
PEN.017.1384 

' / /  7* - ^ - o o i  iCcf. 13 

! . ^ -  fr-ooi ^ c o t  o - i f - r ^ o u i .  o t w r f  - W i  

t4~1 o J , k p«s><~ t i v a o w v y  

I*? ^ AJevCX' r -£scaa^ ^ W *7--o t^/vfcLw £5 1  i2$" f f £ C *  , 

^ . U T - f £ - e ^ -  l+t -uic l  t o  o - s . < S ? t s _ u £ _  ex. u t A  o j  ̂ 7 o  ^ c v  u - t r .  

{ A m i S ^ X ,  t o o  ficACfi-

J c  H 7 S C .  

a - * s  wv m. c b x e ^  

| o  i i w » ^  7 o v »  

p v 4  ' - v -  "7-<=> . 

V ,  C£^.tjB^«J><'!5LfcC'«»vn. ICM  ̂ *>. i o  X ^e»\Lou>&eA. S a o ^  v f e l s ,  d U - Q ^ t U x t t f r C c ^  W i r f v  ; § e  M(~t A^uMh 
/ c t >  HA/"-/ fiJa,C€, 

J O  ^N7SC 
2-S aaMCC*C<?^ 
/ t> i«\HZ-y£o 

pH~ 

1%/lL s , j x ^ v ^ l t a  

/ J o -  / A i i C  S i V o ^ c t  di/wcA, . 

- ^ e J b x X X s  , 

I \jois£-
*K_ 5̂ -<?<5<A v̂. 

n .  t r t  

t s . i r  

i a - y *• 

1 - e l  

1 .  t3> 

f -

) .  V ?  

/ ,  

l-?3 
&„e>3. 

vAs\ 

^a<fvt*jL Msl 

0 ® 6 .  3 - < \ j b - t  p-raesasLvi^ ^ > A i ^  

( o ^ W t v ' t v k c A a  ^ 

l o » 0  

5 l o o  y>-»A 

3̂ 'Qi C* 

rto , ^ o i e  m l j m  

C-1% + % o « J t  | V € » < w ^ « _  g >*sr **$• 

%,%,'S (mX «s»«wstMjE^r c « ^ « X * _ e ^ -  | e v  / « a w » ^  % + o p  

9s-*v *J*V- fc 4 -  Bcktit » $ 'if-
^ s " o  

!^%®S^\jEST«tesVV \ \->e{ -ksJ tev^  e*A H-O»aa)l 

•̂ 2 U©1 CStOaA^ fc.f l & p .  

/ • t  

A 

, * ' / l -

& " ? ©  !A'4 . 

A-3 .  "WV-C 

7k 

=5.  t s  

<£ * Is? 

SNBTS DOCUMENT REQUEST No: 

2010/00045 



P E N . 0 1 7 . 1 3 8 5  

- 2 . W T  ( + 0 0  8 " ' tip 

FACTOR M U V  ASSAY  KEQUEST FORM (Q32)  DATE X't ) , 

I feW\Q-
\ i~> i F |  

SAMPLE Q . C .  NUMBER 

"\J» iHMOVIO SJ&'ST 

ESTIMATE(U/ML)  

v j .  A-RTiVnCiift^-

RESULT ( U / M L )  

f > o S T  " i > S O  ftpSL 
Ccr°~C-
"f>ifsF>cr S : H  . 

Q 1>.0 a * 5 . s  

W e !  . 
\%Pt , 2 9 . 1 +  

. . .  

