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To:

aqa. O

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

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

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

ALL PRIVATE PHARMACIES & DRUG STORES

EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.(EIPICO)

with Confidence

After Compliments,

Kindly find attached Circular No48 dated 30/06/2024 regarding Recall of Folic Acid -
Tablets Smg - from M/s Egyptian International Pharmaceutical Industries Co.(EIPICO) -
Egypt - B/No. 2306578, 2305390 & 2306298

Copy to:

et

¢ 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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Circular No. 18 /2024
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dLsis Gaw /Batch Recall
Folic Acid - Tablet Smg
Recall Class I1 ) Cialaal
Recall level Retail Level ) (5 s
Product Information dadieal) Cila glea
Product Name Folic Acid !
)..ba.‘h».ah
Active Ingredient(s) Folic Acid Al 32l
Batch Details 2306578, 2305390 & 2306298 Algdall Jualas
Manufacturer Egyptian International Pharmaceutical Industries daiadll 48,0
Co.(EIPICO) - Egypt
Local Agent DAWAKUM aall JS 5l
Reason for Recall R
Based on recommendation of the National | ki8¢ d) gal) Jaauall 4k ol) Aal) iall) dsa o3 o Isliy
Pharmacovigilance Technical Committee, it is | 4iiiae adal llig ¢ oMe) ) gSiall judaaieeall AL Gian
decided to recall the above mentioned batches due | idall Julad &5 o el ¢ A4S ydll 4l juil) Sliva) gall
to non-comply physically with company L Sl
specification according to the result from analysis
by CQCL in DGPA&DC.
Recommendation - Glal
M/S: DAWAKUM (19 39) ) ISl e
- To arrange recall of the above batches and Slagledl) gld)y BgSiall BRI Gad AU JAS)
follow Circular No. 73/2019 (Guideline for Jad) Y NA/VY B apadll B el LaS 1 dualal)
Medicines & Pharmaceutical Products Recall (¥ amal) & juaaial) g 4g 92 G
Procedure)
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Link to https://www.moh.gov.om/en/web/dgpadc/-11 by
circular . . paanill
Reporting ADR/Product defects/Medication 3agal) JSLdia / 4y gadd dpusall JEY) ce £3UY)
errors di) gall eUadly) /
Department of Pharmacovigilance& Drug Agi) gall il glaal) g 23831 5 40a
Information 1, il

Phone No: +968 22357686, 7687

Fax: +96822358489

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

CeRTAYYYOVIAY s 4TAYYYOVIAT
CeATAYYTOAEAS 1 pusld

19 AN adgal)
https://www.moh.gov.om/ar/-32

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

Class 11 recall

This recall occurs when product defects could
cause illness or mistreatment, but are not Class I.

Retail Level recall

Include:
e All government and private health institutions
e Community pharmacies
e Healthcare professionals
e May also include wholesales

Definition(s) Cildy il
Batch Recall L AR ARETON
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aaddl AL Jady Y o Vamall paaieall Adlad

L raaiaal) udi (a5 AY)

SAUN A48 e )

aaiwall gl o) gall g cund Ladie ) 138 Eiaay
Bughiy Cuunl il ¢ zoall g g gl Al AV auall
e Al

(Retail) ol s giwa

iy
Aualil) g e gSal) Laual) Clusall pran @
B Y
Adaaal e ) paaiia o
Lo s B A Laal) kY aaa e

Ciledgiua) daaly LiVasall @ sl
sl g (A

FPPOAEAQ ,uSLS - PPIOVIN (aile - 1-- oyl jopdl - héuws PAP L. o
P.O. Box: 393 Muscat - Postal Code: 100 - Tel: 22357111 - Fax: 22358489
€ @DSCPHO Email: dscpho@moh.gov.om

DSC

clgaJl doluw jS550
Drug Safety Center

\7%




