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666474: Cinacalcet 25 mg film-coated tablet, 1 tablet

1. auaulAvialy

1.1. JUnuy Judinenndeuiidu (film coated tablet) dmsusuusenu

1.2. dwtseneu  Tu 1 wulw Useneume Cinacalcet hydrochloride 25 fadnsu

1.3, murussy  ussyluunalngiv Josfupruiu

1.4. aann - ursen: seyTemsdn Feanstynieen YuRmNLSs Tundn Tunuaeny
\aiidn

- NEBYEN: ABNAIAAULIUITIFIUNADIET UATUUAITULUTIY BENUBEADY

szuBoynTedovnansf duUTENBULAZTLINALLIIVEIEN LAYTINAR

1.5. Minaasunauunmly
1.5.1. ouantfves Tablet iNsuanina/n13nsa Universal test Aasialuil

. | Test Acceptance criteria
1. | Description/Appearance Complied to finished product specification
2. | Identification complied to all requirement of all specified
procedures in the test on Reference monograph
3. | Assay complied to specific test of Finished product
(Shelf-life COA only)
4 | Dissolution test Complied to finished product specification or
specific test
5 | Water content or Residue on Complied to finished product specification or
ignition (61%) specific test
6 | Uniformity of dosage forms Complied to finished product specification or
(USP) specific test
7 | Uniformity of content (EP2.9.6) Complied to finished product specification

1.5.2. AnuauURvee Active Pharmaceutical ingredient finsuaning/n1sns1a Universal test

Sasteluil
D Test Acceptance criteria
1. | Description/Appearance Complied to Active pharmaceutical ingredient
specification
2. | Identification complied to all requirement of all specified
procedures in the test on Reference monograph
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¥
U9 Test

Acceptance criteria

3. | Assay

complied to specific test of Active
pharmaceutical ingredient
(Shelf-life COA only)

4. | Residual solvent (cH q3c (®s-6), uspaz
<467> EP general text 5.4, BP appendix VIl L, JP17
supplement1 p.2634-40)

Complied to Active pharmaceutical ingredient
or specific test

5. | Elemental Impurities analysis

/Related substance

(ICH QBA,QéB,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 finished product specification or
specific test
(Foeseaunaiiodiaunnnii Reporting threshold)
e : 19n159573 heavy metal lef 3uninaedl official

monograph

2. ArudAnIanaie

Namim’nﬁLﬂswﬁﬂmmwrﬂulﬂmm finished product specification wag specification of

active pharmaceutical ingredient (API) 1913893 1ntadwd15uatuifg1fudslanaanziioune

UNNUANENTTUNITEIMITUAYET NTENTNEI515UEY MTdindysSuiilddreddonduadu

WiguwhmTanindunasgiundyisulasmsunis muUsenansEnsNasIsng 1589 sTyssen

WA, 2561 a9iuil 6 SuAN w.A. 2561 (@eUseniAlusivianiyunuiun 12 nuaAwus 2562) uaz

T2YRNT181 (AUUN 2) WA 2562 a3Tuil 3 nsngiau 2562 (asUsznialusiwivanyiunwriudn 26

NINHIAL 2562)

2.1.1.  Finish product specification

U8 Test items Specifications
(in house)

1. | Identification Complied to the finished product specification
2. | Assay 95.0-105.0%
3. | Related impurities

- Any unknown individual impurity Not more than 0.2%

- Total impurities Not more than 0.5%
4. | Content uniformity Meet the requirement
5. | Dissolution Not less than 80 % %38 80%(Q) of the labeled

amount of cinacalcet is dissolved in 45 minutes
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2.1.2 Specification of Active pharmaceutical ingredient (API)

Test items Specifications
In house
Identification Complied to the Active pharmaceutical ingredient
specification
Assay 98.0 - 102.0%
Optical rotation [0]%%: -23.0 to -27.0°
or or
Chiral purity (S-lsomer content) NMT 0.15%
Heavy metal NMT 20 ppm
- Any unknown individual impurity NMT 0.10%
- Total impurities NMT 0.5%
Residual Solvents Complied to the API specification
Residue on ignition Or NMT 0.10%
Water content by KF NMT 0.5%
VUL NMT = not more than

* 9799 Dissolution wag Uniformity of dosage units TALUULBNATLANITIBAZLEEA
HaN3n529 AR Mndildudaeasseaiidusiiarlilulu coa

- nsditavzdeundinsiiu waive) Msnsiaaeuiinsigisenisla Wduuanaenans
vangufananldiueyiRce

- Drug substance specification #a1350413 nTUAATILYVBAHER drug substance 138
TuiAs1e9 drug substance vegnAnE1d153U avulaatunis Fsiinsnsae

AInswinsunnienimue
3. NM5UTLEUATUSEANSATINADSIAT (Price Performance)
S18ALLDUARIULDNANT 1399 NSUSEIUAIUTEANSAINED51AN (Price Performance)

