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No. U-25/12/NSQ/2023-Med V (E-178406)                              �दनांक: 18.07.2023
                                                               
सेवा म�,
Director (Medical) Delhi / Director (Medical) Noida,
Dean, All ESIC PGIMSR’s, Medical & Dental Colleges
Medical Superintendents – All ESIC Hospitals,
Directors, ESI Scheme, All States
 
                                                            NSQ/2023

�वषय:      पर��ण पर दवा “Not of Standard Quality” क� घोषणा के संबंध म�
 
महोदय/महोदया,
It is hereby informed that the Drug as detailed below has been reported as “Not of Standard Quality”,
you are directed to stop use of the batch of the following item immediately  which has been
reported as “Not of Standard Quality”: (copy enclosed)
 
NSQ
Reported
by

Name of the Firm Item Name/
Brand Name

RC No/
Item No/
Page No

Batch No./
DOM/
DOE

Name of the
Laboratory/
Report No. & Date/

Reason of NSQ

MS, ESIC
Hospital,
Rajaji
Nagar,
 
Bengaluru

M/s CMG Biotech
Pvt Ltd
 
58, Industrial Area,
 
Plot No 28/1/17,
Industrial Area,
Site IV, Sahibabad,
Ghaziabad, (UP))-
201010
 
(Manufactured at :
58, Industrial Area,
Phase III,
Sansarpur Terrace,
Dist. Kangra, HP

Acenocoumarol
Tab/cap- Each
tab/cap to
contain:
Acenocoumarol
1mg
 
Cgtrom-1

150
 
 
 
72a
 
 
 
77

CT22231818
 
 
 
03/2023
 
 
 
02/2025

Central Drug Testing
Laboratory, Kolkatta
 
 
 
No: 32-13/2023-
SS/DCA (B)-59/882
 
 Dated:14.06.2023.

The sample is
declared Not of
Standard Quality
for the reason
stated under
“Related
Substances”
 
 
 
Category ‘B’

  
It is also directed that action may be taken as per clause for ‘Testing of Drugs-Quality Control” of
Terms & Conditions of respective DG-ESIC RC. Replacement of supplies or cost of the material is to
be recovered along with testing charges, if any, from the firm.

 
Action taken is to be maintained as record in respective user units.
 
यह िच�क�सा आयु� (Procurement) के अनुमोदन से जार� �कया जाता है।         
 
                                                                                                                                                        

                                                                                                                                                                       
        भवद�य,           

संल'नक: उपरो� अनुसार
 
 

                                                                                                  सहायक िनदेशक (दर सं�वदा क�)

U-25/12/NSQ/2023-MedV

I/568878/2023



 
 
 
Copy for information to: -

1. The Drug Controller General of India, CDSCO, CIG Road, New Delhi 110002.
2. Office of the Director Health Services, Health and Family Welfare Directorate, SDA Complex, Kasumpti, Shimla-9

(HP) with the request to take appropriate action on NSQ reported for the above said batch under information to
this office.

3. Office of the Assistant Commissioner (Drug) Food Safety & Administration, Govt of Uttar Pradesh with the
request to take appropriate action on NSQ reported for the above said batch under information to this office

4. M/s Bajaj Healthcare Limited 602-606, 6th Floor, Bhoomi Velocity Infotech Park, Plot No: B-39, Road No. 23,
Above ICICI Bank, Wagle Industrial Estate, Thane(W)-400604

5. Website Content Manager with request for uploading on ESIC website
6. Guard file

 

             सहायक िनदेशक (दर सं�वदा क�)

U-25/12/NSQ/2023-MedV

I/568878/2023



















From : DMC RC <dmc-rc@esic.nic.in>
Subject : Fwd: Not of standard quality report of Inj Sodium bicarbonate

To : RCCell <rc-hqrs@esic.gov.in>
Cc : PS KUMAR <ps.kumar@esic.nic.in>

Reply To : DMC RC <dmc-rc@esic.nic.in>

Email RCCell

Fwd: Not of standard quality report of Inj Sodium bicarbonate

Thu, Aug 28, 2025 11:01 AM
1 attachment

महोदय/महोदया,

उपरोक्त विषयांतर्गत आपके  सादर सूचनार्थ एवं आवश्यक कार्रवाई हेतु संलग्नक प्रेषित है।

Please find herein attachment for your kind information & necessary action.

