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764107: fluticasone propionate 250 mcg/1 dose + salmeterol 25 mcg/1 dose

pressurised inhalation, suspension, 120 dose actuation
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Usenaumemien Salmeterol 25 lulasnsy way Fluticasone

Propionate 250 lulasndu sion1swiu 1 A3 YUIAUSSY 120 doses
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Tuindn udueny wasaweidowisuen lidaay

MsnaaeuURMaAMlU (General chapter)

1.5.1. aauUfves ernsdmiuganiauin dn1suaning/n15nsa Universal test dasialudl

D)

Tests

Acceptance criteria

Identification

Complied with finished product specification

Assay

Complied to specific test of Finished product
(2.1)

Uniformity of delivered dose

Complied to specific test of Finished product
(2.1.)

Fine particle dose

Complied to specific test of Finished product
(2.1)

Elemental Impurities analysis

/Related substance (IcH Q3A,Q38,Q3D(R1),
Elemental impurities in drug products, FDA
guidance for industry (August 2018),
USP<232>,<233>,<2232>, BP supplementary
chapter IV Q , EP general text 5.20)

Complied to specific test of Finished product
(2.1)
(FesmenunailefiAannnia Reporting
threshold)

Number of deliveries per inhaler

Complied to specific test of Finished product
(2.1)
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1.5.2 AuauURAves Active Pharmaceutical ingredient in13uannga/n13m373 Universal

a 1] ﬁ}’
test flanalUll

) Test Acceptance criteria

1. | Description/Appearance Complied to Active pharmaceutical

ingredient specification

2. | !dentification complied to all requirement of all specified
procedures in the test on Reference

monograph

3. | Assay Complied to specific test of Active

pharmaceutical ingredient

(2.2)

4. | Elemental Impurities analysis Complied to Active pharmaceutical
/Related substance (icH ingredient specification or specific test (2.2)
Q3A,Q3B,Q3D(R1), Elemental impurities in drug
products, FDA guidance for industry {August
2018), USP(41, 42)<232>,<233>,<2232>, BP
supplementary chapter IV Q , EP general text
5.20) Meets the requirements

- Organic impurities Meets the requirements lalgisnsmsae heavy

- Inorganic impurities i

(Elemental impurities

analysis)

Residual solvent (ICH Q3C (R5-6), Complied to Active pharmaceutical
USP42 <467>EP general text 5.4, BP ingredient or specific test (2.2)
appendix VIl L, JP17 supplementl
0.2634-40)

2. AuauUANImaila
Nanﬁmi’aﬁmswzﬁﬂmmwﬁ‘]ulﬂm'm finished product specification ita¢ Specification of
Active pharmaceutical ingredient (API) fi§1edsnnindusiniuatiuidentu deldanadouse
dinnuANENIIINIBMITUAYE NSENTNANSIIAIAY eilnduinfuiliindsioaduatud
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WA, 2561 a9iun 6 Sua1AN w.a. 2561 (@ssEnAlusisiaanpuunwiui 12 nua1wus 2562) uay

FEUANTI8T (RUUN2) W.A.2562 833Ul 3 nsnIAx 2562 (aeUsemealusivfianiyuneyriui 26

nINNIAY 2562)

