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(Certificate of Analysis For Ciclosporin EP)

RiE (FFREEP)AMIFEDY (QA-SMP-J026) R kit &
Established in accordance with <<Specifications of Ciclosporin EP >(QA-SMP-J026)

*H I 2R

EFE S S (Record No.): QC-R-A134-06

1369k 45 B85 (Analysis Report No.): JYDXIE210007

- ) . i#45 B 4 (Analysis Scope) : 24

v Product N > S 3

2.4 (Product Name) : ¥R 3&% (Ciclosporin) (Total Analysis)
5 (Batch No.) : 210301DXI # 7 (Source): 107 £ 1

#cF(Quantity) : 61.89Kg

i#45 H & (Anal.Date) : 2021 504 A 11 8

A (Packaging Specification) : 10kg/ "

#-4 B 3 (Report.Date) : 2021410 A 20 H

A 7% B # (Mfg. Date): 2021 %03 A 01 B

A 2 H ¥ (Exp.Date) : 2024 $ 02 A 28 ©

S A (Storage conditions): i, HF#4R% (Preservein tight, light-resistant containers)

LT H (Item) A AEHLSE (Specifications) HrIf- &5 R (Results)
S AEREGEHR B EHR
{Appearance) (White or almost white powder) ( White powder )

Lrsh R (KBr EA &) R | ZINEEBr ERE): X
WAL sh B B B st | et Lo SRR b xE

£51(1) ey B —& R84 B A —
(Identification)(1) (IR(XBr Disc): The IR spectrum of | (IR(KBr Disc):The IR spectrum
the substance is concordant with | ©f the substance is c?ncordant

the reference spectrum) with the reference spectrum)
RAREE: BRLERDL | Gk BRAGERRL
RGN B SRR | RG AL LRSS
ARG BT — 2 BRRYRE—E
502 (HPLC: the principal peak in the | (HPLC: the principal peak in the
et ga) Y chromatogram obtained with the | chromatogram obtained with the
Quientificaton) D test solution is similar in retention | test solution is similar in retention
time to the principal peak in the time to the principal peak in the
chromatogram obtained with chromatogram obtained with
reference solution) reference solution)
B, AMIURESTIARF | e 2 2 o
| ¥ 5ERLE T TRAK &ﬁ’&f§§5?ﬁﬁw
BEREFREHBE &R E R

(Appearance of solution)

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

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

FoAk B (BeAA ) o
(Specific optical rotation) -185° ~-193° -189°
(dried substance) : .
E 2 A Heavy metals) <0.0020% <0.0020%
FHEE F (Loss on drying) <2.0% 0.2%
= (EAAKAT) 98.5% ~ 101.5% 98.9%

(Assay(dried substance))
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(Certificate of Analysis For Ciclosporin EP)

AR ORRIEEPFGARHE) (QA-SMP-1026)1 % Mt 251 gk 23
stablished in accordance with<<Specifications of Ciclosporin BP > (QA-SMP-J026)
BFM F (Record No.): QC-R-A134-06 1830k 25 205 (Analysis Report No.):  JYDXIE210007
#.% (Product Name) : 37584 (Ciclosporin) A B &9 (Analysis Scopre? P A ,

(Total Analysis)
-5 (Batch No.) : 210301DXI F R (Source) : 107 % 1]
#F(Quantity) : 61.89Kg %A% B 4 (AnalDate) : 2021 5 04 J] 11 A

WA (Packaging Specification) : 10kg/%F 4 B 4 (Report.Date) : 2021 4 10 A 20 H
& 7 B8 (Mfg. Date) : 2021 503 /| 01 H A 3% H 0 (Exp.Date) : 2024 402 fi 28 B
Je B At (Storage conditions): i, #F24RA(Preserve in tight, light-resistant containers)

AL B (Item) ?fﬁfyfi%ﬂa}t(Speciﬁcaﬁons) g bR 7 %-(Resuﬁ's)
#K B. EXA )
< 0 0 o
(Sum of impurities B and E) =0.5% 1K2%
Ju
*R G <0.4% 0.1%
A % (impurity G)
wg | TRESCEAR
(Related (Any other specified <0.3% 0.3%
impurity )
substance) i&*ﬁ’%lﬁ i
. 0 : -:-‘! L]
(z'&ny un.speclfied <0.1% (ot detsoted)
impurity )
’é\%‘é}ﬁ : <1.5% 0.7%
(Total impurities)
A SETEEA R ) A
2 (Acetone) SL00Srpm. (Not detected )
(Residual B AR G T
solvents) (Petroleum ether) SIOOppm kg
e (R QRAPARAY | B (F 5 QAIMLARA)
A S A (Conforms to <Specification for ( Conforms to <Specification for
(Packaging appearance) Packaging Appearance of Final Pacliaging Appearance of Final
Product>) Product> )

%(Conclusmn) 448~ EP10.5 #LE (Comply with £P10.5)
i (Note): /
B B W0, (000 FHA T To 202 (030 Al F 2 4E: LG, (o2

(Drafted by) (Reviewed by) (QC managel}

A duk: o 855 8RS 1 42T AR ARG 9 5, 224300
Manufacturing Site: No.9 Haidu North Road, Sheyang Economic Development Zone, Yancheng,
Jiangsu, 224300 CHINA

Wi (Tel): 86-515-88319898
A Je(Fax): 86-515-88319595
PR Hk(Web Site): Http:/www.joyanglab.com/




