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YBaxkaemble Koneru!

aHHBbI BbIMYCK Hallero XypHana nocesleH Teme «focy-

JapCTBEHHOE perynmpoBaHue obpaleHnst NeKapcTBEHHbIX

CPELCTB M MeANUMHCKMX n3genuii. ObecneyeHns kadyecTsa
MeAMLMHCKOM NPOAYKLMU».

B 2018 r. peanu3yeTcs psag M3MeHEHNIA, KOTOPbIe OblIN BHECEHI
B HOPMATVBHbIE NPaBOBble aKTbl, PEramMeHTpyoLLve obpalleHye
NeKapCTBEHHbIX CPEACTB U MEAVLMHCKMX U3LENWiA B paMKax pedop-
Mbl KOHTPO/IbHO-HAZA30PHO fiesaTenbHOCTW. Mepexos Ha puck-opu-
€HTUPOBaHHbIN MOAXOL NPU OCYLLECTBNEHUM NNAHOBbLIX MPOBEPOK
npeanonaraeT pacnpegeneHve NogKOHTPOMbHbIX Cy6bEKTOB MO Ka-
TEropusaM pPUCKa, a TakxXe MUCMosb30BaHVe NMPOBEPOYHbLIX NICTOB —
nepeyHeli BONPOCOB, 0TBETHI HA KOTOPbIEe NO3BONSIOT CAeNaTh O4HO-
3HAYHbI BbIBOA O COBO4EHUM NN HecobtofeHUn 0693aTeNbHbIX
Tpe6oBaHwWii, ABNAIOLWMXCA NPeaMeTOM NPoBepKX. BHegpeHue npo-
BEPOYHbLIX /INCTOB MOMOXET UCK/HOUNUTD JOMOHUTENbHbIE BOMPOCHI
CO CTOPOHbI KOHTPOJIEPOB, HE OTHOCALLMECS K NPESMETY NMPOBEPKMU,
CHM3WTb PUCK TaK Ha3bIBAEMOI0 «4esI0BEYECKOro hakTopax. Ipo-
BEPOYHbIE NIUCTbI (BCEro UX 39) pa3fesieHbl Mo TeMaTHKe, B KaX0M
nncte cogepxkmTest oT 10 go 90 BONpOCOB € 0653aTeIbHON CCbINKON
Ha HOPMATUBHBIIi JOKYMEHT.

HauaTbiii B 2017 rogy f06pPOBObHBIA 3KCMEPUMEHT MO Map-
KMPOBKe JIeKapPCTBEHHbIX MpenapaToB NMOATBEPAW CBOK 3(dek-
TUBHOCTL: 6narofaps MapkMpoBKe BCKPbITbl NMPaBOHapyLUeHUs
B Chepe 060pOTa NIEKAPCTBEHHBIX CPELACTB Ha 06LLYI0 CyMMY CBbl-
we 500 msH py6.

Begetca pabota no ropMMpoBaHmnio KaTasiora ToBapos, pabor,
ycnyr ana obecrneyeHus rocyfapCTBeHHbIX U MyHULUNAIbHbIX
HYX[ B YaCTW MEAMLMHCKUX 34NN, KOTOPbIA MOMOXET KOHKpe-
TU3MpoBaTh TpeboBaHMA 3aKa3umKa K JaHHON NpojyKuuw, caenatb
CUCTEMY 3aKYNOK MOHATHON ¥ MPO3payHoli Kak Ans 3aKa3umKoB,
TakK W 4ns NocTaBLiMKOB. Hannume katanora no3sosiuT rocygap-
CTBY M 6M3HECY 06LEKTMBHO OLEHMBATL COCTOSHUE PbIHKA Meau-
LMHCKMX U3AEeMNWIA 1 MPOrHO3MPOBaTh €ro NoTPeOHOCTH.

