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& BHFREPORTNO): JY-CP001-231110 R-ZL-QC08-006-02
5 % Eﬁ.._&&ﬁ’i s =
Fructose Sodium Diphosphate 231110
Product Name Batch No
(Fructose-1, 6-diphosphate sodium)
A OB 10kg/3R FRRE EEEHEGER
Package 10 KG/ALU TIN Sample Source Sterile API Workshop
=& £7=A 4
420.0kg 2023-11-10
Batch Size Man.Date
R ! 472G i 1 2023-12-21
Sample Quantity Date Of Report
RRKE WS1-(%-062)-2001Z-2011 HEEE
] . CP2020 i 2025-10
Inspection Standard Expiry Date
HME Iem #5& Requirement RAUZEFE Result
R ' FRABBREEEELERX FEHE
| Appearance White Or Almost White Crystalline Powder | Conform
1% 3 OHEEEE | ASRFERANFANAESHRSER 5 R RAER
{ Identification TLC Corresponding To Reference Corresponding To Reference
CHLERE | BERM { BERK
Chemical Reaction Positive Reaction Pasitive Reaction
CWZERM | EERM EERR
Chemical Reaction | Positive Reaction Positive Reaction
(HEHMEE | AHMERBRIE R SATR & B —a EXR R B
R Comrssponding To Reference Material Comresponding To Reference
Spectrum Material Spectrum
B 5565 1594
PH
BRMERERES ML BEHEE
Clarity and color clear and colorless clear and colorless
VA <0.4% 0.04%
PO .
qn <0.03% 1 <0.03%
Cl
it b <0.05% <0.05%
S04 '
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HRYR R AHE HaME
Related Substance Conform Conform
X 2 24.0~27.0% 25.80%
Water
% & <0.001% <0.001%
Fo
& <0.0001% <0.0001%
As
BE&R <10ppm <1 0ppm
Heavy metals - ‘_l
Baf BIfFAHE HamE
Protein Conform Conform
AN 210pm(R<5000 FHAR) 138 ¥R
Insoluble Particle 210pm(<5000 Grain/bottle) 138 Grain/bottle
225pm(RE<500 HIAE) 13 R
225pm(<500GCrain/bottle) 13 Grain/bottle
ARRY RifEAa e TAME
Visible Particles Conform Conform
T RIfFAHE RHANE
| Sterility Conform ,;,\“S{,jﬁﬁ v R\ | Confon
#R R (&S‘ ﬁj_) R
Pyrogen Conform {:é_ g Conform
RMM RIfGA s %ﬁﬁ% i ]
Undue Toxicity Conform Conform
LI i RifF &R HamE
Depressor Substance Conform Conform
UK Riff &l RHEME
Sensitivity Test | Conform Conform
% B Ethanol<0.5% 0.006%
Residual Solvent
T B B CoHyNasOpP2 IR DF 95% T A3 | 99.35%
Assay CsH1Na1012P295% (On Dried Basis)
it A R E B ARNE (WS1-(X-062)-20012-2011) & (rhEZGst) 2020 fEARAYD,
LiRHFFA T CONCLUSION: CONFORM WITH (WSi—(X-062)-2001Z-2011) AND 6P2020 )
BRA Rsporxewf%%%u}tf@wA 00 IR REREAQH HA 4V



