i'lﬂazLSﬂﬂqmﬁnﬁm:mmumnfhmanmsms{fﬁ%mmﬁ'wﬁm
lRBN B16 / 2560
3187131 1 Cinacalcet 25 mg tablet
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1. Hamn Cinacalcet 25 mg tablet

2. amsaaniana
2.1 gluuy Wusnda swsusudsznu
22 dwmilsznay  whznaudiodaen Cinacalcet HCI figuyariy Cinacalcet 25 mg 1u 1 1ila

2.3 NMTUZVTIY msqluumagﬁlﬂﬂuﬂ a8 %38 blister pack Jaahin
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3. AMENUANIINAKA

3.1 Finish product specification™?

1. USanmeaendan 90.0 - 110 % of the L.A. of Cinacalcet HCI

2. |dentification test m’m&hu@l’mﬁi‘:ﬂu Finished product specification
3. Uniformity of dosage units ATINU

4. Dissolution test mmmumu"ﬁ";quu Finished product specification
5. Related substances / Impurity mws&’mmuﬁizqh Finished product specification
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2. 19AFITUIDINIATFIUMIHAAL

2.4 nsdifismdaluyszmalng HuAadastiionmsiusesnasumInAamaamaninuiuaz3insiialy
mMINaaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lasviiaganu PIC/S participating authorities
%30 uLanmﬁusaammmummammmwanmmmLLanﬁmsﬂﬁ'lumiwammmaamunqwuﬂm,nssums
2IMITUAZLT NTINTHIITIIUGY mmvxumu‘[@wmwaaﬂﬂaamavmmmmumnmmfnua:’mmsnﬁlu
nIuEasT PIC/S luﬂuaﬂﬂﬁwl,auamﬂ atudgeamsaumsastesaulasinansiushefeiullsznia
dsznianandidnnsafing

2.2 nsdiiueingronalsand o HHRadasllananssusennasIUMsSHRRtN MRS NI T La:
ABnTiaMNINEAL GMP Wia GMP/PICS (Pharmaceutical Inspection Co-operation Science) logmiingnu
PIC/S participating authorities a1iuaga museumsasaseulasiinanssusasiisiulszmamlszniasan
dlannsating %?amqmaﬂ%w URUANTH
3. Lanmsqmmwmaamﬁmua‘nm (Fwrnnane)

3.1 Namsm'm’imﬁzﬁqmmww§mﬁ'mﬁmf§m.§a3ﬁmaa;§w§m (Certification of analysis of Finished
product) 'Lumg'uﬁdol.ﬂuéﬁaf_m

32 Namim’aﬁmﬂzﬁqmmwi'ﬂqaumadﬁimﬁﬂﬂ“ty (Certification of analysis of Drug substance) Al%lu
mswﬁmﬂﬁs;uﬁdaLﬂué‘aasj'mﬁgwaa@wﬁmmua:ﬁnﬁwi’mqﬁu
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78 3.2 ﬁ'u;'umm§mmaawﬁmﬁmﬁmi§m§agﬂ (Finished product) 4 3.1
3.4 Tunsdidunadousnanunnnii 2 3 ssdasfidummwengnamsanen Long term stability a1 &%
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6. tanansdanlydn g
6.1 winefiaus luldenduuyy (original - drugs) fasdnilaFausaIni1snaaay Bioequivalence #Laua
Wisusunugnduuuy T@zmsmsanmmaoLﬂu‘lﬂmwanmtumu,a~LLmﬂgum‘lummnmmauua'uaom
Y VBIF N IIUA LN TINMTBM T LS A nsmswmmsmam‘ )’Lunsm‘uummnumsummmmum
aaylna (Adisaneifous NG) mamnr_mnummumanmsmsﬁnmmauuamaem
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7.2 nsmuaemmmmm@unnmmmmumnwamawmI@ymummﬂmwnssumsa'm'mmwm Tugraan
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1 = General requirement maemé”ﬁéﬁfua"ﬂ%{ugﬂuuum Tablets, Capsules

2 = The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R)
; Current step4 version, 2006.

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Ltawﬂua
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5781130 2 Erythropoietin alfa 4,000 1U Injection
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1. Baen Erythropoietin alfa 4,000 IU Injection

2. amasiana
A’ o Q o Qs Y L - o & =] o
2.1 yluuy Wugnuneanie swnsuiadnldiamits uazmsa dadnaeaidaadn
- nydigtuuumsazans : iusnsazaels Lidd wiefindesdou
& . o Y @ o
- nadigUuuLRe - wsenUneeniadiu (Freeze dried powder) nadazanudioeavi
azanelaasazanels
2.2 §mdsznay Usznausiudasn Recombinant erythropoietin alpha 4,000 1U
o - & ~ @ . X
23 mmkusn U lnewiusndaunmnise WianaaaLIINEWIBNAA (pre-filed syringe) Umenniisa
1 a 1
azUaINWUED
2.4 28N - UUMIULUITINANNEEN advtiaadasiifasndynnoe, saudsznaudndintyus:
ATNUTY (AB93zyTia erythropoietin Ll alpha), Tununeny wazianiinGe wryliadng
TalauINAanIIMaAREN
- ANNUKUTTA AR athaandasliaaaiynen, muﬂsmaummmﬂmuavmﬁmm
(#9521 59a erythropoietin 11 alpha), T4 woullindaus: TANADTY, \wufinge, 1o
nafisudiun wesdiimufuinwen ssyliagwdaau

