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AMANYALLANIZYDIEN
417794 : Desvenlafaxine 50 mg prolonged-release tablet, 1 tablet

1. pausuUAnalY

1.1 gluuy dugudia sengrsumy dwmsuiuusemu
1.2 dulsznay T 1 e Uszneusiesien Desvenlafaxine 50 un. luguvaunds
Desvenlafaxine succinate monohydrate
1.3 2wusUssy  UsIqluunsUeaiin (well-closed containers) AT
1.4  aan - unaen : seydenisd Jeandiynieen suemuuse Tunda Junueeny
WuiinEn

- navde : MlenansmAueusslunasten LaruNNITULUTIY BE13YBY
v = & v =
B9 YDLMTOYBNINITAT dIUUTENOULAZTUINAIINLIIVBILT LaTh

WaAR JudueY

uazlawnziieudisuen daiau

15 mswmaauqmﬂnﬂ'ﬁﬁ"ﬂﬂ (General chapter)
1.5.1. puaudfvey Extended-release tablet n15UANINA/N1TMTIV Universal test

savteluil
) Test Acceptance criteria
1. | Description/Appearance Complied to finished product specification
2. | Identification complied to all requirement of all specified
procedures in the test on Reference monograph
3. | Assay complied to specific test of Finished product

(Shelf-life COA only) (2.1.)

4. | Elemental Impurities analysis Complied with finished product specification or
/Related substance (cH a34,038,030R1), specific test (2.1.)
i::‘:;‘?:\gf:";f:g}” s Loyt i”:‘zi‘;fj”; - (Fossenunaiiafifnunnnin Reporting threshold)
supplementary chapter IV Q , EP general text 5.20)
5 | Microbial limit test Complied with finished product specification or
specific test (2.1.)
6 | Dissolution test Complied with finished product specification or
specific test (2.1.)
7 | Uniformity of dosage forms Complied with finished product specification or
specific test (2.1.)
1.5.2. AsdaNURYDY Active Pharmaceutical ingredient AN13HAAINA/N13M 593 Universal
test famoluil
U9 Test Acceptance criteria
1. | Description/Appearance Complied to Active pharmaceutical ingredient specification
2. | Identification Complied to all requirement of all specified procedures in
the test on Reference monograph
AILNTIUNSTIMUAT AU SRUAL AN BNEIANTY
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Assay Complied to specific test of Active
pharmaceutical ingredient

Elemental  Impurities  analysis | Complied to Active pharmaceutical ingredient specification

/Related substance (icH Q3A.Q38.Q3D(R1), or specific test (2.1.2)
Elernental impurities in drug products, FDA guidance
for industry (Ausust 2018), USP<232>, <233>,
<2232>, BP supplementary chapter IV Q, EP general
text 5.20)

- Organic impurities

- Inoreanic impurities: heavy metal

Residual solvent (cH a3c (Rs-6), uspa2 | Complied to Active pharmaceutical ingredient or specific

<467>EP general text 5.4, BP appendix VI L. test (2.1.2)
JP17 supplement! p.2634-40)
Polymorphism identification wnuanin1sidu polymorph Tansameaneaniesadinty

(USP<941> X-ray powder diffraction) Crystalline or Amorphous %38 form 19

2. grusadananaila
nansnsrviaszinuamduluanu finished product specification uag Specification of

Active pharmaceutical ingredient (API) fBaanindinfuatuiiieaty daldaaneiloude
ANNUANZNTINNITMNTUAYET NTENTNANTITUY faiinduiduilidrdsioaduatui
ruwivdslmimunesgrundidulassifunils audszniAnssnsaansisagy 309 5T
61 N, 2561 aviuft 6 Suneu we. 2561 (@asgnlusiefsempunwdud 12 quaius 2562)
Wag SEYATTIEN (@UUTl 2) n.A2562 asiufl 3 AsngAY 2562 (aqUismﬂ'luiwﬁmmqmnmﬁ'uﬁ 26
NINNIAU 2562)

2.1 Finished product specification

48 Test items Specification
In house
1 | Identification e : _
-HPLC/LC Complied to_finished product specification |
-UvV : Complied to I"%Hished.product specification
2 | Assay 95.0 — 105.0% of the label
Uniformity of Dosage Unit Complied to finished product specification
Dissolution : : i
-2 hour 16-36%
-4 hour 31-51%
-8 hour 53-73%
-12 hour 68-88%
-24 hour NLT 87% |
5 | Impurities a saad - h* -' %
- Any other impurities NMT 0.2%

ANENTIIMIAMUATIBEUSURLAANGN BTN
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99 Test items Specification
In house
- Total impurities NMT 1.0%
2.2 Specification of Active pharmaceutical ingredient (API)
99 Test Items Specifications
(in house)
1 | Identification
IR ~ Conform to reference standard
HPLC/LC Conform to reference standard
2 | Water determination 4.0-52%
3 | Sulfated Ash/residue on ignition NMT 0.1%
4 | Assay 98.0 - 102.0%
5 | Related substances/organic impuirities : '
- Fumaric acid NMT 0.10%
- 4~(Dimethylaminoethyl) phenol NMT 0.15%
- -Didesmethyl desvenlafaxine NMT 0.15%
- Desvenlafaxine Related compound B NMT 0.15%
- Desvenlafaxine Related compound B NMT 0.15%
- Venlafaxine NMT 0.15%
-unspecified impurities: NMT 0.10%
-total impurities NMT 1.0%
6 | Residual Solvents Complied with Active pharmaceutical
ingredient specification.

