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Moving Forward
with Confidence

To:

Director General of Royal Hospital

Director General of Medical Supplies (MOH)
GLENMARK PHARMACEUTICAL LIMITED

After Compliments,

Kindly find attached Circular No 2 q’é) dated 20/12/2023 regarding Voluntary Recall
Indomethacin — Capsules 25mg - from M/s Glenmark Pharmaceutical Limited -India - B/No.
19231903.

Copy to:

Director, Office of H.E. The Undersecretary for Health Affairs
Director of Pharmacovigilance & Drug Information Dept, DGPA&DC
Director of Drug Control Department, DGPA&DC

Director of Pharmaceutical Licensing Department, DGPA&DC
Director of Central Quality Control Lab., DGPA&DC

Director of Medical Device Control, DGPA&DC

Section Head PV for Herbal Medicine & Health Products.

Section Head PV for Human Medicine

Section Head of Central Drug Information
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Circular No. 27G2023% =

©8-06-1445 H

2, -12-2023

& 58 @3 / Voluntary Recall
Indomethacin - Capsules 25mg

Recall Class | ) abaal
Recall level Wholesale Level ) (5 giana
Product Information el Cila glra
Product Name Indomethacin BY-ENNON| [PV
Active Ingredient(s) Indomethacin Aladll 32l
Batch Details 19233484 Ll Jualss
Manufacturer Glenmark Pharmaceutical Limited - India daiaall 48 L4
Local Agent Muscat Pharmacy el ds gl
Reason for Recall el i

Voluntary recall by manufacturer of the above
mentioned batch as outer was labelled as
Naproxen tablets USP 250mg, but it actually
contained Indomethacin capsules USP 25mg.

codle ) 3 gSiall Ala il daiuaal) 4S i) JB (e & ghal) caad)
La il seal) o paaiuall au) B Uad cuan Qi
Lin Naproxen tablets USP aw) Jass 2 Al (dualal))

.(Indomethacin <Y s o 5 giad 403140 5 gal)

Recommendation

- Slagll

M/S: Muscat Pharmacy

- To arrange recall of the above batches and
follow Circular No. 73/2019 (Guideline for
Medicines & Pharmaceutical Products Recall
Procedure)
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Link to https://www.moh.gov.om/en/web/dgpadc/-11 g
circular _ _ asazil)
Reporting ADR/Product defects/Medication 39l JSliia / Ay 53 Apaasall L) (8 E3LY)
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Department of Pharmacovigilance& Drug A g2l e glaall Eaal 5
Information 1pd, aila

CeATAYYYOVIAV/ 4 s ATAYYYOVTAT
e ATAYYTOAEA sl

19 ASN) ad gal)
https://www.moh.gov.om/ar/-32

Phone No: +968 22357686, 7687

Fax: +96822358489

web site: https://www.moh.gov.om/en/ereporting-
pharmacovigilance-department

Definition(s) Sy il
Batch Recall LR AJETOM

The action of withdrawing batch/batches of a
medicinal product from the distribution chain and
users for reasons relating to deficiencies in the quality,
safety or efficacy.

Class I recall

This recall occurs when products are potentially life-
threatening or could cause a serious risk to health.

Wholesale Level recall

Includes all parties involved in wholesale distribution
(medical stores) and suppliers.
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