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i‘lzlmiﬁ 1 Ceritinib 150 mg capsule
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3.1 Finish product specification'"”

1. YSanadasndeny mdﬁwhumwﬁszq‘lu Finished product specification
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Uniformity of weight (mass)
5. Impurity / Related substances m’sﬁm'\umuﬁizqh Finished product specification
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3787190 2 Fluorouracil 50 mg/mL, 20 mL injection
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1.%as1  Fluorouracil 50 mg/mL, 20 mL injection

2. ansaaianalil

2.1 giluyy Dumsazasdseannigs la FmIudannasaldandn

22 swszney  dsznausas Fluorouracil 50 mg/mL uasazaneySnas 20 mL 14 1 Vial

2.3 MTULLIN ussa‘lummmssammﬂswﬂmnvnammmum type | LLawmmnm‘nﬂaonuum( @)

24 asn - s*u’nam fIusznaudm e gLazANNLI Tunba maumﬂ WuTinGe uazia
nzifoudriven LLanﬁmsmusnmm‘hamwmwuummnmm
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3. AMANIANIMAKA

3.1 Finish product specification"”

1. YSanman mehﬂ?y 90.0 - 110.0% of the L A. of Fluorouracﬂ 90.0 - 110.0% of the L.A. of Fluorouracil

2. |dentification ATIU v AT

3. Bacterial endotoxins NMT 0.33 USP EU/mg of fluorouracil m’mﬂhumw‘ﬁ'ﬁq‘lu finished product
specification

4. pH 8.6-94 8.5-9.1

5. Urea - ATITHIU

6. Related substances - RIIINU

7. Sterility AT AT

8. Volume in containers AT ATINIU

9.Particulate matter ATIWIU ATIIU

- BYMAVUIA > 10 ym

aiiAu 6,000 aume

- ABNIATUIN > 25 pm

TaiAin 600 aunA

(CE 1) W > N NTINNT
(WNEIUIFT NadTey) (WHFIUUANS HIFI)
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3.2 Drug substance specification : Fluorouracil "®

1. Banmdandrary

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. ldentification

e DALY

ATIIN

3. pH

4.5-50

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

- Fluorouracil related compound A : NMT 0.15%
- Fluorouracil related compound B : NMT 0.15%
~ Uracil : NMT 0.15%

- Fluorouracil related compound E : NMT 0.15%
- 5-Methoxyuracil : NMT 0.15%

- Any individual unspecified impurity : NMT 0.10%
- Total impurities : NMT 0.5%

- 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. Sulfated ash - NMT 0.1%
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51801150 3 Ifosfamide 1 g for injection

muﬂszmﬁﬁ'\mi’ﬂquaﬂﬁmﬁ

1. o Ifosfamide 1 g for injection

2. amaniianaly

2.1 guuuy Dusndsiaannids dwsuda

22 dwmdsznay  Usznaudauaaen fosfamide 1 g 1w 1 vial

2.3 MIuzUTR Uﬁq'lumw:ussqmﬁﬂﬂﬂﬂmm%aflwm’in

2.4 2870 . s:q'fsam dnUsznaud It SN YURTANNLTY Tunla i’uﬁyumq \WfinGa uazwy
nafoudiive uezifnmivinmenlistedanuunussarioe

- URMTUZUTIIEN athoﬁaud’amq%‘am wiafemamsen damUsznauuaz ey

WHIYBILN 1nTTINES i’uﬁuumq'l’:”’ﬁ'mu

3. AmANLGNMIMAKA

{1h(2)

3.1 Finish product specification

e

1. Yhnudendagy 90.0 - 110.0% of the L.A. of Ifosfamide 95.0 - 105.0% of the L.A. of Ifosfamide
2. Identification AU ATIVU
3. Constituted solution / AU (Clear) AU (Clear)

