PEN.017.1384

GHT k008 LeF 3i-1~56 13
i $M, 3#7« o8 ‘omf: o«%f‘m f,;l—im el ~4o'e ﬂéa%:"zgy
2. %ﬁmwﬁf yertaaann , peot ﬁmm@y . o wal
LS wntM Al addicl o JHT.amel pH = 7o witle 0025 M HeE
‘g,WW ﬁ‘mﬁ to ﬂv‘g’;’&./um. Gant. o, ueld cﬂ 370M4L éew [
3. ‘i’wﬂé—u%\u &% 5 100 wobth el
ae s 7S
25 e M GnCe,
= wM Tns
-PH i RX -
v. Conwabulion by a 10 x %,,\LW by 3 wls, atze%&l&m&im wntl, 1 we mH ik&m
ivo ward Mall
2o viH7SC
2-5 MNC@(&'L
o MI“{ZWB
pﬁ“ =P,

. Tl &MM%_

P NC‘J"AU@

yereils |

Toent
A €,
1. sk
12.2%
12. T4
4. e

iR

tLan
- 3o
5.7
! 4t
53
p.ol

reablg

el Tlskprosarng (s Puwpno. Filhede Rake wlfui
(e:zm’tﬂd"tm D 5 Yo 6 '/1 + Back promouae. 3.5 md
log wal ~ v
Qoo wad - -
3o wd N -
BT mh e o ssensdler Wm @W MW)MWM&%P‘
mr QuisivennkS e 5. &+ Bocde groosuv R by
3 so »' .
Doefehheaken, |, 1 dadem on woaml
% wi (20.1) T4 et BP
i " . 2l
% g y
2 7% o
Bl 7¥ * Rk
3 7 ,
SNBTS DOCUMENT REQUEST. No:
wh = 87T
wol L %~ s S

2010/00045-. . -



PEN.017.1385

2RT LOOSE R 235
racton NG ASSAY HEQUEST FORM (Q32) DATE g{},\}g(q,_
{‘&\fzxﬂa )
| sTAQL
. HHORO SIBRET R S Call et ST
SAMPLE G.C. NUMBER ESTIMATE (U/ML) RESULT (U/ML)
PosT HSO il
o ; —
pigpax S.H PERS 255
ek (R = 2o b
., NOTES:

oate: %) ]8L A SIGNATUR: L. @w@d{;&o} ,
.



PEN.017.1386

23
FACTSS v’ﬁa ASSAY REQUEST FORM  (Q32) DATE L - ~2RG
Tey expt of = 286
SAMPLE Q.C. NUMBER ESTIMATE (U/ML) RESULT (U/ML)
TE, g—-io- o Y
%@Aw‘w 7
<, - T (aﬁé’g, T
%'tﬂ%@ peofitten ” ol
'geym:é; +Ca ot
Cypune. POATOES” “ 545
=30 R+ ACon O A
' Lastus  Paboll - 515
7 b-ooB ™ -
E”. .
P awo ad /0 817
pot wodwml 20 15-072
70 ¢ soo wd o o
5 Lws | P o N AR 50 . 2689 1UIg
i
. NOTES: <
ﬁ.« TE\ ap'()aa:»e(\ deﬁ-r:& - %u,@e,mcsz C?I%St‘céﬂi
DaTE: b 2. b

SIGNATURE: {Eﬁgpehq Thomeen




S}f 7 #-oo¥

1o S, Ge(v’&awv S/H’f 4 co?,

a3 cwgwﬁfq{%m‘, .

