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3.1 Finish product specification "

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

2. ldentification test maﬁ]mumwﬁsmﬂu Finished product specification

3. Uniformity of dosage units m’;ﬁwi’mmuﬁiquu Finished product specification
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5. Related compounds / Impurities m’Jﬁ]mumuﬁ'S:ﬂu Finished product specification
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1. #oen Bicalutamide 50 mg tablet
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3.1 Finish product specification o

Test Item USP 38
1. USunmeanday 90.0 - 110.0% of the L.A. of Bicalutamide
2. Identification ATIHU
3. Dissolution uaaansazaelaitieenin 75%(Q) of the L.A. of Bicalutamide maluinm
45 wifi
4. Uniformity of dosage units ATV
5. Limit of 4-amino-2- (trifluoromethy!) NMT 0.1%
benzonitrile

3.2 Drug substance specification o

Test Iitem USP 38

1. YSunudaendnty 98.0% - 102.0% of the L.A. of Bicalutamide

(Calculated on the anhydrous and solvent-free basis)

2. |dentification NI

(W1aluT gaz29d)
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3.2 Drug substance specification M

Test item 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 0.2%

- 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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1. Bagn Carboplatin 450 mg injection

2. amanana
J o o -}
2.1 ;iﬂu,uu Wusnsazaousanngala dmsude
22 gwmsznoy  Usznauday Carboplatin 10 mg/mL, USanas 45 mL 1w 1 Vial
& ' ¥ o 1)
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3.1 Finish product specification“’

- 84MATWIA >10 pm Wilfin 6,000 8y
- OUNIATIG > 25 pm LI 600 aunn

Test Item BP 2013
1. YSumeanndaty 90.0 - 105.0% of the L.A. of Carboplatin
2. Identification ATINY
3. pH 50-7.0
4. Limit of cyclobutane-1,1-dicarboxylic acid NMT 1.0%
5. Bacterial endotoxins NMT 5.4 1U of Endotoxin/mL
6. Sterility AT
7. Particulate matter AU

8. Impurities

- Impurity A (Cis-diamminedichloroplatinum 1I) : NMT 0.25%
- Total : NMT 0.5%

9. Volume in containers

ATIVNU

(WHITTANT TRIuzI9NH)

[
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3.2 Drug substance specification o

Test Item BP 2013
1. USanudsndan 98.0 - 102.0% of the L.A. of Carboplatin (Calculated on the dried substance)
2. Identification ATIW
3. Appearance of solution Clear and colouriess
4. Limit of cyclobutane-1,1-dicarboxylic acid NMT 0.5% _
5. Chromatographic purity By liquid chromatography

- Impurity A (Cis-diamminedichloroplatinum II, Cisplatin) : NMT 0.25%
- Total : NMT 0.5%

6. Chiorides 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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5780151 4 Docetaxel 80 mg injection

aalszmadowinguaseoii - 7 28, 7580,

1.%psn  Docetaxel 80 mg injection

2. amanianaly
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2.1 guuuy Wusnsazapinaania awsuaa
22 dwutlznay  Uszneaualndlnn Docetaxel 20 mg/mb lui3unas 4 mL ¢a 1 Vial
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Namw\ﬁmLﬂi%ﬁﬂmn’lmﬂuvlﬂmu Finished product specification lLaz Drug substance specmcatlon 71
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3.1 Finish product specification”

Test Item USP 38
1. PInmenendegy 90.0 - 110.0% of the L.A. of Docetaxel (anhydrous)
2. |dentification ATV
3. Bacterial endotoxins NMT 1.94 USP Endotoxin Units / mg of Docetaxel (anhydrous)
4. Sterility ATIINH
5. Particulate matter ATITNIW

- auMATWIA > 10 pm Laitfin 6,000 ayme

- BYNATING > 25 pm 1aivin 600 auNA

6. Extractable volume AN

7. Oraganic impurities - 10-Deacetyl baccatin : NMT 0.30%

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

- 4-Epidocetaxel : NMT 1.0%

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

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

G5 1) d\”/ ........................... ST UADENTINANT
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3.2 Drug substance specification

