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VBa)kaemblie Konneru!

DALVNLUOHHO AeKabpbCKUN BHIYCK XypHala «BecTHUk

Poc3ppaBHan3opa» Mbl MMOCBALAEM Haubonee 3HAYUMBIM

cobniTUAM B chepe obecreyeHns KavyecTsa MeAWULUHCKOW
peaTenbHOCTU. 2018 rop mpuHec 3HAYUTeNbHble U3MEHEHUA
KaK B IIOJIUTUKE Pa3BUTUA OTPACAU, TAK U B COBEPLIEHCTBOBAHUU
3aKoHozarenscTBa. Heo6xonuMocTh Takux usmMmeHeHWi 6tna npo-
IVMKTOBaHA MaickuM Ykasom [IpesupenTa Poccuiickont denepanum.
MucTpyMeHTOM peanmnsanuu HaMeueHHLIX llefleil U cTpareruye-
CKUX 3afiay, Kacatowuxcsa chepsl 3npaBooxpaHenus, cran Haumo-
HaJbHbIW ITPOEKT «3APaBOOXPAHEHUEN.

[TeneBbie mokasarenu, onpepeneHnbie Ykazom n Haunoxnanb-
HBIM IIPOEKTOM «3paBOOXPaHEHUEY, KOTOPLIE HEOOXOAUMO J0-
CTUYb K 2024 T., TPeOYIOT YETKUX COTJIAaCOBAHHLIX LeNCTBUiA
OpraHU3aTOPOB 34PaBOOXPAHEHUA Ha BCEX YPOBHAX IIPU OQHOBpe-
MEHHLIX KaUeCTBEHHbIX U3MEHEHUAX B LeATEILHOCTU CAaMUX Mein-
LIMHCKUX OpraHusauuil. 3aKoHOAATENbCTBO YXKe OTBEYAET Ha 3TOT
BbI30B: B 2018 T. 6bIAU MIPUHATHI TOMIPAaBKU B PeiepanbHbii 3aK0H
Ne323-®3 no Bompocam pa3paboTku, YTBEPKLEHUA N IPUMEHEHUA
KIUHUYECKUX PEKOMEHJalWU!, BHECEHBl U3MEHEHUA OTHOCUTENb-
HO OpraHu3aluu BHYTPEHHEro KOHTPOJA KauecTBa MeLULINHCKON
LeATeNbHOCTU B MELULUHCKUX opraHusauuax. He meHnee Bax-
HBIM COOLITUEM CTaJl IEPECMOTP U YTBEPXKAEeHWEe HOBOTO MOPAS-
Ka 0KasaHWUA MeLULMHCKON ITOMOIM IO IPOdUI0 «IacTuieckas
XUPYPIUAY», KOTOPHIL MUHUMU3UPOBAJL PUCKU TTALIMEHTOB U OJHO-
BPEMEHHO 3aCTaBWIl 33lyMaThCA 00 aKTyanusauuu u IpUBeAeHUIo
K €AUHOMY BULY APYTUX ITOPALKOB.

Kak Mbl MOXeM BUAETb, B 3TOM I'OZly BO3MOXHOCTb AJA Kave-
CTBEHHOI 1 6e30TacHO MEUIMHCKON NeATENbHOCTU YKPEuaach
Ha BCeX YPOBHAX — OT JleYalller'o Bpaya, KOTOPLIN UCIIONb3YET CO-
BpeMeHHbIe CTaHZlAPTU3UPOBaHHble KIMHUYECKUe PEKOMEH ALY,
no MunucrepcrBa 3ppaBooxpaHenus Poccuu, koropoe BBOAUT
efuHbe TpeboBaHUA K BHYTPEHHEMY KOHTPOJI0 KauecTBa BO BCEX
6e3 UCKI0UYeHUA ME[ULUHCKUX OPraHU3aLusx.

CuuraeMm, uTo K HacTosameMmy Bpemenun B Poccuiickon epepa-
LIUU CO3LaHbl VHUKaIbHbIE YCI0BUA AnA QyHAAMEHTaNbHbIX Ie-
peMeH B 0671aCTW KavecTBa U 6€30ITaCHOCTU MEAULUHCKOW fes-
TEJILHOCTY, @ 3HAYUT U 671aromonyyus naymeHTos. Ceityac BceM
HaM HYXHO, UCIIONb3YA HOBble BO3MOXHOCTU, HAlPaBUTb YCUNUA
Ha pelleHue KOHKPETHLIX 3afiay B Lienax peannsaunv Hanunonans-
HOTO ITpoeKTa U ucnonHenua Yxasa Ilpesupenra Poccuiickon de-
nepauun. 1 xypHan «Bectrux Poc3ppaBHap3opay, COCpPenoToun-
Bas BHUMaHMe Ha NYJYUIUX [TPaKTUKAX, HAMEePeH BCAYECKU 3TOMY
CItoco6CTBOBATD.

C ysaxeHuem, M.A. Mypawko, 2nasHsbili pedakmop
XypHana, pykosooumesns ®edepanbHoli cyx6bi
v no Haosopy 8 cepe 30paBooxpaHeHus

Ne6, 2018, BectHuk Poc3gpaBHag3opa
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Poseidon

is the prime sea god,
one of the three
major Olympic gods
along with Zeus

and Hades. His
main features are
authoritativeness
and insuperable
strength. The main
attribute of the god
is trident whereby
he can cause storms
and crash mountains.
As the god of water
element Poseidon

is involved

in requlation

of all the natural
processes. His other
predestinations

are to stay the
course and to assure
the desired result.

