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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-1 60002

CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

BIOTECH

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

Generic Name

Trace Elements Injection USP

Product Name | NUTRIXIN Injection A. R. No. MBFP261019
Batch No. ALU026B Date of Receipt 09/05/2026
Mfg. Date 04/2026 Batch Size 10116 Ampoules |
Exp. Date 03/2028 Sample Qty. 13 Ampoules 4[
Sr. | Test Specification Result J
No.
1. | Description A clear colorless to slightly blue colour | Slightly blue colour liquid
liquid filled in clear glass ampoules. in clear glass ampoules.
2. | Identification
By Chemical Should be Positive for Chromium, Complies
Copper, Manganese, Zinc, Selenium.
3. | Pyrogen It meets the requirements of pyrogen Complies
4. | Nominal fill volume NLT 3.0 ml 3.1 ml
t?. Uniformity of fill volume 3.0 ml to 3.2 ml Complies
6. | pH 1.5t03.5 3.173
7. | Particulate Matter
a) By Visual Method When examined under suitable Complies
conditions of visibility are clear and
practically free from particles that can
be observed on visual inspection by the
unaided eye.
b) By Particle count method
> 10pm < 6000 particles/ampoules 3457.00 particles/ampoules
>25um < 600 particles/ampoules 218.20 particles/ampoules

Assay (Each ml Contains)

Chromium (As chloride) NLT 3.6 mcg to NMT 4.4 mcg 3.90 meg
USP 4 mcg (90.0 % to 110.0 %) (97.5 %)
Copper (As Sulfate) NLT 0.36 mg to NMT 0.44 mg 0.391 mg
USP 0.4 mg (90.0 % to 110.0 %) (97.75 %)
Manganese (As Sulfate) NLT 0.09 mg to NMT 0.11 mg 0.0977 mg
USP 0.1 mg (90.0 % to 110.0 %) (97.7 %)
Zinc (As Sulfate) NLT 0.9 mg to NMT 1.1 mg 0.981 mg
IP 1.0 mg (90.0 % to 110.0 %) (98.1 %)
Selenium (as selenious acid) | NLT 18.0 meg to NMT 22.0 meg 19.67 mcg
USP 20 mcg (90.0 % to 110.0 %) (98.35 %)
| 9. | Sterility Should be Sterile | Sterile B

Remarks: The product referred to above cofﬁﬁﬁé;_/ does-not-complies with USP Specifications.
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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

CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

BIOTECH

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

Chromium (As chloride)

Generic Name | Trace Elements Injection USP
Product Name | MEDITRACE Injection A. R. No. MBFP261096
Batch No. ALUO026A Date of Receipt 09/05/2026
Mfg. Date 04/2026 Batch Size 10118 Ampoules
@p. Date 03/2028 Sample Qty. 13 Ampoules
Sr. | Test Specification Result
No.
I. | Description A clear colorless to slightly blue colour Slightly blue colour liquid
liquid filled in clear glass ampoules. in clear glass ampoules.
2. | Identification
By Chemical Should be Positive for Chromium, Complies
Copper, Manganese, Zinc, Selenium.
3. | Pyrogen It meets the requirements of pyrogen Complies
4. | Nominal fill volume NLT 3.0 ml 3.1 ml
5. | Uniformity of fill volume 3.0 ml to 3.2 ml Complies
6. | pH 1.5t03.5 3.173
7. | Particulate Matter
a) By Visual Method When examined under suitable Complies
: conditions of visibility are clear and
practically free from particles that can
be observed on visual inspection by the
unaided eye.
b) By Particle count method
> 10um <6000 particles/ampoules 3457.00 particles/ampoules
>25um < 600 particles/ampoules 218.20 particles/ampoules
8. | Assay (Each ml Contains)

NLT 3.6 mcg to NMT 4.4 mcg

3.90 mcg

USP 4 mcg (90.0 % to 110.0 %) (97.5 %)
Copper (As Sulfate) NLT 0.36 mg to NMT 0.44 mg 0.391 mg
USP 0.4 mg (90.0 % to 110.0 %) (97.75 %)
Manganese (As Sulfate) NLT 0.09 mg to NMT 0.11 mg 0.0977 mg
USP 0.1 mg (90.0 % to 110.0 %) ‘ (97.7 %)
Zinc (As Sulfate) NLT 0.9 mg to NMT 1.1 mg 0.981 mg
[P 1.0 mg (90.0 % to 110.0 %) (98.1 %)
Selenium (as selenious acid) | NLT 18.0 mcg to NMT 22.0 meg 19.67 mcg
USP 20 meg (90.0 % to 110.0 %) (98.35 %)
L 9. | Sterility Should be Sterile Sterile ]
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Remarks: The product referred to above complies / does-not-complies with USP Specifications.
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