
	REGULATORY COVERAGE REGISTER
	Medical Device + IVD eQMS


REGULATORY COVERAGE REGISTER
Medical Device + IVD Country-Law Register
Catalogued official sources and activation status for the eQMS product requirements
Owner: QMS Studio Regulatory Product
Date: 10 August 2026
Scope: Medical devices + IVDs; SaaS vendor-sale controls shown separately
Status: Planning baseline - not legal advice or a compliance certification
Data baseline: 1055 records | 250 jurisdictions | 3 regional overlays
	This document reports sources and readiness, not laws conclusively 'followed.' Catalogued, acquired, or searchable does not mean fully interpreted, implemented, validated, compliant, certified, or audit-ready. Every market remains unsupported until all activation gates pass.


Coverage snapshot
	Measure
	Count

	Countries and territories in governed inventory
	250

	Regional overlays
	3

	Catalogued official-source records
	1055

	Acquired source files
	875

	Searchable source texts
	844

	Failed official-source transfers
	180

	Device / IVD source records
	860

	SaaS vendor-sale source records
	194

	Cross-cutting governance records
	1


How to read the register
· Device / IVD identifies sources used for customer medical-device or IVD quality and regulatory workflows.
· SaaS vendor-sale identifies privacy, cybersecurity, AI, accessibility, electronic-transaction, procurement, sanctions, or similar duties governing the vendor's own service operation or sale.
· Cross-cutting identifies an inventory or governance source that is not a local device obligation by itself.
· Acquired means a file is present and hash-recorded. Searchable means strict text extraction succeeded. Neither term means legal completeness or compliance.
· EU, EEA, and EAEU materials are regional overlays. They do not silently replace national law.
Regional overlay summary
	Code
	Regime
	Readiness
	Sources
	Searchable

	EU
	European Union
	EU baseline - Member State overlay required
	99
	96

	EEA_EFTA
	EEA EFTA
	EEA incorporation + national overlay required
	6
	6

	EAEU
	Eurasian Economic Union
	EAEU acts - national implementation review required
	7
	1


Country and territory status register
All 250 inventory entries are listed. Source counts are country-specific and exclude linked regional-overlay records. A zero does not mean no law exists; it means no country-specific catalog record is currently assigned.
	Code
	Country / territory
	Readiness
	Overlay
	Local
	Searchable

	AF
	Afghanistan
	Catalogued - interpretation required
	-
	5
	5

	AL
	Albania
	Catalogued - interpretation required
	-
	5
	4

	DZ
	Algeria
	Catalogued - interpretation required
	-
	7
	7

	AS
	American Samoa
	Discovery required
	-
	0
	0

	AD
	Andorra
	Discovery required
	-
	0
	0

	AO
	Angola
	Discovery required
	-
	0
	0

	AI
	Anguilla
	Discovery required
	-
	0
	0

	AQ
	Antarctica
	Discovery required
	-
	0
	0

	AG
	Antigua & Barbuda
	Discovery required
	-
	0
	0

	AR
	Argentina
	Catalogued - interpretation required
	-
	15
	14

	AM
	Armenia
	Catalogued - interpretation required
	EAEU
	6
	6

	AW
	Aruba
	Discovery required
	-
	0
	0

	AU
	Australia
	Named baseline - legal review required
	-
	14
	7

	AT
	Austria
	EU baseline - national overlay required
	EU
	0
	0

	AZ
	Azerbaijan
	Catalogued - interpretation required
	-
	6
	6

	BS
	Bahamas
	Discovery required
	-
	0
	0

	BH
	Bahrain
	Catalogued - interpretation required
	-
	7
	7

	BD
	Bangladesh
	Catalogued - interpretation required
	-
	5
	4

	BB
	Barbados
	Discovery required
	-
	0
	0

	BY
	Belarus
	Catalogued - interpretation required
	EAEU
	6
	6

	BE
	Belgium
	EU baseline - national overlay required
	EU
	0
	0

	BZ
	Belize
	Discovery required
	-
	0
	0

	BJ
	Benin
	Discovery required
	-
	0
	0

	BM
	Bermuda
	Discovery required
	-
	0
	0

	BT
	Bhutan
	Catalogued - interpretation required
	-
	6
	3

	BO
	Bolivia
	Catalogued - interpretation required
	-
	4
	4

	BQ
	Bonaire, Sint Eustatius and Saba
	Discovery required
	-
	0
	0

	BA
	Bosnia & Herzegovina
	Catalogued - interpretation required
	-
	9
	8

	BW
	Botswana
	Catalogued - interpretation required
	-
	7
	5

	BV
	Bouvet Island
	Discovery required
	-
	0
	0

	BR
	Brazil
	Named baseline - legal review required
	-
	17
	15

	IO
	British Indian Ocean Territory
	Discovery required
	-
	0
	0

	VG
	British Virgin Islands
	Discovery required
	-
	0
	0

	BN
	Brunei
	Catalogued - interpretation required
	-
	2
	2

	BG
	Bulgaria
	EU baseline - national overlay required
	EU
	0
	0

	BF
	Burkina Faso
	Discovery required
	-
	0
	0

	BI
	Burundi
	Discovery required
	-
	0
	0

	CV
	Cabo Verde
	Discovery required
	-
	0
	0

	KH
	Cambodia
	Catalogued - interpretation required
	-
	4
	1

	CM
	Cameroon
	Discovery required
	-
	0
	0

	CA
	Canada
	Named baseline - legal review required
	-
	14
	5

	KY
	Cayman Islands
	Discovery required
	-
	0
	0

	CF
	Central African Republic
	Discovery required
	-
	0
	0

	TD
	Chad
	Discovery required
	-
	0
	0

	CL
	Chile
	Catalogued - interpretation required
	-
	15
	15

	CN
	China
	Catalogued - interpretation required
	-
	17
	13

	CX
	Christmas Island
	Discovery required
	-
	0
	0

	CC
	Cocos (Keeling) Islands
	Discovery required
	-
	0
	0

	CO
	Colombia
	Catalogued - interpretation required
	-
	11
	1

	KM
	Comoros
	Discovery required
	-
	0
	0

	CG
	Congo
	Discovery required
	-
	0
	0

	CD
	Congo (DRC)
	Discovery required
	-
	0
	0

	CK
	Cook Islands
	Discovery required
	-
	0
	0

	CR
	Costa Rica
	Catalogued - interpretation required
	-
	9
	3

	HR
	Croatia
	EU baseline - national overlay required
	EU
	0
	0

	CU
	Cuba
	Discovery required
	-
	0
	0

	CW
	Curaçao
	Discovery required
	-
	0
	0

	CY
	Cyprus
	EU baseline - national overlay required
	EU
	0
	0

	CZ
	Czechia
	EU baseline - national overlay required
	EU
	0
	0

	CI
	Côte d’Ivoire
	Catalogued - interpretation required
	-
	2
	2

	DK
	Denmark
	EU baseline - national overlay required
	EU
	0
	0

	DJ
	Djibouti
	Discovery required
	-
	0
	0

	DM
	Dominica
	Discovery required
	-
	0
	0

	DO
	Dominican Republic
	Catalogued - interpretation required
	-
	3
	3

	EC
	Ecuador
	Catalogued - interpretation required
	-
	3
	2

	EG
	Egypt
	Catalogued - interpretation required
	-
	8
	8

	SV
	El Salvador
	Catalogued - interpretation required
	-
	4
	2

	GQ
	Equatorial Guinea
	Discovery required
	-
	0
	0

	ER
	Eritrea
	Discovery required
	-
	0
	0

	EE
	Estonia
	EU baseline - national overlay required
	EU
	0
	0

	SZ
	Eswatini
	Discovery required
	-
	0
	0

	ET
	Ethiopia
	Catalogued - interpretation required
	-
	7
	7

	FK
	Falkland Islands
	Discovery required
	-
	0
	0

	FO
	Faroe Islands
	Discovery required
	-
	0
	0

	FJ
	Fiji
	Discovery required
	-
	0
	0

	FI
	Finland
	EU baseline - national overlay required
	EU
	0
	0

	FR
	France
	EU baseline - national overlay required
	EU
	0
	0

	GF
	French Guiana
	Discovery required
	-
	0
	0

	PF
	French Polynesia
	Discovery required
	-
	0
	0

	TF
	French Southern Territories
	Discovery required
	-
	0
	0

	GA
	Gabon
	Discovery required
	-
	0
	0

	GM
	Gambia
	Discovery required
	-
	0
	0

	GE
	Georgia
	Catalogued - interpretation required
	-
	4
	4

	DE
	Germany
	EU baseline - national overlay required
	EU
	0
	0

	GH
	Ghana
	Catalogued - interpretation required
	-
	6
	6

	GI
	Gibraltar
	Discovery required
	-
	0
	0

	GR
	Greece
	EU baseline - national overlay required
	EU
	0
	0

	GL
	Greenland
	Discovery required
	-
	0
	0

	GD
	Grenada
	Discovery required
	-
	0
	0

	GP
	Guadeloupe
	Discovery required
	-
	0
	0

	GU
	Guam
	Discovery required
	-
	0
	0

	GT
	Guatemala
	Catalogued - interpretation required
	-
	4
	2

	GG
	Guernsey
	Discovery required
	-
	0
	0

	GN
	Guinea
	Discovery required
	-
	0
	0

	GW
	Guinea-Bissau
	Discovery required
	-
	0
	0

	GY
	Guyana
	Discovery required
	-
	0
	0

	HT
	Haiti
	Discovery required
	-
	0
	0

	HM
	Heard Island and McDonald Islands
	Discovery required
	-
	0
	0

	HN
	Honduras
	Catalogued - interpretation required
	-
	3
	3

	HK
	Hong Kong SAR
	Catalogued - interpretation required
	-
	9
	9

	HU
	Hungary
	EU baseline - national overlay required
	EU
	0
	0

	IS
	Iceland
	EEA incorporation + national overlay required
	EEA_EFTA
	3
	3

	IN
	India
	Catalogued - interpretation required
	-
	11
	9

	ID
	Indonesia
	Catalogued - interpretation required
	-
	12
	7

	IR
	Iran
	Discovery required
	-
	0
	0

	IQ
	Iraq
	Discovery required
	-
	0
	0

	IE
	Ireland
	EU baseline - national overlay required
	EU
	0
	0

	IM
	Isle of Man
	Discovery required
	-
	0
	0

	IL
	Israel
	Catalogued - interpretation required
	-
	7
	2

	IT
	Italy
	EU baseline - national overlay required
	EU
	0
	0

	JM
	Jamaica
	Catalogued - interpretation required
	-
	3
	3

	JP
	Japan
	Named baseline - legal review required
	-
	9
	9

	JE
	Jersey
	Discovery required
	-
	0
	0

	JO
	Jordan
	Catalogued - interpretation required
	-
	5
	5

	KZ
	Kazakhstan
	Catalogued - interpretation required
	EAEU
	5
	1

	KE
	Kenya
	Catalogued - interpretation required
	-
	6
	5

	KI
	Kiribati
	Discovery required
	-
	0
	0

	XK
	Kosovo
	Discovery required
	-
	0
	0

	KW
	Kuwait
	Catalogued - interpretation required
	-
	5
	0

	KG
	Kyrgyzstan
	Catalogued - interpretation required
	EAEU
	4
	4

	LA
	Laos
	Catalogued - interpretation required
	-
	4
	4

	LV
	Latvia
	EU baseline - national overlay required
	EU
	0
	0

	LB
	Lebanon
	Discovery required
	-
	0
	0

	LS
	Lesotho
	Discovery required
	-
	0
	0

	LR
	Liberia
	Discovery required
	-
	0
	0

	LY
	Libya
	Discovery required
	-
	0
	0

	LI
	Liechtenstein
	EEA incorporation + national overlay required
	EEA_EFTA
	3
	2

	LT
	Lithuania
	EU baseline - national overlay required
	EU
	0
	0

	LU
	Luxembourg
	EU baseline - national overlay required
	EU
	0
	0

	MO
	Macao SAR
	Discovery required
	-
	0
	0

	MG
	Madagascar
	Discovery required
	-
	0
	0

	MW
	Malawi
	Discovery required
	-
	0
	0

	MY
	Malaysia
	Catalogued - interpretation required
	-
	18
	17

	MV
	Maldives
	Catalogued - interpretation required
	-
	5
	5

	ML
	Mali
	Discovery required
	-
	0
	0

	MT
	Malta
	EU baseline - national overlay required
	EU
	0
	0

	MH
	Marshall Islands
	Discovery required
	-
	0
	0

	MQ
	Martinique
	Discovery required
	-
	0
	0

	MR
	Mauritania
	Discovery required
	-
	0
	0

	MU
	Mauritius
	Catalogued - interpretation required
	-
	3
	3

	YT
	Mayotte
	Discovery required
	-
	0
	0

	MX
	Mexico
	Catalogued - interpretation required
	-
	11
	8

	FM
	Micronesia
	Discovery required
	-
	0
	0

	MD
	Moldova
	Catalogued - interpretation required
	-
	9
	4

	MC
	Monaco
	Discovery required
	-
	0
	0

	MN
	Mongolia
	Catalogued - interpretation required
	-
	5
	5

	ME
	Montenegro
	Catalogued - interpretation required
	-
	4
	4

	MS
	Montserrat
	Discovery required
	-
	0
	0

	MA
	Morocco
	Catalogued - interpretation required
	-
	8
	3

	MZ
	Mozambique
	Discovery required
	-
	0
	0

	MM
	Myanmar
	Catalogued - interpretation required
	-
	8
	7

	NA
	Namibia
	Catalogued - interpretation required
	-
	2
	1

	NR
	Nauru
	Discovery required
	-
	0
	0

	NP
	Nepal
	Catalogued - interpretation required
	-
	4
	2

	NL
	Netherlands
	EU baseline - national overlay required
	EU
	0
	0

	NC
	New Caledonia
	Discovery required
	-
	0
	0

	NZ
	New Zealand
	Catalogued - interpretation required
	-
	7
	2

	NI
	Nicaragua
	Catalogued - interpretation required
	-
	3
	3

	NE
	Niger
	Discovery required
	-
	0
	0

	NG
	Nigeria
	Catalogued - interpretation required
	-
	6
	6

	NU
	Niue
	Discovery required
	-
	0
	0

	NF
	Norfolk Island
	Discovery required
	-
	0
	0

	KP
	North Korea
	Discovery required
	-
	0
	0

	MK
	North Macedonia
	Catalogued - interpretation required
	-
	6
	6

	MP
	Northern Mariana Islands
	Discovery required
	-
	0
	0

	NO
	Norway
	EEA incorporation + national overlay required
	EEA_EFTA
	2
	2

	OM
	Oman
	Catalogued - interpretation required
	-
	6
	5

	PK
	Pakistan
	Catalogued - interpretation required
	-
	9
	0

	PW
	Palau
	Discovery required
	-
	0
	0

	PS
	Palestinian Authority
	Discovery required
	-
	0
	0

	PA
	Panama
	Catalogued - interpretation required
	-
	13
	6

	PG
	Papua New Guinea
	Discovery required
	-
	0
	0

	PY
	Paraguay
	Catalogued - interpretation required
	-
	5
	4

	PE
	Peru
	Catalogued - interpretation required
	-
	23
	12

	PH
	Philippines
	Catalogued - interpretation required
	-
	12
	10

	PN
	Pitcairn Islands
	Discovery required
	-
	0
	0

	PL
	Poland
	EU baseline - national overlay required
	EU
	0
	0

	PT
	Portugal
	EU baseline - national overlay required
	EU
	0
	0

	PR
	Puerto Rico
	Discovery required
	-
	0
	0

	QA
	Qatar
	Catalogued - interpretation required
	-
	3
	3

	RO
	Romania
	EU baseline - national overlay required
	EU
	0
	0

	RU
	Russia
	Catalogued - interpretation required
	EAEU
	4
	1

	RW
	Rwanda
	Catalogued - interpretation required
	-
	7
	7

	RE
	Réunion
	Discovery required
	-
	0
	0

	WS
	Samoa
	Discovery required
	-
	0
	0

	SM
	San Marino
	Discovery required
	-
	0
	0

	SA
	Saudi Arabia
	Catalogued - interpretation required
	-
	10
	9

	SN
	Senegal
	Catalogued - interpretation required
	-
	7
	3

	RS
	Serbia
	Catalogued - interpretation required
	-
	5
	5

	SC
	Seychelles
	Discovery required
	-
	0
	0

	SL
	Sierra Leone
	Discovery required
	-
	0
	0

	SG
	Singapore
	Catalogued - interpretation required
	-
	10
	4

	SX
	Sint Maarten
	Discovery required
	-
	0
	0

	SK
	Slovakia
	EU baseline - national overlay required
	EU
	0
	0

	SI
	Slovenia
	EU baseline - national overlay required
	EU
	0
	0

	SB
	Solomon Islands
	Discovery required
	-
	0
	0

	SO
	Somalia
	Discovery required
	-
	0
	0

	ZA
	South Africa
	Catalogued - interpretation required
	-
	8
	8

	GS
	South Georgia and the South Sandwich Islands
	Discovery required
	-
	0
	0

	KR
	South Korea
	Catalogued - interpretation required
	-
	11
	11

	SS
	South Sudan
	Discovery required
	-
	0
	0

	ES
	Spain
	EU baseline - national overlay required
	EU
	0
	0

	LK
	Sri Lanka
	Catalogued - interpretation required
	-
	6
	5

	SH
	St Helena, Ascension, Tristan da Cunha
	Discovery required
	-
	0
	0

	BL
	St. Barthélemy
	Discovery required
	-
	0
	0

	KN
	St. Kitts & Nevis
	Discovery required
	-
	0
	0

	LC
	St. Lucia
	Discovery required
	-
	0
	0

	MF
	St. Martin
	Discovery required
	-
	0
	0

	PM
	St. Pierre & Miquelon
	Discovery required
	-
	0
	0

	VC
	St. Vincent & Grenadines
	Discovery required
	-
	0
	0

	SD
	Sudan
	Discovery required
	-
	0
	0

	SR
	Suriname
	Discovery required
	-
	0
	0

	SJ
	Svalbard & Jan Mayen
	Discovery required
	-
	0
	0

	SE
	Sweden
	EU baseline - national overlay required
	EU
	0
	0

	CH
	Switzerland
	Catalogued - interpretation required
	-
	7
	7

	SY
	Syria
	Discovery required
	-
	0
	0

	ST
	São Tomé & Príncipe
	Discovery required
	-
	0
	0

	TW
	Taiwan
	Catalogued - interpretation required
	-
	11
	11

	TJ
	Tajikistan
	Catalogued - interpretation required
	-
	4
	4

	TZ
	Tanzania
	Catalogued - interpretation required
	-
	8
	8

	TH
	Thailand
	Catalogued - interpretation required
	-
	8
	7

	TL
	Timor-Leste
	Discovery required
	-
	0
	0

	TG
	Togo
	Discovery required
	-
	0
	0

	TK
	Tokelau
	Discovery required
	-
	0
	0

	TO
	Tonga
	Discovery required
	-
	0
	0

	TT
	Trinidad & Tobago
	Catalogued - interpretation required
	-
	3
	3

	TN
	Tunisia
	Catalogued - interpretation required
	-
	5
	0

	TM
	Turkmenistan
	Catalogued - interpretation required
	-
	3
	3

	TC
	Turks & Caicos Islands
	Discovery required
	-
	0
	0

	TV
	Tuvalu
	Discovery required
	-
	0
	0

	TR
	Türkiye
	Catalogued - interpretation required
	-
	6
	6

	UM
	U.S. Outlying Islands
	Discovery required
	-
	0
	0

	VI
	U.S. Virgin Islands
	Discovery required
	-
	0
	0

	UG
	Uganda
	Catalogued - interpretation required
	-
	7
	4

	UA
	Ukraine
	Catalogued - interpretation required
	-
	6
	6

	AE
	United Arab Emirates
	Catalogued - interpretation required
	-
	8
	8

	GB
	United Kingdom
	Named baseline - legal review required
	-
	41
	41

	US
	United States
	Named baseline - legal review required
	-
	180
	169

	UY
	Uruguay
	Catalogued - interpretation required
	-
	4
	4

	UZ
	Uzbekistan
	Catalogued - interpretation required
	-
	6
	6

	VU
	Vanuatu
	Discovery required
	-
	0
	0

	VA
	Vatican City
	Discovery required
	-
	0
	0

	VE
	Venezuela
	Catalogued - interpretation required
	-
	3
	3

	VN
	Vietnam
	Catalogued - interpretation required
	-
	19
	15

	WF
	Wallis & Futuna
	Discovery required
	-
	0
	0

	EH
	Western Sahara
	Discovery required
	-
	0
	0

	YE
	Yemen
	Discovery required
	-
	0
	0

	ZM
	Zambia
	Catalogued - interpretation required
	-
	7
	7

	ZW
	Zimbabwe
	Catalogued - interpretation required
	-
	5
	5

	AX
	Åland Islands
	Discovery required
	-
	0
	0




Regional overlay source register
EU - European Union
	EU-level instruments do not replace Member State transposition, competent-authority, language, fee, enforcement, privacy, ePrivacy, accessibility, employment, procurement, or other national requirements.


Readiness: EU baseline - Member State overlay required  |  Regional overlays: None  |  Local source records: 99
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Article 10a Decision Tree
Source ID: eu-article-10a-decision-tree
	European Commission
	regulator decision support
nonbinding guidance
	Device / IVD
Searchable

	Article 10a Manufacturer Notification Form
Source ID: eu-article-10a-form
	European Commission
	regulator reporting form
official operational instrument
	Device / IVD
Searchable

	Article 10a Manufacturer Notification Form Annex
Source ID: eu-article-10a-form-annex
	European Commission
	regulator reporting form annex
official operational instrument
	Device / IVD
Searchable

	Commission Decision (EU) 2025/2371 — Functionality of Certain EUDAMED Electronic Systems
Source ID: eu-eudamed-functionality-2025-2371
	European Commission
	commission decision
binding eu act
	Device / IVD
Searchable

	Commission Delegated Regulation (EU) 2023/502 amending Regulation (EU) 2017/745
Source ID: eu-mdr-delegated-2023-502
	European Commission
	delegated regulation
binding authentic oj act
	Device / IVD
Searchable

	Commission Delegated Regulation (EU) 2023/503 amending Regulation (EU) 2017/746
Source ID: eu-ivdr-delegated-2023-503
	European Commission
	delegated regulation
binding authentic oj act
	Device / IVD
Searchable

	Commission Delegated Regulation (EU) 2026/1359 amending Regulation (EU) 2017/745
Source ID: eu-mdr-delegated-2026-1359
	European Commission
	delegated regulation
binding eu act
	Device / IVD
Searchable

	Commission Delegated Regulation (EU) 2026/1451 amending Regulation (EU) 2017/745
Source ID: eu-mdr-delegated-2026-1451
	European Commission
	delegated regulation
binding eu act
	Device / IVD
Searchable

	Commission Implementing Decision (EU) 2019/939 — UDI Issuing Entities
Source ID: eu-udi-issuing-entities-2019-939
	European Commission
	implementing decision
binding eu act
	Device / IVD
Searchable

	Commission Implementing Decision (EU) 2024/2120 - Renewal of UDI Issuing-Entity Designations
Source ID: eu-udi-issuing-entity-renewal-2024-2120
	European Commission
	implementing decision
binding eu act
	Device / IVD
Searchable

	Commission Implementing Regulation (EU) 2017/2185 — Notified Body Codes
Source ID: eu-notified-body-codes-2017-2185
	European Commission
	implementing regulation
binding eu act
	Device / IVD
Searchable

	Commission Implementing Regulation (EU) 2021/2078 — EUDAMED
Source ID: eu-eudamed-2021-2078
	European Commission
	implementing regulation
binding eu act
	Device / IVD
Searchable

	Commission Implementing Regulation (EU) 2021/2226 — Electronic Instructions for Use, consolidated 2025-07-16
Source ID: eu-eifu-2021-2226-consolidated
	European Commission
	consolidated implementing regulation
binding acts consolidation non authentic
	Device / IVD
Searchable

	Commission Implementing Regulation (EU) 2022/1107 - Common Specifications for Certain Class D IVDs
Source ID: eu-ivdr-common-specifications-2022-1107
	European Commission
	implementing regulation
binding eu act
	Device / IVD
Searchable

	Commission Implementing Regulation (EU) 2022/944 - Tasks of and Criteria for EU Reference Laboratories for High-Risk IVDs
Source ID: eu-ivdr-eurl-rules-2022-944
	European Commission
	implementing regulation
binding eu act
	Device / IVD
Searchable

	Commission Implementing Regulation (EU) 2023/2713 - Designation of EU Reference Laboratories for High-Risk IVDs
Source ID: eu-ivdr-eurl-designations-2023-2713
	European Commission
	implementing regulation
binding eu act
	Device / IVD
Searchable

	Commission Implementing Regulation (EU) 2025/2526 - Amendment of EU Reference Laboratory Designations
Source ID: eu-ivdr-eurl-designations-amendment-2025-2526
	European Commission
	implementing regulation
binding eu act
	Device / IVD
Searchable

	Commission Implementing Regulation (EU) 2026/977 — Notified Body Quality Management System Requirements
Source ID: eu-nb-qms-2026-977
	European Commission
	implementing regulation
binding eu act
	Device / IVD
Searchable

	Commission Q&A on Practical Aspects of the IVDR Transitional Provisions - July 2024
Source ID: eu-ivdr-transition-qa-2024-07
	European Commission
	commission qa
nonbinding guidance
	Device / IVD
Searchable

	EUDAMED Rollout Questions and Answers
Source ID: eu-eudamed-rollout-qa
	European Commission
	regulator operational guidance
nonbinding guidance
	Device / IVD
Searchable

	EudraLex Volume 4 Annex 11 — Computerised Systems
Source ID: eu-gmp-annex-11
	European Commission
	gmp guidance
binding expectation when eu gmp applies
	Device / IVD
Searchable

	European Commission Harmonised Standards for Medical Devices
Source ID: eu-harmonised-standards-hub
	European Commission
	regulator index
nonbinding explanatory material
	Device / IVD
Searchable

	Field Safety Corrective Action Report Form
Source ID: eu-fsca-report-form
	European Commission
	regulator reporting form
official operational instrument
	Device / IVD
Searchable

	Implementing Decision (EU) 2021/1182 — MDR Harmonised Standards, consolidated 2026-06-17
Source ID: eu-mdr-harmonised-standards-2026
	European Commission
	implementing decision
binding eu act
	Device / IVD
Searchable

	Implementing Decision (EU) 2021/1195 — IVDR Harmonised Standards, consolidated 2026-06-17
Source ID: eu-ivdr-harmonised-standards-2026
	European Commission
	implementing decision
binding eu act
	Device / IVD
Searchable

	IVDR Corrigendum C1 - OJ May 3, 2019
Source ID: eu-ivdr-corrigendum-c1-2019-05-03
	European Union
	authentic corrigendum
binding authentic oj act
	Device / IVD
Searchable

	IVDR Corrigendum C2 - OJ December 27, 2019
Source ID: eu-ivdr-corrigendum-c2-2019-12-27
	European Union
	authentic corrigendum
binding authentic oj act
	Device / IVD
Searchable

	Manufacturer Incident Report Changelog 7.3.1
Source ID: eu-mir-changelog-7-3-1
	European Commission
	regulator change log
official operational instrument
	Device / IVD
Searchable

	Manufacturer Incident Report Form 7.3.1
Source ID: eu-mir-form-7-3-1
	European Commission
	regulator reporting form
official operational instrument
	Device / IVD
Searchable

	Manufacturer Incident Report Help Text 7.3.1
Source ID: eu-mir-help-text-7-3-1
	European Commission
	regulator operational guidance
nonbinding guidance
	Device / IVD
Searchable

	Manufacturer Incident Report XSD and XSL Package 7.3.1
Source ID: eu-mir-xsd-xsl-7-3-1
	European Commission
	regulator machine schema
official operational instrument
	Device / IVD
Searchable

	MDCG 2019-11 Rev.1 — Qualification and Classification of Software
Source ID: eu-mdcg-2019-11-r1
	MDCG
	guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2019-16 Rev.1 — Guidance on Cybersecurity for Medical Devices
Source ID: eu-mdcg-2019-16-r1
	MDCG
	guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2019-7 Rev.1 - Person Responsible for Regulatory Compliance
Source ID: eu-mdcg-2019-7-rev1-prrc
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2020-1 — Clinical Evaluation and Performance Evaluation of Medical Device Software
Source ID: eu-mdcg-2020-1
	MDCG
	guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2020-16 Rev.4 - Guidance on Classification Rules for IVDs
Source ID: eu-mdcg-2020-16-rev4-ivd-classification
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2020-3 Rev.1 - Significant Changes
Source ID: eu-mdcg-2020-3-rev1-significant-changes
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2020-7 - PMCF Plan Template
Source ID: eu-mdcg-2020-7-pmcf-plan-template
	European Commission / MDCG
	mdcg guidance template
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2020-8 - PMCF Evaluation Report Template
Source ID: eu-mdcg-2020-8-pmcf-evaluation-template
	European Commission / MDCG
	mdcg guidance template
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2021-19 — Integration of the UDI Within an Organisation's QMS
Source ID: eu-mdcg-2021-19
	MDCG
	guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2021-24 Rev.1 — Guidance on Classification of Medical Devices
Source ID: eu-mdcg-2021-24-r1
	MDCG
	guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2021-25 Rev.1 - Legacy Device Requirements
Source ID: eu-mdcg-2021-25-rev1-legacy-devices
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2021-5 Rev.1 - Guidance on Standardisation
Source ID: eu-mdcg-2021-5-rev1-standardisation
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2022-12 - IVDR Administrative Practices and Alternatives until EUDAMED Is Fully Functional
Source ID: eu-mdcg-2022-12-ivdr-eudamed-alternatives
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2022-15 - Appropriate Surveillance under IVDR Transitional Provisions
Source ID: eu-mdcg-2022-15-ivdr-transition-surveillance
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2022-19 - Performance Study Application/Notification Documents under the IVDR
Source ID: eu-mdcg-2022-19-ivd-study-application
	European Commission / MDCG
	mdcg guidance template
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2022-2 - General Principles of Clinical Evidence for IVDs
Source ID: eu-mdcg-2022-2-ivd-clinical-evidence
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2022-20 - Substantial Modification of Performance Studies under the IVDR
Source ID: eu-mdcg-2022-20-ivd-study-modification
	European Commission / MDCG
	mdcg guidance template
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2022-21 - Periodic Safety Update Report Guidance
Source ID: eu-mdcg-2022-21-psur
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2022-3 Rev.1 - Verification of Manufactured Class D IVDs
Source ID: eu-mdcg-2022-3-rev1-class-d-verification
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2022-4 Rev.2 - Appropriate Surveillance under MDR Transitional Provisions
Source ID: eu-mdcg-2022-4-rev2-qms-transition-surveillance
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2022-6 - Significant Changes under IVDR Article 110(3)
Source ID: eu-mdcg-2022-6-ivdr-significant-changes
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2022-8 - Application of IVDR Requirements to Legacy Devices
Source ID: eu-mdcg-2022-8-ivdr-legacy-devices
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2022-9 Rev.1 - Summary of Safety and Performance Template
Source ID: eu-mdcg-2022-9-rev1-ssp-template
	European Commission / MDCG
	mdcg guidance template
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2023-1 - Health Institution Exemption under Article 5(5)
Source ID: eu-mdcg-2023-1-health-institution
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2023-3 Rev.2 - Vigilance Questions and Answers
Source ID: eu-mdcg-2023-3-rev2-vigilance-qa
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2023-4 — Medical Device Software and Hardware Combinations
Source ID: eu-mdcg-2023-4
	MDCG
	guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2024-11 - Guidance on Qualification of In Vitro Diagnostic Medical Devices
Source ID: eu-mdcg-2024-11-ivd-qualification
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2024-4 - Safety Reporting in Performance Studies of IVDs
Source ID: eu-mdcg-2024-4-ivd-study-safety
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2025-10 — Guidance on Post-Market Surveillance
Source ID: eu-mdcg-2025-10
	MDCG
	guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2025-4 — Medical Device Software Apps on Online Platforms
Source ID: eu-mdcg-2025-4
	MDCG
	guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2025-5 - Guidance on Performance Studies for In Vitro Diagnostic Medical Devices
Source ID: eu-mdcg-2025-5-ivd-performance-studies
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2025-6 — FAQ on MDR/IVDR and Artificial Intelligence Act Interplay
Source ID: eu-mdcg-2025-6
	MDCG
	guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2026-4 - Management of SS(C)P in EUDAMED after Mandatory Use
Source ID: eu-mdcg-2026-4-sscp-eudamed
	European Commission / MDCG
	mdcg position paper
nonbinding guidance
	Device / IVD
Searchable

	MDCG 2026-5 - Guidance on UDI Assignment Responsibility
Source ID: eu-mdcg-2026-5-udi-assignment
	European Commission / MDCG
	mdcg guidance
nonbinding guidance
	Device / IVD
Searchable

	MDCG Endorsed Documents and Other Guidance
Source ID: eu-mdcg-guidance-index
	European Commission / MDCG
	guidance index
nonbinding guidance index
	Device / IVD
Searchable

	MDR Corrigendum C1 - OJ May 3, 2019
Source ID: eu-mdr-corrigendum-c1-2019-05-03
	European Union
	authentic corrigendum
binding authentic oj act
	Device / IVD
Searchable

	MDR Corrigendum C2 - OJ December 27, 2019
Source ID: eu-mdr-corrigendum-c2-2019-12-27
	European Union
	authentic corrigendum
binding authentic oj act
	Device / IVD
Searchable

	Questions and Answers on Article 10a MDR and IVDR
Source ID: eu-article-10a-qa
	European Commission
	regulator guidance
nonbinding guidance implementing binding duty
	Device / IVD
Searchable

	Regulation (EU) 2017/745 — Medical Devices Regulation, consolidated 2026-01-01
Source ID: eu-mdr-consolidated-2026
	European Union
	consolidated regulation
binding acts consolidation non authentic
	Device / IVD
Searchable

