ACCENT PHARMA, JAMMU =~ *
QUALITY CONTROL DEPARTMENT
Finished Product Certificate of Analysis
{Under Prugs & Cosmetics Act 1940 & rules made there under) _
[PrODUCT: MINISPRIN 75 N - ]
;G’ENERIC MAME @ ASPIRIN GASTRO -~ RESISTANT TABLETS IP 75MG }f
A.R. No.: AP/O2/PV/25/123 Batch Size: 25.0¢ Lac,
Batch No.: AMR25001 Date of Sampling: 26/12/2025
Mfg. Date: DEC. 2025 Quantity Sampled: 150 Tablets
Exp. Date: NOV.2027 Date of Analysis: 27/12/2025
Manufactured for: American Remedies Date of Release ; 31/12/2025
STP No.: AP/02/FP/MD0Z/00
Sr. No. Test Limit Obserwvation i
. . . White coloured, circular shaped
N White coloured, circular shaped, slightly . : ’ : !
1. Description biconvex, plain suiface gastro resistant tablet. slightly bu;onvex, plain surface
gastro resistant tablet.
A(By HPLC) Retention time of the major
peak of sample preparation corresponds to !I
n that of standard as obtained in the assay.
2 tdentification B(BY IR) The infra red spectrum of a KBr | Complies
dispersion of it, previously dried exhibits
maxima only at the same wavelengths as that
of simifar preparation of working standard.
3. Average Weight of tablet 112.08mg + 5% (106.4mg ~ 117.6 mg) 112.64 mg
o,
4. Uniformity of weight Average weight * 7.5% f;‘;;of
. : _ Min.3.66mm.
5. Thickness of tablets 3.2 £ 0.2mm {3.0mm-3.4 mm) Max. 3. 19rmm.
i ’ :
. _ Min.6.15mm,
6. Diameter of tablets 6.0 £ 0.2mm {5.8mm-6.2mm) Max.6. 18mm.
Min.93.29N
7. Hardness of tablets NLT 30 Newton (N) Max.112.63N i
In Acid {0.1M HCI):
No tablet show any evidence of disintegration, complies
Disintegration Test cracking or softening (apart from fragments of P
8. coating ) or cracks for 2 hour at 37°C £2°C
In Buffer (Phosphate buffer PH 6.8): .
Not more than 60 minutes at 37°¢C %2°C 18 min. 20 Sec.
“ Dissolution: (By UV) Not more than 10.0% Avg.1.64%
For Aspirin Max.1.89%
a) In 0.1M HC acid for 2 hours Min.1.32% ﬂ
> b) In mix phosphate buffer pH 6.8 Avg.94.92%
e min‘zms" pr G- Not less than 70.0% (Q) Max.97.20%
or ) Min.92.52%
10. Salicytic acid (By HPLC) Not more than 3.0% 0.04%
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- H i
Name ghf'g"" R T [ = L;Aﬁ - U \ _'[ somE Q\ ;9,1,1?,{-}7{:&
AT NGy faSenany/ RSN AL S I 07§ 1t PO S HRAT T
Sign. h U
; s e S
£ :‘ o e I e -3 I A A I P I
Date R I Bt Mot ] oo >0 )18 beos
: : - -




ACCENT PHARMA, JAMMU
QUALITY CONTROL DEPARTMENT

Finished Product Certificate of Analysis

{Under Drugs & Cosmetics Act 1940 & rules made there under)

| erODUCT:

MINISPRIN 75

| GENERIC NAME :

ASPIRIN GASTRO -~ RESISTANT TABLETS IP 75MG

AR, No.; AP/02/PV/25/123

Batch Size: 25.0 Lac.

Batch No.: AMRZ5001

Date of Sampling: 26/12/2025

Mfg. Date: DEC.2025

Quantity Sampled: 150 Tablets

Exp. Date: NOV.2027

Date of Analbysis: 27/12/2025

Manufactured for: American Remedies

Date of Release : 31/12/2025

STP No.: AP/02/FP/M002/00

11,

Assay: {By HPLC) Gastro resistant tablet contains:

For Aspirin IP 75mg

{95.0%-105% of label claim)

73.71mg
98.28%

|

Remarks: In the opinicn of the undersigned, the sample referred te above is of Standard Quatity/Net-of-Standard.Quality as
defined in the Drugs & Cosmetics Act 1940 & Rules made there under as per Specification No.: AP/02/SPC/FP/MOO2/00,
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