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QINGDAO BRIGHT MOON SEAWEED GROUP CO.,LTD MANNITOL INSPECTION REPORT
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7= i 22 5K HEE (MANNITOL) wh 27 2R B
Product Name Product Category Pharmaceutical Excipients
,;EF: = ﬂztg' k
i H362403057 = K8 11500
Batch NO. Quantity
AEM e E!
FAR 25kg/#@ (drum) ) A 2024-03-30
Packing Size Production Date
& B4 i HiZE
Hs B 2024-04-03 kgl 2027-03-29
Test Date Valid Date
A tRiE(E WIER [ atiEiid (%?ﬂ?l
; ndividug
(tem) White crysgsatﬁirﬁ%a;;g?/vder or White cﬁﬁ-ﬁhﬁé%’é@der or (According) decision)
free-flowing granules Is free-flowing granules Is
odorless and has a sweet odorless and has a sweet
taste Freely soluble in water taste Freely soluble in water
MK (Characters) soluble in alkaline solutions soluble in alkaline solutions usp 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 in ether
E&5  (Identification) Be consistent with the refer Be consistent with the refer usp qualified
RSB E Clear and Colorless Clear and Colorless usp qualified
(%%%&Colour)
[T (Le3sidn <05 0.05 usp qualified
Drying) %
f® (Nickel) ppm <1.0 Negative (LOD=0.037) usp qualified
g g LLIZLHERE  (Sorbitol) % <2.0 0.019 usp qualified
Test Result EFRENRIIFREE <3.0 0015 USP qualified
%M%Iti’t“ol an(d Isomalt) %
eaB Waspeened .49 0.078 usp qualified
impurities) %
B[ (Total impurities) % <2.0 0.11 usp qualified
S8 (Assay) % 97.0-102.0 99.9 usp qualified
3= (Melting Point) °C 165-170 166.5-167.5 UsP qualified
iEE¥E (Reducing Sugar) % <0.1 <0.1 usp qualified
BS% <20 1.3 uspP qualified
(Conductivity) pS/cm
FESE (Total aerobic <108 Z10 USP qualified
bacteria) CFU/g
BHNESE (MouldsAnd ., <10 usp qualified
Yeasts) CFU/g
KIA#FE  (Escherichia coli) Negative Not detected usp qualified
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=Pt RBIREHEAN (issuing date) : 2024-04-08 HERAEMA% (Seal)
Date ZRHY (issue date) : 2024-04-08
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Remarks
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QINGDAO BRIGHT MOON SEAWEED GROUP CO.,LTD MANNITOL INSPECTION REPORT
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Product Name Product Category Pharmaceutical Excipients

EH R, k
PR H362403058 R, ke 11500
Batch NO. Quantity
Gk ErEH
B 25kg/H@ (drum) 7 ) 2024-03-31
Packing Size Production Date
¥H iz
RRE M 2024-04-04 e 2027-03-30
Test Date Valid Date
5 e KR BRI ﬁﬁﬁfﬂ? |
di vidud
(Item) White crys&sam%aﬁgzmder or White cr\(/-gteeﬂ iﬁgspli'ésf)vder or (Aegarding) decision)
free-flowing granules Is free-flowing granules Is
odorless and has a sweet odorless and has a sweet
taste Freely soluble in water taste Freely soluble in water
MR (Characters) soluble in alkaline solutions soluble in alkaline solutions usp qualified
slightly soluble in pyridine  slightly soluble in pyridine
very slightly soluble in very slightly soluble in
alcohol practically insoluble alcohol practically insoluble
in eth in ether .
9 (Identification) IBneecm(:'gistent with the refer IBne consistent with the refer usP qualified
HRES i
- _Eﬁé Clear and Colorless Clear and Colorless UspP qualified
(Clarity&Colour)
[FIR%E  (Loss On <05 0.04 USP qualified
Drying) %
@ (Nickel) ppm <1.0 Negative (LOD=0.037) usp qualified
KIS ER LLI5HERE  (Sorbitol) % <2.0 0.020 usP qualified
Test Result SRENRETER 250 0.015 usp qualified
(al\gal.l_yitol and Isomalt) %
RBERE  (Unspecified 20.10 0.071 usP qualified
impurities) %
B[ (Total impurities) % <2.0 0.11 usp qualified
8 (Assay) % 97.0-102.0 99.9 usp qualified
/8= (Melting Point) °C 165-170 166.5-167.5 usp qualified
iE/R¥E (Reducing Sugar) % =0.1 <0.1 usp qualified
FEEH <20 1.5 usp qualified
(Conductivity) uS/cm
FEBE (Total aerobic <10° <10 USP uialifise
bacteria) CFU/g
HHEN (Moultbind Zios <10 usP qualified
Yeasts) CFU/g
AFA#FE  (Escherichia coli) Negative Not detected uspP qualified
B # MIGIRE H A AW (issuing date) : 2024-04-09 ﬁﬁ%gmﬁ fCeal
Date ZR B (issue date) : 2024-04-09 ’
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