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Description

Identiflcation BY UV

By TLC

By Chernically

Average weight
Particulate Matte1

A n'hite or almost white, crystalline
powder fllled in ciear: glass vial.

A. When examined in the range 230

nn-r to 360 nm the solution prepared

in the Assay' shows an absoryltion

maxintutn at about 255 nrn attd a

broad shoulder at about 274 nm.

B. In the test of Guanine. the

principal spot in the chrornatogram
obtair-red with test soltrtion (b)

corresponcls to that in the

cl-iromatogram obtained with
reference solution (a).'
C. it gives reactiotl (A) of sodium

salts.

Ave t +100

I1fbrnative +2ol0.

NMT 6000/vial
NMT 600/vial

'l'he solutiou shotrld bc essentially

tiee t}om extraneous. nlobile
urnclissolvcd particlcs. other thatl gas

bubbles, unintentionalll' that can be

secn with rraked eye.
-l'he solution is not more opalescent

than onalescence standard OS2, and

I not more intensely' coloured than

I rel-erence solution llYS5.

(A.) l.ight obscuration
Particle Count Test
(1.) Particles >l0pm
(2.) Particles >25pm

(8.) Visual Particle

Certificate of Anal is Finished Product

Observations
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A wl-rite dry powder fiiled in 
I

clear glass vial. ]

-^-;'

Complies

Clomplies

Complies

_2.27% & +4.75oh

596.5

60/i'ial
I /r ral

C'ornplies

Appearauce of solutron

xl1l <
I l.J

:. ./

Analysis uvi{N\'-\
NAIVIE: NIKHIL SHAR\IA

Checked il \ry1"

Product Name CLOCIVIR 500rng Iniection A.R. No. I ARN/I'P/25

Generic Name Aciclovir Intravenous Infusion IP 50Omg Sampled qty. 
- 

1 
a5 lqE

Sampled by 
-l 

VineetBatch No. ARN2584A

Batch Size 30,500 Vials Sampled on 1tl t: zvz)

Mfe. Date 1212025 l)ateol f estlng 1/-6t I/t..v/-)

Exp. Date n12027 Date of Relezrse l l2l0l l lvto

Specifications

Unifbrmitv of wei

- Format M-P-r*Qe ()45F-05-0il'
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Title Certificate of Analysis Finished product

Product Name CLOCIVIR 50Omg inj ection A.R. No. I ARNFpZzslo
Generic Name Aciclovir Intravenous Infusion Ip 500mc Sampled qfi,. 4-5 r'ials
Batch No. ARN2584A Snrnpl.a nt ----l fu i*.1

f{q!lggj!_ 27t12/202s
Date of resting 

-l)a,.ntzizs
-1

Date of Release ' 
12 t)l /2026

Batch Size 30,500 Vials
Mfg. Date 

_

Exp. Date

t2t2025

11t2027

8. Related Substances
(By TLC)

An1' secondary spot * irl, ,r-r & t- C."""Ii., -
r,'ali-re greater than that of the I

prirrcipal spot ir) tlre cltrorrratogrant 
I

obtained with the test solution is I

not more intense than the spot in 
I

the chromatogram obtained with 
I

E!.ry!99j9149l10.5 per cerrr). 
]

A',1 s.condappor .o,tesponding I (.ornplies
to guanine in the chromatogram 

l

obtained nith test solution (a) is not 
I

more intense than the spot in the I

chromatogram obtained with 
I

rel.ercnce solution. (b) (1.0 per 
I

ccnl ). I

No nrie robi,rl grir" tli shtrulJ hc -C 
onrplies

obserr.'ed.
.l

NMI 0.1 /+ F.U/nrg o1'Aciclovir. 
] Less than 0.174 l:.Uinrg of
I Aciclovir

9. Guanine (By TLC)

10. Sterilitl'

ll Bacterial Endotoxins

12.
Assay: (By UV)
Each glass vial Contains:

Ingredients t-nU.'t.O Cfar-
a

Iround Limits % of labeled
amoLlnt

Yo of
labeleci

amount

99.48% oolI05IO0o/r95

(Sterile) Aciclovir Sodium '

(Lyophilized)
Eq. to Aciclovir Ip 500 me 497.381)4 ms
Remarks: In the opinion of the undersigned the sample ref'erred to above is/ is.not6flthe standard
quality as The Drug & Cosmetic Act 1940 and the rules
peyPlBPlusPlrlfs.

made there under. Complies/+o,rfomplies as

Ana15 sis b1 1ry\o
NAME: NIKHI""O'}'O

Checked byd"il*
\ {}I E: SU FI }'AN AN\A.RI
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