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METHOD OF ANALYSIS

NMNH

1.Appearance

Take an appropriate amount of sample and spread it on white filter paper. no black
spots and foreign matter can be seen to the naked eye. and the sample is Light yellow
powder

2. Related Substances
> Procedure:

Detector: UV 340nm

Flow rate: 1ml/min

Injection volume: 10ul

column temperature: 25°C

Run time: 40min

Column: Shim-pack GIST Sum C18-AQ 4.6x250mm. or an equivalent column

Solution A: 0.02M KH2PO4, Adjust the pH to 9.0 with 4 N potassium hydroxide
solution (22.4 g — 100 ml).

Solution B: acetonitrile
Diluent: Solution A
Current: see the gradient table blow.

Office: 5th Floor, Building B, No.57, Keji 3rd Road, High-Tech Zone, Xi'an, 710075, China Web:www.natural-field.com

Time Solution A Solution B
0 100 0

8 100 0

20 30 70

30 30 70

31 100 0

40 100 0

» System suitability:
Black Solution: Diluent.

Standard solution: Dissolve 25mg standard sample to a 25ml volumetric flask, and
dilute of diluent to volume.

Test solution: Dissolve 25mg test sample to a 25ml volumetric flask, and dilute of
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diluent to volume.
» Analysis:

Pipette 10 pl of the blank solution. standsrd solution and the test solution into the
system, record the chromatogram, remove the blank solvent peak, and calculate the
results by area normalization method.

3. Water

Calibration of Karl Fischer reagent: Turn on the power switch of the moisture meter.
wait for the instrument to stabilize. inject 10ul of water, record the consumed Karl
Fischer reagent. measure twice, and take the average value.

Sample testing: Accurately weigh an appropriate amount of sample (approximately
0.2g) and conduct testing according to the "Standard Operating Procedures for
Moisture Meters".

4. pH

Weigh 50mg of the sample and add water to make a sample containing 100mg /ml.
According to the general principle of "pH value determination method" in the
¢ USP-NF2022) . the pH value should be within the range of 7.0 to 11.0.

5. Heavy Metals

5.1 Lead

MRHE (USP-NF2024) I8 U<251>H [FEf7 3 ICP-MS # AT 5E Determination was
made according to procedure 3 ICP-MS in USP-NF2024 General Rule <251>

5.2 Arsenic

Determination was made according to ICP-MS in USP-NF2024 General Rule <211>
5.3 Mercury

Determination was made according to procedure 5 ICP-MS in USP-NF2024 General
Rule <261>

5.4 Cadmium

Determination was made according to procedure 2 ICP-MS in USP-NF2024 General

Rule <233> elemental impurities—procedures
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frillgs: 284 340nm BEFEE:  10ul

iikE: 1ml/min Mif:  25°C

ZATHFE]: 40min

tB%4E:  Shim-pack GIST Sum C18-AQ 4.6x250mm, 5k 2524k .

W A: 0.02M KH2PO4, A 4 N E A (22.4 g — 100 ml)I75 pH 2 9.0,
B B: B

MR W A

Mk W BRI,
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1] A T B
0 100 0

8 100 0

20 30 70

30 30 70

31 100 0

40 100 0

> RGUEHNH

PRI AR

PRAEVAVR: ¥ 25mg BRERE AR T 25ml HEMT, FARBREREZE.
WIGVAT: K 25mg WAL B MR T 25ml HEMT, FAMBRERZEZE.
> T

Sy E 10 pl B AR bRAEE RIS TN R 4G, Wl ik, BT
g, AT AR — AR T LA R

3. Ky

RORGRBFI AR HE: FTTHREE T IR K. SRR ke VEA 10ul
7K, AR R R BRI IEPTIR, BOPEIME.
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BEGIIG: MR EEENRES (40.20) , HFRIE “KOTHIRAERIERF”
BT .

4. pH

FREX 50mg # 4, oKl AL 100mg /ml #5 . H34E (USP-NF2022) H“pH {E il &
TE I — MR . pH AERAE 7.0 ~ 11.0 JE FE P

5. E&R

5.1 &%

HRHE (USP-NF2024) @|<251>H FEF 3 ICP-MS 47 5E

5.2 Hi

R4l (USP-NF2024) @ <211>1f¢) ICP-MS #EATI %2 .

53 XK

RYE (USP-NF2024) iBNI<261>FIFEF 5 ICP-MS HEATI %€ .

5.4 4%

RYE (USP-NF2024) 18 0<233>70 3 A% 5% 7 o A2 7 2 ICP-MS #4710 E
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