MOST URGENT
NO. SO(RMC)2-21/2025
GOVERNMENT OF THE PUNJAB
SPECIALIZED HEALTHCARE &
MEDICAL EDUCATION DEPARTMENT
(TECHNICAL WING)

Dated Lahore, the 5" January, 2026

To
1. Vice Chancellors of all public sector Medical Universities in Punjab
2. Principals / Deans / EDs of all public sector Medical Colleges /
Specialized Medical Institutions in Punjab
3. Medical Superintendents of all public sector Teaching Hospitals in
Punjab

Subject: DRUG PRODUCTS DECLARED SUBSTANDARD BY PROVINCIAL
HRUL ——=x=nn=Y oo IANUARD BY PROVINCIAL
DRUG TESTING LABORATORIES.

| am directed to refer the subject cited above and to enclose herewith copy
of a letters No. 13-30/2024-DD(QA-VII) dated 8.12 2025 received from the Deputy
Director-IX (QA & LT). Drug Regulatory Authority of Pakistan, Division of Quality

Assurance & Laboratory Testing, Prime Minister's National Health Complex,
Islamabad.

2. Submitted for information and further necessary action.
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Copy is forwarded for information to the:

1. Deputy Director-IX (QA & LT), Drug Regulatory Authority of Pakistan,
Division of Quality Assurance & Laboratory Testing, Prime Minister's
National Health Complex, Islamabad w/r o letter referred above.

2. P8O to Secretary to Government of the Punjab, Specialized Healthcare &
Medical Education Department.

3. PS to Special Secretary (Operations), Specialized Healthcare & Medical
Education Department

4. P.A to Additional Secretary (Technical), Specialized Healthcare & Medical
Education Department.
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13-30/2024-DD{CA-VIIT) MOST IMMEDIATE
Government of Pakistan
Drug Regulatory Authority of Pakistan
Diivision of Quality Assurance & Laboratory Testing
Prime Minister's National Health Complex. Islamabad.

e e e R R L L L L

Islamabad, the 08" December, 20335

Subject: DR ECLARED SUBSTANDARD BY PROVINCIAL DRUG TESTING LABORATORIES.

I'am directed to refer to the subject cited above and repart received from DTL Punjab wherein below mentioned Drup
Produets declared “‘Substandard’ quality. Details of products are as under:

SH __ Product Name Bateh No. | _ Manufacturers i Remarks _f =
: Tablet Virtee 10 mg Mo \fuLlFI:_i:]F:'LE"“ME“UH:B The sample is Substandard on the
. Em:E'! T:Ihh_:tli.umains: . | FE-23-00) 31-Km Ferozepur Road Lahore: | ™ Drsamc Impurities, performed as |
Cetrizine Dihydrochloride 10mg (DML # 000395) i
Each r::;hlg M'F“qfﬂp Smg M/s Mega Phurmaceuticals Lid. The sample is declared a3 ""Sub-
~ | 2 ﬁacl d‘ﬂ A ngmmj. PI 5 23G337 | 27 Km Raiwind Road Lahore. Standard" on the basis of Test for
N ARG S DARINE < 3R (DML # 000537) Impurities (Organic Impurities),
e Lol (Reg. # 32876)

\q " The above mentioned firm is hereby directed to immediately alert your sales officers/supplicrs/distributors to issue instructions
ﬁm the distributors, for the return of suspected stocks of the above mentioned batch of the product & within three working (03)
= tays, you are directed to submit 'Reeall Assessment Form to this division in light of guidance provided in the *Guidelines on Reeall
B0l Defeetive  Thera peatic.  Goods  (Edition  02)" available o DRAP's  website  ie. hips:r. wiww, i ooy plidwp-
X aaptnyupload 203471 Recall-Guidelings- Edition=2-V 1= | <[ inal-08-10-2074-1-2 pdf.

specifications of the product as mentioned in the approved product testing SOP. The Inspectar shall also check and report when the firm
" last informed the Registration Division, DRAP regarding the approval of any minor variation (MiV-PA14) in the said drug praduct a3

per guidelines of Post Regisiration Variation ( e www.dra.gov. pk wp=coiie i uploads 025/ 09/ Post-Regisirtion- ¥ arijtion-
| Gutidelines-Editian-02.pd{ ). Additionally, please verify whether the firm has complied with the conditions of pegistration by timely
' bpdating the concerned Drug Testing Labormtories aboyt the approved testing method,

Q\:f 3. | Furthermore, the Area Federal Inspector of Drugs is requested to visit the premises of the firm to verify the physici|

s B Cp @,\ ) (SALATEEN WASEEM PHILIP)
s b Deputy Director-IX (QA&LT)
issue necgssary directions 1o points of use/sale

L : Aio ALS
The Secrctary (SHCEMPE) Health mimgnt (Covernment of Purjab), |p:;I:n‘|:;uriE.'.‘.EHT]|.
<. The Secretary Population Welfare Department (Government of Punjuby, '
3:  The Secretary Health Department (Government of Sindh),

4. The Secretary Health Department (Government of KM
3. The Secretary Health Department (Government of Baluchistan),
¢ B The Secretary, Health Depariment (Government of AJ&K).

. 1. The Secretary, Health Depariment { Government of Gilgit Baltistan), :
o 8. The Additional Director / Office In-churge, DRAP. Labore. Korachi, Isfumabad, Peshawar, and Quetta, T
9 The Uhiel Drug Controller / Inspector Punjab, Sindh, Khyber Pakhmunkhwa, Baluchiston, AI&K. GR artd [CT with request s rad

recall at distributor level only, g P
Coapy to: - i
ok Area FID, to coordinute with concerned manufacturer
}v_lrli_jﬂ-l_hc reqeired tine.,
<Ak aHie cops

regarding oversight ol the recall process and ateo investigite as per para 3 of 1his et
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