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208524; Risedronate sodium 35 mg film-coated tablet, 1 tablet
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Nﬁﬂ"l'iﬁ}'i’)‘vﬁLﬂiﬂzﬁﬂﬁuﬂﬂﬂh%ﬂ1ﬂﬁﬂ:ﬂ finished product specification Wag Specification of
Active pharmaceutical ingredient (API) 1819899 1nindusnsuaduiieanu deldeanzidouse
F1INNUANENSIUNITEMITUALET NTENTNASITUFY NeinduiFuiildsradedaaduatui
Weusimselminimnsgrundusirfulassunis audseniansensasansisugy Foe seyss
81 N.A. 2561 av3uil 6 Suren wa. 2561 @eszmiAlussieunwIud 12 quaius 2562)
waz sy @UUN2) WA2562 asiuil 3 nsngiAs 2562 (asu senalusiwiasnyunuiuil 26

nINIAN 2562)

2.1 Finished product specification

D) Test Items Specifications
USP2024 In house
1 | Identification
A. Infrared absorption Meet the requirement Meet the requirement __
B. HPLC Conform with finished product Conform with finished product
specification specification
2 | Assay 90.0% - 110.0% of the labeled 95.0%-105.0% of the labeled
amount of Risedronate sodium amount of Risedronate sodium
3 | Dissolution test* NLT 75 % (Q) of the labeled NLT 85 % (Q) of the labeled
amount is dissolved in 30 minutes | amount is dissolved in 20 minutes
4 | Uniformity of dosage units Meet the requirements Meet the requirements
2.2 Specification of Active pharmaceutical ingredient (API):
0} Test Items Specifications
USP2024 Eur.Ph 10.0 / BP2020
1 | Identification
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99 Test Items Specifications
USP2024 Eur.Ph 10.0 / BP2020
A.IR absorption Complied with the standard complied with the standard
B.Sodium / Reaction(a) Meet the requirements complied with the standard
of Sodium
C.HPLC complied with the standard
CWater : 11.9 % - 13.9%
2 | Assay (on the dried 98.0%- 102.0 % of Risedronate | 99.0%- 101.0 % of Risedronate
basis/anhydrous sodium sodium
substance)
3 | pH 4.0-5.0
3 | Impurities
3.1.Heavy metal maximum 20.0 ppm
4 | Oreganic Procedure 1 Procedure 2 Test A Test B
impurities/related
substances
4.1.Risedronate related NMT 0.10%
compound B
4.2.Impurity A NMT 0.15%
4.3.Any individual NMT 0.10% NMT 0.10% NMT 0.10% NMT 0.10%
impurity
/unspecified
impurities
4.4. Total impurities NMT 0.50% NMT 0.50% NMT 0.20% NMT 0.2%
5 |- Water determination 11.9 %- 139 % 11.9% - 13.9%
(n3el agluguuuy
Hemi-Pentahydrate)
- Loss on drying 55%-75 %
(nsel agluguuuy
monohydrate)
6 | Labeling Indicate to monchydrate
Indicate to monohydrate or
hemi-pentahydrate form
7 | Storage and packaging Meet the requirement Meet the requirement
VU186 NMT = not more than , NLT = not less than
* Y2t Dissolution wag Uniformity of dosage units Tviwuuienansuaniseazideana
mMsnsases mnfildudseandeaiidusiaulilulu coa
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- Drug substance specification fia15a131n1UAATIENVBIEKER drug substance %30
TuiiAs1evt drug substance vostnanend@iagy avulaadunis uinsnsaviinsen
AsuYNiIeNiMug

3. 15Uz EUAIUSZANSNINAa51A (Price Performance)
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durdrvetunzifousisuen (Wuu n.e.1 w3e 8.1) asunanii wieusivaziBennn
dnvazanzraenduisguuardotmuaninsgiuresisnisinsigsien (Finished Product
Specification and Analytical Procedures) idunzifouls Tnodesdradassueniiusznia
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a.1.1.nsdiemanlulsEmdlng (ve.2)

a.1.2. psdfiemidilemsuuaussglulsandlne (ne.3)

4.1.3 nsinidnnisusana (vie.q)

wewn: nsdiinswasuwanudluffuoyyauazaniuings Wuuudiundweudle
Wasuwasenslunadeusiuen wuu ne. 9) vie duwndweudludsuudasensly
weifoussusiinfudfusyymuasanuiingn (Wwu v.6)
dumedeiusenInsgIun1sHARe MmN AN NN ITn13AluAIHARYY (Good
Manufacturing Practices (GMP) lunaaafiiigadestueiiiaus (@uaiganiusaunns
arasulawdieglurianainsiuses) laedessenaume
5.1. AwmiidesuseannsIUMIHARInVANNAITIE M TIR luNsWaR TngAusaEd Ay

(Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. dvifsdesuseanssunnan M UnAnInUAs TR lunSEnKAR Fusien

