
Guidelines for Good Practice (GxP)

ln the "Drug Ordinance LgSz" section 15 is mentioned that "Every manufacturer

of drugs shall follow the good practices in the manufacture and quality control of

drugs recommended by the world Health organization (wHo) and tf any

manufacturer does n6t follow such good practices his manufactured license may

be cancelled or suspended." So, the all good practice guideline recommended by

WHO is the official guideline for Bangladesh.

This circular is to adopt the WHO Guidelines for all good practice mentioned

below:

Good Manufacturing Practices for active pharmaceutical ingredients:

WHO Technical Report Series No. 957, 2010 (Annex 2)

Good Manufacturing Practices for sterile pharmaceutical products: WHO

rtnnical ReportSeries No,961, z}tl (Annex 6)

V/S,rUiti,y testing of active phirmaceutical ingredients

pharmaceutical products: wHo Technical Report series

(Annex 2)

Good Manufacturing Practices: water for pharmaceutical Lise :wHo

Technical Report Series No. 961, ZAU. (Annex 2)

General Guidance on hold-tinre studies: WHO Technical Report Series No.

992, 2A15 (Annex 4)

Suppiementary guidelines on good manufacturing practices for ireating,

ventilation and air-concitioning systenrs(HVAC) for non-sterile

pharmaceutical dosage forms: : WHO Technical Report Series No.961,

2011 (Annex 5)

l. Supplementar.y Guidelines on good manufacturing practices: validation,

Wl-lO Technical Report Series No. 937, 2006 (Annex 4)

B. Guidelines for sampling of pharnraceutical products and related

materials: wHo Technical Report series No, 929, 2005 (Annex 4)

9. WHO good manufacturing practices for biological products: WHO

Technical Report Series No. 996, 2Arc (Annex 3)

t.

2.

4.

tr

6.

and finished

No.953, 2009



l0.Guidanceongoodmanufacturingpi'actices:inspectionreport:wHo
Technical Repoi"t Series No' 996, }ALG (Annex 4)

11. Guideline for drafting a site master fiie: wHo Technicai Report series

No.961, 20L1(Annex 14)

The manufacturer and irnporter of Bar.rglaciesh should comply with the principles

set forth in the above guidelines'
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