3. AmENLENNAKA

Namsmsn‘imsw:ﬁqmmwLﬂu"l,ﬂmw Finished product specification waz Drug substance specification ﬁ
frBanundrdnsbatudoans Seldeanaoudodiinamn s nssunsanmisuazen NIENTHIIT1IHFY
rilngrduildsnededasduaruiidoumimielniniunasgundsdfuladiunis aadszne
NIENTHMIHGY 309 AT W.91.2556 8UTUA 11 WBU W.9.2556 (amhf:mﬁlus‘n’ﬁﬁamgmnmi’uﬁ'

a o R an
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3.1 Finish product specification“’

AMENLIANINATA BP 2013

1. identification AN

2. Biological assay

URISHAM IO T893 baa g1 enile

- Potency in polycythemic mice (in vivo) 80 — 125%
- Potency in normocythemic mice (in vivo) 80 — 125%
- immunoassay (in vitro) (5w ELISA %3a EIA mi’mr«i’mmuﬁinﬂu Finished product specification

(Enzyme linked immunosorbent assay), RIA

(Radioimmunoassay)
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3.1 Finish product specification'” (Gia)

(nydiziuuyansazne)

AmaNTAMIINaia BP 2013
3. pH 6.6-74
4. Bacterial endotoxins NMT 20 1U/10,000 U of erythropoietin
5. Dimers and related substances of higher NMT 2%
molecular mass ( %30 Aggregate protein)

6. Sterility AU
7. Particulate matter AT

- o3MATWIA 2 10 pm 3iLfin 6,000 aymey
MTUSUITY

- 8YNATUIA 2 25 pm sitfin 600 anna/
ﬂW’E%ZUii?
8. Water content (n33LULULN3E1) NMT 4%
9. Extractable volume / Volume in container ATIINH

2. Drug substance specification : Erythropoietin concentrated solution ¢

)

amaNiAN1Inaha

British Pharmacopoeia 2013

1. Identification

ATITNU

2. Biological assay (Potency)

\ oo
LLG@GNRH’\S@]TJ’%BEJ'NI@E]EJ’N‘H%N
- in polycythemic mice (in vivo)

- in normocythemic mice (in vivo)

Not less than 100,000 IU/mg protein
Not less than 100,000 IU/mg protein

3. Protein content

80 - 120% of the stated concentration

4. Amino acid sequence analysis

AN

5. Peptide mapping

ATIVAIN

. Sialic acids

Not less than 10 mol of sialic acids/mole of erythropoietin

NMT 20 1U/100,000 IU of erythropoietin

6
7. Bacterial endotoxins
8

molecular mass (38 Aggregate protein)

. Impurity
- host cell derived protein ATIHIW
- host cell and vector derived DNA ATIIHY
9. Dimers and related substances of higher NMT 2%
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- Drug substance specification ﬁmﬁm’lﬁ]’mlu?mm:ﬁ‘ﬂmﬁfwﬁﬁ drug substance #3alU31A Tz drug substance V84
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1. ﬁmmmwdﬁuLanmsms‘l@i”%’nagtywmi‘fmuﬁmw’h%’uumﬁaa‘imﬂw‘[uﬂs:mﬂ"l.m uazdua9 (declare)
UWRINEG
11 'luéﬁﬁ'tymﬂ‘fumtﬁwﬁﬁnm (N8.2 N3 N4 URILANTH)
1.1.1 luns@nduenfndaludszinalng naneds ne.2
1.1.2 ’Lumtﬁﬁl,ﬂumﬁ’\Lﬁﬂtﬁammﬂwssg nuudd ne.3
1.1.3 lunsdinduenidhaindnadssing nanpfls no4
12 lushwatunadionsn no.1/.1 vasniauaTn WiBuMyazBuaRITaMIMLANA MW TRINTA W
aufidunsiion (finished product ~specification) uazdarinnuanMNINTBIIAYAY (drug  substance
specification) nsrﬁﬁagjswdwmﬂﬂﬁwuﬂmLLﬁ”l,mﬁ'mﬁu eFDIUUULBNETELWINWENEM TV b (£.5)
AW3BU finished product specification uaz/%3e Drug substance specification lasasuntadawiudsznna
Uszmanmaidnnsafing uazlaifiu 2 9 o Sudrzmedszmenadidnnsaiing
2. LANAIIUTDINIATZIWAINAAL
2.1 nydifigaaalusznalng griadasdidumnnmwinomiieiusoanaspunniasmunaninot
W3 BMITR LM INEALN GMP-PIC/S M3aLfinuirin POINTENTNETIUFY Tunuraefiteuey DMHLRED
ausaumIaTIsaulasinanissutasiaiudszmealszmanadidnnsaiing
22 nyd@ifiveningrendwyszne WAl aNTITUTRINATIUM INRALNANURATIN AT LSS
3'ﬁ'miﬁlﬁlumiw§ﬂm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) laomiinnu
PIC/S participating authorities 2Udg§a auseumMsanassulasfinanisivsasiiviidzmadszniasa
Sildnnsading winaganaadn udusnsdl
3. Lanmsqmmwmaomﬁtauaﬁm (Enuwinmana)
3.1 WanIanRiinTiamnwniaiuyiueafnia (Certification of analysis) 'Lumjuﬁduﬂuﬁ"mﬁw
32 Namimaﬁmswxﬁqmmwi'mqaumaoé’amz%']ﬁ‘nvj (Drug substance) ﬁlﬁ‘lumswﬁmméuﬁdmﬂu
Gﬁaﬂwovﬁwaa@wﬁﬂmuaz;}fmﬁsﬁmﬁu
3.3 lunsdidunafousnaunannnii 2 9 axdasiiduunn wananamsdne Long term stability aufits
wWudulunsdonenauans Lm:"l,@’ﬁ'umsmmu%mauanmsmn@:ﬁa‘wmwaou%ﬁ'ﬂ
3.4 luns@idunzfoueuntosnin 2 9 axdesdidumnmninonansanmna NI Ives e emafidn
wadnlunzsifousnanusns Lm:"loi”%'umsmmu%'maoLanmsmngﬁénmwaw?ﬁ'ﬂ
3.5 FUWIMNINUNANTIANHIAMUAIFIRAINTAZANY Uaz/MIaideanaludarhnazanedne g aTudiuus:
§AAANAITLLONETINALLN (32N IENTRFULIUNY)
4. A108198
4.1 fiueyan dasdadiagwenatiniian 3 %mﬂmsgﬁmﬁ Fadusunuugasnoandoaldnsudin
@rmﬁﬁ’mu@lw”’;ﬁaqmauuﬁﬁ;ﬂﬂﬁ’m‘fu
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5. m‘sﬂszﬁuqmmmnﬁdouan (wd@@stanaIsNIIuLIznn)

