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[Good Manufacturing Practices (GMP)]
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1.1 Certificate of GMP 983 Active Pharmaceutical Ingredient (API)

Andndiendfnlaiunstuses GMP-PIC/S Tunsafifeatestu APl nsdilyiszy
WNATALIY mamamvraﬂﬁ'lm’l API Iﬂiuaumm'lwwammﬂwmamu‘iﬁmﬂawaa

Ananmendfnlasunisiuses WHO-GM P lumnafifieatesiu APl nsdiliisyy
NINATALIU ABILAAIVENGIUIT AP “lm*uauwm’lmammnwmmmwmﬂawaa

Ananmendfnlasunisiuses GMP NAUSLNARKER TumnafiAedeadiu AP
nsflalsyumnadaiou doanmdng i AP Iasuoygnlindnnmissnuis

TGP

frdnded@Anlasunisiuses GMP uag GMP viupe gl 3 (fiau (5811950
lufusey)

1.2 Certificate of GMP Finished Product
* psdiwuaussenaauans Certificate of GMP ‘zjammummmsqmw i

HHARY (WazHuyaussy) 1a3un135U589 GMP-PIC/S Tumnafiieadesfiven i
SrEgnFUTel 3 U (nsdfifuuiussy unliuane GMP AT 2.5 AUUL)
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fnanen (wazduueussq) lidumssuses GMP-PIC/S lumnaiifieatasiuen il
svoznaniuses 2 U (nsdlilduuaussy wiliuans GMP agfiansanlvt 1.5 Azuuw)

<

17

Nwamm (LLa::mmaU'i'm) 1asun1s5usDY GMP-PIC/S 'lwmmwmm%aaﬂum b1
seeraniuses 1 U (nSaiiguusussy welsinans GMP agfiansaunlu 0.5 Aziuy)

Andnen (uagguuaussy) lisun1ssuses GMP-PIC/S Tumneiiiedesiven uas
GMP yunengliiiu 3 iWeu (seninseluiuses)

iasgruinghuiaendiAty (Active Pharmaceutical Ingredient
Specification) uazaAsgIUHARANsBIETAZU (Finished Product
Specification)
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2.1 Active Pharmaceutical Ingredient Specification

nslasunissusadlusisaen Official Pharmacopoeia

$1484 USP, BP, Ph.Eur., Ph.nt., JP atuaign wazuilalunsidousisusua

#1439 USP, BP, Ph.Eur., Ph.nt., JP ath/lminiwszniaszyssnen innndn 3
wazuilulunzifeudiueuan

454 USP, BP, Ph.Eur., Ph.nt., JP atilbmindsgmaszysininen snnndt 2 1
wazuAllunzifousiiueum

1959 USP, BP, Ph.Eur., Ph.int., JP atulmindnisgmeszysiisier annd 11
wazuhlvlunsieudiiueud




971484 USP, BP, Ph.Eur., Ph.Int., JP atulymindiuszmassysiisen uwadshila
wilulevgdoumsuen (srognaluiiu 2 U duaniufdingauanenssunig
2IMNSUATET A5ULBNANST 8.5 DIIUEULDNASEUDSIAN)

91989 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17" edition atuay
Usznmiaseysnsnen wasunlalunsileusiiveum
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91384 In-house specification fiaanndaaiy general chapters muﬁ‘szq‘iu
USP,BP, Ph.Eur., Ph.Int., JP aduaian, ICH Guidelines (Q6A) uazunluly
siflusisueudn wiaueduuuu

81984 In-house specification fidannAdasiu general chapters MuisEyly

USP,BP, Ph.Eur., Ph.int., JP avuluiindnsemea seysmsien yinnda 3 9, ICH
Guidelines (Q6A) wazunlvlunsitouiisueuan

91484 In-house specification NidenAdoariu general chapters muﬁ?sﬁlu

USP,BP, Ph.Eur., Ph.Int., JP atulmininlsznia seysinsien ynnin 2 ¥, ICH
Guidelines (Q6A) wazunlalunzideumsuenad

97984 In-house specification iaanAdasiu general chapters Aufiseylu
USP,B, Ph.Eur., Ph.int., JP atulmindnsenia seysnsien winnda 13, ICH
Guidelines (Q6A) wazunlalunzisusueiua

97484 In-house specification fiaenadaafiy general chapters muﬁ"isqlu
USP,BP, Ph.Eur., Ph.Int., JP atulmindseme seyssien, ICH Guidelines
(Q6A) ungsliilduslalunsdousiuen (sraznaliiu 2 U duaniui
AninuANENIINNTEMISIALEN asdulenas 8.5 Bviudulenarsiauesian)

