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1L MeToRHYECKSE PEKOMEHAGIIAMH IO NOATOTOBKE AOKYMEHTOB ANA PETHCTPALMH MEALIMKCKWX WIAENHiL.

HeKoTopble PasBACHEHIA 8 YaCTH NOATOTOBKM AOKYMEHTOB, NPEAOCTABIAEMbIX C UENbI0 PrHCTPIIHM MERHUMHCKIX W3RERHA.
. i Waneni no BugaM.

1V. 0 HoBbix AaHHbiX N0 X npenaparos u wanenuii
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MEQWLUNHCKWUE U3LENNSA:

AO0NYCK K ObPALLEHWKO N MEPbI OTBETCTBEHHOCTH

E.M. ACTANEHKO, M.M. CYXAHOBA

O HeKOTOpbIX BONPOCax HOPMATUBHO-
NPaBoOBOro peryaMpoBaHusa B cepe
perncTpaumu MeguLunHCKUX Uspenun

Acmanenko E.M., Cyxarosa M.M. 0 Hekomopbix 80NPOCAx HOPMAMUBHO-NPABOBO20 Pe2yNUPOBAHUA

8 chepe pecucmpayuu MedUYUHCKUX u3denut

Cmames nocsaweHa sonpocam 20cydapcmserHol pecucmpayuu MeduyuHcKux usdenuii Ha meppumopuu P®. OnucaHbl cobcmseHHo npo-
yedypa peaucmpayuu MedUyUHCKUX U30enuli u Hekomopsle 0CobeHHOCMU NPoBedeHUs UCNbIMAHUL MeOULUHCKUX u3denud 8 pamKax cosep-
WeHCMBOBAHUA HOPMAMUBHO-NPABOBO2O pe2ynuposaHus. lpusedeH 0630p 0CHOBHbIX NPOU3OWEOLIUX U3MEHeHUU, @ MaKXe NAGHUPYeMbIX
u3MeHeHuli 8 chepe peaucmpayuu MeOUYUHCKUX u3denud.

Astapenko E.M., Sukhanova M.M. Some issues of legal regulation in the registration of medical devices

The article is devoted to registration of medical devices in the territory of the Russian Federation. The procedure for the registration of med-
ical devices and some aspects of testing of medical devices as part of improvement of the regulatory framework are described. Major changes
that were made in the field of registration of medical devices, as well as future adjustments, are reviewed.

Knioyesbie cnosa: MeOUyUHCKUe U30e/us, HopMamusHble Npasosble GKMb, pe2ucmpayus MeOUYUHCKUX usdenud
Keywords: medical products, regulatory legal acts, registration of medical devices
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M.A. MUTEEBA, A.[1. XXNPHOB

ALMUHUCTPATUBHAA U YroNioBHan
OTBETCTBEHHOCTb 332 HapyLIeHuUs
B chepe oOpaLLeHUs MeAULNHCKUX U3aenmni

Muzeesa M.A., Xupros A.Jl. ADMuHUCMpPamugHas u y20/108HAS 0MBeMCMBEHHOCMb 3a HapywieHus 8 chepe obpauseHus MeduyuH-
CKux usdenud

B cmamee paccmampusaomcs mepsl GOMUHUCMPAMUBHOU U y207108HOL 0MBeMCMBEHHOCMU NpU HapyweHuu Oelicmayiowe20 3aKOH00a-
menscmsa 8 cpepe obpawjeHus meduyuHckux usdenud. fpusedeHsl cmambu Kodekca 06 aOMUHUCMPAMUBHBIX NPABOHAPYLWEHUSX U Y20-
JI08H020 KOOeKCa, NpuMeHsieMble NPU BbIABICHUU HapYLWeHUl 8 cihepe 06paLyeHuUs MeOUYUHCKUX u3deud.

Migeeva M.A., Zhirnov A.D. Administrative and criminal liability for offences in the field of medical devices
The article tells about administrative and criminal liabilities in violating the current legislation in the field of medical devices. Articles from
the Administrative Offences Code and the Criminal Code which apply to offences in the field of medical devices are provided.

Knioyessie crosa: obpaweHue mMeduyuHcKux usdenud, 20cy0apcmaeHHbIli KOHMPOb, AOMUHUCMPAMUBHAS 0MBEMCMBEHHOCMb, Y2008+
HaA 0mBemcmseHHoCMb
Keywords: circulation of medical devices, public regulation, administrative liability, criminal liability
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B.H. KYAXXAEB

0co6eHHOCTU BHECeHUA U3SMEeHeHUN
B permcTpaumMoHHble JOKYMEHTDI
Ha MeAULUHCKue usaenusa

Kydxaes B.H. OcobeHHOCMU BHeCeHUs U3MeHeHUll 8 pe2ucmpayuoHHbie doOKyMeHmbl Ha MeOUUUHCKUe u3denus

B cmamse onucsigaemcs npoyedypa u nposoodumcsa GHaau3 ocobeHHocmell BHeCeHUs U3MeHeHUl 8 peaucmpayuoHHsle yoocmosepeHus u
peaucmpayuoHHble AOKyMeHMbl Ha MEOUYUHCKUe U30eus, ONUCLIBaoMCs Haubosree Yacmo Bcmpeyarnujuecs HeOOCMamKU U HapyweHus
npu nodzomoske u npedcmassieHuu OOKYMEHMOB 014 BHECEHUA U3MeHeHUll 8 pe2ucmpayuoHHsle yOOCmMosepeHUs U peaucmpayuoHHble
OdoKkymeHmbl, dalomcsa pekomeHOayuu no npedcmasneHuto 0OKymeHmos 017 coomsemcmsyroweli npoyedypsl, npusodsmcs Haubonee
yacmele HeOOCMAMKU U HapyLeHUs.

