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Atorvastatin 40 mg Tablet

Fown  Atorvastatin 40 mg Tablet
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Ezetimibe 10 mg Tablet

Fown  Ezetimibe 10 mg Tablet
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1. Wy d@msusulisniu

2. Ussnauseien Ezetimibe 10 mg Tu 1 1n
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Gliclazide 60 mg Modified-release Tablet

Fown  Gliclazide 60 mg Modified-release Tablet

AnuaNUAN LU

2o N

duendiesiinoonaysidu dviusuusemu uadeutnswdlneuddmnuaiad

Usz naumesien Gliclazide 60 mg Tu 1 uin

Uss s blister pack Unatin Josiunauayainuiu

AL TAUARDIsEYTee diuussnausenddguazauus funds Sufueny atiindauas

st eusiueiliog wineu weramnuunmususs et Wwiaesanzy e dulsyneudieidngy

ANANSY TUAURNY Uaslavfindn

AaaIUANLALle

1
2
3.

ldentification

@

Vs @Ay
Degradation products
Y244
Each other degradation products
Total of degradation products
Uniformity of dosage units
Uniformity of mass on the half-tablets
Dissolution test
2 Hour

4 hour

12 hour

Dissolution (half tablet)
2 Hour
4 hour

12 hour

avarumuszul Finish product specification

95.0% - 105.0% label amount of Gliclazide

Not more than 0.2%
Not more than 0.2%

Not more than 0.4%
mw&humuﬁizﬂu Finish product specification

asraruIunsEylu Finish product specification

8% - 28%
31% - 51%
Not less than 85%

8% - 28%
31% - 51%
Not less than 85%

v
2 °
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2. LENANISUTDIIATTIUNTHAREN
;:Jmam’faq53Laﬂaws%mmmmyumsmama1mwwé’ﬂmmfﬁu,aﬁ‘%nﬁﬁmumwé‘mmPlC/S
(Pharmaceutical Inspection Co-operation Scheme) Taguul8471Uu PIC/S participating authorities

Al UAEANNTOUNTATIIADU Tnsifinanssusedaiulssmaussninsiadiannsaiing (e-bidding)

3, LA AN N YBILWLAUDTIAN
31 wamIns1dAsiaua nnandusieduiaguvesindna (Certificate of analysis of finished
oroduct) Tugnsufidadusietng

as

32 wamsnIiessinunwingfiuressiaenddn (Certificate of analysis of drug substance) Nl

o

as a

Tumssaneiundadumets Vied guanen way duaninaiu
33 lenanaviandng udusumnudiussywinunisadn vosinnAuusiiiedifg (drug substance)
fo 3.2 fujumswanvendndasiendniagy (finished product) 9o 3.1
34 wan13Any long term stability maamhamqmaamﬁ‘ﬁumLﬁauﬁfﬁueﬁﬁmmﬂmzﬂﬁmmiaWms
 LAZYINTINTNAISIIUEY
35 wamﬁmeﬁ%%awamsﬁﬂwmmauﬁ’amawmmﬁ’ﬁaﬂmauﬁﬁmamﬂﬁmﬁaﬁmiﬁmmuﬁmm

Tnefinanisiinsz/manisAnumnsealinailuluniu Finish product specification NnUs¥nNs

4. foEaen
Jurasasdeiiointeradiatoy 2 ‘wu";a“u5‘3a;ﬁmfx/%aL@uﬁumuuamswasLﬁamléfmuﬁau

auifmaluiidonmuautAvhludhiu uaslsumandnseiuiulude 3.1

5. myUsziuRuawefidaay
5.1 Judusgrosiidwsussundslitesnin 12 e tuaniudwey
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Insulin human 30 iu/ml and Isophane insulin 70 iu/ml Suspension for Injection, 3 ml Cartridge

with Pen and Needle

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

Cartridge with Pen and Needle

AauanU Nty

1. fugihunuaznou vy Usemnide dndude

2. Y5enavge Insulin human ¥laTdaATIEsiREnsEUINNMS recombinant DNA Tudnsnedau Soluble
nsulin 30 iu 4ag Isophane Insulin 70 iu lude 1 ml

3. uﬁﬁﬂuwaaﬂmﬁamﬁﬂﬂimmmﬁa%ﬁmuﬁa Usums 3 ml Feldsuiugunsalinenfie insulin pen way
oen needle leaghamnzau uazussainmidosiuuas

4. snuuuTIaAnsiFesszy Faen daudsynaudendidy wazmnuuse undn fuduoy waiindnuas

s

aumzdauiiueliodednugas aanuunmuruTTIEedsisesewssudion daudszneusisd iy
AU Tuduey uaziaaiign ffonnuudadioulidafveiinaumal 2 - 8 swraiduauamanide
AREIRUEIN
5. igUnsaiifielddnenfio Yinndnen (insulin pen) was 1AL (pen needle)
Insulin pen 1. udsusmunu anunsadulaegnntnile
2. fusfuen (Plunger) anunsavauvsedunaulade
3. aansausuawnen insutin Idadaey 1 unit Taedifaetadanagwe iy
edaLaunnd Uiy

4. anansauSuanvunen insulin ladelagnmsvsunay

Pen needle 11509 insulin pen laagramunza
AumUAMmAln
1. ldentification mwmumuﬁixﬂu Finished product specification
2. Sineumenddgy 90.0 - 110.0% of the potency stated on the label
3. pH ' m?ﬂmumuﬁizﬂu Finished product specification
4. Soluble insulin human content . 25 35%
5. Znc Not more tban 40 mcg/ 100 iu of human insulin
6. Limit of high molecular weight protein  Not more than 3%
7. Sterility mmﬁhumzﬁimﬂu Finished product specification
8. Bacterial endotoxins Not more than 80 USP endotoxin unit/100 iu of insulin
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finished product specification uaz/uie drug substance specification
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&

