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i’]ﬂmi‘ﬁ 2 Carboplatin 450 mg injection
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1. #omn Carboplatin 450 mg injection

2. amansianaly
2.1 3uuuy Dussazmedaenidels smsiida
2.2 gwmdnay  Usznaudae Carboplatin 10 mg/mL, USunas 45 mL 1u 1 Vial
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3. AMANUANMINAKA

3.1 Finish product specification“)

1. Sunmdrendny 90.0 - 105.0% of the L.A. of Carboplatin

2. Identification AT

3.pH 50-70

4. Limit of cyclobutane-1,1-dicarboxylic acid NMT 1.0%

5. Bacterial endotoxins NMT 5.4 1U of Endotoxin/mL
6. Sterility ATIIHY

7. Particulate matter ATIIHU

- 8umMAIWIa >10 pm ‘litfin 6,000 ayme
- aUMATWIA > 25 pm Wilfin 600 ayA

8. Impurities - Impurity A (Cis-diamminedichloroplatinum I1) : NMT 0.25%
- Total : NMT 0.5%

9. Volume in containers aTINU
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3.2 Drug substance specification : Carboplatinm

1. Yanasndndy 98.0 - 102.0% of the L.A. of Carboplatin (Calculated on the dried substance)

2. ldentification ATIINU

3. Appearance of solution Clear and colourless

4. Limit of cyclobutane-1,1-dicarboxylic acid NMT 0.5%

5. Chromatographic purity - 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%
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1. Bam Cyclophosphamide 1000 mg for injection

2. amasiana by

2.1 3uluuy Wumssntsaaniids dnsude

2.2 sudsensy  Usznaudiedasn Cyclophosphamide 1000 mg 1w 1 Vial

2.3 MIUTVIN msq'l.umw:msgmﬁmﬂﬁﬁmnL’Tjra

2.4 28N - szifnam FIUUTENAUMENFERTIUITANUTY TUKEA 'S'uf«’yumq \finde waziay
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3. AMENTANIIINAKA

3.1 Finish product speclflcation( M2

ﬂmauum' mmm Ao f _ usp 38

1. ﬂsmmmmﬁmm 90. o - 110 0% of the L.A. of anhydrous 92.5 - 107.5% of the L.A. of anhydrous
Cyclophosphamide Cyclophosphamide

2. Identification ATIINU AU

3. Bacterial endotoxins NMT 0.20 USP Endotoxin Unit/mg of AT
cyclophosphamide

4. pH 3.0-9.0 40-6.0

5. Uniformity of dosage units ATIHIU ATIHIU

6. Constituted solution ATIIHIN ATV

7. Sterility Tests ATITHIN AU

8. Related substances _— Any impurity : NMT 1%

9.Particuiate matter ATITHIU AU

- BUMATWIA > 10 pm Wiifiu

6,000 ayma

- GUWMATIIA > 25 pm Livfiu

600 ayA
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3.2 Drug substance specification : Cyclophosphamide™®

1. ﬂ?&nmﬁ"amé’lﬁiﬂu 97.0 - 103.0% of Cyclophosphamide 98.0 - 102.0% of Cyclophosphamide
(anhydrous basis) (anhydrous substance)

2. Identification AU ATIWU

3. Appearance of solution - Clear

4. pH 39-741 40-6.0

5. Limit of Propanolamine NMT 0.025% -

6. Related substances / - Cyclophosphamide related compound D Any impurity : NMT 1.0%

Degradation products : NMT 0.06%

- Cyclophosphamide related compound C
: NMT 0.06%
- Cyclophosphamide related compound B
: NMT 0.06%

- Cyclophosphamide related compound A

: NMT 0.06%
- Any unspecified impurity : NMT 0.06%

7. Chlorides NMT 0.033% NMT 330 ppm

8. Phosphates NMT 0.01% NMT 100 ppm

9. Heavy metals NMT 20 ppm NMT 20 ppm

10. Water 5.7% - 6.8% 6.0% - 7.0%

11. Bacterial endotoxins NMT 0.0625 USP Endotoxin Unitimg of -
Cyclophosphamide

12. Sterility Tests ATIHIU -

< 'Y Y o au] a a 4 " aam
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3780115N 4  Gemcitabine 1 g for injection,~

aulszmMadIminauaTsih - § (A 25621

1.%981  Gemcitabine 1 g for injection

2. amanianaly

2.1 3uuuy Wuksnuneands dwivda

2.2 gudsznay  Usznaudis@ien Gemcitabine hydrochloride ﬁauy‘aﬁ'u Gemitabine 1 g 1% 1 Vial
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3. AMANLANIIINARA

3.1 Finish product specification“’

- Testitem - 8
1. USinaudaendegy 95.0 - 105.0% of the L.A. of Gemcitabine
2. Identification AU
3. Clarity of solution NI
4. Bacterial endotoxins NMT 0.05 USP Endotoxin U/mg of Gemcitabine
5. Sterility ATIINI
6. Uniformity of dosage units ATIINIU
7.pH 27-33
8. Particulate matter ATIHY
- ARMATWIA > 10 um 15i1fin 6,000 ayMAn
- ARMAVIG 2 25 pm 141fiu 600 auMA
9. Organic impurities - Cytosine : NMT 0.1%
- Gemcitabine Ol-anomer : NMT 0.1%
- Any individual unspecified impurity : NMT 0.2%
- Total impurities : NMT 0.3%
TGS 1) W O UITTUAMENTINNS
— ('«»lrmqgsﬁ'nﬁr ainausi)
A Céx
(RITD) v nIINNS TR 12) [V Wy~ SOOI nITUNT
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3.2 Drug substance specification : Gemcitabine Hydrochloride("