NOTES; 

DATE: S I G N A T U R |  , P. < 



PEN.017.1386 

U 
F'ACTO.'I V H j  AS.3AY KEOUKST FORM  ( Q 3 2 ) DATE L -

C -  ' —  

" 7 t /  

SAMPLE Q . C .  NUMBER ESTIMATE(U/ML) RESULT (U/ML) 

T ^ (  3-41 

^ ^ - c S ^ p v  -H 7v: 

-f-C txCPx~ •5^-© .5". © fc>-Sl 

<7^, -t m-<- ̂ C/ju. 
— (o'U-̂4-

ps«be»VS~" - | 5-«fS' 

^ -V75C tCc'-CCx^r 
V- 5-IS* 

3 » 7  L-c©B 
5 L M  "SAAit 5". 1 ND * 

pcoir , 
' SU3t> lMv{. /D 

g-i'7 

psotr" 
3 ©  

] 1 9 - 0 3  

O o o f S»t> 
(ft 6 o  . ' 

S°l 

•|tvu^ 

ff£l,£Si €Vsa_  , 

J r  " * f £  \ a p p j a ^ d  

DATE', f o . l . ' & o  SIGNATURfi.-: I s l g p a H s  T K o w S e n  



PEN.017.1387 

ji "•> c.ej-Y\c&yrh'Cc/i.Q / 2 - 2-8 & . 

J .  *S H t ijfVy^s ^-cx>t, &> S~/v\H hkkCJt cxjild&ai -Ht •>'ioo wi L\ojpx^^ 
0 "¥ S^Am, t <^(A/\ny> ex t/T>l ^^7 *v*vf £pa&Cr %P4 Se^i^CtJi'y ^sv U-f^_ 

3 , fU-JS-^LoMv 1 c- e> *(vv 

OLv*JI c J o  (»a.H. ?%.<s 

M o  A i r t .  S f o u J L -  3 . T *A ^ C c + C f ^  

So w K  i ^ s u ^ - e .  

| 4*» -7 -  a 

*S , M.O<vA-'{~tX/-v u J e t r t t .  u c ^ C C o J ^ J t ^ ' 1  ̂  a !  Nau. a ( i ?  m i r f i  _ Sv^AftJ-J. c t -^v(-owfcj  o |  ' ^ € j t '  - w W L  

^VXisad esn , 

W - f -  • 

"T v*vx4» irO I . , 

J .  3 3 ~ p v ^  3 "  i T ' ^ H  i f -  C K A  pt'WSMA^-K, 

. i. 
f .  • l$~S • - r b v v t i  

2 - S - 1  / 5 o  v 

% • *f- (s* 3 OO l^lA b 
SI-^SMJ* " 1  
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$5"-  3 - ? l o  ( O %CSuJ^ |>i€ .  ^JOO' t  

*fts O • <f- S ^ m - w a  » "  i\o ^ - d a W w i & ,  £,/0q , 

S+owin-^ \Jol - Saom.1 < 
, fL^j IMJCYUS-4̂ M'V \ &.© ,v. "CrOa 

/ » s "  f v k x e .  

3 o  >w ~T%(L 
•f.g- ^C-i  C © ^ 4  

p *  i - a ,  

t". &u-^cv. -. s!T vftl • S-^5 ToOo 

~ 11 tST i ^ H A l e v t t  

fte, T S C  

pV ~} -Zl 

*Tv«xj2j oe^. ^<•0*00^—.vjl. i Pa>a\a|5, %»Mf^ie. d 
f t t s ,  © * ^  a I o  A i l ? .  •S-4-e jJb  G - ^ o m l t o  v / » / « $ ~ , 3 b i M . O  t *  S l%. ^ t U ^ g p u J i  M ! 4  m 

TO » > 3 "fccti>bu^> feju/Vih 

' ® • J o  ^\».3.S . awXI\ /vJo flXc £y£>i^?\&u} S'H-o vi'vi3 . 

