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Pesrome

B craree paccMoTpeHBI H3MEHEHNA B ONyOAMKOBAaHHOM cepun craHAapToB ISO 23500 (International
Organisation for Standartisation), yreep>xaeHHbIX B 2024 roay. IlpuBeaeHa KpaTkas HCTOpAYECKAsA CIPABKA
9BOAFOIIMY ITOU cepuu CTaHAAPTOB. BriepBrie cranaaprsr ISO eannoii cepun 23500 BBeaens: B 2019 roay,
B 2021 roay ObIAM yTBEPIKAEHBI X IIEPeBOABI Ha pycckuii a3bik B Buae OCT P ICO 23500 1-5-2021.

B AOmIOAHHMTEABHBIX MATEPHAAAX K CTATHE IIPEACTABACHBI TPEOOBAHNUA K BOAE AA AMAAM3A CO CTOPOHBI
APYTHX HOPMATHBHBIX AOKYMEHTOB U TPeOOBaHMUA K COCTABY 000PYAOBAHMA BOAOIIOATOTOBKHY. M3A00KeH
WH>KEHEPHBIN ITIOAXOA 110 OTHECEHHUIO 000PYAOBAHMA AAA TIOAYYEHHA BOABI AAA TEMOAMAAN3A K MEAUIIIH-
CKHM HU3ACAHAM, YKA3aHO, YTO XpaHEHHE BOABI AAf TeMoanaau3a (BAI) aBadeTca KpUTHIECKOU CTAAUEH,
HapAAy ¢ cucremoii nosydyeHnusa BAT', koropsie BauaroT Ha kauectBo BAIL'. Ilpuseaen crmcok o6opyao-
BaHUsA, KOTOPOE AOAYKHO BXOAUTH B COCTAB CUCTEMBI BOAOIIOATOTOBKH AAs AMasm3a. O6cyxaaercsa Bopoc
MEAUITMHCKOM II€AN IPIMEHEHMA, KAK KPUTEPHA OTHECEHHUA 000PYAOBAHMA K MEAUIIMHCKUM U3AEAMAM
(MH). ITpeasorKeH IMOAXOA OTHECEHHA CHCTEM BOAOIOATOTOBKH AAdA mmoAydenuAa BAI' k MU coraacHo
T'OCT P 23500, KOTOpPBIii 3aKAIOYAETCA B BHIACACHUU ABYX BHAOB BOAOIIOATOTOBHUTEABHOIO 000pPyAOBa-
HHA: KOMITAKTHOTO 000PYAOBaHMA, HE TPEOYIOIIEro IIpoeCcCHOHAABHOIO TEXHUYECKOT0 00CAY>KUBAHMA,
KOTOPOE MOXKET 3KCIIAYATUPOBATHCA B AOMAIIHHUX YCAOBHUAX MAU B YCAOBHAX 3KCTPEHHOI'O AMAAM3A AAS
obecrieyeHIA THAMBUAYAABHOIO AUAAN32 (MEAUITMHCKOE M3AEANIE) M BTOPOJ BUA 3TO — HHIKEHEPHOE 000-
PyAOBaHHE, KOTOpOE 00€eCIIeunBaeT BOAOI 50Aee ABYX IAIIEHTOB, 00€CIIeYnBasd AAUTEABHOE ¥ HAAEIKHOE
nosyuenne 60apmux 06bémoB BAI™ 1 TpeGyromee nmpogecCHOHAABHOTO TEXHUYECKOTO 00CAY>KUBAHMA.
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Abstract

The article reviews the updates introduced in the 2024 edition of the ISO 23500 standards (International
Organization for Standardization), proving a historical overview of the evolution of this standard series.
Originally published in 2019, the ISO 23500 series of standards was officially translated into Russian and
approved as GOST R ISO 235001-5-2021.

The supplementary materials outline the requirements for dialysis water set in other regulatory
documents, as well as technical specification for water treatment equipment. The article emphasizes that
the storage phase of water for hemodialysis (WHD), alongside its production system, plays a critical role
in maintaining WHD quality. It presents a detailed list of essential equipment components for dialysis
water treatment systems. Additionally, the article discusses the role of medical purpose as a key criterion
in classifying water treatment equipment as medical devices (MD). A two-tiered classification approach
is proposed. The first type is compact units with easily replaceable consumables that do not require
professional maintenance. These are suitable for home use or emergency dialysis situations, providing
individual dialysis (considered medical device). The second type —large-scale engineering systems designed
to supply more than two patients, ensuring continuous, high-volume delivery of WFD and requiring
professional technical maintenance.

