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KOJITETUA

M.A. MYPALLKO

0 pa6ote Poc3gpaBHap3opa
U ero TepputopuanbHbix opraHos B 2014 r.
(no matepuanam UTOroBon Konnerum)

Mypawko M.A. 0 pabome Poc3dpasHadsopa u e2o meppumopuansHsix opzaros 8 2014 2. (no mamepuanam umoz2080i Konnezuu)
Cmamess 8KA4Yaem 8 ce6s 0CHOBHble nokazamesnu desmensHocmu PedepansHoli cyx6bl no Had3opy 8 chepe 30paBOOXpaHeHUs U ee mep-
pumopuansHeix opearos 8 2014 2. Ocoboe BHUMGHUE ydeeHo BONPOCAM NOBbILEHUS Kavyecmaa u 0ocmynHOCMU MeOUYUHCKOU noMowu,
20cy0apcmBseHH020 KOHMPOA 8 cihepe 06paLeHUs TeKapCmBeHHbIX cpedcms, MeOUYUHCKUX u30enud, a makxe KOHMPOA 3a cob/00eHu-
em npas epaxaaH 8 cgepe 30pasooxpareHus. OnpedeneHsi npuopumemHsie HanpasaeHus desmensHocmu Cryx6s! Ha 2015 2.

Murashko M.A. Results achieved by Roszdravnadzor and its territorial branches in 2014 (the final board results)

The article demonstrates the key results achieved by the Federal Service on Surveillance in Healthcare and its regional branches in 2014. The
focus is on the improvement of quality and accessibility of health care, public regulation of drug and medical device circulation, as well as
control of enforcement of civil rights in healthcare. Priority areas in 2015 are defined.

Knroyessie cnosa: PedepansHas cyxba no Had30py 8 cepe 30paBooXpaHeHus, 20CydapcmseHHsIl KOHMPOb, HA030p
Keywords: Federal Service on Surveillance in Healthcare, public regulation, supervision




KITNHWYECKWE WCCJIELOBAHNA

NEKAPCTBEHHbIX CPE[CTB B POCCMNCKOW ®EQEPALIAN

B.B. KOCEHKO, E.C. POIoB

f[ocyaapCcTBEHHbIN KOHTPOJIb

3a NpoBeAeHUEM KJIIMHUYECKUX
UCCNefoBaHMN NeKapCTBEHHbIX NpenapaTros
B Poccunckon Pepepauymnu: onbiT NPoOBEPoOK

Kocenko B.B., Pozos E.C. [ocydapcmseHHbIli KOHMPOb 3a nposedeHuem KAUHUYeCKUx Ucciedo8aHuti 1eKapcmseHHbIX npenapamos
8 Poccutickoli @edepayuu: onsim nposepox

B cmamsbe 060cHOBbIBaEMCs He0OX00UMOCMb 20CYOAPCMBEHHO20 KOHMPOJIA KAYeCMBa IeKapcmaeHHbIX cpedcms 8 npoyecce ux obpauje-
HUSI, ONUCLIBAIOMCS BUOLI KOHMPOJA 3G KAUHUYECKUMU UCCIed0BaHUSMU. B cmambe 0aemcs KOHUeNyus OCyuecmasieHus KOHmMpons 3a
nposedeHuem KIUHUYECKUX UCCe008aHULl IeKapCmBeHHbIX npenapamos 01 MeOUYUHCKo20 npumeHeHus 8 Poccutickoli ®edepayuu, onu-
cbigatomcsi no0xo0bl, npumeHsembie Poc3dpasHad3opom npu nposedeHuU KOHMPOJbHLIX Meponpusmul 8 daHHol cgepe 8 coomaemcmauu
¢ delicmsyrouum 3aKOHOOAMeENbCMBOM.

Kosenko V.V., Rogov E.S. Public regulation of clinical trials of medicinal products in the Russian Federation: results of inspections

The article substantiates the need for public regulation of quality of medicinal products in the course of their circulation; types of clinical
trial control are described. The article presents a concept for public regulation of clinical trials of medicinal products for medical use in the
Russian Federation; Roszdravnadzor's approaches for compliance inspections in accordance with the applicable law are described.

Kntoyessble c1o8a: KUHUYecKue uccriedos8aHUs, 20cydapcmeeHHbIl KOHMPOIb, KAYeCMBeHHas KuHuYeckas npakmuka, GCP urcnekyus
Keywords: clinical trials, public regulationl, Quality Clinical Practice, GCP inspection




10.B. AGOHYMNKOB, E.A. MOJITAHOB, A.Al. MAJINKOB

KnuHuyeckue uccnepoBaHua:
KayeCcTBO Yepes ynpassieHue

Adponyuros 10.B., Monmanos E.A., Manukos A.A. Knunuveckue uccnedosarus: Kadyecmso Yepe3s ynpasseHue

B cmambe npoaHanu3uposaHsi peysnsmamsi KOHMPOALHOU OesmenbHocmu Poc30pasHad3opa 8 cepe KAUHUYECKUX UcCned08aHuU, 0eMOH-
CMpUpYIWUX 3HAYUMOCMb YNpaBeHUs UCCIed0BaHUEM HA YpoBHEe OMBemcmBeHHo20 ucciedosamens 05 obecneyeHus Ka4ecmsa e2o
nposedeHus. B ycnosusx, K020a 8 KAUHUYECKUX UCCeO0B8AHUAX BHeOPAemcs MOHUMOPUHe, OCHOBAHHBIU Ha ouyeHKe puckos (risk-based
monitoring), pons ynpasneHus uccnedosaxuem Ha yposHe omaemcmseHHo20 ucciedosamens 6yoem sospacmame. C y4emom yKa3aHHbIX
06cmosmenscma asmopamu aHs! NPaKMuyeckue peKoMeHOayUU no ynpasieHulo ucciedos8axuem 8 UCCed0B8amebCKoM LeHmpe, Heobxo-
OuMble 0151 NOBbILIEHUS KAYeCmBa ux nposedeHus u no020mosKu K nepexody Ha risk-based monitoring.

