Қазақстан Республикасының
 Заңнамалық және нормативтік-құқықтық актілерінің тізілімі 
17.11.2025 жылға өзектендірілді.
	№
р/б
	№
	Күні
	НҚА атауы
	Құжатты кім бекітті

	
Жаңарту күні

	
1
	ҚАЗАҚСТАН РЕСПУБЛИКАСЫНЫҢ КОНСТИТУЦИЯСЫ
(1995 жылғы 30 тамызда республикалық референдумда қабылданды)
(01.01.2023 жылғы жағдай бойынша өзгерiстермен және толықтырулармен)

	Қазақстан Республикасының кодекстері

	2 
	№ 360-VI ҚРЗ
	07.07.2020 
	ХАЛЫҚ ДЕНСАУЛЫҒЫ ЖӘНЕ ДЕНСАУЛЫҚ САҚТАУ ЖҮЙЕСІ ТУРАЛЫhttps://adilet.zan.kz/rus/docs/K2000000360
	ҚР кодексі
	16.09.2025

	3 
	№ 405-V ҚРЗ
	16.11. 2015 
	Міндетті әлеуметтік медициналық сақтандыру туралы 
https://adilet.zan.kz/rus/docs/Z1500000405
	ҚР  Президенті
Н. НАЗАРБАЕВ
	13.09.2025

	4 
	№ 410-V ҚРЗ
	18.11.2015  
	Сыбайлас жемқорлыққа қарсы іс-қимыл туралы
https://adilet.zan.kz/rus/docs/Z1500000410
	ҚР Президенті
Н. НАЗАРБАЕВ
	19.09.2025

	5 
	№ 413-IV ҚРЗ
	01.03.2011  
	Мемлекеттік мүлік туралы
https://adilet.zan.kz/rus/docs/Z1100000413
	ҚР  Президенті
Н. НАЗАРБАЕВ
	25.08.2025

	6 
	№ 53-II ҚРЗ
	07.06.2000  
	Өлшем бірлігін қамтамасыз ету туралы https://adilet.zan.kz/rus/docs/Z000000053_
	ҚР Президенті
Н. НАЗАРБАЕВ
	08.06.2024

	7 
	№ 480-V ҚРЗ 
	06.04.2016  
	 Құқықтық актілер туралы  https://adilet.zan.kz/rus/docs/Z1600000480
	ҚР Президенті
Н. НАЗАРБАЕВ
	31.08.2025

	8 
	№ 73-V ҚРЗ
	29.01. 2013
	Жеке басты куәландыратын құжаттар туралы https://adilet.zan.kz/rus/docs/Z1300000073
	ҚР Президенті
Н. НАЗАРБАЕВ
	30.06.2025

	9 
	№ 401-V 
	18.12.2015
	Ақпаратқа қол жеткізу туралы https://adilet.zan.kz/rus/docs/Z1500000401 
	ҚР Премьер-Министрі
	16.03.2025

	10
	 № 418-V
	24.11.2015
	Ақпараттандыру туралы https://adilet.zan.kz/rus/docs/Z1500000418
	ҚР Заңы
	27.09.2025

	  11  
	№ 151-I
	11.07.1997
	Қазақстан Республикасындағы тiл туралы https://adilet.zan.kz/rus/docs/Z970000151_
	ҚР Заңы
	16.03.2025

	12
	 № 93-VIII
	20.06.2024
	Қазақстан Республикасының Президенті тарапынан «Масс-медиа туралы» Заңға қол https://online.zakon.kz/Document/?doc_id=37392270&pos=4;-98#pos=4;-98
	  ҚР Заңы
	20.06.2024

	Қазақстан Республикасы Үкіметінің қаулысы

	13
	№ 776 қбп
	28.10.2021  
	Қазақстан Республикасының мемлекеттік құпияларын қорғау жөніндегі нұсқаулықты бекіту туралы
	ҚР Премьер-Министрі
	

	 14
	№ 945
	24.11.2022  
	Қазақстан Республикасының денсаулық сақтау саласын дамытудың 2026 жылға дейінгі тұжырымдамасын бекіту туралы https://adilet.zan.kz/rus/docs/P2200000945
	ҚР Премьер-Министрі
	29.02.2024

	 15
	№ 1193
	31.12.2015  
	Азаматтық қызметшілерге, мемлекеттік бюджет қаражаты есебінен ұсталатын ұйымдардың қызметкерлеріне, қазыналық кәсіпорындардың қызметкерлеріне еңбекақы төлеу жүйесі туралы https://adilet.zan.kz/rus/docs/P1500001193
	ҚР Премьер-Министрі
	19.08.2025

	 16
	№ 477
	24.08.2016  
	Уәкілетті органдардың нормативтік құқықтық актілерді есепке алу мен жүйелеуді жүргізу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/P1600000477
	ҚР Премьер-Министрі
	18.03.2021

	 17
	№ 635
	10.06.2014  
	Техникалық реттеу және метрология жүйесін жетілдіру жөніндегі 2020 жылға дейінгі кешенді жоспарды бекіту туралы https://adilet.zan.kz/rus/docs/P1400000635 
	ҚР Премьер-Министрі
	27.02.2015

	 18
	№ 131
	16.03.2022  
	 «Қазақстан Республикасы Төтенше жағдайлар министрлігінің мәселелері» туралы Қазақстан Республикасы Үкіметінің 2020 жылғы 23 қазандағы № 701 қаулысына толықтырулар енгізу және Қазақстан Республикасы Үкіметінің кейбір шешімдерінің күші жойылды деп тану туралы
https://adilet.zan.kz/rus/docs/P2200000131
	ҚР Премьер-Министрі
	16.03.2022
 (жаңа)

	 19
	  № 435
	
09.06.2023  

	«Ғимараттар мен құрылыстардың, құрылыс материалдары мен бұйымдарының қауіпсіздігі туралы» техникалық регламентін бекіту туралы
https://adilet.zan.kz/rus/docs/V2300032783   
	ҚР  Индустрия және инфрақұрылымдық даму министрінің бұйрығы
	26.03.2025

	 20
	№ 612
	24.09.2020 
	Медициналық көмектің кепілдік берілген көлемі шеңберінде оларға қарсы міндетті профилактикалық екпелер жүргізілетін аурулардың тізбесін, екпелерді жүргізу қағидаларын, мерзімдерін және халықтың профилактикалық екпелерге жататын топтарын бекіту туралы  http://adilet.zan.kz/rus/docs/P2000000612 
	ҚР Премьер-Министрі
	20.02.2024

	 21
	№832
	20.12.2016 
	Ақпараттық-коммуникациялық технологиялар және ақпараттық қауіпсіздікті қамтамасыз ету саласындағы бірыңғай талаптарды бекіту туралы https://adilet.zan.kz/kaz/docs/P1600000832
	ҚР Үкіметінің
	13.05.2024

	22
	№ 108
	04.03.2015
	Мемлекеттік материалдық резервтің материалдық құндылықтарын есепке алу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/P1500000108
	ҚР Үкіметінің
	18.10.2024

	ДСМ, ҰЭМ, Қаржыминінің бұйрықтары

	 23 
	ҚР СТ ISO 15189-2023 N 192-од

	28.09.2015  
	
«Медициналық зертханалар. Сапасы мен құзыреттілігіне қойылатын талаптар»
	ҚР Инвестициялар және даму министрлігі Техникалық реттеу және метрология комитетінің төрағасы
	

	 24 
	№ 246
	30.03.2015  
	Тұтынушылардың электр қондырғыларын техникалық пайдалану қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V1500010949
	ҚР Энергетика министрі
	17.01.2025

	 25
	№ ҚР ДСМ-175/2020



№ ҚР ДСМ-136
	30.10.2020  





23.11.2022
 
	Денсаулық сақтау саласындағы есепке алу құжаттамасының нысандарын, сондай-ақ оларды толтыру жөніндегі нұсқаулықтарды бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021579

«Денсаулық сақтау саласындағы есепке алу құжаттамасының нысандарын, сондай-ақ оларды толтыру жөніндегі нұсқаулықтарды бекіту туралы» Қазақстан Республикасы Денсаулық сақтау министрінің міндетін атқарушының 2020 жылғы 30 қазандағы № ҚР ДСМ-175/2020 бұйрығына өзгерістер енгізу туралы
https://adilet.zan.kz/kaz/docs/V2200030685
	ҚР Денсаулық сақтау министрі

ҚР Денсаулық сақтау министрінің 2022 жылғы 23 қарашадағы бұйрығы. ҚР Әділет министрлігінде 2022 жылғы 24 қарашада
№ 30685 болып тіркелді
	09.07.2025



23.11.2022

	26
	№ КР ДСМ- 159/2020
	27.10.2020  
	Ағзаларды (ағзаның бөлігін) және(немесе) тіндерді (тіннің бөлігін) транспланттау кезінде иммунологиялық үйлесімділігін айқындау қағидаларын және HLA-зертханасының қызметі туралы ережені бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021528
	ҚР Денсаулық сақтау министрінің м.а.
	30.09.2021

	27
	№ 12
	19.10.2016  
	Сыбайлас жемқорлық тәуекелдеріне ішкі талдау жүргізудің үлгілік қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V1600014441
	ҚР Мемлекеттік қызмет істері және сыбайлас жемқорлыққа қарсы іс-қимыл агенттігі төрағасы
	16.01.2023

	28
	№ ҚР 
ДСМ -96/2020; 

№ ҚР 
ДСМ -7/2022
	11.08. 2020  


28.01.2022 
	«Денсаулық сақтау объектілеріне қойылатын санитариялық-эпидемиологиялық талаптар» санитариялық қағидаларын бекіту туралы
http://adilet.zan.kz/rus/docs/V2000021080

Қазақстан Республикасы Денсаулық сақтау министрінің кейбір бұйрықтарына өзгерістер енгізу туралы
https://adilet.zan.kz/rus/docs/V2200026700
	ҚР Денсаулық сақтау министрі



ҚР Денсаулық сақтау министрі

	05.04.2023




28.01.2022

	29
	 № ҚР ДСМ-125
	02.11.2022
 
	Биологиялық қорғауды қамтамасыз ету қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2200030388
	ҚР Денсаулық сақтау министрінің бұйрығы
	02.11.2022
 (жаңа)

	30 
	    № 986
	 26.12.2014  
	«Қазақстан Республикасының 2015-2025 жылдарға арналған сыбайлас жемқорлыққа қарсы стратегиясы туралы» Қазақстан Республикасы Президентінің 2014 жылғы 26 желтоқсандағы № 986 Жарлығына
ТҮСІНДІРМЕ
https://adilet.zan.kz/rus/docs/T1400000986
	ҚР Президенті Әкімшілігінің Құқық қорғау жүйесі бөлімі
	26.12.2014
 (жаңа)

	31 
	    № 108
	31.03 2021  
	Салауатты өмір салтын танымал ету жөніндегі әлеуметтік жарнаманы қалыптастыру және отандық телеарналарда орналастыру қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2100022436
	ҚР Ақпарат және қоғамдық даму министрі
	29.08.2024

	32
	№ 405
	17.08.2021  
	«Өрт қауіпсіздігіне қойылатын жалпы талаптар» техникалық регламентін бекіту туралы
https://adilet.zan.kz/rus/docs/V2100024045
	ҚР Төтенше жағдайлар министрі
	17.09.2025

	33 
	№ 276
	09.06. 2014  
	Ұйымдардың жұмыскерлері мен халықты өрт қауіпсіздігі шараларына оқыту қағидаларын және өрт қауіпсіздігі шараларына оқыту жөніндегі оқу бағдарламаларының мазмұнына қойылатын талаптарды бекіту туралы
https://adilet.zan.kz/rus/docs/V1400009510
	ҚР Төтенше жағдайлар министрі
	01.08.2025

	34 
	№ 55
	21.02.2022  
	Өрт қауіпсіздігі қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2200026867
	ҚР Төтенше жағдайлар министрі
	14.08.2025

	35 
	№ 241
	31.03.2015  
	Бухгалтерлік есепті жүргізу қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V1500010954
	ҚР Қаржы министрі
	15.05.2023

	36 
	№ 109
	20.02.2015  
	Этил спиртін сақтау мен өткізу (тиеп-жөнелту, қабылдап алу) қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V1500010524
	ҚР Қаржы министрі
	04.12.2024

	37 
	№ 113
	20.02.2015  
	Шаруашылық жүргізу құқығындағы мемлекеттік кәсіпорындарда байқау кеңесін құру қағидаларын, байқау кеңесінің құрамына сайланатын адамдарға қойылатын талаптарды, сондай-ақ Байқау кеңесінің мүшелерін конкурстық іріктеу және олардың өкілеттігін мерзімінен бұрын тоқтату қағидаларын бекіту туралы  https://adilet.zan.kz/rus/docs/V1500010503
	ҚР Ұлттық экономика министрі
	21.05.2025

	38 
	№ 115
	20.02.2015  
	Байқау кеңесі мүшелерінің қызметін бағалау және байқау кеңесінің мүшелеріне сыйақы төлеу лимитін айқындау қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V1500010499
	ҚР Ұлттық экономика министрі
	08.12.2024

	39 
	№ ҚР ДСМ-32, 
№ 70
	06.01.2021  
	«Медициналық қызметтерді көрсету, дәрілік заттар мен медициналық бұйымдар айналысының сапасы салаларындағы тәуекел дәрежесін бағалау өлшемшарттарын және тексеру парақтарын бекіту туралы» Қазақстан Республикасы Денсаулық сақтау министрінің 2018 жылғы 15 қарашадағы № ҚР ДСМ-32 және Қазақстан Республикасы Ұлттық экономика министрінің 2018 жылғы 15 қарашадағы № 70 бірлескен бұйрығына өзгерістер енгізу туралы https://adilet.zan.kz/rus/docs/V1800017744 
	ҚР Денсаулық сақтау министрі
және ҚР Ұлттық экономика министрі
	01.07.2025

	40 
	№ ҚР ДСМ-152 и № 117
	02.12.2022  
	Халықтың санитариялық-эпидемиологиялық саламаттылығы саласында тәуекел дәрежесін бағалау өлшемшарттарын және тексеру парақтарын бекіту туралы
 https://adilet.zan.kz/rus/docs/V2200030964
	ҚР Денсаулық сақтау министрі
және ҚР Ұлттық экономика министрі
	28.06.2024 

	41 
	№ 1019
	25.12.2015  
	Жұмыскерлерді, басшылар мен еңбек қауіпсіздігін және еңбекті қорғауды қамтамасыз етуге жауапты адамдарды еңбек қауіпсіздігі және еңбекті қорғау мәселелері бойынша оқытудан, нұсқау беруден және білімін тексеруден өткізу қағидалары мен мерзімдерін бекіту туралы
https://adilet.zan.kz/rus/docs/V1500012665
	ҚР  Денсаулық сақтау және әлеуметтік даму министрі
	21.08.2024

	42 
	№ 24
	16.02.2023  
	Қазақстан Республикасы Денсаулық сақтау министрлігінің кейбір бұйрықтардың күші жойылды деп тану туралы
https://adilet.zan.kz/rus/docs/V2300031933
	ҚР Денсаулық сақтау министрі
	16.02.2023 
(жаңа)

	43 
	№ 42
	28.01.2021  
	«Ұлттық электрондық денсаулық паспорты мен электрондық ақпараттық ресурстарға ұсынылатын деректердің көлемі мен жиілігін айқындау туралы» Қазақстан Республикасы Денсаулық сақтау министрінің 2020 жылғы 28 желтоқсандағы № 906 бұйрығына өзгеріс енгізу туралы
https://online.zakon.kz/Document/?doc_id=38646950&pos=3;-90#pos=3;-90
	ҚР  Денсаулық сақтау министрі
	28.01.2021

	44 
	№ ҚР ДСМ-6
	26.01.2022  
	Қазақстан Республикасы Денсаулық сақтау министрлігінің кейбір бұйрықтарына өзгерістер енгізу туралы
https://adilet.zan.kz/rus/docs/V2200026685
	ҚР Денсаулық сақтау министрі
	26.01.2022
 (жаңа)

	45 
	№ ҚР ДСМ-6
	19.01.2021  
	Денсаулық сақтау саласында білім беру бағдарламалары бойынша оқыту құнын қалыптастыру әдістемесін бекіту туралы
https://adilet.zan.kz/rus/docs/V2100022101
	ҚР Денсаулық сақтау министрінің м. а.
	12.12.2023

	46 
	№ 55
	03.04.2023  
	«Тиісті фармацевтикалық практикаларды бекіту туралы» Қазақстан Республикасы Денсаулық сақтау министрінің міндетін атқарушының 2021 жылғы 4 ақпандағы № ҚР ДСМ-15 бұйрығына өзгерістер енгізу туралы
https://adilet.zan.kz/rus/docs/V2300032230
	ҚР  Денсаулық сақтау министрінің м. а.
	03.04.2023

	47 
	№ ҚР ДСМ-332/2020
	29.12.2020  
	«Міндетті әлеуметтік медициналық сақтандыру жүйесіне медициналық көрсетілетін қызметті тұтынушы ретінде қатысу туралы және аударымдардың және (немесе) жарналардың аударылған сомалары туралы ақпарат беру» мемлекеттік қызмет көрсету қағидаларын бекіту туралы» Қазақстан Республикасы Денсаулық сақтау министрінің 2020 жылғы 2 сәуірдегі № ҚР ДСМ-26/2020 бұйрығына өзгерістер енгізу туралы
https://adilet.zan.kz/rus/docs/V2000021971
	ҚР Денсаулық сақтау министрі
	29.12.2020 
(жаңа)

	48 
	№ ҚР ДСМ-59
	30.06.2022  
	«Денсаулық сақтау ұйымдары желісінің мемлекеттік нормативін бекіту туралы» Қазақстан Республикасы Денсаулық сақтау министрінің міндетін атқарушының 2020 жылғы 15 қазандағы № ҚР ДСМ-133/2020 бұйрығына өзгерістер енгізу туралы
https://adilet.zan.kz/rus/docs/V2200028682
	ҚР Денсаулық сақтау министрі
	30.06.2022 
(жаңа)

	49 
	№ ҚР ДСМ-22
	15.03.2021  
	Қазақстан Республикасы Денсаулық сақтау министрінің кейбір бұйрықтарына өзгерістер енгізу туралы
https://adilet.zan.kz/rus/docs/V2100022342
	ҚР Денсаулық сақтау министрі
	02.05.2023

	50 
	№ ҚР ДСМ-86
	18.08.2022  
	«Тегін медициналық көмектің кепілдік берілген көлемі шеңберінде және (немесе) міндетті әлеуметтік медициналық сақтандыру жүйесінде медициналық көмек көрсететін денсаулық сақтау субъектілерін есепке алуды жүргізу қағидаларын бекіту туралы» Қазақстан Республикасы Денсаулық сақтау министрінің 2020 жылғы 6 қарашадағы № ҚР ДСМ-186/2020 бұйрығына өзгерістер енгізу туралы https://adilet.zan.kz/rus/docs/V2200029209
	ҚР  Денсаулық сақтау министрінің м. а.
	18.08.2022 
(жаңа)

	51 
	№ КР ДСМ-102/2020
	16.09.2020  
	Қан мен оның компоненттерін донациялау алдында донордың тегін медициналық көмектің кепілдік берілген көлемі шеңберінде міндетті медициналық зерттеп-қараудан өту қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021216
	ҚР  Денсаулық сақтау министрінің
	02.08.2022

	52 
	№ ҚР ДСМ-204/2020
	25.11.2020  
	АИТВ инфекциясының профилактикасы саласында қызметті жүзеге асыратын мемлекеттік денсаулық сақтау ұйымдарында тегін медициналық көмектің кепілдік берілген көлемі шеңберінде АИТВ инфекциясы мәселелері бойынша ерікті түрде анонимдік және (немесе) құпия медициналық зерттеп-қаралу және консультация алу қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021682
	ҚР  Денсаулық сақтау министрінің
	07.12.2021

	53 
	№ КР 
ДСМ- 162/2020
	28.10.2020  
	Тегін медициналық көмектің кепілдік берілген көлемі шеңберінде емдеу кезінде стационарлық жағдайда мамандырылған медициналық көмек көрсетілетін инфекциялық, паразиттік аурулар және айналадағыларға қауіп төндіретін аурулардың тізбесін бекіту туралы https://adilet.zan.kz/rus/docs/V2000021537
	ҚР  Денсаулық сақтау министрінің
	28.10.2020
 (жаңа)

	54 
	№ ҚР ДСМ-210/2020
	27.11.2020  
	Дәрілік заттар мен медициналық бұйымдардың айналысы саласындағы субъектілерге тегін медициналық көмектің кепілдік берілген көлемі және (немесе) міндетті әлеуметтік медициналық сақтандыру жүйесіндегі медициналық көмек шеңберінде фармацевтикалық көрсетілетін қызметтердің құнын төлеу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021715
	ҚР  Денсаулық сақтау министрінің
	01.01.2024

	55 
	№ ҚР ДСМ-170/2020
	30.10.2020  
	Тегін медициналық көмектің кепілдік берілген көлемі шеңберінде және міндетті әлеуметтік медициналық сақтандыру жүйесінде ұсынылатын медициналық қызметтерге тарифтерді бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021550
	ҚР  Денсаулық сақтау министрінің м. а.
	23.10.2025

	56 
	№ ҚР ДСМ-278/2020
	15.12.2020  
	Тегін медициналық көмектің кепілдік берілген көлемі шеңберінде және (немесе) міндетті әлеуметтік медициналық сақтандыру жүйесінде медициналық қызметтер көрсететін денсаулық сақтау субъектілерінің жұмыскерлерін көтермелеу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021824
	ҚР  Денсаулық сақтау министрінің
	21.08.2025

	57 
	№ ҚР ДСМ-242/2020
	08.12.2020  

	Тегін медициналық көмектің кепілдік берілген көлемі шеңберінде және (немесе) міндетті әлеуметтік медициналық сақтандыру жүйесінде медициналық көмек көрсету бойынша денсаулық сақтау субъектілерінен көрсетілетін қызметтерді сатып алу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021744
	ҚР  Денсаулық сақтау министрінің
	26.09.2025

	58 
	№ ҚР 
ДСМ -77
	05.08.2021  
	Тегін медициналық көмектің кепілдік берілген көлемі шеңберінде және (немесе) міндетті әлеуметтік медициналық сақтандыру жүйесінде дәрілік заттардың және медициналық бұйымдардың саудалық атауына шекті бағаларды бекіту туралы
https://adilet.zan.kz/rus/docs/V2100023886
	ҚР  Денсаулық сақтау министрінің
	21.07.2025 

	59 
	№ ҚР ДСМ-125
	07.12. 2021  
	Қазақстан Республикасы Денсаулық сақтау министрлігінің кейбір бұйрықтарына өзгерістер енгізу туралы
https://adilet.zan.kz/rus/docs/V2100025688
	ҚР  Денсаулық сақтау министрінің
	07.12.2021

	60 
	№ ҚР ДСМ-49
	30. 05. 2022  
	«Дәрілік заттар мен медициналық бұйымдарды таңбалау қағидаларын бекіту туралы» Қазақстан Республикасы Денсаулық сақтау министрінің 2021 жылғы 27 қаңтардағы № ҚР ДСМ-11 бұйрығына өзгерістер енгізу туралы
https://adilet.zan.kz/rus/docs/V2200028315
	ҚР  Денсаулық сақтау министрінің
	30.05.2022 
(жаңа)

	61 
	№ ҚР ДСМ-73
	02.08.2022  
	Қазақстан Республикасы Денсаулық сақтау министрінің кейбір бұйрықтарына өзгерістер мен толықтырулар енгізу туралы
https://adilet.zan.kz/rus/docs/V2200029008/history 
	ҚР  Денсаулық сақтау министрінің
	02.08.2022
 (жаңа)

	62 
	№ ҚР ДСМ-138
	29.12.2021  
	«Дәрілік заттың саудалық атауына өндірушінің шекті бағаларын, бөлшек және көтерме саудада өткізу үшін дәрілік заттың саудалық атауына шекті бағаларды бекіту туралы» Қазақстан Республикасы Денсаулық сақтау министрінің міндетін атқарушының 2021 жылғы 27 тамыздағы № ҚР ДСМ-94 бұйрығына өзгеріс енгізу туралы
https://adilet.zan.kz/rus/docs/V2100026221
	ҚР Денсаулық сақтау министрінің м. а.
	29.12.2021 
(жаңа)

	63 
	№ ҚР ДСМ-319/2020
	23.12.2020  
	Қазақстан Республикасының медицина және фармацевтика қызметкерлерінің Ар-намысы кодексін бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021890
	ҚР  Денсаулық сақтау министрінің
	23.12.2020 
(жаңа)

	64 
	№ 117
	30.03.2022г.
	Қазақстан Республикасының білім беру саласындағы қызметті жүзеге асыратын террористік тұрғыдан осал объектілерінің терроризмге қарсы қорғалуын ұйымдастыру жөніндегі нұсқаулықты бекіту туралы https://adilet.zan.kz/rus/docs/V2200027414
	ҚР  Білім және ғылым министрінің
	25.07.2024

	65 
	№ ҚР ДСМ-88
	20.08.2021  
	Бірыңғай дистрибьютордан сатып алынатын дәрілік заттар мен медициналық бұйымдардың тізбесін айқындау туралы
https://adilet.zan.kz/rus/docs/V2100024078
	ҚР  Денсаулық сақтау министрінің
	09.09.2025

	66 
	№ КР ДСМ-113/2020
	02.10.2020  
	Донорларды медициналық куәландыруға, медициналық қолдану үшін қан өнімдерін өндіру кезіндегі қауіпсіздік пен сапаға қойылатын талаптарды бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021362
	ҚР Денсаулық сақтау министрінің
	02.08.2022 

	67 
	№ ҚР ДСМ-207/2020
	25.11.2020  
	Ағзаларды (ағзаның бөлігін) және (немесе) тіндерді (тіннің бөлігін) алу, дайындау, сақтау, консервациялау, тасымалдау, донордан реципиентке трансплантаттау қағидалары мен шарттарын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021683
	ҚР  Денсаулық сақтау министрінің
	23.10.2025136

	68 
	№ ҚР 
ДСМ -113
	12.11.2021  
	Сатып алу үшін құжаттар нысандарын бекіту және Қазақстан Республикасы Денсаулық сақтау және әлеуметтік даму министрінің кейбір бұйрықтарының күші жойылды деп тану туралы https://adilet.zan.kz/rus/docs/V2100025166
	ҚР  Денсаулық сақтау министрінің
	017.06.2022 

	69 
	№ ҚР 
ДСМ - 111
	05.11.2021  
	«Об утверждении стандартов аккредитации медицинских организаций». https://adilet.zan.kz/rus/docs/V2100025057
	ҚР  Денсаулық сақтау министрінің м.а.
	05.11.2021 (жаңа)

	70
	№ ҚР ДСМ-227/2020
	30.11.2020  
	Денсаулық сақтау саласындағы аккредиттеуден кейінгі мониторинг жүргізу және аккредиттеу туралы куәлікті кері қайтарып алу қағидаларын, мерзімдерін бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021708 
	ҚР Денсаулық сақтау министрінің
	06.08.2025

	71
	№ ҚР ДСМ-299/2020
	21.12.2020  
	Денсаулық сақтау саласындағы аккредиттеу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021852 

	ҚР  Денсаулық сақтау министрінің
	09.08.2023

	72
	№ ҚР 
ДСМ -96/2020; 

№ ҚР 
ДСМ -7/2022
	11.08. 2020  


28.01.2022  
	"Денсаулық сақтау объектілеріне қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы http://adilet.zan.kz/rus/docs/V2000021080

Қазақстан Республикасы Денсаулық сақтау министрінің кейбір бұйрықтарына өзгерістер мен толықтырулар енгізу туралы
https://adilet.zan.kz/rus/docs/V2200026700

	ҚР  Денсаулық сақтау министрінің
	05.04.2023




28.01.2022

	73
	№ ҚР ДСМ-105
	15.10.2021  
	"Ықтимал қауіпті химиялық заттарды пайдаланатын зертханаларға қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2100024809
	ҚР  Денсаулық сақтау министрінің
	09.07.2024

	74
	№ ҚР ДСМ-79
	06.08.2021  
	"Адамға әсер ететін физикалық факторлар көздерімен жұмыс істеу жағдайларына қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2100023897
	ҚР  Денсаулық сақтау министрінің м.а.
	21.04.2025

	75
	№ ҚР ДСМ- 67
	26.07.2022  
	"Коммуналдық мақсаттағы объектілерге қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2200028925
	ҚР Денсаулық сақтау министрінің
	21.04.2025

	76
	№ 62
	
19.07.2021  
	"Иммунологиялық дәрілік препараттарды (иммундық-биологиялық дәрілік препараттарды) сақтауға, тасымалдауға және пайдалануға қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2100023627
	ҚР  Денсаулық сақтау министрінің
	21.04.2025

	77
	ҚР 
ДСМ-331/2020
	25.12.2020  
	"Өндіріс және тұтыну қалдықтарын жинауға, пайдалануға, қолдануға, залалсыздандыруға, тасымалдауға, сақтауға және көмуге қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021934
	ҚР  Денсаулық сақтау министрінің м.а.
	17.04.2024

	78
	№ ҚР 
ДСМ - 44 
	26.05.2021  

	"Вирустық гепатиттер мен АИТВ инфекциясы бойынша санитариялық-эпидемияға қарсы, санитариялық-профилактикалық іс-шараларды ұйымдастыруға және жүргізуге қойылатын санитариялық - эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2100022869
	ҚР  Денсаулық сақтау министрінің
	05.04.2023

	79
	№ ҚР ДСМ-58
	07.07.2021  
	"Дәрілік заттар мен медициналық бұйымдардың айналысы саласындағы объектілерге қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2100023416
	ҚР Денсаулық сақтау министрінің
	05.04.2023

	80
	№ ҚР ДСМ-62
	19.07.2021  
	"Иммунологиялық дәрілік препараттарды (иммундық-биологиялық дәрілік препараттарды) сақтауға, тасымалдауға және пайдалануға қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2100023627
	ҚР  Денсаулық сақтау министрінің
	21.04.2025

	81
	№ ҚР ДСМ-       95
	01.09. 2021  
	"Желдету мен ауаны баптау жүйелерін дезинфекциялауға қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2100024230
	ҚР  Денсаулық сақтау министрінің
	05.04.2023

	82
	№ ҚР ДСМ-114
	12.11.2021  
	"Аса қауіпті инфекциялық аурулардың алдын алу бойынша санитариялық-эпидемияға қарсы, санитариялық-профилактикалық іс-шараларды ұйымдастыруға және жүргізуге қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2100025151
	ҚР  Денсаулық сақтау министрінің
	14.08.2025

	83
	№ ҚР 
ДСМ -47
	27.05.2021  
	"Жіті респираторлық вирустық инфекциялар, тұмау және олардың асқынулары (пневмония), менингококк инфекциясы, COVID-19 коронавирустық инфекциясы, желшешек, скарлатина кезінде санитариялық-эпидемияға қарсы, санитариялық-профилактикалық іс-шараларды ұйымдастыруға және жүргізуге қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2100022833
	ҚР Денсаулық сақтау министрінің м.а.
	14.08.2025

	84
	№ ҚР ДСМ-116
	17.11.2021  
	"Инфекциялық аурулардың (обаның, тырысқақтың) алдын алу бойынша санитариялық-эпидемияға қарсы іс-шараларды ұйымдастыруға және өткізуге қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2100025254
	ҚР  Денсаулық сақтау министрінің
	21.04.2025

	85
	№ ҚР ДСМ-68
	29.07.2022  
	"Дезинфекция, дезинсекция мен дератизацияны ұйымдастыруға және жүргізуге қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2200028977
	ҚР Денсаулық сақтау министрінің
	22.10.2024

	86
	№ ҚР ДСМ- 58
	07.07.2021  
	"Дәрілік заттар мен медициналық бұйымдардың айналысы саласындағы объектілерге қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2100023416
	ҚР Денсаулық сақтау министрінің
	05.04.2023

	87
	№ ҚР ДСМ-44
	26.05.2021  
	"Паразиттік аурулардың алдын алу жөніндегі санитариялық-эпидемияға қарсы және санитариялық-профилактикалық іс-шараларды ұйымдастыруға және жүргізуге қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2200028086
	ҚР Денсаулық сақтау министрінің
	05.04.2023


	88
	№ ҚР ДСМ-151
	02.12.2022  
	"Медициналық көмек көрсетумен байланысты инфекциялардың алдын алу жөніндегі санитариялық-эпидемияға қарсы, санитариялық-профилактикалық іс-шараларды ұйымдастыруға және жүргізуге қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2200030928
	ҚР  Денсаулық сақтау министрінің
	21.04.2025	

	89
	№ 685
	02.08.2016  
	Азаматтық қызметшілерге, мемлекеттік бюджет қаражаты есебінен ұсталатын ұйымдардың қызметкерлері, денсаулық сақтау саласындағы қазыналық кәсіпорындардың қызметкерлері үшін мамандығы бойынша жұмыс өтiлiн есептеу қағидалары мен шарттарын бекіту туралы https://adilet.zan.kz/rus/docs/V1600014205
	ҚР  Денсаулық сақтау және әлеуметтік даму министрінің м.а.
	02.08.2016
 (жаңа)

	90
	№ ҚР 
ДСМ - 758
	28.09.2015  
	Зертханалық диагностиканы жүзеге асыратын денсаулық сақтау ұйымдарының және (немесе) осы ұйымдардың құрылымдық бөлімшелерінің қызметі туралы ережені, сондай-ақ олар жүргізетін зерттеулердің көлемі мен түрлерін бекіту туралы.
 https://adilet.zan.kz/rus/docs/V1500012207
	ҚР  Денсаулық сақтау және әлеуметтік даму министрінің
	28.09.2015
 (жаңа)

	91
	№ 785
	26.11.2009  
	Денсаулық сақтау ұйымдарының өзара іс-қимыл ережесін бекіту туралы
https://adilet.zan.kz/rus/docs/V090005948_ 
	ҚР Денсаулық сақтау министрінің м.а.
	26.11.2009
(жаңа)

	92
	№ 1020
	25.12.2015  
	Ұйымдағы еңбек қауіпсіздігі және еңбекті қорғау қызметі туралы үлгілік ережені бекіту туралы
https://adilet.zan.kz/rus/docs/V1500012747
	ҚР  Денсаулық сақтау және әлеуметтік даму министрінің
	12.08.2022


	93
	№ 1057
	28.12.2015  
	Өндірістік объектілерді еңбек жағдайлары бойынша міндетті мерзімдік аттестаттау қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V1500012743
	ҚР  Денсаулық сақтау және әлеуметтік даму министрінің
	24.07.2024

	94
	№ ҚР ДСМ-   198/2020
	18.11.2020  
	Еңбекке уақытша жарамсыздыққа сараптама жүргізу, сондай-ақ еңбекке уақытша жарамсыздық парағын немесе анықтамасын беру қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021660
	ҚР  Денсаулық сақтау министрінің
	21.08.2025

	95
	№ ҚР ДСМ-9
	03.09.2018  
	Қазақстан Республикасы Денсаулық сақтау министрлігінің және Қазақстан Республикасы Ұлттық экономика министрлігінің кейбір бұйрықтарына өзгерістер мен толықтырулар енгізу туралы
https://adilet.zan.kz/rus/docs/V1800017501 
	ҚР Денсаулық сақтау министрінің м.а.
	29.11.2021

	96
	№ ҚР ДСМ-111/2020
	25.09. 2020  
	Донорларды медициналық куәландыруға, медициналық қолдану үшін қан өнімдерін өндіру кезіндегі қауіпсіздік пен сапаға қойылатын талаптарды бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021293
	ҚР  Денсаулық сақтау министрінің
	25.09.2020 
(жаңа)

	97
	№ ҚР ДСМ-117/2020
	08.10.2020  
	Денсаулық сақтау ұйымдарының номенклатурасын бекіту туралы
 https://adilet.zan.kz/rus/docs/V2000021385
	ҚР  Денсаулық сақтау министрінің
	08.10.2020
 (жаңа)

	98
	№ КР 
ДСМ- 119/2020
	09.10.2020  
	Гемопоэздік дің жасушалары донорын, оның ішінде халықаралық тіркелімдерден іздеу мен жандандыру және гемопоэздік дің жасушаларын реципиентке дейін тасымалдау қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021408
	ҚР  Денсаулық сақтау министрінің
	09.10.2020
(жаңа)

	99
	№ КР 
ДСМ 120/2020
	09.10.2020  
	Гемопоэздік дің жасушаларын транспланттауды қамтамасыз ету мақсатында гемопоэздік дің жасушалары (сүйек кемігі) донорларының тіркелімін қалыптастыру және жүргізу қағидаларын бекіту туралы  https://adilet.zan.kz/rus/docs/V2000021409
	ҚР  Денсаулық сақтау министрінің
	09.10.2020
(жаңа)

	100
	№ КР ДСМ-118/2020
	08.10.2020  
	Алғашқы көмек көрсетуге арналған дәрі қобдишасының құрамын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021399
	ҚР  Денсаулық сақтау министрінің
	10.07.2023

	101
	№ ҚР ДСМ-257/2020
	11.12.2020  
	Зертханалық диагностика жүргізуді ұйымдастыру стандартын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021768
	ҚР Денсаулық сақтау министрінің
	11.12.2020 
(жаңа)

	102
	№ КР ДСМ-131/2020










№ ҚР 
ДСМ -7/2022
	15.10.2020  











28.01.2022  
	Міндетті медициналық қарап-тексерулерге жататын адамдардың нысаналы топтарын, сондай-ақ оларды жүргізу тәртібі мен мерзімділігін, зертханалық және функционалдық зерттеулердің көлемін, медициналық қарсы көрсетілімдерді, зиянды және (немесе) қауіпті өндірістік факторлардың, жұмысқа орналасқан кезде орындау кезінде міндетті алдын ала медициналық қарап-тексерулер және мерзімдік міндетті медициналық қарап-тексерулер жүргізілетін кәсіптер мен жұмыстардың тізбесін және "Алдын ала міндетті медициналық қарап-тексерулерден өткізу" мемлекеттік қызметін көрсету қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021443

Қазақстан Республикасы Денсаулық сақтау министрінің кейбір бұйрықтарына өзгерістер мен толықтырулар енгізу туралы
https://adilet.zan.kz/rus/docs/V2200026700
	ҚР  Денсаулық сақтау министрінің м.а.






ҚР  Денсаулық сақтау министрінің
	02.05.2024	







28.01.2022

	103
	№ КР 
ДСМ -138/2020
	19.10.2020  
	Қазақстан Республикасының азаматтарын алғашқы көмек көрсету дағдыларына оқыту қағидаларын, сондай-ақ алғашқы көмек көрсетілетін шұғыл және кезек күттірмейтін жағдайлар тізбесін бекіту туралы https://adilet.zan.kz/rus/docs/V2000021464
	ҚР Денсаулық сақтау министрінің
	19.10.2020

	104
	№ КР ДСМ-140/2020





№ ҚР ДСМ-73
	20.10.2020  






02.08.2022
	Қанды, оның компоненттерін дайындау, қайта өңдеу, сапасын бақылау, сақтау, өткізу номенклатураларын, қағидаларын, сондай-ақ қанды, оның компоненттерін құю қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021478

Қазақстан Республикасы Денсаулық сақтау министрінің кейбір бұйрықтарына өзгерістер мен толықтырулар енгізу туралы
https://adilet.zan.kz/rus/docs/V2200029008  
	ҚР Денсаулық сақтау министрінің

ҚР  Денсаулық сақтау министрінің
	02.08.2022




02.08.2022

	105
	№ КР ДСМ- 144/2020
	20.10.2020  
	Медициналық қызметтер (көмек) көрсету саласындағы мемлекеттік бақылауға және қадағалауға жататын тәуекелі жоғары, орташа және төмен субъектілердің (объектілердің) тізбесін бекіту туралы https://adilet.zan.kz/rus/docs/V2000021483
	ҚР  Денсаулық сақтау министрінің
	08.08.2025

	106
	№ КР 
ДСМ -147/2020
	22.10.2020  
	«Медициналық оқыс оқиға жағдайларын (оқиғаларды) айқындау, оларды есепке алу және талдау қағидаларын бекіту туралы    https://adilet.zan.kz/rus/docs/V2000021511
	ҚР  Денсаулық сақтау министрінің
	23.10.2024	

	107 
	№ КР ДСМ-155/2020
	27.10.2020  
	Жарамсыз болып қалған, жарамдылық мерзімі өткен дәрілік заттар мен медициналық бұйымдарды, жалған және Қазақстан Республикасы заңнамасының талаптарына сәйкес келмейтін басқа да дәрілік заттар мен медициналық бұйымдарды жою қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/200V0021533
	ҚР  Денсаулық сақтау министрінің м.а.
	11.07.2023

	108 
	№ КР ДСМ-137/2020
	19.10.2020  
	АИТВ инфекциясының профилактикасы жөніндегі іс-шараларды жүргізу қағидаларын бекіту туралыhttps://adilet.zan.kz/rus/docs/V2000021467
	ҚР Денсаулық сақтау министрінің
	11.07.2024

	109 
	№ 533
	04.07.2022  
	АИТВ инфекциясының алдын алу саласында қызмет жүзеге асыратын денсаулық сақтау ұйымдарының қызметі туралы ережені бекіту туралы  https://online.zakon.kz/Document/?doc_id=39097345 
	ҚР Денсаулық сақтау министрінің
	04.07.2022
 (жаңа)

	110 
	№ КР 
ДСМ -193/2020
	13.11.2020  
	Санитариялық-эпидемиологиялық мониторингті жүргізу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021640
	ҚР Денсаулық сақтау министрінің
	07.03.2025

	111 
	№КР 
ДСМ-171/2020
	30.10.2020  
	Донордан ағзаларын (ағзасының бөлігін) және (немесе) тіндерін (тінінің бөлігін) трансплантаттауға рұқсат етілетін инфекциялық жұқпалы аурулардың тізбесін бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021573
	ҚР  Денсаулық сақтау министрінің м.а.
	30.10.2020
 (жаңа)

	112 
	№ КР ДСМ- 159/2020
	27.10.2020  
	Ағзаларды (ағзаның бөлігін) және(немесе) тіндерді (тіннің бөлігін) транспланттау кезінде иммунологиялық үйлесімділігін айқындау қағидаларын және HLA-зертханасының қызметі туралы ережені бекіту туралы https://adilet.zan.kz/rus/docs/V2000021528
	ҚР  Денсаулық сақтау министрінің м.а.
	30.09.2021

	113
	№ КР ДСМ- 196/2020
	16.11.2020  
	Жеке медициналық кітапшаларды беру, есепке алу және жүргізу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021652
	ҚР Денсаулық сақтау министрінің
	01.01.2025

	114 
	№ КР 
ДСМ -167/2020
	29.10.2020  
	Денсаулық сақтау ұйымдарын медициналық бұйымдармен жарақтандырудың ең төмен стандарттарын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021560
	ҚР  Денсаулық сақтау министрінің
	08.07.2025

	115 
	№ КР ДСМ-187/2020
	09.11.2020  
	Келісімшарттық фракциялау жөніндегі өзара іс-қимыл қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021617
	ҚР Денсаулық сақтау министрінің
	09.11.2023

	116
	№ КР ДСМ- 211/2020
	27.11.2020  
	АИТВ инфекциясының бар-жоғына міндетті құпия медициналық зерттеп-қарау қағидаларын бекіту туралы  https://adilet.zan.kz/rus/docs/V2000021692      
	ҚР  Денсаулық сақтау министрінің
	26.01.2022

	117 
	№ КР 
ДСМ – 218/ 2020
	30.11. 2020  
	Денсаулық сақтау саласындағы мамандарды сертификаттауға жататын мамандықтар мен мамандандырулар тізбесін бекіту туралы https://adilet.zan.kz/rus/docs/V2000021699
	ҚР  Денсаулық сақтау министрінің
	30.09.2025

	118 
	№ КР 
ДСМ -219 /2020
	30.11.2020  
	Медициналық қалдықтар жөніндегі ақпаратты беру қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021704
	ҚР  Денсаулық сақтау министрінің
	21.04.2025

	119 
	№ КР 
ДСМ -231/2020
	03.12.2020  
	Халық арасында АИТВ инфекциясын жұқтыру жағдайларын тергеп-тексеру қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021725
	ҚР  Денсаулық сақтау министрінің
	03.09.2025

	120 
	№КР 
ДСМ 232/2020
	03.12.2020  
	Референс-зертханалардың тізбесін, олардың қызметі туралы ережелерді, сондай-ақ оларды таңдауға қойылатын өлшемшарттар мен талаптарды бекіту туралы https://adilet.zan.kz/rus/docs/V2000021729
	ҚР Денсаулық сақтау министрінің
	03.12.2020 
 (жаңа)

	121 
	№ КР 
ДСМ 234/2020
	04.12.2020  
	Санитариялық-эпидемиологиялық аудит жүргізу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021736
	ҚР Денсаулық сақтау министрінің
	14.08.2025

	122 
	№ КР 
ДСМ 235/2020
	07.12.2020  
	Денсаулық сақтау саласындағы статистикалық байқауды жүзеге асыру қағидаларын, денсаулық сақтау саласындағы статистикалық есепке алу мен есептілік нысандарын, оларды жүргізу, толтыру тәртібін және ұсыну мерзімдерін бекіту туралы https://adilet.zan.kz/rus/docs/V2000021735
	ҚР Денсаулық сақтау министрінің
	29.03.2023

	123
	№ ҚР ДСМ-269/2020
	15.12.2020  
	Алғашқы көмекті медициналық білімі жоқ, оның ішінде тиісті даярлықтан өткен адамдардың көрсету қағидаларын және Алғашқы көмекті көрсету стандартын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021814
	ҚР  Денсаулық сақтау министрінің
	15.12.2020
(жаңа)

	124 
	№ КР 
ДСМ 268/2020
	15.12.2020  
	Гигиеналық оқытуға жататын халықтың декреттелген тобының тізбесін бекіту туралы https://adilet.zan.kz/rus/docs/V2000021812
	ҚР  Денсаулық сақтау министрінің
	15.12.2020
 (жаңа)

	125 
	№ КР 
ДСМ -273/2020
	15.12.2020  
	Қазақстан Республикасында медициналық бұйымдарға сервистік қызмет көрсетуді жүзеге асыру қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021805
	ҚР Денсаулық сақтау министрінің
	15.12.2020 
 (жаңа)

	126 
	№КР 
ДСМ-274/2020
	15.12.2020  
	Денсаулық сақтау саласындағы маманды сертификаттауды жүргізу, шетелдік мамандарды қоса алғанда, денсаулық сақтау саласындағы маман сертификатының қолданысын растау қағидаларын, сондай-ақ Қазақстан Республикасынан тыс жерлерде денсаулық сақтау саласында медициналық және (немесе) фармацевтикалық білім алған адамды денсаулық сақтау саласындағы маманды сертификаттауға жіберу шарттарын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021818
	ҚР  Денсаулық сақтау министрінің
	25.08.2024

	127 
	№ КР 
ДСМ -282/2020
	20.12.2020  
	Қазақстан Республикасында тіркелген дәрілік заттар мен медициналық бұйымдардың сапасына бағалау жүргізу қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021836
	ҚР Денсаулық сақтау министрінің
	07.06.2023

	128 
	№ КР 
ДСМ -283/2020
	20.12.2020  
	Денсаулық сақтау қызметкерлерінің үздіксіз кәсіптік даму нәтижелерін растау, біліктілік деңгейін беру және растау қағидаларын бекіту туралы  https://adilet.zan.kz/rus/docs/V2000021843
	ҚР Денсаулық сақтау министрінің
	16.07.2025

	129 
	№ ҚР ДСМ-249/2020
	11.12.2020 
	Денсаулық сақтау саласындағы білім беру бағдарламалары білім алушыларының білімі мен дағдыларын бағалау, түлектерінің кәсіптік даярлығын бағалау, денсаулық сақтау саласындағы мамандардың кәсіптік даярлығын бағалау қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021763
	ҚР Денсаулық сақтау министрінің
	28.08.2025

	130 
	№ КР ДСМ- 286/2020
	20.12.2020 
	Дәрілік препараттар мен медициналық бұйымдарды дайындауға лицензиясы бар, дәрілік заттар мен медициналық бұйымдардың айналысы саласындағы субъектілердің дәрілік препараттар мен медициналық бұйымдарды дайындау қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021840
	ҚР Денсаулық сақтау министрінің
	02.06.2023

	131 
	№ ҚР ДСМ-172/2020
	30.11.2020  
	Көлік құралдарын басқару құқығын алуға үміткер адамды медициналық қарап-тексеруден, механикалық көлік құралдары жүргізушісін қайта медициналық қарап-тексеруден өткізу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021557
	ҚР Денсаулық сақтау министрінің
	02.05.2024

	132 
	№ ҚР ДСМ-195/2020
	16.11.2020  
	Халықтың декреттелген тобындағы адамдарды гигиеналық оқыту қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021654
	ҚР Денсаулық сақтау министрінің
	01.01.2025

	133 
	ҚР ДСМ-330/2020
	25.12.2020  
	Қазақстан Республикасының азаматтарын алғашқы көмек көрсету дағдыларына оқыту үшін сертификатталған жаттықтырушыларды даярлауды жүзеге асыратын денсаулық сақтау ұйымдарына қойылатын талаптарды бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021933
	ҚР Денсаулық сақтау министрінің м.а.
	25.12.2020
 (Жаңа)

	134
	№ ҚР ДСМ-225/2020
	30.11.2020  
	Жедел медициналық жәрдем, оның ішінде медициналық авиацияны тарта отырып көрсету қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021713
	ҚР Денсаулық сақтау министрінің
	01.05.2025

	135
	№ ҚР ДСМ-112/2020
	02.10.2020  
	Рецепттерді жазып беру, есепке алу және сақтау қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021493
	ҚР Денсаулық сақтау министрінің
	11.07.2023

	136
	
№ ҚР ДСМ-254/2020
	11.12.2020  
	Денсаулық сақтау саласындағы менеджерді сертификаттауды жүргізу, денсаулық сақтау саласындағы менеджер сертификатының қолданысын растау қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021777
	ҚР Денсаулық сақтау министрінің
	26.07.2021

	137
	№ ҚР ДСМ-203/2020
	25.11.2020  
	Психикалық денсаулық саласында медициналық-әлеуметтік көмек көрсетудің кейбір мәселелері туралы https://adilet.zan.kz/rus/docs/V2000021680
	ҚР Денсаулық сақтау министрінің
	
04.11.2025	

	138
	№ ҚР ДСМ-194/2020
	13.11.2020  

	Медициналық-санитариялық алғашқы көмек көрсететін денсаулық сақтау ұйымдарына жеке тұлғаларды бекіту қағидаларын бекіту туралы
http://adilet.zan.kz/rus/docs/V2000021642
	ҚР Денсаулық сақтау министрінің
	21.10.2025

	139
	№ ҚР ДСМ-146/2020
	21.10.2020  
	Профилактикалық екпелерді жүргізуге медициналық қарсы көрсетілімдердің тізбесін бекіту туралы
http://adilet.zan.kz/rus/docs/V2000021485
	ҚР Денсаулық сақтау министрінің
	21.10.2020

	140
	№ ҚР  ДСМ-213/2020
	30.11.2020  
	Денсаулық сақтау саласындағы шаруашылық жүргізу құқығындағы мемлекеттік кәсіпорындар жұмыскерлерінің еңбегіне ақы төлеудің үлгілік жүйесін бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021711
	ҚР Денсаулық сақтау министрінің
	
20.06.2023

	141
	№ ҚР ДСМ-214/2020
	30.11.2020  
	Туберкулез профилактикасы жөніндегі іс-шараларды жүргізу қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021695
	ҚР Денсаулық сақтау министрінің
	11.04.2025

	142
	№ ҚР ДСМ-217/2020
	30.11.2020  
	Иондаушы сәулеленудің әсерімен байланысты аурулардың тізбесін және себептік байланысты анықтау қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021697
	ҚР Денсаулық сақтау министрінің
	30.11.2020

	143
	№ ҚР ДСМ-220/2020
	30.11.2020  
	Халықтың санитариялық-эпидемиологиялық саламаттылығы саласындағы мемлекеттік бақылау мен қадағалауға жататын өнімдер мен эпидемиялық мәні бар объектілердің тізбесін бекіту туралы  https://adilet.zan.kz/rus/docs/V2000021710
	ҚР Денсаулық сақтау министрінің
	07.03.2025

	144
	№ ҚР ДСМ-230/2020
	03.12.2020  
	Медициналық көрсетілетін қызметтер (көмек) сапасына ішкі және сыртқы сараптамаларды ұйымдастыру мен жүргізу қағидаларын бекіту туралы  https://adilet.zan.kz/rus/docs/V2000021727
	ҚР Денсаулық сақтау министрінің
	18.09.2025

	145
	№ ҚР ДСМ-169/2020
	29.10.2020  
	Инфекциялық, паразиттік аурулар және (немесе) улану оқиғаларын, иммундаудан кейінгі қолайсыз көріністерді тіркеу және тексеру, есепке алу мен есептілігін жүргізу қағидаларын бекіту туралыhttps://adilet.zan.kz/rus/docs/V2000021562
	ҚР Денсаулық сақтау министрінің
	
29.06.2024

	146
	№ ҚР ДСМ-284/2020
	20.12.2020  
	Денсаулық сақтау субъектілерінің кәсіптік аурулардың және (немесе) уланудың, оның ішінде жұмыскердің өз еңбек (қызметтік) міндеттерін не жұмыс берушінің мүддесі үшін өз бастамасы бойынша өзге де әрекеттерді орындауына байланысты жұмыскерге зиянды өндірістік факторлардың әсер етуіне байланысты кәсіптік ауруларға және (немесе) улануға күдіктенудің барлық оқиғаларын, оның ішінде жұмыс берушімен еңбек қатынастары тоқтатылғаннан кейін олардың анықталған жері бойынша кәсіптік патология және сараптама саласында мамандандырылған медициналық көмек көрсететін тіркеу тәртібін бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021841
	ҚР Денсаулық сақтау министрінің
	14.08.2025

	147
	№ ҚР ДСМ-200/2020
	24.11.2020  
	Денсаулық жағдайы бойынша медициналық қорытындыда көрсетілген мерзімге неғұрлым жеңіл жұмысқа уақытша ауыстыру қағидаларын бекіту туралы  https://adilet.zan.kz/rus/docs/V2000021678
	ҚР Денсаулық сақтау министрінің
	24.11.2020 
(Жаңа)

	148
	№ ҚР ДСМ-320/2020
	23.12.2020  
	Фармакологиялық қадағалауды және медициналық бұйымдардың қауіпсіздігіне, сапасы мен тиімділігіне мониторинг жүргізу қағидаларын бекіту туралы  https://adilet.zan.kz/rus/docs/V2000021896
	ҚР Денсаулық сақтау министрінің
	30.12.2024

	149
	№ ҚР ДСМ-326/2020
	24.12.2020  
	Қазақстандық ұлттық дәрілік формулярды қалыптастыру қағидаларын, сондай-ақ денсаулық сақтау ұйымдарының дәрілік формулярларын әзірлеу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021913
	ҚР Денсаулық сақтау министрінің
	31.12.2021

	150
	№ ҚР ДСМ-168/2020
	29.10.2020  
	Медициналық көрсетілетін қызметтердің сапасы жөніндегі біріккен комиссияны қалыптастыру қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021558
	ҚР Денсаулық сақтау министрінің
	29.10.2020 
(жаңа)

	151 
	№ ҚР ДСМ-165/2020
	28.10. 2020  
	Дәрілік затты өндіруші дәрілік заттардың тұрақтылығын зерттеулерді, оларды сақтау және қайта бақылау мерзімін белгілеуді жүргізу қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021545
	ҚР Денсаулық сақтау министрінің
	28.10.2020
 (жаңа)

	152 
	№ ҚР 
ДСМ-166/2020
	28.10. 2020  
	Дене жаттығуымен шұғылдануды жүргізудің үлгілік қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021551
	ҚР Денсаулық сақтау министрінің
	28.07.2025

	153 
	№ ҚР ДСМ-223/2020
	30.11.2020  
	Дәрігерге дейінгі медициналық көмек көрсету қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021721
	ҚР Денсаулық сақтау министрінің
	30.11.2020
 (жаңа)

	154 
	№ ҚР ДСМ-226/2020
	30.11.2020  
	Тіркелімді қалыптастыру және жүргізу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021717
	ҚР Денсаулық сақтау министрінің
	31.10.2025

	155 
	№ ҚР ДСМ-265/2020
	15.12.2020  
	Әкелуге және әкетуге арналған адам тiндерін (тіндерінің бөлігін) және (немесе) ағзаларды (ағзаның бөлігін) биологиялық қауiпсiздiк тұрғысынан зерттеу, консервациялау және тасымалдау қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021807 
	ҚР Денсаулық сақтау министрінің
	15.12.2020 (новый)

	156 
	№ ҚР ДСМ-295/2020
	21.12.2020  
	Референс-зертханаларда зертханалық зерттеулер өлшемдерінің сапасын сыртқы бағалау қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021845
	ҚР Денсаулық сақтау министрінің м.а.
	21.12.2020 
(жаңа)

	157 
	№ ҚР ДСМ-4
	06.01.2021  
	Дәрілік препараттардың құрамына кіретін әсер етуші заттарды ескере отырып, оларды рецептісіз және рецепт бойынша босатылатын дәрілік препараттардың санаттарына жатқызу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2100022042
	ҚР Денсаулық сақтау министрінің
	06.01.2021 (жаңа)

	158 
	
№ ҚР ДСМ-1
	05.01.2021  
	Медициналық бұйымдардың оңтайлы техникалық сипаттамалары мен клиникалық-техникалық негіздемесіне сараптамалық бағалауды жүзеге асыру әдістемесін бекіту туралы
https://adilet.zan.kz/rus/docs/V2100022040
	ҚР Денсаулық сақтау министрінің
	01.08.2024

	159 
	№ ҚР ДСМ-12
	01.02.2021
	Қашықтықтан медициналық қызметтерді ұйымдастыру, ұсыну және ақы төлеу қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2100022151
	ҚР Денсаулық сақтау министрінің
	01.02.2021 (жаңа)

	160
	№ ҚР ДСМ-305/2020



№ 72
	21.12.2020  





14.04.2023
	Денсаулық сақтау саласындағы мамандықтар мен мамандандырулар номенклатурасын, денсаулық сақтау жүйесінің қызметкерлері лауазымдарының номенклатурасы мен біліктілік сипаттамаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021856

"Денсаулық сақтау саласындағы мамандықтар мен мамандандырулар номенклатурасын, денсаулық сақтау қызметкерлері лауазымдарының номенклатурасы мен біліктілік сипаттамаларын бекіту туралы" Қазақстан Республикасы Денсаулық сақтау министрінің 2020 жылғы 21 желтоқсандағы № ҚР ДСМ-305/2020 туралы бұйрығына өзгерістер енгізу https://adilet.zan.kz/rus/docs/V2300032320
	ҚР Денсаулық сақтау министрінің




ҚР Денсаулық сақтау министрінің
	21.08.2025



14.04.2023
(жаңа)

	161
	№ ҚР ДСМ-10
	27.01.2021  
	Дәрілік заттар мен медициналық бұйымдарға сараптама жүргізу қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2100022144
	ҚР Денсаулық сақтау министрінің
	25.08.2025

	162
	№ ҚР ДСМ-16
	09.02.2021  
	Дәрілік затты немесе медициналық бұйымды мемлекеттік тіркеу, қайта тіркеу, дәрілік заттың немесе медициналық бұйымның тіркеу дерекнамасына өзгерістер енгізу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2100022175
	ҚР Денсаулық сақтау министрінің
	03.03.2023

	163
	№ ҚР 
ДСМ-14
	04.02.2021  
	Цифрлық денсаулық сақтау саласындағы сыныптауларды, анықтамалықтар мен номенклатураны бекіту туралы
https://adilet.zan.kz/rus/docs/V2100022166
	ҚР Денсаулық сақтау министрінің м.а.
	13.08.2024

	164 
	№ ҚР ДСМ-19
	16.02.2021  
	Дәрiлiк заттар мен медициналық бұйымдарды сақтау және тасымалдау қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2100022230 
	ҚР Денсаулық сақтау министрінің
	02.06.2023

	165 
	№ 88
	18.02.2021 
	Дәрілік заттар мен медициналық бұйымдар сыныптауыштарының құрылымын бекіту туралы https://online.zakon.kz/Document/?doc_id=32387785 
	ҚР Денсаулық сақтау министрлігінің
	12.04.2022

	166 
	№ ҚР 
ДСМ - 133/2020
	15.10.2020  
	Денсаулық сақтау ұйымдары желісінің мемлекеттік нормативін бекіту туралы https://adilet.zan.kz/rus/docs/V2000021452
	ҚР Денсаулық сақтау  министрінің  м.а.
	30.06.2022

	167 
	№ ҚР ДСМ-153/2020
	26.10.2020  
	Халықтың санитариялық-эпидемиологиялық саламаттылығы саласындағы мемлекеттік органға инфекциялық аурулар, улану оқиғалары туралы ақпарат (шұғыл хабархат) беру қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021532
	ҚР Денсаулық сақтау  министрінің
	26.10.2020
 (жаңа)

	168
	№ ҚР ДСМ-
170/2020
	29.10.2020 
	Халықтың санитариялық-эпидемиологиялық саламаттылығы саласындағы мемлекеттік органға инфекциялық аурулар, улану оқиғалары туралы ақпарат (шұғыл хабархат) беру қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021559
	ҚР Денсаулық сақтау  министрінің
	01.07.2022

	169
	№ ҚР 
ДСМ -303/2020
	21.12.2020  
	Денсаулық сақтау саласындағы мамандарға қосымша және формальды емес білім беру қағидаларын, денсаулық сақтау саласындағы қосымша және формальды емес білімнің білім беру бағдарламаларын іске асыратын ұйымдарға қойылатын біліктілік талаптарын, сондай-ақ қосымша және формальды емес білім беру арқылы денсаулық сақтау саласындағы мамандар алған оқудың нәтижелерін тану қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021847
	ҚР Денсаулық сақтау  министрінің
	26.08.2023

	170
	№ ҚР ДСМ-84
	20.08.2021  
	Халықтың санитариялық-эпидемиологиялық саламаттылығы саласындағы есепке алу мен есеп құжаттамасының нысандарын бекіту туралы https://adilet.zan.kz/rus/docs/V2100024082
	ҚР Денсаулық сақтау  министрінің
	14.08.2025

	171
	№ ҚР 
ДСМ-55
	21.06.2022  
	Халыққа трансфузиялық көмек көрсетуді ұйымдастыру стандартын бекіту туралы
https://adilet.zan.kz/rus/docs/V2200028571
	ҚР Денсаулық сақтау  министрінің
	28.03.2023

	172
	№ ҚР ДСМ-72
	02.08.2022  
	Қан қызметі саласындағы қызметті жүзеге асыратын денсаулық сақтау ұйымдары туралы ережені бекіту туралы
https://adilet.zan.kz/rus/docs/V2200028998
	ҚР Денсаулық сақтау  министрінің
	02.08.2022
 (жаңа)

	173
	№ ҚР ДСМ-110
	05.10.2022 
	Биологиялық тәуекелдерді басқару әдістемесін бекіту туралы
https://adilet.zan.kz/rus/docs/V2200030058
	ҚР Денсаулық сақтау  министрінің
	05.10.2022 (жаңа)

	174
	№ ҚР ДСМ-132
	09.11.2022  
	Биологиялық қауіпсіздік саласындағы кадрларды кәсіптік даярлаудың, қайта даярлаудың және олардың біліктілігін арттырудың үлгілік бағдарламасын бекіту туралы
https://adilet.zan.kz/rus/docs/V2200030486
	ҚР Денсаулық сақтау  министрінің
	09.11.2022 (жаңа)

	175
	№ ҚР ДСМ-130
	08.11.2022 
	Халықтың санитариялық-эпидемиологиялық саламаттылығы саласында пайдаланылатын патогенді және өнеркәсіптік микроорганизмдердің жұмыс коллекцияларын қалыптастыру, жүргізу және күтіп-бағу қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2200030478
	ҚР Денсаулық сақтау  министрінің
	14.04.2025

	176
	№ ҚР 
ДСМ - 98
	23.09.2021  
	"Көлік құралдарына және жолаушыларға қызмет көрсету жөніндегі объектілерге қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2100024530
	ҚР Денсаулық сақтау  министрінің
	02.07.2024

	177
	№ ҚР ДСМ-182/2020
	04.11.2020 
	Жүргізілген санитариялық-эпидемиологиялық аудит туралы ақпаратты беру нысанын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021606/history
	ҚР Денсаулық сақтау  министрінің
	05.04.2023

	178
	№417
	29.05.2015 
	Қазақстан Республикасы Денсаулық сақтау министрінің міндетін атқарушының кейбір бұйрықтарына өзгерістер мен толықтырулар енгізу туралы
https://adilet.zan.kz/rus/docs/V1500011531
	ҚР Денсаулық сақтау және әлеуметтік даму министрінің
	21.06.2022

	179
	№230
	20.03.2015 
	Электр қондырғыларын орнату қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V1500010851
	ҚР Энергетика министрінің
	17.01.2025

	180 
	№358
	30.12.2014 
	Қысыммен жұмыс істейтін жабдықтарды пайдалану кезінде өнеркәсіптік қауіпсіздікті қамтамасыз ету қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V1400010303
	ҚР Инвестици-
ялар және даму министрінің
	02.10.2025

	181
	 № ҚР ДСМ-11
	27.01.2021 
	Дәрілік заттарды таңбалау мен қадағалау және медициналық бұйымдарды таңбалау қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2100022146
	ҚР Денсаулық сақтау министрінің
	13.12.2024

	182
	№ 928
	27.12.2011 
	Тіндерді және (немесе) ағзаларды (ағзалардың бөліктерін) транспланттаудың кейбір мәселелері туралы https://online.zakon.kz/Document/?doc_id=31107046 
	ҚР Денсаулық сақтау министрінің
	27.12.2011 (жаңа)

	183 
	 № ҚР ДСМ-125
	02.11.2022
	Биологиялық қорғауды қамтамасыз ету қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2200030388
	ҚР Денсаулық сақтау министрінің
	02.11.2022
(жаңа)

	184 
	№ 927
	30.11.2015 
	Жұмыс берушінің еңбек қауіпсіздігі және еңбекті қорғау жөніндегі нұсқаулықты әзірлеу, бекіту және қайта қарау қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V1500012534  
	ҚР Денсаулық сақтау және әлеуметтік даму министрінің
	030.03.2023 

	185
	№ 39
	 22.07 2017 
	«Медициналық ұйымдардың эпидемиологтарына арналған ВИЧ инфекциясы мәселелері бойынша әдістемелік ұсынымдарды бекіту туралы» https://online.zakon.kz/Document/?doc_id=33654811

	АИТВ бойынша Республикалық орталықтың Бас директорының бұйрығы
	022.07 017

	186 
	№ 260
	29.06.2023

	Медициналық-әлеуметтік сараптама жүргізу қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2300032922
	ҚР Премьер-Министрінің орынбасары - Еңбек және халықты әлеуметтік қорғау министрінің
	02.05.2025

	187  
	№ 1057

	07.11.2017
	"Өндірістік объектілерді еңбек жағдайлары бойынша міндетті мерзімдік аттестаттау қағидаларын бекіту туралы" Қазақстан Республикасы Денсаулық сақтау және әлеуметтік даму министрінің 2015 жылғы 28 желтоқсандағы № 1057 бұйрығына өзгеріс енгізу туралы https://adilet.zan.kz/rus/docs/V1700016042

	ҚР Еңбек және халықты әлеуметтік қорғау министрінің
	07.11.2017
(жаңа)

	188
	№ 44
	26.01.2015 
	Жұмылдыру резервінің дәрілік заттары мен медициналық бұйымдарын қоспағанда, мемлекеттік материалдық резервтің материалдық құндылықтарын сақтау нормативтерін бекіту туралы https://adilet.zan.kz/rus/docs/V1500010323
	ҚР Ұлттық экономика министрінің
	16.06.2023

	189
	№ 411
	28.03. 2018 
	Қазақстан Республикасы Қаржы министрінің кейбір бұйрықтарына өзгертулер мен толықтырулар енгізу туралы
https://adilet.zan.kz/rus/docs/V1800016751/history
	ҚР Қаржы министрінің
	28.03.2018 
(жаңа)

	190
	№ 562
	20.12.2012
	Бастапқы есепке алу құжаттарының нысандарын бекіту туралы
https://adilet.zan.kz/kaz/docs/V1200008265
	ҚР Қаржы министрінің
	28.03.2018

	191
	№ 346
	28.08.2020

	Қазақстан Республикасы Денсаулық сақтау және әлеуметтік даму министрінің кейбір бұйрықтарына өзгерістер енгізу туралы
https://adilet.zan.kz/rus/docs/V2000021149
	ҚР Еңбек және халықты әлеуметтік қорғау министрінің
	28.08.2020
(жаңа)

	192
	№ 936
	27.12.2018
	Мемлекеттік реттеуге жатқызылатын өлшем тізбелерін қалыптастыру қағидаларын және оларға қойылатын метрологиялық талаптарды бекіту туралы https://adilet.zan.kz/rus/docs/V1800018107
	ҚР Инвестиция-лар және даму министрінің
	27.12.2018
(жаңа)

	193
	№ 645
	28.08. 2012

	Денсаулық сақтау саласындағы тексерулер жүргізу алгоритмдерін бекіту туралыhttps://online.zakon.kz/Document/?doc_id=31335503  
	ҚР  Денсаулық сақтау министрлігінің Медициналық және фармацевтикалық қызметті бақылау комитеті төрағасының бұйрығы
	28.08.2012


	194
	№ 374
	28.12.2015
	"Өндірістік объектілерді еңбек жағдайлары бойынша міндетті мерзімдік аттестаттау қағидаларын бекіту туралы" Қазақстан Республикасы Денсаулық сақтау және әлеуметтік даму министрінің 2015 жылғы 28 желтоқсандағы № 1057 бұйрығына өзгеріс енгізу туралы https://adilet.zan.kz/rus/docs/V1700016042
	ҚР Еңбек және халықты әлеуметтік қорғау министрінің
	07.11.2017
(жаңа)

	195
	№ ҚР ДСМ-105
	15.10. 2021
	"Ықтимал қауіпті химиялық заттарды пайдаланатын зертханаларға қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2100024809
	ҚР Денсаулық сақтау министрінің
	09.07.2024

	196
	 № ҚР ДСМ-169/2020

	29.10.2020
	Инфекциялық, паразиттік аурулар және (немесе) улану оқиғаларын, иммундаудан кейінгі қолайсыз көріністерді тіркеу және тексеру, есепке алу мен есептілігін жүргізу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021562/history
	ҚР  Денсаулық сақтау министрінің
	29.06.2024	

	197  
	№ 1055
	28.12.2015
	Еңбек қызметіне байланысты жазатайым оқиғаларды тергеп-тексеру материалдарын ресімдеу бойынша нысандарды бекіту туралы https://adilet.zan.kz/rus/docs/V1500012655
	ҚР Денсаулық сақтау және әлеуметтік даму министрінің
	30.09.2024

	198 
	 № ҚР ДСМ-169/2020
	29.10.2020
	Инфекциялық, паразиттік аурулар және (немесе) улану оқиғаларын, иммундаудан кейінгі қолайсыз көріністерді тіркеу және тексеру, есепке алу мен есептілігін жүргізу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021562
	ҚР Денсаулық сақтау министрінің
	29.06.2024

	199 
	№ ҚР ДСМ-164/2020.
	28.10.2020

	Медициналық ұйымдарда құпия аудит жүргізу қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021561
	ҚР Денсаулық сақтау министрінің
	28.10.2020
(жаңа)

	200 
	№ ҚР ДСМ - 133/2020
	15.10.2020
	Денсаулық сақтау ұйымдары желісінің мемлекеттік нормативін бекіту туралы https://adilet.zan.kz/rus/docs/V2000021452
	ҚР Денсаулық сақтау министрінің м.а.
	30.06.2022

	201 
	№ 724
№ 65
	15.07.2019
	Аудиторлық қызмет саласындағы тәуекел дәрежесін бағалау өлшемшарттарын және тексеру парақтарын бекіту туралы 
https://adilet.zan.kz/rus/docs/V1900019068
	ҚР Премьер-Министрінің Бірінші орынбасары - ҚР Қаржы министрінің
	05.06.2023

	202 
	№ ҚР ДСМ-105
	25.08.2022  
	"Ықтимал қауіпті химиялық және биологиялық заттарды пайдаланатын зертханаларға қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы" Қазақстан Республикасы Денсаулық сақтау министрінің 2021 жылғы 15 қазандағы № ҚР ДСМ-105 бұйрығына өзгерістер енгізу туралы  https://adilet.zan.kz/rus/docs/V2200029291
	ҚР  Денсаулық сақтау министрінің
	025.08.2022 

	203 
	№ ҚР ДСМ - 40
	03.05.2022
	Қазақстан Республикасының денсаулық сақтау саласындағы қызметті жүзеге асыру бойынша террористік тұрғыдан осал объектілердің терроризмге қарсы қорғалуын ұйымдастыру жөніндегі нұсқаулықты бекіту туралы
https://adilet.zan.kz/rus/docs/V2200027947
	ҚР  Денсаулық сақтау министрінің
	14.10.2024

	204 
	№ ҚР ДСМ-11
	27.01.2021
	Дәрілік заттарды таңбалау мен қадағалау және медициналық бұйымдарды таңбалау қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/2100022146
	ҚР Денсаулық сақтау министрінің
	13.12.2024

	205 
	№ ҚР ДСМ - 141/2020
	20.10.2020
	Иондаушы сәулеленудің әсеріне ұшыраған адамдардың қаны мен тіндерін алу, сақтау және пайдалану қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2000021474
	ҚР  Денсаулық сақтау министрінің
	20.10.2020
(жаңа)

	206 
	№ ҚР ДСМ-290/2020 

	16.11.2023
	Тегін медициналық көмектің кепілдік берілген көлемі шеңберінде және (немесе) міндетті әлеуметтік медициналық сақтандыру жүйесінде медициналық көрсетілетін қызметтердің көлемін жоспарлау қағидаларын бекіту туралы
https://adilet.zan.kz/kaz/docs/V2000021844
	ҚР Денсаулық сақтау министрінің
	01.01.2024

	207 
	№ ҚР ДСМ-291/2020

	20.12.2020
	Тегін медициналық көмектің кепілдік берілген көлемі шеңберінде және (немесе) міндетті әлеуметтік медициналық сақтандыру жүйесінде денсаулық сақтау субъектілерінің көрсетілетін қызметтеріне ақы төлеу қағидаларын бекіту туралы
https://adilet.zan.kz/kaz/docs/V2000021831
	ҚР Денсаулық сақтау министрінің
	30.10.2025

	208 
	№ ҚР ДСМ-321/2020

	24.12.2020
	Тегін медициналық көмектің кепілдік берілген көлемі шеңберінде және (немесе) міндетті әлеуметтік медициналық сақтандыру жүйесінде денсаулық сақтау субъектілерінен медициналық қызметтерді сатып алу шарты талаптарының орындалу мониторингін жүргізу қағидаларын бекіту туралы
 https://adilet.zan.kz/rus/docs/V2000021904   
	ҚР Денсаулық сақтау министрінің м.а.
	18.09.2025

	209 
	№ ҚР ДСМ-15


	04.02.2021
	Тиісті фармацевтикалық практикаларды бекіту туралы
https://adilet.zan.kz/rus/docs/V2100022167
	ҚР Денсаулық сақтау министрінің м.а.
	03.04.2023

	210 
	№ 110
	07.06.2023
	Тегін медициналық көмектің кепілдік берілген көлемі шеңберінде, тергеу изоляторлары мен қылмыстық-атқару (пенитенциарлық) жүйесінің мекемелерінде ұсталатын адамдар үшін медициналық көмектің қосымша көлемін бюджет қаражаты есебінен және (немесе) міндетті әлеуметтік медициналық сақтандыру жүйесінде дәрілік заттарды, медициналық бұйымдарды және арнайы емдік өнімдерді сатып алуды, фармацевтикалық көрсетілетін қызметтерді сатып алуды ұйымдастыру және өткізу қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2300032733
	ҚР Денсаулық сақтау министрінің
	31.07.2025

	211  
	№ ҚР ДСМ-159/2020
	27.10.2020 
	Ағзаларды (ағзаның бөлігін) және(немесе) тіндерді (тіннің бөлігін) транспланттау кезінде иммунологиялық үйлесімділігін айқындау қағидаларын және HLA-зертханасының қызметі туралы ережені бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021528
	ҚР Денсаулық сақтау министрінің м.а.
	30.09.2021

	212 
	№ ҚР 
ДСМ -96/2020; 

№ ҚР 
ДСМ -7/2022
	11.08. 2020

  

28.01.2022  
	"Денсаулық сақтау объектілеріне қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы http://adilet.zan.kz/rus/docs/V2000021080

Қазақстан Республикасы Денсаулық сақтау министрінің кейбір бұйрықтарына өзгерістер мен толықтырулар енгізу туралы
https://adilet.zan.kz/rus/docs/V2200026700
	ҚР Денсаулық сақтау министрінің


ҚР Денсаулық сақтау министрінің
	05.04.2023




28.01.2022
(жаңа)

	213
	 № ҚР ДСМ-125
	02.11.2022
	Биологиялық қорғауды қамтамасыз ету қағидаларын бекіту туралы https://adilet.zan.kz/rus/docs/V2200030388
	ҚР Денсаулық сақтау министрінің
	02.11.2022 (жаңа)

	214
	
№ 928
	
27.12.2011  
	Тіндерді және (немесе) ағзаларды (ағзалардың бөліктерін) транспланттаудың кейбір мәселелері туралы https://online.zakon.kz/Document/?doc_id=31107046
	ҚР Денсаулық сақтау министрінің
	27.12.2011  
(жаңа)

	215
	

№ 150
	

21.09.2023
	"Халыққа профилактикалық екпелерді ұйымдастыруға және жүргізуге қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V2300033463
	ҚР Денсаулық сақтау министрінің м.а.
	01.01.2025

	216
	 № ҚР ДСМ-313/2020
	
22.12.2020
	Денсаулық сақтау саласындағы есептік құжаттама нысандарын бекіту туралы
https://adilet.zan.kz/rus/docs/V2000021879
	Приказ Министра здравоохранения РК
	11.02.2025

	КҮШІН ЖОЙҒАН

	1 
	
№ 451-I.



 № 93-VIII
	23.07.1999



20.06.2024
	Бұқаралық ақпарат құралдары туралы
https://adilet.zan.kz/rus/docs/Z990000451_


Қазақстан Республикасының Президенті тарапынан «Масс-медиа туралы» Заңға қол қойылды https://online.zakon.kz/Document/?doc_id=37392270&pos=4;-98#pos=4;-98 
	ҚР 1999 жылғы 23 шілдедегі N 451 Заңы.
	ҚР 1999 жылғы 23 шілдедегі N 451 Заңы. Күші жойылды - ҚР 2024 жылғы 19 маусымдағы № 93-VIII ҚРЗ Заңымен.

	2 
	№ 375



	04.06.2021


	     https://adilet.zan.kz/rus/docs/P2100000375
	

Премьер – Министр РК

	Утратило силу
ПП РК от 29 августа 2023 года № 731

	3 
	№ 173
	29.03.2022  
	"Ұлттық архив қорының құжаттарын және басқа да архивтік құжаттарды ведомстволық және жеке архивтердің қабылдау, сақтау, есепке алу мен пайдалану қағидалары туралы" Қазақстан Республикасы Үкіметінің 2018 жылғы 19 қыркүйектегі № 575 қаулысына өзгерістер енгізу туралы
https://adilet.zan.kz/rus/docs/P2200000173
	ҚР Үкіметінің
	ҚР Ү  2022 жылғы 29 наурыздағы № 173 қаулысы. Күші жойылды - ҚР Үкіметінің 2023 жылғы 11 қыркүйектегі № 780 қаулысымен

	4 
	№ 796
	26.11.2020  
	Төтенше ахуалдар, төтенше жағдай режимін енгізу кезінде халыққа медициналық көмек көрсету тәртібін, түрлері мен көлемін бекіту туралы
https://adilet.zan.kz/rus/docs/P2000000796
	ҚР Үкіметінің
	ҚР Ү 2020 жылғы 26 қарашадағы № 796 қаулысы. Күші жойылды - ҚР Ү 2023 жылғы 29 тамыздағы № 731 қаулысымен

	5 
	№ 703
	31.10.2018  
	Мемлекеттік және мемлекеттік емес ұйымдарда құжаттама жасау, құжаттаманы басқару және электрондық құжат айналымы жүйелерін пайдалану қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/P1800000703
	ҚР Үкіметінің
	ҚР Ү 2018 жылғы 31 қазандағы № 703 қаулысы. Күші жойылды - ҚР Ү 2023 жылғы 11 қыркүйектегі № 780 қаулысымен

	6 
	№725
	12.10.2021  
	"Дені сау ұлт" әрбір азамат үшін сапалы және қолжетімді денсаулық сақтау" ұлттық жобасын бекіту туралы
https://adilet.zan.kz/rus/docs/P2100000725
	ҚР Үкіметінің
	ҚР Ү 2021 жылғы 12 қазандағы № 725 қаулысы. Күші жойылды -ҚР Ү 2023 жылғы 22 қыркүйектегі № 828 қаулысымен

	7 
	№ 111
	23.04.2013  
	Әдістемелік ұсынымдар
Қазақстан Республикасының медициналық ұйымдары қызметкерлерінің
қолдарын өңдеу бойынша
	«ҚР ДСМ Мемлекеттік санитариялық-эпидемиологиялық қадағалау комитетінің төрағасы»
	2023.18.08.  бастап күшін жойған

	8 
	№ ҚР 
ДСМ - 93/2020
	31.07.2020  
	"Санитариялық-эпидемияға қарсы және санитариялық-профилактикалық іс-шараларды ұйымдастыру мен жүргізудің кейбір мәселелері туралы" Қазақстан Республикасы Денсаулық сақтау министрінің 2020 жылғы 5 шiлдедегi № ҚР ДСМ-78/2020 бұйрығына өзгерістер енгізу туралы
https://adilet.zan.kz/rus/docs/V2000021043
	ҚР Денсаулық сақтау министрінің
	ҚР ДСМ 2020 жылғы 31 шiлдедегi № ҚР ДСМ - 93/2020 бұйрығы. ҚР Әділет министрлігінде 2020 жылғы 1 тамызда № 21043 болып тіркелді. Күші жойылды - ҚР ДСМ 2024 жылғы 11 қыркүйектегі № 72 бұйрығымен.
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	№ 361




№ 150
	
13.06.2018




21.09.2023  

	"Халыққа профилактикалық егуді жүргізу бойынша санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V1800017206



"Халыққа профилактикалық екпелерді ұйымдастыруға және жүргізуге қойылатын санитариялық-эпидемиологиялық талаптар" санитариялық қағидаларын бекіту туралы

https://adilet.zan.kz/rus/docs/V2300033463

	ҚР Денсаулық сақтау министрінің м.а.
	ҚР ДСМ м.а. 2018 жылғы 13 маусымдағы № 361 бұйрығы. ҚР Әділет министрлігінде 2018 жылғы 16 шілдеде № 17206 болып тіркелді. Күші жойылды - ҚР ДСМ м.а. 2023 жылғы 21 қыркүйектегі № 150 бұйрығымен.
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	№ 407
	05.04.2002  
	"Күзет қызметi туралы" Қазақстан Республикасының Заңын iске асыру жөнiндегі шаралар туралы
https://adilet.zan.kz/rus/docs/P020000407_
	ҚР Үкіметінің
	ҚР ҮҚ 2002 жылғы 5 сәуір N 407. Күші жойылды - ҚР Ү 2024 жылғы 20 қарашадағы № 971 қаулысымен

	11 
	№ 47
	09.02.2021  
	Бірыңғай дистрибьютордың тегін медициналық көмектің кепілдік берілген көлемі, қылмыстық-атқару (пенитенциарлық) жүйесінің тергеу изоляторлары мен мекемелерінде ұсталатын адамдарға бюджет қаражаты есебінен медициналық көмектің қосымша көлемі шеңберінде және (немесе) міндетті әлеуметтік медициналық сақтандыру жүйесінде дәрілік заттар мен медициналық бұйымдарды сақтау және тасымалдау жөніндегі көрсетілетін қызметтерді, дәрілік заттар мен медициналық бұйымдарды есепке алу және өткізу жөніндегі көрсетілетін қызметтерді сатып алу қағидаларын бекіту және Қазақстан Республикасы Үкіметінің кейбір шешімдерінің күші жойылды деп тану туралы  https://adilet.zan.kz/rus/docs/P2100000047
	ҚР Үкіметінің
	ҚР Ү 2021 жылғы 9 ақпандағы № 47 қаулысы. Күші жойылды - ҚР Үкіметінің 2023 жылғы 29 тамыздағы № 731 қаулысымен

	12 
	№ 648
	11.12.2015  
	Мемлекеттік сатып алуды жүзеге асыру қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V1500012590
	ҚР Қаржы министрінің
	ҚР ҚМ 2015 жылғы 11 желтоқсандағы № 648 бұйрығы. ҚР Әділет министрлігінде 2015 жылы 28 желтоқсанда № 12590 болып тіркелді. Күші жойылды – ҚР ҚМ 2024 жылғы 9 қазандағы № 687 бұйрығымен.

	13 [bookmark: _Hlk201313197]
	№ 66
	23.06.2021  
	"Мемлекет бақылайтын акционерлік қоғамдар мен жауапкершілігі шектеулі серіктестіктердің, мемлекеттік кәсіпорындардың даму жоспарларын әзірлеу, бекіту, олардың іске асырылуын мониторингілеу және бағалау, сондай-ақ олардың орындалуы жөніндегі есептерді әзірлеу және ұсыну қағидаларын бекіту туралы" Қазақстан Республикасы Ұлттық экономика министрінің 2019 жылғы 14 ақпандағы № 14 бұйрығына өзгерістер мен толықтырулар енгізу туралы
https://adilet.zan.kz/rus/docs/V2100023218
	ҚР Ұлттық экономика министрінің
	ҚР ҰЭМ 2021 жылғы 23 маусымдағы № 66 бұйрығы. ҚР Әділет министрлігінде 2021 жылғы 30 маусымда № 23218 болып тіркелді. Күші жойылды - ҚР ПМ о.- ҰЭМ 2025 жылғы 2 маусымдағы № 48 бұйрығымен.

	14 
	№ 14
	14.02.2019  
	Мемлекет бақылайтын акционерлік қоғамдар мен жауапкершілігі шектеулі серіктестіктердің, мемлекеттік кәсіпорындардың даму жоспарларын әзірлеу, бекіту, олардың іске асырылуын мониторингілеу және бағалау, сондай-ақ олардың орындалуы жөніндегі есептерді әзірлеу және ұсыну қағидаларын бекіту туралы
https://adilet.zan.kz/rus/docs/V1900018328
	ҚР Ұлттық экономика министрінің
	ҚР ҰЭМ 2019 жылғы 14 ақпандағы № 14 бұйрығы. ҚР Әділет министрлігінде 2019 жылғы 19 ақпанда № 18328 болып тіркелді. Күші жойылды - ҚР П-М о.- ҰЭМ 2025 жылғы 2 маусымдағы № 48 бұйрығымен.
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№ 230
	







17.06.2025  
	





Сақтау мерзімдерін көрсете отырып, мемлекеттік және мемлекеттік емес ұйымдар қызметінде жасалатын үлгілік құжаттар тізбесін бекіту туралы
https://adilet.zan.kz/kaz/docs/V1700015997
	





ҚР Мәдениет және спорт министрінің м.а.
	ҚР МжСМ м.а. 2017 жылғы 29 қыркүйектегі № 263 бұйрығы. ҚР Әділет министрлігінде 2017 жылғы 18 қарашада № 15997 болып тіркелді. Күші жойылды - ҚР МжАМ м.а. 2025 жылғы 30 маусымдағы № 298-НҚ бұйрығымен
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KP CT ISO/IEC 15189-2023

AJIFBICO3

1 Kasakcran Pecniy6nukace Cayna oHE MHTErpanus MHHUCTPIIrT TeXHUKAIBIK PETTEy
kKOHe MeTpojorus KomureTi «KaszakcraH cTaHAapTTay »OHE METPOJIOTHS HMHCTHTYTHD)
IapyamnbUIbIK JKYPri3y KYKBIFBIHJIAFBI PECITyOJIMKAIBIK MemileKeTTik kocimopusl 93IPJIEIL,
EHI'I3/1

2 Kasakcran PecnyOnukacel Cayna jxoHe MHTETPAIMs MUHHMCTPIITT TEXHUKANBIK pETTEy
xKoHe Merposiorusi komuteTi TeparacbinbiH 2023 >xputkbl 21 kapamagarsl Ne 458-HK
oyiipeireiveH BEKITIJII, KOJIJJAHBICKA EHI'I3IJIAIL

3 Ocur cranpapr ISO 15189:2022 «Medical laboratories — Requirements for quality and
competence» (MeauuuHanbIK 3epTxananap. Camacsl MEH KY3bIPETTUIITIHE KOWBIIATHIH TajlanTap)
XaJbIKapaJIbIK CTaHAAPTHIMEH OipIei.

ISO 15189:2022 xansikapanblk crangapttel ISO/TC 212 «KaMHUKaNBIK 3€pTXaHAJIbIK
CHIHAKTAp JKOHE 3EPTXAHAIBIK TUArHOCTUKAIBIK ChIHAY JKYHelepi» TEXHHKAIBIK KOMHUTETI
o3ipiei.

AFBUIIIBIH TUTIHEH (€n) ayAapbUIFaH.

CoHbIH Heri3iHAe OChl YATTHIK CTaHIApPT 93IpJCHIEH JKOHE Ojapra ciitemenep OepiireH
XallbIKapaJiblK CTaHJApTThIH pecMH JaHaiapbl HopMaTHBTIK TEXHUKANbIK KY>KaTTap.bIH
OipbIHFall MEMJICKETTIK KOpPBIHAA Oap.

«HopMmatuBTik cinTtemesnep» OeJMIHAE >KOHE CTAaHAAPTTBHIH MOTIHIHAE CUITEMETiK
XaJIbIKApaJIbIK CTaHAAPTTap ©3EKTEHIIPIITeH.

MeMIEKeTTIK XKoHE OPBIC TUIAEPIHACTI MOTIHACP PECMH HYCKA OOJIBIN TaObLIA b,

CrangaprTapabH (MeMIIEKETapaIbIK) CIITEMEIIK XalbIKapaldblK CTaHAApTTapFa COMKECTIr1
Typaisibl MamiMeTTep B.A. KOChIMIIIaChIHAA KENTIPUITEH.

Cotikectik nopexeci 6ipaeit (IDT)

4 Ocwr cranmaprra Kaszakcran PecnyGnukachiHbIH «Oumem OipiiiriH KaMTaMachl3 €Ty
typanb» 2000 xxbutFbl 7 MmayceiMaarsl N 53-11 3aHBIHBIH HOpMaJIaphl 1ICKE aChIPBLUIIIBI

SKP CT ISO 15189-2015 «MenuumHanslk 3eprxananap. Camacel MEH KY3bIPETTiIITiHE
koiputaThiH Tasantap» OPHBIHA EHI'I3IJIATL

Ocvl  cmanoapmia eHei3ileeH o32epicmep Mypanvl AKNapam HCbll CAaliblH  6acwin
wwieapviiamein  « Cmanoapmmay HcoHinOe2l Kyxicammapy aknapammel Kamanocinoe, ai
e32epicmep MeH my3emynep MImiHi Mep3imoi OACLIN WbI2APLLAAMBIH « ¥IMMblK CIMAHOapmmap»
aknapammulx Kamano2inoe xcapusnanaosl. Ocvl cmanoapm Kaiuma Kapaieau (ayblcmulpblieaH)
Hemece JICOUbLIEaH Hca2oauoa, muicmi Xaoapianovipy mep3imoi 6acvin  bl2apbliamolH
«¥immuix cmanoapmmapy aknapammoix KOPCemKiuinoe Heapusaianaosl

Ocer cranmapt Kazakcran PecnyOnmkacet Caypa JkoHE HMHTErpardsi MUHUCTPIITI
TexHUKaIBIK PEeTTey KOHE METPOJIOTHS KOMHUTETIHIH PYKCATBIHCHI3 pecMH OachUIBIM pETiHAe
TOJIBIKTAl HeMece OOJIIIeKTEIN OaChIIBIIN MIbIFAphLIa, KOOCHTINIC )KOHE TapaThlia aMai bl
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KP CT ISO/IEC 15189-2023

Kipicne

Ochl cTaHOApTTHIH MakKcaTbl — TMALUEHTTEPIIH oJ-ayKaThl >KOHE 3epTXaHanapibl
naiganaHymeUiapIblH =~ MEAWIMHAIBIK  3€pTXaHANApIbIH  camachl MEH  KY3BIPeTTiIIriHe
CEHIMILTITIHE KaHaFaTTaHYBbI.

Ocbl cTaHAapT MEOUIMHAIBIK 3epTXaHaFa jKaKcapTy TAyeKenaepi MeH MYMKIHAIKTepiHe
KATBICTBI 1C-IIapajiap/ibl JKocmapijay »oHE ICKe achlpy OOWBIHINA KOWBUIATHIH TajanTapibl
KaMTHAbl. Byl TociniiH apTHIKUIBUIBIKTAphIHA MBIHANAP JKaTaJbl: MEHEHKMEHT KYHECiHiH
HOTWDKEJIUTITIH  apTTHIPY, AYPHIC €MEC HOTHIXKENEp/l ady BIKTUMAIIBIFBIH TOMEHJETY >KOHE
MalUeHTTepre, 3epTXaHa MEepPCOHANbIHA, XaIbIKKA JKOHE KOpIIaFaH OpTara BIKTUMAal 3USHIBI
azaiTy.

Toyexkenmepai Oackapyra KoubuIaTeiH — Tamantap ISO 22367  craHAgapTHIHBIH
KaFuIaTTapblHA COUKECTEHIIPIITEH.

3epTxaHanapAslH Kayirncigirine Ko#bulatelH Tamantap ISO 15190 cranmapThIHBIH
KaFuJ1aTTapblHA COUKECTEHIIPIITEH.

CeiHamanapzpl IpiKTeyre JKOHE TachMajjayra KoWbuiaTelH Tamantap ISO 20658
CTaHJapThIHA 0917H<eCTeHILipiJ1reH.1

Ocbl cTaHzmaptT eMmaey OpHbI OOHbIHIIA 3epTTeyre KoWbuiaTeiH Tanantapasl (POCT)
KaMTHIBI )KOHE OCHI CTaHAAPT KapHusIaHFaHHAH KeliH »)oubiaTeiH [SO 22870 anMacTeipaibl.

Ocsl cranaaptThiH hopmatsl ISO/IEC 17025:2017 cranaapTbiHa HETi3/1€TEH.

