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Appendix 1

The Discovery and
Development of a New

Medicinal Product

(Source: Booklet published by Wellcome Research Laboratories in 1988)
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PRECLINICAL TESTING

RESEARCH CONCEPT AND DISCOVERY OF IL.

ACTIVE LEAD COMPOUND

approx. 2-3 years development

OSSR AREDEEARSRNR AR ERRORORORSLOREE PR R NS DR RR A TS A FESEIRSA SR FESARERAR RO S RSRA NN SRR SR S HRA N R ARG R DA R RN I

approx. 20-30 remaining approx. 5-10 remaining
substances substances

approx. 2-20 years research

S EEsTaRE P4 RS SMHHE RN H B SRR AR A R SR RRE SV BH N RV RS RS A SR R R N R FEHI SR SRS R R B RN NE 0 DR S0 ARA AR A B

approx. 8000-10000 potential candidate substances

Research Target Discovery of Selection of Biological Regulatory
Lead Compound Product Candidate Tests Clearance
Therapeutic target Extraction/ synthesis of active Patent evaluation Acute toxicity - single Preparation of
. . substances at laboratory scale C administration to 2 dossiers/
Potential commercial target Patent application animal species summary
: Creation of pharmacological/ \ \ documents of all
Creation of laboratory target animal model En'fﬁimmhm “}wcﬂ Detailed i relovant data for
Literature search Evaluation of potentially active scroening mmczslz:lﬁ:ﬂ ;?;h;:n';m lo
Research planning compourxls Analytical (main efocts, side authority for
Selection of chemical/ Sclection of Pmﬂlﬁill jcads melg:lﬁm of :‘r'll::f":i duration of clinical trials
. active subatances :
pharmacological approach . Presentation of
11‘;:““‘?:“‘““ duta to ethical
Rhrvavied ev committees prior
+ distnbution to clinical
* metabolism evaluation
- excretion
Subacute toxicity -
repeat axlministration
(medium term) to 2
animal species
Reproduction and
toxicological studiecs
- fertility
» teratogenicity
» peri and post natal
toxicity
Mutagenicity tests

Pharmacy/ Chemical

Development

Development of specific
analytical methods for active
substances, their degradation
products and pouibfe impuritics

Preformulation studies to
determine formulation
constraints and possibilitics
Synthesis of active substance at
technical scale

Comsideration of altermative
routes of synthesis of active
substance

Preparation of model
formulations for clinical and
foxicological evaluation

Synthesis of radiolabelled
compound for pharmacokinetic
sticlics

Development of analytical
mcthodology (stability
indicating) for model dosage
forms

Stability testing of active
substances and model
formulations

Production of formulation of
active substance and

comparison formulations for
climcal trials



II. CLINICAL TRIALS

approx. 3-5 years development

TR RN MBS A H AR F RO DO B SRS B MR R R I H R B R RSN RO O RN R ER S R0 H I DO N S0 DO S0 D DR S 0N

approx. 4-5

remaining
substances

approx. 2-3
remaining
substances

1 remaining
substance
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IV. REGISTRATION, LAUNCH AND SALES

approx. 2-3 years development

30NN RE NI N RO PRRR RN BRIV SR M SO HH A SR PR OO D O RS ORI PR HU MU HR SR 0 D SRR H N O SR RO RV RS A SR D000 0>

1 remaining substance

Clinical Trials Clinical Trials Clinical Trials Registration with Health Launch and
Phase | Phase II Phase 111 Authorities Sales
Tdmbili? in First controlled Therapeutic large- Documentation of all relevant data Scheduling, ordering and

healthy volunteers tnals on efficacy in scale trials at severul for application for registmtion ion of the final dosage
- highest tolerable the patient trial centres and - expert opinion on clinical trials orm, packaging and product
Sommallcst e popustios for fnal | pharmacological da Heratre
- est effective : N ations for fi ologic a _
dose Pioavailability establishment of the . expert opinin on toxicological Quality control for release of
- dose/effect feung o therapeutic profi! triad products
wene formulations peutic profile . . :
relationship - indications - expert opinion on analytical Distribution of products
- dldn:ﬁlc;l of effect - dosage and types of pharmaceutical trials
- side effects administration anisation of s ia
- contra-indications o i
Pharmacokinetics in * side-eflects
man = precautionary
measures
Proof of efTicacy and
safety in long-term
administration
Demonstration of
therapeutic advantage
Certification of any
iteration with
concomitamt
medication
Biological Preparation for
Tests Launch
Subchronic toxicity Chronic toxicity - Marketing Plan (positioning)
(other animal at . s
specics) inistration (long Training of sales force
term) Information for doctors, wholesalers and pharmacists
s:rﬂ?;ogcmmty Design and preparation of packaging materials
Supplementary C“S:mwm:niming of chemical plant at full
pharmacology Validation of manufacturing processes
Development of quality assurance, in-process control
procedurcs
Construction and commissioning of secondary
phamaceutical manufacturing unit

Pharmacy/Chemical
Development

Scale-up of Design of chemical

clwn;icalllynﬂ\uil manufacturing plant

to pilot plant

PuotP Design of process for

Development of sccondary

analytical methods pharmaceutical

for Q.C, testing mamdacture

Development of Confirmation of

varicty of stability of products in

fu:mdaﬁgu e.g. the final packs

2':;‘;:' Injection, Validation and
finalisation of Q.C,

In-vitro availability methodology and

tests of formulation specifications

Process patent

evaluation and

application

Development of

ess for
manufacture of
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Medicinal Products,
Medical Devices and
Miscellaneous "Medical"
Products listed 1n the
‘“Report Worldwide"
column (1990 - 1997)
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Medicinal Products, Medical Devices and
Miscellaneous "Medical" Products listed in the
“Report Worldwide" column published in Product
Liability International and in "Liability, Risks &
Insurance" (1990 - 1997),.se

The entries in bold type indicate reports from the United Kingdom.

ACE 1nh1b1tors [Potcntua] lcgal acuon ? USA March 1992]
Albummar [Potenual lcgal acuon? USA Octobcr 1996]
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Androcur [Potcntlal legal actxon ? Gcrmany. Scptember 1994 Octobcr 1994 and Dcccmbcr 1994]

SIS0 A A 08A D sdds

Anublotlcs (Gcnenc mgrcdxents) [Potentxal lcgal acuon ? USA Novembcr 1996]

Lo L bl ) #28500-08 0300

Aspmn [Legal acuon USA January 1994]
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-------l----liu------------n-lilii.nnt.:inin.lﬂiilli----nttlinlin-----1----.:-1---ttl-l---'-linll-i-llnuniiiilliiltllilillil-llliilllllilliiiiiIil!IIllllIlllllllllillilll-lliiliil--ltnuitul-n-: --------------
-lllI!illlil!lllllllllll‘l'illllIlllillllllllIIIIIIlllillillilllIilllli!illll'iillllilli!Iilll!lillillllllilllllllilillllliiilllllllilillIli'liliiillillliiIilllllllIlIlllI!liiiiIlllllllil‘illill.i'lllllil llllllll

cSOSNSBTRTSSRSOE NS SR 040 RN RS NESSSSRI SRS RO RIES NSRRI O BHASER S 0RO SSHLE ASS AR EI RS RS SA B ORI AR AR EHI MO SERESSL NS IR RN SRR SR 0N RE DR N MU MU SRRSO SRS S0 R AR MU SO RS R DI DR O H P DA R RN ES R R SRR

Blood given by donor with Creutzfeldt-Jakob disease. [Potential legal action ?; Canada; August
1995]

S SSR 0SS NSNS RS MRS RS0 RS S 0 HNS0R R0 SV RASSRS B SRRSO R SR SRS R AR RS AR M AL 0D SRARBARR R AR RH MO R DA BAREDRMY

Blood products contamlnated with hepatitis C. [Legal actlon,UKandIreland Dcccmbcr
1994, February 1995 and May 1995]

« SURINUBUBUNVRERVESE S SUDNUS TN NS ESS SN SRS TSNS RTAS U RNY B S UN SRIU R OOS NI S ) HUBR DU SR RO RO TS U AN HOHA L RUS H O R SAOR R AR RV SA RS MR AR HEGAR SRR R AR S 0 R A AR 0 S S 4R VA MR R B SR R R R SRR RGBS S VU N DU R AR BRI SR R A RS D I 4

s ORNRINSEeRASSRSS NN S 46 R¢ S 00 0ORY M 08 S SV S 0SSN 98 45 599 0SS F S0 08 64 SR GRS RGOS M S PR FR ORI R ER B G E 9 0 40 SR FE I HE SRR SRR RV I HH AR HHHR O T R R HID A N B P RS SRR R R R 00 G4 M R0 S M 0 B0 RO 4 S S0 SR POR B U IR O R BT e

Blood products contaminated with hepatitis G. [Potential legal action ?; UK; February
1996]

786See entry in the bibliography under "Product Liability International* and “‘Liability, Risks and
Insurance.



Blood products contaminated with HIV., [Legal action and potential legal action ?; UK,
Australia, Canada, Denmark, France, Greece, Germany, Ireland, Japan, Malaysia and Sweden;
January 1990, May 1990, August 1990, September 1990, December 1990, May 1991, June 1991,
November 1991, December 1991, January 1992, March 1992, June 1992, July 1992; August
1992, November 1992, December 1992, January 1993, April 1993, May 1993, June 1993, July
1993, August 1993, October 1993, November 1993, December 1993, February 1994, Apnl 1994,
May 1994, June 1994, September 1994, December 1994 , Apnl 1995, September 1995, March
1996, May 1996, June 1996, September 1996, October 1996, November 1996 and April 1997]

» AR RO 0 S MRR A 4R S S0 0SB R R0 S S 0 40 440 BB SRS S0 &M S5 1 02N F M E M M HHH S R A R A MY RV H U RS 0 HE S0 RV B SR R B H A A FR SR HI R HHA R S H R DR R S M0 B 00 0 0 AR R H 0 S R HR S 40 20 0 R0 S S MO B 0 H O H AR H A SR R4 R D ER S0 3
S SRIRIRO NN PA M N4 0 PRRS RS SNSRI SR SIS SSRGS 404 M IS TSNS SS9 §0 HO P00 10 BRSSO SR HNR RN BB AT AR A R RIS H RS M N B RS EFE EH M SR E B N F E RN S A NSRS SR 04RS00 B 4001 A AR PR A DAV EST R4 S0 0 R0 R4 00 RA RER A SA
= 30 RS RS R SRS I ES RN F RS RSNV AR SRS SR SR PR VS DO B D B RS AR HR M H RS A B S A RS0 S SR D E SO SV A Y MRS R S0 ) S RS0 S R SRR AR MM H M M BN MR AR AR S AR B RN R RO R G RS D BN S SR H SRR A OB E R B R A DR D R A D DO RS B0 R 0O S B0 0

sHB RN ARER VIV IR DOS ARG R ARNE NSRS AT AR OU SPHS AR S DRIS SRV ¢ 54 D ER O R DO BN PR R B RS E SRR S S0 SRS SR A S A PN E A R AT IR R R R R A D O R AR A D R R R RS H DI SR G R O R M RO LRG0 RR N O O A RO RO RA R R A R 0

Breast Implants (silicone). [Legal action and potential legal action ?, USA, UK, Canada and
Japan; November 1991, January 1992, February 1992, March 1992, May 1992, July 1992,
January 1993, March 1993, May 1993, July 1993, September 1993, October 1993, March 1994,
April 1994, May 1994, August 1994, September 1994, October 1994, December 1994, January
1995, March 1995, April 1995, May 1995, July 1995, September 1995, October 1995, November
1995, December 1995, January 1996, March 1996, May 1996, June 1996, September 1996,
Octobcr 1996 Novcmbcr 1996 and Dcccmbcr 1996]

Brealhmg monitors. [Potenhal legal action ? ? July 1990]

« #0900 PRGNS PO IS RS BN RIRE RISV R M M B H M 50 A MM ST H MM VRSV R HRV M M S MR A 0 S SRRV M RS R S S R R R GG R RN R R S R SR B AR S0 S DA BRGS SRR R B A SRR S A S I R RS A DA DR S IR R RS A HEA S0 S0 S MR D R E RSSO

