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i’lﬂmiﬁ 1 Alteplase 50 mg powder for injection
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1. Bon Alteplase 50 mg powder for injection

2. amaaiianaly
2.1 guuy 1Wunsenguuuy lyophilize Unenida dnsuianasaiiaad
2.2 amilsznay Usznaualualsn Alteplase (Recombinant human tissue - type plasminogen activator) 50 mg
1w 1 vial
2.3 MIULUIN ussglum‘zmzmsfgmo".@ﬂ*s'mmm%a ussgﬁ‘mwfﬂaaﬁ'uum wiaumsazaedIMiuIaNen
2U1a 50 mL
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3.1 Finish product specification”

Test tem USP 35
1. Biological Potency 90.0 - 115.0% on the label in USP Alteplase units, the potency being 580,000
USP Alteplase units/mg of protein
2. Protein content 95.0 - 111.0% of the total protein state on the label
3. Identification AT
4. Constituted solution ATIIU
5. Single-chain alteplase content NLT 60%
6. Monomer content NLT 95.0%
7. pH ﬁi‘md'mmuﬁszq'lu Finished product specification
8. Water mwsimmuﬁiquu Finished product specification
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3.1 Finish product specification'” (fa)

Tost ltem ‘ . UsP3s i
8. Water M'J'-Jehumuﬁ's:q'lu Finished product specification
9. Bacterial endotoxins NMT 1 USP Endotoxin unit per mg
10. Sterility test AU
11. Uniformity of mass a7
12. Particulate matter A37U
- awa = 10 pm Liifiu 6,000/container
- 1u1@ > 25 um'lilfiu 600/container

3.2 Drug substance specification : AItepIase"’

Test Item usP 35 ‘
1. Biological Potency 90.0 - 115.0% on the label in USP Alteplase units, the potency being 580,000 USP
Alteplase units / mg of protein

2. Protein content ATITHU

3. Identification AT

4. Peptide mapping ATITU

5. Bacterial endotoxins NMT 1 USP endotoxin unit per mg of Alteplase

6. Single-chain content NLT 60%
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57w 2 Glycerin 10% injection, 500 mL

1. Basn Glycerin 10% injection, 500 mL

2. amasianaly
2.1 3luyy
2.2 gudsznay
2.3 MTUEUIN
2.4 28N

Wussazanodnannide ls WiF smsviadmeaniand

sznaua28a281 Glycerin 10% wiv USunas 500 mL 1w 1 win BNITUSVIIY
ussq‘lum'nu:mwLLr't"m?awmaanﬂﬁﬁmm%a
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3. amANUANIINARA

3.1 Finish product speciﬁcation“’

1. USuuarwidany 90.0 - 110.0% L.A. of Glycerin

2. ldentification test

AT IUAUNATZ Y Finished Product specification

- 2@ > 10 pm ailfin 25 aunia/mL
- %@ > 25 pm Wi 3 aunia/mL

3. pH Gliailmumummg’m Finished Product specification
4. Sterility ATINUAWNNATZ U Finished Product specification
5. Particulate matter m’sﬁ]mumummg’m Finished Product specification

6. Bacterial endotoxins AT UAWNIATZIN Finished Product specification
7. Volume in container ATIIMUANNIATF I Finished Product specification
3.2 Drug substance specification : Glycerin(z)’m
Test item ‘ usP3s BP 2013
1. USunmuanendany 99.0 - 101.0% of Glycerin (Calculated | 98.0 - 101.0% of Glycerin (anhydrous
on the anhydrous basis) substance)
2. Identification ATIHIU ATITNIU
3. Specific gravity Not less than 1.249 -
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(2),3)

3.2 Drug substance specification : Glycerin (m'a)

Test Item { usP: BP 2013

4, Residue on ignition/ NMT 0.01% NMT 0.01%

Sulfated ash

5. Water NMT 5.0% NMT 2.0%

6. Chloride NMT 10 ppm NMT 10 ppm

7. Sulfate NMT 20 ppm -

8. Heavy metals NMT 5 ppm NMT 5 ppm

9. Limit of chlorinated NMT 30 ppm of Ci -

compounds

10. Fatty acids and esters | @9290 ATIIHY

11. Diethylene glycol and | NMT 0.10% -

ethylene glycol

12. Related compounds - Individual impurities : NMT 0.1% - Impurity A : NMT 0.1%

- Total impurities : NMT 1.0% - Any other impurity : NMT 0.1%

- Total : NMT 0.5%

13. Refractive index - 1.470 - 1.475

14. Acidity or alkalinity - AU

15. Aldehydes - NMT 10 ppm

16. Halogenated - NMT 35 ppm

compounds
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i‘mmsﬁ 3 Beraprost sodium 20 mcg tablet

