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Azathioprine 50 mg tablet
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Azathioprine 50 mg tablet/
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3.1 Finish product specification“"(z)

BP 2013

usP 38

1. USunmdazndragy

92.5 - 107.5% of the L.A. of

Azathioprine

93.0 - 107.0% of the L.A. of
Azathioprine

2. ldentification

AU

L TNl T

3. Dissolution

Fosazanelittasnin 70%(Q) of the
L.A. of Azathioprine luaan 45 wivi

davazanslltpanin 75%(Q) of the
L.A. of Azathioprine 1@ 30 Wi

4. Uniformity of dosage units

HIIINY

ATITHIW

5. 5-Chloro-1-methyl-4-
nitromidazole and 6-

mercaptopurine

AT UG8 Thin - layer

chromatography
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3.2 Drug substance specification : Azathioprine

Test Item g BP2013 USP.38
1. YSuoudamdnngy 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. Identification ATIWY ATIIU
3. Acidity or alkalinity - NI
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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2. 12NAIFVIDINIATFIRMINANLN

21 nsdifignadaluszmalng HdadasdianmsTusasnasgiumanaaenamamanin a3 5N snel
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6. tlanasionladn g
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3780131 2 Basiliximab 20 mg powder for injection/'
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1. Bagn Basiliximab 20 mg powder for injection
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22 ®udszney  dsznaudasdann Basiliximab 20 mg 1w 1 vial
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3. AMFNTANIINARA

3.1 Finish product specification"”

1. PRnadendey mmmumwﬁﬁsylu Finished product specification
2. |dentification mwﬂi’mmuﬁﬁzylu Finished product specification
3. Particulate matter mwmumwﬁizylu Finished product specification

- U@ > 10 um 'LLA% 6,000/container

- YUA 2 25 ym WiAu 600/container

4. Sterility mmmumwﬁlszylu Finished product specification

5. Bacterial endotoxins maﬁ]mumwﬁliquu Finished product specification

6. pH mwmumwﬁi:ylu Finished product specification

7. Uniformity of dosage units Gﬁwmumwﬁs:ylu Finished product specification

8. Impurity / Related substance m’mm%mwﬁﬁzylu Finished product specification
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J18n15N 3 Erythropoietin beta 3,000 IU Injection Pre-filled syringe

Pd

AN IEAATINIAYUATIBE

1. 3aen Erythropoietin beta 3,000 IU Injection Pre-filled syringe/

2. amanyianaly

2.1 3uuy Wumsseaeladnannda dmsudadnldimes uazmsa aadrnaaniand

2.2 gmdsznay 1w 1 MausuIsy Usznawdis Recombinant erythropoietin beta 3,000 U lu 1 wtiay
MTULVITY

2.3 MTULUTTY miqlmrmLLﬁamﬁ@ﬂﬁﬂmm%a WIanaaaLUIILIWIBuaa (pre-filled syringe)
Useniga LLazmiﬁgﬁmﬁﬂaaﬁuLLao1 ,

2.4 287N - szq%am saulsznaudndaguaza L (da95zywila erythropoietin 14 beta)

IUHRN '?ué?vumq WUl uazaanzidioudiiue "Had‘mfmauuumsqﬁ’wﬁ

- uummxmsgﬁé‘uﬁam amaﬁaﬂﬁaasxq%am W3pTaNImsen §amLsEnauLazTINg

ANAUSITBILN (Fps3zywila erythropoietin 10w beta) lauine Tufuany LiTaiau

3. AENLANIINAKA

HanIaTadeTeigmnwiduldain Finished product specification uaz Drug substance specification 7
fudsnnindrdsuatudonnu deldenadoudadiinemua menssunsemsuasen NIENTNITIIHE
ﬁoﬁmé’mﬁ%’uﬁlﬁﬁwﬁoﬁaaLﬁmﬂ”uﬁt,ﬁﬂuwi'm%'l,vaajﬂ’hmmgmmﬁ’n@‘hsﬁ”ulw‘h{wﬁo ANYIENIANTENT
IO 509 YT W.A.2556 8TUT 11 LuwnEw W.91.2556 (aoﬂizmﬂ'l,uﬂﬁﬁamgwnmfuﬁ 10 Inunem
2556) nszﬁ"l,ajl,ﬁwLﬁﬁlﬁﬁ%ﬂ”ﬂ@;aUﬁﬁwamm:mmmsﬂs:mmwmm

