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INTRODUCTTON

On the occasion of the twentieth anriversary of the coming into
force of the Zcasiiation ot the Worida Health Organigation, the
Tth April 1995, O, M. G, Candan, Director Gereral of WHO
iseued o snecia! Message saving

"The seventn of Apri! ih, year marks the twentieth anniversary

of WHO. [t atso provides an onportualty to review the past and to
anticipate toe tuture,

Looking back, the Orgarization and 1ts Member Startes have
withessed the pereral tmprovenont in world P ealth which is
largely due to their combinad etforis.

There have Lcen disuppon smentsg tere shill remain the inequalities
between the developed and the developing conntries which it is the
} piny
. . y . R
Organization’ ¢ aim to redu ., "

It is not necessary to ernphastze that this peneral statsment refers
\ : [

also to drugs, substances o estrencly preat inportance in public

heaith; o A« finite iy Frepdnoey can be shown bHe ween asscrtment,

qu=l ity and svetabilety of medican ents rcalaning i de veioped and

deve'onpins couniries,

Since the tarp of tae 1o conmtary 1o the o colepod countries there

is hardly & vrench o industry b would have developed insomuch

as the pharmac et col nds 0 The roason lies - first of all - in

the rapid Jdevelopmiert o0 th natural ¢ den o5 @ Mmiceical soience,
pharmac-\)log\' and chemactey, turther in the fa-t that o these countries
the drug manufacturiay becatne e *0sk of the dustry and in our

days the muanufactucing o1 sharmace ol nreparationrs takes place

in very well equinn d and 11 ac research Jroap emploving tacturies
where more 21:d vaore yOtent preparations (orae (o lipht,

As a result of ull these the varioty of Arag: beng placed on the
market nowadays mcreiased o o harcly measuranle nunber and
simultancously the druy consumption ner Capita fises too, In
Switzerland for instance more tha- 20, 000 pharmacent:cal prepa-
rations are on the riariot and 1. ozrtain countries the per cepita
drug consumyptior “xcecds 8 . y - a year, We mnay say that in this
respect the offer 15 sirongly exapgerated,




Th'» immense avelopment was not free of unforesern complications
i suite of the wnvested vasi mental and financial ciforts and one
should not be prophet to say e twthstenaing the - oromally Lrowing
sl we have

.
.

control wd cantionsaess ol the taanuiocturess and the s
L otare 1t ot s rnan cooad s nre th Thaitdoro Do ouey 10T

e S LaDie Yo o Mecans GG as ol at war dispos. i methods by

e D oot whisoh o s saaar Cd cebhoraltory eXPeTInien s un amininals -
fthe pow acti. o Canstanc - coule he exactly predicted

tot . -
MR UTTCRR TR SR I IR

G BT oY gani iy,

e uar o consider the t‘TlilLiiC‘/ and

crd e staie hes defliate oblipatory

fooeoan thas 1iela, Phe stae wastoes o ineei 118 e ponsabilities by
C o of taws wnC urdes s, Aardé ot o blizhing institaiions and central

g i gations,

S rapid eXxpansion of, and chatges wottan fhe dray arsenal, beginning
vooae miaddle of ihe 20t century, hoove throughouc the world added new
Ly onmasts 1o th exishing reguirements of darug conirel. Fhe nurmber of
v s bas considerably merveased, The carly botanical drugs have
S csﬂ‘:‘.'t:i\j Do Ce":)‘.gu‘w“. Dot e 2R RS q.l«'s solated from them;
YL rRAnIC Comvooulits ase been, to 2noever growing extent,
Leded by organic molornles; booohemdcal preparations iave emecrged,
co . This process of extersion wed ox hance 1w hikely to produce drugs
Gionere not oRly snore cctive than the cola traditional ones, but are
vaelly aore toxesoas owelly Ther ciore, their therupeutic use will
onby vesult o advantaoos, Lot will, more o less, e aceompanied

Cvoaarmaant o s1ne-cto o ts, A dre g therapy roday L3 _[J()l"h!id“‘v,' maore

Aarceors iy gl vel war s i Coniro! snorid he extended to cover
Do pecuhiar proadiems of S oug satery fucsoducton, freld of apelication,

coa e Dy

) cntrol, Daos, Mas to cover somne gereral aspocts which

Do el e Lrdiatr sl fcist oo for some derades, ey, the

Pro e

ool b Chastce s sharmia o o Tewnng perds o use toan the assessment

bew ddrugs, the follow an ol e s cote-viter ts ol drugs already in
Corrent ese, fhe stpertisen. of dei noormatem, the exadt regulation
ood checking of the noros L ton o acw drugs by the headth authorities

ard, Last not Toast, the siociiication e staoility, pairty, and activity,

rodevelop b Conntries tae teguaai g powors af lecasiation - Ginprises
vowory phases of v neocviacinriog ncludl g roseTen b, Laws and
Posiraetions dite ot the  ordinons ne moelsdacturer shonla satisfy

Cosirawg the tact that the pharmadoutiog manuta tarer is in a position
¢ oorevent casteles o adegaate care mothe varioas rumanufacturning
Croceuures ane he hes the Tirst oppor tiuaty (o detect any mistakes that

oo b oanadvsis o Las oun contro! Yaboretory, The guality of &

Cnarmaceutical preparation depends on the purit, of the materials




used in its {nrmulation, the care with which the ingredients are
measured, and the precision with w

hich they are mixed. Care must
also be takon te o encive that the corvest baboly arc used ard that
the final contimer g package are sutt

