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5180130 1 Cyclosporin A microemulsion 25 mg capsule
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1. Bagn Cyclosporin A microemulsion 25 mg capsule

2. amantanaly
2.1 3wy wWusude soft capsule FnsUsULIzNU
22 gwmsznoy  Usznauds@asn Cyclosporin 25 mg lu 1 1l
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3. amaANUaNIIINARA

3.1 Finish product speciﬁcation“)’(z’

1. YSunashenady’ 95.0 - 105.0% of the L.A. of Cyclosporin
2. Identiﬁcation1 mwmumuﬁ's:qlu Finished product specification
3. Dissolution' mwvhumw'ﬁ'i:q‘lu Finished product specification
4. Content uniformity1 mwmu@n&lﬁiquu Finished product specification
5. Droplet size2 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 individually - NMT 0.5%
3.2 Drug substance specification : Cyclosporin AR

amaNanwmala USP 35 BP 2013
1. dSanuenndn 98.5 - 101.5% of Cyclosporin A 97.0 - 102.0% (dried substance)
(on the dried basis)

2. Identification ATIAHB NIV
3. Appearance of solution - AT
4. Specific optical rotation - - 193° to -185° (dried substance)
5. Loss on drying NMT 2.0% NMT 2.0%
6. Heavy metals NMT 0.002 % NMT 20 ppm.
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3.2 Drug substance specification : Cyclosporin AR (Gia)

qmauu“amomnﬁa usP 35 BP 2013

7. Related compounds - Any individual impurity : NMT 0.7% - Any impurity : for each impurity, NMT
- Sum of all such impurities : NMT 1.5% | 0.7%
- Total : NMT 1.5%

8. Bacterial endotoxins - NMT 0.84 1U/mg
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5781131 2 Iron Sucrose Injection 100 mg/5mL

A1z NEIINIA quaswmﬁ

1. Bazn Iron Sucrose Injection 100 mg/5mL

2. amasnianaly

2.1 guuy \uendatsaanide S9.du Complex Ua4 Ferric hydroxide U sucrose &nsuiia

2.2 &umdsznay Usznaueae elemental iron 100 mg / 5 mL 84 Iron sucrose injection

2.3 MTULUIT Uii‘-pﬂ%ﬂ’l‘ﬁ%:ﬂii?UﬁaﬂmiﬂLLﬁﬁﬂﬁﬂﬂﬁﬁﬂL%a Type I *

24 28M - s:q‘z’iam ST UAILNEALETATINLTI IUNES 'j"uﬁvumq Wwfine uazaansdion
d3uen Vedntauuuussyind

- UUWMTUSUTT mamoﬁaU@Taas:q%amm’%a%amomsﬁw FIUUTTNOVUAZIWIANINUTI

PRI NAUIHER fuﬁvumq Taan

25 a19linsiia Sodium Hydroxide iRadsudn pH Lo

2.6 lidnsi@uans Antimicrobial agent, Chelating agent, Dextran, Gluconate ﬁamsﬁw’f

3. ANENIANINAKA

3.1 Finish product specification'™*
AmFNIGNIINAKA USP 35 BP 2013
1. Snaaendam 95.0 - 105.0% of the L.A. of iron 1.90 - 2.10% W/V of iron
260 - 340 mg/mi of sucrose 27.0 - 33.0% WI/V of sucrose
2. Identification AU AU
3. Specific gravity 1.135 - 1.165 -
4. Bacterial endotoxins NMT 3.7 USP EU/mg of Iron NMT 0.50 1U/mg of iron
5. pH 10.5-11.1 105-11.0
6. Osmolarity 1150 - 1350 mOsmol/L 1150 - 1350 mOsmol/L

7.Absence of low-molecular weight ATIWU -

Fe(ll) and Fe(lll) complexes

8. Turbidity 44-53 -
9. Limit of iron NMT 0.4%(W/V) -
10. Content of chloride 0.012% - 0.025% ATITNU
11. Arsenic - ATITNIU
12. Copper - ATIHIU
13. Lead - AU
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(1),(2)

3.1 Finish product specification (a19)
AmANTANIINAKA USP 35 BP 2013
14. Particulate matter AT ATIHU
- aumAIwIa 2 10 pm Lilfiu 6,000
ﬂ%ﬂﬂﬂ
- auMALWIA 2 25 pm Lailfiv 600
ﬂ%ﬂﬂﬂ
15. Sterility AT AT
16. Extractable volume a7 AN
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3.2 wamsaTdiareigmnwianfuvesdaeddty (Certification of analysis of Drug substance) Al
mswﬁmm;’uﬁﬁmﬂuéﬁamwﬁm a9 AREUAEHAa IR AL
3.3 WnaIsnangudutuenuduiutsznisiummiavasiagausesdasndany (Drug substance)
T8 3.2 nUuNINAavasndanmisn@iiagy (Finished product) 78 3.1
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s78n15N 3 Methylprednisolone sodium succinate for injection 1 gm

muﬂsznmﬁ'mi’mquaﬂ'zsﬁ'\ﬁ

1. Boan Methylprednisolone sodium succinate for injection 1 gm

2. amaaiianahyl
21w Dumsgnannigaiiu dmsuda
22 #udsenay Usznaudlu@azi Methylprednisolone sodium succinate ﬁaugaﬁ’u Methylprednisolone 1 gm
T 1 vial
2.3 MTULVINY mm‘lum’ﬁmmmmmmmmﬂmﬂmnma Jagiin
2.4 287N - i‘”msam fIULITNAUMENEATILAZANINLTI TUHER 'auaua'm ufinee uszstarnsdon
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3. ﬂmaﬂﬂﬁﬂ’ldlﬂﬂ%ﬂ