MeauuuHanblK 3epTXaHalap MalUueHTTepre KOMEK KOpceTyle MaHbI3Abl pejl aTKapalbl;
ONApIbIH  KBI3METI  MEIUIMHANBIK KbI3MET  KOPCETYNIUICPAIH  TAIMEHT  aJJIbIHAaFrbl
MIHJIETTeMeJIEPIH MOWBIHIAWTHIH OACIIBUTBIKKA aJbIHATBIH HYCKAyJiap MEH ATHKa IIeHOepiHae
’Ky3ere achIpbUIaibl. By opexeTTepiH OapIbIFbl OapIIbIK MAlMEHT MEH OChl HAllUEHTTEepre KyTiM
)Kacayra JKayanThl IEPCOHAIIBIH KOKETTITIKTEPIH KaHAFATTaHIBIPY YIIIH YaKbITBUIBI )Kacaiaibl.
ATanraH KbI3MET 3epTTeyliepre OTIHIMIAEPIl YHWBIMAACTHIPYIAbI, MallMEHTTEPi MalbIHIAYIbI,
MaUEeHTTEePl COUKECTEHAIPYIl, ChIHAManap aayabl, MAalHCHTTEP/IH ChlHaMaJlapblH OHJCY,
TackIMaZIay/bl, MaKcaTbIHA cail maiiananyra »apamabl 3epTTeylepi ipiKTeyi, ChIHaMalIap ibl
3epTTeydl, CBhIHAMAJIAPABI CaKTayAbl, COHAAM-aK KEHIHHEH TYCIHIIPYIi, HOTIXKEIepi
xabapraynbl KoHE 3epTXaHa NaijanaHymiblIapblHa KeHec Oepyni KaMmtuaesl. On coHmaii-ak
MAlUEeHTKEe HOTIKeep Oepy/l, MIYFbUT 3epTTey Il YUBIMAACTHIPYAbI KOHE MaHBI3Ibl HOTHXKEIEP
TypaJibl XabapiaaHabIpy bl KAMTYbI MYMKIiH.

Ochl cTaHIapT Kazipri yakbITTa KONIIUTIKKE TAaHBUIFAH 3€PTXaHAJBIK MEIUITMHAHBIH
OapibIK MOHIHJE KOJIaHyFa apHATFAHIBIKTAH OHBI JUAarHOCTUKAJBIK BU3YaIU3AIHsIIAY, THIHBIC
ay Tepamuschl, (PU3HOJOTHS FHUIBIMIAPHI, KaH OaHKTEpi JKOHE KaH KYIO KbI3METTEpl CHUSKTHI
6acka MeIMIIMHAIIBIK KbI3METTEpAe A€ THIM/II KOJIJaHyFa O0abl.

Ochl cTaHAapTTHl MaiianaHy MEIUIMHAIBIK 3epTXaHajap MEH JEHCAYyJbIK CaKTayIbIH
Oacka camanmapbl apachIHIAFbl BIHTBIMAKTACTBHIKTHI JKEHIJAECTE I, aKmapaT ajaMacyFa, COHJal-aK
OIICTEP MEH MPOIeAYypaTapIbl YHIECTIPYre KOMEKTECEI].

Kanara Hemece enre kapamactaH, MEIUIIMHAIBIK 3epTXaHaIap apachlHIAFbl MAIIMEHTTEP 1
TEKCEPy HOTHXKENEPIHIH CaJbICTRIPMANbBUIBIFBI, €rep MEIUIMHAIBIK 3€pTXaHalap OChI
CTaHJIapPTKa COMKEC Kelice, JKeHUTACH/II.

3eprxana akkpenutrenaren kesae, ol ISO/IEC 17011-re coiikec >KYMBIC ICTEUTIH XKoHE
MEAUIIMHAIIBIK 3epTXaHATapAbIH €PEKIIe TaTalTapblH €CKePETIiH aKKPEIUTTEY OPTaHbIH TaHAaybl
Kepek.

CanbicTeipMmaiibl kecrenep B xxone C KochIMIIackIHaa OepiireH.

1) Bipiamni 6ackuteiM madbHAATYAA (QIIBIHFEI 0achUTbM TEXHHUKANBIK epeKiieNik 0onran exi). XXapusmany
cariggeri ke3eHi: ISO/DIS 20658:2022.
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4 Xanme! Tanantap

5 KypbuisiMra xoHe 6ackapyra KOWBLIATBIH TajlarTap

6 Pecypcrapra KOWBLIATBIH TaJanTap

7 3eprTey npouecTepiHe KOWBUIATHIH TaJlamnTap
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KA3AKCTAH PECIIYBJIMKACBIHBIH YJTTBIK CTAHAAPTDBI

MeauuuHadbIK 3epTXaHajap

CAITACHI MEH K¥3BIPETTLIITTHE KOUBIJIATBIH TAJIAIITAP

Enrizinren kyni 24-01-01
1 KosnnanbLiy cajacol

Ocpbl cTaHmapT MEIUIIMHAIBIK 3epTXaHAIap/IbIH Canachl MEH KY3bIPETTUTIriHEe KOUBIIATHIH
TajanTapabl Oenriaeimi.

MenuiuHanbIK, 3epTXaHajlap OCbl CTaHIAPTTHI cara MEHEKMEHTIHIH JKyHeJepiH AaMbITy
KOHE ©31HIH KY3BIPETTUIIrH Oarayiay ymIiH maipanaHa angaabl. OCkl CTaHAAPTTHI COHJIAK-aK
MEIMUUHAIBIK ~ 3€pTXaHajapAblH  KY3BIPETTUIrH  pacray HeMece MakKyljay  YIIiH
3epTXaHaapIblH TalJalaHyIIbUIAPhl, YOKUIETTI MEMIICKETTIK OpraHiap JKOHE aKKPEIUTTey
KOHIHJIET1 Opranaap KoyjaaHa anaibl.

Ocel cTaHgapT COHBIMEH Koca emjzey opbiHAapbl OoiibiHmma 3eprreyiepre (POCT)
KOJITaHbLIAIbI.

Eckeprne — XanblKapanblK, YITTBIK HEMeECe OHIPJIIK epekKelep HeMece Tajanrtap COHAaWl-aK OChI
CTaHJAPTICH OalIaHBICTHI KEKEJIeTeH acTeKTiIepre KOIAaHbUTybl MYMKIiH.

2 HopmartuBTik ciiTeMesep

Ochl cTaHAapTTHl KOJJaHy YIIIH CTaHIapTTay OOWBIHIIA KeJIeCl CUITEMENIIK HOPMaTHUBTIK
Kykarrap Kaxer. KyHi kepceTiireH cinTeMmernep YVIIIH CTaHAApTTay >KOHIHJIET! CLITeMeNiK
KYKaTThIH TE€K KOPCETIITeH 0achUIbIMBbI KOJIaHbUTIaAbl. KyHI KepceTiIMereH ciatemenep YIIiH
CTaHJApTTAy >KOHIHJET1 CUITEMENIK KYXKAaTThIH COHFbI 0achUIbIMBI (OHBIH OapIbIK e3repiciH Koca
anFaH/1a) KOJIJaHbLIa bl

ISO/IEC Guide 99:2007 International vocabulary of metrology - Basic and general
concepts and associated terms (VIM) (Metposorusi >keHIHAET1 XalblKapaiblK ce3iik. Herisri
KOHE JKaJIIBI YFbIMIAp XKoHe THicTi Tepmunaep (VIM)).

Eckeprne - ISO/IEC Guide 99 conpaii-ax the Joint Committee for Guides in Metrology (JCGM) 200 perinzme
Oenrimi.

ISO/IEC 17000:2020 Conformity assessment - Vocabulary and general principles
(CotikecTikTi Oaranay — Ce3/IiK JKOHE JKaJIbl KAaFUIaTTap).

ISO/IEC 17025:2017 General requirements for the competence of testing and calibration
laboratories (CpiHay XoHE KanuOpiiey 3epTXaHajJapbIHBIH KY3bIPETTUIINHE KOWBUIATHIH KaJIIbI
Tanamnrap).

3 TepMuHIep MeH aHbIKTaMaJIap

Ocwt crangaprra ISO/IEC Guide 99 xome ISO/IEC 17000 OolibIHIIA TEpMHHIEP
KOJI1aHbLIabl.

Pecmu 0achlIBIM
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Eckeprnie — ISO sxane IEC nepexrepiHiH TEpMHUHOIOTHSUIBIK Oa3aapbsl MbIHA HHTEpHET-apecTep OoWbIHIIA
KOJDKETIMII:
— ISO onmaiin mardopmacsr: http://www.iso.org/obp;
— IEC «anekTponenuschl»: http://www. electropedia.org/.

3.1 blIrsicy (bias)
OuleMHiH BIFBICYBI (Measurement bias): OnIeMHIH KYHeNiK KaTenirin Oaranay.

Eckeprnenep
1 By aHpIKTaMa TeK CaHABIK OJIIeMIepTe FaHa KOJTaHbUIA b,
2 ISO/TIEC Guide 99:2007, 2.18-11eH abIHIbI, ©3TePTiINI — aHBIKTaMaFra eCKepTIe KOCHUIIIBI.

3.2 buogorusiibik pedepentrik naTepBa (biological reference interval): buonorusiibik
pedepeHTTIK MOMmyIsALusAAa aNbIHFAaH 0acTanKbl MOHIEpAl OemyaiH Oenriii 6ip HHTEpBAIbL.

Eckeprnenep

1 Pedepentrik uHTEpBajabl oneTTe OPTANBIK 95%-AbIK nHTEpBan perinae Oeinrineimi. Pedepenrtrik
WHTEPBAIbIH aCUMMETPHSUIBI OKIIAayJlaHybl (aCHMMETpPUSUIBI OpHajacybl) HeMmece OacKa eJmIeMi jKeKelereH
Karainapra colikec KeJryl MyMKiH.

2 PedepenTrik uHTEpBan OacTankbl YIriHiH (3.25) TUMiHE XOHE KOJJAaHBUIATHIH 3epTTey InapachiHa (3.9)
OailylaHbICTBI 0OJTYBI MYMKIH.

3 Keiibip xarmaiinapaa Tex O0ip OHOMOTHAUIBIK peepeHTTIK IeK (9IeTTe MKOFApFhl — «X») KaHa MaHbBI3IbI,
OCBLTaHIIA THICTI OMOJOTISITBIK peepeHTTIK MHTEPBAI «X»-TCH KEM HeMece COFaH TeH O0Jaibl.

4 «KanpInThl AMANa3oH», «KAJIBIITHI MOHJAEP» JKOHE «KIMHMUKAIBIK [HaNa3oH» CHUSAKTBI TEPMHUHIED
OenrineHOereH OOJBIT TaOBLIA B, COHABIKTAH KOJNAAHYFa YCHIHBIIMANIBI.

51SO 18113-1:2022, 3.1.9-man aneIHABL, ©3repTiiai — MBIcall albIHBII TaCTANIBL.

3.3 Kuunukanaeslk memiMuin meri (clinical decision limit): Komalichl3 KIMHHKAIIBIK
HOTIDKENIEPIIH JKOFapbulay KayliH KepceTeTiH Hemece Oenrini Oip aypyablH Ooybl YIIiH
JUArHOCTUKAJIBIK OOJIBITT TAaOBIIATHIH 3epTTeY (3.8) HOTHKECH.

Eckeprnenep

1 Jlopinik nmpenapatTapra apHaIFaH KIMHUKAIBIK MISITIMHIH MIEKTEPl «TepaneBTIK TUATa30H» JETl aTaaaIbl.

2 KiuMHWKaJbIK MemiMHIH IIeri aypyIblH KaylmiH aHBIKTay YIOiH, IHAarHOCTHKA YIIiH HEMece eMJey YIIiH
KOJITaHBLTAIbI.

3.4 MarepuanablH KOMMYTATHUBTIIri (commutability of a reference material):
DTaNOHIIBIK MaTepHANAbIH OepUIreH eKi eJIey OMICTEMECIMEH aJIbIHFAaH OChl MaTepHalAarbl
Oenrimi Olp mIaMaHbl ©JIICY HOTHIKENEpPl apachblHAAFbl KAThIHACTBIH Oacka OenriIeHreH
MaTepuaap YIIiH aJblHFAaH HOTIKENEPAIH COHAAM apaKaThlHACHIHA JKAKBIHIBIFBIMEH
KOPCETIJIETIH KaCHETI.

Eckeprnenep

1 KapacTeIpbulbIll OTBIpFaH STAJIOHIBIK MaTepHal ojieTTe KaiauOparop Oojbln TaObuIaAbl, ajd Oacka
OCNTUICHTeH MTATTHIK MaTepHUaIap KaparmaibiM YITiIep OOJBIT TaObLTa b,

2 OperTe eKi eJIey oficTeMeci KOIDKEeTIMII OOIFaHABIKTaH, MalAaaHbUIATEIH OapiIbIK OJIIIey 9/1iCTeMeCiH
CaIIBICTBIPFaH JKOH.

3 Omurey HOTHXeTepi COMKECTIriHIH )KaKbIHIBIFB peepeHTTIK MaTepHAIIBIH HICAHAIBl MaKCaThIHA COHKEC
MAaKCaTKa ©JIIIEM COHKECTITi TYPFhICHIHAH aHBIKTAJIA bl

4 KoMMyTaTHBTUIIK TypaJibl MaJliMIEMe HAaKThI CANBICTHIPYJa KOPCETUITSH OJIIIeY MapatapbIMeH MIEKTeIe .

5 ISO 17511:2020 3.10-HaH anbIH/BL, ©3repTULAL — 2-€CKepTIIE KaHa 2-eCKEPTIIEMEH alIMaCThIPbIIIBI.

3.5 Ky3blperTijik (competence): MexeneHreH HoTHXKenepre KOJ KEeTKi3y YUIH OiuTim
MEH JIaFIbLIap bl KOJITAHYABIH KOPCETIITEH KaOlIeTi.
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Eckeprnie — ISO/IEC 17021-1:2015, 3.7-1eH anblHABL, ©3repTUIIl — aHbIKTaMaHbIH OachlHa «KOPCETIIICH»
€631 KOCBLIBL

3.6 lllarpim (complaint): Ke3 xenreH agaMHBIH HEMECE YHUBIMHBIH JKayall KYTUICTIH OChI
3epTXaHaHbIH KbI3METIHE HEMece HOTIDKeNepiHe KaThIcThl 3eprxaHara (3.20) Hapa3bUIbIK

oinaipyi.

Eckeprnie — ISO/IEC 17000:2020, 8.7-1eH aibIHIbI, ©3repTLIl — «aneusinusaal 0acka» ce3zepi ajlbIHbII
TacTaJlJIbl, aJl «COMKECTIKTI Oarajiay >XOHIHJIErl OopraH HEMece OChl OpraHHBIH KbI3METIHE KAaTBICTHI aKKpPEIUTTEY
JKOHIHJIET1 OpraH» ce3/iepi «OChl 3epTXaHaHBIH KbI3METIHE HEMece HOTH)KEJIEpiHEe KaTBICTHI 3epTXaHa» Ce3JepiHe
ayBICTBIPBIIJIBL.

3.7 Kenecui (consultant): Kocibu Typae capantaMaibIK KeHecTep OepeTiH TyJIFa.
3.8 3eprTey (examination): HeicaHbl KacueTTep MOHIH HEMECE CUIIaTTaMaJIapbIH aHBIKTAY
00BN TaOBUIATHIH OIIEpALUsIIAP KEIIeHi.

Eckeprnenep

1 3eprrey MoHAI HeMece CHIaTTaMaHBI aHBIKTAy YIIiH KaxeT Oipkarap opekerrep, Oakpuiayigap Hemece
OIIIIEM/ICP JKUBIHTHIFBI 00TYBl MYMKIH.

2 KacueTTiH CaHIBIK MOHIH aHBIKTAWTHIH 3€PTXAHAJBIK 3EPTTCYNICP «CAHIBIK 3EPTTEYJICP» JCH aTauaibl;
KACHCTTIH CUIIaTTaMaJapblH aHBIKTAWTBIH 3¢PTXaHANBIK 3€PTTCYJICP «CamajblK 3ePTTSYIIep» JCT aTaabl.

3 3epTXaHaBIK 3epPTTEYICPIl KoOiHe «Tangayiapy» HEeMece «TECTTepy NS aTai b,

3.9 3eprrey mapacskl (examination procedure): Kepcerinren omicke coiikec 3eprrey (3.8)
XKYPrizy Ke3iH/ie KOJIJaHBUIAThIH OTEePalUsUIapAblH HAKThI CUTIATTAIIFaH KHHAFBI.

Eckeprnenep

1 in vitro JMarHOCTHKACKHI YIIiH METUITMHAIBIK OYHBIMIAp CalachlHIa JKOHE in Vitro JUarHOCTHKACH! YIIiH
METUITMHAIBIK OYHBIMIap el TaiiamaHaThIH KONTereH 3epTXaHajlapa OWOJIOTHSIIBIK YITIAEeT] TalJaHAThIH 3aTThI
3epTTey MIapachl 9EeTTe TAJIaMalbl dJic, TalAaMalkl apa HeMece 3epTTey S/ICi Ien aTaraibl.

2 ISO 15198:2004, 3.7-meH ambIHIBI, ©3TEPTUIIl — «HAKTBUIAII CHIIATTAaFaH OMEpalUsIIap KUHAFBD» co3Iepi
«HAKTHI CHIIATTAJIFaH OTIepalrsUIap JKUHAFBD» CO3AEPiHe aybICTHIPHUIIL.

3.10 Cananbl cbIpTKBI Oaranay (external quality assessment): 3epTxaHaapaiblK
CaNIBICTBIPYJIAP APKBUIbI JIJBIH ana OeNTUIEHTEeH eJIeMIIapTTap OOMBIHIIA KAaThICYIIbLIAPIbIH
YKYMBICHIH Oarasay.

Eckeprnenep

1 Conpaii-ax OUTIKTiTIKTI Tekcepy (proficiency testing, PT) perinme 6enrimi

2 ISO/IEC 17043:2010-Han anetHabl, 3.7 e3repTiiai — AHBIKTaMara 2-€CKepTIene KENTIPIreH «carmaHbl
CBIPTKHBI Oarajay» TEpMIHI HETi3Ti TEpMUH peTiHAe maimanaHeriansl. 1 jkoHe 2-aHBIKTaMara eCKepTIIeIep aJIbIHBII
TacTaJ/Ibl, aHBIKTaMara JkaHa 1-ecKepTIie KOCHUIAEL.

3.11 Beiitapantbik (impartiality): MemunuHaneik 3eprxaHa (3.20) opbIHIAWTHIH
TaTChIPMaIap/IblH HOTHIKENIEPiHEe KAThICThl O0BEKTHBTLIIK.

Eckeprnenep

1 OOBeKTUBTINIKTI OeWTapanTHIKTaH HEMece MY Ieep KaKTHIFBICBIHAH ePKIHIK ACTl TYCiHyTe 00Iasl.

2 BeiitapanTsIK 3JIeMeHTIH Oepy YUIiH KolgaHFaH Maimainsl OomaThiH 0acka TepMHHIEPTe «TOYENCI3HiK»,
<OKaIIFaH CEHIMHIH JKOKTBIFBD», «OeHTapanThIKy, «QAUIETTINIKY, «aIlIbIK Ko3Kapac», «TeH KAaThIHAC», «OOHBIH aynak
caiy», «TeHrepiMm» XKaTazpl.

3 ISO/IEC 17000:2020-man anbHABL, 5.3 €3repTinal — «COHKEeCTIKTI Oaranay OOMBIHINA KBI3MET HOTHKECi»
€3 TIpKECi «MEAMIMHAIBIK 3ePTXaHa OPBIHAANUTHIH TAIlChIpMaliap» CO3 TIPKECIHE aybICTHIPBUIABI. AHBIKTaMara 2-
€CKEPTIIC KOCBUIBI.
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3.12 3eprxanaapaJbIK caabIcThIpy (interlaboratory comparison): Bipaeit Hemece ykcac
MaTepHalAapAblH eNIeMIepiH Hemece 3epTreyiepin (3.8) eki He oJaH Kell Toyelci3
3epTXaHAHBIH AIJBIH ajla OCNTUIEHTeH MapTTapFa COMKEC YHBIMAACTBIPYBI, OPBIHAAYBI JKOHE
Oaramnaysl.

Eckeprnie — ISO/IEC 17043:2010 3.4-Ten aibIHABI, ©3TepTULAlI — «CBIHAKTap» CO31 «3epTTeyjiep» Ce3iHe
AYBICTBIPBIIIBI, «OYHBIMAAp» CO31 «HBICAHAAP» CO3IHE aybICTBHIPBUIIbL, «3epTXaHalap» CO31 «TAyeNCi3 3epTXaHaiap»
OOJIBITI ©3TEPTLII.

3.13 Canamnsl imki 6akbL1ay (internal quality control (IQC))

Canmanbl  0GakblLiay (quality control (QC)): JKylieHiH naypeic JKYMBIC iCTeyiH
Bepu(DHKanusiay >KOHEe HOTIKEIIEP JKETKUTIKTI Typ/le CEHIM/II KoHE KbI3MET TYTHIHYIIbIIAPhIHA
Oepislyl MyMKiH eKeHiTiHe CeHIM1 00Ty YILiH 3epTTey NpOoIeciH OaKbUIay IbIH 1IIKi MIapachl.

Eckeprnie — ISO/TS 22583:2019 3.9-1aH anblHABI, ©3repTii — «IIenry» ce3i «BepHuKanusiay» Ce3iHe
ayYBICTBIPBULIBI. AHBIKTaMara 1-eCKepTIIe aJIbIHBII TacTaJIIbI.

3.14 in vitro TMATHOCTHKACBIHA APHAJFaH MEAMUMHAJIBIK OyiibIM (in vitro diagnostic
medical device):

IVD mepunuuanabik OyiibiMbl (IVD medical device): [laiibiHmaymisl agaM ar3achlHaH
aJIbIHFaH in Vitro yiriiepiH 3epTreyre apHajfaH, TeK KaHa HEMece HETi31HeH JMarHOCTHKa,
MOHUTOPMHI HEMece YIJIeCIMAUNIK MakKcaThlHAa akmapar Oepy VIIiH, peareHTTep,
KanuOparopiapabl, Oakpulay MaTepHalapblH, YJITUIepre apHaifaH KOHTeWHepuep/i,
OarmapiiaMalibIK  JKacaKTaMaHbl JKOHE THICTI Kypaijap.bl, ammapaTTapibl HeMmece Oacka
OyiibIMaap/abl Koca aifaHjaa, JKeKke HeMece Oacka aa OyiibiMaapMmeH Oipre maiijalaHbLIaThIH
OYIBIM.

Eckeprnie — ISO 18113-1:2022, 3.1.33-TeH aJNbIHABI, ©3TEPTUINI — «MEIUIIMHAIBIK» CO31 aHBIKTaMajaH
ANBIHBIN TACTANJbl. AHBIKTAMaHBIH COHBIHA «pEareHTTep/l, KaauOpaTopiapisl, Oakbuldy MaTepUaIapbIH,
yarijepre apHajFaH KOHTEHHepJepHdi, OarmapiaMaiblK jkacaKTaMaHbl OHE THICTI Kypaliapisl, amnmapaTTapIbl
HeMece Oacka OYHBIMIApAbl Koca aiFaHaa» Ce37epi KOCHUIABL. AHBIKTaMara | jkoHe 2-eCKepTHesiep AaJIbIHBII
TacTaNIbl.

3.15 3eprxana OGacwbLibIFbl (laboratory management): 3eprxanara (3.20) KaTbICThI
YKayanKepIIUIK aJlFaH )KoHEe OKIJIETTIKTep OepuIreH TyIFa (TyJIFanap).

Eckeprnenep

1 3epTxana OacHIBUIBIFEI OKUIETTIKTEP Oepyre )koHe 3epTXaHaHbl PECYpPCTaAPMEH KaMTaMachl3 Tyre KyKbUIbL.

2 3epTxaHa OacHIBUIBIFEI 3epTXaHa OacIIbICHIH (OacIUbUIAPbIH), YOKIJIETTI TYJIFanapiabl, COHlai-aK 3epTXaHa
KbI3METIHIH CcalachlH KaMTaMachl3 €Ty YILIiH apHaibl TaFalbIHAAIFaH TYJIFajap/ibl KAMTUIbL.

3.16 3eprxana naiinananymsbichbl (laboratory user): Meaununansik 3eprxaHanbiy (3.20)
KBI3METTEPIH CYpaTaThIH KEKE HEMECE 3aH/Ibl TYJIFa.

Eckeprnie - Ilaiimananymbuiap manueHTTep, A9pireprep, COHAal-ak Yiuriiepai 3eprreyre kideperiH Oacka
3epTXaHajap HeMece MeKeMenep 00Tybl MyMKiH.

3.17 MenemxMeHT :KyHeci (management system): Ocbl MakcaTTapra KeTy YIIiH
casicaTThl, MaKcaTTap Il KOHE MPOLECTEPl d3ipiiey YIIiH YIHBIMHBIH ©3apa OaiJlaHbICTH HeMece
©3apa OPEKETTECETIH MIEMEHTTEPIHIH JKUBIHTHIFHI.

Eckeprnenep
1 BypbIH alTBUIFaH XKoHE «carla MEHEPKMEHTI] XKYHeCiHIH» CHHOHUMI OOJIbIN TaObUIaIbI.
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2 MeHeDKMEHT KYHECiHIH JIEMEHTTEp] OChl MaKcaTTapFa JKeTy YLIIH YHBIMHBIH KYpPBUIBIMBIH, POJIAEpI MEH
MIHJIETTEPIH, JKOCHapJayblH, XYMBIC ICTEYiH, casicaTblH, TOXIpHOECiH, epekeNnepiH, Ko3KapacTapblH, MaKCcaTTaphl
MEH TIPOIeCTepiH OenTien .

3 ISO 9000:2015-ten anbraapl, 3.5.3 e3repTinai — AHbIKTaMara 1, 3 koHe 4-ecKepTIeiep ajabIHBII TaCTaJIbI,
aHBIKTaMara XaHa 1-ecKepTiie KOCBUIEL.

3.18 Ouem maaairi (maaaik) (measurement accuracy): ONIIIEHETIH 3aTThIH IIIAMACHIHBIH
OJIIIICHTeH MOHI MEH IIaMACHIHBIH MIBIHANBI MOHI apaChIH/IaFbl )KAKBIH/IBIK.

Eckeprnenep

1 «Ommey nanmiri» YFEIMBI IaMa eMec JKOHE CaHIBIK MOHi JKOK. Erep o enmmeyaiH a3 OJIKBUIBIFBIH OepeTiH
6oica, eNIIey IoMipeK Ien caHalaIbl.

2 «Ommey A9Mniri» TEPMHUHI OJIIEMJIepAiH AYPHICTHIFBIH Oeiriiey YIIH naijalaHbuiMaybl Kepek, ajl
«ONIICYIIH KalTalaHyIIBUIBIFBD) TEPMHUHI «OJIIICY NONAIriH» OCNriiey VIIiH maiiiataHbuiMaybl Kepek, Oipak Oy
€Ki YFRIMMCH JIc OaiJIaHbICTHI.

3 «Omey Ionairi» Kewae eJIeHeTiH [IaMara jKaTKbI3bUIaThIH [IaMaHbIH OJIILICHIeH MOHIEP] apachlH/IaFbl
YKAKBIH/IBIK JICT TYCIHLICII.

4 ISO/IEC Guide 99:2007, 2.13-TeH alabIHABI.

3.19 Ommemaepain Oearicizairi (measurement uncertainty (MU)): IlaiinanansuiaTeia
aKmapaT HETi3iHJEe OJIIEHETIH IIamMara »JKa3bUIaTblH IaMa MOHJIEPIHIH IIAIlbIpayblH
CHUITATTANTHIH TEpiC eMec mapameTp.

Eckeprnenep

1 MU sranonaap mamanapblHbIH OeNriJIeHreH MOHJ/IEpiHe eHTI3UIreH Ty3eTysep KaFnaibIHaarbIaai Kyeri
acepiiep HOTIIKECIH/IE TybIHJAWTBIH KOMIIOHEHTTepAl KaMTuabl. Keiine OarananraH >xyHeli acepiep Ty3eTiiMmenai,
OHBIH OpHBIHA OJlapMeH OaitnanbicTsl MU KOMIIOHEHTTEpI KOCBLITAIbI.

2 Mpicansl, craugaprtel MU (Hemece OepinreH OHBIH €celiri) Jiem aTajaThlH CTaHAapTThl aybITKy (SD)
HeMmece OepilireH KaMTy BIKTUMAIIBIFEI 0ap MHTEPBAJABIH JKapThl €Hi mapaMeTp O6ora anajibl.

3 MU oneTTe KonTereH KOMIIOHEHTTEH Typaasl. OnapIsiH Keibdipeysepi enmemaep ceprusCchHAAFH IaMaap
MOHJIEPiHIH CTaTUCTHKAJIBIK Taparxysl Herizinne MU OaramaynbiH A Tuii OOHBIHIIA OaralaHYBl MYMKIH oHE SD-
MeH cumattanysl MyMkiH. MU OaranayaprH B Tumi GolieiHima GaramaHysl MYMKIiH Oacka KoMmmoHeHTTep SD-meH
CHUTIATTAITybl HeMece TOKiprOe He 6acka aKmapar Heri3iHIe BIKTUMAIIBIK THIFBI3IBIFEIHEH (DYHKIMIIApEl OOMBIHIIA
OarayaHybl MYMKiH.

4 YXanmer, OepinreH aknapat xuHarbl yiniH MU eniieHeTiH mamara OepijreH OeNriJIeHreH CaHIbIK MOHMEH
OaiinaHpICThI Aerenai Oinnipeni. by MoHIl €3repTy OHbIMEH OailaHbICTBI OENTICI3AIKTIH e3repyiHe oKelyi MyMKIH.

5 Bapabik enmiemze biFbicy (3.1) skoHe moncizaik Oonaabl. Mbicanbl, KalTanaHy sKargailbIHIa OpPBIHAAIFaH
ChIHAMaHbI KaliTa eumiey o/eTTe Oip eJIIeHeTiH 3aT YLIIH 9pTypii MaHAep Oepeami. OpTypii MOHIEp OJIICHEeTiH
3aTThIH Oipjell MeliepiHe Heri3aenyl MyMKiH OOJFaHABIKTaH, SCENTUIIKTe KaHAall MOH OJIICHETIH 3aTThIH CaHbI
peTiHze KepceTilyi KepeKk eKeH/IrHe KaThICThI OeNTici3aik oap.

6 Ocsl eniey mapachkIHBIH TaJIAaMallbl CUIaTTaManapsl Typaisl Konjga Oap nepekrep Herizinne MU Oaranay
KOPCETUITeH CEeHIM AEHTreHiMeH eJIIeHeTiH IIaMaHbIH HAKThl MOHIH KaMTHUTHIH MOH/EP WHTEPBAJbIH KAMTaMachl3
eTenl.

7 bepinren emmey mapachblHBIH TajjaMajbl CHIIATTaMajapbl Typalbl Kojga Oap JAepeKTep oleTTe
KaTuOpaTOpABIH OeNTiiecHreH MOHIEpiHiH Oenrici3airid koHe [QC MarepuanmapbIHBIH y3aKMep3iMai AJCI3diriH
KaMTHUBL.

8 MennuuHaIBIK 3epTXaHajapa eJImeMAepIiH KONmiTiri 0ip peT opbIHIaNaabl )KOHE OJIIICHETIH IIaMaHbIH
MOHIH Komainbl Oaramay petiHme KaOeummanamel, an MU wmHTepBansl BIKTUMal OoJbIl TaOBUIATHIH Oacka
HOTIKeENIep/Ii KopCceTesi.

9 ISO/IEC Guide 99:2007 2.26-man anerabl, esreptinmi — ISO/TS 20914:2019 3.26-marer  5-8-
aHbIKTaMaJlapFa eCKepTIesep KOChUIIbI.

10 ©Ommey HoTIXeCciMEH OalIaHBICTBI JKOHE HETI3JENreH TYpJAE OJIICHETIH IaMara »a3bUIybl MYMKIH
MOHJEP/iH MIAMIbIpayblH CUMaTTaiiThiH mapamerp [Kazakcran PecnyOnmukachlHbIH «OmemM OipiiriH KamMTaMach3
ety Typansl» 2000 sxbinEs! 7 MayceiMaarsl Ne 53-11 3ansaan (19.04.2023 xputsl skarnail 0oibIHIIA ©3repicTepMeH
JKOHE TOJIBIKTBIPYJIApMEH) aJIbIHIbI ]|
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3.20 MennuunaiabslK 3eprxaHa (medical laboratory): Aypynapasl auarHoCTHKalay,
QIBIH ATy JKOHE eMJIey, COHAai-aK JeHCAyIbIK JKaFJaiblH Oaranay YVIIiH akKmapar aiy
MaKcaTbIH]1a OMOJIOTHSUIIBIK MaTepuaigap/ bl 3epTTeyal (3.8) )Kypri3eTiH YilbiM.

Eckeprnenep

1 3eprxaHa 3epTXaHabIK 3epTTEYJIEpAiH OapIbIK acleKTiCiHe KaThICThl HOTHXKEJIepi TYCIHAIpiN, api Kapai
3epTTeyJIEpAl YChIHBIM, KOHCYIbTAIUAIBIK KOMEK KOPCETE aabl.

2 3eprTxaHalbIK KbI3METKE Tajjayra neiinri mpomectep (3.24), 3eprrey (3.8) koHe TanmmaymaH KeiiHTi
nporectep (3.23) kipeni.

3 3eprreyre (3.8) apHamFaH MaTepHaliap MAaTCPHANIBIH MHUKPOOHUOJIOTHSIIBIK, HMMYHOJIOTHSIIBIK,
OMOXVMUSIIBIK, WMMYHOTEMATOJOTHSIIBIK, TE€MaTOJOTHSIBIK, OHO(MU3UKAIBIK, IMTOIOTHSUIBIK, T€HETHKAJIBIK
TYpJEpiH, COHIAN-aK TiHAEp MEH )KacyImanapasl KAMTHIBL, Oipak OJapMeH MIeKTeIMEH .

3.21 MauumenT (patient): 3eprrey (3.8) yuin Marepuai ke3i OOJbIN TaObIIATHIH TYJIFA.

3.22 Emaey opusl doiibinia 3eprrey; (POCT) (point-of-care testing): Ilanuentrin (3.21)
YKaHBIH/Ia HEMECE OHBIH TiKeJIeH OpHaJlaCKaH >KepiHJe OpbIHAAIATHIH 3epTTey (3.8).

Eckeptne - ISO/TS 22583:2019, 3.11-neH anbHabl.

3.23 Taapaynan keiiinri mpouecrep (post-examination processes): Hotmkenepmi
TEeKCEpyi, OMOJOTHAIBIK MaTepHANIbl CaKTaydbl >KOHE KOpFay.bl, cbiHaMaHbl (3.25) jkxoHE
KaJIIBIKTapAbl JKOIOABI, 3€pTTeY HOTHXKeNepiH (opMaTTaynbl, TYCIHIIpYIi, peciMAeyal >XKoHe
Oepy/i, )KOHE oJIap/Ibl CaKTayabl KAMTHTBIH 3epTTeyaeH (3.8) KeiiH KypeTiH mpoiecTep.

3.24 Taanayra aeiiinri npouecrep (pre-examination processes): [laiinananymibl cypaTkad
COTTeH OacTam XpOHOJOTHSUIBIK TOPTINNEH OacTaiaThlH koHe 3eprrey (3.8) OacramraH coTTe
asKranatbiH, 3eprrey (3.8) okyprizyre cyparyasl, mnanueHtTi (3.21) paiibIHmaympl KoHE
colikecTeHaipy/i, Oactankpl chiHamaHbl (3.25) amynsl, 3epTxaHara oHe 3eprTxaHabiH (3.20)
1IIHE TachIMaJAay /Ibl KAMTUTBIH TIPOLIECTED.

3.25 bacrankbl chiHaMa, yJari (primary sample): ByTiHHIH KacHETTEpiH aHBIKTAy YIIiH
O0ip Hemece OipHemie IIaMaHbl HEMece cumaTTamanbl 3eprreyre (3.8 KapaHbl3), 3epieneyre
HeMece Tajjayra ajblHFaH, aJaMHBIH JCHECIMEH OalIaHBICTBl aF3a CYHBIKTHIFBIHBIH, TIHHIH
Hemece 0acKa YATiHIH AUCKPETTI Oeiri.

Eckeprnenep

1 MenuuuHanslK OyHBIMIApIsl TipKey OpraHAapbIHBIH Xaiblkapaiblk (opymsl (IMDRF) wmeduyunanvix
sepmxanada (3.20) 3epTreyre apHamraH OWONOTHSUIBIK CBIHAMAHBI O€MTije OTBIPHIN, YHIECTipy KeHiHIeri
0AaCIIBUTBIKKA aJIBIHATHIH HYCKAYJIBIKTaFbl «CHIHAMA» TEPMUHIH KOJIJAHA B

2 I1SO 18113-1:2022, 3.1.65-TeH anbIH/IbI, ©3TEPTiAAI — AHBIKTaMara 1-ecKepTie e3repTuili. AHbIKTaMara 2-
€CKEPTIIC aJBIHBIN TACTAJJIBL.

3.26 Cana unagukatopbl (quality indicator): KacuerTik cunarramanap >XHHAFbIHBIH
Oenriii O6ip TamanTapra COMKECTIK JOPEKECIH OISy IIaMachl.

Eckeprnenep

1 Ilama, MbIicanbl, Kol keTki3ireH % (OenrineHreH tamanTap mieriHmeri %), akaynap % (OenriieHreH
TanantapiaH Teic %), MHJUIMOH JKaFjaiira Imakkaunarbl akaynap canel (DPMO) perinne Hemece ANTBI cUTMa
oK1 OOMBIHIIIA KOPCETIIE alajIbl.

2 Cana WHIWKATOpJApbl VHWBIMHBIH TalJadaHyIIBIIApIbIH  KOKETTUTIKTEPIH KAHIIAIBIKTBI  YKaKChI
KaHaFaTTaHIBIPATBIHBIH, COHIAM-aK OapiIbIK ONEPAMSIIBIK TPOIECTIH canara COUKECTIriH Oaranaii amabl.





@

BMH: 990240006872. 3aka3 NeF-331916012024 o1 16.01.2024. MNonb3oBaTens: PIT Ha MXB "PecnybnnkaHcknin ueHTp Kposm" M3 PK

CT PK ISO 15189-2023 BbigaH PI'M Ha MXB «Ka3axCTaHCKUA MHCTUTYT CTaHAapTM3auum n MeTponormmn», besso3mesgHoe UCNoNib30BaHNE TONMLKO AN pe3neHToB Pecnybavkn KasaxcTaH

O6HoBNEH: 26.12.2023

KP CT ISO/IEC 15189-2023

3.27 Kemexkmi (Kocaakbl Mepairep) 3eprxana (referral laboratory): 3eptreyre (3.8)
apHaJIFaH yJIri Hemece JAepeKTep ki0episeTiH chIpTKbI 3epTxana (3.20).

Eckeprnenep

1 Kemexkmri 3epTxaHa — OacIIbUIBIK 3€PTTEY JKYPri3y VIIIH 63 3epTXaHAChIHAH YJTiHI HeMmece YJITiHiH Oip
Oeulirin, coHpail-ak KypJeii 3epTTeyliepAi JKYprisy MYMKIiH OojMaraH jKarnaiija AepeKTepil Tajinay Hemece
TYCIHAIpY YIIiH Xi0epyre memniM KaObUIJaiThIH 3epTXaHa.

2 Yarinepai Oepy periaMeHT OOWBIHINA Tajlal CTUICTIH 3epTXaHaJaH HEMECe, MBICANbl, KOFaMJIBIK
JICHCAYJIBIK CaKTay CaJlaChIHAarbl, COT-MEIUIMHAJIBIK capanTama jKoHe ICIKTep Ti3iniMiHe apHaiFaH pedepeHTTIK
3epTXaHaJlaH HeMece OeJrUICHIeH perjaMeHTKe calikec yarinepai Oepy Tajar eTiieTiH opTajiblK (06ac) MexeMeneH
epeKIIeIeHEe .

3.28 buoaorusiibik Matepuan (sample): bacranks! ynrinen (3.25) ansiaFan 0ip Hemece
OipHere OoIiK.

3.29 JIypsbIcThIK (trueness):

OuleMHiH QypBICTBIFBI (measurement trueness): OJIIEHTeH IIaMaHbIH KaWTallaHAThIH
MOHJIEpiHIH YJIKEH CaHBIHBIH OpTalla MOHI MEH IIaMaHbH pedepeHTTI MOHI apachIHIArbl
YKAKbIH/IBIK.

Eckeprnenep

1 ©nmemaepaiy AYPBHICTHIFBI IIaMa €MEC, COHJBIKTaH OHBI CaHJBIK TYPJE KOPCETY MYMKIH emec, Oipak
KeNICIMALTIK JapexeciHil kepcetkimrepi ISO 5725-1-ne kenripiires.

2 ©nmeMIepaiH AYPBICTHIFB OJILIEYAIH KYHETIK KaTelirine Kepi MporoplyoHai, 0ipak Ke3ieHcoK emey
KaTeJiriMmeH 0alIaHBICTBI EMEC.

3 «Ommemaep JAIIIr» «eimeMaep IYPHICTHIFbD) TEPMHHI PETiHIe KOMTaHBIIMAYhI KEPeK.

4 Camanel 3epTTeyliep YILIIH ONIIEMHIH IYPBICTHIFBIH (KaKbIHIBIFBIH) COMKECTIK (SFHH pedepeHtTik
3epTTeyMEH MalbI3IbIK COUKECTIK) TEPMUHACPIMEH KOpCETyTe O0IaIbl.

5 JIyphICTHIK — eNIIeMICpIiH KYTiIEeTiH HeMece HBICAaHABI MOHHEH BIFBICYBIH (3.1) KOpceTeTiH 3epTTey
mapaceiHbig (3.9) xacweti. On camanbel TypAe JKakchl Hemece jKaMaH JIeN CHIaTTaiansl. 3eprrey mapacel (3.9)
eIIeMICpAiH BIFBICYHI (3.1) mamaisr 60Jca, )KaKChl TYPHICTHIKKA He 00Ta b

6 ISO/IEC 99:2007, 2.14-TeH aNbIH/IbI, 63repTUIII — 4 )KOHE S-aHbIKTaMara eCKepTIIeNiep KOCHUIIBL.

3.30 Opsinaay yakbIThl (turnaround time): Tanmayra nedtinri (3.24), tangamans (3.8)
KOHE TaljayaaH Keiinri mporecrepai (3.23) KaMTUTHIH €Ki OCNTiJICHTeH IUKJI apachIHIaFbI
YaKBIT K€3€H].

3.31 Banaupaumsa (validation): benrimi Oip TamanTap OpBIHAAIFAHBIH OUIIIpETiH
OOBEKTUBTI Jojenepal Oepy apKbUIbl MakcaThl OOWBIHINIA TMaijalaHyFa >KapaMIbUIBIFBIH
pacray.

Eckeprnenep

1 Bammpmamus oman opi maimanmaHy Ke3iHAe MakcaThl OOMBIHINIA MalaaHyFa KaTBICTBI MONIMIEITEH
aKIapaTThl PacTay YIIiH KOJJAAHBLUTYbl MYMKIH.

2 OOBeKTHBTI JaJeneMenepai Oakpuiay, ejiey, capanTaMa jkacay >KOJBIMEH Hemece 0acka TacuiaepMeH
airyra GoJabl.

3 «BanmupanusuiaHFaHy) TEPMUHI THICTI MOPTEOCHI OENTiNey YIIiH KOJIJaHbLIAIbI.

4 3eprrey omiciHe OCNTiNICHreH TajanTap MbBIHAMAl TEXHUKAIBIK CHIAaTTaMalapibl KaMTYbl MYMKIH:
OIIIeMICPAIH TYPBICTHIFEI, OIMEMACPIIH IOJAIr, eNmeyaiH KaiTadaHnysl MEH OJIIeMACPAiH apajblK TOJIIITiH,
uHTEp(EPEHIUSITBIK 3aTTapIbIH dCEPiH KOca allFaH/Ia, TalAaMallbl ePEeKILeITiK, aHbIKTAY IIeT] )KOHE CAHIBIK aHBIKTAY
LIeri, eJeMAep AUANa30Hbl, KIMHUKAIBIK MAaHBI3bUIBIK, JAATHOCTUKANBIK CEPEKIICNIK JKOHE AMArHOCTHKAJBIK
ce3IMTaIbIK.

5 ISO/IEC 17000:2020, 6.5-TeH anbIHABI, 63repTUlIl — aHbIKTaMara 1 — 3-eckepTiienep KOCHILIbIL.
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3.32 Bepudukauus (verification): benriuieHreH Ttamantap OpBIHAAIFaHBIH OUIIIPETIH
00BEKTHBTI AdJenaepAl Oepy apKbLIbl aKUKATTHIKTHI pacTay.

Mpuicanoap
1 Ommey xyieciHiH TEXHUKAIBIK CUTIaTTaMallapblHa KOJI )KETKI31ITeHiH pacTay.
2 Onuey/IiH HbICAHAIBI OJIKBLUIBIFBIHA KOJ KETKI3yre OOJaThIH/IBIFBIH PacTay.

Eckeprnenep

1 Bepudukanus — 3epTxaHa eJIIey KYHECiHIH CHUMATTaMallapblHa KOWBLIATHIH OCJTiJICHICH TalanTapibl
(MBICAITBI, JKAHFBIPTBUIYINBUIBIK, JOJIK, OJNIIEMACPAIH MONIMACITCH IUala30Hbl) agaM YITICIH 3epTTeyi
KYprizoec OYpHIH 3epTXaHaIa )KAHFBIPTYFa OOJaThIHIBIFBIH PACTAUTHIH IMPOIIECC.

2 WHcnekiysi HOTIKeNEpl HeMece OajlamMa ecenTeyliep JKYprily Hemece KYXKAaTTapjbl 3epTTey CHSIKTBI
aHBIKTAMaHBIH 0acKa HBICAaHAAPHl BepU(HUKAIHMIFa KaKeTTi 00BEKTHBTI AoJenaep O0Iybl MyMKiH.

3 Erep 3eptrey (3.8) xyprizimin, kantaMmara Koca OepiJieTiH KOChIMIIIaNa KOPCETIITeH TOPTINTE KOJIAaHBLIFaH
Karmainapaa Bepupukanus xxaHa [VD KypbUIFBICHIH €HTi3Y YIIIiH KETKiUTIKTI 00Jybl MYMKIiH.

4 «BepudukanusiiaHFan» TePMUAHI THICTI MOpTEOEHi Oenriiey YIIiH KoJIJaHbIIa bl

5 ISO/IEC 17000:2020-nan aneraabl, 6.6 esreptingi — 1 skoHe 2-MbIcanaap KOCBUINBL. 1 — 4-aHbIKTamara
ecKepThenep KOChUIIBI.

4 ’Kannsel Tananrap
4.1 BeiitapanTbIK

a) 3epTxaHajbIK KbI3MET OedTapan *y3ere achlpbUlybl, COHBIMEH KaTap OOBEKTHUBTLIIKTI
KaMTaMachI3 €TeTiHeH KYpBUIBIMIATYhI )KOHE 0acKapbUTybl KEpeK.

b) 3epTxana GaciIbLIBIFEI OeHTapanThIK OOIBIHINIA MiHIETTEMENEp KaObUIAaybl KEPEK.

¢) 3epTxaHa ©31HIH 3epTXaHaJbIK KbI3METIHIH OeHTapanThIFbl YIIIH jkKayar Oepyl Kepek
KoHe OelTapamnThIKKa Kayill TOHIIPETIH KOMMEPIHSUIBIK, KapXKbUIBIK Hemece 0acKa KbICBIMFa
XKOJI OepMeyi KEpek.

d) 3eprxana e3iHiH OeliTapanThlK KaTepjepiH aHBIKTAy MaKCaThIHIA ©3 KbI3METI MEH
KapbIM-KaThIHACTAPbIHA MOHHUTOPHUHT XXYpri3yi THic. Byl MOHHUTOPHHT OHBIH NEPCOHAIBIHBIH
©3apa KapbIM-KaThIHACTAPBbIH KAMTYBI KEPEK.

Eckeprtne - 3epTxaHaHblH OeHTapanThIFbIHA Kayill TOHIIPETIH KaThIHACTAD MEHIIIK KYKBIFbIHA, Oackapyra,
0acIIBUTBIKKA, TIEPCOHAINFA, JKANIIBl pecypcTapFa, KapKbiFa, MapTTapra, MapKeTHHTKe (OpeHAMHITI Koca anraH/a)
KOHE KOMHCCHSJIBIK TOJieMJiepre HeMece JXKaHa TaIChIpbIC Oepyllijiepre KaThICTbl BIHTANAHIBIPYIbIH Oacka na
TYpJepiHe JXoHe T. C. C. HeTi3xenyi MyMKiH. MyHIai KaThIHacTap 3epTXxaHara OefTapanThIK KayIiH MiHAETTI TYpae
TOHIIpe OepMeiii.

e) Erep OeiftapanThlK Kayrli aHbIKTajca, OedTapanThlKKa Kayill TOHAIpMEY YIIiH OHBIH
caiyiapel JKOMBUTYBI HEMECEe a3alThUTybl KEpeK. 3epTxaHa MyHJal KayilTiH BIKTUMAJIbIFbIH
KaHJIall TOCIIMEH TOMEHJICTETIHIH KOPCETE aTyhbl KEpeK.

4.2 KynusuibL1bIK
4.2.1 AknaparTbl 6acKapy

3epTxaHa, 3aHIbI TYpAE OCKITUITeH KeJicimlepre colKec, 3epTXaHajbIK KbI3METTI JKy3ere
achIpy IPOIECIHIC ATBIHFAH HEMeCce KYPBUIFaH MAIlUSHT Typasbl OapJIbIK aKmaparThl Oackapyra
*ayanTsl 00omanbl. [larueHT Typanbl akmapaTThl peTTey AepOECTiK MeH KYMUSUTBUIBIKTH KAMTYbI
Kepek. 3epTxaHa MalJalaHylIbUIapFa >KOHE/HEMece IMalMeHTKE allblK KOJDKETIMIIIIIKTE
KapusulayFa HUETTI aknapaT Typajibl allblH ana xabapiaysl kepek. [laiinananyisl xoHe/Hemece
MalMEeHT KONIIUTIKKE KOJDKETIM/II €TETiH aKmapaTThl KOCIIaFraHa HeMece 3epTXaHa MEH MalueHT
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apachIHIAFBl KelliciM OOMBIHIIA (MBICAJIBI, IAFBIMIAPFA JKayal Oepy MaKcaThIH/1a) OapiIbIK Oacka
aKIapar *eKe )KOHe KYITUs aKrapat OOJIbII caHaTa Ibl.

4.2.2 AKnaparThl ;Kapus eTy

3epTxaHa KYIHs aKIapaTThl )Kapus eTyre 3aH OOMBIHIIA MIHJIETTI HEMECE KeTiCIMIIapTThIK
KeliciMaepre OaillaHBICTHI OKIIETTI OOJIFaH XKaFqaiiia, erep 3aHMEH THIUBIM callbiHOaFaH 0oJca,
MY/IeTIepi KO3FaIaThlH MAleHTKE aKIapaTThl ally Typajibl XadapIaHybl KaKeT.

[TarmenTTeH Oacka Ke3A€H (MBICATBI, OTIHIII OCpPYIIiIeH, YOKIJIETTI OpraHHAH) aJlbIHFaH
NAlMeHT Typajbl aKnmapaTThl 3epTXaHa KyNHs peTiHge cakraybl Kepek. Jlepekkesi
coliKecTeHAIpYy/i 3epTXaHa KYIHsla YCTaybl KepeKk jkKoHe, erep Oyl epekke30eH KemiciiMmece,
ManKueHTKe XxabapiaaHoaybl Kepek.

4.2.3 IlepcoHanabIH KayanKepuiiri

KomuccusimapapiH Ke3 KelnreH MyIIeJepiH, Mepairepiepi, 3epTXaHalblK aKnapaTka KoJ
KETKI3e aJlaThIH )KOHE 3€pPTXaHa aThIHAH OPEKET eTETiH CHIPTKBI OpraHAapblH KbI3METKEpIepiH
HEMece JKeKe TYJIFaiap/bl Koca ajFaHza, epCOHa 3epTXaHANIBIK KbI3MET OapbIChIH/IA alIbIHFaH
HeMece KacanraH 0apiIbIK aKnapaTThIH KYMVSUTBIIBIFBIH CAKTaybl KEPEK.

4.3 [lanueHTTEPre KOMBLIATHIH TAJANTAP

3epTxaHa  OacIIBUIBIFBI  MAIMEHTTEPIIH  ON-ayKAThIHBIH,  KayilCI3AITiHIH  KOHE
KYKBIKTAPBIHBIH €H YKOFaphl 0AaChIMJIBIKKA M€ OOJIYbIH KaMTaMachl3 €Tyl KEpeK. 3epTXxaHa Keyeci
MIPOLIECTEP/II 931pJIeTI, €HT13Yl KepeK:

a) MalMeHTTEp MEH 3epTXaHa NaiijanaHyliblIapblHa 3epTXaHara 3epTTey oicTepiH
TaH/JayFa >OHE 3epTTeY HOTIDKENEPiH TYCIHAIpYyre KOMEKTeceTiH maiiiansl akmapar Oepy
MYMKIHJIIT1,

b) manuMeHTTep MEH MalanaHylIbUIapFa 3epTTey MPOLeci, OHBIH INIiHJAE, KaKeT OOoJFaH
JKar/1ai1a, KYHbI )KOHE HOTIDKEHI ally Mep3iMi TypaJibl JKaJIblFa KOJDKETIMII aKmapat oepy;

C) KJIMHUKAJBIK TYPFBIJAH KOJAMIIBI JKOHE KaXXeT eKeHIHe K3 JKeTKi3y YVIIIH 3epTXaHa
YCBIHATBIH 3epTTEYJEeP/l aybIK-aybIK KaliTa Kapay;

d) xaxer OonraH Karfaiia MalMeHTTepre, MaliJalaHyIIbUIapFa )KOHE Ke3 KelreH Oacka
THICTI agamjapra MarueHTKe 3UsSH KeJITIPreH HeMece 3USH KeNTipyl MyMKIH JKaFaaiiap Typalibl
aKmapaTThl ally, COHJai-ak MyHJal 3UAHABI a3alTy YIIIH KacalfaH OpeKeTTep Typajibl
*az0anapbl 6epy;

€) NalMeHTTepAl, YIruIepai HeMece YATUICpIiH KaJAbIKTapbhlH THICTI Hazap ayaapa
OTBIPBIN Kapay;

f) KaxxeT OOFaH Ke3/le aKmapaTTaH IbIPbUTFaH KeliciM aly;

g) 3epTxaHanmap >KkaObulFaH, caTbIl AJbIHFAH HeMece OIpiKTipiireH karaanija
MalUEeHTTEePIH CaKTaJFaH YATUIepl MEH jKa30aJapblHBIH TYPAKThl KOJDKETIMILIITT MEH
TYTACTHIFBIH KAMTaMachI3 eTy;

h) marmenTke xoHE Ke3 KelreH 0acka MEeTUIIMHAIBIK KbI3METTEP KOPCETYIIIre ManueHTTIH
cyparybl OOWBIHIIA HEMece OHBIH aTbIHAH OpEKeT eTeTiH MEIUIMHAIBIK KbI3METTEep
KOPCETYIIIHIH CypaTybl OOUWBIHIIA THICTI aKmapar oepy;

1) MalMEeHTTepAIH KEMCITYIIUTIKCI3 eMIeNTy KYKBIKTapbIH CaKTay.

S KypblIbIMFa K9He 0acKapyra KOMbLIATBHIH TAJANTap
5.1 3anamb! TyIFa

3epTXxaHa HeMece KypamblHa 3epTXaHa KIpeTiH YHBIM €3 KbI3METI YUIIH 3aHIbl
KayanKepIIUTK aTybl KEpeK.





@

BMH: 990240006872. 3aka3 NeF-331916012024 o1 16.01.2024. MNonb3oBaTens: PIT Ha MXB "PecnybnnkaHcknin ueHTp Kposm" M3 PK

CT PK ISO 15189-2023 BbigaH PI'M Ha MXB «Ka3axCTaHCKUA MHCTUTYT CTaHAapTM3auum n MeTponormmn», besso3mesgHoe UCNoNib30BaHNE TONMLKO AN pe3neHToB Pecnybavkn KasaxcTaH

O6HoBNEH: 26.12.2023

KP CT ISO/IEC 15189-2023

Eckeprnie - Ocbl cTangapTThIH MakcaTTapbl YIIIH MEMIIEKETTIK 3epTXaHa ©3iHiH MEMJIEKETTIK MopTeOecine
coliKec 3aH/bl TYJIFa OOJIBIN CaHaJIa/IbL.

5.2 3eprxana GacubIChbl
5.2.1 3epTxaHa 6acILICHIHBIH KY3bIPeTTLIiri

3epTxaHaHbl, ONapAbIH JIaya3bIMBIHBIH aTayblHA KapaMacTaH, OCBl CTaHAapTTBIH
TaJNanTapblH OPBIHAAY YIIIH KaKeTTi OUTIKTLIIT, KY3bIPETTLIIr, OKIJIETTIKTEP], KayanKepIIiir
YKOHE pecypcTapbl Oap ajzaM HeMece agamaap 0ackapyra THIC.

5.2.2 3epTxaHa 6acIILICHIHBIH KayanmKepIiIiri

3epTxaHa OAacHIBICH MAIMEHT YIIIH TOYEKENIEPiH KOCHApIbl TYPJAE aHBIKTATYBI JKOHE
KOUBLITYBI KOHE XKAKCApTy YIIIH MYMKIHJIKTEp TYbIHIAybl YIIiH 3epTXaHa KbI3METIHIH OapiIbIK
aCTMeKTICiHE KaTBICTHI TOyEeKeAep Il 6acKapyabl Koca alFaHia, MEHEKMEHT JKYHECIH €HTi3yre
KayarThbl.

3epTxaHa OacHIBICHIHBIH OKUIETTITT MEH YKayarmKepIIUIri KyKaTTaaybl Kepek.

5.2.3 Minaerrepai TadbicTay

3eprxaHa OacmibiCkl He Oenriiai Oip OKIIETTIKTep/i, He OoJap YIIiH XayamKepUIUTKTI, He
eKkeyiH Oipre OUIIKTI XoHE KY3bIPETTi MepcoHanFa Oepe anapl, MyH/ail TaObIcTay KYXKaTTalybl
tric. CoHbIMEH Oipre 3epTXaHa OacIIbICHl 3epTXaHAHBIH JKAJIbl KbI3METI YIIIH TOJBIK JKayarl
oepeni.

5.3 3epTxaHanbIK KbI3MeT
5.3.1 ’Kannsl epexenep

3epTXaHa HETI3Ti OpHAJacKaH >KepiHEeH O0acKa jKepliepJe OpPbIHIAIATBIH JKYMBICTAP.IbI
(MBICANBI, eMIey OpHBI OOWBIHIIA 3epTTEyJiep, YJTLIepal >KMHAy) Koca alFaHaa, OChl
CTaHJApPTIECH PpETTENEeTIH 3epPTXaHAJbIK KbI3MET TYpPJEpiHIH Ti30eciH aWKbIHIAybl KOHE
KyKaTTaybl THIC. 3epTXaHa TYpPaKThl HETI3/€ CBIPTKBI MEpAirepiepii TapTa OTBIPHIII,
3epTXaHaJBIK KbI3METTI KOCIaFaH/a, 3€pTXaHaIbIK KbI3MET TYPJIEPIHIH KyKaTTajFaH Ti30eciHe
KaTBICTHI FaHA OCBI KY’KaTKa COMKECTIr Typajibl MOJIIMJICYTe THIC.

5.3.2 Tananrap¥a caii 601y

3epTXaHanblK KbI3MET OCHl CTaHIAPTTHIH, MalJaNaHYyMIBUIAPABIH, PECMH TaHY/bI
KaMTaMachl3 €TeTiH YHWbIMIAp MEH YOKIJIeTTIK OpraHIapblH TajanTapblHa COHKeC Ky3ere
aceIpbuTyFa THiC. Bysl KbpI3METTEpIiH Kail jKepJie KOpCETUICTIHIHE KapamacTaH, 3€pPTXaHaJbIK
KBI3METTIH OCNTiIi )KoHe KYXKaTTalFaH TYpJIEPiHiH OapIbIK CIIEKTpiHEe KAThICTHI.

5.3.3 Kenec 0epy KbI3meTi

3epTxaHa OacUIBUIBIFBI MAMEHTTED MEH NalAalaHyIMIbUIAPIbIH — KaKETTUIIKTEpPIH
KaHaFaTTaHIBIPATBIH THICTI 3€pTXaHAIBIK YCBIHBIMIAP MEH TYCIHIIPYJIEPAiH KOJDKETIMILIITIH
KaMTaMachI3 €Tyl KepeK.

3eprxaHa KaxeT OoJFaH KaFmaima Kejecl  Mocenernep  OOWBIHIA — 3epTXaHa
naiganaHymbsUIapbIMeH KOMMYHUKAIHS KYPY MEXaHU3MICPIH aHBIKTAYhI KEPEK:
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a) YJITiHIH Tajal eTUICTIH TUITH, KIMHUKAIBIK KOPCETKIMTEP Il )KOHE 3epTTey dMIICTePIHIH
IIEKTEYJIePiH KOca allFaH/ia, 3epTTeyaep/i TaHIay JKOHE OJapAblH KOJIAAHBUTY canachl OOWBIHINA
KOHCYJbTAIUsIap; COHAN-aK 3epTTey/l OPbIHIAY Ke3EHILTIT;

b) 3epTTey HOTHKENEPiH TYCIHAIpY OOWBIHIIA KOCciOU MalbIMaaynap MbFapy;

C) 3epTXaHAJIBIK 3ePTTEYIEP/Il THIMII TTalIaaHyFa KopIeMIECY;

d) yarinin (yAriiepai) skapaMIbUIBIK ©JIIIEMINapTTapblHa COMKEC KeJIMey JKaraiiapel
CHSIKTBI FBUTBIMU JKOHE JIOTUCTHKAIIBIK MOcelesiep OOMBIHINA KOHCYIbTaIUsIIaP.

5.4 KypbLIbIM KoHe OKiIeTTIKTep
5.4.1 Kannsl epexenep

3epTxaHa:

a) ©31HIH YHBIMAACTBIPYIIBUIBIK OHE OAacKapyIIbUIBIK KYpPBUIBIMBIH, Oac YHBIMIAFrbl
OpPHBIH J>KOHE OAacHIbUTBIK, TEXHHKAJBIK JXOHE KOMEKIIl KBI3METTEp apachIHAAFbl KapbIM-
KaThIHACTAP/bl AaHBIKTAYBI;

b) 3epTXaHalmblK KbI3MET HOTIDKEIIEpIHE ocep €TETIH JKYMBICTapIbl OacKapyMeH,
OpPBIHAAYMEH HEMece TEeKCepyMeH alHalbICaThlH OapibIK KBI3METKEPIiH KayalKepuIIiriH,
OKIJIETTIKTEPIH, aKImapaT Oepy TOCUIIEPIH XKoHE 03apa KapbIM-KaTbIHACHIH alKbIH/IAYbI;

C) 3epTXaHAHbIH KENICIITeH KbI3METIH ’KOHE HOTHXKEJIEPAiH NYPHICTBIFBIH KAMTAMachl3 €Ty
YIIiH 63 mapaiapblH KQKETTi KeJIeM/Ie HaKThUIAybl KaxKeT.

5.4.2 Cana MeHeIKMeHTi

3eprxanaga ©Oacka MIHAETTEpre KapamacTaH, 63 MIHJISTTEpiH OpbIHAAy  YIIiH
TOMEHJIETIep/l Koca alfaH/ia KaXeTTlI OKUISTTIKTep MEH pecypcrapra He MepcoHan OOoysl
Kepek:

a) MECHEJKMEHT JKYHECIH eHTi3y, YCTall TYpY JKOHE JKaKcapTy;

b) MeEHEKMEHT JKYHECIHEeH HeMece 3epTXaHAIbIK KBI3METTI KYprizy TopTiOiHEH
aybITKyJIap/Ibl AaHBIKTAY;

C) MyHJail aybITKyJapIblH alJblH aly HeMmece a3alWTy OoWbIHINIA opekeTTepre Oacrama
xKacay;

d) 3eprxaHa OacHIBUIBIFBIHA MEHEIKMEHT JKYHECIHIH HOTHIKEIUTITT JKOHE OHBI KAKCaApPTy
KaXETTIrl TypaJbl ecenTep YChIHY;

€) 3epTXaHAIBIK KbI3METTIH THIMJILIITIH KAMTaMachl3 €Ty.

Eckeptnie - by mingettep 6ip Hemece OipHele anaMra XYKTEIyi MYMKiH.
5.5 MakcarTrap KoHe casicat

a) 3eprxaHa OacCHIBUIBIFBI MBIHAJAP KY3€re acybl YIIIH MakcaTTap MEH cascarThl (8.2
KapaHbI3) OeNriiern, KoiIlaybl Kepek:

1) o3 manmueHTTepi MEH MaiAalaHyIIBIIAPBIHBIH MYKTKIBIKTAphl MEH KaKETTUIIKTEPIH
KaHaFaTTaHJIBIPY;

2) THICTI 3epTXaHAJBIK TOKIpUOCHI YCTaHy;

3) MaKkcaTKa colikec 3epTTeyiep XKyprizy;

4) oCbl CTAaHIAPTTHIH TAJIANTAPBIH CAKTAY.

b) 3eprxana cascaTblHAa COHKEC OJIIICHETIH MakcaTTap KOl0. 3epTXaHa 3epTXaHaHbI
YUBIMIACTBIPYABIH OapiblK JEHIeiiHAe MakKcaTTap MEH CasCaTThlH OpPbIHAATYbIH KaMTamachl3
eTyl Kepex.
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¢) OnapaplH ©3repiCTepiH KOCMapiaraH kKoHe ICKe achIpFaH Ke3/1e MEHEDKMEHT JKYHECIHIH
TYTACTBIFBIH CaKTaybl KAMTAMaChI3 €TY.

d) Tangayra neiinri, TanaaMaibl )KOHE TalllayAaH KeWiHT1 MPOIECTEPaiH OapiblK HET13r1
acriekTijiepi OOMBIHIIA KYMBICTHI Oarajay >KoHE KOMBUIFAaH MakKcaTTaplblH OpPBIHAATYBIH
OakpuIay YIIIH cara KepceTkimTepin oenriney (8.8.2 KapaHbI3).

Eckeprne - Cana KepCeTKIIITePiHiH THITEPi ANbIHFAH ChIHAMAJIAP CaHbIHA KATHICTHI XKapaMChl3 ChIHAMAJIAp
CaHbIH, ChIHAMAJAPIBI TIPKEY HEMece ally Ke3iHJeri KaTenep CaHbIH HeMece eKeYiH Jie, TY3ETUITeH ecenTep CaHbIH,
OenTisieHreH OphIHAAY Mep3iMIepiHe KO KETKi3y )KBUIIaMIBIFBIH KAMTHIBL.

5.6 Toyekenaepai 6ackapy

a) 3eprxaHa OacCHIBUIBIFBI MAIMCHTTEPre 3USH KENTIPY KaylinTepiH >KOHE MaIMEeHTTepre
MEIULMHAIBIK KOMEK KOepceTy Ke3iHIe 3epTXaHaHbIH 3epTTeylepiMeH jkoHe Oacka Jda
KbI3METIMEH OalIaHBICTBI JKaKCapTy MYMKIHAIKTEPIH aHBIKTayFa OaFrbITTaJFaH MPOIECTEPi
Oenrizeyre, €Hri3yre »KoHe XYMBIC JKarJalblHIa yCTayFa, TOYEKeNIep/i JKOIoFa J1a, KakcapTy
MYMKIHAIKTEPiH iCKe achIpyFa jJa OarbITTalFaH Imapanap/sl d3ipieyre Tuic (8.5 KapaHbi3).

b) 3eprxana 6acHIbICHl OCBI MPOLIECTEPAIH HOTHKENUIIriH Oaranay/abl XKoHE erep oJapAblH
HOTHIKEJI1 €MECTIT1 aHBIKTaJICa, OJIApFa ©3TepicTep EHTi3yl KaMTaMachl3 €Tyl THiC.

Eckeprnenep

1 ISO 22367 memuumHajibIK 3epTXaHajapia ToyeKeJaepll Oackapy >KOHIHJEri >XKaH-)KaKThl akKIapaTThl
KaMTHUbI.

2 ISO 35001 3eprxaHaa OHOJIOTHAJIBIK ToyeKeJAep i OacKapy Typalibl )KaH-KaKThl aKIapaTThl KAMTHIBI.

6 Pecypcrapra KoibLIaTBIH TaJanTap
6.1 7Kaanbl epexesiep

3epTxaHaga ©3 KbI3METIH OPBIHJAY KOHE OacKapy VIIIH KaKETTi MMepcoHal, yi-Kaiap,
XKaOABIKTap, peareHTTep, LIBIFBIC MaTEepUANIAPhI XKOHE KOMEKIII KbI3METTEp OOJYHI THIC.

6.2 Ilepconan
6.2.1 Kanns! epexenep

a) 3epTxaHaza 63 KbI3METIH XY3€re achlpy YILIiH KY3BIPETTi MEPCOHANI CaHbl KETKUTIKTI
00JTyBI THIC.

b) 3eprxaHaHbIH 3epTXaHa KbI3METIHE aocep €Tyl MYMKIH TYPaKTbl HEMECe >KYMBICKA
TapThUIATBIH OapJBIK TEPCOHATIBI SJENTIIIK HOPMAJIApPhIH CaKTald OTBIPBIN, OeHTapam OpeKeT
eTyl, Ky3bIpeTTi OOJTybI KoHE 3epTXaHaHbl OacKapy JKyHeciHe colfKec KYMBIC icTeyl THiC.

Eckeptnie - ISO/TS 22583 emzaey opHbI OOHBIHIIA 3epTTEyNep YIIiH KypaTropiiap MEH >XKaOIbIKTapIbIH
orepaTopapblHa apHaJIFaH YChIHBIMAAP/AH TYPaJbl.

c) 3eprTxaHa 3epTXaHa IIEPCOHAIBIH TMaWaJaHyIIBUIAPJLIH ~ KKETTUIIKTepl MEH
TaJanTapblH, COHJA-aK OChl CTaHJAPTTHIH TANANTAPBIH KaHAFATTAHABIPYABIH MAaHBI3IbLUTBIFbI
TypaJibl Xxabapaap eTyi THic.

d) 3eprxanana nepcoHaN bl KbI3METKEP JKYMBIC ICTEHTIH YHbIMMEH, OeJiMIIEeMEH HeMece
OesiMMEH, eHOEK >KaFaiIapbIMEH JKOHE epeKeiepiMeH, TIepCOHaFa apHalIFaH YH-KaillapMeH,
eHOEeKTI KOpFay JKoHe Kayilci3liK TeXHHKAChl TaJlanTapbIMEH, OHIPICTET1 IEHCAYIIBIKTHl KOPFay
KBI3METIMEH TaHBICTBIPY OaraapiiaMachkl 00TybI KepekK.
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6.2.2 Ky3bIpeTTijlikke KOHbLIATBHIH TAJANTAaP

a) 3eprxaHa OutiM Oepyre, OUTIKTUTIKKE, OKBITYFa, KalTa Jaspiayra, TEXHUKAIBIK Oitimre,
JaFplIap MEH ToXKipuOere KOWBUIATBIH TajamTapAbl Koca ajFaHia, 3epTXaHa KbI3METiHIH
HOTWDKEJIEpIHE 9ocep eTeTIH opOip Jlaya3blM VIIIH KY3bIPETTUTIKKE KOWBUIATHIH TajamnTap.ibl
allKbIH/IayFa THIC.

b) 3epTxaHa OCHl TIepcoHA jkKayall OEpeTiH 3epTXaHa KbI3METIH OpBIHIAYy YIIH OapibIK
MEPCOHANJIBI OKBITY/IbI KAMTaMaChI3 €Tyl KepeK.

¢) 3epTxaHaaa KY3bIPETTUIIKTI Oarajiay K€3eHUTIrHE KaThICTHI TajJanTapabl KAMTUTHIH €3
MEPCOHAJIBIHBIH KY3BIPETTLUIIrH OaKbUIay mpolieci 00Iybl Kepek.

d) 3epTxaHaza OHBIH TEPCOHAIBIHBIH KY3BIPETTUIITH PACTAaUThIH KYyXKaTTaJFaH aKmapar
O0uyBl THIC.

Eckeptnie - Ke3 kenren yitneciMae Kopanyra OONMaThlH KY3bIPETTUTIKTI Oaraay oiCTepiHiH MbICAIapbIHA
MBIHAJIAp JKaTabl:

— KBI3METTI TiKeJiel OaKpLIay;

— 3epTTey HOTWKEJIEPiHiH ka30amapbsl MEH YCHIHBUTYBIH OaKbLIay;

— eH0eK KiTamnmajapbH TeKCepy;

— mpobaeManap/pl Lenly JaFbpulapbiH Oaranay;

— apHaibl YCBHIHBUIFaH ChIHAMaJap/pbl, MbICANbI, OYpbIH 3€pTTENIeH ChIHAMallapAbl, 3epTXaHaapaliblK
CaJbICTBIPY MaTepHaliapblH HeMece OOJIiHIeH ChIHaMalap sl 3epTTey.

6.2.3 OkisierTikTep

3epTxaHa TOMEHAETIIEPAl KaMThIN, OipaK oJlapMEH IIEKTEIIMEH, mepcoHanFa Oenriti 0ip
3epTXaHaJBIK KBI3METTI KY3€re achlpyFra eKUIeTTIKTep Oepei:

a) omicTepAl TaHaay, 93ipiaey, TYpIASHIIpY, BaTuaaIusIay )KoHe BepuduKanusiay;

b) 3epTTey KYprizy, BepupuKaIpsiay 5KoHe HOTHXKETIePl YChIHY;

C) 3epTXaHaJbIK aKMapaTTHIK >KYWenepal TaiaanaHy, aTan aWTKaH/a: MalueHT TYypasibl
JIEpeKTep MEH aKmapaTKa KOJ JKETKi3y, MallMeHT Typalbl JEpeKTep.i, 3epTTey HOTIKENIEpiH
€HT13y, MaIMEeHT TYpaJIbl AEPEKTEP Il HEMECE 3EPTTEY HOTHKEIEPIH O3TepTy.

6.2.4 Y31ikci3 oKy oHe OLTIKTUTIKTI apTTHIPY

BackapynibUTBIK JKOHE TEXHHKAJIBIK MPOLECTEpPre KaThICAThIH MEPCOHANFa Y3MIKCi3 OKBITY
Oarmapiamachl KOJDKETIMII O0ybl KepeK. bapiblk mepcoHan y3IiKci3 OKyFa »oHe OLTIKTLTIKTI
TYPaKThl apTTHIPyFa HEMece MaMaHIBIKICH OaiJaHbICTBI 0acKa OKBITYy TYpJIEpiHE KaTBICYBI
KEpek.

barnapnamanap MeH ic-1apangapIbiH THIMIUTIT] aybIK-aybIK KaliTa Kapaaybl KEpekK.

6.2.5 KaapabIk ecen Ky:KaTTapsbl

3epTxaHana KyKaTTajFaH mapanap OOJybl KepeK >KOHE MBIHAJai »ka30ajmap CaKTaaybl
Kepek:

a) 6.2.2 a)-ma KepceTUIreH op Jaya3bIM YIIIH KY3BIPETTUIIKKE KOWBUIATHIH TajamnTap/ibl,
OUTIKTLIIK CHITaTTaMaIapblH alKbIHAAY;

b) nmaya3pIMIBIK HYCKAYJIBIKTAP;

C) Y3MIKCi3 OKY Typajbl MAJIiMETTED;

d) 6iim, KociOM OUTIKTUIIK TypasIbl MOTIMETTED;

€) IePCOHAN KYMBICHIHBIH THIMJIUIIT TYpaJIbl MAJTIMETTED.
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6.3 Yii-:kaiijiap MeH KopIIaFaH opTa sKaFaaijapsbl
6.3.1 ’Kannsl epexenep

Yii-xkainap MeH KopIlaraH OopTa j>KaFJaiiapbl 3€pTXaHa KbI3MET1 YIIH »KapamJbl 00JTybI
THIC JKOHE HOTWXKEJEPAIH IYPBICTHIFbIHA HEMece NaIMeHTTepAiH, KeIyIIUIepIiH >KoHe
3epTXaHaJIbIK HOTIDKENEPIl MalJalaHylIbyiap MEH TMEPCOHANIBIH KayINCI3IiriHe Tepic acep
erneyi tuic. Omap 3epTxaHagarbl (MEIUIIMHANBIK YHBIMIAFb) OacTanmkbl ChIHAMa alyFa JKOHE
eMjiey OpHBbI OOMBIHINIA HEMECE MALIMEHT OpHATACKaH JKep/ie 3epTTeyiep )KYpri3yre apHairaH Y-
JKaunapbl KAMTYbI KEPEK.

3epTxaHa KbBI3METIH JKYy3€re achlpy VIIIH KaKETTI YH-)Kaljap MEH KOoplIlaraH opTa
KarJaiiapeiHa KOWBUIATBIH TaNanTap alKbIHIAIYFa, OJApIbIH OPBIHAATYBl OaKbLUIaHyFa JKOHE
OaKpUTay HOTHXKENEP] TIPKEIyTe THIC.

Eckeprnenep

1 ISO 15190 cranpapTeinaa yii-xKainap MeH KOpIllaraH OpTa >Karaaiiapbl Typajbl TOJBIK MATIMET OepiireH.

2 HotwxkenepaiH IypHICTRIFBIHA TEPIC dcep €Tyl MYMKIH KOpIIaFraH OpTa jKaFJaiiiapblHa MBIHAJIAP JKaTabl,
Oipak olapMeH IIEKTeIMEeHai: HyKIeHH KBIIKBUIIAphl aMIUM(UKATHIHBIH Ke3/IeHCOK TyCyl, MUKPOOTHIK JlacTaHy,
IIaH, DSJEKTPOMArHWTTIK KeIepriiep, CoyleJeHy, >KaphIKTaHABIPY JKaFAaiilapsl, BUFAJABUIBIK, 3JIEKTPMEH
*KaOabIKTay, TeMIepaTypa, ABIOBIC KoHE Aipil.

6.3.2 Yii-xkaiinapabl 6aKkbliay

Yii-xkannapael Oakbuiay Kypajaaapbl eHTi3UTyl, Tipkenyi, OaKblUIaHYBI, aybIK-aybIK KalTa
Kapaybl )KOHE MbIHAIAPIBI KAMTYBI THIC:

a) KayilcCi3[miKTi, KYINUSJIBUIBIKTBI, CalaHbl JKOHE MEIUIIMHAIBIK aKmapaTr IIeH
MAIMEHTTePAIH YITUIepiH KOpFaydbl KaMTaMachl3 €Tyl €CKepe OTHIPhIN OaKbUIaHATHIH
KOJDKETIMIUTIK;

b) 3epTxaHa KbI3METiHE KOHTAMUHAIUSHBIH, HWHTEPOEPCHIUSHBIH HEMece JSHEprus
KO3/IepiHeH, XKapbIKTaH, )KeJIIETYICH, IIyAaH, CYMEH jKa0IbIKTay/IaH KOHE KaJIBIKTapAbl KOJIeTe
KapaTyJlaH TybIH/Iaybl MYMKIiH KaFbIMCBI3 OCEP/IIH aJJIbIH aly;

C) 3epTTey Iapajapbl OHBIH TYBIHIAY KaymiMeH OailJlaHbICTBI OoJIFaHAa HeMece
Iapagap/sl HEeKTeYAiH KeTKUTIKCI3AIr AKYMBIC HOTH)KECIHE acep €Tyl MYMKIH Ke3/e aiKachalbl
KOHTaMUHAIMSIHBIH aJIJIbIH aITy;

d) KonmaHBUIATBIH KayiNCI3MiK Kypajljapbl MEH KYPBUIFBUIAPBIH Oepy »OHE OJapablH
YKYMBIC ICTE€YiH YHEMI TEKCEpII OTHIPY;

Mpeican - TOHA3BITKBII YH-Kaidapia oHEe MY3JATKBIII KaMepalapaa amnaTrThlK OYFaTTaH IIbIFapy, imki
OaifmaHbpic JkoHE Ha0BIT Oepy JKYHeNepiHiH JKYMBIC icTeyi, amaTTBIK Tyml KaOMHAJIapBIHBIH, KO3/l IIaloFa >KOHE
peaHVMaIHsFa apHaJFaH KYPBUIFbIIAPIBIH KOJDKETIMIIIIIT.

€) 3epTXaHAJIBIK YH-KaiIbl )KYMBIC JKaFIalbIHa )KOHE CeHIMII KYiIe ycTay.

6.3.3 KoiimaabIk yii-xkaiiaap

a) Yarinep/iH, ska0abIKTapAblH, peareHTTEP/IiH, IIBIFbIC MaTepUaIapIblH, KY)KaTTap MEH
kKa30anmapAblH ©3repMENTIH TYTaCThIFBIH KaMTaMachl3 €TETiH, PYKCATChI3 KipyleH KOpFajfaH
CakTay OpHBI KapacThIPBLTYFa THIC.

b) 3eprrey mpoueciHae MaiAanaHbUIATBIH MaTepUalap MEH MaIlMeHTTepAiH Yriiepi
aliKacnabl KOHTAMUHAIUSHBI )KOHE 3aKbIMAAHY I OOJIBIPMAaUTBIHIAM CaKTaTybl THIC.
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c¢) KayinTti Marepuanmap MeH OHOJIOTHSUIBIK KAJIJIBIKTAPABl CaKTayFa J>KOHE IKOIOFa
apHaJIFaH YH-)Kaillap Ke3 KelreH 3aHHAMalbIK HeMece HOPMATHBTIK TajanTap IIeHOepiHzae
MaTepHuaIIapbIH KIKTEMECIHE COMKEC KeTyre THiC.

6.3.4 KpI3MeTTiK yii-kaiijaap

OXKeTXaHajlap MEH aybl3cy KOpJiapblHa, COHJAH-aK »MKEeKe KOPFaHBIC Kypaijapbl MeEH
KHIMJIEp/Ii caKTayFa apHallFaH yi->kainapra KOJ JKeTKi3y/ll KaMTaMachl3 €TKEH JKOH.

[Tepconan yIriH OpbIH, MBICAJIBI, JKHHAIBICTAp, OKY Ca0aKTaphl JKOHE JEMaJIbIC alMaKTaphbl
KapacTBIPBLTYHI KEPEK.

6.3.5 CpiHamas1ap KMHAYFa apHAJIFaH Yi-Kaijap

CeiHamanap KuHayFa apHajIFaH yi-xaiap:

a) 3epTTey camachlHa TEPIC d9CeP CTIMEeUTIHACH YNITiIepl )KUHAY MYMKIHITIH KaMTaMachl3
eTyi;

b) ynrinepai any mapanapsl Ke3iHAE MalUSHTTEPAIH KYHSUTBUIBIFBIH, YKAMIBUIBIFBIH KOHE
KaXETTUTIKTEpiH (MbICAJIbI, MYMKIHJITT HIEKTEYJI aJamapra apHajlFraH 9KeTxaHa OeJIMeNepiHiH
00JTyBI JKOHE OJIapFa KOJ JKETKI3y) eCKepyl, epil KYpPeTiH agaMaapabl (MbICAIbl, KAMKOPIITBIHBI
HEMece ayJapMallbiHbl) OPHATIACTHIPYHI;

C) TalMeHTTep KaObUIJANTHIH >KOHE ChIHAMajaap >KMHAWTHIH KEKeJereH aliMaKTapbl
KaMTaMachI3 €Tyi;

d) mamueHTtTepre ae, nepcoHaFa Ja ajfallKbl MEIULUHAIBIK KOMEK KOpCeTyre apHaJFaH
THUICT1 KYpaJ1apIbIH OOTyBI KaXeT.

Eckeptrie - ISO 20658 chiHamanap xuHayFa apHaJIFaH YH-Kaiaap Typasbl )KaH-KaKThl aKITapaTThl KAMTH/IBL.
6.4 ’KadabIKTap
6.4.1 Kanns! epexenep

3epTxaHazna >kaONBIKTHI TaHJIay, CaTBI aly, OpHATy J»oHE ICKe KOocy, KaObuiiay
CBIHAKTAPBIH OPBIHJAY (KapaMIbUIBIK KPUTEPHIIEPIH KOca aJiFaHa), )Ka0IbIKIICH )KYMBIC iCTEY,
OHBI TaChIMaJ/Iay, CaKTay, Maianany, TEXHUKAIBIK KbI3MET KOPCETY KOHE OHBIH JTYPBIC JKYMBIC
icTeyiH KaMTaMachl3 €Ty, JacTaHy MEH 3aKbIMIaHyIbl OOJIIbIpMay YIIiH MaigalanyaaH IIbIFapy
I1apangapsl d3ipJeHyre THicC.

Eckeptnie - 3epTxaHanblK kaOIbIKKa acmanTaplblH annapaTypackl MeH OarjapiaMalblK JKacaKTamachl,
eIIIey Kyienepi, 3epTXaHaJbIK aKIMapaTTHIK JXKyHenaep HeMeceO YATiIepAl TackManjgay KyHelepiH Koca anFaHna,
3epTXaHa KbI3METIHIH HOTHKEIIEpiHe oCep €TETIH Ke3 KeNTeH 0acka skab Ik Kipe/Ti.

6.4.2 ’KadabIKTapFa KOMbLIATHIH TAJANTap

a) 3epTxaHa KbI3METTEP KOPCETY YIIIiH KAXKETT1 ka0 IbIKKa KOJI )KETKi3€ alybl THIC.

b) Erep kaOmpIKTBI 3epTXaHa OHAIPYIIIHIH TYpakThl OakpUIayblHAaH HEMece
(GYHKIMOHANABIK TalanTapblHaH ThIC TalJajlaHCca, 3epTXaHa OaCIIBUIBIFBI OCHI CTaHIAPT
TaJanTapbIHBIH OPBIHIATYBIH KAMTaMachl3 €Tyre THiC.

¢) 3epTXaHaHBIH KbI3METIHE OoCep €Tyl MYMKIH JXKaOJBIKTHIH OpOip 3JIeMeHTI Oiperei
TaHOaIaHybl HeMece 0acKa COMKECTEHIPTIlI OOJTyBI XKoHE Ti3LIIMIe eHri3iiyi THic.

d) 3eprxaHa 3epTTEy HOTIKEJIEPIHIH camachblH KaMTaMmachl3 €Ty YIIIH KaKeT OoJFaH
KaFaania KbI3MET KOpCeTyl KoHe KaObIKThI aybICTBIPYHI KEpPeK.
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6.4.3 ’KadapIKTapabl KadbL1Aay mapachl

3epTxaHa kabJbIKTHI iICKe KOocmac OypblH HEMece MaijgajiaHyFa KaiTapMmac OYphIH OHBIH
OeNriJieHreH xKapaMIbUTbIK KpUTEpUIIepiHe ColiKec KeeTiHIHE KO3 JKEeTKi3yl Kepek.

Onmey yHIiH KOJJIAHBUIATBIH JKAOJBIK HE ONIICYAiH JIYPBICTHIFBIH, HE OJIICY/IiH
Oenrici3AiriH HeMece CeHIM/II HOTHIKE ally YIIH KaxeT ekeyiH ae (7.3.3 xone 7.3.4) kamMmTamachI3
€Tyl KepeK.

Eckeprnenep

1 By Tanamn COHBIMEH KaTap MEIMUIIUHAIIBIK KOMEK KOPCETY OPBIHAAPBIHIA HeMece MOOWIIBII 3epTXaHanapa
KOJIJAHBUIATHIH YaKBITKa OepileTiH kabapIKKa 1a KATHICTHL

2 JKaOmpIkTel KaOBUINAy CHIHAKTAPBIHBIH JKapaMIBUIBIFBIH BepUQHUKANMAIAY KaHTapbUIFaH KaOIbIKTHIH
KamuOpiey cepTH(HUKATHI HeTi31HIe XYPri3inyi MyMKiH.

6.4.4 ’KadapIKTapabl Naii1ajany KeHiHaeri HyCKayJIbIK

a) 3epTxaHana HOTWIKEIEpIl Kapamchl3 NN TaHyFa OKEN COFYybl MYMKIH >KaOJbIKTHI
OalikaycbI3ia peTTey/IiH ajabIH ady OOMbIHINIA THICTI Ky)KaTTallFaH 1mapa O0Iysl THiC.

b) XKabapIKTh MaiigaaHyAbl OKBITBUIFAH, YOKUIETT] KOHE KY3BIPETTI MEPCOHAT OPBIHAAYHI
THIC.

¢) XKaOapIKTHI Maiiianany >KeHIHIET] HYCKAYJIBIKTap, OHBIH 1IIH/E JaHbIHIayIIbl YChIHFaH
HYCKAYJIBIKTap OHall KOJDKETIM/II O0TyhI KepekK.

d) Erep Oacka Tocinmi 3epTxaHa BaJMIanusiaMaraH 0oJica, >KaOJbIK MalbIHIAYIIBIHBIH
HYCKayJapbIHa coiikec naiaananbutysl Tyic (7.3.3 KapaHbI3).

6.4.5 ’KaOaAbIKTAPFA TEXHUKAJBIK KbI3MET KOPCETY KIHE 0JIAPAbI KOHAEY

a) 3epTxaHaja eHAIPYUIIHIH YCHIHBIMAAPHI HETi3iHAE KYpacTHIPbUIFaH achanTapra
npopUIAKTUKAIBIK KbI3MET KepceTy Oarmapiamanapel 0oiyel Tuic. KecrtenepneH Hemece
TaBIHIAYIITBIHBIH HYCKAYJIbIKTAPbIHAH aYBITKYJIAp TIPKETYl KepeK.

b) XKabapIK Kayirci3 >KyMbIC KaFIalbIHa YCTATYbl KepeK. DJIEKTp KayilcCi3airiHiH MapThl
Ke3 KeJNreH amnarThlK aXbIpaTy KYPBUIFBUIAPBIHBIH JKapaMibl Kai-KyHiH JKOHE KayinTi
MaTepuaIIapMEH Kayilci3 )KYMBIC ICTEY/l, COHJal-aK OJapabl YOKUIETTI TEPCOHAABIH KOJIETe
’KapaTyblH KaMTyFa THIC.

c) Akaynabl HeMece OCNTUICHIeH TajanTapFa COMKeC KEJIMEWTIH kaOablK TMaijaianynaH
mbIFapeuTyra THIC. OHBIH KYMBICBIHBIH JYPBICTBIFBI TEKCEPUIT€HTe MACHiH OHBIH HAKTHI
TaHOamaHybl HeEMece NalJaTaHbIMANTBIHABIFEI Typajbl Oenrici Ooybl Kepek. 3epTxaHa
aKayJIblH HeMmece OCNTUICHIeH TalanTaplaH aybITKYABbIH OCEpiH 3epTTelN, Ojap aHBIKTaJIFaH
Karmaiina TricTti mapara (7.5) 6acrama xacaybl Kepek.

d) Kaxer Oonran skarjaiiia 3epTxaHa (TEXHUKAJBIK KBI3MET KOPCETYHEH, >KOHICYICH
HEeMece ICTeH IIbIFapyJaH OypbIH) KaOIBIKTHI 3apapChi3AaHABIPy IIapaiapblH KaObUIIAYHI,
KOHJCY YUIIH KOJIAMIbl YH-)Kalabl KaMTaMachl3 €Tyl JKoHE MEepPCOHANIFa THICTI KEKe KOPFaHbIC
KypasapbeiH 6epyi Kepek.

6.4.6 ’KaOabIKTBIH OY3bLIYBI TYpPabl ecen 0epy

benrini 6ip >xababIKKa TiKeIel )KaTKbI3bUTYbl MYMKIH OKHFajap MEH Ka3aTalbIM OKUFajap
Tepreiin, He eHAIPYIIre, HE OHIM JKETKI3yIlire HeMece eKeyiHe e, KaXeT OOJFaH jKarnaiia,
THICT1 OpraHapra xabapiaHajbl.

3epTxaHa Ke3 KeNreH IMiKipre HeMece OHIIPYIIire YCHIHBUIFAH IIapajapisl KaObuiiay
KOHIHET1 0acKa €CKepTyre apHaJFaH 1C-KUMBUT aJITOPUTMIH 931pJieyl Kepek.
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6.4.7 ’KaodabIKTap keHineri kazdaaap

Kazbanap xaOIBIKTBIH 3€pTXAHAIBIK KbI3MET HOTHXKENepiHe dcep eTeTiH opOip Oipiiri
OOMBIHIIIA JKYPT131Tyl THIC.

JKazbanap Kaii xep/e KOJIJaHbLUIATHIHBIH KAMTYBI KEPEK:

a) OHIPYIII XKOHE KETKI3YII Typajibl MOJIIMETTEp, COHIa-aK OarmapiamMablK KacaKkTama
MEH TMOPTAaTHBTI KYPBUIFBUIAPABI KOCAa allFaHja, >KaOObIKTbI Oip MOHII COWKECTeHIIpy YILIiH
KETKUTIKTI aKIapar;

b) kabbuIay CHIHAKTAPHI alIBIHFAH JKOHE TaiifanaHyFa eHri3UINeH KYHIED;

C) >)KaOBIKTHIH OCTICHTeH KapaMIbUIBIK KPUTEPHIIIEpIHE COMKECTITIH IOy,

d) arpIMIaFEI OpHATIACKAH Kepi;

€) aJIbIHFaH Ke3/1eT1 Kyh (MbICalIbl, )KaHa, Mai1ajJaHbUIFaH HeMece KaJllbIHA KEeTIPIreH);

f) engipymiHiH HYCKayIBIKTAPHI;

g) MpodUIAKTUKAIBIK KbI3MET KOPCETY/IIH KOCTIap-KECTeCl;

h) 3eprxana Hemece OEKITUIT€H CHIPTKbI KBbI3MET KOPCETYIIl OPBIHAANUTBHIH KE€3 KeNreH
TEXHUKAJIBIK KBI3MET KOPCETY OIepanusyIaphbl;

1) )KaOIBIKTHIH 3aKbIMJIaHYHI, AKaYJIBIFBI, TYPJICHYI HEMECEe KOHENY;

J) KanmuOpIey HeMece TeKCepy Typalibl ecenrTep Hemece cepTUdUKATTap CHSIKTHI )Ka0IbIKTHI
naiganany Typaibl jkaz0amap HeMece KYHAEpIi, YaKbITThI JKOHE HOTHIKEIepIi Koca alFaHja,
eKeyl 1e;

k) xabOnwpikTBIH MopTebeci, MbIcasibl, OeNceHAl HeMece MaijanaHyna, MnaigaianynaH
IIBIKKAH, KApaHTHH]IE, €CETTEH IIbIFApbUIFaH HEMeCe eCKipreH.