3.1 Finish product specification“’

Test Item British Pharmacopoeia 2013

1. Identification @lﬁ’;’«as&’mﬂmﬁi:ﬂu Finish product specification

2. Biological assay

' ' &
uaﬂawan15msaaanwol@aﬂwowmw

- Potency in polycythemic mice (in vivo) 80 - 125%
- Potency in normocythemic mice (in vivo) 80 - 125%
- immunoassay (in vitro) \iw ELISA %38 EIA m’mﬁhumuﬁixlﬂu Finish product specification

(Enzyme linked immunosorbent assay), RIA

(Radicimmunoassay)

3. pH mi’mmum’mﬁﬁzylu Finish product specification

4. Bacterial endotoxins NMT 20 1U/10,000 U of erythropoietin

................................................ nIsyunNg
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3.1 Finish product specification"’ ((fia)

British Pharmacopoeia 2013

5. Dimers and related substances of higher NMT 2%

molecular mass ( w38 Aggregate protein)

6. Sterility AT

7. Particulate matter ATV
- apMAIWIA = 10 pm Liifis 6,000 ayA/MTUZLTTY

- BWMAVUIR > 25 ym laivfiu 600 aRNIAMTUSUTTY

8. Extractable volume / Volume in container AT

3.2 Drug substance specification : Erythropoietin Concentrated Solution”

1. Identification ATITAIN
2. Biological assay (Potency)
uaaanansanentlaatmil
- in polycythemic mice (in vivo) Not less than 100,000 1U / mg protein
- in normocythemic mice (in vivo) Not less than 100,000 IU / mg protein
3. Protein content 80 - 120% of the stated concentration
4. Amino acid sequence analysis ATITHIU
5. Peptide mapping ATIININ
6. Sialic acids Not less than 10 mol of sialic acids / mole of erythropoietin
7. Bacterial endotoxins NMT 20 1U/100,000 IU of erythropoietin
8. Impurity

- host cell derived protein ATITNU

- host cell and vector derived DNA AN
9. Dimers and related substances of higher NMT 2%
molecular mass (‘ﬂ%a Aggregate protein)

] @ a § a o \ AN s
wanawa 1. nsdinsensfaudamsiu waive) namaserdinmzinansle Wiwsesansmangmuaindnafldsueyalfdan
2. Drug substance specification ﬁmim’m’mlﬁms’l:ﬁmmg W&® drug substance ¥30lUIIATEN drug substance V83
o a ° @ o 4 4 a e o de
Andaenduiogl atiuleatunis Safimsarndiensdasunniidaiimue
3. nszﬁqma&lﬁ‘émomﬂﬁﬂmmmﬂ%a{ﬂqﬁu dgresslmnsudiuen u,sim'smaﬁmsw:ﬁmae;jmua':ﬁﬂ'lvlsimaﬁu
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2. Identification ATITHU AT
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.Absence of low-molecular weight ATITNIU -
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10. Content of chloride | 0.012% - 0.025% AT
11. Arsenic - ATINU
12. Copper - AT
13. Lead - ATIVNU
14, Particulate matter ATINU AT

- BWNATUIA 2 10 ym iiAin 6,000 auMA

- BYMATUIA 2 25 pm 1aiifin 600 aumA
15. Sterility ATITN ATIINW
16. Extractable volume AU ATIIU

viangwg 1. n3diflaenafouudinsiu waive) minsnsaudianzdnomsle ’Lﬁ?iuuamtanmwé”ngmﬂ”ondnﬁvle‘f{uagu"ﬁﬁm
2. nydiguand@manafinvesen S5e8sluansodum Lwimsmm%mﬂ:‘vfmmsjl,auamm'l,ajman”umé"noﬁw%"u
aufilsswennalszme 5’1\15\1Lnﬁw‘iﬁuﬁ‘l%&indwﬂs:mﬂnsxmwmmsmqm 389 YN W.4.2556
vﬁaE?woﬁmmmﬁ"uﬁﬁ'nuanmﬁamnﬂszmﬁn‘s:mﬂmmﬁmqm WaldiAansussti Wﬁ‘fuﬁuqaﬂﬁﬁwaaﬂm
nysumslsEnIaTine

