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CERTIFICATE OF ANALYSIS PHARMALAB PVT. LIMITED

Formerly Known 0§ Symbloles Pharmalaly Lid

Product Name ESTRONE USP(‘M]CRCN!SI:ZD) {CAS No. 53-16-7) i
Butch No. ZEONy21003-M Mg, Date Junuary 2021 !
AL R. Ne. PZFP21040 ‘Retest Date December 2023 ?
Date of sampling ‘ 24/01/2021 .
S. No. Test Result Specifieation jl
1.0 Description White crystalline powder. s Small, white crystals or white 1o crearmy white, ||
odorless, and is stable in air. crystalline powder. Is odorless. and s stable in |
Meltat 259.1°C air, i
Melts atabout 2007, i 4
20 Solubility Freely soluble in N,N- Freely soluble in N N-Dimcihylformanide, !
, Dimethylformamide, Soluble in | Soluble in Teralvydrofuran and $lightly soluble in i
Tewahydrofuran and shightly acetone
- soluble inacetone |
3.0 Clarity of solution Complies The solution should be cleur.
4.0 Idemtification i
ALIR : Concordaat The IR Spectrum of sample should be voncordam
with the IR spectrum obtgined from Esuone {
B working standord. P
B. UV Complies The UV absorption spectes of the test solyon E
and the standard solutton should exhibit maxim
and minima ot the same wavelengihs,

50 | Specific rotation +161.86° Between +158% and 4165, caleulated on tre |
(€= 1 %, dioxane, al-25°C) oY dried basis. ]
6.0 Loss on drying e L A
(AL 1050 F0r3 hum‘S} . 0.31 %0 wiw NM1 0.5 Yo Wiw
7.0 Residue on ignition 0.07 % wiw NMT 0.5 % wiw |
8.0 Limit of equilenin and equilin Complies The sample should be no more red color than 1 |
produced by 20 ng of equilenin. . Mi
9.0 Ordinary impurities Any spots other than the principal spot, 1 the |
(BY TLC) chiromutogram of the Test solution, and dewermine
Complies their relative intensiies should not be more

intense by campurison with the chromutograms of {
2.0 %4 standard solutions,

s

100 Assay . Between 97.0 % and 103.0 % wiw, caleulated on |

(By HPLC) e the dried bsis o |

Additional Test )
1.0 Retated substances |

by HPLC, in area % _

ADD RRT about .76 Not Detecred NMT 0.15%,

Tmpurily ut RRT 1.80 Not Detected NMT 0.10 %

tmpurity st RRT 2.73 Not Detected NMT 0:10 %

Any other impurity 0.19 % NMT (.30 %

Total impuritics 0.21 % WMTIO%
2.0 Residuul Solvents (by GC)

1 Triethylamine Not Detected ‘ NMT 326 ppm ]
Methanol Nat Detected NMT 3000 ppm !
Acctone 269 ppm NMT S000 ppm !
1, 2 Dimethoxyethane Not Detected NMT 100 ppim i
Hexane 01 ppm NMT 290 ppm !
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'repared by : Checked by Approvel iy Q\Q
Satish Malviya Mohit Shrivastava Ashok Sharmix,
{Executive - Q) {Asst.Manager - QC) (Head - QY \\

Puge 10172
Manufacturing Site: Plot No. 5, 6,7 & 8 SEZ Plase - 11, Pharma Zone
Pithampur Dist. Dhar - 454774, (ALP.) India
Telephone: +917292.667602, Fax : 191.7292-667677

Email: scvmbintoctacvmbintas in



