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1. §aen Clozapine 100 mg tablets

2. anaNURN2

2.1 Uuuu Wusideviiniulseniy

2.2 duusenau Usenaumesien Clozapine 100 mg lu 1 uin
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USP 40

Y

1. YSunaudgndnnsy

o

90.0 — 110.0 %LA of Clozapine

2. ldentification

m’m&humuﬁixﬂu finished product specification

3. Dissolution

AsanIumuTIszylu finished product specification

4. Uniformity of dosage units mm&humuﬁisﬂu finished product specification

5. Impurity

as1anunufszyly finished product specification

4. Jaulvdug

1. enansnsldsueygntiunsideudsueiiedmihelussimalneuasuanumasdn
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12 lufwetunsidousn ne.lvde 0.1  vew fiauesian wiouseaziBoanismuauAMA
yowmdAnsusimuiitunsdouly  (Finished product specification) nsdiflagsznwinanis
Wasuwlasdluiuiuasfosuuenarsviodnuinwanevasnsveundluaimden Finished
product specification

1.3 udsloyasviann 24 vdn warsviae1unsg1uvesivg (Thai Medicines Terminology - TMT)

2. 1BNAITUTOWINTFIUNITHER
2.1 Tunsdifiendnlulsemdlne  uandesdidiudrenidelusounnsgiunswdng auman
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oy 2 U
2.2 lunsdifilugnihdnanialseme grdadesdidiuamaieniidofuseunaiguniinane
muwﬁﬂLﬂmﬁ?ﬁmiﬁmumwamm PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tagviinenu PIC/S participating authorities atuagan11soUNNIATIIERY neil
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AMANEMZIANIZEN

D.

1. ¥ay1 Colistimethate Sodium 150 mg for injections

2. aaulanaly
2.1 JULUU mgUTIRInde dvmiirindes dmsuin
2.2 duusenou Tu 1 vIn Usenausesien Colistimethate Sodium ﬁamdaﬁu Colistin 150 mg
2.3 Maugussy UssylunurusTgndaunanndoriaudatiosiuuas vietlestuuadlneussy
lunaeusiazming
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AuaNUANIANALlA USP 41
1. Ysuusiendingy 90.0 — 120.0 %LA of Colistin
2. Identification As1aHuANTisEyTY finished product specification

3. Specific tests
= B 6.5 — 8.5 (in a solution containing 10 mg/mL)
- Particulate matter m’aﬁwi’mmuﬁixuiu finished product specification

- Bacterial Endotoxins test NMT 2.0 USP endotoxin units/mg of colistin

- Sterility tests m’m&hum’mﬁisqﬂlu finished product specification
- Free colistin m’imﬂhum’mﬁ‘ssq‘lu finished product specification
- Loss on drying NMT 7.0%

- Constituted solution m’m&i’mmuﬁﬁzu‘lu finished product specification

- Uniformity of dosage units mimchumuﬁizulu finished product specification
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AMANWMZIANIZEN
ﬁg&ﬂ Dexamethasone sodium phosphate 4 mg/ml injections
2. auaiEnaly
2.1 JUuuu grdaunende dmiudadmasadond
2.2 @uusznau Tu 1 ml Useneusieien Dexamethasone 4 mg
2.3 NYULUTTY Ussaﬂum‘uusussqmﬁﬂ‘dsmmﬂL%a‘zjﬁﬂLLﬁai’Jmﬁ’uLLm wsatasiunadlag
UsglundadLAaymug
24 ganngn aanfiusnguuAturUTIYResseydienn dauusenaufiendiftuarnaause
Surdn Fununony aviindn wunzdeusiiven wazanmzlunsiiusnulidanu wazaain
vurIngl agtiossrylos dwlszneudiendifuazanuus Tumuneny wiindn 13
pg13tALIU
3. pauUAnIunAie Lné’%ﬁﬂ%’uﬁlﬁé’waqﬁmLﬂuaﬁuﬁLﬁa‘uwhw‘%almjﬂi'\muﬁﬂizmﬂﬂismw
anssnen e seydien nsdithifulunuusznian Ttutugasidavesnaiznssuns (nsel

LY a

Usdnadanduiruitlinssfunudnvazianizvessnadull nauRUUNEYRNSUT1D9)

AnauUANIunAlla USP 40
1. YSunaudendnfgy 90.0-115.0 %LA of Dexamethasone phosphate
2. |dentification maﬁ]mumuﬁizq‘lu Finished product specification
3. Impuirities mmﬁhumuﬁixﬂu Finished product specification

4. Specific tests

= 0 mi’«lﬂi’lumuﬁizﬂu Finished product specification
- Particulate Matter m’;ﬁ]mumuﬁizq’lu Finished product specification
- Bacterial Endotoxin NMT 31.3 USP Endotoxin Units/mg of dexamethasone
- sterility test m’;mi’lumuﬁszq’[,u Finished product specification
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1.1 Tuddunstungilousiiuen (Me.2 ve.3 Ne.d %3 6.2 WAILANTE)
1.1.1 lunsahfusfindaluusenealng (muneds ve.2 5o .2)

