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Qmé’nwmmaqu‘uaem
81 Erlotinib 150 mg film-coated tablet wag
81 Erlotinib 100 mg film-coated tablet

Fow Erlotinib 150 mg film-coated tablet a2 1 Erlotinib 100 mg film-coated tablet

AaantAnaly

1. guiuu
2. duusznou
3. ANYULUINT

4. 231N

AuaudANamnAila

Jugndandouildu dmsuiudseniu

Usgnaumleme Erlotinib 150 mg wag Erlotinib 100 mg Tu 1 1din

ussgluuasdnain Jostuaudu warusseiusidestuuas

- spyfiosn duszneusiendifuaraunss Tundn Suduety iviinge
waziaungidouisuen Liagadaauunussysiom

- UUMULUTIEessTioefinssryTenntetonnanisfn diuusznouuas

YUINAILLIIVOIET LavTindn TuFueny Tidaau

Namwmf\f’ﬁmiwﬁ@mmwLﬂui‘dmu finished product specification i8¢ drug substance

specification 191989 A& TUaTUREINY FelaaanziousodiniuamenssunITeInITuas

81 NIENTIESTEY Matnduisuiildindeioaduatuiifisumivselnlniunasgrundusinsu

lad1Sunils MuUsEn1ANTENITINESITUGY 1389 T8UAITIET WA.2561 aaTuil 6 Suinau 2561

(@eUsemAluTvRaauAYI TN 12 NUAIUS 2562) wasUssmeaiiaiiy 3o seusisen @Tun 2)

W.A.2562 aviudl 3 NINHIAN 2562 (aﬂﬂizmﬂﬁluﬁwﬁamumﬂwﬁuﬁ 26 NINHIAN 2562)

a 1 o - . 1% o va a
ﬂim"l,mﬂimgmiwﬂm (non-official pharmacopoeia) 18N 1M UAAUAUUANIUNAUA

ABIUIENaUAIY universal test LAz specific test AMUTONNUALATNINITFIUIUTDINITIATIZIN

Mualludserdmsuguiuueiug (general requirement for dosage form) visemuuiIudRves

The International Council for Harmonization of Technical Requirements for Pharmaceuticals

for Human Use (ICH Guideline)
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1. duenansiifuen mulneuas/vienwndngy Alddutudtnnuanenssunisemisuage
wazdiaunesdeu finsannuduenarstuainidnindies,

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

3. dndwetunzduuiisuen (uu ve.l wie 8.1) nieudeinuninasgiuveansiusiandnsagy

[ a Y o

wazinnfAusigdrAny (Drug product specification Wag Drug substance specification)

q

Y
=

ndunglouly Inedaslsenausie

[ a

3.1 IngAudiend@fy (Drug substance)

3.1.1 dundaimunuinsgiuvesingiviendAy ntuveleulifudinauamuznssunis

DIUNILLATYN

1 a

3.1.2 dwudenmuauinsgiuvesingausiendfy lussenldansdalunistungidauy

a Y o w

(tamznsahdusidoimunmnsgiuvesingiiusenddy eunsusedussen
(official pharmacopoeia)
nsdifegszninswedsundauileiBinssinasdormununspulfaonndeiumsei
UseniAsusemsedisetatansediinauanenIsunisemiskaren uuudiuidiveudle
WasuuwUasumdeususie Tnefuiiveudluddeuudas laidu 2 U fufieiulsenad guuauesian
winfuiiveudluudsuwdaniu 2 Iduiefulssnmadgeiuaussia fveudluasuudasiv
Aoalasun1saudRaINd1IINIIUANYNITUNTRIMNTUAZ YL
4. duvifide3uUTounTEIUNTNERIMIVENINATIBNIARUNINERY (Good manufacturing
practice (GMP) luvsnafiiendasiuingAumenddy uazeiaue @iuagamusounsnsaaoy
lngdegluyieainisiuses) laedessznaume
4.1 duviidedusesnnIgunsHangmumdninueiisn1snAlunsnanTagAudeddy
(Drug substance) 7il#¥UN55UT0INNLANATEIL WHO-GMP viFewfieuivindueetion
4.2 drumiisiiefuseannsgIumsraneImumdninasiIsn sy sHanNEs fusiendisasy
(Drug Product) Al#3un1s3usesnnsg iy WHO/GMP vidaiisumindusgiaes
4.2.1 fuannanduae1dnsazu (Manufacturer)

a o

4.22 Huiaussynansiont (Packaging) (anznstlfikasendisasuuaeduusussysinstonas et i)

Y
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5. loNAN AN WALV TIALDTIAN
5.1 NaNINTIVIAT IR NEERNS eled 153 vesRER (Certificate of analysis of finished product)
Tugnsuidadusnedng
5.2 NaN1IATINATIRAUN N INgAUTBIFIed1Aey (Certificate of analysis of drug substance

