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UTEN
Ay naueinIsUsEliuAuNWHEAAMYIE (Performance) AZIUY
n.mmﬁqmmwﬁ"ﬂﬂ (Universal quality criteria) (25 Azluu)
i ANATFIUNNTHAREINAMENINAUSI BN STIR lunHEneN i
[Good Manufacturing Practices (GMP)]
1.1 Certificate of GMP 83 Active Pharmaceutical Ingredient (API) 5
HuAnfedRglatunisiuses GMP-PIC/S Tumnaiiieatesiu AP n‘afcﬁ“!,u'ﬁzq 5
wnadalay fosanamdngiuin APl duaugelindaannuhenuisiieades
faniaenddalésunsiuses WHO-GMP TumnaiiReadeaiu APl selliszy
mnadaiau Fosmanaudngiuii APl Idsuouelindnainminsnuisiiieades ?
HnandienddylaiunsTuses GMP nUssmadnan Tumnefiiieatodu AP
nsdiliiszunundaiau Fewmanmdngiudi APl lasueugnlindnainwiieauiy 1
A ITes
dranmendfglasunsiuses GMP uay GMP yuaegliiu 3 e (seninase .
luiuseq)
1.2 Certificate of GMP Finished Product
* nediutiaussydiauans Certificate of GMP Yesanuiluaussyhae * ;
fnanen (wazduisussy) Ii3unsiuses GMP-PIC/S lumnafidiendesiuen i .
svovna15uses 3 U (nsdififuusussy usiliuans GMP agfinsanli 2.5 Azuuu)
fuanen (waghuiaussy) 13unsiuses GMP-PIC/S lumnaiifieadestiuen
segna1iuses 2 U (nsdifiduuaussy unliuans GMP agiinnsanli 1.5 azuuu) 2
HnEne (LALHUUIUTTY) 103UMITuTes GMP-PIC/S Tumnaiieadesiuen i ;
svzna1iuses 1 U (nsdlfiduuaussy uiliduans GMP agfiansanly 0.5 Azuuw)
fdnen (avduiaussy) 1i3unsiuses GMP-PIC/S Tumnefiieadeafiven uax .
GMP wuaengliiiu 3 weu (sewinsseluiuses)
UINTFIINAUAL1EIAY (Active Pharmaceutical Ingredient
2 | Specification) waznasgrunaniasiendniagy (Finished Product 10
Specification)
2.1 Active Pharmaceutical Ingredient Specification 5
nsfilafunssd d ffici i
1984 USP, BP, Ph.Eur., Ph.Int., JP atudiga wazuilulunzideushiueuad 5
91383 USP, BP, Ph.Eur., Ph.int., JP adulmininlszniaseysinsen 1annin 3 U
wazwilulunzidousisueuan ‘
1984 USP, BP, Ph.Eur., Ph.Int., JP atulminisgmaseysisen unnin 2 Y
wazunlvlunzloumiueum i
$1984 USP, BP, Ph.Eur., Ph.int., JP atfulmininsgnidssysisien annin 1 U
wazuilvluneifowinsueiudn ?




81989 USP, BP, Ph.Eur., Ph.Int,, JP atdulminitsgniassysisnen uadelild
wnlvlungiloumsuen (sragnanliiiu 2 ¥ duainiuiidiinauamgnssunis
2IMNSUATET ASULENANT 8.5 DIIUEULNASIEUDIIAN)

91994 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.int., JP 17" edition atumy
Uszmaszyininen wazunllunsideousnsueu
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221484 In-house specification NdannaeINu general chapters mmws:q'lu
USP,BP, Ph.Eur., Ph.Int., JP atualan, ICH Guidelines (Q6A) wazunlalu
nzfoumsueudn vialusiduuuy

9184 In-house specification apAABiU general chapters mufisyyly
USP,BP, Ph.Eur., Ph.int., JP atulmindwsenia seysitsnen wnna 3 ¥, ICH
Guidelines (Q6A) wazunlalunzideusisueuad