'
3

Bonlagun g
1, ﬁ'u,mmwmULanmsmva@T%'uagzywm?’umLﬁ gudiueniesmineluszmalng uasduas (declare) UNRINR®
1.1 luddymsfunadoudiue me.2 ne.3 no.4 uduensd)
1.1.1 luns@imduenfindolulszinalng nanofis ne2
112 'Lumniﬁt,ﬂumﬁm%Lﬂ‘ammﬂamsq wupds nu.3
1.1.3 lunsdifidueiudranensszina naneiis ne.4
12 ludwatunaowen ne.1/0.1 vaseniiauanen wibuneazduavdamInugug M WTBINAA U
Gl’]&lﬁ”i‘fuﬂzl,ﬁﬂu (finished product specification) LLa:ﬁ’aﬁ’muﬂqmn’IW’ua\*]f@lqau (drug substance
specification) nsrﬁﬁayls:wdwmnﬂ&muﬂml,m‘"lmﬁuLﬁw AFIUBVLANTITE UMM NENEAITVUA LY (8.5)
N WTaw finished product specification Waz/%3a Drug substance specification lagpaurslunaniulsznie
dsznmianandiannsafing walaiin 2 1 o Sudszmedsznienendidnnsaing
2. 1aNFITUTAINNATFIHMIHAA LN
21 nsd@figwanludsanalng Hudadasdianmsivsennasyumsndamamdninoeiuaz3snsfiain
NMINEALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasvingau PIC/S participating authorities
%38 JLaNE3TUTaINATHIUMINTABNANRA N B TUaz I T M SR IUNTHE AL B I8 TN WA BENTINNAT
DIMTURTLN NIZNTHIFITVTURY FormuatulaofnnusaandasussrafisuiumaninueiiagSamsialu
nandas PIC/S lunanaenfiauaane avudgaauseunIaTesaulasinanisiusesfisiudsena
szmenandiinnsaiing

n3ITuN1e

(w1iFil Yasna) weaaIty dunszlnn)

v o o
nmmlﬂUm‘ms'qﬁﬁsmlzsei‘




2.2 nsdfidiueindroinsredsana HHAAFBIIlaNaNTTLTOINATIUMINR AL IIURA NN TATIUSE
ABmaTialumsnEngn GMP wia GMP/PICS (Pharmaceutical Inspection Co-operation Science) lagniiig
PIC/S participating authorities a1jusga aaseumIasaseulasinamssusasiviudszmenszniasen
BldnnIeiind wiaayanandw usaudnsd
3. tanmsqmmwmaomﬁmuaﬂm (Fuwnwana)

3.1 Namwnﬁmﬂ:ﬁqmmwwﬁmﬁ'm‘n’mﬁﬂﬁﬁlgﬂmmq WA® (Certification of analysis of Finished product) 114
mg’uﬁdmﬂuéhatm

3.2 NaMIaTIRAATIERRMNWInnALVaITIEnE ATy (Certification of analysis of Drug substance) ilZlu
mswﬁmmg’uﬁﬁmﬂué‘;azmﬁgwaag’wé‘mmuazsgwﬁmfmqﬁu

33 Lana’nw?avxé’ngmﬁuﬁumwé’ww“’uﬁszwmi;umwﬁmaa’i’mqﬁumaa@?’smﬁm”fy (Drug substance)
78 3.2 AUfumMINEavaIniaiusiendnsagy (Finished product) 78 3.1

3.4 luns@ifunadougnanunnnd 2 9 asdosfidnunnintnonanisdnen Long term stability aafidn
Wi lunsdouensnuaas LLaJ'Lmumsmmmmamnmsmnwwmmwaousww

3.5 Tunsdifunsfouenaunstasnd 2 9 2 Al E N MWEN NN TAN BN NUAITITA NN B
wndulunzdousunuaes LLa:"Imun'lsamm'susaoLanmsmnqwa‘hmwaau%ﬁw
4. Aaag1een