Afonchikov Y.V., Poltanov E.A., Malikov A.Y. Clinical trials: quality through management

The article analyzes the results of regulatory activities of Roszdravnadzor in clinical trials demonstrating the relevance of research manage-
ment at the level of principal investigator to ensure the quality of trial. Whenever risk-based monitoring is introduced into clinical trials, the
importance of managing the trial at the level of principal investigator will increase. In these circumstances, the authors give practical advice
on trial management at research centers in order to improve their quality and prepare for the transition to risk-based monitoring.

Knitoyessle cn108a: KAUHUYecKUe ucciedosaHuUs, 20cydapcmaetHbili KoHmposs, PocadpasHadsop, uccnedosamensckull yenmp, ucciedosa-
menb, ynpasneHue uccnedosaruem, risk-based monitoring
Keywords: clinical trials, public regulation, Roszdravnadzor, research centre, researcher, research management, risk-based monitoring




0.r. MEIUXOB

JlocTOBEepHOCTb Pe3yabTaToB
KJIMHUYECKOro uccaenoBaHus

Menuxos 0.I'. locmosepHocmb pe3ysibmamos KAUHUYECK020 UCCed08aHUS

B cmamse paccmampusaiomcs paziuyHsie no0xo0sl K oyeHke ocmosepHOCMU OGHHBIX KIUHUYECKO20 UCCedosaHus, daemcs pazepaHuye-
Hue noHamul «00CMoBepHOCMUY» U «00KA3aMeNbHOCMU» Pe3y/bmamos, 06CyXAaomcs 803MOXHble Cnocobbl paboms! ¢ MACCUBOM OAHHbIX
K/IUHUYECK020 UCCIe008aHUS NPU UCK/IIYeHUU U3 Heeo UHGOpMayuu 0 NayUeHmax no pasiuyHbIM NPUYUHAM U YKA3bIBAIOMCS BO3MOXHbIE
npeonochIIKu 05 UCKAOYeHUS OaHHbIX, NpUBOOUMCA KPAMKUL aHANU3 MeXOyHapoOHOU npakmuKu.

Melikhov 0.G. Reliability of clinical trial results

The article describes assessment of data quality and integrity in clinical trials, underlines the difference between data reliability and data
sufficiency. Different approaches to data management in terms of possible exclusion of patient’s data and reasons for such exclusion are dis-
cussed. A brief overview of current international practice is presented.

Knioyesble cnosa: KIUHUYECKUe UCCIe008AaHUS, HAONIGKAWAA KAUHUYECKAA NPAKMUKG, 00CMOBEPHOCMb OaHHbIX
Keywords: clinical studies, clinical research, clinical trials, good clinical practice, quality of data, integrity of data, reliability of data




0.b. TAJIUBOB

Wcnonb3oBaHue afanTUBHOIO
AW3auHa B UCCnepoBaHUAX
6uo03KBUBaNEHTHOCTU (0630p)

Tanu6os 0.b. Ucnonb3osarue adanmusHozo du3aliHa 8 uccnedosanusx 6uosxksusaneHmrocmu (063op)

OuetKa pasmepa 8bI60pKU 0N nposedeHUs uccnedo8aHuli GUOIKBUBANEHMHOCMU ONUPAeMCs HA NOKA3amenu BHYmMpUUHOUBUOGYaIbHOL
BapuabesnbHOCMU OCHOBHbIX (APMAKOKUHemuYeckux napamempos. Omcymcmaue unu HedOCMynHOCMb HA0eXKHbIX OaHHbIX NPOBEOeHHbIX
paHee uccnedosaruli Moxxem 6bImb NPUYUHOL HeBEPHOL OUEHKU KouYecmsa HabaoeHul, Heobxod0umozo 017 JoKa3amenbCmMaa 2unome-
361 Guo3KBUBaNeHMHocmU. 00HUM U3 nymedi peweHus 3moli npobaemsl ABAAMCA UCNOIb308AHUE NOCeA08aMebHO20 A0aNMUBHO20 Au-
3aliHa ¢ nepeoueHKoli pasmepa 8bI60pKU NOC/Ie NpoBedeHUs NPOMEXYMOoYHO20 aHanu3a. B cmamse npusedeHo onucatue pasHosudHocmel
adanmusHoz0 Ou3aliHa uccnedosarull 6uosksusaneHmHocmu. lpusedeHs! cumyayuu, 8 KOmopbix adanmusHsil OU3aliH Moxem Gbimb uc-
nonb308aH. ONUCaHb! UCNOb3yeMble CMamucmuyeckue MooeJIU, Npasuia hopMyaUPOBAHUSA CMAMUCMUYECKUX 2UNnome3, NPUHYUNLI NpoMe-
JKYMOYHO20 GHAU3G U NPABUAG OCMAHOBKU UCCIe008aHUS. [TpusedeHa Kpumuyeckas oueHka npednazaemsix modened. [aHsl pexomeHda-
yuu no paspabomke adanmusHo20 OU3AliHa U e20 NPaKMu4ecKol peanuzayuu.

