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1. #oen  Elobixibat 5 mg film-coated tablet

Y8961
Coated tablet

2. qruaudAvaly
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2.2 dwdssneu T 1 disussnaudeshen Elobixibat 5 me
2.3 awurusiy  usTRluueleadin
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3. anuanlRvIawAiinvas Finished product

ransasadnsesinmunmduluna finished product specification Zsldannsidousadninay

AUENITUATTBTRIIUOEET NTENTIET1IUETY
40 Test items Specifications
1§ Identification - Complied with finished product specification
2 | Assay - 950-105.0% of the labeled amount of Elobixibat
anhydrous
Uniformity of dosage units - Complied with finished preduct specification
Dissolution test - Not less than 75% of the labeled amount of
Elobixibat is dissolved in 30 minutes
5 | Related substances - Complied with finished product specification
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4.2.2 nadleniudiinddsena grandadlionarsusaansgunisndnenamaninusiuas
FBnrsfidluntsndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
Wiy PIC/S participating authorities atduagaeussuniesiaasulasinantsiuses
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Certificate of pharmaceutical product
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43.1 san1InsadiaTeiaunmaiodusietdniagunewinin (Certification of analysis of
finished product) ‘Lum‘éuﬁﬁalﬂuﬁ’m&m
432 wanrinsradiaieiqunininafuvassiieidifey (Certification of analysis of drug
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4.3.4 WamiAnw long term stability
- lunsdunadeugnmnan 2 ¥ ssdasdiduunuanmamsdinu Long
Term Stability naantasegeseitunsieuly
- lunsdunsbougmntaunit 2 ¥ asfesfdunuanisinwmanunsiiues
prauidulumseueinuang
4.4. ¢egeEn
4.1 fauenan dowdaieduemnediiios 1 miheussying fafufunuuansneazdeonls
asutumaminusluidonuaudiniluday |
45 mylsziusuamedidaey
451 sriidweudediogldliliieendn 17 6 wou dunniudweu
152 vwpeieiidwey wdesdsdunnmdeluiusemansnnsinnzisuiduey
ANIZNITUNTIAMUARMAN BUSIaNSLA TIUALIEYATDIEN
(o
o 310112 TN ( u_mﬁ,umuﬁ— m']ﬁawﬁ') ........ U?ﬁﬁ'mﬂi'ﬂ&
ﬂﬁ%ﬂ ............ (‘-—j!;/"} ................................ AFTUANT ﬁ\l%‘ﬁ ...................................... e rtbrenrersaaianeeeeaaan HEFFUARN]
( SR T4
ﬁ\%%i} ......... {._.(. ......... QA)" .......................... A7 LIREE! b
UIWFTIBYEARNINT
RGN mw’;‘nfmﬁ’u”‘) .................... nssEN (EPHORY
pEun vaAud
ﬁ\i%ﬁ ......................... &_L// ........... HFFEUINE AFIURIT
(rwofgyianipylizys)
AT s s AITUNE ATINATS

AuwvamiBnm e wardusnalng)

AITUMSUASHYILIAYIYNS

nsIuMIwaLd LAY GO 13| .. SO nysHNTsUAEHT AU
(1l fuad ) (weamiedm wiieinna)




4

453 nydliilsaneruiauasiadviinisguiitedneiidweuifiedenmoiassiguain
Tsswegnunaussisdazyimilidesesveiatien Ineglauean () sxdasdsentiindn
suduuiilsmeuiauasiisddinmiinsesinasdudiviaveualidslunsmne
Anrwiauam niditnuiebidulunsendnvusions Tsmenauasisduoany
avslifuRnsannisauenmedfinanvesiiduenan @) waz/miedndluafiiely

454 faussin ({uw) szdecfundsueilesilndvunany viadeiiannidevanindae
Usgnilag Aeudmun Taetifieuly

4.6. LoNENIAU 9

4.7 giuesan (due) Buseulenidndya neunsuivun il
471 nsdimamsduanviamsiond  TasnnivemansniswmviorecufiRnild
1IR3 1ISO/IEC 17025 nansasavimseilihiuluammnsgudodmualudsenne
UigmaTAn
472 nadsdnfaseninignEeniviunniismawlnedninnuauensunisems
Wazen luﬁamawaaé’mumj%%a%mﬂ _
273 nsdwutlymauameindniosioifiowdmadoUssaniuatasamiasniose
fanliue
4.8 Tsmpruiaunsfsdveanuinslifuinsumindusionfifussiagnidonivau Insdinau
AngnsIIRTsEISLazelusrazaat 1 1 deufudszmalssmesimidnnsaing

