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19NN 1 Denosumab 60 mg/ml pre-filled syringe injection
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1. o Denosumab 60 mg/ml pre-filled syringe injection

2. anansianaly
2.1 gluuy Dumsseaatnainida dmiudadalddm
22 d@wdezney dsznaudlndasn Denosumab 60 mg/1 mL U311a3 1 mL ¢ia syringe
2.3 MIUTUTN ussg‘luv\aamﬁsa;U']ﬁﬂﬂi’lﬂmm’ﬁaw{auﬁ@ (Prefilled syringe) dwmsulsasady
Lm:uss'«gn”mfﬁﬂaon"uuao'luu@ia: syringe
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3. AMANIANISINAKA

3.1 Finish product specification"”

1. Protein content m’ﬁwhumuﬁi:q‘lu Finished product specification
2. Potency Wli’aﬁlmum&l‘ﬁ;i:qlu Finished product specification
3. Identification m'ailci’mmuﬁi:qlu Finished product specification
4. Particulate matter m’mmumuﬁ'squu Finished product specification

- 1W9 > 10 pm aiiAu 6,000/container
- U@ > 25 um it 600/container

5. Sterility ATIVHU

6. Bacterial endotoxins mi’éﬁm’mmuﬁizq‘lu Finished product specification
7. pH A773 qumuﬁlszq‘lu Finished product specification
8. Purity test mww’wumuﬁszq‘lu Finished product specification
9. Osmolality m’sw”mmuﬁsquu Finished product specification
10. Extractable volume ATIVHIB
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VNW3SaN finished product specification UaZ/MI8 Drug substance specification Tavvautlunewindszna
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2. 1BNFITTUTAINATTIMMNINAAL
24 nsdnmAalusznalng Hudadaafienmstisannaspumanfammamaninasiuasi5mafiaiu
MINANLN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwineau PIC/S participating authorities
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3.3 Lanmmsamnmuuuﬂumwauwuﬁvmwsumswamaamnﬂwaammmﬂm (Drug substance)
78 3.2 nusumswamamammmma’nsasﬂ (Finished product) %8 3.1
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5.5 uUNIiLuAIasIendaadluiLy Cold chain system ﬁ"l@fmmgwummé'nmm‘rf good storage practice
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‘swn'ﬁﬁ 2 Leflunomide 20 mg tablet
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1. Bagn Leflunomide 20 mg tablet

2. amaNUGY 11

2.1 3duny Dueudanfaufdy (Film coated tablet) #MILSUUsTNH

22 swwnay  Usznaudedien Leflunomide 20 mg lu 1 1iia

2.3 MTULUIT nssg’lum"nu:ﬂ@aﬁw uszusTIN e aInuues

2.4 88N - YT SudsznaumMendA Ut uLT Tunde AU 1nVANER uaziaY
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3. AENLANIIINARA

3.1 Finish product specification™

Test ltem

1. Fanmanday

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

2. Identification

ATIVHU

3. Dissolution

Test 1 : ugasmsazane lsiskasndn 80%(Q) of the LA. of
Leflunomide w181 30 w1l

ED)
Test 2 : ugasnsazans lidoandn 75%(Q) of the LA. of

Leflunomide 14781 30 Wi

4. Related substances

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

- Total impurities : NMT 4.0%

5. Uniformity of dosage units

(Content uniformity)

ATIVNU
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3.2 Drug substance specification : Leflunomide "

Test Item USSP 38 -

1. ﬁ?mmeﬁmﬁ’lﬁ’ty 98.0 - 102.0% of Leflunomide (calculated on the dried basis)
2. Identification ATIIHIU

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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2. 1BNFITUIDINIATZ IR THARE

24 nadifienudalusszanalng Hrindasdionmsiusaanaspumsniageamaninmsiuasisn sl
MINaae PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiananmn PIC/S participating authorities
w38 JlenasiusasunasgunisndnemunanInMLaz T N TR IR NN ER BN N WA ENTTINAT
DIMITUAZET NITNTWENTITOUFY %aﬁwum%ﬂmﬁmmaaﬂﬂﬁmLLa:ﬁ'mﬁwﬁ’Uﬂé'ﬂmm«ﬁLLazifmiﬁﬁlu
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2.2 nsdifiiueniugroinceysana Huandasdianasusesanasg A aeeamaninas Az
33n37idlun1snEaL GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lauwI89w PIC/S
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