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Batch/Lot No.
Ref. Specification No.
Batch Size
Dale tif Analysis

Rernarks : The sample
Parent B.No" : 25SA0041
Repoffed Dat"e: 20.02.2025

CBRTIFICATE QEANATYSIS

Ind-Swift Limited
lndustrial growth Centre,
Phase:[, Samba (J&K)

FIrPOSD0093-25

altzs
12t26
100 Tablets
24.02.2A25

compl ies / doe*-not=eomply as per abr:ve speeifieation"

Atorvaheal 1 0 mg (Atorvastatin
rablers IIr l0 mg)
DJSIA502
ISt,i SPC/FPR/7 49-01
10.0 L,ac'Iablets
07.02.242s

Analytical Report No.

Mfg" Date
Exp. Date
Sarnpled Quantity
Date of Completion

Retnarks * ; First tluee batches and then after every l0'h. batch as per speeification. 'lhe provided bateh number is not 10,1,
batch" So microbial analysis has not been performed for it.

r\"c '{,}1"\".<}

Sr.No. Farameters Limits

I Descriptiorr White coloured, round shaped, biconvex
filrn coated tablets with borh sides plain.

White coloured, round shaped.
biconvex film coated tablets
with both sides plain.

2 Dianreter 8.0 * 0.2 rnrn 8.16mm
3 'Ihie kness 2.96 + 0.2 mnr 2.96mm
4 Average weight i53 + 1l rng ELJ9,t'e
5 Llnitbrmity of rveiglit

). 7 .so/a of the average weight of the
tablet -2.26%to + 1.17 oh

6 Disintegration time Not more than 30 minutes 0l Minutes 58 seeonds

7 Identification (by HP[,C )
Retention time of the principal peak of
test corresponds to that of Atorvastatin
calcium W.S.

Complies

I Uniformity of Content (by HPLC ) 85 - 115 0/o of the label claim
Avg. 9837 %o

Min" 95.82Ya
Max.lA1.27ah

9 Dissolution test
Avg. 84.8 %
Min. $"6a
Max. 86.20/,

10
Related
substances

Any individual
irnpurity Not more than 1.0% 0.05%

Total impurity Not more than 4.Aok 0.10%

ll

Assay:
Each film coated tablet contains:
Atorvastatin Calciurn IP
equivalent to Atorvastatin - 10 mg

9.0 - I 1.0 mg per tablet of average
weight
(90 - I l0 % of the iabelctairn )

9.87 rng per tablet of .average

weight.
(98.73 % of the label claim)

12

Microbial Puritv*

Total aerobic count Not more than 1000 cfu I g

Not ApplieableYeast and moulds count Not more than 100 cfu / g

Escherichia coli . * .__.,.,""* Shall be absent/g
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Re su lts

Q. Not less than 70 7o