5.1 mﬁ'a‘auauﬁaaﬁmql’ﬁ"[ﬂ”l&iﬁaun'iﬂ 1 9 swaniudemay

5.2 mnnamﬁaauau a:ﬁaqdoéhmewmulu%’mawamsm’aﬁmﬁ:ﬁmiuﬁﬁwau
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5.4 ;Emm:@Tao%'uLﬂﬁiﬂuw,fiam‘lmi”mmmq wiaflaifiemadeuanmeindsznisla g newrunualasly
fidawly

5.5 STUUMATLUazIasIdaIuuLY Cold chain system 7ilfanasguenunaninmst good storage
practice (GSP) waz good distribution practice (GDP) Tasugaaanansisznay
6. fianaa (J2ne) Bvsaxlonidndyginawasuiwue G

6.1 mfimamsguanivitensinilnnnsuinmmaasnsundlidulyananaspudaimua

6.2 NITANAAN U mmﬁ@i{gﬂﬁﬂmﬁuﬁmwnﬁ BIARALANENINNUATNTINMIBWTIUAZEN IUTHIIT8Y
fygnezdfaazang

6.3 nsrﬁwuﬁuzqummwmnwﬁmﬁmﬁﬁawdmadaﬂszﬁw%wauazmmﬂaaﬂﬁﬂdasjﬂwmd’{um
7. ﬁmmﬁ’nmwaaaauﬁﬂﬁvlsﬁuﬁmsmﬂwEmﬁmﬁmﬁﬁﬂsﬁﬁgnL?:Jmﬁuﬁuimﬂﬁﬁﬁnoﬁuﬂm:nssunws
amnsuazenluszoziian 1 Jiauiudszmedsznianaadidnnsafing
8. nstﬁgﬂunumﬁlﬂu Freeze dried powder vi3a3uuuieN Solution Tuwautndaunannigs wdesswey
yaguUnssimslien (Usznausas Syringe 3 mL,Needle #1wilgamsaiay uaz Needie §1m3uda laswssy
Dugaideanuwiaudng) Tusamaiu 1:1

WANHLAA : 81989970

1 = British Pharmacopoeia 2013
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5180151 3 Everolimus 0.5 mg Tablet

muﬂsznmﬁbwﬁ“ﬂquaﬂﬁﬁ']ﬁ

1.3987  Everolimus 0.5 mg Tablet

2. amaaianaly

2.1 3wy Wuende §wsusulszms

2.2 ;wdsznay  Usznaudawaaen Everolimus 0.5 mg

2.3 MTULUIN msq‘luumaﬁﬁtﬁwwanﬁ 38 blister pack ﬁaaﬁuﬂ’nu%uua:ussqﬁm‘ﬁﬂ’mﬁmm

2.4 281N - ixq’f}am faulsznauaen@mAYuazA UL UG ’S'uﬁuumq wufinae wunsdon
f3un wasdiSnsifusnwen "Li"azho‘ﬁ'mﬁmuumﬁgﬁwﬁ

- UBULHIEN a:mﬁaﬂﬁaos:q%amﬁ?a%amamsﬁﬁ §IUL TN UUAZTUN AN NUUITITEIEN

\wURNE® 'E'uﬁvumqvh”’ﬁ'mau

3. AMANUANIIINARA

3.1 Finish product specification"?

1. USnmarnngagy 90.0 - 110.0 % L.A. of Everolimus
2. Identification m’mmuwmﬁizlﬂu Finished product specification
3. Dissolution mw&humuﬁ'i:qlu Finished product specification
4, Uniformity of dosage units @li’;ﬁlmumuﬁiquu Finished product specification
5. Water content m’aw"mﬂ’m‘ﬁ.i:qlu Finished product specification
6. Impurity / Related substance miaamumuﬁs:ﬂu Finished product specification
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Ganladng
1. éhmewmmana'mn'ﬁ'l,éﬁ”uagrym’ifumt,ﬁw@‘h{umw’?'aa"'muw‘luﬂﬁ:mﬂ'lm Uaz&1uay (declare)
URRINER
1.1 'lu??’m“tymﬁfumﬁmm’h%’nm (8.2 N8.3 N4 URIANTEH)
1.1.1 Tunsdifidunfindolulszinelng naneds no.2
1.1.2 ‘Luni:ﬁﬁ'n,ﬁumﬂmﬁwLﬁ'ammﬁaussq waneds ne.3
1.1.3 luns@ifduensdhanndsszing nanefls no.4
12 ludwetwnadiouen no.1/0.1 vaseniisuaTen wiauTwazduaRITanINILUA N WBINRA AT
aufidunzion  (finished product  specification) wazdarinuanmnIWua9IAnAu (drug  substance
specification) ﬂiﬁﬁiagl;i:%iﬁdﬂﬁiLﬂsﬂuLLﬂa\‘)LLﬂwL’IJLﬁSJLﬁ&I rdpIunLLENRITENMIANE BTVALT [ (8.5)
U 1WTau finished product specification Uaz/%3e Drug substance specification laswaunlanauiudsznne
dszmenandiannsafing uazlaiiu 2 9 o Fudszmavszmenendidnnsaiing
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2. 18NAITVININATFTIRNIINAA Y

