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Atorvastatin 40 mg Tablet

Fown  Atorvastatin 40 mg Tablet

AnautAv

1. Wuendamrdeuilau (Film-coated tablet) dmiuiuusgu

2. Usgnaumiesien Atorvastatin calcium Viaug’aﬁ'u Atorvastatin 40 mg Tu 1 Win

3. ussaluunatnaiin Hoafunaauasani

4. amnuuUTIANTIReTEuden druuseneusnundify uazaauuse Susdn *?u??umq wiinAR uay
wanzileuiiuanliosrsinauuas aanuunvususIyeieduieefa sty duuszneuiien

v
o v

d1fty ML TuFuDy uaziauiingn

AuuUANamAin

1. Identification m’mmumuﬁizﬂu Finished product specification

2. Uunausiendieny 90.0 - 110.0% of the labeled amount of Atorvastatin
3. Uniformity of dosage units m’mﬁhumuﬁﬁsq L Finished product specification

4. Dissolution mmfﬂhummﬁizﬁlu Finished product specification

5. Related substances mms&'mmmﬁizﬂu Finished product specification
Reuleduq

1. nansmslduaunetungfousivsitesmslulsemdlneuazduns (declare) uvaswdn
11 Tuddgmstungifoushiuelaun vie.2 vie.3 vie.d vie 0.2 ududnsd
12 Tusastunsideusiiuen vie.l vde o.1 w%’amwas@amﬁ’ﬁamimuauammwmamﬁmﬁmﬁmﬁ
Funzideu (finished product specification) uaztoimuannnmYasingiu (drug substance
specification) ﬂi@jﬁa“gﬁwdwmsm?{auuﬁmgﬁmﬁmam WwHBIMUULENENTNTVOLALY (8.5)

1391 finished product specification wag/M38 drug substance specification

2. 19NANITUIBWNATFIUAIREREN
gudndesfiienarsfusesnnasgiunisedneinundninusivazdsnisialunisudngy PIC/S
(Pharmaceutical Inspection Co-operation Scheme) laanuiganu PIC/S participating authorities -

afusganseunseseaeulasiinamsiusesiviulssmealszmasindidnuseting (e-bidding)

nauf 8 nausanluiuluden saauimaludan (anasuuy 1)



3. 1BNATIAMAN BTV LAUDTIAN

51

52

33

3.4

35

Han1sAsIVIATIZiAUA AR S usigndnSagurendn (Certificate of analysis of finished

product) lugnyuiidaiiudiagn

HANIATIVIATBRAUNIIRGAUYRIEdARY (Certificate of analysis of drug substance)

12
£ 1 Qs ¥ £

' a oA a =
ﬁiﬁﬂumimamm@umaaLﬂumamwwmgmammuazgwam

s a

v
LonasvsananguausuANNFuTUST¥NINITUN INARYeIingAuesilgndAgy(drug substance)
9 3.2 fMugunsnanvsmdningiandnsagy (finished product) 78 3.1

wan13Any long term stability maamféwmagfuaamﬁ'ﬁwmﬂauﬁﬁ’uﬁwﬁﬂmuﬂmsﬂismmimmi
WAYBINIENIINAISIIUAY MU ASEAN Stability Study Guideline ludennas ASEAN
Harmonization Product on Pharmaceutical Registration Fud 26 Sur1au wa.2551 lag
yhmsAnwAuAsEnmETianmad 3022 °C anuBuduing 75+5 %RH
n3elldlendunuudotuannansfinuiiauya (Bioequivalence) WisuWiguAvEIAUUUUATL
vaninaTkazku U UALUNSAnmAIaNyare1a1 iy vedi1dna I uAugNI TNANTI M ULAZEN

NITNTIEIBITUEY

)

4. fBEEN

k4 i

Fnasasdeiagieiatdey 2 vihsussduridaludunuuanssigazdenlansudiu muiidivue

k2 £%

Tumdonuautimludidusaslisunisnanifeaiuiulude 3.1

i
=3

5. MIUsENuAMNMINEINENBY

S5
52
53

5.4
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fvuasAnaneiaueld vie dussmades UaBumdnuvend warlfiasessiasanusieniiaue
14 manissmuasimaanmianissasesiadiaaesenisifiaussiniisaivue s
Uszmnsimdidnnsetind warvedseninnidyavielidenniiumudya guiadosivansimamy

Usgnia Uy

aguit 8 naugaeluiuluien YIEPUNNELLERR (LBNENSWUY 1)



U5 2 AMANYUZANIZTBEN

Ezetimibe 10 mg Tablet
Faw1 Ezetimibe 10 mg Tablet

AR Y

1. Wugndin dmduiulssniu

2. Usznauslesen Ezetimioe 10 mg Tu 1 1in

3. vsgluunsiaaiin Sosfuaruiiy

4. aannuLUITISeiFeszuTan dauusznaushendidty uavauuse Tundn FuFueng waeiindn uas
e ousiiueliodhedaaunay aanuunmuruTIIeIelissesssuTen duussneuie

o W L%

Ay AnuLse TudueNy waslaITnGs

AuaNUANLvAiln

1. Identification mmmummﬁizﬂu Finished product specification
2. USinsumendragy 93.0 - 107.0% of the labeled amount of Ezetimibe
3. Uniformity of dosage units mmﬂhummﬁw%ﬂu Finished product specification
4. Dissolution Not less than 80%(Q) in 30 minutes

5. Related substances m’mt&i’mmmﬁizﬁlu Finishéd product specification
Reuludug

2
=

1. tlanansmsidueuandunyileusiusiisd mislulssalveuayduns (declare) uvawdn

o

£

1.1 Tuddynstunsibaussualann vie.2 ne.3 ve.4 vise 8.2 ufusinsl

12 Tudetunsifousmsue ne.1 vie 8.1 niauswandeaidonismunuann e swdniasinud
Funziiou (finished product specification) wazdaiIvunRuAIMUBIINAL (drug substance
specification) ﬂiﬂﬁagﬁwdwmsmgwLmamﬁ‘lmﬁmﬁu FRBINUULENENINTIOLALY (8.5)

1 wSeu finished product specification waz/138 drug substance specification

2. 19Na193U5 2N ITTIUNIHAREN
Judndeaiiionaisiussainsgrunisudneimiundninuiuazisnishialunisndnga PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tagnul8a1u PIC/S participating authorities

atudaamusounInsnasulasiinanisiusedieiulsyniauszmanadidnuseting (e-bidding)

naui 8 navgnanluduluden sranunaluien (anasuuy 2)



3. BNANIANANYIF VBT IAN
31 HANNIATINATIERALAINNERS A d NS FUVeENER (Certificate of analysis of finished
product) Tusnsuiidadusioghs
132 HANMIAIINIAT VAN INgAUYDIIENEATY (Certificate of analysis of drug substance) il

v oo a

Tumsudnenguidadusiiegnniveskineuazananingau

U 3

U

3.3 Lnansvserang uBudumudunus seninesunsHasvesingAuresiiendAn(drug substance)
f9 3.2 fusumsnanvamansiumiendnsagy (finished product) ¥ 3.1

34 wan13dne long term stability naeatisang et fitunideul ifudinaunagnssumsa s
LAaTEINTZTNIIIANTITUAY AU ASEAN Stability Study Guideline ludannas ASEAN
Harmonization Product on Pharmaceutical Registration 7 udi 26 §uaaAu w.m 2551
TngvimsAnyiauasanmenfinamail 302 °C PN 7545 %RH

35 nsallaldendunuuseuaniwansAiny@aauya (Bioequivalence) W3 ULBUAUE UL UUAY
waninaaikazUiURlunsAnunauyavesgnainrediiniuAnzATINNTaIMITEEE)

