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KomnnekcHoe obcyxaeHue

roCyAapCTBEHHOTO PeryinMpoBaHus
B chepe 34paBoOXpaHeHUs, 4

VHOOPMALIVIOH-
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j o
|
PapMaeaTenbHOCTU U obpaleHus *
f

MEPEXOANM

MEeAULUUHCKUX n3genunn y\A. o
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VBa)kaemblie Konneru!

AHHLIN BLITYCK HAWIEro )ypHana mocsameH TeMe «locy-

LapCTBEHHOE PEryaupoBaHue o6pameHus neKapCTBeHHLIX

CPEACTB U MEeAUUUHCKUX uspenuit. 06ecreyeHns KavyecTsa
MeAULMHCKON IIPOAYKLUNY.

B 2018 r. peanusyeTcs psaj U3MeHEHWIA, KOTOpPLIE OLUI BHECEHLT
B HOPMaTUBHLIE IPABOBLIE AKTHI, PerjlaMeHTUpyoume obpaienue
JI€KAPCTBEHHBIX CPELICTB U MELULIMHCKUX U3LENUN B PaMKax pedop-
MBI KOHTPOAbHO-HaA30pHOW feATenbHocTu. Ilepexon Ha puck-opu-
€HTUPOBAHHbIN MOAXOZ ITPU OCYLECTBIEHUY IIAHOBLIX IIPOBEPOK
IIpefTionaraeT pacipeneneHne oLKOHTPONbHLIX CYOBEKTOB IO Ka-
TErOPUAM PUCKA, @ TaKXKe UCII0Nb30BaHUe MIPOBEPOYHLIX IUCTOB —
IepeyHei BOIPOCOB, OTBETHL Ha KOTOPLIE II03BONAIOT CAENATb O HO-
3HaYHLIN BLIBOZ, O COOIOLEHUN AN HeCObII0feHUN 0653aTeNbHbIX
Tpeb0oBaHUN, ABNAIIWMKCA TPELMETOM ITPOBEPKU. BHezpeHue mpo-
BEPOYHLIX IMCTOB [IOMOXET UCKJLIOUUTb LOTIOIHUTE/IbHLIE BOTIPOCH
CO CTOPOHBI KOHTPOJIEPOB, HEe OTHOCAWNECA K IIPefIMeTy IIPOBEPKY,
CHU3UTb PUCK TaK Ha3blBaeMOro «venoBeveckoro (axropa». IIpo-
BEPOYHbIE IUCTH (BCEro ux 39) paszeneHsl 0 TEMATUKE, B KAKIAOM
nucte copepxures oT 10 Ao 90 BOIIPOCOB ¢ 0653aTeNIbHO CCHUIKOW
Ha HOPMATWUBHLIN JOKYMEHT.

Hauarwiit B8 2017 rofy f06POBONLHLIA 3KCIIEPUMEHT IO Map-
KUPOBKE JleKapCTBEHHBIX ITpeapaToB MOATBEPAuL cBO 3ddek-
TUBHOCTb: 671ar0fapsi MapKUPOBKe BCKPHITH IIPaBOHAPYUIEHUSA
B chepe 060pOTa JIEKAPCTBEHHLIX CPEACTB Ha 061YI0 CYMMY CBHI-
we 500 MnH pyo6.

Beperca pa6oTta 1o GopMUPOBAHUIO KaTajora TOBApoB, pabor,
ycnyr pns obecrneyeHus rOCyAAPCTBEHHBIX U MYHWULUIANbHLIX
HYXJ B YaCTWU MESULMHCKUX U3LEUW, KOTOPLI IIOMOXKET KOHKpe-
TU3UPOBATh TPe6OBAHUA 3aKa3YUKa K AAHHO IIPOAYKIUK, CReNaTh
CUCTEMY 3aKYIIOK IOHATHOW W ITPO3PavyHON KakK [ 3aKa3uuKos,
TaK U 314 mocTaBwukoB. Hanuune karanora mo3BoauT rocynap-
CTBY U 6u3Hecy 06beKTUBHO OLleHWBATb COCTOSHWE PHIHKA MeAu-
LIUHCKUX U3LENNIA U IPOrHO3UPOBATh €T0 IIOTPEHHOCTU.

Cpenv Bpyrmx 3HAUMMLBIX JOCTWKEHUN CNIeYeT OTMETUTD ITPOJ-
JleHne CpOKa 3aMeHbl PErUCTPAlUOHHLIX YAOCTOBEPEHUN Ha Meau-
LMHCKKe usfenua Ao 1 ausapa 2021 r., ycTaHOBNEHUE [EeTalbHbLIX
Tpe6OBaHUIL K COLEPKAHUI0 TEXHUIECKO! U KCIIyaTaluoHHON
LOKYMEHTalMU NIPOU3BOAUTENS, a TakKxKe yTeepxaenune Tpebosa-
HWUM! K BHELPEHWIO, TIOAAEPKAHUIO U OLIEHKe CUCTEMLI MeHeIKMeH-
Ta KauecTBa MeLUIUHCKUX U3LENUN B 3aBUCUMOCTU OT ITOTEHLU-
IBHOTO pUCKa UX ITpuMeHeHus B pamkax EAJC.

JunamMmnuHoe pasBUTUE U COBEPLIEHCTBOBAHWUE 3aKOHOLATENb-
cTBa B chepe ob6pameHuns 1eKapCcTBEHHLIX CPEACTB U MeAULNH-
CKUX U3JeNUN, ero rapMoHU3alnUA C MEXLYHAPOLHEIMU HOPMaMMU,
CIIoCOOCTBYET BHIBOAY HA PHIHOK UCKIIOUUTENbLHO KaYeCTBEHHOIA,
3¢ derTUBHON U 6e30MaCHON MEANLMHCKOW TPOAYKLNU.

