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AIHW Australian Institute of Health and Welfare (8 A3V B A5 548 FIF9T5T)

API Active pharmaceutical ingredient (3% 254 4>)

BCS Biopharmaceutics Classification Scheme (=425 32K R 4%)

BCS #1 Biopharmaceutics class number 1(the most favourable) (2125243 KRG —35) MM AT F 1)
#J\)

CHMP Committee for Medicinal Products for Human Use; see also CPMP (A ST = &R i 4) (S

CPMP)

CPMP Committee for Medicinal Products for Human Use (CHMP), formerly the Committee for Proprietary
Medicinal Products (N F =7 7= i 2% 51 42 (CHMP), i S oA BRI M s

CPP Certificate of pharmaceutical product (24 5% iiE$3)

EMEA European Medicines Agency, formerly the European Medicines Evaluation Agency (W#H 24 it Jai, 55 A
@’\ﬂ‘l‘léﬁrﬁgﬂz ‘Ei:l' )%)

EU European Union (¥%)

FDA Food and Drug Administration of the USA (&[5 £ 5 25 i & F1LR)

FDC Fixed-dose combination ([l € 7 &5 77697 (LRI 2E)

FDC-FPP  Fixed-dose combination finished pharmaceutical product ([l 7 7148 52 77 245 i) (LAl i1%¢)
GCP Good clinical practice (25411l RSG5 H# )

GLP Good laboratory practice (254)3F I AR 5T 5 545 HE V)

GMP Good manufacturing practice (24 2577 B4 B IE)

GTDP Good trade and distribution practice (24 /i 57 5 #4384 45 #LAYE)

GSP Good storage practice (24 i A7 B YE)

ICH International Conference on Harmonisation (A 24 53 I A 2 sk [ Br B 2330
IUTLD International Union of Tuberculosis and Lung Disease (| 547t 45 4% 93 15 156 22)

MIC Minimum inhibitory concentration ({30 K L)

PP Per-protocol (a form of clinical trial design and analysis) 7 & 7 RERT & 24 OARIRIG W A1 2

e —FE RO



SPC Summary of product characteristics (7= b4 #5150 45 24 i Ui W 15) (WLIRVE 3R)

TGA Therapeutic Good Administration (A I 24 5 45 B R)
WHO World Health Organization (1H:7 TLAEZHER)
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Marketing authorization of pharmaceutical products with special reference to multisource (generic) products: a manual
for a drug regulatory authority. A general text with relevant annexes (see below). Also known as “the Bluebook" #

1999

National drug regulatory legislation: guiding principles for small drug regulatory authorities. Blue book, Annex 1. 1999

WHO Expert Committee on Specifications for Pharmaceutical Preparations. Thirty-fourth report (WHO Technical
Report Series, No. 863), Annex 10: Guidelines for Implementation of the WHO Certification Scheme on the quality of
pharmaceutical products moving in international commerce 1996

and

Guidelines for implementation of the WHO Certification Scheme on the quality of pharmaceutical products moving in
international commerce. Blue book, Annex 2. 1999

WHO Expert Committee on Specifications for Pharmaceutical Preparations. Thirty-fourth report (WHO Technical
Report Series, No. 863), Annex 9: Multisource (generic) pharmaceutical products: guidelines on registration
requirements to establish interchangeability 1996

and

Multisource (generic) pharmaceutical products: guidelines on registration requirements to establish interchangeability.
Blue book, Annex 3.21999

Model guidelines on conflict of interest and model proforma for a signed statement on conflict of interest. Blue book,
Annex 4. 1999

Model contract between a regulatory authority and an external evaluator of chemistry, pharmaceutical and
bioavailability data. Blue book, Annex 5. 1999

Model application form for new marketing authorizations, periodic reviews and variations, with notes to the applicant.
Blue book, Annex 6. 1999

Detailed advice on evaluation of data by the drug regulatory authority. Blue book, Annex 7. 1999
Ethical criteria for medicinal drug promotion. Blue book, Annex 8. 1999

Model marketing authorization letter. Blue Book, Annex 9. 1999



Model list of variations (changes) to pharmaceutical aspects of registered products which may be made without prior
approval. Blue book, Annex 10. 1999

WHO Expert Committee on Specifications for Pharmaceutical Preparations. Thirty-fourth report. (WHO Technical
Report Series, No. 863), Annex 5: Guidelines for stability testing of pharmaceutical products containing well
established drug substances in conventional dosage forms. 1996

and

WHO Expert Committee on Specifications for Pharmaceutical Preparations. Thirty-seventh report (WHO Technical
Report Series, No. 908), 2003

and

Guidelines for stability testing of pharmaceutical products containing well established drug substances in conventional
dosage forms. Blue book, Annex 11%. 1999 (and 2001rev)

WHO Expert Committee on Specifications for Pharmaceutical Preparations. Thirty-seventh report (WHO Technical
Report Series, No. 908), Annex 4: Good manufacturing practices for pharmaceutical products and inspection: main
principles 2003

and

WHO Expert Committee on Specifications for Pharmaceutical Preparations. Thirty-ninth report (WHO Technical
Report Series, No. 929, Annex 2) 2005

and

Quality assurance of pharmaceuticals. A compendium of guidelines and related materials, Volume 2, updated edition.
2004

WHO Expert Committee on Specifications for Pharmaceutical Preparations. Thirty-eighth report (WHO Technical
Report Series, No. 917), Annex 2: Good trade and distribution practices for pharmaceutical starting materials. 2004

