ADMAC LIFESCIENCES
107A & 107B, EPIP, Phase-I, Jharmajri, Baddi, Distt.-Solan (H.P.) INDIA

¥ %
f E IJ
by
® \
[

ADMAC

Oncology

CERTIFICATE OF ANALYSIS ( FINISHED PRODUCT )

LENALIDOMIDE CAPSULES IP 25mg
ALC/SP015A/00

STP No. ALC/STO15A/00
[Date of sampling 07/08/2025 Date of Release 14/08/2025

ST. Test Specification - Results Ref.
No.
1.

Description Brown cap and brown body Brown cap and brown body

A .R No. AL/FG/C/25/118
Generic Batch No. LICH25C06
Generic Batch Size  [51000 Capsules
Brand Batch No. LICH25C06-A

Dispatch Qty. 13500 Capsules

(Visually) coloured hard gelatin capsule coloured hard gelatin capsule |1HS
shell size “1” containing off shell size “1” containing off
white powder. white powder.
2. |Identification In the Assay, the Principal peak in|In the Assay, the Principal
By HPLC the chromatogram obtained with |peak in the chromatogram [P

obtained with the test solution
corresponded to the peak in the

obtained with the reference chromatogram obtained with
solution. the reference solution.

Locking Length 19.30 mm + 0.4mm 19.37 mm HS

“ NMT 30 minutes 05 Min 08 seconds I

n Average Weight 425 mg+ 7.5 % 424.90 mg
[HS

Average Fill Weight 350mg £+ 7.5 %

the test solution correspond to the
peak in the chromatogram
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ADMAC LIFESCIENCES
107A & 107B, EPIP, Phase-I, Jharmajri, Baddi, Distt.-Solan (H.P.) INDIA

ADMAC
kil CERTIFICATE OF ANALYSIS ( FINISHED PRODUCT)

LENALIDOMIDE CAPSULES IP 25mg
ALC/SP015A/00
ALC/STO015A/00

Uniformity of content L1- Maximum allowed | '
(by HPLC) acceptance value= L1=135.0 4,23
[.2- Maximum allowed range for
deviation of each dosage unit P
tested from the calculated value
of M=L2=235.0 _

Assay(By HPLC):
Each hard gelatin '
capsule contains:

Lenalidomide 25 mg

A R No. AL/FG/C/25/118
Generic Batch No. LICH25CO06
Generic Batch Size (51000 Capsules
Brand Batch No.  |LICH25C06-A
Dispatch Qty. 13500 Capsules
Date of Release 14/08/2025

Page No. Page 2 of 3

NLT 22.50 mg (90.0%)
to
NMT 27.50 mg (110.0%)

25.12 mg (100.48 %) [P

10. | Related substances

(By HPLC)

Impurity B NMT 0.2 % Not Detcted
Impurity C NMT 0.2 % Not Detcted
Any secondary Peak NMT 0.2 % 0.0501 %

Total Impurities NMT 1.0 % 0.1096 % |
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ADMAC LIFESCIENCES
107A & 1078, EPIP, Phase-1, Jharmayjri, Baddi, Distt.-Solan (H.P.) INDIA

g g CERTIFICATE OF ANALYSIS ( FINISHED PRODUCT )
LENALIDOMIDE CAPSULES IP 25mg
ALC/SP015A/00
ALC/ST015A/00

11. | Microbial limit test:
A.Total aerobic microbial

A .R No. AL/FG/C/25/118
Generic Batch No. LICH25CO06
Generic Batch Size  |51000 Capsules
Brand Batch No. LICH25C06-A
Dispatch Qty. 13500 Capsules
Date of Release 14/08/2025

Page No. Page 3 of 3

count NMT 100 cfu/gm 20 cfu/gm

B. Total combined yeast

and mould count NMT 10 cfu/gm Nil

C. Pathogens .

a)E.coli Should be absent/gm Absent/gm [HS
b)Salmonella Should be absent/10gm Absent/10gm

¢)P. aeruginosa Should be absent/gm Absent/gm

Should be absent/gm Absent/gm

d)S.aureus
Remark: In the opinion of the undersigned the sample Complies/Dees not comply with

o hg/BBLL}SPﬂn ngse specification.

Detail of Examiner(s)/Approver:
Name:Atul Sarswat
Qualification:M.Tech (Biotechnology)
Reg. No./Enrollment No.: A0O510709051

' University Name:Amity University
Place:Noida (U.P)
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