971984 In-house specification idanAapaiu general chapters Mufiszyly
USP,BP, Ph.Eur., Ph.Int., JP atiulmindiusenia seysiisnen uinnan 2 ¥, ICH
Guidelines (Q6A) uazunlulungiioumsueuan

972484 In-house specification iaeaAdpeiu general chapters mufisyylu
USP,BP, Ph.Eur., Ph.int., JP atulwinisenia seyssien wnndi 1 4, ICH
Guidelines (Q6A) wazuAlvlunzitsuisueua

971984 In-house specification fiaenndaaiu general chapters mmﬁ'ﬁsﬂu
USP,BP, Ph.Eur., Ph.int., JP atulusinisenia seyssien, ICH Guidelines
(Q6A) uigslilgudlaluneidousnfue (sresnatliiu 2 ¥ duaniui
ANNUANENTIINNTOIMNTHAZET AssULENaDs 8.5 BeTululonansiauasian)

v oa . . = vow -
29 In-house specification naanAaBINU general chapters mum:qiu
USP,BP, Ph.Eur., Ph.Int., JP atiupulsgnia seysnsnen, ICH Guidelines
(Q6A) wazunlvlunsitousisueuan

2.2 Finished Product Specification

L as

ASUMSIUSalumgae (Offici r

972483 USP, BP, Ph.Eur., Ph.int., JP atudga wazwilulunzilowsiniueuad

81989 USP, BP, Ph.Eur,, Ph.int,, JP atiulmindiuszniaseysnsen 1nnnin 3 U
wazunlvlunsidsumsueuan

91984 USP, BP, Ph.Eur., Ph.int.,, JP atulmininuszniaszysingien 1annan 2 U
wazwnlvlunzidousisueuan

92989 USP, BP, Ph.Eur,, Ph.int., JP atulminiauszniaseysinsien unnin 1
wazunlulunzieumsveuda

81984 USP, BP, Ph.Eur,, Ph.int., JP atulmininuszniassysisien wadalilea
wnlvlungiloudisuen (sraznanliiiu 2 ¥ duainiuidiinauamenssunis
21MSHATET a%5UENENS 8.5 Daluduenasiaussian)

819849 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17" edition aUtumy
Uszniasyysiisen wasuilyluneideowisueuan

nssililasumssuseslunignen (Non-official Pharmacopoeia)

871983 In-house specification Ni@anAaadiu general chapters muitszylu
USP,BP, Ph.Eur., Ph.Int., JP atuade, ICH Guidelines (Q6A) uazunluluy
nuidouiiueuds viouerduuuy




91984 In-house specification fidannAassiu general chapters muﬁiz‘tﬂ,u
USP,BP, Ph.Eur., Ph.int., JP atuluminiiusenia sysinsien uinnda 3 1, ICH
Guidelines (Q6A) wazunlylungidousmsueuan

971984 In-house specification fidanrAdasiu general chapters muiiszylu
USP,BP, Ph.Eur., Ph.Int., JP atulvaindwsene syyd1sien winnan 2 U, ICH
Guidelines (Q6A) wazunlylungiloumiueue

91984 In-house specification NiaanAdaaiu general chapters aunszyly
USP,BP, Ph.Eur., Ph.Int., JP atulnindwsena syysisien winndn 1, ICH
Guidelines (Q6A) uazunlalunzilsumsueuad

#1984 In-house specification fidanAda3fiu general chapters mmﬁ‘a‘zq’lu
USP,BP, Ph.Eur., Ph.int., JP atiuluindnsenia szysnsien, ICH Guidelines
(Q6A) wigshilduslalunsifousiiuen (sosnatliiu 2 ¥ Wuaniui
AINUAMIENTIINTOMISUAZEN AssULENaNs 8.5 Briuluenansiauesnan)