Bromphenl [Potcnual legal acuon ? USA Dcccmbcr 1994]

Calpol. [Potent1al legal action ?; Uh; August 1996]

00NN MRS SRR RR OISR ARG E ST IR PR IS RESE DRSS NS A EN R BRHIR RS S IV PR MM FH S 1 OR R P M S RO S A0S0 0 50080 RR RV S MRS HO S H A EHN M M SR AR IS H 0 D0 A NSO R RS R A0 R T M A D RS RS A S R4 S R0 R B R AR 0 S A R RS 48 R BB
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+ 10 A H IR H A PR AR MRS TS HI FHHI IR HHH H RS S T I SR LR S S S 0 05 SR S0 BHA 5505 S 54 SR S 1 RO AN SS9 0 0SBV M-I S0 HH SR SRR MRS R AR R A DN F R R4 00 R R P R A S H DR R IS0 A SRRV R SR SO R RN S U S SA S U R OO RRR DA S 4 0 00 MO B0 IS

Cogncx [Polenual lcgal acuon ? USA Octobcr 1993]

s MR A4 SRR RN RN IR M R AR AR AR AR N OB B S

Collagcn implants. [Legal action; USA Scplcmbcr 1991 March 1993 and June 1993]

S-S SSERSANERI S4BV ENSSSEHERIT A BSOS RES RIS B STA ARSI SRS SR E M- MS S D S DS S HTE SO SRS L0 55 2558 FOSE SRS HOH MRS SS 0SS SRV 0 H 0 SR R M R M SO R DRSS SIS SN H S A0 DS B 600 B O DR R R OSSR R RSO BB SR RO B SRS 40 S S DU ESE S LRSI RO NS B+

Condoms. [Potential legal action ?; UK, USA, Thailand, Costa Rica, Bangladesh, Mexico and
Brazil; February 1990, August 1993 and October 1993}

* S0RS1 B9 SR NVSA NSRRI R DA RS S PSS D SRS R MRV EI RIS RUT S SHE0 FOA DTV S P B S RSV VRS PR RAI S 4 F R M SRR H U BSOS SR DL E SRS R IR SRR R M MO S A R A SR E S DB E R0 R R R0 A S B0 RO B A B ASA SSRGS E RAS MM SL R V4 DR DRSS S 055 S OGS S E SR O B
llllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllll
» S AR R RIS 4000 00 0B MM H S SV IS VH PSSP IR RS SR 0 D S B B IR B D B SSNE RS SU R S DN S R M TS P HRDL A S B IS M AR SR R R AR MR M A R SR04 R A B SRV M B PR S0 MR SRR B E S S HO S B R DO S S B R R RS S DRSS 50009 S0 S R DR R E D RGBS
TN REAENORERENIRERERIN P RO DR SRR ENRSLERRRRFRR VRSN E RN R LIS RN RORY SR AR FESAR I A RN R SR AS SRR S R HH A G VR PR RS SRS AR S SRS SR I BN RS SERS RN R RO R E G NN OH SR RN S NI G BB HD RPN IR S SIS AN SR IS IR SR SRS DS SIS RS DE PR

¢ FOS RIS RSRINNIN RN IR RS R RN R SRR LI RN R N SR HE R ISP SISO HOM HEN A NS ME SR VR DR DRSS S S D MU HD RS S I SRR ERI DR TR E DI EOU R EH 0 SHSERORIR 0 R4 H000 DS C U RS SR SIS TS 4000 0000 00000 S0 0008050808000 S0

" SRS SVEERE RN RESP RIS PN ES RN RN S RO R RS N H ST AV RS DS MRS RN SIS RS IS FER RO HIS R SRR IS SR I SR USR0S USRS S E IS RN NI RSSO R R RS M RS E SLR R RSSO MU R SRR H U AR ISR NN VH R R RS S S G0 ED BASES SRS S S U S SV AT

RS S E RN 0RARIHV SR ER 0 S D00 00 R SR G L SR S0 ERRR S SU4 S04 DU SRS H B SRR SRS 14 DASSP NS HHISR S S 4 0NV SR SD ML RS PSSR H SN SRS 00 SR S S 0S4 B RS RS S S RS B S0 S D DSOS SR SR VR 08404 00 00 bR S 00U D U0 SS S0 SRR RESS

Denturc adhcswes [Potcnhal lcgal acuon USA Fcbruary 1991 and August 1993]

SRS EE RS DA RO A SRS PO BA S HR VA AL ARSIV 0RO NI SR SR R DA R AR AR DI NI N

Depo-Medrol. [chal action; USA; Octobcr 1995]
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Desipramine. [Potential legal action ?; USA; May 1990]

2SS LAS PRE MMM RO RIT ORI RN SR AEF ARG SRR NIRRTV SR NS TR R AVRS SR AR MA NP PR ISP S A RNV A SR RN ARV ER S SN R PSR IR SRR SR OSSR NP RPN U SIS S S A VS SRS RGNS TSV 0N RS SR RS R T A S TN S E A PER IS SR PERES FESHSE IS FE S RO
* 2R H 1NN PR N R R SR R SR ERR RS R TRV SRS D ARSI R R R NS AR P ARV SR H RS H D R R RS RE BE FAR R ISR DR A A HR P M PR IR RS ER NSRS 0 S FE RS MM SRS E S SN A SR SR BSOS SESD DU IS RSO IS NS AN S AR R RO SRS SA RS8R R SRR RSO DU S DR

"ERRR RN R MR A A R AR HE SO R R AR A SRR IV RN RV E RN RN IS E R IR R RN R AR I R R A M AR RSV N PR PR M AR S F A R UL DA D SR RE R SRR IR AR A NV B R DG U O RO R I PO S S SASR A R B RSOSSN BRSO SRS SRR S PERADA S AR A S S SR RS S PERANRARA N
NS AISN RISV RSN NIRE NN M PSP R RS EIRRIERH SR NIR RIS TS BS SRR EA LSS SS N NN SRRSO R T A DEE RN ISR AT AR SV RN IS P HI AR A GO R SR HH VSR A KA A SRR B0 HA MO RS B ST ER SR SRSV ES I SRV HV O U U PR R I DR DG DU DUV IT RSO SR FE A B0

..................................................................................................................................................................................................

RS040 540NN SRR A M0 S ES S RO HA M A4 RS R 4R PR SR M BN A AN R PR A TR DA S5 A S0 B A RO AR AR S AL S 400 DA R A R R4S M F RS HE VIS M S N DA M40 R R R UM R R H RS TSR HEIR SIS SR VAR MR ENS 0 04 00 N S S SSUR NSNS RS RN SRR CR OB R A B0 S S S SO

Eueryl tooth powder. [PotenUal legal acuon? UK January 1994]

Felbatol. [Potennal legal action ?7; USA; September and October 1994]

AR MIBERERN IR MR BT RISV ES R ORR S HUA R R SR NN NN SR SA SN D H 0 S A BB I S S E VA M HH S 00904 RH AR HEA D S VAT RNV A SIS RE DS B SIE S BV A RS RSB RS R BN R A P RS HEO RO AN R RSN ANOR RN RO N UEN N RS AOR O S S USSR MU ISP RU S

Femodene. [Legal action and potential legal action ?; UK and Germany; March 1995 , May 1995,
June 1995 November 1995 and January 1996]

sgaddapapanEn Ll g 255000 A RRE PR RN AR OAOE Ll s Ll ]

Fenoterol and a ]:u gher death rate among asthmaucs [Potentral legal action ?7; New Zealand Apnl
1990]

RNV MR MO NIRRTV RN H RS E R D MM A R R ATV EM FE RS R RS RS0 S DA S HI AR AR R R AR S H RS RN R SN AN RO R A SRR SRS R R AR BB SR SRR R A R SRR DR F RS S FA AR AN O R4S DR R VAR S SN R IR R RS S0 I NS AR AnS AR E DA ARG RS MERE RN

Fertility treatment. [Potential legal action ?; UK; May 1995]
Fialuridine. [Legal action; USA; January 1994]

AR ERORESRU NP FHI NN RIS R RS RO DM RS NI RSOSSN RES R IR RS SO SRR R FO SRR DA RR T HI O HO S A RS ARS IR HR RS A SR DA SRR RSN SRRV E SR UNRSANR ISR SO R RN NN O SRR S DR S NN RS RIS R AR RO SRS A Su AR RS bE SRR e

Plucloxaellhn and prolonged lwer dwease [Potenhal legal acuon ? Australla J anuary 1990]

1R N RA SR HESHH MV M D E SR 1 OB R 240 (211 lg 2l a]

Fluorlde toothpaste and tablets. [Legal action; UK; May 1994 and Dccember 1996]

SESRRRONARNENERRE AR NRNARINI SRR IO RO RORI VAR R RS ORISR UN SN A M R R EO SN MR IR S S0 S S SRR ERA DS S S S IR SRR S R A AR R0 RS S F RN A TSI S SISV S S SR A R ISR POA ST RESN SRRSO NI PR HI SR B HEUR S AU SO R AU ST R SRR SRR DA DRSS

Gamma gard ['Potentral legal achon ? Spam and Sweden. March 1994]

Gllfanan [Potentml legal action ? Bel gium, France and lhe Netherlands January 1991 and
February 1992]

PRSIV MM PN RN MO R PR IR RV M AR DR R RSN BESA B0 1OV DO SR R RS DA SO RO S PER D0 SRE TV SR R4 ER SR R0 S0 SR AR A B A0 SRS R B SN SO USRR DO R RS A RN DR VA S RO FE D DR R UGS AR S 00RO RSB FRE I Y

Gravlgard [Legal actron UK and USA Apnl 1997]

SERP RN ERTRAN NN R RN GO SRR NA A RO IR I R U VO R RRS A AR A S LD R SRR IR DY 800

H BIG [Potentlal legal acuon ? USA October 1992]

00RO RR MY MR M 100405400 20 HD Ll Lo gl ] L SN R A BT DR 4R D AR EDRER O NS E R 04

Halclon. [Legal action and potentnal legal action ?; USA, France, Netherlands Spmn and UI\
September 1991, October 1991, November 1991, December 1991, January 1992, February 1992,
Apnl 1992, May 1992, August 1992, November 1992, June 1993, September 1993, January
1994 Apnl 1994 May 1994 June 1994 October 1994, June 1995 and June 1996]

34440 HEE A0SR RSV RO DB B

Heart valves. [Legal action; USA and UK March 1990, May 1990 June 1990 October 1990
January 1991, February 1991, May 1991, August 1991, January 1992, February 1992, March
1992, Apnil 1992, December 1992 and January 1993]
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Herbal products [Potenual legal acuon I Cluna. May 1996]

S5 S 0A BEU bR RO RRY & 9 DN A5 R RS S0 5T 4B EEEeE S s B0 P b ebisnhbnasavans SEESANERA MM MEN NS MR MRS A M TN A AN NN E RO S DU NUR BRSNS R SU SR DA FE AR

Hlp replacement [Legal action; UI\ Seplember 1995]

Jidsesde e s e e SRR saadladug SRS HSASI RO RORP USRS R R AR A AR SR ROV AR DS VIO RO B BB SE

HIV testlng klts. [Potentual legal aetlon? UK May 1996]

Human growth hormone. [Legal action; UK September 1995]



Human insulin. [Potential legal action ?; UK; September 1991}

RN Eesa R SEe e SR EE I 0 A0SR RSN N 04 SRR HAE B DR R A RN RS A RS 4 A 5B A S 4RO RR R FR 004 E DR SR VY F O RS RS TR DR DR AP R DA RN R B HE RS A DA BN R R E S A R B SN AR R M A S A H R A SRR D R R DR SRS F SR D RO DV R R VA D

» SERSIOS S8 4545 50 $H 440 BHDS SRR OB FUS I RSV SN EPR SR A A SR RS RS ME SRV S HH SN B DS O H T A S SR PR SR M H S0 S 0 S B A HIS SRS HH 4S5 S 138 M 034 A S M VM M R RN A M MU AL IR RO RSN RS RSP R B RO R R R A HE IR
+ 08005 85008 S TEE IS 5T SIS ISE S BRSSPI I RS S SN D SRR TR SR TSN RS Y SRS M0 S RS 0 A0 SRR SRS RS R R SRR B 0O SR MO B BA SRS E RSB SS MG AL A B S PR RO R SRR RN EA RS NH A SR AR MM R P R ER RN R R H R R R G0 E R B