4. WNE1SN Y IUNISNIITUN

enansiildlunisfionsangunmenliiFesdfuienarsnioussymnelasionansnudiiy
fsoluil
1) dwenansiiiver mwilneg way/misnwdaingy
wureg: lunsaffldedunuvazdesiiionarsuanstousldueeniiiumsiuses
ndinnuamgnsIIMIeTkate Huansienduiveusld doadsseds devuld
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Weuwhiusduulurueeildlunmsinvivindy wasiinsseydemmiounisldentilu
L@NAIINNUYY
funienansuanIYeAULRANTBINTLEUTTY (Wseuaznaesen) auiildtunsidouly
duurfvetunzifouiifuer (W v.e.1 3o o.1) asuynuth wisusieavidunnm
SnuuzanzeesednusagluardonmunuinsgiuuedisniTiiasgrien (Finished Product
Specification and Analytical Procedures) Frunsidouly Tnodesdredemsueiiusenia
N3ENTNANSITUAVSUTBMTE N IUsEN A
wuemg: n3degsEninwelasuuvawuilyisiinnsiwardedmunuinsguly
aenRdDINNINIIETUTENATUTBIVTERN T gAR DTN IUARIEASINNTEIMNTUAZEN
TuuudnuAveudluisuudassemslungideusiiuen (wuu n.e. 9) se duuifve
uiludsundasmenslungidousfuen (Wu o.5) insauiusie
dunluddymstunsdeusi$ue W ve.2 viie ve.3 vie ve.d viie 8.2 wdusinsd)
4.1.1.n3diewanlulszmelng (ne.2)
4.1.2.nsdiemntuiiemsuusussaluusamelne (ne.3)
4.1 3 nsaieniudanssUsemea (ne.d)
wneweg: nsdiimaudsundaudludueygauazanuings IWuuuduundvoudly
wWasuuassenislunsifeus3ven (W ne. 9) vie diundwsudluasuuiasiens
Tunzifoushivenfafuiuoygmuasanuiings (Wuu .4)
drumiedesusounnsgunisnaneinundninueiisnsialuniswanen (Good
Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)
Tagniae91u PIC/S participating authorities aUUA1@ANNTOUNTITATINEBY dANAN1TTUTEY
fefulsemauszmasandidnnsedng lunnefiadestuaiiaus Usnause
5.1. duvisdeduseaunsgIunIsHangIILIMANIN NSNS IRluASHER TR AU
dAgy (Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. AuviadefUTeaNNIFIUNITNARBIMUMENLAMSIB NS AR IUNNSHARNAR FrueTen
@593V (Certificate of GMP Finished Product)
Tunsalmfugnindrannausene dudndesiidnuimisdosusemansiosi (Certificate of
pharmaceutical products, CPP) #3autl4da35u589n159 11y (Certificate of free sales,
CFS) lummmeniilause atuarganuseumsnsivaeulneiinadusesiiviulssnmadsynan
3701
WIA5FIUYBITaRIMUAAUAINTRgAURI81d1ATY (Active Pharmaceutical Ingredient

%

Specification) uagndnsinueiendnsagu (Finished Product Specification)

7.1 duunsgIuIngauiiendify (Active Pharmaceutical Ingredient Specification)
waru1nsIUNER Snuaiendn3agu (Finished Product Specification) 1ag sg1s15181
(Pharmacopoeia) Ald8198smsiiasgilagunsgiuetisiosdeaduluaudaimun
uagusFILYeINT AT wilumelamemils amuUsEnAnsENsvEs ST
309 sPYMTIen

7.2. @14u1 drug monograph maﬂﬁu’dﬁdmﬁ’lﬁm (Active Pharmaceutical Ingredient) way
nansusiednsagy (Finished Product)

ANENTIUNMIAMUATEaTIBnLALANENYNEIaNE
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7.3 nsdiiya gAufI81d1A ey (Active Pharmaceutical Ingredient Specification) #5
wanAuaie1d1593U (Finished Product Specification) laiusinglusisnen (Non-official
pharmacopoeia) fosuanmdngiuinefinnsgiureamsnngiiiuluaudendsdela
sioluil
7.3.1 fdorimuntazainnsguresnisiinngiluinevessemafiduanndnves The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) #50

7.3.2 fofmunnazannsgueeIns AT esiiuan (In-house process) fidenadoiu ICH
Guidelines %3®

7.3.3 dafmusnazinasy i llvesmsiesgsindmualiludise shaenle sisen

[ o

VN IIUTENANTENTNANSITUAY 1389 TEURT1EN am%’ugmwumﬁuq
(General requirement for dosage form)
nu1emn: Yannunamun1ningAusie1d1Asy (Active Pharmaceutical Ingredient
Specification) wagnansfinaie1d1393U (Finished Product Specification) A2587198931061157
iWerfuuazatuifenty snuudnsdildmeiidermuauazinasgiureansiinsgiians
TngAuiedfy ie wdndugiendniogy
8) duMiidnsuTaINANITILATIEN (Certificate of Analysis (CoA)) Inesiasusznaumie
8.1. duuvilsdefuseamamsineingausiendrdgy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) IngAaausznausme
8.1. LénumilsdaTusesmamsiinngiingiudend gy veagnaningauiienddy

