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Osimertinib 80 mg film-coated tablet

1.3981 Osimertinib 80 mg film-coated tablet

2.anaNUANalU
2.1 gUuuy Wusdiandouildu (film coated tablet) dmiuiudseyu
2.2 dlsznau Tu 1 i Usznaudiemen Osimertinib 80 mg tablet
2.3 MIULUTTY usTlunvuglnain desfunauaraiuiiu
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3. guanUANIamaila

3.1 Finished product specification:

& Test Items Specifications
1 Identification Meet the requirements
2 | Assay 95.0-105.0% of the labeled amount of
osimertinib
3 Uniformity of dosage unit* Meet the requirements
q Dissolution* Not less than 80%(Q) of the labeled amount of

osimertinib dissolved in 30 minutes.

5 Specified degradation products

- Dimer B Not more than 1.0%
- Dimer D Not more than 0.2%
Total degradation product Not more than 1.6%
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3.2 Drug substance specification:

& Test Items Specifications

1 Identification Complied with drug substance specification

2 Assay 98.0 to 102.0%w/w on water and solvent
free basis

3 Organic impurities

Dimer A Not more than 0.5%
Dimer B Not more than 0.4%
Dimer C Not more than 0.3%
N-Oxide Not more than 0.2%
total organic impurities Not more than 1.2%
4 | Mutagenic impurities Not more than 0.10% w/w
5 Residual
- Acetone Not more than 0.8% w/w
- Sulfated ash Not more than 0.1% w/w
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4.2.1
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Osimertinib 80 mg film-coated tablet

Aauusuan UMUNATIUY
1. 59fivaue 40
2 punmuasauaAnduUselondiomenyms 55
3.MIUININAINTUY 5
saviavan 100

AUUTID9 UminAzuY
LAAsEIUNERsU 60
2 msguviosuans 20
“IJ J Lo} )
3 quanURndeysElovisomsu iR 20
37U 100

1 §uUssaeft 1: wIAssIuNAnd el (AzuuuLfiu 200)

1.1 Mssusesqunmvamaniauel (@ 1 Tu 5 Azwuudy 100) 100 60
(n) L"flumﬂqaq’luﬁ'mﬁﬂﬂnﬁmqmmw'um WHO List of Prequalified Medicinal Products
(1) WHuenileglutydsetonantausionnunmuazudn (Green Book)
Tnensuineneansnmsunng way 1 - Jaqiu

(A) ussusuuvdeeiieglutyinedonaniusinnunmuazudn (Orange Book)/EMA
(1) Huendseglutyinedondndusionlafunmsiuses (Approved Medicinal List) ng
wiotslsmenunanguan iuunmdeanswissumelng

(@) JWufaiianrninnsiesualitesndt 3 funswanduidemansaviiasigvided
Yfouniwhiefiseylu Green Book mj’ua"1qmﬁﬂﬂngmummﬁ‘amﬂ’mtﬁmﬁ‘w%amuﬁ"rﬁ'aﬁ
seylunuanTAnlsameuaUssmauasansiesesiliengbiiiu 5 Funniuitlézuns
$uspmamsieTsiiriulsEnAaUsEmanmaidanselind avelianeilaeiesfiinisds
llivesufoRnisvesnineuaziaaljifinis ausnigiu ISO/IEC 17025 NN
accreditation body fivexiulusgivanna wislagdrinnuinasgruiesjuiinig
AFUANIIPNEARTIUNNE  NTENTNENTITUFY

e 1 M ............... 2 ey Wm 3 (ﬂp

(ney.ASYIE UINTTENIY) (ney.21As anazd)



1.2 foyaaduayu Anwviidegmunnkingdue 100
(Bendalataniis winilunnndn 1 ﬁ'ﬁa’[ﬁuﬁan%’aﬁﬂﬂzuuumnﬁqﬂ)

1.2.1 nsdinandneionmuwuy fssnunmsinwmneedinfiuanfieuszansnimuea 100
gildlumssne asiulunsasmamsunmdiiundede

1.2.2 nsdilalldenduuuy Sssnumsanvmenddnfivsuendeuseansnmesseiuen 100
FULUUTS D BUNSANYIIRaInTiuansdassans nmuesenildlunsinw asdiRuly
MsansnmsunnEiindede (Bendelatenis winfhinnin 1 whdelhdendediasuuu
:u'm'nam)
(n) 38nsAnw i Randomized controlled trial umnmsmwuw’lmwmi-man'rsuwwawuwuaﬂa 100
(2) 35n15fnwlu NON-Randomized controlled trial wardimsrRuilunsasmansumdundedie 90
(m) 3Bn15AnwUu Comparative studies WUy cohort studies wagdinsimulunsasmensuwned 70
videde
(3) 33ms@nwlu Descriptive studies Wucase report or case series (91897UEUL) wazdin1sAnaily 60
NsasansunmeThindede
(@) denteladonils 40

(1) MsAnwdu 9 'wmm‘uamummﬂaaﬂnwaamu.au/mamﬁuﬂaamnwammmum

(2) vadlego (n) w3e (¥) 3o (A) W3 (1) il nmsmwuw‘lu'mm-smamsuwwummwama

1.2:3 Enuzm niml.i'.l'um Biosimilar ﬂallJﬂ'ﬁ'i'U'i'r)*ﬂ'u'ﬂE]Uﬂ'ﬁl.ﬂtl']ﬂun‘utl']ﬂuuUU 100

=

ueeURURNTT (ATUUULAL 100)