ﬂm%ﬂi’iuﬂ’liﬁ’mumﬂmé’ﬂwm%LQ?‘J'%%LLQS?’]EJﬂ%LSEIﬂ‘UBQEI'I

A330M3
L T S SRS ATTNATT
(U'lil'ﬁiﬁﬁ(tly'i:f;mni) _ (maawé’%ﬁ;ﬁama)
o
Y8 eeeeeeere et eer et es ATTURTS e vsreverevrarvereesrersere Fnrnan e s n954A15
(unawioysun wadu) . (wrganiing fu 4"3@ :
L. /p ............................ AFTUNYT DT e e e ATTUATT

T q'ag‘m’) vieTaun)

(unaafiny i ﬂuJ'i“EJ'S)

BB T ATIHNI A0, T nITUATT
(mwyﬁé warduanaln) (mudmmu ARA VAT
B0 . Seer e NITUMTERAVIYNT B850 T L SRR nTsHNTSLRs{BATIYNS
(mam’ma’umrgﬂu mnau, (uwafnmﬂ'm Funsdung )
4 X ' v, o4 K v .
R TR gl el ATTUNTALHTIEVINNT  B9T0. i, Vot NTTUNTIALETILAT AT

(wnsdumnil a3 ) (usamitiodn advwinna)




1, Haen Esomeprazole 20 mg tablet
2. anantinaly
2.1 gduuv Juondinedaiudszmulugiliunndalunsswizanms :
22 dwssasu  Tu 1 WindsenouMedien Esomeprazole magnesium trinydrate ﬁans:ﬂa _
fiu Esomeprazole 20 mg
2.3 AUUBUIY Ussaﬂmmwmﬁuw Jeafiunamuasainuiy
2.4 aan - ‘Ju‘U‘UE]EJ’l druusznauiigdfg) ANUNE Fufiedo 'Juﬁuma waeiign
UStngan uaztammzdewhuebidasuuuussqiue
- wusTenetlieedeirsyiesmietensdn diulssnauuas
PMPLTIIE iinan Tufueny Leddaiay
3. ﬂmauuwwmﬂua%a Finished product
wam’a‘mmmLﬂiwummﬂw@mu‘lﬂmm finished product specification Geldamnzidoude
a‘“’ﬁﬁnmuﬂmuﬂsiuﬂ’\'ﬁa'&‘w'rmasm NIENTIETSUEY

98 Test items Specifications

1| ldentification - Complied with finished product specification

2 | Assay _ - 93.0-105.0% of the labeled amount of Esomeprazole
3 | Uniformity of dosage units - Complied with finished product specification
4 | Dissolution Test - Complied with finished product specification

5 | Related substances - Complied with finished product specification
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4.22 nidaninnndrsdszing fudndediendisiuseannsgunsninginiu
nanINaALasIBATAATUNITHAR BT PIC/S (Pharmaceutical Inspection Co-
operation Scheme) laemiaaa1u PIC/S participating authorities atuaiganil
seunisnsndeulnefinansfurediviulsemeadszmasiadidnniedind wiseny
REBATI LAIUGNTA! WIaillenans Certificate of pharmaceutical product

4.3. Laﬂaﬁﬂmmwmmmﬁmuaswm |

4.3.1 wansasaviemsigumedniusienduiageednga (Certification of analysis
of finished product) lusnfuidafiumatis

432 uansnTadeieinunwingRuvesiandfey (Certification of analysis of drug
substance) Allumstanensuildatiuieinaisesnaneasindningiu

4.3.3 Lenansvsendngrubuduanuduiusisninsiunisdnvesingfvvesiiendidy
(drug substance) 48 4.3.2 fugunsrdsvewmdniusiendniagy (finished product)
i0 4.3.1

4.3.4 Hansfne long term stability

- lunsdRunedeuenumnanda 2 T evdeadidnuanwmanisine Long
Term Stability aaont e gueteitiunzdoul]
~ lunsdifunsndeusnantesndt 2 ¥ asfesdiduuranisinuiruniaves
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