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1.5. msvinaounmantRiily

1.5.1. pruanUfvues Hard capsule finMsuaning/n15n 579 Universal test dasaluil

¥o 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) (2.1.1)

4. | Elemental Impurities analysis Complied to finished product specification or
/Related substance specific test (2.1.1)
gf:dfi’:ﬁiﬁijz)CeEL:”I:ZLa;'“'/“x;": Sl (Fosenunaiiledinnannnin Reporting threshold)
USP<232>,<233>,<22325, BP supplementary chapter Iv | X189 : 191159579 heavy metal l¢f aufistuasufmug
G, BF gerieiltet 530) AudszmaluswiaaIguny

5 | Microbial limit test Complied to finished product specification or

specific test (2.1.1)

6 | Dissolution test Complied to finished product specification or

specific test (2.1.1) )

7 | Uniformity of dosage forms Complied to finished product specification or

specific test (2.1.1)
8 | Uniformity of content (EP2.9.6) Complied to finished product specification
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1.5.2. AnANURYDY Active Pharmaceutical ingredient N1SWaAINA/N1SMTIA Universal test

Aasio Uil
) Test Acceptance criteria
Description/Appearance Complied to Active pharmaceutical ingredient
specification
2. | Identification complied to all requirement of all specified
procedures in the test on Reference monograph
3. | Assay complied to specific test of Active
pharmaceutical ingredient
(Shelf-life COA only) (2.1.2)
4. | Elemental Impurities analysis Complied to Active pharmaceutical ingredient
/Related substance cH specification or specific test (2.1.2)
Q3A,Q3B,Q3D(R1), Elemental impurities in drug
products, FDA guidance for industry (August 2018),
USP(41, 42)<232>,<233>,<2232>, BP supplementary
chapter IV Q , EP general text 5.20)
- Organic impuritie
b .pu Hes Meets the requirements
- Inorganic impurities Meets the requirements
(Elemental impurities
analysis) or
- heavy metal (USP39, 40) NMT 20 PPM
Residual solvent (c qsc (rs-6), uspa Complied to Active pharmaceutical ingredient
<467>,EP general text 5.4, BP appendix VI L, JP17 or Speciﬁc test (212)
supplement1 p.2634-40)
5. | Enantiomeric purity test Complied to Active pharmaceutical ingredient
(if test) sylaulumsusznansan or specific test (2.1.2)
Yeuuszanm 2565

2. quaAn1amaiia

Nam'imﬂ’«ﬁLﬂﬁﬂsﬁﬂmm‘w&,ﬂulﬂmu finished product specification wag Specification of Active
pharmaceutical ingredient (API) 1814899 1nLadaiSuatulfsnu deldeansidousedivniy
AMIZNTIUNITOMITUAZE NTENTNASTUGY TEndun SuTldendeoaduatuiiieuivieln
nmnsgnduisuladisunis MINUITEMANSTENT AT TUGY 304 SEysMsIen WA, 2561 asiuil 6
SUAN . ﬂ 2561 (aaﬂiumﬂiuiwnamuwﬂ‘wnuw 12 ﬂ:umwuﬁ 2562) uaz i“"UGﬂi’]Eﬂ (Q‘U‘U‘VIZ)‘WFI
2562 aviufi 3 NSNYIAN 2562 (aQIJsvmﬂiuiwﬂf\mwmﬂmww 26 NSNNIAY 2562)

2.1 Finished product specification (in house specification)
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D) Test Items Specifications
1 Identification
A. HPLC Conform with finished product specification
2 Assay 94.0% — 105.0% of the labeled amount of Pregabalin

(Shelf life i)

3 Dissolution test*

Not less than 80 % (Q) of the labeled amount is
dissolved in 30 minutes

4 Uniformity of dosage units

Complies with finished product specification

Impurities : Related compounds

® Any unspecified impurity

NMT 0.20%

® Total impurities

NMT 1.0%

2.2 Specification of Active pharmaceutical ingredient (API): USP43,Ph.Eur.10.0,

D) Test Items Specifications
usP43 Ph.Eur9.0
1 | Identification
A : Infrared absorption Complied with the standard Complied with the standard
B: HPLC Complied with the standard Complied with the standard
2 | Assay (on the dried basis) 98.0%- 102.0 % of Pregabalin 98.0%- 102.0 % of Pregabalin
Impurities /Related substance
3.1. Residue on Ignition (USP) NMT 0.1% NMT 0.1%
/sulphated ash (Ph.Eur, In -
house)
3.2. Chloride and sulfate NMT 0.1%
3.3. Organic impurities ~
Mandelic acid at RRT 0.66 NMT 0.10%
Isobutylglutaric acid at RRT NMT 0.15%
0.85
Isobutyl-glutarmonoamide at NMT 0.15%
RRT 1.52
Pregabalin related compound NMT 0.15%
C at RRT 3.95
Any unspecified impurity NMT 0.10%
Total impurities NMT 0.8%
® Enantiomeric purity NMT 0.15%
- Impurity B NMT 0.15%
Test A : Polar impurities
- Polar unspecified impurities NMT 0.10%
Test B : Non Polar impurities
- Impurity A NMT 0.15%
- Nonpolar unspecified NMT 0.10%
impurities
® Total for test A and B NMT 0.5%
4 | Loss on drying NMT 0.5%
(‘W ANENSTTUNSAVUAT AL BEALATAMAN YaILANE
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b} Test Iltems Specifications
USP43 Ph.Eur9.0
5 | Water determination NMT 0.5%
Residual solvent MTIINIUAY API specification
7 | Storage and packaging Meet the requirement

naemg - NMT = not more than

* #799 Dissolution waz Uniformity of dosage units Tiliuulenansuanisieazidunnanis
anRieng mndldudeseasdeaiiiusiavlilulu coa

