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FIUDLLDYAAMANBLIANIE
81 Nebivolol & mg tablet

®. AUABINTT 81 Nebivolol & mg tablet MU eo,000 LA
0. AusuANlY
b.o JULUU : sudeudnduusevu
blo @UUsEneU : o win Usenausiedien Nebivolol & mg
b N19ULYTTY ¢ Wineussgluntvuzlauiu (tight containers) UuATUEUTIIHBS
seyBeunly euuse laviingn Sununergeliogsdnay
0. 3870 : seyilahily dausenauieididyuasauuse devddvese Aueums
4en Bifusnw weftedn laumsidousiiu Yundauas fununengenlfegrednian
o. oaNUANIwnaila
Han1snsIdAIeiamn mdulinu Finished product specification wag Drug substance
specification figneeanundasisuatuioniu deldaamzifoudedinanunnenssunsemsuasen
nsemsnassag waslunduisuiiisumimielulinianasgundusinfulasiiunils aunsene
NSENTIEEITUAY 1399 TEYHITIE1 1A, bdbe AUl b FuAn wa. bebe Usznialusisian
YU olo NUAMUE WA, lo&blb) Wagi3as 55w (QTUT ) 1A, beslo asiuil m nngIAu wa.
b&ol (Usgmalusafianngiuny bo N3NYIAN W.A. bebl) kazfawunasiunIguynite
nsdifladusinglusiselag (non-official pharmacopoeia) Penmunnuautantanaiinge
Usznaushe universal tests uaw specific tests pudafmuanazannsgiumlirosnsiinsg i
l’ﬂum"’l’ﬁmﬁwﬁugﬂLLUUEJ’]‘L?u 9 (general requirement of dosage form) %58 The International

Conference on Harmanisation of Technical Requirements for Registration of Pharmaceutical for

Human Use (ICH)

Drug substance specification (Reference EP)

o.e Definition White to almost white crystalline powder.
oo Identification test ms’sﬁ)mumm‘ﬁlisﬂu drug substance specification
(IR)
on.en USuNausnendndiey (Assay) ®&.0 — ®@ob.0% (dried substance)
on.& Impurities
o.c.e Impurity D 1ilAU o.mo %
..o Impurity A LAY o.0& %
an.&.en Impurity B LU o.0¢ %
..« Unspecified impurities iy o.e0 %
on.@.& Total impurities TiiAu o.¢o %
en.& Loss on drying TaiAY 0.¢%
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en.o Sulfated ash iy 0.0 %

Finished product specification

]
=

o.e Descriptions miwmumumsu’tu finished product specification

m.lo [dentification test Miaﬁ]mumuﬁszﬂu finished product specification

an.en UTUNEURIENEATY (Assay) &®&.0 - @o&.0%L.A. of Nebivolol

en.& Dissolution uansNanIsaza1eueIiael Nebivolol bitsenin @o%
(Q) vosUsInaeiudanislunan eo Wit (eie% Tu
<& u7)

on.& Uniformity of dosage units mi’s’«amummﬁssﬂu finished product specification

o.o Total degradation product < ®.0%

o.ed Any individual degradation product < 0.0%
. Roulvduy 9
<o Uslumvurlaain  Fusieiinrusiunaudass
<o oniausiiminguldiunstunsdous esmingluussmdlneveansensansisage
snusunsaiiduenindamundusiiuiinssnssansisaguivses
0.6 1Uﬁ°ﬁﬁ'@ﬂﬁ‘%%&ﬁ%ﬁfﬁ%ﬁ W9 8.0, ne.lo Tunsaimdusfinanly
Uszinelnelaglulumvedunsfousndosineanideaiifensamunuamninvomdnfasinuiity
neideulilu finished product specification LLaz‘ﬁ'aﬁmummmW%qﬁU (raw material specification)
v3onsditegszminimadsundaudle desuuutonarsnisvondluazseasdonnisudly (8.¢) u
el
<lolo luddynstunsifoumuen nunes ne.e wie ne.ao lunsaiiduindian
ANUTENANT O UIUTTY
<o n3domdnlulsamelneg dosdimisdeuseannsgunsndnnamdninas wagisnisuand
7 (GMP) 90n5EMs1E51504gY Wazndninasidsmsuaniimlumsndnvesannimglsy GMP PIC/S) Tu
mneaueny vie nsdleniiiiandsssva Fesdivilsdoduses GMP PIC/S vadlssnuidne
nnUsenagudnvidenifsdeusesnandusion Certificate of Pharmaceutical Products #ionlag
UssiwAdHaavTaUsEmAg SNy
€.« InfadeTusensnsiaiinseivedlsanuguan (Certificate of Analysis of finish product)
p3sfuenTitsUsznounsinnsan

