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Fax : 0361-2338555/2330555 Phone No.0361 2338555 . .
Email:rdtiguwahati@cdsco.nic.in s

Regional Drugs Testing Laboratory

Guwahati (India) - 781022

FORM 13
(See rule 46)

CERTIFICATE OF TEST OR ANALYSIS BY GOVERNMENT ANALYST UNDER
SECTION 25(1) OF THE DRUGS AND COSMETICS ACT, 1940,

1. Name of Inspector from whom received

2. Serial No. and date of Inspector's memorandum

3. Number of Sample

4. Date of receipt

5. Names of drugs purporting to be contzined in the sample :

"y

. P Laltianzova Asst Drugs Inspector-(E srd D}

CMO Office,
Lawngtlai District

: 3/DS/LTI/23 , 21-FEB-2025

: NIL
: 05-MAR-2025

V

Ceftriaxone Injection IP (Theotrax-1 g)

Date of Mfg. &

Marketed By *

Mfg. By

Lab. Sample No.| Report No. Batch No. Exp
. = M/s Theon Pharmaceuticals
LSD/Z%l/JO\ys/’%OZM’UW/;%%(CES CRANEIa0 Nov-2023 Ltd.,, Vill. Saini Majra, Tehsil
011:2025 NA Nalagarh, Distt.Solan (H.P)

-174101

6. Condition of seals on

[the packet or on portion of sample or container]

7. Result of test or analysis with protocols or test or analysis applied

Seals were intact & identical to the
specimen impression of the seal received

from Drugs Inspector

Please see below

Date of Testing: From 09-Apr-2025 To 17-Jul-2025
COMPOSITION Each vial contains:
Sterile Ceftriaxone Sodium IP eq. to Ceftriaxone 1000 mg
Protocol Applied : I.P. 2022
Sr No. Test Name Result Limits
1 Description White amorphous powder filled in sealed glass vials NA
along with sterile water for injection.

2 Identification Gives positive test for Ceftriaxone. NA

3 pH 6.74 6.0t08.0.

4 Sterility Basses for water for injection and Ceftriaxone injection. | NA

5 Bacterial Endotoxins Complies for Ceftriaxone Injection & water for injection. | NA

In the opinion of the undersigned the sample referred to above is of standard quality

Cosmetics Act, 1940, and Rules there under for the reasons given below:-

The sample conform to claim as per I.P. 2022 in respect of test performed.
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as defined in the Drugs and




Date: 18-JUL-2025

GOVERNMENT ANALYST

END OF REPORT
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