2.1 Finished product specification

98 Tests Acceptance criteria | Acceptance criteria | Acceptance criteria
USP2024 BP 2018 In house
1. | Description/Appearance Complied with
Appearance of Powder finished product
Appearance of Inhaler specification
2. Identification
- IR The retention time | The retention time Complied with
of the major peak of the major peak finished product
of the Sample of the Sample specification
solution solution
corresponds to the | corresponds to the
Standard solution Standard solution
- HPLC Meet the Meet the Complied with
Requirement Requirement finished product
specification
3. | Assay 88-112% of the LA 75.5-92.5% 18.9 - 23.1 pg
Salmeterol (BP2025 : 850 - 1150%) | (75,5-92.5% of the
labeled amount)
Fluticasone propionate | 88-112% of the LA 79.0-97.0% 198 - 242 pg (79.0-
(BP2025 : 85.0 ~ 115.0%) 97.0% of the
labeled amount)
3. | Uniformity of delivered | The requirements The preparation The content of drug
dose are met if the complies with the per actuation from
content of drug per | testif 9 out of 10 NLT 9 out of 10 or
actuation from not | results lie between | 18 out of 20 results
more than 2 out of 75-125% of the are within + 25 % of
AT TN MRS LB EALA AN SO
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L) Tests Acceptance criteria | Acceptance criteria | Acceptance criteria
20 results are mean value and all | the mean and no
outside + 20 % of lie between 65- result is outside the
LA (80-120% of LA) 135%. If 20r 3 range + 35 % of the
and Test an values lie outside mean. If 2 or 3 %39
additional 20 the limits of 75 - 3 or 4 of the results
inhaler. If up to 6 of | 125%, repeat the are outside + 25 %
the 20 individual test for 2 more of the mean but
results are outside + | inhalers. Not more | not outside + 35 %
20 % of LA but than 3 of the 30 of the mean, repeat
none are outside + | values lie outside the test an
25 % of the LA for the limits of 75- additional 10
the 230/21 125% and no value canisters. The
actuation. The lie outside the limits | requirements are
requirements are | of 65 -135%. Unless | met if not less than
met if not more otherwise 36 out of the 40
than 6 of the 60 authorized, the results are within +
results are within + mean value must 25 % of the mean
20 % of the LA be between 85 - and no result is
135% of the LA for | outside + 35 % of
delivered dose the mean
4. | Mean Fine Particle Using the apparatus
Mass by Cascade and procedure
Impaction for described in general
® salmeterol chapter. 7-13 pg
® fluticasone Preparations for
propionate inhalations: 70-120 pg
aerodynamic
assessment of the
fine particles
(apparatus C,D,E),
AENTSINSMUAT A B LA ANAN YN
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‘EB F ~ Tests Acceptance criteria | Acceptance criteria Acceptance..cﬂte'ﬁa__
. calculate the fine
particle dose
5. | Related substances w38 |
Impurities and
degradation products
® Salmeterol
salmeterol N-alkyli NMT 0.2%
- Any individual
degradation NMT 0.1% NMT 0.2% NMT 0.2%
products (BP2025: 0.5%)
- Total degradation NMT 0.2% NMT 0.5% NMT 0.4%
products (BP2025: 1.5%)
® Fluticasone
propionate
® Impurity D NMT 0.3%
® impurity G NMT 0.3%
-Any individual NMT 0.1% NMT 0.2% NMT 0.2%
degradation products (BP2025: 0.5%)
-Total degradation NMT 0.2% NMT 1.2% NMT 0.4%
products (BP2025: 1.5%)
6. | Number of deliveries Not less than
per inhaler labeled claim

2.2 Specification of Active pharmaceutical ingredient (API) (USP41),

Pl
18378

(1) Salmeterol Xinafoate

ot
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Acceptance criteria

1) Tests
USP 41 BP 2018 In house
1 | Appearance - white or almost White to off-white
white powder powder
Solubility practically insoluble

in water, soluble in
methanol, slightly
soluble in anhydrous
ethanol, practically
insoluble in

methylene chloride

2 | Identification

A. Infrared corresponds to corresponds to corresponds to
absorption standard standard standard
B. UV Meets the

requirement

C. HPLC Meet the requirement Meet the Meets the
requirement requirement
3 | Assay 98.0% - 102.0% (on 97.5% - 102.0% 98.0% - 102.0%
the water- and (anhydrous
solvent-free basis) substance)

