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Row ? thi .sponse .'.'a .Lh.tg Y C~ t n Fractionation C".eaitre ( LC) to the

ccttoat oC "icanrs i•'11nt and Purvas a seria-s of vloits for c1 to;aC

'FC ; 3:'U takca place  10 qro L-t;ts`s nattc r TYi!'se. FWC1 e hold or L €} 
t 

s Yg 
di 

11th znd 15  .tun 191 q 
""' I) :ta •`t hok: nthn it to

30th S tembn r®J.SL Occober — K t7 Ak ling and d tiny C hoy.ot.hoa. .tc °'
$ 

e 
=. 

fL. 

ring the visit of 11th June the DR C a_lexpaec process as exarined1 since e 

oduct licence for this has been issued recently. A separate:. drat report 

this wa;; issued to SURD. 

i 1.Liaa .~ 

-:s .r, roVata `~a~a~w > e0 ---t ci- ....i as ~ ~ .ice a •.ra a€ .r.L .~...-: 

Co il C: ats 

L ' 

Ui the oLa.t:,aas p e'3 i--...at.2e:i.:.T y..,e: tbf. ty $3~Li,,. .e.U; r -x €} C¢1~^r~ : v W'rT: rds J. 

t-LEy •into riled Quality ?tssurasa.ce srrste,t bs - 'Licki.-d be e-,.pect of art 

Lu-t Y4iiG-€,i_ industrial C:t)ne1 L:+' has ° progressed rapidly idea in r.nirdIben   ~' 

to resources available 

wiled c nF f' are t:h  ore not  of fY reed at th is  stage regarding Quality 

.t?t; ro i., ginerai docuirdenti cion ? and standard operating procedures, AM 

me exception of vest ons 3. And 3.8 of this report 

SuLitiuvioLt ia 
t
ho f utu~e will. rcvjq.w 'idcoms gird t-! ase , sg~i!•i:a;.:i e?nd a , .n - 
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e..• 

7 

~ 

q 
it:h in:,s;?ecct ;.on in approximately {"hrec  m nth. s will h: scheduled t..L3 cover 

`ese as )c- cm and o . r any -, Ce ce sasy ad.rise and recomt'-edadions as ! ,. -i:n l 
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_'e e ?L'ar f: i .: :.3.:.i;a?. kD vr`.S:}1.c 1s`.V 1:1 rJ ;f z 1.

.. J. ii dr_ u it' ?iCt:". ! i C" ih, prJJ+4 ^.'.a;.cI; Oa:d storage 2 @.. •:1u 

2x i.,nsat. s'ractoz-y z roc s."i.ng C(J ! it:ion.! 

3, Pont ;.:t :e  i,ce f1n1s?Ye,, 
i 

4, Ua7s .risfactory work flow patterns, which could lead to 

p ,f«i7 ['a tlC4 ui i..:. 1-p

, srt .^o t:a i:.t-c. ti," t:a ~. 7rlo n ; tt~et}uc;ii prCtiuct:.ol. -1 arta.:i, 

which could lead to cor3.taoinati.an of east oacant.. and product. 

IS s.tres cd that thc eonents in this report are tra:ade regarding the 

+;'.S [,: rE t E-ev4'.J.. C7 s. output, and i_r7. L'. i_ts

c'rc d.'...Lterat .oeo of the fnci.ljt .csn have been p'JS3_t.. ei,7 schedulod then 

count ot: these is, taken. 

C F"i c Of rcfar .Ice the section n wnbers used in the PLC ''.i espor se To 

JicLres 7.,.spertoss" "deport. .19rid" 
are used where ne.ecseaty» The epoci ic. 

aerecces are found in book I, pages 969, 

T. o 
., a.. .x .. x._Y'E , e„ r'E CY K~ t. :'.l C. $. i 

3. b. Sio3.i7,~e... ..%L':!S (T'.`.i .3m.l;tTr /Fp 3. 29.9 Oi: FC Re'...ip4.'SC! xC?) There i:i 

t -
"Ed:ii.CxL4e {' .. ~'. [.; C~A~[': d& ~lvt, and•• 1 ".1'li14 Et1rl. is etored in 

( :£k&]t..tact Cold Stoza  ju ries, It is ut'Sd r1stc7?{l, that locked 

tamper proof: Crz"t ~ ~'sas are `t1 a:'.in"'' peso CaF~i' CE's ('.~ otore is .i g"1  rlTid e 

Such cool r.;; :". [era.ui teas ore di. 'Z fa.c..uI.tL - t:0 control aid should 

not he Jcczi,"tu';ts 

tftt SILC .:.toC t; ar. r.1lly tieeiACC:GcpL.ahi.s` eve LC ro ed nod 

co  Cad. 
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T LL i.:l.'ld .G!. • .., ..41 J+ . .. 1. WHY . c t:,.. r., c;.11Celt ui .L :"

the ron .iystom ivils.vll and +7 "i3t;iLf.t".tr.

