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4.2 fieuermsesBudiuinmanentiidefusounnsgrunsuing1munaninas uagiSnsuanda

TumsuAnenroInsensNaIs sy (GMP) lumneeniiausuy

4.3 favomadestudiunenarsadnuuzueseiiauean fail
4.3.1 namIaITinTeamnmadnsusivedsauuan (Certification of analysis) Asafuei

ThsnUsznaunsiiansan uaesSeiihaadleldsumsdate

4.3.2 HAMIATIVNATIERAANINGAU (Raw material) vesfeddgldluniswiinerimian

vV oa L as

Usznaun1siansa vieveusevndnewiseuSemgnanngau
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4.4.2 9 WNNIATIEUDUILADIEE LN TUSUTRINANITNTITTATISNEIFUNAIBULAEHANITATIT
WnseiiinseningAuiilindnesuidaeu
4.4.3 lupsaitasianutymendeuaniwvsenusanin nendimsdaweuiseuiosuds gug

grvsdalasuensaumInanlnd nFeulunsiadinsienamun el umauny

'
= vV oa

4.5 grivaweiuenfiuidndugndn viedudumdmelaenss

U

¥

4.6 Lonansdue (&)
4.6.1 onansnuisenienadnuarunauildsunsiinlusansmianisunme luﬂiﬁﬁagj
sewinmainideidsliniiase annsouanmdngruniseyd@lianyinideunls
4.6.2 wan13Anw" Long term stability
4.6.3 Wnansvsenmanefiuansdanisiusnumenan WHO guide to Storage Practice for
Pharmaceuticals #3am1uinmgt Good Manufacturing Practice (GMP PIC/S)
4.6.4 onansvienwaneiwansfiinsnszatseany GDP (Good distribution practices for

pharmaceutical products)
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win1/2
AMANBULIANIZYBIEN
BIAINUNINTE
1. Foasinymieen L9ATIUNTD
2. anuaniAnaly
2.1 sduuu ; Wuegiea Tddmsumaieuen
2.2 @wssneu iU iuinumeasad [Aloe vera (L) Burm.f] lsitiosndy 70 % w/iw
2.3 QULUTIY ussvaenegilliluy Joafuuasuaranaiu vwalidesndy 50 niu U399
Tunded ndesay 1 viaon
2.4 287N ; naurusTySurioseendesszyient Mundify wazamuss Tundn
Fuvuneny 1avinan waziaumsdous$uetiodedaay
3. AuaudAnianaie
3.1 Appearance ; M3I9HIUAY Finished product specification
3.2 pH ; 4.00 - 7.00
3.3 Minimum Fill : M3 UANY Finished product specification
3.4 Microbial test ; M5ANIUAY Finished product specification
3.5 Sterility Test : M319NIUANY Finished product specification
3.6 Aloin : <5 ppm

4. Raulvdue
4.1 fvdngulesveygniunsidoudiueniedmigluusenalng uasuans (Declare) unaswan

TnedlauasianazrostuludAgynstumedousiniue (e, 2)
4.2 fuemdesBudiunnmeemisdesuseunnsgunsadngnumdaninee wagisnsania

Tumsnane1waensznTats13nigy (GMP) lumnneileusie
43 Q’LauaiwmﬁaaﬁuﬁqLmLaﬂms@mﬁﬂwmmaamﬁmuaswm ol
4.3.1 NANMINTINIATIBNAUNNHER AT vaal591uENER (Certification of analysis) n3afug
thanuszneunsivansan way/mdeiihdndisldiunsdide
4.3.2 NanInsIviRTeinunIngau (Raw material) vosenddyiildlunimdneiihun

v a

Usgnaun1siansan ieweausinininenvieudengniningaiv
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4.4 nsUszAunun e Ndaey

4.4.1 ongresidaeudoslifiinit 12 Weu duainiudweuluusazvn
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4.4.2 gWNAIANENDUILABIIFLWTIUFUTBINANTNTINUATINEITUNH WD ULALHANTATI
a o « a n ¥ a | a
AInTeiaseiingauinldndneguidaey
4.4.3 Tunsainesranulymendauanimwvisoudsanm arevdinisdaweuseuiosud duie
Jyspvdnlieuensaunsaninal wianlunsialiesievinaunine Lmauny
4.5 priavorfuefivisnduings viadudunudmielaenss
4.6 onansoaue (i)

