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1. §aan Abiraterone acetate 250 mg tablet
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3.1 Finish product specification M

1. YSumaendany 90.0 — 110.0% L.A. of Abiraterone

2. |dentification test m’.li]t»i’luﬂ’luﬁiz‘l_qllu Finished product specification

3. Uniformity of dosage units mwmumu'ﬁi:g‘tu Finished product specification

4. Dissolution m’l‘«amumu'ﬁirlﬂu Finished product specification

5. Related compounds / Impurities mwmumuﬁsziﬂu Finished product specification
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1 = General requirement VaILNETASUEWTY Finished products EULL'U‘.U gt
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1. é_ﬂiﬂ Bicalutamide 50 mg tablet
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2.1 3uuuy iusnde dwsusulssniu

2.2 duwlszney dsznaudis@en Bicalutamide 50 mg 11 1 (e
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wamwnﬁmﬂ:ﬁq aenwulueny Finished product specification a2 Drug substance specification
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3.1 Finish product specification "

Test ltem USP 38
1. UTmshnendey 90.0 - 110.0% of the L.A. of Bicalutamide
2. Identification HIVIHH
3. Dissolution usaansazatn likeanin 75%(Q) of the L.A. of Bicalutamide neluiian
45 Wil
4. Uniformity of dosage units NIV
5. Limit of 4-aming-2- (trifluoromethyl) NMT 0.1%
benzonitrile

3.2 Drug substance specification m

Test ltem USP 38

1. WSnmdaendagy 98.0% - 102.0% of the L.A, of Bicalutamide

{Calculated on the anhydrous and solvent-free basis)

2. [dentification AT
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3.2 Drug substance specification 0

Test ltem USP 38

3. Related compounds - Bicalutamide aminobenzonitrile : NMT 0.1%

- Bicalutamide related compound A isomer A : NMT 0,1%
- Bicalutamide related compound A isomer B : NMT 0.1%
- Desfluorobicalutamide : NMT 0.2%

- 2-Fluoro bicalutamide : NMT 0.2%

- Deoxybicalutamide : NMT $.2%

- Bicalutamide sulfide : NMT 0.1%

- Any unspecified impurity : NMT 0.1%

- Total impurities : NMT 0.5%

4. Water NMT 0.2%
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 10 ppm
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gMsn 3 Carboplatin 450 mg injection

aadsznadImiaguassstit

1. faen Carboplatin 450 mg injection

2. pmaanianaly

2.1 3uuy Dumsazansdrenndals dwivde

2.2 sulznay  Usznaueiy Carboplatin 10 mg/mL, Usunas 45 mL 1 1 Vial

23 mowuny  uTlsmmkusTindednaenida uazuITIA e aaruum

2.4 2870 - sxq%am Fulsznaudt@mRYLazAMNLTY TuKEe fu§umq (DUARE UaziaY
ynzidoudrsuem Ltaﬁfmﬂﬁn%‘nm:ﬂ‘l’i'athn?mwuuwﬁi;ﬁmfﬁ

- LUMTUEUTIIN eeskane aaxq%am ¥iaBarmImsdh sauUsnaussIwAn Y

AMULTITEIL LOVARER fuﬁumqiﬁhmu

3. audnignamaia

HansasIv e TsRe e wduluany Finished product specification uas Drug substance specification 'ﬁ
Srdsnnindriiiaiidoiu Soldaanzdoudadinenunnenssunisamisuazen NIENIHATITUY vt
ma‘mwunlﬁmaammLﬁuauumﬂuumealmmqmmmmnmjmsulmm‘mﬂm MuUIENIANTINT S
A1T1IIGY 1389 FUATTIET W.A.2556 34TUT 11 W0 W.94.2556 (dsznialuseiaaimunsdud 10
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3.1 Finish product specification'”

Test kem BP 2013
1. Wnmdamdngy 90.0 - 105.0% of the L.A. of Carbaplatin
2. Identification ATIAEU
3. pH 50-7.0
4. Limit of cyclobutane-1,1-dicarboxylic acid NMT 1.0%
5. Bacterial endotoxins NMT 5.4 IU of Endotoxin/mL
6. Sterility AU
7. Particulate matter ATITHU

- DUABUIG 210 pm laiifin 6,000 auMA
- ayMATWIA 2 25 um Wilfiu 600 ayme

8. Impurities - Impurity A (Cis-diamminedichloroplatinum 11) : NMT 0.25%
- Total : NMT 0.5%
9. Volume in containers ATIINU