pv t, c*i;a is iaorst in cold st rc:s C37 and

3.2 P'roco°;;s_i ii Arc 

Processing arans Mold in "-̀'fr nc_: al% n.ontorri to rbe /.l J 

G.>uida..~. tnas (197S) or w;ie.re appmpr ante to the Ccitde to :,00d 

R h76ia$}S:i CcVi;. ic l a:."w a.a i.. 1, .a r. dLlg L It. %:i. t;.% C 1928)

Ai a: filters .. hould aoc lly be terminal, is iuLacdi atc iy odor to - 

the se'CL" z_'c.i_Ly to the 1Cai:+:R. h`[k€'a:C. de iga restrictions make this 

impractical then the filters should be as near co the room inlet 

as .posoible.. 

3.2.1 Plosm Pr=acn:an.ing Rata (G89/C92) (ref 3.l of PFC respoas ) 

1 great d ti l;! c: pF: through Lheac areas y but 

with Present work patterns this is vitable. Plans to 

alleviate this arc d`i.sscussed. Some rebuilding is aleeesc :ry 

Greater assurance would. be obtained by converting the 

plasm pooling procoss into a more closed system (plans 

to provide a s lenner say tlec:d o  C rippingrs [ 'le° a.. _~ 

pooling and crushing oL ploscaa have been discussed" 

3.3 Prcparotory Area (GGG)uf,8) (rof 3.20 of PFC response) 

Critical handling; poi.n.ts stlould ntan.et BS 5295 c1n os 2 conditions. 

A gene al. air supply of EA CO.5 micron) filtered air is 

7.'C:e:r:Yt~a:1a'S1t:~cd, and provision emti: air locks and ch.Rn[;tnlo .£ac'.L.lLttes. 

Staff are not 41ea1:

9

i g fiats recce $ri y in a 

shedding o£: particles onto cCP3tp aw!nts and

Th a area in a cd as a general th rough Lar: 

in this a tea. A. satisfactory areaCannot 

t'hcse ccalidttion_t. 

rdea~ to avoid the 

equipment. 

by Staff 4 E uorki.nL 

e Ii ljf',I_;tlncd under 
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S' 
o.i .. a (,.I.te .i J Fi .it. :1 t;l Arc; (= ,~ 

The c;c . 1;, sq'v: ;en ? co iL (di•e:'iitg 1u9 et:i is .' -e:!icri in the 

1.,'C 
134!.'"iyi::'".cc t the fl reCt eiQ port C'4r 1 317€1 IG °..9i ro i . eccc.a'3L° itble. 

The °. it. C ho c•::i_.t, a 31 the c .-"vice beC alI '•IccdY i end s( urcece 

~

,

y

; :

Cc1LAit~ 6. tl..l- C i i roc te tnlo. 

Z=:. Y 11oo :1C'' (` : ar . or, ir7' _ li(-7 LI :Ar a G.'IJ

r j)tjl"d c) 

Critical handling ointE: is this area should ;ltta a'.t L 5295

_.. .. ' ..x.. 3,1 ... 
_ •~ 

h. C.~.. 

9

Class . The ilJ l_i~.B d. Lot 63rii o 3.oC'  filers (O5 raici..o y) r 

recto sernded for this area c M

Air locks sod cl angi.nl; facilities should be provided 

Creeze Drying; Arias (G8?/G9 ) (xef 3 10 of . FC r`sponse) d4 

lr•a 

Installation of a TAF iiodt.il.e over the entrance to the freeze 

th'yors is eduled for early coupletioo, This i. cc dared to 

be an .inter;, solution end w.il:l be revs.cwmd once it has been 

Ins talled. 

L~ 

3
I'Y A ~y y !} 

y

j,ectien~f L .ZO3 1l...,w! Area (C9 / G96) (re -F .17 of P?C resi ollse) . .:a 

II'3 labelling area (G9;) end the- corridor outside is chronically

ovrcrot:{:rLtt y and prc3e.ct flow is not; eerily controlled. 

• I t 

As a metLur of urgency, the use of roll fed lab: i.s should ht s t

i nstitured to 11::3 iS .."t.i oi'i • ll.eviate th e r tsk of mix up Of X.o'he lLs

and/or poduC_o,

:del :'t Pt Jil.`_a .?1! '5 da ~}1 ~i I4i ily'; (G63) 

:!"0. st:ocu:n c :.l ],i ° 4=C.1 for cu,. l:lb>ve.it if, this crt. ,l loofa SC!:•"sat; 

(fl; ii e ;lbe_°c.. :3Y, °.]":7itiC_ fur pr i"l Lieg .'?}. VVL; beo  for 11]"e 

i3 l.ltll° ai."r rc ttre  i. (1.N1") .,a 1.1 i. i,; i.. _ep"i is ve:3y .: is .,Zl1i'.red 
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if 4'! [1%e 11 + i iF:.t.3 i'`":Y~;., f.;ii :1 „.;1y_, L 1 o'&r :.c Lhi,'. p iri.A.T'.E, 

Lbu br cii OT G•a'r. z tit1 <. Check il C for 

t7'."eY' oF pii:]~.1 to 4V t_""i and batches Should be l..i e°3 A. i. t-ts i:CCe 

With the very r peE cored.' tlons p7 ovided, L"h:? ie p.Ic—,4_!p. st-ion o.- 

{pr,-tding of door G67 i°.o *ccor„aadi to bid; p 1t_  a 

prIos~3ty (see I4). 

