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Qmé’nwmxquz‘uaem

81 Letrozole 2.5 mg film-coated tablet

%EJEI'I Letrozole 2.5 mg film-coated tablet

AauUAN3lY

1. JUkuY Dugde dmsuiudszniu

2. @ulszneu Usgnaumesien Letrozole 2.5 mg lu 1 1fin

3. AYULUTT UsTQluuksUnaiin desfiumnudu uarussadundesiuua

4. 28N - 5¥y¥RYn dlsznaudiend1AyuazAULT Turdn Tudueny
WunHan waztawnzileuiiuen Megrednauuuussasioe

- UUNYUUTIN0E BRIy TREIMIR YN 1N S diulsenau

LATUUINAUUTIVEIEN LaviinGn Tuiueny 1Idnlau

AuaudANamnAila

Nam’im’sf\ﬁmiﬁzﬁﬂmmmﬁuiﬂmu finished product specification wag drug substance
specification fig198sa1nndusnsuatuiiientu Jdldavsidousedinnuauznssunsemsuay
61 NIENTASIINEY Teindusnfuilisadareaduatuiiiieurimielniniunsgiundusiiy
Tasirunils auUsznAnsENsI9asnIaY 1309 52UMIIET WA.2561 asTudl 6 Suriau 2561
(aeszmalusainaguneniudl 12 nuaniug 2562) wasdszmafiuidy 3es sz @iud 2)
W.A.2562 aviudl 3 NINHIAN 2562 (aﬂﬂizmﬂﬁluﬁwﬁamumﬂwﬁuﬁ 26 NINHIAN 2562)
Usenausie

1. f15181veUsenalng atul 2 1@ufl 1 a1m 1 wazaduifisiy (Thai Pharmacopoeia I,
Volume |, Part 1 and Supplements) %aé’ﬂﬁmwﬁﬂaﬂszmaqmﬁ”ﬁmqm

2. dsanasgrusayulnglne w@uil 1 aud 2 @uil 3 w@uil 4 uazatudiia@y (Thai Herbal
Pharmacopoeia Volume | Volume Il Volume Il Volume IV and Supplements)

3. Msmsgiuenayulnslng w.a. 2560 wazatuifisiAy (Thai Herbal Pharmacopoeia 2017

and Supplements)

/4.619...
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4. frsrdumeduuruaniulade atuiuiadd 5 wazatuifinidy (The Fifth Edition of
The International Pharmacopoeia and Supplements)

5. grawhfulalsvesanizewwing atufiuiadedl 30 (a.a 2016) uavatuifiuidy (The
United States Pharmacopoeia, Thirty-Ninth Revision, and The National Formulary, Thirty-Fourth
Edition and Supplements)

6. frUsRurhsulade adu a.e. 2016 w@udl 1-5 (British Pharmacopoeia 2016 Volume 1-5)

7. 619105 su el (@naunnernans) adu A.A. 2016 (British Pharmacopoeia
(Veterinary) 2016)

8. iglaidounniinlale aduRuiadadl 8 (.a. 2014) wazatuifindu (The Eight Edition

of The European Pharmacopoeia and Supplements)

v
& o A

9. s fuladevesssmadiu atufinsiniedl 17 wazatuifiandy (The Seventeenth
Edition of The Japanese Pharmacopoeia and Supplements)

natiiusngeisenlae (non-official pharmacopoeia) TofmunAuandimanaila fassenausnie
universal test Wag specific test mutaimunnazanmsgiuiluvesmsnngindmualilusise
ﬁm%’ugﬂl,wum‘lfw] (general requirement for dosage form) ¥3anuuuIU TR The International
Council for Harmonization of Technical Requirements for Pharmaceuticals for Human Use (ICH

Guideline)

/Geuledu...
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1. duenansiifuen anwlneuae/vienmdnge Alddufudinnuanenssunisemisuage
wazdiaunesdeu finsannuduenarstuainidnindies,

2. dnluddynistuns Seusuen (Wuu Me.2 115 V8.3 9150 V8.4 vi5e 8.2 udauansel) N3l
nsiwdsuntasdly Tuuudiundveudludouwdasndoutugae

3. dndvetunzsfeumsuen (Wuu vie.l vise 8.1) wiendermuannsgiuvemdniaueiondnsagy

LAz ingAuAIend@Asy (Drug product specification wag Drug substance specification) N7
neilould TnedosUsznaume

3.1 nansnsiendnsazu (Drug product)