Kudzhaev V.N. The specifics of amending registration documents for medical devices

The article describes and reviews the procedure and specifics of amending registration certificates and registraton files for medical devices;
the most common shortcomings and violations in the preparation and submission of documents for amending registration certificates and
registration files are described; there are relevant recommendations for the submittal process, and the most frequent shortcomings and vio-
lations are mentioned.

Knioyessle cnosa: pezucmpayuoHHoe ydocmosepeHue, BHeceHUe U3MeHeHUl 8 pe2ucmpayuoHHble yoocmosepeHus U peaucmpayuoHHsle
OdoKymMeHmbI, MeOuYuUHCKoe u3denue
Keywords: registration certificate, amending registration certificates and registration files, medical device




E.M. ACTANEHKO, B.C. AHTOHOB, M.M. CYXAHOBA

HomeHKknatypHasa Knaccudukaumsa
MeAVLUHCKUX U3JEeNUiA No BUAaAM: CTPYKTYpa,
0CO0EeHHOCTU, NPAKTUYECKOEe NPUMEHeHHne

Acmanetko E.M., Aumoros B.C., Cyxanosa M.M. HomenknamypHas knaccugpuxkayus MeduyuHCKux uzdenuli no sud

cmpyKkmypa, 0cobeHHOCmU, NpaKmuyecKoe npumeHeHue
Cmames NOCBALYEHA NPAKMUYECKOMY NPUMEHeHUI0 HOMeHKIamypHoU Kaaccugukayuu meduyuHckux uzdenud no sudam. OnucaHs yenu
u 3a0a4u HoMeHKAamypHoU Kaaccugukayuu meduyuHcKux uzdenud. lpusedeHa cmpykmypa 8uOa MeOUYUHCKO20 U30enus.

Astapenko E.M., Antonov V.S., Sukhanova M.M. Nomenclature system for medical devices: structure, specifics, use
The article tells about application of the nomenclature system for medical devices. The aims and objectives of the nomenclature system for
medical devices are described. The structure of the medical device type is described.

Kntoyesbie cnosa: HOMEHKAAMYPHAA KAaccupukayus, 8ud MeouyuHcKoz0 uzoenus
Keywords: nomenclature system, type of medical device
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H.B. MEPOBA, U.A. 10BXWK, B.U. CEBACTbAHOB

OueHKa 6uonoruyeckoro
AEeUCTBUA MeAULMHCKUX U3aenuu
(ToKcMKoNormyeckue uccnepnoBaHus)

Meposa H.B., losxuk U.A., Cesacmparos B.U. Oyenka 6uonozuyeckozo delicmsaus meduyuHcKux uzdenuli (moKcukonozuyeckue uc-
cn1edosaHus)

Tokcukonoauyeckue uccnedoBaHus ABAAIOMCA 0653amenbHbIMU 0151 BCex MeOUYUHCKUX u30enuli He3aBUCUMO OM K1acca NOMeHYUaIbHO20
pucKa u cmpatbl npou3godumens. [103momy BaxHo, YmMoBbI BCe Y4ACMHUKU NPOYECCa BbiBeOeHUA MEOUYUHCKO20 U30eUs Ha PbIHOK Npu-
depxusanuck eduHbix mpebosarudl. odxods! K ucnsimaxuam npednazaomcs 8 MexdyHapodHom cmaxdapme cepuu MCO 10993. B 2015 e.
BbIX00AM 5 06HOB/MIEHHbIX Yacmeli 3mo20 cmaHoapma, 8 KOMOPbIX OMPAXeH HOBbIL 832110 HA YXKe U3BeCMHble Yakmel U NPednoxeHs! on-
MUMAsbHble pelueHus npobiem, BCMPeYaLUXCcs Npu UCCIe008aHUSX.

Perova N.V., Dovzhik I.A., Sevastyanov V.I. Biological effect evaluation of medical devices (toxicology studies)

Toxicology studies are required for all medical devices regardless of their risk category or country of origin. It is important therefore that all
the parties involved in the medical device marketing comply with the same requirements. Testing approaches are suggested by International
Standard IS0-10993. 5 sections of the standard were updated and are planned to be released in 2015, offering a new view on the well-known
facts and suggesting the best solutions for issues arising during the studies.

Kntoyesbie cno8a: mokcukonoauyeckue uccnedosanus, cmandapm, FOCT MCO 10993, 6uonozuyeckas 6e3onacHocms
Keywords: toxicology studies, GOST ISO 10993, biological safety




YMNPABNEHWE KAYECTBOM MEOMLWHCKOW MOMOLLN

n.B. UBAHOB

AHanu3 uidopmauunu, pasmeL,eHHOM

Ha o(PULMANBHBIX CAUTAX OPraHoB
ynpaBjieHUA 34paBoOXpPaHEHUEM CYOBEKTOB
Poccunckoun ®epepauum no sonpocam
OpraH13auuu KOHTPONA KayecTBa

U 6e30NacHOCTU MeAULUHCKON ACATENbHOCTH

HUearos U.B. AHanu3 uHgopmayuu, pasmeuwseHHol Ha OPUYUANbHBIX calimax op2aHo8 ynpassieHus 30pasooxpaHeHuem cybbekmos
Poccutickoli Dedepayuu no sBonpocam op2aHu3ayuu KOHMPOIs Kasecmaa u 6e3onacHocmu MedUUUHCKoL desmensHoCcmu

00HUM U3 MEXAHU3MOB Y/y4lWeHUs (yHKUUOHUPOBAHUS CUCMeMbl ynpasieHus Ka4yecmsom U 6e30nacHoCMbio MeOUYUHCKOU OesmesbHoC-
mu Ha yposHe cybvekmos PP ssnsemca onmumu3ayus UHGHOPMAUUOHHO20 0becneyeHus e4ebHo-0UuazHOCMUYecKo20 npoyecca 8 cemu
UrmeprHem. «YMNK3I3» PocadpasHadzopa nposen ucciedosaHue uHGOpMayuoHHol npo3payHocmu u obecmseeHHol opueHmupoBaHHo-
cmu calimos pe2uoHa/bHbIX 0pP2aHO8 YNpasieHus 30pasooXpaHeHUemM 8 4acmu obecneyeHus OmKpPsIMocmu ux desimeabHOCMU, 00CMYNHO-
cmu pasmelyeHHol UHPOPMAayUU, BOBACYEHUS 2PAKOAH U 3aUHMEPeCoBAaHHbIX OP2AHU3AYUL 8 NPUHAMUE YNpas/ieHYeckux peweHul no 8o-
npocam op2aHu3ayuu KOHMpPOAA Kayecmaa u 6e3onacHocmu MedUYUHCKoU desimenbHocmu.