C ysaxeruem, M.A. Mypawko, 2nasHsbili pedakmop
KypHana pykosooumesns edepansHol cayx 6ol
T no Had3opy 8 cihepe 30paBoOXpaHeHUS

Ne4, 2018, BectHuk Poc3gpaBHag3opa
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0530P U3MEHEHWA B OBNACTY HOPMATUBHO-MPABOBOTO PEFYIMPOBAHWUSA B COEPE OBPALLEHUA MEAULUHCKUX U3LENUI

TEMA HOMEPA:
TOCYLLAPCTBEHHOE PETYIIPOBAHME OBPALLEHWA NEKAPCTBEHHBIX CPELICTB
N MELUUMHCKUX N3QENNIA. OBECNEYEHWNE KAYECTBA MEOVLWHCKOM NMPOAYKL N
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0630p 3MeHeHUM
B 06/1aCTU HOPMaTUBHO-NPaBOBOro peryiMpoBaHuUs
B chepe o6palleHMa MeAULUHCKUX u3aenum

Knioueswie cnosa: meduyuHckue uzdenus, HOpMamusHble NPagosble AKMbl, Pe2UCmMpayua MeOUYUHCKUX U30enutl, KOHmponb 3a 06paujeHuem
MeduyuHCKux usdenut

Astapenko E.M., Sukhanova, M.M., Valeeva A.A., Migeeva M.A.

Review of the developments in the field of statutory and regulatory in the area of medical devices circulation

The article is devoted to the issues of statutory and regulatory in the area of medical devices circulation both on the territory of the Russian Federation
and on the territory of the Eurasian Economic Union (EAEU). The main changes in the legislation of the Russian Federation and the EAEU both in terms
of registration of medical devices and in terms of state control over the circulation of medical devices are presented.

Keywords: medical devices, regulatory acts, registration of medical devices, control of the circulation of medical devices

CraTbs NocBALWEHa BONPOCaM HOPMATUBHO-NPAaBOBOr0 peryiupoBaHus B chepe 06palyeHns ' Peacpanshan

cnyx6a no Haasopy

MeAULMHCKUX U3JeNnui Kak Ha Tepputopumn Poccunitckoit Pepepauun, Tak u Ha TeppuTOpUM & cipepe 3apasoOXpaHEHNS,
~ VYnpaBnexue opraHusauuu

EBpasuiickoro akoHommueckoro cotosa (EAIC). puBepeHbl 0CHOBHbIE U3MEHEHUA FOCYAAPCTBEHHOrO KOHTPOAA

B 3aKoHopaTenbcTBe Poccuitckoii Pepepaumnn u EAIC Kak B 4acTu peructpayum e HeRHAHCKI

MeAULMHCKUX U3JeNUN, TaK U B 4aCTM rocyaapCTBEHHOro KOHTPONA 3a obpalleHuem
MeAULUHCKUX U3 enui.
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B chepe oOpaweHUa MeAULUHCKUX U3[ENTUNA.
Pe3ynbrarbl M aHanus

Knioueswie cnosa: pe¢popma KoHmponbHol u HA030pHOU OeAmenbHOCMU, NPABONPUMEHUMENbHAA NPAKMUKA 8 cdepe 06pawjeHuA MeOUYUHCKUX
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Astapenko E.M., Migeeva M.A., Valeeva A.A., Dorofeev A.A.

Law enforcement practice in the field of circulation of medical devices. Results and analysis

The article describes the introduction and application of new approaches in the implementation of state control over the circulation of medical devices.
The state control over circulation of medical devices is analyzed using the risk-based approach and checklists for the first half of 2018.

Keywords: reform of control and supervision activities, law enforcement practice in the field of circulation of medical devices, the results of control activities
of Roszdravnadzor, typical violations in the circulation of medical devices

B ctatbe onucaHo BHeApeHue nu npumeHeHue HOBbIX NOAXO0A0B NPU ocylecCTBIeHUN ""e“'ega""“a"
. cnyx6a no Hapsopy
rocypapCcrBeHHOro KOHTpons 3a 06paI.I.I,EHVIEM MeAULUUHCKUX uspenuu. HPOBeAEH dHanun3 B chepe 34paBoOXPaHEHMS,
- VYnpaBnexue opraHusauuu
ocyLwecTBjieH!UA rocyaapcrBeéHHOro KOHTponaa 3a 06pall.|,eHVIEM MeaAULUHCKUX nuapnenuu rOCYAAPCTBEHHOrO KOHTPONA

W perncTpaumuu MegULMHCKUX
usgenui.

C y4eTOM NPpMMeHEeHUA PUCK-OPUEHTUPOBAHHOIO MOAXOAA U NPOBEPOYHBIX JINCTOB
no utoram 1 nonyroaua 2018 r.
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0co06eHHOCTU TeXHUYECKUX UCNBITAaHUN MeAULUHCKUX

U3geNnMin B paMKax HaLlMOHANIbHOIO 3aKOHOAATEIbCTBA
Poccuinckon Pepepauuu

Kniouesvie cnosa: meduyuHckoe usdenue, ucnsimamensHasa 1a60pamopus, 3aA8UMenb, MeXHUYecKue UCnbimaHus, 6e30nacHocms MeOUYUHCKO20
usdenus, Kavecmso MeAUYUHCK020 u30enus, nodmsepxoeHue coomsemcmaus

Mikheev S.V., Sharikadze D.T., Sergeev I.K.
Features of technical tests of medical devices within the national legislation of the Russian Federation

The article discusses the procedure and rules of technical testing of medical devices (MD) for the purpose of their registration in the framework
of the national legislation of the Russian Federation.

