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Ì 

Th* following is an attempt to Kiv, a rcvic of the- acivila of 

VfH.    in the  field oí' pnnrm .ecu: U;ai  o-^U'v   contre,  ai.t »poclal 

afention wlli be paid tu control in ^ruíacturin, ,stabi indents. 

It  is  flrr.t ntee*r,ary to define tr<-  r.copo of :,n.-r*=er.jMcal Quality 

coi trol. 

The suitability of ür,¿T..   for  their  intended «ne.   1« drt.an.ln** */ 

tw<   groups of  factors! 

1. efficac/ »cl.;!-.M  rrVnst  B^'y__*±j£J±lí '•d 

2. confai':yj£jl:Li'^^^ r^-raln-; identity, 

6trr,»K-.h.   purity «,á otnor  rivant chnrv.Ti-rlstle«. 

Ffflcacy  a:.. Caf,ty of   ir^  >.»,*  au-o.uy   ^n dîncr.sea t.rlî.r 

this week and>î,-ll   only  be T,nM«nca >*r<-  that   ir. or«-r  «o  as,ur* 

producibili^  n'  ,rnC:.cv   ,r,1  : *icty   It   l* *—' ^  to r^blish 

»dc-iuats  ^etfi«ilon.s  for  u.e ùrw.-,   ^  their -u«.:-**   forrr.       in n*r., 

on«-  the rfflcary and r.afety  h-v-   be.n stabil rh--.   tn<»  vr-iHy of 

„«.  .,-   -.   - • «. i hv THMi^tri-  ivifn'.it/,   -tr^ngth, 

p'iiíty  ani  otmr rW-van'   er-r-.rterii-tir-;. 

Quality  co,r.r,;   in  Pr=.,M.-.;   to ac-,t.v,  su,t-„,a and  uniform 

mar jfactuiv o;- ¡-r.si-.c-.-. «. !   •-• -T   - ^»*-^> 
;t¡e «-o^'-ntial 

factors  in  t:.ir   r*»rp.'Ct at»»: 

(a)     proi'   t  .rrili'v   i.-.:«• i f ! r v. lo^fi and 

Cb)    proijciicn con-roi. 

• .• .  ,,.,,,  ..,,n, ire «cessar,-  to dttcmin^ auHaWllty 

..„..-„.  .  .   ,..!,!-,     -vi-.   *r   .:'t.T-i ir.:-  *u* 

nullity  of  'jvt i''
rf.^1,''.lr-' 



gReelficaUons ^r^Hl^^^r^ln Rrc  b^d on t,ne 

characteri:;f,!c6 or process«--  up^ri  v«- tk„ p ' urtd inr the »^o.vjetion of these materials 

and consist, usually of - 

(a) specific iJcn'ification t^sts; 

(b) purj'y   ter/r-; 

(c) a:;r;»y   method; » 

(d) pnynical char.HcarrÍBtier,. 

Ti-»  «p^iri — Mo•,   „rr   ,,,,,lly   round   ,„   .,„.,„  cor5en41s>   „^ 

*•:•> pharmac^po-ias,   coale*r,  ftr.a  forr-l-:ri«-: 

^¿^^2^^ nr,   t„e ..t»bl!r.htd 

.'•.DLCifl caU-;n:.   for  : /,r   'ir<,-v.,-¡   ,,.,, ,„       , 
•   • ir--    rj   u  .. .,   „,,!,,,,   rutiL   provldi,  _,,,   crltrr|ê 

rie^siiary  to  ^trr:ún.    ^ . : ••   • ,,„ .,,,. , 

'nei   prozie; :-   ; r- ;-r' i,- c •in" - , n 

!f  t.hry  aro  Pr¿c<irr-i  rmr* nrt.u,   -.o..r«rS. 

"por-ant  aspect or cj.uúity 

!'.rol   of drvr   tri  th,-it-    i,,^,-,    '..r„     ..    . 

TiifTi-  am  thrr.    r-   -n   -*.-f,. r--.  of   „,.,...„,.   , 
'•'• rs* ly. 

.        *p       • - * * 'Ufi      x* i le. 

i ;--.h' li- 

low«, a  ,-.rvi 

~.'üli£ ''"'-l «-on-rol of 

•J ?^?il ».;r.n   u.: *»ntaoU;,h*ci 

'«ci r;r-3licnr. 



