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QUALITY CONTROL DEP ARBREgpagar, 24 Parganas (N), West Bengal, PIN-700132

& P.O. GANGANAGAR, 24 PGS (N) W.B. PIN 700132 b 9;40233 35‘57 3236 / 3237
. OC‘Z\ Drug License No, DL-802-MB CIN: U24232DL2004PTC1 26594
S
G 8l 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 . .
No Test Parameters Specification Results
CHARACTERS
White or almost white crystalline . )
01. Appearance White, crystalline powder.
powder
Prac:cically insolul?le in water, Practically insoluble in water,
0o Solubility sparingly soluble in ethanol sparingly soluble in ethanol
' (96%), Practically insoluble in (96%), Practically insoluble
dichloromethane. in dichloromethane.
IDENTIFICATION
A, Tnfrered absorption Sample spectr.um should be Sample spectrum concordant
concordant with the spectrum of | with the spectrum of
Spectrophotometry .
Estriol CRS reference standard (RS)
03. The principal peak in the

B. Examine the chromatogram obtained with test

chromatogram solution (b) is similar in retention
obtained in the time and size to the principal peak
Assay in the chromatogram obtained

with reference solution (c)

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

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

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
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ASG Biochem Pvt. Lid.

} QUALITY CONTROL DEPAR fivimeragar, 24 Parganas (N}, West Bengal, PIN-700132
> P.0. GANGANAGAR, 24 PGS (N) W.B. PIN 700132 T+ 91033 2567 3236 / 3237
p Cz{(r Drug License No, DL-802-MB CIN: U24232DL2004PTC126594
$G B0 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.
Mifg. 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
Ngl' Test Parameters Specification Results
TESTS
04, IS{"""'.ﬁc Qptical +60° to + 65° (dried substance) +62°
otation
05. 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 99.5 % (w/w)
’ Chromatography) (dried substance)
Related Substance (By Liquid Chromatography)
Impurity F Maximum 0.5 per cent - 0.22% (a/a)
Impurity E Maximum 0.3 per cent Not Detected
Impurity A Maximum 0.2 per cent 0.17% (a/a)
7. 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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ASG Biochem Pvt. Lid.

QUALITY CONTROL DEP AR TRIERTAgAr, 24 Parganas (N}, West Bengcl, PIN-700132

T+ 91033 2567 3236 / 3237

— ~ P.O. GANGANAGAR, 24 PGS (N) W.B. PIN 700132
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'SG 81© 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.
Mifg. 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 ]
Additional Tests
Sl No. Test Parameters Specification Results
01 Particle Size Report Value 90% < 10pm
Remarks: In the opinion of the undersigned, the above mentioned product Meets/ Does-notMeet 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 After micronization
NAME DESIGNATION SIGNATURE | DATE
SIRLARED K. B. MISHRA Sr.SUPERVISOR | WMo | 0lli2] 2023
BY (QC)
CUECRED P. BASU EXECUTIVE Ree— | oiliznon
BY (QC)
APPROVED ,
2/ 962
BY (QC) 1. BHATTACHARYYA MANAGER _‘@ a{/f /2627
APPROVED | o Jann 2
A.BANERJ . EXECUT - el/izf 222>
BY (0A) EE Sr. EXECUTIVE Ol 12/

S TR
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=
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ASG Biochem Pvit. Lid.

QUALITY CONTROL DEPAR Fi¢imqragar, 24 Parganas (N), West Bengal, PIN-700132

A

.y P.O. GANGANAGAR, 24 PGS (N) W.B. PIN 700132 T+ 91 033 2567 3236 / 3237
Cgo Drug License No. DL-802-MB CIN: U24232D12004PTC1 26594
4G 810 CERTIFICATE OF ANALYSIS
Product Name ESTRIOL
Batich 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

Remarks: In the opinion of the undersigned, the above mentioned product Meets/ Does-not-Meet 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 After micronization

- NAME DESIGNATION | SIGNATURE [ DATE
gﬁgﬁ?m K. B. MISHRA Sr. SUPERVISOR | 4+ B eigke [01]12) 0%, |
CHECKED
BY (QC) P. BASU EXECUTIVE P |oil12ho2s
APPROVED
BY (Q0) I. BHATTACHARY YA MANAGER _@ e
APPROVED f -
BY (QA) A. BANERJEE Sr. EXECUTIVE (JV elf 2 foe??
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ASG Biochem Pvt. Lid.