@ o

< ¢ finfidefusoanisnsaiinssiuasluuansundndnvesarsiadifiuiiond Ay
(Certification of analysis of drug substance) Vlgﬂsuaw%ﬁwélwamm wazUIIMEHanIngau

&5 nastuduanuduiusseningumninvesingiudiendidey (drug substance) uag Ju
nMsnanuenandnaidniagy (finish product)

&0 FDesiiBNUTENOUNSRNSINHfIATUETUTTY athaae @ hEusTYAe]
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weusglevivesfiie

e« Sununeneuaeiidmeudoditiesnin o U b ey duaniuildwey

.00 nydlldlderduuuy (Original) asdesidayanis@nurTaauya (Bioequivalence)
Wisuifleusvediuwuy Jeaenndesnuvdninusinaziuavna jualuasion1sfnundiussaviuauas
PrAUYavBNANA MIY 1NN INTFIUAMUATBINBIAIUANET FNINIIUANENTINNITDIMTAZEUTE
UsenAlned oo viesllufusesimdndusioniu ndnlasdudniertuvisluindeidoitu gnsmiu
LAZNIFUIUNTHANRIRUAUBIIULUY

<00 LAnMENgIULVATINYesTRgAU nouranmTaTinTeinuAIRgAUTITEdAeyT
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.ol lunsiiunzidouenunnnn o ¥ axdesdidiunnmeenanising Long term stability
pufduisdslungDoueuuans
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SIUDLLDUARMANBZIANL 4 g

81 Metformin hydrochloride &oo mg tablet

®. ATUADINTT &1 Metformin hydrochloride &oo mg tablet U a,&00,000 LA
0. AuaANTAI Y
b.o JULUU : sudaudinduusemu
b.lo @UUTENOU : o Wi Uszneumiedien Metformin oo mg
oo NYULUSTY : inetussglunmeenitawuiigaumaiivies uunvuzusTdessyyie
gy Amuse lauindn Tuninergeliegnedniay
o.@ 280 : S8yTeuhlU dauszneuienddyuazaiuuss Teudldvosen dudou
mslden Bifiudnw aviindn wamsdowhiu Tundnwes Tuninegel oo
o. AMFNUANIVATlA
Namim‘a"sﬁLﬂswﬁﬂmmm’ﬂulﬂmu Finished product specification & Drug substance
specification figsBsanindusiuatuiiesiu SeldaanzidouredtnnunnenssunTemNsLaLen
nsgnInassagy uasiundviiuiiisusimielniniunnsgrundasifulasmiunils
USENIANSENTNAISITNEY 138955181 N.AbEoe asTufl b 5UIAY WA bEDe Uasfowy
\nUTIIRsgIUNiade

Drug substance specification (Reference USP)
o.e Definition White crystalline powder. Freely soluble in water;
slightly soluble in alcohol; practically insoluble in

acetone and in methylene chloride

m.lo [dentification test M'ﬁ’sﬁ]mumuﬁisﬂu drug substance specification
(IR, Chloride)
on.en USuneusinendAgy (Assay) ®&.0 — ®@ob.0%L.A. (on dried basis)

en.@ Impurities
o.&.e Residual on ignition iU 0.0%
en.&o Organic impurities
- Individual Impurities

