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[ Product Name M Bad ’élh i-synthetic)
i‘ T s O RIS SRR S e—— e A 4P O
; FeRE S M-P002-2003002 el P002-2003002 o - Lk BC-P002-2007002
i—_ Batch No. Serial No. : Certificate No.
(2 1kg/42 HE A5 Gy =F 2020.03.21
Package Size Tkg/Piece Batch Size =8 Mfg. Date Year Month Day
e B sk v 12 26 (] EfHE 2021.09.20
R TR CAS No. 33069-62-4 -
Sample From Pilot Workshop Retest Date Year Month Day
6 95 348 REFAE 2020.07.15
N . . BS-SMP2.01.P002.001(i5)-1 .D
Specification Certificate Date Year Month Day
F3 T H 45 8 TEST ITEMS AND RESULTS
S RERHE LR S
TEST ITEMS SPECIFICATIONS TEST RESULTS
R AEREAEHEK HERK
Characteristics White or off-white powder White powder
P ERH. CES=8FRTER ELHTEE, EKRIFE G e AT
e ) . ) : FFalE
. . Soluble in methanol, ethanol or trichloromethane,slightly.soluble in
Solubility . . Conform
ether and almost insoluble in water
T RARR R REN (& BRI ) W SR RET |
Identification (HPLC) B . The retention time of the principal peak conforms to that of the Conform

reference standard,in the assay.

5l 2 (5D 75 i B LS A B N 5 0 R A R — 2 5% 8 (1 B —
Identification (IR) The IR spectrum of sample conforms to that of reference standard. Conform
ttﬁ%}?{ e] =] 20
Specific optical rotation A3P=ohid ~93.3
K5 o 0
Water <4.0% 1.0%
TRRE <1.0% 0.7%
Loss on drying
JRS R
MRERE } <0.2% 0.03%
Residue on ignition

HFEHh

Related substances

£ Rt (MANUFACTURING SITE) :
#1115 TEL: 0086 23 68269366

N- R B 25~ (2R 3S)-3- 3 2 B 22 F E2<0.10%:
N-benzoyl -(2R,3S) -3-phenylisoserine<0.10%

F A 2 Not detected

10-B 2B EE k= I11<0.10%;10-Deacetylbaccatin 111<0.10%

F A5 Hi Not detected

7-R-10-fi ZBEE B+ = 111<0.10%;
7-Epi-10-deacetylbacatine 111<0.10%

AAG H Not detected

E £ = 111<0.10%;Baccatin 111<0.10% 0.002%
7-&-EFZ 111<0.10%;7-Epibacatine 111<0.10% A i Not detected |
FAZEE G AR P45 <0.10%; Paclitaxelphotodegradant <0.10% A48 H Not detected

10-t Z. Bt 2 242 B2 <0.10%;10-Deacetylpaclitaxel<0.10%

A5 3 Not detected

=R TH<0.10%;Cephalomannine<0.10%

0.02%

2-Bi A PR E RSB -2- R IB B E<0.10%;

2-Debenzoylpaclitaxel-2-pentenoate<0.10%

SRFH Not detected

|

£ H FAX: 0086 23 68265899
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1B B RATILRE X = 244 (Sansheng Town, Beibei District, Chongqing, China)
#l4 POSTCODE: 400718
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TE == Chongqing Beisheng Pharmaceutical Co., Ltd.
j 7-% -8 15 EE<0.20%;7-Epipaclitaxel<0.20% | o009,
| 10,13- M B A BE<0.10%:10,13- Bissichainpaclitaxel<0.10% ﬂif&!‘:ﬂw}_‘}‘gt_dﬁqt_cgvlgq\
7- LB B S RE<0.10%; 7-Acetylpaclitaxel<0.10% | RIS Not detected
(4S,5R)-3- 2R B BL B -2-(4- B E B B )-4- 305 B AR [ 22 (11
<0.10%; (4S,5R)-3-benzoyl-2-(4- methoxy phenyl)-4-phenyl-5- AH H Not detected |

oxazoline bacatine I11<0.10%
T-ZRZE BRI EE<0.10%;

)
7-Trichloroethoxycarbony! paclitaxel<0.10% 0.001% o
13-= ZEREE-EFF 111<0.10%;13-Tes-baccatin 111<0.10% KA 1 Not detected
7-Z LR - AL BE<0.10%; - Tes-paclitaxel<0.10% 0.005%
FRT T RIFH. BB PR
JER, Xi:Oxetane ring opened,acetyl
and benzoyl migrated, X

o > X0, X0 A1 X382 8<0.3%:;

10-ZB O BB E, Xo S;'m O;FX xﬂaﬁ&({io/ojo/ 0.02%
10-Acetoacetylpaclitaxel,X> S =
T-R-10B CBEELE, X
10-Deacetyl-7-epipaclitaxel, X5 N
BB ANR B <0.10%;Max. single unknown impurity<0.10% 0.03%
#% LB 8 <1.0 %; Total impurities<1.0% 0.14%

HE (LKL EF)
Assay(on the anhydrous, 98.0%~102.0% 100.1%

solvent-free basis)
V9 &Rk T <500ppm; Tetrahydrofuran<500ppm KA H Not detected
S PIEE<1000ppm; Isopropanol<1000ppm 11ppm
ZFE Z.BE<1000ppm; Ethyl acetate<] 000ppm 10ppm

5 8 33 7 P EA<1000ppm; Acetone<1000ppm v 95ppm |

Residual solvents IE &48<290ppm; n-Hexane<290ppm, - 2ppm
& H B <500ppm; Dichloromethane<500ppm KA Not detected
MLEBE <200ppm; Pyridine<200ppm 13ppm
ZBE<1000ppm; Acetic acid<I 000ppm ARHE H Not detected
IE B2 £2<2000ppm; n-Heptane<2000ppm 860ppm
5 S B S <100cfu/g; The total aerobic microbial count<100cfu/g ¥ Not detected
ﬁﬁéﬁ%ﬁ%mﬁﬁﬂj R H Not detected

Hen . Staphylococcus aureus must not be deteated.

WIRE AR BERE AR i Nahd

Microbial contamination Pseudomonas aeruginosa must not be detected. S OLeETEele
YT RE A 544 H ;Salmonella species must not be detected. A% H Not detected
KT B A 1548 ;Escherichia coli must not be detected. R H Not detected

e PN

ABNER <0.40EU/mg fra e

Bacterial endotoxins Conform

i Zfni% BS-SMP2.01.P002.001(i)-1 #Fviethle, SBRBAHME.

IL Conclusion: The product meets the requirement of BS-SMP2.01.P002.001 (&)-1.
HENANSRE  mRIUEE. HRENEM: NRtE REZBAH:  Ix
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Reporter/Date: 2¢20:0]. |4~ Supervisor/Date- )Vymv_,j QC Manager/Date: 2033 Qualified Person /Date: 24 %9, 7‘\&
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