The activities of WHO in the field of p:.-irnraecuUrai quality 

ct>ntroJ  li'iVf,   from  t»i"   vr»ry  b< K-' JinlT»4;,   Lx • ti  coii.;i-r:ti nt - u  on tno 

estábil.'"tjnent, of ou., i i l.,v   cunt"'«;   :x»'ci f lernt" onn ,   ;m.j  i.   ir. only 

during '.!'!<•   i ani  íVw y --ir:..  i.r<.-.*   -.'i«-  pro -r.j«t..t nn eon4rnI ¿¡.'¿pect tins 

btrn brew-ni  Su',o   ¡.i ;'•   fci   ;'"rou.'i*i. 

Product ;'':.-] M ty ; a, r>;-'< r,-> ' i >v,-- 

Tlif vor-k  on  q;.:l;v.y   eo:.*rui   specificilÍWíüí  v/ithlh  '.tif' V'HO 

protean.::!-    na".  ic.su.i-!i   in   '/.'o  o í i t ìonr,  oí   l'i-->   IDI.'/IH; 'oh.'il 

PhíiHnHí"ü'Hv.-;,i.       H   my  n- *••?'   jr,!.-.-'f-.^L  !o ou.Ií.n^ brl'-i ¡y   the  hrr.\ory 

of  this work. 

Jn  .'tccoi'd.-'Jifj   v 1 L ri   i'f;;o lut 1 • ¡aa   oí   :,:.!•   :   .:•:.;.   ..ni ' uivü  '•((.:'i-i 

ISfcalti. /;,;.- ruiv '.-.•   ( 1 )Vj"  arwi   1';>í].   '..n- '>rv,.iri i ¡'.ni i < n.  wj • .'.  f >.<    * i «. <>f 

q-iail '.*!< •;  -xpir*:;.   b<-> '•/)  to POTT», le  nn  ::¡' • i •:' ' ' atu' l ••'•'.-»' ,¡-;ot.>pt:*- • r> 

will c h wo-.iK;   :."?.   co.a¡   ; 1 «:   r:---r '    w..;•:"';.   . r.,.-   v. ^   r.\   :.; i ai '" va* : <•:;.•;   i'nr 

(Jr-uj-r.   In  vori i~vt,io  u:a .        ¡ hi a  voi-k   r- :;u i '• •, ;   in   * h"  ;> . ; I c-tLou üt 

the   Hr;v.   i)!:'   ino'    '.-.?•   ' .IUTT. :' i o: ¡a .   r'rav ... :r:r: . •• i :   I-   !-;1i:,   í> ! 'l-v,.-;. .1 

by   t\.-  |-)¡)Mr.:-¡sn  M'    ' ...1 ;";.•-    i.    ;n   .-"''u'"*.    ''»¿a   Oí'   ?   r'jr .>!•- •*:. nt   in   1^30. 

Frjffifjf'ni, ; i.»rir,   r'nr 

i.njriiu*  '•(.<'   wo' i í.r   Vi*"..'   i»ii Mor  r[   :.(•»•   iíttMr • ' ionaj 

PtersiMiinfji  v   w.v   li'i*   '.•:•»;.  a, pe u<- al. iv.t  .-r t c i f it; \ !'av;   í t,r 

rfatonic üi.Cvi   in CCí» i¡;m * «r n wj 

síiO'jifi t>.    ,ra .r.  ua. 

,-•*'.,     ia.!    ' *"'   .    injlUÜÍU   *! '"»».'IÌ 

A  woi'Kilr"   ^r'ü'.f'   ».•-s   nr ras. i , » a   í.na   Ir'    worr;   or.   ?;["•'-:• i ! - e.lt i ai*.*. 

far rtv; « n" ,   o-.   »• •   o;    «y..--*, *n-    -   ' ..• :. r: - .t   ":r    am  er-  c ai ¡.->f>or;*-l v».- 

worn of   tyvtr'^  war    |t:«r  co-->r :. r. . «-.i w¡*i.   !,;>>   pr í rar • ' ion of  tK> 

"ecoiíi  i .< i '..ton  ••» 

wvrt< »••'•',,•   ji    • • 

«i--J 

o. "i    ..   v. 

