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318n15N 1 Anastrozole 1 mg tablet
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1.3887  Anastrozole 1 mg tablet

2. amaaianaly

2.1 guuuy Wusude dwsbsudenu

2.2 gwdsznay  Usenaueandasn Anastrozole 1 mg 1w 1 Lila

23 muzussy  unilwuseagliiisunand w3a blister pack Uoatunmusule
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3. AnANLAMIINARA

3.1 Finish product speciﬁcation“)

1. Wumaendngy ﬁswmu@nuﬁszuﬂu Finished product specification
2. ldentification m’mﬁ’mmu'ﬁ's:q‘lu Finished product specification
3. Dissolution @lﬂﬂmum&lﬁ'szﬁu Finished product specification
4, Uniformity of content ﬂi’lﬁwhumuﬁ.ﬁqlu Finished product specification
5. Water content ﬂﬂw"mmm’l.i:q'lu Finished product specification
6. Related compounds / Impurities @ﬂﬁ)mumuﬁizq‘lu Finished product specification

3.2 Drug substance specification : Anastrozolem

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

2. ldentification ATIWNU

3. Water NMT 0.3%

4. Residue on ignition NMT 0.1%

5. Heavy metals NMT 10 ppm

6. Related compounds - Desmethyl anastrozole : NMT 0.2%

- Anastrozole dimer : NMT 0.2%

- 5-Bromomethyl anastrozole : NMT 0.1%

- 5-Dibromomethy! anastrozole : NMT 0.1%
- Individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 0.5%
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2. Drug substance specification RT3 nluiienzivaunia drug substance w3aludinTzw drug substance 189
Hidasduiegy avuleatunite f‘mﬁmmﬂaﬁmﬂ:ﬁﬂmnnﬁ’w’aﬁﬁmuﬂ
3. Nan‘lmﬁﬁl.m’l:ﬁqmn’lwm uluana Finished product specification W& Drug substance specification
Foldaanzifoudodin NuA BTN TN TUSLEN NIENTHNTIUTY nIdqusuTEnumaiavesn
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1. Lanmsmsvld's“uagxzy'\mfumtﬂﬂuoh%’uf_ruﬁai‘]"mma'luﬂs:ma'lm uasdIUA9 (declare) UNINR®
1.1 'luﬁﬁﬂ”rynﬁ'funnﬁuus‘hs“uzn (N8.2 NB.3 N84 URILANTTH)
1.1.1 Wwnsdifdusindalutszmelng wanods ne.2
11.2 Iunsﬁm"tﬂumﬁm%Lﬁ'ammﬂaussg wuedly ne.3
1.1.3 Tunsdimdugingrandradsane wanodls ne.4
12 ludvadunadouen ne.1/e.1 vasenfianenm w%’auﬂnauﬁuw"ziamsmuquqnmwmaqwﬁwﬁ’m‘ﬁ
mu‘?fifmnﬁuu (finished product specification) Lm:’fl'aﬁ'muﬂqmn’lwmao’fmqﬁﬁ (drug substance
specification) mz’iﬁagﬁ:wiwm‘nﬂﬁuuuﬂmurﬂmﬁ'm&u wRBIUBLIEATTIIMMNEIENTau l (8.5)
y oy finished product specification WAZ/n30 Drug substance specification lapvaunlynauiudszna
dszmanmdidnniafing uazlaiiiu 2 9 o Sudemadszmenadildnnsaiing
2, 12NAITTUTDINNITIRNITHARLN
24 nsdifudalwlsanalng gﬂ”uﬁm’mﬁmnms%’usmmmgmmmﬁmmmwé’nmwﬁuaz’aﬁnwﬁﬁu
MIWA#E PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiianu PIC/S participating authorities
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3. ansqmmmaomﬁmuaﬂm (Snwinwang)
3.1 namaTleTAgmmARRanusiend§aguasiivEe (Certification of analysis of Finished product)
lums;uﬁdatﬂuﬁ'aar_iw
3.2 namIaTviianzigunwiagfuvasdiendnny (Certification of analysis of Drug substance) Al
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1 = General requirement VaILNATAIILFINTY Finished product JULUY Tablets

2 = The United States Pharmacopeia 38

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Lm:@:ﬁa
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3189n15N 2 Bleomycin HCI 15 IU/mg for injection

aalsEmMASIninguassh

1. #omn Bleomycin HCI 15 IU/mg for injection

2. amaaiamly

2.1 guuuy Wuniendnaanida dmsudadmasadond

2.2 dwdsznay  1sznaudas Bleomycin 15 IU/mg 1% 1 Vial

2.3 MIULUIN uw«g‘lummu:ussqmﬁﬂﬂmﬂmnL‘Bra

2.4 amn - s:q%am fulsznouIEFIAYLAZAINLTY TUNE® ':”uﬁyumq WTKEe uazaY
nafoudive wATmafuinmeniadudanuunu i