4 | Impurities

Organic impurities

® Salmeterol NMT 0.2%

related

compound A

® Salmeterol- NMT 0.1%

® Salmeterol- NMT 0.1%

phenylpropoxy

AMEATIUMIAMUATIEaUBLALATANAN YIS
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i s Acceptance criteria
USP 41 BP 2018 In house
® Salmeterol O- NMT 0.3%
alkyl
® Salmeterol NMT 0.1%
related
compound B
® Salmeterol-deoxy NMT 0.2%
® Salmeterol N- NMT 0.2%
alkyl
& Ay prspecied | NMT C.10%
impurity
® Total impurities NMT 0.9%
Related substance
(BP 2016)
- Impunty A NMT 0.1%
- Impurity B NMT 0.1%
_ impuityC NMT 0.1%
_ impurityD NMT 0.2% NMT 0.2%
- Impurity E | NMT 0.1%
_ Impurity F NMT 0.1%
- Impurity G NMT 0.2% NMT 0.2%
- Any Unspecified NMT 0.10% NMT 0.1%
impurities
___________ TOtaL_;puntleS NMT05% ymry
6 | Water determination NMT 0.25% NMT 0.5% NMT 0.5%
7 | Sulfated ash /Residue NMT 0.1% NMT 0.1% NMT 0.1%
on ignition
AMENTTHNTATMUATIBALIBEALAS AN N BUSIaNE
gonter) W ,
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(2) Fluticasone Propionate
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Acceptance criteria
98 | Specification of AP
USP 41 BP 2018 In house
1 | Appearance - White or almost White to off-white
white powder powder
Solubility practically
insoluble in water,
sparingly soluble in
methylene
chloride, slightly
soluble in ethanol
(96 per cent)
2 | Identification 5
A. In%flg;ed IR Spectrum: IR Spectrum: IR Spectrum:
absorption corresponds to corresponds to corresponds to
standard standard standard
B—HPLC Meets the Meets the
requirement requirement
3 | Assay 98.0% - 101.0 % 97.5% - 102 % 98.0% - 102.0 %
(on the anhydrous, (anhydrous
solvent-free basis) substance)
4 | Impurities
Residue on ignition NMT 0.1%
Organic impurities
(USP)
® Fluticasone NMT 0.2%
sulfenic acid
® Fluticasone NMT 0.1%
propionate relat
ed compound B
pIENTIINIAVUATEaYBERLaL AN YT aNY
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D)

Specification of API

Acceptance criteria

USP 41

BP 2018

In house

184

® Fluticasone
propionate relat

ed compound C

NMT 0.1%

® Fluticasone
propionate relat

ed compound D

® [luticasone
propionate
related

compound E :

NMT 0.3%

NMT 0.3%

® Any unspecified

impurity

NMT 0.1%

NMT 1.0%

Related substances

(Ph.Eur.)

® |mpurity A

NMT 0.1%

® |mpurity B:

NMT 0.1%

® Impurity C

NMT 0.2%

® |mpurity D

NMT 0.3%

NMT 0.3%

NMT 0.2%

® Impurity E

NMT 0.1%

® |mpurity F

® |mpurity G

NMT 0.3%

NMT 0.1%

NMT 0.1%

® Sum of impurities

J and K (if test)

Not test e

(wey.gaio Felnsdn )
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o Acceptance criteria
Y8 | Specification of API
USP 41 BP 2018 In house
® Any unspecified NMT 0.10% NMT 0.10%
impurities
® Total impurities NMT 0.8% NMT 0.8%
5 | Limit of acetone NMT 1.0% NMT 1.0% NMT 1.0%
6 | Specific +32° to +36° at 20°, +32° to +36° +32° to +36°
rotation/optical calculated on the (anhydrous Or
rotation anhydrous, solvent- substance) +50° to +56° in ACN
free basis (corrected)
7 | Water determination NMT 0.2% NMT 0.5% NMT 0.5%
VUGG - NMT = not more than

- *9798 Uniformity of dosage units uag Dissolution Tilluulena@NsUans
Meanduananinsvinsvinildudseandeaiiduiiarilulu coa
- nsdifianefoundaiu (waive) nsassdeviianeisiemsle Wiuuansenans
wangusnandlaueyliasme
- Drug substance specification #9130191nUTLATIEVTOIEHER drug substance
vielulianent drug substances vewndnndiagy atulaatunil Tnefimsnsiviinsni
sy nviatafiimue
3. MIUTIUA1UTZANSNINABIIAT (Price Performance)
uasBuamIENans 138e NsUsuiluAUsyavsnmeiesian (Price Performance)
4. wnansilglunmsiansan
wnansiildlunsiosanaunmetliizssdduienasmoussymungiavienansnudiy
Fasteluil
1) duunenarsmiuen Mg was/misnwsangy
wunewn: Tunsalifldedunuuazdesiiienarsuansdevsldveseniiniiunissuses
nd1inauanEnITuNIeMITLAsET uaneitedulideusld demsssTe devuld

wisuwirdusdusuulurwisgilglunisinwvivingu wazlimssvydeanuiiounisidenld

Twenansifuen

2) duunenansuanstenuuuRAINYBINTUTUTTY (Wasuaznaeten) muildrunsdould

AMENTIUNTTAMUAT A BALALAMAN YEzIaN
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drurdivetunzidousiiiue (wuu v.e.1 vie 8.1) asunnuii wieusisaviuanm
dnwazanzewdniaguwardervunIns§IuTeisn1siiAs1Een (Finished Product
Specification and Analytical Procedures) ftunsdould lnodedredaisueiivsene
NIENINATINGUIUTEMID IMiinIszne