Talibov 0.B. Adaptive design in bioequivalence studies (a review)

Sample size for bioequivalence study is evaluated on the basis of intraindividual variability performance of key pharmacokinetic character-
istics. Absence or unavailability of reliable data from previous studies could cause incorrect estimation of the number of observations required
to prove the bioequivalence hypothesis. A solution to the problem is adaptive sequential design with modification of the sample size follow-
ing interim analysis. The article describes the types of adaptive design in bioequivalence studies. Situations when adaptive design can be
used are described. Statistical models, guidelines for formulating statistical hypothesis, principles of interim analysis and stopping rules are
defined. Critical evaluation of the proposed models is demonstrated. Guidelines for the development of adaptive design and its implemen-
tation are provided.

Kniouessie cosa: 6uoIKausaneHmHocms, adanmusHsili dualis, nocnedosamenbHbil Ou3aliH, oueHKa pamepa 8bI60PKU, NPOMeEXy-
moyHbIl aHanu3
Keywords: bioequivalence, adaptive design, sequential design, sample size estimation, interim analysis




E.[l. BEJIOYCOBA, M.10. 1OPODEEBA, 1.B. BNOJABEL|,

KnuHunyeckue nccnepoBaHua 3p(peKTUBHOCTU
U NepeHOCUMOCTU NIeKAPCTBEHHbIX
npenapaTroB B JeTCKOW HEBPONOruUm

pragry

benoycosa E.JJ., fopogeesa M.10., Brodasey J.B. Knunuyeckue uccned e mu

U nepeHoCUMOCMU SIeKApCMBeHHbIX npenapamos 8 demcKoli Hesposo2uu

HocmosepHsle cgedeHus 06 3¢ghexmusHOCMU U nepeHoCcUMoCMU Npenapama npu KOHKPemHbix 3a601eBaHUSX MOXHO NOMYYUMb MOJIKO
npu nposedeHuu NpaguIbHO OP2AHU30BAHHLIX PAHOOMU3UPOBAHHbIX 0BOLHbIX Ciensix uccnedosanull. Cywecmayem yesnbiii pao amudec-
Kux npobsiem 8 nposedeHuu ABOLIHbIX ciensix uccnedosaxull y 0emel, HO OHU BNOHE NPeodoUMbI NPU NPABUMLHOM Qu3aliHe U Op2aHu-
3ayuu nposedexus ucnsimaruli. OcHOBHOU yenbio 0BOLHbIX C1enbix UCCe008aHuUll ABAEMCA MAKCUMAbHASA 8bl200a 017 nayueHma-pe-
6eHKa ¢ MuHUManu3ayuell BO3MOXHbIX pUCKoB. [puopumem omAaemcs UCNbIMAHUAM YHUKA/bHBIX, HE UMeIOUWUX aHGI0208 Npenapamos,
€Nocob6HbIX npuHecmu ob/1e24eHue CambiM MAXe/bIM HeBpoao2uYeckum nayueHmanm. llodyepkusaemes Heobxo0UMOCMb He MoJIbKO 0B0U-
HbIX CIenblx, HO U OMKPbIMbIX Hab0OaMeNbHbIX ucciedosaxull 8 neduampudeckoll Hesposoauu. K ux HecoMHeHHbIM AoCmouHcmaam om-
HOCAMCA MAKCUMAJIbHAS NPUBNIUXEHHOCMb K peanbHOl KAUHUYeCKoU npakmuke u omcymcmsue 3a8ucumocmu om (apmayesmuyeckux
KomnaHud.

Belousova E.D., Dorofeeva M.Y., Vlodavets D.V. Clinical trials of the efficacy and tolerability of drugs in pediatric neurology

Reliable data on the efficacy and tolerability of drugs in specific diseases can only be obtained from well-organized randomized, double-blind
studies. There are a number of ethical issues in conducting double-blind trials in children, which nevertheless can be overcome through the
right design and organization of trials. The main purpose of double-blind studies is maximum benefit for the child patient along with min-
imization of potential risks. Priority is given to tests of unique, unparalleled products that can bring relief to patients in the most severe neu-
rological conditions. The role of double-blind as well as open observational studies in pediatric neurology is emphasized. Their indisputable
benefits are being as close as possible to real clinical practice and independence of pharmaceutical companies.

Kntoyessle cnosa: demu, demcKas HeBPOIO2US, KIUHUYECKUe Ucnbimarus, naaye6o, 3muyeckue npobemsi
Keywords: children, pediatric neurology, clinical trials, placebo, ethical problems
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10.B. MUPOLUHNYEHKO, C.A. BYHUH, B.H. KOHOHOB, A.b. NMEP®UNBEB, H.Jl. KOCTEHKO

OpraHusauus obecneyeHus
MeAULUHCKMM UMYLLEeCTBOM BOUCK
Paboue-kpecTbaHcKoM KpacHon apmun
B Bennkoun OteyectBeHHOU BOUHE

Mupowruyerko 10.B., bBynun C.A., Konoxos B.H., llepgunses A.b., Kocmenko H.Jl. Opzanu3zayus obecneyeHus MeduyuHCKUM umyuje-
cmsom golick Paboye-kpecmbaHckol Kpacrol apmuu 8 Benukoii OmeyecmseHHoli BoliHe