Ivanov L.V. Evaluation of the information posted on official websites of health authorities of the subjects of the Russian Federation
related to quality and safety control of healthcare practice

One of the mechanisms to improve the functioning of the system of healthcare quality and safety control at the level of subjects of the
Russian Federation is enhancing information support for the diagnostic and treatment process on the Internet. Monitoring and Clinical and
Economic Expertise Centre of Roszdravnadzor evaluated the information transparency and public focus of regional healthcare authorities on
ensuring transparency of their activities, availability of the posted information, involvement of citizens and stakeholders in decision-mak-
ing on quality and safety control of healthcare practice.

Kntoyessble ciosa: uHmepHem-calim, pameiyeHue UHGOPMAyUL, KOHMPOIb Ka4ecmaa u 6e3onacHocmu MedUYUHCKoU desmenbHoCMU, op-
20HO8 ynpassieHus 30pasooxpaxeHuem cybbekmos P®, opearsl ynpasneHus 39pasooxpareruem cybbexmos PO.
Keywords: website, publication of information, quality and safety control of healthcare practice, health authorities of the subjects of the RF




W.U. XAUPYJUIUH, B.A. KYPBINIEB, U.0. KAYCTUHA

OpraHu3auua BHYTpPeHHero ayauTa
MeAULUHCKOWU OpraHu3aumnu

KaK UHCTPYMEHT NOBbILWEHUA

ee pe3yNbTaTUBHOCTU U 3(P(PEeKTUBHOCTHU

Xadpynnun U.N., Kypsines B.A., Kanycmuna U.0. Opzanu3ayus 8HympeHHe20 ayouma meduyUHCKoU op2anu3ayuu

KaK UHCMpYMeHmM NosblWeHUs ee pe3yaibmamusHocmu u 3gpexmusHocmu

BHedpeHue npoyeccHo2o nodxo0a 8 ynpasaeHuu Kavyecmsom 8 meduyuHcKol opeauzayuu (MO) npednonazaem nocmpoeHue cucmemsl
BHYMpeHHe20 U BHeWwHe20 ayouma. Heobxodumocms ayduma o06ycnosneHa co30aHuem UHCMUMyma 8HympeHHe20 U BHewHe20 nompeou-
mens. [Ipu 3mom Bo3HUKAem NomMpe6HOCMb 8 KOHMPOJIe KA4YeCMBa NPOUECCA OKA3AHUA MeOUYUHCKOU YCIyau, a MaKxKe Ka4ecmsa KoHey-
HO20 npodykma 8 sude ydo81em8aopeHHO20 NayueHma u(uau) onaayeHHo20 cyema-peecmpa cmpaxosoli opearusayued (C0). BHymper-
Hud ayoum A81emcs 00HUM U3 OCHOBHbIX UHCIMPYMEHMOB KOHMPOJIA pe3ybmamusHocmu U 3¢pdekmusHocmu (yHKUUOHUPOBAHUSA KaK
omoenbHbix NodpazdeneHull, MaK u Op2aHU3ALUU 8 yesoM. Aydum — 3mo cucmemamuyeckuli, He3asucumbili u AOKyMeHMUPOBAHHBIL Npo-
yecc nosydeHus u 06beKmMuBHOU OUeHKU UHOPMAYUU C Yeslblo YCMaHOBEHUA CMeneHu coomsemcmsus Co21aco8aHHbIM Kpumepuam Ka-
yecmaa (CoBOKYNHOCMb NOAUMUK, Npoyedyp uiu mpebosaruti) [4].

Khayrullin 1.1., Kurylev V.A., Kapustina I.0. Organization of internal audit medical organizations

as a tool to improve the effectiveness and efficiency

The introduction of the process approach the quality management of medical organisation (MO) involves the construction of a system of
internal and external audit. To audit due to the creation of the institute of internal and external customers. Thus there is a need for quality
control of the process of medical services, as well as the quality of the final product, in the form of patient satisfaction and (or) satisfied
with the insurance company (C0). Internal audit is one of the main tools for monitoring the effectiveness or efficiency of the units or the
organization as a whole. Audit - a systematic, independent and documented process for obtaining information and objective assessment to
determine the extent of agreed quality criteria (set of policies, procedures or requirements) [4].

Knioyesbie cnosa: 3¢pghekmusHOCMb, pe3yibmamusHoOCMb, ynpasieHue, MeOUYUHCKAA OpeaHu3ayus, ayoum
Keywords: efficiency, effectiveness, management, medical organization, audit




C. PAKWY, C. CTEBUM, I>xx. MAPTUHOBUY, A. IXXYAYPOBUY

Ba)KHOCTb 00yYeHUA MeHe[KepoB

Npu BHEAPEHUU CTAHAAPTOB KayecTBa

U 6e30MacHOCTU B MeAULIMHCKUE
opraHusauuu: onbiT Pecny6nunku Cepockoi

Pakuy C., Cmesuy C., Mapmurosuy [Ix., Jxydyposuy A. BaxxkHocms 0byyeHus MeHedxepos npu sHedpeHuu cmaHoapmos Kavecmsa u
6e3onacHocmu 8 MeAUYUHCKUe opaanu3ayuu: onsim Pecnybnuku Cep6ckoli