Metformin related compound A Lilfiu 0.0%

Any other impurities LAY 0.9%

- Total Impurities Ty 0.¢%

sn.<.m Loss on drying A 0.¢%
Finished Product specification
o.@ Descriptions m'sﬁ]mumuﬁizﬂu finished product specification
oo Identification test m’mchummﬁﬁwﬂu finished product specification
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en.en USuneudiendnAey (Assay) ®&.0 - @od.0%L.A.
en.e Dissolution Test @: W8N @o.0% LA. Tu @& U
Test o: W8N @o.0% LA. T4 mo U1

Test on: Mt8NIN @o.0% LA. Tu bo U

o.& Uniformity of dosage units mi’mmumm‘ﬁ"ﬁxﬂu finished product specification
on.& Impurities
a.&.e Organic impurities ATIVHIUAANTNT o
I o Organic impurities
S Acceptance criteria
B Not more than (%)
®. Any individual impurity 0.®
. Total impurities o.D

<. [ouladu 9

<o essglunuzlaain - Fuvieliausiuacudous

<o eilaueiindngnilddunstunsdoun e wigluussmAlnovoinsensiassnae
snfunsadugninannundusiiuiinssnsansisaguiuses

<lo.o lddynstunsdeusiuen uesa ne.e, nee lunsaidusriinanly
Ustinalnelnglulumvetunsifousdosineandenmdensmunuannimuoman Susinuity
nyideulily finished product specification wazdonmuanuaInIngau (raw material
specification) 'vﬁaﬂiﬁﬁﬁaa‘jswdwmsmﬁauwamm‘u AolUULBNaNTNISYeLAlLar s uazIdYANIS
wily (8.¢) unene
<lo.o luddgynstunsidous$uen et ne.e wie ne.a lunsdmdulidhen

AUTENANTOWUIUTTY

<o ntlemanlulsevalng dosiniidesuseunasgrunsnaaniuvaninad wagisnsuan
7if (GMP) 999n55MT 1515040 wazndninausiisnsudaialunisndnvesanninglsy (GMP PIC/S)
Tumneeniaueis vie nsdlemindransisussma dosdiuiedesuses GMP PIC/S vaslannugudn
p19nUssmAnanudentiadefusosndnsneion Certificate of Pharmaceutical Products fiesnlng
UsenagninvIoUsenaganming

<.« Indsdaiusnnisnsiatasieivedlsssugnan (Certificate of Analysis of finish
product) psafuenfitihnysenaunisiinnsen

< ¢ finfadefusoinisasaiinneinagluianaunadswdnvosarsinfiiidudaodfy
(Certification of analysis of drug substance) ﬁwa\‘m%ﬁw&gwamm WAz USENAn Tngau
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@5 oiausiduefuisndudndnseiunusmielaonse

.o fregaiithunusgneunsinnsanasiiunvuriussy egetes e mieussysue

<. ivfsdeduduiusosnisuaniudeuslunsdlnduunegiiduaiifiengnisldnueniy
dieuslomivadfiay

<. Tuvunoigeseiidmeusiodiiosni o U duainiuiidaey

&.oo Nl lsilygndunuy (Original) aedosliveyanis@nuiTaauya(Bioequivalence)
Wisuiisufuendunuy Saaenedomumdninasiuasuumis foRlugiionsfinundiussavsuauas
FraNyAYDIHAN T UL IMNULINTFIUINUATBINDIAIUANET FTNNUANENTTHNMT M TWAEE U583
Uszmnelngl woow wieilluiusesimdndusiontu nanlnedudnietunieluaioidodtu gramiu
WAgNITUIUNSHAMALINURUEPULUY

.00 LANWENgILUAITINYeLIRgAy Wieunan ST EiRMWIRgRUTBIiI Ay
ldlunssdnluiuilauens davosaneuasuaninghu

.ol lunsaifunvidousinininnit b 3 asdesidnuinimatenanisine Long term

stability aufiduiuinlunsdousnunuans

<.om Ldanuanarstuduainuduiussenitegunisuinvesingivuesdiendrdey (drug
substance) fugun1sndnvandnsiaeiednsagy (finished product)