Mynnaii ecenke any 8.4.3-Te kepceTiareHaeH, xaOabIKTIH KbI3MET €Ty Mep3iMi iIIiH/e
HEeMece OJ/IaH J1a Y3aK YaKbIT OOMBI KYPri3inyl KoHE KOJDKETIMII 00JTYBI KEPEK.

6.5 KababIkTapabl KaJauopJey KdHe MeTPOJIOrMsJIBIK 0aAKbLIAHYIIBLIBIK

6.5.1 ’Kannsl epexenep

3epTxaHa yakpIT OoibIHIIA Oapabap 3epTTey HOTIDKENepiH Oepy VIIH SKETKITIKTI
KanuoOpIeyre koHe 0aKbUIAaHYIIBUTBIKKA KOWBIIIATHIH TalaNTap/Abl aHBIKTAybl KepeK. OmeHeTiH
3aTThl 3€PTTEYAIH CaHABIK 9ICi YIIH crneuudukanus KanuOpieyre >KoHE METPOJIOTHSIIBIK
OaKpUTAHYIIBUIBIKKA KOWBUIATHIH TaTAaNTapAbl KAMTYBI Kepek. JKeke TanmaHaThIH 3aTTap/ sl eMec,
cUMarTamajiapibl OaraJaiiThIH camayblK >KOHE CaHABIK o/icTep YIIiH crenuduKamsiap
OarajaHaThIH CHUITATTAMaHbl, COHJIali-aK HOTIDKENEPMAIH YaKbIT OOWBIHINA KaWTalmaHybl YIIiH
KaXXeT TaJlanTapAbl KAMTYBI KEpeK.

Eckeprne — MeTpomorusuIbIK OaKBUIAHYIIBUTBIKTEL KAMTAMachl3 €T¢ AJIMANTHIH CalalblK KOHE CaHJIBIK
SHiCTep YIIIIH OPUTPOLUTTEPIEC aHTI/IHeHeHepHiH AHBIKTAJTYbIH, aHTI/IGI/IOTI/IKTepFe Ce3iMTaJ'I,HI)IKTI)I 6aranaym,1,

TeHETHUKANBIK TECTUIeY/l, IPUTPOLUTTEPAIH TYHY KbIJJIAMJIBIFbIH, aFbIHABIK LIUTOMETPUS Ke3iH/Ie OOsuTyIbl JKOHE
HER?2 iciriniq UMMYH/IBIK THCTOXUMHMSUIBIK OOSUTYBIH KaMTH/IBI.

6.5.2 KadabIKTapasl kKaauopJey

3epTxaHana 3epTTey HOTIIKENEpIHE TIKeNed HeMece jKaHama ocep €TETiH KaOIBIKTHI
kanmOpiiey mapanapsl 601ysl kepek. [llapamapaa MpiHaIAp KOPCETUTYl KEpeK:

a) maiiianany mapTTapsl MEH OHIIpYIIiHIH KanuOpiey )KoHIHAET HYCKAYIbIKTaphl;

b) METPONOTHSIBIK OaKBUTAHYIITBITBIKTHI €CETIKE amy;

c) 6enrini Gip yakbIT apajbIFbIHAA ©JIIICY JKYHECIHIH KaXKETT] eIIey JaNIIIrT MEeH KYMBIC
icTeyiH TeKcepy;

d) xanubprey MopTeOeciH xKoHe KalTa KanuOpIiey KYHiH TipKey;

€) oJlapApl TaijallaHFaH >KaFjaijga KailTta KamuOpiiey Ke3iHIe Ty3eTy (axTopiapbiH
KAHAPTY JKOHE TIpKeEy;
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f) 3epTXaHaNIbIK KbI3MET TEeH MaIMeHTTEPIIH )KYMBIC ICTEY KayIiH a3aiTy YIIiH Kanuopiey
OaKpLIayJaH IIBIFBIT KETYl MYMKIH KaFJaiiapabl KOIO.

6.5.3 Oney HITHKeIePiHiH METPOIOTHSJIBIK 0AKbIIAHYIIBLIBIFbI

a) 3epTxaHa o3 OJIICyJEPiHIH HOTWXKENEpiH KyXKaTTallFaH Y3[iKci3 kanuoOprey Tiz0eri
apKbIIbl METPOJIOTHSIBIK OaKpLIay/Ibl OPHATYBI JKOHE KOJIAAYBl KEpPeK, OJapAblH OpKaCHICHI
emeynaepAiH Oenrici3firine BIKMad eTeli, oyapabl THICTI  pedepeHTTI MaTepuaIMeH
OailTaHBICTHIPATIBI.

Eckeprnie - Tampamansl xyHeHiH eHAIpyIIici pedepeHTTIK MaTepuajiiapra HEMece >KOFapbl JIeHreWneri
pedepeHTTiK omicTeMere AeliH METPOJOTHMSUIBIK Oakpliay Typalbl akmapar Oepe anajasl. MyHJal Kykarrama
3epTTey XKyHeci MeH eHAIPYIIiHIH KaTHOpiey mapaiapsl e3repiccis KONJaHbUIFaH jKaF/Iaiia FaHa KOJTaHbIIa IbL.

b) 3eprxana eimeM HOTHXKEIEPIHIH XaJbIKapaJblK Oipimiktep xyuecine (SI)
0aKpLUTAaHYITBIIBIFBIH KAMTAMACKI3 €Tyl THIC:
- KY3bIPETTI 3epTXaHa YChIHATHIH KaIMOpIiey Hemece

Eckeprnenep

1 ISO/IEC 17025 tananrapblH KaHAFATTaH/IBIPATHIH 3epTXaHaANap KY3bIPeTTi OOJIBIN CaHaIaIbl.

- Ky3blpeTTi eHmipymi Sl-re  KepceTUIreH METpOJIOTHSUIBIK — OaKbUIAHYINBUIBIKIICH — JKETKI3ETiH
cepTu(dUKaTTAIIFaH MOH/IEp HEMece cepTU(HUKaTTaIFaH peepeHTTIK MaTepraiap;

2 ISO 17034 Tanantapeiaa xayan OepeTiH peQepeHTTiK MaTepHaIAapaAbl JabIHAAYIIBIIAp KY3BIPETTi OOJIBIIT
CaHaaIpbl.

3 ISO 15194 rtamanTapsiHa CoiiKec KeNETiH cepTU(UKATTaIFaH pedepeHTTIK MaTepHal >KapaMIsl OOJBITT
CaHaIaIpbl.

c) Erep 6.5.3 a)-ra coifikec OakpUIaHYIIBUIBIKTBI KamMTaMachl3 €Ty MYMKIH Oojmaca,
HOTHOKENIepre CeHIMUTIKTI KaMTaMachl3 €Ty YIIiH 0acka Kypaiaap KOJJaHBLIaIbl, MbIHATAPIbI
KaMTHIBI, O1paK oJIapMeH MICKTeIMEH/Ii:

- pedepeHTTIK enimey MapajapblHbIH, OENTUICHTeH OHICTepAiH HeMece KeiciuIreH
CTaHJIAPTTAPABIH HOTHOKEJIEpPi, OJIap HAKThl CHIATTAJIFAaH JKOHE OJIIICYJICPIIH HOTHIKEICPiH
KaMTaMachl3 €TETiH, OJIap/Ibl MaKcaThlHA Cail KOJJIaHyFa KapaMIbl )KOHE THICTI CaTBICTBIPYMEH
KaMTaMachl3 €TUITeH el KaObUIJaHFaH;

- KanuOparop/sl 6acka oicTeMe OONBIHIIIA OJIIIEY.

Eckeptnie - ISO 17511 emmeHeTiH mamMalapablH METPOJOTHSUIBIK OaKbUIAHYIIBUIBIFBIHIA BIMBIPAJIAPIBI
Kayail 6ackapyra OOJaTBIHABIFBI Typabl KOCBIMILIA aKIiapat oeperi.

d) TI'eneTwkanblK 3epTTeyiep YUIiH pedepeHTTI TeHETUKAJBIK Ti30EKTepre KaTbICTHI
OaKbUTAHYIITBIIBIK OPHATBUTFAH 0OJTYBI KEPEK.

e) Canasel ozicTep YIIiH OaKbUIAHYIIBUIBIK TOHEKTI COMKECTEHIIPY/l )KOHE KaxeT OoJiFaH
JKarmaia peakius KapKbIHIBUIBIFBIH pacTay YIIH KETKUIIKTI OCNTiji MaTepuanabl HeMece
AJIZIBIHFBI YIITLIEpIl TECTIIeY apKblIbl KOPCETYre 00IaIbl.

6.6 PearenTTep MeH IIBIFBIC MaTepuaIAap
6.6.1 Kanns! epexenep
3epTxaHaga peareHTTEpP MEH UIBIFBIC MaTepUANJAPbIH TaHJAYAbIH, CaThIl alyJbIH,

KaObUTIayIbIH, CaKTayIblH, KaObU1/ay ChIHAKTAPbIHBIH >KOHE OJapblH KOpJapblH OacKapyIblH
KYKaTTaJlFaH [apanapbl KapacThIPBLUTYBI KEPEK.
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Eckeprnie - PeareHTTep OHEPKACINTIK TOCIIMEH OHIIPUICTIH HeMmece 3epTXaHaHbIH KYLIIMEH OHAIpUIeTiH
3arTapiaH, pedepeHTTiK MaTepuanjapiaH (kaauOparopiap MeH Oakpuiay MaTepHalIapblHaH), KOPEKTIK
opTaJlap/iaH; TaMIIybIpFa apHaJIFaH YIITap.bl, TOCEHIII IBIHBIIAP/bI, eMICY OpHBI OOMBIHIIA TeCTiieyre apHaJFaH
LIBIFBIC MaTePHAJapBIH )KOHE T. 0. KAMTHTBIH IIBIFBIC MaTepUAJIapbIHAH TYPaIbl.

6.6.2 PearentTep MeH mbIFbIc MaTepuaaap — Kadbuinay xoHe cakray

3epTXaHa peareHTTep MEH IIBIFBIC MaTepHAIApAbl OHIIPYIIiHIH crenrpUuKausuIapbiHa
ColiKec cakTaybl, KaKeT OOJIFaH jKaFaiia KopIilaraH opTa KaFaaiiapblH 0aKbplIaybl KEPEK.

Erep 3eprxana xKaObuimaymbsl YitbIM 0oJiMaca, oJ1 KaObuIIayIibl MEKEeMEHIH 3aKbIMIaHYbIH
Hemece OyiiHyiH OoJjaplpMay VINIH MaTepUalapbl CaKTayFa JKoHE OHJAEyre THICTI
MYMKIHAIKTEp1 Oap eKeHiHEe KO3 KETKi3yl KepeK.

6.6.3 PearenTTep MeH mbIFbIC MaTepuaaaap — Kadbuigay cbiHAKTapbl

OpOip peareHT HEMece peareHTTepJeri HeMece Imapajgarbl  e3repictepi  Oap
JTUArHOCTHKANIBIK KIUHAKTAPBIHBIH jKaHa TeHEpaIUsIChl HEMECe JKaHa MapTUsl HEMECE KETKI31IiM
Karmaimapra OailJIaHBICTBI 3€pPTTEY VIIIH KOJJaHAp alJblHIa HEMECe HOTIDKeNepal Oepmec
OypbIH (PYHKIIMOHAIBIK CUIIaTTaMallapFa KaThICThI TEKCEPLTyl KepekK.

3epTTeynep camachblHa ocep €Tyl MYMKIH IIBIFBIC MaTepHaiiap maijananyra Oepinmec
OypbIH (PYHKIIMOHAIJBIK CUIIaTTaMallapFa KaThICThI TEKCEPLTyl KepekK.

Eckeprnenep

1 IQC peareHTTepiH KaHa »JKOHE AaJJIBIHFBl NAPTHAIAPBIHBIH CAIBICTHIPMANbl  CHIATTaMajapbl
KApaMIBUTBIKTBIH JIOJIeTl peTiHAe maimanaHeurybl MyMKiH (7.3.7.2). PeareHTTepmiH opTYpili MapTHSIIAPHIH
canblcThIpy kesinge 1QC yuiH marepuanaapblH KOMMYTATUBTUITIHE OaiaHbICTBI MpobiaeManapabl Oosappmay
YILiH MalMeHTTeP/AIH YITiIepiHe apThIKIIBIIBIK Oepinei.

2 Tekcepy Keiiie peareHTTi Tanjay cepTuUKaThiHa HETi3eyl MyMKiH.

6.6.4 PearentTrep MeH mbIFbic MaTepuaaaap — Kopaapasl 6ackapy

3epTxaHa peareHTTep MEH IIbIFbIC MaTepHAAAPAbIH KOPJIApbIH OaKplIay KyieciH a3ipieyi
kepek. Kopnapaesl Oakplnay >kyieci maiiianaHyFa KaObUIIaHFaH peareHTTEP MEH IIBIFBIC
MaTepHalAapAbl TEKCepIIMEreH j>KoHE MaiianaHyra KaObU1iaHOAaFraH pEareHTTep MEH UIBIFBIC
MaTepragapiaH aXbIpaTybl KEpeK.

6.6.5 PearentTep MeH mbIFbIC MaTepuaaaap — Koaaany skoHiHgeri HycKayJbIKTap

CoHbIH iHIiHAEC OHIIPYIIl YCHIHFAH pEareHTTEpP MEH IIBIFBIC MaTepUaIapabl KOJJAaHy
KOHIHJET1 HYCKAYJBbIK OHAal KOJDKETIMAI O0lybl Kepek. PeareHTTep MeH HIBIFBIC MaTepuaiiap
OHIPYIIHIH HYCKayJbIKTapblHA COMKeC MaijanaHbulybl Kepek. backa MakcaTTapna
naigananran ke3zae 7.3.3 GeniMiH KapaHbI3.

6.6.6 PearenTrep MeH mBIFBIC MaTepuanaaap - JKarbIMChI3 JKargaid TypaJbl
xadapJaaHabIpy

Tikeneir 6enrini O6ip peareHTTEpre HEMECe MIBIFBIC MaTepUaIapFa KaTKbI3BUTYbl MYMKIH
KaFaiiaap MEH jkKa3aTallblM OKHUFalap TEprelil, He OHJIpYIIire, HE JKeTKI3yIlire Hemece
eKeyiHe Jie, KaXeT OO0JFaH JKaFaaiiaa THICT1 Opraiaapra 1a xabapaaHaisl.

3epTxaHa eHIIpYIIiHIH Ke3 KelreH MiKipiHe Hemece Oacka xabapiiamara xayan Oepy >KoHe
OH/IIPYIII YCHIHFAH MIapanap/sl KaOblaaay TOpPTIOiH a3ipieyi Kepek.
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6.6.7 PearenTTep MeH MIBIFbIC MaTepuaaaap — 7Kazdanaap

3eprTeynepl Kyprizy YIIH MaijagaHbUIaTBIH OpOip peareHT TEH IIBIFBIC MaTepuajFa
KaTBICTBl ka30amap >Xyprizutyl tuic. Byn >xazbamap MbIHamapabl KamTybl, Oipak oOJapMeH
HIEKTEIMeyl KepekK:

a) peareHTTi HeMece LIBIFBIC MaTePUaIbl COMKECTEHIIPY;

b) HyCKaynbIKTapbl, TapTHSHBIH aTaybl MEH KOJBIH HEMece JIOTTHIH HOMIpPIH Koca
allFaHja, OHIIPYII TypaJibl aKIapar;

C) ally KYHI MEH WIapTTaphbl, )KapaMJIbUIBIK Mep3iMi, maiJananyIblH 0acTaay KYHI JKOHE
KaKeT OOJIFaH JKaF/1aliia peareHTTi HeMece IIBIFBIC MaTepHaNIbl aii1amaHy bl TOKTATy KYHi;

d) maiimamany yImiiH peareHTTepAl HEeMece IIBIFBIC MaTepuaaapabl OacTamKbl JKOHE
aFbIMJIaFbl KAOBUIAYIbI PACTAUTHIH jKa30amap.

Erep 3eprxana e3 KymriMeH [JalbIHOAIFaH HEMece J>KaOJIbIKTAIFaH peareHTTepAl
naijananca, kaz0anapaa *orapbla aTalFaH aKnaparTaH 0acka, JailbIHIBIKTHI )KYPri3TeH ajaM
HEeMece aJiamMiap Typasibl MOJIIMETTEp, COHAAN-aK MalbIHAAIFaH KYHI MEH JKapaMIbLUIbIK Mep3iMi
O0ITyBI KEpeK.

6.7 CepBucrik keJicimaep
6.7.1 3epTxaHanapabiH NaianaHyIBLIAPbIMEH KacaaaThIH IIAPT

3epTxaHazia 3epTXaHANBIK KbI3METTEpAl Oepy Typaibl KeliciMaepaAl >KacacydblH >KoHe
Mep3iMJIi KalTa KapayablH KY)KaTTalFaH mapackl 00JIyFa THIC.

[Tapa MbIHANAPII KAMTAMAChI3 €Tyl KEepeK:

a) TaJanTapAbl AyPhIC aHBIKTAY;

b) 3epTxaHana Tajgantap sl OpeIHAAY YIIIH MYMKIHIIKTEpP MEH pecypcTapIblH OOTybI;

C) KaxeT OOJFaH jkKaFjaija 3epTXaHa MaijallaHyIIbiFa KOMEKI (KOCalKbl Mepirep)
3epTXaHajlap MEH KeHECIIIep OpBIHAAYBI THIC OenTifi Oip apeKkeTTep Typalibl Xabapiai ibl.

3epTxaHa TNalaNaHyIIbUIAphIHA KENICIMET] OJIIey HOTIKEJEpiHE ocep €Tyl MYMKIH
opOip Ke3 KenreH e3repicTep Typajbl XadapiaHybl KaKeT.

Kaiita xapay Typaisl xka30anap, COHBIH iIIiHAC KaHaai ga Oip eeysi e3repicTep caKTarybl
KEpek.

6.7.2 POCT naiigajiaHylIblJIapbIMEH JKACAJAThIH KeJiciMaep

3epTxaHa MeH YHWBIMHBIH €My OpHBI OOWBIHINA 3€pTXaHa KOJAAWTBHIH 3epTTeyJepil
naiganaHaTelH Oacka OesmiMinenepi apachblHAAFbl MIAPT MIHACTTEP MEH OKUICTTIKTEpIl
alKBIHIAYIBI JKOHE OJIapAbl OapJIbIK MYJICNI TYJIFajJaplblH Ha3apblHA KETKI3yl KaMTaMachl3

eTyre THiC.

Eckeptnie - POCT kypburraH KeIl cayiajbl KOMHUTETTepi A KOCHIMINIACHIHIA CHUIMATTaJFaHIail KbI3METTEp
KepceTy Typajbl KemiciMaepai 6acKapy YIIiH MaigaTaHbLTybl MYMKiH.

6.8 ChIpTKBI :KeTKi3ylIijiep sKeTKi3eTiH TayapJjap MeH KbI3MeTTep
6.8.1 ’Kannsl epexenep
Erep ChIpTKBI JKETKi3YIIIEp YCHIHATHIH KOHE OHBIH KbI3METIHE 9CEp €TETIH Tayapiiap MeH

KBI3METTED:
a) 3epTXaHaHbBIH 63 KbI3METIHE CHT13yre apHaJIca;
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b) 3epTxana TikeneW MmaiagaHymIbIFa CBHIPTKBI JKETKI3YIIACH allbIHFaH TYpJE IIlIiHapa
HEMece TOJBIK Oepce;

C) 3epTXaHaHBIH canaJbl JXYMBICHIH KaMTaMachl3 €Ty YIIiH KOJJIaHbLICA, 3epTXaHa
OJIapJIbIH KOJAIIIBI €KEH/IITIHE KO3 )KETKI3Yl KEPEeK.

Byn tanmanthel opeiHIay yiniH YHBIMHBIH Oacka OemiMaepiMeH Hemece (yHKIHsIIaphIMEH
BIHTBIMAKTACTBIK Ka)KeT OOTYbl MYMKIH.

Eckepriie - Kpi3merrepre, Mbicaibl, ChIHAMAIAp aly KbI3METTEPI, TAMIIYBIPJIaApbl KaauOpiey KbI3MeTTepi
XKoHE 0acKa KbI3METTep, YH-Kalimap MeH XaOmpIKTapra KbI3MeT KepceTy Keismertepi, EQA Oarmapmamanapsl,
pedepanbapl 3epTXaHaNIap KOHE KeHECIIUIep Kipesi.

6.8.2 Kemekii 3epTxaHajap MeH KeHecijep

3epTXxaHa €3 TaJanTapbl KaWabl KOMEKIIl (KOCalIKbl Mepirep) 3epTxaHajiapra >XoHe
3epTTey HOTHIKENEPIH TYCIHIIPY, TOMEHACTUICp YIIiH YChIHBIMAAp Oepy OOWBIHIIA KbI3METTEP
KOPCETETiH KeHECIIIepre KeTKi3yl THiC:

a) YCHIHBUIATBIH IIapanap, 3epTTeyIiep, ecenrTep KoHe KOHCYIbTalusiap;

b) ceiHu HOTHXKETEPAl OacKapy;

C) MepCOHAIBIH Ke3 KETeH TaJlall eTIJICTIH OUTIKTIIIr MEH KY3bIPETTUIITH KOPCETY.

Erep maprra e3reme kepceriniMece, 0ac (Kocalkbpl MepIirep 3eprxaHa eMec) 3epTxaHa
KOMEKIII 3epTXaHaHBIH 3EPTTEY HOTHXKEIEPIHIH Cypay cajFaH ajamfa OepilyiHe j>KayamnThl
0oJ1abl.

Bapabik keMekIni (KOCalIKbl MEpAirep) 3epTxaHaiap MEH KEHECHIIEP/IiH Ti3IMiH JKYPri3y
KaXKeT.

6.8.3 ChIpTKBI JKeTKi3ylIijiep MeH KbI3MeTTep/i TeKcepy KdHe MaKyJ1aay

3epTxaHa KyXKaTTaJlFaH [IapaHbl 931pJer, MbIHAJIAP YILIiH €CENKe alyIbl KYPri3yl Kepek:

a) CBIPTKBl IKETKI3YIIUIEpAEH OapiiblK Tayapyiap MEH KbhI3METTEpPre KOWBbLUIAThIH
TajanTapabl aliKeIHIAY, KaiiTa Kapay ®oHe OeKiTy;

b) CBIPTKBI JKETKi3yIIiIEpIiH OUTIKTUIIK, 1pIKTEY, KYMBICHIH Oaranay »oHe KaiTta Oaranmay
KpUTEPHUIIIEPiH alKbIHAAY;

C) ChIHaMaJap.bl xioepy;

d) CBIPTKBI XKETKi3yLIiIep )KEeTKI3eTiH eHIMIep MEH KbI3METTEepAiH OJap/Abl Nai1ananFanra
HeMece TalajaHyIblFa TiKeJIeH YChIHFaHFa JIeHWiIH 3€pTXaHaHBIH OCNTIJICHTeH TajlalTapblHA
COMKECTITH HeMmece, erep KOJIJaHbUICA, OCHl CTAaHAAPTTHIH TaJanTapblHA COUKECTITiH
KaMTaMachI3 eTy;

€) CBIPTKBI KETKI3yIIUIep/IiH KYMBICHIH Oarayiay/ilaH TybIHIAUTBIH Ke3 KEJTeH LIapanap/ibl
KaOpU1/1aY.

7 3epTTey npouecTepiHe KOWbUIATHIH TAJANTAP
7.1 Kaanbl epexesiep

3eprxaHa Tanmayra JeHiHTl, TajJaMajbl JKOHE TalJaylaH KeHiHT1 Ke3eHepe
MAIUEHTTEPre MEIUIIMHAIBIK KOMEK KOPCETYMEH OaiIaHBICTHI BIKTUMAJ KayilnTepil aHBIKTAYbI
Kepek. byn kayinTep OaramaHybl XoHE MYMKIHAITIHIIE a3alThUTybl KepekK. Kanablk Kayim
naigananymbsUIapIbH Ha3apblHA THICIHIIE KETKI3UIe .

AHBIKTaJIFaH KayinTep MEH OJIapJbl TOMEHJETY MPOIECTEPiHIH THIMAUII TMallueHTKE
BIKTUMAJI 3HSIH KENITIPY TYPFBICBIHAH OAaKbIIIaHA/IbI )KOHE OaFaaHaIbl.
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3epTxaHa COHBIMEH Karap TMAaIMEeHTTEpPAiI €MAey OpHBIHIA TEKCepydl KakcapTy
MYMKIHIIKTEpiH TaOybl )K9HE OCBbI MYMKIHIIKTEp/Ii OacKapy YILIIH KypbUIbIM 33ipieyi kepek (8.5
KapaHpI3).

7.2 Tannay¥a neiinri npouecrep
7.2.1 Kannsl epexenep

3epTxaHa 3epTXaHaJbIK JUArHOCTUKAHBIH TalijayFa JEeHIHrl Ke3CHIHe apHaJFaH
Ky)KaTTaJIFaH MIapaHbl 331pJierl, OJapAbl TUICTI epCoHall YIIIH KOJDKETIMIL €Tyl Kepek.

Eckeprnenep

1 Tanmamansl iporiecTep OOHKAMIIBI 3ePTTEY HOTHIKECIHE 9Cep €Tyl MYMKIH.

2 ISO 20658 cerHaManapabl aly skoHE TaChbIMalay Typajbl )KaH-KaKThl aKIapaTThl KAMTUABL.

3 ISO 20186-1, ISO 20186-2, ISO 20186-3, ISO 20166 (6apnsik 6emim), ISO 20184 (bapasik 6enim), ISO
23118 xaHe ISO 4307 HaKTHI K©3/ep/eH ajbIHFaH ChIHAMajlap MEH HaKThl TajujayJsiap YIIiH jKaH-)KaKThl aKIapaTThl
KaMTHUbI.

7.2.2 IlanpeHTTEp MEH NANAATaHYIBLIAPFA APHAJIFaH 3ePTXaHAJBIK aKIapaT

3epTxaHaza 3 MaiiaJaHyIIbUIapbl MEH NMAlMEeHTTepl YUIIH THICTI akmapar 00Jybl Kepek.
3eprxaHa naWJaTaHyIIbUIAphIHA 3€pTXaHa KbI3METIHIH cajlackl MEH OFaH KOWBUIATHIH
TaNanTapbl TOJBIK TYCIHYII KaMTaMachl3 €Ty YIIIH aKmapaT >KETKUTIKTI TYpAe emKen-Terkeni
00JTyBI KEpeK.

MyHnaii aknapar KakeT O0JIFaH jKaFaaia MbIHATAp bl KAMTYBI KEPEK:

a) 3epTXaHaHBIH (3epTXaHalap/bIH) OPHATACKAH JKEpPi, )KYMBIC YaKbIThl JKOoHE OaiaHbIC
aKIaparsl;

b) cypay cainy koHe CblHaMaJIap ajy Iapajiapsbl;

C) 3epTXaHaJIBIK KbI3MET KeJIeMi KOHE HOTHKeNep/i aly YIIiH KYTLJIETiH yaKbIT;

d) KOHCYBTAIUSIIBIK KBI3METTEPIIH OOJTYHI;

€) MalMeHTTIH aKnapaTTaHAbIPhUTFaH KeTiciMi;

f) 3epTTey Kyprizyre Hemece HOTWKEIEP/l TYCIHAIpYre alTapibIKTail ocep €Tyl MYMKIH
¢baxTopinap;

g) mareIMJIapAbl Kapay MpoIIeci.

7.2.3 3epTXaHaJbIK 3epTTEyJiepre oTiHiM
7.2.3.1 Kaanbl epexesiep

a) 3epTxaHaHbIH 3€pTTEy (3epTTeyliep) KYprizy YLIiH KaObuinaraH opOip OTIHIM mIapT
OOJIBIIT caHaAJAbL.

b) 3eprreyre cypaTyna MblHaJapAbl KaMTaMachl3 €Ty VIIIH JKETKUTIKTI akmapaTr OoJrybl
Kepek:

- TAUEeHTTIH CypaTyFa »>KOHE ChlHAMAa ajFaHfa JediH OipKakThl OaKbLIaHYBI
(coiikecTeHIIpiyl);

- TATICBIPBIC OepyIIiHI COUKECTEHIIPY JKOHE OHBIH OalIaHbIC JepeKTepi;

- CypaThUIFaH 3epTTEY/IiH (3epTTeyIepAiH) aTaybl/Typi;

- aKmapaTTaHABIPHUIFAH KIWHUKAIBIK JKOHE TEXHHKAIBIK KOHCYJIbTAIUsUIap, COHJAi-aK
KJIIMHUKAJIBIK TYCIHIIpME Oepy.

¢) 3epTTey cyparysl OOMBIHIIA aKMapaT 3epTXaHa MailaaHyIIbiFa KOkl )KoHE OJ1 YIIiH
KapamJipl e CaHANTBIH (popMaTTa HEMece TaChIMaIayhIITa Oepiiryl MyMKiH.
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d) Erep Oyn mnamueHTTepre KbI3MET KOPCETy VIIIH KaxkeT OoJica, 3epTXaHa
nailananymbIHBIH CYpaTybIH HaKThIIAy YIIIH Naiiananymsliapra HeMece OJIapAblH OKUIIepiHe
xabapiacybl Kepek.

7.2.3.2 Aybi3ma eTiHiMaep

3eprxaHa, erep KaxeT 0osica, OCNTUICHTeH YaKbIT 1IHAE 3epTTEyre aybI3ina oTIHIMISPIIH
TYCYIH Ky’KaTTaMalbIK pacTayJbl KAMTUTBIH OCBIHIAHN eTiHiMaepli Oackapy MIapachlH d3ipiieyi
KEpeK.

7.2.4 bacTtankbl CbIHAMAJIAP/IbI JKUHAY JKOHE 0JIaPMEH KYMBbIC icTey

7.2.4.1 Kaanbl epexesiep

3epTxaHa OacTankbl ChIHAMalap/bl KUHAY JKOHE OJIApMEH JKYMBIC ICTEeY/AIH KYXKaTTalfaH
mapajapelH d3ipyieyl THic. AKmapar cCchlHamManap[bl >KWHAYFa >KayallThl KbI3METKEpJIepre
KOJDKETIMII O0JTYBI KEpeK.

buoceiamanap bl xKUHAYIBIH OCITUICHTEH epeXeNIepIHEeH Ke3 KeTeH aybITKY JKaz0anmapaa
HaKThl KepceTulyl Kepek. MyHpail chlHaMaHbl KaObLIlay HeMece OHbl KaOblUlgamay Typalibl
MIENIIMHIH TAIMEeHT YIIiH BIKTUMaJl KayilKe >KOHE »aFbIMCHI3 cajjapra ocepi OarayilaHysl,
xaz0anapaa KepceTislyl JKoHe THICTI epCOHAIIBIH Ha3apblHa XKETKi31Tyl THiC.

3epTXaHa ChIHAaMaHBIH JKETKIUJIIKCI3 HEMECE apThIK KOJIEMIH JKMHAyFa JKOJ OepMey KoHe
Tangayapl caKkTay YIIiH ChIHaMallapJblH THICTI KUHAIYbIH KaMTaMachl3 €Ty YIIiH 9pOip HAKTHI
Karmaina ChlHAMalapAblH OapiblK THUI YIIIH ChIHAMa KeJIeMiHE, JKHHAyFa JKOHE
KOHCEpBallMsIayFa apHAIFaH KYPBUIFbLIApFa KOWBLIATHIH TallalTap/bl ME3TUI-Me3ril Kaita
KapayFra THiC.

7.2.4.2 Yarinepai ;kuHay ajJAbIHAAFBI ic-IIapaJiap “KeHiHJeri aknapar

3epTxaHa JKETKUIIKTI eIKeW-TEerKEWJIl aKmapaTThl KoOHE ChIHAMaHBIH CaKTaTybIH
KaMTamachl3 €Ty YUIIH ChlHAMaJapAsl JKWHAY  aJABIHJAAFBl  IIEKTEyJep O KeHIHJeri
HYCKayJBIKTap bl 0epyi Kepek.

Byn aknmapat MpIHamapasl KAMTYBI KEPEK:

a) MaMEeHTTI JaibiHIay (MbBICAJbI, KOJiJaMa OepeTiH aopirepiiepre, CblHaMa ajaThiH
KBI3METKEpJIepre JKoHE MAalMeHTTepre apHalFaH HYCKAYIIBIKTap);

b) koHTeitHEpIepAl KOHE OapiIbIK KaKeTTI KOCTaJapbl CUIIATTall OTBIPHIN, ajbIHYFa
J)KaTaTelH OacTamkhl ChIHAMAHBIH THIII MEH KOJEeMl JKOHE, KakeT OoJIFaH >Karjanna,
ChIHAMAJIAPBI ATy KE3EKTIIIT1;

C) KaxeT O0JFaH jKaFaiizia, ay YIIiH pyKcaT €TUITeH YaKbIT Ke3¢eHi;

d) celHaMa >XMHayFa, 3€pPTTEY JKYPri3yre HeMece HOTHXKeNepAl TYCIHAIpyre ocep €TeTiH
KIIMHHUKAJIBIK aKmapat (MbICaJIbl, IOPUTIK IpenapaTTapbl TaFalbIHIay TapUXbIH) Oepy;

€) TmaIrueHTTI 0ip MOH/II COUKECTEHAIPY YIIiH ChIHAaMaHbI TaHOAay, OMOMaTeprasIIbIH THITI
’KOHE ChIHAMaHbI ajJly OpHBI, COHAal-aK Oip manueHTTeH OipHelle ChlHaMa JKMHAJIFaH Karaanaa
TaHOasay, OHBIH 1II1H/Ie MaTaHbIH HEMECE TOCCHIII MILIHBIHBIH O1pHEeIIe 0eJIiriH aty;

f) 3eprxaHaHbIH TamnceIpplc OepiireH 3eprreyiepre OalJaHBICTBI  ChIHAMAaJIap.Ibl
KaObpUI/1ayFa J)KOHE KaOblgamMayFa KaTbICThl KPUTEPHIIIEPI.

7.2.4.3 [IanueHTTiH Keaicimi

a) 3epTxaHa  TAIMEHTIIGH  OKYpPri3uieTiH  OapibplK  Imapajapra  MalUEeHTTIH
aKnapaTTaHbIPBUIFaH KEJICIMIH alTybl KEpeK.
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Eckeprnie - KenTereHn 3eprxaHaiblK LIapajap YLIIH NMalMEHT KOKTaMBIPABl TECy CHSKTBI ChIHAMa ajy
HIapacslHa 03 epKiMeH Kejicce, NalMeHT KeliciM Oepei.

b) KeliGip mrapanap, COHBIH IIIiHAE WHBA3MBTI HEMECE aCKbIHY KayIli »KOFaphl HIapayiap
erxKel-Ter kel TYCIHIIpyAl XKoHe KelOip skarnainapaa sxka30aia KemiciMIi KaKeT eTyl MyMKiH.

c) Erep TereHme »xarmaiima KemiciM ajdy MYMKIH OojMaca, 3epTxXaHa MaiueHTTIH
MYJIeiepiHe CoKec KeNeTiH JKaFiaiiia KaxKeTTl mmapajgapabl OpbIHAai anajibl.

7.2.4.4 Yarinepai :kuHay KeHiHAeri HYCKayJIbIK

3epTTey Kypri3uirenre JeifiH cblHaManapabl )KHHAY MEH CaKTayJblH KayiIlci3, TyphIC KoHE
KIMHHUKAIIBIK HETI3/IeTeH MIapachlH KaMTaMmachl3 €Ty YIIIH 3epTXaHa MbIHAJIApPFa KaThICTHI
HYCKayJIBIKTap Oepyi Kepek:

a) OacTarnkpl CbIHaMa aJIbIHFaH MAIMEeHTTIH )KeKe 0achlH TeKcepy (COHKeCTeHAIPY);

b) manmueHTTIH JalBIHABIFRl YCHIHBUIFAH HYCKAyJBIKTapFa COHWKEC KENETIHJITH TeKcepy
KOHE KaXeT OOJIFaH jkKarjaaija ockl (DaKkTiHI TIPKEY [MbICAIbI, alll KAPBbIHFA, IOPIi-AOPMEKTEPIi
KaObU1ay (COHFBI J103aHBI KaObUIAAy YakbIThl, KaObUIAAylIbl TOKTaTy), OCNTUICHIeH YaKbITTa
HeMece Oenriti 01p yaKbIT apayibIFbIH/Ia ChIHAMa ary];

c) OacTankpl ChIHaMalapFa apHaJFaH KOHTEHHEpIIEpi *KoHe OapiblK KaXeTTi KOCIaIap bl
CHITaTTail OTBIPBIN, OACTANKBl ChIHAMAJIAPIBI JKWHAY, COHJA-aK KakeT OOJFaH KaFjaiinapnaa
ChIHaMaJapsl ay TopTioi;

d) anmpIHFaH MANMEHTTEPMEH HAKThl OalJaHBICTBI KaMTamachl3 €Ty YIIiH OacTamkbl
ChIHaManapbl TagOaIay;

€) Oacramnkpl ChIHaMaapbl )KMHAYFa jKayalThl TYJIFa, )KUHAY KYHI JKOHE KaxeT OoJFaH
KaFJaiiia sKUHay yaKbIThl TYpajibl aKImapaTThl €HT13Y;

f) kaxer OonraH >karjaiiia ajdblHFAaH ChIHAMAHBI OHJICY HEMece OHBI OeJiKTepre Oemy
KOHIHJIET1 TajanTap;

g) aJbIHFaH ChIHAMaJIap/bl 3epTXaHara JKeTKI3TeHre JCHiH TYpaKTaHIBIPY >KOHE THICIHIIIE
CakTay IapTTapsbl;

h) >xrHay mporniecinie nanagaHbUIFaH MaTepHATIIapIbl Kayilici3 KoJiere kapary.

7.2.5 Yarinepai TacbimManaay

a) CplHamanap[pl yakbITBUIBI OHE KayilcCi3 TachIMalgayabl KaMTaMachl3 €Ty YIIIH
3epTXaHa MbIHAJapFa KaThICThl HYCKAYIBIKTap Oepyi Kepek:

1) TaceiManayra apHajiFaH CbIHaMajap/bl 0pay;

2) Tamncelpbic OeplIreH 3epTTeyep/l KYpri3y YIIiH ChIHaMa jKMHAy MEH OHBI 3epTXaHaja
KaOblIay apachbIHAaFbl KOJAMIIbl YaKbITThI KAMTaMachl3 €Ty,

3) cblHaMaHBl KMHAY OHE OHbI ChIHaMa JNalbIHIay Ke3iHAe OepuIreH Temreparypaibik
MHTEPBaJIbl KAMTaMacChI3 €TY;

4) cplHamManapIbIH TYTACTHIFBIH KAMTaMachl3 €Tyre KaThICThI K€3 KeJIreH epeKIle TananTap,
MBbICaJIbl, apHAbl KOHCEPBAHTTAPAbI Maiiganany.

b) Erep chiHaMaHBIH TYTacThIFbl OY3bUICA JKOHE JIEHCAYNBIKKA 3USH KENTipy Kayri Oosca,
Oyl Typasibl TachIMajjayFa >KayalThl YHBIMFa Jepey xabapiiay KepeK >KOHE OChI KayiIT
a3aiTaThlH, COHJAH-aK OCHIHAANW >KarlaiJbplH KalTamaHyblHA >KOJI OEpPMEWUTIH OpeKeTTep
YKacarybl THIC.

¢) 3epTxaHa ChIHaMalapJblH TachIMAIJAHYbIH OaKbLIAI, OJApABIH COWKECTIriH Oaranaybl
Kepek.
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7.2.6 CoiHamMaJIapabl any

7.2.6.1 ChiHamMaapabl ajiy mapachl

3epTxaHajia ChlHAMANIAPAbI ATy IMapackl O0IYbI KepeK, OYII Imapa MbIHAJIAPAbl KAMTHIBL:

a) Genrini Olp MallMEHTKE HEMECE OPBIHFA CYpaTy MeH TaHOanay OOMBIHINA ChIHAMAIAPIbI
HAKTHI Kajaraay;

b) ceiHamanapapl KaObuIIaY JKOHE KaObUIaMay eJIIIeMIIapTTaphl;

C) KaxxeT OOJIFaH KaF/aii/la CbiHaMa ajly KYHI MEH yaKbITBIH TipKey;

d) kaxxet OoJiFaH KaFana ChIHaMa ajiFaH KbI3BMETKEP/IiH JKeKe OachIH TIPKEY;

€) CYpaThUIaTBIH 3epTTeyre (3eprreyliepre) KaThICThl >KapaMJIbUIBIK ©JIIeMIIapTTapbiH
CaKTay/abl KaMTaMachl3 €Ty MaKCaThIHJAa YOKIJIETTi KbI3METKEpPJCPAiH ajblHFaH ChIHAMAaJap bl
Oaranaysl,

f) TanOanay, TaceiMaay epeKIIeTKTEP], Ke3 KEITCH KbUIaM OHJIEY dICTepi, OPhIHIATY
YaKBITBI JKOHE CAaKTaJybl THIC €CENTUIIKTIH apHaibl eJIIeMIIapTTapbl Typaibl erKen-TerKeni
MOJTIMETTEP i KAMTUTBIH, IIYFBUI JCT TaHOAIaHFaH ChIHAMaJlapFa KaThICThI HYCKAYJIBIKTAP;

g) ChIHaMaHBIH OapibIK OeJiriHiH OacTamKbl ChIHAMara AeiiH OipKenKi KaJlaralaHybIH
KaMTaMachI3 eTy.

7.2.6.2 ChinamMasiapabl Ka0bliaay Ke3iHjaeri epexiiesikrep

a) TOMCHJCTIIEPAIH HOTHXKECIHJE ChIHAMAHBIH OapalapiibiFbl KYMOH TYABIPFaH
Karjgaiapaa  3epTXaHaga MEIUIHUHAIBIK KOMEK allaThlH  MalMeHTTIH  MYIelepiHeH
TYBIHIAUTBIH TPOIECC OOTYBI KePeK:

1) marueHTTiH HeMece ChIHAMaHBIH TYPBIC COMKECTEHAIPIIMEY1,

2) CchlHaMa TYPaKTBUIBIFBIHBIH OY3bUIYbI, MBICAJIBI, TachIMaJlay Ke3lHIEerl Kimipicke
0aliJIaHBICTHI,

3) cakray HeMece oHJCY KEe31H/IeT1 JYPHIC eMeC TeMIEepaTypaIbIK JKaFaanap,

4) TricTi eMec KOHTeWHepi (KOHTelHepep/l) nainanany,

5) ceIHaMaHBIH JKETKIIIKCI3 KOJIEMI.

b) KnuHUKanbslK MaHBI3[bl HEMECE KaIblHA KEATIPUTMEHTIH KYMOH/I ChIHAMa YXYMBICKA
KaOBUITAHFaH >Karjaiija TaIlMeHTTIH Kayilnci3airi YyIIH Toyekenai OarajaraHHaH KeuiH,
KOPBITBIH]IBI €CenTe MpoOJIeMaHbIH CHUIIATTAMAaChl JKOHE, erep KakeT 0osica, OChl Mocelle dcep
€Tyl MYMKIH HOTHIKENEP/Il TYCIHAIPY Ke31H/Ie CAaKTHIK TYpaJibl YCHIHBIMIAP OOJTYBI KEPEK.

7.2.7 Tanpnayra neiiinri enjey, g1aiibIHaay sKOHe CaKTay

7.2.7.1 Coinamanapabl Kopray

3epTxaHa/ia MAalMEHTTEPIIH ChIHAMAJIAapblH KOPFay, OJApAbIH TYTACTHIFBIH KaMTaMachl3
eTy, COHIAi-aKk oylapJbl eHJCY, JalbIHAAY JKOHE CaKTay Ke3iHIE ChIHaMaJlapAblH >KOFATybIH
HeMece 3aKbIMJIaHYbIH 00JIIbIpMay YIIiH [Iapanap MEH THICTI JKaFainap 00Iybl Kepek.

7.2.7.2 KocbIMIla 3epTTey KYPri3y cypary/japblHa apHAJIFaH eJIleMIIapTTap

3epTXaHanblK mapasap Oip ChIHAMaHBI KOCBIMINA 3EpPTTEYJEpAl Cypary YIIH YyaKbIT
HIEKTEYJEPiH KaMTYbI KEpEK.

7.2.7.3 ChiHaMaHBIH TYPAKTbLIbIFbI

Kaxxer Oonran >xarmaiiga, OacTamkbl ChlHAMAJarbl AHANUTTIH TYPaKTBUIBIFBIH €CKepe
OTBHIPBIT, CHIHAMAHBI XKWHAY MEH 3EpPTTCYAl OpBIHJAY apachIHIAFbl PYKCAT ETIINeH YaKbIT
OenrizeHyi )koHe OyJ1 yaKbIT OaKbUIaHYbI KEpeK.
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7.3 3epTTey npouecrepi

7.3.1 Kannsl epexenep

a) 3epTXaHa MalMEeHTTIH 3€PTTEY HOTWKECIHIH KIMHUKAJIBIK AYPBICTHIFBIHA KEMUIIK Oepy
YILiH MaKcaTbIHA cail maiianany yIliH TeKCepUIreH 3epTTey SIICTEepiH TaH al, KOJIIaHybl KepeK.

EckepTre - in vitro AMarHOCTUKACHI YIIIiH MEAUIIMHAIBIK OYHBIMIAPIbI KOJIIaHY KOHIHIET1 HYCKAYIBIKTapaa
KOPCETUITeH HeMece OeKiTinren/0enenai Hyckaynapaa, pelieH3usJIaHFaH MOTIHEpIe HeMece JKypHasiap/aa, HeMece
KOHCEHCYC Heri3iHJIe KaObUINAHFAH XaJbIKAapajblK JXKOHE YITTHIK CTaHAApTTapja HeMece HycCKayiapja HeMece
WITTHIK HEMECE OHIPIIIK HOPMATUBTIK aKTUICP/IC XKAPUAITAHFAH apTHIKIIBUIBIKTHI 9JIICTEp OOJIBIN TaObLIaIbI.

b) Opbip 3eprrey oNiCiHIH cuUNarTamMalapblHa KOMBUIATBIH TajamnTap OChl 3epTTEyIiH
OomkamIbl KOJMJAAHBUTYBIMEH JKOHE OHBIH IMAIMEHTTI €MJIeyTre dcepiMeH OalaaHBICTBI OOybI
KEpek.

c) bapnplk mapamap MeH 3epTxaHa KbI3METiHE KaThICThl HYCKAYJBIKTap, CTaHAApTTap,
HYCKayJiap jKOHE aHBIKTaMaJIbIK JIEPEKTEp CHAKTHI KOMEKII KyXKaTTama >KaHapThUIBII, IePCOHA
YIIIiH OHAM KOJDKETIMII 00JTyBI Kepek (8.3 KapaHbI3).

d) Ilepconan OenrijieHreH MmapanxapAbl YCTaHyFa THIC, all 3epTTEy MNpOIECIHIE emeyi
GyHKIMSIIapAbl  OPBIHAAWTHIH aJamap MEIUIMHAIBIK KOMEK KepCceTy OpHBIHIA 3epTTeyi
KY3ere achIpaThIH MEPCOHAIIBI KOCa aliFaHAa, TIPKEIYyre THIC.

e) YOoKUIeTTI mepcoHal alblHFaH CypaTylapFa KIMHHUKAJIBIK COHWKECTITIHE KO3 JKETKI3y
YILIH 3epTXaHa )KYPri3eTiH 3epTTey 9ICTEPiH ME3TiI-Me3Til TeKCEPiN OTBIPYBI KEPEK.

7.3.2 3epTTey daicTepin Bepudukanusiay

a) 3epTxaHaga eHAIPYLIl HeMece oicTi d3ipieymri OenriiereH KaXeTTi camara Koo
KETKI3yre 00JIaTbIHBIHA KO3 KETKI31I, OJIapAbl THKIPUOETe SHTI3reHTe NeHiH 3epTTeyep/Ii THICTI
TYPZAE OpPBIH/AN aNaThIHBIH TEKCEPY LIapachl O0IIybI KEpeK.

b) Bepudukanus mporecinae pacTajifaH 3epTTey OAICIHIH TEXHHUKAIBIK CHIaTTaMaaapbl
3epTTey HOTIKENEPiH OODKaMIbl MaijaaHyFa Colikec Kelyi THiC.

¢) 3epTXxaHa KIWHUKAJIBIK MIENIMAep KaObUIIayFa KaThICThl HOTHIKEJIEPIIH AYPHICTHIFBIH
KaMTaMachl3 €Ty YILIiH 3epTTey oAICTEpiH TEeKCepy KOJIEeMIiHIH KETKUIIKTI OONybIH KaMTaMachl3
€Tyl KepeK.

d) TuicTi ekijeTTikTepi MEH KY3BIpeTTilri Oap mepcoHan BepU(HKAIMS HOTHXKEIEPiH
TaJan, oJapablH OCNTIICHIeH TaJanTapFa COMKEC KeIeTIHIITH/KeIMEUTIHITIH )Ka3ybl KEPEK.

e) Erep omicti yokimerri opraH Kaiita Kapaca, 3epTXaHa KakeT Jopekene
BepuUKanusIIayabl KaTanaybl Kepek.

f) Bepuduxanus O6oiibiHIIa MbIHAIAH jka30aap *Kyprizinyi THIC:

1) pacTaiybl THIC TEXHHKAJIBIK CHIIaTTamMaap;

2) 3epTTey IIApachbiHBIH CamlachlH pPAacTalThIH OOBEKTUBTI JepeKTepli (KYMBbIC
cumnaTTamasapbl TYpPIHJIE) ally;

3) BepudukanMs TpOLECIHAE pacTalfaH 3epTTey [ApachblHbIH MAIIMJEITEH cara
JIEHTeiHe KOJI JKETKI3UITeHI Typaibl jka3z0amap JKOHE erep JKOK Oosica, KaHmaW Imapanap
KaOBbUTaHFaHIBIFBI TypaJIbl jka30amnap.

7.3.3 3epTTey daicTepin Baauaanusiay

a) 3epTxaHa KeJeci Ke3JIep/IeH albIHFaH 3ePTTeY 9MIICTepiH BATUAALUAIAYBl KEPEK:
1) 3epTxaHaHbIH 631 )KacaraH HEMECe d31pJIeTeH JiCcTeD;
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2) 6acrankbl 60mKaMIBI KOJIJIaHy alMarbIHaH THIC (SIFHW OHIIPYIIIHIH KOJIAaHY KOHIHET1
HYCKayJbIKTapbIHAH HeMece OacTamKbl BalWJallWsIaHFaH eJImeMAep Iuana3oHbIHAH THIC,
apHaJFaHHaH 0acKa acmamnTap/a *oHe BaIHIAIMS JIepeKTepl OoaMaraH Ke3Je naiiaianblIaThiH
Oeryie OHIIPYUIUIEPAIH PEAKTUBTEP1) MaliJaIaHbUIATRIH SIICTED;

3) KeiliH e3repTUITeH BATHIAIMUIAHFaH dJIiCTED.

b) Banmmmanus TeXHUKANBIK CUIMATTAMalap TYpPIHAE OOBEKTHUBTI JonenmemMenep Oepy
apKBUTBI KQXKET OOJIFaHINA TOJIBIK OOJIybI KEpeK, 3e€pTTEYi MaKcaTThl MaijallaHy YIIiH HaKThI
TajanTap OpeIHAANIBL. 3epTXaHa KIMHUKAIBIK MIemiMIep KaObuiaayFa KaThbICThl HOTIKEIECPIiH
JTYPBICTBIFBIH KaMTaMachl3 €Ty YIIIH 3epTTey OMICIHIH BalUJAIUsS JTOPEKECIHIH >KETKITIKTI
OOJTYBIH KAMTaMacChI3 €TYi Kepek.

c) TwuicTi ekijeTTIKTepi MEH KY3bIpeTi Oap TMepcoHall Bajlujalvs HOTHIKEICPIH Kaparl,
OJIapIbIH OENTIJICHTeH TallanTapFa COUKeC KeNeTIH T H/KeIMEeUTIH ITIH 5Ka3bII allybl THIC.

d) Erep BanmmanmsutanFaH 3€pTTEy OAICIHE ©3TepiCTep €HTi3y YCBIHBUICA, KIMHUKAIBIK
acepi Tayijar, e3repTiiireH 9ICTI KOJAaHyIbIH OPBIHABUIBIFI TYpaJibl MISHIM KaOblIAay KasKeT.

e) Banumarus Typansl MpIHaIak jxa3z0anap cakTalybl KaKeT:

1) maiiianaHbUIaThIH BaIUAALUS [IapacChl;

2) GoypKaM/IbI MakTaaHyFa KOMBIIATBIH €pEKIIe TajanTap;

3) o/iCTiH TeXHHUKAJIBIK CUTIATTaMaJIapbIH aHBIKTAY;

4) anbIHFaH HOTWIKETIED;

5) omictiH Oomkamabl MalfanaHy VIIIH KapaMIbUIBIFBI €TKEH-TEKETl CHITaTTaIFaH
OHBIH HETI3JIUIIT Typasbl ©TIHIIII.

7.3.4 Onmemaepain oedricizairin 6aranay

a) OmmenHeTiH caHaplk mamanapasiH MU ecenTenyi oHE KEpeK JKepJie MakcaThblHa cai
naiinanany ymiH kaoburmanysl Tmic. MU 3epTrey camacblHa KOWBLIATBIH —TaJlaiTapMEH
CaJIBICTBIPBUTYFA JKOHE KY’KaTTaJlyFa THiC.

Eckeprnie - ISO/TS 20914 mbicannapMeH 0ipre ocbl 9peKETTEP TYpaIbl TOJIBIK aKIapaTThl KAMTHIBI.

b) MU ecenTey HOTHXKEIEPIH YHEMI KalTa KaparaH >KOH.

c¢) MU ecenteynen Oyl MYMKIH €MeC 3epTTeyJepli albIll TacTay HETi3JeNyi >XoHe
KY)KaTTaIybl Kepek.

d) MU Typaisl aknapar cypary OoibIHIIa Oepiiyi THiC.

e) [Maiimamanymer MU Typansl akmapaTThl CypaTKaHIa, 3€pTXaHAHBIH KayaObl
OMOJIOTHSUIBIK BapHalMs CHUAKTHI Oacka Oenrici3lik Ke3JepiH eckepyl Kepek, Oipak oyiapMeH
LIEKTEIMEN 1.

f) Erep 3eprTTeyaiH camajblk HOTHXKECI CaHIBIK HOTHXKENepAl OepeTiH oicKe Heri3ziernce
JKOHE INEKTI MOH HETi3iHJEe OH HeMece Tepic JeNm aHbIKTajca, Tajiaay HoTmwkeciHiH MU
penpe3eHTaTUBTI OH JKHE Tepic YATUIepl maianana OThIphIN OaraiaHybl THIC.

g) Camanbl HoTIOKETIEpl Oap 3eprreynep yuiiH, coHmaii-ak MU mpoliecTiH Herisri (Kayri
KOFapbl) Kypamaac OeiKTepi YIIIH CaHABIK JepeKTep OepeTiH emeyaepaiH apaiblK
ke3enaepinge Hemece IQC HOTHXKENEepiHIe eCKepiTyl THIC.

h) Kaxer 6onran xarmaiina, MU oxicti Bepudukanusiay Hemece BaluJalusiiay Ke3iHzie
€CKEpIITeHI JKOH.
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7.3.5 buonorusiblk pedepeHTTIK HMHTEPBAIAAP *KOHe KJIMHHUKAJBIK Iemimaep
Ka0bL1ay AeHreiepi

3epTTey HOTIIKENEpiH TYCIHIIPY YIIIH KaXXeT OoJiFaH Ke3[ae OMOJOTHSUIBIK pedepeHTTIK
WHTEPBAJZAAp MEH KIMHUKAJIBIK MIeHIMAep KaObulmay JeHTesiepl aHBIKTAbIN, MYIIeT
TYJIFajapAblH Ha3apblHA JKETKI31Tyl KepeK.

a) buonorusnmeik pedepeHTTIK WHTEepBalAap MEH KIMHHUKAIBIK IICIIMaep KaOwuiaay
JICHreiepl aHBIKTAIYbl KEepeK, OJIapJbIH HeTi3eMernepl KyXaTTaaybl KepeK, ojlap 3epTXaHa
KBbI3MET KOPCETETIH MOMYJAIUsIFa OarbITTaIybl )KOHE MAIlMEHTTEP YIIIH TOYEKeIJIepal ecKepyi
KEpek.

Eckeptnie - Erep ocsl MoHAEpIiH TOMYJSIIFSUIBIK 0a3achl TEKCEpimimn, 3epTxaHa KOJIAWiIbl Jen TaHbICca,
OHJTIPYIITi YCHIHFaH OMOJIOTHSUTBIK PeepeHTTIK HHTEPBAIAP bl 3epTXaHa Naiianana anajpl.

b) 3eprreyre Hemece OHBIH ANJBIHIAFBI IApajapra e3repicTep EHri3reH Ke3je 3epTXaHa
©3repiCTepIiH THUICTI OHOJOTHUSIBIK pedepeHTTIK WHTEpBAIIApFa JKOHE KIWHUKAIBIK IICIIIM
KaObLIay JIEHTeiIepiHe oCepiH KapacThIPhIN, KaKeT OOJIFaH kKaFaaiiia, mainaianynbuiapra ol
XKaiiel xabapiaybl Kepek.

c) Kanpaii na Gip kepceTKimTiH 001ybIH HeMece 00JIMaybIH aHBIKTAUTBIH 3€pTTEYJep YIIiH
OMOJOTHSIIBIK peepeHTTIK MHTEpBaJl, MbICANIbI, T€HETUKAJIBIK 3€PTTEyJIep aHBIKTAIYbl KEpek
curarraMma OOJIbI TaObLUIAIEL.

d) Kanpgaii na 6ip OGenriniH OOdyblH HeMece OOJIMayblH aHBIKTAHTBHIH 3€pTTEYJEp YIIIiH,
MBICAJIbI, TEHETHKAJIBIK 3epTTeyJep AaHBIKTAIYybl Kepek Oedri OWONOTHsUIBIK peepeHTTiK
WHTEPBaJ OOJIBIN TaObUIA b,

7.3.6 3epTTey mIapanapbiH Ky:KaTTay

a) 3epTxaHa ©31HIH 3epTTey IapajapblH 3epTTEy KEe3CHJEPiHIH OIpKeNKi OpbIHAATYBIH
KOHE HOTHKENEP/IiH TYPBHICTHIFBIH KAMTaMachl3 €Ty YUIIH KaKeTTi KeJeM/e KyXKaTTaybl THIC.

b) llapamap 3epTxaHa MepcoOHAIBIHA TYCIHIKTI TUIIE *a3bUIybl JKOHE THICTI OpBIHAApIa
KOJDKETIMII O0JTYBI KEpeK.

¢) KykaTThIH Ke3 KelreH KbICKapThUIFaH Ma3MYHBI IIapara COKec Keryl Kepek.

Eckeprme - JKymblc HyCKaynbIKTapbl, TEXHOJOTMSUIBIK KapTajap HEMece HeTi3rl  aKmaparThl
KOPBITBIH/IBIIAWTBIH YKCac KYXKaTTap *KYMbIC OpHBIHJA KbICKAllla aHBIKTaMaJbIK PETiHJe NaiagaHyFa >Kapamsl,
erep TOJBIK IIapa TAaHBICY YIIIH KOJDKEeTiMAl 0oJica yKoHE >KajlbllaMa aklapar TOJBIK IIapaHbl jkaHapTyMeH Oip
yaKbITTa KaxxeT OOJIFaH jKaraai/a ;KaHapThUIa Ibl.

d) JKerkimikTi akmapaTThl KaMTHUTBIH OHIMJII KOJIIaHY JKOHIHJET1 HYCKayJIBIKTaFbl
aKmapaTThl MIapanapra clITeMe )Kacay apKblIbl EHri3yre O0mabl.

e) 3epTxaHa HOTWXKEIEep/l TYCIHAIpyre ocep €Tyl MYMKIH 3epTTey IapachlHa OCKITUITeH
e3repicTep eHri3reH Ke3zie, OHbIH calljapbl Naiiananymsuiapra TYCIHAIPLTY1 KepekK.

f) 3eprTey mapackiHa KaTBICTBI OapiIbIK KY)KaT KYKaTTHIK OakplIaHybl Kepek (8.3
KapaHpbI3).

7.3.7 3epTTEy HITH:KEJIEPiHIH AYPBICTBIFBIH KAMTAMAChI3 €Ty
7.3.7.1 /Kaansbl epexesiep

3epTxaHaza HOTHKEIEPAIH IYPBICTHIFBIH Oakpliay miapackl OOJybl Kepek. AJIbIHFaH
JEPEKTEp TPEHATEP MEH aybICyJapAbl aHbIKTayFa 00aThIHIAN ETII TIPKETYyl KEPEK KoHE MYMKIH
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OOJIFaH JKaraai1a HOTHXKENIeP Il Taljay YIIiH CTATUCTUKAIIBIK SICTEP KOJAaHbLIaAbl. by mapa
KOCIIApIIaHybl )KOHE TAIJIaHYBI KaXKeT.

7.3.7.2 Canansl imki 6aksriay (I1QC)

a) 3epTxaHa KIMHUKAIBIK IIENNMAep KaObUIAay YIIIH KaKETTI TalgaMallbl KYHeHIH
TYPaKTBUIBIFBIH pacTayFa MYMKIHIIK OepeTiH OeNriIeHreH eJIIeMIIapTTapFa COMKec 3epTTey
HOTIKEJIEPiHIH aFbIMIIAFbl TIYPBICTHIFBIH MOHUTOpUHTIEY YiniH IQC mapackin a3ipineyi THiC.

1) bakpinay maTepuanblH 3epTTEYAIH OoJKamAbl KIMHHUKAIBIK KOJJAHBUTYBIH €CKEpY
KaXeT, OHTKeHi Oipiedl eJIIeHeTIH MapaMeTplaiH TEXHUKAIBIK CUIaTTaMallapbl opTypii
KIIMHUKAJIBIK JKaFgaimapaa oprTypii  Oomysl MyMmkiH. Coyl  KepceTKim YIIiH —Oakpliay
MaTepHAJBIHBIH KYXKaTTapblHAa op enmey ofici OoiibiHIIa OipHelne MoH 0eJek KepceTinyi
MYMKIH.

2) Illapa conbiMen Karap IQC Ttammamansl cepusiapsl >KoHe/Hemece KanuOpartopuap
HEMece eKeyl apachIHJarbl BapHalusIapIbl aHbIKTayFa MYMKIHAIK Oepyi kepek. On ymiH
3eprxaHanslK mapa [QC Gakpliay MaTepHabIHBIH TallaMaibl CEpUsUIAPBIHBIH KAIUOpaTOPAbIH
HEeMece eKeYiHIH e e3repyiMeH Oip KYHJIe ©3repyiH O00JIbIpMayhl KEpEK.

3) 1QC ymrin 6erne MaTepuansl OanaMa peTiHIE HEMECe peareHTTep HeMece acrarrap
OHJIIPYIIIICI JKETKI3eTiH Oakpuiay MaTepuajiblHa KOCBIMINA PETIHAEC MaijalaHy MYMKIHJITIH
KapacThIPFaH JKOH.

Eckeprne - 3eprrey HOTHXKENEpiH YHEMi capanTaMaiblk KaiiTa Kapay apKbUIl HHTEPIpETanusuiap MEH
KOPBITBIHIBLIAP B! OaKbLUIaYFa KOJI KETKi3yre 00iabl.

b) 3eprxana IQC yuriH e3 MakcaTblHa COMKeC KeJeTiH mMarepuainbl Tagaaybl kepek. 1QC
YIIIIH MaTepHaIIbl TaHAaFaH Ke37e Kemeci hakTopiap/Ibl €CKepy KaKeT:

1) KBI3BIFYIIBUIBIK KACUETTEPIHE KATHICTHI TYPAKTHLIBIK;

2) amaM MaTpuIiiackiHa OapbIHIIA )KaKbIH MaTPHUIIA;

3) OGakputay MaTepuUaibIHAAFBl KOPCETKIIITEpHAl alKbIHIAy OSAicTepl HAKTHI 3epTXaHaja
KOJIZITAaHBUIATHIH 9MIICTEpPIe COMKEC KeIyre THiC,

4) GakpUIay MaTEpUANbIHIAFBI 3€PTTENETIH KOMIOHEHTTEP/IIH ACHIeHIepl KalbIIThI KoHE
MaTOJIOTHSIJIBIK JTHAIIa30HIaFbl KOPCETKIMTEPAIH MOHAEPIHE COUKEC KEIYTe THIC, 3epTTEIYyIIIHIH
JCHCAYNBIK JKaFJaiiblHa COHKeC KeJeTiH 3epTXaHAIbIK KOPCETKIIl MOHJACPIHIH JHUara3oHBI
KAJBINTHI, TALWEHTTIH aypy JKarJailblHa Ccoiikec KeJeTiH [uana3oH MaTOoJOTHSUIBIK el
KaObLIIaHA/IbI.

¢) Erep IQC ymin TmicTi mMarepuan KoJpKeTiMzi Oonmaca, 3eptxana IQC ymriH Gacka
omicTepAl mMaiialaHy MYMKIHIITIH KapacThpybl Kepek. backa omicTepAiH MbIcaiaapsl
MBIHAJIap Il KAMTYBI MYMKIH:

1) manmWeHT HOTIKENEpiHIH TEeHISHIMACHIH Tajjaay, MbIcalbl, Oenrimi Oip MoHIEpIeH
TOMEH HEMECE JKOFapbl HEMece JuarHo3ra OallJIaHBICTBI HOTIDKENIepi Oap chlHaMamap
NABI3bIHBIH 3ePTXaHAJBIK KOPCETKIIITEPiHIH Bapranus Kod()(UIIMEHTIH XoHEe pyKcaT eTUIreH
OpBIH ayBICTBIPY MOHEPIH TaNJ1ay apKbLIbI;

2) OepinreH kecre OOWBIHIIA MAMEHT ChIHAMAJIAPBIHBIH HOTHIKEIIEPIH OHBIH KaluoOpIeyi
ISO 17511-ne xepcerinrenaeit Oipaei HEMece OJaH KOFapbl CTaHIAPTTapFa METPOJIOTHSUIBIK
TYpJe KaJlaralaHaThIHIal BaUJAIUsUIaHFaH OanaMa IIapaHblH KOMETIMEH 3epPTTENTeH MallueHT
ChIHaMaJIapbIHBIH HOTHIKEJIEPIMEH CaIbICTHIPY;

3) marMeHTTepAIH CaKTalFaH ChIHAMAaJaphIH KaiiTa 3epTTey.

d) IQC 3eprrey omiCiHIH TYPaKTBUIBIFBI MEH CEHIMJAUIIIHE JKOHE Kare HOTHXKE
HOTIKECIH/IE MTALMEHTKE 3HsH KeNTipy KayliHe HeTi3/IeNIreH KU UTIKIIEH JKYpri3ityl THic.
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€) AJIBIHFaH JepeKTep TeHACHIUSIAP MCH OPBIH aybICTRIPYJIapAbl aHBIKTayFa OOIAThIHIAMN
eTIN TIpKeNei >KoHe, MYMKIH OOJIFaH KaFjaiifia, HOTHXKENepHi Talfay VIIH CTaTHCTUKAIBIK
omiCTEp KOJIAHBLIAIBI.

) IQC nepexrepi Genrisi 6ip KapaMIbUIBIK ©JIIEMIIAPTTAPBIH €CKEPE OTBHIPHII, TYPAKTHI
YaKbIT apajbIKTapbIH/a KOHE aFbIMIAFbl THIMIUTIK TYPaJibl MaFbIHAJIBI TYCIHIK aTyFa MYMKIH/IIK
OepeTiH Mep3iMJep/e KaiTa KapaiFraHbl AyphIC.

g) Erep 1QC OenriieHreH »apamabUIbIK OJIIeMIIapTTapblHA COMKEC KelMece, 3epTXaHa
NAIMEeHTTIH HOTIKENEpiHiH OepiinyiHe xoi OepMeyi THiC.

1) Erep IQC Oenrim Oip >kapaMABUIBIK OJIIEMIIAPTTAPhl OpbIHAAIMAca JKOHE
HOTIDKENIEep/le KIMHUKAJIBIK MaHbBI3bl KaTelep OOJMybl MYMKIH €KEeHIH KOepCeTce, HOTHXKelep
KaObU1IaHOaybl, al MalUEHTTEPiH THICTI ChlHaMajapbl KaTejep TY3CTUITCHHEH KeHiH KalTa
3epTTenyi kepek (7.5 KapaHbI3).

2) Conrbl corti IQC-man KeliH TaIlMEHTTEPIH ChIHAMAAPBIH 3€pPTTEYy HOTHXKENepl
OaraylaHabl.

7.3.7.3 Cananbl cbIpTKbI 0aranay (EQA)

a) 3epTxaHa 0acka 3epTXaHajapAblH HOTHXKENEPIMEH CaJIbICTBIPY apKbUIbI O JKYPri3eTiH
3epTTeyJepIiH canachlH O0aKbUIaybl KepeK. bysl MeIUIMHANBIK KOMEK KOPCETY OpHBIHIA 3ePTTEy
ONiCTEepiH KOca ajFaH/a, 3epTTeyliepre *KoHe TYCIHAIPUIETIH HOTIKenepre caiikec keneTiH EQA
OargapiamanapbiHa KaThICYIbl KAMTHUIBI.

b) 3eprxana, erep MmyHaai 6arnapnamanap Oap Oosica, maijalaHBIIATBIH 3€PTTEY diCTEPl
yuria EQA Tipkey, KaTbICy ’oHE KYPTri3y IapajgapbiH 931pieyre THiC.

¢) EQA vyrrinepin Tanmmayra A€WiHTI, TalJaMalbl KoHE TaliayldaH KEWiHT1 Iapamapibl
YHEMI OpBIHJANUTHIH MIEPCOHAT OHJIEY1 KEPEK.

d) 3eprxana tannaran EQA OGarnmaprnamacel (OarmapiiaManapbl) MyMKIHJIITIHIIIE MbIHaIal
00JTyBI KepeK:

1) Tanmayra nediHri, TaaaaMansl XKoHE TalAayAaH KEHIHT1 IPOLEeCTEPIl TEKCEPY dcepi;

2) KJIMHHUKAQJIBIK  MaHbI3[bl  ChIHAKTap  VIIH  MalHEeHTTEepAiH  ChIHamMallapblH
MMUTAIUSUTAUTBIH ChIHaManap oepy;

3) ISO/IEC 17043 TamantapbiHa COliKec Kely.

e) EQA Garnapnamacsin (OargapiamManapbliH) TaHIaFaH 1A 3epTXaHa YCHIHBIIFaH HbICAHATIBI
MaKCaTThIH TUIIIH ecKepyl kepeK. HbicaHanbl MmakcaTTap MbIHAIap:

1) sTanmoHABIK omiciieH aepOec OenrieHreH Hemece

2) KaJmbel KOHCEHCYC JepEeKTepl HETi31H1e OeNTiIeHTeH )KOHe/HeMece

3) Ton KOHCEHCYCHIHBIH JACPEKTEP1 HET131H/Ie OCNTIICHIe€H HeMece

4) GenrijeHreH capamnibuiap TOOBI.

Eckeprnenep

1 Erep ayeITKynapAblH 3epTXaHAJIBIK HEMece 9/iCKe TOyeNIi eKEHIITiH aHBIKTay VINIH 9[iCKe TOyelci3
MaKcaTThl MoOHAEp 0oiMaca, KOHCEHCYCTHIK MOHIEPl Maiiaananyra 001abl.

2 Erep EQA wmatepmanmapbelHBIH Oip-OipiH anMacTeIpMaysl KeWOip omicTepai caibICTHIPYAbl KUBIHIATYHI
MYMKiH OoJica, 9MICTIH ImIiHAETi CambICTHIpyFa FaHa emec, ojap Oip-OipiH amMacTBIpaTBIH OMiCTep apachIHIa
CaNBICTBIPY XKYPri3y maiaaas! 00yl MYMKiH.

f) Erep EQA ©Oarnmapnamacbl KO/DKeTiMZII OonMaca Hemece KOJaWibl JIen caHaiMaca,
3epTXaHa 3epTTey OMIICIHIH THIMIUIITIH Oakpulay YIIiH Oamama oficTepal KOJJaHYbl Kepek.
3epTxaHa TaHJAIFaH OallaMaHbIH OPBIHIBUIBIFBIH HET13/ICT, OHBIH TUIMJUTITIHE JIOJNeN KeNnTipyl
KEpeK.

ECKeane - )KapaM[lLI 6anaMaJ1apfa MbIHAJIAp KaTalbl:
- 6acKa 3€pTXaHaJIapMEH CbIHaAMaJIap ajiMacyra KaTbICY;
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- EQA ywin Oipneii MaTepuanibl NalJaidaHaTbH KaTBICYIIBIIAPABIH  OIpIKTIPUITEH HOTHIXKEJIEpIMEH
CaJIBICTBIpFaH/ia JkeKesiereH 3eprxananapasiy EQA notmxkenepi Oarananatein EQA ymiin Oipaelt marepuainiapibt
3epTTey HOTHXKEIEPiH 3epTXaHaaPaNbIK CAIBICTHIPY;

- OHAIPYUIIHIH COHFBI NHalJalaHyIIbBl KadunOpaTOPBIHBEIH Oacka HapTHs HOMIpiH HeMece OHIIPYIIiHIH
JIYPBICTBIFBIH OaKblIay MaTepHAIbIH TaIIaY;

- 0ip cpiHaMaHBI KeMiHJE €Ki alaMHBIH HeMece KeMiHJe €Ki aHaJM3aTOpIBIH HeMece KeMiHIe eKi ofiCTiH
KeMeTiMeH 06JICK/COKBIp 3epTTeYIi Maigaaana OTEIPHI, MUKPOOHOIOT HSUTBIK OPTaHIM3MACP/Il Talliay;

- MAIMEHTTEPIH ChIHaMalTapbIMEH CabICTRIPyFa OONATHIH CTAHAAPTTHI CEIHAMAJIAPABI TAIIAY;

- KIIMHUKAJIBIK KOPPEISILMSIIBIK 3ePTTEYNIEP/ICH TaleHTTEP/IiH ChIHAMAlIapbIH TaJay;

- )Kacyliajgap MeH TIHJepAiH KoHMatapbIHIaFbl MaTepHaiiapabl Tanjiay.

g2) EQA nepekrepi Oenrini Oip >kapaMAbUIBIK eJIIEMIIapTTapbl 0ap TYpPaKThl yakKbIT
apaNbIKTapbIHIA, AaFbIMIAFbl JKYMBIC CHIATTamMajiapbl Typajdbl MarblHAIBI TYCIHIK aiyra
MYMKIHJIK OepeTiH Mep3imMaepae Kapanabl.

h) Erep EQA noTmxenepi OCNTiICHTeH XKapaMAbLIBIK OJIIEMIIapTTapbIHAH aChIll KETCE,
ColiKecCi3/IiK MAIllMeHTTePAIH ChIHAKTAapbIHA KAaTHICTHl KIMHUKAJIBIK MaHbBI3bl Ma, JKOK I1a, COHBI
Oaranaypl KOca ajFaHja, THICTI Iapaiap KaObUIaaHybl kKepek (8.7 KapaHbI3).

i) Erep ocepiiH KIMHUKaJIBIK MaHBI3IbBl EKEHJIrl aHBIKTaJca, 3apjan HIeKKeH
MAUEHTTEPIH HOTWIKEIEPl JKOHE OJlapFa ©3repicTep €HTi3y KaKETTLTIrl KapacThIPbUIAaJIbI, ail
naiiiananymsiiap THICTI YCBIHBIMIAP aylafbl.

7.3.7.4 3epTTey HITHAKEIEPiHIH CATBICTHIPMAIBLIBIFBI

a) Erep 3epTTey Kyprizy YIIiH OpTYpPJIi SIICTep KoHE/HeMece kabapIKTap MaiganaHbLUica
KOHE/HEMece  3epTTeyJiep  OpTYpJl  JKepieple  JKYpri3iice, KIMHHUKAIBIK  MaHBI3]IbI
JMana3oHIapiarbl MAIUEHTTEPIH 3€epTTey HOTIDKENEPIH CaJbICTRIPY YIIIH IIapa 33ipieHyi
KEpeK.

Eckeprnie - Oprypii 3epTTey oIicTepiH CANBICTBHIPY Ke3iHAe MalUeHTTepAiH yiriuepin maiinamany 1QC
MaTepHaJIapblHBIH  [IEKTEYJl KOMMYTATHUBTUIriMEH OaiyIaHBICTBI KMBIHABIKTApABl  OonapipMmaiisl.  Erep
MAIMEeHTTePAIH Yriiepi KobkeTiMii OoimMmaca Hemece onapibsl Kosimany tuimciz 6onca, 1QC xone EQA-nma
CHUIIaTTaJFaH OapIIbIK HYCKaHbI KapaHBbI3.

b) 3epTxaHa calbICTBIPYABl Oarajiay HOTHXKEJEpPIH KOHE OJIAPIBIH KAPaMIIbLUIBIFBIH
KYKaTTaybl KepekK.

¢) 3epTxaHa HOTHKEJIEPIIH CATBICTRIPMAIIBUIBIFBIH ME3T1JI-ME3T1T TEKCEPII OTHIPYBI KEPEK.

d) A¥BIpMANIBUIBIKTAD AHBIKTAJIFAH KE3/1€ OChl alBIPMAIIBUILIKTAPIBIH OHOIOTHSIIBIK
pedepeHTTIK MHTEpBaIapFa >KOHE KIMHHKAJIBIK MIemNMaep KaObuimay AeHreisiepine ocepi
OarayiaHaJbl XKOHE THICTI MIapanap KaObUITaHa kL.

e) 3epTxaHa maiilaiaHymbIapra HOTHKEIEP/l CANBICTBIPYIAFbl Ke3 KEeNTeH KIMHUKAIBIK
MaHBI3/Ibl ABIPMAIIBUTBEIKTADP TYpPaIbl Xa0apiaybl Kepek.

7.4 TannaynaH KeidiHri mpouecrep
7.4.1 Hotu:kesiep TypaJsl ecenrep
7.4.1.1 7Kaansbl epesxesiep

a) 3epTTey HOTHXKEJEpl 3epTTey Iapachl meHOepiHae OepiireH HyCKayJbIKTapFa COWKec
JIONI, aHBIK, O1p)KaKThl YCHIHBUTYBI THiC. HoTmoKenep Typasibl ecen HOTHXKENepal TYCIHAIPY YIIiH
KaXeTTi OapIIbIK KoJiia 6ap aKkmaparThl KAMTYbI Kepek.

b) 3epTxanaja manyeHT YIIiH OCBIHIAN KiIPICTIH CalIapblH HETI3re ajga OTBIPHII, 3€PTTEY
HOTIDKEJIEpiH Oepy/aiH Kifipici Typaibl maiiganaHymbsuiapasl xadapaap ety mapacsl 00IyFa THIC.
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c) bepinren ecentepre KaThICTBI OapIbIK akKmapaT MEHEHKMEHT JKYHECIHIH TaylanTapbiHa
colikec cakTalysl Kepek (8.4 KapaHBbI3).

Eckepriie - Ocbl CTaHAApTTBIH MaKcaTTapbl YIIIH €CenTep OChl CTAHAAPTTHIH TalanTapbl CaKTaIFaH
XKarmala Oacra TypiHIe HeMece IeKTPOHIBIK TYpAe Oepityi MyMKiH.

7.4.1.2 Hotmkesiepai Tasngay sxoHe oOepy

[erFrapap anasiHaa HOTHKENEP TANJAHbII, OCKITLUTYl Kepek.

3epTxaHa yoKUIETTI KbI3SMETKEPAIH 3epTTey HOTwKenepiH tanmaybiH, [IQC HoTmwxkenepiH
KOHE KOJDKETIMI KIMHUKAIBIK aKMapaTThl, COHIAN-aK aJlbIHFBI 3€PTTEY HOTHKEIEPIH eCKepe
OTBIPBIIL, OJIAPJIBI Oaraiaysl KaMTaMachl3 €Tyl THIC.

Kimuin Oepyi >koHe Kimre Oepilyl MYMKIH €KEHIH Koca alifaHfia, HOTHXKENEp Typalibl
€CenTep/Il MbIFapyFa KaThICTHI )KayalKePIIIiK IMeH Mapaiap aHbIKTaTybl KepeK.

7.4.1.3 ChiHaapJIbl HITHKEJIEP TypaJbl Xabapaay

3epTTey HOTHXKENepl MEKTIK MOHJEP/I1H OCITIICHIeH IIeTIHE KETKCHIE:

a) maiilaTanyIIbl HeMece 0acKka YOKIIeTTI KbI3METKep OYJI Typalibl Koyija 0ap KIMHUKAIBIK
aKrmapar Heri3iHae MyMKIHIITIHIIe Te3ipeK Xxabapaap eTuie;

b) kabbu1IaHFaH mapaiap KyHIMEH, YaKbITBIMEH, JKayanThl aJaMMEH, KapbIKTaHIbIPbLIFaH
agamMMeH, OepiireH HOTIKeIepMeH, XalapiamanapAblH Oepuly JONIITiH pacTayMeH JKoHE
xabapiiay Ke3iHJIe TYbIHJIaFaH Ke3 KeJITreH KUbIHIBIKTAPMEH KOca Ky>KaTTanalbl;

C) 3epTxaHaja >KayanTbl aJaMMEH OaljaHBIC OpHATY MYMKIH OoJIMaraH Ke3Je
3epTXaHaJIBIK [IEPCOHAN YIIIIH €CKePTYJepAl KYLIEHUTy apacsl 00Iybl THIC.

7.4.1.4 HoTnxesnep Typasbl ecelke apHAJIFaH epeKiie YChIHbIMIAP

a) [NaiinananymbeiMeH KeJiciM OOMBIHIA HOTHXKENIEp OHAMIATBUIFAaH HBICAHJA YCHIHBLIYHI
mym™mKkiH. [laiinananymbira yceiHpUIMarad 7.4.1.6 xoHe 7.4.1.7-Tapmakrapja KOpPCETUITeH Ke3
KEJITeH aKmapaT Tajan OOMbIHIIa KOJHKETIMII OOTYHI THIC.

b) Erep HoTwkenep annmblH ana ecen peTiHae Oepijice, COMaH KEWiH MaiijgalaHyIIbIFa
opJaiibIM COHFBI €cerl OepiTyi Kepek.

c) 7.4.1.3 b) TtapmarbplHIa Ke3AeNTeHeH XabapiamalapiblH IOJIITIH TEKCEPYy Typasibl
TOJIBIK aKIapaTThl KOca ajfaH/a, aybl3Ilia HbICAHA YChIHBUIFAaH 0apIibIK HOTHKE OOWBIHINA THICTI
x)az0amap xypriziayre Taic. Jepexrepai aybiziia OepreHHeH KeiH opKalllaH HOTHXKENIEp Typaslbl
ecer Oepistyi Kepek.

d) IaruenTke aybpIp 3apAanTapbl 0ap 3epTTey HOTHXKeENepi (MbICaIbl, TEHETUKAIBIK HEMECE
KenOip >KyKnaJyiel aypysap) KOChIMIIIA KeHec Oepy/li KaKeT €Tyl MYMKiH. 3epTxaHa OaclIbUIbIFbI
OYJ1 HOTWXKENIepAiH TaIllMeHTTEPIIH Ha3apblHa KOCBIMINA KOHCYJIbTAIlUsJIAp ajFaHfa JCHiH
KETKi31IMEyiH KaMTaMachI3 eTyi THiC.

e) 3epTXaHalbIK 3epTTCYJEPAIH HECI3IECHIIPUITeH HOTIKEIepl OapiblK KYKBIKTBIK
’KOHE/HeMece HOPMATHBTIK TaJlaliTapFa ColiKec MalMeHTTep Typajibl aKMapaTThIH AepOecTiri MeH
KYIUSJIBUIBIFBIH - Oy3y ToyekeniepiH OapblHIIA a3alTy IIAPTBIMEH SIHJIEMHUOJIOTHUSIIBIK,
nemMorpadusIIbIK HeMece o3re JIe CTATUCTUKAIBIK TalAay YIIiH Hai1aTaHblTybl MyMKIiH.

7.4.1.5 ABTOMATTBI TYpAe TaHAay, TAJIay, Oepy ’KIHe HITHKeJIep Typajbl xadapiay

3epTXaHa HOTIXKENIEPi aBTOMATTHI TYpJe TaHJay, Tajljiay, LIbIFapy jkKoHe Oepy *KyHeciH
KOJIZITaHFaH Ke3]1¢ MbIHAIAP bl KAMTaMachI3 €Ty YIIIH Iapa 0enriieyi Kepek:
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a) aBTOMATTHl TYpHE TaHJaay, Tajjay >KOHE IIbIFapy OJIIeMIIapTTapbl aHBIKTAIFaH,
OeKITIIreH, OHall KOJDKETIMAlI JKOHE HOTHXKEJepAl IIbIFapy OKIUJICTTIKTEpiHE >KayarlThl
TepCOHAJIFa TYCIHIKTI,

b) ochl KYHEHIH AYPHIC KYMBIC iICTEYiHE dCEp €Tyl JKOHE MAIMEHTKE MEIUIIMHAIIBIK KOMEK
KOpceTy Ke3iHJe OFaH Kayill TeHIipyl MYMKIH eJIIeMIIapTTap KoJjaHap aJibIHaa
BaJWIAlUsIIaHAABI JKOHE OeKiTUIeni, €CenTuUTK JKyHeciHe e3repicTep eHTI3UINeHHEH KeuiH
KYHeIN Typ/e KailTa Kapaa/bl )XoHe Bepu(pHKaIHsIaHa b,

C) KOJMEH Tajjay YVIIiH aBTOMAaTThl TYpAE ecem Oepy >Kyleci TaHIaraH HOTIKENEp
THUICIHIIIE COMKECTECHIIpIIeAl oHe KakeT OOJFaH jKarmaija TaHJay j>KOHE Oaranay KyHI MEH
VaKbITBI, COHJIAM-aK TalJayAbl OpBIHIAFaH adaMIbl COMKECTEHIIPY Typasbl akmapar aixyra
Oonazpl;

d) xaxer OonFaH jKarjaiija aBTOMATTHl TypJe TaHJay, Tajjaay, HIbIFapy >koHe Oepy Te3
TOKTATBUTYbl MYMKiH.

7.4.1.6 EcenTepre KoibLIaTBHIH TaJaNTap

Erep 3eprxanama xanmaii nma Oip TapMakTaH akmapaT OepMmeyre KyKaTrTajaraH cebemnTep
6omnmaca, opOip ecente MbIHaAal aKnapaT O0Oybl THIC!

a) MaIMeHTTIH Oipereil colfkecTeHIipiiayi, 0acTanKbl ChIHAMa AJIBIHFAaH KYH JKOHE €CEITiH
opOip OeTiHAe ecenTiH IbIFapblIFaH KYHi;

b) ecenTi mbIFapraH 3epTXaHaHbl COUKECTEHIIPY;

C) maiijaNaHyIILIHBIH aTaybl HeMece 06acka Oiperel colikecTeHaiprii;

d) Oacramkpl chlHaMa THIT JKOHE ChIHAMara KATBICTBI KE€3 KEINTeH KOCBIMIIA aKmapar
(MBICAJIBI, IEPEKKO3, OKIIAYJIay, MAKPOCKOIHUSUIBIK CUTIATTaMa);

€) OpBIHJIAJIFaH 3ePTTEYJIEP/Il HAKTHI, O1p MOH/II COMKECTEHIIPY;

f) xaxer OonFaH jKaFmaiila ONIIEHETIH [IaMa MEH ©JIIey KaruJaTbhlH YHJIEeCTipiiareH

(2TIEKTPOHBIK) COMKECTEHIIPY/Il KOca ajFaH/ia, alJalaHblIFaH 3€PTTEY SICIH COUKECTCHIIPY;

Eckeprne — DiekTpoHIBIK colikecTeHIipy Mbicammapsl: Logical Observation Identifiers Names and Code
(LOINC) xone Nomenclature for Properties and Units (NPU, NGC) sxane SNOMED CT.

g) SI GipnikTepinne KenrtipiireH enmeM Oipiaikrepi, SI GipiikTepine AeliH KagaralaHAThIH
OipIikTEp HEMece 0acka J1a KOJIAaHbUIATHIH ©JIIIeM OipIiKTepl KOPCETIITEeH 3ePTTeY HOTHXKENepi;

h) GuonorusanbIK peepeHTTiK UHTepBaNap, KIMHUKAIBIK MEIIMACPAIH IEKTepl, KaKeT
OonFaH JKarjala NIBIHAWBIIBIK KAaTBIHACTAphl HEMEce MIeHNM KaObUIAayIblH KIMHUKAIBIK
IIEKTEPiH Heri3/ieyre apHallFaH AuarpaMmmanap/HoMorpammanap.

Eckeptne - 3epTxana naiimanaHynisiapbiHa OHOJIOTHIBIK peepeHTTIK HHTepBaIaaps! 6ap Tizdenep Hemece
KeCTeNep YChIHBLITYbl MYMKIH.

1) emmieM cuIaTTaManapblHa HAKThI TajamnTap >KOK FHUIBIMH 3epTTEYNIEpIiH HeMmece
a3ipnemenepiH 0eJiri peTiHe OpbIHJAIFaH 3epPTTeyepAl COUKEeCTEHIIPY;

j) HOTIDKENEpAl TajjaraH JKOHE €CENTl IIbIFapyFa YOKIJIETTI TYJIFaHbl (TYJIFajap.ibl)
coiikecTeHaipy (erep Oyy1 momiMmerrep ecente OoiiMaca, KakeT OOJFaH KaFdaiia oJapibl amy
OHait 00yBI THIC);

k) anmpiH anma HOTMXKeNEp pETIHAEC KapacTBIPbUIYBl KaXeT Ke3 KEeIreH HOTHXKeNIepi
COMKECTEeHIIPY;

1) Ke3 KeNreH MIEKTIK HATHXKENIep/1i KOpCeTy;

m) eCEeNTiH asKTATYbIH HaKThl COWKECTCHIIPE OTBIPHII, KBl €CENTIH OapibIK KypaMaac
OeuniriH Oipereil colikecTeHIipy (SFHU OETTEpiH KaJlbl CAaHBIHAH OET HOMIPIH KOPCEeTy).
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7.4.1.7 EcenTepre apHajiFaH KOCbIMIIIA aKNapaT

a) Erep Oy mamueHTKe KOMEK KOpCETy VIIiH KaxkeT 0oJjica, OacTamkbl ChIHAMAaHBI aly
YaKBIThI KOPCETLIE .

b) EcenTiH mbIFy yakpIThl, €rep OJ ecenTe OojiMaca, KaXeT OOJFaH Karmaijga OoHal
KOJDKETIMII O0ITYBI KEpeK.

c¢) Kenecmrinep OepeTiH aknmaparThl Koca ajfaHaa, 0arbIT OOMBIHINA 3epTXaHa OpPBIHIAFaH
OapibIK 3epTTeyAl HeMece 3epTTeyNepAiH OeIIKTepiH, COHAai-aK 3epTTeyiepil OpbIHIaFraH
3epTXaHaHbIH aTaybIH ©3TrepicCi3 KOpCeTy.

d) Kaxxer Gonran »xaraiia, ecen HOTHXKEIEepAl TYCIHIIPY/i )KoHE TOMEHIeriep OONbIHIIA
TYCIHIKTEMENEP/Il KAMTYHI KepPeK:

1) 3epTTey HOTWXKENEPiHIH KIMHUKANBIK KYHABUIBIFBIHA HYKCaH KENTipyl MYMKIH
ChIHAMaHBIH Carachl MEH JKapaM/IbLIbIFbI;

2) 3eprreynep optypai mapanap (Mbicasbl, POCT) apkpuibl Hemece opTypii skepiepie
KYPri3UIreH Ke31eri COMKEeCCi3MKTe;

3) eHIpIiK HEMece YITTHIK JCHrele OpTyp:i eieM OipiikTepi maliJalaHbUIFaH Ke3[e
KaTe TYCIHYAIH BIKTUMAaJ KayTri;

4) HOTWKENepAiH TEHACHIUSIAPHl HEMEeCe VYaKbIT ©Te Kele OpBbIH alaThlH elneyi
e3repicrep.

7.4.1.8 Bepisren ecentepai Ty3ery

O3repTiirTeH HeMece KalTa KapajFaH HOTIDKENEpAi IIbIFapy Iapajapbl MbIHAIAPIbI
KaMTaMachI3 €TyTe THiC:

a) MyHnnaii esrepicTiH cebenTepi jkazdanapaa TIpKeeal jKOHE KaXeT OOJFaH >Karjaiiiga
TY3ETUITE€H €CerKe eHTi31Ie .

b) OsrepTinreH HOTIXKENEpP TEK KOCBIMINA KY)XXaT HEMEcCe TY3eTUITeH pETIHAE aHBIK
ColKeCTeHIPUIETIH JepeKTepi KOChIMINa Xibepy TypiHIe FaHa YCHIHBUIYBI THIC, OyJI perTe
OacTanKbl €CeNnTer MaMeHTTIH CONKECTeHIIPY IPEKTEepl MEH KYHI OeriyieHyi THiC.

c¢) 3epTxaHa MaiaJaHyIIbIChl €CENTi KaiTa IbIFapy Typayibl xabapaap eTinei.

d) Hotmxkenep Typaibl TOJBIK aHa e€cer OepuireH Ke3ne ol Oipereil Typae aHbIKTaTybl
KEpEeK JKOHE 0JI aybICTHIPATBIH HOTHXKEJIEp Typasbl OacTalnKpbl ecenke ciireme 00Iybl Kepek.

e) Ecenrimik xyleci ecenTepaiH HYCKaJIapbIMEH JKYMBIC ICTeH ajaMaWTBhIH >Karmaiiapia,
KaliTa IIbIFapyFa KaTbICThI TUICTI jka30anap Kypriziayre THiC.

7.4.2 3epTTeyeH KeiiiH cbIHaMaJlapMeH JKYMBIC icTey

3epTxaHa 3epTTey JKYPTi3LIT€HHEH KEeHIH ChIHAMaJIapbl CaKTay MeEp3iMiH, COHJal-akK
oJlap/lbl CaKTay IMAPTTAPBIH AaHBIKTAYhI THIC.

3epTxaHa 3epTTEy/ICH KEHiH:

a) MaIMeHT TIeH ChIHaMa KO31H COUKECTEeHIIPY CaKTaTyhIH;

b) celHaMaHBIH KOCHIMIIIA 3€PTTEYTe KapaMJIbl eKeHIIT1 OeNTii OOTybIH;

C) CbIHaMa KOCHIMIIIA 3ePTTEYTe KapaMIbUIBIFBIH OHTAMIBI CAKTAUTHIHIAM CAaKTaTybIH;

d) cetHaMaHbI TaOyFa JKOHE allyFa MYMKIHIIK OOJIYBIH;

€) ChIHaMa THUICTI TYpJe KOWBUTYbIH KAMTaMachI3 €Tyl KepekK.

