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Cyclosporin A microemulsion 25 mg capsule
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1. a1 Cyclosporin A microemulsion 25 mg capsule
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3. amENIANISINALA

3.1 Finish product specification

(10.(2)

a o o o 2
1. YSnmaandny

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

2. Identification’

ﬂ‘s’gﬁ]mum&lﬁszlﬂu Finished product specification

- B
. Dissolution

mnmumuﬁﬁf:q‘lu Finished product specification

Gtﬂwhu@’mﬁ'a‘:q'lu Finished product specification

. Droplet size2

Less than 50 nm

3
4. Content uniformity1
5
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 AP
AMFNTANIINAKA USP 35 BP 2013
1. USnua @y 98.5 - 101.5% of Cyclosporin A 97.0 - 102.0% (dried substance)

(on the dried basis)

2. Identification

AIITHW ATIINW

3. Appearance of solution

- ATIINU

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 A° (dia)

quaaianmonaiia 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 IU/mg
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378015N 2 Iron Sucrose Injection 100 mg/5mL
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1. Goen Iron Sucrose Injection 100 mg/5mL

2. amanianaly
o & A4 B N o e o
2.1 uuuy WuendaUsainidie Feiilu Complex w84 Ferric hydroxide MU sucrose §wsUaa
2.2 sywlsznay dsznaudan elemental iron 100 mg / 5 mL w89 Iron sucrose injection
= o X 1
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2.5 8130 sL@N Sodium Hydroxide 1iNaUsuen pH 'la

26 Lifimadusns Antimicrobial agent, Chelating agent, Dextran, Gluconate #3ag&15a% t"]1

3. AuENITBN9INaka

3.1 Finish product specification"*”
AMANTANIINAKA USP 35 BP 2013
1. Psnmaasndeagy 95.0 - 105.0% of the L.A. of iron 1.90 - 2.10% W/V of iron
260 - 340 mg/ml of sucrose 27.0 - 33.0% WV of sucrose
2. Identification AT ATITEU
3. Specific gravity 1.135 - 1.165 -
4. Bacterial endotoxins NMT 3.7 USP EU/mg of Iron NMT 0.50 [U/mg of iron
5. pH 105-11.1 10.5-11.0
6. Osmolarity 1150 - 1350 mOsmol/L 1150 - 1350 mOsmol/L

7.Absence of low-molecular weight ATIVCU -

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% AT
11. Arsenic - ATIINIU
12. Copper - ATIU
13. Lead - ATITIU

UIeTIUA I NIINNNT
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3.1 Finish product specification™® (da)

anaNiGMImaka USP 35 BP 2013

14. Particulate matter AIIWU ATITHIH

- a%MAPWIA 2 10 pm Laitfin 6,000
oM

- BUMATWIA 2 25 pm laitAin 600

aume
15. Sterility AT ATITHIU
16. Extractable volume Al AN
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Methylprednisolone sodium succinate for injection 1 gm
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1. 3aen

2. amaniana ly

2.1 gllu;uu

Methylprednisolone sodium succinate for injection 1 gm

A’ a o o o
SITAN) p1UNeINTa Y7 AR IVARN

2.2 Hudsenay dezneaudaeaaen Methylprednisolone sodium succinate ﬁaugaﬁ'v Methylprednisolone 1 gm

T 1 vial
2.3 ﬂ’]'ﬂu:Uiiﬁg
2.4 a8n
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3.1 Finish product specification

AmdNIGNIINARA

USP 35

1. YSnaaasndiagy

90.0 - 110.0% of the L.A. of Methylprednisolone

2. Constituted solution

ATIINTU

3. Identification

ATIINY

4. Bacterial endotoxins

NMT 0.17 USP Endotoxin U/mg of Methylprednisolone

5. pH

7.0-8.0

6. Loss on drying

NMT 2.0% of its weight

7. Particulate matter
- 8%MATWIG 2 10 pm il 6,000 auma
- OYMATWIA 2 25 pm 'Litfin 600 auna

ATIU

8. Free methylprednisolone

NMT 6.6% of the L.A. of Methylprednisolone

9. Sterility

AT

10. Uniformity of Dosage Units

ATIMYU

A
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3.2 Drug substance specification

