ANANWULLANITYDIYN

i B ;‘% Amoxicillin 1,000 mg + Clavulanic acid 200 mg for Injections

2. auauliaaly
2.1 JUuLU 878 meUTIAIINEeRuIueriwIa dusuladvaonidend
2.2 dwuusegnau T 1 vial Uszneumiesaen Amoxicillin sodium s‘éaau;daﬁ’u Amoxicillin
1,000 mg uaz Clavulanate potassium ‘?damu“aﬁu Clavulanic acid 200 mg
2.3 MYUEUSTY USITIUNBULUSTREIaaUTnitednaiin
2.4 aanen aanAiuTINQUUUSIYIEiResszyTos dulseneusenddiyuaraanuuse Tu
Wam Tununony wviindn awzdousiue warannglunsiivinulitanu wezaannuy
MYurUTTY sgadenszylienn dulsynaufendfyuarALLSs Fuvunany auiindn 1§
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aeI0uAY 5o srysisen nadiiilidulunuuszne WitutunasRfavesaasnssuns (nsdiusem

Svdundushuiilinssiuandnuaziamzvessatul nsnnuuunduiiuitérdds)

AENUANIUADA specification
1. Identification mi’mmummﬁlisﬂu finished product specification
2. Ysuashendney 90.0-120.0 %LA of Amoxicillin

o

90.0-120.0 %LA of Clavulanic acid

3. Impurities Gli’nwi”lumuﬁ‘isﬂu finished product specification

4. Specific tests

= pH 5.0-7.0

- Sterility test m’;ﬁwhumuﬁixuiu finished product specification
- Uniformity of dosage units ﬁlimmumuﬁ'izﬂu finished product specification
- Bacterial endotoxins test m’aﬁ]ﬂhum’mﬁizﬂu finished product specification
- Particulate matter mi’mchumuﬁ‘iquu finished product specification
- Water Determination 11.0-14.0%
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1.1 luddgmstunziSousi3uen (ne.2 ve.3 ne.d vie 8.2 wdaudnse)
1.1.1 TunsdlJuegniindslulsemelng (runefi ve.2 wie v.2)
1.1.2 lunsdlfugmindiionsuisussy (munefis ve.3 vie .2)
1.1.3 Tunsdlifusnhdranansusewne (unedla ne.d vise 8.2)

1.2 ludwetunzifous ve.1vde 8.1 vew ii@uesan W3BUTWALIBUANITAIUANAMAINYDS
wanSusiauiitunadeoul’ (Finished product specification) nsfifiogszninansiuAsuutas
uAlAsANIfaLuUenasWiad A mEsvesnsveLSlun Yoy Finished product

specification

1.3 udslayaswaen 24 wan wagsEENINIFIUBILNe (Thai Medicines Terminology - TMT)

2. WONATIUTBWINTFIUNITWAR
2.1 lunsdlftewdnluusanelne Andafsldunmenidolusennnsgiunwanen  auvdn
Lnm%—%‘%‘msﬁﬁlumswamawaaﬂszmwmswswqm (GMP PIC/S) Tumnagnillaususegiaiios
21

Y a

2.2 lunsainduenihdhaindrsusene Auandealidiunnmaeniidesuseawnasgiunisudng

AUANNAIISNTTRLUNTSKEREY  PIC/S  (Pharmaceutical  Inspection Co-operation

Scheme) lneviaea1u PIC/S participating authorities atuaAgAnIUTauN1INTINEeU 1nading
NM3TUsBItiudulauesAn

3. lNAsANANBUZIANZYDIETldUDTIA
3.1 wamsnsvlnsginunmuiindosivesiidn (Certification of analysis) Tusnsuiidady

PRIRR

3.2 Wan1InsIRATITRAMNININOAY (Raw material) ¥9IAW1F1AUN Y IUNISHANISUTES

Wuieth e slinansuaztnansnnau (Fasdilengdisuaninnulaulesvaeinaiu fu

K 1] d
ADHIINEIUT)

3.3 wan1sfinwimnuniiluszezen (Long term stability) MADAYINDIYYDINTUNZIToU

4. fvg19e

4.1 yauesAwesdwinegdeiegutes 3 w9 wiaunieussyinst Fadusunuuanssie
axBenlansudumuiifmusluidenuautRinaludsy

