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EURASIAN ECONOMIC COMMISSION
BOARD


RECOMMENDATION

September 4, 2017	No. 17				city of Moscow

On the list of standards, the application of which, on a voluntary basis, fully or partially ensures compliance of medical products with General Requirements for Safety and Efficacy of Medical Products, Requirements for Their Marking and Operational Documentation on Them

In accordance with paragraph 2 of Article 3, paragraph 4 of Article 4 and paragraph 4 of Article 7 of the Agreement on Common Principles and Rules for Circulation of Medical Products (Medical products and Medical Equipment) within the Eurasian Economic Union dated December 23, 2014, and in accordance with paragraph 110 of the General Requirements for Safety and Efficacy of Medical Products, Requirements for Their Marking and Operational Documentation on Them approved by Decision No. 27 of the Council of the Eurasian Economic Commission dated February 12, 2016, the Board of the Eurasian Economic Commission recommends to the Member States of the Eurasian Economic Union:
upon expiration of 6 months from the date of publication of this Recommendation on the official website of the Eurasian Economic Union for registration of medical products in accordance with the Rules for Registration and Examination of Safety, Quality and Efficacy of Medical Products approved by Decision No. 46 of the Council of the Eurasian Economic Commission dated February 12, 2016, to apply a list of standards, the application of which, on a voluntary basis, fully or partially ensures the compliance of medical products with the General Requirements for Safety and Efficacy of Medical Products, Requirements for Their Marking and Operational Documentation on Them, according to the Annex;
to inform the authorised authorities of the Member States of the Eurasian Economic Union from the date of publication of this Recommendation on the official website of the Eurasian Economic Union on the need for the conformity assessment bodies (testing laboratories (centers)) of the Member States to work out the issue of updating the scope of accreditation, taking into account the standards included in this list.


	Chairman of the Board of the Eurasian Economic Commission
	
	T. Sargsyan



_____________
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ANNEX
[bookmark: bookmark1]to Recommendation No. 17 of the Board of
the Eurasian Economic Commission
dated September 4, 2017

LIST
of standards, the application of which, on a voluntary basis, fully or partially ensures compliance of medical products with the General Requirements for Safety and Efficacy of Medical Products, Requirements for Their Marking and Operational Documentation on Them

	Item No.
	Standard designation
	Standard name
	Starting date 
of the standard application
	Ending date 
of the standard application
	Applicable structural elements of the standard
	Paragraph 
of the General Requirements

	1
	2
	3
	4
	5
	6
	7

	I. Standards applicable to medical products (except for in vitro diagnostics)

	1
	ГОСТ 28271-89
	Portable radiometric and dosimetric instruments. General technical requirements and test methods
	06.05.2017
	
	1.1.4-1.1.8, 1.3.1, 1.3.2
	3

	
	
	
	
	
	1.1.4-1.1.8, 1.3.1, 1.3.2
	4

	
	
	
	
	
	1.1.4-1.1.8, 1.3.1, 1.3.2
	6

	
	
	
	
	
	1.1.4-1.1.8, 1.3.1, 1.3.2
	7

	
	
	
	
	
	1.1.4-1.1.8, 1.3.1, 1.3.2
	8

	
	
	
	
	
	2.1-2.10
	31

	
	
	
	
	
	2.1-2.10
	32

	
	
	
	
	
	2.1-2.10
	33

	2
	ГОСТ 21643-82
	Suture appliances, medical. General specifications
	06.05.2017
	31.12.2019
	2.2,2.6-2.21,4.6-4.19
	3

	
	
	
	
	
	2.26, 4.24
	5

	
	
	
	
	
	2.2,2.6-2.21,4.6-4.19
	6

	3
	ГОСТ 31214-2003
	Medical products. Requirements for samples and documentation presented for toxicological tests, sanitary and chemical analyses, tests for sterility and pyrogenicity
	06.05.2017
	30.09.2017
	4, 5, Annex B
	13

	
	
	
	
	
	4, 5, Annex B
	15

	4
	ГОСТ 31214-2016
	Medical products. Requirements for samples and documentation presented for toxicological tests, sanitary and chemical researches, tests for sterility and pyrogenicity
	01.10.2017
	
	5, 6, Annex A
	13

	
	
	
	
	
	5, 6, Annex A
	15

	5
	ГОСТ 31509-2012
	Medical elastic manufactured articles for the fixation and compression. General technical requirements. Test methods
	06.05.2017
	
	5,6
	3

	
	
	
	
	
	5,6
	4

	
	
	
	
	
	5,6
	5

	
	
	
	
	
	5,6
	6

	
	
	
	
	
	5,6
	7

	
	
	
	
	
	5,6
	8

	
	
	
	
	
	5,6
	9

	
	
	
	
	
	5,6
	12

	6
	ГОСТ 31515.3-2012 
(EN 1060-3:1997, MOD)
	Non-invasive sphygmomanometers (measuring devices of arterial pressure). Part 3. Supplementary requirements for electro-mechanical blood pressure measuring systems
	06.05.2017
	31.12.2019
	7,8
	3

	
	
	
	
	
	7,8
	4

	
	
	
	
	
	7.5.1, 7.5.2, 8.9
	5

	
	
	
	
	
	7,8
	6

	
	
	
	
	
	7.6, 8.1
	7

	
	
	
	
	
	7,8
	8

	
	
	
	
	
	9
	9

	
	
	
	
	
	9.1
	11

	
	
	
	
	
	7.3
	23

	
	
	
	
	
	7.8,8.11,9.2
	27

	
	
	
	
	
	7.4, 7.5, 7.11,8.4-8.7,
	28

	
	
	
	
	
	8.9
	

	
	
	
	
	
	7.2, 7.6, 7.9, 8.1, 
Annex A
	31

	
	
	
	
	
	7.7
	32

	
	
	
	
	
	6
	33

	
	
	
	
	
	7.3, 8.2
	38

	
	
	
	
	
	7.1
	41

	
	
	
	
	
	7.1
	42

	
	
	
	
	
	7.8, 7.11.3,8.11
	49

	
	
	
	
	
	9.2
	54

	
	
	
	
	
	9.1, 9.3
	58

	
	
	
	
	
	9.2
	65

	7
	ГОСТ 31576-2012
	Evaluation of biological hazard of medical dental materials and articles. Classification and sampling
	06.05.2017
	
	3
	13

	
	
	
	
	
	3
	15

	8
	ГОСТ 31589-2012 
(ISO 12870:1997, MOD)
	Ophthalmic optics. Spectacle frames for corrective eyeglasses. General technical requirements and test methods
	06.05.2017
	31.12.2019
	4-6
	3

	
	
	
	
	
	4-6
	4

	
	
	
	
	
	4-6
	5

	
	
	
	
	
	4-6
	6

	
	
	
	
	
	4-6
	7

	
	
	
	
	
	4-6
	8

	
	
	
	
	
	4-6
	9

	
	
	
	
	
	4-6
	12

	9
	ГОСТ 31620-2012
	Surgical sutures. General technical requirements. Test method
	06.05.2017
	31.12.2019
	62-6.6
	3

