AMANBALANIZYBIEYT

Fluticasone furoate el.¢ mcg/e dose nasal spray suspension, elwo dose

daen  Fluticasone furoate be.& mcg/@ dose nasal spray suspension, eo dose

AuguiENlY
e jUuuy ﬁﬂwm:Lﬂumﬁ’]Ltmaumzﬂauﬁww%w'uwmyjn
. @ulsznav Usznaumemen Fluticasone furoate oe.& mcg Tumswuusazads
m. AIYULUTTY VTP ULINTFIUdMTURUAYN Uhinuevimuadosmiueld
Liifosndn ewo doses
&  aan - svyienn danusenoudimdWouazanuuse Yundn Tuduey wnuiinge
waziaunzilauiiuen Hagadnauuuussgiu
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Drug substance specification: Fluticasone furoate (Ph.Eur.ae)

D) Test ltems Specifications

® | Identification test AT

b | YSunudiendegy «®&.0 - @0.0% (anhydrous substance)

on Appearance white or almost white powder

&« Solubility practically insoluble in water, slightly soluble

to practically insoluble in anhydrous ethanol,

practically insoluble in heptane

& Related substances

- impurity K

impurities A, B

sum of impurities E, F and G
- unspecified impurities

- total impurities

Test B

- any impurity

not more than o.:%

not more than o.e#&¢%
not more than o.e&%
not more than o0.e#0%

not more than @.0%

not more than o.e0%
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Drug substance specification: Fluticasone furoate (Ph.Eur.ee) (53)

D) Test Items Specifications

D Water Determination not more than o.e%, determined on o.eco0 ¢

using the evaporation technique at eao °C

o Sulfated ash not more than o.e%, determined on @.0 g in a

platinum crucible

Finished product specification: Fluticasone furoate oo.¢ mcg/a dose nasal spray suspension,

oo dose
D) Test Items Specifications
® Identification test maa%ﬁﬂumuﬁizﬂu Finished product specification
b | YSunudiendhry Gli’;i]ci’mmm‘ﬁszqiu Finished product specification
o Other components ms’mci’mmuﬂizq‘l,u Finished product specification
e Delivered Dose Uniformity m’m&hummﬁsaq‘lu Finished product specification
& Impurity/Related compounds m’aﬂﬁhumuﬁisq‘lu Finished product specification
D Microbial Enumeration Tests and Tests mnmummﬁssﬂu Finished product specification
for Specified Microorganisms
o pH ﬁlﬁ?ﬁ]ﬁiﬁumuﬁsxﬂu Finished product specification
& | Particle Size AR URNATEYlY Finished product specification
® Foreign Particulates m’mmumuﬁssq‘lu Finished product specification
ANFNUANINALA

[

mam'ﬁmiuﬁmswwqmmwLﬂulﬂmm finished product specification wag drug substance
specification 71814899 ndRTuaTUREIU Beldaaneidourod NI UAMEATSUNITEMITUEZE
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nasildlumsiinsen (hSssduienans wieussymnsavonaisadidiu dwelui)
0. dnunenarstiiuen nmwlve uag/mianwdings ldduiudninnuanenssumsemsuazen
b, duunnmdeienansmsldiueygntunsfeusiusntesminglulssma tazdiuns (declare)
IR GNART
.0 ludfymstunzadousifue el wie ne.a we no.e vie Blo uduAnsd)
v.0.0 unsdidusiindalutsavelng  (anefs velo S o)
.00 Tunsilifugmintiionsuisussy et no.s 3o vl
v.e.o wnsdifuemindrainaisszing (M ne.e %o 8o)

oo ludwatunifiou e.e 3o v.0 et fiaussen wiouseasiBenadonismusuamaIw
vomAnAuginuiitungifeu (finished product specification) uasdaimuanuawas
fmgAu(drug substance specification) n3tifiagszminenisAsunauiludiniu ssfoiuuy
NA1SANSVBNALY (8.¢) N mTBY finished product specification waz/w3e drug substance
specification lagvauilunsuiuuseniaussnnsiaidiannselind uwavlitiu o U & du
UszmeUsemasindidnnsednd