Key words: water for dialysis, water treatment equipment for dialysis, medical device

B npuBeaenHOM cOOOITIEHIN H3AOKEHBI H3MEHEHHA OOHOBAEHHOIT ceprn craHAapToB ISO 23500 (International
Organisation for Standardisation), Beirrearnx 8 2024 roay. [IpuBeaena kpaTkast HCTOPHYECKAs CIIPABKA SBOAFOLIIH
3TOI cepuH CTAHAAPTOB. VI3A0KeHBI COOOpAZKEHNS 10 OTHECEHNIO OOOPYAOBAHUA AAA IIOAYIEHUA BOABI AASl TEMO-
AMAAN32 K MEAUITHCKIM U3ACAUAM. B AOTIOAHHTEABHEIX MaTEPHAAAX ITPEACTABACHEI TPEOOBAHUA K BOAC AASl TEMO-
AMAAN3a CO CTOPOHBI APYTHX HOPMATUBHBIX AOKYMEHTOB I TPEOOBAHUA K COCTABY 0OOPYAOBAHHUSA BOAOIIOATOTOBKL

This presentation outlines the changes of the updated ISO 23500 (International Organization for Standardization)
series of standards to be released in 2024. A brief historical overview of the evolution of this series of standards
is provided. It presents considerations for classifying hemodialysis water equipment as medical devices. Additional
material presents requirements for hemodialysis water from other regulations and requirements for the composition

of water treatment equipment.

Boaa aas remoamasunsza (BAIL) u comyrersyromeit
Teparmun (BOAA AAl AMAAH32) — 9TO BOAQ, ITPOIICALIIASA
00paboTKy B cooTBEeTCTBUU C TpeOoBaHuaAMu [1-3]
U IIPUTOAHASA AAAl HCITOAB30BAHISA B CHCTEMAX TEMOAH-
aAn3a, BKAFOUas IIPUTOTOBAECHUE AUAAUSHOM KHAKOCTH,
OTMBIBKY AHAAH3ATOPA, IIPUTOTOBACHIE KOHIIEHTPATOB
U IPUTOTOBAEHHE 3AMEIIAIOIIEH KUAKOCTH AAS KOH-
BEKTUBHBIX METOAOB ACUYCHHUSA B pexknme oHAaMH. Kom-
IIAEKC CTAHAAPTOB |1-5] mpeAocTaBAseT IIOAB30OBATEAAM
PYKOBOACTBO 110 OOPAIIIEHHUIO C BOAOH AAAl TEMOAHAATI3A
U KOHIICHTPATAMH, 4 TAKAKE IT0 IPOU3BOACTBY M KOH-
TPOAIO KAYECTBA AMAAU3HON KUAKOCTH, HCIIOAB3Ye-
MOH AAfl reMoAmaAnsa. HeoOxoammocts Takoro pyko-
BOACTBA ODYCAOBACHA KPHTHYECKOH POABIO Ka4eCTBA
AMAAM3HON KUAKOCTA B 00ECIIEYEHUU OE30IIACHOIO
1 3 HEKTHBHOIO FEMOANAAN3A, 4 TAKKE TIPU3HAHIEM
TOTO, YTO KAYECTBO AMAAM3HOM KUAKOCTH HAXOAHTCA
IIOA HEIIPEPBIBHBIM KOHTPOAEM MEAHITHHCKHIX PAOOTHH-
KOB, ITPOBOASAIIINX AHAAN3 TIOA PYKOBOACTBOM I'AABHOTO
Bpadva, IOCAECAHEE TPEOOBAHIE IIPUBEACHO BO BBEACHHII
K [2].

Bnepsrie cramaaprer ISO eannoit cepun 23500 BBe-
Aerel B 2019 roay. Panee cranaapTer ObiAn pa3pO3HEHE!
ISO 23500-1 (pamee ISO 23500), ISO 23500-2, (panee
ISO 26722), ISO 23500-3, (panee ISO 13959), ISO
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23500-4, (pamee ISO 13958) u ISO 23500-5, (pamee
ISO 11663). B 2021 roAy HAGHTHYHEI IIEPEBOA E€AH-
HoIt cepun craHAapToB ISO 6r1A BBEAeH B Poccun [1-5].

