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AMANYULANIZYDIYN
Nilotinib 200 mg capsule, hard

1 .%‘aan Nilotinib 200 mg capsule, hard
2.quauUAnaly

2.1 gUuuy Jugndauauga dmsusuusenm

2.2 dulsenau Usgnausiemen Nilotinib vuia 200 me. Tu 1 Win
= = at g

2.3 NNYUBUIIY ussqlun1wuzUnaiin Jeaduuas uag Auay

24. 287 - seyFenn drwusznousendidyuarauuseiuniniuduegaeingn wasaunyDeumiueld
pUNTAIUUNUTIYS N
- VuMYurUTIYEneEetasdessry o miedovnanisfdulsenautaruinmuussuesen
\niianuduangl ey

3. puaNUAnIamAlinYes
3.1 Finished product specification:

) Test Items Specifications
1. | Identification Test Complied with finished product specification
2. Uniformity of dosage form unit Complied with finished product specification
3 Content uniformity by weight variation Complied with finished product specification
4. Assay 95.0 - 105.0 % of the declared content
5. | Dissolution Test Not less than 75%(Q) of the labeled amount of
nilotinib is dissolved after 30 minutes
6. Degradation product
- Unspecified each degradation product Not more than 0.2%
-Total degradation products Not more than 0.4%

3.2 Drug substance specification:

& Test Items Specifications
%21 Identification Complied with drug substance specification
3.2.2 Assay 98.0% - 102.0% of the labeled amount of Nilotinib
323 Water 3.0% - 5.0%
AFTUNIT p
¢ MmN

(Wey.gwssed gean)
GPU 207280 [v2406]



3.24 Sulfated ash Not more than 0.1%

3.24 Total Heavy metals Not more than 10 ppm

3.25 Total impurities Not more than 0.4%

NUBIG - *sEyate Dissolution fiu Uniformity of dosage units....... Wkuulenansuanissazidenxa
M3n593Ased mndlaudalilulu coa
- nsdifvanzifoundanisiiu (waive) msnsvasvitaseitemenslaliduwanienaisvangiu
Fanamniildiuayise

4. Foulvdu 9
1.1 wnasnslFsuoygntungfowhivsnfes mingluvsemalng wagdiuns (declare) uvasnan
011 Tuddymstunsdousmiue (.2 ve.3 ve.d vie b2 udusnsed)
012 Tufwetunslou ve.1/0.1 veseniiauesia wieusiwaziBuaiadenisnunuauamues
wAnfnsinuitunzdeu (finished product specification) uarvaMvuUAANAINYBYIRgAY (Drug
Substance specification) nstiflegseynsmsivAsunUasudluiuniy azdeauuuienarsnisve
uAly (8.5) wwsau finished product specification wag/#3® Drug Substance specification
4.2 1BNANTTUTDINATHIUNTHAN LD
021 nsdfiewdnlulssmalng fudndesdidnunnmeemidesuseunnsgrunsuanemundninos)
FSnsiinlunsudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme)lagniisay
PIC/S participating authorities vﬁaﬂmnms%‘usaqmmgmmsnﬁma'mwwé’m,nmﬁuaﬁ%'miﬁﬁ
TunsuanevesdinnuAnEnssuNSoISIAZE NSENTRASTSAAY Sarmuatulasiinon
aonAdouazinfisnfiundninasiuarisnsiinlunisudnen PIC/S lumnngfiausuny atduargn
musoumsnsnasulnednanisiusesiviuiivssnalszmnsndidnivsind
422 asiidugnhdhansissane gudsdesiiionansiusennnsgiunsuanemamdninasiisnisd
Alun1sWanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwiasau PIC/S
Participating authorities aﬂ'ua"lqmmu‘sa'umsmswaauiﬂaﬁnami%'usaaﬁai’uﬁﬂ‘ssmﬂﬂ‘szmm
mddninsindvisnasnargBwudusinsed
4.3 LBNASANNNYDILTAUDTIAN
431  WAMINTIVIATIBRRAUN NGNS uTIvBENER (Certification of analysis of finished product) Tu
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