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S. No. Tests Specifications Observations

1 Description A clear colourless liquid filled in
amber colour glass amPoule.

A clear colourless liquid filled in
amber colour glass amPoule'

2. Identification BY IR

By Chemically

A. On the residue, determine bY

infrared absorption. ComPare the

spectrum with that obtained with
dopamine Hcl RS treated in the

same manner or with the

reference spectrum of doPamine.

B. An intense green colour is

oroduced.

Complies

Complies

3. Nominal fill volume NLT- 5ml 5.0 ml

4. Extractable Volume NLT Nominal volume or NMT
n0% of Nominal volume.

5.1 ml

5. pH 3.0 to 4.5 3.94

6. 5 -Hydroxymethylfl urfural NMT-0.05% Not detected

n Related Substances
(By HPLC)
Single Impurity NMT-2.5% Not detected

Not more than one such
peak

NMT-2.0% Not detected

8. Particulate Matter

NMT-6000/Ampoule
NMT-600/Ampoule
The solution should be essentially

free from extraneous, mobile
undissolved particles, other than

sas bubbles, unintentionallY.

TT9lAmpoule
8/Ampoule
Complies

(a.) Sub-Visible particle
count
(1.) Particles Z1Opm
(2.) Particles Z25pm
(b.) Visual

9. Sterility No microbial growth should be

obsbrved.

Complies

10. Bacterial Endotoxins NMT- 26.67 EU/ml of DoPamine

Hydrochloride.

Less tharr- 26.67 EU/mI ot
Dooamine Hydrochloride.

11 Assay:
Each ml contains: ffi'I
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Hydrochloride Iniection IP 5ml

Ingredients Labeled Claim Found % of labeled
amount

Limits % of
labeled amount

DopamineHydrochloride I'P 40 mg 41.05 mg r02.63% 95.O%to 105.0%

the sample referred to above is/is-no+of+bp

qualityas The Drug & Cosmetic Act 1940 and the rules made there under. Comlil-es/no

per ftfBPAJsr,TI+s ,4A
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