. LONANTIUTOWINTFIUNTHERE

.o nifivEARluUsEelne gudndasiiionansiusesnasgiuntndneimmdninasinarisnisi
Aun1suane PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagnuasau PIC/S
participating authorities 30 HloNa135U0INATFIUNTHARS UG NINAUTLAEIEMSTA LY
NIINARNEIVBIATNIUANTNITUNITOMITHALET NTENTNATTITUEY Fesmuntulnsiini
deandoavinifionfundninasiuagisnmsiiatunisdnet PIC/S lunineiiausvisatiu
agamuseunsasiaany lnsiinansiusesieiuiivssmaussmenandidnnsetind

alo nsdiidugnindranddsema guandesdionaisiusesnsgrunisndneinmaninest
wardinasfiatun1sudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tng
Wi837U PIC/S participating authorities atuagan usaun1snsalaeiinanisiusesieiy
Usgmalseniasiadiinnsedind nsdfruatulidlinsinenionwdengs deddiums
%’Uiaqaﬁ’mmaiﬂaanﬂuvxumlwaﬂsxai’wmwmﬁy’u

<. wilsdasusamanisiinsient (Certificate of Analysis [COA]) lnadasUsznausie

<o dnunisdaiusasnanisiinsisningiudle1difig (Certificate of Analysis of Active
Pharmaceutical Ingredient [API])

Coo dnumiidasusamanisitnsisningiuiiendify vesdndningaudlendrfny
(Supplier)
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@na1snlvlun1shaIsan (da)

as @

<ol duumtsdeiusemansinsiviingiudiendfy veundandndudiend sy
(Manufacturer)

¢ & e/ &

<lo drumisdesusemanisinsigindndusiendniagy (Certificate of Analysis of Finished

[

Product) wegnannansaiendusazy (Manufacturen) Tujumsudnfideiiagauasldingiv
medfgsuRfuiudiumiidesusesnsieseiingiuiendfny
& dNUNBNATUARINANTTANYIAIILAL (Stability data) Tuiuliesndt m jun1suas lneses

Usznaumy

&.0 ENUNDNAITLAAINANTITANIANAIIITEEZETT (Long term stability data)

&l dNUNDNATTUANINAAIINAIFILUTEEEISS (Accelerated data)

& ANUNENASHARINAAIUAITIvLDAlY (in-use stability data) nsidusfidemauniode
enould w?avau&n*?imsaﬂu Multiple-dose container

5. duumdngrunisfnuiflauyaveswdndusion (Bicequivalence) lannznsditdtney

ANENSIINMsEWNSUATe Idervualidnuiiauyavewdn Sariefinib

o, Wwsguvesteivuanmnwingiuditendfity (Active Pharmaceutical Ingredient Specification)
wardarimuanun wkdndasiendniagu (Finished Product Specification)
o0 N3ETuIngRuMENddy visendnsaeidniagy Feusinglusi1snen (Official Pharmacopoeia)
AlddeBamsinsed Tasuasgiuegradosdaaduluauteimuauazuinigiureinis
Apsesiluisiele Msemils aulsenArensENTasTuEY 1389 SEURTIE
oo nsaliiuingiudisndrfy viendnsusisndnuiagy Mlivsingludisen (Non-official
Pharmacopoeia) Audafmuauaziasguveinsinseilumneila dsemil doauans
winguienfinasgwesnmsiesgiduluamudenisieladelud
olo.o. ITafmuaLazinIgIuYeINTinTsiluisevesseamiduaui@nves The
International Conference on Harmonization of the Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %39

oo o TOMMUALATIIATHIUTBINTIATINVBNER (In-house process) Tdanndory ICH
Guidelines %50

olo.on o muaLazInIgIUliveI TR A mualiludisele drsiemile A
U5EN1AT89NTENTNABITUAY T893 58YA15181 ﬁmﬁ”vgmwumﬁu’uq (General

requirement for dosage form)
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nUEUe: TofimuaRuAIwIngRuiiend1fey (Active Pharmaceutical Ingredient Specification)
wazdamnuanua wndadusis1dniegy (Finished Product Specification) fesduluaude
fuuanazaRsgIUM e neiludseile smsewmis lasiduihsidefuasatuifoaiu duus
nsdifidseiidefmuauazunasgiuresnsiasgianis tngiuieddy viondn fusion
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Qmé’numxtawwﬂmm Benserazide &o mg + levodopa moo mg tablet
Tsanwgruranszuningn

