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Analysis by
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Surajpur, Paonta sahib Dist. Sirmour (H'P)

C.ttifi.ute of Analysis fqp!*O ptoa*I

red to *n" is/is-no+c++hesta

Drug & Cosmetic Act 1940 and the rules made there under. Corffies/ not+emeties as per)
Z.*

quality as

Pase I of I

(-anifinqfinns Observations
S. No. Tests A white dry Powder filled

in clear glass vial'1 Description A white dry powoer nlleo ln slear grass

rri ql
Complies

2. Identification In the Assay, the princtpal peaKs ln tnL

chromatogram obtained with the test

solution corresponds to the peak in the

chromatogram obtained with the

working standard solutio4,-
U.61"/o &, -r |.Vv7o

1
J UnifbrmttY ol welgnt AVglaH,s wsrBt

1111.6 mg
AT. Average weight Infnrmative

65foR5 8.21
5. pH

2.00o/owlw
6. Loss on drYing

4133lvtal
ll lvral

Complies

7. Particulate Matter

NMT-600O/vial
NMT-600/ vial

The solution is free from particles of
foreign matter particles that can be

^L'oenred .rn wiqrtal insnection,

(a.) Sub-VisibleParticle
count
(i.) Particles >10Pm

(2.) Particles 225Pm

(b.) Visual '

Complies
8. Sterility No microbial growth snoulo DU

observed.

9. Bacterial Endotoxins t ttrrtf: O.tZ EU/mg of ImiPenem &
Cilastatin.

Less than- U.l / l,U/mg o

Imipenem & Cilastatin.

10. Assay:
Each slass vial Contains

Found % of labeled
amount

Limits % of
labeled amountlngredients Labeled Claim

500 mg 5i0.94 ms 106.r9% 90.0 to 115%Sterile Imipenem l.P

Eq. to AnhYdrous ImiPenem

t02.06% 90.0 to ll5%Sterite Cilastatin Sodium I.P

Eq. to Cilastatin
(Sodium Bicarbonate IP added as

buffer)

500 mg 510.29 mg

The