	Regulation (EU) 2017/745 — Original Official Journal Act
Source ID: eu-mdr-original-oj
	European Union
	regulation
binding authentic oj act
	Device / IVD
Searchable

	Regulation (EU) 2017/746 — IVDR, consolidated 2025-01-10
Source ID: eu-ivdr-consolidated-2025
	European Union
	consolidated regulation
binding acts consolidation non authentic
	Device / IVD
Searchable

	Regulation (EU) 2017/746 — Original Official Journal Act
Source ID: eu-ivdr-original-oj
	European Union
	regulation
binding authentic oj act
	Device / IVD
Searchable

	Regulation (EU) 2020/561 amending Regulation (EU) 2017/745
Source ID: eu-mdr-amendment-2020-561
	European Union
	regulation
binding authentic oj act
	Device / IVD
Searchable

	Regulation (EU) 2022/112 amending Regulation (EU) 2017/746
Source ID: eu-ivdr-amendment-2022-112
	European Union
	regulation
binding authentic oj act
	Device / IVD
Searchable

	Regulation (EU) 2023/607 amending MDR and IVDR transitional provisions
Source ID: eu-mdr-ivdr-amendment-2023-607
	European Union
	regulation
binding eu act
	Device / IVD
Searchable

	Regulation (EU) 2024/1860 amending MDR and IVDR
Source ID: eu-mdr-ivdr-amendment-2024-1860
	European Union
	regulation
binding eu act
	Device / IVD
Searchable

	Regulation (EU) 2024/568 amending Regulations (EU) 2017/745 and 2017/746
Source ID: eu-mdr-ivdr-amendment-2024-568
	European Union
	regulation
binding authentic oj act
	Device / IVD
Searchable

	Regulation (EU) 2025/2457 amending Regulation (EU) 2017/745
Source ID: eu-mdr-amendment-2025-2457
	European Union
	regulation
binding authentic oj act
	Device / IVD
Searchable

	Commission Implementing Regulation (EU) 2024/2690
Source ID: eu-nis2-implementing-reg-2024-2690
	European Commission / EUR-Lex
	binding implementing regulation
binding eu act
	SaaS vendor-sale
Searchable

	Council of the EU - EU sanctions against Belarus
Source ID: belarus-eu-sanctions-monitor
	Council of the European Union
	government sanctions program monitor
official eu sanctions policy and legal acts index
	SaaS vendor-sale
Transfer failed

	Council of the EU - EU sanctions against Russia
Source ID: russia-eu-sanctions-monitor
	Council of the European Union
	government sanctions program monitor
official eu sanctions policy and legal acts index
	SaaS vendor-sale
Transfer failed

	Cyber Resilience Act - Reporting obligations
Source ID: eu-cra-reporting-obligations-2026
	European Commission, Directorate-General for Communications Networks, Content and Technology
	official implementation and reporting page
official nonbinding operational guidance for binding regulation
	SaaS vendor-sale
Searchable

	Directive (EU) 2016/2102 — Web Accessibility Directive
Source ID: eu-web-accessibility-2016-2102
	European Union
	directive
binding directive requires national transposition
	SaaS vendor-sale
Searchable

	Directive (EU) 2019/882 — European Accessibility Act
Source ID: eu-eaa-2019-882
	European Union
	directive
binding directive requires national transposition
	SaaS vendor-sale
Searchable

	Directive (EU) 2022/2555 — NIS2
Source ID: eu-nis2
	European Union
	directive
binding directive requires national transposition
	SaaS vendor-sale
Searchable

	Directive (EU) 2024/2853 — Product Liability
Source ID: eu-product-liability-2024-2853
	European Union
	directive
binding directive requires national transposition
	SaaS vendor-sale
Searchable

	Directive 2002/58/EC - Privacy and Electronic Communications - consolidated 19 December 2009
Source ID: eu-eprivacy-directive-2002-58-consolidated
	European Union
	directive consolidated documentation text
binding directive through member state transposition
	SaaS vendor-sale
Transfer failed

	EN 301 549 V3.2.1 — Accessibility Requirements for ICT Products and Services
Source ID: etsi-en-301-549-v3-2-1
	ETSI
	publicly available harmonised standard
presumption or procurement effect when cited
	SaaS vendor-sale
Searchable

	EU Sanctions Map
Source ID: saas-xb-eu-sanctions-map
	European Union
	dynamic official sanctions discovery map
official information tool not legal act
	SaaS vendor-sale
Searchable

	Implementing Decision (EU) 2018/2048 — Harmonised Standard for Web and Mobile Accessibility, consolidated 2021-08-12
Source ID: eu-en301549-citation
	European Commission
	implementing decision
binding eu act
	SaaS vendor-sale
Searchable

	Regulation (EU) 2016/679 — General Data Protection Regulation
Source ID: eu-gdpr
	European Union
	regulation
binding eu act
	SaaS vendor-sale
Searchable

	Regulation (EU) 2019/881 — Cybersecurity Act
Source ID: eu-cybersecurity-act-2019-881
	European Union
	regulation
binding eu act
	SaaS vendor-sale
Searchable

	Regulation (EU) 2023/2854 — Data Act
Source ID: eu-data-act-2023-2854
	European Union
	regulation
binding eu act
	SaaS vendor-sale
Searchable

	Regulation (EU) 2024/1689 — Artificial Intelligence Act
Source ID: eu-ai-act-2024-1689
	European Union
	regulation
binding eu act with staged application
	SaaS vendor-sale
Searchable

	Regulation (EU) 2024/2847 — Cyber Resilience Act
Source ID: eu-cra-2024-2847
	European Union
	regulation
binding eu act with staged application
	SaaS vendor-sale
Searchable

	Regulation (EU) 2025/327 — European Health Data Space
Source ID: eu-ehds-2025-327
	European Union
	regulation
binding eu act with staged application
	SaaS vendor-sale
Searchable

	Regulation (EU) 2026/1744 amending the Artificial Intelligence Act
Source ID: eu-ai-act-amendment-2026-1744
	European Union
	regulation
binding eu act
	SaaS vendor-sale
Searchable

	Regulation (EU) 910/2014 — eIDAS, consolidated 2024-10-18
Source ID: eu-eidas-consolidated
	European Union
	consolidated regulation
binding acts consolidation non authentic
	SaaS vendor-sale
Searchable


EEA_EFTA - EEA EFTA
	EU acts apply in EEA EFTA markets only after applicable EEA incorporation and national implementation or adaptation review.


Readiness: EEA incorporation + national overlay required  |  Regional overlays: None  |  Local source records: 6
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	EEA Agreement Annex II, Chapter XXX - Medical Devices
Source ID: eea-annex-ii-chapter-xxx
	European Free Trade Association
	official updated eea agreement annex information copy
official information copy not authentic publication
	Device / IVD
Searchable

	EFTA EEA-Lex Factsheet - IVDR 32017R0746
Source ID: eea-efta-ivdr-status
	European Free Trade Association
	official eea incorporation status metadata
official nonbinding eea lex information record
	Device / IVD
Searchable

	EFTA EEA-Lex Factsheet - MDR 32017R0745
Source ID: eea-efta-mdr-status
	European Free Trade Association
	official eea incorporation status metadata
official nonbinding eea lex information record
	Device / IVD
Searchable

	EFTA EEA-Lex Factsheet — EU Data Act 32023R2854
Source ID: efta-data-act-status
	European Free Trade Association
	official eea incorporation status
official eea incorporation status
	SaaS vendor-sale
Searchable

	EFTA EEA-Lex Factsheet — European Accessibility Act 32019L0882
Source ID: efta-eaa-status
	European Free Trade Association
	official eea incorporation status
official eea incorporation status
	SaaS vendor-sale
Searchable

	EFTA EEA-Lex Factsheet — NIS2 32022L2555
Source ID: efta-nis2-status
	European Free Trade Association
	official eea incorporation status
official eea incorporation status
	SaaS vendor-sale
Searchable


EAEU - Eurasian Economic Union
	Common EAEU acts must be reconciled with national routes, transitions, enforcement, languages, and operational requirements.


Readiness: EAEU acts - national implementation review required  |  Regional overlays: None  |  Local source records: 7
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Agreement on Common Principles and Rules for Circulation of Medical Devices within the Eurasian Economic Union of 23 December 2014
Source ID: eaeu-medical-device-circulation-agreement-2014
	Eurasian Economic Union member states
	binding international agreement official pdf
binding eaeu agreement original publication
	Device / IVD
Acquired / needs ocr

	EEC - Acts in the sphere of circulation of medical devices
Source ID: eaeu-medical-device-common-acts-index
	Eurasian Economic Commission
	official binding acts index
official source index for binding eaeu acts
	Device / IVD
Searchable

	EEC Board Decision No. 173 of 22 December 2015 - Medical-device risk classification rules
Source ID: eaeu-decision-173-classification
	Board of the Eurasian Economic Commission
	binding board decision official pdf
binding eaeu board decision original publication
	Device / IVD
Transfer failed

	EEC Board Decision No. 174 of 22 December 2015 - Rules for monitoring the safety, quality and effectiveness of medical devices
Source ID: eaeu-decision-174-monitoring
	Board of the Eurasian Economic Commission
	binding board decision official pdf
binding eaeu board decision original publication
	Device / IVD
Acquired / needs ocr

	EEC Council Decision No. 106 of 10 November 2017 - Medical-device QMS implementation, maintenance and assessment requirements
Source ID: eaeu-decision-106-qms
	Council of the Eurasian Economic Commission
	binding council decision official pdf
binding eaeu council decision original publication
	Device / IVD
Transfer failed

	EEC Council Decision No. 27 of 12 February 2016 - General safety and performance, labeling and operating-document requirements
Source ID: eaeu-decision-27-general-safety-performance
	Council of the Eurasian Economic Commission
	binding council decision official pdf
binding eaeu council decision original publication
	Device / IVD
Transfer failed

	EEC Council Decision No. 46 of 12 February 2016 - Rules for registration and examination of safety, quality and effectiveness of medical devices
Source ID: eaeu-decision-46-registration
	Council of the Eurasian Economic Commission
	binding council decision official pdf
binding eaeu council decision original publication
	Device / IVD
Transfer failed




Country-specific source register
Only jurisdictions with at least one country-specific catalog record appear in this section. All other jurisdictions remain listed in the 250-entry status register and are blocked for source discovery.
AF - Afghanistan
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 5
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Deputyship Responsibilities
Source ID: global-asia3-af-regulatory-responsibilities
	Afghanistan Food and Drug Authority
	official regulator mandate page
official institutional description not independently binding
	Device / IVD
Searchable

	Law on Medicine
Source ID: global-asia3-af-afda-law-index
	Afghanistan Food and Drug Authority
	official regulator law index
official source index not independently binding
	Device / IVD
Searchable

	Law on Prevention of Smuggling of Foodstuffs, Medicines, and Health Products published in Official Gazette No. 1472
Source ID: global-asia3-af-anti-smuggling-law-1472-notice
	Ministry of Justice of Afghanistan
	official ministry gazette publication notice
official notice of binding law not full controlling text
	Device / IVD
Searchable

	Official Gazette
Source ID: global-asia3-af-official-gazette-index
	Ministry of Justice of Afghanistan
	official gazette index
official publication index not independently binding
	Device / IVD
Searchable

	Pre-market
Source ID: global-asia3-af-pre-market-device-registration
	Afghanistan Food and Drug Authority
	official regulator program page
official nonbinding operational description
	Device / IVD
Searchable


AL - Albania
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 5
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	AKBPM - Legislation
Source ID: albania-device-legislation-monitor
	Albanian National Agency for Medicines and Medical Devices (AKBPM)
	regulator legislation monitor
official regulator source index not binding instrument
	Device / IVD
Searchable

	Law No. 21/2020 amending Law No. 89/2014 on Medical Devices
Source ID: albania-medical-devices-amendment-21-2020
	Albanian National Agency for Medicines and Medical Devices (AKBPM)
	binding amending statute regulator hosted official copy pdf
binding national amending statute
	Device / IVD
Searchable

	Law No. 89/2014 on Medical Devices
Source ID: albania-medical-devices-law-89-2014
	Albanian National Agency for Medicines and Medical Devices (AKBPM)
	binding statute regulator hosted official copy pdf
binding national statute original publication not consolidated
	Device / IVD
Searchable

	Order No. 360 of 25 July 2016 on medical-device registration
Source ID: albania-device-registration-order-360-2016
	Ministry of Health / AKBPM
	binding ministerial order regulator hosted official copy pdf
binding national implementing order original publication
	Device / IVD
Acquired / needs ocr

	Order No. 734 of 14 November 2019 amending Order No. 360/2016
Source ID: albania-device-registration-order-734-2019
	Ministry of Health / AKBPM
	binding amending ministerial order regulator hosted official copy pdf
binding national amending order
	Device / IVD
Searchable


DZ - Algeria
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 7
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	ANPP Notes
Source ID: algeria-anpp-device-operational-notes
	National Agency for Pharmaceutical Products (ANPP)
	official regulator operational notices index french
official regulator operational source not complete law
	Device / IVD
Searchable

	Executive Decree No. 20-324 of 22 November 2020 on Medical-Device Approval (Official Journal No. 69)
Source ID: algeria-decree-20-324-medical-devices
	People's Democratic Republic of Algeria / Official Journal
	binding executive decree official gazette pdf french
binding national regulation as amended not consolidated
	Device / IVD
Searchable

	Executive Decree No. 23-101 of 7 March 2023 Amending Decree No. 20-324 (Official Journal No. 15)
Source ID: algeria-decree-23-101-amending-20-324
	People's Democratic Republic of Algeria / Official Journal
	binding amending decree official gazette pdf french
binding national amending regulation
	Device / IVD
Searchable

	Guide to Good Distribution and Storage Practices for Pharmaceutical Products and Medical Devices for Human Use
Source ID: algeria-anpp-device-distribution-storage-guide-2026
	National Agency for Pharmaceutical Products (ANPP)
	official regulator distribution storage guideline pdf french
official nonbinding regulator guidance unless incorporated
	Device / IVD
Searchable

	Law No. 18-11 of 2 July 2018 Relating to Health (Official Journal No. 46)
Source ID: algeria-health-law-18-11-2018
	People's Democratic Republic of Algeria / Official Journal
	binding statute official gazette pdf french
binding national statute subject to later amendment
	Device / IVD
Searchable

	Ministerial Order of 10 May 2021 Establishing the Medical-Device Approval Application Dossier (Official Journal No. 55)
Source ID: algeria-order-10-may-2021-device-approval-dossier
	Ministry of Pharmaceutical Industry / Official Journal
	binding ministerial order official gazette pdf french
binding national implementing order subject to later change
	Device / IVD
Searchable

	Regulatory Texts - Medical Devices
Source ID: algeria-anpp-medical-device-legal-texts
	National Agency for Pharmaceutical Products (ANPP)
	official regulator device legal instruments index
official source index not binding instrument
	Device / IVD
Searchable


AR - Argentina
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 15
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Alertas de productos medicos
Source ID: argentina-anmat-device-alerts
	ANMAT
	regulator safety alert monitor
official postmarket monitoring source
	Device / IVD
Searchable

	Disposicion ANMAT 2096/2022 - renovacion de certificados de buenas practicas
Source ID: argentina-disposicion-2096-2022-gmp-renewal
	ANMAT
	regulation original text
binding current regulation
	Device / IVD
Searchable

	Disposicion ANMAT 2198/2022 - Productos para diagnostico de uso in vitro
Source ID: argentina-disposicion-2198-2022-ivd
	ANMAT
	regulation original text
binding current regulation
	Device / IVD
Searchable

	Disposicion ANMAT 236/2026
Source ID: argentina-disposicion-236-2026-low-risk-imported-devices
	ANMAT
	regulation official record
binding current regulation
	Device / IVD
Searchable

	Disposicion ANMAT 3266/2013 - Buenas Practicas de Fabricacion de Productos Medicos y Productos para Diagnostico de Uso In Vitro
Source ID: argentina-disposicion-3266-2013-gmp
	ANMAT / Ministerio de Salud
	regulation full text
binding regulation
	Device / IVD
Searchable

	Disposicion ANMAT 3433/2004 - habilitacion de establecimientos de productos medicos
Source ID: argentina-disposicion-3433-2004-establishment-authorization
	ANMAT
	regulation original text
binding current as amended
	Device / IVD
Searchable

	Disposicion ANMAT 64/2025 - Reglamento Tecnico Mercosur para Registro de Productos Medicos
Source ID: argentina-disposicion-64-2025-medical-devices
	ANMAT
	regulation consolidated text
binding current regulation
	Device / IVD
Searchable

	Disposicion ANMAT 7425/2013 - certificacion de buenas practicas
Source ID: argentina-disposicion-7425-2013-gmp-certification
	ANMAT
	regulation updated text
binding current as amended
	Device / IVD
Searchable

	Disposicion ANMAT 8194/2023 - Sistema Nacional de Tecnovigilancia
Source ID: argentina-disposicion-8194-2023-technovigilance
	ANMAT
	regulation original text
binding current regulation
	Device / IVD
Searchable

	Disposicion ANMAT 8799/2025 - establecimientos de productos medicos de bajo riesgo
Source ID: argentina-disposicion-8799-2025-low-risk-establishments
	ANMAT
	regulation original text
binding current regulation
	Device / IVD
Searchable

	Disposicion ANMAT 9688/2019 - solicitudes de productos medicos - texto actualizado
Source ID: argentina-disposicion-9688-2019-device-registration
	ANMAT
	regulation updated text
binding current as amended
	Device / IVD
Searchable

	Productos medicos - ANMAT
Source ID: argentina-anmat-products-medical-hub
	ANMAT
	regulator procedure hub
official administrative source
	Device / IVD
Searchable

	Digital Signature Law No. 25,506 - consolidated text
Source ID: saas-ar-digital-signature-law-25506
	National Congress / National Legal Information System
	binding statute official consolidated text
binding current law
	SaaS vendor-sale
Searchable

	Law No. 26,653 on Accessibility of Information on Web Pages
Source ID: saas-ar-web-accessibility-law-26653
	National Congress / National Office of Information Technologies
	binding statute official text
binding scope limited law
	SaaS vendor-sale
Transfer failed

	Personal Data Protection Law No. 25,326 - consolidated text
Source ID: saas-ar-personal-data-law-25326
	National Congress / Ministry of Justice
	binding statute official consolidated text
binding current law
	SaaS vendor-sale
Searchable


AM - Armenia
Readiness: Catalogued - interpretation required  |  Regional overlays: EAEU  |  Local source records: 6
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Government Decision No. 429-N establishing the procedure for importing medical products
Source ID: armenia-device-import-decision-429-n
	Government of Armenia / ARLIS
	binding government decision official current text
binding national import regulation
	Device / IVD
Searchable

	Law amending the Law on Medical Care and Services to the Population, 2024
Source ID: armenia-medical-care-services-amendment-2024
	Armenian Legal Information System (ARLIS)
	binding amending statute official publication
binding national amending statute
	Device / IVD
Searchable

	Law of the Republic of Armenia on Medical Care and Services to the Population - Chapter 10 medical devices
Source ID: armenia-medical-care-services-law-device-chapter
	Armenian Legal Information System (ARLIS)
	binding statute official current text
binding national statute current consolidation
	Device / IVD
Searchable

	Minister of Health Order No. 137-N on unregistered medical products imported for state needs
Source ID: armenia-unregistered-state-needs-order-137-n-future
	Ministry of Health of Armenia / ARLIS
	enacted ministerial order official publication future effect
binding order with future effective date
	Device / IVD
Searchable

	Pharm.am - Import of medical devices and transitional arrangements
Source ID: armenia-unregistered-device-transition-2027
	Scientific Centre of Drug and Medical Technology Expertise (Pharm.am)
	regulator import and transition operations page
official regulator operational guidance on statutory transition
	Device / IVD
Searchable

	Pharm.am - Scientific and legal basis
Source ID: armenia-device-legal-basis-monitor
	Scientific Centre of Drug and Medical Technology Expertise (Pharm.am)
	regulator legal basis monitor
official regulator source index not binding instrument
	Device / IVD
Searchable


AU - Australia
Readiness: Named baseline - legal review required  |  Regional overlays: None  |  Local source records: 14
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Manufacturer Evidence for Medical Devices
Source ID: australia-tga-manufacturer-evidence-medical-devices
	Therapeutic Goods Administration
	regulator operational guidance
nonbinding guidance implementing binding duty
	Device / IVD
Transfer failed

	Procedure for Recalls, Product Alerts and Product Corrections
Source ID: australia-tga-prac
	Therapeutic Goods Administration
	regulator recall procedure
official operational guidance
	Device / IVD
Transfer failed

	Reporting Adverse Events for Medical Devices
Source ID: australia-tga-adverse-event-reporting-medical-devices
	Therapeutic Goods Administration
	regulator reporting guidance
nonbinding guidance implementing binding duty
	Device / IVD
Transfer failed

	TGA Medical Device Manufacturing Hub
Source ID: australia-tga-manufacturing-hub
	TGA
	regulator index
nonbinding guidance index
	Device / IVD
Transfer failed

	TGA Medical Device Single Audit Program
Source ID: australia-tga-mdsap
	TGA
	regulator guidance
nonbinding guidance
	Device / IVD
Transfer failed

	TGA Quality Management System Audits and Certification Guidance
Source ID: australia-tga-qms-audit-certification-guidance
	Therapeutic Goods Administration
	regulator guidance
nonbinding guidance
	Device / IVD
Transfer failed

	Therapeutic Goods (Medical Devices) Regulations 2002 - Compilation 71
Source ID: australia-medical-device-regulations
	Australian Government
	regulation
binding regulation
	Device / IVD
Searchable

	Therapeutic Goods (Medical Devices) Regulations 2002 - Latest Downloads Monitor
Source ID: australia-medical-device-regulations-latest-downloads-monitor
	Australian Government
	official version monitor
official discovery page
	Device / IVD
Searchable

	Therapeutic Goods Act 1989 - Compilation 89, Volume 1
Source ID: australia-therapeutic-goods-act
	Australian Parliament
	statute
binding statute
	Device / IVD
Searchable

	Therapeutic Goods Act 1989 - Compilation 89, Volume 2
Source ID: australia-therapeutic-goods-act-volume-2
	Australian Parliament
	statute
binding statute
	Device / IVD
Searchable

	Therapeutic Goods Act 1989 - Latest Downloads Monitor
Source ID: australia-therapeutic-goods-act-latest-downloads-monitor
	Australian Parliament
	official version monitor
official discovery page
	Device / IVD
Searchable

	Understanding Your Post-market Responsibilities for Medical Devices
Source ID: australia-tga-post-market-responsibilities
	Therapeutic Goods Administration
	regulator guidance
nonbinding guidance implementing binding duty
	Device / IVD
Transfer failed

	Electronic Transactions Act 1999 - latest compilation
Source ID: australia-electronic-transactions-act-1999-current
	Australian Parliament / Federal Register of Legislation
	statute latest compilation
binding commonwealth statute
	SaaS vendor-sale
Searchable

	Privacy Act 1988 — latest compilation
Source ID: australia-privacy-act
	Australian Parliament
	statute
binding statute
	SaaS vendor-sale
Searchable


AZ - Azerbaijan
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 6
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	AEM - Medical devices
Source ID: azerbaijan-medical-devices-monitor
	Analytical Expertise Center of the Ministry of Health (AEM)
	regulator medical devices monitor
official regulator source index not binding instrument
	Device / IVD
Searchable

	AEM - Medical-device registration legislation and dossier requirements
Source ID: azerbaijan-device-registration-operational-requirements
	Analytical Expertise Center of the Ministry of Health (AEM)
	regulator registration requirements translation
official noncontrolling operational translation
	Device / IVD
Searchable

	Cabinet of Ministers Decision No. 345 of 18 July 2024 on registration and the state register
Source ID: azerbaijan-device-registration-decision-345-2024
	Cabinet of Ministers of Azerbaijan
	binding cabinet decision official publication
binding national registration regulation
	Device / IVD
Searchable

	Cabinet of Ministers Resolution No. 460 - Regulation on Recall of Medicinal Products
Source ID: azerbaijan-recall-regulation-460-limited-devices
	Cabinet of Ministers of Azerbaijan / AEM
	binding cabinet resolution official regulator translation pdf
official noncontrolling translation of binding regulation
	Device / IVD
Searchable

	Cabinet of Ministers Resolution No. 503 of 25 December 2019 - Pharmacovigilance Regulation
Source ID: azerbaijan-pharmacovigilance-regulation-503-limited-devices
	Cabinet of Ministers of Azerbaijan / AEM
	binding cabinet resolution official regulator translation pdf
official noncontrolling translation of binding regulation
	Device / IVD
Searchable

	Law of the Republic of Azerbaijan on Medicinal Products - medical-device provisions
Source ID: azerbaijan-medicinal-products-law-medical-devices
	Ministry of Justice of Azerbaijan / e-Qanun
	binding statute official legal database text
binding national statute current text
	Device / IVD
Searchable


BH - Bahrain
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 7
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Medical Device Importation
Source ID: bahrain-device-importation-page
	National Health Regulatory Authority / Medical Devices Regulation
	official regulator importation requirements page
official regulator operational source
	Device / IVD
Searchable

	Medical Device Reporting
Source ID: bahrain-device-reporting-page
	National Health Regulatory Authority / Medical Devices Regulation
	official regulator vigilance reporting page
official regulator operational source
	Device / IVD
Searchable

	Medical Devices Labeling Guideline
Source ID: bahrain-medical-device-labeling-guideline
	National Health Regulatory Authority / Medical Devices Regulation
	official regulator labeling guideline pdf
official nonbinding regulator guidance
	Device / IVD
Searchable

	Medical Devices Registration Guideline, Version 6.0
Source ID: bahrain-registration-guideline-v6
	National Health Regulatory Authority / Medical Devices Regulation
	official regulator registration guideline pdf
official nonbinding regulator guidance with operational requirements
	Device / IVD
Searchable

	Medical Devices Regulation - Laws and Resolutions
Source ID: bahrain-nhra-mdr-laws-index
	National Health Regulatory Authority
	official regulator laws and resolutions index
official source index not binding instrument
	Device / IVD
Searchable

	Resolution No. 48 of 2020 on Medical Devices and Products Quality Control
Source ID: bahrain-resolution-48-2020-medical-devices
	National Health Regulatory Authority
	binding resolution official regulator pdf english
binding national resolution subject to amendment
	Device / IVD
Searchable

	Resolution No. 69 of 2024 Amending Resolution No. 48 of 2020
Source ID: bahrain-resolution-69-2024-amendment
	National Health Regulatory Authority
	binding amending resolution official regulator pdf english
binding national amending resolution
	Device / IVD
Searchable


BD - Bangladesh
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 5
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	DGDA Policies and Guidelines
Source ID: global-apac2-bd-dgda-policies-monitor
	Directorate General of Drug Administration
	official regulator policy monitor
official discovery index not legislation
	Device / IVD
Searchable

	DGDA Registered Medical Devices
Source ID: global-apac2-bd-registered-devices-monitor
	Directorate General of Drug Administration
	official regulator market register
official operational register not legislation
	Device / IVD
Searchable

	Drugs and Cosmetics Act, 2023 - Act No. 29 of 2023
Source ID: global-apac2-bd-drugs-cosmetics-act-2023
	Parliament of Bangladesh / Ministry of Law, Justice and Parliamentary Affairs
	binding act official legal database
binding act bengali controlling text
	Device / IVD
Transfer failed

	Guideline on the Regulation of Artificial Intelligence and Medical Robotics in Healthcare, Bangladesh - approval notice
Source ID: global-apac2-bd-ai-medical-robotics-guideline-2026
	Directorate General of Drug Administration
	official regulator approved guideline notice
approved guidance not binding legislation
	Device / IVD
Searchable

	Registration Guidelines for Medical Devices Bangladesh
Source ID: global-apac2-bd-medical-device-registration-guideline
	Directorate General of Drug Administration
	official nonbinding operational guideline landing
official guidance landing with legacy legal citations
	Device / IVD
Searchable


BY - Belarus
Readiness: Catalogued - interpretation required  |  Regional overlays: EAEU  |  Local source records: 6
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Council of Ministers Resolution No. 211 of 28 April 2026 on state registration and re-registration of medical devices
Source ID: belarus-device-registration-resolution-211-2026
	National Legal Internet Portal of the Republic of Belarus
	binding government resolution official legal portal text
binding national registration regulation
	Device / IVD
Searchable

	Law of the Republic of Belarus No. 2435-XII of 18 June 1993 on Healthcare
Source ID: belarus-health-law-2435-xii
	National Legal Internet Portal of the Republic of Belarus
	binding statute official legal portal current text
binding national statute current consolidation source
	Device / IVD
Searchable

	RCETH - Functions and tasks of the Medical Equipment Directorate
Source ID: belarus-device-regulator-functions
	Center for Examinations and Tests in Health Service (RCETH)
	regulator authority and operations page
official regulator information source
	Device / IVD
Searchable

	RCETH - Monitoring the quality of medical devices
Source ID: belarus-device-quality-monitoring-operations
	Center for Examinations and Tests in Health Service (RCETH)
	regulator device quality monitoring page
official regulator operational source
	Device / IVD
Searchable

	RCETH - Registration and re-registration of medical devices
Source ID: belarus-device-registration-documents-monitor
	Center for Examinations and Tests in Health Service (RCETH)
	regulator registration documents monitor
official regulator operational source index
	Device / IVD
Searchable

	RCETH - Safety and quality of medical devices
Source ID: belarus-device-safety-quality-monitor
	Center for Examinations and Tests in Health Service (RCETH)
	regulator device safety quality monitor
official regulator operational source
	Device / IVD
Searchable


BT - Bhutan
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 6
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Bhutan Medicines Rules and Regulation 2019
Source ID: global-asia3-bt-medicines-rules-2019
	Bhutan Food and Drug Authority
	binding regulation official regulator pdf
binding national rules subject to current scope confirmation
	Device / IVD
Transfer failed

	Guideline for Registration of Medical Devices 2022
Source ID: global-asia3-bt-device-registration-guideline-2022
	Bhutan Food and Drug Authority
	official regulator device guideline pdf
official administrative guidance not primary legislation
	Device / IVD
Searchable

	Medical Product Division
Source ID: global-asia3-bt-medical-product-division
	Bhutan Food and Drug Authority, Medical Product Division
	official regulator program portal
official operational source not independently binding
	Device / IVD
Searchable

	Medical Product Division FAQs
Source ID: global-asia3-bt-mpd-faq-current
	Bhutan Food and Drug Authority, Medical Product Division
	official regulator operational faq
official nonbinding operational guidance
	Device / IVD
Searchable

	Medicines Act of the Kingdom of Bhutan 2003
Source ID: global-asia3-bt-medicines-act-2003
	Bhutan Food and Drug Authority
	binding statute official regulator pdf
binding national act official english text
	Device / IVD
Transfer failed

	Zero Draft: Guideline for Post-Market and Market Surveillance of Medical Devices and Management of Adverse Events
Source ID: global-asia3-bt-device-vigilance-draft-2026
	Bhutan Food and Drug Authority
	official public consultation draft pdf
nonbinding zero draft not for implementation
	Device / IVD
Transfer failed


BO - Bolivia
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 4
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Circular MSyD/AGEMED/CR/05/2023 - Reporte de Lotes
Source ID: bolivia-agemed-circular-05-2023-lot-reporting
	Agencia Estatal de Medicamentos y Tecnologias en Salud (AGEMED)
	binding regulator circular
binding current administrative requirement
	Device / IVD
Searchable

	Listado oficial diario de registros sanitarios aprobados
Source ID: bolivia-agemed-authorized-products-register
	Agencia Estatal de Medicamentos y Tecnologias en Salud (AGEMED)
	regulator registration database
official market authorization source
	Device / IVD
Searchable

	Manual para Registro Sanitario de Dispositivos Medicos - Resolucion Ministerial 00113
Source ID: bolivia-agemed-device-registration-manual-rm-00113
	Agencia Estatal de Medicamentos y Tecnologias en Salud (AGEMED)
	binding regulator manual full text
official current baseline subject to currency confirmation
	Device / IVD
Searchable

	Vigilancia y Control - AGEMED
Source ID: bolivia-agemed-vigilance-and-control-monitor
	Agencia Estatal de Medicamentos y Tecnologias en Salud (AGEMED)
	regulator safety alert monitor
official postmarket monitoring source
	Device / IVD
Searchable


BA - Bosnia & Herzegovina
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 9
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	ALMBIH - Downloads and legislation
Source ID: bosnia-device-legislation-monitor
	Agency for Medicinal Products and Medical Devices of Bosnia and Herzegovina (ALMBIH)
	regulator legislation monitor
official regulator source index not binding instrument
	Device / IVD
Searchable

	ALMBIH instruction on recognition of IVDD EC certificates during transition to IVDR, 6 February 2025
Source ID: bosnia-ivdr-legacy-certificate-recognition-guidance-2025
	Agency for Medicinal Products and Medical Devices of Bosnia and Herzegovina (ALMBIH)
	official regulator transition guidance pdf
official nonbinding national recognition guidance
	Device / IVD
Searchable

	ALMBIH instruction on recognition of MDD/AIMDD EC certificates during transition to MDR, 6 February 2025
Source ID: bosnia-mdr-legacy-certificate-recognition-guidance-2025
	Agency for Medicinal Products and Medical Devices of Bosnia and Herzegovina (ALMBIH)
	official regulator transition guidance pdf
official nonbinding national recognition guidance
	Device / IVD
Searchable

	Law on Medicines and Medical Devices of Bosnia and Herzegovina, Official Gazette 58/08
Source ID: bosnia-medical-products-devices-law-58-2008
	Agency for Medicinal Products and Medical Devices of Bosnia and Herzegovina (ALMBIH)
	binding statute regulator hosted official gazette copy pdf
binding state statute original publication not consolidated
	Device / IVD
Searchable

