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[Good Manufacturing Practices (GMP)]
1.1 Certificate of GMP 983 Active Pharmaceutical Ingredient (API) 5
duanfedAnlaiunisiuses GMP-PIC/S Tumnafiiiendeaiu APl nsdiliissy
vinadaay deuanavdangiuii APl Idsueygalvirndaanmhenusgiiedes ;
duandaedAnldiun1siuses WHO-GMP Tumnaiiendeaity AP nsdilaisvy
winedau feauandnguin AP IdSuaygalirdnainmicsnussiiedes ?
duanfedAglaiunisiuses GMP 9inUsumeduan Tumneiiieadasiy AP
nsailissyvnadaiau fosuanandngiuin AP ldsueygalindnainmissnuss 1
At
Aranfeddnlasunisiuses GMP way GMP nuagliiiu 3 Wou (szwinsse
lususaq) ¢
1.2 Certificate of GMP Finished Product
* n3tinuaussyfieauans Certificate of GMP YB9aRUNUTIIRE * >
Andnen (wasduuaussy) 165unsiuses GMP-PIC/S lummnaiigadaatuen 1
spusnaniused 3 U (nTdilguusussy uiliuans GMP aefinnsanlv 2.5 Aziuu) °
Andne (Lazduieussy) 1sunsiuses GMP-PIC/S Tumneiieadesdiuen i
s8era3UTee 2 U (nSlilfuusussy ualiinans GMP aginsaniv 1.5 azuuw) °
Andnen (wazduuaussy) 1iunsiuses GMP-PIC/S lunnailfeadeatuen §i 1
seusna1iuies 1 U (nsdliiguusussy uiliuans GMP aefiansanlvi 0.5 Azuuu)
Ardnen (Larduiaussy) 1dunsiuses GMP-PIC/S lumneiiiendosiuen uas .
GMP wune1glaiiiu 3 wau (seninseluiuses)
WATFININGAUAIAIAGY (Active Pharmaceutical Ingredient
2 | Specification) wazannsgrunanimusisadniagy (Finished Product 10
Specification)
2.1 Active Pharmaceutical Ingredient Specification 5
N3un1siusadlusingen Official Ph
919849 USP, BP, Ph.Eur., Ph.Int., JP atuaian wazunlvlunsidoudisueuan 5
91984 USP, BP, Ph.Eur., Ph.Int., JP atulwmindsznimseysinsen wnnnin 3 U .
wazunluluneifowisueua
91989 USP, BP, Ph.Eur., Ph.int., JP atulwiindiuseniassysisen annnd 2 ¥ ;
wazwnlolunsilouisueudn
971984 USP, BP, Ph.Eur., Ph.Int., JP atiulmininlseniaseysinsien unnndn 1 1 .
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919849 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17" edition atuni
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97984 In-house specification Nasnnasnu general chapters m’mﬁ‘s:‘lﬂ.u
USP,BP, Ph.Eur., Ph.Int., JP atugan, ICH Guidelines (Q6A) uazuilulu
nzdursusuwdn viatusduunuy
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884 In-house specification na@anAaaINU general chapters mimis‘lﬂu
USP,8P, Ph.Eur., Ph.int.,, JP atulmindiusgmea seysiisnen winnda 3 U, ICH
Guidelines (Q6A) wavunluluneilaumiveuad

81984 In-house specification idenAdaanu general chapters auseylu
USP,8P, Ph.Eur., Ph.int., JP atulwindwlsgmea seysinsien winndt 2 T, ICH
Guidelines (Q6A) uazunlulunsiloumivaue

1984 In-house specification idanAdasiu general chapters ausyylu
USP,BP, Ph.Eur., Ph.int., JP atulminiiusemea seyssnen xannaa 1 1, ICH
Guidelines (Q6A) wazunlalunzioumiveuan

9184 In-house specification fiaanndaafiu general chapters mu‘ﬁ"‘asq‘iu
USP,8P, Ph.Eur., Ph.Int., JP atulnindtusgma seys1snen, ICH Guidelines
(Q6A) wigslilduslalunsifousiuen (szeznatliiu 2 ¥ tuaniui
ddnauAmLNITINITOIMNSHAZEN asfulenans .5 Beiubulenasiauasian)
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91984 In-house specification NdanAaaINU general chapters mumzu"[,u
USP,BP, Ph.Eur., Ph.Int., JP atupiuusenia seysis181, ICH Guidelines
(Q6A) wazunlalungidousisuswan

2.2 Finished Product Specification
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81989 USP, BP, Ph.Eur., Ph.int., JP atudian uasuilulunsileusinFueum

