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CERTIFICATE OF ANALYSIS
R EPHSREPORT NO): JY-CP001-230706 R-Z1-QC08-006-02
R _
m A #o 5
Fructose Sodium Diphosphate 230706
Product Name Batch No
(Fructose-1, 6-diphosphate sodium)
S - 10K g/453 FEERIER TE R ER
Package 10 KG/ALU TIN Sample Source Sterile API Workshop
i =& £~=B#
417.0kg 2023-07-06
Batch Size Man.Date
EIGES a wEEHE
583G 2023-08-08
Sample Quantity Date Of Rrport
WBISIKIE WS1-(X-062)-2001Z-2011 BERHE
B _ 2025-06
Inspection Standard Expiry Date
HE Item ¥+E Requirement PR Result
R ARABEREOELRERR HFEAE
Appearance ‘White Or Almost White Crystalline Powder Conform
= A (DEEEE | ERARFERSHNFERESHRBREHEE Sxi B REAF
Identification TLC Corresponding To Reference Corresponding To Reference
CQULERB | EERM EFRM
Chemical Reaction Positive Reaction Positive Reaction
CWMERN | 2ERB EIERM
Chemical Reaction Positive Reaction Positive Reaction
DHAIEE | DR EER SX B & EE—3 ENELEE
IR Comresponding To Reference Material Corresponding To Reference
Spectrum e Material Spectrum
Foy o= GP1T
B E 5565 SBRAY 2N\ | 603
FEN 7\
P D E
B =
BRMEREREE | NEELA E &=y | BExe
Clarity and color clear and colorless W 22 MBERE /| clear and colordess
HERB <0.4% N 0.07%
PO
ER&Y) <0.03% <0.03%
Cl
BERE <0.05% <0.05%
SO4
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HRYB IVEHEE el FEHE
Related Substance Conform Conform
K & 24.0~27.0% 26.07%
Water
® <0.001% <0.001%
Fe
fip <0.0001% <0.0001%
As
BB <10ppm <10ppm
Heavy metals
EEHR MFERE FaE
Protein Conform Conform
AE R >10pm(Ri<5000 HifR) 580 i/
Insoluble Particle 210pm(<5000 Grain/bottle) 580 Grain/bottle

225pm(<500 FiAR) 3 R/

225pum(<500Grain/bottle) 3Grain/bottle
CRR ] RIFFEHE FEHE
Visible Particles Conform Conform
EH RIfFEHLE FFERE
Sterility Conform Conform
IR RIAFEHLE HEME
Pyrogen Conform TN Conform
Bt B 5 /@"‘»’%Nﬁ% \ raNE
Undue Toxicity Conform Conform
VR RE A : AR
Depressor Substance Conform Conform
PUES &7 7 R H HEME
Sensitivity Test Conform Conform
5% B VA Ethanol<0.5% 0.002%
Residual Solvent
& B & CeHnNasOpP, BB A F 5% TAYHE) | 99.10%
Assay CeH11Na3012P>95% (On Dried Basis)

Sl AR RE RS R (WS1-(X-062)-20012-2011) % (hEZ5H) 2020 SERR R,
LR RAHE CONCLUSION: CONFORM WITH (WS1—-(X-062) —2001Z-2011) AND CP2020
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