(CEYTE) IO d\w .................................. UremuAmenIINms
(wr9aluT gazae)
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3.2 Drug substance specification "

Test ltem BP 2013
1. ﬁmmﬁ‘m’\ﬁﬁﬁ'ﬂg 98.0 - 102.0% of the L.A. of Carbopiatin (Calculated on the dried substance)
2. |dentification FIVANTU
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-diamminedichioroplatinum 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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1.1.1 luns@dwenfindaluszmelng wanefis no.2
1.4.2 'Lun'a'riﬁl,ﬂumﬁ.']Lﬂ’ﬁLﬁ'ammﬂmﬁ@ wunods ne.3
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lelm‘iﬁ 4 Docetaxel 80 mg injection

anlszmadvwinguansaii

1.#atn  Docetaxel 80 mg injection

2. AN 1)
2.1 3uuy
2.2 @udsnoy
2.3 MTULUITY
2.4 amn

F o o
Wuasazmednanndie dwsuie
sznaudinesn Docetaxel 20 mg/mL WuUSH195 4 mL da 1 Vial
e X A Y
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3.1 Finish product speciflcatlon

Test ltem USP 38

1. Yumshendagy

90.0 - 110.0% of the L.A. of Docetaxel {anhydrous)

2. |dentification

ATIIHU

3. Bacterial endotoxins

NMT 1.94 USP Endotoxin Units / mg of Docetaxel (anhydrous)

4. Sterility ATIIY
5. Particulate matter ATV
- aRmIPIUWIR > 10 pm laiifin 6,000 ayma
- OUMAIWIA 2 26 um Laitfin 600 ayma
6. Extractable volume FIITHI

7. Oraganic impurities

- 10-Deacety! baccatin : NMT 0.30%

- Crotonaldehyde analog : NMT 1.3%
- 6-Oxodocetaxel : NMT 1.5%

- A-EpidOCEtaxel P NMT 1.0%

- 4-Epi-6-oxodocetaxel ;: NMT 0.5%

- Any unspecified impurity : NMT 0.2%
- Total impurities : NMT 3.5%

@9%a)........... o000\ Y NIINMT (m%a).......ﬁ%ﬂmf}? .............. Lo
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3.2 Drug substance specification : Docetaxel "'

Test item USP 38
1. ﬂ?a.I'lmﬁ"lmﬁ‘ﬂﬁTrg §7.5 - 102.0% of Docetaxsl (Calculated on the anhydrous and solvent-free basis)
2. ldentification ATV
3. Residue on ignition NMT 0.1%
4. Heavy metals NMT 20 ppm
5. Microbial enumeration tests and tests | - Total aerobic bacterial count - 13itfiw 100 ciufg
for specified microorganisms - Total yeast and mold count : 1aifin 10 cfulg
6. Bacterial endotoxins NMT 0.4 USP Endotoxin Units/mg
7. Water 5.0% - 7.0%
8. Opfical rotaticn, Specific ratation -39 to -41°(t=20°}, calculated on the anhydrous and solvent-free basis
9. Related substances Procedure 1 : N3t 10-Deacetyl baccatin WAz 2-Debenzoxyl 2-penteonyl docetaxel

vilw spacified impurities

-10-Deacetyl baccatin (if present) : NMT 0.15%

- 2-Debenzoxyl 2-penteonyt docetaxel : NMT 0.5%
- B-Oxodocetaxel : NMT 0,3%

- 4-Epidocetaxel : NMT 0.3%

- 4-Epi-6-oxodocetaxel : NMT 0.2%

- Any unspecified impurity : NMT 0.10%

- Total impurity : NMT 1.0%

Procedure 2 : N3tk O-BOC N-pyruvyl docetaxel (1w specified impurities
- 6-Oxodocetaxel : NMT 0.15%