7.5 Caiikecci3likTepMeH KyMbIC icTey

3epTxaHazna 3epTXaHa KbI3METIHIH Ke3 KeNTreH acIeKTiCi Hemece 3epTTey HOTHXKelepi
©31HIH IIapajapblHa, cala CTaHJapTTapblHa HEMece MaiilalaHyIbIapAblH TalanTapblHa COHKeC
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KEeJIMETeH JKaFjaijga (MbIcaibl, »KaOABIK HEMece KopIaraH opTa JKarjaaiiapbl OepiiareH
napameTpiepre CcoWkec KeIMEWIi; MOHHTOPHUHI HOTIDKENepl OeNriieHreH esmeMiapTrapra
COMKeC KEeJIMET1) OpBIHIATAThIH MPOIIECC OOTYhI KEPEK.

By npotiecc MpIHaIap bl KAMTaMachI3 €Tyl KepekK:

a) Colikec KEIMEWTIH XKYMBICTHI Oackapy OOWBIHIIA MIHACTTEp MEH OKUICTTIKTED
aMKbIHAAJIa bl

b) 3eprxaHama OENTIICHIeH TOyEeKEeNAep Il Talay MPOIECiHIH HETI31HIe KeIel jKOHE Y3aK
Mep3iMJIi iC-opeKeTTep alKbIH AT Ibl;

C) 3epTTeyyiep TOKTAiabl, ajl MalUeHTTepre 3usH KenTipy Kaymi Oap Oosica, ecenTep
CaKTaaJbl,

d) coiikecci3mik aHBIKTAJFaHFa JCHIH aJblHFAaH HEMECEe alblHYbl MYMKIH 3epTTey
HOTHOKENIEpIHEe OCcepiH Talnjaydbl Koca alFaHAa, COWKeC KEJIMEWUTIH XYMBICTBIH KIWHUKAJBIK
MaHBI3JIBUTBIFBIH Oaraliay xKyprizuien;

€) Colikec KeMEHNTIH JKYMBICTHIH KOJAIBUIBIFBI TYPaJIbl ICTIiM KaObLUTIaHaIbI;

f) kaxer OonFaH >KaFmaija 3epTTEy HOTIDKENEpl KalTa Kapamaabl, OJ Typajbl
naigananymsFa XxadapaaHaibl;

€) )KYMBICTBI KaiiTa 0acTayra pyKcaT OepreHi YIIiH jkayanKepIiaik KopceTuIe .

3epTxaHa CoMiKec emec >KYMBICTBIH KaWTallaHy KayIiHe COHKeC TY3eTy OpeKeTTepiH
KaObU1Iayhl Kepek (8.7 KapaHbI3).

3epTxaHa 7.5 a)-g)-ma KepceTUIreHaed colKec KEIMEHTIH XKYMBIC TeH OpeKeTTepiH
eceOiH XXYPri3yl Kepek.

7.6 [lepexTep/i koHe aKnapaTThbl 0acKapy
7.6.1 ’Kannwbl epexenep

3epTXaHalbIK KbI3METTI JKY3€Te achlpy YIIIH KaXKETTI JEpeKTep MEH aKmapar 3epTxaHa
YIIiH KOJDKETIMIII OOTYBI THIC.

Eckeprnenep

1  Ocwl craHmaprra <«3epTXaHajblK aKHapaTTHIK  OKYHelep» TEepMHUHI  KOMIIBIOTEpiepae  Je,
KOMITBIOTEpJICHOETEH XKYiienep/ie A KaMThUIFaH JIepeKTep MEH aKnaparThl 0acKapy/bl KaMTuabl. by TamanTapasia
Keibipeysepi KOMITBIOTEpJIeHOETeH JKYylellepre Kaparanja KOMITBIOTEPJICHIeH XKylieraepre KeOipek KaThICThl 00y
MYMKiH.

2 KomnbloTepiieHreH 3epTXaHalblK aKHmapaTThIK JKyieiaepMmeH OaitaHbicThl Toyekenaep 1SO 22367:2020
cTaHAapThIHAA, A.13-Te Kapanaibl.

3 AKnmapatrThIK KayilCi3IiKTi KaMTaMachl3 €Ty IIapajapbl, aKapaTThlH KYMSUIBUIBIFBIH, TYTACTBIFBIH JKOHE
KOJDKETIMIUTITIH KaMTaMachl3 eTYIIH CTpaTeTusuIapsl MeH 036K Toxipuoenepi ISO/IEC 27001:2022 crangapTHIHBIH
A KochIMIIachl AKITapaTTHIK KayilCi3MiKTi KaMTaMachl3 €Ty JKOHIHAeT1 YCHIHBIMIAapAa KeTipiIreH.

7.6.2 AknapartThl 0acKapy cajJachblHIaFbl OKIJIETTIKTEP MeH KayanKepuiiik

3epTxaHa MalMEHTTEepPre MEIUIMHANBIK KOMEK KOPCETyre ocep €Tyl MyMKIH aKMapaTThIK
KyHenepre KbI3MET KOpceTy MEH TYpPJCHIIpYAl Koca ajfaH/a, aKmapaTThIK Kyihenepai 6ackapy
CaJIaChIHJIAFBl OKIJICTTIKTEP MEH KayalKepIIUTIKTI aHBIKTaybl KEpeK. 3epTXaHa KOJJIaHbLIAThIH
3epTXaHaJIBIK aKMapaTThIK XKYHeIepre TONbIK jkayar Oepei.

7.6.3 AKnapatThIK Kyiiejaepai 6ackapy

3epTTeynep Typaibl JAepEeKTep MEH akKMapaTThl KHHAY, OHJECY, JKazy, ecem Oepy, cakray
HeMece 13/1ey YIIH Mai alaHbuIaThiH Kyie (Kyienep):

35





@

BMH: 990240006872. 3aka3 NeF-331916012024 o1 16.01.2024. MNonb3oBaTens: PIT Ha MXB "PecnybnnkaHcknin ueHTp Kposm" M3 PK

CT PK ISO 15189-2023 BbigaH PI'M Ha MXB «Ka3axCTaHCKUA MHCTUTYT CTaHAapTM3auum n MeTponormmn», besso3mesgHoe UCNoNib30BaHNE TONMLKO AN pe3neHToB Pecnybavkn KasaxcTaH

O6HoBNEH: 26.12.2023

KP CT ISO/IEC 15189-2023

a) OKeTKI3ymn  BajgujalusylaFaH  JKOHE  KYMBICKA  CHTI3UITeHTe  JIeHiH  OHBIH
(YHKIIMOHANABIFBIHA KATBICTHI 3epTXaHa/la BepuUKanusiIaHFaH Oomybl Kaxer. JKyiemeri ke3
KEJITeH ©e3repicTep, COHBIH ImmiHAe Oerae OarmapiiaMalblK JKacaKTamMaHbl Oanray HeMece
KAHAPTy, OJapAbl KYMBICTa KOJIJaHAp AQIJbIHIA aBTOPHU3AIMSUIAHYBI, KYKATTAIYybl JKOHE
BaJTUTAIASIIAHYbI KEPEK;

Eckeprnenep

1 Bamupmanms MeH BepuUKaIUsIFa 3epTXaHAIBIK aKIApaTTHIK JKYHe MEH 3epTXaHANBIK JKaOJbIK,
aypyxaHaJbIK MaHeHTTEP i SKIMIIIICHAIPY KYHeci KoHe aJFallIKsl MEeIUIIMHAIBIK KOMEK JKyHhenepi CHsIKTH 0acka
XKyHenep apacklHIArsl HHTEPEHCcTEpiH TYPHIC )KYMBIC icTeyi Kipei.

2 HappikTa KODKETIMII KOMMEpPUHMSUIBIK OargapiaManblK jkacakTama, erep OJ TaralbIHIalFaH cajana
omeTTeri KoNmaHpIcTa OoJica, JKETKUTKTI TYpAe BalMOaIisUlaHFaH (MBICAJIBI, MOTIHAEDP MEH DSICKTPOHIBIK
KecTelepli eHIeyre apHajraH OaFmapliaMallblK JKacaKTaMa JXKOHE callaHbl OacKapyra apHaiiFaH OarapiraMaliblk
yKacaKrama) IeTl caHayra OoJazpl.

b) Kyxkarranran, Oy perte KyKaTrama XYHEHIH KYHIEMIKTI (yHKIHMOHAJIbl OOMBIHIIA
KyKaTTaMaHbl KOca aJFaHJa, aBTOPJIAHABIPBUIFAH MalJajJaHylIbuIap YLIIH OHAM KOJDKETIMIi
00I1yBI THIC;

c) KyieHi pykcaTcel3 KIpyAeH KOpFay KoHE JepeKTepai OypmanaynaH HeMece
KOFANTYAAH KOpFay YUIiH KHOepKayilCi3 ik TajJanTapblH €CKepe OTBHIPHIN KOJAaHBIIATHIH OOTYhI
THIC;

d) ©nim GepymIiHiH epeKIeNirine colkec KeleTiH jKarnaiapia >KyMbIC ICTEHTIH HeMece
KOMITBIOTEpJIEHOCTEH JKyilenep KarmaiblHIa KOJMEH OpBIHIAIFAH JAEPEKTepIl EHTi3y MeH
TachIMaIIAYABIH AAIIITIHE KeMUIIIK OepeTiH mapTTapabl Ko3AeHTiH 00IybI THIC;

e) Jlepextep MeH akmapaTThIH TYTACTHIFBIH KaMTaMachl3 €TETIHJACH, COHAai-aK >KyHemik
ipKuTiCTepl JKOHE THICTI LIYFBUT IIapanap MEH TY3€Ty iC-KUMBULIAPbIH TIpKEYAl KaMTUTBIHIAM
KBI3MET KOPCETETIH OOITYHI THIC.

Ecenreynep MeH aepekTepi Oepy THICTI KyHeni TeKcepylepaeH oTyl Kepek.

7.6.4 Typanay ke3inaeri ;kocrapJiay

3epTxaHana akay OoNiFaH JKarjaiia Hemece 3epTXaHaHBIH KbI3METIHE ocep EeTeTiH
aKMapaTTHIK JKyHesep iCTeH MIBIKKaH Ke3/Ie ONepalusUIbIK KBI3METTI KOJay YIIiH JKOocIapIaHFaH
nporectep 0onybl Kepek. byl COHbIMEH KaTap HOTHXKeNep/i aBTOMATThI TYpJle TaHJayFa >KoHe
IIBIFapyFa KaTBICTHI.

7.6.5 CoIpTKBI OacKapy

3epTXaHabIK aKnapaTThIK Kyie (Kyhenep) OOBEKTIIEH ThIC HEMECE CHIPTKBI TIPOBaiep
apKbUIbI OacKapblIaThIH OHE KbI3MET KepCeTUIeTiH 0oJjca, 3epTXaHa NMpoBalepAiH Hemece
Kyiie OmepaTopbIHBIH OCBHl CTaHAAPTTHIH OAapibIK KOJJAHBUIATHIH TaJlAlTapblH CaKTaybIH
KaMTaMachI3 €Tyl THIC.

7.7 LlarsiMaap

7.7.1 llpouecc

3epTxaHaza mIarspIMAApAbI Kapay Iporieci 00ybl KepeK, OFaH KeM JIereHie MbIHajap Kipyi
KepeK:

a) MIaFBIMIAPIbI aly, OJapiAblH HETI3IEMEeCiH TEeKCepy kKoHe Kapay, COHJai-ak KaHmuai
)ayar 0epy opeKeTTepi KaObIIAaHybl KepeK JIereH IemIiM KaOblIaay MPOIeCiHIH CUTIaTTaMachl;
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Eckeprrie - marsIMaap/ s STy TY3€Ty opeKeTTepiHiH Kyprisityine akenyi (8.7 KapaHbI3) HEMece JKaKcapTy
NpOLIECiHe KipiC JIepeKTep peTiHJe MaianaHbulybl MyYMKiH (8.6 KapaHbI3).

b) omapapl menry ymiH KaObUIIaHFaH IIapanapabl Koca ajqfaHaa, MarsMIap/asl Kajaraiay
KOHE TIpKey;

) GapIIbIK KQKETT1 apaiapabl OpbIHAAY KEMIIIri.

[TarpiMmapasl Kapay MPOIECiHIH CHITaTTaMachl KOMIIUTIKKE KOJDKETIMTI 00JTyBI KEpeK.

7.7.2 lllarpIM aj1y

a) lllarpIMabpl amFaHHAH KEWIH 3epTXaHa IAFBIMHBIH ©31 JKayam OepeTiH 3epTXaHaHbIH
KBI3METIHE >KATaThIH/IBIFbIH/)KATIIAUTRIHIBIFBIH AHBIKTAYbl JKOHE, erep comnail Ooica, Oy
IIaFbpIMIBI STy YIIIH Irapajiap Kaosiiaaysl kepek (8.7.11 kapaHbI3).

b) IlareiM TyCKeH Ke3lle 3epTXaHa INAFbIMHBIH HETi3/ll €KeHIH aHBIKTay YILIIH OapIbIK
KQXXETTi aK[apaTThl )KHHAYBI KEPEK.

¢) MyMKiHaiTiHIIIe 3epTXaHa MIaFbIMHBIH QJIBIHFAHBIH PAacTaybl )KOHE OTIHIII OepyIIire OHbI
Tajjay HOTHDKENepl OOMBbIHINA aKmaparThl JKOHE, erep KaxeT OoJica, Tanaay OapbIChl Typasibl
ecernTep/i YChIHYHI THIC.

7.7.3 larpIMabI LIENTY

[arpiMaapael Kapay KoHe ISy eIIKaHIal KeMCITYIITIKKE oKeIMeyi Kepek.

[arpiMaapael MIEHTyII KapajlaThlH IIMaFbIMFa KATBICKI JKOK aJaMaap KY3ere achIpyehl,
Tangaysl )KoHe OekiTyl Tuic. Pecypcrap OyFan sxoi OepMENTIH JkaFaaiiapaa Ke3 KeJareH 0anama
Tocl OelTapanThIKKa KYMOH KENTipMeyl Kepek.

7.8 ToTenme xaraaifaapaa y3aikcis skymbIc icTeyiH axocnapiaay

3epTxaHa TOTEHILE JKaF/IaiIapra HeMece 3epTXaHaHbIH KbI3METI IIEKTeYIl HeMece MYMKIH
emec Oacka karjmanjapra OaiJIaHBICTBI TOYCKEJJIEepi aHBIKTayJbl KaMTamachl3 €Tyl JKoHE
COTCI3NIIKTEH KEHiH KYMBICBIH XaJFacThIpyFa MYMKIHIIK OepeTiH jkocmapiap/sl, IIapaiap/sl
YKOHE TEXHHUKAJIBIK IIapajapIbl KAMTUTBIH KEJIICUITeH CTPATETUsHbI 931pieyi KEPeK.

Kocnapnap aybIK-aybIK TEKCEpUIiNl TYpybl KEpeK, COHBIMEH Karap iC XY3iHIe MYMKiH
OOJIFaH Ke3J1e KoCTapiaHFaH jkayal TEKCepiayl Kepek.

3eprxaHa:

a) 3epTXaHaHbIH THICTI TEPCOHAIBIHBIH KAKETTUIIKTEPI MEH MYMKIHIIKTEPIH €CcKepe
OTBIPHII, TOTCHIIIE JKaFAaiIap Ke3iHAe IeH KO0 )KOCTIaphIH d31pIeyi;

b) akmapat 6epyi koHE 3epTXaHAHBIH THICTI IEPCOHAJIBI YIIIIH TPEHUHTTEP OTKI3YI,

C) TYBIHJIAUTBIH TOTEHIIIE JKaFAailiapra JIeH KOIOBI,

d) TereHmie >kaFmaliapIbIH calapiapblH OOJIBIpMay HEMece a3alTy IKOHIHIETI
mapanapapl TOTEHIIE >KaFJaiiIblH ayKbIMbIHA JKOHE OHBIH BIKTUMAN caligapiapblHa CoHKec
KaOBLIIayhl KEPEK.

Eckeptne - Tomwirsipak aknapatr CLST GP36-A-na [35] Gepinren.
8 MeHe:KMEeHT Kyl eciHiH TajanTapsbl

8.1 Kaansl Tajanrap

8.1.1 ’Kannwl epexenep

3epTxaHa OCHl CTaHJAPTTHIH TaJaNTapblH JOWEKTI OPBIHIAYAbI KOJIAY XKOHE KOpCeTy
MakcaTbIH/1a 6acKapy >KyHeciH Kypybl, KyXKaTTaybl, €HI13yl )KoHe KOJAaybl THIC.
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Backapy xyiieci, KeM JIereH/ie, MbIHAIApIbl KAMTYBI KEPEK:

— mingerrepi (8.1)

— MaKcaTTapbl MeH casicarthl (8.2)

— KyKarTtanrad aknapar (8.2, 8.3 sxoHe 8.4)

— JKaKcapTyFa apHaJFaH MYMKIHAIKTEp MEH TOyeKeJJAep/i O OOWBIHINA iC-KUMBLIIAP
(8.5)

— Y3mikci3 xakcapTy (8.6)

— Ty3eTy apekerTepi (8.7)

— Oaranay xoHe 1mki ayautrep (8.8)

— OaciIbUIBIK TapanbiHaH Tanaay (8.9)

8.1.2 MeHe:KMeHT KyHecCiHiH TaJanTapblH OpPbIHIAY

3eprxana (mbicanbl, ISO 9001 TamanrapsiHa ColiKec) cama MEHEIKMEHTI KYHeCiH Kypy,
€HTI3y oHe Koyjgay apkbutbl 8.1.1 [OGemiMmHIH TananTapbiHa] colikec kemyl MyMkiH (B.1
KOCBIMIIIACBIH KapaHbI3). byn cama MeHemkMmeHTI »xyieci 4-7-Oemimaep meH 8.2-8.9-ma
KOPCETIITEeH TaJanTapablH JOHEKTI OPBIHIATYBIH KOJIIAYhI )KOHE KOPCETY1 KEpEK.

8.1.3 MeHex:KMEHT :Kyiieci TypaJibl XxadbapaapJbIK

3epTxaHa 3epTXaHaHBIH OAaKbUIAYBIMEH JKYMBIC ICTEHTIH agaMaapblH MbIHAJap TYpalbl
xabapaap 60JIybIH KaMTaMachl3 €Tyl Kepek:

a) THICT1 MaKcaTTap MEH cascar;

b) eHIMIUIKTI KaKCapTyAbIH apTHIKIIBUIBIKTApHIH KOcCa alfaHjaa, oJIapAblH Oackapy
KYHWECIHIH THIMIILTITIHE KOCKaH YJeci;

C) MEHEDKMEHT JKYMECIHIH TajanTapblH cakTaMayblH cajllapiapsl.

8.2 MeHeaKMeHT KyHeciHiH KyKaTTaMachl

8.2.1 Kanns! epexenep

3epTxaHa O0acIIBUIBIFBI OCHI CTAaHIAPTTa KOWBUTFAH MIHIETTEP I OPBIHAAY YIIiH MaKcaTTap
MEH CascaTThl OeNrijeii, KyKaTTaiabl )KoHe KOJJAIbl KOHE OChl MIHACTTEPAl 3ePTXaHAIBIK
YUBIMHBIH OapJIbIK JICHIeH1H/Ie TaHy bl )KOHE 1CKE achIPYIbl KAMTaMacChI3 €TEIi.

Eckeprnie — Camanbl Oackapy XKyHWeciHIH Ky)KaTTapbl cara >KeHiHIeTi HycKayaa O0Jiybl MYMKiH, Oipak o
MIHZETTI eMec.

8.2.2 Ky3bIpeTTijik skoHe cana

Makcartap MeH cascaT 3epTXaHaHbIH KY3BIPETTUIIriHE, canachblHa >KOHE KeJiCUIreH
’KYMBICBIHA KaTBICTHI OOJTYbI KEpEK.

8.2.3 beiiiaaigikTi masenney

3eprxaHa OacHIBUIBIFBI MEHEIKMEHT KYHECIH o3ipiieyre >KOHE EHTI3Yre >XOHE OHBIH
TUIMALUIITIH YHEMI apTThIpyFa OeHIIILIIK A9eAepiH YChIHYBI KepeK.

8.2.4 Ky:xkatTama

Ocbl  CTaHIApTTBHIH TaJalTapblH OpBIHIAAyMEeH OaiaHbICTBl OapiblK KyXKaTTama,
MpoIiecTep, KyHherep MeH ka3danap MEHEDKMEHT KYHeciHe eHTI13UTyl KepeK, olapFa ciaTemenep
00I1yBl HEMece OJ1ap MEHEIKMEHT KYHeciMeH OaliIaHbICThI OOTYbI KEpEK.
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8.2.5 IlepconanabiH KOJKeTiMaiIiri

3epTxaHa KbI3METIHE TapThUIFaH OapiblK TEPCOHAJI cama >KyhHeci Ky’KaTTaMachIHBIH
OemiMaepiHe KoHE ONapIblH (DYHKIMsUIapbIHA KOJJAAHBUIATHIH THICTI aKMaparka KoJ JKeTKi3e
aTybl THIC.

8.3 MeHem:kMeHT KyleciHiH Ky’KaTTapblH 0aKbliay
8.3.1 ’Kannsl epexenep

3epTXaHa OChl CTaHJIAPTTBIH OPBIHJATYbIHA KATHICTHI (IIIKi OHE CBIPTKBI) KyXKaTTap.Ibl
OaKbUIaybl KEPEK.

Eckeprrie - OChl TypFbIIa «KyKaT» 3epTXaHa CasCaThlH, ONepalysuIapIsl OpbIHIAY KOHIHIETi Iapa MeH
JKaJIplHAMaHbBI, OJIOK-CXeMalapAbl, KOJJaHy >JKOHIHIETI HYCKayJIbIKTapAsl, epeKIIeNiKTepai, OHIIPYIIiHiH
HYCKayJIBIKTapblH, KaJIuOpJiey KecTellepiH, OMOIOTHsUIBIK peepeHTTIK HHTEPBAILAAP/IbI JKOHE OJIapAbIH KO3JepiH,
JMarpaMMarnapibl, IUlaKatTapiabl, XabapiaHIbIpyiaplsl, MEMOpaHAyMIapibl, OaraapilaMaiblK Ky)KaTTaMaHBbI,
ceI30anap/pl, JKOCHapiapibl, KeJicIMAEpHl J>XKOHE 3epTTey oAicTepl, NEepPCOHANbIH KbI3METIH CHIIATTaHThIH
Ky)XaTTap, 9JicTep, Ky)KaTTap aJblHFaH HOPMATHBTIK KY)KaTTap, 3aHAap, CTaHAAPTTap JKOHE OKYJBIKTap CHUSKTHI
CBIPTKBI KY)KaTTap, KbI3METKEPIICP/IiH OUTIKTUITIH CHUITATTAlThIH (MBICABL, J1aya3bIMIbIK HYCKaYJIBIKTap) )KoHE T. O.
Kykarrap Oomyel MymKkiH. Omap Ke3 KENreH HBICAaHAa JKOHE Ke3 KENTeH TacyhllTa (MbIcajbl, Kara3 HeMece
IUQPIABIK) OOTYBl MYMKIiH.

8.3.2 Ky:kaTtTapasl 0akpLiay

3epTxaHa MbIHAJIAP]IbI KAMTaMachI3 €Tyl KepekK:

a) Ky)KaTTapsl Olpereil CoMKecTeHIipy;

b) coiikecTirin aiKbIHIAYy YIIIH ToKiprHOeci MEH Ky3bIpeTi 0ap YoKUIETTI MepcoHaIbl
HIBIFapap ajaAblHIa KYXKATTapabl COMKECTIK MOHIHE OEKITY;

C) KYKaTTapbl KOKETTUIIrHE Kapail Mep3iMIi KaiiTa Kapay jKoHe ©3eKTEeHAIPY;

d) maiimanaHy OpBIHIAPBIHIA KOJIAHBUIATHIH KYXKATTApAbIH THICTI HYCKaJapblHa KOJ
KETKI3Y JKOHE KaKeT O0JIFaH JKaFmaia onapblH TapalybiH OakbUiay;

€) Ky)KaTTapbIH ©3repyiH KOHE aFbIMJIaFbl KalTa Kapay MopTeOeCiH COMKECTEHIIPY;

f) KyKaTTapaBl pYKCaTChI3 ©3TePTYIIEPACH KOHE JKOI0JaH KOPFay;

g) KyKaTTapabl pYKCaTChI3 KipyAeH KOpFay;

h) erep omap kaHmaii na Oip MakcaTTa cakrajca, THICTI COMKECTEHIIPYMEH ecKipreH
KyKaTTap/apl OailkaychI3/ia maiaianyablH ajlablH ay;

1) opbip eckipreH OacKapbLIaThIH KY)KAaTThIH K€M JIeTeH/ie Oip Kara3 HeMece dJIEKTPOHIBIK
KelipMeciH Oenriyi Oip yakbIT Ke3€H1 IIIHAE HEeMece KOJIAHBUIATBIH TajanTapra COWKec
CakTay.

8.4 ’Kaszbanapasl 6akpLIay
8.4.1 /Kazdaunap xkacay
3epTXaHa OCBHl CTaHIApT TaJaNnTapblHBIH OPBIHAAIYBIH KOpCEeTYy VIIIH OKbUIATHIH

’az0amapapl KYpybl )KOHE CaKTaybl KEpeK.
JKazbanap 3epTTey canacbiHa acep €TeTiH oapOip opeKeTTi OpbIHIaFaH COTTE JKacajabl.

Eckeprne - J)Kaz0amap TaCyBIIITHIH Ke3 KEJTSH HBICAHBIH/IA JKOHE Ke3 KEeJITeH THITIHIE CaKTaIybl MYMKIH.
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8.4.2 ’Kazbanapasbl e3repTy

3eprxaHa >kazOanmapAblH ©3repyiH alIbIHFBl HYCKajapra JeHiH HeMece aJIFaIlKbl
3epTTeyiepre nediH i3meyre OOJATBHIHABIFBIH KaMTaMachl3 €Tyl KepeK. bacTamkbl >koHE
©3repTUITeH JACpeKTep MEH (Qailnmap, COHBIH IMIIHAE KYHI JKOHE KaKeT OOJIFaH Karmaiina
©3repTyJiep EHTi3y YaKbIThl, ©3TepPTUITeH acCHeKTIep MEH ©3TepTyliep CHTI3TeH IepCOHal
CaKTaJabl.

8.4.3 ’Kaszbanapasbl cakray

a) 3epTxaHa o3iHIH jka30alapblH COWKECTEHIIPY, CaKTay, PYKCaTChI3 KIPYACH J>KOHE
e3repTylleH KOpFay, CaKTBIK KeIllipMe )acay, MyparaTTay, aiy, o3 jka30alapblH Cakray »oHe
YKOTO YIIIIH KQXKETT1 Iapagap/ibl €Hri3yi Kepek.

b) XKazbanapasl cakTay Mep3iMepi KopceTiyi THiC.

l-eckeprne - Tamantapra KOCBIMINA, CaKTay Mep3iMiepi aHBIKTAIFaH TOYEKENAep HETi3iHIe TaHIaTybl
MYMKiH.

C) ATIBIHFaH 3epTTEy HOTHKEIIEPIH KAXKETTI YaKbIT 1MIIHIe HEMECe CypaTy OOMBIHINA aTyFa
0o0J1aIbl.

d) Bapawik jka3z0a Oykin cakray Ke3eHIHIE KOJDKETIMIl OOJIybl, 3epTXaHa jka3z0amapisl
CaKTaWTBIH K€3 KEJTeH OpTa/a OKbUTYbI )KOHE 3epTXaHa OacCHIbUIBIFBI TEKCEPYl YIIIH KOJDKETIMI
0omysl Kepek (8.9 kapaHbI3).

2-eckeprrie - Illapanapasiy 6enrini 6ip TypiepiHe (MbICajbl, TUCTOJIOTHSUIBIK, MEAUATPHUAIIBIK 3€PTTEYIIep)
KATBICTBI 3aHJIBI XKayaIKepIIUIiK Macelnenepi Oenrim Oip jkazbamapnsl 0acka jkazbanapra KaparaHaa oieKaiina
y3aK yaKBIT CaKTay/Ibl KQXKET €Tyl MyMKIiH.

8.5 Keringipyre apHajJraH MYMKIHAIKTep MeH ToyeKeJJAepAi KOKFa apHAJIFaH
peKeTTep

8.5.1 ’Kakcapryra apHaJFaH MYMKIHIIKTepP MeH TdyeKeJAepAi aHbIKTay

3epTxaHa MbIHaJald MaKcaTTa ©3iHIH KbI3METiIHE OaiJIaHBICTBI YKaKCaApTy MYMKIHIIKTEpP1
MEH ToyeKeJIep il aHBIKTaybl KepeK:

a) 3epTXaHa KBI3METIHAETI KaXETCi3 KYOBLIBICTAp MEH BIKTUMaT OY3YIIBUIBIKTAPIBIH
aJJIbIH aJly HEMECE a3alTy

b) Komaiiibpl MyMKIHIIKTEpre COlKec 9pEeKeT €Ty apKbUIbI XKaKcapTyFa KO KeTKi3y

C) camaHbl OacKapy >KYHECIHIH KOocCTapilaHFaH HOTIDKEJIepre KOJ JKETKI3Yy/l KaMTamachi3
eTEeTiHIHE KeMUIIIK Oepy

d) manmenTTepal EMICY YIIIH TOyeKeIIepAl a3auTy

€) 3epTXaHaHbIH MAaKCaThl MEH MiHAETTEPiHE KOJ JKETKi3yre BIKIa eTy.

8.5.2 KakcapTyra apHajIFaH MYMKiHIIKTEepP MeH TdyeKeJiepre KaTbICThI dpeKeTTep

3epTxaHa OachIMIBIKTApbl AWKBIHIAI, AHBIKTAIFAH TOYEKeNJepre KAaThICTHI Iapanap
KaObUIIaybl Kepek. Toyekenaepl >KOW YIIH KaObUTAHATBHIH 1C-OPEKETTEp 3epPTXaHAIBIK
3epTTeYJIepiH HOTIDKEIEpiHe, COHAal-aK TMalMeHTTep MEH IMePCOHAIIBIH Kayilci3airine
BIKTUMAJI 9CEPTe MPOMOPIIMOHAIIBI OOTYHI THIC.

3epTxaHa ToyeKellep MEH MYMKIiHAIKTepre KaTbICThl KaObUIAaHFaH IICHIIMIEP MEH
KaOBUITaHFaH OPEKETTEPl TIPKEYl KepeK.
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3epTxaHa aHBIKTAJFaH TOYEKENACp MEH JKaKCcapTy MYMKIHIIKTepl OoibIHIIA ic-
KUMBUIAAP/Abl ©31HIH MEHEIKMEHT JXYHeciHe OipiKTipin, eHri3yl >KoHEe OJapAblH THUIMAUITIH
Oarasaybl THIC.

Eckeprnenep

1 Toyekenmepai XKOK HYCKaJapbl KaTepiiepi AaHBIKTAy JKOHE AJIJBIH allyJbl, TOYCKENl KO3iH >KOKOJIBI,
TOYEKEJiH BIKTUMAIABIFEIH HEMeCe CalIapblH a3alTy[sl, TOyeKenai Oepymi, akcapTy MYMKIHZITIH iCKe achIpy
YIIiH ToyeKemai KaObUIaayAbl HeMece HeTi3/IeireH IIenrM KaObuigay apKbUIbl ToyeKemli KaObuimaymsl KaMTYBI
MYMKiH.

2 Ocsl craHmapT 3epTXaHalaH TOYyeKeIIep[i aHBIKTAyIbl JKOHE JKOIOABI Talall €TKEHIMEH, ToyeKeaepIi
OackapyIblH KaHZai ma Oip HaKTHI oMiciHe KOMBUIATHIH TalamTap XKOK. 3epTxaHamap Hyckay perinme ISO 22367
xone [SO 35001 xommana amajbl.

3 XKakcapryra apHanFaH MYMKIHJIKTEp 3epTXaHa KbI3METI CaJIACBIHBIH KCHCIOIHE, JKaHA TCXHOJIOTHsIapIbI
KOJIJaHyFa HEMece NAalMeHTTep MCH MaliJaNaHyIIbUIapIblH KaKCTTUTIKTEPIH KaHAFATTAHIBIPY VIINIH Oacka
MYMKIHJIIKTEp jKacayFa 9KeJyl MYMKiH.

8.6 ’Kaxkcaprty
8.6.1 Y3aikci3 :xaKcapty

a) 3epTxaHa MaKcaTTap MEH casicarTa KepceTUIreH el Tanaayra AeHinTi, TanjamMalsl )KoHe
TajngaylaH KeWiHT1 TpolecTepAl Koca aiFaH[a, MEHEIKMEHT JKYMECIHIH THIMAUIIIH YHeMi
apTTHIPYHI KEPEK.

b) 3eprxaHa >kakcapTyra apHaJFaH MYMKIHIIKTEpJl aHBIKTAlN, TaHJAaybl, COHIAH-aK Ke3
KEJreH KaKeTTI opeKeTTepAl a3ipieyi, KyXKaTTaybl >KOHE JKy3ere achIpybl Kepek. JKakcapry
mapajgapbl TOYEKENJep MEH aHBIKTaJFaH MYMKIHAIKTEpai Oaramay HETI3iHIE €H KOFaphl
OachIMIBIKKA M€ cananapra OareITTanybl Kepek (8.5 KapaHbI3).

Eckeprnie - JXakcapTy MYMKiHIIKTepiH Toyekesnaepiai Oaranay, cascaTThl IaijajaHy, OINEpPaHsIbIK
mrapanapasl IOy, JKallbl MakcaTTap, CHIPTKBI Oaranay Typaibl ecenTep, iIKi ayAuT HOTIDKENepi, ImarsiMaap,
TY3eTy OpeKeTTepi, OaCIUBUIBIK TapamblHAH Tajjdy, IEepPCOHAIABIH  YCHIHBICTaphl, IAlUEHTTEp MEH
maiianaHymIbUIapAbIH  YCHIHBICTapel HeMmece mikipimepi, [QC mepekTepi MEH HOTIDKENEpiH Tangay apKbUIBI
QHBIKTAIybl MYMKIH.

¢) 3epTxaHa KaObUIJaHFaH OPEKETTEP/IIH THIMIUIITIH Oaraaaybl Kepek.

d) 3epTxaHa OacIIBUIBIFBI 3€PTXAaHAHBIH MMALMEHTTEPre KOMEK KOPCETY IIH THICTI canaiapsl
MEH HOTIDKEJEpIH KaMTUTBIH Y3/IKCI3 IKaKCcapTy »JKOHIHJErl ic-lrapajgapra KaThICYbIH
KaMTaMachI3 €Tyl THiC.

e) 3epTxaHa OacHIBUIBIFBI TMEPCOHAIABIH Ha3apblHA >KaKCapTy JKOHIHJET >KOcIapiapbiH
’KOHE THICTI MaKCaTTapbIH JKETKi3yl THIC.

8.6.2 3eprxana mamueHTTepiMeH, NMaliJajJaHyIIbIJIAPDMEH jK9HEe IEePCOHAJIMEH Kepi
OailyiaHBIC

3epTxaHa ©3 MaIMEHTTEPiHEH, Mai aaHyIIbIIapIaH KoHE TEPCOHANAaH Kepl OaiylaHbIC
cypaybl kepek. Kepi Oaitmanpic Tanmmasbein, Oackapy KYyWeciH, 3epTXaHa KbI3METiH >KOHE
naiiiaanymslIapra apHaiIFaH KbI3METTep/l KaKcapTy YIIiH MaigalaHbuUTybl KEPeK.

Kepi Oaiinmanpic, COHBIH imIiHAE KaObUITaHFaH OpEKeTTep Typalbl jkazbamap Kyprizinyi
kepek. [lepconanra omapnbiH Tikipjepi Heri3iHae KaObUIIaHFaH OpEeKeTTep Typaibl akmapar
Oepinyi Kepek.
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8.7 CaiikeccizmikTep “koHe Ty3eTYlli dJpeKeTTep
8.7.1 Coiikecci3iik TybIHIaFaH Ke3/1eri dpeKkeTTep

Coiikecci3 ik TybIHIAFaH Ke3/1€ 3epTXaHa OblIail OpeKeT €Tyl THIC:

a) Calikeccizikke xayar Oepyi xoHe, erep Kaxer dosca:

1) colikecci3miKTi OaKbLIAay KOHE OHBI KOO YIITIH JIEPEy OPEKET eTyi;

2) TuicTi agamra aknapat Oepy/i Koca alFaH/aa, MAUeHTTIH Kayilci3irine epexiie Hazap
ayzapa OTBIPBII, calapaapabl )KOIOBI.

b) CailikeccizaikTiy ce6elin (cebenTepin) aHbIKTAYHI.

c) backa xeprepae KailTalaHy HeMece€ TYBIHIAY BIKTUMAIIBIFBIH a3aliTy YIIIiH
colikecci3iKTiH ce0ebiH (cebenTepiH) KOO YIIIH TOMEHJAETiAeH >KoIJapMeH Ty3eTy
OpEKEeTTEPiHIH KAKETTUIITH Oaraaybl:

1) coiikecci3iKTi Kapay >KoHE Talaay;

2) yKcac coikecci3fikTep Oap-)KOFBIH HEMece OJiapJblH Taiga O0oybl MYMKIH €KCHIH
aHBIKTAY,

3) erep colKecci3miK KaWTanmaHca, BIKTUMAJ TOYEKeN i (ToyeKeAep/Il) )KOHE calliapiiapbl
Oaranay.

d) BapabIK Ka)KeTTi OpeKeTTi OPBHIHIAYHI.

e¢) bapnbik KaObUIIaHFaH TY3€Ty 9pEKeTTEPiHIH THIMIUTITIH TajAaybl )KoHe Oaranaysl.

f) Kaxxet OosrraH *armaiiia, )kakcapTy YIIiH TOyeKeIaep MEH MyMKIHAIKTEP Al TaJIIaybl.

g) Kaxxer Oonran sxariaiiia, MCHEDKMEHT JKYHeCiHEe e3repicTep eHIi3yl KaKeT.

8.7.2 Tyseryuui opexerTepaid THiMaimiri

Tyzerymri opekeTTep aHBIKTAJIFAH COMKECCI3AIKTEPAIH caijapiapblHa COMKeC Kemyl yKoHe
aHBIKTaJIFaH ce0enTi (cebenTep/i) KOKBI THIC.

8.7.3 CoiikeccizaikTep KoHe TY3eTyIlli dpeKeTTep TypaJibl :kazdaaap

3eprxaHa xaz0amapbl:

a) COWKECCI3MIKTEp CHUIATHIHBIH, ce0eOiHiH (ceOenTepiHiH) JKOHE Ke3 KelreH KeWiHTi
KaOBUITaHFaH OPEKETTEPIIH, )KOHE

b) Ke3 KenreH TY3eTyIll opeKeTTepAiH TUIMIUIIrIH OaranayblH JoJeNi PeTiHAe CaKTaybl
KEpeK.

8.8 bara Gepy

8.8.1 Kanns! epexenep

3epTxaHa Oackapy, KOJjay JKoHE Tajjayra JCUiHTi, Talgamaibl XKoHe TalgayldaH KeWiHTi
IpolecTep MalUeHTTEP MEH 3epTXaHa MailanaHylIblUIapblHbIH KQKETTUIIKTEP1 MEH TalanTapblH
KaHaFaTTaHIBIPaThIHBIH, COHJIAl-aK OCBhl CTaHJAPTTBHIH TaJlaTapblHA COMKECTIrH KaMTaMachl3
€Ty YIIIiH >KOCIIapIaHFaH yaKbIT apaJIbIFbIH/IA OaFajay )Kypri3yi Kepek.

8.8.2 Cana kepcerkimrepi

Cama xepceTKimTepiH MOHUTOPUHTLIEY mporieci [5.5 d) kapaHbI3)] kocmapiaHybl Kepek,
OFaH MakcaTTap, oJICHaMamap, TYCIHIIpyJiep, IIeKTeyJep, IC-KUMbUI JKOCHaphl KOHE
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MOHUTOPHMHTIJICY Y3aKTBIFBI Kipemi. OnmapaplH OJaH Opl COMKECTINH KaMTaMachl3 €Ty YIIiH
KOPCETKIIITEp aybIK-aybIK KaiiTa Kapaaybl THIC.

8.8.3 Imki ayaurTep

8.8.3.1 3eprxaHa MEHEIKMEHT >KYHecCiHIH Oap-KOFbl Typajbl akmapar aiy VIIiH
YKOcTIapJlaHFaH MHTEPBAJJIap apKbUIbI 1K1 ayIUTTEP )KYPrizyl Kepek:

a) ©31HIH MEHEDKMEHT XYWeCiHe, OHBIH IIIHAE 3epPTXaHAIBIK KbI3METKE KOWBLIATHIH
3epTXaHaHbIH O3 TaJaNnTapblHa COMKEC Kelle Me;

b) oCBI CTaHAAPTTHIH TalaNTapbIHA COUKEC Kelle Me; )KOHE

b) HOTHOKEI eHTi3UIreH Oe KOHE ICKe achIphblia aja ma.

8.8.3.2 3eprxana imki ayauT OaraapiaMachlH >KOCIApIiaybl, d3ipiieyi, €HIi3yl )KoHEe icKe
aChIPYBI THIC, COHBIH 1IIIHJIE:

a) MAIlMEeHTTep YUIIH 3epTXaHaJbIK KbI3METTIH ToyeKeIiHe OachIMIIBIK Oepieni;

b) aHBIKTaNFaH TOyeKeNAEp/i; CBHIPTKbI Oarajayliap MEH aJIbIHFBI 1IIKI ayJIUTTEePIiH
HOTHXKEINIEPiH;, COHWKECCI3MIKTep, WHIMISCHTTEp MEH IIaFbIMIAPIbIH TYBIHIAYbIH; 3epTXaHa
KBI3METIHE 9CEP €TETIH O3TepicTep Il €CKepeTiH rpaduK;

c) opOip ayauT yIIiH ayAUTTiH Oenriii 6ip MakcaTTapbl, eJIIeMIIapTTapbl MEH KOJIeMi;

d) 3epTxaHaHbIH MEHEIPKMEHT KXYWECIHIH HOTHXENIUIITIH Oaranayra JailbIHIaIFaH, OLTIKTI
KOHE YOKIJICTTI J)KQHE, erep pecypcrap MYMKIHIK Oepce, ayJJUTKe *KaTaThlH KbI3METKE TOYeJCi3
ayJAUTOpIapAbl TAHAAY;

€) ayIUT IPOIECiHIH OOBEKTUBTLIIT MEH OeUTapanThIFbIH KAMTaMachl3 €Ty,

f) ayauT HOTHOKENepiHiH THICTI TepCOHANIFa OCpUITeHIHE KEeTUIIK;

€) HeTi3Ci3 KilipicCi3 KAKETTI TY3eTy KOHE TY3ETYII dPEKETTep;

h) sxaz0amapasl ayauT OarmapiiaMackl MEH ayJIUT HOTIKEIEPIHIH OPBIHIATYBIHBIH J9JIEII
peTiHe caKray.

Eckeptrie - ISO 19011 MeHemKMEHT skylenepiHiH ayauTi OOHBIHIIA HYCKAYAaH TYPaIbl.
8.9 bacbIBIK TapanbIHAH Talaay
8.9.1 Kanns! epexenep

3epTxaHa OacIIBUIBIFBI OCBHl CTAHAAPTTHIH TaJAaTapblH OPBIHAAYMEH OalIaHbICTHI
MOJIIMJICNITEH casicaTTap MEH MaKcaTTapabl KOca alfaHja, OHBIH TYPAaKTHl >KapaMJIbLIBIFBIH,
OapalapibIFbl MEH HOTIKENUIINiH KaMTaMachl3 €Ty YILIIH J>KOCHapjaHfaH Ke3eHIUTIKICH
MEHEDKMEHT KYHECIH TaJl1aybl THIC.

8.9.2 Tannayra apHajraH Kipic 1epexkrep

Bacmibutblk TaparnbiHaH TangayFa apHalFaH Kipic AEPEeKTEp TIpKeNlyl *KoHE KeM JeTeHe
KeJeciyepi Oaranayabl KAMTYBI KEPEeK:

a) OacHmIbUTBIK TapamblHaH OOJFaH aBIHFBI TaJJayJlapJblH HOTHXeepl OONBbIHINA ic-
KUMBLIAAp MOpTeOeci, MEHEKMEHT KYHECIHEr 11IKI dKoHE CBIPTKBI ©3repicTep, 3epTXaHalIbIK
KBI3MET KOJIeM1 MEH THIIIHIET1 63TepicTep JKOHE PECypCTapAblH KETKUTIKTLIIT;

b) MakcaTTapra KoJ JKeTKi3y JKoHe casicaT IeH IapaiapablH COHKECTIri;

C) COHFBI OaraaysapIbIH HOTHXKENEepl, cara KOPCETKIMTEPiH maijanana OThIPHIT MPOIIECTi
MOHUTOPHUHILICY, IMIKI ayIuTTep, COMKECCI3mIKTepAl Tanjay, TY3ETYIll OpEKETTEep, CHIPTKBI
oprasaap/ el Oaramnay;

d) marmeHTTEepAIH, MaiAaTaHyIIBUIAP/IBIH XKOHE MEPCOHAABIH MiKipJIepi MEH MIaFbIMAAPHI,
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€) HOTHDKEHIH NYPBICTHIFBI CallaChIHBIH KETIJIIr;

f) xaxkcapTyra apHaJgFaH MYMKIHIIKTED MEH TOyeKeNAepHAi O YIIiH KaObUITaHFaH
OpEeKeTTep MEH Ke3 KEJITCeH SHIIPIITEH JKaKcapTyIap IblH THIMITIT,

€) CBIPTKBI JKETKI3YIILICPIiH KYMBICHI,

h) 3epTxanaapanbIK caBICTRIPY OaFaapiaMagapbiHa KaThICY HOTHKENEPI;

1) POCT xp13MmeTiH Oaranay;,

]) MOHUTOPHUHTIJIEY )KOHE OKBITY ic-IITapajiapbl CUSIKTHI 0acKa a THICTI GakTopiap.

8.9.3 TanpayabiH MILIFBIC AepeKTEPi

BacuibuiblK TapanblHaH TanAayAaH allbIHFaH IIBIFBIC JEPEeKTep KeM JETeHJIIe MbIHAlapFa
KATBICTHI IICUTIMAECP MEH OPEKETTEP/I1 Ka3y OOIybI THIC:

a) MCHEDKMEHT JKYHECiHIH KOHE OHBIH MPOIECTEPIHIH THIMILTIT,

b) OChl CTaHIAPTTHIH TaNaNTapblH OpPBIHAAYMEH OalIaHBICTHI 3€pTXaHa KbI3METIH
KaKCcapTy;

C) K&XETTi pecypcrapbl Oepy;

d) manueHTTep MEH MalJaaHyIIbIapFa KbI3MET KOPCETY/Il XKaKCapTy;

€) e3repicTepiiH Ke3 KelNreH KaXeTTUTir .

3epTxaHa OacHIBLIBIFBI OACIIBUIBIK TapanblHAH TaJJIayJaH TYBIHJAAWTBIH 1C-OpEKETTEPAiH
OenrijieHreH Mep3im/ie asKTalyblH KaMTaMachl3 €Tyl THiC.

bacmibiblK  TapambiHaH TaimaygaH TYBIHIAWUTBIH KOPBITHBIHABUIAD MEH iC-OpEKeTTep
3epTXaHa MepCOHAJIBIHBIH Ha3apbIHA KETKI31Tyl THIC.
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A KoChIMIIACHI
(aknapammuix)

Empey opHbl 00oiibIHIIA 3epTTEyre KOMbLIaThIH KochbiMia Tananrtap (POCT)
A.1 Kaansl epesxkesiep

Ocol kocbiMmaza POCT xyprizy jkeHiHAE 3epTxXaHara KOWBLIATBIH, HETI3Ti MOTIHJE
OasiHIaNFaHIapJaH epeKIIeNIeHeTIH HeMece TOJBIKThIPAThIH KOChIMIIIA TajanTap CUIaTTallafbl.
byn Tamantap 3epTxaHaHbIH YHBIMIApra, OeliMaepre SJKOHE OJapAblH IEpCOHANIbIHA
KYPBUIFBIAPABI TAHIAyFa, TIEPCOHAABI OKBITYFA, canaHbl KaMmTaMmachl3 eTyre kone POCT Oykin
mpolecin 6ackapyra KaTbICThl MiHACTTEPIH aHBIKTANIbI.

[TaneHTTIH ©31H-031 TeCTUICYl MYH/Ia TAJTKbIIaHOAN I, O1paK OyJT KY>KaTThIH dJIEMEHTTEP1
©31H-031 TecTiieyre J1e KOJAaHbUTYybl MYMKIiH.

1-eckepriie - ISO/TS 22583 3epTxaHaNBIK KOJIayMEH OalIaHBICTHI €eMeC KbI3METTEpPre apHalFaH HYCKAYIbI
KaMTHU/IbI.

2-eckeprrie - ISO 15190 xone ISO 22367 POCT »xypri3y Ke3iHae Kayilci3ik jKoHE TOyeKell acleKTisiepi
OOMBIHIIIA HYCKA/Ibl KAMTH/IBL.

A.2 POCT 6ackapy

YiieivabiH, OacmibuiblFbl POCT skyprizeTiH AoiAiK TEH camaHbl OaKbpUTAYABIH THICTI
MpoIecTepiHiy O0TybIH KaMTaMachl3 €TYTe JKayarThl.

3epTxaHa MeH 3epTxaHa KoimalTeiH »oHe POCT malimanaHaTeiH 0Oacka OpBIHAAP
apachlHIAFbl CEPBUCTIK KETICIMIEp YHBIM IMIHAETI THICTI MIHASTTEP MEH OKUICTTIKTEP/iH
aHBIKTATYbIHA YKOHE OPBIHIAYIIBUIAP IBIH Ha3apbIHA KETKi31TyiHe Kenaik Oepyi THic.

Bbyn keniciMaep KIMHUKAIBIK jKOHE, KaXeT OOJiFaH >KarJaija, KapKbUIbIK MaKyJigayFa ue
O0ITyBI KEpeK.

byn xei3mer kepcetry typanbl kemicimaep POCT maiimanaHaTeiH OeiMAEpMEH Kacarybl
KEpeK >KoHE oJIapAbl MeIUIIMHA KbI3METKepIIepi TOOBI (MBICaIIbl, MEAULIMHAIIBIK KOHCYJIBTATUBTIK
KOMHTET) OacKapa ayajibl.

A.3 Cana keninairi 6argapaamacsl

3eprxana POCT camacpiHa jkayanThl THICTI JAWBIHABIFBI MEH TOXipuOeci Oap amamIibl
TaraiipiHAaybl Kepek, o1 POCT-ka KaTbICThl 0OJIKTE OCHI CTAHIAPTTHIH TallalTapbIH TEKCEPYIi
YKOHE COJIapFa COMKECTIKTI KaMTH/IbI.

A.4 OkbITy OargapJjamMachl

OxpiTyabl 6ackapy xoHe POCT opbIHIaNTHIH IEpCOHAIABIH KY3bIPETTUIITH Oaranay yIiH
THICTI JAWBIHABIFBI MEH TOXKiprOeci Oap ajgaM TaralbIHAATYBl KEPEK.

Hyckaymer POCT 6apibik mepcoHanbl YIITiH THICTI TEOPUSIIBIK JKOHE MPAKTUKAIBIK OKBITY
OarapiamMachIH 33ipIieyi, eHri3yl )KoHe KOJAaybl KepekK.
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B kochiMmacel
(aknapammuix)

ISO 9001 mMeH ochbl CTAHAAPTTHI CAIBICTBIPY

ISO 9001 ISO 9000 camanbl Gackapy >KeHIHJAErl CTaHAAPTTAP TOOBIHBIH Oeuiri OOJbINI
TaOBUTA B KOHE cala MEHEHKMEHTI JKyHeciHe KOMBIIATRIH TamanTap/el oenrineiai. B.1 kecteci
ocel ctanapt nex [SO 9001 apacsiHAaFb! TYXKBIPHIMIAMAIIBIK ©3apa 0aiiIaHBICTHI KOPCETE/].

Ocs1 crangapTThiH O0ackuibiM Gopmatel ISO/IEC 17025 ¢opmarbiHa KeOipek yKcaiabl, 01
MEAUWIIMHAIBIK 3epTXaHajap VIIH HAKThl TY3€TUIT€H OCHI CTAaHAAPTTBHIH KYPBUIBIMBI YIIIiH
MoOJieTb peTiHAe naijananbliaabl. B.2 kecteciHze OChl €Ki CTaHAapT apachlHAAFbl CAIbICTBIPY

KOpPCETUITeH.

B.1 kecreci — ISO 9001 MeH ochbl CTAHAAPTTHI CAJIBICTBIPY

ISO 9001

Ocsl cranaapt

1 Konpanbuty canacel

1 Konpanbuty canacel

2. HopmaTuBTiK ciaTemenep

2 HopmaTuBTIK ciaTemernep

3 Tepmunaep MEH aHbIKTaMaliap

3 TepMmunaep MEH aHbIKTaMajiap

4 ¥WbIMIIacTBIPY OPTACHI

4.1 ¥UibIMIACTBIPYBIH KOHE OHBIH OPTaChIHBIH
TYCIHIr1

4.2 Mynneni TapanTapablH KaKETTUTIKTepl MEH
YMITTEpiH TYCIHY

4.3 Cama MEHEKMEHTI XYHWECIHIH KOJJaHy
CaJlaChlH aHBIKTAY

4.4 Cama MEHEIDKMEHTI >XKyHecl >XOHE OHBIH
mporecTepi

4 Xanme! Tanantap
4.1 belitapanTbiK

4.2 KynusiibUIbIK
4.2.1 Aknapattbl Oackapy
4.2.2 AKnaparTsl aury

4.2.3 TlepcoHanaplH XKayanmKepIIIir

4.3 ITanmenTTepre KOMbUIATHIH TaJIalTap
5.1 3anap! TyIIFA

8 MeHeKMEHT KYHECIHIH TananTapbl
8.1 XKanmsl Tananrap

8.1.1 JKannel epexenep

5 Kom0acisuibIK

5.1 KemOacusuIbIK KoHE OeHUIIUTIK

5.1.1 XKanmer epexenep

5.1.2 TyreiHymIBIIApFa OaFaapiaany

5.2 Cascar

5.2.1 Cana camachlHIAFbI CasgCaTTHI d31piey
5.2.2 Cana casicaThl TypaJbl aKImaparThl TapaTy

5.3 ¥Yieimparel QyHKIOUsIAp, >KayanKepIiIik
KOHE OKUIETTIKTEP

5 KypbuibiM MeH Oackapyra KOWBUIATHIH
TayanTap
5.2 3epTxaHa O0aCIIBICHI

5.2.1 3epTxana GacHIBICHIHBIH KY3BIPETTUIIT
5.2.2 3epTxana 0acHIBICHIHBIH JKayarKepIIiIiTi
5.2.3 Minaerrtepai TabbicTay

5.3 3epTxaHaibIK KbI3MET

5.3.1 XKanmer epexenep

5.3.2 TananTapra COWKeCTIK
5.3.3 Kenec 6epy KbI3MeTi

5.4 KypbUTbIM MEH OKIIETTIKTEp
5.4.1 XKanmer epexenep

5.4.2 Camna MeHeIKMEHTI
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KP CT ISO/IEC 15189-2023

B. 1 xecmecinin orcanzacol

ISO 9001

Ocpbl cTanapt

6 XKocnapnay

6.1 Toyekenmep MEH MYMKIHIIKTEpre
KATBICTBI OpEKETTep

6.2 Cama cayacblHIaFbl MaKcaTTap XKoHE
oJlapra KOJI KeTKi3y/i skocrapiay

6.3 O3repicrepai xocnapiay

8.5 Kerinumipyre apHaiFaH =~ MYMKIHIOIKTEp  MEH
TOyeKeJIep il )KOIOFa apHaJIFaH dPEKETTEeP

8.5.1 JKakcapryra apHamfaH MYMKIHIIKTEp MEH
TOYEKEeIAeP Il aHBIKTAY

8.5.2 KakcapTyra apHaJfaH MYMKIHIIKTEp MEH

ToyeKeJiepre KaTbICThl 9pEKeTTep
5.5 Makcarrap xoHe casicaT

5.6 Toyekennepai 6ackapy

7.8 Tetenme xarnaiiapa Y3AIKCi3 KYMBIC ICTEYiH
xocnapiay

7 KamTamMacsI3 €Ty Kypajiaapbl
7.1 Pecypcrap

7.1.1 XKanmsl epexenep

7.1.2 Anamu pecypcrap

7.1.3 UndpakypbuisiM

7.1.4 TlpouecrepaiH >XYMBIC ICTEyiHE
apHaJIFaH opTa

7.1.5 MOHUTOpHUHTIJIIEYTE JKOHE OJIIIeyre
apHaJIFaH pecypcrap

7.1.6 ¥iipIMHBIH Oi1iM Oa3zacel

6 Pecypcrapra KOWBUIATHIH TajanTap

6.1 Xanmer epexxenep

6.2 Ilepconan

6.2.1 XKanmer epexenep

6.2.2 Ky3bIpeTTUTIKKEe KOWBUIATHIH TajamnTap
6.2.3 OKineTTIKTEep

6.2.4 Y31iKkci3 OKY JKOHE OUTIKTUTIKTI apTThIPy

6.2.5 Kagpiblk ecen KyaTTapsl

6.3 Yii-kaitmap MeH KOpIllaFraH OpTa yKaFaaiiapsl
6.3.1 XKaunmsl epexenep

6.3.2 Yit-xkainapapl OaKpuiay

6.3.3 KoiimaubIK yii-xaitiap

6.3.4 Kei3MeTTiK Yii-xKaitnap

6.3.5 CpiHamanap anyra apHajlfaH YH-xaiiap

7.2 Ky3bIpeTTiiik

6.2.2 Ky3bIpeTTiTiKKe KOWbUIAThIH TalanTap

7.3 XabapmapibIK

8.1.3 MeHemKMEHT KyHecl Typasibl XabapaapiibIK

7.4 KommyHuKanusuiap

7.6 JlepexTepi )koHe aKnapaTThl Oackapy

7.6.1 XKanmnsl epexenep

7.6.2 AxmaparTel Oackapy cajlachIHIAFbl OKUIETTIKTEP
MEH JKayanmKepIiTiK

7.6.3 AxmapaTThIK Kyienepai 6ackapy

7.6.4 Typanay ke3iHAeri )xocnapiay

7.6.5 CrIpTKBI Oackapy

47






@

BMH: 990240006872. 3aka3 NeF-331916012024 o1 16.01.2024. MNonb3oBaTens: PIT Ha MXB "PecnybnnkaHcknin ueHTp Kposm" M3 PK

CT PK ISO 15189-2023 BbigaH PI'M Ha MXB «Ka3axCTaHCKUA MHCTUTYT CTaHAapTM3auum n MeTponormmn», besso3mesgHoe UCNoNib30BaHNE TONMLKO AN pe3neHToB Pecnybavkn KasaxcTaH

KP CT ISO/IEC 15189-2023
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B.1 xecmecinin sicaneacol

ISO 9001

Ocbl cTanapt

7.5 KyxarranraH aKnapar

7.5.1 XKaunmbl MmomiMeTTep

7.5.2 Kypy koHe xKaHapTy

7.5.3 KyxarranraH akmapaTThl
Oackapy

8.2 MeHeKMEHT KYHeCiHIH KyKaTTaMachl
8.2.1 XXanmel epexenep

8.2.2 Ky3bIpeTTifiik xoHe camna

8.2.3 beutinaumikTi gonenaey

8.2.4 Kyxarrama

8.2.5 IlepcoHayIbIH KOJDKETIMILTITT

8.3 MeHepKMEHT KYHeCiHIH KyKaTTapblH OaKpliay
8.3.1 JKanmel epexenep

8.3.2 Kykarrapapl 6akpuiay

8.4 XKa3zbanapap! Oakbuiay

8.4.1 Xazbanap xacay

8.4.2 XKazbanapasl e3repty

8.4.3 XKazbamapasl cakray

8 OneparusibiK KbI3MET
8.1 KeBMerTi xocmapiay KoHE
OakpuIay

6.4 XXabapikTap

6.4.1 XXaunmesl epexenep

6.4.2 YKabnpIkTapra KOMBLIATBIH TaJanTap

6.4.3 YKabnpikTapabl KaObl1Aay Mapacsl

6.4.4 YKabapIkTapapl aiganany KeHIHACTI HYCKAYITBIK

6.4.5 JXaOnpIkTapra TEXHUKAIBIK KbI3MET KOPCETY IKOHE
oJIapbl )KOHIEY

6.4.6 XKabnpIKTBIH OY3BUTYBI TYpaJIbl €cet Oepy

6.4.7 YKabapIkTap skeHiHIeT1 ka30anap

6.5 JKaOnmpikTapapl —KanuOprey JKOHE  METPOJIOTHSIIBIK
OaKbUTAHYIITBITBIK

6.5.1 XKaumes! epexenep

6.5.2 YKabapikTapasl kKauopiey

6.5.3 Oney HOTIKEJIEPiHIH METPOJIOTUSUIBIK
OaKbUTAHYIIBUIBIFBI

8.2 Omnimzmep MEH KbI3METTEepre
KOWBLIATHIH TajanTap

8.2.1 TyTpiHyImIBIMEH OaliaHbIC
8.2.2 OHiMaep MeH KbI3METTEpre
KOWBLIATBIH TaJIANTaP bl aHBIKTAY
8.2.3 OnimMaep MeH KbI3METTEpre
KOWBUIATBIH TAJANTaP/IbI TaIaay
8.2.4 OniMaep MeH KbI3METTEpre
KOUBLIATHIH TananTapabiy
e3repicrepi

6.6 PearenTTep MeH IIBIFBIC MaTepHaIIap

6.6.1 XKanmer epexenep

6.6.2 PearentTep MeH mIbIFbIc MaTepuanaap - Kadbuiaay xone
CaKTay

6.6.3 Pearentrep MeH wbIFBIC Matepuangap - KaObuimay
ChIHAKTaphbl

6.6.4 PearenTrep MeH IWIbIFbIc MaTepuanzap — Kopriapas
Oackapy

6.6.5 Pearentrep MeH wbIFbIC MaTepuangap — Konngany
YKOHIHJIET1 HYCKAYJIBIK

6.6.6 Pearenrrep MeH mbiFbIc MaTepuannap — JKarbIMChI3
Karaail Typassl XabapiaHasIpy

6.6.7 Pearentrep MeH mbIFbic MaTepuangap — JKasoanap

6.8 ChIPTKB KETKI3yIIUIEp JKETKI3ETIH Tayapiap MeEH
KbI3METTEP

6.8.1 XKanmer epexenep

6.8.2 Kemexii 3epTxaHaiap MeH KeHECIIIEp

6.8.3 CBIPTKBI JKETKI3YIIIEp MEH KhI3METTEPAl TEKCEPy JKOHE

Makysaay
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B. 1 xecmecinin orcanzacol

ISO 9001

Ocbl cTanapT

8.3 Omnimaep MeEH KbI3METTEpi
93ipJiey JKOHE JaMbITy
8.3.1 XKanmel epexenep

8.3.2 Xobamay wmeH
xocrnapiay

8.3.3 XKobanay >xoHe a3ipney yIIiH
OacTarnKpl JIepeKkTep
8.3.4 XobGamay wmeH
OakpuIay

8.3.5 XobGamay wMeH a3ipieynix
HIBIFBIC IEPEKTEP1

8.3.6 Xobamay meH o3ipneyzeri
e3repicTep

a3ipieyni

a3ipieyni

7 3eptTey npouecTepiHe KOWBUIATHIH TaJlamnTap

7.1 XKanmel epexenep
7.2 Tangayra neitinri npouecrep

7.2.1 XKanmnsl epexenep

7.2.2 llanueHtrep MeH apHaJIFaH
3epTXaHaJIbIK aKmnapar

7.2.3 3epTxaHaibIK 3epTTeyJIepre oTiHIM

naijajlanybuiapra

7.2.3.1 XKannsl epexenep

7.2.3.2 Aysbi3ia eTiHiMzAEp

7.2.4 bacTtankpl chlHaMajap/bl )KMHAY *KOHE OJIAPMEH KYMBIC
icTey

7.2.4.1 XKannsl epexenep

7.2.4.2 Yarinepai jKuHAy alJbIHIOAFbl ic-LIapayap >KeHiHJeri
aKmapar

7.2.4.3 TTanueHTTIH Kemicimi

7.2.4.4 Yarinepai )kuHay )KOHIHIET1 HYCKAYJITbIK

7.2.5 Yarinepai TaceiManay

7.2.6 CprHamanap/sl aimy

7.2.6.1 CeiHamManmapapl amy mapachl

7.2.6.2 CriHamanapapl KaObu1Iay Ke31HIET1 epeKIeiKTep
7.2.7 Tannayra AeiinTi OHACY, NTalbIHIAY )KOHE CaKTay

7.2.77.1 CplHaManapsl KOpray

7.2.7.2 KochkImIia 3epTTey JKYprizy cyparyjiapblHa apHaJIFaH
eJILIEeMIIapTTap
7.2.77.3 CplHaMaHbIH TYPAKTBUIBIFbI

8.4 [Iponecrepi, CBIPTKBI
YKETKI3yIIIep KETKI3eTIH
OHIMJIEpPAI  JKOHE  KBI3METTEp.i
OakpuTay

8.4.1 XKanmel epexenep
8.4.2 bakpuiay Typi MeH Jopexeci

8.4.3  CrIpTKBI
apHaJIFaH aKmnapar

KeTKizyurinepre

6.7 CepBUCTIK KeiciMaep

6.8  ChIpTKbI
KBI3METTEP
6.8.1 XKaums! epexenep

KETKI3yLIIep KEeTKIi3eTiH Tayapjap MeH

6.8.2 Kemexii 3epTxaHaiap MeH KeHECIHIIEp

6.8.3 ChIPTKBI KETKI3yIIIEp MEH KbI3METTEP/i TEKCepy KoHE
MakyJjnay
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B. 1 xecmecinin orcanzacol

ISO 9001

Ocbl cTanapT

8.5 Omumipic
KepceTy
8.5.1 OmHgipicTi XoHE KBI3METTEP
KepceTy/li Oakpuiay

8.5.2 CailikecTeHaipy
OaKbUTAHYITBLTBIK

8.5.3 Knnenrrepre HeMece ChIPTKbI
KETKI3ylIiiepre THECLT MYJIiK

JKOQHC  KBISMCTTCP

KIHC

7.3 3eprTey npouecTepi
7.3.1 XKanmnsl epexenep
7.3.2 3eprTey onicTepiH BepupUKausIay

7.3.3 3eprTey onicTepiH BaUAanUsIAy

7.3.5 buonorusnblk  pedepeHTTIK HUHTEpBAIAAp  KOHE
KJIIMHUKAJIBIK 3epPTTEYJIep KaOblIaay JeHTeiiepi
8.5.4 Cakray
8.5.5 XKertkizynen keitinri kpi3mer |7.3.6 3epTTey mapaigapblH KyKaTTay
8.5.6 O3repicrepai 6akpLIay 7.4.2 3epTTeyaeH KeiiH ChIHaMaTapMeH )KYMBIC icTey
8.6 Onim mbIFapy sxoHe Kbi3Mmer|7.4 Tanmayman KeHiHT1 mpolecTep
KOpCEeTy 7.4.1 Hotuxenep Typaibl ecentep
7.4.1.1 XKannsl epexenep
7.4.1.2 Hotmwxkenepai Tanaay xoHe Oepy
7.4.1.3 CeiHaapiasl HOTHXKETEp Typajbl Xxabapiay
7.4.1.4 Hotwxkenep Typajbl €CENKe apHaJIfaH epeKIle
YCBIHBIMJIAP
7.4.1.5 ABTOMATTBl TYpHA€ TaHIay, Taumay, Oepy KoHE

HOTIDKENEp Typalibl xabapiay

7.4.1.6 EcenTepre KOWBLIATHIH TaJanTap
7.4.1.7 EcenTepre apHajifaH KOCbIMIIIA aKlapaT
7.4.1.8 bepinren ecentep/ii Ty3eTy

8.7 Colikec KEIMEUTIH MILIFBIC
JepeKTepal 6aKpuiay

7.5 Caiikecci3IiIKTEPMEH )KYMBIC icTey

9 Kp13MeT HoTIXKENIepiH Oaranay

9.1  MoHuTOpHHTICY,  6IIIeY,
Tanaay xKoHe Oaranay

9.1.1 Xanmns! epexenep

9.12 TYTBIHYIIBIHBIH
KaHaraTTaHYybl

9.1.3 Tannay xoHe Oaranay

7.3.4 ©muey Genrici3airin Oaranay
7.3.7 3epTTey HOTHXKENEPiHIH AYPHICTHIFBIH KAMTaMaChI3 €Ty

7.3.77.1 XKannsl epexenep
7.3.7.2 Canansl imiki 6axpinay (IQC)

7.3.7.3 Canansl ceIpTKbI Oaranay (EQA)
7.3.7.4 3epTTEy HOTHKEIEPIHIH CATBICTBIPMATBIIBIFBI

9.2 Imiki aynut

8.8 bara Oepy

8.8.1 JKanmel epexenep
8.8.2 Camna xepceTkimTepi
8.8.3 Iuki aynurTep
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B. 1 xecmecinin conwi

ISO 9001

Ocbl cTanmapT

9.3 bacibuIbIK TapanblHaH Tajlgay
9.3.1 XKanmns! epexenep

9.3.2 bacublIbIK TapamnblHaH Tajngayra
apHaJIFaH OacTamKbl JIepeKTep

9.3.3 bacublbIK TapamnblHaH Tajngayra
apHaJIFaH MIBIFBIC IEPEKTED

8.9 baciiblIBIK TaparblHaH Tajaaay
8.9.1 XKanmel epexenep
8.9.2 Tangayra apHaJFaH Kipic IepeKTep

8.9.3 TangayabIH WIBIFBIC IEPEKTEP1

10 XKaxkcapty
10.1 XKanmsl epexenep

8.6 XKakcapty

8.6.2 3epTxaHa malUEHTTEPIMEH,
YKOHE TIEPCOHAIIMEH Kepi OaiiaHbIC

nanajnaHylbUIapMeH

10.2  Coiikecci3mik KoHE Ty3eTyII
opekerTep

7.5 Coaiikecci3IiIKTEPMEH KYMBIC icTey

7.7 areimaap

7.7.1 llpouecc

7.7.2 lllarpiM amy

7.77.3 HlarpIMIbI ICUTY

8.7 ColiKecCi3MIKTEP JKOHE TY3ETYIII OPEKETTEP

8.7.1 Coalikecci3ik TybIHIAFaH KE3/IeT1 OpeKeTTep

8.7.2 Ty3erymri opeKeTTep 1iH THIMILIIT

8.7.3 CalikecCi3IKTEp >KOHE TY3ETYIIl OpEeKeTTep Typajbl
x)az0amap

10.3 Y3mikci3 xakcapty

8.6.1 Y3znaikci3 xakcapTy
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B.2 kecreci — ISO/IEC 17025 neH ocbl cTaHAAPTTHI CATBICTBIPY

ISO/IEC 17025

Ocbl cTaHnaapT

1 Konpanslty canacel

1 Konpanslty canacel

2. HopmatuBTik cinremenep

2 HopmatuBTik ciinremenep

3 TepMuHaEp MEH aHbIKTaMasap

3 TepMuHIEp MEH aHbIKTaMasap

4 YXannsl Tanantap

4 YXannsl Tananrap

4.1 beittapantbIk

4.1 beittapantbIik

4.2 KynusiibUibIK

4.2 KynusibUibIK

4.2.1 AxmapatTsl 6ackapy

4.2.2 AKnapaTThl XKapus eTy

4.2.3 TlepcoHanabIH KayanKepIIiIir

4.3 ITanmenTTepre KOMbUIATBIH TaJIaNTap

5. KypbuiblMFa KOMBUIATHIH TaJIANTAP

5 KypsuibiMra xoHe Oackapyra KOWBUIATHIH
Tajamnrap
5.1 3anab! TYIIFA

5.2 3epTxaHa OacIUIbICHI

5.2.1 3epTxana 0acUIbICBIHBIH KY3BIPETTLIIT
5.2.2 3epTxana 0acUIBICHIHBIH KayaIlKePIIiIiTi
5.2.3 Minaertepai TabbicTay

5.3 3epTxaHalnbIK KbI3MET

5.3.1 XKanmsl epexenep

5.3.2 Tanantapra caii 601y

5.3.3 Kenec 6epy KpI3MeETi

5.4 KypbUTbIM jKOHE OKUICTTIKTED

5.4.1 XKanmsl epexenep

5.4.2 Cana MeHemKMEHTI

5.5 Makcarrap xoHe casicaTr

5.6 Toyekenaep/i 6ackapy

6. Pecypcrapra KOWbUIATBIH TaJanTap
6.1 JKanmel epexxenep

6 Pecypcrapra KOMbLIATBIH TajJanTap
6.1 JKanmel epexxenep

6.2 [lepconan

6.2 [lepconan

6.2.1 Xanmns! epexenep

6.2.2 Ky3bIpeTTUIIKKEe KOWBLIATHIH TaJanTap
6.2.3 OKiIeTTIKTEp

6.2.4 Y31iKci3 OKY JKOHE OUTIKTUTIKTI apTThIPY
6.2.5 Kagpinblk ecen KyKaTTaphbl

6.3 Yii-xkaitmap MeH KOpIllaFaH OpTa JKaFaaiiapel

6.3 Yii-xkaitmap MeH KOpIllaFraH OpTa JKaraaiiapel
6.3.1 XKaume! epexenep

6.3.2 Yit-xkaiimapapl Oakpuiay

6.3.3 KoitmansIk yii-kainap

6.3.4 KpI3MeTTIK Yi-Kaiaapbl

6.3.5 CeiHamamap anyra apHaJIFaH yi->Kaiap
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B.2 xecmecinin orcanzacol
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Ocbl cTanapT

6.4 XKabasikTap

6.4 XKabawikTap

6.4.1 Xaunrme! epexenep

6.4.2 YKabnpIKTapra KOMbUIATHIH TajanTap

6.4.3 YKabnpIkTapasl KaObUIIAY IIapachl

6.4.4 JKaOGapikTapapl mMmalganaHy KOHIHJETI
HYCKayJIbIK

6.4.5 JKaOnpikTapra  TEXHUKAIBIK
KOPCETY JKOHE OJIap/Ibl XKOHJIEY

6.4.6 Y)KaOnbIKTBIH OY3BUTYHI Typasbl €cerm 0epy
6.4.7 YKabnpIKTap sxeHIHET1 ka30anap

KBI3MET

6.5 MeTponorusuiblK 0aKbUIaH yIIBUTHIK

6.5 Kabapikrapab Kanuopiey
METPOJIOTHSUTBIK OaKbUTAHYIITBLTBIK
6.5.1 XKanmns! epexenep

6.5.2 YKabnpIkTapasl Kauopiiey

6.5.3 Ommey HOTWXENEPIHIH METPOJIOTHSUIBIK
0aKbUTAHYIITBITBIFBI

KOHC

6.6 ChIPTKBI JKETKI3YIIIEp KETKI3eTiH eHIMIEp
MEH KbI3METTEp

6.6 PeareHTTep MEH IIBIFBIC MaTEpHATIIAP
6.6.1 XKaume! epexenep

6.6.2 PeareHTTep ME€H IIBIFBIC MaTepuaiiap
KaOpu1may sxoHe cakray

6.6.3 PeareHTTep Me€H IIBIFBIC MaTepuanaap
Kabpu1nay ceiHaKTaphl

6.6.4 PeareHTTep MEH WIBIFBIC MaTepuaniap
Kopnapaer 6ackapy

6.6.5 PeareHTTep MeH HIBIFBIC MaTepuaniap
Kongany »xeHiHIET1 HYCKAYIBIKTap

6.6.6 PeareHTTep MEH UWIBIFBIC MaTepUalgap —
JKarpIMCBI3 JxaFaail Typassl XxabapiaHIbIpy

6.6.7 PeareHTTep Me€H WIBIFBIC MaTepuaiiap —
Kazbamap

6.7 CepBUCTIK KeniciMep

6.7.1 3eprxaHamapAblH TalJaTaHYIIbLIAPBIMEH
JKacaJaTblH IIapT

6.7.2 POCT mnaiigananynisuiapbIMEeH JKacajJaThIH
Kemicimaep

6.8 ChIPTKBI KETKI3YIIIEP KETKI3ETIiH Tayapiap
MEH KbI3METTEep

6.8.1 XKaume! epexenep

6.8.2 Kemexri 3epTxaHanap MeH KEHECHIIep
6.8.3 ChIpTKBI KETKI3yIMIJIEp MEH KbI3METTEpi
TEKCEPY JKOHE MaKyJiay

7 TeXHOJIOTUSIIBIK IIapTTap

7 3epTTey NMporecTepiHe KOMbUIATHIH TaJIalTap
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Ocbl cTanapT

7.1 OtiHimMzaepi, TEHAEPIIIK YCHIHBICTAP/bI XKOHE
KeJliCIMIIapTTapabl Kapay

7.1 XKanmsl epexernep

7.2 Tannayra IeWiHT1 MPOIIECTEP

7.2.1 XKanmsl epexenep

7.2.2 TlanumenTtTep MEH TNalIajaHylIbUIapra
apHaJFaH 3epTXaHAJBIK aKmapaT

7.2.3 3epTXaHaIbIK 3epTTEYJIepre OTIHIM

7.2.3.1 IlaumeHTTep MEH mNaiijaiaHylIbUIapFa
apHaJFaH 3epTXaHAJBIK aKmapaT
7.2.3.2 Aybi3mia cyparyiap

7.2.4 bactankbl cblHaManapabl
0JIapMEH KYMBIC 1CTEY

7.2.4.1 XKannsl epexenep

7.2.4.2 Yarinepai ®uHay alJIbIHAAFbI iC-TIapajap
YKOHIHJIET1 aKmapar

7.2.4.3 ITauueHTTiH KeiciMi

7.2.4.4 Ynrinepni skuHay >KeHIHJIETT HYCKaYIIbIK
7.2.5 Ynrinepai TackiManiay

7.2.6 CpiHamanapbl ainy

7.2.6.1 CpiHaManapipl airy Imapachl
7.2.6.2 CeHamanapasl  KaObuigay
epeKIIeTIKTep

7.2.7 Tanpmayra AeWiHTi eHJIEY, NalbIHIAY KOHE
cakray

7.2.7.1 ColHamManapabl KOpray

7.2.7.2 Koceimina 3epTTey
cypaTynapbliHa apHAJIFaH ©JIIeMIIapTTap
7.2.77.3 CplHaMaHbIH TYPAKTHUIBIFbI

KHUHAY SKOHE

Ke31H1erl

KYprizy

7.2  Onicrepai JKOHE

BaJIMalvsjiay

TaHaay, TeKcepy

7.3 3eprrey nporectepi

7.2.1 ©Onictepai TaHaay KoHE BepuDHKanusiay

7.3.1 XKannsl epexenep
7.3.2 3eprrey onicTepiH BepupuKanusiay

7.2.2 ©Onictepai Baauaanusiay

7.3.3 3epTTey omicTepiH Baauaanusiay

7.3.5 buonorusnslk pedepeHTTIK HHTEepBAIIAD
KOHE  KIMHMKAJBIK  IIenrimuaep  KaObuimay
JeHTeiepl

7.3 CeiHaManapbl ipikTey

7.2 KapaHpbI3

7.4 CplHaKTap HEMece KanuopIey Kyprizy

7.4.2 3epTTeyneH KeWiH ChIHAMAJIAPMEH >KYMBIC

icTey
7.5 TexHUKaIBIK jka30ayap 7244 e) Ynaruiepal OKWHAY — OKOHIHJETI
HYCKAYJIBIK

7.3.1 d) 3eprrey nporectepi — XKanmsr epexenep
7.4.1.8 bepinren ecentepai Ty3eTy

7.6 ©mmemaep Oenrici3airin 6aranay

7.3.4 ©Onmmemaepaig Oenricizairia 6aranay
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7.7 HorwxkenepliH IypBICTHIFBIH KaMTaMachl3
erTy

7.3.7 3eprrey HOTWXKEJIEPIHIH JIYPBICTHIFBIH
KaMTaMachI3 €Ty

7.3.7.1 XKanmel epexenep

7.3.7.2 Canansl imiki 6akpiiay (IQC)

7.3.7.3 Canansl cbipTKbI Oaranay (EQA)

7.3.7.4 3eprrey HOTHXKEIIEPiHiH
CaJIBICTBIPMAJIBUIBIFBI

7.8 Hotukenep TypaJibl ecenrtep

7.4 TanmaynaH KeWiHT1 IPOIIECTEP

7.4.1 Hotmxenep Typajisl ecentep

7.4.1.1 XKannsl epexenep

7.4.1.2 Hotmxkenepai Tanaay xoHe 6epy

7.4.1.5 ABTOoMarTHl TypAe TaHIay, Tangay, oepy
YKOHE HOTHKeEJIep Typajibl xabapiay

7.8.1 XKanmbl epexenep

7.4.1.1 XKannsl epexenep

7.8.2 (Ceinay, kanmuOpiiey HEMece ChlHaMa aimy
TypaJibl) €CENTepre KONbIIAThIH JKaJIIIbl TalanTap

7.8.3 CplHaK xaTTaMajlapblHa  KOMBUIATHIH
€pEeKIIIe TaianTap
7.8.4 Kamubpney cepruduKaTTapbiHa

KOMBUIATBIH €PEKIIE TaJIanTap

7.8.5 CerHamamnap/ibl ipikTey Typaiibl ecemn 0epy —
€peKIIe TananTap

7.8.6 ColKeCTIK Typajibl €CenTep

7.8.7 Ilikipaep MeH TYCIHAIpYIepAl YChIHY

7.8.8 Ecenrepre eHri3iIreH Ty3eryiep

7.4.1.6 EcenTepre KOWbUIATHIH TajamnTap

7.4.1.7 EcenTepre apHaJiFaH KOChIMIIIA aKl1apaT
7.4.1.3 CoiHgapIibl HOTHOKENIEp Typasbl Xabapiay
7.4.1.4 Hotwxenep Typanbl €CENKe apHaJIFaH
epeKIle YChIHBIMAAP

7.4.1.8 bepinren ecentepai Ty3eTy

7.9 llareimaap

7.7 arpimpaap

7.77.1 Ilpouecc

7.7.2 larsm any
7.77.3 llarpIMIbI TIETITY

7.10 Coiikec KeIMEHTIH KYMBIC

7.5 Calikecci3IIKTepMEH JKYMBIC iCTEeY

7.11 [lepexktep MeH axmapaTTbl OacKapy.sl

OakpuIay

7.6 [lepexTep MeH akmaparThl backapy
7.6.1 XKanrb! epexenep

7.6.2  Axmapartel  Oackapy
OKIJIETTIKTEp MEH KayarKepIIIiK
7.6.3 AKnapatThIK Xyienepai 6ackapy

7.6.4 Typainay ke3iHer1 )xocnapiay

7.6.5 ChIpTKBI 6ackapy

7.8 TereHme >xarmaiiiapia Y3MIKCI3 JKYMBIC
ICTeYiH JKocmapiay

cajJlaCbhIHAAarbl

8 MeHeKMEHT KYHECIHIH TatanTapbl

8 MeHeKMEHT KYHECIHIH TaranTapbl

8.1 Hyckanap

8.1 XKanns! Tananrap

8.1.1 XKanmel epexenep

8.1.1 XKanmel epexxenep

8.1.2 A HycKachl

8.1.2 MeHemKxMeuT
OpBIHJIAY

KYHECIHIH  TalanTapblH

8.1.3 B HycKacbl

8.1.3 MeHeKMEHT Kyiieci Typaiibl XabapaapIibIK
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B.2 xecmecinin conwi

ISO/IEC 17025

Ocbl cTanapt

8.2 MeHemKMEHT XyHeciHiH Kyxkarramacel (A
HYCKACBhI)

8.2 MeHeKMEHT JKYHeCiHIH Ky’KaTTaMachl
8.2.1 XKanmel epexenep

8.2.2 Ky3bIpeTTiJik xoHe carna

8.2.3 beitinaunikTi gonenaey

8.2.4 Kyxarrama

8.2.5 IlepcoHanibIH KOJDKETIMIUTIIT]
8.3 MeHemKMEHT KYHeCiHIH KyxkarTapblH|8.3 ~ MeHemKMEeHT KYHEeCiHIH  KyXKaTTapblH
Oakputay (A HYCKACHI) OakpuIay

8.3.1 XKanmel epexenep
8.3.2 Kyxarrapasl 6akpuiay

8.4 XKazbanapas! 6akpuiay (A HYCKachl)

8.4 XKazbanapasl 6akpuIay
8.4.1 XKazbamnap xacay
8.4.2 XKazbanapas! e3repty
8.4.3 XKazbamapasl cakTay

8.5 Toyekennep MEH MYMKIHIIKTepre KaTbhICTHI
opekerTep (A HYCKachl)

8.5 XKerinaipyre apHaigfaH MYMKIHIIKTEp MEH
TOyeKeIAep/li )KOIOFa apHaJIFaH OpeKeTTep

8.5.1 JKakcapTryra apHanFaH MYMKIHIIKTEp MEH
TOYEKeIAEP/ll aHBIKTAY

8.5.2 JKakcapTyra apHanFaH MYMKIHIIKTED MEH
TOYEKeJIIepre KaThICThl OPEKETTEP

8.6 XKaxkcapty (A HycCKachl)

8.6 XKakcapry

8.6.1 Y3nikci3 xkakcapTy

8.6.2 3eprxaHa MalUEeHTTEPIMEH,
naiijanaHymbIapMEeH JKOHE TEpCOHAIMEH Kepi
OailaHbIC

8.7 Ty3erymi opekertep (A HYCKACHI)

8.7 Calikecci3aiKTep KOHE TY3ETYII 9peKeTTep
8.7.1 Colikecci3mikTep TybIHIaFaH  Ke3eri
opekerTep

8.7.2 Ty3ery1i opeKeTTep1iH THIMIUIIT

8.7.3 Calikecci3iKTep KoHE TY3ETYIIl opeKeTTep
TypaJibl J)Kazoanap

8.8 Tmki aymuT (A HYCKAChI)

8.8 bara 6epy

8.8.1 XKanmel epexenep
8.8.2 Cama kepceTkimrepi
8.8.3 Imki ayautTep

8.9 bacubuibIK TaparblHaH Tanaay (A HYCKachl)

8.9 bacuibUIbIK TapanblHaH TaJIAy

8.9.1 XKanmel epexenep

8.9.2 Tannayra apHaiFaH Kipic AepeKTep
8.9.3 TanmayaslH MIBIFBIC AEPEKTEPI
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C KochIMIIACHI
(aknapammuix)

ISO 15189:2012 MeH ochbl CTAHAAPTTHI CAJIBICTHIPY

C.1 kecreci — ISO 15189:2012 meH ocbl CTAaHAAPTTHI CATBICTBIPY

ISO 15189:2012 Ocpsl cTanmapT
An¥bice3 An¥bice3
Kipicne Kipicne
1 Konganbeuty canachl 1 Konganbeuty canachl
2 HopmaTuBTIK ciaTemernep 2 HopmaTuBTIK cinTemernep
3 Tepmunaep MEH aHbIKTaMajiap 3 Tepmunaep MEH aHbIKTaMajiap
4 backapyra KOMbUIATBIH TajanTap 4 Xanme! Tanantap
4.1 ¥HbIM MEH OacmpUIBIKTEIH 4.1 Betinminik
KayanKepIIir 4.2 KynusuibuibIK
4.1.1 ¥iipim 4.2.1 AknapaTTsl 6ackapy
4.1.1.1 XKanns! epexenep 4.2.2 AKnapaTTsl )Kapus €Ty

4.1.1.3 DTtukanblk MiHe3-KYIBIK [(€) iminaeri|4.2.3 TlepcoHanaplH *KayanKepiIIir
KYIUSJIBUIBIKTBI KAMTHUBI].

4.1.1.2 3anas! Tyra 5 KypbuibiMra >xkoHE OackapyFa KOWBLIATHIH
Tajanrap

4.1.1.4 3epTxana MEHIrepyIrici 5.1 3anap! TyIIFA

4.1.2 bactIbUTBIKTHIH JKayarKepIIiIiri 5.2 3epTxaHa 0acCIIBICHI

4.1.2.1 bacmbUTBIKTBIH MiHAETTEMENEP1 5.2.1 3epTxana GacHIbICBIHBIH KY3BIPETTUIIT]

5.2.2 3eprxaHa 06acHIBICHIHBIH JKayaIrKepIIiiri
5.2.3 Minzertepai TabbicTay

5.3 3epTxaHaibIK KbI3MET

5.3.1 XKanmer epexenep

5.3.2 Tanantapra cait 6oy

5.4.1 XKanmer epexenep

5.4.2 Camna MeHeIKMEHTI

8.2.3 beiinaunikTi gonenaey

4.1.2.2 TaiinananynisIHBIH KQXKETTUTIKTEP1 4.3 ITanmeHTTepre KOMbUIATHIH TaJIaNTap
5.3.3 Kenec 6epy KbI3MeTi
4.1.2.3 Cana canacbIHIaFbl cascar 5.5 Makcarrap xoHe casicaT

4.1.2.4 Camna canacslHIarbl MakcaTTap jkoHe|S.5 Makcarrap jkoHe casicaT
xKocnapriay

4.1.2.5 Kayankepmiiiik, KUIETTIKTep *koHe|S.4 KypbUlbIM *KoHE OKIIETTIKTEp
©3apa KapbIM-KaThIHACTAP

4.1.2.6 KommyHukamus 5.4.1 Xanme! epexenep b)
4.1.2.7 Cana »eHiHJeTi MEHEIKep 5.4.2 Cana MEHE[)KMEHTI
4.2 Cama MEHEDKMEHTIHIH XKyHeci 8 MeHeKMEHT KYHECIHIH TalanTapbl
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O6HoBNEH: 26.12.2023

C. 1 xecmecinin scaneacol

ISO 15189:2012

Ocbl cTanapt

4.2.1 Xanns! TananTtap

8.1 XKanme! Tananrap

8.1.1 JKanmel epexenep

8.1.2 MeHeKMEHT JKYHeCiHIH TaJanTapblH OpbIHIAY

8.1.3 MeHeKMEHT Kyieci Typasbl XabapaapIibIK

4.2.2
TayanTap

KOMBLIATHIH

Kyxarramara

8.2 MeHeKMEHT KYHeCiHIH KyXKaTTaMachl

4.2.2.1 XKannsl epexenep

8.2.1 JKanmel epexenep

4.2.2.2 Cana xeHiHJeT1 HYCKay

[minoemmi emec, enoi manan 6oavin MabdLLIIMAUOLL,
8.2.1 Eckepmneni kapanywl3]

4.3 KyxaraiiHainbIM

8.3 MeHeKMEHT JKYHEeCiHIH KY)KaTTaphlH OaKblIay
8.3.1 JKanmel epexenep
8.3.2 Kykarrapapl 6akpuiay

4.4 KpI3MeTTEp KOpPCETY Typaibl
KeJiciMaep
4.4.1 KpBBMeTTEp KOPCETY TYypalbl

KeJicimMzep xacacy
4.4.2 KpBMETTEp KOPCETY TYypaibl
KeliciMaepi KaiTa Kapay

6.7 CepBHuCTIK KenmiciMaep

4.5 Pedepanpapl 3epTXaHalapaarbl
3epTTey

4.5.1 Pedepanpasl 3epTxaHamap MeH
KEHECIIIep/l TaHaay xKoHe Oaranay

6.8.2 Kemexini 3epTxaHanap *oHe KeHECIILIep

4.5.2 3epTreynepAiH  HOTHXEIEpiH

oepy

4.6  Ceiptkbl  KbBBMeTTEp  MeH|6.8 CBIPTKBI JKETKI3YIIJIEp >KETKI3EeTIH Tayapiap MEH
KETKi3LTmIep KbI3METTEP

6.8.3 CBIPTKBI KETKI3YIIJIEp MEH KBI3METTEP/Il TEKCEPY
KOHE MaKyJI1ay

4.7 Kenec 6epy KpI3MeTTEpi

5.3.3 Kenec 6epy KbI3MeTi

4.8 HlarpivMaapasl menry

7.7 areimaap

7.7.1 Ilpouecc

7.7.2 IlareiM any
7.7.3 llarpiMabl enry

4.9 Coiikecci3MIKTepl aHBIKTAY KOHE
OakpuIay

7.5 Coaiikecci3IIKTEPMEH )KYMBIC icTey

4.10 Tyzerymii apekerTep

8.7 Calikecci3IiKTep KoHE TY3EeTYIII dpeKeTTep
8.7.1 Coaiikecci3ik TybIHIaFaH Ke3/€T1 9pEKeTTep
8.7.2 Ty3erymii opeKeTTepAiH THIMILIIT
8.7.3 Coiikecci3miKTep JKOHE TY3ETYyIIl
TypaJisl xa3oanap

opeKeTrTep
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C. 1 xecmecinin scaneacol

ISO 15189:2012

Ocbl cTanmapt

4.11 Annpra amy opekerrepi

8.5 Kerinmipyre apHamFaH MYMKIHIIKTEp MEH
TOYEKEINIeP/li ’KOIFa apHATIFaH dPEKETTEP

8.5.1 JKakcapryra apHamFaH MYMKIHIIKTEp MEH
TOYEKENIeP/li aHBIKTAY

8.5.2 Kakcapryra apHamFaH MYMKIHIIKTEp MEH

TAYCKCIIACPI'C KATBLICTBI 9PCKCTTCP

4.12 Y31iKcCi3 )KaKcapTy

8.6 XKaxkcapry
8.6.1 Y3mikci3 xxakcapTy

8.6.2 3epTxaHa manUeHTTEpiMEH, MaliJanaHyIIbUIapPMEH
YKOHE TIEPCOHAIIMEH Kepi OaiiaHbIC

4.13 YKazbanapaer 6akpLiay

8.4 YKazbanapaer 6akpLIay
8.4.1 Xazbanap xacay
8.4.2 XKazbanapasl e3repry
8.4.3 XKazbamapasl cakray

4.14 baranay koHE ayIUTTEP
4.14.1 XKanmsl epexenep

8.8 bara Oepy

8.8.1 XKanmel epexernep
8.8.2 Carma xepcetkimmrepi
8.8.3 Imki ayaurTep

4.14.2 Cyparynapra, MapaitapIbiy
KapaMJbUIbIFbIHA KOHE ChIHaMajapra

7.2.3 3epTxaHaibIK 3epTTeyJepre oTiHIM
7.2.3.1 XKanmel epexenep

nikipiepin 6aranay
4.14.4 TlepcoHanaplH YCHIHBICTAPbI

KOMBUIaTBIH ~ TamanTtapra  Mep3imai|7.2.4.1 XKanmsl epexernep
10JTy 7.3 3eptTey nporuecrepi
7.3.1 XKannsl epexenep €)
4.14.3 [Tatimananymeuiapasiz|8.6.2 3epTXxana marMeHTTepiMeH, naiaanaHynbuIapMeH

