MO & DATE EVEN:

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

Dated Lahore, the 3™ October, 2025
' H/
. 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

SUBJEC DRUG PRODUCTS DECLARED SUBSTANDARD BY PROVINCIAL
DRUG TESTING LABORATCRIES

I am directed to refer the subject cited above and to enclose herewith copy
of a letters No. F 13-30/2024-DD(QA-VIII)-P-001 dated 17.09.2025 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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SECTION OFFICER (RMC)

Copy is forwarded for information to the; =

1. Deputy Director-lX (QA & LT), Drug Regulatory Authority of Pakistan,

Division of Quality Assurance & Laboratory Testing, Prime Minister's

National Health Complex, |slamabad wir to letter referred above.

PS50 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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Subject:

No, F, 13-3072024-DD{QA-VILT)-P-001
Government of Pakistan

Drug Regulatory Authority of Pakistan
Division of Quality Assurance & Laboratory Testing
Prime Minister's National Health Complex, [slamabad.

mkhehpdhrhhatkgrhehhid

MOST IMMEDI AT}?

i

DRUG PRODUCTS DECLARED SUBSTANDARD BY PROVINCIAL DRUG TE?TI"JG

LABORATORIES.

I am directed to refer to the subject cited above and Alerts issued by Directorate of Drugs Control Punjab

(DDCP) wherein below mentioned Drug Products declared ‘Substandard’ quality, Details of products are as under:

"-"': S5k Product Name Batch No. Manufacturers Remarks
bt STERILE OPHTHALMIC M/s Innvatek
S SUSPENSION 5 ML Pharmaceuticals. Drug Testing Laboratory, Rawalpingdi
‘CS"\_\ I BROMYCIN-D 6892 Plat Mo.35 Industrial Estate | declared the sample as ‘substandard’
E Eaeh ml contains: Kahuta Triangle Islamabad. | quality on the basis of the result {:f
=~ ib | TORRAMYCIN 3MG, (DML # 000487 Sterility test,
S ' DEXAMETHASONE IMG
L Injection Metrorise M/s Pak Risen | Drug Testing Laboratory,
\J\ Pharmaceuticals, Bahawalpur declared the sample as
{i = Each 100ml vial contains: LV-2504 | Plot No. 3 Block B Phase-1-11 | *substandard® quality on the hasis of
| 7 | Mewonidazole USP ... 500mg Industrial Estate Hattar, the result of Bacterial Endotoxin
(0.5% wiv) (DML # 000573) test.
Steril inj Medisaw
- erile water for injection Sml [‘;L ;Tmaceumms Medisave DDCP Alert No. 1722025 declared
FAl ; ‘ ' ;
sHE & ME Deplt. Each glass ampoule contains Sterile 241608 Plot Mo 578-578  Sundor i ,EamP!E At '?.'E
= e : basi¢ of the result of Bacterial
pater for injection Sml Industrial Estate Lahore. :
Clary = Endotoxin test.
i (DML # 00068 1)
o Bl
50 (RMO3 Mis Friends Pharma (Pvt)
S0 (PHP) Sterile water for injection 5 ml Ltd. DDCP Alen MNo. 1722025 declared
SO (APe)y. 23WFDD | 31-Km  Ferozepur  Road | the sample as “substandard’ on the
501 ) h glass ampoule contains Sterile Lahaore, basis of visible particulate matter.
all ) fw’c for mjection Smi (DML # 00D0A% 1)
5. ELPOMIDE INJ Himg/2n 332 M5 Elite Pharma {Pvt) Lid. DDCP Alert No. [72/2025 declared |
