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57891190 1 Fluorouracil 50 mg/mL, 20 mL Injection
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1.@881  Fluorouracil 50 mg/mL, 20 mL Injection
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3. AMENUAMINARA
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3.1 Finish product specification™?

AMANTANIINAKA USP 35 BP 2013
1. USinadend Aty | 90.0 - 110.0% of the L.A. of Fluorouracil | 90.0 - 110.0% of the L.A. of Fluorouracil
2. ldentification ATITHU AT
3. Bacterial endotoxins | NMT 0.33 USP EU/mg of Fluorouracil @S'Jilti’mmuﬁi:qlu Finished product

specification

4, pH 86-94 85-91
5. Urea - ATITHU
6. Related substances - ATIIN
7. Sterility ATIAHU ATITHIU
8. Volume in containers ATIVHU
9.Particulate matter NI U ATITHU

- ARNIATUIN 210 um
laifin 6,000 aymn

- BUMATUIA >25 pm
T 600 auna
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3.2 Drug substance specification "

AnMANLIGNIIMaia USP 35 BP 2013
1. Snmdandagy 98.0 - 102.0% of the L.A. of 98.5 - 101.0% of the L.A. of Fluorouracil
Fluorouracil, calculated on the dried (dried substance)
basis
2. Identification ATIVHI ATIHIU
3. pH - 45-50
4. Impurity F and G - - Impurity F : NMT 0.25%
- Impurity G : NMT 0.2%
5. Related substance - - Impurity A,B,C,D, E : for each
impurity, NMT 0.1%
- Unspecified impurities : for each
impurity, NMT 0.1%
- Total : NMT 0.5%
6. Loss on drying NMT 0.5% (at 80°C for 4 hr) NMT 0.5% (at 80°C for 4 hr)
7. Heavy metals NMT 0.002% NMT 20 ppm
8. Residue on ignition NMT 0.1% -
9. Content of Fluorine 13.9% - 15.0% -
10. Sulfated ash - NMT 0.1%
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3. Lanmmmmw'uaamﬁmuaﬂm (Fwwmwiene)

3.1 Nams@mﬁmﬁ:ﬁqmmwwﬁmﬁ'mfn‘maa;jwﬁm (Certification of analysis) 'lums;uﬁa'uﬂm‘hazm

3.2 ianIanRiieneigunwianduvasiaend gy (Drug substance) ﬂﬂunwswﬁmm;’uﬁﬁmﬂmﬁaam
ﬁmaog{wﬁmmaz;ﬂ’wﬁmi’mqﬁu

3.3 luns@ifunafivusnanunnnii 2 9 ssdasddismmnnonanisénsn Long term stability aafifin
Wadnlunsdouguuans Lta:‘lﬁfumsmmu{mauanmimna’ﬁéwmwaw?ﬁ'ﬂ

3.4 lunsdidunzfiougnantasndi 2 2 EAINHULUIMNENIHANTANHIANUAIA VIR B
wadnlunsdougnuuaas Lm:vl,sﬁ"unﬁmmu%'mauaﬂmsmn@ﬁﬁwmwaw%ﬁ'ﬂ

3.5 LENFTURAINNUAIRIVBIENMENFUT 09T TN ARz rum IR U Il uanud Ty
ﬁl’ﬁﬁ'mjﬂw LLa:vTaaLLams']ua:tﬁﬂmeﬁoaaﬂﬂﬁaaﬁuﬁaQalmanmsﬁwﬁum
4. @2087981

4.1 diauanen dossadatnaenainiey 3 whguITIAmi Fududunmuaasnoazdoaldarudan
muﬁﬁ’mu@luﬁ”ﬁaqmauﬁﬁﬁﬁ‘lﬂﬁ’mﬁu
5. msﬂi:ﬁ'uqmmwmﬁdauau (uReNLANRITNITUUSEAR)

5.1 mﬁdwauﬁaaﬁmq’lﬂﬂ"hjﬁastfw 1 1 wunInsenay

5.2 mv;ma’mﬁdauau a:ﬁaoﬁaﬁmmmwmuln%’nsaaman'\smw"imsw:ﬁmjuﬁdwan

53 nstﬁﬁmmUsw'nn'ﬁv‘i’m’lstg'm‘i'aazhamﬁdmamﬁadomm?mﬁ:ﬁqmmw RUIBTITNNTIZIRIRD
fa9vanr08n9 Tmlq{mmm”aadomLﬁ'uﬁnmuﬁﬁmuﬁ%mmwmm‘ammSmﬁzﬁua:tﬂmjs”uﬁmjau
m‘l.'E'aj"nﬂﬁLﬁ‘mﬁao’lumsmaﬁmﬂ:ﬁqmmw nsrﬁﬁ‘wuinmhﬂﬂﬂﬂqumé’num:mm: WILTITNNTVD
gamind WisuRT s mMsEseTIMEIeInETa4 c{mmm:/w%e;\«fnﬁmluﬂ%dalﬂ