" =
2.AuUTI09N 2: NS

21 VIE]\11]QUﬂﬂ"I'iﬂN’lUﬂ’l"i'iU‘iiNﬂ’J'\l.lﬂ%]"l"iﬂN’l&li.l"'-ﬁ'l"iﬁ’]u ISO/IEC 1?025 mumwﬂaau
Namnmmmﬂuam ‘Lu‘i'itm"l'iﬂﬂﬁ’émﬂ’mﬂmﬂﬂilWVI']»!L'I"’IﬂUﬂ‘VIﬂﬁ“uﬂ

Finished product specification ﬂnwuﬂ‘l'i‘luﬂruanmuu‘luﬂUmm*unmm'mmsw

nsudnenmansn1sunne ande (1) 3o (2)

(n) Assay or potency 40
(@) dutennaouduafinde fvusliasuuusuiuviiu 60 mnmsquswmmﬂa i 60
wevitelavhdenidnuiirnwualilures fnaudadiuain 60 Axwuy wedatu
(eilen 2 Fauvie) Taowdsnsipzuuudefindeyssuaiu
2.2 winllléFuses e fiRnsfirnunisiusesnnuaansamaasgu ISO/IEC 17025 310 60

(1) Hwideuaninmsvesusesnnuansaiasljuinisunnsgiu ISO/IEC 17025 31N
- 3 L - at -d
AsANEEERINsLNE Feslinmsvaaeundndusienfiauesialusienisaaey

LR N i P

(neyfwgn aMed) (Wey.295edA 1AqEnT) (ney.geudnual SidurnTaiim)

amﬂs@’w’wg GPU 1016250 [V2408]

(Y. AT wInBsEwed) (ney.01e3 Mugd)




ws'maaumiqmmﬂ,mauﬁ'ﬁmamﬂﬁﬂ 3 Lot TneoaUitinis ISO/IEC 17025 #ilally
fudn dail

Finished product specification fifmualilupaudnyarlusiens puensan

(n) Assay or potency 24

v - - & e v WY W v v
() drudeneaeuduiivie fMvualiAzULLTI 36 MINATIIATUYNVATE D1UIANITE 36
[V - - e - 5 ¥ o L3
Toiavenilanudiravualalu Finished product specification vineanaudndiuain
a o | = v v - @
36 wilady (nafiew 2 dumie) Tneadensliasuuudefindeyssunaiu

L ar L = Las d
(2) Smegwilidouanin1svesusainuaunsa vesufuansianuansgu ISO/IEC 17025 30
PINNTUIMEIAEARTNITUNNE § Tnglifimsvaasundndusiofiauesialusenimvedey
mi'maa‘umwmuﬂmﬂuummwﬂuﬂ 3 lot Tneviaauusinis ISO/IEC 17025 ?.u'l'mduﬂm il

Finished product specification wnwum‘l’n‘luﬁmanwm.luiwm'sn'ﬁna.wmmm‘sw

(n) Assay or potency 12

' v - o - o w v v oW
(v) drudeveasuduqfimae AMvualiAzUUUTI 18 MINATIIATUYNMITE 1179 18
v - = o s . . @
witeladenilamuninmualilu Finished product specification ¥naannu
i 4’ Y o ] -J 2 L3 n] = a
dndiuan 18 ewlntu (Atey 2 AUnU) Tasadsnis WasiuuaAinaausvanuny

-

JReu (AzuuuL@Y 100)

o o wad & \
3. fuussesit 3: anauTAnoaysElsvidenisy

1. aanussyiiae Lot NO. Fuduey yn 1 ua

2.Imprint code vudinen 30

30

3. ussyiuiUaeiuna wavAuYN 4 miedes

n"n'u.aﬂLﬂaﬂuvrnnm‘lm'lnmmmq (unnwumq‘lumu 1 IndeFuiingn)

3.1 msuanasunyiusielndvuneny Tnoliidormundoulla 4 lunsuanidey 100

3.2 msuanwasunviusiolndnunergnislu 6-8 Wieu 50

nIsuNIe

(ney.A5nYiY WnBIENIY) (ney.01A3 MuEd)



LUU UN.ob

A5 19ULENIINUIUUSEUIUN L ASUIAETTHAL I8 aLLEAA LUT18
N15AYININNA LYITUNDES9

- ﬂ’: - — | = - «
. valasenis UsenmasiA@een Osimertinib o meg film-coated tablet lngAsuszmasimdianviseting
(e-bidding)

. weauivedlasents 1sameuagessiil naunundunssy

. NRUUUSEIUALASUIRESS

& mom,®00.00 UM (MATUIIALAUANRUNTINTBEU M)
2

w oo a w =
. Fuiifamuammnana(3iandhede) i 90 Asngiey beoa

U7 o,&o0 jablet
31A/iae ,aom.oe, U
Wudy @o,mor,ond.0o ¥ (Avduamuaunnuriluiiiuvnisgauauinumiou)

' d b
. WAEIINNYRITIAINGN(5IAND19BY)
USEMARMENIIUNIRAILITZULEIWRNF 1583 MUUATIAINANEY RUUaITITRIYUNYT m HAIAN oo

/
o I L1 dyu o =

. SN IMUINHNINUATIAINAN(31AN194Y) NNAY

b.e UNEATUNLIA AITY U3esIUNTTUNS

blo wnalguItu delning NIINNT

o.n UNANIDINAT AMLE N33

AD reeec S UTEEIUNTIUNNT
(WEASUNESA AAUDTEY)
= $
avdo. B nssums A9U0........... (@707 NSIUNNS

(wenlgyiu @elning) (UaNBINAE MNEE)




