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(Certificate of Analysis For Ciclosporin EP)

e ( Product Name ) :

HaE ( Ciclosporin )

%4 B & ( Analysis Scope ) : EP10.5

F#£%5 (Batch No.) : 210301DXI

R (Source ) : A& F

#E (Quantity ) : 61.89Kg

#A B A (AnalDate) 12021 504 11 B

HAE ( Packaging Specification ) : 10kg/%F

#4% B (Report.Date) : 2021 504 A 14 B

£ B8 (Mfe. Date ) :

2021 503 /40148

H A H (BxpDate) 12023 %02 A 28 &

e R A ( Storage conditions ) : N, FHIRA (Preserve in tight,light-resistant containers )

AR E  (Ttems)

AEME (Specifications)

84 R (Results)

5P ( Appearance )

B eERLH EHK

( White or almost white powder )

& &K

( White powder )

%7 (1)

( Identification ) (1)

grshik (KBr R R ik ) ekl
ALt BN B A S5 5 PR,
) B4 — &
( IR(KBr Disc).The IR spectrum of

the substance is concordant with the
reference spectrum.)

x5k (KBr R i) RS

LLIP RO -5 R Y 1)
HAR—5

( IR(KBr Disc):The IR spectrum of

the substance is concordant with the
reference spectrum )

B3 (2)

{ Identification ) (2)

AR G AR 0 R Y
B 18] 5L & ot ol 044K 9 B
IR} 2
( HPLC: the principal peak in the
chromatogram obtained with the test
solution s similar in retention time to

WAL G RGN ESRY
1] 5 R A B8 ) —
£
(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 )

BREFEERE

( Appearance of solution )

BF, THLEE S FRAFR

&5 FTREE T TR ER

( The solution is clear and not more
intensely colored than reference
solution Y5, BY5 or R7 )

Bk, ATRE S Tk E

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

peaR B (3R KT )

( Specific optical rotation ) -185° ~ -193° -189°
(dried substance)
%4 /% (Heavy metals) < 0.0020% < 0.0020%
T % F (Loss on drying) <2.0% 0.2%
SF (AR ) '
[ o 0, L/
(Assay(dried substance)) 98.5% ~ 1015k 98.9%
o R
= Yg.&a‘ i ( Acetone ) < 1000ppm ( Not detected )
(Residual LR AT
LmERYE
solvents)
( Petroleum ether ) < 100ppm Ippm
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(Cettificate of Analysis For Ciclosporin EP)

#r 2 ( Product Name ) : %3@? (Ciclosporin)
#F (Batch No. ) : 210301DXI
3% (Quantity ) : 61,.89Kg

#Ax B #) ( Analysis Scope ) - EP10.5

B (Source) : 4

#M B 3 (AnalDate) 12021 504 A 11 H
A ( Packaging Specification ) : 10kg/ 9T R4 A (ReportDate) : 2021 504 A 14 B
A& B (Mfg Date) : 2021 %03 A 01 B A B3 (BxpDate) 12023 5 02 A 28 H

ﬂ’:»ﬁ% # ( Storage conditions ) & W, FHEHS (Preservein tight,Iight-resistant containers )

M E (Items) FEMLE (Specifications) #2845 X (Results)
#ABHEXA
( Sum of impurities B < 0.5% 0.2%
andE )
2u
’“ﬁG < 0.4% 0.1%
A £ (Impurity G )
W RA RS
( Related ( Any unspecified <0.3% 0.3%
substance } impurity )
\ A j.l.l
;t-;%tfm’ Li:;liﬁ <0.1% A i
. \ ( Not detected )
impurities )
% 2%
SRA < 1.5% 0.7%
( Total impurities )
TRHE L
<
g (TAMC) < 1000cfu/g 10cfu/g
PR FH. BEH
(Microbial ( ) < 100cfu/g <10cfu/g
Jimits) KA E AT Kb
(E.coli) { Not detected ) ( Not detected )
e (o L E S ARAD Fa (GF e LB ATAED
_______ SIS, ( Conforms to <Specification for ( Conforms to <Specification for
L Packamggﬁappearance ) Packaging Appearance of Final Packaging Appearance of Final
'; k 1 Product>) Product>)

;[Hﬁfgywsai
L, AN =

BTSSR PG Pl BEN L ooty T [k or o1 1
A FERbdE: BT AR & K RAR LS 9 5, 224300

Manufacturing Site : No.9 Haidu North Road, Sheyang Economic Development Zone, Yancheng, Jangsu, 224300

CHINA
Wi (Tel): +86 515-65889011

AEE (Fax): +86 515-65889033

M At (Web Site): Hittp://www.joyanglab.com/
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d 4 (Product Name ) : FRHE ( Ciclosporin ) #Ar B 4 (Analysis Scope ) : EP10.5