1.1.2 Tunsehfusnindutonisutaussy (et ve.3 vse 8.2)
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1.1.3 lunsalilugnhidnanndrelseina (uned ne.s vise 8.2)
1.2 Turvedunslouen ve.1v3e .1 gswnfl@uesian wieus1wazBennsAIuANAMAIN
a o ¢ S ~ v - . : o R ,
vpuanAuNmuNTunziioull  (Finished product specification) NIUNBYIEUINNIG
wWasuwUawdluufuazdesuuuienaisuiediuinwangvesnisveus lvuwies Finished
product specification

1.3 udweyasviaen 24 vidn warsiasunsgiuvedive (Thai Medicines Terminology - TMT)

2. 1ONANSSUIBWINIFIUNIINAR
2.1 lunsalfendalulsevelng  guiasosidiundrenilsdeiusewnnigiunwingr auvan
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¢ aa <

\neusi-33nsfimlumskanevesnsensassagy (GMP PIC/S) lumsnaeiilausvieetng
oy 2 ¥
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AUMANNAIENISTRIUNISHAREN  PIC/S  (Pharmaceutical Inspection  Co-operation
Scheme) Tmgwiaeau PIC/S participating authorities aUua1@AAINSEUNIATIAERY 1nYd

NaNSSUSRInTIuduEURsIAN

3. lenanIAudNLIaYNE YRl IlaLDIIAY
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DY
3.2 WAN13N32NATITHAAUNININGAY (Raw_material) vossneddnildlunisudassud
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3.3 wansanwiANuAsnluszeze (Long term stability) maangatengvesenivunsidou
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AMANMZIANIZEN

1. Yam1 Dicloxacillin Sodium 250 mg capsules

2. auaudanaly

2.1 jUuuy Wusidauadyga slinsulsenu

22 druusynau Usenaudiedien Dicloxacillin Sodium 250 mg 1u 1 Win

23 wuzussy UsTluuieegiliiuvlend wie Blister pack Unaliv Yosfuaruduld e

Faunsussgeuvadudiaug anunsosyrdaeuaraNusdle

2.4 2aneN RANTUTINYUUANTULUTIVWDITLYTOEL drulsynousend1AgLa AN

Fun@n Tuvuneny aufindn wundousiniven waranazlunmsifiusnunlidanu uazaain

UuLRaen etnatiersyyTesn duussneudndfuazauuse Tunineny \auiingn 13

819 TALIU

3. AaUUANIUNALA mé’w‘iﬁuﬁ‘lﬁﬁwﬁaé\’aqLﬂuaﬁ’uﬁLﬁsmwim%almjﬂdwmuﬁﬂszmmnszma

ans13nuan e szysisnen nsdifiliduluanasznian ufunasfifisvesnaznssums (nsdl

UEEniBundussuilinsfiunudnvasanzvesadull AELTRIOINIOG  CREATOA DY)

aauauUanIunala

USP 43

LY

YSunausaendnfey

o

—_

90.0-120.0 %LA of Dicloxacillin

2. ldentification

mwmumuﬁizﬂu finished product specification

3. Dissolution

Landnanisazansvasneilitieenin 75 % (Q) Tu 30 W

4. Uniformity of dosage units mmchumuﬁi::ulu finished product specification

5. Water Determination

NMT 5 %

4. Jauludu9

L Lanmsmﬂﬁ%uamym%umﬁaus‘\’ﬁ%’umLﬁafﬁmmU’luﬂizmeﬂmuawamLma'm?m

11 TuddnstungiSoudndue (ne.2 ne.3 o4 vse 8.2 wAuAnsad)

1.1.1 lunsehdusniinanlulsemalneg (Munea ne.2 %30 8.2)

1.1.2 Tuns@dugmiwditenisudaussy et ne.3 v3e 8.2)

1.1.3 lunsahdusnihdnanansuseme (v ne.d %30 ©.2)
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12 Tuswetunuidousn veivie 6.1  wesw fil@ueian WiouTWALIBEANTIATUANAMN TN
dawanfausauitunsdeuly  (Finished product specification) N3iliegseninnTs
Wisuwlaudlufudussfeuuuienansuiediunnamaigvassveudluswion Finished

product specification

13 uwisdoyasiaen 24 ndn uagsagumsgiuvedlng (Thai Medicines Terminology - TMT)

2. 1ONATFUTOWIATTIUNTNAR
2.1 luns@fiewaniutsandlng  fuandodidiundendideiuseunnsgiunsnant, AUVAN
INUeT-H3NSTRIUNNTNERE1YRINSENTNATITEY (GMP PIC/S) Tumnaeflauevied s
oy 2 U
2.2 lunsdifiiugnidhanaassine s}jm‘%mﬁaqﬁé'\mewd'\wﬁfq?ﬂa%’usaammgmmsm?maw
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