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Azathioprine 50 mg Tablet
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Azathioprine 50 mg Tablet

2 1 1 e UsznaumeaalLn Azathioprine 50 mg

3. ussa‘luumaamuﬂuﬂaua w38 blister pack Vet
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BP 2013

UsP 38

1. YSanmarondeny

92.5 - 107.5% of the L.A. of
Azathioprine

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

2. ldentification

ATV

ATIINW

3. 5-Chloro-1-methyl-4-nitromidazole

and 6- mercaptopurine

as196ua83T Thin-layer

chromatography

4. Dissolution

drasazany littaundn 70%(Q) of the
L.A. of Azathioprine Twaan 45 wfl

sasazane litfaenin 75%(Q) of the
L.A. of Azathioprine Twaan 30 winl

5. Uniformity of dosage units
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ATIHY
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1.2 lugrwatunzdoum na.1 Wi v PpanfiauaTIn wsaamna:t,a'umﬁ"siamsmum‘mm—mvae
Nﬁmﬁm‘nmumuﬂ aifiouly (finished product specification) nitvmam*mwn’mﬂaﬂuuﬂmuﬁ"lmwumu
a:ﬁamumanmsa’mmmwmumwaurﬂm (11.5) 3 W3Bu finished product specification wRz/M30 Drug
substance specification
2. LaNENTILTBINIATFIUNNTHRALN

2.1 nadienuaalwszmalne NNae\mammmewmumaﬁaﬁ”maommmumwﬁmmmwa’nmm‘ﬁ
S2nTAALWANSHAALITBINTINTIENTIINGY (GMP $#38 GMP/PICs) Tunanaenfiausny

22 nymfidueiugrenawdsand g Nwamawmwnmwmwmaasmaommmummammmu
e snsfalunInannesEmAHEe w38 Certificate of pharmaceutical products
3. mﬁmuaéfmLﬂum-‘f’iu‘iﬁmﬂijﬁw%a;‘{l,muﬁmm:J (WEAILBNENTTUTDI)
4, z%mmmwrhmanmsamé’nﬁmwaom‘?'it.auaﬂm

41 Namsmﬁmmﬁzmmwwwamnmmmaawwam (Certification of analysis) 'Lums'uﬁa’uﬂud‘:aﬁw

4.2 anIaTvilAsgIWIagAL (Raw material) maammmﬂmﬁlﬂumswwm m«uawmmm

u,a,mammmunLﬂmummnu ua%ﬂmummnummammaa (LEAILBNFITILTDI) ABIUFAINTATIY

Azathioprine mu

amaufnmanaia BP 2013 USP 35

1, PBinmaamndagy 98.5 -101.0% of the L.A. of Azathioprine 98.0 - 101.5% of the L.A. of Azathioprine
(Dried substances) (Calculated on the dried basis)

2. ldentification aaHua3s a1 UeE3T Infared absorption
- Infared absorption spectrophotoretry spectrophotometry

3. Acidity or alkalinity - AT

4. Related substance - Impurities A, B : for each impurity, - Limit of mercaptopurine : NMT 1.0%
NMT 0.15%

- Unspecified impurities : for each impurity ,
NMT 0.10%

- Total : NMT 0.5%

- Disregard limit : NMT 0.05%

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%

ningue 1. ma"wh%’uf‘i'l'ia”w‘é\wTaatﬂmﬁuﬁtﬁﬂuwhw‘%alminﬁ nsgilifsuriudidwlymanlsznsnaninansugy
RS yden 'lmun‘umnwm‘uamm N35UMILIEMATIANEN
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FIMITUAZEN NIENTIENTVIONT
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5. @1a81987
5.1 flauanen dassamnatimainaian 3 wianuTIINMA Fadudunuuaninostiduale
emm"aumuﬁﬁmumluﬁ'ﬁaQmauﬂﬁﬁﬂﬂ%aﬁu
6. msﬂs:ﬁ'uqmmwmﬁdwau (LEAILDNRIINTTIVYTSNU)
6.1 mmnaaﬂ'l-?iz%wauﬁm‘hiﬁaﬂn'j’l 12 1@D% HUINIUFINDL
6.2 mnno’mﬂaauau reasgsdunwinglususasnanisaTie T ﬂms'uﬁ'dwawaaﬁuam
6.3 1un$m‘n%mﬂswﬂnmsmmsaumamw'mawamwaawsqmmﬁvmmmw migTTNNTAzi
WiiRaTevaa1881987 Tﬂumnﬂwmaaaamquanmummummmwmsawnmmﬁmuaaﬂu
NiuNﬂ‘HaUﬂ’ﬂ’ﬁi}’lf.ll%ﬂ"li@li‘l’-)’lLﬂﬂ QNN Tunsdifiwuen lidwldmaguanymizamns uisnezdas
mmsunwam‘lwwmemmuamanlﬁ’[ﬁwmma Tarhigadld9ola 9 molu 30 wduaniudlasu
menkowmma Uae 'naaemanﬁvlmuwmsmmstamﬁmmmna’n’uawmmmwmsawuamluﬂsmavlﬂ
6.4 ;}l’mm:m’aﬁmﬂawmmam’lnav\mmq wiaflaRamadsusnwdandsznisla g nauimua
7. lnmIang
7.1 FUWLIAINANTANBNANNAIAIVILN (Stability data)
711 lunsdgunadionsnanuinnit 2 3 axdasfdnunweinenanisdinw Long term stability ot
fwRmdslunsifousnauans
7.1.2 lunsdidunzdounantonnii 2 § axdasfiumningranisinmaiaasvassmuiin
wadulunaidousuiuaas wezldsummauuiusasenasangiisuiaasndsm
72 nydiflilsanduuuy FDIInANGIMMI3 TIMTURAINANISANIN Bioequivalence wasenPEwallIoyifiey
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1 = British Pharmacopoeia 2013

2 = The United States Pharmacopoeia 35
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i'mmiﬁ 2 Cytarabine 2 gm Injection ; |

m’mﬂszn'lﬂifaw"i‘mquaﬂ?imﬁ

Hoen Cytarabine 2 gm Injection

Anbsaiana 1
P S o
1. iuwaezaslaUnannss dnsude
u 1 vial 1sznaudsdien Cytarabine 2 gm
=t A’ =)
umlunmruzussyerdaunenniselasin

s e

amnszy - Boen dwsznaudasmeguazauLT Tukan i’u?ﬁmq 10fNER uszianzndon
d130gn Hagutauunussrioed
- uwmmuuTnde aranloudassyBom suUsEnsuRINEREY wU fui‘vumq uhe
wfinde \
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ANTNLANWINARA BP 2013
1. USandagndngy 95.0 - 105.0% of the L.A. of Cytarabine
2. Identification AT
3. Acidity or alkalinity 70-95
4. Related substances - Any spot corresponding to uracil arabinoside : NMT 2.0%