* RO PSE VI HUNSUTE S ST P PR SS4ON PESSHES A4 FRA MRS RIS H VPP AN P E RN S RO R MR SU S R SR VROV RO LSRN A AR DR SRR M HH M SRS MM PO MRS R I RN S H NN A PR RSN H ST SR MRS H S S0 A R B4 DR E R A A PR BV AT RE NG
* SRR S §9 M PEFFIH P ISR SRIN I ER LU A BE S0 B8 0 HY HH M0 0P R A0S HH S PP R TR SRS I H T R R0 B R DO R A S0 DO S PO SN B LBMRBS LR FRR R MMV A GBS S0 M P S R A HH M M M EHH P M H VAT B H OB D R DO R

» 45004 HH LD E T RIS IR SRR SRS ISR RS DR E B BOREI SIS RO S S R RE Y MO BE RS R #F H AT FU RS MRS SRS TR H RSP S DA SRR SRS PO P FE SR DI S0 B SRR SR ESR RS RGBSR 0 S5O EE SV BRGNS S SRR M MR BB HR SRR RN DN 0 00 SR

Karvol. [Potentlal legal acuon ? UK December 1991]

deney Dlalysm products. [Potentnal legal acuon? USA; August 1993]
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L-tryptophan. [Legal action; USA (including 2 UK claimants) and Japan; February 1990, Apnil
1993, August 1990, September 1991, February 1992, September 1992, April 1993 and August
1993]
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Lederfen. [Potent:al legal aeuon ? UI\ December 1991]
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Lens care soluhon [PotenUal legal action ? USA May 1995]
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Loxene. [Legal action; USA; July 1990]
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Magnesium Hydroxide. [Potential legal action ?; UK; December 1993]
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Manoplax. [Potential legal action ?; UK; June 1993 and July 1993]
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Marvelon. [Legal action and potential legal action ?; UK, Germany and Norway; May 1995,
November 1995 January 1996]
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Measles vacclne. [Potential legal action, UK January 1995]
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Mlnocln. [Potenual legal action ? UK August 1996]

M inulet. [Legal action and potenhal legal action ?; UK and Gennany. May 1995 Novembcr
1995 and January 1996]
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Myodil. [Legal action; UK; March 1990, August 1990, January 1993, June 1994 and August
1995]
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Nurofen. [Potential legal action ?; UK; Apnl 1990]
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Omniflox. [Legal action; USA; March 1994]
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Opticrom ophthalmic solution and bacterial contamination. [Potential legal action ?; USA; August

1990]

Oral contraccptlvcs [Potentlal legal action ? ? June 1990] See also Femodene. Logynon.
Marvelon and Minulet.

SEVRR RNV NN RSN TRV RS RN NHIS RS MR R R A RE DR SV RO RN EE SRS SR R A4 PA A M N F SR R R ARG S A 400G AR RS SRS SO M DRSS MR R SO DR SRV TSR SR D R R AT RIS R D4R RS AS RN O M HR A A PR DV R R R T RU RS RN RSO R P RO DO B A S PR FR R SR Y

Orcolon [Potentlal legal actlon ? USA November 1991 and Junc 1992]
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Orgamdm. {Potential lcgal action ?, USA. June 1993]
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Pacemaker leads. [Legal action and potential legal action 7; USA and UK; February 1995 and
February 19960]
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Pedlclc SCIews. [Legal acuon USA August 1994 and Fcbnmry 1995]

Penlclllln syrup. [Potcntnal lcgal actwn? UK February 1990]
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Prozac [chal action; USA August 1990 June 1991 August 1991 a.nd January 1995]
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Radlatlon machlne [Legal action; UI~. Octobcr 1990]
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Shampoos and lotions containing carbyl for the treatment of head lice. [Potential
legal action?; UK; December 1996]




Skin care and sunscreen products. [Potential legal action ? and legal action; Australia and
UK; January 1991 and July 1995]
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Steroid treatment. [Potential legal action ?; UK; September 1995]
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Surglcal dcvwes (T rocar) [Potcnhal lcgal acnon ? USA August 1992]

Tampons. [Potcnhal lcgal action ?7; UK and Austraha July 1992, May 1994 and March 1995]

a0 e ASABRA NGNS IS OFOS RS TATEE FERE S SESR SRS FE RSB BERH FS RN B S EARSERRENNAER A S ESY oG04 PR GSVEAE REA SR AR RSA I NER R AR T RAR DR AR NNA PRI E A O A I M RS M BN A M S D At H D A AR A SR B A A R RO A BV AR SRR R SR

Teﬂon Jaw 1mplants [Legal ac&on USA Apnl 1993 and March 1995]
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Trlludan. [Potennal legal action ? USA and UK July 1992]
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Unspccnficd oral anublouos (antol Mycrs Sqmbb) [Potcnnal lcga] acuon.. USA May 1994]
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Unspecified product uscd in the treatment of migraine. [Potential lcgal action ? USA Octobcr
1991]

2P SRV S ERA TR SRS S R RIS PO SURE S SRR AR IER MR GO AN N O TR RS RS R AR AR R ARGV ARV LSS4SR AR P H R SR R H RIS ER N AR AR R R R A A BT A F R RS NS R A B PR R SR AN SR RO SRR PO PR AR UVSU D BR DU SR ORI T IO RN

s P A RERERS ARG RR SRR SR RO RIDR OSSR ASER S0 BEH NS SD RS DRSS ORRSA SO NS ES¢ 0 SR RS S S DA SR SRR AR RAR S0 BN SR EEC AR H O LR R R R RO RO R RO NN R R MO S BE SO 0N SO RO DA R SV E B R S A S0 RA G SO D RS R SA R ARG HA T O Y

Unspcclfied products (Quad Phannaceutwals) [Poten&al lcgal acuon ? USA Apnl 1990]

Usevir, [Potential legal action ?; Japan; Deccember 1993]
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Zantac. [Potential legal action?; UK; August 1990])
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Zentel [PotcnUal legal achon ? USA May l990]
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Zofran [Potential legal action ? USA November 1992]
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Statutory Instruments
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Products for Human Use,
1970 - 1997
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1970

The Medicines Commission and Committees Regulations 1970. [S.I. No. 746; paragraph 1, schedule
1]
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The Medicines (British Pharmacopoeia Commission) Order 1970. {S.1. No. 1256; section 4]
Amended by 1982/1335]
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The Medicines (Veterinary Products Committce) Order 1970. [S.1. No. 1304; section 4]

1971

The Medicines (Standard Provisions for Licences and Certificates) Regulations 1971, [S.I. No. 972;
section 47(1)) Amended by 1972/1226, 1974/1523, 1977/6735, 1977/1039, 1977/1053, 1983/17 30,
1992/2846, 1992/3272, 1993/833 , 1993/2539 and 1994/103
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The Medicines (Applications for Product Licences and Clinical Trial and Animal Test Certificates)
Regulations 1971. [S.I. No. 973; sections 18, 36 and 129(1)] Amended by 1972/1201, 1975/681,

1977/1051, 1979/1760, 1983/1726, 1992/755 and 1993/2538
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The Medicines (Applications for Manufacturer's and Wholesale Dealer's Licences) Regulations
1971. [S.I. No. 974; sections 18 and 129(1)] Amended by 1977/1052, 1978/1140, 1983/1725 and

1993/832
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The Medicines (Exportation of Specified Products for Iluman Use) Order 1971. [S.1. No. 1198;
section 48(1)] Revoked by 1994/787
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The Medicines (Control of Substances for Manufacture) Order 1971, [S.1. No. 1200; section 105(a)}]
Amended by 1994/787
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The Medicines (Surgical Materials) Order 1971. [S.1. No. 1267; section 104(1)] Amended by
1994/3119
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The Medicines (Importation of Medicinal Products for Re-exportation) Order 1971, [S.I. No. 1326:
section 13(2) and (3)]) Amended by 1977/640
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The Medicines (Exemption from Licences)(Food and Cosmetics) Order 1971. [S.1. No. 1410;
section 15(1)] Amended by 1973/2079

The Medicines (Retail Pharmacists - Exemptions from Licensing Requirements) Order 1971, [S.1.
No. 1445; section 15(3)]
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The Medicines (Data Sheet)(Transitional) Regulations 1971, [S.I. No. 1446; sections 96(6) and
129(1)] Revoked by 1972/2076

The Medicines (Applications for Product Licence of Right and Clinical Trial and Animal Test
Certificates of Right) Regulations 1971. [S.I. No. 1447, sections 18,36 and 129(1)]
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The Medicines (Applications for Manufacturer’s and Wholesale Dealer's Licences of Right)
Regulations 1971. [S.1. No. 1448; sections 18 and 129(1)] Amended by 1977/1052
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The Medicines (Fees) Regulations 1971. [S.I. No. 1449; section 1(1) and (2) of the Medicines Act
1971) Revoked by 1975/366
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The Medicines (Exemption from Licences)(Special and Transitional Cases) Order 1971. [S.1. No.
1450; sections 15(1) and 23(4)] Amended by 1972/1200, 1978/1139, 1979/1585, 1989/1184 and

1989/2323

1972

The Medicines (Exemption from Licences)(Wholesale Dealing) Order 1972. {S.I. No. 640; section
15(1)] Amended by 1978/1139 and 1979/1585 ; revoked by 1989/2322
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The Medicines (Closing Date for Applications for Licences of Right) Order 1972, [S.I. No. 717;
section 25(1)]
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The Medicines (Termination of Transitional Exemptions)(No. 1) Order 1972. [S.I. No. 1198;
sections 17 and 37(3)]
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The Medicines (Exemption from Licences)(Manufacture and Assembly Temporary Provisions)
Order 1972. [S.1. No. 1199; sections 15(1) and 129(4)]
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The Medicines (Exemption from Licences)(Special Cases and Miscellancous Provisions) Order
1972. [S.1. No. 1200; sections 13(2), 15(1), 23(4), 35(8) and 129(4)) Amended by 1974/498,

1 978/1 I 39 I 979/1585 and 1989/2323

Thc Mechcmcs (Apphcauons for Product Llccnccs and Clu:ucal Tnal and Ammal Tcst Ccruﬁcatcs)
Amendment Regulations 1972. [S.1. No. 1201; sections 18,36 and 129(1)]
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The Medicines (Standard Provisions for Licences and Certificatcs) Amendment Regulations 1972,
[S.I. No. 1226; section 47(1)]
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The Medicines (Data Sheet) Regulations 1972. [S.1. No. 2076; scctions 96(6), 129(1) and (5)]
Amended by 1979/1760, 1981/1633, 1989/1183, 1994/3142 and 1996/2420

1973

The Medicines (Extension to Antimicrobial Substances) Order 1973. [S.1. No. 367; section
105(1)(b) and (2)]
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The Medicines (Hexachlorophane Prohibition) Order 1973. [S.1. No. 1120; section 62(1)] Amended
by 1974/2167; revoked by 1977/2127
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The Medicines (Pharmacies){(Applications for Registration and Fees) Regulations 1973. [S.1. No.
1822: sections 75(1), (2), 76(1), (2), (4) and (6)) Amended by 1976/667, 1976/1961, 1977/511,
1977/2077, 1980/1806, 1981/1713, 1982/1719, 1983/1787, 1984/1886, 1985/1878, 1987/2099,
1988/2113, 1989/198S, 199012204, 1991/2605 , 1992/2939 1993/2902, 1994/2936, 1995/3029
and 1996/3054.
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The Medicines (Pharmacies)(Appointed Day) Order 1973. [S.1. No. 1849; section 69(3)]




The Medicines Act 1968 (Commencement No. 4) Order 1973. [S.I. No. 1851; sections 136(3) and
@)
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The Medicines (Exemption from Licences)(Foods and Cosmetics) Amendment Order 1973. {S.1.
No. 2079; section 15(1)]

