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NHdopMmaLmsa o KoMnaHnm

o AkkpeawntoBaHHbi oprad no [OCT P MCO 9001, TOCT P CO 29001, TOCT P 1CO
45001 v gp;

o [lpencraBUTENbCTBO MeXOyHapoaHO-akkpeamToBaHHoro IAF oprana Standcert d.o.o.
(Cepbus) B PO n CHI;

O YMNOMHOMOYEHHas 3KCNepTHas opraHM3auma no oueHke coorsetcteua VIHTW;
o JIMUEeH3MPOBaHHbIN y4ebHbIV LEeHTP;

o [lapTHep u «lNpodpeccrnoHan akcnopTa» Poccrinckoro akcnopTHoro ueHTpa (PIOL);

o N op.
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Pazsutne ctanpoaptos VCO I\ AJA

CncTemMbl MEHEOXKMEHTA B 34PaBOOXPaHEH M

International Workshop Agreement

@®EEPAIIbHOE ArEHTCTBO

MO TEXHUYECKOMY PETYIMPOBAHUIO U METPOJTIOrUK

IWA 1

HAUWOHANBbHBIN roct p
CTAHOAPT _ 53092—
Quality Management Systems — Pn? l—:cucEMPI/‘A‘:u'(wowl'1 2008

Guidelines for process improvements
in health service organizations

CUCTEMbI MEHEOAXMEHTA KAYECTBA

s o b sia PekomeHAauMm no yny“weHUo NpoLieccoB
B yupexaeHusiX 34paBoOXpaHeHuUs

o - (€ ooz
IWA 1:2001 /IWA 1:2005, Quality management system:s. FOCT P 53092-2008, CrcTeMbl MeHeIKMeHTa

uidelines for process improvements in health service
G P P KayecTBa. PekoMeHAaLMM No yay4ylleHno MpoLeccoB B

organizations
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yypexaeHnsax 34paBooOXpaHeHUs




Paszsutume ctaHgaptos NCO I\ AJAREGISTRARS

CncTemMbl MEHEOXKMEHTA B 34PaBOOXPaHEH M

S o 14 cTpaHuy TpeboBaHW (OpureHT. 29 cTpaHuL, ¢
TpebosBaHnamn 8 MCO 7101),

HAUMOHANbHbLIN rocTP
CTAHOAPT
POCCUNCKONM 71549—
®EQEPALUM 2024

o HaueneHHOCTb HE Ha KayeCTBO YCNyr, a Ha

CUCTEMA MEHELKMEHTA
MEBALVHCKOM OPTAHUSALIMM 4eSI0BEKOLEHTPUYHOCTb
O6wue Tpe6oBaHusA
r— 3.19 yenoBekoUEHTPUYHOCTb: KynbTypa AeaTeNnbHOCTH

OpPraHnM3auynmn, OCHOBaAHHAA Ha NPOWHUWNTTaX T'YMaHW3Ma.

[loumeyaHne - HYenoBekoueHTPUYHOCTb O3HaYaeT, 4TO B LEeHTPpe npouecca v
opraHusaluy HaxoAuTCS YesoBeK CO CBOUMU LI@HHOCTSIMY, MOTPebHOCTIMY,
npuopuTeTaMm M MOTUBALMEN

i

[OCT P /71549-2024, Cnuctema MeHeoXMeHTa
4e/TOBEKOLUEHTPUYHOW MeauLNHCKOW

[Tormep TpeboBaHUN: KOMNETEHTHOCT:

7.1.2 OcBeAOMNEHHOCTb U Ppa3BUTUE KOMNETEeHUUN y paboTHUKOB

OPIraHM3alNn. O 6 LHe Te 6 OBaHUNH CucTeMa MeHeAKMEHTA YEenOBEKOLEHTPUYHON MEAULIMHCKON OpraHM3aLun AOMKHA NpeaycMaTpueaTh