In the modern socio-economic situation the formation

of the development strategy in a medical organization

has to be oriented towards the improvement of quality and safety

of the medical activities, improvement of the marketability and have
to be based on the modern approaches, methods and conceptions,
taking the world’s best practices into account.
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KOHKYPC

Pe3ynbratbl KOHKYpPCa Ha COMCKAHUE NpeMum
«3a KayecTBO U 6e30MacHOCTb MeAULIMHCKON A eATeNbHOCTU»

B2018r.

XI BcepocCcMincKoM HayYyHO-NPAKTUYECKOW KOH(epeHL N C MeXAYHAPOAHbIM yyacTuem

«MepguumHa n kauecrtso-2018»

Naypeatbl npemuu
«3a KayecTso 1 6e30MacHoCTb
MEANLMHCKON eATENbHOCTUY

Jlaypear npemuu 1-i cTeneHu

JlenapTtameHT
3ApaBoOXpaHeHuUs
XaHTbI-MaHcuiickoro
ABTOHOMHOr0 oKpyra — l0rpbi

IvpeKTop penapraMeHTa

NOBPOBOJILCKUIA
Anekceit Anb6epToBuY

Jlaypeat npemuu 2-i cTeneHu

MuHucTepcTBO
3ApaBOOXpaHeHUsA
Pecny6nuku MoppoBus

Munnctp

MOPO30B
Muxaun lOpbeBuy

Jlaypeat npemuu 2-i cTeneHu

MuHucrepcTBO
3ApaBoOXpaHeHuUs
CaxanuHckou obnactu

Munnctp

NAK
Anekcenn KeHeHoBuY

OTaenbHble MegULUHCKME
OpraHu3aumu

«MeauumHcKan opraHusauma (ctaumoHap) -
nupaep B obecneyeHnn KayecTsa U 6esonacHoCTy
MeAMLUHCKON AeATenbHOCTUY.

KIbY3 «KpaeBas
KNAuHNYecKasa 6onbHULAY,
r. KpacHoapck

e

OpraH ynpaBneHus 30paBooXpaHeHNeM
cybbekTa PO

InaBHbIN Bpay

KOPYATUH
Erop EBreHbeBuny

Jiuaep no ycnewHomy BHeapenunio «MpeanoxkeHun
(NpaKTMYeCcKMX peKoMeHAALMit) No opraHn3auuu
BHYTPEHHEro KOHTpoNA Ka4yecTBa u 6e3onacHocTy
MeAULMHCKOWN eATeIbHOCTU B MeAULIMHCKON
opraHusaumm (NONUKANHUKE)»
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KAYECTBEHHO HOBAA MOJENb MEAULWHCKON OPTAHU3ALUN

TEMA HOMEPA: }
KAYECTBEHHO HOBAA MOZE/b MEANLNHCKOW OPTAHU3ALIAN.
noaxoAabl K YNPABNEHWO OPTAHU3ALMOHHBIMM MPOLECCAMK

M.A. MYPALLUKO?, o.M.H., pyKoBOAMTENb

A.U. NAHUH?, coBeTHUK pyKoBOAUTENS,

PaninAI@roszdravnadzor.ru

H.®. KHA3I0K?3, n.m.H., npodeccop kateapsl cTpaTernyeckoro n GUHaHCOBOro MEHEAXMEHTA; MaBHbIN
CNeuuanncT OTAeNa MOHUTOPUHIA U SKCNEPTU3bI

KauecTtBeHHO HOBas moaenb
MeAMLUHCKON OpraH13auum

Kniouesnie cnosa: MeduyuHCKas opeaHu3ayus, ynpasaeHue, cucmema meHedxmeHma kaiecmsaa, HayuonansHwitl npoexm «30pasooxpaHeHue»

Murashko M.A., Panin A.I., Knyazyuk N.F.

Brand new model of medical organization

The article describes the main approaches for development of the new model of the medical organization based on the implementation

of the management system that meets requirements of international standards and Suggestions (practical recommendations) of Roszdravnadzor.
The main goals and expected results of the implementation of the National project «Health care» are introduced.

Keywords: medical organization, management, management system, National project «Health carex»

B cTaTbe NpepcTaB/ieHbl 0CHOBHbIE NOAX0Ab! K CO3AaHMI0 HOBOI MOgenu Menuu.vuucmﬁ “::ﬁ:z;:;;a:c;'g;“:a
OpraHM3aLMm Ha OCHOBE BHEAPEHUS CUCTEMbI MEHEKMEHTa, COOTBETCTBYIOLLEN 3ApaBooxpakenus
Tpe60BaHMAM KaK MeXKAYHAPOAHbIX CTaHAAPTOB, TaK U MpeanoxeHuii (NpaKTUYeCKNX  OrE0Y BO «MpkyTCKHi
pekomeHpaaumii) PocaapaBHapa3opa. MpuseseHbl OCHOBHbIE ;ZZV;‘:;’J::T'::"'“
Lenu n oXkuaaemble pesynbTaTbl peanusauum e an Guec-
HaynoHanbHOro NpoeKTa «34paBooXpaHeHue». wkona

3 OreY «LIMUKII»
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M.A. MYPALLUKO?, o.M.H., pyKoBOAMTENb
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0 npoeKTte npukasa Mun3sapasa Poccuu

«06 yTBepxaeHUU Tpe60BaHUN K OpraHu3auum
U NpoBeAeHUI0 BHYTPEHHEro KOHTPOA KayecTBa
n 6e30MacHOCTU MeAULUHCKON AeATeNIbHOCTUY

Knioueswie cnosa: meouyuHckan 0eamenbHOCMb, BHympeHHuzZ KOHMpOJ/b Kayecmsa u 6e3onacHocmu, 3paqe6Haﬂ Komuccus, cny)f(6a no xKavecmsy,
MOHUMOpUHe Kavecmsa u 6e3onacHocmu

Murashko M.A., Seregina I. F., Sharonov A. N., Ivanov I. V.