<.oc dtaudiluenansmiveniisuwiiuesuluunnide
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TeazBunAUSn Bz {lf
81 Rosuvastatin @o mg film-coated tablet

®. AUABINTS 81 Rosuvastatin @o mg film-coated tablet U exb,000 LiiA
b, AauaNTAlY
b.o JULUU : sudayindulsenu
blo @UUTENDV : @ iR Ussnaumeen Rosuvastatin o mg
b N1YULUTIY < lee1ussylunivusnadiin (well-closed containers) UuAYUY
ussyfessyBesinly euuss aviindn Sununorgelieredaian
o.& 2870 : syToshily dawussneufenddyuasanuuss dovddvesen Audeums
14 FBifusnu laviingn awmsfousiiu JundnuasSurunotgelfegsdau
. AMENUANININATA
Namimw"?Lﬂiwﬁﬂmmmﬂulﬂmu Finished product specification Wae Drug substance
specification 71814839 nindsfuatiuidientu Jeldmedeuredtinnunnznssunisemisuazen
nsgnsRassagy wazlunduisuiiiisumidolminiunesgunduhiulasiiunids audsenie
NSYNTHANGITAUEY (399557 WAbEDe ATl b FuNAY N.Albdoo WAZABIHIUNTINIRTHIY
Nnvive

Drug substance specification (Reference USP &a)

om.® Definition miaﬁ]ciﬂumﬁuﬁisqiu drug substance specification

oo Identification test - m’mcimm’mﬁssqiu drug substance specification
- ssrarumaiszylushdenismaaeucalcium

en.en USHeusiendndey (Assay) ®e.0 — @om.0% VD4 Rosuvastatin calcium
[Ca(CyaH27FN306S),] (anhydrous, solvent-free basis

on.& Impurities

s.&.® Organic impurities The reporting level for impurities is o0.0&%.

M15N% & Organic impurities

Acceptance Criteria

Name
NMT (%)
Rosuvastatin related compound A 0. _
Rosuvastatin diastereomers o o.&
Rosuvastatin ketone 0.

Rosuvastatin lactone

Rosuvastalin related compound B
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Rosuvastatin dehydro analog o.60&
Rosuvastatin related compound C -

Any unspecified impurity 0.6
Total impurities o.&

on.& Limit of Chloride
en.e¥ Enantiomeric purity

n.<@ Water determination

Finished Product specification
en.e Descriptions

oo |dentification test

an.en USUaudaenddey (Assay)
o Dissolution

on.& Uniformity of dosage units
o.'o Impurities

an.o.@ Organic impurities

AT o Organic impurities

LAY 0.0%
lifiu 0.0¢%
130k 0.0% (Method I, Method la %158 Method Ic)

n9IRE A NTisEyly finished product specification
mmmumuﬁ'isﬂu finished product specification
(HPLC, UV)

®R0.0 — @®0.0%L.A.

mﬂﬁamumuﬁ%ﬂu finished product specification
mimﬂhumuﬁixﬂu finished product specification

HFTIVNIUNUVD AN UUALUAIT NN &

Name Limit (%)

Rosuvastatin related compound A -
. Rosuvastatin diastereomers -
a. Rosuvastatin ketone ©.®
& Rosuvastatin lactone o.&
& Rosuvastatin ethyl ester (if present) o.&
©. Any other individual impurity ol
o. Total impurities .o
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. Wouledy 9
<o Ussglumauzlaain  Auviedleniusiunaudause
<lo enilausiivdngulfiunstunsidousn ilesminglussimalnevensensnasisaay
sniunsaiiduenfindnmuindusifuiinssnasansisaauiusos
<lo.o ludAynstunsdoumiven nuedi ne.e, nee lunsdfdueinaaly
UszmelnelaglulumvedunsfousideaiiseasidaidonisnivauauninuesinSusiouity
neileulilu finished product specification LLas{J'aﬁ’mummmW’fmqﬁU (raw material specification)

viensdifiagseminamsiasuuiasudly dosuuuionarsmsveudlonassazidoanisuila (8.¢)
e
<lolo ludfyn1stunsidousiue mnet ne.« vie ne.a lunsdinduidghein