Cpeam Apyrux 3HaUMMbIX JOCTVXXEHWIA CnefyeT OTMETUTb NPOA-
NeHne CpoKa 3aMeHbl PErMCTPALMOHHBIX YAOCTOBEPEHWIA Ha Meau-
UMHCKMe nsgennsa 1o 1 ausapsa 2021 r., yctaHOB/eHNE LeTalbHbIX
TpeboBaHWiA K COLEePXaHNI0 TEXHUYECKON 1 3KCnTyaTaunoHHON
JOKYMeHTaUMn NPou3BOANTENS, & TaKKe yTBepxaeHue Tpebosa-
HWI K BHEAPEHMIO, NOAJEPKaHUI0 U OLEHKe CUCTEMbl MEHEKMEH-
Ta KayecTBa MeAVNLMHCKUX U3Lennii B 3aBUCMMOCTM OT NOTEHLM-
a1bHOr0 pUcKa X NpuMeHeHus B pamkax EA3C.

JuHamnyHOe pa3BUTME U COBEPLLEHCTBOBAHME 3aKOHOATE b-
CTBa B chepe obpalleHNs NEKAPCTBEHHbLIX CPEACTB U MeSULIMH-
CKVX V3NN, er0 rapMoHU3aumsa ¢ MeXAyHapoaHbIMUA HOpMaMu,
CMoco6CTBYET BbIBOAY HA PbIHOK UCK/IUNTENIBHO KaUYeCTBEHHOM,
3(hpeKTUBHOI 1 6e30MacHO MEAULIMHCKOR NPOAYKLAN.

C yBaxeHuem, M.A. MypalLLKo, FnaBHblii pefakTop
XXypHana pykoBoanTenb GeaepanbHOi ciyxobl
Tw no HaA30py B cihepe 34paBoOXpaHeHuUs
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0B30P U3MEHEHWI B OBACT HOPMATUBHO-MPABOBOTO PEMY/IPOBAHWA B COEPE OBPALLEHWSA MEAULMHCKIX USLENNIA

TEMA HOMEPA:
rOCYAAPCTBEHHOE PEMYIMPOBAHWE OBPALLEHINA IEKAPCTBEHHbIX CPELCTB
A MEAVLUNHCKIAX N3OENW. OBECNEYEHWE KAYECTBA MEAVLIHCKOW NPOLYKLIAIA

E.M. ACTAMNEHKO?,

K.T.H., Ha4anbHUK ynpasneHus, AstapenkoEM@roszdravnadzor.ru;

M.M. CYXAHOBAY,

3amMecTuTe b HadaslbHUKa ynpaeeHus, suhanovamm@roszdravnadzor.ru;
A.A. BAJIEEBA,

3aMecTuTeNb HavaslbHYKa ynpasneHus, ValeevaAA@roszdravnadzor.ru;
M.A. MUTEEBA?,

3aMecTuTeNb HavaslbHKKa ynpasneHus MigeevaMA@roszdravnadzor.ru

0630p U3MEHEHWIA
B 06/1aCTV HOPMAaTMBHO-MNPAaBOBOI0 PEryMpoBaHms
B cpepe obpalleHna MeauuMHCKNX N3aenuni

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

CTaThs NoCBsiLLEHa BONPOCcamM HOPMaTMBHO-NPABOBOr0 PEryIMPOBaHs B Chepe 06pallieHns  * Peacpanshan

cnyx6a no Hag3opy

MELMLMHCKNX N34ennii Kak Ha Tepputopun Poccuiickoli defepaumm, Tak 1 Ha TeppUTopun & chepe 34paBooXpaHeHys,
o YnpasneHue opraHusauuu

EBpasnitickoro akoHommyeckoro cotosa (EA3C). MprBeaeHbl OCHOBHbIE U3MEHEHUS FOCY/JAPCTBEHHOTO KOHTPONA