1. Bagn Beraprost sodium 20 mcg tablet

2. amaanianaly

2.1 3uuuy Wuenida S wsuiudsemu

2.2 #awtlsznay Usznaudlu@aen Beraprost sodium 20 meg 11 1 1@
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3.1 Finish product specification o

Test item ‘ “-Japanese Pharmacopoeia 16 edition i

1. Uanmudaensang 95.0 - 105.0% of the L.A. of Beraprost sodium

2. Identification ATV
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3. Uniformity of dosage units

ATIINU

4. Dissolution

dasuaasmiazaelaitosnds 85% aelu 30 WA

3.2 Drug substance specification : Beraprost sodium "

)

Test item

Japanese Pharmacopeia 16 edition

1. Yanmenendregy

98.5 - 101.0% of Beraprost sodium

2. Identification AT
3. Related substances AT
4. Loss on drying NMT 3.0% (0.5 g, 60°, 5 hours)
5. Isomer ratio AU
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i’lzlmi‘ﬁ 4 Leflunomide 20 mg tablet

a1l A IRNINLAANIENTIAISITME LBALINIIFUNINN 10

r 6 SA. 2559

1.8887  Leflunomide 20 mg tablet

2. amanianaly

2.1 quuuy WDusidawnfauiay (Film coated tablet) S1WMTUTUUIEMU

2.2 gwmdsznay  dsznaudiudaen Leflunomide 20 mg 1w 1 1dia
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3.1 Finish product specification‘"

Test Item

USP 35

1. Pumdrendng

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

2. |dentification

AT

3. Dissolution

uian 30 wd

-~
wio

Tuian 30 wif

Test 1 : ugAIN13aca1s e 809%(Q) of the L.A. of Leflunomide

Test 2 : ugaInsazanelittaenin 75%(Q) of the L.A. of Leflunomide

4, Related substances

- Individual impurities : NMT 0.2%
- Total impurities : NMT 4.0%

- Leflunomide related compound A : NMT 0.1%
- Leflunomide related compound B : NMT 3.5%
- Leflunomide related compound C : NMT 0.2%

5. Uniformity of dosage units ATIVHI
(Content uniformity)
(aa"f}a) ............ CW W ..... PW ............. UsemuamensIunig
WNFINTTHUNT Taunus) {ﬁ
(ao"f}a) ......................................... nsIUNIT R 1) N nITNNT
(WeRrg waadIReur) Wirlh yasm)
(ao%a) ................... e nITUNT (m%a) ................. DMS" ..................... nIIUNI

(WENINET  Nfyaniat)
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3.2 Drug substance specification : Leflunomide “

Test item

USP 35 !

1. YTnudaenddry

98.0 - 102.0% of Leflunomide (Calculated on the dried basis)

2. Identification NI

3. Melting range 164° to 168°

4. Loss on drying NMT 0.5%

5. Residue on ignition NMT 0.1%

6. Heavy metals NMT 20 ppm

7. Limit of leflunomide related compound A | NMT 0.02%

8. Chromatographic purity - 5-Methylisoxazole-carboxylic acid : NMT 0.1%

- Leflunomide related compound B : NMT 0.3%

- N{(2-Trifluoromethylphenyl)-5- methylisoxazole-4-carboxomide : NMT 0.1%

- 2-Cyano-acetic acid-(4'-trifluoromethyl}-anilide : NMT 0.1%

- Leflunomide related compound C : NMT 0.1%

- Any other individual impurity : NMT 0.1%

- Total impurities (excluding leflunomide related compound B and C) : NMT 0.2%
- Total impurities : NMT 0.4%
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3181130 ¢ Moxifloxacin 0.5%opthalmic solution eye drop

mmh:mﬁfﬁ']ﬁno'mﬂé’ﬁm:m'zammsmqﬂ WAYINIFUNINT 10

-6 SR, 258

1. ﬁlggg Moxifloxacin 0.5%opthalmic solution eye drop
2. ansasianaly
2.1 3uuy Dussazapunennde dwiulswaanen
2.2 saudsenay Usznaudedaen Moxifloxacin hydrochloride ‘ﬁ'augaﬁ'u Moxifloxacin 5 mg U3u1a5 5 mL
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Namsmw"‘amﬁzﬁ‘ﬂmmmﬂu‘lﬂmu Finished product specification L&z Drug substance specification 7
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3.1 Finish product specification