4.1 disuenan daasdnagegnatnatian 3 wihpuITIAIed Fadudunuusasnoazioaldaudan
muﬁﬁmuﬂluﬁ’ﬁaqmauﬁﬁ%iﬂﬁwﬁu
5. mIdszinamaniidonay (uaastans sz

5.1 mﬁdwauﬁaaﬁmﬁlﬂeﬂﬂﬁazm'h 1 4 diuaniusvey

5.2 m‘nn{n@wmuau a‘”maoaamm’lmwmU'I,musaowammsammﬁmmmmouan

5.3 mmmvxmernmsmmmumamqmwmwauLwammammﬁvmmmw RETITNT9Y R FE

fasvadiatne lasgunya: S H IR RN ENAIU W IUAMETITNIRIATITIA TR uas \DuwSuRiazey
ﬂ'll’lﬁ]’]El‘YlLﬂEl’J‘lJENI%ﬂ"]WIYJ’*ﬂ'JLﬂi’l“%ﬂmﬂ’]w mamwm'lm"Lauﬂu"Lﬂmmmanwmmwm WU TITNNTVD
m’aua‘nﬁ‘lmuwmimmsmuaswmmmnma'nao N’ﬂ’]ﬂLLE‘IJ%?EJNN&@]I%QSG@BVL‘U
5.4 fneazdasiiua aummamlnwmma wiaul ammmsmauamwmmﬂ?mﬂ@6] AawtmualagufiTeuly
6. dlanaynan () mwauiwnmanamm'\na%mumwuﬁ ik
6.1 nsmwamsqmmmmﬂmmm’mnsmwmmammmwnﬂ“’[&hﬁu'Lﬁmu;rmsganaﬁ’muﬂ
6.2 NSANRAN U m’nﬁ@ﬁgnﬁﬂmﬁuﬁmwnﬁ pieaalasdinNuaMEnISNNITEIWIsIAzen TuEenaved
?Tmmﬁar%aa:"nw

6.3 nsmwuﬂm‘mmmmwmnwamnmmwmamwamaﬂs~amwaua*ﬂ’awﬂaamwawﬂam‘lm‘um
7. ‘nmzm’nms"uammaﬂﬁqlmuwmsmwaﬂnmmmﬂuﬂsnmnnLszmmUﬂuT,mﬂmum'}uﬂmmsiums
IMITUAZEN I TEBTLIA 1 ﬁﬂau?%ﬂiwﬂ’lﬂﬂivﬂ’lﬂﬂﬂ’lElLE‘lﬂ‘YlSE]‘LmE‘T

wanuwme  §1983n

1 = The United States Pharmacopeia 38
2 = British Pharmacopeia 2013

................................................................. UsemuamenIsums
(W13E83A K LHWD)
NI (WTD)......... %’J ................................. NIINMT
(w1l yas) (WLaesTy dunszlnn)

wi’i’lﬁslﬁﬂmsﬁqqﬁﬁm /2561,



4
5’1ﬂaztﬁﬂﬂqmanvmzmwwzlmuﬁ"\zll,ana'lsn'li‘«m%m'nmm‘rfﬂ']
a7 B12/ 2561

5787151 6 Lanthanum 500 mg chewable tablei/

aalszndlsnIa 2UaBEH

1. Bagn Lanthanum 500 mg chewable tablet

lef
2. amanianaly
o & o o o
2.1 Juuy wWuenidla JUuuLAYI (Chewable tablet) fwiuTuLszmu

2.2 dudszney  Usznauee@ien Lanthanum carbonate ﬁaugan”u Lanthanum 500 mg 14 1 1@
23 maurussy  usgluusagiiflunwand ws blister pack Jasin
2.4 28N - sxq%am fudsznaudisndanguazanuLsd Junde 'Yuﬁuumq \0finEe
wanzidoudisuen Lm:?ﬁmﬂﬁu?ﬂmmvl,i”azm%'mwuumsﬁgn"msﬁ
- UUURIEN BENITRE: awzq%‘am W30TEIMIFN FIULTENOY WALTWIART NS
VBIEN LAUTNER i’uﬁvua'\q"ﬁ'ﬁ'mw