[laHHoe HanpasneHue peanuayeTcs:

a) NoCpPeACTBOM O3HAKOMIEHWUS HOBbIX PaBOTHUKOB OpraHu3auuv (MeauUUHCKUX U HEMEeAWULMHCKUX) C
OCHOBHbLIMM MPUHUMNAMU YENOBEKOLEHTPUYHON MeAULMHCKON OpraHn3auuu;

6) BkNoueHUs obpasoBaTtenbHbIX U/ NHHOPMALUOHHO-NPOCBETUTENLCKUX MEPONPUATUIA, Heobxoau-

M E H E ).I.(M E H I A : 20 : 2 5 MbIX A5 AOCTUXEHUS Lenei YernoBeKOLEHTPUYHON MeANUMHCKON OpraHn3aumm, a Takke CMeXHbIX Hanpas-
neHun (Hanpumep, KynbTypa 6e3onacHoCTU, ka4ecTBO M 6€30MacHOCTb MeAULMHCKON AEATeNbLHOCTU U Ap.) B

roaoBOW NNaH MepPonpPUATUNA.
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Pazsutne ctanpoaptos VCO I\ AJA

CncTemMbl MEHEOXKMEHTA B 34PaBOOXPaHEH M

ISO Survey 2023 no craHpapTam

SO 9001 837 978 14 806 1,5%
SO 14001 300 410 1540 0,5%
SO 45001 185 166 295 0,5%
ISO/IEC 27001 48 641 304 0,6%

ISO Survey 2023 no ISO 9001 no rogam

2023 837 978 14 806 1,5%
2019 916 842 14566 1,58%
2017 1058 000 15 556 1,47%
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Pazsutne ctanpoaptos VCO I\ AJA

CncTemMbl MEHEOXKMEHTA B 34PaBOOXPaHEH M

o CranpgapT ISO 7101:2023 onybnnkosaH MexayHapoaHoW opraHmnsaumen no
cTaHgapTuzaunm B 2023 roay.

o PaspaboTtaH TexHuuyeckum komutetoMm ISO/TC 304, YnpasrneHune opraHmsaumnaMmm

34PaBOOXPAHEHNS

13

Published ISO standards * ISO standards under Participating members
development *

CUCTEMBDI OliRcroo
MEHEO>XXMEHTA 2025

NMPAKTUMECKAA KOH®EPEHUWNA

Observing members



Komutet ISO/TC 304 I\ AJA

[Tprmepbl yTBEPXOEHHbIX CTaHAAPTOB

o 1SO 22886:2020, MeHeOXMeHT B opraHusaymm sgpaBooxpaHeHns - CnoBapsb

o 1SO 7101:2023, MeHeXMeHT B opraHnsaumm 3gpaBooxpaHeHns- CuctemMbl MeHeXMeHTa
0N9 obecnevyeHrs KayecTBa B OpraHusaumax 3gpaBooxpaHeHms - TpeboBaHud

o ISO 22956:2021, MeHea>XMeHT B opraHmsaumm 3gpaBooxpaHeHns - TpeboBaHus K
nauueHT OPUEHTUPOBAHHOMY MepcoHany

CUCTEMBDI Ol
MEHEO>XXMEHTA 2025
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Komutet ISO/TC 304 I\ AJA

[TovimMepbl cTaHOapPTOB B paboTe

Standard and/or project under the direct responsibility of ISO/TC 304 Secretariat T

(® ISO/FDIS 9829
Healthcare organization management — Pandemic response (respiratory) — Contact tracing

(® ISO/FDIS 16473
Healthcare organization management — Pandemic response — Response resource information management

(® ISO/FDIS 18706
Healthcare organization management — Pandemic response (respiratory) — Functions and quality evaluation of specimen collection booth

() ISO/DIS 20364
Healthcare organization management — Guidance for healthcare organizations’ response to the surging diagnostic demands in a pandemic

(® ISO/AWI 25199
Healthcare organization management - Guidelines for processing of multiple-use healthcare textiles

