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AMANYUIANIZYDIET

822984 : Fenoterol hydrobromide 50 mcg/1 dose + ipratropium bromide 20 mcg/1

dose pressurised inhalation, solution, 200 dose actuation

1. aausuiEnaly

11 guuwy Juansazany dwmSunuganisin vila Metered dose inhaler
12 dudssnou  lu 1 mieussy Useneumuedae Ipratropium bromide 20 mcg/dose e
Fenoterol hydrobromide 50 mcg/dose d1uulsitiosnin 200 dose
13 Awugussy  UTITlNAYULUTIYENgANY (pressurized container) iil metering valve
Usimnans CFC uasusyimeidasiuuas
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nan1ITITIA IR MWlUAA finished product specification wag Specification of
Active pharmaceutical ingredient (API) Mi1edsanindusiiuatiuifeniu dsldanutousde
ANUAREATIINSEIMITHALE NSENTIENSISAIAY Teinduidulisredaoatuatui
isuiveluindnunasgrundussulassunils mudseniansensisansisaigy 1ee seyss
e WA, 2561 av¥uil 6 Suen wa. 2561 (aessmalusvinayuneniudl 12 quaius
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2.1 Finished product specification

i Specification Acceptance criteria
of finished product In House

Identification Complied with finished product specification
2. | Assay

Ipratropium Br Complied with finished product specification

Fenoterol HBr Complied with finished product specification
3. | Number of metered doses NLT 200 metered doses
4. | Uniformity of Delivered Dose Complied with finished product specification
5. | Pressure (if test, 73 4.5 bar — 5.5 bar
6. | Water content NMT 2.5%
7. | Impurities Complied with finished product specification
8. | Particle size Complied with finished product specification
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Specification
of finished product

L 1D)

Acceptance criteria
In Houss

9. | Particulate matter:
- Particles the longest axis of which >
100 um (if test)

NMT 50 particles per 50 actuations

10. | Leakage Test

Complied with finished product specification

11. | Microbial limit test:

- Total aerobic microbial count

- Total combined yeasts/ moulds count
- Specified Microorganisms

(Absence of bile-tolerant gram-negative

bacteria, P. aeruginosa and S. aureus)

NMT 100/¢ %38 10% cfu/ml
NMT 10/g %38 10" cfu/ml

Absence

2.2 Drug substance specification
(1) Ipratropium bromide

Acceptance criteria

D) Specification of API e =

1 | Identification
- IR Spectrum Meets the requirements Meets the requirements
- Test for bromide Meets the requirements Meets the requirements

2 | Assay 98.0%-102.0% 99.0%-100.5%

(on the anhydrous basis) (anhydrous substance)

Residue on Ignition/ Sulfated ash NMT 0.1% NMT 0.1%
Limit of Ipratropium Bromide NMT 0.1% NMT 0.1%
Related Compound A / Impurity A

5. | pH - 5.0-7.5
Water determination 3.9% - 4.4% 3.9% - 4.4%

7. | Organic Impurities
- Ipratropium bromide related NMT 0.10% .
compound C (tropic acid)
- |pratropium bromide related NMT 0.10% -
compound B
- Desmethyl Ipratropium NMT 0.10% .
- lpratropium atropic analog NMT 0.10% -
- Any unspecified impurity NMT 0.10% -
- Total impurities NMT 0.25% -

8. | Related substances
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i Specification of API Acceptance criteria
' USP NF BP
- Impurity B - NMT 0.1%
- Impurity C = NMT 0.1%
- Impurity D - NMT 0.05%
- Unspecified impurities (for each) - NMT 0.10%
- Total impurities - NMT 0.25%

(2) Fenoterol Hydrobromide

U8 - Specification of API

Acceptance criteria
BP/ Ph. Eur

1. | Identification
- IR absorption spectrophotometry
- It gives reaction (a) of bromides

Meets the requirements
Meets the requirements

2. | Assay 99.0% - 101.0% (dried substance)
pH 4.2-52

4. | Related substances
- Impurity A NMT 4.0%
- Impurity C NMT 0.3%
- Impurity B NMT 0.2%
- Unspecified impurities NMT 0.10%
- Sum of impurities other than A NMT 0.3%
Iron Maximum 10 ppm.
Loss on drying Maximum 0.5%
Sulfated ash Maximum 0.1%

NAUYLNA - NMT = not more than
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3, psUselliuanUseansnnsiasian (Price Performance)
SwaLlBuaRNNENaNs (384 NsUsediuaUszansnmeasa (Price Performance)

4. wnansiidlunsnansan

AILNTTUIMSAMUATIBAUAALASAGN BUVIAN Y M
Fal
Laﬁa UsEsmnIsung Z.N%ﬁ %704 é/@ NITUNTI 3 ﬁﬁiﬂ EFTUARE]