- nstimaanzifeuudinisiu (waive) n1sasasdeuiinsievistonisla Idunanaenans
vdngussnanildsueyiiRche

- Active pharmaceutical ingredient (AP) specification #1581 TUATIENVRIKER
Active pharmaceutical ingredient (API) %38 TuilAS12% Active pharmaceutical
ingredient (AP)) vesiudnendiSagy atiuleatiunis Falimsnnaiinneinsunnited
ANUA

3. MsUTLUAIUSZENSNTNAB51A1 (Price Performance)
IWAZLBYANIULENENS 1389 NMSUSERIUAIUTEANSAINED31A7 (Price Performance)

4. wnansitldlunsiansm
nansililumsfinsanquunmeliissiuienamisussymneavonasauddu fielui
1) duuenansiiuen Mwlve ua/msenwdingy
wueme: lunsdifldefunuuazdesiiionarsuanstevsldveseiiiqunisiusesain
dinnuangnssumsesiazel uansinetuidevdld deasse Ty ferauldidiausiniue
susuilurneeiilflunmsimvvindu wasiinisssudonnuiiounsldenliluenansimiuen
2) dunienansuanstenuuuRanUBINTLLUTTY (W uaznaasen) mudilddunadeuls
3) duudvetunzifoussue (wuu n.e.1 e 8.1) ATUNNNTIN WIBNTILALIBENANENYUZIANY
‘UENEJWﬁ%%i}gﬂLLasﬁ‘fJ'aﬁ’mucﬂmmgmmaﬁ%mﬁLm’wﬁm (Finished Product Specification and
Analytical Procedures) fidungifeul Tneseadsdainfugiiusznansznssasisaguiuses
wsalvinIUszne
waewe;: nsditegseninweildsuawdleitinseiwazdormununsgiulaenndes
usseniusEmasusesviafianansedineunmznssinseskazen Tiuuudund
vauludsuuvassenslungifousiue wuu v.e. 9) vie duudueuiluddeuwasems
Tunzifeussuen (Wuu v.5) nmsauiume
0) duunluddgymstunadeusiue W ne.2 e ne.3 w3e Me.d vie 6.2 udusinsd)
4.1.1.nsdiowmaslulsumelng (ne.2)
4.1.2.nsdiflemidiiemsutsussylutsanalng (me.3)
4.1.3 n3difiemidrneusena (ne.q)
nueg: nsdiinisidsuuvacdludiuoyyinuazaniuiings Wuuvdnurdveudle
Waguwlassienslunsfousiuen (wuu v.e. 9) wie duundveudludsuulassenisly
nefoushSusnieiuguoynnauazaniuiings (wuu o.9)
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5) duwmidideiuseanasgiunisnanginumnaninasiisnisiatunsuanen (Good Manufacturing
Practices (GMP)) lumnafiiigrtosiueiiaue (aduargamuseunsnTvaeulaedieglugasm
N33U589) lnesdausznauiie
5.1. duumilvdesusewnnsgumsuansimundninaeiisnsialuniseaningAusendidey

(Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. dwnwilsdeiusennnsgrumssdnemumdninassiisnsialunsuanndndusiondigagy
(Certificate of GMP Finished Product)
6) lunsaimduertindrarndsdseina ANAnFoldnuIiidesusesndniuel (Certificate of
pharmaceutical products, CPP) #3autlsdasusesn1ssmvuie (Certificate of free sales, CFS) Tu
vnmeniiauey atuaaamuseumsnsnaeulneiinaiusesieiusmeseninsn
7) wnsguveservungunningRuiiendfty (Active Pharmaceutical Ingredient Specification)
uarnaAnngied@1593U (Finished Product Specification)
7.1 dnwiunsgiuingauiiendifey (Active Pharmaceutical Ingredient Specification) wae
uinsgIundndasiond1iagyu (Finished Product Specification) Taeseyf13187
(Pharmacopoeia) 48198901535 ilasunsgiustetiosdaadulunude fvunuas
nasgureImsliaziluinelamsemils muusenenszvsasIsngy 13os vy
A58
7.2. @11 drug monograph %a&ﬁaﬁamﬁwﬁag (Active Pharmaceutical Ingredient) uagnansinei
1d 1593 (Finished Product)
15, ﬂiiﬁﬁ‘i’ﬁlqﬁuﬁamﬁﬂﬁm (Active Pharmaceutical Ingredient Specification) #3aNan s auaen
ﬁﬂﬁ%gﬂ GﬁnshedF%oductSpecﬁcaﬁon)Iﬁﬂiﬂﬂgiuﬁﬂiﬂﬂﬂ(Non<ﬁﬁdalphannacopoeb)
sosmanvangueiiinasyuvesmsiesgiiulumudenisielaselul
7.3.1 e munuazmsguveIn1sissilusnevessemaniduaindnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) #3®

7.3 2. 00MVUALAZINATEILYBINTAATIEVERER (In-house process) TidenAdaiiu ICH
Guidelines %50

