e

AANYZIANIZEN
1. fjltﬂ Regular insulin injections 100 Unit/ml (10 ml)
2. pauautanaly
2.1 guuuy Wuesazansla Unannide dmsuiadmasaidens
2.2 dusgnau Tu 1 ml Usznoumedien Regular insulin 100 Unit
2.3 nMwurUssy Ussglunrurussendaunanideriauidestuias vietestuuas
lngussylunasusaz i
2.4 amnen aanfiusInguUNusUTIIResszyTesn dauusznousedidiyuaranunss
Fundn Tununeny w@vdinds lunsdoumive uaranmglunsivinwlidnau way
amnuuLIng egnatesstydes duussneuisdfyuazauuss Tumuney lauiindn
TTognedniau
3. psumamaiie indusinSuiliinededenduatiuiisumivdelninieuiiusenansgnae
a5150ugY B9 seusineen nsdldilaiulunauszniee Iufugasitiavesnmuenssunis (nsdl

Uitnondundiiunlinseiuaadnuazianzuesenatiull nganuuundudniuisnsd)

AuauUANIALlA USP 43
1. Ysuneusendidgy 95.0-105.0 %LA of Insulin
2. l|dentification mﬂ’«asi’lum’mﬁixq'[u finished product specification
3. Impurities mi’;ilci’lumuﬁizulu finished product specification

4. Specific tests

- pH 7.0-7.8

- Bacterial Endotoxin NMT 80 USP endotoxin

- sterility test mwchumuﬁ'izﬂu finished product specification
- total zinc NMT 40 mcg/100 IU of Insulin
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AMANWALLANIZEN

1 m Rifampicin 300 mg capsules

2. anEuTElY
2.1 guuuu Wusmsussylunaugaviauds (Hard gelatin capsule) dwmsusuusevnu
2.2 d@ulsenau Usznaumiesien Rifampicin 300 mg Tu 1 uin
2.3 avuzUssy UssQluunsagliiflounssd w3e Blister pack Unadn Usstuuauay
AUl dedaunsussgeuafudinugs annsasryrilneuaranuusle
2.4 aanen amnUTINgUUATUEUTIIResIYYToE daulsvneusend diyuasanuuse
Tunde Tununony @ufindn wamedousi3uen uaranmlunmsifiunulidney ua
aMNUUUHIET pETiRsEyTee dulstneussnddyuaraInuse Fuvueeney Lauiinan
Tegnedaiay

3. puauiAanailn indussuitldensdaseaduatuiidisusivelminimuiiussmansensa

a151504w (509 seyineen nsditbidulumuuseniean iudunasAdavesrnznssuns (nsd

v

Uitndsdaunduiiuitlinssiunmudnumusianzeeenativd n3ANUUULAERF TUTIE9B9)
AuauTANIanAila Specification

1. dsunusiendidgy 90.0-110.0 %LA of Rifampicin

2. ldentification mmmumuﬁsxq‘[u finished product specification

3. Dissolution uaRINaNITazAEvRIRInlitasnd 75%(Q) Tu 45 Wi

4. Uniformity of dosage units m’smi’mmuﬁswlu finished product specification

< =
4. Joulydug
L. enasnslasusygndunzdeushiueniedmiielulsymedlneuasuansuviasean

1.1 TudAgnistunsiousFuen me.2 .3 ve.d wie 8.2 udusnsed)
1.1.1 Tunsglduenfindmluussnalng muneds ne.2 vie 8.2)
1.1.2 lunsdlfusmihdienisutsussy maneds ve.3 wie 0.2)

1.1.3 TunsdifugnihdhaindraUsena e ne.a vie o.2)
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1.2 liwetunudouen ve.ivle 8.1  veswfiauosien WiBuTwasBuANISAIVANAMNIW
yoawdndnsinuiivunsfoull  (Finished product  specification) n’srﬁﬁag}'ssmwms
Wasuuwawdluiudussdesuuenansviodiunnmdevesnisveudloumiey Finished
product specification

