Sultanate of Oman Ol—ad d_alal

Ministry of Health daall 3,159
Drug Safety Center glguo—It dadeu 3K ya
Muscat bia

To:

Director General of Royal Hospital

Director General of Khoula Hospital

Director General of Medical Supplies (MOH)

Director General of Pvt. Health Est. Affairs (to kindly arrange distribution to all Pvt. Health Institutions)
Director General of Health Services in all Governorates

Hospital Director (Al Nahda Hospital)

Hospital Director (Al Massara Hospital)

The Head of Medical Services in University Medical City

The Head of Medical Services in Medical City for Military and Security Services
The Head of Medical Services in The Sultan’s Special Force

The Head of Medical Services in Internal Security Services

The Head of Medical Services in Petroleum

The Head of Medical Services in LNG Oman

Director of Pharmacy of Qaboos Comprehensive Cancer Care & Research Center
Director of Pharmacy & Medical Stores in all Governorate (for distribution)
Marketing Authorization Holders & Pharmaceutical Companies

ALL PRIVATE PHARMACIES & DRUG STORES

M/S MERCK SANTE S.A.S. - FRANCE

After Compliments,

Kindly find attached Circular No |ﬂ dated 19/02/2026 regarding Batches Recall of Glucophage
XR 1000 mg B.No.(Y19427 &Y19428) & Glucovance 500/5 mg Tablets- B.No.(Y4909) - from M/s
Merck Sante S.A.S. - France

Copy to:

Undersecretary Office for Planning and Health Regulation
Director, Office of H.E. The Undersecretary for Health Affairs
Director of Pharmacovigilance Department, DSC

Director of Medicine Registration Department, DSC
Director of Regulatory Compliance Department, DSC
Director of Central Quality Control Lab., DSC

Director of Medical Device Department, DSC

Section Head of Quality Problems and Medication Errors.
Section Head of Pharmacovigilance

Section Head of Medicine Safety Evaluation

Section Head of Clinical Trials

National Pharmacovigilance Technical Committee
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Sultanate of Oman

Ministry of Health aall 3,159
Drug Safety Center elgu—»t & oM S, a
Muscat Liwa

Mo |
Circular No. 19 /2026
29-08-1447H
| & - 02-2026
Ll v /Batches Recall
Glucophage XR 1000 mg & Glucovance 500/5 mg
Recall Class III e it
Recall level Retail Level ) (5 glua
Product Information saaial) claglaa
Product Name Glucophage XR 1000 mg Prolong Release Tablets il aud
& Glucovance 500/5 mg Tablets
Active Ingredient(s) |  Glucophage XR 1000 mg (metformin 1000mg) & Allaill 3Ll
Glucovance 500/5 mg (Metformin 500mg &
Glibenclamide 5mg)
Batch Details Glucophage XR 1000 mg, Batches (Y19427 &Y19428) Al Jralis
Glucovance 500/5 mg, Batch (Y4909)
Manufacturer Merck Sante S.A.S. - France daxiadl 4 a0
Local Agent Muscat Pharmacy & Stores ot
Reason for Recall e

Voluntary Recall of the above-mentioned batches | (sl qum dllig ¢ sdle] o sSial) el e b Cian

due to a significant prolonged sub-zero temperature | cia 3 jidai b GYEAY fles Adblud Lawadal) sl
excursion affecting one Oman-bound shipment only el (99 - iwal) ciad Aghaa § Al Ay gal) B ) o)

- No manufacturing quality defect noted. paiaalll 3353 8 e o
Recommendation i ek iy Ve D elag g
M/S: Muscat Pharmacy & Stores: (l‘als-iyuu 3 .hu.. Llaua) il Jis gl e

- To arrange recall of the above batches & to follow | <ilabaill gLsly 3 sSiall CORLDN aDU) Az
Circular No. 73/2019 (Guideline for Medicines & | &%) 2019/73 ab, asasill i pla LS ol dualdl)
Pharmaceutical Products Recall Procedure) (¥ amal) @il paaiuwall g 4 oY) uaw

s
Ph. Ibrahim Nasser Al Rashdi
Director General
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Ministry of Health d—aall 3,159
Drug Safety Center £lgo—Il daMu 3S ya
Muscat i o
Link to https://moh.gov.om/en/ministry/drug-safety-center- Ll
circular circulars/ paxdl)
Reporting ADR/Product defects/Medication B3 gad) JSLiia / 4y a0 i,usd\_ JEY e Y
errors a5 gal) sUadY) /
Department of Pharmacovigilance& Drug Al gal) il pleall g m,‘m B_ila
Information 1l iy
Phone No: +968 22357686, 7687 0096822357687/0096822357686
Fax: +96822358489 0096822358489 s
web site: 1P AN a8 gall
https://moh.cov.om/en/ministry/drug-safety-center- https://moh.gov.om/ar/- S j-alaifs 3) 5 dl- e
circulars/ gl sall-AaSe/
Definition(s) iy el
Batch Recall 1ALads G

The action of withdrawing batch/batches of a | jaaiuwall (e 3adas cORES ) ALadd G o Jaad)
medicinal product from the distribution chain and | Lty 8asay (3 Gl au sl Adu o AV amal)
users for reasons relating to deficiencies in the quality, | coadal 3L Jady ¥y «Vamall paaiuall dlady

safety or efficacy. paniuall (gl (e gAY
Class I1I recall LAENEN A48)) (ye aaad)

This recall occurs when product defects may not pose | jaaivall gf ¢ gall @ g JSET Y Ladic caanal) 136 Eiany
a significant hazard to health i.e. low risk to health but | cauul) a3y & 41 ¥) « Lauall o §,a8 b AVaual)
recall may be initiated for other reasons, due to Adadl) of Aadleadl gf B gl Allatia o A Clandy
quality, safety or efficacy concerns.

Retail Level recall (Retail) ol s giua
Include: s Jady
e All government and private health institutions Aalil) g dga gSal) Lpaval) Clussall pran o
¢ Community pharmacies L Gldauae e
e Healthcare professionals Al e ) pamadia o
e May also include wholesales La mis B A La) JihY) g e
Cile 3 giu) Alaally LiVauall @ puaaiually
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