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Title Certificate of Analysis Finished Product

Product Name IMSTATIN 500 Injection A.R. No. BD1FPl24l30r

Generic Name

Ilatch No.

J-'-sL
Mtg: D*{e---_

Exp. Dnte

Imipenem & Cilastatin Injection IP

500me + 500mg
Sampled qty. 45 Vials

Bobv Kumar82426lF Sampled by

1000 Vials Samrrled on t010912024

0812024 Date of Testing r010912024

0712026
Date of ConditionallY
Release

2410912024

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

SN; Tesfs Snecifications Observations

Description A ,"frlte dry powder filled in clear glass

vial.

A white dry Powder lllleo
in clear glass vial.
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Ider-rtification In tt-,e Assay, the principal peaks in

chromatogram obtained with the

solution conesPonds to the Peak in

Chromatogram obtained with
workins standard solution.

the
test
the
the

Uompltes

Un i fo rmity_o !l{e i ghrl- avglsseJelsbl+1%
Informative.

-r.02% &, +0.93%
1108.7 mg

Average weight

6.-_
L

pIl 65fnR5
1.88%w/w

Loss on drying NMT- 3.5o/owlw

NMT-6000/vial
NMT-600/ vial ,

The solutiot'l is fi'ee from particles of
foreign matter particles that can be

observed on visual inPPtg4gg.-----.-.--

1208/vial
33lvial

Cornplies

Particulate Matter

(a.) Sub-Visible Pafiicle
count
(1.) Parlicles >1OPm

(2.) Particles Z25pm
a

(b.) Visual

8.'- Sterility Nt-;6tobal growth should be

observed.

Under process

t)

10.

Bacterial Endotoxins Ntr4f- 0.17 EU/mg of ImiPenem &
Cilastatin.

Less than- 0.17 EU/mg of
Imioenem & Cilastatin.

Assay:
Each glass vial Contains

Found % of labeied
amount

Limits % of
labeled amount

ln gtediertts Labeled Clattn

Stclile Imipenem IP
lln fn Anlrvdrous Imioenem 500 mg 541.95 ms r08.39% 90.0 to Il5%

Sterile Cilastatin Sodium IP

Iici. to Cilastatin

lSoclitrm Bicarbonate IP added as

trirl'lu'l')

500 mg 507.17nrg I tot.+lv' I 
e0.0tol1s%

fl.,iuii'isi iffi. opi"io" of ttt*nO"*igned the sample referred..to uPgnp iV ic"+eee

Drug & Cosmetic Act 1940 and the .ul"t -ud" th"tt lt-tdgt' C9*Fle'

An:ftyfis by

l:irlrmat No: PB/OC
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