19 Autoclaves

w bazek, hroual- . up Co e bee tev t ciard by P?"C but 

rep1 ica bents should be piactned. for the early 1990°6 to eeiure 

greater x li_abil ty and safaty 

5 
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4 ' .oa?.,; 3 u: . on. 

S 1D 1 t;: is [U',. ,'k r ds  d LC7pl c'ifl .:.i:i n F.2 c:3 arjr i1:ani:atdo of GH 1'' in „ oneral. 

1i

.p 
at 

,as C•'itca  .;.-t ;: tdt :"-,. ac 1.. 4.7 l_  r~?'L:'."i.:: ion C3 s. Se. C:r. .1.i t} pro s doc-u 

a 

menru 
}„lis 

and aand and ~.-p ra . . L:7n p: i~~' Ia dur iC:~o-i s gcb` ra J. iy 1f4t..c pta.rU1t ' l  C,`•

A Rty;3j:.•T i:fa F.t'7i'i. `.:i3 Td1cg L'_f]C_gf" ;ls ;.uc i5: 17C}w i_S:t'.*:1.ns td": 3r3.iiC.io.7. 

To ua cr e;?c'pcions C:rl this were .. C16. r: d. 

i 31, 7 of this report-. Labelling coon C9 . 

(ii) 3,6 „ O1.1 'PVC ray loft in [kg nr.'in ,ltd ,°u, t 0r ,c 

room C63 Lack of SOO to cover Clils aspect 

4,2 Fi- to rcos dy Chose ; nffcleaci.eo rugarel.rr,g buildings and 

facilities  as reported 'i.r► th e first InGportion a3re still. railaited. t Wf.L'.h dates of 

im leme.nrc rion. 

These C' W13°: i C3t_1e .5 are a5 defined in aection 3 of the , tepoz:t. 

? t."SFI"Lt Al t.

st tdards of C'(P, and a licence would rnt be rer c, .„m ndod for an ind .scre..al 

E::.~U'dS.'i1a.k:.------ i3i:: ry r"J.ŷ rc..f:L'i 'lip',~,rsI ;l ;l{~"'~i k R wn ' • ..ttdf_e=Cu ~~2:; 1 t'_,:~~:C'G. CS r'':"tC 

' , l. 7lti, sa is t~:tory alt.er:M,Ltons co ,. .t building ~s facilities  have r=cc 

a usse,;, on sate, but pruvl- loci of deca.iieal plans by you is sti'. awaited. l. 

4,4 ill use of a closed sysn!.n, for plascsa stripping, poring 3::Ct, crushing 

would subs r ai0.taal. [v u lpecede th is port of the operation and lead Co clearer 

starting; etetctr'i.tl for e ttr'acti ,-m of coagulation factoro and ir:•ect.icnarion 

product _. 

4,5 StikFa ceponslbill ty cega rd.Ln is ,utoc. .ii 1"C; Veh t.a C'. i?'Y'.1C3o and coot cal. is unutull 

in that the Section Monogr_'. it Vtry acttvn]y :Lnvol ve- d Thc L oraL 3 E. U 37

ciV'ai -i b- tiis ,.C•vcivCseent '-.it'lh the F;, ih fal. ll::er.inC i)L:pe —L!I!:_!'er duct l"e owo',crprovidc C: 

111, '6 c'ne 1:"te 1. overall a1-Rhndnrd in this IiL'. i ,:1 ,, and is thorefore gcito: :.ccC ° i?Cii :7 o. 

6 
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• e 

nc '-fit =~ o':-t G e` oul d. ba forwat;rC_a~.. to the"ca. 2pzo;7Y' _. aa te AuOic.r "0t=.y for rciz dial 

a matt cr of urd>°=ncy. 

be re c_;smplace solutions to the deficiencues are not immediately Sava .l;able,. 

t interim proposal Sbcu1Ci be specilit~Cd, aoi n timetable prow ded 1or 

L lspl+3+eci cation. 

i„Ct;.l, "a.G i?G C%:tT):c&~~' I.:s ~7~i?~e't.k~'d~ to td J.. F;CP]£c on or F.3t , .̀3~1'kEFt any 

rn. f prr:posa...:s so tat 5,uia11p.-,:e5s ry delays aro , voidad.

GRO-C D iAYT1 Oa~.K ii?MTT ; 

jj~~ qq 

1.11's ) 

BNOR0000572_0008 


