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m A& BETT
Product Name Tiopronin
PR D57 # S 101009-102-00028
Product Code Batch No.
it l 98.556Kg £FHM 27 Dec., 2022
Batch Size Manufacture Date
BE X4 Retest Date
-&ﬁﬁiﬁ 3-001300/ 03 . 26 Dec., 20
Testing Reference OFB%H Expiry Date
ISR B Test ltem ¥ IS 4R#E Acceptance Criteria RI6 4 Result
s 2 M R
5T (B e SR R s
) ] White crystalline
Appearance White crystalline powder @,
powder
LINIIAEE (IR) : b ‘
- 53R E 53R S EE—H
Infrared
Conforms, to'reference Conforms
. spectrophotometry (IR)
o R R 1 EERM
Identification } ) o
Chemical Reaction 1 Positive
WERR 2 SENT TS 2ERM
Chemical Reaction Positive Positive
BIREEE NEE bz 91
Clarity Clear Clear
I \lez\. (0/’ w N
;[,Ea '0,W, ) Tfﬁ <0048
Sulfates (% ,w/w) .0
FI2kE (%wW) 51 0.50 50
Loss on drying (% w/w) T0.50 '
RHIRE (% W) 181L 0.10 g
Residue on igniti °o,vwv) NMT 0.10 '
%tk (ppm) B8t 5 o
Iron (Ppg\)‘ NMT 5
5 ( 1833 1000
il o KA H N.D.
Zinc (ppm) NMT 1000
L (ppm) ET 2 =
Arsenic (ppm) NMT 2
82 (%ww, HPLC) BT 98.0 591
Assay (%,wMw, HPLC) NLT 98.0 '
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(%, Area, HPLC)

Oxidized tiopronin
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Max. single unspecified

m A i
Product Name Tiopronin
PR #t =
D57 101009-102-00028
Product Code Batch No.
# l 98.556Kg =rBH 27 Dec., 2022
Batch Size Manufacture Date
A Retest Date
.&ﬁﬁfﬁ 3-001300/ 03 i . 26 Dec., 20
Testing Reference OFB%HA Expiry Date
KIS E Test ltem I8 ¥RE Acceptance Criteria #%:Zﬁ Result
R 1 (ABERR) A\ 0.15 .
N-(1-oxopropyl)-Glycine | NMT 0.15 '
ZfR 2 (D57-A) 18t 0.10
2&u lonylglyci N;m1o SALND.
-Chloroproplonylglycine .
S —— AN
Z+f& 3 ( D57-B) “3id 0.
(%, Area, HPLC) 0.07

RRT=3.86: <0.05

= /NMT 0.10
impurity
/le:}ﬁl%\% Tfﬁ‘L
0.12
Total impud NMT 1.0
15312 5000
NMT 5000 228
ﬁa’%%iﬁ%ﬂ (ppm) A8t 5000 T
Residual Solvents(ppm) NMT 5000
131 3880
404
Cyclohexane NMT 3880
HER (%, wA?ut) FEAF 0.30 .
Glycine (%, wiw, HPLC) NMT 0.30 '
EI@ (ppm) R854 5 ’M
R H N.D.
Mesityl'@xdde (ppm) NMT 50 % g
A &% 3-00 #\ 5, FZE o
#5i$ Conclusion g ﬁ ki *' r\
Conforms to
'S
#3F Remark
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Product Name Tiopronin
FaERE #t S
D57 01009-102-00
Product Code Batch No. 400300 D28
# l 98.556Kg £7~B4 27 Dec., 2022
Batch Size Manufacture Date
Retest Date
.#ﬁﬁﬁiﬁ 3-001300/ 03 RN . 26 Dec., 2
Testing Reference OB Expiry Date
f&iT/h S Revision History
BiTHwsS FETEHE aﬁ
Revision No. Major Changes from Previous Version te
01 s . 34 Jan., 2023
Newly established Q,
& A HLAT AR SOP-CO-QC3014A5/ 08 ?&%6
BIR BRI RE .
02 Use the current version of the rep 09 May, 2023
template to issue the COA (D NO.:
SOP-CO-QC3014A5/ 08)

QA HLE A : =
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