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HENCER PHARMACEUTICAL

Nanjing Hencer Pharmaceutical Co., Ltd.

Certificate of Analysis
RER I 4hit% /- Sevelamer Carbonate Tablet

#t5 Batch No.: 23A001 A= H# Manufacturing Date: 2022/04/15
#E# Report Date: W /bl )7 %% Expiration Date: 2025/04/14
$# Strength: 800mg #E%HS Report No.: $(C600)220706
KLk Standard: BE T &8 A T KR Enterprise standard for Sevelamer Carbonate Tablet
RBWA IRAERLE RBRER
Test Items Acceptance Criteria Results
A E BRI AEEER S, F&f@&FEEéJ@é
1!HR B TFEME
Descrlptlon White or off-white film-coated tablets whrte or Conforms
off-white without coating
4T A IR e PR i 7 5 kR ) b g o R o Y PR —
45 . FEME
Identification The infrared absorption spectrum is concordant “Conforms
with that of Sevelamer Carbonate RS.
FHHE . # et
Average weight 14 =10 \/SZ)\)%’ -7 /& Conforms
RRES £ 5.0% | RrEE
Weight variation ’ Conforms
B AR PR 30min 74 i e
Disintegration Should all disintegrated if Conforms
AT S B "t :
Totaltitratable amines 113 ~ 141 mmol/g 12.2mmol/g
R RS B 0.2% 0.1%
Limit of soluble oligomer | NMT 0.2% A
R 1852 0.001% Setb il
Limit of allylamine NMT 0.001% Not detected
FHREE 5T 14.0% 11.7%
Loss on drying NMT 14.0% . )
FBEH A <10° CFU/g
: : Total aerobi¢ microbial count < 103 CFU/g
BeEmBRE BEAREE R < 102 cu/g HamE
Microbial limits Total combined molds and yeasts courit < 102 CFU/g | Conforms
KBRFEE 1g PABEH
; : Absence of Escherichia coli in 1g
SEUE SRR R SRR AR EHT 90.0% - 110.0% 99.1%
Assay 90.0%~110.0% of the labeled amount :

#: AREREASNENFRTERR, SRFEAME

Conclusions: This test results indicate that product conforms to the acceptance criteria.
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