1.3 wiseyasiiasn 24 wdn wazsasunsgiuvedive (Thai Medicines Terminology - TMT)

2. 1NANSTUTWINTFIUNSHAR
2.1 Tunsdlflewdnludsymelng Ardnfealdiudrenlidesuseansgiunsnanet aaumdn
mmvﬁﬁ%miﬁﬁlumswamawaanswswmmmqm (GMP PIC/S) Tumsnnenillausuneetiig
Woe 2 U
2.2 lunsaliiusnindhannsnadsena Arandosiidunnmdreniidesusennasgiunisndne
AUNANNUIBNSARlUNSHAREY  PIC/S  (Pharmaceutical Inspection Co-operation
Scheme) Ingwuaeau PIC/S participating authorities atUAgANINTOUNIINTINERU Laedl

Nams%'maaﬁﬁuﬁutauaswm

3. lnansnuAN vz NIT TR TildueIIAN
3.1 HansNAATIiRunMHEnSaeivesiian (Certification of analysis) Tugnguiidaiu

9819

= s =Y ° s o _a 1 d

3.2 Nﬁﬂ'ﬁﬂi'ﬁ]']kﬂs'mﬁﬁmﬂ'}W'}ﬂﬂG\‘U (Raw matenal) ?lE)\iﬂ'?El']d']ﬁﬂJm‘;ﬂUﬂ'ﬁNaﬂU'ITLWI
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3.3 wansfinwimunsialuszeze (Long term stability) AaBAY91Y VDI MIVUNzITEY

4. fpe1ee

1< v

4.1 fiauesimfesdwnetwenegiatios 1 WU TIRANY FaduiununanisiaziBunlinsy
¥ el' J v v wa a.'/ v L
musuivualuidenuautimludiegy
4.2 MeauEnIIINMSRSAAndon1veanudnslunislliusiegaelidnnsdle 9
5. MsUsziiugun e fidwwsy
51 egveseniidweusdesionglifiu 1 Tuainiundn sudeudsey

I o

5.2 vwnuandwey %ﬁmaammewma‘lu%'usaawamﬁLﬂswzﬁmsq'uﬁémawaa;gwémLLaz

LY

‘l*u"?mswﬁmqﬁwm@wéﬁﬁ'ﬂqﬁumﬁw“mmiuﬁdwau

- | Q
........................................... = o | USRS, S aamu%ﬁﬁg
a aaa a & ‘3 ‘ja a
(Wwale A3Uu) (W9E3lw3uns Yua) (U992E355 g5lasn)

N33UNT N33UNTT A3IUANTT




53 'Luﬂs:ﬁﬁwu";aswmsﬁﬁmsduﬁ’aaehamﬁﬁma‘uLﬁaaiamm%miwﬁﬂmmw MYIITNITW

LY [l

YIuliEesesvafiognen Imm"{ma%ﬁaadamLﬁmSﬂmmﬁmuﬁwmaswmidamm

L3

Anrsiuanlufuineudilidnslunsnssdinsginunw lunsdfinuioluidulunma
AMBNBZIANZ Mu"saswms‘uaamuﬁw‘éhi%'uﬁmmmmiLauasnmmﬁaﬂa'nmaaémmms
/vieinanlunssoly

5.4 fuesziudsuendunnnsdl donnlndvuneny wuneny viedleiemsidonanindou

Muua  leelifitouly

£ v

a i v & a -1 ) V) Y a
6. c:hnaauaauﬁ%’tmwmmm‘zjam‘uumLﬁmnuﬁmwawmmisgﬂwu YU IERUNSOR

Y

YYUSWDUEENDY

7. fviwBuveniieslfunidndyareunsuimun lunsdsdelud

7.1 mhenusesymiudygnmsindesusmiadetuilaomhenvnislunierteuing
gUANT 6 VINTENTNAISITUET

