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ANANWALIANIZYRIYT
208632: Simvastatin 40 mg film-coated tablet, 1 tablet

1. quaNTANlY

11 juuuy ugilandeuilay (film coated tablet) dwisuiulsenu

1.2 dwusgneu  lu 1 e Useneusie Simvastatin 40 fiadn3y

13 mwugussy  ussqluusslnaiv (well-closed containers) Uaarfupauiy

1.4 aan - WHAEN : SEYTONSAN Feanymneen vuiamINuse Yundn Jununeny
\aviinGn

- navsyn : flonansMiue1ussylunasten uavuun1BurusIy agYey

FoIsEYTREMIBTBNIMIA AILUTENDULALTUIAAIINLTIVEIEN LavTl
wAn Yuduany wasamzdousisue iy

1.5. mivaasupnautiily
1.5.1. AuauURves Tablet N15UARING/NM59IIT Universal test fasialuil

) 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 (c specific test (2.1.)

Q3A,Q38,Q3D(R1), Elemental impurities in drue
products, FDA guidance for industry (August 2018),
USP<232>,<233>,<2232>, BP supplementary chapter IV
Q , EP general text 5.20)

(foesneuRaiialiAIuInni Reporting threshold)

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. AruanURves Active Pharmaceutical ingredient Iin5uanana/n1sns33 Universal
test esiolul
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/Related substance cx
Q3A.Q3B,Q3D(R1), Elernental impurities in drug
products, FDA guidance for industry (August 2018),
USP(41, 42)<232>,2233>,<2232>, BP supplementary
chapter IV @, EP general text 5.20)

® Organic impurities
® |norganic impurities
(Elemental impurities
analysis)

90 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
3. | Assay complied to specific test of Active
pharmaceutical ingredient
(Shelf-life COA only) (2.2)
4. | Elemental Impurities analysis Complied to Active pharmaceutical ingredient

specification or specific test (2.2)

Meets the requirements
Meets the requirements 1443501501573 heavy metal

Residual solvent (cH asc (rs-6), uspaz
<467> EP general text 5.4, BP appendix VIl L, JP17
supplementl p.2634-40)

Complied to Active pharmaceutical ingredient
or specific test (2.2)

Polymorphism identification
(USP<941> X-ray powder diffraction)

winkanansilu polymorph Tiansnnanenessd

PRIy Crystalline or Amorphous

2. gusNUAnImALla

mamsm‘nﬁmi':zﬁ@mn'lwﬁ;lulﬂm'm finished product specification uae Specification of

Active pharmaceutical ingredient (API)

A & - at o o/ s =i @t Gl! 1 = I
noBesnndumsuatueanu sslaaansiieuse

a g ﬂ" ot a a i = 2/ ar ‘J
AINNUAMENTINNMTOMISHATET NSENTRASITNEY Tieilindussuildidaiaaduatun
Wguwinvsslmindunesgrundseinsulasmsunis auusen1ensensieansIsige 1389 58y
81 WA, 2556 aaduil 11 wwieu we. 2556 (asusemealusisiaaiyuneriuin 10 dguiew 2556)

2.1 Finished product specification

Test

Acceptance criteria

USP 2024 BP 2020 / Ph.Eur 10.0

Identification test:

® HPCL

Complied with product

specification

® UV absorption

Complied with product

specification
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Test

Acceptance criteria

USP 2024 BP 2020 / Ph.Eur 10.0
® |R absorption Complied with product
specification
Assay 90.0% - 110.0 % 92.5% - 105.0 %.

Dissolution test

NLT 75% (Q) of the labeled

amount of simvastatin is

NLT 75% (Q) of the labeled
amount of simvastatin is

(Impurities)

dissolved dissolved
Impurities
Organic impurities
® Tenivstatin B NMT 1.0%
®impurityA NMT 1.0%
®impunnes B and C NMT 1.0%

_____ ®impurities E and F NMT 1.0%
®impurity D or G (each) NMTO04%
- Individual unspecified NMT 0.5 % NMT0.2%
degradation products
(impurities) B
- Total degradation products NMT 2.0 % NMT 1.0 %

Uniformity of dosage unit

Meet the requirements

Complied to finished

product specification

2.2 Specification of Active pharmaceutical ingredient (API)

Test

Acceptance criteria

USP 2024

BP 2024 / Ph.Eur 11.0

Description

White or almost white,
crystalline powder

|dentification test:

® IR absorption

Complied to the API
specification

Complied to the API

specification on test

® HPLL

Complied to the API

specification

® Specific optical

Complied to the AP

rotation specification on test
Assay 98:0 - 102.0% calculated on 97.0 - 102.0%
the dried basis (dried basis substance)
AMZNTIINTIATMUAT IBasEuAWAT RSN YWY
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Test

Acceptance criteria

USP 2024

BP 2024 / Ph.Eur 11.0

Specific rotation

between +285° and +298°

+ 285 to+ 300
(dried substance)

Appearance of solution

The solution is clear and
not more intensely
coloured than reference
solution BY;

lovastatin and epilovastatin

Loss on drying NMT 0.5% NMT 0.5%

Residue on ignition NMT 0.1% NMT 0.1%

Chromatographic purity

- Simvastatin hydroxyacid NMT 0.4%

- Epilovastatin and NMT 1.0%
Lovastatin

- Methylene simvastatin NMT 0.4%

- Acetyl simvastatin NMT 0.4%

- Anhydro simvastatin NMT 0.4%

- Simvastatin dimer NMT 0.4%

- impurities E, F: for each NMT 0.5%
impurity

- sum of impurities A and | NMT 0.4%

- impurity D: NMT 0.4%

- impurity K at 200 nm: NMT 0.4%

- impurities B, C: for each NMT 0.3%
impurity

- impurities G, J: for each NMT 0.2%
impurity

- Any other individual NMT 0.1% NMT 0.10%
impurity

- Total impurities other than NMT 1.0% NMT 3.0%

- Elemental impurities

Complied to the API

Complied to the API

specification specification
- Residual solvent Complied to the API Complied to the API
specification specification

