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Physical Testing: Soma 700mg SR Tablets #1038-24, 25,4 26
Batch # Target Wt {m Tablst# | Weight (g} Thickness (mm) | Hardness {SCU; Friablli
1038-24 1000 0067 52| 27.3|Initial Wi (g) =
0081 .55 247 10.0910
0073 .53 26.7|Final Wt (g) =
4 0087 .56 26.3 10.0500}
0098’ .55/ 23.2
0046 .54 258 —
0047 53] 27.6
0051 53| 24.8) =
.9978| .52 255
10 .0206) 6.55 27.5|%Friable = —i
1038-25 1000 0078} .71 26.7|Initial Wt {g) = —
2 .0032! 87| 28.1 10.0480)
8992 .68} 28.3|Final Wt (g} = et
4 8990 67 26.6 10.0180|
9954 .67 283 i
0051 .68 28.2 i
0036} .68 224 -
.0043] .68 26.6)
9 .0061 .70, 27.9) -
10 .0300 8.68 27.6|%Friable =
1038-26 1000 .0061 53] 27.3{Initial Wi (g) = :
2 0016 50| 27.2 10.0480|
.9998| .50 29.2|Final Wi (g) =
4 0003 .50 26.3) 9.9980)
.0061 .52 28.2
.0020; .50} 265
.0074. .51 281
.8928 47| 25.6
.9984 48| 26.0]
10 0036 6.52 25.1|%Friable =

**Hardness readings in bold = tabiets that capped during testing
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”x_n" Registration Batches — Decatur 03/2006

E

Bateh # 03-33-03¢

[ DOM: 03/13/06
— Batch Size: 3300L

|| transferred into the 940 gallon holding tank.

No problems occurred during the making of this batch. This batch was made in the 940 gallon
processing tank, samples were taken according to E-Req 1112 sampling record (see below), the
batch was filtered through a Millipore 0.45 micron PVDF 20" filter (code # CVHL-72P-P3), and -~ ~— -

poe

1 E-Requisition 1112
SAMPLING RECORD 05-33-05
3 03-33-04s
| Batch Nomber: _03-33-03¢
—~ Bulk Solution
| S
PROCESSING Top of 5
) Following Compoundi 2x300mp | Azclastineand
H Step 11 Tank BAC Asay
. % Bottom of
| -
Compomnding | 2x300mL | Azelstineand
i Tank BAC Assay
FROCESSING |* .5 0p Azelastine and
1 B Followisig < 2%300mL
. Step 18 Holding Tank BAC Assay \
a Bottom of Azelastine and Y
Holding Tank | 2%300mL | "ot sy id
H PROCESSING
Final Bulk 1x300 mL Specific Gravity / \
H : Solution Prior
| ; to Packaging 12500 mL, i:?é;m
i Top of Holding
| | T approx. 220 mL | Microbial Limits \
g 2x500mL | BukReloase
] TxS00mL Retan
. s bottles] Bulk