7.2 wamsajumaﬁﬁmsnzﬁmﬁmnnszfmmmam%mmwmé‘Lu’ﬁ‘JulUmummgwu

7.3 wﬁmﬁmv‘lm‘aﬁmﬁgm‘%amﬁ'uﬁumﬂﬁammm‘[ﬂaf‘i’wﬁ’nmuﬂmzﬂisumsmmsuazm

7.4 wulgmaunmanwdnsasiiieredwanediheilasue

7.5 Lﬁau%ﬁ'wLﬂ?a'augmwuusmﬁmﬂwﬁemﬂUizmﬂwaﬂ Viawa'waﬁiammﬂaamﬁwméﬂw
Wy LASA (Jusiu

7.6 mIvimwaimsimievesdniinasensfinrsandnidenusvlunmsiusian Wy g1vm

AN, msu%ms‘uaaﬁtmm LfJué\’u

8. mhmwwuaanuﬁw%hi%uﬂmsmNémﬁmﬁmﬁﬂﬂizi’agm‘%ﬁmﬁuﬁuimaﬁwﬁ’nmuﬂmzﬂssumi

9 msuazen lussazinan 1 U vionulgymaunmanadadusinersdmadediefilasusnnnou

U 4#'
IUULDIUITZNINTIAN

! i r
NIUIGYUBNEITNINAIAULULDNENS

(Wwally A3Uu) (WEIlniuns Yua) (U19095355 g3laitn)

N3IUNTT N33UNTT AFIUNTT



AMANYAILIANIZEN

1. ?‘M Risperidone 1 mg tablets

2. pruautianaly
2.1 guuuy Jusufiavdiniuuseniu
2.2 @uusznau Usenaumemen Risperidone 1 mg lu 1 e
2.3 MurUIy Ussyluuniagfiifleuvayd e Blister pack Unadn Uosiuuawuaz
Al edaunaussysadudiouds amnsaszyviiaeiuazauussls
2.4 287871 AAINTIUTINQUUANBULUTIYWDITTYTOEN druUsznoufed1fguazAIuLse
Furdn Fuvuaeny laviindn lwnzidouihiue uazannrlumsiiudnunlidaau ua
aaNUULNIEN agnatiasTzylosn drulszneusendifyuazanuuse Suruneny \avinGn
Wethatnau

3. asuiniamade indudifuilidradasonduatiuiiieumividelminimuiiusnanssnsas

a15150ua 3o seysisen nsdnbidulumudssnias Iduiunasfidaresnnenssunis (n3dl

uigmdndandsisunlinsaiunudnuuzianizeesenatull ngunuuunduinfunensss)

AuauUANIanAila USP 43
1. YSuiaudaendifgy 90.0-110.0 %LA of Risperidone
2. ldentification mmchumuﬁisqlu finished product specification
3. Dissolution m’af\]mumuﬁisﬂu finished product specification
4. Uniformity of dosage units mi’gﬁlmumuﬁszq‘lu finished product specification
5. Impurities m’mmumuﬁszq’tu finished product specification

4. Joulugus
1. Laﬂmsmslﬁ%’uaqtgmﬁumLﬁauﬁw%‘uenLﬁaﬁmmaiuﬂssmmlmuamamLma'w?m
1.1 luddynistunsdewi$ue me.2 ve.3 no.d vie 0.2 wdusnsdl)
1.1.1 Tunsdldueniindslulsemelne (runeds ne.2 vie v.2)
1.1.2 lunsalfugnhdilenisutsussy el ve.3 ve o.2)

1.1.3 lunsahdueniignannsisuseine /Jﬂﬁa 8.4 Y139 8.2)
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1.2 Tudmetunsidoun ve.1vie 8.1  vewifaueen wioumeaziBeanismuauAn N
vodnfsmuiitunsfeuld (Finished product specification) ﬂifﬁﬁagjiw"m
mswasuwlasdlufiufuasdesuuienasvdadiunnmaisveinisvauflunden
Finished product specification

1.3 uwdsloyasiaen 24 wan wazsviasunsgiuvesing (Thai Medicines Terminology - TMT)