wunewme;: nadifegseninsveildsunlawdleiziinssiuardefmunuinsg il
aonAdeIn i ETiUsENASUTEMTash e gaRadtinuANENTIINTITE S ALY
Tuuvdndvsusludasuudasmemslunzdousiifuen (W n.e. 9) wie duurdve
uAluAsuuUassenslunsdeuiue (wuu 8.5) snwdeufiudne
dunluddymstunsdous$uen (wu ve.2 wie ve.3 wie .4 3o 8.2 udusnsd)

4.1.1.nsdiemanlulszindlng ne.2)

4.1 2 nsdigninduiemsuusussglulsaedlneg (ne.3)

4.1.3 nsdignidhannensUsana (ne.)

wewme: nsdiiinsiasuulauiluiueygiauaraniuiings Wiuvdiudveudle
Waguwaenslunsdeuiiuen (wuu n.e. 9) wie durdveudludsuutasnenis
lunzifoushiugniafugiusyyauazanuiingn (Luu o.4)
dumiedeiuseInsgIunNIsHAREIAUNENLNUNIS AN ATuATINERYT (Good
Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)
lngniagau PIC/S participating authorities atfuanganuseun1snsiadey dnan1siuses
feulssmessmasandidnnseding lumneiiifeadesiuniiaus Uszneude
5.1. dnumiledeusewInsgrunsnansmundninueisn1sfintunsHan TRgAUM e

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

o wr

s = a el = - - at L3
52 mtumuaﬁaﬁu‘imu1m‘ig'|um‘mammmwamﬂmmﬁmwcﬂ'lummammamnmmm

g3y (Certificate of GMP Finished Product)
lunsalifusmindhanseuseing fuandesdidiumidesusemansing (Certificate of
pharmaceutical products, CPP) #38u1sd85U584n153191U" (Certificate of free sales,
CFS) lumnmenfiausws atudgamuseunmsnsdeulasiinaiusesisiulseniausznin
370
UINTFIUVITRAMUAAUAININAURI818 1Ay (Active Pharmaceutical Ingredient
Specification) LLazwﬁmﬁmW‘lmeﬁL%gU (Finished Product Specification)

=3 al o ar

7.1 dwnunsgruingfuiiendidey (Active Pharmaceutical Ingredient Specification)

9 o

s L1

LaunsgIuNanSueierduiagU (Finished Product Specification) Ingszyssnegn

ANENTTUNTNMUATUasEuRLaTAMENBUEIEN Y
g 2.

NTIUNTT
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(Pharmacopoeia) filt8198an5Aaseilasannsguegrnfosdendulunudesmun
uazansguveInNITIaTeilusneladisemis amdseninsnseassage
309 spysieen

7.2. 1441 drug monograph ﬂaqﬁqﬁaawﬁﬁﬁm (Active Pharmaceutical Ingredient) wa

a  ow [3 o o

nannuNeIdNIIFU (Finished Product)
7.3, n3difiTe qAudau1d1/gy (Active Pharmaceutical Ingredient Specification) #73®
wandnmie1d 133U (Finished Product Specification) liusinglusiianen (Non-official
pharmacopoeia) fasuanmanguieiiinnsgiuvesmsinseiiduluamdeniade
Tnseluil
7.3.1 Sdormunuaznasgueeanmsianyilusievesssmaiduaninues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %58

7.3.2 dofmunuazinmsgIuueIns i s iEEn (in-house process) fiaamAdBariy
ICH Guidelines %58

7.3.3 dofmunuazanmsguiilusesmsinneinimunlilusise ssedle e
vils AMUsENIANTENTEIS ST (509 SEFNTIEN é’m%’ugmmvmﬁuq
(General requirement for dosage form)

nuEIng: TaimuaauaInIngAudiendfny (Active Pharmaceutical Ingredient

Specification) uagnaniausiendiazy (Finished Product Specification) A158148991NNT

Wertunazatuideaty snfuudnsdidseniitedmuauazuinsgiurenisiiasies

wnzingiumedfy wie ndndusiendusagy

8) dwuwidsesusesnanisiasiedt (Certificate of Analysis (CoA)) Inafpeusznouniy
8.1. dwumilsdesusesanisiiassingausiendnfey (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) lngfnsusznousme
8.1.1dnumildesusomansinneiingauienddny veuininingausienddy
(Supplier)
8.1.2 dnumisdeiusemanisiaseiingauiend ity vesjndnnandaeietduiagy
(Manufacturer)
8.2. dumilsdesusosmanisiiasisinandusisndniagy (Certificate of Analysis of