Onsim Pecny6nuku Cepbckoli nokassisaem, 4mo 0718 ycnewHo20 BHeOpeHUs cmaHdapmos 6e3onacHocmu u Kavyecmsa mMeduyuHcKol Oes-
mesibHoCmu HeobxoduMo, YMOoBsI U3MeHeHUs OblU NPUHAMBI U NOOOEPKAHbI 60IbIWUHCMBOM NEPCOHANA, 8 Nepayio 04epeds pyKosodume-
IAMU MeOUYUHCKUX opeaHuzayull. Ecnu pykosodumenu meOuYUHCKUX opeaHu3ayuli He nolimym npeumywecmsa usmeHeHul, He cmozym
y6edumesnbHo doHecmu G0 NepCoOHANa Cyms HOBbIX MPeBGOBAHUL U CMbICA HOBbIX 300aY, MO WAHCOB HA ycnex He 6ydem. 06y4yeHue MeHeOx-
MeHmy 8 30paBoOXPaHeHUU MAKXe cnoco6CMB08aN0 PACWUPEHUIO NOHOMOYUU Pa3NUYHbIX 2pyNn NepcoHana MeOUYUHCKUX OpeaHu3ayul,
Ymo 3HAYUME/ILHO NOMO2I0 NPU NPOBeOeHUU U3MeHeHUl U No020mosKe K cepmuguKayuu.

Rakich S., Stevich S., Martinovich J., Dzhudurovich A. The importance of manager training in the implementation of quality and safe-
ty standards at healthcare organizations: experience of the Republic of Srpska

The experience of the Republic of Srpska shows that for successful implementation of safety and quality standards in healthcare practice the
changes must be accepted and supported by the majority of staff, and first of all by heads of healthcare organizations. If heads of health-
care organizations do not understand the benefits of changes, cannot convincingly explain the idea of new requirements and the aim of new
tasks to the staff, then the chances of success are zero. Healthcare manager trainings also resulted in a broader scope of responsibilities for
various groups of healthcare practitioners, which largely contributed to making the change and preparing for certification.

Kntoyessbie cnosa: obyyeHue MeHeOMeHmMy 8 30pasooXpaHeHuU, yydweHue Kadecmaa u 6e3onacHocmu, cepmugukayus
Keywords: healthcare manager training, improving quality and safety, certification
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H.0. MATbILUH, A.U. BAPAHOB

Ucnonb3oBaHUe COBPpeMeHHbIX
noaxoA0B K MeHeaXXMeHTY KayecTBa
ANA CO3AaHUA CUCTEMbI yNpaBaeHUs
KayeCTBOM MeAMLUHCKON NOMOLLY

Mameiyun H.0., Baparos A.U. Hcnons3osarue cospemeHHbIX N00X0008 K MeHedXKMeHmy Kayecmsa 01 co30aHusA cucmemsl ynpas-
JleHusA Kayecmsom MeduUUHCKOU nomousu

Ynpasnerue kayecmsom MeOUUUHCKOLU NOMOLWU HEOOX00UMO OCHOBLIBAMb HA NOCMPOEHUU HenpepbIBHOU CUCMeMb! ynpasaeHus Bcemu
npoyeccamu 8 MeduyuHcKol opearusayuu. lpumereHue MexzocydapcmseHHbix cmaHdapmos cepuu IS0 9000 8 MEOUYUHCKUX Op2aHU3a-
yusx obecnequsaem co30aHUe CUCMeMbI YNpaBIeHUs Ka4ecmsom MeOUUUHCKOU NOMOWU Ha OCHOBe COBPEMeHHbIX N00X0008 K MeHeox-
MeHmy Kayecmsa. BHeOpeHue 8 OpeaHU3ayuU cucmembl ynpasaeHus Ka4ecmsom MeOUyUHCKOLU NOMOWU MOXem Ha4yuHamscsa ¢ obecneye-
HUsA 2apaHmuu coomgemcmaus mpebosanusm cmaHoapma ISO 9001 u 6sims HanpasneHo Ha QoCMuXeHue yposHs Bceobuwezo ynpase-
Hus kadecmsom (TQM).

Matytsin N.O., Baranov A.I. Using current approaches to quality management to create a healthcare quality management system
Healthcare quality management system should be based on the creation of a continuous management system to control all processes at a
healthcare organization. Application of Interstate ISO 9000 standards at healthcare organizations provides for a healthcare quality man-
agement system based on current approaches to quality management. The introduction of the healthcare quality management system of
medical care can start with ensuring compliance with ISO 9001 and be aimed at achieving the level of Total Quality Management (TQM).

Knoyesbie cnosa: kayecmso MeOUyUHCKoL noMowu, MeHedmeHm Kavyecmaa, ynpasneHue npoyeccamu, ISO 9000, npoyeccHsid nodxoo,
8ceobujee ynpasneHue kasecmsom (TQM), meduyuHcKas opeaHu3ayus

Keywords: quality of health care, quality management, process management, IS0 9000, process approach, total quality management (TQM),
medical organization.




COLLMONTOTMYECKIMIA OMPOC

H.B. KEYAEBA, 0.M. COKOJIOBA, C.M. MUXAJIOB, Y.B. BOPOHUHA, M.A. KAPAYEBLIEBA

OueHKa COCTOSAHUA NPOTUBOTYOEPKYNE3HOM
CNIYKObI COTPYAHUKAMMU VUpEXKOEHU
(hTusnaTpuyeckoro npoduns

Keuaesa H.B., Cokonosa 0.11., Muxaiinos C.M., Boporuna Y .B., Kapayesyesa M.A. Ouexka cocmoaHus npomusomybepKynezHoli
YOI cOmpydHUKamu yupexoeHud pmusuampuyeckozo npoguns

