Sultanate of Oman
Ministry of Health

Directorate General of Pharmaceutical Affairs

and Drug Control & ’ N\
MUSCAT | M
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

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 (for distribution pls.)
ALL PRIVATE PHARMACIES & DRUG STORES

After Compliments,

Please find attached our Circular NO@QZQOH dated 3/(0 regarding

Batch Recall of ALKA UR Sachets (B/No. 3617208) from M/s. NPI.

Copy to:
e Directot, Office of H.E. The Undersecretary 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
e Director of Central Quality Control Lab., DGPA&DC
e Director of Medical Device Control, DGPA&DC
e Supdt. of Central Drug Information
e Head of Cordn. & FU
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P.O. Box : 393 Muscat, Postal Code: 100, Tel: 22357111 - Fax: 22358489 - E-mail : dg-padc@moh.gov.om
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Circular No.3/2019
1} -02-1441H
o2, -10-2019
Batch Recall
L " * 2 o -
ALKA UR SACHETS
Product Information el Olaglas
Product name ALKA UR SACHETS BU-CS N [P
Active ingredient(s) Sodium Bicarbonate S lazlt 3atad
Batch number 3617208 wLaidt o3
Manufacturer National Pharmaceutical WESTEN (Ry V-2 {1
Industries (NPI)- Oman

Expiry date: 11/2020 elga™ 7oy 5
Reason for Recall WESH (yaro

Batch was analyzed by Central Quality Control 3,908 LB 0 5y9Sailell LALLM e Olue Judxd 43
Lab and found not complying with the company

specifications as: TIE Cpgial o (A 3N Juld "5’%)'"'_' i
1. pH value was out of limit. =y Judoed Olawolge ge GaG¥ AL b Sl
2. Bulging of sachets. s L OLuw DY

3. Caking of powder inside the sachets 38 1 sguttt gr3l5 (PH) frdigamad Jramyd )

iy Bt Gouialt Lol LY
al2od Ja1s Boxuwall 3 LY

Recommendation Oluo st
As per the recommendation of the B3 sy ddial pclal) sl awegd e telin
Pharmacovigilance Joint Technical Committee, = ysactel o sB ¢ o lg
DGPA&DC decided to: e chaskie il S
O BHeSadel! il aedy) Bro Blasly coxw )
1. Immediately stop dispensing and distributing 1553 odlet Ad) ) Lied! srzeial!
the affected batch. A - N
2. M/S NPT: R

- To arrange recall of the above batch and follow | £kl HsSlell ALAL comud MM BS| -
Circular No: 73/2019 (Guideline for Medicines & | 43, aasidl 2 sl lefa Comully uolitl Oladaidt
Pharmaceutical Products Recall Procedure). (il @l panienall 5 Ay 5891 8) Yora vy

»:\\‘
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Dr. Mohammed Hamdan Al gubale 225 1t )
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Link to Circular

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

Aeadl) oyl

Reporting ADR / Product defects /
Medication Errors
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Department of Pharmacovigilance & Drug
Information

Phone No: 0096822357686/0096822357687
Fax: 0096822358489,

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

ity A Olaglaatty La3.CH 5,00
2QTAYYYOVIAY /2 «4TAYYYOVIATAY :)‘.:ﬂ} aile
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13 st ¥ agell
https://www.moh.gov.om/ar/-32

Definition(s) CrLiay yaTid
Batch Recall wLAdls ceew

The action of withdrawing specific batch/batches of a
pharmaceutical product from the distribution chain and
users for reasons relating to deficiencies in the quality,
safety or efficacy, excluding other batches from the

ranuall Ge 3adome OOLdT 9 (ALAES Leew le Jaall
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same product. aolualt uld Ge (3N OILALT
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