5.4 cjmm:ﬁaa%"uu,ﬂﬁwunfiam’lna’mmmq vﬁaLﬁaLﬁ@mnﬁauamwﬁ'mﬂs:mﬂﬂ6] nauinualaslif
Gawly
6. fiauaman () Gusanliuniindyannauasuiinue il

6.1 nszﬁwamsq’um’m"ﬁme:ﬁmi{mnnwiwmmam’mmwnﬁvlmﬂuvlﬂmummgwuiaﬁwmﬂ

6.2 NIHNAAN U m’nﬁﬂﬁgnﬁuntﬁuﬁmwnﬁ asamalagdnIIUANRNTINAMIEMNSIAEN Tuanaad
dygazdfaszang

6.3 nsrﬁwuﬂvzqumn'lwmnwamn"wﬁﬁmmwa@iaﬂszﬁwﬁwaLm:mmﬂaa@ﬁﬂ@ia;‘?ﬂwﬁ\lﬁum
7. ﬂﬁ'mswmwamauﬁw%‘lﬁuﬁmsmNﬁmﬁmfvi‘mﬁﬁﬂszi'agm‘%umﬁuﬁﬂﬂﬂﬁ’]ﬁ'mmﬂm:nsmms
awmsuazgnluszoziog 1 Jiewlutszmadssnmenandidnnsefing

nagIne  819899n
1 = British Pharmacopeia 2013
2 = The United States Pharmacopeia 35

(89%@)....r 0 e UszmunenIsums
(8970) ....... (—é&’_‘ ........... nITNNIT
(WNEIIWIRT MaITad) (WHNEMITUYT 3IURN)

wifismumsfitgaiisosizsse



i 24
IYazLd gaftbani+o IRWIZURUNA YLlaN&IIN5INTa l']?iﬂm‘ﬁﬁl’l

\azfl B3/ 2559
37801357 2 Anastrozole 1 mg Tablet

aalszmeadminguangsii | 7 Gf, 7558

1.B887  Anastrozole 1 mg Tablet

2. ansanianaly
2.1 puuy
2.2 gamsznay
2.3 MTUUIN
2.4 287N

wWuenide §mIUTuUsEMU

1u 1 e Usznaudroaien Anastrozole 1 mg

vrnluwagfifloavass wSo blister pack Uaaruanudule
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3. AMENLANINAKA

3.1 Finish product specification""

1. USnoudaendngy

90.0 - 110.0 % L.A. of Anastrozole

2. ldentification

@li’Jilmml’mﬁsquu Finished product specification

3. Dissolution

@319 Bi’mmuﬁs:q'lu Finished product specification

4. Uniformity of dosage units m’;’«:ri’mm&lﬁi:iﬂu Finished product specification

3.2 Drug substance specification @

AmANIANIINATA USP 35

1. USnmdandag

98.0-102.0% of the L.A of Anastrozole {on the anhydrous and solvent-free basis)

2. Identification AU

3. Water NMT 0.3%
4. Residue on ignition NMT 0.1%
5. Heavy metals NMT 0.001%

6. Related compounds

- Anastrozole related compound B : NMT 0.2%
- Anastrozole related compound C : NMT 0.2%
- Anastrozole related compound D : NMT 0.1%
- Anastrozole related compound E : NMT 0.1%
- Individual unspecified impurity : NMT 0.1%

- Total unspecified impurities : NMT 0.2%

- Total impurities : NMT 0.5%
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1. Bam Carboplatin 450 mg Injection

2. amanianaly
2.1 gluuy WussazsmoUnendals dwsude
2.2 dudsznay w1 Vial Usznaueae Carboplatin 10 mg/mL, U331@5 45 mL
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3. AMENAMIINAKA

Namim’sﬁmi’l:ﬁqmn'lwtﬂu‘lﬂmu Finished product specification LRz Drug substance specification ﬁa"‘mad
nnnasdsuatudsaie FeldransdoudedninauaninisumsaTmisuazen NINIWATITUFY natlndes
fsunldsnadedaaduativfiiisuinnielnini nsrﬁ"l&iLﬁmjwiuwiLﬂu"lﬂmuﬂs:mﬁnszmnmmsmqm 389
e Tl batil 1ﬂ”fuﬁuqaUﬁﬁwaoﬂm:nssumsﬂs:mmwmm

3.1 Finish product specification("

amalaNIInaia BP 2013
1. BSnudidegy 90.0 - 105.0% of the L.A. of Carboplatin
2. identification ATV
3. pH 50-70
4. Limit of cyclobutane-1,1-dicarboxylic acid NMT 1.0%
5. Bacterial endotoxins NMT 5.4 IU of Endotoxin/mL
6. Sterility AT
7. Particulate matter ATIINY