4 i) i
vel T3 e

for thesr pus pos e,

Another requerorsient Lar thy .. sbacte v orodu o tion o pharty. eutical
Preparaizons as the cfointihn oo and e, the v s o0 o wheo h
the“,' AYe uronared, Wetpagoor

; S T L Y TR SVUR TP T
Sstrictiy v o Proves, ot ot e g o na Gty v tanpe] and
the quality conieon e s = 0d hoy e, sl cnoure s e o of

reitabie phovin, o utical . Doy,

Fhe cilie = ot a0 0y ftrie, DTt in Ol G4 G b e, as the

publication o colivcieg o S L A o e e Saatly
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CONtAL Julte Lo (fue i g atictis Coricevnimy 0 only the

continy oty Bronvone mapy bor b
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definite hostree o oo e S S I R T BV TR S lhe
valure ol thoso o bhicatoor . CRATT ey veae e Tyt t th,.!
thev are coegily Loy ORE Lol ot L e [ o T v by they are

utilised, . ur days. bevord theor oeipinal tun biot, that us not on'y

in the 1ssamg o Ty ot thoyalso have Ot tane ntal toue o ‘he

ropnlarly arought into
ractice 1 - oueliries which are HOotan a posation e Corapose their OwWY
¢ t

pharmm upaeta,

mtert atronad trad - o drups; morcoer they arve

The developed  ounirics posscEsine pharmaceutical wdustry take
special cave of the Feguialions o putting <ruygs on the morket, In
most countries the lep:alation Teritres the D taning of 3 Licence
prior laun hinp . e drvye,

In order to abtygor 1, cevtio e e Yy oty ey FE T CEesent &

extracrdinary thoaon hoand L ey Acia. o he e re oxtremely
expens . ve THOTMation ANl B ve s -t Ly mre s Foowlodge
that the pharina, o ca, o TRt T e it Aty e W the
first Mace safe, or Chdc !l Th, Les e the s i T ar Tave etiect 1t
has no o th.: R R T T B B o The s Tl
place 1t .« i o L N L T v aT G thera-
peutic eftl - t s npe, e AT S R e 1 RE 1

The Obhservaegg, o Dogebmeirgenla re g g e gl a T TTre . pase &8,

Mmarke'ing |« oy

FETOT T Al et i T s et by ey e trodled
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v all these it is addod
mentioned facis - regulate
Micitan of

ph,u‘r‘nfu‘vuﬁ cals, U refore

yet that most countrics
by orde

- beside the above
» the possibilities of pro-

.- . _ vy
5 tirse of 410

‘rs

to adve rtisng, nte,

ONC MUY COnies s th e the resvlt o) thie EATTCIL ey Complicated
Peoniat aanag o Sulading sy siorg - Chidinerat =t Ghove oniy in

TR - s gt Poor and it s,y KRN SRS BT TIS B MR That
e v actnrey R N L N IE IURRTY FrrTe Poth it b own angd
Cote It ey Vi b ST RET ] ' ; ‘ [ L [EFSRTUAE T R QL) -
COTrarts G the sgl PR S Tes a0t vk, s b the national
e tatoons are oo a0, el the gt i Laeh Cromiaterial
Rt slat o of el IntGerriarion, not tveil an the rich
POUL LY Les
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at several technical meetings
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found in the Programmes of guvernments,

There is no doubt that because of the repid ihCrcage of research

CXpenses, evcussivais ing, Pas e LUl ar e gy snd ofien of uyn -
usually short Span ol Sife, the nryee of b vaagority ol drnag

B

- Mmostly tha of the pew PRS- SR ceds i narchae g power

of the wid:- bavore of o, peoniation oot o, CUEORIL O gt ey,

At the sarne gy ¢ oy L s
Pharmacecy 4, angora;

] BUERE .
NV Sy LYYy i

EOODT e S TG e Gl th MO irnqm‘nti,y
widespread disc e Sreputen he miacket e, HY U Tew yearg

after thooir Fauncly oty arCeniall o nrice COrscpLencs of the
{ \ {

compe:iition TGO e L v, faciurery

C(msid«criug the proticras o o, developmy Countries we must
Separate!ly exan.g,e W darug g TOUPSs whih dre dieti

iBvished ap
the Lasis o (h. difteron o, et eern rergii Drice aid

D ls of pro-
dudtion in o rACr Yo corme teoy shit condlusion 5. Thuig ditterence |g
usually bog with *1y oy "brand nroge, Sy heing vesulte of Long
and expensive regen Fob,andd fow with the froediticaal commere, gl
items. One myus; Adrnt that cver (e manvtacturimg f

S{)!‘\‘lu‘“[ics
bt?l()fl)’iﬂ s} t}\r? R (!Iifi FTONUY O !'1\,‘\‘;' ! Yol g 1“\’«;} L6
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profitable
= here the cxpr, o s1on "monagfan iy Fing™ covera ihe my, atting of for-
Mmulating, Processing, il og, Onbly which g e oy

the developing ountr g fos the first tim.

calized in
soespeciadly if the ma-
CQupineat and in great
Prieraily do net exisol opy. aeve-

loping countriog DELMLL e Paac N gy COUTNNG vty

mufacturing .« Accomplish. o wiih praper
8Crics. Thege (we Condbrtrons
ot this kind are

