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Product Name Tiopronin
== Y 4\ =
FRRE D57 # B 101009-102-00021
Product Code Batch No.
#t l 97.436Kg =rHM 04 Dec., 2022
Batch Size Manufacture Date
¥HA Retest Date
-MEQFRE 3-001300/ 03 — . 03 Dec.,
Testing Reference OB Expiry Date
BUTHRE
Release Specification -~ Y4
%o )
r~ 4
KIEIH Test ltem IS #R4 Acceptance Criteria KL R Result
SREE T EITE S
5hI ARk i
] : White crystalline
Appearance White crystalline powder
powder
Iy IHEE (IR) g
. 5 51 BR S i — B
Infrared
Conforms
s spectrophotometry (IR)
e HERE 1 v 21ER M Z2ERMN
Identification } ) . e
Chemical Rea Positive Positive
ER N N2IERN ZEERMN
Chemi eagtion 2 Positive Positive
BRERE Rz %5 BE
Clarity Clear
g (%,wiw) i1 0.048
WEREL (%,w (ESui o
Sulfates (%,wiv) NMT 0.048
TFIEEE (%,w) &1t 0.50
. 0.03
Loss ondrying @wdgd | NMT 0.50
AR (/WW 483t 0.10 R
Residy€®nignition (% wiv) NMT 0.10
Jinll\. = ‘TJ'
£k (i%?’ NS5 e
Iron (ppm) NMT 5
£ (ppm) 83T 1000
:f‘- pp ZN=su o
%inc (ppm) NMT 1000
i (ppm) NG 2 5
Arsenic (ppm) NMT 2
22 (%ww, HPLC) BT 98.0 e
Assay (% whv, HPLC) NLT 98.0 '
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m & mEgEZT
Product Name Tiopronin
P it =
D57 101009-102-00021
Product Code Batch No.
it l 97.436Kg £FHA 04 Dec., 2022
Batch Size Manufacture Date w
¥HA Retest Date
.&ﬁﬁiﬁ 3-001300/ 03 — . 03 Dec., 2
Testing Reference OFB%H Expiry Date
BT
Release Specification e P 4
(O
> 4
I8 H Test Item KIS #54 Acceptance Criteria * IE4E R Result
R 1 (REHEHER) 8 0.15 —
N (J1 ) GI&l [ NMFTFO 15 0.05 \ m
-(1-oxopropyl)-Glycine
PR 2 (D57-i) : FEid { - Rty é/‘
2-Chi lonylglyci L) k-
-Chloroproplonylglycine
gl Z%J& 3 (D57-B)
(%, Area, HPLC) = 0.07
Oxidized tiopronin MT 0.50 s
Related substances Ry - 0
l N I "‘J\v
(%, Area, HPLC) = ’ R85t 0.10
Max. single i RRT=3.85: <0.05
NMT 0.10
impurity
;E J\l‘\ T{ﬁl—
0.12
Tatal j rities NMT 1.0
5000
e 392
cetone NMT 5000
BB m R Z B A 1831F 5000
s (ppm) S48 ND.
Residual Solvents(ppm) Ethyl acetate NMT 5000
* | TEk 1852 3880 =
Cyclohexane NMT 3880
ﬁ’ﬁ%y/w, HPLC) | R8T 0.30 =
GlycineN9€, w/iw, HPLC) | NMT 0.30 :
ST AERE (ppm) g1 50 o
Mesityl Oxide (ppm) NMT 50 \*
N ) Amig 3- 0013@% @3 wi, ¢ %ﬁAﬂEo
#5i$ Conclusion
Conforms to 3@0’1300/ 03 _Stghdard:
#%3E Remark —=
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m A HEST
Product Name Tiopronin
PR H =
D57 009-102-
Product Code Batch No. L, el
it =& A= b
97.436K 04 Dec., 2022
Batch Size : Manufacture Date =
Retest Date
-#ﬂﬁﬁiﬁ 3-001300/ 03 RN - 03 Dec.,
Testing Reference OBHH Expiry Date
BT
Release Specification = Y 4
{&iTF s Revision History \
BiTH= EETE L H#
Revision No. Major Changes from Previous Version .

g
Newly established

|BEA EBA:
Issued by //VWJ)W Reviewed by:

HA

01 30 Jan., 2023

QAHEN: g7

¢>-, Approved by QA:

2, R.0% H HA Date: 25’352” U

H i Date: 10)3.0|.390 H

?\o
Y

Q.
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