QUALITY CONTROL DEPAR Bamaqragar, 24 Parganas (N}, West Bengal, PIN-700132

4

= P.0. GANGANAGAR, 24 PGS (N) W.B. PIN 700132 T+91033 2567 3236 / 3237
p Cei(’ Drug License No, DL-802-MB CIN: U24232DL2004PTC126594
SG BI© 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 No. Test Parameters Specification Results
Total Aerobic Microbial Count: 20 ofu/
01 . NMT 1000 cfu/gm sm
Microbiological Tests =121 Veast Mould Count: NMT -
100 cfu/gm

Remarks: In the opinion of the undersigned, the above mentioned product Meets/ BoessnetMeet 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 After micronization

NAME DESIGNATION | SIGNATURE | DATE

EREPARED K. B. MISHRA Sr. SUPERVISOR | K& -k | o1]t2]2023

BY (QC)

CHECKED _

Y00 P. BASU EXECUTIVE Rl 011212623

APPROVED

oy I. BHATTACHARYYA MANAGER ,@ otfiz/ 2523

APPROVED | » 2
¥ erf 12/ 222%

BY (04) A.BANERJEE Sr. EXECUTIVE QL}/ i/12/
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ASG Biochem Pvt. Lid.

QUALITY CONTROL DEPAREEIqTagar, 24 Parganas (N), West Bengal, PIN-700132
T+ 91033 2567 3236 / 3237

A

- P.O. GANGANAGAR, 24 PGS (N) W.B. PIN 700132
d{o Drug License No. DL-802-MB CIN: U24232DL2004PTC126594
56 810 CERTIFICATE OF ANALYSIS
Product Name ESTRIOL
Batch No. LESTZ01A011 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
Additional Tests
SL No. | Test Parameters Specification Results
Residual Solvents: (By GC)
Dimethylformamide | NMT 880 ppm Not Detected
Methanol NMT 3000 ppm 236 ppm
01. | 1,2-Dichloroethane NMT 5 ppm Not Detected
Ethyl Acetate NMT 5000 ppm Not Detected
Ethanol NMT 5000 ppm 59 ppm
Acetone NMT 5000 ppm 152 ppm

Remarks: In the opinion of the undersigned, the above mentioned product Meets/ Does-notMeet 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 After micronization

NAME DESIGNATION SIGNATURE | DATE

PREPARED Q et ol

BY (QC) K. B. MISHRA Sr. SUPERVISOR | Ko RAduy |23
gg?gclz{)E ? P. BASU EXECUTIVE PR~ |oh2l2003
APPROVED

BY (00) I. BHATTACHARY YA MANAGER \@  |etlinpeor
APPROVED - —
BY (QA) A. BANERJEE Sr. EXECUTIVE (| /12 2075
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ASG Biochem Pvt. Lid.

QUALITY CONTROL DEPAR Bemamagar, 24 Parganas (N), West Bengal, PIN-700132

4 = P.0. GANGANAGAR, 24 PGS (N) W.B. PIN 700132 T+ 91033 2567 3236 / 3237
P S Czio Drug License No. DL-802-MB CIN: U24232D12004PTC1 26594
SG 8\° CERTIFICATE OF ANALYSIS
Product Name ESTRIOL
Batch Ne. ESTZ01A011 Laboratory Reference No. | LAB/FG/23/160
Manufacturer ASG BIOCHEM PVT. LTD. Supplier ASG BIOCHEM PVT. LTD.
Mife. Date NOVEMBER 2023 Expiry 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
Additional Tests
Sl No. Test Parameters | Specification | Results
Elemental Analysis
Lead NMT 0.5 pg/g 0.2 ppm
Cadmium NMT 0.5 ug/g 0.0 ppm
Arsenic NMT 1.5 ng/g 0.0 ppm
01. Mercury NMT 3 pglg 0.0 ppm
Cobalt NMT 5 pg/g 0.0 ppm
Vanadium NMT 10 pg/g 0.0 ppm
Nickel NMT 20 ug/g 0.11 ppm
Lithium NMT 55 pglg 0.0 ppm |

Remarks: In the opinion of the undersigned, the above mentioned product Meets/ BoesrotMest the
above test parameters as per specification.

Storage Condition: Preserve in tight containers protected from light and store ata temperature not.

exceeding 25°C

Additional Information: Tested After micronization

NAME DESIGNATION | SIGNATURE | DATE
g%“igﬁm K. B. MISHRA Sr.SUPERVISOR | Ko f-hods | ot12f2023
SO0 P.BASU EXECUTIVE R~ |otlizi2oos
ﬁgngg;mn I BHATTACHARYYA MANAGER 4@ o1]12/20%5
ﬁgl’(léi;fED A. BANERJEE Sr. EXECUTIVE " /f/w/ cif12/2223
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