4.6.1 WwnanseIsenemainuazuneuiildsunsiiuilunsarsmenisume ‘Luﬂﬁzﬁﬁag
g aiiFenddiuduase amsouanmdngiumseyiRlranyihiteunule
4.6.2 Nan15AnE Long term stability
4.6.3 nasvisenmanefinansdianisiiusnwienau WHO guide to Storage Practice for
Pharmaceuticals ¥3amuunast Good Manufacturing Practice (GMP PIC/S)
4.6.4 W@na1sSeNINENETIuansiansnsEateEIma GDP (Good distribution practices for

pharmaceutical products)
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Qmé’nwmzqumaam

gANDUNNIDANNY YUAVIA

1. Foasiyneen gveninloanns
2. ausuTAnal '
2.1 gduuy : Jugms vlinfudsznu
2.2 gwlsenau Tuaen 142 n3u Usenaume
2.2.1 anfing AenyuWIA ABNANSH Aenued tnastiiva aennsziin aendruinentinenadl
Faukalne nsedu wiukhaay utuduniuns uiudundenududundng delfnguan
Waenvzga wWienouiwe Wienauawss uiuaumamniri winssens Fsigven
nondlve Mnuzieume wiugsugediutdy gnduny aendumd windsay 4 n3u
2.2.2 \ngaa Ingiusn Ingyiada Ingiliss Ingpunaunt Ingnsean Ingnunialngysuan
Tnguiled wiindsay 2 n3u
2.2.3 \leus isuuns o Weudiden Wewnndnua Weuermdifieudamud
\iswndaves WWisuminu wiinday 1 ndy
2.2.4 siery widn 2 n3N N1SYs wun 1 03y
2.3 NYULUTTY ussglunelnaivilasiuauiu vamazlitesnin 25 nfu
2.4 a7 : AuuzUsTYiuTiorsedesseydenn Mendidy uazanuuss Jusdn

Tumaney uiingn waviauneleussuelisgnataau

3. auauUAnanaiia

3.1 Identification : M5I9NIURI Finished product specification
3.2 Uniformity of dosage units : ASIMIUMI Finished product specification
3.3 Moisture content : liiudowaz 10

3.4 Microbial test : #399NUAM Finished product specification

4. [aulvdug
4.1 fndngrulasueygevunsioumiveniedmielulsemalve uasuans (Declare) WaHEn

lneiaussimazresduluddgmsfiuneidouiiven (e, 2)
4.2 fiavesindsadudiunnmateviiadeiusownnsgunMInERemamaninus LagisnInanis

Tunsndnenveansensaassugy (GMP) lumnegausuie
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4.3 flauesimdesdudiunienasaudnynrvseiEuesIa ol
4.3.1 wamsnnTinneinuamnaniusiveslsanugudn (Certification of analysis) Asafuend
thinUsyneunsiiansan wae/viefithdadoldsunisdsde
4.3.2 nansns19Tiasgviaunmingiu (Raw material) voswendnyildlunisudneimian
UEnNounsiaITe ﬁy’q‘uaw%ﬁ’mﬁwémmw?au%@’mgwami’mqﬁu
4.4 myUsiunuAmeTidesoy
0.4.1 prgeseiidapudedliingt 12 feu Tuaniudweuluurazaa
4.4.2 ymnaafidssuazfosdidiuiluiusomamsnTiiesesiouiidaeuuasansnga
g neiingRuiliudneniuiidauey
4.4.3 Tunsdifinsanudgmendenanmudoulsanin nendinsaweudsuiesuda A
sfpsdatdsugnsounmsndninl wieslunnadeszigunme) smauny
a.5 grinaueidueniudsmdudnas vdeiduduusmielaonss
4.6 tenansduq (&)

4.6.1 wnansuitenemddnuarunanufildFunmsifuiluansasnianisuang Iunszﬁﬁ'ag
spyimeiadensiliudnaie aunsouanmdnguniseyiilviniidounuld

4.6.2 Han15AnwN Long term stability

4.6.3 onansvion neneiuanaienmafiuinuennin WHO suide to Storage Practice for
Pharmaceuticals ¥San13nual Good Manufacturing Practice (GMP PIC/S)

4.6.4 \wnAIVENWENeTARIEaN1INTEANEEIRIN GDP (Good distribution practices for

pharmaceutical products)
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ABANPUSIRNIZUDIYN

gIASUUIUN
1. Yasnsinynieen AN
2. Aaautanly
2.1 JUuuy : g1AsUlYA NS UNINIEUBN
2.2 dulsenay gdUSuasanaeianoanased (70 wWeasidua) vasluthunwia

[Centella asiatica (L) Urb.] ¥owaz 7 Tngninmin (w/w) fifinseauauiunn
Asiaticoside Sevaw 0.2 Tagthwiin (w/w)

2.3 QPULUTIY - ussyluraenegililenvunaliipenit 10 nfu Uaseindeiwaiadn
Josfunauazanutiy vssglundesnsznundesas 1 nasn

2.4 287N C nuzusTessiegosdesseyTon Mundifty wagAuuss Tunde
Funuaeny Lauiingn waztaunzlouiueliogednion

