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3. AMANTANMINAKA

3.1 Finish product specification

(H(2)

1. WSunmdamarany

m‘mmuﬁ’mﬁi:qlu Finished product specification

. ldentification

@li’:’almumuﬁith Finished product specification

asrarumufiszlu Finished product specification

2
3. Dissolution test
4

. Weight variation w30

Uniformity of weight (mass)

(ili’Jim"mGI'laJﬁ‘i:lqllu Finished product specification

5. Impurity / Related substance

ﬁﬂamu@nuﬁs:q'lu Finished product specification

3.2 Drug substance specification : Celecoxib

(]

1. nmaaeaty 98.0 - 102.0% of the L.A of Celecoxib (anhydrous substance)
2. Identification ATIHU
3. Related substances By liquid chromatography

- Impurity A : NMT 0.4%

- Total : NMT 0.5%

- Unspecified impurities, for each impurity : NMT 0.10%

4. Heavy metals NMT 20 ppm
5. Water NMT 0.5%
6. Sulfated ash NMT 0.2%
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1 = General requirement V9ILNFTRITUFINTY Finished product EﬂLL‘lJUfJ'lLﬁG]

2 = The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (R2) ;
Current step4 version, 2006.

3 = British Pharmacopoeia 2013

4 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:gjﬁa
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i'mmsﬁ 2 Etoricoxib 90 mg tablet
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1. 3o Etoricoxib 90 mg tablet

2. ansansianaly
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22 fawlsznay  Uszneaudlu@lsn Etoricoxib 90 mg 1 1 1ila

23 myusussy  uvsuesegiiiflvuwandnie blister pack vastuanuduled
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3. AmAANIANIINAKA

3.1 Finish product specification”"”
1. Ysumerendng mﬂmhumuﬁsquu Finished product specification
2. Identification m’Jﬁwhumuﬁiquu Finished product specification
3. Dissolution eliiilciﬁumwﬁiquu Finished product specification
4. Weight variation %38 ATV
Uniformity of weight (mass)
5. Impurity / Related substances m’z’-aﬁhumuﬁizq‘lu Finished product specification
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A . Sl
31801571 3 Parecoxib 40 mg for injection
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1. Baen Parecoxib 40 mg for injection

2. amdaniana

2.1 pluuy Hunprnaannits dnsuia

22 dmdsznou  1Usznaudls Parecoxib 40 mg 1w 1 Vial
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3. AMANVANINARA

3.1 Finish product specification”
1. UTnaudredegy mﬂamumuﬁs:qlu Finished product specification
2. Identification test msmmumuw“xq‘lu Finished product specification
3. pH mwmumuﬁszq'lu Finished product specification
4. Sterility test msaamumuﬁi:qlu Finished product specification
5. Bacterial endotoxins m’mw"mm&lﬁixl‘llu Finished product specification
6. Particulate matter @17151“1%6\111‘7{5:1.‘]1% Finished product specification
- 99 > 10 pm 'Laiifin 6,000/container
- 4U@ = 25 pm lailAin 600/container
7. Uniformity of dosage units ms’mmumuﬁ'imlu Finished product specification
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1. 88 Pregabalin 25 mg capsule
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3. e INARA

3.1 Finish product specification

(1(2)

1. Buushendey

@mamumuﬁinﬂu Finished product specification

2. Identification

m'aiwhuﬂ’mﬁﬁtqlu Finished product specification

3. Dissolution

ﬂi’:ﬁ]mumuﬁﬁ:ﬂu Finished product specification

4. Weight variation %38

Uniformity of weight (mass)

b o LAl umuﬁs:a.ﬂu Finished product specification

5. impurity / Related substance

ﬂﬁﬂ&i'luﬁl'mﬁi:qlu Finished product specification

3.2 Drug substance specification : Pregabalin @

ARINTANIINAKA

USP 41

1, YSanudnddny

98.0 - 102.0% of the L.A of Pregabalin, calculated on the dried basis

2. Identification ATIVHI®
3. Residue on ignition NMT 0.1%
4. Chioride and sulfate NMT 0.1%

5. Organic impurities

- Mandelic acid : NMT 0.10%

- Isobutyiglutaric acid : NMT 0.15%

- Isobutyl-glutarmonoamide: NMT 0.15%

- Pregabalin related compound C : NMT 0.15%
- Any unspecified impurity : NMT 0.10%

- Total impurities : NMT 0.8%

6. Enantiomeric purity

NMT 0.15%

7. Loss on drying

NMT 0.5%
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