- ARMAYUIG >10 um 13iifin 6,000 auma
- BRMATWIA > 25 um laiiiu 600 aunn

8. Impurities - Impurity A (Cis-diamminedichloroplatinum 1) : NMT 0.25%
- Total : NMT 0.5%
9. Volume in containers PP TR
SN o s S
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3.2 Drug substance specification o

AmANIRNImMaTe BP 2013
1. WSunmeaenday 98.0 - 102.0% of the L.A. of Carboplatin (Calculated on the dried substance)
2. Identification AT
3. Appearance of solution Clear and colourless
4. Limit of cyclobutane-1,1-dicarboxylic acid NMT 0.5%
5. Chromatographic purity By liquid chromatography

- Impurity A (Cis-diamminedichloroplatinum I, Cisplatin) : NMT 0.25%
- Total : NMT 0.5%

6. Chlorides NMT 100 ppm
7. Ammonium NMT 100 ppm
8. Silver NMT 10 ppm
9. Soluble barium NMT 10 ppm
10. Loss on drying NMT 0.5%

o = Y - . a 2 o o e v v
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12 lusetunsiionen ne.1/s.1 vasnfiauamen WinumgazB vt aMIAUANA MM THIBINAA AT
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3. LINAIAMNMNIBILMLAUETIAN (FUUNINEND)
a & a o ¢ o a . . . oA a f
3.1 HaNIATIIATIHINNNAANIIBINER (Certification of analysis) lum;uﬂa\uﬂumamo
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5. Impurity / Related substance m’mmumuﬁi:qlu Finished product specification
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3.1 Finish product specification‘"

AMANTANINAKA BP 2013
1. Usnmdrendagy 95.0 - 105.0% of the L.A. of Pamidronate disodium
2. Identification AU
3. Bacterial endotoxins NMT 30 IU of endotoxin/mL
4.pH 6.0-7.0
5. Particulate matter ATIINU

- aYMATWIA > 10 pm liifin 6,000 auna
- aYMATUIG > 25 pm lailfin 600 aynin

6. Sterility ATIVHU
7. B-Alanine NMT 0.5%
8. Volume in containers ATIVHU
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3.2 Drug substance specification “

AanauamMIInaia ‘ BP 2013 3
1. PBanmasndngy 98.0 - 101.0% of the L.A. of Pamidronate disodium (anhydrous su bstance;
2. Identification AT
3. Appearance of solution ATIINIU
4. pH 78-88
5. Water 23.0% - 27.0%
6. Heavy metals NMT 20 ppm
7. Related componds - Impurity A (3-aminopropanoic acid
(B-alanine)) : NMT 0.5%
- Impurity B (phosphoric acid) and C (phosphorous acid) : for each
impurity, NMT 0.5%

ool ) w ) . P aud a a e wa Y
RANUWNE NIUNIANZLUSULIINTTIN (waive) NIATIINELT Lﬂﬂ:ﬁ‘ﬂﬂn'ﬁ‘lﬂ 1m;muammnmwanpumnanvl'lmum}ai‘ﬁmu

Gowludu g
1. ﬁwt.mmwn"]manmsmﬂﬁ%’uagzywmfuw:!,ﬂﬂm‘h%’umtﬁ‘ admiheludsindlng uszduas (dedare) unsanae
1.1 ldAgmstunzdoudium me.2 ne.3 no.4 wiueins i)
1.1.1 lunsdidunnfindalulssinalng nanefis no2
11.2 ‘lumtﬁ“fﬁﬂumﬁm]‘uﬁammn’amsq nuneie ne.3
1.1.3 lunsdimdugnihidrannensdssne nanofis no.4
12 ludmatunsdonn no.1/w.1 vasenfiauan waimuandaawas BMIMILANA AMWYBIN AN
awfidunzifiow  (finished  product specification) UAzTAATAUANNINYBITANAY (drug  substance
specification) nszﬁ‘ﬁ'agsw’mmsm&"ﬂuuﬂamnﬂmL'ﬁ'mau TADIUURVLBNENTRUWIMNWEBNTVBUR b (81.5)
VINW3BN finished product specification URZ/MI0 Drug substance specification Tasvaunlureoniulsznia
dszmanadiinmsefing uazliifiu 2 9 m Sudsznedsznianandidnnsafing
2. 1laNENITUTINATFIUNTHEALN
21 nadfiuantwlsanalng griadasiidumnmwtinewiiRaiusasnaspunsniamaunaninoeinas
AFmIfRalunIsHaALN GMP-PICS wialfinuii POINTENTNINTIINGY Tunaaeiiauane DAILEECLgHY
saumsasaraulasdnamsiusesfeiudszmadsnienaididnnsaing
22 ns@fiduaniudronndredsana HAadasldwInnienliReTUsasnasIumMINiasIay
WA TSR IUN1IHE ALY GMP-PIC/S W32 US cOMP vosstinadninatuaige arwsaunts
amreulaniinanssusesfaiulsznmadsznmenanfiannsefing
3. Lanmsqmmw'uaamﬁl.auaﬂm (Fuwimwene)
3.1 wamsanadiansamneiaiuivastie (Certification of analysis) 'I.umjuﬁaiuﬂué‘aasm
3.2 NamMIanRileneia M winnduasaanddny (Drug substance) ﬁl’ﬁ'lumwﬁ@\ms;uﬁdmﬂu@ﬁ GHgN!