vanemg  NMT = not more than
* 40 Dissolution wag Uniformity of dosage units Tfuuulenaisuanisgazdun
nan3nse e mndildudeeandeniiuiiaviilulu CoA
- nsdifianzifioundanisiiy (waive) Msnsrsaeuliasesisienisla Wiuuans
inansudngussnamnldsueysindae
- Drug substance specification fasananluiias1zivesuin drug substance 3o
lu3tAs1e9f drug substance vosguaned§agy avulnadunils Failn1snsan

L= L7 d o
Ansesiasunnidenimun

3. msusEiuAUsEaNSNMAD31AT (Price Performance)
= dl = i = J i
MeazBEamULeNaTs 15849 ANsUsEEiuA1UsEaNS A NERI1AN (Price Performance)

4. wonansitidlunsiensan
wnasfildlunmsinsanguamenliiissdrduienasnisussymnsianionans

o al ar 1 4‘
fuasu Aaselull
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duuenansiiiuen nlve uag/visnwseng
UG lunsaftldodunuuasdeaionansuansiaudldveseniiiumsiuses
ndnauALEnIIIANTeIMISLazEn Tudnsineiuiideudld demsseda davuld

Weuwhiveduuuulurnesildlumsinunwiniy waslinsseydeaudounsldenly

Tuenansinduen

AuenansuaniderLRAINYBINYLLUTTY (Wneenuazndesen) auitlitunsideul

dundvetunsideusuen (Wwuu n.8.1 vie 8.1) Asuynwntir wieusteaziduaga

n’;!ﬂ'b‘ﬂ.lumw”I-&IBdEJ']ﬁ"llﬁf\]iﬂLL's‘i‘"'U'E)ﬂ’muﬂu'lmiﬁ"lu’tlEld’lﬁﬂ’li’li.ﬂ‘i%‘ﬁ&l'] (Finished Product

Specification and Analytical Procedures) Aumzdouly Tnedeadradedueiiiusenis

NIENTNABIIUFVIUTBMTD IMnIUTEMA

wuring: nadifiogsenintvedsuudawuileitiinseiuasdadmunuinsgiul
aonndawuiTeniivsemaiusemiedeagadedinnuanenIsiMIBIMIUATE
Tuuudiundmaudludsuutasmemslungidouiiue wuu ne. 9) wie duudwe
uiludsuuasenslungifeussuen (Wu 8.5) innseuiude
Fuunluddynstunsdoushiue (W ne.2 vse ne.3 ve ve.d wie 8.2 uauinsdl)

4.1.1.nsdinewdelulszmdlng (e.2)

4.1.2.nsd@ifenindiiemsuisussglulsemealng (ne.3)

4.1.3.nsdfemindnslseme (ne.)

NUELAR): nsmumﬁmaﬂuu,ﬂmufﬂmrﬂiuaumwmmuamumam Tuwuvdundweunly
Wasuwassenslungioudifuen (Wwuu ne. 9) wse dundvaudludsunyassens
Ium.,Luaum'mJmLﬂmﬂumuaumwuammumam (Luu 8.4)
ET’ILuwuqaasU‘smuﬂffl'iﬁ'mﬂ'l'iwaMEJ'mmwamﬂfumuﬂ"rmﬂ‘luﬂ'ﬁNamm (Good
Manufacturing Practices (GMP)) 'memmﬂm%qrmmmaua (atua1ganIusaunIs
ayvasulnedieglutisiainsiuses) lnedesussneume
5.1. fhLumuqammmmmﬁmumwamammmanmmmﬁmwﬁ‘lumwaquﬂumm

dnfigy (Certificate of GMP Active Pharmaceutical Ingredient (API)

5.2, duumideiusewnsgrunisHansnmvdninasiisnisaialunsranndnfasion
@593V (Certificate of GMP Finished Product)

Wnsgruvesdedmuaguamingudiend Ay (Active Pharmaceutical Ingredient

Specification) wagnaniamiendniagy (Finished Product Specification)

6.1 dnuraasgruingudiendifey (Active Pharmaceutical Ingredient Specification)
wazaIMsgIUNARTusiBnd13a3U (Finished Product Specification) Ine 113187
(Pharmacopoeia) Tildg1BsmsAianyilaeuasguedinissdeaiulunudaimun
u,a~u'Wﬁmu'ﬂENm'ﬁmi'}w"luﬁmm’lmﬁmmwﬁq AU TEAANTENTNANGITOUY
3o szyshaen

6.2. @111 drug monograph ﬂaemmmﬁﬂﬂﬂg (Active Pharmaceutical Ingredient) uag
wamnmﬂnmmmsﬂ (Finished Product)