QLT

NMT = not more than

* s12d' Dissolution uag Uniformity of dosage units Tiuuionansuaniznuazideun
. P al v v = = ar
NAN1SNS2AIEY Mndlaudasvazideafiilusinavlilulu COA

ANEATIUNIIVUATIBATBURLALAMANYMELANZ
4

18958 o ,5)/ ....... UsEsunIsunIs ZaﬁEW& .......... A55UNTS

(WA unauYY gUongte)

(ney.adan Tsna)

2. aa%ia ’-hg/

(ney.a@s7 Blvain)

ATUNTG

B/18/2023




Page 5 of 8

- nsdifieanzifouudenisiu (waive) n1sasadeuiiasigsisienisla Widuuana
lenansvdngusnanildiueyinsme

- Drug substance specification ﬁmmwm’tﬁmswﬁmaa@’wﬁm drug substance %39
luliAs1ey drug substance vasfuAnsdNTagU atulaadunis Fainsnse
Anesinsunniiadediimus

3, m‘s'd's..Lﬁuﬁﬁﬂszawﬁmwﬁai'\m (Price Performance)
SeavlSuAnINLeNaNs 389 MsUsTiuAUSEANS A MAEIIAN (Price Performance)

4. wnansitlglunsiesn
wnasldlunsinsaaunmeliisssdduenarsnieussymneiasionans
gy Resoluil

1) duwnenarsmiven nMwlve uag/Mmienwsingy

varewn: lunsdifldeduuuuardesiionarsuansteusldvesniiiiunsiuses
MndTUANEASINNMSEINSHaTEY Tikansineiuiideudld doaassets deviwld
Wisuwhfugdusuulurueeildlumsinwsindy uaziinisseyfernuiounsldenly
Tutenansmiuen

2) dnunenansuanatomuuLaAINYaINITIULUTTY (Weeuagnaesen) auildtunsdeuly

3) duurdvedunzsifoumiuen (Wuu v.e.1 wie 8.1) asunnuth ndeusivazidenna
dnvazianzroediagiuazdeivuaIns§IuTeIIsNTIAT LN (Finished Product
Specification and Analytical Procedures) funsidoul’ Tnedasdradesidueniivsenia
nsENTNATIINgUiuTemIelvsinisene

wuemg: n3difegseninvaildsuudawuileiiinseiuardefmuaasguli
aonRdDINTIETIUSEMATUTBIMI BRI TNadArDd I NUANENSIUNIID I SUALEN
Tuuudrundvsutludsunvasmenslungdouii¥uen (wuu . 9) vie duuidve
utludsuuasmemslungfoushuen (Wwu o.5) wmdeuiuse

8) dunluddynistunadeusisue (wuu vie.2 vie ne.3 vie ve.d vie 6.2 udusinsdl)

4.1.1.nsdiMemanlusEmAlne (e 2)

4.1.2.nsdifeidiemsutsusyulsemelne (ne.3)

4.1.3.nsdienidhanssusemea (ne.4)

weng: nsdliinsdsuuaudlugFueyganasanuiingn uuudundweudly
Wasuwassenslunadeumiue (wuu ne. 9) vie duundvsudludsuulasiens
Tunzidsus$uefetudiueygymuazaniuiingn (Wwu o.4)

5) dumtedofusewInsgIunIsHAREMUNENINUIE SRR lUNSHERET (Good
Manufacturing Practices (GMP)) TunuaniliAgadesfueniliaus (avvaiganiuseunis
asvaeulnedinglutianainisiuses) lagsesseneusie
5.1. nsflenanlulssmalng frdsdosdidiunmeaemidesuseannsgiumsnane

PUVENNANLALISNSTRILNTHAREN GMP PIC/S 98snsenseansnsaigy Tumianen

AMZATIUNINIMUATBALIE L ALAT ANAN ¥IANNE
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iauene atuaganuseun1insivaey lnelinasusesdisiulssmeusemasen
didnvsetnd

5.2. sy nindnalsema grandealiduunnmaenidosusemnnsgiunis

HAMEIMTUMANLNUNLALITNITNAUNITNERET GMP PIC/S %38 US cGMP 83U58inA
v a = W i = ) = W

AHER lumnneiauewis atuaaaniusaunsnsivasy lneiinasusesisiulseme
Usgnansiandiannseding

at - @

o Lo T = ar Fened GJ -
55, ﬂWLU"I‘HuQﬁB‘i‘U5@ﬂﬂﬂﬂ‘iﬁ’]‘l.lﬂ']‘iﬁamEI'WI"I&MEIﬂLﬂELl‘ﬂ‘JSﬂ'}ﬁﬂﬁluﬂﬁ'iﬂﬂﬁ?ﬂﬂﬂlm'l g

q

d1Any (Certificate of GMP Active Pharmaceutical Ingredient (API))

o o= al = as (=) sJ = = L
54. EﬂLuWﬂuﬂﬁﬂiU‘iﬁl\'}u’]ﬂi:ﬂ;qUﬂTﬁNﬂﬁEJ']G\'11J1ﬁaﬂLﬂm%’l%ﬁﬂﬁ‘iﬂalUﬂWiﬁﬂﬁﬂaﬂﬂm“ﬂﬂ‘?

