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To: vevmramed | )

Commanding Officer, Armed Force Hospital (Al Khoudh & Salalah)
The Head of Medical Services in Ministry of Defense

M/s. International for Modren Industrial Company.

After Compliments,

Kindly find attached Circular No ?8 dated 3/06/2024 regarding Batch Recall
of Aspiserv Tablets 100mg - from M/s Pharmaserv Ag-Switzerland, B.No. AST-2201.

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.

PPIPOAEAD :uSLS - PPROVIN wile - 1+ syl jopll - nduwa PAF L. 0
P.O. Box: 393 Muscat - Postal Code: 100 - Tel: 22357111 - Fax: 22358489
€ @DSCPHO Email: dscpho@moh.gov.om

vH DSC

clgaJl doiluwu j550
Drug Safety Center




Sultanate of Oman

(:)l » .- .l l

Ministry of Health daall 3,05,
Drug Safety Center £lgua—tl dadMu 3S ya
Muscat i o
< }if:;\\
238
@ -7 T
Circular No. 78/2024 . ...,
20 -11-1445H
03 -06-2024
dLadS s /Batch Recall
Aspiserv Tablets 100mg

Recall Class I1 R
Recall level Retail Level ) (5 glena
Product Information el Dslaa
Product Name Aspiserv Tablets !

)..'Aa:u..mh
Active Ingredient(s) Acetylsalicylic Acid 100 Mg AUladll zaLall
Batch No. AST-2201 Al o8
Manufacturer Pharmaserv Ag-Switzerland daiadll 4< L)
Local Agent International For Modren Industrial Company sl JS
Reason for Recall e

Batch recall of the above mentioned product due to non-
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comply physically with company specification
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according to the result from analysis by CQCL in DSC.
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Recommendation
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M/S: International for Modren Industrial
Company:

- 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 byl
circular asail)
Reporting ADR/Product defects/Medication sUadY) / 32 gadl JSldia / &3 a3 AgnuSad V) e g3
errors 4 9l
Department of Pharmacovigilance& Drug Al gal) ila glaal) g JEBIY 5 il
Information Tl il

Phone No: +968 22357686, 7687

Fax: +96822358489

web site: https:// www.moh.gov.om/en/ereporting-
pharmacovigilance-department
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Definition(s)
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Batch Recall

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 II recall

This recall occurs when product defects could
cause illness or mistreatment, but are not Class 1.

Retail Level recall

Includes:
e All government and private health institutions
e Community pharmacies
e Healthcare professionals
e May also include wholesales
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