Keywords: medical devices, testing laboratory, Applicant, technical test, safety of medical device, quality of medical device, conformity assessment
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CneuuanncT OTAeNa ynpasieHns KayecTBOM U OLLEHKU MEANLIMHCKON AesTeNbHOCTH

KoMnneKcHbIn nogxop K o6ecneyeHnio KayecTea

n 6e30NacHOCTU OOpaLLeHUAs MeAULUHCKUX U3aeNni
B MEAULMUHCKOW OPraHu3auumn: pe3yabTaTbl OLEHKU
B PaMKax BHYTPEHHEro KOHTpons

Knioueswie cnosa: obpawjerue meouyuHckull usdenuti, BHympeHHUl KOHMpPoib Kauecmaa u 6e3onacHocmu MeouyuUHCKol deamenbHOCMU,
IIpednoxeHus (npakmuyeckue pekoMeHOAYUU) NO OP2AHU3AYUU CUCTEeMbl BHYMpPeHHe20 KOHMpPOAA Kayecmsa u 6ezonacHocmu MeOuUyUuUHCKoU
desmenbHoCcMU 8 MeAUYUHCKOU Op2aHu3ayuy, 6e30nacHocms 06pawjeHus MeOUYUHCKUX usdenuil

Ivanov 1.V., Minulin I.B., Sheblykina A.A.

Integrated approach to guaranty the quality and safety of medical devices circulation in health care organizations: results of evaluation

of the internal control framework

Article reviews the results of audits in 32 health care organizations from 11 regions of the Russian Federation based on Guidelines (practical
recommendations) on the organization of internal control of the quality and safety of medical activities in a medical organization (hospital) developed
by FGBU «CMIKEE».

Keywords: circulation of medical devices, internal quality control and safety of medical activities, Guidelines (practical recommendations) on the organization
of the system of internal quality control and safety of medical activities in the medical organization, the safety of medical devices

1Or6Y cllewrp wostopuera B (TaTh€@ PACCMOTPEHBI PE3YNLTaThl ayAUTOB B 32 MEAULIMHCKUX OPraHU3aunsx

aKcnepTU3LI» u3 11 cy6bekToB Poccuitckoii Pepepaunm Ha ocHoBe pa3paboTaHHbix PTBY «IMUKII»

FocsapaRzAsopa Poc3npaBHapasopa Mpeanoxenuit (NpakTUYECKUX PEKOMEHAALMIN) NO OpraHn3auum
BHYTPEHHEro KOHTPOJIA KayecTBa M 6@30MacHOCTU MefULIMHCKON feATeNbHOCTU

B MEAAULIMHCKON opraHusauuu (cTayuoHape).
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Pe3ynbTartbl MEpONpuUATMIA NO BHYTPEHHEMY KOHTPOJIIO
KayecTBa MeAULMHCKON AeATENIbHOCTY B 4acTu obecneyeHus
NeKapcTBeHHON 6e30NacHOCTU B CTALMOHapax

Kniouesvie cnosa: meduyuHckan deamenbHoCmy, ayoum, kaiecmso u 6e30nacHocms, BHympeHHUll KOHMpPOoJib, 1eKapcmeeHHAs 6e30nacHocms,
papmakoHad3op

Ivanov I.V., Minulin I.B., Shelukhin A.M.

The results of the measures of internal control of quality and safety of medical care in framework of drug safety in hospitals

The article is devoted to the analysis of measures for ensuring drug safety in accordance with the Guideline approved by the Federal Service for Supervision
of Health Care for internal control of medical care in hospitals.

Keywords: medical care, audit, quality and safety, internal control, drug safety, pharmacovigilance

JlaHHas cTaThba NOCBALLEHA aHANIM3Y MepPOoNpUATUIA N0 obecneyeHUI0 NeKapCcTBEHHOM 1:.2%.:;1:?;:"0;::::::5
6e30MacHOCTU B COOTBETCTBMMU C YTBepXAeHHbIMU Poc3aapaBHag3opom MpeanoxeHuamu SKCnepTHIBI

Poc3ppaBHaasopa;
(NpaKTMYECKUMU peKOMEHAALMAMMN) NO OPraHN3aLuu BHYTPEHHEr0 KOHTPOA KayecTBa

2TBY3 MockoBcKoit 06nactu

1 6e30NacHOCTU MeAULUHCKOW AeATeNIbHOCTU B MeAULMHCKON OpraHu3aumuu. «KpacHoropeKan ropoacKas

6onbHuua N2 1»
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lapMoHU3aUua Tpe6oBaHUM NO perncTpauum
NeKapCTBEeHHbIX NPenapaToB KaK NoTeHuuan
pPa3sBUTUA OTEYECTBEHHbIX MPOU3BOAUTENEN

Kniouesbie cnosa: pezucmpayus nexapcmseHHbIX NPenapamos, paspewieHue Ha nposedeHue KIUHUYeCKo20 uccnedosanus, macmep-aiin Ha aKMusHyio
cy6cmanyuto, peeucmpayuoHHoe 0ocke 8 popmame obwemexHuYecKo20 00KyMeHma

Durnovtseva A.E., Foteeva A.V. Bombela T.V., Rostova N.B.

Harmonization of requirements for medicines registration as the potential for the development of domestic manufacturers

The procedure of international harmonization of circulation of medicines within the EurAsEC is aimed at the formation of a common market of medicines.
There are significant differences in approaches to registration of medicines under the national registration procedure of the Russian Federation

and the decentralized registration procedure of the EurAsEC.