	Rulebook amending the Rulebook on Medical Devices, Official Gazette 21/22
Source ID: bosnia-medical-devices-rulebook-amendment-21-2022
	Agency for Medicinal Products and Medical Devices of Bosnia and Herzegovina (ALMBIH)
	binding amending rulebook regulator hosted official gazette copy pdf
binding state amending rulebook
	Device / IVD
Acquired / needs ocr

	Rulebook on Good Distribution Practice for Medical Devices, Official Gazette 75/18
Source ID: bosnia-device-gdp-rulebook-75-2018
	Agency for Medicinal Products and Medical Devices of Bosnia and Herzegovina (ALMBIH)
	binding rulebook regulator hosted official gazette copy pdf
binding state rulebook original publication not consolidated
	Device / IVD
Searchable

	Rulebook on Manufacture and Wholesale of Medical Devices, Official Gazette 71/12
Source ID: bosnia-device-manufacture-wholesale-rulebook-71-2012
	Agency for Medicinal Products and Medical Devices of Bosnia and Herzegovina (ALMBIH)
	binding rulebook regulator hosted official gazette copy pdf
binding state rulebook original publication not consolidated
	Device / IVD
Searchable

	Rulebook on Medical Devices, Official Gazette 4/10
Source ID: bosnia-medical-devices-rulebook-4-2010
	Agency for Medicinal Products and Medical Devices of Bosnia and Herzegovina (ALMBIH)
	binding rulebook regulator hosted official gazette copy pdf
binding state rulebook original publication not consolidated
	Device / IVD
Searchable

	Rulebook on Monitoring Adverse Events Related to Medical Devices, Official Gazette 58/12
Source ID: bosnia-materiovigilance-rulebook-58-2012
	Agency for Medicinal Products and Medical Devices of Bosnia and Herzegovina (ALMBIH)
	binding rulebook regulator hosted official gazette copy pdf
binding state rulebook original publication not consolidated
	Device / IVD
Searchable


BW - Botswana
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 7
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Guideline for Application for Registration of Medical Devices, Issue 3.0
Source ID: botswana-device-registration-guideline-issue3
	Botswana Medicines Regulatory Authority
	official regulator registration guideline pdf
official nonbinding regulator guidance with operational requirements
	Device / IVD
Searchable

	Guideline for Labelling of Medical Devices Including IVDs, Issue 1.0
Source ID: botswana-device-labeling-guideline
	Botswana Medicines Regulatory Authority
	official regulator labeling guideline landing page
official nonbinding regulator guidance
	Device / IVD
Searchable

	Guidelines on Good Distribution Practices for Medical Devices, Issue 1
Source ID: botswana-device-good-distribution-guideline
	Botswana Medicines Regulatory Authority
	official regulator good distribution guideline landing page
official nonbinding regulator guidance
	Device / IVD
Searchable

	Medical Device Adverse Event Reporting Form for Healthcare Professionals and Users, Issue 1.1
Source ID: botswana-device-adverse-event-form
	Botswana Medicines Regulatory Authority
	official regulator device adverse event form landing page
official regulator operational form not complete vigilance law
	Device / IVD
Transfer failed

	Medical Devices Regulatory Update, 2026
Source ID: botswana-medical-device-regulatory-update-2026
	Botswana Medicines Regulatory Authority
	official regulator transition communication pdf
official regulator operational communication not binding regulation
	Device / IVD
Searchable

	Medicines and Related Substances Act, 2013
Source ID: botswana-medicines-related-substances-act-2013
	Botswana Medicines Regulatory Authority / Republic of Botswana
	binding statute official regulator pdf
binding national statute pending confirmation of successor commencement
	Device / IVD
Acquired / needs ocr

	Medicines and Related Substances Act, 2025
Source ID: botswana-medicines-related-substances-act-2025
	Botswana Medicines Regulatory Authority / Republic of Botswana
	enacted statute official regulator pdf
enacted awaiting or unverified commencement not active by assumption
	Device / IVD
Searchable


BR - Brazil
Readiness: Named baseline - legal review required  |  Regional overlays: None  |  Local source records: 17
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	ANVISA Medical Product MDSAP Legislation Hub
Source ID: brazil-anvisa-mdsap-legislation-hub
	ANVISA
	regulator legislation index
official regulatory index
	Device / IVD
Searchable

	ANVISA Normative Instruction IN 426/2026 — SIUD requirements
Source ID: brazil-in-426-2026-siud
	ANVISA
	binding normative instruction current text
binding regulation
	Device / IVD
Searchable

	ANVISA RDC 591/2021 — Unique Device Identification, current Portuguese text
Source ID: brazil-rdc-591-2021-udi
	ANVISA
	binding regulation current text
binding regulation
	Device / IVD
Searchable

	ANVISA RDC 665/2022 — Good Manufacturing Practices
Source ID: brazil-rdc-665-2022-explanation
	ANVISA
	regulator rule material
binding resolution and explanatory material
	Device / IVD
Searchable

	ANVISA RDC 665/2022 — Official English Translation, full text
Source ID: brazil-rdc-665-2022-en-full
	ANVISA
	regulation translation
official translation reference
	Device / IVD
Searchable

	ANVISA RDC 687/2022 — Commented Official Publication
Source ID: brazil-rdc-687-2022-commented
	ANVISA
	regulation and regulator commentary
binding resolution with nonbinding commentary
	Device / IVD
Searchable

	ANVISA RDC 751/2022 — Official English Translation
Source ID: brazil-rdc-751-2022-en
	ANVISA
	regulation translation
official translation reference
	Device / IVD
Searchable

	ANVISA RDC 830/2023 — Official English Translation
Source ID: brazil-rdc-830-2023-en
	ANVISA
	regulation translation
official translation reference
	Device / IVD
Searchable

	ANVISA SIUD User Manual — current release
Source ID: brazil-siud-manual-2026
	ANVISA
	regulator system manual
nonbinding regulator operational guidance
	Device / IVD
Searchable

	ANVISA — Device types with SIUD transmission suspended
Source ID: brazil-siud-suspended-device-types
	ANVISA
	dynamic binding implementing list
regulator dynamic list with binding effect
	Device / IVD
Searchable

	RDC 551/2021 - Field Actions (Portuguese Official Gazette)
Source ID: brazil-rdc-551-2021-field-action-portuguese
	ANVISA and Imprensa Nacional
	regulation official gazette
binding regulation
	Device / IVD
Transfer failed

	RDC 557/2021 - Technovigilance (Portuguese Controlling Text)
Source ID: brazil-rdc-557-2021-technovigilance-portuguese
	ANVISA
	regulation authentic language
binding regulation
	Device / IVD
Searchable

	RDC 67/2009 - Technovigilance (Portuguese Controlling Text)
Source ID: brazil-rdc-67-2009-technovigilance-portuguese
	ANVISA
	regulation authentic language
binding regulation
	Device / IVD
Searchable

	ANPD Resolution 15/2024 — Security Incident Reporting Regulation, official English version
Source ID: brazil-anpd-res15-2024-security-incident
	ANPD
	regulation official english version
official translation reference
	SaaS vendor-sale
Searchable

	ANPD Resolution 19/2024 — International Data Transfer Regulation
Source ID: brazil-anpd-res19-2024-international-transfer
	ANPD
	binding regulation official current text
binding regulation
	SaaS vendor-sale
Searchable

	Brazil LGPD — Law 13.709/2018, official English version
Source ID: brazil-lgpd-official-english
	ANPD
	statute official english version
official translation reference
	SaaS vendor-sale
Searchable

	Lei 13.709/2018 — LGPD, current consolidated text
Source ID: brazil-lgpd
	Presidency of Brazil
	statute
binding statute
	SaaS vendor-sale
Transfer failed


BN - Brunei
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 2
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Index to the Laws of Brunei
Source ID: global-apac2-bn-agc-laws-index-device-gap
	Attorney General's Chambers, Brunei Darussalam
	official government legal discovery index
official discovery only not device legislation
	Device / IVD
Searchable

	Ministry of Health Departments
Source ID: global-apac2-bn-moh-departments-device-gap
	Ministry of Health, Brunei Darussalam
	official ministry authority discovery page
official discovery only not device legislation
	Device / IVD
Searchable


KH - Cambodia
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 4
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Cambodia Pharmaceutical Online Registration System - About Us
Source ID: global-apac2-kh-campors-about
	Ministry of Health, Department of Drugs and Food
	official regulator registration portal description
official operational portal not legislation
	Device / IVD
Transfer failed

	CamPORS Medical Device Application
Source ID: global-apac2-kh-medical-device-application
	Ministry of Health, Department of Drugs and Food
	official regulator operational guidance landing
official guidance landing not legislation
	Device / IVD
Transfer failed

	CamPORS Post Attachments
Source ID: global-apac2-kh-campors-current-documents
	Ministry of Health, Department of Drugs and Food
	official regulator document discovery index
official discovery index not legislation
	Device / IVD
Transfer failed

	Ministry of Health Sub-Decrees
Source ID: global-apac2-kh-moh-subdecree-monitor-device-gap
	Ministry of Health, Cambodia
	official ministry legal discovery index
official discovery only not consolidated law
	Device / IVD
Searchable


CA - Canada
Readiness: Named baseline - legal review required  |  Regional overlays: None  |  Local source records: 14
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Food and Drugs Act — current full text
Source ID: canada-food-and-drugs-act
	Parliament of Canada
	statute
binding statute
	Device / IVD
Searchable

	Foreign Risk Notification for Medical Devices - Submission
Source ID: canada-medical-device-foreign-risk-notification
	Health Canada
	regulator submission guidance
nonbinding guidance implementing binding duty
	Device / IVD
Transfer failed

	Guidance on Medical Device Establishment Licensing GUI-0016
Source ID: canada-medical-device-establishment-licensing-gui-0016
	Health Canada
	regulator guidance
nonbinding guidance implementing binding duty
	Device / IVD
Transfer failed

	Health Canada Guidance on Medical Device Incident Reporting
Source ID: canada-medical-device-incident-reporting-guidance-2021
	Health Canada
	regulator guidance
nonbinding guidance
	Device / IVD
Transfer failed

	Health Canada Guidance — Requirements for Recognition of MDSAP Auditing Organizations
Source ID: canada-mdsap-recognition-guidance
	Health Canada
	regulator guidance
nonbinding guidance
	Device / IVD
Transfer failed

	Health Canada Handling Complaints about Medical Devices GUI-0065
Source ID: canada-medical-device-complaint-handling-gui-0065
	Health Canada
	regulator guidance
nonbinding guidance
	Device / IVD
Transfer failed

	Health Canada Medical Device Problem Reporting for Industry
Source ID: canada-industry-medical-device-problem-reporting-hub
	Health Canada
	regulator operational guidance
nonbinding guidance
	Device / IVD
Transfer failed

	Health Canada Medical Devices Guidance Documents
Source ID: canada-device-guidance-index
	Health Canada
	guidance index
nonbinding guidance index
	Device / IVD
Transfer failed

	Health Canada Medical Devices Recall Guide GUI-0054
Source ID: canada-medical-device-recall-guide-gui-0054
	Health Canada
	regulator guidance
nonbinding guidance
	Device / IVD
Transfer failed

	Medical Device Reports and Analyses Guidance
Source ID: canada-medical-device-summary-reports-guidance
	Health Canada
	regulator guidance
nonbinding guidance implementing binding duty
	Device / IVD
Transfer failed

	Medical Devices Regulations — SOR/98-282
Source ID: canada-medical-devices-regulations
	Governor in Council / Health Canada
	regulation
binding regulation
	Device / IVD
Searchable

	Regulations Amending the Medical Devices Regulations (Establishment Licences) — SOR/2026-110
Source ID: canada-sor-2026-110-mdel-amendment
	Governor in Council / Canada Gazette
	binding amending regulation official gazette
binding future effective regulation
	Device / IVD
Searchable

	Personal Information Protection and Electronic Documents Act — current full text
Source ID: canada-pipeda
	Parliament of Canada
	statute
binding statute
	SaaS vendor-sale
Searchable

	Secure Electronic Signature Regulations SOR/2005-30
Source ID: canada-secure-electronic-signature-regulations-sor-2005-30
	Government of Canada, Department of Justice
	regulation current consolidated pdf
binding federal regulation scope limited
	SaaS vendor-sale
Searchable


CL - Chile
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 15
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Alertas de dispositivos medicos
Source ID: chile-isp-device-alerts
	Instituto de Salud Publica de Chile
	regulator safety alert monitor
official postmarket monitoring source
	Device / IVD
Searchable

	Codigo Sanitario - Decreto con Fuerza de Ley 725
Source ID: chile-codigo-sanitario-current
	Biblioteca del Congreso Nacional de Chile
	law consolidated text
binding current consolidated text
	Device / IVD
Searchable

	Decreto 825 de 1998 - Reglamento de control de productos y elementos de uso medico
Source ID: chile-decreto-825-1998-medical-devices
	Ministerio de Salud / Biblioteca del Congreso Nacional de Chile
	regulation consolidated text
binding current as amended
	Device / IVD
Searchable

	Decreto Exento 25 de 2026 - products subject to sanitary control
Source ID: chile-decreto-exento-25-2026-registration-expansion
	Ministerio de Salud / Biblioteca del Congreso Nacional de Chile
	implementing decree
binding phased implementation
	Device / IVD
Searchable

	Decreto Exento 31 de 2026 - blood-bank IVD reagents
Source ID: chile-decreto-exento-31-2026-ivd-blood
	Ministerio de Salud / Biblioteca del Congreso Nacional de Chile
	implementing decree
binding future effective
	Device / IVD
Searchable

	Decreto Exento 47 de 2025 - agujas y jeringas hipodermicas esteriles de un solo uso
Source ID: chile-decreto-exento-47-2025-needles-syringes
	Ministerio de Salud / Biblioteca del Congreso Nacional
	implementing decree
binding future effective
	Device / IVD
Searchable

	Decreto Exento 5 de 2025 - reactivos inmunohematologicos
Source ID: chile-decreto-exento-5-2025-immunohematology-ivd
	Ministerio de Salud / Biblioteca del Congreso Nacional
	implementing decree
binding current regulation
	Device / IVD
Searchable

	Decreto Exento 63 de 2022 - sistema de trazabilidad de dispositivos medicos
Source ID: chile-decreto-exento-63-2022-device-traceability
	Ministerio de Salud / Biblioteca del Congreso Nacional
	implementing decree
binding current regulation
	Device / IVD
Searchable

	Normativa ANDIM
Source ID: chile-isp-regulatory-monitor
	Instituto de Salud Publica de Chile
	regulator monitor page
official monitoring source
	Device / IVD
Searchable

	Registro y autorizacion de dispositivos medicos
Source ID: chile-isp-device-registration-hub
	Instituto de Salud Publica de Chile
	regulator procedure hub
official administrative source
	Device / IVD
Searchable

	Tecnovigilancia - ISP Chile
Source ID: chile-isp-technovigilance-hub
	Instituto de Salud Publica de Chile
	regulator vigilance hub
official administrative source
	Device / IVD
Searchable

	Law No. 19,628 on Protection of Private Life - current text
Source ID: saas-cl-personal-data-law-19628-current
	National Congress / Biblioteca del Congreso Nacional
	binding statute official consolidated text
binding current law until 2026 11 30
	SaaS vendor-sale
Searchable

	Law No. 19,799 on Electronic Documents, Electronic Signatures and Certification Services
Source ID: saas-cl-electronic-documents-signatures-19799
	National Congress / Biblioteca del Congreso Nacional
	binding statute official consolidated text
binding current law
	SaaS vendor-sale
Searchable

	Law No. 21,663, Cybersecurity Framework Law
Source ID: saas-cl-cybersecurity-framework-21663
	National Congress / Biblioteca del Congreso Nacional
	binding statute official consolidated text
binding scope limited law
	SaaS vendor-sale
Searchable

	Law No. 21,719 modernizing Law No. 19,628 - version effective 1 December 2026
Source ID: saas-cl-personal-data-reform-21719-future
	National Congress / Biblioteca del Congreso Nacional
	binding statute official future version
enacted future effective 2026 12 01
	SaaS vendor-sale
Searchable


CN - China
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 17
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Administrative Measures for Medical Device Recalls - CFDA Decree No. 29
Source ID: global-apac-cn-recall-decree-29
	China Food and Drug Administration / NMPA
	binding departmental rule official english
official translation reference
	Device / IVD
Searchable

	Measures for the Administration of Medical Device Adverse Event Monitoring and Re-evaluation - Decree No. 1
Source ID: global-apac-cn-adverse-event-decree-1
	State Administration for Market Regulation / National Health Commission
	binding departmental rule official english
official translation reference
	Device / IVD
Searchable

	Measures for the Administration of Medical Device Registration and Filing - SAMR Decree No. 47
Source ID: global-apac-cn-device-registration-decree-47
	State Administration for Market Regulation / NMPA
	binding departmental rule official english
official translation reference
	Device / IVD
Searchable

	Measures for the Administration of Registration and Filing of In Vitro Diagnostic Reagents - SAMR Decree No. 48
Source ID: global-apac-cn-ivd-registration-decree-48
	State Administration for Market Regulation / NMPA
	binding departmental rule official english
official translation reference
	Device / IVD
Searchable

	Measures for the Supervision and Administration of Medical Device Production - SAMR Decree No. 53
Source ID: global-apac-cn-manufacturing-decree-53
	State Administration for Market Regulation / NMPA
	binding departmental rule official english
official translation reference
	Device / IVD
Searchable

	NMPA [2025] No. 107 revised Good Manufacturing Practice for Medical Devices — complete Chinese text
Source ID: global-apac-cn-medical-device-gmp-2025-fulltext-chinese
	National Medical Products Administration / State Council portal
	binding future effective full text official copy
controlling chinese text future effective 2026-11-01
	Device / IVD
Acquired / failed

	NMPA Announcement [2025] No. 107 — revised Good Manufacturing Practice for Medical Devices
Source ID: global-apac-cn-medical-device-gmp-2025-no-107
	National Medical Products Administration
	official translation of binding announcement
official translation reference future effective 2026-11-01
	Device / IVD
Searchable

	NMPA Current Regulations
Source ID: global-apac-cn-current-regulations-monitor
	NMPA
	official regulator legal monitor
official translation and update monitor
	Device / IVD
Searchable

	NMPA interpretation — revision and release of the Good Manufacturing Practice for Medical Devices
Source ID: global-apac-cn-medical-device-gmp-2025-interpretation
	National Medical Products Administration
	official policy interpretation
official nonbinding interpretation of future binding gmp
	Device / IVD
Searchable

	Regulations for the Supervision and Administration of Medical Devices - State Council Order No. 739
Source ID: global-apac-cn-state-council-order-739
	State Council of the People's Republic of China / National Health Commission
	binding regulation official current text
binding regulation
	Device / IVD
Transfer failed

	Rules for Unique Device Identification System
Source ID: global-apac-cn-udi-rules
	NMPA
	binding implementation rule official english
official translation reference
	Device / IVD
Searchable

	Cybersecurity Law of the People's Republic of China - amended 2025
Source ID: saas-cn-cybersecurity-law-amended-2025
	National People's Congress Standing Committee / Cyberspace Administration of China
	binding statute official current text
binding current law effective 2026 01 01
	SaaS vendor-sale
Searchable

	Electronic Signature Law of the People's Republic of China
Source ID: saas-cn-electronic-signature-law
	National People's Congress Standing Committee / Cyberspace Administration of China
	binding statute official text with currency gap
binding law amended 2019
	SaaS vendor-sale
Searchable

	Interim Measures for the Management of Generative Artificial Intelligence Services
Source ID: saas-cn-generative-ai-interim-measures
	Cyberspace Administration of China and co-issuing ministries
	binding departmental measures official text
binding current measures effective 2023 08 15
	SaaS vendor-sale
Searchable

	Law of the People's Republic of China on Building an Accessible Environment
Source ID: saas-cn-accessible-environment-law-2023
	National People's Congress Standing Committee
	binding statute official gazette pdf
binding current law effective 2023 09 01
	SaaS vendor-sale
Transfer failed

	Personal Information Protection Law of the People's Republic of China
Source ID: saas-cn-personal-information-protection-law
	National People's Congress Standing Committee
	binding statute official text
binding current law
	SaaS vendor-sale
Transfer failed

	Regulations on Network Data Security Management
Source ID: saas-cn-network-data-security-regulation
	State Council / Cyberspace Administration of China
	binding administrative regulation official text
binding current regulation effective 2025 01 01
	SaaS vendor-sale
Searchable


CO - Colombia
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 11
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Alertas sanitarias de dispositivos medicos
Source ID: colombia-invima-device-alerts
	INVIMA
	regulator safety alert monitor
official postmarket monitoring source
	Device / IVD
Transfer failed

	Decreto 3770 de 2004 - in vitro diagnostic reagents
Source ID: colombia-decreto-3770-2004-ivd
	Ministerio de la Proteccion Social / SUIN-Juriscol
	regulation consolidated text
binding current as amended
	Device / IVD
Transfer failed

	Decreto 4725 de 2005 - medical-device sanitary registrations
Source ID: colombia-decreto-4725-2005-medical-devices
	Ministerio de la Proteccion Social / SUIN-Juriscol
	regulation consolidated text
binding current as amended
	Device / IVD
Transfer failed

	Dispositivos medicos y equipos biomedicos
Source ID: colombia-invima-device-hub
	INVIMA
	regulator procedure hub
official administrative source
	Device / IVD
Transfer failed

	Estandar semantico y codificacion de dispositivos medicos
Source ID: colombia-invima-udi-operations
	INVIMA
	regulator implementation hub
official administrative source
	Device / IVD
Transfer failed

	Programa Nacional de Tecnovigilancia
Source ID: colombia-invima-technovigilance-hub
	INVIMA
	regulator vigilance hub
official administrative source
	Device / IVD
Transfer failed

	Resolucion 1405 de 2022 - device semantic standard and coding
Source ID: colombia-resolucion-1405-2022-udi-di
	Ministerio de Salud y Proteccion Social / INVIMA
	regulation full text
binding current regulation
	Device / IVD
Transfer failed

	Resolucion 4002 de 2007 - storage and conditioning capacity requirements
Source ID: colombia-resolucion-4002-2007-ccaa
	Ministerio de la Proteccion Social / INVIMA
	regulation full text
binding regulation
	Device / IVD
Transfer failed

	Resolucion 4816 de 2008 - Programa Nacional de Tecnovigilancia
Source ID: colombia-resolucion-4816-2008-technovigilance
	Ministerio de la Proteccion Social / INVIMA
	regulation full text
binding regulation
	Device / IVD
Transfer failed

	Law 527 of 1999 on Data Messages, Electronic Commerce and Digital Signatures
Source ID: saas-co-electronic-commerce-signatures-law-527
	Congress / SUIN-Juriscol
	binding statute official text
binding current law
	SaaS vendor-sale
Transfer failed

	Statutory Law 1581 of 2012 - General Personal Data Protection Regime
Source ID: saas-co-personal-data-law-1581
	Congress / Departamento Administrativo de la Funcion Publica
	binding statute official text
binding current law
	SaaS vendor-sale
Searchable


CR - Costa Rica
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 9
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Consulta publica - Ministerio de Salud
Source ID: costa-rica-minsalud-public-consultations
	Ministerio de Salud
	regulator monitor page
official monitoring source
	Device / IVD
Searchable

	Decreto Ejecutivo 39342-S - Reglamento al Sistema Nacional de Tecnovigilancia
Source ID: costa-rica-decreto-39342-s-technovigilance
	Poder Ejecutivo / Procuraduria General de la Republica
	regulation original text
binding current as amended
	Device / IVD
Transfer failed

	Decreto Ejecutivo 43902-S - RTCR 505:2022 Equipo y Material Biomedico
Source ID: costa-rica-decreto-43902-s-rtcr-505-2022
	Poder Ejecutivo / Procuraduria General de la Republica
	regulation consolidated text
binding current regulation
	Device / IVD
Transfer failed

	Ley General de Salud 5395 - texto completo
Source ID: costa-rica-ley-5395-general-health-current
	Procuraduria General de la Republica
	law consolidated text
binding current consolidated text
	Device / IVD
Transfer failed

	Registro de Equipo y Material Biomedico
Source ID: costa-rica-minsalud-device-registration-hub
	Ministerio de Salud
	regulator procedure hub
official administrative source
	Device / IVD
Searchable

	Tecnovigilancia
Source ID: costa-rica-minsalud-technovigilance
	Ministerio de Salud
	regulator vigilance hub
official administrative source
	Device / IVD
Searchable

	Executive Decree No. 37554-JP - Regulation to Law No. 8968
Source ID: saas-cr-personal-data-regulation-37554
	Executive Branch / Procuraduria General de la Republica
	binding decree official consolidated text
binding current regulation
	SaaS vendor-sale
Transfer failed

	Law No. 8454 on Certificates, Digital Signatures and Electronic Documents
Source ID: saas-cr-certificates-digital-signatures-law-8454
	Legislative Assembly / Procuraduria General de la Republica
	binding statute official consolidated text
binding current law
	SaaS vendor-sale
Transfer failed

	Law No. 8968 on Protection of the Person regarding Processing of Personal Data
Source ID: saas-cr-personal-data-law-8968
	Legislative Assembly / Procuraduria General de la Republica
	binding statute official consolidated text
binding current law
	SaaS vendor-sale
Transfer failed


CI - Côte d’Ivoire
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 2
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	AIRP Online Services
Source ID: cote-ivoire-airp-online-services-access-gap
	Ivorian Pharmaceutical Regulatory Authority (AIRP)
	official regulator online services locator unavailable at review
official operational locator access blocked not legal authority
	Device / IVD
Searchable

	Legal Texts
Source ID: cote-ivoire-airp-legal-texts-access-gap
	Ivorian Pharmaceutical Regulatory Authority (AIRP)
	official regulator legal texts index unavailable at review
official source locator not binding instrument access blocked
	Device / IVD
Searchable


DO - Dominican Republic
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 3
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Autorizacion y notificacion de publicidad y promocion de productos sanitarios
Source ID: dominican-republic-digemaps-sanitary-products-advertising
	Direccion General de Medicamentos, Alimentos y Productos Sanitarios (DIGEMAPS)
	regulator procedure page
official current administrative source
	Device / IVD
Searchable

	Ley General de Salud 42-01
Source ID: dominican-republic-law-42-01-general-health
	Congreso Nacional / Direccion General de Medicamentos, Alimentos y Productos Sanitarios (DIGEMAPS)
	law full text
binding base law subject to amendment check
	Device / IVD
Searchable

	Registro Sanitario de Productos Sanitarios
Source ID: dominican-republic-digemaps-product-registration
	Direccion General de Medicamentos, Alimentos y Productos Sanitarios (DIGEMAPS)
	regulator procedure page
official current administrative source
	Device / IVD
Searchable


EC - Ecuador
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 3
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	ARCSA-004-01-10 - Emision de certificado de registro sanitario para dispositivos medicos por homologacion
Source ID: ecuador-arcsa-device-homologation-procedure-2024
	Agencia Nacional de Regulacion, Control y Vigilancia Sanitaria (ARCSA) / Registro Unico de Tramites y Regulaciones
	official procedure record
official administrative source not standalone law
	Device / IVD
Searchable

	Resolucion ARCSA-DE-003-2017-CFMR - Normativa Tecnica Sanitaria para el control y funcionamiento del Sistema Nacional de Tecnovigilancia
Source ID: ecuador-arcsa-resolution-003-2017-technovigilance
	Agencia Nacional de Regulacion, Control y Vigilancia Sanitaria (ARCSA)
	regulation full text
binding current subject to amendment check
	Device / IVD
Searchable

	Resolucion ARCSA-DE-026-2016-YMIH - Normativa Tecnica Sanitaria Sustitutiva para el registro sanitario y control de dispositivos medicos de uso humano
Source ID: ecuador-arcsa-resolution-026-2016-device-regulation-current
	Agencia Nacional de Regulacion, Control y Vigilancia Sanitaria (ARCSA)
	regulation current compilation
binding current as amended
	Device / IVD
Transfer failed


EG - Egypt
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 8
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	EDA - Egyptian Guideline for Medical Device Vigilance System
Source ID: egypt-device-vigilance-guideline
	Egyptian Drug Authority / Central Administration of Medical Devices
	regulator vigilance guideline
official regulator requirement
	Device / IVD
Searchable

	EDA - Laws and Executive Regulations
Source ID: egypt-eda-laws-executive-regulations
	Egyptian Drug Authority
	regulator legislation index
official source index for binding law
	Device / IVD
Searchable

	EDA - Regulatory Guideline on Requirements for Unique Device Identification
Source ID: egypt-device-udi-guideline
	Egyptian Drug Authority / Central Administration of Medical Devices
	regulator udi guideline
official regulator requirement
	Device / IVD
Searchable

	EDA - Regulatory Guidelines for the Central Administration of Medical Devices
Source ID: egypt-device-guidelines-monitor
	Egyptian Drug Authority / Central Administration of Medical Devices
	regulator guidelines monitor
official regulator source index
	Device / IVD
Searchable

	EDA EDREX GL.CAMD.002 v02/2025 - Registration of Imported and Local Medical Devices Holding International Quality Certificates
Source ID: egypt-device-registration-qms-guideline
	Egyptian Drug Authority / Central Administration of Medical Devices
	official regulator registration guideline pdf
official regulator guideline operational requirement
	Device / IVD
Searchable

	Data Protection Officer Guidelines - Version 1.1
Source ID: saas-eg-pdpc-dpo-guidelines-2026
	Personal Data Protection Center
	official regulator operational guidance pdf
official nonbinding guidance version 1 1 2026 01 26
	SaaS vendor-sale
Searchable

	Law No. 15 of 2004 Regulating Electronic Signature
Source ID: saas-eg-electronic-signature-law-15-2004
	Parliament / Information Technology Industry Development Agency
	binding statute official english translation pdf
official translation reference amendment chain required
	SaaS vendor-sale
Searchable

	Official confirmation of Law No. 151 of 2020 on Personal Data Protection
Source ID: saas-eg-personal-data-law-151-2020-status
	State Information Service
	official government status notice not primary text
binding law confirmed primary text acquisition gap
	SaaS vendor-sale
Searchable


SV - El Salvador
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 4
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Reglamentos Tecnicos Salvadorenos - SRS
Source ID: el-salvador-srs-device-regulations-hub
	Superintendencia de Regulacion Sanitaria (SRS)
	regulator monitor and download hub
official monitoring source
	Device / IVD
Searchable

	RTS 11.03.02:21 - Dispositivos medicos. Requisitos para la regulacion sanitaria de dispositivos medicos
Source ID: el-salvador-rts-11-03-02-21-device-regulation
	Organismo Salvadoreno de Reglamentacion Tecnica (OSARTEC) / Superintendencia de Regulacion Sanitaria
	binding technical regulation full text
binding current technical regulation
	Device / IVD
Transfer failed

	RTS 11.03.03:22 - Buenas practicas de manufactura de dispositivos medicos y su guia de verificacion
Source ID: el-salvador-rts-11-03-03-22-device-gmp
	Organismo Salvadoreno de Reglamentacion Tecnica (OSARTEC) / Superintendencia de Regulacion Sanitaria
	binding technical regulation full text
binding current technical regulation
	Device / IVD
Transfer failed

	RTS 11.03.04:23 - Vigilancia postcomercializacion de dispositivos medicos. Tecnovigilancia
Source ID: el-salvador-rts-11-03-04-23-technovigilance
	Organismo Salvadoreno de Reglamentacion Tecnica (OSARTEC) / Superintendencia de Regulacion Sanitaria
	binding technical regulation download
binding current technical regulation
	Device / IVD
Searchable


ET - Ethiopia
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 7
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Food and Medicine Administration Proclamation No. 1112/2019
Source ID: ethiopia-proclamation-1112-2019-food-medicine
	Ethiopian Food and Drug Authority
	binding statute official regulator publication page
binding national statute subject to amendment
	Device / IVD
Searchable

	General Guidelines for Medical Devices Marketing Authorization, Fourth Edition, 2021
Source ID: ethiopia-general-device-marketing-authorization-2021
	Ethiopian Food and Drug Authority
	official regulator medical device marketing authorization guideline pdf
official nonbinding regulator guidance with operational requirements
	Device / IVD
Searchable

	Guideline for Medical Devices Good Manufacturing Practice
Source ID: ethiopia-medical-device-gmp-guideline
	Ethiopian Food and Drug Authority
	official regulator medical device gmp guideline pdf
official nonbinding regulator guidance with inspection expectations
	Device / IVD
Searchable

	Guidelines for In Vitro Diagnostic Medical Device Registration Requirements
Source ID: ethiopia-ivd-registration-guideline
	Ethiopian Food and Drug Authority
	official regulator ivd registration guideline pdf
official nonbinding regulator guidance
	Device / IVD
Searchable

	Guidelines for Non-IVD Medical Device Registration Requirements
Source ID: ethiopia-non-ivd-registration-guideline
	Ethiopian Food and Drug Authority
	official regulator non ivd registration guideline pdf
official nonbinding regulator guidance
	Device / IVD
Searchable

	Medical Devices Post-Marketing Surveillance Guideline
Source ID: ethiopia-medical-device-post-market-surveillance-guideline
	Ethiopian Food and Drug Authority
	official regulator medical device post market guideline pdf
official nonbinding regulator guidance
	Device / IVD
Searchable

	Medical Devices Recall Guideline
Source ID: ethiopia-medical-device-recall-guideline-page
	Ethiopian Food and Drug Authority
	official regulator medical device recall publication page
official nonbinding regulator guidance
	Device / IVD
Searchable


GE - Georgia
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 4
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Government Resolution No. 334 of 4 October 2024 amending Resolution No. 386/2023
Source ID: georgia-device-clinical-investigations-amendment-334-2024
	Government of Georgia / Legislative Herald of Georgia (Matsne)
	binding amending government resolution official publication
binding national amending regulation
	Device / IVD
Searchable