E‘T']L%QEU (Certificate of GMP Finished Product)
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6) lunsdifidugnindraindraussne guandoalidwumidsdoTusonindmel (Certificate of
pharmaceutical products, CPP) n3ani1d85us89n15919u"y (Certificate of free sales,
CFs) lumangrilaueis atuarganuseunisnivasulneiinaiusesieiulseniausenia
3R

7) wmsgIuvestenivuaguaIningiusiend ey (Active Pharmaceutical Ingredient
Specification) wazndnsiausierdniagy (Finished Product Specification)

7.1. Wnunsgingausiiend1fny (Active Pharmaceutical Ingredient Specification) was
uInsgIunanfuaiend1593U (Finished Product Specification) laaszysiise
(Pharmacopoeia) l48198amsitasgilasunasguegaassaadulumudaivun
uazANSEINYRINTIAT T ludetladisemils mulsznAnsEnTeEsITuaY
304 sEYFTIEN

7.2. &14u1 drug monograph U9 RLETREE Aty (Active Pharmaceutical Ingredient) way
winsiaeied 593U (Finished Product)

7.3. nafiningRusaend dy (Active Pharmaceutical Ingredient Specification) n3ananioust
g1d11593U (Finished Product Specification) Taiusingluds181 (Non-official
pharmacopoeia) fauanmdnguieiinnsgiuveimsiiasziiduluamdeniddela
soluil

7.3.1. e munuazimsguveinsiszsilusinevessumaiiduanines The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %39

7.3.2. faMMUALAZINATTINYBINMIUATIENAR (In-house process) TidenAdaary ICH
Guidelines %38

7.33 e munuazinmsguialuvesmsiaseiinimualilusse sisela e
wils muUszmAnsENEs IEY 309 sy dmsugUuuueniug
(General requirement for dosage form)

waeng: dedmunquainingfvsie1d1fey (Active Pharmaceutical Ingredient

Specification) Wandnsinaie1dn5agu (Finished Product Specification) #848138321061157

Weatuwazatuideaty snduwsnsdidhseiideimuauazinasgiuvesnisiiasegiany

TagAudeddty wie wdndnsierduagy

8) dnumilsdesusewan1siaTIEy (Certificate of Analysis (CoA)) Ingfasusenaumie
8.1. duunmilsdeiusewamsiinnegiingausiedfgy (Certificate of Analysis of Active

Pharmaceutical Ingredient (API)) Tngmasusznouse
8.1.Ldwwmladesuseman1siias e ingiuimendfty vesnaningausaendidty
(Supplier)

8.1.2 dwumlideiusesmansiesstingaumiendfty vesndnnaniasienduiagy
(Manufacturer)

8.2. dumilidefusesnanisiinsgindnduaiundiagy (Certificate of Analysis of
Finished Product) ves{nanninsiteiendniagy (Manufacturer)

8.3. enasduduanuduiusseninsqunmsnanuesingausiendfty (drug substance) wag
Jumswanvemdnsinsidniagy (finished product) Allumsnanenjuidaeoy
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ANUNBNATHEMINANIIANYIAINART (Stability data)

9.1. &NWNBNATUANINANITANYIANNAIITEEEEN (Long term stability data) 91u7u 3 Ju
NTHEAR

9.2. ANUNBNAITUANINANIANYIAUAIRIIUANTIZISS (Accelerated stability data) 37U
3 JUNTSHER

9.3 dulenatsuantnanisAnuuansiteramrsainuadinonld 1 ga /dAuuiuans
Usednduan1ssnw (nsdlenwdia) @nil)

9.4. nseugidosazats/denneneuld aunenarsnamsanuanuasndnisazais
waz/v30 130919/manlald ludviazanesneg asudiuuazdenndesiuienansiiiuen
(In use stability data)

10) dwumidsdeTusemdndnsienduiagy (Certificate of Pharmaceutical Product) lan1zen

Yt ludszinalne

11) dumdngruanuanyaveniniugien (Bioequivalence) Insnan1sfinyiAuaNyaves

12)

HARNAIIE1 (Bioequivalence) lWuluniudenivum ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies 38 Ailan1s@nw3sedvsnauasdrauyaves
wAndusien nsznsnassudgy lnsaaturiemisnufnuiauyaildunisfusesnn
dunnuANznIIINTaMIWare1 atutlaguu (nsaililvensunuu)
duumiidefuseawinsgrunsufuinundninueiisnisialuies UAn13 (Good
Laboratory Practices (GLP) lunsaifivinnisnunauyaiisnaszine

13) dunmiideiusesnasgunsiivinyinaznszatemamaninueiisMsialunsiiuinw

wagnsga8en (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) HlauesAepAdineg19w19e19tBe 3 MpuTTYu

15) diumniidesusounasguesUfiing ISO/EC 17025 Tustemseiaue (i)

16) dunenansuansteyanislasunsussylu Green book vesnsuIvEmManinisuwmeg (G1d)
17) dnuenarsuansdayanislasunisussqlu Orange book u8e US.FDA. w38 European

18)

Medicines Agency (§14)
nseildlgePuluuspaLansnisAnemerdiln (Clinical trial) vaenluysuvalvenuantna
NAALNYBE YT B UTBUAUEIRULUULASANUN LUINTATVNNISANE (813)