NANNTATIVIAITE %ﬂmmWLﬁu‘lﬂmu Finished product specification Waz Drug substance specmcatlon ‘Yl
draBsnninardnTuatudnte SeldranziioudedinauanenITuMIaMITUAT BN NIENTWRIBITUEY it
nsrduRlTenssedanduatiuiiisuriimsalnind nydtlifsuvinudiduldamdszmansznsansugy
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3.1 Finish product specification“’

amanlanamaia ‘ USP 35

1. USinmdasndany 90.0 - 110.0% of the L.A. of Methylprednisolone
2. Constituted solution AT
3. Identification ATIU
4. Bacterial endotoxins NMT 0.17 USP Endotoxin U/mg of Methylprednisolone
5. pH 7.0-80
6. Loss on drying NMT 2.0% of its weight
7. Particulate matter AT

- a¥MIATWIA 2 10 pm aiiAin 6,000 A

- AYMATUIA 2 25 pm aiifin 600 auna
8. Free methylprednisolone NMT 6.6% of the L.A. of Methylprednisolone
9. Sterility ATIT
10. Uniformity of Dosage Units ATIWU
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3.2 Drug substance specification

3.2.1 n36b1% Methylprednisolone sodium succinate”

amamianisinaia USP 35
1. Y3unmaendegy 97.0 - 103.0% of Methylprednisolone sodium succinate (on the dried basis)
. Identification AT

. Specific rotation

+96° to +104°

. Loss on drying

NMT 3.0%

A jW|N

. Sodium content

4.49% - 4.77% (on the dried basis)

3.2.2 n@1% Methylprednisolone hemisuccinate'”

qmauu“émamﬁﬁﬂ

USP 35

1. PBanmearndnty

97.0 - 103.0% of Methylprednisolone hemisuccinate (on the dried basis)

. Chromatographic impurity

2. Identification 7

3. Specific rotation +87° to +95°
4. Loss on drying NMT 1.0%

5. Residue on ignition NMT 0.2%

5

- Any individual impurity : NMT 1.0%
- Total impurities : NMT 2.0%
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1.1 'Lummymimummuummm (8.2 8.3 N4 LRILGNTI)

1.1.1 lunvaimdueindatudszinelng vuneds ne.2
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1. Bam Erythropoietin alpha 5,000 IU injection or for injection
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3.1 Finish product specification("

amAnianInaha BP 2013

1. ldentification ATITNU

2. Biological assay

' . o
LRAIHAINIIATIVO 87\11@6 HNAUY

- Potency in polycythemic mice (in vivo) 80 - 125%
- Potency in normocythemic mice (in vivo) 80 - 125%
- Immunoassay (in vitro) 1% ELISA %38 ATIINW

EIA (Enzyme linked immunosorbent assay),

RIA (Radioimmunoassay)

3. pH 66-74

4. Dimers and related substances of higher NMT 2.0%

molecular weight (“ﬁa Aggregate protein)

5. Bacterial endotoxins NMT 20 1U/10,000 1U of erythropoietin

UsemuamenIsuns
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m’hﬁwﬂumsﬁmnﬁaso/zsss



31 Finish product specification” (f®)
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BP 2013

6. Sterility

ATV

7. Particulate matter
- OBMATWIA 2 10 pm aiifis 6,000 oun9
- aUMATIIA 2 25 pm Tailfiv 600 ayne

AT

8. Water content (n3h3UuUILNIET)

NMT 4.0% wiw

9. Extractable volume (Volume in container)

(nydigtuiuumIReaD)

ek gint

3.2 Drug substance specification : Erythropoietin concentrated solution”

auanianinakae

BP 2013

1. ldentification

MK

2. Biological assay

' ' A
wEAINaNIIATIIaES laasnanii
- in polycythemic mice (in vivo)

- in normocythemic mice (in vivo)

Not less than 100,000 IU/mg protein
Not less than 100,000 1U/mg protein

3. Protein content

80 - 120% of the stated concentration

4. Dimers and related substances of higher molecule

mass (V\%i’] Aggregate protein)

NMT 2%

5. Sialic acids

minimum 10 mol of sialic acids/mol of erythropoietin

6. Impurity
- Host cell-derived protein ATIINIW
- Host cell and vector-derived DNA ATV
7. Amino acid sequence analysis ATIIN
8. Peptide mapping AT

9. Bacterial endotoxins

NMT 20 1U/100,000 IU of erythropoietin
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