PEN.017.1387

R8T,

63 mM Necl oddood v *3oo ad ﬁwimd%lw.atm

O Shpem sy o gtachdp ool of 28T aud (post- SM samplen) oo LB,

3, Pna-%b.mi« : 1o wad Ade Ol

aand 24 mM7sc

2.5 oo Cc«'d’.,_'

20 mM %&ul-e_
ka‘?‘@

No AR Sk

2. Moriteon wieea “c{amm") et

ARU AT mun | Sevsdd comrotads ox ‘g&d‘ AL
ale«m.of PYSTRPNYEJOVE VP VR
WE dekeils -
T ot vl . Paasarme A .
1.3 % pun - N S+ Recde Frecanas
§. 5% . s‘bth b “
2.2% /5o mal 5
bk 200 wd 6" «
C Q%S’ML 1 ’
Frnad vl | peste o AR Lusy prefunic) prish = 45l
:2 /M.L fiw@(_ba ‘{13.1’&3).”7 «E:{ldmu%,\g,d:‘ MC% RN Sl Qcau.a ouned QC: a"w 775’ i‘)c} ; CLA
oA m\a@% .

ol /%C“& [ } .

xSl FU ainke 3o ol Vele ownd duied om SMIR.



PEN.017.1388

23
S ASSAY REQUEST FORM (Q32) DATE i3lzlee
;Q\ 5['&656 [4 .
SAMPLE Q.C. NUMBER ESTIMATE (U/ML) RESULT (U/ML)
3“\“7 Loty xscf; oA »
>R hg /
<M , - a2
p ot (S0 wal < 5og
port- 2060 wil ‘ o 5
peot 225wl /o e
FHT GosE 1S Figom
2eSeeme | Snallols <5 |5 323
Q‘S‘MM%&‘;@ ! .. N
2ole Srenme Y . .
QS‘MM l\}c,\(‘.[ - q‘qé)
25 pl s —
as mM wWewt . “ .
f' ‘ s ?( £ 2/ i/’ ‘ ‘r”

SIGNATURE: g0 0. Yaklon




PEN.017.1389

Tz, prpooekon  and M#—%\,W\M 2k =28~ 2 B .

7;57 | processesl s Cﬁ“— ot Stp b on ponted shast on Shoum mdwg, Ao vnitial somple

5@:33&9&&\ Cfv T.ﬁ," .
Pt slep L 1 (8) BO W\ Nl oddedd ettt P’H s anttol s -3 B toc mM
Trvis \osae. %&NULQLQ. Lonn fedlon Lisé {W CoACED .
& Rleed o e, Ao pofr e vt
Samgls deden . M tew faomen ovarnifled e ~7e°C ,
2528\ {D

L P gy Miidou

%w-?\«r&: M et wﬁ»
QQJ\ &(/\&h&d o o»fﬁﬁ"xmm - ne \o\ezms
%#cwhi:f vol = Szoml .
2o wH Tri
hs mtl el

20 mM TSC

8 M Conlly

A U skl

p¥ 7-a,
¥, 'bvmfcﬁmh‘m W& - wl!  2e wM Tos
s m Aletl
e MM TSC
25 mM Gd,
(a“ 7 e
W@%M{m
Tles ook, froenanan F;i P s , elae
o, % Mo AR adenk  (F2omlto vel ;s‘aam() t s & o Back P). P m;
1o 13 ”f@éwy bt
e .20 o5, led wih Wi e iy robat (voknew = Skowl) .
A1 oy IRoml conen | &~ s 2 m/
ir. «9 2uo ml - B e
r2-2¢ 8uc mmf - -
l.o7 teich m/ 7 2l
.07 w %ogw wn Mn.r’éw mcu&}»fﬁ'ﬁ{f%iﬁelb,
S vol elondy . ? s 22 md
2 so el Wmhmwwﬂj.‘bﬁﬂcwm
2. 27 avol 7 St 2 pd
3. 03 3 wl g - - .
3. av L wl : 8 - -
2,52, T Ve’ e~ side of ugmwowv
A svol € sh PR
%ﬁﬁ? fm‘«i&% .
Rbevtionp vol= Scom/
%fu‘zwr’ = sogmdl.



