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THE DRUG & COSMETIC ACT. 1940 & THE RULES THEREUNDER
FINISHED PRODUCT CERTIFICATE OF ANALYSIS
Product Name : ATOMOXET-40 A.R. No. : FI0705/2425
Packing 1 20x10 TAB
Generic Name : ATOMOXETINE HYDROCHLORIDE TABLETS 40 MG Rel. Dt. : 25-06-2024
Product Code : TA-134HEAL Mfg.Dt.  :MAY-2024 B Sipe: . S O
Batch No. : TA-1340009 Exp. Dt. - APR-2027 T.R. Slip Dt. : 24-06-2024
Actual Batch Size : 101000 TAB Test Packing: 20X10 TAB Analysis Date  : 24-06-2024
Mfg. L'c No. . G/25N5141'A Speciﬁcation NO.: CRFS/TA'
Sample Size : 50.000 TAB Specification Dt ::OZ_E;Z?ZE’
Released : 101000.000 TAB (505 CAR ) PRSI,
i e e Ny Test As Per : IH STP No. : STP/TA-134HEAL/AS
Remarks : pass PERIH
Location : GORWAO01
Make : HEALING

1 DESCRIPTION A White coloured,Round shaped.Biconvex,Film coated A White colored,Round shaped,biconvex,Film coated
tablets,plain on both sides. tables,plain on both sides.

2 AVERAGE WEIGHT OF TABLETS 199.11mg 196.86 mg + 7.5% of avg. weight.

3 UNIFORMITY OF WEIGHT H.L :-+3.41% Within + 7.5% of avg. weight
LL:--2.11%

4 DIAMETER 8.09 mm 8.10 mm £ 0.2mm

5 THICKNESS 3.50 mm 3.50 mm £ 0.2 mm

6 DISINTEGRATION TIME 06 Minutes 43 seconds in water medium at 37°C NMT 30 minutes in water medium at 37°C

7 ASSAY BY HPLC Each Film coated Tablet contains :
97.79% Atomoxetine hydrochloride IP

Eq.to Atomoxetine  40mg
[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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