LY a =

ﬁiﬁﬂumimammjuﬁa'qLﬁuéhadﬂaﬁamaaﬁmammLLazQ’mammqummﬂmuazﬁmu
5.3 NaNsvs VAN B US A INANTUE eI 19TUNIHES YavIngAUYeiaedAay (drug substance)
1 5.2 fiugunisnanveandninsiend 593U (finished product) 98 5.1
5.4 Han13ANY stability 91U3U 3 SUNTWER InefeUTEnaUY
5.4.1 @LULONATUAAINANITANYIAIINAIAT T282817 (Long term stability data) maenwag
o1gvasTiTunz Ssul A ud N AN N TN TN UAT N SN TINENS ST
5.4.2 FUUNINAITUARINANTANYIAINNAIFILANTITISY (Accelerated stability data) tHu
seevlan 6 Weudwiukivesndn 3 Junindn
5.4.3 nsdhdugriidesazarenioifeansieuld Fesdinanisfnwinnuasanimmdanisazane
vioideandlusivhazanesineg asuiuaenadesiudoyaiiszylulenatsidvenduoy
Lideendn 3 sun1swan
5.4.5 nsalaendunuu (Original drugs) M’%’ejmﬁlé’%’umsaﬂt’iuhiéfmﬁmiﬁﬂmmﬁ%aamﬁasuaqm
AOILANIHANTSANYITIANLA (Bioequivalence) lUTBUTIBUAULULUY MuvEnLNael
waziwiufURlun1sfnudrauyaveeaniyvesdinauanuznssun1semisiagen

nsznsNassgy wisdulumudeiuunaina (USFDAEMA,PMDA,WHO,TGA)

6. F9E198N
Aunedosduinegisenegnates 1 mieusiiundadudunuuansseandenliansudiunud

Mvualuidenuaudimlivtiruwasiigunsudsmeiuiulude 5.1
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8. ﬁma@uaaﬂﬁﬁ%&amﬁﬂé’fyﬁywdawmé’zyfgmm
8.1 Wusenmseiignineenndadelsmeuia
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ALLUY Performance

sauAzRUURaLA (Performance) : wuailu 100
n. ansﬁqmmwﬁ'ﬂm (General qualijty criteria) 30
. ansﬁ@mmwmww (Specific quality criteria) 50
A. inausinuanTAniBauseTviientsufineu 20

fo8azva9 performance 80%
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WneN1sUsEIUUSLENSATNABS1A1 (Price performance)

1. 30sgIUREAAUT (AZUUULAL 80)

n. nasinunInall (General quality criteria) : ASHUULAN (AZWUUAY 30 ATHUL)

AauUs3a9il 1 Mnsgulssnundn Iipsuuudanggadame

(AzWuUULAL 100 = Wnminezuuusesas 10)

LNEU9INISNATEUNEN ﬂZLL‘L!‘L!LﬁﬂJ

iavatae (AZLUUAY)

1. 1599uKEAlATUNITTUTDNINTFIUNTHENLINNUNANNANIENTNALUNSHENET TILHZUNITTUTDINNUNINTFIY

GMP-PIC/s

[ a Y o w

- Issnugnandngauimend ity (Supplier) 1asunssusesmnuinsgiu GMP-PIC/s

q o

- Isanududnndniaueisdisag (Manufacturer) 1aSunisiusesnuannsgu GMP-PIC/s

2. T5anunaaldsunsiuseswInsgIunIsHaneURENINaEI3N15NR lun1sHEReT IldTuNsTuseImINNInsgIY

WHO-GMP

[ [

- lssugnandngauiendifty (Supplier) lasunssusesmuunsgiu WHO-GMP

o

- Isanududnndnsiaueiendisag (Manufacturer) 1a5unisiusesnuunsgiu WHO-GMP

3. T599URAAATUNITTUTDINIATFIUNTHERLIAURANNAUIN ITNITNAUNITHEAYT ALATUNITFUTRINUNINTTIY

= P %
U UBNLKUDINNUD 1 ey 2

a o a o [

- lssnugudaingiuimendidey (Supplier) losun1ssusesmuunggIuaug

o

-lsuindandndueiendisazy (Manufacturer) 1asunssusasmuunnsgudue

SAUATHUUAU AIMUTIDIN 1 : AZHUULAY 100

/AU 55099 2...
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AauUssadi 2 snasgrundndue Iiazuvudanggadames (vuuuiu 220 = dntnazuuuiosay 20)

LTINS NAITNNY AZUUULAY

Watatoy (AZLUUAY)

4. nsaildlderduuuu: Wue@seglusienistyd Orange book vasUsemaansgawsna (luans
wanguinlundaduaiindauiainlssududandndueisidniagy (Manufacturer) Weaiuiu

nanfugNNTmigegluanigelaing) e Green book vasusendlng u3a Thai orange book

* gudugrdusuudaiilansuuuiiy

¢

5. dayaatiuayu AnwnIeann NYaINEAs a0

5.1 NSMNANI N _BIFURUY: T51899UNSANINIAATNTNLEAIDIUSEENS AN NI luN1S Y

APRUNLUINTASNNSENNENUL T DR DT AUAN AN LI LY

5.2 n5a_lailgdunuy: 151891 SANINNAANNNUIUBNDIUSEANS AMNUBINAUIIAULUY %158 189UNNSANYINI9ARTn

nanatalseansn1nLas/vsenulasnngvaseNiglun1ssne asRuNlLINSANSNINSENNENULWTB R aseauaINANLmET LY