Appearance of solution

4. Bacterial endotoxins NMT 0.125 USP Endotoxin Unit/mg AU

5. pH 40-7.0 40-70

6. Water NMT 0.3% NMT 0.5%

7. Sterility ATIIIN AT

8. Uniformity of mass ATITHIU ATIIU

9. Related substances - - Impurity A or Impurity C : for each impurity,
NMT 0.25%

- Impurity B : NMT 0.15%
- Unspecified impurity : NMT 0.15%

- Impurity E or Impurity F : for each impurity,

NMT 0.25%
10. Particulate matter ATIU ATIIIU
- DUMATWIA > 10 pm
Liifin 6,000 aymn
- BUNIATWIA > 25 pm
Liifiu 600 aymn
(E‘N'ﬁﬂ)w ............................ ﬂi:muﬂm:nﬁums
@wanMesyyn Yserionw)
-
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3.2 Drug substance specification : Ifosfamide ""?

- Snudimndey 98.0 - 102.0% of lfosfamide 98.0 - 102.0% of lfosfamide

(anhydrous substance) (anhydrous substance)
2. Identification AU ATIINU
3. Appearance of solution - AN
4. Acidity or alkalinity or pH 40-7.0 ATIIHB
5. Optical rotation - -0.10° to +0.10°
6. lonic chloride / Chlorides NMT 0.018% NMT 100 ppm
7. Heavy metals NMT 0.002% NMT 10 ppm
8. Water NMT 0.3% NMT 0.5%

9. Chloroform-insoluble phosphorus | NMT 0.0415% -

10. Limit of 2-chloroethylamine NMT 0.25% -

hydrochloride

11. Sterility ATIINH -

12. Bacterial endotoxins NMT 0.125 USP Endotoxin Unit/mg -

13. Related substances - - Impurity A or Impurity C : for each impurity,

NMT 0.25%

- Impurity B : NMT 0.15%

- Impurity E or Impurity F : for each impurity,
NMT 0.25%

- Unspecified impurity : NMT 0.15%
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318NN 4 Oxaliplatin 50 mg injection

ANUsTMAIINIR CHERgE a1

1. famn Oxaliplatin 50 mg injection

2. amanianaly

2.1 uwy Wusmazasla WiF Usenids dwmstdadnasaiiand

2.2 dwmdseney  Usenaueay Oxaliplatin 50 mg 14 1 Vial

2.3 MPULUITY msqlumw:ﬁwm“umsqmﬁmﬁmmuﬁ'z type I Unenida Lm:mwﬁm'ﬁﬁaaﬁ'uum

2.4 asn - s2yTan dmsznaudmiAguazaILse Sunda fuﬁvumq Wwfinda wunzdou
Fsuen ua:"a%mﬂﬁufﬂmm'l'a’as.ma?mauuumsqﬁmvf

- LWMTUTLIIEN adwqﬁfauﬁamq%am WiaHamImsi F MU N aLLRTIMIAAAILT)

289tN LaufinEe 1”u§umq'h"’3’mau

3. AMENUANIINARA

3.1 Finish product sgecification“’

1. Snudaeday | 90.0 - 110.0% of L.A. of Oxaliplatin
2. Identification AU
3. Impurities 1. Oxalic acid : NMT 0.6%
2. (SP4-2)-Diaqua [(1R,2R)-cyclohexane-1,2-diamine-N,N] platinum : NMT 0.65%
3. Diaquodiaminocyclohexaneplatinum dimer : NMT 0.5%
4. Any individual 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 ATITHIU
6. pH 40-70
7. Particulate matter AU
- DBUMAIWIA = 10 pm i 6,000 aynn
- aymALWIa > 25 um LitAu 600 aynn
8. Volume in container AT
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3.2 Drug substance specification : Oxaliplatin")

1. YSunmaaendegy 98.0 - 102.0% of L.A. of Oxalipiatin (dried substance)

2. Identification AN

3. Silver NMT 5 ppm

4. Heavy metals NMT 20 ppm

5. Platinum 48.1% - 50.1% of the Oxaliplatin (dried basis)
6. Related substances - Oxalic acid : NMT 0.1%

- Oxaliplatin related compound C : NMT 0.1%

- (SP-4-2)-diaqua [(1R,2R)-cyc|oohexane—1,2-diamine-N,N] platinum : NMT 0.1%
- Diaquodiamino-cyclohexane-platinum dimmer : NMT 0.1%

