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ALANHMZIANIEYRIEN
Capecitabine 500 mg Tablet

doen Capecitabine 500 mg Tablet

AnFuTAvlY

1. Huendaadauiidu (Film-coated tablet) dudufulssmu

2. Ussnausedian Capecitabine 500 mg lu 1 Win

3. ussyluussOnaiin Sosiuanuiy

4. smnuuUTTISNTRassEyen dulsenoufeddiuaseanuss Yunde Sudueny avindauay
wunzdeuhiveliednedoiay uasaannuunwurussgeegibedessyiion dnnsznaushend ity
AT uAL EUaLA TR

QTG ERTCY R TRT
1. identification msnehumw?\liquu finished product specification
© 2. Snsnendrdny 93.0% - 105.0% of the labeled amount of capeditabine
3. Dissolution Not less than 80%(Q) in 30 minutes w3
- Not less than 75%(Q) in 45 minutes
4. Uniformity of dosage form units :m'}mhu@rmﬁ‘i:ﬁﬁlu finished product specification
5. Organic impurity ' m‘i’}éﬂhum”mﬁ‘im‘iu finished product specification
doulaBug

1. Laﬂmimﬂﬂiuamg'mumwaumwmwamwma’tuﬂ'ﬁumﬁﬂmﬂ uazdng (declare) wviaswudn

1.1 Tuddgnmstunadeus$ue 1iun ve.2 ve.3 ve.d wie v.2 udusnis]

1.2 luswotunsdouhiue vie.1 vie 8.1 weuseasdenihiomamununammwye swaniasin i
Fuvzilo (finished product specification) uway derfmuamumwyssingiu (drug substance
specification) ﬂiﬁiﬁﬁ)@jﬁwdwmiaﬂéauLLangzm%LﬁuLﬁu wFBLUUEnZIMIIaLilY (8.5) wwiau

finished product specification az/%39 drug substance specification

2. LBAAITUTBINNTHIUMTHAREN
Huandoafitenansiusesnasgumsianemumdninaiuas s iilumsadne PIC/S
(Pharmaceutical inspection Co-operation Scheme) Iaevningand PIC/S participating authorities
atuehaamusountsnsiageu Insliwamsiusestisiulssnalssmasmidnniotind (e-bidding)

3. BNANTAMAN YIS TEIDIAN
3.1 uamimsaaﬁmi'wﬁﬂmmwmémﬁ’m%mﬁﬂa%agﬂmaa@'wam (Certificate of analysis of finished
- product) ugnfuitdaiiudegna . e -
3.2 Naﬂ’l‘é&ﬂi’;mi,ﬂ'iﬁmﬂmmmmmwﬁmmEJ’]ﬂ”zﬂﬁU (Certificate of anatysis of drug substance) ‘m‘lﬂu
msndreuiidadiuietng Wi Andnen uay gudninghy
3.3 Lanmiv;iavrangﬂuauaummanwuamm’nafgumwam‘ﬁaﬂﬁqmu“uaaﬁqmﬁfzﬁ’gg {drug substance)
032 fujumamdnvamdndudisndudag (finished product) ¥o 3.1
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3.4 wamMIAne long term stability Maaﬂ"ﬁ"ldmEg‘UE]\‘]Uﬂﬁ‘ﬁuwz%ﬁﬂﬁl’?ﬁuﬁ'}ﬂm?uﬂ&Ex?'E‘S‘Széﬂ’l‘ia’lm'i
WAZYINTENTHEATIIEY MU ASEAN Stability Study Guideline lutennag ASEAN
Harmonization Product on Pharmaceutical Registration $ufl 26 $uramu w.#.2551 Tagvimsfing
AR WETIRamMgT 3022 °C AvsAuFng 7525 o6RH

3.5 wansfny Accelerated stability mu ASEAN Stability Study Guideline Tudemnas ASEAN
Harmonization Product on Pharmaceutical Registration $ufl 26 Sumeun.a.2551 Tagvhms@nm
A MeTigamgl 4022 °C muiudining 7525 %6RH waziinstuiinuadeyamuinasg
Testing Frequency fifmusfie 0, 3, 6 months

4. hegeen ,
Anedssdsinedueeties 2 mheussyiast Suiudumuenmsasdenldasudiu sufidmualuide
AnanUAM U9y wazdlsumswaadieaduiulude 3.1