AR ety suipasses the
demands - .5 HlEo bec s oGy the Vettde

Father UXPrtEive -othe oy (apaee

Lensuraphion tuere §s no
possibilit. {,,, Produiing uogren lote, 1, well-knovr that the
Per capita dru. . ney, BLron per argiam i the Hevelaping countries
Makeg &“-‘!Uf 1720 of ti, e denloned Tountries’, that the anncial

L

drug consurapt o in 4 L, Niry of 20 midlien inhabitants 15 the same

in value jiee t+, Lonsuraiption developed Teouitry' of 1.2 milhion
inhabitartg,

Generad!v all thes( o, UNGIY: . aj viewpmma Are Lot | neidarod

Properly but they becom.. deute provlems oy op,. pPractic -, The
undisputal. advaniapges of tae o stabdhyshrient o

el pharmaceatical
ind‘u!t:’v is the 401 thiat . drihaptes 3y, Vedlasation of :;;dua{z‘::;d:?atn'rl.

plans of +¢, Contry ot Lt PemoGeportugty of e Th, in.reascsy

y
the nuniber EITVGEG ey, Hidnsiry Ol by deant ar o cultyre,

and o a .., S LR S Ne Y rouited Saiane of potuents,

All thnyg . R N S I LR TR P R T witder the
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" tACTrihed
Cond ficae 1 A Teally TaETr L Gtoa L, anty and Gheeg st ther
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equiIpMment L e, v Lt the r e uff oo i s e sd heir de-

velosey. ¢ fall seiing tpa 3. PE R R T T e T aned the

COMtrol ‘ul ity . 4i7 rath-r expengive be. aus . they require




instruments and experts, In the developing countries beside the
above factors the endeavour fo- independence often influences
the establishment of the mdigenous pharmaceutical industry s1gni-

Licantly, In mnost cases (Lo countrics trv o oinne. ipate themseives

from the distant cupplio=s Hhe aune of the long delivery time, This
endeavolnr often bkas politic 1 sense and i can s at awaking of
natioonal pride,

O the basis of the formers - seet g alivad - wo shula take 10to

tonsidavation the taet by ol meazn - tiva *he f!:-\u,.*lu}'fmg countries

chali continu tne roalisat.on of theis tiroic te anud an snite of the
bnow diffeoal ey s v et mror e nhar e cutical works wil) cormne
MLO hew e Lo ine e States, As o roesalt s fresa the e

TN SRS R SN

ready made oboastoacs ullcal + in Aosu o toro will ded ceas: and the

prrebase of the actve wmoceagiente o ensavy for their nvanuafar turing
will socrrease. As Lo the distan: Taoare ae woll s the manutacturing

of thidy substanc s wil! oo rtaanly siart firsg

of adb with utilization of
Titerial of cnamal and plant origm avatlable 1w the ~ountry,

Fne cxpetable course of this development, the division of the

niete dreg toannfactuting Lrocess into thi- twee varts jfurther
the cevelopment in the sfrusrure of the drug import should be
censidercd by all means if oo deai with the evolution of the drug
e lation develonmmg countries,

Legislation in some selected developing countries

P

The viewpoints cnumerated u. the previows section become valid at
the selcition of {hy ot counirtes which aree F.ihiopra, Pakistan,

Lebuanon, Per, Sigapore arnd aoypi, movery of thern lies on one of

e most v omark able conbinente Denng thae vaen the eubjoect

that 10w Asta, Africa and Sooth. Atoerto s Thers hintor y and for-

MATLON are quite Jitloge o, Phey comnatinoted (her establishnients

under dyterent culturad g e A o Loepisiation of viirious

Aeveloped countries forined e Loonte of anapiag ol the o al orders,

A et difforornee Chewma, However . 1 e G e 2 paaiication of the
VA bavs i ihe seie ted o gy e apors the Poisons Ordinance
L S I S R TR PO ST otav et rnars modih cations and
wditiens wnde the Keole o Foebiopai, the

Prarinacs Regulations was
dated Q96 Y Ther. 4 Gtlever

Zid0 N cumoer cf mhabitan:s in
The nopuiation of Pakistan is a1ound 60 million
while in Saceipore abour 2 miliion peopls live. A sirralariy great

the Selected ountries,




difference appears at Der capita consumption per annum also in
case of Ethiopia and Lebanon, The sclected countries are far not
on the same deprea of industriclication, oy ingtance, in Ethiopla
the local drug ienufaciuring pees on poiualiv in one single factory.
It means the! e veosntey s forcad o ryve. actieally che whale

drug consumpiiog by Liriparing POCPATALION®. A Laa s - tims in
Pakiston covers,) Mearamaenineal works wpevsce a8 gvpt sbands

in need of impao: o v

el phaciagcouticgls Miiy D a small
degree,
3

E “'HOP‘ a

R s VP,

Pursuari iie Froclan.aiio, Moo 160 of 19498, the Ministex of Public
Health insusd « poy Pharmacy Reguic icus in 1764, Tie fLegulation
deficen medicinal Prenarition an "ty drug, halogical product or
other parenioral medication RG Ay cormbimaticon of such items
intended “or can in the 45 €088, lrentnest oF provention of disease
in rnen or aniials. " Jad.» the vrovisione of thene Heguiationy the
general Advisory Board oi 1-alih and the Pharmady and Lahoratory
Departnient 1ad by ihe Chief Pharmacis’ were cetablisheds This
Departrmen: performa o) the Janctious and UHacnarges all the duties
set forth in the Kegulaiione, The Depertiuent Leaps Hegietaig of
licensed pharmaciste, Cragpiaty, phosiacy cechaucians, rotall and

