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THE DRUG & COSMETIC ACT. 1940 & THE RULES THERE UNDER FORM-39(RULE 150-E(F))
INISHED PRODUCT CERTIFICATE OF ANALYSIS : ]
Product Name : PREDNIHEAL 5 TABLETS A.R. No. * KLFG240123
Packing : 50x10 TAB
Generic Name : PREDNISOLONE TABLETS IP 5 MG Rel. DL ! 03-08-2024
T.R. Siip No. ! KLFG240123
Product Code : PREDOS Mfg. DL : 0572024 T.R. Slip Dt : 93.06-2024
Batch No. + HKOO8 Exp. DL 1 0472026 E
Actual Batch Size  : g5000t TAB(1300 BOX) Test Packing: 100743 Anslysis Date  : 00-05-004
Packing Batch Size : 650000 TABR Specification No. ;: SPFG/PREDOS
Sample Sixe = 100,00GTAB Specification Dt : 01.12-2023
Released Qty ¢ G50000.00( TAB (1300 BOX) Test As Per © P STP No. - SOPDO3 |
Remarks :
Location ! SANAND
Make . KLPL
= N
sy Test Result Specification
1 DESCRIPTION White colour uncoated round flat tablet with break ing on o Whilix colour uncoatied round flat tablet with break ine r
side one side
2 | [IDENTIFICATION Comphes Complies
1 RELATED SUBSTANCE | Complies Complies
a UNIFORMITY OF WEIGHT "~ | Weightof 20 tabless: 3002gm Weight of 20 tabiets; About 3.000 gm
Avg WL of tablet - 150.1 mg Avg. W of tablet : About 150.0 mg
F = S e (= 75%)
4 FRIABILITY ~ |oe% S NMT 1.0%
5 | HARDNESS . |3sKglem NLT 20 Kgiom®
6 DIAMETER ~ |77 mm 71+02mm
7 THICIC_I!_E.ES_ e __ 289 mm 30202mm
1 DISINTEGRATION TIME 03 min 32 sec NMT 15 min
8 RELATED SUBSTANCE | _' ~ |complies ~ |comgples Euian
g UNIFORMITY OF CONTENTS co% - Betn85% o 116% :
max - 100,60 %
min- 88.84 %
10 DISSOLUTION mlg; 5 NLT 70 %
11 | Assay oo - Prednisolone P - 5 MG
e : .  |lUimit: Barn 90% to 110%)
: 50 X 10 Tablats




