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0 8 APR 2019 Registration Certificate of Pharmaceutical Product
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This is to certify that the registration committee has decided to register the following pharmaceutical product.
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| Trade name concentration

Efudix® 5% cream
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Generic name and concentration

Each tube contains 20g of 5% fluorouraecil
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Pharmaceutical dosage form and packaging

Description : white to almost white homogenous smooth opaque
cream

Packaging : 20 g Aluminium Tube in packet with leaflet. The tube is
tlosed with a polypropylene (PP) membrane-piercing caps
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No. and date of decision product registration

20 — 435 C in 6/2/2019
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Manufacturer name , origin

ICN Polfa Rzeszow S.A , Address: 2 Przemyslowa
street, 35-959 Rzeszow , Poland.
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Marketing authorization holder name, origin

MEDA pharma GmbH & co. KG, Benzstr. 1, 61352 Bad
Homburg, Germany
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Shelf life product 3 years _aaiuall jas
Storage conditions Do not store above 300 C G gk
Registration price 7.5 8% /20 g tube Jaaedll
Exp date of certificate 6/2/2024 Balgdd) Ayaid

Dr.Hani ﬁ(::ia ALAKBI

Manager Director
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Saba Jaber Hassoon ALrashidy
Reg. Dept . Manager

2 i

M /4/2019