2.1 nstiignuaalwsznalng ;jwﬁm’faoﬁﬁwmewri']wﬁfaﬁa%‘maammg’mmsw‘émmmwwé'nmmvﬁmz
FEn13falun1nEasn GMP-PIC/S wiaifinuiin PINTENTNATITUFY Tunanaenfilauany avudgaa
saunsanareulasinamsiusesdeiusmedsznmenandidnnsefing 5

22 nsd@fdingningroinesane HHadasliienmTiuTeanasIunIKEatamamaniInasias
S3msfialumsnaaen GMP wia GMP/PICs (Pharmaceutical Inspection Co-operation Science) lasmiineann
PIC/S participating authorities 21/LA13@ musaumsmmaauhUﬁwamﬁmaaﬁdfuﬂs_:mﬂﬂszmmwm
Buldnnsading wisonganandn usudnsdl
3. Lanmiqmmwmmm‘?imuaﬂm (Fnwinnane)

3.1 namsavaviezigamweRaitisndiaziuauia (Certification of analysis of Finished
product) 'lumg'uﬁ saduenatng

v

3.2 HanNIATIIAATER MW IANAUITINEIRTY (Certification of analysis of Drug substance) N7y
mwﬁmm;’uﬁdaLﬂm‘i‘;asj'mﬁ'waa;jwﬁmmua:;jwﬁmi’@qﬁu

33 Lanmsvﬁav\é’ngwuﬁuﬁumwé‘uﬁ'uﬁzwmjummﬁmaai’mqﬁumaw"hmz%'xﬁ%y (Drug substance)
%8 3.2 ﬁu;’umswSmaawﬁmﬁ’mﬁmﬁm%gﬂ (Finished product) 18 3.1

ad = ' @ A v =2 e oA

3.4 Tunsdidunzifvuenanannnit 2 8 szdasiidwnwinanamsfinm Long term stability auiidi
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6. lonasisonladn 9

6.1 ‘n’mmﬁltauavl&il‘ﬁmﬁmmu (original drugs) FoviintiiRauaaINMINasay Bioequivalence ﬁtaua
wWisuiisuiusduuuy lagdinsnsdeadulumundninmsinszuwil judlunsdnmBisuyavasen
milyrasitinaunanssumsamsuazen naznramssngs” nsdidunadoudfummuuuemiiy
Twai (leiaamzidouen NG) munInonriumsusuanasmsnsdiauyavasen
7. diananen (foe) Busanlienidndyanianasuimua et

7.1 nydiwsmaguansiienesinninnnsuinmnemsaimsunndliduldmusnaspudaimua
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2MMINAZEN Tz 1 1 Aawindsmadsznenaaianniaiing

WNLING 8198937N
1 = General requirement BaILNFTFETUF NI Finished product JUUUY Tablets
2 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(2R) ; Current step4 version, 2006.
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies u.a:@;ﬁa
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ﬂzlmi'ﬁ 4 Heparin sodium 5,000 {U/ml injection

aalsznAdIMIngUaTIZEI

1. %'asn Heparin sodium 5,000 IU/ml injection

2. ansaasianalyl

2.1 uuy Wuansazanols Widd fefindasdan (slightly yellow) Unaainida dwiuaa

2.2 awsznay dsznaueae Heparin sodium 5,000 IU/mI, US31e5 5 mL/Vial

2.3 MIUIITY ussglumw:msqmﬁ@mmﬁ’;ﬂsnﬂmm%a Type I Daghn

24 aan - szq%am FIUUITNIUAIL I APUILANULTI TUHER fuﬁvumq Wufinde Laansidiom
f3uen Lmzﬁﬁnmﬁu{nmmvl,'ﬁ“aeiwﬁ'mwuuussqﬁ'wﬁ

- UWNTUELTIPEN amaﬁauﬁmszq%am WiaToNIMIAN FIULTENELUALIINARAY

WI9VRIEN LRUTINAS 'S'uﬁvumqvl'ﬁ'@mu

3. AmdNANIMaALA

namIaTaieTziaanwiduldaiw Finished product specification WAz Drug substance specification 7i
$r9BannunFTTUAT L DNG Beldaansidoudadinmua pensINNTaMSLazEN NITNTWATIIHGY nad
indginsunlddedaaduarivifisurinmielnininasgunsadiuladiunil massmensenyas
TP 509 SEUFTIEN W.91.2556 8UTUR 11 o W.A.2556 (aaﬂszmﬂ'lum’ﬁﬁ%mgmnmi’uﬁ 10 dnwen
2556) nszﬁ'[&itﬁﬁuwh‘lvx”q‘fuﬁ'uqaUﬁﬁwamm:nssumsﬂszm@ﬁmm

3.1 Finish product specification™”
AmANIANIINARA USP 38 BP 2013

1. Anti-Factor lla potency 90.0 - 110.0% of the stated potency | 90.0 - 110.0% of the stated potency
2. ldentification ATIIHU ATITNU

3. Bacterial endotoxins NMT 0.03 USP Endotoxin NMT 10 IU of Endotoxin/mL

Unit/USP Heparin unit
4. pH 50-75 55-8.0
5. Particulate matter ATINU ATINU

- aumATIA > 10 pm Litfiu
6,000 a‘Lquﬂ/Container
- BUMATIIA > 25 pm Tiifin

600 agmﬂ/Container

6. Sterility ATIU ATIHH

7. Volume in container AU HIITHNI

[CER 1 ) WO X .................................... YTz WA HENTINANY
(wwEEda guln) \\\'\
-
NIINNIT Gk 1) W R NITUMT
(Wwiril yasnm) (WNEINTT Mgyawdant)
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3.2 Drug substance specification :

" . (2]
Heparin sodium™?