£13984 In-house specification NdaonAADINY general chapters mmﬁsx%_ﬂ,u
USP,BP, Ph.Eur., Ph.Int., JP atugulsena seysnsen, ICH Guidelines
(Q6A) wazuilulunzidousiifueuan

2.2 Finished Product Specification
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91984 USP, BP, Ph.Eur., Ph.int., JP atuaian wazuilulungidousmiueua

$1984 USP, BP, Ph.Eur., Ph.Int., JP avulmininszniassysisien unnin 3 U
wazunlvlungidounsueua

1384 USP, BP, Ph.Eur., Ph.nt., JP avdulmininszmiassysinsien uanndt 2 U
wazwi v lungidoussuenan

1484 USP, BP, Ph.Eur., Ph.int., JP atulminitusgmaszysnsien anndt 19
wazunlvlungioumsveuan

1484 USP, BP, Ph.Eur., Ph.Int., JP atulminituseniassysinsnen widelaila
unlalunzideudisuen (sregnailiniu 2 U duanniuidiniunuenssunig
9IMSHAZEN AY5ULENANS 8.5 DIUEULBNATSLEUDIIAN)

$19849 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17" edition atumy
U5eN1AsEYsnsIen wasudlalunzifeusisuenuan
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USP,BP, Ph.Eur., Ph.int., JP atuada, ICH Guidelines (Q6A) uazunlyly
nzidpusueual viauensuuuy




91984 ‘n-house specification NidonAdsaniu general chapters muﬁ‘sziﬂ,‘u
USP,BP, Ph.Eur., Ph.int., JP atulusindnsemea seysnsen winnda 3 9, ICH
Guidelines (Q6A) wazunlulunsiisumsusuan

1484 In-house specification fiaanndssriu general chapters auitszylu
USP,BP, Ph.Eur., Ph.int., JP avuluininsznia seysinsien yinnda 2 1, ICH
Guidelines (Q6A) wazunlulunsiloumsusuwad
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9189 In-house specification Vi@anAavINu general chapters mumsu‘iu
USP,BP, Ph.Eur., Ph.int., JP avulusindnsemea seyssien winnda 19, ICH
Guidelines (Q6A) wazunlulungiisumiveudn

§1484 In-house specification fiaeandasfiu general chapters muﬁ'ss'lﬂ,u
USP,BP, Ph.Eur., Ph.int., JP atulusininsemea seyssien, ICH Guidelines
(Q6A) wigslailauslalunsfousuen (svesnalihu 2 U Wuaniui
AinUANENSIINITOMNSUAZE assulenals .5 Buiubulenasiauesian)
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81984 In-house specification NAaAAABINU general chapters m’mm:‘uﬂu
USP,BP, Ph.Eur., Ph.Int., JP atuaiuyszna ‘3:1.1167'1'5'18’1, ICH Guidelines
(Q6A) sazunlulunsilouisugnad
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[Good Distribution Practice (GDP)]

RSB MK/ dmTaden waskiuTalasunisiuses GDP-PIC/S anndrtinau
AMZNTTINITEMITUAZE Wa¥AINVUIBU third party (naeavialdguniu)

A3uByganEn/viTaden uazdiudnlasunisiuses GDP-PIC/S :ndwinau
ANIENTTUNMTEMNSUALEN (Raaaviaalgguniu)

dFveymHan/AMTaden 195un3iuses GDP-PIC/S nd1inauAmEnssunIs
DWNSUATEN

H3UBYYINEN/AIMEEAN Way/mMIeg3uTNlATuN1TTUTEY GDP-PIC/S 91N
AUNNUANLNITUNITDMIIWALEN Uag GDP vunegliliu 3 ey (sewinese
Tususe) visaliuanyinlasunsiuses GDP

. mmfr‘lﬂmmmaww (Specific quality criteria) (70 AZLUW)
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NIIF05UTBINANTTIATIN [Certificate of Analysis (CoA)]
(m1u Specification)
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1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)
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M331U Active Pharmaceutical Ingredient Specification ﬂiunnﬁﬁ'ﬁ'aﬂm
Universal tests uag Specific tests 19984 Supplier Wag Manufacturer Wagiinis
uansnalugudayaifssinm (Quantitative data) vise ey sniiu wde

Physical description
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m59ifu Active Pharmaceutical Ingredient Specification AsunNT8Y8Y
Universal tests wag Specific tests law1zae9 Supplier W8 Manufacturer wagil
nsuansralugydeyaideUsinm (Quantitative data) w38 fay eniiu Wide

Physical description

m59iTu Active Pharmaceutical Ingredient Specification ASUNNITBYDY

Universal tests wag Specific tests 119ua4 Supplier WaE Manufacturer U#iin1s

wang “Conform L N/A”