7.3.3 ot munuazinmsgrushluvesmsiiasgidimualilussen ssela ssiemils
AUUSENANSENTINENSTUAY 1309 TEUMT187 dmiugUuuUetug (General
requirement for dosage form)

wurgng: T ivuanua ningiuiie1d1/ gy (Active Pharmaceutical Ingredient

Specification) Wagnan Atuaie1d1L593YU (Finished Product Specification) #84819833710#157

Werruuazatuiieaiu enduusinsdidseidermuauazinasgiuresnsiinsgiiane

ngaudieddty vie nandueiednsagy

8) duumildesusomansiATesi (Certificate of Analysis (CoA)) lnediaausenausg
8.1. duuwmilsieiuseanamsiinseingiuied Aty (Certificate of Analysis of Active

Pharmaceutical Ingredient (API)) Ingsiasusznausie
8.1.Ldnwumilideiusesmanslianeiingaudend iy vendningiuienddy

(Supplier)

T W ANENITUNIAMMUATHAZIE ALz AIAN YU IANE
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8.1.2dmmisdesusesmanslinssiingiumiendfy vewfnannaniaiendnsagy
(Manufacturer)

8.2. dwwimlsdesuseananisiinTievindndngie1dniegu (Certificate of Analysis of Finished
Product) YesiNanH& fnueiedn593U (Manufacturer)

8.3. wnantudumuduiuszninsgunsdnvesingauiedfy (drug substance) wag Junis
wAnYBsHAnSuTiESagU (finished product) l4lunisnanenuiidwou

9) duenasuanINanIfnwIANA (Stability data)

9.1. dunenasuanInansAnuIANAIRITEEEEN) (Long term stability data) $1u2u 3 Junis
AR

9.2. dnuNBNAUARNANSANYIANAINTUANTISS (Accelerated stability data) $1uau 3 Ju
NSHEAR

9.3, dnuenarsuanmanIsAnmtuanIeasavuadineld 1 Yn /dnunanslseaning
mM3snw (nsdeda) (E8)

9.4. nsellueniiesarane/derneuld Wduuenasuamsinumanuasvdinmsaransuas/
w39 Wewvdulald ludvinazarunneg asufiunazasnndesiuionarsiifuen (n use
stability data)

10) dwwmildeFusesndniusienduiagy (Certificate of Pharmaceutical Product) awigening1an

Tudszmelng

11) dnmangumuanyavewdndusien Bioequivalence) Ingnan1sfinwimnuanyavesndn s

81 (Bioequivalence) 1ulunudadiviua ASEAN Guidelines for the Conduct of Bioavailability

and Bioequivalence Studies %38 gilensAnwiUssavsnauasTiauyavewdniueien nsena

513y Insaniuniembenudnudiauyaildiunisiusesann dndnemuanenssunisems
wazen avudaguu (nsellalvesiuwuu)
12) dnmilsdeiuseanmsgruntsufiRnumaninaeiisnsialuiesujifinas (Good Laboratory

Practices (GLP) lunsdlfivhmsfinudrauyaiisnsszne

13) dumnlsdesuseannsgiunmsiiusnunasnseagemundninasisnsintunsiushviuay

N3¥91881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) lauesmresdwinegneeginley 3 wiioussyius
) dumisdeiusesnasgiuiesjuRnns ISO/EC 17025 Tusneniseniiaue @i
v "
)

° v &

4

15

16) dnunenansuansdeyanislasunisussylu Green book sansuAnemansnisunng (6

17) dwwnenansuansdeyanislasunisussylu Orange book wed US.FDA. 38 European Medicines
Agency (873

18) nsaildldgsunuudesuansnsdnuimandiin (Clinical trial) vessnluuszmalnefinanstanans
AFLNYRI YT ULTBUAUI UL UULAE ARUWLLINTAN SN (§3)

19) M30UIHIILFITUNUNNUALUTENAAMLNTTUNM THAUITEULEMIATIR (30UNa3E555UINEeY

MsduasuMsNEevelsemalng w.e. 2559 wSeasusssudus Naenadatulseman (@il

5. [Rouludue
1) eveddiengmdelitosnit 1 ¥ duainiufidaeuen
2) vwnievmskaniidmeulingudnmsunmgrazdesduumiidesusesmansiasisi (Certificate
of Analysis (CoA))
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3) Fuwazsesilugugensudsunoilndnuneigviedeinnsidonanmieufmunnusam

59

4) mngudmsunmdmuigmaunninudnduriuasdesnisdimsiaiieinseinuam §emiie

Y

windnsienaztuSuinveudlddiglunslinnsiganmen uavdenludnnuignguiiasiz
AUUARUENITUNVEY

5) gauena(fue)Busenlienidndygnounsuimun fail

(\ l/ ANENITUNSIVUATILAZIBEALA ANENYZIANY
T N USLEUNTINNNTG 2.89%0 / j‘\jﬂ ................... ATUNT

5.1 mniimsguaTRTinneinnnsIneimansnsunngudmamsiasieiliduluauinnsgu

5.2. nstindndomiewiatgniFoniviuanfemaalasdiinauamznssunisensuasen

5.3. nadinulymeanmanadiniusifiensdwasoussansuauazanasnsesedieldsue

5.4. nsdifinauznssumsindsnssuuaznstitadaeneenannlyden AUGN1TUNNG 108NENN1S
&woelunfednly
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AudnisunngUsysyriuning vausznu

wuUUUsEEUAIUSEENSATNAD31A1 (Price Performance) Useinneniall

v

s umiin (fevaz)
1L.aunmuazaantinidulselovisoniassnis 80
2.5 20

D\Dn.