धन्‍यवाद,
उप चिकित्‍सा आयुक्‍त (आर सी व पीसी, शाखा ५ )
क रा बी निगम मुख्‍यालय
VOIP No. 10011026

From: "ESIC Medical College Gulbarga Karnataka" <deanmc-gb.kar@esic.nic.in>
To: "ms esic-list" <ms.esic-list@lsmgr.nic.in>, "dean esic-list" <dean.esic-list@lsmgr.nic.in>, ms-esic@esic.nic.in, rc-
hqrs@esic.nic.in, "DMC RC" <dmc-rc@esic.gov.in>, "DMC RC" <dmc-rc@esic.nic.in>, "Medical CommissionerSouth Zone"
<mc-southzone@esic.gov.in>
Cc: "Thanneru Sujathamma" <thanneru.sujathamma@esic.nic.in>, "MSOBranch" <msomch-gb.kar@esic.gov.in>
Sent: Thursday, August 28, 2025 9:36:44 AM
Subject: Not of standard quality report of Inj Sodium bicarbonate
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Sir/Madam,

Please find the attachment.   
           
सादर   With Regards,
डॉ. एस वी क्षीरसागर, Dr. S V Kshirsagar
डीन, Dean
ईएसआई निगम, ESI Corporation
मेडिकल कॉलेज और अस्पताल और पीजीआईएमएसआर, Medical college and Hospital & PGIMSR
कलबुर्गी, कर्नाटक 585106, Kalaburagi, Karnataka, 585106 
चल दू रभाष: 08472 265546

signedpdfnew (6).pdf
145 KB 
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Form-13

(See Rule-46)

Certificate of test or analysis by Government Analyst Under Section 25(1) of the 

1. Name of Inspector from whom received: Karunadevi,Assistant Drugs Controller  
         OFFICE OF THE ASST DRUGS CONTROLLER,CA:4/1 SyNo:17,Ground Floor,MSK Compound,
         Kalaburgi Circle-ADC2,Kalaburgi-585103                                                                     
2. Serial No of Inspectors Memorandum :  GL2/REG/CMS/110201/KA-B01 and Date 19-05-2025  
3. Number of Sample : 110201 
4. Date of Receipt :   07-07-2025  

Dated:25/08/2025
Government Analyst, Karnataka

RESULTS

DESCRIPTION:

IDENTIFICATION :

Clear, colorless solution in sealed, transparent glass ampoules, in an ampoule tray, packed in a 
sealed polythene cover.
Answers to the test for Sodium salts and Bicarbonates.

(Manjula G.)

The sample has been declared as Not of Standard Quality as it does not conform to IP Standards with respect to Test 
for Sterility.

pH: PASSES  THE TEST Found 8.45 IP Limits 7.0 to 8.5
EXTRACTABLE VOLUME: PASSES  THE TEST 

BACTERIAL ENDOTOXIN TEST: PASSES  THE TEST 

STERILITY: DOES NOT PASS THE  
TEST

Sodium Bicarbonate 7.64%w/v 7.05%w/v to 7.95%w/v

Reason for declaring Sample as Not of Standard Quality:

MR No.2830-BLR-25-26/PH -5967

Note:'Manufacturer's Address on the sample label is stated as "SWISS PARENTERALS LTD., 808,809 & 810, Kerala Industrial Estate, GIDC, Nr. 
Bavla, Dist: Ahmedabad - 382220, Gujarat, INDIA." whereas, the same is stated as  "SWISS PHARMACEUTICALS LTD., 808, 809 & 810, 
KERALA INDUSTRIAL ESTATE, GDC NR BAVTA. DIST AHMEDABAD - 382220" in the Form-18 sent by the ADC.'

*110201*

Sodium Bicarbonate Injection IP 7.5%w/v5. Name of drugs purporting to be contained in the sample:

Batch No: 240115A Date Of Mfg.:01/2024 Date of Exp: 12/2025

Quantity: 1x10x10ml ampoules.

Intact & Tally with Specimen Seal

G/28/1078

Mfg. by: SWISS PARENTERALS LTD ,808,809 & 810, Kerala Industrial Estate, GIDC, Nr. Bavla, Dist: Ahmedabad - 
382220, Gujarat, INDIA.

6. Condition of seals on the package:

7. Result of test or analysis with protocols of test or analysis applied:IP 2022.
In the opinion of the undersigned the sample referred to above is not of standard quality  as defined  in the 
Drugs and Cosmetics Act,1940 and rules thereunder for the reasons given below

Drugs and Cosmetics Act,1940

Assay For Found IP Limits

Mfg Lic.No.
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110201Form-13
(See Rule-46)

Certificate of test or analysis by Government Analyst Under Section 25(1) of the 

Dated:25/08/2025
Government Analyst, Karnataka

(Manjula G.)

MR No.2830-BLR-25-26/PH -5967

Drugs and Cosmetics Act,1940

CC: DC Karnataka

Note:'Manufacturer's Address on the sample label is stated as "SWISS PARENTERALS LTD., 808,809 & 810, Kerala Industrial Estate, GIDC, Nr. 
Bavla, Dist: Ahmedabad - 382220, Gujarat, INDIA." whereas, the same is stated as  "SWISS PHARMACEUTICALS LTD., 808, 809 & 810, 
KERALA INDUSTRIAL ESTATE, GDC NR BAVTA. DIST AHMEDABAD - 382220" in the Form-18 sent by the ADC.'