AMANTANIIINATA

USP 38

BP 2013

1. Identification

AT

ATIVHIW

2. The estimated potency

(Anti-factor Xa : anti-factor lla ratio)

90.0% - 110.0% of the stated potency

90.0% - 111.0% of the stated potency

3. The potency of heparin sodium

(Anti-factor lla potency)

NLT 180 USP Heparin units/mg

(on the dried basis)

NLT 180 IU/mg (on the dried substance)

4. Appearance of solution

ATIINTIU

5. pH

50-75

55-8.0

6. Nitrogen determination

1.3% - 2.5% (dried basis)

1.5% - 2.5% (dried substance)

7. Sodium

9.5% - 12.5% (dried substance)

8. Heavy metals

NMT 30 ppm

NMT 30 ppm

9. Loss on drying

NMT 5.0% (60°C, 3 hours)

NMT 8.0% (1 g, 60°C, 3 hours)

10. Bacterial endotoxins

NMT 0.03 USP Endotoxin Unit/USP
Heparin Unit

NMT 0.01 |U/International U of Heparin

11. Sterility test

ATV

ATIINIW

12. Residue on ignition

28.0% - 41.0%

13. Organic impurities

- Galatosamine in total Hexosamin : NMT 1%
- Nucleotidic impurities : NMT 0.1%

(at 260 nm)
- Protein impurities : NMT 0.1%

- Nucleotidic impurities : NMT 0.15%
(at 260 nm)
- Protein : NMT 0.5% (dried substance)

14. Related substances

- liny Oversuifated chondroitin sulfate

- Sum of dermatan sulfate and chondroitin
sulfate : NMT 2.0%
- Any other impurity : No peaks other than

the peak due to dermatan sulfate+

chondroitin sulfate are detected

nangIng - ntinerzidouwdimaiu waive) MseTnserinTeinonsia Wi BulgesanmIMangIuaINa 17 e ey

- Drug substance specification Wmsmmn‘tviam:ﬁmm@wﬁm drug substance W38lU3LATZY drug substance B9
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° ] Ve J = o o 4 9 1 o ' a
1. FUWUWIMWON EJLE]ﬂmiﬂ'ﬁvL@ SU?JELQIJ’IG]’U unzifloudsueiesvin Ul’i«l»‘l.]i: Lﬂﬂvt‘YlU URSRLLAN (declare) LWARIHNA®

o e J =t © et & 1
1.1 'lummymwummmumsum (8.2 ny.3 N4 LLE*]'JLLﬂﬂSZﬁ)

1.1.1 lunsdliidusnndaludssinelng wunads ne2

11.2 ‘Lunstﬁﬁtﬂummni”'uﬁanmﬂam'sq wuwhy o3

1.1.3 lunsdimdusindandsdszing nuneds ne.4

o -! = Hl e/ =l Qg o o
12 ludmetunadouen NE.1/8.1 VI MLFUDTION NIDNTIBRLLD Uﬂm’uamsmuquqmmwmawamm«ﬁ

o =4 . . . v o e 1=
fMunIuhnsiuaw  (finished product specification) LASTANIAUANUNINTAINANAY (drug  substance

specification) nydifiagszniumaudsuutasudluiuda szdasunuanmsdiuimwinansveurly (2.5)

NIW3BY finished product specification Wa/#W38 Drug substance specification lapaawn bwhawiudsenie

Uszmanandidnnsading wazlsiiu 2 9 o Wwdszmadszmesiadiannsefing
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2. mnms%’maammgwumw%mn

2.1 nsdfieranwlznalng HraadaslldunmwinemiiFesusesnasuMINE Aeams N Ly
ABnNTREIUNINEALY GMP-PICIS wialfiuirh PBINITNTNITVIUFY Tunueauee adusgan
saunsasdaulasinansuresfeTulemedssmenansidnnsaing

22 nsd@mdusiudrondredszme graadaslidnumnindnenisfesutasnnasgumniasiany
‘iﬁé’ﬂmm*vﬁtaﬁ%msﬁﬁlumsnﬁ@m GMP-PIC/S (Pharmaceutical Inspection Co-operation Science) lag
WE% PIC/S  participating authorities atiud1ge a1wsaunsaniasevlesdinanssusasiiaiuszma
Usrzmanmaidannsafing
3. Lanmsqmmwwaamﬁtaua‘s’\m (Fuwrnmana)

3.1 wamsmaﬁmﬁ:ﬁﬂmmwwﬁmﬁ'msﬁmaaﬁwﬁ@ (Certification of analysis) 'lums'uﬁdotﬁué’mzm

3.2 HANIATIDNATZ v\ﬂmmwmmumaommmﬂm (Drug substance) ﬁ‘l'&'lumswammsuwmtﬂumama
mmawwammuawwamﬂmu

33 lunsmmummﬂummmnndﬁ 2 1 azdasfifuumnniwananansfinm Long term stability auiiéiss
dsdnlunsonenuuaas LLawvlmumsmu'mmsaaLanmsmnwummwawmn

3.4 Tunsdidunzdougnantosndt 2 9 amammmwmwmmwamiﬂnmmmmmmaommuﬁE'iu
visdnlunsSougniuaas LLa:"l,@sumsmmmmaoLanmsmnguE‘hmwaoﬁww

3.5 LINFITUEMNIANNAIIIIBI BRSNS s T sE T AmINssu Tt Leae I luanu T
ﬁl’ﬁﬁ‘ugﬂm u,am”aaLLamswa:LSW\%oaa@ﬂﬁaaﬁuﬁaya'lmanmiﬁﬁﬁ'um
4. @298198N