NIYNTNEATITELEY

4. f9geen
Hungsevdaiiegenag ey 2 mipusidunduiuiunuianineazidaldasuii mufidvue

Tuhdeamantivhluinsuwasisunisudameaiuiulute 3.1

5. msUsgiuau eI idey
5.1 Muduoigvasndidaeuseundaliesnit 12 weutiuaniuduey
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54 tgmej%éfaa%’uLﬂgauawmﬁwmuﬁwuﬂmm diaglndvuneny wailainnisidananindae

Usgmisiagnaumuun

s {

55 whassnsveanudnsiunsvesndndyymsesnidnmahdyyl wmnnuil nandasisiausi

UsyingnieninuAulasdtinnuamgnssunisemiskazeanlussazia 1 Unewdudsemiauszmin

a

nadidnnseting uuddruanldmidunisudladymeanuunnsasigniseninuAutiuieuissuda

u

ARFNUNIUAMENITUATDIMISHAZEN

ngud 8 nausnanluduluden snanimialuidon (anasuuu 2)



6. HunEFaIlIuanIIAa YNAMENITUNINANTFUVEWINATIUSEMATe fmunsiananaen uagld
funsInInansenfiausly vie fiusznamdes Tademdnuviand uasldsosessianianvesenii
ausll vnﬂmiﬁfmumm1nmw‘%ams@iaiaaswmﬁwqmaﬁwamimﬁgauas‘?mdﬁwmﬁ'
yurn1sUszmnsmddnnseting uazegszmnwhdgyymseliderniuaudygyn duesiosuansia

awnuUsenian du
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Gliclazide 60 mg Modified-release Tablet

Hoen  Gliclazide 60 me Modified-release Tablet

UG Y

1. Wuedaylinoengvaidu dwiuulssnu uaudlewdswsulineuddensn aemdfiay

2. Uszneumemien Gliclazide 60 me Tu 1 uin
3. ussqluuns blister pack Unaiiv Josfuuasuazaiiui
4. aanuuuITIAaEiFetszydasn dusznaudundduazanuus Tusdn fufueny waiinaaues
mzauiiuelTededna wasamauunausussae e niosd assyten daulseneused iy
ALY ?u?iyumq Laziauiindn
AuFITANIuvALlA
1. Identification AT LN ﬁ,u Finish product specification
2. Ysunusendigy 95.0% - 105.0% label amount of Gliclazide
3. Degradation products
Y244 Not more than 0.2%
Each other degradation products Not more than 0.2%
Total of degradation products Not mere than 0.4%
4. Uniformity of dosage units mm&hummﬁizﬂu Finish product specification

5. Uniformity of mass on the half-tablets mm&imfmmﬁisﬂu Finish product specification

6. Dissolution test

2 Hour , 8% - 28%
4 hour 31% - 51%
12 hour Not less than 85%

7. Dissolution (half tablet)

2 Hour 8% - 28%
4 hour 31% - 51%
12 hour Not less than 85%
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Soulvdug
1. wnansmslasuaugntunsifewisusitesmieluussimalne uazduns (declare) uvdawndn
11 Tuddymstunsdeussue oun ve.2 ve.3 ve.d ve 0.2 uduings
1.2 Tufwetunsideusue ne.1 wde 6.1 wiousisasBeaidanisaiunuannmueanfosiaui
Funzieu (Fnished product specification) 4a¥ Yafi1MuAAMAINYBITANAY (drug substance
specification) ﬂiiﬁﬁ@giiwfmﬂmﬂ?iwuﬂamﬁlmﬁmﬁm FgpdiuLenNaIMIveui Y (8.5) 1miau

finished product specification way/vse drug substance specification

2. 1NN UTRNNATHIUNSNAREN
Audndesdionarsiusesninsgiunisndnerniundninmsinasisn1sidluni1sudngPIc/s
(Pharmaceutical Inspection Co-operation Scheme) laenul891U PIC/S participating authorities

atuaganuseuntsnsedeu lnedinanisiusesdsiulssnaszmasiadidnnsetind (e-bidding)

3. lONANIAAE NN TRIITIau TN
31 wan13AsIIAIERAMAINan A ue1dTa3UresHE (Certificate of analysis of finished
product) lugnsudidadusiodg ‘
22 mam‘smm‘iLﬂs'\sﬁqmmwi’ﬁqamaﬁqméfﬁzy (Certificate of analysis of drug substance) #il4

Y oo o A

Tunisuanensunidndumegna viawes dudnen uay dudningiu

U 1

[

33 lenansnionanguaudunuAuTLITENINNIUMIHER YavinnAuvesiiendnnty (drug substance)
49 3.2 fugumIndnvomdniamiendnsagy (finished product) 4o 3.1

3.4 wan1sAne long term stability maawu";amsgsumm?i%umLﬁauli’ﬁwhﬁ'mwuﬂmzﬂﬁ‘mmﬁmms
UAZEINTENTNATITUEY

35 wamTlensimisnansinnauautivessmuhdenuanimanaiadefinnsinuadagn

Tnafinamsinsei/mans@nunssbinaulusu Finish product specification ¥nUsEns

4. Fagee

fungdesdidinodgnaginios 2 mirsusiadud Fulufunuuanisivasidealansudiu

=1

muifvuslufidenasuimivindu waslijumsdnnsiuivluge 3.1

5. myUsgiuamnenidaway

5.1 Tuuoyvaswmdwsusiouvdalinioandt 12 e duaniudweu
m

1

5.2 gwnnaidmey sxsosdd i mieluiuIsmanImIITies eI Tudee U NN

nau 8 naugnasluiuludon samimalufen (enatsuuu 3)




5.3 as@AivieswmMsinsdussedeiidweuiiedniadnsgiaunin mhevnsagyivilde
$asweiatheen Tnufuisazfosdiwniudnaudwauiiviiesunisdwmnaianey uagidy

fuiinyouAldatalunismsiaiasizsiqmunin nsdinuirenlilulusmunudnvuzianis

@3¢

wihenmsueanuinslifufiTannsdueaedina vestine uaz/visinanluasisly
5.4 dunerzsessudsusmuinauiinudym deilndvurery viswleiinnisidenaninday
U5 MILANaURIRLS
5.5 wheswmsteanuivslumsvesndnduavissndnmsvhdaan manud wdndsisfiaved]
UsyiRgniseniiuAulaedrinnuanznssunisemnsuasenlussesnan 1 Uneududssniadsznan
1ABLannselind L*Kw,wié’mf?mlﬁﬁwLﬁuﬂw’iLLﬁ‘lm'Jm,;mmmmws'aaﬁgm%‘anLﬁuﬁuﬁ‘jm%em%faaué’h

FOANNNIIUAMZNITUNITOITHAZE)

6. fnufeaUiuansimas MnALEASIINSTALNSY UL UWRATUMAmEas Auuasinanien uagld
fmuasianafiiaualy vie Huseniaies Talumdnuiend uazlinesessamiignueseni

aus 'l ‘Vﬁﬂﬂ?iﬁﬂﬁuﬂi'\ﬂ’}ﬂa’%ﬂ%%@ﬂ?‘i(ﬁi@i@ﬁ’i’]ﬂ'\ﬁ??j@‘l}ﬂﬁ’l&lﬂﬁiﬂ?ﬁkﬁuaﬁ?’]ﬂ’hi’)ﬂ?ﬁﬁuﬁ

nM3UszmaAddnnseiing uaregssninvidyyvssiidenniumudya fuedesuiuansnnias

ki

AuUsEnIA Uy

%
S

nau?t 8 nareanluiuludan iaauimaludon (anasuuu 3)