About the draft of the directive of the Ministry of Health

«About confirming of the requirements for organization and carrying out of the internal quality and safety control of the medical activities».

The Ministry of Health in cooperation with Roszdravnadzor developed the draft of the directive «About confirming of the requirements for organization
and carrying out of the internal quality and safety control of the medical activities» in order to create the unified approaches for performing internal
quality and safety control of the medical activities in the Russian Federation.

Keywords: medical activities, internal quality and safety control, medical panel, quality department, monitoring of the quality and safety.

C uenbto HoOpMUPOBAHUA eAUHbBIX NOAXOA0B K OCYLLECTBJIEHUIO BHYTPEHHEro KOHTpons ‘:::iz:g;;?c%mﬁa

KayecTBa M 6e30NacHOCTU MEAULIMHCKOM feATeIbHOCTU Ha TeppUTopum Poccuiickon 3ApaBooxpaneHun

®epepauynu Munsgpasom Poccum coBmectHo ¢ Poc3gpaBHaa3opom pa3pa6oTaH npoekr 2 OFBY «LMUKII»
Poc3apaBHapsopa

npukasa «06 yTeepxaeHuu Tpe6oBaHMIi K OPpraHM3aLum U NPOBEAEHMNI0 BHYTPEHHEro
KOHTPONA Ka4yecTBa U 6e30nacHOCTU MeAMLIMHCKON AeATENIbHOCTU.
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OBA J1.H.

HopmaTtuBHoe npaBoBoOe peryaupoBaHue
BHYTPEHHEro KOHTPOJA KayecTBa U 6@30nacHOCTH
MeAULMHCKOMU AeATeNIbHOCTHU

Kniouesvie cnosa: KoHmponb Kauecmsd, BHympeHHUL KOHMPOb, BDAYOHAS KOMUCCUA

Khusainova D.K., Shayhutdinova L.N.

Statutory and regulatory regulation of internal quality control and safety of medical activitiess

The article provides an overview of the regulatory framework for the implementation of quality control and safety of medical activities at various levels:
state, department and internal. The functional structure of the medical institution commission is described. The proposals for improving the existing
system of quality management of medical care are formulated.

Keywords: quality control, internal control, medical commission

B cTaTbe AaH 0630p HOPMAaTUBHO-NPABOBOIA 6a3bl NPU OCYLLECTBJIEHUN KOHTPONA KayecTBa U 6e3o0nacHocTu
MEeANLMHCKOMN feATEeIbHOCTH Ha Pa3NIMYHbIX YPOBHAX: FOCYAaPCTBEHHOM, BEOMCTBEHHOM N BHYTPEHHEM.
OnucaHa (yHKLMOHANbHAA CTPYKTYpa BPauebHOM KOMUCCUM MeAULMHCKOTO yupexaeHusa. ChopmynmupoBaHsbl
NpeanoXKeHMs No COBEPLIEHCTBOBAHMIO CYLUECTBYIOLEH CUCTEMBI YIPABAEHUA KAYeCTBOM MeAULUHCKOM
nomouu.
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Moaxoabl K NOCTPOEHUIO
perMoHanbHOU MoAenu ynpaBieHus
KauecTBOM 1 6€30MacHOCTbIO

b ‘
MeAULUHCKOUN AeATeJNIbHOCTU NYAYNOBA E.I0.

Knioueswie cnosa: komniekcHas cucmema MeHeOXMeHMa Kayecmaa, cmaHdapmbl HCO0 9001, YeHmpunl KomnemeHyut, pe2uoHanbHaA cucmema
ynpasneHusa Ka4ecmsom u 6e3onacHocmbio MeOuyuHcKol desmenbHOCMU, npoeKmHyoe ynpasjieHue 8 30pasooxpaHeHuu

Ludupova E.Yu.

Approaches to the architecture of a regional model of quality and safety management of medical activities

The article presents the experience of building a regional model of quality and safety management of medical activities and the main approaches

to the implementation of the integrated quality management system based on the application of IS0 9001 standards and Suggestions (practical
recommendations) for the organization of internal control of the quality and safety of medical activities developed by the FGBU «CMIKEE» of
Roszdravnadzor on example of the Republic of Buryatia. The model is based on the opening and functioning of the competence center in the field of
QMS in the leading certified medical organization of the region GAUZ «Republican clinical hospital im. N. A. Semashko». The international and Russian
experience of competence centers is systematized. A methodological approach to ensure effective implementation and scaling of the model using project
management tools is proposed.

Keywords: comprehensive quality management system, IS0 9001 standards, competence centers, regional quality and safety management system of medical
activities, project management in health care

*mi:::::av:g:;::m" B cTatbe Ha npumepe Pecny6anku bypaTua npeacTaBneH onbIT NOCTPOEHUA PErMoHanbHO
um HJ;. Cemauko», mopenu ynpaBsieHUA Ka4yeCTtBoM U 6e30nacHOCTbIO MeAMuMHCKOﬁ AeATeNIbHOCTU, OCHOBHbIE
Pecny6nuka byparus, -

r. Ynau-Yps noaxoabl K BHeAPEHUI0 KOMNJIEKCHOU CUCTEMbI MeHeAXXMEHTA Ka4eCTBa Ha OCHOBe

npumeHeHusa craHpapros UCO 9001 n MpepnoxkeHnii (NPaKTUYECKUX PEKOMEHAALMI)

