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Product Name Tiopronin 2
i D57/101009 # = 1010092402-00015
Product Code Batch No. ., W)
# ! 87.756Kg = HA  57%an., 2022
Batch Size Manufacture Date 7~ &
Retest Datey, @’ -
_&Eﬁﬁ 3-001300/02 WA s 26 Jan., 2024
Testing Reference OB Explry Date 7..:’
BATIRE 4
o NIA "::P
Release Specification . & 7w’
WIS E Test ltem RWITFRIME Acceptance Criteria RIEER Result
M E‘E T l@fﬁﬂi BEeERMERR
Appearance White crystalupe‘. owder White crystalline powder
S5xRSEE—- S5 RREE—H
,wl\ﬁ;ﬁs:m,f R i e
Conforms to reference Conforms
25 ﬂﬁ—-;—EU\“" MEERK 4
icati e . EIENX N Positive f/:':'l\
identification ® a@hemical Reaction 1 | Positive /:L‘_‘ %
WERR 2 MEERN y | = [
. . ZIER R Positive o\
Chemical Reaction 2 | Positive A\
= \ ©
AAEAE Ay, | | OE \&
e ) g \ k4 N #E3E Clear iy
Clarity Clear
E’“ﬁgﬂ"("/ w]vv) 31T 0.048
<0.048
Sulfates' ‘(% whiw) NMT 0.048
TREE (%wiw) A& 0.50 0.02
lioss on drying (% wiw) NMT 0.50 '
RHRE (%wiv) A8 0.10 5
Residue onignition  (%,whv) NMT 0.10 '
$kER (ppm) NEE 5 Py
iron (ppm) NMT 5
5 (ppm) Bt 1000
) <50
Zinc (ppm) NMT 1000
fE (ppm) AEE 2 5
2
Arsenic (ppm) NMT 2
28 (%wiv, HPLC) ST 98.0 .
56
Assay (%wiv, HPLC) NLT 98.0
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Batch Size g Manufacture Date (7, 27 By 2
WIS R BERH Retest Datel) e
3-001300/ 02 26 Jan., 2024
Testing Reference Dﬁ?&% Explry Daf“a a
WATHRE .
Release Specification
IR E Test ltem 3645 R Result
| FEig 0.15
<0.05
opyl)-C NMT 0.15
R 2 (DSTAY R 0.10
A, & . FAGH N.D.
2-Chloroproplénylglycine | NMT 0.10
B o
A8t 0.50
(%, Area, HPLC) 0.07 —
hOxi NMT 0.50 7
Related substances 5?:% A B
HY, 1™ 233 103
(%, Area, HPLC) C | w010 p
Max. single unspecified <0.05
e | NMT 0.10 :
,i p O impurity 2
E_!J & s )
¥ BB K483t 1.0 i
- ; i 0.07 A
Cs. Total impurities NMT 1.0 . 91
i 183 5000 .
Acetone NMT 5000
FRERIRF (ppm) ZER T T 53T 5000 A RD
Residual Solvents(ppm) | Ethyl acetate NMT 5000 HEE
Fok Figit 3880
518
Cyclohexane NMT 3880
H&E (%, wiw, HPLC) TEXT 0.30 505
Glycine (%, wiw, HPLC) NMT 0.30 '
SIERETEEN (ppm) =L
Mesityl Oxide (ppm) NMT 50 ’\/_ TT
4% 3- 92‘% «’ S,
#5if Conclusion i 9‘[ R %
Conforms @i’: eﬁqsoo/ ozzs
#3F Remark N/A "o,\ it i ?4"3
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