B 3aKOHO/aTeNbCTBE Poccuiickoit ®eaepauuy n EA3C Kak B 4acTv peructpaLum v G

MEAVLIMHCKMX N3AENNIA, TaK 1 B 4aCTU roCy1apCTBEHHOTO KOHTPO/IS 32 06paLeHeM
MEAVLIMHCKIX N3AeNNiA.
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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 0n1caHo BHeAPEHWE U NPYMEHEHNE HOBbIX MOAXOZ0B MPU OCYLLECTBIEHNN Oepepann
rocyAapCTBEHHOT0 KOHTPONS 3a 06paLLeHeM MeVLMHCKMX U3LENuiA. MpoBeAeH aHann3 8 Clhepe 3ApaBoOKpaeHA,
OCYLLLECTBNEHUS FOCYLAPCTBEHHOTO KOHTPO/IS 32 06paLLeHeM MeAULIMHCKIX U3Lenuii R —
C YYeTOM NPUMEHEHUS PUCK-OPUEHTUPOBAHHOTO NOAX0AA U MPOBEPOYHbIX /INCTOB v G

no utoram 1 nonyrogusa 2018 r.
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OCOBEHHOCTN TEXHNYECKUX UCTIbITAHUI MeANLIMHCKUX
n3aennin B paMmkax HauMoHa/IbHOro 3aKoHodaTe bCTBa
Poccuinckoii depepauymm

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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mMeanLUMHCKNX nagenuii (M) B Lensx nx permctpaumm B paMKax HalMoHaIbHOro W uCTbITaTeNbHbIA
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KomnieKcHbIN noaxon K o6ecnevyeHno Kayectsa

1N 6e30nacHOCTV obpaLleHns MeanLMHCKUX N30enni
B MeAVLMHCKOW OpraHu3aumun: pesynbTaTbl OLEHKN
B paMKax BHYTPEHHEro KOHTPOo/is

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

HOTEY cllewtp wotopuia B CTaThe PACCMOTPEHbI Pe3y/bTaTbl ay/MToB B 32 MeAMNLIMHCKX OpraH13aLmnsx
aKCnepTH3eD» n3 11 cybbekToB Poccuiickoii ®eaepauymm Ha 0CHOBE paspaboTaHHbIX PIBY «LIMNKII»
Pocsapenanzona Poc3gpaBHagzopa MNpeanoxeHunin (MpakTMYecKrx pEKOMEHAALMIA) MO OpraHm3aymum

BHYTPEHHET0 KOHTPO/1A Ka4ecTBa U 6e30MacHOCTU MeANLMHCKONM AeATeIbHOCTH

B MEAVLMHCKO opraHmsauum (CtauyoHape).
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Pe3ynbTaTbl MEPONPUATA MO BHYTPEHHEMY KOHTPO/THO
KayecTBa MeINLMHCKOW AeATe/IbHOCTM B YacTu obGecrneyeHuns
NeKapCTBEHHOI 6e30MacHOCTU B CTaloHapax

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

[laHHas cTaTbsi NOCBsILLEHa aHa/IN3Yy MepPONpPUATIIA Mo 06ecneyeHnto NeKapCTBEHHON " OTBY «LleHTp MoHMTOpHHra
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6e30MacHOCTV B COOTBETCTBMU C YTBEPXKAEHHbIMW Poc3apaBHaA30poM MpeanoXeHnsamm aKCnepTHLI>»
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1 6e30MacHOCTM MEANLMHCKON AeATENbHOCTU B MEAMLMHCKOM OpraHn3aumm.
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[apMOHM3auua TpeboBaHWiA MO perncrpaunn
/IeKapPCTBEHHbIX NpenaparoB Kak noTeHumnaJ
pa3BUTUA OTEYECTBEHHbIX MPOMN3BOAUTENEN

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 MexiyHapoAHO FrapMOHM3aLMK 06PaLLEHNS IEKAPCTBEHHbIX CPEACTB B paMkax EBpA33C
Hanpas/ieHa Ha (hopMMPOBaHMe 06LLErO PbIHKA TEKAPCTBEHHBIX NpenapaTtoB. CyLLecTBEHHbI

pasnMuuns B NoAxofax K PErmcTpauum NekapcTBEHHbLIX MPENapaToB Mo HaLMoHaIbHOI npoueaype P®