FNIUTENANTOUUIUTTY

<o nsflomdnlulsemelng Foslvilsdeiusomnnsgrunsndnmundninust uazisnuand
7 (GMP) 19IN5ENSIABNTUFY UATNANINASTISNSHANTIAlUNSHARvBsaMAIwelsU (GMP PIC/S) Tu
vnnefilaueie wie nsdlenidienmeussma Fosnisdeiuses GMP PIC/S vaslssnugnine
MnUssnaguanvseniadofusendnimeiun Certificate of Pharmaceutical Products floaning
UssAduaavsoUTenAgdmng

<.« Inlsiosusainsnsiadinsesivedlssudndn (Certificate of Analysis of finish product)
pssfuBithinysenauntsiatsan

<& fInfsFosusoanisnsradinseiuarlunaniundwinvesarsiaddusneddey
(Certification of analysis of drug substance) Vlijaw‘%ﬁ'wéwamm WAz USIEN AR Tngau

5 efiauaifusivTsmbugrdnniofunusmingnenss

<o FvgeTiusznoumsRisanasiunirusiiussy o1etes o Mhousiqios

«.c fnfideBuduiusesmsuanidsuslunsdindvunengliifuefifiongmsldauemiu e
UsgleivoaUae

<.« Fununenguaaniidueudodiosnit o 9 duainiuiidaen

oo n3tllildediuuuy (Original) axdedidoyanis@inudiauyaBioequivalence) Wisuifieu
fugnfunuy deaenndesnuvdninsiuasuumisuforlugionsinuiussdvsuanasirauyaves
WP AR NNIRTFIUIVLATEINEIAIUANET d1TneuANENTINNITeIMSLageUsEI U sEmAlne T
woow niafluiusesiindndusioniu nanlasduanderfunielunioideatu gnasiu uas
NIPUIUMTHARALIAUAULIFULUY

v a

oo LAMMENGIULNEMNIYRIINGAU NiaUNan1IATIIATITRAMAINIRORUTBIRIENEIAYN

Tglunsuanluguniauevie Nvesndnewazguaningiu

1Y

<.ob UNsATUNsLIisusIININNIT b U azdasddiuinmanenanisdne Long term stability
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substance) fiuguMIHAnvaHAnsusiediagy (finished product)

<.oc Touddluenarsiiveniisuriiueduwuunninde
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81 Fenofibrate bwoo mg capsule

®. ANMUADINIT 81 Fenofibrate oo mg capsule UM &, 000 wAUYa
0. AauANTATIY

b.e JULUU : eualgaviiniuUseniu

b.lo d1UUsENDU : @ Wi Usznaumemen Fenofibrate woo mg

@ aa a . o a v
B.on MYULVTIY : LIPEUTITULHETUAATN (well-closed containers) igaunaiivias

v | @ A a o Y
UUﬂ’]‘UUSUiiQMﬂﬂisuﬂjaﬁl’]ﬂﬂlﬂ AU LAYNHER ’JUMJJG]E]’]EJEJ']‘I’JE]EJ'N‘UG]LQN

b.e 2870 : S¥YPe VAl diulsenausiendiAguazaiiuuse teuddduesen Aufieunis

T FBiiushw wadinde wonslewhiu TundauazFumneigeliogedniau

o. AauaNdAnIunaila
Namimsa‘iﬁLﬂ‘i’]sﬁﬂmmWLﬁuIUMN Finished product specification Wag Drug substance

. . dy  a v o W v o v vy P o w
specification #19198enAduiTuatuieIfy Belsaansideusedninauangnssunisemsuasy)
P a o a d = 1 = ! J a o s o o/ d!
nsensnassugy wasldunduisuiidieuvinvdelulndwnsgundudisulasiunis anudszne
NTENTREANBITUGY 1TRTFYFNTIEN NAbEos ATTUN D FUNAL WA bEDe LaYABIHUNNTNINTFIY

