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Glipizide 5 mg Tablet %38 film-coated tablet

1. Fown Glipizide 5 mg Tablet %38 film-coated tablet

2. ArusuliAvialy

21 juuwy Wuguuuuendia dmsusuusznu

22 dwulsznou  Usznousmemen Glipizide 5 mglu 1 uin
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3. AuaNUANImALA
HaN139 5293 wRn I dulunu Finished product specification wag Drug Substance
specification fig19Bsnundushiuatuiisatu deldeansloudedninnuamenssumsanmsuas
g1 NITNTNANGIINGY ﬂzeﬁmﬁ’ﬂﬁﬂ%’Uﬁlﬂﬁ'ﬁwﬁ&ﬁmL{‘Juaﬂ'uﬁl,ﬁauLvim?a'lﬁzjn'imm-sgwwnﬁ'u
mfulassunils maUsemensevsansnsugy (389 sEyiue we. 2561 asiuil 6 Suanau
2561 (asUszmelus1siaayunwiui 12 nuawus 2562)

3.1 Finished product specification: USP 41
Test Items Specifications

D)

Identification Meet the requirements
Assay 90.0 - 110.0% of the labeled amount of Glipizide

1
2
3 Uniformity of dosage form unit* | Meet the requirements
a

Dissolution Not less than 80%(Q) of the labeled amount of
Glipizide is dissolved in 45 minutes

5 Related Compounds - Related compound A: Not more than 2.0%

NIIUMT \/5 / [ i 3,;,“( Adnd 3 @7""”‘/’(

(Un.U3n ATasaveg) (Y. WATUN  BuAnd) (NEY.21NA3 Muzd)
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3.2 Drug substance specification: USP 41

o Test Items Specifications
Identification Meet the requirements

2 Assay 98.0 - 102.0% of the labeled amount of Glipizide (on
the dried basis)

3 Loss on drying Not more than 1.0%

4 Residual on ignition Not more than 0.4%

5 Related compounds - Any individual impurity: Not more than 0.5%
- Total impurities: Not more than 1.5%

os 4

nueme - *seyiide Dissolution fiu Uniformity of dosage units Tliuuienansuansseazidunna
mM3nsasey windlaudalilulu coa
- nsdifvansieuutinisiu (waive) MsnsIvaaviasIwRdesenslaliiuansenans
vangufananiiFiueyifchy

