CERTIFICATE OF ANALYSIS
Hebei Guangxiang Pharmaceutical Co., Ltd.

AL R 257 BR A F A IR i

BG-GX/ZB/04.008-02

Rev04/2022 P1/2

Name Anhydrous Caffeine Manufacture Date
B4 KB 7 Aer it
Ba;;%m 2012302007 Ex%';;{';éte 2028 4 02 A 06 H
sz;ge 20kg/ i g;;;; 2023 4£ 02 H 07 H
B;&jﬁ?e 20000kg Re;;;;’;;me 2023 4 07 H 18
; EP 11.0, BP 2023, USP2021, FCC12, ChP2020
Inspection basis : =
. RRUZG e 11.0, JEEZG 2023, REZM 2021, FERSLEMBLEL
12, PEZ M 2020 R
Items Specifications Results
AHIHH R o b R
This product is white powder or white needle of white'! ' [/ 7
Characters (FCC12) iy eN? Complies
HEAR granules i \ ﬁ'ﬁ‘.ﬂi
A5 A AR AR R A R A Vo
The sample filter paper is no deeper than the standard /| =1}
Foreign body filter paper when compared with the prepared sta}jgai‘("{k-.‘:' :(.;ol'mplies
S filter paper O e
FEMIBAR S ) R IO b HE BB ARLL A, AN HOARAEIEARTR
Identifications A The sample spectrum complies with that of the reference Comnlles
(usP2021) standard spectrum . AR
5 A FRE it L 7 0o o PR —
Identifications
we st O The retention time of the caffeine peak of the sam.ple
(USF3001)> solution corresponds fo that of the sfandard solution Complies
w5l s PERSH VB b e P A R CR B N TR R SR IR AW | Al
H e ] €2, 1 0 ) £ B o i) — 3¢
Appearance of solution (BP 2023. EP Solution S is clear and colourless Complies
11.00 EH AN VBV S IR L FERE
No more than 0.2mL of 0.01M sodium hydroxide is
Acidity (BP 2023. EP 11.0) : e Complies
M required to change the colour of the lndlcator to blue o
Al 0.2ml0.01m SRR R TIBIR A NEE
Water determination (USP2021) e G
KB :
Sulphated Ash (BP 2023. EP 11.0) <Di1% 6 0bs
WK 5y '
Melting ch%(FCClZ) 235°C.238°C ;;gg;;;
Sulfates (BP 2023. EP 11.0) Complies
<500ppm
AR & He
Other alkaloids (FCC12) Compliance Complies
FeAth A=Y, HEAE e
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Name Anhydrous Caffeine Manufacture Date 2023 402 H 07 H
AE a7k R A= H
Ba;;'%m 2012302007 Ex%r;;;;te 20284502 H 06 H
sz;fe 20kg/#4 ;gtﬁlg; 2023 4£02 H 07 H
B;tt;;[‘ge 20000kg Re"oi;';;qme 2023 4F 07 A 18 H
{ 4 EP 11.0, BP 2023, USP2021, FCC12, ChP2020
Inspection basis s oS
- BAMZG 3t 11.0, JEEZG 2023, EEZI 2021, KEERHGERER
12, hEZj M 2020 4R
Items Specifications Results
M H R BAR RS Wy e
Any other impuritys 0.5 times the area of solution (a9 BT
(0.10%) N A 001%
Related Substances (BP2023. EP11.0) | fE—RMHH<0.5 MXIRWH (a) WM (0l10%) |
B Total Impuritiess 0.5 times the area of solutioi’i'(‘a) Gl
(0.10%) I B[ [0l03%
HAR<0.5 X RBBR (@) ¥MEH (0.10%)
Individual impurity<0.1%
0.02%
Organic impurities (USP2021) HK<01%
A HLA R Total Impurities<0.1%
BR<01% oo
Assay (USP2021) & & 98.5%-101.0% 99.6%
Easy carbonization (FCC12) Compliance Complies
5 A HaEE fraE
Heavy metal (ChP2020) o Oppm Complies
He&H ¥ E e
- Not detected
lead (FCC12) #% <1img/kg AR
Total aerobic bacteria <2000cfu /g Complies
B S B<2000cfu/g HEME
Total mold and yeast <200cfu/g Complies
Microbial Limit (ChP2020) TR R A <200cfu/g BAHE
PR PR Escherichia coli cannot be detected Not detected
RBHEARWAER R4 H
Salmonella cannot be detected Not detected
YITERE AR AA

Conclusion:The product was tested according to the methods of EP 11.0, BP2023, USP2021, FCC12 ChP2020. The test
result was in conformity with the requirements
2. ARIEHERMNZIM 11.0, REZM 2023, FEZLM 2021, EEARBLFETER 12, PEZH 2020 RN
MERRR 5 P dl, WIRAE: e

Approver/#t#E A Checker/8 4% \NFKF (R Analyst/f3 3 A
o) Dow s
=t

Particle size: 95% through mesh 40.