hospital pharmacizs, druy ¢bops and Maad.actuving fzvoratories and
issuer registrution coritifioatee, perinivg no 1 lences. Pharinacists,
druggists 2nd pharinacy teenric sns are wdequaiely collegs or high
8chool qualified peveons vwith clean record, In arvak without phar-
macics or drugpists’ shope raral inedicir s veocors 4a7€ Jicensed to
gell prepacked phermaccuticale. Pharria . isg var he eatablished on
the condition thas the «ep poncible manager in o, s cgivtered phapmacies,
the establichoient o ¢ the o raiion i the pherriacy aervae the puhblic
interest aiu tn. vhiarmze ¥orae wdegu te laciiitie s oA g g rainimum
stock. The esinitdishient of drugyiasts shops in “ralogovely regulated,
The permi: for the 2EEALIL BT e L G pocas Taimtatacinriug iaboratory

i8 igsueu t qualitied g CEDuFIenCed rerscae only, ipe mesnufacturing
facilities, eqnipmenie, waildings ete, . aye tv e irvesiizated and
approved by (e Beard.,

Imported pnarinsceutical veoparaiione ot be 30ld, digtributed

or offered for sale and distribaition unl.ca nairaitted ty the Minister.
Permite fo: sale re 1vsuid Lasically u-en gabmitting offi - {al cortf-
ficates of the country of nrigin on thc registration snd freas sale of

the product in the Producer’ s country  Who'enalers must also be
authorized by the Minigter, The Minister may lovkid, in the pharmacies
and druggist shops, the 4ajc of any spearfizd article which would aot

be compatible with the proper conduct ¢f ths cni:rorise. The compounding




or any kind of preparation v prepackage ot drugs are strictly
limited to liccised and reg:ntered pharmacices. Manufacicring
activities 1n the laboratories are at all fune to be suporvised Ly
the registered niormacist or ars assietant The wasuia tare of
mological preparationy and oonale cronactn are v oot ta spedial

regulations o tie Mo vrer sy cneao, The panata tare dispensing,

}’Hu‘(‘hil.‘n‘ il ape oy AT AR L FEN Py Ty et \utn'ur(xmg
Pothe fnteinaloca 0 cor ot Gt o G el by Tl NI T oot

Conwmasstor, e Aiy <o 00y procaed e nvarusa . saring,  mbport,
sade or distrabai o of neeal stior s whach s re or are liicely to prove
EE RO TVITECERSS BRSPS ST R

Al mcdicine prenay fions ol rees the rogulterents of ooy
Soarmoecopoeia Aci ealon by e Nimister The dabes ol the prepa-
Fattons rnviny e tre Solbovoing data L i, active g redilents

»

s theor = 79, reclioas toe ase, the e and addre a5 of

i

e vrianuet L ctares, the nate g b cddo e ol the es e hipshment at
whico st as scbd anva Dnaler i S and addec s~ 4 the pasiort
the vase o dicncno by s ara o0 Ao atvas oy aslaneliing
are punishable, v wiviertisee Pas o tolfow the stasdards fixed
By rhe Manaoors T Mainse v b the right ot econe e, pharmas
ceutical prooparation sed sor o the sode of dtaf gy Tatis to cerform
with the stancare ot auabyiy v i aduiter ded or mastaselled. New
et experinee ital doags - bither o whiown g Erhopis misst be

tavoegtigated by owpert s Gefoor o v dease Lor achll sal o,

By the far o nt the Beg dorons tae Minds or apooints quaiified
VIspeCters tor repadat mispeciion Ll vharmaoes, drug thopo, storage
fortlitres etc, oy Hlceac s vy Lorinads can be suspended, resiricted
or revoked in the case of viotatior oo the provisioa . o the Regulations.
The country bos o centras body, ‘ne Ceniral Meodical Stores Cesporation,
ALl the govirneniontal Say

Llles

o oare oftestaated Ly this corpuration,
the sale ind v vteahation of narcntios are 1estricted to the same.

Or the baiin ot o dury wathertoe ated certificate, the Ministry issues
a provicional vepistearion, vabid tar fwa years. Toe Departiment of
Dharmacy then senas samoles 0 the imperial Ceatral Laboratory
fe esiabiish its convistoncy witn the roquiz enients, n the case of a
carluve, the dauy as baaned froem Eibiopia,

Fhe Iinperral Centrel Daboratory was tounded by the Ministry of
Publhic Health about twn years ago. 1t woes not bave adequate faci-
ries to test every drag cvaich o enters Ethiopia {or the time being
approxunat ly 10000 Jdudferont briw s, the value of this import is

some £ 5 million porannian. To complete the picture @ the popu-
lation 15 2% mullion, there are in the country 408 doctors, 41 pro-




fessional pharinaciscts, 414 pharmacies, 32 hoapitals, 536 clinics,
64 health centres, 1 drug shops and 624 licansed rural veandore,

The country has une man acturing o, the cthropun Drag Mano, -
facturing Share Compa y undor *he o npre) %4

g "o nt fae o ve rament,
The supplies moide 0y the Tomzany mike along | neroent 0 he tatag

import.

Pakistan

———— . W s——. 4 1

The rules reguiaiing tie supply i Arags cre aniludeo fiest g i) s
the 1940 Drugs Act and 1 s o ral ditieiont arginane re f *he
Governmuoent,

Pakistan ho: ttree kinde of siacanac s T Tt tege iy b lufeas
the pharinac, graduarse wo o rec v 0 e Bt on 4t the na i
Nationa! Insto ate 0 teva s g ors Py Than o s 1aKes chier thros
years ait-r T\in“‘.' Feoeave the BN {;~ nerdie 4 ; prederatly  tn.
B. Sc. (cheruastry) dopsee.