2. NANITUTBWINTFIUNMIHER
2.1 lunsalfiewmaslulseelve  fuandosiduundrenddesusaunasgiunswdnet aamdn
s 33 sfiRlunsndneresnsEnT a1y (GMP PIC/S) lumnaenillausniuedn
oy 2 ¥
2.2 lunsdifidusnidhannasyssne AnAndpalidunnnaeniadiefusensgIunsnane
AAMENINAUTISNNSARlUNISHEREY  PIC/S  (Pharmaceutical Inspection Co-operation
Scheme) Tagwiaeau PIC/S participating authorities atuad@an usoun1snTIvaey 1yl

NaN15SUTRIRTTUbULEANDIIAN

3. ANANTANAN BTN IZUBILTAUDIIAN

3.1 HAMINTIAATIRUN NGRS u9ivasindn (Certification of analysis) Tuggufidsdu

RN
a o a g o o a oA

3.2 HaN13NIINATITRAUNININOAY _(Raw_material) vasdandrduildlunisuinensuit
dalludretrsvasdnaneuazdinininadu_ (Fesiionaisuaninnudoulssvasinaiu
s L . dl
NUs28819Nd11)

33 wansfnwauaialuszazen (Long term stability) naentiiongveeidunsidou
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AMANYUZIANIZEN

13 @ Risperidone 2 mg tablets

2. auauATlY
2.1 Uuuu Wusdesiiniuusenu
2.2 duusznau Usenausmiesien Risperidone 2 mg lu 1 1dn
2.3 anwurussy usstluwsegdilleamond vse Blister pack Ynatn Josiuuauazaiudy
desaussusseuiadudioud: amnsaszyrineuazarmusdld
2.4 2a7n871 aaNTUTINQUUANTULUTIYsTEYTesn duusnaufdfyuasauuse
Fundn Juvuneny uiindn wunzdouiiver uazanmzlunafivinulidaau was
anUuUHIE oEeersyden dulszneusndidyuazanuuse Sununeny luindn
TTegnedniay
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@550 Go9 seysisen nsdinlidulusudseman Tiuiugeeiisvesanznssunis (nsdluism

ndundifuiilinssiuRudnvaseanvveseiatull nganuuundusiuiissd)

AMENUANIUYALA USP 43
1. USueusaendiAgy 90.0 —=110.0 %LA of Risperidone
2. lIdentification ms’gﬁ]mumuﬁizﬂu finished product specification
3. Dissolution mwmumuﬁszq‘lu finished product specification
4. Uniformity of dosage units mmachumuﬁszq‘lu finished product specification

4. Reulvdug
1. enansnislifuayyntunsiouifusesmireluvssmalnsuazuanunaan
1.1 Tuddymstunsdewsiniuen me.2 ne.3 o4 vie 8.2 wdudnsd)
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1.2 ludwetunsidouen veivie 8.1  vewiauesien N3UTILALLBYANITAIUANANNITNYDS
wAnSusiouiitunzdeuld (Finished product specification) nstifegsEwinanisivasunya
uiluduAnasdesuuuienasviodunnndiveamsvendluawion  Finished  product
specification

1.3 wisdeyasiann 24 win wazswWaeunsgiuvesivne (Thai Medicines Terminology - TMT)

2. BNENTTUTOWINIFIUNITHNES
2.1 lunsdiflewdalulsevelng duandesiidiundrevidefusennasgiunswane aumdninasi-
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MUVENINASTIBNIARLUN1SHEREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
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3. INANTANANBLIANITVRIWITILAUDTIAN

3.1 WANINTINARTIRRUNMNERS uYIvaIiNER (Certification of analysis) Tug1qufidadushogns
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AMANWTLANIZEN
1. #a8n Salbutamol 100 mcg/dose (200 dose)