(® ISO/AWI 25268
Guidelines for Hospital Internal Logistics Services using Autonomous Mobile Robots

(® ISO/CD 25608
Healthcare organization management — Smart hospitals — RTLS for portable devices
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SO 7101:2023

OTpacneson ctaHgapT Ha CMK

I\ AJA

CTaHOapT NOCTPOEH Ha CTPYKTYPE BbICOKOIO YPOBHS

CTaHOapTOB Ha cuctembl MeHeaxmeHTa CO:
1) ObnacTtb NpUMeHeHUs

HopmaTrBHbIE CChINTKM

TepMuHbl U ONpeneneHns

KoHTekcT opraHmsaumm

)

)

)

) Jlnpepcteo
) TlnaHnpoBaHme
) Tlopaepikka

) edatenbHocCTb
)

OueHka NokasaTesien neaTebHOCTH

CUCTEMBDI O aiecrao
MEHEO>XXMEHTA 2025

NMPAKTUMECKAA KOH®EPEHUWNA

7.2 Competence
The organization shall:

— determine the necessary competence of person(s) doing work under its control
that affects its XXX performance;

— ensure that these persons are competent on the basis of appropriate education,
training, or experience;

— where applicable, take actions to acquire the necessary competence, and
evaluate the effectiveness of the actions taken.

Appropriate documented information shall be available as evidence of competence.

NOTE Applicable actions can include, for example: the provision of training to, the mentoring of, or the re-

assignment of currently employed persons; or the hiring or contracting of competent persons.

Intent of the requirement(s)

To determine and ensure the competence necessary for persons to meet the requirements of
the MSS and achieve the MS’s objectives.

Guidance for MSS writers

MSS writers should be aware that this clause should be considered in conjunction with the
definition of competence (see 3.9), and the Note in 7.2 that mentions different actions by which
competence can be achieved.

If MSS writers need to mention training as a way to ensure competence, an example of an
additional requirement added as a new bullet could read e.g. “determine training needs
associated with its XXX management system”.

For some MSS, the phrase “XXX performance” changes the meaning of the requirement. In
this case, MSS writers may use alternative text to provide clarification as long as the intent of
the requirement does not change.

When adding discipline-specific requirements, MSS writers should avoid mixing requirements
for awareness-building with those needed to achieve competence. Requirements related to
awareness should be included in 7.3.

MSS writers who wish to add discipline-specific requirements on “competence” can consult
other MSS (see General Guidance) as well as the following:

— IS0 10015, Quality management — Guidelines for competence management andpeople
development
— IS0 10018, Quality management — Guidance for people engagement




SO 7101:2023 I\ AJA

OTpacneson ctaHgapT Ha CMK

ISO 7101 HanucaH:

v’ 93blKOM, DAIM3KMM K 3blKy €r0 Nosib30BaTesien - NpeacTaBuTesien opraHn3aLnit 30paBooXpaHeHms.

v Donee YeTKMMU U MOHATHbIMU TpeboBaHnaMN cpaBHuTenbHO ¢ I1ISO 9001, HanprMep NPUMEHUTENBHO K

PUCKaM:

O

7

OPraHN3aunAa OOJI)KHA MMETb 3aJOKYMEHTNOOBAHHYIO CNCTEMY T10 l/I,EI,eHTI/Id)I/IKaLI,I/II/I PNCOB U BOBI\/IO)KHOCT@IZ;
CBA3AHHbIX C €€ KJIMHNYECKOW N HEKJTMHMYECKOW OEATEJIbHOCTbIO,

opraHmaaums OoxkHa paspabaTtbiBaTbh M NOAAEPXMBATbL B paboyeM COCTOSHUU OOKYMEHTUPOBAHHYIO
MHDOPMaALMIO MO CUCTEME YMPAaBIEHUSA PUCKAMN;

yrpaBneHne pruckaMmm AOSKHO BKJIOYaTb B cebs pa3paboTky MHCTPYMEHTOB OLLEHKW PUCKOB, aHanu3 MHUNOEHTOB
no ©e3onacHOCTU NaLUWeHTOoB, Pa3pPaboTky MNaHOB MO CHUXEHWIO PUCKOB C yKazaHeM MeponpuaTni;

opraHu3auma goJIXKHa NoAAEePXMBaTb PEECTP PUCKOB M BO3MOXHOCTEW;

