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J 7 it % ¥ Name LW Structure
92 LA R 2R
Obeticholic Acid i o
CAS No. 459789-99-2 W B it Specification B3-SP0070
¥ 8 Quandity 11.960kg Ky #7772 Test Method B3-TM0070
it % Batch No. SAB-191201 “£7 | ¥ Production Date 2019/12/18
75 1] Report Date 2020/02/19 Y5 W% Retest Date 2021/12/17
I H Items VRAEER 2 Specifications 4645 B Results
b sk HEE K A K (EREE 1 F
| SPR Appearance White or off-white powder White powder
_ AMEFENGE, ELMTRTER, AT LT AR o
BT Solubility This product is soluble in methanol, soluble in butyl C nr
acelate .almost insoluble in water i
LEBE L Specific Rotation +3°~ +7° +4°
RT S5 Bl b i il = R R 0] 5 3R 20 1 P 10 W E e
i fia] — % iE
HPLC: The retention time of each component peak in the test Ems

| S5 Identification

solution was the same as that in the svsiem applicabilitv solution
IR 85 (i 20 40 e R i Pl S5 % B . o P — ¢

IR: The infrared spectrum of test sample should be concorda
infrared spectrum of the workin ence stan

Conforms

Assay (on anhydrous basis)

#ESABI Impurity SABI< 0.15% v ND
#J% SAB-DI Impurity SAB-DI<0.15% & . 0.01%
= - 4 SAB-D2 Impurity SAB-D2< 0.15% 4, N/ ND
' ﬁem’f‘;“x‘tﬁ; 7/ SAB-D3 Impurity SAB-D3<0.18% N\ 7 ND
( External standard) f‘z!ﬁ SAB9-RI Impurity SAB9-R e P - | 0.08%
%) SAB-R11 Impurity SAB- 0.05%
Fefth BB i Any unspeclf al impurity<0.10% 0.03%
A4 Total impurities 0.22%
H BiMethanol<0, 3% 0.01%
ERIRE (SR ' S0%
Residual solvents e i
( External standard) ND
1 ND
| K9 Water(KF) » 0.74%
K% Granularity (0.9) < 3.9um
455 & Palladium c‘g@ <0.001% 0.00001%
TAL i Residue o <0.1% 0.06%
= i % 8 . # Total Aerobic Bacteria<l0°cfu/g 100cfu/g
AR % 4 HIA% 8} ¥ &2 # Total number of moulds and yeasts<10°cfu/g T0chu/y
Microbial limit KigiE & @A R PN B o
Escherichia coli should not be detected Escherichia coli not detected
R A 98 0% 100.6%