2. auautiavaly
2.1 guuuy Wuasavany (solution) wiesmiuwiungney (suspension) dm3u
gawunaUnwlla metered dose inhaler
2.2 dulszneu Uszneumesen Salbutamol sulfate suspension Faayaiy
Salbutamol 200 mg/puff S1urulsitiosndn 200 puff
2.3 MYULUITY Ussaﬂumﬂjus pressurized container Fadnsa Metering valve
wazUs1AIn CFC
2.4 aa1nen amﬂﬁﬂﬁnguum*uuwﬁqﬁmszq%am dulsznaumedfyuazanuus
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AudNUANIumaiia BP 2020
1 Yauneusnendidy 85.0-115.0 %LA of Salbutamol
2. |dentification mﬂ%mumuﬁisﬁlu finished product specification

3. Specific tests

- Uniformity of delivered dose m’mmumuﬁisﬂu finished product specification
(or metered dose)
- Deposit of emitted dose Tnsn1snaasay mi’mmumwﬁwﬂu finished product specification

aerodynamic assessment of valve fine

- Related substances mi’)ﬁ]mumuﬂisﬁlu finished product specification
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AMANYAILLANIE

: 8 m Salmeterol xinafoate 25 mcg wag Fluticasone propionate 125 mcg inhalers 120 doses
2. apuguAvaly
2.1 uuuu Wumsazans (solution) v¥eethuaunyneu (suspension) dwiuganunisin
¥1ln metered dose inhaler
2.2 dulsznau Usenaumiesien Salmeterol xinafoate 25 mcg wag Fluticasone
propionate 125 mcg silan1snwu 1 A% Sruanlaivfesndt 120 puff
2.3 MIULUTH Uiiiﬂum‘uuxmgmﬂu (pressurized container) %Qﬁﬂé’d metering valve
Uosiunasuazainuty
2.4 aannen amﬂ*?iﬂsmguum‘vu:msqﬁaﬁxq%aEn druUsEnaUMENdALaTAIIULTS
Tundniumunony wwuiindn wivzidousiven uavanmglunmsdiunuidaey ua
amnuuIAe egadensyylenn dulszneufdfyuasanuuss Fuvsineny Lauiiadn
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3. aguviniavaiia indudsuiildeedeeaduatuiiiieuwiviselndnineuiiusenansensas

#5130 1309 sy nsdifililulumuusenianm iufugasRiiavesnasnssunis (nsdusm

ovdundusuiilinssiunadnuamamevessnatiuil nyunuuundui3uiignss)

AuduURnIanaila USP 43

1. YSuasiendreyy 88.0-112.0 %LA of Salmeterol xinafoate
88.0-112.0 %LA of Fluticasone propionate

2. ldentification Gli’;ﬁ]ﬁi’lumuﬁizu‘lu finished product specification
3. Aerodynamic size distribution mifﬂﬂhumuﬁizq‘lu finished product specific

4. Delivered-dose uniformity mi’mmumuﬁszﬂu finished product specification
5. Impurities Gli’mci'mmuﬁiwlu finished product specification

6. Microbial enumeration and test for mwshumuﬁszulu finished product specification

specified microorganisms

7. Foreign particulate matter mi’aﬁ]mumuﬁizﬂu finished product specification
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AnFNUANINVALla BP 2020

1%

1. USunasmendiAgy 85.0-115.0 %LA of Salmeterol xinafoate

85.0-115.0 %LA of Fluticasone propionate

2. Identification G\i’)i}ﬂi’lum’mﬁizﬂu finished product specification
3. Uniformity of delivered dose Mi’gﬁwhum’m“?iszulu finished product specification
4. Impurities m?ﬁwi’lumuﬁsquu finished product specification
5. Related substance m’sf\]mummﬁizq‘lu finished product specification
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AMANYUIANIZEN
1. f‘m Sertraline HCL 50 mg tablets
2. paugulavialy
2.1 guuy Wusfiaviaduusemnu
2.2 dulsznay Uszneusiesaen Sertraline Hydrochloride 50 mg Tu 1 1in
2.3 nMyurussy ussqluuwsegifloavled wie Blister pack Ynaiin Jostumudule
2.4 aanen aaniunnguunTuEUIIYREssEUTee duUsEnauimedfyuarAILLSS
Tunda Fununony waeindn s dousi3ue waranmrlunsfuinelivany uazaannuy
unaen adlionsyylienn daulszneusendfyuarauus Fumuneny aviindn edudau
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AuENTANIAlla USP 40
1. Ysuasedngy 90.0 - 110.0 %LA of sertraline
2. ldentification m’sﬁm"lumuﬁizq‘lu finished product specification
3. Dissolution uanINaNIsazaeveIilelitesnin 80%(Q) Tu 45 w1l
4. Uniformity of dosage units mimﬁi’lumuﬁizq‘lu finished product specification
5. Impurities m?ﬁw\i’lumuﬁisulu finished product specification
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wAnAuein AT unzeuly (Finished product specification) nseifiegszvinesnsivdeuutas
uhlufisduasdosuuuienansudodiunnneevosnsveudlusmdo Finished  product
specification