Hoen Benserazide ¢o mg + levodopa oo mg tablet

ansulavaly
. JUKUU Jugndaliedou wiiniudsenu
b, drulsEneu Ty @ Win Usenausedien Levodopa oo mg waw
Benserazide hydrochloride &o mg
o, AYUSUTTY Ussgluurlnaiin Hosfumritu uazussyfusitosiunag
& aan - s3yTiosn dauusznavind@dguazaLuss Jundn fuduony waiingn
waztaunzidsusiiuen 1iegednauunussgsiue
- vuawurusTIEnettiaedesszydesuietenamsin dndszneuuar
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Namsmi%ﬁmswﬁﬂmﬂﬂwLﬂulﬂmu finished product specification uag drug substance
specification fig198a1nndrirfuatuiieddu FelaaanzidouradiiniuamznITNAITEIMSHATEN
AsENTIEsIsARY wilndudnfuiilisdieaduatuiiiisuwimielminiunasgrundusiiiula3u
Wils AUIENANTENTINENSIIAIY (09 SEYRITET WAbEbe asiull b §unA bebe (@Usznielu
319 YUN LR elo NUATTUS beol) wazUsEnAisdy 3ee seyiisne @UuTl b) welbesl ag
Fuil @ nsngIA b (anszmelumeiaayuniud bs nsngia beok)

@) Drug substance specification: Levodopa

io Test items Specifications (BPokd) Specifications (USP&x)
@ | ldentification AT ATI U
b | YSuwsiendagy *x.0-0®.0% (Dried substance) | &w.o-eob.0% of levodopa
o | Appearance White or almost white, crystalline -

powder
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@) Drug substance specification: Levodopa (sia)

17

U3 Test items Specifications (BPeoln¢) Specifications (USPew)
& | Solubility Slightly soluble in water, practically -
insoluble in ethanol («%).
It is freely soluble in @ M
hydrochloric acid and sparingly
soluble in 0.@ M hydrochloric acid
& | Appearance of solution The solution is not more -
intensely coloured than reference
solution BY,
o | pH c.&w.0 -
o | Related substances
- Impurity A Not more than oc.e% -
- Impurity B Not more than o0.¢% -
- Impurity C Not more than o.0% -
- Unspecfied impurities Not more than o.0&% Not more than c.e%
- Total impurity Not more than @.0% Not more than @.e%
-Levodopa related - Not more than o.6%
compound A
-L-Tyrosine - Not more than o.e%
-Levodopa related - Not more than o.¢%
compound B
-L-Veratrylglycine - Not more than o.e@%
w | Enantionmeric purity
- Impurity D Not more than o.¢% -
« | Optical Rotation, Specific - -@oo’ to ~ebe’®
Rotation
®o | Loss on drying Not more than @.0% Not more than o.¢%
@@ | Sulfated ash Not more than o.e% -
@b | Residue on Ignition - Not more than o.e%
ANTNIIUNMIMAUAAMANYZIANTE
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o) Drug substance specification: Benserazide hydrochloride (BPeol&)

10} Test items Specifications
® | ldentification ATINTY
o | Yuwdiendeg ®x.&-e@0m.0% (Anhydrous substance)
o | Appearance White or yellowish-white or orange-white, crystalline
powder.
& | Solubility Freely soluble in water, very slightly soluble in
anhydrous ethanol, practically insoluble in acetone
& | Appearance of solution Solution S is clear and not more intensely coloured than
reference solution BY,,
o | pH &.o-&.o for solution S
e | Related substances
- Impurity A Not more than o.&¢%
- Impurity B Not more than o.&%
- Impurity C Not more than 0.&¢%

- Unspecfied impurities

Not more than o.eo0%

- Sum of impurity other than A Not more than @.0%

- Disregard limit Not more than o.0&%

I~ Water Not more than @.0%

& Sulfated ash Not more than o.e#%

@) Finished product specification: Benserazide &o mg + levodopa kboo mg tablet

98 Test Items Specifications

® Identification test msaﬁlmum’mﬁisﬂu Finished product specification
b | Ysunudendrhry m’sﬁ]ﬁhumuﬁszﬂu Finished product specification
e Dissolution test m’mmumu'ﬁ'ixﬂu Finished product specification
& Uniformity of dosage units Glﬂﬁ]ﬁi’lumu‘ﬁ'ixﬂu Finished product specification
& Impurity/Related compounds m?ﬁ]mumuﬁszﬂu Finished product specification
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wnarsnlglumsnansan (WSssduienans wiaussynunaauonalsnua1nu fweluil)
0. @nenarsiniuen nMwive wag/vmienwsenge Alasududinnuamgnssunsetmsiagen
b, dLnnmangienasnisiasusygntunedewinsugwedimirelulsave uazduna (declare)