- Any other secondary spot : NMT 0.5%

5. Sterility ATIINI
6. Bacterial endotoxins ATIINN
7. Particulate matter AN

- BAATWIA > 10 pm 'ifin 6,000 aume
- aWMATWIA > 25 pm ‘hitfin 600 auna

8. Volume in container ATIINIU
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1.ﬁmmmwrhmanmsmsvlﬁ%'um}q,nmfuﬂ:l.ﬁuuﬁﬁumw”v‘ asmvineludsamelng ussdues (declare) unsndn
1.1 luddymelunzidoudiivm me.2 no.3 no.4 ududnad)
1.1.1 lunsdfduenfindeludszindlng wanofls no2
11.2 IunsrﬁﬁtﬂumﬁﬁLiﬂtﬁanﬁsLLﬁoussi; nneie ne.3
1.1.3 unsdifidusniidhanansdsana nanodls ne.4
1.2 ludhwatiunsiiouen ne.1 wie 0.1 vasenfiiauasen WIBNTILALIAARITENIAILAUATNINDDY
i ianuAdunziiowly (finished product specification) nsrﬁﬁag:s:m’mmﬂﬂéﬂuuﬂmLm"'lmﬁ'm&u
AADILUVIBNIITUWIMNEN N TVaLA 1D (8.5) uMW3au finished product specification UAL/NID Drug
substance specification
2. LANATIVIBINATFIUNTHEAL
21 nadfienaalwlsanelng HrAedasildunmwdiewiiReTusaunasmUnINE aseunanin
"a'ﬁ'msﬁﬁlumwﬁmmmaons:maammsmqm (GMP w38 GMP/PICs) lunanaeniivausany
2.2 nsdifudiugninghoneesana HriadpalidnmwdienilaFesusamnasIumMIKEagan
v\5ntnmfn'3“ﬁmsﬁﬁ'lumw§mm’uaoﬂs:mﬁg’wﬁm %38 Certificate of pharmaceutical products
3. ﬁﬁmewri']fJmnmsqmﬁ‘nummadmﬁtauaﬂm
3.1 HAMIATIVNATTRRMN KA IV aIKER (Certification of analysis) 'lumjuﬁduﬂuei’aatho
3.2 HaMIATIRIATRRMNNTARAL (Raw material) 1asdendgyAlsluntsniam ﬁ%maag{wﬁmm
ua:;jwﬁmi’mqﬁuﬁl,ﬂujw,ﬁmﬁ'u Lta:Lﬂus;mﬁmﬁ'umd”;azhoﬁﬁa (URAILBNANITIUTEI ) ABIURIINITATIR

s A’
Cytarabine aai

AnANTANIIana BP 2013
1. USnmdrndaty 99.0 - 100.5% of Cytarabine (Calculated on the dried substance)
2. identification AU
3. Appearance of solution ATIWIU
4. Specific optical rotation +154° to +160°
5. Chromatographic purity By Thin-layer chromatography

- Total impurity : NMT 0.5%

6. Sterility ATIWNU
7. Loss on drying NMT 1.0%
8. Sulfated ash NMT 0.5%
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6. MIUsAUAMNINNATINEL (LAAILENAITNTTILLT2AY)
A [l v (R 1 Q Qs »
6.1 angrasenfisanaudaslidsondt 12 ideu uaniuswey
6.2 mnmmﬁdouau a:@i’aadqs’i’ummwmﬂ'lU%'mmNamsmsaﬁmﬂ:ﬁmjuﬁﬁauamlaog{wﬁn
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6.4 g‘uma:maasmﬂ§Uuﬂ’uﬁam1na”ﬂuﬂa’ug wIalaiiamsiiauanmwnaufinnua
7. LANR1TOUY
7.1 FUUWUEAINENMIANMIATINAIRIVDILN (Stability data)
ad - ' o ao ' - . aal
7.1.1 lunsdiunaidousunannnit 2 § axdpeddummwinanans@ins Long term stability a1ufiHu
Rudulunzidousnauaay
ad a o f v Ao ' - o o
7.1.2 lunsdlunzifousnutannit 2 8 ssdasddmummndionamsinsanuasdsessneuituw
wudnlunzidousnunaas Lta:‘leﬁ’umsaqmu%’usamanmsam;jﬁé’lmwaouﬁﬁ'ﬂ
Q. Qs v r A W G hd
7.1.3 AN IURAIA NUAIAIVBILNNERAILI DML FITHINLAIZENRI NN IO AUS 2 1@ L a1
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1 = British Pharmacopeia 2013
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s18n1h 3 Filgrastim 300 mcg injection

ANl IENAIINIA qnaswmﬁ

o Filgrastim 300 mcg injection

amauanaly
1. Wuasszmnounanidels Wl dwsuda
2. 1w 1 wianwuzusssnda Usznaudisdaen Filgrastm 300 meg
3. ussqlumwzussqma".w?amawussqmw%’aua@ Uneaniga”
4. amnIzy - Farn drutsznoudandauazanaLs Junde i’uﬁvumq 1fnda uazeInzoudsum
Tathstauunussniet :
. uuussqﬁmwfﬁa"’uﬁam adwoﬁauﬁaas:q‘fs‘am fndsnauaand@IAy AU i’u§umq
usziafinde
- fifannuudndenlisaifiuend 2-8 aseniaadoa UUUTTAAUAURZMTULUTINN

Qe a 1 ' . o o ar P % @ a
ﬁmauuﬁﬂ'\ﬂlnﬂ%ﬂ( ) (VL&I Official lutﬂﬁ'ﬁ@ni'ﬂ USP 35, BP 2013 9#3atusniiunisy l'ﬁtﬂulaﬂa'ﬁa'm a3

lumsiarhguanvuiawzyed)

1. Identification FaduaaINaNIIAI9REItas 1 5% 1u 5 5% leun
- CZE w38 IEF
- PAGE+Immunoblotting
- Peptide mapping/LC
- N-terminal sequence analysis
- HPLC
2. Potency 80 - 125% of the state potency
3. Sterility ATIVHIU
4. Bacterial endotoxins NMT 2.5 Endotoxin units/mg
5. pH 38-42
6. Extractable volume @S'J%N"lum&lﬁizi.ﬂu Finished product specification
7. Particulate matter ATITHIU
- BRNAYWIA 2 10 ym 1aifin 6,000 auMIn
- BRNAUUIN = 25 ym 14itfin 600 ayMn
8. Protein content @li’mmumuﬁizqh Finished product specification
9. Aggregate test ’ Glﬁiwi'mmuﬁizq‘lu Finished product specification
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(n9%8) NTIUMT (R3%n) nITMT

(WWENMIA TIRLA) (WIBMWING 1817613)
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1.mmewn’lmana'ﬁn'\ﬂﬂmmg.tywmummuumsnmmamv&mu wiszine ing UWazsIwa (declane) LWARINAN

o @ X P o o 9 ' -
1.1 lwdrgmytunzidoudiuen mu.2 nu.3 no.4 ududanai)
111 lunsdinduenfindaludssinalng wanedis ne2 ’

e o o A . 2
1.1.2 1‘uﬂimm.ﬂu£l’m'lI.’ﬂ'lLWEmWSLLUx‘l‘LIiii}‘ RUBY N3

1.1.3 lunsdiimdugiindnannedsdssing nunafis ne.d

° 4 H o
1.2 ludwatunzidouen no.1 wie 0.1 e fileuanan wisunuandsanitamInugugmANITNLaY

a o Y .o L 4 , ] S A
nAanriauitunzidonls (finished product specification) ﬂst’fmagsswmms'.ﬂﬁuuuﬂmuﬁ'l'utwumu