1.3 wisleyasviaen 24 wdn wazswasunsgiuvesive (Thai Medicines Terminology - TMT)
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AMANNEUIIBNSARIUNSHERE PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Inevingau PIC/S participating authorities adua1ansuseun1snsadey Inelinanissusesd
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AMANYLLANITEN
1 igm Silodosin 4 mg Tablets
2. auFuTETLY
2.1 guuu Wuendinvdiniuuseniu
2.2 d@ulsznau Usenaumeien Silodosin 4 mg Tu 1 uin
2.3 AurUssy Ussyluwnsegfiiflvuviand vise Blister pack Unailn Jesfuuauas
auduld dedaunsussysuiadudiougs annsossyrilnewazanuusdls
2.4 2787 aANTIUTINQUUATULUTSIDIsTYToe daulsynausfendfiguasaiuus
Fundn Yununony laviindn wizdoudifuen uasannzlunsifiuinulidae uay
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Uitnendandysiiunlinssiuaudnuuzianzeesenatull njanuuunduiiSunensds)

AnauUANIIVATlA P17
1. YSuusenddgy 95.0-105.0% LA of Silodosin
2. |dentification m’mchummﬁisu‘[u finished product specification
3. Dissolution wanINaNIsaza1uveieTlitaundt 80%(Q) lu 15 w1
4. Uniformity of dosage units Mi’aﬁ]si’mmuﬁiquu finished product specification
5. Impurities msaﬁ]mumuﬁixﬂu finished product specification

4. Joulvdus
1. enansnisldfveygetunaouhivsiitesminglulsymelnouazuanuvasuan
1.1 Tuddymstunadewsiuen me.2 o3 o6 vie 8.2 wdudnsd)
1.1.1 Tunsaldusniindeluusemelng uneds ve.2 wie ©.2)

1.1.2 Tunsal@ugndienisuteussy (v ve.3 wse ©.2)

1.1.3 Tunsahdugidnanndneuseine Mueds ne.d w3e 6.2)
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12 Tudwetunsdousn velvie 8.1  veswfauenin wieuseazBuansmuaLAmH
voswdndusimiitunsdouly (Finished product specification) nsdlilegsywinans
WasuwawAluRufngfouuuienarsvdediunnmingvesnisveusluimdey Finished
product specification

1.3 udstieyasiaen 24 ndn uarsviaeunsgiuvedlne (Thai Medicines Terminology - TMT)

2. 1@NANTTUTOWINTFIUNTNER
2.1 lunsaiflemdnlulsenalne  frandesdiduundenmidosusonnnsgruniswanet numdn
\neABMsTiRluNMINEReINTENTNETAUEY (GMP PIC/S) Tuminaeniliausvivedng
oy 2 U
2.2 lunsdidusnivdransasene FRAnABId NN NN eNTFRTUTRWNINTFIUNTHERYN
MUVENINMUIIBMIARLUNISHAREN  PIC/S  (Pharmaceutical Inspection Co-operation
Scheme) Iagwiieanu PIC/S participating authorities aUUA1EAANLSOUNISATIVEOY