WHEINER

b.0 luddNMsTunsiouiiue Mele wie ne.o 13 .« W o wdudnsd)
b.o.0 nsthduefindalulsemelng (e nele o o)
©.0.0 Tunsdifusniduitensutussy (e ve.m vie o)
©.o.m luns@dusnidinndaUsema  (mnedis ne.e e 8.b)

0o luAretunsiiow ve.o 3o 8.0 voswiEuEsIAN 1303188 BN ITINITAIVANAUNIN
%aawﬁmﬁmﬁmuﬁ%uwmﬂau (finished product specification) LLaz"t’J’aﬁmuﬂﬂmmwmaq
Tmg#Au(drug substance specification) ﬂia’iﬁagﬁwdwamsmﬁauwmLLf’ﬂm‘ﬁmLﬁu HDIWUY
LNaINIsvaLAlY (8.¢) Nsau finished product specification wag/%38 drug substance
specification Ingveudlansuiulssniduseninsiadidannseiing waslaiiu o U w Ju
UssmeUssmasiadiannsednd

. LONENTIUTBWIRNTFIUNTHERE

.o n3diendniulssmelng fuandasiionanssusewmsgrunisndneiaamdninusiaismsi
Alun1swamen PIC/S (Pharmaceutical Inspection Co-operation Scheme) laanuigsy PIC/S
participating authorities %39 Tlonan3uUTeNATTIUNTHARS A NMENNMYILAL TN ITIA LY
NSHAN1YBIEITNITUAMENTIUNTTOMITRALE NTENTNAEITITUGY Fatmuatulneiinang
aanmdpduasvinisniundninasiuaziinsialuniswdnet PIC/S lumuanefiauswisatu
argamuseunsasivaey Ineinamsiusesfieiuiivssmalszmasadidnvsetind

mo ns@fidusmindranssseme fudndesdiionansusesnnsgiunisndneinumaninms
warIZnsialunisndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ag
W89 PIC/S participating authorities atuatgamuseun1snsivlaegdnanisiusesiely
Ussmeszmasandidnnsednd nsdisuatulidlinwinenionwdngy deeldsunis
%’Uiamﬂ'uu,llaiﬂaamunmlwwszﬁwsumﬂy’u

<. MRERTUIBMNANITIAI I8 (Certificate of Analysis [COA]) lmedasusznausie

<o drumiliioiusewmanisinseningfudlad1dey (Certificate of Analysis of Active

Pharmaceutical Ingredient [API])

Y

co.o duumisdeiusewanisiinsgiingiuiiedfy vesudningaudiendfny

@<

(Supplier)
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BAESNLELUNITRTITUN (AB)

& o Y

ol duumiidaiussimanisinsiziingauiiendfy vesndandadusiaduiagy
(Manufacturer)

3

<lo dumilideiusemanisitasieiudndueiandniagy (Certificate of Analysis of Finished
Product) vatiuannanfasiendi3agy (Manufacturen) lujunisudniideinegauagldingiv
fenddggudetuivdwmidesusesnsieseningiudmendidy
¢ @uunenasuanmanIsAnYIAIINALY (Stability data) Suaulifesndt e Junswin laedes
Usenaumg
&0 SLUNBNASLAAINANIIANYIAINAIEISEEZETT (Long term stability data)
&lo AUUNDNATUANINAAIINAIRIIUTEYELI (Accelerated data)
€. duuenasuanimanmasivazdeld (in-use stability data) nsdilueiidewmauniode
nnauly MgaLﬂumﬁU‘siﬁﬂu Multiple-dose container
5. dumdngiunisinedianyavesndadngien (Boequivalence) langn sl
AMZATINMIDMITUATEN ﬁ*z’faﬁmuﬂiﬁﬁﬂwﬁaaugmaw§mﬁﬁuv‘18'uﬁmm

o, WRIFIuveianmuafuAWIngAuMed@ Rty (Active Pharmaceutical Ingredient Specification)