5’1L%§]§‘U (Certificate of GMP Finished Product)

wnsgruvestedmunnuainingiudiendify (Active Pharmaceutical Ingredient
Specification) LLamﬁmﬁmﬁmﬁ'}ﬁﬁ]gU (Finished Product Specification)
6.1. duuinsguingauaiendrfgy (Active Pharmaceutical Ingredient Specification)

wazunsgIundndueiendnsagy (Finished Product Specification) Tnaszysiisien
(Pharmacopoeia) Mld§18amsitaneilasanasgruesnosdeadulusudorimua
wazamsgureIsiessilumnelasmaemis auszmansgnseasisugy
304 spyshen

6.2. 11u1 drug monograph maaﬁ’aﬁfamﬁwﬁ’m (Active Pharmaceutical Ingredient) uag

Nﬁmﬁmﬁmﬁ’ﬁ%gﬁ (Finished Product)

63. nidlTngAudie1d1Ay (Active Pharmaceutical Ingredient Specification) %3

wantusieduiagy (Finished Product Specification) iusinglusisien (Non-official

pharmacopoeia) fauanamdnguineiinnsguvesnsinseiidulumudenidde

Tasioluil

6.3.1 idarmunuazinmsgureansiinneiiuinenvessunaiiduaudnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) 38

6.3.2.JofmunuazinmsguYBINSIASIEENER (In-house process) aanAdBariv
ICH Guidelines %38

6.3.3 Sermusuazinmsguilvaimsinngiitmualilusse ssela fsien
wils muUsTniAnsENsEs SuAY (Fo sesieien dwduguuuueniug
(General requirement for dosage form)

nuEng: Tanvuanua nIngAudlie1d1Aey (Active Pharmaceutical Ingredient

Specification) uagndnsauaierdniagy (Finished Product Specification) feqs199sa1neisn
Wenfukazatuiieatu snduudnsdiidseidefmuauaznnsgiuresnsiiases
wwzingiuiiendfy wie wdndusienduiogy

dumiidasusewan1sias ey (Certificate of Analysis (CoA)) TnesaaUssnaumie

7.1. dnmilsdesusemamiasieiingiusiendrdy (Certificate of Analysis of Active

Pharmaceutical Ingredient (AP1) lnefaausenaunae

ANEATINNTSAMURSIHAE mﬂﬁuazﬂmﬁﬂum.,mm.

51 8lnaan)
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& ar ar = at o o

7.1 1A wmilfedusesmansiieneingiudienddty vesndningausendidy

(Supplier )
7.1.28wmldeiusemanslieswingiuimendidy vouninndndueienduiogy
(Manufacturer)

7.2. @ mildesusenanisiiasivindndugierdniagy (Certificate of Analysis of
Finished Product) vesinanxan fusiendusagy (Manufacturer)

7.3, lonasvsenanguudunuduiusseninsjumndnvesingiu (drug substance) 9o
3.2 MuguMsNaRvosHaAndueie1d 593U (finished product)

7.4. wnasfiuanidormunuaan1TIATIEN Elemental impurity 38 Risk assessment
report for elemental impurities auiiseyliluindwsiidu (ICH Q3D Elemental
impurities in drug products, USP <232>, <233>, <2232>, BP supplementary
chapter IV Q, Ph. Eur. general text 5.20

8) dlunenalsuaninan1sAn¥ AR (Stability data)

8.1. ANUNDNATUARINENITANYIAIINAIITZEZETT (Long term stability data) 31u7u 3
JUMINER

8.2. @NUNDNATUAAINANITANBIAIINAIATILUANIZLSY (Accelerated stability data)
U 3 JUMTHER

8.3. dullenarsuaninan A ikansineranansoRnuyadnenld 1 90 /dnunans
Usgdvsnamssney (nsdlude) (i)

8.4. nsciugniidesarans Adeanneuld Iduuenanswansfinmanuaiamdns
Aa¥aNEUAL/139 1WA / naulald ludviavanesngg Asuiiunazaenadesnuianans
ffuen (In use stability data)

9) dwwmisdeiusendndneiendniagy (Certificate of Pharmaceutical Product) lanizen

U lulszinelng

10) AU mangIuANaNYaTRINaNA M1 (Bioequivalence) Inenan1sAnwimNaNyaUDY
nanAueien (Bioequivalence) 1ulunudafmun ASEAN Guidelines for the Conduct of

Bioavailability and Bioequivalence Studies %38 filan1s@nwiirusedninanasdauya

yaandnfnsien nsensnasisagy lnsantuniemirsnudnuiauadlisunmsiuses

0 drdnnuangnssunsewsuaren atutlaguu (nsdilildendunuy)

11) dumdedefuseanasgprunsujuiniumdninausiisnisiialuiesujidinns Good

Laboratory Practices (GLP) 'Lunsﬂﬁﬁ']nﬁﬁﬂm%daugaﬁmaﬂﬁzL‘wﬂ

12) duwilidesusennasgumaiiuinwuagnszansemumdninusiisnmsnaiumsiiuinem
wagns¥aeen (Good Storage Practice / Good Distribution Practice (GSP/GDP))

13) dlauesAdieddrinegenegntey 3 mieussesiue

18) dwumilidesusounasguiesUfURng ISO/EC 17025 lusemseiiaus (i)

15) duenansuanstayanislaiunmsusslu Green book ¥asnsiinemansnisuwmg (i)

16) duenansuanideyanislaiunisussqlu Orange book ¥es US.FDA. 138 European
Medicines Agency (§1dl)

AMENTTUNMIAMURTIEBUSEALAL ANIGNYLIANY

' o TRLAx . - 4
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17) nsillilyerdunuudasuaninisAneminain (Clinical trial) vesenlulseinalnefivania

NAYIAANNYBILNUIT BB UAU A ULUULAZARLN U1TATSINISUNE (§730)

= P
5. Roulvduq

1)

2)