The courses oife ved and the systom o teachlng 2 ;0 the cafrie as
at the London Schoo! of Pharmacs, The fa2i cvhaimin o x T atie g
which is in phivsiolog . harmac i By oand pharmiae oy akos place
after two vears of siudyv. The {4 KB 1 1 AT B s sutic 8 8
pharmaceutical hemusice e aeld 4t b - erg o tne o0 o d year T hey
graduates are lar, ol ergapge b aadasty o Sharm. v, | as' .ear
Peshawar "Ihiv reity cnencd an thes Cotio oo ot Frroad s Pt e r
graduate stucies

The secona kind o1 pharin.ist. in Pasistan re th pharma vy
licenciates. Thney revive tu, years o shanir g ot Jue Medical
College mu Kara b ' - igh e heos wioaduatioon The muudy bhesic
physical sciences with specaliz dion o lotora - te nmigues and
dispensing.

The third and the larges: pharmsaceuitcal thice ie that f Cormipounders.

Drug stores in Pak.utan seil onl, uruge. [hoce which fave 0 e to
introduce other 1iems have heen Lnsuccesafal, This ev.dently is be-
cause of the trend 1o purchase otner merchandise at sparialired
stores,

The owner, opening a new arug store, should he at least a compounder
or he should engage nne. Other persons who are lngible to open drug
stores are pharmacista, doctors, nurs:s anc health assistants, Licesses
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*R b etaren. pRarmac %t afs Alome entitl:d to manufacture
T w48 pros o4 F tha' 'Ry jwesess the necesaary equ:iatnernt,
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An analytical laboratory was esiablished in 1956, the function of
which i8 to carry out the examination of pharinaceuticaj prepa-
rations and o ‘codsgtte,

In Lebanon thae sunuly wit credicit es bases practizadly on the
imnor:, :

moltvet qbout 00 unporteprs eught swedicaments in total
value of shoot B owap o g the Tocal frcduction as begun,
hOWt‘ver, ‘hys o s an

YIRS APDTL e Bl o e wet e
dernana, The DI e e ey v ;

X oAt ol g Ty
1964 the proch orte e S oan b0 dilereat, (1oon Ot 0wy, nranufac -

turers were 5 the athker s e GG O IR EIE S S N {966

K (Rt

the Miniatrs 0 i iy o, Serate St Druds siieed the gvanugtac .
turers ¢, Spmis e tasr shontory atvon AU UNE DG f,miy
of those wenmieiriie w, oo AT Wi et e e vy testiiy ade-

quately thar vy dospac o TLTODTIAL. Terear i as owell n

25 of own
well-cquipped anodytio of ol Breat ane pharmacologio ol control

o
laboratories, Calondarion .o PYiv s of the import o nreparations
basee on the price of th. OTOUULY A

woptedan the country of crigin,
(Decree No. 1511 o 1967)

Peru

The Decree of 31, Decernber 1940 defines a pharmaceutical spe-
ciality as heing any medicamcent of krown composiiion, stuble

harmaceutical form demonstrated therapeutlic vfocts uniftorml
P ; Y

packaged, intnied ror mdividual or bospital use, distinguished by
A conventiznal name o1 by ihe nam.  of the produst roupled with that

of the manutactarer, and Aerding wivaatiges cver oifi 2! prepa-

rations by reason o the ormi ol L Grepdartion. and the coenstancy
of its efieciy, Sera, vas e Chadger s, cultura media and other

biolcgicas products ntandidooo- BUDGL o velnrg; e diaguovais or

. N - - - = i I .- - < 1
therapm.tx Lrealinennl, SuLl o0 naedd oo apn, as well ag

dictetic pre Aratlicu s, yr. sise ve idveied as snearaliticg, (iadenical
! IS i

produc « gre fubiect o tne formalitie, ot registrat.on, recording
t

and cortroi Ly th- Fhaoro oo Mrectorate of t!

e Mupgtry of Puolic
Health, n ~armnlisnce A th e samme stondareds as tur the pharma-

ceutical ~vecialilyosy themgeives

The Decrve ity guinhes beiweor, r'a1onal and {ureign pharmaceutical

specialities, Products Proces—ed abrosd and finmished in Veru may not
bear the descriptions Upackaged in Pero' or

"remackaged o Peru',
Only such rational or foreipn

Phaimaceutical ape cialities may he
supplied or utidized us have been recorded, registered and licensged
by the Pharmacy Dirccterate pursuant t5 the provistons of the Decree
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with the approval of the Adviiary
samples of pharnixceat;ea] spest
distributec .; they Lave got

" Beard of the Directorate, No
alrties niy be sdppiied or

Do BIOVac sy Ticer 5 ad,

The ra0st 50 pey i B R I Y TVRC I S ‘e when an
G

aPPilcali e s v, i, e g N vl e s viitles
of the ) iy ey g, v R O P v ndod
fo b plovced o tn e S ) L O O v 'n
recltow tor doge b owiey, o, e, Dl R A TRNTE S R Ty
tevrat. notn o L Y £ ST SO SoPC Aty e S paen
By ihe v L R A P S tale 1, by & T ln b Of
the 18t S Lo T vy YUMoty o v ety s,
Applicoticns for 1 BT R RV TR S T A S R

made by th. phariascona, CRCHISL WS et Pt aviar e forenga,
M oeharge o fhe g0, v pbirmeac v e e i of
UNporters, In the e CUaATEOL Y Sh Oralites, ADELLC L s Tnumt be
subraitted L, th. oy, LIRS SRR YT T WO Ly fror son g them,

inthe Case of for Wi Sed fatitieos, SEPIITAC et b o4, tMmpaniacd
by o certitis ate issned by the houith o0 TS ol the CGant ety or