= )
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Las -g = o = -] (] I =
4.1 wna1snislasueygndunzileushiueniedmuielulseindalne wazdiune (declare) unawnén
o é’ = - - 1 i =l
4.1.1  Tuddgmstunsiloud1suen (Ve.2 ne3 ned w3 82 Lausnsel)
o & - = v = W W
4.1.2  Turwatunsiloue e 1/8 1 199877laussnA WiousIeasdeniitanIsnIuAuAnAIW
b= al 4: = - o ” o
YowAnAuNMUNTUnzIlsu (finished product specification) uaz'ﬁamuumﬂmmwm
s = . . = 1 1 < - = L
MgAv (drug substance specification) nsginagsenitamsivasuuUauiluisy ausieq
WuULBNAITANUININENBNISTBUALY (8 5) UINIBY finished product specification wag/
=N W .
158 Drug Substance specification
4.2 1BNAIUTBNNNTFIUNITHANEN
=i = YV = LY = I o at =
421 nsdinewdnlulsealng guassedidiunamiemideiusownsgiunsuaneiniy
NANNNISIISNTNA UNISHANET PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lagwuaeau PIC/S participating authorities ¥383itonaN I UTOMNATFIUNTHER
W =, = a a
YINIURANNNUALTTNI TN IUNTHAN IV NNUAMZNITUNITEIMITUAZET NTENTN
4 -] g L3 W =l a ar el d =
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g1 PIC/S Tunuaneiausvie aduarganuseumsnsivasulnednan siusesiiviun
Usgmeausemnsimdianinsiing
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e A - . . .
ABNsNAluNSHEREN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tae
WU PIC/S Participating authorities atuaganuseunsnsinasulaeinanissuses
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4.3 (9NANTANNINYBIELIMALDTIAT
431 WaMINTIVIATIVAMNANANTUTIVBEHAR (Certification of analysis of finished
product) lugguitdeiiagng
432 wamslaTeinunwingAuvesiieddgy (Certification of analysis drug substance) il
THlumsndnenjuiidafumedisisvasndnsuasindningiv
433 onarmiendangiududuanuduiusseninsjunisuanveingivuessiiendfey (Drug
substance) 99 4.3.2 fugun1sndnvewdnsinsidniagy (finished product) 9o 4.3.1
434 wan13AneI Long term stability n1 ASEAN guideline on stability study of drug
product napntatenguaseiidiunzdeulifudninauamenssumsesuagen
NIYNTNAGITUAY
4.4 fBEEN
441 fiauesia sesdsiiognetagnados 1 niieussgsie Fadumunuuanssgaziduals
asudhumuiidmusluideruautinluiwunelu 3 fundnauesiam
4.5 maUseiugunweidaey
451 wdwevdeiongltlnbivesnin 1 U 6 weuiuaniudwey
452 wwanafidwey wsddunnmdigluiusemansniiensiofuiidmey
453  nsdfimbessmavinsguisgseiidusuiiednmaiinnzinumn mensnsae
vhmiidedesveretn Tnsfueasdosdeiusnmusuimhsnemsdm el
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ANANYAYIANIE MNETI¥N15T0aNUAVELISURTANNSIENDTIAEFINEIVE HUY
uaz/visoduanlundaioly
454  fueazdesiudsusuilenlndvuney vieidleiiamadenanmieusensle 4 rou
fvuslaglifiteuly
455 szuumafiviazdndseitldunsgiumuvdninmst GSP (Good Storage Practice) wag
GDP (Good Distribution Practice) Insuanaenansusznau (Wiuansenansilésuns
FUTDITEUL)
4.6 loNaIdu
461 nsdeauelilyeduiuy (original drug) fesiinanisnu bicequivalence vasendi
uesAWIsuiisuiveduwuulagismsinudeadulumuvdninasivazuunujuslu
nMsfnPranyavesetanlyuesdinUANENTINANTEMTUAYET NTENTNEGITUY
4.6.2 Tuuaninansiaiasiey Elemental impurities class 1 (Cadmium, Lead, Arsenic,
Mercury) 393 Risk assessment report for elemental impurities 9B emunesst ICH
guideline %38 US Pharmacopoeia
4.7 favosien (o) Busenliienidndyyneunsuimundel
471  nsinansduanITieTsindnnnaiveimansmsumdvievesujiinsitlduasgu
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5. n1sUsEliuAUsEaNsn 1nmas1a1 (Price Performance)
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Glipizide 5 mg Tablet %38 film-coated tablet

Y W

(un. U3y Asasranes) (ney.nAUY Susing) (nfy.010AT Aued)
GPU 248314, 336174 [V2404]



5..nu9UsEdiuUseansSniwesasian (Price Performance)

GleIZlde 5 mg Tablet %38 film-coated tablet

AauUsuan UIMMUNAZULUY
o
1.57ANaUD 40
b -‘ [ £
2. punwuarauanUinlulselovdaanianyns 55
3.N15UINITVAINITUE 5
SAUNIUA 100

g . B0l S0

AU TI0Y UIUNASILUY

LUMIGIURAN T 60

2 103§ RIUFURNS 20
wa o J L) - ey

3 pauantAnideUsrlevdsenmsuiRnu 20

52U 100

af d = ot
1.fauvssesil 1: wmsgrundaduel (Asuuuida 200)

1.1 ﬂ']"i'iUiENﬂﬂJﬂ"l‘ﬂ“U?Jx‘mﬁmﬂﬂJ‘ﬂ 11 1111 5 ﬁuLLuuLﬂl.l 100)

() Lﬂummaq'{,wwiﬂ&lmimﬂmmwmm WHO List of Prequalified Medicinal Products

= v o s e w v oa
(@) Wuseglutydsetendniusiernunmuazinan (Green Book)
Tnensuingrmansnisunme @y 1 - Jagiu

< v = A4 a o o« v oa
() WWupeyludydetenaniugiunnunmuasykan (Orange Book)/EMA

=+ w o & w  f e v ) o 4
(9) Wuerdeeglutynedondniusieilisunisiuses (Approved Medicinal List) lne
w3atnelsaneunanguanunwngdemansuvisszmalng