19) NIBUTNITHFTTUNLNNUAINUTEAAAMLATTUAITHRIUITT UV 1500NUN38555Y

oW ] = - = = = 2 as
1MBNTANATUNTVEEIVBIUTENALNG W.A. 2559 N3DT85ITUIUY NdonRaDINUYTZNA
“ (93]

5. Woulvduq

1)
2)

3)

1.ade ...
(wry.Jauns |

.............. %[.,,.,,.,,.,..,..Uizﬁwunﬁumi 2808 ol o ATTUATS 3,

wpsliongdsliosndt 1 T duainiuiideven
gmniaan1snaniidaweuliunguénisunnd nagfosdiumbidesuseananisinggs
(Certificate of Analysis (CoA))
fueasdesiluuensuasuydiosinduunegyiaillaifianmsidenanmnouimunnu
TIUIUDI

AENTSUNINTMUATIBALLBERLALALAN BUZIANE

n3TuNg

[ Ssedauisnns) (niy.adan Wuina) (ney.a¥isn Blnwdn)



w1 6 970 6

4) mngudnsunnd mutigmaunmainudnfusiuazseinsdmsiaitedinssinuam §
SmhendnsusisnandudSuisveumliselumsinsziaunmer uwazdwiludinudign
quARTITAUUAAUENITUNNEY
5) fauesmEue)Busenlionidndygneunsuimun fai
5.1. Mniimsguasaliangiannsuineimansnisunndudinanisiaseilaiifuluaiy
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1. auamuazquantindulsevddenisnunis (awvay 70)
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Yan13A1

ineusinsUsziiuannwadns el daasing AL
n. 52&%5.._:&.“_._& (General quality criteria) 20
1) 1NASFIUMSHERALMENINAIIBNSARLUNSHARE 1.5
2) wmsguingaumendfty (Active Pharmaceutical Ingredient Specification) uazsnsgIu 3
wandueigrdusagy (Finished Product Specification)
3) Wnsgumaviesujuanis 3
4) msEuMsAuSnvLaEnsEagemNMaNINMeI TN AR SAUS v IKAYNSEIBEY (Good 2.5
Storage Practice / Good Distribution Practice ; GSP/GDP)
5) URTFIUNEAS N 5
6) AuantATBeUsEloviiamuFTRY 5
. 52&32:._35.3« (Specific quality criteria) 80
1) waigauaunmmiadaiuseInan1sinIes (Certificate of Analysis ; CoA) 18
2) mUsudivanudes Elemental impurities (Risk assessment of elemental impurities) 3
3) wafigaunmunIwnsAnyIAuALn (Stability data) 8
4) uaiguinunmusimuususseiduian ussyiusivasaain (Package & Labeling) 2
5 anuwinwisdlumsuitasnwdueisuwuy (Therapeutic Equivalence) 10
6) LONA@SAINULN 1
7) deyauszdvininlumsinw msfinw/Ademendin 30
8) nshsrrnuvasnievesenmenadtesndsain (Pharmacovigilance) 3
9) STUUBUTINQINIILETINY UiNtinaIu 5
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. SE&@E&;.:&.U.E (General quality criteria)

20

WATFIUNISHARLIAAMANINUSIITNIAR UM SHAREN (AzUWYTIY = 99 1.1 + 1.2+1.3)

1.5

s - - . L L7} 1
1.1 Certificate of GMP Active Pharmaceutical Ingredient (API) Tunuinenfiauauie auuagn
auseuMInTRaeulasinadusesiisiulsmauseninne/daden (@andaladonids)

0.5

1.1.1. 185umssuses GMP-PIC/S 91n PIC/S participating authorities w3e cGMP Tuvaanit
Rendeaiu AP

0.5

1.1.2. 1#5Un155U589 WHO-GMP %38 cGMP w3afieuwin Tuvanedifeatestu AP

0.1

1.1.3. 19¥un1355us89 WHO-GMP vi3e cGMP mieifisumin usliszymnedaiau / Lifienans
waRaN133uTed GMP (luiWarsaun)

1.1.4195un"5%U583 GMP-PIC/S 97 PIC/S participating authorities 38 cGMP %38
WHO-GMP fivainengriouiutssnauszmasian uazbifiienarsuaninisiuvesiong
s liiivanguuansfunueany (luersan)

1.1.5. luilasun1sSuses GMP-PIC/S wsa WHO-GMP (ls/i#a15a47)

. iy L a '
1.2 Certificate of GMP Finished Product Tunmuiaendiiauevie AUUAEARNTBUNITNTIEADU
Insilnasusesiisiulssmenlssnmnsimn (@andaladowily)

0.5

1.2.1. 1a¥un135uUs83 GMP-PIC/S 910 PIC/S participating authorities %38 cGMP was/vise
wilsdeiusendndusi (Certificate of pharmaceutical products: CPP) 911 PIC/S
participating authorities lumnaenfiiauene (nsdlunid) wisldsunmssuses
GMP-PIC/S 2n@inaumnienssunIsoNwsuasen

