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AMERICAN REMEDIES HEALTHCARE PVT. LTD.

Vill. Surajpur, Nahan Road, Paonta Sahib, Dist. Sirmour (H.P) 173025

Title Certificate of Analysis Finished Product
Product Name VANCAN Injection A.R. No. ARN/FP/261060

Generic Name
Vancomycin Hydrochloride for Injection IP
Ism Sampled qty. 45 Vials

Batch No. ARN2648A Sampled by Rakesh

Batch Size 4830 Vials Sampled on 27 t0812026

Mfs. Date 08/2026 Date ofTesting 28/08/2026

ExD. Date 07 /2028 Date of Release |109t2026

s.
No.

Tests Specifications Observations

Description A white dry powder filled in clear glass
vial.

A white dry powder
filled in clear glass vial.

2. ldentification A. In the test lbr Vancomycin B, the
retention time oflhe principle peak in the
ch-romatogram oblained \ ilh lhe lesl
ao1r'', on q61rq.por'ds lo lhal in th(
chromatogram obtained wifi reference
solution.

B. It gives reaction (A) ofchloride.

Complies

Complies

Appearance of solution A l0oo soluLion o[ Vancomycin
hydrochloride is clear and the absorbance
of the solution at 450 nm is not more
than 0.1.

0.057%

Uniformity of Weight Average weight i l0 7o 1.18 & +1A9%

5. Average weight lnformative t2o%. 1024.1 mg

6. pH 2.5 to 4.5

(5% w/v solution ofVancomycin Hcl).

2.89

1. Vancomycin B NLT 88.0% 9s.644%

8. Related substances

Single maximum impurity NMT 4,0% 1.147%

Total impurities NMT l2.0lo 4.356%

9. Water NMT 5% w/w l.'78%ow/w

10. Particulate Matter

NMT 6000/vial
NMT 600/vial

Constitute the injection as dirccted on the
label; The solution is essentially free
hom oanicles of foreisn maLLer thalrarr

rame
be seen on \ rsua! lnspe.cllon,

1,715/vial
3/vial

Coinplies

Mts. Swati

(A.) Light ObscuratioD
Particle Count Test
(1.) Particles >10pm
(2.) Padcles >25pm

(B.) Visual Particle
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AMERICAN REMEDIES HEALTHCARE PVT. LTD.
Vill. Surajpur, Nahan Road, Paonta Sahib, Dist. Sirmour (H.P) 173025

Title Certificate of Analysis Finished Product
'roduct Name VANCAN lnjection A,R. No. ARN/FP/261060

.leneric Name
Vancomycin Hydrochloride for lnjection IP

1sm
SamFled qt). 45 Vials

Batch No. ARN2648A Sampled by Rakesl'i

Batch Size 4&30 Vials Sampled on 2',110812026

Mfs. Date 08/2026 Date ofTesting 28t08t2026

ExD, Date 07 /2028 Date of R€lease | | t09t2026

ll Sterility No microbial growtl] should be

observed.

Complies

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

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

Ingredients Labeled Clainl Four'td Vo of
labeled
amoul'lt

Limits 7o of
labeled amount

Vancomycin Hydrochloride
(Stedle) IP
Eq. to VancomYcin

1000 mg 1035.186 mg 10i.51% 90.0% to I 15.0%

J

Ilemarks: In the opinion of thc undersigned thc sample ref€rred to
quality ns The Drus & Cosmetic Act 19,10 and the.rul€s made th€re
perlz

abore is/ i!--oeffif the standard
under. Compliesffii complies as

I
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