	
	
	
	
	
	62-6.6
	6

	10
	ГОСТ EN 556-1-2011 (EN 556-1:2001, IDT)
	Sterilization of medical products Requirements for medical products to be designated “sterile”. Part 1. Requirements for terminally sterilized medical products
	06.05.2017
	
	4.1
	3

	
	
	
	
	
	4.1
	16

	
	
	
	
	
	4.2
	19

	
	
	
	
	
	4.1
	58

	11
	ГОСТ IEC 60522-2011 (IEC 60522:1999, IDT)
	X-ray tube assemblies. Methods for determination of the permanent filtration
	06.05.2017
	
	4,5
	3

	
	
	
	
	
	4,5
	4

	
	
	
	
	
	4,5
	6

	
	
	
	
	
	4,5
	8

	12
	ГОСТ IEC 60580-2011 (IEC 60580:2000, IDT)
	Medical electrical equipment. Dose area product meters
	06.05.2017
	
	4,5,6
	31

	
	
	
	
	
	4,5,6
	32

	
	
	
	
	
	4,5,6
	33

	13
	ГОСТ IEC 60601-2-22-2011 (IEC 60601-2-22:2007, IDT)
	Medical electrical equipment. Part 2-22. Particular safety requirements to the operation of surgical, cosmetic, therapeutic and laser equipment
	06.05.2017
	
	201.4-201.17
	3

	
	
	
	
	
	201.4-201.17
	4

	
	
	
	
	
	201.4-201.17
	5

	
	
	
	
	
	201.4-201.17
	6

	
	
	
	
	
	201.4-201.17
	7

	
	
	
	
	
	201.4-201.17
	8

	
	
	
	
	
	201.11
	12

	
	
	
	
	
	201.11
	14

	
	
	
	
	
	201.11
	15

	
	
	
	
	
	201.15
	26

	
	
	
	
	
	201.16
	27

	
	
	
	
	
	201.9, 201.11-201.13, 201.15, 201.17
	28

	
	
	
	
	
	201.11
	29

	
	
	
	
	
	201.7
	30

	
	
	
	
	
	201.12
	31

	
	
	
	
	
	201.10
	34

	
	
	
	
	
	201.10
	35

	
	
	
	
	
	201.10
	36

	
	
	
	
	
	201.10
	37

	
	
	
	
	
	201.14
	38

	
	
	
	
	
	201.13
	39

	
	
	
	
	
	201.12
	42

	
	
	
	
	
	201.17
	43

	
	
	
	
	
	201.17
	44

	
	
	
	
	
	201.8
	45

	
	
	
	
	
	201.9
	46

	
	
	
	
	
	201.9
	47

	
	
	
	
	
	201.9
	48

	
	
	
	
	
	201.8, 201.15
	49

	
	
	
	
	
	201.15
	50

	
	
	
	
	
	201.11
	51

	
	
	
	
	
	201.12, 201.15
	52

	
	
	
	
	
	201.12, 201.15
	53

	
	
	
	
	
	201.12
	54

	
	
	
	
	
	201.7
	58

	
	
	
	
	
	201.7
	65





	Item No.
	Standard designation
	Standard name
	Starting date 
of the standard application
	Ending date 
of the standard application
	Applicable structural elements of the standard
	Paragraph 
of the General Requirements

	1
	2
	3
	4
	5
	6
	7

	14
	ГОСТ IEC 60825-1-2013 (IEC 60825-1:2007, IDT)
	Safety of laser products. Part 1. Equipment classification, requirements and user’s guide
	06.05.2017
	31.12.2019
	4-6, 7.2, 8, 9
	34

	
	
	
	
	
	4-6, 7.2, 8, 9
	35

	15
	ГОСТ ISO 10555-1-2011
(ISO 10555-1:1995, IDT)
	Sterile, single-use intravascular catheters. Part 1. General technical reguirements
	06.05.2017
	31.12.2019
	4,5
	3

	
	
	
	
	
	4,5
	4

	
	
	
	
	
	4,5
	5

	
	
	
	
	
	4,5
	6

	
	
	
	
	
	4,5
	7

	
	
	
	
	
	4,5
	12

	
	
	
	
	
	4,5
	13

	
	
	
	
	
	5,6
	27

	
	
	
	
	
	4,5
	28

	16
	ГОСТ ISO 10555-5-2012
(ISO 10555-5:1996, IDT)
	Sterile, single-use intravascular catheters. Part 5. Over-needle peripheral catheters
	06.05.2017
	31.12.2019
	4, Annexes A, B, E
	3

	
	
	
	
	
	
	

	
	
	
	
	
	4, Annexes A, B, E
	4

	
	
	
	
	
	4, Annexes A, B, E
	5

	
	
	
	
	
	4, Annexes A, B, E
	6

	
	
	
	
	
	4, Annexes A, B, E
	7

	
	
	
	
	
	4, Annexes A, B, E
	12

	
	
	
	
	
	4, Annexes A, B, E
	13

	
	
	
	
	
	4, Annexes A, B, E
	27

	
	
	
	
	
	4, Annexes A, B, E
	28

	17
	ГОСТ ISO 10993-11-2011(ISO 10993-11:2006, IDT)
	Medical products. Biological evaluation of medical products. Part 11. Tests for systemic toxicity
	06.05.2017
	
	4-6
	12

	
	
	
	
	
	4-6
	13

	
	
	
	
	
	4-6
	15

	18
	ГОСТ ISO 10993-1-2011 (ISO 10993-1:2003, IDT)
	Medical products. Biological evaluation of medical products. Part 1. Evaluation and testing
	06.05.2017
	31.12.2019
	4-7
	12

	
	
	
	
	
	4-7
	13

	
	
	
	
	
	4-7
	15

	19
	ГОСТ ISO 10993-12-2015 (ISO 10993-12:2012, IDT)
	Medical products. Biological evaluation of medical products. Part 12. Sample preparation and control materials
	06.05.2017
	
	4-11
	13

	
	
	
	
	
	4-11
	15

	20
	ГОСТ ISO 10993-13-2011 (ISO 10993-13:1998, IDT)
	Medical products. Biological evaluation of medical products. Part 13. Identification and quantification of degradation products from polymeric medical products
	06.05.2017
	31.12.2019
	4-6
	12

	
	
	
	
	
	4-6
	13

	
	
	
	
	
	4-6
	15

	21
	ГОСТ ISO 10993-13-2016 (ISO 10993-13:2010, IDT)
	Medical products. Biological evaluation of medical products. Part 13. Identification and quantification of degradation products from polymeric medical products
	01.01.2018
	
	4-6
	12

	
	
	
	
	
	4-6
	13

	
	
	
	
	
	4-6
	15

	22
	ГОСТ ISO 10993-14-2011 (ISO 10993-14:2001, IDT)
	Medical products. Biological evaluation of medical products. Part 14. Identification and quantification of degradation products from ceramics
	06.05.2017
	
	4-6
	12

	
	
	
	
	
	4-6
	13

	
	
	
	