4.1 JiEwayIan daddadiesisagnias 3 wWiBUITIATN Fududunuuaamoasisoaldasudau
mm‘fﬁmu@luﬁ'ﬁaqmawﬁ‘ﬁv’fﬂﬂ?ﬁ“’\oﬁu
5, msﬂszﬁ‘uqmmwmﬁéwau (wa@ad@nE#1INTIUYIENW)

5.1 mﬁ'z«i\mauﬁaaﬁmU'I,%"l@‘"laiﬁatm'h 1 9 duanIuasnay

5.2 mmommmau ﬁlmaammmﬂmwmUlususaowamsmammsvvxmsuﬂamau

5.3 nmm‘nmm’mmsmms@mma:mmﬂaauamwaam‘nmmsw*%ﬂmmw PUIBITNITITYIRIIRD

fovvan0819 T@waa sdasdionRUINaNEIWIUARIIEN TN TIIRTIVIN e KU Wugiudaray
m’l,"nmimmmmaa‘l,umsmammsvmmmw nsrumwmnmvlmﬂu"l,ﬂmuﬂmanmm,mwm WUIDTITNNTV
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54 fanuazed Faesuia suenud] amlnwmmq wWalafamaFenamweeszmsla 9 nautualeslidGauly
6. dlanam (ne) Busanlianidndygnawasumvua aon

6.1 ns:ﬁwamsg&umm%msn:vﬂ‘mﬁmnnsﬁnmmam‘msuwwzﬂmﬂu'tﬂmume\sgmﬁaﬁmuﬂ

6.2 NTTANRAN TusH m’ﬁﬁm‘fgnﬁymﬁuﬁ wnnviasemnalagdinnuanensiumsasussen lugiaaves

o

&
YN daTUIY

6.3 nsmwuﬂmmﬂmmwmnwamnmmwmamwa@aﬂ?aﬂﬁwaummmﬂaaﬂnUmawﬂwwvlmum
7. vxmm’mmmaanuawﬂmuwmsmNamnmma']ﬂuﬁsnmnnLmnLnUﬂuI@amummﬂmwnswms
asuazenluszeza 1 Jiewiudsmealsemenasiinnsaing
naEmg 698930

1 = The United States Pharmacopeia 38
2 = British Pharmacopeia 2013 -
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5181190 5 Lanthanum 500 mg chewable tablet

m'mﬂs:n"mﬁ'mi'mquas'mﬁ'lﬁ

1. Bz Lanthanum 500 mg chewable tablet

2. amsdaianalyl
2.1 31wy Wueidia gﬂuumﬁvm (Chewable tablet) #1%5UTULTeU
22 swdsznay  Usrnaudlsdlen Lanthanum carbonate ﬁauy‘aﬁ'u Lanthanum 500 mg 11 1 1@
23 Mrurussy  usTluuniaglifiunand wie blister pack Jawdin
2.4 2870 . szg%am FIULTZNAUMLNFIAIURZANVLTS TUNE 'S'uﬁvumq \apfinGa
wanzidoudsuen LLazfi%miLﬁu%'ﬂmmvl,fafm'ﬁ'mwuumsgﬁmsﬁ
- LUURIEN amaﬁaﬂﬁamg%am W3DTAYNIMSM FIMLTNEY WaLIWRAT IS

YDIEN LRUNNRG fuﬁumqvlf?’ﬁ’mau

3. AMENLANIINARA

3.1 Finish product specification™®

1. USanmenendny 90.0 - 110 % of the L.A. of Lanthanum carbonate
2. |dentification test m’zﬁwhuﬂ’mﬁi:qlu Finished product specification
3. Uniformity of dosage units ATIINIH

4. Dissolution test / Disintegration mwmu@rmﬁiquu Finished product specification

5. Related substances / Impurity @saaﬁﬂuﬂﬂmﬁiquu Finished product specification

)
)

Howludn g
1. e"mu’lmwmmanmsmsvl,ﬁ{uagtywm‘rumgﬁnu@hﬁ”umLﬁ"aﬁi']minu‘luﬂs:mﬁvlm wazE e (declare)
UWREINE®
1.1 lugdymsiunaioudiiuen mo.2 ne.3 no.4 waIwANTL)
1.1.1 lunsdifiduenfindelulszinglng nuneds ne.o
11.2 lunitﬁﬁl,ﬂumﬁwLﬁ"n,ﬁanwuﬁwssg waNuiy np.3
1.1.3 lunsdiidugnididrandnadsang nunets ne.4
12 ludastiunzifouen ne. /0.1 vaseniiauasan w%”asmna:LSﬂﬂﬁ'ﬁamsmuquqmmwwaowﬁﬂﬁ'm‘ﬁ
aufdunzifon (finished product specification) LLa:’zTaﬁwuﬂqmmwmaﬁmqﬁu (drug substance
specification) nsr’ﬁ*ﬁags:%dﬁonﬁitﬂﬁsuLLﬂaoLm'"lmLﬁuLau AHFDILUVLANTITE U NN LN TVOUA L2 (81.5)
NINIDN finished product specification Waz/#38 Drug substance specification Iﬂmaun“l"uriaufuﬂizmﬂ
dszmenandidnnsaing uszlaifiu 2 O o FJudszmeadssnmeneddnnsaiing

(aa%a)........................'ﬁ ....................................... UIeTUA S NITUNTS
@ (wnsrndia guln) N
(S8D). o S N3N (R9D0).er \N\' .................... NIINM3
(WHiTHh YaIn) (WNENINTS Niawiaid)
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2. 1aNENITUIBINIATFIRAIHAALN