1974

The Medicines (Exemption from Licences)(Emergency Importation) Order 1974. [S.I. No. 316;
section 13(2)]
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The Medicines (Exemption from Licences)(Clinical Trials) Order 1974. [S.I. No. 498; sections
13(2), 15(1) and 35(8)(a)]
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The Medicines (Interim Prescription Only)(No. 1) Order 1974. [S.1. No. 711; section 62(1)]
Amended by 1974/2167; revoked by 1977/2127
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The Medicines (Renewal Applications for Licences and Certificates) Regulations 1974, [S.1. No.
832: sections 18(1) and 36(1)] Amended by 1977/180, 1982/1789 and 1992/755
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The Medicines (Phenacetin Prohibition) Order 1974. [S.1. No. 1082; section 62(1)(a)] Amended by
197412167 ; revoked by 1977/2127
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The Medicines (Termination of Transitional Exemptions)(INo. 2) Order 1974, [S.1. No. 1149; section
17]
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The Medicines (Exemption from Licences)(Ingredients)Order 1974. [S.1. No. 1150; sections 13(2)
and 15(1)}]
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The Medicines (Standard Provisions for Licences and Certificates) Amendment Regulations 1974.
[S.I. No. 1523; section 47(1)}
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The Medicines (Intenim Prescription Only)(No. 2) Order 1974. [S.1. No. 2167; section 62(1)(a)]
Revoked by 1977/2127

1975

The Medicines (Advertising of Medicinal Products) Regulations 1975. [S.I. No. 298; section
95(1)(a) and (6)]
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The Medicines (Fees) Regulations 19785. [S.1. No. 366; section 1(1) and (2) of the Medicines Act
1971] Revoked by 1976/347
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The Medicines (Dental Filling Substances) Order 1975. [S.I. No. 533; section 104(1)] Amended by
1994/3119
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The Medicines (Applications for Product Licences and Clinical Trial and Animal Test Certificates)
Amendment Regulations 19785. [S.1. No. 681; sections 18(1) and 36(1)]
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The Medicines (Termination of Transitional Exemption)(No. 3) Order 1975. [S.1. No. 761; scction
17]
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The Medicines (Exemption from Licences)(Wholesale Dealing in Confectionery)Order 19785. [S.1.
No. 762; section 15(1)] Amended by 1994/3144
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The Medicines (Commuttee on the Review of Medicines) Order 1975. [S.1. No. 1006; section 4(1)]
Revoked by 1992/606
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The Medicines (Medicines Act 1968 Amendment) Regulations 1975. [S.1. No. 1169; section 2(2) of
the European Communities Act 1972]
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The Medicines (Advertising of Medicinal Products)(No. 2). [S.I. No. 1326; section 95(3) and (6)]
Amended by 1979/1760 and 1994/1932
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The Medicines (Committee on Dental and Surgical Materials) Order 1975. [S.1. No. 1473; section
4(1)) Amended by 1979/1535; revoked by 1994/3120
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The Medicines (Child Safety) Regulations 1975. [S.I. No. 2000; sections 87(1), 88(1), (2) and 91(2)]
Amended by 1976/1643, 1987/877,1994/1402 and 1994/3144

1976

The Medicines Act 1968 (Commencement No. 5) Order 1976. [S.1. No. 74; section 136(3)]
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The Medicines (Fees) Regulations 1976. [S.1. No. 347; scction 1(1) and (2) of the Medicines Act
19711 Amended by 1976/1145,1977/1056 and 1977/1374; revoked by 1978/1121
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The Medicines (Pharmacies)(Applications for Registration and Fecs) Amendment Regulations 1976.
[S.I. No. 667 sections 75(1), 76(1), (4) and (6)] Amended by 1977/511; revoked by 1989/1985
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The Medicines (Specified Articles and Substances) Order 1976. [S.1. No. 968; section
104(1))Amended by 1994/3119
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The Medicines (Fees) Amendment Regulations 1976. [S.1. No. 1145; section 1(1) and (2) of the
Medicines Act 1971] Revoked by 1978/1121
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The Medicines (Child Safety) Amendment Regulations 1976. [S.1. No. 1643; sections 87(1), 88(1),
(2) and 91(2)]
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The Medicines (Labelling) Regulations 1976. [S.1. No. 1726; sections 85(1), 85(4), 86(1), 91(2) and
(3)] Amended by 1977/996, 1977/2168, 1978/1140, 1981/1791, 1983/1729, 1985/1558,
1989/1183, 1992/3273, 1994/104 and 1994/3144
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The Medicines (Bal Jivan Chamcho Prohibition) Order 1976. [S.1. No. 1861 section 62(1)(a), (3),
(4) and (7))
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The Medicines (Pharmacies)(Applications for Registration and Fees) Amendment (No. 2)
Regulation 1976. [S.I. No. 1961; sections 75(1), 76(1), (2), and (6)] Amended by 1977/511;

revoked by 1989/1985
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The Medicines (Certificates of Analysis) Regulations 1976. [S.1. No. 1970; scctions 112(9), 115(7)
and Schedule 3, paragraphs 19(3), 20(1) and (2)] Revoked by 1977/1399

1977

The Medicines (Bal Jivan Chamcho Prohibition) Order 1977. [S.I. No. 172; section 62(1)(a), (3), (4)
and (7)]
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The Medicines (Renewal Applications for Licences and Certificates) Regulations 1977. [S.1. No.
180; section 18(1)]

The Medicines (Pharmacies)(Applications for Registration and Fees) Amendment Regulations 1977.
[S.I. No. 511; section 76(2) and (6)] Revoked by 1989/1985
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The Medicines (Importation of Medicinal Products for Re-exportation) Amendment Order 1977.
[S.I. No. 640; section 13(2), (3) and 129(4)]
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The Medicines (Bal Jivan Chamcho Prohibition) (No. 2) Order 1977, [S.1. No. 670; section 62(1)(a)]
Amended by 1997/856
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The Medicines (Standard Provisions for Licences and Certificates) Amendment Regulations 1977.
[S.I. No. 675 section 47(1)]
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The Medicines (Labelling) Amendment Regulations 1977. [S.I. No. 996; sections 85(1), 85(4), 91(2)
and (3)]
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The Medicines (Manufacturer's Undertakings for Imported Products) Regulations 1977. [S.1. No.
1038; section 19(3)(b)] Amended by 1992/2845 and 1994/3144
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The Medicines (Standard Provisions for Licences and Certificates) Amendment (No. 2) Regulations
1977. [S.1. No. 1039; section 47(1)}]
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The Medicines (Medicines Act 1968 Amendment) Regulations 1977, [S.1. No. 1050; section 2(2) of
the European Communities Act 1972)
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The Medicines (Applications for Product Licences and Clinical Trial and Animal Test Certificates)
Amendment Regulations 1977. [S.1. No. 1051; sections 18(1) and 36(1)]
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The Medicines (Applications for Manufacturer's and Wholesale Dealer's Licences) Amendment
Regulations 1977. [S.I. No. 1052; section 18(1)]
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The Medicines (Standard Provisions for Licences and Certificates) Amendment (No. 3) Regulations
1977. [S.1. No. 1053; section 47(1)]
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The Medicines (Exemption from Licences)(Wholesale Dealing) Order 1977, [S.1. No. 1054: section
15(1)] Amended by 1983/1728; revoked by 1989/2322
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The Medicines (Leaflets) Regulations 1977, [S.I. No. 1055; sections 86(1) and 91(2)] Amended by
1992/3274 , 1994/104 and 1994/3144
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The Medicines (Fees) Amendment Regulations 1977. [S.I. No. 1056; scction 1(1) and (2) of the
Medicines Act 1971] Revoked by 1978/1121
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The Medicines Act 1968 (Commencement No. 6) Order 1977, [S.1. No. 1068; section 136(3)]
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The Medicines (Fees) Amendment (No. 2) Regulations 1977. [S.1. No. 1374; section 1(1) and (2) of
the Medicines Act 1971) Revoked by 1978/1121
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The Medicines (Certificates of Analysis) Regulations 1977. [S.I. No. 1399; sections 112(9), 115(7)
and Schedule 3, paragraphs 19(3), 20(1) and (2)]
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The Medicines (Pharmacies)(Applications for Registration and Fees) Amendment (No. 2)
Regulations 1977. [S.1. No. 2077; sections 75(1), 76(1), (2) and (6)] Revoked by 1989/1985

'l‘.‘lil'i"l'lllllllill'l"ll'l‘liliIIllliilililililll.ill'llllllil'llfliil.llilllllllll'llilllll'llllillll'lIllllllilllllll.lllllll'.llillllli'lllllil'..'lliIIIII.lliiﬂllilllllllllllllilllllllllllliiilIlllll"'i'

The Medicines (Pharmacy and General Sale)(Appointed Day) Order 1977. [S.1. No. 2126: section
52)
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The Medicines (Prescription Only) Order 1977. [S.I. No. 2127, sections 58(1), (4), 59(1), 62 and
129(4)] Amended by 1978/189, 1978/987, 1979/36, 1979/1040 and 1980/24; revoked by
1980/1921
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The Medicines Act 1968 (Commencement No. 7) Order 1977. [S.1. No. 2128; section 136(3) and
(4)]
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The Medicines (General Sale List) Order 1977. [S.1. No. 2129; section 51] Amended by 1979/315
and 1980/7; revoked by 1980/1922
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The Medicines (Retail Sale or Supply of Herbal Medicines) Order 1977. [S.1. No. 2130; sections
56(3) and 57(1)}]
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The Medicines (Sale or Supply)(Miscellaneous Provisions) Regulations 1977, [S.1. No. 2132
sccuons 61 66 and 67(6)] Amended by 1978/989 revoked by I 980/1 923

Thc Mcdlcmes (Pharmacy and Gcncral Salc Exemphons) Ordcr 1977 [S I No 2133 section
57(1)) Amended by 1978/988; revoked by 1980/1924
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The Medicines (Labelling) Amendment (No. 2) Regulations 1977. [S.1. No. 2168; sections 85(1),
85(4), 91(2) and (3)]

1978

The Medicines (Fluted Bottles) Regulations 1978. [S.I. No. 40; sections 87(1), 91(2) and (3)]
Amended by 1 994/31 44

Thc Mcdlcmes (Labcllmg and Advcrhsmg to the Pubhc) chulatnons 19’73 [S I No 41 sections
85(1), 86(1), 91(2), 95(1), (2), (3), (5), (6) and 129(5)] Amended by 1994/1932
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The Medicines (Prescription Only) Amendment Order 1978. [S.I. No. 189; sections 58(1), (4)(a) and
129(4)] Revoked by 1980/1921
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The Medicines (Labelling)(Special Transitional) Regulations 1978. [S.1. No. 190; sections 85(1) and
129(5)]

The Med1cmes (Prescnptwn Only) Amendment (No 2) Ordcr 19‘78 [S I No L sections 58(1)
(4)(a) and 129(4)] Revoked by 1980/1921
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The Medicines (Pharmacy and General Sale - Exemption) Amendment Order 1978. [S.I. No. 988
sections 57(1) and 129(4)] Revoked by 1980/1924
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The Medicines (Sale or Supply)(Miscellancous Provisions) Amendment Regulations 1978. [S.1. No.
989 sections 61 and 66(1)] Revoked by 1980/1 923
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The Mcdxcmcs (Radloacuve Substanocs) Order 1978 [S.1. No. 1004 section 104(1)]
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The Medicines (Committee on Radiation from Radioactive Medicinal Products) Order 1978, [S.I.
No. 1005; section 4(1)] Revoked by 1984/1261
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The Medicines (Administration of Radioactive Substances) Regulations 1978, [S.1. No. 1006
section 2(2) of the European Communitics Act 1972] Revoked by 1992/606
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The Medicines (Advertising to Medical and Dental Practitioners) Regulations 1978. [S.1. No. 1020;
sections 95 and 129(5)] Revoked by 1994/1932
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The Medicines (Fees) Regulations 1978. [S.I. No. 1121; section 1(1) and (2) of the Medicines Act
1971] Amended by 1979/899, 1980/16, 1980/1126, 1982/1121, 1983/1731, 1985/1231,
1987/1439; revoked by 1989/418
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The Medicines (Intra-Uterine Contraceptive Devices) (Appointed Day) Order 1978. [S.I. No. 1138,
section 16(1)]

lllllllllillliIlllllll.il..li.'lll.Illlllll.llll.ll.l.lIIII.II.I.'I.I!.II"Illlllillllllllll'lili.lllIIIIIIIIIl.l.lll'lllll.l.llll‘l‘l‘ll" llllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllll

The Medicines (Intra-Uterine Contracephve Devices)(Amendment to Exemption from Licences)
Order 1978. [S.I. No. 1139; sections 13(2), 15(1), 23(4), 35(8) and 12%(4)]
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The Medicines (Licensing of Intra-Uterine Contraceptive Devices) (Miscellaneous Amendments)
Regulations 1978. [S.I. No. 1140; sections 18, 85(1), 85(4), 86(1), 91(2). (3) and 129(1)]

illlllllllllll'lillillIliI-lilIll.lllIlIlllllllillllllllIll'lllllllllI'IIIIII'IIIIIIIII'.I..llll.lll.i‘ll.lIHIIIIIIIiIIII IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII

The Medicines (Collection and Delivery Arrangements Exemption) Order 1978. [S.I. No. 1421;
section 57(1)]

ll'llllllil'l‘lilllllllllllillliiIliilllillllllillliI.lllII.I'illilllll'llIllllIllI.llllilllllillllllill'..lllilll.'ll'lllll'lilllll.ll'lllllilllli.ill lllllllllllllllllllllllllllllllllllllllllllllllllllllllll

The Medicines (Exemption from Licences)(Importation) Order 1978. [S.I. No. 1461; sections 13(2),
(3), 15(1) and (2)] Revoked by 1984/673

1979

The Medicines (Prescription Only) Amendment Order 1979. [S.1. No. 36; scctions 58(1), (4)(a) and
129(4)] Revoked by 1980/1921
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The Medicines (General Sale List) Amendment Order 1979. [S.1. No. 315; sections 51 and 129(4)]
Revoked by 1980/1922

!lllIlllilllllilllillllllllllI.III'I'IIIIIiIIIIIIIIIIlIiIIIIIIIlllllilllllllllll.lllllillllllil."‘llllllllilliliiilIilllli'lIl"l'i‘li.ll'lllilliillllllll" IIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIIII

The Medicines (Chloroform Prohibition) Order 1979. [S.1. No. 382; scction 62] Amended by
1980/263 and 1989/1184
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The Medicines (Fees) Amendment Regulations 1979, [S.I. No. 899; section 1(1) and (2) of the
Medlcmes Act 19‘71] Revoked by I 989/41 8
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The Medxcmes (Prescnptlon Only) Amendment (No 2) Order 1979, [S I No 1040 scctions 58(1)
and 129(4)] Revoked by I 980/1 92I
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The Medlcmes (Exemphon from hcenccs)(Asscmbly) Order 19‘79 [S I No 1114 section 15( 1)
and 15(2)]
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The Medicines (Phenacetin Prohibition) Order 1979, [S.I. No. 1181; section 62] Revoked by
1996/3269

The Medlcmes (Commlttee on Dental and Surglcal Matenals) Amendment Order 19‘79 [S I No
1535; sections 4 and 129(4)] Revoked by 1994/3120
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The Medicines (Contact Lens Fluids and Other Substances) (Appointed Day) Order 1979. [S.1. No.
1539; section 16(1)]

The Medicines (Contact Lens Fluids and Other Substances) (Exemption from Licences) Order 1979.
[S.I. No. 1585; sections 13(2), 15(1), (2), 23(4), 35(8) and 129(4)] Amended by 1979/1745

The Medicines (Contact Lens Fluids and Other Substances)(Exemption from Licences)Amendment
Order 19‘79 [SI N0 1745 sections 15(1) (2) and 129(4)]

AR RSN N

The Medxcmes (Contact Lens Flmds and Olher Substances) (Labellmg) Regu]ahons 1979 [S I No
1759; sections 85(1), 86(1), 91(2), (3) and 129(5)] Amended by 1981/1689
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The Medicines (Contact Lens Fluids and Other Substances) (Advertising and Miscellaneous
Amendments) Regulations 1979. [S.1. No. 1760; sections 18, 36, 95, 96(6), 129(1) and (5))

1980

The Medicines (General Sale List) Amendment Order 1980. [S.1. No. 7; sections 51 and 129(4)]
Revoked by 1980/1922
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The Medicines (Fees) Amendment Regulations 1980. [S.I. No. 16; scction 1(1) and (2) of the
Medicines Act 1971] Revoked by 1989/418
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The Medicines (Prescription Only) Amendment Order 1980. [S.1. No. 24; sections 58(1), (4)(a) and
129(4)] Revoked by 1980/1921
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The Medicines (Chloroform Prohibition) Amendment Order 1980. [S.I. No. 263; sections 62 and
129(4)}
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The Medicines (Fees) Amendment (No. 2) Regulations 1980. [S.1. No. 1126; section 1(1) and (2) of
the Medicines Act 1971] Revoked by 1989/418
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The Medicines (Intra-Uterine Contraceptive Devices) (Termination of Transitional Exemptions)
Order 1980. [S.I. No. 1467; section 17]
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The Medicines (Pharmacies)(Applications for Registration and I'ees) Amendment Regulations 1980.
[S.1. No. 1806; sections 75(1), 76(1), (2) and (6)]
The Medicines (Prescription Only) Order 1980, [S.I. No. 1921; sections 58(1), (4)(a), 59 and 129(4)]

Amended by 1981/80, 1982/29, 1982/1596, 1982/1801, 1983/341 and 1983/957; revoked by
1983/1212
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The Medicines (General Sale List) Order 1980. [S.I. No. 1922; sections 51 and 129(4)] Amended by
1982/26 revoked by I 984/ 769

Thc Mcdlcmes (Salc or Supply)(Mlscellaneous Provmons) chulauons 1980 [S I N 0. 1923

sections 53(4), 61, 66(1), 67(6) and 129(1)] Amended by 1982/28, 1990/1124 , 1992/2938,
199472411 ,1994/3144, 1995/3215, 1997/1831 and 1997/2045
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The Medicines (Pharmacy and General Sale - Exemption) Order 1980. [S.1. No. 1924, scctions
57(1), (2) and 129(4)]) Amended by 1982/27 , 1989/1852, 1994/3144 and 1997/1350

1981

The Medicines (Prescription Only) Amendment Order 1981, [S.I. No. 80; sections 58(1), (4)(a) and
129(4)] Revoked by 1983/1212

The Medicines (Exemption from Licences)(Clinical Trials) Order 1981. [S.I. No. 164; sections
15(1), (2), 35(8)(a) and (9)) Amended by 1995/2808; revoked by 1995/2809
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The Medicines (Data Sheet) Amendment Regulations 1981, [S.I. No. 1633; sections 96(6) and
129(1)]
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The Medicines (Contact Lens Fluids and Other Substances)(Labelling) Amendment Regulations
1981. [S.1. No. 1689; sections 85(1), 86(1), 91(2), (3) and 129(5)}

The Medicines (Contact Lens Fluids and Other Substances) (Termination of Transitional
Exemptions) Order 1981, [S.I. No. 1690; section 17]



The Medicines (Pharmacies)(Applications for Registration and Fees) Amendment Regulations 1981,
[S.I. No. 1713 sections 75(1), 76(1), (2) and (6)] Revoked by 1989/1985
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The Medicines (Labelling) Amendment Regulations 1981. [S.I. No. 1791; sections 85(1) and
125(5)}

1982

The Medicines (General Sale List) Amendment Order 1982. [S.1. No. 26; sections 51 and 129(4)]
Revoked by 1984/769

* HIE OB RSS9 0N B0 TSRS 0D 00 SRR R e b - by - RO BN E D R DD B SRR M SRS M R AR - B RSP EE PE MPRPRRRTER HME HHA BE B R R T 0 P R TE R B R A N D R R A P R D Y RS B B B R S A 545 BHHL B B 1 0 B0 B B A H B

The Medicines (Pharmacy and General Sale - Exemption) Amendment Order 1982, [S.I. No. 27;
sections 57(1), (2) and 129(4)]
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The Medicines (Sale or Supply)(Miscellancous Provisions) Amendment Regulations 1982, [S.1. No.
28; sections 53(4) and 129(1)]

The Medicines (Prescription Only) Amendment Order 1982. [S.I. No. 29; scctions 58(1), (4)(a), 59
and 129(4)] Revoked by 1983/1212
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The Medicines (Fees) Amendment Regulations 1982, [S.I. No. 1121; section 1(1) and (2) of the
Medicines Act 1971] Revoked by 1989/418
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The Medicines (British Pharmacopocia Commission) Amendment Order 1982. [S.1. No. 1335;
sections 4 and 129(4)]

3200 HAS SRR REAE RN A DS SSRGS PRS0 RO RM S AR ASR R DA S SNA R R EVA SH RN S SRS R B AA SO SSOR SR P R R R BSR A BN RO SRR IR R RO DR FR R MO DR RO RN SR ML RO S AR RO SR SR MU B BT A S 400DV PR PO RSO N S0 BSOSO 5900 0580000

The Medicines (Prescription Only) Amendment (No. 2) Order 1982. [S.1. No. 1596; sections 58(1),
(4)(a) and 129(4)] Revoked by 1983/1212
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The Medicines (Pharmacies)(Applications for Registration and Fees) Amendment Regulations 1982.
[S.I. No. 1719; sections 75(1), 76(1), (2) and (6)] Revoked by 1989/1985
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The Medicines (Renewal Applications for Licences and Certificates) Amendment Regulations 1982.
[S.I. No. 1789; sections 18(1) and 36(1)]

v 0SS H RSN RSN RS VRSN RO R SR MO SRS 00 MR RS RO R A RO A RSO VAR AR RV H RN B SR S0 B R R AR R SR R0 R R FRORN R R AR A PRV P A M MMV HIF R D G RR R N RO 4 0 B AR SRR AA G440 U MV ER SR R S AR B A S B S B0 B E DA S S 00

The Medicines (Prescrniption Only) Amendment (No. 3) Order 1982, [S.1. No. 1801; scctions 58(1),
(4)(a) and 129(4)] Revoked by 1983/1212

1983

The Medicines (Prescription Only) Amendment Order 1983. [S.I. No. 341; sections 58(1), (4) and
129(4)] Revoked by 1983/1212
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The Medicines (Prescription Only) Amendment (No. 2) Order 1983. [S.1. No. 957; sections 58(1)
and 129(4)] Revoked by 1983/1212
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The Medicines (Products other than Veterinary Drugs)(Prescription Only) Order 1983. [S.I. No.
1212; sections 58(1), (4), 59 and 129(4)] Amended by 1984/756, 1986/586 , 1987/674, 1987/1250,
1988/2017, 1989/1852, 1991/962, 1992/1534, 1992/2937, 1993/1890, 1993/3256, 1994/558,

1994/3016, 1994/3050 ,1995/1384, 1995/3174, 1996/1514 and 1996/3193. Revoked by
1997/1830.
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The Medicines (Medicines Act 1968 Amendment) Regulations 1983, [S.I. No. 1724; section 2(2) of
the European Communities Act 1972]




The Medicines (Applications for Manufacturer's and Wholesale Dealer's Licences) Amendment
Regulations 1983. [S.I. No. 1725; section 18(1)]
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The Medicines (Applications for Product Licences and Clinical Trial and Animal Test Certificates)
Amendment Regulations 1983. [S.1. No. 1726; section 18(1)]
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The Medicines (Exemption from Licences)(Wholesale Dealing) Amendment Order 1983. [S.1. No.
1728; section 15(1)] Revoked by 1989/2322
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The Medicines [Labelling] Amendment Regulations 1983. [S.I. No. 1729; sections 85(1), 85(4) and
91(3)]

The Medicines (Standard Provisions for Licences and Certificates) Amendment Regulations 1983.
[S.I. No. 1730; section 47(1)]
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The Medicines (Fees) Amendment Regulations 1983. [S.1. 1731; section 1(1) and (2) of the
Medicines Act 1971] Revoked by 1989/418
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The Medicines (Pharmacies)(Applications for Registration and Fees) Amendment Regulations 1983.
[S.I. No. 1787, sections 75(1), 76(1), (2) and (6)] Revoked by 1989/1985

