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1. domn Anastrozole 1 mg tablet

2. ANl AnNa 1y
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2.2 dmdsznen  Usznaumedann Anastrozole 1 mg b 1 19
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3. amaNAMINAA

3.1 Finish product specificati

1
on( )

1. YSnadiendng

m‘amhumuﬁﬁ:lﬂu Finished product specification

2. ldentification

ATIN umuﬁsxq'lu Finished product specification

3. Dissolution

avavuanfiszylu Finished product specification

4. Uniformity of content

annehuaufiszylu Finished product specification

5. Water content

asrvrhuaufiszylu Finished product specification

6. Related compounds / Impurities

@li’lﬁlﬁ’mmuﬁix‘iﬂu Finished product specification

3.2 Drug substance specification : Anastrozole”

1. YSunudredey

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 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%

(W9EMIWIT neavTad)
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1 = General requirement YaINFTATUENTY Finished product zﬂLuJu Tablets

2 = The United States Pharmacopeia 38

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies u,a:@;ﬁa
mafnndlszivBuauazfrauyasandanineisn nesnIugusT SIENNUATIENTINMIDMITUAZEN

NIENTHRITITURY
/,
NV ! L’k/ ~
(83%0) ....... Owniner o3 Fmy USEFUAMENTINMT
WNEMIASYYN dieniamn)
—
4 ) — 4 //\V.,
[GRET2) T ATINNNS GRET2) N \{h ...................... nNITUNT
(WHEMIWIa NaITad) (WNETIUANR ANFUYR)

wifisrmumaiiyeiiB2a2s62



‘mxaztﬁzmqmé’nﬁmzmmzuum’hmanmsmsﬁ'ﬁgamiﬁ'mwfm
A
taan B24 /2562
sl
318071 2 Bleomycin HCI 15 1U/mg for injection
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1. #aen Bleomycin HCI 15 IU/mg for injection

2. amaniiaraly

21 juuyy Wukserdneanida dmsudadmasniiiond

22 dulsznay  Usznaudas Bleomycin 15 1U/mg 1% 1 Vial
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3. auaNANINAThA

. e e (142

3.1 Finish product specification™"®

1. ﬂ“smmei”zmﬁﬁﬂ"ty wﬂ'«amumuﬁi:q'lu Finished product specification

. Py

2. Identification ﬁ‘namum’mm:q'lu Finished product specification
3. pH m‘]ﬂmum'mﬁizq'lu Finished product specification
4. Sterility ATIU

5. Bacterial endotoxins mﬂ%d’m@nuﬁiquu Finished product specification
6. Particulate matter AN

- 1@ > 10 pm l3iiAiu 6,000/container

-9we 2> 25 pm Wifis 600/container

7. Appearance of the solution Clear and Colorless

8. Uniformity of dosage unit AU

9. Water content ﬂﬂi]mumuﬁ'iquu Finished product specification
10. Impurity / Related substance m’mvhu@nuﬁs:qlu Finished product specification
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1 = General requirement Ya3LNF1#13U&WIL Finished product FUWuLEN 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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5787157 3 Etoposide 20 mg/mL, 5 mL injection

aalszmedsvinguasesii G (0, 7562

1. 8o Etoposide 20 mg/mL, 5 mL injection

2. amasianaly

2.1 juny Dusmsszaodnaanda la swiudadmaanidand

2.2 dwmdsznay  Ysznauaualen Etoposide 20 mg/mL luatazanasunas 5 mL 1u 1 vial

2.3 MAULUTT usﬁ;’lum'nu:msqmﬁﬂﬂﬂﬂmm%a siauna type |

2.4 281N . s:q%am FIUUTRNOUAIN AN YUSTANINUT TUNR® i’uﬁvumq wwfinde wamadou
U waziSmsifiusnmnen 'l'i‘af.iwz?ﬂwuuuUﬁagn"mfrf