5. mMguse nuﬂmmwmmmmu

5.1 ’;uauma%qmwmm}ummwaaluuaﬂm? 18 Wou Nuanniudaey

5.2 mmmaﬂwamau '«aumaaaamLu'mﬂwma{l:usmaqwamimmm‘mwmiumamawmﬁwam
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AMTNYMZIANIEYEN
Cisplatin 50 mg Injection

Hoen Cisplatin 50 mg Injection

AnserutAialy

1. fussazanela Wil Sdvfoweu Urrande dwSuiadmeendand

2. Usznaunasde Csplatin 1 mg/mi TudSues 50 ml '

3. YTIUMALLUTIIEATULLY vial Fun Uniaainide

4. amnuuusTyiaeifiosssylien duuszneufodguazeuss Tusde iuﬁuawq \auiindn oy
wenzousiusiliodudaey way aanuumsuzussgeenaessessyden dulsneuiin

o ./ : d £
g1AEY ANULLTY IEUDNEY UABLETVING®

AnautamImaln
< 1, identification mi'ﬁls@"mmuﬁisﬂu finished product specification
2. Usinaushenddiy 90.0 - 105.0% of the labeled amount of Cisplatin
3. pH | 3.5 - 65 |
4. Sterility m‘s%mumuﬁimﬂu finished product specification
5. Bacterial endotoxins Not more than 2 EU/mg | |
6. Extractable volurme Not less than 50 ml -
7. Particulate Matter _ o
Size = 10 ym ~ Not more than 6,000/container
Size 2 25 pm Not more than 600/container
Houledug

1. wnasmslduoygwiunsdeushiuviiedmmieluyssmelne wardiuns (dectare) undudn
1.1 luddmastumsdeusiuen s ve.2 ve.3 ye.a vieo o2 udusnsd
1.2 Tusvetunsidouifuer ve.l vie 8.1 wioumeandenshdonisnaiuauamninuesadngdosl
anuiduneideu (Anished product  specification)  way ’ﬁaﬁwumﬂmmwwﬁm}ﬁu (drug
substance  specification) nstilfiegszninsmsiadsuulawAlufiudy ssfsauuuienatinisee
ufily (2.5) awdau finished product specification Wag/m3s drug substance specification

2. 10NETFUSOWINIFIUNTHENEN
fudndesfiionarsiuseunesgrunndnsmumdninasiuazdinsidlunisudaen  PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Iaewuigans PIC/S participating authorities
ATUANEANINTOUN TN TIREDY Toefinamsiusestviuussmealssnansiaddnusating (e-bidding)

3. lenansAudnY e lauasI |
3.1 ganinsvieneiquainndadudiendniegivesuda (Certificate of analysis of finished

product) Tugnjuitdudiusiet

3.2 wansnsdeieiaumningRutesiienddy (Certificate of analysis of drug substance) fil4
Tumsndnenjuildadudhogn e dudnen uay guiningHu
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3.3 wnensusenang ududuaruduiusserinajunisndn vesingiuvesiisnddy (drug substance)
10 3.2 fujunsudanvesndndasionduiogy (fnished product) 0 3.1

3.4 wansAnW long term stability maam*thamqmaqawﬁﬁumstﬁﬁuiiﬁuﬁwﬁﬂmuﬂmsnﬁumimms_
LAZEINTENT AT TUY

4, Mageen
v v ¢ s : s ow ! o & o v 2 1Y =
Huesedsnegeedwlos 2 mheussydne Jaludumusareandealdasudiu aun
Avuslhideruai®iludhdiy wesligunsndmdoriuiulue 3.1

5. msUseAunuAmETidweY

5.1 fuduerreaiidweutoaniehidesnit 12 weu tunniudweu

5.2 swnueiidwey sxfeddunammeluiusomansnsininnsiniuiidasuresude

5.3 nsdimbesumsvimsguiedseiidwouiiodsmnaiiensianunn miermnisesionisie
fasvomethen lnefuiesfosdwnfudnmusuuiinhossmsdmnainset uasidu
fSuBiageurldtrelumsasniensigunm asdiiwuianlidulununaudnvasians mie
srmsvearudnshifuRvsanmsauenmedingnvesiine wayvdeduaniunfwisly