DXIAN, o the o ib oy that e 1ol anasy oy DILaGIng sue b e L3t e
are duly Doy codd g Thet thie G ity i e e nrodu ¢ g suptlied
inothe o PLULTY Ob ariemn, Ly e prodn. oo e gy e e of e whing

with the heoan gy Bl TLIson Leon. Uh Ly prevalent the gty
A“q‘)?itt.x?.(:hb o nte o wrtk itrenal PRaTIA LY o vpcalities
Wogaienical roe s Pist e aocomp anied by oh, ST et icate
S1gned b oty Phoereancutae

Y ! Htreter ot the rgr g Dorartuss of
H ! 1 . : ‘ H s -
the vhtallreane o0 Phe ot el ety Vontboriao g 4y,
R L O RS PR R A e R T T RL A pvey E] TLEND FE RRE ST AT,

the tecnnscn) oty rothod whoo b - sl tect o th, Ticiity

el the spec - oo Pl

The Fharog. P g ey N0l Codimernts Fiomiitted
to 1t withiy, 4 PR A0 Ty dG L Gt the TS0 L0 e ofa o g sut.nission
of the Appiicaiion, n Eror Ty the gy g, €0 tasr s e A o Lart the
ACCUr. v of Thye o T ey e e e e, e spcctaiity, the gt
ication tog i-. URVS AL L U5 w g STV O pas o al oy, 5oand ]
GUEOMPAT ALV SiuGy o 1 PN e O T b o ra ol ra-
tiona or PUTEARI DU Lac by e il o) ha- o A0« Sy Lo cenisnd, The
decision o= 1o, thevapestie i r e wker y b Aduisory
Committee o 4, Pliaa, Vinreco e
Specialitioy Gy LOTEILCY el tO e trose which, sy Ea il thelr
chemsi. 4 CONDOSY 0L,

< Midlar plerMaceuty, 4l

SHUSs anatagons th vy s Diuperties,

thetr ronstituents TR s sl te(d PATIN aC 0o by, nasere oy crly

from the o,ne (4 Ve

ol their g, drvese, oo nas ali* therg.
peutic py oTtres, the N iy R A TS A I VENTERY PR S 48 ‘o the
ATCEPtanc: or rejoction o the docurn e s 4.

ACLONM iy “he specialioy,

DALpniets ware h

The Periv,ar, ecroe ans ifres that, {or
PUTPOSEs w1 "he approval of the. Bathie cr the gge gy, e inust
be taken (o CHSULE YA the s00d nacy,.

1
s

ETESPRNESS FLENTOE Y e iminsihle,
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new product is therapeutically justified.

Thereafter the National Institute of Phatmacy reters the appii-
cation suppiemoented with 1ty wwn xpe.t.nc to the Screntfie Health
Council's Cormrrten tor Cthg Hesearos an Reslotsation, The
Committee digcisges the proposal ard as o4 resudin mokes a de-

cisiun on the amn. BIOL (LT Courrie g teaale IS TR S Caner Il LasK3

the applicant t¢ agpidemen: fre ool datas L Grenn e weth
the deciodor talen 00 a1 IR P A ¢ faty af Phar -

Macy Makes arrwa cmenta tor the o, i, Chgae i oane - Tinrcal
tnvestiyatione roqueata

The Hungar at howlth L oth 0t en pe Gy e A e
clinical pharnia clogs o0 gaf Prug 9 crengoand 0 o mooth
expansion of tho nharv o uo a4 aedastey, Ther ore. ot et ur

8 network onoern b b cal wharmiace oy Wata e SBoope
of thi~ netwark (du, ! oo, Teatio of aew pcpitaaon s Lroposod
for tria'a by the Seopet)y Poalte vt e o0 1en o o the
DaE1s of determinad ety . a, Ad pPros Ol cistviutes e wvolved
In the actiaatios ot hia aetwe ik, rral ol with thls iavestigations
taking plac o0 ins W o 4ds 1he retvock of CTvica, pharmad s
logy AT S, 48 & TUle, 3 DO TVISC G ahe, Sritroate o oy the Cofnpele;
tastitur - of the netwark, The iyttt s . T thesr oomproboae ve
SEPpert upintone v T, et el - LTRSS ar Tar s toop

predm Lion 6f the Grv g 8 il e woto Y o onitaqtte e for I)xug
Research unc Iy g va oy of the & nitie cleaith T oanog, Thee
eXper! upinios has 1o i 4ace o Shepr ool ety the dosade
schedule, ar i the posaiy s, v ceflects u ot oot a- ndicat.ong
which have to e ment onec in *he et s Yoo use and o the
Pamphieta . oripaled by the paiafacturer are aise ey ated. The
®888ic.. i the Scisntty Health 7 oun. id, wter evaisating the -li-
Rical reports, takes "ta cleriming (on: e, g the antlroduction of the
Prepara‘in  [hurreafror the Nulivua Doste ute ol Phatmac y de.
livers i Appitova Loprine apic {01 the 1 siafde *ure af the tiem  an:
selicite the Proctu o o appls fu. segos ration (o the Jiattonal nety.
tute of Putdic ] iene,

