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18N 1 Cyclosporin A Microemulsion 25 mg Capsule
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o Cyclosporin A Microemulsion 25 mg Capsule
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1. \ugudla soft capsule ThaTULIEMY
2. 14 1 e Usznauaauaaen Cyclosporin 25 mg
3. mm’luumaaumuuwaua %38 blister pack ﬂamuumua*mmw’l@
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115wy’ 95.0-105.0% of the L.A. of Cyclosporin
2.Identiﬁcation1 mﬁmumuﬁiquu Finished product specification
:S.Dissolution2 NLT 75%(Q) of the L.A. of Cyclosporin 1w 60 Wi
4 Content uniformity1 m’:im"mmuﬁiquu Finished product specification
5.Droplet size’ Less than 50 nm

6.Degradation product2

6.1 Cyclosporin H - NMT 0.3%

6.2 Iso-cyclosporin A - NMT 0.7%

6.3 Iso-Cyclosporin H , - NMT 0.2%

6.4 Other degradation product - NMT 0.5%
individually
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1.2 11Jm’ua'uumwuum ne. 1 YaItMARETIN wsa&mUa”Latmmman”ﬁﬂ'mﬂuﬂmn'lwmaa
Namﬁm‘wm&lﬂ‘nuﬂ‘mﬂuvh (finished product specification) nmmam 'M’Nn'l‘ilﬂatlultﬂaouﬁhlwmml
a“elaouuuLanm‘miamlmmwmumﬂaurﬂmmwsﬂu finished product specification
2, ‘Zun‘:mnywaﬁ‘lmlszmﬂ'lnﬂ Nwasmawtﬂl,mmwmwuoaa‘msaammmumwamr.rmwnamnm‘n
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‘lunsmmﬁumu%mmnm\rdi snd NNamaoumm’lmwmwmaasmaammmumwammmu
‘né’nmm‘n"iﬁmmmumwamuwimJi:mﬁgwam #58 Certificate of pharmaceutical products

3. mﬁtauam“aon.ﬁumﬁn?ﬁ'mﬁuﬁwﬁmﬁaﬁuwwﬁ'mmﬂ (UHAIBNETTILTRY)
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4.1 NamwmmLﬂi’l“ﬁﬂmmwwamnm‘mamwm {Certification of analysis) 'lumi‘w(laol.ﬂumama
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ua:msamaudwam@lqﬂu uaz tﬁu‘mtﬂmnummmmmao (uamlanmﬁuﬂo) Tﬂﬂlmmﬁmmnﬂu

v o 334
FRILAAINIINIIIAIN

1. JFnmaredngy 98.5-101.5% of Cyclosporin A 98.5-102.0% (dried substance)
(Calculated on the dried basis)
2.Identification ATITNIN AT
3.Specific optical rotation - - 185 to -193 (dried substance)
4.Loss on drying NMT 2.0% NMT 2.0%
5.Heavy metals NMT 0.002 % NMT 20 ppm.
6.Related compounds -Any individual impurity -Any impurity : for each impurity,
: NMT 0.7% NMT 0.7%
-Sum of all such impurities -Total : NMT 1.5%
: NMT 1.5% -Disregard limit : NMT 0.05%
7.Bacterial endotoxins - NMT 0.84 1U/mg
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MANBING : 819899
1 = General requirement VBILAFTAISU §W3L Finished product gﬂunu Tablet,Capsule
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5780197 2 Iron Sucrose Injection 100 mg/5mL
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Hom Iron Sucrose Injection 100 mg/5mL
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Wusnfednaannise sain Complex 983 Ferric hydroxide NU sucrose

1w 5 mL 2843 iron sucrose injection 1/sznaudae elemental iron 100 mg/ 5 ml
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5. g13iin9ifa Sodium Hydroxide taysusin pH 'le"

Vel a A 1
6. lain1s.@uans Antimicrobial agent,Chelating agent,Dextran,Gluconate D) ’138% 9
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1. Snusednmy

95.0-105.0% of the L.A. of iron

~ BP2010
1.90-2.10% W/V of iron
27.0-33.0% W/V of sucrose

2. Identification

AT

ATIINB

3. Specific gravity

1.135 - 1.165 71 20°

4, Bacterial endotoxins

NMT 3.7 USP Endotoxin U/mg of

NMT 0.50 IU/mg of iron

iron
5. pH 105-11.1 1 20° 105-11.0
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6.0Osmolarity 1150-1350 mOsmol/L 11560-1350 mOsmol/L

7.Absence of low-molecular weight | @52361% -
Fe(ll) and Fe(llt) complexes
8.Turbidity 44-53 -

9.Particulate matter ATIIHU ATIVY
- BRMATWIA 2 10 pm "aiifin 6,000
auMIA
- BUMATWIA 2 26 pm LA 600

a'b}ﬂ”lﬂ

10.Limit of iron NMT 0.4%(W/V) -

11.Content of chloride 0.012%-0.025% AN

12.Assay for Sucrose 260 mg-340 mg of sucrose/mL ATITHU

13.Assay for Iron ATIHIN AU

14 Sterility MIIINIUAY General requirement 189 ATIWIUAN General requirement 199
(NFTETUEMIL Finished product indadFusnsL Finished product
31JI.I.1J1J Injections ;iﬂl.mu Parenteral preparations

15.Arsenic - AT

16.Copper - AT

17 Lead - AT
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