3. AnENTANIINAKA

3.1 Finish product specification“”‘z’

1. Yunmdendary mmmumuﬁs:yh Finished product specification
2. Identification test @li’a’elai’mmuﬁ'sz‘l_ﬂu Finished product specification
3. Uniformity of dosage units AT

4. Dissolution test / Disintegration m’aﬁlmumu‘ﬁlizlﬂu Finished product specification

5. Related substances / Impurity @li’mmumuﬁizlﬂu Finished product specification

a v a Ay A o o w Y a a . . o
“N']ﬂl"@! ﬂﬁrﬁqm&&lﬁaﬂ’mlmﬂuﬂ‘ljadEJ’M%EJ’W]Q@U hlﬁm\‘ladlumﬁ’ﬁﬂ’ﬁum lﬂﬁﬁdadwaﬂﬁiﬁLﬂsﬂzﬁﬂﬂw Drug specification 1
U?ﬁﬂiﬁ%ﬂﬂ:tﬁﬂu@iaﬁﬁﬁﬂmuﬂm:ﬂ‘ﬁ&m’ﬁmﬁ’ﬁua:m ﬂs:'ﬂij\‘imﬁ'ﬁm%’ﬂ

owludug
1. dunawinsansmmsldsueugedunadoudiouedminslulsinelng uszduns (declare)
LREINER
1.1 lugdymsunsSeud o (N81.2 N8.3 NE.4 uaUAnTal)
1.1.1 lunsdifidunfindaludsmeng winefs ne2
112 ‘LumrﬁﬁLﬂummwﬁLﬁammﬁomsq wueie ye.3
1.1.3 lunsdifidueiighandstssing waneis no.s
12 ‘I,ummawmmﬂum NY.1/8.1 VBINTLEUITIN wisnmgazdsaiddamsniugu MG st
muwnu‘ﬂ‘*mﬂu (finished product specification) LLa”’uam%u@ﬂmn’lwmad’mn@m (drug substance
specification) nmmamvmnmsuﬂazmuﬂaoun“lmwm@w srdasuuuenaIdLwIn i ITeautly (8.5)
NIWIDU finished product specification Lag/#3a Drug substance specification I@umauﬂ“’lwnamuﬂsmﬂ
Yszmenandidnnafing wssliiAu 2 9 m Sudssmetssmiamensdnnseang

................................................................. UremuamenIsunis
(WA me)& Q/m/
(89%9).......... . et nITUMT
(w9539 Yava1m) (Wwaesty dunszlnn)

Mﬁf'r’?‘n/swmiﬁS‘tjﬁﬁBnlzssf



2. 12NF1ITUIDINIATFIRAINAALN

21 natingudalulszmalng Hriadasdienasisennasyuneniasaumsninmsiuas 35msfiaiu
MINaALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tonuiean PIC/S participating authorities
wia flanasiusasnasgunmndasaunsnin ez i sialunisuiausasdsinua ST
2MWITUAZLN NTTNTIIFIBITUEY Barmuadulasfanuseansasussriafisuiunaninmaiuas 3enmsfialu
msuaasn PIC/S lunuiaenfiiguanie atudganuseunsaraseulasiinanisiusesiisiudszmea
Usznmeramdidnnsaiing

2.2 nsdfdingmingrenedretsane KHiadasdiananssuTasanaspunIIiEamemunannmsiuas
A3msfialunmnaagn GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagwiieann
PIC/S participating authorities a1judga aasaunisasaseulasfinamssusesfisiudszmealszmasnen
awldnnsalind wiaogaaaadn udaudnsdl
3. mnmsqmmwmmmﬁmuaﬁm (Fuuwinnane)

3.1 NamsmaﬁmﬁzﬁqmmwNﬁmﬁwﬁmz%n%gﬂmaa%wﬁm (Certification of analysis of Finished
product) ‘I,ums;uﬁ godudaeene

3.2 Namsmw’?m?’]:ﬁqmnwwi’mqﬁu‘uadﬁ"smﬁﬁﬁ’ry (Certification of analysis of Drug substance) ﬁlﬂu
msw?mméuﬁdaﬂmﬁazhaﬁgwao@wﬁmmua:%&qﬁmﬂ”@qﬁu