.AD-p'.tflv.- 

i "ib Ir   an.4 



H   ~ 

'Ili! 

confia, ration   in   u,,  prerm,u.!on oí'   Ihr-   fin,!  u„, .     .„ 

^üH,hrr.Wí:niar¡(11¡::lflii,,,,v % - •• - .   .-.M ». .t .¡i hi'iíurí   a.   !.,/,o  Knifft. 

''orrn'i U , c  ^om-   ir;;-;.rwni a I   ,T,-1(x]fi   ;:ilC)i   , 

incluí« u;j „itornau-n::;   :.„ oJ^r .*-; >,.,.,•,. 

in Fn:.-l^u  Í !.,:•;}   -.rlti   ;.„ .;,v,„0.   (]?r-/,K 

i   M'i irf-ii   for   \i:- • 

»ne». 

« ' >.:• ; ; ?-ti ;  for 

rei 

:nî    '•""'•'•'•"••'   ^   •»•^-   volume r.i-,o „P|1]y   ,0  <.br  rc^^t; 

'••Uiîion or i.IP hv,,,..;„;,,! ...,4nrru;0,v;( Ul ;:i|,à Mr 
'i-ot-i   iu   U;,'.   ije». 

'>í'   r^V'Tit^   íinJ   r..-.s>.   r.oiilt IMII-   in   .»-.<    -   .i M* itsl  'íi i    i íí   i_i =.p,   \ o ¿ urn*-1 

•'•"••coiia  »'diV.1.on  of   •»;,.  Jnt « rr-* i-r<» i   n, • 

'íilf   WHO    •• :•<,.   ».•      "-,„,„; ,  . ,    , 
•-.    r.   '.o»„,(,(!lltilr   l>«,^m,Mona[F'11;),;il,1ct)r,|,. 

•,!,;"'vítr"f";!   !••«    •-'    '^    C      r(V,:M   ,    .„,    .... ^ • no   •..•,/•  ^c .... ''•••• i   uo rvvtse 

r.'-ci«-í;r..iry   ! c  ke.,,>  u.fm  in  ljnP 

••'"••    »-n   pt  Iü; '•.MI   IC.Tí   ;¡í¡,.1V r, i :,. 

 '    *' '*  U!    ••'•'•':  ;:^>>^ '-.ti: Ion rovlc. »,.-,& 

1     •••    <  M   i -  A(-v.:,ory -'«rvl,   ,-,;¡:i other 

-••^.••Llr.!.'.;. 

•--••••  r.vpii.j  .,r...f   rt,.,,.   r:(,      t.  Cl)lVV¡ 

n< 
••.•'   í><v-n:l 

íi î !*• n,  v-ii lf    ] -i  :.n:i,   ,..,, 
'•   tNc   ;•..";;•    t -i : ¡,n   vr.ro   c.„l$..irJj   tf) rl ve 

O* 
a..   r-.-\--. •",J    '• f. /I   ••M-\;. y «red 
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number of oth^r r>p«(jiaJir,L« i'r ?••< diffor"rü   cfunî.rîr'i.       The  uiv.ly '. v-ai 

procederi' s  gl.v'n   In   \i¡'- :I:O!V',T' :ni:,  :Lî.U  ?>p;-  I^í it'«:;; nrv.-'f    r."i-rt   :- :;1 ^a   In 

Ine  liio.ift'.orU':'.  of   n'i'.i iwiaj   p'.*'; •¡••¡coroelar:,   in inNcit-l   'a-.bn: ;i *..< .•"• j «r-. 

for pli'icrjOi'uUcsl   i<iMHiy  ron', rol,   tn   '•"''   J .iì J-S t"i •* >i i <•:•  of *•  rr.j'T.'n.v oT 

maiiuf;tc:.!ir:'Ví;  l'Ir.:..',   ;':¡;   in  :>-:•<-' T^C ut. ^ <•;-1    »n.i O!MT  í n .', i w¡t i.-./is. 

