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Alcari 
R&DLIMS 

Formulation ID: 106039 Vers. 2 

\01 "S0~\-.2 

Formulation Report 
Page 1of1 

Report Date: 21·APR-2004 01 :28 PM 

Description: AL6221 0.004% Oph. Soln. (Preservative Free) 

Target pH: 6.0 Units: WN % Dosage Form: SOLUTION 

Component Concentration Purpose 
Al06221 0.004% Active Ingredient 

Polyoxyl 40 Hydrogenated Castor Oil 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_FonnRep_Short.02.LIMS037.0.012004.P0002250 

------------------------· ·--- -- . 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


CONFIDENTIAL – PROTECTIVE ORDER MATIERAL

• 

• 

Notebook 10750 Page 021· 3 

PRESERVATIVE RAW DATA 

Product: Controls Lot number: 

Sample Tlmepoint: Initial 

On Test: 04/21/2004 Date of Sample: --------04/21/2004 

Organism Counts at Dilutions 
Plate Count Initials 

Test Organism 10-1 10-2 10·3 10·" 10-~ Average -Date 

S. aureus I / / IOI \ l ~ · ~ -
ATCC 6538 

~ 
I I (0 

l\ I ~(p \ ot\ l ID~ \ l\ \. D x \0 -

\ P. aeruginosa \ \ IOCS l~ t . J:l . 
ATCC9027 \ 

"" "" 
ID 4 b!Plo~ \ \CR \ t) I I 'it lO 

) ' ) E. coli \ \ \ ~ \0 ~.lJ , 
ATCC8739 I I 

I (; 4 bu.\ott J \ '.l (') \S \.1. )( \0 

C. albicans 
j I I \ l') L\ q t.ll_ 

ATCC 10231 \ \ & 41~10<1 \ \ 'l. I c:; \ \ ~\0 

A. niger ) \ ) . -rklTf \ () ~ . .H_ 
ATCC 16404 ( I ( "' 4 J~lt>lott 

i~ TL l \ \.I x \0 

MEDIA: 

Peptone Lot (tubes): NIA _ Saline Lot (tubes): ott. 3~ ;is-I Polysallne Lot(tubes): Cll\ - 3<P~I 

Peptone Lot (bulk): __ N_IA _ _ Saline Lot (bulk): CL\\)01 (> Polysallne ·Lot (bulk): ol\\\O:;l'-l 

MCTA Lot: O'-\Bo1S Waterbath Asset No.:~~(l\oot~ Waterbath Temp(°C): t..\5, lo 

Letheen Lot: .Q!l.:3u4 ~Lt - I Other: ___ J.J_l'-'--A- -------·----· 

ORGANISMS: 

A. niger Preparation Reference: 

Analyst:~-~, Date: 

Verifled By:l{lZ~:.-:--:--~-.---,-. - - Date: 

M40.02 

Rev. 10 
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Notebook 10750 Page 021· L\ 

PRESERVATIVE RAW DATA 

·• Product: 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·' 10-2 10·3 10-4 1 o-' Average -Date 

S. aureus \NTl 11 \ \ 0 / c . .tl. 
ATCC6538 I/ 3 Sj3)ot.{ 

\N\C.. 1> 4a \~ \ i.o'IC \O 

P. aeruginosa 1'NTC 2.S 0 0 / t. . .ll. 
ATCC9027 v 3 ~13\oi.t \NTC. 32. 3 0 l .C\ )( tD 

E. coli "l'~TC. 211 :1.2 3 / e.1L 
ATCC8739 

°fNTl 2'-i 0 23 '-\ I/ 11 
2.3 x. \ 0 ~ l:~ \oq 

C. albicans .,- N TC 'TNTC.. l°tJTl. 1y I t . ..tL 
ATCC 10231 5 5 /s\ot\ \" N TC. INT(. INTC.. '" '\ 1.?x \O 

A. niger '"T f\J'IC.. <i I 0 0 t..lL 
ATCC 16404 ~ $/-s loL\ 

"TN IC I~ 2. 0 0 l. 0 )( \O 
- ........ . 

MEDIA: 

Peptone Lot (tubes): NIA Saline Lot (tubes): O_q- ~ t,~l Polysallne Lot (tubes): OL\-3~ \ 

Peptone Lot (bulk): NIA Saline Lot (bulk): NIA Polysallne Lot (bulk): NIA 

MCTA Lot: l\ OC\ \I.\ \ .3._ Waterbath Asset No.:::\\,) (A ool ~) Waterbath Temp(°C): 5 """\ 

Letheen Lot: OY .. ~~ Oj.- \ Other: ._""-'-\A~---------------

ORGANISMS: 

A. nlger Preparation Reference: NIA Transfer Log Reference: NIA 
~-~------ -~~~~-

Analyst: _~~ 
Verified By: ~a,..:(e_dk ~ 

M40.02 

Rev. 10 

Date: 

Date: - l!flf U-
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Notebook 10750 Page 021- 5 

PRESERVATIVE RAW DATA 

• Product: AL-6221 0.004%0PH. 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 10·3 10-4 10·' Average -Date 

S. aureus \ q ~ / / / ~ . ;. 
ATCC 6538 I/ / / ~ 5l\o (oq 

.14 5 2.2.X \ 0 

P. aerugi11osa 2. 0 / ·/ / e .. lL 
ATCC9027 / / v I 

5 !to lott 3 0 .2.5 x \C> 

E. coli i"N\C. 5:; / / / t . .tl. 
ATCC8739 / / / 3 ~ ltolo~ \ NT'C .. 1~ l.. .1 x \ 0 

C. albicans -rNTC 'f /\J TC. 'f"NTC ~; / t .~ . 
ATCC 10231 I/ 5 SJ. ~lo~ -fNT(.. ,- Ni"c.- \NTL 0.4 i. ~ )I \ 0 

A. niger 1' N \(. ~ / / / t . .l:I , 
ATCC 16404 / / / l 'I I :il-0'4 \ N \C..- 9 ~Sxlo .. 

MEDIA: 

Peptone Lot (tubes): NIA Saline Lot (tubes): CL\-3(o'S\C\ ·l Polysallne Lot (tubes): 04 ·3(1501-\ 

Peptone Lot (bulk): N/A Saline Lot (bulk): N/A Polysallne Lot (bulk): N/A 
- - - - - - --

MCTA Lot: '-\ OC\ \ l.\ \ C\ Waterbath Asset No.: ~~OOS~ Waterbath Temp(°C): l\ I.fl . \ 

Letheen Lot: c4- ~u~ <:\o .. \ Other: _ _...;.~---'-'-lA..__ _ _ _ ____ ____ _ _ 

ORGANISMS: 

A. nlger Preparation Reference: N/A Transfer Log Reference: NIA 

M40.02 

Rev.10 

- -------- --~~--

Date: 

Date: 
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