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Product Name: ~ Progesterone Batch No.: C01-260114
Quantity: ~ 50kg Packaging: | 25kg/drum
‘Manuf. Date: | Jan. 23, 2026 Sampling Date: Feb. 02, 2026
Retest Date: Joeo Jan. 22, 2029 Report Date: Feb. 05,2026 |
Stancjard - USP Progesterone Monograph *YAM SOURCED
 Items ' Specifications Results
i Chamdisre White or creamy white White crys?alhne.)
o crystalline powder powder, Micronized
2 Identification:
A: Infrared absorption The IR spectrum of sample, exhibits Complies
maxima only at the same wavelength as
that a similar preparation of USP
Progesterone RS.
B: Ultraviolet absorption | The UV absorption spectra of the test C i
solution and the standard solution exhibit | ~OMP!ES
- maxima at the same wavelengths. |
3 Meltlng range 1126 C to 131°C - 128~129.5C
4 Specific rotation : +175° to +183 +181°
él[bé;éﬁ drylng_ B 10.5% Max. ffa =" N 0.09%
Impurity B: 0.2% Max. 0.05% ]
Impurity C: 0.3% Max. I 0.14%
Impurity D+E: 0. 15% Max. B Not detected ]
Nlrmpunty G: 0.15% Max. <0.05% .
Impurity H: 0.15% Max. <0.05%
: Impurity I: 0.6% Max. — Not detected
CiRelaled Sbsianee®  IMepuntyd Gtk Maz, | Not detected
Impurity K: 0.15% Max. Not detected
Impurity L: 0.15% Max. Not detected
| Impurity M: 0. 15% Max. <0.05% el
Any unspecified impurity: 0.10% Max. Not detected
. Sum of impurities other than H: 1.0% Max.| 0.2%
7.Assay : 97.0%~103.0% 100.3%
- Ethanol: 5000ppm Max. 136ppm
. . Methanol: 3000ppm Max. Not detected
8.Residual solvents : Toluene: 890ppm Max. Not detected
e e | Cyclohexanone: 50ppm Max. Not detected
. : o 100% pass 20pm .
A?.Pgrpcle S,l,z,e', 90% pass 10pm Complies _
T The product conforms to USP Progesterone Monograph
SR requirements.
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Result Analysis Report

Sample Name: SOP Name: Measured:
Progesterone - Average Progesterone | 03 February 2026 14:07:04
Sample Source & type: Measureq by:l Analysed:
Progesterone’ zhangyu i 03 February 2026 14:07:05
Sample bulk lot ref: Result SQurcb:
C01-260114 Averaged
[ |
: ;y | <
Particle Name: Accessory Name: Analysis model: Sensitivity:
Default Hydro 2000MU (A) General purpose Normal
Particle Ri: Absorption: Size range: Obscuration:
1.520 0.1 [ 0.020 to 2000.000 um 1501 %
Dispersant Name: Dispersant RI: Weighted Residual: Result Emulation:
Water 1.330 2.410 % Off
Concentration: Span: Uniformity: Result units:
0.0057 %Vol 1.745 0.524 Volume
Specific Surface Area: Surface Weighted Mean D[3,2): Vol. Weighted Mean D[4,3]:
2.78 mg 2157 | um 4.083 um
d(0.1):  0.809 um i d(0.5); 3.826 um d(0.9): 7.484 um
dis B e’ :
10]- ey
9| - R AR ,
8- BRI
I = R4 -
< , iitl |
0) 6f i 1 :
£ i i i
2 5 !
o {
> 4
3 P
2 i
| ; vt ‘
i R |
8.01 1000 3000
Particle Size (jim)
—Progesterone - Average, 03 February 2026 14:07:04
Sraum [ Vounr |  [Sreqm | ounaR| [Szelom ] Vo U] [Sizagum | Ve Umers| [ Sizetiny | Vo U %] (S () | Ve Under
0.174 0.00 0.968 1308 5057 63.57 21.140 100.00 65043 100.00 A01.152 100.00
0.182 0.00 1002 1448 5601 7513 2414 100.00 72040 100.00 33548 100.00
0213 0.00 1.210 1677 8203 81.12 25.000 100.00 75.000 100.00 394728 100.00
0.23%6 0.00 1.340 16,69 6,671 B8.3 25833 100.00 7n.789 100.00 400.169 100.00
0.261 0.00 1.484 1821 7810 €0.04 28.722 100.00 ©0.000 100.00 463,160 100.00
0.289 000 1644 1955 8.422 401 30,000 100.00 €0,000 100.00 01,655 100,00
0221 002 1.620 2110 9505 0.0 g2 100.00 100,000 100.00 566,60 100.00
0,35 0.1 2016 2301 10,000 97.66 35000 10000 108408 100,00 616734 100.00
0.3% 045 2.233 2542 10330 .12 35234 100.00 120070 100.00 631.970 100.00
0.435 114 2473 2845 11452 0.4 28000 100.00 12,065 100.00 755,82 100.00
0.482 2.10 2739 225 12664 K7 38,025 100,00 147,202 100.00 836,665 100.00
0634 KK 3034 3564 14048 [12] 42223 100.00 163,137 10000 026,579 10000
050 485 3360 20 16,000 .97 47.672 100.00 16065 100.00 1026254 10000
065 647 3722 4897 15550 00 43,000 100.00 200423 100.00 1136.662 100.00
0.726 820 4122 5485 17233 100.00 50.000 100.00 221650 100.00 1250025 100.00
0.6 261 4566 81.72 19,687 100.00 53.022 100.00 245494 100.00
082) 11,64 5.000 67.62 20,000 100.00 £0.000 10000 271.903 100,00 R

Operator notes: At )oVbﬁ),O\;
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Malvern Instruments Ltd,
Matvern, UK

Mastersizer 2000 Ver. 5.61
Serisl Number : MALI034699

Fila name: C01.mea
Record Number: 20