Finished Product) veindnndnsiueiendniagu (Manufacturer)

ANZASTUNIATVUAT I BEALAZ AN BNEIANIE
f

o . Tk .4
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8.3. nanstuduauduiusseninsgunisinvesingiuiiendfey (drug substance) way

[} = = s § o " = -
JumsnanuesrAnitusiduiagy (finished product) Mdlumsnaneguiidaeu

9) diulenalsuanman1sAnYIAILAI (Stability data)

9.1. dUUNDNANTUAAINANITANBIAIIUAIAITEEEETT (Long term stability data) 971u7u 3
JUNIHER

9.2. AU NBNAITUENINANITANWIAINAIAILUANITLSY (Accelerated stability data)
TIUN 3 JUNTTHEN

9.3, dunenasuanInanIsAnukansitgiamisodnuUasinenld 1 g Aduiuans
UseAnswanssne (nsdeude) (§d)

9.4. nyddusniidesarars Afeveneuld duenarsuanisAnwaituaiandng
aranslaz/v3e o1 / naalald Tudvharaisiee asuiularaenmdassiuionans

Aiuen (In use stability data)

10) dnumilideiuseminineigndniagy (Certificate of Pharmaceutical Product) law1zen

U lulsemnelne

1) dumdngruauasavenanieien (Bioequivalence) lngnan1sdinwimuauyaves

HANA e (Bioequivalence) lulumudasinun ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies #3® gilon1sAnw@iussaninauasdauya
o WANTNNEY NTENTIEETNEY TngandunemhesuAnwdiauyanlasunisiuses

0 dninuenenssunmseImswaren atutlaguu (nsallalyensiuiuy)

12) dumilsdasusennnsgrun1suuianiundninaeiisn1snaluesjisinis (Good

Laboratory Practices (GLP) TunsfiivinsinwiasyaiisinsUssing

13) dnumlido FuseanIgIunsIius N BIlaENTE M UVANINAITIE NS TR lUATSIAUS N

warnsE18en (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) dlauesAfesdwineg e eiey 3 MguITyiu

15) dumiidesuseanasgruisajiinng ISO/EC 17025 Tusemseniiieus (i)

16) dunenansuanitoyanslasunisussqlu Green book veInsuInemansnIsuwng (61i)

17) dunenansuanatayanislasunisussylu Orange book ¥8e US.FDA. %38 European

Medicines Agency (873])

1 ar 2/ = = e . o =5
8) nsallsilvenmunuuneLanIn1sAnwIIeAdtin (Clinical trial) vesenluusinalnenuansds

NaNIAALNTBILNUTHUTIBUNUEIALLULLAE ANUN LS SN s wnne (615)

o ah ' v i v oa v 1w e v
19) nsdinlaldenunuy (original drugs) agsaslilonansuaniauslyvaseiiIuNITIUTERIN

1 ﬂ\‘i‘li‘a

Flmzﬂ‘ﬁlmﬁﬂWﬂuﬁ‘i’\ﬂﬁukﬂﬂﬁkhﬁuﬂmﬂﬂbmukﬂ?ﬁs

e 3 1
e USEENTINNNT 289880 L NTSUMS 3. a%Ye n33UAT

(wm_,.‘qmwu Jalnsdm ) (ney.adan Tusna) (ney.ats1 dlvedn)



Page 14 of 14

A1UNIUAMENTTUNITOIMITHALET NHAAINENNULTUILY TaA25583 Tavult Wiguwn
gnunuvlurunenltlun1sine saumnsudafsunisidenliluaainuasienarsiiu

guardomuvesinfouiiulunuysenianssnaasansisna

- at at ] a o & =
20) NNTRUTUIIYTITUNUNIUMNUIENIAAMNENTIUNTTNAIUITEUUY TIWUANYIN LIBINUNITHTITY

PENSAUASUNITVIBE10IUTEINALNY WA 2559 N30930555UDUY NdenAdBINU

Usenae (1d)