HnJt ru  an'; iy ¡.i cv, i  i<!cU;r,ar'  u.'.i   in  y:. ":iwr..e.'-u'. ira 1  rv,-iLîiy  r>oir. vol 

are üfiscriijod   ir,   -J,«,   ^¿ipiîj-.ilc.r ;      for   f:x ;r,:-i':•,   iiifj-a -r'-it 

spectropi.oi.orri'M r-y ,   polnro¿. rapi ,y .   CIMV.:-,;,-, t.iy.Tiiyjy   (f ...lir.ij.   paper ;:ni 

thln-'Jp.jr r) i   )".:i'o;:r:: ; vi l;;,  n^a- .'¡."-cu.,   ! L'.:••<•••„;. ¡i,   -.a..  •.• ••u-\-,^in:-J i ">;; 

of mrvU.'.ry-r^ngt'-   'u « î  nie Iti n¡>potni   und  iaení, Lf iratton  oí'  irjbr f inni :•  b/ 

the Koflr-r wtho.l. 

A provisional   t.--xt  of   :.hc •'• 'Corri ;Jíí!tu» v.v«-,  :^TI».  r.n '< ihrel;   l','"y' 

to rnemb"!".'  of   :,!T V'¡::   í'xpi rî   '• ¡ >/;..•-ory   r^n<<i   >>n  tí/'   In'.' r .vit i'nv I. 

Pharmacopoeia  on-i Pl  T-rnacru' ir • '   r-V= r-i!-.-.ti.r-;v;  uia a n> . •>•. r  r>r ovlu'»- 

spC'Ci a L j ;.tr;   in'^ri'." f r J   in   thl.:  '--.r-i;,   wi : h  ;J  f;^v-"r'in;;;   i-tter,   •is.Un-  for 

comircni s,   '.-ìiicii 'fere   i.'^r "Vi   'r-'-i   i-.r   ;   " L.I1- ';:>'. i Oit    ili    ;.'i 

provi ri '-r¡-      t rr' . 

In  Oi:H)!/r   i'<6'>,   t. i • rr  r-»^vi ;"*• 'i  prnv i :; í •'•un';   -.1.7,1 w.xr.   í orv-u-aod   to 

Mrmb»T   ',n i   M:,;'1I 

within  ir'!-(•?(.•  men; nr;. 

rr:tvr í"' ;;'.*>•,   irr.'; "n  t n  r.ub'i.i '.  cor.m>;t¡ 

Thc:,r   -inJ  r'ur':..'r   *T. --Hí n;     \í^- ,•-••   in'.-yr.;  « "i   In ili*-   i,"jtt  oí'   th<; 

Tfcon'i  1 Jí ! i on    ;»  (,i ;   r   ' o ••.••i' .••.   3 '.   Lo   i;.   • .."    r: •   ,5 r<  : « itt.n. 

The   title   ''Inumatigli   r';,.i! T.üCopo^ía" da'n;,  fr-n .'4   period '-;:K'n 

it  Btill   ./"¡¡•drior,:;¡h!f    \.o  a:..;-   ;bl"  onuí r  an   i iil'-rri-t i,.i,al  .':•»; tnrir-i ty 

a collfC'ÍPn  o"  r.p'-ci l'i'T'f loir..   ..n--.«t,  could   •>:.   ajopu-u   OJ   n.'.. ..Ic-iVil 

author '* i< :,.       "• .-vi- y   t:ii'.;   i'    :/'.,;• i-iL»    on!y   iu  ¡v.: : ,   :.;¡>i   the  :',i. fjoiü 

edition  r i*   ' h'-   ur ' • n'.' i cu   1 TT." O " ;,r •'  ' ;•   '•• ••.   iii(i> i ! ; in   l'";7 ,:,»-'*r 

ii»    "',;n    :  . 1. . i' ¡('    ij 1, ' c 
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i   .   .-..PPiflP'iMpni whien .-.re not 
It is a collection of r.e^rnendeü  ^ccif Ic-.l 

,    wl  „.*,.•. as such in any country,   but aro offerì 
Intended to have lr«al r,^<  as -u 

~"~ ' ,       tric v— ya and identification trate,  an well as 

. „-r.-.wic  n^rivy  testa,   appU«*   ln thc   rn!i:P" 
paper and thln-l.--y«r enro^-t^»*  P- 

.-<*    — aire   ,ne use  of chT.de,,.   i'-'i*-n" 