This article reveals some features of regulation of the circulation of medicines within the union, as well as trends of development and prospects

for manufacturers in the course of transition from national procedure of registration of medicines for medical application to the decentralized procedure

Keywords: Registration of medicines, permission to conduct clinical research, active substance master file, registration dossier in the format of Common
Technical Document.

Mpoueaypa MmexXAyHAPOAHONM rapMOHM3aL MK 06paLLeH A IeKAapCTBEHHbIX CPpeAcTB B pamkax EBpA33C
HanpaeneHa Ha hopMmupoBaHUe 06LWEro pbIHKA JIeKapCTBEHHbIX NpenapaToB. CywecTBeHHbI

pasnuyuA B NOAX0AAX K PerncTpauum ieKapCcTBeHHbIX Npenaparos no HauMoHanbHoM npoueaype PP

1 geueHTpanusoBaHHoi EBpA33C. B saHHOM cTaTbe BbIABNEHbI HEKOTOPbIE 0COGEHHOCTM perynupoBaHus
obpauieHua B pamkax Coro3a, TeHAEHLUMN PAa3BMTUA U NEPCNEKTUBbI NPOU3BOAUTEIEN JIEKAPCTBEHHbIX
npenaparos Npu nepexoje OT HALMOHANbHOMN NpoLeaypbl PerucTpaLmmn NeKapcTBEHHbIX NPenaparos
ANA MeAULIMHCKOro NPUMEHEHUA K JeLeHTPaIM30BaHHOM.
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B3aumopeuncreue TepputopranbHOro opraHa
Poc3gpaBHag3opa no r. MockBe u MocKkoBCKo# o6nactu

C NPpaBOOXPAaHUTENbHbIMU OpPraHamm

Nno BbIABJIEHUIO U NPece4YeHUI0 HAapyLWEeHUN Npu o6paLLeHnum
JIeKapCTBEHHbIX CPEACTB U MeAULUMHCKUX U3aenum

Knioueswie cnosa: npogunakmuka npasoHapyuieHutl, 30pasooxpaneHue, MeUYUHCKue u3denus, 1eKapcmaeHHble npenapamsl, KoHmpagaxm,

ganscupuxkam

Plutnitsky A.N., Roshchin D.0., Strizhov A.A., Butkovsky A.V.

Interaction of regional offices of Roszdravnadzor in Moscow and Moscow region with law enforcement agencies in detection and suppression

of violations in the circulation of medicines and medical devices

The article presents the experience of the regional offices of Roszdravnadzor in Moscow and the Moscow region in counteracting the illegal circulation
of medicines and medical devices. The formation of working groups with law enforcement agencies (the Ministry of internal Affairs of Russia,

the Investigative Committee of the Russian Federation) allowed to achieve the best results on jointly conducted activities, which played significant
role in prevention of illegal actions of unscrupulous participants in the health care market, and helped to protect the interests and rights of citizens
and improve the conditions for responsible business.

Keywords: crime prevention, health care, medical devices, medicines, counterfeit, falsification

! TepputopuanbHblit
opraH ®epepanbHoit
cnyx6bl No Haa3opy
B chepe 34paBoOXpaHeHUs
no r. Mockee u MockoBcKoi
obnacrtu;

2 [naBHoe CleficTBEHHOE
ynpasnexue CneacTBEHHOrO
KomuTeTa Poccuitckoit

®epepauuu no ropoay Mockse;

3 [naBHoe ynpaBneHue
MunucTepCTBa BHYTPEHHUX
Aen Poccuiickoin depepaymuu
no MockoBcKoit 06nactn

Cratba npepcTtasnsaet onbiT TepputopuanbHoro opraHa PocsgpasHapsopa

no r. MockBe n MoCKOBCKOI 061acTu N0 NPOTUBOAENCTBUIO HeJlerajibHoMy 060poTy
NeKapCcTBEHHbIX NPenapaToB U MeAULMHCKUX u3genuii. ®opmupoBaHue pabouux rpynn

c npaBooxpaHuTenbHbimu opravamm (MBJ] Poccuu, CK P®) no3sonnno aoctuyb 3aMeTHbIX
pPe3ynbTaToB N0 COBMECTHO NPOBOAUMbBIM MEPONPUATUAM, YTO ABAETCA 3HAYUMOW
npouAaKTUKON NPOTUBONPABHbIX AeCTBUN HeA0OPOCOBECTHbIX YYAaCTHUKOB PbIHKA
chepbl 3apaBooxpaHeHUs, 3aLMILAET UHTEPEChl U NPaBa rPaXKAaH U yyyLlaeT ycioBuUA
AJiA OTBETCTBEHHOr0 Gu3Heca.
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Kosova I.V., Nevolina E.V., Krupnova L. V.

Consulting in pharmaceutical business: new functions and powers of the pharmacy staff

The article presents the regulatory justification of duties of a pharmaceutical worker to advice citizens, as well as the concept of "responsible
self-treatment". Article summaries the results of the study of the population's need for pharmaceutical advice in the selection of medicines, including
the doctor’s prescriptions.

Keywords: pharmaceutical worker, pharmaceutical consulting, responsible self-treatment

B cTatbe NnpuBefeHO HOPMATMBHO-NPAaBOBOe 060CHOBaHMe 0653aHHOCTU (hapMaLeBTUYECKOro paboTHUKA

N0 KOHCYNbTMPOBAHUIO FPaXKAAH, PACKPbITO NOHATUE KOTBETCTBEHHOE CamonedeHue». 06061eHbl pe3ynbTaTh
UCCef0BaHNA NOTPe6HOCTU HaceneHus B hapMaLeBTMYECKOM KOHCYNLTUPOBaHMU NpU BbIGope npenaparos,
B TOM 4uMCJIe N0 Ha3HAYeHMIo Bpava.
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Lopushov D.V., Snegireva I.1., Fazulzyanova I.M. Burashnikova I.S.

