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ASG Biochem Pvt. Ltd.

Drug License No. DL-8§02-ME

QUALITY CONTROL DEPARWQUE‘, 24 ?GTQO]’IC{S fNL WEST Beagc&i‘ PéN'?OG-i 32
P.C. GANGANAGAR, 24 PGS (N) W.B. PIN 700132

T+ 910332567 3236 / 3237
CiN: U24232DL2004PTC1 26594

CERTIFICATE OF ANALYSIS

Product Name ESTRIOL
Batch No. ESTZ01A011 Laboratory Reference No. | LAB/FG/23/160
Manufacturer ASG BIOCHEM PVT. LTD. Supplier ASG BIOCHEM PVT. LTD.
Mfg. Date NOVEMBER 2023 Retest Date OCTOBER 2027
Batch Quantity | 23000.00 gm. Pharmacopoeia Reference | EP
Specification No. | ASG/SPEC/ESTZ/EP/01 STP No. ASG/STP/ESTZ/EP/01
COA Issuance Date | 01/12/2023
SL e 3 : g
No. | Test Parameters Specification Resuits
CHARACTERS
White or almost white crystalline . .
01. Appearance White, crystalline powder.
powder
Practically insoluble in water, Practically insoluble in water,
- sparingly soluble in ethanol i in et
0. Solubility paringly : 1 ethe _ f.parmgly sol.uble in etgauol
(96%6), Practically insoluble in (96%), Practically insoluble
dichloromethane. in dichloromethane.
IDENTIFICATION

A. Infrared absorption
Spectrophotometry

Sample spectrum should be
concordant with the spectrum of
Esrriol CRS

Sample spectrum concordan
with the spectrum of
reference standard (RS)

03.

B. Examine the
chromatogram
obtained in the
Assay

The principal peak in the
chromatogram cbtained with test
solution (b) is similar in retention
time and size to the principal peak
in the chromatogram obtained
with reference solution (©)

The retention time of the
major peak of the Sample
solution corresponds to that
of the Standard solution, as
obtained in the Assay.

C. Thin Layer
Chromatography

The principal spot in the
chromatogram obtained with the
test solution is similar in position,
colour in daylight, fluorescence in
ultraviolet at 366 nm and size to
the principle spot in the
chromatogram obtained with the
reference solution

The principal spot in the
chromatogram obtained with
the test solution is similar in
position, colour in daylight,
fluorescence in ultraviolet at
366 nm and size to the
principle spot in the
chromatogram obtained with
the reference solution
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Drug License No. DL-802-MB

CERTIFICATE OF ANALYSIS

Product Name ESTRIOL
Batch No. ESTZ01A011 Laboratory Reference No. | LAB/FG/23/160
Manufacturer ASG BIOCHEM PVT. LTD. Supplier ASG BIOCHEM PVT. LTD.
Mfg. Date NOVEMBER 2023 Retest Date OCTOBER 2027
Batch Quantity | 23000.00 gm. Pharmacopoeia Reference | EP
i ‘Specification No. | ASG/SPEC/ESTZ/EP/01 STP No. ASG/STP/ESTZ/EP/01
| COA Issuance Date | 01/12/2023
SLL 3 .
No Test Parameters Specification Results
TESTS
Specific Optical 5
04. e +60° to + 635° (dried substance) +62°
Rotation
0s. Loss on Drying Maximum 0.5 per cent 0.12% {w/w)
|06 Assay (By Liquid 97.5 per cent to 102.0 per cent 89.5 % (w/w)
P Chromatography) {(dried substance)
Related Substance (By Liquid Chromatography)
Impurity F Maximum 0.3 per cent 0.22% (a/a)
i Impurity E Maximum 0.3 per cent Not Detected
E Impurity A Maximum 0.2 per cent 0.17% (a/a)
07. Impurity D Maximum 0.2 per cent 0.03% (a/a)
Unspecified
Impurities (for each Maximum 0.10 per cent 0.06% at RRT 1.42
impurity)
Total Maximum 1.0 per cent 0.48% (a/a)
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rganas (N}, West Bengal, PIN-700132
T+%10332567 3238 /3237
CIN: UZ4232DL2004PTC1 26524

QUALITY CONTROL DEPAR FaEeragar, 24 Pa
P.0. GANGANAGAR, 24 PGS (N) W.B. PIN 700132
Drug License No. DL-802-MB

CERTIFICATE OF ANALYSIS

Product Name ESTRICL
Batch No. ESTZ01AQI1 Laboratory Reference No. | LAB/FG/23/160
Manufacturer ASG BIOCHEM PVT. LTD. Supplier ASG BIOCHEM PVT. LTD.
Mfg, Date NOVEMBER 2023 Retest Date CTOBER 2027
Batch Quantity | 23000.00 gm. Pharmacopoeia Reference | EP
Specification No. | ASG/SPEC/ESTZ/EP/01 STP No. ASG/STP/ESTZ/EP/01
COA Issuance Date | 01/12/2023

Remarks: In the opinion of the undersigned, the above mentioned product Meets/ Dees-rotMeet the

above test parameters as per specification.

Storage Condition: To be kept in well closed containers & stored at a temperature not exceeding

25°C.

Additional Information: Tested Afier micronization
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An iSO S001 &
18C 14001 Certified Unit

i =

Page 3 of 3

Regd. Office: 607 Rohit House, 3 Tolsioy Marg, New Delhi 110 001,