1. Y3uuarende 97.5 - 101.5% of Gemcitabine Hydrochloride (Calculated on the as-is basis)

2. Identification ATIH

3. Specific rotation +43° to +50°, at 20°

4. pH 2.0-3.0

5. Residue on ignition NMT 0.1%

6. Heavy metals NMT 10 ppm

7. Organic impurities - Cytosine : NMT 0.1%
- Gemcitabine Ol-anomer : NMT 0.1%
- Any individual unspegcified impurity : NMT 0.1%
- Total impurities : NMT 0.2%

8. Bacterial endotoxins NMT 0.05 USP Endotoxin U/mg of Gemcitabine
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1.%az  Nilotinib 150 mg capsule
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2.2 gmdsznou  Usznaudas@aen Nilotinib hydrochioride monohydrate ﬁ'augaﬁu Nilotinib 150 mg
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3.1 Finish product specification®
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3. Dissolution mS’J’wlmumuﬁliquu Finished product specification
4. Content uniformity mwmumuﬁsquu Finished product specification
5. Impurity / Related substance mﬂi]&hum&lﬁi:qlu Finished product specification
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578n113N 6 Pamidronate disodium 30 mg injection Vi

awdszmedsninguasissih - § (1A 2567,

180z Pamidronate disodium 30 mg injection

2. amaniana
2.1 suluiy DumsarangUnannds dmivda
2.2 gmUsznay  Usznaudas Pamidronate disodium 30 mg 1 1 Vial
2.3 MTULUTT ussq‘l,um’nu:ussagmaﬂﬂsﬂﬂmm%a’ﬁﬁwmuﬁa
2.4 287N - s:q%am FHUTENUMILNEIAYUIZAIVUTI TUNE fuﬁyumq \WUHER wasiay
nafoudsuen weedtnsfusnmnen et sfanuunussnimed
- UBMTULLITTIEN aﬂwﬁaaﬁmssq%am wiagememsi FmlsnauussInanng

i v & o
ANULIIYDIBN Lﬂ’ﬂﬁwam 'Juaua’]ﬂqvli”ﬂﬂtqu

3. qmauﬁamamﬂﬁﬂ

3.1 Finish product specification("

1. S ouaendnagy 95.0 - 105.0% of the L.A. of Pamidronate disodium
2. Identification ATIINU

3. Bacteria!l endotoxins NMT 30 1U of endotoxin/mL

4. pH 60-7.0

5. Particulate matter ATIINIU

- auMAYWIA > 10 pm Mifis 6,000 ayna
- aUMATWIA > 25 pm lailfiu 600 ayme

6. Sterility ATIVHU
7. B-Alanine NMT 0.5%
8. Volume in containers ATIVHU
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v af v at oA
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3.2 Drug substance specification : Pamidronate disodium o

1. YSuneaen ﬁ'\ﬁ’ty 98.0 - 101.0% of’t‘he L.A. of Pamidronate disodium (anhydrous substance)
2. Identification ATINIU
3. Appearance of solution ATIININ
4. pH 78-88
5. Water 23.0% - 27.0%
6. Heavy metals NMT 20 ppm
7. Related componds - Impurity A (3-aminopropanoic acid (ﬁ-alanine)) : NMT 0.5%
- Impurity B (phosphoric acid) and C (phosphorous acid) : for each impurity, NMT 0.5%
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5180190 7 Pemetrexed 500 mg for injection
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1. Baen Pemetrexed 500 mg for injection

2. ansaasiana lu

2.1 giluuy Wurgndnannids dnduda

2.2 fudsznay  Usenauaay Pemetrexed disodium ﬁ'augan“u Pemetrexed 500 mg 1w 1 Vial

2.3 MIULUIN ussa;‘lumm:ussfgmﬁﬂﬂi’mmm’fa Jaaiin
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3. amENIRNMIINAKa

3.1 Finish product specification'"”
1. USinmaaendnny mmmumuﬁsquu Finished product specification
2. Identification mi’mmumuﬁizlﬂu Finished product specification
3. pH mﬁilmumu'ﬁi:qlu Finished product specification
4. Sterility ATIINU
5. Particulate matter ATITANIW

- 2uMATWIA 2 10 pm Lilfiu 6,000 auna
- 2UNIATUA 2 25 pm Laiifiv 600 ayA

6. Bacterial endotoxins k! mumu'ﬁ's:ﬂu Finished product specification
7. Uniformity of dosage units ATVHY

8. Water content m‘mﬁhum&lﬁi:qlu Finished product specification
9. Impurities / Related substances mnmumuﬁ‘izq‘lu Finished product specification
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5781190 8 Sorafenib 200 mg tablet P
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1. 8am Sorafenib 200 mg tablet

2. amautianaly

2.1 giluuy Wugnda Snsusuysznu

2.2 #udsznay Usznauduaaen Sorafenib 200 mg 1 1 1a

2.3 MTULUITY ursiluunie Jasiin asnuanutu
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3. AMENIANIINAKA

3.1 Finish product specification"®
1. USinwarendagy m’mhumuﬁszq'l.u Finished product specification
2. |dentification test mmﬂhu@l']&lﬁi:q‘lu Finished product specification
3. Uniformity of dosage units midﬂﬂﬂuﬂﬂuﬁiquu Finished product specification
4. Dissolution m’mmumuﬁi:qlu Finished product specification
5. Impurity / Related substance ﬂi'zwhumuﬁiquu Finished product specification
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