ISO B 2024 roay ObiAK OITyOANKOBAHBEI HOBEIE BEp-
cuu cranAapToB [6-10], yOAMKAIIA AAHAACH C AITPEAS
o aBryct 2024 roaa. B anpeae 3, 4 u 5 gacrh, B uroae
BTOpaf M B aBIYCTE IIEPBaA YaCTh CEPUU CTAHAAPTOB
23500.

OcuoBubie uaMenenusa cranaapros ISO cepun
23500 B Bepcum 2024 roaa [6-10] B cpasHeHNU € BEp-
CHAMH, ACHCTBYIOIIIIMHI B HACTOAINMNNA MOMeHT B PD
[1-5], cocrodT B caeayrommem:

— B xauecTBe OCHOBHOrO HOPMATHBA KAYECTBA ITHTHE-
BOII BOABI rcrtoAp3oBansl He EPA CIIA u He Apyrue
eBporeiickre cravAapTsl, a Aupextuser BO3 1o -
TBEBOM BoAE [0];

— TAAAMI OBIA MCKAIOYEH W3 CIIFCKA 3arPA3HAIOIIIX
BCILIECTB, IIOCKOABKY HH B OAHOM HCCACAOBAHUI
He OBIAO IIPEACTABACHO AAHHBIX, YKA3BIBAIOIIIUX
Ha TO, YTO 9TO 3ATPA3HSAFOINIEE BEIIECTBO BHI3BIBACT
0COOVIO 03200YEHHOCTD B YCAOBHAX I'EMOAHAAN32
6,7, 8];

— AABTEPHATHUBHBIC TEXHOAOTHH OYHCTKH BOABI (IIPEA-
BapUTEABHAS 0OPabOTKA Ha YCTAHOBKE YABTPAOUAD-
TPAINX TIEPEA OOPATHBIM OCMOCOM) OBIAH BKAFO-
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YCHBI B ITOAITYHKTBI, ITOCBAIICHHBIC OTACABHBIM
TEXHOAOTHAM OIHCTKA BOABL [7] (cm. B.2.7 u B.2.8);

— aobaBaeno mosoe mpuaoxenue [6] (Ilpuaoxe-
nue H) aaf pazpAcHEHHA Pa3AMYHBIX IIOAXOAOB
K MOHUTOPHHIY KAY€CTBA BOABI (OHAANH 11 0pAATH
MOHHTOPHHI);

— MHKPOOHMOAOTHYECKIE METOABI AHAAN32 OBIAM 00-
HOBAEHBI 1 TEIEPh BKAFOUAIOT B CEOA TECTUPOBAHHIE
Ha SHAOTOKCHHBI C ICITOAB30BAHHEM PEKOMOMHAHT-
noro dakropa C (tFC), mporounyro nuroMeTpuro
u skcrpecc-rectsl (Harpumep, AT®) [6, 9, 10];

— AoOaBAeHO HOBOE mpuAoxenue I [6], coaeprxariee
PYKOBOACTBO IIO OIIEHKE PHUCKOB;

— BAAHAAILIUA CHCTEM BOAOIIOATOTOBKH OBIAQ IIEpE-
CMOTpPEHA H TEIEPh BKAIOYAET 3TAIIBI BAAHMAALIUI
(HATpuMeEp, KBAAMMHUKAIINIO YCTAHOBKH, 9KCIIAYa-
TAITHOHHYIO KBAAUDHUKAIIIIO, KBAAH(DUKAIIIIO IIPO-
M3BOAMTEABHOCTH M PEBAAMAAIINIO), PA3ACA KAPAH-
HAABHO Iiepepadorad [6];

— AOOABAEHBI AABTEPHATHBHBIE TEXHOAOTUH OYNCTKI
BOABI (HAIIPUMEP, IIPEABAPUTEABHAS 00PA0OTKA YAD-
TpaduApTpanueii) [7].