,w , rumocr of International O.-w.al I-f^^c 
WHn provider a numoei 

„_ m ,,—,, -n« lW -o, o, u, «HO „,., r.^ on      ^ 

»^ru.»« •«• «~ ——    ——'- 
,nr-<  hv   the WHO Outre   for «:hPi..ic<M -„„.„I  Hrr uotormlneo   by   'ne 

the   substance* r^ieefed  at 

ir   "oInn    Sweden,   In collaboration w.in 
Reference Rubr.tances  m ..oLn-i,   owe 

deRicn*tei oy ViiiO. ^ 
. i   _i,  t-,irtm t hp Centre, r.siii'i' 

(int     ,v)0Ut   HO r.ubstanc*«  are  avallaolc   lion   -he 
At present,   ^OCM- 

«^i   -vn'hetlc penicillins and a fow other 
,-<,    ^rdlae  plncoslder,,   semi-s/n.neiJA.  * steroids,   caruiai-  £,•*• 

subr>tanoen. 

There 
ls li»tie doubc that reference substance 

;\<X i II ' i\' s will be incroasuj 

used in quality con 
trol of drugs in the future, 

and the Centre invi'.en 

the close collaboration of 
HH nation^ authorities concerned with '->/• 

i'.y   t he:.e   >"•' ;ì"*s •    L '"   '•*' 
>     v  „h„p.ifìl   reference   substances. c-stablir.nr.ent ol   chericn   . 

•Kir,    «*r"-\ial identity  in 
hoped to achieve uniformity  and,   as  f.r -  PO  

the  reference  suor.tancc«  ,,,A  are  e,t::olishcd. 

Future woj^jmj^L^^ilL^. 

pr,u, w;iy of connine the International Pharmacopoeia nua 

also, to a certain exie.v 
The pr« 

itlcUea   iron  important  viewpoints which 

v^{ ieiui L -hnr-^coroei^s: 

n-w e^-iru-    is too  lone   in relation 

,    ,     ;,T-e    i-'.* ro 1\:C< d   *.   v ° 

been cr 

apply   to srany   runicn 

(1)     tne   f-••:.•,-   b'.-tv.-. 

to   i i.<"   -"'-'• "   '"' 

r, if -.'•*•   ~'¡ 
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(?)    there is a terwnuy to conservatism  "ut tun  «eniso  Unt 

technically  simp lo but   little selective mo thou« «re 

Bometin.e:;  JoserI bed. 

In 1967   the World feaKh /U^vnhly,   in «  n'.ouiion,   rrM«fr.tea Uw 

Dlrector-Oener.il to continue work on analytical ocmtrol 

specification.  Tor   intent, "onu i   «„-«  ^ he  p-.hiUh«d a,  they 

are completed  . 

The WHO Kxrcrt.  "or^i tt-..»*•  on Spec i 1 Lc.ticnn   for Pharmaceutical 

Preparations,   in it, :<.\-id report  «hieb  t» now  in print.,   v,u,,^ts  for 

further discussion a proceda-   for the early   provision or dra* 

specifications which  woul,  bo  r-sUbll: r„,i   In  co-optation  between 

national control  valori'. -•;.,   manufacturers nud WHO. 

In^ern^U^n^l,j^PJl^i^£._ N^sJ.jnr_.;;.,r:,r'C^j.. ^ìL'il^^ 

In order  U:  avoio  the   confusion  u-.üvh  «rVf.c :.  wr.cn different 

nonproprietary „;UI• «r^   ..^d   1 or the  ^no  Su0r.l,.w8.  V,H0 h,.r, 

/• .   i. ,, «..*-* ••:,, it ••',•"( ni   of   int ."rri'itional operated since 19V * pr,-r^me loi   tne e„-.,iüU..., 

TV   ,„,..--<<•   for   !n'"-nni, i< n;.]   ¡wn; mpr ici ary  nume;» nonproprietary  ñamen.       h<- n>e-.'-  i-n    in    . n.-. 

are received  from national  authority,  nnnui^ctu-rK  ai,.i nu.n 

interested  pcrr.ons.  ar,:  t,,-  propoli   lnUrrl0t.lW:   nonproprd,t,ry n.«n• 

*  selected  in accorrne with the  VwcJ-.r.    i'«r   the election of 

¡.roprietary Nam-r-   for Pharmaceutical 

vi ,; a,;  [ritir- 

are 

Recommended InternaUnnu  'in; 

-inri!-'-. .    'or  >••'-' -'• Substances   .Jul   t.uo   ;...-nv:M i. 

national Nonproprietary  N:^3  for Pharmaceutics   .'Y.nstaneec. 