G RO GERES

wazdormuanun nadndusiendniagy (Finished Product Specification)
= s a o a <4 a W €0 = o . .
o.0 nydlduingAudisndfny wiendndusidniagy Fausingludisen (Official Pharmacopoeia)
ild§198an1sTiasent lasunsgrvegesrsaduluaudemmuanazuinsgiueens
Trseilusnsela fsiemis auUsEnIATBINTENTINENSITUEY 1584 SPYFATIEN
a & [y a g o w Ll a o & o & v e o . .
oo nsditluingAudiendidy viendadudiendusiazy Mliusingludisien (Non-official
Pharmacopoeia) amdaimuniazaInsgIureinsinsesituiimeile dsemis desuans
wangwaeflinasgrureansiesziduluaudeniisdelaseludl
olo.e. oM muaLazINTgIUTBINTIAIRIuAI 8 v U sTnAlduaN Fnves The
International Conference on Harmonization of the Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) N30
o.lo.o TOMNUALATNINTFINVBINTIATIENYBERER (In-house process) N@anARBIiv ICH
Guidelines %38
oo ﬂaﬂ'mumtaummmwalﬂmmmsamtn Anmualiludele drsemis aw
U52N1AYBINTENTEAGITUGY 1309 38YyA131871 dmFugunuueniug General

requirement for dosage form)
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na1sNtElunIsHaTun (da)

wugiue: TofmuanuawingiudendiAty (Active Pharmaceutical Ingredient Specification)
wagdarmuaamn nndnfusiondndagy (Finished Product Specification) feailulumude
fuuauazaasgunTieneiluisiela snewmis lnadudsuderiuaratiudieatu uue
ns@fdseriddefmuanasiinsgiuvenisiiasisiianzingaviedidynionandueien
dujagy

wauludy 9

&
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c:JJ'maé’adﬁuﬁfqﬁaLLammm?UﬂmaUWuaﬂLUﬁﬂuﬂsﬁﬁaﬂﬂé’wmmq vido idonann
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Qmé’nﬁmzmwn“umm Levetiracetam @oo mg/@ mL oral solution moo mL
Tsaneuranszunindn

¥oe1  Levetiracetam @oo me/e mL oral solution moo mL

anusutAnIlY
o JUuUY \Wuvdmirdmiuudsenu uenila Lidd
b, dmlsznau 4 e ml Usenaumesien Levetiracetam eoo mg US33VINAL moo ml
o AYUBUITY UsIRhuusTiusitasiunas wasussylundenseay
& a8 - seyienn dulseneumendifuazanuse Yundn fuduony waiinge
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Namsmn%mswﬁﬂmmwLfJul‘Umu finished product specification Wa¥ drug substance
specification 1819899 nLndwiuatuiety Jaldanadsudadinaunnznssunsevisuase
N3ENTIETIIRNGY Raiindas3uilligsBasenduatiuiifieurimisluiniuasgundudiulay
ikt MUUTENANSENTNABITUAY 1309 T2YRITIET WAbEDe a3iuil b SuAN bebe @aUsenely
SWATIMPUNIIUR alo NUAMWUS beblo) LasUssmafiani 1381 52yfsen @IUT ) W.Abeol a9
Fuil @ N3INIAL beolo (AWsEMAlUTIAIIUNIIUT b5 NINGIAN bEbe)

@) Drug substance specification: Levetiracetam (USP &)

4o Test Items Specifications
@ | Identification test AU
b | YSuashendingy «&.0 -~ @ob.o % L.A. of Levetiracetam
By Residue on ignition Not more than oc.e%
« Limit of Levetiracetam R-Enantiomer Not more than o.c%
& Limit of Levetiracetam related compound B | Not more than o.e%
>} Organic Impurities
- Pyridin-lo-ol Not more than o.olw&%
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D - Levetiracetam acid Not more than o.m%
(»9) | - Levetiracetam related compound A Not more than o.0&%
- Any individual unspecified impurity Not more than o.0&%
- Total impurities Not more than o.&%
o Water determination Not more than o.&%
) Finished product specification: Levetiracetam oral solution (USP &)
de Test items Specifications
® Identification test mi’;ﬁlmum’mﬁsx‘q‘lu Finished product specification
b | YSunudiendegy ®o.0 - @®0.0 % L.A. of Levetiracetam
m pH €. — D.m
& Organic impurities
- Levetiracetam acid Not more than o.m%
- Any individual unspecified Not more than c.e%
degradation product
- Total impurities Not more than @.0%
& Microbial Enumeration Tests and Tests | - Total aerobic microbial count not more than
for specified microorganisms @oo cfu/ml
- Total yeasts and molds count not more than
@o cfu/ml
D Test for absence of Escherichia coli msmchumw?issq’tu Finished product specification
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BNE1sNEEIUNITNTTUA (AB)