[pedcmasnera OesamenbHocMb MeOUYUHCKOU CyxObl Paboye-kpecmbsaHckol KpacHol apmuu no opeaHusayuu obecnedeHus MeOUYUHCKUM
umywecmsom solick (cun) 8 xode Benukoli OmeyecmseHHoU BOLHbI. [10KA3aHbI Mepbl NO COBEPLUEHCMBOBAHUID CUCMEMbI MEOULYUHCKO20
CHAbXeHUs, a makxe NposedeH aHANU3 ee (YHKUUOHUPOBAHUA 8 GUMBAX U onepayusx. BeissneHo, ymo 8 cucmeme MeQUYUHCKO20 CHAO-
JKeHUs co 8mopo2o nepuoda Besukoli OmedyecmaeHHoL B0liHbI HaKANAUBAEMCA U 0606Laemcs NONOKUMENbHbIL 0Nnbim, NOBbILIAEMCS ypo-
BeHb 0becnedeHHOCMU MeOUYUHCKUM UMyLWecmBom BOUCK, yy4waemcs paboma c mpogeliHbim MeOUYUHCKUM UMYWECMBOM, Hanaxusaem-
€A peMOHM MeOUYUHCKO20 UMYLecmaa u nosesoli caHumapHol mexHuKu. [ToKka3aHa 0esmenbHOCMb PyKoBOOCMBa MeOUYUHCKOU iy 6bl
Paboye-kpecmpsHckol Kpacroli apmuu no co30aHuto nodpazdeneHuii u yapexoeHuli MeOUUUHCKO20 CHAOKEeHUS 8 UHOCMPAHHbIX BOGHHbIX
opmuposaHusx, Komopsim 6e3803mMe30HO nepedaemcs 60/bLLIOe KOUYeCMB0 MeOUYUHCKO20 umyLecmaa. CamoomaepeHHbIl mpyo mbi-
€AY Cneyuanucmos MedUYUHCKO20 CHABXeHUs N03BOAU HANadums 3@gekmusHoe obecneyeHue MeOUYUHCKUM UMYyUecmsom BOUCK, Ymo
B0 MHO20M 0BYC/I0BUJIO YCnexu ome4YecmseHH020 BOEHHO20 30paBoOXpaHeHUs 8 200b! Benukoli OmeyecmseHHOU BOUHbI.

Miroshnichenko Y.V., Bunin S.A., Kononov V.N., Perfilyev A.B., Kostenko N.L. Provision of medical supplies to the Workers’ and

Peasants’ Red Army in the Great PAtriotic War

The activities of the medical service of the Workers ‘and Peasants’ Red Army in providing medical supplies to the troops (forces) in the course
of the Great Patriotic War are described. Actions to improve the system of medical supplies are suggested; the performance of the service in
battles and military operations is evaluated. It was found that starting from the second period of the Great Patriotic War, the system of med-
ical supplies has accumulated and generalized positive experience, increased the level of provision of troops with medical supplies, improved
management of captured medical supplies, repair of medical equipment and field sanitary equipment. The role of medical service management
in the Workers” and Peasants’ Red Army is demonstrated in creating branches and offices of medical supplies in foreign military commands to
which a large amount of medical equipment was donated. Selfless work of thousands of medical supply professionals ensured adequate’ pro-
vision of medical supplies to troops, thus largely contributing to the success of the national military healthcare during the Great Patriotic War.

Knioyessie cnosa: Benuxas OmedecmseHHas 80UHa, BoeHHo-MeOUYUHCKAS aKademus, iekapcmaeHHble cpedcmsad, MeOUYUHCKAA CYx6a,
MeAUYUHCKOe umMyLecmso, cucmema MeQUUYUHCKO20 CHAGXeHUs
Keywords: Great Patriotic War, Military Medical Academy, medicinal products, medical service, medical equipment, medical supply system




ONCNAHCEPU3AL NS

B.C. ®PUCEHKO, H.U. POTUHKO, A.A. AOPO®EEB

KoHTponb 3a co6niopeHnem npas

rpakaaH npu NpoBeAeHUN AUcnaHcepusaumm
onpepeneHHbIX rpynn B3poC/oro HaceneHus
B cyobeKTax Poccuiickon Pepepauuu

®ucenko B.C., Pozunko H.H., fopogees A.A. Konmpons 3a cobntodeHuem npas 2padaH npu nposedeHuu ducnaxHcepuzayuu onpede-
JIeHHbIX 2pynn B3p0C/I020 HaceneHus 8 cybvekmax Pocculickoli Pedepayuu

B cmamebe npusederb! OaHHble N0 KOHMPOAIO 3a CO6M00eHUeM Npas 2pax0aH npu nposedeHuu OUCNAHCepU3ayUU onpeoesieHHbIX epynn
83pocniozo HaceneHus 8 cybbekmax Poccutickol @edepayuu. Mepeyucnersi munudHbie HapyweHus, 8siasneHHsle Poc30pasHad3opom 8 xo-
0Oe KOHMPO/IbHbIX Meponpuamuil 8 2014 2. 0603HaqeHsb! Yesu, Kpumepuu 3pgexkmusHOCMU, @ Makxe 3MaNHOCMb U KpAmMHoOCMb nposede-
Hus ducnaHcepu3sayuu.

Fisenko V.S., Roginko N.I., Dorofeyev A.A. Control of enforcement of civil rights during health assessments of certain groups of adult
population in the subjects of the Russian Federation

The article tells about control of enforcement of civil rights during health assessment of certain groups of adult population in the subjects
of the Russian Federation The common violations identified by Roszdravnadzor’s inspections in 2014 are described. The goals, performance
criteria, phasing and frequency of health assessments are outlined.

