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Certificate of Anal sis Finished Product

Product Name

1 Gelq{c Name i Cla1i1lqq1ly_ctn lqlnfupioqQl AQry_g !rlqple9_qg_
i

- -l

llgpls4!;
Mfg. Date | 0912024 Date of Testi 1U09t2024

1 llyp, Date t 0812026 Date of Release 2610912024

Spdii-""ti;"; Observations

Description A rvhite dry powder A wlrite drv pou,der'
lass vial.

The absorption spectrum of the test
preparation should exhibits maxima at
same wavelength with that obtained
with similar preparation of
Clarithrontycin working standard.

A solution is not rnore opalescent than
refrence suspension II, And not more
intensely coloured than reference

NMT- 3.5%

4.0 to 6.0

NMT-3.0% w/u,.

Should Free from any t,vpe o1'r,isual
particles

NMT-6000/vial
NMT-600/i ial

No rnicrobial
obscrved.

C'LARICAN Injection NB1FPt24t171 i

I zooo vials

ldentification

IJnifbrmity'of Weight

Average weight

Claritl' & Colour of
solution

Surn of areas of all
i secondary peaks

(i.) Particles >1Opm
(ii.) Particles >2-5pm

Sterility

Samrrled on

clear glass_\lal___
ConipLGi-- - I

I

-4.84% & +4.670/,,

ULi /.0 ntu.

Cornplies

Not detected

Not detected

I

I.l-- ---J

Complies

Average weight +10oA

lnformative.

I - ----
i Parriculaia;adi- -
I

I a. iVisible pirricuiare
I

I nlatter

I (b.) SuU-Visible particle
count

o: PR/OC/045/F0 Pagi.
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Pace Biotech
Surajpur, Paonta sahib Dist. Sirmour (H.P)

Date of Release 26/09t2024

'o Health

Certificate of Analvsis Finished Product

Product Name CLARICAN Injection NB/FP/24/177
Generic Name Clarithromycin for Infusion BP 500

N24155D

Date of Testi nt09/2024

ll Bacterial Endotoxins NMT- 0.20 EU/me of
Clarithromycin.

Less than 0.20 EU/me of
Clarithromycin.

t2. Assay:
Each slass vial Contains :

lngredients Labeled Claim Found % of labeled
amount

Limits % of labeled
amount

Clarithromycin (Sterile) IP
Lyophilized

500 mg 490.79 mg 98.16% 95.0%to 105.0%

Remarks: In the opinion of the undersigned the sample referred to above is/ i+neffJfiestandard
qualitv as The Drug & Cosmetic Act 1940 and the rules made there under. Com\ffi naleempfiesas
perhnruF{ NSPAHS'-

Anatysis.fr
NAME: SUFIYAN ANSARI

Check1,ff;,--.
NAME: $lNnnya
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