63. n3ANTn gAuRI81 d1Aty (Active Pharmaceutical Ingredient Specification) ¥13 8
wanfaisierdgagu (Finished Product Specification) laiusnglusangn (Non-official

PRI MUATIBUBALAL AN BTN Y
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pharmacopoeia) ﬁa~1uﬁmwﬁ'ﬂgﬂu'jﬂa1i'immigﬁwvaqmﬁ.ﬂ'mﬁl,ﬂu‘lﬂmu‘r’i’ami‘fa%’a

Taeluil

6.3.1 formuauazmsgvasmieTsilu e vestmandusmndnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) VED

6.3.2 FofMuALAZINATEYBINTIATIEVERER (In-house process) Mieandeaiy
ICH Guidelines %39

6.3.3 Sermunuazinnsguiluresmsiiasigiadmualilushsie ssela fsen
Vi AUUTENANTENTIENSTNEY 304 sy ﬁm%’ugmmumﬁguq
(General requirement for dosage form)

wareng: Tod1muaguawingiuaiendiAy (Active Pharmaceutical Ingredient

Specification) uagnansiasiend§agy (Finished Product Specification) $948198431n6157

Werfuavatuidieatu snfuudnsdidneidedmunuazinsgiureanisiines

e ingRusienddy vise niadamienduiagy

Aumiladedusemanisinsey (Certificate of Analysis (CoA)) Tnedesusznaume

7.1. duumladesusemamsiiasziingausiendAgy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) Inufasusznausme

7.1.1dumilidesusasmansiirseitingauiendfgy veadningiudendify
(Supplier )

7.1.2 dwwmildesusemansTieneiingiudaendfey voundnudndosienduiagy
(Manufacturer)

7.2. dumtedefusemanisiiniiginandusigndniagy (Certificate of Analysis of
Finished Product) vasnannansneiendiagu (Manufacturer)

dunenansuanInan1sanwIAuAda (Stability data)

8.1, AUENATUARIHANMIANYIAINAWITEEEET (Long term stability data) 91uu 3
JUMINER

8.2, d1LUNeNa1TULanINanIsANYIAINAIAIIUANT1IEL3N (Accelerated stability data)
10U 3 JUMSHER

8.3. Aulenarsuansmansinsuansieannsainududaels 1 gn /dwuuens
UszAnBuwamsnwm (nsdlenda) (i)

8.4. nsdhBueniidosazans Afeaneuld Idwuenansian1sAnm A LAIIINEINS
avansuaz/MvIe 13ee / ndadeld lutvhazatesngg AsuiuuazdenndoINuLENans
mfuen (In use stability data)

dumilsdefusewantusiendusagy (Certificate of Pharmaceutical Product) 1@w1zen

vudunluvsemelng

) dumdngIuA Ny aveINanTusiE1 (Bioequivalence) Tngnan1sANYIATINANYAYEN

uandmeien Bioequivalence) lulumudarinnun ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies 3o gilon1sfiny1drUsz@ninauaziaauya
YDINARSUNEYT NTENTNEITITUGY Tnganduriemisnuinumuafildiunsiuses
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910 dnineuanznssunsanswasen atutiaqiu (nsdlildendunun)

11) dundadefuseunnsgrunisufiiniundninusiisnisialurestiinis Good
Laboratory Practices (GLP) 'luniﬂﬁﬁﬂmiﬁﬂwﬁﬁaauqaﬁﬁﬁw‘mﬂﬁ

12) ﬁ%u'mﬂiﬁa%’U'immmig’:ummﬁu%’nml,l,asnizmﬂmmwé’nmmﬁ%‘ﬁ'msﬁﬁ'lumsn.ﬁu%’nm
wazns¥a1en (Good Storage Practice / Good Distribution Practice (GSP/GDP))

13) flauesiesdsitedwenegnalas 3 mitgussyiost

14) frmiedousssnsguionfiRns ISO/EC 17025 Tusnunisenitiaue (il

15) ﬁ’lLmtana'ﬁuﬁﬂwayjamilﬂiumiussiﬂu Green book Y8ensaAngIFEnIn1TuINE ()

16) dwnenarsuanstayanislédfunisussqlu Orange book 484 USFDA. wse European
Medicines Agency (67)

17) nsgllslgendunuudouanimsAnemaenain (Clinical trial) veseluvszimalvefiuansis
nanARTinYesUSBUITBUAUEFuL ULk ARITlu T IS TUNY (i)

5. Joulvdug

1) efoslionymdelidosndn 11 Tuaniuiideaeuen

2) awmLa«un'\sNamwawau‘lmtn‘[sawmmaﬂvmma numifedefuseaanisitAgIev
(Certificate of Analysis (CoA))

3) ﬁmmsﬁmﬂuﬁuaaﬁuLﬂﬁaumti’iaEJﬂ'lﬂé'wnﬂmEm%mflmﬁﬂmiLﬁauamwﬁauﬁmummu
TIUIUIN
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SmiendaduvionsdudSuiiaveulitielumsineinanme uazdsenlugruaud
QneiiiATIEAULALSINEIUTE

5) fauenm(fuie)Busenlisnidndynounsuimun Fail
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