91984 In-house specification NidanAdariu general chapters Auisyylu
USP,BP, Ph.Eur., Ph.Int., JP adumuisenia seusnsien, ICH Guidelines
(Q6A) wazunlalungiieud1susuan
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[Good Distribution Practice (GDP)]

HIUBYRMRAR/AI WA uavgTudnalasunisiuses GDP-PIC/S 9 ndntinau
AMIZNTIUNTOMITUATET WALINMUIBU third party (naeavialgguni)

NSUBYRY KR/ MTBAIN UavgTuTalasunsiuTes GDP-PIC/S andinay
ANZNIIUNTDIMNTUALE) (naaavslgauniu)

K3UBYRMRAR/AIWIaden 1aun13iuses GDP-PIC/S 9ndtinaunmenssuns
DIMTUATEN

AU MKAN/AIWTadN way/mM3eyuTlaTunsTuses GDP-PIC/S 91N
AINNUANENITUNMIDIMTUAYE Uay GDP nunogliliu 3 ey (suninese
Tususe) wisliuansinlasunisiuses GDP

. an'ﬁﬂmmmamz (Specific quality criteria) (70 AZUW)

1

N3 UTRINANTTIATIZY [Certificate of Analysis (CoA)]
(m1u Specification)

30

1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)

10

msaifu Active Pharmaceutical Ingredient Specification AsuYNiItoves
Universal tests wag Specific tests 19983 Supplier Wa Manufacturer Uagiin1s

wansralusUtaualiausunn (Quantitative data) ¥58 AaY #ALIY W10
Physical description

10

54U Active Pharmaceutical Ingredient Specification AsUYN1Iau03
Universal tests wag Specific tests wawigaad Supplier %38 Manufacturer wazil
nsuanmalugudoyaiaulSinm (Quantitative data) wie fay sniiu de

Physical description

n3aU Active Pharmaceutical Ingredient Specification ASUNNITBUDY

Universal tests wag Specific tests 13984 Supplier Wag Manufacturer uaiin1g

waassalusunuu“Conforms mplies, Not detected, N/A”




39U Active Pharmaceutical Ingredient Specification Asuvn#iIdauas
Universal tests wag Specific tests lawirvas Supplier W38 Manufacturer wil
nsuanImalusuwuy“Conforms, Complies, Not detected, N/A”

n549MU Active Pharmaceutical Ingredient Specification Asuyntiadaianie
Universal tests lan1g2a4 Supplier ¥38 Manufacturer uagiinsuanssaluguwuy
“Conforms, Complies, Not detected, N/A”

1.2 Certificate of Analysis of Finished Product

10

»59AU Finished Product Specification ASUNNYITDUBY Universal tests wag
Specific tests wagiin1suanwwalugudoyaiiisusunn (Quantitative data) w3e
FLaY BALIU WITe Physical description

10

M39AU Finished Product Specification ASUNAYIUBUDY Universal tests wag
Specific tests LLGifm'l‘iLLamma'LuglJLLUU“Conforms. Complies, Not detected,

N iA”

1.3 Risk Assessment Report for Elemental impurities

10

il Risk Assessment Report for Elemental Impurities wang 113 Active
Pharmaceutical Ingredient wae Finished Product wsaiueilasunmseniiunu
oM 1uAYD4 ICH Guidelines (Q3D)

10

i1 Risk Assessment Report for Elemental Impurities W@ad 1@w1e Finished
Product uariinsnaaay Heavy metals Ty Active Pharmaceutical Ingredient

il Risk Assessment Report for Elemental Impurities Waf4 lanw1g Finished
Product

i1 Risk Assessment Report for Elemental Impurities Wans law1g Active
Pharmaceutical Ingredient wagiin1snaasu Heavy metals lu Finished Product

lanIzN1SvAaaU Heavy metals Tu Active Pharmaceutical Ingredient
Specification wag Finished Product Specification

N15ANYIANNASAI (Stability data)