1 feleHTpasM3oBaHHoli EBPA33C. B faHHOM cTaTbe BbISIB/IEHbI HEKOTOPbIE 0COGEHHOCTU PErYIMPOBaHMS
o6palleHuns B pamkax Cotosa, TeHAEHLMN Pa3BUTVS U MEPCMEKTUBbI MPOV3BOAUTENEN NEKAPCTBEHHbIX
npenapaToB Npu Nepexo/e OT HalVoHaIbHOV NpoLeAypbl perucTpauymn NeKapcTBEHHbIX NPenapaToB
AN MEANLIMHCKOTO NPUMEHEHNS! K [1eLleHTPa/IM30BaHHOI.
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B3anmopgeinctere TeppmutopranbHOro opraHa
Poc3gpaBHaa3opa no r. Mockee n MOCKOBCKOA 06nacTtu

C NPaBOOXPaHUTEIbHbIMU OpraHamu

No BbISABNIEHNIO N MPeceyYeH o HapyLLIEHWIA NMpu obpaLLeHnn
NEKAPCTBEHHbIX CPeACTB U MeANLUHCKNX N34ENNIA

Knioueswie cnosa: npogunakmuxa npasoHapywerutl, 30pasooxpaHeHue, MeOUyUHCKUe U30enus, 1eKapCmaeHHble npenapamsl, KoHmpagpaxm,
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

Jli?g:gg::g::ﬂﬁ Cratbsa npeAcTaBnseT OnbIT TeppUTOPUASILHONO opraHa PocsapaBHagsopa
CnyXGbl N0 Hag3opy no r. MockBe 1 MOCKOBCKOW 061acTV Mo ﬂpOTVIBO,D.EVICTBVI}O HENerasibHoOMy 06op0Ty

B Chepe 3A4paBOOXPaHEHNS

nor. Mockee u Mockosckoi JIEKGPCTBEHHbIX NPENApPaToB U MEAULMHCKNX n3aenuii. PopMmpoBaHne paboumx rpynn
oonactui C NpaBoOXpaHUTE/bHLIMK opraHamu (MBJ] Poccum, CK P®) no3Bonno 4ocTndb 3aMeTHbIX
* [naHoe cefcrackioe pe3ynbTaroB Mo COBMECTHO MPOBOAMMbIM MEPOMPUATUSIM, YTO ABMISETCH 3HAUUMON
ynpasneHne CneAcTBEHHOr0 o o M
KomwTeTa POCCACKO/ NPOUIAKTUKON NPOTUBOMPaBHbIX AEVCTBUI HEA0O6POCOBECTHbLIX YHACTHUKOB PblHKA
defiepalyu no ropody Mockse;

chepbl 34paBOOXPaHEHNS, 3aLLMLLAET UHTEPECHI U NpaBa rpaxxaH 1 ynydllaeT yc/ioBus
2
Wancreposasmpenx (4191 OTBETCTBEHHOTO G13HECA.

[fien Poceuiickoii ®eaepaun
no MockoBckoii 06nactn



OAPMALIEBTUYECKAA AEATENBHOCTD

Kniwouesvie cnosa: d)apmaueemul{ecxuﬁ paﬁomHuK, 4Japmauesmuuea(oe KOHCYy/ibmuposaHue, omsemcmseHHoe camosieHeHue

Kosova I.V., Nevolina E.V., Krupnova I.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 NpMBeAeHO HOPMaTMBHO-NPaBOBOE 060CHOBaHME 0653aHHOCTY (hapMaLleBTUYECKOr0 paboTHIKA

MO KOHCYNLTUPOBAHMIO rPadkaaH, PacKpbITO MOHATUE «OTBETCTBEHHOE CaMosieueHne». 0606LLeHbI Pe3ynbTaTbl
CCNe0BaHNs NOTPEGHOCTM HaceNeHNs B (DapMaLleBTUYECKOM KOHCY/bTUPOBAHMM NPy BbiGope npenaparos,
B TOM YiC/IE MO HA3HAYEHMIO Bpaya.
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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

BakuuHonpounakTka Ha CerofHALWHWN feHb ABNAETCH 3PHEKTUBHBIM METOLOM 60PLObI
C Hamnbosee onacHbIMU MH(EKLMOHHbIMY 3a60n1eBaHUAMU. OfHAKO B psfe c/lyyaeB

