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AHHoOTauus

B paHHoW cTaTbe npoussegeH aHanus yHKUn-
OHUPOBAHUS pblHKA MEAULMHCKUX U3OEeNUiA B pam-
kax EBpasunckoro akoHoMmmnyeckoro cotosa. [pouns-
BE[EHO nccrnefoBaHme npouenypbl peructpaumm m
3KCMEPTU3bl MEOULMHCKMX U3Jenuii Ha eavHOM
apmMaKonorMyeckom pbiHKE, U onpeaeneHsl Npuo-
pUTETHbIE HaMNpaBneHNs ero pa3BUTUS.

KnioyeBble cnoBa: MeOWUMHCKUE — U3OEnus,
bapmakonorms, EBpasuMCKUin  9KOHOMUYECKUIN
COl03.

Abstract

This article analyzes the functioning of the unit-
ed market for medical devices within the Eurasian
Economic Union and the Russia. A study of the
procedure for registration and examination of med-
ical devices in the unified pharmacological market
is made and the priority areas for the development
of the market of medical devices in the Russian
Federation are determined.

Keywords: medical devices,
Eurasian economic union.
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PbIHOK MeAWLMHCKMX M3Oenuin siBnsetcs
OfHUM K3 Haubonee OUHAMWYHO pa3BMBalo-
wmxcs. [NpuBnekaTenbHOCTb UCCNeLyeEMOro
pblHka oOycroBneHa Tem, 4TO OH obragaer
3HaYUTENbHBIM MNOTEHUManom fAnsi pocta wu
MOXET ObITb OTHECEH K CaMbIM NPUBbLINBHBIM
N NepcnekTuBHbIM, a cpeaun ero OCoBeHHO-
CTeN BbIAENSAT MHOFOrPaHHOCTb, CITOXHYHO
CTPYKTYPUPOBAHHYIO CUCTEMY W AMHAMUY-
HOCTb B 0b6riacTu pa3paboTku 1 NpOM3BOACTBA
MEeOULMHCKUX U3aenun.

OfHUM M3 NPUOPUTETHBIX HanpaBEHWN
B3aUMOAENCTBUS rocyfapcTB-4reHoB
EBpaawuiickoro 3KOHOMWYECKOTO coto3a
(EASC) sBngetca cosgaHue obuiero pblHKa
NEeKapCTBEHHbIX CPEACTB M MEAULMHCKMX W3-
aenvii. ®yHKUMOHMpPOBaHWE OOLIEero pbiHKa
MeOMLMHCKUX cpeacTB B pamkax EAJC ocy-
LLeCTBNSETCA B COOTBETCTBMM CO cTaTben 31
[orosopa o EBpasniCKOM 3KOHOMUYECKOM
coto3e o1 29 maa 2014 roga [1], CornawweHu-
€M O e[VHbIX MpuHUMnax u npasunax obpa-
LEHNS MEeOMUUHCKMX u3denuin B pamkax
EBpa3sunnckoro 3KOHOMMYECKOro cotosa ot 23

nekabps 2014 roga [2], wn aktamm EJK B
cdepe obpalLeHNss MeOULMHCKUX U3OENNNA.

[aHHbIN PbIHOK perynupyeTcs cuctemomn
HOopMaTuBHO-NpaBoBbLIX akToB ESK B cepe
obpalleHnss MEeOULNHCKNX U3OEeNui, KOTOpbI
BkntoyaeT B cebs 10 pewenuit Coseta ESK, 6
peweHun Konnerun E3K n 5 pekomengaumn
Konnerun ESK.

HeobxoaumbiM ycnoBuem fnisi Bbinycka
NPOEKTOB B MPOMbILUNEHHOE NPOU3BOACTBO
saBnsieTca obs3aTenbHasa npouenypa peru-
cTpauuMm MU 3KCNepTusbl MeaMUMHCKUX usge-
nmn B pamkax EAJ3C. [aHHble TpeboBaHus
npeabaBnAlTCA K NpousBoguTeENnaM Meau-
LIMHCKNX M30enun, kak B pamkax Corosa, Tak u
B OTHOWEHWN TpeTbux cTpaH. Ha pwuc. 1
oTobpaxeHa obLiasi cxema npoBeAeHUst Npo-
Lueaypbl perncTpaumm u SKCnepTusbl Meams-
aenwvn [3].