AADILUVLBNANTFUUWIANENEATVBLN LD (8.5) W3 finished product specification URZ/MID Drug

substance specification

2. 18n ms%'usaommgmmswamm

2.1 mdigmaalusanalng fuiadaildsunmwitowiifesissunaspumaniammunaninmst

FEMINAIUNINANLIVBINTINTWATITUFY (GMP W38 GMP/PICs) lumanasiiauauny

2.2 nsdifingniugonadwdsana fuiadacddiunwironiafaisasnasgiumnEameny

waninoueiIEnInAlun KA1 szinANAa w38 Certificate of pharmaceutical products products

3. panadeadusivisnidudnfansodunudmiig (uaaeanassuse)

4. éﬂtwm’lwrhmana'ﬁqma"nummaamﬁtauaﬂm

4.1 HAMIATRUATIZAUNIWHAAA YV IHER (Certification of analysis) lugrjunandudiadne

4.2 WaMIATIRANTIERRUNMNIAYAL (Raw material) vasdmpdegililuniandas visvasfudng usz

Hudeiagauiduindeiy uanduiudmniundaedeias uaesanansiusm) dasusainisesianii

X2

Qmauﬁan’lamﬂﬁﬁﬂad Filgrastim Concentrated Solution

AmFIIAMIMaRA

BP 2013

1. Protein content

Minimum 0.8 mg of protein/mL

2. The estimated potency

80 - 125% of the state potency (Minimum 1.0 x 10° 1U/mg of

protein)

3. Ildentification

ATITHIN

4. Impurities with molecular masses higher

than that of filgrastim

By Size-exclusion chromatography

-Total of the peaks with retention times less than that of the

principal peaks : NMT 2.0%

5. Impurities with molecular masses

differing from that of filgrastim

By Polyacrylamide gel electrophoresis

- Impurities with molecular masses lower or higher than that of

filgrastim : NMT 2.0%

6. Impurities with charges differing from that

of filgrastim

By Isoelectric focusing
- Any impurity : NMT 10%

7. Bacterial endotoxins

Less than 2 1U in the volume that contains 1.0 mg of protein

(WNRNMIA TIRLIA)
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amaNamoInahanes Filgrastim Concentrated Solution (@a)

amauiAmoinaia BP 2013 3
8. Related proteins By Liguid chromatography

- Any impurity : For each impurity NMT 2.0%
- Total : NMT 3.5%

e 1. inaadnsuRldtesidaniuatuffsuriwmialniniy nydtlshfnuwnudduldenudszmansnTnammIingy

I.TEN ﬁ:'qﬁ’\ﬂ?.l'\ lmunuqaﬂv‘w‘ﬁwmﬂm:nswmsﬂszn'm-nm gl

2 fhilgudTznauTaInunieseS dBILEAINIATIA Anti-HIV1 Anti-HIV-2, Hepatitis B Surface antigen, Anti-HCV
)

(Antibody against Hepatitis C Virus) 1 143NAT3 %
5. @a8t1980
5.1 laueyan Fasseathopnatnaies 3 wihpussaiun Fadusunuusaaneandoalansudm
muﬁﬁﬂmﬂ'luﬁa'ﬁaqmauu"ﬁﬁ’ﬂﬂ%m’u
6. msﬂs*ﬁ’uﬂmmwmﬁdwau (LRAILBNENINTIULTENU)
6.1 mﬂ-uaamnaouaumaﬂwaﬂmw 12 1§an wuNITUFINBY
6.2 U’mm’mnaauau avmaaaommewmU'l.fususawamsms’smmﬂmmsunmuau’uaawwam
6.3 lunsmmmmwmsmmsaumamam'nawamwaamsammﬂ*mmmw AULTITNMTISTMIIRD
Yavaala819 Tmumnm*maoaemtwuanmummuﬂﬂmmﬂ’ﬁmsmmamLﬂﬂmua%ﬂumuijaum'lﬁnmu‘lu
A3ATRIATIEHRNIN Tunsdanuialidullaugmansunan: um‘na.maaﬁnmswnwam'lmmm
anasgmdsuaulilsomeuns larlidasldinela 9 molu 30 Futuaniuildsuusannlsaneung uazsasiu
am‘lusnwmsmnmaua?m'\mmnm’mawmwua,/maNwaﬂluﬂsoma‘lﬂ
6.4 mmmmaasmﬂamummam'lnavsmmr.l wiadaifanmFsusnndanlzansia g daw dwmue
6.5 MITAFILIABINILANYIANYT 7 2.8 parTaE U WL Cold chain system 71 idanasguanananinmuel
GDP (Good Distribution Practices) Tasugaengisusznay
7. lanEsoug
7.1 FUWIURAIHANMIANENANUAIAIVDILT (Stability data)
711 Jwnsdidunafoummanannnit 2 3 asdasfduwmndiunanisfinin Long term stability At
wudnlunsifousanues
7.1.2 Wwnsdidunadougnaniaandi 2 9 s Bl MNTNERANS AN ANAIRAB N AT
Wadnlunsdousunuaas LLa:vl@T%’um'smmu%'usam.anmsmnn""ﬁz'i'lmwaou%ﬁﬂ
7.2. Lﬁaommﬂumnq'u%ﬁwq @Taau.am‘nmmmsﬁnmmaﬂﬁﬁnluuguﬁ (Clinical trial) anudauolsAlesumsiin
naflsmnnivinnuanenssumsamsuazeuaslszanglng
7.3. filanasszysiauazSunmuas Stabilizer ﬁlﬂugme‘h{u ¢
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59gn15N 4  Human Albumin 20% Injection, 50 mL

muﬂszn'\m‘i'\mi'ﬁquaswmﬁ

Hawn Human Albumin 20% Injection, 50 mL

amsantian (i
1 iuasacanpdnaanida Liddfidmdasden niadiduisen’ HAAIINWAFANT BN
2 1u 1 Vial U52nauei8e2s1 Human albumin 20% wiv luansazaedunes 50 mL
3. msq'lum'nu:miqmaﬂﬂs'\ﬂmnL%a waztasriuuay’
4. 2 NUNUTIHATAN LLa:mmu:ussqﬁé'uﬁ'ams:q1
- Fomaigmos §anUTznau@IEAYUATANNLT Tunba fu§umq iwovinGe wazaanado
dsuen iatetaan '
- Y331 Sodium
- qmﬂqﬁﬁmm:auﬁw%'mfmﬁnm

anauGYIINaRa’
amauanuimaia BP 2013

1. USin s Albumin fiuiSunm Albumin hittasndn 96% vaslusdu

2. Identification AT9HUA283T Immunoelectrophoresis

3.pH 67-73

4. Total protein 95%-105% maoﬂ?uﬁmtﬂiﬁuﬁﬂaﬁnisq

5. Protein composition AT (3% Zone electrophoresis)

6. Molecular size distribution By liquid chromatography : The area of the peak due to polymers
and aggregates is NMT 10% of the total area of the chromatogram

