Sultanate of Oman
Ministry of Health

Directorate General of Pharmaceutical Affairs

and Drug Control

MUSCAT N o
To:

THE DIRECTOR GENERAL OF HEALTH SERVICES IN ALL GOVERNORATES
Commanding Officer, Armed Forces Hospital (Al Khoudh & Salalah)
Director General of Engineering Affairs, MOH

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. Hospitals)
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

ALL PRIVATE PHARMACIES & DRUG STORES

After Compliments,

Please find attached our Circular No...’.z.?/. .2..0.{0dated =y s %ﬁ‘f‘.?regarding

the suspension of registration and recall of all Ranitidine containing products

from the market.

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
Supdt. of Central Drug Information
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Sultanate of Oman
Ministry of Health

Directorate General of Pharmaceutical Affairs

and Drug Control

MUSCAT M
Circular No. /3 72020

// -08-1441H
05 -04-2020
Suspension of Registration and Recall of
RANITIDINE containing products
Recall Calssification Class Il el Caual
Recall Level Consumer Level ol (S gue

As per the decision taken by the Central AsEmsall Dol DUl 53 le el
Registration Committee of the Gulf Health Lomisd iddad +i33 LG ot oeeail)
Council have decided ¢ d_tl R 1A el e

ouncil, we have decided fto_suspend the SN Bale ole Dusimall Tuss¥ ases

registration __and _ recall all Ranitidine o . ] ) .
containing products with immediate effect. | &€ '#1R PR LAN 138 ol Lele .58 Jsaduy

This was due to US FDA’s finding that | #9019 #/8ah s J@ Ge Gyalall Oladdadtt
NDMA impurity in some Ranitidine products | fglf aauasd! Ola,ddl arar I s e
increases over time when stored at higher than | Cowuy Sty Baudt o eilaiie comuws St )
room temperature which may result in | 5, o2 (NDMA)  CogaM Jrid 33085 st lalin
co'ns.umer .exposure to unacceptable levels of o0 ool Bl Slays b lghidd die Oliall
this impurity. ESE IR TP R R TR YT I NV W
oM Go Webe ,d Obsiued SuSalgiuell

RPAL
Local Agents: o W ON (P TSN |
A T 0 | e s s o 0 5 -
with immediate effect as per Circular No. | Aead! 2 sl Lo Conudly Dol Oladat

73/2019  (Guideline for medicine and | & yamiwally a9 s¥) coew Juda ) Yera vy o8,
Pharmaceutical Products Recall Procedure). (¥ "

@R Ol de G Y w=R\{

Alalf sl
Dr. Mohammed Hamdan Al Rubaie
Director General
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Link to Circular https://www.moh.gov.om/en/web/dgpadc/-11 Aseaid! dagl
Reporting ADR / Product defects / JEaliie/ 39 M susnaltt 5 BN e £ S
Medication Errors g Al o a1 /339t
Department of Pharmacovigilance & Drug Ailg Al Orleglaatig JAZ.C 5,590
Information A QTAYYYOVIAY [+ +QTAYYYOVIAIAY £ ady 2700
Phone No: 0096822357686/0096822357687

Fax: 0096822358489, v AUTITOALNL o uialD
website: (il Y adgel/
https://www.moh.gov.om/en/ereporting- https://www.moh.gov.om/ar/-32
pharmacovigilance-department

Definition(s) Oolay 2t
Recall TSR {
The action of withdrawing a pharmaceutical product or Bkalo ) Lj" 3 91 GRAED 3) geiasaliiv splosaw g5k el
specific batch/batches of the pharmaceutical product | Glad Qluw¥ a3 el lulu Ga A duall paxiuedl Ho
from the distribution chain and users for reasons | Jady¥y (AY¥duall maxluell fodlad g nedlu 9 3352
relating to deficiencies in the quality, safety or efficacy, i Liunall i o &SN OAET LB "

excluding other batches from the same product.

Class 111 Recall: s A B Sl (e e
. | elgdt o JESE5 W lale condd) 100 Suoxy
This recall occurs when product defects may not pose a I =9 PHE

significant hazard to health i.e. low risk to health but | 43 ¥! (il e nsa Glad AWduall sl

recall may be initiated for other reasons, due to quality, | gi jveMudt gi 33gaxtly JAdlate Gy Wb Conud! aly 23
safety or efficacy concerns.

<t Laatf
Consumer’s Recall Level

(Consumer ) ot (§giuwe
ey

- Patients &consumers Oilalgiiually el -

- Medical Stores & Suppliers Saarally g 3 Oileag }

- Government & Private Health Institutions o " .

- Pharmacies o belly e gpsomd! puosal! Oluwiel! e -

- Healthcare Professionals oldduall -

!l pale 3 pawaie -

Includes
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