B MOCTBaKLMHA/IbHOM NEPUOE BO3MOXHO pa3BuTHeE HeXxenartesbHbIx peakuuii (HP),

a B peaKux cnyyasix — NoCTBaKUMHa/IbHbIX 0cnoxxHeHul (MBO), 4TO MOXKET ObITb CBSA3aHO
KaK C MHAVMBUAYaIbHbIMM OCO6EHHOCTAMU OpraHnu3Ma, Tak 1 ¢ HapyLeHUAMN TEXHUKN
BaKUMHaumun. HP, a ocobeHHo MBO, BbI3bIBAOT LUMPOKNIA 06LLIECTBEHHbI PE30HAHC,
CNoco6CTBYS (hOPMMPOBaHUIO HeoBepUs obLiecTBa K adh)eKTMBHOCTU 1 6€30MacHOCTU
BaKLMHONPO(UIAKTUKMN.

B Poccuiickoin ®efepaummy n B Pecnybnmnke TatapcTaH UMEETCA TEHAEHUMS K CHVDKEHWIO
yacTtoTbl MBO, 0gHaKO HEOOXOAUMO OTMETUTb HA/IMYME HECOBEPLLIEHCTBA B BOMPOCax yyeTa
N perncTpaymmn B oTHoWweHUn apyrux HP npy npyMeHeHnn BaKLH.

OTMeuvaeTcs HefocTaTouHas akTMBHOCTb PabOTHVMKOB MeAMLIMHCKNX OpraHm3aunii

B permcrpauum HP nocne BakuMHaumm, YTO 06yCN0BANBAET HEOOXOAMMOCTbL ONTUMU3ALNN
CUCTEMbI MHPOPMMPOBaHUS PAOOTHUKOB 34paBOOXPaHEHUS MO paccMaTpuBaeMbIM
Bonpocam. O4HMM 13 Hanpas/ieHNn paboTbl MO ONTUMM3ALUMN CUCTEMBI YYeTa

1 paccnefosaHua HP aBnseTcs akTuBHas MH(hOpMaLMOHHas paboTta cpean MeLULMHCKNX
paboTHMKOB, a TaKXKe rapMOHU3aLuns LeACTBYHOWMUX HOPMATUBHBLIX LOKYMEHTOB C MUPOBOV
NPaKTUKOIA.
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«/HhopmaLMOHHO-
METOANYECKNIA LIEHTP
10 3KCTIepTU3e, yueTy
V aHanu3y o6paLlenHmns
CpPe/iCTB MeANLIMHCKOTO
NPUMEHEHMS>»
PocaapaBHaazopa, . KasaHb
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KOHTPO/Ib 0HOPOAHOCTM COCTaBa /IEKAPCTBEHHbIX
npenapaToB Ha hapMaLEeBTUYECKOM PbIHKE

Kniouesvie cnosa: nexapcmsexHslll npenapam, scnomozamensHsle sewecmsa, BUK-cnekmpockonus, ycmotvusocms mexHo102U4ecK020 npoyecca

npou3soacm3a JlIeKapCcmseeHHbIX 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 cTarbe npefcTaB/ieHbl pe3ynbTarbl UCC/ef0BaHNSA O4HOPOAHOCTM COCTaBa /IeKapCTBEHHbIX
npenaparoB MeToom bMK-cnekTpockonun. B pe3ynbTare NpoBeAeHHbIX UCCNeA0BaHWi
YCTaHOB/IEHO, YTO COZlepXKaHne BCriomorare/ibHbIX BELLECTB B OLHOM 1 TOM e npenapare
MOXET 3HauMTe/IbHO BapbMpoBaTh OT CEPUN K Cepui. MNonyyeHHble pesynbTarbl
CBUAETENLCTBYHOT O HEOOXOAMMOCTU BBEAEHNS KOHTPO/IA YCTOMYNMBOCTM TEXHOTOTUYECKOTO
npotiecca Npon3BOLCTBa /IEKAPCTBEHHbIX NPEnapaTos.
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Pa3sutne GMP-uHcnekTopara B Poccuun

