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N DE LOTE:
0220524 Certificate of Analysis/# 3 B & B

Product Name =54 %% | Sucralfate BisEsa
Batch Number #t 5 | 3123010603 Quantity ¥ & | 1000Kg
Mfg Site HEPEH | 102 Packing Specification #1  # | 25Kg/drum
Mfg Date £F=HHE | 2023.01.10 Retest Date £ I 8 | 2027.01.09
Certificate No. #REHST | 3123010603R3 Report Date WwmEHE | 2023.06.08
Storage condition #£ 77 %% | Preserve in tight containers Z53 {R7F

Contents Specification:EP11.0 Results of analysis
m B = #: EP1L0 RBER
Appearance White or almost white powder Almost white powder

E2 HEREOERA FHEBR
Identification (1) Comparing with the spectrum obtained with CRS .
e . - o s Conform &
5 41 AR B R S 3 B AR — 3
(2) Positive EIERM Conform %54
(3) Positive 2IEXM Conform &
Acid-neutralizing capacity
=<14.0ml 12.3ml
BB -
| Chlorides - - s
AL ; —=8050% — s — —<<6:50% —
Arsenic FHE: =0.0004% <<0.0004%
Heavy metals E&/R <0.001% <0.001%
Impurity A Z2/& A <5.0% Not detected AT H
Aluminum content ¢ & . -
e 15.5% ~18.5% 17.8%
Sucrose octasulfate content SO%-38I0% 12:3%
ﬁﬁj\ﬁ@%g‘% . 0 ~30. (1] -2 /0
Residual solvent (1) Methznol: not more than 0.3% FE#: AHE 0.3% Not detected R
TR (2) Pyridine:not more than 0.02% MLNE: A7Gid 0.02% Not detected SeHrH
(3) 2-methylpyridine:not more than 0.005% 2-FREERENE: &G 0.005% Not detected A i
Microbial limit (1) TAMC<10® cfw/g FEERH<10 cfg <1x10%fw/g
PR (2) TYMC<10?cfw/g TE. BERERH<10*civg <1x10cfu/g
(3) E.Coli: Notdetectable KEiE#AE: AEKH Not detected R H

Conclusio‘n: Conforming to Fﬁi}?ﬁ ﬁ ﬁ :‘[k E ﬁﬁ ﬁ % ﬁ
4% R4 EP1LO- FRIIANG RAISEN PHARMACEUTICAL 0., LTD.
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