Sultanate of Oman Ol——as & bl

Ministry of Health daall 3,159
Drug Safety Center glga—dl dadu 3-S ya
Muscat i a
Moy Eorwerd HoLedib)

To:

Directorate General of Medical Supplies

M/s. HEALTH FOR ALL

After Compliments,

Kindly find attached Circular No“-lﬁ dated ?’/ 10/2024 regarding Batch Recall of Calcium
Vitamin D3 Tablets 100mg - from M/s West Coast Pharma-India, B.No. WG23728 & WG23139

Copy to:
e Director, Office of H.E. The Undersectetary for Health Affairs
e Director of Pharmacovigilance & Drug Information Dept, DGPA&DC
e Director of Drug Control Department, DGPA&DC
e Director of Pharmaceutical Licensing Department, DGPA&DC
L ]

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

National Pharmacovigilance Technical Committee
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P.O. Box: 393 Muscat - Postal Code: 100 - Tel: 22357111 - Fax: 22358489
¢ @DSCPHO Email: dscpho@moh.gov.om
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Circular No.!,4/2024
OY _04-1446 H
o) -10-2024
dLais s /Batch Recall
Calcium with Vitamin D3 Tablets 100mg
Recall Class I11 ) Ciyiaal
Recall level Retail Level ) (g glesa
Product Information _rladeall D gl
Product Name Calcium with Vitamin D3 Tablets sl
Active Ingredient(s) Acetylsalicylic Acid 100 Mg Aladl) 52l
Batch No. WG23728 & WG23139 alaiall o8,
Manufacturer West Coast Pharma-India daiadll 48
Local Agent HEALTH FOR ALL i ds
Reason for Recall ol

Batch recall of the above mentioned product due to non-

adad Sllig ¢ oMol gSiall g)gall pa AlAdS

comply physically with company specification according

G0 5 e Il ¢ ity ) s gall LgTiting

to the result from analysis by CQCL in DSC. 2 S ) iaal)
Recommendation Silsa 53l

M/S: HEALTH FOR ALL

- To arrange recall of the above batches and follow
Circular No. 73/2019 (Guideline for Medicines &
Pharmaceutical Products Recall Procedure)

(el daal) 4 af £ gia) Aaal) JS ol o
Slaghadl) £L5) g 5 gSdall CBLALIN cuad 3B HAS)
Jald) 2019/73 pd, arantll B sl LaS s Lalil)

(ANl G uand 4 gt

DSC

clgaJl doilu jS530
Drug Safety Center

PPIOAEAQ :(,uSLS - PPPOVII ailo - 1+¢ S3dl jopll - héuwe AP L. 0
P.O. Box: 393 Muscat - Postal Code: 100 - Tel: 22357111 - Fax: 22358489
€ @DSCPHO Email: dscpho@moh.gov.om




Sultanate of Oman Ol—as & Alal
Ministry of Health daall 3,159
Drug Safety Center £lgu—tl oM S ya

Muscat Lhiwa

Link to https://www.moh.gov.om/en/web/dgpadc/-11 byl

circular psazdl)

Reporting ADR/Product defects/Medication
errors

Bagal) JSUia / dg 9B Apusall SN oo £3LY)
A gal) gUadly) /

Department of Pharmacovigilance& Drug
Information

Phone No: +968 22357686, 7687

Fax: +96822358489

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

A gall ila plaall g J28N 5 s

1ad il
0096822357687/0096822357686
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(s RSN dgall
https://www.moh.gov.om/ar/-32

Definition(s) Sy i)
Batch Recall sALads o

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 111 recall

This recall occurs when product defects may not pose
a significant hazard to health i.e. low risk to health but
recall may be initiated for other reasons, due to
quality, safety or efficacy concerns.

ey
Retail Level recall dualdl) g 4ua gSal) Laval) il gal) VL S
Include: daall e ‘U.\i‘ g
e All government and private health institutions | _ . lgl:-.)!\ 4 .
4_1"’.1‘[\ &l,a qé ASJW\ ubln\ll & °

e Community pharmacies
e Healthcare professionals
e May also include wholesales
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