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

MpPOMbILLNEHHOE NPON3BO/CTBO — O[JMH M3 CaMblIX BaXKHbIX 3TanoB 06paLleHNs TEKAPCTBEHHbIX

npenaparos (J1M). Cuctema obecnevyeHns Ka4ecTsa Npv MPOMbILLTIEHHOM NPON3BOACTBE Ha3bIBAETCA NpaBuIamMm
Haznexxallen Npon3BoAcTBeHHON npakTnku (Good Manufacturing Practice (GMP)). BHeapeHue npasun GMP,
NO3BO/ISIOLLMX BHEAPUTL MPOM3BOACTBEHHYH CUCTEMY U MOALEPXKMBATL €€ B LOIHKHOM COCTOSIHUU, SIBMISETCA
KpaliHe CNOXHbIM MPOLECCOM C TOUKM 3PEHNS TEXHUYECKNX 1 OPraHn3alMOHHbIX TPe60BaHNIA.

CobntogeHne aTnx NpaBu — rapaHTUst KayecTBa npenapara, HageXHOCTM LEMOYKM NOCTaBOK M KayecTBa

CbIpbsl, COBMIOAEHNS TEXHOMIOMM, OTCYTCTBUSA 3arpsA3HEHNI, HAAEXHOCTW 1 JOCTOBEPHOCTU AaHHBbIX,
(hopMMpYOLNX PermcTpaLmoHHOe A0Cke, a 3HAUYMT rapaHTus addpekTMBHOCTM JIM 1 ero 6e3onacHoCTH

AN naumeHTa. bes cobntogeHns GMP Hefb3s roBOpUTbL O Ka4eCcTBE HY BOCMPOM3BEAEHHOI0, H OPUTMHA/IBHOTO
npenapara. ToIbKo UHCNeKLUMM Ha cooTBeTcTBME GMP MOryT NOATBEPAMTb, UTO 06pasLbl, UCNOb30BaHHbIE

NSt KNMHUYECKNX UCCNef0BaHNiA, M3roTOB/EHbI MO 3asB/IEHHON B OChE peLenType, U3 Cbipbs 3asB/IEHHbIX
Npou3BoAMTENEN 1 MO 3asBNSEMO TEXHONOTUN, AN YTO Ba/iMAaums 1 nsyyeHme ctabuibHOCTU AeCTBUTENBHO
NpPOBOAW/INCh, @ YCNI0BMS MPOM3BOACTBA 1 OCHALLIEHHOCTb /TabopaTopuii COOTBETCTBYHOT BblOPaHHO
TEXHO/IOT W, CreLntnKaLmsam 1 yPOBHIO YNCTOTbI PErMcTprMpyemMoro npenapara u 1.4.
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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

CtaTbsl NOCBALLEHA UCTOPUN (DOPMMPOBAHUS anTeyHOW c1ucTembl B Poccun B nepmog ¢ 1918 .

Mo HacTosiLiee BpeMsi. 3a 3TO BPEMSI MHOTO COObITUIA NPOU30LLINI0 B POCCUM U MUPE, KOTOPbIE HE MO

He B/INSTb Ha CUCTEMY 34paBOOXPaHEHUS B LLE/IOM 1 NIeKapCTBEHHOE 06ecrneyeHme B HaCTHOCTU.

Hauano hopMmpoBaHmns anteyHol cucTembl NONOXKNI AeKPET «O HalMoHanM3aumm antek». B 1o e
Bpems Bce nocregytolme cobbiTns — rpakaaHckas n Bennkast OTeuyecTBeHHast BOViHbI, NMOC/IEBOEHHOE
CTPOUTENLCTBO, NMEPECTPOliKa, NpMBaTu3aums 1 gpyrve cobbITUsi MOKasbIBalT, YTO B Poccun 3a BCe 3Th
rogpbl chopmMMpoBaHa cucTema IeKapCTBeHHOro obecneveHunsi. OAHOBPEMEHHO C anTeYHO CNyXX601
thopmmpoBanack 1 cructemMa KOHTPO/SA KauecTBa SIekapCTBEHHbIX CPeACTB. MNpaKTUYecKn Ha Bcex atarnax
hopMmpoBaHUst anTeYHO CNy>6bl CTaBMIaCb OCHOBHas 3ajaya cienaTb IEKApCTBEHHbIE CPeACTBa boree
[OCTYMHbIMU /15 HAaCeNeHns.