Kak nokasaHO Ha puc.2. C Uenbilo MoBbI-
LEeHMs1 YPOBHS NPOTUBOAENCTBUSA HE3aKOHHO-
ro ToapoobopoTa MeaUUMHCKUX U3OENUIA Ha
Bcen Tepputopun EASC, Obinn cosgaHbl
eOuHble peecTpbl U UHMOPMaLUMOHHbIE Gas3bl

AaHHbIX.
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ITponenypa perucrpanun u
IKCHEPTH3bI METHIIHHCKOIO0 H3/1e/THs

)

3asiBiienne
perncTpanuu

Ha MNpoBe/JcHHE
MEJIHITHHCKOI0

IKCHEPTH3BI
H3/IeJIHs,

Perucrpanus
MEIHIHHCKOr0 W31eTHs

Ilar 4

e e

N

IpenocraBienne perucTpanHoHHoe I0Che, KONMHH J0KYMEHTOB 00
Ilar 1 omjaTe  JKCHEPTH3bI W pPErHCTPaHH B
AOKYMERTOB pedepenTHOM rocyaaperse.
Iposepka NOJIHOTBI " J0CTOBEPHOCTH
COAEP/RANHMXCH B 3afIBJICHHH H PErHCTPAllHOHHOM
\nocbe CBe/ICHHI B TedeHHH 5 padounx aHei. /
/ VYnoiHoMOUeHHBIM  opraHomM  (IKcnepTHoi
IIpoBenenne opranusanueii) TPOBOANT Cst IKCNEPTH3A
lar 2 IKCHEPTH3bI MEIHIHHCKOr0  m3aeauss H  odopmienue
MEIHIHHCKOT0 H31eIHsl IKCHEPTHOIO 3aKJI0YEHHSs B TeueHun 60
padounx aHeii.
- A
CoraacoBanue / Pasmemenne  IKCHEPTHOIO  3AKJIIOYCHHS B
3KCIEPTHOr0 HHPOPMANHOHHOI CHCTeMe YNOJIHOMOYEHHOIO
Iar 3 AN oprana. [IloaTBep:xkacHue COIrJIACOBAHMS WM
(Hecor1acoBaHMsA) IKCHEPTHOIO 3AKJIOYEHHS B
rocyaapcrsamMmu Teuennn 30 KaJeHIAPHBIX e,
NMPH3HAHHS

Klo pabounx THeH

r
Paszmemenne B equHoM peecrpe Corosa: cBe}]eHuﬁ\
0 MeTHITHHCKOM H3J1e1H, PYKOBOICTBO
NOJIL30BATENIS W H300paKEHHEe YTBEPAKICHHOM
MapKHPOBKH B TeueHnu 10 padounx aueii.

Yo iHoMoYe HHBIH opran pedepenTHOro
rocyaapcrsa o(bopyl.rmc'r PErHcTpanHoHHOEe
YA0CTOBEpeHHE H NPHJIOKEHHE K HEMY B TeYeHHH

J

Puc. 1. Cxema npoBeneHHst IPOLIETyPHl PETHCTPAILIMN W SKCIIEPTU3BI METUIIMHCKOTO H3IEITUS

Ons aHanu3a cocTosiHMSA (PYHKLMOHNPO-
BaHUS pblHKa MEOWLUWHCKUX M3OEeNuiA B rocy-
papctBax-uneHax EA3C 6binn uccnegoBaHbl
cnefywlme nokasaTenu: COOTHOLLUEHWE CTO-
MMOCTHOro obbema aKkcnopTa U umnoprta roc-
yaapcte-dneHoB EA3C 3a nepuop sHBapb-
ceHTa6pb 2020 roga, NPOLIEHTHOE COOTHOLLE-
HMe BHeLWHeToproBoro obopota MeauuuH-
CKUMU wu3genuamum Ha dapmMaLeBTU4ECKOM
pbiHKe rocygapcte-uneHoB EASC 3a nepuog
siHBapb-ceHTs0pb 2020 roaa.