- Any individual unspecified impurity : NMT 0.1%

- Total impurities : NMT 0.3%

- Oxaliplatin related compound D : NMT 0.1%

7. Acidity HIIHU

8. Bacterial endotoxins Not more than 1.0 USP EU/ mg

9. Loss on drying NMT 0.5%

10. Microbial limits ~Total aerobic microbial count : NMT 20 cfu/g

-Total combined molds and yeast count : NMT 5 cfu/g

11. Specific optical rotation +74.5° to +78.0°
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378NN §  Paclitaxel 300 mg/50 mL injection

muﬂszmﬁﬁ'wi’nquaﬁﬁmﬁ

1. 8amn Paclitaxel 300 mg/50 mL injection

2. anvasnianaly
X [ a °
2.1 guyy Wussszmuinannitis dansudadimaanidanda
2.2 gawdsznay  Usznaudasaaen Paclitaxel 300 mg lu 50 mL
Ly & ()] a AT LA
2.3 MAULUINY ussq'lumﬂumﬁﬂﬁmnma Type | uasussgnmsilasnuuas
A ' o o v “ A e X ad a o
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3. auANIGNIINAKA

3.1 Finish product specification("

1. USnmaaendngy 90.0 - 110.0% of the L.A. of Paclitaxel

2. |dentification ATV

3. Bacterial endotoxins NMT 0.67 USP Endotoxin U/mg of paclitaxel
4. pH 30-70

5. Limit of degradation products - Baccatin Il : 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 ATV

7. Particulate matter AT
- ayMATI@ 2 10 um Lilfiu 6,000 aymn
- BUMATWIA 2 25 pm ‘hitfiu 600 eymn

8. Volume in container a719HIu
¥r
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3.2 Drug substance specification :

Paclitaxel "

1. WRnmdrendrdy 97.0 - 102.0% of Paclitaxel (calculated on the anhydrous, solvent-free basis)

2. Identification [Nl

3. Specific rotation 49° to -55.0°%(calculated on the anhydrous, solvent-free basis)

4. Microbial enumeration test & Tests for | - Total aerobic microbial count : NMT 100 cfu per gram
specified microorganisms - 'hiwm'fi) Staphylococcus aureus, Pseudomonas aeruginosa, Salmonelia

species URE Escherichia coli

§. Bacterial endotoxins NMT 0.4 USP Endotoxin U/mg of paclitaxet

6. Water NMT 4.0%

7. Residue on ignition NMT 0.2%

8. Heavy metals NMT 0.002%

9. Related compounds A. n3tl Paclitaxel isolated from natural sources or produced by fementation

- Baccatin Ill : 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 semisynthetic process.
- 10-Deacstylbaccatin Ill : NMT 0.1%

- Baccatin {ll : NMT 0.2%

- Photodegradant : NMT 0.1%

- 10-Deacetylpaclitaxel : NMT 0.5%

- 2-Debenzoylpaclitaxel-2-pentencate : NMT 0.7%

- 7-Epipaclitaxel : NMT 0.4%

- 10,13-Bissidechainpaclitaxe! : NMT 0.5%

- 7-Acetylpaclitaxel : NMT 0.6%

- 13-Tes-baccatin II! : NMT 0.1%

- 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%

(33%2)................. O\V‘“ . ... S Ussuanenssung
(BNEMEsYY Userionw)
—
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(GRNE) e nITUNTT [GEY12) S N SR nITNNT
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3.2 Drug substance specification : Paclitaxel (Gia)

9. Related compounds (¢a) - n-Butyl analog : NT 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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2. Drug substance specification wmsm’mn‘lmmﬁmmawwam drug substance %38lu3aT=W drug substance 1184
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