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SUMMARY OF CONCIJJSIONS AND RECWNDATIONS 

AGREED BY !lXE T R A V E m  SENINAR 

ON 

QUALITY CONTROL OF PHARMACEUTlCAL FFU3PARATIONS 

The Semnar agreed t h a t  a number of problems needed fur ther  

investigation i n  the different countries of the Reglon a t  national level, 

or during the course of future WfIO ac t lv l t i e s ,  and passed the following 

Recommendations: 

effect ive quall ty control of lmported or local ly  manufactured 

drugs and mebcines should be s t a r t e d  o r  developed i n  every country of the 

Reglon with t h e  support of the Government and/or of other sources, preferably 

through the  formatLon of an Independent u n l t  or, i f  not possible, then as 

a s e m l - a u t m t n ~ i a ~ u n i t  f o r  ths purpose wlthln the  natlonal heal th  laboratory; 

a )  a pharmaceutical reference laboratory f o r  qual i ty  control f o r  

speclallzed work should prove benefzcial. It was noted t h a t  the 

participant from the Unlted Arab Republic ~ n d l c a t e d  t h a t  h i s  country 

would be wlll ing t o  offer  ~ t s  f a c l l i t l e s  towards the  establishment 

of such a reference laboratory and t h a t  the par t ic ipant  from Pakistan 

indicated t h a t  h s  country m i g h t  posslbly do likewise; 
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b) such a reference laboratory would also serve as a tralning centre 

in pharmaceutlcal quallty control, for qualified personnel from 

different countries; 

c) in the interlm period, it is hoped that well equipped offlcial 

control laboratories vvlll offer their facilities to member countries 

of the Rezion requesting assistance for special tests; 

a) m view of the complexity of the problems facing member countries 

in the field of quality control, an exchge of information and 

experience should take place whenever needed between national phar- 

maceutical quallty control laboratories; 

b) gross deficiencies m the quality oontrol of imported drugs and 

pharmaceutical preparations, result- especially from fallure to 

comply with the speciflcatlons m the quality of imported drugs and 

pharmaceutlcal preparations which may result in medical hazards to 

the users by substantially reduclng the potency or enhancing the 

toxicity should, preferably after verifying the conclusions by 

another competent laboratory, be conununicated confidentially by the 

hlghest authority for health to its munterpart in the other member 

countries of the Region, and to WHO and to the exporting country; 

the WHO cert~flcation scheme recommended in Resolution WHAmB 
for acbptlon and application by Member States,cnuld be extremely helpful to 

member countries as soon as effective and complete administrative procedures 

for implementatlon of the scheme are developed. It was stressed, however, 

that even when such a certif~cate is made available ~t could not act as a 

substitute for official quality control; 
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in view of the importance of quallty control duriry manufacture, 

member countries, when adoptma and implementing Good Practices in the 

Manufacture and Quallty Control of Dru~s recommended In the above mentioned 

Resolution should foster and facilitate the installation of adequately 

equipped quality control laborator~es in the pharmaceutlcal manufactur~ 

establishments; 

in vlew of the importance of effectively supervising- all steps, 

from purchase of raw materials to manufacturing, storaje and distribution 

of drugs and medicines, an adequate Divlsion of Pharmacy and Medlcal 

Supplies should be established in every Ministry of Health. It should 

be under the direction of a suitably qualified pharmacist dlrectly ree- 

ponsible to the most senlor officer m the department of health; 

QII 

it 1s essential that every country m the Reglon should lnclude 

in its legislation a clear provision to make mandatory the disclosure of 

the formula on the contalner of any pharmaceutlcal product and on its 

packa~e; 

short courses for the tralning of qualified pharmacists as Inspectors 

of pharmaceutical establishments are required at the regional or mnter- 

regional level in order to attaln the required standard of lnspection of 

pharmacies and pharmaceutical manufacturing estahliahments; 



in view of the benefltsto the Region resulting from ths Semmar, 

slmilar technical meetings on pharmaceutical quality control should be 

organized in the future, as soon as possible. This is particularly 

necessary in order to keep up with the continuous introduction into 

therapeutics of new and more potent pharmaceutical preparations imported 

or locally manufactured and with the use of new techniques m pharmaceutical 

quality control. 
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AGENDA 

I 

I1 

I11 

IV 

v 

VI 

VII 

VIII 

Opening of the Travelling Semlnar 

Election of Offlcers and adoption of the Agenda 

Introduction 

Pharmaceutical quality control m countries of the Region 

Registration of pharmaceutical specialities 

Principles for pharmaceutical quallty control 

Control directions and records in pharmaceutical manufacturtng 
establishments 

1. WHO requirements for good manufacturing practice in the 
production and quallty control of drugs and pharmaceutical 
specialities and them applicatxons 

