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REF Certificate Of Analysis

MEET
Product Name Tiopronin
R # o=
D57/101009 101009-102-00020
Product Code Batch No. o 02
# & E-HA
85.756K 07 Feb., 2022 T
Batch Size g Manufacture Date Vil
: Retest Date
.#&Bﬁﬁ,‘iﬁ- 3-001300/ 02 i . 06 Feb., 2024 .7 "
Testing Reference O%%HA Expiry Date a2
RATHE
o . N/A
Release Specification
KISTH B Test ltem I FRE Acceptance Criteria | RTHEET Result
SN B BB IR L masaE Y/
Appeararnce White crystalline powder + White crystalline powder = (g
5xiiRmEE—m SxiEmEE—-H
LIHMYSHAREE (R) P )
Conforms to refefence Conforms
L WE R R 1 F2ERR )
. i ¥ ZIER R Positive
Identification Chemical Reaction 1 | Positive
WKL 2 NEIER y
WP =IER M Positive
Chemical Reaction.2 | Positive
R REE A .
X iz Clear
Clarity Clear
TRFAEL (% wiw) R{23190.048
N 4 <0.048
Sulfates (%,wiw) NMT 0.048
TIREE b win) R8T 0.50 55
Loss on drying (%,wiw) NMT 0.50 '
WRITTE (Yowin) &t 0.10 663
Residue onignion (Jawiw) | NMT 0.10 '
kLR (ppm) T§iT 5
i <5
Iron (ppiti} - NMT 5
£ (ppm) 4Z3T 1000
<50
Zinc {ppm) NMT 1000
hEL (ppm) gt 2 <
Arsenic (ppm> NMT 2
21 (%:whv, HPLC) TENTF 88.0 _—
Assay (% whiv, HPLC) NLT 8.0 ' |
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hiﬂﬁ‘?ﬁﬁ% Certificate Of Analysis

& H BEET
Product Name Tiopronin
= L [
Pt D57/101009 ®= 101009-102-00020
Product Code Batch No.
& ﬁ 85.756Kg £7RM 07 Feb., 2022
Batch Size Manufacture Date
*#f Retest Date
'ﬁ?&ﬁﬁ 3-001300/ 02 He . 06 Feb., 2024
Testing Reference O&E% A Expiry Date A, ¢
HATIRE
L N/A
Release Specification
HBISTTE Test ltem &I 45 & Acceptance Criteria #«ﬂi”é“n’% Result =
1 (RETHERR 3T 0.15 N
) <0.05 o
N-{1-oxopropyl)-Glycine NMT0.16 o
R 2 (D57-A) 183t 0.10. oy,
] , ' SRR N.D. ey,
2-Chloroproplonylglycine NMT 0.10 : e ?
HEYR
ZfR 3 (D57-B) f[“f-f'f 0.50 e
(%, Area, HPLC) 0.10
Oxidized tiopronin NMT 0.50
Related substances -
HE e y
(%, Area, HPLC) ) T T ReE 010
Max. single unspecified <0.05
— NMT 0.10
impurity
BB Ri8i3 1.0 010
Total impurities NMT 1.0 ‘
TR NE3E 5000 —~
Acetone NMT 5000
BREEF (ppm) ZHAZHE 183t 5000 .
N L
Residual Solvents(ppm) | Ethyl acetate NMT 5000
' ek R8T 3880
402
Cyclohexane NMT 3880
H & FL (%, whv, HPLC) REATF 0.30 018
Glycine (%, wiw, HPLC) | NMT 0.30 '
STRLEFEE (ppm) R8T 500 A<
o P ity Y ' Seiad N.D.
Mesityl Oxide (ppm) NMT S0 =/ ST\ oy
. PiNSE -00 L30u/ 02 &4 S ERBAIZE.
#5112 Conctusion y
Conforms tﬁ 3‘0&3‘1:50uf 82 {%tandard
#3F Remark N/A ‘
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B & g ET
Product Name Tiopronin
(=T = |
P D57/101009 B 101009-102-00020 |
Product Code Batch No.
it ﬁ 85.756Kg E-BM 07 Feb., 2022
Batch Size Manufacture Date
5 %8 Retest Date
R 3-001300/ 02 i _ 06 Feb., 2024 -
Testing Reference OEWH Expiry Date .
BATIRAE
N/A
Release Specification

#3T A% Revision History

TS

1E1T 4= EET TR H#A
Revision No. Major Changes from Previous Version ,~ Date
e
01 #h . 20 Apr., 2022
Newly established ~
EBI{TAE SOP-CO-QC3014A5/ 05 &S
iR AR ES. '
02 Use the current version of the report 12 Aug., 2022
template to update the COA (Document
NO.: SOP-CO-QC3014A5/ 05) .
BEN o I YN i B i AHOEA: Az
Issued by: }(f:i‘}; Rewmed by: n‘ 7 B8 Approved by QA:
B HiDate: 203081 =F lﬁﬁj Date: ol 05-1L H 4§ Date: }9‘«1-‘3'”’
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