Qs

33 Lanmsv\?av\5n§'m§uﬁummﬁuﬁuﬁszmwjumiw561’11aoi’@q@‘iwawﬁmﬁ’mry (Drug substance)
T8 3.2 nugunInAaUaINdariteiend@sagl (Finished product) Ta 3.1
3.4 lunsdidunzifowownannn 2 9 wdaefidumnmdnonanisenw Long term stability @i
W lunzdousnanuens LL@:"L@T%'UﬂwaamaﬁusaaLanmsmﬂgﬁéﬁmwaou’%ﬁ'ﬂ
3.5 lunsditunsafouenunionnit 2 9 s dasdiiun nMuEN M IaN AR ITITB AT
Wi lunsidousunuang LLﬂ:"L@‘i’%'unﬁaamu{mmLanmsmﬂgﬁéwmwaou%ﬁ‘ﬂ
4. Aotneen
4.1 disuanen dessediatnadniiey 3 WEUTTIAN Sadudunuuaasnoazidealdasudin
muﬁﬁmu@'luﬁ‘;iaqmauﬂ‘ﬁﬁzﬂﬂﬁwﬁu
5. msﬂszﬁ'uqmmwmﬁdauan (wa@AILDNAIINTIIUYSTNW)
5.1 U'\ﬁi&wauﬁaoﬁmq%ﬁ’l@ﬂajiﬂUmh 1 3 duaniusInay
5.2 mvgmmﬁdmau a:éfaoz%aahmewrhUluﬁ'maawamsmaﬁmﬂ:ﬁmjuﬁdmau
53 nsﬂﬁ%manmsﬁﬁﬂ'xsajwﬁaaﬂwmﬂ'ﬁwamﬁiadamn%mﬁ:ﬁqmmw RUIBTTNNTAERILIRD
TovadaLng T@nmj’mm:ﬁ’aadamLﬁ'uSnmm‘hmuﬁwmmwmsdwmﬁt,ﬂﬂ:ﬁl,m:Lﬂu;ﬁuﬁ@“ﬁau
ﬁﬂl’ﬁ’ahﬂﬁtﬁmﬁaﬂumsmaﬁmsw:ﬁqmmw nsﬂﬁwudwm"[&hﬂuiﬁquma"nmm:mww: PUYTITNITVD
FUENE WIS R TONMSI RTINS INE TS Qmmm:m?aﬁwﬁmluﬂ%@ia"lﬂ

o v a a A o A A a A 'Y y o v
5.4 fuvazdessuiliougianlndwuneny wialafiansifensnmisdszmisla g dewhnualoslid
A
vaula

(R E12) et SO0 AT UsemuAmeNIsNNIg
y S
(G 12) SRRSO 1o 1] - SN X ) WO A AYUMS
(w1esril yasna) weaatte dunszinn)

wﬁwﬁzmumsﬁﬁqﬁﬁswzset



6. fiananen (d21w) Busanlisnidndygrnonasuivua Goth

6.1 ns:ﬁwamsajum’mfsmsﬁ:ﬁmﬁmnnsu%ﬂmmam‘mmwwtﬂmﬂu"lﬂ@nummgwm‘raﬁwm
6.2 nsﬂmﬁmﬁm‘ﬁm’nﬁ@ﬁgnL‘%UnLﬁuﬁumnﬁ‘awm@ﬂmr_léﬁﬁmmﬂm:nssumsmmsu,a:m Tug9aan
wasFy Az deazy
6.3 nszﬁwu‘]ﬁqummwmnwamﬁ'msﬁﬁmafshwa@iaﬂszﬁﬂ%waua:ﬂawﬂaamﬁma;‘q‘fﬂwﬁ'l@”%’um
7. WNETIIMIVaRIUENS LisURTIHEa e m'ﬁﬁﬂs:i‘ﬁgnL'%UnLﬁuﬁtﬂ,mUﬁ'\ﬁfmmﬂmﬂﬁums
suazinluszozing 1 Jhewsuuszmealszmaenediinnssiing

WAENG | 69BN

1 = General requirement 783:NFTAIUEWIUFUULUULN 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.