4.2 yIrENIIUNMIRTANAEeneveanLdnslunsldiusageeliinsala 9
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AMANBAIZIANIZUDLEN

1 m Amoxicillin 500 mg capsules

2. paugudavialy
2.1 gUuuy Wusmeussluwagaviauds (hard gelatin capsule) snviuwaugalnudin-wes
2.2 @wlsznau Tu 1 Wausznaumleden Amoxicillin 500 mg
2.3 awuzussy ussqluwsnaivlesfumnutu edaunsussgouvadusioudy aunse
yyvinguarauLsle
2.4 aanen aaniusnguuamTurUTIIRessyyien dulsvneufendiduaranuuss Ju
WAn Funuaeny aviindn wunsousiiue uaranmglunmsifiuinelidaeu wazaanuu
w1 egetforstyenn dulszneuserddiyuaranuuse Fuvuaeny tauiindn 1ioens
ALy

3. puduldviaveda ndvsnuilddrdadeniuatuiiiieuwivielyiniisuiiusemansensas

@It 5ee syl nsdinlidulunudsenian Wufunaefidavesnnenssunis (nsdiussn

dredundwhiuitlinssiugudnuasianzveseatiud n3aNwUULNdYIUTEe8)
ANENUANIImATA USP 43
1. Identification miaamumuﬁssq‘lu finished product specification
2. Ysuwsedfgy 90.0 —120.0% LA of Amoxicillin
3. Uniformity of dosage units Wi?ﬁlw'”tumuﬁ’ssu‘lu finished product specification
4. Dissolution WaRIKANITaYaNevamelitesnin 80% (Q) Tu 60 wiil
5. Impuirities m’mﬁi’lumuﬁizﬁlu finished product specification

4. Jaulvduqg
L enasmisldfueygmiunsidouisusitesminglulssmalnouas uanwuands
1.1 Tuddynstunsdeusiiue me.2 ne.3 vie.d vie o.2 wauAnsel)
1.1.1 Tunseldueniindaluusamelne (uunefs ne.2 wie 0.2)
1.1.2 lunsdlfugminduiienisutsussy (et ne.s vwie 8.2)

1.1.3 Tunsdhidusnindnanseuseme Muede ve.d e 8.2)
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1.2 Tumastunzidoue) v9.1430 8.1 U998 9ldunIIA1 WIBUIIALIIUANITATUANAMAINYDY
| ¥ v . % aa l ' =
wansiuginunTunzilould (Finished product specification) nsfifiagseninansiudeundas
uwhluudnassosuuonasuiodunnmaisveinisveuiluumwdon  Finished  product

specification

1.3 uwdsleyasviasn 24 wan wazsias1unsgiuvesive (Thai Medicines Terminology - TMT)

2. NENTTUTWINTFIUNITNES
2.1 lunsdlfiowdnlulsaalng  duandosildiundentsdefuseanasgunsudng  aundn
nust-38nsARlunsane eI TENTINENS SR (GMP PIC/S) Tuminaeniausvsethatios
21
2.2 lunsdidusmindhaindnsUssne gnansalidunamatemiisdeiusewnsgunisndng
aamdninasIsNsAiAlunIsnaneT  PIC/S  (Pharmaceutical Inspection  Co-operation
Scheme) lngwuaga1u PIC/S participating authorities atuagamuseunisnsaaey lngilna

N155U509D LT ULAUDSIAN

3. 1NAIAUNNYULIANIZYDLTLAUDIIAN
a '3 a [ '3 Y a . " . oA &
3.1 HANMINTIVUATWNAUNWNENN U VO IHER (Certification of analysis) Tuengufidadu
081

3.2 HamInsveswiaunIwIngiu (Raw material) vasiaprdrdniildlunisuineniudids

Wudletneisvasdnansuaztinaninanu (Fasfilvnansuansmnuiaulesvasinanu Au
“*

faati1aidnn)

3.3 wans@nwianuAwalusyezen (Long term stability) MaBAYDE YR NTUNZLTYY
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AMANBAIZIANIZYN