(unseund Anngny) (ney afan Tusna) (negdn Hlvuadn



wmh 4910 6

< a v o o w v
enansfildlunisiansunaun el A EId AU NANTHIBNTEYMINELAUBNANT

o a ar 1 ;
PNEIRU Pase LUl

1)
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1aaie

diuenasiiuen Mwlng way/M3enwsangy
wnewmg: lunsdiiflvendunuursdeslionansuansieudldvaseriimssuses

MndinnuaugnssumMsemsuare1 fuanvieiuidoudld demssete eviuly

Wieuwhiveduwuulurunaedldlunsinvvindy uasfinnsssydomnuiounsldenld

Tutenarsiniuen

AEnEsUARANULRAINYBIN YL UTY (Weuazndede) muildtunsouly

durfvetunsdeudifuet (W v.e.1 wie 8.1) Asuyani nieusieazidunnw

dnuuzlanzuewd@iiaguuazdoimuaninsgiueedisnisiiasieien (Finished Product

Specification and Analytical Procedures) ftunsleuls Tnedosdredaiiusiivsenta

NSENTNEANSISUFVTUTBIMIBIMINIUTEN A
wneme: nsdifiegszuinweivdsuwlaudlyisiieseiuazdeimuauinsgiuli

aonndaanusefiusmasusemamaenaigasedtinauANENIINITO M TUAY )

Wuuvdwdweudluwdsuulassenislungdeudiiue (W ne. 9) vie duuidve

uAludsunvasenislunsifousiuen (wuu o.5) smseuiuse

dunluddymstunsfousiiuen Wuu ve.2 viie vie.3 vie ne.d viie 8.2 udusinsd)
4.1.1.nseiflewanluuszmelne (ne.2)
4.1.2.n3@fenindiitemsudsussglulsemealng (ne.3)
4.1.3.n3@nenhidhnneelsema (ne.4)

e nsdiinsudsuuandluiEueygnsazanuingn Wiuuudiundveudly
Wasuwassenslungdousiue (W n.e. 9) wie duundveudludsuuassenis
Tunzilushiuenfetufuoygnuasanuinga (L .9)
dumdededusewinsgunisuaneaumdninaiisninalunisuingl (Good
Manufacturing Practices (GMP)) TunuandiiAsadeafugiiliaus (@ffuarganiusounis
nsnasulnedieglutiiiansiuses) lnedaasznaume
5.1 'mLu'muqaawimmmmumwammmwanmmm5n'1'iﬂﬁ1um'swammnﬂumm

iy (Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2. ﬁ'lLumﬁ’uﬁa%’u'immms;g":unﬁwﬁmmmwﬁnLﬂmﬁﬁ'ﬁn'ﬁﬁﬁlun'ﬁwﬁmmﬁmﬁ’mv‘lm
E?"ll,%ﬁlgﬂ (Certificate of GMP Finished Product)

wnsgruveadfefmuaguaningiudiendifgy (Active Pharmaceutical Ingredient

Specification) uazuﬁmﬁmﬁmﬁ%%gﬂ (Finished Product Specification)

6.1. dununsgruingaudiendnfiny (Active Pharmaceutical Ingredient Specification)
uazamsgIunAnAnsi1d13agy (Finished Product Specification) Tagssysiaen
(Pharmacopoeia) Alig1sBanTiianeilasuasgiuegaieedoniulunmdeimun
LLaummmwaqmﬁmsnzﬂuﬁﬁﬁm'lmaﬁ'ﬁ"nmwﬁa AUUTENIFANTENT AT
59 sEysheen

6.2. 81411 drug monograph 99999 281d1A5y (Active Pharmaceutical Ingredient) ua

wAnAnusiendiagy (Finished Product)
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6.3. N3GIATR gAud181d1Agy (Active Pharmaceutical Ingredient Specification) %30
wanfusiend§a3u (Finished Product Specification) laiusinglusinsen (Non-official
pharmacopoeia) feauanmanguinenfnasguvesmsinseiiuluaudentede
Tasieluil
6.3.1 iermunuasnnsguresnineilusmenvesUssmeiiduaindnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %50

6.3.2 F0MMUALALNIATTINYBINTAATIVERER (In-house process) NdenAdDIiy
ICH Guidelines %38

6.3.3 Sormunuazuiesguivresmsiinsesiidmuailusisnen shaeile shsnen
wils AIUUTENIFINTENTNEANGITUY 309 FEYANTIEN ﬁ"lﬂ%JUEULLUUHﬁﬁg‘U‘]
(General requirement for dosage form)

wu1eg: JoninunfuaIwingAudIedAg (Active Pharmaceutical Ingredient

Specification) uaznAnsimusie1d@3a3u (Finished Product Specification) fipegnedsansnan

