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AMANBALANIZYDILN
Nilotinib 150 mg capsule, hard, 1 capsule

1. ﬂatﬂ_ Nilotinib 150 mg capsule, hard, 1 capsule

2. ausutanaly

21 guuuy \Dusdiauavega dwiusulsznu

22 dwlsgneu  Useneumesien Nilotinib vuim 150 mg lu 1 uin
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3. auauUAnIunaila
wan13 ATz wdulun Finished product specification  Wwag Drug  substance
specification MfaaniTeusodinuANENTINNITOMITUALEN NTENTIEASITUGY

3.1 Finished product specification:

0} Test Items Specifications

1 | Identification Complied with finished product specification

Uniformity of dosage form unit Complied with finished product specification

Assay 95.0 - 105.0% of the declared content

2
3 | Content uniformity by weight variation Complied with finished product specification
4
5

Dissolution Test Not less than 75%(Q) of the labeled amount of

nilotinib is dissolved after 30 minutes

6 | Specified degradation product Not more than 6 ppm (Shelf-life)

7 | Degradation product
- Any unspecified degradation product - Not more than 0.2%
- Total degradation products - Not more than 0.4%

3.2 Drug substance specification:

U9 Test Items Specifications
1 | Identification Complied with finished product specification
2 | Assay 98.0 - 102.0% of the labeled amount of nilotinib
ASSUNS a/§l
T MM o - ”"‘/ ................... 3 SOTLIN o
(Wey.ATEURY Wavgaw) (NEY.91390NE UINTIENIY) (nEy.010PS M)

GPU 207279 [V2606]




3 | Water 3.0% - 5.0%

4 | Sulfated ash Not more than 0.1%

5 | Total Heavy metals Not more than 10 ppm
6 | Total impurities Not more than 0.4%

naEWme - *seyade Dissolution fiu Uniformity of dosage units Tikuulenansuwanisisazidunna
nsesIesIen ndlleudalilulu coa
~ nsdifinanzifoundinisiiu (waive) nisasivdevinsitesienislalidulansienans
vangusanamildTuayiiice

4. Joulvdu 9
4.1 Lanm'im'ﬂﬁ%’uaqmwmﬁuwzLﬁﬂuﬁﬁumtﬁaﬁmma'luﬂ'szmﬁlwa wazd A (declare)
WWEINER

011 luddynstunadeusi3uen Me.2 ne3 ned vie 62 uduinsd)

012 ludmetunsdoust e 1/8 1 vesnillauesan wieuseasdonhdonis
m*uﬂm}mmwﬂmmﬁmﬁmﬁmuﬁ%umﬁau (finished product specification)
wazdariMuARMAMYBYINGAU (drug substance specification) ns:ﬁﬁagjwwﬁw
nswasuwlasiludiudy ssdfesuuienansdiunnmenenisveudly (o 5) 1
W39 finished product specification wag/v3e Drug Substance specification

4.2 BNANTIUTDININTFIUNITHAREN

421  asiifiewdslulssmelng frdadosiduunnmienideiusenunasgiunisuie
EPUVENINAIAISNSTIRIUNSKERET PIC/S (Pharmaceutical Inspection Co -
operation Scheme) I PIC/S participating authorities w3edilanans
fUsBWRTTIUMIHARE VAN AeTLaE T MTIALUNSHARE 1w Id 1IN
ANIENITUNTOIMITUALEN NTENTNEANTITUGY Farmuntulneiinuaenndes
wagiimisufuvdninasiuagisnsiatunisudne PIC/S Tumnneniauenie
atuaganausaumsasivasulaeiinanisiusesfiviuiiusenasemasadidn
Instind

422 ns@iduenidandeussa fuandesdionansuseunnasgunissang ey
MANNIISNSARLUNTSHERET PIC/S (Pharmaceutical Inspection Co -
operation Scheme) lngviiauau PIC/S Participating authorities atuanaaniu
seumsnsraaeulasiinansiusestisiuiivsenausenanmdidninsindvie
ARDABILINUAIUANTE

4.3 1BNANIANNNYDILTLAUBTIAN

431 WaMINTIVIATEAAUANEERTNTIVENER (Certification of analysis of

finished product) Tugnjuildsiaeing
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432 wamsIATwiauAwIngRuvaed1nr (Certification of analysis drug
substance) Mdlunsuanefuiidadusegevisvesransuazduaningfiu
433 enasvievangiududumnuduiusseniniunisndnvesingiuvesied Ay
(Drug substance) 4@ 4.3.2 fuguniswarvswmaniusdnsagy (finished
product) U8 4.3.1
4.3.4 wWan13An®I Long term stability M3 ASEAN guideline on stability study of
drug product aaentaseguesltunseulifudninaunmenssunis
2INIUATE NITNTIANGTUGY
4.4 f79E19EN
441  fauasian desdsiaegeagiades 1 mieussyts sadufunuuans
swazdealdasuiunuiidmusluihdenuaudinlutresunelu 3 Su
NAINEUBTIAN
4.5 msusziunuAETidsey
451 egWidwevsesdionglildlitesnin 19 6 Weutfuaniudweu
152 wwnneiidwey sefesdsdunamaelususemanisanaiinszieniuiids
uoY
453  psdiimhessmsinmsduiisgnseiidweuiitedmaiianeinuaiw mie
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swnsdsnniinnsiuaniuiiuiaveualdieninededunmsesivieses
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