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m.e.0 | ldentification ATIMIUAIEITNTAame LU

A: Retention time by Liquid chromatography

(in assay)

;..o | Assay x&.o-eo0d.0% of the labeled amount of

Losartan potassium

ANIZNTIUNMIATMUARMIANYIAWNTZ D81 Losartan do mg tablet

- USEEIUNTIINNS ﬁd%ﬂ ............ ﬂ% ............... N3ITUNIT f'N'U‘i] ................ ﬂ” ..................... N374UN1T

unainsna dunszga UNAWa Auniel UNANMDINTA ATuaATAE
wuuwigd s WIBLANG T YT wndvnstiungnis



U9 Test items Specifications

am.@.; | Dissolution* Meet in requirements

m.e.& | Uniformity of dosage units* Meet in requirements

m.@.0 | Organic Impurity

@H - dimer Not more than o.&%
wH - dimer Not more than o.&%
Total impurities Not more than e.0%

wunews) : deusaen

a: @:—[c{-({b—Butyl-ct—[(c{'—[tz’-[(lnybutyl-@:-chloro—d:—hydroxymethyl—mHuimfdazol—m-yl)methyl]bipheny(—ls-yl}-@Hv
tetrazol-e-ylUmethyl]-e-chloro- oH-imidazol-e-yllmethylbiphenyl-o-yltetrazol, potassium salt.

b: ri‘—[a:‘—({lo~Butyl-ci’-[(ci’-{a’-[(ts::—butyl-cd—chloro—ct-hydroxyrnethyi—@H—imidazol-@-yl)methyl]bipheny[—b—yl}—bl—f—
tetrazolHo-ylimethyl]-&-chloro- @H-imidazol-e-ylimethylbiphenyl-e-yltetrazol, potassium salt.

a.ln Drug substance specification: Losartan potassium USPen — NFac

£4

Ua Test items Specifications

mlo.e | Identification AT s dse LUl
A: Infrared Spectroscopy
B: Ultraviolet - Visible spectroscopy

C: USP identification test for potassium

mb.lo | Assay «m.& - @09.0% of Losartan potassium (on the

anhydrous and solvent-free basis)

m.lo.n | Organic impurity

individual impurity Not more than o.l%

Total impurities Not more than o.&%
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U2 Test items Specifications

mlo.€ | Water determination Not more than o.¢%
(mneglugu Amorphous form not more than &.o%)

Wemn e, 208 dissolution Waz uniformity of dosage units TWkLuLBNATIUARIT LA UANANNSATIE
Az windliudemeandeaidusaayiiluly coa
lo. nsdlifaanzifoundamaiiu (waive) msmsinaouiinszvisenisle Iifuuanuenansuingu
fananilasuouiice
o. Drug substance specification #a15a191nludiAs1#sivesndn drug substance n3e luiias ey Drug
substance vauifrdngdnTagy adulaatunds Sefimsnsiviinnesiasunnvidoiisivua
< lsowenunalt USPam — NP Tunisimusgausnuasussen 11485160 USP e wisatuduilml
mirdseraviliunsdelinsetuilsmetutadmus Wussmuuusimeludauees Product uas
Drug substance 116128
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or Active pharmaceutical ingredient specification)
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<. @UUNBNANTTUTOWINTFIUNISNENE AN NLNeUs uaz3 5 A5 Alun1InE nen PIC/S

(Pharmaceutical Inspection Co-operation Scheme) Inauuleau PIC/S participating authorities
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Pharmaceutical Ingredient)
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analysis of finished product) 'lumi:uﬁ'z’i'dtﬂuﬁ?asm

a o o

&lo HaMINTIVAATIEIRUAWINGAUFIEERTY (Certificate of analysis of Active Pharmaceutical
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2 i = oA & Qs 1 al.: YV oo §/ e e -
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o duumangumiusesmuayavemAnisien ( Bioequivalence ) Taerantsinwiaau

a  w F ) 1 "l e ) 2 = . R o

ANYATBIHAANUNEN (Bioequivalence) w3 nstiilluendringadrunds Biosimilar) iiuluni
YONMMUAASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies
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<o dnurmivdesusownsgrun1sUFURniundninms 55015
Good Laboratory Practice (GLP) LQW’]B'S’]EJF]’]'SLHEJ’)‘Z’J’BQ
«. dnumangunsiusesmuriuisslunisinwiueduuuy (Therapeutic equivalence) {
leNAIUARIN1SIATUN15USTY Ty US.FDA. Orange book e European Medicines Agency
(EMA) %38 Thai Orange book (#1i)
eo. n3tiiluedring
dnuuanainduedaingadreads (Biosimilars) wiadwumdnguauUTueuiule
(Comparability exercise: CE) Wwnzendaing nquenlusiu (protein therapeutics) w3oilianans
wanenslasunisussy Tu Purplebook US FDA nda European Medicines Agency (EMA) %38
Thai Orange book (8131)
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ob. HNUNBNAITUAAINANITANYIAITL AR (Stability data) mu ASEAN stability study Guideline
(no+le°C, eld+&% RH) (F1d)