Pegopmuposarue 30pagooxpareHus, npoucxodsaujee 8 Hawel CMpaxe, 3ampazusaem He MoJbKO ONMUMU3AYUI0 MAMePUAIbHO-MeXHUYe-
CKoUl 6a3bl, HO U BKIIIDYaem 6OJbLUYI0 pabomy No U3MEHeHUIo cucmembl NOCaeduNoMHOL N0020MOBKL, BHEOPEHUIO KUHUYECKUX PeKOMeH-
Oayuli u NPOMOoKOI08, NOPAOKOB OKA3AHUSA MEOUYUHCKOL NOMOWU, BOBAIYEHUI0 pyKosoOumeneli pasauyHo20 yposHsA 8 pabomy no yayy-
WeHulo Kadecmsa Ha mecmax. B pabome npusedeHb! pe3ynsmamsi aHkemuposaHus ydacmHukos III Koxepecca HayuoHansHol accoyua-
Yuu Gmu3uampos, NoKa3bIBaloUUE OUeHKY PyKoBoOUMeNAMU PasUuYHbIX yposHeli U3 pasHbix pe2uoHo8 Poccuu cocmoaHus nocnedunsiom-
HoU nod20mosKU U HOPMAMUBHO-NPABOBOL 6a3bI CNeYUANEHOCMU, OCHALWEeHHOCMU, YKOMNIeKMOBAHHOCMU KAOpaMu, pe3ybmamamu cao-
eli desmesbHOCMU.

Kechaeva N.V., Sokolova 0.P., Mikhailov S.M., Voronina U.V., Karachevtseva M.A. Evaluation of TB service

by TB healthcare practitioners

The current national healthcare reformation means not only the optimization of the infrastructure but also a lot of efforts to change the sys-
tem of postgraduate training, implementation of clinical guidelines and protocols, medical assistance procedures, involvement of managers
at various levels to improve the on-site quality of care. The article tells about the results of a survey involving participants of the III Congress
of the National Association of TB specialists. The survey investigated the attitude of managers at different levels, from different regions of
Russia, to the level of TB postgraduate training and the current regulatory framework, equipment, staffing and results of their work.

Knro4essle cnosa: pmusuampus, Ka4ecmao MeOUYUHCKOU NoMOWU, AHKemupoBaHue, yo0B/1emBopeHHOCb, OCHAWEHHOCMb, 00y4eHue
Keywords: phthisiology, quality of care, survey, satisfaction, equipment, training
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0.C. MULLKUHA

MHeHue nauMeHTOB 0 Npodnemax OKa3aHUA
MeAMULMHCKON NOMOLLM 60JIbHBIM NCOPUA3OM
B VUpEXAeHUAX 34paBOOXpaHeHuUsn

Muwuna 0.C. MHeHue nayueHmMos o npobemax oKa3aHuA MedUUUHCKOU nomMouwu 60IbHbIM NCOPUA3ZOM

8 y4YpexKdeHusax 30pasooxpaHeHus

bosibHbIe C XPOHUYECKUMU BUGAMU NAMOI02UU OEPMAMOBEHEPOI02UYEeCK020 NPOUAS He NOJb3YIMCs 0C06bIM BHUMAHUEM ucciedosame-
neli 88UAY UX HEOOMIbLIO20 BAUAHUA HA 06L4Ue NoKa3amenu 300p08bA HaceneHus. B caa3u ¢ amum yenbio 0aHHoU pabomsi A8UMOCH U3y4e-
HUe MHeHUS NayueHmMos ¢ NCopuasom o npobemax 8 oKazbisaeMol um MeduYUHCKOU noMowu. AHKemupo8aKHue NayueHmos ¢ NCopuazom
NOKA3a/10 HEBLICOKYIO OUEHKY NayueHmamu cocmosHus depmamosozuyeckoli nomowu 8 cmpare. [losydaemble 8 NONUKIUHUYECKUX yYpexK-
OeHusx Ha3HayeHUs B BO/IbIWIUHCMBE CBOEM He CIedyIom UesisM CHUXeHUS pUCKa pa3sumus KoMopOudHsix 3a6onesarud, ycmpaHeHus om-
puyamesnbHbix CybbeKmMuUBHbIX OWyWeHU NayueHma u yMmeHsLWeHUs pucka peyudusos. BeissneHHble Hecoomsemcmaus oKassigaemol Me-
OQUYUHCKOL nomowu 60IbHbIM NCOPUA3OM U peiameHmupyousux AoKyMeHmMos YKAa3bl8aom Ha Heo6XxodUMOCMb PACWILUPEHUS BO3MOXHOC-
meli nposedeHus peabunuUMayuUoHHsIX Meponpuamul, 8 m. 4. ¢u3uomepanesmMuyecKo2o feveHus, nposedeHue 3¢dexmusHo20 OucnaH-
CepHO20 HabI0AEHUS U Np., COBEPLIEHCMBOBAHUS HOPMAMUBHO-NPABOBOU 6a3bl, yMOYHEHUS NPOMOKO/I08 U CMaHAapmos sedeHus 60/1b-
HblX, 0COBEHHO 8 NOIUKUHUYECKUX YC0BUSX.

Mishina 0.S. Patient opinion on the problems of providing medical care to patients with psoriasis at healthcare centers

Patients with chronic dermatovenerological pathologies are not in the focus of researchers” attention due to their low impact on the overall
health indicators. The aim of the study was to investigate the opinion of psoriasis patients on the problems in the provided health care.
According to the survey of patients with psoriasis, the rating of dermatological care in the country is not high. Appointments made by clini-
cians for the most part are not aimed at reducing the risk of comorbid diseases, eliminating negative individual sensations of patients or
minimizing the risk of recurrence. The revealed failures in the provision of medical care to patients with psoriasis and in the regulatory doc-
uments ask for the need to increase the potential for rehabilitative actions, including physical therapy, effective clinical follow-up, etc, the
improvement of the legal framework, clarifying the protocols and standards of patient management, especially in outpatient settings.

