BLISS GVS PHARMA LTD.

Product: Fuclo 250 Solution

Market: IMEX (EN+FR+PT)

Size: (Lx W X H) 58 x 58 x 120 mm

Component: Carton

Artwork code: 38001197-01

Pack Size: 100 ml

Color Shades: CMYK + 2 Special color for IMEX logo

Date of Initiation: 30-06-2020

Mfg Location: Medopharm

Barcode: 2D barcode

Substrate: 350 ITC Sapphire graphic with Matt finish (Aqua Varnish)

Reason for Issue: Word “Suspension” replaced with “Solution” as per client comments

Superseded code: 38001197

Designer

| Rajesh Mayekar

Change Control No.: CC/CO/P/XX/XXX

Path: E:\DUSANE\YD\PACKAGING\Suresh P\IMEX\Fuclo\Fuclo supsension Carton and Label.cdr

Pharma Code: 3003

EAN -13 8906009238470
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Flucloxacilina solugéo oral /
Flucloxacillin Oral Solution

Penicilina Insensivel a Penicilinase /
Penicillin Insensit.ivétt‘ the Penicillinase

Via Oral / Oral Use

IME¢Pharma-
: /

10/£8Tv2dd

Composition:

Chaque 5 ml de solution reconstituée contient:
Flucloxacilline sodique

équivalent & Flucloxacilline 250 mg
Excipients Q.s.p.

Conserver en dessous de 25°C, & I'abri de la lumiére
et de 'humidité.
Tenir hors de la portée et de la vue des enfants.

Conserver la solution reconstituée entre 2°C-8°C.
Ne pas congeler.
Agiter avant I'emploi.

Reconstitution:
Agiter le flacon pour disperser la poudre,
ajouter lentement de I'eau potable jusqu'a
la graduation et agiter. Bien agiter le
flacon avant chaque utilisation.

La solution reconstituée doit étre utilisée dans les
7 jours.

Composigéo:

Cada 5 ml de solugéo reconstituida contém:
Flucloxacilina Sodica

Equivalente a Flucloxacilina 250 mg
Excipientes q.b.

Conservar abaixo dos 25°C, ao abrigo da luz e da
humidade.
Manter fora da vista e do alcance das criangas.

Conservar a solugao reconstituida no frigorifico
(entre 2°C e 8°C). Nao congelar.
Agitar bem antes de cada utilizagéo.

Reconstituigéo:

Agitar o frasco para dispersar o po, adicionar
agua potavel até a marca indicada no frasco e
agitar bem. Agitar sempre antes de usar.

A solug&o reconstituida deve ser utilizada em
7 dias.
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Flucloxacilline solution buvab

Pénicilline Insensibl:z a la Pénicillinase

IME3¢ Pharmaor
< 2

Imex logo to be printed in grey Colour Inside of Carton
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Composition:

® Each 5 ml of reconstituted solution contains:
Flucloxacillin Sodium
equivalent to Flucloxacillin 250 mg
Excipients q.s.

Store below 25°C, protect from light and moisture.
Keep out of reach and sight of children.

Store the reconstituted solution between 2°C-8°C.
Do not freeze.
Shake well before use.

Direction for reconstitution:

Shake the bottle to loosen the powder, slowly add
boiled & cooled water up to the ring mark on the
bottle & shake well. Add water if necessary to adjust
the volume up to the mark.

Use the reconstituted solution within 7 days.
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[ ] LISTE 1/LISTA1/LIST 1
° Uniquement sur ordonnance /

® Apenas mediante prescri¢ao médica /

Only under prescription

L] L]
° Code No.: TN/DRUGS/TN00002183
oo Titulaire & exploitant AMM /

Titular e responsavel pela AIM /
MA Holder & operator:

IMEX PHARMA

Rose Belle Building, Unit 3,
Rose Belle Business Park,
Mauritius.

Voie orale

Pharmacovigilance :
+22521255238

Pharmacovigilance :
+22521255238
pharmacovigilance@imex-pharma.com

Fabriqué par / Fabricado por / Manufactured by:
MEDOPHARM PVT. LTD.
Guduvanchery-603202, INDIA.



