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ﬂmﬁ'ﬂwmsmwwmaww Donepezil HCl & mg. tab

Yoadiaym19e1 Donepezill HCI & me tablet
AITNAN Talumssne
- Amzavesdeuannlsadaluwes
(Alzheimer’s dementia) MussEaE3ULIASEEEULNAN WAZITZTUL
- amzausadeuanlsavasndenduas (Vascular dermnentia)
AnaanliAvily
- Wugwdiavila film coated du1 Useneumisdien Donepezil HCI & mg

- usstluwssudawes Unaiin Jesfuninaau
1 A A o 1 o ar s i < as
- NaeMAzwNE I TN, Yeanlynendiuusyneuddny, Funnde, Tuvineny uag Lot NO.

AnanURNIaMAtinveIEnfm

- YsunashendiAgy ®Ro.0 - @®0.0% L.A.
- Dissolution hidaenin @&% of LA melu mo U
- Disintegration time 14ilAY mo ud
- Uniformity of dosage units ADAAADIRILYDANUA
Content uniformity Acceptanec value) TaiAu e¢.0%
- Individual impurity Ty o.€%
- Total impurity ey @.0%
- Total Aerobic Microbial count Laiifiu loxeo™ CFU/g
- Total Combined Yeasts LailAu oxeo® CFU/g
And molds count Absence of Escherichia coli per g
U5E51UNTIUNT ATIUNNS N30T

(uepaiNug dnsnises) (Wnamatian uwninind)  (WNEITI WwegAa)




qmé’nwmmawwmaam Olanzapine & mg tablet

Yoadlyn19e1 Olanzapine & mg tablet
Aaantanqly
[ [~ ] e A
@. gULL‘UU Wuenwie d@msusuuseniu
] 27 . @
. @uUsznau Usgnaumeen Olanzapine & mg T el
. NYUFUTTY UsTghuuseuiames eglillou-egililen Jeatuuauazradnuiu
A | @ o @ ) a ar d a
&, 28 - 5¥ylieen dalsznaumendidgiazanunss Jundn Tununeny aunugEe
LaZlaINELUsUeN l‘ﬁaéwﬁ'ﬂtﬂuuumi@ﬁmsﬁ
(] v d‘ dll $73 1 as Q ar
- VUNTULUTIY0E 1T BIT YT oewasiaN1aNIAn drulsenauendfiy
LAYYUINAIIULS IV LAVNKNER TUNHER Tiuony B'aehﬁmﬁluvgﬂl,ﬁmm
AuaNUANIImAila

®. Finished product specification: USP&o-NFa&

D) Test items Specifications
@ | Identification Meet the requirement
o | Assay wo.0%-ee0.0% of the labeled amount of Olanzapine
en | Dissolution Not less than ©o% (Q) of the labeled amount of
Olanzapine is dissolved in mo minutes

& | Uniformity of dosage units Meet the requirement
& | Related substances

- Olanzapine lactam NMT o.&%

- Olanzapine related compound B NMT o.&%

- Olanzapine thiolactam NMT o.¢%

- Olanzapine related compound C NMT o.&%

- Any individual unspecified degradation | NMT o.l%

product

- Total impurities NMT @.€%

U5¥81UNIIUNS N33UANTT AFIUNTT

(Wnenditug Ansmses) (Wwangilan winining)  (sEInnTIan wegena)




lo. Drug substance specification: USP&o-NFa&

e

9 Test items Specifications
@ | Identification Meet the requirement
o | Assay &&.0-emob.0%, calculated on the anhydrous basis and
solvent-free basis

o | Water determination Not more than @.00%
@ | Residue on ignition Not more than oc.e0%
& | Heavy metal Not more than eo ppm
o | Related substances

- Olanzapine related compound B NMT o.@0%

- Olanzapine related compound A NMT o.@0%

- Chloromethyl Olanzapine Chloride (if | NMT o.e&%

present)

- Any individual unspecified impurity NMT o.@0%

- Total impurities NMT o.€0%

U5e57UNTIUNNS N3TUNTT AITUNT

(uneAiiug dvgniSus) (wZﬂaqﬁm wIndng)  (WeEmansen legana)