Knioyessie cnosa: ncopuas, ambynamopHas u cCmayuoHapHas noMolb, 0Npoc NAayUeHmos
Keywords: psoriasis, outpatient and inpatient care, survey of patients




KAQPOBbIA MEHEOXMEHT

10.B. MUPOLLHUKOBA

0 npo6snemax opMupoBaHUA pe3epBa
pykoBoaAwmx Kappos (0606LieHue
OMnbITa 0TOOpPA U OL,EHKN NPETEeHAEeHTOB)

Mupowrukosa 10.B. 0 npo6nemax ¢popmuposanus peepsa pyKosodAuUx Kadpos

(06ob6uierue onsima oméopa u oyeHKU npemeHAeHmMos)

AHanu3 nybaukayuli no npobaemam ¢opmupoBaHUs pe3epsa pyKosoOAUX KAOPOB NOKA3AJ, YMO MexHOM02us ombopa Ha pyKkosooAwue
QomxHoCMUu onupaemcs, npexde Bce2o, Ha Memodsl, AoKa3asLWue Ha NPAKMUKe CBOI0 pe3y/ibmamusHoOCMb. B mo e 8pems akmusu3upo-
BAJICA UHMEPEC K HOBbIM OUEHOYHBIM MEXHOM02USM KaOpOBOL pabomsi, UCNO/b3yeMbiM 3 pyOeXoM. BOIMOXHOCMU NpuMeHeHUs makux
mexHono2ud, 8KI04AS MOOUGUUUPOBAHHbIE OMeYeCcmBeHHbIe aHAI02U, PACKPLIBAIOMCS B UesIoM psde HayYHbIx NybauKayud. Pesynsmamsl
npoBeOeHHbIX HaY4YHbIX UCCIEO0B8AHUL OCMAMOYHO HANAOHO OMPAXAIOM PeanbHOCMb cumyayuu 8 061acmu UCNONb30BAHUS KAOPOBbIX
mexHono2uli ombopa u oyeHKU KaHOUAAaMOB Ha BbIABUIKEHUE 8 pe3eps yNpasneHYeckux Kadpos. (IoKUBLWIUECS 8 YCI0BUSX COYUATBHO-3KO-
HoMUuYecKol cmabunbHoOCMu cmepeomunsi OesmesbHOCMU KAdpoBbix CIy6 mopmo3sm 06HoB/eHUe cucmeMsl pabomsl ¢ pe3epsoM, BHe-
OpeHue cospeMeHHbIX NePCOHA-MeXHO02UL, CNOCOBCMBYIOU4UX BbIABACHUIO U PA3BUMUI0 YNPABIEHYECKO20 NOMeHYUAd.

Miroshnikova Y.V. Problems of creating manager pipelines (a summary of the experience of selection and evaluation of applicants)
A review of publications on the problem of manager pipeline formation showed that leadership selection technology is primarily based on
techniques that have already proved their practical value. At the same time, the interest to new technologies of staff evaluation used abroad
has intensified. The possible ways for using such technologies, including some modified national analogues, are disclosed in a number of sci-
entific articles. The results of research are a clear reflection of the real situation in the field of HR selection and evaluation techniques for
nominating manager pipeline candidates. The HR service stereotypes which had formed in the context of social and economic stability ham-
per the reformation of pipeline activities, introduction of modern staff technologies allowing for the identification and development of man-
agerial capacity.

Kntoyessie cnosa: peseps pykoBoOAL4UX KAOPOB, ynpasieHdeckuli nomeHyuas, KaOposas Cy)6a, NepcoHa-mexHo02Ul, 0Meop U ouyeH-
Ka, Modenu oyeHKuU pykogooumenel
Keywords: manager pipeline; managerial capacity; hr; staff technologies; selection and evaluation; manager assessment models




MPABOBbIE ACIMEKTbI 3[1PABOOXPAHEHWSA

A.B. KOYVEBEM, A.I. NACTOBELKUW, E.A. UBETKOBA

0co6eHHOCTM HOPMATUBHOIO

NpaBoOBOro peryiupoBaHUA opraHu3auum
npounakTUyeCKOM NOMOLLU NPU
peanusauuu Nporpamm rocyaapCcrBeHHbIX
rapaHTUi oKasaHua 6ecnaaTtHoM
MeaULUHCKOU noOMOLLU

Kouyéeii A.B., lacmoseykuti A.T., Jsemkosa E.A. OcobeHHoCmu HOpMamugHo20 Npasoso2o peyuposaHus op2aHu3ayuu npogunax-
muyecKoli noMowu npu peanu3ayuu npo2pamm 20CyoapcmaeHHsix 2apaHmuti oKazaxus becnaamqoli MeaUyUHCKol nomowu
Mpuopumem npogunakmuku 8 cghepe 0XpaHs! 300poBbA 2pAXOAH 3aKpenieH (edepanbHbIM 3aKOHOM 06 OCHOBAX OXPAHbI 300POBbLA 2PAX-
0OaH. B lMpoepammax 20cydapcmaeHHbix 2apaHmudi OKkasaHus 2paxoaram becnnamroll meduyurckol nomowu (11T) 3a nocnedHue nams sem
Habndaemcs ysenudeHue HopMamusos 06bemMo8 npogunarmuyeckoli nomowu ¢ 2,44 do 2,98 noceweruli Ha 1 xumens. B mo xe spemsa Ha
nymu peanu3ayuu NpUHYUNG npuopuMema npoguAaGKMUKU 8 chepe 0xpaHbl 300p0BbA 2PAXOAH UMelomcs 6apbepsl, 8 YaCMHOCMU, npenim-
cmayioujue usMeHeHulo banaHca 8 0bbeme NepsUYHOl MeOUKO-CaHUMapHOL NOMOWU 8 GMOYIGMOPHbIX YCI0BUSX B NOJIb3Y NpoduIaKmuye-
cKol. K HUM MOXXHO OmHecmu: paspewieHue Ha U3MeHeHUe HOpMamuBos 06beMos nomMowu 8 meppumopuanstbix [1T; pacxoxdeHue mexOy
noKazamenamu Yucaa noceweHuti ¢ npogunakmudeckoli u UHbIMU Yeaamu no cneyuansHocmam Ha 1 000 xumenell 8 pekomeHOauUsx o gop-
MUpPOBAHUU U 060CHOBaHUU meppumopuansHsix [T u Hopmamusamu, ycmaHoseHHbiMu 8 [17; omHeceHue K HapyweHUsM OKa3aHue medu-
YUHCKOU nomMowyu csepx pacnpedenieHHo20 06bema, ycmaHoBIeHHO20 peleHueM KoMuccuu no paspabomxe meppumopuansHod M.

