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E‘ Nixi Laboratories Pvt. Ltd.,
Village Mouza Ogli, Sadhaura Road, Kala-Amb, District Sirmour -173030,
Himachal Pradesh (INDIA).
CERTIFICATE OF ANALYSIS FINISHED PRODUCTS
Product Name BARISTA 1 [ AR. No. | NL/LV/FG/26/027
Generic Name Caffeine Citrate Injection USP
Mother Batch No. | V26LJ001 Reference USP
Child Batch No. V26LJ001A Batch size 10500 Vials
glfg_.igate‘ - 0172026 Exp. Date 12/2027
ca o.
N QC/LV/FG/STS/069 i QC/LV/FG/STS/069
Sampled Quantity | 111 Ampoules Sampling Date 23/01/2026
Released Date 06/02/2026
Sr.No. TEST SPECIFICATION OBSERVATION
L Description A clear colour liquid free from| A clear colour liquid free from
| foreign particles filled in 2 ml| foreign particles filled in 2 ml
) amber / clear colour glass vials. clear colour glass vials.
1{2. Identification |

(A) By HPLC:

(B) By Chemical:
(C) By Chemical:

The retention time of the major | Complies
peak of the sample solution
corresponds to that of the standard
solution as obtained in the assay.

A light red color is produced.
Brown precipitate that dissolves | Complies
on neutralization with 0.5 mL of | Complies
sodium hydroxide TS is produced.

k. 3 Average filled volume Not less than 1.0 ml 1.08 ml
4. Extractable Filled Volume | Not less than 1.0 ml 1.08 ml
5. pH 421052 4.79
6. Particulate matter
Visible particles: Should be free from visible Complies
particles
For sub visible particles:
(i) Equal to or greater than | Not more than 6000/container 184.0 particles/container
10pm
(ii) Equal to or greater than | Not more than 600/container 10.0 particles/container
25um
g Sterility Should be comply the test of Complies
sterility
8. Bacterial Endotoxins Not more than 0.25 EU/mg of Complies
Caffeine
9. Related Substance
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Name Tarun Kumar Ganesh Jaiswal Aditya Singh
Designation Officer QC Sr.Exeeutiye QC Asst.Manager QC
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STS No.) QC/LV/FG/STS/069 g‘;ﬂ;?ﬂq‘ﬂ QC/LV/FG/STS/069
Sampled Quantity' | 11] Ampoules | Sampling Date 23/01/2026
Released Date 06/02/2026

Theobromine Not More than 0.1% Not Detected
Paraxanth.me Not More than 0.1% Not Detected
Theophylline Not More than 0.1% Not Detected
Any indiviual impurity Not More than 0.1% 0.035%
Total impurity Not More than 0.1% 0.035%

10. Assay: Each ml contains:

Caffeine Citrate 20mg 18.0 mg to 22.0 mg 20.10 mg
(90.00 % to 110.00 %) (100.50%)

RESULT: The above sample COMPLIES/DOES-NOF-EOMPLY as per Specification No.

QC/LA/FG/STS/069. ‘

Conclusion: In the opinion of the under signed the sample referred above is of STAMQUALIW /1S

?ugh'rﬁfIMQUﬁHTY as defined in the Drugs & Cosmetics Act, 1940 and the rules made here under
er.
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