39U Active Pharmaceutical Ingredient Specification Asuvniitouas

Universal tests Wag Specific tests lawW1z93 Supplier W58 Manufacturer Wil

ATSLARNINE “Conform mplies, N N/A”

39U Active Pharmaceutical Ingredient Specification Asuynidaiany
Universal tests law1gu94 Supplier %38 Manufacturer LLazﬁm'ﬁLLamma’LugULLuu
“Conforms, Complies, Not detected, N/A”

1.2 Certificate of Analysis of Finished Product
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»5311U Finished Product Specification AsUNARITOV8Y Universal tests uag
Specific tests uaziinsuanwalugudoyaiissun (Quantitative data) 3o
Aa BN W7o Physical description

10

59U Finished Product Specification AsU%NYaua3 Universal tests wa

Specific tests WANNSLANINA Lygjju,_‘l JU“Conforms, Complies, Not detected,

tlfg n

1.3 Risk Assessment Report for Elemental impurities
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11 Risk Assessment Report for Elemental Impurities wa#d v13 Active
Pharmaceutical Ingredient wag Finished Product wsaiugniilasuniseniiuniy
Yo muAYed ICH Guidelines (Q3D)
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i1 Risk Assessment Report for Elemental Impurities Wan4 1wz Finished

Product wagiin1snaasy Heavy metals Tu Active Pharmaceutical Ingredient

i1 Risk Assessment Report for Elemental Impurities Wan3 [@w1e Finished
Product

il Risk Assessment Report for Elemental Impurities Wand l@w1e Active
Pharmaceutical Ingredient uazdinnsnaaeu Heavy metals Tu Finished Product

HRN1ZN1IMAEDY Heavy metals Tu Active Pharmaceutical Ingredient
Specification wag Finished Product Specification

NSANEIA2IUALHA (Stability data)
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1N13AnNYI Long term stability wag Accelerated stability @3 ASEAN
Guidelines Asumuegeuuaann (5 B) Fudulumunasprundniusierdusagy
AululungDousiueuds uariinanisine On-going stability YieuTtagiu
(Fosmadauiivaan 0 ua 6 \iou Jusgrtios)
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1N13ANYI Long term stability Wag Accelerated stability @14 ASEAN
Guidelines AsumuDIgETULRaN (23 D) Fadulununnnsgundniusien
dusasuiudlalunsidowshiveuds uazlluansdny On-going stability Yot
#9q0u (Fommmaauiinan 0 uay 6 ey Wusg1ean)
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1N5ANYI Long term stability Wag Accelerated stability #13 ASEAN
Guidelines Asumuegeuueain (2 1) Fadulumunmnsgrundndusiordusagy
fudlalunsifousueuds waelinantsinwr On-going stability Unawtuaguu
(Fownaauiivian 0 uay 6 wou Wusgrios)
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1M3ANWYI Long term stability Wag Accelerated stability @3 ASEAN
Guidelines Asumuargeruuaan (5 1) Fadulunuunasgruniniusiedisagy
P =l o at ) =5 " usee =y 1 = at
unlulungiloumueud wiliifiwansdnun On-going stability Unautitagiu
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1n15Ainw Long term stability uag Accelerated stability #131 ASEAN
Guidelines AsunmeIgeTUuaan (23 1) Fadulununasgrundndasion
dgaguiudlulunsifouiiusud uwalillwanis@nun On-going stability Uriou
Uy

1n13AnY Long term stability uag Accelerated stability #14 ASEAN
Guidelines AsUMuBgeULaaIN (2 1) Fudulumuanasgiundaduserdisagy
fuAlalunzidousfueuds wilifinanisfng On-going stability Yneudiagiu

fins@nw Long term stability uag Accelerated stability Taiiulumu ASEAN

. . < v = a v
Guidelines Asunmageninmualivuaan (5 1) Fadulumuunsgrundnsioe
gndusaguiiuilelunzidousisueuds uaeiinanisdng On-going stability
' =) s L = < < ' L
naulUaguu (newnaauiiaa 0 uay 6 Wweu Wusy1euae)

{ins@nw Long term stability uag Accelerated stability laiiulumiu ASEAN
Guidelines AsumMuBNgEfmualivuaan (23 T) Fudulumunnsgu
ranAnsiendnsaguinilalunsifousueuds wazilnanisdnw On-going
stability Urieutiagiu (Feameasuiinan 0 waz 6 ey Wusthaliow)

1N13ANYT Long term stability wag Accelerated stability Tiulumu ASEAN
Guidelines AsUAMBgEAfmualivuaain (2 8) Falulumuunnsgundngioue

o = = =4 o ar v - =1 E e =i
grdnsagununlalungilousiiveud wasiinansdin On-going stability U
newlllagiu (Feamasuiivian 0 uaz 6 weu uatwes)