MHOro€e opyroe.
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SO 7101:2023 I\ AJA

Crneumnonka

YeTkoe ykasaHue Toro, kakme npoueaypbl LOSXKHbI OblTb 3340KYMEHTUPOBAHbI, HANPUMEp:

ynpaB/eHne puckamu;

npoLecc HaMa NepcoHana;

npoBepka NOASIMHHOCTI KBanndukauun;

OCYLLLEeCTBSIEHNE KOHTPOJA 3a MaTepuraramu;

obpatlleHyre C He3aKOHHbIM MMYLLIECTBOM MNauyMeHTa/nonb3oBatend ycayr/onekyHom/cembi;
cedauus, XMpypruyeckoe BMeLlaTenbCTBO U NpoLeaypbl;
HasHa4YeHne OMarHoCTUYEeCKMX NCCNeaoBaHuN;

nepenaya NaUMeHTOB BHYTPW DOMbHULbLI U B APYrMe opraHnsaumm;
HasHadYeHne NpenapaTos;

npenoTBpalleHne Tpomboambonny;

yrpaBiieHMe NekapCcTBEeHHbIMU NpenapaTamMu;

NpoLecchl NMPOGUAAKTUKM N KOHTPOA MHDEKLMN;

O o O 0o o 0o 0 o 0o O O o O

npouenypbl 6€30MacHOCTN NepesnBaHus KPOBU.
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SO 7101:2023 I\ AJA

Crneumnonka

HeTKOe ykasaHme Toro, kakvme 3anmcum OOJIKHbl NOAOEPXMBATLCS, HANPUMEP:

KOMMNETEeHTHOCTb COTPYAHUKOB;
o0 ODyvyeHure CoOTPyaHWKOB Haanexallnm MeToaamM nepenadn KanHn4eckom MHdopmaLmm n TpeboBaHni K
KOHOUOEHUMANbHOCTU;
o CcObon B MHPOPMALMOHHBIX CUCTEMAX,;
pDe3yNbTaTbl MPOEKTUPOBAHUA YCAVT;
O 3anucK Mo pe3ybTaTaM okasaHua ycayr (nepedyeHs YCnyr, pernctpaumm n nprema, obecnevenme CI3,
NauMeHToB, Ha3HaYeHWsa NpenapaToB 1 MCCNeaoBaHWK, Nepenaya nauneHToB, NoayYeHns
MHPOPMUPOBAHHOIO COrnacusa);

V1 op.

NHpopMaLunoHHbIE CUCTEMBI MeHeaXXMeHTa (Bannaauma 10, 3awmta nHpopmaLmm, pe3epBHOe KONMpPoBaHue,
3alMTa OT PUCKOB KnbepbezonacHoOCTY U Op.).

CUCTEMBDI
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SO 7101:2023 I\ AJAREGISTRARS

Crneumnonka

TpeboBaHMS K 4e/TOBEKOLEHTPUYHOM NOMOLLM:

yyeT onbiTa NaymMeHTa/nonbL3oBaTens MeANLMHCKUX YCIYT;

BHeLpeHWE NMpoUeCCa COCTPaLaTeJIbHOIO YXO/Lag,

MOOLLPEHNE MHKITIO3NBHOCTW 1 pazHoobpasng;

MeaNUMHCKasA rPaMOTHOCTb (B TOM YKMcCs1e NaumeHToB);

