AMANYMUIANIZYN
L. M Omeprazole Sodium 40 mg for injections
2. pauawTAnaly
2.1 sUuuu 1 Juwsen lyophilized @u1avisaifiouun Usnnde dmduaransiiiedadima
AblIGRN
2.2 gulsenau Usenaumimiel Omeprazole #se Omeprazole sodium ﬁ'amyjaﬁ’u
Omeprazole 40 mg Tu 1 vial
2.3 AwurUsTY VST UNTUs LTI EaUTmndedaain warussylunvusdaaiuuas
2.4 aannfUsInguUNUEUTTYRRIsEyTen damusznaumenddyuarauuse Tunan
Fununong 1viindn wmsdeuinfuen uazanmelunsfiuinwliTney wavaanuurine
ogatlanszyTosn dnUsynausenddyuazaruse Fuvunony auindn 1egadaay
3. pugutiimamedle indvsisuilisrsdsfesduatuiifieurimielmininufiusenansensas
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onsdunduisunlinssiunadnuusianzusssatull njanuuundsisufiends)

AndNUANIaUmAila
1. Ysuusmiendifngy 90.0 - 110.0 % of L.A. of Omeprazole Sodium
2. ldentification m’ﬁwhumuﬁ‘smiu finished product specification
3. Uniformity of dosage units msaﬁwi’lumuﬁizﬂu finished product specification

4. Specific tests

- pH 9.0 -120

- Particulate matter m’m&humuﬁsz‘q‘lu finished product specification

- Bacterial Endotoxin NMT 1.25 EU/mg of Omeprazole

- Sterility test mswmumuﬁ'szﬂu finished product specification

- Related Substances ma%chumuﬁss‘qlu finished product specification

- Water NMT 3.0%

- Constituted solution m?%chumuﬁszﬂu finished product specification
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AMANBAILIANIZYY
;8 M Paracetamol 450-500 mg and Orphenadrine 35 mg tablets
2. pruawiAnaly
2.1 Uwuy Wusndewdndulsznu
2.2 g@uusznau Usenaumesign Paracetamol 450-500 mg kay Orphenadrine citrate 35 mg
Tu 1 e
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2. Identification mimﬁhumuﬁisﬂu finished product specification
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4. Uniformity of dosage units m’sfx]&hummﬁizﬂu finished product specification
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ﬂWﬁﬂUﬂJSLQW'}L’Hﬂ
ks :‘i‘ﬁ Paracetamol 325 mg tablets
2. prugutiavialy
2.1 suuy usidendinduusenu
2.2 g@hulsenau Usenaumemien Paracetamol 325 mg Tu 1 uin
2.3 mMuurussy usslumeurlnain Jeatunraduls
2.4 2anERANTUTINQUUNBUEUTIYRsszyfien dauusenaufndfyuaranunse Yunan
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AMENUANIANATLA
1. USiaumendrdgy A3IARURNATEYlY finished product specification
2. ldentification 90.0 -110.0% LA of paracetamol
3. Dissolution AR UAUNSEYL finished product specification
4. Uniformity of dosage units m’s?\)mumuﬁszﬂu finished product specification
5. Impurities maﬁm"mm’mﬁizﬂu finished product specification
AnaNUANIImAilA BP 2020/JP 2010
1. Ysuusmendfngy 95.0 =105.0% LA of paracetamol
2. ldentification mnmumuﬁizﬁlu finished product specification
3. Dissolution m’;f\)mumu‘ﬁlisﬂu finished product specification
4. Related substances msaas\hum’mﬁlszq‘tu finished product specification
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AMANYULIANIZYN
1 N m Paracetamol 500 mg tablets
2. puautavhly
2.1 gUuuy Wusndewiindudsymu
2.2 @uusenou Usenaumlesign Paracetamol 500 mg Tu 1 in

2.3 MwuUzUTsy UsTghuunilnaiiv Jasduanuduld Wednunsussgeudadudiaud amnse

seyrlinearAUuLsIla
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1. YSunausnenddy 90.0 —110.0% LA of paracetamol
2. ldentification M’iwmumuﬁwﬂu finished product specification
3. Dissolution mimmumuﬁizﬂu finished product specification
4. Uniformity of dosage units m’sﬁlci’lumuﬁizq‘lu finished product specification
5. Impurities mwmummﬁszq’lu finished product specification

