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Title Certilicate of Analysis Finished Product
Product Name VANCAN Injection A.R. No. ARN/FP/26I070

Generic Name
Vancomycin Hydrochloride for Injection IP
50Oms Sampled qty. 45 Vials

Batch No. ARN2688A Sampled by Rakesh
Batch Size 4.820 Vials SamDled on 02/09/2026
Mfs. Date 09/2026 Date ofTestins | 03/092026
Exp. Date 08/2028 Date ofRelease I l'7/09/2026

S. No. Tests Specifications Obsen ations

Description A white dry powder filled in clear glass
vial.

A white dry powder
filled in clear glass vial.

2. Identification A. In the test for Vancomycin B, the
retention time of the pdnciple peak in the
chromatogram oblained wilh rhe lesl
solurion corresponds ro that in rhe
chromatogram obtained with reference
solution.

B. lt gives reaction (A) ofchloride.

Complies

Complies

3. Appearance of solution A l0oo solution oI Vancomycin
hldrochloride is clear and the absorbance
of lhe solu(ion al 450 nm is nol motc
than 0.1.

0.059%

4. Unifomity of v,'eight Average weight +1070 -2.58& +t.94%

5. Avenge weight Informative t2o%. 555.7 mg

6. pH 2.5 ro 4.5

(5% w/v solution ofVancomycin Hcl).
2.96

7. Vancomycin B NLT 88.0% 9s.41r%

8. Related substances

Single ma,rimum impurity NMT 4,0% t.t52%

Total impurities NMT i2.0% 4.589%

9. Water NMT 5% w/w 2.83%ow/w

10. Particulate Matter

NMT 6000/vial
NMT 600/vial

Conslitute lhe injeclion as direcred on the
label; The solution is essentially ftee
from panicles of foreign marrer that can
be seen on visual insp^ection. Name

1,695/vial
- 4/vial

Complies

Mrs,swatjDhawai

(A.) Light Obscuration
Particle Count Test
(l.) Pafiicles >10[m
(2.) Pafiicles >25plm

(8.) Visual Pafticle
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AMERICAN REMEDIES HEALTHCARE PVT. LTD.
Vill. Surajpur, Nahan Road, Paonta Sahib, Dist. Sirmow (H.P) 173025

Title Certificate of Analvsis Finished Product
Product Nam€ VANCAN Injection A.R. No, ARN/FP/261076

Generic Name
Vancomycin Hydrochloride for Injection IP
500me

Sampled qty. 45 Vials

Batch No. ARN2688A Sampled by Rakesh

Batch Size 4,820 Vials Sampled 0n 02/09t2026
Mfe. Date 09/2026 Date of Testing 03t09t2026
ExD, Date 08/2028 Date of Release l7 /09/2026

ll. Sterility No microbial growth should be
observed.

Complies

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

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

Irgredients Labeled Claim Found % of labeled
amount

Limits % of
labeled amount

Vancomycin Hydrochloride
(Sterile) lP
Eq. to VancomYcin

500 mg 507.8453 mg 10r.56% 90.0% ro ll5.jvo

Remarks: In the opinion ofthe undersigned the sample
quality as The Drug & Cosmetic Act 1940 and th6 rules

ner }iBPIIJSPIII+S:'

referred to above is/ is !9r-d lhertatrdard
made there under. Compliesl.at-ot complies as

Nime i Mrs.sv/rl;r-ih
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