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1 Medicines Act 1981

2  Medicines Regulations 1984

3 Guideline on the Regulation of Therapeutic Products in New Zealand Part 1:
Overview of therapeutic product regulation

4 Guideline on the Regulation of Therapeutic Products in New Zealand Part 2:
Obtaining approval for new and changed medicines and related products

5 Guideline on the Regulation of Therapeutic Products in New Zealand Part 4:
Manufacture of medicines

6 Guideline on the Regulation of Therapeutic Products in New Zealand Part 5:
Labelling of medicines and related products

7 Guideline on the Regulation of Therapeutic Products in New Zealand Part 8:
Pharmacovigilance
Guideline on the Regulation of Therapeutic Products in New Zealand Part

8 1 11: Clinical trials - regulatory approval and good clinical practice
requirements
Process and guidelines for applications for approval of trials involving gene

9 . :
and other biotechnology therapies
Of=JE[L}

10 | Ley N° 16.463 (/<&

11  Reglamenta la Ley N° 16463 (2|2E 1)

12  Disposicion N° 7075/2011 (HIO|22|%4E°| & QU %)

13 i Disposicion N° 7729/2011 (HIO|22|%E EMHEM #F)

14 | Disposicion N° 3397/12 (RTAXIHZSe|AE A CHEESKHOf et 24 7d)

15 | Disposicion N° 705/05 (4 & @4 7)

16 GUIA PARA LA EVALUACION DE MEDICAMENTOS DE ORIGEN BIOLOGICO

(GUIDE FOR THE EVALUATION OF MEDICINES OF BIOLOGICAL ORIGIN)



i =MY H| 3L

17 INFORME DE EVALUACION DE ASPECTOS CLINICOS
(REPORT ON EVALUATION OF CLINICAL ASPECTS)

18 LINEAMIENTOS PARA LA EVALUACION DE VACUNAS Y HEMODERIVADOS
(GUIDELINES FOR THE EVALUATION OF VACCINES AND HEMODERIVES)

19 | Liberacién de lotes de vacunas (Al ZT71E3150Ql)

20 Liberacion de lotes de medicamentos bioldgicos y radiofdrmacos
(Release of batches of biological medications and radiopharmaceuticals)
Guia de Buenas Practicas de Fabricacién para Elaboradores,
Importadores/Exportadores de Medicamentos de Uso Humano
(Guide to Good Manufacturing Practices for Manufacturers, Importers /

21  Exporters of Medicinal Products for Human Use) T
[Part A(Basic Requirements for the Manufacture, Import / Export of Medicines) %
Annex E# BF] * Part BAAPI 221 L&) Annex 15(X1F=Z9/9E)
Annex19(8IALE 9|9t E) H Y A9/

Disposicion N° 150/92 2|%E - &5, &H|, &7, A4, oy, oA g, == A

22 o ox
™ d o

23 | Disposicién N° 177/93 (Disposicion N° 150/922 E&dt= F7H)

24 Disposiciéon N° 5330/1997 Approve the new ordered text of the Regime of
Good Research Practices in Clinical Pharmacology Studies.

o5 REGULATION 6677/10 The Regulatory Guideline for Good Clinical Practices in
Clinical Pharmacology Studies

26 | Instructions for the Authorization Request for a Clinical Pharmacology Study
Instructions for the Application for Enabling / Modifying the Structure /

27  Change of Item of Establishments Developers and Importers / Exporters of
Drugs and Active Pharmaceutical Ingredients

28 ' Instructions for inspection request to foreign plant
2 A|o}

EEC Resolution No78 On the rules of marketing authorization and

29 | assessment of medicinal products for medical use 2&
[Appendix 1 p37~79 &5 H ]

ORDER OF THE GOVERNMENT OF THE RUSSIAN FEDERATION of September

30 29, 2010 No. 771 About procedure for import of medicines for medical
application on the territory of the Russian Federation
Al