	
	4-6
	15

	23
	ГОСТ ISO 10993-15-2011 (ISO 10993-15:2000, IDT)
	Medical products. Biological evaluation of medical products. Part 15. Identification and quantification of degradation products from metals and alloys
	06.05.2017
	
	4-9
	12

	
	
	
	
	
	4-9
	13

	
	
	
	
	
	4-9
	15

	24
	ГОСТ ISO 10993-16-2011 (ISO 10993-16:1997, IDT)
	Medical products. Biological evaluation of medical products. Part 16. Toxicokinetic study design for degradation products and leachables
	06.05.2017
	31.12.2019
	4-5, Annex A
	12

	
	
	
	
	
	4-5, Annex A
	13

	
	
	
	
	
	4-5, Annex A
	15

	25
	ГОСТ ISO 10993-16-2016 (ISO 10993-16:2010, IDT)
	Medical products. Biological evaluation of medical products. Part 16. Toxicokinetic study design for degradation products and leachables
	01.01.2018
	
	4-5, Annex A
	12

	
	
	
	
	
	4-5, Annex A
	13

	
	
	
	
	
	4-5, Annex A
	15

	26
	ГОСТ ISO 10993-17-2011 (ISO 10993-17:2002, IDT)
	Medical products. Biological evaluation of medical products. Part 17. Establishment of allowable limits for leachable substances
	06.05.2017
	
	4-10
	12

	
	
	
	
	
	4-10
	13

	
	
	
	
	
	4-10
	15

	27
	ГОСТ ISO 10993-18-2011 (ISO 10993-18:2005, IDT)
	Medical products. Biological evaluation of medical products. Part 18. Chemical characterization of materials
	06.05.2017
	
	5-8, Annex A
	12

	
	
	
	
	
	5-8, Annex A
	13

	
	
	
	
	
	5-8, Annex A
	15

	28
	ГОСТ ISO 10993-3-2011 (ISO 10993-3:2003, IDT)
	Medical products. Biological evaluation of medical products. Part 3. Tests for genotoxicity, carcinogenicity and reproductive toxicity
	06.05.2017
	31.12.2019
	4-7
	12

	
	
	
	
	
	4-7
	13

	
	
	
	
	
	4-7
	15

	29
	ГОСТ ISO 10993-4-2011 (ISO 10993-4:2002, IDT)
	Medical products. Biological evaluation of medical products. Part 4. Selection of tests for interactions with blood
	06.05.2017
	
	6
	12

	
	
	
	
	
	6
	13

	
	
	
	
	
	6
	15

	30
	ГОСТ ISO 10993-5-2011 (ISO 10993-5:1999, IDT)
	Medical products. Biological evaluation of medical products. Part 5. Tests for in vitro cytotoxicity
	06.05.2017
	31.12.2019
	4-10
	12

	
	
	
	
	
	4-10
	13

	
	
	
	
	
	4-10
	15

	31
	ГОСТ ISO 10993-6-2011 (ISO 10993-6:2007, IDT)
	Medical products. Biological evaluation of medical products. Part 6. Tests for local effects after implantation
	06.05.2017
	
	4-6, Annexes В, С, D
	12

	
	
	
	
	
	4-6, Annexes В, С, D
	13

	
	
	
	
	
	4-6, Annexes В, С, D
	15

	32
	ГОСТ ISO 10993-7-2011 (ISO 10993-7:1995, IDT)
	Medical products. Biological evaluation of medical products. Part 7. Ethylene oxide sterilization residuals
	06.05.2017
	31.12.2019
	4,5
	13

	
	
	
	
	
	4,5
	15

	33
	ГОСТ ISO 10993-7-2016 (ISO 10993-7:2008, IDT)
	Medical products. Biological evaluation of medical products. Part 7. Ethylene oxide sterilization residuals
	01.01.2018
	
	4,5
	13

	
	
	
	
	
	4,5
	15

	34
	ГОСТ ISO 10993-9-2015 (ISO 10993-9:2009, IDT)
	Medical products. Biological evaluation of medical products. Part 9. Framework for identification and quantification of potential degradation products
	06.05.2017
	
	4, 5, Annex A
	12

	
	
	
	
	
	4, 5, Annex A
	13

	
	
	
	
	
	4, 5, Annex A
	15

	35
	ГОСТ ISO 11135-2012 (ISO 11135:1994, IDT)
	Medical products. Validation and routine control of ethylene oxide sterilization
	06.05.2017
	31.12.2019
	4-7
	18

	
	
	
	
	
	4-7
	19

	36
	ГОСТ ISO 11137-1-2011 (ISO 11137-1:2006, IDT)
	Sterilization of health care products. Radiation. Part 1. Requirements for development, validation and routine control of a sterilization process for medical products
	06.05.2017
	
	4-12
	18

	
	
	
	
	
	4-12
	19

	37
	ГОСТ ISO 11137-2-2011 (ISO 11137-2:2006, IDT)
	Sterilization of health care products. Radiation. Part 2. Establishing the sterilization dose
	06.05.2017
	31.12.2019
	4-10
	18

	
	
	
	
	
	4-10
	19

	38
	ГОСТ ISO 11138-1-2012 (ISO 11138-1:1994, IDT)
	Sterilization of health care products. Biological indicators. Part 1. Technical requirements
	06.05.2017
	31.12.2019
	4-5, Annex A
	3

	
	
	
	
	
	4-5, Annex A
	5

	
	
	
	
	
	4-5, Annex A
	6

	
	
	
	
	
	4-5, Annex A
	9

	
	
	
	
	
	4-5, Annex A
	11

	
	
	
	
	
	4-5, Annex A
	13

	
	
	
	
	
	4-5, Annex A
	14

	
	
	
	
	
	4-5, Annex A
	65

	39
	ГОСТ ISO 11138-2-2012 (ISO 11138-2:1994, IDT)
	Sterilization of health care products. Biological indicators. Part 2. Biological indicators for ethylene oxide sterilization
	06.05.2017
	31.12.2019
	4-7
	3

	
	
	
	
	
	4-7
	5

	
	
	
	
	
	4-7
	6

	
	
	
	
	
	4-7
	9

	
	
	
	
	
	4-7
	11

	
	
	
	
	
	4-7
	13

	
	
	
	
	
	4-7
	14

	
	
	
	
	
	4-7
	65

	40
	ГОСТ ISO 11138-3-2012 (ISO 11138-3:1994, IDT)
	Sterilization of health care products. Biological indicators. Part 3. Biological indicators for moist heat sterilization
	06.05.2017
	31.12.2019
	4-10, Annex A
	3

	
	
	
	
	
	4-10, Annex A
	5

	
	
	
	
	
	4-10, Annex A
	6

	
	
	
	
	
	4-10, Annex A
	9

	
	
	
	
	
	4-10, Annex A
	11

	
	
	
	
	
	4-10, Annex A
	13

	
	
	
	
	
	4-10, Annex A
	14

	
	
	
	
	
	4-10, Annex A
	65

	41
	ГОСТ ISO 11140-1-2011 (ISO 11140-1:2005, IDT)
	Sterilization of health care products. Chemical indicators. Part 1. General requirements
	06.05.2017
	31.12.2019
	4.2-4.7, 5.5, 6.1,8
	3

