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Certificate of Analysis For Ciclosporin EP

EIE (FFAZE (EP) RiEiRE) (QA-SMP-J026) HlIELICHR
Established in accordance with<< Specifications of Ciclosporin EP > (QA-SMP-J026)

FIW #2R

1237 % 2 S (Analysis Report No.): JYDXIE240001

12F 452 (Record No.): QC-R-A134-08
#24 (Product Name): FRF&F (Ciclosporin)

£ #5 B 49 (Analysis Scope): £ (Total Analysis)

265 (Batch No.): 240202DXI

3} B (Source): 107 %]

#-F (Quantity): 71.55kg

B4 B #(Sampling Date): 2024 502 A 09 B

#A&-(Packaging Specification): 20kg/4d

:}E_%— A #i(Report Date): 2024 £ 03 A 2-'!' H

% F B JIMFG. Date): 2024 502 A 06 B

# & 8 #Exp.Date): 2027 502 A 05 H

\\) le'-,ﬁ.%%'ﬁ"(Storage condition): 3G, T {RA (Preserve in tight, light-resistant containers)

DL E FRERE WEEER
Items Specifications Resnlts
e HEIXGERR ‘A eEHR
Appearance White or almost white powder ‘White powder
Zr3hi (KBr B R 3= ) AR5 | &o9hiE (KBr RERE ) 423K
Qs Rk B BXTRY | SHEIURREREAR
%5 (1)  BEE—& HEEE—
Identification(1) IR(KBr Disc):The IR spectrum | IR(KBr Disc):The IR spectrum
' of the substance is concordant of the substance is concordant
with the reference spectrum with the reference spectrum
ARG BRRSERNIE | G SRR 2
RENHESSREERDTF | REFNHASSBEER IS
_ RERNEA-R 4R R —3
%71 (2) HPLC: the principal peak in the | gpy,C: the principal peak in the
_D Tdentification(2) chromatogram obtained with the | chromatogram obtained with
test solution is similar in the test solution is similar in
retention time to the principal |  retention time to the principal
peak in the chromatogram peak in the chromatogram :
obtained with reference solution | obtained with reference solution
BE, FERTE S TIER | ar = Bgeofs 1
PO AR Vi é‘ﬁ‘ﬁ‘gs FHRELE )
EREFELRE E &3 | 3T

Appearance of solution

The solution is clear and not
more intensely colored than
reference solution Ys, BYsor Ry

The solution is clear and not | Y
more intensely colored than

Pk E (HE:A A )

reference solutionYs - 50
|
|

Specific optical rotation -185°~-193° -189° T
{dried substance)
2k <0.0020% <0.0020%
Heavy metals
THRAE <2.0% 0.5% _
Loss on drying :
=E (BAAkH) 98.5%~101.5% 99.9%

Assay(dried substance)
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FHE (EP) RBHRE %
Certificate of Analysis For Ciclosporin EP
i (HAFE (EP) FMAIFE) (QA-SMP-J026) HiZHidR
Established in accordance with-<<Specifications of Ciclosporin EP >(QA-SMP-1026)

#2m F2m

iCF2E 5 (Record No.): QC-R-A134-08 R I83R & 82 (Analysis Report No.): JYDXIE240001
&= (Product Name): 3RFE (Ciclosporin) %45 B % (Analysis Scope): 2% (Total Analysis)

Ft5 (Batch No.): 240202DXI kB (Source): 107 &

F(Quantity): 71.55kg IRAE B #(Sampling Date): 2024 502 A 09 B

#AE-(Packaging Specification): 20kg/#

R4 B H(Report Date): 2024 503 A 27 €

Z 7 B $A(VIFG. Date):

2024 5062 A 06 H

# 3% B $i(Exp.Date): 2027 %02 A 05 B

\Eﬁtﬁ%(&omge condition): B, ZF 3 RA (Preservein tight, light-resistant containers)

RERE FRIE BBER
Items Specifications Results
%% B. EX&
Sum of impurities <0.5% 0.3%
Band E
. E 0
= 5 2u
Related | e GReRR <03% 02%
sihstanes Any othfr impurity
EARIBIT . Aok
Any ubspedined =0.1% Not Detected
impurity
¥ Zu i
TR < o 7%
Total impurities 3% Dl
,3 RRAEE <1000ppm 34ppm
é%-?fl Acetone
Residual b %) =
solvents £ =EREE <100ppm 2ppm
Petroleum ether _
Fo (F & @EISRAFED A (R aRIPRIFRY
LRI, Conforms to <Specification for | Conforms to <Specification for
. f Ewackagmu appearance Packaging Appearance of Final | Packaging Appearance of Final
—f i ';‘. Product> Product>
i,_%zeg nctxusion): FF4- QA-SMP-J026-09 HLZE
T
z-ﬁ'ziﬂ‘iﬂte)’ /
REA R er 8.2 BHA 704950 AR F s 4 }-;a-e% G750
Drafted by Reviewed by QC manager ‘

£ FRd: FEIAERMTREFTL R ERLE 95, 224300
Manufacturing Site: No.9 Haidu North Road, Sheyang Economic Development Zone, Yancheng, Jiangsu,
224300 CHINA i
&, 35 (Tel): +86-515-88319898
B (Fax): +86-515-88319595
P 3k (Web Site): Http://www.joyanglab.com/