WHO Expert Committee on Specifications for Pharmaceutical Preparations. Thirty-eighth report (WHO Technical
Report Series, No. 917), Annex 3: WHO pharmaceutical starting materials certification scheme (SMACS): Guidelines
on implementation. 2004

WHO Expert Committee on Specifications for Pharmaceutical Preparations. Thirty-seventh report (WHO Technical
Report Series, No. 908), Annex 9: Guide to good storage practices for pharmaceuticals 2003

The importance of pharmacovigilance: safety monitoring of medicinal products® 2002

WHO Expert Committee on Specifications for Pharmaceutical Preparations. Thirty-sixth report (WHO Technical
Report Series, No. 902), Annex 11: Guidance on the selection of comparator pharmaceutical products for equivalence
assessment of interchangeable multisource (generic) products (under revision). 2002

WHO Expert Committee on Specifications for Pharmaceutical Preparations. Thirty-sixth report (WHO Technical
Report Series, No. 902 ) , Annex 3:Good practices for national pharmaceutical control laboratories. 2002

Handbook: good laboratory practice: quality practices for regulated non-clinical research and development (WHO
document TDR/PRD/GLP/01.2,WHO-TDR) in collaboration with the United Nations and World Bank. 2001

Establishing the bioequivalence of rifampicin in fixed-dose formulations containing isoniazid with or without
pyrazinamide and/or ethambutol compared to the single drug reference preparations administered in loose combination:
model protocol. 1999

Quality assurance: protocol for assessing the rifampicin bioavailability of combined formulations in healthy volunteers:
WHO/IUTLD joint statement. International Journal of Tuberculosis and Lung Disease, 3, S284-S285. 1999

Guidelines for good clinical practice (GCP) for trials on pharmaceutical products. In: The use of essential drugs. WHO
Technical Report Series, No. 850. 1995
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Fixed dose combination and co-packaged drug products
for treatment of HIV. Washington, DC, Food and Drug
Administration, May 2004, DRAFT

Scientific and technical principles for fixed dose
combination drug products. Botswana, 22 April 2004,
DRAFT

Part 7. Report on bioavailability of oral dosage
formulations of drugs used for systemic effects. Report
C. Report on bioavailability of oral dosage formulations,
not in modified release form, of drugs used for systemic

effects, having complicated or variable pharmacokinetics.

Canada, Health Protection Branch, December 1992,

Fixed-combination prescription drugs for humans FDA,
2003 21CFR300.50

Estrogen estrogen/progestin drug products to treat
vasomotor symptoms and vulvar vaginal atrophy
symptoms recommendations for clinical evaluation.
FDA, Jan 2003 DRAFT

Conjugated estrogens, USP-LC-MS

method for both qualitative chemical

charaterization and documentation of qualitative
pharmaceutical equivalence. FDA June 2000 DRAFT

Fixed-combination medicinal products. CPMP Apr 1996
- CPMP/EWP/240/95, 111/5773/94 (formerly known as
Testing and licensing criteria for fixed combination
medicinal products)

Part 7. Fixed combinations in Note for guidance on
clinical investigation of medicinal products in the
treatment of hypertension.CPMP Nov 1997 -
CPMP/EWP/238/96 Revl

[V.3. The ratio and/or fixed content of one component of
a combination drug product. In: Points to consider on
pharmacokinetics and pharmacodynamics in the
development of antibacterial medicinal products. CPMP
Jul 2000 - CPMP/EWP/2655/99
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5.1.5 Fixed combination products. In Note for guidance
on the investigation of bioavailability bioequivalence
CPMP July 2001 - CPMP/EWP/QWP/1401/98

Part 6. Fixed combination products in ICH principles
document for clinical evaluation of new antihypertensive
drugs. ICH/CPMP/541/00, DRAFT Also issued by
CPMP as CPMP/ICH/541/00, DRAFT

5.2.1 Fixed-combination products in Australian
Guidelines for the Registration of Drugs, Volume 1.
Australia, TGA, July 1994.
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Consort E-checklist. Available at: www.Consortstatement.org  ( 2004)

The Cochrane Collaboration.

Available at: http://www.cochrane.org/index0.htm

(2004)

Literature-based submissions: points to consider. Available at: http://www.tga.gov.au/docs/html/litbsubs.htm (TGA,

Australia, 2003)

Bioanalytical method validation

Available at: http://www.fda.gov/cder/quidance/index.htm (FDA, 2001)

Waiver of in vivo bioavailability and bioequivalence studies for immediate-release solid oral dosage forms based on a
biopharmaceutics classification system. Washington, DC, US Food and Drug Administration. Available at:

http://www.fda.gov/cder/guidance/index.htm

(FDA, 2000)

Specifications: test procedures and acceptance criteria for new drug substancesand new drug products: Chemical
substances. Available at: http://www.ich.org/UrlGrpServer.jser?@_1D=276&@ TEMPLATE=254 (ICH, 1999)

Points to consider on switching between superiority and non-inferiority. CPMP/EWP/482/99 (CPMP, 1999)

Points to consider on the choice of non-inferiority margins. EMEA, CPMP/EWP/2158/99, DRAFT (CPMP, 1999)

Statistical principles for clinical trials. EMEA, CPMP/ICH/363/99, DRAFT (CPMP, 1998)

Development pharmaceutics and process validation, Eudralex 3AQ1a, http://pharmacos.eudra.org/ (CPMP, 1988)
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Impurities in new drug products (revised). Q3B(R) ( ICH, 2003)
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