2.1 nsdifiewaaluszmalng Hriadadionaiusasnnaspumsniaeneamsninasiuaz35nsiialn
MINRAE PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taavineanu PIC/S participating authorities
3o flan®stusasnasgunIsHiaemuna NN UYLz AT M e luMIHE AL TaIE N UA TN ST
BIMTUAZYT NITNTVIENTITUGY éaﬁmuwifu‘[ﬂUﬁmmaa@ﬂﬁaaLLa:‘ﬁ’@Lﬁwﬁ'wé'nmmwfua:‘?%msﬁﬁlu
nswaaen PIC/S Tunasaenfiauaany avudgaawssunisaageulasinanissusesiissudsznma
dezmenandidnnsaing

22 nsdfsdugingrondoysana HHANABIIENANTIUTBINATIUMSKRREARATIN ez
AEmafialunsnaa GMP wie GMP/PICs (Pharmaceutical Inspection Co-operation Science) Lotz
PIC/S participating authorities atiuage ausaumsayasaulasdnansiusesdeiulszmadssmasan
alinnsading wisa1yasaadn usdudnsd
3. Lanmsqmmwﬂaomﬁmuaﬁm (Fuwinnanae) ‘

3.1 Namsmw‘?mﬁ:ﬁqmmwNﬁmﬁm‘ﬁmﬁ’]L%aagﬂmaagwﬁm (Certification of analysis of Finished
product) ‘lum;‘uﬁmlﬂuéfﬁama

a

3.2 NaNITRIATIERRMN W IR0 AUTa RN RTY (Certification of analysis of Drug substance) AilFlu

]

as

miwamms;uﬁ'duﬂuﬁaazmﬁgwaagfwﬁmmua:;jwﬁmmqﬁu
33 Lanmw?a%é’ngwuﬁuﬁumwé’uﬁuﬁszwjnjumw§<§maﬁﬂq€1waoﬁ'smﬁﬂﬁ'ty (Drug substance)
79 3.2 ﬁujumsw?zwaawﬁmﬁmsﬂmﬁﬁﬁagﬂ (Finished product) 18 3.1
3.4 luns@funaifouenanannnd 2 1 azdasfidimnnweinonansdnen Long term stability anaifiéin
wsdnlunsdoueauaas LLa'””lmumiaammmaaLanmsmnwummwaomw
3.5 lunsdidunsafougnantasn 2 3 amaqummewm:mamsanmmmmmmaommuﬁ"’iu
wudnlunsdonenanuaas u,a:‘lmumsaommmmLanmsmnguéwmwaau‘%w
4, aogeen
4.1 diguaman dassedaagisenanaten 3 QTSI IE ORI T Sadudunuusasoazidoelsasudon
mmmmu@luwmaﬂmauummvl,ﬂmmu
5. msﬂsznuﬂmmwmnawau (wd@asandrInssudiznw)
5.1 mﬁﬁwauﬁaoﬁmu‘lﬁ@’”l.aiﬁamn'h 1 dbamiuseney
5.2 mﬂmmﬂmuau amaammmﬁmwmﬂlususaawamsmamLﬂﬁmmsuwawau
5.3 nsmwmmwmsmmsaumamom“ﬂmuamwaaamammﬁmﬂmmw whuNTNMIIinIRe
Fa98dI08 I@ﬂmnU'«JwmaammquanmummuwvxmanmsaomamLﬂﬁ'wmm%ﬂumwmau
m'l,'ﬁmzmmmmao’lumsmammswmammw nsmwwmwm'lmﬂu'[ﬂmmmanwmymwm RIBINTAIVE
m’;uaﬂﬁvlmuwmsmn'mauaﬂmm@mnmwaa Nmzma.,/mawwamluﬂsma"l,ﬂ

5.4 ;‘lrmm:cﬂaasmﬂawmmam‘lnwmmq wsamam@mﬂaauamwmﬂ'ﬂs:ms'lﬂc] Aaurnualaslsld
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6. dlanasan (§une) tusanlisnidndygrnowasuivine aoi
6.1 nsmwamsamnmmswmmumnnsmﬂmmammmwnU"'I,wLﬂu"l,ﬁmummmmam%u@

6.2 nsmwa@nmmm’nu@unmmnmmumnﬂamm@ﬂcﬂtJmum'mﬂm‘.nisun’lsmmsuavm ‘L%’E’NL’JQ'I
"ﬂENﬁUJﬂJ’IﬁJ“‘IiE]’%“’U']U

6.3 ﬂsmwuﬂmmﬂmmwmnwamnm«mwmamwamaﬂs*mwauavmwﬂaa@nmawmm‘lmum
7. vxmmw'ﬁmmammaﬂﬂmuwmsm’mamnmmmmlﬂswmnmsnnl,nmuhnmunmuﬂmmimms
mmmawmlmwvnm 1 flnamuﬂswmﬂﬂswmmwmaLanmauna

RNIHA 1 81989970
1 = General requirement maamﬁ“ﬁﬁﬁuﬁ‘m%’ugﬂuuum Tablets, Capsules
2 = The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R)

; Current step4 version, 2006.
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318119 8 Azathioprine 50 mg tablet

1. o Azathioprine 50 mg tablet

2. amaNanaly
2.1 jupy wWueude SsUsuUsEnu
22 swdsznay  dsznaudiudaen Azathioprine 50 mg 1w 1 1ifa

a o - . % a 1,2
2.3 MTULUITY Usiag'luumagmuﬂumwa‘ %38 blister pack WazwHI81YoINWUES

24 2870 - =YToEN FuUTnaUMENERUAANILT TUuNEa

i’uﬁumq WNRRS Wwaneidou

F3uen wazAFmsiAusnuenen Haziwﬁ'mwuumsgﬁmsﬁ
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3.1 Finish product specification™”
Test Item BP 2013 USP 38
1. USunaaasnddy 92.5 - 107.5% of the L.A. of 93.0 - 107.0% of the L.A. of
Azathioprine Azathioprine
2. Identification ATITHIU ATINU
3. Dissolution dasazatlaitannd’ 70%(Q) of the | dasazanslitannin 75%(Q) of the

L.A. of Azathioprine Tuiaan 45 w1l

L.A. of Azathioprine lwas1 30 Wit

4. Uniformity of dosage units ATIHIW NIVU
5. 5-Chloro-1-methyl-4- A33WUG35 Thin - layer -
nitromidazole and 6- chromatography
mercaptopurine
K
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3.2 Drug substance specification : Azathioprine!"?

