Jiangxi Long Life Bio-Pharmaceutical Co., Ltd.
(A wholly owned subsidiary of Chiral Quest (Suzhou) Co., Ltd.)

Certificate of Analysis

2016-09-25
2018-09-24

= R R :
Product Name /& %% (R)-3- (tert-butoxycarbonylamino) -4-(2,4,5-trifluorophenyl)butanoic acid
CAS No.: 486460-00-8 Date of Manufacturing 47 H #:
Batch No it 5 L018-7-160905 Retest Date &l H
Batch Size fit#i&: 139.3Kg Specification i B Fx#E:

QAS-CP018-7-06

Appearance White to off-white powder Off-white powder
1. 4L HEEHREEHR FE ¥R
o Conforms to spectrum of
5 Ildent':fliatlon by IR the standard C(?nforms
Ao I 5 —H
o » Conforms to retention time
3 Identlfl?agon by HPLC of the standard Conforms
HPLC 31 5 B B — 5 i
4 Water Content by KF (w/w%) '
- " <0.50% 0.12%
IKAH(KF, wiw%)
5 Specif!c rotation +13.0°~+18.0° +13.6°
EE e
Stereochemical purity by HPLC
6 SAAWESE (HPLC) £0.10% 0.01%
-S-isomer S B 7 #j {4
Related substances by HPLC (A%)
R (HPLC, A%)
-3-amino-4-(2,4,5-trifluorophenyibutanoic
acid <0.10% 0.06%
7 3EHA4- (2,45-ZFAEE) T
-Largest unknown impurity <0.30% 0.05%
BB R R AN Z% R
Total impurities <0.50% 0.11%
Solvent Residue by GC
VR (GO )
‘ -Ethyl acetate Z.1% 2.1 £ 500ppm 74ppm
8 -Heptane IF B < 500ppm 78ppm
-Methanol < 300ppm 35ppm
-Toluene H 3 < 89ppm ND
- Acetonitrile Z.fi§ = 41ppm ND
9 Residue on ignition < 0.5% 0.04%
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Jiangxi Long Life Bio-Pharmaceutical Co., Ltd.
(A wholly owned subsidiary of Chiral Quest (Suzhou) Co., Ltd.)

Certificate of Analysis

7= iR
Product Name 7= & k. (R)-3- (tert-butoxycarbonylamino) -4-(2,4,5-trifluorophenyl)butanoic acid
CAS No.: 486460-00-8 Date of Manufacturing &/ H#i:  2016-09-25
Batch No.#it 5 L018-7-160905 Retest Date £ il £ #5: 2018-09-24
Batch Size #t%(&: | 139.3Kg Specification J5i & Ay fE: QAS-CP018-7-06
10 Metal Residue ¢ 8% & < 10 b < 1000
_Rh &% 3 =10 pp pp
11 Assay by HPLC €& (w/w%) :
98.0~102.0% 100.0%
(On anhydrous basis #FR&HIT5) ° °

Conclusion: Batch released. The ‘batch complies with the specification. | hereby certify that the above
information is authentic and accurate.
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Comment &% __ NA I

Certificate prepared by/Date FEE A/ H#: 4
Certificate reviewed by/Date 5% N\/Hi: A '
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Quality Control J &4/ / 4) ¥
Certificate approved by/Date ki A/ F # « , .. ‘
Quality Assurance Ji & (R1F
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