Sultanate of Oman
Ministry of Health
Drug Safety Center
| Muscat
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[o] Moving Forward
with Confidence

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 SQU Hospital
The Head of Medical Services in Royal Oman Police
. The Head of Medical Services in Ministry of Defense
The Head of Medical Services in The Diwan
1 The Head of Medical Services in The Sultan’s Special Force
; The Head of Medical Services in Internal Security Services
i 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 pls.)
Marketing Authorization Holders & Pharmaceutical Companies
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ALL PRIVATE PHARMACIES & DRUG STORES

M/S TAIBA PHARMACY

Copy to:

After Compliments,

Kindly find attached Circular No E;LI_.dated 05/05/2024 regarding Voluntary Recall of
. Bavencio (200Mg/10MI) - Injection - from M/s Merck Serono Europe - Netherlands - B/No.
AU043746

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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Sultanate of Oman

Ministry of Health i aall 3,059
Drug Safety Center elga—tl daMu S ya
Muscat i ua
Circular No.549/ 2024.:: g a
26-10-1445H
0 5-05-2024
& 38 @au /Voluntary Recall
Bavencio (200Mg/10M]1) - Injection
Recall Class II1 e
. Recall level Retail Level ) (5 giana
Product Information paaioall s glaa
Product Name Bavencio (200Mg/10M1) il au)
Active Ingredient(s) Avelumab (200 mg/10ml) Alladl) 52l
Batch Details AU043746 Al Jualas
Manufacturer Merck Serono Europe - Netherlands daiadl 4,8l
Local Agent Taiba Pharmacy sl Sl
Reason for Recall ) G

Voluntary recall by manufacturer of the above
mentioned batch out of abundance of caution due to
the particles found in the batch.

3953 Aladall daiaal) AS AN JB (s (& ghll o)
g Aa gl als odel

Recommendation

Gl 53l)

M/S: Taiba Pharmacy

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

(b Tl aadl I sl o

Slaglaill plily 5 g8dall LRSI Guaad 23U HAS)
Jald) YOV A/VY QB ananil) B ply LS el Aaldl)
(AN aall i panduall g 4y 90 caan

Dr. Mohammed

Director Genperal
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Sultanate of Oman Ol—ad & Al

Ministry of Health iaall 3,05
Drug Safety Center £lguodl daMw S ,a
Muscat i ua
TS
’_'.SQ
Link to https://wwig-fot-gov.om/&s, b,
circular wmcg"ﬂdence\f R i . ‘ asaxdl)
Reporting ADR/Product defects/Medication Bagad) JShiua / Ay 90 dguasad) JBY) (e E3LY)
errors i) gal) eUady) /
Department of Pharmacovigilance& Drug Al gal) Claglaal) g -BL,"J\ 8 _la
Information a8, iy
Phone No: +968 22357686, 7687 e ATAYYYOVIAV/ 4 3TAYY YOV A'k.
Fax: +96822358489 e ATAYYYOALA] ;&,‘su
web site: https://www.moh.gov.om/en/ereporting- (s ASN) o gal)
pharmacovigilance-department https://www.moh.gov.om/ar/-32
. Definition(s) iy )
Batch Recall T AERAJETOn

The action of withdrawing batch/batches of a | jdaaiuall (pe 5asaa cORED 5l ALdd G o Jand)
medicinal product from the distribution chain and | LaSu g 5asa (Bl Gl aujsill Adada e AV auall
users for reasons relating to deficiencies in the quality, | coadal AL Jady ¥y ( Namal) paaiuall ddad 4

safety or efficacy. paniuall Gudl (e gAY
Class III recall QAN Al cpe and)

This recall occurs when product defects may not | Lzassiall gi ¢l sall qgee JSE Y Ladie ) 138 Giaay
pose a significant hazard to health i.e. low risk t0 | o) a3y 28 4di ) ¢ dauall o 1 wS 1 hd Yauall

health but recall may be initiated for other Alladl) ol Al gl Bagall Adlatia 5 AT Gl
reasons, due to quality, safety or efficacy
concerns.
‘ Retail Level recall Retail) wall o5
Include:
e All government and private health institutions dady
e Community pharmacies i) g A gsal) sl s gall gian
e Healthcare professionals L) Sldana

Aasall e ) guaaidia

Lo s B A laal) kY aea
e d i) Aaaly LiVamall &) pudaaduall g
sl g (A

e May also include wholesales
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