0.5

L o ¥ e P .L 2 ar i E
1.2.2. 15un155u389 WHO-GMP %81 Ussimagudn luvsiamieatosiu Finished Product
uaz/m3e misdeTusewdniiouai (Certificate of pharmaceutical products) Tuming
L o Lod
gIEaueve (nSeleint)

0.1

1.2.3. 1@¥un155uses WHO-GMP ualslsyyvanedaiau (xiersas)

1.2.4. l¥un135¥uses GMP-PIC/S wie WHO-GMP vi3a cGMP fimumngniauiuuszne
Usgmesie waghifiienansuansnsiuvesesy (uiorsasn)

18480
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1.3 nsdifdugnindnanndalsemnea sedlduvihdesusendnsioe (Certificate of
pharmaceutical products: CPP) #ieniidesusesn1siaviune (Certificate of free sales:
-
CFS) lumnaenausvey

0.5

1.3.1. CPP vi3a CFS atuaan (nwseunIsesisdev) nsalideryldergnIssusesieiu
=1 (=T L -
UsenAUsenIngin) viailugnuanlulssmealng

0.5

1.3.2. 5ifl CPP w30 CFS vi3e i CPP / CFS ivuinang

2. | MasgingAuAled@IARy (Active Pharmaceutical Ingredient Specification) uaz
wmsgundniaisndniagy (Finished Product Specification)
Avrsanmsenarsnistunsidoy (Azuuusay = 99 2.1 + 2.2)

2.1 iesgruiIngaviendAty (Active Pharmaceutical Ingredient Specification) (1danvala
donil)

1.5

2.1.1. nsail@Funissuseslusaen (Official Pharmacopoeia) (idandalndonils)

v o= w i o w,
1) 81989 USP, BP, Ph.Eur,, IP, JP atfuaian (mutenansivunstdoul?) wmndunis
uAlanzideou desdlunlvlunzidoudiSueudl Gle.5 08.01317)

1.5

2) ©2983 USP, BP, Ph.Eur, IP, JP atuangn (muenansnvunzileuld) miniinsudly
v = = al o W= el - v vas
sosfinmstuuilylunzifoudmsueuan @ 8.5 Aoy a8, aelu 2 Juadaluladsunis
audl® warbuuilunauiulssnmasian)

0.75

3) ©7989 USP, BP, Ph.Eur,, IP, JP atiulvsininuszma (auienansitiunaideuld) sey
o =i 2 = = o as 2 = L Qb
fse1 madimsunlvaesiiudlylunsieushiueSeuseswd Je.5 7 os.0yl)

4) ©1383 USP, BP, Ph.Eur,, IP, JP atiulwindiusema seysisien uasmindinsunledl
nstuwdlulungidouimiveuds @ o.5 1ty e, melu 2 T widilildsunsey
= i o
warduniluneuilszningia)

0.25

5) ©1983 USP, BP, Ph.Eur,, IP, JP atudiga uialusindtusznie seyssen uavunly
=i o |5 s _!_L_ = o et
Tunzifoussveuwar wids Wlgduudlylunsideumsuen
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6) &84 USP, BP, Ph.Eur., IP, JP (atfumussnenit sun.Usznia) wasuilulunuideou 1
f¥ueuda ({5 7 28.0Y31R)

7) &83 USP, BP, Ph.Eur., IP, JP (atfugushsiendt sum.Useme) wavduudlely 0.15
nuidousiveuds @ 8.5 Aty oo, melu 2 uddsbildiunseut® waztuusle
ABUIUUTZNINGIAN)

8) 1483 USP, BP, Ph.Eur,, IP, JP (atfumussnendt sus.szma) wazudlulunsdou 0
M uats Ildduudlelunzfousiuen

9) Fudwhneatuiniuszmesse (ifesan) 0

2.1.2. 1AIgIUABana Official Pharmacopoeia vasUswmafiluaundnves The 1.5

International Conference on Harmonisation (ICH) (@w7zaw7%n ICH 74l Official
Pharmacopoeia harmonization A® USP, BP, Ph.Eur., JP., Ph Int.) “3a9ari1vun
WALLIMIFIY In-house process Tiaeandesiu ICH Guidelines waz/v3e
Pharmacopoeia General Requirements (Gandaladavis)

1) &84 In-house process TidenAdeariu ICH Guidelines vosUseinAaun®n ICH uaz/ | 1.5

%30 Official Pharmacopoeia ludiu General Requirements (General
chapter/general text 1% Universal test (1.Description, 2.Identification, 3.Assay,
4.Impurity) wae Specific test a3 Dosage form (1 edlavsauavyadod
Dissolution test, m,_msimm_aﬂj_.ﬂ,\m&wam Sterility test, Endotoxin test, Particulate
matter WazgmeanmLareuReal sterility test {usiv) atudige ynade uas
widunsudlefimsulalunsdousiuenGeuiesud @e.5 7 ov.0siR)

2) 184 In-house process fidanAdpsiiu ICH Guidelines veaUssiviri@n®n ICH uay/ | 1.25

