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ProductName F,.Fr&nS Sucralfate 6ffi*EH

Batch Nurnber *tr € 3123040611 Quantity ry E 1000Kg

Mfs Site HPtrL'lL 10-2 Packing Specification *[ )# 25Kg/drum

Mfg Dato 4.PHHE 2023.04.25 Retest Date A- W ffi 2027.04.24

CertificateNo. +Efr'ffi€ 3 12304061 I Repoft Date +EH EH 2023.05.02

Storage condition l#4*l+ Tight containers, USP controlled room temperature

7r usp BIH*{+T, Bi#lfl.f+

Contents Specification: USP-NF2022*Customer's Requirements Results of analysis

fi E il,5 H: usP-NF2022+EFgEf- &&#R
Appearance

fg)Ut
Solubility
Wffi.t4

Identifioation

#ElJ

Clarity and color ofsolution

i6wiHiHHxffi€,
Chlorides f;1,41%
Arsenio {fi#.
Acid-neutralizing capacity

ftllm,
Aluminum content ffiAE
Loss ondryiug +ffi*E

Assay ?E
Residual solvents (cc) &Hidfil
Microbial limit
'd\b+rrl1.H.

Vfl,
PsD +i11

White or almost white powder

He*+Heilrlx
Freely dissolve in a dilute hydrochlotic acid or in dilute sodium hydroxide Ts ,

Practically insoluble in water, ethanol and methylene chloride.

# fin'sm wwEjtf fi gtfi ,,f.Lfl wfl [ + a'a, 
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( I ) The retention time of the peak cor:respond to standard

Hu46HrltnlStilE'ff-#
(2) Positive SEEtr
(3) Positive EEEtr

Clear and practically colorless

wv&HtH-flrL+rEe
<0,s0%

<0.0004%

7l2mEq

155%-t8.5%

<14.0%

Almost white powder

4Htstt-^

Conform 7#A

Conform 4tf
Conform 4tA
Confoun ff;6
Conform ff,A

<050%
<0.0004%

l6.2mEq

t7,8%

ll.4%
Not detected *t$H
Not detected rt&iH

Not deteoted ik&H

32.8%

Not detected *tSS
< l x l0rofu/g
< I x l0rofir/g

Notdetected *&H
0.7ppm

D90: 23.6pnt

Linrit of pyridine and 2-methylpyridine Pyridine ltlLprt

4tEtrn 2-FEIltritFflH 2-methylpyridine

2-TflHftLIJE

Lirnit of sucroso heptasulfate

ffifiIr:fftmEHpEE

<0.02%

<0.02%

<0,1

:' 30,0%-38.0%

Methanot FEH <0,3%
(l),TAMC(103otu/g ffiff,H,H#<to'czug
(2) TYMc<10'zcfi.r/g eH. B€H,U,#Sl0'cfir/g
(3) E,Coli: Notdetectable fVafh#ffi, T{$&H

(l0ppm
I

Conclusion : Conforming to
,+t/\ tfr,L-,Awr, rJ'a fi.,q'AF
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