5 (Batch No.) : 210302DXI F B (Source ) : AW s

#F (Quantity ) : 63.05Kg %42 B # (AnalDate) :2021 504 A 11 B

#MA% (Packaging Specification ) : 10kg/%F 4 B H (ReportDate) 12021 504 A 14 B

A~ B (Mfg Date) @ 2021403 A 06 B A% B4 (BExpDate) :2023 503 A 05 H

ﬂ:};‘ﬁ,?j& # ( Storage conditions ) &k, BHMEF (Preservein tight,Tight-resistant containers )

A E  (Items)

FEMLE (Specifications)

A28 85 R (Results)

43 ( Appearance )

AEREGERR

{ White or almost white powder )

A &R

( White powder )

5] (1)

{ Identification } (1)

rshk (KBr R K 3% ) k&
84 sh B B B 5 xR
& i A48 — 2

( IR(KBr Disc): The IR spectrum of

the substance is concordant with the
reference spectrum )

toohix (KBr BN i ) Bk

B4 ST SR 5 5T FR Y
AR —E

( IR(KBr Disc):The IR spectrum of

the substance is concordant with the
reference spectrum )

%3 (2)

( Ydentification ) (2)

BARE T BHRR Y IERYE
B ) B o R FER G BT
R} &L
( HPLC: the-principal peak in the
chromatogram obtained with the test
solutionds similar in retention time to

BAR B PRS0 R Y
B 1) &5 o PR e FEAR VR AT ] —
34
( 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, FIREES TREE | u o 2 2=
g S = | B, ATRE S FiakeE
o s €5 FREE T FIRARER iy
BREFESBE

{ Appearance of solution )

BK
( The solution is clear and not more
infensely colored than reference

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

solution Y5, BY5 or R7) solution Y5)
pue B (dERAKYH) D o D
( 8pecific optical rotation ) -185° ~ -193 -188
(dried substance)
ﬁ’%&v { Heavy metals } < 0.0020% <0.0020% }%\ EE
LR PR
4% € (Loss on drying ) < 2.0% 0.3% e ,
AF (ARYIT) 0 B "
{Assay(dried substance)) 98.5% 101.5% 99.1%
. HEARE &
ﬁl%b&%ﬂ ( Acetone ) <1000ppm 1Sppm
(Residual ERRATE
solvents) ’ LA
( Petroleum ether ) <100ppm 1ppm
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(Certificate of Analysis For Ciclosporin EP)

#4868 % (Analysis Scope ) : EP10.5

F TR (Source ) : A

#A48 B# (AnalDate) :2021 %04 A 11 B

A ( Packaging Specification ) : 10kg/ %7 4 B8 (ReportDate) 12021 %04 /| 14 B
iﬁﬂ%(wymw'ZML%mH06ﬂ ﬁﬂﬂ%(m@m)Z&&#%ﬂOSﬂ

e ﬁk’f’f— ( Storage conditions ) 357'6: r}' :H' 4%/@‘ ( Preserve in tight, hght-resmtant containers )

#24 ( Product Name ) : ZR38% ( Ciclosporin)
#5 (Batch No.) :210302DXI
# % (Quantity ) : 63.05Kg

AR E (Ttems) AEME (Specifications) sk F (Results)
KR BEE EA
( Sum of impurities B < 0.5% 0.2%
and E )
Ju
ARG <0.4% 0.1%
A * ( Impurity G )
W ¥ RS R
{ Related ( Any unspecified <0.3% 0.3%
substance ) impurity )
L A 2 .
}t:()tir lsi;zf: <0,1% &k
: .. . ( Not detected )
impurities )
‘\\ ﬁ’
SRR < 1.5% 0.7%
( Total impurities )
FEHEH
<
AW (TAMC) < 1000cfu/g 10cfu/g
PR Ed. BEY
<
(Microbial {TYMC) < 100cfurg 10cu/g
limits) KA B RIFA At
(E.coli) ( Not detected ) { Not detected }
A o (FROEMAREY | HE 5 &QRIMLATED
@“"&5 ML { Conforms to <Specification for ( Conforms to <Specification for
o, Packaging Appearance of Final Packaging Appearance of Final
Product>) Product> )

”ﬁ’_j: O{‘)L?’JFMOQD”,V *RAA ﬂﬁmL””"’" !()b ﬁJb’/\ F‘Y}kafj A%

A ik b B B IRA PR A R AR 9 5, 224300

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

W% (Tel): +86 515-65889011
B (Fax): +86 515-65889033
W 4k (Web Site): Hitp://www joyanglab.com/
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HRie& (EP) RERE

(Certificate of Analysis For Ciclosporin EP>

¥ % (Product Name ) :

#Z 3% (Ciclosporin )