F18MN5Y 4 AUENEUZIANIZUBN

Insulin human 30 iu/ml and Isophane insulin 70 iu/ml Suspension for Injection, 3 ml Cartridge

with Pen and Needle

How1  sulin human 30 iw/ml and Isophane insulin 70 iu/ml Suspension for Injection, 3 ml

Cartridge with Pen and Needle

AuaUANIlY

1L
2

Wughunusgneu dvau Useannde dwmsuda
Usznaume Insulin human ¥aTIduATIERAENIYUIUMS recombinant DNA Tudnsndau Soluble

Insulin 30 iu Waw Isophane Insulin 70 iu Tudien 1 ml

. tsTilwvasausIenaalARNwevliaui Usinas 3 ml Bsldsmivaunsaiidnede insulin pen uay

pen needle loaghamngay wasussadueidaaniuua

. ANUUUTIYINIRBITEY Y081 duUTEnaumIend Ay wasaunse Tundn Tuduene lunindnuas

wunztguisuslisgnadaauiay aanuunIBuzusIIEedNtaRadsEutoe dulsznaudiend 1y
ALY Tudweny uazaindn Tennuuiadeulidaivefoamal 2 - 8 aswmwadsauasnanides

ASUTUT

. fgunsoliald@nendia Uinmdnen (insulin pen) kaz Wadu (pen needle)

Insulin pen 1. wlausmuniu ansaduldedundaile
@ as / 4 as a X
2. Musugn (Plunger) anunsavyumnsonunaulding
3, gn3auSustinen insulin lapseay 1 unit Ineiifiasusivuneiuasiu
ladaaunnd iy
v 5 = 28 s
4. gnansauSuanvung insulin lidielaensviundu

Pen needle anunsaldsaunu insulin pen lagamunyay

AugudAnIamalia

1

ECRE

0 ol on: n

Identification vﬁwt&hum’mﬁizu‘lu Finished product specification

W

USusiaendnAgy 90.0 - 110.0% of the potency stated on the label
pH ‘ 996 uAAMAsEylY Finished product specification
Soluble insulin human content 25 -35%

Zinc Not more than 40 mcg/ 100 iu of human insulin
Limit of high molecular weight protein ~ Not more than 3%

Sterility maamumuﬁs;ﬁﬂu Finished product specification

Bactearial endotoxins Not more than 80 USP endotoxin unit/100 iu of insulin

P : Dorsth Ta g 2 S = i ;
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Wauludug

1. nansnsbesuaygndunsiloumiveniasminelulssmealnauasduna (declare) unasuan

1.1 Tuddnistungiloussuslaun vie.2ve 3me.4 w30 8.2 winuanssl

1.2 ludaetungifeuiiue e 1 vide o1 wiausieazBeavhdenisaiuauaunmyeHdniusinui

Funziley (finished product specification) kazdafiIMuUARMAINYBITARAY (drug substance
specification) nsfifisg seninemsiasuudasunluianiy JefanuuLenasnIsvewnly (8.5) iwnsay

finished product specification WaZ/139 drug substance specification

2. 19N8133UTWIATFIUNTHARET

fudndosdiianatsiusesnimsgiuntsudnerniundninusiuazisnisialunisudnen

PIC/S(Pharmaceutical Inspection Co-operation Scheme) la g v 831U PIC/S participating

authorities atusaamasaumingtaaey letinansiusedoiussmausymeasiaaianvseting
(e-bidding)

3. Laﬂaﬁﬂmé’wmmmmﬁmuamm

3.1

3.2

3.3

34

HAN1TATITILATITR AN NKERAate1d1593UvaednAn (Certificate of analysis of finished

product) Tugnsuiidadiusiogw

. U

HANTIATITNATITRAUNININGRULBITILIEAY

q

(Certificate of analysis of drug substance) iy

{ wan

v

nskAneITundnlusegn Yiaues guanen uay

£ =

AR INDAL

e3te ©

lenansvsavang udufunuduiussznineiunman veringaveesdendiAgy (drug substance)
49 3.2 fujuniswanvemaningis1dnsagy (finished product) 98 3.1
HaN1SANY long term stability AaaagieatgvatenBuneieulifudninnuansnssunisannisias

8INTENTNENTITUAY

4. 77981380

Junedesds aedneen dedngunsnidagife U1nn1dngn (insulin pen) wazida (pen needle) Y

Sufugnsede egsiios 2 mihsussafuisadusumuuansssandenldasudiu munidmusluide

auandivaluiduuardqunsdnieiuiviule 3.1

s
g ot

5. NMSUSZAUAMAINEINEINDU

a

v i
@ <t

5.1 FuFuongmesvidweussuvioliiounit 12 Woutdunniudwey

5.2 ewnnefidwey wseddinamaeluiusomanrTiiassienuiidweureduan

4
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53 nsdifivihessnsimsduiiatnaenfidueuiledinsaiinzinunm mireswasavyhmidedes
vaiog19en Tngfeasdosdseiudnamdnnuiimbesanisdmssinsed uanluduiiaveu
aldanglunismsniisgsiauain nsdinuitalidulunmurudnvusiamesmessnisveany
anslaisufinsannaauesimetdina nuasine uay/miaddnlunsiialy

54 Frneaziesiudsusmusnnuiinudgn waeslndvinery viadieiiansidonanmesusens
Taqrauminue

55 MapsIvNsTeAILAYS MY s AN S sendAnnshdnan manudt ndadusieiaued

UszTRandoniivaulasddnauauenssunisaimiswazentuszeziial 1 Ynsududsyniadssnin

£l
< a

simdLannsaling ﬁmm'é:m59\1@?@?1@%15u,ﬁ’lmﬁwywmmunws’mﬁgmﬁanLﬁuﬁuﬁm‘%’au%'aau.a*m;ﬁa
AUNIIUANE NITUNITIMNTHAZE

56 fuievzsiodnancluiusesuinsgiuniundninum Good Storage Practice (GSP) WAz Good
Distribution Practice (GDP)

6. HU8ABIUTUANTIANGY MINAMENTTNANTNAIUTLUUE WM AT NIAEs AvunsIAInanen wazle

i
< s et

fuvussimnaneiausld vie fuszaiados dafemdnuend uadldnesessaimanvesemiaueld
WINNIIATVUAIIAING NI INIABTITIAAIGAVOIIIENTLAUAINTITIAATUENTUTENINT 1A

didnvseiing uavegssvitvhdnavielderniuemudya dueiesuiuansamamulsenian du

7. sosflounsaldeaen Yszneusietinnidaen (insulin pen) uazidy (pen needle) lnelsifirnld3esisil
- Uanmine (insulin pen) muanudndusazinzauyasgiie

- i1 (pen needle) aghstioy 4 duso 1 cartridge

naud 8 nauenanluiuluden sramihmalden (anansuuy 4)
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Liraglutide 18 mg Injection
Foun Liraglutide 18 me Injection

AaEuUAnalY
&y i ] =4 4 1y & 3 o=t
1. Duansazangla Ldiid viainesulild Usimanide dwivaae
2. Usznaumamen Liraglutide 6 mg/ml Tuuinnes 3 ml
3. ussgbulnmdmivgmiauida Usiaannide Uesiuuas
4. 2aNUUUIIINeIRDTE DL dulsznausiendiAnuasaiunst Tundn Judueny wuinda uas
vz doussuanlioinstnny aanuunvuzussIeIegItaeselsyuee) dauusynaumendiy
ANuLse Tuduanguaziaeiinga Iennuuduseulidaivennaamal 2 - 8 asaiduauas
o A ot
MANALANTUTU