1. §ag1 Amoxicillin 875 mg wag clavulanate 125 mg tablets

2. AaNUAN2 LU

2.1 3Uuuv Wuesidia sieduuseniu

2.2 d@ulsynau Useneaumemien Amoxicillin trihydrate Faauyaiu Amoxicillin 875 mg

ez Clavulanate potassium ‘?aauu‘jaﬁu Clavulanic acid 125 mg Tu 1 e

2.3 MIUrUTTY UTIqluweegiillvaviesd Uostuuauasanuiy

2.4 2a1N81 INIUIINHUUATULUTIYBITTUToe diudsznauienddguarauuss Junan

Tununey wviindn wansdeusiive warannzlumsiiuinunlidany uazaainuuwseen

stegsyyTeyn dulsynauidifiyuarruuss Junueeny wuiinan Tegdaau

3. amguvAIamade  nduinsuildendareaduatuifisuwinviteludnineuiiuseniensensas

M51INEY See spyinen nadifildiluluauussnen Iduiugasifavesnagnssuns (nsdusem

o1vdundusiunilinsaiugainuaziamzvesenatull ngauuuaduhiuiignd)

AuauTANwALla

USP 40

[

1. Ysuudendragy

)

90.0-120.0 %LA of Amoxicillin

90.0-120.0 %LA of Clavulanic acid

2. ldentification

m’aﬁwhummﬁizlﬂu finished product specification

3. Dissolution

WanINIsaLaI8YY Amoxicillin laitipenin 85.0% (Q) Tu 45 uit

wag Clavulanic acid litiasni1 80.0% (Q) Tu 30 w7

4. Uniformity of dosage units Gli?ﬁ]mum’mﬁsth finished product specification

5. Water determination

NMT 10%

6. Disintegration

3R U uisEylY finished product specification

7. Microbial enumeration tests | as29r1umAisEylu finished product specification

4. Raulvduq

L enasnslifueygntunsdeuifusiesmielulsemealvouasuanumamsn

1.1 Tuddgymstunsifouduen me.2 .3 .4 wie 0.2 wauAnSel)

d—

(Wwaily ASUw)
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1.1.1 lunsdlduenfindslusenelng muneis ve.2 w3e ©.2)
1.1.2 lunsalifugniduiensuuaussy (mnefis ve.3 viie 8.2)
1.1.3 lunsalifugnidnaindadseme (muneda ne.d vse ©.2)

1.2 Turwetunsdousn veivde 8.1  vssenfiauesian WIDUTIWALLBEANITAIUALALNTNYDT
wAnsusinuitunsdoull (Finished product specification) nsfifiogseninemsiUAsuutas
uwhlufiudurgdeauuionarsseduinmengyesnsveudlusndoy  Finished product

specification

1.3 udsdeyasiiaen 24 nan uwavsiaunsg1uvesivng (Thai Medicines Terminology - TMT)

2. 1BNATTUTRWINTFIUNIINAR
2.1 Tunsdlflewdnluuszmnelve Auandsldindendidesusewnsgiunnanen mundnLnui-
%miﬁﬁlumswammwaqﬂssmwmmsmqm (GMP PIC/S) Tumsnaeniliausvigegatos 2 T
2.2 lunsdiidusnihdhandsUssmne Andndasidunmaenlidesusownsgriunnane
AUMENNNSIIBNSTIAlUNSKEREY PIC/S (Pharmaceutical Inspection Co-operation Scheme)
lnevieeu PIC/S participating authorities 2UUAgARINTEUNIIATIRd0U TnedinanisSusedt

o

AUYULFUDINAN

3. ONAIAUANYLIANIZ YR TILAUDTIAN
3.1 wanssRleTwinuanndndusivesuin (Certification of analysis) Tugnjuiidadushetns

3.2 WAN1IAIINNATIENAUNIWIAAAY (Raw material) V03irnd1duildluntsnanensuidady

LY ¥ =~

F081IN VB INNEN LA AHAR SRR (M29LENETLENIANUTINIEIVBIINAAU AUAIDE1S
P
dann)