	
	
	
	
	
	4.2-4.7,5.5,64,8
	5

	
	
	
	
	
	4.2-4.7,5.5,64,8
	6

	
	
	
	
	
	5.8
	9

	
	
	
	
	
	5.8
	11

	
	
	
	
	
	4.2-4.7,5.5,64,8
	13

	
	
	
	
	
	4.2-4.7, 5.5, 6.1,8
	14

	
	
	
	
	
	4.2-437, 5.5, 6.1,8
	65

	42
	ГОСТ ISO 11140-3-2011 (ISO 11140-3:2000, IDT)
	Sterilization of health care products. Chemical indicators. Part 3. Class 2 indicators for steam penetration test sheets
	06.05.2017
	31.12.2019
	4.1,6, 7,8.1
	3

	
	
	
	
	
	4.1,6, 7,8.1
	5

	
	
	
	
	
	4.1,6, 7,8.1
	6

	
	
	
	
	
	4.1,6, 7,8.1
	9

	
	
	
	
	
	4.1,6, 7,8.1
	11

	
	
	
	
	
	4.1,6, 7,8.1
	13

	
	
	
	
	
	4.1,6, 7,8.1
	14

	
	
	
	
	
	4.1,6, 7,8.1
	65

	43
	ГОСТ ISO 11737-1-2012 (ISO 11737-1:1995, IDT)
	Sterilization of medical products. Microbiological methods. Part 1. Estimation of population of microorganisms on products
	06.05.2017
	31.12.2019
	4-8
	19

	44
	ГОСТ ISO 11737-2-2011 (ISO 11737-2:1998, IDT)
	Sterilization of medical products. Microbiological methods. Part 2. Tests of sterility performed in the validation of a sterilization process
	06.05.2017
	31.12.2019
	4-7
	19

	45
	ГОСТ ISO 13485-2011 (ISO 13485:2003, IDT)
	Medical products. Quality management systems. System requirements for regulatory purposes
	06.05.2017
	31.12.2019
	4.1, 4.2, 5.1, 5.3-5.6, 6.4, 7.1-7.6, 8.2.2, 8.2.3, 8.2.4, 8.3, 8.4, 8.5.1-8.5.3
	3

	
	
	
	
	
	4.1,4.2,54,5.3-5.6, 6.4, 74-7.6,8.2.2, 8.2.3, 8.2.4, 8.3, 8.4, 8.54-8.5.3
	4

	
	
	
	
	
	44,4.2,54,5.3-5.6, 6.4, 74-7.6, 8.2.2, 8.2.3, 8.2.4, 8.3, 8.4, 8.54-8.5.3
	5

	
	
	
	
	
	4.1, 4.2, 5.1, 5.3-5.6, 6.4, 7.1-7.6, 8.2.2, 8.2.3, 8.2.4, 8.3, 8.4, 8.5.1-8.5.3
	6

	
	
	
	
	
	4.1, 4.2, 5.1, 5.3-5.6, 6.4, 7.1-7.6, 8.2.2, 8.2.3, 8.2.4, 8.3, 8.4, 8.5.1-8.5.3
	7

	
	
	
	
	
	4.1, 4.2, 5.1, 5.3-5.6, 6.4, 7.1-7.6, 8.2.2, 8.2.3, 8.2.4, 8.3, 8.4, 8.5.1-8.5.3
	8

	46
	ГОСТ ISO 14160-2011 (ISO 14160:1998, IDT)
	Sterilization of single-use medical products incorporating materials of animal origin. Validation and routine control of sterilization by liquid sterilants
	06.05.2017
	31.12.2019
	4-7
	18

	
	
	
	
	
	4-7
	19

	47
	ГОСТ ISO 14971-2011 (ISO 14971:2007, IDT)
	Medical products. Application of risk management to medical products
	06.05.2017
	
	1-9
	3

	
	
	
	
	
	1-9
	4

	
	
	
	
	
	1-9
	5

	
	
	
	
	
	1-9
	7

	
	
	
	
	
	6.4, 6.5, 7
	8

	48
	ГОСТ ISO 7864-2011 (ISO 7864:1993, IDT)
	Sterile hypodermic needles for single use
	06.05.2017
	31.12.2019
	4-15
	3

	
	
	
	
	
	4-15
	4

	
	
	
	
	
	14
	5

	
	
	
	
	
	4-15
	6

	
	
	
	
	
	8, 15
	9

	
	
	
	
	
	4-13
	12

	
	
	
	
	
	4-13
	14

	
	
	
	
	
	5,6, 14
	15

	
	
	
	
	
	10, 14
	16

	
	
	
	
	
	10, 14
	18

	
	
	
	
	
	7-9, 13
	27

	
	
	
	
	
	7, 8, 12, 13, 15
	28

	49
	ГОСТ ISO 7886-1-2011 (ISO 7886-1:1993, IDT)
	Sterile hypodermic syringes for single use. Part 1. Syringes for manual use
	06.05.2017
	
	5-14
	3

	
	
	
	
	
	12-14
	4

	
	
	
	
	
	15
	5

	
	
	
	
	
	12, 14, 15
	6

	
	
	
	
	
	16
	9

	
	
	
	
	
	16
	11

	
	
	
	
	
	5, 6, 7, 8
	12

	
	
	
	
	
	5-8, 15
	13

	
	
	
	
	
	5-8, 14
	15

	
	
	
	
	
	14
	16

	
	
	
	
	
	15
	18

	
	
	
	
	
	13
	27

	
	
	
	
	
	9-11, 14.1
	31

	
	
	
	
	
	12.3
	

	
	
	
	
	
	9, 10, 14.1
	33

	
	
	
	
	
	12.2
	52

	
	
	
	
	
	12.1, 12.2, 14.3
	53

	
	
	
	
	
	16
	58

	
	
	
	
	
	15.1, 15.2
	60

	
	
	
	
	
	16
	65

	50
	ГОСТ ISO 7886-3-2011 (ISO 7886-3:2005, IDT)
	Sterile hypodermic syringes for single use. Part 3. Auto-disabled syringes for fixed dose immunization
	06.05.2017
	
	5,6,7,8,10,11.1,12.1,12.2,13.1,13.2,14.1,14.2,14.3
	3



	
	
	
	
	
	12.1,12.2,13.1,13.2,14.1,14.2,14.3
	4

	
	
	
	
	
	14.4
	5

	
	
	
	
	
	12.1,12.2,14.3,15.1
	6

	
	
	
	
	
	16
	9

	
	
	
	
	
	16
	11

	
	
	
	
	
	5,6,7,8
	12

	
	
	
	
	
	5,6,7,8,15.1,15.2
	13

	
	
	
	
	
	5,6,7,8,14.2
	15

	
	
	
	
	
	14.3
	16

	
	
	
	
	
	15.1,15.2
	18

	
	
	
	
	
	13.2
	27

	
	
	
	
	
	9,10,11.1,14.1
	31

	
	
	
	
	
	10,11.1,11.2,12.1, 12.3
	32

	
	
	
	
	
	9,10,14.1
	33

	
	