1
: Docetaxel o

Test Item

uUsP 38

1. USunmarendagy

97.5 - 102.0% of Docetaxel (Calculated on the anhydrous and solvent-free basis)

2. Identification ATV
3. Residue on ignition NMT 0.1%
4. Heavy metals NMT 20 ppm

5. Microbial enumeration tests and tests

for specified microorganisms

- Total aerobic bacterial count : 14iifin 100 cfulg

- Total yeast and mold count : Taivfin 10 cfulg

6. Bacterial endotoxins

NMT 0.4 USP Endotoxin Units/mg

7. Water

5.0% - 7.0%

8. Optical rotation, Specific rotation

-39°% to -41°(t=20°), calculated on the anhydrous and solvent-free basis

9. Related substances

Procedure 1 : N384 10-Deacetyl baccatin Laz 2-Debenzoxyl 2-penteonyl docetaxel
11w specified impurities

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

- 2-Debenzoxyl 2-penteonyl docetaxel : NMT 0.5%

- 6-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 : n3th O-BOC N-pyruvyl docetaxel n 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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Fluorouracil 50 mg/mL, 20 mL injection

1. 3881 Fluorouracil 50 mg/mL, 20 mL injection

2. ansaNlaTo 11

2.1 gﬂLmu

J o a @ = °
Lﬂumsa:mﬂﬂsnﬂmnma 1& FIRTLUAALTIVRDALRAAGN

2.2 sudsznay  Usznaudae Fluorouracil 50 mg/mL tussazanaySanas 20 mL w1 Vial
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3.1 Finish product specification

(142)

Test Iltem

USP 35

BP 2013

o

1. S meendan

[~

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

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

2. ldentification

AT

ATIINT

3. Bacterial endotoxins

NMT 0.33 USP EU/mg of Fluorouracil

A323UANIzY % Finished product

(WIITIANT TRIuEIH)

specification

4. pH 86-94 8.5-9.1
5. Urea - ATIAU
6. Related substances - ATIVY
7. Sterility NTIH ATIVHW
8. Volume in containers ATIINIU
9.Particulate matter ATIU AT
- AYMNTUIA 210 um
aitfin 6,000 aume
- BWMATUIA 225 pm
laiifiu 600 auna
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3.2 Drug substance specification : Fluorouraci

10,2
I()()

Test Item

USP 35

BP 2013

1. YSunmenendagy

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

ATITHIU

AT

3. pH

45-5.0

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 Fluorine

13.9% - 15.0%

10. Sulfated ash

NMT 0.1%
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Flutamide 250 mg tablet
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3. ANANIANIINAKA

3.1 Finish product specification

Flutamide 250 mg tablet
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tsznaudaadien Flutamide 250 mg 1w 1 Lfla
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1. USanmudendney

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

2. ldentification test

asaarimaufiszylu Finished product specification

3. Weight variation

avrarnuauszylu Finished product specification

4. Dissolution

m’aﬁlmu@’mﬁi:q‘lu Finished product specification

5. Impurity / Related substance

m’ami’mmuﬁsquu Finished product specification

3.2 Drug substance specification : Flutamide

(3)44)

Test Item

USP 38

BP 2013

@

1. YSumanendany

@

98.0 - 101.0% of the L.A of Flutamide

(calculated on the dried basis)

97.0 - 103.0% of the L.A of Flutamide

(dried substance)

2. |dentification

ATV
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ATITHIU
3. Melting range - 112°C
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%
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3.2 Drug substance specification : Flutamide™"

