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Title Certificate of Analysis Finished Product
Pruduct Name VANCAN Injection A.R. No. ARN/FP/261062

Generic Name
Vancomycin Hydrochloride for lnjection IP
lgm Sampled qty, 45 Vials

Batch No. ARN265OA Sampled bv Rakesh
Batch Size 4830 Vials SamDled on 2'7 /08D026
Mfg, Date 08t2026 Date ofTesting 28/08/2026
Exp. Date 01/2Q28 Date of Release | 1/09/2026

S.
No.

Tests Specifications Observations

Description A white dry powde. filled in clear glass
vial.

A white &y powder
filled in clear glass vial.

2. IdeDtification A. In the test for Vancomycin B, the
retention time ofthe principle peak in the
chromatogram obtajned uilh rhe resr
solution corresponds to that in the
chromatogram obtained with reference
solutio11.

B. It gives reaction (A) ofchloride.

Complies

Complies

L Appearance of solution A l0% solution of Vancomycin
hydrochloride is clear and the absorbance
of the solution at 450 nm is not morc
than 0. L

0.0s8%

4. Unifolmity of weight Average \aeight * 10 % -4.12& +4.82yo

5. Average weight lnlbmative t2%. 1039.7 mg

6. pH 2.5 to 4.5

(5% w/v solution ofVancomycin Hcl).

2.88

1. Vancomycin B NLT 88.0% 9s.676%

8. Related substances

Single maximum impurity NMT 4.0% 1.1I890

Total impurities NMT 12,0% 4.324%

Water NMT 5% w/w 1.83%w/w

10. Particulate Matter

NMT 6000/vial
NMT 600/vial

Constitute the injection as directed on the
label; The solution is essentially free
from panicles of,foreign matter rhat,,g16ra

oe seen on vtsual lnspqclton.

1,835/vial

- )/v1al

Complies

M'5. Swati Dh4ivan

(A.) Light Obscuration
Pafticle Count Test
( l.) Particles >10pm
(2.) Pafticles >25Fm

(B.) Visual Paticle
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AMERICAN REMEDIES HEALiE'ARE FVT. LTD.
Vill. Surajpur, Nahan Road, paonta Sahib, Dist. Sirmour (H.p) I73O2a

____..1!9!4!4te of An a t1.sis Fi n ished p.oO u"l-------l
Product Name VANCAN Injecrion

ARN/FP/261062
Generic Name Vancom),cin H)drochloride lor Injection Ip

Sampled qry. 45 Vials
ARN265OA

Batch Size 4830 Vials Sampled on
Date of Testin 28/08/2026
Date of Release 1r/0912026

l1 Sterility No microbial growth should be
observed.

Cornplies

12. Bacterial Endotoxins NMT 2.5 EU/ml of Vancomycin. Less than 2.5 EU/ml of
Vancomycin.

13. Assay: (By Microbiology)
Each glass vial Contains :

Ingredients Labeled Claim Found

1027.68'7 mg

%o of
labeled
amount

Limits % of
labeled amount

Vancomycin Hydrochloride
(Sterile) Ip
Eq. to Vancomycin

1000 mg 102.',|6% 90.0o/o to 115.0%

Remarks: In the opinion otth

:::l'y;i;,|"J*g& Cosmetic Act 1940 and therules.rnade o,"* ,J". b"ilpri".t-"Fco-friJ, *per IPlBPlUSPlIllS

llime: Mrs. Swaii Dfia

loi:;jab Tco,,,a U;r,,.e:,ly, jaL"ndtra r
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