9.5 Km Sheikhupura Rnad the sample as ‘substandard’ on the
Metoclopramide HCI BP [0mg/2ml Lahore, of visible particula m‘\tter.
(DML # 000455) g
. Injection Aqua-P Sml P-672 M/s [pram International. DDCP Alert No. 172/2025 declared
Each glass ampoule contains Slerila Plot # 26 553 WNational | the sample as ‘substandard’ on the
| water for injection Sml . Industrinl #one Rawat, basis of visible particulate matter.
PA lo A. \ : (DML# 000551)
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7 Water for injection § ml 130 | M/s Wilshire Laboratories | DDCF Alert No. 172/2025 declared
Sterile water for injection Sml. (Pt} Ltd. the sample as ‘substandard’ on the
124/1 Industrial Estate Kot | basis of the result of Bacterial
Lakhpat Lahore. Endotoxin test,
(DML # 000232)
8. Sterile water for injection 10 ml 084124 M/s Brookes Pharma (Pvt) | DDCP Alent Wo. 172/2025 declared
Lid. the sample as ‘substandard’ on the
Each glass ampoule contains Plot No. 58-59 Sector Mo. 15 | basis of the result of sterility test.
Sterile water for injection 10 ml Korangi  Industrial  Area
Karachi. (DML # 000275)
9. | Syrup Salbovent 60m| L25D52 M/s Synchro | DDCP Alert No. 172/2025 declared
Pharmaceuticals. the sample as *substandard’ on the
Each 5ml contains: Salbutamol (as 77-Industrial ~ Estate Kot | basis of the resuit of impurity
sulphate) _..... 2mg Lakhpat Lahare, (ethylene  glycol) above the
(DML # 573) permissible limits,
10. | Injection Vitamin K1 H-18825 | M/s Venus Pharma. DDCP Alert No. 172/2025 declared
23 Km Multan Road Lahore. | the sample as ‘substandard’ on the
Each ml contains: Phytomenadione (DML # 000300} basis of the result of sterility test.
SRS 8
11. | SNDOL Suspension 60 ml 917 M/s S.N.B Pharma (Pvt) Lid. | DDCP Alert No. 173/2025 declured
Plot No. 142 Industrial | the sample as *substandard’ on the
Each 3mi contains: Estate Hayatabad Peshawar. | basis of the resull of impurity
Paracetamol ,......... 120 mg (DML # 000739) {ethylene  glycol) above  the
permissible limits.
12. | Resgyl Suspension 60 ml 4ES66 M/s Rasco Pharma (Pvt) Ltd. | DDCP Alert No. 173/2025 declared
5.5 Km Raiwind Road Ali | the sample as ‘substandard’ on the
Benzoyl Metronidazale eq. 1o Razabad, Lahore. basis of the result of impurity
Metronidazele ....... 200mg / Sml (DML # 000530) (ethylene  glyeol) above  the
permissible limits.
13. | Syrup Syandin 60 ml L25EST | Mfs Synchro | DDCP Alert No, 173/2025 declared
Pharmaceuticals, the sample as ‘substandard’ on the
Each Sml contains: T7-Indusirial ~ Estate Kot | basis of the result of impurity
Loratadine ............ 3mg Lakhpat Lahore, (ethylene  plycol) above the
(DML # 575) permissible limits.
14. | Injection Neocobal | m] 5-2621 M/s Pulse Pharmaceuticals | DDCP Alert No. 173/2025 declared
Mecobalamin 0.3mg/ml (Pvt) Ltd. the sample as ‘substandard’ and
Mozay Badoke Raiwind Road | ‘adulterated’.
{Sua Asil Read) Lahore.
(DML # 000564)
15. | Infusion NIDA 100 ML 250055 | M/s GMP Pharmaceuticals, DDCP Alert No. 177/2025 declared

