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Product Name Product Category Pharmaceutical Excipients
hE, k
7S H362312005 hilk, ke 10825
Batch NO. Quantity
ko3 %0
%W{% 25kg/4@ (drum) i : e 2023-12-03
Packing Size Production Date
K E 2023-12-07 ﬁ?&%g 2026-12-02
Test Date Valid Date
prigs] FRAE(A [t kAt 50 R (ﬁ\lc’iﬁn’;yﬁ 4
(irem) White crys&satlm%aggzwder or White cr\s-srtea hﬁesgot\zder or (According) decision)
free-flowing granules Is free-flowing granules Is v
odorless and has a sweet odorless and has a sweet
taste Freely soluble in water taste Freely soluble in water
4R (Characters) soluble in alkaline solutions soluble in alkaline solutions USP46 qualified
slightly soluble in pyridine  slightly soluble in pyridine ¥
very slightly soluble in very slightly soluble in
alcohol practically insoluble alcohol practically insoluble
in ether ether
55 (Identification) Be conslstent with the refer ane consistent with the refer USP46 qualifiedy’
ﬁ;ﬁﬁ?ﬁ@ Clear and Colorless Clear and Colorless USP46 quallfied‘/
(Clang&Colour)
ki $0.5 0.05 USP46  qualified ¥
rying) %
(Nickel) ppm <1.0 Negative (LOD=0.036) USP46 qualified ¥
SRS (Sorbitol) % <2.0 0.021 USP46 qualified ¥
RaesE R NN ETRE ’
Test Result | (Maltitol and Isomalt) % S St i i |
BEWE Wnpeclied ;09 0.071 USP46  qualifiedV
mpurities) %
ZE (Total impurities) % <2.0 0.10 USP46 qualifiedY’
8 (Assay) % 97.0-102.0 99.9 USP46 qualified ¥
= (Melting Point) °C 165-170 166.5-167.5 USP46 qualified ¥
B (Reducing Sugar) % =0.1 <0.1 USP46 qualified ¥’
it <20 1.4 USP46 qualified Y’
(Cog}lau;c;m(t_}/) uIS/cmbi
R <10 USP46  qualifiedy’
aﬁe“!;)ﬁ%:u (?Aoulds And
102 USP4 ified{
Veasts) CFU/g <10 <10 6 qualified
kAT S (Escherichia coli) Negative Not detected USP46 qualified¥
9% (Endotoxins) EU/g <2.5 &35 qualifiedy’
= W
) i i H = . & .(.'1 —"‘ e
A #4 KA A FHR (issuing date) : 2023-12-12 \ 0 RERECAE Seu)
Date ZREK (issue date) : 2023-12-12 \)%\ELL‘:-“ W NFH
Remarks

#t#E (Approved by) : %P\%
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Product Name Product Category Pharmaceutical Excipients
EFHS H362310018 HR. ke 10400
Batch NO. Quantity
AL EEHRE 4 7=H
] 25kg/48 (bag) /4 (drum) m 2023-10-09
Packing Size Production Date
B HH 2023-10-14 ﬁ;&xﬁg 2026-10-08
Test Date Valid Date
WH kR RIRGH WK ("Flﬁdjwﬂldﬁdl
(Item) (Standard) (Test Result) (According) P —
White crystalline powder or  White crystalline powder or decision)
free-flowing granules.ls free-flowing granules.ls
odorless and has a sweet odorless and has a sweet
taste.Freely soluble in taste.Freely soluble in
MK (Characters) water;soluble in alkaline water;soluble in alkaline USP46 qualified
solutions; slightly soluble in solutions; slightly soluble in
pyridine;very slightly soluble pyridine;very slightly soluble
in alcohol;practically in alcohol;practically
insoluble in ether. insoluble in ether.
% (Identification) Be consistent with the refer Be consistent with the refer USP46 qualified
R SHE Clear and Colorless Clear and Colorless USP46 qualified
(Clarg&Colour)
e <0.5 0.04 USP46  qualified
rying) %
(Nickel) ppm <1.0 Negative (LOD=0.036) USP46 qualified
EUpsRE  (Sorbitol) % <2.0 0.028 USP46 qualified
RER =3 RER=E =0 i
Test Result " <2.0 0.019 USP46 qualified
(%altatol an(d Isoma.l];(.) %
FIERE (nspecified 5 0.063 USP46  qualified
impurities) %
BZeE  (Total impurities) % <2.0 0.11 USP46 qualified
ﬁl (Assay) % 96.00-101.5 99.9 USP46 qualified
= (Melting Point) °C 165-170 166.5-167.5 USP46 qualified
iEEYE (Reducing Sugar) % <0.1 <0.1 USP46 qualified
s <20 13 USP46 qualified
(Conductivu(ty) uS/cm
aman \etalasmble o <10 USP46  qualified
acterla) CFU
RWSE  (oulds And <10 <10 USP46  qualified
Yeasts) CFU/g
CkBAFE  (Escherichia coli) Negative Not detected USP46 qualified
R#\E (Endotoxins) EU/g <2.5 €25 /*)?f\ qualified
B3 IR R A (issuing date) : 2023-10-19
Date %R A (issue date) : 2023-10-19
HIE J—
Remarks

#thE (Approved by) : %ﬁ\‘%

B4 (Checked by)

: flztﬁ i) (Edited by) j—_/\@
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