Tnedinsfnwinieadinussaiisuinduenduuuu (Fendeladenila mndlunnnii 1 wide Wiidendenliavuuuuniign)

1) 33ns@nwnduluy Randomized controlled trial kazdn1sARUWILINTANTN

AsenngNieiosesvanaunguly

9) F8n15@nwduwuy Non-Randomized controlled trial kaziin1sARUNILINTAITN

AsenngNuedosesvanaung Il

A) omsAnwiduwuy Comparative study wuu Cohort study uaginsAfuilungens

NANSHINNERULTR BT AUAN AL ST LY

1) FBn1sAnwlunuu Descriptive study wuu Case report or Case series (31897ufU8)

wazdnSANLINILINTENTNINSWINENULTB o e UaNANLWNE T UlU

) Weday n.) ¥ise v.) 50 A.) 58 1) Nhiin1sARulusaNTINSWINENULTeie

seaugInANwIngYuly

FAUATHUUAU AUTTDIN 2 : AZLUULAY 220

/Y ANUNAMNIN...
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. ansﬁqmmwmwwz (Specific quality criteria) : AZLUULAYN (AZLUURAY 50 AZLUL)

AauUs5099 3 waigatamnwvisdaiusamanisaaTent (nsallslyenduuuu)

\NAIINITNAITUEN ATLULLAY
Wtatoy (AZHUUAY)
6. e1BamAnlAel s UNARlFANTTUTE NI IUNTHARE INNMANIN I ARTUN SR ERT LT U
$U50IR11U1A 5518 WHO-GMP, GMP-PIC/s wagiin1snadaue1ainiasufjinnis 3rd party
AlFuseswInTgIu GLP wIovesu fURNSAHILNINTFIU ISO/IEC 17025 Fun15NAADULIAIN
wihsnufiseniuluszduaina ILAC MRA and Sienatories (International Laboratory Accrediation
Cooperation Mutual Recognition Arrangement and Signatories) 30 Wusnduuuy
’i']%Jﬂ']’iVlﬂﬁE]UEJ']Lﬁﬂ

N.Assay or potency

9.Identication

A.Uniformity of dosage units

d1.Dissolution

9.Related substance 38 Organic impurity

’i']EJﬂ']’i‘VIﬂﬁE]‘UEJ']aﬂ

N.Assay or potency

9.Identication

A.Uniformity of dosage units

d.Bacterial endotoxin

9.Sterility

2.Related substance %@ Organic impurity

.pH

%.Particular matter

SIMAZUYLAY FauUsTeedl 3 : AzuuULRY 100

ORIGED)

/MU0 4.




AAUUTTR9N 4 KANGIUAUNINATITANYIAIINAIAT

Y

LNATINITNATTAUNEN AZLUULAY

Watatay (AZHUUAY)

o =

7. dnenansuanInansAneAuAL (Stability data) 914U 3 JUNSHARAIU ASEAN guideline naanv3018veden

unzideuld desdimauuinsgiunuiinuuaiy shelf life specification wndunsideusinsueunesnin 2 U

#o9TLNANTHANINISANYIANUAIENINBUULT NS DUSE 8z litpenin 6 hau

7.1 ENUONENSLERINANISANYIAIIUAIAITEEEE1 (Long term stability) ﬁm‘umumqm

PMvuabivuRan/Mans e

7.2 @NUNLONATLAAINANITANYIANNAIRIUANIZLTS (Accelerated Stability data)

7.3 duenalsianinan1sanyianuasiiazllald (In use stability data) l@wize19iln

Tdnaeasa (@rendlalididu multiuse Tildpzwundatiiy )

7.4 @UNNATLANINANITANYIAUAIAITEEZE17 (On-going stability data) Uaran

q

WU 1 JUNIHER

SAUATHUUAU AUT5DT 4 : AZHUULAY 100

Aaus3a4il 5 waigatanuinfisulunsinenivenduwuy (nsalluenduwuu dazuuuindai)

M 19 v S
n5m1u°l%jmmtmu C IRNITYILAN

8. éhL‘mLEJﬂmil,l,amNaﬂ’]iﬁﬂw’m’nmmﬂa%qwamﬁm%m (Bioquivalence) wagnan13Any BE Wulumudervunaina

(US FDA, EMA, PMDA, WHO, TGA) LLazﬁmmmmﬁﬁmﬂaﬁé]’aaﬁ%ﬁu (GIRPRRIGH)!

8.1 BnsfnwdeslulumunasivaziuimaujiRlunmsinunauyaveseadyveannznssuns

gskaren wazoraasinsfilifosdudUasuwaiinlun1ie steady state two-way crossover in vivo

8.2 Bnsfnwdenlulumunaivaziumaujuilunmsfinuiauyaveseandyesnnenssunis

amskazen wazlueanadnsquaind (healthy volunteer)
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