qm"nvmmawqwmm INSULIN GLARGINE STERILE SOL 300 IU/ML.(1.5 ML.)

1.8981 INSULIN GLARGINE STERILE SOL 300 |U/ML.(1.5 ML.

2. ARl
2.1 JUuuy

2.2 @ulsznau
2.3 AYULUTTY
2.4 287

asarareusmnela Lid
1 1 wa. Usgneumesien Insulin glargine 300 il

UisﬂwaammﬁaEﬂﬂs’mﬁmmawsaum (Pre-filled pen) mmmmsa ik 5 ua.
- svmjam AUUTENBUMENANAYLAZAIINLTY TUNER 'Juauma \auTikEn

wagtawnzileumiuen 1Iagdnuuun1vusussy
- UUAYULUTITEN0E LB D95 YT BTN INIAT drulsznaulay
YUIN ANULITIVDE LaUTIHER Tudueny LTegedniau

3.AuENUANINATA

Nam‘im’sﬁﬁLﬂi’wﬁﬂmmmﬂulﬂmu finished product specification wa¥ drug substance

Specification N1919831ALAdURNS UL BelnaanzilsuredinanuauenITIAITEIMTUATEN
NIENINMFIGY Mellindusifunldaedsiosduatuiiisuimselniniunasgrundusisule
AFUNEls AUUTENIANTENTIEAITITUGY L303T8YATIET WA, 2561 asTudl 6 SN w.A. 2561

(aeUsznAlusvRanunwIun 12 nuatius 2562)

Finished product specification
3.1 Identification test
3.2 Ysunausnendify
3.3 Extractable Volume
3.4 pH
3.5 Sum of Related Impurities

ﬂm%ﬂﬁillﬂ?iﬁﬂﬁﬂﬂﬂmﬁﬂﬂm&QW’W‘UENEJ’]

................................... Us¥sIUNIIUNIS

N3NNI

............................................................. ATIUNTS
(W19ENINIAN 381 TRUSM)

AFINIUAIUNVUNLLTEUNU .9,

v

)}

[

i

ATREuALITunsduiv 0.0,
4
d
7
d

2

ATIVUANNVUNZLTBUNU D.8.

=)

ATIVWUANNVUNZLUBUNU 0.8,

De 2he

ATV UAUNTUNZITEUAY 9.8,

-2-/ARIANYLIANTYBIEN Pioglitazone



-2-
qmé’nwmzmwwmaem PIOGLITAZONE 15 MG. + ALOGLIPTIN 25 MG. TABLET

1.%88'1 PIOGLITAZONE 15 MG. + ALOGLIPTIN 25 MG. TABLET
2.AnaNUANn 2L

2.1 gUuuy Jueudie dmsuiudsenu

2.2 d@useneu Tu 1 WinUsznaumeden Alogliptin 25 MG.+Pioglitazone HCL 15 MG.

2.3 N1YULUTIY uUssgluukednadn Yeafuuasuazanudiy

2.4 a8 - svyienn dhuvsgneufeddyuazanunss Tundn Yuduey wuiikde

uaziaunz laumiven Liogetnauunussgiue
- UUNYULUIIIN0E NUREABITE B VS0¥oN9INSAT dauusenauuay
YUINAIIULIIVBILT LauNGR TuduoglItniau

3. AN amailn

Namim‘i’sﬁﬁLﬂi’]sﬁﬂmmmﬂﬁlﬂmu finished product specification wag drug substance
Specification 718 98enndvsTuReItu Seldanadeurodninnuanenssunsemsuasge
nsgnTNEsINgY TeindusiuilligBatesduatuiifieumivielminiunsgundusiisule
MFUMIl ANUTENANTENTIENETAY 38358UT187 WA, 2561 aeTuil 6 SuanAu wa. 2561
(asUsgmAluTwRIRyunnIuf 12 nuaiusg 2562)

Finished product specification

3.1 Identification test asrarunmiiTusdeuiv o.e.
3.2 Ysunuiendnfgy R itunsdouiu 0.0,
3.3 Uniformity of dosage unit asrLTTuNseuiu 0.0,
3.4 Dissolution test mwﬁmmmﬁ%umﬁauﬁu 9.8,
3.5 Related Substance asrarunitunsdeuiv o.e.

ANENITUNSAMUAAMNYUZIANY

.............................................. Usgs1uUnNIIUNIg
(WeAnty Inyadug)
W ..................... N33UN13
(Weamatld huuefs)

In
S s U N33UNN3

(W19ENIMIAT 381TRIUSM)
/ -3-Gouludu



ouludu

4. Gouludu
Hiauasimdesunanamiiideiiuses nieuasmeiletotusetenmslauiiisnung stwazdensiil

4.1 wnansnsldsueygntunsdeuhiueniiodminglulsamelng uazduns (declare) uneawmdn
4.1.1 luddynstunsideusniuen 1dun vie.2ve.3 ve.a vive 8.2 wdusinsd
4.1.2 lusweTunziou ve.1 v3o 8.1 vewriilaussian ndeuswazideavdonisaiungu
AN MBINER fusim T uneidou (finished product specification) wazderivun
AMANYBITNAU (drug substance specification) nydifiegseninansasuuasudly
Wufuesdesuuulenaisnisvendly (8.5) uameu finished product specification
wag/NTadrug substance specification InsvauntunauiudseniAauseningiag
Sidnnsednd uagliiiu 2 U as Yuuszsmauszninsiadiannseding