5. figunsaliald@nen (pen needle) ianmnsaldsimfuinmlsiegnummzay

AuaudANawain
1. ldentification ‘ m’m&imm’mﬁizﬂu Finished product specification
2. VTmasiendingy 90.7 - 105.0% of the labeled amount of Liraglutide
& o 79 -84
4. High molecular weight proteins Not more than 2.3 %
5 Impurities mwcﬁummﬁﬁzﬂu Finished product specification
6. Bacterial endotoxins Not more than 80 IU/ml
7. Sterility mw&hummﬁl‘izq‘iu Finished product specification
8. Identity of preservatives mwmummﬂ‘szﬂu Finished product specification
9. Phenol: 5.0 - 6.0 mg/ ml
10. Freezing point depression 0.46 - 0.57 °C
1 vParticuLate matter

Size = 10 um Not more than 6000/container

Size = 25 um Not more than 600/container
12. Dose accuracy mmmummﬁ?s“ﬂu Finished product specification

3
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Soulvdug
1. enansmslafuaugeiunsfouhiveiies g lulssmelng uazduns (declare) unaandn
11 Tuddymstunsdeusidue lown v18.2 8.3 Me.4 vi38 8.2 wilsingd
1.2 ludvefunafousisue ve.1 v3e v.1 niaussandeadensmusuanmmwromaniusin ity
vely (finished product specification) uae Y muananweasingau (drug substance specification)

nsuvegsTinnsasuLUaA LY IgspsuuananImvauily (8.5) umseu finished product

specification Waz/%39 drug substance specification

2. 1PNANTSUTBINNIFIUNTTHAREN
AndRfRtllanasTUTeWIRTTIUNMHARI MLV LN LA IS MTALUNIKEREN PIC/S

(Pharmaceutical Inspection Co-operation Scheme) Ineviaganu PIC/S participating authorities

atuaganusaumsnsavaey lnelinanssusestisTulssnaussninsmdidnnsalind (e-bidding)

3. LoNENIANANYAILYA I TlALDT AN
3.1 HaNISNTITIAT ISR NRERS Ui IdNSagUeENER (Certificate of analysis of finished
product) lussuiidutiusiogng
3.2 waMInsIvBasEvRunmingaurasiieddny (Certificate of analysis of drug substance)
Fdlunmsnaneniuiidadusion e fudnen uas Gudaingiu

33 enasMsenanguEudunLduiusIEINIUNTNERYaTngA e aiaend1AYy (drug substance)

u

49 3.2 fugunnanvandniueiendnsagy (finished product) 9o 3.1

3.4 wan13finy long term stability maaniiongyateniTuneidaulinudinaunaenssunmsems
WABYINTENTNATIIUAY

4 798798

funesiosdaiiediee Mogregunsalinenfie Wiy (pen needle) sghvtiey 2 iraussadus Fudusuny

wnaneazdalansudaumimivualuitensautiniludneiy wasiisunmssdadeduivlude 3.1

5 sUssAuAmAENTid oY
5.1 Tuduergrewniidsusssndslitasni 12 ew fusniudwey
52 gnnaiidwey fadsdhnammalususemanisasTlniisuidueue i
53 nsdfmhsswmshmsdusodenfidmouiiodmsviiensiannimnhsswnsasiviiidedes
voegelnednersiowdninine i unuiimhenamdwnsleseieniululaeudilisng
Tumsaraieseinuam asdivuialidulumueadnuasamymosnsmsveanuanshisy

ANTUIMTEUINANLWINAIVBUBUAY/ VS ER LATIwD LY

naxdi 8 nauantuduluFon siamienaluian Ganaisuuu 5)



5.4 fuigazdosfuidsusinuiwuiinutym desdlnduusony viaslaianisidananingas
Uszmslagrauiivun

5.5 Miheanmsveanudnslunsuosndndygymissnidnnsvinduan manuin wandasieiiauadl
UssiRgnisninuAulasdinnuaagnssuntsamisuazetlusvezig 1 Yneuiuuszmausznin
sididnnsetind Vuusdrdnlsidunisudlaigmanuunmsesiignisoniuiuiudousosuds
FREUNNUAMENITUNNTE I TUALEN

56 fuievzaaiuanilusussaninsgIun umdninus Good Storage Practice (GSP) Waz Good
Distribution Practice (GDP)

6. fealTuanInAIal MNAUENTIUNSHRILISEULEIWARNATUSENMS e fnuagimnanen wagls
Avussiananetiiauald vse dussniaias aydemdnuiend wazldresesasanvesiiausly
YINANIAIMUATIAINANNIENTABTBITIAIMIAAYEITIENTETIEUBAINTITIANATUZN1TUTENINSIAT

didnnselind uazeysenhwhdynvielideyniumudya duedeciSuansimamnulsznen tu

7. instigunsaliiald@nen (pen needle) athatlas 7 Susia 1 vuaussy lagluAnanldang

&
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Pitavastatin calcium 2 mg Tablet
Fow1  Pitavastatin calcium 2 mg Tablet

anauianaly

1. Wugdiamdauiiau (Film-coated tablet) dmiuiuuszniu

2. Usenausnesen Pitavastatin calcium 2 me Tu 1 uin

3. ursgluusslinaiin Yeatuauiiy uasussafasitastuuas

4. amnuuUTTITasFIsEyTon daulsznaudisndidny wavaruuse Junde udueny aviinan uas
wangzideuiiueliegstaunay aanuunturysIaesgiasdaissyiienn duussnoufie

9 w o

dfey MUK TuFUeY Uaslauiings

AugudANILvALla

1. Identification mw&i’mmmﬁiwﬂu Finished product specification

2. USinaudnendneny | 95.0 - 105.0% of the labeled amount of Pitavastatin calcium
3. Uniformity of dosage units m%fﬂ&humu‘ﬁizﬂu Finished product specification

4. Dissolution Not less than 85% in 15 minutes

5. Related substances m’mmumuﬁszﬁu Finished product specification
Foulvdu

1. wnansnistasvaygnatunsidoumsuaniadmielulszmelvauazdund (declare) undsnan
1.1 Tudwaymstunzileusnsuenlaun ve.2 v8.3 1.4 1390 8.2 WaIuanTol
1.2 Tudwedunzidoudisue ve.1 w3 6.1 niauneasideaiden1smuannnmnaIEdnsiueia

Jumnzilsu (finished product specification) wazdafi1nuAANAINYBITNRAU (drug substance

specification) n3gifagsyuinnisiuasuntaudludiuGy azdosuuuianasnisvauily (8.5) 11

Y

w5au finished product specification wag/139 drug substance specification

2. 1lENATSUTBWNATTIUMSHAREN

2/ =l

NAAP9ITLoNAIT5UIBINIATFTIUNTHARBIMUVANLNUALALISN1TNALURITHERET PIC/S

PEOS

(Pharmaceutical Inspection Co-operation Scheme) lagwii891u PIC/S participating authorities

atudaenmseunsaTisaeulnsiinansiusasfiviuussnassnmnsiadidnnseling (e-bidding)

nawd 8 nasenanaiuluden samhmsluden (ana1siu 6)



3. LONANTANAN YT YBILINAUDTIA

3.0

32

53

34

HaN13NIIVIATIERAUAINNENT U 81d 5 93Uve 9uER (Certificate of analysis of finished
product) lugnsuiidaiufegn

KaN3ATIITATIERR N IRg Auraienddty (Certificate of analysis of drug substance) il
Tunswnensuiidadusesnevisesiuansuasuaningiu