1983 USP, BP, Ph.Eur., Ph.int., JP atulminiszniasyysisne wnnin 3 U
wazunlalunsilousisveunay

81989 USP, BP, Ph.Eur., Ph.int., JP atulmindiuszniassyssien unnnii 2 Y
wazuhlvlunzidoumSueuas

1989 USP, BP, Ph.Eur., Ph.int., JP atulmindiuseniassyssen annndn 19
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81984 USP, BP, Ph.Eur,, Ph.int., JP atulminiszniasyysmsnen uadslile
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§1484 In-house specification fiaenadpaiu general chapters Mgyl
USP,BP, Ph.Eur., Ph.int., JP atulmindnuszma seysiisien wannia 3 1, ICH
Guidelines (Q6A) wazunlvlunsiioumueuan
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91494 In-house specification NdanAaINUu general chapters mmssu"lu
USP,BP, Ph.Eur., Ph.int., JP atiulmininsznia szysisnen winndt 2 1, ICH
Guidelines (Q6A) wazuilulungiloudsueuan
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91984 In-house specification Nid@anAasInu general chapters puszyly
USP,8P, Ph.Eur., Ph.Int., JP atulmindnszmea seysisien yannia 1 1, ICH
Guidelines (Q6A) wazunlulunzilouiueuan

#1434 In-house specification fidenAdpafiu general chapters mufiszylu
USP,BP, Ph.Eur., Ph.int., JP atuluindnsenia seysinsen, ICH Guidelines
(Q6A) wigalalgulalunsiousdue (srovatlaiiu 2 T duaniui
AtinauAmEnIIINseMISLAZET assulenans 1.5 Aviuiulenansiauesian)

$1984 In-house specification fiaenAdeafiu general chapters auszyly
USP,BP, Ph.Eur., Ph.Int., JP atuguusenia seysnsen, ICH Guidelines
(Q6A) wazunlulunzitouiiuewan
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[Good Distribution Practice (GDP)]

H¥uougands/aivSedeen uazgiudaldiunisiuses GDP-PIC/S vndminu
ALILNITUNITOIMTUAZEN WazaInwLieay third party (nasavislgguniu)

AFueyaandsn/imdedeen uaghiualdiunsiuses GDP-PIC/S Mndinay
ANENTTUNITEMTUAZET (Raaavislgguniv)

ASveygndn/imiadse 1afunsiuses GDP-PIC/S 9ndminuAmenIsuns
2IMTUAZEN

FFuounnndnimiedee uag/viegiudalasunisiuses GDP-PIC/S 97N
A1UNUANENTTUNITEMITUALET LAz GDP nunegliiu 3 1oy (sywinese
Tuduses) wisliuanyilaiun1siuses GDP

9. INUSIANNIWIRNIE (Specific quality criteria) (70 AzLUY)

1

wilsdasusaenanisIAsIeH [Certificate of Analysis (CoA)]
(M Specification)

30

1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)

10

m39NU Active Pharmaceutical Ingredient Specification ﬂsunﬂﬁﬁa‘uaa
Universal tests uae Specific tests ¥14u84 Supplier wWa Manufacturer Uaziin1g

L2 - = " % e ar L i
BEANHE LU'ilHJEJJ%ﬂLﬂQLJjM 2 (Quantitative data) #1589 LAY UNLIU NIUD

Physical description

10

ms9ifu Active Pharmaceutical Ingredient Specification asunndaues

Universal tests wag Specific tests 1aW1zy84 Supplier w38 Manufacturer uasdl
msuanamalusudouadai3inm (Quantitative data) wie faay entiu wade
Physical description

f59iU Active Pharmaceutical Ingredient Specification AsunNiItaYes
Universal tests wag Specific tests 14u89 Supplier uWag Manufacturer u@sing

wansnaluzuuwuy“Conforms, Complies, Not detected, N/A”




m33iU Active Pharmaceutical Ingredient Specification ﬂﬁunnﬁj‘ﬁ'm}aﬂ

Universal tests waz Specific tests 1aw1xuas Supplier ¥38 Manufacturer uil

ARPI[95]A “Conform mplies, N N/A”

n33fu Active Pharmaceutical Ingredient Specification AsuUnNYvaIRMY
Universal tests 1aw1zaa4 Supplier %38 Manufacturer wagiimsuanwaluzuuuy
“Conforms, Complies, Not detected, N/A”

1.2 Certificate of Analysis of Finished Product

10

n59fU Finished Product Specification AsUNN¥ITBYBY Universal tests wag

L -

Specific tests waziin1uwAAIN 3U3118 (Quantitative data) %59
flav 8nLIu Wit Physical description