oo ludmetunuiiou ve.e i v.e vosweiilauesan nieusisaviBeaiatenmsauauamnm
yowanfusiauRtunziou (finished product specification) wagdafnuanmaIwyes
TmgAu(drug substance specification) ﬂiiﬁﬁagjswdwmmﬂﬁauuﬂmLtfﬂmﬁuLﬁu LABDIUUY
LNasASTaNALY (8.¢) 3oy finished product specification kaz/138 drug substance
specification ITngveudlenouiulsznadseninsiaBidnvseiind uagliiu o U & u
Usenedsemnsiandianvseiingd

o LONATTIUTDWIATFIUNTHERELN

a0 NIdeWERlUYTEINAING Q’N'Em’fmﬁLaﬂa'ri%'usaammgmﬂ’ﬁwﬁmmmmé’mﬂmﬂﬁuas‘i'ﬁﬂﬁﬁ
Alunswanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagmiigany PIC/S
participating authorities %39 ﬁLaﬂms%’mmmmgmﬂ']iwﬁmmmwé’nmmmaz"?‘ﬁ'msﬁﬁh
ANSHARENYBIENNIUANZNTINAITOMITHALYY NTENTIEATITUEY Fatmuatulasiiay
Aenpdeavafisufundninasiuagisnsinlunsuang PIC/S Tumnagifilausisatiy
angamuseumsnvasy Inslinamsiusesiieiuiivszniedssmasiadidnnseing

o n3giMdusnintianaassme guandadiionatsiusesnnsg unsHansInmnanINMe
warisn1sfialun1sudnea PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ng
W28 PIC/S participating authorities aduaiganusaun1sasialagiinansiusesieiu
Ussmesemasiandiinnseiind nsdifiduatulilinwnineudenwmdinge deddiunis
%’Usmaﬁ'uLuJaIﬂsJamuumlwaﬂsz'«iwsmwﬂﬁy’u

¢, witdeduseman1singey (Certificate of Analysis [COA]) laa@asUsznaume

<o drumtiidesusemanisiasisningfudieddgy (Certificate of Analysis of Active
Pharmaceutical Ingredient [API])
coo dnumisdedusemanisinnsiingivdiendify vewurdningaumeidify

(Supplier)
ol Anumiitdesusamanisinieiingaudiend iy veninndadudiorduiagy
(Manufacturer)

€& a

<o Anumiidefuseanan1sinszinandusiordniagy (Certificate of Analysis of Finished
@

Product) vasgnannansiasiendiiagy (Manufacturer) lugumskdniidsinoguasliingiv
fendrfggunsiutudiumidesusasmslieneziingiuiednny
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nasilglunisnaisan (sim)

¢ AUNENANIUANINANTSANEIANAW (Stability data) Sruiuliieendt e un1sHan lages

Usenause

&.o FUUNDNAITUANINANTTANBIAIUAWITEEZENT (Long term stability data)

&lo ANUNDNATHANINAAINUAINIUTEEZISY (Accelerated data)

&.on duenasuanInaruasiivasald (in-use stability data) n3dhiiusniidenanviaiie
areuld viaueniussalu Multiple-dose container

5. dumdngiunisAnerdianyavssndndugiun (Bioequivalence) lawiznsdndtney

AEnTINMIOIMSIaze TdofuualiAnufrauyavemansusioniiu

. WRIFUvBnMUaRuAWIngRUMIEERRY (Active Pharmaceutical Ingredient Specification)
wardorhmuanunwadadusiendniagy (Finished Product Specification)
oo nsdiiuTngiufendidy vidondnsusidsagy dwsinglussien (Official Pharmacopoeia)
819890159584 Tasunnsgrusssesdenduluaudefmuauazunnsgiurenis
Ainseilugisela fsemils aulsenATeINIENTINEsITNAY 1589 SEUMTIEN
oo n3dhifutngiuiiend Ay uiendadusiordndagy Alivsingludisnen (Non-official
Pharmacopoeia) Anudarnuauaziasgurasnmsiiasyilusaela e mils desueans
wé’ngm’hmﬁmmsgwu*uaqms"“;Lﬂsﬂzﬁtﬂulﬂmu%’wﬁﬁdmialﬂﬁ
oo, T¥efmuaLazImsgIUTaINITIleTglufsevesUsmanduantBnves The
International Conference on Harmonization of the Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) ED!

oo o ForMUALaLIIATEIUTEIMTIATIERVBIENAR (In-house process) Aiganndaaiiu ICH
Guidelines %38

oo o muauazuasguI eI Tiies i dmualiludiseile disewmils e
U5£n1AT8INTENTAIGITUGY 1399 STYR13181 ﬁm%’ugmmumﬁ?uq (General
requirement for dosage form)
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ANANUALWIZYDIYN
Tiotropium @< mcg inhalation powder, hard capsule w%’amn‘%mqﬂwu (Handihaler)
Tsenenuranszuningn