AnguUANILnALla BP 2020/JP 2010
1. USunausnendregy 95.0 -105.0% LA of paracetamol
2. Identification mlﬁ)mumuﬁ"isﬂu finished product specification
3. Dissolution m’aﬁ]ci’lumuﬁiquu finished product specification
4. Related substances mwsiwmw?iiz‘lﬂu finished product specification
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7. gugdugennyiienidndyainounsuiivue lunsdseluil

v

7.1 mhsnuseyniudyyimsindesmeiadeiuilaemiesynmsluesoteusnsguami 6
MIBNTENTNATITUGY
7.2 wamsguaIviinngiendannnsuivermansnmsumdldiduluaumnasgiu

7.3 wdndnsievdedgniSenifiviunnrewainlaedinnuamsnsunmemisuaze Tudunaives
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AMANEULIANIZYY
1. @ Phenytoin sodium 250 mg/5 ml solution for injections
2. aauauAnaly
2.1 jUuuy Wuansavanela dwsudadvaonidons
2.2 dudszney Useneaumedien Phenytoin sodium 50 mg/ml luwwiaussy 5 ml
2.3 MYULUTTY Uﬁf\;‘lumﬁuuzmsqmﬁmﬂsmmﬂﬁa%aﬁw

2.4 aaNAYTINGUUNMTULUTIWDITEYT0eN drulsznaumendifyuazanunss Yunde
Tuvueeny avindn wunzieumive wasannzlunmsiiuinulidnou uazaanuuvine
pdlpysEYTeYT diulsznaumiendiAguareuuse Junueey aviinds Pednedaau
3. auguvANIIwmALA WndvinSuildanBaenduatunifisuwimiolnininnuiusenansensas
= o a1 & vy o aa a a o
a515gY 589 seYinsen nsdinldituluaudseniar Tiudunasidavesamznssunis (Asdusem

onsdanduiniuilinssiunudnvuzsiamnzeseatull nganuuundsifuisnsd)

AnENUANIUMALlA uspPa3
1. USuwsendAgy 95.0 - 105.0 % of L.A. of Phenytoin sodium
2. |dentification G\s’gf\]mumuﬁizﬂ,u finished product specification

3. Specific tests

- pH 10.0 - 123
- Particulate matter mmmumuﬁi:ﬂu finished product specification
- Bacterial Endotoxin NMT 0.3 USP EU/mg of Phenytoin sodium
- Sterility test mm&hummﬁiz@u finished product specification
ANENUANIIMATLA BP2020
1. USunausnendsy 95.0 - 105.0 % of L.A. of Phenytoin sodium
2. |dentification Gﬁ’;ﬁ]ﬁi’lum’mﬁizﬂu finished product specification

3. Specific tests

- pH 11.5-12.1
- Propylene glycol 40% v/v
- Ethanol 10% v/v
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ANENUANIIMALA BP2020

- thanol msnmummﬁisﬂu finished product specification

- Sterility test mwﬁhummﬁiaﬂu finished product specification

a. Joulvdug
1. wnasmisléfueygatunsifouiiveniiodmielulssmalveuazuanunaadn
1.1 Tuddymstunsadeusmive .2 ne.3 ne.d wie 8.2 udusnsd)
1.1.1 lunsdhfuenndelutsznalng (mneds e.2 vie £.2)
1.1.2 Tunsalfusmidilensudsussy (mneda vie.3 vie v.2)
1.1.3 lunsalfugmihdhanasusema (manes ne.4 vse 8.2)

1.2 Tudwefunsidoun vuivie 8.1  9317iaueTIA1 WiDNTIWAZIBEANISAIUANAMNIHYDS

wamsfusinmnvungidoull (Finished product specification) nsdlitegszwinamsiUdsulyas
uwAluiifnagdosuuuienansusediunaneneveanisveunluumion  Finished  product
specification

1.3 udsdeyasiiaen 24 nan uazsaemnsgIuvedlve (Thai Medicines Terminology - TMT)