’KOHE TIEpCOHAIIMEH Kepi OaiiaHbIC

4.14.5 Tki ayauT

8.8.3 ki aynurTep

4.14.6 Toyekennepai 6ackapy

5.6 Toyekennepai 6ackapy

8.5 Kerinmipyre apHamFaH  MYMKIHIIKTEp MEH
TOYEKEINIeP/li ’KOKFa apHATIFaH dPEKETTEP

8.5.1 JKakcapryra apHamFaH MYMKIHIIKTEp MEH
TOYEKENIeP/li aHBIKTAY

8.5.2 KakcapTyra apHamFaH MYMKIHIIKTEp MEH

TAYCKCIIACPI'C KATBLICTBI 9PCKCTTCP

4.14.7 Camna xepceTkimrepi

5.5 Makcarrap xoHe cascar d)
8.8.2 Cama xepceTkimTepi

4.14.8 CeIpTKBI YHBIMAAp XYPri3eTiH
TEKCcepyJiep

8.7 ColiKecCi3MIKTEP JKOHE TY3ETYIII OPEKETTEP

4.15 bacuibuibIK TapanblHAH TAIIAY

8.9 bacmibUIbIK TapanbliHaH Tajdaay

4.15.1 XKanmsl epexenep

8.9.1 Xanmel epexenep

4.15.2 Tangayra apHaJFaH
JIEpEKTEp

Kipic

8.9.2 Tanmayra apHajFaH Kipic JEpEKTEP

4.15.3 Tannay OoiibIHIIIA ic-TITapajap

[kopceminmezen]

4.15.4 TannayaslH MIBIFBIC AEPEKTEPI

8.9.3 TanmayaslH MIBIFBIC AEPEKTEPI
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Ocbl cTaHmapT

5 TexHUKaJBIK Tajanrap

6 Pecypcrapra KoilblIaTbIH TajJanTap

5.1 Ilepconan

5.1.1 XKaunnsl epexenep

5.1.2 TlepcoHanapIH OUTIKTLIT

5.1.3 Jlaya3pIMIBIK HYCKayJIBIKTap

5.1.4 IlepcoHanaplH  YUBIMIACTBIPYLIBLIBIK

OpTaMeH TaHBICYHI
5.1.5 OxpITy

5.1.6 Ky3biperTinikTi Oaranay

5.1.7 TlepcoHan >KYMBICBIHBIH THIMJAUIITIH
Tajuay
5.1.8 Y3nikci3 Outim Oepy *xoHe Kaciou gamy

5.1.9 Kagpnsix ecen

6.2 Ilepconan

6.2.1 XXaunnsl epexenep

6.2.2 Ky3bIpeTTislikke KOWBbIIAThIH TAJIanTap
6.2.3 OkineTTiKTEep

6.2.4 Y31iKci3 OKY %oHE OUTIKTUTIKTI apTTBIPY

6.2.5 Kagpiblk ecen KyaTTapsl

5.2 Yiu-xainap
JKar1aliiapsl

5.2.1 XKanmer epexenep

5.2.2 3epTXxaHaNbIK )KoHE KEHCENIK YH-Kainap
5.2.3 Cakray KonMamapbl

5.2.4 Ilepconainra apHasFaH yi-xaiaap

5.2.5 TlanueHTTepAEH ChlHAMa ajlyFa apHaJFaH
yH-Kaumap

5.2.6 Yi-xaiimapra TEXHUKQJIBIK KBI3MET
KOPCETY ’KOHE KOpIIIaFraH opTa XKaraanaapsl

MEH KOpImiaraH opTa

6.3  Yi-xkaitnap
JKar1aliiapsl

6.3.1 XKanmer epexenep

6.3.3 KoiimaubIK yii-xaitiap

6.3.4 Kei3MeTTIK Yii-xKaitnap

6.3.5 CpiHamanap anyra apHajlfaH YH-Xkaiiap
6.3.2 Yii-xainapapl OaKeliay

MEH  KOpIIaraH  opTa

5.3 3eprxaHanblK JKaOJBIKTAp, PEAKTHBTED
JKOHE IIBIFBIC MaTepuaiiap

6.4 XKabapIkTap *KoHe
6.6 PearenTTep KoHE HIBIFBIC MaTEpUALIAP

5.3.1 XKabapikTap
5.3.1.1 XKanmsr epexenep
5.3.1.2 XKabapIKTapIbIH KaObUIIAy ChIHAKTAPhI

5.3.1.3 JKaOmwIKTHI
HYCKaYJIbIK

5.3.1.4 KaOnmpikrapael  KanmuOpiiey — JKOHE
METPOJIOTHSUIBIK OaKbLTAHYITBITBIK

5.3.1.5 JXaOaplkTapra TEXHHUKAIBIK KBI3MET
KOPCETY JKOHE OJIap.Ibl )KOHJIEY

5.3.1.6 KaOnbIkTbiH OY3BUTYBI TYpalibl €cell

oepy
5.3.1.7 XKabapIKTapapl TipKey

naijanany >KeHIHJEr1

6.4 XKXabapikTap
6.4.1 XKanmer epexenep
6.4.2 YKabnpIkTapra KOMBIIATBIH TaJanTap

6.4.3 XKabapikTapapl KaObUIIAy I1apachl

6.4.4 JKaOapIKTapasl
HYCKaYJIBIK

6.4.5 JKaOapikTapra TEXHHUKAJBIK KbBI3MET
KOPCETY JKOHE OJIap.Ibl )KOHJICY

6.4.6 YKaOapIKThIH OY3bLITYBI TYypasbl ecer 0epy
6.4.7 XXabnpikTap ®KeHiHJeT1 xKaz0anap
6.5 JKabapikrapast Kanuopiey
METPOJIOTHSUIBIK OaKbLTAHYITBITBIK
6.5.1 XKanmer epexenep

6.5.2 YKabnpikTapabpl kanmudpiey

6.5.3 Omnmey HOTHXENEPIHIH METPOJIOTHSIIBIK
0aKbLUIaHYITBLTBIFBI

nanganaHy SKeHIHJIET1

KOHE
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Ocpbl cTanapt

5.3.2 PeareHTTep MEH LIBIFBIC MaTEpUANIAP
5.3.2.1 XKanmsr epexenep

5.3.2.2 PeareHTTep MEH LIBIFBIC MaTepHaIaap
— Kabsuigay »xoHe cakray

5.3.2.3 PeareHTTep MEH IIBIFBIC MaTepHaIaap
— Kabpuigay cerHakTapbl

5.3.2.4 PeareHTTep MEH IIBIFBIC MaTepHaIaap
— Kopnapasr 6ackapy

6.6.5 PeareHTTep MeEH WIBIFBIC MaTepuajaap
— Konpmany xeHiHAeTi HYCKAYJIBIKTap

6.6.6 PeareHTTep MEH WIBIFBIC MaTepuajaap
Komnaiice13 JKar1auap TypaJIbl
xabapiamanap

6.6.7 PeareHTTEp MEH ILIBIFBIC MaTepHaliap
— Kyxarrama

6.6 PeareHTTep MEH IIBIFBIC MaTEpHATIIAP

6.6.1 XKaume! epexenep

6.6.2 PeareHTTep MEH WIBIFBIC MaTepuaniap —
Kabpuimay sxoHe cakray

6.6.3 PearenTTep MEH WIBIFBIC MaTepuaniap —
Kabpu1nay ceiHaKTaphl

6.6.4 PeareHTTep MEH IWIBIFBIC MaTepuaniap —
Kopnapasr 6ackapy

6.6.5 PearenTTep MEH MIBIFBIC MaTepuaigap —
Konnany >xeHiHer1 HycKayJIbIKTap

6.6.6 PearenTTep MEH MIBIFBIC MaTepuaigap —
Komnaiice13 xarmaiinap Typasisl Xabapianiasipy
6.6.7 PearenTTep MEH IMIBIFBIC MaTepuaigap —
XKazbamap

5.4 Tannmayra neiinri mpormectep

5.4.1 XKaunmsl epexenep

5.4.2 TlammenTTep MEH mNaiijalaHyIIbLIapFa
apHaJFaH aKnapar

5.4.3 CyparyaplH HbICAaHBI TYpaJIbl aKIapaT
5.4.4 bacrtankpl chlHaMajappl XUHAY >KOHE
eHJIeY

5.4.4.1 XKanns! epexenep

54.4.2 CepiHamamapasl anyra  apHaJIFaH
HYCKAYJIBIK
54.4.3 CeHamanmapasl  ally  KOHIHJETI
HYCKayJBIKTap

5.4.5 CeiHamMaappl TackIMaaay

5.4.6 Crinamanap/sl KaObuigay

5.4.7 Tanpay anablHIArel OHICY, NAWBIHIAY
KOHE CaKTay

7.2 Tannayra eHiHT1 MIPOIIECTEP

7.2.1 XKanmsl epexenep

7.2.2 TlammeHTTep MeH MNaialaHylIbUIapFa
apHaJIFaH 3epTXaHaJbIK aKnapar

7.2.3 3epTXaHaIbIK 3epTTEYJIepre OTIHIM

7.2.3.1 XKannsl epexenep

7.2.3.2 Aybi3mia eTiHiMzIep

7.2.4 bacrankpl cblHaMaIap. bl
0JIapMEH KYMBIC 1CTEY

7.2.4.1 XKannsl epexenep

7.2.4.2 CeplHamanap >KAHAY aJJIbIHJIAaFbI
Hrapajapra apHaliFaH aKmapaT

7.2.4.3 ITauueHTTiH KeiciMi
7.2.4.4  CpiHamanap/sl
HYCKayJIBIKTap

7.2.5 Yarinepai TacsiManiay
7.2.6 CeiHamamap ainy
7.2.6.1 CpiHaManapapl ajly mapachl

7.2.6.2 CrpmHamanapabl KaObuinay — Ke3iHAeri
EpeKIIeTIKTEp

7.2.77 Tannay anibIHAAFbl OHACY, JaUbIHIAY KOHE
cakray

7.2.7.1 ColHamManapabl KOpray

7.2.7.2 Koceimina 3epTTey
CyparyiapblHa apHaJIFaH eJIIeMIIapTTap
7.2.77.3 ChlHaMaHbIH TYPAKTHUIBIFbI

KHUHAY SKOHE

ic-

KUHAY  KOHIHJETI

KYprizy

5.5 Tannmamansr mporectep

7.3 3eprrey nporectepi

5.5.1 3eprrey mapajapbiH
BepuuKanusay )KoHe BaUaIUsIIay

ipikTey,

7.3.1 XKanmsl epexenep

5.5.1.2 3eprrey mapanapbiH BepubuKausiay

7.3.2 3epTTey omicTepiH BepubuUKausiay
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Ocbl cTanmapT

5.5.1.3 3eprrey mapanapblH Banuganusiay

7.3.3 3eprTey onicTepiH BaUAanUsIAy

5.5.1.4 OmnmeHeTiH mIamanap ©JIIeMiHiH
OJIKBLIBIFBI

7.3.4 ©muey Genrici3airin Oaranay

552 buonorusnsik pedepentrik|7.3.5 bBuonorusnelk pedepeHtTTiKk HHTepBaIIap
UHTEpBaIIAp Hemece KJIMHUKANBIK | KOHE ~ KIMHUKAIBIK  3epTTeyiaep  KaObuigay
menriMaep KaObluiayra apHalIFrad MOHAED  |IeHreiepi

5.5.3 3epTTey mapanapbiH Ky)KarTay 7.3.6 3epTTey mapaiapbiH KyxKaTTay

5.6 3eprrey HOTWXKeNEpiHIH camachiH|7.3.7  3epTTey  HOTIIKENEPIHIH  JYPBICTHIFbIH
KaMTaMachbI3 eTy KaMTaMachI3 eTy

5.6.1 XKanmns! epexenep 7.3.7.1 XKannsl epexenep

5.6.2 Camnansbl 6akbLiay 7.3.7.2 Canansl imiki 6axeinay (IQC)

5.6.2.1 XKanns! epexenep

5.6.2.2 Cananbl 0akpUlayFa apHajJFraH

Martepuanaap

5.6.2.3 Cananbl OakpUlayFa apHajJIFraH

JEPEKTEp

5.6.3 3epTxaHaapalblK CaIbICTHIPYJIAp 7.3.7.3 Canansl cbIpTKbI Oaranay (EQA)

5.6.3.1 Karbicy

5.6.3.2 banama Tocinaep

5.6.3.3 3eprxaHaapaliblK CaJbICTBIPMAJIBI

ChIHaMaJapbl Tanaay

5.6.3.4  3eprxaHajblK  KOPCETKIMITEP.i

Oaranay

5.6.4 3eprTey HOTWXKeNepinin|7.3.7.4 3eprTey HOTIKEJIEPiHIH
CaJIBICTBIPMAJIBLIBIFBI CaJIBICTBIPMAJIBUIBIFBI

5.7 Tanmaynan Ke#iHTi MporecTep

7.4 Tangaynan KeiHTi pouecTep

5.7.1 Hotwxenepre moiy

7.4.1.2 Hotmxkenepai Tanaay xoHe 6epy
7.4.1.3 CoiHIapIibpl HOTHXKENEP Typajsl Xabapiay

5.7.2 KinuHMKaNbIK ChIHAMalapJbl CakTay,
KOpFay *oHE KoJIere JKapary

7.4.2 3eprTey KYPri3iUIreHHEeH KeuiH

ChIHaMaJIapMeH >KYMBIC iCTey

5.8 Hotuxkenep Typaiisl ecenrtep
5.8.1 XKaumel epexenep
5.8.2 Ecen atpuGyrTapsl

5.8.3 EcentiH Ma3MyHBI

7.4.1 Hotmxenep Typaisl ecentep
7.4.1.1 XKanns! epexenep

7.4.1.4 Hotwxenep
epeKIIe YChIHBIMIAP
7.4.1.6 Ecenrtepre KOMbUIATBIH TaJIanTap

7.4.1.7 Ecentepre apHajiraH KOCbIMIIIA aKmapaT

Typajbl €CENKE apHalIFaH

5.9 Hotmxenepai xapusiiay

7.4.1.2 Hotwxkenepai Tanaay xoHe Oepy

5.9.1 XKanmer epexenep

7.4.1.1 XKanmel epexenep

5.9.2 Hormxenepai aBTOMATTHI

TaH1ay XKoHe Xxabapriay

TYpAC

7.4.1.5 ABToMmarThl TYpHAE TaHjaay, Tanmay, Oepy
KOHE HOTHXKEIIep Typalibl xabapiay

5.9.3 Kaiita KapairaH ecenrep

7.4.1.8 bepinren ecenTepiiH Ty3eTyepi
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C. 1 xecmecinin conwi

ISO 15189:2012

Ocbl cTanmapT

5.10 3epTxaHaibIK aKapaTTsl Oackapy
5.10.1 Xanmer maoniMeTTep

5.10.2 OKiNeTTIKTEp MEH XKayanKepUIiIiK
5.10.3 AknapatThIK )KyHEHIH MEHEKMEHTI

7.6 JlepexTep/ii ’KoHE aKmapaTThl Oackapy
7.6.1 XKanmsl epexenep

7.6.2  AxmaparTel  Gackapy
OKIJIETTIKTEp MEH KayarKepIIIK
7.6.3 AknapatThIK Xyienepai 6ackapy

7.6.4 Typanay ke3iHer1 )Kocmapiay

7.6.5 CoIpTKBI Oackapy

7.8 TeteHmie armaiyapaa Y3IIKCI3 >KYMBIC
icTeyiH ocmapiay

cajlaChlHOAarbl

Kepcerinmeren

A xoceimmacel  Emney  opHbel  OolbIHIIA
3epTTEyre KOWBUIATBIH KOCBIMILIA TajlanTap
(POCT)

A xocevmiacer A.1 kecreci ISO 9001:2008 men
OCHI CTaHJAPT apachIHIAFhI ©3apa OailIaHbIC

A xocemmmacel A.2 kecreci ISO/IEC
17025:2005 meH ocbl CTaHAAPT AapachIHIAFbI
e3apa OaiiylaHbIC

B xocemmiacer B.1 kecreci ISO 9001 meH ocwl
CTaHIAPTTEI CANIBICTBIPY

B xocemmace!r B.2 kecreci ISO/IEC 17025 men
OCBI CTAHIAPTTEI CANIBICTBIPY

B xocemvmmiacer B.1 kecteci ISO 15189:2007-u1
ISO 15189:2012-meH canbICThIpY

C xocemmmmacel C.1 kecreci ISO 15189:2012
MeH [SO 15189:2022 canbicThipy
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bubauorpagus

[1] ISO 9000:2015 Quality management systems — Fundamentals and vocabulary (Cana
MEHEeKMEHTI JKyienepi. Herisri epexernep xoHe CO3/IK).

[2] ISO 9001:2015 Quality management systems — Requirements (Camna MeHEIXMEHTI
xyhenepi. Tamanrap).

[3] ISO 15190:2020 Medical laboratories — Requirements for safety (MemuuuHaIbIK
3eprxaHanap. Kayincizaik Tamanrapsr).

[4] ISO 15194:2009 In vitro diagnostic medical devices — Measurement of quantities in
samples of biological origin — Requirements for certified reference materials and the content of
supporting documentation (in vitro JMarHOCTHMKAChbIHA apHAJIFaH MEAHMIIMHAIBIK OyibIMaap.
[erry Teri OMONOTHSUIBIK ChIHAMANApJAFbl [IaMallapabl eJey. ATTecTaTTajafaH CTaHIapTThI
yJIrigepre KoHe 1jiecne Ky>KaTTaMaHbIH Ma3MYHBbIHA KOWBUIATBIH TaJarTap).

[5] ISO 15198:2004 Clinical laboratory medicine — In vitro diagnostic medical devices —
Validation of user quality control procedures by the manufacturer (KnmnHHUKaNIBIK 3epTXaHAIBIK
MEAMIIMHA. In Vitro JUAarHOCTHKAChIHA AapHaJFaH MEAWIMHANBIK OyibpIMaap. OHAIPYIIiHIH
naianaHymbliap yiliH canaHbl 0aKpuiay mapajapblH Baluanusiaybl).

[6] ISO/IEC 17011:2017 Conformity assessment — Requirements for accreditation bodies
accrediting conformity assessment bodies (Colikectikti Oaramay. CoifkecTikTi Oaranay
KOHIHJIET1 OpTaHfaplbl AKKPEAUTTEUTIH aKKpPEeTUTTEY MKOHIHJErl OpraHgapra KOWBLUIATBIH
TaJjanrap).

[7] ISO/IEC 17021-1:2015 Conformity assessment — Requirements for bodies providing
audit and certification of management systems — Part 1: Requirements (ColikecTikTi Oaranay.
MeHeKMEHT JKyHenepiHe ayAuT KOHE CepTHU(HUKATTAy >KYPri3eTiH OpraHaapra KOWBLIATHIH
tajmanTap. 1-6emim. Tamanrap).

[8] ISO 17034 General requirements for the competence of reference material producers
(CranmapTThl YIATLAEPA1 OHAIPYIIUIEPIH KY3bIPETIHE KOWBLIATHIH KaJITbl TajamnTap).

[9] ISO/IEC 17043:2010 Conformity assessment — General requirements for proficiency
testing (CoiikecTikTi 6aranay. BUTIKTITIKTI TEKCEPYi )KYPri3yre KOMbIIATBIH HET13T1 TajlanTap).

[10] ISO 17511:2020 In vitro diagnostic medical devices — Requirements for establishing
metrological traceability of values assigned to calibrators, trueness control materials and human
samples (in vitro IMarHOCTUKAchlHA apHAJFaH MeIUIUHaNBIK OyibiMaap. KamuOpatopnapra,
IYPBICTBIFBIH  0aKkpUlay MaTepHajfapblHa KOHE aJaMHBbIH OWOJOTHSUIBIK MaTepUaIbIHBIH
yirigepiHe JKaTKbI3BUIFAH MOHJIEPIIH METPOJIOTHUSIBIK OaKbUIAHYIIBUIBIFBIH — Oenriieyre
KOWBUIATHIH TAJIANTAp).

[11] ISO 18113-1:2022 In vitro diagnostic medical devices — Information supplied by the
manufacturer (labelling) — Part 1: Terms, definitions, and general requirements (in vitro
IUArHOCTHKAChlHA apHajJfaH MeIULUHANBIK Oyibivaap. [laiibiHgaymisl yCHIHATBIH akKmapar
(Tanbanay). 1-6exim. TepmuHaep, aHbIKTaMaIap KOHE >KaJIbBI TajJanTap).

[12] ISO 19011:2018 Guidelines for auditing management systems (MeHeIXMEHT
KYHemnepiHiH aynuTi OOWbIHIIA OACITBIIBIKKA ATBIHATHIH HYCKamaap).

[13] ISO 20658' Medical laboratories — Requirements for collection, transport, receipt,
and handling of samples (MeguuuHanbIK 3epTXaHana 3epTTey YIIH YATUIepAl ipiKTeyre KoHe
TachIMaJIJlayFa KOWBLIATHIH TaJanTap).

[14] ISO TS 20914:2019 Medical laboratories — Practical guidance for the estimation of
measurement uncertainty (MenuuuHAJIBIK 3epTXaHanap. Ommey Oenrici3mirin  Oaranay
KOHIHJIET1 MPAKTUKAIBIK HYCKAY).

1) Bipinmi 6acsutbiM maiibiaanyna (anaelHFEl 6acklUIbIM TeXHUKANBIK epeKmenik 6onatein). Kapusnany
cariggeri ke3eHi: ISO/DIS 20658:2022.
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[15] ISO 22367:2020 Medical laboratories — Application of risk management to medical
laboratories (MeaunuHanblK 3epTXaHainap. MeIuUUUHAIBIK 3€pTXaHajlapaa ToyeKesaep
MEHEKMEHTIHIH KaFUIaTTapbIH KOJIJIaHY).

[16] ISO TS 22583:2019 Guidance for supervisors and operators of point-of-care testing
(POCT) devices (MeaumuHanblK KOMEK KOPCETy IIYHKTTEPIHIE TECTIIeyre apHaJFaH
KYPBUIFBUIAPIBIH CyIIEpBaif3epiiepi MEH orepaTopiiapbiHa apHAIFaH HYCKAY).

[17] ISO 22870% Point-of-care testing (POCT) — Requirements for quality and
competence (Emnmey opubl OoifpiHma 3eprreynep (POCT). Cama MeH KY3BIpETTUTIKKe
KOWBUIATHIH TAJIANTap).

[18] ISO/IEC 27001:2022 Information security, cybersecurity and privacy protection —

Information security management systems — Requirements (AKnmaparTelK Kayirci3mik,
KHOEpKAYINCI3iK KOHE KeKe eMipJi Kopray. AKMapaTThIK Kayilci3mikTi Oackapy xyihenepi.
Tananrap).

[19] ISO 35001 Biorisk management for laboratories and other related organisations
(3epTxanayiap MeH oJlapMeH OaitTaHbICTHI 6acKa JAa YHbIMAAp YIIiH OMOTayeKeaep/Ii 6ackapy).

[20] ISO 5725-1:1994 Accuracy (trueness and precision) of measurement methods and
results — Part 1: General principles and definitions (Ommey omicTepi MEH HOTWXKEJIEPiIHIH
TOIAIr (IYPBHICTHIFBI MEH KalTallaHYIIBUIBIFRD). 1-06iM. Herisri epexenep MeH aHbIKTamazap).

[21] ISO 20186-1:2019 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for venous whole blood — Part 1: Isolated cellular RNA (in vitro
MOJIEKYJIAJIbIK TUAarHOCTUKAJBIK 3epTTeynep. JKaHa anplHFaH KOKTAMBIPIBIK KaHIbI ajJblH ana
TeKcepyre KoMbuIaThiH Tajanrtap. 1-6emiM. beninren sxacymansik PHK).

[22] ISO 20186-2:2019 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for venous whole blood — Part 2: Isolated genomic DNA (in vitro
MOJIEKYJIAJIbIK TUAarHOCTUKAJBIK 3epTTeynep. JKaHa anblHFaH KOKTAMBIPIBIK KaHbI ajJblH ana
TeKcepyre KOMbUIaThIH TajanTtap. 2-6emiM. Okmraynanrad reHoMasik JTHK).

[23] ISO 20186-3:2019 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for venous whole blood — Part 3: Isolated circulating cell free DNA
from plasma (in vitro MOJIEKYJadblK JUATHOCTHKAIBIK 3eprreyiaep. JKaHa anbIiHFaH
KOKTAMBIPIBIK KaHIBI ajjIblH aja TeKcepyre KOWbLIaThiH Tamantap. 3-Oemim. Ilmasmanan
OKILIayJIaHFaH, alHaAJIBIMIAFbI skacyianapsel koK JJTHK).

[24] ISO 20166-1:2018 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for formalin-fixed and paraffin-embedded (FFPE) tissue — Part 1:
Isolated RNA (in vitro MoseKyIanbIK JUarHOCTUKANBIK 3epTTeyiep. Popmanunae OeKireH xoHe
napaduH KYHBUTFAaH TIHACPIIH VATUICPIH aifblH ajla 3epTTey MPOIECTepIHE KONBUIATHIH
tananTap. 1-6emiM. Okmaymnanran PHK).

[25] ISO 20166-2:2018 Molecular in vitro diagnostic examinations — Specifications for
pre-examinations processes for formalin-fixed and paraffin-embedded (FFPE) tissue — Part 2:
Isolated proteins (in vitro MoJIeKyJIalbIK JHArHOCTHKAIBIK 3eprreyiep. Dopmanunae OekireH
XKoHe mapaduH KYWBUIFaH TIHASPAIH YATUIEPIH alJblH aja 3epTTey MPOIECTEPiHE KOWBIIATHIH
tanantap. 2-6enimM. OKIayjaaHFaH akyb3zap).

[26] ISO 20166-3:2018 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for formalin-fixed and paraffin-embedded (FFPE) tissue — Part 3:
Isolated DNA (in vitro MoJieKyJaJIbIK JUArHOCTUKAIIBIK 3epTTeyiep. DopManuHae OEKireH koHe
napaduH KyWbUIFaH TIHAEPIIH YATUIEpiH aiAblH ana 3epTTey IpolLecTepiHe KONbLIAThIH
tanantap. 3-6emiM. Okmaymnaaran [JHK).

[27] ISO 20166-4:2021 Molecular in vitro diagnostic examinations — Specifications for
preexamination processes for formalin-fixed and paraffin-embedded (FFPE) tissue — Part 4: In

2) Ochl cTaHIapT KapusIaHFaHHAH KeHiH )KOUBIIaIbI.
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situ detection techniques (in vitro MOJEKyJaNblK TUArHOCTHKAIBIK 3epTreyiep. dopmanunie
OekireH »oHe mapapuH KYWbUIFaH TIHACPIIH YJATUICpIH ajAblH aja 3epTTey MpolecTepiHe
KOWBLIATHIH TajanTap. 4-0emim. OpHBIHIA aHBIKTAY dJIiCTEPi).

[28] ISO 20184-1:2018 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for frozen tissue — Part 1: Isolated RNA (in vitro mMoJekymaibIK
JMAarHOCTHKANBIK 3epTTeyiep. KaHa My3aaTbuirad TIHAEP/l alblH aja 3epTTey MpolecTepiHe
KOWBLIATHIH TajanTap. 1-6emim. Okmaynanran PHK).

[29] ISO 20184-2:2018 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for frozen tissue — Part 2: Isolated proteins (in vitro MoOJIeKyTaJIbIK
JIMAarHOCTUKANBIK 3epTTeyiep. JKaHa My3aaTbuiraH TiHAEPl alblH aja 3epTTey MpolecTepiHe
KOWBLIATHIH TajanTap. 2-6emim. OKaynanFaH akybI3aap).

[30] ISO 20184-3:2021 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for frozen tissue — Part 3: Isolated DNA (in vitro mMoJeKysaibIK
JMAarHOCTHKANIBIK 3epTTeyiep. KaHa My3aaTbuirad TIHAEPl alblH aja 3epTTey MpolecTepiHe
KOWBLIATHIH TajanTap. 3-6emim. Okmaynanran JIHK).

[31] ISO 4307:2021 Molecular in vitro diagnostic examinations — Specifications for pre-
examination processes for saliva — Isolated human DNA (in vitro MoJeKyJIaJIbIK
JIMAarHOCTHKANBIK 3epTreynep. Cinekeini 3epTTeyiH Tajaayra JeiiHri Ke3eHiHIH MpouecTepine
KOMBUIATBIH TajlanTap. Anamubly okmaynanran JJHK-cer).

[32] ISO 23118:2021 Molecular in vitro diagnostic examinations — Specifications for pre-
examination processes in metabolomics in urine, venous blood serum and plasma (in vitro
MOJICKYJTANIBIK JUAarHOCTUKANBIK 3epTreynep. HecemHop, capeicy XKoHE KOKTAaMBIPIBIK KaH
MJIa3MaChIHBIH METa0OJIOMUKACHIH 3€PTTEeYAIH Tajjayra JCHIHT1 KE3€HIHIH MpOoIecTepiHe
KOWBLIATBIH TaJanTap).

[33] SI  Xameikapanwlk ~ Oipmikrtep — kyiieci  (SI)  Opommopace;,  BIPM
(http://www.bipm.org/en/publications/ si-brochure/)

[34] CASCO QS-CAS-PROC/33, ISO/CASCO 2020 cranmapTTapblHIAFbl >KaJIIbl
AIIEMEHTTED

[35] CLSI Amar ke3iHzeri 3epTXaHaJIbIK ONepamysuIapsl JKocnapiay; OeKiTIITeH HyCcKay,
CLSI GP36 kyxatel - A. VYoiin, llencunbBanus mrarsl: KIMHUKAIBIK JKOHE 3€pTXaHANbBIK
CTaHJapTTap UHCTUTYTHI 2014

[36] Merponorusiiplk OakpumaHymbUiblK Ooiibiaiia BIPM, OIML, ILAC xone ISO
oipmecken aexnapammsicel 2011  (http://www.bipm.org/utils/common/pdf/BIPM-OIML-ILAC-
ISO joint declaration 201 1.pdf)

[37] Metponorusnarel HycKaynap OoiibiHIIa OipikkeH komwmccus (JCGM) Metponorus
OOMBIHIIIA XaNBIKAPAIBIK CO3/IK — Heri3ri jxoHe Kaimbl YFBIMIAP JKOHE OJIapMeH OalIaHBICTHI
tepmunaep (VIM) 3-6aceuibim

[38] 3eprxanamapabl aKKpeAWTTEY >KOHIHIETT XaiblKapaiblk KaybiMaacTelk (ILAC).
https://ilac.org/

[39] 3eprreynep colKecTeHIIPTIITEPiHIH JIOTUKANBIK aTayiapbl MeH koaTapel (LOINC
xoHe Kacuerrep ™men Oipnikrep Homenknatypacel (NPU, NGC) sxome SNOMED CT
(https://loinc.org).
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CrangapTTrapablH CiTTeMeliK XaJdbIKapaJblK, OHIPJIK CTAaHAApPTTAPFa, IeT
MeMJIeKeTTEePAIH CTAHAAPTTAPbIHA COMKECTIri Typajbl MIJIiMeTTEep

B.A.1 kecreci - CTaHaapTTapAbIH CiJITEeMeJIiK XaJbIKAPAJIBbIK CTAHAAPTTAPFA COMKeCTIri
TypaJibl MAJIiMeTTep

¥J'ITTBIK CTaHOApPTThIH,

CiaTreMenik XaJlbIKapalbIK CTaHAAPTTHIH CaiikecTik MeMIIEKETapabIK
OeINriseHyi )KOHE aTaybl Jopexeci CTaHJAPTTHIH OCNTiIeHYI
KOHE aTaybl
ISO/IEC 17025:2017 G 1
: enera TOCT ISO/IEC 17025-2019
requirements for the competence of
. . . «CpIHay jxoHE Kanmuopiey
testing and calibration laboratories
IDT 3epTXaHajJapbIHbIH
(Cpinay KOHE Kaauopiey . .
o KY3BIPETTUIITiHE KOHBUIATHIH
3epTXaHaIaPbIHBIH KY3BIPETTLIITiHE

KOMBUIATBIH YKaJIbl TaJanTap)

KaJIIBI TaJ1arrap»

B.A.2 kecreci - CTannaprrapiabin 0ipaeil HeMece TYPJEHAIPIJITeH XaJdbIKapaJblK, OHIpJIiK
CTAHJAAPTTApP, IeT MeMJIEKeTTePAiH CTAHAAPTTAPbI 00J1bIN TA0BLLJIATHIH CiJITEMeJIIK
OHIpJIIK CTAHAAPTTAPFa COMKECTIrI TypaJbl MAJiMeTTep

Cintemenik Cintemenik Y ITTHIG
CTaHJAPTThHIH,
XaJTbIKapaJIbIK XaJTbIKapaIbIK
. . . MeMJIIEKeTapabIK
CTaHIAPTTHIH CTaHIAPTTHIH ColikecTik gopexeci CTAHAADTILL
Oenrisenyi xoHe OenrijeHyi xoHe HAAPTILIN
o o Oenriyienyi xoHe
aTaybl
Igg}ggl t 17000:2020 T'OCT ISO/IEC
4 ISO/IEC 17000:2004 17000-2012
assessment - . . .
Conformity «ColKeCTIKTI
Vocabulary and .
o assessment. IDT Oaranay. Ce3ik koHe
general principles
. . Vocabulary and JKaJIbl KaFuaaTTap»
(CotikecTikTi Oaranay 7
_ ContiK KoHe KA general principles (ISO/IEC
17000:2004, IDT)
KarujaTrTap)
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TPEBOBAHHUSA K KAYECTBY U KOMIIETEHTHOCTH

CT PK ISO 15189-2023

(ISO 15189:2022 «Medical laboratories — Requirements for quality and competence», IDT)

HN3nanue opuuuaiabHoe

KoMuTeT TeXHHYeCKOr0 PeryJiupoBaHUsi © METPOJIOTHH
MunucrepcTBa TOpro/jiu u uHTerpauuu Pecnyoamnkn Kaszaxcran
(I'occTtangapr)
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IIpeaucaosue

1 MIOATOTOBJIEH U BHECEH Pecny0irkaHCKHM TOCYJapCTBEHHBIM MPEANPUSTHEM
Ha TIpaBeé XO3HCTBEHHOro BBeleHHUA «Ka3axCTaHCKMII HMHCTUTYT CTaHIApTH3alUU MU
MeTposorun» KoMuTeTa TEXHUYECKOTr0 PEryJIMpOBaHNs U METPOJIOruM MUHKCTEPCTBA TOPTOBIIN
u uHTerpanuu Pecnyonuku Kazaxcran

2 YTBEPXKJIEH U BBEJEH B JIEMCTBHUE [Tpukazom Ilpencenarenss Komurera
TEXHUYECKOI'O PETYJIMPOBAHHUS M METPOJOrMM MUHHCTEpCTBA TOPrOBIM M HHTErPALMU
Peciy6mmku Kazaxcran ot 21 Hos6ps 2023 1. Ne 458-HK.

3 Hacrosmmuit CTaHAapT UJCHTUYEH MEXTyHAPOJITHOMY CTaHAApTY
ISO 15189:2022 «Medical laboratories — Requirements for quality and competence»
(JTaboparopuu meauimHckue. TpeOoBaHMs K Ka4€CTBY M KOMIIETEHTHOCTH )

Mexnynaponsbiii  craggapt ISO 15189:2022 pazpaboran TexHHYECKHM KOMHUTETOM
ISO/TC 212 «Knuandeckue mabOpaTOpHBIE HCIBITAHUS M JabOpaTOpHBIC IUATHOCTUYECKHE
CUCTEMBI UCTIBITAHU

[TepeBoa ¢ aHrMUICKOTO A3bIKA (€n)

OdunmanpHple  SK3EMIUIAPBI  MEXKIYHAPOJHOTO CTaHIapTa, Ha OCHOBE KOTOPOTO
MOATOTOBJIEH HACTOSILMN HAIlMOHAJIBHBIA CTaHIAPT U HA KOTOPbBIE JIaHbl CCHUIKH, UMEIOTCS B
EnurOM rocynapcTBeHHOM (OHI€ HOPMATUBHBIX TEXHUYECKUX TOKYMEHTOB

B pasnene «HopmaTuBHBIE CCBIIKHM» M TEKCTE CTaHAApPTa CChUIOYHBIE MEXIYHApOIHBIE
CTaH/IapPThI AKTyaTU3UPOBAHBI.

OdunmanbHON BepcHel SBIISIETCS TEKCT HA TOCYIaPCTBEHHOM U PYCCKOM SI3BIKE

CBemeHuss O  COOTBETCTBHHM  CTaHAAPTOB  (MEXKTOCYHApCTBEHHBIX)  CCHUIOYHBIM
MEXIYHapOJAHBIM CTaHJIaPTaM MIPUBEACHBI B TONOJHUTEIBHOM NpuiioxkeHnn B.A.

Crenens cooTBeTcTBUS - HAeHTHYHAs (IDT)

4 B macrosimem cranmapre peanu3oBaHbl HOpMBI 3akoHa PecmyOnukm Kazaxcran
«O06 obecnieuennu enuHCTBA M3MepeHuii» ot 7 uroHs 2000 roga N 53-11

5 BBEJIEH B3AMEH CT PK ISO 15189-2015 «JlabopaTopuu MeOUITMHCKHE
TpeOOBaHUs K KAUECTBY U KOMIIETEHTHOCTHY

Hugpopmayus 06 usmeneHusx K Hacmoawemy cmanoapmy nyOauKyemcs 6 extce2o0HO
U30a6aemMom UHPOPMAYUOHHOM Kamanoze «/JoOKyMeHmbl nO CMAaHOApmu3ayuuy, d mexkcm
UBMEHEeHUll U NONpABoOK — 6 NepuooUdecKyu U30a8aemom UHOOPMAYUOHHOM KAMAnoce
«Hayuonanvuvie cmanoapmuly. B ciyuae nepecmompa (3ameHvl) uiu ommeHvl HACMOAUE20
cmanoapma  coomeemcmayruee yeeooMienue 0Oyoem OnyoauUKo8aHo 8 NepuoOUHecKu
uz0asaemom ungopmayuonnom ykasamene « Hayuonanonvle cmanoapmuol»

Hacrosimuii craHmapT He MOXKeT OBITh TOJHOCTHIO MM YacTUYHO BOCIPOHM3BEJICH,
TUPAXXUPOBAH M PACIIPOCTPAHEH B KauecTBE OPUIIMAIBHOTO U3anus 0e3 paspemenust Komurera
TEXHUYECKOTO PETYJIUPOBAHUS ¥ METPOJOTMH MUHHUCTEPCTBA TOPTOBIM W WHTETPALUU
Pecny6nuku Kazaxcran

II
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BBenenune

[lenbro HaCTOSAIIErO CTaHIAPTA SABJISIETCS] OJAronoIy4re NalueHTOB U yI0BIETBOPEHHOCTb
MoJIb30BaTeNIe J1abopaTopuil B yBEPEHHOCTH KAdyecTBA M KOMIIETEHTHOCTH MEIMIIMHCKUX
nmabopaTopuii

Hacrosimuii  cTtanmapT colepXHUT TpeOoBaHMA K MEIUIMHCKONH JabopaTopuu 1o
IUIAHUPOBAHUIO U peaM3allii MEPONpPUATHH B OTHOUIEHHHM PHUCKOB M BO3MOXKHOCTEH JUIS
ynyumieHus. [IperMyIecTBa Takoro IMOAXO0Ja BKJIIOYAIOT: IOBBIIICHUE PE3YJIbTaTHBHOCTH
CHCTEMbl MEHEXKMEHTA, CHI)KEHHE BEPOSITHOCTU IOJIyYEHHs HEJOCTOBEPHBIX PE3yJIbTaTOB U
YMEHBIICHUE MOTEHIMAIBHOTO BpeAa IS MAalMEHTOB, IepcoHana J1abopaTopHH, HAceIeHUs U
OKpY>KaloIle Cpeibl.

TpeGoBanust K yNpaBIEHUIO PUCKaMH NPUBEACHBI B COOTBETCTBHE C MPHHLUIAMH
crannapta [SO 22367.

TpeboBanust k Ge30mMacHOCTH J1IAOOPATOPUI MPUBENEHBI B COOTBETCTBUE C MPHHLUIAMHU
crannapta ISO 15190.

TpeboBanust kK 0TOOPY M TPaHCHOPTHPOBKE NPOO MPHUBEACHBI B COOTBETCTBUE CO
craunaprom ISO 20658."

Hacrosimuii cTangapTt cogep kUt TpeboBaHUs K uccienoBanuio no mecty jgederus (POCT)
u 3amensieT [SO 22870, koTophlit OyAeT OTMEHEH MOcye MyOIMKaIMy HACTOSAIIETO CTaHIapTa.

®opmart HacToAwIero cTannapra ocHoaH Ha crannapre ISO/IEC 17025:2017.

MenunuHckie 1a00opaToOpuu  WrparoT CYIIECTBEHHYIO pOJIb B OKAa3aHUM IOMOIIU
NaIMeHTaM; UX AEATEIbHOCTh OCYHIECTBISICTCS B paMKaxX 3TUKUA M PYKOBOISIIUX MPUHIIMIIOB,
MPU3HAIOLMX 0053aTeNbCTBA MOCTABIIMKOB MEIUIMHCKUX YCIyr nepen nanueHtoMm. Bee atu
JEUCTBUSL TPEANPUHUMAIOTCS CBOEBPEMEHHO JUISL YAOBJIETBOPEHHUS TOTPEOHOCTEH Bcex
NAIMEHTOB U EPCOHAA, OTBETCTBEHHOIO 3a YXOJI 332 3TUMHU MallueHTaMH. JlaHHasl NesITeIbHOCTD
BKJIIOYaeT B ce0sd OpraHu3aliio 3asBOK Ha UCCIEAOBaHMs, TOATOTOBKY MAIEHTOB,
HUIEHTU(DHUKAIIMIO TAIIMEHTOB, B3ATHE MPOO, TPAHCHOPTUPOBKY, 0OpabOTKYy MpoO MaIMEHTOB,
0oTOOp HCCIIEIOBAaHUM, NPUTOAHBIX JJIS MCIOJIB30BAHUS MO HA3HAUEHHIO, MCCIEJ0BaHHE Moo,
XpaHeHHe T1po0, a Takke TMOcleAylollas TpPakTOBKa, COOOLIEHHE pe3yabTaToB H
KOHCYJIbTUPOBAaHHE  Toib3oBareneld  jgabopatopuu. OHa  TakkKe  MOXET  BKIIOYATh
IPEJOCTaBICHUE PpEe3yJbTaTOB MAalMEHTy, OPraHU3alMI0 CPOYHOIO HUCCIEAOBaHUS H
YBEIOMJICHHE O KPUTHUYECKUX Pe3yJIbTaTax.

ITockonbKy HacTosIMH  CTaHAApT NpeAHAa3HAa4YeH Uil I[PUMEHEHUs BO  BCeX
OOIIENPU3HAHHBIX B HACTOSIEE BpeMs IUCIHIUIMHAX J1a00OpPaTOpPHOW MEIHMIIMHBI, €r0 MOKHO
3(Q(GEKTUBHO NPUMEHATh U B JPYTUX MEIMIMHCKUX CIykO0axX, TaKuX KakK JAMarHOCTHYecKas
BU3YyallM3allus, peCIUpaTopHas Tepanusi, (PU3MOIOTMYECKUe HAyKH, OaHKH KpPOBH U CIYXOBI
NepeTUBaHUs KPOBH.

Hcnonp3oBaHne  HACTOSILET0  CTaHAApTa  OOJerdaeT  COTPYAHUYECTBO  MEXIY
MEIULIMHCKUMH J1a00opaTopusMu U APYrUMH chepaMu 37paBOOXPAHEHUS, TIOMOTaeT B OOMEHe
uHpopMaluen, a TaKkke B TapMOHHM3alMKA METOI0B U ITPOLIEAYP.

ComocTaBUMOCTb ~ pe3yJabTaToB OOCIIEOBAaHUS MAIMEHTOB MEXAY MEIUIUHCKUMHU
na0opaTopusMU, HE3aBHUCHUMO OT TropojJia WM CTpaHbl, OOJerdaercs, €clId MEAULUHCKHUE
71a00paTOpUM COOTBETCTBYIOT HACTOSILEMY CTaHAPTY.

Korpa maboparopusi NpoXOAUT AaKKpPEOUTALMIO, OHAa JIOJDKHA BbIOpaTb OpraH IIo
aKKpenuTanuu, KoTopslii padoraer B coorBercTBuM ¢ ISO/IEC 17011 m yuurtbiBaer ocoOble
TpeOOBaHUS MEIUITMHCKUX JTa00OPaTOPUA.

CpaBHuTeNbHBIEC TAaOIHIIBI TPUBEEHBI B TpHitoskeHusx B u C.

1) Tepsoe u3naHMe HAaXOAMTCA HA CTaAUMM HOATOTOBKU (Hpeiblaylliee u3faHue Obuio TexHuueckoit
crieruukanueit). Cranus Ha MoMmeHT yOnukaruu: [ISO/DIS 20658:2022.

III
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HAITUOHAJIBHBIN CTAHJIAPT PECITYBJIMKA KABAXCTAH

JlabGoparopuu MeIMUMHCKHUE

TPEBOBAHHUSA K KAYECTBY U KOMIIETEHTHOCTH

Jlata BBenenus 2024-01-01
1 ObsacTs npuMeHeHU st

Hacrosmmuii  ctangapt ycraHaBiauBaeT TpeOOBaHMS K KayeCTBY M KOMIIETEHTHOCTH
MEIUIIMHCKUX Ta00paToOpuid.

Hacrosmuii ctangapT MOXET IPUMEHATHCS METUIIMHCKUMU JTA00PATOPUSIMHE JIJIST PA3BUTHS
CHCTEM MEHEMKMEHTAa KauecTBa M IJIS OLIEHKH COOCTBEHHOH KOMIIETEHTHOCTH. Hacrosmini
CTaHJIapT MOJKET TaK)Ke€ MPUMEHSTHCS ISl TMOATBEPAKIACHUSI WU MPU3HAHUS KOMIETEHTHOCTH
MEIUITTHCKHX naboparopuii MMOJIB30BaTEIISIMU naboparopuid, YIIOJTHOMOYEHHBIMU
rOCyJIapCTBEHHBIMU OpraHaMH M OpraHaMH MO aKKpEeIUTaIUH.

Hacrosimmii cranagapt Takke pacnpoCTPAaHSETCS Ha MCCIEAOBaHUS IO MECTY JICUYEHHUS
(POCT).

HpI/IMe‘IaHI/Ie - Me)K,HyHapO,HHI)IG, HallMOHAJIbHBIC WJIM PETrUOHAJIBHBIC IIpaBUJia WA Tp€60BaHI/I$I TaKXC
MOTYT MPUMCEHATCA K OTACJIbHBIM aCIICKTaM, CBA3aHHLIM C HACTOAIIUM CTaAaHAAPTOM.

2 HopMaTuBHbBIE CCHLIKH

Jlis TmpUMEHEHHsS HACTOAILIEro CTaHgapTa HEOOXOJUMBI CIEAYIOIIME CChUIOYHBIE
JOKYMEHTBI M0 CTaHjaapTu3anuu. |Jis JaTUpOBAaHHBIX CCHUIOK MPUMEHSIOT TOJIBKO yKa3aHHOE
U3JIaHUE CCBUIOYHOTO JOKYMEHTa [0 CTaHAapTH3aluu, [Jid HEeJATUPOBAHHBIX CCHUIOK
MPUMEHSIOT TOCIIeHEE U3/IaHUE CChIJIOYHOT0 JOKYMEHTA IO CTaHIAPTU3aLUH (BKIIIOYasi BCE €T0
W3MEHEHUS):

ISO/IEC Guide 99:2007 International vocabulary of metrology - Basic and general
concepts and associated terms (VIM) (MexayHapoIHbIi cl10Baph 1Mo MeTposiorud. OCHOBHBIC U
o0IIHe MOHSATHUS ¥ COOTBETCTBYIOMIHE TepMHUHBI (VIM)).

IMpumeuanue - ISO/IEC Guide 99 Taxke m3BecteH, kak the Joint Committee for Guides in Metrology
(JCGM) 200.

ISO/IEC 17000:2020 Conformity assessment - Vocabulary and general principles (Onenka
cooTBeTcTBUS — CJI0Baph U OOIIHME IPUHITUTIBI).

ISO/IEC 17025:2017 General requirements for the competence of testing and calibration
laboratories (OOmme TpeOOBaHWS K KOMIIETCHTHOCTH HCIBITATEIBHBIX W KaJTHMOPOBOYHBIX
nabopaTopwii).

3 TepMuHBI U onpeaeIeHUA

«B Hacrosmem crapmapte npumenstorcs tepMmuHsl o ISO/IEC Guide 99 u ISO/IEC
17000.

[Ipumevanne — Tepmunonormueckne 06aszpl maHHbIX ISO w IEC mocTymHBI MO CHEIYIONIMM WHTEPHET-
ajpecam:
- onnaitn matdopma ISO: http://www.is0.0rg/obp;
- «Dnextponenus» IEC: http://www. electropedia.org/.

N3nanue opunmaibHoe 1
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3.1 Cmemenne (bias)
CMmemenue wu3MmepeHusi (measurement bias): OrneHka CHCTEMAaTHYECKOH OIIMOKH
M3MEpPEHUSI.

IIpumevanus
1 JlanHOE OompeieNeHrue MPUMEHUMO TOJIBKO K KOJIMYECTBCHHBIM H3MEPCHUSIM.
2 Basiro 3 ISO/TEC Guide 99:2007, 2.18, m3mMeHeHO — 100aBIeHO IPUMEUYaHUE K OIIPEICTICHHIO.

3.2 buonoruveckuii pedepentHbiii uHTepBad (biological reference interval):
OnpeneneHHbI MHTEPBAJ pacHpeaeIeHIs] HCXOIHBIX 3HAUCHHH, MOy4YeHHBIX B OMOIOTHYECKOM
pedepeHTHOI TOmyJIAIUY.

ITpumevanus

1 PedepenTHbIll HHTEpBaN OOBIYHO ONPENEISAIOT KakK HNEeHTpaIbHbIA 95 %-Hblil uHTepBan. Jpyroii pasmep
WIN acUMMETpHYHas JIOKaIM3anus (acMMMETpUYHOEe pa3MelleHHne) pedepeHTHOro HWHTepBaja MOTYT
COOTBETCTBOBATH OINPEEIICHHBIM CITy4asiM.

2 PedepeHTHBII MHTEpBaJ MOXET 3aBHUCETh OT THUMA MNEPBHYHOrO obOpasma (3.25) W HUCIOIb3yeMOM
poLenypsl uccienoBanus (3.9).

3 B HEKOTOpHIX CIIydasX Ba)kKeH TOJBKO OIMH OMOJOTHYECKHH pedepeHTHHIH npeaen (OOBMHO BEPXHHUA —
«X»), TOTJIa COOTBETCTBYIOIINI OHOJOTHYECKIH pedepeHTHBIN HHTEpBa OyIeT MEHBIIE FITH PaBeH «X».

4 Takue TEpMHHBI, KaK «HOPMAJbHBIH JWANA30H», «HOPMAJIbHBIC 3HAUCHUI» U (KIMHUYECKUH THAaIra3oHy,
SIBIISIFOTCS] HEOTPE/ICIIEHHBIMU M TIO3TOMY HE PEKOMEHAYIOTCS JUIsl IPUMEHEHHUSL.

5 Basiro 3 ISO 18113-1:2022, 3.1.9, usmeneno — [Ipumep ynanes.

3.3 IIpeaen kiauHuveckoro pemenus (clinical decision limit): Pe3ynpTar ncciaenoBanus
(3.8), KoTOpHI yKa3bIBaeT Ha 00Jiee BBHICOKHN PUCK HEOIArOMPHUATHBIX KIMHUYECKHUX HCXOJIOB
WJIH SIBJISIETCSL JUATHOCTHYECKUM JJIsI HATHYUSL KOHKPETHOTO 3a00JIeBaHUSI.

ITpumeuanus

1 Ilpenensl KIMHUYECKOTO PEIISHHS IS JIEKAPCTBEHHBIX IIPETApPaTOB HA3BIBAIOTCS «TEPAIEBTUYECKUM
JIMaTIa30HOM.

2 Tlpenen KIMHUYECKOTO PEIICHUS MCIIONB3YETCS AJIS ONpeaeNieHHs prcKa 3a00JeBaHus, s THAarHOCTUKA
WM JJIs1 ICUECHUS.

3.4 KommyTtabeabHocTh MaTepuasia (commutability of a reference material): CoiicTBO
ATAJIOHHOTO MaTepuaia, JAEMOHCTPHPYEMOE OJIM30CThIO COOTHOIICHHS MEXIY pPe3yIbTaTaMH
I/ISMQPGHHI\/'I OHpGI[eJIeHHOI\/'I BCJIMYHUHBI B 3TOM MAaTcpuajic, MNOJIYYCHHBIMHU ABYMS 3aJJaHHBIM
METOAMKAM HM3MEPEHHH, K TaKOMY JX€ COOTHOIICHHIO PE3YJIbTATOB, IMONYYEHHBIX IS TPYTUX
YCTaHOBJICHHLIX MAaTCpHUAJIOB.

IIpumeuanus

1 DranoHHBII MaTepua, 0 KOTOPOM UIET Pedb, OOBIYHO SBIISETCS KAIUOPAaTOpOM, a Ipyrue YCTaHOBJICHHbIE
MaTepHabl ITATHBIE ABISIOTCS OOBIYHBIMH 00pa3aMH.

2 TlockonbKy OOBIYHO IOCTYHHO Oojiee IOBYX METONMK H3MEPEHHUil, TO >KelaTelbHO CpPaBHEHHE BCEX
UCTIONIb3YEMBIX METOJIMK N3MEPEHHSI.

3 bamsocte coBmaseHHS pe3ydbTaTOB HM3MEPEHHH OIpenenseTcs C TOYKH 3PEHHS COpa3MEpPHOCTH
Ha3HA4YEeHUIO B COOTBETCTBHH C LIEJIEBHIM Ha3HAYEHUEM pe)epeHTHOTO MaTepuaa.

4 3asBleHHE O KOMMYTaTUBHOCTH OTPAaHWYMBACTCS HPOLEAYypaMU U3MEPEHUs, YKa3aHHBIMH B KOHKPETHOM
CpaBHEHUH.

5 - Bzaro u3 ISO 17511:2020 3.10, u3meneno — IIpumeuanue 2 3ameHeHo HOBBIM IIpumedanuem 2].

3.5 KomnerentHocthb (competence): IIpoaeMoHCTprpoBaHHAs CIIOCOOHOCTh MPUMEHSTh
3HAHUA U HABBIKU U JOCTUIKCHUA HAMCUYCHHLBIX PC3YJIbTATOB.
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Ipumeuanne — B3sto u3 ISO/IEC 17021-1:2015, 3.7, u3MeHEeHO — B HAYajo OMpECICHHS J00aBICHO
«IPOACMOHCTPUPOBAHHAS).

3.6 Kanoba (complaint): BeipaxkeHre HeOBOIBCTBA JIIOOBIM JIMIIOM HJIM OpTaHU3aIMel B
aapec nadoparopuu (3.20), oTHOCSIIEECS K IEATSIBHOCTH MWW pe3yIbTaTaM 3TOH J1JabopaToOpuH,
Ha KOTOPOE OXKUAAETCS OTBET.

[Ipumevanne — Bzsaro uz ISO/IEC 17000:2020, 8.7, M3MEHEHO — CIIOBa «KPOME AameUIIUIy OBLIH
HCKIIIOYEHBI, & CII0OBA «OPTaH IO OL[EHKE COOTBETCTBHS MIIM OPraH Mo aKKPEAUTAINH, OTHOCSIIUECS K JACSTeIbHOCTH
9TOr0 OpraHay» ObUIM 3aMEHEHbl Ha <«J1a00PaTOPUHU, OTHOCAIUIMECS K JEATEIbHOCTH WM pe3ysibTartaM 3TOH
1a00paTOPHUM».

3.7 KoncyabTanT (consultant): JIumo, mpodeccnoHaabsHO MPEAOCTABIIIIONICE YKCIICPTHHIE
KOHCYJIbTalluH.

3.8 UccaenoBanme (examination): Kommiekc omeparuii, 00bEKTOM KOTOPBIX SIBISICTCS
OIMPCACIICHUC 3HAUCHU A NI XaPAKTCPUCTHUKHU CBOICTB.

IIpumeuanus

1 UccnenoBanme MOKET OBITH COBOKYITHOCTBIO psAla ISHCTBUH, HAOMIOACHNHN HITH H3MEPEHNH, He0OXOAMMBIX
JUTS OTIpeIeIeHHs] 3HAUCHUS WIIH XapaKTePUCTHUKHU.

2 JlaGopaTopHBIC HCCIIEOBAaHUS, KOTOPBIC OIPEICNIAIOT YHCIOBOC 3HAYCHHE CBOWCTBA, HA3BIBAIOTCS
«KOJIMYCCTBCHHBIMU HCCIICIOBAHUSIMUY»; JTA00OPATOPHBIC HCCIICAOBAHUS, KOTOPBIC OMPEACISIOT XapaKTEPUCTHKU
CBOIICTBa, HA3BIBAIOTCSA «KAYECTBEHHBEIMH MCCIICIOBAHUSIMMY).

3 JIabopaTopHbIe UCCICIOBAHUS YaCTO HAa3bIBAIOT TAKIKE «aHATU3AMI» HITH «TECTAMU».

3.9 IIpouenypa ucciaenoBanusi (examination procedure): KonkpeTHo onucaHHBIN HaOOP
orepalnii, UCTOIb3YEMBIX MPU MPOBEACHUH HcclieqoBaHus (3.8) B COOTBETCTBUU C YKa3aHHBIM
METOOM.

IIpumeuanus

1 B oTpacnu MeMIIMHCKUX M3/ENU JUIs JMarHOCTHKH in Vitro ¥ BO MHOTHX JIAOOPATOPUSIX, HCHOJIB3YIOIINX
MEIUIMHCKHE W3/enusl JUIs JUarHOCTHKM in Vvitro, Hpoleaypa HCCIEeNOBaHHS aHAJIM3MPYEMOro BeIllecTBa B
OuosnornyeckoM oOpasle OOBIYHO Ha3bIBACTCS AHAJMTHUYECKMM METOAOM, AaHAIMTHYECKOW IpOLENypor MU
METOJIOM HCCIIEI0BaHUSI.

2 Basto u3 ISO 15198:2004, 3.7, n3MeHeHO — cl0Ba «HAOOP ONepalyii, OMMMCAHHBIX KOHKPETHOY» 3aMEHEHBI
HAa CJIOBa «KOHKPETHO OTMCAHHBII HA0OP omepanniiy.

3.10 Buemmnsin omenka kauvectBa (external quality assessment): OrmeHka paOOTHI
YYaCTHHMKOB IO 3apaHee YCTAHOBJICHHBIM KPUTEPHSIM ITyTEM MEXJIa00paTOPHBIX CPAaBHEHHH.

IIpumeuanus

1 Taxxe n3BeCTHA Kak MpoBepka kpanmupuxanuu (proficiency testing, PT)

2 Bzsto m3 ISO/TEC 17043:2010, 3.7 usmeHeHo — TepMHUH «BHENIHSS OIICHKA Ka4eCcTBay», NMPUBEIECHHBIA B
[Ipumewannu 2 K onpeAeNeHuIo, HCIIOIB3YeTCs B KAUeCTBE OCHOBHOTO TepMHHA. [IpuMedaHust K onpeneseHusM 1 u
2 ynaneHsl, 1o6aBneHo HOBoe [Ipumedanue 1 k onpeecHuUIO.

3.11 BbecnpucrtpactHocTh (impartiality): OOBEKTUBHOCTh B OTHOIICHHWU PE3YIHTATOB
3aJ1a4, BBITIOJTHSAEMBIX MEIUIIMHCKOM 1abopaTopueii (3.20).

IIpumeuanust

1 OGBEKTUBHOCTS MOKHO TOHAMATh, KaK CBOOOIY OT MPEAB3ATOCTH WM KOH(IINKTA HHTEPECOB.

2 Jlpyrue TEepMHHBI, KOTOpBIE IIOJIE3HO WCIOIB30BaTh U Iepeladyd dJIeMeHTa OeCIpHUCTPaCTHOCTH,
BKITIOYAIOT  «HE3aBHUCHMOCTB»,  «OTCYTCTBHE  TpenyOeKOeHWH»,  «HEUTpaIUTeT»,  «CIPAaBEITMBOCTDHY,
«Henpey0eKIeHHOCTDY, «PaBHOE OTHOLIEHUEY», «OTCTPAHEHHOCTHY, «OanaHc».

3 Bazsro u3z ISO/IEC 17000:2020 5.3 m3MEHEHO — «pe3yJbTaT AESATEIBHOCTH IO OLIEHKE COOTBETCTBHS»
3aMEHEHO Ha «3a/1a4H, BHINOJIHIEMbIE MEAUIIMHCKON Taboparopueii». Jlo6asieno [Ipumedanue 2 k onpeieeHHIo.
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3.12 MexaaboparopHoe cpaBHeHue (interlaboratory comparison): OpraHuzamnms,
MPOBEACHUE U OLICHKAa M3MEpPEHUU WM ucciaefaoBaHuil (3.8) OOHUX W TeX K€ WM CXOJHBIX
MaTepuajoB JIBYMs WU 0Oojiee HE3aBUCHMBIMH JIaDOpaTOPUSIMH B COOTBETCTBHM C 3apaHee
YCTaHOBJICHHBIMU yCIOBHUSIMHU.

IMpumeuanne — Bzaro u3 ISO/IEC 17043:2010 3.4, u3MEHEHO — «UCHBITAHUS) 3aMEHEHO Ha
«UCCIIENOBAaHMUA», «W3ICIUH» 3aMEHEHO Ha «OOBEKTOB», «IabOpaTOpHAX» 3aMEHEHO Ha «HE3aBHCHMBIX
Ja00PaATOPHSIX ).

3.13 BuyTpeHHmii KOHTPoOJb KauecTBa (internal quality control (IQC))

Konrtpoar kavectBa (quality control (QC)): BHyTpeHHss mpouenypa KOHTpOJsS 3a
IIPOLIECCOM HCCIIEI0BaHMS JUIsl BepU(UKALUU IPAaBUIBHON pabOThl CUCTEMBI M YBEPEHHOCTH B
TOM, 4TO Pe3yJIbTAThl JOCTATOYHO HAJIKHBI U MOTYT OBITh BBIZIAHBI TIOTPEOUTENIAM YCITYT.

[Mpumeuanue — B3sto u3 ISO/TS 22583:2019 3.9, u3MeHEHO — «pEIICHUE» 3aMEHEHO Ha «BepUDUKAIUSY.
IIpumeuanue 1 k onpeaeneHUI0 yIaueHo.

3.14 MeauuuHckoe u3eaue AJsi IMATHOCTHKM in vitro (in vitro diagnostic medical
device):

Mennuunckoe usgeaune IVD (IVD medical device): U3nenue, ucnonbzyemMoe OTAEIBHO
WIM B COYETAHWH C JAPYTUMU U3ACTUSMU, MTPEIHA3HAYCHHOE U3TOTOBUTENIEM JIJISl UCCIIETOBAHUS
00pasmoB in Vvitro, MOJYyYEHHBIX U3 YEJIOBEYECKOTO OPraHU3Ma, UCKIIOUUTEIHHO WIH TJIABHBIM
oOpa3oM Juisi TpenoCTaBlieHHs WHGOPMAIMU B MENSAX JUATHOCTHKH, MOHUTOPHHTA WA
COBMECTUMOCTH, BKJIIOYAsi peareHThI, KaJIuOpaTophl, KOHTPOJbHBIE MaTepuajbl, EMKOCTH JIs
0o0pa3IoB, MPOrpaMMHOE OOECTeUeHHE M COOTBETCTBYIONINE HHCTPYMEHTHI, almaparbl HId
IPYTHUE U3IEITHSI.

IMpumeuanne — Bazsto w3z ISO 18113-1:2022, 3.1.33, U3MEHEHO — CIOBO «MEAWIIMHCKHIY YAaJEHO W3
OTIpEJICJICHNsI. B KOHIIC OIpeneieHus N00aBIeHO «BKIIOYAs peareHThl, KaJIHOPaTOphl, KOHTPOJIbHBIC MaTEPHAIIbI,
€MKOCTH Ul 00pa3moB, MporpaMMHOEe oOecreueHre M COOTBETCTBYIOIINE MHCTPYMEHTHI, anmapaTsl WIH JpyTHe
n3nenus» [Ipumeuanus 1 v 2 K onpeneneHuio yaaleHsl.

3.15 PykoBoacrBo Jgadopatopum (laboratory management): Jlumo (nmma), Hecyiee
OTBETCTBEHHOCTh U HAJICJIEHHOE MTOJITHOMOYHUSMHU B OTHOIIIEHUH J1abopaTopuu (cM. 3.20).

IIpumeuanus

1 PykoBozcTBO 1abopaTOpHuy BIpaBe JCICrHPOBATh TIOJTHOMOYHS U 00ECIIeUnBaTh Ja00PATOPHUIO PECYpCaMH.

2 PykoBOJCTBO J1a0OpaTOPHH BKIIIOYACT PYKOBOIUTENS (PYKOBOAMTENEH) JIAOOPATOPUH, YIOTHOMOYCHHBIX
JIUII, @ TAKXKE JIUII, CIICIMAILHO HA3HAYCHHBIX 11 00CCIICUCHUS Ka4eCTBa JICTeIbHOCTH J1a00paTopuu.

3.16 Iloab3oBatenns aadoparopuu (laboratory user): ®dusndyeckoe WIM HOPUIUYECKOE
JIUII0, 3apalIrBalolee yCIyru MeIUIIMHCKOM taboparopu (3.20).

HpI/IMe‘IaHI/Ie - Ilonp3oBaTensaMu MOTyT OBITE MauCHTBI, Bpadd, a TaK¥Xe Apyrue na6opaTopI/H/1 i
YUPpECIKACHU A, HAIPABJIAIOINEC 06pa3u1,1 Ha UCCJICAOBAHUC.

3.17 Cucrema meHea:kMeHTa (management system): COBOKYIMHOCTh B3aMMOCBSI3aHHBIX
WIN B3aUMOJCHCTBYIONIUX JJIEMEHTOB OpTraHM3alMH I pa3paboTKW MOJNHUTUKH, Ieled u
MIPOLIECCOB TSl IOCTHXKEHUS JAHHBIX LEJIeH.

IIpumevanus
1 YnoMuHanochk paHee U SBISIETCS CHHOHHUMOM «CHCTEMbI MEHEIKMEHTA KaueCcTBay.
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2 DJeMeHTbl CHCTEMbl MEHEMKMEHTA YCTaHABIMBAIOT CTPYKTYPY OpraHM3alUH, POIH M OOSI3aHHOCTH,
[UIAHUPOBaHWe, (GYHKUHOHHPOBAHHE, MOJMTHKY, MNPAKTHUKY, NpaBHia, YyOeKICHHs, LETd M MPOLECCH s
JIOCTHKEHUS 3TUX LIeNeH.

3 Basro u3 ISO 9000:2015, 3.5.3 nzmeneno — [Ipumedanus k onpenenenusMm 1, 3 u 4 ynaneHsl, 100aBiIeHO
HoBoe [Ipumeudanue 1 k onpeneneHuro.

3.18 TouHocTs, HM3MepeHMs (TOYHOCTB) (measurement accuracy): bimszocTe Mexny
HU3MEPCHHBIM 3HAUCHUCM BCIIMYWHBI W HCTHUHHBIM 3HAYCHHUEM BCIWYHUHBI HU3MEPACMOIO

BCIICCTBA.

IIpumeuanust

1 TloHsiITHE «TOYHOCTH M3MEPEHUS» HE SIBISIETCA BEJIMUMHOW U HE MMEET YMCIIOBOTO 3HadueHus. M3mepenue
cuuTaeTcs 0oJiee TOYHBIM, €CITH OHO JIa€T MEHBIIYIO TIOTPEITHOCTh U3MEPEHUSL.

2 TepMUH «TOYHOCTH U3MEPEHHUI» HE IOJHKEH UCIIONIL30BAThCS I 0003HAYCHHUS IPABMIIBHOCTH U3MEPEHHIA,
a TCPMHUH IPEIM3UOHHOCTh M3MEPCHUI» HE JOJDKCH MCIOJIB30BATHCS ISl 0003HAUCHUS «TOYHOCTH U3MEPEHUIN,
KOTOpasi, OJTHAKO, CBsI3aHa C 00OUMHU MOHATUSIMH.

3 «To4HOCTh U3MEPEHUIN» UHOTIa TOHUMAETCS KaK OJU30CTh MEKY U3MEPEHHBIMHU 3HAUYCHUSIMH BEJIHMYUHEI,
KOTOpBIE MMPUMHUCHIBAIOTCS U3MEPSEMOI BEIMUMHE.

4 B3saro u3 ISO/IEC Guide 99:2007, 2.13.

3.19 HeonpenesieHHoCTH H3MepeHui (measurement uncertainty MU)):
HeorpunatenbHblii  mapaMmerp,  XapakTepu3ylmolmuil  pa30poc  3HAYCHUN  BEIUYUHBI,
MPUIUCHIBAEMBIX U3MEPSIEMON BEJIMUYMHE, HA OCHOBE UCIIOIb3YeMOM HH(pOpMAIIHH.

ITpumeuanus

1 - MU BkioyaeT KOMIOHEHTHI, BOSHUKAIOIIME B pe3yjbTaTe cucTeMaTtuueckux 3(QekToB, kak B ciaydae
MONPABOK K YCTaHOBJICHHBIM 3HAYECHWSIM BEJIMYHMH ITAJIOHOB. [HOINa OlleHEHHbIE cucTeMaTtuueckue 3PQeKTs He
KOPPEKTUPYIOTCS, a BMECTO 3TOT0 BKIIFOUAIOTCS CBSI3aHHbIE C HUMU KOMIIOHEHTH! MU.

2 Tlapamerpom MoOXeT ObITh, HampuMmep, craHgapTHoe oTkioHeHue (SD), HaspiBaemoe ctanmaptHoit MU
(vv 3a1aHHOE KPaTHOE eMY), I MOIyIIUpHHA HHTEPBaJa, UMEIOIIET0 3aJaHHYI0 BEPOATHOCTh OXBaTa.

3 MU cocrowuTt, Kak IpaBHIO, U3 MHOTUX KOMITOHEHTOB. HeKkoTophIe M3 HUX MOTYT OBITH OLIEHEHHI 110 TUIY A
oneHkd MU Ha OCHOBaHMM CTaTUCTHYECKOTO pACHpPElEeICHHs 3HAYEHUI BEIWYMH U3 CEPUHM U3MEPEHMM U MOTYT
xapakTtepu3oBatbess SD. J[pyrne KOMITOHEHTHI, KOTOPHIE MOTYT OBITh OICHEHHI 1Mo Tumy B omenkum MU, takke
MOTYT XapakTepu3oBaTbcs SD wim ouneHuBaThCA MO (YHKOMSAM IUIOTHOCTH BEPOSTHOCTH HA OCHOBE OITBITA WIIH
JpyToi HHpOPMAIHH.

4 B oOmem, s naHHOTO HaOopa wuHpOpMmanuu mojapasymeBaercs, urto MU accomumpyercs ¢
YCTAHOBJICHHBIM 3HAU€HHEM KOJHMYECTBA, NPUIHCAHHBIM H3MepseMON BenuuyuHe. VI3MeHeHHe 3TOro 3HaueHHs
MOJKET IIPUBECTH K U3MEHEHHIO CBA3aHHON C HUM HEONpeeIeHHOCTH.

5 Bce usmepenus umeroT cumewenue (3.1) m HeTouHocTh. Hampumep, MOBTOpHBIE H3MEPEHHUS IMPOOHI,
BBITOJIHEHHBIE B YCJIOBHAX MOBTOPAEMOCTH, OOBIYHO JAIOT pa3HbIe 3HAUCHMS Ui OJHOTO M TOTO K€ M3MEepsieMOro
BeiecTBa. [TockonbKy pa3iu4HbIe 3HAYEHUSI MOTYT ObITh 0OOCHOBAaHHO OTHECEHBI K OJJHOMY M TOMY )K€ KOJINYECTBY
N3MEpSIEeMOro BEIECTBA, CYIIECTBYET HEOIPEAEICHHOCTh B OTHOIIEHHH TOTO, KaKOe 3HAa4EeHHE JOJDKHO OBITh
OTPaXXEHO B OTYETHOCTH KaK KOJIMIECTBO M3MEPSEMOTO BEIIECTBA.

6 Ha ocHOBe MMeromuxcst AaHHBIX 00 aHAJMTHYECKUX XapaKTEPUCTHUKAX JAHHOM MpoLexypbl M3MEpEHHs
ounenka MU oOecrieunBaeT MHTEpBal 3HAYCHUH, KOTOPBIH MPEINOI0XKHUTEILHO, BKIIOUaeT (haKTHIeCKOe 3HaYCHUE
n3MepsieMOl BETMUMHEI C YKa3aHHBIM YPOBHEM JIOBEpHSL.

7 VMeromuecss JaHHbIE 00 aHATUTUYECKUX XapaKTEPUCTHUKAX 3aJaHHOU TPOIERyphl M3MEpPEHHS OOBIYHO
BKITIOYAIOT HEONPEAEICHHOCTh YCTAHOBICHHBIX 3HAUCHUI KaauOparopa 1 IOITOCPOYHYIO HETOUHOCTh MaTepHalIoB
IQC.

8 B MeaumuHCKHX J1ab0paTopusax OOJNBIIMHCTBO M3MEPEHUN BBITIOIHIIOTCS OJHOKPATHO M MPUHUMAIOTCS 32
MPUEMIIEMYIO OIICHKY 3HAYCHHsI HM3MepseMoi BeanmdyuHbl, a mHTepBad MU yKa3pIBaeT Ha JApYyrHe pe3yibTaThl,
SBIISIFOIIECS TAaKXKe BO3MOKHBIMHU.

9 Bzsato n3 ISO/IEC Guide 99:2007 2.26, usmeneHo — nobapieHsl [Ipumeuanns k onpeaeneHusIM 5-8 u3
ISO/TS 20914:2019 3.26.

10. ITapameTp, CBsI3aHHBIA C pe3yabTATOM U3MEPEHUH U XapaKTEepU3YIOIMN paccessHUe 3HAUYEHUH, KOTOphIe
MOTJIH ObI OBITH 0OOCHOBAHHO TIPHITHCAHBI H3MepsieMoil BenmuuHe [B3sito 3 3akona Pecnyonuku Kazaxcran ot 7
ntorst 2000 roma N 53-I «O6 oOecrieueHMM €AMHCTBA HM3MEpPEHHI» (C M3MEHEHUSIMH M JIONOJHEHHSAMH IO
cocrostauto Ha 19.04.2023 1.)]
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3.20 Menununckasi Jjgadoparopusi (medical laboratory): Opranuzamusi, KoTopas
npoBOIUT HccienoBanue (3.8) OHONIOTMYEeCKUX MAaTEPUATIOB C IENBIO MOJNydYeHUs HH(OpMaIu
IUI AMarHOCTHUKH, MPEIYIPEXIAECHUS U JeueHus 3a00JeBaHui, a TakKe JUIsl OLIEHKH COCTOSIHMS
310pOBBSI.

IIpumeuanus

1 JIabopaTopusi MOKET OKa3aTh KOHCYJIBTATHBHYIO MOMOIINb OTHOCHTEIBHO BCEX ACIEKTOB JabOpPaTOPHBIX
HCCIIeIOBAHHH, BKITIOYAsi HHTEPIIPETAINIO PE3yIbTATOB U PEKOMEHIAINIO JATFHEHIITNX HCCIIeIOBAHUH.

2 JlaGopaTopHas JeATEIBHOCTh BKJIIOYaeT TNpeaHanurmueckuii (3.24), wuccnemoBanue (3.8) u
MoCTaHATMTHIECKHUH Tporeccsl (3.23).

3 Matepuansl s uccienoBanus (3.8) BKIIIOYAIOT, HO HE OTPAHWYHMBAIOTCS HMH, MHUKPOOHOIOTHYECKHH,
HMMYHOJIOTHYECKUH, OHMOXMMHUYECKHH, HMMYHOT€MAaTOJOTHYECKHIA, TeMAaTOJOTHYECKUH, OMO(pU3NIeCKUH,
IUTOJIOTUIECKUN, TeHETUIECKUI BUIBI MaTepHalia, a TAkoke TKAaHU U KIICTKH.

3.21 ManuenT (patient): JIuno, siBistonIieecs HCTOYHUKOM MaTepuaia Jijisi UCCIEeI0BaHUS
(3.8).

3.22 UccaenoBanue mo mecry Jedyenuss; POCT (point-of-care testing): McciaenoBanue
(3.8), BBIOJIHSIOT BO3JIE MAIIMEHTA WM HEMOCPEICTBEHHO B MECTE €ro pacnoyioxenus (3.21).

[Mpumeuanue - B3sro n3 ISO/TS 22583:2019, 3.11.

3.23 IlocranaquTHyeckue mpomecchl (post-examination processes): IIponeccsl,
crenyonye mocie uccienoanus (3.8), BKIIOYAIONINE MPOBEPKY PE3YIbTAaTOB, COXpAaHEHUE U
XpaHeHue OMOJIOTMYECKOT0 MaTepuaa, yTuiau3anus npoosr (3.25) 1 0TX010B; popmMaTupoBaHUe,
MHTEPIIPETANNIo, 0hOPMIICHUE U BBIAAYY PE3yIbTaTOB HCCIECAOBAaHNHN, U MX XPaHCHHUE.

3.24 Ilpeananutuyeckue mpomecchbl (pre-examination processes): IIporeccsr,
HAYMHAIOIINECS B XPOHOJIOTHYECKOM TMOPSIKEe ¢ MOMEHTA 3alpoca IMOJIb30BaTelsl U BKIIIOYAIOT
3ampoc Ha MpoBeleHue uccienoBanus (3.8), moaAroToBky u uaeHTU(duKauoo namuenta (3.21),
B3sITHE NEPBUYHOM MpoObI (3.25), TPaHCIIOPTUPOBKY B JaOOpAaTOPHIO U BHYTPH JabopaTOpHH
(3.20), 3akanuymMBaromuecss B MOMEHT Hauaja uccienoBanus (3.8).

3.25 IlepBuunasi mpoda, obpasen (primary sample): JluckpeTrHass 4YacTh KHUAKOCTH
opraHu3ma, TKaHU WK OPYTroro 06pa3ua, CBA3aHHOI'O C TCJIOM 4YCJIOBCKA, B3dATas 4
uccienoBanus (cMm. 3.8), U3ydeHHs MM aHAIMW3a OJHOTO WJIM HECKOJbKUX BEJIMYUH WIH
XapaKTEPUCTHUK ISl ONPEACIICHHs CBOMCTB 1I€JI0T0.

IIpumeuanust

1 MexnayHapoasslid ¢opyM opraHoB peructparuu Menunuackux m3nennit (IMDRF) ncnonp3yer tepmun
«poba» B PYKOBOIIIMIMX JOKYMEHTAaX MO TapMOHM3AIlMHM, 0003Hadas Mpo0y OMOIOTHYECKOTO MPOMCXOXKICHHUS,
NpeHa3HAYEeHHYIO JUI UCCIEOBaHUs B Meouyurckol nabopamopuu (3.20).

2 B3saro u3 ISO 18113-1:2022, 3.1.65, usmeneno — Ilpumeuanue 1 x onpeneneHuto u3MeHeHo. [Ipumeyanue
2 K OIpeAEICHUIO yaJICHO.

3.26 Unaukarop kaudectBa (quality indicator): Mepa u3MepeHusi CTEIEHH COOTBETCTBUS
Habopa CBOMCTBEHHBIX XapaKTEPUCTUK OIMPEIECICHHBIM TPEOOBAHUSIM.

IIpumevanus

1 Mepa MoxeT OBITh BBIpaXKCHA, Hampumep, Kak % nocturayroro (% B mpeenax yCTaHOBICHHBIX
TpeboBanuii), % nedekToB (% BHE yCTAHOBICHHBIX TPeOOBaHMIT), KOJUYECTBA NCS()EKTOB HA MUJUTUOH CIIy4acB
(DPMO) nnu o mikane Ilectu curm.

2 VlHOuKaTOphl Ka4ecTBa MOTYT OLIEHHBATh, HACKOJIBKO XOPOIIIO OPTaHM3aIs YAOBICTBOPSET IMOTPEOHOCTIM
MTOJI30BATENEH, a TAK)KEe COOTBETCTBYET KaUECTBY BCEX ONEPANMOHHBIX IIPOIECCOB.

6
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3.27 BenomorarteabHasi Jadopatopusi (cyonoapsignasi) (referral laboratory): Bremrnsis
nabopatopus (3.20), B KoTOpyIo nepenaercs oOpasel Wwin JaHHble s uccaenoBanus (3.8).

IIpumeuanus

1 BcmomorarensHas mabopaTtopus - 1adopaTtopusi, B KOTOPYIO PYKOBOJICTBO peIIaeT HalpaBUTh U3 CBOEH
nabopaTopuu 00pasel Wi YacTh 00pa3iia JJis HUCCIICIOBAHUs, JaHHBIC JIJIs aHAIN3a WM WHTEPIPETALUH, TAKXKE B
TeX CIlydyasix, KOrjia pyTUHHBIE UCCIIEeI0OBAaHUS HE YAAeTCs MIPOBECTH.

2 OtnuuaeTcs OT J1abOpaTopuu, B KOTOPYIO Mepefada oOpasloB TpeOyeTcs MO pPeryiaMeHTy, WU Tak
Ha3bIBaeMoOi pedepeHTHON J1abopaTopuu, HampuMmep, B cdepe OOIIECTBEHHOTO 3/PaBOOXPAHCHHUS, IS CYyAeOHO-
MEIUIIMHCKOM OKCIEPTU3bl U PETUCTPa OMYXOJeil, WM IEHTPAILHOTO (TOJIOBHOTO) YUPEXKIEHHUS, B KOTOPOE
nepenada o0pasLoB TPeOyeTcs COrNIaCHO YCTAHOBJICHHOTO pEeTJIaMeHTa.

3.28 buogaoruyeckuii marepuan (sample): OgHa WM HECKONBKO YacTEH, B3SATHIX W3
nepBUYHOTO 0o0pasia (3.25).

3.29 IIpaBuJiabHOCTH (trueness):

IIpaBuabHOCTL H3MepeHHsi (measurement trueness): bBIM30CTh MEXIy CpeaHHM
3HAa4YCHUEM GOHBI_HOFO qucjia MOBTOPAIOMHNXCSH 3HA4YCHUU I/IBMepeHHOﬁ BCJIIMYNHBI U
pedepeHTHBIM 3HaU€HUEM BETMUNHBI.

ITpumevanus

1 IIpaBUIBHOCTH M3MEPEHHUH HE SIBIISIETCS] BEIMYMHON U ITO3TOMY HE MOXKET OBITH BBIpa)KE€Ha YHCIICHHO, HO
MoKa3aTely CTeIEeHU COrJIacOBaHHOCTH npuBeseHsl B ISO 5725-1.

2 IlpaBUIbHOCTH HM3MEPEHHH OOpAaTHO MPOMOPIMOHATIbHA CHCTEMaTHYECKOH OMMOKe W3MEpEeHUs, HO He
CBsI3aHa CO CIIy4aiiHOHM OIMOKON M3MEpEeHHSI.

3 «To4HOCTH N3MEPEHNMIN HE NOIDKHA UCTIONIB30BATHCS, KaK TEPMHUH «IPABIIBHOCTH H3MEPEHHI.

4 JIns KadeCTBEHHBIX HCCIECIOBAHWN MPAaBWIBHOCTh M3MepeHHs (ONM30CTh) MOXKET OBITh BBIpakeHa B
TEPMHUHAX COOTBETCTBHSA (T.€. IPOLEHTHOTO COBNAACHHA C Pe(hEPEHTHBIM HCCIICIOBAHUEM).

5 IlpaBHIBHOCTH — 3TO CBOMCTBO Mporenypsl Hccienoanus (3.9), koTopoe orpaxkaer cmemenue (3.1)
MU3MEPEHNI OT OXKMAAEMOTO WM IEeNIeBOTO 3HaueHUs. OHa OMMCHIBACTCS KAaYECTBEHHO KAK XOPOIIas WM IUIOXasd.
IMpouenypa nccnenoBanus (3.9) UMeET XOPOIIYIO MPABWILHOCTD, €M cMemeHne (3.1) u3MepeHuid HeBEINKO.

6 B3sto u3 ISO/IEC 99:2007, 2.14, u3aMeHeHO — 100aBJICHBI IPUMEUAHU K OTpeIeCHuUI0 4 1 5.

3.30 Bpemsi BbImoaHeHusi (turnaround time): Ilepuon BpeMeHH MeXay JIByMs
OTpeIeJICHHBIMU [MKJIaMH, BKJIIOUYas npeaHautuueckuii (3.24), anamutuueckuid (3.8) u
nocTaHAIUTHYEeCKui mpouecchl (3.23).

3.31 Baaupaums (validation): IToarBepkaeHrWe MPUTOAHOCTH Uil HUCIIOJIB30BAHHS 10
HA3HAYEHUIO MYTeM MPEIOCTABICHUS OOBEKTHBHBIX JOKA3aTENIbCTB TOTO, UYTO OINpEACIICHHBIC
TpeOoBaHUs OBLITN BHITIOJHEHEI.

IIpumevanus

1 Banmpanus moxer OBITh NpUMEHEHa JUIS IOJATBEPIKACHUS 3asBICHHOM WHQOpMalnuy, Kacaroulencs
UCIIONIb30BaHM 110 Ha3HAUCHUIO TIPH JaJIbHEHIIIEM HCIIOIb30BaHMSI.

2 OOBEKTUBHBIE J0KA3aTENbCTBA MOTYT OBITh MOJYYEHBI ITyTeM HaOJIOJAEHUs], U3MEPEHHs, SKCIIEPTHU3bl NI
IPYTHMH CTIOCOOaMHU.

3 TepMuH «BaTUANPOBAHHBII UCIIONB3YETCS 11 0003HAYCHHUS COOTBETCTBYIOMIETO CTATyCA.

4 TpeOoBaHHS, YCTAaHOBICHHBIE K METONY WCCIEIOBAHHA, MOTYT BKIIOYATh CIEAYIOIMINE TEXHUYECKHE
XapaKTePUCTHKH: TPABIIIBHOCTE HM3MEPEHHH, TOYHOCTh W3MEPEHHH, BKIIOYas IIOBTOPSAEMOCTh HW3MEpPEHHHA U
MIPOMEKYTOUHYIO TOYHOCTh M3MEPEHUH, aHAINTHYECKYIO CIICIN(PUIHOCTD, BKIIIOYAs BIMSHIEC HHTEP(HEPHUPYIOMIHX
BEIIECTB, Mpeael OOHApYKCHUS H Tpe/ed KOJIWYECTBEHHOTO ONpEACICHHUs, NHara3oH U3MEPEHUH, KIHHUIECKYIO
3HAYMMOCTb, JUAarHOCTUYCCKYIO CHeHl/I(l)l/ILlHOCT]) 1 JUAarHOCTUYCCKYIO YYBCTBUTCIIbHOCTD.

5 Basro u3 ISO/IEC 17000:2020, 6.5, u3meHeHo — 1o0aBiieHbl IpuMedanust 1 — 3 K onpe/esieHH0.

3.32 Bepuduxanus (verification): IloareepxaeHue UICTUHHOCTH ITyTEM IIPEIOCTABIICHUS
O00BEKTUBHBIX J0KA3aTEJILCTB TOTO, YTO YCTAHOBJIEHHBIE TPEOOBaHMSI OBbLIIM BBIIOJIHEHBI.
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IIpumepul
1 [MoaTBepkIeHUE TOTO, YTO TEXHUUECKHE XapaKTEPUCTUKU U3MEPUTEILHON CUCTEMBI JOCTUTHYTHI.
2 TloaTBepKAEHUE TOTO, UTO LIEJIeBasi IOTPEITHOCTE H3MEPEHHS MOKET OBITh IOCTUTHYTA.

[Ipumeuanus

1 Bepudukamus - mpomecc, MOCPEACTBOM KOTOPOTO JIa0OpaTopHs MOATBEPXKIAET, YTO YCTAHOBICHHBIC
TpebOBaHMS K XapaKTEPUCTHKAM HW3MEPHUTEIBHONH CHCTEMBI (HampuMep, BOCHPOMW3BOJUMOCTb, TOYHOCTb,
3asfBICHHBIM JHMama3oH W3MEPEHHH) MOTyT ObITh BOCIIPOM3BEICHB B Ja0OPAaTOPHH TEpE] IPOBEACHHEM
HccleoBaHus 00pasiia 4eIoBeKa.

2 OOBEKTHBHBIMH JI0Ka3aTeJIbCTBAMH, HEOOXOAMMBIMH JUIsi BepU(HKAlMK, MOTYT OBITh Ppe3yJbTaThl
MHCIIEKIIMK WK Apyrue (GOpMbI ONpeNesIeHHs, TAKHE KaK MPOBEJCHUE abTEPHATHBHBIX PAcYETOB MJIM M3ydeHHE
JIOKYMEHTOB.

3 Bepudukanms MokeT OBITh JOCTATOYHOH ISl BHEIpEHHsT HOBOTO ycTpolictBa IVD mpu obcrosiTenscTBax,
Korzaa uccienoBanue (3.8) MpoBOANTCS U UCTIONB3YETCS B IOPSAKE, YKa3aHHOM BO BJIOKEHUH K yIIaKOBKE.

4 TepMmuH «BepH(PUIIMPOBAHHBIN» UCTIONB3yETCA Al 0003HAUYEHHSI COOTBETCTBYIOILETO CTATYCA.

5 Basro u3 ISO/IEC 17000:2020, 6.6 nsmeneno — nobasiensl [Ipumepst 1 u 2. JloGaBieHbl MpUMEYaHus K
onpeneneHuto 1 — 4.

4 O0mue TpedOBAHUS
4.1 becnpucTpacTHOCTH

a) JlaboparopHasi EATETLHOCTh JOJDKHA OCYIIECTBIATHCS OCCHPHCTPACTHO, a TaKKe
CTPYKTYPUPOBATHCS U YIPABIISATHCS TAKUM 00pa30oM, YTOOBI 00eceunBaTh 00bEKTUBHOCTb.

b) PykoBoacTBO 1ab0paTOpun TOJDKHO IPUHATE 0053aTEIHCTBA IO OECITPUCTPACTHOCTH.

c) JlaGopaTopust MOMKHa HECTH OTBETCTBEHHOCTh 3a OECHpPUCTPACTHOCTb CBOECH
1a0b0paTOpHON NEATENBHOCTH U HE JOJDKHA JOMYyCcKaTh KOMMepueckoe, ((MHAHCOBOE WM HWHOE
JaBlieHHE, CTaBAIIee OeCIPUCTPACTHOCTD MO YTPO3Y.

d) JlaGoparopusi JODKHA OCYIIECTBIATH MOHHTOPHUHT CBOCH JCATEIHHOCTH |
B3aMMOOTHOIICHUH C IIENBI0 BBIBICHUS Yrpo3 €€ OecHpucTpacTHOCTH. DTOT MOHUTOPHHT
JIOJKEH BKJIIOYATh B3aMMOOTHOIICHUS €€ TIepcoHala.

[Mpumeuanue - OTHOIIEHHUS, KOTOPbIE YIPOXKAIOT OECIIPUCTPACTHOCTH JIAOOPATOPHH, MOTYT OCHOBBIBATHCS Ha
npaBe COOCTBEHHOCTH, YIpaBJICHWH, PYKOBOJACTBE, IepcoHalie, oOmMX pecypcax, (UHAHCaxX, JI0roBOpax,
MapKeTHHIe (BKJIIO4as OpEHIMHI) M KOMHCCHOHHBIX BBIIUIATAX WIM Ha JAPYTHUX BHIAX CTUMYJHPOBaHUS B
OTHOIICHUH HOBBIX 3aKa34MKOB ¥ T.II. Takue OTHOIICHHS He 0053aTeNbHO MPEACTABIIAIOT IS JIADOPATOPUH yrpo3y
0eCIpUCTPaCTHOCTH.

e¢) Ecin BeIsIBIIEHA yrpo3a OeCpUCTPaCTHOCTH, €€ TIOCIEICTBHS TOJIKHBI ObITh YCTPaHEHBI
WIA CBEICHBl K MUHUMYMY, 4TOOBI OECIpHCTPacTHOCTh He ObLIa IMOCTABJIEHBI IMOJ Yrpo3y.
JlabopaTtopust 1oKHA OBITh B COCTOSTHUU MPOJAEMOHCTPUPOBAThH, KAKUM CIIOCOOOM OHA CHUXKAET
BO3MOYXHOCTb TIOJJOOHOU yTPO3BI.

4.2 KonpuaeHuuaabHOCTh
4.2.1 Ynpasienue uHpopmanuei

JlaGopaTopust HEceT OTBETCTBEHHOCTb, B COOTBETCTBUHU C IOPUAMYECKH 3aKPEIUICHHBIMU
COTJIAIICHUSIMU, 32 YIPaBJICHHE BCcel MHPOPMAIIMEH O TaIllMeHTe, MOTYyYSeHHON I CO3JJaHHOM B
mporecce OCYIIECTBICHUsT JabopaTOpHOI JesrenbHOCTH. PerymupoBanue uHPOpMaLUU O
ManueHTe JO0DKHO BKIIIOYATh NMPUBATHOCTh M KOHGUIACHIMANBHOCTh. Jlabopartopus nomkHa
3apaHee NMpoUWH(OPMHUPOBATh MOJIb30BATENECH W/MIM HalueHTa o0 MH(OpMaIui, KOTOPYIO OHa
HaMEepeHa pa3MeCTUTh B OTKPHITOM JOCTymHe. 3a HCKIIOUYEeHHEM HH(OpMalHH, KOTOPYIO
MOJIb30BaTEIb W/MIM TALMEHT JelaeT OOIIEJOCTYTHOW WM 10 COTJIACOBAHUIO MEXIY
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nmabopaTopueil W TaIMEeHTOM (HAmpuMmep, C IEIbI0 pearupoBaHHUs Ha KajloObl), BCS Apyras
nH(pOpMAaIMS CUATACTCS YaCTHON M KOH(HUACHIIMATLHONU HHPOPMAIUEH.

4.2.2 Pasrnamenue nagopmanuu

B caywae, korma nabGoparopus oOs3aHa 1O 3aKOHY WJIH YIOJHOMOYEHAa B CHIY
KOHTPAKTHBIX COTJIAIIEHUH pa3riamarh KOHOUACHIMAIBHYIO WH(QOPMAIUIO, MAIMCHT, YbH
MHTEPECHI 3TO 3aTParuBaeT, JOJHKEH ObITh YBEJJOMJIEH O PACKPBITUN MH(OpPMAIMH, €CIH 3TO HE
3aIpereHo 3aKOHOM.