5.4 Nmmvmmuamwnmimﬁmﬂaaummaﬂﬁﬂawmma wsamaLﬂﬂm‘sLﬁa;samwmszwms‘lmq
fouhmuslaglifideuls |

5.5 wma'mmimamquawa‘tmuwmmwamﬂmwawnm}s amnnmnmmuiﬂssmufmuﬂmvmmm‘s
awnsuasenlyszezm 1 Yneuhuussmavszmanaddamvsedind uusgudalidudumsuily
ﬂfgmmfmunmmmmmnmUﬂuuuLiamammmamunmﬂmvnﬁumsmmmavm

6. FUBRDULANNDNENTTUTEY MNARZNTINNTSHALNTE VU WY A HUSEN AT IANNA9TBITIBNT5EE
AN IAATLENTUSY mm'}mamnm@una wavadszvInwhdygvisedivesniusadyn AARETEY
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AuANEUROWITTE)
Fluorouracil 1 g Injection

P88 Fluorouracil 1 ¢ Injection

AnuatAnalY

Huansesaelaniodindossau Unmnide duudadvnmasaidens

Usgnaumesien Fluorouracil 50 mg/ml Tuu3ums 20 ml
uﬁq'l,unwuwﬁﬂmaﬂwmmmm%mﬁmﬁa Type | By Joiuuas
amﬂwusmﬁmsﬁﬁa\mu%mﬂ'auﬂﬁvﬂavé’amﬁﬂﬁ’mammLm Tunde 5’u§uma wTindn e
zammLuaumsumbamwmmu Lga“amﬂvummuummmammaammmﬂam d@nuseneudien
Afry ML quauma wazLavTnE

N e

Anandfniumaiia

1. Identification Ak LAsElu finished product specification
2. Yaanausnendegy AR sLiszlu finished product specification
3, pH  86-95

4. Sterility M‘i‘mmumw‘f;‘isﬂu finished product specification
5. Bacterial endotoxins Not more than 033 USP Endotoxin unit/me

6. Related substances m'i’ms\i'%um’mﬁ'iw'iu finished product specification
dauludug

. wnensmslaFueyapetunsdeuiiusnfodmbelulszmdng uasduer (declare) wvam@n
1.1 Tuddnstunzfousndue 16t ve 2 no.3 .8 wia 0.2 udusnsd
1.2 dwetuneifousii$ue vt vie 0.1 wisuswesdusiatemsmunuannimo i
awfitunsiou (finished product  specification)  uaw Terimungunnrasingiu (drug -
substance  specification) nsaifiegsywinamsdsunhauilufsmby szdosuuuienarsnmsve
il (8.5) um3eu finished product specification waz/¥ie drug substance specification

- 2. 18nENITUIRNNATEIUNIHENYN
wmammamanmﬁmaamm%’mm'ﬁwammmwaﬂLﬂmwmvaﬁﬂ'ﬁwﬁ’tunﬁwamm PIC/S
(Pharmaceutical inspection Co-operation Scheme) Tnemiiagay PIC/S participating authorities
atudganmsaunsavsey nslinamsiuseadisiulssmmiszninaganddnnseiind (e-bidding)

3, LINENSAMENIETBSTLAUDTIAN
3.1 wanisnselaswinanmedadusieidniagueeinde (Certificate of analysis of finished
oroduct) Tuenguitdaugaoeis
3.2 wammﬂmLﬂﬁwvwﬂmmmmmﬂwaammmﬂm (Certificate of anaiyms of drug substance) ‘vﬂm
' ‘iumiwammiwmaﬂumaw Mavas Andmen uay Jréntgiv
3.3 onasvisendngubudumudniussynirsunisudoverTagRuvessionddy (drug substance)
48 3.2 fugumsndavesdndusiendidasy (finished product) 4o 3.1



-2

Py ! -:\} - =l i as o s
3.4 #anIAney long term stabitity ﬁzaam‘msmqmasmw‘&uwwﬂulfmvmumf;uﬂmznﬁumimwﬁ
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4. shogneen

W # Y 1 "W 1 o £ o o o 1 <
HueRasasiIetweeelos 2 wiheussging SuludumuuanismensiBealdasudiu mud
Awualuibdogauaudimludeiy weslifumsudnfoiuivluls 3.1

5. nsusziuRanweTidsay

5.1
52
53

54

55
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Gefitinib 250 mg Tablet

Joun  Gefitinib 250 mg Tablet

AnauTATLY
. Wugidandeulidy (Film-coated tablet) dwiuiulseniu
. Ussnausmiodien Gefitinib 250 mg T 1 1fia