no opraHu3ayuu BHYTPEHHEro KOHTPOJIA KayecTBa U 6e30NacHOCTU MeAULUHCKO
AeATenbHOCTH, paspaboTtaHHbix ®TBY «LIMWUKII» Poc3gpaBHaasopa. B ocHOBY faHHOM
MOJENU NOMOXKEHO OTKPbITUE U (PYHKUMOHMPOBAHME LeHTpa KoMneTeHuuii B o6nactu CMK
Ha 6ase cepTudULUMPOBAHHON BeaylLeil MeAULMHCKON opraHusauum permoHa FAY3 «PKb um
H.A. CemawKo». CUCTeMATU3MPOBAH MEXAYHAPOAHbIN U POCCUIACKMIA ONbIT PaboTbI LLEHTPOB
KoMmneTeHuuit. lpeanoxeH MeToAMYECKN NOAX0A ANA obecneyeHus 3¢ heKTUBHOTO
BHePeHUA U MacIUTaGUpoBaHUA MOAEIU C NOMOLLbIO MHCTPYMEHTOB NPOEKTHOTO
ynpaBneHus.
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OpurvHanbHaA METOAMUKA OL,eHKU PUCKOB
AEeATeIbHOCTU MEeAULUHCKON OpraHn3auuu.
Pe3ynbTatbl anpobauuum

Kniouesbie cnosa: memoduxa oyeHKU puckos, CmpyKmypa puckos, ynpasieHue puckamu, MeOUYUHCKAA OP2aHU3ayus, Cucmema MeHeOXMeHma
kawecmsa, TOCT P UCO 9001:2015

Artamonova G.V., Karas D.V., Kryuchkov D.V., Danilchenko Ya.V.

The original method of activity risks assessment in a medical organization. Results of testing

The method developed by the authors allows for a comprehensive assessment and analysis of activity risks in a large scientific and medical institution.
The method is based on the original structural model of risk, as well as a structural approach to risk analysis. Risk is considered in conjunction with its
sources, causes and consequences, the objectives of the relevant production processes, risk assessment, methods of monitoring and control. The study of
activity risks is a fundamental step in the reorientation of the management system of the medical institution to the risk-oriented model, in accordance
with the requirements of ISO 9001: 2015.

Keywords: risk assessment methodology, risk structure, risk management, medical organization, quality management system, GOST R ISO 9001:2015

* OTEHY «Hayuwo- Paspa6oTaHHas aBTOpaMMu MeTOAMKA NO3BOJIAET MPOBECTU KOMMEKCHYIO OLLeHKY M aHanu3
uccnepoBaTenbCKUnU MHCTUTYT
KoMTnEKCHbIX NPoBnem PUCKOB AeATENbHOCTU B KPYNMHOM Hay4YHO-MeAULMHCKOM yupexaeHuu. B ocHoBy metoauku

CepAeyHO-CoCYyAUCTbIX

sabonesanwii, r. Kemeposo  MOJIOIKEHA OPUFMHANbHAA CTPYKTYPHAsA MOAENb PUCKA, a TaKXKe CTPYKTYPHbIA NOAXOA
K aHanu3y pMCcKoB. PUCK paccMOTpeH B KOMMJIEKCE C ero UCTOYHUKAMU, MPUYMHAMU
U NOCNeACTBUAMMU, LieJIAMU COOTBETCTBYIOLUX NPOM3BOACTBEHHbIX NPOLECCOB, OLEHKOM
VPOBHSA PUCKA, CN0c06aMN MOHUTOPUHTA U KOHTponsA. U3yueHne pUCKOB feATeNbHOCTH
ABNAETCA NPUHLUNNANBbHBIM 3TaNOM NepeopueHTaLum CMCTeMbl YNPaBeHUs
MeAULMHCKOrO YUpeXaeHUA Ha PUCK-OPUEHTUPOBAHHYIO MOAENb B COOTBETCTBUM
c Tpe6oBaHmamMU ctaHaapTta UCO 9001:2015.
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Ponb CTaHAApTOB onepauuoHHbIX Npoueayp
B YNpaBJIieHUN KAYeCTBOM MeAULMHCKON AeATeIbHOCTH

Kniouesvie cnosa: ynpasnerue kaiecmsom, Kauecmso u 6e30nacHocms MeduyUHCKol desamenbHOCMU, Kauecmso MeAuUyUHCKOU NOMOWU,
cmaHdapmsl onepayuoHHbIX Npoyedyp

Lindenbraten A.L., Sidorenko N.V. Gololobova T.V., Shestopalova T. N.

The role of standard operating procedures in quality management of medical activities

It is necessary to distinguish the concepts of quality of medical activity, quality of medical care and quality of its organization.
An important role in quality management is played by the process approach, which is the basis for the development of standards
of operating procedures, which are an effective mechanism for improving the quality of medical care and medical activities.

Keywords: quality management, quality and safety of medical activities, quality of medical care, standards of operating procedures

* @TEHY «Hauuonansheti Cnepyet pa3nnyarb NOHATUA KayecTBA MeAULMHCKON feATENbHOCTH, KaYecTBa
Hay4yHo-UCCnepoBaTeNbCKUMN -

MHCTUTYT 06ujecTBEHHOTO MeAULUHCKOU NOMOLUU U KayeCTBa ee OpraHusauuu. Ba)KHyIO posib B ynpaBsieHUu

3,0POBbA UMEHHN - -

H.A. CeMauko, Mocksa KayecTBOM UrpaeT NpOLEecCHbIi NOAX0A, KOTOPbIN JIEXKUT B OCHOBE Pa3paboTKM CTaHAAPTOB
2 OEVH «HItH onepaunoHHbIX NpoLUeAyp, ABNAIOWMUXCA AeUCTBEHHbIM MeXaHM3MOM NOBbIWEHUA KaYecTBa
AesundekTonorum»

MeAVLIMHCKON NOMOLLU 1 MEAULUHCKON AEeATENbHOCTH.

Pocnotpe6Haasopa
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GEALIK JI.A. LWECTAKOBA T.H.