PIC/S(Pharmaceutical Inspection Co-operation Scheme) la8 U3 a1u PIC/S participating
authorities atiuaannusounisnsiaasy lnsllnanisiusestvinszniassmanadianusaing

(e-bidding)

3. LONANIANA NN VBIETILAUDTIAN
31 nan1Insviiansiauninnindusietdniaguveduan (Certificate of analysis of finished

praduct) Tugnyunantumegi

s

12 uamsesITiasesiamnmingRuYesTIEd1Aty (Certificate of analysis of drug substance) Mldlu

@

a

msuanfuiidslufiedn Maves guane was guaningiu
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o

33 lwnanzendng ududumiuduiusseninsgumsnia vevingiuvedigndiag (drug substance)
f 3.2 AusunsnanvawanineieE1TagU (finished product) 9o 3.1
30 gamsAnw lone term stability aasntnsengaewvitungiisulifudninnuanznssunisemiiuay

YANTENINABITUEY

4. fpghaen
v 3 foteng v « | o - a : . ‘ o gk as'tLy
funesierds fhegnen dedgunsaldagife Unnidag (insulin pen) Laznalau (pen needle) Mk
Sufuesneg egnalios 2 mhevssfundadusunuuanineandealdasudn muidmualuiade

euanivnludasuuszdisunmdndisiuivlude 3.1
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54 c}fmsmzs’faﬁuLﬂﬁauawmwuﬁwuauﬁwuﬁmww deenlndmnery wiaidloiansdenanmeieussns
Tnenoummua

55 WiRgsIINISVRANIUANSluNsYeBNAndYIMTeenEnMshd vnwuT nanfaaenfiaued
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56 futwazdenanilususesuinigiuniunaninmsi Good Storage Practice (GSP) waw Good
Distribution Practice (GDP)

6. fnefeniiuansianal MnAmEATIINTIANTTUVEWIATIUSENAG Y AMuATIANANE wazld
fmunsiAnaefitausld vie fssneies dndemdnuiind wagldsesesnamanuadeniiausl]
MAMSANMUASIAINA VI BN1TADTDI3IAIMAATDII18N1TETIELEAININTIATITUENITUTENIATIAN

Sifnnseiind wazedszninwhdyviielivoyniumudayay, J1eReUiuanTIAaInINYsENIA du

7. faaflgUnsaiinen Ysgnoudeuinmidnen (insulin pen) wazsiaidy (pen needle) TndhifiFlddnesial
- Unmdaen (insulin pen) auausndusazmuzauuaiay

- W1 (pen needle) agatioy 4 dusie 1 cartridge
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Foun Liraglutide 18 mg Injection

AnsIaN 2l

Liraglutide 18 mg Injection

1 Huansazarsla Lidd vianaululid Usiennie dmsuan

2. Ussnaushashen Liraglutide 6 mg/ml TutSunns 3 ml

3. ’ussﬁﬂumﬂme‘i’m%’umw%au?m U1 UoanuLas

4. aEnULUITINTFRIsEYTee dulssneuseddyuazauuse fusdia Tudueny laviinGn uaz

lamezidausuan et aanuunsuzusIEetetasResEutes dnsznauindiny

Aruusa Tuduenguaziaviingn Ieruuduseulvidniveniiaamgll 2 - 8 ssmivalduauay

WAL NTUULA

5. figunsalitel#@nen (pen needle) fiaunsaldsiufuinnldedamngen

AU AN 19mAla

1
2
3
i
S5,
6
7
8
2

10.
11

12.

ldentification
USasuanendngy
pH
High molecular weight proteins
Impurities
Bacterial endotoxins
Sterility
Identity of preservatives
Phenol
Freezing point depression
Particulate matter

Size = 10 pm

Size = 25 um

Dose accuracy

mﬂi}mummﬁwﬂu Finished product specification

90.7 - 105.0% of the labeled amount of Liraglutide
79 -84

Not more than 2.3 %

mwmummﬁ‘izﬂu Finished product specification

Not more than 80 IU/ml

mnmumuﬁﬁxﬂu Finished product specification

m’;ﬂs&’mm’mﬁ‘im’lu Finished product specification

5.0 - 6.0 mg/ ml ‘

0.46 - 0.57 °C

Not more than 6000/container

Not more than 600/container

asranIunLnIzyly Finished product specification
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specification kag/v3a drug substance specification

2. LA UTDIINTTIUNTHAREN
fidereilianansuseunmsgunasdng umdninasiuayIsnsialumandng PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Imeniagau PIC/S participating authorities

ATUIEAN1UTBUNISATIVEDY Tnednanissusesteiuszmauszmenandidnnsating (e-bidding)

3. LoNANIAMANYUY YOI NEUDIIAT

31 uamINTITiATEdnuMAnSaumedIgUvesEkdn (Certificate of analysis of finished

D S -1

product) luenjundutusiagns

s s T

32 WaMINgINI LATIZVAATNINEA

3 1

yypamendnty (Certificate of analysis of drug substance)

&

ldlumasdnensuidadushedn viawes duiinen uay guaningiu

a

33 wnansvievdngududumuduiusszrisiunananvesingiuyewied1Aey (drug substance)