3. Auautanamaiia

3.1 Identification : M523 UA Finished product specification
3.2 pH : 4.00 - 7.00

3.3 Minimum Fitl : #593W1UA Finished product specification
3.4 Microbial test : AT Finished product specification

4. [aulvudug
4.1 fivdnglasuaygndunedoumsuenedmelulssmalve uazuans (Declare) unainden

T,mat;:JLauaiﬁm%ﬁaaﬁu’tuﬁwé’iymiﬁumLﬁaus‘h%’um (V. 2)
4.2 flauesmsesdudiunnmanemde FUseuNATTILNSHANB M NNENINAST LAYISNSHARTA
TunswaneveensEnsIses13aan (GMP) Tumnneniiausuiy
4.3 fauemeiesiudiunenasaudnunssesiiauesian il
4.3.1 HaMIATITIATWRAUAWHERANTIvasTsIUgKER (Certification of analysis) AsafueNdl
dhanUsznaunisfinnsan uag/miefithdudeldsunsdsde
4.3.2 uamssvdiesgiannwingiu (Raw material) vesmiendrdnyildlunisuang it
Usenaun1snansadn ﬁu’waw%ﬁmémSmmﬁau%ﬁméwémﬁ’mqau
4.4 mUsziuann MY Ndwe
4.4.1 ogeaeniidaoudadlisiing 12 Weu Tuaniudmeulusazan

4.4.2 yWNNeNdwUIZAeIddLLTTUSUTOINANITNTIVIAT LN TUNA IO URANANITATIA

AATIWIAT IR IRgRUNTTHERTUN LY i
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4.4.3 lunsaifiesanulymendenanmmseudsanin anenain1saaeuiieuseundd §une
yefpsdalasug1sounsudniva niaulunsialinsieiannIne N mMaALNY
a.5 rinauadugriviemduingn vialudumudmielaenss

¥ =

4.6 Laﬂmsﬁuq (n3)

1.6.1 lonanssddemenatinuazunauiildumsafiuiluansasmenisunng Iuﬂizﬁﬁag
senmaiadendiliudnate annsouanmdnguniseysidlianiddounles

4.6.2 §an15@AnN® Long term stability

4.6.3 onansviien wanefikansfenisiiuinweiniy WHO euide to Storage Practice for
Pharmaceuticals #5an13nade1 Good Manufacturing Practice (GMP PIC/S)

4.6.4 AN TILARIEIN1TNSZRNBEIMN GDP (Good distribution practices for

pharmaceutical products)
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2. amautAnqly
2.1 Juuuu

2.2 dulsenau
2.3 NUULUTIY
2.4 2870

3. auanUAnIunaile
3.1 Identification
3.2 pH
3.3 Minimum Fill
3.4 Microbial test

4. [eulwdun
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AMUANYUSIANIZVBIY

YIATUNEYD
ATUNEYIED

enpsultdmTumaiguen

iU innmsatnefiansanesed (95 Wedidus) vedlungyreauds
[Clinacanthus nutans (Burm.f.) Lindau] $eeay 4 - 5 Tnenjmin (w/w)
ussgtunaenegiiionvualidesndt 10 niu Uasigindeanaiadin
Josfunasuazautu vssglundednseaundasas 1 man
AMyuzUsTIAeiegapedsszyTenn Mendfey wagarmuss Tuudn

Turune iy wInaEs waziaunzidewiniuenlisgedaau

#3990 1UAY Finished product specification
4.00 - 7.00
M99 IUANY Finished product specification

ATIMIUNIU Finished product specification

4.1 findngulasueugndunsdewifveniedminglulszmalne uasiana (Declare) Wniaandn

Tnefiauesimagsosduluddgnistunsideuisven (ve. 2)
4.2 fLaueARedud A M nTIER TUTENIFIUNSHARY I UVANINLI LaTSNSHARTA

lunswane1vensenINasIsagy (GMP) lumnagiausny

4.3 JLAauesIAFBTUAIENATANEN YL VB INALDIIAN il

4.3.1 HANINTIVIATIRAUNMHERSTTTvedl59UEHER (Certification of analysis) Aseiued

1NUENaUNISRTAN way/MIanthdaiinlasunisdes

4.3.2 HANIRTIVIATIERAUNININGAU (Raw material) veaaiiendrdgyldlunisndnetimiun

Usznaun1siansan Mwesusendnane wieusvngkiningaiu

4.4 nsUsziuAun e NEwBY

4.4.1 9guaendwaudetliainii 12 weu duainiudweuluudazan

4.4.2 yWNNIANEWBUILA DIAENUTTUSUTOIHANITNTIVIAT 1LY TUTIAINDULAZNANTATI
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/ 7
e « !r![
1. %"U. Z Usesw 2.
7 WP