- O-BOC N-pyruvyl docetaxel : NMT 0.15%

- 4-Epidocetaxel : NMT 0.15%

- 4-Epi-6-oxodocetaxel : NMT 0.15%

- Any unspecified impurity : NMT 0.10%

- Total impurity : NMT 2.0%
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518NN 5 Fluorouracil 50 mg/mL, 20 mL injection

mm.lsznma"awi’aquaswmﬁ

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

2. amanianalyl

2.1 gluuy Wumsssasinennds la dwsudatmsanidond

22 #wszney  Usznaudan Fluorouracil 50 mg/mL Tuansazanuysanas 20 mL 1w 1 Vial

23 MU msa'lum'm,mmu'mﬂﬂﬁm'mma'ﬁunm'mum type | uamﬁanmmﬁaanuuao “e)
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a‘mmmnmmje’i’lsuauummnu m'ﬁmmmmuumaﬁ*mn\ﬂuﬂm.ns'mmsmmsu.a..m ns*mwmm‘smm mu
Lﬂa'ﬁﬁ'l‘sun‘l"nmmmaaLﬂuauumﬂnum’mial‘nunﬂmmmumammiu‘lm’hmﬂm audsEmanszngg
ﬁ’]‘ﬁ']‘.imtﬁl l.ﬁE]\‘l ﬁ‘uuﬂ’l'a"}ﬂﬂ W.F1.2556 ﬁ\‘.l'J'N,TI 11 LWIBIEY W.A.2556 (ﬂdﬂi.ﬂﬁﬁlu‘i‘l'ﬁﬂ%'ﬂ’]umﬂ‘U‘]’J'H‘YI 10
ummuu 2556) nsmvl.a.lmElumﬂumunumuwuﬁmaaﬂ mMenTTuMsUszNIaTaNe

3.1 Finish product specification'"*

Test item USP 35 BP 2013
1. ﬂ?mmﬁ"amﬁﬁﬁiy 80.0 - 110.0% of the L.A. of Fluorouracit | 90.0 - 110.0% of the L.A. of Fluorouracil
2. Identification ATV ATITHIH
3. Bacterial endotoxins | NMT 0.33 USP EU/mg of Fluorouracil m’mﬂhuﬂm‘ﬁﬁzqh Finished product
specification
4. pH 86-94 8.5-91
5. Urea - ATIFEY
6. Related substances - ATIN
7. Sterility ATIVNIH ATIETU
&, Volume in containers HTITHU
9.Particulate matter ATIVEU A1
- BUMATUIG 210 um
Laiifi 6,000 ayma
- BUNIATUIG 225 pm
LA 600 eumn
(awa)cp'{/ ......................... Useruamenssums
(w9aluF g3229¢)
(EIJ%EI) ................ ’BBD(\,QP\% ........... nssuMs (m%’a) ...... "fﬂffﬂﬂm%{"w ........... nIsyMmsy
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3.2 Drug substance specification : Fluorouracil "

Test item

USP 35

BP 2013

1. YTy

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. |dentification

AT

AT

3. pH

45-50

4. Impurity F and G (Urea)

- 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 Flucrine 13.9% - 15.0%
10. Sulfated ash - NMT 0.1%
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“N']ﬂl“ﬁ.‘ - TN IAYITLL HWLRIMITLIW (wawe) n’ﬁﬂﬂ%ﬂamiﬂﬂ:\ﬂﬂﬂm‘ﬂﬂ 1“ﬂm’-a'ﬂ\ﬂaanmmﬁni’]uﬂ-ﬂﬂﬂj’]ﬂ‘lﬂjﬂm}uﬂﬂ?ﬂ

- Drug substance specification ﬁa’nmmn‘lﬁmﬂ:ﬁﬂaujuﬁﬁ drug substance #3aluAaT2 drug substance 1184
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1. miM’lﬂ']Wﬂ'lEltaﬂmiﬂ'l‘a"lﬂi“uEl‘i;kty"lmmﬂ:l.uElmﬁ’l‘i"uEI’lLWE]in%WIEﬂW]J‘J:LTIﬂ‘lﬂLI I.La:ﬁ’mﬂd (daClaI'e)

UWHEINAR

a . J = o G v i
1.1 luddynstiunadoudsoem (812 N2.3 a4 uduenIol)

o o o
1.1.1 lwndifduenfedaludssneng wvunuds no2

= o o w o ' A
1.1.2 ‘LuﬂimﬂLﬂuU’lu’lLﬂnLW Eln'liLL‘iJGUﬁﬁ]‘ WU NY.3
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Flutamide 250 mg tablet