Ha puc. 3 nokaszaHO COOTHOLUEHME CTOU-
MOCTHOro obbema akcnoprTa/umnopTa rocy-
papcte-uneHoB EASC 3a nepuoag dHBapb-
ceHTa6pb 2020 roaa.

AHanm3 cToMMOCTHOro o6bema B3aMMHOWN
TOProBNM B OTHOLUEHUM MEAULMHCKUX un3pe-

16

nnin mexagy ctpaHamn EASC 3a nepuopa siH-
Bapb-ceHTsi6pb 2020 rog noseonun caenatb
cnepyoLwue BbIBOAbI:

1.Jlngupytoliee NonoxeHne BO BHELLHE-
ToproBom 006opoTe 3aHumMaeT Poccunckas
depepauma (9 975 817 ponn. CLUA), Pec-
nybnuka benapyck (2 457 609 gonn. CLUA),
Pecnybnuka Kasaxctan (2 148 506 ponn.
CLA).

2.mnopt Poccuinckon Pepepauun npe-
Banupyet Hag akcnoptoM Ha 0,38 % (19 045
ponn. CLA). Poccuickas ®depepaums pe-
MOHCTPMPYET CaMblii BbICOKUIA NMoOKa3aTerb No
3KCMOPTHBLIM M MMMOPTHBLIM NOCTaBKaM Meau-
LUMHCKUX M3Oenui cpean rocyaapcTB-YSIEHOB
EAGSC.
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Enunsie peecTpnl # nudopMannonnsie
0a3bl TAHHBIX METHITMHCKNX W3TeTHil

\/

EAHHBIH peecTp MeINIHHCKHX H3e/InH,
3aperHcTPHPOBAHHBLIX B pamkax EADC
A _/

4 N
EQHHBIH peecTp yNOIHOMOYeHHBIX oprannsannii EADC, ocymecTRAAO X
NpoBeaeHNe HCCAeI0BAHMI (HCNBLITAHM) MEHUHHCKHX H31e/HI B HeTnX
HX PerncTpanHu

EEECE

- /
s ~
Ennnas 6a3a J1aHHBIX MOHHTOPHHTA 6€30NACHOCTH, KAYECTBA H
3 PeKTHBHOCTH MEJHUMHCKHX H31eIHiH
o v

Puc. 2. Enunbie peectpsl 1 HHQOpMAMOHHBIE 0a3bl TAaHHBIX MEAUIIMHCKUX U3ACTHI

~aa_l

PecnyBnura PecnyBnuka PecnyfnuKka Pecnyfnuea Poccritcran

ApmeHHA Kazaxcrad Benapyco Huprmusma Depepayna

E 3KonopT 5077 18 640 633 220 0 4557 431
o HranopT 707 248 2 125 BGG 1819 38% 973 199 4 978 389

E3xcnopT @ WmnopT

Puc. 3. CoOoTHOIIEHHE CTOMMOCTHOTO 00beMa IKCIOPTa/UMIIOpTa rocyaapct-wieHoB EADC 3a nepron stHBaph-
cenTsi6ps 2020 rox (momt. CLIA)

3.Umnopt Pecnybnukn KasaxcrtaH npesa-
nupyeT Hapg akcrnopTom Ha 99,12% (2 111 226
gonn. CLUA).

4.NmnopT Pecnybnukn Benapycb npea-
nupyeT Hag SKkcrnopToM Ha 64,92 % (1 181
169 ponn. CLA).

5.Mmnopt Pecnybnukn ApmeHus npesa-
nupyeT Hapg akcnopTtom Ha 99,28 % (702 871
ponn. CWA).

6. mnopT Pecnybnukn Kuprmusus npesa-
nupyet Hag akcnoptom Ha 100 % (673 199
gonn. CLWA). Pecnybnuka Kuprnsma gemox-
CTpUpyeT caMbli HU3KUIW NOKasaTenb Mo 3KC-

NOPTHbIM U UMNOPTHbLIM NOCTaBkaM MeanLUUNH-
CKMX u3genum cpeau
EASC.

rocyapCcTB-4fieHoB

Ha pwuc. 4. npegcraeBneHO npoueHTHoe
COOTHOLLEHME BHELLHeToproBoro obopoTta
MeAMUUHCKUX u3genuin Ha dapmaueBTuye-
CKOM pblHKe rocygapcte-uneHoB EAJC 3a
nepuoa siHeapb-ceHTA0pb 2020 roaa.