olb.o NSANWIAIUATANWEN (Long term stability data) 8814108 @ JunsHER

olbo.o MIAnwIMmATENINETTUANTIS (Accelerated stability data) ae1atos m JU NIHER
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elo.mn NIANYIAINAWITZEZET (Ongoing stability data)
olo.c NMIANIANNAIIVATALY (In-use stability data)
olo.& MsAnwLaRsIEansavinwladneld (nsdiensin
ol.5> N3ANIANUANIVAINMTaza1elufiazatesiieg (After Reconstitution Stability) way
duunmsfinwinnuasiivesenaevdudenadansiniuangas (After Dilution Stability)
aunsadhiudeldlunududuiliifugion uas uanseazBeniiannedesiudeyaly
wwnasituen (nslenda)
oo, FUUNBNATTUANINANITANYIAINAWTT MTBLENANTTUIININLAITAITEIET NIElenoDnUBnT Y
guvgfiliifusnw (@)
oc. lonasuanuarsusasiliszuumsiivuazdndseniildunnsgulaedusenounseudsillazunms
fuseanaspunavdninasites 3 nsinlunsdnsmireundasiast (Good distribution
practice for pharmaceutical Muu195§7U PIC/s-GDP %38 WHO-GDP Good Storage Practice
(GSP) waz Good Distribution Practice (GDP)
oc. dnueuUsEdiuaUdes Risk Assessment report for Elemental impurities) ¥avingAuwas/
i fedniogy
ob. duuniusaansdleldsunmstudyToutanssulne @)
oui. Tmdvdesusesnsaduayurrldsredmiuusudiussge Robot) Tisw. Tunseiflsniudey
Uinmseguuuy (hsdlenda/sundea)
os. vangumsmieelilsmeuas s/ miolsimeuiadun @i
. NM3UsyiuRUAWETIdIoU

o n | - ) v al
OXR.6 @']q’ﬂaqgﬂlwﬂﬁ-lﬂllluuaﬂﬂqq e LWDU UUINIUNFINDU

oo Umﬂe’mﬁﬁeuauwﬁaaa’ee?'nmmwdwEJ'[U'%’Uiamamimﬂﬁmﬂzﬁmiuﬁﬁwau

@c.m ’lunstﬁﬁmu’qmwm'i'ﬁmwizjuﬁ"mehamﬁefmauLﬁaﬁqmsaﬁmswsﬁﬂmmw MY
viwildeinavediogee Inedlauesimiue)asdosdeenfindnnusuauiimiaesvns
AmsviinTeikandufFuiaveudldsrlumsnmodinssinunw lunsdiinudnel
Wullumunudnuasions miesmemsveanudvilifiansan MIAUDTIATINEIVD 9
luTIA(EuIe) waz/vsefnanlunsaely

ox. flaunsnn ({u1e) wrossudsusuiienlndvunanyvieilaiiansidauan e

U o 1 i é | EJ 1 -IJ ' 4
Uszmslag reudwun lugadiilisnineridwanivdou Tngliidenls

ANIZNTIUNTTATVUAAMFIN BULIAWIZYBL Losartan &o mg tablet

&,
wdlo. W

-
aadl s UTEBUNTINAT 8900 o DN N3TUNT5 A0 e PESUPYS
UnANTG BunsEgn N Ana Suwidl uANRININl ATUAsHY
WIHLWYIETIUIEYNAS WIBWANETWIRYNTT undunsiungnas



wo. Hlauasan (Hune) Busenlienidndyaineunsuimug i

lwo.e N3diaMIAUATIVIATIiEE Tnensuinemaninsuwmdnievaaufoinsile
UMIFIUISO/IEComobe Nan1ans9iinseiliidulununinsgrudeimunlulsznia
Usznaasian

oo n3dinanSasiedatgnizenifuAusnviesmainlasdinmuanenssumsonnauazely
Franavedyaedeszany

oo.m NIENUTYMIANNNTBIHARSUYENT D19dmareUsEAVBNALAYAL AR uAE B
filsiFusmietisnbanu Adverse Drug Reaction (ADR) BE193US