1. aunmuazauaulRndulsslevddoniesivnis (Gevaz 80)

N

1910 21

FaN15A

inausinnsUsEiugunIRARAuTiBTeanily AZUUY
n. SE&JEES&JZ (General quality criteria) 18
1) IATFIUMIHANEINUENNSIIBNISTIAIUNTHANEN 1.5
2) WNIFINQAUME@IRTY (Active Pharmaceutical Ingredient Specification) uagsnnsgiu
ARSI @593V (Finished Product Specification) -
3) UNIPIUNIVIBIUUANTS .
4) wesuMBivivLagnIEEEIMUMANINAEISNSIRlUNSIAUINYILAENIEABYT (Good
Storage Practice / Good Distribution Practice; GSP/GDP) 2
5) UNIFIUNENFoua 7.5
6) AuanTATidaUsliReNSUATRIY Z
. ININAANINIANE (Specific quality criteria) 82
1) waigauRuavilsdeiusaImNansInse (Certificate of Analysis; CoA) 12
2) WaNgUAMAINANIANYIAINALA (Stability data) 5
3) wafigavnuMYBIN VUL UTIYTIdUNEEN UsTeAusiuazaain (Package & Labeling) 5
4) anuwnmisulunsiitasnwAue1suluy (Therapeutic Equivalence) 15
5 MsAnY/ATenendiin 30
6) FTUUBUITUINUYINTEEIIUY WANTNY 2
7) nMsieseviansUulousarsieemudu Risk assessment of elemental impurities 5
8) mylnsesiansuudou Nitrosamines 5
AMZATIUNITA _S:EMJm_murmm_g_,rmnaem:igurwﬁgﬂ
H.m/,_..m@ ﬁ%&\ LAUseEsunssunis Nmaﬂoﬁk N33UNT
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9) mihszmnulasnivvesenienaieangnatn (Pharmacovigilance) 5
AZLUUIIY 100

v ¥ L J “ s ' -o\ s o nﬂ v Y o v a < a
Fovazazuuulaglduannisalaumin (drahwidnlaeszuumsindedadnaniadgiedidnnseiind) 80
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(weylauvd gquen
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S878)
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Fon13dn
inausin1sUsTfiunun AR el Toansiny AZUUY
n. 52.&3235&‘“2 (General quality criteria) 18
1. | 21953 UNIHEAEIAIUVENINASIIS N TR UNSHANET (AZUUNTIY = 99 1.1 + 1.2+1.3) 1.5
1.1 Certificate of GMP Active Pharmaceutical Ingredient (AP) Tumsnagniauswis asuaign 0.5
museunsnsisdeulasinaiusesieiuussmalsemasan/dnden (Fandaladonis)
1.1.1. 195un135UT83 GMP-PIC/S 210 PIC/S participating authorities #38 cGMP 0.5
1.1.2. 195un155uU509 WHO-GMP %38 %30 cGMP vi3awfisuwi lumnadiisidostu API 0.1
1.1.3.195un135U503 WHO-GMP %38 cGMP w3aiisuwin usldssymuandaiau / luflenans 0
WAMINIISUTDY GMP (I 75847)
1.1.4. 1#5un135u583 GMP-PIC/S 38 WHO-GMP %38 cGMP Mnsinengneuiulseniaisznin 0
1 wadlsifilenansuaninsiiuvesionny u3e lufndngruuansununony (luersas)
1.1.5. luleisun135uses GMP-PIC/S %58 WHO-GMP (laiWa15a47) 0
1.2 Certificate of GMP Finished Product luvsnagiiliauee atiuagnausauN1InIIvEaUlay 0.5 0.5
finasusestieiulseneuseninsen (dandaladonids)
1.2.1. 195Un135U399 GMP-PIC/S 970 PIC/S participating authorities 38 cGMP Wag/%3e 0.5
wisdeSusesnanso (Certificate of pharmaceutical products) 210 PIC/S
participating authorities luvinnenfiawetie (nsdlentiudn) wieldsunsiuses GMP-
PIC/S 91nd1INIUANENTSUAITOIMITULAZEN
1.2.2. 1¥un1s¥uses WHO-GMP vi3a cGMP w3 Useimaguan TumnaiiAeadesdu Finished | 0.1
Product wag/vse nilsdesusnandnium (Certificate of pharmaceutical products) Tu
wnReTiaueue (nsdentidh)
1.2.3. l65Un135u503 WHO-GMP wsiliiszymunadaiau (ladiansan) 0
1.2.4. li¥uns¥uses GMP-PIC/S w3a WHO-GMP 130 cGMP fiviaengnouiulseniausenia 0
5101 ;m&u_mr@:mdpmsbajmte%@@é (laiwasan) ;
EE%3MMEDJw393\:.._SMJmmErMESrrm&JEMDdgu_,w,s_»_n
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Fon13fn
wnausin1sUszifiunuawNanTusienTeansiny AZLUL
1.3 psdidugnidrannsaseme 3@az%_.gs:am@ém%zmgmeg (Certificate of 0.5
pharmaceutical products: CPP) w3auilsdesusesnisdivine (Certificate of free sales: CFS)
Tumneeiiauevie
1.3.1. CPP w38 CFS atudgn (mwseumsmsieaev) nsddderelidlorsnissusesieiudsema | 0.5
Usznansm vieduendfindsluussmalne
1.3.2. l4ifl CPP w38 CFS w30 il CPP / CFS fviunang 0
2. | 1nsguIngAuAend1fny (Active Pharmaceutical Ingredient Specification) uag 3