10

m53'U Finished Product Specification asunn¥I9aues Universal tests Way

Specific tests witin1suanwalusuuwuy“Conforms, Complies, Not detected
N iA ”

1.3 Risk Assessment Report for Elemental impurities

10

11 Risk Assessment Report for Elemental Impurities wana 14 Active
Pharmaceutical Ingredient uag Finished Product wsaugnlasumseniuni
Yarwuaues ICH Guidelines (Q3D)

10

i1 Risk Assessment Report for Elemental Impurities wans @1y Finished
Product waziinnaaay Heavy metals Tu Active Pharmaceutical Ingredient

i1 Risk Assessment Report for Elemental Impurities #&®4 Llaw1y Finished
Product

31 Risk Assessment Report for Elemental Impurities kaad lane Active
Pharmaceutical Ingredient uaziin1snaaau Heavy metals Tu Finished Product

filwznsvnasu Heavy metals Tu Active Pharmaceutical Ingredient
Specification wag Finished Product Specification

N15ANEIAMNALAY (Stability data)
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1N13ANY Long term stability wag Accelerated stability #14 ASEAN
Guidelines Asunuangeuuain (5 ) Fadulununssgundndosiondusagy
fudlvlunsdousiueuds wasilnanisdnun On-going stability Yneuliagiu
(Foaaaauinan 0 uay 6 ey iWuathaiey)

15

dn15Anw Long term stability way Accelerated stability #18 ASEAN
Guidelines AsumMEIgEUURaIN (23 T) Fadulumumnsgundadnsion
disaguiudlulunuousiusud uaeilnanisfinun On-going stability Trawud
J990u (Foamaaeuiinan 0 uas 6 1Weu Wusdniey)

12

ins#inwn Long term stability uag Accelerated stability @2y ASEAN
Guidelines AsumueIgeIUuaan (2 B) Fadulununesgnwdndusierdusagy
Audlolunsfousdueuds uariinanisAnwn On-going stability Uneutitiagiu
(Fowaaauiiiaan 0 was 6 ey Wuataies)
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1N15ANYT Long term stability wag Accelerated stability #13 ASEAN
Guidelines Asumuengevuaan (5 1) Fadulupuunesgnedndusiendnsagy
.:J =l o ar 1 L= o ad'a =l 1 =l a
AudlvlunsidousSueud wilidinanisdnw On-going stability UnautiUaguu

10




1in15AnYI Long term stability wag Accelerated stability #14 ASEAN
Guidelines AsUMNBIEE1ULRAIN (23 T) Fudulumumnnsgiundnsiueie

o P =l ) 19 1l =t 3 o = 1
dnsaguindlalunsowsiiueuds uwibifinanisdinw On-going stability Uriau
Ulagliu

1nN15AnW Long term stability wag Accelerated stability #1u ASEAN
Guidelines AsunuagevuRan (2 1) Fadulumunnsgrunindusiendusogy
= o o w v 1 - o = ar
AuAlulunsifousnsueuan ualiifinanisfnen On-going stability Uneultagiu

finsfAnw Long term stability uay Accelerated stability Taiiulumu ASEAN
. i o o v - a woof
Guidelines AsUMNBIENITMUAlIVURAIN (5 1) Fadulumuunnsgrundnsioue
e o o P o w v - = i Siie =t
grdnsagunuilulunziousiiiueuad waslinanisdnyy On-going stability U
1 = ar 15 = = [~ i 17
nauﬂﬁwtuu (MA@ UNLIan 0 LWay 6 WU Wuay1NudY)

1n15AnY¥ Long term stability way Accelerated stability Lidulumy ASEAN
Guidelines Asunmngenfinualivuaan (23 B) Fadulununasg
wz‘%mﬁ’mﬁmﬁm%ﬂgﬁﬁuﬁlﬂumLﬂauﬁﬂ%’umuﬁ'a wazdinanisdnyr On-going
stability UnoulUagiu (Fowmaaauiina 0 uas 6 Weou Wusgtios)

1n15Anw Long term stability way Accelerated stability laidulumiy ASEAN
Guidelines AsumMuBgENitmualivuaan (2 B) Fudulumunasgiundndios
grdnsasuiiuAlalunzsfoudduend wazdinanisfing On-going stability U
nowliagUu (Fowmnaauiiinan 0 uae 6 oy Wusgraies)

finsAnwn Long term stability Waz Accelerated stability #14 ASEAN
Guidelines Wulumumasgrundnsiusierdnsagunnileluneidousmiveuas ud