Nnte

Drug substance specification (Reference USP)

o.® Definition
m.o Identification test
on.on USunausnendidey (Assay)
en.& Impurities
m.&.® Inorganic impurities
- Residue on Ignition
- Chloride and Sulfate
Chloride
Sulfate
sl Organic impurities
- Individual impurities

- Total impurities

Ay unNNseyly drug substance specification
m’sﬁ]ﬁi’mmuﬁwﬂu drug substance specification (IR)
«®&.0 - ®ol.0% (on dried basis)

iU 0.e%

LU 0.00%
iU 0.00%

] A
FITINTIUNUNTIINY &
13U o.¢%
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o . : "
M9 @ Individual impurities

4 Acceptance criteria
veaT Not more than (%)
(4-Chlorophenyl)(4-hydroxyphenyl) methanone? 0.®
2-[4<(4-Chlorobenzoyl)phenoxyl-2-methyl-propanoic acid 0.®
(fenofibric acid)P
(3RS)-3-[4-(4-Chlorobenzoyl) phenoxylbutan-2-one 0.®
Methyl 2-[4-(d-chlorobenzoyl) phenoxy]-2-methyl- 0.®
propanoate
Ethyl 2-[4-(4-chlorobenzoyl) phenoxyl-2-methyl-propancate 0.®
(4-Chlorophenyl)[4-(1-methylethoxy) phenyllmethanone 0.®
1-Methylethyl 2-[[2-[4-(4-chlorobenzoyl) phenoxy] -2- oo
methylpropanoyl]loxyl-2-methylpropanoate®
Any other impurity 0.6

a Fenofibrate related compound A.
b Fenofibrate related compound B.

c Fenofibrate related compound C

m.& Melting range or temperature 0 - Qo aergaded (class la)

o.o Acidity NMT oo mL is required to change the color of
indicator to pink

en.e¥ Loss on drying Ty 0.¢%

e Color and Achromicity m’mmumuﬁwﬂu drug substance specification

Finished Product specification

m.® Descriptions Widﬁ]mumuﬂ'isﬂu finished product specification
oo Identification test m’mshumuﬁ‘;sqalu finished product specification
(HPLC, UV)
an.en UTuaudaendAey (Assay) «0.0 — ®90.0%L.A.
en. Dissolution
an.d.e test @ Laitlounin wo%L.A. M8IIN <o U
on.c b test b Lifesnin co%L.A. 183910 b F7lu
on..en test m laifounin Go%L.A. Y8990 mo U

PRGN
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ARSI IUNISHTUUARAMIN BILEINTE

- ez

F ) P a v ¢ o 2 'S
Nﬂ.uw,?gﬂﬂb‘{] AIUSETVE NEYLANIAU AUNTIYRY
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n.@.@ test @ litloanin Go%L.A. 189970 mo U

n.c.& test & laitipanin go%L.A. NaI9IN o U
o.c.o test o Titipsnin Go%L.A. N8N Do UM
on.c.el test e liounin Go%L.A. NAIA1A o U
o.& Uniformity of dosage units mﬁﬁ]&i’lum’mﬁisﬂu finished product specification

en.'> Organic impurities
o.&.e Individual impurities
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Drug substance specification (Reference EP)
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- Specific optical rotation PEYIININYN +e.0° B4 +o.o°
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. Impurities
- L-cystine (impurity A) TaiiAu 0.¢%
- L-cysteine (impurity B) Laifiu 0.¢%
- N,N"-diacetyl-L-cystine (impurity C) LAY 0.¢%
- N,S-diacetyl-L-cysteine (impurity D) TaiiAu 0.¢%
- Any other impurity LA o.€c%
- Total Laviu o.&%
n.& Zinc LAy @0 ppm.
.o Loss on drying LAY e.0%
en.e9 Sulfated ash TailAu 00%
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Finished Product specification
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o.'D Impurities

- Any other impurity LAY olo%

- Total mwmummﬁisq‘lu finished product specification
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