Kniwowueswvie cnosa: BHympeHHUlI KOHMpOMb Kayecmsa, MeOuyUHCKas 0eamenbHOCMb, NONUKAUHUKA, MeOUYUHCKAA opeaHusayua

Fedyk L.A., Shestakova G.N.
The experience of implementation of Proposals of Roszdravnadzor on the internal quality control and the safety of medical activity
The article describes the experience of implementation of Proposals of Roszdravnadzor on the internal quality control and the safety of medical activity

by Surgut district clinical hospital. The approach to the organization of the internal control as the main element of the quality management system
in the clinic is described.

Keywords: internal quality control, medical activity, polyclinic, medical organization
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(r. TiomeHb)
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«CypryTckas oKpyHas
KNMHUYecKan 6onbHULa»,
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Cuctema nogpep)XKu NPUHATUA BpayeOHbIX
peleHnin KaK 31eMeHT NOBbILWEeHUA
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3ApaBoOOXpaHeHusA
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Rykov M.Yu.

The system of support of medical decisions as an element of improvement in the quality of medical care: a new era of informatization of health care
The article describes the experience of the development and implementation of an electronic database of children with cancer in the clinical practice of
medical organizations, which contains a system for supporting the adoption of medical decisions and allows: to keep records of patients with a diagnosis;
key dates; follow-up data; to analyze the earlier treatment and the criteria for assessing its quality; to make a treatment plan; to obtain information on the
availability of beds and the number of patients in various medical organizations; to conduct medical consultations with the involvement of specialists of
the third level medical organization. For the patient (legal representatives of the patient) access to the «personal account» reflecting the treatment plan,
including the schedule of reception of medicines, and routing possibilities is provided.

Keywords: pediatric oncology, malignant tumors, quality of medical care, medical decisions support system, informatization

CraTbA NOCBALLEHA ONUCAHUIO ONbITa Pa3paboTKK U BHEAPEHUA B KNMHNYECKYIO NPaKTUKY  HUM o oY
MeAULMHCKUX OPraHM3aLmii 3NeKTPOHHOM 6a3bl faHHbIX AeTell C OHKOJNIOFUYECKUMM P

nccnefoBarenbekuit ueHTp
3a60ﬂeB?HMﬂMM, KOTOpas COAEPXUT CUCTEMY NOAAEPHKKN NPUHATUA BpayebHbIX uecneposatensciuiuenp
pelueHui, NO3BONAET BECTHU YYeT NALMEHTOB C YKa3aHWEM MarHo3a, Kalo4eBbix AaT, Muksapasa Poccun
KaTaMHeCTUYeCKNUX AaHHbIX; aHANU3MPOBATL MPOTOKOJIbI NONYYEHHOrO paHee JleYeHus 2 OTAOY BO «epsii

" ) .
M ero KauyecTBo; COCTaBAATb NNaH IeYEHUs; NOAYYaTb MHGOPMALMIO O fLOCTYNHOCTH o g

KOEK M KOJIMYecTBe NaLMeHTOB B Pa3/IMYHbIX MEAULIMHCKUX OPraHU3aLuMax; NPOBOAUTD .
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TpeTbero ypoBHs. [ina nayneHTa (3aKOHHbIX NpeACTaBUTENeH NAUNEHTa) NpeAoCTaBAAeTCA

AOCTYN K «NIMYHOMY KaBMHETY», OTpaKaloLeMy NnaH neYeHns, BKIoyas rpaduk npuema

NeKapCTBEHHbIX CPeACTB, A TaKKe BO3MOXKHOCTH MapLIpyTU3aLuu.
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Innovative development of the laboratories management information system of Federal State Budgetary Institution "Information

and Methodological Center for Expert Evaluation, Recording and Analysis of Circulation of Medical Products" of Roszdravnadzor

The article deals with the issues of automation of a quality monitoring of medicines and the unification of the network of federal laboratory complexes

in a single information framework. The article describes measures aimed at comprehensive information and analytical support of the quality monitoring
of medicines based on modern information technologies, as well as the improvement of management mechanisms and optimization of laboratory facilities
in accordance with international quality standards.

Keywords: quality monitoring of medicines, unified quality assurance system, innovative technologies, information and analytical support, improvement
of the system of indicators, unification of methodologies
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MeXAYHapoAHbIM CTaHAAPTaM KayecTBa.
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Krasheninnikov A.E., Matveyev, A.V., Egorova, E.A.

The prospect of mobile technologies application in order to improve the organization of pharmacovigilance in Russia

The main tool for the collection and analysis of information on adverse reactions to medicines is the method of spontaneous messages, which effectiveness
increases by the use of online systems and by the implementation of mobile applications for reporting data on adverse reactions using mobile phones,
smartphones and tablets.

A comparative analysis of existing mobile applications confirmed that the use of this tool provides an opportunity for all subjects of medicines circulation
to report more often about adverse reactions. The electronic notification form is convenient for filling in, further analysis and providing information

to regulatory agencies. It allows increasing the number of spontaneous reports on adverse reactions and improving the pharmacovigilance system.

Keywords: pharmacovigilance, mobile applications, spontaneous reports, adverse reactions
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LeHTp (hapMaKoHaa3opay,

Ha JIC aBnseTca MeTop, CNOHTAHHbIX COO6MEHMﬁ, 3deJeKTMBHOCTb KOTOpoOro yseinymBaeTtca r. Mockea

NpW MCNOb30BAHUMN OHAANH-CUCTEM, @ TAKXKE NPU BHEAPEHUN MOGMABLHBIX NMPUSIOKEHN * MequtHeKan akagemun

. C.U. Te
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r. Cumcpeponons

CpaBHUTENbHbII aHANN3 CYLLECTBYIOLWMX MOBUNBHBIX NPUNOXKEHNI NoaTBEpAUN,

YTO NpMMeHeHUe AAaHHOr0 UHCTPYMEHTA NPeAoCTaBAeT BO3MOXKHOCTb BCEM Cy6beKTaMm
o6paweHus JIC yawe penoptuposarb o HP. IneKTpoHHas hopma u3BeleHUA yao6Ha
ANIA 3aN0/IHEHMA, AaNbHEMWero aHaNn3a 1 NPejoCTaB/eHNA PeryaaTopHbIM OpraHam,
YTO NO3BOJIAET NOBLICUTb YUCIIO CMIOHTAHHBIX CO06LEeHui 0 HP 1 coBeplueHCTBOBATL
cucremy apmakoHaasopa.
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Mikhalkin S.M., Khaliullin M.H.