LiAsumuegeuuaain wislilinan1sfinyn On-going stability Unaullagiy

1N15ANYN Long term stability uag Accelerated stability Taifuluanu ASEAN
Guidelines ulunmuasgrundnsausisrdisoguinilulunsdeuiivaum us
Lupsumueigeuunain wialifinanisfing On-going stability Uneullagiu

n1sANITIENLAYDINENAMYIYT (Bioequivalence)

10

fisne91unsAn Bioequivalence 1Wulumu ASEAN Guidelines (U7 2) Ao
1 1.0.2561 Husily ve fisreaunsdne Dissolution Tuemia BCS class 7
1#%U biowaiver au ASEAN Guidelines sd1iinanuatugnssunisavnsuazeln
ms3usewa waztdulumu US.FDA Guidance #38 EMA Guidelines a1dn 130
Wuenduuuy

10

fis1e9un1sAne Bioequivalence 1Wuluau US.FDA Guidance %38 EMA
Guidelines a1gn uasiinansmaasuauIiisumandunssy (Pharmaceutical

equivalence) Wany

fis1enunisAne Bioequivalence Wuluau ASEAN Guidelines (RUul 1) Aaug
6 §1.0.2552-31 5.A.2560 TIAIINITUANEATIUNITRINSHAZEUNNITSUTDING

fisneaumsAnw Bioequivalence Wulunw naninaeinazuuuualunsdnm
Frauyavesenandiyy wea. 2503 wazdinnuamuenssunsemsuasenlinig
RAVEINAG

fisrwunsfne Bioequivalence Liliulunu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines UWAIINANISNAZBUANUVINALUNUNFINTIN

(Pharmaceutical equivalence) and




fisrsaunisdnn Bioequivalence Tailiulunnu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines wazlifinanisnaaaunnuviniieuniundunssy

(Pharmaceutical equivalence) a4

laifisreanunisdinen Bioequivalence

ANueulun1ssNeINUBINULUY (Therapeutic Equivalence)

1¢5Un15us59lu US.FDA. Orange Book uazlasunssusasann EMA uazeang
anurlunissuses wsausisuuuy

1#¥un15us3lu US.FDA. Orange Book #38lasun133us2991n EMA uazding
anuglun1siuses

Ieisunisussglusensuandusieiadgivinianuviniedlunmsiidadnuiu
EIRULUUTBIAIINIUAMENTIUNITMISHAZEN wazdansantuglunsTuses

laifinan155use9 Therapeutic Equivalence

U591 2870 uae na1snfivedmiulsEyivy
(Package, Labeling & Patient information leaflet )
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5.1 m‘sqﬁ‘mﬁﬁ'}uu‘sn (Primary Packaging) LLawﬁqﬁmﬁ‘usu'lu (Secondary
Packaging)

vssyfusiianuznsamuiiseylu Finished Product Specification léun
Injection; Prefilled syringe, Solution/Suspension/Syrup; Glass, Solid; Alu/Alu
foil uazUTTUVURWIEMUIY (Individual Package)

UsTuelianvurnsmansyylu Finished Product Specification wilalaussq
wuURNIEnUNY (Individual Package)

5.2 aa1n (Labeling) wams unit dose

U539 H%081 ALY Tununeny Jumindn wandluynviigvesen

U9 Tlamrieen AN wandlunnmiiuvesen

U530 %081 AULsY Jununety Jumswan liuansluynmievesen

5.3 1@Na1sNINUeId@msulsee19u (Patient information leaflet : PIL)
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lufiienansifuendvsulssanau vseilienaisiinuetdmsulseensuy wagelu
HIUNISTRITUIVDIAIUNITUANENTTUNITDINITUALEN
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anaudaasududineluysema (Thailand Government encourage criteria) (5 Ag

BWUU)

1

al : =1 =
Tasunrsvunzidsulunausidaasuguainieludsane

usseaglutiyuinnssulvne e Julssnmiauseninsiadidanseiind wie
Tsunstunsilsulundndasinnianiglulszma (MIT) w3
Iesumstunuideudusenaums SMEs




ANENTTUNIINIISAUINANITUSENINTINBLENNSaTing (e-bidding)

r Vi
B e o Uszsunssuns
(wedsiand uluans)
WIWUNNENTIN0IA
NTIUNTS
(Wwgsing Jyayina)
-l
WBWANELTEIY8Y
-
G L R A NSINNTS

(WpUTve) Misnngidug)
WNEUNITIUIYNTS



