1.3 Product Information

1.3.1 SPC, Labelling and Package Leaflet

1.3.1.1 Labelling

Artworks of Medroxyprogesterone Injection 150mg/mL (ImL Prefilled Syringe)

enclosed overleaf.

_ MARKETING AUTHORISATION APPLICATION
Labelling of PIES' Medroxyprogesterone Injection BP 150mg/mL (1mL Prefilled Syringe) — 1.3.1.1.5 111Pg. 1
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Suspension for Injection :
Store below 30°C. Do not freeze. |

| ] Shake vigorously before use. °
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Medroxyprogesterone Acetate Ph.Eur 150 mg.
M E DWI N Store below 30°C. Do not freeze.
R Shake vigorously before use with protective cap in place.
Medroxyprogesterone Injection See package insert for full prescribing information. 1S
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Labelling of PFS

[

YaFusasing

LI

FTNWIAGN a9 1639 VUWWAVTI Wo9 LTI BIDGULLLEILLA I

MENNRERVTE R i FI0 B I o ey e i’1l'1'D‘jw] el ﬁuv' d i:.u]rlrﬁ.d 1

ASIATAUNT) e (m) RID bed () LAS (=) LAUAIZATE

1.3.1.1.1Pg. 3



28111 a'@\(] thhDN?': )&X&(}(YXXYWXXXXX '
g. Date:
Exp. Date:  MM/YYYY
SN2 XXXXXXXXXXXX .

Batch Details along with variable data &
Unique serial number on each carton
with 2D data Matrix shall be printed
during packing
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Medroxyprogesterone Acetate Ph.Eur 150 mg. 'E
Store below 30°C. Do not freeze. 2 2
Shake vigorously before use. i :
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N Suspension for Injection
AUROBINDO 1 mL Single Dose Prefilled Syringe
Manufactured by: Imported by:
Eugia Pharma Specialities Limited, APL Pharma Thai Ltd., Bangkok.
Survey No. 550, 551 & 552,
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