I/IH(bOpMaI_[I/IH 0 TManuCHTC, TMOJYYCHHAsA U3 MHCTOYHHKA, OTIUYHOI'0 OT IalUCHTAa
(HampuMep, OT 3asBUTENS, YIIOJHOMOYEHHOTO OpraHa), JO/hKHA COXPaHAThCS JTabopaTopuei Kak
KoH(puaeHIanbHas1. MneHTudukanys nCTOYHUKA JIOJDKHA XPAaHUTHCS Taboparopueii B TaitHe U
HE JIOJDKHA COOOIIAThCS TMAMEHTY, €CITH TOJIBKO 3TO HE COTIACOBAHO C UCTOYHHKOM.

4.2.3 OTBeTCTBEHHOCTH MEPCOHAJIA

Ilepconan, BkiIroYas JIOOBIX WIEHOB KOMHUCCHM, MOAPSAAYUKOB, COTPYIHUKOB BHEIIHHX
OpPraHoB WM (U3UYECKUX JIML, HMEIOMMX JOCTyln K JabopaTopHOil uHpopManuu W
NEUCTBYIOIMX OT MMEHHU J1abopaTOpHM, IOJDKEH COXpaHATh KOH(PUICHIMAIbHOCTh BCEH
uH(pOpMaINY, TTOTYYSHHON WM CO3/JaHHOM B XO7I€ 1a00paTOpHOM NesITeIbHOCTH.

4.3 TpeOoBaHus K NAIIMEHTAM

PykoBonicTBO 1abopaTopuu JOMKHO 0OECTeYUTh, YTOOBI Oyiaromnonydne, 0€30MacHOCTh U
MpaBa TAIlMCHTOB OBUIM HAWBBICIIUM TpHOpUTETOM. Jlaboparopwsi momkHA paspaboTaTh M
BHEAPUTH CJIETYIOLINE TPOLIECCHI:

a) BO3MOXXHOCTH [UJIsl TALMEHTOB M TOJIb30BaTenel j1abopaTopuu MpPeaoCTaBIsATh
MOJIE3HYI0 MH(OPMAIIHIO, KOTOpasi TOMOXET J1abopaTopuu B BEIOOPE METOMIOB MCCIEAOBAHUS U
MHTEPIIPETAIMH PE3YJIbTaTOB UCCIIEI0BAHUS;

b) mpenocraBieHWEe MAMEHTaM W IIOJIb30BATEISAM OOIIENOCTYIHOW HHPOPMAIUH O
MPOLIECCE HCCIIEIOBaHMs, BKJIIOYas CTOMMOCTb, KOTJa 3TO NMPUMEHUMO, U CPOK IMOJIydeHUs
pe3ynbTara;

C) TMEePUOAMYECKHUU TIEPECMOTP HCCICIOBAaHUN, MpeIIaraeéMpix JiabopaTtopueii, 4ToObI
yOeIUTHCS, YTO OHH SIBJISTFOTCS] KIIMHUYECKU TTPUEMIIEMBIMU 1 HEOOXOAMMBIMU;

d) mpu HE0OXOAMMOCTH PACKPBITHE IAlIMEHTaM, IOJIH30BATEISIM M JIIOOBIM APYTHM
COOTBETCTBYIOIIUM JIMIIaM HH(OpManuu 00 HHIMUJAEHTaX, KOTOpbIe MpPHUBEIUW WJIM MOIJHU
MPUBECTH K MPUYMHEHUIO Bpea MAIMEHTY, a TaKXKe 3aIUCH O NEHUCTBUSAX, MPEAMPUHSATHIX IS
YMEHBIIIEHUS TaKOTO Bpea;

e) oOpaimieHue C TMalUMeHTaMH, OO0pa3laMH WIH OCTaTKaMu O0OpasloB C JOJKHBIM
BHUMAaHUEM;

f) nonmy4yenne MHPOPMHUPOBAHHOTO COTJIACHS, KOTJIa 3TO HEOOXO0AUMO;

g) olecnedyeHHe TOCTOSHHOW MJOCTYIMHOCTH W IIEJIOCTHOCTH COXpPAaHEHHBIX 00pa3lioB
MAIMEHTOB U 3alMCeH B CIydae 3aKphITHsI, TPUOOPETEHUS WIH CIHSHUS TaO0OPaTOPHIiA;

h) mpemocraBieHrne COOTBETCTBYIOIIEH HWH(OpPMANUU TAIMEHTY W JIFOOOMY JIpPyromy
MOCTABIIMKY MEIHWIIMHCKUX YCIYT IO 3ampocy MaludeHTa WIH [0 3alpocy IOCTaBIIUKa
MEAUIMHCKUX YCIIYT, IeUCTBYIOLIETO OT €r0 UMEHH;

1) coOJIrO/IeHre TIPaB MAlMEHTOB Ha JICUEHUE, CBOOOTHOE OT TUCKPUMUHAIIAH.
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5 TpeGoBaHus K CTPYKTYpe U YIIPABJIEHHIO
5.1 FOpuanyeckoe JuIo

Jlaboparopust unM opraHuzaiys, 4acThbi0 KOTOPOH siBiseTcs 1abopaTopus, N0KHA HECTH
IOPUJIMYECKYIO OTBETCTBEHHOCTD 32 CBOIO JESATEIBHOCTD.

[Tpumeuanue - [l mieneil HaCTOSIIETO CTaHAAPTa TOCYAapPCTBEHHAS TAOOPATOPHUS CUNTACTCS IOPUINIECKUM
JIUIIOM B COOTBETCTBUH CO CBOMM I'OCYIapCTBEHHBIM CTaTyCOM.

5.2 PykoBoauTeJib JJabopaTopuei
5.2.1 KoMneTeHTHOCTH PYKOBOAMTEJIAA JIAa00pATOPUH

J'[a60paT0pH${ JOJI)KHA praBHHTBCH JJUIIOM WJIM JIHIaMH, HE3aBUCUMO OT HAMMCHOBAaHUA
WX  JODKHOCTH, OOJaJaloMMU  HEOOXOauMOW  KBalmu(uKaiuend, KOMIIETCHTHOCTHIO,
,Z[G.HGI‘I/IpOBaHHBIMI/I IIOJIHOMOYHAMH, OTBCTCTBCHHOCTHIO H pecypcaMH IJIA  BBITIOJTHCHUA
TpeOOBaHUI HACTOSAIICTO CTAHIAPTA.

5.2.2 OTBeTCTBEHHOCTH PYKOBOJAUTEJIS JIAa00OpPaTOPUM

PykoBoautens naGopaTopuu OTBEYaeT 3a BHEAPEHHE CUCTEMbI MEHEI)KMEHTA, BKIIIOYas
yIpaBJIEHUE PUCKaMHU B OTHOILIECHHM BCEX ACIEKTOB JEATENLHOCTH JIA0OPATOPUH, C TEM YTOOBI
IJTAHOMEPHO BBIABIILINCH U YCTPAHSUINCH PUCKH JUIA NAIUEHTA U BOSHUKAIA BO3MOKHOCTH IS
YIIy4IIeHUI

[TomHOMOUMST M  OTBETCTBEHHOCTb PYKOBOAMTENS Ja0OpaTOpUM  JOJKHBI  OBITH
3aI0KyMEHTHUPOBAHBI.

5.2.3 lesernpoBanue o0si3aHHOCTEN

PykoBonmuTenp abopaTopuu MOXKET AETIETHpPOBATh JIMOO OMpeAeNieHHBbIC MOTHOMOYHS,
00 OTBETCTBEHHOCTh 3a HHUX, JUOO M TO W JAPYroe BMECTE€ KBaTU(DHUIIMPOBAHHOMY M
KOMITETEHTHOMY TIEPCOHAITY, TaKOe JACIErHpOBaHUE JOKHO OBITh 33 JOKyMEHTHPOBAaHO. B To ke
BpeMsI pYKOBOJMTENb JIAOOPATOPUHM HECET IMOJIHYIO OTBETCTBEHHOCThH 32 OOIIYIO JESTEIhHOCTD
nabopaToOpHH.

5.3 JIaGopaTopHas 1eATeJbHOCTD
5.3.1 O0mme noJ10KeHust

JlaGopaTopus 10JKHA ONPEeTUTh U 33JJ0KYMEHTUPOBATh IIepeueHb BUOB J1JAOOPaTOpHOH
NEATENbHOCTH, BKJIIOYas paOOThl, BBINONHAEMBIE B MECTAaX, OTJIWYHBIX OT OCHOBHOTO
MECTONOJIOXKEHUs (HAalpUMep, MCCIEAOBAaHMs 0 MECTY JiedeHHus, cOop 00pasloB), KOTOpPbIE
perynupyercss HACTOSIIUM cTaHAapToM. JlabopaTtopusi MOKHA 3asBIATH O COOTBETCTBHU
HACTOSIIIEMY JIOKYMEHTY TOJBKO B OTHOIIEHHHM 33JJOKYMEHTHPOBAHHOTO II€pPEYHS BUJIOB
7a00paTOPHOH NEeATENFHOCTH, 32 NCKIIOYCHUEM JTaO0PAaTOPHON AEATEILHOCTH C MPUBICYEHHEM
BHEIIIHUX MOJPSITYMKOB Ha MIOCTOSTHHON OCHOBE.
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5.3.2 CooTBeTcTBHE TPEOOBAHUAM

JlaboparopHas esTeNnbHOCTh AOKHA OCYHIECTBIATHCS B COOTBETCTBHM C TPEOOBaHUSIMU
HACTOSIIIETO CTaHAapTa, I[OJb30BaTeCH, YIMOJTHOMOYEHHBIX OpPraHoB U  OpraHU3allui,
o0ecrneunBaOIUX opUIIMATbHOE MPU3HAHUE. DTO OTHOCUTCS KO BCEMY CHEKTPY OMpPEIeI€HHbIX
U 32IOKYMEHTUPOBAHHBIX BUIOB JTAOOPATOPHON JESATENLHOCTH, BHE 3aBUCUMOCTH OT TOTO, T/IE
OKa3bIBAIOTCS YCIYTH.

5.3.3 KoHcyabTauMOHHAS 1eATEJIbHOCTH

PykoBoncTtBO nmabopaTopuu  TOJDKHO 00ECTEeYUTh JOCTYHMHOCTh COOTBETCTBYIOIIMX
71a00paTOPHBIX PEKOMEHIAMKA M HMHTEPIPETAlNi, OTBEUAIOIIMX MOTPEOHOCTSAM MAIlEHTOB U
I0JIb30BATENEH.

Ha60paT0pH;1 AOJKHa OINpCeACINTL MCXaHU3Mbl KOMMYHUKAIIUKU C IIOJB30BATCIIAMUA
n1abopaTopuu Mo cAeAyIOLUUM BOIIPOCcaM, KOT1a 3TO IPUMEHHUMO:

a) KOHCYJIbTAIlMH MO BOIPOCaM BBIOOpa M 00JacTH MPUMEHEHHUS MCCIE0BAHUHN, BKIIIOYAs
TpeOyemblil TUIl 00pa3la, KIMHUYECKHUE MOKAa3aHUs U OTpaHHYEHHUs METO/J0B HMCCIEAO0BaHUS; a
TAKIKC NCPUOJUIHOCTD BBIITOJIHCHHA UCCICIOBAHUS

b) BbeiHeceHHME TPOPECCHOHANBHBIX CYXKIECHHUW 110 HWHTEPHPETAMH  Pe3yIbTaTOB
HUCCIIEIOBAHUM;

¢) conericTBre Y(PPEKTUBHOMY HCIIOIH30BaHHIO JTA0OPATOPHBIX UCCIICTOBAHMIA;

d) KOHCynbTalMM MO HAyYHbIM M JIOTUCTHYECKMM BOIIpOCAM, TaKMM Kak, cllydau
HECOOTBETCTBHUA 00pa3iia (00pa3IioB) KPUTEPHUSIM TPUEMIIEMOCTH.

5.4 CTpyKTypa ¥ NOJTHOMOYMS
5.4.1 O61me M0JI0KEeHUS

JlaGoparopust nomkHa:

a) OINpEeNeNUTh CBOI OPraHU3AIMOHHYIO U YIPABJICHYECKYIO CTPYKTYpPY, CBOE MECTO B
TOJIOBHOM OpraHu3allid W B3aWMOOTHOIICHUS MEXAY PYKOBOJCTBOM, TEXHHYCCKUMHU U
BCIIOMOTI'aTCJIIBHBIMU CJIy)K6aMI/I;

b) ompenenuTh OTBETCTBEHHOCTh, IOJHOMOYHS, CIOCOOBI Iepeaadyd HHPOpMAIUU U
B3aNMOOTHOIIICHHUA BCEX COpr,Z[HI/IKOB, 3aHATBIX B praB.HeHI/II/I, BBITIOJTHCHUHN WJINU npOBepKe
paboT, BIMSIOMNX HA Pe3yIbTaThl TA00PATOPHOM JIEATEIIBHOCTH;

C) JeTalu3upOBaTh CBOM TMPOIEAYPHl B 00bEME, HEOOXOIUMOM I OOCCICUCHHS
COTJIACOBAaHHOM JEATENbHOCTH JIA0OPaTOPUHU U JJOCTOBEPHOCTH PE3YIIHTATOB.

5.4.2 MeHeaKMEHT KauyecTBa

B naGopaTtopun nomkeH ObITh epCOHaI, KOTOPBIH, HE3aBUCUMO OT JPYTUX 00sI3aHHOCTEH,
UMEET TOJHOMOYMS M PEeCypChl, HEOOXOOMMBIE [UIS BBHIMOJHEHUS CBOUX OOS3aHHOCTEH,
BKJTIOYAsL:

a) BHEPEHHE, TOACPKAaHUE U YIYUIICHHE CHCTEMBl MEHEDKMEHTA;

b) BBISBICHHE OTKJIOHEHHUH OT CHUCTEMbl MEHEKMEHTa WJIH OT IMOpAIKa MPOBEACHUS
71a00paTOPHON JEATEITHLHOCTH;

C) UHUIUHPOBAHWE JACUCTBUI MO NPEAOTBPALICHUIO WM MHUHUMH3AIUHU TaKUX
OTKJIOHCHHIA;

d) mpezncraBieHne PYKOBOJCTBY JIa0OpPaTOpUU OTYETOB O PE3yJIbTATUBHOCTU CHUCTEMBI
MEHEKMEHTa U HeOOXOIMMOCTH €€ yIyqIICHNUS;
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e) obecnieueHue 3pHEKTUBHOCTH T1aOOPATOPHOM NEATEILHOCTH.

HpI/IMe‘IaHI/Ie - I[aHHLIe 065{33HHOCTI/I MOTYT BO3JIaratbCsa Ha OJHOT'O UJIU HECKOJIbKUX YCJIOBCK.
5.5 lleain ¥ MOJITUTHKA

a) PykoBojicTBO J1abopaTOpuu JOKHO YCTAaHOBHUTH M TMOMAJEPKUBATH IENH U MOIUTUKY
(cm. 8.2), 9TOOBI:

1) yIOBIETBOPSATH HYXIBI M MOTPEOHOCTH CBOMX MAIIMEHTOB U MOJIh30BaTEICH;

2) npuaep)KUBaATHCS HAJIeKaIEeH 1ab0paTOpHOI PAKTHKH;

3) NpOBOAUTH UCCIEAOBAHNUSA, COOTBETCTBYIOIINE HA3HAYEHUIO;

4) cobmronaTh TpeOOBAaHUS HACTOAIIETO CTaHAPTA.

b) CtaBuTh M3MEpUMBIE LIEIH COOTBETCTBYIOLIME MOJUTHUKE Jlaboparopun. Jlaboparopus
JOJKHA O00€CNeYUTh BBIMIOJIHEHUE IIeJied M TOJMTUKM Ha BCEX YPOBHAX OpraHU3aluu
nabopaTopHH.

¢) ObecrieunTh COXpaHEHHE IEJIOCTHOCTH CHUCTEMbl MEHEDKMEHTa MpH IJIaHUPOBAHUU U
peanu3auuu uX U3MEHEHUN.

d) YcraHoBuUTh MOKa3aTenu KadecTBa JUIsl OLEHKH pabOThI IO BCEM KJIIOYEBBIM acHeKTaM
MPEAHATUTUYECKOT0, aHAJUTHUYECKOIO0 M MOCTAHAIMTUYECKOTO IMPOLIECCOB U KOHTPOJIUPOBATH
BBITIOJTHEHHE TTIOCTABJICHHBIX 11efiel (cM. 8.8.2).

[Tpumeuanue - Tumnsl nokazarenel KadecTBa BKIOYAIOT KOJIMIECTBO HEIIPUEMIIEMBIX P00 MO OTHOIICHHIO K
KOJIMYECTBY MOJYYCHHBIX, KOJIMYECTBO OIMMOOK TNPH PETUCTPAMK WM B3STHH TPOO, WIM W TO, W JAPYTOe,
KOJIMYECTBO NCIPABICHHBIX OTUYETOB, CKOPOCTh JOCTI)KEHHS YCTaHOBJICHHBIX CPOKOB BBITIOTHEHHS.

5.6 YupasieHue puckamMu

a) PykoBozcTBO 1abopaTopuu JOHKHO YCTaHOBUTH, BHEIPUTH U MOAIEPKUBATH B pabodemM
COCTOSIHMU MPOLCCChI, HAIIPABJICHHBIC HAa BBIABJIICHHUC PHUCKOB NMPUYUHCHHA BpCla MAallUCHTaAM H
BO3MOXXHOCTH ISl YAYULIECHUH MPU OKa3aHUU MEIUIIMHCKOM MMOMOIIM MallieHTaM, CBA3aHHbIE C
MCCIIEIOBAaHHUSIMU U IPYTOH IEATEIIbHOCTBIO J1a0opaTopuu, pa3padaTbiBaTh MEPhI, HAIIPaBJICHHbIE
KaK Ha yCTPAHEHHUE PUCKOB, TaK M HA pPEaTN3allli0 BO3MOKHOCTEH JIJIsl yaydmieHui (cM.8.5).

b) PykoBomutens nabopaTopuu IOJKEH OOECHEUUTH OICHKY PE3yJIbTATUBHOCTH ITHX
MPOLIECCOB M BHECEHHE B HUX HM3MEHEHMi, eciiu OyJeT YCTAaHOBJIEHO, YTO OHU HE SBIIAIOTCA
pe3yIbTaTUBHBIMU.

IIpumeuanust

1 ISO 22367 comepxut moapobHyr0 HHYOPMAIHIO IO YIIPABICHUIO PUCKAMH B MEIUITMHCKIX JIAO0PaTOPHIX.

2 ISO 35001 coxepxuT NOAPOOHYHO HHOOPMAIMIO IO VYIPABJICHUIO OWOJIOTUYECCKUMH pPUCKAMHU B
naboparopuu.

6 TpedoBanus k pecypcam
6.1 O0mue moJ10KeHUs
JlaGopaTtopus JOJDKHA pacroyiaraTb IEPCOHANIOM, IOMEUICHUSMH, O0OpYHIOBaHHEM,

pcarcaraM, paCXxOJHbIMH MaTcpualaMi W BCIIOMOI'aTCIbHBIMU CJIy}K6aMI/I, HCO6XOILI/IMBIMI/I JJIA
BBIIIOJIHEHUS CBOEH JI€ATEILHOCTH U YIIpaBJICHUA.
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6.2 Ilepconau

6.2.1 O01mHe MoJI0KEeHHU

a) JlabopaTopus 10 KHA UMETh JOCTaTOUYHOE KOJIMYECTBO KOMIIETEHTHOTO NEpCcoHaa JIIs
OCYILIECTBIIEHUS CBOEH AESITEIBHOCTH.

b) Beck mepcoHan abopaTopuu, MOCTOSHHBIA WM TPUBJIEKAEMbBIH, KOTOPBIH MOXKET
NOBIUATh Ha JIEATENBHOCTh J1a0OpaToOpuH, JOJDKEH JIeHCTBOBaTh OECHpPUCTPACTHO, C
COOIOIGHUEM ATHYECKUX HOPM, OBITh KOMIIETEHTHBIM U pab0TaTh B COOTBETCTBUHU C CUCTEMOM
yIpaBieHus 1abOpaTOPHH.

IMpumedanne - ISO/TS 22583 comepKUT peKOMEHIAINH I KypaTopoB U ONIEPaTOpoOB 000PYIOBAHUS IS
MCCJICJOBAaHUH 110 MECTY JICUCHHS.

c) JlabGoparopusi nomkHa WHGOPMHUPOBATH TIEpcoHaN JabopaTOpuM O BaXKHOCTH
YAOBIICTBOPEHUS TMOTPEOHOCTEH MW TpeOOBaHWUW TOJIB30BATENCH, a Takke TpeOOBaHMIA
HACTOSILEr0 CTaHAaPTA.

d) JlaGopaTtopusi 10KHA UMETh NIPOTrpaMMy O3HAKOMIICHHMsI TIEPCOHANIa C OpraHu3aIueH,
MOJIPa3/IeIeHueM WM OTIENIOM, B KOTOPOM COTPYAHHUK OyAeT paboTaThb, MOJOXKECHUAMHU H
YCIIOBUSIMU TpYZa, MOMEUICHUSIMH AJisl MepcoHana, TpeOOBaHUSMU OXpaHbl TPyAa M TEXHUKH
0€30MacHOCTH, CITYy>KOOH OXpaHbl 37J0POBbsl Ha TPOU3BOJICTBE.

6.2.2 TpeOoBaHUA K KOMIIETEHTHOCTH

a) JlabGoparopusi NOKHA ONpPEAETUTHh TPeOOBaHHMS K KOMIIETEHTHOCTH JUIS KaxIOH
JOJPKHOCTH, BIIMSIIOIIETO Ha Pe3yibTaThl JEATEILHOCTH Ja00paTOpHH, BKIIIOYas TPEeOOBaHUS K
00pa3oBaHMIO, KBATM(UKAIINH, 00y4EHHIO, TEPENOAr0TOBKE, TEXHUUECKUM 3HAHUSAM, HaBbIKaM U
OIIBITY.

b) JlaGopatopus nomkHa oOecreduTh OOydeHHE BCEro IepCOHana Ui BbIMOJIHEHUS
NesTeIbHOCTH J1a00paToOpuu, 3a KOTOPYIO OHU HECYT OTBETCTBEHHOCTb.

c¢) Jlaboparopus HODKHA UMETH MPOLECC KOHTPOJIS KOMIIETEHTHOCTH CBOETO INEpCcoHaa,
KOTOPBIN BK/IIOYAET TPEOOBAaHUS B OTHOLIEHUH MEPUOAUYHOCTH OLIEHKH KOMIIETEHTHOCTH.

d) JlaGoparopuss  JOJDKHA — pacrmojaraTb — JTOKYMEHTHPOBAHHOW  WH(pOpMaIueH,
MOJTBEPXKIAIOLIEH KOMIIETEHTHOCTb €€ IepCoHaIa.

[Mpumeuanue - K npuMepaM MeTOIOB OLEHKH KOMIETEHTHOCTH, KOTOPBIE MOXKHO MCIOJIB30BaTh B JIO0OM
COUYETAHUU, OTHOCSTCS:

— HEINOCPE/ICTBEHHOE HAOJIIOICHNE 3a JAesATeIIbHOCTHIO;

— KOHTPOJIb 32 3alUCSIMHU U IPEACTaBICHUEM PEe3YIbTaTOB UCCIIEIOBAHUIA;

— TIPOBEPKa TPYAOBBIX KHIKEK;

— OIICHKAa HAaBBIKOB PEIICHUS MPOOIIeM;

— HCCIEIOBaHHWE CIEHHAIBHO TIPEJOCTABICHHBIX Mpo0, HAMpuUMep, paHee MCCIEIOBaHHBIX IIPOO,
MaTepHaioB AJIsI MEKITa00paTOPHOTO CPABHEHMS WM Pa3CICHHBIX TPOO.

6.2.3 IlotHoMoO4YHuHA
JlaGoparopusi JaeT MOJIHOMOYHS TEPCOHATY OCYIICCTBIATh KOHKPETHYIO JTaOOPATOPHYIO
ACATCIbHOCTD, BK/IIOYasA, HO HE OI‘paHI/I‘II/IBa}ICB OTUM.

a) BBIOOD, pa3paboTka, Momu(UKaIys, BaIUIAMs U Bepru(DHUKaIIAs METOIOB;
b) mpoBeneHue uccineq0Banus, BepUPHUKAIMIO U IPEACTABICHNUE PE3YIIbTaTOB;

13





@

BMH: 990240006872. 3aka3 NeF-331916012024 o1 16.01.2024. MNonb3oBaTens: PIT Ha MXB "PecnybnnkaHcknin ueHTp Kposm" M3 PK

CT PK ISO 15189-2023 BbigaH PI'M Ha MXB «Ka3axCTaHCKUA MHCTUTYT CTaHAapTM3auum n MeTponormmn», besso3mesgHoe UCNoNib30BaHNE TONMLKO AN pe3neHToB Pecnybavkn KasaxcTaH

O6HoBNEH: 26.12.2023

CT PK ISO/IEC 15189-2023

C) WCIOJIb30BaHHE JTA0OPATOPHBIX HH(GOPMAIIMOHHBIX CHUCTEM, B YAaCTHOCTH: JOCTYI K
JaHHBIM ¥ WH(OPMAIMU O MAIMEHTE, BBOJ JAHHBIX O MAIUEHTE, Pe3yIbTAaTOB HCCIICIOBAHHUIMA,
W3MEHEHUE JAHHBIX O MAaI[MEHTE WIH Pe3yJIbTaTOB UCCIEIOBAHUIA.

6.2.4 HenpepoiBHOE 00pa3oBaHue U NMOBbIIEHHE KBAJTUPUKAINHA

[Tepconaiy, y4acTByrOLIEMY B YIIPABICHYECKUX M TEXHHYECKHUX IPOIECCaX, JOJKHA OBITh
JOCTyITHA TpOrpaMMa HENpPephIBHOTO OOydeHHus. Bech mepcoHan [ODKEH YYacTBOBAaTh B
HEMPEephIBHOM O0pa30BaHHU M PETYISPHOM IOBBINICHHH KBadH()UKAIUK WIH APYTUX BHIAX
00y4eHHUs, CBI3aHHBIX C podeccueii.

D¢ deKTHBHOCTh MPOrpaMM U MEPOTIPUATHI TOJDKHA IEPUOANICCKH ePeCMaTPUBATHCS.

6.2.5 JlokyMeHTBI KaJpOBOIo y4yeTa

JlaGopaTopus JOKHA HMETh TOKYMEHTHPOBAHHBIC TIPOIICTYPBI M XPAHUTH 3aITHCH:

a) ompezeneHuss TpeOOBaHMI K KOMIIETEHTHOCTH, KBaJTU(UKAIIMOHHBIE XapaKTEPUCTHKH
JUTSL KaXKIOW JTOJDKHOCTH, YKa3aHHBIX B 6.2.2 a);

b) 10IKHOCTHBIE HHCTPYKLINN;

C) CBEICHUS O HEMPEPHIBHOM O0YYCHUH;

d) cBenenus 06 ob6pazoBaHuH, MPO(HECCHOHATBHON KBATHU(PUKAIINHN;

e) ceezeHus 00 3(ppekTHBHOCTH pabOTHI IIEPCOHAIA.

6.3 IloMemmeHust M yCJIOBHS OKPYKAIOIIEH Cpebl
6.3.1 O01mme mos10KEeHUS

[Tomemennss W yCIOBUSL OKpYXAlOWeH Cpeabl JODKHBI OBITh NPUTOTHBIMH IS
JeSITeNbHOCTH JIAOOPAaTOPUHM M HE JOJDKHBI HETaTUBHO BIMATH HA JJOCTOBEPHOCTH PE3YJIHTATOB
win 0e30MacHOCTH TAIMEHTOB, MOCETHTENEH, MOoJIb30BaTeel JIabOpaTOPHBIX PE3yIbTaTOB U
nepconana. OHU JOJDKHBI BKIIOYATh MMOMEUICHUs Ui 0TOOpa NepBUYHOM MpoObI B TabopaTopuu
(MEMIIMHCKOM OpraHM3allii) ¥ BBIMOJHEHUS MCCIEIOBAHUS 10 MECTY JICUCHHUS MM B MECTE
pacIioyioKeHMs MaueHTa.

TpeOoBaHus K TOMENICHHSAM M YCIOBHSM OKpYXKaloIled cpensl, HEOOXOAWMBIM IS
OCYILIECTBIICHHS ACATEIbHOCTH JIadOpaTOpUH, JOJKHBI OBITH ONMpPENENCHBI, WX BBINOJIHEHHE
KOHTPOJINPOBATHCS U PE3yIbTAaThl KOHTPOJIS PETUCTPUPOBATHCS.

IIpumeuanus

1 B cranmapre ISO 15190 mpuBeneHs! moapoOHBIE CBENEHHS O TMOMEIIEHHSIX M YCIOBHSIX OKpY’Karomen
CpEIIBL.

2 YcnoBus OKpYKaromied cpebl, KOTOPBIE MOTYT OTPHIATENIFHO MOBIUATH HA JOCTOBEPHOCTH PE3YNIbTaTOB,
BKITIOYAIOT, HO HE OTPaHMYMBAIOTCS: CIIyYailHBIM MOTMAJaHWEM aMIUTH(pHUKaTa HYKICHHOBBIX KHCIIOT, MUKPOOHBIM
3arps3HEHUEM, NBUIBIO, DJICKTPOMATHUTHBIMHA IIOMEXaMH, H3IyYCHHEM, YCIOBHSIMH OCBEIICHUS, BIaKHOCTBHIO,
ANEKTPOCHA0KEHUEM, TEMIIEPATyPOii, 3BYKOM U BHOpAIUCI.

6.3.2 KoHTpo.1b 32 IOMELIeHUSIMU
CpeI[CTBa KOHTpPOJIA 3a MNOMCHICHUAMH JOJIKHBI BHCAPATHCA, PETUCTPUPOBATHCA,
KOHTPOJMPOBATHCS, TIEPHOAMUECKH ITEPECMATPUBATHCS U JOJDKHBI BKITFOYATH!

a) KOHTPOJIUPYEMBIH OCTYII, C YU€TOM 0€30MacHOCTH, KOH(PHICHIIMAIBLHOCTH, KaueCTBa U
oOecrieueHurs 3alIUThl METUITMHCKOW HHPOpMauu U 00pa3IoB MAIlUEHTOB;
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b) nmnpenorBpaiieHre KOHTaMUHAIUM, MHTepGEpPeHIMH WM  HEOJaronpusITHOrO
BO3JICHCTBUSL HA ACSATEIHHOCTh JA0OPAaTOpUH, KOTOPOE MOXKET OBbITh BBI3BAHO HCTOYHHUKAMHU
SHEPTUH, OCBEIICHUEM, BEHTUIISIIIUEH, ITYMOM, BOJAOCHA0KEHNEM U YTHIIM3AIMel 0TXO0B;

C) TpenoTBpalleHUE MNEPEKPECTHOM KOHTAMUHALUM, KOTJa MPOLEAYpbl HCCIEIOBAHMS
CBSI3aHBI C PUCKOM €€ BO3HMKHOBEHUS WJIM, KOTJla HEAOCTATOYHOCTh pa3rpaHUYECHUs MPOLIETyp
MOJKET TOBIIUATH HA Pe3yibTaT paboThl;

d) mpenocraBieHHe CpEACTB U YCTPOMCTB O€30MAaCHOCTH, TA€ 3TO MPUMEHHMO, U
perynspHasi IpoBepka X (YHKIIMOHHPOBAHUS;

[Ipumep - OYyHKITMOHUPOBAHKWE CHCTEM aBapUHHOW pa30JIOKHMPOBKH, BHYTPEHHEH CBSI3W W CUTHAIIM3AINU B
XOJIOAWIHHBIX TIOMEIIEHUIX U MOPO3WIBHBIX KaMepax, TOCTYITHOCTh aBapUIHBIX AYIIEBBIX KaOWH, YCTPOMCTB IS
MIPOMBIBAHUS TJ1a3 U peaHuMAaIiH.

e) mojep>kanue 1ab0paTOpPHOTO MOMEIICHHSI B pabovyeM U HAJIC)KHOM COCTOSTHHH.
6.3.3 Ckiaaackue noMeueHus

a) JloookHO OBITh NPEAYCMOTPEHO MECTO JJIsi XpaHEHHus, 3allUIIeHHOE OT
HECAHKIIMOHUPOBAHHOI'O JIOCTYIa, 00ECHEeYMBaIOllee HEU3MEHHYIO II€JIOCTHOCTh OO0pa3lioB,
000pyZI0BaHUSs, peareHTOB, PACXOIHBIX MaTEPUAJIOB, TOKYMEHTOB U 3alHCeH.

b) O6pa3Lbl MAUMEHTOB U MaTepUallbl, UCIIOJIb3yEeMbIE B IIPOLIECCE HCCIIEIOBAHUS, JOKHBI
XpaHUTbCA TakKUM O00pa3oM, YTOOBl MPEAOTBPATHUTh NEPEKPECTHYI0 KOHTAMUHALMIO U
MTOBPEKICHHE.

c) Ilomemenus ans XpaHeHHs W YAAJCHHUS ONACHBIX MAaTEPUAIOB U OMOJIOTHYECKUX
OTXOJIOB JIOJDKHBI COOTBETCTBOBaTh KIACCHU(MKALMM MATEpUAIOB B pPAMKax JIHOOBIX
3aKOHOJATEIbHBIX WM HOPMATUBHBIX TPEOOBaHUH.

6.3.4 Ciy:xe0HbIe MOMeELeHNSI

Cnemyer oOecrmeyuTh JOCTYNl K TyalleTaM | 3alacaM IHUThEBOH BOJBI, a TaKKe
MTOMEMICHUSM JUIsl XpaHEHUS CPEACTB UHANBUYAIbHON 3aIIUTHI M OJICHKIbI.

HeoOxomuMo mpeaycMOTpeTh MECTO [Uisi TepCOHana, HampuMmep, Uis TMPOBEICHUs
coOpaHui, CTIOKOMWHBIX 3aHATHN U 30HBI OTABIXA.

6.3.5 Ilomemenus aJs1 coopa npood

[Tomemenus 11t coopa nMpod TOHKHBIL:

a) obecreynTh BO3MOXKHOCTh NMPOBOAMTH cOOp 00pa3loB TakUM 00pa3oM, UYTOOBI 3TO He
OKa3bIBaJI0 HETATMBHOI'O BJIMSHUS HAa KA4ECTBO UCCIIE0BAHMII;

b) y4uThIBaTh KOH(HUAECHIUAIBHOCTh, KOM(OPT U MOTPeOHOCTH MAIMEHTOB (HAIpUMED,
HaJINYME TYaJeTHBIX KOMHAT JUIs JIIOJIeH ¢ OTPAaHUYEHHBIMU BO3MOXHOCTSIMU U JIOCTYII B HHX),
pasMelleHre CONPOBOXKIAIOMIMX JIUI[ (HampuMep, ONEeKyHa HJIM IIepeBOJYMKA) BO BpeMs
MIPOIIEAYP B3SATHS 00pa3IoB;

c) o0ecrieunBaTh OT/ICJIbHBIE 30HBI IIPUEMa MAIIMEHTOB U cOopa mpo0;

d) UMETh COOTBETCTBYIOIIHME CPEJICTBA JIJISi OKa3aHUs MEPBON MEIUIIMHCKOW IMMOMOIIM KaK
JUISl TAIIMEHTOB, TaK U JJIS IIEpCOHAIa.

[Ipumedanue - SO 20658 coaepkut moapoOHYIO HHPOPMAITHIO O TIOMEMICHUX 715t cOopa mpoo.
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6.4 OdopynoBanue

6.4.1 O01Me MOJI0KeHH I

B mabGoparopum nmopKHBI OBITH pa3pabOTaHbl TPOIEAYPHI JJIs BBIOOpA, 3aKYIIKH,
YCTAaHOBKM U 3alycKa OOOpYAOBaHUs, BBINOJHEHHUS MPUEMOYHBIX HCHBITAHUN (BKIIIOYAs
KPUTEpUU TPUEMIIEMOCTH), OOpaIieHuss ¢ 000pya0BaHUEM, €0 TPAaHCIIOPTHUPOBKH, XPaHEHHSI,
HUCIIOJIB30BaHUs, TCXHUYCCKOI'O OGCHy)I(I/IBaHI/I}I " BbIBOJA U3 I3KCIUTyaTalluU [JIs O6CCHC‘ICHI/IH
€ro HajuIeKanero () yHKIIMOHUPOBAHHUS, TIPEAOTBPAIICHUS KOHTAMUHALIUU U TTOBPEXKICHHA.

IMpumeuanue - JlabGopaTopHOoe 000OpyIOBaHWE BKJIIOYACT Aamlaparypy H IPOrpaMMHOE oOecreyYcHHe
puOOPOB, CUCTEMbI U3MEpPEHUs, JTabopaTopHble HHGOPMAIIMOHHBIE CHCTEMBI HIIH JIF000E APYyroe 00OpyIOBaHHE,
OKa3bIBaOIee BIUSHAE HA pe3ylbTaThl JCSTENHLHOCTH JabOpaTOpHUH, BKIIOYAsh CUCTEMbBI TPaHCIIOPTHPOBKU
00pasmos.

6.4.2 TpedoBanusi K 000py10BAHHIO

a) JlaGoparopusi JoKHA UMETh JTIOCTYIT K 000pYy/IOBaHUIO, HEOOXOIUMOMY JIJIsSI OKa3aHUS
YCIIYT.

b) Ecnu obGopynoBaHue wucmojib3yeTcs jabopaTopueld BHE MOCTOSHHOTO KOHTPOJISA WU
(GYHKIMOHATBHBIX ~ TPEeOOBAaHUM  NPOM3BOIUTENS, PYKOBOJACTBO  JTAOOPATOPUHM  JOJKHO
o0ecreunThb BBITTOJIHECHUE TPEOOBAaHU JaHHOTO CTaHAapTa.

c¢) Kaxngpiit sneMeHT 000pyIOBaHMS, KOTOPBIH MOXKET IMOBIHITh HAa JEATEIHHOCTH
nabopaTtopuu, AOKEH UMETh YHUKAIbHYI0 MApKUPOBKY WU JIpYroid WACHTU(PUKATOP U BHECEH
B peecTp.

d) JlaGoparopusi qo/DKHA MPOBOAUTH OOCTY)KMBAHHE M 3aMEHY OOOpYAOBaHHS IO MeEpe
HE0OXOIMMOCTH I 00ECTIEYeHHSI KaueCTBa Pe3yIbTaTOB UCCIICIOBAHUIA.

6.4.3 Ilpouenypa npueMkn 000py/10BaAHNS

JlaGopaTtopus nomxkHa yOequThbCs, YTO OOOpPYIOBAHHE COOTBETCTBYET YCTAHOBIIEHHBIM
KPUTEPHSIM IIPHEMIIEMOCTH, TIPEXK/IE YeM OHO OY/IET BBEICHO MJIM BO3BPAIIEHO B SKCILTyaTAIIHIO.

O6opynoBaHue, HCIONb3yeMOe I HM3MEPEHHUs, JOJDKHO obOecrneuuBaTh MO0
MPaBUIBHOCTh M3MEPEHHsS, JIMOO HEOINPEISIIEHHOCTh HM3MEpPEeHHs, JHOO0 W TO, W JPYroe,
He00X0IMMOE TSI TTOJTY9EeHUS TOCTOBEPHOTO pe3ynbTara (7.3.3 u 7.3.4).

IIpumeuanust

1 [JlamHOe TpeOOBaHME TaKXKe OTHOCHTCS K OOOPYHOBaHHMIO, KOTOPOE IPEIOCTaBIIACTCS Ha BpeMs JIMOO
HCTOJIB3YEMOMY B MECTaX OKa3aHUS MEIUIIMHCKOM MOMOIIH U B MOOMJIBHBIX JTA0OPaTOPHSIX.

2 Bepudwukanus OpUEMIEMOCTH TNPUEMOYHBIX WCIBITAHUH O0OpPYIOBaHUS MOXKET IPOBOIUTHCS Ha
OCHOBAHHU KaJTHOPOBOYHOTO cepTU(UKATA BO3BPALICHHOTO 000PYIOBaHUS.

6.4.4 UHcTpyKIus 10 KCIUIyaTalui 000pyA0BaHHA

a) Jlaboparopusi JOJKHA UMETh COOTBETCTBYIOUIYIO JOKYMEHTHPOBAHHYIO MPOLEAYPY IO
MPEeIOTBPALICHUIO HETPEeAHAMEPEHHBIX PETYIUPOBOK 000PYIOBAaHUS, KOTOPbIE MOTYT IPUBECTU
K IPU3HAHUIO PE3YJIbTATOB HEACHCTBUTEIbHBIMH.

b) DOkcmryaranusa 060py10BaHUS JOHKHA BBITOIHATHCS O0yYEeHHBIM, YIOJTHOMOYEHHBIM U
KOMIIETEHTHBIM IIEPCOHAIIOM.

¢) HHcTpykium mo HSKCIuTyaTallid OOOpYJOBaHHUS, B TOM YHCIE MPEAOCTaBiIsieMble
M3TOTOBHUTENIEM, JIOJIKHBI OBITH JIETKO JOCTYITHBI.
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d) O6opynoBaHKe TOHKHO UCIIONB30BAThCS B COOTBETCTBUHU C YKa3aHUSIMH M3TOTOBUTEIIS,
€CIIM UHOM croco0 He OBbLT BaIMIUpPOBaH 1adopatopuei (cM. 7.3.3)

6.4.5 Texnuveckoe 00cay’;KMBaHHE U PEMOHT 000pPYAOBAHMS

a) Jlaboparopusi [MOIDKHA HUMETh NPOTPaMMbl MPO(UIAKTHUYECKOTO OOCTYKUBAHHS
npuOOPOB, COCTaBJICHHBIE HAa OCHOBAaHMHM PEKOMEHAANWH mpou3Bomutens. OTKIOHEHUS OT
rpadUKOB UM HHCTPYKIIMH U3TOTOBHUTENS TOJKHBI PETUCTPHPOBATHCS.

b) ObGopynoBanue AOMKHO COIAEPKAThCS B O€30MACHBIX PabOUYUX YCIOBUAX. Y CIOBHE
3JIEKTPOOE30MIaCHOCTH JIOJKHO BKJIIOYATh UCIIPABHOE COCTOSIHUE JIFOOBIX YCTPOMCTB aBapUHOTO
OTKITIOYCHHUSI M Oe30MacHoe oOpalleHHe ¢ ONAacHBIMH MaTepHallaMH, a TaKXKe WX YTUIH3AIHI0
YIIOJTHOMOYEHHBIM MTEPCOHATIOM.

¢) HeucnpaBHOe mim HECOOTBETCTBYIOIIEE YCTAHOBICHHBIM TPEOOBAaHUAM 00OPYIOBaHHE
JOJKHO OBITh BBIBEIEHO W3 JKCIUTyatanuu. Ha Hem pomkHa OBITh 4eTKas MapKUPOBKAa WIIH
OTMETKA O TOM, YTO OHO HE MCIIOJIb3YETCs, IO TeX IMOp, IIOKa KOPPEKTHOCTH €ro paboThl He OyAeT
BepuduimpoBana. Jlaboparopus I0JDKHA HCCIEAOBaTh BIUSHUE Ne(eKTa WM OTKIOHEHUS OT
YCTaHOBJICHHBIX TPEOOBaHMI, a TAaK)Ke WHUIIMUPOBATH COOTBETCTBYIOIIYIO MPOLEAYPY MPH UX
obHapyxenu# (7.5).

d) Korma »sto mpumenumo, nabopaTopusi IOJKHA TMPUHITH MEPhl MO Je3WHGEKIINN
obopynoBanusi (mepex TEXHHYECKUM OOCTY)KMBAaHUEM, PEMOHTOM WIU BBIBOAOM U3
IKCIUTyaTalui), OOECHeunTh NOIXOMAANIee TIOMEIICHHE UIsi PEMOHTAa W  IPEIOCTABUThH
COOTBETCTBYIOIINE CPECTBA MHAUBHUIYAILHOM 3aIUTHI JIJIs IIEPCOHATIA.

6.4.6 OTueTHOCTH 0 cO0€ 000PYIOBAHMA

I/IHI_[I/I,Z[GHTBI N HCCYACTHBIC ClIydau, KOTOPLIC MOTYT GBITB OTHCCCHBI HCTIOCPCIACTBCHHO K
KOHKPETHOMY OOOPYIOBaHUIO, PACCIEAYIOTCS W COOOMIAIOTCS JMOO TPOU3BOAMTENIO, JHOO
MOCTABIIUKY, THOO0 000MM, a TAKKE COOTBETCTBYIOIUM OpPTaHaM, €CIIM 3TO HEOOXOIUMO.

JlaGoparopusi momkHa pa3paboTaTh aNTOPUTM JACUCTBHI Ha JIFOOOW OT3BIB WJIM JIPYroe
YBCAOMIICHHUC ITPOU3BOAUTCIIA IO MPUHATHIO MEP, UM PCKOMCHIOBAHHBIX.

6.4.7 3anucu mo 060py10BaHHNIO

3anucu JOKHBI BECTUCH 1O KaXI0M equHHIe 000pyA0BaHus, BIUSIOMICH Ha PE3yIbTaThl
1a00paTOPHOM JEATEITHHOCTH.

3anucu JOJKHBI BKIIIOYATh, 1€ 3TO MIPUMEHUMO:

a) CBEJICHUS O MPOU3BOAUTENIC U MOCTABIIUKE, a TaK)Ke WH(POPMAIIHIO, JOCTATOUHYIO JUIS
OJTHO3HAYHOW wWIeHTU(HKAUU OOOpYAOBaHMS, BKJIIOYAs MPOTPAaMMHOE OOECIeYeHHE |
[IOPTATUBHBIE YCTPOUCTBA;

b) maThl mosyueHus, IPUEMOYHBIX UCIIBITAHUN U BBOJIAa B AKCILTyaTaIlUIO;

C) JIOKa3aTelbCTBA  COOTBETCTBHS  OOOpPYJOBAaHUS  YCTAaHOBJICHHBIM  KPHUTEPHSIM
MIPUEMIIEMOCTH;

d) TekyIiee MeCTONONOKEHUE;

€) COCTOSIHME TpU TMOJy4YeHHH (Hampumep, HOBOE, HCIOJb30BAaHHOE  WIIU
BOCCTaHOBJIEHHOE);

f) uHCTPYKIIMU IPOU3BOAUTENS;

g) TaH-rpaduK NpopUIaKTUIECKOro 00CTyKUBaHHUS,

h) mo0bie omeparuu MO TEXHUYECKOMY OOCITY)KHBAHHIO, BBIMOJHSEMBIE JIa0OpaTopueit
WM YTBEP)KICHHBIM BHEITHUM IMOCTABIIMKOM YCITYT;

1) MOBPEXKJIEHNE, HEUCTTPABHOCTH, MOIU(DUKAIIAS UITH PEMOHT 00OPYI0BaHHS;
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J) 3amucu 00 DSKCIUTyaTallik OOOpYyIOBaHHWS, TaKWe KaK OTYEThl WM CEPTUPHUKATHI O
KaTMOpPOBKAX WMIIM IPOBEPKaX, WIH U TO, U APYroe, BKIIIOUAs AaThI, BpEMs U pe3yIbTaThl;

k) craryc oOopymoBaHWs, HampuMep, aKTUBHOE WJIM HaxOHsIIeecs B JKCIUTyaTalluH,
BBIIIIE/IIICE U3 IKCITyaTallui, HaXOIAIIeecs] B KapaHTHHE, CIIMCAHHOE UITU YCTapeBIIee.

Taxoif ydeT AOMKEH BECTUCH U OBITh JIETKOJOCTYIHBIMUA B T€UEHHUE BCErO CPOKa CITYKObI
000pyI0BaHUS WITH JIOJIBIIE, KaK YKa3aHo B 8.4.3.

6.5 KanuOpoBka 000py10BaHUA M METPOJIOTHYECKAS MPOCIEKUBAEMOCTD
6.5.1 O01mme mMoJI0KeHUS

JlaGopaTopust JOJDKHA ONpPENeNuTh TPeOOBaHUS K KaIUOPOBKE W IMPOCIEKHBAEMOCTH,
JOCTATOYHBIE IS TIOCJICOBATEIBHOTO MPEACTABICHNS PE3YJIbTATOB HCCIICAOBAHNI BO BPEMEHH.
JInisi KOIMYEeCTBEHHOT'O METOa MCCIIEIOBAHUS M3MEPSIEMOr0 BEIECTBa CIeHU(UKAIIS JT0JDKHA
BKJIIOYaTh TpeOOBaHMS K KaIMOpPOBKE ¥ METPOJIOTHYECKOW TpociexnBaemoctu. s
KayeCTBEHHBIX M KOJMYECTBEHHBIX METOJOB, KOTOPHIC OLIEHHBAIOT XapaKTEPUCTHUKU, a He
OT/AEJTbHBIC AaHAIN3WPYyEeMble BEIIECTBA, CHENM(UKAIMU OJDKHBI BKIIOYATh OICHWBACMYIO
XapaKTepUCTHKY, a TakXke TpeOOBaHMsA, KOTOpble HEOOXOIUMBI Ui BOCHPOM3BOIUMOCTH
PE3YJIBTaTOB BO BPEMEHH.

[IpuMevyanue - KA4YEeCTBCHHBIX M KOJMYCCTBEHHBIX METOJOB, KOTOPhIE HE MOTYT OOCCICYUTh
METPOJIOTHYECKYIO  IPOCIECKUBAEMOCTh, BKIIIOYAIOT OOHAapyXEHHWE aHTHTeN K DJPUTPOLUTAM, OICHKY
YYBCTBUTEIHHOCTH K AaHTHOMOTHKAM, TEHETHYECKOE TECTHPOBAaHME, CKOPOCTh OCEHAaHUS SPHUTPOIUTOB,
OKpaIIMBaHUE MPH MPOTOYHON IUTOMETPUHN U UMMYHOTHCTOXMMHYECKOe OKpamuBanue omyxonu HER2.

6.5.2 KannOpoBka o0opyaoBanusi

JlaGoparopusi mopKHA MMETH MPOIEAYpPhl KATMOPOBKH O0OPYIOBAaHHUS, KOTOPHIE IMPSIMO
WJIM KOCBEHHO BJIMSIFOT HA PE3yJIbTaThl UCCIIEIOBaHMS. B mporenypax TOMKHBI ObITh YKa3aHBI:

a) yCJIOBHUS UCIIOJIB30BaHUS M MHCTPYKIIMU TIPOU3BOIUTEIIS 110 KAIIMOPOBKE,

b) y4eT MeTpoI0ornyecKon MpoCaeKUBAEMOCTH;

c) Bepudukanusa TpeOyeMol TOYHOCTH W3MEpPEHUs U (PYHKIIMOHUPOBAHHS CHUCTEMBI
M3MEPEHUs Yepe3 OnpeesICHHbIE TPOMEXYTKH BPEMEHH;

d) perucrpanus craryca KaTuOpOBKHU U AaThl TOBTOPHON KaJTMOPOBKU;

€) OOHOBJEHHE W perucTpanus (aKTOpoB KOPPEKLUMU MpPHU TOBTOPHOH KaauOpOBKE B
ClTydae WX MCIIOJIb30BaHMS;

f) ycrpanenuwe cuTyanuid, KOrja KaluOpOBKA MOTJIAa BBIUTH W3-TIOA KOHTPOJS, IS
MUHHMH3AINAN PUCKa sl pabOoThI TaOOpaTOPHOTO CEpBUCA U TTAIIUEHTOB.

6.5.3 MeTpoJsiornueckasi MpocJje;KUBAeMOCTb Pe3yJbTATOB U3MepPeHU i

a) JlaGopatopusi [OOMKHA  YCTAaHOBUTH W  MOAJIEPKUBATH  METPOJOTUYECKYIO
IIPOCJIEKUBAEMOCTh  PE3YJIBTATOB CBOMX M3MEPEHUH C IOMOILIBI0 JOKYMEHTHUPOBAaHHOU
HENpPEephIBHONW IIETIOYKM KAIUOPOBOK, KaxkJas M3 KOTOPbIX BHOCUT CBOW BKJIaJ B
HEOIPEICIIEHHOCTh U3MEPEHMIA, CBS3bIBAs X C COOTBETCTBYIOUIMM pe(EePEeHTHBIM MaTEPHUAIIOM.

[Ipumeuanne - Mupopmanus o METPOJIOTHUECKON TPOCICKUBAEMOCTH 10 pe(PEepeHTHHIX MaTepPHalOB MIIN
pedepeHTHOW METOMUKH 00Jee BHICOKOTO YPOBHS MOXET OBITh NPEIOCTaBiICHA MPOM3BOIUTENIEM aHAJIHTHYECKOM
cuctembl. Takas JOKyMEHTalMs NPUMEHMMa TOJBKO B TOM Cllyyae, €ClIM CHUCTeMa MPOBEPKU U MPOLEAYpPbI
KaTHOPOBKH U3TOTOBUTEIS HCIIONIB3YIOTCS 03 M3MEHCHHUIA.
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b) JlaGoparopusi momKHA OOECHEYUTH MPOCICKHUBAEMOCTh PE3yJbTaTOB H3MEPEHHH K
MexayHaponaHoii cucreme enuHul (SI) ¢ momorpro:
- KaTMOPOBKH, MPEOCTABISIEMON KOMIIETEHTHOM J1abopaTopuen mim

ITpumeuanus

1 JIabopatopuwu, ynosierBopsitomue tpedoBanusm ISO/IEC 17025, cunTaroTcss KOMIETEHTHBIMU.

- cepTu(UIMPOBAHHBIX 3HAYCHUH WM CEPTUPHUIMPOBAHHOTO pe(epeHTHOro Marepualia, IOCTaBIIEMOTO
KOMITETEHTHBIM M3TOTOBHUTEIIEM C YKa3aHHON METPOJIOTHUECKOH MPOCIEKUBAEMOCTHIO K SI;

2 WsroroBurenu pedepeHTHBIX MaTepuasioB, oTBedaromue tpeboanusm ISO 17034, cuwnrarorcs
KOMITCTEHTHBIMH.

3 CeprudunupoBaHHbIl pedepeHTHBIH Marepuan, orBedaromuii TpedoBammsam I[SO 15194, cumraercs
MIPUEMIIEMBIM.

c) Ecanm HeBO3MOXKHO o00ecneunTh MPOCIEKHBAEMOCTh B COOTBETCTBHHM C 6.5.3 a),
NPUMEHSIOTCS IpyTrUe CPeCTBA sl 00ecIieueHHs YBEPEHHOCTH B pe3yJIbTaTax, BKIIOYast, HO HE
OrpaHN4MrBasiCh:

- pe3ynbTaThl peQepeHTHBIX TPOLENyp HW3MEPEHHS, YCTAHOBIECHHBIX METOJIOB HWIIH
COTJIACOBAHHBIX CTAaHAAPTOB, KOTOPBLIC YCTKO OIIMCAHbBI W TIPHUHATBI KakK OGGCHG‘-II/IBaIOH_II/Ie
pE3yNbTaThl N3MEPEHHH, IPUTOJHBIE I UX MCIIOJIb30BAaHUS 10 HA3HAYCHUIO M 00ECTICYCHHBIC
COOTBCTCTBYIOIIUM CPABHCHUCM;

- U3MEpeHHe Kanruoparopa Mo Apyroil MEeTonKe.

IMpumeuwanne - ISO 17511 mnpenocraBiseT ONONHUTENbHYIO HHGOPMALMIO O TOM, KaK YIIPaBIATh
KOMIIPOMUCCAMH B METPOJIOTHUYECKOM MPOCIEKUBAEMOCTb U3MEPSIEMbIX BEJTUUUH.

d) /JIng reHeTMUYeCKMX HCCIIEJOBAaHUM OJKHA OBITh YCTAHOBJIEHA IMPOCIECKUBACMOCTD
OTHOCHUTENIbHO pe(epPeHTHBIX TeHETUYECKUX MOCIEI0BATEIbHOCTEH.

e) s KadecTBEHHBIX METOJOB IMPOCIEKHBAEMOCTh MOKET OBITH MPOJAEMOHCTPHUPOBAHA
MyTeM TECTHUPOBAHHUS M3BECTHOI'O MaTepuaia WIH MPealIeCTBYIOIUX 00pa3lioB, TOCTATOUYHBIX
JUISL TIOATBEPKICHUS TOCIIEAOBATEIbHON HISHTH(UKALNN U, TI€ TPUMEHUMO, HHTEHCHUBHOCTH
peakuuu.

6.6 PeareHThbl U pacxoJaHble MaTePHUAJIbI
6.6.1 O01mMe mos10KEHUS

B naGoparopun nomkHa OBITH MPEeTyCMOTPEHA JOKYMEHTHUPOBAaHHAs IPOLEAYpHI BhIOOpA,
3aKyIOK, MPUEMa, XpaHEHUs], IPUEMOYHBIX MCIBITAHUN W YIPABICHUS 3alacaMHM pPearcHTOB U
PacXOJIHbIX MATEpUAJIOB.

[Mpumeuyanne - PeareHThl BKJIIOYAIOT BEIIECTBA, IPOU3BOIUMBIC IPOMBIIUICHHBIM CHOCOOOM, WM
NIPOM3BOJIMMBIE CHJIAaMH J1abopaTopuy, pedepeHTHbIE MaTephajbl (KaauOpaTopbl M KOHTPOJIBHBIE MaTepHalbl),
MUTATEeIbHBIE CPEIbl; PACXOJHBIE MATEPHAIbI, BKIIOYAIONINE HAKOHCUHHWKH IS IHIETOK, MPEIMETHBIE CTEKIa,
pacxoIHbIe MaTEPUaIIbI ATl TECTUPOBAHMS 10 MECTY JIEUCHUS U T.JI.

6.6.2 PeareHTbl M pacxoaHbie MaTepuaJbl - [IpueM u xpanenue

JlaGopaTopust NOKHA XPaHUTh PEareHThl M PACXOJHBIE MaTepUallbl B COOTBETCTBUU CO
cneun(UKanusIMH  TIPOU3BOAMTENSA, KOHTPOJIMPOBATh, TAE€ OTO HEOOXOAWMO, YCIOBHUS
OKpY>KaloIleu cpebl.

Ecnmu nmaboparopusi He sBIsSeTCS MNPUHUMAIONICH OpraHu3alueil, OHa JOJDKHA
YIOCTOBEPUTHCS, YTO IIPUHUMAIOIIEE YUPEKACHHUE PACIIONAraeT HaJIeKalluMU BO3MOKHOCTSIMHU
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JUIS XpaHeHUusi W oOpalleHHus ¢ MaTepuajaMu, 4yTOObl MPEAOTBPATUTh UX MOBPEKICHHUE WU
nopuy.

6.6.3 PeareHThI M pacxogHble MaTepuaJsbl - [IpueModHbIe HCNIBITAHUS

Kaxxnpiii peareHT wiu HOBasi TeHepalvs JUAarHOCTUYECKHX HAOOpOB C M3MEHEHHSMH B
peareHTax WU MpoLEeaype, UM HOBas MapTHs WU MOCTAaBKa JOJKHBI ObITh BEPUPHUIIMPOBAHEI B
OTHONICHUU ()YHKITMOHATIBHBIX XapPaKTEPUCTUK TIEPE]] UCIIOIH30BAHUEM ISl UCCICIOBAHUN TN
nepesl Bblladyeil pe3ynbTaToB, B 3aBUCUMOCTH OT 0OCTOSITENIBCTB.

Pacxoanbie Marepuanbl, KOTOpblE MOTYT BIUATh Ha KAaue€CTBO HMCCIIEIOBAHMM, TOJKHBI
ObITh BepU(PUIHUPOBAHBI B OTHOLIEHUM (PYHKIMOHAIBHBIX XapaKTEPUCTHK Iepea BBOJOM B
AKCILTyaTalHIo.

IIpumeuanus

1 Cpasaurenpusle xapakTepucTHkd [QC HOBBIX W TPEABIAYIINX NApPTHA peareHToB, MOTYT OBITh
UCTONB30BaHbl B KauecTBE JoKa3aTenbcTBa mpuemineMoctu (7.3.7.2). Ilpu cpaBHeHMM pa3IMYHBIX NapTUI
peareHTOB NpeANIOYTEHHE OTHaaeTcs o0Opa3naM NalMeHTOB BO  H30ekaHWe mpolieM, CBS3aHHBIX C
KOMMYyTabenbsHOCThI0 Matepuainos st IQC.

[Mpumeuanue 2 - Bepugukanus HHOTIa MOKET 0a3UPOBATHCSI HA OCHOBAaHMH CepTU(HUKATA aHAIU3a PeareHTa.

6.6.4 PeareHThbI M pacXoJHbIe MaTepHaJbI - YIIPaBJeHHe 3aIacaMu

JlaGopaTopus o/kHA pazpaboTaTh CUCTEMY KOHTPOJIA 3alacaMi PEareHTOB M PACXOIHbIX
MarepuanoB. Cucrema KOHTpOJIA 3amacaMM JOJDKHA PAasfelATh pPEareHTbl W PAaCXOIHBIC
MaTepHalibl, KOTOpbIe ObLTH MPHUHATHI K MCIOJIB30BAHUIO, OT T€X, KOTOPhIe HE ObUIM MPOBEPEHBI
Y HE NPUHATHI K UCIIOJIb30BAHUIO.

6.6.5 PeareHTbI M pacxoaHble MaTepuaibl - UHCTPYKIMH 10 MPUMEHEHU IO

WNHCTpyKIMS 1O TPUMEHEHHIO PEareHTOB M PACXOAHBIX MAaTepualioB, B TOM 4YHCIE
MIPEOCTaBICHHBIC MTPOU3BOANUTENEM, JODKHBI OBITH JIETKO MOCTYMHBL. PeareHThl M pacXoiHble
MaTepuabl JOJDKHBI MCIIONB30BATHCS B COOTBETCTBHU C MHCTPYKIMAMH npomsBoautens. [Ipu
HCIOJIb30BaHUU B APYTUX LENAX, CM. paznen 7.3.3.

6.6.6 PearenThl M pacxoaHble Marepuayabl - M3BemeHue 0 HedJaronpusTHOM
cOOBITHH

WNHumaeHTs 1 HecuacTHBIE CITydad, KOTOPhIE MOTYT OBITh OTHECEHBI HEMOCPEICTBEHHO K
KOHKPETHBIM pPEarcHTaM HJIM PACXOJHBIM MaTepHajiaM, PacClIeIyIOTCs M COOOIIAOTCS JTHO0
MIPOU3BOIUTEINIO, TMOO MOCTABIIUKY, TUOO 000MM, a TaKKE COOTBETCTBYIOIIMM OpPTaHaM, €CIIH
3TO HEOOXOIUMO.

JlaGopaTtopus momkHa pa3paboTaTh TOPSIOK pearupoBaHHus Ha J1000M  OT3BIB
MPOU3BOJUTENIS WM  JPYroe yBEJOMIIGHHE U TPUHATHS Mep, PEKOMEHIOBAHHBIX
MIPOU3BOIUTEIICM.

6.6.7 PeakTHBBI U pacXoJHble MaTepHAJIbI - 3aNIUCH
B oTHOmIEHMM KaXIOro peareHTa W pacxoJHOr0 MaTepuallia, KOTOpPbIE CIIOCOOCTBYIOT
IPOBEJCHUIO UCCIEIOBAaHHUM, TOJDKHBI BECTUCH 3alMCH. DTH 3alIUCH JOJDKHBI BKIIIOYATh, HO HE

OTPAaHUYUBATHCS ITHM, CIECIYIOIIEe:
a) MICHTU(UKAIIMIO peareHTa Uik pacxoJHOT0 MaTepuaa,;
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b) uHpopMauio 0 MPOU3BOAUTENE, BKIIOYAsT MHCTPYKIUH, HA3BaHUE U KOJ MApTHUH WU
HOMED JIOTAa;

C) JaTy W YCJIOBUA MOJY4YEHHs, CPOK TOJAHOCTH, JaTa Hayala HCIOJIb30BaHUS, U, €CIU
Heo0X0IMMO, JlaTa MPEeKpaIeHUs NCTIOIB30BAHUS peareHTa WK PacXOJHOTO MaTeprana;

d) 3ammcu, mOATBEpXKIAIOUIME MEPBOHAYAIBHYIO U TEKYIIYI0 MPHEMKY PEareHTOB HIIN
PACXOJIHBIX MAaTEpPUAJIOB JJIsl UCIIOIb30BAHUS.

Ecnu naGoparopuss MCHONB3YeT pEareHThbl, MOATOTOBJICHHbIE HIIM YKOMILJICKTOBaHHbBIE
COOCTBEHHBIMH CHUJIAaMH, 3alUCH JOJDKHBI COJEpKaTh, IMOMHMO IEPEUMCICHHON BHIIIIE
nH(pOpMallUY, CBEACHUS O JIUIE WU JIMLAX, MPOU3BOJMBLINX MPUTOTOBJICHHE, a TAKXKE JaThl
MIPUTOTOBJICHUS U CPOKA TOAHOCTH.

6.7 CepBucHBIE COTJIAIIEHUS

6.7.1 loroBop ¢ noJib30BaTeJsiMHu JIAa00paTOpUil

JlaGopaTtopust ODKHA MMETh JOKYMEHTHPOBAaHHYIO TPOIEAYpPY 3aKIIOUCHHS U
NEPUOINYECKOTO IEPECMOTpa COTIIAIICHHUH O MPEIOCTABICHUH JIAOOPATOPHBIX YCIYT.

[Tporemypa momkHa 0OeCcTIeYMBaTh:

a) Ha/JIeKallee onpeseneHne TpeoboBaHui;

b) HayIMuMe y 1abopaTopru BO3MOKHOCTEH U PECYPCOB ISl BBITTOJTHEHHUS TPEOOBAHMIA;

C) KOorja MpHUMEHUMO, Jaboparopus HHGPOPMHUPYET MOIb30BaTENIsl 00 OINpeNeNeHHBIX
NCUCTBUSX, KOTOPBIE JOJDKHBI  BBITIOJHSTHCS  BCIOMOTATEIBHBIMH  (CyONOIPSTHBIMU)
nabopaTopusiMi U KOHCYJIbTaHTaMHU.

[Tonp3oBaTenu mabopaTopuu JOJKHBI OBITH TPOMH(DOPMUPOBAHBI O JIFOOBIX U3MEHEHHUSIX B
COTJIAIIEHUH, KOTOPBIE MOTYT MOBJIUATH HA PE3YNbTAThl U3MEPEHUIA.

3amucu o mepecMoTpax, BKIIOYas KaKue-IM0O CYIIECTBEHHBIC U3MEHEHHUS, JOKHBI OBITH
COXpaHEHBI.

6.7.2 Coraamenus ¢ moan3osarejamu POCT

JloroBop Mexnay mgabopatopueld W JIPYyrdMH  TOAPA3ACICHUSIMH  OpraHU3alIluH,
MCIOJIL3YIONIMMH TIOJICpKIUBAaEMbIe 1abopaTtopreil UCCIeIOBaHMS IO MECTY JICYCHHUS, TOJIKHO
obecrieunBaTh onpesencHrue 00s13aHHOCTEN W MMOJTHOMOYHHN W JTIOBEJCHUE WX J0 CBEACHHUS BCEX
3aMHTEPECOBAHHBIX JIMII.

[Ipumeuanne - Co3gannabie MHOTONpOGMIbHBIE KOMHTETHI POCT MOTYT MCTIONB30BATHCS ISl YIIPABICHHS
TaKUMU COTJIALICHUSIMHU 00 OKa3aHUM YCIYT, KAK OMMCAHO B IPUIOKCHUH A.

6.8 TOBapBI 1 YCIYTH, IIOCTABJAAECMbIC¢ BHCIIIHUMMU MOCTAaBINUKAMHU

6.8.1 O01ue moJ10KeHus

Jlaboparopust nomxkHa yOETUTHCS, YTO TOBAphl U YCIYTH, NMPEAOCTaBIsIEMble BHEIIHUMU
MOCTABIIMKAMU U BIUSIOIINE HA €€ IeATeNbHOCT, SBIISIOTCS MPUEMIIEMBIMH, €CJIA OHU:

a) MpeIHa3HAYCHBI JJI BKIIOUEHHUS B COOCTBEHHYIO JEATEIHLHOCTH JIA0OPATOPHH;

b) dYacTMYHO WJIM TOJHOCTBIO TPEAOCTABISAIOTCS JabopaTopuell HENOCPEeICTBEHHO
M10JIb30BATENIO B TOM BUJIE, B KOTOPOM OHU MOJIyYEHBI OT BHEIIHErO OCTABIINKA;

C) UCTIOJB3YIOTCS ISl 0OecIeueHus] KaueCTBEHHOH paboThl 1abOpaTopuH.

JlJis BBITIOJIHEHUS 3TOTO TPeOOBAHMS MOKET MOTPEOOBATHCSA COTPYAHUUYECTBO C APYTUMU
OTAeNaMH Wi QYHKIHSIMUA OPTaHU3aIUH.

IMpumeyanue - Yciyru BKIIOYAIOT, HAIIPUMED, YCIYTH M0 B3STHIO MPOO, YCIYTH MO KaJHuOpOBKE MUIMETOK U
IpyTHe YCIIyTH, YCIAYTH MO OOCITYKMBaHHMIO TMOMEIIeHHWH W obopymoBaHms, mporpammbel EQA, pedepasisHbie
71a00paTOpUU U KOHCYJIBTAHTOB.
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6.8.2 BcnomorartenbHbie JIA00PATOPUH U KOHCYJIbTAHTHI

JlaGopaTtopust 1omKHA 3aIBUTH O CBOMX TPEOOBAHUSAX BCIIOMOTATEIbHBIM (CYOITOAPSITHBIM)
nabopaTtopusiM U KOHCYJIbTaHTaM, MPEIOCTABISIONIMM YCIYTH M0 HHTEPIPETALUN PE3YIbTATOB
WCCJIEIOBAHUM Y BblJIau€ PEKOMEHIAIIUM J1J14:

a) IPEJ0CTABIIIEMBIX MPOLEAYP, UCCIETOBAHUN, OTYETOB U KOHCYJIbTALIUNL;

b) ynpaBieHus KpUTUUECKUMU PE3yJIbTaTaMu;

¢) mo0oif TpeGyeMoli KBaTU(pHUKAIIMK EPCOHANA U IEMOHCTPAIIUH KOMIIETEHTHOCTH.

Ecnm mHOE HE ykazaHO B J0roBOpe, IIaBHas (a He CyOmoApsaHas J1abopaTopuisi) HECET
OTBETCTBEHHOCTh 3a TO, YTOOBI pe3yJbTaThl HMCCIEJOBAHWN BCHOMOTraTeNbHOU JabopaTopuu
ObUTH MPEIOCTABIICHBI JIUIY, CAEIABLIIEMY 3aIlpoC.

Heo0xoauMo BecTH CHHMCOK BCEX BCIIOMOTATENbHBIX (CyONMOAPSAHBIX) J1TabOpaTopuil u
KOHCYJIbTaHTOB.

6.8.3 IIpoBepka u o100peHNe BHEIIHUX MOCTABIIMKOB M yCJIYyT

JlaGopaTopus nomKHA pa3paboTaTh JOKYMEHTHPOBAHHYIO MIPOLEAYPY U BECTH YUeT JUIS:

a) OTpeIeICHUs, IEPECMOTpPa U YTBEPKACHUS TpeOOBaHUI KO BCEM TOBapaM M yCIyram OT
BHCIIHHUX ITOCTAaBIIUKOB,;

b) ompenenenus KpuTepueB KBaMH(HUKAIMH, OTOOpA, OIEHKH padOThl M TEPEOLICHKH
BHCIIHHUX ITOCTaBIINKOB,

C) HampaBJICHHsI TPOO;

d) obecreyeHUs COOTBETCTBHA NPOAYKTOB U YCIYTr, IIOCTABISIEMbIX BHEIIHUMHU
MOCTaBIIMKAMHU, YCTAHOBJICHHBIM TpEOOBaHHUSIM JITA0OpAaTOPHHM WIIH, €CIH TPUMEHHMO,
COOTBCTCTBYIOIIIUM Tpe6OBaHI/I$IM HacToAWCro Ccranjaapra, A0 HWX HCIIOJIb30BaHUA WA
HETIOCPEJICTBEHHOTO MPEIOCTABIICHUS TTOJIb30BATEIIO;

€) IPUHATHS JIOOBIX MEP, BBITEKAIOIIUX U3 OLICHOK PadOThI BHEIIHUX MOCTABIIUKOB.

7 TpeGoBaHusA K MpoueccaM UCCIAeT0BAHUIM

7.1 O01Me moJa0KeHus

Jlaboparopust OMKHA BBHISBISATH IOTCHIMANBHBIC PHCKH, CBS3aHHBIE C OKa3aHUEM
MEJWIIMHCKOW  IOMOIIM  TAIlMeHTaM B IPCAHATUTHUYCCKOM,  QHAJIUTHYCCKOM U
MOCTAaHATUTHYECKOM dTarnax. DTU PUCKU JOJKHBI OIICHUBATHCS U TIO BO3MOXKHOCTH CBOJUTHCS K
MUHUMYMY. OCTaTOYHBIA PHUCK JIOBOJUTCS JO CBEJCHUS ITOJIB30BATEICH COOTBETCTBYIOIIUM
o0Opazom.

BrisiBnennsie pucku ¥ 3QQGEKTUBHOCTH MPOIECCOB MO MX CHUKCHHIO KOHTPOIUPYIOTCS U
OIICHUBAIOTCS C TOUKH 3PEHUS IPUYUHEHHS MOTSHIIMAILHOTO Bpe/ia JIjIs MalMeHTA.

Jlaboparopusi TakkKe IOJKHA HAXOJUTh BO3MOXKHOCTH ISl YIIYYIICHUS TMPOBEIACHUS
oOciieToBaHUS TAI[UCHTOB MO MECTY MX JICYCHUS M pa3padoTaTh CTPYKTYPY VIS YIpPaBICHUS
JTAHHBIMH BO3MOYKHOCTSIMU (CM. 8.5).

7.2 IlpeanauTH4YeCKUE MPOLECCHI

7.2.1 O01ue MoJI0KeHu s

Jlaboparopus ~ J1o/pKHA — pa3paboTaTh  JJOKYMEHTHPOBAaHHYI  HpOLENypy  AJs
NPeaHaIUTUYECKOro 3Tana J1abopaTOpHOM JMAarHOCTHKH, CIeJaTh WX JOCTYNHBIMU ISt
COOTBETCTBYIOLIETO MEPCOHATIA.

ITpumeuanus
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1 AHaJIMTHYECKHE IIPOLIECCH MOTYT ITOBJIMATE HA PE3yIbTAT MPEAINOIaracMoro HCCIe 0BaHusL.

2 ISO 20658 conepxut noapoOHyr0 HHGOPMALIUIO 110 B3ATHIO U TPAHCIIOPTHPOBKE MPOO.

3 1SO 20186-1, ISO 20186-2, ISO 20186-3, ISO 20166 (Bce uactu), ISO 20184 (Bce wactn), ISO 23118 u
ISO 4307 comepxat moapoOHY0 WHPOPMANWIO IS TMPoO M3 KOHKPETHBIX WCTOYHWKOB M IS KOHKPETHBIX
aHaJM30B.

7.2.2 JlabopaTopHasi uH(pOpMaNUs 1JIsl NALMEHTOB M M0JIb30BaTeJ1ei

JlaGoparopust JoimKHA pacrmoJyiaraTh COOTBETCTBYIOMIEH WHGOpMAIMEd JUisi CBOUX
nojip30Bareie u manueHtoB. MHpopmanus nomkHa OBITH JOCTATOYHO IMOAPOOHOHM, YTOOBI
o0ecreunTh TMOJh30BATEISIM  JTA0OpAaTOpPUHM TIOJHOE TOHHMMaHuE chepbl NeITeIbHOCTH
nabopaTopuu U TpeOOBaHMI K HEH.

Taxast uHopManys 10DKHA BKIFOYATh, [0 MEpPEe HEOOXOAUMOCTH:

a) MeCTOHaxoXxJeHue jaboparopun (J1aboparopuii), 4acel pabOTBl M KOHTAKTHYIO
nHpopMaIuio;

b) mporeypsl 3ampoca u B3SITUs Ipoo;

¢) 00BbeM JTabOPATOPHON IEATETHLHOCTH U BPEMS 0’KHMIa€MOTO TTOTYyYEHHUS PE3YIhTaTOB;

d) HanmMUMe KOHCYIbTALIMOHHBIX YCIYT;

€) HH(QOPMHUPOBAHHOE COIIACUE MALUCHTA;

f) ¢dakropel, KOTOpBIE, KaK H3BECTHO, MOTYT CYIIECTBEHHO IOBJIMATH Ha IpPOBEICHHUE
UCCIIEIOBaHMSI MJIM HHTEPIPETALUIO PE3YIbTATOB;

g) MPOoLIeCC pacCCMOTPEHHS Kao0.

7.2.3 3asiBKa Ha J1a00paTOPHbIE HCCICAOBAHUSA
7.2.3.1 O0ume no10KeHHu

a) Kaxnelii 3anpoc, mpuHATHI Jabopatopuell Ui HpoBeAeHUs wuccienoBaHus (i),
CUUTAETCS I0TOBOPOM.

b) 3ampoc Ha ucciegoBaHHE IOJDKEH COJAEPKaTh JOCTaTOYHYIO HH(GOpPMAIHIO, YTOOBI
o0ecreynTh:

— OJIHO3HAYHYIO MPOCIICKUBAEMOCTh (MACHTU(HKAINIO) MAIIMEHTa 10 3alpoca U B3ATUS
MpOOBHI;

— WICHTU(UKAIMIO U KOHTAKTHBIC TaHHBIC 3aKa34YHKa;

— Ha3BaHME/BU]I 3alpaIIiBaeMoro ucciaeaoBanus (i),

— mpenocTaBieHre MHOOPMUPOBAHHBIX KIMHUYECKUX W TEXHUYECKHX KOHCYIbTalui, a
TaKXe KIIMHUYECKOW MHTEepIpeTaLnu.

¢) Nudopmanms mo 3amnpocy MccIeaoBaHUs MOXKET OBITh MPEAOCTaBIeHa B (popmare uiu
Ha HOCHTEJNE, KOTOPBIH Ja00opaTopus COYTET NOAXOAALINM U IPUEMIIEMBIM /TSl 10JIb30BaTEs.

d) Ecnu 510 HeoOXxoauMo [uist 00CTyKHUBaHUS MAIIMEHTOB, Ja00paTOpHs JOJKHA CBSI3aThCA
C MOJIB30BATENIIMU MJIM UX NPEICTAaBUTEISAMU [l YTOUHEHMS 3a11poca M0JIb30BaTels.

7.2.3.2 YcTHBIC 3aiBKH
JlaGoparopust momkHa pa3paboTaTh MPOLEAYPY YIpaBICHUS YCTHBIMH 3alpocaMu Ha

HCCICAOBAHUEC, CCIIM 3TO NPHUMCHHUMO, KOTOpasd BKIHOYACT AOKYMCHTAJIBHOC IMMOATBCPKIACHUC
IMOCTYIUICHHUA TaKUX 3aABOK B TCUCHHUH 3aIaHHOT'O BPEMCHU.
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7.2.4 Co0p nepBUYHBIX NPOO U oOpaleHre ¢ HUMH
7.2.4.1 O01ue noJoKeHus

JlaGoparopust moipKHa pa3paboTaTh TOKYMEHTHPOBAHHBIE MPOIEAYPHI COOpa MEPBUYHBIX
npod u oOpameHus ¢ HuMH. HVHpopmanus [0DKHA OBITH JOCTYIIHA COTPYTHHKAM,
OTBETCTBEHHBIM 3a cOOp Tpo0.

Jlro6oe OTKJIOHEHHE OT YCTaHOBJICHHBIX MpaBMJI cOopa OMOMpPOO JOIKHO OBITH YETKO
OTPaXEHO B 3alUCSAX. BimsHuEe pemeHus o MpUeMKEe TaKOW MpoObl WM €€ OTOPAaKOBKM Ha
NOTEHIMAJIbHBI PUCK M HETaTHUBHBIC MOCIEACTBHS IS MAIMEHTa JOJDKHO OBITH OIEHEHO,
OTPaXEHO B 3aIKCIX U JOBEACHO JI0 CBEACHUSI COOTBETCTBYIOIIETO MEPCOHANIA.

JlaGopaTopust OMKHA MEPUOAUYECKH IepecMaTpuBaTh TpeOOBaHHS K 00bEMy MpOOHI,
yCcTporcTBaM st cOopa U KOHCEPBAIMHU TS BCEX THUITOB P00 B KAKIOM KOHKPETHOM CIIydae, C
TeM 4YTOOBl HE JOMYCTUTH CcOOpa HEIOCTATOYHOTO WM H30BITOYHOrO oOBeMa MPOOBI U
obecreunTh HaJIeKamui cOop mpod sl COXpaHEHHS aHAIH3a.

7.2.4.2 Undopmanus no MeponpuAaTHM, NPeAIIeCTBYIOUIUX COOPY
o0pa3uoB

JlaGopaTopuss [JO/DKHA NPEIOCTABIATH JOCTATOYHO MOAPOOHYI0 HHPOpPMALUI0 U
MHCTPYKLHUH [0 OTPAHUYCHUSIM, MPEAIIECTBYIOMIHNM cOopy Mpob 1715 o0ecredeHnst COXpPaHHOCTH
POOBI.

Jannast uHGopManus JOMKHA BKIIOYATh:

a) TMOATOTOBKY TMalueHTa (HampuMmep, WHCTPYKIUU JUIS HAMPaBISIONIMX BpadeH,
COTPYJIHHUKOB, OCYIIECTBIISIONINX B3SITHE MTPOO, U MAIUEHTOB);

b) Tiun 1 00beM MoJUIeKALIEH B3ATHIO TEPBUYHON NMPOOBI C OMHMCAaHUEM KOHTEWHEPOB U
BCEX HEOOXOAMMBIX J00ABOK M, MPU HEOOXOAMMOCTH, TTOCIICIOBATEILHOCTD B3SITHS MPOO;

C) MPpU HEOOXOAMMOCTH, IOTTYCTUMBIN MIEPHOJ] BPEMEHH JJIs B3STHS;

d) mpenocraBiieHHe KIMHUYECKOW MH(POPMAIINK, OKa3bIBAIOIICH BIMSHUE HA cOOp MPOOHI,
MPOBEJICHUE UCCIICIOBAHMSI WIIM HHTEPIPETAIUIO PE3YIIbTATOB (HApUMEp, HCTOPUS HA3HAYCHUS
JIEKapCTBEHHBIX MPENapaToB);

€) MapKHpOBKa MPOOBI IS OAHO3HAYHOW UASHTU(PUKAIIMY TAIleHTa, TUI OnoMaTepuana u
MECTO B3SITHS MPOOBI, a TAKKE MAPKUPOBKA B cliydae cOopa HECKOJIbKUX MPOO OT OJTHOTO U TOTO
e MalUeHTa, BKII0Yasl B3ATHE HECKOJIBKUX KYCOYKOB TKaHU WJIM MIPEIMETHBIX CTEKOI;

f) xpurepun nmabopaTopuy B OTHOIICHWUHU MPUHATHS U OTOPAKOBKH TPOO, CBSI3aHHBIX C
3aKa3bIBaEMbIMHU UCCIIETOBAHUSIMHU.

7.2.4.3 Corsracue manueHTa

a) JlaGoparopusi NMOJDKHA TONYYUTh HWHGOPMHPOBAHHOE COTJIacHe IMaleHTa Ha BCE
MPOLENYPBI, IPOBOAUMEBIE C TALITUEHTOM.

[Ipumeuanne - [{ng OONBIIMHCTBA PYTHHHBIX JIAOOPATOPHBIX IPOIENyp MAIMEHT AaeT COTJIACHe, eCId
MAIeHT T00POBOJIBHO COTJIAIIAETCS Ha MPOLEAYPY B3SATHA MPOOLI, HAPUMEp, BEHEIYHKIIHIO.

b) Hekoropeie mnpouenypbl, BKIOYas 0o0Jiee WHBA3UBHBIE WM COMPSOKEHHBIE C
MOBBIIIEHHBIM PHCKOM OCJIOXHEHUH, MOTYT TpeboBaTh Oosiee MOJIPOOHBIX Pa3bsICHEHUH H, B
HEKOTOPBIX CIy4asX, IICEMEHHOTO COTJIacusl.

¢) Ecny B 9KCTpEHHBIX CUTYAIMSIX MMOJYYUTh COTJIACHE HEBO3MOXKHO, Ta0OPaTOPHUS MOXKET
BBITIOJITHUTH HEOOXOAMMBIE MPOIETYPHI MIPH YCIOBUH, YTO OHM OTBEYAIOT MHTEpECaM MalueHTa
HAWITY4YIIIM 00pa3oM.
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7.2.4.4 UacTpyKkumuu no coopy odpa3uon

st obecrieduenust O€30MacHOM, MPaBUIBHON W KIMHUYECKH OOOCHOBAHHOM MPOIETYpPHI
coopa mpo® W WX XpaHEHHs JO BBIOJHEHUS HCCIEAOBaHMs, JadopaTopus [OJDKHA
IPEJOCTABIIATh MHCTPYKLUU B OTHOIIECHUU:

a) TMPOBEPKH JMYHOCTH (MACHTU(UKAIMS) MAIMEHTa, Y KOTOPOTO MPOU3BOJIUTCS B3STHE
TIEPBUYHOMN TIPOOHI;

b) mpoBepke U, Ipyu HEOOXOAUMOCTH PETUCTPALIMU TOTO (haKTa, YTO MOATOTOBKA MAI[MEHTA
COOTBETCTBYET IPEIaraéMbIM MHCTPYKIUAM [HallpUMep, COCTOSIHME HATOLIAK, IIPUEM JIEKapCTB
(Bpems mpueMa ToCieHeN 10351, IpeKpalleHne MpuemMa), B3ATue IpoObl B 3aJJaHHOE BPEMS WIH
OIpeJIeJIEHHbIE MHTEPBAJIbl BPEMEHHU ] ;

c) cOopa HepBUYHBIX MPOO C OMHMCAaHHMEM KOHTEHHEPOB JUIs MEPBUYHBIX NMPOO M BCEX
HEOOXOIMMBIX T0OABOK, a TAK)KE, B CIydasiX, KOT/Ia 3TO HEOOXO0IUMO, TIOPSIKA B3SATHS MPO0;

d) MapkupoBKM NEpBUYHBIX MPOO s oOecreueHHs TOYHOW CBSI3U C MAallMEHTaMH, OT
KOTOPBIX OHU OBUIN MOITYYEHBI;

€) BHECeHHE MH(OpMAIUK O JIMIIE, OTBETCTBEHHOM 3a cOOp MEPBUYHBIX MPOO, Aare cOopa
1, TP HEOOXOIMMOCTH, BpeMEHH cOopa;

f) TpebGoBanuii mo 00paboTKe B3ATOH NPOOBI WM pa3felieHHs €€ Ha YacTH IpH
HEOOXOINMOCTH;

g) cTabmnM3aluy W HAAJISKAIIUM YCIOBHUAM XpaHEHHs /0 JOCTaBKH B3ATHIX IpoO B
1ab0paToOpHIO;

h) 6e3omacHoOl yTHIU3aIK MaTepUaJIOB, HCIIOJIB30BAHHBIX B IpoLiecce coopa.

7.2.5 TpancnoprupoBka o0pa3nos

a) [lna obecnieueHus: CBOEBPEMEHHOM 1 0€30MacHOM TPaHCIIOPTUPOBKHU NP0l JabopaTopus
JOJKHA MPEIOCTABIATh HHCTPYKLUY B OTHOIIICHUH:

1) ynakoBKu npo0 AJ1sl TPaHCIIOPTUPOBKHY;

2) oOecmiedyeHHs TPHEMIIEMOTO BPEMEHH MEXIy cOOpoM mpoObl U €€ TMpUeMOM B
naboparopuu JUIsl IPOBEICHUS 3aKa3aHHBIX HCCIIEIOBAHUN;

3) obecreueHusi 3aJaHHOTO TEMIIEPATYpPHOTO HHTEpBajla TpH cOope MpoObl U ee
poOONOATOTOBKE;

4) moObIx crienuuIecKkux TpeOOBaHUH, KacaloOImMUXCs 00ecreueHus eI0CTHOCTH TPoo,
HaIMpuMep, UCIIOIH30BaHKE CIICIIUATHHBIX KOHCEPBAHTOB.

b) Ecam mnemocTtHOCTh TpoOBI HapylieHa MW CYIIECTBYET PHCK NPHUYMHEHHS Bpela
3I0pOBbI0, 00 3TOM HEMEMJIEHHO JOJDKHA YBEAOMIISTHCS OpraHM3alusi, OTBETCTBEHHAs 3a
TPAHCIIOPTHPOBKY, U JOJDKHBI MPEANPUHUMATHCS EHCTBUS, CHIDKAIONIUE STOT PHCK, a TaKkKe
MpeI0TBpALIAIOIIe TOBTOP MOI00HOM CUTYalUH.

c) JlaGoparopus MOKHA MOHUTOPUTH TPAHCIOPTHPOBKY MPOO M OLEHUBATH WX
a/1eKBaTHOCTb.

7.2.6 Ilonyyenue npod

7.2.6.1 Ilpouenypa nmosaydyeHus npood

B naGoparopun noKHa CyIIECTBOBaTh MpOIEAypa TMONy4deHHs Mpod, KoTopas
MpeAyCMaTPUBAET:

a) YeTKOE MPOCIeKUBaHKE PO MO 3aIPOCy U MAPKUPOBKE ISl ONPEIETICHHOIO MalMeHTa

HUJIN MECTA,
b) KpuTEpHH MPUHATHS K OTOPAKOBKH MPOO;
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C) PETUCTPAIHIO JAaThl H BPEMEHH TOIYYEHUS IPOOBI, KOTAa 3TO HEOOXOIUMO;

d) perucTpanuo TUYHOCTH COTPYAHUKA, TOJYIHUBIIETO MPOOY, KOTJa 3TO HEOOXOAMMO;

€) OICHKY IOJIYYEHHBIX MPOO YIMOTHOMOUYEHHBIMU COTPYIHUKAMHU C IIETBI0 00ECTICUCHHS
COONIOACHUSI  KPUTEPHEB MPUEMIIEMOCTH, OTHOCAIIMXCS K  3amlpalimBacMoMy  (-bIM)
HCCIeA0BaHUIO(-5IM);

f) MHCTpYKIIMM B OTHOIICHHH MPOO, MPOMAPKUPOBAHHBIX KaK CPOYHBIE, BKJIFOYAIOIINE
MoApOOHBIE CBENCHHS 00 OCOOCHHOCTSX MapKUPOBKH, TPAHCIOPTUPOBKH, JIOOBIX METOJaX
OBICTpOI 00pPaOOTKH, BPEMEHHU BBITIONHEHUS U CHEIHAIBHBIX KPUTEPUSIX OTYETHOCTH, KOTOPHIC
JIOJIKHBI COOI0IaThCS;

g) obecnevynTh OJHO3HAYHYIO MPOCICKUBAEMOCTh BCEX 4YacTei MpoOBl O HCXOTHOMU
poOkI.

7.2.6.2 UckiI0ueHus Npu npueMe npood

a) B 1abopaTopuu JTOJKEH CYIIECTBOBATH MPOLIECC, UCXOAALIUI U3 MHTEPECOB IMAallUEHTa,
MOJTyYArOIIero MEJUIIMHCKYIO TOMOIIb, B TE€X CIy4asx, KOIJa aJeKBAaTHOCTb MPOOBI CTABUTCS
10l COMHEHHE B pe3yJIbTaTe:

1) HenpaBUIIbHOW UACHTH(PHUKAIIMY TAIIUEHTa WX IPOOBI,

2) HapylIeHUs CTaOMIIBHOCTH MTPOOBI, HAIPUMED, U3-3a 33ACPKKHU IPU TPAHCIIOPTUPOBKE,

3) HeNpaBWJIBHBIX TEMIIEPATYPHBIX YCIOBUI MPH XpaHEHUH WK 00pabOTKH,

4 MCTIONMB30BaHUS HEHAUISKAIIETO(MX ) KOHTEeTHEPa(0OB)

5) HeOCTAaTOUHBIH 00BEM MTPOOHI.

b) Ilocne omeHku pucka s O€30MAaCHOCTH TAlMEHTa B Clydae MPUHATHS B padoTy
KJIMHUYECKN BAYKHOI MJIM HEBOCCTAHOBUMOW COMHUTENIBHON MPOOBI, (PMHATBHBINA OTUET JOJIKEH
coJiep>KaTh ONMUCaHHE MPOOJIEMBI, U, €ClI MPUMEHUMO, PEKOMEHAAMU 00 OCTOPOXKHOCTU MPHU
MHTEPIpPETAIUU PE3yJIbTaTOB, HA KOTOPBIE 3Ta MpobiieMa MOXKET OKa3aTh BIMSHUE.

7.2.7 Ilpeanaautudeckas o0padoTka, NOATOTOBKA M XpAHEHHE

7.2.7.1 3amura npod

B naGopaTtopun JOKHBI CYLIECTBOBATh MPOLEAYPHl M COOTBETCTBYIOUIME YCIOBHS IS
3alUTHI MPOO MAIUEHTOB, 00ECTICUEHHS UX IEJIOCTHOCTH, a TAKXKE MPEIOTBPAILCHHS TOTEPH HITH
MOBPEXKACHHSI P00 BO BpeMsi UX 00paOOTKH, TOATOTOBKH U XPaHEHUSI.

7.2.7.2 Kputepuu 1Jisl 3alIPOCOB HA MPOBeieHHe TONMOJTHUTEIbHOT0 UCCIeI0BAHUS

JlaGoparTopHbple Tpoleaypbl JODKHBI BKIIOYATh BPEMEHHBIC OTPAHWYCHUS IS 3ampoca
JIOTIOJTHUTEIHHBIX UCCIICOBAHUN OJTHOU U TOM ke MPOOHI.

7.2.7.3 CTadWJIbHOCTH NPOOLI
Kornma 310 He06x01MMO, TOKHO OBITH 33aHO TOITYCTUMOE BPEMsI MEXIy cOOpOM MPOOBI

U BBIIIOJTHEHUEM MCCIIEJOBAHUS C Y4ETOM CTaOMJIBHOCTH aHAJIUTAa B MEPBUYHOM Ipode, U 3TO
BpeMs1 JOJKHO KOHTPOJIUPOBATHCS.
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7.3 Ilpouecchl Hccae10BAHUS
7.3.1 O01mme mMoJ10KeHUs

a) Jlaboparopus A0KHA BbIOUpATh U MPUMEHSTh METOJIbI UCCIIEIOBAaHUM, KOTOpPbIe OBLIN
BaJIMIMPOBAHBl JJII WCIOJIB30BAaHUS IO HA3HAYCHHIO, YTOOBI TapaHTUPOBATh KIMHUYECKYIO
JIOCTOBEPHOCTH pe3yJbTaTa UCCIIEIOBAHUS MTallEHTA.