3)

o1geridwsudedlitionnd 24 ey tusniudwey snuilienanstudulunsdiisien
wies 1 Jun1sudn wariienansBusenuanidsusilovunonglugumswani
pmniavniseaniidweuliunlsameiuiassdasduuimfidesuseamanisiiasiy
(Certificate of Analysis (CoA))
fusssdolilugusensuasusilesilndmnagviadiofinnisdenanmreufmuasniy
WU
minlsawganulgmaunmanudnfusiuasdeimsdmsiaiedinseiguam §
Imhenandueieasdugiuiavevanldiislunsiinnsiauamen wardsenlusiuiud
QAN AIATILAULALTINE U8
nsdiitlildendunuu (original drugs) aedpafiionansuansdeusldeserfitiunisiusesann
dnnuenrnssunsemnsuazen fuansihemiuiideusld denssyta fevuild Weuwin
sunuulruneelilumsinwihiu sshinsudaiounisideliluranuasionans
Mivguazdonuvesdudeutulumulssmensensrsansisuay
dauesien(Eune)Busenlisnidndygieunsuimun fil
6.1. yniinsguasindiangiannsuineimansnisuwndudmanisiasigiliiulunny
WIRTEIU
6.2. nstlndnfnsisnedatignFoniviunnvemaelasdnineuamznssunmsensuazen
6.3. nsdinulymamnmenudngia sifervdwmaneussansnauazanuasnfesorUind
1isuen
6.4. nm‘iﬁﬂmzﬂﬁumﬁma”mmsuuazm‘aﬂwﬁmﬁ’mmaanamﬂ’m%’a'1 lsaneunavesnidn
msdseelundadaly

AMENTTHINNTIUUATIHALBIALAL AT BIUEIRNIY
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Audnisunndtyayriuning vausznu

wuuUszliuAUsEENSAMNAB31AN (Price Performance) Uszinvieniad

o ¥
AU Umin (Fovaz)
O\DL o
1LaunwuazAauTAilulselovidonasivms 80
2.51A1 20

1. aunwuarauandAiidulsslevddenissunis (Gawas 80)

w1 1970 23

= v
YaniIan

inausimsUsziiugunnandueisndeaniiy AZUUY
n. 52&3232&&; (General quality criteria) 20
1) 1ASHIUMSRERmIMENINASIIBNsARUNSHEReN 1.5
2) wmsguingiudiendiey (Active Pharmaceutical Ingredient Specification) uavainsgiu 3
waARsduTia1d1593U (Finished Product Specification)
3) wIwmsgumaviesUjinnns 3
4) wesgrumsiiuinwLagnszsemuvaninesnsRlunsAuinvLaznsE e (Good 25
Storage Practice / Good Distribution Practice ; GSP/GDP)
5) URSFIUNANAN 5
6) mamu%ﬂrm Uszlomdsanisufunau 5
9. Squ_aEbJ.:Sz._u (Specific quality criteria) 80
1) walgaraunmvilsdeiusamamsinsizv (Certificate of Analysis ; CoA) 16
2) nsUssdiuanundes Elemental impurities (Risk assessment of elemental impurities) 5
3) WaNgIUAMNINNIANYIAUAIM (Stability data) 8
1) wafigatinnn s uurUssITdudaen ussiusitaraain (Package & Labeling) 2
5) anuwnmeslunstidainwiuetsuluy (Therapeutic Equivalence) 10
6) enasfifiuen a
7) Yeyauszanimnlunisine msfinw/Adenendin 25
8) nahszlsnuaenisresenneviaieangnan (Pharmacovigilance) 5
9) IFTUUBUTHNMUNIILGIIUY WANTINAY 5
/ EERBMMEB.._.mj.qS.EEQ:_EmnerEFERJEm\DgurwiJn
1.as@o .R \u\ UsESIUNTIUNTS m%mwg\! ,,,,,,,,,,,,,, nTSLNTS 3, 8999 v n#m\ .................. n35UNTS
(neLuwALTE AuaTiddy) (ney. adian Tusn (ney.g¥s Elvwadn)




Wi 2 970 23

AZELLUTIA

100

H at " o ar wr W a - o o d
mwmﬁﬂﬂurrﬂﬂﬂsmﬁam.gwDDJMDQaﬂJ_S.ED AQ.unamg_s_:n.ﬂscquddzquﬂsﬁwasaqaquu.msuewrm:s.mm_ﬁ:m_v

80

2. 91 (Sowaz 20)
gulsiumazgnusziliviaslvazuuulasssuunsindedndaninigiedidnnseling (Electronic Government Procurement; e-GP) weansulgyfinans

NFENTIINTABY

18378
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Fon1sdn
inausinsuszliunmunraafnsiendeansin AZUUY
n. SE&@E:JJ_,__&.UE (General quality criteria) 20
1. | nesgrumssdnemamdninasiisnsitaumsuine (asuuusay = 99 1.1 + 1.2+1.3) 1.5
1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) luvsnseniiiauawe avtuaign | 0.5
museumsnsnaesulaeiinaiusesfisiulsemalsenmasaydnden (@ondaladonids)

1.1.1. 15i5ums¥uses GMP-PIC/S 910 PIC/S participating authorities %38 cGMP Tunsianit 0.5
{Reataariu API

1.1.2. 1¢5un55U593 WHO-GMP %38 cGMP wiaifieuwin lumsnaiiieadesiu APl 0.1

1.1.3. lFumsfuses WHO-GMP vie cGMP wiawfisuwin ualisyymuedaiau / Liflienans | 0
wanIN133uTes GMP (lvdarsasn)

1.1.4.195un135U583 GMP-PIC/S 910 PIC/S participating authorities ¥38 cGMP %58 0
WHO-GMP finuaengriouiuusznialszninsian wavliflienansuansnstuvesieeny
3o liivanguuansiunuaey (ludersan)
1.1.5. Luilsifumssuses GMP-PIC/S wia WHO-GMP (laiifarsas) 0
1.2 Certificate of GMP Finished Product luymnaenfliauews atudganiuseun1snsasdeu 0.5

TneilnafuseadisTulssmalssninsan (@andaladonils)

1.2.1. lasumssuses GMP-PIC/S 910 PIC/S participating authorities #58 cGMP wag/w3a 0.5
wiladesusenansiug (Certificate of pharmaceutical products: CPP) 910 PIC/S
participating authorities lumnagfiaueis (nsdlenindh) visldsumsiuses
GMP-PIC/S 2nétinanumnuenIsinIsavsuazen