3.1.1 durteninuaNInsgIuvesndndusietdnsagundunsideulidudrdneu

Y

AUSNITUNTITDIUTLLASYN

[

o ¥ o a [ ¢ o & o g vy a =2
3.1.2 mLuﬁﬁuaﬂﬂwuﬂwmig’lwuaﬂNamﬂm%ma’wﬁ]gﬂ Iumi’lmwiﬂjm&aﬂumwu
nezidou amznsaidusifidesivuaninsgiuvesndndusiondniagy lasunis
Suseslud1s1e (official pharmacopoeia))

o w

3.2 IngAusend@fy (Drug substance)

3.2.1 dwndafimunuinsgiuvesinghumendify nTunsileulitudinanuauenssunis
2IMTUATYT
3.2.2 @undenvuaungiuvesingiumeidify lusisienildensdalunistiunsideu

a Y o w

(amznsdilugfidemnuauinsgiuesingiudendidey lasunisiuseslusisen
(official pharmacopoeia))
aa 1 ! a ada L4 £ [ 14 v (Y o
nsdinegseninavadsunlatileisinssinazdoimununsgiuliaenadesiumsen
MsznesusemsemeagasedinanuanenssunIsomkazen Tuuudundvauily
WaguuUas (Wuu 8.5) innseuriuie Inefunvewnluifsuwdas laiifiu 2 U duiieiudsene
a U ‘NI ‘NI a a v o v a o
Weyiuauesin nduiivendluwfeunvaniu 2 Yduieiudsemadguiuaussin Ao

whluAguwlastusaslasuniseudfanddnauamuenITINITo M THAT Y1

/0. @0,



4. dNUME0FUTOININTFIUNTHANYIAUNANNAINITNIINRLUNITNERET (Good manufacturing

practice (GMP) luniiafiiigidesiuingiuiiendiAgveseiiaus (aUUaganiusounis
n31aaeu nediegluriniain1ssuses) lngnesUsenaume

4.1 AuMTiEeTUTeINTFIUN TN IMUNANNMINIBTNTNRLUNTHER INgRUAILNE ALY

9

(Drug substance) 7lH3UNITUTBIWULINTEIU WHO-GMP sizriteurindustises
4.2 dumilsdosusensEIUNISHARY M UNENINAITIENINRLUNSHARNER g 153U

(Drug Product) Ail@sun1s5usesnnsgiu WHO/GMP wiawfisuvinduetades
4.2.1 {udnndnsiaeierdnsazy (Manufacturer)

4.22 JuUtussynansio (Packaging) (R znsldnaned 1S agUkaed iusUsIiteuaziagiv)

Y

5. L@ﬂﬂ’]iﬂmﬁﬂ@m%%@ﬂﬁﬂﬁLﬁu%ﬁﬁﬂﬁ

5.1 NaNINTITBATIRRAUANKENSTendnSagUresnan (Certificate of analysis of finished
]

product) Tuenguitdudusietn

5.2 NaN13nTINATIRAMN IR AUTRISIeddsy (Certificate of analysis of drug substance)

e a oA & W ' & Y a Y a o _a g
WIﬂUﬂqimamEJ’]'B:'UV]ﬁQL“LJ‘LJW]'P]ﬂqﬂmﬂmaﬂﬁjmaﬁﬁnLLagﬁjNa@’J(ﬂﬂmUﬂimLUUQuagiﬁﬂﬁqu

q

5.3 NANSVTONAN M USUANLAUTUS SETINITUNINER YeingAvvesIEdAny (drug substance)
1o 5.2 fiugunsndnvednsduaie1dsasy (finished product) ¥e 5.1
5.4 wan3fnw stability $112u 3 Jumsuan lasudazshidonsmaaeudessinunamidiimunly loun
5.4.1 @UNDNANTLAAINANITANYIAILAAD T282817 (Long term stability data) #aanya9
91gve Tz S Ul UA N AN N TN TN UA N SN TNENS T UEY
5.4.2 Fuena1shaniianisanwAuAsiluan1zise (Accelerated stability data) 10u
srewlIan 6 Woudnwiulitesndn 3 Junisnan
5.4.3 nsdldueriifesararevieiionsneuld doslinanisinuinnuasaninmdsnisazane