(@) Duenfainansiatinsimiensundlitosnt 3 jumskandsidensnsivlinsizidedli
Youniwhdeiszylu Green Book atudngafiunngsensenfeasiyieatunienuided
's.,q'[uﬂmau'umﬁ‘l‘mwmmaﬂsvmmavwamﬂLﬂ'ﬂ“wumﬂhLﬂu 5 Yunniunldsunis
SusemanITiATEiRtTusEmAUsEMeTABidansetind anadieneilagvioafuinsds
Lilivesfuinsvesiraneuwazeau juRims muannsgu ISO/IEC 17025 9nviagau
accreditation body figausuluszivaina vislasdtinnuunsguviesuuianis
NFUINEINEANSNTUNIE  NTENTIENTITUEY

14 ‘uauaauuaqu ﬂnmmﬂﬂmmwwamﬂmm
(Aonteladenis wniluinnii 1 ‘vm!a'[,ma'anmawuﬂvuuumnﬂam)

100

1.2.1 ASTINARA B FULUY m'lEJd’lumsﬁnw'm'mﬂaunﬂl,l.ﬁmmﬂ'izﬁﬂﬁmwuad

AITUNTT
1 F/l 2 e SN Y 3 @ MW;

(uw.USen Asasnamag) (ney.waduv susing) (nfy.21nAS M uLd)

GPU 248314, 336174 [V2404]




gildlunssnw asRuilunsansemsuwmgivdetio
1.2.2 nsdilallenduwu Senunisnenuediniiviuveniesyavdamessenduen | 100
FuLuuvIesEnuNsAnwIMeRdtinTuansieUsyansnmussenildlunsinw asfiiuwlu
MsEsmamswmenundeiie (Fendeladonds winflunni 1 wadslidendeifinvuuy
1nitge)
(n) 38msAnwndu Randomized controlled trial uazdin1siRuluTaIINNITUNNET 100
Ydefie
(%) 38n13@nwUu NON-Randomized controlled trial wazdn1sAnuWlusaIsnnsuwng | 90
fndetie
(m) AmsAnw iy Comparative studies wuu cohort studies wazlin1sARuWluITaTMN | 70
mswmdiundetie
(2) 3nsAnwudu Descriptive studies Wuucase report or case series (189UFUI) uagdl | 60
msaRuilusasIMsumdiudede

() \danvelatoniia a0
- o & v a a = o v var
(1) M3AnwBY 9 wan-umnummﬂaamnwmmuaz/wsammﬂaaﬂnwmgﬁ‘lmum
L%} ) = - 1 - ‘4 1 A
(2) ¥htede (n) e (1) w3 (A) whe (1) MldfimsituwlusasmnsuwndnuLgete
1.2.3 g1uzse nsaiidue Biosimilar fissiinissusasludeusldifenuniveauiuy 100

=3

o o
2.07uU55099 2 UIASFIUND U]
&

UAN1S (AzwuULAYN 100)

y £ o e o . — - . - w
2.1 ¥ fURn1sMHUNITIUTBIAIMANNTOAUNINTEIY ISO/IEC 17025 MUNTIVAABY
= s ¢ el e a o0
nandnrinausslusensaaeumuauaLTRIInAtaiiimun
. . = o @ v ¢ d
Finished product specification ifiwualiluandnuuglusisnsnyingienngig

(n) Assay or potency 40
(%) dutdoneaoudu q fimde fvualinzuuusuiuwiniy 60 mnasaeasuyniate | 60
tanavhdelavhdeniwmnuiiruualilu FPS vinamdadiuain 60 Azuuu Lavin
Fu matloy 2 duvide) Tnewedenslirzauudefivaoysvanniy
2.2 wnlilFiFuses Wes fURnnsinunsFusesmmaINsanANIATE ISO/IEC 17025 60
Nnnsnemansnsuwng @ende (1) vie (2)
(1) fimbsdeuaninmsvasusasmiuaninsaviosujuRnisunnsgiu ISO/EC 17025 1
Asuinenmaninsuime Fasdinsmadeundnsusisrfiauenalusenisvageu aseaey
assmuaaNinamaia 3 lot IngviesufjuRnas ISO/IEC 17025 allariudn Kol
Finished product specification fifmunlilugadnwalusions TSNS

