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peptide. Design a quality assurance sheet for the process. %
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Dissolve the lyophilized peptide at 0.5 mM concentration in gab’;‘?/gq];‘é“‘i%‘)enc acid (10ml)

solution. Add 10% volume of DMSO in a large beaker. Ag}ﬁ% t e@ﬁ’H fo 6.0t0 7.0
with a 0.5 M ammonium acetate solution, Stir othe S*é;?uﬁqéﬁégigorously at room
‘intaithe solution. Monitor
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temperature for 12 h to incorporate atmospheric 0xjg
uzglﬁ),\the peptide reverse
n (pH 2.0). Lyophilize the

QI Find below a optimized process for disulphide bond formation of 4 thiérapeutic

disulphide bond formation by reverse phase HPI

phase HPLC after acidification with a TFA"solu
solution containing the collected fractions. Rep

Q2. Design stability studies for a nétv astis
control and assurance

Q3. By taking suitable example ex
biopharmaceuticals, .

Q4. Make a relationship and dj

gntiate’among QA, QC AND GMP and substantiate

att of good manufacturing Practice and good

manufacturing practices s a att of quality assurance activities.
Q5. Answer the followir, questions in context of quality control and assurance,

“65“2 “g*pffﬁbility test for HPLC is designed and highlights its

1["the factors which affect the quality of essential oils. Which

tant aspect is often overlooked when considering quality issues of

essential oils?

ve account of main tests that need to be carried out to establish identity,

ontent and purity of chemically synthesized or biotechnologically produced

5 peptides of proteins.

d) It is important to utilize a validated liquid chromatography (LC) method
when  performing analysis. Enumerate analytical LC validation
characteristics according to US Food Drug Administration (FDA).
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