	
	
	
	12.2
	52

	
	
	
	
	
	12.1,12.2,14.3
	53

	
	
	
	
	
	16
	58

	
	
	
	
	
	15.1,15.2
	60

	
	
	
	
	
	16
	65

	51
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	9, 10.1
	19

	
	
	
	
	
	6, 10.1
	22

	
	
	
	
	
	6,9
	23

	
	
	
	
	
	5, 7, 10.2, 10.3
	27

	
	
	
	
	
	5, 6,7
	28

	
	
	
	
	
	10.2
	58

	
	
	
	
	
	10.2
	60

	
	
	
	
	
	10.3
	65

	100
	ГОСТ Р ИСО 25539-2-2012 (ISO 25539-2:2008, IDT)
	Cardiovascular implants. Endovascular devices. Part 2. Vascular stents
	06.05.2017
	31.12.2019
	4-8, 10-12
	3

	
	
	
	
	
	4-8, 10
	4

	
	
	
	
	
	4-8, 10-12
	5

	
	
	
	
	
	4-8, 10-12
	6

	
	
	
	
	
	4-8, 10-12
	7

	
	
	
	
	
	6-8
	8

	101
	ГОСТ Р ИСО 7396-1-2011 (ISO 7396-1:2007, IDT)
	Medical gas pipeline systems. Part 1. Pipeline systems for compressed medical gases and vacuum
	06.05.2017
	31.12.2019
	4, 5.1-5.2.7, 6, 7, 8, 11, 12.1-12.4
	3

	
	
	
	
	
	4, 5.1-5.2.7, 5.3.1- 5.3.4,5.8-5.10, 6, 7, 8, 11, 12.1-12.4, 12.6.2- 12.6.9
	4

	
	
	
	
	
	5.2.7, 5.2.8,5.34-5.3.4,5.4,
5.5.1,5.5.2.12,
5.5.2.10,5.5.3, 5.6,5.74-5.7.7,5.8- 5.10, 6, 7, 11, 12.1- 12.4, 12.6.2-12.6.9
	6

	
	
	
	
	
	4.4.2, 5.1-5.2.7, 6, 7.3, 11,13,
	7

	
	
	
	
	
	13
	9

	
	
	
	
	
	4, 4.3.3,43.6, 5.3.7, 5.3.8
	12

	
	
	
	
	
	4.3.7, 43.8,5.5.2.1- 5.5.2.10,5.5.3,5.6, 12.6.10, 12.6.11, 12.6.12, 12.6.13, 12.6.14
	13

	
	
	
	
	
	4
	14

	
	
	
	
	
	5.2.7,
5.3.4,5.5.2.11, 5.5.3, 5.6, 5.7.8-5.7.9, 12.5.2, 12.6.1, 12.6.2-12.6.9
	15

	
	
	
	
	
	5.7.1-5.7.7
	16

	
	
	
	
	
	9
	27

	
	
	
	
	
	4.3.4, 4.3.9,5.5.2.12, 7.2.5, 7.2.6, 9.3, 12.5.1, 12.5.2
	28

	
	
	
	
	
	43.2, 4.3.4, 4.3.5, 43.6,53.7,5.6, 7.1, 12.5.1, 12.5.2
	29

	
	
	
	
	
	6, 9.3, 9.3, 11.1.3, 4.3.4
	41

	
	
	
	
	
	9.3
	43

	
	
	
	
	
	9.3, 11.1.3
	45

	
	
	
	
	
	4.3.4, 4.3.6, 5.3.5, 5.3.6, 7.1, 12.5.1, 12.5.2, 12.6.1
	46

	
	
	
	
	
	5.5.2.13,5.7.10
	47

	
	
	
	
	
	12.6.15-12.6.16,9
	49

	
	
	
	
	
	5.1-5.2.7, 5.7.1-5.7.7, 6, 12.6.15-12.6.16
	52

	
	
	
	
	
	5.1-5.2.7, 6
	53

	
	
	
	
	
	6
	54

	
	
	
	
	
	13
	58

	
	
	
	
	
	13,9
	65

	102
	ГОСТ Р ИСО 80601-2-12-2013 (ISO 80601-2-12:2011, IDT)
	Medical electrical equipment. Part 2-12. Particular safety requirements to lung ventilators for intensive care taking into account the main functional characteristics
	06.05.2017
	
	201.4-201.17, 201.101-201.108, 202, 206, 208
	3

	
	
	
	
	
	201.4-201.17, 201.101-201.108, 202, 206, 208
	4

	
	
	
	
	
	201.7
	5

	
	
	
	
	
	201.4-201.17, 201.101-201.108, 202, 206, 208
	6

	
	
	
	
	
	201.12.1,201.12.4, 201.13,201.15, 201.102, 201.105
	7

	
	
	
	
	
	201.103
	8

	
	
	
	
	
	201.7, 201.16
	9

	
	
	
	
	
	201.9, 201.11
	12

	
	
	
	
	
	201.11
	13

	
	
	
	
	
	201.11
	14

	
	
	
	
	
	201.11,201.13
	15

	
	
	
	
	
	201.11
	16

	
	
	
	
	
	201.11
	20

	
	
	
	
	
	201.7
	21

	
	
	
	
	
	201.15
	26

	
	
	
	
	
	201.8,201.9, 201.11, 201.14, 201.15, 201.16, 201.101, 201.102, 201.106, 201.108
	27

	
	
	
	
	
	201.8,201.9, 201.12, 201.15,201.101, 201.106, 201.108, 202, 206
	28

	
	
	
	
	
	201.8, 201.11,201.12, 201.15
	29

	
	
	
	
	
	201.7
	30

	
	
	
	
	
	201.12
	31

	
	
	
	
	
	201.12
	32

	
	
	
	
	
	201.7
	33

	
	
	
	
	
	201.10, 201.12, 201.17, 202
	34

	
	
	
	
	
	
	

	
	
	
	
	
	201.14
	38

	
	
	
	
	
	201.13
	39

	
	
	
	
	
	201.11.8
	40

	
	
	
	
	
	201.12, 201.11.8
	41

	
	
	
	
	
	201.12.4, 201.12, 208
	42

	
	
	
	
	
	201.17, 202
	43

	
	
	
	
	
	201.17, 202
	44

	
	
	
	
	
	201.8, 201.15, 201.16
	45

	
	
	
	
	
	201.9, 201.15,201.16
	46

	
	
	
	
	
	201.9, 201.16
	47

	
	
	
	
	
	201.9, 201.16
	48

	
	
	
	
	
	201.7, 201.8, 201.15, 201.16, 201.101
	49

	
	
	
	
	
	
	

	
	
	
	
	
	201.15
	50

	
	
	
	
	
	201.11,201.15,
	52

	
	
	
	
	
	201.16
	

	
	
	
	
	
	201.12, 201.101
	53

	
	
	
	
	
	201.7
	60

	
	
	
	
	
	201.7, 201.16
	65

	103
	ГОСТ Р ИСО 80601-2-13-2013 (ISO 80601-2-13:2011, IDT)
	Medical electrical equipment. Part 2-13. 
Particular safety requirements to anesthetic workstations taking into account the main functional characteristics

