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0. Houn Atorvastatin calcium «o mg film-coated tablets (GPU : belmetiom)
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m.e. Finished product specification: Atorvastatin calcium o mg tablet (USP o)

D) Test Specifications

@ | Identification Complied with finished product specification

o | Assay ca.d - @od.o% of labeled amount of Atorvastatin
o | Uniformity of dosage unit Complied with finished product specification

&« | Dissolution time (test @) Not less than @o% (Q) of the labeled amount of

Atorvastatin is dissolved in @& minutes

& | Organic impurities

- Atorvastatin pyrrolidone analog Not more than o.¢%
- Atorvastatin related compound H Not more than e.0%
" |
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- Atorvastatin epoxy pyrrolooxazin o-hydroxy
analog Not more than o.¢%

- Atorvastatin epoxy pyrrolooxazin e-hydroxy
analog, if present Not more than o.¢%

- Atorvastatin epoxy THF analog

- Atorvastatin related compound D Not more than o.bd%

Not more than o.;é&% or o&o% if Atorvastatin epoxy

- Any other unspecified degradation product THF analog is integrated together

- Total degradation products Not more than o.0%

Not more than &.0%

a.lo. Drug substance specification: Atorvastatin calcium (USP «a)

LD Test Specifications

® | ldentification Complied with finished product
specification

o | Assay «@.o - @ok.o% of labeled amount of

Atorvastatin calcium (calculated on the
anhydrous and solvent free basis)

en | Organic impurities

- Atorvastatin related compound A (Desfluoro impurity) Not more than o.n%

- Atorvastatin related compound B (S, &R isomer) Not more than o..%

- Atorvastatin related compound C (Difluoro impurity) Not more than o.m%

- Atorvastatin related compound D (Epoxide impurity) Not more than o.k%

- Any other individual impurity Not more than o.e%

- Total impurities Not more than &.e%
& | Enantiomeric purity Not more than o.m% of Atorvastatin

related compound E (aS, &S enantiomer)

& | Water (Trihydrate form) nd - &.&%
VUG

- ¥29@ Dissolution wag uniformity of dosage unit THLUUIBNATULANITIBALIBUANANITNTITIATIEN
winilldudssranBeafluiiarliluly Certificate of analysis (COA)
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- Drug substance specification #3159 nlUTATIwYeHER drug substance 3aluliasizyt drug
substance voukandSazy atulaatunii Fadimsnslnssirsunniidedidmun

- flauenmdediuduunnmeeienasindusiiFuildg1ads (Drug monograph) afiszylu Finished
product specification wag Drug substance specification

| » e
TR, | N Tne—— W NSTUNNT OO oo, NSTUNS

(ueamEin awgn) (uadidiann uames) (UWamTIngs nanimd)

WHUAVET YT Wnd¥NIgINIYNT Wndwnstugyng




«. doulvdu q
Arauesmdesiudiunnmeieienas W‘iaummau%aﬁmaqLanmi‘lﬂﬂwmmﬂ Muandeadil
.o Laﬂaﬁm'ﬂﬂwaumwwumLuuumsummaii'mmﬂ'lmJi.,mﬁlwa wazdUes (declare) unas
Gl
€.0.6. 'luﬁ']ﬁ'tynﬁ%uwvnﬁuuﬁﬁ’um (V&0 V.o Nt ¥39 8.0 WaWANTHI)
colo. ludwatunaiou ne.e ‘WEE] b.0 V098 TauDTIAN wisuswaiduaviadanisaiuay
ﬂmmw‘umnamnmwmumummﬂu (finished product specification) waztaiMvue
AN VB INAAU (drug substance specification) n'mmaa'svmwmﬁwauuuﬂmmﬂﬂ
udnagdosuuienatsnisveudly (8.¢) ymieu finished product specification
Waw/¥38 drug substance specification lagvaufluiauiulssmeaausiavioUsenin
srBianvsetind uazliiu b U a Julsenmimaeusinvseusznansimdiannsetind
<o dunnmieenasmsidsunmstulyiuianssing
<o BNATTUTBIINTFIUNIINANYN
ca.e. nidemdnlulszvalve fuandodiionaisuseunnsgrunmsndnenanundninusivay
FnsARluNIHARYT PIC/S (Pharmaceutical Inspection Co-operation Scheme) lag
W81 PIC/S participating authorities %38 filona155useansgIuNsHaneIn
waNINMUNUAEISAALUN1THARE1Y0IFITNITUAMILATIUAITEIMITHAZEN NTENTAY
a5130igy Seimuntulnedimusenndsuasinfisufundninasiua3gnisiialunis
wane PIC/S Tumnaeniiiauens atudgamusounsnsasasy Tasiinansiusesds
TulsemAaausInIMIBYsTMasIABLIannseing
<alo. NsileNIINANUTENA GREAf0EoNaIITUToMINTEIUNTHAREIMUNENINMS
warisnsfinlunisudnen PIC/S Tneviaeu PIC/S participating authorities atuaan
MINTBUNIIATIVABY Lasdinan1sTusesfisiulsemaaausiamIsuseningnnn
Bidnvselind videengnaentn udusinsd
€. BNasALMNIBITTEUETIM (diunnwene)
€0 NNMINTIVAATIRIRUNIWHARTUEEUTIgUvENER (certificate of analysis of
finished product) Tusnjuitdaduseeng
€.clo. KANIATIVUATIXRRUNIWINGAULDIRINE AT (certificate of analysis of drug
substance) fil#lumsnanenuiidadusegnaivesiuan uastnaningiu

- ) - e
YD e UTEBUATIUATT B9TD oo 7/ ............. NTTUMT AW e, NTIRANT
(Wanshun aegn) (nailnen uames) (U9aTINTIL NENTIL)