1IM3ANW Long term stability wag Accelerated stability #13 ASEAN
. . < a w ¢ o o = a o ar v i
Guidelines {Wulumuunsgmndndusierdusagununlulunsiioudiveud ua

Liasumueigeuuean wishifinanisdnw On-going stability Uneutaguu

1n13ANYI Long term stability wag Accelerated stability LU ASEAN
Guidelines \ulunusnnsgundndasiednsaguinilelunzideuiiveud us

Liasumueigsuuaain islifinan1sdny On-going stability Ureutlaguu

nsAn¥ YUY Ve AR (Bioequivalence)
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51891 sAnYT Bioequivalence Wuluau ASEAN Guidelines (atut 2) Faus
1 1.0.2561 Husuly vie fiseaunisdn Dissolution Tugnmu BCS class 7
145U biowaiver ms ASEAN Guidelines sdtinaunniznssumsanvsiazenls
msfusema waztduluau US.FDA Guidance w38 EMA Guidelines a1dn %38
Wusnduuuy
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f51897uN5ANY Bioequivalence Wulumu US.FDA Guidance %58 EMA
Guidelines a1an wazilkan1svaaauaMInisunandanssy (Pharmaceutical

equivalence) Ly

=4 - - . - s d z Al
fisneaunsAn Bioequivalence 1Wulumu ASEAN Guidelines (RUu# 1) Aaud
6 31.0.2552-31 5.0.2560 BIFIUNIUANLNTTUNTOIVNTUALENNNITSUTOINE

fisreaunnsine Bioequivalence WWulunu waninaaiuazwuluAlunsdnm
Frauyavoseadny w.e. 2563 wazd1innunnLNsINNNTOMNTHATE NS
JUSBIHA

151891uN13ANY" Bioequivalence Lidulunna ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines WALIRAN1INAABUAIUWINABUNIUNTINTTY

(Pharmaceutical equivalence) Lans




15189UNSANYY Bioequivalence lailulumu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines LtasuﬂuﬁmswﬂaaUmmm%ﬁaumqmﬁmﬁu

(Pharmaceutical equivalence) uans ’
Lifissaunsiinen Bioequivalence 0

4 | anuwiniisulunissheniuen@uuuy (Therapeutic Equivalence) 5
195un15u399lu US.FDA. Orange Book wagldi¥umssusesann EMA uazdng
anuzlunissuses wisusduuwuy 5
1#3un15us39lu US.FDA. Orange Book %30l@i¥un153u58491n EMA uazdng
anuzlunisiuses 3
Idsumsussylumenisudnsusionaniylmindauvinieslumstidasnuiu
gWUUUUYBIANINUANENTTUNITEMTUALET uardinaaatuslunisiuses 1
laifinan133Us89 Therapeutic Equivalence 5

5 | us39Anel 281N uaz endrsmnuedmiulszvavy 15
(Package, Labeling & Patient information leaflet )
5.1 usiqﬁmﬁ'ﬁguwsn (Primary Packaging) uazussﬁ]ﬁ’mﬁ%"u‘lu (Secondary :
Packaging)
ussyusiiidnuugnssaniisyyly Finished Product Specification Téu
Injection; Prefilled syringe, Solution/Suspension/Syrup; Glass, Solid; Alu/Alu .
foil wazusIUWUURWIENUIEY (Individual Package)
ussiusilanuaensnuiiszylu Finished Product Specification usilailfussy 0
WUURNIEMUIE (Individual Package)
5.2 2a1n (Labeling) u@nd unit dose 3
U399 Tdaen Auuse Tununeng unisedn wandlunamiaevesen 3
usseftsl famedien s uansluynuirevesen 1
Ussius 8060 Anuuss Funuaeny funisudn Livansluvnmievessn 0
5.3 lenansmnuend msuyszyiwu (Patient information leaflet : PIL) 2
finansmiuerdmsuussvu ﬁﬁ%’an&aﬂ‘svﬁfmmmiﬁﬁmm‘umﬁwﬁ’nmu ,
ANZNITUNITOIMITUATHILA?
Lifiienansifuendmsudsywu vdeiiienansiiuendmsulssevu wadaly .
HIUNSHDNTUNTDIEUNIUANZATIUNITO NS WALEN

AnquaidasuduAIneTulszme (Thailand Government encourage criteria) (5 AZWUL)
1 | WFumstunadevluinusidasiududnmeluyszme 5

uss9eglutyuinnssulve a Julsemadszmesiadidanseiind wse
Iisunmstunsifvulundn fusivindnniglulssina (MIT) use
Iasumstunsideugusenouns SMEs
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