Topical issues of pharmacovigilance for vaccines

Vaccination is an effective method of suppressing the most dangerous infectious diseases. However, in some cases, in the post-vaccination period, adverse
reactions may develop, and in rare cases — post-vaccination complications (PVC), which can be associated with both individual characteristics of the body
and violations of vaccination techniques. Adverse reactions, especially PVC, can cause wide public response, contributing to the formation of distrust

to the effectiveness and safety of vaccination in society.

In the Russian Federation and in the Republic of Tatarstan there is a tendency to reduce the frequency of PVC, but it should be noted, that there are
imperfections in the registration of other HP in the application of vaccines.

Employees of medical organizations lack of activity in the registration of HP after vaccination, which necessitates the optimization of the system

of informing health workers on the issues under consideration. Active information work among the medical workers is one of the primary directions

of work on optimization of accounting and investigation system of HP, as well as harmonization of existing regulations with the world practice.

Keywords: vaccination, adverse reactions following vaccination, post-vaccination complications, pharmacovigilance

BakuuHonpoUNaKTUKA Ha CErogHALWHUN AeHb ABNAETCA 3(PPeKTUBHBIM MeToA0M 60pbObI ‘:)fc';z‘afp'i}r’;;'::ﬁ;m"ﬁ
C Hanbonee onacHbIMM MHGEKLMOHHbIMU 3a60neBaHuaMU. OfHAKO B paje Cilyyaes MEAMUNHCKHi] yHUBEDCHTETS

Munsppasa Poccun

B MOCTBAKLMHANbHOM NepuoAe BO3MOXHO Pa3BUTUE HeenaTenbHbix peakumii (HP),
a B peAiKNX CNY4asAx — NOCTBAKLUMHaNbHbIX 0CNOXKHeHWii (MTBO), 4To MOXKeT GbITb CBA3aHO

% Ka3aHCKasn rocyAapcTBeHHasn
MEeANLUMHCKaR aKapemMus —

KaK C MHOMBUAYaNbHbLIMU 0COOEHHOCTAMMU OPraHU3Ma, TaK U C HApYLUEHUAMMN TEXHUKN Gunuan OTEOY A0
. . «Poccuitckas MeAuUMHCKaa
BakuuHauuu. HP, a oco6eHHo MBO, BbI3bIBAIOT WNPOKUI1 06LLECTBEHHbIA Pe30HaHC, avanewnn verpepsioro
npogeccuoHanbHoOro
cnocobcTBya hopMUpOBaHUIO HegoBepua 0bLiecTBa K 3h(heKTUBHOCTH 1 Be3onacHoCTH opasosanan MuK3Rpasa
P
BaKUMHONPODUNAKTUKM. o
B Poccuitckoi ®epepauuu u B Pecny6anke TatapcTaH UMeeTCs TEHAECHLMA K CHUKEHMNIO DA
yactotbl MIBO, 0gHAaKO HEO6XOAMMO OTMETUTL HaNMuMe HECOBEPLIEHCTBA B BONPOCAX yyeTa CPEACTE MeRMIMHEKOrD
NpUMeHeHUa» MHHSﬂpaBa
U perncTpauum B oTHoweHumn apyrux HP npu npuMeHeHUN BaKUMH. Poccun
OTmMeYaeTca HeA0CTaTOYHAA aKTUBHOCTb PAGOTHMKOB MEANLIMHCKMX OPraHn3aLmit * Hasawckwih dunuan OTBY
" -
B pernctpaunu HP nocne BakumHaumu, 4to 06yCNOBAMBAET HEO6XOAMMOCTL ONTUMU3ALNY A
no 3KCNepTM3e, yuety
cucTeMbl MHOPMUPOBAHNA PAaGOTHMKOB 33PaBOOXPAHEHNA NO PACCMATPUBAEMbIM A Ao
Bonpocam. OHMM M3 HanpasieHMit paboTbl NO ONTUMU3ALMMN CUCTEMBI YYeTa chescrs kMo
u paccnegoeaHua HP apnsetca akTuBHas uHopMaLMOHHas paboTa cpean MegULMHCKUX PocsapasHapsopa, r. Kasaui

paboTHUKOB, a TaK}Ke rapMOHM3aLUA AeHCTBYIOLMX HOPMATUBHbIX AOKYMEHTOB C MUPOBOM
NpaKTUKOM.
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npou3sodcmsa neKapcmseHHbIX Npenapamos

Titova A.V., Rodionova 0. E., Balyklova K. S.

Control of the medicines composition uniformity in the pharmaceutical market

The article presents the results of a study of the medicines composition uniformity by the method of NIR-spectroscopy. As a result of the studies it was
found that the content of excipients in the same medicines can vary significantly from batch to batch. The results indicate the necessity to establish
control of the stability of the technological process of production of medicines.

