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Loss on drying

Loss on drying

Not more than 0.5%
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PR AR BIbFIEH
Product Name: Oxaliplatin
R4 H 15/12/2023 | AR 02/03/2023
Report Date: D/IMIY Manuf. Date: DIMIY
=S 3B004GA4 HHEMZE: N/A
Batch No.: Expiry Date: DIM/Y
& 5822g B F 01/03/2026
i Qqantity: - Retest Date: D/MIY
PRAEfRIE: USP-NF I 3000g/4%
Specification Basis: USP - NF Package size: 3000g/drum
KIG4HE Analytical Results
TiH ltem 437 Component ¥F#E Specification 45 Result
FERR HERR TR B SRR RS
Description Description White or off-white , crystalline White crystalline powder
powder
s LRIA % i Y AL AR P 1 R b R ReisE
B U B —
|dentification IdentificationA IR spectrum of the sample Conforms
corresponds to the spectrum of
oxaliplatin reference substance
58 T RNEW Mot ik g, A
B8 it R 2 U £ B I [R) 2 5 v
IR ot A 2 0 4 B A [ — 3
IdentificationB The retention time of the major Conforms
peak in the Sample solution
corresponds to that in the
Standard solution, as obtained
in the Assay
L L HERE +74.5°F+78.0° +749 °
Specific rotation Specific rotation Between +74.5° and +78.0°
i AREE (1) WS WRLTE oty
Acidity Acidity (1) The solution is colorless Colourless
BB (2 e A Sty e £, T R RO S AL 0.4 ml
i 72 (0.01mol/L) A< 78520.6ml
Acidity (2) NMT 0.6 ml of 0.01 M sodium
hydroxide is required to change
the color to pink
TR H T sk B 18340.5% 0.04 %
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Product Name: Oxaliplatin

& H: 15/12/2023 AFEH i . 02/03/2023
Report Date: DIMfY Manuf, Date: DIMYY
Vs e 3B004GA4 HROE: N/A
Batch No.: Expiry Date: DIMIY
g 58229 HI:E: 01/03/2026
Quantity: o - Retest Date: DIMFY
B USP-NF A 30009/4
Specification Basis: USP - NF Package size: 3000g/drum

KI5 Analytical Results

WE Item 4rT Component ## Specification 5 Result
R PR R BR BE 815 ppm 2.1 ppm

Limit of silver

mER

Content of platinum

HEE

Assay (HPLC)

HHLART

Organic impurities (
HPLC)

Limit of silver

HER

Content of platinum

AR E

Assay (HPLC)

FER BRI PR L

Limit of oxalic acid

O KA PR

Limit of(SP-4-2)-diaqua[(1
R, 2R)-cyclohexane-1, 2-
diamine-N, N]platinum

IR —EF SR
Diaguodiaminocyclohexan
eplatinum dimer

RIFIFHFRLAMC

Oxaliplatin related
compound C

R E AR

Any individual
unspecified impurity

Not more than 5 ppm

TR, NR48.1% ~50.1
%

487 %

Between 48.1% and 50.1%., on

the dried basis

TR, RoN98.0% ~ 102

0%

100.0 %

Not less than 98.0 percent and

not more than 102.0 percent,
calculated on the dried basis

F43L0.1%
Not more than 0.1%

ARiE0.1%

Not more than 0.1%

A483130.1%
Not more than 0.1%

AEi20.1%
Not more than 0.1%

TEiT0.10%
Not more than 0.10%

0.002 %

0.01 %

ES el
ND

RETE
ND

1&T-Bng il
LTDL
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Product Name: Oxaliplatin

e H 15/12/2023 A= H 02/03/2023
Report Date: D/MIY Manuf. Date: DIMIY

LSV A 3B004GA4 B N/A

Batch No.: Expiry Date: DIM/Y
HE: 58229 i H 01/03/2026
Quantity: Retest Date: DIM/IY
PR USP-NF A AR 30009/
Specification Basis: USP - NF Package size: 3000g/drum

| KIHZE R Analytical Results

TWiH Item 4T Component ¥R Specification Z1 Result
M. BR, o= 18540.30% 0.01 %
ZKEH, BWFIHAER
HAYC, K _EH o
MR R IR e A
FHER
Total impurities:the sum Not more than 0.30%
of oxalic acid , (SP-4-2)

-diaqual(1R, 2R)-
cyclohexane-1, 2-diamine-
N, N Jplatinum,

oxaliplatin related
compound C,
diaquodiaminocyclohexan
eplatinum dimer and all
unspecified impurities

ﬁﬁ?ﬂ%ﬁ%ﬁh%%%@ 3 F51£0.1% P o]

Limit of oxaliplatin Not more than 0.1% ND
related compound D

U S S mENEE F1mgRPRIFIFBE1.0 EU R pse
Bacterial endotoxins Bacterial endotoxins Not more than 1.0 USP Conforms
Endotoxin Unit per mg of
Oxaliplatin
IR EE 75 2L A H1gFEIE20 cfu <1 cfulg
Microbiological Total aerobic microbial Not exceed 20 cfu per g
examination count
BRAEFERE S5 197815 cfu <1 cfulg
Total combined molds Not exceed 5 cfu per g

and yeast count

£ (Conclusion): BUSP-NF/LE, Ll BRI EFaie &G PHAnMACEU/\
Above items Conform to USP - NF S %%ng /ﬁ/@’/‘?
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