7 The ealy poi_n! of note is that during the filtration process it became clear that the filtration rate
? slowe.d considerably after approximately the 1-hour mark. At this time, I began charting the
-_.filtration rate (see pg.) o), and will continue to do so for the three remaining batches, for
son.
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Batch # 03-33-04s ; istration Batches
DOM: 03/14/06
; Batch # 03-33-05s
Batch Size: 330L 0;/!1-33/32-33: DaD:M: 3/15/2006
During the compounding of this batch, specifically steps # 8 through 11, it was observed that the ~ fime _ [Batch Weight (kg) [A weight (k " Time _ [Batch W;Sis nt (kg) JA welght (kg) | "
250 gallon processing tank began to shake (as it is equipped with shock-absorbing technology to 2 3231? 3"/: S e = “;a :2:: as :
counteract the force of the moving liquid inside) at a speed that caused the batch to “roll” or I s 200 2 30 308 20 after filter purge
slosh around the inside of the tank, thus causing a loss of any true vortex, Without baffles to aid : 166 4 3600 270 38
in the breaking up of the active and excipients, it was determined that the mixing speeds should : ;; E z :g“ fgg :
be adjusted upwards until a suitable vortex could be obtained again. z 50 15373 133 2
] - 38 15:38:01 88 45
Once this was done, no further problems arose in the manufacturing of the batch. i : 32 2 gggg 423 jf
: D4 2 12:39:30 2 0 B
Samples were taken according to E-Req 1112 sampling record. The batch was filtered througha -~~~ o] : o4 0 12.:40:00 0 2
Millipore 0.45 micron PVDF 20" filter (code # CVHL-72P-P3), and transferred into a 375 gallon ) £ 84 0
holding tank : 74 10 Batch # 03-33p-03s
Bran. - : 64 10 D of M: 3/16/2006
: 56
These new (greater) mixing speeds will be used for the two remaining 330L batches as well. b : 48 Time [Batch Weight (kg) [A weight (kg) ;
. | 1538 40 335 nla after g8 i
15:37 30 10 12:42:00 306 29
Batch # 03-33-05s ) a8 o e 12420 > 29 after filter purge
DOM: 03/15/06 15:38 14 10 12:43:00 248 44
. [ 15:40 6 8 12:43:30 203 25
- No problems occurred during the making of this batch. This batch was made in the 250 gallon = %;:; : [2, :gﬁgg fg ﬁ -
processing tank, samples were taken according to E-Req 1112 sampling record, the batch was . 12:45:00 71 43 i
filtered through a Millipore 0.45 micron PVDF 20 filter (code # CVHL-72P-P3), and Batch#  03-33-0ds [12:45:30 a7 2 ;
transferred into a 375 gallon holding tank. Dot 142008 |12 f:gfg?l = 2 i
Time __[Batch Weight (kg) A weight (K 50:00 | 3 6]
Batch # 03-33p-03s :10:00 335 nfa after gs
DOM: 03/16/06 :10:30 323 12 fiter purge ¥ FILTRATIon wAS pAe> S The Hobiig B
: : ::gg 313 150 Thic WAS UBARING, CAPACTY.
SR 301 %
No problems occurred during the making of this baich. This batch was made in the 250 gallon 13:12:00 30 8 WE ESTIMATED TaT THERE wAC Ehvual
processing tank, samples were taken according to E-Req 1113 sampling record (see below), the : -fg‘o 555 5 Poou £ pesumEDd FUTRATION .