PEN.017.1390

Ay ~ 25236

%La,ﬂ Releatale oo %@Ma«{ o & .45;1‘,&% m?afq Soeeciy. 7{/46«; e ,y,w?&‘#éu
otised nd M:’éyﬁ/w caccitbeid oo BH fllio wsert bfockiA cond Hha

;/z'?»é‘-etﬁ /;%{&,/MW LY am@v/w ool ,

Swd s amd Lk e 2owml wWeds amd e SMIR Ak fepe ne S,



PEN.017.1391

N ‘1 g
. -, o o o) ., Py A Bt g s
wgmwsﬁw$)a%?¢w,tvﬁ®f bg Ay, PVCC AR A

SIETHOD SHEET FOR/PASFBIRESEN -1V HH— 1 LTS PRODUCF 0N
A

CRAG AN A S

SN

I

Tris extract (pH7.0) ~%oo wl g =

2. Titrate slowly f{rom 70 Lo 6.7 with 0.058 licl
Use E. vibromixer
Volumeused [~ ML
Total volume __e«mye ML's (Vy)
3. Zinc/heparin precipitation, pH6.7
Use E: vibromixer
Q- 04MLbHe parinlf{ ¥} Mg
333.3 ML's, 4mM ZnAc/R(V1) tgg-gsML's add slowly.
Final pH, [ 4
4. Equilibrate 10 minutes R.T. with gentle mixing.
5 Foo0 y . BT Aoon
S. Centrifuge 16 minutes R.T. 400¢ rpm. v >orvall &1 6000
Post-centrifugation, zinc~supernatant o A (V2)F
5. Mixture of citrate and calcium chloride to 0.02M and 5.5 mM
a) 41,7 MLS/8(V,) = 41.7 x0.es8(V,) = 26.ole MLS 0.5M Citrate
b) 11.1 MLS/2 V,) = 11.1 x e e5(V,) = ¢ §uMLS 0.5M Calcium
Chloride.
(A T78 26,06
Mix @temtMLS 0.5M Calg, with bt MLS 0.5M Citrate
Add slowly to (V2) use Ez vibromixer
Final volume _f,¢ 5 a8 *
oGl api-Ey—through—a-NBP-careridge NEIUII %1 625
S,f‘ Addltlon of glycxae and sorbltol stabilisers
e

wﬁa) wj:SO g/R(Vg) ) g x o AVy) = g glycine.

Add. slowly mix with Bz v1brom1xer, ,
Keeg,pﬂ above 7.0 durlng glycxne addition with 1IN NaOH and ad}ust

to 'final pH 7.
b) 1850 g/8(Vs) = xego g x Hf” L ROV Y= g sorbitol

Add over 154u1nu{es with sl:rrer at 70 rpm , INLR,A54 temperature
(»RADUALLY from +20°C. Ln 40, - R

\ﬁ

Fiil glycine/sorbitol Vi1 (G5). o MSE boities
X ML'S




PEN.017.1392

Ui~ 230
E:4
FACToil MM ASSAY REQUEST FORM (Q32) DATE 25 2.%.
TE, @45 2- b,
SAMPLE Q.C. NUMBER ESTIMATE (U/ML) RESULT (U/ML)
PL-,&Q—%&M‘*”&& , L
additiae 2226 @ & 379
P”iﬂ “QW 2 sy
2Bl ® - 32
& oo 2.
prc o ©) ) 365
F“”b &)u'f},uw @ “w 3’(9‘
WF tortan o %
p=t 120 wak @ : ' ~/0. b o
Comon. 240wl @ 920
' [ 3)‘&0 Mﬁ §® jt%ﬁ R
: i
P gl . /
DF S ® &% _coner 3ol
Lo i
ol ¥® . i3-29 {
e : * P oy
7 13.27 /
i3
10-49
157 :
it- il
F
#i
. NOTES:
!
PN

DATE: Ab-2.%




PEN.017.1393

Mo bora %rmck:a&vamkcm . De-2-5¢ .

