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665807: Mometasone furoate 50 mcg/1 dose nasal spray, suspension

140-dose bottle

1. AnaudEnaly
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2 @ulsznau 11 1 dose Usgneudie Mometasone furoate 50 mcg 91U 140 doses
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2.1 Finished product specification

impurity, NMT 0.5%

Total impurity: NMT 2%

Y8 | Test Items Specifications(BP2020) Specifications(in-house)
1 Identification Meet the requirement Meet the requirement
2 Appearance Homogeneous suspension A white suspension.

3. Assay 80 - 120% 90 - 110%

4 Related substances Unspecified impurities; for each msa%mumu‘ﬁszﬂu FPS
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2.2 Specification of Active pharmaceutical ingredient (APl) Mometasone furoate:

U8 | Test [tems

Specifications BP2020/EP10

Specifications USP

1 | Appearance

Meet the requirement

Meet the requirement

2. | Identification

Meet the requirement

Meet the requirement

3. | Residue on

lenition

NMT 0.1%

4. | Optical rotation

+50° to +55°

+56° to +62°

5. | Related - Impurity J: NMT 0.15% Total impurity: NMT 2%
sLibitaroes - Unspecified impurities NMT 0.10% each
- Total impurity: NMT 0.3%
6. | Loss on drying NMT 0.5% NMT 0.5%
7. | Assay 98-102% 97-102%

Mometasone furoate monohydrate:
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Y98 | Test ltems

Specifications

BP2020

Specifications

(In house)

1 | Appearance

Meet the requirement

Meet the requirement

2. Identification

Meet the requirement

Meet the requirement

4. | Optical rotation

+50° to +55°

+56° to +62°

5. Related substances/

related compound

Unspecified impurities: NMT 0.1% each
Total impurities: NMT 0.3%

Unspecified impurities: NMT 0.1% each
Total impurities: NMT 0.3%

7. Water 25-4% 2.55.5%
8. Assay 98-102% 98-102%
LRI NMT = not more than

- Drug substance specification #3157 nlulATzivadndn drug substance w3e ludiasizn

drug substance vesEndusagy adulpatunis Sudmsnsalwseiasunnideditvun

3. MsUsziuATYIZENSAMARI1AT (Price Performance)

FIUALDLARTUDNENT 1589 NM5UTERUAUTEAMSnweaI1AT (Price Performance)
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4.1.1 asdlnemdnlulszimelneg (ne.2)

4.1.2 nmdifiemdiitonsusussylulsamalng (ne.3)

4.1.3.nsdife g nieUsang (ne.4)
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5.1. dunmisdedusewmnsunsnangmamaninaeiisnsialumandningiusaend ey
(Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2. @numilsdesusewnsgrunsnanenundninueiasn1sialunsuanndn Saeien
ﬁ%‘?ﬁ)gﬂ (Certificate of GMP Finished Product)

Tunsdifugnindranesuszne Andindesddnumisdosusowmdnsua (Certificate of

pharmaceutical products, CPP) niawniiidesusosnissmiune (Certificate of free sales, CFS)
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n1nsgIuvesdedivunqmuainingAufiedifey (Active Pharmaceutical Ingredient

Specification) uagnansineiendnsagu (Finished Product Specification)
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7.1 dwnnmsguingAudaedndy (Active Pharmaceutical Ingredient Specification) wag
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7.3. nsaiiingAufieddsy (Active Pharmaceutical Ingredient Specification) ¥Sengn o,

818115331 (Finished Product Specification) 113119 lus15981 (Non-official
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7.3. 1M vualazuinsgueensiianeiluiisevesssmeiiluanndnves The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) #58
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(General requirement for dosage form)
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8) dumiisdasusoNansinTei (Certificate of Analysis (CoA)) TnesmasUsenaudae
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(Supplier)
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8.4. dLunenaTHARIHANIANETLAR I Ed N satnuUadinenld 1 Y (n3gigdin)
8.5. dunenansudnNanms@nwianuasitndalinld (in use stability data)
9) duuenaskanINaNIIANIIAIINAYY (Stability data)

9.1. duuenansuannanIsAinyIANAIITEEEEN (Long term stability data) $1uau 3 Ju
ATHER

9.2, dNUNBNETUAAINANITANEIAINARAlUANILSY (Accelerated stability data) 113w
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ANUEN (In use stability data)

10) dnumisdesusesuindusivndnuiagy (Certificate of Pharmaceutical Product) tan1gen
dntantulszinelne
11) dumanguaiuanyavasudniueien Bioequivalence) lngranisAnwiaiuauyaves