Kochubey A.V., Lastavetskiy A.G., Tsvetkova E.A. Legal regulation of preventive care in the implementation of state guarantee pro-
grams for free medical care

The priority of prevention in the field of public health protection is regulated by the federal law on the basics of public health protection.
Over the last 5 years, the state guarantee programs (SGP) for free medical care introduced an increase in the standard volume of preventive
care from 2.44 to 2.98 visits per 1 inhabitant. At the same time, there are barriers to the implementation of the principle of priority of pre-
vention in the field of public health protection, which, in particular, hamper the shift of balance from primary to preventive outpatient care.
These barriers include: permission to change the standard volumes of care in territorial SGP; the difference between the number of visits for
preventive and other purposes by speciality per 1,000 inhabitants in the guidelines for the creation and justification of territorial SGP and
the standard number contained in SGP; rating as violation of medical care provided in the amount above that defined by the commission on
the development of territorial SGP.

Kntoyessbie cnosa: npopunakmuyeckas noMows, npoepamma 20Cy0apcmeeHHbIX 2apaHmuti OKa3aHus 6ecnaamHol MeOUYUHCKOLU NoMou
Keywords: preventive care, state guarantee program for free medical care




CTAHOAPTU3ALUSA

A.B. 3AXUTANIKUH, 0.B. ME3EHLIEBA, 1.0. CKOBEJIEB, A.A. TOMOPKOB, U.A. KOCOPYKOBA

IpumeHeHne HOpMATUBHOM Ga3bl

KaK MHCTPYMEHT COBepLIeHCTBOBAHUA
AEATENIbHOCTU B 06/1aCTV KOHTpPONA
KayecTBa JIeKapCTBEHHbIX CPEeACTB

U MeAULMUHCKUX U3penuu

3awmuzankun A.B., Mesenuyesa 0.B., Ckobenes J.0., Tonopkos A.A., Kocopykosa . A. lpumereHue HopmamusHol 6a3b! KAK UHCmMpy-
MeHm CoBepuwieHCMBOBAHUSA desmenbHOCMU 8 06/1CMU KOHMPOAA Ka4ecmsa eKapcmeeHHbIX Cpedcms u MedUUUHCKUX uzdenudi
00Holi U3 OCHOBHbIX NpUOPUMemHbix 3a0ay O/1A Haweli cmpaHs! A8aAemcs obecnedeHue Ka4yeCmMaad 1eKapCMBeHHbIX Cpedcmas U MeOUyUH-
CcKux u3denuli Ha Bcex IManax ux obpaweHus nymem sHedpeHus 8 PO cospemerHbix cmaHOapmos paspabomku, nposedeHus JOKAUHUYEC-
KUX U KJIUHUYeCKUX uccne0os8aHud, npou3goocmsa u peanu3ayuu JeKkapcmeeHHbix cpedcms u MeduyuHcKux usdenudl. llpedcmasnerHbii
nodxo0d ¢ npumereHuem OOKyMeHmMo8 8 061acMuU CMAaHOAPMU3AYUU KaK UHCMPyMeHmo8 A4 peanusayuu obecnedeHus KOHMPOAA Kavecm-
B4 J1EKAPCMBEHHbIX CPeOCMB U MeOUUUHCKUX U30eauli no3s0oaum UCNo/Ib308ams HAUMYYWUEe NPAKMUKU, NpUMeHseMble 8 POCCULiCKOM U
MeXOyHapoOHOM NPOCMpaHcmse, co30asas npednochIIKU K 06ecneyeHulo 2apMOHU3UPOBAHHbIX N00X0008 U Npoyeccos 8 desmesbHOCMU
pocculickux npouzsodumernedi, a makxe peanu3ayuu NofoXeHul HOpMamMuBHo-npagosoli 6asbl, KOOPOUHUpYIoWel Oelicmaus cpedu Bcex
Y4ACMHUKOB PbIHKA SIeKAPCMBEHHbIX Cpedcms U MedUyUHCKUX usdenud.

Zazhigalkin A.V., Mezentsev 0.V., Skobelev D.0., Toporkov A.A., Kosorukova I. A. Application of the regulatory framework as a tool
to improve quality control of medicinal products and medical devices

One of the main priorities for our country is to ensure the quality of medicinal products and medical devices at all stages of their circulation
by introducing in the Russian Federation of modern standards for the development and conduct of preclinical and clinical trials, production
and sales of medicinal products and medical devices. The presented approach uses standardization documents as a tool for the implemen-
tation of quality control of medicinal products and medical devices and would allow to utilize the best practices from the Russian and glob-
al environment, to create conditions for harmonized approaches and processes to be applied by Russian manufacturers, as well as to imple-
ment the regulatory framework which would coordinate actions of all participants of the market of medicinal products and medical devices.