4.2 1eNaNIIUTRINIATFIUNTNANY
4.2.1 nsflemdntulszwelng dudsdosidiuinmaignilsdeiusowinsgiunisnansinu
WENNUTUALITNSARLUNTHANEY GMP-PIC/S %30 1RSEIUNTSHARE M LVE NN
LA 3ENSARININARE W IINIUANYNTIINITEWITUATYT NTENTIETITUEY B
mmuatulasiiauaenndewasiiafisufundninusiuazisnisialunisudne
Pharmaceutical Inspection Co-operation Scheme (PIC/S) Tunuinefiausie aty
ageausaunnsnsvaeulnefinansiusesdiciulssmausemaseBianvseting

ALENITUNITNNUAAAN BULLANY

............. 07[‘ \/V/‘/‘Usz

(WeAndy Inyadua)

.................. Cﬁin“““m“““"“”ﬂiimﬂﬁi

SIUNTIUNT

............................................... ASIUNTS
(W19E1IMAT L1 TRUSHY) /G- 4.2.2



-4 -

4.2.2 nsdiddugnihdrandissane gudndocddiunamaenisdefusounasgiumnds
gINUNANLNAeILAEITNTTALUNIHERET GMP-PIC/S 28sUszimAgranatuaaaniy
sounsasRaeulagiinanissusesdisiulszniadszmasmsidnnsednd

4.3 lNENTAMNINYDIEITLAUDTIAT
4.3.1 nan15n529ATRRNN MR ER ST 1d153UveREn (certificate of analysis of
finished product) Tuanjuiidudusetng

4.3.2 HaMINTIVUATIRAUANINQRUVDITIBNE@RY (certificate of analysis of drug substance)

msﬂumiwémmjuﬁa’qLﬁuﬁ’aaénaﬂu’aﬁuaaﬁmammuazéwami’mqﬁu

4.3.3 nangunsstenanstuduauduiussevinsunisndnvesingiuaesiiendidey (drug
substance) 98 4.3.2 fujun1swdnvesndnsnusiendnsagy (finished product) 4o 4.3.1

4.3.4 mnefiaueiiongewinnin 2 Y Wuanswansfinu long term stability MDY
voswunsideulifudihnuanenssumsemsuazen NIENTINETITUAY

4.3.5 n3dhJuengu biological products #u vaccines, blood products fleetilenassuIes
JUMIHER (Lot release) MMNNTUINYINMANTNTUNNE NITNTIEANTITUEY

4.4 $eE9eN
4.4.1 {lauesnn Fesdeiiegeagedeon. . 10... nuroussiuel Sadudunuuans
wazdealansuiumunimualuhdenuauivhludeiu

4.5 MyUseiuAmN e deNoy
4.5.1 enedrsuasendweussiengldldlitosndi. ... 12... ifeutuainTudweu
4.5.2 smnueiidwey wfosdsdiunwielususemanisnsiainsisieriuiidsey

ABIENTINNTAMUAAMG N YULIANIY

Uses1UnNIIUNIS

............................................... AIIUNTT

%

(Wsangld duusds)

................................. RN A b T2 o
(W19@1IMEaT e TmusH) /-5-4.53



-5-

4.5.3 nadifimiessnsvhnisduiiegwefidwoutiiedinsadiaszsinanin mheswns
awvihmilsdedeswafagna Tnsflauesen(fueasdedw wiudnaudauiimiae
swmsdmTiegikasfufiuisveumlddeiiniededunmsnsiainssinuanm
nsdiinuenldidulumunudnvasians mhesiwnisveanudnshisuiasainis
dueTmedinavesfiauenan({ne)uas/visduasluaduioly

4.5.4 flauesa(fuie)azdesiudsusiloslndnuney vioilloiinn sidenanmeig
Usgmslagroutnualaglifidouly

4.5.5 nsdidusiideafiuinuniigumgdl 2 - 8 esrmwaidsadefiionatsuansirdissuunisifu
wazdnadsenu cold chain system mﬁmmg’mmmwﬁﬂmm% Good Storage Practice
(GSP) wag Good Distribution Practice (GDP)

4.6 WNaAsAuT
4.6.1 nsdpauslilieduuuu (original drugs) desillenansuans@inen bioequivalence U181
gfauesaSsuiisuiuenduuu TnedsnnsnudeadulumundninamsivaziuufUR
TunsfinunTrauyavesenadyvesdinauanenIuNMTeIMISHAYE NTENTNEETUEY
4.6.2 nsdhduenfidesazasuaz/viodorunould Feslnanmsfnumiuasanmmdenisazane
way/vM38130979 Tudviharaiemiee AsudIuLaraonAaBIfuLENAIINAUEN

4.7 fauesia (§ve) Busedlvondndygnounsuimug
4.7.1 nsfnanisguasIaimvieniainnsuinereansnisunndliduluaunnsgiu

[

IBNUA
4.7.2 AStINAR S vintaniSenAuAuINYT a9naInlagd@tNaNUANENTTHANTEITHALZEN

Y
¥
P~

Turrsnanvesdygy stz

a L% ¢ = [}

4.7.3 nsdiwulgmaunmanwdndausieniiievdwaneUsyaniuauazaiuuaendosegiUe
nlasuen

AMYNTTUNSANUAANANYLLANY

NSIUAIS
(W9aMIMan e Tusm)