15

1NN Long term stability Wag Accelerated stability #93 ASEAN
Guidelines AsUNMBIgE1VLRAIN (5 T) Fadulumunnsgrunaniueiedusagy
fulalunzifousifueud waslinanisinw On-going stability Yneudilagiu
(Foamaaauiingn 0 uay 6 o Wusthatos)

5

1in15An®" Long term stability waz Accelerated stability #13 ASEAN
Guidelines AsumueIgEULaaN (23 B) Fudulunmunasgundndusien
ﬁwﬁi}gﬂ‘ﬁLLr'ﬂ‘u'luszﬁauﬁ'l%'Umuﬁ': uazilwanisAnwn On-going stability Unaul
U290 (Foamaaauiinan 0 uay 6 Weu Wusgraey)

12

1n13AnYI Long term stability wag Accelerated stability #1381 ASEAN
Guidelines AsumuBIgEUuaan (2 1) Fadulununnsgnundniusierdusagy
fudlolungidousiueuds uazlinansdnw On-going stability Yneultagdu
(Fowmnaauiiviai 0 way 6 oy Wusdratios)

10

1N13ANYI Long term stability was Accelerated stability 131 ASEAN
Guidelines Asunuageuuaain (5 1) Fadulunmunsgumdniusiedusagy
funlulungifousdueuas wilifinanisinel On-going stability Unewllaguu

10




1n13AnYI Long term stability wag Accelerated stability #23 ASEAN
Guidelines AsumuDIgeULaN (23 B) Fadulunnnasgiuxdnsusie
dSasuiiudlulunsousnfueuds ualifinanisdnu On-going stability Uriew
Utlaquu

1iM3finw" Long term stability uag Accelerated stability A14 ASEAN
Guidelines Asumuangeuuaan (2 1) Faudulunuunasgriusdaiusiordisagy
< =4 o ar L ! =5 i W e P =i ar
unlalunsfousSueuds wilifinanisdnyy On-going stability Unewldagiu

1N13ANYT Long term stability wag Accelerated stability Liulumu ASEAN
Guidelines m'sumumqa'lﬁﬁ'muﬂl’iuuaa’m (5 D) Fadulununnsgrunan s
EJ1??1L%ﬁ]gﬂﬁLLﬁ‘L*u'Lummﬁaush%’umué"s wazdinanis#nw On-going stability U
rowdilagiiu (Fomeaauiinan 0 wae 6 Wou Wuselion)

1in3Anw Long term stability waz Accelerated stability Tifulumu ASEAN
Guidelines Asunangeifmualivuaann (23 1) Faduluaumnesgu
wAndnsiodnsaguinilalunsifousiveuds waelinanisinun On-going
stability UneutUaguu (Fowmnaauiinan 0 was 6 oy Wusgraion)

fimsfAnw Long term stability uag Accelerated stability laiiulumu ASEAN
Guidelines Asunuange i mualivugain (2 B) adulunnnsgrundngdos
grdsaguiindlulunsliouisusud uasdinanisdinun On-going stability U
rouliagiu (Feanaaaudinen 0 ua 6 ey Wusgalon)

N3N Long term stability Wag Accelerated stability #73 ASEAN
Guidelines Wulumusnesgundadusierdnsagunuilulunsitoumiveuwa us
linsumueigyuunain wishiflnansdnwn On-going stability Unewullaquu

finsAnw Long term stability uag Accelerated stability Laidfiuluniu ASEAN
Guidelines Wulumusnnsgrundadasieduiaguinilalunstousiveua us
Lipsumueigeuuaain wishilinan1sfinw On-going stability Urieuiagdu

mMsAnwPrauyaveInaniueie (Bioequivalence)

10

fis18aunsAnY Bioequivalence 1Wuluau ASEAN Guidelines (RUUTi 2) Aaus
1 1.0.2561 [Wusulu v3e Ts1eaunsine Dissolution lugmu BCS class 7
1630 biowaiver 11 ASEAN Guidelines sdntinnuanenssunsomswazeli
ns¥usewa wazdulumu US.FDA Guidance w3s EMA Guidelines d1dn %3e
Wugniuuuy