£Y)

f8 3.2 fusunisndnvasndniasiondniag (finished product) 4o 3.1

34 wamsAn® long term stability nasadietgvase itunzileulitudinnuanenIunsems

LAZYINTENINHAIBIIEUEY

4. foEen
funedadsnadnien fegrgunsaiingda Wl (pen needle) athetioy 2 wigusseioe Faluiumy

oS vy W = o v v wa o vy o a a v W v
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Uszmslagaoufiimua

5.5 Minesansreananslunsvesndndyviesnidnmavihdgn minwud AR s Tiaua
UsgiRgniseniiufulasdrinnuanznssunmssnsuazenlussesiim |1 Unaufulszmausgnan
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ADENUNIUARIZNITUNITOIMTUALET

56 fuigazdouaniluiuseuinsgiunIundniaas Good Storage Practice (GSP) kag Good

Distribution Practice (GDP)

6. fnenaSuaninnias AINALEASSUNSHAINSE UL WARTIUTZ MAS0e Avuasianansen wagle
Amuasannanenaueld vie fusenneises TaBemanuiand uaslsesesnariianueseiausld
WNMIMUUATIAINA NI BNIABIITIAAIAATEIIIENITEITAUBAINTITIAMYUENITUTENINTIA

danmselnd wazegsynirwvhdynwielideymiumudyn) dueronsuansimainiasznia W

7. fasfigUnsniiielddnen (pen needle) agwiias 7 dusio 1 wuaussy lnghifindldane
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Pitavastatin calcium 2 mg Tablet
Fow1 Pitavastatin calcium 2 mg Tablet

AnanTinal

1. ugiamdouilau (Film-coated tablet) dmsusulsznu

2. Usgnausnasen Pitavastatin calcium 2 mg Tu 1 iin

3. unsglussaUnaiin Hoafupitu wavussafusitostiuas

4. amnuuvITAusiosszules dudsynaufiendifn uasauuse usdn fuFueng aviindn uay
s SeuiuelSotadnuuas annuuarususIgeIedtiasfessytan dudsznaudien

9

&gy ALY JUENENY LavlauHaR

AnaudAnLTALin

1. Identification - mw&hummﬁssﬂu Finished product specification

2. Vs ndnfy 95.0 - 105.0% of the labeled amount of Pitavastatin calcium
3. Uniformity of dosage units mm&humuﬁwq’lu Finished product specification

4. Dissolution Not less than 85% in 15 minutes

5. Related substances mm&humuﬁssﬁlu Finished product specification
Rouludug

1. whamsnslasueugnatunsideushiueiiedmielulssnalnauazduns (declare) waewan
11 luddgnstunsdausivelaun e 2 ve.3 ve.s 3o 8.2 udusinad
12 Tusmemumeidousiue el we .1 nieuswanduhiomsmunuannnyawdn fomin i
Funzifou (finished product specification) kazdafinuanmuainyosinnfu (drug substance |
specification) nsfiflegszninensAsuudasutludunia wssauuuienarsnisveudly (.5 i

wiou finished product specification WaE/139 drug substance specification

2. 19NENIIUTOWNIFIUNTHARYN
Q’mémﬁaaﬁwﬂawa%maammgmmmémEJmmwé’mﬂmvﬁt,t,asi%’msﬁmuﬂwmﬁmm PIC/S
(Phamnaceutical Inspection Co-operation Scheme) laauniI831u PIC/S participating authorities

au”‘ua'"xa;ﬂmmamﬁmmaadmazﬁmams%mmﬁﬁuﬁzmmﬁﬁzmmwmﬁgéﬂmaﬁnﬁ (e-bidding)
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KAMIATINIATIERRN W IRgAUYeTInd1Aey (Certificate of analysis of drug substance) A4

<

Y oa =

Tunmednensuitdndusesaimasidneuazdidningau
lnasuIanangududuaNuduNUS TEMIUNSHARYB NIRRT I8 E1ARY(drug substance)
f8 3.2 fusuniswanvawdndingiendniagy (finished product) Yo 3.1 4
4anSANN long term stability paastvegTesEnitumsTsulifuddnnuAsEassINISa NS
sase 1NSENITINATITUAY AU ASEAN Stability Study Guideline ludannas ASEAN
Harmonization Product on Pharmaceutical Registration 7 uil 26 §u11au W.A.2551 Tag
s AnwIANAIEN N WaaMAR 30+2 °C UG 755 %RH
ﬂsgﬁlﬂ*ziméfmmué’émammamiﬁﬂm%amga (Bioequivalence) WUIsUABUAUEIRURUUANY
nannaiua U uRlun1sAnuiauyavesenadyrawiinuANENITUNITaIMITRALEN

NITNTNAGITUAY

4. fpenen

fineredsinedwiedinles 2 mhsusnadurisaluduuianssgasdenldasudiou munimue

Twideruauiivhludsiuuaziisunsudadeiuiulude 3.1

5. myUszAuAMn Moy
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52
55
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Pravastatin sodium 40 mg Tablet
Foe1  Pravastatin sodium 40 mg Tablet

AUy
1. Wuedia dmsusulseniu
2. Ussnausnesen Pravastatin sodium 40 mg Tu 1 e

3. ussguseUnatin osiunasuasnnuty

(4 5
a =

4. annuuUsTIANeiiesEyTesn daudsznausietd Aty uazauuss SuRdn Judueny 1aYTinaR was

nzfeuisueliegadaaunas aanuun1ruzUIIIeNatuleenatsy Yoy daulsznaunie

9

o

HAey ANULS Tudneny Uasiaunnan

AsuUAnILvala

1. Identification mn&i’mmmﬁizﬂu Finished product specification

2. Yunasiwndagy 90.0 - 110.0% of the labeled amount of Pravastatin sodium
3. Uniformity of dosage units mm&humuﬁszﬂu Finished product specification