2. Pharmaceutical preparations in medical stores a) stored 
b) manufactured at medical stores 

3. Stablllty of pharmaceutical preparatlons 

Pharmaceutical inspection 

1. Inspection of pharmaceutical manufacturing establishments 

2. Inspection of a) medlcal stores and of b) pharmacies 

3. Training of inspectors 

National laboratories for pharmaceutical quallty control 

1. Facilities, equipment, organization of work, personnel 
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2. Training of a) personnel and b) technical assistants 

3. Laboratories for pharmaceutical quality control as an 
independent unit of central public health laboratory 
sernces 

X Specifications for pharmaceutical quality control 

1. Specifications proposed by WHO 

2. Reference chemical and biological substances 

3. Specifications from the manufacturer 

XI Certification of the quality of pharmaceutical preparations 
a) Imported b) exported 

XI1 Pharmaceutical legislation 

XI11 Brief review of National Pharmaceutical Services 

XIV  Field visits 

XV Summary report and recomnendations 

XVI Closing of the Travelling Seminar 
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SUNDAY 8 March 1970 

MONDAY 9 March 1970 

9:30 a.m. 

10:W a.m. 

- Arrival to Islamabad 
- NATIONAL IEAMX JABORAToRIES, ISUMABNJ 

- Registration of Participants 
- Opening Session 
- Inaugural address by H.E. A.K.M. Hafizuddin 
Minister of Industries and Natural Resources 
Representative of the Government of Paklstan 

- Message by Dr. A.H. Taba, WHO,Mrector 
Eastern Mediterranean-Region. 

- Recess 
- Election of Officers, a Chairman, two Vice- 
Chairmen and Rapporteur 

- Adoption of the Agenda 
- Programme of work 
- Introduction and Objectives of the Seminar 

by Mr. F.S. Blsharah Doct ./4 

- Pharmaceutical quality control m countries 
of the Region 

Reports from countries participating 
~ o c t  . /!3 
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MONDAY 9 March 1970 
(cont 'd) 

TUBWAY 10 March 1970 

8:30 a.m. 

9:00 a.m. 

ISLAMABAD 

- Registration of Pharmaceutical Specialities 
1. by Mr. P. Blanc ~oct,'/Ga 
2. by Dr. A. Nadem, Iran Doct . /6b 
3. by Dr. F. Stephan, Lebanon ~oct.fic 

- Impact of Drug Legislation on Drug Research In 
D- 

by Professor I. Khan, Pakistan Doct .A 

- Principles of Pharmaceutical Quality Control 
by M r .  R.I. Samsom Doct ./8 

- Recess 
- Manufacturmg Control and Records 

by Mr. J.W. Lightborn ~ o c t  ./g 

- Quality Control of Pharmaceutlcal Forms 
by Professor A.H. Beckett Doct ./lo 

- Slides on: "~ppllcation of strict principles 
of good manufacturing practices" 

- Stability of Pharmaceutical Preparatians 
by Professor A.H. Beckett Doct ./ll 

- Inspection of Pharmaceutlcal Manufacturing 
Establishments 

1. by Mr. R.J. Sarnsom Doct . /12a 
2. by Dr. G.M. Junejo, Pakistan Doct./l2b 

- Training of Expert Staff for the Quallty Control 
of Pharmaceutical Preparations 

by Professor A.F. Haddad Doct . /13 
- Recess 
- Quality Control of Antibiotics 

by Mr. J.W. bghtbown Doct .A4 
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TUESDAY 10 March 1970 ISLAMABAD 
(cont 'd) 
11:15 a.m. - National Laboratories for Pharmaceutical 

