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ﬂmﬁnwmmawwwmm irinotecan hydrochloride trihydrate 300 mg/15 mL concentrate for
solution for infusion, 15 mL vial

1. ¥9&1 irinotecan hydrochloride trihydrate 300 mg/15 mL concentrate for solution for
infusion, 15 mL vial

2. AuaNTANIY

21 Uy WHugnhusmnde 1dlifd dwmiuda

22 dwlszneu  Usenaumeen irinotecan 300 mg Tu 1 vial

23 AYULUIN Ussaﬂ.‘unwuuawswﬁﬂmamjsmmnwa uazussyinsilasiuuas

24  aam - seydenn dwusznauiedditguay AuseTunAn TuAungaiingn uaz
wwzideumhiualiogadauuuussydine
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3. pruaNUAnIamAaila
Naﬂ’limi’aﬁmi’]u‘lffﬂmmwL‘fJul‘LJmu Finished product specification wag Drug Substance
specification F8Bannduiisuatiuientiu FaldnnzidousodinnuangnTunIemsuaze
ﬂiu‘VlS’Nﬂﬁﬁ'ﬁQJ’d?J ‘VN'ULﬂﬁ‘UW]SUm’UE}N@W\ENL‘U‘UQU‘UV\L‘V]EJUL‘VI’WiiEﬂ‘VI:Llﬂ'J'11.]'](515%’1uLﬂﬂ°Wl’15U1ﬂWﬁU
'WLIQ C‘l’]ﬁJUi“ﬂ’lﬂﬂiuV]S’l\‘l’d’]ﬁﬂimaﬂJ Liaﬂ 3‘“'U9’1’]3‘UEJ'1 W.A. 2561 aG’JU'ﬂ 6 5uNAN 2561 (aaUse vnAlu
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3.1 Finished product specifications: irinotecan hydrochloride injection (USP 41)

b! Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 90.0% - 110.0% of the labeled amount of Irinotecan
HCl

3 | Organic Impurities
- Irinotecan related compound B Not more than 0.2%
- Any individual unspecified impurity Not more than 0.2%

- Total Impuirities Not more than 1.0%
4 | Bacterial endotoxin Not more than 0.83 USP Endotoxin Unit per mg of
Irinotecan HCL
5 | Sterility Meet the requirements
6 | pH 3.0-38
ATTUNTT ;
K
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7 | Particulate matter
- 9YNIAVUIN210 pm Not more than 6,000 per container
- BUYNIATUIN225 Pm Not more than 600 per container

3.2 Drug substance specifications: irinotecan hydrochloride (USP 41)

& Test Items Specifications
1 | Identifications Meet the requirements
2 | Assay 98.0% - 102.0% of the labeled amount of

Irinotecan on anhydrous basis

3 | Residual on ignition Not more than 0.1%

4 | Limit of Irinotecan HCL enantiomer

- R-enantiomer Not more than 0.15%

5 | Organic impurities
Procedure 1 (for material labeled as

produced by a synthetic process:

- Irinotecan related compound B Not more than 0.15%
- Irinotecan related compound C Not more than 0.10%
- Any unspecified impurity Not more than 0.10%
- Total Impurities Not more than 0.5%

Procedure 2 (for material labeled as

produced by a semi-synthetic process:

- 7 Desethyl irinotecan Not more than 0.15%
- Irinotecan related compound A Not more than 0.15%
- 11-Ethyl irinotecan Not more than 0.15%
- Camptothecin Not more than 0.15%
- Irinotecan related compound B Not more than 0.15%
- 7-Ethylcamptothecin Not more than 0.15%
- 7,11-Diethyl-10-hydroxycamptothecin Not more than 0.15%
- Any individual unspecified impurity Not more than 0.10%
- Total impurities Not more than 0.50%
6 | Water determination Between7.0-9.0%

7 | Microbial test

NIINNT
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- Total aerobic microbial count - Not more than 1,000 cfu/g

- Total combined molds and yeast count | - Not more than 100 cfu/g

wBmg - *seiade Dissolution fu Uniformity of dosage units TWluulenansuansssazdunua
msasaaiasizd windileudelilulu COA
 nstifaansdeundamsiiy (waive) msnsivaeuiineidesenislaliduuansienansndngiu
fananilssueyiAce

4. Joulvdu 9
4.1 Lanmsmﬂo’w’%’uauzyw"ﬁuml,ﬁauﬁw%’ua%ﬁaﬁmﬁw‘luﬂizmm‘lwauazﬁmm (declare) uvaanan

011 Tuddgymstunsadewsiiue (e.2 ve.3 ne.d w3e 82 wiusinsd)

412 ludvetunuidou ve.1/s.1 veseniiaussian nieuswazBenitanisniuauamnw
yosAnfaeimuiitunzilou finished product specification) wagtarimuanuAm
v933ngAv (Drug Substance specification) nsmmqsvmwmsmaauuﬂaauf’ﬂmwumu
ﬂvmamuumnmimwaufm (81.5) u5ey finished product specification WaY/1so
Drug Substance specification

4.2 LNANTSUTOWNATHIUMTNEREN

121 ns@fwanlulszmdlng guandesdidnnmmendideiusennnigiuninans i
wannoeENsTinlun1sHaRen PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tagmiiheau PIC/S participating authorities ¥38illaNEN53UTDWATIIUNTS
mammmwanmmmLLavasmswcﬁ“Iumsmamawmmumwmmunssumsmmmaum
NSENTNATITUAY Famusiilneiinuaenndeuasiniieufundninasiuayisnsi
flumswanen PIC/S lumnagniauey atuaganaseumnsivasulneinanis
Husesdiuiivsemasemasmdidnivsind

422 ns@dustidnaneUssma guandesfiienansiuseanasgunsnangImy
BN eEEnsalunsSHaRen PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tngviasau PIC/S Participating authorities aUUa1EAAINTBUNTATIVEOY
TnofnamssusesieiuiivssmausemanmaidninsindvienasneigInudusnsed

4.3 1ONANTAMNNYBIITUANDIIAN

131 WanIAsITIATEiRuANERfusiuesinan (Certification of analysis of finished
oroduct) lusnjuiidssiieg

4.3.2 Nami’aLﬂi%'ﬂﬂmmwwnmu%ammmﬂty (Certification of analysis drug substance)
ﬁ'lﬂz'ﬂumiwammsumaaLﬂumammwmwwammuauwmammmu

433 Lanmsmwanmuauaummauwuﬁsumnqumsmammmnmwaammmﬂm (Drug
substance) U9 4.3.2 ﬂusumswammawamnmmmmiﬂ (finished product) ¥ 4.3.1
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4.3.4 wNan15An®N Long term stability mu ASEAN guideline on stability study of drug
product masavaeguasldtunsideulifudinnuaaznssumsemsuaze)
NIENINATITUGY

4.4 DN
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