Tnednani1sSusasdaiudulauasian

3. LINENTANENYAKIANIZUBIITILAUDIIAN
a ¢ a o v a X 3 ) A &

3.1 HANINTIVUATIWRAMNINKERUIIVDIENER (Certification of analysis) Tuaundadu
A8Ng

3.2 WaN13N3INANAUNINIANAY (Raw material) vassiaendraniildlunisuingniud

< s ' 5 Y a v a e a 4 ] d [ a

duiluietmvesininuiuasindninedu (Fasilienaisudasnriudioulssvasinafu
Aus8819Ndswn)

3.3 wan1sAnwIANARIlusEeZeN) (Long term stability) naentiengueenitunziioy

4. fieenge

&
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AMANYMZIANIZEN

1. #9811 Simethicone 80 mg Tablets

2. auautiavialy
2.1 vy Wusnidalsirdeu dwiuiulsemusiiai@es (Chewable tablet)
2.2 duUsznau Usznausiesie simethicone 80 mg Tu 1 i
2.3 MYUrUsIY USTRLuLkUnain ﬂaaﬁumm%uLLazmsqﬁmeﬁﬂaqﬁuLLm
2.4 aanen aanTiusINguUATUEUTIYRRsYYTosn dauusznoufenddyuasaauuss
Furde Tununony taviindn lausdousiue uavannglunsfuinunlidaieu uay
aanuuuKeEn agheenszylenn dmuussnoufondduaraiuss Sununey wuiikdn
Wegadaau
3. aaulAmanafiandusirSuiilisrdseaivatuiifisurivielminimuiivssnansensag
aonsig $o9 seyshen nediflidulunudsenian WiufunseRiavesnmznssuns (ns

[ a

ustnondundyifuilinssiuaudnuuzianzvesenativll nganuuundusiniuiisnsda)

AusNUANIIVALlA Specification
1. dsunusiendidgy 85.0-115.0 %LA of simethicone
2. ldentification m’af\]mum’mﬁizﬁlu finished product specification
3. Uniformity of dosage units mmci’lumuﬁssulu finished product specification
(Weight variation)

a. Joulvdus
1. wenansmsléfueugeiunsdoussusitesmireluussmalneuazuansuvd s
1.1 ‘Luﬁwﬁ’symiﬁummﬁauﬁﬁum (V8.2 M8.3 8.4 %30 8.2 Lauansel)
1.1.1 lunsahfusnfindaludsznelne neds ve.2 vie 8.2)
1.1.2 lunsdlfunindiiensuvsussy manefis ve.3 wie 8.2)
1.1.3 Tunsdlifuenhidnanaisssina (muneda ne.d vie 8.2)

1.2 Tudmetunsidousn ne.1vde 0.1 vesnflauosen NIDUTWALBLANITAIVALALAINYDY
wanfusimuiiTunsdould  (Finished product  specification) nsaﬁﬁag’swdwmi
WanuwawluRudurdesuuenasviodiunnmaevesnsvoudlumion Finished
product specification