	Government Resolution No. 386 of 4 October 2023 approving the Technical Regulation on Clinical Investigations of Medical Devices
Source ID: georgia-device-clinical-investigations-regulation-386-2023
	Government of Georgia / Legislative Herald of Georgia (Matsne)
	binding government resolution official publication
binding national technical regulation original publication not consolidated
	Device / IVD
Searchable

	Law of Georgia on Health Care
Source ID: georgia-health-care-law-medical-devices
	Legislative Herald of Georgia (Matsne)
	binding statute official current text
binding national statute
	Device / IVD
Searchable

	Product Safety and Free Movement Code of Georgia
Source ID: georgia-product-safety-free-movement-code
	Legislative Herald of Georgia (Matsne)
	binding code official consolidated translation
binding national code translation not controlling
	Device / IVD
Searchable


GH - Ghana
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 6
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Guideline for Licensing of Premises for Manufacturing Medical Devices
Source ID: ghana-device-manufacturer-premises-guideline
	Food and Drugs Authority Ghana
	official regulator manufacturer licensing guideline pdf
official nonbinding regulator guidance
	Device / IVD
Searchable

	Guidelines for Safety Monitoring
Source ID: ghana-fda-safety-monitoring-guidelines
	Food and Drugs Authority Ghana
	official regulator safety monitoring index
official regulator guidance index not binding instrument
	Device / IVD
Searchable

	Guidelines for the Registration of Medical Devices
Source ID: ghana-device-registration-guideline
	Food and Drugs Authority Ghana
	official regulator registration guideline pdf
official nonbinding regulator guidance
	Device / IVD
Searchable

	Medical Devices Guidelines
Source ID: ghana-fda-device-guidelines-index
	Food and Drugs Authority Ghana
	official regulator device guidelines index
official regulator source index not binding instrument
	Device / IVD
Searchable

	Medical Devices Registration
Source ID: ghana-fda-device-registration
	Food and Drugs Authority Ghana
	official regulator registration requirements page
official regulator operational source
	Device / IVD
Searchable

	Medical Devices, Cosmetics and Household Chemical Substances - Regulatory Mandate
Source ID: ghana-fda-medical-device-mandate
	Food and Drugs Authority Ghana
	official regulator statutory mandate summary
official summary not authentic consolidated statute
	Device / IVD
Searchable


GT - Guatemala
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 4
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Decreto 90-97 - Codigo de Salud actualizado
Source ID: guatemala-health-code-decree-90-97-current-copy
	Congreso de la Republica / Ministerio de Salud Publica y Asistencia Social (MSPAS)
	law updated copy
binding base law as amended subject to currency check
	Device / IVD
Searchable

	F-FV-c-04 Version 03-2025 - Boleta de Notificacion de Tecnovigilancia
Source ID: guatemala-technovigilance-form-2025
	Ministerio de Salud Publica y Asistencia Social (MSPAS), Programa Nacional de Farmacovigilancia
	regulator reporting form
official current reporting channel not standalone law
	Device / IVD
Searchable

	Norma Tecnica 37 Version 5-2016 - Inscripcion sanitaria de dispositivos medicos
Source ID: guatemala-nt-37-2016-device-registration
	Ministerio de Salud Publica y Asistencia Social (MSPAS), DRCPFA
	binding technical norm full text
official current technical norm subject to currency check
	Device / IVD
Acquired / needs ocr

	Norma Tecnica 40 - Inscripcion sanitaria de reactivos para diagnostico in vitro
Source ID: guatemala-nt-40-ivd-registration
	Ministerio de Salud Publica y Asistencia Social (MSPAS), DRCPFA
	binding technical norm full text
official current technical norm subject to currency check
	Device / IVD
Acquired / needs ocr


HN - Honduras
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 3
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	ARSA - Agencia de Regulacion Sanitaria
Source ID: honduras-arsa-device-regulatory-monitor
	Agencia de Regulacion Sanitaria (ARSA)
	regulator monitor page
official monitoring source
	Device / IVD
Searchable

	Centro Nacional de Tecnovigilancia - Tramites
Source ID: honduras-arsa-technovigilance-procedures
	Agencia de Regulacion Sanitaria (ARSA), Centro Nacional de Tecnovigilancia
	regulator vigilance procedure hub
official current reporting source
	Device / IVD
Searchable

	Dispositivos Medicos - ARSA
Source ID: honduras-arsa-current-device-procedures
	Agencia de Regulacion Sanitaria (ARSA)
	regulator procedure hub
official current administrative source
	Device / IVD
Searchable


HK - Hong Kong SAR
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 9
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	GN-01: Overview of the Medical Device Administrative Control System
Source ID: global-apac2-hk-mdacs-gn01
	Department of Health, Medical Device Division
	official nonbinding operational guidance
voluntary mdacs guidance
	Device / IVD
Searchable

	GN-02: Guidance Notes for Listing Class II/III/IV Medical Devices
Source ID: global-apac2-hk-mdacs-gn02-general-devices
	Department of Health, Medical Device Division
	official nonbinding operational guidance
voluntary mdacs guidance
	Device / IVD
Searchable

	GN-04: Conformity Assessment Framework and Conformity Assessment Bodies
Source ID: global-apac2-hk-mdacs-gn04-cab
	Department of Health, Medical Device Division
	official nonbinding operational guidance
voluntary mdacs guidance
	Device / IVD
Searchable

	GN-06: Guidance Notes for Listing Class B/C/D In Vitro Diagnostic Medical Devices
Source ID: global-apac2-hk-mdacs-gn06-ivd
	Department of Health, Medical Device Division
	official nonbinding operational guidance
voluntary mdacs guidance
	Device / IVD
Searchable

	Information and Publication - Issued Documents
Source ID: global-apac2-hk-mdacs-current-documents-monitor
	Department of Health, Medical Device Division
	official regulator guidance monitor
official discovery index not legislation
	Device / IVD
Searchable

	LCQ16: Marketing of medical and health products
Source ID: global-apac2-hk-2026-statutory-status
	Government of the Hong Kong Special Administrative Region
	official government current status statement
official status statement not legislation
	Device / IVD
Searchable

	Medical Device Administrative Control System
Source ID: global-apac2-hk-mdacs-overview
	Department of Health, Medical Device Division
	official regulator program page
voluntary administrative scheme with procurement use
	Device / IVD
Searchable

	Medical Device Division Frequently Asked Questions
Source ID: global-apac2-hk-mdacs-faq-classification-vigilance
	Department of Health, Medical Device Division
	official regulator operational guidance
voluntary mdacs guidance and current status
	Device / IVD
Searchable

	TR-005: Additional Medical Device Labelling Requirements
Source ID: global-apac2-hk-mdacs-tr005-labeling
	Department of Health, Medical Device Division
	official nonbinding technical reference
voluntary mdacs technical guidance
	Device / IVD
Searchable


IS - Iceland
Readiness: EEA incorporation + national overlay required  |  Regional overlays: EEA_EFTA  |  Local source records: 3
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Act No. 132/2020 on Medical Devices
Source ID: iceland-medical-devices-act-132-2020
	Alþingi
	binding statute current text
binding national statute
	Device / IVD
Searchable

	Icelandic Medicines Agency - Laws and Regulations
Source ID: iceland-device-laws-monitor
	Icelandic Medicines Agency
	regulator legislation monitor
official nonbinding regulator source index
	Device / IVD
Searchable

	Icelandic Medicines Agency - Use and vigilance of Medical Devices
Source ID: iceland-vigilance-registration
	Icelandic Medicines Agency
	regulator vigilance and registration guidance potentially stale
official nonbinding regulator guidance not authoritative for current clocks
	Device / IVD
Searchable


IN - India
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 11
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	CDSCO - Medical Device and Diagnostics
Source ID: global-apac-in-device-diagnostics-regulatory-monitor
	CDSCO
	official regulator operational monitor
official operational guidance and designation lists
	Device / IVD
Searchable

	CDSCO - Medical Devices Rules
Source ID: global-apac-in-medical-device-rules-amendment-monitor
	CDSCO
	official regulator legal monitor
official binding amendment index
	Device / IVD
Searchable

	Guidance Document for Materiovigilance Programme of India
Source ID: global-apac-in-materiovigilance-guidance
	CDSCO / Materiovigilance Programme of India
	official regulator vigilance guidance
nonbinding operational guidance implementing binding duties
	Device / IVD
Searchable

	Medical Devices (Amendment) Rules 2023 — G.S.R. 409(E)
Source ID: global-apac-in-mdr-amendment-gsr-409e-2023
	Ministry of Health and Family Welfare / CDSCO
	binding gazette amendment official copy
binding amendment
	Device / IVD
Searchable

	Medical Devices Rules, 2017 - official CDSCO-hosted compilation
Source ID: global-apac-in-medical-devices-rules-2017
	Ministry of Health and Family Welfare / CDSCO
	binding rules official compilation
binding rules subject to amendments
	Device / IVD
Searchable

	Acts, Rules and notified accessibility standards
Source ID: saas-in-disability-accessibility-laws-index
	Department of Empowerment of Persons with Disabilities
	official primary law and standards index
official index not single legal instrument
	SaaS vendor-sale
Searchable

	CERT-In Directions relating to information security practices, incident reporting and records - 28 April 2022
Source ID: saas-in-cert-in-directions-2022
	Indian Computer Emergency Response Team
	binding cybersecurity directions official pdf
binding current directions under it act section 70b
	SaaS vendor-sale
Searchable

	Digital Personal Data Protection Act, 2023
Source ID: saas-in-digital-personal-data-protection-act-2023
	Parliament / Ministry of Electronics and Information Technology
	binding statute official pdf
enacted partially commenced core future effective
	SaaS vendor-sale
Searchable

	Digital Personal Data Protection Rules, 2025
Source ID: saas-in-dpdp-rules-2025
	Ministry of Electronics and Information Technology
	binding rules official publication
notified with phased commencement
	SaaS vendor-sale
Acquired / empty

	Information Technology Act, 2000
Source ID: saas-in-information-technology-act-2000
	Parliament / Ministry of Electronics and Information Technology
	binding statute official compilation pdf
binding current law compilation currency check
	SaaS vendor-sale
Transfer failed

	Notification appointing commencement dates under the DPDP Act - 13 November 2025
Source ID: saas-in-dpdp-commencement-notification-2025
	Ministry of Electronics and Information Technology
	binding commencement notification official pdf
binding activation schedule
	SaaS vendor-sale
Searchable


ID - Indonesia
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 12
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Government Regulation No. 28 of 2024 implementing Health Law No. 17 of 2023
Source ID: global-apac-id-health-law-implementing-regulation-28-2024
	Government of Indonesia / BPK Legal Database
	binding government regulation official current text
binding regulation
	Device / IVD
Searchable

	Indonesia Medical Device Certification Portal
Source ID: global-apac-id-device-qms-certification-monitor
	Ministry of Health
	official regulator qms certification monitor
official operational system and guidance
	Device / IVD
Searchable

	Minister of Health Regulation No. 20 of 2017 on Good Manufacturing Practice for Medical Devices and Household Health Supplies
Source ID: global-apac-id-permenkes-20-2017-device-gmp
	Ministry of Health / BPK Legal Database
	binding ministerial regulation official text
binding regulation
	Device / IVD
Searchable

	Minister of Health Regulation No. 4 of 2014 on Good Distribution Practice for Medical Devices
Source ID: global-apac-id-permenkes-4-2014-device-distribution-gdp
	Ministry of Health / BPK Legal Database
	binding ministerial regulation official text
binding regulation
	Device / IVD
Searchable

	Minister of Health Regulation No. 62 of 2017 on Marketing Authorization for Medical Devices, IVDs, and Household Health Supplies
Source ID: global-apac-id-permenkes-62-2017-device-marketing-authorization
	Ministry of Health / BPK Legal Database
	binding ministerial regulation official text
binding regulation subject to amendments
	Device / IVD
Transfer failed

	Mobile Alkes - Medical Device Complaint and Surveillance Portal
Source ID: global-apac-id-postmarket-complaint-monitor
	Ministry of Health
	official regulator postmarket portal
official operational system
	Device / IVD
Searchable

	Regalkes - Classification and Guideline List
Source ID: global-apac-id-device-classification-list
	Ministry of Health
	official regulator classification monitor
official operational classification guidance
	Device / IVD
Searchable

	Regalkes - Medical Device Registration Portal
Source ID: global-apac-id-regalkes-registration-portal
	Ministry of Health
	official regulator registration portal
official operational system
	Device / IVD
Searchable

	Government Regulation No. 71 of 2019 on Operation of Electronic Systems and Transactions
Source ID: saas-id-electronic-systems-transactions-regulation-71-2019
	President / National Legislation Database
	binding government regulation official text
binding current regulation subject to amendment check
	SaaS vendor-sale
Transfer failed

	Law No. 1 of 2024 - second amendment to the Electronic Information and Transactions Law
Source ID: saas-id-electronic-information-transactions-law-1-2024
	House of Representatives / National Legislation Database
	binding amending statute official text
binding current amendment
	SaaS vendor-sale
Transfer failed

	Law No. 27 of 2022 on Personal Data Protection
Source ID: saas-id-personal-data-protection-law-27-2022
	House of Representatives / National Legislation Database
	binding statute official text
binding current law
	SaaS vendor-sale
Transfer failed

	Law No. 8 of 2016 on Persons with Disabilities
Source ID: saas-id-disabilities-law-8-2016-accessible-information
	House of Representatives / National Legislation Database
	binding statute official text
binding law with scope limited digital provisions
	SaaS vendor-sale
Transfer failed


IL - Israel
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 7
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	AMAR - Medical-device registration guidelines
Source ID: israel-amar-registration-guideline
	Israel Ministry of Health / AMAR
	regulator registration guideline
official regulator operational guidance
	Device / IVD
Searchable

	Medical Equipment Law, 5772-2012
Source ID: israel-medical-equipment-law-2012
	Knesset / Reshumot (Book of Laws)
	binding statute official gazette pdf as enacted
binding national statute original publication
	Device / IVD
Searchable

	Ministry of Health - Medical Equipment Unit
Source ID: israel-device-unit-vigilance-monitor
	Israel Ministry of Health / Medical Equipment Unit
	regulator current requirements monitor
official regulator operational source
	Device / IVD
Acquired / empty

	Electronic Signature Law resources
Source ID: saas-il-electronic-signature-law-hub
	Ministry of Justice
	official government primary law resource hub
binding law resource index hebrew controls
	SaaS vendor-sale
Acquired / empty

	Protection of Privacy Law, 5741-1981 - unofficial translation
Source ID: saas-il-protection-of-privacy-law
	Knesset / Privacy Protection Authority
	official government unofficial translation pdf
binding law hebrew controls translation not current guarantee
	SaaS vendor-sale
Transfer failed

	Protection of Privacy Regulations (Data Security), 5777-2017
Source ID: saas-il-privacy-data-security-regulations-2017
	Minister of Justice / Privacy Protection Authority
	official government unofficial translation pdf
binding regulation hebrew controls translation reference
	SaaS vendor-sale
Transfer failed

	Website accessibility - who and what must be accessible
Source ID: saas-il-web-accessibility-official-guidance
	Commission for Equal Rights of Persons with Disabilities, Ministry of Justice
	official regulator binding-law-implementation-guidance
official guidance explaining binding accessibility regulations
	SaaS vendor-sale
Transfer failed


JM - Jamaica
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 3
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Standards and Regulation Division
Source ID: jamaica-moh-standards-regulation-division
	Ministry of Health and Wellness, Standards and Regulation Division
	regulator mandate and procedure hub
official administrative source
	Device / IVD
Searchable

	The Food and Drugs Act
Source ID: jamaica-food-and-drugs-act-current-copy
	Ministry of Justice, Laws of Jamaica
	law consolidated copy
binding current official copy subject to amendment check
	Device / IVD
Searchable

	The Food and Drugs Act - Subsidiary Legislation
Source ID: jamaica-food-and-drugs-regulations-current-copy
	Ministry of Justice, Laws of Jamaica
	subsidiary legislation official copy
binding subsidiary legislation subject to device-applicability review
	Device / IVD
Searchable


JP - Japan
Readiness: Named baseline - legal review required  |  Regional overlays: None  |  Local source records: 9
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Good Vigilance Practice Ministerial Ordinance 135 - Current Japanese Text
Source ID: japan-gvp-mo135-current-japanese
	Ministry of Health, Labour and Welfare
	ministerial ordinance authentic language
binding regulation
	Device / IVD
Searchable

	MHLW Ministerial Ordinance No. 169 — Current Authoritative Japanese Text
Source ID: japan-mo169-current
	MHLW
	ministerial ordinance
binding regulation
	Device / IVD
Searchable

	Pharmaceuticals and Medical Devices Act — English Translation
Source ID: japan-pmd-act-translation
	Ministry of Justice translation database
	statute translation
official translation reference
	Device / IVD
Searchable

	PMD Act - Current Japanese Authentic Text
Source ID: japan-pmd-act-current-japanese
	Ministry of Health, Labour and Welfare
	statute authentic language
binding statute
	Device / IVD
Searchable

	PMD Act Enforcement Regulations - Current Japanese Authentic Text
Source ID: japan-pmd-act-enforcement-regulations-current-japanese
	Ministry of Health, Labour and Welfare
	regulation authentic language
binding regulation
	Device / IVD
Searchable

	PMDA Correspondence Table — ISO 13485:2016 and MO169 Chapter 2
Source ID: japan-mo169-iso-crosswalk
	PMDA
	regulator crosswalk
nonbinding translation reference
	Device / IVD
Searchable

	PMDA Quality Management System Ordinance Information
Source ID: japan-mo169-pmda-hub
	PMDA
	regulator index
official regulatory index
	Device / IVD
Searchable

	PMDA Tentative English Translation — MO169 Chapter 3
Source ID: japan-mo169-ch3-en
	PMDA
	regulation translation
tentative translation reference
	Device / IVD
Searchable

	Act on the Protection of Personal Information — English Reference
Source ID: japan-appi-translation
	Ministry of Justice translation database
	statute translation
official translation reference
	SaaS vendor-sale
Searchable


JO - Jordan
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 5
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Drug and Pharmacy Law - Official Arabic Text
Source ID: jordan-drug-and-pharmacy-law-official-copy
	Jordan Food and Drug Administration
	official regulator copy of binding statute arabic pdf
binding national framework subject to amendment
	Device / IVD
Searchable

	Instructions for Inspection of Medical Supplies, Sterilizers, Disinfectants and Cosmetic Preparations, 2025
Source ID: jordan-medical-supplies-inspection-instructions-2025
	Jordan Food and Drug Administration
	binding or mandatory instructions official arabic pdf
official implementing instructions under regulation 41 2024
	Device / IVD
Searchable

	JFDA - Regulations
Source ID: jordan-jfda-regulations-index
	Jordan Food and Drug Administration
	official regulator binding regulations index
official source index not binding instrument
	Device / IVD
Searchable

	Medical Devices and Supplies Directorate
Source ID: jordan-jfda-device-directorate
	Jordan Food and Drug Administration / Medical Devices and Supplies Directorate
	official regulator authority and operations page
official regulator operational source
	Device / IVD
Searchable

	Registered Medical Devices Inquiry
Source ID: jordan-jfda-registered-devices-search
	Jordan Food and Drug Administration
	official regulator public registration database
official operational register not legal instrument
	Device / IVD
Searchable


KZ - Kazakhstan
Readiness: Catalogued - interpretation required  |  Regional overlays: EAEU  |  Local source records: 5
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Code of the Republic of Kazakhstan On People's Health and the Healthcare System
Source ID: global-asia3-kz-health-code-current
	Republic of Kazakhstan, Adilet Legal Information System
	binding statute official consolidated text
binding national code current official text
	Device / IVD
Transfer failed

	Order No. KR DSM-10 of 27 January 2021 - Rules for examination of medicines and medical devices
Source ID: global-asia3-kz-registration-expertise-order-dsm10
	Ministry of Health of the Republic of Kazakhstan, via Adilet
	binding ministerial order official consolidated text
binding national order current official text
	Device / IVD
Transfer failed

	Order No. KR DSM-315/2020 - Rules for pharmaceutical inspections
Source ID: global-asia3-kz-device-inspection-order-dsm315
	Ministry of Health of the Republic of Kazakhstan, via Adilet
	binding ministerial order official consolidated text
binding national order current official text
	Device / IVD
Transfer failed

	Order No. KR DSM-320/2020 - Rules for pharmacovigilance and monitoring medical-device safety, quality and effectiveness
Source ID: global-asia3-kz-vigilance-order-dsm320
	Ministry of Health of the Republic of Kazakhstan, via Adilet
	binding ministerial order official consolidated text
binding national order current official text
	Device / IVD
Transfer failed

	Order No. KR DSM-322/2020 - Rules for suspension, prohibition, withdrawal or restriction of medical devices
Source ID: global-asia3-kz-withdrawal-recall-order-dsm322
	Ministry of Health of the Republic of Kazakhstan, via Adilet
	binding ministerial order official consolidated text
binding national order current official text
	Device / IVD
Searchable


KE - Kenya
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 6
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Archived PPB Website Files - Medical Devices
Source ID: kenya-ppb-archived-device-guidelines
	Pharmacy and Poisons Board
	official regulator archived documents index
official archive not current requirements
	Device / IVD
Searchable

	Pharmacy and Poisons (Pharmacovigilance and Post Market Surveillance) Rules, 2022 - Legal Notice 96
Source ID: kenya-pv-pms-rules-ln96-2022
	National Council for Law Reporting / Kenya Law
	binding subsidiary legislation official text
binding national regulations
	Device / IVD
Searchable

	Pharmacy and Poisons (Registration of Health Products and Technologies) Rules, 2022 - Legal Notice 100
Source ID: kenya-registration-rules-ln100-2022
	National Council for Law Reporting / Kenya Law
	binding subsidiary legislation official text
binding national regulations
	Device / IVD
Searchable

	Pharmacy and Poisons Act, Cap. 244
Source ID: kenya-pharmacy-poisons-act-current
	National Council for Law Reporting / Kenya Law
	binding statute official consolidated text
binding national statute current to stated point in time
	Device / IVD
Searchable

	Pharmacy and Poisons Rules
Source ID: kenya-pharmacy-poisons-rules-import
	National Council for Law Reporting / Kenya Law
	binding subsidiary legislation official consolidation
binding national rules current to stated point in time
	Device / IVD
Searchable

	Registration, Retention and Variations
Source ID: kenya-ppb-market-authorization
	Pharmacy and Poisons Board
	official regulator market authorization page
official regulator operational source
	Device / IVD
Transfer failed


KW - Kuwait
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 5
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Drug and Food Control - Decisions and Circulars
Source ID: kuwait-moh-dcc-medical-device-instruments-index
	Ministry of Health / Drug and Food Control Administration
	official regulator legal instruments index
official source index not binding instrument
	Device / IVD
Transfer failed

	Drug and Food Control Administration
Source ID: kuwait-moh-drug-control-administration-overview
	Ministry of Health / Drug and Food Control Administration
	official regulator authority and services page
official regulator operational overview not current law
	Device / IVD
Transfer failed

	Medical Device Vigilance - Incident Reporting for Healthcare Professionals and End Users
Source ID: kuwait-moh-end-user-incident-report
	Ministry of Health / Drug and Food Control Administration
	official regulator end user incident form pdf
official regulator operational form
	Device / IVD
Transfer failed

	Medical Device Vigilance - Manufacturer Incident Report
Source ID: kuwait-moh-manufacturer-incident-report
	Ministry of Health / Drug and Food Control Administration
	official regulator manufacturer incident form pdf
official regulator operational form
	Device / IVD
Transfer failed

	Medical Devices Reporting
Source ID: kuwait-moh-medical-device-reporting-hub
	Ministry of Health / Drug and Food Control Administration
	official regulator vigilance reporting page
official regulator operational source
	Device / IVD
Transfer failed


KG - Kyrgyzstan
Readiness: Catalogued - interpretation required  |  Regional overlays: EAEU  |  Local source records: 4
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Cabinet of Ministers Resolution No. 513 of 27 August 2024 on implementation of the Law On Circulation of Medical Devices
Source ID: global-asia3-kg-cabinet-resolution-513
	Cabinet of Ministers of the Kyrgyz Republic, via Ministry of Justice Centralized Legal Database
	binding cabinet resolution official text
binding national regulation
	Device / IVD
Searchable

	Law of the Kyrgyz Republic No. 216 of 29 December 2023 On Circulation of Medical Devices
Source ID: global-asia3-kg-device-circulation-law-216
	Ministry of Justice of the Kyrgyz Republic, Centralized Legal Database
	binding statute official consolidated text
binding national law current official edition
	Device / IVD
Searchable

	Legislation
Source ID: global-asia3-kg-device-legislation-index
	Department of Medicines and Medical Devices under the Ministry of Health of the Kyrgyz Republic
	official regulator legislation index
official source index not independently binding
	Device / IVD
Searchable

	Registration of medical devices
Source ID: global-asia3-kg-device-registration-portal
	Department of Medicines and Medical Devices under the Ministry of Health of the Kyrgyz Republic
	official regulator operational page
official nonbinding operational guidance
	Device / IVD
Searchable


LA - Laos
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 4
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Decision on Medical Device Business Establishments No. 1820/MOH
Source ID: global-apac2-la-device-business-decision-1820
	Ministry of Health / Lao PDR Trade Portal
	binding ministerial decision official trade portal
binding 2017 decision subject to 2025 transition check
	Device / IVD
Searchable

	Decision on the registration and verification of medical devices No. 1470/MOH, 11 July 2023
Source ID: global-apac2-la-device-registration-decision-1470
	Ministry of Health / Lao PDR Trade Portal
	binding ministerial decision official trade portal
binding 2023 decision subject to 2025 transition check
	Device / IVD
Searchable

	Food and Drug Department Legal Documents
Source ID: global-apac2-la-fdd-current-legal-documents
	Food and Drug Department, Ministry of Health
	official regulator legal monitor
official discovery index not consolidated law
	Device / IVD
Searchable

	Law on Medicines and Medical Products (Amended) 2025 - Law No. 85/NA
Source ID: global-apac2-la-law-medicines-medical-products-2025
	National Assembly of the Lao PDR / Food and Drug Department
	binding act officially hosted unofficial translation
binding 2025 law lao text controls
	Device / IVD
Searchable


LI - Liechtenstein
Readiness: EEA incorporation + national overlay required  |  Regional overlays: EEA_EFTA  |  Local source records: 3
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	EWR IVD Ordinance (EWR-IvDV), LGBl. 2022 No. 143
Source ID: liechtenstein-ewr-ivdv-2022-143
	Lilex / Government Legal Service
	binding regulation current text
binding national regulation
	Device / IVD
Searchable

	EWR Medical Devices Ordinance (EWR-MepV), LGBl. 2021 No. 161
Source ID: liechtenstein-ewr-mepv-2021-161
	Lilex / Government Legal Service
	binding regulation current text
binding national regulation
	Device / IVD
Searchable

	Liechtenstein National Administration - Medical-device market access
Source ID: liechtenstein-market-access-vigilance
	Liechtenstein National Administration / Office of Public Health
	regulator market access and vigilance guidance
official regulator operational guidance
	Device / IVD
Transfer failed


MY - Malaysia
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 18
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	MDA - Establishment Licence Information
Source ID: global-apac-my-establishment-licence-qms
	Medical Device Authority
	official regulator operational guidance
official operational guidance implementing binding requirements
	Device / IVD
Searchable

	MDA - Guidance Documents
Source ID: global-apac-my-mda-guidance-monitor
	Medical Device Authority
	official regulator guidance monitor
official guidance and requirements monitor
	Device / IVD
Searchable

	MDA - Medical Device Registration Information
Source ID: global-apac-my-device-registration-overview
	Medical Device Authority
	official regulator operational guidance
official operational guidance implementing binding requirements
	Device / IVD
Searchable

	MDA - Pilot Survey for Unique Device Identification in Malaysia
Source ID: global-apac-my-udi-pilot-monitor
	Medical Device Authority
	official regulator implementation monitor
pilot nonbinding monitor
	Device / IVD
Searchable

	MDA Guidance - Complaint Handling
Source ID: global-apac-my-complaint-handling-guidance
	Medical Device Authority
	official regulator guidance
nonbinding guidance implementing binding postmarket duties
	Device / IVD
Searchable

	MDA Guidance - Field Corrective Action
Source ID: global-apac-my-field-corrective-action-guidance
	Medical Device Authority
	official regulator guidance
nonbinding guidance implementing binding postmarket duties
	Device / IVD
Searchable

	MDA Guidance - Mandatory Problem Reporting
Source ID: global-apac-my-mandatory-problem-reporting-guidance
	Medical Device Authority
	official regulator guidance
nonbinding guidance implementing binding vigilance duties
	Device / IVD
Searchable

	MDA Guidance - Medical Device Recall
Source ID: global-apac-my-medical-device-recall-guidance
	Medical Device Authority
	official regulator guidance
nonbinding guidance implementing binding recall duties
	Device / IVD
Searchable

	MDA legislation documents index
Source ID: global-apac-my-legislation-current-index
	Medical Device Authority
	official regulator legislation index
official discovery and currency monitor
	Device / IVD
Searchable

	Medical Device (Amendment) Regulations 2025 — P.U. (A) 330
Source ID: global-apac-my-amendment-regulations-2025
	Minister of Health / Medical Device Authority
	binding amending regulation official copy
binding amendment effective 2026-01-01
	Device / IVD
Searchable

	Medical Device (Designated Medical Device) Order 2026 — P.U. (A) 10
Source ID: global-apac-my-designated-medical-device-order-2026
	Minister of Health / Medical Device Authority
	binding order official copy
binding order effective 2026-06-01
	Device / IVD
Searchable

	Medical Device (Duties and Obligations of Establishments) Regulations 2019 — P.U. (A) 318
Source ID: global-apac-my-duties-obligations-establishments-2019
	Minister of Health / Medical Device Authority
	binding regulation official copy
binding regulation
	Device / IVD
Acquired / needs ocr

	Medical Device Act 2012 (Act 737) - official English text
Source ID: global-apac-my-medical-device-act-737
	Medical Device Authority
	binding statute official text
binding statute
	Device / IVD
Searchable

	Medical Device Regulations 2012 — P.U. (A) 500
Source ID: global-apac-my-medical-device-regulations-2012
	Minister of Health / Medical Device Authority
	binding regulation official copy
binding regulation subject to current amendments
	Device / IVD
Searchable

	Cyber Security Act 2024 - Act 854
Source ID: saas-my-cyber-security-act-2024
	National Cyber Security Agency
	binding statute official regulator page
binding scope limited law effective 2024 08 26
	SaaS vendor-sale
Searchable

	Digital Signature Act 1997 - Act 562
Source ID: saas-my-digital-signature-act-1997
	Parliament / Malaysian Communications and Multimedia Commission
	binding statute official pdf
binding law compilation currency check
	SaaS vendor-sale
Searchable

	Personal Data Protection (Amendment) Act 2024 - Act A1727
Source ID: saas-my-pdpa-amendment-act-a1727
	Parliament / Personal Data Protection Commissioner
	binding amending statute official pdf
binding current amendment fully commenced by 2025 06 01
	SaaS vendor-sale
Searchable

	Personal Data Protection Act 2010 - official Act and amendment resources
Source ID: saas-my-personal-data-protection-act-current
	Personal Data Protection Commissioner
	official regulator primary law index
binding current law as amended
	SaaS vendor-sale
Searchable


MV - Maldives
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 5
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Mandate of the Maldives Food and Drug Authority - unofficial English translation
Source ID: global-asia3-mv-mfda-mandate
	Ministry of Health of the Republic of Maldives
	official government mandate translation pdf
official unofficial english translation of regulator mandate
	Device / IVD
Searchable

	Medical Device / Consumable Registration Form
Source ID: global-asia3-mv-device-registration-form
	Ministry of Health of the Republic of Maldives / Maldives Food and Drug Authority
	official regulator application form pdf
official operational artifact not independently binding
	Device / IVD
Searchable

	Medical Device Importers Registration Form
Source ID: global-asia3-mv-device-importer-form
	Ministry of Health of the Republic of Maldives / Maldives Food and Drug Authority
	official regulator application form pdf
official operational artifact not independently binding
	Device / IVD
Searchable

	Medicines and Therapeutic Goods Division
Source ID: global-asia3-mv-mtg-current-monitor
	Maldives Food and Drug Authority, Medicines and Therapeutic Goods Division
	official regulator program portal
official operational source not independently binding
	Device / IVD
Searchable

	MFDA Newsletter 2024
Source ID: global-asia3-mv-device-registration-status-2024
	Maldives Food and Drug Authority
	official regulator annual newsletter pdf
official operational status evidence not legislation
	Device / IVD
Searchable


MU - Mauritius
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 3
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Clinical Trials (Medical Devices Trials) Regulations 2021 (GN No. 100 of 2021)
Source ID: mauritius-medical-device-trials-regulations-2021
	Ministry of Health and Wellness / Government Gazette of Mauritius
	binding medical device clinical trial regulation official ministry pdf
binding national regulation current subject to amendment
	Device / IVD
Searchable

	Clinical Trials Act, Act 8 of 2011
Source ID: mauritius-clinical-trials-act-2011
	Ministry of Health and Wellness / Republic of Mauritius
	binding statute official ministry pdf
binding national statute revised laws issue subject to later amendment
	Device / IVD
Searchable

	Legislations
Source ID: mauritius-health-legislation-index
	Ministry of Health and Wellness
	official ministry health legislation index
official source index not binding instrument
	Device / IVD
Searchable


MX - Mexico
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 11
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Alertas sanitarias de dispositivos medicos
Source ID: mexico-cofepris-device-alerts
	COFEPRIS
	regulator safety alert monitor
official postmarket monitoring source
	Device / IVD
Searchable

	Dispositivos medicos - COFEPRIS program page
Source ID: mexico-cofepris-device-regulatory-monitor
	COFEPRIS
	regulator monitor page
official monitoring source
	Device / IVD
Searchable

	Ley General de Salud - current consolidated text
Source ID: mexico-ley-general-salud-current
	Camara de Diputados del H. Congreso de la Union
	law consolidated text
binding current consolidated text
	Device / IVD
Searchable