1. 3281 Flutamide 250 mg tablet

2. anauianaly
21 gluuy
2.2 @ulsznau
23 MIUUT
24 a8

3. amdaian1inake

3.1 Finish product specification

Wuella gwsususeniu

Usznaudiud3e1 Flutamide 250 mg 1w 1 1

= 1 bt J‘
U?T?‘INLLN-J sfasiin Usanuanuiiu

o \ w o o om e 4 a
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1. WSunmdrendnny

90.0 - 110 % of the L.A. of Flutamide

. Identification test

a9 wauATzYlY Finished product specification

. Weight variation

. p . -
(ﬂﬁiiw’lum'umizlﬂu Finished product specification

. = .. T
ﬂi’mmuﬂ'mmquu Finished product specification

2
3
4. Dissolution
5

. Impurity / Related substance

: 3 T -
m‘namumun‘squu Finished product specification

3.2 Drug substance specification : Flutamide™

Test tem USP 38 BP 2013
1. YSinadmdany 98.0 - 101.0% of the L.A of Flutamide | 97.0 - 103.0% of the L.A of Flutamide
(calcutated on the dried basis) {dried substance)
2. ldentification ATIUNTH ATIVN
3. Melting range - 112°%¢
4. Loss on drying NMT 0.5% NMT 0.5%
5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 10 ppm NMT 20 ppm
7. Sulfated ash - NMT 0.1%
(aa%a) ........................... C&H ................................ UsETIUAIMSNTIUMS
(walug gizaed)
(958, Wy nssNMT (@ea)...... WL NS ATINMT

(WIITTANT Jnz391)
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3.2 Drug substance specification : Flutamide™"

Test ltem UsP 38 BP 2013
8. Related compounds - Flutamide related compound B - Impurity C : NMT 0.3%
: NMT 0.2% - Impurity A,B,D,EF : for each impurity,
- Flutamide related compound A NMT 0.2%
: NMT 0.15% - Total : NMT 0.5%

- 3(Trifluoromethyl) anifine : NMT 0.2%
- Propionyl analog : NMT 0.3%

- Desnitroflutamide : NMT 0.2%

- o-Flutamide ; NMT 0.2%

- Any unknown impurity : NMT 0.05%
- Total impurities : NMT 0.4%
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Wang : 1e843n
1 = General requirement HOINRBENTUFAIL Finished product zﬂuuu Tablets
2 = The International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals

for Human use {ICH guideline), Impurities in New Drug Products Q38 (2R) ; Current step4 version, 2006.
3 = The United States Pharmacopoeia 38

4 = British Pharmacopoeia 2013
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18NN 7 Gemcitabine 1 g for Injection

awlsznadIninguasiustii

1887 Gemcitabine 1 g for Injection

2. aosgaLianaly)

2.1 Juuuy iukastreenige dwiuda

2.2 fawdsznay  Usznaualedien Gemeitabine hydrochloride ﬁaugaﬁ'v Gemgitabine 1 g Tu 1 Vial

2.3 MUUUTTY mﬁg‘lumwu:mﬂqmﬁﬂﬂﬁﬂmm%a

2.4 amn - 'a‘:q"ﬁam FuLIENaUAIBNARTILATNTIAWIY TUNER i’uﬁvumq Iafinda uaziar
nzidoudriuen usIsmafiusnwenliagredaauunusrimed
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3. anaNianImana

Nam‘sm’aﬁtﬂﬂ:ﬁq anwiduliany Finished product specification was Drug substance specification f
v = O o & X
BWNEITINLNFTA TURLLLABDINY ﬁﬂ‘lﬂ"il‘ﬂ'ﬂ:LﬂEI'NG]Elﬂ"luﬂﬁ']%ﬂmzﬂﬁ'ﬂlﬂ'}?a']'ﬁq'il,l.ﬂzﬂ"l ﬂf:ﬂf?»ﬂmﬁ"ﬁmﬂq‘ﬂ 198
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3.1 Finish product specification” !

