Product Data Sheet

MC-2333

Docetaxel, [tert-butyl-'*C]-

M.W. "?C 807.88 '“C 809.73 @ 57.6 mCi/mmol

Lot #: 193-007-0576-A-20091116-DR
Specific Activity: 57.6 mCi/mmol
Concentration: 0.1 mCi/ml; 1.41 mg/ml
Packaged in: Ethanol solution

Date of Analysis: November 17, 2009

Radiochemical Purity: 99.8%

Storage Recommendation: Store at -20°C.
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A | SO
1 20 40
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HPLC ANALYSIS LOT 193-007-0576-A-20091116-DR
File Name: INTB3492 Date and Time: 11/17/2009 12:21:27
Unit 11 Radio

Peak # Area % Time Area
1 99.88 14.73670 24577.96643
2 0.12 15.78330 29.54105
Totals 100.00 24607.50748

Product Warranty: Stated on the reverse side of this Product Data Sheet.

Caution: Not For Use In Humans Or Clinical Diagnosis.
manufacturing use only. Itis pharmaceutically unrefined and is not intended for use in humans. Responsibility
for its use in humans, as a diagnostic reagent, and compliance with federal laws rests solely with the

purchaser.

Moravek Biochemicals, Inc. 577 Mercury Lane, Brea, California 92821 www.moravek.com info@moravek.com Phone (714) 990-2018 Fax (714) 990-1824

This product is intended for investigational or



MC-2333
Docetaxel, [tert-butyl-'*C]-

Lot 193-007-0576-A-20091116-DR

A) All chromatograms were run using the HPLC method described on the
Product Data Sheet.

Concentrations and volumes:
Standard solution concentration was 2.0 mg/mL.
Docetaxel, [tert-butyl-”C]- concentration was 0.07 mCi/mL.
Volume of standard alone injection was 3.0 L.
Volume of Docetaxel, [tert-butyl-'*C]- alone injection was 1.0 pL.
Co-injection solution consisted of 1.0 uL Docetaxel, [tert-butyl-“C]- + 3.0 yL standard.
Volume of co-injection was 4.0 pL.

Volume of blank injection was 1.0 L.

B) Mass spectrometry - Positive mode

C) NMR



5/7/2014 11:13 AM

Chromatogram Info:

Chromatogram L:\INTB3492.PRM

MC-2333
Docetaxel, [tert-butyl-14C]-
Lot 193-007-0576-A-20091116-DR

Page 1 of 1

File Name : LNINTB3492 File Created : 5/7/2014 10:43:00 AM
Origin : Acquired, Acquisition started 11/17/2009 11:41:29 AM Acquired Date : 11/17/2009 12:21:27 PM
Project : Work1 By : Administrator
Method : Unit11_40_min_run By : Administrator
Description : Radiochemical trace of 14C material alone
Created : 11/6/2007 2:08 PM Modified 1 5/7/2014 11:12 AM
Column Detection : Radiochemical
Mobile Phase Temperature
Flow Rate Pressure
Note
[mV]
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Result Table (Uncal - L:\INTB3492 - Unit 11 Radio)
Compound| Reten. Area Height Area Height W05 Efficiency Eff/l Resolution| Symmetry/| Response
Name Time [mV.s] [mV] [%] [%] [min] [th.pI] [t.p./m] [ Tailing Factor
[min] [
1 14.74: 24577.966 878.43 99.88 99.5 0.42 0 0 1.58
2 15.78 29.541 4.21 0.12 0.5 0.11 138818 2776353 2.33 1.50
Total 24607.507 882.64 100.00 100.0




5/7/2014 11:12 AM

Chromatogram Info:

Chromatogram L:\INTB3492.PRM

MC-2333
Docetaxel, [tert-butyl-14C]-
Lot 193-007-0576-A-20091116-DR

Page 1 of 1

File Name : LNINTB3492 File Created : 5/7/2014 10:43:00 AM
Origin : Acquired, Acquisition started 11/17/2009 11:41:29 AM Acquired Date : 11/17/2009 12:21:27 PM
Project : Work1 By : Administrator
Method : Unit11_40_min_run By : Administrator
Description : UV trace of 14C material alone
Created : 11/6/2007 2:08 PM Modified 1 5/7/2014 11:03 AM
Column Detection UV 227nm
Mobile Phase Temperature
Flow Rate Pressure
Note
my.
(8d

Voltage

— L\INTB3492 - Unit 11 UV

10 20 30 40
Time [min.]
Result Table (Uncal - L:\INTB3492 - Unit 11 UV)
Compound| Reten. Area Height Area Height W05 Efficiency Eff/l Resolution| Symmetry/| Response
Name Time [mV.s] [mV] [%] [%] [min] [th.pI] [t.p./m] [ Tailing Factor

[min] [

1 14.45 1129.898 54.25 99.86 99.8 0.31 0 0 1.63

2 15.33 1.553 0.11 0.14 0.2 0.21 35837 716736 1.96 1.72
Total 1131.450 54.36 100.00 100.0