%30 Official Pharmacopoeia ludu General Requirements (General

chapter/general text 14U Universal test (1.Description, 2.Identification, 3.Assay,
4.Impurity) ua Specific test Ay Dosage form (19U e1flavsauaUgasol
Dissolution test, sn2ausAanttiesaesdl Sterility test, Endotoxin test, Particulate
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matter WarevigaARLaTEINURBE sterility test s
o L ar =i =l o s L
i1 sue.Usema yavada wndunisudle Snisudlalunsifeoudmsueui

(Hy.5 1 08.0111H)

3)

#1484 In-house process fidonrdaariu ICH Guidelines wesUsvinAaudn ICH uay/
38 Official Pharmacopoeia Tugu General Requirements (General
chapter/general text Wy Universal test (1.Description, 2.Identification, 3.Assay,
4.Impurity) Wa¥ Specific test a3 Dosage form (19U edaviseuwnUyasiod]
Dissolution test, g1@nUs1Aandafe] Sterility test, Endotoxin test, Particulate
matter uavevgaRRLaTEINURD sterility test 1UuRw)
UszmAsisnendl sun Usene yaads vinunisudle Snsuulalunsdeu
iueuds @ o.5 10u oo, melu 2 Yuaddlailéifunsensid uaruudluneutu
Useningian)

0.75

a)

81984 In-house process fiaanAdasiu ICH Guidelines vasUswinAaNIEN ICH uaz/
w30 Official Pharmacopoeia lugiu General Requirements (General
chapter/general text 1t Universal test (1.Description, 2.Identification, 3.Assay,
4.Impurity) Wag Specific test anal Dosage form (11 eudlavsounUgasos]
Dissolution test, granUs1AaNoseds] Sterility test, Endotoxin test, Particulate
matter UazevEaARLAZEINURAB sterility test 1udy) avumuusEmeiisen
1 sumUsema ynviade wazvnnuumsudly dnsulalunzidouwiiveuda de.
54 28.0Y1lR)

1981 In-house process fidenAdaaiu ICH Guidelines vasUszineayn®n ICH uay/
%30 Official Pharmacopoeia ludiu General Requirements (General
chapter/general text 141 Universal test (1.Description, 2.Identification, 3.Assay,
4.Impurity) wae Specific test 114 Dosage form (11u mgﬁssmm%ﬁﬁm&wam
Dissolution test, endnUsAnnidoded] Sterility test, Endotoxin test, Particulate
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matter WALEIVLBANILALEINUABE sterility test WWudy) atusmuyseniamisien
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= =iy i Lrar e = 1 s
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6)

7984 In-house process fidanAdaatiu ICH Guidelines voUsvnARNNEN ICH uay/
38 Official Pharmacopoeia luau General Requirements (General
chapter/general text 1% Universal test (1.Description, 2.ldentification, 3.Assay,
4.Impurity) Uiz Specific test s Dosage form (\iu endavisauaUyasioil
Dissolution test, g1daUs1Anido s Sterility test, Endotoxin test, Particulate
matter uazeEanmuarENUABI sterility test 1Wufv) atuaganiolminiy

= M B = o o
wionuUszn e ualladuunlylunsdeussuen

0.25

81984 In-house i@anndeaiu ICH Guidelines usiliinsunnifate madel) niel
@enAdoty general chapter/general text  wiaildermununsgruendusagy
Liaanadesnumsienussnma/luiduluaiu ICH guideline

8)

¥ o = v a 2 i o i o '
8NN In-house process VidenAaaINy ICH Guidelines innusgmassien (L
NA1500)

2.2 nsgumdadiusiendniagu (Finished Product Specification) (i@endalndanids) nselil
ogsrminmsEsuauA AT UUENTI TSR NN SYRUATY (WU £.5) 1m3en
finished product specification lagveunlunouiulsenavseninsny/eaden uazluiiu 2 T
al UUsENINTIM

2.2.1. nsdileizunsiuseslussen (Official Pharmacopoeia) (sdandaladonids)

1) 81983 USP, BP, Ph.Eur,, IP, JP atugdn (msenansitunaideul mniduns

uiloveou fosdludlilunsibeusiueud @e.5 7 ov.0yH)

1.5

15

2)

92984 USP, BP, Ph.Eur., IP, JP atuagn (muenansivunyideul’) mniimsudle
sostimsBunilulunzidoussveuds (@ o.5 Al oo, nelu 2 Tuadslaildsunns
oyl wavduunluneuiulseningian)
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3)

81984 USP, BP, Ph.Eur,, IP, JP atiulmindusema (msenansiivunzideuld) sey

f51e1 mindinsunlvdesiiunlylunsleusiiueneuiosudn (o5 7 o801l

1

)

81984 USP, BP, Ph.Eur,, IP, JP atulmindtuszma szyssnen wazwmindnisunled

L =] o ar 2 il LL =t e s LAy
nstuuiluluneideusiiveuds @ 8.5 78U 9. anelu 2 U uadalsdlasuniseysi@
wazduunluneuiulszningni)

