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Al-ooqrofinn

S. No. Tests I A white drY Powder ttlled tn

clear glass vial.1.

T

Description A whlte ory Powocr uueu
^.1 ^ -. "i al

Complies

Complies

detrtiftcation (BY TLC)

(By HPLC)

A.The princiPal spots rn 
'1"

chromatogram obtained with the

test solution correspond to those

in the chromatogram obtained

with the reference solution'

B. In, assay, the PrinciPal Peak in

the chromatogram obtained with

the test solution corresPonds to

the peak in the chromatogram

obtained with the working
.ofcrpnne snlttfion^

Arrerage weight +10% .o {?o/^ fu +O 660/"
a iJIF^*i+" ^f 

'Weioht

Informative'
lu4l./ mg

5.054.
4.0 to 6.0

5. pH
NMT- 1.0% Not oetecrecl

6. N- methYiPYrrolidine
NMT- 4.0% 2.09%

M|CG.t.d

\l/

NMT- 0.5%

NMT- 05%

NMI-I5oA

8. Related Substances

,A,rea of anY secondarY Peak
due to CefePime imPuritY

A',o Not detected
A*" 

"f "tY 
tecondarY Peak

due to CefePime imPuritY

B,Y9 Not detectt lo
Sum ofanY secondarY
peaks,%o

NMT-6000/vial
NMT-600/vial

The solution should be essentially

I fr.. from extraneous, mobile

I undissolved particles, other than

I sas bubbles, unintentionally'

9. Particulate Matter (IH )

I

I

I

I

1a-; S"U-Visible Particle
count
(1.) Particles Z1OPm
(2.) Particles Z25Pm

(b.) Visual

1101/vial
18/vial

Complies

4%(fr)
Analvsixbl-

NAME: SUFll4N 4X!4BI
Checke

NAME: SANDHYA .lm#L
qfi-tf' Pase I of 2
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Add Pace To Health
Title

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

Certificate of Ana is Finished Product

BD/FP/24/536
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D
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45 Vials

28n2/2024
28t12t2024

09/01t2025

Product Name AFIPIME Iniection
Generic Name Cefepime Injection Ip 1000m

Batch Size

Date of Testi
Date of Conditionaitv
Release

10. Sterility _r\o mrcrobral growth should be
observed.

Under process

Il

Each slass vial Cont

Bacterial Endotoxins r\tvtl- U.U6 EUlmg of Cefepime. Less than- 0.06 EU/ms oi
Cefepime.12.

t r.rngreolents

Eq. to anhydrous Cefepime
(A sterile mixture of Cefepime Hcl
& Areinine)

Labeled Claim

1000 mg

Found Yo of labeled
amount

Limits % of labeled
amounl

984.46 mg 98.45% 90.0 to 115.0% i

r\cmarKs: tn the opinion of the un^EuraI'K's:rn[neoplntonoftheundersig.nedthe,u

;l,liffi,ffiil#f cosmetic Act 1940 and the .u'i.. -uo. there under. corlpl-iesr ner+e*pries as

ffi$./'Analysi$V- .
NAME: SUFIYAN ANSARI

Checkedlrff
NAME: to^6ffi N iJffi o

THI
t ?X9
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