LY

wnansysendng i uduaudunussenintgunisuanueaingiuraaiigdrfny(drug substance)
18 3.2 flusunsuanvamdnsdndiendnsazy (finished product) fa 3.1

waMsEnY long term stability AasAtengvesEnitumasulifudiinnuanznssunisams
UagyInIgniiiansIsgy a1u ASEAN Stability Study Guideline ludennas ASEAN
Harmonization Product on Pharmaceutical Registration $uft 26 fua1an w.a.2551 lag
ymsAnwinuAanIweiaamail 3042 °C ATUAFNS 75+5 %RH
ﬂiﬁhﬂsﬁmé{ml,wﬁédLnammamﬁmm%muga (Bioequivalence) W3guifiuivasiukuua

wannakazuuIU fUAUN AN BNy avew1aniyreuiinuANLATINATTOIMI TASEN
NTENTNEAITITUEY

4. 5By N

Fuesesdeiiegnsenegades 2 niieussadneidaluiunuuanssisasBenlansuiiu audidvue

Tuhdonuaudfimluthsusazisunisndafefuiulute 3.1

5. MsUsEAuAUAENTIdWEY

51
52
55

54

3.9

Juuengusseniideoudaundeliosndi 12 ¥eu Huniudwen

gmnnnTidiey wsesdunameluiusemansesTinszinsuidweuveuan
nsdlfviresnehnsduiediidweuiiiedinsisiinneiaunm mheswnsagimide
$a9uniat1981 Tngdriazdedesnfiudnaudwiuiimresnanisdmsiadiaszsivaniy
fiuinmaualissluminmialiaszinanim asdinuielidulumunasnvazsans misy
samaveanuAvslisuiiTannisausTmefinarvesie uaz/vornarlunsialy
furgazdossuidsunmuduuiinudym deenlnduuneny uiaulainnisiiouanindae
Usgnslagnaunnug

whsswnsveanuivslunsvesndndyamissndnmsindan manui sdedusieiausi
UsyiRgniSeniivAulasdrdnnuausnssumsamsuazenluszezig 1 Unewiulsemausynin
MA1BanIating Lﬁ'ugwﬁém5@15\ﬁuﬁuﬂmgfﬂmﬁ§wm’;m‘uﬂwﬁaqﬁgm%‘smLﬁuﬁuﬁ?uﬁar%amﬁa

AAUNIUAMENTTUNTDIVITHAZEN

naxdl 8 nauenaniuiuludon srantimaluden (enaisuuy 6)



6. fuiedeiiuansimal mnannsSINSTRUITEUUBIUNRTUSENIAGE0S Amunsianansen uasle
fnuasianatasaualy i fussnimies Todomdnuisnd waglddesassaimanuosei
wusll vmﬂn_wsﬁwumwmﬂa1w%amw’aiaaiwmﬁwqmaﬁﬂanﬁmﬁmuw‘i’mdﬁwmﬁﬁvw
MIUsENIATIANBINNIeling wavegseninvihdyymiaiidenniunudynn duesdasdivansaag

MUUTZAFAT UU

naud 8 nauenaaluiulinges santhasluifon (anatsiuy 6)
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Pravastatin sodium 40 mg Tablet
¥awq  Pravastatin sodium 40 mg Tablet

AT AVl

1. Wi dwsusudssny

2. Usznaumesien Pravastatin sodium 40 mg lu 1 ifin

3 ussaluundlnatin Yosfuuamuazanuiy

4. aanUUUSSYRATRITEYTaEN dauuszneusiendidty warauuse Tusdn ﬁu??umq \auTiHdn uay
aunzideumsvenliedndnauuay aanuuasurussaeedaosdiasyydos duusznausae
dAny AU 5u§um&g uaziauTinGn

AudiAN Al

1. Identification mmamumw'ﬁiz“ﬂu Finished product specification

2. Ysunausnendnfgy 90.0 - 110.0% of the labeled amount of Pravastatin sodium
3. Uniformity of dosage units mm&hum’mﬁssﬂu Finished product specification

4. Dissolution Not less than 75%(Q) in 30 minutes

5. Related substances mwﬂhummﬁisﬁlu Finished product specification
FeulaSus

1. nansnsldsvougnatunsdeuihsuenios mirdluusemalneuazduns (declare) undawdn
1.1 Tuddgnstunsdeusfusilaun ve.2 o3 ve.d vwde 6.2 udusinsdl
1.2 Tukvetunzidousiniue vie.1 wie o.1 wiausnaziaavdenisauaunun Yo NEnSusin N
Funsideu (finished product specification) wazafimunaun1"Y23IngAU (drug substance
specification) ﬂsaiﬁagjﬁamwmmﬁ?auuﬂaauﬁ‘l&mﬁﬁnam ILADILUVLONAITNITVAUALY (8.5) 17

W58 finished product specification waz/%39 drug substance specification
p , g P

2. 1BNANTFUTOWIMTHIUNNIHEREN
HEAR9I0LaNa15TUTRINIATFIUNITHENE IR WU nenueiLagISasAluNISNERET PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Iagniaaa1u PIC/S participating authorities

atudgamusaumMIesRaeulaeiinanssusastisiulszmalssmasiandidnvsaling (e-bidding)

naudl 8 ndveenluiulian sanualuden (anaisuuy 7)



3. 1ONANIAMANYEYDILTIAUDTIAN

Bl

52
33

34

3.5

HAN13n3I9AIERRUA NN AR AN 1dUTIFULRIENER (Certificate of analysis of finished
product) Tugjuiidadumeagn

HANSNTITNATINAAWINGAULBIFIEALY (Certificate of analysis of drug substance)

lena s enang uduuaNduTLSsEn U INEnTe vingAvTawedWay(drug substance)
19 3.2 fugunsuinvas@niusietd@nsagy (finished product) 9o 3.1

Wan3ANM long term stability masntengeseniidunsdsulitudiinnuansnssumse s
WAYEINTENIIIAIGITUEAY A1U ASEAN Stability Study Guideline Tutamnas ASEAN
Harmonization Product on Pharmaceutical Registration Fufl 26 §uaiau w2551 Ty
msAnwALAEn e Tanmall 302 °C ArwEuFLIIS 7545 %RH
nsallaldendunuusiasuansansfinuBrauya (Bioequivalence) (WisuiiaufvaFuL UMy
vaninasiuazwnujuilunsinuitauyaveseiandyraddnnuamenssunisemisuazen
NIENTNENSITUGY

4. fna89eN

Anefiesdeiiegnienagaties 2 MmhyussytamidadumununanisisazBanliasuiu auiiinue

lwhdeamantiimluiiwiuuazlisunsudnfeiuivlude 3.1

5. MsUsyAUANA NNy

5:1
5.2
53

5.4

hduogrownidmousedslifasni 12 Weutunniudamey

snNATiday wiesdsd i magluiusemamsanaieneiniuiidwsurewidn
ﬂizﬁﬁwﬂiw31%mivﬁmie§'uﬁaashamﬁei-auamﬁaﬁamsm%mawsﬁﬂmmw wiIgTwNIaEiviade
Somveshodven lnefueszdasdeiiudnmusiuiuiimhensnsdmsialesey

o

wagidudsuinsaualdiglunsealimseiaanm nsdiinuhebidulymunudnuasions

v

mieswmsreanuavlifuinsannsuesmandnanmesiueg ua/mieduaslunsuialy
fursagsoasudsumusuuiiwuiagm desrlndwuneny viaifleifnnisidoranindae
Usgnsiaanaunvua

miaaswmsmaamuﬁwéﬁumﬂamLﬁﬂé’;:g@gm%aamﬁﬂmsﬁﬁgggm AU Hans s fiiausd
UszifigniSeniiuAulaedinauanznssumsomnsuaseiluszayinan 1 Jnsuiudssmausznin
siMBLannsolind Li’um%’m%mlﬁﬁwLﬁummf’ﬂﬁuﬁﬂgmﬂm,mﬂwémﬁq;m%‘mLﬁuﬁwfuﬁ'w%aaaz,é”g