1.2.2. 1¥i¥un133us09 WHO-GMP %84 Usemaginan Tumnailiieadosu Finished Product | 0.1
way/vive ilvdesusowmdnsiug (Certificate of pharmaceutical products) Tuvian
grflaueue (natienign)

1.2.3. ln5unsiuses WHO-GMP usilsissymuandaiau (liersai) 0

1.2.4. 185un135Us89 GMP-PIC/S %158 WHO-GMP %38 cGMP fivamengriawutsznie 0
Uszmasinn wagliifienansuaninstureseny (Iniersas)
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1.3 ns@imtusmindnnnanseme desdidiumbidedusowaniue (Certificate of
pharmaceutical products: CPP) w3sutiidesusesnisinming (Certificate of free sales:
-l
CFS) ﬂﬂ.SP_.uE gIMLEAUDUY

0.5

1.3.1. CPP vive CFS atudan (mwseunIsnsasaev) nsdlderglildergnsiusesdeiu
Useniadsznansing viseueindnlulsznelng

0.5

1.3.2. lil] CPP w30 CFS vi3o 1l CPP / CFS ivaineny

2. | masguingiuagndrAny (Active Pharmaceutical Ingredient Specification) waz
wasgundaiueiendniagu (Finished Product Specification)
Avrsanmisanarsmsdunsiou (Azuuusas = 99 2.1 + 2.2)

douils)

2.1 wnsgruingaumendiAty (Active Pharmaceutical Ingredient Specification) ((danvala

1.5

2.1.1. nsadleisunissuseslusisien (Official Pharmacopoeia) (18antaladawil)

1)

¥ = L | g o 2,
884 USP, BP, Ph.Eur,, IP, JP auuglga (maenasnduneidoul?) nilunis
wilonsifeu desdiudlulunefowihuewd (o5 9 oo.01iR)

1.5

2)

81983 USP, BP, Ph.Eur,, IP, JP atuanga (muenansivunzideuld) mndinisuile
v e - =t o w v e =i - W [T
aoadinstuillungidowmsveua @ o.5 7By 9. aelu 2 Yuadalailasuns
aull® uavduwiluneuiulszninsim)

0.75

s - %] 1 ' Lh—&\ = L
87984 USP, BP, Ph.Eur,, IP, JP atulminituszme (muenansiiunzideuld) sey
f1e7 mnfinsudlesesiiudlelunsousivenieuieaud @e.5 7 o8.0uR)

a)

87983 USP, BP, Ph.Eur,, IP, JP atulmindiusena seyisien wasmniinisunlefl

- o_ et 24 =4 ol =i | L ol
mstuuilulungilousmivewd @ 8.5 8w o, melu 2 U widlilasumseydi@
wazduunluneuiulseniniini)

0.25

5)

8983 USP, BP, Ph.Eur, IP, JP UsENA SEYINIIET wazunly
Tunsidoudsueud wide Lilgduudlelunzidoussuen

a2 - L) o hL =1
879949 USP, BP, Ph.Eur., IP, JP (atfumiusns1eni sum.Usenia) wazudlalunzidou
o W w P e

Fsueua (fe.5 1 a8.0ulR)
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7) #1989 USP, BP, Ph.Eur, IP, JP (@lumussnenit sum.Ussna) wazBuudlaly 0.15

nziDousiueuds (@ .5 ity ey, nelu 2 Yuadililldfunsoy® warduurly

nouTuUsENINGIAT)
8) #1983 USP, BP, Ph.Eur,, IP, JP (@tumushsnenit sum.Usene) wazudlelunsdeu 0

3ueuda uads llldduudlolunsideousiuen
9) #udueatuinilsenmeaiise (lifersun) 0

21.2. 53@5&2342 Official Pharmacopoeia vasUsvwaiiluandnues The 1.5
International Conference on Harmonisation (ICH) (law1eawa8n ICH 78 Official
Pharmacopoeia harmonization Ao USP, BP, Ph.Eur., JP., Ph Int.) ¥38Uafnun
LA¥ANATEIU In-house process Tideandaafiu ICH Guidelines wag/v3a
Pharmacopoeia General Requirements (dandaladonis)

1) 872984 Official Pharmacopoeia 983Uszimnaau@n ICH wag/%38 In-house process 1.5
fiaenndaeiu ICH Guidelines w38 Pharmacopoeia General Requirements atu
age ynviatie uaruAlvlunsidousiuenGoudosuda (o5 7 ee.oylR)

2) 97981 Official Pharmacopoeia v83UszinAau@in ICH way/%38 In-house process 1.25
fiaonndosfiu ICH Guidelines %3o Pharmacopoeia General Requirements auu
Tnsindszniassendt sum Usenia yovade wezudlulunzdousiiveud Gle.s
i 08.01i1R)

3) @18 Official Pharmacopoeia ¥83UsemAaNtin ICH wag/13e In-house process 0.75
NaanAaesiu ICH Guidelines %38 Pharmacopoeia General Requirements atiu

] =

o L LI L =i

A3e9 sue.Uszma yniate wastiuuwnlulunedeu
o w a =l LL =l | & s e - I L7
fsuEues (@ 8.5 Nieu 9. melu 2 Yuadadilasumseysi® wastuunluneuiu
UsenInsiAn)

4) 91984 Official Pharmacopoeia 183UsEnAaNTN ICH Wag/w3e In-house process 1
Naenndesiu ICH Guidelines %38 Pharmacopoeia General Requirements 21y

ANENTIUNTIAUAT BB ALY AENWEIAN 1S
Y 1

- . - 7 e A \&W\O &%\
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SHEUU

o - w W o as o = o
AuUIEMAMTIEN sus.Usenia yamde weswilulunzifeuisuewas @e.s 9
08.9Y11A)

5)