NEnSuien (Bioequivalence) Lulumudaiinun ASEAN Guidelines for the Conduct of

Bioavailability and Bioequivalence Studies %38 gilomsAnw@iussansuauasdiauyaves

wAndaien nTEnTas1sage eaniunsenhenufnm@iauyaildiunisiusesan
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12) dwmilideiusewnasgrunisufuiauvdninueiisnisidluiesufoinas (Good
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13) duumlddesusunasgrunsiivsnsuaenszatseimumdninaeiasnsialunisiuinw

LarnIza1881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) flaues1AiesdaiiegeIegntsy 3 MiieuTIi N

15) duumbdesussanasguion §iRnns 1SO/EC 17025 Tusienisenfieue (@)

16) dunenansuansloyanseisunsussglu Green book sasnsuanenmansnsunwng (i)
17) duenansuansdoyanislasunisussqlu Orange book w89 USFDA. %38 European

Medicines Agency (213l)

18) nsailildediunuudawaninisanuvianaiin (Clinical trial) veseluUssmalnefuansd e
needtnvaseTeuEUAUEuLUULALARUWIUINTENTYNansuImE (6nE)
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wuuUszluaA1UTeBnsnnedasian (Price Performance) Ussinnegaadl
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n. 52&@232&,“,_& (General quality criteria) 20
1) WIRSFIUMSHARNINNENINNSIIEN1TAAlUMSHAREN 1.5
2) wmsgruingAumenddny (Active Pharmaceutical Ingredient Specification) wagannsgu
nEnsiaue1d115a3U (Finished Product Specification) 3
3) WAIFIUNWADIUL TR g
4) wmEIUMIAUIYILaY ST B MUMANINUeISNSTIRLIMTAUS nwuaZnsE e (Good
Storage Practice / Good Distribution Practice ; GSP/GDP) 2
5) UATFIUHERNN U 75
6) AuauiETEeUslevien s TRy 4
. INEUSIAMANIANIE (Specific quality criteria) 80
1) waigapnammildesusasnanmsingiey (Certificate of Analysis ; CoA) 20
2) wafigauaunwnsinwiaaumi (Stability data) 7
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n. inausieun1wialy (General quality criteria) 20

1. | ATFIUNISHARBIAARAIINAITTISN SR IUNHENeN (Aeliuysasl = 99 1.1 + 1.241.3) 5

1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) lumnneniiduoms aduage 0.5
mussumsaswaeulasinaiusesfiaiulssmelsemeasn/faden (Gandaladouils)

1.1.1. 1#%un195uses GMP-PIC/S 910 PIC/S participating authorities %58 cGMP 0.5

1.1.2.1¢5un"135U589 WHO-GMP 38 %38 cGMP w3 aifiauwin Tumnaiiifisadasiu APl 0.1

1.1.3. 195un13¥uses WHO-GMP wSe cGMP volfiouwih uldszymnedaay / laiftenans 0

LERNINIS5UTD9 GMP (liia15047)

1.1.4. ¥ uns3uses GMP-PIC/S e WHO-GMP w38 cGMP ivaegroufuuszmeusznin 0

1 L 1 = 1= hrd o 1=
yien wazlifionansuaninisbuverieniy wie Wilndngiuuansiuvuneny (lWdarsas)

1.1.5. 1dl@5unms¥uses GMP-PIC/S %38 WHO-GMP (Idia15as7) 0

1.2 Certificate of GMP Finished Product Tumnagfiausuie aduangesusaunInTivaaulay | 0.5

= o = = =
fnasusesiviulsenmieadseninsian Gaandalntanis)

1.2.1. ld¥umsiusas GMP-PIC/S 97 PIC/S participating authorities #58 cGMP uae/"3e 0.5
wilAeuTBmaN o (Certificate of pharmaceutical products) 310 PIC/S
participating authorities luvnagniiiauawe (sdenind) wiolisunisiuses GMP-

PIC/S 2MNA1UNMUANENTSUNITITVISLAL YN

1.2.2. l95unsiuses WHO-GMP v3a cGMP a1 Usewefudn lumnaiifeadestu Finished | 0.1
Product uag/s3e wilsdeiuseanindun (Certificate of pharmaceutical products) Tu

nuIReNAEURYYY (NTEe11En)

1.2.3. l5i¥un135uses WHO-GMP walilsyywandiau (luiersan) 0
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1.2.4. l§i¥un1s¥uses GMP-PIC/S wia WHO-GMP e cGMP iusinengriauiulssmeusznin 0