Organization of inter-laboratory comparative tests in the system of circulation of medical devices

The article presents the developed by the authors methodological approach to conducting inter-laboratory comparison tests (ILCT) for testing laboratories
accredited to conduct technical tests of medical devices, as well as the procedure of ILCT, based on the use of special samples certified by the ILCT
coordinator with the registration of a certificate containing the values of the measured parameters with established tolerances.

The developed ILCT technique is implemented during inter-laboratory comparison tests between four testing laboratories. The results of the ILCT confirm
the possibility of comparative tests on special samples certified by the ILCT coordinator.

Keywords: inter-laboratory comparison tests, testing laboratory, medical devices, certification of a special sample, statistical processing of measurement results

B cratbe npeacraByieH pa3p360TaHHblﬁ dBTOpamMu MeTOAM‘IeCKMVI noaxop K nposeaeHuto 'r:;::::::::::x“mem“x

Mex1abopaTopHbIX CAMYUTENBHBIX UcnbiTaHuin (MCU) ana ucnbiTatenbHbix naboparopui, cpeacrs norpeGgaaHmlM
- o e3onacHoctu 06uecTso

dKKpeaAUTOBAHHbIX Ha NpoBeAeHNe TeEXHNYECKUX UCNbITAHUU MeAULUHCKUX U3[eNnuu, C OrpaHuyeHHo

OTBETCTBEHHOCTbIO
((3I|EKTPOHYECY», Mockea

a TaKxxe npouenypa nposeaeHua MCU, ocHosaHHas Ha NpUMEHEHUM CneLuanbHbIX
o6pasLoB, aTTecTyeMbix KoopauHatopom MCU c ochopmneHnem cBuaeTENbCTBA,
coaepxalllero 3Ha4eHUA MIMepAeMbix NapaMeTpoB C YCTAaHOBAEHHbIMU A0NYCKaMMU.
Pa3pa6otanHas meToauka MCU peanusoBaHa npu npoBefeHUN MeKNA60PATOPHbBIX
C/IMYUTENIbHBIX UCNBITAHUN MEXKAY YeTbiPpbMA UCMbITATeNIbHLIMU 1AGOpPaTopUAMHU.
Pe3ynbratel MCU noaTBEpKAAIOT BO3MOXHOCTL MPOBEAEHUA CINYNTEJIbHBIX UCNbITAHUI
Ha cneumanbHbIX 06pasyax, aTTecToBaHHbIX KoopauHatopom MCU.
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nokasaresei 415 3KCNepTU3bl KaYecTBa MEAULMHCKOM NOMOLLM N0 CYYasiM NIeTaNbHbIX UCXOA0B

TapaceHko E.A., MonkparoBa 0.®. He3aucrmasn oLeHKa KayecTBa okasaHns yciyr MefULUHCKUMA
OpraHu3aLMAMK Kak 06bEKT yNpaBieHYeCKOro aHa/an3a: omnbiT PErMOHOB U OCHOBHbIE MPOGEMbI

O6paLieHne MeAULMHCKUX U3aeNunii

ActaneHko E.M., CyxaHoea M.M., Baneesa A.A., Mureeea M.A. 0630p 13mMeHeHuit B 06nactv
HOPMATMBHO-NPABOBOTO PEryIMPOBaHus B cepe oOpalleHns MefULMHCKUX U3Lennii

Actanenko E.M., MureeBa M.A., BaneeBa A.A., lopocees A.A. [IpaBonpumeHUTENbHAA NPAKTUKA
B chepe 0bpalleHNs MEAULMHCKUX U3fennil. Pe3ynbTarsl 1 aHanus

Muxees C.B., lWapukap3e JI.T., CepreeB U.K. 0cOGEHHOCTN TEXHUYECKMUX UCMBITAHUI MEAULMHCKUX U3AeNuit

B paMKax HalMOHaNbHOro 3aKOHOA4aTeNIbCTBa Poccuitckoin dJeAepau,MM

MBanoB WU.B., MunynuH U.b., lle6nbikuna A.A. KoMmnneKcHbI Noaxog k obecneyeruio kayecTsa u 6e3onacHocTy
06palleHus MeAULMHCKUX U3RENUIA B MEAULMHCKOI OPraHN3aLMn: pe3ynbTaTbl OLEHKM B PAMKaX BHYTPEHHETO KOHTPOAA

UBaHoB WU.B., Cepreesa M.B., AHToHoB B.C., MombiHanues K.T. Peructpauus MeanumnHcKux nspenui
Ha OCHOBE CeKBeHWpoBaHua cnegytouiero nokoneHus (NGS). MexpyHapoaHas npakTuka

Muxankuu C.M., Xanuynnux M.X. OpraHu3aums MexnabopatopHbIX CAUYUTENbHBIX UCTIBITAHMUIA
B CUCTEME 00paLLEHNA MEANULMHCKNX U3LENHil

0O6pawieHue NeKapCcTBEHHbIX CPEeACTB

WUBaHos U.B., Munynux U.b., WenyxuH A.M. Pe3ynbratel MEPONPUATUI NO BHYTPEHHEMY KOHTPOJIO KayecTBa

