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5 o ‘ ARMALAB PVT. LIMITED
Direcifr Técnico  CERTIFICATE OF ANALYSIS ~ PHAR

Formerly Known as Symbiotec Pharmaiab Uig.

Product Name MﬁETH.\’Lj’_REDN[SOLONE EP (MICRONISED) (CAS No. 83-43-2)

Barch No. (| ZMPRy17006-31 Mfg, Date November 2017

A. R No. P2FPS17451 Retest Date October 2020

! Date of Sampling 25/1122017

S. No. | Test Resules Specification

1.0 Characters Almost white, { Micronised) White or almost white, crystilline powder. T
Appeitrance crystalline powder.
Solublity Practically insofuble in water, Practically insoluble in water, spuringly soluble in

sparingly soluble in e¢thanof ethanol (96 per cent), slightly soluble in acetone

(96 per cent), slightly soluble in and in methylene chloride,
acetone and in methylene chloride.
2.0 ldentification T
A IR

Concordant The IR Spectrum of sample should be concordant
with  the IR spectrum  obtained from
Methylprednisolone working standard.

B. Retention time Complies The principal peak in the chromatogram abtained
(By HPLC) with the test solution is similar in retention time
and size 1o the principal peak in the chromatogram
obtained with reference solution (c).
3.0 Specific optical rotation

£98.94° Between +97.0° and +103.0°,

i (C =1 % ethanol, at 20°C) (dried substance)

1.0 | Related substances (By HPLC)
{_Impurity D BLQ NMT 0.5 %
fmpurity A 0.07 % NMT0.3%
Sum of impurities G and | Not Detected NMT 0.3 %
i _binpurity B 0.08 % NMT 0.2 %
Impurity H Not Detected NMT 0.2 %
Impurity C Not Detected NMTO0.15 %
[mpurity E BLQ NMT 0.15 % T
Inpurity F BLQ NMT 0.15 %
Unspecified impurities BLQ NMT 0.10 %
Total impurities 0.19 % NMT 2.0 %
30 :‘,‘\’fsl 5’;‘0‘2{)’ 'og 0.22 % wiw NMT 1.0 % whw
6.0 Assay ) Between 97.0 % and 102.0 % whw.
| (By HPLC) 98.99 % wiw (dried substance)
Additional Test
10 Residual solvents (By GC)
i Methylene dichloride 109 ppm NMT 600 ppmn
1 Methanol 185 ppm NMT 3000 ppm
Acetone <50 ppm NMT 5000 ppm
2.0 Particle Size <4.98 pum 90.0 % < 10 pm
(by Microscopic methad) <6.64 um 99.0 % < 25 pm

Opinion:  The above material complies with the prescribed EP 9.0 specifications.
BLQ = Below limit of Quantitation,
Date of Release: 29/11/2017

S

Prepared by Checked by
Mahendra Mandloi Rajesh Jha
(Executive — QC) (Sr. Executive - QC)

Addendum No. MPRAV/Fagron/Ro
Maaufacturing Site: Plot No. 5,6, 7 & 8 SEZ Phuse — H. Pharins Zone

Pithampur Dist. Dhar — 454774 (¥LP.) India
Telephoue; +917292-667602, Fux : +91-7292-667677
Emigil: syarbiotec@symbiotecin