bo.< NIfAMENTIIMdYNTIULasnTUIRRAE eenantyBen Issweninave  enidnnis
Foeluadednly

s

A v ) o & o - a
bo.& NIUNMUILTIYNT ABINTUFYYINTINTETINTEAULN LURgUAIWdl o lusrenseiia
\Aeiu
o v i L2 | o Y] 4’ ! < s I} |
wo.o nsaiffYe Liawnsadadeenlinuludston laelildinnanidouavdimansenusons
uinsglagraslsaneiuiaaiun
vo. flauesiaEvie)dusenivaasaliidulunusimnansiivssnialaensensns - a1s1saige
WINTIATBlEUDTIA(ERIE) T3R80

o a a

wlo. flauenmBusanlivihernissasniadiea il MEVRIMNANTEENAUFY R U R
viofueedudenou
lon, vm'ua'iwﬂ'mjﬂﬁaauﬁﬂ%lﬂ%uﬁﬂ’rszuwﬁmﬁmfﬁaﬂﬁﬁmsi’ﬁqm‘%‘anﬁuﬁu‘[maﬁwﬁ‘ﬂmu
AMENIINNITOMISHAZET W30 lusvesnan o U Aouiudsemauszninsian
be. #I8819E1
iuesIAdisdiiiegeegen o mirousstug SadufunuianisisaziBenls

a o L2 o e n.') £ v
AsUfUmAn mualui e uauTRv Uiy

ﬂmxn'ﬁumiﬁﬂwumamﬁnwmsmmwmm Losartan &o mg tablet

NIva o<~uz f{V{ k
ﬁ\'l;lj R UsEE1UNTIUNTG ﬁﬂ:’jﬂvﬂiinﬂ'ﬁ ﬁwl'ii] ................. @ .................... AISUNIT

UW.ANT8 Sunsena uw.mana duwaed UNEDINTN AIBATAY
WBWANETUIRYNTT UULWNET I NS WNAUNTEIUIYNTS




naninuein1TUszIliua1UsEaNSn1nAas181 ( Price Performance )

vaninasilumsinsangsugnisiauesian Ineldndninausinisussifiudnysyavnmsiosan dai
- iauesin dpuamifasutugndesmulsemalsynmasauasionasyszningian

wandasiiiauesan dfermungniesnsudumurndnumsaneivssmealsenan

Pl
- Amuaulsuan dwiulddunaetlunisyssduaiusyansnwsesian Usenaunie o fauls
FeiminAzuuueail
ALUsVANUWaTU MU NAZLUY —‘
AUsuan UTULNALWUY
o
®@. INAMMdUD Mo
o. A mkazAuaNTRnduUsElevdsonesiunig wlo
SANINUA ®00

7] o o . <
AMUTUANT o : T1ANLEUD (Price) (AZUUULAY ooo AYLLUY)

spuuindedadnimnsghedidnmsedndayduiunsussnanansuunlionluaues o

s o o = =
ALLUTNANN 1o : :.I'mijlmladﬁuﬁ'm‘iavsﬂ'l‘i (ﬁSBL‘UULﬁﬁJ ®o0 ASLLUU)

wa o & Laml -y
<. AuFuURTLEDUTEleniransUfTRMy

AuUs509 uminazuuy
o. mmsgﬁufsmuuﬁml ®0
L. WATFIUNER U &o
. WINTFIUBIUFTRMS Bo
f mo

ARIZNITUNTIHMUARMANBYIANIZYD981 Losartan do mg tablet

€

s el
-
ﬁm.............................UTEﬁ’]Uﬂ‘ﬁUﬂ'ﬁ ﬁ@ﬂﬂ ...................................... AITUNTG NYo........... N ................. AITUNG

UNATDINTO! AILATAY
indunsdaungns

unAnTIA Sunsena unana duwiel
wakwngdungnis BT IERTEE



Yy

o o W o = ) - W o (7 o &
TYASLDUARNINANT lo U & ALUTIDS smamﬂm%mﬂwﬂmuuqmmwmu

B.0 MIWUTIDM o : ¥10551ul599U (AXULULAYL 0o AZLLL)
Moty SUU
b.0.0 WIATFIUMIHERYBINANAUsIF1593U (Finished product) &
b.o.b WINIFIWNMTHANUDIINGAY (Substance or Active &
pharmaceutical ingredient )

ar = a ¢ I
oo AU 1o : N']El;g IUNANNUN (ALLUULAN o AZLLUY)