A |
TGESi02) T AR ATINNS

Wizl 4asnD) (wpaasty dunszlnn)

A
ﬂﬁ'\ﬁsmums"?‘.s'qﬁﬂmwzssv



s
S'lﬂastﬁHﬂqmanﬂmzmwntmu‘fﬁmanm‘smiaﬂ%m'mnmﬁm
W@l B12 /2561
181N 7 Mycophenolate mofetil 250 mg capsule/

ANUTENIAIINIA quai'mmﬁ

1. 3o Mycophenolate mofetil 250 mg capsule
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3.1 Finish product speciﬁcation"’

Test Item : UsP 38
1. USunmdnanday 90.0 - 110.0% L.A. of Mycophenolate mofetil
2. Identification AIITHW
3. Dissolution nImIeEAaa Test 1

- Fosuaasnisacans lsionin 80%(Q) of the L.A. of Mycophenolate mofetil
malu 20 wd

nIfAATsReny Test 2

- fasurasmsazans littaanin 80%(Q) of the L.A. of Mycophenolate mofetil
malu 30 wif
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3.1 Finish productspeciﬁcation“) (sia)

Test item USP 38

4. Uniformity of dosage unit ATIVHU

5. Impurities Limit of Degradation Products

- Mycophenolic acid : NMT 1.0%

- Mycophenolate N-oxide analog : NMT 0.2%
- Any single unspecified impurity : NMT 0.1%
- Total degradation products : NMT 1.5%
Limit of Z-Mycophenolate Mofetii : NMT 0.10%

3.2 Drug substance specification : Mycophenolate Mofetil "

Test Item USP 38
1. USanmsasndnay 98.0 - 102.0 % L.A. of Mycophenolate Mofetil (calculated on dried basis)
2. Identification ATIINIW
3. Heavy metals NMT 20 ppm
4. Loss on drying NMT 0.5 %
5. Residue on ignition NMT 0.1%
6. Related Substances - Mycophenolic acid : NMT 0.50%

- Mycophenolate mofetil related compound A : NMT 0.10%
- Mycophenolate mofetil related compound B : NMT 0.10%
- N-Oxide analog : NMT 0.10%

- 1-Morpholinoethoxy analog : NMT 0.10%

- Z-Mycophenolate mofetil : NMT 0.10%

- O-Methyl analog : NMT 0.10%

- Methyl mycophenolate : NMT 0.10%

- Any singie unspecified impurity : NMT 0.10%

- Total impurities : NMT 0.70%
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378713 8 Tacrolimus 1 mg capsule
P
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1. Basn Tacrolimus 1 mg capsule

7
2. amanianall
2.1 3uluuy uenidauaya (Hard capsule) §wsusulszniu

2.2 @udszney  dsznaudlueapn Tacrolimus 1 mg 1 1 1a
23 mrwussy  uinluwnsesfiifluawens wia blister pack Uosruanugule
24 28N - S:lﬁiam FIUUTNUMNFIAYUAZANMNLTI TUHAR 'S'uﬁvumq WK wunndou
F13uen wazitmaiusnnen 'L’S"azho‘ﬁ'mauuumsqﬁmsﬁ
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3. AENUANIIINANA

Namim’aﬁﬁmﬁzﬁﬂmmwLﬂu‘lﬂmu Finished product specification a2 Drug substance specification

e

fishsBenninssdnsuatuideaty Sildaanadoudomsinnua menssumsatwisuazen NIENITNFTITUGY
muma‘ﬁmsunhmoamaoLﬂuauum‘nsmmealv\umﬁmmmumaﬁmsulmmswm ANUsENe
NIENTHITIIUGY 509 TYRTIEN W.A.2556 aaTudl 11 Luwiou W.e.2556 (am_ls:mﬂ’l,ui'mmﬂmg,wnmmﬂ
10 ﬁqmuu 2556) nsrﬁ"l,aiLﬁyumﬂlﬁﬁfuﬁuqanﬁﬁwaoﬂmznsmmsﬁs:mmwmm

