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THE DRUG & COSMETIC ACT. 1940 & THE RULES THEREUNDER

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Product Name : CLEARLAX
; : A.R. No. 2
Packing : 30x10 TAB Fl0788/2425
Generic Na :
me BISACODYL TABLETS IP 5 MG Rel. Dt. : 06-07-2024
Product Code : TC-174HEAL Mfg. Dt. - 06/2024 T-R. Slip No. * CHPAP24092
Batch No. : TC-1740012 Exp. Dt. - 05/2027 T.R. Slip Dt. 1 04-07-2024
Actual Batch Size : 505000 TAB Test Packing: 3010 TAB Analysis Date  : 04-07-2024
Mfg. Lic No. : G/25A/5141-A Specification No. ; CRFS/TC-
Sample Size : 50.000 TAB 174HEAL/2425
Released Qty : 505000.000 TAB (1683 CAR) Teat:As Por x P Specification Dt. : 04-07-2024
) STP No. : STP/TC-174HEAL/IAS
Remarks : pass PER IP
Location : GORWAO1
Make : HEALING
Specific
1 DESCRIPTION A yellow coloured, round shaped, biconvex, enteric A yellow coloured, round shaped, biconvex, enteric
coated tablet,plain on both sides. coated tablet,plain on both sides.
2 ﬁw . | Complies. ol B B _|Must Complies as per IP
1 BY COLOUR DEVELOPMENT __ | Awhite precipitates is produce. __|A white precipitates should produce.
2 BY COLOUR DEVELOPMENT | A reddish violet colour is produced. A reddish violet colour should produce.
3 BY COLOUR DEVELOPMENT A yellowish brown colour is produced. A yellowish brown colour should produce.
3 | AVERAGE WEIGHT OF TABLETS " 1105mg 113.98 = 7.5% of avg weight
4 | UNIFORMITY OF WEIGHT H.L:+2.23% Within £ 7.5% of avg. weight
LL.:-2.14%
5 | THICKNESS 331 mm 3.20 mm £ 0.3 mm
6 | DIAMETER B  |623mm R 6.20 mm  0.2mm
7 | DISINTEGRATION TIME PEE 1)1n0.1 mHCL;VKsiénTdeisimegrraTkm or cracks 1)In 0.1 m HCL: should not sign of disintegration or
within 2 hr. cracks within 2 hr.
2) 08 Minutes 25 2) NMT 60 MIN
seconds [In phosphate buffer pH 6.8) [In phosphate buffer pH 6.8
8 UNIFORMITY OF CONTENT [ Max:108.72% 85.0% TO 115.0%
Min:97.63%
avg: 101.79%
9 | DISSOLUTION 1) 0.00% in Acid Stage 1) In Acid Stage: NMT 10.0 %
2) 88.98% In Buffer Stage 2) In Buffer Stage : NLT 75.0 % Q)
10 | _—fiELAT—EEwS_LESTA_!\I?ESi N . bomplies Must complies as per IP
11 |  ASSAY BY HPLC Each enteric- coated Tablet Contains:
99.67% Bisacodyl IP......... 5mg

[LIMIT : 95.00% TO 105.00% ]

Conclusion : The above sample complies as per IP
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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