	NOM-137-SSA1-2008, Etiquetado de dispositivos médicos
Source ID: mexico-nom-137-ssa1-2008-labeling-current-transition
	Secretaría de Salud / Diario Oficial de la Federación
	official standard
binding current until 2027-05-14
	Device / IVD
Transfer failed

	NOM-137-SSA1-2025, Etiquetado de dispositivos médicos
Source ID: mexico-nom-137-ssa1-2025-labeling-future
	Secretaría de Salud / Diario Oficial de la Federación
	official standard
binding future effective
	Device / IVD
Searchable

	NOM-240-SSA1-2012, Instalacion y operacion de la tecnovigilancia
Source ID: mexico-nom-240-ssa1-2012-technovigilance
	Secretaria de Salud / Diario Oficial de la Federacion
	official standard
binding official standard
	Device / IVD
Searchable

	NOM-241-SSA1-2025, Buenas practicas de fabricacion de dispositivos medicos
Source ID: mexico-nom-241-ssa1-2025-gmp
	Secretaria de Salud / Diario Oficial de la Federacion
	official standard
binding official standard
	Device / IVD
Searchable

	Registros de dispositivos medicos
Source ID: mexico-cofepris-device-registration-hub
	COFEPRIS
	regulator procedure hub
official administrative source
	Device / IVD
Searchable

	Reglamento de Insumos para la Salud - current consolidated text
Source ID: mexico-reglamento-insumos-salud-current
	Camara de Diputados del H. Congreso de la Union
	regulation consolidated text
binding current consolidated text
	Device / IVD
Transfer failed

	Commercial Code - electronic-commerce and data-message provisions
Source ID: saas-mx-commerce-code-electronic-messages
	Congress / Chamber of Deputies
	binding code official consolidated pdf
binding current consolidated law
	SaaS vendor-sale
Searchable

	Federal Law on Protection of Personal Data Held by Private Parties - published 20 March 2025
Source ID: saas-mx-private-data-law-2025
	Congress / Diario Oficial de la Federacion
	binding statute official gazette text
binding current law replaced 2010 act
	SaaS vendor-sale
Transfer failed


MD - Moldova
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 9
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	AMDM - Medical-device normative acts
Source ID: moldova-device-normative-acts-monitor
	Medicines and Medical Devices Agency of Moldova (AMDM)
	regulator legislation monitor
official regulator source index not binding instrument
	Device / IVD
Searchable

	AMDM - Medical-device registration orders
Source ID: moldova-device-registration-orders-monitor
	Medicines and Medical Devices Agency of Moldova (AMDM)
	regulator registration orders monitor
official regulator operational source index
	Device / IVD
Searchable

	AMDM - Medical-device vigilance system
Source ID: moldova-device-vigilance-operations
	Medicines and Medical Devices Agency of Moldova (AMDM)
	regulator vigilance operations page
official regulator operational guidance
	Device / IVD
Searchable

	AMDM clarification on medical-device registration and institutional reform, 22 June 2026
Source ID: moldova-device-ivd-reform-proposal-2026
	Medicines and Medical Devices Agency of Moldova (AMDM)
	regulator reform and consultation notice
official proposal notice not binding law
	Device / IVD
Searchable

	Government Decision No. 702/2018 approving the Regulation on conditions for placing medical devices on the market
Source ID: moldova-medical-devices-regulation-702-2018
	Republic of Moldova / Registrul de stat al actelor juridice
	binding government decision official current text
binding national technical regulation
	Device / IVD
Transfer failed

	Government Decision No. 703/2018 approving the Regulation on placing in vitro diagnostic medical devices on the market
Source ID: moldova-ivd-regulation-703-2018
	Republic of Moldova / Registrul de stat al actelor juridice
	binding government decision official current text
binding national technical regulation
	Device / IVD
Transfer failed

	Government Decision No. 704/2018 approving the Regulation on active implantable medical devices
Source ID: moldova-aimd-regulation-704-2018
	Republic of Moldova / Registrul de stat al actelor juridice
	binding government decision official current text
binding national technical regulation
	Device / IVD
Transfer failed

	Law No. 102/2017 on Medical Devices - official consolidation through Law 52/2023
Source ID: moldova-medical-devices-law-102-2017
	Republic of Moldova / Registrul de stat al actelor juridice
	binding statute official consolidated pdf
binding national statute official consolidation incomplete after 2023
	Device / IVD
Transfer failed

	Law No. 140/2025 amending normative acts on migration of central administrative authorities - Article XV medical-device amendments
Source ID: moldova-medical-devices-law-amendment-140-2025
	Republic of Moldova / Registrul de stat al actelor juridice
	binding amending statute official gazette pdf
binding national amending statute effective 2026
	Device / IVD
Transfer failed


MN - Mongolia
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 5
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Law on Medicines and Medical Devices - revised 5 June 2024
Source ID: global-apac2-mn-medicines-medical-devices-law-2024
	State Great Khural of Mongolia / Legalinfo
	binding act official legal database
binding revised law effective 1 october 2024
	Device / IVD
Searchable

	MMRA Medical Device Registration
Source ID: global-apac2-mn-mmra-device-registration-monitor
	Medicines and Medical Devices Regulatory Agency of Mongolia
	official regulator registration monitor
official operational page not legislation
	Device / IVD
Searchable

	MMRA Medical Equipment Updates
Source ID: global-apac2-mn-mmra-device-updates-monitor
	Medicines and Medical Devices Regulatory Agency of Mongolia
	official regulator update and draft monitor
official discovery page contains nonbinding drafts
	Device / IVD
Searchable

	Procedure for Registration and Listing of Medical Devices - Minister of Health Order A/206, Annex 2
Source ID: global-apac2-mn-device-registration-order-a206-2025
	Medicines and Medical Devices Regulatory Agency of Mongolia / Legalinfo
	binding ministerial order official legal database
binding order effective 2025
	Device / IVD
Searchable

	Quality and safety reporting, recall, rapid alert, and destruction procedure - MMRA Head Order A/130, Annex
Source ID: global-apac2-mn-device-postmarket-recall-order-a130-2025
	Minister of Health of Mongolia / Legalinfo
	binding ministerial order official legal database
binding order current supersedes a237 2022
	Device / IVD
Searchable


ME - Montenegro
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 4
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	CInMED - Medical-device regulations
Source ID: montenegro-device-legislation-monitor
	Institute for Medicines and Medical Devices of Montenegro (CInMED)
	regulator legislation monitor
official regulator source index not binding instrument
	Device / IVD
Searchable

	Law on Medical Devices, Official Gazette of Montenegro 24/19 and 84/24 - editorial consolidation
Source ID: montenegro-medical-devices-law-consolidation-2024
	Institute for Medicines and Medical Devices of Montenegro (CInMED)
	regulator hosted editorial statute consolidation pdf
official regulator information copy not authentic gazette
	Device / IVD
Searchable

	Rulebook on labeling and content of instructions for use for medical devices, Official Gazette 47/23
Source ID: montenegro-device-labeling-rule-47-2023
	Institute for Medicines and Medical Devices of Montenegro (CInMED)
	binding rulebook regulator hosted official copy pdf
binding national rulebook original publication not consolidated
	Device / IVD
Searchable

	Rulebook on recognition of foreign documents and CE marking and on medical-device registration, Official Gazette 85/22
Source ID: montenegro-device-registration-recognition-rule-85-2022
	Institute for Medicines and Medical Devices of Montenegro (CInMED)
	binding rulebook regulator hosted official copy pdf
binding national rulebook original publication not consolidated
	Device / IVD
Searchable


MA - Morocco
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 8
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Decree No. 2-12-149 Implementing Law No. 11-08 Relating to In Vitro Diagnostic Reagents
Source ID: morocco-decree-2-12-149-ivd-reagents
	Kingdom of Morocco / Ministry of Health and Social Protection
	binding implementing decree official ministry pdf
binding national implementing decree subject to amendment
	Device / IVD
Acquired / needs ocr

	Decree No. 2-14-607 Implementing Law No. 84-12 Relating to Medical Devices
Source ID: morocco-decree-2-14-607-medical-devices
	Kingdom of Morocco / Ministry of Health and Social Protection
	binding implementing decree official ministry pdf
binding national implementing decree subject to amendment
	Device / IVD
Searchable

	Law No. 10-22 Establishing the Moroccan Agency for Medicines and Health Products
Source ID: morocco-law-10-22-health-products-agency
	Secretariat-General of the Government / Official Bulletin
	binding statute official gazette pdf
binding national statute with transition to verify
	Device / IVD
Transfer failed

	Law No. 11-08 Relating to In Vitro Diagnostic Reagents
Source ID: morocco-law-11-08-ivd-reagents
	Kingdom of Morocco / Ministry of Health and Social Protection
	binding statute official ministry pdf
binding national statute subject to amendment
	Device / IVD
Acquired / needs ocr

	Law No. 84-12 Relating to Medical Devices
Source ID: morocco-law-84-12-medical-devices
	Kingdom of Morocco / Ministry of Health and Social Protection
	binding statute official ministry pdf
binding national statute subject to amendment
	Device / IVD
Acquired / needs ocr

	Orders Nos. 2853-15, 2854-15, 2855-15 and 2856-15 Relating to Medical Devices
Source ID: morocco-orders-2853-2856-medical-devices
	Kingdom of Morocco / Ministry of Health and Social Protection
	binding implementing orders official ministry pdf bundle
binding national implementing orders subject to amendment
	Device / IVD
Acquired / needs ocr

	Registration of Medical Devices
Source ID: morocco-device-registration-operations
	Ministry of Health and Social Protection
	official regulator registration operations page
official regulator operational source
	Device / IVD
Searchable

	Réglementation applicable aux produits de santé
Source ID: morocco-health-products-regulations-index
	Ministry of Health and Social Protection
	official regulator legal instruments index
official source index not binding instrument
	Device / IVD
Searchable


MM - Myanmar
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 8
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	ASEAN Medical Device Directive
Source ID: global-apac2-mm-asean-medical-device-directive
	Food and Drug Administration, Myanmar / ASEAN
	official regulator hosted regional directive
regional harmonization instrument not standalone domestic law
	Device / IVD
Searchable

	Awareness Program on Post-Market Surveillance and Medical-Device Safety
Source ID: global-apac2-mm-postmarket-awareness-guidance
	Food and Drug Administration, Myanmar
	official regulator training material
nonbinding awareness material
	Device / IVD
Searchable

	Documents required for import recommendation of Class C and D medical devices
Source ID: global-apac2-mm-class-cd-import-recommendation
	Food and Drug Administration, Myanmar
	official regulator application requirements
official operational guidance not legislation
	Device / IVD
Searchable

	Documents required for medical-device manufacturing licence
Source ID: global-apac2-mm-device-manufacturing-license
	Food and Drug Administration, Myanmar
	official regulator application requirements
official operational guidance not legislation
	Device / IVD
Searchable

	Myanmar FDA - Classification of Medical Devices
Source ID: global-apac2-mm-fda-device-classification
	Food and Drug Administration, Myanmar
	official regulator operational guidance
official guidance not consolidated legislation
	Device / IVD
Searchable

	Myanmar FDA - Definition of Medical Device
Source ID: global-apac2-mm-fda-device-definition
	Food and Drug Administration, Myanmar
	official regulator operational guidance
official guidance not consolidated legislation
	Device / IVD
Searchable

	Myanmar FDA Medical Devices
Source ID: global-apac2-mm-fda-medical-device-monitor
	Food and Drug Administration, Myanmar
	official regulator current-notices-monitor
official discovery index not legislation
	Device / IVD
Transfer failed

	Technical Guideline for Online Submission of Medical Devices
Source ID: global-apac2-mm-esubmission-device-guide
	Food and Drug Administration, Myanmar
	official regulator submission guideline
official operational guidance not legislation
	Device / IVD
Searchable


NA - Namibia
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 2
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Medicines and Related Substances Control Act, 2003 (Act 13 of 2003)
Source ID: namibia-medicines-related-substances-control-act-13-2003
	Namibia Legal Information Institute / Law Reform and Development Commission
	binding statute official legal information page
binding statute older consolidation subject to later amendment
	Device / IVD
Transfer failed

	Registration
Source ID: namibia-nmrc-medical-device-registration-scope
	Namibia Medicines Regulatory Council
	official regulator current registration scope page
official regulator operational scope statement
	Device / IVD
Searchable


NP - Nepal
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 4
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Directive on Health Technology Product or Equipment, 2074 (2017) - translated version
Source ID: global-asia3-np-health-technology-device-directive-2074
	Department of Drug Administration, Ministry of Health and Population
	official regulator directive translation pdf
administrative directive official english translation nepali controls
	Device / IVD
Transfer failed

	Drugs Act, 2035 (1978)
Source ID: global-asia3-np-drug-act-2035-prevailing
	Nepal Law Commission
	binding statute official prevailing law source
binding national act subject to latest amendment reconciliation
	Device / IVD
Transfer failed

	Drugs Act, 2035 - amendment 2082-04-14
Source ID: global-asia3-np-drug-act-amendment-2082
	Department of Drug Administration, Ministry of Health and Population
	official regulator amendment notice
official currency signal not complete consolidated law
	Device / IVD
Searchable

	Instructions and Guidance
Source ID: global-asia3-np-regulatory-guidance-monitor
	Department of Drug Administration, Ministry of Health and Population
	official regulator guidance index
official source index not independently binding
	Device / IVD
Searchable


NZ - New Zealand
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 7
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Medicines (Database of Medical Devices) Regulations 2003 - current consolidated text
Source ID: global-apac-nz-wand-regulations-2003
	New Zealand Parliamentary Counsel Office
	binding regulations official current text
binding regulations
	Device / IVD
Transfer failed

	Medicines Act 1981 - current consolidated text
Source ID: global-apac-nz-medicines-act-1981
	New Zealand Parliamentary Counsel Office
	binding statute official current text
binding statute
	Device / IVD
Transfer failed

	Medsafe - Medical Devices
Source ID: global-apac-nz-medsafe-device-monitor
	Medsafe
	official regulator overview and monitor
official operational guidance
	Device / IVD
Searchable

	New Zealand Medicines and Medical Devices Recall Code
Source ID: global-apac-nz-medsafe-recall-code
	Medsafe
	official regulator recall guidance
official nonbinding operational code
	Device / IVD
Searchable

	Contract and Commercial Law Act 2017 - Part 4 Electronic Transactions
Source ID: saas-nz-contract-commercial-law-electronic-transactions
	Parliamentary Counsel Office
	binding statute official consolidated text
binding current law with pending amendment warning
	SaaS vendor-sale
Transfer failed

	NZ Government Web Accessibility Standard 1.2
Source ID: saas-nz-government-web-accessibility-standard-1-2
	Department of Internal Affairs, Digital Public Service
	mandatory government standard official text
binding policy for mandated public agencies not general statute
	SaaS vendor-sale
Acquired / empty

	Privacy Act 2020
Source ID: saas-nz-privacy-act-2020
	Parliamentary Counsel Office
	binding statute official consolidated text
binding current law
	SaaS vendor-sale
Transfer failed


NI - Nicaragua
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 3
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	NTON 24001:2023 - Tecnologia de la salud. Dispositivos medicos. Requisitos para el Registro Sanitario
Source ID: nicaragua-nton-24001-2023-device-registration
	Autoridad Nacional de Regulacion Sanitaria / Ministerio de Salud
	binding technical standard full text
binding current technical standard
	Device / IVD
Searchable

	Publicaciones Autoridad Nacional de Regulacion Sanitaria - Dispositivos Medicos
Source ID: nicaragua-minsa-device-publications-hub
	Autoridad Nacional de Regulacion Sanitaria / Ministerio de Salud
	regulator monitor and publication hub
official monitoring source
	Device / IVD
Searchable

	Resolucion Administrativa 0007-2025 - Tramites de licencia sanitaria y registro sanitario de dispositivos medicos en linea
Source ID: nicaragua-resolution-0007-2025-online-device-filings
	Autoridad Nacional de Regulacion Sanitaria / Ministerio de Salud
	binding administrative resolution download page
binding current administrative resolution
	Device / IVD
Searchable


NG - Nigeria
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 6
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Draft Medical Devices Including In Vitro Diagnostics and Related Products Regulations, 2025
Source ID: nigeria-draft-medical-device-regulations-2025
	National Agency for Food and Drug Administration and Control
	official regulator draft regulation pdf
nonbinding draft not current law
	Device / IVD
Searchable

	Good Manufacturing Practice for Medical Devices, IVDs and Related Products Guidelines, 2024
Source ID: nigeria-medical-device-gmp-guideline-2024
	National Agency for Food and Drug Administration and Control
	official regulator gmp guideline pdf
official nonbinding regulator guidance
	Device / IVD
Searchable

	Medical Devices and Related Products (Registration, Labelling and Advertisement) Regulations, 2024
Source ID: nigeria-medical-device-regulations-2024
	National Agency for Food and Drug Administration and Control / Federal Republic of Nigeria Official Gazette
	binding regulation official regulator gazette pdf
binding national regulation
	Device / IVD
Searchable

	NAFDAC Application Forms
Source ID: nigeria-nafdac-device-forms-guidelines
	National Agency for Food and Drug Administration and Control
	official regulator application forms and guidelines index
official regulator operational source index
	Device / IVD
Searchable

	NAFDAC Laws
Source ID: nigeria-nafdac-laws-index
	National Agency for Food and Drug Administration and Control
	official regulator statutes index
official source index not binding instrument
	Device / IVD
Searchable

	Recalls and Alerts
Source ID: nigeria-nafdac-recalls-alerts
	National Agency for Food and Drug Administration and Control
	official regulator recall and safety monitor
official regulator public notice source
	Device / IVD
Searchable


MK - North Macedonia
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 6
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Law supplementing the Law on Medicines and Medical Devices, Official Gazette 267/2025
Source ID: north-macedonia-medicines-devices-amendment-267-2025
	Agency for Medicines and Medical Devices of North Macedonia (MALMED)
	binding amending statute regulator hosted official gazette copy pdf
binding national amending statute
	Device / IVD
Searchable

	MALMED - Basic materiovigilance information
Source ID: north-macedonia-materiovigilance-operations
	Agency for Medicines and Medical Devices of North Macedonia (MALMED)
	regulator materiovigilance operations page
official operational guidance with currency risk
	Device / IVD
Searchable

	MALMED - Medical-device rulebooks
Source ID: north-macedonia-device-bylaws-monitor
	Agency for Medicines and Medical Devices of North Macedonia (MALMED)
	regulator bylaws monitor
official regulator index with known currency risk
	Device / IVD
Searchable

	MALMED Medical-device Register
Source ID: north-macedonia-device-register
	Agency for Medicines and Medical Devices of North Macedonia (MALMED)
	official regulator device register portal
official operational register not binding instrument
	Device / IVD
Searchable

	Ministry of Health - Bylaws
Source ID: north-macedonia-health-bylaws-currency-monitor
	Ministry of Health of North Macedonia
	ministry bylaws currency monitor
official source index not binding instrument
	Device / IVD
Searchable

	Ministry of Health - Law on Medicines and Medical Devices
Source ID: north-macedonia-medicines-devices-law-monitor
	Ministry of Health of North Macedonia
	ministry statute monitor and editorial text
official source index with incomplete consolidation
	Device / IVD
Searchable


NO - Norway
Readiness: EEA incorporation + national overlay required  |  Regional overlays: EEA_EFTA  |  Local source records: 2
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Act No. 37 of 7 May 2020 relating to Medical Devices
Source ID: norway-medical-devices-act-37-2020
	Lovdata / Norwegian legislation
	binding statute current text
binding national statute
	Device / IVD
Searchable

	Regulation No. 1476 of 9 May 2021 relating to Medical Devices
Source ID: norway-medical-devices-regulation-1476-2021
	Lovdata / Norwegian legislation
	binding regulation current text
binding national regulation
	Device / IVD
Searchable


OM - Oman
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 6
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Drug Safety Center
Source ID: oman-moh-drug-safety-center-device-hub
	Ministry of Health / Drug Safety Center
	official regulator current requirements hub
official regulator source index and operational monitor
	Device / IVD
Searchable

	GD22 - Guideline on Requirements of Medical Device Manufacturer Registration in the Sultanate of Oman
Source ID: oman-manufacturer-registration-guide
	Ministry of Health / Drug Safety Center
	official regulator manufacturer registration guidance pdf
official regulator operational guidance
	Device / IVD
Searchable

	GD23 - Guideline for Electronic Instructions for Use
Source ID: oman-electronic-ifu-guide
	Ministry of Health / Drug Safety Center
	official regulator eifu guidance pdf
official regulator operational guidance
	Device / IVD
Searchable

	GD3 - Guideline on Requirements of Class C and D Medical Devices Registration
Source ID: oman-class-cd-medical-device-registration-guide
	Ministry of Health / Drug Safety Center
	official regulator registration guidance pdf
official regulator operational guidance
	Device / IVD
Searchable

	GD5 - Guideline on Requirements of Class C and D In Vitro Diagnostic Device Registration
Source ID: oman-class-cd-ivd-registration-guide
	Ministry of Health / Drug Safety Center
	official regulator ivd registration guidance pdf
official regulator operational guidance
	Device / IVD
Searchable

	Royal Decree No. 35/2015 Promulgating the Law Regulating the Practice of the Pharmacy Profession and Pharmaceutical Establishments
Source ID: oman-royal-decree-35-2015-pharmacy-law
	Sultanate of Oman / Ministry of Health
	binding royal decree official arabic pdf
binding national statute subject to amendment
	Device / IVD
Acquired / content quality failure


PK - Pakistan
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 9
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Amendment in Medical Devices Rules, 2017 - S.R.O. 1049(I)/2025
Source ID: global-apac2-pk-mdr-rule19-amendment-2025
	Federal Government of Pakistan / Drug Regulatory Authority of Pakistan
	binding amendment official gazette landing
binding amendment sro 1049i 2025
	Device / IVD
Transfer failed

	DRAP Legislation - Acts
Source ID: global-apac2-pk-current-acts-monitor
	Drug Regulatory Authority of Pakistan
	official regulator legal monitor
official discovery index not consolidated law
	Device / IVD
Transfer failed

	DRAP Legislation - Rules
Source ID: global-apac2-pk-current-rules-monitor
	Drug Regulatory Authority of Pakistan
	official regulator legal monitor
official discovery index not consolidated law
	Device / IVD
Transfer failed

	DRAP Safety Reporting
Source ID: global-apac2-pk-device-safety-reporting
	Drug Regulatory Authority of Pakistan
	official regulator safety reporting portal
official operational reporting channel
	Device / IVD
Transfer failed

	Drug Regulatory Authority of Pakistan Act, 2012 - as amended up to February 2022
Source ID: global-apac2-pk-drap-act-2012
	Parliament of Pakistan / Drug Regulatory Authority of Pakistan
	binding act official compilation
binding act compilation updated through february 2022
	Device / IVD
Transfer failed

	Guidelines on Good Distribution Practices for Medical Devices
Source ID: global-apac2-pk-device-good-distribution-practices
	Drug Regulatory Authority of Pakistan
	official nonbinding quality guideline
approved regulator guidance not legislation
	Device / IVD
Transfer failed

	Medical Devices - Application Process
Source ID: global-apac2-pk-device-application-process
	Drug Regulatory Authority of Pakistan, Medical Devices Division
	official regulator operational guidance
official current process guidance
	Device / IVD
Transfer failed

	Medical Devices - Risk Classification
Source ID: global-apac2-pk-device-risk-classification
	Drug Regulatory Authority of Pakistan, Medical Devices Division
	official regulator operational guidance
official guidance supporting binding rules
	Device / IVD
Transfer failed

	Medical Devices Rules, 2017 - updated up to April 2022
Source ID: global-apac2-pk-medical-devices-rules-2017
	Federal Government of Pakistan / Drug Regulatory Authority of Pakistan
	binding rules official compilation
binding rules compilation updated through april 2022
	Device / IVD
Transfer failed


PA - Panama
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 13
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Decreto Ejecutivo 1689 de 2020 - modifica el articulo 35-A del Decreto Ejecutivo 490 de 2019
Source ID: panama-decree-1689-2020-decree-490-amendment
	Organo Ejecutivo / Gaceta Oficial Digital
	amending regulation official gazette
binding current amendment
	Device / IVD
Transfer failed

	Decreto Ejecutivo 490 de 4 de octubre de 2019 - reglamenta la Ley 90 de 2017
Source ID: panama-decree-490-2019-law-90-regulation
	Organo Ejecutivo / Gaceta Oficial Digital
	regulation official gazette
binding base regulation as amended
	Device / IVD
Transfer failed

	Decreto Ejecutivo 616 de 2020 - modifica el Decreto Ejecutivo 490 de 2019
Source ID: panama-decree-616-2020-decree-490-amendment
	Organo Ejecutivo / Gaceta Oficial Digital
	amending regulation official gazette
binding current amendment
	Device / IVD
Transfer failed

	Decreto Ejecutivo 849 de 2020 - adiciona articulos al Decreto Ejecutivo 490 de 2019
Source ID: panama-decree-849-2020-decree-490-amendment
	Organo Ejecutivo / Gaceta Oficial Digital
	amending regulation official gazette
binding current amendment
	Device / IVD
Transfer failed

	Direccion Nacional de Dispositivos Medicos
Source ID: panama-minsa-device-authority-hub
	Direccion Nacional de Dispositivos Medicos, MINSA
	regulator procedure hub
official administrative source
	Device / IVD
Searchable

	Ley 90 de 26 de diciembre de 2017 - dispositivos medicos y productos afines
Source ID: panama-law-90-2017-medical-devices
	Ministerio de Salud de Panama
	law full text
binding base law as amended
	Device / IVD
Searchable

	Ley 92 de 12 de septiembre de 2019 - reforma la Ley 90 de 2017
Source ID: panama-law-92-2019-law-90-amendment
	Asamblea Nacional / Gaceta Oficial Digital
	law official gazette
binding current amendment
	Device / IVD
Transfer failed

	Normativa - Direccion Nacional de Dispositivos Medicos
Source ID: panama-minsa-device-regulatory-monitor
	Direccion Nacional de Dispositivos Medicos, MINSA
	regulator monitor page
official monitoring source
	Device / IVD
Searchable

	Resolucion 001 de 10 de enero de 2023 - lineamiento de almacenamiento de dispositivos medicos
Source ID: panama-resolution-001-2023-storage
	Ministerio de Salud de Panama
	regulation full text
binding regulator resolution
	Device / IVD
Searchable

	Resolucion 236 de 13 de abril de 2022 - normativa de vigilancia de dispositivos medicos
Source ID: panama-resolution-236-2022-vigilance
	Ministerio de Salud de Panama
	regulation full text
binding regulator resolution
	Device / IVD
Searchable

	ANTAI legislation index
Source ID: saas-pa-personal-data-implementation-monitor
	National Authority for Transparency and Access to Information
	official regulator legal index
official discovery index not law
	SaaS vendor-sale
Searchable

	Law 51 of 22 July 2008 on Electronic Documents, Electronic Signatures and Electronic Commerce
Source ID: saas-pa-electronic-commerce-signatures-law-51
	National Assembly / Gaceta Oficial Digital
	binding statute official gazette pdf
binding law with amendment review required
	SaaS vendor-sale
Transfer failed

	Law 81 of 26 March 2019 on Personal Data Protection
Source ID: saas-pa-personal-data-law-81-2019
	National Assembly / Gaceta Oficial Digital
	binding statute official gazette pdf
binding current law
	SaaS vendor-sale
Transfer failed


PY - Paraguay
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 5
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Dispositivos Medicos y Odontologicos - DINAVISA
Source ID: paraguay-dinavisa-device-regulatory-hub
	Direccion Nacional de Vigilancia Sanitaria (DINAVISA)
	regulator procedure and monitor hub
official administrative and monitoring source
	Device / IVD
Searchable

	Ley 1119/1997 - De productos para la salud y otros
Source ID: paraguay-law-1119-1997-health-products
	Congreso de la Nacion / Direccion Nacional de Vigilancia Sanitaria (DINAVISA)
	law full text
binding base law subject to amendment check
	Device / IVD
Searchable

	Ley 4659/2012 - Procedimientos de seguridad y mecanismos de prevencion de riesgos para profesionales de la salud y pacientes
Source ID: paraguay-law-4659-2012-device-safety
	Congreso de la Nacion / Direccion Nacional de Vigilancia Sanitaria (DINAVISA)
	law full text
binding current law
	Device / IVD
Searchable

	Resolucion DINAVISA 226 - Requisitos para autorizacion de comercializacion de dispositivos medicos
Source ID: paraguay-dinavisa-resolution-226-device-authorization
	Direccion Nacional de Vigilancia Sanitaria (DINAVISA)
	binding regulator resolution full text
binding current regulation
	Device / IVD
Acquired / needs ocr

	Resolucion SG 554/2024 - Abroga la Resolucion SG 669/2016
Source ID: paraguay-resolution-sg-554-2024-repeal-669
	Ministerio de Salud Publica y Bienestar Social
	repealing regulation full text
binding current repeal
	Device / IVD
Searchable


PE - Peru
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 23
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Consulta de registros sanitarios de dispositivos medicos
Source ID: peru-digemid-device-register
	DIGEMID
	regulator registration database
official market authorization source
	Device / IVD
Searchable

	Decreto Supremo 003-2020-SA
Source ID: peru-decreto-supremo-003-2020-sa-devices
	Ministerio de Salud
	regulation official record
binding current regulation
	Device / IVD
Searchable

	Decreto Supremo 003-2020-SA - texto oficial descargable
Source ID: peru-ds-003-2020-sa-full-text
	Ministerio de Salud
	regulation full text
binding current regulation
	Device / IVD
Acquired / needs ocr

	Decreto Supremo 011-2022-SA
Source ID: peru-decreto-supremo-011-2022-sa-amendment
	Ministerio de Salud
	amending regulation full text
binding current amendment
	Device / IVD
Acquired / needs ocr

	Decreto Supremo 014-2011-SA - Reglamento de Establecimientos Farmaceuticos
Source ID: peru-decreto-supremo-014-2011-sa-establishments
	Ministerio de Salud
	regulation full text
binding base regulation as amended
	Device / IVD
Acquired / needs ocr

	Decreto Supremo 015-2025-SA
Source ID: peru-decreto-supremo-015-2025-sa-establishment-amendment
	Ministerio de Salud
	amending regulation full text
binding current amendment
	Device / IVD
Acquired / needs ocr

	Decreto Supremo 016-2011-SA - Reglamento para el registro, control y vigilancia sanitaria
Source ID: peru-decreto-supremo-016-2011-sa
	Ministerio de Salud
	regulation official record
binding current as amended
	Device / IVD
Searchable

	Decreto Supremo 016-2011-SA - texto oficial descargable
Source ID: peru-ds-016-2011-sa-full-text
	Ministerio de Salud
	regulation full text
binding base regulation as amended
	Device / IVD
Acquired / needs ocr

	Decreto Supremo 020-2024-SA
Source ID: peru-decreto-supremo-020-2024-sa-amendment
	Ministerio de Salud
	amending regulation official record
binding current amendment
	Device / IVD
Searchable

	Decreto Supremo 020-2024-SA - texto oficial descargable
Source ID: peru-ds-020-2024-sa-full-text
	Ministerio de Salud
	amending regulation full text
binding current amendment
	Device / IVD
Acquired / needs ocr

	Farmacovigilancia y tecnovigilancia
Source ID: peru-digemid-technovigilance-hub
	DIGEMID
	regulator vigilance hub
official administrative source
	Device / IVD
Searchable

	Formatos y tramites - empresa
Source ID: peru-digemid-company-qms-procedures
	DIGEMID
	regulator procedure hub
official administrative source
	Device / IVD
Searchable

	Ley 29459 - Ley de los productos farmaceuticos, dispositivos medicos y productos sanitarios
Source ID: peru-ley-29459-health-products
	Congreso de la Republica del Peru
	law official record
binding current law
	Device / IVD
Searchable

	Ley 29459 - texto oficial descargable
Source ID: peru-ley-29459-health-products-pdf
	Congreso de la Republica del Peru
	law full text
binding current law
	Device / IVD
Acquired / needs ocr

	Resolucion Ministerial 132-2015-MINSA - Manual de Buenas Practicas de Almacenamiento
Source ID: peru-rm-132-2015-storage-practices
	Ministerio de Salud / DIGEMID
	regulation full text
binding current regulator resolution
	Device / IVD
Acquired / needs ocr

	Resolucion Ministerial 539-2016-MINSA
Source ID: peru-rm-539-2016-minsa-technovigilance
	Ministerio de Salud / DIGEMID
	regulation official record
binding regulation
	Device / IVD
Searchable

	Resolucion Ministerial 539-2016-MINSA - texto oficial descargable
Source ID: peru-rm-539-2016-technovigilance-full-text
	Ministerio de Salud / DIGEMID
	regulation full text
binding current regulation
	Device / IVD
Searchable

	Resolucion Ministerial 833-2015-MINSA - Buenas Practicas de Distribucion y Transporte
Source ID: peru-rm-833-2015-distribution-transport
	Ministerio de Salud / DIGEMID
	regulation full text
binding current regulator resolution
	Device / IVD
Searchable

	Law No. 27269 - Digital Signatures and Certificates Law
Source ID: saas-pe-digital-signatures-law-27269
	Congress of the Republic
	binding statute official pdf
binding law with amendment review required
	SaaS vendor-sale
Transfer failed

	Law No. 29733 - Personal Data Protection Law
Source ID: saas-pe-personal-data-law-29733
	Congress of the Republic
	binding statute official pdf
binding current law
	SaaS vendor-sale
Transfer failed

	Law No. 31814 promoting the use of artificial intelligence
Source ID: saas-pe-ai-law-31814
	Congress of the Republic
	binding statute official pdf
binding current framework law
	SaaS vendor-sale
Transfer failed

	Supreme Decree No. 016-2024-JUS - Regulation of Law No. 29733
Source ID: saas-pe-personal-data-regulation-016-2024
	Ministry of Justice and Human Rights / National Authority for Personal Data Protection
	binding supreme decree official publication
binding current regulation effective 2025 03 31
	SaaS vendor-sale
Searchable

