EBPA3BUHCKAS SKOHOMHWYECKASI KOMUACCHS
COBET

PEIMEHUE

«14» masg 2025 1. Ne 28 r. Mockga

O npoekre pacnopsukeHnsi EBpa3uiickoro Me;KnpaBUTEIbCTBEHHOT O
coBeta «O Konnennuu pa3zButusi 0011ero polHka MeIHIMHCKUX H3Aeui
B pamkax EBpa3uiickoro 3x0HOMH4YECKOr0 COI03a»

Coget EBpa3zuiickoii 5KOHOMUYECKOW KOMHUCCHH P € I M JI:

1. Ogo6puts IIPOEKT pacnopsLKeHUs EBpazuiickoro
MEXMPaBUTEIbCTBEHHOIO coBeTa «O KoHmenuuu pasBuTUst OOLIErO phIHKA
MEOULUMHCKUX H3JeJIMH B paMKax EBpasuiicKoro 3KOHOMHYECKOIO COH3a»
(mpunaraercs) M NOpPEeACTaBUTH €ro Jyuis paccMoTpeHus EBpasuiickum
MEXXIIPaBUTEIECTBEHHEIM COBETOM.

2. Hacrosimmee Pemenuwe BeTymaeT B CWIy IO HCTEYEHHH

30 KaJIeH/IapHBIX ,HHefl C IaThI €TI0 O(l)I/IL{Ha.HBHOI‘O OHYGHHKOBEIHI/IH

Yneunn! CoBera EBpasuiickoil 7KOHOMHYECKOH KOMUCCHHU:




EBPA3UMCKUIN MEXIIPABUTEJILCTBEHHBIN COBET

PACIIOPAXEHMUE

« » 20 . Ne

O Konuenuun pa3sBuTHd 0011ero pbIHKA MeULUHCKHX W3/1eJTHIl
B pamkax EBpa3uiickoro 3x0HOMH4Y€eCKOro coi03a

B menax peamusanuu nyHkta 4.10.1 Crparervueckux HamnpaBieHUN
pa3sBUTHsI €BPA3UWCKOM JKOHOMHUUYECKOW wuHTerpauuu po 2025 rona,
yTBepXxAeHHbIX Pemiennem Briciiero EBpa3utickoro 3K0HOMHYECKOI0 COBETa
ot 11 mexabps 2020 r. Ne 12:

1. Onobpute Konuenmwio pa3BuTHsS OOIIEro pPhIHKA METUIUHCKHX
u3nenui B paMkax EBpa3zuiickoro 3KOHOMHUYECKOTr0 CO3a.

EBpasuiickol D>KOHOMMYECKOM KOMHMCCHHM pa3MECTHTh YKa3aHHYIO
Konnennuio Ha opunuansHoMm caiite EBpa3zuiickoro 3KoHOMHYECKOTO CO034.

2. IlpaBuTenscTBaM rocy1apcTB - YJIEHOB EBpazuiickoro
SKOHOMHYECKOr0 COK03a M YINOJIHOMOYEHHBIM OpraHaMm B cdepe oOparieHus
MEJULIMHCKUX U3/IEUI rOCYAapCTB — YIEHOB EBpa3uiiCKOro 3SKOHOMUYECKOTO
col3a pykoBoAcTBOBaThCsl Konmenuuwed paszButus oOOIIero  peIHKA
MEIUIMHCKUX U3IEIUMd B paMKax EBpa3suiickoro 3KOHOMHYECKOI'O COH3a

B LCJIAX Pa3BUTHUA 0611];6[‘0 PBIHKa MECIHIIUHCKUX U3JIC/TUH.
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OJIOBPEHA

pacnopsbKeHHEM EBpa3uiickoro
MEKIIPaBUTEIBCTBEHHOTO COBETA
oT 20 1. Ne

KOHIOEIIIIUA
Pa3BUTHA 001Eero PbIHKA MEIUIUHCKUX M31eJTui
B pamkax EBpa3suiickoro YdK0OHOMHYeCKOIo cor3a

I. BBEJAEHUE

Hacrosias Konnenius pa3BuTHsi 00IIEro pplHKa MEAUITUHCKUX U3JICTUN
B paMmkax EBpa3uiicKOro 3KOHOMHYECKOI'O COr03a (Jajie€ COOTBETCTBEHHO —
Konnenus, oOmuii peIHOK MEIUIMHCKUX u3aenuii, Coro3) paspaboraHa B
uensix peanuzauuu nyHkra 4.10.1 I[lmana meponpusTuii 1Mo peanu3anuu
Crparernueckux HalpaBICHUM Pa3BUTHS E€BPA3UMCKOM SKOHOMHYECKON
uarerpanuu 10 2025 ropa, yTBepxkIaeHHOro pacnopsbkenueM (CoBeta
EBpazuiickoit 3xoHoMHuueckor komuccuu ot S anpenst 2021 r. Ne 4.