wsaLdeNludIazaes1eg Asumuaenadesiuteyanszyluenarsiiugidnuiu
Lieundn 3 Jumswén

/5.4.5 NSE...
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5.4.5 nallyllyesduuwuy (Original drugs) visesiilasunisensiulidesdinis@nynedlauyavese
v = )~ . . = = 1) v
RoskanINanIsAN¥ITIauya (Bioequivalence) LU LB UAUEIAULUUATY
VNN LLazLLuaﬂﬁﬁ’aiuﬂWiﬁﬂm%’;amgasummawﬁmaaﬁwﬁmwuﬂmzm'iumimmi
wazen nsensasnsagy vsedulunudeniivunaina (USFDAEMA,PMDA,WHO,TGA)
6. FIDE9EN
HueResdsinageenagon 1 viheussgine niTuauetgvetelivesnii 12 wauly
nfuiiansanna FadusunusanisisaziBealinsudiunuiinmvualuiidenaau iy
v v a0 a al % U v
TanusaziisunsianAedtuiulude 5.1
7. MsUseiuAun e idwey
7.1 TuAungvasefdaeudenriolitosnit 12 Weutuaniuduwey
7.2 ymnanfidaley asfesdsdunmaeluTuTemanInTIliaTeie1TuNdauYeHEn
7.3 NSAUINUIEII¥NTYINNISEUAIRE19 AW UNAINTINTATIERAMNIN NUIIIVNITIL
nilsdesesveiog e Inggungagaosee tiuBnAUTILIUIMINETI¥N 4RSI
a '3 =1 YU a | P a '3 A 1 (-1
Ainseikazdugiuiiaveumldinglunsanialiesevigaunin nsdiimuinenldduluay
ANENYZIANIEIIEI¥NISVRANIUENS ISR SANMTEUeTIAEIAINE IR UY
waz/v3egwanluaswsialy
7.4 f1gagdenandienalsnissuildsuguilesnlnavuneny veileiinnisideuanineig
Usgmislagneunivun lagliditeuly
7.5 winefidndulueudidu desivesluliwesamunugaumaliseninsuuduuunlingsunis
Suen lansivaeunausuen Lot tudhgadaveddsimeua
8. dueBugenlviiresnandygneunuadayyImvin
8.1 Wusmensendignineanaindaydeilssmeuna
8.2 mqamﬁ’umL%qLmqma%ﬁm@ﬂﬁuﬁumi%’m%iamwﬁmLﬁmﬁ’ummuiamﬂﬂimmm‘wwé
a Y & a v A
warnan1snasan A uresusSenduy

8.3 TuduengvesedwauwmAeloandt 12 wieu Wuaniudweu
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ALLUY Performance

SRz (Performance) : uwuaiu 100
. LﬂN%ﬂNﬂﬂWﬁ%‘lﬂ (General qualijty criteria) 30
. ansﬁqmmwmww (Specific quality criteria) 50
A. innusinauanAfiBaUssTevidnentsufineu 20

fouazvag performance 80%

/AU, .
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WneN1sUsEIUUSLENSATNABS1A1 (Price performance)

1. 30sgIUREAAUT (AZUUULAL 80)
n. nasinuA NIkl (General qualijty criteria) : ATHULAL (AZWUUAY 30 AZWLL)

AauUs309i 1 wnsgrulsenundn insuuudaigegadade (rvuuuiu 100 = hninazuuuiosay 20)

WNEUIINITNAITUNE

Yindoday

AZLUULAY

(AZHUUAY)

1. Tsanundaldfunisiuseannsgiunmsuaneinamaninaaiisnsnglunisuanen Alasunisiusesnnuninsgiuy

(mnldeglugiaaainissuses T 40 avuuw)

GMP-PIC/s
- TsanugndningAudietd1Aty (Supplier) l95un1ssusewnuunsgIu GMP-PIC/s (mnlileg)
lugraiainissuses T 40 azuuw) >0
- Tsanududandnsiaueiend ez (Manufacturer) 1aSunissusesnuannsgu GMP-PIC/s -

2. T39UNAnlA3UN155UTBWINTFIUNITHEALIANRANNAUIN ITNITNAUNITHEA NLATUNITFUTEIMUNINTFIY

aglugiaiainissuses i 25 azuuw)

WHO-GMP
- TsaugwdningAudiendiAny (Supplier) lasunisfuseswmuunnsgiu WHO-GMP (mnlaleg
Tugraiainissuses W 25 azuuw) %0
- Tssnugndandndaueienduiazy (Manufacturer) 195unisiusesmumnsgu WHO-GMP (mnll 30

I v
UINLUUBINNUD 1 LLas 2

3. T59UNAnlATUN155UTEWINTFIUNITHAN IR NN ITNITTIA UNTITHERET NLATUNITFUTBININUINTFINEUY

- TsaugndningAudedrAny (Supplier) losunissusesmuunnsgiudus (mnldeglugiaam

Y 20
n133usee 1 10 Avuuy )
- Tssnugnanndnsiausiondusagy (Manufacturen) Id3unissusessusnnsgiudug (mnlieg
Turranainissuses i 10 Azuuw) 20
SAIUASLUUAY ﬁ?tLUiia\?ﬁ 1: ﬂZLL‘N‘ULﬁ&I 100

/%0.bN0N...
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. ansﬁ@mmwquz (Specific quality criteria) : AZLUULAYN (AZUUURY 70 AZLUL)

ALUI5899 2 NaNEdIUAMAINNLEBSUTDINANTITIATIEH

v q

LNATINITNITTAUNEN AZLUULAL

fiavatae (AZHUUAY)

