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To:

Director General of Royal Hospital

Director General of Khoula Hospital

Director General of Medical Supplies (MOH)

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

Director of Rational Use of Medicine (MOH)

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 Defence

The Head of Medical Services in The Diwan

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 Development of Oman
The Head of Medical Services in LNG Oman

Director of Pharmacy & Medical Stores in all Governorate

ALL PRIVATE PHARMACIES & DRUG STORES

After Compliments,

Please find attached our Circular No: 50/2022 dated 21/03/2022 regarding
Product Recall (Class Ill) of all batches of RABEZOLE 20MG E/C TABLETS from
Jamjoom Pharmaceuticals, Saudi Arabia.

Copy to:

e 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

Supdt. of Central Drug Information

Head of Cordn. & FU

M/s. Ibn Sina Pharmacy — to arrange recall and follow the procedures as stated in
Circular No. 73/2019

P PADC

Auigat &l8yllg dlapaliastalidzyan)
Directorate General of Pharmaceutical
Affairs & Drug Controf

MrPoAEAd . uAls - MrPoVIN . ila — I+ 152l ol — I 6o PP Ny
P.O. Box: 393 Muscat - Postal Code : 100 - Tel: 22357111 - Fax: 22358489

W dgpa_dc Email: dg-padc@moh.gov.om




Sultanate of Oman
Ministry of Health
Directorate General of Pharmaceutical
Affairs and Drug Control

diat 5)l)9

et Aol st A ot |

PR PWUR 11 S PO 1P

da i o
Muscat
Circular No.% O /2022
-08-1443 H
D\ -03-2022
#1393 @aw / Product Recall
Rabezole 20mg E/C Tabs
Recall Class II1 Gl Gyl
Recall level Retail level ) (5 gl
Product Information il Cila glra
Product Name Rabezole 20mg E/C Tabs il ol
Active Ingredient(s) Rabezole PAPHTESAT
Batch Details All Batches Aail) Joualis
Manufacturer Jamjoom Pharmaceuticals - Saudi Arabia Aaiadl 48 )
Local Agent Ibn Sina Pharmacy @il JS )
Reason for Recall el

The product recalled in its country of origin due to

noncompliance to bioequivalence study with reference
roduct.

#lodl COAL muaa iy L o a8
M‘EQ&AD&Q&@M&&,(O%'J}SM‘

product. o pal)
Recommendation o : S Slyea gil]
M/S: Ibn Sina Pharmacy (Lo 0l Alaa ) el s gl e
To arrange recall of the above batch and follow Circular | cilagail) gLl B gSall Algtl) Cad AU Al
No. 73/2019 (Guideline Jor Medicines & Pharmaceutical dil) 2019/73 ad ) aganil) o £ LaS Gy Lalayy

Products Recall Procedure)

(¥ amall &) paniall g 4 gad) G

/Dr. Mohammed H4mdan Al Rubaie’ %,
Director General | '/« . .

PADC
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Link to https://www.moh.gov.om/en/web/dgpadc/-11 by
circular . ' asaxdl)
Reporting ADR/Product defects/Medication 53 9l JSLia / 4y 923U 4.,..&.!1' W e E}‘B‘
errors agi) gall eUadly) /
Department of Pharmacovigilance& Drug A gal) il plaall g 21{3\ 5 _la
Information 1ad) s
Phone No: +968 22357686, 7687 o ATAYYYOVIAY/ c ATAYYYOVIAT
Fax: +96822358489 e ATAYYYOA£AS :9-513
web site: https://www.moh.gov.om/en/ereporting- 1SR A gal)
pharmacovigilance-department https://www.moh.gov.om/ar/-32
Definition(s) Ay il

Product Recall 8 99

The action of w1thdr§1w1.ng a}ll batch'es of a medicinal all paatiiall (oo AL gan i o Jand)
product from the distribution chain and users for | s 5 Lo g 5353 G G g5 Aealas (00

reasons relating to deficiencies in the quality, safety or Y amall il
efficacy.
Class 111 recall LA AR e aaad)

This recall occurs when product defects may not pose | ooz, ol 8154l g JSET Y Latie ) 134 Giiay
a significant hazard to health i.e. low risk to health but Gl oy 3 A5 Y) dawal) o 15nS 13hA Vaall
recall may be initiated for other reasons, due to Akl of Ldaad) ol Bagalty Aklnia s h ipipuid
quality, safety or efficacy concerns.

(Retail) el s sius

Retail Level recall

Include: e 2 i el
All government and private health institutions i il e “‘:‘"““‘J“J' - et
e Community pharmacies X '&I.MH «-l-gl-\im .
e Healthcare professionals = Aaall 41!‘9.)“ o g g
Aaall (s glwa Lyl Jadi By @

May also include wholesales
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