Test ltem USP 38
1. YT msndng 95.0 - 105.0% of the L.A. of Gemcitabine
2. Identification ATIIEU
3. Clarity of solution ATIWH
4, Bacterial endotoxins NMT 0.05 USP Endotoxin U/mg of Gemcitabine
5. Sterility ATITHIU
6. Uniformity of dosage units ATITHU
7. pH 27-33
8. Particulate matter ATIVU
- ayMATWIA > 10 pm aikfin 6,000 aume
- BYMIAIWIA = 25 pm Liifiu 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%
(ﬂx‘l%ﬂ)..............................d.\.".(.{........,....................1J'J:E'I'Hﬂt'l-b:n‘iﬂlﬂ’ﬁ
_ w19alu3 gazad) .
(H0).rn o306 nssuNTs (83%0)..... m..m...ﬁ(\ém_.....ns::um-:
(WISITTOMNT TaU 198 (WHFIUNANE WIRUYA)
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3.2 Drug substance specification : Gemcitabine Hydrochloridem

Test Item UsP 38
1. U?mmﬂ"'w’ls‘i'lfrm 87.5 - 101.5% of Gemitabine Hydrochloride (Calculated on the as-is basis)
2. ldentification ATIVEIU
3. Specific rotation +43% 10 +50°, at 20°
4. pH 20-30
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 10 ppm
7. Organic impurities - Cytosine : NMT 0.1%
- Gemcitabine Ol-ancmer : NMT 0.1%
- Any individual unspecified 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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v wiay finished product specification Laz/wia Drug substance specification Togvaunlen awIudszna
drzmanamdilfinnsafing war'lifiv 2 9 o Sudemadwnienasidomsefing
2. 1aNEITUTBINATFIRNITHRAELN
21 nsdifigmaatuszmalng HriadasdilanmsiusasnaspumInaamaunaninueiuaz3nsnalu
MINERLT PIC/S (Phamaceutical Inspection Co-operation Scheme) Taomuinoau PIC/S participating authorities
wia lanmsivseanasgiumIniaoaumsninaelies i i sfdlunseiaowasdinauamensIuns
DIMITUATEN NTTNTHATITURY %aﬁwum‘fﬂ@zJﬁmmaa@ﬂa’am@:ﬁ@nﬁuuﬁ'ﬂﬂé’mnmsr‘fuazfiﬁmiﬁﬁlu
mandawn PIC/S luwuaaenfitauasng atvagaaaTaunsaresaulasiinansiusasfeiulsnne
drzmanedidnnsaing
22 nsdndueinenadsna HrAndasilianmsiLennaspunInaaumunanIn etLa:
Fmfiatunsudog GMP w3a GMPIPICs (Phamaceutical Inspection Co-operation Science) latmiiatem
PIC/S participating authorities atiUfgn musaunsasigaulasiinanisiusasdsiudssmaliznaasin
auinnsafing wleo1yaaeadn usaudnsdl

(aq“ﬁla) ............................ &d ....... r————— drrmuamenTIany
(wi9nlud g3zaef)
(F950). e AR D nyv0ne @4%8)....... oLk, ﬂ-@ .......... é’* .......... nIIUNTT
(WHTTIUNT Tuz ) (WIEUUAND HIFUYR)

wifizmumsizygeiis102560



3. mnm‘iqmmwmaomﬁmuaﬂm {#Fnuwnnane)
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3. Constituted solution / fA7-2H W (Clear) ATINE (Clear)

Appearance of solution

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

5. pM 40-7.0 40-70

6. Water NMT 0.3% NMT 0.5%

7. Sterility ATIVHW ATV

8. Uniformity of mass ATITEU ATIHU

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%
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10. Particulate matter
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- AUMATUIA = 25 pm
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ATITHIU

ayIEY

3.2 Drug substance specification : lfosfamide

[QIEE

Test Item

USP 38

BP 2013

1. Pnmemdngy

98.0 - 102.0% of |fosfamide

(anhydrous substance)

98.0 - 102.0% of Ifosfamide

{anhydrous substance}

2. Identification FTIAHH ATITHTU

3. Appearance of solution - ATIVHY

4. Acidity or atkalinity or pH 40-7.0 ATIVHIY

5. Opfical rotation - -0.10° to +0.10°

6. lonic chioride / 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-chlorosthylamine NMT 0.25% -
hydrochloride

11. Sterility ATV -

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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3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies ua:@;ﬁam‘sﬁnm
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$78A15N 10 Irinotecan hydrochloride 300 mg/15 mL injection

alsznAdaviaguaTIgsit

1.88n  Irinotecan hydrochloride 300 mg/15 mL injection

2. amastianaly
X
2.1 puwy Wuansazanudsaainide
2.2 &wmdsznay  Usznaudlu@en Irinotecan 300 mg 1w 15 mL
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3. AnENIANIINARA