TPEBOBAHWNA K O®OPM/IEHWIO CTATEW B XKYPHANE «BECTHWUK POC3APABHAL3OPA»

CTaTbn NPeACcTaBAOTCA B PeaKLyIo XXYpHaa B 9N1eKTPOHHOM Buze B hopmate Word. Pa3mep opurnHans-
HbIX CTaTel, BK/OYas TabnuLbl, PUCYHKU, CICOK IMTEPATYPbI U Pe3tOMe, He JO/KEH npeBbiwath 10 cTpa-
HUL, 0630pHbIX — 12—14 cTpaHuL, XPOHWKU — 3—4 CTpaHULbl, peLeH3nili — 3—4 cTpaHuupl. TeKCT cTaTbu
JO/MKeH 6bITb HarevataH WwpugTtom Times New Roman, pasvep 14, nHtepsan 1,5.

Ecnu cTaTbs MMeeT 04HOro UK BYX aBTOPOB, OHA [O/MKHA CONPOBOXAATLCS (HOTOrpahmsaMmn aBTo-
poB, NpeAcTaBneHHbIMKU B thopmate TIFF unmn JPEG ¢ paspelueHvem 300 dpi (Touek Ha AtoiimM) uam He me-
Hee 1 MB. ®0T0 NpeoCcTaBNATCSA B peakLy BMECTE CO CTaTbel.

[JuccepTaumoHHbIe CTaTby JO/MKHbLI CONPOBOXAATLCSA OPULMaNbHBIM HaMPaBEHNEM OT YUPEXeHUs,
B KOTOPOM BbIMO/IHEHa pab0oTa, Mpy HEO6XOAUMOCTY — IKCNEPTHBIM 3aKN0OYEHWEM, UMETb BU3Y PYKOBOAW-
Tens 1 6bITb 3aBEPEHbI MEYATHIO.

B Hauane cTatby NUWYTCA MHMULMaIbI U QaMUINA K&XK4OTO aBTOpa, €ro y4yeHas CTEMEeHb U 3BaHWeE,
3NEKTPOHHbIA NOYTOBBIA afpec A1s ony6nrnKoBaHWs. Huxe yKasbiBaeTcs Ha3BaHUE CTaTb, HAUMEHOBaHME
YUpeX[eHus, 3 KOTOPOro OHa BbiLLa, ero agpec. K ctatbe HE06X0AMMO NPUIOXKMTL KPATKOE pe3toMe Ha
PYCCKOM W YKenaTenbHO Ha aHIIMIACKOM fi3blkax 06beMOM He 6onee 1/3 CTpaHuLbl, B HaYane KOToporo non-
HOCTbH MOBTOPUTB (haMMM aBTOPOB M Ha3BaHMe. B KOHLE pe3tome HY)XKHO [aTb K/T04YeBble CI0Ba K CTaTbe.

CtaTbsi MOXET 6bITb UNMOCTPUPOBaHa Tabnuuamu, rpadukamu, pucyHkamu, otorpadpuamm (npes-
NoYTUTENbHO LBETHBIMK). Bee TabnuLbl, hoTorpadmm 1 rpauyeckme marepuasbl JO/MKHbI UMETh Ha3Ba-
HVEe, HOMEP 1 COOTBETCTBYIOLIME CChINKM B TEKCTE CTaTbi. PUCYHKM B BUAE rPadvkoB v fuarpamm Heoob-
XOAMMO AOMNOSIHWTBL LM(POBLIMM AaHHbIMM B (hopme Tabnmubl B nporpamme Excel, T. K. B COOTBETCTBUN C
TEXHO/Orneli BEPCTKM XXYypHaia PUCYHKMN He KOMMPYHTCS, a CO34aKTCSA BHOBb.

Bce umdpsbl, UTOrM 1 NPoLeHTbI B TabnLax fOMKHbI COOTBETCTBOBATL Lidpam B TekCTe. Heobxoanumo
yKasaTb eMHNLbI U3MEPEHNS KO BCEM MOKA3aTENSM Ha PYCCKOM A3bIKE.

