
Pace Biotech
Surajpur, Paonta sahib Dist. Sirmour (H.p)

Product Name pptocan 250 Injection A.R. No. NL/FPt25/091
Generic Name Sampled qtv. 45 AmpoulesBatch No. ftzJvluA Sampled bv RakeshBatch Size JU,UUU AInpOUIes Sampled on rr/06t2025Mfg. Date v+/zuz) Date of Testing rr/06t2025Exp. Date v5/zvz / Date of Release 27/06t2025

S. No. Tests Dpecllications Observations
Description A clear colourless solution filled in

amber qlass amooule-
A clear colourless solution-
filled in amber glass ampoule.2. Identification (By IR)

(By HPLC)-

A. Kesloue obtamed tiom the sample
meets lhe requirement, The absorption
spectrum ofthe tqst preparation should
exhibits maxima at same waveleneth
with that obtained with simi-iar
preparation of 'phenytoin sodium
working standard.
B. The retention time of the major peak
of the sample solution corresponds to
that of the standard solution as obtained
in the assav.

Complies

Complies

J. Nominal fill volume r\Ll )ml 5.0 ml4. Container content for
liquid

L\Ll Nomlnal volume. . 5.1 ml

5. pH tv.u IoI2.3 tL.57
6. Alcohal & Propylene

Glycol Content (by
GC)
Alcohol Y.UYo to I lYo 9.06%
Propylene Glycol J /"/oto 43Yo ' 39.26%

7. Particulate Matter

NMT-600O/Ampoule
NMT-600/Ampoule
The solution should be essentially free
from extraneous, mobile undissolved
particles, other than gas bubbles
unintentionally.

3TTlAmpoule
7/Ampoule
Complies

(A.) Light Obscuration
Particle Count Test
l.Particles >10 pm
2.Particles >25 pm
(B.) Visible Parricles

8. Sterility r\o mrcrobral growth should be
observed.

Connplies

9. Bacterial Endotoxins l\rvll u.J USp EUlmg of phenytoin
Sodium.

10. Assay:
Each ml contains: &Y g'1i1, \t.
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Pace Biotech
Surajpur, Paonta sahib Dist. Sirmour (H.P)

Certificate of Analysis Finished Product

Product Name Eptocan 250 Injection A.R. No. NL/FPt2st09l
Generic Name Phenytoin Sodium Injection USP 5ml Sampled qtv. 45 Ampoules
Batch No. ,4.250l0A Sampled by Rakesh
Batch Size 30,000 Ampoules Sampled on rU06t2025
Mfg. Date 0412025 ' Date of Testing 1U06t2025
Exp. Date 03/2027 Date of Release 27t06t202s

lngredients Labeled Claim Found Yo of labeled
amount

Limits % of labeled
amount

Phenytoin Sodium IP 50 ms 50.627 ms. l0l.25o/o 95.0%to 105.0%o
Propylene Glycol IP 0.4 ml 0.3926 ml 39.26% 37% to 43%
Absolute Alcohol IP 0.1ml 0.0906 ml 9.06% 9.0ohto ll.0%

Remarks:Intheopinionoftheirnder3ignedthesamplereferredtoaboffi
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