MAYA BIOTECH PRIVATE LIMITED
Works: Village- Kondi, P.O.- Thana, Baddi, Distt.- Solan, (H.P.)-173205
Corp. Office: Plot No-46/A, First Floor, Industrial Area Phase-2, Chandigarh-160002
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CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

(The Drugs and cosmetics Act 1940 and the rules there under)

Generic Name | Flupentixol Injection IP
Product Name Hypexol Depot 40 Injection AR. No. MBFP251764
Batch No. ALV121A Date of Receipt 06/01/2026
Mfg. Date 11/2025 Batch Size 5036 Ampoules
Exp. Date 10/2027 Sample Qty. 41 Ampoules
S Test Specification Result -
No. pge !
1.+ | Description A clear to slight yellowish oily Slightly yellowish oily
. liquid filled in clear glass ampoules. | liquid filled in clear glass
i : % ampoules.
2 Identification - - The principal spot in the- The principal spot in the
: (By TLC) chromatogram obtained with the chromatogram  obtained
: test solution should corresponds to | with - the test solution
that in the chromatogram obtained | corresponds to that in the
with the reference solution. chromatogram  obtained
’ ' with  the reference
, , , solution. '
3. Nominal Fill Volume NLT 2.0 ml 2.1 ml
4. Uniformity of Fill Volume 2.0 ml to 2.30 ml 2.06 ml
5. Particulate Matter When solution examined under | Complies
suitable conditions of visibility are
clear and practically free from
particles that can be observed on
visual inspection by the unaided
eye.
6. Related Substances
a.The area of any peak NMT 3.0% Not Detected
corresponding to cis-flupentixol
b.The area of any peak NMT 0.5% Not Detected
corresponding to 2
trifluorormethyl thioxanthone
c.The area of any peak NMT 1.0% Not Detected
corresponding to trans flupentixol
decanoate
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CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

(The Drugs and cosmetics Act 1940 and the rules there under)

Generic Name | Flupentixol Injection IP

Product Name Hypexol Depot 40 Injection AR. No. MBFP251764
Batch No. ALVI21A Date of Receipt 06/01/2026
Mfg. Date 11/2025 Batch Size 5036 Ampoules
Exp. Date 10/2027 Sample Qty. 41 Ampoules
S. Test” Specification 1 Result

No. ¢ R T A L

7. Assay (By HPLC)

NLT 19.0'mg to NMT 21.0 mg

Each ml Contains: 19.47 mg
Flupentixol Decanoate IP 20 mg (95.0% to 105.0 %) - 1(97.35%) ,
8. Sterility K Should be Sterile ‘| Sterile ’
9. Bacterial Endotoxin Test - NMT 17.54 EU/mg { Less than 17.54 EU/mg ™

Remarks: The product referred to above com}b}'re’s//’;dge-,s—not—eomplies,with 1P Speciﬁcaﬁons.
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