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

- 3~(Trifluoromethyl) aniline : 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%

i o Y o ] o o 4 AW e
wanune - mdtfenadowdinmaiu waive) miamassulienzdnomale Winusasansmanguaana i idTeyifdae
- Drug substance specification ﬁ’«)’lﬁﬂk’l'«)’]nluiﬂﬂ:ﬁmaaﬁjwﬁﬂ drug substance #38lUAATIEN drug substance 184
v oo P a a ¢ A a o o Ao
AnRondiiagl avbleatumils Salinsenalianzdasunniatedidmue

]
-~

Gonludn g
1. f,%wmmwrhULanmﬁﬂ'ﬁ"lﬁ{uagrymifumLﬁ pudnsuas s lulszineng wazduas (declare) unsInAa
1.1 'Luﬁwﬁ'mmsi’fumtﬁwﬁﬁ'vm (N8.2 8.3 N18.4 LFILANTIR)
1.1.1 lunsdifidunnfinsaludsanelng nanefls ne.2
112 ‘Lumtﬁﬁl,ﬂumﬁm'ﬁLﬁ'ammﬂaussq nNeie ne.3
1.1.3 lunsdifduentdhanedszina nanefls ne.4
12 ludaedunsdouen ne.1/e.1 vasnsuaran Wiy uavITeMIAILANA MW YBINT A DU
muﬁmluﬂ:l,ﬁﬂu (finished product specification) LLa:ﬁaﬁ’muﬂanﬁwmadi‘ﬂqau (drug substance
specification) nszﬁﬁayﬁ:mwomﬂﬂﬁ'ﬂuuﬂamﬁ"l,mﬁm@u dILnUENEIEUMIMNEENITTaLA 1 (8.5)
A w3 finished product specification Waz/%3a Drug substance specification lagaun lunawiuyszne
dszmenadidnnseding uazldiu 2 T o Sudszmedsznienaididnnsefing
2. 1BNFITIVIDINIATFTIRNIIRAA L
21 nsdfizudalulsanalng Juandaeilianmsisennemgmmindamnaamsininamiuazisnisiialu
MINARL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taeminpau PIC/S participating authorities
wio flanansiusasnaspumInaammunsninueiuarimefialunsndasyasdinnuamznIIng
2MIUATEN NITNTREDITUFY Fatwuaiulasfanurennsasuasriafioutundninmsiuardinsmaln
nandawn PIC/S lunuaasnfiiauaans avvdgaausaunisasiseulasiinansiusasfiviudsene
drsmeanadildnnsaiing
2.2 nsdifuiugningindwlsana ANAaGaIlaNEITLTaNNATTIUMINAANMAURANINAYLSZ
SEmsnialuminaa GMP wia GMP/PICs (Pharmaceutical Inspection Co-operation Science) lagiiieam
PIC/S participating authorities atfusnge awsaunsaTiaseulasinanisivsasisiudszmedsznmanan
Buldnnielind nIeeyanendin ududnsd

RS 1:) W dl"/ ................................ ST BAIENTTUNNT
(wi9alu3 gaz9d) N
R0 I 00N T ATTUNT i m"rwp ...... )} €§°YM ........ NI
(WHITTANT TRInZ9) (WHEIWUANE HFYA)