31 i NORMA Oficial Mexicana NOM-073-SSA1-2015
O|=

32 21 CFR Part 820 Quality System Regulation

33 Data Integrity and Compliance With Drug CGMP - Questions and Answers;
Guidance for Industry

34 Labeling of Red Blood Cell Units with Historical Antigen Typing Results;

Guidance for Industry
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35 Expedited Programs for Regenerative Medicine Therapies for Serious
Conditions; Guidance for Industry
36 Evaluation of Devices Used with Regenerative Medicine Advanced Therapies;
Guidance for Industry
37 Immunogenicity Testing of Therapeutic Protein Products - Developing and
Validating Assays for Anti-Drug Antibody Detection; Guidance for Industry
38 Labeling for Human Prescription Drug and Biological Products Apporved
Under the Accerlerated Approval Regulatory Pathway; Guidance for Industry
39 Considerations for the Inclusion of Adolescent Patients in Adult Oncology
Clinical Trials; Gidance for Industry
40 Enrichment Strategies for Clinical Trials to Support Determination of
Effectiveness of Human Drugs and Biological Products; Guidance for Industry
Standards Development and the Use of Standards in Regulatory Submissions
41 : Reviewed in the Center for Biologics Evaluation and Research; Guidance for
Industry
0 Pediatric Information Incorporated Into Human Prescription Drug and
Biological Product Labeling; Guidance for Industry
43 REMS: FDA's Application of Statutory Factors in Determining When a REMS
Is Necessary; Guidance for Industry
44 Providing Lot Release Protocol Submissions to the Center for Biologics
Evaluation and Research(CBER) in Electronic Format; Guidance for Industry
45 Guidance for Industry: Clinical Trial Endpoints for the Approval of Cancer
Drugs and Biologics
Providing Regulatory Submissions in Electronic Format - Certain Human
46 | Pharmaceutical Product Applications and Related Submissions Using the
eCTD Specifications
47 Classifying Resubmissions of Original NDAs, BLAs, and Efficacy Supplements
in Response to Complete Response Letters
48 FD&C Act Sec 356 Expedited approval of drugs for serious or e
life-threatening diseases or conditions /p7~5 27 59 e
49 Questions and Answers on Biosimilar Development and the BPCl Act; e
Guidance for Industry /o4 73~74 27 29 e
50 Labeling for Human Prescription Drug and Biological Products Approved
Under the Accelerated Approval Regulatory Pathway; Guidance for Industry
51 Labeling for Biosimilar Products; Guidance for Industry e
[o2~4 6 9 10~11 2] #< =
5> Assessing User Fees Under the Biosimilar User Fee Amendments of 2017
Guidance for Industry
[6] ARC|OF2tH|OF
53 | Guidelines on Blood products - Plasma Derived Medicinal Products
=
Checking process of mock-ups and specimens of outer/immediate labelling
54 : and package leaflets of human medicinal products in the centralised

procedure
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Annex to the European Commission guideline on ‘Excipients in the labelling

55 o ,
and package leaflet of medicinal products for human use
Manufacture of Biological active substances and Medicinal Products for

56 { Human Use (Volume 4 EU guidelines for Good Manufacturing Practice for
Medicinal Products for Human and Veterinary Use Annex2)
Real Time Release Testing and Parametric Release (Volume 4 EU guidelines

57 | for Good Manufacturing Practice for Medicinal Products for Human and
Veterinary Use Annex17)

58 European Medicines Agency post-authorisation procedural advice for users of | . o
the centralised procedure /S A/EF H9 p1~13] T

59 European Medicines Agency procedural advice for users of the centralised
procedure for similar biological medicinal products applicants

60 Practical guidance for procedures related to Brexit for medicinal products for
human and veterinary use within the framework of the centralised procedure

61 Qualification opinion on Cellular therapy module of the European Society for
Blood & Marrow Transplantation (EBMT) Registry

62 | Guideline on the investigation of subgroups in confirmatory clinical trials

63 Guideline on the sterilisation of the medicinal product, active substance,
excipient and primary container

64 Guideline on quality aspects included in the product information for vaccines | o
for human use (Revision 1) /p3~977~15 25 29 =