5/7/2014

11:14 AM

Chromatogram Info:

Chromatogram L:\INTB3490.PRM Page 1 of 1

MC-2333
Docetaxel, [tert-butyl-14C]-
Lot 193-007-0576-A-20091116-DR

File Name : L)NINTB3490 File Created : 5/7/2014 10:43:00 AM
Origin : Acquired, Acquisition started 11/17/2009 9:57:54 AM Acquired Date : 11/17/2009 10:37:53 AM
Project : Work1 By : Administrator
Method : Unit11_40_min_run By : Administrator
Description : UV trace of standard material alone
Created : 11/6/2007 2:08 PM Modified 1 5/7/2014 11:13 AM
Column Detection UV 227nm
Mobile Phase Temperature
Flow Rate Pressure
Note
[mV]
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Result Table (Uncal - L:\INTB3490 - Unit 11 UV)
Compound| Reten. Area Height Area Height W05 Efficiency Eff/l Resolution| Symmetry/| Response
Name Time [mV.s] [mV] [%] [%] [min] [th.pI] [t.p./m] [ Tailing Factor
[min] [
1 2.71 7.808 0.79 0.11 0.2 0.18 2070 41397 1.09
2 4.54 16.634 2.37 0.23 0.7 0.11 8234 164688 7.62 1.15
3 14.70 7139.035 331.70 99.06 98.7 0.33 8313 166270 27.67 1.07
4 23.70 43.026 1.19 0.60 0.4 0.54 9295 185895 12.30 1.07
Total 7206.504 336.04 100.00 100.0




5/7/2014 11:17 AM

Chromatogram Info:

Chromatogram L:\INTB3493.PRM

MC-2333
Docetaxel, [tert-butyl-14C]-
Lot 193-007-0576-A-20091116-DR

Page 1 of 1

File Name : L:\INTB3493 File Created : 5/7/2014 10:43:00 AM
Origin : Acquired, Acquisition started 11/17/2009 12:22:23 PM Acquired Date : 11/17/2009 1:02:22 PM
Project : Work1 By : Administrator
Method : Unit11_40_min_run By : Administrator
Description : Radiochemical trace of 14C material co-injected with
standard
Created : 11/6/2007 2:08 PM Modified 1 5/7/2014 11:16 AM
Column Detection : Radiochemical
Mobile Phase Temperature
Flow Rate Pressure
Note
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Result Table (Uncal - L:\INTB3493 - Unit 11 Radio)
Compound| Reten. Area Height Area Height W05 Efficiency Eff/l Resolution| Symmetry/| Response
Name Time [mV.s] [mV] [%] [%] [min] [th.pl] [t.p./m] [-] Tailing Factor
[min] [-]
1 14.71: 32455.215: 1164.51 99.90 99.5 0.42 0 0 1.66
2 15.76 15.983 3.04 0.05 0.3 0.07 213647 4272938 2.53 1.50
3 16.06 17.815 2.29 0.05 0.2 0.15 108025 2160502 1.59 1.16
Total 32489.012 1169.84 100.00 100.0




5/7/2014 11:16 AM Chromatogram L:\INTB3493.PRM Page 1 of 1

MC-2333
Docetaxel, [tert-butyl-14C]-
Lot 193-007-0576-A-20091116-DR

Chromatogram Info:

File Name : L:\INTB3493 File Created : 5/7/2014 10:43:00 AM
Origin : Acquired, Acquisition started 11/17/2009 12:22:23 PM Acquired Date : 11/17/2009 1:02:22 PM
Project : Work1 By : Administrator
Method : Unit11_40_min_run By : Administrator
Description : UV trace of 14C material co-injected with standard
Created : 11/6/2007 2:08 PM Modified 1 5/7/2014 11:14 AM
Column : Detection UV 227nm
Mobile Phase : Temperature
Flow Rate : Pressure
Note
[mV]
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Result Table (Uncal - L:\INTB3493 - Unit 11 UV)
Compound| Reten. Area Height Area Height W05 Efficiency Eff/l Resolution| Symmetry/| Response
Name Time [mV.s] [mV] [%] [%] [min] [th.pI] [t.p./m] [ Tailing Factor
[min] [
1 2.73 7.095 0.74 0.08 0.2 0.17 2170 43395 1.06
2 4.52 16.908 2.70 0.18 0.6 0.10 10823 216469 7.94 1.14
3 14.41 9134.807 432.77 99.33 98.9 0.32 7969 159382 27.78 1.07
4 23.15 37.888 1.23 0.41 0.3 0.48 12868 257361 12.89 1.03
Total 9196.699 437.44 100.00 100.0




5/7/2014

11:17 AM

Chromatogram Info:

Chromatogram L:\INTB3494.PRM

MC-2333
Docetaxel, [tert-butyl-14C]-
Lot 193-007-0576-A-20091116-DR

Page 1 of 1

File Name : L:\INTB3494 File Created 1 5/7/2014 10:42:59 AM
Origin : Acquired, Acquisition started 11/17/2009 1:04:53 PM Acquired Date : 11/17/2009 1:44:52 PM
Project : Work1 By : Administrator
Method : Unit11_40_min_run By : Administrator
Description : UV trace of blankinjection
Created : 11/6/2007 2:08 PM Modified 1 5/7/2014 10:52 AM
Column Detection UV 227nm
Mobile Phase Temperature
Flow Rate Pressure
Note
[mV]
— L:\INTB3494 - Unit 11 UV
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Result Table (Uncal - L:\INTB3494 - Unit 11 UV)
Compound| Reten. Area Height Area Height W05 Efficiency Eff/l Resolution| Symmetry/| Response
Name Time [mV.s] [mV] [%] [%] [min] [th.pl] [t.p./m] [ Tailing Factor
[min] [-1

No peakto report




C:\Xcalibur\...\AMC2333-20091116-DR-MS 11/16/2009 2:19:06 PM MC2333-20091116-DR

RT&?“*%Q% L MC2333-20091116-DR-MS#1-220 RT:
= 0.24 7.73E8 . _
o Tows Bt NS EuRE M, (600.00-1100.00)
90~ : 094 5 154 70 & m/z Intensity Relative
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MC2333-20091116-DR-MS #1-220 RT: 0.01-1.99 AV: 220 NL: 9.58E7 MC2333-20091116-DR-MS #1-220 RT: 0.01-1.99 AV: 220 NL: 9.58E7
T: + ¢ NSI Full ms [600.00-1100.00] T: + ¢ NSI Full ms [600.00-1100.00]

100 832.54 100 832.54
= 810.37 o5 810.37
90— 90—
85— 85—
80— 80—
75- 75—
70— 70—
65— 65—
3 60" 8 60—
g _ &
g 55- g 55 811.47
2 5 3 50- 833.66
[ B [0} ]
2 457 2 454
© = K :
T 40— © 40—
35— 35—
302 850.54 30; 850.54
25~ 792,53 257 79253
20— 20~ 834.64
E ] 79356 851.51
15— 15—
E E 808. 37
103 734.44 878.46 105 8220527 845.41 878.46
5- 716.44‘ 900 38 5 ‘ ‘ ‘ ‘ 87346‘
FEI L TUN T W 7 1 S .- |~ KL S ‘mm‘ “““ MM L. ‘MMH gl SR
600 700 800 900 1000 1100 820 840 860 880

m/z m/z



zH

098

o9sn
oasn

oos
ZH
ZH

00°T

0

00°0

0

ou

00000€T 00%
89LCE
OTLPCET 00¥
COTTT?E€0 0T
0L 0-

05" 7T

HT

T3 TENNVHD

00000000°T
6°76¢C

089

00% 09

14
£vC¥896 " €
PTE9CT 0
9%T 8LC8

14

78L

€Todo
9¢€9599

ocbz

—-dd 0ddv¥d wwu g
10ads
vcretl
LTTT600C

T

T

€EETON

I I AU AT RS B

14518
1801

€6’V

€0'1

€0'L

€0'L

€0y

0’1

86°1

o'

€0’

9

€0'L

00°8

L

8

[4V)4

6

<

e b e b b e e s

oA

oY
SHIAIA
HMS

sa

SN
LNHATOS
aL
podd1nd
aHdOo¥d
NAJLSNT
SWTL
“o7eq
ONDO¥d
ONdXH
HNVYN

\\\ S / \\\\\\ %

AN

o
[\e)
)
'S

!
/

7!

.L
9
oo
~

N

Z
Z
®
S

A eI

LV.V
ZE
o N
LENEN]

/|

.V.V
66
Ul 3
w u

9¢C 9 ——

[ .V
N o
N w
0 )

09C'T
€9¢e°1
LIS T
voe ¢
86¢€°C
2659°¢C
609°¢C
9¢9°'¢
g9¢€° ¢
LLE™E
LZ6 €
vv6 €
66T ¥
OEZ 14
SﬁE 14
€LC S
LEYV"S
9% 9
269°9
60L°S
€ve L
69€°L
YoV L
¢y L
6EV L
209" L
¢S L
6€9°L
8T9°L
9¢€9°L
969" L
9TT"8
VET'8

[u)
oo
w
w

ST T
veSTT
919" T
TL8 T
968 T

dd-9TTTe00cC yo3ied
eTodo Ul ¥WN HT €E€eZON



	Data sheet for MC-1001224 Docetaxel, [tert-butyl-14C]- Lot 193-007-0576-A-20091116-DR
	Table of contents for MC-1001224 Docetaxel, [tert-butyl-14C]- Lot 193-007-0576-A-20091116-DR
	INTB3492rad
	INTB3492uv
	INTB3490uvStd
	INTB3493radCo
	INTB3493uvCo
	INTB3494uvBlk
	MC1001224-20091116-DR-MS
	MC1001224-20091116-DR-NMR