WNTFIUNAATUTIB1ENT3U (Finished Product Specification)
95008 18ena 15015 unATey (AzuUYTIY = 99 2.1 + 22)

2.1 1R5FWINYAUFIEEIATY (Active Pharmaceutical Ingredient Specification) (¢(dandalada 15
%it)
2.1.1. n3dileisunissuseslussnen (Official Pharmacopoeia) (tFandaladanils)
1) 91984 f157e1 atudian Asér@zmjﬂ__%tsa&@t@ wazn1seedeiy deeludlely 1.5

nzidoudsueuan Q,_m 59 8. @.cu,_sv

2)  $ds fsen aduange nutenansiitunsdeul?) viebuudlalunadousnivend | 0.75
(3 .5 MU 9y, Mgy 2 Yuadslulisuniseydd warduunlunouiulseningan)

3) ©1989 USP, BP, Ph.Eur,, IP % atulmindusena seyssen uwasuilulungifou 1
f3usuuTesud ({e.5 7 o8.0ulR)

4) e1984 USP, BP, Ph.Eur,, IP, JP atulniniusznia svysisen uasBundlalunadew | 0.25
iueuds @ 0.5 Mg ov. aelu 2 YusdlildSunmsoysT® wazduuilunouy
U35enIA51A1)

5) 97989 USP, BP, Ph.Eur., IP,JP m,cdm,dms w3 lunin1Usena szudisien wazudlaly 0
nerdaum s wass llggvulelungidoussuen

6) ©1989 USP., BP. , Ph.Eur, _n TP, JP (@UUeusnsendt sue.Usennm) wazuilely 1
nedoussuenad (Ju.5 7 08, @:gsv

AZNTTUNITANAUA \_mmermmsﬁmeﬁgm\jégﬂrwﬁgﬂ
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Fon1sén
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7) 2989 USP. , BP., Ph.Eur,, IP , TP, JP (atususnsenii sun. Usena) uarduudlyly 0.15
nzieusiiueuds (@ 8.5 18y ov. nnelu 2 Uuadslalasunisewsid wasduudluneu
TUsENINGIAN)
8) 91983 USP., BP., Ph.Eur., IP, TP, JP (2tfumusnsienii sus.Usend) wazwdlaly 0

neourSusual wade ldduuslolunsidoussuen

9)  91989IIL1RTUAINTIUTENARIS 87 (laiNanseun)

2.1.2. 31NASFSBINUOSficial Pharmacopoeia v8sUsemaiuaindnues The International
Conference on Harmonisation (ICH) (s@w7¢au137 ICH 7741 Official Pharmacopoeia
harmonization A USP, BP, Ph.Eur., JP., Ph Int.) ﬁm&w%:ﬁszmugsmwé In-house
process ﬂm@smm@am\d ICH Guidelines ua/15e Pharmacopoeia General
Requirernents (18andaladanils)

1) 81984 Official Pharmacopoeia 993UsemAasngn ICH way/vse In-house process 7
danAdeIiv ICH Guidelines %38 Pharmacopoeia General Requirements avuaign
yniade uazuilrlunedoussueiseusesuds Gle.s 7 ERE)

2) 84 Official Pharmacopoeia vasUseimaandn ICH waz/vie In-house process 1.25
#enAaeaiyu ICH Guidelines %138 Pharmacopoeia General Requirements avulus
nd1sgnAfseni sue.Usznia navhde uasudlelunsdousnusud ({5 7
98.0Y7)

3) 81989 Official Pharmacopoeia ¥83UsEnAANNEN ICH Wag/%3e In-house process i 0.75
#8ARA097U ICH Guidelines #3e Pharmacopoeia General Requirements wuetm\_ms
vselmindwszmasisei sum Ussma yadade wasBuudleluns o
{ 8.5 it 0. nelu 2 Uusidalaildsunseyii wasduudlaneutulszningnn)

[N

4) ©1984 Official Pharmacopoeia ¥0UsemAaandn ICH way/ e In-house process 9
#0AAABINY ICH Guidelines %3 Pharmacopoeia General Requirements atusiy
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5) 81984 Official Pharmacopoeia ¥83Useweiaun®n ICH uag/w3e In-house process 7 0.25

@onnaesiu ICH Guidelines w38 Pharmacopoeia General Requirermnents_atusa
Uszmiaisnei sun.Usznia yaade wazBuudlolunsidoussveudy @ o5 Aty
8. nelu 2 Puddlailasunmsewst® wasBuudluneuiuusennsian)

6) 91994 Official Pharmacopoeia 903Usgined@n®n ICH wag/%38 In-house process
@anAaeaiy ICH Guidelines w3a Pharmacopoeia General Requirements atuagn
wiolmindn viemulssma ualuldduuilylunesdeusisue)

7) 91989 In-house process smmsmm@amd ICH Guidelines sé,%eagssjééz,ﬁe@ 0

8) 91984 In-house process faoandosiu ICH Guidelines sninuszmeiisien (L 0
NII50)

9) In house process luaanmass/lsiidulunu ICH guideline wislsiiinsuudly (L 0
WI58047)

2.2 tgsmﬂtzmgmgﬁmgmﬁmﬁi (Finished Product Specification) (sdandaladanils) amEsmm\ 1.5

