qmé’nwmsmwwzwmm MYCOPHENOLATE MOFETIL 250 MG. CAPSULE
1.38817  MYCOPHENOLATE MOFETIL 250 MG. CAPSULE
2. ApuanTanly
2.1 guuuy Juguaugadmsuiulsemu
2.2 dmlszneu Usznaumesiagn MYCOPHENOLATE MOFETIL 250 MG.
2.3 AYULUTTY ‘U'ﬁiaﬂuumQ%aﬁwﬁaqﬁ’wmw?jvu wazussYindaaiuues
2.4 a1 - syBienn duusznaufiendfiguazanuuse Tundn fudueny waviindnuas

g lausinsuenbiog 1ndnlauuunsusussy
vuATuzUTYegTisedessr T vietonnanisin duussneunazauiafy
us9weaEn aviindn Tuduey 1daou

3. auaulaniamaiia Finished product specification:

Nam‘mijaﬁLﬂ'ﬁwﬁﬂmmmﬁulﬂmm finished product specification Wtag drug substance
Specification  7ig1aBeanundasiuiiendu  ddldanadeudedninnuanenssumsonsuazen
nsgnsEsIEY  induiiuilddrdteaduatiuiifeusimielminiunnsgunduiiule
Fr¥unils muUsenAnsEMTsasINgY Fessryrinene) wa. 2561 astudl 6 Sure el 2561

(@sUsznialuswfiaayunyiuil 12 nuatwus 2562)

3.1. Identification test NI
3.2, YFuusendingy 94.0-105.0 % L.A. of Mycophenolate Mefetil
3.3.  Uniformity of dosage unit MTIVU
3.4 Dissolution test
Test 1 Tiitfosndn 80%(Q) vosUduandsvmdsann 20 i
Test 2 Tiitfanin 80%(Q) vesUsuuALTmdsann 30 wii
3.5  Impurities
-Mycophenolic acid Taiifiv 1.0 %
-Mycophenolate N-oxide analog laiifiu 0.2 %
-Any single unspecified impurity TaA 0.1 %
-Total degradation products Taifiv 1.5 %

NVUAAMANYEZLANE

............................................... Us¥s1uUnIsUNg
(WesUAA W)
............................................... ASIUAS
(WEENYS IBNEBL)
/54/*‘9//””/’97/ ............. NSNS

(WYENAR  UAINEY) /-2- VW9



P —
wanewe -* %1t Dissolution wag Uniformity of dosage units Tiuuuenansuans
swazdaranisaTviiaTed nndldudsneazdeniidusaaulilulu coa
- nsdieemzdouudinmsiiu (waive) msnsadeuitaneinensle Weuuansenans
vangusananilldueysiade
- Drug substance specification Ransananluinsizivesdudn drug substance vi3e 1u
sk drug substance vasfrAnendfasy atiulaatunil Fdimsesiviinsieiasunn
sdefiimua
- yrilauedesldfuniseyifanams nssunsosuaze Tldldlunsd ol
1. Wsuulelaaaua3u (cyclosporine) Lagmasalaalfiusassn (corticosteroids) @msu
Jesfuufiselilvensuetgidsuteogadsundulufiefildiunsvasunels wils
vdesu waelddmiusnuuiitelisensueTureiAsuneisnumenn Tuftaeildsums
Wasudele
2. Tlunsshwiszazien wagsserauens duielsaladniaueidngla (Lupus Nephritis)
Useim 3-4 (Class III-IV) "3"@@15&1m'mm'sLL‘U’&najuwm%aﬂﬁw‘umﬁatﬁalm‘uaq International
Society of Nephology/Renal Pathology Society
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4. 5oulvdu
FhauesInesdunanaviadeiuses wiouasaeiletesusatenansiaediisnuia uaziduadsil

6.1 wnansmsldiueygetunadowhiveniiodmitlusemalne  uazdwas (declare)

WENAGT

4.1.1 luddmstunzdewsniuen 1iud vie.2ve.3 vie.a vide 8.2 udusinsd

4.1.2 ludetunsidou ve.1 vie .1 veswfiidussnn niousisazidunidenisaiunu
AN INYBINANS st mAitungideu (finished product specification) uazderimun
AMATNVBIINYAU (drug substance specification) nsdifiegszninanisidsuudas
wiloiuifuasdasuuuionaisnisveudly (8.5) urwieu finished product
specification Wag/130drug substance specificationlagvauf s uiuysenia
Usgmasimdidnnsednd uaglifiu 2 U a uussmeusynnsinndiannselind