wﬁﬁﬁZlﬁumsﬁmaﬁm 0/2560



3. Lanm‘sﬂ.mmwmaamﬁmuaﬂm (Fnuwnnana)
3.1 Namsmw%Lﬂm:ﬁqmmwuﬁmﬁmeﬁ enduTaguasiiia (Certification of analysis of Finishefd product) lu
mjuﬁd«.ﬂuﬁ"aama
3.2 Nan’lsm’aﬁﬁl,ﬂi’lzﬁﬂtuﬂ’lwf@lqamlENGT'J mﬁ’\ﬁ'ty (Certification of analysis of Drug substance) ?‘ﬂﬂu
mswfﬁmmjuﬁauﬂuéﬁashwfa’uaapjwﬁmmuaz;jwﬁwi’mq@iu
3.3 Lanmw%am”ﬂgmﬁusfumwﬁwﬁuﬁszmhoéumwﬁmaai’@qaumaaé’amﬁﬁﬁ’ry (Drug substance)
T8 3.2 fujun1snAnvasnAanuisrdiiagy (Finished product) 78 3.1
3.4 lunsdidunaonenanunnii 2 § ardasfdnunnmananansdinen Long term stability anufiiiu
Wadanlunadousnaunuans wazlasumsasnususananmInngisuave it
35 lunsdidunaiiougnumioani 2 9 exdasdidunmwdisransinmenuasfavessa N
Wudnlunsdonenaunuans wazldsumssamnasusasanssangisiunavasnssm
4. 3198198
4.1 Jiguanan Aovdvanagnenetnaey 3 ﬂmUUﬁﬁgﬁmﬁ Fadusunuusasnsandoaldasudom
muﬁ'ﬁ'mu@‘luﬁﬁaqmawﬁ‘ﬁﬁﬂﬂﬁwﬁu
5. msﬂszﬁ'uqmmwmﬁdwau (wdRsLENEITNITTVUSENN)
5.1 mﬁ'dmauﬁaaﬁmq’tﬂé’lﬂﬁamniw 1 9 unniudveay
5.2 mnnm@\ﬁdwau '«J:@Taodoz%ummwmﬂ'l,u%'usaawamsmsaﬁmﬁ:ﬁméuﬁﬁwau
5.3 nstﬁﬁﬁmmwmsﬁwmsziuéhazhamﬁdwamﬁaaamm%msw:ﬁqmmw nETIINIREInIIRe
Ja9aaa8ng I@ﬂg{mmzﬁaadamLﬁuSnmwﬁwmuﬁ'%mmwmséa@mﬁmsw:ﬁuaztﬂu;ﬁuﬁmau
ﬂ'w'l’ﬁahUﬁLﬁmﬁaﬂumsmaﬁmﬁ:ﬁqmmw nscﬁﬁwui'\mvlajtﬂu"l,ﬂmuﬂmé'nwmzmww: AUWTTNIIVO
mauﬁwﬂ&ﬁuﬁmsmmsmuaﬂmmoﬁ”anmwaa ;jmmazm%ag{wamluﬂ%@iavlﬂ'
5.4 ;jmm:éfao%’mﬂﬁmmfiam‘Lna’m@mq wiadlafiemadeusnmdiodsznisle g newiualaslad
Fouly
6. fiananan (§1n) Busanlisnidndynrnenasuivue ol
6.1 nsrﬁwams@umaﬁmﬁzﬁmﬁmnmsﬁwmmam*s‘mmwwﬂahﬂu"lﬂmwmmgmﬁaﬁ'mu@
6.2 NIGHAAA U] mﬁﬁ@ﬁgm’%‘umﬁuﬁmwnﬁ BIAMNALALEINNUAMNTIAIMIAITUAZEN TUEINIY
fygrazdorzane
6.3 ns:ﬁwuﬂﬂiqummwmnNﬁmﬁmﬁﬁmaawa@iaﬁszﬁn%waua:mwﬂaa@ﬁma;\d}”ﬂwﬁ"l,ﬁum
7. mi.’amwms’uaamuﬁwﬂ&i%’uﬁmsmNﬁ@ﬁmeﬂmﬁﬁﬂsziﬁgnL’%'smLﬁuﬁmﬂﬂUa%'lﬁfm'mﬂmxnssums
amsuazenluszoziign 1 Ddewdudszmeayszniamendidnnsaing

RN - #1989n

1 = General requirement aILNFBEITUSMIL Finished product FUuy Tablets
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.
3 = The United States Pharmacopoeia 38

4 = British Pharmacopoeia 2013

G2 W bverhd USSR UsemuamiznssuMs
(w19alu3 g3z29¢)

(ao%a).............?@w.ﬁ ............... nITUNY (8950)...... WRNR W]Q?(b{\l ......... nIIUNTY