VJL-..a-—"q

5 ; AFIUNTT 6

P

_ASIUMS 3. . E@&/ nssums 4. N0 D assing

A {Nmifw'f B

ASSNNNT 7. . N331UNT

WALLAYIUNNT UAEHILLAYIYNT



LONETNLBLEY 9
w2/ 2

4.4.3 Tunsdifinmrawutlmedonanmvdeuusanim nmevdnsdeweuseuiesuds due
osdatdsusnseunmsnanlyel nieulunsedinsgiguninen smewn
4.5 pniiausifugnituismiudndn viedudunudmielaense
4.6 wonansouq @i

4.6.1 tonansmddenenainuazunanuilddunsifuilunsarsmenisinme Iuniiﬁﬁag
seviumainidendiliuduada awnsouanmdngruniseyiilianvinidounuls

4.6.2 wan13Anw" Long term stability

4.6.3 wnansviienmenefiuansiinisfuinweiny WHO guide to Storage Practice for
Pharmaceuticals ¥saauineadst Good Manufacturing Practice (GMP PIC/S)

4.6.6 WwnEISENMENETILARITINSNIERNBERL GDP (Good distribution practices for

pharmaceutical products)
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1. Yasdiynieen
2. AauaNUANILY
2.1 guiuu

2.2 @ulsgnau

2.3 NYUYUTI

2.4 aa1n

3. augudANIvAila
3.1 Identification

PNETUUNERY 10

W 1/2

o/

AANYUSIRNITVDIYN

a v = & a a o

IR UDUNING YUALUA 200 UAGNTY
a o o = a a @
gIaUBUNINT JUALLA 200 Uaany

updla atinfudseniu

Tungen 49 du Usenaume

nazdu sIndng i1 aendud s1nanyamiauas gndndian Tngae
Tngiusn Tngfundna Tngwedan Tnggsndumn Tngi@ea Tngrnns Tnguiuh
Ingnsegn Wgum Weuw Weuuas Weudhawien Weurmidl
WALAUMIILAY UALTUNUWA LONNNKAS 11UINTTY TINEIUN LWARNYEYA
Waeneulwe Wasnayauwis elsinguan nszawin inueseiin gnnszaon
g vaumen gniund Aendumi gnnseIIu ABNNIUNG d1WULAS
aonansd aenting AeNyuLIA AaNTIU1 ABNNTEAN ABNNLE AonATlne
uriueha ¥ faay nlindsas 2 n3u

UTILIA ionwuslaaintostuarutu mheazlitiosndt 60 e
AruzUITYS e oefestyTos fendidy uazeuuse Junda u

A1y wuvindn wasauvsidouinsuenlisgedaiay

»329HUANM Finished product specification

3.2 Uniformity of dosage units : MSIMIUMTN Finished product specification

3.3 Disintegration time ity 30 ui

3.4 Moisture content

3.5 Microbial test

4. [Houlvdus

Taiudosay 10

M3INIURN Finished product specification

4.1 Swdngulasveygyntunsidewiniveniedmielulsenalng wazuans (Declare) unasndn

TneglavesimnagiesduludAgnistunsidoumiven (ve. 2)
4.2 fauesimepsiudiuinmainemidesuseunasgrunssinemamaninut uagisnnanin

Tun1swane weInszNT1aes1sagy (GMP) lumnagnfiauauie
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4.3 flaueadesiudiunenansnudnuuzvesefiiauesian fail
4.3.1 HanIn IR RN HAR AT veslseulKEn (Certification of analysis) Assruendl
thansgnounsfinnson wag/mfeihidaileldiunisdide
4.3.2 uaMINTITIRTBAUAMIRGAY (Raw material) vafed Rl flunisudngiiiinn
Usenounsfinnsan evesusngnanemieudtnguaningi
4.4 sUszRuAmN e TIdmBU
4.4.1 ogessiidamaugadlising: 12 Heu Tuanfudseuluusiazan
4.4.2 ynanafidanuazdosdsdiuluiusemansnsTiiangiouiideounazaniinga
A neiingivildndneguiidmey
4.4.3 Tunsdifinmanudymendesanmvioudsanin mendansdseudouiesuds Al
fpedatdsursoumandaln wieulunmalamevinunine imauny
4.5 giausiiugnfuidmdudnan viedufunusmielaonse

AY)

4.6 onansouq (i)

'
= a 1

4.6.1 LONANSIUIUNIABRNWAZUNAMUN LA SUNISARLWIUINSANSNINITUNNE Tunsineg

&

semiemsiiTendalindnaie aunsauanmdngrumseyiRlranviidounls
4.6.2 NAN13ANYY Long term stability
4.6.3 wnansvisenmanefuansdianisiiuinwiennu WHO suide to Storage Practice for
Pharmaceuticals #3am1uLnu9 Good Manufacturing Practice (GMP PIC/S)
4.6.4 \onasusanENeTiLansianIsNsEaNEnU GDP (Good distribution practices for

pharmaceutical products)
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