AMANYUSIRNIZVDIY

Celecoxib 200 meg capsule

GPU 781712
1. Fo81 Celecoxib 200 mg capsule
2. AauauATalY
2.1 JUuuy Jugndadmduiulsznu
2.2 dhulsgney Usgnaume Celecoxib 200 .
2.3 MIULUTIY ussgluusednain Joafurutiu svy woiimandn uaz Yuvmaeigdaiou
2.4 aan VUNMTUEUTIEYTON 381815 druszneuinendfty BunLALAILLIIVEEN

wuinas Jundauayiununonglisgadaiau

2.5 9ngvasudweu dedlitaundt 1 U duainiudweu

3. AnaNUANINAla

Namimlﬁﬁm‘i’lxﬁﬂmmWLfJﬂUmm Finished product specification tag drug substance specification

N8nedeannndadisuatuiieaiu w3etlu In house specification lnadeslasunisaangiisunodiineu

Y '
v o w o a v

AMIZNIIUNNTOIMNTUALYT NIBNTHABISUGY 19 ndussuiildsrsdsieaduatuiifieuwivielndninunsgu
Wi suladSunils muUsENMANTENTINEISITNEY 1309 SEUAITIEN WA, 2561 833U 6 SuAN W.A.2561 (A
UseMalus1uianmuunuIun 12 nua1ius w.a.2562) way seussen @Uui 2) w.A.2562 asiuil 3 nsngiay

W.A.2562 (aaﬂigmﬁluiwﬁﬁmuwﬂwﬁuﬁ 26 NINNIAU W.A.2562)

3.1 Finished product specification:

v

UD Test Items Specifications

3.1.1 | Identification Meet the requirement

3.1.2 | Assay 95.0%-105.0%o0f the labeled amount

3.1.3 | Uniformity of dosage units* Meet the requirement

3.1.4 | Dissolution* Not less than 75%(Q) is dissolved in 45 minutes

3.1.5 | Impuirities
- Any unspecified impurity Not more than 0.2% w/w

- Total degradation product Not more than 1.0% w/w




3.2 Drug substance specification:

4o Test Items Specifications
3.2.1 | Identification (IR/HPLC) Meet the requirement
3.2.2 | Assay 98.0%-102.0% of the labeled amount
3.2.3 | Water Not more than 0.5%, using 400-mg sample
3.2.4 | Residue on ignition Not more than 0.2%

3.2.5 | Impurities

- Celecoxib related compound A Not more than 0.4%
- Celecoxib related compound B Not more than 0.1%
- Individual unspecified impurity Not more than 0.1%
- Total impurities Not more than 0.5%
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