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

5. Related substances nsakumTiszyl Finished product specification
Rouluduq

1. wnansnskasusuansunziousihusiiesmhaluussnalnouazduag (declare) undiwdn
11 luddanstungdewshiueléun vie 2 e 3 ve.d va 8.2 udausnsl
12 Tudusiumsifeuiniue ne.l e 6.1 wieuswaiBunvdenisriuaunan e aR Fosin T
funsifau (finished product specification) wazdafmuanun1nvesingau (drug substance
specification) ﬂsaﬁﬁagjswdwaﬂwnﬂ?iaut,t,ﬂadt,t,ﬁ'lmﬁmLam wFoIUuUULENA1IN1TVBLALY (8.5) 1

wSou finished product specification waz/13a drug substance specification

2. LBNANTIUTAWNTFIUNTHANLD
ﬁwﬁm%aaﬁuaﬂmi%’maammgmmsmé@.mmumé’ﬂmwﬁuazigﬂﬁﬁ?ﬂuﬂwmamm PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lagyuisanu PIC/S participating authorities

afuiansnussunsassaulasiinamssusesiviulssnamlszmanmadnseiind (e-bidding)

13
> 4

nawi 8 naugianluduludon saninaluden (onasuuy 7)



3. LONAA IR NYIEYBINLAUDTIAN

31

32
33

34

315

HAMIATITIASIERAUA NNAR S dnSagUvedndn (Certificate of analysis of finished
product) Tugnsuiidaiusedng

EANSATITLATIZRAMANIRgALYBITIed1AYy (Certificate of analysis of drug substance)
wnasusavdngududumuduiusseninsumnanvesingauresiiendiAg(drug substance)
19 3.2 rmﬁum‘mamaqmamm%mmmiﬂ (finished product) 8 3.1

HAMS AN long term stability maawmmasummmuw‘vL:uauhﬂumummﬂwﬂismmﬁmms
LA TYINTENIAIAITITUGY A1u ASEAN Stability Study Guideline ludannaa ASEAN
Harmonization Product on Pharmaceutical Registration Sufl 26 Sutnau w.a.2551 lag
MnsAnmAnAsan meTiaamall 302 °C LALLM 755 %RH
asallalldendunuugosuaninansanuidanya (Bioequivalence) WiguifisuAveAuLuunx
yaninasika U jiRlun1sfinmnrauyavetenaniyresdinuANEnITNNITIIMTUAT Y]

ITENT WA IUEY

4. AReNeN

fnefadsiiodneedniey 2 mbsusndasidniusiunmuuanisgandealiasudou mufidinu

TwitepuautiEvhludrssunasdsunudadaiuivlude 3.1

5. myUseAuANNMeiday

51
52
55

54

55

Suinmgussndweusoundohitesnit 12 wouduaniudeey

pYNRTIdenay srdoadsd i menelusussmansesITiingiTuideure kan
wsmwmdiwﬂvmswwmsammamamwaaumLwaaamsmmuwﬂmmw wiysunsasivtsde
fp9r9Meg19N Imar:g‘mmsmaaaammuaﬂmummuwmaawm‘smmammmw
wazufuiaveualdiglumansalinnzinuam nsdiimunabidulunmunudnumziane
phnsvmsreanuansliiuinsanmsauesIne RNt Y LLaa/w?aé’&xﬁm’luﬂgasialﬂ
s}ma%cﬁaﬁuLﬂﬁaummmé’wmuﬁwuﬁm‘m Jeerlndvunany viadlaifanisidenaniniiy
Usznnsiagnauivun

Y SIIMsTeanUENsluMsvesNdndyavSesndamM AN MnnuIn wAnfnmienTiauedl
UssifigniunivAulaedninnuanznssunisawnstassnlusseyian 1 Unewlulssmelsznin
nedianvseting Li’mwifgwﬁmiﬁﬁ%ﬁummﬂ%{]mujmmmmwiaqﬁgn(%anLﬁuﬁuﬁuﬁ‘au%'ama”'z

ADAIUNINUANLNTTUAITIIMITHATEN

ey a ¥ 9 = i \
Agin 8 N Mﬁ“aiﬂﬂa\u LB 51anUIRNAURAA (LBNETITHUY 7)



6. fneRaIuanTIma NANENSSUASHRNSTUUEUTIRTUSEMAG DY fmuaTiAInae uazle
fmuasaInasefitausly vie fusenmdas tademdnuiend wagldseseisnaiingnueei
auell ManmsivuesiaInatmIsnIReTesTIAIAIgaYeIENsETilauedInis YL

msUss masendidnnsednd wazegsyniaidyamielidegniunudayay AunefeliuansIntas

AuUsE e WU

naud 8 nauenanlushiludon srandimaludion Gananiuwy 7)
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Insulin glargine 300 iu/ml Injection

Foen  Insulin glargine 300 iu/ml Injection

Aot N2l

1
2

f

1
2
3
4
5.
6
7
8

iasazansla 1ifd viaeulifid Usnaane dwsvan
Usnaughemen Insulin elargine ¥HAThAATILIANENTTUIUNS recombinant DNA 300 iu/ml Tu