LinTaTbl, NprBOAMMBIE B CTaTbe, LO/KHbI ObITb TLIATEIbHO BbIBEPEHbI; B CHOCKE HEOOXOAMMO YKa3aTb
WCTOYHVK, Er0 Ha3BaHue, rof, BbIMyCK, CTPaHULb.

Bce cokpalleHnsa npy nepsoM yNoM1HaHUM JOMKHBI ObITb PACKPbITHI, XUMUYECKUME Y MATEMATUYECKME
(hopMy bl TaKXKe [OMKHbI ObITh TIWATENLHO BbiBEpEHbI. ManoynoTpebutenbHble 1 y3KoCneLmasnbHble Tep-
MWHbI, BCTPEYAOLMECS B CTATbe, JO/DKHbI UMETb MOSICHEHMS.

CnmCOK NCTOYHUKOB B KOHL|E CTaTbU O/HKEH COfiepXKaThb He 6osiee 15 HanmeHoBaHWIA. CCbIIKU Ha NnTe-
paTypy Np1BOAATCA MO Mepe LMTUPOBaHWA B CTaTbe. pu MCMOMb30BaHNN UHTEPHET-CaliTa YKa3blBaeTcs
ero agpec 1 gata obpatieHus. PamuIMm MHOCTPaHHLIX aBTOPOB AAIOTCS B OPUTMHANIBHON TPaHCKPUNLMUN.
Ecnn B nTepaTypHOiA CCbINKe fOMNYLIEHbI IBHbIE HETOYHOCTM MM OHA HE YIMOMMHAETCS B TEKCTE CTaTbM,
pefakuus ocTaBseT 3a COB0I NpaBO UCKMIOUMTL ee U3 crncka. bubnuorpaguyeckme cChinku B TEKCTE
CTaTbM JaK0TCA B KBAAPaTHbIX CKOGKax B COOTBETCTBUM C HOMEPaMM B MPUCTATENHOM CNIMCKe NCTOYHMKOB.

B KOHLe cTaTbn 0653aTeNbHO CefyeT yKasaTb HaMWInio, UMS U OTHECTBO KOHTAKTHOIO /LA, ero a/eK-
TPOHHbI agpec 1 TenedoH Ans MOBUILHOI CBA3W, TOYHBIN NMOYTOBLINA afpec A1 0TNPaBKY XypHana. CtaTtbi,
0(hOpMNEHHbIE HE B COOTBETCTBUM C YKa3aHHbIMW NpaBUIaMu, MOTYT BbITb OTK/IOHEHbI 63 pacCMOTPEHMS.

CTaTby, paHee ony6/IMKOBaHHbIE MY HanpaB/eHHbIE B APYTOi XypHa, K 0ny6/IMKOBaHWIO He NPUHN-
MaroTcs. 3a NybmKauumio ctaTeli nnaTa ¢ aBTOPOB HE B3UMAeTCs.

Pefakuus XypHaia NOATBEPXAaET BO3MOXHOCTb My6AMKaLmMy CTaTbl TOMKO MOC/Ee 03HAKOM/IEHMS
C MaTepuaniom. Bce maTepuanbl, NOCTynatoLme B pefakLmio, peLeH3npyTCs, peaakTUpyTes U Npy He-
06X0JMMOCTM COKpaLLatoTes.

CtaTby cnefyeT Npucbinatb B PeAakUMio No 37EKTPOHHOI noyte no agpecy: o.f.fedotova@mail.ru.
ConpoBoAnTENbHbIE JOKYMEHTHI B OTCKaHUPOBaHHOM BUAE TaKXKe MePeChINaoTCs Mo 3/1EKTPOHHON NouYTe.
UTo6bl y6eauTLCs, YTO CTaTbsd NOSTydeHa, Mpy OTNPaBKE NOJb3YNTECh MapaMeETPOM «yBEAOMIEHUE UK
NO3BOHMTE B pefakuuio no tenetoHy +7(495) 698-47-56; +7(962) 950-20-49; +7 (903) 660-77-11.