£ H E'T{J (Analysis Scope) : EP10.5

#t% (Batch No. ) : 210303DXI

£ F (Source ) : AW 8

#HFE (Quantity) : 62.78Kg

## A # (AnalDate) 12021504 A 11 B

#A% ( Packaging Specification ) : 10kg/"T

4B H (ReportDate) 12021 504 F| 14 H

4 B # (Mfg. Date) :

202103 A 14 H

A2 8 #9 (BxpDate) :2023 503 A 13°H

T ik A ( Storage conditions ) sk, FHMEH ( Preserve in tight,light-resistant containers )

*ﬁgﬁ‘ﬁ B (Items)

AAERE (Specifications)

sk R _(Results)

$p, ( Appearance )

aERLaeht

( White or almost white powder )

g &Rk
{ White powder )

KR (1)
( Identification ) (1)

4rshik (KBr B J 3k ): Bkl
2 oh SR B L 2 R
by B AR — AL
( IR(KBr Disc): The IR spectram of

the substance is concordant with the
reference spectrum )

215k (KBr B R 3% ) A&
AL b BN i 2 R B
AR —5

( IR(KBr Disc): The IR spectrum of

the substance is concordant with the
reference spectrum )

%55 (2)

( Identification ) (2)

AR &k RSN THERY
B 18] L &5 o e AR B
[} =%

{ HPLC: the principal peak in the
chromatogram obtained with the test
solutionds similar in retention time fo
the principal peak in the
chromatogram obtained with reference
solution )

AN G AR ERE
it 8] & 2 B o ARG R R —
#®
{ HPLC: the principal peak in the
chromatogram obtained with the test
solution is similar in retention time to
the principal peak in the
chromatogram obtained with reference
solution }

EREEEL R

{ Appearance of solution )

B, Rk EE S FARE
&S FREE T FAAER
33
{ The solution is clear and not more

intensely colored than reference
solution Y5, BYS or R7 )

Bk, RTHE S THRALKE

3
{ The solution is clear and not more
intensely colored than reference
solution ¥5)

s B (FE KA )

((Specific optical rotation ) -185° ~ -19%° -186°
{dried substance)
%42 (Heavy metals) <0.0020% <0.0020%
F ¥R E (Loss on drying ) <2.0% 0.2%
+F (ERAWN) 98.5%~ 101.5% 98.9%
(Assay(dried substance))
s AERKE A th
N
X m—%‘} ( Acetone ) <1000ppm ( Not detected )
(Residual ERRAGE
solvents) ’ LA
( Petroleurn ether ) <100ppm lppm
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(Certificate of Analysis For Ciclosporin EP)

JOU

w242 (Product Name ) : 330F (Ciclosporin ) i#4 B &9 (Analysis Scope ) : EP10.5

#F (Batch No.) : 210303DXI KB (Source } : A o o

#% & (Quantty ) : 62.78Kg HA B (AnalDate) 12021 504 Al 11 B

#MA% ( Packaging Specification ) : 10kg/%f #4& B H# (ReportDate) : 2021 404 A 14 B

A B3 (Mfg Date) : 2021 503 f 14 B A% B3 (ExpDate) : 2023%03)% 13 H

= i?ﬁ.}“’f* ( Storage conditions ) : i, g{ A (Preserve in tight,light-resistant containers )

IS E  (Ttems) A#AEHE (Specifications) ATt E (Results)
#MEB 5B EA
( Sum of impurities B < 0.5% 0.2%
and B )
Ju
HEC <0.4% 0.1%
y e ( Impurity G )
W BARIn IR
(Related ( Any unspecified <0.3% 0.2%
substance ) impurity )
XV
_}tﬁt—ir Esilw:j;le)\ <06.1% A
. .. ( Not detected )
impurities )
‘\\ ).LI
&R <1.5% 0.6%
( Total impurities )
5N P¥ 4
<
P (TAMC) < 1000cfu/g 10cfu/g
MRE FWH. BT
(Microbial (TYMC) < 100cfu/g < 10cfu/g
timits) K3 & RAFAe i A
{E.coli) (Not detected } ( Not detected )
. R 5 LRI ATA) Fa (LRSI AT
LRI ( Conforms to <Specification for ( Conforms to <Specification for
- (PW *rmg appearance ) Packaging Appearance of Final Packaging Appearance of Final
A "”ﬁ ‘ e Product> ) Product>)
{k ﬁ/\ EPI(} 5 MR

S
2
EE]

j/a%\)\)/fw:ly BEA ﬁuf}). yor Loty TAAA: T‘Miwﬂ RN

A dubh: W I A 2 R PR TR A AR5 9 5, 224300

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

%75 (TeD: +86 515-65889011
A (Fax): +86 515-65889033
M3k (Web Site): Hitp://www.joyanglab.com/