- UWMBUSUTIEN aﬂnaﬁaﬂﬁaaszq’ﬁlam wiaTomimsdn dmUsznaLuasIINaAY
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3. amdAnisNvInaka

3.1 Finish product specification'™?

1. WSnmeaendngy m‘mmumuﬁ‘s:q‘lu Finished product specification
2. Identification m’mmumuﬁ‘anl’lu Finished product specification
3. pH Gli’l’«i;h%@l’l&l'?ii:g'l.t{ Finished product specification
4, Sterility AU

5. Bacterial endotoxins m’mu”mﬂ’mﬁi:qlu Finished product specification
6. Particulate matter ATIFHIU

- 2w = 10 pm 1alifin 6,000/container

- 9w = 25 pm lalifin 600/container

7. Appearance of the solution Clear and Colorless

8. Uniformity of dosage unit A

9. Water content ﬂﬂﬂmumuﬁiquu Finished product specification
10. Impurity / Related substance @li’mu"mmalﬁ‘::qlu Finished product specification
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2. Drug substance specification RvvsannludinTzWawWia drug substance Wial1AlaTiew drug substance 18
Hwdamduiagyl atvleatunite %eﬁmwmiﬁmﬂ:ﬁmunnﬁ'ﬁaﬁﬁwm\
3. Namsmw%mﬂ:ﬁqmwwm uldaw Finished product specification Wae Drug substance specification
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1. Lanmsmﬂé’i‘uagzywifm:tﬁum‘iﬁumw‘w‘a'«iwminﬂluﬂi:mﬁ‘lm uazd1uAd (declare) UWABINR®
1.1 luddymsiunadoudive me.2 no.3 no.4 udueind
1.1.1 lunsdifidusiingaludsanelng waneds ne.2
11.2 ’lun‘stﬁﬁtﬂummtﬁwLﬁ‘an'rsu,ﬂamsg nuede no.3
1.1.3 lunsd@ifdugtigrondedsana nanodls no4
12 ludetunadouen no.1/0.1 vaseniauanm wisumgazisaRtanaunuAWIBINE AR
muﬁi‘fumtﬁw (finished product specification) uazﬂfaﬁ'mummmwmaﬁmqﬁu (drug substance
specification) ﬂ‘itﬁﬁaE‘Jﬁ:ﬂ‘i']{lﬂ"lﬂﬂsﬂmlﬂmI.Lfﬂ"l]l.ﬁlmaw whAswwun@MIIIwIMWIenIvaut v (2.5)
¥ W3Ba finished product specification Waz/%38 Drug substance specification laguauilunauindsene
drmenmdidnnseding uazlifu 2 § o udszmadsznienandilinnsafing
2. 1I2NATTUTRINIATFIRNITHAAL
21 nsdifiswAalusanalng frdadaifienmaiusennaspunisnaammunaninisiuasisnsnalu
mMIHEaL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasmuiagau PIC/S participating authorities
wie fanmsiusaamnaspumsniasmunaninmaiuaziinsnalumIniagvssdminauanenssuns
2IMIUAZEN NIZNTENTITURY Fatvuadulosfausesndesuasrmfisunundninasiuazdsmsnalu
nswaagn PIC/S lunuaasfilauavie avudrgamusaunsaTasavlasiinanisiusesfsiudszne
dsznmanmdidnnsafing
2.2 nydifidweningroineeszne grdadasiiianmyivsannaspunindaeeamaninaiua:
Emsialumsnaatn GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lagmiiaeiny PIC/S
participating authorities W38 GMP clearance alusgaaNsaun1IaTIaRay lasdanisiusasiviudszmea
Urzmanmdidnnsaiing nIeagaasadn ududnsdl
3. tanmsqmmwmaamﬁtauaﬂm (Funwmnang)
3.1 HanmIanTIenzRg M wNRan g TauesEa (Certification of analysis of Finished product) 1
ms;uﬁaimﬂuﬁ"mam
3.2 iamIaTnlieneiamnwingAuuasdaendAly (Certification of analysis of Drug substance) Alslu
msnﬁmmiuﬁdatﬁuéﬁaf.i'mfmaoﬁwﬁmmua:p{wﬁmquﬁu
3.3 enmwlanangmiuiuanudunuiszniviunmwiavesiagavuesaaendny (Drug substance)
78 3.2 fufumInAavaIndaAizndusagy (Finished product) 79 3.1
3.4 HaM AN Long term stability maamhemq’uaomﬁi‘fuw:tﬁuu"ﬁﬁuﬁwﬁm'mﬂnwnﬁun'\sa'lmsua:
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5. miﬂszﬁ'uqmmwmﬁﬁwau (uwandana1TMTIUYENN)
5.1 mﬁa’ouaue‘x’aaﬁmq’lﬂﬁ”laiﬁanmh 1 9 duaniuday
5.2 m‘qmmﬁa’ouau a:@i’am’qﬁwm’m‘md‘m‘lm%’mamammﬂﬁmﬁ:ﬁmjuﬁﬁwau
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5.4 cﬂi’mua:é’m%’mﬂﬁﬂumlﬁam'lné”nmmq u?mﬁaLﬁﬂmﬂéauamwﬁ'wﬂs:mﬂﬂ*} feudmualaslid
Fau'ly
6. fianaman (§1y) Busanlianiindyanienasuimwa aoil
6.1 nadinemsguasienziendl lasnsuinenmansnisunndniowasyfifimenldunasgu ISOnEC
17025 Litdwlyamainasgpwtammualudssnadsznianm
6.2 NIHHAAN T U'\’ﬁﬁﬂﬁgnﬁumﬁuﬁmwnﬁ' ssamalasdinnuanaTIIMIMIuesn Tusaanvas
fygezdaszang
6.3 nsrﬁwuﬂijmqtumwmnwamﬁm‘rfﬁmmNa@iaﬂszﬁn“ﬁwaua:ﬂ'zmﬂaaﬂﬁh@imsﬂwﬁ"lﬁ%’um
7. mwﬁ’ﬁmwaao’:uﬁw%‘lais‘"uw‘msmNﬁmn"mwfmﬁﬁﬂizi'ﬁgnL‘%'zmLﬁuﬁuTﬂuﬁ‘mﬁ'mmﬂm:nssums
amTuazenluszuziaan 1 ddauiudsemeadsemanmdidnnsafing

