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

Muscat dad w e

To:
National Pharmaceutical Industries
After Compliments,
Kindly find the attached Circular No dated Q [ / S / 2 2 regarding the Batch
Recall of Omace 10mg - Tablets from M/s National Pharmaceutical Industries, Oman - B/No.
1923301.
Copy to:

¢ Director, Office of H.E. The Undersectretary 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

e Director of Central Quality Control Lab., DGPA&DC

¢ Director of Medical Device Control, DGPA&DC

e Section Head PV for Herbal Medicine & Health Products.

e Section Head PV for Human Medicine

e Section Head of Central Drug Information
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Sultanate of Oman
Ministry of Health
Directorate General of Pharmaceutical
Affairs and Drug Control

Muscat Jad e

Moo | aJg)
ircular No. ‘7’-(/2022
-02-1445 H

| -08-2023
dLads Gaw / Batch Recall

Omace 10mg - Tablet
Recall Class III Cad) Ciyiaal
Recall level Retail level ) (g gia
Product Information raaial) Cila glra
Product Name Omace 10mg o) aul
Active Ingredient(s) Lisinopril FUTATESAT]
Batch Details 1923301 Al Jualis
Manufacturer National Pharmaceutical Industries — Oman daiiadl A< il
Local Agent Bahwan Healthcare Center LLC @l ds gl

Reason for Recall

Batch recall of the above mentioned product due to non- | asad lldy ¢ oMel jsSiall plgall (pa ALASD i
comply physically with company specification according | sidal) Julad o 1ol ¢ Auil Juil) cilinal gall Lgiistha
to the result from analysis by CQCL in DGPA&DC. )

Recommendation ; St ee el oo ;

M/S: Bahwan Healthcare Center LLC (AM‘ 441--\1 u‘JH JSJA) qhdl d,sjl u-"'
- To arrange recall of the above batch and follow Claglail) £L35) 9 B gSdal) ALALIN caaad o DU HAT)
Circular No. 73/2019 (Guideline for Medicines & 2019/73 ad ) azaxil) 3 sl LaS ol Aualdl)
Pharmaceutical Products Recall Procedure) (A amal) @ paaioial) g 4y 9aY) i Jila)
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Link to https://www.moh.gov.om/en/web/dgpadc/-11 byl
circular asandl)
Reporting ADR/Product defects/Medication Basad) JSUiia / Ay 9B dpusall JEY) e £3LY)
errors agd) gall gUadY) /
Department of Pharmacovigilance& Drug A4l gall ila plaal) g BRI 5 il
Information tad) ciila
Phone No: +968 22357686, 7687 0096822357687/0096822357686
Fax: +96822358489 0096822358489 : sl
web site: hittps://www.moh.gov.om/en/ereporting- (P9 AN a8 gal)
pharmacovigilance-department https://www.moh.gov.om/ar/-32
Definition(s) Sy jatl)

Batch Recall JAladl o

The action of withdrawing specific batch/batches of | .z .y O Badne COURLS 5 ALAdS G o Jaal
a medicinal product from the distribution chain and | 7y, 98353 (35 Gl 2553 Aadus (e Y sal
users for reasons relating to deficiencies in the | -y3zay b Jads ¥y (Nl janiuall dlad
quality, safety or efficacy. paadiuaall 3ok G g A0

Class III recall
SAAIEY) A48) (pa aaad)

This recall occurs when product defects may not

pose a significant hazard to health i.e. low risk 0 | _zosia) i o1 e J885 Y Latie andl 38 Giaay
health but recall may be initiated for other | _a. Al B 4 Y ¢ daall e ipws kA AYaall

reasons, due to quality, safety or efficacy Adadl) o) Al gf Bagall Adlata o AT Gl
concerns.

Retail Level recall (Retail) o) 5 sha

e Include: Jadk

e All government and private health Lty Aga g5l Akl Myl e

institutions ; cciadl) i e

e Community pharmacies daall i,,u-_;n Sawadla -

e Healthcare professionals Gl pudantonall g Ay 9oV g5 o AS Ll Gl b asan -

e May also include wholesales sl g (A Gle 3 giaa) Alaally A anal)
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