81984 Official Pharmacopoeia w9sUszinAau1Tn ICH way/v3e In-house process
flaenndaatu ICH Guidelines %38 Pharmacopoeia General Requirements_atfu
aunlszmaisnendl sun Usznia ynvhde uarBuudlolunsidousifueud @ o5
7idu a8, melu 2 YadalildFunsewid uazduudludeutulszninsan)

0.25

87984 Official Pharmacopoeia ¥03UsnAau®n ICH way/v3e In-house process
fiaonndaariu ICH Guidelines 38 Pharmacopoeia General Requirements atfu

angaviselmind vienusyna usluladuudlyluyzidoushiven

7)

97984 In-house process NdoAARIRU ICH Guidelines MuUsEnARIB1U1HT

8)

o - L L at . . h i o ]
87984 In-house process Na@pnAaBINU ICH Guidelines mnnUsenAa187 (L
NA5000)

9)

In house process lwigampdes/laiiduluma ICH uideline wialifintstuudle (i
T p13Ve)

2.2 npsgruwdndiasiedndagy (Finished Product Specification) (iFandaladanils) nsdi
ag/szINmsauauAluRUAN SR TT oA UUINITYEUATY (WU 8.5) uwTas
finished product specification lngvaunluneuiusemadsennsiny/mden uazlii 2 U
al UsenIngIm

1.5

[y a o . - 2 |
2.2.1. n3dilesunissuseslusiaen (Official Pharmacopoeia) (idantalndawile)

1)

v oo w g o,

97984 USP, BP, Ph.Eur,, IP, JP atugids (maenansitiunzideul’) mndums
| = o w 1 = < are

wilwnzideou desdiudlalunzilousivenas ([{e.5 7 ov.0ylR)

1.5

2)

0 - al i Ln-\ = 2, =l

883 USP, BP, Ph.Eur,, IP, JP auuangn (Muena1snTungileuld) madnisunly

v o= - - o W 2 o e = s v

fasgn1stuwnlylunsidoussvenwan @ 8.5 Aoy 98, nelu 2 Yuadslulasunis
LT = J a

) wazduunlanautulsenansian)

0.75

3)

v - at ) 1 Lﬂ-w\ - 2/,
8983 USP, BP, Ph.Eur,, IP, JP atulminitszmea ﬁs,_u_.%m,_.useﬂse__:et,_e Y
is1en mndimsufludesiiudlulungilsuiiuenGeuiesud ({e.5 7 0.0116)

1.a4%0

5
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4)

918 USP, BP, Ph.Eur,, IP, JP atulminiszma seyssien uazmniinisunled
= = o w W e i -l o s we

nstiuuilulunsifeuiiueuas @ 8.5 fgu oe. melu 2 T uaddbilsdsunseyid
L 1 a

warduunlvnewiuuszninginn)

0.25

5)

81983 USP, BP, Ph.Eur,, IP, JP sindUsEna seysingen wasuly
Tunzifousyueuas wags WlsduudlylunsSousmyuen

97989 USP, BP, Ph.Eur., IP, JP (aUumiusmsieny sum. Usenied) wazunlalunvideu
Niuguan (@u.5 1 08.9uiH)

7

- L7 o L L
91984 USP, BP, Ph.Eur,, IP, JP (Rtu@usiisiend sum.Usenia) wazduudlely

=] o e & =1 B—.h—. e 1 as M as LY h_
veidyuimiveua @ 8.5 neu 9e. ey 2 Tudddlilasuniseyd® uasiunily
AauIUUTENIASIAN)

0.15

8)

8983 USP, BP , Ph.Eur,, IP suuszmaszysinsien uadalulaualylungideusiiiu
8

218995187 USP, BP, Ph.Eur,, IP usadusinnia Yssniaszysisnen (la
Wa15041)

222

nstilulasunisusesludisen (Non-official Pharmacopoeia) 1asg1umaena

Official Pharmacopoeia vosUszmanduasndnves The International

Conference on Harmonisation (ICH) (tawizUseinaas1@n ICH i Official

Pharmacopoeia harmonization fi® USP, BP, Ph.Eur., JP., Phint.).) 3@

YaMMMuALALIIRTEIU In-house process NaaAAaBAU ICH Guidelines waz/45e
s . = 1 - |

Pharmacopoeia General Requirements (taandalavawils)

1)

91981 Official Pharmacopoeia v89UszinAaundn ICH wag/v3e In-house process
o L o W . = " . s
NaannaeIny ICH Guidelines %158 Pharmacopoeia General Requirements auy
age vt wazwilrlunsilowiiueGeuiosudn ([@e.5 7 oy.oylR)

81983 Official Pharmacopoeia vaeUszinAaunTn ICH waz/¥3e In-house process
NaonAasdnu ICH Guidelines 58 Pharmacopoeia General Requirements ati

1.25
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Tnaindnuseniadnsnend sus.Usenia nahda wazwhlelunsideudsusuda (fe.

= W
5 9 98.9ULH)

3)

81984 Official Pharmacopoeia v83Uszmaan®n ICH waz/#38 In-house process
fiaenndaeiu ICH Guidelines 3o Pharmacopoeia General Requirements 2uu
fane7t sumUsenia yaade wavBuudlylunsSeu
fiuuds (@ 6.5 18y o, melu 2 JuagalallFiunisey® uarbuudlanouiu
Usenangian)

0.75

a)

m._wzma Official Pharmacopoeia ¥89UsenAaNdn ICH Waz/w3e In-house process
fiaenndaeiu ICH m_c_am::mm %38 Pharmacopoeia General Requirements wwE
PuUsEMARS 7 sun.Usena ynhta uasunluluneloussueudn (a5 7
98.8Y31R)

5)

97484 Official Pharmacopoeia U84UsenA@NEn ICH Waw/v50 In-house process
NaanrasIfiu ICH Guidelines 38 Pharmacopoeia General Requirements_atu

o < o W = = o v e
MNYUIEMANTIEN SUM.UIZNIA NNV _._.m&.m.EF»ﬂ,éHiSn__dmﬁs\._.mdmgr_.mu (1 @.