Jivgupytowyto nosvumto  3aHMmaeT Poc-
cuiickaa ®epepaums (62 % oT BHELUHETOpro-
Boro obopota cpeam ctpaH EAJC). Cambin
HU3KUIA NoKa3aTenb AeMoHCTpupyeT Pecny6-
nuka Knpruausa (4,22 % OT BHELLHETOProBoro
obopoTa cpeau ctpaH EAJC).

C uenbto nony4vyeHns oueHkn OyHKLNOHN-
poBaHMS pblHKA MELULUMHCKMX W3denui B
Poccuiickon ®epepauumn 6bin npoaHanuanpo-
BaH ero obbem 3a nepuopg 2016 — 2019 roga.
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PeCryGnues ApMEHHR
W PecrySnues Kaz3ucmaH
PecnyGnusz GEnapyCh
= PeCryGnmes KMprazva

= POCCHENCKEA P IgpauMA

Puc. 4. [IponieHTHOE COOTHONICHHE BHEIITHETOPTOBOTO 000pOTa METU3/IeNUi Ha apMaleBTUIECKOM PBIHKE TOCY-
napctB-uwiieHoB EADC 3a mepuox ssHBapb-ceHTsI0ps 2020 roxa

1000

2016 rogn 2017 ropn, 2018 rog 2019 rog
H O6eem poiHEa MM 250 266,3 2876 3049

Puc. 5. O6beM phIHKa MEUIMHCKUX M3/ienuii 3a mepuoy 2016 -2019 rog, (mnpa. pybnei)

Taéauna 1
Ne HanmenoBanue opranusaiun Crenunanusanns
n/n
1 000 «JIxul Xanckea» IIpoH3BOACTBO HMHHOBALIHOHHOIO KOMIIBIOTEPHOIO

Tomorpaduueckoro odopynosanns GE Healthcare

2 AO «3aropckwuii onTHKO- TIpoH3BOACTBO MEMIIMHCKOTO O TaIbMOJIOTHYECKOr0
MeXaHHYECKH il 3aBo1» 00opyaoBaHus, 1a00paTOPHEIX NPHOOPOB

3 000 «AHrHonain» TIpou3BOACTBO TPOAYKIMH I MHTEPBEHITHOHHOMH
KapIHOJIOTHH

4 AO «PeHTreHTIpOM TIpou3BOACTBO PEHTTEHOBCKOM MEAMITMHCKOH TEXHUKH

5 000 «CrenTeke» IIpou3BOACTEO KOPOHAPHBIX CTEHTOB H KATETEPOB

6 AO «1 MIT3 um. B.A. ITpon3BoOACTBO anmaparoB Ui PabOTHl B OTAENEHUAX

Ka3zakoBa» peaHHMaIHH 0 aHECTEe3HOJIOTHH

7 3A0 CKB «Xpomarak» TIponssoacTeo razoxpomarorpayH4ecKkoro
obopyaoBaHis

8 AO «MenobopynosaHme» ITpousBoncTeo MeIHITHHCKOTO obopynoBaHus,

TpoBe/IeHHE  MeTHKO-OHONIOTHYECKHX  MCCIeIOBaHMH,
pemonanenne HHOKP B o6Gmactw  BoeHnoil w
IKCTPEHHOH MEAHIIHHBI

9 000 «CrenMeaTeXHHKA» TIpon3BoACTBO MeTHITHHCKOTO obopynoBanus,
MpoBelIeHHe MEIHKO-GHONMOTHIECKHX HCCIeNOBAHMI,
pemonnenne  HHUOKP B o0mactH  BoeHHOH M
IKCTPEHHOMH MEIHIIHHBI

10 3A0 «A3PT» TIpoH3BOACTBO PEHTIEHOBCKOH MEMITMHCKOMH TeXHUKH
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MeanUUHCKMX nsgenunm Poccuiickon depnepa-
uumn B 2019 rogy no cpasHeHuto ¢ 2016 rogom
yBenuyuncsa Ha 18,01 %. CornacHo nNporHos-
HbIM OLleHKaM, AaHHble 3KCnepTaMu, K KOHLY
2024 ropa pbIHOK MEAMUMHCKUMX M3genun B
Poccunckon degepaumm coctasut 450 mnpa.
pybnen, a gons pocCUMCKNX Npon3BoauTenen
yBenuuutcs ¢ 23 % go 32% [4].

ueaypy pervctpaunum MeauumMHCKON TEXHUKN B
Poccuu, aensetca PocagpaBHaagsop [5]. Ha
puc. 6 npeacTaBneHa TUMNoBasi CXema peru-
cTpauum MeauLUHCKUX M3Oenui.