518 Conclusion

A 0 B hsv#E Lot meets specification

A7V Storage condition

WEYE#E, 2~8°C Store in a tight container and protectted from light, ata
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CERTIFICATE OF ANALYSIS No.: P20021905
1= i % B Name iV, Structure
L FE AR po -t
Obeticholic Acid aaie -
CAS No. 459789-99-2 i R b Specification B3-SP0070 |
& Quantity 12.320kg R 8l 717 Test Method B3-TM0070 =
#it%5 Batch No. SAB-191202 *E 7 H ¥ Production Date 2019/12/24 c 3
BEOA RepontDate [ 20000219 | W% Retewt Dot 20217 |
WSS Items RAERLSE Specifications K13 % R Results |
EYE T2 F S IR |
PR Appearance White or off-white powder White powder !
; RRERM TR E, ELM TR ER, (KT LT Hads |
IR Solubiliyy This product is soluble in methanol, soluble in butyl Co;’fms ’
acetate .almost insoluble in water F
| EHETRE Specific Rotation £3°~47° 5 e
| RT Qﬁ.ﬁl}:ﬁtﬁ&iﬁﬁiiﬁ{%ﬁfi&flﬁ?ﬁi%éﬁiﬁfﬁﬂ_#ﬁﬁfﬁﬁéﬁi
B[] — 2 faci
HPLC: The retention time of cach component peak in the test s
9 Hdentification solution was the same as that in the system applicability soluti N
IR 5 5l: il 21 516 WL PR 5 04 R i ) PR — 3¢ A
IR: The infrared spectrum of test sample should be cong Co:?forms
infrared spectrum of the workin, reference standard 1
A FSABI Impurity SABI< 0.15% A4 ND ,
A% SAB-D] Impurity SAB-DI<0.15% N\ _+ 0.04% ]
o = %% SAB-D2 Impurity SAB-D2< 0.15% ND
ARIE hbR) #:3 SAB-D3 Impurity SAB-D3< 0.1 ND
s R0 WG ity (DO NC T Yo |
# il SAB-R11 Impurity SA o 0.05%
| LAl N Any unspegi ividual impurity<0.10% 0.01%
24 Total impurities<j- 0.19%
H B Methanol <0, 0.003%
AARE (Sh5) LI AcetonitrilesB0 44 0.002%
Residual solvents 'ni'g_re m‘%“—:g'zfg%_’—z? e -#—-——‘H:-g—— i
ful all_ & 0
{ External standard) T he< 0.1% ND
¢ BiButyl acetate<0.5% ND
K5 Water(KF) N 0.58%
KL% Granularity .9) <20um 3.5um
5 & Palladium content <0.001% 0.000005%
THK 5% Residue.gn <0.1% 0.04%
i ¥4 £ # Total Aerobic Bacteria<l 0°cfu/g <100cfu/g
T R 5 5 8% A % 5. # Total number of moulds and veasts<10°cfu/g 20cfu/g
Microbial limit Kpm& AR KI5 8 1 1
Escherichia coli should not be detected Escherichia coli not detected
SR (BEki) 50
Assay (on anhydrous basis) e MRS |
45 Conclusion AJAF & BRI Lot meets specification
A7 %At Storage condition U Yc#E, 2~8°C Store in a tight container and protectted from light, at a temperature 2~8 C
PR MIREMRGHXT A %) Manufacturer: BrightGene Fine Chemical Co.. L. PO e ST
Mib: VLA AM TR IR RAT i 22 % [ REHERT DN
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e 7= i 4 ¥ Name L5 ¥ Structure ]
j 9207 i 5?337/ ' )
| Obeticholic Acid B oo . ’
| CAS N, 459789-99-2 W BebiHE Specification B3-SPO070 K
| $0% Quantiny 12.335kg KB )5 1% Test Method B3-TM0070 <
it Bartch No. SAB-191203 %7 H I Production Date 2019/12/29
| MEHW Report Dare | 202002719 | MBIN%E Retest Date 20211228 ]
K5I H Items FRiESE Specifications K30 45 R Results |
FElEA Rk 8
S3 Appearance White or off-white powder White powder
‘ AanlEFRIP G, (E2M ] BB, FEAH JLF A% et
VIR 1E Solubility This product is soluble in methanol, soluble in butyl Cm‘;‘fms
acctate .almost insoluble in water
LLAEJE Specific Rotation +3° ~ +7° +5°
RT S5 AR B i o e R P 1] &5 2% 9 P P o = O T i
e ] — 2 o
HPLC: The retention time of each component peak in the test 0 s {
49 Identification solution was the same as that in the svstem applicability soluti |
IR ﬁﬁU. L%ﬁ.ﬁ:ﬁ#ﬁ%"&ﬁﬁ!@%ﬂﬂﬁ%mmiﬁ ﬁ #"*ﬁ%ﬁ "‘i
IR: The infrared spectrum of test sample should be conc:(\\mn Co:fonﬁs
mfrared spectrum of the working reference standard |
A WESABI Impurity SABI< 0,15% ND
A% SAB-DI Impurity SAB-DI<0.15% N+ 0.01% i
e L)
HEWE A5 f’i; ey - e SQE’_E;”:’ =R A =
Related Substances a P =L
( External standard) A SAB9-R1 Impurity SABY- w__ RN ... - I
A4/ SAB-R11 Impurity SA \ 0.05%
o4t ¥4 B Anv unspecifi idual impurity<0.10% 0.02%
0.24%
0.002%
WHRE (M) L0
SR ok Sk i TetrghWirofuran<0,072% ; S —
), 0
( External standard) TRk n6= 0.1% ND
Ji & Butyl acetate<0.3% ND
K45+ Water(KF) & : 0.79%
KLY Granularity .9) <20um 3.5um
& 5 Palladium co. <0.001% 0.00002%
RIS Residu n <0.1% 0.06%
it LI &2 M Total Aerobic Bacteria<l0’cfu/g 100cfu/g
=R 5 (6 R £ 16 5. ¥ Total number of moulds and yeastss1(Fcfu/g 80cfu/g
Microbial limit PN ERC TN R 352 0 R A 1
Escherichia coli should not be detecied Escherichia coli not detected
w8 (EkH) %
Assay (on anhydrous basis) 2% HE%
2598 Conclusion AHEFF & SbsiE Lot meets specification
A7 AT Storage condition EY#H, 2-8°C Store in a tight container and protecticd from light, at a temperature 2~8°C
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