Section D

| D 2 Label Mock-up for Outer Carton |

The label Mock-up for Outer Carton of Pramipexole Tablets 0.18 mg is enclosed overleaf.

MARKETING AUTHORISATION APPLICATION
Pramipexole Tablets 0.18 mg
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Batch No.: XXXXXXXXXXX
Mfg. Date: MM/YYYY
Exp. Date: MM/YYYY

S GTIN: XXXXXXXXXXXXXX
[S,N: XXXXXXXXXXXX

Batch details, Variable data &

Unique serial number
with 2D data Matrix shall be printed
on each carton during packing
\
\

\,
N o

S.0L X0l

-

OdNIdOodNVv

&

Bwigz 0 21espAyouoiy apLojydoipAyig sjoxadiweld

(Bwsz'o 19)qeL 9joxadiweld) NOSIWVId

S 11 111

L%

Keep out of the reach of children

R 1
Each tablet contains Route of administration: Oral
Pramipexole Dihydrochloride Monohydrate
Ph.El{I’ 0.25 mg equivalent to Do not store above 30°C
Pramipexole 0.18 mg
Protect from light
Ubat Terkawal/Controlled Medicine v}
Indications, Dosage &Contraindications: i
Prescription medicine only Refer the pack insert (please read the =
accompanying instructions before use). o
Jauhi Ubat dari kanak-kanak M.L. No.: 22/MN/AP/2009/F/R

MAL No.: MAL18116132AZ
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AUROBINDO

PRAMISON (Pramipexole Tablet 0.25mg)

Pramipexole Dihydrochloride Monohydrate 0.25mg
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10x10’s
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A/s: 46 x 48 x 96 mm

unvarnish zone

WP445C I P376C I P3275C [ PBe072C [ Black

Product Name Component Item Code Date & Time
N PRAMISON 0.18 mg Carton (10x10’s) | P1034116 18.01.2019 & 03.10 pm
AUROBINDO Country Version No. Reason of Issue Reviewed / Approved by
Packaging Development _ L
Malaysia 01 Submission
Team Leader | Kiran K Dimensions (mm) Colours
Initiator C Viswanath A/s : 46 x 48 x 96 mm No of Colours : 5
Artist Sree Designers | Pharma Code: 34116

Additional Information

34116

Sign / Date