Kntoyessble cnosa: ducnancepusayus 83pocio2o HAcesneHus, KOHMPOIb 3a nposedeHuem AUCNAaHCEPU3AYUL, OCHOBHbIE HAPYWEHUS
Keywords: health assessment of the adult population, control of health assessment, common violations




YMNPABMIEHWE KAYECTBOM MEANLMHCKOM NOMOLLM

JI.C. WAJIBITUHA

JKCnepTHaA OUeHKa NepcneKTUB pa3BUTUA
BbICOKOTEeXHONIOrMYHOU MeAULUMHCKOU
nomouiu B cyobekre PP

Wansizuna J1.C. IKCnepmHas OYEHKA NEPCNeKMUB pazsumus 8bICOKOMEXHON02UYHOU MedUUUHCKOU noMousu 8 cybvekme PO

00Holi u3 npuopumemHsix 3a0ay 8 o6nacmu 39pasooxparHeHus u demozpagudeckoli nonumuku PP ssnsemcs danbHeliwee pazsumue u
yBenudeHue 06beMo8 BbICOKOMexHo02u HOU MeduyuHckol nomowu (BMIT), obecnederue ee docmynHocmu 05 xumenell 8cex pe2uoHo8
cmpatbl. [lposedeHHas 3KCNEPMHAS OUEHKA COCMOAHUSA U nepcnekmus pazsumus BMIT 8 Hosocubupckoli o6aacmu nokasana 3Hadyumens-
HbI npupocm ee 06beMOB HG Pe2UOHAILHOM YpOBHe. Bmecme ¢ mem, no MHeHulo 3Kcnepmos, nompe6Hocms 8 BMI1 ydosnemsopsemcs Ha
30—50%, npu 3mom edepansHble HUN u meduyuHcKue yeHmpsI umMelom fyywue ycaosus u 6osee 3HayumensHsIld nomeHyuan 0 yse-
nudeHus 0bbemos BMIT no cpasHeHuto ¢ pe2uoHabHbiMu MeQUYUHCKUMU Op2aHu3ayuamu. OCHOBHbIMU MEPONPUSMUSAMU, HANPABIEHHbIMU
Ha nossiwerue docmynHocmu u 3¢pekmusHocmu BMIT Ha peauoHansHom yposHe, Mo2ym Gbims: CoBepLIEHCMBOBAHUE CMaHAapmos, pas-
pabomka Kpumepues oméopa, MeOUYUHCKUX NOKA3aHUL u npomusonokasanud dns okasaus BMII, co3daHue u sedeHue peaucmpa nayu-
eHmos, Hyxoatowuxcs 8 BMIT, u 6osee payuoHansHoe pasmelyeHue 20cydapcmeeHHo20 3akasa Ha BMI1 8 MeduyuHcKux opeaHu3ayusx pe-
2UOHATIBHO20 YPOBHS.

Shalygina L.S. Expert estimation of prospects for the development of high-tech medical care in the subject of the Russian Federation
One of the priorities in health and population policy of the Russian Federation is to further develop and increase the volume of high-tech
medical care (HTMC), making it available for people in all regions of the country. The expert estimation of the status and development
prospects of HTMC in the Novosibirsk region showed a significant volume increase at the regional level. At the same time, according to experts,
the demand for HTMC is satisfied by 30-50%, while federal research institutes and medical centers have better conditions and significant
potential for growth of HTMC compared with regional health organizations. The main activities aimed to improve availability and effective-
ness of HTMC at the regional level could include: improvement of standards, development of selection criteria, medical indications and con-
traindications for provision of HTMC, creation and maintenance of a register of patients who need HTMC, and more rational distribution of
the state order for medical care in medical institutions at the regional level.

Knto4essle c1108a: BbICOKOMEXHONI02UYHAA MEOUUUHCKAA NOMOWb, IKCNEPMHASA OUEHKA, MeOUUUHCKAA OpeaHu3ayus, Hosocubupckas obnacms
Keywords: high-tech medical care, expert estimation, subject of the Russian Federation, medical organization
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E.10. NYAYNOBA, A.M. AAHYNHOBA, M.A. AEHNCOBA

VYnpaBneHue megULUHCKUMU PUCKAMMU
KaK OCHOBa obecneyeHus 6e30nacHOCTU
MeAULMHCKON AeATeNIbHOCTU

B MHOronpouabHOM CTauuoHape

Jlydynoea E.10., lanyurosa A.M., [lenucosa M.A. Ynpasnerue MeduUUHCKUMU PUCKAMU KAK OCHOBA obecneyeHus 6e3onacHocmu
MeOUYUHCKOLI deamenbHOCMU 8 MHO20NPOUNLHOM CMayuoHape

B cmamse paccmampusaemcs onsim npumereHus 8 [AY3 «Pecny6nukaHckas KauHudeckas 6onsHuya um. H.A. Cemawko» (2. Ynan-Yo3)
PUCK-MeHeOXXMeHMa KaK ynpasieHyeckozo nodxo0a K obecneyeHuto 630nacHocmu MeouyuHcKol desmenbHOCMU HA 0CHOBe BHEOPeHHOU
cucmemsl MeHeOXMeHma Kavyecmsa. Paccmampusaemcs npuHAMAs 8 OpeaHU3aYUU MemoOUKa YNpasieHus pUCKOM UHGeKyul, CBA3AHHBIX
C OKa3aHuem MeOUUUHCKOU noMoLyu.

Ludupova E.Y., Danchinova A.M., Denisova M.A. Healthcare risk management as a basis for safe healthcare practice at a multidiscipli-
nary hospital

The article tells about the experience of the Republican Clinical Hospital named after N.A. Semashko (Ulan-Ude) in applying risk manage-
ment approach to ensure safety of healthcare practice based on the quality management system. The internal risk management method for
infection risks associated with medical aid is considered.

