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QUALITY CONTROL DEPARTMENT Page 1of 1
THE DRUG & COSMETIC ACT. 1940 & THE RULES THEREUNDER
FINISHED PRODUCT CERTIFICATE OF ANALYSIS
‘Product Name " LDN-4.5 A.R. No. . FI1448/2425
Packing : 3x10 CAP
Generic Name : NALTREXONE HYDROCHLORIDE CAPSULES 4.5 MG Rel. DL : 03-10-2024
Product Cod CL-83HEALI Mfg. Dt. SEP-2024 TR ARG . EORPACRAIO
uc & : CL- g. : = i
Batch No. : CL-830003 Exp.Dt  :AUG-2027 s e B e
Actual Batch Size : 102000CAP Test Packing : 3X10 CAPS Analysis Date  : 03-10-2024
Mfg. Lic No. : G/25A/5141-A Specification No.; gﬁgﬁb&-szs
Sample Size : 50.000 cAP Specification + 05903004
Released : .000CAP ; . Dt. :
eased Qty 102000.000CAP (3400 C.COV) Test As Per : H STP No. . STRICL.
Remarks : PASS 93HEALUASPERIHS
Location : GORWAD1
Make : HEALING
J e 3 w ’ : il ) : -
1 DESCRIPTION A White/White, size *2" hard gelatin capsule conafing white | A White/Mhile, size *2" hard gelatin capsule conating
o coloured powder. white coloured powder.
_ AVERAGE NET CONTENT OF CAPSULES | 299-41mg 295.00 mg + 5.0 % of avg.net weight
3 UNIFORMITY OF WEIGHT tli— +§19 1;: Within £ 7.5 % of average net weight
< DISINTEGRATION TIME 09 Minutes 22 Secondsin Water NMT 30 Minutes in water medium at 37°C
Medium at 37°C
5 UNIFORMITY OF CONTENT MAX : 85.06 % 85%TO115%
MIN : 93.06 %
AVG : 04.18%
] ASSAY Each hard gelatin capsule contains:
104.78 % Naltrexcne Hydrochloride USP 4.5 mg

In the Opinion of the u ndersigned the sample

Conclusion : The above sample campluas as per IH
referred to above is of Standard quality as defined in the Act and the Rules made thereunder for
the result given above. "This computer gunaratm certificate of analysis is valid without signature”
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