batch was filtered through a Millipore 0.45 micron PVDF 20 filter (code # CVHL-72P-P3), and 1313 540
transferred into a smaller holding tank. - i 400 213 ]
H :14:30 86 7
ATTACHMENT D $H\0\0b :15:00 59 7
. :15:30 3 8
SAMPLING RECORD 1 :16:00 03 8
:16:30 7 28
E Batch Number: __03-33p-035_ L1700 3 2
Bulk Solution : 18:00 0 1
Top of boldi : | —— i J ”ﬁ‘
s N | e ERL
5ot ey i g, |
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Product: _TUSSI-ORGANIDIN NR LIQUID Form. #: 1044-102P i ‘ Fasi:
cual T Product: _TUSSI-ORGANIDIN NR LIQUID # 1044- /03P
actual . ;
Re: Codeine placebo of Tussi-Organidin NR for analytical testing. theor. | orams ] [ i
BATCH SIZE: 2.000 L theoretical SG = 1.125 grams per - I Re: Codeine placebo of Tussi-Organidin NR for analytical testing. grams
mg per 3 L SIZE: 2.000 L oretical SG = 1. theor. B fmelel
o Wateh ba(:;h ; BATCI‘.I E 00! thes SG=L125 | g per mme:rp" S o) ;
# | Ingredient Code # Lot # SmL @© T redicnt; Lot # SmL_| batch (p) Lol <
Guaifenesi 4055 00000235 . i Guaifenesin, Ul 40.00 |46.009 N
3 | Sodium Benzoate NF 0168 21 2508 50 | 200 | 2007 : :"d“}'lm,Bes“Z;a‘e’ TIFSP %gg ZL 3!;?'90‘;‘ 200 | z007]
4 | Saccharin Sodium USP 7260 | poooo1994 20 | 080 | .80 - [ C"’}“? a:'fd °U ls‘gn ) 1153 G000 0.80 0[ 202 1
5 | Citric Acid Anhydrous USP 1134 0000001292 4.6 1.84 L. g48 itric Acid, , Anhydrous 0mp1232 1.84 | [.842| +—
6 | Propylene Glycol USP 6257 | OboS5o8 5000 | 200.00 |200.2 " 6 |FPropylens Ofycol ISP 6257 | 0boSOE | 5000 200.00 2000 |
7 | Glycerin USP 5100 | (000002135 | 2160.0 | 863.50 |%3.5 . 7_| Glycerin, USP . 5100 0000002’5 35]2160.0 | 863.50 863.5 ;
8 | Sorbitol Solution 70% USP 3135 000000 (230 | 1000.0 | 400.00 | 4000 i 8 | Sorbitol Solution, USP, 70% 8135 000000 1230 | 1000.0 |  400.00 Koo.0
9 | Dyc: FD&C Red #40 3073 | ocmoozéoz | 10 | 040 | odoe i ;’; FDIW F.D}S;C E:d #40 gggz 0000002602 1;‘7) 0.40 07- 405
D 325 | oqpooo 2die 187 | 148 [ 745] - [ 1 wavor' ?g dny 8542 mgxtoﬂ;i 22494 L8 L
11| Water, purified 8542 | Q.S. (to make 2249.4g) ater; purific Q-S. (to make 2249.4¢)
TOTAL: 22494 g - TOTAL: 22494 ¢ —
Theoretical specific gravity is 1.125 based on Processing Batch Record g 3 Theoretical specific gravity is 1.125 based on Processing Batch Record
Batch produced in Room #133 < 2 Batch produced in Room #133
ing P dure: ’
SRR \;‘\. Manufacturing Procedure:
1. In a stainless steel beak INAL CONTAINER {Z Z tare), add imately 600g of &
Jea fiair g atoel Boakon 4.8 tare), add approximately 600g o > 1. Inastainless steel beaker (FINAL CONTAINER _$98.5 g tare), add approximately 600g of
2. With mixing, add the Red #40 (J) to the beaker and mix until uniform. o Pu_nﬁeq water. ] -
3. Lower the mixing speed and slowly add the Propylene Glycol () and mix until uniform. | 2. With mixing, add the Red #40 () to the beaker and mix until uniform. o
