RS e~ ' ",
B 7% - R N
»5-_, P . ‘.K{Ah'v’ Y :
: o ‘& !
2 @ :
™ e g 1 ot
3?33 "‘ ) R " 4 &
g 'ar‘ mest - 13/ FORM MO 1Y
- do Jiln g0-8 7 COL, O
( P 46 Zfird ) / (Sae Rule: 46)
ey AT , 1940 &1 s 25(1) & arerdd i bden v e w0 Reies 3 YHUL-g
Certificate of Test or Analysis by Government Analyst under Section 25 (1) of the Drugs Act, 1940 —
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Name of the Inspector from whom received : Bidya Sekhar Mishra, Drugs Inspector, CDSCO, East . 3
. Zone, Nizam Palace, 1 MSQ Building; 234/4, A.J.C. Base Road, Kalkata —700 020,
- 2, Rtys & I 4 37 e T ot ] A
Serial No. and dafe:of Inspectgr's memerandum : EZ/6-13/85M/2017/2664 dt. 02-05-2017
- 3. T # e 4, oft7 & afw
-Sample No. : EZ/BSM/ACT/70/2017 4. Date of receipt : 02:05-2017
© 5 oW T W A s 3 R W
Name of drig putpoeitifig to:be contained in the sample : Pantoprazale Tablets [.P, 40 mg, Batch No :
PRJT-1001, O/M; 1172016, D/E: 10/2018; M/s. Wings Biotech, 43 & 44, HPSIDE, Industrial Area, Baddi
~ 173 205 (HP.). ‘ .
6. ﬁz-ma@%ﬁﬁwm-mwmm-m
Condition-of seal on the packet or on porticn of sample or container : Infact and Ideritical with Specimen.
7. S FE BT B o, B T sRgt.  wwh W
Result of test or analysis with pratocols of tests applied ; . .
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In the opinion of the undersigned the' sample reffered to above sfis not of standard quality as defined
in drugs Act, 1940 and riles thereunder for reasons given below;- - : ’
Date of testing : 12-06-2017, 18-07-2017, 25-07-2017, 28-07-2017
' Method : LP, : ‘ . fi
Desgription :Brick'red coloured biconvex round shaped tablets'supplied in aluminium foil e !
_ - blister pack. " ; .
ldentification : Gives posiiiy = test for Pantoprazole Sodin. o
Dissolution : Does not.conply with 1.5, - ) .
Acid Stage. :Average Drug Release ~ 22.63,?/0 ‘of claim (Limit ; Not more than 10.0% of claim;
Buffer Stage . .2 Average Drugs Release — 85.10% {Limit : Not less than 75.0% of c!'e;im)
Usiitarmity of weight " : Camplies with | P. : o A
Assay. Found/tab Claimtab Limit
' Paritoprazole Sodiuri - " 4031 mg " 4omg 90.0%"t0 110.0%
equiv.fa'Pantograzale - (= 100,78% of claim) ofclgim - | *
. Reasonfor declating thé sample as not-of standard. quality ,
Remarks . * The sammple does not confarm to I.P. with respect to Dissplution test.
e/ No. 32-812017-SS/IDCA (E) - 61/ 2.9 73 ‘ ) / L.
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3 Copy Lo the Drugs Controller Geriral 1), Dte. General of Health ServicesliFDA Bhawein, Kitia Road, =
I; Near Mata Suridart Gollege, TT.0., New Delhi~ 1107041, for Info ation. | ..
- 3,510 )
- Central Drugs : . . (Jolien Xalxo) e
Gtr& ;.;!?orzfthy wearl R / Government Analyst f‘f;‘;
- Jevemment of India, Central Drugs Laboratory i
o 3, Kyd Street, Kolkata-16 &
Report in re.f( coloured paper Indicatss the sample is not of standard quality. g
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