MEeANLMHCKOW [eATeNbHOCTU B YacTh obecneyeHus J'IeKapCTBeHHOVI 6e3onacHocTu B CTaunoHapax

NlypHosuesa A.E., doteesa A.B., bom6Gena T.B., PoctoBa H.B. lapmoHu3aums tpebosaHuii no perucrpayuu

NeKapCTBEHHbIX NpenapaTtoB KaK NoTeHLMan pa3BuUTMA 0Te4eCTBEHHbIX I'IpOl/I3BO,D,l/ITeJ'Iel7|
¢apM3uequeCKaﬂ AEATEeNIbHOCTb

KocoBa U.B., HesonuHa E.B., KpynHoBa U.B. apmaLieBTHYeCKOE KOHCYNBTUPOBAHME:
HOBble DYHKLUM 1 NONHOMOYMS anTeYHbIX PAbOTHUKOB

MapmakoHag3op

MarBees A.B., KpawenunHukos A.E., Eroposa E.A.
CpaBHUTENbHbI aHaNN3 KapT-M3BeLLEHNIT O HeXKeNnaTeNbHbIX IeKapCTBEHHBIX PeaKLnax

Jlonywos [1.B., CHerupésa U.U., ®asyn3aHosa U.M., bypawHukosa U.C.
AKTyanbHble Bonpockl hapMakoHag30pa 3a BaKLuHamu

Kpawenunuukos A.E., MateeeB A.B., EropoBa E.A. lepcnekTuBa npuMeHeHUs MOOUIBHbIX TEXHONOTUI
B LieN1fX COBEPLIEHCTBOBAH A OpraHu3aLmm cuctembl apmakoHaasopa B Poccum

WHdopmaTnsauus 3apaBooxpaHeHus

PbikoB M.H0. Cuctema noafepXKu NpUHATUA BpaqeﬁHbIX pemean?l KaK 3JIeMeHT NOBbIlEeHNA KayeCTBa
MEeAMLMHCKOW NoMoLu: HoBas 3pa I/1H¢)OpMaTVI3aU,V||/1 3A4paBOOXpPaHEHUA

fonoeuHa WU.N. NHHoBauMOHHOE pa3BuTHE Na6GOPATOPHO-MHDOPMALMOHHOI CUCTEMBI
OrbY «MML3YAOCMM» Poc3apaBHaz3opa

KoHTponb KauecTBa MeANLMHCKON NPOAYKLUM

TutoBa A.B., PoguoHosa 0.E., banbiknoBa K.C. KOHTposib 04HOPOAHOCTM COCTaBa JIeKapCTBEHHbIX NPenapaTtos

Ha hapMaLeBTUYECKOM pbIHKE
Tunbpeesa I.H., Wectakos B.H., MoanpyxHukos 10.B. Passutne GMP-nHcnektopara B Poccun

Coumonoruyeckuii onpoc

Bnacos .B., Yypakos M.B., [pomoBa T.H. OnbiT npoBefeHus coLMONOrMYeckux nccnefoBaHuii naunentckumm HKO

(Ha npuMepe onpoca HEBPOJIOTOB U NALMEHTOB C NEPBUYHO-NPOrPECCUPYIOLMM PacCesHHBIM CKNEpo30M)
WUctopusa dapmayun

TenbHoBa E.A. OT HauuoHanM3aumMm K npuBaTU3aLmum
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TPEGOBAHUA K OO®OPMJIEHWIO CTATEA B XYPHANE «BECTHWK POC3[PABHA[30PA»

CTaTbyu MPEZCTaBAAIOTCA B PEAAKLNI0 XYPHAA B 371eKTPOHHOM Bupe B hopmare Word. Pasmep opurutans-
HLIX CTaTell, BKI0Yas Tabnuisl, pUCYHKY, CIIUCOK INTEPATYPLL U Pe3toMe, He JI0JKeH MpeBbiaTh 10 cTpa-
HUL, 0630pHBIX — 12-14 CTpaHul, XPOHUKU — 3—4 CTPaHULL, pelieH3uil — 3—4 crpanuisl. TeKCT cTaTbhu
BojKeH 6bTh HamevaTad urpudrom Times New Roman, pasmep 14, unrepsan 1,5.

Ecnu cTaTba MMeeT 0AHOTO WU [IBYX aBTOPOB, OHa JOJ/KHA COMPOBOXAATHCA GoTOrpadmamMu aBTo-
poB, npencraBneHHbIMU B popmaTe TIFF wnn JPEG ¢ paspeumrenuem 300 dpi (Touek Ha AioiM) Uau He Me-
Hee 1 MB. ®oTo mpepocTaBnAoTCA B peAaKLNI0 BMECTE CO CTAThe.

[vccepTaniMoHHBIE CTaTbU AOJKHBL COMPOBOXAATLCA 0ULUANBLHLIM HAllPaBleHNEM OT YUPeXeHus,
B KOTOPOM BHINONIHEHA PaboTa, IPU HEOOXOANMOCTU — SKCIIEPTHLIM 3aK/1I0YEHUEM, UMETb BU3Y PYKOBOLU-
TeNA U OLITh 3aBEPEHHI ITEYATHIO.

