SYMBIOTEC

CERTIFICATE OF ANALYSIS PHARMALAB PVT. LIMITED

. Fonedly Known os Symblotes Pharpaiab Lo
Product Nume TESTOSTERONE EP (MICRONISED) (CAS No. 58-22-0)
Bateh No, ZTSTCy20004 v Mfy. Date Kovember 2020
A. R. No. P2ZFP20626 Retest Dote October 2025 (—
Date of Sampling 28/12/2020
5. No. 2 Test Result Speeificaiion

1.0 Characters

Appearance e White crystalling powder. White or almost white crystalline powder, or

colourless or yellowish-white erysials,
Solubility Practically insaluble in water, frecly | Practically insoluble in water, freely soluble in

sohible in cthanol (96 percent) and | ethano! (96 per cent) und in methylene chloride,
in methylene chioride, practically | practically-insoluble in futty oile,
insoluble in fatty oils,

Melting point 153.5°C About 155°C.
20 Identification
AR Concordant The IR Spectrum  of sample should be
concordant ‘with the IR spectrum obtained from
A Tesioslcmne Working standard,
B. HPLC ' Complics o | the Tesl of Assay, the principle pcak in-the

L.hromalogmm obtnined with the tfest solution is
gimilar in ‘the Relention Time io the principle
peak in chromutogram obitained with stondurd

; : .| preparation.
130 Specific-optical rotation +107.51° 1 Between +106° 1o 114°
(C= | %, ethunol, at 20°C) 3 & {dricd substanee)
4.0 Relawd substances (By HPLC) ‘
Tnupurity. € BRL, J NMT 0.3 %
EImEm{ly 1 0.01 % 2 G NMT 0.2 %
lk!iil{i’ﬁ K 005 % 2 I NMTO0.J5%
_Unspecified impuritics 004% ~ "NMT0.10 %
‘I’owl Impuritics’ 0.16% A NMT0.6%
" aﬁogsgcm hours) 040%ww < | NMTLO% iy
G0 Assay ‘ Between 98,0 % to 1020 %
{By HPLO) s DA (dried substance)
Additions] Test
1.0 Residual Solvents (by GC)
Triethylamine <13ppm 7 J NMT 320 ppm
Mathylene Dichloride _<10ppm < "I NMT 600 ppm
| Méthano ’ <1Sppm  ~ |"NMT3000 ppm
| Atetone - Mppm 1 NMT 5000 ppm
Etlhianal. , <15 ppimn - | 'NMT 5000 ppm
20 Particle Size - <4.98 um 90.0% <10um
{By microscopic method) < 9,96 pm 99.0% <20 um
Opinion;  The above materinl complies with the preseribed BP 101 specifications.
BRL # Below reporting limit

Dateof Release  : 01/02/2021

Reprint On: 12/02/202 N
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Checked by A pruved by
Vibhanshi Tiwnn Kehar Singh Rajpoot Dr Kapil Vyas
{Officer - QC) (Asst, Manager ~ QC) {Manager - QC)

Manufacturing Stiet Plot No, §, 6,7 & 8 SEZ Phasc - 1, Phanna Zone
Flibampur Dlst, Dbar - 454774 (M.P,) Inadla
Telephone: +917292-667602, Fax: 491-7292-667677
Esall: syinblotecf@symblatectn