3.1 Finish product specification™”

Test ltemn USP 38
1. Yhnuenmdnny 90.0 - 110.0% of the L.A. of Irinotecan hydrochloride
2. Identification ATV
3. Organic impurities - irinotecan related compound B : NMT 0.2%
- Any unspecified impurity : NMT 0.2%
- Total impurities : NMT 1.0%
4, Bacterial endotoxins NMT 0.83 USP Endotoxin Unitsimg
5, Sterility ATIININ
8. pH 3.0-38
7. Particulate matter ATITHIU
- DWMATING 2 10 pm aiiin 6,000 aymn
- BuMATI > 25 pm Taivfiu 600 apma
8. Volume in container ATIVY

3.2 Drug substance specification : Irinotecan hydmchloride“’

Test item uSP 38
1. $Tanmdsndaty 98.0 - 102.0% of Irinotecan hydrochloride (Calculated on the anhydrous
basis)
2. identification NTITHU
3. Residue on ignition NMT 0.1%
4. Heavy melals NMT 10 ppm
5. Limit of irinotecan hydrochloride enantiomer R-enantiomer : NMT 0.15%
6. Microbial enumeration tests - the total aerobic microbial count dose not exceed 1000 cfu/g

- the total combined molds and yeasts count dose not exceed 100 cfu/g

chd

[GE ) W . AlTEruenE AT

|
(3380} DL ... 951N (asfa)..... %m‘%mmfﬂfmﬂ‘ﬁ

(WNITIONT TR 9E) (WHEMIUWANS  HFIYR)

weluT gieed)
a

W8 S110gARB10/2560



3.2 Drug substance specification : Irinoteran hydrochloride“' GE))

Test item USP 38

7. Organic impurities Prdcedure 1 (for material labeled as produced by a synthetic process)
- Irinotecan related compound B : NMT 0.15%

- Irinotecan related compound C : NMT 0.10%

- Any unspecified impurity : NMT 0.10%

- Total impurities : NMT 0.5%

Procedure 2 (for material labeled as produced by a semi-synthetic process)
-7-Desethyl irinotecan : NMT 0.15%

- Irinotecan related compound A © NMT 0.15%

- 11-Ethyl irinotecan : NMT 0.15%

- Camptothecin : NMT 0.15%

- Irinotecan related compound B : NMT 0.15%

- 7-Ethylcamptothecin: NMT 0.15%

- 7.11-Diethyi-10-hydrexy-camptothecin : NMT 0.15%

- Any unspecified impurity : NMT 0.10%

- Total impurities : NMT 0.50%

8. Water determination 7.0% - 9.0%
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WA §7198997N
1 = Drug information handbook 2013 - 2014
2 = General requirement YaLN a""ﬁ@'hs"uai’\w?ugﬂuuum Injections
3 = The Intemational 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.
4 = The United States Pharmacopoeia 38
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5780150 11 Pamidronate disodium 30 mg injection
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1.3a81  Pamidronate disodium 30 mg injection

2. amantana

2.1 Juuuy diwansazmoUsanide dwniude

2.2 @ulsznay  UsEnausdu Pamidronate disodium 30 mg 14 1 Vial
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3.1 Finish product specification“]

ey

Test tem BP 2013

1. ﬂ“‘:mm‘\"amﬁﬁﬁzy 95.0 - 105.0% of the L.A. of Pamidronate disodium
2. Identification - ATIAN I
3. Bacterial endotoxins NMT 30 iU of endotoxin/mL
4. pH ” 60-7.0
5. Particulate matter S ATIIN

- ayauwa > 10 pm L 6,000 auna

- aumMAIA > 25 pm aitfin 600 auma
6. Sterility " | esedm
7. P-Alanine - NMT 0.5%
8. Volume in containers - ATIU
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3.2 Drug substance specification : Pamidronate disodium ‘"

Test ltem ) 8P 2013
1. Bunmdmndngy 98.0 - 101.0% of the L.A. of Pamidronate disodium (anhydrous substance)
2. Identification m’mr;i'ln;m
3. Appearance of solution AT
4. pH 78-88
5. Water 23.0% -VZVbTA:
6. Heavy metals NMT 20 ppm
7. Related componds - Impurity A (3-aminopropanoic acid (B-alanine)) NMT 0.5%

l - Impurity B (phosphoric acid) and C {phosphorous acid) : for each impurity, NMT 0.5%
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1 = British Pharmacopeia 2013
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