Testitem ‘ .l USP 35

1. ﬂ%mmﬁamﬁﬁzy 90.0 - 110.0% of the LA, of Moxifloxacin

2. Identification ATIINIU

3. Sterility ATITHH

4. pH 6.3-7.3

5. Osmolality 260 - 320 mOsmol / kg

6. Volume in container AT

7. Related compounds Test 2 Late-eluting related compounds (relative retention time equal to more
than 1.8)
- 8-Hydroxy: NMT 0.2%
- Specified unknown impurity#3: NMT 0.2%
- Specified impurity#4 : NMT 0.2%
- Other single impurities : NMT 0.1%
- Total impurities (sum from both Test 7 and Test 2) : NMT 1.5%
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3.1 Finish product specification ' (¢ a)

TestItem : UsP.35

7. Related compounds Test 2 Late-eluting related compounds (relative retention time equal to more
than 1.8)

- 8-Hydroxy: NMT 0.2%

- Specified unknown impurity#3: NMT 0.2%

- Specified impurity#4 : NMT 0.2%

- Other single impurities : NMT 0.1%

- Total impurities (sum from both Test 1 and Test 2) : NMT 1.5%

3.2 Drug substance specification : Moxifloxacin Hydrochloride"’

Test item k ‘  usP35 ’
1. UTinmdasndary 98.0 - 102.0% of Moxifloxacin Hydrochloride (Calculated on the anhydrous basis)
2. Identification ATIININ
3. Specific rotation -125° £19-138° at 20°
4. Microbial enumeration tests and - The total aerobic microbial count : NMT 1000 cfu / g
Tests for specified microorganisms - The total combined molds and yeasts : NMT 100 cfu / g
5. pH 39-46
6. Water NMT 4.5%
7. Residue on ignition NMT 0.1%
8. Sulfate AT
9. Related compounds - Moxifloxacin related compound A : NMT 0.1%
- 6,8-Dimethoxy : NMT 0.1%
- 8-Ethoxy : NMT 0.1%
- 6-Methoxy-8-fluoro : NMT 0.1%
- 8-Hydroxy : NMT 0.1%
- Other individual impurity : NMT 0.1%
- Total impurities : NMT 0.5%
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318173 b Mycophenolate Mofetil 250 mg Capsule
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1. Bagn Mycophenolate Mofetil 250 mg Capsule

2. ansgaianala

2.1 31wy Duendauaga smiviudsznm

2.2 émszney dsznaudiudaen Mycophenolate Mofetil 250 mg
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wamsm‘aﬁmﬂ:ﬁqmmwL‘ﬂu"lﬂmu Finished product specification W8z Drug substance
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3.1 Finish product sgeciﬁcation"’

Test Item . USP 35
1. PSnmaasdary 90.0 - 110.0% L.A. of Mycophenolate Mofetil
2. Identification AT
3. Dissolution dasszanelaiasndt 80% vesSainamduds lwaa 20 wifl
4. -Uniformity of dosage unit ATIINI
5. Impurities Limit of Degradation Products

- Mycophenolic acid : NMT 1.0%

- Mycophenolate N-oxide analog : NMT 0.2%
- Any single unspéciﬁed impurity : NMT 0.1%
- Total degradation products : NMT 1.5%
Limit of Z-Mycophenolate Mofetil : NMT 0.10%
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3.2 Drug substance specification : Mycophenolate Mofetil "

Test item USP 35
1. YSnmaasdary 98.0 - 102.0 % L.A. of Mycophenolate Mofetil (Calculated on dried basis)
2. |dentification ATITH W
3. Heavy metals NMT 20 ppm
4. Loss on drying NMT 0.5 %
5. Residue on ignition NMT 0.1%
Testitem . ; ’ USP 35
6. Related Substances - Mycophenolic acid : NMT 0.50%