7. Haem content NMT 0.15

8. Prekallikrein activator NMT 35 IU/mL

9. Aluminium NMT 200 ug/L

10. Potassium NMT 0.05 mmol of K/g of protein

11. Sodium - NMT 160 mmol/l uazagfluga9 95%-105% va3u3u1m Sodium
ﬁ"s:q'lua.mn

12. Sterility A7

13. Pyrogens or Bacterial AN

endotoxins N3t Bacterial endotoxin
- N5t Protein content < 50 g/L : NMT 0.5 IU of endotoxin/mL
- n3th Protein content 50-200 g/L : NMT 1.3 IU of endotoxin/mL
- n3th Protein content 200-250 g/L : NMT 1.7 1U of endotoxin/mL
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wwalud gsease)
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(WNEIMIE TIRLE) WEnNe 181293)
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14 Heat stabilizers' (nstilalun mmw"mmuﬁszlﬂu Finished product specification
#131) LB% Sodium caprylate
(Sodium octanoate) n3a N-
acetyltryp tophan wiadivis 2 42

. 4 e
15. Osmolity a9 mumum:q‘lu Finished product specification

wnpme  ndrdiuiliseddaaiuatiiiifisuriwialnini nadilideuriuddnlueudsmansin s mniugy
a N vy o aa
Fae szydmn Wiwdugasitisaseanssumademenmn

4 4
Wanludw 9
° 1 et ! 03 v 4 o 1 ° 1 -
1.mmewmzu.anmsms‘l@”suagmummumtﬁﬂummnmﬁaa’mmu’luﬂi:mﬁ'lwu uazdILe (declare) UNEIHR®
o o X o A '
1.1 lwdagmsiunadoudiiue (mu.2 no.3 no.4 ufudnadl)
1.1.1 lunsdimduenfindalulszinelng wanods nu.2
ad ISR T | f o
1.1.2 lunsdifidueniidiiensunisussy waneds ne3
1.1.3 lunsdinduevidhanenatszing wanedis no.4
o & ; . .
1.2 ludwatunaidonsn ne.1 v 0.1 189877IEUETIAT WIDATIAZIELANITINITAILANTANINYBY
Y i ; I { it i .
naanwianunuunziould (finished product specification) nsrﬁﬁags:mnmﬂﬂﬁﬂuuﬂmLtﬁ"lml,wumu
a:e’n’aameanmsﬁ’ummwriwmwaLm"'lm (8.5) 3By finished product specification uaz/n3e Drug
substance specification
2. LBNATIUTAIUNATTIUNINAALY
aal a v a L Z a o ] @ M e a a &
2.1 n3dengwaawsanalng AuRadasiidinnmmdomisiessasunesgumsnaaemunanin o
AEMINAIUNTHAALTVBINTINTIANTIIUFY (GMP %58 GMP/PICs) luniiauilauainy
2.2 psdiimilwgingiondwsana fuiadaslidnmwirsmiiFaiineanasyumindasiay
waninuefisn1sfialunsniaswaslsinaduia w3a Certificate of pharmaceutical products
o Y a4 a o o a o o ' a
3. sfiauadandusnnuivmduduianTagunuiming (uaasananisuses)
4. EULWIMWTNBLANANTA AN BIASTEILTILEHETIAN
a '3 a o ¢ ¥ a . . . s oA a '
4.1 mansavndeneiammwkianineivesinia (Certification of analysis) lugiunssidualatng
42 mmsamRda T MWIngAy (Rew material) 1a3dndAnilflumniagm Nevssduiau useiviaagay

d. ] b Qs [} o Qs bt ] dl ) a ke Qs :
YILﬂ%E%L(ﬂ HPHIRY LL&:Lﬂu;um INVLNATDLWNRY (LWREILDNRIITLITDY) UASHDILRAINTTNTII Human plasma 61\1%1

1. Anti-HIV-1 mwmumummj’m
2. Anti-HIV-2 m’mn”mmummﬁ’m
3. Hepatitis B surface antigen @\ﬂﬁl&humummg’m
4. Anti-HCV (Antibody against Hepatitis C virus) | @373/ 1uaaINA§ %

unziinangUiLT8991 Human plasma MANHEREIAAININANUANATFIURING LT% NIBSC (National
Institue for Biological Standards and control), AABB(American Association Blood Bank), PPTA(Plasma Protein

Therapeutic Association)
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(WWAIMIE MYRR) (WMWINA 113e3)
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5. @atee

5.1 NLﬁuElT]ﬂ'l maaaamamamamquaﬂ 3 ﬂmunﬁmnm‘w W3y Administration set & membrane filter

luda mtﬂumtmuuaﬂaﬁﬂa*tamvlmﬂmmummmﬂuﬂ'lummaﬂmauumm‘lﬂmmu \ %
6. msﬂs:nuﬂmmwmﬂawau (WEAILBNENINITULIENW)

6.1 mmjaamwawanmawammum"lmnu 12 W@auiuniugIney

6.2 m‘nmm‘namau mmaaaomtmmwmzflususamamsm';mLﬂi‘u'nmwmwaumamwam

6.3 mnmmﬂamau foerunITLTa UM NG (lot release) IINPIBNUNIATE URZABIUULBNANT
%’usaod’ond’nnna% WiounsEINaLE’

6.4 'Lunsrﬁﬁmhuﬁ'ﬁmsﬁﬁmia'm'hathamﬁdwamﬁaa'ws'm'“amﬂ*ﬂ'ﬂmmw rihTTMIEiniIFEe
saa'uamamamhuwmmmammquanmummummﬂswmsamﬂmmﬂmLL&“Lﬂumuwmaum'lmw'lu
M35 ATIRAG AN Tunsdifinuionlidullowgmansuzians wihensnuisme: maommsumav\lm
Adunaspusswsulilsmens Tavlifadldiwla 9 el 30 fuﬁumni’uﬁ‘lﬁ%’uLtioaﬂnisawuwuwmm:ma
aaauﬁw%‘lﬂ%’uw‘msmmsmuaswma’m"andnmaasi’mmm:/ﬂ?aﬁwﬁmluﬂ%ﬁﬂﬂ

6.5 mnm“e\aasmﬂauummam'lnaﬂmmu wiadlaiamafeuamudistsznislag nau dmua

6.6 NIINFILINBINILANIUND 7 2.8 saruwALTIR WU Cold chain system 7 lAuTATFMAmURRNLN AU
GDP (Good Distribution Practices) Imummtanmsﬂi:nau
7. lananThug

7.1 #UWILFAINANITANHIANNAIAITILN (Stability data)
711 lunsditunsdonenanannnd 2 § axdasfidumnawingwanisAnm Long term stability a1afifiu
wudulunsafousauaas
7.1.2 lunsditunadouonunionnda 2 § azdasfliunmwingHaNIANIANAIGITBI AU ADULAN LR
Tunzdousnuaas uszldsunsaswwisasanasangiismanasuum
72 Lﬁaommﬂumnéwfjﬁ'@\q FoIuraITENUNSANIMIRRTnluNww (Clinical trial) autarislsAleduns
Funafiownndinnuamensunsaemisuazenvesdszinging

a o a .. . Pl ) L% '
73 niasﬂ@'famuum}u Administration set 15l Membrane filter agnINagIUA 15 lunsaunserasnin

NANYIAR 81498997n
1
2
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anaiAmomania USP 35 BP 2013 !