	06.05.2017
	
	201.4-201.17, 201.101-201.107, 202, 203,206, 208-211
	3

	
	
	
	
	
	
	

	
	
	
	
	
	201.4-201.17, 201.101-201.107, 202, 203,206, 208-211
	4

	
	
	
	
	
	201.4-201.17, 201.101-201.107, 202, 203,206, 208-211
	5

	
	
	
	
	
	201.4-201.17, 201.101-201.107, 202, 203,206, 208-211
	6

	
	
	
	
	
	201.4-201.17, 201.101-201.107, 202, 203,206, 208-211
	7

	
	
	
	
	
	201.4-201.17, 201.101-201.107, 202, 203,206, 208-211
	8

	
	
	
	
	
	201.11
	12

	
	
	
	
	
	201.11
	14

	
	
	
	
	
	201.11
	15

	
	
	
	
	
	201.15
	26

	
	
	
	
	
	201.16
	27

	
	
	
	
	
	201.9, 201.11-201.13, 201.15, 201.17, 202, 206
	28

	
	
	
	
	
	201.11
	29

	
	
	
	
	
	201.7
	30

	
	
	
	
	
	201.12
	31

	
	
	
	
	
	201.10
	34

	
	
	
	
	
	201.10
	35

	
	
	
	
	
	201.10
	36

	
	
	
	
	
	201.10
	37

	
	
	
	
	
	201.14
	38

	
	
	
	
	
	201.13
	39

	
	
	
	
	
	201.12
	42

	
	
	
	
	
	201.17, 202
	43

	
	
	
	
	
	201.17, 202
	44

	
	
	
	
	
	201.8
	45

	
	
	
	
	
	201.9
	46

	
	
	
	
	
	201.9
	47

	
	
	
	
	
	201.9
	48

	
	
	
	
	
	201.8, 201.15
	49

	
	
	
	
	
	201.15
	50

	
	
	
	
	
	201.11
	51

	
	
	
	
	
	201.12, 201.15
	52

	
	
	
	
	
	201.12, 201.15
	53

	
	
	
	
	
	201.12
	54

	
	
	
	
	
	201.7
	58

	
	
	
	
	
	201.7
	65

	104
	ГОСТ Р ИСО 80601-2-55-2015 (ISO 80601-2-55:2011, IDT)
	Medical electrical equipment. Part 2-55. Particular safety requirements to respiratory gas monitors taking into account the main functional characteristics 
	06.05.2017
	
	201.11.6.4-201.11.6.6
	13

	
	
	
	
	
	201.11.6.4, 201.11.6.8
	14

	
	
	
	
	
	201.11.6.4
	15

	
	
	
	
	
	201.11.6.6, 201.11.6.7, 201.105
	16

	
	
	
	
	
	201.11.6.7
	19

	
	
	
	
	
	201.7.2.101, 201.7.2.4.101, 201.7.2.13.101, 201.12.1.102, 201.102, 201.103,208
	27

	
	
	
	
	
	201.9, 201.101,202, 206
	28

	
	
	
	
	
	201.11
	29

	
	
	
	
	
	201.12.1,201.101
	31

	
	
	
	
	
	201.7, 201.12.1.103, 201.12.1.104, 206, 208
	32

	
	
	
	
	
	201.7.4.3
	33

	
	
	
	
	
	202
	36

	
	
	
	
	
	201.14
	38

	
	
	
	
	
	208
	42

	
	
	
	
	
	202
	43

	
	
	
	
	
	201.8
	45

	
	
	
	
	
	201.9
	46

	
	
	
	
	
	201.9
	47

	
	
	
	
	
	201.9
	48

	
	
	
	
	
	201.8, 201.15,
	49

	
	
	
	
	
	201.103
	

	
	
	
	
	
	201.11
	51

	
	
	
	
	
	201.104
	54

	
	
	
	
	
	201.7.9.1
	58

	
	
	
	
	
	201.7.2.17.101
	60

	
	
	
	
	
	201.7, 201.12
	65

	105
	ГОСТ Р МЭК 60601-1-2010 (IEC 60601-1:2005, IDT)
	Medical electrical equipment. Part 1. General safety requirements taking into account the main functional characteristics
	06.05.2017
	
	4-17
	3

	
	
	
	
	
	4-17
	4

	
	
	
	
	
	4-17
	5

	
	
	
	
	
	4-17
	6

	
	
	
	
	
	4-17
	7

	
	
	
	
	
	4-17
	8

	
	
	
	
	
	11
	12

	
	
	
	
	
	11
	14

	
	
	
	
	
	11
	15

	
	
	
	
	
	15
	26

	
	
	
	
	
	16
	27

	
	
	
	
	
	9, 11-13, 15, 17
	28

	
	
	
	
	
	11
	29

	
	
	
	
	
	7
	30

	
	
	
	
	
	12
	31

	
	
	
	
	
	10
	34

	
	
	
	
	
	10
	35

	
	
	
	
	
	10
	36

	
	
	
	
	
	10
	37

	
	
	
	
	
	14
	38

	
	
	
	
	
	13
	39

	
	
	
	
	
	12
	42

	
	
	
	
	
	17
	43

	
	
	
	
	
	17
	44

	
	
	
	
	
	8
	45

	
	
	
	
	
	9
	46

	
	
	
	
	
	9
	47

	
	
	
	
	
	9
	48

	
	
	
	
	
	8, 15
	49

	
	
	
	
	
	15
	50

	
	
	
	
	
	11
	51

	
	
	
	
	
	12, 15
	52

	
	
	
	
	
	12, 15
	53

	
	
	
	
	
	12
	54

	
	
	
	
	
	7, 12, 16
	55

	
	
	
	
	
	7, 12, 16
	56

	
	
	
	
	
	7, 12, 16
	57

	
	
	
	
	
	7
	58

	
	
	
	
	
	7
	65

	106
	ГОСТ Р МЭК 60601-1-2-2014 (IEC 60601-1-2:2007, IDT)
	Medical electrical equipment. Part 1-2. General safety requirements taking into account the main functional characteristics. Collateral standard. Electromagnetic compatibility. Requirements and tests
	06.05.2017
	31.12.2019
	4-6 (not applicable unchanged to implantable products)
	28

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	4-6 (not applicable unchanged to implantable products)
	43

	
	
	
	
	
	4-6 (not applicable unchanged to implantable products)
	44

	107
	ГОСТ Р МЭК 60601-1-3-2013 (IEC 60601-1-3:2008, IDT)
	Medical electrical equipment. Part 1-3. General safety requirements taking into account the main functional characteristics. Collateral standard. Radiation protection in diagnostic X-ray equipment.
	06.05.2017
	
	4-13
	3

	
	
	
	
	
	4-13
	4

	
	
	
	
	
	4-13
	5

	
	
	
	
	
	4-13
	6

	
	
	
	
	
	4-13
	7

	
	
	
	
	
	4-13
	8

	
	
	
	
	
	4-13
	34

	
	
	
	
	
	4-13
	35

	
	
	
	
