qmé’nwmzquwaam EZETIMIBE 10 MG. TABLET

1.%‘68'1 EZETIMIBE 10 MG. TABLET
2. Aty
2.1 3Uuuy Jugdaadouilan
22 dwidszneu  Tu 1 dla Uszneusmedien EZETIMIBE 10 MG.
2.3 muupussy  ussyluukedeain Jestuemnuty
2.4 281N - syyTenn dhuusznaufenddyuazenuuse Tundn 'E’u??umq BT
waztavnziouiive Logrednauuuussqie
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3.AaUUANIImMATLA

Han13nsI9 AR mdulUnw finished product specification wag drug substance
Specification  Aig19BsanAdwITUREITY Fslsanefoudedinnunmenssunsevsuazen
NIENINAT1TUGY mummmiuﬁlmmqawaaLﬂuawwmaummiaivmﬂ’nmmmul,ﬂasumiuim
M¥unite AINUITNIANTENTIAGITUAT 15 LSENT‘"UG]’]T]EJ’] WAl 2561 asiufl 6 SurAu W, 2561 (ag
Uizmﬂiuiwnamwunmauw 12 QuAUS 2562)
Finished product specification: EZETIMIBE 10 MG. TABLET

3.1 Identification test AT
3.2 USunausniendnAgy 93.0 - 107.0% L.A. of EZETIMIBE
3.3 Uniformity of dosage unit AT
3.4 Dissolution time Liitfoundn 80% LA. nmeluiian 30 undl
3.5 Impurities
3.5.1 Ezetimibe tetrahydropyran analog 14ilAu 0.2 %
3.5.2 Ezetimibe ketone TaiiAu 0.2 %
3.5.3 Any unspecified impurity laiifiu 0.2 %
3.5.4 Total Impurities 1aiiAu 0.5 %
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1.1 wnasnsliiueygnetunsdoushsusuitesmireluvsunalng  uasduns (declare)

REGNAGT)

4.1.1 TudAynistunsdousnuen 1oun ve. 2n8.3 V.4 739 8.2 uduAnsel

4.1.2 ludeTunsifou ne.1 ma 8.1 vadeTiauasa wisnwaziBeaiidanisniunm
AN MYDINARS ARt Uy (finished product specification) wazdanivue
AMATNVBIINYAU (drug substance specification) ﬂiamaas.,mwmsmaauwaa
Lmlmwmmm £ABIUUULBNAITNITVOUALY (8.5) UINFu finished product
specification kag/n38drug substance specificationlaguauilansuiuyusenie
Usgmasmdiannsednd wagliifiu 2 ¥ s Sulsznadszmesadidnnseing

4.2 LONEITUTBWINTFIUNIHANYD

4.2.1 n3dlemdnlulssmalng duandecdiienaissusesnnsgiunisudaemundninasiuas
FBMsARluNIINERELN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
N8I PIC/S participating authorities ¥38illeNa133UToWINIFIUNTHAN 1AL
NANNAIILALIE N TR TUNISNEREITBIE TN UAMIENTINNNTOMITUAZEN N5ENTIS
51504 FarimunulnefimisaenadoasindieuiundninasivasTimsiinlums
wWAnen PIC/S Tunuane fiiauevie atuargamuseumInvaeulaeiinanisusesds
TulszmaUszmasiadiannseting
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4.2.2 ﬂ’imEﬂu’WL‘U’l%’mG\N‘UiuL‘V\ﬂ Nwammaamanmﬁusaﬂmmsmumsw%m&nmwé’ﬂmmm‘
LLaU’Jﬁmiwmumswamm PIC/S (Pharmaceutical Inspection Co-operation Scheme)

Tneniie9u PIC/S participating authorities awa'\ammma‘umamwaaﬂmEmwa

ﬂ"li'iUi@Qﬂ\‘l'Ju‘tJiSﬂ’lﬂ‘Ui ﬂ?ﬂiﬂﬂ’]ﬁ)LﬂﬂWﬁ’é)Uﬂa mamamaamw LLa'JLLG]ﬂiﬁLl

4.3 L@ﬂa'ﬁﬂﬂ.Jﬂ”lW‘U’eJ\“lEﬂV\Lauai’] A1

4.3.1 wamimfsmLﬂi%wﬂmmwwamﬂm%mmLiﬁ]w‘uaawmam (certificate of analysis of

finished product) ) lugrguiidadusinedn

4.3.2 HANISNTIVILATY Mﬂmmmmmwaammmﬂm (certificate of analysis of drug

substance) ﬁ‘l%‘lumﬁwammiuwaamumamamm ’ENNNGGI EJ’]LLﬁuNNaG]’W\ﬂ(ﬂ'U

4.3.3 Lanmsm'emaﬂmuauaum'mauwuﬁimmaiumsmamsuammmwaqmma'mm (drug
substance) 99 4.3.2 mJiumimam‘uaamammsmmamaiﬂ (finished product) U9

431

4.3.4 nan15An®" long term stability maaﬂﬁd’mmqmmmﬁ%uwmﬁaul*ﬁﬁ’uﬁwﬁnmu

AUENTIUNITDIWTLLASYN AFENTWAIGIIUEY

435 nyadue1ngu vaccines, blood products Foaflionansiusesjunisndn (ot

release) INNTUINYIMANTNITWHNNG NTLNTIATITUGY

4.4 F9gn9eN
a.4.1 mauaﬁﬂm Foedeiiag1eeno8nate....10... m'wmsaﬁmsﬁ Faudusuny
u,ami'mavLasJm”l,mﬂiumumwammwum’lummaﬂmammmlﬂmamu
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4.5.5 nsdifugiseafiusnuiiigungd 2 - 8 esrmisaidea dosdionansuaniuayfusesing
szuunisifivuazdadsgndu cold chain system AlduInsgiuaumdninae Good
Storage Practice (GSP) wag Good Distribution Practice (GDP)

4.6 ONATOU

4.6.1 nadlenfauelaldendunuu (original drugs) dasfiienansnanisiinen bioequivalence
yesenfiauenanSsudisuiueduuuy Tngdsnsanudeadulumundninasivas
wUfuRlumsfnudiauyavessrandyvesdinnuany nssunsemsuazen
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AzANELAL/138189974 Tufviazaesneg AsTuiuLazasnnaedfulonaIsniinuel

' [J

4.7 fiauena ({u1e) Bussulvisnidndyqineunsuimun Al

A
¥

a ] a (3 = a s € & 14 a va ay v
-4.7.1 NIUNANITFUATIVILATIENEIU IﬂEJﬂSlI’]‘WEJ’Tﬂ'W?IG]iﬂWiLLW‘VIEJW?EJVENU{]‘UG\WWWVL@

WM ISO/IEC 17025 nan1sns193msieliilulumuuiasgrudedmualulsznie
Usznineimn

4.7.2 nsfindndueienvilaidgniSeniiuAvaniieanaialaedinauanuenIsuNse ey
Tutisnanvesdygraztoazy

Y
= 1

4.7.3 nssinulgyyAuamanadndueientnentdmadeusyansuanazanulasndesegUae

Aldzue
4.8 viiauadusiitunsdeutyfuinnsslne Advlivunetgauisiuussnasznin
ABdnvseiing
ﬂmsﬂsiun@w@mé’ﬂwmmaww
RS K U3e51UnIINNg
(qun‘vé}%maéma)
................... S NSUNS
(Wge TN {:@’J’m)
................. e NITUANT

(WaSygsnu dengnvunainis)