3.3 wansAnwinnuasilusseren (Long term stability) MDY VR MITUNEIToY

4. fpENEN
4.1 flaueTiAdesdsinegwenegtos 1 wisussyiael Judufunuuanimsansenldnsuiu
uitivuslusidennautinludhey
4.2 MInuznssuNsiAsunAndensveanudnslunslifusegselnsdle 9
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[ 1
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AMANYAIZLANITYD

1. "i'iam Amphotericin B 50 mg for injections

2. AENvAN2tY

¥ o o v < o
2.1 guuuy {Wuween JULUU Lyophilized Usheannide dwiudadivasnidensi

2.2 @udsenau Tu 1 vial Usznausiesagn Amphotericin B 50 mg waz sodium

deoxycholate Wag sodium phosphate

2.3 MYULUTIY UTITUNTULUSIYEndausann@eiuuaslaain

2.4 aa1ne1 aanUsInguuusTiueidesseydesn dulssnaudedidguasanuunse Ju

R Junueey unndn waveileusiiiuen wazannglumsiiusnulidau wavaainuu

NYUPUSTY B8 NBeTEYTeYT dusenausendidguazanuuse Juuneny wainde 13

2U19TALIU

3. pguvaniIswaa indusisunltendeseaduatuiivisusivieludninanufiuseniensensie

130U 1589 seysisen nsdibidulunuyssnes iudunasitiavesanznssunis (nsd

usEnendunduinsuiilinsaiunudnuasianzuessiatiul nsuuuundusiisuiiensda)

AuauUANIIAla

USP 40

1. Ysuausaendagy

90.0 - 120.0 %LA of Amphotericin B

2. ldentification

AT UANNTEYTY Finished product specification

3. Specific tests
- pH
- Particulate matter
- Bacterial Endotoxin

- Sterility test

- Loss on drying

7.2 - 8.0 (10 mg of amphotericin B per mL)
m’;’«ac\i’mmuﬁizq’lu Finished product specification
NMT 5.0 USP endotoxin units/mg of Amphotericin B

m?ﬁ]mumuﬁixq‘lu Finished product specification

- Uniformity of dosage units mswci’]umuﬁwﬂu Finished product specification

NMT 8.0%
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4. aylvduq
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1.1 ludAgnistunsoudiiven Me.2 .3 ne.4 wie 8.2 ududnsa)

1.1.1 lunsdldueniindslulszmnelng Muiese ne2 wie 2.2)

= o o v | = -
1.1.2 lunsdlfusmindiionsuisussy mnedis ve.3 vie 8.2)
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1.1.3 Tunsdidugnidhainaeuseme (Mot ve.4 3o v.2)

1.2 Tudvefunsilous veivde 8.1  vesenfiauesia NIDUTIWALLDYANITAIUANAMN N
vomanAusinuiitunzndould (Finished product  specification) nsdiflegseminenns
Wasuulaufluiufuasdesuuuionansvdediuinmenevesmsveudlusmion Finished
product specification

1.3 udsdeyasasn 24 wdn uazsWaeunsgiuvedlvne (Thai Medicines Terminology - TMT)

2. 1ONASTUTRWINTFIUNIINER

2.1 Tunsdlfiswdnlulszndlne Andadoidiunenlidesusewnsgiunmnanen  aumdn
mtueﬁ—"?:'%msﬁﬁ‘lumswﬁmawmﬂssmwmﬁﬁmqm (GMP PIC/S) Tumnmenfiiausuieagny
ey 2 1

2.2 Tuns@ifidugnidhainsnadsume Andndeaiidiunnmeaenisdesuseansgiunisndne
AUVSNNASIIBNIARLUNISKHAREY  PIC/S  (Pharmaceutical Inspection Co-operation
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AMANYUZIANIZEN
& m Ampicillin sodium 1 g for injections
2. ausufanaly
2.1 3Uuuy Wusde menunAndeduvieriuia dmiudadmasaidons
2.2 d@wlsznou Usznaumemien Ampicillin sodium 1 g Tu 1 vial
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AnduTANIwALla USP 40
1. YSuausendeyy 90.0 - 115.0 %LA of Ampicillin
2. ldentification m’sﬁ)&i’lumuﬁssu’lu finished product specification
3. Uniformity of dosage units m’mc\humuﬁizq‘lu finished product specification

