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WIEHRER Certificate Of Analysis
= & mETT
Product Name Tiopronin
o # =
D57 101009-102-00021
Product Code Batch No. vig ¢
# B SEHE .
97.436K 04 Dec., 2022 ‘
Batch Size g Manufacture Date ee
Retest Date =
_*&gﬁﬁ% 3-001300/ 03 i . 03 Dec., 2024 -~ ..
Testing Reference OF%H Expiry Date Ay
¥IGINE Test ltem KIS HRE Acceptance Criteria &%“ % Result
’“aa@# 7S
SN SEPE YT es N
. “White crystalline
Appearance White crystalline powder
% powder
LMY HHEE (R) , .
Infrered S5xBaEiL— SxiiRmEE—
are .
Conformg to reference Conforms
g spectrophotometry (IR) R
o ERR1 M2ER M EERK
ldentification . ; p, NP -
Chemical Reaction 1 Fositive Positive
R R 2 o MEERE SERM
Chemical Reaction'2. ' | Positive Positive
BREEE NEE " . i 971
Clarity Clear . Clear
RERER (% 185t 0.048"
ﬁﬁ’g (% wiw) ?‘H‘L 0 08 <0.048
Sulfates (% wiw) NMT0.048
FIREE (%wiv) A B 0.50 003
Loss on drying (% w/iw) NMT 0.50 '
MNERE (%wiv) ‘ 481 0.10 0.00
Residue on ignifion™%wiv) | NMT 0.10 '
gt (ppm) - FEE 5 <s
Iron (ppm) NMT 5
% (pprm))” 10
i (ppm BT 1000 -
Zinc (ppm) NMT 1000
Er (ppm) e 2 <5
Arsenic (ppm) NMT 2
B8 (%wiv, HPLC) TEBIF 98.0 _—
Assay (%wiw, HPLC) NLT 98.0 '
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Testing Reference
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OFYH Expiry Date

WIETREF Ceriificate Of Analysis
m B "EZT
Product Name Tiopronin
FRAR #t =
D57 -102-
Product Code Batch No. 11008-102.00021
#t & E~HER Moot
97.436K . fas N
Batch Size g Manufacture Date i3 B, 2oz M
BRBERE B E %7 Retest Date

03 Dec., 2024 . . |

*,

SIETH B Test ltem

ISR Acceptance Criteria

@“ﬁ%% Result

BEXRYIR
(%, Area, HPLC)
Related substances
(%, Area, HPLC)

R (ABHEEER

8T 0.15

Oxidized tiopronin

0.05
N-(1-oxopropyl)-Glycine | NMT 0.15
ZefR 2 (D57-A) 81T 0.10
g _ SRAH N.D.
2-Chloroproplonylglycine | NMT 0.10 N
Z4f= 3 ( D57-B) BT 0.50
s 0.07

RABAEN R

Max. single unspemﬂed. {

NMT 0.50

TEF 0.10

RRT=3.85: <0.05

NMT0.10
impurity ) :
RREE ¢ o | AMEE 1.0 -
Total impurities NMT 1.0 '
w8 e T3 5000 260
Ace’tone ; NMT 5000
R (ppm) ’ THZEE 4531 5000 T
Residual Solvents(ppm) Eihyl acetate NMT 5000
ek 83T 3880 -
.‘ Cyclohexane NMT 3880
HER (%, wiw, HPLC) | RBAT 0.30 i
Glycine (%, wiw, HPLC) | NMT 0.30 ‘
RURLEFEER (ppm) TEE50 ';i;'\:x‘& ,
AT T PGy <30
Mesityl Oxide (ppm) NMTS50 ¢ "Q-“ it 4y \’;
5% 5-007300 3193 ,::Z SnamE
£512 Conclusion i d q LQ e i
Conforms t-:b 6;0()1;309/ O&‘St@ acd
&3 Remark — \“/ QU
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WIGIRE P Certificate Of Analysis

B HETT
Product Name Tiopronin
PR "t =
D 101009-102- 1
Product Code 57 Batch No. Hige-pz-a0e
# B ¥ =i
97.436K 04 Dec., 2022
Batch Size g Manufacture Date ¢ P
#H] Retest Date A
'Eﬁ‘fﬁ?ﬁ 3-001300/ 03 EER . 03 Dec., 2024 * -, "
Testing Reference OB Expiry Date A

21T 52 Revision History A
BITHS TETEHE ‘

Revision No. Major Changes from Previous Version "\, VPate
01 i 730 Jan., 2023

Newly established
EFIITAL SOP-CO-QC3014A5/ 08 ?ﬁi#&
BN SN EREB, L e
02 Use the current version of the report, e 05 May, 2023
template to issue the COA (deumer;'t NO.:
SOP-CO-QC3014A5/08) ¢

BEA EEA: : QALEA - ,,
Issued by: '7/}/‘5’/ 7 -// Revnewed by 1 /l—%”? Approved by QA: ’fy,b@ 33:1
B RjDate: 40230800 R 35 Date w’"@ °i“ of B #Date: 997 ,¢.08
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