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101 5082\-2

Al . Formulation Report
Report Date: 21-APR-2004 01:28 PM
R&D LIMS
Formulation ID: 106039 Vers. 2
Description: AL6221 0.004% Oph. Soln. (Preservative Free)
Target pH: 6.0 Units: W/V % Dosage Form: SOLUTION
Component Concentration Purpose
Al06221 0.004% Active Ingredient
Polyoxyl 40 Hydrogenated Castor Qil 0.5% Surfactant
Boric Acid 1% Buffering Agent
Sorbitol 1% Necessity
Zinc Chloride 0.0025% Excipient
Sodium Hydroxide adjust pH Ph Adjust
Hydrochloric Acid adjust pH Ph Adjust
Purified Water q.s. 100% Vehicle
. Database: LIMSAR FB_FormRep_Short.02.LIMS037.0.012004.P0002250
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Notebook 10750 Page 021- 3

PRESERVATIVE RAW DATA
. Product: Controls Lot number: g
Sample Timepoint: Initial
On Test: 04/21/2004 Date of Sample: 04/21/2004
Organism Counts at Dilutions :
Plate Count Initials
Test Organism 107 10?2 10° 10" 10° Average -Date
S. aureus / / / |O| i1 ¢ \H 2
ATCC 6538 ( { ( @ 4] 20
103 | \4 1.0 X 10 26loY
P. aeruginosa \ \ \ 109 13 ¢. ~H
ATCC 9027 o g
X \ \ Vil 15 Lix 1o q|au|od
b ) \ ) ne_| 1o ey,
G|y
/ 4 / lap | 1% 1.2 x\O lauloy
C. albicans ( / / \od q t. _H
ATCC 10231 ' & y l
NN ne |15 [ xio | el
@ [T [ *
b |4
- 1 | / ( qwre | i Juixe? [ eehd
MEDIA:
Peptone Lot (tubes): N/A - Saline Lot (tubes): 04- 344 25-1 Polysaline Lot (tubes): gy - 36451+
Peptone Lot (bulk): N/A Saline Lot (bulk): ou@o-1o Polysaline Lot (bulk): ouRo2y
MCTA Lot: 0MBOTS  Waterbath Asset No.: %22 ( Aco __ Waterbath Temp(°C): _45,(p
Letheen Lot: OY - 3¢ 2L -1 Other: Ol pp— >
ORGANISMS:

A. niger Preparation Reference: (03(%%o41- \‘l q\“L\ Transfer Log Reference: 02| %: oute- l'l( ,Jll ofb

Analyst: ] , Date: "‘\,au‘aq /
Verified By: ﬂ_L _G:LL%&M_ Date: 4l|[ /} ole /[ ()"_I'

M40.02
Rev. 10
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Notebook 10750 Page 021-4

PRESERVATIVE RAW DATA
@ rroduct: AL-6221 0.004%0PH. SOLN. Lot number: 04-36405-2
Sample Timepoint: Day 7
On Test: 04/21/2004 Date of Sample: 04/28/2004
Organism Counts at Dilutions
Plate Count Initials
Test Organism 10" 107 10” 10* 107 Average -Date
S. aureus INTC | 12 1\ o / )
ATCC 6538 5/3ley
TNTC 3B 13 \ %.0x 10
P. aeruginosa TN TC 2% © o / L \ﬂ .
ATCC 9027 3
TNTC 32 2 o 28 %10 8l3loy
E. coli TNTC 22| 22 32 / ¢ .ﬂ
ATCC 8739
TNTC 240 23 o / 23 x \c;i 3l3le
C. albicans TNTe | TNTC TATC 14 | L ..H
ATCC 10231 5ig I \
TNTC | TNYC |TNTC | T4 9 15 x \0 5 loy
. A. niger TNTC 2 | (o) (o) Ll
ATCC 16404 3
| lwwve | 12 | %2 | o o |Loxye 3lsloy
MEDIA;
Peptone Lot (tubes): N/A - Saline Lot (tubes): O4- 3 (yQ5- | Polysaline Lot (tubes): o4- 344511
Peptone Lot (bulk): ~ N/A Saline Lot (bulk): N/A Polysaline Lot (bulk): N/A

MCTA Lot: 40914\ 9  waterbath Asset No.: 92 (A ooa‘e) Waterbath Temp(°C): 45

Letheen Lot: ©OY-3(,% 02 - \ _ Other: A \ﬂ

ORGANISMS:

A. niger Preparation Reference: N/A Transfer Log Reference: N/A

Analyst: Date: S lSlof-{ _
Verified By: una {Qd Ae -@%‘M Date: 5/} '7/ L)),L

M40.02
Rev. 10
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Notebook 10750

Page 921- 5

PRESERVATIVE RAW DATA

@ rroduct: AL-62210.004%O0PH. SOLN. Lot number: 04-36405-2

Sample Timepoint: Day 14
On Test: 04/21/2004 Date of Sample: 05/05/2004
Organism Counts at Dilutions
Plate Count Initials
Test Organism 10" 10”2 107 10 107 Average -Date
S. aureus ! g / / b. -9
ATCC 6538 2
24 5 2.2x10 | 2lieled
P. aeruginosa 2 o / ¢ ..ﬂ.
ATCC 9027 "
3 o / / 25x10 | Sholoy
E. coli NTe | 55 / / .3
ATCC 8739 3 5l
Tnre | 1% 6.1 x10 toloy
C. albicans TNTC T™TC TN TC 92 / t.ﬁ.
ATCC 10231 5| 5],
TNTC | Thve | TNTe | 94 §.4x10 | “halen
A. niger ITNTe | R / / !‘..H,
ATCC 16404 > W '
[tore | 2 | /_ 8,5 x 10 !}a\oqm
MEDIA:
Peptone Lot (tubes): N/A Saline Lot (tubes): y4-3(,5\9-| Polysaline Lot (tubes): 04 -30 chl-\
Peptone Lot (bulk): N/A  Saline Lot (bulk): NIA ~ Polysaline Lot (bulk): N/A
MCTA Lot: 40N\4\9  Waterbath Asset No.: _,'z_;(ﬁ \ Waterbath Temp(°C): _ 4.\

Letheen Lot: oY\-3065 Y0-\ Other: N h\

ORGANISMS:

A. niger Preparation Reference: N/A Transfer Log Reference: N/A

- Wﬁ@ -,

M40.02
Rev. 10
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