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[Good Manufacturing Practices (GMP)]
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Lo ar o 5
i B

1984 USP, BP, Ph.Eur., Ph.nt., JP atiuaga wasunlulunsifoushiveui

91989 USP, BP, Ph.Eur., Ph.int., JP atulminiwsemassysiisien snndt 3 U
wazunllunsidoudisueuan

#1983 USP, BP, Ph.Eur,, Ph.int., JP atulyininseniaseysnsien snnin 2 U
wazunlvlunzieusiiugium

#2983 USP, BP, Ph.Eur., Phuint,, JP atulmindnuszmassysingen wnnin 11
wazunllungibouifueud




§1484 USP, BP, Ph.Eur., Ph.int., JP atulwmindnszmasyyssen uadslild
unlelungisudisue (szezinanlidiiu 2 U duanniundrdnauanuenIsunis
2IMNSUAYET a5ULENANST 8.5 DIIUEULENASIEUDIIAN)

§14849 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17" edition atus1
UszmAsy Y wasunlalunsiteusisueuan

e ar o

f 9] 1 1 i

v - " " 4 5 at d’
1484 In-house specification fidanAdasiu general chapters mufiszylu
USP,BP, Ph.Eur., Ph.nt., JP atfuadn, ICH Guidelines (Q6A) uazunlulu
neidousnsueuds wsalueiduwuy

= 2 i o v w )
81984 In-house specification Ni@anAAdINU general chapters mums‘\ﬂ,u
USP,BP, Ph.Eur., Ph.nt., JP atuluminisgnia seyssen u1nnd1 3 T, ICH
Guidelines (Q6A) wazunlalunzioumiveua

v oa i = = v ow =

#1984 In-house specification Mi@enadesiu general chapters Muiszyly
USP,BP, Ph.Eur., Ph.int., JP atiulwind1usenia seusi1snen snnnd 2 T, ICH
Guidelines (Q6A) wazunlulunzioumsueuan

v o= . . - ) o

9484 In-house specification Nid@anAaoINy general chapters muwszu'lu
USP,BP, Ph.Eur., Ph.int.,, JP atulwmindnisgmea seysiisien winndn 1 Y, ICH
Guidelines (Q6A) wazunlulunzityumsusuad

91984 In-house specification fiaanadnariu general chapters muﬁ‘ssq’lu
USP,B8P, Ph.Eur., Ph.Int., JP avulminiiusenie seysins1e, ICH Guidelines
(Q6A) urgslilgulalunsifousnfuen (ssoznailiu 2 U Wuaniui
AnaUANENTIUINMTEMNSWATET assulBnans ©.5 Beiubulenansiauasini)

17 - & > ql L ar dl
91984 In-house specification NidanAaINU general chapters mumziﬂ,u
USP,BP, Ph.Eur., Ph.Int., JP atugusenia s¥ysisnen, ICH Guidelines
(Q6A) wazunlulungsidouszuenan

2.2 Finished Product Specification

Lo ar o

1 i i

$1989 USP, BP, Ph.Eur., Ph.Int,, JP avfuaian wazuilulunsidousiueuan

#1483 USP, BP, Ph.Eur., Ph.int., JP atuluinisgmaszysinsien uinndt 3 Y
wazunlvlunsidoussueuan

§1984 USP, BP, Ph.Eur., Ph.nt,, JP atulmindrussniassysineen it 2 1
wazunlulungiloussueuad

1983 USP, BP, Ph.Eur., Ph.nt., JP adulumindszniassysnsien unnin 1 U
wazunlalunzidoussueuan

81984 USP, BP, Ph.Eur., Ph.nt., JP avulminiszniasyysisien wodalailer

uilalunzsibousiduen (srezaliviu 2 U duaniundinnuauenssums
W o a o

DIMITUATEN asSULENANS 8.5 DaTubdulenalsiauesian)

#1989 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17" edition atumu

UsenAseyisen wazunlolunsideusisveuan

M Vo ar o

NSULALASUNISS [uM15181 (Non-official Pharmacopoeia

v =1 a . = i ar . =i
81384 In-house specification fidanAdasiu general chapters muszyly
USP,BP, Ph.Eur., Ph.Int., JP atfudiga, ICH Guidelines (Q6A) uagunlulu
neidpuisusual visuensuuuu




L3 o i ” =l 19 st o

1434 In-house specification fidanndasfiu general chapters Amszyly
USP,BP, Ph.Eur., Ph.int., JP atulmiinisenma seysnsnen 170031 3 Y, ICH
Guidelines (Q6A) wazunlalungiioumsueua

1434 In-house specification flaanndaafiu general chapters Amiisyyly
USP.8P, Ph.Eur., Ph.int., JP adulminiszaa svyssen innndi 2 1, ICH
Guidelines (Q6A) uazuflulunzifyusiiugua

1484 In-house specification fidenAdesriu general chapters Afiszylu

USP,BP, Ph.Eur., Ph.int., JP atulmindwszna svysi1snen unnnda 19, ICH

Guidelines (Q6A) wazunlalungidousiisueuan

91984 In-house specification fiaanadoariu general chapters muﬁ‘sxqiu
USP,8P, Ph.Eur., Ph.Int., JP atulmindiusema seysisnen, ICH Guidelines
(Q6A) uwsidslilaudlalunsidoudiuen (ssevnanliiu 2 U Tuniui
ANINUANENTIUNITOINTUAZEN AdTULBNENS 8.5 feiuduenansiaussnan)

1434 In-house specification fiaanndssfiu general chapters Aiisyyly
USP,8P, Ph.Eur., Ph.int., JP atumuysenia seysiisnen, ICH Guidelines
(Q6A) wazudlalunsifousirsueuwa

o et o
S-I'Tﬂ‘a'ﬂ'luﬂq'iﬂ'w'ﬂ']ﬂﬂ'lﬂ'm“ﬂﬂlﬂm‘ﬁ'?ﬁﬂﬂiﬂmﬂﬂ'ﬁﬂ‘iﬂﬂﬂﬂﬂq
[Good Distribution Practice (GDP)]

f3uoyqnndnaiwdedi wavdiudnldtumsiuses GDP-PIC/S 9ndmina
AMIZNTIUNNTOMNTUAZEN WaLINMABaY third party (Aaeavislggunu)

f3uayanandn/imiedeen wagFudalasumsiuses GDP-PIC/S NN
AENSTUMIEMNSWAZET (Raaavinldguniu)

diuounmndnaimiedeen 1#Funsiuses GDP-PIC/S Mndtinnunaznssuns
2IMNIUALEN

H3uaunNan/vsedeen waz/v3og3udalaiunisiuses GDP-PIC/S 210
AinNuANENIINNTOMSLALEN Was GDP vunengliiu 3 ey (ssninese
Tususes) visliuaninl@sunissuses GDP

¥. InuFIRUAWIaNTE (Specific quality criteria) (70 AZUUL)

MIsAD5UTINANITIAGIEY [Certificate of Analysis (CoA)]
(m1% Specification)

30

1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)
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