2. 1ANANTSUTOIINTFIUNITHER
2.1 lunsdliewdnlulszmalvy  gudnsdodidiunaendidodusewnnsgiumsnang) aumdnineusi-

BalunsEne1weeNTENTNEEIMEY (GMP) lumnaeidueviwegietios 2 U

a ¥ d

2.2 lunsaimduenidnainssdseine ANARRDINE NN MEeMTIER U IR IUNNTNEREN

ANLMANLNLSIEMSNRLUNTHENEVRIUTEINARKER W30 Certificate of pharmaceutical product

3, L@ﬂﬁﬂiﬂﬁ“ﬁﬂwmgLQWWS?JENEJ’]ﬁLﬁuE)T]ﬂW

L4 a

3.1 WANSATINNATIBVAMA NGNS T VKGR (Certification of analysis) Tugqufidadushogns

9

3.2 WAN1INSIVIATIZHAUNININGAYU (Raw material) vassiaedrnanldlunisuanersuidadu

o ' £ a Y a ¥ _a P o v a o W '
ﬁ'JE)EﬂQVN‘UENﬁNﬁﬂE!]LLagf\lNaﬁ?ﬂﬂﬂ‘U (ﬂa\iﬁLaﬂﬁ'ﬁﬂ;ﬁﬂﬁﬂqquL‘Ua&liﬂﬂ‘llaﬂ?ﬂﬂﬂU NUNIDEIY

ﬁdamz

3.3 wamsfinwanuasialussere (Long term stability) naentisegrosefidunsidou

4. Hp81980

as ¢ < Y =

4.1 diEuesiafesdsinedgnegieiey 1 wileussaiue Jaludunuianseasidunldnsudiou

MU lumvenuautRm
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o 1
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4.2 yepuznIIIMINsNAndeneaanudnslunislifusiegsenlainsdla 9

5. nsuseiuamnmeNday
5.1 engvesedmauynesiiengliiiu 1 Yuaniunds sudsiudweu

5.2 pmnnnfidwey  azdesdsdiunnmangluiusesmanmiiessieuiidaeuvesndnuas
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lliareningivvesndningaunlinanu1sufideweu
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eduUdsnay

7. guedugannaglienidndyanounsuivun lunsdneluil
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7.1 mhsnuismniudyayinsiadesussiadeiuilaemhessnislueietsusnsqunnd 6
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7.2 wansguasalingiendannnsinermansnsumndldiduluauunnssu

7.3 wanfusievintgniSeniiuAuainiiswmainiaediinnuraenssunisemisuazen lutnaives
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v 9
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ANANBAZIANTZEN
1. M Pioglitazone hydrochloride 30 mg tablets
2. prugutiavialy
2.1 sUuvy Wusdendnduusemu
2.2 dusenau Usenaueiesmen Pioglitazone hydrochloride 30 me Tu 1 in
2.3 MuurUsTy ussiluussegiilonvlasd 3o blister pack iWednunaussasuvadudnud
aunsaszyrlinguazAuLsla
2.4 2NN spyBesn dndsznoumsndduavaiuse undn Fuiueny waviikan uaziay
nzidouiiuen Tegedaiauunussyiug uazaanuuriagiegatdesdasseydon @
Ustneusendduay mnuuss Tudueny uaviaviinde

wa a Y o v AgYY a v I3 v a a oA " :4'
3. AANUNNILNAUA Lﬂﬁ‘ﬂﬁqum’U@fNa\?maﬁL'LJUQU'UV]L'V]ﬂ'UL'Vﬂ‘l/ﬁ@lﬁlm?'WnllV]Uﬁﬁﬂ’]ﬂﬂﬁ%‘Vli')Q

1515044 (509 seydinen nsalfilidilulunaysemean ituiunaefiiavesenenssuns (sdiusn

onsdunduirfunlinssiuguinvuzanzsssatull nsanuuundsifunneds)

AENUANIImMALA usP43
1. USunumendiAgy 95.0-105.0% LA of Pioglitazone
2. Identification maﬁwhum’mﬁssqiu finished-product specification
3. Dissolution wanINanN1saraevaIie liitpenit 80% (Q) Tu 15 w1
4. Uniformity of dosage units maﬁ]mumuﬁ'szu‘lu finished-product specification
5. Impurities mmmumuﬁlsz‘q‘lu finished-product specification