	Supreme Decree No. 115-2025-PCM - Regulation of Law No. 31814
Source ID: saas-pe-ai-regulation-115-2025
	Presidency of the Council of Ministers / El Peruano
	binding supreme decree official gazette text
binding current regulation published 2025 09 09
	SaaS vendor-sale
Searchable


PH - Philippines
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 12
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Administrative Order No. 2018-0002 — authorization for a medical device based on ASEAN harmonized technical requirements
Source ID: global-apac-ph-ao-2018-0002
	Department of Health / Food and Drug Administration
	binding administrative order official copy
binding administrative order
	Device / IVD
Searchable

	Administrative Order No. 2020-0017 - Revised Unified Licensing Requirements and Procedures
Source ID: global-apac-ph-ao-2020-0017-establishment-licensing
	Department of Health / Food and Drug Administration Philippines
	binding administrative order official source
binding administrative order
	Device / IVD
Searchable

	CDRRHR External Services Manual
Source ID: global-apac-ph-cdrrhr-service-manual-qms
	Food and Drug Administration Philippines - CDRRHR
	official regulator service manual
official operational guidance implementing binding requirements
	Device / IVD
Searchable

	Draft for Comments - Guidelines on the Recall of Authorized Health Products
Source ID: global-apac-ph-recall-rule-update-monitor
	Food and Drug Administration Philippines
	official regulator draft monitor
draft nonbinding monitor
	Device / IVD
Searchable

	FDA Advisory No. 2025-0189 - Full Implementation of the FDA eServices Portal for Medical Device Applications
Source ID: global-apac-ph-eservices-device-registration-2025
	Food and Drug Administration Philippines
	official regulator operational notice
official mandatory operational implementation
	Device / IVD
Searchable

	FDA Circular No. 2021-002-A - Addendum to full implementation of AO 2018-0002
Source ID: global-apac-ph-ao-2018-0002-implementation
	Food and Drug Administration Philippines
	binding regulator circular official source
binding regulatory implementation
	Device / IVD
Searchable

	FDA Circular No. 2021-002-B - Amendment to FDA Circular No. 2021-002-A
Source ID: global-apac-ph-ao-2018-0002-amendment-2021-002-b
	Food and Drug Administration Philippines
	binding regulator circular official source
binding regulatory implementation
	Device / IVD
Searchable

	FDA Philippines - Medical Device Registration Verification
Source ID: global-apac-ph-device-registration-verification-monitor
	Food and Drug Administration Philippines
	official regulator public register
official dynamic registration record
	Device / IVD
Transfer failed

	Implementing Rules and Regulations of Republic Act No. 9711 - FDA Act of 2009
Source ID: global-apac-ph-ra-9711-irr
	Department of Health / Food and Drug Administration Philippines
	binding implementing rules official source
binding implementing rules
	Device / IVD
Searchable

	Data Privacy Act of 2012 and its Implementing Rules and Regulations
Source ID: saas-ph-data-privacy-act-and-irr
	Congress / National Privacy Commission
	official regulator primary law and rules hub
binding current law and implementing rules
	SaaS vendor-sale
Searchable

	NPC Advisories and Circulars index
Source ID: saas-ph-npc-ai-personal-data-guidance-index
	National Privacy Commission
	official regulator guidance index
official interpretive guidance not ai statute
	SaaS vendor-sale
Searchable

	Republic Act No. 8792 - Electronic Commerce Act of 2000
Source ID: saas-ph-electronic-commerce-act-8792
	Congress / Official Gazette of the Republic of the Philippines
	binding statute official text
binding current law subject to amendment check
	SaaS vendor-sale
Transfer failed


QA - Qatar
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 3
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Implantable Medical Device Registration Application Form
Source ID: qatar-moph-imd-registration-application
	Ministry of Public Health
	official regulator registration form and checklist pdf
official regulator operational requirement limited scope
	Device / IVD
Searchable

	Registration of Implantable Medical Devices - Frequently Asked Questions
Source ID: qatar-moph-imd-registration-faq
	Ministry of Public Health
	official regulator registration faq pdf
official nonbinding regulator guidance
	Device / IVD
Searchable

	Technical Evaluation for the Safe Use of Medical Equipment in a Healthcare Facility
Source ID: qatar-sharek-safe-use-technical-evaluation
	Ministry of Public Health / Sharek
	official government healthcare facility service page
official operational service not market authorization law
	Device / IVD
Searchable


RU - Russia
Readiness: Catalogued - interpretation required  |  Regional overlays: EAEU  |  Local source records: 4
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Government Decree No. 1684 of 30 November 2024
Source ID: russia-decree-1684-2024-registration
	Official Internet Portal of Legal Information
	binding government decree official publication
binding national decree
	Device / IVD
Transfer failed

	Roszdravnadzor - Medical-device safety monitoring
Source ID: russia-registration-vigilance-monitor
	Roszdravnadzor
	regulator registration and vigilance monitor
official regulator operational source
	Device / IVD
Searchable

	Federal Law No. 152-FZ on Personal Data - official consolidated text
Source ID: saas-ru-personal-data-law-152-fz-current
	State Duma / Official Internet Portal of Legal Information
	binding statute official consolidated text api
binding consolidated version current to 2025 09 01 currency check
	SaaS vendor-sale
Transfer failed

	Federal Law No. 63-FZ on Electronic Signature
Source ID: saas-ru-electronic-signature-law-63-fz
	State Duma / Official Internet Portal of Legal Information
	binding statute official portal record
binding law current consolidation must be pinned
	SaaS vendor-sale
Transfer failed


RW - Rwanda
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 7
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Guidelines for Registration of In Vitro Diagnostic Devices, December 2025
Source ID: rwanda-ivd-registration-guideline-december-2025
	Rwanda Food and Drugs Authority
	official regulator ivd registration guideline pdf
official nonbinding regulator guidance with operational requirements
	Device / IVD
Searchable

	Guidelines for Registration of Medical Devices, December 2025
Source ID: rwanda-device-registration-guideline-december-2025
	Rwanda Food and Drugs Authority
	official regulator medical device registration guideline pdf
official nonbinding regulator guidance with operational requirements
	Device / IVD
Searchable

	Guidelines for Review and Approval of Software as Medical Devices (SaMD), December 2025
Source ID: rwanda-samd-guideline-december-2025
	Rwanda Food and Drugs Authority
	official regulator samd guideline pdf
official nonbinding regulator guidance with operational requirements
	Device / IVD
Searchable

	Regulation Governing Post-Marketing Surveillance of Regulated Products, 2021
Source ID: rwanda-post-market-surveillance-regulation-2021
	Rwanda Food and Drugs Authority
	official regulator post market surveillance regulation pdf
binding regulator regulation subject to later change
	Device / IVD
Searchable

	Regulations Governing Control of Import and Export of Pharmaceutical Products and Medical Devices, 2026
Source ID: rwanda-device-import-export-regulation-2026
	Rwanda Food and Drugs Authority
	official regulator import export regulation pdf
binding regulator regulation subject to commencement verification
	Device / IVD
Searchable

	Regulations Governing the Good Manufacturing Practices of Medical Products, 2026
Source ID: rwanda-gmp-medical-products-regulation-2026
	Rwanda Food and Drugs Authority
	official regulator gmp regulation pdf
binding regulator regulation subject to scope and commencement verification
	Device / IVD
Searchable

	Rwanda FDA Laws
Source ID: rwanda-fda-laws-index
	Rwanda Food and Drugs Authority
	official regulator laws index
official source index not binding instrument
	Device / IVD
Searchable


SA - Saudi Arabia
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 10
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Implementing Regulation of the Medical Devices Law
Source ID: saudi-implementing-regulation
	Saudi Food and Drug Authority
	binding implementing regulation official publication
binding national implementing regulation
	Device / IVD
Searchable

	MDS-REQ1 - Requirements for Medical Devices Marketing Authorization
Source ID: saudi-mds-req1-marketing-authorization
	Saudi Food and Drug Authority
	regulator requirements document
official regulator requirement
	Device / IVD
Searchable

	MDS-REQ10 - Requirements for Quality Management System Inspections
Source ID: saudi-mds-req10-qms
	Saudi Food and Drug Authority
	regulator requirements document
official regulator requirement
	Device / IVD
Searchable

	MDS-REQ11 - Requirements for Post-Market Surveillance of Medical Devices
Source ID: saudi-mds-req11-vigilance
	Saudi Food and Drug Authority
	regulator requirements document
official regulator requirement
	Device / IVD
Searchable

	MDS-REQ7 - Requirements for Unique Device Identification
Source ID: saudi-mds-req7-udi
	Saudi Food and Drug Authority
	regulator requirements document
official regulator requirement
	Device / IVD
Searchable

	SFDA - Medical-device regulations
Source ID: saudi-medical-device-law-monitor
	Saudi Food and Drug Authority
	regulator legislation monitor
official regulator source index
	Device / IVD
Searchable

	Electronic Transactions Law
Source ID: saas-sa-electronic-transactions-law
	Council of Ministers / Digital Government Authority
	official authority primary law resource page
binding current law and amendment resources
	SaaS vendor-sale
Transfer failed

	Essential Cybersecurity Controls ECC 2-2024
Source ID: saas-sa-essential-cybersecurity-controls-2-2024
	National Cybersecurity Authority
	binding regulatory controls official page
mandatory for targeted entities scope limited
	SaaS vendor-sale
Searchable

	Implementing Regulation of the Personal Data Protection Law
Source ID: saas-sa-pdpl-implementing-regulation
	Saudi Data and Artificial Intelligence Authority
	binding implementing regulation official english pdf
official translation reference binding regulation
	SaaS vendor-sale
Searchable

	Personal Data Protection Law
Source ID: saas-sa-personal-data-protection-law
	Council of Ministers / Saudi Data and Artificial Intelligence Authority
	binding statute official english translation pdf
official translation reference binding law in force
	SaaS vendor-sale
Searchable


SN - Senegal
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 7
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Decree No. 2023-2419 of 27 December 2023 Relating to Medical Devices
Source ID: senegal-decree-2023-2419-medical-devices
	Senegalese Pharmaceutical Regulatory Agency / Republic of Senegal
	binding medical device decree official regulator pdf french
binding national device regulation subject to amendment
	Device / IVD
Acquired / needs ocr

	Decree No. 2023-2420 of 27 December 2023 on Market Surveillance
Source ID: senegal-decree-2023-2420-market-surveillance
	Senegalese Pharmaceutical Regulatory Agency / Republic of Senegal
	binding market surveillance decree official regulator pdf french
binding national regulation subject to amendment
	Device / IVD
Acquired / needs ocr

	Decree No. 2025-1833 of 18 November 2025 Fixing Pharmaceutical Regulatory Fees and Payment Modalities
Source ID: senegal-decree-2025-1833-regulatory-fees
	Senegalese Pharmaceutical Regulatory Agency / Republic of Senegal
	binding fee decree official regulator pdf french
binding national fee regulation subject to change
	Device / IVD
Searchable

	Law No. 2023-06 of 13 June 2023 Relating to Medicines, Other Health Products and Pharmacy
Source ID: senegal-law-2023-06-health-products-pharmacy
	Senegalese Pharmaceutical Regulatory Agency / Republic of Senegal
	binding statute official regulator pdf french
binding national statute subject to amendment
	Device / IVD
Searchable

	Legislative and Regulatory Texts
Source ID: senegal-arp-legislative-regulatory-texts
	Senegalese Pharmaceutical Regulatory Agency
	official regulator legal texts and harmonization index
official source index regional material not binding unless locally adopted
	Device / IVD
Searchable

	Order Establishing Conditions for Approval of Medical-Device Establishments, June 2026
Source ID: senegal-device-establishment-approval-order-2026
	Ministry of Health and Social Action / Senegalese Pharmaceutical Regulatory Agency
	binding medical device establishment order official regulator pdf french
binding national implementing order subject to commencement verification
	Device / IVD
Acquired / needs ocr

	Order No. 37772 of 21 December 2023 Establishing the Missions, Composition and Operation of Vigilance Bodies
Source ID: senegal-order-37772-vigilance-bodies-2023
	Ministry of Health and Social Action / Senegalese Pharmaceutical Regulatory Agency
	binding vigilance order official regulator pdf french
binding national implementing order subject to device scope verification
	Device / IVD
Acquired / needs ocr


RS - Serbia
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 5
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	ALIMS - Important medical-device notices
Source ID: serbia-device-transition-notices-monitor
	Medicines and Medical Devices Agency of Serbia (ALIMS)
	regulator transition notices monitor
official regulator operational notices not binding eu law
	Device / IVD
Searchable

	ALIMS - Medical-device rulebooks
Source ID: serbia-device-bylaws-monitor
	Medicines and Medical Devices Agency of Serbia (ALIMS)
	regulator bylaws monitor
official regulator source index not binding instrument
	Device / IVD
Searchable

	ALIMS - Medical-device vigilance
Source ID: serbia-device-vigilance-monitor
	Medicines and Medical Devices Agency of Serbia (ALIMS)
	regulator vigilance operations page
official regulator operational guidance
	Device / IVD
Searchable

	ALIMS Medical-device Registration Instructions, Revision 6, 20 February 2026
Source ID: serbia-device-registration-guide-rev6-2026
	Medicines and Medical Devices Agency of Serbia (ALIMS)
	official regulator registration guidance pdf
official nonbinding regulator operational guidance
	Device / IVD
Searchable

	Law on Medical Devices, Official Gazette of the Republic of Serbia 105/2017
Source ID: serbia-medical-devices-law-105-2017
	Republic of Serbia / Legal Information System
	binding statute official legal portal current text
binding national statute
	Device / IVD
Searchable


SG - Singapore
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 10
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	GN-10-R4 Guidance on Medical Device Field Safety Corrective Action
Source ID: global-apac-sg-hsa-fsca-gn10-r4
	Health Sciences Authority
	official regulator guidance
nonbinding guidance implementing binding postmarket duties
	Device / IVD
Transfer failed

	Health Products (Medical Devices) Regulations 2010 - current consolidated text
Source ID: global-apac-sg-medical-device-regulations
	Singapore Attorney-General's Chambers / HSA
	binding subsidiary legislation official current text
binding regulations
	Device / IVD
Transfer failed

	Health Products Act 2007 - current consolidated text
Source ID: global-apac-sg-health-products-act
	Singapore Attorney-General's Chambers
	binding statute official current text
binding statute
	Device / IVD
Transfer failed

	HSA - Apply for a Dealer's Licence
Source ID: global-apac-sg-hsa-dealer-licensing-qms
	Health Sciences Authority
	official regulator operational guidance
official operational guidance implementing binding requirements
	Device / IVD
Searchable

	HSA Medical Devices - Guidance Documents
Source ID: global-apac-sg-hsa-guidance-monitor
	Health Sciences Authority
	official regulator guidance monitor
official nonbinding guidance
	Device / IVD
Searchable

	HSA Medical Devices - Regulatory Overview
Source ID: global-apac-sg-hsa-regulatory-overview
	Health Sciences Authority
	official regulator overview
official operational guidance
	Device / IVD
Searchable

	HSA quality management system requirements for medical-device dealers
Source ID: global-apac-sg-hsa-qms-requirements-2026
	Health Sciences Authority
	official regulator qms requirement page
official operational requirements implementing binding law
	Device / IVD
Searchable

	Cybersecurity Act 2018
Source ID: saas-sg-cybersecurity-act-2018
	Parliament / Singapore Statutes Online
	binding statute official consolidated text
binding scope limited law
	SaaS vendor-sale
Transfer failed

	Electronic Transactions Act 2010
Source ID: saas-sg-electronic-transactions-act-2010
	Parliament / Singapore Statutes Online
	binding statute official consolidated text
binding current law
	SaaS vendor-sale
Transfer failed

	Personal Data Protection Act 2012
Source ID: saas-sg-personal-data-protection-act-2012
	Parliament / Singapore Statutes Online
	binding statute official consolidated text
binding current law
	SaaS vendor-sale
Transfer failed


ZA - South Africa
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 8
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	General Regulations Relating to Medical Devices and IVDs, GN 1515 of 9 December 2016
Source ID: south-africa-device-ivd-regulations-2016
	Government of South Africa / Government Gazette
	binding regulation official gazette
binding national regulation
	Device / IVD
Searchable

	Medicines and Related Substances Act 101 of 1965
Source ID: south-africa-act-101-1965
	Government of South Africa
	official statute landing page and amendment index
official publication index not consolidated current law
	Device / IVD
Searchable

	SAHPGL-MD-03 v4 - Guideline for Medical Device Vigilance: Adverse Event Reporting
Source ID: south-africa-vigilance-guideline
	SAHPRA
	official regulator vigilance guideline pdf
official nonbinding regulator guidance
	Device / IVD
Searchable

	SAHPRA - Medical Devices
Source ID: south-africa-sahpra-device-hub
	SAHPRA
	regulator current requirements monitor
official regulator source index
	Device / IVD
Searchable

	SAHPRA MD01-2025/2026_v2 - ISO 13485 Certificate as a Prerequisite for Approval of a Medical Device Establishment Licence
Source ID: south-africa-iso13485-licence
	SAHPRA
	official regulator staged implementation communication pdf
official regulator compliance communication not binding instrument
	Device / IVD
Searchable

	Cybercrimes Act 19 of 2020
Source ID: saas-za-cybercrimes-act-19-2020
	Parliament / Department of Justice and Constitutional Development
	binding statute official pdf
binding law with provision commencement check
	SaaS vendor-sale
Searchable

	Electronic Communications and Transactions Act 25 of 2002
Source ID: saas-za-electronic-communications-transactions-act-25-2002
	Parliament / Government of South Africa
	binding statute official text
binding current law subject to amendment check
	SaaS vendor-sale
Searchable

	Protection of Personal Information Act 4 of 2013
Source ID: saas-za-protection-personal-information-act-4-2013
	Parliament / Government of South Africa
	binding statute official text
binding current law
	SaaS vendor-sale
Searchable


KR - South Korea
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 11
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Act on In Vitro Diagnostic Medical Devices - version effective 3 January 2026
Source ID: global-apac-kr-ivd-act-current
	Korean Ministry of Government Legislation
	binding statute official current text
binding statute
	Device / IVD
Searchable

	Enforcement Rule of the Act on In Vitro Diagnostic Medical Devices - version effective 3 January 2026
Source ID: global-apac-kr-ivd-enforcement-rule-current
	Korean Ministry of Government Legislation / MFDS
	binding enforcement rule official current text
binding enforcement rule
	Device / IVD
Searchable

	Medical Device Unique Identification Code and Integrated Information Management Standards
Source ID: global-apac-kr-udi-current-notice
	MFDS / Korean Ministry of Government Legislation
	official historical administrative notice reference
official historical or discovery reference
	Device / IVD
Searchable

	Medical Devices Act - version effective 1 July 2026
Source ID: global-apac-kr-medical-devices-act-current
	Korean Ministry of Government Legislation
	binding statute official current text
binding statute
	Device / IVD
Searchable

	MFDS - Medical Device Regulations
Source ID: global-apac-kr-mfds-device-regulations-monitor
	MFDS
	official regulator legal and translation monitor
official guidance and translation reference
	Device / IVD
Searchable

	Standards for Medical Device Manufacturing and Quality Management - current KGMP notice
Source ID: global-apac-kr-kgmp-current
	MFDS / Korean Ministry of Government Legislation
	binding administrative notice official current text
binding administrative rule
	Device / IVD
Searchable

	Act on the Prohibition of Discrimination against Persons with Disabilities and Remedy against Infringement of Their Rights
Source ID: saas-kr-disability-discrimination-act-digital-access
	National Assembly / Korean Law Information Center
	binding statute official consolidated text
binding current law scope requires entity analysis
	SaaS vendor-sale
Searchable

	Basic Act on the Development of Artificial Intelligence and Establishment of Trust
Source ID: saas-kr-ai-basic-act-current
	National Assembly / Korean Law Information Center
	binding statute official consolidated text
binding current law effective 2026 07 21
	SaaS vendor-sale
Searchable

	Electronic Signature Act
Source ID: saas-kr-electronic-signature-act
	National Assembly / Korean Law Information Center
	binding statute official consolidated text
binding current law
	SaaS vendor-sale
Searchable

	Enforcement Decree of the AI Basic Act
Source ID: saas-kr-ai-basic-act-enforcement-decree
	President / Korean Law Information Center
	binding presidential decree official consolidated text
binding current regulation effective 2026 07 21
	SaaS vendor-sale
Searchable

	Personal Information Protection Act
Source ID: saas-kr-personal-information-protection-act
	National Assembly / Korean Law Information Center
	binding statute official consolidated text
binding current law
	SaaS vendor-sale
Searchable


LK - Sri Lanka
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 6
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Market Recall Guideline GL-017 implementation notice
Source ID: global-apac2-lk-recall-guideline-gl017
	National Medicines Regulatory Authority
	official regulator recall guidance notice
official operational guidance under nmra act
	Device / IVD
Searchable

	National Medicines Regulatory Authority Act, No. 5 of 2015
Source ID: global-apac2-lk-nmra-act-2015
	Parliament of Sri Lanka / National Medicines Regulatory Authority
	binding act official legal text
binding act
	Device / IVD
Transfer failed

	NMRA Guidelines
Source ID: global-apac2-lk-guidelines-monitor
	National Medicines Regulatory Authority
	official regulator guidance monitor
official discovery index not legislation
	Device / IVD
Searchable

	NMRA Legislation
Source ID: global-apac2-lk-legislation-monitor
	National Medicines Regulatory Authority
	official regulator legal monitor
official discovery index not legislation
	Device / IVD
Searchable

	NMRA Medical Devices
Source ID: global-apac2-lk-medical-device-current-requirements
	National Medicines Regulatory Authority
	official regulator operational guidance
official current process guidance supporting act
	Device / IVD
Searchable

	NMRA Report Adverse Events
Source ID: global-apac2-lk-device-adverse-event-reporting
	National Medicines Regulatory Authority
	official regulator reporting channel
official operational reporting channel
	Device / IVD
Searchable


CH - Switzerland
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 7
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Medical Devices Ordinance (MedDO), SR 812.213
Source ID: switzerland-meddo-sr-812-213
	Swiss Confederation / Fedlex
	binding regulation current text
binding federal ordinance
	Device / IVD
Searchable

	Ordinance on In Vitro Diagnostic Medical Devices (IvDO), SR 812.219
Source ID: switzerland-ivdo-sr-812-219
	Swiss Confederation / Fedlex
	binding regulation current text
binding federal ordinance
	Device / IVD
Searchable

	Swissmedic - Medical devices overview
Source ID: switzerland-swissdamed-registration-monitor
	Swissmedic
	regulator registration and vigilance monitor
official regulator operational guidance
	Device / IVD
Searchable

	Therapeutic Products Act (TPA), SR 812.21
Source ID: switzerland-tpa-sr-812-21
	Swiss Confederation / Fedlex
	binding statute current text
binding federal statute
	Device / IVD
Searchable

	Federal Act on Data Protection
Source ID: saas-ch-federal-data-protection-act-2020
	Federal Assembly / Fedlex
	binding statute official consolidated text
binding current law effective 2023 09 01
	SaaS vendor-sale
Searchable

	Federal Act on Electronic Signatures (ZertES)
Source ID: saas-ch-electronic-signature-act-zertes
	Federal Assembly / Fedlex
	binding statute official consolidated text
binding current law
	SaaS vendor-sale
Searchable

	Federal Act on the Elimination of Discrimination against People with Disabilities
Source ID: saas-ch-disability-equality-act-accessibility
	Federal Assembly / Fedlex
	binding statute official consolidated text
binding law scope limited for digital services
	SaaS vendor-sale
Searchable


TW - Taiwan
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 11
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Medical Device Quality Management System Regulations - official English text
Source ID: global-apac-tw-qms-regulations
	Taiwan Food and Drug Administration
	binding regulation official english
official translation reference
	Device / IVD
Searchable

	Medical Devices Act - official English text
Source ID: global-apac-tw-medical-devices-act
	Taiwan Food and Drug Administration
	binding statute official english
official translation reference
	Device / IVD
Searchable

	Regulations Governing Issuance of Medical Device License, Listing and Annual Declaration - official English text
Source ID: global-apac-tw-registration-listing-regulations
	Taiwan Food and Drug Administration
	binding regulation official english
official translation reference
	Device / IVD
Searchable

	Regulations Governing the Classification of Medical Devices - official English text
Source ID: global-apac-tw-device-classification-regulations
	Taiwan Food and Drug Administration
	binding regulation official english
official translation reference
	Device / IVD
Searchable

	Regulations Governing the Inspection of the Medical Device Quality Management System and the Issuance of the Manufacturing License - official English text
Source ID: global-apac-tw-qms-inspection-regulations
	Taiwan Food and Drug Administration
	binding regulation official english
official translation reference
	Device / IVD
Searchable

	Regulations Governing the Recall of Medical Devices - official English text
Source ID: global-apac-tw-medical-device-recall-regulations
	Taiwan Food and Drug Administration
	binding regulation official english
official translation reference
	Device / IVD
Searchable

	Regulations Governing the Reporting of Serious Adverse Events of Medical Devices - official English text
Source ID: global-apac-tw-serious-adverse-event-regulations
	Taiwan Food and Drug Administration
	binding regulation official english
official translation reference
	Device / IVD
Searchable

	Taiwan Medical Device UDI Database - Frequently Asked Questions
Source ID: global-apac-tw-udi-platform-faq
	Taiwan Food and Drug Administration
	official regulator udi operational guidance
official operational guidance implementing binding requirements
	Device / IVD
Searchable

	Cyber Security Management Act
Source ID: saas-tw-cyber-security-management-act
	Ministry of Digital Affairs
	binding statute official english reference
binding scope limited law official translation
	SaaS vendor-sale
Searchable

	Electronic Signatures Act
Source ID: saas-tw-electronic-signatures-act
	Ministry of Digital Affairs
	binding statute official english reference
official translation reference for current 2024 revision
	SaaS vendor-sale
Searchable

	Personal Data Protection Act
Source ID: saas-tw-personal-data-protection-act
	Personal Data Protection Commission
	binding statute official english reference
official translation reference current version check
	SaaS vendor-sale
Searchable


TJ - Tajikistan
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 4
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Government Resolution No. 210 of 3 May 2010 approving the certification procedure for medicines and medical goods
Source ID: global-asia3-tj-certification-resolution-210
	Government of the Republic of Tajikistan, via Adlia
	binding government resolution official consolidated text
binding national regulation current official text
	Device / IVD
Searchable

	Government Resolution No. 96 of 27 February 2024 on state quality and safety control of medicines and medical goods
Source ID: global-asia3-tj-quality-safety-resolution-96
	Government of the Republic of Tajikistan, via Adlia
	binding government resolution official text
binding national regulation
	Device / IVD
Searchable

	Law of the Republic of Tajikistan No. 1893 of 19 July 2022 On Medicines, Medical Goods and Pharmaceutical Activities
Source ID: global-asia3-tj-medical-goods-law-1893
	Ministry of Justice of the Republic of Tajikistan, Centralized Legal Information Bank Adlia
	binding statute official consolidated text
binding national law current official text
	Device / IVD
Searchable

	Ministry Order No. 522 of 16 August 2023 on state registration of medicines, medical goods and parapharmaceutical products
Source ID: global-asia3-tj-registration-order-522
	Ministry of Health and Social Protection of the Population of the Republic of Tajikistan, via Adlia
	binding ministerial order official text
binding national registration procedure
	Device / IVD
Searchable


TZ - Tanzania
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 8
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Compendium of Guidelines for Marketing Authorization of Medical Devices, Diagnostics and Laboratory Equipment, June 2024
Source ID: tanzania-market-authorization-compendium-2024
	Tanzania Medicines and Medical Devices Authority
	official regulator market authorization compendium pdf
official nonbinding regulator guidance with operational requirements
	Device / IVD
Searchable

	Inspection and Enforcement - Medical Devices and Diagnostics
Source ID: tanzania-device-qms-inspection
	Tanzania Medicines and Medical Devices Authority
	official regulator qms inspection page
official regulator operational source
	Device / IVD
Searchable

	Medical Devices Vigilance Publications
Source ID: tanzania-device-vigilance-index
	Tanzania Medicines and Medical Devices Authority
	official regulator vigilance guidelines index
official regulator guidance index not binding instrument
	Device / IVD
Searchable

	Procedures for Market Authorization of Medical Devices and Diagnostics
Source ID: tanzania-device-market-authorization
	Tanzania Medicines and Medical Devices Authority
	official regulator market authorization page
official regulator operational source
	Device / IVD
Searchable

	Recall of Devices and Diagnostics
Source ID: tanzania-device-recall-page
	Tanzania Medicines and Medical Devices Authority
	official regulator recall operations page
official regulator operational source
	Device / IVD
Searchable

	Tanzania Medicines and Medical Devices (Control of Medical Devices) Regulations, 2015
Source ID: tanzania-control-medical-devices-regulations-2015
	Tanzania Medicines and Medical Devices Authority / Government of Tanzania
	binding regulation official regulator pdf
binding national regulations subject to amendment
	Device / IVD
Searchable

	Tanzania Medicines and Medical Devices Act, Cap. 219, Revised Edition 2023
Source ID: tanzania-medicines-medical-devices-act-cap219-re2023
	Tanzania Medicines and Medical Devices Authority / United Republic of Tanzania
	binding statute official revised edition pdf
binding national statute revised edition subject to later amendment
	Device / IVD
Searchable

	TMDA - Acts and Regulations
Source ID: tanzania-tmda-acts-regulations-index
	Tanzania Medicines and Medical Devices Authority
	official regulator binding instruments index
official source index not binding instrument
	Device / IVD
Searchable


TH - Thailand
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 8
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Notification on Quality Systems for Importing or Selling Medical Devices B.E. 2566
Source ID: global-apac-th-import-sale-quality-system-notification
	Ministry of Public Health / Thai Food and Drug Administration
	official binding notification metadata page
official notification index not full instrument
	Device / IVD
Searchable

	Thai FDA - Medical Device Act
Source ID: global-apac-th-medical-device-act-monitor
	Thai Food and Drug Administration
	official regulator statute index
binding statute and amendment index
	Device / IVD
Searchable

	Thai FDA - Medical Device Safety and Vigilance
Source ID: global-apac-th-vigilance-fsca-overview
	Thai Food and Drug Administration
	official regulator vigilance guidance
official operational guidance implementing binding requirements
	Device / IVD
Searchable

	Thai FDA - Relevant Laws and Standards for Medical Devices
Source ID: global-apac-th-device-laws-standards-monitor
	Thai Food and Drug Administration
	official regulator legal monitor
official binding instrument and guidance index
	Device / IVD
Searchable

	Thai FDA - UDI and Full CSDT implementation materials
Source ID: global-apac-th-udi-implementation-monitor
	Thai Food and Drug Administration
	official regulator implementation monitor
official training and future implementation monitor
	Device / IVD
Searchable

	ETDA Electronic Transactions laws index
Source ID: saas-th-electronic-transactions-law-index
	Electronic Transactions Development Agency
	official regulator primary law index
official index and noncontrolling translations
	SaaS vendor-sale
Searchable

	National Cyber Security Agency - Cybersecurity Act scope and establishment
Source ID: saas-th-cybersecurity-act-2019-scope-notice
	National Cyber Security Agency
	official regulator statutory scope notice
official status and scope reference not full primary text
	SaaS vendor-sale
Searchable

	Personal Data Protection Act B.E. 2562 (2019)
Source ID: saas-th-personal-data-protection-act-2019
	King / Royal Thai Government Gazette
	binding statute official gazette pdf
binding current law core provisions effective 2022 06 01
	SaaS vendor-sale
Transfer failed


TT - Trinidad & Tobago
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 3
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Chemistry, Food and Drugs Division
Source ID: trinidad-tobago-cfdd-regulatory-hub
	Ministry of Health, Chemistry Food and Drugs Division (CFDD)
	regulator mandate and monitor hub
official administrative and monitoring source
	Device / IVD
Searchable

	Food and Drugs Act and Regulations, Chapter 30:01
Source ID: trinidad-tobago-food-and-drugs-act-regulations
	Ministry of the Attorney General and Legal Affairs
	law and regulations official revised copy
binding official copy subject to post-2016 amendment check
	Device / IVD
Searchable

	Guidelines for the Importation of Rapid Antigen/Antibody Test Kits
Source ID: trinidad-tobago-cfdd-rapid-test-device-import-guidance
	Ministry of Health, Chemistry Food and Drugs Division (CFDD)
	regulator category guidance
official current administrative guidance
	Device / IVD
Searchable


TN - Tunisia
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 5
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Communiqués et publications
Source ID: tunisia-dpm-communications-monitor
	National Agency of Medicines and Health Products / Directorate of Pharmacy and Medicines
	official regulator current communications monitor
official regulator notices index not binding instrument
	Device / IVD
Transfer failed

	Enregistrement des dispositifs médicaux
Source ID: tunisia-dpm-device-registration-page
	National Agency of Medicines and Health Products / Directorate of Pharmacy and Medicines
	official regulator registration operations page
official transitional operational source not binding statute
	Device / IVD
Transfer failed

	Industrial Procedures
Source ID: tunisia-dpm-manufacturing-procedures
	National Agency of Medicines and Health Products / Directorate of Pharmacy and Medicines
	official regulator manufacturing procedures index
official regulator operational source index
	Device / IVD
Transfer failed

	Notice to Medical-Device Importers - Technical Import Control and Registration
Source ID: tunisia-2025-importer-technical-control-notice
	National Agency of Medicines and Health Products / Directorate of Pharmacy and Medicines
	official regulator transitional notice pdf
official operational notice not binding general regulation
	Device / IVD
Transfer failed

	P-OP2-001-FR - Procédure de contrôle technique à l'importation des dispositifs médicaux
Source ID: tunisia-cti-procedure-2025
	National Agency of Medicines and Health Products / Directorate of Pharmacy and Medicines
	official regulator technical import control procedure pdf
official nonbinding operational procedure
	Device / IVD
Transfer failed