HpI/IMe‘IaHI/Ie - HpeL[HO‘lTI/ITeHLHLIMI/I METOAAaMM SBJIAIOTCS, YKAa3aHHBIC B MHCTPYKIUAX IO MNPUMCHCHUIO
MEIUIMHCKHUX H3[[eJ'IPII7[ JJI1 - AMarHOCTHUKH in vitro wuau OHy6J'II/IKOBaHHI)Ie B yTBep)K[[eHHLIX/aBTOpI/ITeTHLIX
PYKOBOACTBAX, pEOECH3NUPOBAHHBIX TEKCTAX WIHN XYPHAJIaX, WX B MEXAYHAPOAHBIX 1 HAITMOHAJIIBHBIX, IIPUHATHIX HA
OCHOBE€ KOHCCHCYCa, CTaHAapTax WK PYKOBOJACTBAX, WJIW B HAIMOHAJIBHBIX WIN PETrMOHAIBHBIX HOPMATHUBHBIX
aKTax.

b) TpeGoBanus K XapakTEPUCTHUKAM KaXKIOTO METOJa HCCISAOBAHUS JIOJDKHBI OBITh
CBsA3aHbI C Hpe;[nonaraeMHM HUCIIOJIB30BAHUEM HOAHHOI'O HCCICAOBAHHUA U €0 BIIMAHHWCM Ha
JICUeHUE MalKeHTAa.

C) BCG Hpoue;[ypm U BCIIoMOrarcjibHasa ,Z[OKYMGHTaI_II/ISI, TaKHNC KakK I/IHCprKI_[I/II/I,
CTaHJApPTHI, PYKOBOJICTBA W CIIPAaBOYHbBIC JAaHHBIC, OTHOCSIIHECS K JACATEIHLHOCTH JIa0OpaTOPHH,
JOJIXKHBI HOI[I[ep)KI/IBaTI:C}I B aKTyaJII:HOM COCTOAHUHN U 6I>ITB JICTKO ,Z[OCTYHHI:I JUTA HepCOHaJIa
(cm. 8.3).

d) Ilepconan NOMKEH Ciel0BaTh YCTAHOBJIEHHBIM IIPOLIEAypaM, a JIMIA, BBIMOIHSIIOLINX
CYIIECTBCHHBbIC (YHKIIMM B TMPOIECCE HCCIACAOBAHUMN, ITOJDKHBI OBITH 3apErMCTPUPOBAHBI,
BKJIFO4Uas HepCOHaJI, OCYH_IGCTBIISIIOH_II/Iﬁ HCCICOOBAHHUS Ha MECTC OKa3aHUus MGHHHHHCKOﬁ
TTOMOIIIH.

€) YIOJHOMOYEHHBI NEPCOHAI  JIOJDKEH  IEpPUOJUYECKH  IPOBEPSTH  METOIBI
WCCIEIOBaHUM, BBITIOJNHAEMBIE JabopaTopuel, YTOObl yOEIUTbCS B WX KIMHUYECKOM
COOTBCTCTBUHA HO.HY‘-IGHHBIM 3anpocaM.

7.3.2 Bepuukanusi MeTOA0B HCCIeT0BAHUS

a) JlabopaTopusi 1oKHA UMETh TIPOIEAYPY MPOBEPKH TOTO, YTO OHA MOXKET HAJIJICKAITIM
00pa3oM BBITIOJHITh HCCICIOBAaHHUS O BHEIPECHUS HMX B MPAKTHKY, YOCIWBIIHCH, YTO
HEe00X0IMMOE KaueCTBO, YCTAHOBJICHHOE MPOU3BOAUTEIEM WIIH Pa3pabOTINKOM METOJA, MOXKET
OBITH TOCTUTHYTO.

b) TexHWYeckne XapaKTEPUCTHKU METOAA WCCIEIOBaHUS, MOATBEPKACHHBIE B MPOIECCe
Bepu(HKaUU, TOHKHBI COOTBETCTBOBATh IPEAIOJIAracMOMYy HCIOJIb30BAHUIO PE3YyJIhTAaTOB
UCCIIeIOBaHUSI.

c) Jlabopatopuss MAODKHA TapaHTUPOBaTh, YTO oOOBEeM BepUHUKAIMHM METOIOB
WCCIICIOBAHMS JOCTATOYEH [UIsl TOr0, YTOOBI 00€CIeYnTh JOCTOBEPHOCTh pPE3yIbTaTOB,
UMEIOIINX OTHOIICHUE K MPHHATUIO KIIMHUYCCKUX PEIICHHI.

d) Ilepconan, oO0namarmui COOTBETCTBYIOIIMMH TOJHOMOYHSIMH U KOMIIETCHIIMCH,
JOJDKEH TPOAHAIM3UPOBATh PE3yNbTaThl BEepU(UKALMU W 3alucaTh, COOTBETCTBYIOT JH OHH
YCTaHOBJICHHBIM TPEOOBAHUSIM.

e) Ecmm wMerom mnepecMOTpeH YHOJTHOMOYEHHBIM OpraHoM, JIabopaTopusl JOJDKHA
MOBTOPUTH BepU(UKAINIO B TOH CTETIEHH, B KOTOPOU 3TO HEOOXOIUMO.

f) JloJoKHBI BECTHCH CIEAYIONINE 3aITUCH TT0 BEpU(PUKAIINN:

1) TexHUUYECKHE XapaKTEPUCTUKH, KOTOPBIE TOJKHBI OBITH TIOTBEPIKICHBI,

2) mnonydeHHe OOBEKTHBHBIX JaHHBIX (B  BHAe pabodyMXx  XapaKTEPUCTHK),
MOATBEPIKIAIONIUX KA4eCTBO MPOIIETYpPhl UCCIETOBAHUS
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3) 3amucu O TOM, OBUT JIM JOCTUTHYT 3asBICHHBIH ypPOBEHb KaudecTBa MPOIEAYPHI
HUCCICOOBaHUA, HO,Z[TBep)KI[eHHBII\/'I B TCUCHHUU IpolecCa BepI/I(bI/IKaI_[I/II/I, n €ClIu HCT, TO KaKuc
Mepbl ObUTH MTPUHSTHIL.

7.3.3 Baauganust MEeTO0B UCCJIeI0BAHUS

a) JlabGoparopusi NOJDKHA BalMIUPOBATh METOJbI HCCICIOBAHUS, TOJYYCHHBIC U3
CIIEYIOIIUX UCTOYHUKOB:

1) MeToBI, CO3JTaHHBIC WJIM pa3pabOoTaHHBIC caMOl TabopaTopuei;

2) METOJbl, UCIIONB3yEeMbIE 3a TIPellelaMi UX MEPBOHAYAIILHO IMPEANOIaracMoi o0iractu
npuMeHeHust (T.e. 3a TpeaeIaMd  HMHCTPYKIMA TPOUZBOAMTENS 1O TPUMEHEHUIO W
MEePBOHAYAILHOTO  BAIMIMPOBAHHOTO  JMANa3oHa  M3MEPCHHH; PEaKTUBBI  CTOPOHHUX
MIPOU3BOUTENCH, HCIOIb3yeMble Ha NpuOOpax, OTIMYHBIX OT NPEIHA3HAYCHHBIX, U TIPH
OTCYTCTBHH JAHHBIX BAJIUAINH);

3) BIOCTEACTBUN U3MEHEHHBIC BAIUIUPOBAHHBIC METO/IBI.

b) Bamupanus gopkHa OBITH HACTOJIBKO IIOJIHOM, HACKOJIBKO 3TO HEO0OXOIHMMO,
MOATBEPKIATh IyTEM NPEIOCTABICHUS OOBEKTHUBHBIX JIOKA3aTEILCTB B (POpME TEXHUYECKUX
XapaKTePUCTHK, YTO KOHKPETHbIE TpeOOBaHHUS I MPEANOJIaraéMoro HWCHOJIb30BaHUS
uccaeaoBaHUsl OBUIM  BBITIOJMHEHBI. Jlaboparopusi MOKHA TapaHTHPOBAaTh, YTO CTEICHb
BaJIMIAllMA METOJIa MCCIIeIOBAaHUS JOCTAaTOYHA A7l 00eCreUeHUs TOCTOBEPHOCTH PE3yabTaTOB,
MMEIOIINX OTHOIIICHUE K MPUHITHIO KIIMHUYECKUX PEIICHUM.

c) Ilepconan, wWMerOMMA COOTBETCTBYIOIIWE TMOJTHOMOYHS W KOMIIETCHIIUIO, JIOJKEH
pPaccCMOTpPETh PE3yNbTaThl BAIMIAIMK W 3alUCcaTh, COOTBETCTBYIOT JIM OHU YCTAHOBJIECHHBIM
TpeOOBAHUSM.

d) Ecnu mpennaraercsi BHECTH W3MEHEHHUS B BaJMIWPOBAHHBIM METOJ] HCCIIEIOBAaHUS,
HEO0OXOIMMO TMPOAHANM3UPOBATh KJIMHHYECKOE BO3JCHCTBUE U TMPHUHATH pEIICHHE O
11e7IeCO00Pa3HOCTH MPUMEHEHUS N3MEHEHHOTO METO/1a.

e) Crnenyroliye 3anucy 0 BAJIMJAIMN MTOAJIEKAT XPAHEHHUIO:

1) ucronp3yemas mporeaypa BT aiuu;

2) ocoOble TpeOOBaHUS K MPEAINOIATraeéMOMY UCIIOIb30BaHHUIO;

3) onpenenieHne TEXHUIECKUX XapaKTePUCTHUK METOIA;

4) nosty4eHHbIE PE3YJILTATHI,

5) 3asBineHne 00 0OOCHOBAaHHOCTH METOJ]Ia C MOAPOOHBIM ONMHMCAHHEM €Tr0 MPHUTOTHOCTH
JUTSL TIPEATIOIaraeMoOro UCIIOJIb30BAHMUS.

7.3.4 OnennBaHMe HeONpPeIeJTeHHOCTH U3MepeHu i

a) MU u3mepsieMbIX KOJIMYECTBEHHBIX BEJIMYUH JIOJDKHA OBITH pacCUMTAaHA M MPHUHSITA AJIS
WCIOJIb30BaHUS 110 Ha3HAYEHUIO, T/ie 3T0 yMecTHO. MU J0JKHA cpaBHUBATHCS ¢ TPEOOBAHUSIMHU
K KauecTBY HCCJIEI0BaHUMN U TIOKYMEHTUPOBATHCS.

[Mpumeuyanne - ISO/TS 20914 comepxkur moxpoOHyI0 HHPOpPMAIMIO 00 OSTHUX HEHCTBHIX BMECTE C
IIpUMEpaMU.

b) PesynbTatsl pacueta MU cieyet perysispHoO nepecmMaTpuBarh.

¢) Uckmrouenue u3 pacuera MU Tex uccienoBaHuM, IJsi KOTOPBIX ATO HEBO3MOXKHO,
JOJKHO OBITH 00OCHOBAHO U 33I0OKyMEHTUPOBAHO.

d) Madopmanms o MU noimkHa TPeIOCTaBISATHCS 11O 3aMpocy.

e) Kornma monp3oBarens 3ampammBaer uHGopmaimo o MU, oTBeT abopaTopuul JOTKEH
YUUTBHIBaTh JPYrHMe UCTOYHUKU HEOIpPENeIeHHOCTH, TaKue Kak OMooruueckas Bapualus, HO He
OTPAaHUYUBATHCS UMHU.
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f) Eciu kadecTBEHHBIN pe3ynbTaT HMCCIEIOBAHHMS OCHOBBIBACTCS HA METOJE, KOTOPBI
BBI,Z[aéT KOJIMYCCTBCHHBIC PE3YIbTAaThI )41 OIIPCACIIACTCA KaK MOJIOKUTEIbHBIN niim
OTpHUIIATEILHBI Ha OCHOBE IMOpOroBoro 3HaueHws, MU pesynbpTaTa aHaiau3a JODKHA OBITh
OICHCHA C UCITIOJIB30BAHUCM PCTIPC3CHTATHBHBIX IMOJIOKUTCIIBHBIX U OTPHULIATCIbHBIX O6pa3LIOB.

g) s uccrnenoBaHuii ¢ KAYECTBEHHBIMU pe3yJibTaTaMHU, TakKe JOJDKHA yuuThiBaThest MU
B IIPOMEXYTOUHBIX ATanax u3MepeHui uim pesynapratax 1QC, KoTopble 1al0T KOJIMYECTBEHHBIE
JaHHbIE, IS KIIOYEBBIX (C BBICOKUM PHCKOM) COCTABIISIONIUX Mpoliecca [M3MEPEeHus .

h) Cnenyer yunteiBate MU mnpu mpoBeAeHUH BepUPHUKAIMM WIM BAIKWIALMKA METOJa,
KOTI'/Ia 3TO YMECTHO.

7.3.5 buonornyeckue pedepeHcHble HHTEPBAJIbLI U YPOBHH NPUHATHS KIUHHYECKHX
peLeHu i

Bbuonornueckue pedepeHcHbIE MHTEPBAIbl U YPOBHM HMPUHATHS KIMHHUECKUX DPELICHUH,
KOTJla 3TO HEOOXOMUMO JUIsi WHTEPIPETAIlMU PEe3yJbTaTOB HCCICIOBAHUN, TOJDKHBI OBITH
OIMPCACIICHLL U TOBCACHBI 10 CBCACHUS JIUI, TOJB3YIOIHUXCSA UMH.

a) JlomkHBl OBITH OMpeneseHbl OHOJOTHYECKHE pePEepeHCHBIC HHTEPBAIBI U YPOBHH
NPUHATHA KIIMHAYCCKUX peHleHHfI, ux 060CHOBaHI/I$I JOJIZKHBI GBITB 3a0KYMCHTUPOBAHbBI, OHU
JOJDKHBI OBITH OPUEHTHPOBAaHBI HA TOMYISIIHIO, OOCTY)XKHBaeMyI0 JabopaTopuei, y4UTHIBATh
PUCKU JId TAlTUCHTOB.

[Tpumeuanne - buonmormyeckne pedepeHCHbIE HHTEPBABI, NPEJOCTABICHHBIC MPOU3BOAUTEIEM, MOTYT
UCIIONb30BaThCs lTabopaTtopueH, eciii MONyISIUOHHAs 0a3a 3THX 3HAYCHUI IpoBepeHa U Npu3HaHa jaboparopueit
IIPUEMIIEMOH.

b) Ilpu BHECEHMM U3MEHEHMI B UCCIIEJOBAaHUE WM B IPOLEAYPHI, IPEAIIECTBYIOLIUE EMY,
naboparopust JOHKHA PACCMOTPETh BIMSHHE M3MEHEHUI Ha COOTBETCTBYIOLINE OMOJIOTHYECKUE
pedepeHCcHble UHTEPBAIBI U YPOBHU NPUHATHS KIMHHUYECKUX PEUICHUH M COOOIIUTH 00 3TOM
M0JIb30BATENSIM, KOTAa 3TO HE00X0IUMO.

c) Jns umccnenoBaHMd, KOTOPBIC OIPENENAIOT HAJIMYUE HIM OTCYTCTBHE KaKOTO-IHOO
MoKazaTesi, OMOJOTUYECKH pedepeHTHBIM HHTEPBAI SIBIISICTCS XapaKTEPUCTHUKOH, KOTOPYIO
HGOGXOZ[I/IMO OMpPCACIINTL, HAIPUMEP, TCHCTHUYCCKUC UCCIICIOBaHUA.

d) Jlns oOcnemoBaHMii, KOTOpPHIE OMPENCTSAIOT HAJIMYHME WJIM OTCYTCTBHUE KaKOTO-THOO
NpU3HAKA, OHOJOTUYECKMM pePEepeHCHBIM HHTEPBAJIOM  SIBISETCS TMPU3HAK, KOTOPBIHA
HE00X0IMMO ONPEENIUTh, HAPUMEp, FTeHETUUECKHE UCCIIEIOBAHMUS.

7.3.6 JlokyMeHTHPOBaHHUE MPOIEAYP HCCIeI0BAHUSA

a) Jlaboparopust oKHA JTOKYMEHTHPOBATh CBOM IPOLEIYpHl HCCIENOBaHUS B 00beMe,
HEOO0X0AMMOM [uIs oOecreueHus] eIUHOOOPa3HOrO BBIMOJHEHHS 3TAloOB HCCIEAOBAHUN H
JIOCTOBEPHOCTH PE3YJIbTATOB.

b) IIpoueaypbl HOMKHBI OBITH HAIMCAHBI HA S3bIKE, TOHATHOM MEPCOHANY J1abopaTopuu, U
JOCTYIHBI B COOTBETCTBYIOIINX MECTaX.

c) Jlro0oe cokpalieHHOe CoepKaHNe TOKYMEHTA JIOKHO COOTBETCTBOBATH MPOLIEAYpPE.

[Mpumeyanue - Pabouyre WHCTPYKIMH, TEXHOJIOTHYECKHE KapThl WIIM aHAIOTHYHBIC JOKYMEHTBI, KOTOpBIE
0000MIAl0T KITIOYEBYI0 MH(POPMAIMIO TMPHEMIIEMbI Ul HCIOJIb30BaHHS B KAayeCTBE KPATKOTO CIpPABOYHUKA Ha
pabodemM MecTe, IpH YCIOBHH, YTO MOJHAS MPOUEAypa AOCTYIHA IS O3HAKOMIICHHS M 0000meHHas nH(popMaIis
OOHOBIISICTCS IO MEpe HEOOXOJUMOCTH OJTHOBPEMEHHO C OOHOBJICHUEM IOJTHOW TPOLICAYPHI.
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d) Uadopmarus U3 MHCTPYKIUN 1O MTPUMEHEHHUIO MPOAYKTa, CoJepKalias JOCTaTOYHYIO
MH(POPMAIIHIO, MOXKET OBITh BKJIIOUEHA B MPOLETYPHI TYTEM CCHUIKH.

e) Korma nmaGopatopusi BHOCUT yTBEp)K/IEHHbIE M3MEHEHHUS B MPOIENYpy HCCIEI0BaHUS,
KOTOPLIC MOT'YT IMOBJUATH HA UHTCPHPLCTALIUIO PC3YJIIbTATOB, MOCICIACTBUA 3TOTI0 JOJIZKHBI 6I>ITB
OO0BSICHEHBI TTOJIb30BATEIISIM.

f) Bce AOKYMCHTBI, CBA3aHHBLIC C HpOL[GI[ypOﬁ HUCCIICAOBaHUsA, AOJIZKHBI ITOAJICKATH
JOKYMEHTAIBHOMY KOHTPOJIO (cM. 8.3).

7.3.7 ObecnieyeHne 10CTOBEPHOCTH Pe3yabTATOB HCCIeT0BAHUI
7.3.7.1 O0nue noJoKeHus

JlaGoparopus MAOJDKHA WMMETh MPOLEAYPY KOHTPOJIS JOCTOBEPHOCTH Ppe3ybTaTOB.
[Tonmy4yeHHble JaHHbIE JOJDKHBI PETUCTPUPOBATHCA TaKUM 00pa3oM, 4YTOOBI MOXHO OBLIO
BBISIBISITH TPEH/IBI U CIIBUTH, U, TJI€ 3TO MPAKTUYECKH BO3MOXKHO, IPUMEHSIOTCS] CTATHCTHYECKHE
METOBI IUIsl aHAJIK3a Pe3yIbTaToB. JTa MPOLEAYypa AOJKHA IJIAHUPOBATHCS U aHATTU3UPOBATHCS.

7.3.7.2 Buyrpennuii koHTpoab kayecTBa (I1QC)

a) JlaGopatopust nomxHa pazpadorats npouenypy IQC ans MoOHHUTOpUHra TEKyIIeH
JIOCTOBEPHOCTH PE3YyJIbTAaTOB HCCIEIOBAHMS B COOTBETCTBHM C YCTAHOBJICHHBIMU KPUTEPHIMH,
KOTOpasi MO3BOJISET MOJATBEPAUTH CTAOMJIBHOCTh aHAJUTUYECKONW CHCTEMBI, HEOOXOIUMOM JIs
MPUHSATHS KIMHUYECKUX PEIICHUH.

1) Cnenyer y4uThIBaTh MPENIONIAraeéMoe KIMHUYECKOE NPUMEHEHUE MCCIE0BAHUS
KOHTPOJBHOIO MaTepuasia, Tak KaK TEeXHUYECKHUE XapaKTepUCTUKU IJIsl OJHOTO U TOTO JKe
MU3MEPSIEMOT0 MapaMeTpa MOTYT OTIMYATHCS B PA3IMUYHBIX KIMHUYECKUX ycnoBusx. s ogHOro
U TOrO € TIOKaszaTels B JOKYMEHTaX Ha KOHTPOJIbHBIM MaTepual MOXKET ObITh YKa3aHO
HECKOJIBKO 3HAUEHUH OTIENBHO M0 KaXA0MYy METOAY U3MEPEHHUS.

2) [pouenypa Taxke OOJKHA MO3BOJSATH BBISIBIATH BapUALMM MEXKIY aHAIUTUYECKUMU
cepusimu 1QC n/unu xanubparopamu WM U To, U Apyroe. [ng storo nadopaTtopHas npoueaypa
JIOJKHA UCKITFOYATh CMEHY aHAIMTUYECKUX Ccepuil KOHTpoibHOro Matepuana [QC B TOT ke J1eHb,
YTO U CMEHY KaJlnOpaTopa WiH U TO, U APYTroe.

3) Cnenyet paccCMOTpPeTh BO3MOKHOCTh MCIOJIb30BaHUsI CTOpoHHEro mMarepuana st 1QC,
mub0 B KadyecTBe aJlbTEPHATUBBLI, JHOO B JIOMOJHEHHE K KOHTPOJIBHOMY MaTepHualy,
MIOCTABIIIEMOMY ITPOU3BOUTENIEM PEAreHTOB UM MPUOOPOB.

[Tpumeuanue - JlocTHYb KOHTPOJIS 32 MHTEPIPETALUSAMHE H 3aKIIOYCHASIMH MOXHO C TIOMOIIBIO PETYIISIPHOTO
SKCIEPTHOTO ITEPECMOTpa Pe3yIbTATOB UCCIICIOBAHHIA.

b) JIaGoparopust qomxkHa BeIOMpaTh Matepual 1 IQC, KOTOphIi COOTBETCTBYET CBOEMY
HaszHaueHuto. [Ipu Ber6ope marepuana i IQC He0OX0IUMO YUUTHIBATD CIEAYIONIHE (haKTOPHI:

1) cTaGuILHOCTH B OTHOIIICHUH MHTEPECYIOINX CBONCTB;

2) MaTpHIa MaKCUMaJIbHO MPUOIMKEHA K MaTPUIIEC YEeJIOBEKa;

3) MeTonpl ONpeNeieHUs] IOoKa3zaTeJeil B  KOHTPOJBHOM  MaTepuane  JOJKHBI
COOTBETCTBOBATh METOIaM, IIPUMEHSIEMbIM B KOHKPETHOH JTaboparopuu;

4) YpOBHM HCCIEAYEMbIX KOMIIOHEHTOB B KOHTPOJBHOM MaTepualie JOJIKHBI
COOTBETCTBOBATh 3HAYCHHSIM IOKa3areleil B HOPMAILHOM U IMAaTOJIOTUYECKOM JHMAaIa3oHe; 3a
HOPMAaJIbHBIA TPUHUMACTCS TUAIIa30H 3HAYCHHH JIa0OpaTOPHOTO IMOKa3aTessl, COOTBETCTBYIOIIHMA
COCTOSIHUIO 3/I0pPOBBSI OOCIIEAYEeMOro, 3a TIaTOJOTHYECKUH - JMana3oH, COOTBETCTBYIOIIMN
COCTOSIHHIO OOJIE3HH MaI[EHTa.
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c) Ecmm coorBerctBytomuii matepuan s IQC wHemoctymneH, abopaTopusi TOJDKHA
paccMOTpeTh BO3MOXKHOCTb HCIONIb30BaHMs Jpyrux MeronoB mia [QC. Ilpumepsr npyrux
METOJIOB MOT'YT BKJIIOUATh:

1) anamu3 TeHACHIMHM pPE3yabTaTOB TMAIlMEHTa, HANpUMeEp, C TOMOIIBIO AaHalu3a
JIOTYCKAaeMBbIX 3HAu€HUi cMmelleHus U koddduimenta Bapualuu J1abopaTOPHBIX IOKa3aTesen
MPOLIEHTa MPOO ¢ pe3yabTaTaMH HUXKE WM BBIIIEC ONPEACTICHHBIX 3HAYCHUI WM CBSI3aHHBIX C
JTMarHo30M;

2) cpaBHEHHE pe3yabTATOB MMPOO MAIMEHTA 0 33aJaHHOMY I'paduKy ¢ pe3yabTaTaMu Mmpoo
ManueHTa, UCCIeA0BaHHBIX C MOMONIbIO aJbTEePHATUBHOM MpPOLEAYpPHI, BaTUAMPOBAHHOW Tak,
9TO0Bl €€ KaTHMOpOBKAa METPOJOTHYECKH MPOCIEeKUBATIACh JO0 TEX K€ WM 0oJiee BBICOKHX
CTaHJIapTOB, Kak yka3zaHo B [SO 17511;

3) mOBTOpHOE HCCIEeI0OBAaHUE COXPAHEHHBIX MPO0 MalueHTOB.

d) IQC momkeH MpOBOAUTHLCS C YaCTOTOM, OCHOBAHHOW Ha CTAaOMIILHOCTH W HAJIEKHOCTH
METOAa HCCIEAOBAaHHUS W PUCKE NPUUYMHEHHUS Bpena MalUeHTy B pe3yiabTare OUIMOO0YHOTO
pe3yInbTara.

e) [lony4yeHHble JaHHBIE PETUCTPUPYIOTCS TaKUM 00pa3oM, 4TOOBI MOXKHO OBUIO BBISIBUTH
TEHJCHIIMM M CMEUIeHMs, U, TJI€ ATO MPAKTUUYECKH BO3MOXKHO, JUIS aHaju3a pe3yIbTaToB
IIPUMEHSIFOTCS] CTATUCTUYECKUE METOIBI.

f) Hamnpie IQC crnemyeT mnepecMaTpuBaTh C YyYE€TOM OMNPEICICHHBIX KPUTECPUEB
IIPUEMIIEMOCTH YEPE3 PErYJISPHBIE MPOMEXYTKA BPEMEHU U B CPOKH, MO3BOJIAIOIINE MOJIYYNUTh
3HAYMMOE TIPEACTABICHHUE O TeKyIeH 3 (HEKTHBHOCTH.

g) Jlaboparopus IOJDKHA TMPEIOTBPATUTH BBIIauy PE3yNIbTaTOB MAIllMEHTa B CIIy4ae, eCiu
IQC He coOTBETCTBYET YCTAaHOBIECHHBIM KPUTEPUAM MPUEMIIEMOCTH.

1) Ecnu onpenenennbie kpurepuu npuemiieMoctd IQC He BBINOMHAIOTCSA U YKa3bIBAIOT HA
TO, YTO PE3YyJIbTATHl MOTYT COJIEpX aTh KIMHUYECKU 3HAYMMbIE OIIMOKH, PE3yJbTaThl JOJKHBI
OBITh OTKJIOHEHBI, @ COOTBETCTBYIOUIME MPOOBI MALMEHTOB MOBTOPHO HCCIEAOBaHBI IOCIHE
WCIIpaBJeHus OMmHMOO0K (cM. 7.5).

2) OrmeHuBalOTCA pPE3yNbTAaThl HUCCIEAOBAaHMS MPOO MALMEHTOB TIOCIE MOCIEIHETO
ycnemnoro [QC.

7.3.7.3 Buemnss oneHka kadyectsa (EQA)

a) JlaGoparopusi mOKHA KOHTPOJIMPOBATH KA4eCTBO IMPOBOJAMMBIX €0 HCCIICIOBAHHI
MyTeM CPaBHEHHS C pe3ylbTaTaMH APYTrUX Jaboparopwii. ITO BKIOYAET B ce0s ydacTue B
nporpaMMax EQA, cOOTBETCTBYIOUIMX HCCIEIOBAHUSM U HHTEPIPETHPYEMbIM pe3yibTaTam,
BKJIIOYAsi METO/IbI CCIIEIOBAaHUS HA MECTE OKa3aHUsl MEAUIIMHCKON MTOMOIIIH.

b) JlabopaTtopus gomkHa pazpaboTaTh IPOIEAYPHl PETUCTPALNH, YIaCTUS U MPOBEACHUS
EQA i1 ucnonb3yeMbIX METOJIOB UCCIIEIOBAHUM, €CIIM TaKUE MPOTPAMMBI UMEIOTCA.

c) O6pasubl ans EQA nomkHbl 00pabaThIBaThCS NEPCOHANIOM, KOTOPBIA PEryJspHO
BBITIOJTHSET MPEaHATUTUYECKUE, aHATUTHUECKHUE U TTOCTAaHAIUTUYECKUE TPOLIETYPHI.

d) IIporpamma(si) EQA, BbeIOpanHas(bie) mabopaTtopueit, MoxkHa(bI), HACKOIBKO 3TO
BO3MOKHO:

1) umeTh 3PPeKT TPOBEPKH MPEAHATUTHUECKUX, AHATUTHUECKUX M MOCTAHATUTHYCCKHUX
MIPOLIECCOB;

2) mpenoCTaBIsATh TPOOBI, HMHUTHPYIOIIHAE POOBI MAIIMEHTOB JJI KIMHUYECKH 3HAYUMBIX
HUCIBITAaHWH;

3) cootBercTBOBaTh TpeboBanusM ISO/IEC 17043.

e) Ilpu BeIOOpe mporpammsel (mporpamm) EQA maGopartopusi MoJDKHA yYUTHIBATH THIT
MpeIaraeMoro 1meaeBoro 3HaueHus. [{eneBpIMu 3HAYCHHUSIMU SIBIISTFOTCSI:

1) HEe3aBHCHUMO YCTAaHOBJIEHHBIE STAJIOHHBIM METOJIOM, UJTU
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2) yCTaHOBJICHHBIC HA OCHOBE JaHHBIX 00IIIET0 KOHCEHCYCca, U/UITH
3) ycTaHOBIJIEHHBIE HA OCHOBE JAaHHBIX KOHCEHCYCA IPYMIIb, WK
4) yCTaHOBJICHHBIC TPYIIIION AKCIIEPTOB.

ITpumevanus

1 Ilpn OTCYTCTBMM HE3aBUCUMBIX OT METOJA LEJIEBBIX 3HAYEHUH Ui ONpENeNeHHs] TOro, SBISIOTCA JIU
OTKJIOHEHUsSI 1a00PAaTOPHBIMH MM 3aBHUCSIIUMH OT METO/A, MOKHO HCIIOJIb30BATh KOHCEHCYCHBIE 3HAYECHUSL.

2 Ecmm oTcyTcTBHE B3aMMO3aMEHAEMOCTH MarepuanoB i EQA MoOXeT 3aTpyIHWTh CpaBHEHHE MEXIY
HEKOTOPBIMU METOAAMH, BCE PABHO MOXKET OBITH IIOJIE3HO IPOBOJUTH CPABHEHHS MEXIYy METOJAMH, JUI KOTOPBIX
OHH B3aMMO3aMEHSAEMBI, a HE 110JIaraThCsi TOJIBKO Ha CPABHEHHWE BHYTPH METOJA.

f) Ecnu mporpamma EQA HemocTymHa WIM HE CUMTAETCS MOIXOMSIIEH, jJabopaTopus
AOJIDKHA HCIIOJIb30BAaTh AJIbTCPHATUBHBIC MCTOJUKU JISI MOHUTOPHUHTA 3(1)(1)6KTI/IBHOCTI/I MeTroaa
uccnenopanus.  Jlabopatopus  momkHa — 00OCHOBATh  IE€JIECOOOPA3HOCTh  BBIOpAHHOM
AJIBTCPHATUBLI U IPCAOCTABUTL JOKA3aTCIbLCTBA €€ 3(1)(1)6KTI/IBHOCTI/I.

[Mpumeyanue - JlonycTUMbIe albTepHATUBBI BKIIIOYAIOT:

— ydacTre B oOMeHe podaMH ¢ IpYTUMH JIAOOPaTOPHSIMH;

— MEXJIa0opaToOpHbIC CPaBHEHUS PE3yJbTATOB HCCICIOBAHUS HICHTHYHBIX MarepuanoB s EQA, npu
KOTOPBIX OIICHUBAIOTCS pe3ynbTaTel EQA OTIEeNbHBIX 1ab0opaTopuil B CPABHEHUH ¢ OOBEIMHEHHBIME PE3yJIbTaTAMU
YYACTHUKOB, HCIIOJB3YOIINX OJUH U TOT ke MaTepual s EQA;

— aHaNM3 APYroro HoMepa MapTUH KaauOpaTopa KOHEYHOTO MOJB30BATENS POU3BOIUTEIS WK MaTepualia
KOHTPOJISI IPABHJILHOCTH MTPOU3BOTUTEIIS;

— aHalnM3 MHUKPOOHMOJOTMYECKUX OPraHU3MOB C HCIIOJIB30BAaHHEM pPAa3/elIbHOTO/CIIENOro HCCIeI0BaHUS
OJTHOI U TO¥i e POOBI HE MEHEe YeM BYMs JIUIAMH, HITH Ha HE MEHEe YeM J[BYX aHalM3aTopax, UIId HE MEHEee YeM
JIBYMSI METO/IaMH;

— aHaJIM3 CTAaHJAPTHBIX MIPOO, KOTOPHIE CUUTAIOTCS COMOCTABUMBIMU C IIPOOAMH MAIMEHTOB,;

— aHayu3 nMpod NAMEHTOB U3 KIIMHUYECKUX KOPPEISIIIMOHHBIX UCCIICI0BAHUN;

— aHAJIN3 MAaTEPHAJIOB U3 XPAHWIIHUII KIICTOK U TKaHEH.

g) Hamable EQA paccMaTpuBaroTCsi 4epe3 peryisipHble MHTEpPBalbl BPEMEHH C
OIPEJICICHHBIMU KPUTEPUAMHU IPUEMIIEMOCTH, B CPOKH, IMO3BOJISIOIIME IOJYYUTh 3HAYUMOE
MpEeJCTaBICHUE O TEKYyIeH (P (PEeKTUBHOCTH.

h) Eciu pe3ynbratel EQA BBIXOIAT 32 paMKH YCTaHOBJICHHBIX KPUTEPUEB MPUEMIIEMOCTH,
CIIEAYeT MPEIIpPUHATh COOTBETCTBYIOIIUE JeHCcTBHS (cM. 8.7), BKIIIOYasi OILIEHKY TOTO, SIBIISETCS
JIM HECOOTBETCTBUE KJIIMHUYECKN 3HAYUMbIM IPUMEHUTEIBHO K IIPo0aM MalMeHTOB.

i) Ecam ycTaHoBieHO, UTO BO3JCHCTBHE SABNSETCA  KIMHUYECKH 3HAYMMBIM,
paccMaTpUBAIOTCS PE3yJIbTaThl MAL[IEHTOB, KOTOPBIE MOIJIN OBITh 3aTPOHYTHI, 1 HEOOXOIUMOCTb
BHECEHUS U3MEHEHUH, a [10JIb30BATENH M1OIY4al0T COOTBETCTBYIOLINE PEKOMEHIALINH.

7.3.7.4 ConocTaBUMOCTD Pe3yJIbTATOB HUCCICAOBAHMUI

a) Ecmu AJId TIPOBCACHHUA HCCICAOBAHHA HCIOJIB3YIOTCA PAa3JIMYHBIC MCTObI I/I/I/IJ'II/I
o0opyI0oBaHWe, W/ WK UCCIICIOBAHMS TPOBOSTCS B Pa3HbIX MECTaX, JOJKHA OBITh pa3padoTaHa
npoucaypa ajd COIIOCTABJICHUA PEC3YJIbTATOB MCCICIOBAHUA TAIUCHTOB B KIIMHUYCCKU
3HAYMMBIX JMana3oHax.

HpI/IMe‘IaHI/Ie - I/ICHOJ’IL3OB3HI/IC 06p33HOB IIarueHTOB HpI/I CpaBHeHI/II/I pa3J'II/I'-IHI>IX METOAOB HCCIICOOBAHUSA
I1O3BOJISICT I/136e)KaTL prﬂHOCTeﬁ, CBsI3aHHBIX C OI'paHquHHOﬁ KOMMyTaTI/IBHOCTLIO MaTepI/IaHOB JJI IQC ECJ'H/I
O6pa3HI)I Ial[UECHTOB HeL[OCTyHHLI NI UX HUCIIOJIb30BAHUC HeraKTI/I‘-IHO, CM. BCC BapI/IaHTLI, OIIMCAHHBIC 151 IQC nu
EQA.

b) JIaboparopusi 10JKHA 33JJOKYMEHTUPOBATh PE3YyJIbTAThl OLIEHKU COMOCTaBUMOCTH U MX
[IPUEMIIEMOCTb.

32





@

BMH: 990240006872. 3aka3 NeF-331916012024 o1 16.01.2024. MNonb3oBaTens: PIT Ha MXB "PecnybnnkaHcknin ueHTp Kposm" M3 PK

CT PK ISO 15189-2023 BbigaH PI'M Ha MXB «Ka3axCTaHCKUA MHCTUTYT CTaHAapTM3auum n MeTponormmn», besso3mesgHoe UCNoNib30BaHNE TONMLKO AN pe3neHToB Pecnybavkn KasaxcTaH

O6HoBNEH: 26.12.2023

CT PK ISO/IEC 15189-2023

¢) Jlabopatopus JOKHA IEPHOAMYECKH TPOBEPSITH COMTOCTABUMOCTh PE3yJIbTaTOB.

d) IIpu BbISIBIEHUH pa3IMyYUil OLICHUBACTCSA BIMSHUE HTUX PA3IMUUN Ha OMOJOTHMYECKHUE
pedepeHCHbIE WHTEPBAIBI W YPOBHU TPUHATHS KIMHHYECKUX PEHICHUH ¥ TNPHHAMAIOTCS
COOTBETCTBYIOIINE MEPHI.

e) JlaGoparopust mopkHa WHGOOPMHUPOBATH IMOJIB30BATEICH O JIIOOBIX KIMHHYECKH
SHAYMMBIX pa3JIN4HriaX B COIMOCTABUMOCTHU PC3YJIbTATOB.

7.4 IlocTaHaTUTHYECKHE NPOLECChI
7.4.1 OT4eTsl 0 pe3yabTaTaX
7.4.1.1 O0ume MoI0KeHHUA

a) PesympraThl MccneqOBaHWUM  TOJMDKHBI  OBITH  NPEACTABIEHBl  TOYHO,  SCHO,
HE/IBYCMBICIICHHO, B COOTBETCTBHHM C 3a/JlaHHBIMH HWHCTPYKIHSMH B paMKaxX MPOLEAYPHI
HCCIICA0BAHUA. B otuer o pe3ylibTaTax AOJIKHA BKIIFOYATHCSA BCA HMMCIOIIASACS I/IH(l)OpMaLII/I}I,
HEoO0XoauMas ISl HHTEPIPETAIlMH PE3YIIbTATOB.

b) JlaGoparopus AOIKHA MMETh MPOLEAYPY YBEIOMIICHHUS TOJB30BATENCH O 3aJepiKKe
BBIJIAYX PE3YJIbTATOB UCCIICAOBAHUI UCXOMIS U3 TOCICICTBII TAaKOHW 3aICPKKH ISl TTAI[CHTA.

¢) Bcs undopmanms, cBsi3aHHas C BBIJAHHBIMH OTYETaMHU, JOJDKHA XPAHHUTHCS B
COOTBETCTBHUH C TPEOOBAHUSIMH CHCTEMbI MEHEDKMEHTA (CM.8.4).

IMpumewanue - [yis 1meneil HACTOSIIETO CTaHAApTa OTYSTHI MOTYT BBIAABATHCA B MCUYATHOM WM B
ANEKTPOHHOM BHJIaX MPH YCIOBUHU COOIOACHNUS TpeOOBaHUI HACTOAIIECTO CTAHAAPTA.

7.4.1.2 AHau3 ¥ Bbl1aya pe3yabTaToOB

[lepen BbIMYCKOM pe3ysIbTaThl JOKHBI ObITh MPOAHATU3UPOBAHBI U YTBEPKIACHDI.

JlaGopaTopus 1oJKHA 00ECIICUUTh aHAIN3 Pe3yJIbTAaTOB UCCIEOBAHUH YIIOJIHOMOYEHHBIM
COTPYAHHMKOM, OIIEHKY UX C yueToM pe3ynbTratoB IQC u 1oCTYIMHON KIMHUYECKOM HHPOPMAIIHH,
a TaK»Ke IPEAbIAYIIUX Pe3yIbTaTOB UCCIEIOBAHUM.

JlomkHa OBITH oOmpejiesieHa OTBETCTBEHHOCTh M TMPOIEAYpbl B OTHOIIEHWHU BBITyCKa
OTUYCTOB O pC3yJibTaTax, BKJIKO4Yasd KEM U KOMY OHU MOT'YT GBITB BbIJJaHBI.

7.4.1.3 OnoBenieHne 0 KPpUTHYECKUX pe3yJibTaTax

Kor;[a PE3YIbTAaThI I/ICCJIGI[OBaHI/Iﬁ nomnagaroT B YCTAHOBJICHHBIC MPCACIIbI KPUTHYCCKUX
3HA4YEHMIL:

a) TOJIb30BATENIb WU APYrod YHOJHOMOYEHHBIM COTPYAHUK YBEAOMIIIETCS 00 3TOM Kak
MOYKHO CKOpee Ha OCHOBE MMEIONIEHCS KIMHUYECKOW HH(pOpMaIuu

b) mpuHsATBEIE Mephl TOKYMEHTHPYIOTCS, BKIIOYas JaTy, BpeMs, OTBETCTBEHHOE JIIHIIO,
OTIOBEIICHHOE JIULIO, TIepEeIaHHbIe PE3yNIbTaThl, MOATBEPKICHNE TOYHOCTH NIepeaun COOOIIeHNH
u J'IIOGBIC TPYAHOCTH, BOSHUKIINEC IPHU OMMOBCIHICHUN

¢) ytabopatopusi TOJDKHA UMETh MPOIEAYPY ICKATAIMKU OTMOBEIICHUH I J1aO0paTOPHOTO
nepcoHalia, Koraa HCBO3MOKHO YCTAHOBUTb KOHTAKT C OTBCTCTBCHHBIM JIMIIOM.

7.4.1.4 OcoOble peKOMEHIALMH VI 0TYETa 0 pe3y/IbTaTax

a) [lo coryiacoBaHuIO ¢ NOJIB30BATENEM PE3YJIBTAThl MOTYT MPEACTABIATHCS B YIPOILEHHON
dbopme. Jlrobas wupopmanusa, ykazanHas B myHkTax 7.4.1.6 m 7.4.1.7 koropas He ObuIa
npeaAcCTaBJICHA MMOJIB30BATCII0, JOJIKHA GBITB AOCTYyIIHA 11O Tpe6OBaHI/IIO.
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b) Eciam pesynbTaThl mepefaroTcs B KadecTBE IMPEIBAPHUTEIBHOTO OTYETa, MOCIE 3TOTO
MOJIb30BATENIO BCET/Ia JOJDKEH OBITh HANpaBlieH (PMHATIBHBIN OTUET.

c) Ilo BceM pe3ymbraram, TPEACTAaBICHHBIM B YCTHOW (opMe, BKIOYAs MOJIPOOHYIO
MH(OPMALIHIO O IPOBEPKE TOYHOCTH COOOIICHUH, KaK 3TO MPEAyCMOTpeHo B myHKTe 7.4.1.3 b),
JOJDKHBI BECTHCh COOTBETCTBYIOIIUE 3amucH. [locie YCTHOH mepenavn JaHHBIX BCET/a JOJDKCH
NepeaaBaThCcsl OTUYET O Pe3ysbTaTax.

d) PesynbTarThl HcCEOBaHWH, HMMEIOUINE CEPbE3HBIC IIOCIEACTBUS IS TallMeHTa
(HampuMep, TO TEHETHYECKUM MM HEKOTOPHIM HH(EKIMOHHBIM 3a00JE€BaHUSAM), MOTYT
TpeOOBATh JIOTIOIHUTEILHBIX KOHCYJIbTAIMi. PYKOBOJICTBO TabOpaTOpHK JAOIDKHO OOECIICUHTH,
4TOObl 3TH pE3yJbTaThl HE JOBOJWINCH JO CBEACHHMS NAIMEHTOB O IOJyYCHHS
JOTIOTHUTEIBHBIX KOHCYIIbTAIIHHA.

e) Obe3nuueHHbIC Pe3yNbTaThl JJAOOPATOPHBIX HUCCIIEAOBAHUM MOTYT MCIIOJIB30BATHCS IS
AMHUIEMHUOJIOTHYECKOTO, AEMOTpagHuIecKoro, WM HHOTO CTAaTUCTHYECKOTO aHaIW3a, IIpH
YCIOBUM MHUHHMH3ALUU PUCKOB HAPYIIEHUS TPHUBATHOCTH M  KOH(QHUACHIUAIBEHOCTH
uHpOpPMAIIMM O TAIHWEHTaX B COOTBETCTBUM CO BCEMH INPABOBBIMH H/MJIM HOPMATHBHBIMH
TpeOOBaHUSMHU.

7.4.1.5 ABTOMaTHYeCKHUil BBIOOP, aHAIN3, BbIAA4A U CO00IIEHHE O pe3yIbTaTax

Korna maGopaTopust mpuMeHsIET CHCTEMY aBTOMAaTHYECKOTO BBHIOOpA, aHAJIM3a, BBITyCKa U
BBIJIAYX PE3YJIbTAaTOB, OHA JIOJDKHA YCTAHOBHUTH MPOILIEAYPY AJIsl 00ECIICUCHUs CIIEAYIOIIETO:

a) KpUTEpUU aBTOMATHUYECKOIO BBIOOpA, aHAIWM3a U BBITYCKA OMPEIEICHBI, YTBEPKICHBI,
JIETKO JIOCTYITHBI M TIOHATHBI TIEPCOHANTY, OTBETCTBEHHOMY 3a ITOJIHOMOYHSI IO BBIIMYCKY
pe3yIbTaToB;

b) kpurepuu, KOTOpbIE MOTYT TIOBJIHITH Ha TPaBUIBHOCTH (YHKIIMOHHPOBAHUS STOU
CUCTeMBl W CO3JaTh PUCKH s TMalUeHTa NpPU OKa3aHWH €My MEIUIIMHCKON TOMOIIIH,
BATMIUPYIOTCS M YTBEPXKIAIOTCS TIEPE] HCIOJIb30BAHHEM, PETrYISIPHO IMEPEecCMaTPUBAIOTCS H
BepUPULIUPYIOTCS MTOCTIE BHECEHUSI U3MEHEHUI B CUCTEMY OTUETHOCTH;

C) pe3y/bTaThl, BRIOpAaHHBIE ABTOMATUYECKON CHCTEMON OTYETHOCTH JIJIsl PYYHOTO aHAIIH3a,
COOTBETCTBYIOLIUM 00pPa30oM HACHTU(DUIHMPYIOTCS U, NMPH HEOOXOTUMOCTH, MOXXHO MOJYYHTH
nHpOpMaNUIO O JaTe W BPEMEHU BHIOOpA U OIEHKH, a TakKe HJICHTU(DHUKAUIO JHIIA,
BBITIOJTHUBIIIETO aHAJIH3;

d) mpu HEOOXOIMMOCTH aBTOMATHYCCKUN BBHIOOP, aHAJIN3, BHIITYCK M BbIJa4a MOXET OBITh
OBICTPO IPUOCTAHOBIICH.

7.4.1.6 TpeGoBaHusi K OTYETAM

Kaxnp1if oT4eT TODKeH coaepkarh CISAYIONIYI0 HHPOPMAIUIO, eClId Y TaOOpaTOPUH HET
3aJIOKyMEHTUPOBAHHBIX PUYHUH HE TPEOCTABIATH HHPOPMAIUIO U3 KAKOT0-THOO0 MMyHKTA!

a) YHUKIBHYIO WACHTU(QHUKAIMIO TAlMeHTa, NaTy B3STHS TEPBUYHON TPOOBI M JaTy
BBIMTyCKa OTYETa Ha KAXKIOM CTpaHUIIe OTYETa;

b) unentudukanmio 1a60paTOpuu, BEIMTYCTUBIICH OTYET;

C) HAMMEHOBAHKE WU IPYTON YHUKAIBHBIN UICHTU(DUKATOP MOJIB30BATES;

d) Tun mepBUYHON MPOOBI U Jr00ass TOMOJHHUTENbHAsT HH(OPMAITUS B OTHOIIICHUH TTPOOBI
(HampuMep, UCTOYHUK, JIOKATU3AIUs, MAKPOCKOITMYECKOE OMHCAHNUE);

€) YEeTKYIO0, OJIHO3HAYHYIO HICHTU()UKAIINIO BHITOJTHEHHBIX UCCIICIOBAHH;

f) mpum HEoOXOAMMOCTH, HWACHTU(UKAIMIO HCIOIH30BAHHOTO METO/Aa HCCIICIOBAHUS,
BKJIIOYAsi, TJ€ O5TO BO3MOXHO M HEOOXOAMMO, TapMOHU3UPOBAHHYIO (IJIEKTPOHHYIO)
UICHTH(DUKAIIUIO U3MEPSeMON BETHUMHBI U IPUHIIUIIA U3MEPEHHUS;
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[Mpumeuanue - [Ipumeps! anexrpoHHo# naeHTndukanuu: Logical Observation Identifiers Names and Code
(LOINC) n Nomenclature for Properties and Units (NPU, NGC) u SNOMED CT.

g) pe3yNbTaThl WMCCICAOBAHWU C YyKa3aHWEM, TJIeé 3TO YMECTHO, CIAMHHII H3MEPCHUS,
MPUBEACHHBIX B enuHunax S, eauHWI, NpOoCIHeKUBaeMbIX 10 enuHull S, wim apyrux
MPUMEHHUMBIX STUHUI] H3MEPEHUS

h) Ouonormyeckue pedepeHCHbIE HHTEPBAJbl, MOPOrM KIMHUYECKUX DEUICHUH, NpHU
HEOOXOUMOCTH OTHOIIEHUS MPaBIONOI00MS WIN JUArpPaMMbl/HOMOTPAMMBI JIsi 000CHOBAHUS
KIIMHUYECKUX MTOPOTOB MPUHATHUS PEIICHUIN

IMpumeuyanne - Ilonmb3oBaTesdssM JTabOPATOPUM MOTYT TMPEOOCTABIATHCS IMEPEYHH WM TaOJNUIBI C
OMOJIOTHIEeCKUMH pedEPEHTHBIMU HHTEPBAIAMH.

1) IeHTU(UKAIMIO UCCIIEOBAHNM, BHIIOJHEHHBIX KaK YaCTh HAyYHBIX UCCIIEOBAHUM WU
pa3paboToK, B OTHOIICHUH KOTOPHIX OTCYTCTBYIOT KOHKPETHBIE TPEOOBAHUS K XapaKTePUCTUKAM
U3MEpPEHUI

j) wuneHtudukanmio nuna  (JUI), aHATM3UPOBABIIETO  (-UX) pe3ydbTaThl U
YIOJTHOMOYEHHOTO (-bIX) Ha BBIMYCK OTYETa (€CJIM 3TU CBEJCHUS HE COIepKaTcs B OTUETE, TO UX
JOJKHO OBITH JIETKO MOJIYYUTh IPU HEOOXOMMOCTH)

k) wmnenTuduxanuio THOOBIX PE3yJabTATOB, KOTOPhIE HEOOXOIMMO paccMaTpHBaTh B
KaueCTBE MPEABAPUTEIHHBIX;

1) ykazaHue m00bIX KPUTHYECKUX PE3yIbTaTOB

m) YHUKaJIbHYI0 HIEHTU(PHUKALINUIO BCEX COCTABISIONIMX YACTe OOIIero oT4era ¢ 4eTKOH
uaeHTu(UKaneld OKOHYAaHHWS oTdyeTa (T.e. yKa3aHWE HOMepa CTpaHHUIbl W3 OOIIero Yucia
CTPaHMI).

7.4.1.7 lonoHUTeIbHASA HHPOPMALHS 1JIs1 0TYETOB

a) Ecnmu 3T0 HEOOXOoAMMO JUTsl OKa3aHUs MOMOIIM MAlMEHTY, YKa3bIBAETCS BPEMS B3STHUS
MIEPBUYHOM TPOOHI.

b) Bpems BbIxoma oTueTa, €CIM OHO HE COACPKHUTCS B OTYETE, MOJKHO OBITH JIETKO
JOCTYIIHO B ClIy4ae He0OXOUMOCTH.

c) VYkazaHWe BCeX WCCICIOBAaHWNM WM dYacTed UCCIEIOBaHHMM, BBITOJHEHHBIX
nabopaTopueil 1Mo HalpaBJICHUIO, BKIIIOYas HHGOPMAIUIO, PEJOCTABICHHYIO KOHCYJIbTaHTaMH,
0e3 U3MEHEeHMH, a TaK)Ke Ha3BaHUE JIA0OPATOPUH, BBITIONHSBIIEH HCCIIEIOBAHNUS.

d) Korma sT0 mpuMeHHMMO, OTYET AOJKEH BKJIIOYATh HMHTEPIPETALUIO PE3YJIbTAaTOB U
KOMMEHTapUH T10:

1) kauecTBY ¥ IPUTOTHOCTU MPOOBI, KOTOPbIE MOTYT IMOCTaBUTH MO/ YTPO3y KIIMHUYECKYIO
LIEHHOCTb PE3YJIbTATOB UCCIIEIOBAHUS;

2) pacxoXAEHHMs, KOrja HCCIEJOBAHMUS MPOBOAATCA C MOMOIIbIO Pa3IMYHBIX MPOLETYP
(manpumep, POCT) unu B pa3HbIX MeCTax;

3) BO3MOXHBI PHUCK HENPABWIBHOW HWHTEPIPETAlMU, KOTJa Ha PETHOHAIBHOM WJIH
HallMOHAJIBLHOM YPOBHE MCIOJIb3YIOTCS Pa3IUUYHbIC €UHULIBI U3MEPEHUS;

4) TeHACHLIUU PE3YIbTATOB WJIM 3HAYUTEIbHbIE U3MEHEHUS C TEYCHHEM BPEMEHHU.

7.4.1.8 KoppeKTHPOBKH BbIIAHHBIX 0TYETOB

[Iporiemypsl  BBITyCKAa W3MEHEHHBIX WM IEPECMOTPEHHBIX PE3YJIbTATOB  OJDKHEI
o0ecreunBaTh Cleyroliee:

a) IlpuumHBl Takoro wW3MEHEHHs] (UKCHPYIOTCS B 3alHUCIX M TMPU HEOOXOIUMOCTH
BKJIIFOYAaKOTCA B I/ICHpaBJIeHHBII\/'I OTYCT.
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b) M3MeHeHHbIe pe3yabTaThl TOJKHBI IPEIOCTABIATHCSA TOJIBKO B BUJE JOMOIHUTEIHHOTO
JOKYMEHTA WJIM JTOTIOJTHUTEIHLHOW OTIPABKU JAHHBIX, KOTOPHIC YETKO UACHTU(DUIUPYIOTCS KaK
WCIIPaBIIEHHBIE, MPU 3TOM JIOJDKHBI ObITh 00O3HAUEHBI JaTa U HACHTU(UKAIMOHHBIE TaHHBIE
MaryeHTa U3 MepBOHAYATBLHOTO OTYETA.

¢) [Tons3oBarens nabopaTopuut HHGOPMUPYETCS O TMEPEBHITTYCKE OTYECTA.

d) [Ipu BhImade MOTHOCTHIO HOBOTO OTYETa O PE3yIbTaTax, OH JIOJDKEH OBITh YHHKAIBHO
UICHTUQUIUPOBAH U JIOJDKEH COAEpXaTh CChUIKY Ha NMEpPBOHAYAJbHBIM OTYET O pe3ysbTarax,
KOTOPBIN OH 3aMEHSET.

e) B Tex ciydvasix, Korja cucreMa OTYETHOCTH He MOXKET paboTaTh C BEPCUSIMU OTUETOB, B
OTHOIICHHUHU TIEPEBBINTYCKA JJOJKHBI BECTHCh COOTBETCTBYIOIIUE 3aIIHCH.

7.4.2 Pabota c npo6aMu mocJjie uccjie0BaHus

JlaGopaTopust [OMKHA ONPEACTUTb TIEPHOA XpPaHEHHs MpoO0 TOCiE BBIIOJIHEHUS
WCCIICIOBAHMSI, @ TAK)KE YCIIOBUS X XPAHCHUSI.

Jlaboparopust 1omxKHA 00€CTIEYNTh, YTOOBI MTOCIIE UCCIIECIOBAHMUS:

a) COXpaHsUTach HACHTH(UKAIIKS TAIIEHTA U UICTOYHUKA TPOOHI;

b) ObL1a U3BECTHA IPUTOJHOCTH MPOOBI JJIS TOTIOJIHUTEILHOTO UCCIIEI0BaHMS;

¢) mpoba XpaHWJIACh TaKUM 00pPa30M, YTOOBI OMTHUMAIBHO COXPAHUTh MPUTOIHOCTH IS
JOTIOJTHUTEIBHOTO HCCIIEJOBAHUS;

d) mpoOy MOKHO OBIJIO HAWNTH W U3BJICYb;

€) mpoba yTHIM3HPOBAIach HAIEKAIIUM 00Pa3oM.

7.5 Pa0oTa ¢c HeCOOTBETCTBUAMHU

B naboparopuu 10mKEH CyIIeCTBOBATH MPOLIECC, KOTOPHIi BBIMOIHAETCS B Cllydae, KOrjaa
J000M acmeKT AesTeNIbHOCTH JTabopaTopuy WU pe3yibTaThl UCCIEAOBAHUN HE COOTBETCTBYIOT
ee COOCTBEHHBIM TMpoOIEeaypaM, CTaHIapTaM KadecTBa WM TpPeOOBaHUSM TIOJIb30BaTENCH
(Hanpumep, 0OOpYJOBaHHE WIIM YCIOBUS OKPY>KaloIlell Cpelbl HE COOTBETCTBYIOT 3aJaHHBIM
napaMmerpam; pe3yIbTaTbl MOHUTOPHUHTA HE OTBEUYAIOT YCTAHOBJICHHBIM KPUTEPHSIM).

DTOT npolecc A0KEeH 00eCeurnBaTh CIeIyIolIee:

a) ormpeneneHbl O0S3aHHOCTH M IOJHOMOYHUS 110 YIPABICHHIO HECOOTBETCTBYIOLICH
paboToii;

b) ompeneneHsl HEMENJEHHbIE M JOJTOCPOYHBIE JIEHCTBHA Ha OCHOBAaHUM IIpoliecca
aHaJlM3a PUCKOB, YCTAaHOBJIEHHOM B J1a00paTOpUu;

C) MCCJIeIOBAaHUSl OCTAHABIMBAIOTCS, & OTYETHI 3aJCPKUBAIOTCS, €CIU CYLIECTBYET PHUCK
MPUYMHEHUS Bpela MalleHTaM;

d) mpoBoaUTCS OIeHKAa KIMHUYECKON 3HAYMMOCTH HECOOTBETCTBYIOIICH PabOThI, BKIIIOUAS
aHaIIM3 BIUSHUS Ha PE3YNIbTAThI UCCIEIOBAHUS, KOTOPhIE OBLTN WM MOTJIA OBITH TIOJYYECHBI 10
BBISIBJICHHS] HECOOTBETCTBUS;

€) IPUHUMAETCS PEIICHUE O TIPUEMIIEMOCTH HECOOTBETCTBYIOIEH paboTHI;

f) mpum HeoOXoAMMOCTH pe3yiabTaTbl HUCCIEIOBaHUS IEPEeCMaTPUBAIOTCS, O YEM
YBEIOMJISICTCS TTOJIb30BATENb;

€) YKa3bIBa€TCsl OTBETCTBEHHOCTD 32 BBIJIaUy pa3pelieHus Ha BO30OHOBJICHUE paOOTHI.

Jlaboparopust ODKHA TPEANPHHATH KOPPEKTHPYIOIIHE JEHCTBUS, COU3MEpPUMBIE C
PHCKOM MOBTOPEHUST HECOOTBETCTBYIOIICH paboThI (cM. 8.7).

JlaGopaTopus 10JKHA BECTH Y4eT HECOOTBETCTBYIOILIEH pabOThI U IEHCTBUMN, KaK yKa3aHO
B 7.5 a)-g).
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7.6 YnpaBJ/ieHue 1aHHbIMM U HHopMaueit
7.6.1 O01mMe mMoJI0KEHUs

JlaGoparopusi JoKHA MMETh JOCTYN K JIaHHBIM M WH(OpMAIUU, HEOOXOIUMBIM IS

OCYIIIECTBIICHUS JIA0OPATOPHOM JNEATEIIEHOCTH.

ITpumeuanus

1 B Hacrosmem craHgapre TepMHH «1abopaTopHble MH(OpMalMOHHBIE CHCTEMbI» BKIIIOYAET B CeOs
yIpaBieHNE JaHHBIMH M HH(OpManuel, conep KalluMHC KaK B KOMITBIOTEPaX, TaK U B HE KOMITbIOTEPHU30BAHHBIX
cucremax. HekoTopele u3 3Tux TpeOOBaHMI MOTYT OBITH OOJ€e MPHMEHUMBI K KOMIIBIOTEPU30BAHHBIM CHCTEMAaM,
YeM K HE KOMITBIOTEPH30BaHHBIM.

2 Puckn, cBA3aHHBIE C KOMIIBIOTCPH30BAaHHBIMH JIA0OPATOPHBIMH HH(POPMAIMOHHBIMH CHCTEMaMH,
paccmatpuBatotes B craanapre ISO 22367:2020, A.13.

3 Mepsl obecnieueHnss MHPOPMAITHOHHON OE30MMAaCHOCTH, CTPATETHH M TIEPENOBBIC MPAKTHKA 0OeCreueHMs
KOH(MACHIIMAIILHOCTH, LEJIOCTHOCTH U JIOCTYHMHOCTH MHpopmanuu npusenensl B cranaapre ISO/IEC 27001:2022,
npunoxxenue A PexomeHzanuu 1o odecredeHn0 HHPOPMAIOHHOH 6€301MacHOCTH.

7.6.2 I1o,1THOMOYHSI U OTBETCTBEHHOCTH B 00J1aCTH yNpaBJeHUus1 HH(popmanuei

JlaGopaTtopuss [OKHA ONPEACTUTHh IOJHOMOYMS M OTBETCTBEHHOCTh B 00JacTH
yhpaBieHUs HHPOPMAIMOHHBIMH CHCTEMaMH, BKIIOYas OOCIYyXHBaHHE U MOJIU(DUKAIMIO
MH(POPMAIIMOHHBIX CHCTEM, KOTOpPhIE MOTYT MOBIUATh HA OKa3aHHE MEIMIIMHCKOM MOMOIIH
nanueHTaMm. Jlabopatopusi HeceT MOJHYI0 OTBETCTBEHHOCTh 3a MCIIOJIb3yeMble JIabopaTOpHbIE
MH(POPMALIMOHHbBIE CUCTEMBI.

7.6.3 YnpasJiieHne HH(POPMALMOHHBIMHU CHCTEMAMH

Cucrema(-b1), ucnonb3zyemasi(-bie) aisi coopa, 00padOTKH, 3aMUCH, OTYETHOCTH, XPaHEHUS
WJTY TIOMCKA JaHHBIX U HHGOpMAaIuu 00 NCCIEAOBAHUAX TOJDKHA OBITh:

a) BATUANPOBAHHOM MTOCTABIIMKOM U BEpUDHIIMPOBAHHON B 1a00OpaTOPUHU B OTHOIICHUHU €€
(YHKITMOHATILHOCTH JI0 BBEJICHUS B padboTy. JItoObIe H3MEHEHHS B CUCTEME, BKIIFOYAs HACTPOHKY
WK OOHOBJICHHE CTOPOHHETO MPOrPaMMHOTO OOECHEeYeHHs, TOJIKHBI OBITh aBTOPU3WPOBAHEI,
JOKYMEHTHPOBAHBI M BAJIUAMPOBAHBI TIEpe]l UX MPHUMEHEHHUEM B paboTe;

IIpumeuanus

1 Bamupaums u Bepudukanms BKIIOYAOT, T 5TO NPUMEHUMO, Hajajexaniee (yHKIMOHHPOBAHHE
nHrepdeiicoB Mexay JiabopaTopHOH HH(POPMAIMOHHOW CHCTEMOHW M JPYrMMH CHCTEMaMH, TaKUMHM, Kak
nmabopaTopHOe 00OpynoBaHWE, OONBPHWYHAS CHCTEMa aIMHUHHCTPHPOBAHHS MAIIIEHTOB W CHCTEMBI B cdepe
MEPBUYHON MEIUIIMHCKON TTOMOIIH.

2 JocTymHOe Ha pHIHKE KOMMEpYecKoe MporpaMMHOe oOecriedeHre MpH OOBIYHOM €r0 HCIIOJIB30BAaHUH B
obmacTu, AN KOTOPOH OHO TpeTHa3HAYEHO, MOMKET CUHTATBCA B IOCTATOYHOW CTENEHHW BaUAWPOBAHHBIM
(mampuMmep, TporpaMMHOE oOecredeHne [UIi OOpaOOTKM TEKCTOB M DIEKTPOHHBIX TaONUI] M MPOTPaMMHOE
obecrieueHue JUIsl yIpaBIeHHs] KaueCTBOM)

b) JloKkyMEeHTHpPOBAaHHOW, MPHU TOM JOKYMEHTALUsl JOJDKHA OBITH JIETKO JOCTYIHA JJIs
aBTOPH30BAaHHBIX MOJB30BATENECH, BKIIFOYAs JOKYMEHTAIUIO 110 MOBCETHEBHOMY (YHKIIMOHATY
CUCTEMBI;

c) Ilpumensiemoit ¢ ydeToMm TpeGOBaHWUN KHOEpOE30MacCHOCTH ISl 3aIIUTHI CUCTEMBI OT
HCCAHKIIUOHUPOBAHHOTO JOCTYIIA U 3allIUThI JdHHBIX OT q)aJIBCI/I(l)I/IKaI_[I/II/I HJIU MIOTCPHU;

d) OyHKIUOHUPYIOIIEH B YCIOBHSIX, KOTOPBIE COOTBETCTBYIOT CIEHH(pUKAIINI
IIOCTAaBILIUKA, WIH, B CIIy4ae HE KOMIIbIOTEPU30BAHHBIX CUCTEM, IIPENYCMATPUBAIOLICH YCIIOBHS,
KOTOPBIE TAPaHTHPYIOT TOYHOCTh BHECEHHS M TIEPEHOCA TaHHBIX, BHIMOJIHEHHBIX BPYYHYIO;
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€) oOcimyKrMBaeMoW TakuM 0Opa3oM, 4TOOBI OOECIeYMBaTh IIEIOCTHOCTh JaHHBIX |
uH(pOpMalUK, a TakKKe BKIIOYATh PETHCTPAIUI0 CUCTEMHBIX COOEB M COOTBETCTBYIOIIMX
HEOTJIOKHBIX MEP U KOPPEKTUPYIOIIHUX TEUCTBUM.

Pacuersl u mepengaya AaHHBIX JOJDKHBI MOJABEPraThCs HAIJIEKAIIUM CHCTEMATHYECKUM
MIPOBEPKAM.

7.6.4 IlnanupoBaHue MPU MPOCTOSIX

Jlabopatopust JomKHA UMMETh 3alJTAaHUPOBAaHHBIE MPOLECCHl IS MOAJAEp)KaHUe
OMEpPallMOHHON  JCSATENbHOCTHU B  Clydyae HEUCIPABHOCTM WM Ha BpeMsl  OTKasza
MH(OPMALIMOHHBIX CHCTEM, KOTOpbIE BIMSIOT Ha JAESITEIBbHOCTH JIabopaTopuu. DTO TakKke
OTHOCHTCS K aBTOMAaTHYECKOMY OTOOPY U BbIJIa4e PE3yJIbTATOB.

7.6.5 BHemiHee ynpaBJieHHe

Korma nabopartopHas  uHpOpManuoHHas  cucTema(-bl)  yIpaBiseTCs(-IOTCS) U
oOcmykuBaeTCs(-F0TCs) 3a MpeeIaMu 00beKTa WM Yepe3 BHEITHETO MpoBaiepa, Jadboparopus
JODKHA —oOecrieuuBaTh COONIOJIEHHE TPOBAIEpPOM WM  ONEPaTOPOM CHUCTEMBI  BCEX
MPUMEHUMBIX TPEOOBaHUI HACTOSIIETO CTaHIAPTA.

7.7 Kanoowl
7.7.1 Ilpouecc

B naGoparopuu m0KeH CyliecTBOBAaTh MPOIECC PACCMOTPEHUSI Kajl00, KOTOPBINA JO0KEH
BKJIFOYATh, 10 KpallHEW Mepe, CIEAYIOLIee:

a) OMHCaHHWE Tpollecca TMOJYYCHHs, TPOBEPKH OOOCHOBAHUS M PACCMOTPEHHUS Kajlod, a
TAKIKC MPUHATHUSA PCIICHHUSA, KAKUC OTBCTHBIC I[eﬁCTBHH JOJIZKHBI 6I>ITB MMPCAIIPUHATHI;

[Ipumedanue - paspenieHne xanod MOXKET IPUBECTH K MPOBEICHUIO KOPPEKTUPYIOIMUX NeHCTBUH (cM. 8.7)
WM UCTIOJIb30BAThCS KaK BXOHBIC TAaHHBIC JUIS Ipollecca yirydlieHus (cM.8.6).

b) orcnexuBaHMe W perucTparus Kajao0, BKIOYAs MEPBI, MPEANPHHATHIC IS WX
pas3peuieHus;

C) rapaHTHIO BBHITTOJTHEHUS BCEX HEOOXOAUMBIX MEp.

Omnwucanue npouecca pacCMOTPEHHUS KaJI00 TOHKHO OBITh yOJIUYHO TOCTYITHO.

7.7.2 llosryyenne xano0bl

a) Ilo monydyeHnun >xanoObl gabopaTopus AOJKHA ONPEAEIUTh, OTHOCUTCA JIM Kajioba K
NeSTeTbHOCTH JTa00paTOpHH, 32 KOTOPYIO OHA HECET OTBETCTBEHHOCTD, U, €CIIH 3TO TaK, IPUHSTH
MEpBI [T pa3pelieHus 3Toi xanoosl. (cMm. 8.7.11.)

b) Ilpm mnomydyenmu xkanoObl JabopaTopusi MOJDKHA CcoOpaTh BCIO HEOOXOIUMYIO
nH(pOpMaINIO, 4TOOBI OTIPENIEINUTS, SBJISETCS JIH Kano0a 000CHOBAHHOM!.

c) Ilo mepe BO3MOXXHOCTH J1TaOOpaTOpusi JOHKHA TOATBEPIUTH TONTYYCHUE KAIOOBI H
MPEJOCTaBUTh 3asBUTEII0 MHPOPMALIMIO MO pe3yibTaTraM ee pa3zdopa M, €Clid 3TO IPUMEHHMO,
OTYETHI 0 X0J1e pa3zbopa.
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7.7.3 Pa3penieHue xkajno0bl

PaccmoTpenne uw  paspemieHune kano0 HE JIOJDKHBI NPHUBOJUTH K  KaKoOH-1mm0o
AUCKPpUMHUHAILIAH.

Paspemenue xano0 T0DKHO OCYIIECTBISTHCS, aHATN3UPOBATHCS M YTBEPIKAATHCS JIHIAMH,
HE TMPHUYACTHBIMH K paccMaTpuUBacMoOi »kamoObl. B Tex ciywasx, xorma pecypcsl 3TOTO He
HO3BOJISIFOT, JIOOOW ~ aNbTEpPHATUBHBIM MOAXOA HE JIOJDKEH CTaBUTh II0J] COMHEHHE
0ecrpUCTpacTHOCTb.

7.8 IlnanupoBanHue Oecnepe0OHHOr0 (GYHKIMOHHUPOBAHMA B 4Ype3BbIYAHHBIX
CUTYalHAX

JlaGoparopust  gomkHAa — OOeceunTh  WIACHTH(UKAIIMIO  PHUCKOB, CBS3aHHBIX C
Ype3BBIYAHBIMU  CUTyallMSIMH WM JPYTHMH OOCTOSTENhCTBAMH, KOTJAa JEATEIbHOCTH
nabopaTopuy OTpaHWYCHAa WJIM HEBO3MOXKHA, M pa3padoTaTh COTJIACOBAHHYIO CTpAaTETHIo,
KOTOpasi BKJIFOYAeT B ceOs IJIaHbl, MPOLEAYPhl U TEXHUYECKHE MEPOMPHUSATHS, MO3BOJISIOIINE
MPOIOIDKATh JESITETHLHOCTD MOCIE COOSI.

[lnaspl  MOMKHBI  MEPUONUYECKU  TPOBEPSTHCS, TaKXKE JIOJDKHO  MPOBEPSATHCS
3alUTAaHWPOBAaHHOE pearnpoBaHue, KOTa TO BO3MOXHO Ha MPAKTHKE.

JlaGopaTopus qoKHA:

a) pa3paboTaTh TUIAaH pearupoBaHUS TIPU YPE3BBIUANHBIX CHTYallUSAX C YYETOM
noTpeOHOCTEH U BO3SMOXKHOCTEH COOTBETCTBYIOIIETO NEpCOHala TabopaTopuH;

b) mpemocraBnATh WHGOPMAIMIO W TPOBOJUTH TPEHUHTH IS COOTBETCTBYIOIIETO
nepcoHaia JadopaTopuu;

C) pearupoBaTh Ha BO3HUKAIOIINE YPE3BbIUAiHbIC CUTYAIINH;

d) npuHUMATH MEpPHI IO MPEIOTBPALICHUIO WIIA CMSATUYCHHUIO MOCIEACTBUI Upe3BbIUaiHBIX
CUTYyaluid COpa3MepHO MacmTabaM Ype3BBIYAHON CUTYAIIH U €€ BO3MOKHBIM TIOCIICICTBHSIM.

[Mpumeuanue - bosee nogpoduas nnpopmarms conepxkurcs B CLSI GP36-A [35].
8 TpeGoBanus cucTeMbl MEHEIKMEHTA

8.1 O0mme TpedGoBaHUA

8.1.1 O0mme nmoJ10:KeHUs

Jlaboparopusi AOMKHA YCTAaHOBHUTH, 3aJOKYMEHTHUPOBATh, BHEIPUTh U MOJAJIEPKUBATH
CUCTEMY YIIPABJIECHUS C LIEJIBI0 MOJAECPKKU U AEMOHCTPALUU MTOCIEA0BATEIBHOTO BBIITIOJIHEHUS
TpeOOBaHUI HACTOSIIETO CTaHJAPTA.

Cuctema yrmpaBieHHs] KAK MUHUMYM JIOJDKHA BKJIIOYATh CIIEIyIOLIee

— obOs3anHOCTH (8.1)

— ey U onutuka (8.2)

— IoKyMeHTupoBaHHas uHpopmanus (8.2, 8.3 u 8.4)

— JEICTBUS MO YyCTPAaHEHUIO PUCKOB U BO3MOKHOCTEN Ui yiydieHus (8.5)

— HenpepbIBHOE yinyunieHue (8.6)

— KoppeKTupymomue aeicraus (8.7)

— OIICHKHU ¥ BHYTPEHHHE ayauThI (8.8)

— aHaJu3 CO CTOPOHBI pyKOBOJCTBA (8.9)

8.1.2 BrinoJiHeHHe TPeOOBAHUI CHCTEMbI MEHEIKMEHTA
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Jlaboparopusi MOKET COOTBETCTBOBATH [TpeOoBanmsiM pazziena] 8.1.1 myrem co3manws,
BHEJPEHUS U TMOJAJIEPKaHUs CHUCTEMbl MEHEPKMEHTa KauecTBa (HampuMmep, B COOTBETCTBUHU C
tpeboBanusimu ISO 9001) (cm. Ilpunoxkenue B.1). Dta cucrema MeHemKMEHTa KadecTBa
JOJDKHA TOJAJEPKUBaTh M JIEMOHCTPUPOBATH IIOCJENOBATEIILHOE BBIIIOJIHEHHWE TpeOOBaHMIA
pazznenos 4—7 u TpeboBaHMiA, yka3aHHBIX B 8.2—8.9.

8.1.3 OcBe1OMJICHHOCTH 0 CHCTEME MEHEIKMEHTA

JlaGopaTopus 10mKHA 00ECTIEYHTh, YTOOBI JIUIIA, BHIMOIHAIONIME paboTy MO KOHTPOJIEM
nmabopaTopun, UMeNIM HHOOPMAITHUIO U OCO3HABAJIN CIICAYIOIIEE:

a) COOTBETCTBYIOIINE [[ETH U MOJIUTUKY

b) mx Bkmaxm B 3P(EKTUBHOCTH CHUCTEMBI YIpaBJICHHUS, BKIIOYas MPEUMYIIECTBA
TIOBBIIICHUS TIPOU3BOAUTEIHLHOCTH

C) MOCTEACTBUS HECOOIOICHHS TPeOOBAHUN CHCTEMBI MEHEPKMEHTA

8.2 lokymeHTAIIMS CHCTEMbI MEHEIKMEHTA

8.2.1 O0mme moJ1okeHus

PykoBoacTBo nmabGopaTopum yCTaHABIMBAET, JOKYMEHTHUPYET W TOMJEPKUBACT IEIU M
HOJII/ITI/IKy JJIsA BBIIIOJIHCHHUSA 3ajad, IIOCTAaBJICHHBIX B HACTOAIIEM CTaHI[apTe, n O6GCH€‘II/IBa€T

MPU3HAHUE U PEATH3AIMIO ATHX 3a/1a4 Ha BCEX YPOBHSX J1a00OpaTOPHOI OpraHH3aIny.

IMpumeuanue - JOKyMEHTBHI CHCTEMBI YIPAaBICHUS KauyecTBa MOTYT, HO HE OOS3aHBI, COJCPKATHCA B
PYKOBOJICTBE IO Ka4eCTBY.

8.2.2 KoMneTeHTHOCTEL H Ka4€CTBO

Llenn u MOMUTHKA JOJDKHBI KacaThCs KOMIIETEHTHOCTH, Ka4eCTBa M IOCIEJOBATEIbHOM
paboThI TabopaTOpPHH.

8.2.3 Jloka3aTeJbCTBO NPUBEP:KEHHOCTH

PykoBoncTBO naboparopuu JOKHO TMPEAOCTaBUTH JIOKA3aTENbCTBA MPHUBEPKEHHOCTH
pa3paboTke W BHEIPCHUIO CHUCTEMBbl MEHEDKMEHTa, M IIOCTOSHHOMY TIOBBIIICHUIO ¢
3¢ (HEeKTHBHOCTH.

8.2.4 loxymenTanus

Bes AOKYMCHTalud, HOpoHeCChbl, CHCTCMbI W 3allMCH, CBA3AHHBLIC C BbIIIOJIHCHUCM
Tpe6OBaHI/Iﬁ HACTOAICTO CTaHJapTa, JOJKHBI OBITH BKIIOYEHEI B CUCTEMY MCHCI)KMCHTA, Ha
HHUX JOJIKHBI OBITH CCHUIKM MM OHU JOJIDKHBI OBITH CBSI3aHBI C CUCTEMOM MCHCIPKMCHTA.

8.2.5 loctyn nepconana

Becwr mepcoHnan, BOBIICUEHHBIH B JCATEIBHOCTh Ja0OpaTOPUH, JOJDKEH UMETh JIOCTYI K
paszenaM JIOKyMEHTAallUM CHUCTEMbl KadecTBa M COOTBETCTBYIOIIEH HH(pOpPMAIMM, KOTOpas
pUMEHUMA K UX (PYHKIHSIM.
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8.3 KoHTpPOJIb JOKYMEHTOB CUCTEMbI MEHEIXKMEHTA
8.3.1 O0mme moJ10keHus

Jlaboparopust AOTKHA KOHTPOJIUPOBATH JTOKYMEHTHI (BHYTPEHHUE U BHEIHUE), KOTOpHIE
OTHOCATCSI K BBITIOJIHEHUIO IAaHHOTO CTaHapTa.

[lpumeuanne - B maHHOM KOHTEKCTE «IOKYMEHT» MOXET OBITH TOKYMEHTOM, COJEPIKAIIUM MOJIUTUKY
nabopaTopHy, NPOLeNypy M MaMATKY [0 BBIIOJHEHHWIO ONepalyid, OJOK CXeMBl, HHCTPYKIMU 110 IIPUMEHEHHIO,
crneuuduKaniy, WHCTPYKIUU IIPOU3BOJMTENS, KaJIUOPOBOYHBIE TaOJMUIbBI, OHoJorHYeckne pedepeHcHbIe
MHTEPBAJIBl U UX UCTOYHHKH, JHArpaMMBbl, IIAKATHI, YBEJAOMIICHUS, MEMOPaHyMbl, IPOIPAMMHYIO JJOKYMEHTAIHIO,
YEepTEeXXH, IUIAHbI, COTJIALICHUS] U JTOKYMEHTHI BHEIIHEro NPOUCXOXKICHUS, TaAKHE KaK HOPMAaTHBHBIE JTOKYMEHTBI,
3aKOHBI, CTaHIAPTHl M Y4YEOHMKH, W3 KOTOPBIX B3SATHl METOJABI MCCIICAOBAaHUS, JOKYMEHTHI, OIHCHIBAIOIINE
JIeSITENIFHOCTh  [IepCoHalia, METOJbl, JOKYMEHTHI, OINMCHIBAIOIINE KBAJIU(HKALMIO IepcoHana (HampuMep,
JIOJDKHOCTHBIE MHCTPYKIMHU) M T.A. OHM MOTYT OBITH B J1I000H (opme M Ha JI0OOOM HOCHUTENE, Halpumep, Ha
OyMa)KHOM WK TH(PPOBOM.

8.3.2 KoHTpoJIb 1OKYMEHTOB

Jlaboparopust 1omKHA 00ECTICYNTh:

a) YHUKQJIbHYIO HICHTH(PUKAITNIO JOKYMEHTOB;

b) yTBepkaeHHE JOKYMEHTOB Ha TMPEAMET COOTBETCTBUS TMEPEA  BBHIMTYCKOM
YIOJTHOMOYEHHBIM MEPCOHANOM, OO0JaJalolUM OMNBITOM M KOMIETEHLUEH JUIs OIpeaeieHHs
COOTBETCTBHUS;

C) MEPUOJUYECKHI MEPECMOTP U aKTyaJIU3alHI0 JOKYMEHTOB [0 Mepe HEOOXOAUMOCTH;

d) nmocTym K COOTBETCTBYIOIIMM BEpPCHUSM MPUMEHHMBIX JOKYMEHTOB B MECTax
UCIOJIb30BaHUS U, IPU HEOOXOANUMOCTH, KOHTPOJIb UX PACIIPOCTPAHECHHUS,;

€) UACHTU(PUKAIIUIO U3MEHEHHUS U TEKYIIEro CTaryca nepecMoTpa J0KyMEHTOB;

f) 3auTy JOKYMEHTOB OT HECAHKI[MOHUPOBAHHBIX U3MEHEHUHN U yIaJICHUS;

€) 3alIUTy JOKYMEHTOB OT HECAHKITMOHUPOBAHHOTO JIOCTYTIA;

h) mpenorBpanienne HempegHAMEPEHHOTO HCIOJb30BAHUS YCTapeBIIUX JOKYMEHTOB C
COOTBETCTBYIOIIEH UACHTU(DHUKAIINEH, €CITM OHU COXPAHSIOTCS I KaKUX-TH00 1enei;

1) XpaHeHHE MO0 KpalHeW Mepe OJHOM OyMaKHOW WIIM SJIEKTPOHHOW KOMHUU Ka)JIO0To
YCTapeBIIETO KOHTPOJIUPYEMOT0 JOKYMEHTa B TE€UEHUE OMPEIECIECHHOTO MEPUO0Ia BPEMEHH WM B
COOTBETCTBUH C MPUMEHUMBIMU TPEOOBAHUSIMH.

8.4 KonTpoJunb 3anuceit

8.4.1 Co3nanmue 3anucei

Jlaboparopust mOKHA co3MaBaTh W COXPaHATH  yA0OOYHMTaeMble 3allUCH  JUIS
,Z[GMOHCTpaI_[I/II/I BBITIOJTHCHU S Tpe6OBaHHﬁ HACTOSAIICTO CTaHI[apTa.

3anucu CO31ar0TCsd B MOMCHT BBIIIOJITHCHHUSA KaXXJ0T'0 I[GﬁCTBPISI, BJIMAKOIIECTIO Ha Ka4C€CTBO
HUCCICIOBAaHU.

[Tpumedanue - 3amUCH MOTYT XpaHUTBCS B JII000H (popme 1 Ha JIF0OOM THITE HOCHTEJIS.
8.4.2 U3meHenue 3anucei

Jlaboparopust 1opKHA 00€CTIeunTh, YTOOBI U3MEHEHUS 3aMMCceld MOKHO OBLIO TTPOCTIEANTh
A0 IpCAbIAYIIUX BepCI/Iﬁ WK 10 NCPBOHAYAIBHBIX HCCHCHOBaHHﬁ. XpaHSITCH KaK UCXOOHBIC, TaK
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N HU3MCHCHHBIC JaHHBIC H (1)aI>'IJ'IBI, BKJIFOYass aaty M, rac€ 3TO YMECTHO, BpPEMs BHCCCHUA
HSMGHGHHﬁ, YKa3aHUC U3MCHCHHBIX ACIICKTOB U NICPCOHAJIa, BHCCHICT'O U3SMCHCHUS.

8.4.3 Xpanenue 3anuceit

a) Jlabopatopusi JOJDKHA BHEAPUTH MPOLEIYpPhI, HEOOXOIMMBIC M HICHTHU(PUKALUH,
XpaHEHUs, 3allUThl OT HECAHKIMOHWPOBAHHOTO JIOCTylla W HM3MEHCHHWH, pPE3ePBHOIO
KOMMPOBAHUS, apXUBUPOBAHUS, U3BIICUCHUS, CPOKOB XPAaHEHUS M YTHIIN3AIMHA CBOUX 3aIHCEH.

b) JlomkHBI OBITH YKa3aHbI CPOKH XPaHEHUS 3aIHCEH.

IMpumeuyanne 1 - B pgononnenne k TpeOOBaHHMSAM, CPOKHM XPAaHEHHS! MOTYT OBITH BHIOpAaHbI Ha OCHOBE
BBISIBJIEHHBIX PUCKOB.

c¢) IlomydeHHble pe3yabTaThl UCCIEAOBAHHS MOXHO IOJIYYUTh B TEYCHHUE HEOOXOIMMOTO
BPEMEHU HJIU 110 TPEOOBAHHMIO.

d) Bce 3anmucu 10MmKHBI OBITH JOCTYITHBI B TEYCHHUE BCETO TIEPUO/Ia XPAHECHUS, YNTACMbI Ha
m000M HOcHTENe, Ha KOTOPOM JIadopaTopusi XpaHUT 3aluCH, U JOCTYIHBI JAJS MPOBEPKH
pykoBocTBOM jJaboparopuu (cm. 8.9).

HpI/IMe‘IaHI/Ie 2- Hp06neM},1 }OpHﬂquCKOﬁ OTBCTCTBCHHOCTHU B OTHOLICHUHU ONPCACICHHBIX BUAOB NPOLCAYD
(HaanMep, TUCTOJIOTUYCCKUX, TMCAUATPUUCCKUX HCCHeHOBaHHﬁ) MOTYT l'[OTpe6OBaTL XpaHE€HUA OHNPECACICHHBIX
3aIKceil B TeUeHUE ropasao Ooiee JUIATCJIBHOTO BpEMECHU, YEM JIPYTUX 3aIMCei.

8.5 JleiicTBHA 1J1s1 yCTPaHEeHHs PUCKOB U BO3MOKHOCTEH IJIfl COBEpPIICHCTBOBAHUS
8.5.1 BoisiBjIeHHE PHCKOB M BO3MOKHOCTEH 1JIs1 YJIy4YIIeHHU s

JlaGopaTtopus HOKHA ONPEAETUTh PUCKM M BO3MOXKHOCTU JJISI COBEPIICHCTBOBAHUS,
CBSI3aHHBIE C €€ JIEATEILHOCTHIO C IEJbIO:

a) TpPENOTBPATUTh WM YMEHBIIUTH HEXKeJaTelbHble SBICHUSA W TOTCHIMAIbHbIC
HapYIIEHUs B JCSITEIBHOCTH J1a00paTopun

b) qocTHYB yaydIIeHHs, ASUCTBYS B COOTBETCTBUU C 0JIATONPUATHBIMU BO3MOKHOCTSMU

C) TrapaHTHpOBaTh, YTO CHCTEMa YIPABJICHUS KayecTBa OOECIEYMBACT IOCTHIKEHHE
HaMEUYEHHBIX Pe3y/IbTaTOB

d) ymeHbIIaTh PUCKHU JUTs JICYCHUS TTAIlUEHTOB

€) ClIOCOOCTBOBATH JIOCTHKEHMIO LIENU U 3a/1a4 Ja00paTOpUH.

8.5.2 JleiicTBHMS B OTHOLICHNH PHCKOB U BO3MOKHOCTEH 1JIs1 yIy4YIICHUS

JlaGopaTopust JOJDKHA OIPENCIUTh NPUOPUTETHI W TPUHATH MEpPHl B OTHOLICHUU
BBISIBIICHHBIX PHUCKOB. JlefcTBUA, MpeANnpUHUMAEMbIe ISl YCTPAHEHUS! PUCKOB, JOJKHBI OBITH
PONOPIMOHATIEHBI MOTEHIIMATILHOMY BIUSHHUIO Ha PE3yJIbTaThl JAOOPATOPHBIX MCCIEIOBAHUH, a
TaKXe Ha 0€30I1aCHOCTb NAllMEHTOB U MEPCOHAIA.

JlaGopaTopus AOKHA PETUCTPUPOBATH MPUHATHIC PELICHUS U MPEINPUHATHIC IEHCTBUS B
OTHOILIEHUN PUCKOB U BO3MOKHOCTEM.

JlaGopaTopus 1OJIKHA MHTETPUPOBATh U BHEJAPUTH JCHCTBUS MO BBIABICHHBIM PUCKaM U
BO3MOJKHOCTSIM YJIYYLIIEHHS B CBOIO CUCTEMY MEHEKMEHTA M OLIEHUTh MX 3(PPEKTUBHOCTS.

ITpumevanus

1 BapuaHTBl yCTpaHEHHsI PHCKOB MOTYT BKJIOUaTh BBIBICHHE W TNPEJOTBPAILCHHE YIPO3, YCTPAHCHHE
UCTOYHHWKA PHCKA, CHIDKCHWE BEPOSATHOCTH HWIIM TIOCIEICTBHH pHCKaA, Iepefady pHCKa, HNPUHATHE PHUCKA IS
peann3alyy BO3MOXHOCTH YITyUIISHUS HIM IPUHATHE PUCKA ITyTeM IMPHHATHI 000CHOBAHHOTO PEIICHUSI.
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2 Xors Hacrosmuii craHmapTt TpeOyer, 4ToObl J1a0OpaTOpHs BBIABISIIA U YCTPaHsIa PHCKH, B HEM
OTCYTCTBYIOT TpeOOBaHHS K KAKOMY-THOO KOHKPETHOMY METONY YIIpaBlicHHs puckamu. JlaGopartopuu MOryT
HCIIOIb30BaTh
ISO 22367 u ISO 35001 B KagecTBE pyKOBOJCTBA.

3 BO3MOXHOCTH JJIsl YJAY4YILICHHS MOIYT MPHUBECTH K PACIIUpPEHHIO cepbl NesITeNbHOCTH Jaboparopuu,
NPUMEHEHUI0 HOBBIX TEXHOJIOTHH WM CO3JaHHIO JPYTHX BO3MOXKHOCTEH ISl YAOBIETBOPEHHS HOTpeOHOCTEH
[MaLIMEHTOB U I10JIb30BaTElIEH.

8.6 Yayumenue
8.6.1 HenpeprbiBHOE yiIy4llIeHHE

a) Jlaboparopwus T0KHA MOCTOSTHHO MOBBIMIATE A(HEKTUBHOCTh CHCTEMBI MEHEPKMEHTA,
BKJIIOYAsl TIPEAHATTUTUYCCKIE, aHATUTUYECKUE U TIOCTAaHATUTHYECKHE TIPOIECCHI, KaK YKa3aHO B
LENSIX U TOJTUTHKE.

b) JIaboparopusi 10MKHA ONPEAETUTh U BHIOpATh BO3MOKHOCTH ISl YIYUIICHUS, a TAKKE
paspaboTarh, 3aJOKyMEHTHpPOBaTh W pPeaJu30BaTh JIOObIE HEOOXOJMMBIE JIEHCTBHS.
MeponpusiTisi TIO YIy4YIICHWIO JOJDKHBI OBITh HANpaBICHBl Ha OOJACTH C HAWBBICIIUM
MIPUOPUTETOM Ha OCHOBE OIEHKH PUCKOB M BBISIBJICHHBIX BO3MOXKHOCTEH (CM. 8.5).

[Mpumeyanne - BoO3MOXHOCTM Uit yJAYYIIEHUS MOTYT OBITh OIPEJENCHbl IIyTEM OLIEHKH PpHCKOB,
UCIIONIb30BaHKS IOJMTHKK, 0030pa ONEpalMOHHBIX TNpouenyp, OOIMX Mejei, OTYETOB O BHEIIHEH OLEHKe,
pe3yJbTaToOB BHYTPEHHETO ayAuTa, >Kajlod, KOPPEKTUPYIOUIMX AEHCTBHH, aHanmnM3a CO CTOPOHBI PYKOBOJCTBA,
IpeUIOKEHUH TepcoHana, MPeIOKEHUM MM OT3hIBOB IALIMEHTOB U TOJNb30BaTeNlell, aHanu3a JaHHBIX U
pesynsTaToB 1QC.

c¢) JIaboparopwus nomKkHA OLIEHUTH d(PPEKTUBHOCTD MPEATPUHATHIX JCHCTBUM.

d) PyxoBomcTtBO maboparopuu JOJDKHO —O0ecmednTh y4yacthe JabopaTopuu B
MEPOTIPUATHIX I0 HENPEPHIBHOMY VIYUYIICHUIO, KOTOPBIE OXBATHIBAIOT COOTBETCTBYIOIIHEC
00JIaCTH U PE3yNbTaThl JICUCHUS NAIIEHTOB.

¢) PykoBoACTBO J1abOpaTopuu JAOJDKHO JOBECTH IO CBEACHHUS MEPCOHAIa CBOM TUIAHBI O
YIYYIICHUIO U COOTBETCTBYIOIINE IIETTH.

