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Nixi Laboratories Pvt, Ltd.,
Village Mouza Ogll, Sadhaura Road, Kala-Amb, District Sirmour -173030,

Himachal Pradesh (INDIA),
CERTIFICATE OF ANALYSIS I"lll\lISIlED PRODUCTS —
AR. No. | NL/LYP/FG/26/
ot Name Voriconaz 200 __ 097
:::ic Name Voriconazole Injection 1P 200 mg
IMother Batch No. | L26GD00I Reference 1P
(Child Batch No. L26GD00IB Batch Size 1000 Vials
1. Date 01/2026 Exp. Date 12/2027
tion No. 05 Standard Test
pecifica QC/LYP/FG/STS/0 Procedure No. QC/LYP/FG/STS/005
IQuantity Sampled | 60 Vials Sampling Date | 14/01/2026
Release Date ____0_7/02/2026 ey -
Sr.No. TEST SPECIFICATION OBSERVATION
1. | Description A vs_*hlte colpur cake fn.ae from | A white colour cake free from
foreign .pamcles filled in clear | foreign particles filled in clear
glass vial, plugged with grey | glass vial, plugged with grey
ru.bber stopper and sealed with | rubber stopper and sealed with
flip off aluminum seal. flip off aluminum seal.
2. | Identification: By Liquid In the Assay, the principal peak | Complies
Chromatography (HPLC) in the chromatogram obtained
with  the  test  solution
corresponds to that in the
chromatogram obtained with
the reference solution.
3. | Uniformity of Dosage Unit: [ L< 15 7.86
4. |pH 50t07.0 6.15
5. | Particulate matter
Visible Particles: Should be free from visible Complies
particles
For sub visible particles:
Equal to or greater than 10um | NMT 6000 particles/container | 589.0 particles/Container
Equal to or greater than 25um | NMT 600 particles/container 3.0 particles/Container
6. | Related substances
Any secondary impurity NMT 0.50% 0.21%
Sum of all secondary | NMT 2.00% 0.26%
impurities
7. | Sterility Should be complies Complies
8. | Bacterial Endotoxins Not more than 1.5 EU/mg of Complies
Voriconazole (for intravenous
infusion).
ANALYSED BY CHECKED BY APPROVED BY
Name Tarun Kumar Ganesh Jaiswal Aditya Singh
Designation Officer QC Sr.Exeg_l!_i’ve QC Asst.Manager QC
Signature %— : /%,\fvb m
Date 0'.\-\%)/' ’)/L ul Approved ;\mﬂw
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Nixi Laboratories Pvt. Ltd.,
Village Mouza Ogli, Sadhaura Road, Kala-Amb, District Sirmour ~173030,

Himachal Pradesh (INDIA).

S ——

CERTIFICATE OF ANALYSIS FINISHED PRODUCTS N e
IProduct Name Voriconaz 200 | AR. No. [ NLLYP/FG/26/097
[Generic Name Voriconazole Injection IP 200 mg
[Mother Batch No. | L26GD00I Reference IP
(Child Batch No. [ L26GD001B Batch Size 1000 Vials
fg. Date 01/2026 Exp. Date 12/2027
ification No. Standard Test =
FP“ QC/LYP/FG/STS/005 Procedure No. | QC/LYP/FG/STS/005
punntﬂy Sampled | 60 Vials Sampling Date 14/01/2026
Release Date 07/02/2026
TEST _SEECIEICAIIQN_—_QBSL_%
Assay:
Each lyophilized vial contains:
Voriconazole IP 200 mg 180.00 mg to 220.00 mg 212.22 mg
790.00 % to 110.00 %) (106.11 %)

Result: The above sample COMP
QC/LYP/FG/STS/005.

Conclusion: In the opinion of the under si
NOT STANDARD QUALITY as defined

LIES / DOES NOT COMPLY as per Specification No-

—
gned the sample referred above is of STANDARD QUALITY /18
in the Drugs & Cosmetics Act, 1940 and the rules made hereunder

further.
ANALYSED BY CHECKED BY APPROVED BY
Name Tarun Kumar Ganesh Jaiswal Aditya Singh
Designation Officer QC Sr.Exﬁy.gve QC Asst.Manager QC
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