8. chromatographic purity / | - MTX related compound B : NMT 0.3% By liquid chromatography

Related compound - MTX related compound C : NMT 0.5% - Impurity C : NMT 0.5%
- MTX related compound E free acid : NMT 0.3% - Impurities B,E : for each impurity, NMT 0,3%
- MTX dimethylamide and MTX related compound | | - Impurities H,| : for each impurity, NMT 0.2%
:NMT 0.2% - Unspecified impurities : For each
- MTX dimethylamide and MTX related compound impurity NMT 0.05%
H : NMT 0.2% - Sum of impurities other than B,C
- Any unspecified impurity : NMT 0.1% and E : NMT 0.5%
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a9 YN Iﬁ’afuﬁ'uqaﬂﬁﬁwaonm:nssumsﬂs:mﬂﬂm gl
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s Qmaunmm‘lﬂ 91961
i 9 A o W _a L o 1 a
5. griuadandugnuisniduduianiagunudiming (Waaaenassuses)
6. NIUTAUAIMWENIFINAY (WEAILBNRTIINITULIETW)
6.1 mqmaomﬁdouauﬁaewﬁmmuz«”ﬂa&ﬁu 12 | @auiUMIUEINDY
6.2 tnANIATIFINEY wdasddwnnmislususanan1sainTReuisuaUvaIiNie
i ° Ve f i P a f ° o
6.3 1unsrﬁﬁwmUﬂ'ﬁn'ﬁmmsqumamomﬁmuamwaamﬁmLﬂﬂ:ﬁqtu.mw RUILTIBNTITIANIFD
fasvadrad19e Tﬂmjmua:m’am’amw‘iuﬁnmm‘hmuﬁv\minmsa'am’za?Lﬂﬂ:ﬁuaztﬂmﬁuv‘imjau
eldslunsanlenzigunm Tunsdinnuionliduwldawguansmzian: u?ﬁ'm:o‘faaﬂ'nrr;'wﬂwam
ld‘ v 4 ra . k) Q- L Q- H‘ /s £
Inifinanasgmasuaulilsanens Taslifadnlssela 9 molu 30 Fuduaniudlasuudsnlsmeiuns
u.a:-uaao’:uﬁnﬁ‘lﬂ%’uﬂmsmwmstauaﬁmmvi’ana’wwaov‘i,'mﬂua:/vﬁapjwﬁm'luﬂ%'wiavlﬂ
Y a i A o A4 a d » o
6.4 ;‘T’mm:maosmﬂﬁnummam'l,namamq wSoiaianRaNAN N aUAAUA
A
7. laNE1TOUY
7.1 FWIURAINANIANIIAINUAIAITBILN (Stability data)
d! =l U ° s 0 d o
7.1.1 lunsdiunadsusnanannnin 2 1 asdasddiwniwaranan13dnu Long term stability aafiiin
s lunzdsuenunans
ad - o ' o s . P o ad
7.1.2 lunsdtunzifsusnuntannii 2 9 aedasdiduamntnenamsfneanuniauassIaungw
wadnlunzidousnanuaas LLa:vloi’{umsaamu%’maaLanmsmmjﬁa"wmwaw%ﬁ‘n
7.1.3 LANFITURAINIINAINIVDILINILRAIT 29NN BRIz RIRA TN UA e I luana

o 4 9 ga 9l v a o v o e o &
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1 = The United States Pharmacopoeia 35
2 = British Pharmacopoeia 2013
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muﬂsznqﬂ%’wi’aquaﬂ%mﬁ

Methotrexate 2.5 mg Tablet

%BEI’I

AmaNana (1

1. idueude dwmsusudsenn

Methotrexate 2.5 mg Tablet

2. 1u 1 ufla UYsznaudia@aen Methotrexate 2.5 mg

s . a » [ 2
3. ursyluwsagiiiioanasd w3a blister pack wazusIntaianues

d . U o b Ll =) . ﬂ:’ ] a
4. a|jnaey - Do ﬁ')%ﬂia‘lﬂﬂU@l’JEJ']ﬁ"IﬂIHLLﬂ:ﬂ’J']MLL?G THHRN INTUBTE WwUNNRe wasmansiion

&30 'Has.ha’ﬁ'ﬂwuuumsqﬁ'mfﬂ

o P s o o o & i -
= UULNIEN aﬂ’]duaﬂ@rﬂﬁizq’ﬁaﬂq ﬂ’luﬂs:ﬂﬂu@nﬂ'\mﬂmw ANVUI Quma']q uﬂ:kaﬁlﬁﬂam

an - 1,2
ARFNUANILNAKGA

Qmauﬁamamﬂiﬁ

USP. 35

BP 2013

1. YSunmaaendng

90.0 - 110.0% of the L.A. of

Methotrexate

95.0 - 105.0% of the L.A. of

Methotrexate

2. ldentification

ATIIHIU

ATITINIU

3. Dissolution

usesn1sazan e liaanidn 75%(Q)
of the L.A. of Methotrexate Twiaan

waaInsazane lieanin 70%(Q)
of the L.A. of Methotrexate ulaan

45 wfi 45 wn
4. Disintegration time - Maximum time 30 w11
5. Uniformity of dosage units | A379H 1% AU

6. Related substances

By liquid chromatography

- impurity C : NMT 3%

- impurity B : NMT 0.3%

- impurity E : NMT 0.3%

- The area of any other secondary
peak : NMT 0.2%

- The sum of the areas of any other

secondary peaks : NMT 1%
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Bauladng
1.ﬁ'ummwdwLanmsmﬂﬂ”%'uagzym'fuml.ﬁﬂue‘i'\%'umtﬁaa‘hwmu’luﬂs:mﬁ'lﬂﬂ URZELAY (declare) UNEINAR
1.1 lwddgmstunafiandiium (e.2 ne.3 no.4 ududnsd)
114 luns@mduenindeludszmeng winadis ne.2
11.2 lunirﬁﬁtﬂummL’u”ﬁw‘w‘ammﬂomsa; wanefiy N3
1.1.3 Wwnadifidugddheandedsane nanefs no.4
1.2 luswadunafousn ne.1 wie 0.1 vaserfauea wiaumsanduewitamInIuauANINGa
niarueTauitunzidonly (finished product specification) ns:ﬁ‘?'{ag:s:v\’jwmsl,ﬂ‘é‘uuuﬂaaufﬂmﬁ:mau
ardasunuLenEITE A NIENITautle (8.5) swsaal finished product specification uaz/n3a Drug
substance specification
2. LANATIUTAINATIIUNITHEAL
241 nsmnenuaaysanalng cjwﬁwﬁaoﬁ:?htmmwmwﬁhﬁa%’usaammgmmswﬁmmmwa”nmtw‘
AR ININAAENTBINTTNTNANTITUGY (GMP %38 GMP/PICs) Tunanagviauaus
2.2 nsdfiiveingronessana ;jwﬁm”aaﬁﬁwL'mmwmﬂﬂﬁdﬁﬂ%’ﬂiﬂd&lﬁ@\iﬁﬂ%ﬂﬂﬁwﬁmmmu
ué’mnm‘ﬁ%%msﬁﬁlummﬁmwaaﬂs:mm&’wﬁw %38 Certificate of pharmaceutical products
3. :-'i'u.mmwmmanmsqmé'nm:maamﬁmuaﬂm
3.1 wamIanvdianzigumwKRaniuadgnae (Certification of analysis) 'lums;uﬁaiuﬂum”’aad’m
3.2 HANTIATN AR UMWIAYA (Raw material) vasdaniagyAlFluntindan vﬁmaa;‘{nﬁmm
ua:éwﬁmi’mqﬁuﬁtﬂm;mﬁn’:ﬁ'u ua:tﬂu?mﬁmﬁ’umﬁ‘zazi'wﬁdo (WERILANEITIUTDY) ADIUFAINTIATIY

o X 12
Methotrexate @31

ammnianmaia USP:35 “BP 2013

1. WS mdaendrng 98.0 — 102.0% of Methotrexate 97.0 — 102.0% of Methotrexate

(Calculated on the anhydrous basis) (Calculated on the anhydrous basis)