For the r 802" w2 auns Alag of ["La*‘ﬂi 10 il Al nruclucte The
ManUACTUrer tar o apnly T0 che Minisire Heulty the application
b dire ' d tc the “Nat inal lastitage 4 N0y Hyxiene

The appii atior (o, registras on s fegquired o D ontatn (ndl lata of
the presaratio~ ny th SEep # o Lt the atrarcurtiate {aring Aattache g,
speiimena . ‘he propodes 1abelithg o tie prenaration, the text o
the dive: ions tor e use agnrs sed oy the MNational Institute of Phar -

Macy and the scienitc pagcia and iv worty Uraling wilh i'e prepara
tiom o1 with some 3 1A artive TR DR £ LS




On the occasion of registration an exact statement of the
speciality’ v composition is made by the National Institute of
Public Hygiene inciudin, the auxiitarv cunstitucats presaent
o the preparation. Any deviation {romn the onegition
ceclared 18 only al'ovablic oo o cpgediar wesroat by the Na-
rmad Institve o ol Cabite tegiene, oy wher b manufacturer
hoaw annownced hus intenton torodily e compeaition and
too matitute hae Jivi 1ts annyoend an s arcied al the ne
cesprary amendnients o the roeguet~otur Jite . The snmeciumen
for Jabelbing hee 2 sompdy o b rhe Can tarde sard lown by

v PN

o ddhatiomal Ireriture O Suboc cyvatenc. ™Mo oty ¢ther than

OB BDECAl e L U Ltapdar s a0 oo apne s ot sabels,

¥

e relevant TOgU LS IO i e s foor the £l AW data
a! the nain., uantiiy anad Cosagc form of thee prejperation
b) the active privciples, thoear caatities and their potencies;
.} The namie and aadeess ot the mana acturer and the distributor;
d) the regrstration soumber;
e) the pruduction numter;
{) the moade ot emplaving and the route of application;
g) the teris ot exps-ation {(if any),
h) the retaii price;
1 & clear ‘ndication whether the preparation may nnly be dispensed
UnNon pres. riplicn,

j} the condiinrs ot wwerape if they are smportant,

Fle directions ‘ar use «re cermpie! hy the medical department of
‘toomaunufacturers andg = subiect te the appioval of the National
nsitute tor Pao sivaacy
oo moanutacturer bas to o und saonples of the finished preparation
s well ag of the subsiarces vred a8 components to the application
or registration. stould the Inetitute of Pob' e Mypiene ask for
urther déta or iniormatior tbe manafacturor i3 obliged to furnish
+hem,

The National institute of Pubirc Hygicie tests the drug in question
‘o. compositton. artivity, stabality, sterdity, etc. by chemical ,
“ivlogical, and bactericingical wrethods, as applicable. Only those
~eparations wil) be accepted 1or regisiraiion which, when tested,
ave vallsfacirry resuils inoeversy resp oot

Aller registranon procedure has been accomnplished marketing
licence ~an be given, The marketing licence ic granted to the
manufacturer or the distributor after the price »f the drug has been
fi1xed by the Miniatry of Health,



Should any preparation prove, even at a later date, not to comply
with the conditione egtablished in the marketing licence, the
National Institute of Public Hygiene is authorized i« withdraw it
from the market,

It shouid be roznarkaa hore that ine perasarin of the Munistry
of Healtn ig arec rop v 0 1 vn o0 o s apd e Ciiro-
bacteviotopical products, Prio: to ‘hear m'roduction, th pro-
ducts are uwdeguataly checked by *he Nationa [nstitate of (%3blig
Hygien: .

Medicated niutrients ars sobinatted ty o preanininat heok 1= the

National Institute of Natiitie  and Food hiygiene and are licenced |
by the Ministry ¢t iealth, in cases o quality ceimplaints the

National Tnstitute of Nut-iiion o i Food Pygiene ¢ entitled to

withdraw cortain batches ot ontr.ents trorg saje.

In Hungary ivday a new  oliective codification o all the laws,
ordinances and rujes issucd mitherto is andet preparation. This
new law is expected to ome wmto for e by the end o this year

and 1t wil. contain more and styicier requitrement an the first
phase »f the teaistration, at the stage of ‘he moanufacturing licence.

Hungary has a well deveioped pharma. cutical industry, The first
factory was {cunded in 1867, The anoual per camta cunsumot.on

is about 2 iU, and over 20 percent of this demand 18 covered by
the local industry whnich har a total produciion i Huik gsubatances
and sprcialitics appr. 8 140 millicn per year. The annual impo -t
in dusage form pharmaceutical preparations is oloul f I million,
The manutacturing t drug- ana ticlogicals 18 (oncentrated in 7
large state ownea companies. The rha-maceut:oal export - two
thirds of the toral oroduction - -~anks Hungary in the seventh or
eighth place o the lis? of ihe oy caporting countries. The total
staff of the druyg industry is abou* 17 thousand, 10 sercent out of

it holding univorsity ur equivalent degree:. The population is

little more than 10 millior e, the number of nractising doctors is
appr. 19 thousand and that of hospita. bede B0, 000, The dietribution
and sale of pharmareuticals i8 restricted to a national organization
of the 1400 pharmacies and hospital dispensaries. The number of
pharmacists is 3600 at the present within this organization.
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SECTION 3

