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Name of Product: LEVONORGESTREL IMPURITYA
Batch lt{o : AO-TR-182-A0+ CAS NO t 1JA7B5-49-5
Analvsis Date : 15 SEF 2022 Ketest uate : t+ JLy tut+
Molecular weisht : 310.44 Molecular Forrnula : C21H2602
Cat No : AO-IMP4614B Batch Otv : 1250.0 mp

Chemical Name: - [13S,1"7R]-13-ethyl-17-ethynyl-17-hydroxy-1,2,6,7,9,1A,11,12,13,15,16,17-dodecahydro-3H-
cvclopenta lal ohenanthren-3 -one

Sr. No. Test Result

w1 Description lA/hite Solid
2 Chromatosranhic Furitv'nv HPLC 96.7Za/o
5 Solubilitv Methanal
4 MASS bvLCMS Confirn,s to structure
5 1}I NMR Corifrfms to stfu$ure
6 i3C NMR Confirms to structure
7 FTIR Confirms,to structure
I Loss on drvine I'LODI bvTGA {a/aW /W\ 2.9Ta/r,

9 Potencv fYoW/Virl 93.810/o

10 RRF 1.28 with resnect to API
Conclusion: The product complies as Fer above specifications.
. Storage Conditions: Store at ZoC to 80 C

. Transoortation Storase Condition: Rcom temnerafire
NOTE'
l.Retest date depends on maBrial storage condition and handling of material.
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Acquired try
SampleName
Sample ID
Tra#
Vral#
Injection Volume
Data Filename
Method Filename
Batch Filename
Report Filename
DateAcquked
Date Processed

AQtnGEN
Levonorgestrel EP Impwity A
A+TR-I82-004
J

50
10 uL
11 2208}f94.1cd
Gew C+S 26min.lcm
11 2208026.1ch
DE-FAULT.IsT
8l30lZ0ZZ 11:38:58 AM
8/30]2022 12:08:45 PM

Sample Informatron

Chromatogram

Chromatographic Conditions:
Column:-Zorbax SB-C18 (150 X 4.6)mm 3-5pm,,
M.P-A:- 0. 1%TFA in water,
M.P-BiACN(100% ),
Time/% B.-0l10; 1 5 195 2A/95,21 / 10,261 10,
Flowrate:- 1.0 mUmig COT:- 25"C,
Diluent:- ACN:WI{TER (30:70)
Test Con:0.1 mg/mi.
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Peak Table

Peak# ReJ Tine Afea 4reE"/n Relatve Retmhon Time
5 548 ,) U.U7

2 s3 t( u.09
l o 1fl7 3041 0.09
4 I 7R) 9245 $.il
5 2.t3: 19237 0.57
6 141 3290955 96 72

7 1rt ZEZIU o.
8 2,917 232tt3 li
9 3.O7'] 5'tz7
l0 3322 17ll4 t) (

3.54s 71
l2 3.833 t 34E5 {}4

Total 34{t2549
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Sa$E la code!AQ-TR-182-004
]fi I[l{R

VARIAN 400!Az nUB.

Solvant: CDC13

Dat€:Aug 3L 2022
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13C NMR
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TR-182-004
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AQ-

Sample Name
AQ-TR-r"82-004

NO. of SCANS :60 , Phase: KBr

E :\l R\data\2022\AU G\AQ-TR-182-004-. smf

Date/Time: 8l3Ll2O22 2:03:08 PM

Analysed by:SIVA KRISHNA
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3ilTi';:#Hl;'82-oo4 rGA
Method: Ramp
Comment: Batch No:AQ-TR-L82-004; Ramp : 10'ClM in ; M ax Temp:300'C

File : C:...\AQ-TR-1"82-004TGA. 002
Operator: Venkatesh
Run Date: 03 SEP 2422 t3:46
lnstrument: TGA Q50 V20,13 Build 39
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IMMENSE CULTURE PVT, LTD., PUNE

HPLC CHROMATOGRAM

Sample Name:
VialNumber:
Sample Type:
Control Program:

Quantif. Method:

Recarding Time:

Levonorgestral API
RA2
unknown
Levonorgestral
Levonorgestral.
9t151202212:58

lnjection Volume:
Channel:
Wavelength:

Run Time:

Sample Weight:

20.0
uv_vrL{
215.A

65.00
{.0000

300,000-

.

250,000-

200,000-

150,000-

100,000-

50,000-

-30,000-
0 .0

Peak
No.

Ret,Time
min

Peak
Name

Area
rrAll*sac

Area
al

Asymmetry Plates Resolution

1 41 .34A I Levonoroestral 1135381 35 100.00 I 1.26 I 11518 I n,a.
Total: t3538135 100.00 I 1.26 1 1518

AnarYsed -** 
<vPv<t-'

checked By B'' 
iE -{" 

ePLq-



IMMENSE CULTURE PVT. LTD., PUNE

HPLC CHROMATOGRAM

Sample Name:
VialNumber
Sampte Type:

Control Program:

Quantif. Method:

Recording Time:

AQ-TR-{82-004
RA3
unknown
Levonorgestral
Levonorgestml
91151202214:04

lnjection Volume:
Channel:
Wavelength:

Run Time:

SampleWeight:

20,0
uv_vts_{
215.0

65.00
't.0000

500,000-

400,000-

300,00&-

200,000-

100,000*

-50,000-
o

AQ-TR-182-004 UV VIS 1

-00 10.0 20.o 30,0 40,0 50.0 60.0 6

Peak
Nc

RetTime
min

Peak
Name

Area
uALl*sec

Area
ottn

Asymmetry Plates Resolution

1 I 34,970 AQ-TR-182-004 131175661 I 100.00 I 1.26 I 7750 I n.a.

Total: !1175661 1100.00 1 t.Ze I ZTSO
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Levonorgestral RRf, Calculation

Name of Sample RT (min)

1353813s

3t175661
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