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B B BEST
Product Name Tiopronin
& 7 = :
it D57/101008 o= 101008-102-00007
Produci Code Batch No. |
it ﬁ 81.056Kg EFE4 12 Apr., 2021 W
Batch Size Manufaciure date
: | R i
i 3-001300/02 WM Retest Date 11 Apr., 2023
Testing Reference DFEHH Expiry Date
RTERE N/A
Release Specification
i |
BIGINE Test item ISR Acceptance Criteria WL R Result
E BEERMERR HEeSmEGR Y
Appearance White crystalline powder White crystalline powder [=, />
SR RES SNBRES—H S|
LN TR S (IR) SEEMEE—H SxBREE - O Vs
Conforms {o reference Conforms o\
L] WER 1 NEERE
= e . ER SERR Positve | "L
Identification Chemical Reaction 1 | Positive 3
HERR2 NEEFRFN - .
Chemical Reaction 2 | Positive ' BIER N Posite
rﬁ?ﬁ%:ﬁr Eﬁ)ﬁ o
Clarity Clear 1575 Clear
TREREY (%hwiw) A42130.048
=<1}
Sulfates (% whw) i NMT 0.048 hoe
FIBEE (hwiw) | it 0.50 00
Lossondrying (%ewiv) | NMT 0.50 '
| RS (%wiv) 4837 0.10 0.01
i Residueonignifon (%wiw) | NMT0.10 ’
%2 (ppm) TEES -
lron (ppm) NMTS
% (ppm) FE 1000
b <50
Zinc (ppm) NMT1000
R (ppm) e 2 o5
Arsenic (ppm) NMT2 %
2T (%whv, HPLC) RENTF 98.0 5 ’
Assay (% wilw, HPLC) NLTS8.0 93
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LI mEET :
Product Name Tiopronin
PR " I T
D571101009 ELpH
Product Code 57110 Sl 101009-102-00007 |
i# & %= HE 4
81.056 12 Abt.. 22
Batch Size "o Manufacture date Apr, 3021,
IR HER Retest Date
3-001300/02 11 Apr.. 2
Testing Reference bl D43 Expiry Date Apr., 0?3
HATHRR

Release Specification

N/A

SIS0 E Test tem

K3 kR Acceptance Criteria

SINLE B Result

B (PIBLEERRD)

5L 018

BR (%) (IRREMSELT~R 548 401221 Bi%, +68 (0)23 BEOB3200, {£31: +86 (0123 65936901
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0.0
N-(1-oxopropyh)-Glycine NMT 0.15 B
i 2 (D57-A S8 0.10
? (iior; 1o ion)l lycine IYLTTLZ) 10 AAla ND.
XA propionylgly .
(% Area,HPLC) A4 3 (D57-B) A8 0.50 84
Related substances Oxidized tiopronin NMT 0.50 ‘
e ﬁ:ﬂ %j:%tiﬁﬁe fied | T 0.10 <0.05
‘ x.:suge pecifie NMT 0.10 <0.
impurity
RREE AEiL 1.0 0
Total impurities NMT 1.0 '
A 44512 5000 258
| Acetone NMTS5000
BERE T (ppm) Yl v F833 5000
Ethyl acetat SRARH N.D.
Residual Solvents(ppm) W acclae NMT5000
Heh T84 3880 st
Cyciohexane NMT3880
HEE(%,wiw,HPLC) ABAF 0.30 5
Glycine(%, wiw,HPLC) NMT0.30 '
FEFREFE (ppm) 1833 50 <50
Mesityl Oxide (ppm) NMTS0 [asg _
k ‘ AR 3-001300/02 #38, LBHANE.
#5i Conclusion T
Conforms t03-001300/02 Standard,
&k Remark NrA
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2 % mEFT
Product Name Tiopronin
L= 4 =
il D57/101009 #S 101009-102-00007
Product Code Batch No. ‘
B EEEE E
81.086K 12 Apr., 2021
Baich Size 3 Manufacture date P
] estD iy
ik 3-001300/02 MW Retest Date 11 Apr., 2023
Testing Reference OFZHE Expiry Date ,
BUTHRE NI
Release Specification
BT £ Revision History
BiTHRS EETEER =Ei
Revision No. Major Changes from Previous Version Date
i NG
01 14 May,2021
Newly established ¥ _
REFRETHES, IRIBTTIR 3-001300/02 REAvE S )
ﬂ;ﬁ%%a i _\\‘
Specification upgrade, update the COA according to
current specification (Document NO.: 3-001300/02).
02 RIITER SOP-CO-QC3014A5 /04 B HisH L 15 Sep., 2021
BERERES.
Use the current version of the report iemplate to
update the “COA ( Document NO.© SOP-CO-
QC3014A5 /04) .
BEA:_) 0 EHA " QAHDEA : A A
Issued by'"' - Reviewed by: i 4 Approved by QA:  ¥HUEIA
B 8 Date: A2l0] /- B # Date: B #Date: w571
L : | i
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