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Aprazer Healthcare Pvt. Ltd.
Regd. Ofiice: B-224, isi Fioor, Phase-1, Naraina Indusiriai Area,
DCI- 1 1UULO, LINIZIA, FHUHE. Vi1 —41013000,Cindil
info@aprazer.in
CERTIFICATE OF ANALYSIS

T — Capecitabine Tablets
IP (500 mg) Brand Name CAPEKAST

Geneﬁc Batch No. BT23118 Brand Batch No. BT23118C
Generic Batch size: 48500 Tablets Brand Batch size: 25500 Tablets
Mfg. Date: 06/2023 Exp. Date: 05/2025
Specification No.: FSP/066/001-00 STP No.: FTP/066/001-00
Date of Sampling: 19/06/2023 Date of Release: 30/06/2023

L AR, Number | FP/06/23-0654

S.No TEST SPECIFICATION RESULT
= Brick red, elongated, biconvex, film | Brick red, elongated, biconvex, film

1. | Description

coated tablet, plain on both side. coated tablet, plain on both side.

In the Assay, the principle peak n
chromatogram obtained with the test
solution corresponds to the peak in the

chromatogram  obtained  with  the
reference solution

In the Assay, the principle peak n
chromatogram obtained with the test
solution corresponds to the peak in
the chromatogram obtained with the

reference solution

2. Identification

665.0 mg + 5%
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65921 mg

Not more than two of the individual
weights deviate from the average weight
by more than the 5 percent and none
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of the average weight.
5. | Thickiicss 5.20 mim — 5.70 min 5.40 mi - 5.4% mim
6. Length 16.80 mm — 17.20 mm 16.90 mm -17.05 mm

Remarks: In the opinion of the undersigned the sample comptes / dees-net-eomply with the 1P/BPAISRAN-
House Specifications.
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Manufacturing Plant: Aprazer Healthcare Pvt. Ltd.Kharuni - Lodhimajra Road, Village:
Nandpur, Baddi, Distt.: Solan,Himachal Pradesh - INDIA
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Generic Batch size: 48500 Tablets Brand Batch size: 25500 Tablets
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7. | Width

8. Dissolution

7.80 mm — 820 mm

7.85 mm -8.06 mm

Not Less than 80 % (Q) Stated amount of
Capecitabine dissoived in 60 minutes.

Minimum-98.92%
Maximum-102.23%
Average-100 18%

Single unknown Impurity -NMT-1.0%

0,
9. | Related Substances | Total Impurities - NMT 2.0% 8%3/0/6
Assay- Fach film |
. igﬁiﬁé ahist 475.0 mg o 525,0-mg | 50532 mp
: : & g o 0 0
Capecitabing IP (95.0 % to 105.0 %) (101.1%)
500 mg

*-ADDITIONAL TEST

Remarks: In the opinion of the undersigned the sample con"lfﬁe's / does-aetcomply with the IP/BRAISRAn-
House Specifications.
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Mannfacturing Plant: Aprazer Healthcare Pvt. Ltd.Kharuni - Lodhimajra Road, Village:

Nandpur, Baddi, Distt.: Selan,Himachal Pradesh - INDIA




