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Product Name =S 4&#¢ | Sucralfate BRHEE

BatchNumber #t & | 3123040611 Quantity #H E | 1000Kg

Mfg Site £ | 102 Packing Specification #  #& | 25Kg/drum

Mfg Date AFBERE | 2023.04.25 Retest Date ® I | 2027.04.24

Certificate No. &S | 3123040611 Report Date w®EBH | 2023.05.02
T Tight containers, USP controlled room temperature

Storage condition ST | 1" o mma ik, meHs ’

Contents Specification: USP-NF2022+Customer’s Requirements Results of analysis
H B ¥ #E: USP-NF2022+Z FER REER
Appearance ‘White or almost white powder Almost white powder
IR SR ESSTEEhES FEERR
Solubility Freely dissolve in a dilute hydrochloric acid or in dilute sodium hydroxide Ts ,
IR Practically insoluble in water, ethanol and methylene chloride. Conform #&
EMBMSR A EANEER EE, LEFETAK ZEM_ERR.

fdrenuﬁcatlon (1) The retentiorf time —of the peak correspond to standard Conform 74
2 H . BT ) S5 v S — B

(2) Positive BIERMN
(3) Positive 2R

Clear and practically colorless

Conform &
Conform &

Conform %&

Clarity and color of solution

WS RS BREELLTETE
Chlorides {4 <0.50% <0.50%
Arsenic FhEh <0.0004% <0.0004%
Acid-neutralizing capacity >
iR 212mEq 16.2mEq
Aluminum content 42 E5 B 15.5% ~18.5% 17.8%
Loss on drying FHRE <14.0% 11.4%
Limit of pyridine and 2-methylpyridine Pyridine fELRE <0.02% Not detected A H
REREFD 2-FR B uthne PRAE 2-methylpyridine T Not detected A
2-FA ke
Limit of sucrose heptasulfate
<0.1 Not detected A H

AR ot detected A
Assay T E : 30.0% ~38.0% 32.8%
Residual Solvents (GC) 38 &7 Methanol B <0.3% Not detected R4 tH
Microbial limit (1) TAMC<10° cfu/g RERHBH<10° cfg <1x10'cfu/g
WA (2) ' TYMC<10? cfi/g EBR. BEHEAN<S10cfug <1x10'cfug

(3) E.Coli: Notdetectable KIFHBFE: AERH Not detected R H
vV <10ppm 0.7ppm
PSD 4% / D90: 23.6um
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