USinws 15 ml

o U 2

- usaluUnmdmivemSenda Usaannie Jeaiuwas

. aanuuUITIRMdessylian duusenauiigdAguagnINLse Tunan Judueny LANNER Uay

L

lamzdaushiusiagdniau aannuunvuzusIeeg ooyt dulsnauniendinsy

£y

i

o

Aruse TuAuniguaziaviings Ifemnuudufeulidniveiigamyll 2 - 8 swmuadeduaynaniies

(1
ANLLTBLU

. Tunsadifield@nen (pen needle) fannsaldsaufiuinnliadrumnza

auadAn L MALln
Identification mws&mmuﬁszu’iu Finished product specification
USmewinedngy 90.0 - 105.0% of the labeled amount of Insulin glargine
pH 35-45
High molecular weight protein Not more than 0.5%
Impurities miaa&iﬁummﬁ%ﬂu Finished product specification
Bacterial endotoxins ‘ Not more than 80 EU/100U
Sterility m’;f\)chummﬁizﬂu Finished product specification
Particulate matter
Size = 10 pm Not more than 6000/container
Size = 25 um Not more than 600/container
9. Extractable volume Not less than 1.5 ml

nadl 8 nguenanledulwdion srandmaluden (anssuuy 8)



Rouluduq
1. tnansnsleduaugeiunsifeushiusiiesmieludsundlng wazdiun (declare) unaanan
11 T daymstunzfeusiiuen Teun ve.2 ve.3 ve.4 vize ©.2 udusingd
12 Tudwotunzifoudisuen ne.l via 6.1 wiaunsazidemhdanisamunuaunnvemaAT
mauizungleu finished product spedification) waz Farimunannmyesingiu (drug substance
specification) natﬁﬁaq‘swaﬁamamf?{ﬁmmamﬁlﬁmﬁmﬁu aggaauuutenansnsvaiile (1.5 smieu
finished product specification wag/y39 drug substance specification
2. 19NANISUTDIWNATIUMSHAREN

Voo

fndndeidiionansiusennnsgiunananensavdninasiuaysnsilumasane PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Taevuase1u PIC/S participating authorities
AU UANAARINTEUNINTINEDY Tnefinanssusaiaiulse medsznansiandidnnseting

(e-bidding)

3. LONANTANENYU VDI TIAUDTIAT
31 wamsniaiziauneandusieduiaglvesdnin (Certificate of analysis of finished
product) Tugnguiiduusog

o

32 namsnTailasdnuawingiuvesnedre (Certificate of analysis of drug substance)

<

ldluniswdnenjuidadusiesng vevas dudnen was duaningiu

U

33 nasvsavanguBuduanuduiudseviniiunsnanvesingauraRiend1As (drug substance)
fo 3.2 flusunswanvewdniarisnduiagy (finished product) 4o 3.1
34 wamsAnw long term stability pasatiienguasnduneiisulifudinnunnenIsuniseIms

LRy NTENINEATIUAY

4. MagNen
furedasdiined e uasmeatuguasaliagfe W1l (pen needle) agnelioy 2 MiguITAUA
Faduunuianimsazdealdasuiumuismunluidenaauianludisiy wasiiumsnas

Wendunulute 3.1

5. myUsziuAuA g dIEY

51 fudusigvesenfidwauseuvislidasndt 12 Wiou duanniudmay

a

52 yMNOIATENDU sxfosdsdiun mmengluSUToNan15nIITIATIY R TUNAINOU YR IHAR



53 nadifivmihesensinmsduitegueiidwsuiiodinsialiesiziamuninmiessmsazinnlide
Sy psatharlnenetssosdseiindnanui i sdmmvieseiueaiuiuiarey
fldsns Tunsmmvineiamuanm asdinuirethilulununadnyusernemiogsimveany
ém%hi%’Uﬂmimm'ﬁLauasmf\mﬁanﬁwwQOauaz/ﬁaﬁwamluﬂ%m'a‘w

54 s§‘uw%ﬁaﬁmﬂ?&mmmuﬁwmuﬁwuﬁ@m oenlnduunory viaiflainnsidenanindas
Usznslaqnaumnug

&

b5 wu’w3'1°zmﬁ‘uaamu§m%‘°lum?uaaméﬂﬁmﬁgmiaamaﬂmiﬁw Feyey MINWUN nAn sl
Uszi‘@gﬂféamﬁuﬁu‘lﬂaﬁ’\ﬁ’mmﬂmxﬂﬁsumia’xmsz,x,azaﬂuszam'sa'x 1 Ynowiulszneiusenin
neddnnsalind ﬁw,m'tﬁw%mlﬁﬁ?wLﬁ‘umﬁﬁlmﬂmmmwmﬂwiaa*?igm%'aﬂtﬁuﬁmf’uﬁau%'aaué’a
ADAITININUAME NITUNITDINITHALEN

56 Auisdgdeakantluiusesninsgiuaundninasi Good Storage Practice (GSP) ua¥ Good

Distribution Practice (GDP)

6. fineRasFuans1mal MNAMNIIINIHALNSTUUEIIATVTZNIAEEY AMUAIIAINGIET wazla
fmunsinnaneiausly vie fiuszmades Tademdnuismni uarliresosnaeanuaseniausll
WAMSIYLATIANAN NI BNIABTEITIANRIEATBITIENTTBTaUININTIAITUENTUTENIATIAN

3@nnsetind uaveysznhaihdysviselideymiumudaya, JunenoUsuansimasmusean du

7. foafigUnsalifiel§30en (pen needle) aeatfon 5 Susla 1 unavss laghifdnlddng

nawd 8 ndugnaaluduludeon srasthmaluion (anasuuy 8)
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Alogliptin 25 mg Tablet
Foen Alogliptin 25 mg Tablet