TM - Turkmenistan
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 3
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Law of Turkmenistan On Advertising - medical-equipment provisions
Source ID: global-asia3-tm-medical-equipment-advertising-law
	Ministry of Justice of Turkmenistan, Legal Information Center
	binding statute official legal portal text
binding national law currency requires confirmation
	Device / IVD
Searchable

	Law of Turkmenistan On Licensing Certain Types of Activities, new edition
Source ID: global-asia3-tm-licensing-law
	Government of Turkmenistan
	binding statute official government publication
binding national law official publication currency requires confirmation
	Device / IVD
Searchable

	Law of Turkmenistan On Medicinal Provision
Source ID: global-asia3-tm-medicinal-provision-law
	Government of Turkmenistan
	binding statute official government publication
binding national law official publication currency requires confirmation
	Device / IVD
Searchable


TR - Türkiye
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 6
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	İn Vitro Tanı Amaçlı Tıbbi Cihaz Yönetmeliği - IVD Medical Device Regulation
Source ID: turkiye-ivd-regulation-38658
	Republic of Türkiye / Mevzuat Bilgi Sistemi
	binding regulation consolidated official pdf
binding national regulation
	Device / IVD
Searchable

	TİTCK - Medical-device legislation
Source ID: turkiye-device-legislation-monitor
	TİTCK
	regulator legislation monitor
official regulator source index
	Device / IVD
Searchable

	TİTCK - Product Tracking System (ÜTS)
Source ID: turkiye-uts-vigilance-operations
	TİTCK
	regulator registration system webpage
official regulator operational guidance
	Device / IVD
Searchable

	Tıbbi Cihaz Yönetmeliği - Medical Device Regulation
Source ID: turkiye-medical-device-regulation-38657
	Republic of Türkiye / Mevzuat Bilgi Sistemi
	binding regulation consolidated official pdf
binding national regulation
	Device / IVD
Searchable

	Electronic Signature Law No. 5070
Source ID: saas-tr-electronic-signature-law-5070
	Grand National Assembly / Presidential Legislation Information System
	binding statute official pdf
binding current law consolidation check
	SaaS vendor-sale
Searchable

	Law No. 6698 on the Protection of Personal Data
Source ID: saas-tr-personal-data-protection-law-6698
	Grand National Assembly / Personal Data Protection Authority
	binding statute official english reference
official translation reference current turkish text controls
	SaaS vendor-sale
Searchable


UG - Uganda
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 7
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Guidelines on GMP for Surgical Instruments and Appliances, Revision 0
Source ID: uganda-nda-device-gmp-guideline
	National Drug Authority
	official regulator medical device gmp guideline pdf
official nonbinding regulator guidance with inspection expectations
	Device / IVD
Searchable

	Guidelines on Registration of Surgical Instruments and Appliances, Revision 0, 2020
Source ID: uganda-nda-device-registration-guideline-2020
	National Drug Authority
	official regulator device registration guideline pdf
official nonbinding regulator guidance with operational requirements
	Device / IVD
Searchable

	Medical Devices
Source ID: uganda-nda-medical-devices-hub
	National Drug Authority
	official regulator medical device requirements page
official regulator operational source
	Device / IVD
Searchable

	National Drug and Health Products Authority Act, 2026 (Act 5 of 2026)
Source ID: uganda-national-drug-health-products-authority-act-2026
	Uganda Legal Information Institute / Government of Uganda
	enacted statute official judiciary legal text page
enacted uncommenced future law not current requirement
	Device / IVD
Transfer failed

	National Drug Policy and Authority (Registration) Regulations, 2014 (S.I. No. 29 of 2014)
Source ID: uganda-registration-regulations-si-29-2014
	Uganda Legal Information Institute / Government of Uganda
	binding statutory instrument official judiciary pdf
binding national regulation subject to amendment
	Device / IVD
Searchable

	National Drug Policy and Authority (Surgical Instruments and Appliances) Regulations, 2019 (S.I. No. 77 of 2019)
Source ID: uganda-surgical-instruments-regulations-si-77-2019
	Uganda Legal Information Institute / Government of Uganda
	binding statutory instrument official judiciary page
binding national regulation subject to amendment
	Device / IVD
Transfer failed

	National Drug Policy and Authority Act, Chapter 198
Source ID: uganda-ndpa-act-current-ulii
	Uganda Legal Information Institute / National Drug Authority
	binding statute official judiciary legal text page
binding statute version with outstanding amendment warning
	Device / IVD
Transfer failed


UA - Ukraine
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 6
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Cabinet of Ministers Resolution No. 753 of 2 October 2013 - Technical Regulation on Medical Devices
Source ID: ukraine-medical-devices-technical-regulation-753-2013
	Verkhovna Rada of Ukraine / Legislation portal
	binding government resolution official consolidated text
binding current national technical regulation during transition
	Device / IVD
Searchable

	Cabinet of Ministers Resolution No. 754 of 2 October 2013 - Technical Regulation on In Vitro Diagnostic Medical Devices
Source ID: ukraine-ivd-technical-regulation-754-2013
	Verkhovna Rada of Ukraine / Legislation portal
	binding government resolution official consolidated text
binding current national technical regulation during transition
	Device / IVD
Searchable

	Cabinet of Ministers Resolution No. 755 of 2 October 2013 - Technical Regulation on Active Implantable Medical Devices
Source ID: ukraine-aimd-technical-regulation-755-2013
	Verkhovna Rada of Ukraine / Legislation portal
	binding government resolution official consolidated text
binding current national technical regulation during transition
	Device / IVD
Searchable

	Cabinet of Ministers Resolution No. 758 of 10 June 2026 - Technical Regulation on In Vitro Diagnostic Medical Devices
Source ID: ukraine-ivd-technical-regulation-758-2026-future
	Cabinet of Ministers of Ukraine
	enacted government resolution official publication future operation
enacted national regulation with staged future application
	Device / IVD
Searchable

	Cabinet of Ministers Resolution No. 759 of 10 June 2026 - Technical Regulation on Medical Devices
Source ID: ukraine-medical-devices-technical-regulation-759-2026-future
	Cabinet of Ministers of Ukraine
	enacted government resolution official publication future operation
enacted national regulation with staged future application
	Device / IVD
Searchable

	State Service notice on approval of new medical-device and IVD technical regulations
Source ID: ukraine-new-device-regulations-transition-notice-2026
	State Service of Ukraine on Medicines and Drugs Control
	regulator transition explanation
official nonbinding regulator guidance on enacted transition
	Device / IVD
Searchable


AE - United Arab Emirates
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 8
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	EDE - Issuance of Marketing Authorization for a Medical Device
Source ID: uae-device-marketing-authorization
	Emirates Drug Establishment
	regulator service requirements
official regulator operational requirement
	Device / IVD
Searchable

	EDE - Legislation
Source ID: uae-ede-legislation-monitor
	Emirates Drug Establishment
	regulator legislation monitor
official regulator source index
	Device / IVD
Searchable

	EDE - Registration of a Manufacturer of Medical Products
Source ID: uae-manufacturer-registration-import-qms
	Emirates Drug Establishment
	regulator service requirements
official regulator operational requirement
	Device / IVD
Searchable

	EDE - Reporting Side Effects of Medicines and Medical Products for Individuals
Source ID: uae-medical-product-adverse-reporting
	Emirates Drug Establishment
	public adverse drug reaction reporting service
official public reporting channel not manufacturer device vigilance rule
	Device / IVD
Searchable

	Federal Decree-Law No. 38 of 2024 Governing Medical Products, Pharmacists and Pharmaceutical Establishments
Source ID: uae-decree-law-38-2024
	UAE Legislation
	binding federal decree law current text
binding federal law
	Device / IVD
Searchable

	Federal Decree-Law No. 34 of 2021 on Countering Rumors and Cybercrimes
Source ID: saas-ae-cybercrimes-decree-law-34-2021
	Federal Government / UAE Legislation Portal
	binding federal decree law official english reference
binding current criminal law effective 2022 01 02
	SaaS vendor-sale
Searchable

	Federal Decree-Law No. 45 of 2021 Concerning the Protection of Personal Data
Source ID: saas-ae-personal-data-protection-decree-law-45-2021
	Federal Government / UAE Legislation Portal
	binding federal decree law official english reference
binding current federal law arabic controls
	SaaS vendor-sale
Searchable

	Federal Decree-Law No. 46 of 2021 on Electronic Transactions and Trust Services
Source ID: saas-ae-electronic-transactions-trust-services-46-2021
	Federal Government / UAE Legislation Portal
	binding federal decree law official english reference
binding current law arabic controls
	SaaS vendor-sale
Searchable


GB - United Kingdom
Readiness: Named baseline - legal review required  |  Regional overlays: None  |  Local source records: 41
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Medical Devices (Post-market Surveillance Requirements) (Amendment) Regulations 2024 — SI 2024/1368
Source ID: uk-pms-regulations-2024
	UK
	regulation
binding regulation
	Device / IVD
Searchable

	Medical Devices Regulations 2002 - current revised CLML full text
Source ID: uk-medical-devices-regulations-current-clml
	UK
	revised regulation full text
binding regulation as amended
	Device / IVD
Searchable

	Medical Devices Regulations 2002 — SI 2002/618
Source ID: uk-medical-devices-regulations-2002
	UK
	regulation
binding regulation as amended
	Device / IVD
Searchable

	Medical Devices Regulations 2002 — SI 2002/618, current revised contents
Source ID: uk-medical-devices-regulations-current
	UK
	revised regulation
binding regulation as amended
	Device / IVD
Searchable

	Medicines and Medical Devices Act 2021
Source ID: uk-medicines-medical-devices-act-2021
	UK Parliament
	statute
binding statute
	Device / IVD
Searchable

	Medicines and Medical Devices Act 2021 - current CLML full text
Source ID: uk-medicines-medical-devices-act-current-clml
	UK Parliament
	statute full text
binding statute
	Device / IVD
Searchable

	MHRA Documentation for PMS Data Requirements
Source ID: uk-mhra-more-pms-data-documents
	MHRA
	technical implementation guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA Effective Field Safety Notices Guidance
Source ID: uk-mhra-effective-fsn-guidance
	MHRA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA FSCA 2.8 Changelog
Source ID: uk-mhra-fsca-2-8-changelog
	MHRA
	technical implementation guidance
nonbinding technical artifact
	Device / IVD
Searchable

	MHRA FSCA GB 2.8 Helptext
Source ID: uk-mhra-fsca-gb-2-8-helptext
	MHRA
	machine readable implementation artifact
nonbinding technical artifact
	Device / IVD
Searchable

	MHRA GB MIR and FSCA Schema Implementation Guide
Source ID: uk-mhra-gb-mir-fsca-schema-guide
	MHRA
	technical implementation guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA GB XSD Files
Source ID: uk-mhra-gb-xsd-files
	MHRA
	machine readable implementation artifact
nonbinding technical artifact
	Device / IVD
Searchable

	MHRA Guidance — Medical Devices Post-market Surveillance Requirements
Source ID: uk-mhra-pms
	MHRA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA Guidance — Regulating Medical Devices in the UK
Source ID: uk-mhra-device-regulation
	MHRA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA Manufacturers Online Reporting Environment (MORE)
Source ID: uk-mhra-more
	MHRA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA Medical Device Examples of Reportable Incidents
Source ID: uk-mhra-reportable-incident-examples
	MHRA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA MIR 7.2.1 Changelog
Source ID: uk-mhra-mir-7-2-1-changelog
	MHRA
	technical implementation guidance
nonbinding technical artifact
	Device / IVD
Searchable

	MHRA MIR GB 7.2.1 Helptext
Source ID: uk-mhra-mir-gb-7-2-1-helptext
	MHRA
	machine readable implementation artifact
nonbinding technical artifact
	Device / IVD
Searchable

	MHRA MORE Platform API Setup Guide - Publication Page
Source ID: uk-mhra-more-production-api-guide-landing
	MHRA
	official version monitor
official discovery page
	Device / IVD
Searchable

	MHRA MORE Production API Guidance
Source ID: uk-mhra-more-production-api-guide-2023
	MHRA
	technical implementation guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA MORE Submissions Guide V6
Source ID: uk-mhra-more-submissions-guide-v6-2025-12
	MHRA
	technical implementation guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA MORE Submissions User Reference Guide
Source ID: uk-mhra-more-submissions-guide
	MHRA
	technical implementation guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA PMS Guidance - Introduction and Scope
Source ID: uk-mhra-pms-introduction-scope
	MHRA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA PMS Guidance - Requirements of the Manufacturer's PMS System
Source ID: uk-mhra-pms-manufacturer-system-requirements
	MHRA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA PMS Guidance - Vigilance Reporting Requirements
Source ID: uk-mhra-pms-vigilance-reporting-requirements
	MHRA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA PMS Obligations by Medical Device Type
Source ID: uk-mhra-pms-obligations-by-device-type-2025-05-15
	MHRA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA PMS Requirements - Summary of Main Changes
Source ID: uk-mhra-pms-main-changes-summary-2025-05-15
	MHRA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA PSUR Guidance for Approved Bodies
Source ID: uk-mhra-psur-approved-body-guidance-2025
	MHRA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA Standardised Format for the Periodic Safety Update Report
Source ID: uk-mhra-psur-standardised-format-2025-09
	MHRA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA Standardised Format for the Post-market Surveillance Report
Source ID: uk-mhra-pmsr-standardised-format-2025-09
	MHRA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	MHRA XML Files for Testing
Source ID: uk-mhra-xml-test-files
	MHRA
	machine readable implementation artifact
nonbinding technical artifact
	Device / IVD
Searchable

	Data (Use and Access) Act 2025 - Current CLML Full Text
Source ID: uk-data-use-access-act-2025-current-clml
	UK Parliament
	statute full text
binding statute
	SaaS vendor-sale
Searchable

	Data Protection Act 2018 - Current CLML Full Text
Source ID: uk-data-protection-act-2018-current-clml
	UK Parliament
	statute full text
binding statute
	SaaS vendor-sale
Searchable

	Electronic Communications Act 2000 - current revised text
Source ID: uk-electronic-communications-act-2000-current-clml
	United Kingdom Parliament / The National Archives
	statute current revised clml
binding uk statute subject to commencement and outstanding effects review
	SaaS vendor-sale
Searchable

	Equality Act 2010 - Current CLML Full Text
Source ID: uk-equality-act-2010-current-clml
	UK Parliament
	statute full text
binding statute conditional
	SaaS vendor-sale
Searchable

	Network and Information Systems Regulations 2018 - Current CLML Full Text
Source ID: uk-nis-regulations-2018-current-clml
	UK
	regulation full text
binding regulation conditional
	SaaS vendor-sale
Searchable

	Privacy and Electronic Communications (EC Directive) Regulations 2003 - current revised text
Source ID: uk-pecr-2003-current-clml
	United Kingdom Parliament / The National Archives
	regulation current revised clml
binding uk regulation subject to outstanding effects review
	SaaS vendor-sale
Searchable

	Public Sector Bodies (Websites and Mobile Applications) Accessibility Regulations 2018 — SI 2018/952
Source ID: uk-public-sector-accessibility-2018-952
	UK
	regulation
binding regulation
	SaaS vendor-sale
Searchable

	Sanctions and Anti-Money Laundering Act 2018
Source ID: saas-xb-uk-sanctions-aml-act-2018
	UK Parliament / The National Archives
	binding statute official consolidated text
binding framework law
	SaaS vendor-sale
Searchable

	The UK Sanctions List
Source ID: saas-xb-uk-sanctions-list
	UK Government
	dynamic official designations list
official current list not complete legal analysis
	SaaS vendor-sale
Searchable

	UK GDPR - Regulation (EU) 2016/679 as Applicable in UK Law, Current CLML
Source ID: uk-gdpr-current-clml
	UK
	retained eu regulation full text
binding regulation as amended
	SaaS vendor-sale
Searchable


US - United States
Readiness: Named baseline - legal review required  |  Regional overlays: None  |  Local source records: 180
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	10 CFR Part 30 — Rules of General Applicability to Domestic Licensing of Byproduct Material
Source ID: us-10cfr-030
	NRC
	regulation
binding regulation
	Device / IVD
Searchable

	10 CFR Part 32 — Specific Domestic Licenses To Manufacture or Transfer Certain Items Containing Byproduct Material
Source ID: us-10cfr-032
	NRC
	regulation
binding regulation
	Device / IVD
Searchable

	10 CFR Part 35 — Medical Use of Byproduct Material
Source ID: us-10cfr-035
	NRC
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 10 — Administrative Practices and Procedures
Source ID: us-21cfr-010
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 1000 — General
Source ID: us-21cfr-1000
	FDA
	radiation regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 1002 — Records and Reports
Source ID: us-21cfr-1002
	FDA
	radiation regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 1003 — Notification of Defects or Failure To Comply
Source ID: us-21cfr-1003
	FDA
	radiation regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 1004 — Repurchase, Repairs, or Replacement of Electronic Products
Source ID: us-21cfr-1004
	FDA
	radiation regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 1005 — Importation of Electronic Products
Source ID: us-21cfr-1005
	FDA
	radiation regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 1010 — Performance Standards for Electronic Products: General
Source ID: us-21cfr-1010
	FDA
	radiation regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 1020 — Performance Standards for Ionizing Radiation Emitting Products
Source ID: us-21cfr-1020
	FDA
	radiation regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 1030 — Performance Standards for Microwave and Radio Frequency Emitting Products
Source ID: us-21cfr-1030
	FDA
	radiation regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 1040 — Performance Standards for Light-Emitting Products
Source ID: us-21cfr-1040
	FDA
	radiation regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 1050 — Performance Standards for Sonic, Infrasonic, and Ultrasonic Radiation-Emitting Products
Source ID: us-21cfr-1050
	FDA
	radiation regulation
binding regulation
	Device / IVD
Transfer failed

	21 CFR Part 11 — Electronic Records; Electronic Signatures
Source ID: us-21cfr-011
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 1271 — Human Cells, Tissues, and Cellular and Tissue-Based Products
Source ID: us-21cfr-1271
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 16 — Regulatory Hearing Before the FDA
Source ID: us-21cfr-016
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 210 — Current Good Manufacturing Practice in Manufacturing, Processing, Packing, or Holding of Drugs
Source ID: us-21cfr-210
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 211 — Current Good Manufacturing Practice for Finished Pharmaceuticals
Source ID: us-21cfr-211
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 4 — Regulation of Combination Products
Source ID: us-21cfr-004
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 50 — Protection of Human Subjects
Source ID: us-21cfr-050
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 54 — Financial Disclosure by Clinical Investigators
Source ID: us-21cfr-054
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 56 — Institutional Review Boards
Source ID: us-21cfr-056
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 58 — Good Laboratory Practice for Nonclinical Laboratory Studies
Source ID: us-21cfr-058
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 600 — Biological Products: General
Source ID: us-21cfr-600
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 7 — Enforcement Policy
Source ID: us-21cfr-007
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 800 — General
Source ID: us-21cfr-800
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 801 — Labeling
Source ID: us-21cfr-801
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 803 — Medical Device Reporting
Source ID: us-21cfr-803
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 806 — Reports of Corrections and Removals
Source ID: us-21cfr-806
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 807 — Establishment Registration and Device Listing; Premarket Notification
Source ID: us-21cfr-807
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 808 — Exemptions From Federal Preemption of State and Local Medical Device Requirements
Source ID: us-21cfr-808
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 809 — In Vitro Diagnostic Products for Human Use
Source ID: us-21cfr-809
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 810 — Medical Device Recall Authority
Source ID: us-21cfr-810
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 812 — Investigational Device Exemptions
Source ID: us-21cfr-812
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 814 — Premarket Approval of Medical Devices
Source ID: us-21cfr-814
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 820 — Quality Management System Regulation
Source ID: us-21cfr-820
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 821 — Medical Device Tracking Requirements
Source ID: us-21cfr-821
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 822 — Postmarket Surveillance
Source ID: us-21cfr-822
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 830 — Unique Device Identification
Source ID: us-21cfr-830
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 860 — Medical Device Classification Procedures
Source ID: us-21cfr-860
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 862 — Clinical Chemistry and Clinical Toxicology Devices
Source ID: us-21cfr-862
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 864 — Hematology and Pathology Devices
Source ID: us-21cfr-864
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 866 — Immunology and Microbiology Devices
Source ID: us-21cfr-866
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 868 — Anesthesiology Devices
Source ID: us-21cfr-868
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 870 — Cardiovascular Devices
Source ID: us-21cfr-870
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 872 — Dental Devices
Source ID: us-21cfr-872
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 874 — Ear, Nose, and Throat Devices
Source ID: us-21cfr-874
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 876 — Gastroenterology-Urology Devices
Source ID: us-21cfr-876
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 878 — General and Plastic Surgery Devices
Source ID: us-21cfr-878
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 880 — General Hospital and Personal Use Devices
Source ID: us-21cfr-880
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 882 — Neurological Devices
Source ID: us-21cfr-882
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 884 — Obstetrical and Gynecological Devices
Source ID: us-21cfr-884
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 886 — Ophthalmic Devices
Source ID: us-21cfr-886
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 888 — Orthopedic Devices
Source ID: us-21cfr-888
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 890 — Physical Medicine Devices
Source ID: us-21cfr-890
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 892 — Radiology Devices
Source ID: us-21cfr-892
	FDA
	device classification regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 895 — Banned Devices
Source ID: us-21cfr-895
	FDA
	regulation
binding regulation
	Device / IVD
Searchable

	21 CFR Part 898 — Performance Standard for Electrode Lead Wires and Patient Cables
Source ID: us-21cfr-898
	FDA
	performance standard
binding regulation
	Device / IVD
Searchable

	21 U.S.C. Chapter 9 — Federal Food, Drug, and Cosmetic Act
Source ID: us-21usc-ch9-prelim
	House Office of the Law Revision Counsel
	codified statute
binding statute
	Device / IVD
Searchable

	29 CFR Part 1904 — Recording and Reporting Occupational Injuries and Illnesses
Source ID: us-29cfr-1904
	OSHA
	regulation
binding regulation
	Device / IVD
Searchable

	29 CFR Part 1910 — Occupational Safety and Health Standards
Source ID: us-29cfr-1910
	OSHA
	regulation
binding regulation
	Device / IVD
Searchable

	40 CFR Part 262 — Standards Applicable to Generators of Hazardous Waste
Source ID: us-40cfr-262
	EPA
	regulation
binding regulation
	Device / IVD
Searchable

	40 CFR Part 370 — Hazardous Chemical Reporting
Source ID: us-40cfr-370
	EPA
	regulation
binding regulation
	Device / IVD
Searchable

	40 CFR Part 372 — Toxic Chemical Release Reporting
Source ID: us-40cfr-372
	EPA
	regulation
binding regulation
	Device / IVD
Searchable

	40 CFR Part 63 Subpart O — Ethylene Oxide Emissions Standards for Sterilization Facilities
Source ID: us-40cfr-063-subpart-o
	EPA
	regulation
binding regulation
	Device / IVD
Searchable

	42 CFR Part 1001 — Program Integrity; Exclusions
Source ID: us-42cfr-1001
	HHS OIG
	regulation
binding regulation
	Device / IVD
Searchable

	42 CFR Part 11 — Clinical Trials Registration and Results Information Submission
Source ID: us-42cfr-011
	HHS
	regulation
binding regulation
	Device / IVD
Searchable

	42 CFR Part 403 Subpart I — Transparency Reports and Reporting of Physician Ownership or Investment Interests
Source ID: us-42cfr-403-subpart-i
	CMS
	regulation
binding regulation
	Device / IVD
Searchable

	42 CFR Part 424 — DMEPOS supplier standards and accreditation
Source ID: us-42cfr-424-sections-57-58
	CMS
	regulation
binding regulation
	Device / IVD
Searchable

	45 CFR Part 46 — Protection of Human Subjects
Source ID: us-45cfr-046
	HHS
	regulation
binding regulation
	Device / IVD
Searchable

	47 CFR Part 15 — Radio Frequency Devices
Source ID: us-47cfr-015
	FCC
	regulation
binding regulation
	Device / IVD
Searchable

	47 CFR Part 2 — Frequency Allocations and Radio Treaty Matters; General Rules and Regulations
Source ID: us-47cfr-002
	FCC
	regulation
binding regulation
	Device / IVD
Searchable

	49 CFR Part 171 — General Information, Regulations, and Definitions
Source ID: us-49cfr-171
	PHMSA / DOT
	regulation
binding regulation
	Device / IVD
Searchable

	49 CFR Part 172 — Hazardous Materials Table and Hazardous Materials Communications Requirements
Source ID: us-49cfr-172
	PHMSA / DOT
	regulation
binding regulation
	Device / IVD
Searchable

	49 CFR Part 173 — Shippers: General Requirements for Shipments and Packagings
Source ID: us-49cfr-173
	PHMSA / DOT
	regulation
binding regulation
	Device / IVD
Searchable

	49 CFR Part 174 — Carriage by Rail
Source ID: us-49cfr-174
	PHMSA / DOT
	regulation
binding regulation
	Device / IVD
Searchable

	49 CFR Part 175 — Carriage by Aircraft
Source ID: us-49cfr-175
	PHMSA / DOT
	regulation
binding regulation
	Device / IVD
Searchable

	49 CFR Part 176 — Carriage by Vessel
Source ID: us-49cfr-176
	PHMSA / DOT
	regulation
binding regulation
	Device / IVD
Searchable

	49 CFR Part 177 — Carriage by Public Highway
Source ID: us-49cfr-177
	PHMSA / DOT
	regulation
binding regulation
	Device / IVD
Searchable

	49 CFR Part 178 — Specifications for Packagings
Source ID: us-49cfr-178
	PHMSA / DOT
	regulation
binding regulation
	Device / IVD
Searchable

	49 CFR Part 179 — Specifications for Tank Cars
Source ID: us-49cfr-179
	PHMSA / DOT
	regulation
binding regulation
	Device / IVD
Searchable

	49 CFR Part 180 — Continuing Qualification and Maintenance of Packagings
Source ID: us-49cfr-180
	PHMSA / DOT
	regulation
binding regulation
	Device / IVD
Searchable

	Applying Human Factors and Usability Engineering to Medical Devices
Source ID: us-fda-human-factors
	FDA
	final guidance
nonbinding guidance
	Device / IVD
Searchable

	California Health and Safety Code Section 111615
Source ID: ca-hsc-111615
	California Legislature
	state statute
binding state law
	Device / IVD
Searchable

	Compliance Program 7382.850 — Inspection of Medical Device Manufacturers
Source ID: us-fda-inspection-7382-850
	FDA
	inspection program
nonbinding internal enforcement material
	Device / IVD
Searchable

	Computer Software Assurance for Production and Quality Management System Software
Source ID: us-fda-csa-2026
	FDA
	final guidance
nonbinding guidance
	Device / IVD
Searchable

	Content of Premarket Submissions for Device Software Functions
Source ID: us-fda-device-software-submissions
	FDA
	final guidance
nonbinding guidance
	Device / IVD
Searchable

	Cybersecurity in Medical Devices: Quality Management System Considerations and Content of Premarket Submissions
Source ID: us-fda-cybersecurity-2026
	FDA
	final guidance
nonbinding guidance
	Device / IVD
Searchable

	Deciding When to Submit a 510(k) for a Change to an Existing Device
Source ID: fda-510k-device-change-guidance
	FDA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	Deciding When to Submit a 510(k) for a Software Change to an Existing Device
Source ID: fda-510k-software-change-guidance
	FDA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	Distinguishing Medical Device Recalls from Medical Device Enhancements
Source ID: fda-distinguishing-recall-from-enhancement
	FDA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	Electronic Submission of Medical Device Reports of Corrections and Removals
Source ID: fda-part-806-electronic-submission-instructions
	FDA
	regulator submission instructions
official operational instrument
	Device / IVD
Searchable

	EPA Ethylene Oxide Emissions Standards for Sterilization Facilities
Source ID: us-epa-eto-page
	EPA
	regulator program material
nonbinding explanatory material
	Device / IVD
Searchable

	EPA Hazardous Waste Generator Regulatory Summary
Source ID: us-epa-hw-generator-summary
	EPA
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	FDA 506J Device List
Source ID: us-fda-506j-device-list
	FDA
	dynamic regulator designation list
regulator designation with statutory effect
	Device / IVD
Searchable

	FDA CPG 130.300 - Access to Quality Assurance Program Audits and Inspections
Source ID: us-fda-cpg-130-300-qa-audit-access
	FDA
	compliance policy guide
agency enforcement policy
	Device / IVD
Searchable

	FDA Draft Guidance - Quality Management System Information for Certain Premarket Submission Reviews
Source ID: us-fda-draft-qmsr-premarket-qms-information-2025-10
	FDA
	draft guidance
draft not for implementation
	Device / IVD
Searchable

	FDA Electronic Medical Device Reporting (eMDR)
Source ID: us-fda-emdr-operational-page-2026
	FDA
	regulator operational guidance
nonbinding guidance
	Device / IVD
Searchable

	FDA Electronic Systems, Electronic Records, and Electronic Signatures in Clinical Investigations - Q&A
Source ID: us-fda-electronic-systems-records-signatures-clinical-investigations-2024
	FDA
	guidance
nonbinding guidance
	Device / IVD
Searchable

	FDA Final Guidance — Notifying FDA Under Section 506J
Source ID: us-fda-506j-guidance-2025
	FDA
	final guidance
nonbinding guidance implementing binding statute
	Device / IVD
Searchable

	FDA Guidances with Digital Health Content
Source ID: us-fda-digital-health-guidance-index
	FDA
	guidance index
nonbinding explanatory material
	Device / IVD
Searchable

	FDA Initiation of Voluntary Recalls Under 21 CFR Part 7, Subpart C
Source ID: us-fda-voluntary-recall-initiation-2022
	FDA
	guidance
nonbinding guidance
	Device / IVD
Searchable

	FDA Medical Device Reporting for Manufacturers
Source ID: us-fda-mdr-manufacturers-guidance
	FDA
	guidance
nonbinding guidance
	Device / IVD
Searchable

	FDA Product Recalls, Including Removals and Corrections
Source ID: us-fda-product-recalls-removals-corrections-2020
	FDA
	guidance
nonbinding guidance
	Device / IVD
Searchable

	FDA QMS Information for Premarket Reviews - Guidance Record
Source ID: us-fda-draft-qmsr-premarket-qms-information-monitor
	FDA
	official version monitor
official discovery page
	Device / IVD
Searchable

	FDA Quality Management System Regulation (QMSR) overview
Source ID: us-fda-qmsr-overview
	FDA
	regulator explanation
nonbinding explanatory material
	Device / IVD
Searchable

	FDA Quality Management System Regulation Frequently Asked Questions
Source ID: us-fda-qmsr-faq
	FDA
	regulator faq
nonbinding explanatory material
	Device / IVD
Searchable

	FDA Questions and Answers about eMDR
Source ID: us-fda-emdr-qa-guidance-2014
	FDA
	guidance
nonbinding guidance
	Device / IVD
Searchable

	FDA Recognized Consensus Standards - General Category Results
Source ID: us-fda-recognized-consensus-standards-general-results
	FDA
	official version monitor
official discovery page
	Device / IVD
Searchable

	FDA Recognized Consensus Standards Database
Source ID: us-fda-recognized-consensus-standards-database
	FDA
	official version monitor
official discovery page
	Device / IVD
Searchable

	FDA — Notify the FDA About a Medical Device Supply Issue
Source ID: us-fda-506j-submission-page
	FDA
	regulator operational webpage
official operational guidance
	Device / IVD
Searchable

	Federal Food, Drug, and Cosmetic Act — current GPO compilation
Source ID: us-fdc-act-current
	Congress / GPO
	statute compilation
binding statute
	Device / IVD
Searchable

	Florida Statutes Section 499.01 — Permits
Source ID: fl-stat-499-01
	Florida Legislature
	state statute
binding state law
	Device / IVD
Searchable

	FTC Health Products Compliance Guidance
Source ID: us-ftc-health-claims
	FTC
	regulator guidance
nonbinding guidance
	Device / IVD
Searchable

	General Principles of Software Validation
Source ID: us-fda-general-software-validation
	FDA
	final guidance
nonbinding guidance
	Device / IVD
Searchable

	Louisiana Revised Statutes Section 37:3461
Source ID: la-rs-37-3461
	Louisiana Legislature
	state statute
binding state law
	Device / IVD
Searchable

	Medical Devices; Quality System Regulation Amendments — 89 FR 7496
Source ID: us-qmsr-final-rule
	FDA
	final rule
binding final rule
	Device / IVD
Searchable

	Medical Devices; Quality System Regulation Amendments — Correction
Source ID: us-qmsr-correction
	FDA
	final rule correction
binding final rule
	Device / IVD
Searchable

	Off-The-Shelf Software Use in Medical Devices
Source ID: us-fda-ots-software
	FDA
	final guidance
nonbinding guidance
	Device / IVD
Searchable

	Part 11, Electronic Records; Electronic Signatures — Scope and Application
Source ID: us-fda-part11-guidance
	FDA
	final guidance
nonbinding guidance and enforcement policy
	Device / IVD
Searchable

	Recalls, Corrections and Removals (Devices)
Source ID: fda-part-806-operational-page
	FDA
	regulator operational guidance
nonbinding guidance
	Device / IVD
Searchable

	Texas Medical Device Manufacturer and Distributor Licensing Requirements
Source ID: tx-device-license
	Texas DSHS
	state regulatory material
binding state requirements and guidance
	Device / IVD
Searchable

	15 CFR Part 762 — Recordkeeping
Source ID: us-15cfr-762
	BIS
	regulation
binding regulation
	SaaS vendor-sale
Searchable

	15 U.S.C. Section 45 — FTC Act Section 5
Source ID: us-15usc-045
	Congress / OLRC
	codified statute
binding statute
	SaaS vendor-sale
Searchable