4. Seulvdug
1. enansnslifueyantunsdouhiveniosmindlulsuindlveuasuanauvade
1.1 Tuddymstunsfeusiuen (Me.2 .3 ve.4 wie 8.2 ududnse)
1.1.1 lunsehJueindeludsemelne (raneds ve.2 vie v.2)
1.1.2 TunsahBugmidilensutsussy (neds vie.3 wie 8.2)
1.1.3 Tunsalidugmbhdhainssdseina (manedis ne.d vie o.2)
12 TuAmetunsdeouen velvse o1  veswfilauesien WIBNTWALLBEANITATUALANAINYDS

wansneinnTungidouli (Finished product specification) nsdifiegszninamsivasunuas

GNIRHY \\ V\Qm‘ NI 7\/ MU N

....... \...........................
(W9EN23I9ATT ANNY) (UENINANT W WLATTY) (uwaEMeTil A1)

AFIUNTT A33UNTT N33UNT



uwiluianiagdouuuienaswiodiunmasvesnsveudluumien  Finished  product
specification

1.3 wdsleyasiiaen 24 wdn uazsaenu1nsgIuaesineg (Thai Medicines Terminology - TMT)

2. LBNANTIUTDWATHIUNITHER
2.1 lunsdlewdnluvsemdlve fuandosdidiunaeniddosusonnnsgiunsudne maumdninasi-
Bshinlumsuing1wensensans1suay (GMP) lumnaeiiaususetisiey 2 ¥

2.2 Tunsaindugnidhanesseime Auandalidnnmaemiidesusownsgiuniswanen

AUMANLNAUSIIENTNF UN1SRENE1WBIUSEANARNER W30 Certificate of pharmaceutical product

3. L@ﬂﬂ?iﬂmﬁmﬂmzLQW’]%‘U@\?EJ']ﬁLﬂU’EJT]ﬂ']

3.1 WansASITAAT AR MHARuIT v EKER (Certification of analysis) Tugnsufidatusegng

3.2 Han1INIIIATIERAMAWINGAY (Raw material) vasdaendrdpuiildlunisudnensuiidady

AlagnavesiNansuazinanInafy_(desllienarsuansadnudeuleswasinody fuslagie
pu |
Vil KEW))

3.3 wan1sAnwAmAsilusyeren (Long term stability) naematitengvesenfitungiden

4. Mog1een
4.1 Fauesiamdesdeiiedsenagnniey 1 witsussyduel FadufunulanseaziBenldnsudou
munmvualuidenmaudfinaludneiu

4.2 yepmgnssuMsiasanAndeneveanudvslunislifiumeseiliinnsdle q

e d 1
5. MyUseiuaun e Ndwey
5.1 ogveseidweauesediongliiiu 1 Yduaniundn auilvTudeey

52 pmnnavduwey  wwfesddunamigluiusesmansiinssieniuiidaeureskinuas

a L4 U a aAgY a oA

Wieswiingavvesindninghulindnesuiideey
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S8R ULEYNDU

7. fueBugeniinzlionidndyanounsuimun Tunsdldelui
7.1 MhgnuRpyny “zyaunms{fﬂ%ai'mm‘uﬁmLaaaﬁuﬁimwmmwmﬂuLﬂ%@%iwu%msqwmwﬁ' 6
NIONTENTNAITITNGY
72 wamsguasadianesioridannsinermanimsunmdliiduluauanasgu
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7.4 wulymaunmanudadueinenvsdmanegtenlasuen
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AMANBAIZIANIZEN
1. i@m Prednisolone 5 mg tablets
2. anusuliavaly
2.1 Wusdlawliaduuszniu
2.2 Usznaumaumien Prednisolone 5 mg Tu 1 1fin
23 vssgluunsagfidisunend ude blister pack Jestuamuiy dedaunsussgemiadudoudn
anunsnsryTlnenaza Ll
2.4 aaniiUnnguunTuzUTTIRsssyTont dulssneudmedidyuaranunss Tundn Ju
vuney lauindn lwunzidowihiuen uasanmglunafvinwlivau Lasaanuuusien o