Quality Control 
1. by Dr. H. Sabart ~ o c t  . /l5a 
2. by Dr. A. Raf~zadeh, Iran Doct . /l5b 

- National Laboratories for Pharmaceutical 
Quality Control, Independent Unit of the 
Central Publlc Health Laboratory Services 

by Dr. H.R. Husseini Doct . /16 
E:15 p.m. - Specifications proposed by WHO Document 

by Mr. 0. Wallen Doct ./l7a 

- Vlsit to the varlous sections of the National 
Health Laboratories, Islamabad 

4:45 p.m. - Recess 
5:00 p.m. - Movie Film: "~odern ~edicine" 

WEDNESDAY 11 March 1970 ISLAMABAD 

8:30 a.m. - Steer= Committee 

9:00 a.m. - Specifications and Analyt~cal Information 
Obtalned from the Pharmaceutical Manufacturer 

by Dr. H. Sabart Doct . fi?b 

- Certifioat~on of Imported Pharmaceutical 
Preparations 
9. by Mr. 0. Wallen ~ o c t  . m a  
2. by Mr. A.H. Ibrahm, Sudan Doct./l8b 

- Recess 
- Phannaceutical Legislation 

1. by Mr. P. Blanc 
2. by Participant from U.A.R. Doct ,&b 

- Natlonal Pharmaceutical Services as applied 
to Quality Control 

1. by Mr. F.S. Bisharah ~ o c t  ./%a 
2. by Mr. A.R. Rawabdeh, Jordan Doct./%b 



ANNEX I11 
pege iv 

-DAY 11 March 1970 
(cont 'd) 

3r00 p.m. 

THURSDAY 12 MaycL170 

8:30 a.m. 

FRIDAY 13 March 1970 - --- - 
9:m-a.m. - 12:oo 
2:30 p.m. - 5:00 p.m. 

SATURDAY 14 March 1970 --- - 
9:00 a.m. - 12:OO 
2:3O p.m. - 5:00 p.m. 

SUNDAY 15 March 1970 - -- 

7:30 a.m. 

- Panel Discussion: "Pharmaceutical Quality 
Control as part of Public Health services" 
Members of the Panel: Mr. P. Blanc 

Professor I. Khan 
Professor A. Haddad 
Professor A.H. Beckett 
Mr. R.J. Samsom 
Mr. J.W. Lightbown 

- Closing Session of Part of the 
Seminar ending in Islamabad 

- Travel from Rawalpindi to Lahore 
LAHORE - -- 

- Visit to Punjab Pharmacies 
- Travel from Lahore to_Karachi 

KARACHI 

- Visit to Jinnah Post-Graduate Medical Centre 

- Visit to Glaxo Laboratories 

KARACHI 

- Vlsit to Pakistan Pharmaceutical Products 
- Visit to Eastern Pharmaceutical Laboratory 

- Travel from Karachi tc Teheran 
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MONDAY 16 March 1970 

9:00 a.m. 

TUESDAY 17 March 1970 

9:00 a.m. 

WEDNESDAY 18 March 1970 

8:15 a.m. 

THUFISDAY 19 March 1970 

9:X a.m. 

11:OO a.m. 

12:00 noon 

SATUFlDAY 21 March 1970 

9300 a.m. 

- Meeting a t  the Ministry of W i o  Health 
Address by H.E. Dr.  M. Shahgholi, 
Minister of Health 

- V i s i t  t o  Pharmaceutical House Daru Pakhsh 

- Other f i e ld  v i s i t s  

- V i s i t  t o  Government Laboratory for  
Quality Control a t  NiJad Hospital 

- V i s i t  t o  Pharmaceutical House T o l i  D a m  

- Other f ie ld  v i s i t s  

- Pave1 from Teheran t o  Cairo 

CAIRO - 
- Meeting with H.E. The Minister of Health 

of the United Arab Republic and with the 
WHO Regional Director 

- V i s i t  t o  the Drug Research and Control Centre 

- V i s i t  t o  the Nile Pharmaceutical Co. 

- Closing Session of the Travelling Seminar 
a t  the Drug Research and Control Centre 

- V i s i t  t o  El Nasr Pharmaceutical Chemicals Co. 

- Summary of Conclusions and Recomendations. 
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