4. Raise the mixing speed again to obtain a sufficient vortex and add the Guaifenesin (y), mixing until 3. Lower the mixing speed and slowly add the Propylene Glycol ({) and mix until uniform. ] i
the solution is complete. ixing Time: __ 5 min - \ 4. Raise the mixing speed again to obtain a sufficient vortex and add the Guaifenesin (J), mixing until T
5. Lower the mixing speed and add the Glycerin ({) and Sorbitol Solution (J). Mix until uniform. the solution is complete. . Mixing Time: —gﬁ—“: L . I i
Mixing Time: 5 nin - 5. Lower the mixing speed and add the Glycerin (¥) and Sgrblto! Solution (¥). Mix until uniform.
6. Raise the mixing speed and slowly add the following, mixing after each until the solution is complete: : ms . Mm."$ Time: __f [n s
Sodium Be te ) 6. Raise the mixing speed and slowly add the following, mixing after each until the selution is complete:
Saccharin Sodium ¢) Sodium Benzoate ()
Citric Acid () Saccharin Sodium ()
Raspberry Flavor ({) i Citric Acid ()
7. Adjust the batch weight to 2249.4g with Purifieq water. . Raspberry Flavor D] ) .
Before adjustment: i 7. Adjust the batch weight to 2249.4g with Purified water.
Gross:  3097.b < Before adjustment: After Adjustment:
Tare: _ 124.% Gross: _2720.5 Gross: _2x47.9
Net: 23728 . . Tare: £93.5 Tare: 593.5 L
Amosg of water needed g to bring final net weight to 2249.4g Net: _2l22.0 Net: 2249.4
8. Mix for 10Mginutes or until uniform. Amount of waterneeded  /27.4 ___ gto bring final net weight to 2249.4g e
e 8. Mix for 10 minutes or until uniform. i
Mixing Time: , Final pH: (date ), Final Viscosity: (date ) ! - y . ’ PO L
Viscosity Testing — spintg #__, 60 RPM for 1 minute @ 25°C) . Mixing Time: _ 20w +, Final pH: 4.25 (date_otjos/ot ), Final Viscosity: 8.0 ¥(date_gi#0 S T
oy @m HAS BEEN ovER SULUTES LR R Viscosity Testing — spindle # 2, 60 RPM for 1 minute @ 25°C) F
5sb°‘t{?9{“ wiTH  RNSE wWATER DuRng L s . S MOSIOL ]
MAWHCTURING - wiLl ge PERMEY - ) - : iy Lok S ;
2 P | S S N NS U SN N NN SN NS S S N SR N N S To Page No. p o4 ; » P ‘To Page No.
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Astelin 03-33 istration Batches
| Batch# 03-33-03¢
e DOM: 3/13/2006
Time Batch Weight Amount Filtered (kg) |A weight QQ)TRaOe {kg/min)
4:18 pa o oi oo nfa
5:20 214 3136 3136
5:21 200 150 14
122 186 164 4
15:23 74 176
15:24 62 188
5:25 50 3200
5:26 138 3212 12
5:27 28 3224 12
15:28 18 3234 0
15:28 04 3246 2
15:30 94 3256 0
156:31 84 3266 10
15:32 74 3276 10
15:33 64 3286 10
15:34 56
15:35 48
5:36 40 .0
5:37 30 10.0
5:38 24 8.0
% 5:39 14 10.0
15:40 6 8.0
15:41 4 2.0
15:42 4 G0 .
. Batch# 03-33-04s
DOM: 3/14/2008
. [Time Batch Weight (kg) |Amount Filtered (kg) [A weight (kg) |Rate g/min)
335 ] na 3 na nia
23 12 12 wa
13 22 10 22.0
08 27 5 15.0
302 33 8 11.0
287 48 15 210
265 70 22 7.0
240 95 25 47.0
213 122 27 52.0
186 149 27 54.0
159 176 27 54.0
131 204 28 55.0
103 232 28 56.0
75 260 c 28 56.0
47 288 28 58.0
18 317 28 570 -
0 335 18 AT E