FOANUNIUANENITUNITAII AN

naud 8 nauznanluduludan srantwvialudan (anssuuu 7)



6. HANEABINTUAATIATAT MINANENITTUNITHRISEUUEWRIRTTUST Ao Avunsianansen uazls
Amuasiatnatseiiausly wie duszaimses Tgdamdnuiani warlanasessiaisanueend
wusld  InAIiInuAIIAINa1IMIaN13Ae38931AIRAA YN sE IlEueAInIN A TivuE

A

massmasaBiannseind uavegsyvitahdygywieiideyniunudyr duisdeslsvansinias

FuUsEANE Uu

et e R S s s s -
NaLn 8 NANHIANINULLIEDR HIARUIRTAUEDR (Lana Uy 7)
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Insulin glargine 300 iu/ml Injection
Fow1 Insulin glargine 300 iw/ml Injection

AnENUANIIY
. (i 8o 94 i & 9 v o

1. Wuaisazanela Lidd wisanaululld ysendie dwisuin

2. Usznausmesien Insulin glargine ¥laTdUATIZRMENTEUIUMS recombinant DNA 300 iu/ml Tu
USues 1.5 ml

Q o £

3. yssluhnmédmivemsanda Usanndie Jeduua

v o

4 aanuuusTateFeIssyTee dulssnaushend ityuasanuuss Yusdn Judueny uikan ua
wanzillushiueliedadaey aanuunsuzusseetesietiasdesssydon dulsznauseddty
el Fufuenguasiavingn Tomnuudaiouliiniueiaamod 2 - 8 swnmadeauasuinides
ERTIRTIN | .

5. figunsniiiald@nen (pen needle) Ranmnsaldsuduiinnildesnamuyas

AuslanIwmAlA
1. |dentification m%%%mmuﬁszﬂu Finished product specification
2. USuneudagndAgy 90,0 - 105.0% of the labeled amount of Insulin glargine
3. pH 35-45
4. High molecular weight protein Not more than 0.5%
5. Impurities mwmumuﬁisﬂu Finished product specification
6. Bacterial endotoxins Not more than 80 EU/100U
7. Sterility m’mimmm?{sm‘l,u Finished product specification
8. Particulate matter

Size > 10 um Not more than 6000/container

Size 2 25 um Not rore than 600/container

9. Extractable volume Not less than 1.5 ml

nau? 8 naveaaluiuluden snanthaaludon tanaisuuu 8)



Rouladue
1. wnansnsidsuouyntunsdoushsusniiesmnelussmelve uazdiuns (declare) uvdawan
1.1 Tuddgnistunsifousiuen Tiun ve.2 ne.3 ve.a vie &.2 udusnsdl
1.2 ludwotunsifousiiuen ne.1 wie 8.1 wiouneaziduniitenisniuauamuaivyendndasi
auAtunzdey (finished product specification) kaz TafuuARNAMYBIIANAU (drug substance
specification) n3difiagsevinamaAsuuandlufimiy asfeuuuienasmsvoudly (u.5) wmday
finished product specification Waz/#38 drug substance specification
2. 19NaNITUTBWNIATTIUNTHANY?
fuassasliionansiussanasgiunswanemuvaninasiuagismsialunsuang PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Insniganu PIC/S participating authorities
atfuananmusaunsnsvasy Inefinansiusesieiulsymensyninsianddnnseding
(e-bidding)

3. Laﬂms@mé’ﬂwmmaamﬁLauaiwm

3.1 Han1IRIIAAATIBRANA AR AN Ed11593U10dNER (Certificate of analysis of finished

'

a1

product) ugnjuiidndudiegns

s 2/ a v

32 HanIsATINIATEVIANAINIRGAUYeImIENdALY (Certificate of analysis of drug substance)
Wdlunswangquiidaiusmesn Mwe fudne waz duaningiu
3.3 lanasvsananguiuduaruduiusszningunsudnadingivuawinendiAg (drug substance)

4o 3.2 fugunisudnvawdndueierdniagy (finished product) Te 3.1

o

3.4 wan1sAne long term stability masariiengvase MIunzilaulinuddnnuansnisunsemns

HATYINITENIINEIDIIUHY

4. f9E19EN
Junesosderiegneen uasiegvgunsaldnenfia Wil (pen needle) og13tiay 2 ieusI i
Faumuwnunaninsazdualdasudiununimualuitenuaudimlutisiu uaslisunsudn

wennuiuluge 3.1

5. m3UszAumummefidaey
5.1 Tuduangrasenfidwavdsundsliiosndt 12 weu dunniudey

5.2 gmnnefidway wwsdduunmialuIusaman1InsITIATIEieNTundma U HaR

s

naw? 8 nauenaalusiuludon eraniaaluden (lenaisiuu 8)



o v A

5.3 ATEIMETIINSIINNTENA0E 1A U AN TI9ATIENAMANNUILTIINTIRTIIIIAE

o

Yowoieteelasuardesdsfindnnui nouiimiesemsdwsniessisesdudiuiiaveu
ldine Tunmsanadiesesinunin nssiiwuheiliduluaunadnvasiamembeswnsyeany
avslisuinsenmsiauasmendinanvesneuaz/viaguarlunfuioly

54 duigazsesulasusinuinauinutagm deuilndvuneny visiloiAnnisidonaningie
Uszmslagiaunmue

5.5 mhsymnsreanuinslumstesndndug S osnidnmisvdyan mawui udadasinfiaued
UseiRgnissninuAulaedinanuanenssunisemsuasenlussezim 1 Unsuiulssmadsznin
sididnuseiind Guurfadnldsudumsudlatigmanuunnissfignideniviuiuieusesud
ADATINIUANEATIUNTA M TUAZEN v

56 HU189¥98duanIluTUTBININTIIUAIUNANINI Good Storage Practice (GSP) uay Good

Distribution Practice (GDP)

6. HUNERBIUSUaNTIANGY MINANENTIUNISHALITTUUEIMIYATUSYAAITaY AvunIAINaten wazld
Mnuasiananeiiausly vse fussmases Uydevdnuieni uwazlasassanamaaveeifiauald
WINNIIAIMUATIAING NI BNIIHOTOITIANFIGATRIIIBNTINEUDHINIITAINBUENITUTENIATIAN

diannsetind waveysevivindygwiselidenniumudag) funedessuansiatamiulsenie du

7. AaatlaUnsniiveledngn (pen needle) a8n9vay 5 dusia 1 vunaussy lnelidnsldane

nawdl 8 nauznantuiuludan 1andimaludon Ganasuuu 8)



518N159 9 ANGNYMHIANIZYE)

Alogliptin 25 mg Tablet
Faw1  Alogliptin 25 mg Tablet

ANaNdATA Y
1. Juesdamdauildy (Film-coated tablet) dwsusulseny

2. Usgnausmasien Alogliptin 25 mg lu 1 1fin

3. UssQluusstnaiv dastunuty

4. AANUUUITIINTIREEYTRnN dulsEnaumiend 1ty waraLuse Tusdn %u?;umeg WuiinEn uax
iaunzilowiiuanlisdwdaiaunay aanuuasurussgeegosfosssydent dutsznausien
GRIZRTRG PRFIPR ?ugumsg LaTaYNGR