5. aulvdus

1)

3)

4)

1.8 a%ia

gweongwdehidosni 1 U dunniunidweven uarengemdatnldnuaiusn awnse
THuldaunueeiy wielivesnin 6 oy

g1 niaun 1sninndauliunlsangiviassdesdnuinilidoiusenanisinsiey
(Certificate of Analysis (CoA))

v v a as = e v a4 A a = ' o
Huisagseilugugensuilasuiisenlndvuneguiaidioiinnsideuan nneuiuaniy
U

winlsangrutanudgniaanmanuandugiLarfeIn13dInsnNeILATIERAMAIN

=D e

Imherdndurienvdudiuisveualdtislumsiessiannimer wazdwiludiuu

G G e P AT PR TR TR

fauenim(uie)Buseslienidndyaieunsuivun @i

5.1. windnsguesaiirszinnsuivenmaninisunmdudmantsimnetliiduluai
UINTFI

5.2. nstinandusieinigniFsniivAunniewaalasdinmuamugnssunsensiaren

5.3. nsdmullymaunmainuaniusifienvdmasroyssansuauarauuasnesed s
Insuen

5.4. nsfifinnignssumsindenssuuasnsdiiadagteenaintaydenlsmeruiavesnidnns

o X L.
Faweunlunsidnly

ANLNTTUNIAMURTIBALIBUALALAMAN YN
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n. F:Eﬁmabasmgf (General quality criteria)
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1.2+1.3)

a as ’ = a
WINTFUNMIHAABIMUVENNUINIT MR lUMSHEREY  (Azuwwsay = T 1.1 +

1.5

: . . . =
1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) Tunsaneniiauevie
atuaganuseuninsivdeulasiinaiusesiviulsemalseninsin/Aaden (idends

Tadonils)

0.5

1.1.1. 195Un155U589 GMP-PIC/S 910 PIC/S participating authorities #38 cGMP

0.5

s o <4 = =4 =4 1 o o o o
1.1.2. 195un153U589 WHO-GMP %38 %38 cGMP viSawfieuvin Tuvanafiineadesiu
API

0.1

1.1.3.16i5un53us89 WHO-GMP %38 cGMP wi3atiieuwin usliissymnadaiay / il
LONANTUARINITIUTEY GMP (lsiWe15047)

1.1.4. la5un133U389 GMP-PIC/S #38 WHO-GMP %38 cGMP Tivuaangneuulszne
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wuny (liwersas)

1.1.5. l3ile5un155U589 GMP-PIC/S %38 WHO-GMP (lsiwa13a47)

1.2 Certificate of GMP Finished Product lunsnaeniiiausue atiuagamuseuns
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910 PIC/S participating authorities Tumaneniiausue (nstdedud) e
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0.5

Ve v v o= o o o )
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1

1.2.3. 19fumsiuses WHO-GMP ualiissywunntoau (luwersa) 0

1.2.4. 19¥un155uUs89 GMP-PIC/S %38 WHO-GMP %38 cGMP fivumengreuiutszma | 0
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2.1 mesguingauiendingy (Active Pharmaceutical Ingredient Specification) (188 1
doladanils)

2.1.1 nsallasunisiuseslusirsien (Official Pharmacopoeia) (lAanvalndanils)

1) 8183 USP, BP, Ph.Eur,, IP JP adugiga (muenansintunzileuld) waswin | 15
unsudly desdivdngruneilsusmiveua ({u.5 7 ov.aysi®)

voa w o = W,

2) ©W83 USP, BP, Ph.Eur,, IP ,JP atiua1an (muenarsidunsideuld) viewn | 0.75
WunsudlviinsusilalunzideudiSueus @ o.5 Aitiu oo, melu 2 Yus
falailaifumsenys® wazBiuuiluneuiuuseningian)

3) 91984 USP, BP, Ph.Eur, IP ,JP atuluindilsznia seysisien wazunlely 1
o @ =l L2 5 = L ey
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L5 = ar L] I o &