1
2

' b=} o = at s A .:§’
3. usTlunsaSevinlaain ussytusitesfumuazanuty
4.

amNUUUTIIAneidesTzylen dnsznaufedidyuazannss Junda ’J’uﬁumﬂ UNBAuLaY
Lawuwaum’ium‘hamwmw LLauaa'1ﬂuunwuwﬁ%mewuauaawu‘uasn dudsznaudiendndn
ﬂ'}mgsaeuauafs&mvlﬁwwam

ArusnUAn1amaile _
1. Identification G]’:T’Jﬁwhumuﬁ‘iw'{u finished product specification
2. Wnudienddyy - 95.0 -105.0% of the labeled amount of Gefitinib
3. Impurities/Degradatbn pr,oc‘:fucts' _ _
Individual unspecified impurity ~Not more than 0.2 %
Total impurities _ Not more than 0.5 %
4. Content Uniformity miifﬂ&iﬁumuﬁ‘imﬂu finished product specification
5. Dissolution ' ~ Not less than 85%(Q) in 45 minutes
Houludug

L. Laﬂmimﬂmuaummmum dewsfusuiedwieluyssnalig uazdwas (declare) undendn
1.1 Tumﬂmmwummaumium Toiun Me.2 ve.3 1.4 w3s 8.2 udusnsdl
1.2 lueetunsfoumive ve.1 via o.1 w%’auﬁfzamﬁa@ﬁﬁfﬂnﬁmugufgﬁummmwﬁmﬁmﬁmuﬁ%u
 wzideu (finished product “specification) uag %r‘imummmw%ﬁmﬂﬁu (drug substance
specification) nsdifiogseninanisiasuntaudludindu swiswuuonasnisveudle (0.5 wden
finished product specification way/v3o drug substance specification

2. 18NS UTOI M IFIUA TWEREN
dudndoafiionansiuseanasgrunnsndnenaundninaduasitasdalunisaing PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lneimuaanuy PIC/S participating authorities
atfuagamuseunisesvasy lnglinamsiusesieiulssmalsninsnididnnseing (e-bidding)

3 BNANIA ALY EJ']*/]LE‘i‘LIE]ﬁ’}ﬂ’}

31 mamsmammswvmmmwwamnm%mamaﬁﬁ%wwam (Certificate  of analysis of finished

product) Tunfuidatuiegn
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3.2 wamsesadlianizigunwinghvaesiigddy (Certificate of analysis of drug substance) itdlu
“msudsenguitdaiiuinegng ses guinen war udndngiu
3.3 nanswiendngnbuduruduiusseningunsuiinvaciegiuyesd iond iy (drug substance) o
Augunssinvesndntusiendudog 3.2(finished product) ie 3.1
3.4 uan1s@Anw long term stability maamﬂmmma&mmwwvmau‘lanuﬁmnmuﬂmvmwmﬁmmma"
BINTENTHATITGD

4. ieenaen
durefpdeiadeinedwtios 2 wieussgdnel Jufiuiununanssesazdonldasudu awd
Amualuidenuaud®iiludeiy wreljunmsidadamuiude 3.1

5. msUssfuguN W Tidiay
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fosfamide 1 g Powder for Injection

Haen  Hosfamide 1 g Powder for Injection

ansanivialy

1. dumsendion dnmande dmiuazami dedadhmasnidensh

2. Usgneuinedimguuuu Crystalline Powder 184 ffosfamide 1 g

3. usslumaurussengUiuu vial Usieraanide

4. 'amﬂuummﬁ’m%&fmwu?ﬁam dmlssneuigitdgyuazauns Tunde iuﬁua?q \eiindn nas

o

wunztisudriusliodndaauuas aanuunisususseeneddendeszyiien dudsznaufie

q

@Aty AL TTTUAYR gLasIATTINGS

Aududintanaiin |

1. Identification mizﬂﬁiﬂumﬂwﬁizuiu finished product specification
2. USunasiedndigy ' 95.0 - 105.0% of the labeled amount of Ifosfamide
3. pH Guansazanefwioudwmiu directed 4.5-65

for constituted solutions under injection
(myavdeun1uly 30 WiudsInn e Sey)