:SS,JEQ\EQméﬂ,ssésgu@@éuch%mdﬁ@mﬁSBM.N\QS:N,Q WUy &.5) umia
finished product specification lngveunluneouiuvsenimiseninginy/Faiben uazluiiu 2 T o
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221 nsdllasunissusedlusisnen (Official Pharmacopoeia) (iGandaladonils)
1) $8s e atugiga waz lasuniseuiilunsdeushueud 1.5
2) 983 shi1en atiuaiga wer agsrurnduudldlunsousiuen @ .5 it ev. 0.75
melu 2 Yusdalalldsumsensid uarduudluneutulsznnsia)
3) 984 s aduaian wide ledudlslunsifousisuen 0
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5) 81983 USP, BP, Ph.Eur, IP atfulmindmussnassysiisnen was egsewineduuslaly 0.15
naidowshiven @1 0.5 Mgy e, nely 2 Vusdaladlefsunisenystd wasduudlonouiu
Usgnaasan)

6) ©1983 USP, BP, Ph.Eur, IP atuluaindisemassysineen uadh llgduudlalu 0
netlyusSuen

7) 71989 USP, BP, Ph.Eur, IP muussmessysanen uag lasuntseuilunsidon 1
FFug D

8) 8181 USP, BP, Ph.Eur, IP muusgmdssysnsen uas egsewineduudlslunadeou | 0.05
firFuen @ .5 MBu ey, nelu 2 JusidalalléSunseudd uastuudlunousulsznin

L 31A1)
9) 97989 USP, BP , Ph.Eur,, IP AuUsEMATTURNSI8T wadlulainlglunedeusisuen 0
10) 8198991615781 USP, BP, Ph.Eur., IP usintiusinnin Uszmaszysingen (liwansen) 0

2.22  nstilulgSumsiuseslusiisnen (Non-official Pharmacopoeia) anasgiugesauOfficial
Pharmacopoeia vosszmeduauinves The International Conference on
Harmonisation (ICH) (lawzUszsnmayi9n ICH 7l Official Pharmacopoeia
harmonization mm USSP, BP, Ph.Eur, JP., Ph Int).) sm@é%ég:megsw@é In-
house process fianndasiu ICH Guidelines waz/13e Pharmacopoeia General
Requirements (taandaladanils)

1)

b

#1984 Official Pharmacopoeia ¥84UsewmAa1dn ICH waz/v3e In-house process i
#9ARaBINU ICH Guidelines 1138 Pharmacopoeia mmzmaﬁ Requirements wddm;m
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3) 97984 Official Pharmacopoeia ¥83Usemeaundn ICH wag/v3e In-house process i 0.75
aenAaeINy ICH Guidelines %38 Pharmacopoeia General Requirements auual&n
%3 .sz: IUsznmiesend sun.Usenne Nnyata rrmeﬂlc,m?,?seémtsddm#5@
({ .5 Mty 8. aelu 2 d:sm&ﬁ,ﬁsmdnjgﬁs :mam:rrﬂ%@cucdmuzu@ﬂzd

4) 1984 Official Pharmacopoeia ¥e3UsenAaundn ICH way/v3e In-house process i 1
@anAaeariu ICH Guidelines 138 Pharmacopoeia General Requirements aUum13l
Usgmashseni sunUsenia yndadie wasulilunsifousintueuda @e.s 7
BULIR)

5) 91984 Official Pharmacopoeia v83Useneaann®n ICH waz/#3s In-house process 7 0.25
@enAaeaiu ICH Guidelines %38 Pharmacopoeia General Requirements_auunnal
Uszmeasseil sundsenia yodade warBuudlylunsifouiueuds @ o5 7y
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6) 91984 Official Pharmacopoeia ¥83Useineanntin ICH wag/138 In-house process 9 0
#80AABINY ICH Guidelines %38 Pharmacopoeia General Requirements wddgms
visalvsini wiemuuseme_usluldduuslolune Jousisue

7) 184 In-house process fidanadaaiu ICH Guidelines muUsEnAFISIETUNTATE 0

8) 1981 In-house process fidenAdosiy ICH Guidelines FnUsEMAGSIE1 (Lai 0
N13040)

9) In house process lxgonndas/luiihulunanu ICH guideline wislsifinstuudly (i 0
N158UN)
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3.2 195uns3uses 1ISO/IEC 17025 lusnenisenivaue unsagamussneignds (shsen- oty 1
Imindsgma seyhsre) ambsnuiusesiiudedo wu nsuinemansmsuwmd 1y
piu
3.3 lulasun1ssuses ISO/IEC 17025 Tusheniseniiiaue 0
3.4 Wugnhdhmnseyssmenlddunsiusesnnsgu 2
UINTFIUN133UIBY Good Storage Practice / Good Distribution Practice (GSP/GDP) (taan 2
voladanils)
4.1 lp5un133uses GDP-PIC/S :nmheauiusesiividede wwu SGS, BS| 2
4.2 195Un1355U589 WHO-GSP+WHO-GDP 97nuineinususasiividens 1wy SGS, BSI 1
4.3 195un135uses WHO-GDP 9 nvihenususesiivdede wu SGS, BS| 0.5
4.4 195UN1355U509 WHO-GSP 97nnthessususesiiuions 1y SGS, BSI 0.5
4.5 liile5un55u509 GSP %138 GDP 0
wnsgrundnioe (Fondaladonis) uaz 5.6 vise 5.7 7.5
5.1. Wugduwuy 2.5
5.2 WHO List of Prequalified Medicinal Products 2.5
5.3 sumsendiiisede aglu Green book a1 - Jagiu 2.5
5.4 NOATIINATIEWE NG 3 Lot. @nsnnalinsziasuynfidenmseiignsds) Tny K
1eaUURn13 1ISO/IEC 17025 lalaigiudn
5.5. liulummide 5.1, 5.2, 5.3, 5.4 : 0
5.6. iuniilisetesylutydnenssrdmivinvlsafiirududou sumtsdencznssunms 5
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6.1. nadiolia Joatuuas Jaatuaudu (Fondeoladonii)

