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Paclitaxel 300 mg/50 mL concentrate for solution for infusion, 50 mL vial

1. ¥oun Paclitaxel 300 mg/50 mL concentrate for solution for infusion, 50 mL vial

2. qruanlAvialy

21 juuuu Huasazanglaunannidedmivda
22 dwulszneu  Uszneusmesen Paclitaxel vu1@ 300 mg. Tu 50 ml.
23 awurussy  USITluMYuBnes A MIUUTIIEIUTAINGe
24 [an - szydos drulsznoumenddguarmuussiundnfuduanganiings uay
wwnzilousiivenlisgednuuuusigiue
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3. AuaNUANIALln

nansnsvitasziaun iluluny Finished product specification wag Drug Substance
specification 81989 nundesFuatuiieatu daldaanzdoudedinnuanznssunsemsuagen
nsENsEsISNaY Endyhiuilideaiuatuiisurivielmininnasgundusisulaiy
vl muUsznAnsENSINEsTAY 1309 SEYIUE WA, 2561 astuil 6 Suanau 2561 (asUsznalusy
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3.1 Finished product specification: USP 39

b} Test Items

Specifications

511 |dentification

Meet the requirement

3.1.2 | Assay

90.0% - 110.0% of the labeled amount of Paclitaxel

313 |pH

3.0-7.0

3.1.4 | Bacterial Endotoxins

Not more than 0.67 USP Endotoxin Unit per mg of
paclitaxel

3.1.5 | Degradation products
-Baccatin Il

-Ethyl Ester side chain
-10-Deacetyl Paclitaxel
-10-Deacetyl -7-Epipaclitaxel

-7-Epipacitaxel gradation product

Not more than 0.8%
Not more than 0.4%
Not more than 0.8%
Not more than 0.5%
Not more than 0.6%

ATIUNTT
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-Any other Paclitaxel degradation product | Not more than 0.1%
Total degradation product Not more than 2.0%

3.2 Drug substance specification: USP 39

& Test Items Specifications

3.2.1 | Identification Meet the requirement

3.2.2 | Assay 97.0% - 102.0% of the labeled amount of Paclitaxel,
calculate on the anhydrous

3.2.3 | Specific rotation Between -49.0° and -55.0° at 20 °c

3.2.4 | Bacterial endotoxins Not more than 0.4USP Endotoxin Unit per mg of
paclitaxel

3.25 | Water Not more than 4.0%

3.2.6 | Residue on ignition Not more than 0.2%

3.2.7 | Total impurities Not more than 2.0%

4. Goulvdu 9
4.1 wnansnsidsueygntunadsumsvenitesmingluvsmalneuarduns (declare) unaandn
811 Tuddymstunadus$uen (ne.2 vie.3 ne.s v3e 62 udusinsdd)
812 ludwetunudeu ve.1/e.1 vewiauesia wieusaziduavhdonismuauauamees
nanfaimuiitunsdeu (finished product specification) uazderimunganmuesingii
(Drug Substance specification) nsdifigsewinansdsunaudlufisfiavsesuienans
msvawhly (8.5) s miey finished product specification way/%3® Drug Substance
specification
4.2 1BNANITUTBINNTFIUNTHER Y
021 nsdifewanluUssmelng duandosdiduunnmaenideiusonnasgiunsuanginy
NENINEUSIENSARUNISHAREA PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Taemineanu PIC/S participating authorities ¥38iiloNA1TTUTDINATFIUNITHANL N
VENNUTRAZIENSNRLUNTHAN BB ITNNUANENTTNNNTOIMTHAZE NTENTHATITUAY
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