4. Sterility ' m%’;ﬁ)&i’mmuﬁisﬁlu finished product specification
5. Constituted solution mi’a?;hhumuﬁ‘isu’{u finished product specification
6. Baclerial endotoxins Not more than 0.125 USP Endotoxin Unit/mg of

ffosfamicde

7. Particulate matter

Size =10 pm Not more than 6000 /container

Size 225 um Not more than 600 fcontainer
8. Purity test _

USinueaolsa Not more than 100 ppm

Winanh Not more than 0.3%
douladug

L. enensmsldfusygetuns deusdusiiedmingludssmelng uasduns (declare) undsin
1.1 Tuddgymstunsdousiuen Wur ve.2 ne.3 ve.4 W 5.2 wdusnsdl
1.2 Tudwetuns oudifus ne.l wie v.1 wisuswasdeniidanismunuamnnye Ao
mufiumzieu (finished product  specification) waz  deimunamuaweesingiu (drug
substance  specification) nsdifagseninamsasuaudludundy swdouuuonarsmsee
wily (8.5) wmdau finished product specification uag/v3e drug substance specification '




2. NEFTUTDINATFIUNSHANEN

Andadiosiiionansfuseannsgiunsndnemmuvdninuduazdinisialunisedne  PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lnguiaeanu PIC/S participating authorities
atuangaausoumsnsisaey Inefinansiusestviussmeaszmasadidnnsaiind (e-bidding)

3. \ANANSANEN YIS TBINTIEUDTIAN

31

3.2

33

34

namsasITiaTiguamedadosindiieguueaiin (Certificate of analysis of finished
product) Tusfuitdaiusetng

wami@mmlmwmmmmmmmmmmﬁmm (Certificate of analysis of drug substance) il
Tunsuaneuiidutiusoga svas dndine way dEningiu
wnensvFendnguiiufummudiniussewinsjumrdavasSagiuusadondify (drug substance)
do 3.2 ffugunswanvoamdndnsiedusagu (finished product) 96 3.1

Han3ANYY tong term stability ma'amfahamqﬁummﬁ*ﬁwzLﬁt;u'l;’i'r‘fue‘hﬁﬁmuﬂmnsﬁum'ﬁmmi
URSEINTENTIENG 1T

4, FrinEngen
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m%mmlummaﬁmammmhJ‘mmu LLa”mum‘mammmmm%ﬂuma 3.1
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5.1
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Pemetrexed 500 mg Powder for Injection

Foen  Pemetrexed 500 mg Powder for Injection

sl
1. umserdvnianiasgou w‘%‘nm%aqa'anvﬁﬂa Usianide dmdudadvaondoam
2. Usznoumsdies Pemetrexed disodium wamafm Pemetrexed 500 mg
3. urilumaustinaiin ﬂmﬂuumuﬁ“mm%u
a. Qa’}ﬂUuUﬁ‘ﬁﬂﬂJ“ﬂ@e}ﬁuU“U’}Eﬂ dulseneumadruazAuLT Sunde 'E’uéfume uiinAnuas
LawwLuaumiummewmmumv RAINUUATYUSUTIF 10U 1B FBSTE mjam drnusenaudae
deig) AL Sudver mummmwwam

AuauUAMamain
1. Identification miaﬁnmumuﬁ‘ﬁx@u finished product specification
2. Uunaushaendndiny ' _ 90.0 - 110.0% of the labeled amountof Pemetrexed
3. pH 6.5 -85
4. Sterility maﬁ}ti'mmmﬁixu’lu finished product specification
5. Bacterial endotoxins Not more than 0.17 FU/mg
6. Uniformity of dosage units miﬂﬂmum’]uﬁizﬁﬁu finished product specification
7. Particulate matter | _

Size 210 pm ' _ Nat more than 6000 /container .

Size »25 pm ~ Not more than 600 /container
8. Water content ' Not more than 8 %
Gouluduq

1. 1onga’ rsm'iiﬂ‘ﬁwmmmumwaumiwlmﬁmwum‘luﬂ'ﬁ%mlmJ wasdmag (declare) uvasndn
1.1 Lumﬂqgmwwwmﬂumwm 16ien we.2 we.3 ve.d vide 8.2 wdusnsdl
1.2 ‘Luﬁwma%uwaﬁUuﬁﬁ%’vaﬂ .1 vi5e 8.1 wisuswaziBuaiadantsmunugminweesdnding
At gL (finished product specification)  az ‘uamwu@ﬁmmwmammﬂu (drug
substance  specification) ﬂ‘mﬁﬂBﬂﬁ”ﬁ?ﬂ&ﬂﬁ'ﬁiﬂﬂﬂmmadLLﬂI?JLWﬂJLﬁ)EJ ELADILUULONEITATU
unla (8.5) wwdau finished product specification wag/mwie drug substance specification