wngwg 91989970
1 = General requirement YAINFBASUF WU Finished product gﬂuuum Powder forlnjections '
(Parenteral preparations)
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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‘S’lzlmi‘ﬁ 3 Etoposide 20 mg/mL, 5 mL injection

AU sENAIININ CHE gt g}

1. 80 Etoposide 20 mg/mL, 5 mL injection

2. anantiana lu

2.1 uuy Wumsssodnannids s dsmsudadmaaadaad

22 dmmdsznay  Usznauedan@len Etoposide 20 mg/mL luansazatudTunas 5 mL 1w 1 vial

2.3 MIULUTN ussq’lumw:msgmamﬂﬂﬂmm%'a sfauna type |

2.4 a3 - nq%am MU RNBLAILNEAYUITATINUT TUNER fuﬁumq \ufinde wanadou
@3 waziimafivshwen Hadwianuuuussarimed

- UUMTUSUITIEN adﬁoﬁaum’aaﬁq%‘am wiafamamsd Famusznay ussuman Ny

ATIUTIVBIL LavfinGe 'Tuﬁvumq‘h”'ﬁ’ﬂmu

3. amENUANMIINATA
(1), (2)

3.1 Finish product specification

1. YSanmasdnay 95.0 - 105.0% of the L.A. of Etoposide | 90.0 - 110.0% of the L.A. of Etoposide

2. Identification AU AT

3. pH 3.0-40 3.0-40

4. Alcohol content - 90.0 - 110.0% of the L.A. of n-propyl
(if present) alcohol

5. Bacterial endotoxins ATITHIN NMT 2.0 USP EU/mg

6. Benzyl alcohol content - 90.0 - 110.0%
(if present)

7. Sterility test AT AT

8. Particulate matter ATIVHIU AU

- UYNIATUIA > 10 pm
liifin 6,000 ayma

- IYNIATUIA > 25 pm
laifin 600 auma

9. Volume in container ATIHU ATIVHU
10. Impurity Cis-etoposide : NMT 2% NMT 3.0%
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(1), (2)

3.2 Drug substance specification : Etoposide

1. ﬂ?mm@ﬁmﬁ’}ﬁ'ﬁg 98.0 - 101.0% of the L.A. of Etoposide 95.0 - 105.0% of the L.A. of Etoposide
(anhydrous substance)

2. Identification AT ATIHU

3. Appearance of solution 3TN -

4. Specific optical rotation -106 to -114 (anhydrous substance) -110° to -118°

5. Related substances - Impurities B, C, D, E, N : for each impurity , - Lignan P : NMT 0.5%
NMT 0.2% - Picroetoposide : NMT 1.0%
- Impurities O : NMT 0.15% - Total impurities : NMT 2.0%
- Unspecified impurities : for each impurity ,
NMT 0.10%
- Total : NMT 1.0%