O O O O O

COTPYOHWNYECTBO M BOBJSIEYEHUE NALMEHTOB/NOIb30BaTENEN
MELVLMHCKNX YCNYT;

o obecneyeHne BAArocoCTOAHUSA COTPYAHNKOB.

cccccccccc
ccccccc
aaaaaaaa
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SO 7101:2023 I\ AJA

Crneumnonka

TpeboBaHuMsa kK 6e30nacHOCTU NaLNEHTOB:

MOeHTUdUKaLMSA NaLUNEeHTOB;
Oe30MacHOCTb IeKapPCTBEHHbIX CPEACTB;
XUpyprmyeckaa 6e3onacHoCTb;
NPO®UIAKTNKA U KOHTPOb MHPEKUMM;

npoduaakTnka NageHunn, nponexHen n TpoMmboambonuu;

O O O O O O

obecneyeHne Be3onNacHOCTM NPY ANArHOCTNYECKMX
MccnenoBaHUX;

o obecneyeHne De3onacHOCTM B NpoLLecce nNepemBaHng KpoBu;

N op.
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SO 7101:2023 I\ AJA

CpaBHeHMe

OcHOBaH Ha CTPYKTYPE BbICOKOTO YPOBHS
CTaHOAPTOB Ha CUCTEMbI MEHEOXMEHTA

NCO

ConepxuT TpeboBaHMsa K cucteme
MeHeOXMeHTa Ka4yecTBa

YunTbiBaeT cneundurky 0eaTebHOCTH
MEeOVLUMNHCKOW OpraHun3aumm

CopepxuT TpeboBaHus K paspaboTke u
OKa3aHWio MeaULNHCKNX YCIyr

[NooxoauT ona uenewn ceptTudukaumn

[MownsHaeTcs B Poccun 1 3a pybexom

Y4yuTbiBaeT BONPOCHI
4eTOBEKOLEHTPUYHOCTH
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SO 7101:2023 I\ AJA

Y10 HYy>XHO ANa cepTudmnKaLmm

O NOArOTOBUTb MEePCOHa,

paszpaboTatb CMK no NCO 7101 nnn nHterpupoBaTh VX B

O

nencreytouyto CMK (Hanpumep, no ISO 2001);

MNPOBECTU BHYTPEHHUM ayauT no TpeboBaHWaM CTaHOapPTa;
NoAaThb 3aABKY Ha CepPTUDNKALMIO;
NPOUTU ayauT LOKYMEHTALUU 1 BbIE3HYIO NPOBEPKY;

pa3zpaboTaTb NaH KOPPEKTUPYIOLLMX OEUCTBUN (MPU HanU4mUm

oT 5-/ mecgues
O O O O

HEeCOOTBETCTBMIN MO pe3ysbTaTaM ayauTa);
o NoNy4YnTb cepTudmnkat cooTBeTcTBUdA TpeboBaHuam NCO 7101 u
PErvcTPaLnIo B OTKPBLITOM peecTpe, MpaBo UCMOTb30BaHMS

3HaAKOB COOTBETCTBUA.

O MNPOXoLnNTb eXerogHble Ha30PHblIE ayNThI.
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SO 7101:2023

OnbIT cepTndukaumnm

o SLAV/AED

KINMMHNHECK AA MEDICAL CENTER
BOINbHVLA 85

™

O OO
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BOMPOCHI? I\ AJA

[laBen AHaTonbeBMY HMKaHOPOB: MonnucbiBaiTeCh Ha HaLL
Telegram kaHarn
-+ .
o Mob. ten.: +7 9213703506 s/t me/aia. TUs

o Odwnc. Ten.: +7812929 76 33

o E-mail: nikanorov@ajareqistrars.ru

o WEB: www.ajareqgistrars.ru

CUCTEMBI Oty
MEHEIDKMEHTA 2025 @AJA_RUS

NMPAKTUMECKAA KOH®EPEHUWNA


mailto:nikanorov@ajaregistrars.ru
http://www.ajaregistrars.ru/
https://t.me/aja_rus
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