1984

The Medicines (Cyanogenetic Substances) Order 1984. [S.1. No. 187; scction 104(1))
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The Medicines (Exemption from Licences)(Importation) Order 1984, [S.1. No. 673; sections 13(2),
(3). 15(1) and (2))
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The Medicines (Products other than Veterinary Drugs)(Prescription Only) Amendment Order 1984.
[S.I. No. 756; sections 58(1), (4), and 129(4)] Revoked by 1997/1830
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The Medicines (Products other than Veterinary Drugs)(Gencral Sale List) Order 1984, [S.1. No. 769;
sections 51 and 129%(4)] Amended by 1985/1540, 1987/910, 1989/969, 1990/1129, 1992/153S5,
1994/2410, 1995/3216 and 1997/2043
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The Medicines (Committee on Radiation from Radioactive Medicinal Products)(Revocation) Order
1984. [S.I. No. 1261; sections 4(1) and 129(4)]
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The Medicines (Pharmacies)(Applications for Registration and Fees) Amendment Regulations 1984.
[S.I. No. 1886; sections 75(1), 76(1), (2) and (6)] Revoked by 1989/1985

1985

The Medicines (Fees) Amendment Regulations 1985. [S.1. No. 1231; section 1(1) and (2) of the
Medicines Act 1971] Revoked by 1989/418
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The Vaccine Damage Payments Act 1979 Statutory Sum Order 1985. [S.I. No. 1249; section 1(4A)
of the Vaccine Damage Payments Act 1979] Revoked by 1991/939
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The Medicines (Control of Substances for Manufacture) Order 1983, [S.1. No. 1403; section
105(1)(a)) Amended by 1994/787
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The Medicines (Control of Substances for Manufacture)(Appointed Day) Order 198S. [S.1. No.
1539; section 16(1)]
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The Medicines (Products other than Veterinary Drugs)(General Sale List) Amendment Order 1985.
[S.I. No. 1540; sections 51 and 129(4))
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The Medicines (Labelling) Amendment Regulations 1985. [S.I. No. 1558; sections 85(1), 91(3) and
125(5)]
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The Medicines (Pharmacies)(Applications for Registration and Fees) Amendment Regulations 198S.
[S.I. No. 1878; sections 75(1), 76(1), (2) and (6)] Revoked by 1989/1985

1986

The Medicines (Products other than Veterinary Drugs)(Prescription Only) Amendment Order 1986.
[S.I. No. 586; sections 58(1), (4), and 129(4)] Revoked by 1997/1830

The Medicines Act 1968 (Hearings by Persons Appointed) (Scotland) Rules 1986. [S.I. No. 1700,
section 11 of the Tribunals and Inquiries Act 1971]

The Medicines Act 1968 (Hearings by Persons Appointed) Rules 1986. [S.1. No. 1761; section 11 of
the Tribunals and Inqunies Act 1971}

1987

The Medicines (Products other than Veterinary Drugs)(Prescription Only) Amendment Order 1987,
[S.I. No. 674; sections 58(1), (4), (5) and 129(4)] Revoked by 1997/1830
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The Medicines (Child Safety) Amendment Regulations 1987. [S.I. No. 877, sections 87(1) and
129(5)]
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The Medicines (Products other than Veterinary Drugs)(General Sale List) Amendment Order 1987.
[S.1. No. 910; sections 51 and 129(4)]
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The Medicines (Products other than Veterinary Drugs)(Prescription Only) Amendment (No. 2)
Order 1987. [S.1. No. 1250; sections 58(1), (4)(a), and 129(4)] Revoked by 1997/1830
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The Medicines (Fees) Amendment Regulations 1987, [S.1. No. 1439, scction 1(1) and (2) of the
Medicines Act 1971] Revoked by 1989/418
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The Medicines (Pharmacies)(Applications for Registration and Fees) Amendment Regulations 1987,
[S.I. No. 2099; sections 75(1), 76(1), (6), 129(2), (5) and 132(1)] Revoked by 1989/1985

1988

The Medicines (Products other than veterinary drugs){(Prescription Only) Amendment Order 1988.
[S.I. No. 2017; sections 58(1), (4), (5), and 129%(4)] Revoked by 1997/1830.
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The Medicines (Pharmacies)(Applications for Registration and Fees) Amendment Regulations 1988.
[S.I. No. 2113; sections 75(1), 76(1), (6), 129(2), (5) and 132(1)] Revoked by 1989/1985

1989

The Medlcmes (Commenccment No. 8) Order 1989 [S I No 192 section 136(3)]

SRS SR MNRS M G4 R SRR ARSI S SN HA S 401 DA E0 S S S N R R H I H MR RO A (112 1) ]l )

Thc Mcdxcmcs (Fees Rclatmg to Medicinal Products for Human Usc) chulatJons 1989 [S I No

418; section 1(1) and (2) of the Medicines Act 1971] Amended by 1990/210 and 1990/2326;
revoked by 1991/1474
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The Medicines (Fixing of Fees Relating to Medicinal Products for Human Use) Order 1989. [S.1.
No 684 section l(l) of thc Mcdmncs Acl 1971] Amended by 1995/871
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Thc Mcdlcmes (PTOd“CtS 0'1161' lhﬂll Vctcnnary Drugs)(General Sale Llst) Amcndmcnt Ordcr 1989.
[S.I. No. 969; sections 51 and 129(4)]
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The Medicines (Data Sheet and Labelling) Amendment Regulations 1989. [S.1. No. 1183; sections
85(1), 91(3), 96(6), 129(1), (5) and 132(1)]
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The Medicines (Exemption from Licences)(Special and Transitional Cases) Amendment Order
1989. [S.1. No. 1184; sections 15(1), (2) and 129(4)]
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The Medicines (Prescription Only, Pharmacy and General Sale) Amendment Order 1989. [S.1. No.
1852; sections 1, 57(1), (2), 58(1), (4)(a), 129(4) and 132(1)] Amended by 1989/1852
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The Medicines (Pharmacies)(Applications for Registration and Fees) Amendment Regulations 1989,
[S.I. No. 1985; sections 1(1)(a), 75(1), 76(1), (2), (6), 129(2), (5) and 132(1)] Revoked by

1990/2204
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The Medicines (Exemption from Licences)(Wholesale Dealing) Order 1989. [S.I. No. 2322; scctions
15(1) and 129(4)] Revoked 1990/566
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The Medicines (Exemption from Licences)(Special and Transitional Cases)(Amendment) Order
1989. [S.I. No. 2323, sections 15(1) and 129(4)]

1990

The Medicines (Fees Relating to Medicinal Products for Human Use) Amendment Regulations
1990. [S.I. No. 210; section 1(1) of the Medicines Act 1971) Revoked by 1991/1474
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The Medicines (Exemption from Licences)(Wholesale Dealing) Regulations 1990. [S.1. No. 566;
section 15(1) and 129(4)]) Amended by 1994/3144
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The Medicines (Sale or Supply)(Miscellancous Provisions) Amendment Regulations 1990, [S.1. No.
1124, sections 1(1), 83(4), 129%(1), (5) and 132(1))
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The Medicines (Products other than Veterinary Drugs)(General Sale List) Amendment Order 1990.
[S.I. No. 1129; sections 1(2), 51, 129(4)and 132(1)]
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The Medicines (Pharmacies)(Applications for Registration and I'ccs) Amendment Regulations 1990.
[S.I. No. 2204; sections 1(1)(a), 75(1), 76(1), (2), (6), 129(2), (5) and 132(1)] Revoked by
1991/2605
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The Medicines (Fees Relating to Medicinal Products for Hluman Use) Amendment (No. 2)
Regulations 1990. [S.1. No. 2326; section 1(1) of the Medicines Act 1971] Revoked by 1991/1474

1991

The Vaccine Damage Payments Act 1979 Statutory Sum Order 1991. [S.1. No. 939; scction 1(4A) of
the Vaccine Damage Payments Act 1979]
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The Medicines (Products other than Veterinary Drugs)(Prescnption Only) Amendment Order 1991.
[S.]. No. 962; sections 1(2), 58(1), 129(4) and 132(1)] Revoked by 1997/1830
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The Medicines (Products for Hluman Use - Fees) Regulations 1991, [S.1. No. 1474; scction 1(1) and
(2) of the Medicines Act 1971] Amended by 1992/756 and 1994/696; revoked by 1995/1116



The Medicines (Pharmacies){Applications for Registration and Fees) Amendment Regulations 1991.
[S.I. No. 2605; sections 1(1)(a), 75(1), 76(1), (2), (6), 129(5) and 132(1)] Revoked by 1992/2939

1992

The Medicines (Medicines Act 1968)(Amendment) Regulations 1992. [S.I. No. 604; section 2(2) of
the European Communities Act 1972]
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The Medicines (Application to Radiopharmaceutical ~ Associated Products) Regulations 1992, [S.1.
No. 605; section 2(2) of the European Communities Act 1972}
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The Medicines (Committee on the Review of Medicines)(Revocation) Order 1992, [S.I, No. 606;
sections 4(1) and 129(4)]
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The Medicines (Applications for Grant and Renewal of Licences)(Miscellaneous Amendments)
Regulations 1992, [S.1. No. 755; sections 18 and 129(1)]
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The Medicines (Products for Hluman Use - Fees) Amendment Regulations 1992. [S.1. No. 756;
section 1(1) and (2) of the Medicines Act 1971] Revoked by 1995/1116

The Medicines (Products other than Veterinary Drugs)(Prescnption Only) Amendment Order 1992.
[S.I. No. 1534; sections 1(2), 58(1), 129(4) and 132(1)] Revoked by 1997/1830.

v HBROA BN AHS SR 0 OS N S EURRI 40 HES BV A RS RS H R E R S S AR A0 DR S S HH A S A AR FR R B0 F 0 Y VR R P A REE DS SRS ES TR O D RN S SR 1 0SSO AN AR R SRR M AR HH I DR H D BRI B R R O M R R R D P B A B S EN BO SRR DA RE S S N HE VR S S0 84 PO R ED HH A PR BN

The Medicines (Products other than Veterinary Drugs)(Gencral Sale List) Amendment Order 1992.
[S.I. No. 1535, sections 1(2), 51, 129(4)and 132(1)]
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The Medicines (Exemptions from Licensing)(Radiopharmaccuticals) Order 1992, [S.1. No. 2844;
sccuon 15(1)]
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Thc Mcdlcmes (Manuf acturer's Undertakmgs f or Importcd Products) Amcndmcnt chulau()ns 1992
[S.I. No. 2845; sections 19(3)(b), 129(1) and (5)]

The Medicines (Standard Provisions for Licences and Certificates) Amendment Regulations 1992.
[S.1. No. 2846; section 47(1))

The Medicines (Products other than Veterinary Drugs)(Prescription Only) Amendment (No. 2)
Order 1992. [S.1. No. 2937, sections 58(1), (4) and 129(4)] Revoked by 1997/1830

The Medicines (Sale or Supply)(Miscellancous Provisions) Amendment Regulations 1992. [S.1. No.
2938; sections 61, 129(1) and (5)}

The Medicines (Pharmacies)(Applications) for Registration and Fees) Amendment Regulations
1992. [S.1. No. 2939; sections 75(1), 76(1), (2), (6) and 129(5)]

The Active Implantable Medical Devices Regulations 1992. [S.I. No. 3146; scctions 11 and
27(2)(b)of the Consumer Protection Act 1987) Amended by 1995/1671
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The Medicines (Medicines Act 1968)(Amendment)(No. 2) Regulations 1992, [S.1. No. 3271; section
2(2) of the European Communities Act 1972]
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The Medicines (Standard Provisions for Licences and Certificates) Amendment (No. 2) Regulations
1992. [S.I. No. 3272; section 47(1))
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The Medicines (Leaflets) Amendment Regulations 1992, [S.1. No. 3274; sections 86(1) and 91(3)}]



1993

The Medicines (Application for Manufacturer's and Wholesale Dealer's Licences) Amendment
Regulations 1993. [S.I. No. 832; sections 18 and 129(1)}
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The Medicines (Standard Provisions for Licences and Certificates) Amendment Regulations 1993.
[S.I. No. 833; section 47(1)]
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The Medicines Act 1968 (Amendment) Regulations 1993. [S.I. No. 834 section 2(2) of the
European Communities Act 1972]