Kntoyessble cnosa: cmaHOapmu3ayus, 1eKapcmaeHHble cpedcmaa, MeOUYUHCKUe u30esIus, KOHMpPO/b Ka4ecmsad, paspabomKa HopMamus-
HbIx OOKyMeHmos
Keywords: standardization, medicinal products, medical devices, quality control, development of regulatory documents
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B IIpaBuna opopmaeHus crateit B XxypHane «BectHuk Poc3apaBHag3zopa»

MPABUNA 0®OPMNEHUA CTATEN B XYPHANE «BECTHUK POC3[iPABHAZ130PA»

Pa3mep opuruHanbHbIx CTaTei, BKNOYAA TabaULLbl, PUCYHKM, CMIUCOK UTEPATYPLI U PE3IOME, He
[OMKEH NPEBbIWATb 8 CTpaHML, 0630pHbIX — 10— 12 cTpaHmL, XPOHUKN — 3—4 CTpaHuLbl, pe-
LieH3UIi — 3—4 cTpaHuubl. TeKCT cTaTby fOJKeH ObiTb HaneyaTaH wpudTom Times New Roman,
pasmep — 14, uHtepsan 1,5.

B pepakumio npefocTaBnsioTcs 2 sk3emMnspa crarbi. 06s3aTenbHO HaUyMe MaTepuana B NeK-
TPOHHOM Buze (MO 3NEKTPOHHOI NOYTE UK HA BUCKE).

lpu eaMHONMYHOM aBTOPCTBE CTaTbsl CONPOBOXAAETCA poTorpactueit aBTopa, NpeACTaBAEHHOM
B topmare TIFF unu JPEG c paspewenuem 300 dpi (Toyek Ha atoiim). PoTo npegocTasnsercs
B pefaKLMI0 BMECTE CO CTaTben.

CraTbs JONKHA CONPOBOXAATLCA 0PULMANbHbIM HaNpPaBNEHUEM OT yYPEXAEHUS, B KOTOPOM Bbl-
nojiHeHa paboTa, Npu HEOBXOAUMOCTU — IKCNEPTHLIM 3aKNI0YEHUEM, UMETb BU3Y PYKOBOAMTE-
na. Ecnu cTaTba guccepTaumoHHas, B HanpasaeHum 3T0 JOKHO ObITb YKa3aHo.

B BbIXO[HbIX AaHHbIX CTaTbM YKA3bIBAIOTCA: GAaMUANA U MHULMANBI aBTOPA; €r0 YYeHas CTeneHb 1
3BaHMs, KOHTAKTHbIA e-mail Ans ony6iMKOBaHMs, Ha3BaHWe YYPEXAEHNS, B KOTOPOM OHa bbina
BbINONHEHA, FOPOf, Ha3BaHWe paboTsl.

Cratbu MOryT ObITb UANKOCTPUPOBAHLI TabauLaMu, rpadgukamu, pucyHkamu, dhotorpadusmu
(npepnoyTMTENbHO LBETHBIMM). TabauLibl, rpaduyecKkue MaTepuabl, LATaTbl BU3UPYIOTCA aBTO-
pOM Ha nonfx.

TabuLbl {OKHBI ObITb HAaMeyaTaHbl Ha OTAENbHO CTPaHULE, UMETb Ha3BaHWe 1 Homep. Mogpu-
CYHOYHblE MOANMUCH K PUCYHKAM 00s3aTesIbHbl. CChINKM HA PUCYHKM MW TabuLbl AAKOTCA B TEK-
CTe pyKonucy B ckobkax. Bce xumuueckmne n matematyeckiue hopmynbl AOMKHbI ObITh TLLATENb-
HO BbIBEPEHBI.

ManoynotpebuTenbHble 1 y3KocneLnanbHble TEpMUHBI, BCTPEYAIOLNECS B CTATbE, JOIKHbI UMETH
NosiCHEHWs, abOpeBMaTyphl ClieayeT paciudpoBats NPy NepBOM YNOMUHAHUY.

Cnuncok nuTepatypbl NeyaTaeTcs B KOHLE CTaTbW U OMKEH COfepiKaTh He 6onee 15 HaMMeHOBa-
Huid. CHayana npuBoAATCA paboTbl OTEYECTBEHHbIX aBTOPOB, 3aTeM — 3apybexHbix. Homepa
CCbINIOK NPUBOAATCA B TEKCTE CTaTby B KBAAPATHbIX CKOOKAX.

K opuruHanbHoli cTaTbe JOMKHbI ObITb MPUNOXKEHBI PE3IOME U KNIOYEBLIE C/IOBA HA OTAENLHOM
NUCTe pa3mMepoM He 6onee 1/3 cTpaHMLbl HA PYCCKOM U aHTMIACKOM A3blKax. PestoMe fOMKHO
OTpa)KaTb 0OCHOBHOE COfiep}aHue paboTkl. B pestoMe HEOOXOAMMO yKa3aTb Ha3BaHue cTaTby, ha-
MUY U UHULMANbI aBTOPOB.

CraTbsl LOMKHa ObITb NOANMCAHA BCEMU aBTOPaMU. B KOHLe cTaTbu 06513aTeNbHO CledyeT yKasatb
CBELEeHUS 0 KaXKAOM aBTOpPe — MOJIHOCTbI0 haMmuns, UMA U OTYECTBO, YYEHAs CTeneHb, AOMXK-
HOCTb, KOHTaKTHbIN afipec 1 TenedoH.

HanpaeneHue B pepakumio pabot, paHee ony6ANKOBAHHbIX MM NPeACTABAEHHbIX ANs nybauKa-
LMW B fipyrye U3p[aHus, He fonyckaeTcs. 3a ny6anKauuio cTateii naata c aBTOpoB HE B3MMAETCH.
Pepakums ypHana noATBEPXKAAET BO3MOXKHOCTb NyHAMKALMUM CTATbU TONbKO NOCE 03HAKOM-
neHusa c matepuanom. Bce matepuansl, noctynaiowme B pefakLuio, peLleH3upyloTcs, peaakTu-
pyIOTCA U NpU HEOOXOAMMOCTM COKpaLatoTCs. MoaydYeHHbIM pefakumuein OpurMHan cratbi He
BO3Bpalyaercs.

BECTHUK POC3JIPABHAZI30PA Ne 3-2015
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