At

1. uendiamdeuildu (Film-coated tablet) dwsusuuszniu

2. Usznauseen Alogliptin 25 me Tu 1 1in

3. ursaluunalnain Hoafunnaiu

4. annUUUI A eiFassEyTosn dauﬂizﬂéw’f'smﬁﬁm LAZALLTY TUHAR fuguawq \auiindn Wag
s Teumunliedudmauuay amnuunruruIIgEaguiasdesszuden dulssnausien

9 s

diey ALY TUAUDIY UaTaUTINGR

AsuUinILvaLle

1. ldentification mwmumu‘ﬁizﬂu Finished product specification
2. Yunasgndegy 93.0 - 105.0% of the labeled amount of Alogliptin
3. Uniformity of dosage units m%%ﬁhumuﬁszﬁlu Finished product specification
4. Dissolution Not less than 80%(Q) in 15 minu‘tes

5. Related substances m’;ﬁ]shumm*ﬁlqu’[,u Finished product specification
Rovlwdue

1. amnlsiusugatunsfeusiveuited midlulsemdlneuazduas (declare) udswan
11 luddnstunsiousniveldun ve.2 ve.3 ne.d vie 0.2 udusnsd
12 Tudwetunyfaussuen ne.l vie 8.1 néauseandeaidaniseunuannmeNan fusinud
funziday (finished product specification) ka9 IMUAAMAINUBITANAY (drug substance
specification) ﬂigﬁ‘ﬁagiw'jwmnﬂ?auuﬂamﬁlmﬁmau WABIUUULDNAITNITVBUNLY (8.5) 1

w¥au finished product specification wag/158 drug substance specification

2. LA UTDWINTTIUNTHERE
gudndeafienaissusasumsgiunisadnsiniuvdninaniuazisnisaaluniswingn PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lagnu891U PIC/S participating authorities

stuhanmsasunisasieaey taeflnanssusesdisiudszmialsemanendiannseling (e-bidding)

naud 8 narenanluiuluden sramihmaluden (enansuuy 9)



3. LONANTA NI WAL YRITLALDTIAN

31 wan1InsI9AAsIEinMa N andusietdusaguvesguin (Certificate of analysis of finished
product) lugnsuiidgadushaghe '

32 HAMIATITILATIZVAMAININOAUYBIAIIETALY (Certificate of analysis of drug substance) 7l
Tunrswaneguiidaushotng deea §rdnen war fuaningau

33 wnasysendnguBudumuduiusseninsiunisudn vaaingAuvanedngy (drug substance)
fo 3.2 fusumsnanvomdadusiendiagy (finished product) 98 3.1

34 wamsAne long term stability maammmq«naaawﬁ%umLﬁauiﬁfﬁuéwﬁmmﬂmsnﬁmmsam13

UAZYINITNTWEATIUEY

4. fagnen
fneredaiegngtetinlon 2 mheusdunigaduiunuanineasdealdasudiu audidimue

e pauantAvihludhasiu uasiijumsudnieatuiulude 3.1

5. nyUse fummnMENTidioy
51 fuduenguessfidweussundsliitosnii 12 wouduaniudwey
52 gINIATIdIDY wFosdsdnameelusussmansnTITiinTsiTuTidwouresndn
53 psdifimiesisnsvhnsdusiegiefidweuifiodmsiviinsginmunm mhengmsasiviide
tomeieden lnefueazdesdaniudnamdiuauimiaesinisdmn sl uaslu

s

viieseualilumnnalinszinunm ndiinuhebidullauaadnuusians

azme

mhsTwmsveanuanslifuinsannmaausaendnaneuny uay/miedudsluaisialy

54 frnyazdesiunasugmudnnuinulym Weslnavunen vialoianisidenanmeineysznislag
ApUNIVUA

55 wihus¥nsveanudnslunisyeanidndyy viesniannisyidyg winwuin nandueienfiaued
JseiFgnisunifvAulaedinauamznisunisamsuazeilussezia 1 Uneuiulssnmmlszningm
a a e v iwiainviel o 3y oA e e O oy e
Sudnwsetind VuusdndnladumsudlylymeniuuansoignissniuAuiuEeusogunainemuni

ARLENITUNNIDNMTLLAD YN

s
oy &

6. cﬁmaﬁaw%amwmad MNALEASSUANSWAILAS T ULEIWRITIATUTZ N8 AvuATIAINaNe8T wazld
fvuaTimnaeiausly via fusznimies Cademdnuiend waglddesesnaigavasfiiauel]
mﬂmiﬁfmumwmﬂaww‘%aﬂﬁ&iaiaﬁwmﬁwqmmswemimﬁLauaﬁwndﬁwmﬁfﬁuzmwssmmwm

Sidnnseling wazadseninvhdnyamseiideyniuaudyan FereSuannmamiulsznia du

ngud 8 naueantuiuldon snamihnaluden (enansuuu 9)
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Sitagliptin 100 mg Tablet
Foun Sitagliptin 100 mg Tablet

AnuanTAnalY
1. Wusdiaedauiau (Film-coated tablet) dnsuiulsemu

. Usgnaumesien Sitagliptin phosphate ﬁauyjaﬁu Sitagliptin 100 mg Tu 1 1

¥ '
woa o

2
3. usrluunalaain Jestumnudu
4. annUUUTTATueIReITEYlen dulsznauimendidy uagauuss Junde Juluey laningn uaz

vz dewmnsusnliognedalaunas aanuunauzysIIenag Rty y¥osn daulssnaunien

o @ s

diiey AL Fuduey uaslaTINGRn

AuaUaNImALlA

1. ldentification m’ﬁ]ﬂhum’mﬁixﬂu Finished product specification

2. Yunueigndegy . 95.0 - 105.0% of the labeled amount of Sitagliptin
= Uniformity of dosage units mfmmumuﬁisﬁlu Finished product specification