Knioyessie cnosa: cucmema meHeOXMeHMa KA4yecmaa, pucK-MmeHedMeHm, KOHMPO/Ib Kayecmaa u 6e30nacHocmu MeduyuHcKol
desmensHocmu
Keywords: quality management system, risk management, control of the quality and safety of healthcare practice
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A.Jl. PbIXXAKOB, A.B. BEPE3HMKOB, B.I. IEOHTBEBA, M.E. MPOMUH, C.0. LUKUTUH, 10.0. OHYOPUNYYK

YnpaBneHue KaueCTBOM MeaULUHCKOM
NOMOLLYU HA perMoHasbHOM YPOBHeE:
npMMeHeHue pe3ynbTaTtoB TeMaTUYeCKUX
NJ3aHOBbIX 3KCNEPTU3 KaYecTBa

Poixakos A.J., bepesHukos A.B., leonmsesa B.T ., [Ipomun M.E., Wikumus C.0., OHygpuiivyk F0.0. Ynpasnerue kavecmgom medu-
YUHCKOU noMoWwU Ha pe2uoHaIbHOM ypoBHe: NpUMeHeHUe pe3y/bmamos memamuyecKux NIAGHOBbIX IKCNepmu3 Kayecmsa
Asmopamu nposedeH NoOpo6HbILi AHANU3 pe3ybMamos memamu4yecKux NAaHOBbIX 3KCNepMu3 Kayecmsa MeOUYUHCKOLU NOMOLU, BbINOJ-
HEHHbIX 8 PAMKAX 0053aMe/IbHo20 MeOUUUHCKO20 cmpaxosakus. [IpusedeHsl daHHble N0 munam, Xxapakmepy u yacmome HapyweHrud, do-
nyuweHHbIX MeOUUUHCKUMU 0p2aHU3AYUUAMU NPU OKA3aHUU MeOUYUHCKOU noMowu, onpedesieHbl NpuYUHs! HapywieHul, a makxe 0aHa ouyeH-
Ka pabome no ycmpaHeHuio AaHHbIX HapyweHul 8 MeOUYUHCKUX Op2aHU3ayusx. ABmopamu npedsioxeH no0xod K NOBbILIEHUI Ka4yecmaa
MeOuyuHcKol nomowu 2paxoaHam PP Ha ocHOBe 0nbIma HeCKoNbKUX Cyobekmos PY.

Ryzhakov A.D., Bereznikov A.V., Leontyeva V.G., Promin M.E., Shkitin S.0., Onufriychuk Y.0. Quality management of medical care at
regional level: using the results of specialized routine quality assessments.

The authors thoroughly investigated the results of specialized routine assessments of medical care quality in compulsory health insurance. The
type, nature and frequency of violations made by healthcare organizations in providing medical care are described; causes of violations are
defined; remedial actions aimed at managing the identified violations in healthcare organizations are evaluated. The authors propose an approach
to improve the quality of medical care to citizens of the Russian Federation using the experience of several subjects of the Russian Federation.

Knioyessie cnosa: 06s3amensHoe MeOUYUHCKOe CMPAaxoB8aHue, meMamuyeckue naaHo8ble IKCNepmu3bl Ka4yecmaa MeouyUHCKOU NoMoU,
CaHKYUU, Wmpacgsl, NpUYUHbI HapyweHul npu OKA3aHUU MeOUYUHCKOL NOMOWU, ycmpaHeHue HapyweHud nopsdkos u cmaHdapmos medu-
YUHCKOU NOMOWU 8 MEOUYUHCKUX Op2aHU3aUYUAX

Keywords: compulsory health insurance, specialized routine assessments of medical care quality, sanctions, penalties, causes of violations
in healthcare, elimination of violations of rules and standards of care in healthcare organizations




N.B. YCMEHCKAA, E.B. MAHYXUHA, H.B. BOPUCOBA

OpraHu3aumua KOHTPOJA KayecTBa
cneunManu3npoBaHHON MeAULNHCKOU
nomouu npu onnare no KCr

W.B. Ycnenckas, E.B. Manyxuna, H.B. bopucosa. Opzaru3ayus KOHMpoaa Ka4yecmsa cneyuanu3upo8aHHol MeduyUHCKoU nomowu
npu onname no KCr

B cmamse npedcmassier onsim 8HedpeHus 8 PA3aHCKOU 06acmu onnams! 60NbHUYHOU NOMOWU NO NPUHYUNY «3a 3aKOHYEHHBIU cayyYall
20CNUManu3ayuuy ¢ azpeeuposaxuem HoO30/102U4ecKux opm 8 KUHUKO-cmamucmuyeckue epynnsi 6onesxeli (KCI). 060cHoBaHbI 0CHOB-
Hble Kpumepuu KoHMpPOAs Ka4yecmaa MeduyuHCKoU NoMowu npu OGHHOM cnocobe onaamsi.

Uspenskaya I.V., Manukhina E.V ., Borisova N.V. Control of the specialized medical care quality via diagnosis-related group-based payments
The article tells about the experience of implementation in the Ryazan region of the hospital care payment system based on «per case of
hospitalization» principle, with categorization of hospital cases into disease-related groups (DRG). The key criteria of healthcare quality con-
trol in DRG-based payments are demonstrated.