L}

(Supplier)
8.1.2. dnumiladesusomamlinseiingauiiendifty vosnannandusisdnsogy
(Manufacturer)

8.2. dumilsdeiusewmanisiiasigvinindneiend1iiagu (Certificate of Analysis of
Finished Product) vesnanndnsiaueiendniagy (Manufacturer)

8.3. nastudunnuduiusseningunmsnanvasingiumendifity (drug substance) way
JumsHinvamansasidnsagy (finished product) Alflumswanejuiidsmey

9) @NUNBNATUANINANIIANYIAINAIG (Stability data)

9.1. &NUNBNATUANINANITANYIAINAGITEEZE (Long term stability data) 91u7u 3
JUMIHER

9.2. LUNBNATUAAINANTTANYIAIUAIRILUAN1IELTA (Accelerated stability data)
U 3 JUNTHER

9.3, duunenarsuaninansanwiiansingrannsavinuuasinels 1 ga /duiuans
UsgavBnanissnw (nsdledie) (Gd)

9.4. nsdifugriidosarary ATeansneuld WduenarsnansAnwauAimdInTs
ALANBLAY/Y3D 139970 / naaulald Tusivinazaiumneg ATUGIULALADAAADINULDNENT
Afuen (In use stability data)

10) dumidesuseandnfnsiend3agy (Certificate of Pharmaceutical Product) lan1ge
utanlulsemelng
11) dvangiuanuanyaresnansiueien (Bioequivalence) lagnan1sAnwIANANYaTEY
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HARA9IE1 (Bioequivalence) Wulumudaniviua ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies #3® gllan1sAnuAUsedntrauasinauyaves
wAnSeien nsenTNansIIigy Insantuniemhsnufnundiauyaildunisiusesan
ddnanuamuznssumsamnsuaren atullagiu (hsdlbildenduuuu)

12) dnumidedefuseswnnsgrun1sufsAnundninausiisn1sialusesy UAn1s (Good
Laboratory Practices (GLP) ‘luﬂiiﬁ‘ﬁ'ﬁﬁmsﬁﬂm%aauy’aﬁﬁmﬂ33L‘vm

13) dmlidesusesnasyuniafuinvuagnszaneenuvdninusismMsfialumsiuinm
kaens¥a881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) Jlaues1A16eddiIeg 19818 13tey 3 MieusTYsie

15) dumidsdesuseaunmsguiesufuins ISO/EC 17025 lusemseiiaue (dhil)

16) dnunenasuansteyanislazunisussylu Green book veInsHINeMERINITUNNEG (1)

17) dnunenansuanstoyanislasun1sussylu Orange book 8¢ US.FDA. 38 European
Medicines Agency (81)

18) nadilailveduuuudosuansnisAnymenadn (Clinical trial) voselulsznalneiuansia
HaN¥AATINYBI WUSTBULTIBUAUBIFULUULAZARUNTYITANININSUNmNE (673])

19) MIOUTHIILETTUNTNMUAUUTEMAALLATTIINTNALNTTUVEUMINR (30aNMUTT9385551
ThensduaiunsuesesUsemelng . 2559 wieiesTindu Maenadesiuusznie
4 ()

5. [waulvudue

ginailongmdslifosnit 1 Y funniuidweus

grynavnsnanideovliunlsanegiviasgdesdiuimisdesusesnanisitaiey

(Certificate of Analysis (CoA))

3) fuwardediludusensuasuniilesilndnunegviodleiinmsideuan mnoutmuany
UL

) winlsmgianuiymaunimainedndusinagdeinisaimsraiieinseiaunin
JmhendadudienvsdugSuiaveualdhelunislinneiguamen wardeeiludnn
QNANIATIEVALALTINEIUA

5) avenaue)Buseslisndndyannounsuimun foil

5.1. nfin3gunsI93AsIRINAsNINIMmARsNISWIMELaINan 1S3 eliiiuluam

N =
P+ s

=D e

U9SFU
5.2. ﬂsn‘iwﬁmﬁmﬁm‘uﬁmﬁgm‘%anLﬁuﬁumnﬁawawm‘[ﬂaﬁwﬁ’mwuﬂmsﬂssumsmmmazm
5.3. nsfinudiymamunmansdniusifionadssasdeUssaninauazauase fosiedUaei
Tasuen
5.4. n3difinanssuNsIndYnssIkazNsUIURRAEIanINTYTeY 1sameunavesniannng {1308
Tupdadaly
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