(WIITTUNT  IRIULIIW) (WWEMIUWANE HIFUYE)

wﬁ1ﬁ3liwmsﬁn§ﬂﬁ31 0/2560



p
s Qs [ &
s'waztﬁzjﬂqmanumzquumufﬁzuanmimiaﬁ%armnmmn
182N B10 /2560
s78n15N 7 Gemcitabine 1 g for Injection
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1.8081  Gemcitabine 1 g for Injection

2. anssazian

2.1 juuy \unsnilennie dniude

22 gwuilsznay  Usznaudiuaaen Gemcitabine hydrochloride ﬁaugaﬁu Gemcitabine 1 g M 1 Vial

2.3 MUV ussa;'l,um’m:msa;mﬁ@ﬂmﬂmm‘ﬁa
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Namsmm?mﬁ:ﬁqmmwLﬂuvlﬂmu Finished product specification W&z Drug substance specification f
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fudsnnindrdsuatidieiny dldanaioudedmineunniznssunsemsuazen NIENTNEITY NIk
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3.1 Finish product specificationm !
Test ltem USP 38
1. USinmeendan 95.0 - 105.0% of the L.A. of Gemcitabine
2. Identification AU
3. Clarity of solution AU
4. Bacterial endotoxins NMT 0.05 USP Endotoxin U/mg of Gemcitabine
5. Sterility ATIVHU
6. Uniformity of dosage units AT
7. pH 27-33
8. Particulate matter ATV
- aUMATIG > 10 pm aiLfin 6,000 auna
- aRNATUIN > 25 pm 1aiiAin 600 auMA
9. Organic impurities - Cytosine : NMT 0.1%
- Gemcitabine Ql-anomer : NMT 0.1%
- Any individual unspecified impurity : NMT 0.2%
- Total impurities : NMT 0.3%
(awa)d\'/ ............................. YeesunmenTINng
(waalus g3zaed) .
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3.2 Drug substance specification : Gemcitabine Hydrochloride("

Test item usP 38 ;
1. USnmaendeny 97.5 - 101.5% of Gemcitabine Hydrochloride (Calculated on the as-is basis)
2. ldentification ATIININ
3. Specific rotation +43° to +50°, at 20°
4. pH 20-3.0
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 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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3. AMENIGNIINAKA
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3.1 Finish product specificationm"z’

Test Item USP 38 BP 2013

1. USamarnday 90.0 - 110.0% of the L.A. of lfosfamide 95.0 - 105.0% of the L.A. of lfosfamide
2. Identification ATITEW ATITHIN

3. Constituted solution / ATIIN (Clear) #779H % (Clear)

Appearance of solution

4. Bacterial endotoxins NMT 0.125 USP Endotoxin Unitmg AT

5. pH 40-7.0 40-70

6. Water NMT 0.3% NMT 0.5%

7. Sterility ATIVHW ATV

8. Uniformity of mass ATV ATINY

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

- Impurity B : NMT 0.156%
- Unspecified impurity : NMT 0.15%

- Impurity E or Impurity F : for each impurity,

NMT 0.25%
(R k1) N M ................................. UIe WA MENIINNNT
(w9alus g3229¢)
(89%8)..rrr QINOND nITUNT (89%0)..... %MW\QAWQ"Y}V ........... nIIUNT
(WITINT TRIUZ9H) (WHRIUUANG HIFTYR)
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3.1 Finish product specification (ﬁia)
Test ltem USP 38 BP 2013
10. Particulate matter ATINIY A3THI
- ARMATUIA > 10 pm
1aiifin 6,000 ayme
- 2UMAVUIR > 25 pm
Lsivfin 600 aunn
3.2 Drug substance specification : ifosfamide ™
Test Item USP 38 BP 2013

1. USinudaendag

98.0 - 102.0% of Hfosfamide

(anhydrous substance)

98.0 - 102.0% of Ilfosfamide

(anhydrous substance)