4) 872989 USP, BP, Ph.Eur., IP , JP atulmininusenie LYY wazguunly 0.25
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International Conference on Harmonisation (ICH) (taw7eas/78n ICH 914
Official Pharmacopoeia harmonization @& USP, BP, Ph.Eur., JP., Ph Int.)
visedarmuauaranasgIu In-house process fiaanAdesiiu ICH Guidelines
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1) 91984 Official Pharmacopoeia ¥03UsemaAaNdn ICH waz/*58 In-house
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3) 913983 Official Pharmacopoeia ¥83UsemAan®n ICH wag/v3e In-house 0.25
P [N ar ‘ 5 *
process NaoaAaadiu ICH Guidelines %38 Pharmacopoeia General
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2.2 wesgrundadosiondnsagy (Finished Product Specification) (i8andaladiawils) 1

nsilieglszminmsasuuaunluiuduesdouuienarswiodnumisveunly wuy
8.5) 1384 finished product specification lagveunlvneuiulsenmiausenansiny/
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1) 91984 USP, BP, Ph.Eur., IP, JP atiuaiaa (mutenarsnvunzidsul?d) wnidu 1.5
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91484 Official Pharmacopoeia 189UssinAaundn ICH war/v3e In-house
process fiaonndasy ICH Guidelines 3o Pharmacopoeia General
Requirements atiug1ga ynviate wazunlulunsiloumiveGousosudn (o5
7l 08 017R)

2)

91983 Official Pharmacopoeia ¥83Uszinedun@in ICH wag/%3e In-house
process fiaenndasiiu ICH Guidelines w38 Pharmacopoeia General
Requirements atuluindiuszmams et sun.Ussme yohta wavwlulu
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3)

91484 Official Pharmacopoeia 993UsenAguNTN ICH Wag/v3e In-house
process iapananifiu ICH Guidelines #38 Pharmacopoeia General

Requirements ind1UsEnA 31817 suR.Usema yniade
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7) #1984 In-house process fidanndasiu ICH Guidelines muUszmAssIgIUNs 0
o
8) #1484 In-house process fidenndasiu ICH Guidelines fni1Uszaasisen (L 0
NA5047)
9) In house process liaannas/laitulumnu ICH suideline wislifinsiuudly (lal 0
W913047)
3 | wasgumeiesufjifinig ISO/IEC 17025 (idaadaladonide) 2
3.1 ¢5un1s¥use ISO/IEC 17025 Tusnemseniiiaue Mavisanudusesiiundeote wu 2

a & « 2 = s o |
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o s o o " () T ]
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nsuANemaEnsn1swnne tJusu

3.3 Lill@fumssuses 1SO/IEC 17025 lustemseniiaue 0
3.4 Wugnhidhansssemeilddumsiusesnasgu 2
4 | 1MI§UN153UT8Y Good Storage Practice / Good Distribution Practice 2
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5.5. Widulusmushde 5.1, 52,53, 5.4
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6.1. nsmendin Jesfunas Uasfumnuiu (Bentoladenila)
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6.1.2 Wuedlaliiussguns uddiosdasiuuas (nsdiinmsgrundmiuszy) uay/vie

o h\ al o o =) s o 1
tasiuanudiu (nsdisnssgrundsiisusey) dn1sussyluussyiamnuivun wals
fimsseylivuussydae seyawigluenaniiuen

0.5

6.1.3. Wuwussgluwase dnsussyluussyiusidasduuas (nsdumsgrunde
f¥usy) deafumnadiy (hshnnsgrundusiifusey) femnsyytesn Lot No fufu
914 N Miwges (unit dose) ATUfY WAl Fadnusitannsntuseuudine
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AsUfY wavilussiueilsyuulesiunisung (Temper Proof) laifldauway Avinli
Aemsszaeidestenaiumela uaziiansgaduiivinnsyuene
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6.2.2. \Wugiivssyiunuinduiiuszyasuiau ng miedes 2
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ATUMIY Uarliussyiueidiszuutasiumsunz(Temper Proof)

[ el s o = @ 0w 15 ' i '
6.2.3. \Uugndlussaiuemuiindusifusey asumu awe wielvg (nded) 1
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. _.:Eamaﬁbag__bign (Specific quality criteria)

80

nagalauM wsiaTusaman1sATIev (Certificate of Analysis ; CoA)
(ASUUUTIN = 99 1.1 + 1.2 +1.3+1.4)

10

1.1. anuduiusvemangadaunmmiideiusesnan1siinsizvsiendidiy (Certificate of
Analysis of Active Pharmaceutical Ingredient) (Gantaladonile)

2.5

Y] = u N s a o a ] s
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