5 #igu oy, Melu 2 Yuadellesunisowdia uarBuunluneuiulszninsiai)

0.25

6)

97989 Official Pharmacopoeia 109UsEnAANEN ICH Uag/M30 In-house process
i £ o " . =1 u . o
NeanAadINy ICH Guidelines %98 Pharmacopoeia General Requirements auu

araavaelnindt wiesuusene ualulhduunlvlunedeusisue

7)

2 = L L ar - 3 o @ W
8984 In-house process N@pAARBINY ICH Guidelines MuUUIENIARITIYIUINIITD

8)

97484 In-house process NidanAaBIiu ICH Guidelines snitusemassien (la
N5041)

9)

In house process liaaaadas/iidulusiu ICH guideline violifintstuudly (la
N15047)

3 | masgrumaisauuinig ISO/IEC 17025 (Fantaladonils)
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3.1. I#5unnssuses ISO/IEC 17025 Tusemseniliaus :nmihenuiusesiindede 1wy 3
naainenmansmswwng Hudu wariinmimeseuasuynidanauisendedeit sun.
Usena wissatulning,

1 =

3.2. 9iun13¥uses ISO/IEC 17025 Tusremseniiiaue yaeiadanusseniiensds Cosen: 1.5
atulminrsema seys1ie nmsnususesidedie 1y
nsuinerans msuwng [Wudu

3.3, Jyflfifun1ssuses 1SO/IEC 17025 Tusteniseniliaue 0

3.4. Wusnhdhandsssvaildsunsiusesnassunsnandsnddsnmnssie s 3
inmhsnuiivdetiesyéiu PIC/S

4 r;s.uméz.ﬁmdmwa Good Storage Practice / Good Distribution Practice (GSP/GDP)

(Gandoladonils)

a.1. 9¥un13¥uses GDP-PIC/S annviassususesiivndedie wu SGS, BSI ,1SO

4.2. 1$%uns¥us89 WHO-GSP+WHO-GDP 91nmthenuiusesiinidetie wu SGS, BSI,ISO

4.3. '¢¥un15¥uses WHO-GDP mnmiheauiusesiiundede wu SGS, BSI,ISO

4.4. 185uns3uses WHO-GSP annwthenuiusesiiundedie wu SGS, BSI ,ISO

4.5. lailasun155u399 GSP vive GDP

5 | snmsgrundndoni (@andeladonis) uay 5.6 vie 5.7

5.1. Jugnfuuuy

5.2 WHO List of Prequalified Medicinal Products

5.3 MwMseTiiisede aglu Green book a1 - Pagliu

5.4 HaRTINAATIETIS e 3 Lot. Finsnsniinsizviasuynidemusiiseniiensds) Tae
viosUFiAns ISO/EC 17025 Alailegjuan

5.5. luiwWuluaudde 5.1, 5.2, 5.3, 5.4

ahoy h a0 = aso, = 2
6 | auaulANBaUsTovisen1sUfiReu (Fendeladonily)

5
=i o ar ar ﬂp_- = 2 n_. =
6.1. nsmendn Uoanuuas Usanuauidu (@envelatonile) I

ANZNITUNTIAMUATIBaIBALASAMEN YIS
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s 3 ar =l o e =S ar h
6.1.1. ussqluussyineidasiuuas (nsdanasgrunduiiusyy) way/viedasiunnutiy 5

(nsdlumsgrunduiiusey) wasiimsseyliluussyiueidamu asuiau
=) = o A ' ' !
nsthugfiussylue faanszydeen Lot No Tudueny vng wiietes (unit dose)
= e a L ﬂh\ ) £
uazdl fhdnwsnianunsolivisuudiee Asuy

6.1.2 Wupdaliussquns wasisdasduuas (nsdbnasgrundumsuszy) wav/viedasiy 1
AUTY (nFalNRsgIUndYiTUTEY) IMsussyluussydusimuimun wilidnsseylivu
U390 srylawizluenansiiuen

6.1.3. &ﬁem_mcﬂ@._ksﬁﬁ 1Msussyluussyineitasnuuas (nsalinasgrunduiniusey) a

ar h a at =1 L al \“\ ]
tasfuanui (nsdlunesgrundusiiusey) daainszyteen Lot No Tudusny yng wiae
go8 (unit dose) ATUNIU UAlUT Fdnwshaunsatusevuing,

6.14. c.ﬂA_acmﬁbagségﬁmémmc3,: E,_zs:\_g%._,zznzmucs&&% uazd aan 3

Y =
.Me.cam% 3@3.%3 .%3 ALY VNY Mege (semi- unit dose) 48zl FadnyIN
annsadveuudag

6.1.5. UTIPIUUTIVIUTNULINTFIUATUNIU (Munivualuguautiinll) wazdl aan 25

- ) Y § ' i L " T Y o
seYIRen (on13AN, T9e1, ANNULTY) YN Mieeee (semi- unit dose) ualsld Fadnwsn
anusaUIBIUUEIng

6.1.6. UsqlUUTIYAunAsIuRsUR UM s lugauTET ) 1 1

6.1.7. ussqluussyinslinsumnnasguszy (Muiifmusluauaudinly) wss b 0 0

Uasiuuea (nsdlinasgrundusiiu seylesiuuay) (Linanswn)
6.2. n3dlenda /onh/endun (Fendeladents)

6.2.1. Wueiilussyfasinuiitnduiiussyasuiu yng mietes (vial/ampoule/viaen/ | 5

1IM) 2ANTTYTRLN Lot No Tudueny vn9 mietey (unit dose) ATUNY
= o a (3 o o o e LY ' [l '

6.2.2. \UugNilussiasnuandueiniusey ATunIu lewie mielng (naed) 3
= ot o o o o ar i 2