WHUNNETILIEYNTT WnduNTTIWIYNTT WndNITTIUYNT



~ @ ~

<.am. lenasvsendnguiudunnuduiussenisunisndsvesingfvvesiaeddy (drug
substance) Yo «.<lo AUFUNMIHARTBIHGRAUTEENTIU (finished  product) T
&.E.®
<& Han1sfine long term  stability maaﬂ'ﬂuaa’aqﬂmmﬁﬁumLﬁ&u‘li'ﬁ’uﬁﬂﬁ’mw
ABENTINNITOMITUAZET NTENTHAIDISUAY
.. ML
<. Jlausinl dosdiiiegsensgrlon m niiwussedas FudufunuianiseasBonls
Asuiu aundmualuwihfenuautAmluinadunsussfunmuameniidwey (wanenans
N33uUsEAU)
&b, MUsziunmuAmeiday
<50, Tudueyvewfiduey
«o.0.0. lunsdiindalulszmealne ogueseiidweudeslitosnit o 3 o Weu T
PnTuidaoy
«o.0l. lunsdifindnaniasuna ogvesiidweudeclivesnin o U tuaniud
daau
«olo. BWnNATidweuIiBEdInmieluTuTmanITAT s uTidwoy
& o.m. n‘m"iﬁwmaiﬂ'uﬂﬂ‘sﬁ'msejuﬁaaahaﬁaiamuz.ﬁaeim‘n%’al.ﬂs':=15F3mmw MWINVNTIY
vimilsdefosvadietne lasfiauesian (uie) sxdosdesniudnauduauiiniae
MUMIdnTRinTe uendufiuisveualdseiifedesdunsamaieneigunn
nsdiimuinelidulununndneuzans misesensveanudnsifufiansanms
iesIMeIRInaNveiaueTIM (une) way/viednanlunsiely
wo. fauesa §ue) asdesiudsundleslndninery wiadleianisdenan e
Usemisla q feurdwun Teelifideuly
<o, fauesnm (ue) Buseniisrlimhesansdesvindetudnevdomaniseyniudeyo,
fuguneduvdoduiesedudsnoy
<a. fauesm Eue) Susenlien@ndygyneuasuimun di
<.c.e. NMhETINMIRoInRLAYYINMTIATeTINsER U IvTR WmRuTAtEUINAuAIN
wansznTnassngy lusenisemiiafieaiy
¢.clo. N3diHANIEUATIIIATINNE Inensuinermaninisunnd wievosufiansils
1N ISO/IEC el wan1sawseilidulumusnasgiudeduslulsenmegou
MAMIeUTENMIATIABIENNIeTing

b G

{ : - -
G ﬂl/ USEEIUNTIUNTT BD eoevrecteeennnrcnrcenries NTTUMT B e, NTTUATT
(UNa/FU aegn) (Waiinmn waanes) (WN9aMITING SR nanond)

WBUNNETIUIEYNIS WndNITNYNS WnNd¥NITIUIYNIS



~ @~

&.c.a. nstﬁwﬁmﬁmﬁﬂwﬁﬂﬁqnﬁumﬁvﬁumnﬁmmmm‘lmﬂe‘i’»ﬁmﬂuﬂmznimmsmmmasm
Tutnavesdygaviorsne
c.d. nsdimulgmeamunmainudadusisriiiercdwadeysransataranuasnsode
AUeiles U
&, mi:nﬂ'i'mn'mjaa-nuaw'é'l:j%’uﬁmmwﬁmﬁ’mﬁmﬁﬁussi‘ﬁgm?umﬁuﬁu’[ﬂaﬁqﬁ'nqw
AENTIUNTEMSWAzeNluTTBENM © U NowiulsemeaeunmusenIansmsidnnsetind
<oo.nsdlindumFuiildgdslunseanyifouredinauamenssunisemsuazen nssnsag
aro13ge Iminhillsmewnadmun wasdulumudszmansgmsasisagy Gos 8Y
W38 NWAbdoe UaY WA bebl velibudiuenasndusiiuilétunsdoundae win
7.:4'ﬁwﬂwiﬁﬁmﬁquzuamﬁmuﬁﬁwumﬁwﬁgu

W b O

E -
A0 o USEEMUNTTUMT A0 oo NTTUMT AIVD oo NITUNTT
(wnanifun awegn) (UniiAnT wamea) (WaMTINs TRl nanmd)

WBUWNETIUIYNIS Wndunsgngnng WNFYNTYINYNTS



ANTNUANIUTUIUU ST IR UTAasTULATIIAINET (59A8195 )
s o = X '
Tunsindeindreiialveruneade

o W =
. TIAINSINATUIN B TUN \0o) UNTAY odob 5787 ®obg,000.00 U

as

Tnefisasenuie feil
m.e atorvastatin o mg film-coated tablet 91U 6,000,000 Wi 5911 INaY 6.mc UM

YA ©,55%,000.- UM

] ar J ar o
_ uvdsiiunvessianans . IIAIARanaanluszezna iy o Tsuuszann

lﬂ' L 3 Lo 4“ o
. TR MIEIUATIAING N
o, WNENMDTHIN awan wewwnddgms
. UNUUAAT LaINDY WdUNITILIEUNS
o HNANITINGS viansey NEYNITIUIUNIS
8379 W/ .................................... Us¥s1UNTIUNTT
(W9EBRIN anegn)
WLUNNgTIgYns
” @
= -—
asde L AFIUNTT L e e L ..................... N33UN13
(WULRAN uamed) (WNEMTINTS NanInw)

WnFUNITIUYNIS wndansdungynis