Keywords: medicine, excipients, NIR-spectroscopy, the stability of the technological process of production of medicines

B cTaTbe npeacTaB/ieHbl pe3ynbTaTbl UCCNEA0BAHNA OAHOPOLHOCTM COCTABA JIEKAPCTBEHHbIX ' ®rBY «HMUYAOCHN»

Poc3ppaBHaa3opa, otaen

npenaparos metogom BUK-cnekTpockonuu. B pesynbrate npoBefeHHbIX UCC/IEL0BaAHUI 0 pa3BHTIO HepaspywaMX
YCTAHOBNIEHO, UTO COAEPIKaHMe BCNOMOraTesibHbIX BeLecTe B O4HOM M TOM }e npenapare nexaperocm cponcro,
MOJKeT 3HaunUTeNbHO BapbUPOBAThb OT Cepuu K cepuu. MonyyeHHble pe3ynbTarhl 2 QrEOY BO Nepasiis MTMY
CBUAETENbCTBYIOT 0 HEOOXOAUMOCTU BBEAEHUA KOHTPOJIA YCTOMYMBOCTN TEXHOJIOTUYECKOTO um. U.M. Ceuenosa,
npouecca npou3BOACTBA JIEKAPCTBEHHbIX NPenapaToB. * MHCTHTYT xuMuseCK o usukM

umenu H.H. CemeHoBa PAH,

“PHUMY um. H.N. Nuporosa
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Passutue GMP-uHcnekTopara B Poccum

Knioueswie cnosa: GMP, nexapcmseHHble cpedcmaa, uHcnekmopam

Gildeeva G.N., Shestakov V.N., Podpruzhnikov Yu.V.

Development of GMP Inspectorate in Russia

Industrial production is one of the most important stages in the circulation of medicines. The quality assurance system in industrial production is called
Good Manufacturing Practice (GMP). The establish of GMP rules, which allows to implement the production system and maintain it in good condition, is a
very complex process in terms of technical and organizational requirements.

Compliance with these rules guarantees the quality of the medicines, the reliability of the supply chain and the quality of raw materials, adherence of
technology, pollution abatement, reliability of the data that forms the registration dossier, and thus guarantee the effectiveness of medicine and its safety
for the patient. Without GMP, it is impossible to guarantee the quality of neither reproduced nor original medicines. Only GMP compliance inspections
can confirm that the samples used for clinical studies are made according to the recipe declared in the dossier, from raw materials of the declared
manufacturers and according to the claimed technology, or that validation and stability studies were indeed carried out, and the production conditions
and equipment of the laboratories correspond to the selected technology, specifications and the level of purity of the registered medicines, etc.

In this regard, the development of the national GMP-Inspectorate is one of the priorities for the pharmaceutical industry in Russia.

Keywords: GMP, medicines, inspectorate

MpombiwneHHoe NPOM3BOACTBO — OAMH M3 CaMbiX BaXKHbIX 3TaNoB 06paleHnA NeKapCTBEHHbIX

npenaparos (JIM). Cuctema obecneyeHns KayecTsa Npu NPOMbILLNEHHOM NPOM3BOACTBE HA3bIBAETCA NPaBUIAMK
Haanexawein npoussoacTBeHHoN npakTukn (Good Manufacturing Practice (GMP)). BHeapeHue npasun GMP,
no3BoNA0LWMNX BHEAPUTL NPOM3BOACTBEHHYIO CUCTEMY U MOAAEPHKUBATDL €e B J0JIXKHOM COCTOAHUM, ABNAECTCA
KpaiHe CJI0XKHbIM NPOLLECCOM C TOYKMN 3PEHMA TEXHUYECKMX U OPraHN3aLMOHHbIX TPe6oBaHMiA.

CoGnioaeHue 3TUX NpaBu — rapaHTUA KauyecTBa Npenapara, HaieXXHOCTM LieNoYKM NOCTaBOK U KayecTBa

CbIpbsA, COGNIOAEHUA TEXHONIOTNU, OTCYTCTBUA 3arpA3HEHUN, HA,eXHOCTU U JOCTOBEPHOCTMN AaHHbIX,
thopmupyioLmx perucTpaLMoHHoe focbe, a 3HauuT rapanTusa sdcektusHoctu JIl u ero 6e3onacHocTy

ana naumenta. bes co6nioneHna GMP Henb3s roBopuThL 0 KauyecTse HU BOCNPOU3BEAEHHOI0, HU OPUrMHANBLHOIO
npenapara. ToIbKO UHCMEKLUMN HA cooTBeTCTBUE GMP MOryT noATBEpAUTb, 4TO 06pasLibl, UCMONb30BaHHbIE

ANA KNMHUYECKUX UCCNe,0BAaHUN, U3TOTOBJIEHBI MO 3aABNIEHHOM B LOCbe PeLenType, U3 CbipbA 3afABJIEHHbIX
npousBoAUTENEN N NO 3aABNAEMON TEXHONOIUM, UM YTO BaNUAALMUA U U3YYeHUe CTabUNbHOCTU feNCTBUTENIbHO
NpoBOAUAUCH, @ YCIIOBUA NPOM3BOACTBA U OCHALLEHHOCTL 1aGOPaTOpuii COOTBETCTBYIOT BbIGPAHHOM
TEXHONOrnHU, cneuuduKaLmaM n YpoBHIO YUCTOTbI PeruCTpMpyemMoro npenapara u T.4.
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Telnova E.A.

From nationalization to privatization

The article is devoted to the history of formation of the pharmacy system in Russia in the period from 1918 to the present day. During this period, many
events have occurred in Russia and the world, which could not but affect the health care system in general and medicines supply in particular. The
formation of the pharmacy system began with the decree "On the nationalization of pharmacies". Subsequent events — the Civil and Great Patriotic

war, post-war construction, Perestroika, privatization etc. showed that Russia has formed a system of medicines supply. A system of quality control of
medicines formed simultaneously with the development of the pharmacy service. Making medicines available for population was primary goal during the
formation of pharmacy service.