3.2.1 nsiilE Methylprednisolone sodium succinate'”

amaNtanInaka USP 35 ,
1. USnmdadagy 97.0 - 103.0% of Methyiprednisolone sodium succinate (on the driéd basis)
2. |dentification ATIVN
3. Specific rotation +96° to +104°
4. Loss on drying NMT 3.0%
5. Sodium content 4.49% - 4.77% (on the dried basis)

3.2.2 nsti 1% Methylprednisolone hemisuccinate'”

AMANTANIINATKA USP 35
1. ﬂ"%mmﬁama‘f']ﬂ@ 97.0 - 103.0% of Methylprednisclone hemisuccinate (on the dried basis)
2. ldentification AT
3. Specific rotation +87° to +95°
4. Loss on drying NMT 1.0%
5. Residue on ignition NMT 0.2%
5. Chromatographic impurity - Any individual impurity : NMT 1.0%

- Total impurities : NMT 2.0%

o o a 'Y w . a € wel a e W ea o
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T8N 4 Erythropoietin alpha 5,000 IU injection or for injection

muﬂszmﬁﬁ'mi’mquaswmﬁ

1. f?fs'aﬁ Erythropoietin alpha 5,000 IU injection or for injection
2. amasnianaly
2.1 guuy Wuelmannids dwsuaadileiowi uazmia AT MaaaRand
- nydiguuumsarae : ilumsazaels Liflivsa findessou
- NYOFULULHY ; Dusssndseannidedan wadazaswavinazans ldasacaela
2.2 @wudsznay  UsznauaiaaIsn recombinant human erythropoietin alpha 5,000 1U 1w 1 MTULUITY
23 MEULuIN ussa’l,um?mwussammﬂswﬂmm’na wianaanuITuwiania (pre-filled syringe)
2.4 aan - s“miam muﬂswnaummmﬂm (@a93zy7%ia erythropoietin 11w alpha) uazA1Wus
IHER 'Juaumq Wufinde waztaunzidoud e "hazm’mwuuumsqnmm
- uum?jmusiﬁ;mazmﬁauﬁawzq%amﬁa’?amomsﬁw FIUUTENOLLAZ U AN NS
289N I8VTAHER i'uéumq Tgaan

3. AmaANtGNImaka
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3.1 Finish product specification'”

AMANIANIINAKA BP 2013

1. Identification AT

2. Biological assay

' . o
URAIHAINMIANIIRD malmmwm

- Potency in polycythemic mice (in vivo) 80 - 125%
- Potency in normocythemic mice (in vivo) 80 - 125%
- Immunoassay (in vitro) T4 ELISA %38 ATITHIU

EIA (Enzyme linked immunosorbent assay),
RIA (Radicimmunoassay)
3. pH 66-74
4. Dimers and related substances of higher NMT 2.0%

molecular weight ('vﬁa Aggregate protein)

5. Bacterial endotoxins NMT 20 |U/10,000 IU of erythropoietin
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3.1 Finish product specification'” (di0)

AmaNianIInaia BP 2013

6. Sterility AT
7. Particulate matter AT

- 8YMALWIA 2 10 pm laifin 6,000 aymea
- aumAYwIA > 25 pm ailfiu 600 ayme

8. Water content (n3th3Luunn9en) NMT 4.0% wiw

9. Extractable volume (Volume in container) ATIWU

(nmdiguuuaniazane)

3.2 Drug substance specification : Erythropoietin concentrated solution'”

AmsNUaNIMARA BP 2013

1. Identification AT

2. Biological assay

' ' o
LLﬁ@x‘iNﬂﬂ’ﬁ@TJﬂﬂﬂﬁdl@ﬂEl’l\‘iﬂ%\i

- in polycythemic mice (in vivo) Not less than 100,000 iU/mg protein
- in normocythemic mice (in vivo) Not less than 100,000 IU/mg protein
3. Protein content 80 - 120% of the stated concentration
4. Dimers and related substances of higher molecule NMT 2%

mass (V\?a Aggregate protein)

5. Sialic acids minimum 10 mol of sialic acids/mol of erythropoietin
6. Impurity
- Host celi-derived protein AU
- Host cell and vector-derived DNA ATIINIW
7. Amino acid sequence analysis AT
8. Peptide mapping ATIHIH
9. Bacterial endotoxins NMT 20 jU/100,000 IU of erythropoietin

- - Y o« . - P po) o T wn o
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