	
	4-13
	37

	108
	ГОСТ Р МЭК 60601-1-6-2014 (IEC 60601-1-6:2010, IDT)
	Medical electrical equipment. Part 1-6. General safety requirements taking into account the main functional characteristics. Collateral standard. Usability
	06.05.2017
	
	4-5
	28

	
	
	
	
	
	4-5
	32

	
	
	
	
	
	4-5
	55

	
	
	
	
	
	4-5
	56

	
	
	
	
	
	4-5
	57

	109
	ГОСТ Р МЭК 60601-2-1-2013 (IEC 60601-2-1:2009, IDT)
	Medical electrical equipment. Part 2-1. Particular safety requirements taking into account the main functional characteristics to electron accelerators operating within the range from 1 to 50 MeV
	06.05.2017
	
	201.4-201.17, 206
	3

	
	
	
	
	
	201.4-201.17, 206
	4

	
	
	
	
	
	201.4-201.17, 206
	5

	
	
	
	
	
	201.4-201.17, 206
	6

	
	
	
	
	
	201.4-201.17, 206
	7

	
	
	
	
	
	201.4-201.17, 206
	8

	
	
	
	
	
	201.11
	12

	
	
	
	
	
	201.11
	14

	
	
	
	
	
	201.11
	15

	
	
	
	
	
	201.15
	26

	
	
	
	
	
	201.16
	27

	
	
	
	
	
	201.9, 201.11-201.13, 201.15,201.17, 206
	28

	
	
	
	
	
	201.11
	29

	
	
	
	
	
	201.7
	30

	
	
	
	
	
	201.12
	31

	
	
	
	
	
	201.10
	34

	
	
	
	
	
	201.10
	35

	
	
	
	
	
	201.10
	36

	
	
	
	
	
	201.10
	37

	
	
	
	
	
	201.14
	38

	
	
	
	
	
	201.13
	39

	
	
	
	
	
	201.12
	42

	
	
	
	
	
	201.17
	43

	
	
	
	
	
	201.15
	44

	
	
	
	
	
	201.8
	45

	
	
	
	
	
	201.9
	46

	
	
	
	
	
	201.9
	47

	
	
	
	
	
	201.9
	48

	
	
	
	
	
	201.8, 201.15
	49

	
	
	
	
	
	201.15
	50

	
	
	
	
	
	201.11
	51

	
	
	
	
	
	201.12, 201.15
	52

	
	
	
	
	
	201.12, 201.15
	53

	
	
	
	
	
	201.12
	54

	
	
	
	
	
	201.7
	58

	
	
	
	
	
	201.7
	65

	110
	ГОСТ Р МЭК 60601-2-16-2016 (IEC 60601-2-16:2012, IDT)
	Medical electrical equipment. Part 2-16. Particular safety requirements taking into account the main functional characteristics to haemodialysis, haemodiafiltration and haemofiltration
	06.05.2017
	
	201.4-201.17, 202, 208,210,211
	3

	
	
	
	
	
	201.4-201.17, 202, 208,210,211
	4

	
	
	
	
	
	201.4-201.17, 202, 208,210,211
	5

	
	
	
	
	
	201.4-201.17, 202, 208,210,211
	6

	
	
	
	
	
	201.4-201.17, 202, 208,210,211
	7

	
	
	
	
	
	201.4-201.17, 202, 208,210,211
	8

	
	
	
	
	
	201.11
	12

	
	
	
	
	
	201.11
	14

	
	
	
	
	
	201.11
	15

	
	
	
	
	
	201.15
	26

	
	
	
	
	
	201.16
	27

	
	
	
	
	
	201.9, 201.11-201.13, 201.15,201.17, 202
	28

	
	
	
	
	
	201.11
	29

	
	
	
	
	
	201.7
	30

	
	
	
	
	
	201.12
	31

	
	
	
	
	
	201.10
	34

	
	
	
	
	
	201.10
	35

	
	
	
	
	
	201.10
	36

	
	
	
	
	
	201.10
	37

	
	
	
	
	
	201.14
	38

	
	
	
	
	
	201.13
	39

	
	
	
	
	
	201.12
	42

	
	
	
	
	
	201.17, 202
	43

	
	
	
	
	
	201.17, 202
	44

	
	
	
	
	
	201.8
	45

	
	
	
	
	
	201.9
	46

	
	
	
	
	
	201.9
	47

	
	
	
	
	
	201.9
	48

	
	
	
	
	
	201.8, 201.15
	49

	
	
	
	
	
	201.15
	50

	
	
	
	
	
	201.11
	51

	
	
	
	
	
	201.12, 201.15
	52

	
	
	
	
	
	201.12, 201.15
	53

	
	
	
	
	
	201.12
	54

	
	
	
	
	
	201.7
	58

	
	
	
	
	
	201.7
	65

	111
	ГОСТ Р МЭК 60601-2-18-2014 (IEC 60601-2-18:2009, IDT)
	Medical electrical equipment. Part 2-18. Particular safety requirements taking into account the main functional characteristics to endoscopic equipment
	06.05.2017
	
	201.4-201.17, 202
	3

	
	
	
	
	
	201.4-201.17, 202
	4

	
	
	
	
	
	201.4-201.17, 202
	5

	
	
	
	
	
	201.4-201.17, 202
	6

	
	
	
	
	
	201.4-201.17, 202
	7

	
	
	
	
	
	201.4-201.17, 202
	8

	
	
	
	
	
	201.11
	12

	
	
	
	
	
	201.11
	14

	
	
	
	
	
	201.11
	15

	
	
	
	
	
	201.15
	26

	
	
	
	
	
	201.16
	27

	
	
	
	
	
	201.9, 201.11-201.13,
	28

	
	
	
	
	
	201.15, 201.17, 202
	

	
	
	
	
	
	201.11
	29

	
	
	
	
	
	201.7
	30

	
	
	
	
	
	201.12
	31

	
	
	
	
	
	201.10
	34

	
	
	
	
	
	201.10
	35

	
	
	
	
	
	201.10
	36

	
	
	
	
	
	201.10
	37

	
	
	
	
	
	201.14
	38

	
	
	
	
	
	201.13
	39

	
	
	
	
	
	201.12
	42

	
	
	
	
	
	201.17, 202
	43

	
	
	
	
	
	201.17, 202
	44

	
	
	
	
	
	201.8
	45

	
	
	
	
	
	201.9
	46

	
	
	
	
	
	201.9
	47

	
	
	
	
	
	201.9
	48

	
	
	
	
	
	201.8, 201.15
	49

	
	
	
	
	
	201.15
	50

	
	
	
	
	
	201.11
	51

	
	
	
	
	
	201.12, 201.15
	52

	
	
	
	
	
	201.12, 201.15
	53

	
	
	
	
	
	201.12
	54

	
	
	
	
	
	201.7
	58

	
	
	
	
	
	201.7
	65

	112
	ГОСТ Р МЭК 60601-2-19-2011 (IEC 60601-2-19:2009, IDT)
	Medical electrical equipment. Part 2-19. Particular safety requirements taking into account the main functional characteristics to infant incubators
	06.05.2017
	