6.1.1. ussgluussiaitlasiunas (nsdlpsgundusiisusyy) way/videtlastuaudiy SM&Esté
Smasjcme.e wazin1sszyliluussysiueidaay 3,:3.: 32_«%@453»_?:28 twméaecdm% Lot

No ,Em,:@é N9 Miweos (unit dose) uazdl fadnusfiannsatuseuudiag asudau

2

6.1.2. Us39luUsIusitlasiunas (nslunasgundusinsussy) war/vietlaatunuty (NSfumsgIY
gm,c%wcmus wazidn1sszyliluussysiueidaau 3,:3: 32&:%53&52% faanszyee Lot

No ém:@é N wietes (unit dose) uAlyd Sdnvsiiaunsolivesuugiag 3,:3:

15

6.1.3. usIgluusIYiaitlasiunas 1 (nsdlinmsgrundviniuszy) uas/vedaaiun ALY (nselunsgIu
Sm&sjﬁév waziinsszyliluussyiueidaau 3,55: 32&:553%:;23 Nt&mm,_:mé%% Lot

No u:mcmé N9 vege (unit dose) Uil Fdnwsiianun Mm”ﬁz;_crm 81 ATUNIU

15
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6.1.4. ussqluussyiusimuimsguasudu (muiidmuelusmaudivill) uasd 28732y Yoo (o
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6.1.5. UsTluUsTIIeImuIIASEIUATUAI (Al
MSAN, W08, ALY N1N9 Mdaeeoe (

1.5

6.1.6. ussqluussYAMsITIIIRsE AU (Muiirvuslugaudily)

6.1.7. ussqluussyfnsiliasuninnasgusey (mudifmuslunmuandsinll) wis Lidesiuuas (ndl
Wnsgundusiisu seylesiunas) (lifansan)
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V. INUNAATINWRANIE (Specific quality criteria)

82

2 | waigauamn wnIsAnEIAaALE (Stability data) (Gandaladeunils 2.1. uie 2.2.)

5 _

2.1 nstlgidndusesfimuasivusdeld (n-use stability) W 8180 ofinaunewld sveonmm
usiu vise nMsveseunsiinuysedainenuas/vide In-use stability Tugiin gy
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(AW = U9 2.1.1. + 2.1.2. Y5898 2.2.)
2.1.1 M3finw Long term stability am.ma%&a%msme ?
1) 55333 Long term stability fianmzdauiu (Storage condition) agnslay 3 JUM3 2

wan vt \ulumudarmualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH %38 5 + 2 °C) nsdiflanmnsariunisanuléniu ASEAN Guideline ADIuuU
Stability protocol 3o ndnguiléFunseyiiiain ee. fiflnanisAnwiasuangenii
muualivuaann laedinan1s@nen On-going stability Udgn wazlanInan1snsla
Anziiduday sniumde physical description wazilvdonsnaasuasuday
MUFISIBTEN9Be (Wu USP, Ph.Eur, etc)

2) fimsfnw Long term stability fianzdaifiu (Storage condition) ageiee 3 Juns 1.75
win_uailsiulusaudormunly ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH w38 5 + 2 °C) nadifianunsaciunisanunldmu ASEAN Guideline gaeuyu
Stability protocol #58 sm\améﬂmw%d@xmmﬂz Y. mmzm:dmzfﬂde,ﬁ%m
fmualivuaan Tneiinan1sfiny On-going stability Uaga uazuansuan1snsdv
Annzidudiaae sniiuiide physical description uazilfdansvaasuasudauy
TR P UTIRN ORER

3) fimsAnw Long term stability fianzdnaifu (Storage condition) 8 ewee 3 JuN1T 1.5
win_lulupudormualy ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH
¥30 5 + 2 °C) fnan1sAnwiasuergendidvualivuaan walsidnanisine on- -going
stability dm,ﬁs WAZUANINANIINTIVNAT T URNEY BnTuTde physical
description uazilvidensaaeuasudiau AusseNTiensds

4) fimsfnw Long term stability fianmz iy (Storage condition) 8enewey 3 Juns 1.25
win dulumadarmualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH
30 5 + 2 °C) finan1sAnwilsinsuangeniifivuelivuaain walinanisdne On- -going
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stability Uage wazuaninan1snsrvdasiemduiaay sniuiide physical
description wazIMITONIINAADUATUAIU AINAITIVNND19B4

5) fins@nw Long term stability fian1izdaufiu (Storage condition) aghtiay 3 JUM3 1
wae Wulumiuderivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finanisAnwliinsuangeniidmualivuaain waglsifinan1sfnu On-going
stability Uange uwasuaninan1snsivinsiziidudaiey sniuiite physical
description uariiitomnaaauAsUdaY MusIenTieneds

