518aUARMANYULIANIE
g1 Pravastatin sodium «o mg tablet

®. A7IUARBINS 81 Pravastatin sodium @o mg tablet 31U mb,000 iR

lo. ARUETANIIY

b.o UL : e diaipdeudldy (film coated tablet) vlinsuusynnu

blo @UUTENBY : @ Wi UsynoufIefien Pravastatin sodium o mg

o.n M1UzUTSY Wausqlunimuzdaudy (tight containers) Yoafutaazmiuty vu
AUUEUTIYDIsEyTae iy aruss avfinds Fuvunengenliegadniau

b.@ 2010 : S¥YTesThlU dhutsznausneddyuazennuuse deuddvosen Aufounslden 38
s Laaiindn lenzlowindu Sundauas Tuninengenlfegredniou
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substance specification 7ig19dsanndusniuatiudeatunuiildaameifeudodninauanenssunsg
2IMNTUALYN NIENTIENTITUG wilfeudundusfuiiiieurivielminiunasgunduiuladisy
Wi FNUTENANTENTNAISNTAIEY 130358181 WA lodoe asTUll b FunAY N.AloEbe LALHDY
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Drug substance specification (Reference USP «a)

a.e Definition White to yellowish white, hygroscopic powder.
Freely soluble in water and in methanol; soluble in
dehydrated alcohol; practically insoluble in
acetonitrile and in chloroform.

oo Identification test - m’sﬁwhumuﬁwﬂu drug substance specification
(IR)

- psrasumuissyluvhdensvnasusodium (Test A)
- retention time U84 major peak donAanINuang
1 R5§ Y

an.en USHusinendnfgy (Assay) ®o.& — ®ol.0% VB4 Pravastatin sodium
(Cy3H35NaO7) (anhydrous, solvent-free basis)

on.& Impurities

o.&.® Organic impurities The reporting level for impurities is o.0&%.

ﬂmxniiumiﬁmuﬂqmﬁnwmzLaww

& 1Y) o o v ¢ w a
Nﬂ.uw.ﬂ(’lﬂ{]’ ﬂ?mutﬁﬂi'ﬁﬂ AEY.AININU Quﬂi?gafj

Uses1unssunis AT3UNT ATIUNTTRALLAVIYNIT




M3 @ Organic impurities

Name Acceptance Criteria
NMT (%)

3"-Hydroxypravastatin 0.l
6’-Epi-pravastatin o.;m
Pravastatin related compound A olo
Pentanoyl impurity o.b
Pravastatin Lactone ol
Compactin ol
Any unspecified impurity ol
Total impurities 0.9

an.& Limit of Alcohot (§1d) iR on.0%

o.o Optical Rotation +o&o® to +eo il bo° (anhydrous, solvent-free

basis)
on.ev pH olo-w.0 luaTazans (e 1 bo)
oo Water determination Lailfiu &.0% (Method 1)

Finished Product specification

a.® Descriptions mswchumuﬁssqlu finished product specification
oo Identification test mwmumuﬁiz‘q‘lu finished product specification
(HPLC, LV)
an.en USHnaudaendndgy (Assay) ®0.0 — ©®®0.0%L.A.
o.« Disintegration Wulumudarinun (time limit specified & w1#)
en.& Dissolution Tiishndn @o% LA. avanelu mo undl
m.o Uniformity of dosage units m’)’«aci’mmmﬁisﬂu finished product specification
en.e9 Related compounds ATIRENUILANI o
AN o Organic impurities
Name Limit (%)

@. Oxidation impurity ®

2. 6'-Epipravastatin 0.6

o. Pravastatin lactone ©

& Any other individual impurity

&. Total impurities
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<. e1usTlunvuslaain - fuviedlmusiuraudauss

<o ilaueiivdnguldfunistunsidoun esminglulsemelveveansensiasisagu
sncfunsdifugrindnmunduiuiinszmsisensisuguiuses

c(.b.@Iuﬁﬁﬁ’mmiﬂfwmﬁauﬁﬁum VNEEa N8.e, nee lunsaidueindely

Uismd%ﬂimaiuiuﬁwa%umLﬁaumﬁaaﬁsmamﬁamﬁﬁamimuQuqmmwmawﬁmﬁ’m%muﬁgﬁu
neidaulilu finished product specification uaztanmuanMAWIRgAU (raw material specification)
yionsdifiegssminanandasuacuily fesuuuenansnsveudlusarseasdeansudly (8.¢) i
e
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< oo ludAymstunsidoumfuen wineds ne.e u3e no.m Tunsddusndrann

ARUTENANTOWUIUTTY

.o nstiomanlulspnalny Fesilnidoiuseunasgiuniasdanuvdninas wasisnsuani
7 (GMP) 999n38M529a515040 LazMannAAEn1snAnTIRlunswanvesavamglsy (GMP PIC/S) Tu
mnagiauee vie nideniiiainmadseme desdimiidesuses GMP PIC/S vedlssuguinen
nUsEnA nannI ontedosusesndnduaian Certificate of Pharmaceutical Products Ananlay
Useinagnanviseuseinagimming

&« fniadesusninsnsnainsziuedlssugkan (Certificate of Analysis of finish product)
pssfugnihiUsEnauNsRanTan

«.¢ Tmlidodusninisnsiaiiasisinazlunansuna swdnvesaisiadl i uderdfy
(Certification of analysis of drug substance) ﬁy’waw%ﬁwémﬁmm LazUISENARTng AU

<5 oiaueiduefivisndunanieiunmsmielaonse

.o reguiitiunuszneunisinnsenasiiuneusiussg sdrnfes o mieussystos

<. fmfedefudiuiuseamsuanivdountunsdinduunorglidusiifiengmsldaueniu e
Usgleyivasghe

<. Tununegresenfidaweudediitosndt o U fuaniuidwey

&.oo n3al bulverdunuy (Original) 9zdeelidayanisfnurdaanya (Bioequivalence)
Wisuisufuandunuy feaeandesnumdninasivaziuimel juilugiionsdnu@lsedvinauas
Trauyarewdnfnsie1nuInsguAMuAYeInenIuANe) d1NNUANENTIINSEIMIHAZEUsET
Usanlned oo vieiluiusovimandusiondu nanlneduanieriuniolueioroaiu gas3u
wagnsEUINASNEnIAg AU Pl

<.oo LANMANTULATINBLIRgAU WiouKaNsAIRART RN IRgRUTEFIEd oyl
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¥ a

Tlumsnaslusuiiauevie NveskaneuazEnEnTngAu
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.ol lnsEunsaueuinnin b U agdedidnunninaieranis@ny Long term stability
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<.om waAIONa1sTuguAINFUR LT SENT9TuNITRARVRITRgAuTRIAIEdATY (drug
substance) fusunsnanueawdningiendniagy (finished product)

«.oc Ttauddluenansmiveiisuwifivenduwuuyniings

<ot fiUsvaunsaimsldllsadouwnme (UHOSNET) uaeiiuseaninmmsinuiduiivensulsl
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