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Ourref. : (21) Hovid-PKKK/2021/RIMUP (Jun)
Date : 18™ June 2021

Pharmacovigilance Section

Centre of Compliance & Quality Control

National Pharmaceutical Regulatory Agency

Ministry of Health Malaysia

Lot 36, Jalan Universiti,

46200 Petaling Jaya, Selangor (by courier)

Attn: Head of Pharmacovigilance Section

SUBMISSION OF RISALAH MAKLUMAT UBAT UNTUK PENGGUNA (RIMUP)
AND PATIENT INFORMATION LEAFLET (PIL)

Product Name : AETOS MONTELUKAST TABLET 10MG
MAL Number : MAL11125019AZ

With reference to the above product, we have submitted variation for product Aetos
Montelukast Tablet 10mg (MAL11125019AZ).

2. Variation correspondence received and requires the submission of RIMUP manually to
Pharmacovigilance Section for further evaluation.

3. Hereby enclosed one (1) copy of RiMUP — English version and one (1) copy of RiIMUP
— Malay version.

For future correspondence, kindly contact Nur Atikah at atikahaz@hovid.com.

Thank you.

Yours truly,

X

Chong Yen Leng
Regulatory Affairs Manager

Hovid Berhad
NAA/RA/18062021
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