6) §M3AnY Long term stability fianmizdaifiu (Storage condition) laiasu 3 JuUNsSHER | 0.75
usiluluaudarvunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH
vi3e 5 + 2 °C) inamsAnwliinsuangeriivualivuaain ualinan1sAnu On-going
stability Uange uwazwaninan1snsiadnsiziidudaay sniuide physical
description uariliidomsnaaeuasuday mussenisneds

7) fin13@nw Long term stability idanmgdnifiu (Storage condition) agatios 3 JUANS 0.5
nae ualdiluluaiaderualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH 38 5 + 2 °C) SinanisAnwiasueigeiiimualivuaan udlsifinanisdng
On-going stability Uaga uazuaninan1snsradinssiidudaiay sniumde physical
description uazilhdomsnadauasudiau musse1ensds egates 3 Junisuan

8) fimsAnw Long term stability fian1azdniiu (Storage condition) agnstios 3 JUNT 0.25
e welsiuluaudeaivualuy ASEAN Stability Study Guidelines (30 + 2 °C, 75 +
5% RH 38 5 + 2 °C) SinansAnwiasuengeriidmualiuuaain udliifinanisdnw
On-going stability Yagn uazianinan1snsiainsziidu Conform, Complies, Not
detected, N/A 8nlium9e physical description wagiiiidan1snaasuasuday au
FENTienaBa
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9) {im3Anw Long term stability laitluluaa ASEAN Stability Study Guidelines, finwn 0
Asuagenfifmvualivuaan wilivhdenismnaeulsiasudau musseniténsds
Wa75041)
10) #nsAnw Long term stability fifinan1sAnwnlsinsuangendiimualivuaain wied 0

MM aaeulaAsUSWAUAITIEN8198 WSanan1T A e laitinum LN T
91989 viTelsiuanwwanisnsndnsziliudaiay snfuiade physical description
w3 hifinan1sAinw Long term stability

212 msfnw In-use stability (Fondaladonids) oy edn eriiwaunouls 3
1) fifoyamsfnwmunsuaznldauiissyluenasiiuen igungiiaon ASEAN 3
guideline mmm%::am 30 + 2 °C
2) fideyamsAnwmiarunsiivandaldnuiiseyluenaisifue 0.5
3) hifiveyanisfnwauasivazdald 0
2.2 nsdlenilaisndudosinumsivateld (n-use stability) w3aeniivunudadine laiflde 5
Uslumssinidine wie g1uAUYa
2.2.1 M3fin¥ Long term stability (@antaladonils) 5
1) #ins@nw Long term stability fidnnazdaifiu (Storage condition) aghatiey 3 JunIs 5

wdn Wuluaiudermunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nselfiansnsaiunsnuiléniu ASEAN Guideline foeuuu Stability protocol
vise wangudildsunmseysian ee. fiflwan1sAnwiasuangeniituualiuuaain Tae
finan1s@ny1 On-going stability Ya1ga wazuaninan1sasdnseiduda
gnLIuIYe physical description wariiiden1svnaauAsudIu musseTis1ase

2) ilmsfnm Long term stability fianmedaifiu (Storage condition) ag19e 3 JUNISHER 3
Wuldarudariualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5% RH) 25641
aunsaviunsAnwlaniu ASEAN Guideline §iosiuu Stability protocol wie vidng il
IWSuniseuiiionn ew. Aifimansdnwasusigeriiriuualfuuaain uilifinanisinen
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On-going stability Usgn uazuanmanisnsndnsiwiiduiiay snfuiade physical
description wasiMTBNIINAABUATUSIU MIUFITIENE19D4

3) finsAnw Long term stability flan1igdniiu (Storage condition) aghaties 3 U3 2.5
wdn Liduluaudorwualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsdiftanunsaiunsdinuiléinu ASEAN Guideline #osuwu Stability protocol
viie wingwilldisunseysiinn ee. AifinanisAinwasuageniirvualivusain T
HaN15AN®1 On-going stability Yaegn wazuanmansnsivinszniudiaae sndiu
WU physical description uaziiwdensnaasuasudau musseisnads

4) finsAnw Long term stability fian1edmuiv (Storage condition) aghtios 3 JUNT 1.5
wan Liduluaudeivunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) nsaiftanmnsaiunsinuiléinu ASEAN Guideline fosuuu Stability protocol
w3e wanguildsunseyiiian ev. fifiwan1sAnyiasuangenifmualiuuaann uelal
finan13@ny1 On-going stability Ydgn uazuanmansniadszidudiaiay
gnLiuiite physical description waviiidensmaaauasudau musisefisnada

5) fimsAinw Long term stability fidanmedauiu (Storage condition) 8geiae 3 JunIs 1
wde Tiduluaadefwualu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finans@nerasuaigeniidmunlivuaain waziinanisdne On-going stability U
A18A LATUANINANIINTIVIATIETU Conform, Complies, Not detected, N/A
gnLIuIte physical description wagiiwidensadeuasudIu MusseNTisnada

6) fins@nw Long term stability fian iz (Storage condition) 8getae 3 JunIs 0.5
wio Livdulumuderwunlu ASEAN Stability Study Guidelines (30 + 2 °C, 75 + 5%
RH) finanisAnwiasuengeniidvualivuaann wilsifinansinw On-going stability U
A1gA LaruanINan1InIATIzilu Conform, Complies, Not detected, N/A

¥

gnIuve physical description waziividon1snaaauAsudau auisefisads
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