The Medicines (Products other than Veterinary Drugs)(Prescription Only) Amendment Order 1993.
[S.I. No. 1890; sections 58(1), (4)(a) and 129(4)] Revoked by 1997/1830
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The Medicines (Apphcatnons for Grant of Product Licences - Products for Iluman Use) Regulations
1993 [S I No 2538 sections 18 129(1), (5) and 132(1)] Amended by 1994/31 44
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Thc Mcdlcmcs (Standard Prowsmns for Licences and Ccrt.d'xcates) Amcndmcnt (N 0. 2) chulahons
1993. [S.I. No. 2539; sections 47(1) and 129(5)]
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The Medicines (Pharmacies)(Applications for Registration and Fecs) Amendment Regulations 1993.
[S.I. No. 2902; sections 75(1), 76(1), (2), (6) and 129(5)] Revoked by 1994/2936.
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The Medicines (Products other than Veterinary Drugs)(Prescription Only) Amendment (No. 2)
Order 1993 {S.I. No. 3256; sections 58(1), (4), (5), 129(4) and 132(1)] Revoked by 1997/1830

1994

The Medicines Act 1968 (Amendment) Regulations 1994. [S.I. No. 101; scction 2(2) of the
European Communities Act 1972]
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The Medicines (Advisory Board on the Registration of Homeopathic Products) Order 1994. [S.1.
N 0. 102 section 4] Revoked by 1 995/309

Thc Medxcmes (S tandard Promlons for Llccnces and Ccruﬁcates) Amcndmcnt chulauons 1994
[S.I. No. 103; sections 47(1) and 129(5)]

The Medicines (Labelling and Leaflets) Amendment Regulations 1994, [S.I. No. 104; sections
85(1), 86(1) and 91(3)]
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The Medicines (Ilomeopathic Medicinal Products for Human Use) Regulations 1994. [S.1. No. 105;

section 2(2) of the European Communities Act 1972) Amended by 1994/899 , 1995/541 and
1996/482
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The Medicines Act 1968 (Amendment)(No. 2) 1994. [S.1. No. 276; scction 2(2) of the European
Communities Act 1972]
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The Medicines (Products other than Veterinary Drugs)(Prescription Only) Amendment Order 1994.
[S.I. No. 558; sections 58(1), (4), (5) and 129(4)] Revoked by 1997/1830

445



The Medicines (Products for Human Use - Fees) Amendment Regulations 1994. [S.I. No. 696;
section 1(1) and (2) of the Medicines Act 1971] Revoked by 1995/1116

The Medicines (Control of Substances for Manufacture and Exportation of Specified Products for
Human Use) Amendment Order 1994. [S.1. No. 787, sections 105(1)(a) and 129(4)]
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The Medicines (Homcopalhxc Medicinal Products for Iluman Use) Amendment Regulations 1994.
[S.I. No. 899; section 2(2) of the European Communities Act 1972]]

cREBSSEASASSSEI0000 AR M4SN RS RIS RS SA N 04 0848085 S SR ERESS NN SRR RS AR SRR PR SR RH S 0S R R R S AP PR RS RS SN NS M4 50080 HATH M B EST RN HH ISR R DR HE A ST RO RS R RN RS DR SRS S0 000 T A DT A M N R S A I R R RO RE A 000

The Medicines (Child Safety) Amendment Regulations 1994. [S.1. No. 1402; sections 87(1), 91(3)
and 129(5)]
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The Medicines (Advertising) Regulations 1994, [S.I. No. 1932; sections 61, 66(1)(1), (§), 95(1), (2).
(3), (4), (5), (6) and 129(5)] Amended by 1994/3144 and 1996//1552
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The Medicines (Monitoring of Advertising) Regulations 1994. [S.1. No. 1933, scction 2(2) of the
European Communities Act 1972]
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The Medicinal Products: Prescription by Nurses etc. Act 1992 (Commencement No. 1) Order 1994,
[S.I. No. 2408; section 6(2) of the Prescription by Nurses etc. Act 1992]
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The Medicines (Pharmacy and General Sale - Exemption) Amendment Order 1994, [S.1. No. 2409;
sections 57(1), (2) and 129(4)]

The Medicines (Products other than Veterinary Drugs)(General Sale List) Amendment Ordcr 1994,
[S.1. No. 2410; sections 51 and 129(4)]
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The Medicines (Sale or Supply)(Miscellancous Provisions) Amendment Regulations 1994, [S.1. No.
2411; sections 53(4), 129(1) and (5)]
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The Medicines (Pharmacncs)(Applncauons for Registration and Fees) Amendment Regulations 1994.
[S I No 2936 sections 75(1) 76(1). (2) (6) and 129(5)] Revoked by 1 995/3029
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Thc Mcdlcmes (Products othcr than Vetennary Drugs)(Prcsmpuon Only) Amcndmcnt (No 2)
Order 1994, [S.I. No. 3016; sections 58(1), (4), (5) and 129(4)} Revoked by 1997/1830

The Medical Devices Regulations 1994, [S.1. No. 3017; sections 11 and 27(2) of the Consumer
Protection Act 1987]
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The Medicines (Products other than Veterinary Drugs)(Prescription Only) Amendment (No. 3)
Order 1994. [S.1. No. 3050; sections 58(1) and 129(4)] Revoked by 1997/1830

The Medicines (Consequential Amendments - Medicines) Regulations 1994, [S.1. No. 3119; section
2(2) of the European Communities Act 1972]
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The Medicines (Committee on Dental and Surgical Matcrials)(Revocation) Order 1994, [S.1. No.
3120; sections 4 and 129(4)]

+PRNRISISANINHIA NG DENRANS RS SN OTENSORNINMIS IR SR ERERESH IR RIS RS SRGRI DS ASINIES SL NS DS SO R SRR SHEOP SRS S SRS R AINARI R H S0 S S HC LS HC DU DO DR EE SR OB IS BISUS S0 S H0EE SRR HO DSOS S80S0 S80S S STV

The Medicines for Human Use (Marketing Authorisations Etc.) Regulations 1994, {S.1. No. 3144,
section 2(2) of the European Communities Act 1972]]




1995

The Medicines (Advisory Board on the Registration of Homeopathic Products) Order 1995. [S.1.
No. 309; sections 4 and 129(4)]
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The Medical Devices (Consultation Requirements)(Fees) Regulations 1995. [S.1. No. 449; sections
56(1) and (2) of the Finance Act 1973]) Amended by 1996/622
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The Medicines (Homeopathlc Medicinal Products for Hluman Use) Amendment Regulations 1995.
[S.1. No. 541; section 2(2) of the Europecan Communities Act 1972]
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The Medicines (Fixing of Fees relating to Medicinal Products for Human Use) Amendment Order
1995. [S.I. No. 871; section 1(1) of the Medicines Act 1971 and section 102 of the Finance (No.

2) Act 1987]
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The Medicines (Products for Hluman Use - Fees) Regulations 1995. [S.1. No. 1116; section 1(1) and
(2) of the Medicines Act 1971] Amended by 1996/683

The Medicines (Products other than Veterinary Drugs)(Prescription Only) Amendment Order 1995.
[S.I. No. 1384; sections 58(1), (4), (5) and 129(4)] Revoked by 1997/1830
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The Active Implantable Medical Devices (Amendment and Transitional Provisions) Regulations
1995. [S.1. No. 1671; section 11 of the Consumer Protection Act 1987]
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The Medicines Act (Amendment) Regulations 1995. [S.I. No. 2321; section 2(2) of the Europcan
Communities Act 1972]

The Medical Devices Fees Regulations 1995. [S.1. No. 2487, section 56(1) and (2) of the Finance
Act 1973) Amended by 1997/694
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The Medicines (Exemption from Licences)(Clinical Trials) Order 1995. [S.I. No. 2808; Sections
15(1) and 129(4)

Thc Medxcmes (EtempuOn from Llcenccs and Cemﬁcatcs)(Chmcal Tnals) Ordcr 1995 [S I No
2809; sections 35(8)(a) and 129(4)}]
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The Medicines (Pharmacies)(Applications for Registration and Fees) Amendment Regulations 1995.
[S.I. No. 3029; sections 75(1), 76(1), (2), (6) and 129(5))
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The Medicines (Products other than Veterinary Drugs)(Prescription Only) Amendment (No. 2)
Order 1995. [S.I. No. 3174; sections 58(1), (4), (5) and 129(4)] Revoked by 1997/1830
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The Medicines (Sale or Supply)(Miscellancous Provisions) Amendment Regulations 19985. [S.1. No.
3215; sections 53(4), 129(1) and (5))

The Medicines (Products other than Veterinary Drugs)(General Sale List) Amendment Order 1995.
[S.I. No. 3216; sections 51 and 129(4))

1996

The Medicines (Hlomeopathic Medicinal Products for Hluman Use) Amendment Regulations 1996.
[S.I. No. 482; section 2(2) of the Europcan Communities Act 1972]
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The Medical Devices (Consultation Requirements)(Fees) Amendment Regulations 1996. [S.1. No.
622; section 56(1) and (2) of the Finance Act 1973]
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The Medicines (Products for Human Use - Fees) Amendment Regulations 1996. [S.1. No. 683 ;
section 1(1) and (2) of the Medicines Act 1971]
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The Medicinal Products: Prescription by Nurses etc. Act 1992 (Commencement No. 2) Order 1996.
[S.I. No. 15085; section 6(2) of the Prescription by Nurses etc. Act 1992]
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The Medicines (Products other than Veterinary Drugs)(Prescription Only) Amendment Order 1996.
[S.I. No. 1514 sections 58(1) and 129(4)] Revoked by 1997/1830

SR80 R0 DRI DOV RS LRSS A DRI R AR MRS R BB 0D 0 RSSO RO R B VA R OB D G RO MR G R AL T RO R A OH HH RR O S R DR IR MV RO HINO DO R PO R R R SRS N R OO R R A B O H DR H M H I H MMM D H F VN A SR SN DA RO BE I

The Medicines (Advertising) Amendment Regulations 1996. [S.1. No. 1552; sections 95(1)(b) and
125(4)]
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The Medicines (Data Sheet) Amendment Regulations 1996. [S.1. No. 2420; sections 96(6), 129(1)
and (5)]
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The Medicines (Pharmacies)(Applications for Registration and Fees) Amendment Regulations 1996.
[S.I. No. 3054; sections 75(1), 76(1), (2), (6) and 129(5)]
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The Medicines (Products other than Veterinary Drugs)(Prescripuon Only) Amendment (No. 2)
Order 1996. [S.1. No. 3193; sections 58(1) and 129(4)] Revoked by 1997/1830
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The Medicines (Phenacetin Prohibition)(Revocation) Order 1996. [S.1. No. 3269; sections 62 and
129(4)]

1997

The Medical Devices Fees (Amendment) Regulations 1997, [S.1. No. 634; section 56(1) and (2) of
the Finance Act 1973.]
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The Medicines (Bal Jivan Chamcho Prohibition)(No. 2) Amendment Order 1997, [S.1. No. 856;
sections 62(1)(a) and 129(4)]
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The Medicines (Pharmacy and General Sale - Exemption)(Amendment) Order 1997, [S.1. No. 1350;
sections 57(1), (2) and 129(4)] —
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The Prescription Only Medicines (IHluman Use) Order 1997. [S.1. No. 1830; sections 58(1), (4) and
(5), 59(1) and 129(4)] Amended by 1997/2044
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The Medicines (Sale or Supply)Miscellancous Provisions) Amendment Regulations 1997, [S.1. No.
1831; sections 66(1)(I) and 129(1))

The Medicines (Products other than Veterinary Drugs)(General Sale List) Amendment Order 1997.
[S.I. No. 2043; sections51 and 129(4)]

The Prescription Only Medicines (Iluman Use) Amendment Order 1997, [S.1. No. 2044: sections
58(1), (4) and (5) and 129(4))

The Medicines (Sale or Supply)(Miscellancous Provisions) Amendment (No. 2). {S.1. No. 2045;
sections 53(4) and 129(1) and (5)}




Appendix 1V

European Directives,
Decisions, Regulations,
Recommendations,
Opinions and COM
Documents Relating to
Medicinal Products and

Medical Devices for
Human Use 1965 - 1997
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1965

e Council Directive 65/65/EEC of 26 J anuary 1965 on the approximation of provisions laid down
by law, regulation or administrative action relating to proprietary medicinal products. [O.J. No.
22,9.2.65, p369/65)

The Medicines (Medicines Act 1968 Amendment) Regulations 1977. [S.d. No. 1050]; The Medicines
(Medicines Act 1968)(Amendment) Regulations 1992, [SJ. No. 604]; The Medicines for Human Use
(Marketing Authorizations Etc.) Regulations 1994. [S.1. No. 3144]

1974

e Opinionon the

'Amendment to the proposal for a Council Directive on the approximation of the laws of the
Member States relating to analytical, pharmaco-toxicological and clinical standards and
protocols in respect of the testing of proprietary medicinal products'.