4.2 PNANITUTRWINTTIUM INENEN

4.2.1 nsdlpmdnlutssmdalne Judndesdionansiusesnnsgiunsednginumaninasiuay
A3nnsimlunisuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tng
NU891U PIC/S participating authorities #39{t8NA13TUTBIUIATFIUATNERY AL
MENNMSILALIENTTRAlUNTNERE1UIETNUAMENTTUNTTOMNTUALEN NTENTIT
anonsngy Sermustulnefimnuaenadesiasiinifientundninasiuazisnsintums
wAnen PIC/S lumnagnfiausuney atiuaiganmuseunsnsiadeulneiinanissusesds
JulsgmeUszninsimdiannsetind

AENITUNINMUARMAN BALLANY

UY5¢5I1UNTIUNNS
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4.2.2 nsdleniidrannsdsema udndedionasiusewnsgunsnang v nn s
warisnsimlunisndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Taevuae91u PIC/S participating authorities aduangan1usaunIsnIlvaaulaging
ns5usesiTiulsenmalszmnsInBiannselind ¥3018naBATN UAILFNTH]

4.3 (ENANIANININYBIL U TIAN

4.3.1 nan1IAsIIATIZRRUANHERSTuee1d1593UV0NER (certificate of analysis of
finished product) 1u8’1§:uﬁduﬂu5f’mé’m

4.3.2 NAN1TNTIVATIRAUNININQAUVDIR81dATY (certificate of analysis of drug
substance) #lldlunisuaneuiidadusogaiesnaneuaznaningiu

4.3.3 wnarswsevanguudunnuduiusseningunmsninvesingAuvesinenddgy (drug
substance) 98 4.3.2 fugunisndnvondnfusisnduiagy (finished product) o
4.3.1

4.3.4 nan13@nu1 long term stability naeay2991gv83817 unzifoulifudiiney
ARIENTIUNITOIMNTUAZEN NIENTWENTITUEY

4.3.5 ﬂiﬂjLﬂua’mEju biological products du vaccines, blood products fiasfitenans
§UTDIUMINER (Lot release) IMNNTWINGIFANTNTUNNE NTLNTEGTOEY

4.4 §798198"
4.4.1 fiauns1nn Fosdeiiegeenet1ades.... 10... MieusTin Faluduny
wansseazidenldnsudununimusluitenmuauaniludiny

4.5 nsusziuaun e idaey
4.5.1 pdwausiosiongldlalidesnin.....12... Aeuluanniudweu
4.5.2 gnaedidsey szdesdsdnnmangluiusemanmialinseieniuiideey
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4.5.3 nsdiimbesvmavinmsduiiegueiidmouiiiodmnadiesziaunin meswms
awvhladefesveietns Insfiauesaue)esdasdsefindnaudauiinize
swnsdmsaiiengiuasnduffuieveuaildinefiisadedunisnsislinsizd
ann nsdiinuireliidulunuamdnvasiany niesensveanudnslis
fnnsanmsiauesimendnarvesiduesen@ueuas vidofudnluadiialy

4.5.4 fiauesn(fue)ziosuldsusidenlndvuneny viadeifantsidonanmstae
Uszmslagreusivun Tnglifieuly

4.5.5 nadhfueniidenfiuinuniigauvnd 2 - 8 ssmwadva decflionansuanuagfusesind
sruunIsivuazdndendu cold chain system filfuimsgiuniundninast Good
Storage Practice (GSP) wa¢ Good Distribution Practice (GDP)

4.6 WNANTOU

4.6.1 nsdlpiauslildefuwuy (original drugs) fesilionanskanis@nw bioequivalence
YosgniavesiaUTouidisuiueduiuy Ineisnmsanndealulupmundninusivay
wURURIUM AN auyaveeandyvesdunUANYNTINANTOIMTUETE)
NITNTWATITNGY

4.6.2 nsdloniauslalienduuuu (original drugs) Hesdinan1s@nymianddn (Clinical trial)
Y0381 7uanTIUsTAVEAMNBsEN B UfuEFuL U LagRfuilunsansnensuwng

4.7 fiawesinn (§u1e) Buenlvienidndyaneuasuimun dsil
4.7.1 nsdinanisdunsiaitnsngiienil lnensuinermaninisunndvioviesd judnisale

15§ ISO/IEC 17025 mamsnsaadmsgiliiidulunumasgiudeimusludsznie
Uszninsnen

4.7.2 ﬂszﬁmﬁmﬁmv‘mwﬁmﬁgﬂL‘%sJﬂLﬁUﬁumﬂﬁanmmmimaﬁwﬁﬂmuﬂmzﬂssumﬁmmmasm
Tursnavesdygazdosveiy

4.7.3 nsdiwulgmeaunmannudndugieniiiondwaneussansnauazauuasniesiegiae
nlasuen
ANNENTTUNIAINUARNANYETLANY

Uses1UNTIUNTT

NITUNIT

AITUNT
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