Wadatay ALY

N. NSSUTDIANNIWKNERS U

v. Yoyaauayufnuidendniog (o, b v3a m) Mo

o. NINARTUIIEIFULUL (originator)
o a oW ¢ - =P ) | a Y oA o )
o, nsmwamnm«nmmﬂummuLanmismaamwam‘[ﬂacgmammmnu
AUEIRULUY

s

an. NN LW WULUY (87879700) (ASLUY N+U+A UML)

w

-

. 5]"5*1amum‘sﬁnmmqﬂaun'ﬁmuanEqﬂssﬁw%mwmaamﬁ’u
8 = =i - e 4 - - _-y ¥
YINULUY MIDT8UNTANIMSAETNTAILARIDIUSEAVE N mueseiTlely
w aa ) al
MIINY AR LUNTANTNNITUINE T T i

v. dimMsfinuTrauya (Bioequivalence)

A. MIANIANWINTABLlUN IS S TUE S UL LY

a = a wa
.o AIUITON e : WATZIUBIURURNS (AzUUUIAYN o AzUUL)

Walatoy AZUUU

AR RV ERTVEREE ®0

Y. IIEANTNAFDUNAR S uTTE0

®O

=
D an= Aa\vb, N'A
3 e LR UsEswunTsunis  aate.. V ........................... ATIUNIS B EW

ARNITUMIATUNANANUNZIANIZYRI8Y Losartan o mg tablet

......................... ATIUATS
wNaeINTN MiuaTHy
UIBLWVEG YIRS LRI

un.dnTa dunsena unana dundl
WIBUANEEUynIS




wa o

o.€ fUTT0 « : A wavssleidonisuaca (AELULLAY mo AZLUY)
Wiataton AZWUY
n. TeyanisAinwAuAsi (stability data) od

Long term stability, Accelerated stability waz Ongoing stability
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f. Package and label
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18.3 n@xe Other nasal preparations
1 Dexpanthenol nasal spray 10 mg/1 ml (20 ml) 119R 55.64
2 Dexpanthenol nasal spray 50 mg/1 ml (20 ml) 1129m 132.68
3 Dexpanthenol+ Sodium chloride nasal spray (10 mg + 9 mg)/1 ml (30 ml) 1190 55.64

19. mjum Angiotensin Receptor Blocker (ARB)

19.1 ngxeN Angiotensin Receptor Blocker (ARB) gmi‘mlﬁm
1 Aliskiren tab 150 mg 1 Wm 24,62
2 Aliskiren tab 300 mg 1 lm 29.29
3 Azilsartan tab 40 mg 1 e 17.50
4 Azilsartan tab 80 mg 1 1dm 27.50
5 Candesartan cilexetil tab 8 mg 1 1Wm 8.40
6 Candesartan cilexetil tab 16 mg 1wl 13.80
7 Fimasartan potassium tab 60 mg 1 1l 15.63
8 Fimasartan potassium tab 120 mg 1 1R 31.26
9 Irbesartan tab 150 mg 11Hm 6.96
10 Irbesartan tab 300 mg 1 1m 7.89
11 Losartan potassium tab 50 mg 1 WA 1.10
12 Losartan potassium tab 100 mg 1 1m 2.20
13 Olmesartan medoxamil tab 20 mg 1Hm 9.00
14 Olmesartan medoxomil tab 40 mg 1 10lm 14.27
15 Telmisartan tab 40 mg 1100 13.28
16 Telmisartan tab 80 mg 1 Wl 2017
17 Valsartan tab 80 mg 1 1ln 4.60
18 Valsartan tab 160 mg 1l 6.50
19 Valsartan tab 320 mg 1 1l 13.00

19.2 ngue Angiotensin Receptor Blocker (ARB) gmseuan
1 Azilsartan + Chlortalidone tab 40 mg+12.5 mg 1 15, 18.00
2 Azilsartan + Chiorialidone tab 40 mg+25 mg 1 1m 18.00
3 Candesartan + Amlodipine tab 8 mg+5 mg 1 1lm 9.41
4 Candesartan + Hydrochlorothiazide tab 8 mg+12.5 mg 1 1m 8.58
5 Candesartan + Hydrochlorothiazide tab 16 mg+12.5 mg 1 ulm 13.98
6 lIrbesartan + Hydrochlorothiazide tab 150 mg+12.5 mg 1 ulm 7.14
7 Irbesartan + Hydrochlorothiazide tab 300 mg+12.5 mg 1 ulm 8.07
8 Irbesartan + Hydrochlorothiazide tab 300 mg+25 mg 1 uim 8.07
9 Losartan + Amlodipine tab 50 mg+5 mg 1 uim 201
10 Losartan + Amlodipine tab 100 mg+5 mg 11l; 3.21
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