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s (Product Name ) : 3(FE ( Ciclosporin )

#45 B 49 ( Analysis Scope ) : EP10.5

#%5 (Batch No. ) :210301DXI

IR (Source ) : AW F

#% (Quantity) : 61.89Kg

24 B &) (AnalDate) :2021 504 A 11 H

##& ( Packaging Specification ) : 10kg/ "

HE B3 (ReportDate) : 2021 %04 A 14 B

£ B8 (Mfg Date) :

2021 % 03 B 01 8

A %% 8 3 (Exp.Date ) :2023 % 02 A 28 2

A ( Storage conditions ) : B K., ZFERA ( Preservein tight Iight-resistant containers )

AR E (tems)

FFEHE (Specifications)

s R (Results)

5t ( Appearance )

BERLGEHK

( White or almost white powder )

SRT P

( White powder )

25 (1)

( Identification ) (1)

rshik (KBr B R % ): AR S
H A sh B B T S 2T R
& B AR — 2

( IR(KBr Disc): The IR spectrum of

the substance is concordant with the
reference spectrum )

4rihik (KBr B A 3% ) A48 &

B BB S 5T B
#AR—E

( IR(KBr Disc):The IR spectrum of

the substance is concordant with the
reference spectrum )

25 (2)
( Identification ) (2)

BARETE: RS IR Y
A IE] L 2t R e ARG R
5] —2
( HPLC: the principal peak in the
chromatogram obtained with the test
solution is similar in retention time to

BAREIE: AL EIRRY
At i 5 A R e MR G A I —
4
( HPLC: the principal peak in the
chromatogram obtained with the test
solution is similar in retention time to

the principal peak in the the principal peak in the
| chromatogram obtained with reference | chromatogram obtained with reference
solution ) solution )
B, AMBRFESFTIRE | o o oo
N &5 ame T sikneR | L RTRES TS
BERERESRE R

( Appearance of solution )

2%
( The solution is clear and not more
intensely colored than reference
solution Y5, BYS5 or R7 )

( The solution is clear and not more
intensely colored than reference
solution Y5 )

P B (K4t )

( Specific optical rotation ) -185° ~ -193° -189°
(dried substance)
T4 (Heavy metals ) < 0.0020% < 0.0020%
FTHEEE (Loss on drying) <2.0% 0.2%
5% (BAKMIT) e 0
(Assay(dried substance)) 98.5% ~ 101.5% 98.9%
B 53 3
= Eg.j&. ”j (Acetone ) < 1000ppm (Not detected )
(Residual LR
BRBAEE
solvents)
( Petroleum ether ) < 100ppm 1ppm
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(Certificate of Analysis For Ciclosporin EP)

#o.4 (ProductName ) : ERF64 ( Ciclosporin ) #4& B 4 (Analysis Scope) : EP10.5

5 (Batch No. ) : 210301DXI R (Sowrce ) : AR &

#F (Quantity ) : 61,89Kg 240 B 3 (AnalDate) :2021 504 A 11 B

#MA% (Packaging Specification ) lﬂlig/ o #4 B (ReportDate) 12021 %04 A 14 B

£ 78 H (MfgDate) : 2021403 A 01 B F 3 B3 (BxpDate) :2023 4 02 A 28°H

ﬁﬁ.%‘f’ﬁ" ( Storage conditions ) i, ﬁ‘ fl"f%fﬁ' ( Preserve in tight,light-resistant containers )

WA E (Items) FEME (Specifications) B4k £ (Results)
#MBEHE EAw
( Sum of impurities B < 0.5% . 0.2%
andE )
A G < 0.4 | 0.14%
b ( Impurity G )
Wi | SRR
( Related ( Any unspecified < 0.3% 0.3%
substance ) impurity )
s~ 2
ﬁj{gﬂ—ir lsix_‘:g:f: <0.1% t
. . 3 (Not detected )
impurities )
B XY
b < 1.5% 0.7%
{ Total impurities )
TEBEH
<
Bk o OIS < 1000cfu/g 10cfu/g
MR FE. BEY
(Microbial TV < 100cfu/g <10cfu/g
limits) KA R KA h
(E.coli) ( Not detected ) (Not detected )
e G5k QRSP ATORY A (b LI SPILAR D
RSP ( Conforms to <Specification for ( Conforms to <Specification for
( Egacka ;,% appeai ance ) Packaging Appearance of Final Packaging Appearance of Final
ig jt, AR gﬁ Product> ) Product>)
%1@“ %/\ J]PIO 5MZ
e
LW |

e @/d L5, frdoppiy #EA (L solopay TRA: kot op 6

ARk b BT A 2R R AT 9 5, 224300

Manufactwring Site 1 No.9 Haidu North Road, Sheyang Economic Development Zone, Yancheng, Jiangsu, 224300
CHINA

®3E (Tel): +86515-65889011
A E (Fax): +86 515-65889033
Mk (web Sited: Hitp://www,joyanglab.com/