2/ 1 | U o g e d a ¥ 1 NG
tpesrydonn drulsenaudendidguaraunse Junueeiy wwaninds Liod 1edaiau

3. pauauliananatin indyensunlisdsieuluatuiiisuvianselnindimunuseniansensas
< o aav v o aa A a o
asn9auge 504 seyisen nsainliidulumudsenian IMduiugaefitisvesanenssunis (nsdluiym

sedandusinunlinsiiuandnyazianzyew UL nFaNLUUNEYANTUNSNEY)

AnFNUANIImALlA USP 43
1. UsunudiendnAgy 90.0-110.0% of labeled amount Prednisolone
2. ldentification m’aﬁwhumuﬁisu‘lu finished product specification
3. Uniformity of dosage units mnmum’mﬁszﬂu finished product specification
4. Dissolution wanINani1saransvesielitiosn 70% (Q) Tu 30 wvi

o a
4. Jeulvduy
1. waasnslaveygeiunsdewisusuiedmihylulsemalneuazuanua o

1.1 Tuddnstunsdewinduen me.2 a3 ne.4 vie 8.2 udusnsd)
1.1.1 lunsalduenfindeluusemelneg (uneds ne.2 vie v.2)

1.1.2 lunsdlifugmidufienisuuaussy unefia ne.3 3o .2)
1.1.3 TunsaldugmihdnannasUssme (Mauneda ve.4 vse ©.2)

1.2 Tudwotunsloue ne.1v3e 8.1 vew fiauesinl neus18azid sANITAIUANANAINY B
nanAusinuituneidould (Finished product specification) ﬂsﬁﬁa@iwdwmsw?{auuﬂaa
wilufudussdeswuuienaisviodinnmatgasenisvendlaumion Finished product
specification |

1.3 udedoyasiaen 24 nan uarsiaemnsguvedlne (Thai Medicines Terminology - TMT)
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2. 1BNETTUTRIINTTIUNTWER
2.1 Tunsdlfiwasluuszmelne uanfoaldunaentdeFusewmnnsgunisuansn sumdnin o -
FBnsiimlunsuang wesnsenas sy (GMP) lumnegfiausieetslios 2 3
2.2 lunsaiiidugnindransraussna guandosdiduunn wanenisdefusounsgiunisudngd

MIUMANNUINISNITNAIUNITHENE WBIUTENARNER Y38 Certificate of pharmaceutical product

3. 1PNATAMANYLIANIZYDI WA TIAN
3.1 NANTINTIVIATIEAMN MNENT T VRIIHER (Certification of analysis) Tugsuiidaduiaegis

32 Wan1InIIAIITRAUMNINGAY (Raw material) VaerTAgilEluntsnanasuidady

A2819NVR IEHANE LA NNENTNAY (HRITlloNa1TUAAIANMYRNIEIYRIINOAY AUADD 613
N

33 wan1sfnyinuaiiluszezem (Long term stability) naanyiiengvesennfuneiden

4. YNy
4.1 e desdwinetneietuiioy 1 wisussyine Jadufunuiansseazidealdnsudiu
o o v v wa o v v
aunimusluidernaudRn iUty

4.2 MeAnnsINNSRsaNAndeneweanuanslunishifusitegwelidnsdle o

5. AsUsgiunmnmeNd ey
5.1 91gvesymdwavefosonylifiu 1 Yiuandundn audeiudwey

5.2 gwnnanawey s magluiusesanisiiasei gnjundinevvesdninuasy

a Y a o ¥ oA

TulziingAuvesnaningAunldnane1jundey
5.3 lunsdiiwhesan1sviinisgusieg wefidaeuiiodwmHlaNiqun 1n 1185191139890
PINFDT9UBAIDE9EN ImﬂQ’ma%é\’aadammmﬁﬂmmﬁwmuﬁmwswmsdqmm%meﬁu,az
& Y a ' v a ¢ aa ' | & @
DudFuiayeualdielunmnalinseinunmn Tunsainnwuebiduluamunudnuusianie
mh&JwvmsmaamuﬁmﬁﬁvﬁmsmmwsLaua'ﬁmawﬁ’mdwwmﬁmaLLaz/M%aﬁwém‘luﬂ%wia"LU
54 duwziuivugiAunnsd Weelnanuneny vuney viielleiianisidenannnouiinug
Tnelifdeuly
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Qmé’nwmmaww:m
1. ¥9811 Simethicone 80 mg tablets