T

——at— . _ToPage No. log
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. N : i
Batch # 033305s /Y T /Y X ..
DOM: 3/15/2006
Time Batch Weight (kg) |Amount Filtered (kg) [A weight gsg} :
n 335 na B3 :
:35:00 328 na it -
35:30 308 n/a : :
:36:00 270 65 38
12:36:30 224 111 4
12:37:00 178 157 4
:37:30 133 202 4
:38:00 88 247 45
:38:30 43 292 45
-39:00 2 333 41
12:39:30 2 333 0 »
12:40:00 0 335 2
Batch # 03-33p-03s
DOM: 3/16/2006
Time Batch Weight (kg) |Amount Filtered (kg) |A waeight {kg) |Rate (kg/min)
35 nia nfa = na. .
12:42:00 308 n/a 28 nfa_. -
12:42:30 92 43 14 43.0
12:43:00 48 87 44 58.0 T
12:43:30 203 132 45 89.0 ;
12:44:00 158 177 45 90.0 i
12:44:30 114 221 44 89.0 :
12:45:00 7 264 4 87.0
12:45:30 37 208 34 77.0
12:49:00 34 301 3 7.
12:49:30 3 32 31 34, 1
12:50:00 3 32 0 1 :

b ~
‘ ) e i \\ To Page No. 06
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Filtration Study: Astelin Registration Batches = '_
(Decatur - March 2006) #1 "‘Zz i '?7
1 5 T Borr
1 Tov so1TLES.
. || FReEZe /T i CXTREME DI Freeen 7o | 40 overy,
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Amount Filtered (kg) =
‘ ——03-33-03c —a—03-33-04s 03-33-05s —%—03-33p-03s
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-+ E1112: Post Manufacturing Observations Report. - Eiltration Study: Batches made in Decatur E1112 i

Authors: John D’Aconti & Kalidas Kale

-—  Date: March 24, 2006
3300L Batch

In the week of March 13" four batches of Astelin Improved taste were manufactured.

-~ One full scale, 3300 liter size registration batch (Batch Number 03-33-03C), two 330 liter A T

i size batches (batch numbers 03-33-04S and 03-33-05S) and one 330 liter size placebo W SRS, UG A T -
1

batch (batch number 03-33P-03S) were manufactured. H

Filtration Rate (kg/min)

The 3300 liter size batch was prepared in the 940 gallon capacity processing tank. T |
- During the filtration of this batch after one hour, the filtration rate was considerably R i
decreased. At this point 3136 kg of material was filtered. From this time onward : ‘

filtration rate as a function of time was measured. The filtration rate at this point was
only 14 liters per minute; it decreased to 8 liters per minute at the end of the filtration,
—1 when all liquid was filtered. The total batch was filtered within one hour and twenty four -——
minutes.

4 . 0 500 1000 1500 2000 3000 3500 4000
] Amount Filtered (kg)
== 03-33-03¢ —=—03-33-04s 03-33-056 —03-33p-03s | -

1 The filter used was Durapore Cartridge filter without prefilter 20 inch, 0.45 micron from
| —| Millipore Corporation. The filtration area of this filter was 1.38 m%. To maintain the

f ... good filtration rate throughout the filtration step, there are two options, either use same

‘ size filter with a prefilter or use 30 inch cartridge with larger filtration area 2.07 m?.

| These options will be evaluated during the next manufacture of 3300 liter size batches.

330 liter size batches

Batch# 03-33-04S
These batches were processed in the 250 gallon capacity processing tanks. It was
~1 observed that at the time of addition of Azelastine HCI (step 8) the liquid was sloshing
L | around the processing tank at the stirrer speed of 120 (+-20) rpm. To create a vortex for
|| proper mixing conditions, the stirrer speed was increased to 200 rpm. In step 9 the proper
} vortex was achieved at 175 rpm. In step 10 the stirrer speed was 175 rpm. Instep 11 it :

=1 was 125 rpm. Total batch was filtered without slowdown of the filtration rate. A B

Batch# 03-33-05S and Batch # 03-33P-03S ' ‘ : Lk L ~
The stirrer speed was maintained at the same rate as used in the manufacture of batch# i Vb : | N
03-33-04S. These two batches were filtered without slowdown of the filtration rate. ; ]

RO Ve l“r% R ,, <
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FORM 03»3:3:;0 ‘T :