5171 waglifiienansuaninisBuvesionny (Wie15as)

et 9 I L 3 Qs (73 - s & s
1.3 nsdimdugniidinnanslseme deslidiuvtidosusetndnins (Certificate of 0.5
pharmaceutical products: CPP) uSentidasiusssmsdinvuie (Certificate of free sales; CFS)

TumnneMausny

1.3.1. CPP v3e CFS atiuangn (mwseuntsmssvasy) nsdileglilorgnssusasdasulseme 0.5

Usenangim viseluenfedsludszmalne

1.3.2. il CPP 3 CFS 50 & CPP / CFS fivmnany 0

2. | mAsFIUIngRuA28d1AY (Active Pharmaceutical Ingredient Specification) wag 3
umigrundndnigndnsagy (Finished Product Specification)
Aersanmenssnisiunsiow (azuuusan = 98 2.1 + 2.2)

2.1 wesgudngauiiend1Agy (Active Pharmaceutical Ingredient Specification) (tdandalada 1.5

=
yidq)
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2.1.1. n3gilasunissuseslusiisien (Official Pharmacopoeia) (tAandaladanis)
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1) 87989 USP, BP, Ph.Eur. , IP,JP atiugan (muenatsiivunstdeul’d) waznisensdady | 1.5

asilunlulunsieusiugud @o.5 9 ov.ovuld)

2) &W81 USP, BP, Ph.Eur. , IP,JP atfuaign (mutenansituvedeul’) webuuilaly 0.75
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3) 97984 USP, BP, Ph.Eur., IP JP atiulmininusgme syusen wazuilulunsidou 1

2 ) 2

fsuenaeusasun (8.5 7 ay.a1slR)

4) 91989 USP, BP, Ph.Eur., IP , JP atiuludninusznia FEYMIIEN warduuAloluneideou | 0.25

(]
=l

Asueua (@ 0.5 fiu og. Melu 2 Yuadeldlifunsewd® uavBuudluneuiy
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5) ©1984 USP, BP, Ph.Eur,, IP,JP atiuarga wialwind1uszme seyisen uasudlaly 0
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6) 1984 USP., BP., Ph.Eur., IP, TP, JP (@tumiusisieni sus.Usenim) uasudlaly 1

nzilgudiueud ({e.5 1 oo 0ylR)

=

7)  §7989 USP. , BP., Ph.Eur, IP, TP, JP (atfumissnsnendt sus.Useme) waviuudlely 0.15

neilousiuuud (@ e.5 Aty ao. ety 2 VudddllldFunseyT® wasduufluney

TuUsENIAsIA1)

8) 87984 USP. , BP., Ph.Eur, IP, TP, JP (aUugae 15191 sus.Ussme) uasuslaly 0
nzileudnsuends wads ilgduudlalunsidousisuen

9)  edeimenatusnUsenieshsen (ldReasen) 0

2.1.2. 1ns51usioemuOfficial Pharmacopoeia 1esUsgmaiiiliuasndnues The International
Conference on Harmonisation (ICH) (i@w7saudn ICH 7 Official Pharmacopoeia
harmonization Aia USP, BP, Ph.Eur, JP.,, Ph Int.) viedaiinuauazannsgiu In-house
process faanndoatu ICH Guidelines wag/%#38 Pharmacopoeia General

5 = 2 =
Requirements (iFandalndanils)
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91989 Official Pharmacopoeia U84UsemAaNGn ICH Wag/%58 In-house process 7

gomAsesU ICH Guidelines wSe Pharmacopoeia General Requirements atfugign

'

ynirde wazunlulunsloudivendeuiosuds @o.5 W ov.oulf)

1.5

v a N . = =y ]
81984 Official Pharmacopoeia ¥a4Uszinagu1tin ICH waz/%38 In-house process 7
AenARiu ICH Guidelines W58 Pharmacopoeia General Requirements atulual
NUsENIAMIEN sun.Usene yninda wezudlalunafeussusués @a 5 9

9e.81iR)

1.25

]
=

81984 Official Pharmacopoeia 28sUsginAaundn ICH wag/#38 In-house process
donAnBany ICH Guidelines %38 Pharmacopoeia General Requirements aifugiga

waalnindusemafisedl sus.Usena navhde warbuudlelunsSeusSusudn

@ v.5 MiEu 98, Melu 2 Vusdalulesumseysdd uasduniluneuiuuszninsan)

Q75

4)

]
=

9184 Official Pharmacopoeia wesUszinaaun@n ICH wag/%5e In-house process ¥

#onAseiu ICH Guidelines #38 Pharmacopoeia General Requirements atfusis
o = o v I~ ) v o =
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