— AOOABAEHBI AOIIOAHHTEABHbBIE PA3bACHEHHS 110 HC-
IIOAB30BAHHIO KOHIICHTPATOB AHAAM3UPYIOIIHX Pac-
TBOPOB B KOHTEHHEPAX B AKIAKOM B TBEPAOM BHAE [9].
Crazpaprt [2] Ha PycCKOM f3BIKE U OOHOBACHHBIIN

craHAapT 7] Ha AHTAHICKOM fA3BIKE YCTAHABAHBAIOT

TpeOOBaHIE K CUCTEME BOAOIIOATOTOBKH. OAHO3HAYHO

TPAKTYET PSA BOIIPOCOB, KOTOPHIC B HACTOAILIEE BpeMs

B OTEUECTBCHHOH ITPAKTHKE NCITOAB30BAHUA BOAOIIOA-

TOTOBHTEABHOTO OOOPYAOBAHUSA AASl TEMOAHAAN3A Pe-

ITATOTCA TO-PA3HOMY, HAPYIIIAA TEM CAMBIM TPEOOBAHIA

VKa3aHHBIX CTAHAAPTOB. Ha Harir B3rafia, Takux BOIpocos

ABa. [TepBBIii BOIIPOC: ABAACTCA AM BOAOTTOATOTOBHTEAD-

Hoe obopyaosanme A oAyaenns BAI' meantirckim
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nmsaeaueMm (MI)? Bropoit Bompoc: KakoB peraaMeHTU-
POBAHHEII cocTa cucTeMbl BOAOIIOATOTOBKH (CBIT) Ans
IeMOAHAAN3A?

Ha nepssiit Borpoc craHAQpT 2], Kak i ero 0OHOB-
Aernag sepcud 2024 roaa [7], AaeT OTBET BO BBEACHUH,
atawke .4.1.2, m14.1.4, 1 4.2.1.1 [2]. B ykasauHbIx myH-
KTaX IIPUBEACHBI BAPHAHTHI ITOCTABKUI OOOPYAOBAHUA
Aas moaydenus BAI' n tpeGoBanns k OTBETCTBEHHO-
CTH 32 €ro HapAexKarnee (PyHKINOHUPOBAHHE NMEHHO
aTMHI (DAKTOPAMI OITPEACAACTCA ABAACTCA AU BOAOIIOA-
TOTOBUTEABHOE ODOPYAOBAHUE NHAKEHEPHOH CHCTEMOI
HAU MEAUITHHCKIM H3AEAMEM C TOUKH 3PEHHA CTAHAAPTA
(2, 7]. Caeayer 0OpaTnTh BHUMAHHE HA TO, YTO OTEYE-
CTBEHHAA IIPAKTHKA OTHECEeHHA obopyAoBanus k M
6asupyerca na onpeacsernn MU koropoe aano B Pe-
AepaspaOoM 3akone Ne323 or 21.11.2011. Ompeaene-
nue MM moapasymeBaeT HAAIYIIE MEAUITHHCKOM IIEAN
npumeneHns. [1o MHEHHFO aBTOPOB CTATHH Y CUCTEMBI
BOAOIIOAIOTOBKH, MEAUIIMHCKOI IIEAH IIPIMEHEHIIS HET,
BCe O3UIOHUpyemMble Ha ceroansmamii CBIT kak MM
TOABKO POPMAABHO COOTBETCTBYIOT OIIPEAEACHHIO, ITO-
CKOABKY IIPOU3BOAUTEAN ODOPYAOBAHUA TAKIM 00OPa3oM
cHOPMyAHPOBAAH IIEAB, UTO ObI OHA (DOPMAABHO CTAAA
MCAUIHHCKOH, HAIIPHMEP: YCTAHOBKA ITOAYICHUS BOADI
AAfL TTPOBEAEHHA IIPOIEAYPHI reMoArasn3sa. B Poccrn
TPAAUIIMOHHO CHCTEMBI BOAOIIOATOTOBKH OTHOCATCA
K MEAMIIHHCKHM H3ACAHAM CO BCEMU BBITEKAFOIITHMI
rtocAeAcTsIAME [11], XOTA OITpeAEACHIFO MEANITHHCKOE
H3AEAHE OOABIIIE OTBEYAET CAMa BOAA AAS AHAAN3A, IEM
CHCTEMA AAAl €€ TIOAYVICHHA.

Bropoii Borrpoc, cchopMyAMpPOBAHHBII BBIIIIE, TAKKE
OAHO3HAYHO PEIIAeTCA ACHCTBYIOIIUMU B HACTOSAINEE
Bpems craHAapTamn [1, 2], KoTopble perAaMeHTHPYEOT
ue ToAbKo cocraB CBIT, Ho m 000CHOBBIBAarOT HaAYHE
00A3aTEABHBIX €€ 9AEMEHTOB.
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