i

Y
2 } RS- FU S B St » e e s
. . 2l lin® Nasal Spray . 044~ 11] :
Product; Astelin® Nasal Spray pe. 1044~ 11O — ] Preduct: ASte,l aceh cor Analytical pe. 10441
: : 0 L : to match Investigational Placebo 03-33p, for Analytical Testing.
Re: Lab batch to match nvestigational Formulation 03-33, for Analytical Testing. | Re:labbachio .~ L T
Theo. Actual i @ ode
R o | dient Lot # Yowiv rams per
Ingredient C;de Lot # Yowlv grams grams per ' ngredl # ° Ig;atch P
per batch | batch o : H T
Azelastine HC1 1105 0.100% 2.000 o T SNSRI, — - i g : 2 St
(DOO(I)ZO‘I’[ 2- { : L -I HPMC 2910, USP 0.100%
HPMC 2910, USP 3340 | 000000 Z322| 0.100% 2000 Z. 002 I SR —4 1 1 TR = o T
: | i tion, USP, o0 = - - .
Sorbitol Solution, USP, 70% 8135 | (ODOD/IZ30 | 6446% | 128920 |} 23.9 N 1 A | |Sorbitol Solution i 00 1230 d 123.9
' || Sucralose, NF 7474 | 04073 | 0150% 3000 | 3. 009
Sucralose, NF 7474 | 04073 | 0150% 3.000 | 3.008 ST, G B Rt 8k Disodium, USP 1349 0.050% 0500 | 0,504 :
Edetate Disodium, USP 1349 | o000 2353 0.050% 0500 | p.502 i o i m;'sp = — 0000002353 0'068; 1'3 =1 < 00 ;
’ i i itrate, , Di 1¢ ' . 3 . ;
Sodium Citrate, USP, Dihydrate 0734 | 2cl304 | 0.068% 1360 | 1.268 { | Sdfum Ciitato ki ZCI2b4 a
» . M 1 | Benzalkonium Chloride, NF, 50% Soln. 2202 1¢1304 | 0025% 0500 | .50/
Benzalkonium Chloride, NF, 50% Soln. 2202 !C / Soq 0.025% 0500 4. 502 ] i Bo Bt
i —= QSto QSto 3 | Water, Purified or Deionized 100% 2028.0
Water, Purified or Deionized 100% 2030.0g - Jcd B o 4
40 Manufacturing Procedure
Manufacturing Procedure ) Rt E o
. . . s . _ S i - 1. Toa suitably sized container (tare weight T24 '2 g), obtain 740g of deionized water. Begin mixing and
1. Toa suitably sized container (are weight__7 25,77 _g), obtain 740g of deionized water. Begin mixing and | heat to 80°C (175°F), Record the temperature. While mixing, Slowly add the HPMC /) to the vortex of the
heat to 80°C (175°F). Record the temperature. While mixing, Siowly add the HPMC (é to the vortex of the " 3 r mixing water. -
mixing water. , . . L . -4 3 L Mix for 20 minutes or until the mixture is lump-free. Record the mixing time. Do NOT let the mixture coolte ... ..
Mix for 20 minutes or until the mixture is lump-free. Record the mixing time. Do NOT let the mixture cool to b 1 below 60°C (140°F) while mixing. Temp: B_°C Mixing Time;_Z0 min -
below 60°C (140°F) while mixing. Temp: B0 °C  Mixing Time:__ 20min - — L e
. - & © 2. Add approx. 1000g of deionized water. Cool to 32°C (90°F). Record the temperature. ;
2. Add approx. 1000g of deionized water. Cool to 32°C (90°F). Record the temperature. b L H Temp: 32 °C t
Temp: 28 °C 3 ’§ i
§: [ 3 —AddteArcinstine HOH rmining-unticompletely-dissolvedRecord the-mixing time-and-tomp SO !
3. Add the Azelastine HCI (J), mixing until completely dissolved. Record the mixing time and temperature. : PLACERD Fempe: o Mixing Fime, ol i
Temp.: 28 °C  Mixing Time: 0 mn - i ¥
L ) o B soxt . || 4. Add the following ingredients, one at a time, to the mixture: sucralose ¢), sorbitol solution (v), EDTA (4),