- UUMTUSUTINEN afmﬁaﬂﬁaqs:q%am Wiaamansdh damlsznay uasrwieany

AMALTIVBILN (§VTINER fuéuawq"lﬁ’mw

3. amANIANMIINAKA

3.1 Finish product specification"" @

1. ﬂimmmmmﬂ”mv 95.0 - 105.0% of the L.A. of Etoposide | 90.0 - 110.0% of the L.A. of Etoposide

2. Identification ATITHIN A3

3. pH 3.0-40 3.0-4.0

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

5. Bacterial endotoxins ATITNIN NMT 2.0 USP EU/mg

6. Benzyl alcohol content - 90.0 - 110.0%

(if present)

7. Sterility test AT ATIVAI

8. Particulate matter AT ATIIHIB
- 2UNATUIA = 10 pm
liitfin 6,000 ayna
- BUNIATWIA > 25 um
Lifin 600 aumn

9. Volume in container ATIIHU ATIHU

10. Impurity Cis-etoposide : NMT 2% NMT 3.0%

(WNRNMIUIRT NadTal) (WrEmUUine MguNa)
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1. (2)

3.2 Drug substance specification : Etoposide

- USunmudaendngy

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 ATHU

3. Appearance of solution ATIWU -

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%
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1. 8o Fluorouracil 50 mg/mL, 20 mL injection

2. amaaiana
X o o o W A o
2.1 uuuy Wuasazastnaanide s dsmsudadanasaiiand
22 dmdsznay  Wsenaudan Fluorouracil 50 mg/mL TugnsazansyFanas 20 mL 1w 1 Vial
P X A Y a (J @ (1.2)
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3. amdaniamainaia

3.1 Finish product sgecification""‘z’

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

1. ﬂ?uﬁtuéﬁMﬁ‘nﬂmv 90.0 - 110.0% of the L.A. of Fluorouracil

2. Identification ATV ATIVEIU

3. Bacterial endotoxins NMT 0.33 USP EU/mg of fluorouracil mnﬁlmumuﬁs:q'lu finished product
specification

4. pH 86-94 85-9.1

5. Urea - A5

6. Related substances - ATITHIW

7. Sterility AN AT

8. Volume in containers ATIVHIU

9.Particulate matter ATIVNIU ATIVN

- BHMATUIA =10 pm T

\fiu 6,000 ayme

- AUMAIUIA 25 pm

litAin 600 aunn
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3.2 Drug substance specification : Fluorouracil ""®

1. WBinudaendgay

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

(calculated on the dried basis)

98.5 - 101.0% of the L.A. of Fluorouracil
(dried substance)

2. Identification

ATIWIH

ATIHIN

3. pH

45-5.0

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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1. o Idarubicin HCI 10 mg injection

2. anansianahl
2.1 puuy Wuasazaels Unasnids dwiuda
22 dwdwnay  Usznavdan@len Idarubicin Hydrochloride 10 mg % 1 vial
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3. amdiAMInaie

3.1 Finish product specification o

i

90.0 - 110.0% of the L.A. of Idarubicin HCI

Qs

1. YSnmuarendram

2. Identification ATIINH

3. Organic impurities - Idarubicin 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 ATTHI
6. pH 30-45
7. Particulate matter AU

- a¥MATWIA > 10 pm Laitfiu 6,000 aumeA

- A4MATWI9 2> 25 pm litfin 600 sunn

8. Volume in container ATV
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3.2 Drug substance specification : Idarubicin Hydrochloride @

1. ﬂsmmmmﬁ'mzy 960 g - 1,030 pg of Idarubicin Hydrochloride/mg (calculated on the anhydrous basis)
2. Identification AU
3. Crystallinity AU
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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31 Nﬂn’ﬁm’lmLﬂﬂ”ﬂﬂmn'lwwamnm‘nma’llﬁﬂiﬂﬂlawwaﬁ (Certification of analysis of Finished product)
1umsunauﬂumamo

a
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