Mwéa):\&:f %.u.m\ wos e yecipe AT }mﬁ?&m .
. Asmieoa, douddin R \cu)cu% Vi w” pusp.
- W%@w% gaw’f&kg W ot e Qwmd pkt % mwadarores e gt M\}?f.

b “Seond puck” (e Bk osed Gl axpl o pot LBES wp fo ak- 286 gaut aulhs G
Aokfe \

e Fivsk th" ie avdundsevombs wetd ‘ax{a":s l4. & +o L8 -8BS ot Analld Cu Hably 2,

L, ow {m‘ch;:;i JLVETYE I et} ?a,dﬂb a«?w@mm tge%k}w.& o c&ml NMLibeom L oAha JX/(w\\&
e&%’“ﬁﬁ&‘ﬁ ehc  due ot T ~“ed\e 3,

Resodts ,
Tasis f
Prcsoue Pop 1o, Yilole Zendo. . Reterbede Rale .
?sl. @FP= Bocle presous) . OAQMM Mu Yy
iif # 15 733 = wally tes
: 445 1% éw‘)}ﬁ
D3 e ,)gzgao 5 2-3 ANLRQUAL,
# 3t P4
8 S4E 2.L
A - 3o
7 b+ BF ENS
e é * BP+ P70
T 6+ RP++ Py
= b4 GP 4+ 4 b
THBIE 2,
2/ “ 44 735
/ﬁ b 58 ~ roo faot
23 ' 5 66
A 591_ &%
5 & 76
b b+ &P /oo
4 & BPa Fro g <)
& ’ b+ B8P+ T iz
? b B4t /8.0
/o b+ BPstdh 6.2



Table R, Misden ¥2  wih AW

Frresains Pevags o %M Aate
/«35', ﬂd/ﬁwft
=[z 3* 25

7’% 3% e

23 3 ¥y /32

& 4 AR S

5 4 7

é 4’«% Rorer

7 4‘10 232

< i3 280

7 s 33 6
/o st £z o,

From 29236, Mluiidan 38 it THT o0t
Precoure pu P 75 L PBlhuite Kok gt
2-3 73 b
4 EZA 5
f %" {5

é&~7 4 75

&9 “” bs —7 0o

r6 167 44" 7.0

Rauve ,_)(cwq\ol Soend. m%&k‘ Ui comaisttunecas
ﬁ«eow/,ox" P.«wpnc» . M“H«tw.
£ A 70

g - i £ 65
I at g5
/o 4 s
ro # 7
A2 4 /"

PEN.017.1394



PEN.017.1395

%ﬁ«r HcoR Reoassdke Minilteon gl . 27286
Mnikennn. Ay Wiﬁ R covmitte (B,%00) je gk,  Desol wlme
. SM %w,w*w_w'& otle  gow TSE cnd 25 mM Call, , P 74 e of 25 2.36 .

LeT%N M\AK s ’é\ér'f W o mz‘{}m.t &a@f% de.c;x«lz\-g o wy;Fy_x,q@L (F”"' 18 s

@ Rson e et Yo %‘&E’J&b‘s e O '&‘r?/u.w\, . E\W& il ena ke

lhew weo

&&%M Lt&*a"w&“\p}gc\\a‘“\ s e o VW%”M weo  poen Lﬁmaﬁﬁmm\%{lm}

Rermon o (;,,-.o}&‘\i&m rAoanel, .

. Q«eﬁ&ua\«_: Ao vt T s Mg v 1\:):»‘(_9.,-’ 20 MM TRC, 53wt Call, . pf“f 7.

5. dethrobion woler. Newd secipe AT .- Swel
%&W’V"& 0 F‘m,us‘\\uﬁ W = 1ok,
vt sdads  patke A

Dares s amd c,\'\n.rro\cﬁ:ﬁulémﬁm cg_ Minibenn X wnthe %&’r“ﬂ

Tomns wele g . Tabet frosatne (ps)
D o - ;;:f 5‘:“'3 (;P
3%y 4
W 5
4 -7
45 g
2. 21 fvol 4’ 5 -1
&y io - fo
/2. 3% 2w/ 47 /"
2. 27 /m’wf Aovveredd Ao N N é}u‘L renaunt plowrt 7o ;"C}@.&‘c‘
- #3 27 5~ P~
/.26 4 wo/+Fo ml # iz

fo29 Susol -

Folhale Recde vl fuss,
4-35
g
(s
7S
P
6.5
7-0
g5
Flowmte = é-z’M//m;u
7
H

-