ﬂaazlﬁamfv}mﬁnwmxmwwm Paliperidone m mg Extended-Release Tablets

Foen Paliperidone en mg Extended-Release Tablets

Anan vl

.0 JULUY Huefaviineangnimu dusuiulszmu

b.lod1uUENBY Usznaumesen Paliperidone m mg u @ in

. MIULVTIY UT5qluLHUnailn Hoafuuauazauild

lo.€aa1n syyTen dauusznauiedifuasamuss Sunde fufueny iaviindn uaziay

nzidoushiven [ogrednauuunvusus
spylesn dnuszneuineddyuazauus Tunde Huduey uaziaviingn
TIgatinLauuLaEn
AavaudAnamaiia (Finished product specification)
m.@ |dentification Active: Paliperidone
HPLC HPLC retention time matches reference standard within +-&%
FTIR Matches reference spectrum
m.lo Assay Active Paliperidone «o.0 - @@0.0% of label claim
a.en Content Uniformity
Paliperidone Conforms to USP <&o&>
m.c Release rate : Cumulative Release of Paliperidone

Conforms to USP <ellwe> acceptance Table @ for extended-release articles

- olh < wo% of label claim

- owh a-loe% of label claim

- oe&h &o-oe1% of label claim

- obah > @o% of label claim
o.& Residual Solvent Acetone < o.m%
on.oWater Content < m%

m.e) Degradation products
m.o.e |dentified specific: «-Keto Paliperidone  NMT @.0% of label claim

m.ello Individual unspecified NMT o.0% of label claim
m.ev.n Total NMT @.% of label claim
UIEsIUNITUANT NITUNT N3TUNT

(W@ ansndes)  (weenagidan unwinind)  (Wsanansian wegenand)




-ly-
Feuladuq
o, dnnmanearenansnslFsUeyaRt s s Tusiadmelulssme wazdung (declare) uneswdn
o0 lUdFRMITUNBTEURTUEN (8o N80 8. WuANS)

oo lunsaiidueniindalulszmelng (anad vel)

oo, Munsdiiusminduitennsutiussy ranedis ve.m

ooa  unsaTduenidnanmaseng nsiia ve.e)

o0 lufuatunzdeu ve.e/t.e vaseilauesn wienswazdeardoniseuaununmyes
wanFousimu it unzdou (finished product specification) wazdeimuagaunmuasingiu
(drug substance specification)

“fould: dwiusnenlindnnvluding Fsmsnuuuudsundusasnisdestunsnduiduen,
dwiuinulsndnnndmiuioguengsznin el - oo U, dmiumsinwennsiaaiudeundu ez
anmsuuunaslulsalulnar | (bipolar | disorder) Tuglwey uazdmiunsinwlsa Schizoaffective
disorder Tamssnudeefigaviaien uaznsnwsamiueuidues uaz/sio sangu mood
stabilizers Tu{lvig)

. lunsdifiemdslulssmdlng frandesdiduunameemldoiussunaspumssiineinumaninost
FmsiRlumsEne eI sE T ET Y (GMP via GMP/PICS) luvnmeniliaueveatiudganuseunis
fs19dey Taoinamsiusestiuiiauenmuarufidnen Tunsdiiduenihdhondrasena udnsosd]
dunnmanewidesusennasguMEHARIIMANINOETIS AR lunsHARevesEIARKAR vFe Certificate
of pharmaceutical product atiusaAnNsBUNINTI Toeilnamsyusesieiufieuesien uagiuilndnen
nsdifisuatiuldldnuninevionwsangy mmLmumaammauuuﬂa‘f,mEJamuwlmﬂU'iumﬂswmmu

o. infiaueiduenifueduirdavioimideusendufunudmiennisniidavieuidngind
<. IdngIuuanafiansane Stability Y8I8IME0ADIEYDIET

& nsaiendiausliladerduuuy (Original) mmmmaamemwmaaummaL‘Uu Ao nInAdaU
Bioequivalence ?JE]QEJ’WILE!U@L'lJ‘iEJ"ULV]EJ‘UﬂUEJ’WluLLUU TnedsnsAnudeaduluaumdninasivuinig
Ugu&sﬂ,ummﬂmﬂmauuammmmuma&muuq aanAsEIuEINa uazsesdivinguimsdnwmisedinly
uuwaLﬂiemma‘unummuwuumLLam’mamnﬁusm:uUivawamwmEmmmummw,mu samsAnululsadainm
waglsa Schizoaffective disorder

U3¥81UNTTUNT ATIUATT A33UNT
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