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SH, Dekker M, The latest edition.

Y. Good Manufacturing Practices for Pharmaceuticals; A Plan for Total Quality Control Manufacturer to Consumer.
Nally J, Drugs and the Pharmaceutical Sciences, Taylor and Francis, The latest edition.

Y. Quality (PHARMACEUTICAL ENGINEERING SERIES), Quality and Regulatory Compliance. McCormick K,
Butterworth-Heinemann, The latest edition.

¢, World Health Organization (WHO), Essential Drugs and Medicine Policy on Good Manufacturing Practice in
Pharmaceutical Production, last edition. Available:
http://www.who.int/medicines/organization/qsm/activities/qualityassuran..../orggmp.htm

°.  Food and Drug Administration (FDA), Current Good Manufacturing Practice Regulations in Manufacturing,
Processing, Packaging or Holding of Drug (Y) CFR Part Y ), Current Good
Manufacturing Practice Regulations for Finished Pharmaceuticals (Y) CFR Part Y V), QYA Good Manufacturing
Practice Guidance for Active Pharmaceutical Ingredients, Rockville, MD, Available: http://www.cfsan.fda.gov.

1. International Conference on Harmonization (ICH), Harmonized Tripartite Guideline: QY;Good Manufacturing
Practice Guide for Active Pharmaceutical Ingredients,Q?; Quality Risk Management,Q) +; Pharmaceutical
QualitySystem, ICH Expert Working Group, Available: http://www.ich.org/

Y. WHO, Quality Assurance of Pharmaceuticals, A Compendium of Guidelines and Related Materials.

A, Quality Management in the American Pharmaceutical Industry, in Pharmaceutical Quality. Prince R, DHI Publishing,
The latest edition.

HESENE-TY!

dude (glosl jo J3 dudr H90
o 9 595 @z 4 g 4l
b o gl JLo 55




a9 ailobw jLs ygu0 50 9 il 9385 5 0 Calyt (S3g0] Jolwg

sl 35l g Sl

o 1 (B 1yl 53 Gl giils 8 2

el &b )JS 0509 3 ke >9) o931
(w0 )0 o

A- S - S - S

.y obl ogesl

Ve &b g Gen O o JUb g

1gziild 31 ol Uil g WS Wiy i

NS 3 plaie gl )

ol yor o595 3l ooliiwl pas-Y

RS o g Ely g Gy Sleidled o oS-

0 E5ose b b e Sl 5k ¥

515 g 4y o2 5Sesly el 5 SVls s e D

S a5
slaol g pb 09,5 ywow glaol g ol iy sbaol g pb
0u5iils EDO J gocuno
syl &b Jeyl &b AT NI

S3lwgls 50 Sk (aoudi 9 J S5 (Gl (oy3 lo) Jgu
H 4..».19 celw 9 35)

e dl> 2 £gog0

@)U‘ w‘




i 52 V¥V \
EUSR N Log,lo CoasS i 9 J S slaasly o glojle ksl YFTnY v
e 5SS g s CarkesS (o 5 J5S sloasly 5o sludl lis VECFIVY - ¥
e S WHO,EU,PLC/S,FDA 155 bl p cudesS paais 0y slo < gins VE-EIVIYY f
i 5SS GDPt GCP, GLP, GMP | oS y e o bL3)| VEFIAE o
e 253 WHO,EU,PLC/S,FDA 55 _olol s oS J 58 oy (gls Cudginns VECFIAN 2
e 5SS Lg,ls coiS Jas o e VE-FIANA \4
aals Ss VP SENUUCIRII 23 SOt 3 AU UK R VE-FIAIND A
adls zSs g ls eSSy yyoke g VE-F/A)Y a
aalls g5 0055 b oS S ke 05 B3| VE-F/A4 V.
adls zSs FDA i 5l GMP 55 sla soejls VE-FANS "
adlls zSs SRR VE-F/AUTY VY
aalls Sy bl sle by, (g5l yine VEf/ay. VY
aalls oS Silwg)ls mlio ;0 (sien 9 oy5L AR AR \At