Haen Tiotropium @& mcg inhalation powder, hard capsule W%'amﬂ%;mq‘!ﬂw'u (Handihaler)

aauTAnalY
o. JUwuy Juewliansasiden Fvvssglunaugauderiuuas
o, @ulsznou Usenausmesiaen Tiotropium bromide monohydrate @& mcg 78 o
wAUga
o, AYUBUITTY euaUgaussytuussnaiiv destuuasuarauiy wionLATBgANY
(Handihaler)
®. @an - spyTenn dnuseneumsndduasaause Susdn 5’u§umq laiinGn
wasaunsioumiiuen legednauuuussgiug
- yuMBuEUSIYNegetaedestyTes Wi dovnamsd duussneuuay
AUUSIVDIEN LavTinER i’u??umq LitaLay
& 914N Tumnorguesniidweusiaditosni o U o Wou tuaniuitdmey
AuaulANIunAila

wamsms'sﬁmswﬁqmmwL‘fJu"LUm:u finished product specification wag drug substance
specification #§sannundsisuatuiiientu dsldannsidousedinaurmuenisunisemisuaze
NIENTHAITITUY %ﬂﬁLﬂﬁ%ﬁﬂ%Uﬁl‘Z’fﬁ’NﬁdﬁmLﬂuaﬁuﬁ.tﬁEI‘ULﬁﬂﬂ%ﬁlwﬂﬂ’jﬂuﬂGligﬁuLﬂﬁ"Uﬁ’I%JUGLﬂG‘I”]'%JU
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Drug substance specification: Tiotropium Bromide Monohydrate (BP wolke¢)

D) Test Items Specifications

@ | Identification test AT

b | YSuumedieyy ®&.¢ - ®06.¢% (anhydrous substance)

on Appearance White or yellowish-white powder or crystals

AMSNTIUMIMUUAAMEN TSN
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Je-

« Solubility

Sparingly soluble in water, soluble in methanol,

practically insoluble in methylene chloride.

& Appearance of solution

The solution is clear and not more intensely

coloured than reference solution Yy,

© Impurities G and H
- impurity G
- impurity H

not more than oc.e%

not more than o.e%

o Related substances
- unspecified impurities

- total impurities

not more than o.@%

not more than o.lo%

I Water Determination

©.& - &.0% determined on o.moo g.

I Sulfated ash

not more than o.@%, determined on @.0 ¢.

Finished product specification: Tiotropium a& mcg inhalation powder, hard capsule

D) Test ltems Specifications

® Identification test m’sf\]chum’mﬁisqnlu Finished product specification
o | Ysnasiendhgy maﬂmumuﬁizlﬂ,u Finished product specification
o Uniformity of dosage units mnshumuﬁwau Finished product specification
& Uniformity of delivered dose maﬁ]mumuﬁizﬂu Finished product specification
& Aerodynamic fine particles dose mwchummﬁ'ssqlu Finished product specification
> Impurity/Related compounds miﬁwhumu'ﬁ'izuiu Finished product specification
o Water content mwmumu‘ﬁizﬂu Finished product specification
I~ Microbial enumeration tests mimchummﬁ'isqlu Finished product specification
« Delivered dose midﬂmumuﬁﬁzﬂu Finished product specification

wassildlunisinsu AKSesdduenans wioussyvingauonasniuaIfy faseluil)

o @wunenasiiue aelng was/mien1wdingy AlaguiudinuaugnssNITEMISLAZE
b, @unnmeeenasmslasueyymtunsdeuiiuenedimiiglulssma uazduaa (declare)
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Lanaﬂsm%’tumsﬁmsm (sia)

v.o ludFynstunsdeusmue Mele w3 ne.a 9% No. W30 8o WduAnsH)
v.o.o unsdilusiindsluusanedlne  (raned vele s i)
0.0.0 lunsdidugniniiiionsuussy e ve.m vie o)
©.o.a bunsalidusnindnananessive  (Muneds ve.e u3e o)