1. Name of Inspector from whom received: Karunadevi,Assistant Drugs Controller  
            OFFICE OF THE ASST DRUGS CONTROLLER,CA:4/1 SyNo:17,Ground Floor,MSK Compound,
            Kalaburgi Circle-ADC2,Kalaburgi-585103
2. Serial No of Inspectors Memorandum :  GL2/REG/CMS/110201/KA-B01 and Date 19-05-2025  
3. Number of Sample : 110201 
4. Date of Receipt :   07-07-2025  

Sodium Bicarbonate Injection IP 7.5%w/v5. Name of drugs purporting to be contained in the sample:

Batch No: 240115A

Quantity: 1x10x10ml ampoules.

Intact & Tally with Specimen Seal

G/28/1078

Mfg. by: SWISS PARENTERALS LTD ,808,809 & 810, Kerala Industrial Estate, GIDC, Nr. Bavla, Dist: Ahmedabad - 
382220, Gujarat, INDIA.

6. Condition of seals on the package:

RESULTS

DESCRIPTION:

IDENTIFICATION :

Clear, colorless solution in sealed, transparent glass ampoules, in an ampoule tray, packed in a sealed 
polythene cover.

Answers to the test for Sodium salts and Bicarbonates.

The sample has been declared as Not of Standard Quality as it does not conform to IP Standards with respect to Test 
for Sterility.

pH: PASSES  THE TEST Found 8.45 IP Limits 7.0 to 8.5
EXTRACTABLE VOLUME: PASSES  THE TEST 

BACTERIAL ENDOTOXIN TEST: PASSES  THE TEST 

STERILITY: DOES NOT PASS THE  TEST

Sodium Bicarbonate 7.64%w/v 7.05%w/v to 7.95%w/v

Reason for declaring Sample as Not of Standard Quality:

7. Result of test or analysis with protocols of test or analysis applied:IP 2022.
In the opinion of the undersigned the sample referred to above is not of standard quality  as defined  in the Drugs 
and Cosmetics Act,1940 and rules thereunder for the reasons given below

Assay For Found IP Limits

Date Of Mfg.:01/2024 Date of Exp: 12/2025

Mfg Lic.No.
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U-25/12/NSQ/2021-MedV(e-file)

कर्मचारी राज्य बीमा निगम
(श्रम एवं रोजगार मंत्रालय,भारत सरकार)
EMPLOYEES’ STATE INSURANCE CORPORATION

(Ministry of Labour & Employment, Govt. of India)

मुख्यालय/HEADQUARTERS
पंचदीप भवन, सी.आई.जी मार्ग, नई दिल्ली 110002
Panchdeep Bhawan, C.I.G. Marg, New Dethi-110002
www.esic.gov.in, 011-23604773, dmc-rc@esic.nic. in

File No.: U-25/12/NSQ/2021-MedV (E-1119) Web -Upload

To,

1500

Director (Medical) Delhi / Director (Medical) Noida,
Dean, All ESIC PGIMSR's, Medical & Dental Colleges

Medical Superintendents - All ESIC Hospitals,
Directors, ESI Scheme, All States

NSQ/14/2025

Subject: Declaration of Drug "Not of Standard Quality" on Testing - reg

Sir/Madam

It is hereby informed that the Drug/item has been reported as "Not of Standard

Quality". The details of the drug reported NSQ is given below:

Sample Name

taken of

Item

the Namel

Name/ Brand RC Batch

Premises Firm

(M/s)

No/

IItem

No/

Page
No

No./

DOM/

DOE

Name of the

Laboratory/ Report

Reason of NSQ

No. & Date

Maharashtra

ESIS

Hospital,

Nasik-

Mumbai-

Med

Manor

Serratiopeptidase

Tab/Cap-

149

1107

Batch

No.-

Junior Scientific The sample does not

ISP Assistant & Govt. conform to 1.P. 2022 with

Organics Each Tab/Cap 122 Analyst, Central respect to Assay of
Pvt Ltd. Contain: Drugs Testing "Serratiopeptidase".(copy

422002
Serratiopeptidase 5
mg (10,000 Units Of

Serratiopeptidase)

DOM:05-Laboratory -enclosed ).
25 Mumbai

DOE:04-

27 MUM/LS/2025-

26/508 dated

19.09.2025

In context to above, it is directed to:

1. Stop use of the batch of the above-mentioned item immediately which has been

reported as "Not of Standard Quality" (copy enclosed).
2. Replacement of supplies or cost of the materials is to be recovered along with

testing charges (if any) from the firm.
3. Stop placement of purchase order for said NSQ item no. 1107 in RC 149 (which is

under extension till 30.09.2025).
4. Initiate action as per relevant clause of Terms & Conditions of respective DG-ESIC

Tender Enquiry/RC 149.

1/3061455/2025