Lists of now prenosta International  nom-ropri-tcry  nam«  are 

published at pr,,,ent  twic, *  y.ar In  ti,S WHO Chronicle  and -nexed to 

the  licts  are .'«tails  o-  th*  Procraur-, «,i i-nr.r,:   Proibire   follows» 

û  c,,•, !•,' ir.  ì«-ì   of   ItiVcni.'ttirhi 1   noriproprW't in selecting UVì  nair.es.        A  tunóla ..i.-   -  

nfinf-s  i'.,  -v' ¡   --"¡e. 

<.. v -'-,-•**-*•'::•' A•'••••••••*•;• 
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International nonproprietary names are us*d in the titles of 

monograph;; end  in the  text of  th"  foconi i J Iti on of che  In'. errmtionnl 

fr.ainacoüooi-a  and   in nany   national,  nharniaoopot Las.       ''hoy  .'tro alt;o widely 

ur.td   throurhaat.  thf wor'd   tor r»r.uiatory,   Unfiling,   scion".ific and other 

purposes. 

National nomme laiur-' co-nniicsiona   :xt:.t   in  a frowirv irrnbcr of Member 

f;a.os     arr.i  It  ir. now  -.;i'    v^ar* I j cr   of rr..'iny  manufacturer':   ,o rctjnoot   throuKh 

' rif.-.p  national  norrene [-Wiv-  coram.,-ni on:;  :
,.!K

5
   ruMoeflon  of  uri   i n: <:: n itional 

nonproarirfary  naw   a*   ai>ou',   thr   I. :./,<-•   tnn:   a  no:  uruj   i:;  piacici  on   the 

onrkri..       '1;   t.iils early   «c   io:i  it.  .tvxiH bo  posnihi.e  to < naurc  î.h?.t 

ino  samo nonproprietary  name  is usci  in the  iabolliru'  ct  preparations and 

In the  pharmaceutical and medical   literature   throughout   thr   worlu. 



Good Practice?:  In the Kan»facturear;l_J?;rj ì tv  rentre-   nf frp 

It was pointed o it cu-ller  t.l -it './1th In the '.'!',(• pre ¡-rame on auallty 

control  of drurs the work on requirements for production control  Is of 

a more recent date. 

The question of   quality of drup;r moving ir   interna-1 tonal  trade has 

been on the agenda of the World Health ar.r.ortibly for ne veril yearb and the 

Twentieth World He-.Iti: Assembly  (196'0>   In n  resolution,   reoucîUd   the 

Director-General   int<;r alia  "to   i'ornulate  r\a  r.oon  as  possible  principles 

for quality "ontrol   r roced-ire:-  ;.aer,   .::, rhould be incoT-por-t'. d  in ROtxl 

drug manufacturing practice". 

In August l'?6v   :••. WHO  group of specialist'; met in  Hcnpv.  to assist 

in the  preparation  of a  net of principien and reuuLr-.-rnt-nt^  lor pood 

practices in  the manufacture ;<r.a  quality  control   of   drup.n.        Hie  draft 

text wan  cent  to ali  Member uteres of WHO  for comments  ar.ri  it war,  also 

discussed at  a me»'tini; of   the  i-.xecutive P.oarJ and tie  v.'orld Health  Assembly 

in I968.       All   comments  received *ere eer. sic e rvd  L»y an  :-:>pert Committee 

which met in Geneva in October 1963.      The report ir now In print 

As good quality cannot !•>  tested or inrpeeted into products,      the 

desired quality of t;ie final  dor-ipo  form mu.st be built  Into the product 

from the very begin: ir.p of the runufncture. 

