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THE DRUG & COSMETIC ACT. 1940 & THE RULES THEREUNDER

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Product Name : CANDIFACE-200 A.R. No. 1 F/0994/2425
Packing : 10 CAP
Generic Name : ITRACONAZOLE CAPSULES 200 MG Rel. Dt. : 05-08-2024
T.R. Slip No. : CHPAP2411
Product Code : CC-125 Mfg. Dt. : 07/2024 .p .
Batch No. : CC-1250030 Exp. Dt. +12/2026 T.R. Slip Dt. : 01-08-2024
Actual Batch Size : 353000 CAP Test Packing: 10 CAP Analysis Date  : 05-08-2024
Mfg. Lic No. : G/25A/5141-A Specification No.: CRFS/CC-125/2425
Sample Size : 50.000 CAP Specification Dt : 01-08-2024
Released Q : 353000.000 CAP (35300 C.COV : PORTAtON.% - 0108
W . Test As Per : IH STP No. : STPICC-125/AS PER
Remarks : pass e
Location : GORWAO1
Make : HEALING
Sr. ‘ Test Result Specification
1 DESCRIPTION A Blue/ CT, Size '0', hard gelatin capsule containing A Blue/ CT, Size '0', hard gelatin capsule containing
white coloured pellets. white coloured pellets.
2 AVERAGE NET CONTENT OF CAPSULES 505.36 mg 500.00 mg x 7.5 % of average net weight
3 UNIFORMITY OF WEIGHT H.L.:+1.81% Within + 7.5 % of average net weight
LL:-215%
4 DISINTEGRATION TIME 7 Min. 56 Sec. in Water Medium at 37°C NMT 30 Min.
| oissowution 87.52% NLT 70.00%
6 | Assay Each hard gelatin capsule contains:
108.44 % Itraconazole BP........... 200 mg

(In the form of pellets )
[Limit :90.0% to 110.0%)

Conclusion : The above sample complies as per IH
In the Opinion of the undersigned the sample referred to above is of Standard quality as defined in the Act and the Rules made thereunder for

the result given above. "This computer generated certificate of analysis is valid without signature”
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