B Havane crarbu MUWIYTCA MHULMANLL U GaMWUIUA KaKLOTO aBTOP], €r0 yueHas CTelleHb U 3BaHWE,
371eKTPOHHLIW ITOYTOBLIA agpec Als omybankosanus. Huxe ykassiBaeTca Ha3BaHWe CTaTbi, HAUMEHOBaHWE
VYpeXZEeHUs, U3 KOTOPOTO OHA BHILINA, ero ajpec. K craTbe HEO6XOAMMO MPUILIOKWUTL KPaTKOe pes3ioMe Ha
DVCCKOM U XeNaTeNbHO Ha aHTTIMIACKOM A3biKax 00beMOM He Gonee 1/3 cTpaHuLl, B Hadane KOTOPOTO MOJl-
HOCTb10 IIOBTOPUTb (haMUIUM aBTOPOB W Ha3BaHue. B KOHle pe3ioMe HYXHO IaTb KIIOUEBLIE C10BA K CTATbe.

CTaTbs MOXKeT GBITH WLNIOCTPUPOBaHa Tabnauuamu, rpadukamu, pucynkamu, dororpadbusmu (mpen-
TIOYTUTENBLHO 1UBETHHIMU). Bee Tabnuuer, hoTorpaduu u rpaduyeckne MaTepuanst [OLKHLEL UMETh Ha3Ba-
HUe, HOMEp W COOTBETCTBYIOLINE CCHULKU B TEKCTE CTaTbu. PUCYHKU B BuAe rpadmKoB U anarpamMm Heob-
XOAWUMO [JOMONIHWUTD UG POBLIMU AAHHEIMU B opMe Tabnuust B mporpamMme Excel, T. K. B COOTBETCTBUM C
TeXHOJIOTUel BePCTKU XYPHajla PUCYHKU He KOIIUPYIOTCA, a CO3AAI0TCA BHOBD.

Bce 1ndpsl, UTOTU U TPOLIEHTHE B TABNMLAX JLOIKHBL COOTBETCTBOBATb ubpam B Tekcre. Heobxopmmo
yKa3aTb eAUHULE U3MepEHUA KO BCEM [TOKA3aTeNAM Ha PYCCKOM fA3bIKE.

LInTaTl, IPUBOAUMbIE B CTAThe, AOJUKHLL OBITH TIATEbHO BEIBEPEHH]; B CHOCKe HE0OXOUMO YKa3aTb
WUCTOYHUK, €ero Ha3BaHWe, TOf, BHIIYCK, CTPAHULLLL.

Bce coxpameHnua mpu epBOM YIIOMUHAHWUY JOJLKHBL OBITb PACKPHITH, XMMUYECKUE U MaTeMaTUIeCKUe
(bOpPMYNBL TaKkKe [OJKHBL OBITh TIATENLHO BEIBepeH:l. ManoynoTpeburenbitie U y3KoCIeunanbHble Tep-
MWHLI, BCTPEYAIOWNECA B CTATbe, JOJIKHE UMETb TIOACHEHUS.

CIUCOK UCTOYHWKOB B KOHLE CTATbU JOJKEH COZEPXKATh He Oonee 15 HaumeHoBaHwit. CCHIIKW Ha InTe-
paTypy NMPUBOAATCA IO Mepe UNTUPOBaHUA B cTaTbe. [Ipn NCIONb30BaHUN UHTEPHET-CalTa YKa3biBaeTCs
€ro agpec u fata obpamenmns. PaMunium UHOCTPaHHLIX aBTOPOB AIOTCA B OPUTMNHAJILHOW TPAHCKPUTIUM.
Ecnu B auTepaTypHOM CChUIKe LOMYLEHb ABHLIE HETOYHOCTW WU OHA He YIIOMUHAETCA B TEKCTE CTAThY,
Perakuma oCTaBuAeT 3a coboii TPaBoO UCKIIOUNTL ee U3 CIiucka. Bubnuorpadnueckue cCHIIKU B TEKCTe
CTaTbU JAI0TCA B KBAAPATHHIX CKOOKAX B COOTBETCTBUU C HOMEPAMU B IPUCTATENHOM CITUCKE UCTOYHUKOB.

B KoH1e cTaTbX 0643aTENbHO CIIeAYeT YKa3aTbh GaMuaunio, UM U OTYECTBO KOHTAKTHOTO NNLA, ETO 3NeK-
TPOHHBIN aipec 1 TenethoH Ans MOOUILHOMN CBA3W, TOUHBIV IIOUTOBLI afpec A1 OTIPABKU ypHana. Cratby,
0(OpMIEHHbIE HE B COOTBETCTBUU C YKA3aHHLIMU ITPABUIAMM, MOTYT OHITh OTKIIOHEHE 63 PAaCCMOTPEHUS.

CraTby, patiee OMy6NMKOBAHHbIE MW HATIPABEHHbIE B LPYTON XYPHAJL, K OIYONIMKOBAHWIO HE IPUHU-
MatwTcs. 3a MyOnuKanuo cTareil IiaTa ¢ aBTOPOB He B3UMAETCA.

Pepakuus xypHaia MOATBEPKAAET BO3MOXKHOCTL MY6AUKAUNU CTATbU TONLKO TTOC/E 03HAKOMIIEHUA
¢ marepuanom. Bce MaTepuansl, MoCTymaomme B peAakuuio, peleH3npyloTcs, PeAaKTUPYIOTCA W IIPU He-
06X0AMMOCTYN COKPAIAIOTCA.

CTaTbu ClenyeT MPUCHIIATb B PEAKLUI0 TI0 3JIeKTPOHHOW ImouTe mo appecy: o.f.fedotova@mail.ru.
CormmpoBofUTENbHbIE JOKYMEHTHL B OTCKAHUPOBAHHOM BUJE TaKXe IIEPECLUIA0TCA IT0 371eKTPOHHOM [0YTe.
UTo6bl YOERUTbCA, YTO CTATbA MONYYEH], IIPU OTIPaBKe MONb3YUTECh TAPAMETPOM KYBELOMIIEHUE» WU
II03BOHUTE B pefakuuio no Tenedony +7(495) 698-47-56; +7(962) 950-20-49; +7 (903) 660-77-11.
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