AnauUANImAla

1. Identification mwc&mmuﬁixﬂu Finished product specification

2. Usunausiaendngy 93.0 - 105.0% of the labeled amount of Alogliptin

3. Uniformity of dosage units G\‘i".li)chummﬁizq’[u Finished product specification

4. Dissolution Not less than 80%(Q) in 15 minutes

5. Related substances mmmummﬁizﬂu Finished product specification

Reuludue - = -

1. enansmislasveugnadunzifoushiveiedwalulssmalneuazduas (declare) unaanan
1.1 Tuddgynmstunzilaudsuailaun ve.2 ne.3 e ¥3e 8.2 wdusnsdl
1.2 Tudwetunziloumiuen e.1 vie u.1 niauseandenidensmunununmyasdndusiond
Jungidau (finished product specification) wagdarimunnunINYIIngAu (drug substance
e : Sa ‘ a4 2 a )
specification) nsiifisgseninanisivaeuwlaunlaiudy axdasuuuionaisnisvaudly (8.5) un

WSou finished product specification Wag/M39 drug substance specification

2. ENENSTUTDINRITIUMINARE

eZ2¢

HANFBILaNA1ITUTBININIFINNISHAREININNENLA N LAEIS A IR lunTISNERET PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lagutiag3a1u PIC/S participating authorities

alumanmusaunInTIasey laslinanissusestisiulseniAuszninsiadidnnseting (e-bidding)

v
a

navd 8 naugtantvduluden samhaaludas (enasuuu 9)



3. LONANIAEN AL YR I TLAUD T

3.1 Wan1sAsI9AsTIERAMN IMKAR A usie duSI3Uvesuan (Certificate of analysis of finished
oroduct) Tugjuiidaduses

32 wansmIIAsIiRua IR AT weId1Rty (Certificate of analysis of drug substance) 4
Tumswinenjuitdadusote viwes §udnen uas uaningiu

33 lenasvievangubudumuduiussgninagunisndns vasingiiuueienddey (drug substance)
19 3.2 fusumswanvesndndineienduiagy (finished product) 48 3.1

34 wamsfne long term stability saeng1tegreitunslsulifuddnnunmznIsunITo M3

HASYINITNIIEANIIEUEY

4. fag1een
Aefeddiiat e 1eles 2 miheussadnmidndusunuuaniseaziBenldasudiu suditmun

Twihdeamandivialudnesiv uaziisumssdnduanuiulude 3.1

5. msuUszAuamAmeidwoy

51 fuduengueeniidwaussundslifionnis 12 Weutuaniudmey

52 gypaIadidwe wisddnamadluiusewansnsniassioniuiidweure ks

53 nsdiimheemeinisguiiedefidweuifiedmsriersiamam mhsswmsesimiide
fosvadetien Tagdurgarfesdsenfindnaudiuiviissisnisdmnaiinses uasdy
gsufinreualdtelumsnsainneinaan assiiwuiebidulunmuaudnvusany
mhwsensveanuanshisuinsannisiaesimendnanssding uas/viednasluadaialy

54 fueardesudsusmudnuiivutiogn delndvunety wiadlefemadeuaninseusznisiag
AauAImuA

< a

55 we19n1538audNslun s sndndyySesnidnn1svindnn NN KaRSusaNauall

v e

o w

UszifgniSenivfulasdidnnuannssunisemsuazeluszognan 1 Uneutulssmausznanmm
ddnvsatnd uuidnAalddudunisudlotgmminuansasiigniSsniuAuduSuusesudrodinn

ATUENIIUNTTIDINRILUAL YD

6. #18AaIUTUEATIANGY MINALTNITLAINAUIISTUUEIWRIRTUs TN ASes MvuasiAnaeen waxld
fmuasimnanefiauell wie Tuszniases UnyTemdnunand uazldrasesnaidanvasaieauali
MINANTAIYUATIAING NN BNITADTITIAANEATDITIENITEITAUDAINTISIANYULNITUTEMIATIAN

diannsedind uavegseieindyymdelideyniunudyny fuiedasuiuansiaasmuuszsnias

o : q W = H ] ,, ]
naun 8 nqumauﬂlmm‘lmaa@ andanaluion (Lanansuuy 9}
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Sitagliptin 100 mg Tablet

Foe Sitagliptin 100 mg Tablet

AnauANlY

1. Wuediawedeuiiau (Film-coated tablet) dwiusuusenu

2. Usenaumesie Sitagliptin phosphate ﬁam‘gaﬁu Sitagliptin 100 mg Tu 1 1iin

3. ussaluunalinad Yaatueuiy

4. amnunusIIiarieesssulen duussnaumenddy uazauuse Sundn Yuduong waiinda uay
wanzdswinivelisdsdaaunay aanuuniruzussgeietwosdesssyias dauusznaudien

9w

#AEy MNLST TUueNY uaslavTinge

AnauUANIvALia

1. Identification m%v’ﬂmum’mﬁ‘imﬂu Finished product specification

2. USunnusendnAgy 95.0 - 105.0% of the labeled amount of Sitagliptin
3 Uniformity of dosage units mwmummﬁizﬁlu Finished product specification

4. Disintegration Not more than 5 minutes

Rauludug

1. enansnsldfuauanaiunsousiveuiesmmrdlulsemalnouagdiing (declare) unain
1.1 ludAgmstunadoussuanléud ve.2 me.3 v vio u.2 wdudnsd
12 Tudwetunafeushiuen ve.1 vle o1 wiauneandeadensmuaunmunmysInanSausin L
Funsilou (finished product specification) wag YanimuaAuAImvaIingiu (drug substance
specification) nssifiegssuinamsidsuuiasudluiiuiu svdosuuuienansnisvoudly (#.5) w1

W39y finished product specification waz/138 drug substance specification

2. 1BNANTUTBNNATTIUNTNEREN
AHARA09TLaNa153UIBININIFIUNISHARY IR INVE N A LaYIENSRAlUNITHAREN PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lagvuaga1u PIC/S participating authorities

alumgnmusaunInTadey lasilnanisivsasdioiulssmalsmngindidnnseiing (e-bidding)
3. 1BNANSANAN YLV NAUDTIA

t3 @

3.1 uanInsIvdlnsziaun nndnduseduiagivadnia (Certificate of analysis of finished

!

product) lugsunandushagns

nawi 8 naugaaluiuluden sramimalufon (enasuuu 10)



9w

32 HansnTviasinanningAuvessiendndy (Certificate of analysis of drug substance) 714

q <

E%
(9

Tunsuaneniuiidatiudogs e AHAREN Uaz duanTngiu
33 wnaavsendngubudurnudiussemiresiumsnin vesianAuresinendidey (drug substance)
1o 3.2 Augumsudnvasndinsusiondnsagy (inished product) 98 3.1
34 wan13fny) long term stability maammma;uaaawﬁﬁumﬁﬁuﬁﬁuﬁwﬁﬂmuﬂmm‘mmamms

LLﬁSEWﬂ?ZW?’NE‘ﬂﬁWimEZ‘U

4. fageen
duesiovdsitedwenadtes 2 mhwussytasisadusunuuanisisazfenldasuda suismualy

v v wa Wy vy o a A uow v
‘vaaﬂmammmlﬁmNGmLLaxu?ummammsnﬂuﬂiﬂ,wa 31

5. MILsEUAMAWETIdmBY
5.1 Juduegveenfidwauseuvislitosnin 12 ieu Yuaniudsey
5.2 gWnnafidwey wdesddunmmiieluiusamanmaniinngisfuiidwovredidn