Test item BP 2013 USP 38
1. U?&J’lmﬁ’smﬁ’lﬂ@ 98.5 -101.0% of the L.A, of azathioprine 98.0 ~ 102.0% of the L.A. of azathioprine
(dried substances) (calculated on the dried basis)
2. ldentification ATIWIN ATV
3. Acidity or alkalinity - ATII
4. Related substance/Organic - Impurities A, B : for each impurity, - Limit of mercaptopurine : NMT 1.0%
impurities NMT 0.15% - Azathioprine related compound A
- Unspecified impurities : for each impurity , . NMT 0.15%
NMT 0.10% - Mercaptopurine : NMT 0.15%
- Total : NMT 0.5% - Azathioprine related compound G
- NMT 0.10%
- Any other unspecified impurity : NMT
0.10%
- Total impurities : NMT 0.5%
5. Loss on drying NMT 1.0% of its weight NMT 1.0% of its weight
6. Sulfated ash NMT 0.1% -
7. Residue on ignition - NMT 0.1%
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LARINER
1.1 luﬁ’mvzymﬂfuml,ﬁyuﬁﬁum (N8.2 N8.3 N4 UEWANTEL)
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11.2 'Lunstﬁﬁl,ﬂumil’lLqTﬁLﬁamsLLmussg waeds ne.3
1.1.3 lunsdifiuentighanededsand wanoids ne4
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2. lENEITUIAINIATFINNIHAALA
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MINEAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewiagau PIC/S participating authorities
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3780151 2 Iron sucrose injection 100 mg/5mL

muﬂsxmﬁﬁ'\mi’ﬂquaﬂﬁmﬁ

1. Boen Iron sucrose injection 100 mg/5mL

2. ansanyianaly

J A s o =]
2.1 iy WusndaUsaanige deidu Complex 189 Ferric hydroxide NU sucrose WSUaa

2.2 swdsznay Usznausiy elemental iron 100 mg/5 mL w84 Iron sucrose injection USue1s 5 mL/MBULT3Y
o L !
2.3 MIULUIN msqlumwu:ussfgmawmmm’aﬂﬁﬂmm’na Type |’

24 amn - 32BN AU T NaUMINERTLIZNLTI TUKRA TuFuany Laafinda wazinanzdon
dsuen 'Haziwﬁmauuumsqﬁ‘m‘ﬁ

- uumm:msgmashaﬁaU@Taaizq%amﬁ?a%amamsﬁn AU T NALUAZTUNIAAINUUTI
YBILURUNNE S uaueny lidaan
=] a . . P a (YR
2.5 273UNTILAY Sodium Hydroxide tWalsuen pH et

2.6 Lifnsduans Antimicrobial agent, Chelating agent, Dextran, Gluconate Vﬁamiauff

3. AENUANINARA

3.1 Finish product specification”®

AnENLlaNIINa®a USP 38 BP 2013
1. USanadasndeny 95.0 - 105.0% of the L.A. of iron 1.90 - 2.10% WV of iron
260 - 340 mg/m! of sucrose 27.0 - 33.0% W/ of sucrose
2. Identification ATIU ATIU
3. Specific gravity 1.135-1.165 -
4. Bacterial endotoxins NMT 3.7 USP EU/mg of Iron NMT 0.50 1U/mg of iron
5. pH 10.5 - 11.1 105-11.0
6. Osmolarity 1150 - 1350 mOsmol/L 1150 - 1350 mOsmol/L

7.Absenre of low-molecular weight | #5298 -

Fe(ll) and Fe(lll) complexes

8. Turbidity 44-53 -
9. Limit of iron NMT 0.4%(W/V) -
10. Content of chloride 0.012% - 0.025% ATITNIN
11. Arsenic - ATINU
12. Copper - ATIINU
13. Lead - ATV
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3.1 Finish product specification™"? (Gia)

AMINTANINARA USP 38 BP 2p13

14. Particulate matter AT AT
- aMATWIA 2 10 pm ‘LikAu 6,000 aume
- BUMATWA 2 25 pm laiLAu 600 auNA

15. Sterility ATIU ATIVWHIU

16. Extractable volume ATIWU AT
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1. ﬁ']Lu'm'lwrim,anmsmﬂﬁ%“umg.rymifumﬁ BUEN SN asmhelulsnalng uazduas (declare) UARINE®
1.1 'Luﬁwﬁrynwﬁfumtﬁauﬁﬁum (.2 N8.3 N4 uaANTR)
1.1.1 lunsdifiduendindaludssnelng naneds ne.2
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¥W3aw finished product specification Waz/%3a Drug substance specification lavveutlarawinyszne
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MINA®LN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswingnu PIC/S participating authorities
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3.2 NamwminLﬂﬂ.wnmmwmn@waommmmy (Certification of analysis of Drug substance) Al%lu
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1 = The United States Pharmacopeia 38
2 = British Pharmacopeia 2013
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