3

QR27001.5 Version: D/O Effective Date: 2018.06.01
ZHEJIANG HAISEN PHARMACEUTICAL CO., LTD.

A i 2 AR A TR 8]
Certificate of Analysis/ & I #i & P

Product Name  F5haHR | Sucralfate Bid4H

Batch Number  #t %5 | 3118092208 Quantity B E | 1000Kg
Mfg Site et | 10-2 Packing Specification 3 % | 25Kg/dum
Mfg Date AprHE | 2018.09.09 Expiry Date H 2 W | 2002.00.08
Certificate No, R4’ | 3118092208R8 Report  Date HeEEH | 2018.11.16

Storage condition 751 | Preserve in tight containers %3 {177

Contenis Specification:EF9.0 Resulés of analysis
W OH WO BRSO s 5
Lot LI R S S S :
Appearance White or almost white amarphous powder Almost white powder
PR sElEAETERLE o afk
Identification {1} Comparing with the spectrum obtained with CRS
s ., e Lt 1T [ B Conform #F&
w 4T A1 MR B R R A R A —
(2) Positive £ IFFR Conform F&
{3) Positive BIERR Conform 158
Acid-neutralizing capacity
<
478 F £ 14,0ml 13.2ml
Chiorides L4 <£0.50% <0.50%
Arsenic A £0.0004% <0.0004%
Heavy metals E& )8 <0.001% <0.001%
Impurity A 55 A =5.0% 0.3%
thf]j;um content 16.5% ~18.5% 17.0%
iR
Sucrose octasuifate conient
R 30.0% ~36.0% 33.5%
N ’
Residual solvent (1) Methanal: not more than 0.3% WEE: &L 0.3% 0.004%
#BiEN . PN
(2) Pyridine:not more than 0.05%  WLUE: A5t 0.05% Not detected FlaH =
(3> 2-methylpyridine:not mote than 0.05%  2-FFELNEEE: B 0.05% 0.0003% :
Microbiaf imit |y papica 10t cfug FAF I <I0 cfolg iScfu/g
R AR T ’
(2) TYMC<I10 cfi/g EWY. BHREAKSI0 ofu/g < ix10cfu/g :
(3) E.Coli: Notdetectable XEeaE: Tk Not detected FiEH
PSD Hi % ‘ / %ﬁﬁ%%%]&ﬁ}% g@ é‘%a‘wﬁm
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sy LR 2 ) AT B A T TR . Property of Zhejiang Haisen Pharmaceutica[ Co.. Lid.
Add: Xiangtan Village Liushi Street PC-322 104 Dongyang, Zhejiang Province, China. Tel: 86-579-86772108
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