'Amendment to the proposal for a Council Directive on the approximation of the laws of the
Member States relating to publicity for proprietary medicinal products and to package leaflets’.

'Amendment to the proposal for a Council Directive on the approximation of the laws of the
Member States relating to matter which may be added to proprictary medicinal products for
colouring purposes'. [O.J. No. C116, 30.9.74, p24]

1975

e Council Directive 75/318/EEC of 20 May 1975 on the approximation of the laws of the Member

States relating to analytical, pharmacotoxicological and clinical standards and protocols in respect
of the testing of proprietary medicinal products. [O.J. No. L.147, 9.6.75, p1]

The Medicines for Human Use (Marketing Authorizations Etc.) Regulations 1994, [S.1. No. 3144]
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 Council Directive 75/319/EEC of 20 May 1975 on the approximation of provisions laid down by
law, regulation or administrative action relating to propnietary medicinal products. [0.J. No.
L147,9.6.75, p13]

The Medicines (Medicines Act 1968 Amendment) Regulations 1977. [S.1. No. 1050]; The Medicines
(Medicines Act 1968)(Amendment) Regulations 1992, [SJ. No. 604]; The Medicines for Human Use
(Marketing Authorizations Etc.) Regulations 1994. [S]. No.3144]
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e Council Decision 75/320/EEC of 20 May 1975 setting up a Pharmaccutical Committee. [O.J. No.
1.147,9.6.75, p23]

1978

e Council Directive 78/25/EEC of 12 December 1977 on the approximation of the laws of the
Member States relating to the colouring matters which may be added to medicinal products. [O.J.
No. L11, 14.1.78, p18]]
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¢ Opinion on the proposal for a Council Directive amending Directive 75/319/EEC of 20 May 1975
on the approximation of provisions laid down by law, regulation or administrative action relating
to proprietary medicinal products, [O.J. No. C18,23.1.78, p11]
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o Council Directive of 2 May 1978 amending Second Directive 75/319/EEC on the approximation

of provisions laid down by law, regulation or administrative action relating to proprictary
medicinal products. [78/420/EEC; O.J. No. L123, 11.5.78, p26]
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1979

* First Commission report to the Council on the functioning of the Committee for Proprietary
Medicinal Products. [COM (79) 59, 22.2.79]

1980

e Second Commission report to the Commission on the functioning of the Committee for
Proprietary Medicinal Products. [COM(80) 149, 31.3.80]

e Opinion on the proposal for a Council Directive amending Council Directive 78/25/EEC on the

approximation of the laws of the Member States relating to the colouring matters which may be
added to medicinal products. [O.J. No. C113,7.5.80, p36]
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e Opinion on the proposal for a Council Directive amending Directives 65/65/EEC and

75/319/EEC on the approximation of provisions laid down by law, rcgulation or administrative
action relating to proprietary medicinal products. [O.J. No. C348, 31.12.80, p40]

1981

e Council Directive of 24 Junc 1981 amending Council Directive 78/25/EEC on the approximation
of the rules of the Member States relating to the colouring matters which may be added to
medicinal products. [81/464/EEC; O.J. No. L183,4.7.81, p33]
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* Third Commission report to the Council on the functioning of the Committce for Proprietary
Medicinal Products. [COM(81) 363; 13.7.81]
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e Opinion on the proposal for a Council Directive amending Dircctives 65/65/EEC, 75/318/EEC
and 75/319/EEC on the approximation of provisions laid down by law, regulation or
administrative action relating to proprietary medicinal products. [O.J. No. C189,30.7.81, p39])

1982

 Fourth Commission report to the Council on the functioning of the Committee for Proprictary
Medicinal Products. [COM(82) 787;3.12.82]

1983

e Council Directive 83/189/EEC of 28 March 1983 laying down a procedure for the provision of
information in the field of technical standards and regulations. [O.J. No. L109, 26.4.83, p8]
* Council Directive 83/570/EEC of 26 October 1983 amending Directives 65/65/EEC, 75/318/EEC

and 75/319/EEC on the approximation of provisions laid down by law, regulation or
administrative action relating to proprietary medicinal products. [O.J. No. L.332,28.11.83, p1]
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* Council Recommendation of 26 October 1983 concerning tests relating to the placing on the
market of proprietary medicinal products, [83/571/EEC; O.J. No. L332, 28.11.83, p11]
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1984

* Proposal for a Council Directive on the approximation of national measurcs relating to the
placing on the market of high technology medicinal products, particularly those derived from

biotechnology.

Proposal for a Council Directive amending Directive 75/318/EEC on the approximation of the
laws of Member States relating to analytical, pharmaco-toxicological and clinical standards and
protocols in respect of the testing of proprietary medicinal products.,

Proposal for a Council Directive amending Directive 81/852/EEC on the approximation of the
laws of the Member States relating to analytical, pharmaco-toxicological and clinical standards

and protocols in respect of the testing of veterinary medicinal products.

Proposal for a Council Recommendation concerning tests relating to the placing on the market of
proprietary medicinal products.

Proposal for a Council Directive amending Directive 65/65/EEC on the approximation of
provisions laid down by law, regulation or administrative action relating to proprictary medicinal
products. [COM(84) 437; 25.9.84}

1985

e Opinion on the:

Proposal for a Council Directive on the approximation of national measures relating to the
placing on the market of high-technology medicinal products, particularly those derived from
biotechnology,

Proposal for a Council Directive amending Directive 75/318/EEC on the approximation of the
laws of the Member States relating to analytical, pharmaco-toxicological and clinical standards
and protocols in respect of the testing of proprietary medicinal products,

Proposal for a Council Directive amending Directive 81/852/ELC on the approximation of the
laws of the Member States relating to analytical, pharmaco-toxicological and clinical standards
and protocols in respect of the testing of the testing of veterinary medicinal products

Proposal for a Council Recommendation concerning tests relating to the placing on the market
of proprietary medicinal products

Proposal for a Council Directive amending 65/65/EEC on the approximation of provisions laid
down by law, regulation or administrative action relating to proprietary medicinal products.
[0.J. No. C160, 1.7.85, p18]

1986

¢ Amendments to the proposals for Council Directives

on the approximation of national measurcs relating to the placing on the market of high-
technology medicinal products, particularly those derived from biotechnology.

amending Directive 75/318/EEC on the approximation of the laws of the Member States relating
to analytical , pharmaco-toxicological and clinical standards and protocols in respect of
proprietary medicinal products.

amending Directive 81/852/EEC on the approximation of the laws of the Member States relating
to analytical, pharmaco-toxicological and clinical standards and protocols in respect of the
testing of veterinary medicinal products.

Amendment to the proposal for a Council Recommendation concerning tests relating to the
placing on the market of proprietary medicinal products. [COM(86) 117 final; 5.3.86]\



e Council Directive 86/609/EEC of 24 November 1986 on the approximation of laws, regulations
and administrative provisions of the Member States regarding the protection of animals used for
experimental and other scientific purposes. [O.J. No. L3358, 18.12.86, p1]

 Proposal for a Council Directive relating to the transparency of measures regulating the pricing of
medicinal products for human use and their inclusion within the scope of the national health
insurance system. [COM(86) 765; 23.12.86]

1987

e Council Directive 87/18/EEC of 18 December 1986 on the harmonisation of laws, regulations or
administrative provisions relating to the application of the principles of good laboratory practice
and the verification of their applications for tests on chemical substances. [O.J. No. L1S5, 17.1.87,
p29]

e Council Directive 87/19/EEC of 22 Dccember 1986 amending Directive 75/318/EEC on the
approximation of the laws of the Member States rclating to analytical, pharmacotoxicological and
clinical standards and protocols in respect of the testing of proprietary medicinal products. [O.J.
No. L15, 17.1.87, p31]
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¢ Council Directive 87/21/EEC of 22 December 1986 amending Directive 65/65/EEC on the
approximation of provisions laid down by law, regulation or administrative action relating to
proprietary medicinal products. [O.J. No. L.15, 17.1.87,p36]

e Council Directive 87/22/EEC of 22 Dccember 1986 on the approximation of national mecasures
relating to the placing on the market of high technology medicinal products, particularly those
denived from biotechnology. [O.J. No. L15, 17.1.87, p38]
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¢ Council Recommendation of 9 February 1987 concerning tests relating to the placing on the
market of proprictary medicinal products. [87/176/EEC; OJ. No. L73, 163.87, p1].
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e Opinion on the proposal for a Council Directive relating to the transparency of measures
regulating the prices of medicinal products for human use and their inclusion within the scope of
the national health insurance system. [O.J. No. C319,30.11.87, p47]

1988

» Extension of the pharmaceutical directives to medicinal products not yet covered. [COM(87)
697,4.1.88]

e Report from the Commission on the activities of the Committee for Proprietary Mcdicinal
Products. [COM(88) 143; 22.3.88]
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o Council Directive 88/182/EEC of 22 March 1988 amending Directive 83/189/EEC laying down a
procedure for the provision of information in the ficld of technical standards and regulations.
[OJ. No. L81, 26.3.88, p75]

* Amended proposal for a Council Directive relating to the transparency of measures regulating the

pricing of medicinal products for human use and their inclusion within the scope of the national
health insurance system. [COM(88) 231; 20.4.88]
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e Council Directive 83/320/EEC of 9 June 1988 on the inspection and verification of Good
Laboratory Practice (GLP). [O.J. No. L145, 11.6.88, p35]
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* Opinionon
the Commission communication on the extension of the pharmaceutical Directives to medicinal
products not yet covered

the proposal for a Council Directive amending Directives 65/65/EEC, 75/318/EEC and
75/319/EEC on the approximation of provisions laid down by law, regulation or administrative
action relating to proprictary medicinal products and laying down additional provisions for
immunological medicinal products consisting of vaccincs, toxins or serums and allergens

the proposal for a Council Directive extending the scope of Directives 65/65/EEC and
75/319/EEC on the approximation of provisions laid down by law, regulation or administrative
action relating to proprietary medicinal products and laying down additional provisions for

medicinal products denved from human blood

e the proposal for a Council Directive extending the scope of Directives 65/65/EEC and
75/319/EEC on the approximation of provisions laid down by law, regulation or administrative
action relating to proprietary medicinal products and laying down additional provisions for
radiopharmaceuticals. [{O.J. No. C208, 8.8.88, p64]
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* Amended proposals for Council Directives

amending Directives 65/65/EEC, 75/318/EEC and 75/319/ELC on the approximation of
provisions laid down by law, regulation or administrative action relating to proprietary
medicinal products

extending the scope of Directives 65/65/EEC, 75/318/EEC and 75/319/EEC on the
approximation of provisions laid down by law, regulation or administrative action relating to
proprietary medicinal products and laying down additional provisions for immunological
medicinal products consisting of vaccines, toxins or scrums and allergens

extending the scope of Directives 65/65/EEC and 75/319/EEC on the approximation of
provisions laid down by law, regulation or administrative action relating to proprietary
medicinal products and laying down additional provisions for medicinal products derived from
human plasma

extcndmg the scope of Directives 65/65/EEC and 75/319/EEC on the apprommauon of
provisions laid down by law, regulation or administrative action relating to proprictary
medicinal products and laynng down additional provisions for radiopharmaccuticals. [COM(88)
663, 10.11.88]

1989

* Council Directive 89/105/EEC of 21 December 1988 relating to the trans parency of measurcs

regulating the pricing of medicinal products for human use and their inclusion within the scope of
natwnal health Insurance systems [O J. No. L40 ll 2.89, p8]
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