Kntoyesble c1108a: KOHMPOb KAYECMBA MEAUYUHCKOU NOMOWU, CNeyuanu3UpoBaHHas MeOUYUHCKAS NOMOWb, OKA3bIBAEMAS 8 CMAYUOHAD-
HbIX YCI0BUSX, KIUHUKO-CMAMmuUCcmuyeckue 2pynnsl 6onesHel
Keywords: healthcare quality control, inpatient specialized medical care, disease-related groups




KALPOBbIA MEHEIKMEHT

A.B. JXYPABJIEB, A.C. KA3AKOB, A.B. KOYVEEM

CoBepLueHCTBOBAHME OpPraHu3ayuu
BbIMOJIHEHUA, YYETA U KOHTPOJA AKTUBHbIX
noceweHMn B MeAULNHCKON OpraH13aLum

Jypasnes A.B., Kazakos A.C., Koyybeii A.B. CosepuieHcmBoB8axue op2aHu3ayuu 8sIN0NHeHUS, yiema u KOHmMpons

aKmuBHbIX nocewjeHul 8 MeOUUUHCKOU op2aHu3ayuu

[po6nembl kadposo2o obecneyeHus MEOULUHCKUX OP2aHU3AaYUL, OKA3bIBAIOUWUX NePBUYHYI0 MeOUKO-CaHUMGPHYI0 NOMOUb, yBenuYeHue Ha-
2py3KU Ha 1 y4acMKOB020 BPAYA-Mepanesma CHUXam BHUMAHUE pyKkosodumesel MeOULUHCKUX Op2aHU3AYUL K BbINONHEHUIO AKMUBHbIX
noceuwjeHudl. Bmecme ¢ mem 0peaHu3ayus GKMUBHbIX NOCeLeHUl NPU3BAHA COKPAMUMb YUCIO 00paujeHuli 8 NONUKIUHUKY U BbI30BO8 HA
0om no nosody 3abonesaHud.

Zhuravlev A.V., Kazakov A.S., Kochubey A.V. Improving performance, reporting and control of active visits in healthcare organizations
The lack of staff in polyclinics are causing an increase on primary care doctors workload. That is why the control of active visits by adminis-
trators of polyclinics needs to be more rigorous. Indeed, a better organization of active visits will reduce visits to the polyclinic of ill patients
and house calls motivatedby illness.

Kntoyesbie cnosa: akmusHble nocewjeHus, noMowb Ha 0omy
Key words: active visits, home healthcare




TENNEMEANUNHCKWE TEXHOJIOTUN

A.A. KYNAKOB, T.B. BPAWNOBCKAS, 10.B. KATMHUHA

Ucnonb3oBaHMe BO3MOXKHOCTEHN
TenemeauLMHbl ANA NOBbIWEHUA KayecTBa
U AOCTYNHOCTU OKAa3aHUA MeAULUHCKON
MOMOLLM NO NPOPUNI0 KYeNIOCTHO-
NUUEeBas XUPYPrua»

Kynaxos A.A., bpaiinosckas T.B., Kanununa F0.B. Ucnons3osaHue MKHOCMel m OUYUHbI 018 NoBbIWEHUA

Kayecmsa u docmynHOCMU OKA3aHUA MeOUYUHCKOLU NOMOWU No NPOQUII0 «4e/IlOCMHO-NULeBas Xupypausy»

B cmamsbe npedcmasneH onsim pabomsi ®IbY «JHUNC u YJIX» MuH3dpasa Poccuu no sHedpeHuio 8 npakmuky menemeduyuHcKUx mex-
Hoso2uli 017 NOBbIWEHUSA Kayecmsa u 00CMyNHOCMU OKA3aHUA MeOUYUHCKOU NoMOWU HacesieHuo No NPOQUIID «4eltoCmHo-1uyesasn
Xupypaus».

Kulakov A.A., Brailovskaya T.V., Kalinina Y.V. Harnessing the power of telemedicine to improve the quality and accessibility of health
care in maxillofacial surgery

The article tells about the experience of Central Research Institute of Dental and Maxillofacial Surgery, Ministry of Health of the Russian
Federation, in implementing telemedicine technologies to improve quality and accessibility of healthcare in maxillofacial surgery.
Knioyessie cnosa: menemeduyuHa, meeKoHCYIbMAYUU, NOBbILEHUE KBANUPUKAYUL, N0020MOBKA MEOULUHCKUX KAOPO8 No CneyuansHo-
CMU «YeI0CMHO-NUYeBas XUupypausy»

Key words: telemedicine, teleconsultation, advanced training, training of health professionals in maxillofacial surgery




MPABOBbIE ACIMEKTbI 34PABOOXPAHEHUA

A.H. MULWATA

Pecpopma 3aKoHOAaTENbCTBA
0 34paBooxpaHeHun B PP: oCHOBHble TPeHAbI
pa3sBUTUA POCCMUACKOro 3APaBOOXPaHEHUA

Muwuma A.H. Peghopma 3axoHodamesnncmea o 30pagooxpareHuu 8 P®: ocHosHble mpeHObI pa3gumus poccuiickozo 30pasooxpaxeHus
B cmambe npedcmasnieH aHanU3 NPUHAMBIX 3a NOCIeOHUE 20061 3KOHOOAMebHbIX GKMOB 8 cihepe OXpaHsl 300p0BbA 2PAXOAH U CBA3AH-
HbIX C HUMU MeHAeHYul pechopmMUpOBaHUS 0MmeYecmBeHH020 30paBOOXPAHEHUS.

A.N. Pischita. Healthcare legislation reform in the Russian Federation: key trends in the development of the Russian healthcare
The article reviews the recently adopted legislative acts in the field of public health protection and related trends in the reformation of the
national healthcare.

Knioyesble criosa: MeduyuHcKoe Npago, 3aKoHOAamenbcmso 0 30pasooXpaHeHul, pe¢hopma pocculickozo 30paBoOXpaHeHUs, 0653ameb-
Hoe MeQUYUHCKOe CMpaxosaHue, 20Cy0apcmaeHHoe U YacmHoe 30pasooxXpaHeHue, NaamHble MeOUYUHCKuUe ycyau

Keywords: medical law, healthcare legislation, Russian healthcare reform, compulsory health insurance, public and private healthcare, paid
medical services




MPABUIA O®OPMAEHWUSA CTATEN B XXYPHANE «BECTHUK POC31PABHA130PA»

Pa3mep opuruHanbHbIx CTaTen, BKAOYAsA TabanLbl, PUCYHKM, CMUCOK TUTEPATYpPLI U pe3ioMe, He
[OMKEH NPEBBIWATH 8 CTPaHML, 0630pHbIX — 10—12 CTPaHML, XPOHUKM — 3—4 CTpaHMLibl, pe-
LeH31n — 3—4 cTpaHuLbl. TeKCT CTaTby fOMKEH ObiTh HaneyaTtaH wpudTtom Times New Roman,
pa3mep — 14, uHtepsan 1,5.