Mcxoas M3 BbllecKasaHHOro, MOXHO
cchopmMmynupoBaTb Cregylolmne pekomeHaa-
UMN, OTHOCUTENbHO Pa3BUTUS POCCUNCKOro
pblHKa MEeANLUHCKMX 13Oenuii;

HmnopTHOE
M3ICIHE

Pa3paGoTka NpOEKTOB JOKYMEHTOB,
PerncTpanHoHHOE J0Che

OTeuecTBeHHOE
U3ICIUC

> Ionyuenne paspemennii Ha BR03 B PO

.

h 4

TexHnuecKHe HCTIBITAHAS
TOKCHKOJIOTHYECKHEe HCILITAHUS
Knuanyeckue McnbITAHAS

(1 ki1acce pucka, H3AeANA NIA in vitro IHATHOCTHKH)

TexXHHYECKHE HCTLITAHAA
TOKCHKOJIOTHYECKHE HCIBITAHHUS
(2a, 26, 3 kaacc pucka)

.

(I)OpMHp OBaHHE PErHcTpalHoHHOr 0 10Che

!

Tloxaua PErucTpaniHoOHHOIO 10Che B Pocaupannamop

A 4

Y

PaccMoTpeHHE JOKYMEHTOB
perscTpanuoHHoro focke (1 Kiace pucka,
H3eJHs 1S in vitro 1HarHocTHKH)

.

II sTan skcnepTH3LI KayecTBa,
3heKTHBHOCTH H 0€30MACHOCTH
Me TN IHHCKHX H31eTHil

|

IIpuHATHE peLICHHA 0 FOCYIAPCTBEHHOM
perscTpanuy MeJHIHHCKAX H3/IeJHil

|

Boinaua PErHCTPAIIHOHHOI'O YIO0CTOBEPEHH A

PﬂCCMOTpeHHe JAOKYMEHTOB PErHCTPAIlHOHHOI'O

nocke (2a, 26,3 KJacce pucka)

IsTan 9KkcnepTH3LI KayecTBa,
3 hexTHBHOCTH H G€300ACHOCTH
MeIHOHHCKHX H3TeTHi

Beinaua paspeureHsii Ha NpoBeJeHHe
KIHHAYeCKAX HCNbITAHHH

Hp oBeTeHne KINHHYECKHX HCMBITAHUT

L

H()l]a‘l a pe3yjibTaTOB KIIHHHYECKHX

uenbiTanmii B PocaapaBransop

Puc. 6. TunoBast cxema perucTpaiyii MEJUIMHCKUX U3/ICTHIA

B tabnuue 1 otobGpaxeH PewWTUHr Kpyn-
HEeMWWX npou3BoauTENENn  MeAULMHCKOro
obopypoBaHusi B Poccun B 2019 rogy.

Mpouenypa pervcTpaumm MeOULMHCKNX
nsgenuin B Poccun siBnsieTcs obsi3aTernbHbIM
ycrioBnem. [laHHas npouenypa BKYaeT B
cebs1 pag uccnegoBaHWA M UCTIbITAHUA Med-
TexHukn. OpraHom, OCYyLLECTBMSAOWMM Mpo-

- obecneyeHne MHAHCOBbLIX 3aTpaT Npo-
n3BoauTenen Ha BCeX CTagusx HaydHo-
nccnegoBaTenbCKMX " OMbITHO-
KOHCTpyKTOpCKMX pabot (HNOKP);

- pacnpegeneHue cybBeHUMN HA OCHOBe
NpOBeAEHUSA KOHKYPCHBbIX Mpoueayp;

- pacwupeHune MnepevHs, cogepxallero
cybecmampyemble 3aTparhbl.
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