53 nafiimhesmsimsduiiesuefidweuifiednsialinsgiamnim misesemsasimide

€

¥ +

399990988981 Lnerieazdesdeniudnausuiniviiessnisamsiaiiase wasduy

Pas e v

giunseuAlinelumsamalinnsvinunm nsdiinuireihidulumunadauamanis

U

mhessmseanudnEliliuinsenmsauenmeniinavesine wazsiedkanlunsely
54 duiazdesiudsusmudwouinutym deslndmneny viaideifnnisidonaningas
Usznislagnoudmun

5.5 mhenwnseanudnslunsvesnidndyymiesnidnmsidygn manuin naasasiendiaues

a =3

UsgdRgniseninuauleedidnanuemznssunmsamsuasenluszesian 1 Unaudulszniausznin

U
=3 a

Tmaanusaiing VuusfrdnlddidunsudlvlygmenuunwsesiigniFeniuiuiuseusesuds

ADdIUNIUANENITUNNTDIMISUAZEN

;73 U

-6, KUEABIUTUANTIATET MINAMYNSTUNITHAILIT B UUEILMITRTLSE AL 04 AIMUASIANANEN Lazle

v

s
s =l

muuasIAInassauell vie dussmates nfuwdnuiini warlfdesassiardhanessnii

wwuald MINNIAIMUATIAINANYIBNITRBTRITIATNAAYITIEATEThAUEAININTIA T T LS

U £

M3UsEnInsIABiannseting wazagsyvinvidyymielidenniunudan HU18RaIUUanT AR

MuUsTNIA Ty

naudl 8 naugnanluiuludon sandmaludon Ganarsuuy 10)
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Dapagliflozin 10 mg Tablet
o Dapasliflozin 10 mg Tablet

AuauUANIlY
1. Wuediapdauidy (Film-coated tablet) dwsusulseniu

2. Usznausmemen Dapagliflozin 10 mg lu 1 uia

W

Ussgluunstaatv dasfupniuiy

=

ANNUUUITTINUANDITTUTDET duusenaumendidy wasanuwse Jundn Tudueiy uiinda uas
anzidsusmisvenlisgidniuias aainuun1vugusTIgIedntaysesssydas drulsznausiien

o £

gy ANUUSE JuAueTY waziaunnGs

AuaNUANIwALlA

1. Identification mwmummﬁi:ﬁﬂu Finished product specification

2. Usnnasinendirsy 90.0 - 110.0% of the labeled amount of Dapagliflozin
3. Uniformity of dosage units mmmummﬁizﬂu Finished product specification

4. Disintegration Not more than 12 minutes

5. Impuirities/Degradants mm&hummﬁisq’tu Finished product specification

6. Water Not more than 5.4%.

Reulvduq

1. enansmslasuaugeiunzileusmsugniedmhalulssmalvauasdiuns (declare) unawdn

£
s < <

1.1 Tudraaumstunsideusisuslann na.2 ve.3 8.4 %59 8.2 udusnsdl

kg

v
<2 <t

1.2 TuAwedunsideusmiue ve.l 3o 8.1 wiauseandenidonisaiuasnumnvadadusinud

¥
=

Jungilsu (finished product specification) wazdaminuanun1wyasingay (drug substance
specification) nsfifogszninansasunUasuiludiudy wwdosuuenarsnisvawily (£.5) 1

n3ay finished product specification wag/#se drug substance specification

2. \@NFENTIUIBWNINIFIUA TR
AN 09 89llonansiuTauInTTIUNIINEREIRIUNA LN TR ITN1INALUNSHEREY PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tmanua837u PIC/S participating authorities

atuaaanusaunsnsiveasy lnedinan1siusesdisiulszmausznasnandidnnseding (e-bidding)

nandt 8 nduetanluduluiiian sranuinaluden (anaisuuy 11)



3. 19NANIAUAN YLV LAUDTIAN

Spit

37

33

34

HANTIATIAIATIBRUANEER SusierdnSagUveadndn (Certificate of analysis of finished
product) Tugnjuiidadusioes |
Han13RsITBAT IR IngAuTeiieddey (Certificate of analysis of drug substance)
falumsndnasuiiduiumedafosuineuazetanngiu
nansvienanguguduauduiussEnIsuNsHanuasingAvuewined@dey (drug substance)
fa 3.2 fusunsndnvasndndaumienduiagy (finished product) 98 3.1

HAMSANE long term stability naaatteguasefivuzloulifudinnuanznssunso s

HATHINIENINEAINIIEEY

4. fagee

HU18A09dIfI8dsw18E19tey 2 wihgussyfungalufiunuuanisisazidoalaasudiu

sundmualuhvanuautanlugiy warligumsnandeinuiviute 3.1

5. MIUsEAUAMAWEIIdIUBY

51
5.2
5.3

54

Tauagowdweutawndalidosnii 12 woutuaniudweu
gnMAndINeu agssdsd i mmeluIusemanIIRIITiAT s NI uN A UYR HHER

NIENMUIBIIYNITIINTAN 8L NN UNBEINTIVIATIERAMAIY VI8 wMsawinlide

ad

93gai1at9e1 Inedv1eagAoddie nindnn i uIuIviigs19N158In IR T8N wazidu

L7

uiingauarlddnslunmsanaliensiaunm asdimuienlddulununndneasians mity

adle

32w

$N15V0ANUANE LS UATANNSIALETANRINATIVRENE Uay/vSaHaRluATIna

Auieagsiasiuivasuemniuauinudym wewilnduunany viailisiinnisidananineiiy

_Uszmslagnaumnun

mhgsimsreanudnslumsvesnidndanisunidnnshdynn manud nandugieviEuedl
UseiRgnisenivAulasdinnuemuegnssunisemnsuagelusyeyiiat 1 Ynauiudssmadsznmia
nddnnseiing ViuwsindaldduiunsuiladymenuuamsesiigndeninuAutussusosuda

FRFIUNIUANZATIUNITRMITUAZEN

6. Enefosliuansnnas MNAMENITIATIRAINISEULETWRNAIUTZNAEE MyunsIAInansen uasle

Amuasianatseriauald u3s Jusenimies Unldemdnuiinid wazldreseisnaiidnyeied

uald  ¥INNIIAIMUATIAINE1IMIINTIA9I291AIRNEATEITIENITENLANEAINTIS AN

k3

msUssmnsimdidnmsaiing wazegszwiavidyymisldenniumudyny) gaeseativaniimas

¥ U

MUUsEAE HU

L] <
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Empagliflozin 10 mg Tablet
Fown Empagliflozin 10 mg Tablet

gAY

1. uegndaedouilau (Film-coated tablet) dwiuiuusemu

2. Usgnausiesien Empaglifiozin 10 mg lu 1 1din

3. Ussqluwsalinatn Yostupuiu

4. aEnUUUSTIIRTFRIsEuTenn duusznauiiendify warauuse undn ufiuony wiindn way
wvgtlvuiiuglisgedoaunes aanuuatsuzussgeegdesdsssylies daulsenauiien

dAty AuLTe TUFUDNY uaziavinge

AududANIImAla

1. Identification mwﬁmmmﬁixﬂu Finished product specification

2. Bunudaendany 95.0 - 105.0% of the labeled amount of Empaglifiozin
3. Uniformity of dosage units mn&hwmﬁigﬂu Finished product specification

4. Dissolution Not less than 80%(Q) in 30 minutes

5. Degradation products
Any unspecified degradation product Not more than 0.2%

Total degradation product Not more than 0.6%

Favludug
1. wnansmislésuayanaiuns foususnites mhelulsanalneuarduns (declare) unandn
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