- Mycophenolate mofetil related compound A : NMT 0.10%
- Mycophenolate mofetil related compound B : NMT 0.10%
- N-Oxide analog : NMT 0.10%

- 1-Morpholinoethoxy analog : NMT 0.10%

- O-Methyl analog : NMT 0.10%

- Methyl mycophenolate : NMT 0.10

- Any single unspecified impurity : NMT 0.10%

- Total impurities : NMT 0.70%
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‘i'mmi?; ¢ Risedronate sodium 35 mg tablet
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1.Bag1  Risedronate sodium 35 mg tablet

2. amantianaly

2.1 31wy WusudendauRsa (Film-coated tablet) #19sUTULTENM

22 &wdenay  Ysznaudipaaen Risedronate sodium 35 mg lu 1 1
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3.1 Finish product speciﬁcationm

Test Item . USP 35
1. ﬂ%mmﬁaméwﬂ”ty 90.0 - 110.0% of the L.A. of Risedronate sodium
2. Identification AT
3. Dissolution uzeamsazanelsitiasnin 80%(Q) of the LA. of Risedronate sodium m#ls 30 At
4. Uniformity of dosage units ATIIH
(Content uniformity)

3.2 Drug substance specification : Risedronate sodium"”

Test Item ' , - e USP 35

1. Sy 960 - 102.0% of Risedronate sodium (Calculated on the

anhydrous basis)

2. Identification ATIINIU

3. Water (lawnzn3dhilugduuy hemi-pentahydrate) | NMT 11.9% - 13.9%

4. Loss on drying (saW12N38i monohydrate) 5.5% - 7.5%

5. Heavy metals NMT 20 ppm
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3.2 Drug substance specification : Risedronate sodium" (wia)

Test item UsSP:35

6. Related compounds 1. Any individual impurity : NMT 0.10%
2. Risedronate Related compound B : NMT 0.10%
3. Total impurities : NMT 0.50%
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i’lalmiﬁ < Erythropoietin beta 5,000 IU Injection Pre-filled syringe

1. Bagn Erythropoietin beta 5,000 IU Injection Pre-filled syringe
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3.1 Finish product speciﬁcation("

Test item British Pharmacopoeia 2013

. p e
1. ldentification Wj'}ﬁ)mu@hum:q‘lu Finish product specification

2. Biological assay

f . 4
u,ammmﬁm'mame‘l@amwm

- Potency in polycythemic mice (in vivo) 80 - 125%
- Potency in normocythemic mice (in vivo) 80 - 125%
- immunoassay (in vitro) 15w ELISA %38 EIA m’aﬁm’mﬂ’l&lﬁisﬂu Finish product specification

(Enzyme linked immunosorbent assay), RIA

(Radioimmunoassay)

3.pH @lﬁ%huﬂ’mﬁs:qiu Finish product specification
4. Bacterial endotoxins NMT 20 1U/10,000 U of erythropoietin
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3.1 Finish product specification'” (Gia)

, Test item , " | BritishPharmacopoeia 2043
5. Dimers and related substances of higher NMT 2%

molecular mass ( %38 Aggregate protein)

6. Sterility ATITHW

7. Particulate matter AIREIU
- auNAUUIA 2 10 pm 1x17in 6,000 BUWMAIMTUSLIIY

- BUNINYUIN 2 25 pm 13iiAin 600 BUMAINMTUSUTTY

8. Extractable volume / Volume in container ATV

)

3.2 Drug substance specification :

Erythropoietin Concentrated Solution"'

1. identification AT
2. Biological assay (Potency)
usaInamMIATIat Wl mils
- in polycythemic mice (in vivo) Not less than 100,000 1U / 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. Amino acid sequence analysis ATITNU
5. Peptide mapping AT
6. Sialic acids Not less than 10 mol of sialic acids / mole of erythropoietin
7. Bacterial endotoxins NMT 20 1U/100,000 IU of erythropoietin
8. Impurity

- host cell derived protein AT

- host cell and vector derived DNA ATIINIH
9. Dimers and related substances of higher NMT 2%
molecular mass (‘V\?a Aggregate protein)
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