4. Disintegration Not more than 5 minutes

Rovludua

I Lana13ﬂﬁ"l,ﬁ%'uauzgw%ummﬁawﬁ%’umLﬁaﬁWmﬂuﬂizLwﬂlwwaxﬁmm (declare) unaIHER
11 wddgnstunsdeussuelaun ve.2 ve.3 ve.d vie 8.2 udusinsdl
12 Tudmetunsifeusiue ve.1 vie .1 nieussasdemhionmseuaunun Y wanAsin1uT
funzifeu (finished product specification) wazdaimunamainaetingfu (drug substance
specification) ﬂi@iﬁagiwdwmsm?{ammamﬂmﬁmﬁw JEFDIUUVLENAITANTVBLALY (8.5) 11

W3y finished product specification way/M3e drug substance specification

2. 1NENISUTRWINITIUNTHEREN
fuanseafilonarsiusesninsgaunisndnginiundninasinazisnnsaalunianingl PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tagnui837U PIC/S participating authorities

afudanmmseunisnsieaey lnefinanissusesdisiussmausznannmdiannseiind (e-bidding)

3. lENENIANSN YL YD AUETIAN

31 wan1InsIadiasziauamadafusiendniaguueaduin (Certificate of analysis of finished

product) lugnsunidausnogng

nauit 8 nquenaetuduluen samihmaludien anansiuy 10)



s

32 HaMIATITIATTRUA N IRgRu e iIEdAY (Certificate of analysis of drug substance) ALY

Tunswanensundadushegng iawes uine uag guaningau

W

33 wnasviondnguBudunduduiusseninagunnas vesingAuveiiend@1Aty (drug substance)
{9 3.2 fuumsnanvowdnfusiendniagu (finished product) 4o 3.1
34 wamsanw long term stability nasadiiongraseidungiioulifudinnuauznIsun1somis

LA ZEINIENINEAITIIUEAY

4. $eeineen
Aueiesd wngneedley 2 wheussiussadusunuuaniseazdealdasudu aufidvuely

whiienuanTRv Ui uagiisumssdndeaiuiulude 3.1

5. myUsz uAuAWETIdmoY
51 fudueryresniidwoudeundeliifiesnin 12 ey tumnTudweu
52 VpNATdIBY sedpsdediunnmesluiusemanisnaTiin sz juiiduouveuan
53 nsdiimiesmsvhnisdusiagueiidwe uiiiodmsaalienzinua T MiesIIsazYimilEe

v % b

fomarioyneen Imaﬁmaazé‘imﬁaaw?iu%ﬂmma”mmﬁmqmwmsa‘wmﬁmﬁzﬁ wazilu
iSuismavalidnglumsnnadinsginuann nssivmu i fulumunadnumzians
s semsteanuivslifuinsannsaveTmedndase was/viadnanlunuely
54 ;E*zna%ﬁm%’uLﬂ?{aummmﬁwmuﬁwuﬁmm Jeslndvuaay wiasleifanisidenaninsia

Usgnastaqnaumnue

S e TIIMsTeanuavsluNNsTeENAnd M3 sEnEAM TTER AU mﬁmﬁmeﬁmﬁmuaﬁ
Jseidgnizanfviulaedinnuanznssumssmsuazelusvevian 1 Ueuiudsznimlsznan
simBiannselind ﬁum%wéwlﬁﬁ%ﬁumsLLfﬂﬂﬁaymmmUﬂwiaaﬁgﬂﬁ'&mLﬁvﬁuﬁfuﬁw%faaz,l,ﬁa

ADATUNITUAMZNITUNITDIMITLAZEN

6. MueReIliuansIAne MNAENTIUANTHRANSTULBWRT AT MAG s Amuasiananen uagld
vunmnanseiiaual’ uls fusemeites dafemdnuied wazliesessaranveasni
auals mnmiﬁ’mumﬁmﬂmw%amw’aﬁa‘aﬂmﬁwqmaﬁwmimv‘ﬁauaﬁmdwswmﬁﬂuuz
msUsznnadidmsetind uaregseinahdyavielidegniumudyan uiedosuivaninnias

muUsENIAa YU

nawf 8 naugnasluiuluden sramirmaluden tonansuuy 10)
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Dapagliflozin 10 mg Tablet

Hoen Dapaglifiozin 10 mg Tablet

AnaTAlY

1. Wuendaefiouilay (Film-coated tablet) dwsusuuseniu

2. Uszneumeien Dapagliftozin 10 mg lu 1 e

3. usAluunataain Hosfuaruty

4. aamnuuss@ﬁmszftﬁaﬁzﬁam druUsznaufendAn LarAIINLS TUNAR ‘?ugumq \auiHEn waz
rvmdiui3ualfedidaauuas amnuunruzUIIIEesesfetssudet daulsznauiien
iy mmLss Tuduany wasiavikde