2. 1Na15UTOWNATFIUNTINENEN
duandesiionasiusesasgiunsudesimundninaiiasisnsdidluntsuden PICsS
(Pharmaceutical Inspection Co-operation Scheme) lmgwiiesiu PIC/S participating authorities
aduigeaaeunisasavdey laeiinanisivsestiyiudssmals mnsindidnuseiind (e bidding)
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31 sansasivinseigunweiadasioduieguasuan (Cortificate of analysis of finished
product) Tusnjudidaiiusoein

&

3.2 mam'smfamzm']wWﬂmmmmmmasmmmﬂm (Certificate of analysis of drug substance ) ildf

9
s

Tumsnasssuiidadufedns vevas HERag way Gudatngiu

33 onanTvivendngutiuduanuduiussem IFUNIHERDES FanAuvesdaendndiny (drug substance)
18 3.2 fugumasiiomassdnieiondSagy (finished product) o 3.1

3.4 HaMIANwA long term stability maawﬁaamqmaqmﬁ%mLﬁgu‘{'ﬁ’ﬁ’uﬁﬂﬁ’ﬂmummn'ﬁsumsa'nm
WEZEINTLITWAT1TOEY

4. o
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Aualuidesneaudivhludad, LLawmumswammmnuﬂﬂuﬁua 3.1

5. msUssiunmunmeiideeny

5.1 5u§umma&mﬁﬁamuﬁmmﬁa'hjﬁaﬂh'iw 12 fow Tuandudeey
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Tamoxifen 20 mg Tablet

Tamoxifen 20 mg Tablet

ansantRnalY

o =3 3 4 s

gl @wiuiulssmu

Usenoumasiie Tamoxifen citrate 20 me 1 1 e
usstlunvustnaiiv Jostusauazandu

il

aanNULUTTYNY éfaa's”‘u%m drnssnoumedifiguareaunss Jurds Tudueny i uas
Laﬁumwsjumwmbamwmw BASAANNUUNYUSUTIIE samwaam@ﬁvmjam d@rnusenause
AR AR ’;uﬁuma wazauTinGs

ANENUANIMATIA ,

1. identification ﬁa‘imci’mmuﬁiﬁzq’{u finished product specification

2. USsnausnendadigy 90.0 -110.0% of the labeled amount of Tamoxifen citrate
3. Dissolution Not less than 75% (Q) in 30 minutes

4. Uniformity of dosage units m’a%ﬁ\i’lummﬁizﬂu finished product specification
L‘éiauimguq

L wnansnislaiveuy wiunsioususnfodsniglulssmeng uasdum (declare) wnaanda

1.1

Tudrdymstunzsidousnyue Wid no.2 ve.3 vied w3 0.2 udusnsdl
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muidume e (finished product specification)  uaw mamuuﬂﬂmmmmmaﬂv {drug
substance  specification) nsmwemwmwmsaﬂaﬁmmmLL?{memmu WABIUUVIDNETINSUE
wil (8.5) iwdeu finished product specification ua/¥30 drug substance specification

2. 1ONENTIUTBIINTFIUNTINERE)
Yudndosdionarsiusasmsguntsudaomamdninaiuar¥nsidlunmsndner  PICsS
(Pharmaceutical Inspection Co-operation Scheme) leewingsy PIC/S participating authorities
atvargeuseunsnsIaey laeilnansivsasiifulssneiss manadidnnseiing (e-bidding)

3. LBNETAMDNUIBYRLENTLEUE TR

3.1

3.2

Nan1sAsIaiATIsinuMKER Nl d S IgUveNAR (Certificate of analysis of finished
product) Tuensuidadudnadne

maﬂ1smammsﬁwwﬂmmmmmwa\zmmmﬂm (Certificate of analysis of drug substance) ik
lumstanenfuiidatufed fes Hrdng uay grindiniu
wnamsvsenanguiiudumsdiussewiequnsedo verdagiuvesihonddy (drug substance)

@

32 fuqunskiinvasndnfineiedniagy (finished product) 19 3.1
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