B penakuuio npefocTaBasioTcs 2 3k3eMnisipa cTarbi. 06s3aTeNbHO HanuyMe MaTepuana B NeK-
TPOHHOM Buze (MO 3/1EKTPOHHO MOYTE UM HA JUCKE).

Mpu eLHONMYHOM aBTOPCTBE CTATbs CONPOBOXAAETCA oTOrpaduent aBTopa, NpeLCcTaBAEHHOI
B topmare TIFF unu JPEG c paspewwenuem 300 dpi (Toyek Ha ptoiim). PoTo npepgoctasisercs
B PefAKLMI0 BMECTE CO CTaTben.

Cratbs JoMKHa CONPOBOXAATLCA OULUANbHBIM HANPaBNEHNEM OT YYPEXAEHUS, B KOTOPOM Bbl-
nosiHeHa paboTa, Npu HEOOXOAUMOCTU — IKCNEPTHBIM 3aKTIOYEHNEM, UMETb BU3Y PYKOBOAMTE-
n5. Ecnu cTaTba guccepTaunoHHas, B HanpaBaeHum 3T0 LOIKHO ObITb YKA3aHo.

B BbIXOAHbIX AAHHBIX CTATb/ YKa3bIBAKOTCA: haMUAMA U UHULMANLI ABTOPA; €r0 Y4EHAsA CTENEHb U
3BaHUsA, KOHTAKTHLIN e-mail gas ony6a1KOBaHMs, HAa3BaHWe YYPEXAEHNS, B KOTOPOM OHa Obla
BbINOJIHEHA, FOPOS, HAa3BaHMe PaboThl.

Cratby MoOryT ObITb MANKOCTPUPOBAHLI TabaWLAMK, rpaduKamu, pucyHkamu, doTorpadusmu
(NpeanoyTUTENbHO LBETHBIMM). TabauLbl, rpaduyeckme MaTepuarbl, LUTATbI BU3UPYIOTCA aBTO-
pOM Ha NoNAX.

TabuLLbl [OMKHBI ObITb HAaNeYaTaHbl HA OTAENbHOI CTPAHMULIE, UMETL Ha3BaHWe U Homep. Moppu-
CYHOYHblE MOANUCH K PUCYHKAM 00s3aTesIbHbI. CChINKM HA PUCYHKM UAW TaBAMLbI SAIOTCA B TEK-
CTe pyKonucK B ckobkax. Bce xumnuyeckune n matematnyeckue hopmynbl AOMKHbI ObITh TLLATENb-
HO BbIBEPEHbI.

ManoynoTpebuTenbHble 1 y3KocneluanbHble TEpMUHBI, BCTPEYAIOLMECH B CTATbe, LOIKHbI UMETH
nosiCHeHWs, abbpeBuMaTypbl cnepyeT pacluudpoBarb Npy NEPBOM YNOMUHAHUM.

Cnucok UTepaTypbl NEYaTaeTcs B KOHLE CTaTby U JOMKEH COAEpaTb He Bonee 15 HauMeHOoBa-
Huit. CHayana npuBoaATCs paboThl OTEYECTBEHHbIX aBTOPOB, 3aTeM — 3apyGexHbix. Homepa
CCbINIOK NPUBOAATCSA B TEKCTE CTaTbyM B KBAAPATHbIX CKOOKaX.

K opuruHanbHol cTatbe LOMKHBI ObITb MPUIOXKEHBI PE3IOME U KIKOYEBbIE CIOBA HA OTAENLHOM
JIUCTe pa3MepoM He Gonee 1/3 CTpaHWLbI Ha PYCCKOM U aHMUICKOM fi3blKax. Pe3iome JOMKHO
OTpa)aTb OCHOBHOE COfiepXKaHue paboThl. B pesiome HE06X0AMMO yKa3aTb Ha3BaHWe CTaTby, ha-
MUUU M MHULMANbI aBTOPOB.

CraTbs goMKHa ObITb NOANMCAHA BCEMU aBTOPaMK. B KOHLe cTaTbu 06A3aTeNbHO creayeT ykasatb
CBELlEHUS O KAXJOM aBTOPe — MONHOCTbIO (haMMAns, UMS U OTYECTBO, YYEHAs CTENEHb, JOJIK-
HOCTb, KOHTAKTHbIN afpec 1 TenedoH.

HanpaeneHue B pefakumio paboT, paHee ony6aMKOBAHHbIX UNW MPEACTABAEHHbIX Ans nybnuka-
LW B fipyrye U3[aHus, He fonyckaeTcs. 3a ny6anKaumio cTateii naata ¢ aBTOpoB HE B3MMAETCS.
Pepakuus xypHana noaTBepxAaeT BO3MOXKHOCTb My6AMKaLMU CTaTbU TONbKO NOC/E 03HAKOM-
NeHna ¢ matepuanom. Bce matepumansl, noctynatowime B pefakLnio, peLleH3npyloTcs, pesakTm-
pyIOTCA U NpU HEOBXOAMMOCTU COKpaLatoTcs. MonydyeHHbI pefakumueid opurmHan cratby He
BO3BpalLaercs.
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