BUTBUS
Streploccocous sgaiachas |Group B
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Gram negative:

Eranfiameaiia calsmhals
Ezcharnichia col

Hasmophilue inffusnzes
Klehaiels serogenas (Enterobacter
Sarogensd)

Klahaela pneumoniss

Welsserla meningitiols

Frofeus hawsen (Proteus vuigsnis]
Peeupdomanss SerLginass
Eaimoneia enteriidls

Shigeiia fexnen

Yeroinia enterocoitica

Nofe: This fabie shows & non exfaustive lsf of bacfena which are freguenily impicaled in bacienal
vaginosisvagingdis. This fist does nod call Inlo queshion the individusl spectra of activily of each anfthiotic sctve
spbstance in POLYSEYNAX an other bactenal sirains.

SYMNERGISTIC ACTIVITY BETWEEN POLYMYXIN B AND NEOMYCIN

A i witro study has shown that the two antiblotics @ POLYGYMAX have a complemerntany spectrum leeding to
a more homogensous activity on the four main bacteral stresns responsible for bactenal vaginoskaivagmitts
| Staphylococcus suveus, Eschenchia call, Streplococcus sgalschise, Gendnereilia vaginals) and that they act al
laast additivedy

ANTIFUNGAL ACTIVITY SPECTRUM OF POLYGYHNAX

An i witro shudy was carrled out in crder 10 assess the sensitivity of Candids atrains Bhrough the determination
af the miremum mhdbitory concentrations (MIC) of nystatm. The results, shown in the below table, confiem
sensiibity o mystatin remalns identical. whather for Candids albicans of for Candigds non-aitvcens siraing.

Sirains MIC 2 (mgl) MICs (mgil) MIC value [mgl)
Minim um-Maximum

1-4

Candida sthicans
=113

Candids giabrais
{n=5d)

Cangida korss
=11}

Candida bryicaiis 3
n=11)

Candids parspsiosis

{n=11) . "
MICsz MIC inhibiting 50% of isovatas; MICas: MIC inhibiting B0% of isolalos.

ACTIVITY ON LACTOBACILLI

An i witro study was camed oul In order o Gasess the impact of POLYGYMAX on the main actobacill found n
the vaginal flora under physictegical conditions (Lactobseitius crispatus, Lactobacilus gasser and Lectobaciirs
jenzanii]. Results show that POLYGSYNAX, n concentrations which may be fownd in the vagina! emvironment
folliowing the administration of the treatment In the recommended dosage, does not impact the growth of these
three lactobaclll specles.

5.2. Phamacokinetic properties
There is no syslemic absorption when the product i5 adminisiered by vaganal route.

53, Preclinical safety data
Local tolerance In animals with Polygynax does not show any harmful effect on the vaginel mucosa.
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MEDNEXT BIOTECH LIMITED EVAMAX OVULE

Long-term studies in animais o evaluate carcnogenic or mutagenic potential nave not been conducted with
palyrryin B sulfale, necmycin and nystatn

6. PHARMACEUTICAL PARTICULARS

6.1. List of excipients

PEG-6 stearate and glycol staarste and PEG-32 stearate |{Tefose 83), hydrogenated soybean ol dimeboons
100

Comgosition of the shell soft capaule: gelatne, glycandl, dimsticons 1000,

6.2. Incompatibilities
Mod appacable.

6.3 Shelf life

Capeies under bliater {(FYCPVDC aluméniim): 2 years,
Capsuie under blister (MYCPERPYVDC alurninium): 30 months.
6.4. Special precautions for storage

Capaute under blister (PWVCPYDC aluminium): Do nod store sbove 25°C.
Capsule under blister (PYCPEPYDC aluminium): Do not store abave 30°C.
6.5  Mature and contents of container

Box of 1 or 2 bisters (FWCPVDCAIuminium ) or (FYWCAPEPYDC alurmeniurn) of & capeades
Blot all pack sizes may be maketad,

6.6. Special precautions for disposal and other handling
Mo special reguiremants.

7. MARKETING AUTHORISATION HOLDER

LABORATOIRE INMOTECH INTERNATIOMAL
22 AVENUE ARISTIDE BRIAMND
54110 ARCUERL

8. MARKETING AUTHORISATION NUMBER[S)
READSZD0A01

3. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
02nd January 2007

10. DATE OF REVISION OF THE TEXT
08th Janusry 2004

11. DOSIMETRY
Mot appdcable.

12, INSTRUCTHONS FOR THE PREPARATION OF RADIOPHARMACEUTICALS
Mot appdcable.

GEMERAL CLASSIFICATION FOR SUPPLY

List |
Medicanal product subject to medical prescription.
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1.3 REGIONAL SUMMARY
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1.4.1 Information on the bioequivalence study

Not Applicable
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1.5  CLINICAL TRIALS INFORMATION

Not applicable.
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1.A. APPENDIX ELECTRONIC DOCUMENTS

1.A.1 CD or USB Key:

2 USB.
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