Keywords: pharmacy, nationalization, privatization, medicines

CraTbA noceAweHa uctopumn hopmupoBaHusA anTe4yHoin cuctembl B Poccum B nepuop ¢ 1918 .

no HacToswee BpemA. 3a 3T0 BpeMs MHOTo Co6biTUi1 npousowno B Poccumn u Mupe, KOTopbie He MOrnu

He BJIMATb Ha CUCTEMY 3,paBOOXPAHEHUSA B LEJIOM U JIeKapCTBEHHOE obecneyeHue B 4aCTHOCTU.

Hayano chopmupoBaHUA anTeyHoM cMCTEMbI NONOXKUA AeKpeT «0 HaunoHanmsaumm antek». B 1o xe
BpeMs BCe nocsieayiolme cobbITUA — rpaxkaaHckan u Benukasa OteyecTBeHHas BOWHbBI, NOC/IEBOEHHOE
CTPOUTENbCTBO, NEePeCcTPoiKa, NpMBaTU3aLUA U Jpyrue COObITUA NOKa3bIBaIOT, YTo B Poccuu 3a Bce 3Tu
roabl chopmupoBaHa cucTema eKapcTBeHHoro obecneyeHus. OHOBpPEeMEHHO C anTe4Ho cnyx60i
(hopmupoBanach 1 cMCTEMa KOHTPOJIA KayecTBa NeKapCTBEeHHbIX CPeACcTB. [IpakTUYeCKU Ha BCex ITanax
thopMupoBaHUA anTeyHOM CNYK6bl cTaBMAACh OCHOBHAA 3af,aya CAenarh IeKapCcTBEHHbIE CpeAcTBa Gonee
AOCTYNMHBLIMU ANA HacesleHus.



TPEGOBAHUA K ODOPMJIEHWUIO CTATEM B XYPHANE «BECTHWK POC3[PABHA[30PA»

CraTbu IPELCTaBAAIOTCA B PELAKLMIO XKYPHAA B 371eKTPOHHOM Bupe B Gopmare Word. Pasmep opuruzans-
HBIX CTaTell, BKI0Yas TabnuLibl, PUCYHKY, CITUCOK IMTEPATYPHL U Pe3ioMe, He LoJKeH mpeBbiuath 10 cTpa-
HUL, 0630pHbIX — 12-14 CTpaHul, XPOHUKU — 3—4 CTpaHULLL, PelieHsuit — 3—4 cTpaHuusl. TeKCT cTaTbhbu
IoKeH 6bTh Hanevarad wpudrom Times New Roman, pasmep 14, unrepsan 1,5.

Ecnu cratbf MMeeT 0fHOTO MU ABYX aBTOPOB, OHa AOJKHA CONMPOBOXAATHCA doTorpadmamu asTo-
poB, npencTaBneHHLIMU B opmare TIFF unu JPEG c paspeumrenuem 300 dpi (Touek Ha AOWUM) WU HE Me-
Hee 1 MB. ®oTo mpenocTaBnAoTCA B pefaKLNi0 BMECTE CO CTATbe.

[luccepTalMOHHBIE CTaTbU LO/KHBL COMPOBOXAATLCA OPUIMANBHBIM HAMIPaBeHUEM OT YIPEXAeHuUs,
B KOTOPOM BLITMIOJIHEHA Pab0Ta, MpU HEOOXOAUMOCTU — SKCIIEPTHLIM 3aKJ110U€HUEM, UMETh BU3Y PYKOBOAU-
TeJs U OLITh 3aBEPEHLI [TEYATHIO.

B Havane crarbu IMUUIYTCA UHULMANE U GaMWIuA KaXZOrO aBTOPA, €r0 yueHas CTelleHb W 3BaHUE,
9JIeKTPOHHEI TTOYTOBLIN afpec As onyonukoBaHus. Huxe ykasbiBaeTcs Ha3BaHWe CTaTbi, HAUMEHOBAHUE
VUPEXLEeHUA, N3 KOTOPOTO OHA BHIIINA, €ro ajpec. K craTbe HEOOXOAMMO MPWIOKUTDL KPATKOe pes3ioMe Ha
DYCCKOM U )eJIaTeNbHO Ha aHTTIICKOM A3bIKax 00beMOM He 6onee 1/3 cTpaHWiibl, B HaYaue KOTOPOTO MO~
HOCTbI0 ITOBTOPUTb haMWINU aBTOPOB U Ha3BaHUe. B KoHLe pe3ioMe HYXKHO [aThb K/II0UEBLIE CJI0BA K CTATbe.

CraTbsi MOXET GHITb WLIIOCTPUPOBaHa Tabauuamy, rpadbukamu, pucynkamu, hororpaduamu (mpepn-
IIOYTUTENILHO 1IBETHLIMU). Bee Tabnuust, dororpadun u rpaduveckune Mmarepuanst LOJKHLE UMETh Ha3Ba-
HUE, HOMED W COOTBETCTBYIOLINE CCLUIKU B TEKCTE CTATbU. PUCYHKM B Buze rpaduKoB U guarpamMm Heob-
XOJUMO LOTIONTHUTD LMD POBLIMU AAHHBIMU B HOpMe Tabnuiibl B porpamme Excel, T. K. B COOTBETCTBUM C
TeXHOJIOTUEeW BEPCTKU XYPHaJla PUCYHKU He KOIMUPYIOTCSH, a CO3AAI0TCA BHOBD.

Bce undpsr, UTOrM M IIpOLEHTH B TabAULaxX LOJLKHEL COOTBETCTBOBATL Undpam B TekcTe. Heobxonumo
yKasaTb eANHULL U3MePeHUA KO BCeM ITOKa3aTenAaM Ha PYCCKOM A3bIKE.