In moat  caaer  it is   porsi Lie  to draw up specifications for  raw 

materiali, which f-uar-nt^e u : -a t isfsctory aisalitv,   but   in the  casr?  of 

simple  pharmaceutical   í oirnr.  «acri an  tablets,   ni though   in mo: t instances 

it is  possible to <!•-termi ne that  they -.v*-t  th"   ra q.;irep«ent-   for activity, 

it  Ir   a   v-'iy   er-i.-} !.•••; f.i   '.\--'   's  ;, v--? •   'a    '    ' •:••'  ".ut' v\    ':   o:   v 1 lived 

nu*- 



It Is of" course  tneore.ic.il ly possible,  u^ing modern analytical 

rcthcdology, to «laboran» purity tetta which ensur« that the starting 

materials comply with er.tabiisnea specifications,  but it would hardly 

be  feasible in practice. 

Difficulties. ar^E» »<itn „i** quality cotitr>i of simple pharmaceutical 

!oms describe a in ph.irr.pcopo*iaa even if tn« nature and amount of 

< tclpients an^ *¿il'jen-¿> *;•»'  Known.      It   lm easy  r*o aparecí'te the 

"fficultiec  In urawin¿ WJ í''rùstica rroduct  speci f icationr. for 

. »»¿r^aoeutiCi'tl   forr--" wh«-n  .,uch deifii«, ari not known. 

We have to face  uv  fací   tí-at finished product specification« al on« 

•TC> of restrict*^ vu lue,   unless  it c >r. be ascertained that the drug ha« 

t."cn manufactur >i unOr satisfactory crnaltirns. 

The drug f\n<if -c.turrr nus»-   *%r.-i-* the  responsibility for the quality 

.f his product  and he is naturally  In  the b>--3t position to prevent 

in stakes by ejn**rcising aaequate care in the various manufacturing 

procedures. 

The production control must be adequate to assure the drug's purity 

nd efficacy.      The  fie'd of controla in dru.', promotion has beeotn« as 

livree, and actu'illy,   at   i faut  in so-re phases,  mor» complex than the 

production of   tne dru^s   th« "rcselvfs. 

?t  is thus evla'.nt  tîu t the  responsibility for quality of drug» 

rur.i. be divi iti between tie drur manufacturers and the official control 

uithorities. 

Before discussing the main points of the document on Good Practices 

in  tde Manufacture  and Quality Control of Drugs it  is  important to recall 

th .t  those recomendfd r» quir or^nts censii tute only a juicio and framework 

'..lilch need to h--- w:'.pt<~d   to .TO**
1
    tri'-  actuc.l ncca  by   the  people who 

^«Jiily hive  to c\?ry  o:r,   rr.nn''ac:,u"in^ proeiaures.       The requirements 

: lieu Id be usca with  aisore-itn .'*n.:  i:v:-  ox^rt '.,  oí'   i h"  t'ir.-::,  should oe 
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Si*m ih« opportunity te cfteek the «lUablilty *f »ny rrquirewnt.a agairwit 

their indivi*.-.1 nc»aa. Ti :-hould also fc* pointei out that a aocu»e»t of 

this Kind c*n never b*  ilruî;    it 411 5.?-*/* to be eoutlnuaily revlowod 

and, »ii«o«v#r ivt-e^-juw*,   r *íS»í<í. 

Afttr the firv   p*r*firanti- of the doeuaw&t.  Cwnl (*cn* Ieratica» 

«nd Définition.,  ^*Inv-  ?  s^lcn ^'.'J^-jJ..        "hlB  i% m iMfwtant P«ri 

of th# ivttWi', ci.pec^i^ »:î the -      :-. *-nt  ¿f  ^ lent it! ce i iy tratiwd 

•xp*»rts  is ejtC'^p'.i^nul ly  m 'u in  '-«,*"   i""*   injusto. 

Tne proferment!   staff  rr^pji.si h'. •  i or  pepsin*; ey.p«rt  .ud~wnt  oil 

•pacifications,  f. muf acturk.r  proce^^-r.  ;jid eur.irt-«   ««aaur-s must haw 

a solii  scientific   nac^rc-ma   ^/u altóte  practica.  . xprri*-nce  in  th» 

manufacture and control of dnits.      An irportant enumeration Is tr.at tm- 

formation of suca staff  In c.ch pa-tlcüUr  ;&unu> will afpriu -n the 

•ducatione1 facili -les  available. 