65 VOLUME 2A Procedures for marketing authorisation Chapter 1 - Marketing .
Authorisation [p30~32 35~38 43 46~47 49 2% #<%) e

66 VOLUME 2A Procedures for marketing authorisation Chapter 3 - Union .
Referral Procedures [p70~71, 13 15~18 21~22 25~27 25 H1<) T

67 | Guideline on non-clinical local tolerance testing of medicinal products
Guideline on non-clinical and clinical development of similar biological

68 | medicinal products containing recombinant erythropoietins e
P25, 3~4 25 #9)

69 Guideline on similar medicinal products containing somatropin oy
[p3, 4~5 EKY ) e

70 Guideline on immunogenicity assessment of monoclonal antibodies intended
for in vivo clinical use
Guideline on the requirements for quality documentation concerning

71 | biological investigational medicinal products in clinical trials 22
[p2~3(ZAf), 4~9 11 13 15 18 20~21 B 2<%

7 Guideline on the quality, non-clinical and clinical aspects of gene therapy
medicinal products

73 Guideline on the clinical investigation of human normal immunoglobulin for | 4 o
intravenous administration (IVIg) [p2~3(54) 4~12 14 2] #1<) =
=

74 BAERRSOREMOBREFICET 2 2FFCHISIQUA(ZD2 ) L2V T
Mdelz s &g = S0 2ot BE S0 2 Q & Al CHSHA (2)
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75 BAERSOREMOBREFICEY 22FF LI SQUA(ZD3 ) LOWT
Moz 529 AHY =2 S0 2ot HE S0 2ot Q & A0 CHSHO] (3))

76 BAERZOREMOBREFICET 2 2FFCHISIQUA(ZD4 ) LDV T
Moz 5o &Hyg =2 S0 2ot §E S0 & Q & A0 CHSHA (4)
BERREOREMOBREICET AL CEODXMAREERT S ICUNE

77 BYINZBERLCOVWT(THY oz 59 &N =HE S0 et ME,0f 2 i
ATE LA AANM F2loHOF g Atetof CHEH)
BEREOREEE,. mEEESFCRHAYT 2EE(RREGMP)CEAT 2Q&AICDONT

78 (HEAEELFL M= e, FE 2| SO et V= (HYAEEAYLE
GMP)O|l Cheh Zo|SE)

79  (EEMYZIEEHBEOREL OO T, O—HHELONT
("olfZ plofdate( A=l MFof st o L& THFo ChaH)
SYRERERTEEEYHERRT S CEEBLEERSERRDIEECET 4%

80 (| AZL2wTd= 7l HE X 58 4= 7l HE H ANE WY 2R S
M2l X0 2ot dZtof Chsh)

81 MAERFNOLZEZMOE ERVELERBOERER S 120 DEKRK % FHEH(HH S
ROl oY BZo| BE SO B ©E)

gp EFRAEEROANNEFOLHEHAILLI SHAMAEE (Q&A) =g
olfZel M EM 52 7IX 230 2ot Fo|SHE(QAA) CH3H
NAFXT o /0Y - CAEERDADPHFIXDR AR PHEICAELRTER

83 | DERFEL D W T(HFSSELfE Soluld & 8 SUUE
2ot HEXzO A YYY L)

84 Submission Documents for Application of Drug Compliance Inspection oy
[EFAIHGFE: pl~T14] =

85 Bz aEREEROMERULZEZHDOERLC D>V T(HREAKZE QLE2
=2 3 otEd =HEO| 2ok X0 CH5H)
O &=

86 HYIER RN AR HERBREZLAOZ(ASAE - HOolEHe
dEet 20 et HOISH)
ZHLFEF

87 Guidance Document; Regulatory requirements for Drug ldentification
Numbers (DINs)

88 Guidance on Drug Establishment Licences and Drug Establishment Licensing

Fees (GUI-0002)
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