IIuTaTsl, MPUBOAUMLIE B CTAThe, LOJKHEL OLITb TIIATENLHO BHIBEPEHHI; B CHOCKE HEOOXOAUMO YKa3aTh
WUCTOJHWK, eT0 Ha3BaHWe, TOfi, BEIITYCK, CTPAaHULbL.

Bce cokpamenvs npu mepBoM YIIOMUHAHWUU JOJDKHBL OBITb PACKPLITHL, XUMUIECKUE U MaTeMaTuieckue
(bOpMYILLL TaKKe [OJIKHBL OLITh TIATENbHO BHIBEPEHL. ManoynoTpeduTenbHee 1 y3KOCIeUNanbHble Tep-
MWHBI, BCTPevalouneca B CTaTbe, IOJKHLL UMETb TOACHEHUA.

CriMCoK MCTOYHUKOB B KOHLLE CTATh I0JLKEH COLEPKATH He 6onee 15 HauMeHOBaHWiL. CCHUIKU Ha uTe-
paTypy MPUBOAATCA IO Mepe UNTUPOBaHUA B CTaTbe. IIpn UCIIONb30BaHUN UHTEPHET-CaiTa YKa3blBaeTcs
€ro agpec u gata obpamerns. PaMunumU MHOCTPAHHEIX AaBTOPOB JAIOTCA B OPUIMHATILHO| TPAHCKPUIILIUM.
Ecnu B nuTepaTypHON CChUIKe AOIylleHbl ABHble HETOYHOCTW WIN OHA He YIIOMWHAETCA B TEKCTe CTaTbU,
perakuma ocTaBnfer 3a coboil IPaBO UCKIIOUUTL ee U3 criucka. Bubnuorpaduyeckue CCLUIKU B TEKCTe
CTaTbU JAOTCA B KBaZAPATHLIX CKOOKAX B COOTBETCTBUN C HOMEPAMU B IIPUCTATENHOM CITUCKE UCTOYHUKOB.

B koH1e cTaThbU 00643aTENLHO CNERYET YKa3aTh GaMUInio, UM U OTYECTBO KOHTAKTHOTO JIULA, ETO 3NEeK-
TPOHHBI afpec U TenedoH Ana MOOWILHO CBA3YW, TOUHbIN TIOYTOBLIN aipec /1 OTIPABKM ypHana. CtaTsy,
0(OpMIEHHbIE HE B COOTBETCTBUU C YKa3aHHLIMU ITPABWIAMM, MOTYT OBITh OTKIOHEHE 63 PAaCCMOTPEHUS.

CraTby, paHee ony6IUKOBAHHbIE UM HATPABJIEHHLIE B IPYTOi XKYPHAJ, K OIyONNKOBAHMUIO He IPUHU-
MatoTcs. 3a MybnuKauuio cTarTeil IaTa ¢ aBTOPOB He B3UMAETCSA.

Pepakuus xypHana MOATBEPKAAET BO3MOXKHOCTb MYOAUKALNUU CTATbWU TOLLKO IOC/IE 03HAKOMJIEHUA
¢ MaTepuanoM. Bce MaTepuans, mocTymawomue B pefakLnio, pelleH3npyloTcs, PeAaKTUPYIOTCA U IIPN He-
00XOMMOCTM COKPALAOTCA.

CraTbu CNefyeT MPUCHIIATL B PEAAKLMI0 IO 31IeKTPOHHOM IouTe 1o agpecy: o.f.fedotova@mail.ru.
CompoBopauTenbHble JOKYMEHTHL B OTCKAHUPOBAHHOM BUJe TaK)Ke ITePeChilaloTCA M0 371eKTPOHHOM [oYTe.
YToObl yHEOUTbCS, YTO CTAThbA MOJNYYeHa, IPU OTMPaBKe MONb3YNTECH TAPAMETPOM KYBELOMIIEHUE» WU
MI03BOHUTE B pefiakumio no Tenedony +7(495) 698-47-56; +7(962) 950-20-49; +7 (903) 660-77-11.
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Ka4€e¢TBo NleKkapcTBEHHbIX NMPE
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AkTyanbHble BoNpochbl perynmpoB
LinchpoBu3anus B 3apaBooxpaHeH

». PR-TexHonoruu B cchepe thapmaues: .
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B KaK 0fJHa U3 OCHOBHbIX COCTABNAOLLNX 06ECNEYEHUs NPaB rpaxaaH Ha Ka4eCTBEHHYH
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eHeHUs NEKAPCTBEHHbIX CPEACTB
0Bas NONUTH NoAroToBka hap AYECKMX CNELUanucTos
eHHble TPebABaHNA AeNCTBYIOLLEro 3aKOHOAATENbCTBA K KOHTPOMIO U 06PALLEHUI0 HAPKOTHYECKUX CPEACTB U NCUXOTPONHbIX
1 X NPeKypPEOPOB, KyNbTUBUPOB? oconep)xaumx pacTenui Ha TeppuTopuu Poccuiickoit depepauun.
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[ e | Ibie BONPOChI rOCYAaPETBEHHOT0 KOHTPONA\POE eneuun KNMHUYECKUX UCCNE0BaHUil NeKapCTBEHHbIX NPenapaTos
K . CoBpemeHHbIE Tf BaHWA K OpraHu3aumi M NPOBEAEHHI0 KIMHHYECKNX uccneaoBaHuii
CHCTEMbI JIBKAPCTBEHHOTO 00BC Hun B Poccwuiickoit ®epepauun. CoBepLIEHCTBOBAHUE CUCTEMbI 3aKYNOK
paTtoB Ans ROCYAAPCTBEHHDI
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