4. wilsfoiusananisinsen [Certificate of Analysis (CoA)] fidarnuamnasgrunseiuiivunsdeulifudiney

AN ITUNTIDTINTILASYN

4.1 Wan1InTVAATIERRUNINERSuIe1dSa3UveHEn (Certificate of analysis of finished product)

* deuavinaeitenuniInsgIunsaiuTunzleulinu oe. asunniite wasdinisuaniua 5
lugudeyaideUsuna (Quantitative data) w3e flaw eniiu Wite Physical description

* idauazinaEitemvuanInsgIuRsatuTunzdeulinu ee. asunnide uainisuanuaty .
E‘ULL‘U‘U“Conforms, Complies, Not detected, N/A”

4.2 HANIATIVVATIZVIAUNININGAUTDIFILNEARY (Certificate of analysis of drug substance)

* dauasinaeitenuniInsgIunsaiuTunzleulinu oe. asunniite wasdinisuaniua 5
lugudeyaideU3unn (Quantitative data) w3e flaw entiu de Physical description

* dauavinaeivenvunuInsgIunsaiuTunsleulinu ee. asunniide uwainisuanuaty .

g‘tJLLUU“Conforms, Complies, Not detected, N/A”

SAUATHUUAU AINUTTOIN 2 : AZLUULAY 100

/AU550499 3...



A2UUTI099 3 KANGIUAMUNINATITANYIAIINAIAT

Y

LN NITNANTUNEN AZLUULAY

Wadatay (AZLUUAY)

o =

5. SUNDNETUEAINANTITANIAUALAD (Stability data) 31U 3 JUNISHERAIN ASEAN guideline naBAY991gvaEN

a2 o Y ¥y a a o . e . X o o 0 ' a,
Nunzdould deslidmusnnsgruaaiinmunaly shelf life specification winBunsideudsuenuntdssndt 29

A29NENE@ITHENINISANEIAMUASENINLUULSINSDUSTaze litiaandn 6 1hau

5.1 @LUNONATULEAINANITANEIAIINAIRITZEZE1 (Long term stability) ‘ﬁmumumqmﬁﬁmum
Tiuuaan/udnsiae = ASEAN guideline (8l 30 + 2 °C, PTG 75 + 5%RH) 2
5.2 @UUNBNATUENINANIIANYIAINAIFILUAN1ILS (Accelerated Stability data) ***
ASEAN guideline (gamgfl 40 + 2 °C, muusing 75 = 59%RH) =
5.3 duuenaIsuanmanIsinAunsvasdald (n use stability data) lnizenfideld
aoads Tngluenansifuedesssyteyaifentostumiunsune Dl dinset 25
nan1sAne Gendlalilu muttiuse Wldnzuuudeiis)
5.4 §UUNBNATHAANANITANYIAIUAIITEELE1 (On-going stability data) Uaram 91w 1 ju
NSKER ** ASEAN guideline (gaungil 30 + 2 °C, AYILTUETS 75 + 5%RH) >
SIAZUYLAY FauUs5eedl 3 : AzuUULRY 100

/AU 550499 4.,
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Aaudssasil 4 naigatAuauyavaINaniuaien (Bioquivalence) visaenvingadnends (Biosimilars)

@ v a & v P 2 v &
AUYIAULLUU (ﬂiﬁuL‘U‘UEﬂﬁl‘ULLU‘U lﬂﬂgLLUUWINGIJQU)

nsadbdldgdunuy : ewizeald

6. FNUNBNENTUFAINANITANYIANENYAVDINANNINE (Bioquivalence) uaznan1sAnen BE Wulumudarivungina
(US FDA, EMA, PMDA, WHO, TGA) uazvinanuinagidinandasiniy tanizeail)

nseldy 817 o8, Avuslidnwiiasdy win o8, ldlaivue Tldazuuudaiifiy 100 ]

6.1 WsfnwdeululunuinawiuaziuimesufuRtunisnuiiauyavresenadyreInagnIsunsensuaze) 100
wavoranainsfilifonlufirsuazvillun1ig steady state two-way crossover in vivo
6.2 BnsfnwdeululumunasivazuumaujiRlunsinunauyavesenadyveinaznssunsenmswasen 50
waziduoranadnsaunng (healthy volunteer)
nsallailyenduuuy @ lwwizeBaing nguenlusiu (Protein therapeutics)
7. dwmdng1unisin EMA %se US.FDA Susasindu Biosimilar 50
8. dnuuansindue@ringadiends (Biosimilars) wsadnuimangiuanuieudisunuld 50
(Comparability exercise; CE)
a o { <
FAWAUUUAU ALUTIDMN 4 : AZLUULAY 100

o a a ¢ o o o ¥ a & ¥ v < o &
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