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1.3981 imatinib 400 mg film-coated tablet

2. AnuaudAnaly
2.1 juuy pudaindeuildudmiuiuusenu
2.2 drulsenau Tu 1 dinUsenaumesien Imatinib mesilate Wisuwin Imatinib 400 mg
2.3 NYULUTTY weaeUAaLmS wieay 10 e rusu 3 ke (533 30 i)
2.4. aan seydosn dulsznaumindifyuazanuuse Tundn fudueny aeindn

wagiawnzifouiiuen o sdnmuuuussqsiug
3.guanUAnIunatinves
1psguMAsEinunivvldtunsfouiedinnuanznssumsomsuazen douduluau
ArauTAmamatafilsimeuiafmuanaeneyuese’ Tneilswandundail
3.1 Finished product specification (Shelf-life specification)

99 Shelf-life specification Acceptance criteria
1 | Identification
= TEE Corresponds to the reference
- HPLC Corresponds to the reference
2 | Assay by HPLC 95.0 - 105.0 % of the declared content
3 | Uniformity of dosage units Meet the requirements
4 | Dissolution after 15 min by UV Not less than 80% (Q) of the declared content
5 | Degradation products
d-MethyL-N3—[4-(pyridine—3—yL)pyrimIdin—2—
yllbenzene-1,3-diamine Not more than 3 ppm*
Any unspecified degradation product Not more than 0.2%
Total degradation products Not more than 0.5%

- fumsgunsiasissindndusierdniaguluyniade asamiu Acceptance criteria 89 shelf-life
specification masan13ANY long term stability

- pserlalwendunuy (Original) Aasiiviisdauaninisneasu Bioequivalence gadenfiausiuIouiiisuiy
suuuulaesnisanwideadulunundninusiazuuau jualumsnundrauyavesalyvesnuynisuns
91MsuaYEN NTENTIEIIAY wazenaadasilddeaduguasuazitluniaz Steady state, two-way
crossover in vivo dufudarmuanu US FDA Guidance'
Reference
1.Bioequivalence Recommendation for imatinib
(https://www.fda.gov/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/ucmOBl325.html)
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*N15m9729 related substance Fad genotoxicity Ao 4-Methyl-N3-[4-(pyridine-3-ylpyrimidin-2-
yllbenzene-1,3-diamine (38 impurity F) Uszanadliviu 3 ppm Tnsimualilu shelf-life
specification ieugudnansuuiou impurity F dussiivsunalsiiiu 3 ppm aasan1sdne long term
stability muiitunsSeulifudninnuanenssunisemsuaze nsenTIasITgY

4. Roulvdy 9
4.1 wnansnsidsueygntungdowisueitedmingluusemealng uazdiuns (declare) uvdawdn
411 TddymsTunsadousiuen (ne.2 ne.3 ne.d vie 82 udausnsdl)
012 Tudwetunudou vie.1/6.1 vesenfauesa niouseazidumidanismunuaunmyes
wanfusimuitunzdeu (finished product specification) wazderhvuanunmuasingii
(Drug Substance specification) nicﬁﬁaﬂwwdwmsz.ﬂﬁauuﬂmuﬁ‘lmﬁmﬁm ABILUULONANT
nsvaudly (8.5) uméey finished product specification wag/%3a Drug Substance
specification
4.2 (ENATIUTBIINTFIUNTHAN Y
421 nsdifesdnlulszmalne duandesidunnmmeisdeiuseannsgiunmsudneia
WENNUITIBNSARLUNNSHEREA PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Taevuaea1u PIC/S participating authorities ¥3aillenansuTaININTEIUNITHANL IR
VANNMILAY RN SARLUNINERE1YBIATINIUANENTIUNITEIMNTUALET NTENTNABITUGY
Femuntulnsiimiuasnadouasinfisuiundninasiuagisnsiiatunswane PIC/S T
Ve Tiaue e mTudﬂqﬂmmaumsmswaaﬂﬂaﬁwanﬁ‘%’maaﬁﬁuﬁﬂismﬁﬂsxmmﬂma
@nlnstind
422 ns@fduenindhainiasena frdndesdiienansiusewmnsgumMIHAngIMMENIN o
F2nsialunsuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) laguiagau
PIC/S Participating authorities aﬁ'ud'lqmmmaun1'591'ﬂ%aau‘[maﬁmams%’usaaﬁﬁuﬁﬂ5=mﬂ
Usgmasadianinsiindvionasnongnudiusinsdl
4.3 \nasAMN YR TiauesIAN
431 wamInTRATIEiRUAWHARSMeIveiran (Certification of analysis of finished product)
Tugnjuiidsiedn
4.3.2 Nam'ﬂmswvwﬂmmmmnﬂu'uaammﬁ'mm (Certification of analysis drug substance) Al
mwamamuwaqmumamwwmwnammua"mwammnﬂu
433 Laﬂmwsa‘maﬂﬁ'muuﬂummauwuﬁivquumwammm'smﬁwaaﬁ’qmﬁﬁm (Drug
substance) 99 4.3.2 ﬂusum‘suam'umwamnmmﬁwsqgﬂ (finished product) 98 4.3.1
434 wansANW) Long term stability naeavatengrefidiunsdeulifudninnuangnssunis
DIMIUALEINTENTWAITITUGY
4.4 69ENEN
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