'// . 0 5  !2.o mi C cm c-n , fc» 5" y'fxfn/^ 

ff. f-f 8*0 mf 
(~2 - % 4s 3 w /  

/ , 0 7  / n /  7 a ? / V t /  

S U « ^ o t  a»v\ /1^4<^rt.(tSUw cLslci-jx 1{y& il.Ol-~±. 
/ .  i i / o f  e t W J ^ .  7 < * " ^ 2 -  m 4  

5 « o. o |*Yt\i-v. &UJ«V\S» dblfs^ex^ <Xwaxjv| , 

3 - 3 7  3 v - o  I * 7  <S~ % 2 ' / l  flsyj 

B -  o 3 3 v a l  2 ~" ~ 
3 . 4 . 0  4 1 ^ > /  S 

"i - • .^l,Wjux> «^v 5>vcl-C-

•rf". //*> S~vo( S" -3 2— 2 t • 
stye y4/'^ ^&hZSA 4 

Sh^tCf tvl- Soom/ 
c/O/ - / i >  ̂  / » t /  , 

e _  



PEN.017.1390 

J-H - 2S~-2.-'iC><*-

'faiod fl&ltvihlie sU/fra -^C fa 6 • * 5̂ 6u,-m_ /<#Wy A. jl'/4^. r/o 
*t,bgAj Cittt (J 3 • if ̂ {-ft/xO ̂ CiJ~4£t_ b/ocjfyusf CU^v\ ^ /^JL 
^.itd! ee^umx -4<Je>-«> *7"?~r>%£ ^ s-huhy*'Jcdki/. 

7 > f$~ IAAA j%Ms <sunjci I i XV*AL ilM.VG *i>0 xaA weeis otmA /rum ow R. Awfc ^7^ «o S, 



PEN.017.1391 

s f  7/i's. tvfr&f ^ «-m-vC- fivCtif>i4ewi$\A „ 

METHOD SlH-:i-:T 

1. Tris extract (i>H 7.0) ** ̂ o o  v n L  §• * 

2. Titrate slowly from ?• p to 6.7 with 0.05N He 1 

Use E» vibromixer 

Volume used ML's 

Total volume <~iO ML's (Vj ) 

3. Zinc/heparirr precipitation , pH6.7 

Use E» vibromixer 

- 0 -.04 M L, Jie par-4rR-/-M-V-r) Mb'"s"' 

333.3 ML's, 4mM ZnAc/£(V ,) f L ' s add slowly. 

Final pH, fe-Y 

4 .  Equilibrate 10 minutes R.T. with gentle mixing. 

5. Centrifuge -tO minutes R.T. *4€*©0- rpm. ^ k 1 ̂ O o O  . 

Post-centrifugation, zinc-supernatant tL.O~< (V2 )* 

Mixture of citrate and calcium chloride to 0.-02M and 5.5 mM 

a )  41.7 MLS/Jt(V2) = 41.7 xc»;H(V,) = ai.ofc. MLS 0.5M Citrate 

b) 11.1 MLS/?. V 2 )  = ll.l x e bz^V,) = 4_J%_MLS 0.5M Calcium 
. _ . Chloride. 

2b-6(a 
Mix fete-s^MLS 0.5M CaC!l2 with fag# MLS 0.5M Citrate 

Add slowly to (V2) use £2 vibromixer 

Final volume u <  < jS- * 

7_—-€l-a r t-hr-oiigh-â ' NBP-c-ar-t-r-ird-ae 

8'..-"' Addition of glycine and sorbitol stabilisers 

a )  > 5 0  g/A(Vj) = 50 g >c £(Vj) = g glycine. 

Add,slowly mix with E? vibromixer. 
Keep pH above 7.0 during glycine addition with IN NaOH and adjust 
to*final pH 7.5. 

b) 1850 g/£f V3 ) .=*" 1850 g x &.CV3)" = g sorbitol 

Add over x 1 5  minutes with stirrer at 70 rpra. - INCREASE temperature 
OR A DUALLY from +20°C, .#40oC. 

Kill giyci ne/sorbU-oi V I M  < c;+S) . in t <> USE bottles 

x ML'S 
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^ 1 2 ĵ /TV I^WaA^ Vtl 21 LO Si ,/Ŵ * ' 
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