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AMANYZIANIZYBIYT
Irinotecan 100 mg/5ml for Injection
Y¥ou1  Irinotecan 100 mg/5ml for Injection
AENUANLY
1. Wuansaganeusaaniaie dwsuda Tu 1 990 Usenaumie §ae1 Irinotecan 100 mg
2. U35 lun1yuUsIRednUTmINEe uarusTyiusidesiuuas
b ¥ ﬂl 1 U o s Q/ _a U Q’l ‘J _a
3. AaNUUUTIYeIRaITEyTenduUsEnaumenddyuasauusTunds Juduengiarindauayiay

nzifoushsuenliogrstnnuuay aanuunYurusIgenetsleefasszy¥esn daulssnaudiendfny
ANULITTUAUD Y LALIAYTIHGR

AauUANIumalia

Nam'im%ﬁLﬂi’wﬁﬂmmwﬂulﬂmu Finished product specification wag Drug substance specification
FelsaanzifoudedtinauanenIsunTamMnwaZEN NITNTNAITITUGY Talsitosninsenisiinivun
soluil

Finished product specification (USP40)

1. Identification m’i’sﬁlﬁhumuﬁizﬂu Finished product specification

2. Assay 90.0 - 110.0 % of the labeled amount of Irinotecan
3. pH 30-38
4. Bacterial endotoxins NMT 0.83 USP endotoxin units/mg of Irinotecan HCl
5. Impurites

- Irinotecan related compound B NMT 0.2 %

- Any unspecified NMT 0.2 %

- Total impurities NMT 1.0 %

6. Particulate matter
-um > 10 Im NMT 6,000/container

- UM 2 25 Idm NMT 600/container

7. Sterility - Gl’immummﬁwﬂu Finished product specification
Drug substance specification
aeiu Tests USP 40 Ph.Eur.9.3;2018
1 | Identification Test ATIURINNTEYLU Drug Ik uRsEyly Drug

substance specification

substance specification

2 Assay 98.0-102.0% LA of 98.0-102.0% LA of Irinotecan
Irinotecan HCl (anhydrous) | HCl (anhydrous)
3 | Residue on ignition NMT 0.1%
4 | Heavy metal NMT 10 ppm
....................................................... .. ... A5io avsaymes nd 3
(Wewald ugle) (weasnving nedvs) (Weana¥siand wievesudu)

(Wefnyna yeysssw)

(Wr9ane1n$aed wsdlnwadla)
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aAu Tests USP 40 Ph.Eur.9.3;2018
5 | Microbial Enumeration pgIRRRTsEyl Drug
substance specification

6 | Water Determination 7.0-90% 7.0-90%

7 | Sulfate ash - Max 0.10 % (on 1 g)

8 | Enantiomeric purity
-R-enantiomer NMT 0.15 %
- Impurity L Max 0.15 %
Impurities Related substance
Procedure 1 NMT 0.15 % Impurities CE,M Max 0.15%
- Irinotecan related compound B NMT 0.10 % (for each)
- Irinotecan related compound C NMT 0.10 % Unspecified Max 0.10%
- Any unspecified NMT 0.50 % Total Max 0.50%
- Total
Procedure 2 NMT 0.15 %
-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-Diethyl-10-hydroxy-
camptothecin NMT 0.10 %
- Any unspecified NMT 0.50 %
- Total

Jouleudug

1. Laﬂmimﬂé’%'uaqﬁgwﬁumtﬂauﬁﬁ%mLﬁaiﬁwm&ﬂuﬂiszﬂlwaLLazﬁﬂLLm (declare) wviaandn
1.1 luddnstunsowsiuenldun ve.2ve.3ve.4 e 8.2 udusinsd
1.2 ludwetunslousiuen ve.1 vie v.1 wiouswanSusadansmunuauamuaandosinuiity
nzideu (finished product specification) wagdaivuARMAMYBYINGAY (drug substance
specification) ﬂsfﬁﬁagiwdwmsmﬁ'auwaqLLFﬂmﬁmau WHDWUVLBNAITNTVOUALY (8.5) UINSou

finished product specification Wag/13e drug substance specification

A t ~
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2. L@ﬂa’]‘ﬁUﬁ]QM’]C‘]'ﬁWUﬂ'ﬁNﬁWEJ']
wwammaeuLaﬂm'ﬁsmaammﬁmmwammmwaﬂmmmLLauaﬁmswﬁ‘lumiwamm PlC/S
(Pharmaceutical Inspection Co-operation Scheme) Taenuae9u PIC/S participating authorities
2UUANEARNNTBUNTATIVEDY Tneilnanissusesdaiulsenmusenmasandidnnseling (e-bidding)

3. BNANTANAN LT TIAUETIAN
3.1 HAMIATITIATIZARUAMRERSTiEd15a3UveHAR (Certificate of analysis of finished
product) Tugnjuidudusetn
32 WANIRTIVIATIRVIAAWIRgAUYeEN@ Aty (Certificate of analysis of drug substance)
Fdlunsuanesuiidaiusosns vaves fudinen uas duaniagiv
3.3 LonansuIovang IuuduANuAINUSIENINTUNINER Y81IngAuvesinender (drug substance)
4o 3.2 fugumsuanvemansdueiendnsagy (finished product) 4o 3.1

3.4 wannsAnw long term stability aassgserguaseivunsdeulifuddnnuanznssunisams
UWAZEINTENT AT TUEY

4. fI9EeEN
4.1 fwedesdsiiognanegiafen 3 mhsussytsidadufunuanssieandesldasutiu p1ud
mwum‘lumwaqwauummlﬂmwuLLaym;umiwammmﬂuﬂu'lwua 3.1

4.2 AENITUNSY FAUFIDENNNVBIAURTIAYNTIY MENTINANTUHANTUTENIATIAT
SyUSo8LAT

5. MIUsEuAUAME WD

5.1 fuduegveweniidweudeavdsliffosndt 12 Weuluaniuduoy

5.2 gWNNATEWDY wdesdsdiunnmdeluiusemanIniinsieuiidseuvesudn

53 nsdifmberemahnmsduiisgeidmouiledmsialiesginaunin mhessnisezyivilide
Soswesegiee Tneuoasdosd i nmudnuimhessnsdmsiviiased uanl
fsusmauAliTelunsnnsinssiguan asdiinuieli@uluaugudnuasaweiias
swmsmaamuawﬁlmuwmwszmm'sLauaiwmmmnmwmwma uag/vi3efuasluadadaly

5.4 fgadoauanienasnsiuasuedlenilndvuneny viedleiansidenanmieysznislag
noutmuslagliffeuly

5.5 nsdlenAvinuausgamgiifeuansenaisiuseridiszuunsifiuwardndsenidu cold chain
System ﬁlﬁmmg’m puvanLNeUs Good Storage Practice (GSP) wag Good Distribution

Practice (GDP)
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6. LaNATBUY
6.1 tun1ssusesienisusyadluenansiidefiols deladonds liun
- Wueduuuy vise danuwinfisnlunsiitasnwiugifuuuu (Therapeutic Equivalence)
Taeleisun15ussqlu U.S. FDA Orange Book:
- 1¥%Unn33Use997n European Medicines Agency (EMA) TranansaiUdsuunuensiuwus s
- fiefendnsusilumiide Thai Orange Book
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