0.25

5)

81984 USP, BP, Ph.Eur,, IP, JP atiud1ga wselusindrusenie szyssnen uazunle
Tunziloudiueu uadh bildguudlylunzidousiiven

6)

979849 USP, BP, Ph.Eur., IP, JP (RUuaum1s1e77 sus.Usenia) wazudlalunsideu
FFuEa (He.5 91 o.0ul6)

Y oo a o &l =

9719849 USP, BP, Ph.Eur,, IP, JP (@usiussieny sum.Usenie) wazeuuwn lulu
neilowiiuguds (@ 8.5 78w oe. gl 2 Tuddaliladumseysl®d uwasiuudly
ABUIUUSENINTIAN)
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81983 USP, BP , Ph.Eur., IP suuszmaszysisen uadalulgualolunzideusiu
oy

9)

9489914F15987 USP, BP, Ph.Eur,, IP usiatiusmna Useniaszysmsien (i
WI15UN)

nssillasunssusedlusiisen (Non-official Pharmacopoeia) #nasgusessiu
- ; ol - :

Official Pharmacopoeia v93UszwmaNluaindnues The International

Conference on Harmonisation (ICH) (tlawigUszimaasI¥n ICH % Official

Pharmacopoeia harmonization Ao USP, BP, Ph.Eur,, JP, Phint.).) v3®

v & o vow . ; =

UBNINUALALUINITIU In-house process NaBRARBINU ICH Guidelines way/w5e

. . - F D
Pharmacopoeia General Requirements (tdanvalavanily)

1)

£y - L a - . =
2184 In-house process NaenAdeanu ICH Guidelines vasUssnAasndn ICH way/

30 Official Pharmacopoeia ludu General Requirements (General
chapter/general text 141 Universal test (1.Description, 2.Identification, 3.Assay,

1.5
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4.Impurity) uae Specific test nu Dosage form (1 eiavsaunUyasiod
Dissolution test, endausiaanitadiosd Sterility test, Endotoxin test, Particulate
matter wazevEannLareTWusBl sterility test 1usiv) atuaga ynada uay
vidumsudlufimsulalunsifoussuaniGoudesuds @o.5 7 oo.oylid)

2) #1484 In-house process fidanndaariu ICH Guidelines TaIUswAaNTn ICH uaz/ | 1.25
%50 Official Pharmacopoeia ludu General Requirements (General
chapter/general text 18U Universal test (1.Description, 2.Identification, 3.Assay,
4.Impurity) wag Specific test 114 Dosage form (19U mj__mgsmw:miwm&mam
Dissolution tect, m_\_msdm,iau_:qm\mm_\mbm Sterility test, Endotoxin test, Particulate
matter ware AR LA NN URB] sterility test Wusy) atulusindiusenas
fis1e?l sun Usenia yoviade nunisudly Simsudlalungifeushivenuda

(3g.5 N py.8uLlR)

3) 1484 In-house process fidonndpy ICH Guidelines TaaUszinAaNNTn ICH uaz/ | 0.75
38 Official Pharmacopoeia ludau General Requirements (General
chapter/general text Wy Universal test (1.Description, 2.Identification, 3.Assay,
4.Impurity) wag Specific test ma Dosage form (1 endlavsauaugasioadl
Dissolution test, m;mgﬁﬂaai__ﬂm&mam Sterility test, Endotoxin test, Particulate
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matter Laze nBoARILaYETNUAB sterility test 1Uumw)
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4) 9184 In-house process fiaonadeatiu ICH Guidelines TosUsvmAaNTTn ICH uay/ 1
39 Official Pharmacopoeia Tud@u General Requirements (General
chapter/general text 1w Universal test (1.Description, 2.Identification, 3.Assay,
4. Impurity) wag Specific test mu Dosage form (1u m#&ﬁﬂm&smdﬂm&?ﬂ
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Dissolution test, mgmsiﬂsa,_:_..ﬂ._\w&@am Sterility test, Endotoxin test, Particulate
matter uazevgannlarewuRBall sterility test 1Uufy) avuauysEnIARsIen
7l sunUszma yaviadla wazynniumsudly fnsudlalungfous$ueuds (o,
5 1 o8.0Y1R)

5) @184 In-house process figonndaaiu ICH Guidelines vesUszivAaundn ICH uag/ | 0.25
w38 Official Pharmacopoeia Tudau General Requirements (General
chapter/general text LU Universal test (1.Description, 2.Identification, 3.Assay,
4.Impurity) Wae Specific test a3l Dosage form (19 udlaviauaugasosd
Dissolution test, gBaUTIAIINIDdR] Sterility test, Endotoxin test, Particulate
matter UazemeaanLarenuRaadl sterility test Wudu) atumulseneafsen
7 sun.Usema yavhte yndumsutledinsundlalunsadeusdueuds @ 6.5
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chapter/general text 1% Universal test (1.Description, 2.ldentification, 3.Assay,
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3.1. I9uns¥uses ISO/IEC 17025 Tusemseniiaue anviisnususesivideds wu 3
nainenmanimsunnd Wudu waziinsvedeuasuynihdanmmsededed sum,
Usena viseavulwing