2. paaulanaly

2.1 usdielsiindou dmusutsznudaie (Chewable tablet)

2.2 Usenoumaesig simethicone 80 mg Tu 1 Liin

23 usstluunsnatin Joafumudy uazussetasitostuuas dodnumaussouuadudioug
anunsnsEyring Azl

[ [

2.4 2aNNUTINYUUNWULUITIWRITTYTo81 drulsenauiiendiAgiasainunss Junde Ju
Ry wufinda iansdewiniue uazanmeluniafuinwilitaeu uazaainuuunee ogw
UasryTosn drudsenaudendidguazainunss Jumuneiy wanids Log wdaau

3. pauURAN1amATA LnasisunlToedsdeuduatunme v nTelulni1n N UsEn1ansEN I

a1513504 (509 szysisen nsdnlidulumudsznies hlutugaefitiavesnisnssunis (nsdusem

9udandysinfunlinssiuaudnyasanzyesedull ngluun i Tune )

AnENTANIAMALA USP 43
1. YsunudiendiAngy 85.0-115.0% LA of simethicone
2. ldentification m’mﬁhumuﬁiz‘q‘lu finished product specification
3. Uniformity of dosage units mﬁﬁa&immmﬁl%ﬂu finished product specification
4. Disintegration mwmummﬁlsquu finished product specification

4. Seulvdu
1. wnannsldfueugaiunadouifusuiodminglulssmelneuazuansuvandn
11 ludanistunsifousn$uen (me.2ve.3 ne.d vio v.2 uduensd)
1.1.1 lunsaidugiindeluszmdlne (rnedave.2 w3o 8.2)
1.1.2 Iuﬂszﬁvﬁumﬂwvﬂ”uﬁamsLL‘U'q‘Uisfg (Muneha ny.3 e 8.2)
1.1.3 Tunsalidugmhdnannsausemna (Muneha ne.d wie ©.2)
12 ludmetunsfous ve.1vde o.1 vesw ilaues A #3oUIIALIBEANITAIVANAMAINY DY
nanSsinuitunidould (Finished product specification) ﬂiﬁﬁﬁag'swdwmimSauwaa
LAl RS R DI UL NATIVSOA NN INE 183915V D LA LYUNINTeY Finished product

specification

1.3 udseyasiayn 24 wan wazsiauumsguveslne (Thai Medicines Terminology - TMT)

(UN9EIINNTT ANIY) (U9ENINALT WO BLASEY) (W9amasdl A1)
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2. 1DNANTTUTDIINTFIUNTHER
2.1 lunsdlfiewanluusemelne fuandoaldnaentdeusesnnsgunsudng numdnin asi -
Fnsiirlunssang wasnsemyaatsisaay (GMP) lumsnneifiausugeeatios 2 3
2.2 lunsaidugnhidranissane gudsdosdidunnmarsndedefusesumsgiunisadneg

MIUVANNUINISNISNALUNTHENE 1WBIUTEWARKER W38 Certificate of pharmaceutical product

3. 1ONANIAUANYULAN VDI WIAUDTIAT
3.1 WaNINTITIATITRRNA MREASTTvaeENEn (Certification of analysis) Tugnsuiidadusiiegne

a o/ a . o o a o
32 HANIATIIAATIRAMMWIRAAY (Raw material) Yasing1ddnyililuniswaneuiiduiy

AR08 WWa AN uaEREnINgAY (dDslilonansuansaNTulyswaingay AUAQ8E19
Ndan

3.3 WanAN®IAINAIRIIUSTEZET (Long term stability) naanyisargvaw tuneleu

4. 98Ny
4.1 Jauenasasdeiiegnenegeiios 1 wihsussaiue Jaduwiunuwanseazidealdasudiu
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