qmé’nmumawqwmm PREGABALIN 50 MG. CAPSULE
1.8981 PREGABALIN 50 MG, CAPSULE
2. augudavialy
2.1 JUuuy Jugda
2.2 dwusznou  Usenauriesien PREGABALIN 50 MG.
23 Mwurussy  uTIqlunselnaiv
2.4 2870 - syyToen dulseneudiendifguazauuss Junde Fudueny taviinan
wazawnzdousisueliagnsdaauunussydiui
- vunuzusTyeesutasdiessrydesmiedomensin daudseneuuay
PNAMIUSITRIEN LanTindn Tusdn Tudueny Lieghadatouuuunaen
3.auduUANISmAa Finished product specification:

Namimw‘iLﬂswﬁﬂmmmﬂﬁl‘dmu finished product specification lag drug substance
Specification  fignaBanndasinduiieaty ddldemzlousedinnuanznssunsemsuazen
NIYNTWAGTUEY Windusuildrdetesduatuiiiisumimielminiunasgundusiivle
Fr¥unils AUUTENIANTENITEBITRAY (309553 AL 2561 avTuil 6 Suew . 2561
(aeUszmalusiwRaaniuneiui 12 nuaiug 2562)

3.1 Identification test AT
3.2 Uniformity of dosage unit AT
3.3 Assay 95.0 - 105.0%
3.4 Dissolution test Not less than 80 % (Q) in 30 minutes
3.5 Degradation products
- Unspecified degradation product Not more than 0.2 %
- Total degradation products Not more than 1.0 %

WNNBLn * Wade Dissolution wag Uniformity of dosage units Tkuulenansuana
Seanduanan1snTTne mndldudeeanduafidusuadlilulu Coa

- nsdifleamsdouundinisiiu (waive) msasiedeulinsgisenisla Widuuansenans
wingrussnandilssueyiace

- Drug substance specification fiansananlulinsgivesgindn drug substance %3e lu
AT189% drug substance vesEnAnEENTAFY atuleatunils Feimsmssienziasunn
vdefifnun
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Qmé’nwmmawwwaem CELECOXIB 200 MG. CAPSULE
1.8881 CELECOXIB 200 MG. CAPSULE
2.ausuliavialy
2.1 JUuuy Jugde
2.2 dwseney  Useneumedien CELECOXIB 200 MG.
23 AUrUsTy  USIQlULKeUnaiin
2.4 287N - syyTenn dhuusznausieddiyuarauns Tukdn Fuueny taviindn
waziawnzilousiuenlisgadaauuuussgiue
- vunUrUsIReIegeaesiasssyes widetennmsd dauusznevuas
YUINAUUTIVDIEN LAUTIHER Sundn iuguanq THognsdnauuuime
3.AugaNUANIGmMALiA Drug Substance specification :

HaNIn3ATeigun wduluau finished product specification wag drug substance
Specification M8 eBsnndusnuiienty  Fdddaamsloudedtnnuangnssunisevisuagen
NIENTNATITUAY ﬁqiﬂé’ﬂjﬁﬁuﬁiﬁé’wﬁﬁmLﬁuaﬁuﬁl,ﬁauLvi'm%aimjﬂ'j'lmmgwumé"nﬁﬁﬂﬂ
fFunile AUUTENIANTENT AT TG L%‘aaisqﬁﬁﬂm WA, 2561 astuil 6 Sunau w.A. 2561
(asUsymAlusvAsanguneiui 12 nuanius 2562)

3.1 Identification test MTIINY
3.2 Assay 98.0-102.0% L.A. of Celecoxib

3.3 Inorganic Impurities: Elemental impurities  #578974 Elemental impurities

3.4 Organic Impurities:

- Celecoxib related compound A laiifu 0.4 %
- Celecoxib related compound B 14itAu 0.10 %
- Individual unspecified impurity 14ilAu 0.10 %
- Total impurities 1aitAu 0.5 %
3.5 Water determination LaitAu 0.5 %

Maewme -* Wade Dissolution wag Uniformity of dosage units Wikuutenansuansseazideananisnsia
a ['d avy v v a o & g

Waset mnfildudeneazideafifusuanlilulu coa

- nsaifivavfuudamsiiu (waive) Mmamsrageuiiasizisienisle Iiuuanuenasudngrufingoi
lesuayifde