2. {dentification ARG ATIIU
3. Water NMT 12.0% NMT 13.0%
4. Residue on ignition NMT 0.1% -

5. chromatographic purity / | - MTX related compound B : NMT 0.3%

- MTX related compound C : NMT 0.5%

- MTX related compound E free acid : NMT 0.3%

- MTX dimethylamide and MTX related compound |

:NMT 0.2%

Related compound

- MTX dimethylamide and MTX related compound

By liquid chromatography

- Impurity C : NMT 0.5%

- Impurities B,E : for each impurity, NMT 0.3%
- Impurities H,| : for each impurity, NMT 0.2%
- Unspecified impurities : For each

impurity NMT 0.05%

H : NMT 0.2% - Sum of impurities other than B,C

- Any unspecified impurity : NMT 0.1% and E : NMT 0.5%
6. Enantiomeric purity NMT 3.0% By Liquid chromatography

- Impurity F : NMT 3.0%
7. Heavy metais NMT 20 ppm NMT 50 ppm
8. Sulfated ash - NMT 0.1%
/‘"M {
(aa%a)........................‘f ................................ UrzmuanznIsuns

(WNENIMIA TIRLR)
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(WimMBaNa Len293)
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5. mﬁLauaé’aaLﬂumﬁiu‘%ﬁ'mﬂu;‘]l’wamﬂ?a;JLmushmhsJ (LRAILDNETTIUTI)
6. miﬂs:ﬁuﬂmmwmﬁdwau (LRALLBNANTNTIUYTENU)
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7. lananTau g
7.1 FUWUIIINANTANVNIANAIAIVIEN (Stability data)
7.1.1 luns@idunsdousnanannnit 2 O ssdasdduwnnaiensan1sdne Long term stability i
fwRadulunadousnanuans
7.1.2 lwnsdidwnzifousuioandt 2 9 ardaaE W M NINERaNIANIIANAIAI VBN AT Y
dadulunadoumuuaas wazldiunmsasmaiusasenmnnglamwinnasniem
72 nsdnlilsenduuuy @Tﬂaﬁ'ﬁé’ﬂﬁ"zumﬁ'mmﬂmmNamsﬁnm Bioequivalence yasenaualSoudioy
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gmIn 7 Oxaliplatin 50 mg Injection

muﬂszmﬁé’mi’mquaswmﬁ

$aen  Oxaliplatin 50 mg Injection
amananaly
1. weseensla WiHF Unannits dmsuda
2.l 1 vial Usznausae Oxaliplatin 50 mg
3. usnplumuusdmsiuTseendeasiiauiauia type | Unenida LLﬂ:Uiﬁgﬂ”WVT%dﬁ'Mﬂq
4. amnazy - Forn dmilsznaudrndfyuazanuLss Sunde fuéua'lﬂq Wwvinde unzinznSoudniu
o atdaruunussasiond
- UNMTUTUITILAA adﬁaﬁaaﬁaqszq‘ﬁ'am fULIENaURLNEANY ANV i’uﬁvumqua:
\UTiNGR
amguAaMImana

AmsNIAMIINaia USP 35
1. YSnaaasndagy 90.0 - 110.0% of L.A. of Oxaliplatin
2. Identification ATV
3. Impurities 1. Oxalic acid : NMT 0.6%

2. (SP-4-2)-Diaqua [(1R,2R)-cyclohexane-1,2-diamine-
N,N1] platinum : NMT 0.65%

3. Diaquodiaminocyclohexaneplatinum dimer : NMT 0.5%
4. Any individuat unspecified impurity : NMT 0.20%

5. Total impurities : NMT 2.45%

4. Bacterial endotoxins NMT 1.0 USP Endotoxin units/mg of Oxaliplatin
5. Sterility AU
6. pH 40-7.0
7. Particulate matter ATIVHIU

- 9BMATUIA > 10 um laitfiu 6,000 GUERD!

- aumAIWIa > 25 um Liliu 600 auna

8. Volume in container ATIINU
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Methotrexate 1,000 mg / 10 mL Injection

Zon  Methotrexate 1,000 mg / 10 mL Injection

amauanaly

Z = < . o W o
1. Lﬂﬂﬁ’liﬁ:ﬂ']ﬂﬂﬂﬂ‘ﬂ']ﬂt’ﬁaiﬁ FlAfadaaw FIRILAA

s> @0

Tstnssaianunussaiot

1znauday Methotrexate 1000 mg luansazanod3unes 10 mL
X a s Y 1.2
ussa:lum'mussqmaﬂﬂﬁﬁa'mnsa $%A type | glass WRZUDINULSI
A . Qv a Qs L =3 Qs A“ i Cad o L3
ANTZY - Tae FIUUTNILALEIAYUAZATIVLT TUNRA IUTULY Wwannae wazaanzioudrsun

- unusTAn M AuRADY athedaodasszyasn dwlsznaudindiny auuse TuAuey

wazLaUNHE®

s - 1,2
ARKANLANILNAKA

amFNANsInaia

USP 35

BP 2013

1. WSinmdenden

90.0 - 110.0% of the L.A. of Methotrexate

95.0 - 110.0% of the L.A. of Methotrexate

2. Identification

AN

ATITHU

3. Bacterial endotoxins NMT 0.4 USP Endotoxin U/mg ATIVHIY
4. pH 7.0-9.0 7.0-9.0
5. Sterility ATIINIUAN General requirement AT
Y ILARTAITLUEINIL Finished product
JULuY Injections
6. Volume in container AT ATIIU
7. Particulate matter ATIINY ATIINIU

-gwa 2 10 pm laitfin
6,000/container
- U@ > 25 pm LA

600/container

8. Related substances

- impurity C : NMT 3%

- impurity B : NMT 0.3%

- impurity E : NMT 0.3%

- The area of any other secondary
peak : NMT 0.2%

- The sum of the areas of any other

secondary peaks : NMT 1%
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2MTITURZEN NIENTHENTIIUFY