Conclus:ons and Re~. mrmerdations

- — C— e

Survev g the fovistation of the solocted countries and conside-
ririg the qual'ty or th s cuwdating medrcines 1 these states

one car draa the jemoore vhle Conecluston that the existence of

the law 15 primar - anc g pensable hut this alone doesn’ t
represe . a coannlote Solail 0 in certainn onntroes the situiation
1s Ul socstactors an St Gl e voew v frasied | rectse Jegislation,
in other coontcios, a0 the s0e oo the gt o s reassuring
though the reguiar Los are ufo e, This 19 At surprising as the
qual. v of "he avcdable 1oodioan. < - vsiaen the legioation - s
detern.:r i v dher ta tors e b ataae o (!pvni(\;n:nrl{ of

the Ty dedastryy the e sl g b cituation o fhe ountry:
the level 5 th gonova, odture, the o ambes o hosoatais, phar
macies, daitars and pharmao sts) ave wid frad tions of thye jocal
pharm.uvnf‘.s AL oindusty o il LeTeral law r,,\\,‘nd..';,s_; tnaral ety

The acviever oot 4 orian level o oar anty be imagined as the
result o' o lory develonrae tonroaces s ownr ve thy vegisiation atself
plavs an inocvtant part but o canis vepiacs e the pregence of
other fa: »rs

The ditfe 0t biternatonal o pentzations, cspecraliyv the WHO,

have done a o i ol o th it The several reports and
recomreaation ot NG tar stuaaraiation. cortrol. worcking
Out of o orny e ! Viltatis, cptliatine ot distritation and

trace of thre vt ais, IUTIRG, Sor ean ALIOn 1 caperts, estab-
Hishmen’ 5 lah ratorie e hroanmazation of - onrrcl and rtrodiaction
of inicerma o Shecis o erte gre AL v il akrroar The res iits of
these ~tr rre 4r 0l e e L kv At ne <. hardly
keep (e el with 'he e ctrorme ruag deve oproient 1o the piarma-
Ceutival ndustry wo! ves b, e 1 1t vs kriown that the
COSUE ¢F the apuronr.a -« ot ol 1ot ases naoltioch that they
Becamne irportan fact oot the oo calialac o and the purchase
of the sheal v ird o st ruments s . rea tr uble today alvo for
s Lo woth oo Dinancyes, AU e adtie tirnec 3t 1y well cknown
too that v otne ceve op g Candr s he doteand (or driigs insreases
from day "¢ day and one “all count with the fast 'heat v these

tountries [ harmac: sticd factories will Le established o YIOWINgG

Aumber witho.' sa'isfying - eve: partiy - the above mentioned
conditiors.
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F.ssential change can be expected. of course, only as a result
of the corjugate effects of all the factors, especially, 1if the
drug law appears as a primary implse vecanse of 1TR progressive

nantity and if it i not satisfied vith the iormulazon o the
prevarhimg sttuatsoroor o =ton Cothe evostiv fandan entals

1 .

Drors all these coraes that “ho begesiation et artont a3 el

too the changing cirodmstanoes ad e Keeo tewor sttt the
dovelonment, To what extopt Voad it pecn ac.o ompiished we conld
aroroash mostly oy sty iy the Touiins tan o, ‘hat i wwvmch
Corraetablhe dise cepans oo are Te Lo tennd etweor the real
situacien ant wotrid o of The vegia At g the i tredus tton o f what

. NPT TR TR R oW R . R TR e gt ¢ b : \ e : ‘d
gort o) new deli1teors aro h peadry ora o oahilon new eics

the copulrtions shoald beoxter dedd

One of the aeticiesoy of the prosent laws is that they are not
adoptea U onc of tre voost oo tant chianges went on it the

2y they doot mak e dishinction between tne

dr . g manulactiarin,
i ufacturing of chenocal suustances fo-ming the acive in-

prodients of pharroac-iine Shg ol e oot tion ot s talitivs

vaade by use of the forroe rs. T TirsT Drocess s T tasr of

G v hemni. al mcaatey the roe toaiions st b e e Aalrmiost
iy th tactories estatished o th ammense mdooo o g miental
destment cnothe deveroped coontries shade the a4 taal prodaction
ot pharmmacentt al preserations aod sbe Yalitie = kpowse arnder tne

Alne Ol Processing, compournding  lorn oL ating, tailik ete, . can

Geodone also on ostaller soaie, an rednalag taral' piants because

o eqeires maety phiyoloal processen,
¥

An other ceficier oy o trai i the faciores naking chemical transe-

formiations the phariacis? was b oo the chermist, biolo

YIS, enginecrn, Tuecha cie, ek catoand pharmaron st At

the same tume th phariioa 18! poa, s The roie o d e e ghea

tradesman in the nhiarne os. Pra Do po adoes o L FERTLIN £2%
divine, still less R cvannes tere bt oS Calislied saet 1y
with the obscrvalion of the anter toas= 3 o0t Catoel oatng pa kings.

So the peaeral pharnaoast’ concept v the 'aws should e adrusted

LuG.

The ¢ivigion of the complete manulia i luring process o ot
parts oxis's even af both phases wial beavcoen ont Dy the same
T

‘hile

o~

[

pri.«; the "prm'«f-,samg" A orkshons e moo Ly 1L ubated,
1y on anotker soUemen . The Guality o the Arux will e

po<sib
deternined princacily e the firgr. rnarodas toring phase i

3

"he adtive cpgreorhien? as o A uate the Trrmint om0l Tre rniost

e . . . . . B B o o
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Hf 1S Capabilities onlv the manutacturer’t can ne chliged to
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