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Formulations:
FID Batch Description m—
o 109032 05-40452 TRAVATAN BAC Free, 0.004% - pH 5.5
109033 05-40453 TRAVATAN BAC Free, 0.004% - pH6.5
109034 05-40454 TRAVATAN BAC Free, 0.004% - PH 5.5 W/ 85% of zinc, boric acid =~ e
Compounding Procedures: (see attached batch records with adjunctive data)
/*""‘“‘M*‘% A. FID 109032 Batch 05-40452 TRAVATAN BAC Free, 0.004% - pHS.S . )
' // 1. Tare weighed a clean glass beaker with a stir bar. (Balance 2) 5 5795 S
e ff 2. Removed the stjr bar. Weighed and added the batch quantity of HCO-40 directly in the beaker.
© (Balance2) AR5 57375

10. Covered the opening with parafilm to minimize evaporation. Stirred overnight to dissolve the AL- =~

Stirring Stop time and date: 4:00 am 4¢ £-405 —

2ing_bove_acd Gr PET

ol
A 535

Experimental:

Equipment:

Mettler AX 205 DR Analytical Balance, Asset No. 515840, Rm. B134 (referred to as Balance 1)

Mettler PG 5002 Balance, Asset No. 101265, Rm, B134 (referred to as Balance 2) o
Orion 525A+ pH Meter, Asset No. A2309, Rm. B134 " ’
The Advanced Micro-Osmometer Model 3300, Asset no. 00103390, Rm. B132 ;

Stir Plates, Rm. B134

- Millipore 0.22 um Filter Unit (1000 mL) e

“[#, 3. Added about 50 % of batch quantity of purified water, A5 535
;/ 4. Stirred for at least |5 minutes until HCO-40 is dissolved. A¢ 52-25~
5. Weighed and added the batch quantity of the following excipients to the beaker: boric acid,

sorbitol, propylene glycol, and zinc chloride. Stirred the solution to dissolve these ingredients,
(Balance 1) #s $37s

6. QSed to 95% of batch weight with purified water. (Balance 2) e

Measured the pH. Initial pH= 4.0/0  f¢ 5730¢ o

. 8. Adjusted pH ifnecessary. T
Amount of IN HCL added = M# Ay 05
Amount of IN NaOH added= ¢- {05

~

9. Weighed the batch quantity of AL-06221 using aspatula, (Balance 1) /& ¢ 205
The spatula was placed in the bottle with the end containing AL-06221 immersed in the solution.

06221. B
Stirring Start time and date:_ 3 /5 ym 18 575

1. QSed to 100% of batch weight with purified water. (Balance 2) Final p = $° § 23 7% §+es
12. Measured Osmolality. Osmolality = 3¢ Z .. Usm/ls s 505

ADJUNCTIVE DATA #5 é-20s o .
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. Covered the opening with parafilm to minimize evaporation. Stirred overnight to dissolve the AL-

\ - -

FID 109033 Batch 05-40453 TRAVATAN BAC Free, 0.004% - pH 6.5

Tare weighed a clean glass beaker with a stir bar. (Balance 2) K 5-3o8
Removed the stir bar, Weighed and added the batch quantity of HCO-40 directly in the beaker.
(Balance 2) B 53
Added about 5© % of batch quantity of purified water. ! 2rcadd
Stirred for at least 15 minutes until HCO-40 is dissolved. fts s=3-05
Weighed and added the batch quantity of the following excipients to the beaker: boric acid,
sorbitol, propylene glycol, and zinc chloride. Stirred the solution to dissolve these ingredients.
(Balance 1) # ¢-3-9%
QSed to 95% of batch weight with puriﬁei;water. (Balance 2 57305
Measured the pH. Initial pH= ¥+ 07 %5 5°79%
Adjusted pH if necessary. 3
Amount of IN HCL added =N/ RS £-3°%
Amount of I N NaOH added= I- /7 S

B SO

Weighed the batch quantity of AL-06221 using a spatula. (Balance 1) fs §-305

The spatula was placed in the bottle with the end containing AL-06221 immersed in the solution. e i
Covered the opening with parafilm to minimize evaporation. Stirred overnight to dissolve the AL-

06221.

Stirring Start time and date: 3./ pm #s 5345

Stirring Stop time and date:_ §:004m #5 5-4-05 (563 @M s1er
QSed to 100% of batch weight with purified water. (Balance 2) Final pH = PGl

Measured Osmolality. Osmolality = 2 7% msa /s Hy s-g-05 _ o

FID 109034 Batch 05-40454 TRAVATAN BAC Free, 0.004% - pH 5.5 w/ 85% of zinc, B
boric acid

Tare weighed a clean glass beaker with a stir bar. (Balance 2) A¢ s3os B
Removed the stir bar. Weighed and added the batch quantity of HCO-40 directly in the beaker.
(Balance 2) #s 7% ,
Added about 50 % of baich quantity of purified water. s 522 S
Stirred for at least 15 minutes until HCO-40 is dissolved. #5 3¢5 h
Weighed and added the batch quantity of the following excipients to the beaker: boric acid,
sorbitol, propylene glycol, and zinc chloride. Stirred the solution to dissolve these ingredients.
(Balance 1) e 305
QSed 10 95% of batch weight with purified water. (Balance 2) 75 5208
Measured the pH. Initial pH = 4./#0% 75 £°3es
Adjusted pH if necessary.

Amount of IN HCL added = M4

Amount of IN NaOH added= 2725 #% <7

-5

Weighed the batch quantity of AL-06221 using a spatula. (Balance 1) pe 305
The spatula was placed in the bottle with the end containing AL-06221 immersed in the solution.

06221. o
Stirring Start time and date;_ %+ (S#m 5 5704 :

Stirring Stop time and date: 00 0ng A 51OF ) U
QSed to 100% of batch weight with purified water. (Balance 2) Final pH = 5. 52 As s

Measured Osmolahty. Osmolality = 2§ 7 ”’“9&»/17 AS 708
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