The followü..'   SAO par; gr.ip^r, cf tn<? document  ir serio»  ' *» re^uir»- 

nents for Prefs- s   M^J^JiT;^"!-    £^,cl '* ^tv"nUGn r«a£> r^r" rlvPn Lo 

daacriblng  U* crn.il* ionr,  f.-ir rr.lnin.i:-:!-..;  trie   ri-/,  oi   human  ern-rs which 

coulQ result  in  fauiy   forruliat in.   ron tarn ina tier, or a -Mx-up of drug« 

or auxiliary ir.r».trials  ur-'i   .n tr.e  ^..r.etion pr^c^er,.      WriMen 

instructions shoulu  be  f.ven  for tie  ci.aning of e..;jir«cnt   uiJ it   la 

pointed out  tnat   adequate r--oras  of rs.,c-  procedure-,  shouia  *• maintnin*a. 

In the  foi lowing aectl^is  airr-cM*:^  for ^i^-^* ¿X^ll?—££Ll?± 

and Manufacture--  owratlyu   an;  Riven.       The  aval !..Dility   *f «rlt-.cn 

instructions 1er   • .:e  .r. uu.: -.c ••.-iri(ç ; —- Jures  «ivi rite!, mar.uf -c ur in¿ 

records are vite i  to asn-jr-.'  •-•.* sus*;.iro.i prnuc" i .a of pr^icf. of a 

conrl stenti/ high qua xi-y  -n.    :¡e a,.   •      .»-  »- i  - t.* 

indications.      'ine  batch r ^f.-cturln : rearas  rtl.•*i «!*•   tn* complete 

manu^acturin,   . : - t<->rv   o'   •« ""r-  ...ver.. 
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".; ti» Met ion tabbing ma fvu»Kr^liig rmthtr •tririfw.t aireetien» 

a:       :/ft» for ti* fcju *-it>'» »f  is'*iel3.      T*w reason Is of course that 

:  ? crue ^ l ph*u> "i U-* «an ufa*taring proc«*»« «nere mistakes wry 

r     Uport^m.« of U»î existence-  oí * quailtj control ci?pirtuwnt 

, ii:nc*.ions au-;«rji«cu^'7 1ft He J^ere  of  r. svenai oil« :.y   is Stressed 

•   ¡oiiwi^ i. x.'a|.:ivTM. an-,  i.i :-«-.-pci:..b! itU-u are ucrcribca  in 

i .'* doc-vrtH-r»t   fuïth.*îi" contains r< sus¿eatícn that it w»y b* aciviaiifcle 

•\ firm to  irsi gnat* in inspector who r*içulariy aurvfys the 

.; * :Tur!n;*  a.¡ i  ¿orarci   -i¿'cr.it' tnr.. 

ja^lJ'/,  rí»vora>-ii'¿r   . -ri-     • *• £i v-. n  fir rrfiin-'* Lnlng acortó of the 

•:,.ititn of  üru**s  an    V coeplt'r-^ «-.  «-w  aav»r.:o   rfrfc'.^r   reports. 

7r^r>e<:t]on of <iru;; -•v ^.rfiri n¡;  ^/^íM.-'P'ü  3j   vf.»   niUcmal 

—•>'  r'jtnor'   y   is  kx-li»-T  ¿r. .-^ ice:i   in ^n  increti inç rur:>«r  of 

.'.M'.:-..      Tho  rational   'orre,  a J: hori*it s mi-st   rr*n have  at  their 

1...-.   ^ì  lar-.r-   «O'   fieli..'.«    e,"  -.  :."•>  s'.aM-J ?r.á £.i.-t.unteìy «duefttftd 

•-•i'.r-.c*. PXf'-r's   -0 rrr *'ri1  lì  "-** a'<-'"'- 

t    , ¡,r#,r-^  to  i)-:;  -.    - iií:-Mc «-rrcich to ítchlevt<i¿ « s-^'ained *nd 

.,.• .    minutile »ire Lì  .in 2 of ?. c*jfin»a ouality  if the responsibility 

•J^ quality  c.iitrol   11 ;"sjf>d between the •*nul>cturers  ana the 

.  ;ii control  authnrJ'.it   . 