2. Identification N5 A7

3. Appearance of solution - ATIMNU

4, Acidity or alkalinity or pH 40-7.0 AU

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-chioroethylamine NMT 0.25% -
hydrochloride

11. Sterility ATV -

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

- 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%

13. Related substances -
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1.8087  Imatinib 400 mg Tablet
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31811 10 Irinotecan hydrochloride 300 mg/15 mL injection
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1. ?;aen Irinotecan hydrochloride 300 mg/15 mL injection

2. amantianall
2.1 3uuuy WuasazasUnaanide
2.2 gwdeznay  Ysznaudldann Irinotecan 300 mg lu 15 mL
2.3 IWAUIY msaﬂum'nu:msgmaﬂﬂiwﬂa’mL%a Yasruugs™
2.4 287N - ‘a‘:y‘%am fIUuUTENaUAIFINYUAZANNLTI TUHER 'Yuf?:umq WUANER uazLa
nzifoudisun LLa:"j'ﬁ‘msLﬁu{nmva'fama‘ﬁ'@wuuumsgﬁm‘ﬁ
- UWMTUSUIIPEN adwikaed aaszq%am WiatermInsdn sullszneuusz ey

ANULTIVRILT LRUNNE® ’S’uﬁumqvlrf'ﬁ'ﬂmu

3. AmEaNGNINALA

3.1 Finish product specification(z"(a’

Test item USP 38
1. YSnmdrendagy 90.0 - 110.0% of the L.A. of Irinotecan hydrochloride
2. Identification ATII
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 Units/mg
5. Sterility ATIININ
6. pH 3.0-3.8
7. Particulate matter AIIVH W

- BYNIATUIA 2 10 pm laiifin 6,000 auNA
- BRMATUIA > 25 pm 1aifin 600 YA

8. Volume in container ATV

3.2 Drug substance specification : Irinotecan hydrochloridem

Test Item USsP 38

1. YSnmdaendnty 98.0 - 102.0% of Irinotecan hydrochloride (Calculated on the anhydrous
basis)

2. Identification fTITHIU

3. Residue on ignition NMT 0.1%

4. Heavy metals 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
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3.2 Drug substance specification : Irinoteran hydrochloridew (da)

Test Item uSP 38

7. Organic impurities Procedure 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-Desethy! 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-Diethyl-10-hydroxy-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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1 = Drug information handbook 2013 - 2014
2 = General requirement maomé"ﬁ@hs‘bénu%‘ugﬂuuum injections
3 = The Intemational Conference on Hamonisation 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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3781191 11 Pamidronate disodium 30 mg injection
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1. Bomn Pamidronate disodium 30 mg injection

2. anaianalyl

2.1 gty Wusmsazaouneaniga swivda

2.2 dwdsznay  Usznaudin Pamidronate disodium 30 mg 1w 1 Vial
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3.1 Finish product specificationm

Test item BP 2013

1. YSnauandndmy 95.0 - 105.0% of the L.A. of Pamidronate disodium
2. Identification - ATIWU
3. Bacterial endotoxins NMT 30 U of endotoxin/mL
4. pH 60-70
5. Particulate matter ATIINIU

- 23MATWIA > 10 pm laikfiu 6,000 auna

- a3MAIWIA > 25 pm laikfiu 600 aune
6. Sterility ATIU
7. B-Alanine ) NMT 0.5%
8. Volume in containers o ATIW
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3.2 Drug substance specification : Pamidronate disodium ‘"

Test item o BP 2013 !
1. Pnmaendegy 98.0 - 101.0% of the L.A. of Pamidronate disodium (anhydrous substance)
2. Identification ATV
3. Appearance of solution ATIANIU
4. pH 78-88
5. Water 23.0% - 27.0%
6. Heavy metals NMT 20 ppm
7. Related componds - Impurity A (3-aminopropanoic acid (B—alanine)) :NMT 0.5%

» - Impurity B (phosphoric acid) and C (phosphorous acid) : for each impurity, NMT 0.5%
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