(n) Assay or potency 24
AIIUNT : N a.;
(un. U390 AIasaneq) (ney.waruvl Susing) (ngy.210"95 MULA)

GPU 248314, 336174 [V2404]



) v = s & e v v oy v
(¥) dndavnaaudu q Mnds MmuAliALLLUTIN 36 MINATIATUYNIILE (U9 36
W W W - o o il u . w
Wdolavtenidamuinvualilu Finished product specification wnaanmiu
| & a o ' o v v oo A
dndruann 36 wwindu edloy 2 duvus) lnsrdemsinzuuudenvae
Uszanunu
- L") ars - e A
(2) fiawrewdsdonaninisvesusesnuanse wosufuRnsnmauansgu ISO/IEC 17025 | 30
a ¢ | a w ¢
RnnsuInemansnisunng nglufinsnaaeundnduneinauesanlusenisveasy
nsnasunsInNAuaNTiviavaila 3 lot Ineweaujuiinns ISO/IEC 17025 laildgnan fail
vw 2 z oo a LY 4 -l
Finished product specification Aifvualilufgadnuailusionisiagiueie1ingg

(n) Assay or potency 12

| v - o &4 o v VR )

(v) dudonnaoudu q Avds MuualiazuuuTIN 18 MINATIATUYNTITE e | 18
v W v v o - . " @
telawdenianunnmunlilu Finished product specification ¥inaanmy

) : - o 1 -‘ L4 1 GI = a
daduan 18 iaviladu (matluu2 funds) lnsndsnmsiasuuutenmasyszanunu

100)

1.27NU5538881 Lot NO. Fudueny nn 4 wln
2.Imprint code Uuingn 35
3. unagnUoaiuuas 30

- - ad v ¢ a v v dea !-u uual -
msuaniasunyiusiolndvuneiy (endiuniiongliiu 1 Indaiuiingn)

w v 1Y o - -
3.1 msuanwasunvsueiotlndvuney leglifidermuaieulala q lunsuanwaou 100
3.2 mswanasuneiusislndvuneignielu 6-8 ey 50

PO el it @b

(UW.USY ASas1aveg) (neyWdUN Busing) (ney.o1ne3 aued)
GPU 248314, 336174 [V2404]




HUU UN.ob

AN519LEN99TUIVUS NN L SUdnETTHaTsIwazidenA LYae
af A&’ af Jn 1 1
N159AYDINVNINA LY9UNDES19

= : Py [T = | - = '3
. Folasanis Usemas@een Glipizide ¢ mg tablet %38 film-coated tablet Ing38Usznmnsiamdidnvsading
(e-bidding)

. MiwaU1YelaTNTg 15aneuagassnil nguundYns sy

. adusuUsTnunlasuingss
- v a a4 v ow d v v - v
0,06¢,0¢c.00 UM (ilsaudniiuiwuldadeeindudumaiu)

v oo a o o
. Fuiifmuasianana(31a18ede) o uleR nIngAu lodow

U &,&na,&oo tablet
4
$1A/Mu2Y o.mo UW
- 4 v P v e
Wudu b,&mo,00.00,, UM (@B MUMLANAMVIUIEUUMAI)

1 d =
i Ll“aﬂﬂll'lﬂEN'i'lﬂqﬂﬂqq(51ﬂ15’1\19\1)
) ' a d o v o
Us¥NIAAZNTTUNITHAIUITSUVEILMIYIA 1599 NTVUATIAINGNNET 837UV & UNIAN bdow

o wo a
. edaidmihigimuasianans(ndeds) ynau

o.0 WIUAMSANLIA ATy U3¥51UNIIUNS
plo unalgyiuy @elnind NIIUMST
Do WNAIBINAT ANLd NIIUNTT

= Pvz L
aﬁa ....................... a\‘ ................ NTIUNTT 3L i 13 RN @ ......................... N33UNI3

(uealgyiuni @elning) (WeEaMeInIAs Nued)