Fowluduq
1.ﬁﬁt'mmwn'ﬁrJLanmsms"lﬁ%’uagry'mifuﬂ:tﬁzméi'l%'umLﬁ‘aﬁm»inu'luﬂs:mﬂ‘lﬂu uazdILad (declare) WARINR®N
1.1 'luﬁ'lﬁ'mvmw'!uﬂ:l,ﬁuuﬁﬁum (8.2 18.3 N4 WEILANTIL)
1.1.1 lunsdifiduenfindaludsznalng wanofls no.2
112 lunitﬁﬂ‘l,ﬁummL‘Ll"uﬁ‘ammﬂmm nuneie ne.3
1.1.3 lunsdimdueniidraneslsang wanefis ne.4
1.2 ludedunzifioue ne.1 wie u.1 vasfiauane wibunoazidueiatansniuguamnIna
nRanTuAtwnsidonly (finished product specification) nsﬂﬁaésxmiwonwstﬂﬁnuuﬂmLLﬂmLﬁuLﬁu
FBIURLLANENTEWIMWENE N TVBUA L (v.5) W W3y finished product specification uaz/nIe Drug
substance specification
2. LANFITIUTBINIATFIUNNTHEALN
21 psdifimanTusamalng fuaadasiidwnmmninomiifesisesnasgumaniaeemnamaninoe
FMINAluMINEALNLBINTTNTNENTIIOGY (GMP 32 GMP/PICs) TunaneunEnasy
22 nsdifiugringhonesdszna duiadasiliiimmmmdnomiiieiiseanaspumniagaiu
wﬁ'nanfﬁ’a%msﬁﬁ'lumiwﬁmmmaaﬂszmﬂg‘"wﬁm %38 Certificate of pharmaceutical products
3. ﬁ'nmmwrhULanmsqmé'nwm:maamﬁmua'ﬂm
3.1 Nammﬂﬁmﬂ:ﬁqmmwNﬁﬂﬁm‘rfmaagwﬁm (Certification of analysis) 1um§:uﬁduﬁwﬁamo
3.2 HAaNIATIRIATIZRRMNWIANAU (Raw material) vasdniagAlsluntanian v‘ﬁwaaﬁnﬁwm
LLa:cgnﬁmfmqﬁuﬁtﬂujutﬁmﬁu LtaztﬂuéuLﬁuaﬁuméﬁau‘wﬁéo (WEAILBNFITTUTDY) ADILFAINITATIA

Methotrexate a3% '

anauifnanaia USP:35 BP 2013

1. WSanmeaendray 98.0 — 102.0% of Methotrexate 97.0 — 102.0% of Methotrexate
(Calculated on the anhydrous basis) (Calculated on the anhydrous basis)
2. Identification ATEU A%
3. Water NMT 12.0% NMT 13.0%
4. Residue on ignition NMT 0.1% -
5. Enantiomeric purity NMT 3.0% By Liquid chromatography
- Impurity F : NMT 3.0%

6. Heavy metals NMT 20 ppm NMT 50 ppm
7. Sulfated ash - NMT 0.1%
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1 mtu’umwmmanmsms"l@suaumwmuwm pudsLiRasmineludszinglng uasdung (deciare) unadHaR
1.1 lnmﬂmmﬂu‘n”maummm (n8.2 n8.3 Ne4 uFuAnTol) \
1.1.1 lunsdifiduenfindaludsinalng waneds no2 l
11.2 lunstﬁﬁtﬁummnhLﬁiamsuﬁmﬁq nuneiy ne.3
1.4.3 lunsdifdustudhannenstszme wanofis o4
12 lusadunzifouen na.1 wie 0.1 vassfauemen wsamma,Laummmamsmuauﬂmmwmaa
i fidunsfowly (finished product specification) nmmam.mwmsl,ﬂauuuﬂmuﬁ"lmwumu
WADIURULANRITEUUINMNTNENTIBLN 1 (81.5) ¥ WTay finished product specification Uaz/W3a Drug
substance specification
2. LaNFTIVTDINATFIUNTINA AL
2.1 nammfguaalusanalng graadasddnmuiemivdasiseanasgumsnd aenanamaninus
i‘ﬁ'msﬁﬁlumswﬁﬂmmaonszmwmmsmqm (GMP w3a GMP/PICs) lunauaaufiiauarney
22 nsdifmiusminghondreyszna graadasildunmndioniifasusasnaszunisnaasana
waninmuefiBnsndluniswingvasdssinagiie wis Certificate of pharmaceutical products
3. unmwineena I UsN BI YR lauaTIM
3.1 iaM IR NKAAS AUk ER (Certification of analysis) 'lumsfuffdotﬂuoﬁazho
3.2 wamIaTIn ez umniagdu (Raw material) vasmamdenildlumsniam mmawwammua*

(% o

gwﬁmmnﬂumﬂmummnu LLﬁ’LﬂuﬁuLﬂU’lﬂﬁﬂﬁﬂ’mﬂﬂdﬂﬁ\‘l (LLamLanmssmaa) ABIURAINIATIA GN‘H

AMENUAMINAKA2 DY Oxaliplatin

anananamaia ; USP 35

1. USnmdandnagy 98.0 - 102.0% of L.A. of Oxaliplatin (Dried substance)
2. ldentification ATIVHTU
3. Acidity ATIY
4. Specific optical rotation +74.5° to +78.0°
5. Microbial limits -Total aerobic microbial count : NMT 20 cfu/g

-Total combined molds and yeast count

: NMT 5 cfulg
6. Silver NMT 5 ppm
7. Loss on drying NMT 0.5% of its weight
8. Platinum 48.1% - 50.1% of the Oxaliplatin (dried basis)
9. Heavy metals NMT 20 ppm
10. Bacterial endotoxins Not more than 1.0 USP EU/ mg
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AmANIANIIINARAYBI Oxaliplatin'” (sia)

AntANMINaka USP 35

11. Related substances - Oxalic acid : NMT 0.1%

- Oxaliplatin related compound C : NMT 0.1%

- (SP4-2)-diaqua [(1R,2R)-cycloohexane-1,2-diamine-N,N] platinum : NMT 0.1%
- Diaquodiamino-cyclohexane-platinum dimmer : NMT 0.1%

- Any individual unspecified impurity : NMT 0.1%

- Oxaliplatin related compound D : NMT 0.1%
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7. LANEIIUY
7.1 SUUUFAINANITANBINNAINVBILN (Stability data)
ad r3 1 v A o ] =& . el
7.1 luwnsdidunadouganananii 2 § sxdasdiduumnmndnonamsiinm Long term stability auitiu
Wudnlunsidouenuuaas
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379NN 8  Paclitaxel 300 mg injection ' !

ANUIENIAIINIA CHERRL T DY

m Paclitaxel 300 mg injection
amaaianaly
1. lusmsaznsdnennds dmsidatimasaidond
2. 1w 1 Vial Usznavsae Paclitaxel 300 mg
3. nﬁﬂw'amm'aﬂﬂﬁmnma Type I Ltavmsanmﬁ’nﬂaanuuaa
4. amnszy - Haen FIusEnaua It @MALUAZAMILSY TurEn maumﬂ WUAKER Rz INETaudiL
81 ‘hazm'mwuuumsanmm
- uum’ﬁmmsammamquaamaarwam fmdsznaudindng anause ’maumﬂ uaz