10

fis1e91uMsAne Bioequivalence Wulumu US.FDA Guidance %38 EMA
Guidelines a1an waziinan1snaasuAMMIIiuMandsnssu (Pharmaceutical

equivalence) Wany

fiseunsany Bioequivalence Wulunu ASEAN Guidelines (RUUT 1) Aaus
6 51.0.2552-31 5.A.2560 FIANUNIIUANZNTIUNITDIMISHATEIITNIITUTOMA

fisnsaunis@ne Bioequivalence WWulumu naninasiuazuurufuilunisdnu
Frauyavesenaniy wa. 2563 uazdinnuanznIsunseskazelinig
JUTRINA

fis1w9runsAne Bioequivalence laliliuluniu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines WAlNANSNARDUAMUINALUMANFUNTTY
(Pharmaceutical equivalence) Wans




11578971UN15ANWN Bioequivalence Livulumu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines wazlifinan1snaasuanuviniisumandunssy

(Pharmaceutical equivalence) wanq

laifisngarunsfinen Bioequivalence

Anuwiisnlun1ssn¥INuYIRULUY (Therapeutic Equivalence)

19sunsussalu US.FDA. Orange Book wazl@isun155usesatn EMA uazging
anuzlun1siuses vialuedunuy

19¥umsus39lu US.FDA. Orange Book %38l@3unssusednnn EMA uavdins
anuzlumssuses

Iesumsussylunemsudndusieradyinindanuvindeslunsirdadnuiu
HINULUUVDIENINIUANLATIUNM TS HAaLEN wavdansaniuslunissuses

laifinan155u904 Therapeutic Equivalence

UsTRAMAl 981N uaz lena1siifuendmiulssenvy
(Package, Labeling & Patient information leaflet )

10

5.1 Uiﬁi}ﬁm‘?‘i‘t‘iﬁuuiﬂ (Primary Packaging) LLazusiqﬁmﬁ%uTu (Secondary
Packaging)

vssyfusiiidnungassmuiiseylu Finished Product Specification ¢
Injection; Prefilled syringe, Solution/Suspension/Syrup; Glass, Solid; Alu/Alu
foil LLﬁsUi‘S‘\;LLUULaw’lwﬂ'w (Individual Package)

U5 uelianwaensuseyly Finished Product Specification usililaussy
KUULRWITUUIE (Individual Package)

5.2 aan (Labeling) wa@n unit dose

o ¢ il at ] = "
UTTPNNUN UTBET AU TUNUADY TUNTTHAR LLam'Lunnwmwmm

U530t iamslionn AU uandlunnuiisuedsn

U359 Y81 ANuLT Tuvaeeny Junisuan hivansdluynmiisvesen

5.3 na1sANUENE S UUsEeT (Patient information leaflet : PIL)

N O [ = (W W

fienansmiugndmiuusenvu Nliveyansuiiudunsiiansanvesdninnu
AMZNTTNNITEIMITUATE U

Lifinansinuendvsuusernsu vsaiinaisnnuednsuuseavy wagely
HIUNNSIDITUIVDIEIUNIIUANENTTUNITDINITHAZEN

0

A.nauaaaasududnielulsama (Thailand Government encourage criteria) (5 Azwuw)

1

Yar l: =i [} (=%
Tasunisvunsideulunausidaasuduainielulssnd

ussgagludgduinnssulne a Mulseniadsenminsinididanselind wie
Iesumstunafoudundnsunindnniglulssma (MIT) w3o
lasunsvunsiisugusenaunts SMEs




AMZNISUNISRIITUINANITUSENNTIANBENNSDTINE (e-bidding)

UsEeIUNTIUNIS
(Weasing  Iyaying)
UNBUNNELTE1Y
ORISR NISUNS
(Weenedeg nsimning)
WEugUHURNS
N2 O N34S

(WeUsvg anndifvg)
WNFYNTTUIYNT