4. Specific tests

- pH 8.0-10.0

- Water Determination NMT 2.0 %

- Particulate matter mn%&i’mmuﬁ'wﬂu finished product specification
- Bacterial endotoxins NMT 0.15 EU/mg of Ampicillin

- Sterility tests mi’;iwhum’mﬁi:qlu finished product specification
- Constituted solution miws\i’]umuﬁizdu finished product specification
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nanSusinunTunsideuld (Finished product specification) nififegseninamsiagunlas
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1.3 udstayasiasn 24 nan wazsasmnsguvestve (Thai Medicines Terminology - TMT)
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AMANYAIANIZEN
1. %am Antazoline HCl 0.05% and Tetrahydrozoline HCl 0.04% eye drop (10 ml)

2. aauvanaly

2.1 jUuuy Wumsaranela Usieaindie dwiuneenm

2.2 daudsznau Tuthen 10 ml Uszneudesien Antazoline HCL 0.05% was
Tetrahydrozoline HCl 0.04%

2.3 n1wuruTTy UVTRIRUIAUTIAIIN@e Jasiulauin 10 ml
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nBundusisuiilinseiunudnvazianzyosenatui NIUUUUNFYTUNE984)

ey a .
AFUUANIUNALUA Specification

1. YSunwsiendagy 90.0 - 110.0 %LA of Antazoline HCl
90.0 - 110.0 %LA of Tetrahydrozoline HCl

2. ldentification m?ﬁwi’lumuﬁ‘iquu finished product specification

3. Related substances m’Jﬁ]mum’mﬁixﬂu finished product specification

4. Specific tests

- pH 4.0-7.0

- Sterility test Gli’a’«amumm‘f/‘llﬁwlu finished product specification
- Osmolality mwmummﬁ‘izq‘lu finished product specification
- Particulate matter mﬂmi’mmuﬁ%quu finished product specification
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AMANWTIANIZEN
1, i'atl_ﬁ Aspirin 81 mg Enteric coated tablets
2. aauUAalY
2.1 gduuv Wusndiapdiou (Enteric coated) wliasuusenu
2.2 @ulsenau Usznoumesie Aspirin 81 mg lu 1 1fin
2.3 nMwuzussy ussluundnadntostuuasiazanuty dedaunsussqeuaudaud
ansnszyviineuarauwsale
2.4 aane1 amnfUTINgUUATLEUTTIRBsSTYTRY danusyneusenddyuaznIuse TunEn
Tunuaeny avinds lansifewsiniuen wavanaglunmsifiuinulidney uazaanuuusee
otetlensyyon drulsznoufedfyuaranunse Fuvunony Laviinan Tiogredaiau

3. anduvAnIsmaia indusSuildsnsdsenduatuiifieuinviseludnitanuiiuseniensensas
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o1edunduiiuiilimsaiugadnuusionzvesenatull nganuuunduiiuiiga)

AuauUANILATla USP 40
1. YSunwdaenddgy 95.0-105.0 %LA of Aspirin
2. |dentification m’mb\humuﬁisﬁlu finished product specification
3. Dissolution Acid stage: NMT 10% of Aspirin in 120 minutes

Buffer stage: NUT 75% (0) of the Aspirin in 90 minutes

4. Uniformity of dosage units mi’mmumuﬁ'izﬂu finished product specification

5. Limit of free salicylic acid NMT 3.0%
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1.2 Tudwetunsdouet ve.ivde 8.1  vesnilauesim wionsiwazidoan1srmuALANAIMYDS
wamfausimaidunsifeuly (Finished product specification) nsdiflagszwinamsideuuias
uilwdufuesfouuuenasvidodiunwisvesnsveudlusmiay  Finished  product
specification

1.3 uwdadoyasviaen 24 véan warsiaeunsg uvesing (Thai Medicines Terminology - TMT)
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3.2 HaN1INsININATITNAUAINWINGAY (Raw _material) vasdrerdrdnildlunisuansniuiide
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