AusuUAMeLAn

1. Identification mwmummﬁizﬂu Finished product specification

2. Yiunusnendneiy 90.0 - 110.0% of the labeled amount of Dapagliflozin

3. Uniformity of dosage units mmmummﬁsxq‘lu Finished product specification

4. Disintegration Not more than 12 minutes ‘

5. Impurities/Degradants mmﬂhumm‘?{ﬁzﬂu Finished product specification

6. Water Not more than 5.4%

Roulwdug

1. wnammslesueugetunsidousiusniied gl szmdlneuazdiuns (declare) uvamwan
11 uhdanstunsdeusduilaun ve.2 ne.3 e wia 8.2 udusinsdl
12 lumstunsiteushiue ne 1 e 0.1 nieussandenvhdansaiuaunmn Y AR TousiaLT
dunzidaw (finished product specification) uazdamivuannnINYeIIngAU (drug substance
specification) ﬂi@i'ﬁagjazwmﬂ’lit,ﬂ?iaut,z,ﬂadgﬁlfmﬁm@m JrFRdLuUIENaIsAIsTaunlY (8.5) UN

W39u finished product specification war/n3e drug substance specification

2. BNEN3 SUTDINIATTIUNSHANYD
Qwémé’fadﬁLaﬂaﬁ%’maammgmmsmémamm%é’mﬂmsz/’maz%%’maﬁ?\lumsm%mm PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Taenyl8391U PIC/S participating authorities

JUAENFUTIUNIIATIVEDY Tnefinamssusosdaiulssmauseninadiannseting (e-bidding)

nauit 8 nauenaaluiuludon snamianaludan Genaisuuy 11)



3. LONANTANENYNLYBILTAUDTIAN
31 wan3AIIIATIEMAMAMHAR S si1d1LTa U eHER (Certificate of analysis of finished
product) lussuiidadiusiogne
32 pamIeneneiaunwIngfuvewinedesy (Certificate of analysis of drug substance)

fglumsuaneuniduiiusogaienaneuasinaningiu

Y

& i U a a s

85 Laﬁmw%wé’ﬂgmﬁué’ummé’uwuﬁs:m'm':;umamamaﬁmqmwaaﬁamﬁww (drug substance)
fo 3.2 fusumswanvomanimsiendniagy (finished product) 9o 3.1
34 wamsAne lone term stability pasngasangaewiiungifsulifudinnunaenisunisevis

HAZYINTENINFAITUEY

4. fhaghaen
funesesdidiingnignatnen 2 niagussy g ududmunuuanisigazidealinsudiu

st wusluidenuautFimaludreiu uazdjumananeisiuiulude 3.1

5. myUszriuRmnMedweU
51 fuduengvesenfideuausisunaslitesndy 12 wsutiuainiudwey

52 ynTIATidey ssosddnnma1sluTUIBmMAN15nIITIATIHIENTUT AN UYD ILNAR

s

53, ﬂsgﬁﬁ%ﬁw‘iwmﬁﬁwmiajm%’aasmmﬁéamauLﬁaﬁamﬂﬁ,ﬂiwmmmw wihemsagimde
fowafiagne) Imac’ifm&m“5aaﬁamLﬁm%’ﬂmmf&wmuif’iwmaawmséamm%msfwﬁ wazilu
Nsumowamﬂ%ms’lumsmqmmiwmmm‘w nsdirnualidulumuaudnuuzianiy nie
srUnN5UeauAYE S UATANMSIAUETIANYIRINEN VB ENY LLau/m:Jmma@’Luﬂsqmah

54 sgsmaazéfaq%’mﬂawmmmmmumwuﬁmm dloenlndnunany viadlaiinnisidenanineay

Usznsiagnaunimun
55 wigswMIreanudvslunsvssnianduywissndnnshdgyl nwui wAnfameniauadl

=

Useiaandenifuaulaedinauamuznssunisomiswazenluszzial 1 UnewiulszniAusznig

Y
=

aBEnnseind Vuurgsdaldddunsuilugmenuunnsasiignisoniviuiuiausasu
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Empagliflozin 10 mg Tablet
%E}En_ Empaglifiozin 10 mg Tablet
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1. uendiedouiian (Film-coated tablet) dmiuTulsznu

2. Usenaumesen Empagliflozin 10 mg Tu 1 10

3. visaluunalnatin oafunnuiu

4. amnuuusTIfueifessyyTenn dulsyneudend dy waganuuss Jundn FuAueny uiinan ua
e druidueiledadauuas amauuaTusUsIIeeedatsyylas dauliznaudiien

K i
9 Qs U A e

A EY AT TUEUBNY LAZLAYNNES

AuaUiniemALn

1. Identification mwchummﬁizﬂu Finished product specification

2. Yunausgndeiy 95.0 - 105.0% of the labeled amount of Empagliflozin
3. Uniformity of dosage units m’m&humuﬁiw‘f,u 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%
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wSau finished product specification waL/¥39 drug substance specification
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(Pharmaceutical Inspection Co-operation Scheme) laaunuiy31u PIC/S participating authorities
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Linagliptin 5 mg Tablet
Faen Linagliptin 5 mg Tablet
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1. Wuensiardauildy (Film-coated tablet) dmsusuuszniu

2. Uszneumiesien Linagliptin 5 mg lu 1 uia

3. ussaluunlaatin Hosffuautu
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1. Identification mmci’mmuﬁixﬂu Finished product specification
2. Vunusendagy 95.0 - 105.0% of the labeled amount of Linagliptin
3. Uniformity of dosage units m’sf\]ﬁi’mmuﬁsaﬂu Finished product specification
4. Dissolution ' Not less than 80%(Q) in 30 minutes

5. Degradation products mmﬂmumuﬁ%ﬂu Finished product specification
6. Loss on Drying Not more than 3.5%
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