8.6.2 O0paTHas cBS3b ¢ NANMEHTAMH J1a00PaTOPHH, N0Jb30BATEJSIMU U NIEPCOHAIOM

JlaGopatopus JODKHA 3ampamiuBaTh OOPaTHYIO CBsI3b OT CBOMX IIallMEHTOB,
noJib3oBareseil u nepconana. ObpartHas cBA3b JOHKHA aHAJTU3UPOBATHCS U HCIOIB30BATHCS AJIs
YIY4YIICHUs] CUCTEMBI YIIPaBICHUS, IeSITeIbHOCTH J1a00PaTOPUU M YCIYT NS TIOJIb30BaTeNei.

JIOMOKHBI BECTHCH 3amucH 00 O0OpaTHOW CBs3M, BKIIOYAs MPEINPHUHATHIC EHCTBHS.
[lepconany noimKHA MPEOCTaBIATHCA HHDOPMAIHS O NIEHCTBUSX, IPEANPHHITHIX HA OCHOBE UX
OT3BIBOB.

8.7 HecooTBeTCTBUS M KOPPEKTUPYIOIIIUE [IeiiCTBUS
8.7.1 JleiicTBusi NPy BO3BHUKHOBEHUHU HECOOTBETCTBUS

[Ipy BO3HUKHOBEHUH HECOOTBETCTBUS JIa0OpaTOPHS JOJKHA!

a) pearupoBaTh Ha HECOOTBETCTBUE U, €CIIU IPUMEHUMO:

1) mpennpuHATh HEME/UIEHHbIE TEHCTBUS AJIsl KOHTPOJIA U yCTPaHEHHsI HECOOTBETCTBUS;

2) yCTpaHHUTh MOCIEACTBUS, YAETsAs 0c000e BHUMaHKME OE30MacHOCTH MallMeHTa, BKII0Yast
nepenavdy HHGOpPMaIMK COOTBETCTBYIOIIEMY JIUITY.

b) Onpenenuth NpuIrHY(bI) HECOOTBETCTBHSI.
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¢) OueHuTh HEOOXOAMMOCTh KOPPEKTUPYIOUIMX HCHCTBHM JUIsl yCTpaHEHHUS MPUUYHHBI
(IpUYMH) HECOOTBETCTBHUSI, YTOOBI YMEHBIIUTh BEPOSTHOCTh MIOBTOPEHUS WJIM BOSHUKHOBEHHUS B
IPYTUX MECTax, IMyTeM:

1) paccMoTpeHus 1 aHAJIM3a HECOOTBETCTBUS;

2) BBISBIICHUS, €CTh JIU MOAOOHBIE HECOOTBETCTBUS WM MOIJIM Obl OHU MOTEHLHUAIHHO
IIPOU30MTH,

3) OILICHKM TOTEHIMAIBHOTO pPHCKa (PUCKOB) W TOCIEACTBUH, €CIM HECOOTBETCTBHE
MIOBTOPUTCHL.

d) ocymecTBienus 100010 HEOOXOAMMOTO TCUCTBHUS.

€) aHanmu3a M OleHKU Y((HEKTUBHOCTH BCEX MPEINPUHITHIX KOPPEKTHPYIOMIHUX ACHCTBUMN,

f) OOHOBNIEHUS PUCKOB U BOBMOYKHOCTEH IS YIIYUIICHHS, IO Mepe HEOOXOIUMOCTH.

g) BHeceHust n3MEHEHUH B CUCTEMY MEHEIKMEHTA, €CIIH 3TO HE0OXO0AUMO.

8.7.2 D¢ peKTHBHOCTH KOPPEKTHPYIOIIUX JAeHCTBHIT

Koppektupyromue AecTBHUS MOJDKHBI COOTBETCTBOBATH TOCITEACTBUSIM OOHAPYKEHHBIX
HECOOTBETCTBUM U YCTPAHATDH BHISIBJICHHYIO IPUUUHY (IPUUUHBI).

8.7.3 3anmcu 0 HECOOTBETCTBUAX U KOPPEKTHPYIOIIUX JAeHCTBUAX

JlaGopaTopus JOKHA COXPaHSTh 3allMCH B Ka4ECTBE 10Ka3aTeNbCTBA

a) XapakTepa HECOOTBETCTBHM, MNPHUYUHBI (MPUUMH) U JHOOBIX  MOCITEIYIOIIUX
MPEINPUHSTHIX IEUCTBUH, U

b) ouleHkH 3PHEKTUBHOCTH JTHOOBIX KOPPEKTHPYIOUINX ACHCTBHIA.

8.8 OuennBanue
8.8.1 O01ue moJ1oxxeHus

Jlaboparopust HmODKHA TPOBOAWTH OLEHKY dYepe3 3aIlUIAaHUPOBAHHBIE TPOMEKYTKH
BpPEMEHH, YTOOBI MPOJEMOHCTPUPOBATh, YTO YIPABJICHUE, MOAJCPKKA M MpPEeaHATUTHYECKUE,
AHAIIUTUYCCKUC W MOCTAHAJIUTHUYCCKUC MPOLCCCHI YAOBJICTBOPAKOT HYXIaM H Tpe6OBaHI/I}IM
MalMEeHTOB U TIOJIh30BaTeNCH J1ab0paTopuu, a TakkKe OO0ECIeYUTh COOTBETCTBHE TPEOOBAHUSIM
HACTOSIIETO CTaHaPTA.

8.8.2 Iloka3zaTenu KayecTBa

[Tporiecc MoHUTOpHMHTA TIOKa3aTenel kadectBa [cM. 5.5 d)] momkeH OBITH CIUTAHUPOBAH,
4YTO BKJIKOYACT YCTAHOBJICHUC I.[e.]’[eﬁ, MCTOHOJIOTUH, HUHTCPHPCTALUU, OFpaHI/I‘-IeHI/II\/'I, IJIaHa
NCWCTBUH H  TPOJOIDKUTEIBHOCTH MOHUTOpPHHTA. [loKazaTenu JOJDKHBI —TMEPHOANYCCKH
nepeCcMaTpuBaThCA AJIA OGGCHG‘-IGHI/IH ux ;[aaneI‘/'ILuero COOTBCTCTBUA.

8.8.3 BHyTpeHHHe ayauThI

8.8.3.1 JlaGoparopusi noHKHA MPOBOAMTH BHYTPEHHHUE AayIUTHI Yepe3 3alUIaHUPOBAHHBIC
WHTEPBAIBI IS TOTYyICHUS MHPOPMAIIUU O TOM, SBIISICTCS JIH CUCTEMa MCHEDKMEHTA:

a) COOTBETCTBYIOIICH COOCTBEHHBIM TpeboBaHUsAM JTabOpaTopuud K CBOCH cHCTEME
MEHE[)KMEHTA, B TOM YHCJIE JTa0OpaTOPHOU NesTeTbHOCTH,

b) cooTBeTcTBYIOIICH TPEOOBAHUSIM HACTOAIIETO CTAHIAPTA; U

b) pe3yapTaTUBHO BHEIPEHHOM M peaTnu3yeMoil.
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8.8.3.2 JlaGoparopus noimkHa MJIAaHUPOBATh, pa3pabaThIBaTh, BHEAPATh U PEATU30BHIBAThH
pOrpaMMy BHYTPEHHETO ayAHUTa, BKIIOUAs:

a) IPUOPHUTET OTIACTCS PUCKY JUTSI TAIIUEHTOB OT JJa0OPaTOPHOH IEATEILHOCTH;

b) rpaduk, ydHTHIBAIONIMI BBIIBICHHBICE PHCKH; pE3YJIbTAaThl BHEUNIHUX OICHOK U
NPEBIAYIINX BHYTPEHHUX ayIAWTOB; BOSHHKHOBEHHE HECOOTBETCTBHM, WHIMICHTOB M JKAJIO0;
W3MEHEHUS, BIVSIONINE Ha IeITeIbHOCTD J1ab0paTopuu;

C) OTIpeieIeHHBIC TIe]TN, KPUTEPUHU B 00bEeM ayIuTa I KaXI0To ayIuTa;

d) BBIOOp ayauTOpOB, KOTOpBIE OOYYEHbI, KBATU(UIMPOBAHBI M  YIOJIHOMOYEHBI
OLICHUBATh PE3yJbTATUBHOCTh CHUCTEMbl MEHEKMEHTa J1abopaToOpHH U, €CIH TIO3BOJISIOT
pecypchl, He3aBUCUMBI OT JIETEIbHOCTH, TOJIekKAIEeH ayIuTy;

e) obecnieyeHrne OOBEKTUBHOCTH M OECIIPUCTPACTHOCTH TpoIiecca ayanTa;

f) rapanTHU TOTO, YTO PE3yAbTATHI AYAUTOB MEPEJaHbl COOTBETCTBYIOLIEMY IIEPCOHAITY;

g€) HEOOXOIUMYIO KOPPEKIMI0 M KOPPEKTUPYIONIUE JEeUCTBUS 0O€3 HEeOompaBIaHHBIX
3aJiepKeK,

h) xpaHeHue 3ammceil B KadecTBE JOKA3aTelIbCTBA BBIOJHEHHS TPOTPAMMBI ayIHWTa H
PE3yNbTATOB ayauTa.

[Ipumedanue - ISO 19011 coaepKUT pyKOBOJCTBO IO ayJAUTY CUCTEM MEHEPKMEHTA.
8.9 AHa;m3 co CTOPOHBI PYKOBOJACTBA
8.9.1 O6mme mos10KeHNUsE

PykoBonmcTtBo nmaboparopum  JOMKHO — aHANU3UPOBATH CUCTEMY MEHEDKMEHTa C
3aIJIAaHUPOBAHHOM TEPUOAMYHOCTBIO, 4YTOOBI O00ECHEYUTh €€ MOCTOSHHYIO MPHUTOJAHOCTD,
aJICKBaTHOCTb M PE3yJbTaTUBHOCTb, BKJIIOYAs 3asBJICHHBIC TMOJUTHUKA M IEJIM, CBSI3aHHBIE C
BBITIOJTHEHHEM TpeOOBaHUI HACTOSIIETO CTaHapTa.

8.9.2 Bxoauble 1aHHbBIE JJIS AHAJIN3A

BxomHble naHHBIC IS aHAJIM3a CO CTOPOHBI PYKOBOJCTBA JIOJKHBI PETUCTPUPOBATHCS H
BKJIKOYATh OLICHKY, [10 KpalHEW Mepe, CIEAYIOLIETO:

a) cTaTyc JEHCTBHIA 1O pe3ysbTaTaM MPEAbIIyIUX aHaJIH30B CO CTOPOHBI PYKOBOJICTBA,
BHYTPEHHHE M BHEUIHHE M3MEHEHHS B CHCTEME MEHEKMEHTAa, U3MEHEHHs B 0ObeMe M THUIle
1a00paTOPHOH IEATETFHOCTH U JOCTATOYHOCTh PECYPCOB;

b) nocTkeHue Lenel 1 COOTBETCTBUE MOJIUTUKU U IPOLIEAYD;

C) pe3yibTaThl IMOCIEAHUX OIICHOK, MOHHUTOPUHT TIpoIecca C  HCIOJIb30BaHHEM
MoKasarejel KadecTBa, BHYTPEHHHE AayauThl, aHaJIN3 HECOOTBETCTBUN, KOPPEKTHPYIOIINE
JCWCTBUS, OIICHKH BHEIITHUX OPTaHOB;

d) OT3BIBHI ¥ Ka100BI MAITUEHTOB, MOJIL30BATENICH U TIEPCOHAIIA;

€) TapaHTHUs Ka4eCTBa IOCTOBEPHOCTH PE3yIbTATa;

f) >pdexTUBHOCTh TOOBIX BHEAPEHHBIX YAYYIIEHUH M JEHCTBUH, MPENIPUHATBHIX IS
YCTpaHEHUS! PUCKOB M BO3MOYKHOCTEH IS yydIlICHUS;

g) paboTa BHEUTHUX MMOCTABIIUKOB,

h) pe3yibpTaThl y4acTus B mporpaMmmax MexJ1adopaTOpHBIX CPaBHEHUH;

1) ouenka aesrenbHocT POCT;

J) Apyrue COOTBETCTBYIOIIHME (DAKTOPHI, TaKHE KAaK MEPONPHUATHS 1O MOHHTOPUHTY H
oOyueHue.
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8.9.3 Buixoannlie 1aHHbBIE aHAJN3A

BbIxogHBIME JaHHBIMM W3 aHaJl3a CO CTOPOHBI PYKOBOJCTBAa JOJDKHBI OBITH 3aluCh
peLICHUN U ACUCTBUM, OTHOCSAIIUXCS KAK MUHUMYM K:

a) 9 PEeKTUBHOCTH CUCTEMBI MEHEXKMEHTA U €€ TIPOIIECCOB;

b) ynydmieHuIo NeSATENTbHOCTH J1a0OpaTOpUH, CBSI3aHHOM C BBINOJHEHHEM TPeOOBaHUI
HACTOSILEro CTaH1apTa;

C) IPEJOCTaBIICHUIO HEOOXOIUMBIX PECYPCOB;

d) ynydmiennto o6cy>)KMBaHUS MMAIIUEHTOB U MTOJIH30BATENICH;

¢) 10001 HeOOXOAMMOCTH H3MCHCHHUI.

PykoBoacTBo mabGopaTopum MOMKHO OOECNEYUTh, YTOOBI JCHCTBHUS, BBITCKAIOIINE W3
aHaJlM3a cO CTOPOHBI PYKOBOJCTBA, OBLIIN 3aBEPILICHBI B YCTAHOBJICHHBIE CPOKH.

BoiBonbl M 1eiicTBHS, BBITEKAIOIIUME M3 aHAIU3a CO CTOPOHBI PYKOBOJCTBA, OJIKHBI
JIOBOJIUTHCS JI0 CBEACHHUS TIEpCOHAIa JIabopaTopuu.
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Ipuiaoxenne A
(unghopmayuonmoe)

JdonoJHuTe/bHbIE TPeOOBAHUSA K HCCIeT0BAHUIO IO MecTy Jedyenusi (POCT)
A.1 O0uue mo10:KeHUst

B HacTosimeM npuiioKeHUH OMUCHIBAIOTCS JOMOHUTEIbHBIE TPEOOBAHUS, TPEIBSIBISIEMbIC
Kk jabopatopuu 1o mpoeacHuio POCT, KOTOpble OTIMYAOTCS WJIM JOMOJHSIOT T, YTO
W3JI0’KEHBI B OCHOBHOM TEKCTE. DTH TPEOOBAHMS ONPEACTSIOT 00s13aHHOCTH JabopaTropuu mepen
OpTraHU3alMsIMH, OTICIAMH M WX IEPCOHAJIOM B OTHOIICHHH BHIOOpA YCTPOWMCTB, OOYYCHHUS
nepcoHana, o0ecrevyeHns KauecTBa u ynpasiieHus BceM nporeccom POCT.

CamorecTHpoBaHUE TAIMEHTa 3/IeCh HE OOCYKIAeTCs, HO DJIEMEHTHI ATOr0 JOKYMEHTa
MOTYT OBITH IPUMEHEHBI U K CAMOTECTHPOBAHUIO.

IMpumevanne 1 - ISO/TS 22583 comepXUT PYKOBOACTBO MJIsi YCIYT, HE CBS3aHHBIX C J1abOpaTOpHOI
TOIEPIKKOMN.

[Mpumeuanue 2 - ISO 15190 u ISO 22367 comepkat pyKOBOACTBO IO acHeKTaM 0€30I1acCHOCTH U PHUCKa NPHU
nposeaenun POCT.

A.2 Ynpasaenue POCT

PyKOBO,Z[CTBO opraHu3anuu HECET OTBCTCTBCHHOCTbH 3a OGGCHG‘-IGHI/IG HaJIn4us
COOTBETCTBYIOIIMX MPOIECCOB KOHTPOJIA 32 TOYHOCTHIO M KauecTBOM npoBoauMbix POCT.

CepBHCHBIE cOTTAlICHUs] MEXIYy JjJabopaTopHell M BCEMHU MECTaMHM, IMOJAJCPKHBACMbIe
naboparopueit U ucnoiaszytomumu POCT, D0MmKHBI TapaHTHPOBATh, YTO COOTBETCTBYIOIIHE
06}I3aHHOCTI/I U TMMOJIHOMOYHSA BHYTPU OpraHu3alvu ONpCACJICHbBI W JOBCACHBI OO CBCACHHA
WCIIOJTHUTEINEH.

OTH cornameHus JOJDKHBI MMCTh KIIMHHUYCCKOC M, I'A€ 3TO HGOGXO,Z[I/IMO, q)HHaHCOBOG
0J100peHue.

OTH cornameHuss 00 OKa3aHWU YCIYr JOJDKHBI 3aKJII0YaThCsl C OTAENAaMH, KOTOpbIE
ucnonb3ytoT POCT, u MOTYT ynpaBisITCS TPYIIIONH MEAWIIMHCKUX PAOOTHUKOB (Hampumep,
MCIUITUHCKUM KOHCYJIbTaTUBHBIM KOMI/ITGTOM).

A.3 IIporpamMa rapaHTHu KauecTBa

Jlaboparopusi 1oMKHA HAa3HAYUTH JIMIO C COOTBETCTBYIOIIECH MOJITOTOBKON M OIBITOM,
orBeTcTBeHHOE 3a KadecTBO POCT, 4To BKIIOYAET MPOBEPKY M COOTBETCTBHE TPEOOBAHUSIM
HACTOSILEr0 CTaHAapTa B yacTy, kacaromericss POCT.

A.4 IIporpamma o0y4eHust

s ynpaBieHuss OOydyeHHEM U OIEHKON KOMIIETEHTHOCTH IMEPCOHANA, BBITOIHSIOIIETO
POCT, nomxHO ObITh HA3HAYEHO JIUIIO C COOTBETCTBYIOMIEH MOATOTOBKON U OIIBITOM.

WHCcTpyKTOp AOIDKEH pa3paboTaTh, BHEAPUTh U TMOAJIEPKUBATh COOTBETCTBYIOIIYIO
MPOrpaMMy TEOPETUYECKON U MPAKTUYECKON MOArOTOBKH i Becero nepconana POCT.
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IIpuio:xkenue B
(unghopmayuonmoe)

CpaBaenue me:xay [SO 9001 1 HacTOSIIIUM CTAHAAPTOM

ISO 9001 sBnsieTcs yacThIO ceMelicTBa CTaHAAPTOB 110 yIpasieHuto kadectsoM ISO 9000
U yCTaHaBJIMBAET TpeOOBaHMs K CHCTEME MEHEKMEHTa kauecTBa. Tabnuna B.1 mmmoctpupyer
KOHLENTYyaJIbHYIO0 B3aUMOCBSI3b MEX 1y HacTosuM cranaaptom u [SO 9001.

@dopmMaT M3AAHUSA HACTOSILEr0 CTaHAapTa B OoJblICH cTeneHW HamoMuHaeT ¢opmar
ISO/IEC 17025, KOTOpBbIi UCTIONB3YyeTCA B KaYeCTBE MOJAEIH JJISl CTPYKTYPBI 3TOTO CTaHAapTa C
KOHKPETHOW KOPPEKTUPOBKOW I MEIUIIMHCKUX Jiaboparopuii. B Tabmume B.2 mokazano
CpPaBHEHHE MEXy 3TUMHU JABYMsI CTaHIapTaMHu.

Ta6anna B.1 — CpaBaenue mexny ISO 9001 n HacTOSIIMM CTAHAAPTOM

ISO 9001 Hacrosmuii crangapt
1 O6nacTb MpUMEHEHHS 1 O6nacTb MpUMEHEHHS
2. HopmaTuBHBIE CCBUIKU 2 HopMmaTuBHBIE CCHIIIKH
3 TepMmuHbI U onpeACIICHUS 3 TepMuHBbI U onIpeACIICHUS
4 Cpena opranu3anuu 4 Ob6mue TpedoBaHUs
4.1 TlonuMaHure opraHu3aluy U €€ CPeIbl 4.1 bectipucTpacTHOCTh

4.2 Tlonnmanue moTpeOHOCTEH W OxujaHui -|4.2 KondumeHunaaisHOCTh
3aMHTEPECOBAHHBIX CTOPOH 4.2.1 Yupasnenue nnpopmanueit
4.3 Omnpenenennie obnactu  npumeHeHus [4.2.2 PackpeiTue nnGopManum
CUCTEMbI MEHEPKMEHTa KauecTBa

4.4 CucremMa MeEHEIKMEHTA KauyecTBa U €€ 4.2.3 OTBETCTBEHHOCTD NIEpCOHAlA

4.3 TpeboBaHUS K MallUEHTaM

MpoHeceh! 5.1 FOpuanueckoe nuio
8 TpeOoBaHMsI CCTEMbI MEHE)KMEHTA
8.1 Obmue TpedboBaHMs
8.1.1 Obume monox)eHUs

5 JIunepctBo 5 TpeGoBaHus K CTPYKTYpE U YIIPABICHUIO

5.1 JIupepcTBO M IPUBEPIKEHHOCTD 5.2 PykoBoauTenb 1abopaTopuu

5.1.1 OOuue moyoKeHus 5.2.1 KomnerenTHOCTH PYKOBOAUTEIIS
nabopaTtopuu

5.1.2 OpueHTtanus Ha MOTpeOUTENCH 5.2.2 OTBETCTBEHHOCTh PYKOBOJIUTEIA
nabopaTtopuu

5.2 Tlonmutuka 5.2.3 JlenerupoBanue 00s13aHHOCTEH

5.2.1 Pa3pabotka mnonutukun B obOmactu|5.3 JlabopaTopHas neaTenTbHOCTh

KauecTBa

5.2.2 Pacnpoctpanenne uHpopManmu  0|5.3.1 OOIME MOTOKEHHS
MOJINTUKE B 00JIaCTH KavyecTBa
5.3 OyHKIMH, OTBETCTBEHHOCTH U TTosTHOMOYHsI |5.3.2 CooTBETCTBUE TPEOOBAHUSIM

B OpraHu3anuu 5.3.3 KoHCynbTallMOHHAs AEATEIbHOCTD
5.4 CtpyKTypa U MOJTHOMOYUS

5.4.1 O6mue nonoxXeHus

5.4.2 MeHemKMEHT KauecTBa
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IIpoodonscenue mabauyvr B. 1

ISO 9001

Hacrosimmii cranmgapt

6 IInanupoBanue

6.1 JleiicTBUsT B OTHOUIEHWH PHUCKOB HU
BO3MOXHOCTEH

6.2 llemm B oOmactm KadecTBa U
MJIAaHUPOBAHUE UX JOCTHIKEHUS

6.3 [ImanupoBaHue U3MEHEHUI

8.5 JleiicTBus Il YCTPAHEHHS] PUCKOB U BO3MOKHOCTEH
IUIS. COBEPLICHCTBOBAHMUS

8.5.1 DBriBaeHHE PpPHUCKOB U
yIIyqIlIeHuUs

BO3MOKHOCTEN  JUIA

8.5.2 JlelicTBHSI B OTHOILIEHHH PUCKOB M BO3MOXXHOCTEH
JUTSL YITY9IISCHUS

5.5 Lenu u moauTHKA

5.6 YopasieHue puckaMu

7.8 IInanupoBanue OecniepeOOHOTO (PYyHKIMOHUPOBAHUS
B YpE3BBIYAITHBIX CUTYAIUSIX

7 CpenctBa obecniedeHUs

7.1 Pecypchl

7.1.1 OOmme monoKeHus
7.1.2 UenoBeueckue pecypchl

7.1.3 Uadpactpykrypa

7.1.4 Cpena nns (GyHKIIMOHUPOBAHHS
MPOLIECCOB
7.1.5 Pecypcsl
U3MEPECHUMN
7.1.6 ba3za 3HaHUi OpraHu3anuu

AJd  MOHHUTOpHUHIa H

6 TpeGoBaHus K pecypcam

6.1 OOmIue MoI0XKEHNA

6.2 Ilepconan

6.2.1 O6mue noaoxeHus

6.2.2 TpeboBaHUs K KOMIIETEHTHOCTH

6.2.3 ITonmroMoOuns

6.2.4 HemnpepsiBHOe o00pa3oBaHWEe W  TOBBIIICHUE

KBaJTM(DUKAITAH

6.2.5 JlokyMeHTBI KapOBOI0 y4yeTa

6.3 ITomernieHns U yCTIOBHUS OKPYKAIOIICH CPEeIbI
6.3.1 O0mue nonoxxeHus

6.3.2 KoHTpoib 32 TOMEIICHUSIMU

6.3.3 Ckiiaackue nmoMeneHus

6.3.4 CnyxeOHbIEC TOMEIIEHUS

6.3.5 TlomemeHus amst B3sITHSI P00

7.2 KoMIIETEHTHOCTE

6.2.2 TpeboBaHUs K KOMIIETCHTHOCTH

7.3 OcBe1OMJIEHHOCTE

8.1.3 OcBe1OMIIEHHOCTE O CUCTEME MEHEKMEHTA

7.4 KomMyHUKauu

7.6 YrpaBieHue faHHBIMHA U UH(pOpMaIuen

7.6.1 O01mue noIoKeHus

7.6.2 IlomHoMouuss W OTBETCTBEHHOCTh B o0O0JacTu
ynpaBieHus: HHpopmaruei

7.6.3 Ynpasienne nHGOPMAIIMOHHBIMA CHCTEMaMU

7.6.4 IInanupoBaHue MpPU IPOCTOAX

7.6.5 BHenHee ynpaBlieHHE
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IIpoodonscenue mabauyvr B. 1

7.5.1 Obuue cBeneHus

7.5.2 Co3ganue 1 OOHOBIIEHUE
7.5.3 VYmpasnenue
JIOKYMEHTHUPOBAHHOM
uHpopmanuei

ISO 9001 Hacrosiiumii ctangapt
7.5 JoxymenTupoBaHHasi 8.2 JIokyMeHTalus CUCTEMbl MEHEIKMEHTA
nHpopManus 8.2.1 OGrImre moJ0XKEeHUS

8.2.2 KoMneTeHTHOCTh U KaueCTBO

8.2.3 JlokazaTenbCTBO MPUBEPKEHHOCTH
8.2.4 JloxymeHTanus

8.2.5 Jloctym nepconana

8.3 KoHTpOJIb JOKYMEHTOB CUCTEMbI MEHEIKMEHTA
8.3.1 Obmue monoxKeHUs

8.3.2 KOHTpOob JOKYMEHTOB

8.4 Kontpoms 3anuceit

8.4.1 Co3ganue 3amnucen

8.4.2 U3menenue 3anuceit

8.4.3 XpaHeHue 3anvceu

8 OnepalmoHHast AeSITEIbHOCTD
8.1 IlnanupoBaHue U KOHTPOIb
ESITENLHOCTHA

6.4 O6opynoBaHue

6.4.1 O6mue noIoxKeHus

6.4.2 TpeboBaHust K 000PYIOBAHHIO

6.4.3 Ilponienypa nmpuemMKu 000pyIOBaHUS

6.4.4 UHCTpYKIIHS TI0 SKCIUTyaTaIlluu 000py10BaHUS

6.4.5 TexHuyeckoe 00CITyKMBaHHE U PEMOHT 000PYAOBaHUS
6.4.6 OtueTHOCTH 0 cO0OEe 00OPYIOBaAHUS
6.4.7 3anucu 1o 060pyAOBaHUIO

6.5 KammOpoBka o000pynoOBaHHS U
MIPOCIICKUBAEMOCTh

6.5.1 Obuue nonoxeHus

6.5.2 KanubpoBka 060pynoBaHus

6.5.3 Metposnoruyeckas TNPOCICKHBAEMOCTh PE3YJIHTATOB
U3MEPEHUN

METpPOJIOrn4ccKasi

8.2 TpebGoBaHus K NPOAYKIHH H

yclyram
8.2.1 KommyHnukanus C
norpeduTenemM

8.2.2 Ompenenenue TpeOOBaHUN K
NPOAYKIUHU U YCIyram
8.2.3 Amnamu3z TpeboBaHHMH K
HNPOAYKIUH U YCIyram
8.2.4 W3meHenus TpeOOBaHHMI K
HNPOAYKIUHU U YCIyram
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6.6 PeareHThI 1 pacXoIHbIC MaTEPUATIBI

6.6.1 O61ue MmoNoXXeHus

6.6.2 PeareHThI ¥ pacxoaHbIe MaTepHabl - [Ipuem u xpaHeHue
6.6.3 PearenTel u pacxogHble Marepuaiabl - [Ipuemounsle
UCTIBITAHUS

6.6.4 PeareHTbl M pacxOQHble MaTepuaibl — YIpaBICHHE
3aracamu

6.6.5 PearenTsl u pacxoaHsle MaTepuanbl - MHCTpykuMM 1O
IIPUMEHEHHIO

6.6.6 PeareHThl M pacxoaHble Marepuaiabl - M3Bemenue o
HEOIaronpusTHOM COOBITHH

6.6.7 PeakTuBBI M pacXOJHbIE MaTepUabl — 3alIUCH
6.8 ToBappl ®  yCAOyrd, TIOCTaBIISIEMBIC
MOCTaBIIMKAMU

6.8.1 O61mue nonoxxeHus

6.8.2 BciomorarenbHble 1a00paTOPUH U KOHCYJIbTaHTHI

BHCITHUMH

6.8.3 IIpoBepka u 0100peHNE BHEITHUX MMOCTABIIUKOB M YCIYT
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IIpoodonscenue mabauyvr B. 1

ISO 9001

Hacrosiiumii ctangapt

8.3 Pazpabotrka wu

MPOJYKTOB U YCIIYT
8.3.1 O0wue monoXKeHus

pa3BuUTHE

8.3.2 IInanupoBanue
MIPOCKTUPOBAHUS U pa3pabOTKH
8.3.3 HUcxoaguble pgaHHBIE 7S
MIPOCKTUPOBAHUS U pa3pabOTKH
8.3.4 Kontposb 3a
IPOCKTHPOBAHUEM H Pa3pabOTKOM
8.3.5 Brixoansie JIaHHbBIC
MIPOCKTUPOBAHUS U pa3pabOTKH
8.3.6 N3menenus B

NIPOCKTHUPOBAHUU U pa3padoTKe

7 TpeGoBaHus K mpolieccam HCCIeI0BaHUN

7.1 O61mue non0KeHus
7.2 IlpeaHanuTHYECKNE IPOLECCHI

7.2.1 O01He MoJI0KEHUS
7.2.2  JlabopaTtopHas

I10JIB30BATENIECH
7.2.3 3asBKa Ha 1a00OpATOPHBIE UCCIIEIOBAHUS

uHbopMalusg IS TAlUEeHTOB W

7.2.3.1 O0LMe MOJI0KEHUS

7.2.3.2 YcTHBIE 3asBKU
7.2.4 C60p nepBUYHBIX MTPOO 1 0OpaIeHne ¢ HUMH
7.2.4.1 O0mMe moJI0KEHUS

7.2.4.2 Nudopmauus Mo MEpONPUATHSAM, TMPEAIIECTBYIOIUX
coopy o0pasioB
7.2.4.3 Cornacue nanueHTa

7.2.4.4 NUHCcTpyKIIMHU 110 COOPY 00pa3IoB

7.2.5 TpancriopTupoBKa 00pa3iioB

7.2.6 Tlomydenue mpoo

7.2.6.1 IIpouenypa moaydeHus mpoo

7.2.6.2 UckiroveHus pu nprueMe mpoo

7.2.7 llpeananutuueckas o0paboTKa, MOATOTOBKA U

XpaHeHue
7.2.7.1 3amura npoo
7.2.7.2 Kputepuum i 3ampocoB  Ha  MPOBEICHHE
JOIIOJIHUTCIBHOI'O UCCIICA0OBAaHUA
7.2.7.3 CTabuibHOCTB TTPOOBI

8.4 Kontposnb po1ieccoB,|6.7 CepBUCHBIE COTIIALICHUS

MPOJYKTOB, MOCTAaBIISIEMBIX

BHCIHIHUMMU ITOCTaBIIUKaAaMH

U yciayramu 6.8 ToBappl u  ycayru, TIOCTaBisieMble  BHEIIHHUMH

8.4.1 OOwue mMoJI0KEHNA
8.4.2 Bun u creneHb KOHTPOJIS

8.4.3 Mnadopmanms sl BHEUTHUX
IIOCTaBIIINKOB

IIoCTaBIIUKaMHnu
6.8.1 OO01re monoKeHus

6.8.2 BcnomorarenpHbIe 1a00paTOPUH M KOHCYJIbTAHTHI

6.8.3 IIpoBepka u 0100peHNE BHEITHUX MMOCTABIIUKOB M YCIYT
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Hacrosiiumii ctangapt

8.5 Ilpou3BOACTBO U OKa3aHUE
yeayr

8.5.1 Kontponp mnpousBoiacTa u
OKa3aHHs yCIyT

8.5.2 Wnentudukanus u
HPOCIEKUBAEMOCTD
853 Nmymectso,

MNpuHAJICKAICC KIMUCHTAM HJIN
BHCITHUM
IMoCTaBIIMKaM

8.5.4 CoxpaHeHue

8.5.5 JlesTenbHOCTD
MOCTaBKH

8.5.6 KoHTposIb U3BMEHEHH T

IIoCJIC

7.3 Ilpoueccsl ucciaeaoBaHus
7.3.1 O01mue noaoxKeHus
7.3.2 Bepudukanus METOI0B UCCIIECAOBAHUS

7.3.3 Banumgaiiist METOIOB UCCIIEJOBAHUA

7.3.5 buonorudeckne pedepeHCHbIE HHTEPBAIBI W YPOBHH
MPUHATHA KIIMHUYCCKUX I/ICC.HGI[OBaHI/Iﬁ

7.3.6 JlokyMeHTHpOBaHWE TIPOLIETYP UCCIEAOBAHUS

7.4.2 Pabota ¢ mpoGaMu OcCIie MPOBEACHUS UCCIEIOBaAHUS

8.6  Brimyck
OKa3aHue ycinyr

NPONYKIIMH |

7.4 TlocTaHaTUTUYECKUE MTPOLECCHI

7.4.1 OTueTsl 0 pe3ynbTaTax

7.4.1.1 OGmiue noyoKeHus

7.4.1.2 AHanu3 U BblJa4a Pe3yJbTaTOB

7.4.1.3 OnoBelieHne 0 KPUTUUECKUX PE3yiIbTaTax

7.4.1.4 Ocobble peKOMEHAALMH JIJIsl OTYETa O pe3yIbTaTax
7.4.1.5 ABTOMaTuuyecKuii BRIOOD, aHATU3, BhIJIa4a M COOOIICHHE
0 pe3yJibTaTax

7.4.1.6 TpeboBaHMs K OTUYETAM

7.4.1.7 lononauTensHas nHGOpMAIHs Uit OTYETOB
7.4.1.8 KoppeKkTHUpOBKa BbIJIAHHBIX OTYETOB

9.1.1 OOune MonoKEHUI

9.1.2
noTpeduTens
9.1.3 AHanus " oreHKa

VY 10BIIETBOPEHHOCTH

8.7 KonTpons|7.5 Pabora ¢ HECOOTBETCTBUSIMHU

HECOOTBETCTBYIOIIUX  BBIXOJIHBIX

JTAHHBIX

9 Ouenka pe3yabratoB|7.3.4 OueHnBaHUE HEONPEAECICHHOCTH U3MEPEHUI
JeATEIbHOCTH

9.1 Monuropunr, usMepeHnue,|7.3.7 ObecneueHune JIOCTOBEPHOCTH pe3yJbTaToOB
aHAJIN3 U OLICHKA HCCIIEIOBAHU I

7.3.7.1 OGmue noyioXeHus
7.3.7.2 Bayrpennuit kouTpoib kadectBa (1QC)

7.3.7.3 Buemnsis onenka kadectsa (EQA)
7.3.7.4 ConnocTaBUMOCTb PE3YyJIbTaTOB UCCIEIOBAaHUN

9.2 BHyTpeHHHUI ayIuT
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8.8 OnennBanue

8.8.1 OO61HEe MONIOKEHUS
8.8.2 Iloka3arenu kayecTBa
8.8.3 Buyrpennue ayautsbl
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9.3 Ananns co
PYKOBOJICTBA
9.3.1 O0une moIoKeHus

CTOPOHBI

9.3.2 MWcxomHple maHHBIE IS
aHaJIn3a co CTOPOHBI PYKOBOJICTBA
9.3.3 BruixogHple OadHHBIE UIA
aHaJIn3a Co CTOPOHBI PYKOBOJICTBA

8.9 AHanu3 co CTOPOHBI PYKOBOJICTBA

8.9.1 OO011Me MOI0KEHUS
8.9.2 BxoaHble maHHBIE O aHAJIHN3a

8.9.3 BrixoaHbIe JaHHBIC aHAIIN3a

10 Yayumenue
10.1 OOuiue 10I0XKEHNUS

8.6 Yiyumienue

8.6.2 OOpatHas CBiI3b C
MMOJIL30BATCIISIMU U ITICPCOHATIOM

nanmueHTaMu

nabopaTopuu,

10.2 HecooTBercTBue u
KOPPEKTUPYIOIIKE IEHCTBUS

7.5 PaboTta ¢ HeCOOTBETCTBHIMU
7.7 XKanoosl

7.77.1 Ilpouecc

7.7.2 Tlonyuenue »anoObl

7.7.3 PazpernieHue xanoob

8.7 HecooTBeTcTBUA U KOPPEKTUPYIOLINE AEHCTBUS

8.7.1 JleiicTBHS TP BO3SHUKHOBEHUH HECOOTBETCTBUS

8.7.2 DPPeKTUBHOCTh KOPPEKTUPYIOIIUX JAeHCTBUI

8.7.3 3anmucu O HECOOTBETCTBUAX W KOPPEKTUPYIOUIUX

NENCTBUAX

10.3 HenpeprIBHOE yaydleHHE

8.6.1 HenpepsIBHOE yinyullleHHE
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Hacrosiimii ctangapt

1 O6nacTb MpUMEHEHHUS

1 O6nacTb MpUMEHEHHUS

2. HopMaTuBHBIE CCBUIKH

2 HopMaTuBHbBIE CCBUTKH

3 TepMUHBI U OLIPEEIIECHUS

3 TepMUHBI U OIIPEEIIECHUS

4 OO6mme TpeboBaHuUs

4 OO6mme TpedboBaHuUs

4.1 becnpucTpacTHOCTh

4.1 becnpucTpacTHOCTh

4.2 KonpuaeHInamsHOCTh

4.2 KonpuaeHumanbHOCTh

4.2.1 Ynopasnenue nHpopManmein
4.2.2 Pazrnamenue nHpopmanuu
4.2.3 OTBETCTBEHHOCTH MEPCOHAIA
4.3 TpeboBaHMsI K MAIUEHTaM

5. TpeGoBaHUs K CTPYKTYpE

5 TpeboBaHus K CTPYKTYPE U YIPABJICHHUIO
5.1 FOpuauueckoe U110
5.2 PykoBoauTenb 1abopatopuu

5.2.1 KomnereHTHOCTH PYKOBOJIUTEIIS
naboparopuun
5.2.2 OTBETCTBEHHOCTh PYKOBOJIUTEIIS
naboparopuun

5.2.3 JlenerupoBaHue 00s3aHHOCTEH
5.3 JlabopaTopHas nesTeIbHOCTh

5.3.1 O0une monoXeHus

5.3.2 CooTBeTcTBUE TPEOOBAHUIM

5.3.3 KoHCynbTalmoHHast AeSITEIbHOCTD
5.4 CTpykTypa ¥ IOJTHOMOYHUS

5.4.1 OOune monoXKeHus

5.4.2 MeHeKMEHT KayecTBa

5.5 llenu u monuTHKa

5.6 YmpaBieHue pruckaMu

6. TpeboBanms K pecypcam
6.1 O0mume monoKeHUs

6 TpeboBaHus K pecypcam
6.1 O6mMe MoI0XKEHHS

6.2 [lepconan

6.2 Ilepconan

6.2.1 O0mue noIoKeHus

6.2.2 TpeboBaHUs K KOMIIETEHTHOCTH

6.2.3 [TomHOMOYMS

6.2.4 HempeppiBHOE 00pa3oBaHUE W TOBBIIICHHE
KBTI (DUKAITIH

6.2.5 JIokyMEeHTHI KapOBOTO y4eTa

6.3 IlomenieHns U ycaoBUs OKPYKaIOIEH Cpebl
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6.3 IloMenieHus U yClIOBUSL OKPYKAIOIIEH CpeJIbl
6.3.1 OGmmue nonx0KeHus

6.3.2 KoHTpoab 32 MOMEIICHUSIMU

6.3.3 Cxiaackue NoMeLeHus

6.3.4 CiyxeOHbIC TTOMEIIECHUS

6.3.5 TlomemeHust i B3SITUS IPOO
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6.4 O6opynoBaHue

6.4 ObopynoBanue

6.4.1 OOune MoI0KEHUI

6.4.2 TpeGoBaHust kK 000pyIOBAHUIO

6.4.3 Tlponeaypa mprueMKH 000pyIOBaHHS

6.4.4 HucTpykuus o AKCIUTyaTaluu
00opyIoBaHUs
6.4.5 Texuuueckoe OOCIy)KMUBaHHE M PEMOHT
obopyoBaHus

6.4.6 OTueTHOCTH 0 cOOE 00OPYAOBAHUS
6.4.7 3anucu no 000pyOBAHUIO

6.5 Metposnoruueckas IpociaeXUBacMOCThb

6.5 Kanubposka 00opyI0BaHUs "
METPOJIOTHYECKAs MPOCICIKUBACMOCTb

6.5.1 OGmmue nonoKeHus

6.5.2 KanubpoBka o0opyaoBaHus

6.5.3 Merponoruueckass IpOCIEKUBAEMOCTb
pe3yJIbTaTOB U3MEPEHMIT

6.6 IlpogykTbl W yCIyru, IOCTaBJIIEMbIE

BHCITHUMMH ITOCTaBIIMKaMU

6.6 PeareHThl 1 pacxo/iHbIE MaTE€pHAIIb
6.6.1 OOmne MoIoKEHUI

6.6.2 PeareHTbl U pacxoJHbIE
[Ipuem u xpaneHue

6.6.3 PeareHTbl U pacxoJHbIE
[TpuemouHbIe UCTIBITAHUS

6.6.4 PeareHTbl U pacxoJHbIE
VYnpasnenue 3anacamu

6.6.5 PeareHTbl U pacxoJHbIE
HHCcTpyKIIMK 10 MPUMEHEHHIO
6.6.6 PeareHTbl U pacxoJHbIE MaTepUabl
W3Benienue o HEOIArONMPUATHOM COOBITHH
6.6.7 PeakTuBBl M pacxoJHblE MaTepHUabl
3anucu

6.7 CepBHUCHBIE COTJIALIEHUS

6.7.1 JIoroBop C Moab30BaTENIIMH J1A00PaTOPHit
6.7.2 Cornamenus ¢ noss3oBarensimu POCT

6.8 ToBapsl u yCiIyru, MOCTaBIsIEMbIE BHEIITHUMH
MOCTaBIIUKAMHU

6.8.1 O0mne moIoKeHus

MaTepHuabl

MaTepHuabl

MaTepHuabl

MaTepHuabl

6.8.2  BcnomoratenpHble  jabopaTopuu  H
KOHCYJIbTAHTBHI
6.8.3 IlpoBepka u 0m00peHHE BHEIIHUX

MOCTABIIUKOB U YCIYT

7 TexHOJIOTUYECKHUE YCI0BUS

7 TpeGoBaHus K mpolleccaM HCCIeT0BaHUN
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7.1 PaccmoTpenne  3asBoK,
IpeTI0KEHUH U KOHTPAKTOB

TCHACPHBIX

7.1 Ob1ue moIoKEHUS
7.21IpeananuTUyeCcKue MPOIECCHI

7.2.1 O01mue noaoKeHus

7.2.2  JlaGoparopHas  wH(pOpMaIus
MAIMEHTOB U TIOJIb30BaTeNIeH

7.2.3 3asBKa Ha 1a00paTOPHBIC UCCIICIOBAHUS
7.2.3.1 O01mue mooKeHUs

7.2.3.2 YcTHBIE 3a11pOChl

7.2.4 COop mepBUUHBIX TIpoO W OOpalieHue C
HUMU

7.2.4.1 OGmiue noyoKeHus
7.2.4.2  Hudopmarus
MIPEAIECTBYIOMHX COOPY
7.2.4.3 Cornacue namueHTa
7.2.4.4 Nactpykiuu 1o coopy o06pasion

7.2.5 TpancnopTHpOBKa 00pa3IoB

7.2.6 Tlomyuenue mpoo

7.2.6.1 Ilpouenypa nosydeHus mpoo

7.2.6.2 VckiroueHus mpu npuemMe mpoo

7.2.7 Ilpeananutuyeckas o6paboTKa, MOJrOTOBKA
U XpaHEeHHe

7.2.7.1 3amura npoo

7.2.77.2 Kputepuu ajisi 3aipocOB Ha MPOBEICHUE
JIOTIOTHUTEITFHOTO UCCIICTOBAHUS

7.2.7.3 CTabuibHOCTH TPOOBI

JINIE:

[0  MEpOIPUATHSIM,

7.2 Be16op, mpoBepKa U BaJIUIAIIASI METOIOB

7.3 Ilpoueccsl ucciienoBaHus

7.2.1 Bei6op u Bepudukanus MeTo10B

7.3.1 O0une monoXeHus
7.3.2 Bepudukanus METOI0B UCCIICAOBAHUS

7.2.2 Banunanus METOIOB

7.3.3 Banumanyst METOIOB UCCIIEJOBAHUI

7.3.5 buonornueckue pedepeHCHBIC WHTEPBAIBI
1 YPOBHU NMPHUHATHA KIIMHUYCCKUX peH_IeHI/Iﬁ

7.3 OT60p TIPO6

Cm. 7.2

7.4 TIpoBeieHne UCTIBITAHUHN UM KaTUOPOBKH

7.4.2 Pabora ¢ mpobaMu TocTie HCCIeT0BaHMUS

7.5 Texauueckue 3ammucu

7.2.44 e) Uncrpykmuu mo cObopy oOpasIioB
7.3.1.d) Tlpomeccet wuccnepoBanusi — OOmHMe
MOJIOKCHUS

7.4.1.8 KOppeKTHPOBKHU BbIJIAHHBIX OTYETOB

7.6 O1ieHKa HEONPEIEIIEHHOCTH U3MEPEHUI

7.3.4 OnenuBanue HEOIpEeEIEHHOCTU
M3MEPEHUI

7.7 ObecrnieueHue BATUAHOCTH PE3YIIbTATOB
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7.3.7 ObecnieueHne TOCTOBEPHOCTH PE3YJIbTATOB
HCCIEeNOBaHUN

7.3.7.1 O0G1mue moIoKeHUS

7.3.7.2 Bayrpennuit kouTpoib kauectna (I1QC)
7.3.7.3 Buemnsis onenka kadectsa (EQA)

7.3.7.4 ConocTaBUMOCTh pe3yJIbTaTOB
HCCIIEIOBAHU I
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7.8 OTueTsl 0 pe3ynbTarax

7.4 TlocTaHAIUTHYECKUE TIPOLIECCHI
7.4.1 Otuetsl 0 pe3ysbTaTax

7.4.1.1 OGmmue MoJIoKEeHUS
7.4.1.2 Ananu3 u BbIja4ya pe3ysibTaTOB

7.4.1.5 ABTOMaTHUECKUH BBIOOpP, aHAIN3, BhIJa4Ya
U COOOIIIEHHUE O pe3yabTaTax

7.8.1 OO0mme monoKeHus

7.4.1.1 O01mMe noJI0KEHUS

7.8.2 OO6mme TpeboBaHuss K oruetaM (00
UCIIBITAaHUSX, KATHOPOBKE WIIH OTOOPE MPoO)

7.8.3 OcoOble TpeOOBaHUS K MPOTOKOJIAM
HCTIBITAHU N
7.8.4 OcobObie TpeOoBaHHMs K cepTUdUKATAM
KaTMOpOBKU
7.8.5 OtuetHocTh 00 o0TOOpEe MPoO — OCOOBIC
TpeOoBaHUS

7.8.6 OTYETHI O COOTBETCTBHH
7.8.7 IlpencraBineHre MHEHUN U MHTEpIpETaluil

7.8.8 TlonpaBku Kk oTyeTam

7.4.1.6 TpeboBaHMs K OTYETAM

7.4.1.77 ononnurenbHass uHDOpMamms IS
OTYETOB

74.1.3 Onosemenue 0 KPUTHYECKHUX
pe3ynbTarax

7.4.1.4 OcoOble peKOMEHIAIMU IS OT4eTa O
pe3ynbTarax

7.4.1.8 KOppeKTUPOBKHU BbIJAHHBIX OTYETOB

7.9 JKanoOsl

7.7 XKanobsr

7.7.1 Tlpouecc

7.7.2 TlonmydeHnue xkano0bl
7.7.3 Pasperenue xano0Obl

7.10 HecooTBercTBytomas pabora

7.5 PaGora ¢ HECOOTBETCTBUSIMU

7.11  KoHTponb  ympaBlieHUS
uHpopmanuei

JaHHBbIMU n

7.6 YpaBieHue TaHHBIMA U HHPOpMaITUEH

7.6.1 O01mue nomoxKeHus

7.6.2 [lomHOMOYMS 1 OTBETCTBEHHOCTDH B 00JIaCTH
ylnpaBieHus: HHpopMaruei
7.6.3 Ynpasnenue
CUCTEMaMH

7.6.4 TlinanupoBaHUE MPU TPOCTOAX
7.6.5 BHenHee ynpaBiieHHE

WH(pOPMaAITMOHHBIMHU

7.8 [TnanupoBanue oecniepe0oitHOTO
(YHKIIMOHUPOBAHUS B YpE3BbIYANHBIX
CUTYaIHsIX

8 TpeOoBaHMs cCHCTEMbI MEHEKMEHTA

8 TpeOoBaHMs CHCTEMbI MEHEKMEHTA

8.1 BapuaHTsl

8.1 O6uue TpeGoBanus

8.1.1 OOuue mMoJI0KEHNA

8.1.1 OOmme monoKeHus

8.1.2 Bapuant A 8.1.2 BrimonHeHne  TpeOOBaHUN  CHUCTEMBI
MCHCIKMCHTA

8.1.3 Bapuant B 8.1.3 OcCBeIOMIIEHHOCTD 0 cUCTEME
MCHCIKMCHTA
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8.2 JlokymeHTamusi CHUCTeMbl MeEHemKMeHTa|8.2 JlokyMeHTalusl CUCTEMbI MEHEPKMEHTa
(BapuanT A) 8.2.1 O0mue nosoKeHus
8.2.2 KoMneTeHTHOCTh U Ka4e€CTBO
8.2.3 JlokazaTeiabCTBO MPUBEPKEHHOCTH
8.2.4 JloxymeHnTanus
8.2.5 Jloctyn nepcoHasia
8.3 KoHnTpo:s JOKYMEHTOB cucTeMsbl (8.3 KoHnTpo:s JOKYMEHTOB CHUCTEMBI
MeHexmMenTa (Bapuant A) MEHE[KMEHTa

8.3.1 Obmue nonoxxeHus
8.3.2 KOHTpOJIb JOKYMEHTOB

8.4 KonTpons 3anuceit (Bapuanrt A)

8.4 Kontpous 3anuceit
8.4.1 Co3nanue 3amuceit
8.4.2 3meHeHue 3amucei
8.4.3 XpaHenue 3anucen

8.5 JlelictTBHS B  OTHOIICHUHU
BO3MOKHOCTeH (Bapuant A)

PUCKOB H

8.5 JlelictBua 11 yCTpaHEHMsI PUCKOB H
BO3MOXHOCTEH Il COBEPILICHCTBOBAHMSI

8.5.1 BpisiBIEeHHME PUCKOB M BO3MOXHOCTEH IJis
yIy4IIeHus

8.5.2 JlelictBus B OTHOUIEHMH PHCKOB H
BO3MOXHOCTEH JUIsl yIyqIIEeHUs

8.6 Yiyumenue (Bapuant A)

8.6 Yiyumenue

8.6.1 HenpepsIBHOE yinyullleHne

8.6.2 OOparHas CBs3b C  TaIlMCHTAMHU
1ab0paTopu, MOJIH30BATEISIMHA U TIEPCOHATIOM

8.7 Koppektupytomue aeiicteus (Bapuant A)

8.7 HecooTBeTcTBUSI W  KOPPEKTHPYIOIIHNE
JEUCTBUSA

8.7.1 HevictBus npu BO3HUKHOBEHHH
HECOOTBETCTBUS

8.7.2 D¢ hHeKTUBHOCTh KOPPEKTUPYIOIINX
JEUCTBUN

8.7.3 3anucu 0 HECOOTBETCTBUAX u

KOPPEKTUPYIOIIUX NEHCTBUAX

8.8 Buyrpennnii ayaut (Bapuant A)

8.8 OnennBanue

8.8.1 OO01HE MOIOKEHUS
8.8.2 Iloka3arenu kauecTBa
8.8.3 Buyrpennue ayautsbl

8.9 AHanmu3 co cTopoHbI pykoBojacTBa (Bapuant
A)

8.9 AHanu3 co CTOPOHBI PYKOBOJICTBA
8.9.1 OO611HEe MOIOKEHUS

8.9.2 BxoaHble maHHBIE 71 aHAJN3a
8.9.3 BrixoiHbIe JaHHBIE aHAIN3a
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(unghopmayuonmoe)

CpaBHenue me:xkay [SO 15189:2012 n HacTOSIIIUM CTAHIAPTOM

Ta6aunna C.1 — CpaBaenne mexay ISO 15189:2012 n HacTOAIIMM CTAHAAPTOM

ISO 15189:2012

Hacrosimmit cranmapr

[Ipenucnosue

[Ipenucnosue

BBenenue

BBenenue

1 Ob6nacTe MpUMEHEHUS

1 Ob6nacTe MpUMEHEHUS

2 HopmaTuBHBIE CCHUIKH

2 HopMmaTuBHBIE CCHIITIKH

3 TepMmuHbI U onpeACIICHUS

3 TepMuHbI U onpeACIICHUS

4 TpeboBaHUs K yIIpaBICHUIO

4.1 OTBETCTBEHHOCTh
PYKOBOJICTBA

4.1.1 Opranuzanus

4.1.1.1 O61Ire TOI0KEHUS
4.1.1.3 DOTHyeckoe NOBEICHUE
KOH(UIEHITMATBLHOCTH B (€)].

OpraHu3aIuu

)51

[BKmIOUAET

4 O6mue TpedoBaHUs

4.1 bectipucTpacTHOCTh

4.2 KoHpuaeHIIMaTbHOCTh

4.2.1 Ynpasienne nuHpopMaruen
4.2.2 Pazrnamenue nHpopmManuu
4.2.3 OTBETCTBEHHOCTD MEPCOHAIIA

4.1.1.2 FOpuandeckoe auio

4.1.1.4 3aBenyromnuii Jabopatopuu
4.1.2 OTBETCTBEHHOCTh PYKOBOJICTBA
4.1.2.1 OGs3aTenbpCcTBA pYKOBOJICTBA

5 TpeGoBaHus K CTPYKTYpE U YIIPABICHUIO
5.1 FOpuanueckoe iuio
5.2 PykoBoauTenb 1abopaTopuu

5.2.1 KomnerentHocth PYKOBOJIMTENS
nabopaTtopuu
5.2.2 OTBETCTBEHHOCTh PYKOBOJIUTEIA
nabopaTtopuu

5.2.3 JlenerupoBanue 00s13aHHOCTEH

5.3 JIaGopaTopHas AeATeIbHOCTh

5.3.1 O6uue nonoxeHus

5.3.2 CootBercTBUE TpeOOBAHUAM

5.4.1 O6uue nonoxeHus

5.4.2 MeHe>)KMEHT KauecTBa

8.2.3 JlokazaTenbCTBO NMPUBEPKEHHOCTH

4.1.2.2 TloTpeOHOCTH TIONL30BATENCH

4.3 TpeboBaHUS K MallUEHTaM
5.3.3 KoHcynbTanuoHHas 1esTeIbHOCTh

4.1.2.3 [lonuTruka B 00JIaCTH Ka4ecTBA

5.5 Llenu u moIUTHKA

4124 lemm B oOnactu

IJTAaHUPOBAHUC

KadycCTBa

u

5.5 Llenu u moIuTHKA

4.1.2.5 OTBETCTBEHHOCTb, MOJHOMOYHS H
B3aUMOOTHOIICHUS

5.4 CTpyKTypa ¥ NOJTHOMOYHS

4.1.2.6 KommyHukamus

5.4.1 O6mue nonoxeHus b)

4.1.2.7 MeHemxep 10 KaueCTBY

5.4.2 MeHeKMEHT KauecTBa

4.2 CucreMa MEHEKMEHTA KaUeCcTBa

8 TpeOoBaHMsI CCTEMbI MEHE)KMEHTA
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4.2.1 O0mue TpeboBaHUS

8.1 Obume TpeboBaHUsS

8.1.1 OO0uue 1ooKeHUs

8.1.2 Beimonaenne TpeOoBaHUI CHCTEMbI MEHE)KMEHTA

8.1.3 OcBe 1OMIIEHHOCTE O CUCTEME MEHEIKMEHTA

4.2.2 TpeOoBaHUS K JOKYMEHTAIIUH

8.2 JlokyMeHTalusi CHCTEMbl MEHEIKMEHTA

4.2.2.1 O0LMe MOJI0KEHUS

8.2.1 O0uue 1ooKEHUs

4.2.2.2 PyKoBOZACTBO IO KAUYECTBY

[Heobs3amenvHo, Oonvuwie He A6Islemcs mpedosaHueM,
cm. 8.2.1 Ilpumeuanue]

4.3 JIoKkyMeHTOO0OpOT

8.3 KOoHTpOJIb TOKYMEHTOB CUCTEMBI MEHEKMEHTA
8.3.1 OO0mue nonoxeHust
8.3.2 KOHTpOIb JOKYMEHTOB

4.4 Cornamenust 00 OKa3aHUH YCITYT
4.4.1 3akmioueHue corjameHud 006
OKa3aHUH YCIIyT
4.4.2 Tlepecmotp
OKa3aHUH yCIyT

corlalieHul 00

6.7 CepBHUCHBIC COTTIAIIICHUS

4.5 MWccnemoBanue B pedepabHBIX
nabopaTopHsix

4.5.1 Beibop u oreHka pedeparbHBIX
naboparopuii U KOHCYTHTAHTOB

4.5.2 TlpenocraBieHue pe3yJbTaTOB
HCCJICIOBAHUI

6.8.2 BcnomorarenpHbIe 1a00paTOPUH M KOHCYJITAHThI

4.6 BHelHMe yCcIyry U TOCTaBKU

6.8 ToBapbl ®W YyCAyrd, TOCTABJISIEMbIE BHEIITHUMH
IIOCTaBHIMKaAMU
6.8.3 IlpoBepka u 0100peHNE BHEITHUX MOCTABIINKOB U

yeyr

4.7 KoHCyIbTallMOHHBIE YCIyTU

5.3.3 KoHCcynbTalluoOHHas JeATEIbHOCTh

4.8 Paspenienue xanod

7.7 XKanoosr

7.7.1 Ilpouecc

7.7.2 Tlonydenue >kanoobl
7.7.3 PasperneHue xanoobl

4.9 BrisgBnenune Hu
HECOOTBETCTBUIL

KOHTPOJIb

7.5 PabGora ¢ HECOOTBETCTBUSIMU

4.10 KoppekTtupyromiue 1eicTBUs
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8.7 HecooTBeTCTBUS U KOPPEKTUPYIOLIUE IEHCTBUS
8.7.1 JleiicTBHs TpU BOSHUKHOBEHUH HECOOTBETCTBUS
8.7.2 D PeKTUBHOCTD KOPPEKTHPYIOLIUX ACUCTBHUIMA
8.7.3 3amucu 0 HECOOTBETCTBHUSAX U KOPPEKTHPYIOIIMX
JNEUCTBUAX
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4.11 IlpeBeHTUBHBIE ACHCTBUS

8.5 JleiicTBuUs Il YCTPAHEHUSI PUCKOB U BO3MOYKHOCTEM
I YIIYYIICHUS

8.5.1 BeisiBIeHUE PHUCKOB H
YAYYILIEHUS

8.5.2 JleiicTBHS B OTHOUIEHUH PUCKOB M BO3MOKHOCTEU
I YIIYYIIECHUS

BO3MOXKHOCTEH  UIA

4.12 HenpepblBHOE yIy4dIlIEHUE

8.6 Yiyuiienue
8.6.1 HenpepsiBHOE yirydIieHre

8.6.2 OOparHas CBsI3b C MAlMEHTaMH JIabOpaTOPHH,
IMOJIb30BATCIAMU U TICPCOHAJIOM

4.13 KonTpoJib 3anuceit

8.4 KonTpoJib 3anuceit
8.4.1 Co3panue 3anuceit
8.4.2 I3MmeHeHwne 3amuceit
8.4.3 Xpanenue 3anuceit

4.14 Ouenka u ayautsl 4.14.1 O0mwme
MIOJIOKEHUS

8.8 OneHuBanue

8.8.1 OO01IHME MOJIOKEHUS
8.8.2 Iloka3aTenu kayecTBa
8.8.3 BHyTpeHHHE ayAUThI

4.14.2 [Mepuoanueckwii 0030p
3aIpOCOB, MPHUTOJHOCTH HPOLEAYp M
TpeGoBaHuit K mpodam

7.2.3 3asBKa Ha 1a00OpATOPHBIE UCCIIEIOBAHUS
7.2.3.1 O01mue moJI0KEHUS

7.2.4.1 O61ue moI0KEeHUS

7.3 Ilpouecchl Ucciea0BaHUs

7.3.1 O6mue moI0KEeHUS €)

4.14.3 Onenka
II0JIb30BATENECH
4.14.4 IlpenyioxxeHus nepcoHana

OT3bIBOB

8.6.2 OOparHasi CBsI3b C MalUMEHTaMU J1aOOpaTOpHUH,
MOJIH30BATEISIMU M IEPCOHAIOM

4.14.5 BuyTtpeHnuii ayaur

8.8.3 Buyrpennue ayauTsbl

4.14.6 YupasneHue puckamu

5.6 YnpaBieHnue puckamu

8.5 JleiicTBUs Il YCTPAHEHUSI PUCKOB U BO3MOYKHOCTEM
JUTSL yTy4IIeHUs

8.5.1 BeisiBIeHUE PHUCKOB H©
YIIy4YlIeHUs

8.5.2 JleiicTBHS B OTHOUIEHUH PUCKOB M BO3MOKHOCTEU
JUTSL YITy4YIIeHUS

BO3MOXKHOCTEH  UIA

4.14.7 Iloka3aTeau KayecTBa

5.5 Henu u monutuka d)
8.8.2 Iloka3aTenu kauecTBa

4.14.8 IIpoBepku, [IPOBOAUMBIE
BHEIIHUMU OpraHu3alysiMu

8.7 HecooTBeTCTBUS U KOPPEKTUPYIOLIUE IEHCTBUS

4.15 AHanu3 co CTOPOHBI PYKOBOJICTBA

8.9 AHanu3 co CTOPOHBI PYKOBOJICTBA

4.15.1 O61Me noJI0KeHU

8.9.1 O0uMe 1ooKEHU

4.15.2 BXxogusle qaHHBIE TSI aHAIN3a

8.9.2 BxoaHble DaHHBIE IS aHAIN3a

4.15.3 MeponpusiTus 0 aHAIU3Y

[HE yKazano |

4.15.4 BeIxoaHbIe JaHHBIE aHATIN3a

8.9.3 BrIxoaHble JaHHEIE aHAIN3a

5 Texuuueckue TpeOOBaHUS

6 TpeGoBaHus K pecypcam
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5.1 Ilepconan

5.1.1 O61ue nmonoxxeHus

5.1.2 Kpanu¢ukanus nepconana
5.1.3 JIomKHOCTHBIE UHCTPYKIIUHI

5.14 3HaKOMCTBO
OpraHU3alMOHHOU Cpelon
5.1.5 OGyuenue

nepcoHaaa C

5.1.6 OeHka KOMIETEHTHOCTH

5.1.7 Anamuz  a¢pdextuBHOCTH  pabOTHI
nepcoHana
5.1.8 HenpepsiBHoe oOpa3oBaHme u

npodeccroHaIbHOE Pa3BUTHE
5.1.9 KagpoBslii yuer

6.2 Ilepconan

6.2.1 O0mue noaoxKeHus

6.2.2 TpeboBaHHs K KOMIIETEHTHOCTH
6.2.3 IlomHOMOUMS

6.2.4 HenpepsiBHOE
IIOBBIIIICHUEC KBaJII/I(bI/IKaI_II/II/I
6.2.5 JIokyMeHTBI KaJpOBOTO y4eTa

oOpaszoBaHue "

5.2 TlomeumieHuss M YCIOBHUS OKpYXarollen
Cpensl

5.2.1 O6mue nonoxxeHus

5.2.2 JlabopaTopHble U OPUCHBIC TTOMEIIECHHUS
5.2.3 Xpanunuuia

5.2.4 TloMemenus jisi mepcoHana

5.2.5 [TlomemeHust [y B3SATHS 1pod Yy
MaleHTOB
5.2.6 TexHnueckoe o0CITy>)KUBaHHE

MMOMEIIICHUH U YCIOBUSI OKPYXKAIOIICH Cpeabl

6.3 IloMemeHuss W YCIOBHUS OKpY’Karolen
CpeIbI

6.3.1 O01uue Mmoa0KeHUs

6.3.3 Cxianckue IIOMeNeHNs

6.3.4 CnyxeOHbIE TOMEIICHUS

6.3.5 Ilomemenus 15t B3STUS TTPOO

6.3.2 KoHTpoib 32 TOMEIICHUSIMU

5.3 JIabopaTopHoe 000pyOBaHHE, PEaKTUBBI U
PAcXO/HbIC MaTePHAIIBI

6.4 OOopynoBanue u 6.6 PeareHtsl u

pacxoJHble MaTepUaIIbl

5.3.1 O6opynoBanue
5.3.1.1 OOume HoI0XKEHUS

5.3.1.2 [IpuemouHnble WCTIBITAHUS
obopynoBaHus
5.3.1.3  HHCTpyKUMsT 1O  NPUMEHEHUIO
obopynoBaHus
5.3.1.4 KamuOpoBka  00OpyJOBaHHS W

METPOJIOTHYECKast TPOCIEKUBAEMOCTh
5.3.1.5 Texaudeckoe 0OCITy>XMBAaHUE U PEMOHT
obopynoBaHus

5.3.1.6 OT4yeTHOCTH O COOE 0OOPYTOBAHUS

5.3.1.7 Peructpauus 000pyaoBaHus
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6.4 ObopynoBaHue

6.4.1 OOmMe moJIoKEHUS
6.4.2 TpeboBaHus K 000OPYIOBAHHIO

6.4.3 IIponieaypa nprueMKu 000pyI0BaHHS

6.4.4 WNucTpykius
obopynoBaHus

6.4.5 Texnumdeckoe OOCIy)XHBaHHE M PEMOHT
obopynoBaHus

6.4.6 OtueTHOCTH 0 cO0OE 00OPYIOBaAHUS

6.4.7 3anucu o 060pyA0BaHUIO

6.5 KamunbpoBka 000pyI0BaHUS U
METPOJIOTHYECKAs TIPOCIICIKUBAEMOCTh

6.5.1 O0mue nonoxxeHus

6.5.2 KanubpoBka o0opyaoBaHus

6.5.3 Mertposiornueckas IMpOCIEKUBAEMOCTb
pe3yJIbTaTOB U3MEPEHUI

1o OKCILTyaTaluu
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5.3.2 PeareHThl U pacXO/IHbIE MaTE€pHUAIIbI
5.3.2.1 OO0ume noI0XKeHUs

5.3.2.2 PeareHTsl U pacxoHble MaTEepHAIIbl —
[Ipuem u xpanenue

5.3.2.3 PeareHTsl U pacxoHble MaTepHAIIbl —
[TpuemouHble HCTIBITaHUS

5.3.2.4 PeareHTsl U pacXxoHble MaTEepHAIIbl —
VYnpasneHue 3anacamMmu

6.6.5 PeareHTbl U pacxoJIHble MaTepHUAIbl —
WNHcTpyKuu 110 NpUMEHEHHUIO

6.6.6 PeareHTbl U pacxo/IHbIe MaTepUAIbl —
CoobmueHust 0 HeOIaronpusATHBIX
MHIMJIEHTaX

6.6.7 PeakTuBBI U pacxoJHble MaTepUalbl —
JloxyMeHTanus

6.6 PeareHThl 1 pacxo/iHble MaTEepHAIIbI

6.6.1 OOmHe MoI0KEHUI

6.6.2 PeareHTbl M pacXOAHbBIE MaTepUabl
[Ipuem u xpaneHue

6.6.3 PeareHTbl U pacxoAHbIE
[TpremouHble HCTIBITAHUS

6.6.4 PeareHTbl U pacxXxOAHbIE
VYipasieHue 3anacamu

6.6.5 PeareHThl M pacxomHBIC
HNHCcTpyKIMK 110 TPUMEHEHUIO
6.6.6 PeareHTHl W pacXOoJgHBIE MaTepHUAIBI
W3Benienne o HEOIAroNpUATHOM COOBITUN
6.6.7 PeakTuBBI W pAacXOJHBIC MaTEepUAJIBI
3anucu

MaTepHuabl

MaTepHuabl

MaTepuabl

5.4 IIpeananuTUYECKUE MPOIIECCHI
5.4.1 O6mue nonoxxeHus
5.4.2 MWudopmanusa ans
MOJIb30BaTENEN

5.4.3 Uadopmanus o popme 3ampoca
5.4.4 Coop u 06paboTKa MepBUYHBIX MIPOO
5.4.4.1 OOume HoI0KEHUS

5.4.4.2 VIHCTpyKIMS JUI B3SITUS IPOO
5.4.4.3 THCTPYKIIUU IO B3ATHIO TIPOO
5.4.5 TpancnopTupoBKa mmpoo
5.4.6 Ilpuem mipo6

5.4.7 llpeananutuyeckas
MOATOTOBKA U XpaHEHHE

MNalMEHTOB H

o0paboTka,

7.2 TlpeananuTUYECKUE TTPOIIECCHI

7.2.1 O01mue noaoKeHus

7.2.2  Jlaboparopnas  wH(OpMAIIHS
MAIMEHTOB U TOJb30BaTeNIeH

7.2.3 3asBKa Ha 1a00paTOPHBIE UCCIICIOBAHUS
7.2.3.1 OOG1mume moyIoKeHUs

7.2.3.2 YcTHBIE 3a5BKU

7.2.4 COop mepBUYHBIX NMPOO M oOpalieHue ¢
HUMU

7.2.4.1 OGmmue moIoKEeHUS

7.2.4.2 Wuadopmaruss  mas  MEpONPHUSATHH,
MPEIIeCTBYIONNX cOOpy 00pa3iioB

7.2.4.3 Cornacue namueHTa

7.2.4.4 UHCcTpyKIIMHK 110 cOOpYy 00pasiioB

7.2.5 TpancnopTupoBKa 00pa3ioB

7.2.6 Tlonyuenue mpob

7.2.6.1 Ilpouenypa monxydeHus mpoo

7.2.6.2 UckitoueHus: Ipu MPUEMKE poo

7.2.7 [Ipeananutuueckas o0paboTka,
MOJFOTOBKA U XpaHEHHE

7.2.7.1 3amura npoo

7.2.7.2 Kputepuu 1 3anpocoB Ha MPOBEAECHUE
JOTIOTHUTEITLHOTO UCCIICTOBAHUS

7.2.7.3 CTabuinbHOCTH TTPOOBI

IS

5.5 AHanUTHYECKHUE TTPOLIECCHI

7.3 Ilpoueccsl ucciienoBaHus

5.5.1 Otb6op, Bepudukamus ¢ BaTUAAIUS
TIPOIIETyp MCCIICTOBAHNUS

7.3.1 O0mue noaoXeHus

5.5.1.2 Bepuduxarnms
MCCIICIOBAHUS

nporenyp

7.3.2 Bepudukanus METOI0B UCCIICAOBAHUS
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5.5.13 Banunanus npouenyp|7.3.3 Banuganus METOA0B UCCIEI0BaHUS
MCCIICTOBAHMS

5.5.1.4 TlorpemHocts  u3MepeHus  -|7.3.4 OLeHUBaHUE HEONIPEAEIEHHOCTH U3MEPEHUN
M3MEpsIeMbIX BEJIHYNH

552 buonoruueckue pedepencusie|7.3.5 buonoruueckue pedepeHCHbe WHTEPBAIbI U

WHTEPBAJIbl WU 3HAYCHUA Ul NPUHATHS
KJIMHUYECKUX PELICHUN

YPOBHU NPUHSATHS KIMHUYECKUX PELIeHUM

5.5.3 JlokyMeHTHUpOBaHUE
HCCIeA0OBaHUS

porenyp

7.3.6  JIOKyMEHTHpPOBaHHE ucc-

JICAOBaHUA

mnmpoucayp

5.6 OoOecneueHue KadyecTBa pe3yJbTaTOB
MCCIIEJOBAHMS
5.6.1 O61mue monoxxeHus

7.3.7 OOGecrnieueHne IOCTOBEPHOCTH pPE3YyIbTATOB
HUCCIIEIOBAHNN
7.3.7.1 O611ue MoNIoKCHUS

5.6.2 KoHTposb KauecTBa
5.6.2.1 O0mue noaoxKeHus
5.6.2.2 Matepuansl 1J11 KOHTPOJIS KauecTBa

5.6.2.3 JlanHble 171 KOHTPOJIA KauecTBa

7.3.7.2 Buytpennuii koHTpoias kadectsa (IQC)

5.6.3 MexnabopaTopHbIe CPaBHEHUS
5.6.3.1 Yyactue

5.6.3.2 AnbTepHATUBHBIE MOIXOIbI
5.6.3.3 AHanu3

CPaBHUTEIBHBIX MTPOO
5.6.3.4 Ouenka 1a00paTOPHBIX MMOKa3aTenei

MeX1a00paTOPHBIX

7.3.7.3 Baemnsisa onenka kadecta (EQA)

5.6.4 CpaBHUMOCTD
MCCIICJOBAHMS

pe3yJbTaToB

7.3.7.4 CoImocTaBUMOCTD
HUCCIIENOBAHUS

pe3yJIbTaToOB

5.7 IlocTaHAJIMTUYECKUE TPOLIECCHI

7.4 IlocTaHaNTUTHYECKUE TTPOLIECCHI

5.7.1 O630p pe3yabTaTOB

7.4.1.2 AHanu3 U Bbl1a4a pe3yJIbTaToB
7.4.1.3 OnoBelieHne 0 KpUTHYECKUX PE3yIbTaTax

5.7.2 XpaHeHue, COXpaHEHUE U YTHIN3ALUS
KJIMHUYECKHUX MPO0

7.4.2 PabGora c mnpobamMu TOCIE MPOBEACHUS
MCCIICTOBAHMS

5.8 OtueTsl 0 pe3ynbTarax
5.8.1 O61ue monoxxeHus
5.8.2 ATpulyTsI oTHETa

5.8.3 Conepxanue otuera

7.4.1 OT4eTsl 0 pe3yabTaTax
7.4.1.1 OOmme noaoXKeHus

7.4.1.4 OcoOble peKOMEHIAIMH JIi OT4eTa o
pe3yabTarax

7.4.1.6 TpeboBaHus K OTUETAM
7.4.1.77  JlomoaHHUTEIbLHAS
OTYETOB

uHpopmarus I

5.9 IlyOnukanuus pe3ysibTaToB

7.4.1.2 AHanu3 U Bbl1a4a pe3yJIbTaToB

5.9.1 O01ue monoKeHus

7.4.1.1 O0LIME OJIOKEHUS

59.2 ABTOMaTHYECKUI BBIOOp u

COOOIICHUE PE3yJIbTATOB

7.4.1.5 ABTOMaTu4eckuii BEIOOp, aHANIN3, BBIaYa U
COOOIICHHUE O Pe3yNIbTaTax

5.9.3 IlepecMOTpEHHBIE OTUETHI
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Oxkonuanue maoauywt C.1

ISO 15189:2012 Hacrosmmii cranapt
5.10 VYnpasnenue nabopaTopHoii|7.6 YrpaBieHue JaHHBIMUA U HH(pOpMaIuei
nHpopmarmen 7.6.1 Ob1mue monoKeHUs

5.10.1 OOwmue cBeneHUA
5.10.2 ITomHOMOYHS B OTBETCTBEHHOCTD

7.6.2 IlomHOMOYHMS ¥ OTBETCTBEHHOCTL B
obJnacTu ynpaBieHusi HHPOpMaIHEH

5.10.3 MeHenKMeHT nHPOPMALIMOHHOI|7.6.3 VYupasienue MH(POPMAIIMOHHBIMH
CHCTEMBI crucTeMaMu
7.6.4 I1nanupoBaHUE NPU IPOCTOAX
7.6.5 BHenHee ynpaBlieHHE
7.8 [TnanupoBanue 6ecniepeOoitHOTO
(GYHKIIMOHUPOBAHUS B Ype3BbIYaHBIX
CUTYalUsX
He ykazano [Tpunoxenue A JlomomHuTenbHbIE TpeOOBaHMS

K rcciieqoBanuio no Mecry Jiedenus (POCT)

[Ipunoxenne A Tabmuma A.1 B3aumocsssb

[Ipunoxxenne B Tabmuma B.1 CpaBaenue

Mexay ISO  9001:2008 wu  HacrosimumM|mexay ISO 9001 u HacTosmMM cTaHgapTOM
CTaHJIapTOM [Ipunoxxenne B Tabmuma B.2 CpaBHenue
[Mpunoxenne A Tabmuma A.2 Bzaumocssze|mexny ISO/IEC 17025 wu  HacTosmmMm
Mexnay ISO/IEC 17025:2005 m HACTOSIIUM -|CTaHAAPTOM

CTaHJIaPTOM

[Tpunoxenue B Tabmuma B.1 CpaBuenne ISO|[Ipunoxkenne C Tabmuma C.1 CpaBHeHHE

15189:2007 ¢ ISO 15189:2012

mexay ISO 15189:2012 u ISO 15189:2022
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bubaunorpagus

[1] ISO 9000:2015 Quality management systems — Fundamentals and vocabulary
(Cuctemsl MeHeKMeEHTa KauecTBa. OCHOBHBIE MOJIOXKEHUS U CII0OBAph).

[2] ISO 9001:2015 Quality management systems — Requirements (Cucremsl
MEHEPKMEHTa KadecTBa. TpeOoBaHms).

[3] ISO 15190:2020 Medical laboratories — Requirements for safety (JIaboparopuu
MeaunuHckue. TpeboBaHus 6€30M1acCHOCTH)

[4] ISO 15194:2009 In vitro diagnostic medical devices — Measurement of quantities in
samples of biological origin — Requirements for certified reference materials and the content of
supporting documentation (M3menuss MeTUIMHCKWE IS JUArHOCTHKHU in vitro. M3mepenue
BEIMYMH B MpoOax OMOJOTHYECKOr0 MPOHCXOXAeHUs. TpeOoBaHHS K aTTECTOBAHHBIM
CTaHJIapTHBIM 00pa3laM U COAECPKaHUIO COMTPOBOAUTENBHOM TOKYMEHTAIUH)

[5] ISO 15198:2004 Clinical laboratory medicine — In vitro diagnostic medical devices —
Validation of user quality control procedures by the manufacturer (Knunuueckast mabopaTopHas
MeaunuHa. M3nenuss MEeAWIMHCKUE ISl TUArHOCTHKHU in vitro. Bamumanusi mpousBoIuTENEM
MpoUEayp KOHTPOJISI Ka4yeCTBa JJI MOJIb30BATEIICH )

[6] ISO/IEC 17011:2017 Conformity assessment — Requirements for accreditation bodies
accrediting conformity assessment bodies (Omenka cooTBeTcTBUs. TpeOOBaHMS K OpraHam Io
aKKpeIUTAINH, AKKPETUTYIOIUM OPTaHbI 110 OIIEHKE COOTBETCTBHUS)

[7] ISO/IEC 17021-1:2015 Conformity assessment — Requirements for bodies providing
audit and certification of management systems — Part 1: Requirements (O1ieHka cCOOTBETCTBUS.
TpeGoBanus K opranam, NPOBOJAIINM ayIUT U cepTUPUKALIMIO CHCTeM MeHekMeHTa. YacTp 1.
TpeboBanus)

[8] ISO 17034 General requirements for the competence of reference material producers
(O6mmue TpeboBaHMsI K KOMIETEHIIUH ITPOU3BOAUTENEH CTaHAAPTHBIX 00Pa3IIOB)

[9] ISO/IEC 17043:2010 Conformity assessment — General requirements for proficiency
testing (Ouenka coorBercTBUs. OCHOBHBIE TpeOOBaHMS K IPOBEIACHUIO MPOBEPKH
KBaTH(DUKALIIH )

[10] ISO 17511:2020 In vitro diagnostic medical devices — Requirements for establishing
metrological traceability of values assigned to calibrators, trueness control materials and human
samples (M3nmenus MeAMUIMHCKUE ISl TUATHOCTUKU in vitro. TpeOoBaHMA K yCTaHOBIICHHUIO
METPOJIOTHYECKON MPOCIEKNBAEMOCTH 3HAYEHUM, MPUMHCAHHBIX KaauOpaTopam, KOHTPOJIbHBIM
MaTepuagaM MpaBUIHLHOCTH U 00pa3iaM OHOIOTUYECKOT0 MaTepuaa 4eIoBeKa)

[11] ISO 18113-1:2022 In vitro diagnostic medical devices — Information supplied by the
manufacturer (labelling) — Part 1: Terms, definitions, and general requirements (M3nenus
MEAWIIMHCKUE NJIs AMATHOCTUKH in vitro. MHdopmarus, mnpenocraBisieMas HU3rOTOBUTEIEM
(mapxupoBka). Yacte 1. TepmuHsbl, onpeaeeHus 1 o01ue TpeOGoBaHMs)

[12] ISO 19011:2018 Guidelines for auditing management systems (PykoBopsiue
yKa3aHus 10 ayAUTY CUCTEM MEHEI)KMEHTA)

[13] ISO 20658* Medical laboratories — Requirements for collection, transport, receipt,
and handling of samples (TpeGoBanmsi k O0TOOpPY W TPAHCIOPTHPOBKE OOpa3OB A
HCCIIEIOBAaHHUH B METUIIMHCKON J1abopaTopun)

[14] ISO TS 20914:2019 Medical laboratories — Practical guidance for the estimation of
measurement uncertainty (MenunuHckue nabopatopun. [IpakTHueckoe pPyKOBOJACTBO IIO
OLICHUBAHUIO HEONPEIEIIEHHOCTH U3MEPEHUS)

2) Tlepsoe M3/aHHMe HAXOAMTCA HA CTaJAUM MOATOTOBKU (Hpejblaylliee u3faHue Obuio TexHuueckoil
crieruukanueit). Cranus Ha MoMmeHT yOmukarun: [ISO/DIS 20658:2022.
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[15] ISO 22367:2020 Medical laboratories — Application of risk management to medical
laboratories (MenuuuHckue naboparopuu. [IpruMeHeHHe NPUHLIMIIOB MEHEIKMEHTAa PHCKOB B
MEAUIMHCKUX J1a00paTopusix)

[16] ISO TS 22583:2019 Guidance for supervisors and operators of point-of-care testing
(POCT) devices (PykoBoACTBO 115l CynepBai3epoOB M OMEPATOPOB YCTPOMCTB JJIsT TECTUPOBAHUS
B ITyHKTaX OKa3aHUS MEIUIIMHCKOMU MTOMOIITH)

[17] ISO 22870° Point-of-care testing (POCT) — Requirements for quality and
competence (MccrnemoBanuss mo wmecry usedenus (POCT). TpeGoBanust K KadecTBy H
KOMIICTCHTHOCTH)

[18] ISO/IEC 27001:2022 Information security, cybersecurity and privacy protection —
Information security management systems — Requirements (Madopmanrionsas 6€301macHOCTb,
K1OepOe30MacHOCTh M 3alUTa YacTHOM ku3HH. CHCTeMbl yIpaBieHHs HH(POPMALUOHHOM
6e3onacHOCThIO. TpeboBaHuUs)

[19] ISO 35001 Biorisk management for laboratories and other related organisations
(Ynpasienune OMOpUCKaMH 11 JTAOOPATOPHI M IPYTUX CBA3AaHHBIX C HUMU OpTraHU3aIliii)

[20] ISO 5725-1:1994 Accuracy (trueness and precision) of measurement methods and
results — Part 1: General principles and definitions (To4HocTh (MPaBHWIBHOCTE |
MPEU3UOHHOCTh) METOJOB U pPe3ysbTaroB u3MepeHuid. Yacte 1. OCHOBHBIE TOJIOKEHUS U
OMIpeICIICHUS)

[21] ISO 20186-1:2019 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for venous whole blood — Part 1: Isolated cellular RNA
(MonexynsipHble AMarHOCTHUECKUE MCCIIEAOBaHM in vitro. TpeOGoBaHMs K MpeABapUTEIHLHOMY
o0cne0BaHUIO0 BEHO3HOM 11eNbHON KpoBHU. YacTe 1. Beimenennas kierounas PHK)

[22] ISO 20186-2:2019 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for venous whole blood — Part 2: Isolated genomic DNA
(MonexynsipHble AMarHOCTHUECKUE MCCIEAOBaHM in vitro. TpeOGoBaHMs K MpeABaApUTEIHLHOMY
o0cne0BaHUIO0 BEHO3HOM 11esIbHON KpoBHU. YacTs 2. M3ommpoBannas renomuas JIHK)

[23] ISO 20186-3:2019 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for venous whole blood — Part 3: Isolated circulating cell free DNA
from plasma (MonekynspHble TUATHOCTHYECKHE WCCIeAOBaHUS in vitro. TpeOoBanus K
MpeABAPUTEIIBHOMY OOCJIEIOBaHUIO BEHO3HOW IeinbHOW KpoBH. Yacte 3. BwimeneHnas wus
wia3mbl JJHK 6e3 nupkyaupyronmx KiIeTok)

[24] ISO 20166-1:2018 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for formalin-fixed and paraffin-embedded (FFPE) tissue — Part 1:
Isolated RNA (MonekynsipHble AMAarHOCTHYECKHE HCCIeqoBaHus in vitro. TpebGoBanus k
mporeccaM IpeABapUTENBHOIO HCCIeA0BaHUs 3a(UKCHUPOBAaHHBIX B (hOpMajMHEe W 3aJIHUTHIX
napapuHoM o0pa3uoB Tkanel. Yacts 1. M3omuposannas PHK)

[25] ISO 20166-2:2018 Molecular in vitro diagnostic examinations — Specifications for
pre-examinations processes for formalin-fixed and paraffin-embedded (FFPE) tissue — Part 2:
Isolated proteins (MonekynsipHble TMArHOCTUYECKHUE HCCIENOBaHUA in vitro. TpeOGoBaHus K
mpoleccaM MPEeABAPUTENBHOTO HCCIEA0BaHUs 3a(QUKCHPOBAHHBIX B (OpMaaHE U 3aIHUTHIX
napaduHoM 00pa3noB TkaHel. YacTts 2. M3omupoBaHHbIe OCTKH)

[26] ISO 20166-3:2018 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for formalin-fixed and paraffin-embedded (FFPE) tissue — Part 3:
Isolated DNA (MosnekynspHble IUarHOCTHYECKHE HCCieoBaHUSA in vitro. TpeGoBaHus K
mpoLeccaM IpeABapUTENbHOIO HCCIeA0BaHUs 3a(UKCHUPOBAaHHBIX B (hOpMajMHE W 3aJIHUTHIX
napapuHoM o0pa3uoB Tkanel. Yacte 3. M3onuposannas JJHK)

3) Byznet oTMeHeH mociie My OIMKaIii HACTOSIIEero CTaHaapTa.
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[27] ISO 20166-4:2021 Molecular in vitro diagnostic examinations — Specifications for
preexamination processes for formalin-fixed and paraffin-embedded (FFPE) tissue — Part 4: In
situ  detection techniques (MonekyisipHbIE IUAarHOCTHYECKHUE HCCICAOBAaHMS in  Vitro.
TpeboBanus K mporeccam MpeaBapUTEIILHOTO UCCIICAOBAaHMS 3aUKCUPOBAHHBIX B (hOpMATTUHE U
3JIMTHIX MapaduHOM 00pa3ioB TkaHel. Yacth 4. MeTo bl OOHapyKEHUS Ha MECTax)

[28] ISO 20184-1:2018 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for frozen tissue — Part 1: Isolated RNA (MonekynspHbie
JIUArHOCTHYECKHUE WCCIeAoBaHus in vitro. TpeOoBaHMsS K TMpolieccaM MPeABapUTEIHHOTO
HCCIIEIOBAHUS CBEXE3aMOPOKEHHBIX TKaHel. YacTe 1. M3onuposannas PHK)

[29] ISO 20184-2:2018 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for frozen tissue — Part 2: Isolated proteins (MonekynspHbie
JIUArHOCTHYECKHUE WCCIeAoBaHus in vitro. TpeOoBaHMS K TmpolieccaM MPeaBapUTEIHHOTO
HCCTIEIOBaHMS CBEXKE3aMOPOKCHHBIX TKaHel. Yacth 2: M3onmupoBaHHbIE OCTTKH)

[30] ISO 20184-3:2021 Molecular in vitro diagnostic examinations — Specifications for
pre-examination processes for frozen tissue — Part 3: Isolated DNA (MonexynspHbie
JIUArHOCTHYECKHUE WCCIeAoBaHus in vitro. TpeOoBaHMS K TMpolieccaM MPeaBapUTEIHHOTO
HCCIIEIOBAHUS CBEXXE3aMOPOKEHHBIX TKaHel. YacTe 3. M3omupoBannas [JHK)

[31] ISO 4307:2021 Molecular in vitro diagnostic examinations — Specifications for pre-
examination processes for saliva — Isolated human DNA (MonekynspHbie JUarHOCTUYECKHE
uccienoBanus in vitro. TpeOGoBaHus K TpoleccaM MPEaHaTUTHYECKOrO 3Tara HMCCIeHOBaHUS
cimtonbl. M3onmupoBannas JJHK yenoseka)

[32] ISO 23118:2021 Molecular in vitro diagnostic examinations — Specifications for pre-
examination processes in metabolomics in urine, venous blood serum and plasma
(Monekynsipuble IUarHoCTUYECKHE UccienoBaHus in vitro. TpeGoBanus Kk mporeccam
MPEaHATUTUYECKOr0 AdTarna HCCiaeIoBaHUs METaO0O0JIOMUKH MOYEBHHBI, CHIBOPOTKHU U IIIa3MBbI
BEHO3HOH KPOBH)

[33] Bpourtopa SI MexaynapoaHas cucrema €IIMHMUI] (SI) BIPM
(http://www.bipm.org/en/publications/ si-brochure/)

[34] CASCO QS-CAS-PROC/33 O6mue snementsl B cragaaprax ISO/CASCO 2020

[35] CLSI IlnanupoBanue J1a0OpaTOPHBIX OINEpaluidi BO BpeMs KaTtacTpodsl;
YTBEPKJI€HHOE pyKOBOACTBO, NOKyMeHT CLSI GP36-A. VY»iin, mitar [lencuneBanusa: Mucturyr
KIMHUYECKUX U TAabopaTOpHbIX cTanaapros 2014

[36] CoBmectnas nexkmaparuss BIPM, OIML, ILAC u ISO mo wmerponoruyeckoun
npociaexusaemoct 2011  (http://www.bipm .org/utils/common/pdf/BIPM-OIML-ILAC-ISO
joint declaration 2011.pdf)

[37] OObenuHeHHasT KOMHUCCHUs TI0 pykoBojactBam B Merposioruun  (JCGM)
MesxIyHapOIHBIN CIIOBaph MO METPOIOruu — OCHOBHBIE U OOIIHE MOHSATHUS U CBA3aHHBIE C HUIMU
tepmunbl (VIM) 3-e uznanue

[38] MexmynaponHas accoumanus 1o akkpeaurtanuu naboparopuii (ILAC) https:/
ilac.org/

[39] Jlornuyeckue Ha3BaHMA M Koabl uaeHTH(]ukaropoB wuccinepoBanuii (LOINC u
Homenkimarypa coiictB u equaui] (NPU, NGC) u SNOMED CT (https://loinc.org).
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IMpuaoxenne B.A
(unghopmayuonmoe)

CBeleHHs 0 COOTBETCTBHM CTAHAAPTOB CCHLIOYHBIM MEKIYHAPOAHBIM, PeTHOHAJIbHBIM
CTaHJAApPTaM, CTAHAAPTaM HHOCTPAHHBIX FOCYAapCTB

Taouuna B.A.1 - CBeeHHsI 0 COOTBETCTBUM CTAHAAPTOB CChIJIOYHBIM MEKIYHAPOIHBIM

CTaHJAApTaM
O6o3HaueHue u
O0o3HaueHNe 1 HANMECHOBAHHE Crremetn HaMMCHOBAHHE
CCBUIOYHOTO MEXTYHapPOIHOTO HAI[MOHAJILHOTO CTAaHAApTa,
CTaH,I[ap"l}"/a b COOTBETCTBIA MEKTOCYJapCTBEHHO fo
CTaHaapTa
ISO/IEC 17025:2017 General I'OCT ISO/IEC 17025-2019
requirements for the competence of «O6mme TpeboBaHUs K
testing and calibration laboratories DT KOMITETCHTHOCTH
(O6mmue TpeOoBaHUs K KOMIIETEHTHOCTH UCTIBITATEIbHBIX
UCTIBITATEIIPHBIX M KaITHOPOBOYHBIX KaTHOPOBOYHBIX
nabopaTopwii) nabopaTopHii»

Taoauna B.A.2 - CBeeHus 0 COOTBETCTBHU CTAHAAPTOB CCHLIIOYHBIM
PernoHAJBLHBIM CTAHAAPTAM, KOTOPbIE SBJSIIOTCA WACHTHYHBIMU UJIH
MOAU(UIMPOBAHHBIMHM MEKIYHAPOAHBIMHU, PErHOHAJBLHBIMH CTAHIAPTAMHU, CTAHAAPTAMU
HHOCTPAaHHBIX FOCYAaPCTB

O0o3Hauenue U
O0o03HaueHne u O06o03HaueHne u
HaMMEHOBaHUE
HAaHMEHOBaHHUE HAaHMEHOBAHUE
Cremnensn HaIMOHAJILHOT'O
CCBUIOYHOTO CCHLUIOYHOTO
MEKIYHAPOHOTO MEKIYHAPOHOTO COOTBETCTBHUS CTaHJapTa,
MEXKTOCYTapCTBEHHOTO
cTaHjapTa cTaHjapTa
CTaHgapTa
ISO/IEC 17000:2020
Conformity I'OCT ISO/IEC
assessment - | ISO/IEC 17000:2004 17000-2012 «Onenka
Vocabulary and Conformity COOTBETCTBHUSI.
general principles assessment. IDT CroBapb u obmue
(Ouenka Vocabulary and MIPUHITUTIBI
COOTBETCTBUS - general principles (ISO/IEC 17000:2004,
CrnoBapp u oOmme IDT)
MIPUHIIUIIBI)
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