- Drug substance specification #1513 nlUAATIwiIveENEn drug substance v3e Tuilas1ey drug
substance wafane1dNIIgU atulnatuwils Seinmsnsaniesziasuynvhdeditmun
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qmé’nﬁmzquwaa DULOXETINE HCL EC 30 MG. CAPSULE
1981 DULOXETINE HCL EC 30 MG, CAPSULE
2 sy
2.1 JUuuy Wugude
22 dntsvneu  Tu 1 dinusgneudesieiDuloxetine HCL@sauyafuDuloxetine30mg
23 MwusUTsy  UsIRluunsUnadn
2.4 aa1n - 33yTeen duusznoumendftuarauuse Sundn fudueny Laviindn
waztaanzifouiiueliognstnauunussqsine
- VuMTUrUTIYEeEoefessryTen widedomamsin daudseneuuar
PNAMAILIITEILN LavTikan undn SuFueny Tegrednlauuuusen
3.AuENUANIWATA Finished product specification:

NamimaﬁLﬂi’lzﬁﬂmmmﬂul‘dmu finished product specification Wag drug substance
Specification M9 wBeanAduITUREITY FaldaanzdousodtnauanenssunseImMsHaZen
nsENSNASIIIAY Taindaiifuilisdssaduatuiiiieurivdelminiunasgundusiisu
Tos3unils suUsenmAnssvTansI sy Fesseyinanen we. 2561 aviuil 6 Suanau wA. 2561
(asUsemAlusvResmunwiud 12 nuaniug 2562)

3.1 Identification test AT
3.2 Uniformity of dosage unit AT
3.3 Assay 95.0 - 105.0%
3.4 Dissolution test -Acid Stage Not less than 10 % (Q) in 2 hours
-Buffer Stage Not less than 75 % (Q) in 60 minutes
3.5 Related Substances
- N-Succinoyl Duloxetine Not more than 0.06 %
- Any Individual unspecified impurity Not more than 0.15 %
- Total impurities Not more than 0.2 %

vanews -* Wade Dissolution wag Uniformity of dosage units THkuulenasuanIsgasLdeananIngia
ek mnfldudeneasdoaiiiusuadlilulu coa

- nsdifeansdoundamsiiu (waive) minsanaeuienieinenisle duuanaenasudngiusenani
I95uayifsay

- Drug substance specification 915 nluAATIwivREER drug substance vi3e TullAT1e drug
substance wasfuanedFagy atulantunils Felimsnsviieninsuynihdeiiimun
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4. oulaudy

Alauenafesdunanameiosuses wiauasaneileveiusetenasinggiidnug
SUaLLUARIL

4.1 wnanmsldueygntunadousiusitesminglulssmalne uazduas (declare)

WWRINER

4.1.1 Tuddgynstunsdeusisuen Wun ve.2 ve.3 ve.d vie 8.2 wdusdnsdl

4.1.2 ludwetunufou ve.1 vie 8.1 vewnfiauesim ndeumsaundeaitens
AUANANAMYBINEN SN uAiTunsidou (finished product specification)
waztariuaRuAIMYeIngAY (drug  substance Speciﬁcation)ﬂiiﬁﬁagj
sewiansasuulamdlufudsasdesuuenaisnmsveudle (8.5) sndex
finished product specification Waz/wseadrug substance specificationlagve
whlvneutuusmausemasimdidnnsedind wagliiu 2 U w Judsene
Uszmnasimdiannsednd

4.2 1BNANTTUTBWINTZIUNTHENEN

4.2.1 niflewdnluussmalny gudadesddnuinmaiendedeusesnnsgiunis
NAREIAIMENINAeTLALITNIARIUNTHEREY GMP-PIC/S 1138 NImsgIunIs
nangImuMdninueiLasISnsAlun1snangwesdiniuAnenIINANg
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HAIFIUNSHBRGMUMENINATILALIENSTRTUNNSHAREY GMP-PIC/S ¥Bq
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Uszmasimdiannsednd

4.3 1BNANIANNNYBITILAUDTIAN

4.3.1 HaN1INTIINATITRAUNNKERTIE1d1T3UVRENER (certificate  of
analysis of finished product) lugnjuiidadusegng

4.3.2 NaN1SNTIVIATIVIRUN N INgAUVRIIEERTY (certificate of analysis of
drug substance) MAlunsudnenjuitdadumegnaiesndneuasindnngiv

433 wangiunisienansiudumudunusseninteiunisniinvesingivveien
ddey (drug  substance) 9o 4.32 Aujuniswdnvesmdndugienduiagy
(finished product) e 4.3.1

4.3.4 wan13Anw long term stability maammmq‘uawwﬁ%uwsLﬁaul"a'ﬁ’uﬁﬁﬁ’mwu
ANZNITUNMTOMITUALET NTENTNAITNGY

4.3.5 nsghJuengu vaccines , blood products feeiland155UToIFUNSHER
(lot release) INNTUINYIFNARTNITUNNE NTENTIETITUEY
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szuumsiivuasdndsendu cold chain system #ldunnsgiunuvdninme
Good Storage Practice (GSP) kag Good Distribution Practice (GDP)
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