\avTinGa
amaaiananaia’
amAENLIANIIMaia USP-35
1. Yanaaasndagy 90.0-110.0% of the L.A. of Paclitaxel
2. Identification AT
3. Bacterial endotoxins NMT 0.67 USP Endotoxin U/mg of Paclitaxel
4. pH 30-7.0
5. Limit of degradation products | - Baceatin 1l : NMT 0.8%
- Ethyl ester side chain : NMT 0.4%
- 10-Deacethylpaclitaxel : NMT 0.8%
- 10-Deacetyl-7-epipaclitaxel : NMT 0.5%
- 7-Epipaclitaxel : NMT 0.6%
- Any other Paclitaxel degradation product : NMT 0.1%
- Total Paclitaxel degradation product : NMT 2.0%
6. Sterility ATIIHU
7. Particulate matter ATIHI
- BUMATUIA > 10 pm 14iiu 6,000 ayma
- aymauwIe > 25 um Lilfiu 600 auna
8. Volume in container ATITHU
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1.dunmwdiaanaanaiasuesgedunzaioudriieuiasminglulsnelng uszdues (declare) unanie
o O X a o s 7 ' a
1.1 ludegymsvunzifioudsuen (mo.2 no.3 no.4 ududnsd)
1.1.1 lunsdndunnudaludsznalng wanafs ne.2
o o w A '
1.1.2 lunsdifdueniiduiensutiusm wnsds ne.3
1.1.3 lunsdAidusnindrannersdseing nunods ne.d
o J . { o« a
1.2 lwivsdunzifiousn no.1 wia v.1 vasnilanenan wiaumeazidoaadanmInugURANINTES
a0 & v oo N o . 4 o
uansustenunIunzidowly (finished product specification) mzﬁﬁagszmnmnﬂauuuﬂmurﬂmwumu
A DILUVLANANTENLMIAINENNTVALA 1 (81.5) N w3aw finished product specification Uaz/n38 Drug
substance specification
2. LBNATILIDINATTIUNTHEALN
oo a v a @ Ao ' v A a Y ¢
21 nsdinenuaalusanalng griedasdidunmwinewiofesusaanasyunmniameamamaninoe
AFmsfidlunTsniaL1w8INTINTRMNIIUGY (GMP %38 GMP/PICs) lunmanasfilauanny
2.2 nadivuilvesngonsdsang guiedasdiimunnmiomiiieiisaanasgumniamay
waninmaIEMINAlunInaau v lssinaia w38 Certificate of pharmaceutical products
3. AWM INTNBLENENINUINHAULYDILTLEUDTIAN
a & a o ¢ v a . . . iy o f
3.1 HamIaTIviaTzRn M WHRAAYII83KHAN (Certification of analysis) Tuenjuiigadudaating
3.2 nansasdin TN wiagdy (Raw material) sasdrenddnnlilunsnias vsvasgkiaen
A o  a 1 ' [ ' (% o ' ' a o &
uazinATanAUNIuwALITY ussuiudmnuendietias (WRAIBNITILTEY) FDILRAINITATID A3

an - 1
ARFTNUANWINARAVEY Paclitaxel( !

quaaniansinaia  USP35
1. ﬂ?mmm"'nmﬁ'\ﬁ’ty 97.0-102.0% of Paclitaxel {Calculated on the anhydrous,solvent-free basis)
2. Identification By Infared Absorption : #7713/ 1%
3. Appearance of solution Clear and colourless
4. Specific rotation -49° to -55.0°(Calculated on the anhydrous,

solvent-free basis)

5. Microbial enumeration test & Tests for | - Total aerobic microbial count
specified microorganisms : NMT 100 cfu per gram
& .
- laiwunira Staphylococcus aureus,Pseudomonas aeruginosa,Salmonella

species Was Escherichia coli

6. Bacterial endotoxins NMT 0.4 USP Endotoxin U/mg of Paclitaxel
7. Water NMT 4.0%
8. Residue on ignition NMT 0.2%
9. Heavy metals NMT 0.002%
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a 1 .
amaniamsmaiayas Paclitaxel " (sa)
——————

AnMmNIRMImaia : USP 35 1

10. Related compounds A. N30k Paclitaxel isolated from natural sources or produced by femerjtation
- Baccatin lil : NMT 0.2%

- 10-Deacetylpaclitaxel : NMT 0.5%

- 7-Xylosylpaclitaxel : NMT 0.2%

- 10-Deacetyl-7-epipaclitaxel

(paclitaxel related compound B) : NMT 0.5%
- 7-Epicephalomannine : NMT 0.3%

- 7-Epipaclitaxel : NMT 0.5%

- Any other single impurity : NMT 0.1%

- Total impurities : NMT 2.0%

B. Paclitaxel produced by a semi-synthetic process.
- 10-Deacetylbaccatin il : NMT 0.1%

- Baccatin 1Il : NMT 0.2%

- Photodegradant : NMT 0.1%

- 10-Deacetylpaclitaxel : NMT 0.5%

- 2-Debenzoylpaclitaxel-2-pentenoate : NMT 0.7%

- 7-Epipaclitaxel : NMT 0.4%

- 10,13-Bissidechainpaclitaxel : NMT 0.5%

- 7-Acetylpaclitaxel : NMT 0.6%

- 13-Tes-baccatin Il : NMT0.1%

- 7-Tes-paclitaxel : NMT 0.3%

- Any other single impurity : NMT 0.1%

- Total impurities : NMT 2.0%

C. Paclitaxel produced by a plant cell fermentation process

- Propyl analog : NMT 0.2%

- Cephalomannine (Paclitaxel related compound A) : NMT 0.5%
- sec-Butyl analog : NMT 0.2%

- n-Butyl analog : NMT 0.1%

- Benzyl analog : NMT 0.4%

- Baccatin VI : NMT 0.2%

- Pentyl analog : NMT0.2%

- 7-Epipaclitaxel : NMT 0.4%

- Any other single impurity : NMT 0.1%

- Total impurities : NMT 2.0%
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6. msﬂs:ﬁ'uﬂmmwmﬁiimau (LANILANTITNTIULTEAN)
6.1 a'\mjaomﬂmuaumﬂuuaumw 12 1§91 NUINTUFINBY
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6.3 lunsmﬂv\mmwmsﬁﬂmsaumamqmﬂaauamwaaamsammﬂvﬂﬂmmw AULTITNNTITIINUIRD
fosa@0ti198 Tﬂumnua*maammquanmummun“mmwmsaamm'smsw:mmuﬂumnwmau
dlfaslunsanafiensiaann Tunsdifnuironliduldenaquansmzians viEnazReaiEiuinae
Inifdanaspudsaulilsmeng TarlidAaldinala 9 melu 30 Swiveniui lesuudsanlsmeua
u.awnaanuaﬂﬁvlmuwmimmsmuaﬂmmmnmwaamnuu,a /mamwamluﬂsma‘lﬂ
6.4 Qﬂnuamaasmﬂauummam‘lnaﬂmmq wiadaiianafeuaninriauimue
7. 1anETang
7.1 FUWILRAIHANTANEIANNAIAITBILN (Stability data)
7.1.1 lunsdidunafsuenuwinnii 2 8 R BINFNWININTNBHANNITAN Long term stability anafiiiu
Wandnlunsidonsnauaas
7.1.2 lunsdidunadouganiasnii 2 4 azﬁaaﬁﬁ'\tmmwrhnwamsﬁnmmwmeﬁmaammuﬁﬁu
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8. UIBNY far*efuaaauuauu Administration set Fnsulven lwaandmen 2 @ wa 3 Tae Administration set 929

\luniia non PVC \fla9anenFunn Paclitaxel injection mamﬂgnsmnuwmamnww PVC
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