o a

799 aa;\«fmﬁm g1 LLﬂzfé‘Naﬂl AnNAY

q

(@95).coor 0‘ 9/'\’“ ............................... ST FIUATUENTINMNT
(WEMASYRN Uszripnn)
N - 2.
(RIBD) oo e, NSNS (R9%8) ..o e, NITUNTS
(WHEMUIE  Na9sel) (WWINITUYN IUAW)

wﬁ'lﬁm’lumi?'lsqﬂﬁBomsse



3.3 lunsdidunzfongnanannnd 2 2 adaslidnwmnmwaunamsAnm Long term stability aafiiu
wandulunsdougnunugns Lm”lmumsmmmmauanmsmnwummwamwﬂ
3.4 lunsdidunadougnamiaondii 2 9 a:mawaummwmuwamsﬂnmmwmmmaammulﬁ'ﬁ'u
wandnlunzSouenauaas LLa:'lmun’rsmmusu*saaLanmsmnguéwuﬂwaw%ﬁ'ﬂ
35 Lanmmammwmsﬁmaammwé’am%’ama@hzJmsﬁwﬁmmzawmmsnw”wn”um”’:m'l.@"luﬂ’nmj”uiu
ﬁ‘liﬁu;jﬂw LLa:m"aameswa:tﬁ'm«faaaﬂﬂﬁaoﬁuﬁagalmanmsﬁwn"um
4. spteen
4.1 diauaman dasasaintnaeagion 3 WHUTIIAA T Sadudunuuansnessifoaldnsudau
munn’mm’lummaﬂmauumm"lﬂmmu
5. msﬂssnuﬁ;mmwmnawau (uaaaLanFIIMITULTEAW)
5.1 m-?'fﬁwaum"aaﬁmul‘ﬁ"lﬂ"l,&iﬁauniw 1 1 duaniusway
5.2 mwmmwa\mau rdasdsdnuwnwinglusiseasnamsaaieme umswnmuan
53 nsm‘nﬁmﬂswm'smmsaumamomnawamwaamsqmmﬂmﬂmmw WgTNTIzivnfe
foavadiani languina: maaamtwuanmummummUswmsamnmmﬁmLtaytﬂumuwmau
m'l’nmﬂﬂm:mjaﬂummsammswmﬂmmw nsmnwm'lmvluLﬂu"l,ﬂmuﬂmanwwmwu WL TTNTVD
a:nuawﬂmuwmsmm'smuaﬁmmmnmwao mnmw/manwam‘luﬂsamavlﬂ
54 ;ﬂwmmaasmﬂaﬂummamlnamﬂmq mamammmsmauamwmuﬂs:mﬂﬂS] naufwualas s
Foula
6. disuaman (Juw) Busauliunidndgannaunsutua aoi
6.1 nit‘ﬁwamsq’umw’ilm"lzﬁmﬁmnnsu%mmams‘mmwmﬂl&iLﬂu'lﬂmumm§1ua]'aﬁmua
6.2 NTUHRAN T m'ﬁﬁﬂﬁgnﬁﬂmﬁuﬁmwnﬁ piamalasdinnuannssunsamuszen lugsmuas

o

= ¢

CTTREEL HEE el
6.3 nsrﬁwuﬂtqummmmNamn"mfﬁﬁmadawaﬁaﬂszﬁﬂﬁwaua:mmﬂaaﬂﬁ’mia;jﬂwﬁv[ﬁ%'um

7. W8T TNNTY aaomﬁﬂﬁvhﬁuﬁmsmNﬁmﬁ’m‘ﬁmﬁﬁﬂi:fﬁgnL‘%Umﬁuﬁﬂﬂ HEUNINUAUSATINMT

suazenluszezIan 1 Jrawiudsmadssniamnesidnnsefing

Ranana 871989910

1 = British Pharmacopeia 2013

nIIuNIg

(WNE1TWIRT NaITaN) (WNRNMIWTYYT IIUEN)

W3 37i3yaRe03/2559