6.2.3. \Uugniiflussydusinunnduiiuszy linsudau 0
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. .:E&Jaqurmﬁgu (Specific quality criteria)

80

1 | wangagunmmilsaiusesnanisiiaszi (Certificate of Analysis ; CoA)

(AUUUTIN = V9 1.1 + 1.2 +1.3+1.4)

16

18980

1.1. anuduiusvemangalnunmmideiusesmansiinseidaendidiy (Certificate of
Analysis of Active Pharmaceutical Ingredient) (i§antaladanils)

[
ot - ar . a - .L - ) -l a
1.1.1. COA TaAu finaves Supplier uag Manufacturer wanitluingRunndnguiseniu

1.1.2. flawzves Supplier wag/w3e Manufacturer vi3e Lildgunmsndnidesiu

1.2. Hafigavpunmuilsdesusewansinsievishend gy (Certificate of Analysis of Active
Pharmaceutical Ingredient) (Gantaladanils)

1.2.1.0139A1U Active Pharmaceutical Ingredient Specification s Supplier wag
Manufacturer uagiinsuaninalugunuusiay n3aseya LOQ/LOD ¥8d impurities
39104 residual solvent ATUIU BALILITe Physical test, Description,
Appearance, Identification

1.2.2.759NU Active Pharmaceutical Ingredient Specification )n#i%aua4 Universal tests
way Specific tests 984 Supplier W32 Manufacturer wagiinsuansnaluguuuumiay
#3932 YA LOQ/LOD ¥4 impurities 5348 residual solvent Asuiiu snviuide
Physical test, Description, Appearance, Identification

1.2.3. n3311u Active Pharmaceutical Ingredient Specification nin#tawas Universal tests
wae Specific tests e Supplier #ag Manufacturer wasinsuwanasaluguiuy
“Conforms, Complies, N/A” Taglsiszys1 LOQ/LOD (wamaillu <LOD, <LOQ,
<reporting threshold) F,n__\i_\@m__zﬁsmsbzm._.ﬁi_.écm_\ﬁmé gAiuFYe Physical

test, Description, Appearance, |dentification

1.2.4. n3311u Active Pharmaceutical Ingredient Specification nin#%awe1 Universal tests
way Specific tests 984 Supplier ¥38 Manufacturer waifinsuanasaluguiuy
“Conforms, Complies, N/A” laglsiszysn LOQ/LOD (wamatlu <LOD, <LOQ,
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Rﬁ\ = g
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: w oo ) vow W 2
<reporting threshold) Tuhdeimsuanwwaluguuuusiuay sniusiate Physical
test, Description, Appearance, Identification

1.2.5. n391iu Active Pharmaceutical Ingredient Specification 9n#aue3 Universal tests 0
way Specific tests U89 Supplier W38 Manufacturer _.F&maa_ﬂrmsazmﬁﬂmd_._&d
“Conforms, Complies, N/A” Tuvhdedftymusiisnen wu Assay e deyalsl

| L =
nvetie (luwasan)

1.3. anudmusvesmaigainunmmiideiusemanisinsizvendisogy (Certificate of 1
Analysis of Finished Product) (t@andaladianils)
1.3.1.COA finished product l43ngavunisnandeaniu COA Active Pharmaceutical 1

Ingredient Specification

1.3.2.COA finished product Liliingavgunisudmdeaiu COA Active Pharmaceutical 0
Ingredient Specification

1.4. wagaugunmrlsdeiusewansiinsieiendniagy (Certificate of Analysis of Finished 7
Product) (tAandeladonils)

1.4.1. m33ny Finished Product Specification w3881 Universal tests waz Specific 7
| tests uaziinsuananaluguiuuduay vioseya LOQ/LOD aAsuiiu sntiude
Physical description

1.4.2. @531y Finished Product Specification 9n¥3Uava1 Universal tests wag Specific 35
tests uAfinsuwanawaluguuuy “Conforms, Complies, Not detect, N/A” Taglsiszy
A1 LOQ/LOD (wamaidlu <LOD, <LOQ, <reporting threshold) luitefinasuanina
luguuuuduae snduate Physical description

1.4.3. m33ffu Finished Product Specification ninWi%avas Universal tests wag Specific 0
tests ulinsuananaluguwuy “Conforms, Complies, N/A” Tuadadfgymusing
&1 1y Assay, Dissolution, Related compounds tHudu w3 m_\mﬁmﬁm#ﬂmmm (lsi
Wa75047)
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2 | msUszifiuanudes Elemental impurities (Risk assessment of elemental impurities) 5
(1Bonvelavenils)
ol . i ar P
2.1. flenasuanINaNITNIIN elemental impurities ATUAAUAUVENN1TATEYLY ICH Q3D (N 5

unas API, Excipients, Water, Equipment, Container closure system 1Uusiu) ag1aties 3 Ju
- el " L
NIWEA WAL In1337897UA LOQ ATUNNEIHMukauly

2.2. lnasuaninan1sng e elemental impurities_ Asuiiausmamann1siszylu ICH Q3D (¥n 3

uwds AP, Excipients, Water, Equipment, Container closure system (lusiu) agnatios 3 qu
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7) laifitenansnisfinen Long term stability (IxiWe15047)

waigevauA YR YUz UIIYTIAuAEEY UTTYsiuAzaaIN (Package & Labeling)

4.1. MYULUTIY wag aanilsgaiduansmuntuneileue)

4.2. MIULUTIY Y30 aaniisiwavidunnsenununeiloue

0.5

= = ' S =i
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5.1. w30 (5.2 + 5.3))
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Bioequivalence Guidelines
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WU n Fumraaunsnwiiisame (nsdleniinnuuususiugs)
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wWAndesIuIY n SuivdsunisAnwiiiane wnnd 12 Ay, nsdiinwuuy parallel
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conduct of Bioequivalence studies (Revision 1,march 2015) 938 Guidelines on the
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