Weafusazaduienty eniuudnsdifidhseniidermunuazunnsgueeinisiasy

g ingaudendfey wie windasienduiagy

7) dunmilsdedusesnanisinsient (Certificate of Analysis (CoA)) Tnagiasusenausie

7.1. dunmisdesusemwmamsianeiingausiendity (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) TnedasUsenauniy
7.1.1AwmiAesusemansieseiingauiaendny vasnanngauiedny

(Supplier )
7.1.2 & wmilidesusemansinneiingiusend ity vesdrdnndndusiodniagy
(Manufacturer)

7.2. Anumisdesusewanisiiasiesindnfnsiend11393U (Certificate of Analysis of

Finished Product) vesjndnndn fausiendniagu (Manufacturer)
8) dlulenalsuaninanIsAnAuAd (Stability data)

8.1, dNUENAISHARINANISANYIAINARISEELEN (Long term stability data) 977U 3
JUMINER

8.2, ANUNENATITUARINANITANYIAINAIAIIUANTILLTE (Accelerated stability data)
TIUIU 3 JUNWAR

8.3, duenasuaninan1sAnmfluaniingrauisadnuadneld 1 ga /dnuiuans
Uszavsuanssnwn (nsdlenda) ()

8.4. nsildueniifesazats ATeeneuld IdunenansiansAnenAIUAINEINS

sanslay/vie Boan / ndadeld ludvihasanesneg asuduuazasendesnuienans
My (In use stability data)
9) dnumildesusewiniusiendniagy (Certificate of Pharmaceutical Product) Llan1en
wdhunludsgmelng
10) dmdngiumiuauyaveskandtusien Bioequivalence) IENANIANYIANANYATDY
wansfsien (Bioequivalence) ulumutarimuna ASEAN Guidelines for the Conduct of

AMENTSUNIAIMLAEANE UALALANAN VAILIANE 4*
Ior Vg5 N TIaNTT 28990 17 C/'"é'o nssUNTS 3. aste n5UNTS

(un.isunds anngne) (ney #@an Tusna) (neyafisn Alvwdn)

18370




wih 6910 6

Bioavailability and Bioequivalence Studies %3 gilansAnwi3aussaninauasiauya
wasnAnSTeT nsensNaEIsAgY ladntundemisnuAnunitauyaiildiumsiuses
9 dinanusnenssumsemsuazen atullagiy (nsdllalversuuuy)

11) dumifdesusennnnsgrunisujuiniundninasiisn1sialuiesu juanns (Good
Laboratory Practices (GLP) lunsdiilvhmsfinundauyaiisnsusemne

12) E'T‘1Lmwﬁ&ﬁa%’mmmmgmmiLﬁu%'nmuazﬂizmammuwé’nanﬁ%miﬁléﬂumﬂﬁu%ﬁm
waznszwe (Good Storage Practice / Good Distribution Practice (GSP/GDP))

13) flauasAsieddaiaegauegnaioy 3 mieusigie

18) A milsdesuseunasguasufiinig 1ISO/EC 17025 Tusemseniiiaue (i)

15) denansuansdoyanislasunisussylu Green book vesnsuinemaninisuwe (i)

16) duntenansuansioyanislazun1sussylu Orange book 484 US.FDA. w38 European
Medicines Agency (814)

7) nsailailgedunuuseuaninisinemenain (Clinical trial) voselutssmelneiuansds

nannpdiinveseiSeuisuiugfunuuiaziiiuilulnsasnianisunng @i

5. Joulvdun

1) ﬂ'}ﬁaaﬁmqmﬁa‘lﬁﬁaandn 1 ¥ W uiidaeuen

2) vwnarnisudadidaeuliunlsmeiviaszdesduuiniidesusewanisiinsiey
(Certificate of Analysis (CoA))

3) Q’maasﬁmﬂuﬁuuau%’uLﬂﬁaumti’faaﬂné’wmmqﬁ?aLﬁmﬁmn*mﬁ'auamwriauﬁ'muﬂmu
QELTPIOER

6) wnlssenuranudgmauamatnuandusitazieimsdmsaitedinTginuam
SamiendasusionadugFuiiareumlitilunsiengiaunmer wagdwenludo
QnaaiiAsIeifuuAlsmeuIa

5) fauomm(ue)Busailiendndygreunsuimun fil
5.1. mﬂum'sq:ums'm';Lﬂiwmnnsmwmmammﬂmﬂauﬁqwam'ﬁl.ﬂiqw“lﬁl.ﬂuiﬂmu
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