6. Heavy metals NMT 20 ppm NMT 20 ppm

7. Water NMT 6.0% NMT 6.0%

8. Sulfated ash NMT 0.1% -

9. Residue of ignition - NMT 0.1%

wanzme 1. nitifsamadoudimaiu waive) maamaseLinTeinomala 'l.v\"ﬁmmmLanmmé’npuﬁ‘mdnﬂﬁ‘i’uagu“ﬁﬁ"m
2. Drug substance specification Anrsannluliameaasinia drug substance wialuAiaTiew drug substance 189
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3. wamsarTnssinmnmen wiwlanw Finished product specification Waz Drug substance specification 71
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9 Qs ! < o Qs e/ [ )
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378NN 4 Fluorouracil 50 mg/mL, 20 mL injection

aalszmadsninguaszsii

1.8881  Fluorouracil 50 mg/mL, 20 mL injection

2. amansanaly

21 guuy umezapunannds le dmvdadmsanfond

2.2 dwmuszney  Ysznaudan Fluorouracil 50 mg/mL luansazanaysuias 20 mL 1 1 Vial

23 mauzuIn u'm"lum'nu:msqmaﬂﬂswﬂmm’fa'nﬁ@mmtﬁa type | Lm:ussqﬁ'mvfﬁam"mm e

2.4 a8n - s:q%am SInUTzNaLMIIEIAYUALAINLTY TUNRA fuguaﬂq WIAinde uaziay
nzfoudrsue u,a:‘iﬁn'mﬁu%'nmﬂﬂ'z”ar.m'&’mwuuussqﬁ'mfﬁ

- UWMIHEUIIEN aahaﬁami’aaszq%‘am wiafamemsd dmLsnauuaznany

ANNUTIVBILN LavfinGa 'S'uﬁvumqvl'i"ﬁmw

3. amaNaMuInaha

(1,(2)

3.1 Finish product specification

1. USinmdaendnag 90.0 - 110.0% of the L.A. of Fluorouracil | 90.0 - 110.0% of the L.A. of Fluorouracil

2. Identification AU ATIY
3. Bacterial endotoxins NMT 0.33 USP EU/mg of fluorouracil mﬂﬁldﬂumu‘ﬁ‘szq‘lu finished product
specification

4. pH 86-94 85-91

5. Urea - ATIU

6. Related substances - ATIINN

7. Sterility AT A529HU

8. Volume in containers ATIVHIU

9.Particulate matter AU ATITHIU

- BUMATMIA =10 pm i
\fin 6,000 aume

- BYMABUIA >25 pm

livfin 600 auMA
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3.2 Drug substance specification : Fluorouracil ™

1. USnmdaendny

(calculated on the dried basis)

98.0 - 102.0% of the L.A. of Fluorouracil,

98.5 - 101.0% of the L.A, of Fluorouracil

(dried substance)

2. ldentification

AU

AU

3. pH

45-50

4, Impurity F and G (Urea)

- Fluorouracil related compound F : NMT 0.25%
- Urea : NMT 0.2%

- Impurity F : NMT 0.25%
- Impurity G : NMT 0.2%

5. Related substance / Organic

impurities

- 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 20 ppm 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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3780150 5 Idarubicin HCI 10 mg injection
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1. 8o Idarubicin HCI 10 mg injection

2. amasiona ly
2.1 pluwy Wussazanels Unasnids dwmsuda
2.2 dwsznay  dsznaudaueaen Idarubicin Hydrochloride 10 mg 1w 1 vial
2.3 MIULUTTY msq'lumm:ussqmﬁﬂﬁﬂﬂmm"fa Yaaruuge
2.4 981n - s:q%am MU RNBUANFRYURIAINUTI TUNRR i’uﬁvumq woinde mmadou
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3. andaniamanana

3.1 Finish product specification o

1. dTnmardngy 90.0 - 110.0% of the L.A. of Idarubicin HCI
2. ldentification ATIU
3. Organic impurities - |darubicin aglycone : NMT 2.5%

- Dianhydro idarubicin aglycone : NMT 0.5%
- Any other individual impurity : NMT 0.5%
- Total impurities : NMT 3.5%

4. Bacterial endotoxins NMT 8.9 USP EU/mg of Idarubicin HCI
5. Sterility ATIVHIY
6. pH 30-45
7. Particulate matter ATITHIU

- a%MAIUI9 > 10 pm it 6,000 aune
- a3MAIwIa > 25 pm hitfin 600 auma

8. Volume in container ATIVHIN
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3.2 Drug substance specification : Idarubicin Hydrochloride o

1. YTy 960 pg - 1,030 pg of Idarubicin Hydrochloride/mg (calculated on the anhydrous basis)
2. |dentification ATIHIU
3. Crystallinity a7
4. pH 5.0-6.5
5. Water NMT 5.0%
6. Chromatographic purity - Any individual impurity : NMT 1.0%
- The sum of all impurities : NMT 3.0%
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