3.1 Finish product specification“)

, . Testitems USP 38
1. Slnudaendngy 93.0 - 105.0% of the L.A of Tacrolimus
2. |dentification ATV
3. Dissolution Test 1: NLT 80% (Q) of the L.A of Tacrolimus A/l 90 Wt

Test 2 : NLT 80% (Q) of the L.A of Tacrolimus neli 60 Wit
Test 3 : NLT 75% (Q) of the L.A of Tacrolimus nielw 90 Wil

Test 4 : NLT 75% (Q) of the L.A of Tacrolimus ngl 120 ¥t
4. Uniformity of content ATITAIW
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3.1 Finish product specification” (Gia)

Test items

UsP 38

5. Impurities

Procedure 1 : ndil impdrity profile Usznaudy tacrolimus diene uag
tacrolimus regioisomer

- Tacrolimus diene : NMT 0.3%

- Tacrolimus regioisomer : NMT 0.5%

- Tacrolimus impurity1 : NMT 0.3%

- Any individual unspecified impurity : NMT 0.2%

- Total impurities : NMT 1.0%

Procedure 2 : nsti impurity profile Usznaudap tacrolimus hydroxy acid
wae tacrolimus 8-epimer

- Tacrolimus hydroxy acid : NMT 0.5%

- Tacrolimus 8-epimer : NMT 0.5%

- Any individual unspecified impurity : NMT 0.2%

- Total impurities : NMT 1.5%

2. Drug substance specification : Tacrolimus

1)

: Test Items

‘USP 38

1. Ylinudnendany

98.0 - 102.0% of the L.A of Tacrolimus (on the anhydrous and solvent-free

basis)

. Identification

AT

. Specific optical rotation

(-110%) - (-115%)

NMT 4.0%
. Residue on ignition NMT 0.1%
. Heavy metals NMT 10 ppm

2
3
4. Water
5
6
7. Organic impurities

- Tacrolimus methylacryl aldehyde

- Tacrolimus diene

- Tacrolimus impurity 1

- Any individual unspecified impurity

- Total impueities

Procedure 1 : when impurity profile includes tacrolimus methylacrylaldehyde and tacrolimus diene

NMT 0.2%
NMT 0.2%
NMT 0.2%
NMT 0.2%
NMT 0.3%

Procedure 2 : when the impurity profi
and tacrolimus 8-proopyl analog

- Ascomycin 19-epimer

- Ascomycin

- Desmethyl Tacrolimus

- Tacrolimus 8-epimer

- Tacrolimus 8-propyl analog

- Any individual unspecified impurity

- Total impueities

le includes ascomycin, desmethyl tacrolimus, tacrolimus 8-epimer,

NMT 0.1%
NMT 0.50%
NMT 0.1%
NMT 0.15%
NMT 0.15%
NMT 0.1%
NMT 1.0%
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MABIAG 1. mdifenaoudimaiu waive) minmameuSiensimonsla Wiusanensms? ng_wua"andnﬁ"[s‘ﬁ'uagﬁﬁw
2. Drug substance specification ﬁmﬂu’m’m‘luﬁﬂﬂ:ﬁ"umgwﬁﬂ drug substance #3aluSLATEH drug substance 189
Huiagdusogy avulaaifunils %oﬁmsmaﬁmsvﬁmuwnﬁrﬁaﬁﬁwu@
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1. é?'ummwrhzlLaﬂmsmsvlﬁ%‘uagty’wm’fuml,ﬁﬂu@h%’umLﬁa'«iwma’Luﬁs:ma"l.m Laz&ILAd (declare)
UARING®
1.1 lusdynsdunsdoudisuen (n8.2 N8.3 NB.4 URINANTER)
1.1.1 lunsdifidunfinieludszinalng nanofe no2
112 1unstﬁﬁl,ﬂumﬁmﬁw"v‘ammﬁamsq wauwdy nu.3
1.1.3 luns@fidugntighandnstszne nuneds o4
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VINTBY finished product specification WLaz/%3a Drug substance specification lasvourtlurauiudsemea
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MINENE PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwiagam PIC/S participating authorities
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msuwmnﬂumama
3.2 WanmiarndaTzigmn I ingiuyesdaendfy (Certification of analysis of Drug substance) #1414
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