0.0 Tuiwatunzifou vo.e Wio v.0 vos iauesian wiausgaziBuniiton1sAIuALAMAIN
mawﬁmﬁm%muﬁ‘ﬁuwuﬂau (finished product specification) LLamTaﬁmuﬂqmmwmad
mg#u(drug substance specification) nszﬁ*?'iasﬁwﬁdﬂﬁitﬂgauLLanLtfﬂmﬁmﬁm ADIUUY
NESNISTBNALY (8.¢) Nawdeu finished product specification wag/%3e drug substance
specification lagusuAlunauiulseniauseninsiandidnnsedind wasliiiu o ¥ & Ju
Uszmeusemasiaidlannseiind

o 1ONATSUTBIIRNTEIUNTINARYY

m.e NsfEmARluUsTWAlne fuanfoslionarsiusesmsgiunsuanemumaninasiias s
Alunsuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagnuaeeu PIC/S
participating authorities %158 10Na155UIBINATFIUNTHAREIMUNSANTIUALTINSTRLY
NIINARY1UBIETINIMUANENTINNTBMITUATET NTENTWEAIFITUEY Fertmundulaeiaan
genpduazvinfisuiundninasiuagisnsintunisudnet PIC/S Tuminneniausyioatiu
agamuseumsnsandey lnenansiusesiieiuiivsznmaisznasimdnrseiind

mo nsaiMdugnininaniwsema guandesiitonasiuseanasgunimansaamaninas
waz3sn13fialunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 1ag
W89 PIC/S participating authorities aduaiganussunisasivlasiinanissusesietu
Usemedszmnsiandidnnselind nsdisuatuliliniwinevioamundsnge fosldiunis
%’usaaaﬁ’uLLiJaIﬂaamumlwaﬂszﬁwﬂismﬂﬁu

& WAUIMAN1TIATIEN (Certificate of Analysis [COA]) TnadaaUsenausie

<o dumdiiofusewmanisiinsiesningiudiad iy (Certificate of Analysis of Active
Pharmaceutical Ingredient [API])

oo dnumiidioiusemanisinseiingiuiied1dy veundningiudiendify
(Supplier)
<ol d@uumiideiuseswansliaszningiudienddy veundondniusiordniogy

(Manufacturer)

ANSNTIUNIIVURANSN BAIANIE
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a1 ivlun1snaIIn (aa)

<o mLumuaaaiusaamamsamswmwamﬂmmmamﬂsﬂ (Certificate of Analysis of Finished
Product) maawwamwamﬂmmmmmsﬂ (Manufacturer) 1u3umswamwaamamqLLas'Im’maﬂU
mma'\ﬂmiumsnﬂunumLumuqaaimaqm‘nmﬂvmmamummmﬂm

& ANuNeNaIsLAAIHaNTSANYIANAIA (Stability data) Frunilaitdesnit e JuMswan QRGN

Usgnoueiey

&0 ALUENAISLARANSANENIAAAISTEEENT (Long term stability data)

& mLmLaﬂmsLLammammmmiusuﬂuLsa (Accelerated data)

& mLu%aﬂa'ml,amNammmm‘umumﬂ% (in-use stability data) ﬂsmLﬂumwmmwawsama
unouls MiaLﬂuﬂﬁﬂusiﬂu Multiple-dose container

©. auumaﬂﬁwmiﬂﬂm‘mauuamawam.ﬂmsn8'1 (BloeqUIvalence) lanznsaliidinay
ANZNTIUANTDINITUALEN u‘uamwuﬂlwﬂﬂmmau:uammwamﬂmsnmLw:uwm
. u’m'sﬁ'lu"uawaﬂ’muﬂﬂmmwmmummmﬂm (Active Pharmaceutical Ingredient Specification)

Loy ?Jaﬂ'muﬂﬂmmwmamnmmmmLsasﬂ (Finished Product Specification)

.o nsanduingAudiendrAty mawamﬂmmmmsﬂ mﬂ'ﬁﬂg’(,umi'\m (Official Pharmacopoeia)
legr9Bansins e Iﬂﬂmmﬁ'\uamauaamaqLﬂulﬂmmjamwuﬂLLaummmumaqms
Fiasgilumsela F5I0MTE AUUIEANAYBINTEN TN TNEY 1584 3EYATIYN

oo n3dhiuingaudendrfiy wiondnAnsigndusagy flivsngludisng (Non official
Pharmacopoeia) mmaﬂ'mumLLavmmmu‘ummsaLﬂsww“lumﬁ&n‘lﬂ FSIMI FBILEn
waﬂsmwmummmwmmnLﬁmumﬂu‘lﬂmmawuwa’tﬂmalﬂu
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