3.2. 19¥un1s¥uses ISO/IEC 17025 Tusnemseniiaue ynsiadanusmseniignads (*57e7: 1.5
atulminisema szys15787 Nnhenuivsesiiidede 1y
nsANEIEEns UG umuy

3.3, Lilésunisiuses 1SO/IEC 17025 lusrenisendiiaue 0

3.4. Wugmhdhanissenaildsunsiusesnasgunsandimnuiaismsaneinsey 3
Mnmbenuiividediossiu PIC/S

4 | 11m3g1UN133UTBY Good Storage Practice / Good Distribution Practice (GSP/GDP)
(&andolatonils)

4.1. 1#%un155use9 GDP-PIC/S Mnmiesmiusesiiindetie wwu SGS, BSI ,1SO

4.2. 195Un13¥U589 WHO-GSP+WHO-GDP 2 nwiisaususesivndeds wu SGS, BSI ISO
4.3, 195uns¥uses WHO-GDP 91nvinenususesiid@ode 1wy SGS, BSI ,ISO

4.4. l§5umssuses WHO-GSP annwhenuiusesiiedo wu SGS, BSI ISO

4.5. lilesun1s5uses GSP v5e GDP

5 | wnsgrundnioei (Fandaladonils)

5.1. 1ugnfunuy

5.2 WHO List of Prequalified Medicinal Products

n-..l L 1 ar
5.3 IeMIeiiiTede aglu Green book a1 - Uagliu
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= - | = a ¢ o v ° dv a
5.4 HaRFIVILATIENLINAIVUIY 3 Lot. AEDJMS.MQ.J.E_.Enu«_&.smmd‘m_.:ﬁud@ﬁgw_SgaJszmﬁmau Tng
veatAns ISO/IEC 17025 Alsflaidudn

5.5. laiulusuvde 5.1, 5.2, 5.3, 5.4
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6.1.1. vssqluussyfunitlastunas (nsdlnmsgrundusinduszy) uay/vietlasiuamnutiy 5
(nsslmsgrundusiiusyy) waslimsseyliluvssyiasidaau asufiu
nsalfugiiussyluusee flaanszyBesn Lot No Fudueny ynq wiheges (unit dose)

e = hu.\. = w
uaedl fdnwsansofivseuudien Asudiu
6.1.2 Wusdialivssguns uwidesllaafuuas (nsdlinasgrundumiusey) uwayv/vsedaaiy 1

Ay (nsdinmsgrundusindussy) Snsussgluussytasinmaimun weliidinnsszylivy
U srywirluenaisimiuen

61.3. Ez%sc.mi?pza% u:ddﬂ&ﬂdﬂabasg 3253%53%3?5 4
mEbthEt S.MEEsmaéSmdngeS zmm;ﬂéam% Lot No u.cm.cmé VINY YU3e
g0t (unit dose) Asudau ualsiil Fdnwsftanansatvssruudine

6.1.4. .S.M&gcﬂ%ggséz‘_33:333.: As,_gsa\_s:a.ﬁcaemz._._s&&% uazd aan 3
.Msc.SS (@omsfn, Toen, Arause) N9 Miegas ( uazdl fhdnwsi
aansedvseuuingn

6.1.5. ussyluussYAnsinunasgIuAsUiiu (Maiidmusluguand®iily) uwasd aan 255
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auIavUEIUUEneN
6.1.6. vssgluusTyiasimunssIuasuiumunivuslunsaudivhill) 1
6.1.7. vsiqluussyineiliasumansg ey (Muidwuslupaeaudimly) u3e L 0
Jasiuuas (nsdiinasgrunduiiu svytesiuuas) (einaisan)
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62._midn /urnbysidun (ondaladony B R
6.2.1. \lueiifiussyfusinuiindusisuszyasudau yne mietes (vialampoule/viaes/ | 5
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1I7) AINTLYV0E1 Lot No Tuduaiy Mng wuieeesy (unit dose) ATUNIU
= ot ar o ] @ o o i [l i '
6.2.2. Wupnliussginsinwiindyeiniusey asuiiu wwe mielug (ndev) 3
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. Saﬁaegzﬁzé (Specific quality criteria) 80
1 | waAgadpuawmilsdaiusamantiiasiz (Certificate of Analysis ; CoA) 18
(AzUUYTIN = U2 1.1 + 1.2 +1.3+1.4)
1.1. anuduiusvemangalnunmviiidesusenansitaseiiendfsy (Certificate of 1
Analysis of Active Pharmaceutical Ingredient) (Gandaladonis)
1.1.1. COA Tngiiu faves Supplier wa¥ Manufacturer qu&d,wsamdﬂgmﬁémgmx 1
1.1.2. w1z Supplier uag/v3e Manufacturer wie Lildqunisndnidienniu 0
1.2. wafigatnmnwtisdesusesramsliasizisendifty (Certificate of Analysis of Active 8
Pharmaceutical Ingredient) (@anveladonis)
1.2.1.95391U Active Pharmaceutical Ingredient Specification Waves Supplier wag 8