	201.4-201.17, 202, 210
	3

	
	
	
	
	
	201.4-201.17, 202, 210
	4

	
	
	
	
	
	201.4-201.17, 202, 210
	5

	
	
	
	
	
	201.4-201.17, 202, 210
	6

	
	
	
	
	
	201.4-201.17, 202, 210
	7

	
	
	
	
	
	201.4-201.17, 202, 210
	8

	
	
	
	
	
	201.11
	12

	
	
	
	
	
	201.11
	14

	
	
	
	
	
	201.11
	15

	
	
	
	
	
	201.15
	26

	
	
	
	
	
	201.16
	27

	
	
	
	
	
	201.9, 201.11-201.13, 201.15,201.17, 202, 210
	28

	
	
	
	
	
	201.11
	29

	
	
	
	
	
	201.7
	30

	
	
	
	
	
	201.12
	31

	
	
	
	
	
	201.10
	34

	
	
	
	
	
	201.10
	35

	
	
	
	
	
	201.10
	36

	
	
	
	
	
	201.10
	37

	
	
	
	
	
	201.14
	38

	
	
	
	
	
	201.13
	39

	
	
	
	
	
	201.12
	42

	
	
	
	
	
	201.17, 202
	43

	
	
	
	
	
	201.17, 202
	44

	
	
	
	
	
	201.8
	45

	
	
	
	
	
	201.9
	46

	
	
	
	
	
	201.9
	47

	
	
	
	
	
	201.9
	48

	
	
	
	
	
	201.8, 201.15
	49

	
	
	
	
	
	201.15
	50

	
	
	
	
	
	201.11
	51

	
	
	
	
	
	201.12, 201.15
	52

	
	
	
	
	
	201.12, 201.15
	53

	
	
	
	
	
	201.12
	54

	
	
	
	
	
	201.7,210
	58

	
	
	
	
	
	201.7,210
	65

	113
	ГОСТ Р МЭК 60601-2-20-2011 (IEC 60601-2-20:2009, IDT)
	Medical electrical equipment. Part 2-20. Particular safety requirements taking into account the main functional characteristics to infant transport incubators
	06.05.2017
	
	201.4-201.17, 202, 210
	3

	
	
	
	
	
	201.4-201.17, 202, 210
	4

	
	
	
	
	
	201.4-201.17, 202, 210
	5

	
	
	
	
	
	201.4-201.17, 202, 210
	6

	
	
	
	
	
	201.4-201.17, 202, 210
	7

	
	
	
	
	
	201.4-201.17, 202, 210
	8

	
	
	
	
	
	201.11
	12

	
	
	
	
	
	201.11
	14

	
	
	
	
	
	201.11
	15

	
	
	
	
	
	201.15
	26

	
	
	
	
	
	201.16
	27

	
	
	
	
	
	201.9, 201.11-201.13, 201.15,201.17, 202, 210
	28

	
	
	
	
	
	201.11
	29

	
	
	
	
	
	201.7
	30

	
	
	
	
	
	201.12
	31

	
	
	
	
	
	201.10
	34

	
	
	
	
	
	201.10
	35

	
	
	
	
	
	201.10
	36

	
	
	
	
	
	201.10
	37

	
	
	
	
	
	201.14
	38

	
	
	
	
	
	201.13
	39

	
	
	
	
	
	201.12
	42

	
	
	
	
	
	201.17, 202
	43

	
	
	
	
	
	201.17, 202
	44

	
	
	
	
	
	201.8
	45

	
	
	
	
	
	201.9
	46

	
	
	
	
	
	201.9
	47

	
	
	
	
	
	201.9
	48

	
	
	
	
	
	201.8, 201.15
	49

	
	
	
	
	
	201.15
	50

	
	
	
	
	
	201.11
	51

	
	
	
	
	
	201.12, 201.15
	52

	
	
	
	
	
	201.12, 201.15
	53

	
	
	
	
	
	201.12
	54

	
	
	
	
	
	201.7,210
	58

	
	
	
	
	
	201.7,210
	65

	114
	ГОСТ Р МЭК 60601-2-21-2013 (IEC 60601-2-21:2009, IDT)
	Medical electrical equipment. Part 2-21. Particular safety requirements taking into account the main functional characteristics to infant radiant warmers
	06.05.2017
	
	201.4-201.17, 202, 210
	3

	
	
	
	
	
	201.4-201.17, 202, 210
	4

	
	
	
	
	
	201.4-201.17, 202, 210
	5

	
	
	
	
	
	201.4-201.17, 202, 210
	6

	
	
	
	
	
	201.4-201.17, 202, 210
	7

	
	
	
	
	
	201.4-201.17, 202, 210
	8

	
	
	
	
	
	201.11
	12

	
	
	
	
	
	201.11
	14

	
	
	
	
	
	201.11
	15

	
	
	
	
	
	201.15
	26

	
	
	
	
	
	201.16
	27

	
	
	
	
	
	201.9, 201.11-201.13, 201.15,201.17, 202, 210
	28

	
	
	
	
	
	201.11
	29

	
	
	
	
	
	201.7
	30

	
	
	
	
	
	201.12
	31

	
	
	
	
	
	201.10
	34

	
	
	
	
	
	201.10
	35

	
	
	
	
	
	201.10
	36

	
	
	
	
	
	201.10
	37

	
	
	
	
	
	201.14
	38

	
	
	
	
	
	201.13
	39

	
	
	
	
	
	201.12
	42

	
	
	
	
	
	201.17, 202
	43

	
	
	
	
	
	201.17, 202
	44

	
	
	
	
	
	201.8
	45

	
	
	
	
	
	201.9
	46

	
	
	
	
	
	201.9
	47

	
	
	
	
	
	201.9
	48

	
	
	
	
	
	201.8, 201.15
	49

	
	
	
	
	
	201.15
	50

	
	
	
	
	
	201.11
	51

	
	
	
	
	
	201.12, 201.15
	52

	
	
	
	
	
	201.12, 201.15
	53

	
	
	
	
	
	201.12
	54

	
	
	
	
	
	201.7,210
	58

	
	
	
	
	
	201.7,210
	65

	115
	ГОСТ Р МЭК 60601-2-2-2013 (IEC 60601-2-2:2009, IDT)
	Medical electrical equipment. Part 2-2. Particular safety requirements taking into account the main functional characteristics to high frequency surgical equipment and high frequency surgical accessories
	06.05.2017
	
	201.4-201.17, 202,
	3

	
	
	
	
	
	208
	

	
	
	
	
	
	201.4-201.17, 202,
	4

	
	
	
	
	
	208
	

	
	
	
	
	
	201.4-201.17, 202, 208
	5

	
	
	
	
	
	201.4-201.17, 202, 208
	6

	
	
	
	
	
	201.4-201.17, 202, 208
	7

	
	
	
	
	
	201.4-201.17, 202, 208
	8

	
	
	
	
	
	201.11
	12

	
	
	
	
	
	201.11
	14

	
	
	
	
	
	201.11
	15

	
	
	
	
	
	201.15
	26

	
	
	
	
	
	201.16
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