4. Ad'? the t:ollowm mg?'edlents, one at _a time, 'to tt_xe mixture: sucralose (v), sorb!t_o!‘ soh{tlcm (I)' EDTA (‘h’ sodium citrate (J). Mix after each until solution is clear and record the overall mixing time.
sodium citrate (). Mix after each until solutien is clear and record the overall mixing time. - Mixing Time: _20 mi4 .
Mixing Time: _ 2 O min * e
. . . ) .. ) . N 5. Add the Benzalkonium Chloride (./) to the batch and mix for 10 minutes. ~ Mixing Time: [5»1,'” &
5. Add the Benzalkonium Chloride (J) to the batch and mix for 10 minutes. ~ Mixing Time: (@ min -
. . . L. ) . . [T 6. Adjust batch weight to (2028.0g) with deionized water. Mix for 30 minutes or until uniform.
6. Adjust batch weight to (2030.0g) with deionized water. Mix for 30 minutes or until uniform. Before adjustment: After adjustment;
Before adjustment: After adjustment: i
Gross: B Gross: 2 52.2 g
Gross:_2673.0¢ Gross: 2756.] ¢ - ros.s -ZLEB.0¢ ros.s 7.
Tare: 726 .72 Tare: | Tare: JL‘LI 2 £ Tare: 245 5 r8)
’ ’ : - Net: 93.) ¢ Net: __2028.0 g
Net: [ 946-3 = Net: _ 2030-0 g & s o =
1 Amount of Water dded: 5 to bring final net weight to 2028.0;
Amount of Water dded;___$3.7 g to bring final net weight to 2030.0g. @ od: 129.9 g o bring fin welgh' & _
s ; 5 i oo P e K Mixing Time: .30 a4, Temperature at end of mixing: _ 2€  °C Description; (}( Eﬁﬁ SoME
Mixing Time: éQ m !y, Temperature at end of mixing: ZZ °C Description: Vi 22 755 pilorfes s e cALE" FoldA . i
. i 72 3w oalorfos . ; o L 1 7. Filter finished product through a 0.2§um Millipore Stalnﬂe’s’g Steel High Pressure Filter Holder. B a
7. Filter finished product through a 0¥gum Millipore Stainless Steel High Pressure Filter Holder. LITTLE [fOAM | Filter Info: MLt/ PokE-buRapels 0.22 4m GYWPIH2SE
) Filter Info: u24mRE 0-224m 6 \_’MP’/ 4250 ITGY*&M 29130 : Discard the first 50mL to 100mL and retain the rest of the product for testing and packaging. Lo+ # 2og 429/ 30
Discard the first SOmL to 100mL and retain the rest of the product for testing and packaging. Someiataed, == s
. . . . . . 5 ; } ) i 8. “Measure the pH, viscosity, and specific gravity (viscosity testing ~ spindle #2, 60rpm for 1 minute at 25°C). H
8. Measure the pH, viscosity, and specific gravity (viscosity testing — spindle #2, 60rpm for 1 minute at 25°C). SUBIS) SN NN T i 27 0 p i
oo nal pH: & dat “fj0 . Final vi ity: - e date  °'t{j® o X i
Final pH:__§.5h__ (date_ 04 H“‘ ). Final viscosity:__ ©-0 s (date 9:; 5 ;ni;\g ). ] pi_ 6. 27 (da °—l'—lﬁ’4—)" Tkl viseoshty: S (o g (8 —‘-‘—l—) .-
3 Ldats Selrvnse 7 ke 4 n 1, b H
SperificGravs_____(date_———3-fpycT Y = 3Lp e g pm it X Specifie Gravi—t Fhs SRS e B S S R L L i
i Yo i ; o ; ; i
S SN (N NS N SN VO SOV SO (N SN SN NS NS SN N SN SN S S N | . -To Page No. L R P b |
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T Target WL (mg) | Tablet# | Weight (g) [ Thickness (mm) Hardness (SCU) | __Frinbi B
500 9827 T8.0[Taa W (@) = *
0075 .ss 218 10.0080) . ;
.0009 .66 19 3|Final Wt (g) = : s
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