Manufacturer uagiinsuasanaluzunuudaieey nieseyel LOQ/LOD o4 impurities
32484 residual solvent AsUEIU BNLIUAITe Physical test, Description,
Appearance, Identification

1.2.2.733MU Active Pharmaceutical Ingredient Specification ¥1ni2%8%84 Universal tests 6
way Specific tests 489 Supplier W38 Manufacturer kagiinsuanualuguuuudiiiay
3932 YA LOQ/LOD 83 impurities 5184 residual solvent asufinu sntiuide
Physical test, Description, Appearance, Identification

1.2.3. @59nU Active Pharmaceutical Ingredient Specification nn#%aua4 Universal tests 3
WAy Specific tests Mawas Supplier WA Manufacturer watinsuanaluzuiuu
“Conforms, Complies, N/A” Taglsiszym1 LOQ/LOD (wamaillu <LOD, <LOQ,
<reporting threshold) Tuhdefimsuanwaluzuuuuiaiay sniiuride Physical
test, Description, Appearance, Identification

1.2.4. a33rfu Active Pharmaceutical Ingredient Specification yin#itevas Universal tests 2

way Specific tests 489 Supplier ¥3a Manufacturer wafinsuansraluzuwuy

AUENTTUNINVUATHALIDUALAY anm:iazurwigu

1ase %_ / USEEIUNTIUNNG 2.84%0.... Mm%\ﬁd NIUNTS 3, asie &M@ ___________________ N3N

(wey. Jaums ﬂqumst_.zu,auu (noy.adan Fwﬁ_mv (noy.ads1 dnadn)
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“Conforms, Complies, N/A” Tnglsiszya LOQ/LOD (wamatlu <LOD, <LOQ,
<reporting threshold) Tuvdenimsuanswaluguuuudnas eniiumde Physical
test, Description, Appearance, Identification

1.2.5. n54NU Active Pharmaceutical Ingredient Specification #n#%ave4 Universal tests
way Specific tests 484 Supplier #3@ Manufacturer Framnj_._.mgazm?me__._&c
“Conforms, Complies, N/A” Tuhdadfnymusnsnen wu Assay wie toyalsi

Untete (Iuwarsan)

1.3

anudiusvesNaigalRun mviidefusemanTinTziendniagy (Certificate of
- Al = =
Analysis of Finished Product) (taenda ladewils)

s =

1.3.1.COA finished product l¥3ngausun1snanidesiu COA Active Pharmaceutical
Ingredient Specification

1.3.2.COA finished product LillsingAusunisndndiaariu COA Active Pharmaceutical
Ingredient Specification

1.4.

HafgadRunwrisdesuseranisiiasesiendiagy (Certificate of Analysis of Finished
Product) (i@endaladawile)

1.4.1. @33 Finished Product Specification Nn#iUawas Universal tests waz Specific
tests wagimsuanawaluzuuuusinay viesyyal LOQ/LOD Asuiiu antiuwide
Physical description

1.4.2. @331V Finished Product Specification 9nW%aves Universal tests way Specific
tests F&mz\uﬂ_.m%zm._.:md_._&d “Conforms, Complies, Not detect, N/A” .Hgm,_.muuc
A1 LOQ/LOD (uanaiu <LOD, <LOQ, <reporting threshold) Tuwdefinisuaniua
Tuguuuudiay eniuviatie Physical description

1.4.3. a33u Finished Product Specification )n¥Uauas Universal tests wa Specific
tests waiiMsuanImaluzuuuy “Conforms, Complies, N/A” luiad fgyeusing,

1.83%8
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81 LU Assay, Dissolution, Related compounds 1 Ju@u %3 .m_\mﬁmgt_ﬁmmm@ (lsi
W97547)
2 | Mmsusafiuanudes Elemental impurities (Risk assessment of elemental impurities) 3
(Fondeladeni)
2.1. flenansmenulssfiuaudsvouvasiiunves elemental impurities ATUAAUNL 3

gme::dﬂmuﬂ_._d ICH Q3D E::gma API, Excipients, Water, Equipment, Container closure
system (Hudu) finsseaua amideul agaey

- Oral and Cutaneous (7): Cd, Pb, As, Hg, Co, V, Ni

- Parenteral (10): Cd, Pb, As, Hg, Co, V, Ni, Li, Sb, Cu

- Inhalation (14): Cd, Pb, As, Hg, Co, V, Ni, Li, Sb, Ba, Mo, Cu, Sn, Cr

2.2 filonansnsIATITRAT PDE w3edl lawignan1smadau Heavy metals ansunasimndusisu 2

AUUA

2.3 ._E.m,m._“,u_ Elemental impurity Risk Assessment Report way Heavy Metals 0
3 | waRgRURuAWMIANYIANALY (Stability data) (iFandaladanils 3.1. wis 3.2.) 8

3.1 nadlenfisndudesianunsivasdeld (n-use stability) Wy onds enfnaurouls iudu 8
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