Metronidazole 500mg/1 00ml

2

28-Km  Sheikhupura  Road
Lahore.

(DML # 000815)

the sample as ‘substandard’ on the
basis of visible particulate matter.
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16, Metrarise injecrion LY-2422 | Wi Pak Risen | DDCP Alert No, 177/2025 declared '
Metronidazole 300mg/100m] Pharmaceuticals. the sample as ‘substandard® on the
Plot No. 3 Block B Phase-I-11 | basis of Bacterial Endotoxin Test. |
Industrial Estate Hattar,
, (DML # 00(3573)
17. | Infusion Revasol-H S500ml | 25D1037 | M/s Revive Pharmakon. DDCP Alert No. 177/2025 declared
{Hartmann solution) [0-Km Raiwind Roead | the sample as *substandard” on the
Lahore. basis of Bacterial Endotoxin Test.
Each 100 ml contains: (DML # Q008 19)
Potassium Chloride 0.04gm,
Sodium Lactate 0.32gm.
| Sodium Chloride 0.60gm,
Caleium Chloride 2H.0 0.027gm
|
18. | Infusion Parapals 100 ml | PPV-384 | M/s Inventor Pharma, DDCP Alert Mo, 1772025 declared
Paracetamol USP [g/100ml Plot MNo. K/1%96, S.1T.E | the sample a5 *substandard" on the
Phase-11, Karachi basis of visible particulate matter.
(DML # 000866)
19, [njection Freclomide 25MCD5 M/s Friends Pharma (Pvt) | DDCP Alert No. 177/2025 declared
Metoclopramide ...... 10mg/2ml Ltd. the sample as ‘substandard’ on the
| 31-Km  Ferozepur  Road | basis of visible particulate matter &
Lahore, Sterility test,
(DML # 000681).
20. | Syrup Allerphene 120m] 4047 M/s P.D.H Pharmaceuticals | DDCP Alert No. 179/2025 declared
(Pvt) Lid, the sample as *substandard’ on the
Chlorpheniramine maleate 19 Km Ferozepur Road | basis of the result of impurity
........................... 2mg/3ml Lahore. (ethylene glveol) above the
(DML # 000459) permissible limits.
21. | Injection Aqua-P Sml P-676 M/s Ipram International, DDCP Alert No. 1792025 declared
Sterile water for injection 5 ml Plot # 26 S5-3 National | the sample as ‘substandard’ on the
Industrial Zone Rawat. basis of the result of wvisible
(DML # 000551 particulate matter & Bacterial
Endotoxin Test.
22 Tablet Ortizin 10mg 241377 Mis Obsans Pharmaceaticals. | DDCP Alert No. 1722025 declared
209-5 Industrinl Estate Kot | the sample as ‘substandard’ on the
Each film coated tablet contains: Lakhpat Lahore, basis of nassay and impuorities
Cetirizine 2HCI ...... 10 mg (DML # 0004 16) testing.
= Tablet Daisy 10 mg 258084 | M/s Mega Pharmaceuticals | DDCP Alert No. 172/2025 declared |
& Lid, the sample as “substandard’ on the
Each film coated tablet contains: 25B085 | 27 Km Raiwind Road Lahore. | basis of impurities testing (Organic
Cetirizine 2ZHCI ,..... 10 mg {DML & 000337) impurities),
| 24. Tablet Ascard 75 | AROT6K | M/s  Atco  Laboratorles | DDCP Alert Mo, 173/2025 declared
: = Limited. the sample as ‘substandard’ on the
! Each enteric coated tablet cqntaﬂi{i’s;: ot B-18 S.L.T.E Karachi,
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Acety] Salicylic acid .... 75 mg (DML 4 000188) basis of test for related substance |
(Impurity C: Salicylic Acid).
25 Tablet Bytec 10mg EGO4, E6DS | M/s Batala Pharmaceuticals. | DDCP Alert No. 1792025 declared
& E606 23/B Small Industrial Estate | the sample as ‘substandard’ on the
Each film coated tablet contains: No. 2 Gujranwala. basis of impurities testing.
Cetirizine 2HCI ...... 10 mg (DML # DOD477)
{ 26. Tablet Vivin 10 mg 315 M's Murfy Pharmaceuticals | DDCP Alert No. 179/2025 declared
[ (Pvi) Liwd. 8-Km Raiwind | the sample as *substandard’ on the
! Each film coated tablet contains: Road Lahore. (DML # | basisof impurities testing.
Cetirizine 2ZHC] ...... 10 mg 000543)
F All the above mentioned firms are hereby directed to immediately alert vour sales officers/suppliers/distributors ta

issue instructions to the pharmacies/hospitals/point of sales/purchase/use, for the return of suspected stocks of the ahove
ihr:nt‘mned batch of the medical device & within three working (03) days, you are directed to submit ‘Recall Assessment
Form to this division in light of guidance provided in the “Guidelines on Recall of Defective Therapeutic Goods (Edition
02)” available on DRAP’s website i.e. https://www.dra.gov.pkéwp-content/uploads/2024/1 1/Recall-Guidelines-Edition-2-
V1-1-Final-08-10-2024-1-2.pdf.

(SALATEEN WASEEM PHILIP)
Deputy Director-IX (QA&LT)

action — with requ

sue necessary directions f use/sale
all of defective product from the market. please

(1. Thl: 5=Hﬂﬂw ESHL&’\JE} Health Department flfmvl:mmcn: :lf'F'unjah]
2. 'The Scﬂrﬁn:}' Population Welfare Department (Government of Punjab),

3. The Secretary Health Department (Govermment of Sindh).

4. . The Secretary Health Department (Government of KF).

5. The Secretary Health Department (Government of Baluchistan),

6. The Secretary, Ministry of Health (Government of AJ&K),

7. The Additional Director / Cifice In-charge, DRAP, Lahore, Karachi, Istamabad, Peshawar, and Quetta,

8. The Chief Drug Controller  Inspector Punjab, Sindh, Khyber Pakhtunkhwa, Baluchistan, AJ&K, GB and ICT. A\

(’apy to: -
1. Area F1Ds, to coordinate with concerned manufacturer regarding oversight of the recall process within the required time., :

ii. (Mfice copy
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