	15 U.S.C. Section 7001 - Electronic Signatures in Global and National Commerce Act
Source ID: us-esign-act-15usc-7001
	United States Congress / Office of the Law Revision Counsel
	codified statute current preliminary text
binding federal statute
	SaaS vendor-sale
Searchable

	16 CFR Part 312 — Children's Online Privacy Protection Rule
Source ID: us-16cfr-312
	FTC
	regulation
binding regulation
	SaaS vendor-sale
Searchable

	16 CFR Part 318 — Health Breach Notification Rule
Source ID: us-16cfr-318
	FTC
	regulation
binding regulation
	SaaS vendor-sale
Searchable

	201 CMR 17.00 — Standards for Protection of Personal Information
Source ID: ma-201cmr17
	Massachusetts
	state regulation
binding state regulation
	SaaS vendor-sale
Transfer failed

	28 CFR Part 35 — Nondiscrimination on the Basis of Disability in State and Local Government Services
Source ID: us-28cfr-035
	Department of Justice
	regulation
binding regulation
	SaaS vendor-sale
Searchable

	29 U.S.C. Section 794d — Rehabilitation Act Section 508
Source ID: us-29usc-794d
	Congress / OLRC
	codified statute
binding statute
	SaaS vendor-sale
Searchable

	32 CFR Part 170 — Cybersecurity Maturity Model Certification Program
Source ID: us-32cfr-170
	Department of Defense
	regulation
binding regulation
	SaaS vendor-sale
Searchable

	36 CFR Part 1194 — ICT Accessibility Standards and Guidelines
Source ID: us-36cfr-1194
	U.S. Access Board
	regulation
binding regulation
	SaaS vendor-sale
Searchable

	42 CFR Part 2 — Confidentiality of Substance Use Disorder Patient Records
Source ID: us-42cfr-002
	HHS
	regulation
binding regulation
	SaaS vendor-sale
Searchable

	42 U.S.C. Chapter 156 — Health Information Technology
Source ID: us-hitech-ch156
	House Office of the Law Revision Counsel
	codified statute
binding statute
	SaaS vendor-sale
Searchable

	45 CFR Part 160 — General Administrative Requirements
Source ID: us-45cfr-160
	HHS
	regulation
binding regulation
	SaaS vendor-sale
Searchable

	45 CFR Part 164 — Security and Privacy
Source ID: us-45cfr-164
	HHS
	regulation
binding regulation
	SaaS vendor-sale
Searchable

	45 CFR Part 84 - Nondiscrimination on the Basis of Disability in Programs or Activities Receiving Federal Financial Assistance
Source ID: us-hhs-section504-45cfr-84
	United States Department of Health and Human Services
	regulation snapshot
binding federal regulation conditional on hhs funding scope
	SaaS vendor-sale
Searchable

	740 ILCS 14 — Biometric Information Privacy Act
Source ID: il-bipa
	Illinois General Assembly
	state statute
binding state law
	SaaS vendor-sale
Transfer failed

	BIS Encryption Controls
Source ID: us-bis-encryption-controls
	U.S. Department of Commerce, Bureau of Industry and Security
	official export control guidance index
official nonbinding guidance to binding EAR
	SaaS vendor-sale
Searchable

	California Civil Code Section 1798.100 — CCPA/CPRA starting section
Source ID: ca-ccpa-start
	California Legislature
	state statute
binding state law
	SaaS vendor-sale
Searchable

	California Civil Code Section 1798.81.5
Source ID: ca-civ-1798-81-5
	California Legislature
	state statute
binding state law
	SaaS vendor-sale
Searchable

	California Civil Code Section 1798.82
Source ID: ca-civ-1798-82
	California Legislature
	state statute
binding state law
	SaaS vendor-sale
Searchable

	California Civil Code Section 56.06 — Confidentiality of Medical Information
Source ID: ca-cmia-56-06
	California Legislature
	state statute
binding state law
	SaaS vendor-sale
Searchable

	Complying with FTC's Health Breach Notification Rule
Source ID: us-ftc-hbnr-basics
	FTC
	regulator guidance
nonbinding guidance
	SaaS vendor-sale
Searchable

	Connecticut General Statutes Chapter 743jj
Source ID: ct-ch743jj
	Connecticut General Assembly
	state statute
binding state law
	SaaS vendor-sale
Searchable

	DFARS 252.204-7012 — Safeguarding Covered Defense Information and Cyber Incident Reporting
Source ID: us-dfars-252-204-7012
	Department of Defense
	procurement clause
binding when incorporated into contract
	SaaS vendor-sale
Transfer failed

	DFARS 252.204-7021 — Contractor Compliance with CMMC Level Requirements
Source ID: us-dfars-252-204-7021
	Department of Defense
	procurement clause
binding when incorporated into contract
	SaaS vendor-sale
Transfer failed

	DOJ 2026 Interim Final Rule Extending ADA Title II Web and Mobile Accessibility Deadlines
Source ID: us-doj-ada-2026-ifr
	Department of Justice
	interim final rule
binding rule material
	SaaS vendor-sale
Searchable

	Export Administration Regulations
Source ID: saas-xb-us-export-administration-regulations-index
	U.S. Department of Commerce, Bureau of Industry and Security
	official export control regulation index
official index to binding ear
	SaaS vendor-sale
Searchable

	FAR 52.204-21 — Basic Safeguarding of Covered Contractor Information Systems
Source ID: us-far-52-204-21
	Federal Acquisition Regulatory Council
	procurement clause
binding when incorporated into contract
	SaaS vendor-sale
Searchable

	FAR 52.246-11 — Higher-Level Contract Quality Requirement
Source ID: us-far-52-246-11
	Federal Acquisition Regulatory Council
	procurement clause
binding when incorporated into contract
	SaaS vendor-sale
Searchable

	Federal Acquisition Regulation Part 46 — Quality Assurance
Source ID: us-far-part-46
	Federal Acquisition Regulatory Council
	procurement regulation
binding when incorporated into contract
	SaaS vendor-sale
Searchable

	FedRAMP Scope
Source ID: us-fedramp-scope
	GSA
	federal cloud program
binding when required for federal use
	SaaS vendor-sale
Searchable

	FTC Data Breach Response: A Guide for Business
Source ID: us-ftc-breach-response
	FTC
	regulator guidance
nonbinding guidance
	SaaS vendor-sale
Searchable

	FTC Health Breach Notification Rule resource page
Source ID: us-ftc-hbnr-rule-page
	FTC
	rule material
nonbinding explanatory material
	SaaS vendor-sale
Searchable

	HHS Business Associate Guidance
Source ID: us-hhs-hipaa-business-associates
	HHS OCR
	regulator guidance
nonbinding guidance
	SaaS vendor-sale
Transfer failed

	HHS Guidance on HIPAA and Cloud Computing
Source ID: us-hhs-hipaa-cloud
	HHS OCR
	regulator guidance
nonbinding guidance
	SaaS vendor-sale
Transfer failed

	HHS Guidance Regarding Methods for De-identification of PHI
Source ID: us-hhs-hipaa-deidentification
	HHS OCR
	regulator guidance
nonbinding guidance
	SaaS vendor-sale
Transfer failed

	HHS OCR Extends Web and Mobile Accessibility Compliance Deadline
Source ID: us-hhs-section504-web-deadline-extension-2026
	United States Department of Health and Human Services, Office for Civil Rights
	official effective date announcement
official noncontrolling summary of 2026 interim final rule
	SaaS vendor-sale
Transfer failed

	HHS Summary of the HIPAA Security Rule
Source ID: us-hhs-hipaa-security-summary
	HHS OCR
	regulator guidance
nonbinding guidance
	SaaS vendor-sale
Transfer failed

	HIPAA Security Rule Notice of Proposed Rulemaking
Source ID: us-hipaa-security-nprm
	HHS OCR
	proposed rule material
proposed not binding
	SaaS vendor-sale
Transfer failed

	Nevada Revised Statutes Chapter 603A
Source ID: nv-nrs-603a
	Nevada Legislature
	state statute
binding state law
	SaaS vendor-sale
Searchable

	New York General Business Law Section 899-aa
Source ID: ny-gbl-899-aa
	New York State Senate
	state statute
binding state law
	SaaS vendor-sale
Searchable

	New York General Business Law Section 899-bb — SHIELD Act
Source ID: ny-gbl-899-bb
	New York State Senate
	state statute
binding state law
	SaaS vendor-sale
Searchable

	NIST AI Risk Management Framework 1.0
Source ID: nist-ai-rmf
	NIST
	public framework
voluntary unless adopted
	SaaS vendor-sale
Searchable

	NIST Cybersecurity Framework 2.0
Source ID: nist-csf-2
	NIST
	public framework
voluntary unless adopted
	SaaS vendor-sale
Searchable

	NIST SP 800-171 Revision 3 — Protecting Controlled Unclassified Information
Source ID: nist-sp-800-171r3
	NIST
	public framework
contractual procurement baseline
	SaaS vendor-sale
Searchable

	NIST SP 800-207 — Zero Trust Architecture
Source ID: nist-sp-800-207
	NIST
	public guidance
voluntary unless adopted
	SaaS vendor-sale
Searchable

	NIST SP 800-218 — Secure Software Development Framework
Source ID: nist-sp-800-218
	NIST
	public framework
voluntary or procurement baseline
	SaaS vendor-sale
Searchable

	NIST SP 800-53 Revision 5 — Security and Privacy Controls
Source ID: nist-sp-800-53r5
	NIST
	public framework
voluntary or procurement baseline
	SaaS vendor-sale
Searchable

	NIST SP 800-61 Revision 3 — Incident Response Recommendations and Considerations
Source ID: nist-sp-800-61r3
	NIST
	public guidance
voluntary unless adopted
	SaaS vendor-sale
Searchable

	NIST SP 800-66 Revision 2 — Implementing the HIPAA Security Rule
Source ID: nist-sp-800-66r2
	NIST
	public guidance
nonbinding guidance
	SaaS vendor-sale
Searchable

	OFAC - Belarus sanctions
Source ID: belarus-ofac-sanctions-monitor
	U.S. Department of the Treasury / Office of Foreign Assets Control
	government sanctions program monitor
official us sanctions program source index
	SaaS vendor-sale
Searchable

	OFAC - Russia-related sanctions
Source ID: russia-ofac-sanctions-monitor
	U.S. Department of the Treasury / OFAC
	government sanctions program monitor
official us sanctions program source index
	SaaS vendor-sale
Searchable

	OFAC Sanctions Programs and Country Information
Source ID: us-ofac-sanctions-programs-country-information
	U.S. Department of the Treasury, Office of Foreign Assets Control
	dynamic official sanctions index
official program index not self executing law
	SaaS vendor-sale
Searchable

	RCW Chapter 19.373 — Washington My Health My Data Act
Source ID: wa-mhmda
	Washington Legislature
	state statute
binding state law
	SaaS vendor-sale
Searchable

	Section508.gov ACR and VPAT Frequently Asked Questions
Source ID: us-section508-vpat
	GSA
	procurement guidance
nonbinding guidance
	SaaS vendor-sale
Searchable

	Section508.gov Software Guidance
Source ID: us-section508-software
	GSA
	procurement guidance
nonbinding guidance
	SaaS vendor-sale
Searchable

	U.S. Access Board Information and Communication Technology Standards
Source ID: us-access-board-ict
	U.S. Access Board
	regulator technical material
nonbinding explanatory material
	SaaS vendor-sale
Searchable


UY - Uruguay
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 4
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Decreto 3/008 - Requisitos para reactivos de diagnostico, dispositivos terapeuticos y equipos medicos
Source ID: uruguay-decree-3-008-medical-products
	Poder Ejecutivo / Ministerio de Salud Publica
	regulation full text web
binding current regulation subject to amendment check
	Device / IVD
Searchable

	Que es la Tecnovigilancia?
Source ID: uruguay-msp-technovigilance-current
	Ministerio de Salud Publica
	regulator vigilance guidance
official binding-implementation guidance
	Device / IVD
Searchable

	Sector de Registro de Empresas - Departamento de Evaluacion de Tecnologia
Source ID: uruguay-msp-company-registration-sector
	Ministerio de Salud Publica
	regulator procedure hub
official administrative source
	Device / IVD
Searchable

	Sector de Registro de Productos - Departamento de Evaluacion de Tecnologia
Source ID: uruguay-msp-product-registration-sector
	Ministerio de Salud Publica
	regulator procedure hub
official administrative source
	Device / IVD
Searchable


UZ - Uzbekistan
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 6
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Cabinet of Ministers Resolution No. 738 of 24 November 2025 approving state-registration regulations for medicines and medical devices
Source ID: global-asia3-uz-cabinet-resolution-738
	Cabinet of Ministers of the Republic of Uzbekistan, via LexUZ
	binding cabinet resolution official consolidated text
binding national regulation effective 2026 02 26
	Device / IVD
Searchable

	Information on safety of medicines and medical devices
Source ID: global-asia3-uz-safety-monitoring-order-3752-page
	Center for Pharmaceutical Products Safety under the Ministry of Health of the Republic of Uzbekistan
	official regulator implementation page
official operational source for binding order not controlling text
	Device / IVD
Searchable

	ISO 13485 requirements for medical-device manufacturers
Source ID: global-asia3-uz-iso13485-2027-implementation-summary
	Center for Pharmaceutical Products Safety under the Ministry of Health of the Republic of Uzbekistan
	official regulator future requirement notice
official nonbinding explanation of enacted future measure
	Device / IVD
Searchable

	Law of the Republic of Uzbekistan On Medicinal Products and Pharmaceutical Activities, as restated by Law No. ZRU-399
Source ID: global-asia3-uz-medicines-pharmaceutical-activities-law
	Republic of Uzbekistan, LexUZ National Legislation Database
	binding statute official consolidated text
binding national law current official text
	Device / IVD
Searchable

	New rules for classification of medical equipment approved
Source ID: global-asia3-uz-classification-order-3751-summary
	Center for Pharmaceutical Products Safety under the Ministry of Health of the Republic of Uzbekistan
	official regulator explanatory page
official nonbinding summary of registered binding order
	Device / IVD
Searchable

	Presidential Decree No. UP-137 of 19 August 2025 on reforming regulation of medicines and medical devices
Source ID: global-asia3-uz-presidential-decree-up137
	President of the Republic of Uzbekistan, via LexUZ
	binding presidential decree official gazette pdf
binding reform decree with staged effective dates
	Device / IVD
Searchable


VE - Venezuela
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 3
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Recaudos de Equipos Medicos - SACS
Source ID: venezuela-sacs-device-procedure-hub
	Servicio Autonomo de Contraloria Sanitaria (SACS)
	regulator procedure and monitor hub
official administrative source
	Device / IVD
Searchable

	Recaudos para el Registro Sanitario y/o Renovacion de Materiales y Equipos de Salud
Source ID: venezuela-sacs-device-registration-requirements-2025
	Servicio Autonomo de Contraloria Sanitaria (SACS)
	regulator administrative requirements
official current procedure not standalone law
	Device / IVD
Searchable

	Recaudos para el Retiro del Mercado del Material o Equipo de Salud
Source ID: venezuela-sacs-device-market-withdrawal-requirements-2025
	Servicio Autonomo de Contraloria Sanitaria (SACS)
	regulator administrative requirements
official current procedure not standalone law
	Device / IVD
Searchable


VN - Vietnam
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 19
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Decree 148/2025/ND-CP on decentralization and delegation in the health sector
Source ID: global-apac-vn-decree-148-2025-health-decentralization
	Government of Vietnam / Official Gazette
	binding decree official gazette index
binding decree effective 2025-07-01
	Device / IVD
Searchable

	Decree 148/2025/ND-CP — Gazette 815-816
Source ID: global-apac-vn-decree-148-2025-part-815-816
	Government of Vietnam / Official Gazette
	binding decree official gazette part
controlling vietnamese text
	Device / IVD
Searchable

	Decree 148/2025/ND-CP — Gazette 817-818
Source ID: global-apac-vn-decree-148-2025-part-817-818
	Government of Vietnam / Official Gazette
	binding decree official gazette part
controlling vietnamese text
	Device / IVD
Searchable

	Decree 96/2023/ND-CP detailing the Law on Medical Examination and Treatment
Source ID: global-apac-vn-decree-96-2023-clinical-trials
	Government of Vietnam / Official Gazette
	binding decree official gazette index
binding decree effective 2024-01-01
	Device / IVD
Searchable

	Decree 96/2023/ND-CP — Gazette 169-170
Source ID: global-apac-vn-decree-96-2023-part-169-170
	Government of Vietnam / Official Gazette
	binding decree official gazette part
controlling vietnamese text
	Device / IVD
Searchable

	Decree 96/2023/ND-CP — Gazette 171-172
Source ID: global-apac-vn-decree-96-2023-part-171-172
	Government of Vietnam / Official Gazette
	binding decree official gazette part
controlling vietnamese text
	Device / IVD
Searchable

	Decree 96/2023/ND-CP — Gazette 173-174
Source ID: global-apac-vn-decree-96-2023-part-173-174
	Government of Vietnam / Official Gazette
	binding decree official gazette part
controlling vietnamese text
	Device / IVD
Searchable

	Decree 96/2023/ND-CP — Gazette 175-176
Source ID: global-apac-vn-decree-96-2023-part-175-176
	Government of Vietnam / Official Gazette
	binding decree official gazette part
controlling vietnamese text
	Device / IVD
Searchable

	Decree No. 07/2023/ND-CP amending Decree No. 98/2021/ND-CP
Source ID: global-apac-vn-decree-07-2023-amendment
	Government of Vietnam
	binding amending decree official text
binding amendment
	Device / IVD
Searchable

	Decree No. 98/2021/ND-CP on Management of Medical Devices
Source ID: global-apac-vn-decree-98-2021-medical-devices
	Government of Vietnam
	binding government decree official text
binding decree subject to amendments
	Device / IVD
Searchable

	Ministry of Health - amended medical-device administrative procedures under Circular 44/2025/TT-BYT
Source ID: global-apac-vn-circular-44-2025-procedure-update
	Ministry of Health
	official regulator operational update
official implementation notice
	Device / IVD
Transfer failed

	Ministry of Health consolidated text on medical-device management and classification
Source ID: global-apac-vn-medical-device-decrees-consolidated-2024
	Ministry of Health
	official consolidated legal text
official consolidation reference
	Device / IVD
Transfer failed

	Ministry of Health overview of Circular No. 05/2022/TT-BYT implementing Decree No. 98/2021
Source ID: global-apac-vn-circular-05-2022-implementation
	Ministry of Health
	official ministry explanatory overview
official noncontrolling explanatory reference
	Device / IVD
Transfer failed

	Vietnam Medical Device Administration - Legal Documents
Source ID: global-apac-vn-medical-device-legal-monitor
	Ministry of Health - Infrastructure and Medical Device Administration
	official regulator legal monitor
official binding instrument index
	Device / IVD
Transfer failed

	Vietnam Medical Device Administration Portal
Source ID: global-apac-vn-device-registration-portal-monitor
	Ministry of Health - Infrastructure and Medical Device Administration
	official regulator registration and implementation monitor
official operational system
	Device / IVD
Searchable

	Law No. 116/2025/QH15 on Cybersecurity
Source ID: saas-vn-cybersecurity-law-116-2025
	National Assembly / Government Legal Documents Portal
	binding statute official text
binding current law effective 2026 07 01
	SaaS vendor-sale
Searchable

	Law No. 134/2025/QH15 on Artificial Intelligence
Source ID: saas-vn-artificial-intelligence-law-134-2025
	National Assembly / Government Legal Documents Portal
	binding statute official text
binding current law effective 2026 03 01
	SaaS vendor-sale
Searchable

	Law No. 20/2023/QH15 on Electronic Transactions
Source ID: saas-vn-electronic-transactions-law-20-2023
	National Assembly / Government Legal Documents Portal
	binding statute official text
binding current law effective 2024 07 01
	SaaS vendor-sale
Searchable

	Law No. 91/2025/QH15 on Personal Data Protection
Source ID: saas-vn-personal-data-protection-law-91-2025
	National Assembly / Government Legal Documents Portal
	binding statute official text
binding current law effective 2026 01 01
	SaaS vendor-sale
Searchable


ZM - Zambia
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 7
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Allied Substances
Source ID: zambia-zamra-allied-substances-service
	Zambia Medicines Regulatory Authority
	official regulator medical device services page
official regulator operational source
	Device / IVD
Searchable

	Guidelines for Grant of Marketing Authorisation of In Vitro Diagnostic Devices for Human Use
Source ID: zambia-ivd-marketing-authorization-guideline
	Zambia Medicines Regulatory Authority
	official regulator ivd market authorization guideline pdf
official nonbinding regulator guidance with operational requirements
	Device / IVD
Searchable

	Guidelines for Label and Instructions for Use for Medical Devices
Source ID: zambia-device-label-ifu-guideline
	Zambia Medicines Regulatory Authority
	official regulator device labeling guideline pdf
official nonbinding regulator guidance
	Device / IVD
Searchable

	Guidelines on Application for Grant of Marketing Authorisation of Non-IVDs
Source ID: zambia-non-ivd-marketing-authorization-guideline-2024
	Zambia Medicines Regulatory Authority
	official regulator non ivd market authorization guideline pdf
official nonbinding regulator guidance with operational requirements
	Device / IVD
Searchable

	Guidelines on Recall of Medicines and Allied Substances
Source ID: zambia-recall-allied-substances-guideline
	Zambia Medicines Regulatory Authority
	official regulator recall guideline pdf
official nonbinding regulator guidance
	Device / IVD
Searchable

	Guidelines on the Principles of Medical Devices Classifications
Source ID: zambia-medical-device-classification-guideline
	Zambia Medicines Regulatory Authority
	official regulator device classification guideline pdf
official nonbinding regulator guidance
	Device / IVD
Searchable

	Medicines and Allied Substances Act, No. 3 of 2013
Source ID: zambia-medicines-allied-substances-act-2013
	National Assembly of Zambia
	binding statute official parliament pdf
binding national statute subject to amendment
	Device / IVD
Searchable


ZW - Zimbabwe
Readiness: Catalogued - interpretation required  |  Regional overlays: None  |  Local source records: 5
Titles link to the catalogued official URL. Type and legal-status labels are preserved from the source catalog; evidence state reports acquisition and strict extraction only.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	Guidelines for the Notification of Medicinal Product Problem or Defect and Recall Procedure
Source ID: zimbabwe-mcaz-product-defect-recall-guideline
	Medicines Control Authority of Zimbabwe
	official regulator product problem recall guideline pdf
official nonbinding regulator guidance
	Device / IVD
Searchable

	MCAZ Acts
Source ID: zimbabwe-mcaz-acts-index
	Medicines Control Authority of Zimbabwe
	official regulator statutes index
official source index not authentic consolidated statute
	Device / IVD
Searchable

	Medical Devices and Microbiology
Source ID: zimbabwe-mcaz-device-regulatory-scope
	Medicines Control Authority of Zimbabwe
	official regulator medical device scope page
official regulator current scope statement
	Device / IVD
Searchable

	Medical Devices Documents
Source ID: zimbabwe-mcaz-medical-device-documents
	Medicines Control Authority of Zimbabwe
	official regulator product specific device instruments index
official source index not binding instrument
	Device / IVD
Searchable

	Medicines and Allied Substances Control (Medical Devices) (Condoms) Regulations, 2005 (S.I. 183 of 2005)
Source ID: zimbabwe-condom-regulations-si-183-2005
	Medicines Control Authority of Zimbabwe
	binding product specific regulation official regulator download
binding national regulation as amended not consolidated
	Device / IVD
Searchable




Global and international source register
These records are global, international, MDSAP, or otherwise not assigned as a single country's local law. Their adoption, incorporation, contractual use, or national effect must be reviewed separately.
	Instrument / source ID
	Authority
	Type / legal status
	Category / evidence

	GHTF SG3 N15R8 - Risk Management Principles and Activities within a QMS
Source ID: ghtf-sg3-n15r8-2005-risk-management-qms
	GHTF / IMDRF
	technical guidance
nonbinding guidance
	Device / IVD
Transfer failed

	GHTF SG3 N17:2008 - Supplier Controls Guidance
Source ID: ghtf-sg3-n17-2008-supplier-controls
	GHTF / IMDRF
	technical guidance
nonbinding guidance
	Device / IVD
Transfer failed

	GHTF SG3 N18:2010 - CAPA Guidance
Source ID: ghtf-sg3-n18-2010-capa
	GHTF / IMDRF
	technical guidance
nonbinding guidance
	Device / IVD
Transfer failed

	GHTF SG3 N19:2012 - Nonconformity Grading System
Source ID: ghtf-sg3-n19-2012-nonconformity-grading
	GHTF / IMDRF
	technical guidance
nonbinding guidance
	Device / IVD
Transfer failed

	GHTF SG3 N99-10:2004 - Process Validation Guidance
Source ID: ghtf-sg3-n99-10-2004-process-validation
	GHTF / IMDRF
	technical guidance
nonbinding guidance
	Device / IVD
Transfer failed

	GHTF Study Group 3 - Quality Systems Collection
Source ID: ghtf-sg3-qms-current-record-monitor
	GHTF / IMDRF
	official collection monitor
official discovery page
	Device / IVD
Transfer failed

	IMDRF AER Annexes Combined Code Browser - Release 2026
Source ID: imdrf-n43-aer-combined-codes-browser-2026
	IMDRF
	human readable terminology
nonbinding technical artifact
	Device / IVD
Transfer failed

	IMDRF AER Terminology Release Notes - 2026
Source ID: imdrf-n43-aer-release-notes-2026
	IMDRF
	release notes
nonbinding technical artifact
	Device / IVD
Transfer failed

	IMDRF N43 AER Change Request Log - Release 2026
Source ID: imdrf-n43-aer-change-request-log-2026
	IMDRF
	machine readable change log
nonbinding technical artifact
	Device / IVD
Transfer failed

	IMDRF N43 AER Terminology and Codes - Current Record
Source ID: imdrf-n43-aer-current-record-monitor
	IMDRF
	official version monitor
official discovery page
	Device / IVD
Transfer failed

	IMDRF N43 Annexes A-G Consolidated AER Codes - Release 2026
Source ID: imdrf-n43-aer-codes-consolidated-2026-json
	IMDRF
	machine readable terminology
nonbinding technical artifact
	Device / IVD
Transfer failed

	IMDRF N43 Annexes A-G Consolidated AER Codes - Release 2026, Revised June
Source ID: imdrf-n43-aer-codes-consolidated-2026-xlsx-revised-june
	IMDRF
	machine readable terminology
nonbinding technical artifact
	Device / IVD
Transfer failed

	IMDRF N43 Final:2020 Edition 4 - AER Terminology Framework
Source ID: imdrf-n43-2020-ed4-aer-terminology-framework
	IMDRF
	technical guidance
nonbinding guidance
	Device / IVD
Transfer failed

	IMDRF/CYBER WG/N60 FINAL:2020 — Principles and Practices for Medical Device Cybersecurity
Source ID: imdrf-n60-2020
	IMDRF
	technical document
nonbinding regulatory convergence document
	Device / IVD
Transfer failed

	IMDRF/CYBER WG/N70 FINAL:2023 — Cybersecurity of Legacy Medical Devices
Source ID: imdrf-n70-2023
	IMDRF
	technical document
nonbinding regulatory convergence document
	Device / IVD
Transfer failed

	IMDRF/CYBER WG/N73 FINAL:2023 — Software Bill of Materials for Medical Device Cybersecurity
Source ID: imdrf-n73-2023
	IMDRF
	technical document
nonbinding regulatory convergence document
	Device / IVD
Transfer failed

	IMDRF/GRRP WG/N47 FINAL:2024 Edition 2 — Essential Principles of Safety and Performance
Source ID: imdrf-n47-2024
	IMDRF
	technical document
nonbinding regulatory convergence document
	Device / IVD
Transfer failed

	IMDRF/SaMD WG/N23 FINAL:2015 — Application of Quality Management System
Source ID: imdrf-n23-2015
	IMDRF
	technical document
nonbinding regulatory convergence document
	Device / IVD
Transfer failed

	MDSAP AU F0037.1.001.02 - Nonconformity Grading Rubric
Source ID: mdsap-au-f0037-1-nonconformity-grading-rubric
	MDSAP Regulatory Authority Council
	audit form
regulatory audit program material
	Device / IVD
Transfer failed

	MDSAP AU P0002.010 — MDSAP Audit Approach
Source ID: mdsap-audit-approach-2026
	MDSAP Regulatory Authority Council
	audit model
regulatory audit program material
	Device / IVD
Transfer failed

	MDSAP AU P0008.008 - Audit Time Determination Procedure
Source ID: mdsap-au-p0008-008-audit-time-determination
	MDSAP Regulatory Authority Council
	audit procedure
regulatory audit program material
	Device / IVD
Transfer failed

	MDSAP AU P0019.005 - Audit Report Policy
Source ID: mdsap-au-p0019-005-audit-report-policy
	MDSAP Regulatory Authority Council
	audit policy
regulatory audit program material
	Device / IVD
Transfer failed

	MDSAP AU P0026.006 - Certification Document Requirements
Source ID: mdsap-au-p0026-006-certificate-requirements
	MDSAP Regulatory Authority Council
	audit policy
regulatory audit program material
	Device / IVD
Transfer failed

	MDSAP AU P0027.007 - Post-Audit Activities and Timeline Policy
Source ID: mdsap-au-p0027-007-post-audit-timeline
	MDSAP Regulatory Authority Council
	audit policy
regulatory audit program material
	Device / IVD
Transfer failed

	MDSAP AU P0037.002 - Nonconformity Grading Guidance
Source ID: mdsap-au-p0037-002-nonconformity-grading
	MDSAP Regulatory Authority Council
	audit guidance
regulatory audit program material
	Device / IVD
Transfer failed

	MDSAP Audit Approach Official Record
Source ID: mdsap-audit-approach-record
	MDSAP Regulatory Authority Council
	document record
regulatory audit program material
	Device / IVD
Transfer failed

	MDSAP Audit Procedures and Forms
Source ID: mdsap-audit-procedures-index
	MDSAP Regulatory Authority Council
	document index
regulatory audit program material
	Device / IVD
Transfer failed

	MDSAP Audit Report Form F0019.1
Source ID: mdsap-audit-report-form-f0019-1-current
	MDSAP Regulatory Authority Council
	program audit template
program requirement
	Device / IVD
Transfer failed

	MDSAP Document Library
Source ID: mdsap-document-library-index
	MDSAP Regulatory Authority Council
	document index
regulatory audit program material
	Device / IVD
Transfer failed

	MDSAP Nonconformity Form F0019.2
Source ID: mdsap-nonconformity-form-f0019-2-current
	MDSAP Regulatory Authority Council
	program nonconformity template
program requirement
	Device / IVD
Transfer failed

	What to Expect in an Initial MDSAP Audit
Source ID: mdsap-manufacturer-response-workflow
	MDSAP Regulatory Authority Council
	program operational guidance
program guidance
	Device / IVD
Transfer failed

	WHO Global Benchmarking Tool — evaluation of national regulatory systems of medical devices and IVDs
Source ID: who-gbt-medical-devices-ivds
	World Health Organization
	international regulatory benchmark framework
nonbinding public framework
	Device / IVD
Searchable

	WHO Global Model Regulatory Framework for medical devices including IVDs — Annex 3, TRS 1045
Source ID: who-global-model-regulatory-framework-2023
	World Health Organization
	international model regulatory framework
nonbinding public framework
	Device / IVD
Searchable

	WHO list of transitional WLAs for medical devices
Source ID: who-transitional-wla-medical-devices-2026
	World Health Organization
	dynamic regulatory reliance list
nonbinding international reliance reference
	Device / IVD
Searchable

	WHO list of transitional WLAs for medical devices — official PDF
Source ID: who-transitional-wla-medical-devices-list-2026
	World Health Organization
	dynamic regulatory reliance list official pdf
nonbinding international reliance reference
	Device / IVD
Searchable

	UNCITRAL electronic commerce texts
Source ID: uncitral-electronic-commerce-texts
	United Nations Commission on International Trade Law
	international model law index
nonbinding model law discovery reference
	SaaS vendor-sale
Searchable

	WAI-ARIA 1.2
Source ID: w3c-wai-aria-12
	W3C
	public technical standard
voluntary unless adopted
	SaaS vendor-sale
Searchable

	Web Content Accessibility Guidelines (WCAG) 2.0
Source ID: w3c-wcag-20
	W3C
	public technical standard
incorporated or adopted when cited
	SaaS vendor-sale
Searchable

	Web Content Accessibility Guidelines (WCAG) 2.1
Source ID: w3c-wcag-21
	W3C
	public technical standard
incorporated or adopted when cited
	SaaS vendor-sale
Searchable

	Web Content Accessibility Guidelines (WCAG) 2.2
Source ID: w3c-wcag-22
	W3C
	public technical standard
voluntary unless adopted
	SaaS vendor-sale
Searchable

	UN M49 Standard country or area codes for statistical use — overview
Source ID: un-m49-country-area-overview
	United Nations Statistics Division
	official jurisdiction inventory
official discovery reference not law
	Cross-cutting
Searchable


Activation gates
1. official source complete
2. controlling language reviewed
3. licensed material complete
4. qualified legal regulatory review approved
5. requirements mapped
6. implementation verified
7. security privacy vendor sale approved
8. customer validation pack released
9. regulatory monitoring active
Release caveats
· Licensed ISO, IEC, AICPA, national-standard, and other paywalled material must be obtained under appropriate rights and reviewed separately.
· Controlling-language review, qualified interpretation, applicability decisions, implementation, validation, customer configuration, and monitoring remain required.
· Product type, class, intended purpose, software status, clinical use, legal manufacturer, sites, supply chain, and data flows can trigger sources not determinable from a generic country list.
· This register is medical-device and IVD focused; incidental combination-product or adjacent sources do not create pharmaceutical or biologic product coverage.
	Approved external claim: source-traceable, claim-gated worldwide expansion baseline for medical-device and IVD eQMS workflows. Do not claim worldwide compliance, all laws downloaded, or support for a country until that country's activation evidence is approved.
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