1.3 udeleyasiicen 24 wdn uavsaemnggiuvedive (Thai Medicines Terminology - TMT)
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2. 1BNANIIUTBIINTFIUNITHAR
2.1 unsdifiewdaluvsemdlve - duandosidudenidoiusesnasgiunsudne mundn
\neust- A8 nsAirlunsrdneIvesnsEnsasIsg (GMP PIC/S) Tumneenfiaueuioodis
oy 2 U
2.2 lunsalfidugnidranssyszne Andndesldiunnaenidesusewnnsgiuniswing
MuvaNINUeTISNMSTiRlunISNEREn  PIC/S  (Pharmaceutical Inspection Co-operation
Scheme) lagviheau PIC/S participating authorities atfuaganusounsasavaey lneidl
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3. lNANIANANYLIAN TR TE@URsIAN
3.1 HaMINTIVUATIRUNWNERTUsiveIkin (Certification of analysis) Tugnjuiidadu
inoENa
3.2 Han15A32INATITAMAININGAY (Raw _material) 11aaﬁqaﬂéﬂﬁgﬂﬂumswﬁmm%uﬁ
dududistharsvasdndneuazdindninaau (Fosilionansuansnnuidoulesvasinady
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3.3 wanmsfinwinruasiiluszezen (Long term stability) naentasengueseniiauneJen
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AMANYUIANIZEN
13 M Simvastatin 10 mg tablets
2. asudAlY
2.1 juuuu Wusdevdesudseny
2.2 @ulsenou Usznaumiemen Simvastatin 10 mg Tu 1 uia |
2.3 Muuzussy ussyluursegiideamesd v3e Blister pack Ynaiin Joatuuauayeaaduld
Jefnuneussgeuiadudiouds aunsassyrineuazanuusdd
2.4 207081 aaniusINQUUNMTUEUTIIREsTEYTaT drulszneuisnd duarainuuse
Fundn Tumney waefindn wazdousi3uen waranmglunmsfuinulidaey uay
amNUuLKIET BEafaEsEyTen druuszneuienddyuarANLse Fuvuneny Lauiindn
egretnay
3. qausuiBvnamaiia ndusuiliibsiouduatuiiisurivielminimuiivszniansensas

[

a571300w 509 syysimen naditliluluaudssniae Wutugasffisvesnaenssuns (hsdiudem
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ovdundusiiuilinssiunadnuaamsvessnatul nunuuundui$uiien e

AuANUANINVATA USP 43
1. Ysunusendieyy 90.0-110.0 %LA of Simvastatin
2. ldentification mwshumuﬁszulu finished product specification
3. Dissolution wanIwanIsaraevaIiieivesnin 75%Q) Tu 30 wii
4. Uniformity of dosage units m’;mi’lumuﬁiwlu finished product specification
5. Impurities m';ﬁm"lumuﬁsquu finished product specification :
|

a. @oyludug
L. enansmslifueygnntunsfounsuenitesmingluussmelysuasuansuna e
1.1 WdhRynstunsidousiuen me.2 ne.3 e %39 .2 LAUsnel)
1.1.1 Tunsdlueniindaluussmelng nedis ne 2 vie 8.2)
1.1.2 lunsalfusninduienisutsussy anefie ve.s vde 6.2)

1.1.3 Tunsalifusnithanndausema Muneds ne.d vde 2.2)
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12 udmefunsdousn ve.1vie 8.1 wew fiauesian WIBUTIWALBYANITAIUANAAINYDI
wamAausinuitunsdodly (Finished product specification) nsiifiogszuinanisiasunlas
LLﬁbuLﬁmLﬁmss’famuuLaﬂmw%aﬁwmewmwaamwaurﬂ‘umw%’am Finished  product
specification

1.3 LLR‘]’Q"?’JJEJuvaiﬁaEﬂ 24 wan LLaSiﬁ’ammmgmmmlwa (Thai Medicines Terminology - TMT)

2. NATTUTBIINITIUNITNAR
2.1 lunsalfiowdaludsemelng duandosdidnundrenisdesusownsgiunsuanen aundninas-
"‘;‘é'msﬁﬁlumwﬁmawaansxmwmswsmq‘u (GMP PIC/S) Tumsnmeniliaueveagnaios 2 ¥
2.2 lunsdififugnindanndrauseng randpsiidnamaieniidesuseanasgiunswdnen
AUENN IS MITRluASHERE PIC/S (Pharmaceutical Inspection Co-operation Scheme)
lngwuaeeu PIC/S participating authorities aUUAgARINIBUNIIATI9ERY Taeilnanissusesds

Judulaussan

3. Laﬂaﬁ?}mﬁﬂwmzLQW’]S“UENEJ’lﬁLauaﬁm
a ¢ a o ¢ Y a 3 . B | oA @ w '
3.1 HaMINTIVUAT AU NERSTU v EHER (Certification of analysis) Tusnsufiduusanthg

a o a = o o 1 a o <
3.2 HaMINTNAIIAUAININGAY (Raw material) vasdaedrdndildlunisuinensuiidedy
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