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Pace Biotechr
Surajpur, Paonta sahib Dist' Sirmour (H'P)

Add Pace To Health

Certificate of Anal sis Finished Product

PDlFPl24l435
AONE IniectionProduct Name 45 Vialsffiu*o* Injection IP 5oom

Generic Name Boby Kumar
824405rBatch No. 221r112024Sampled on
7000 Vials

2211112024Date of Tes
07 

^212024
Date of Release

t012026Exp. Date

Specifications Observations

A white drY Powder lllleo ln

clear glass viq!--

S. No. Tests

I Description A white drY Powder lrlleo ln cleal

^looc rriql
Complies

Complies

Complies

2. ldentffication BY I.R

BY HPLC

By Chemical

A.The absorPtion spectrum or Lne

test preParation should exhibits

maxima at same wavelength with

that obtained with similar

preparation of Ceftriaxone working

standard.
B. In the AssaY, the PrinciPal Peak

in the chromatogram obtained with

the test solution corresponds to the

peak in the chromatogram obtained

with the reference solution (a)'

C. It gives the reaction A of sodium

--l+o

Auerage weight +l0o/o

Informative.

NMT-1.0%

NMT-5^0%

_3.t4% &.+2.68oh

603.1 mg

Not detected

---..---.----.--
Not detected

- Compt*s

a
J. Uniformity of weight

4. Average weight

5. netated Substance (BY

HPLC)
Any Individual ImPuritY

Total ImPurities

6. Appearance of solutron A 1.2 Percent wv solurlon rrl

carbon dioxide-free water is clear

and not more intenselY coloured

than reference solution bY 55 or

YS5.

6.0 to 8.0

NMTI l% "/w

6.)U
7. pH

7 .060/o wlw
.,R-8. Water

ffi)
Check

NAME: SANDHII4-
IE
i,t7

rffi!};a:6y7
knNelffl-rfrVnrHt

/t
AnalYsis bt/

,z
NAN{ E : SU F IY,dTff A I\!48! ^-,.\-{Id_-.
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Add Pace To Health

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

Title | : Certificate of Analvsis Finished Product

Product Name AONE Iniection A.R. No. BDlFPl24l435

Generic Name Ceftriaxone Iniection IP 500ms Sampled qty. 45 Vials

Batch No. 824405r Sampled bv Boby Kumar

Batch Size 7000 Vials Sampled on 22tr1t2024

Mfs. Date ty2024 Date of Testing 22t11t2024

Exn. Date r0/2026 Date of Release 07t12t2024

Remarks: In the opinion of the undersigned the sample referred to above is/ is-no#-dre standard
qualip-m The Drug & Cosmetic Act 1940 and the rules made there under. Comfi-es/ nottomplies as

per IP/BPAjSP#H&-

NMT-6000/vial
NMT-600/vial
The solution is free from particles
of foreign matter particles that can
be observed on visual inspection.

34lvral
2lvral

Complies

Particulate Matter
(a.) Sub-Visibleparticle
count
(1.) Particles >1Opm

(2.) Particles >25pm
(b.) Visual

Sterility No microbial growth should be

observed.
Complies

Bacterial Endotoxins NMT- 0.2 EU lmgof Ceftriaxone
Sodium.

Less than- 0.2EUlmgof
Ceftriaxone Sodium.

% of labeled
amount

Limits % of
labeled amount

Ingredients Labeled Claim

90.0 to 115.0%
Sterile Ceftriaxone Sodium I.P

. to anhvdrous Ceftriaxone 103.11%

#ryh
Checked W_

NAME: SANDHYA

'?AnalYsisftYz
NAME: SUFIKN ANSARI

Format No : P s/F0s-00 Paee 2 of2


