
Fwd: Intimation regarding substandard quality of drug. rc-hqrs < rc-hqrs@esic.gov.in >

DMC RC < dmc-rc@esic.gov.in >
Thu, 23 Apr 2026 11:22:30 AM +0530

To "RC Cell"<rc-hqrs@esic.gov.in>

============ Forwarded message ============
From: Medical Superintendent Hospital <ms-ankleshwar.gj@esic.gov.in>
To: "DMC RC"<dmc-rc@esic.gov.in>, "PC Cell"<pc-hqrs@esic.gov.in>
Cc: "helpdesk-gem"<helpdesk-gem@gov.in>, "Medical Store"<store-ankleshwar.gj@esic.gov.in>
Date: Wed, 22 Apr 2026 15:44:05 +0530
Subject: Intimation regarding substandard quality of drug.
============ Forwarded message ============

महोदय / महोदया
Sir / Madam        
                              This Office is in receipt of  'Not of Standard Quality' report in respect of "Inj. AMOXYCILLIN AND
POTASSIUM CLAVULANATE INJECTION IP 1.2g"
The same is forwarded for kind information and necessary action at your end.
 

सादर/ Regards
डॉ. लीलाधर वंडीकर  / Dr. Liladhar Vandikar
चिकित्सा अधीक्षक / Medical Superintendent 
क. रा. बि. नि. अस्पताल/ ESIC Hospital 
अंकलेश्वर/ Ankleshwar
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212 भारत
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ITL LABS PVT. LTD.
Govt. Approved Test House

B-283-284, Mangolpuri, Industrial Area, Phase-l, Delhi-110 083

Form 39A

REPORT OF ANALYSIS
TC-5133

Ph.:+91-11-44713445

E-mail: itllabs@gmail.com
Approval No.: NW9(14)/LAB

D202601270059 Page 1 of 1 ULR Number:TC513326000002133

Sender /Party ESIC HOSPITAL, ANKLESHWAR

PLOT NO.H3012, Nr. 500 QUARTERS., ANKLESHWAR, DISTT.BHARUCH.

Sample Name |AMOXYCILLIN AND POTASSIUM CLAVULANATE INJECTION IP 1.2g
Letter Reference No U-33003/3/2023-MEDST Date 27/01/2026
Mfgd. By HINDUSTAN ANTIBIOTICS LTD

Supplied by N.S

Batch No. HVIB36

Mfgd. Date 10/2024

Batch Size N.S

50 Vials

Exp. Date 09/2026 Lic.No

Sample Packing

Description: Off white powder filled in colourless glass vials

Sr. No. Parameter

1 AVERAGE FILL WEIGHT

2 UNIFORMITY OF FILL WEIGHT

3 pH

4 WATER CONTENT

5 BACTERIAL ENDOTOXINS

6 STERILITY

7 PARTICULATE MATTER

Test Result

1.3022gm

Within limits (-7.62% to +4.13%)

8.6

1.86%w/w

Less than 0.25EU/mg of Amoxycillin

Complies with the test for sterility

Free from visible particles when seen

against diffused light with unaided eyes

after reconstitution with water

****End Of Report****

Sample Qty

Protocol

671-L-B (H)

IP

Requirements

Lt. ± 10%

Lt. 8.0 to 10.0

Lt. NMT 3.5%w/w

Lt. NMT 0.25EU/mg of Amoxycillin

To comply

To comply

NOT OF STAN
DARD

 QUAL
ITY

In the opinion of the undersigned, the sample referred to above is of standard quality/is not of standard quality
as defined in the Act and the rules made thereunder for the reason given below.

F/7.8/04

Ω
QUALITY

COMPANY

JAS-ANZ

G
Ace No. S1470196AS

16/03/2026

DATE OF COMPLETION

W.R.T Assay of sample

Lasesr
PERSON-IN-CHARGE

SUMIT MENDIRATTA

WRITE TO US @: itllabs@gmail.com
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TM

ITL LABS PVT. LTD.
Govt. Approved Test House

B-283-284, Mangolpuri, Industrial Area, Phase-I, Delhi-110 083

Form 39А

REPORT OF ANALYSIS

Ph.:+91-11-44713445

E-mail: itllabs@gmail.com

Approval No. : NW9(14)/LAB

D202601270059 Page 1 of 1 Report Number:D2026012700590

Sender /Party

Sample Name

ESIC HOSPITAL, ANKLESHWAR

PLOT NO.H3012, Nr. 500 QUARTERS., ANKLESHWAR, DISTT.BHARUCH.

AMOXYCILLIN AND POTASSIUM CLAVULANATE INJECTION IP 1.2g

Letter Reference No U-33003/3/2023-MEDST Date 27/01/2026

Mfgd. By HINDUSTAN ANTIBIOTICS LTD

Supplied by N.S

Batch No. HVIB36

Mfgd. Date 10/2024

Exp. Date 09/2026

Sample Packing
Description: Off white powder filled in colourless glass vials

Sr. No. Parameter

1 IDENTIFICATION

2 CLARITY OF SOLUTION

Test Result

Complies with IP

Complies with the test stated under

parenteral preparation (Powder for

injections) IP

Batch Size N.S

50 VialsSample Qty
Lic.No

Protocol

671-L-B (H)

IP

Requirements

To comply

To comply

3 ASSAY - Each vial on an average fill

contains

Sr. No. Composition Test Result Label Claim Limits Method

Amoxycillin Sodium eq. to

amoxycillin

869.25mg 1000mg 900mg to

1075mg

IP

Potassium Clavulanate diluted eq. to

Clavulanic acid

125.12mg 200.0mg 180.0mg to

215.0mg

IP

Remark: Does not comply W.R.T Assay of sample

****End Of Report****

NOT OF ST
ANDAR

D QUAL
ITY

In the opinion of the undersigned, the sample referred to above is of standard quality/is not of standard quality

as defined in the Act and the rules made thereunder for the reason given below.
F/7.8/04

Ω
UALITY

ASSURED
COMPANY

JAS-ANZ

G
Ace No. 31479196

16/03/2026

DATE OF COMPLETION

W.R.T Assay of sample

PERSON-IN-CHARGE

SUMIT MENDIRATTA

WRITE TO US @: itllabs@gmail.com
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