Crparernueckas ueinb W 3anadd Hacrosmed KoHuenmuu ykazaHsbl

B pazzaene IIL

II. COBPEMEHHOE COCTOAHUE PIHKA ME/UILTNMHCKUX
N3AEJINN B PAMKAX COIO3A

1. O0beM 1 AMHAMUKA OTpaciu’

I[J'IH OLOCHKHK OTpacClii HCIIOJIb30BAJICA  aHaJInM3 BHeHIHeTOpFOBOﬁ

ACATCIIBHOCTU TOCYAAapCTB — YJICHOB Coro3a B OTHOIICHUM MCANITUMHCKHUX

! Tlo marepuanam mgoknana «PBIHOK MEOMIMHCKMX W3AEIUN M H3IEIHH, NMPUMEHSEMBIX IIPH
okazaHuu meaunuHckord nomoimu, EADC (2018 — 2021 rr.)», noarorosieHHoro EBpasuiickoit
AKOHOMHUYECKOW KOMHUCCHEM.
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m3aenui 3a nepuon 2018-2021 rr. M3meHeHus, Npou30MEaIINe B pe3yabTaTe
BBEJICHUS MEp dKOHOMUYECKOTO JAaBJICHUSI B OTHOIICHUU psifia TOCYIAPCTB —
wieHoB Coro3a B 2022-2023 r1r., B CBA3M C OrPaHUYCHHEM JOCTyNa
K CTaTUCTUYeCKOW wuH(opmanuu B HacTosimeM noxapaszaene Kouueniuu
HE PaCCMATPHUBAIOTCHL.

Bcero npu ananuze 06110 paccMoTpeHo 20 TOBAPHBIX TPYII MPOTYKIIUH
MEIUIMHCKOro Ha3HadeHus no 4 3Hakam TH BO/I.

ITo utory 2021 roga o6opot rocyaapctB — ujieHoB Cor03a BO BHEIIHEH
TOProBJI€ TOBApAMU MEIUIMHCKOrO Ha3HaueHus npesbicui 10,2 mapa Ao,
yT0 mpeB3onuio nokazarenu 2020 roga Ha 4,4 %, a 6a3ucHbIi pupoct k 2018
rony coctaBuin 21,8 %. Ilpu 3ToM cpegHeromoBoil MokaszaTeldb MPUPOCTA
octaHoBwiIcs Ha otMeTke 6,8 %. Beero ¢ 2018 roma o6beM ToBapooOOpoTa B
CTOMMOCTHOM BBIPQXXEHUM YBEIWYWIICS Ha 1,8 MIIp q0JI.

OcHOBHas 4acTh JaHHOW CyMMBI, 10 87,6 %, npulLIack HA UMIIOPTHBIE
onepanuu, u coctaBwia 9,0 mapa nomn. Ha npoTsbkeHun Bcero mnepuoja
c 2018 mo 2021 rox oTMeyascst pocT 00bEMOB MTOCTaBISIEMOM B TOCYAapCTBa —
yieHbl Coro3a MPOAYKIMM MEIUIMHCKOro HasHadeHus. B 2021 romy ObLn
ormedeH npupocT B 3,3 % k 2020 roay, a 6a3ucHsiil poct Kk 2018 roay moctur
26,3 %, TeM caMbIM CPEIHEroJI0BOM MoKa3aresb npupoctra coctaBuia 8,1 %.
Takum oOpa3oM, B CTOMMOCTHOM BBIPAKEHHUU WMIIOPT B PacCMaTpPUBACMbIN
nepuon npubaBwin moutu 1,8 Mapa g0, a ero Jojis B TOBapooOOpoTe
yBenmuunack ¢ 84,5 % no 87,6 %.

B oTHOWIEHMM DOKCIOPTHBIX OIEpaluMid C TOBApaMU MEAULIMHCKON
HarnpaBjiieHHOCTH B nepuon 2018-2021 rr. nHaOmrojanack momepeMeHHas
muHamuka. Tak B 2019 m 2021 romax HabOmomascs poCT TOKaszaTelied K
npeasiaymemy rogy Ha 5,1 % u 12,8 % coorBercTBeHHO. OHAKO Oa3MCHBIN
noka3zarenb 2021 r. k 2018 r. coctaBui —2,6 %. B cTOUMOCTHOM BBIpaXKEHUU

00BEM 9KCIIOPTHBIX onepaunﬁ IO UTOTaM paCCMATPUBACMOT O IICPUO A ITOTCPAII



6osee 0,03 MIpa 10JUIL., OITYCTUBIINCH ¢ OTMETKH B 1,3 Mipa mosut. B 2018 rony
no 1,27 mapa nomn. B 2020 romy. JlaHHble KoJieOaHHMSI TIPUBEIH K
cpenHeronoBbiM nokazaressiMm B —0,9 %. [1o urory 2021 roaa 105t 3KCIOPTHBIX
omepaiuii B ToBapooOopoTe TrocyaapcTtB — uiaeHoB (Coro3a COKpaTuiach
1o 12,4 %, B To Bpems kak B 2018 romy 3ToT nokaszarenb Obl1 paBeH 15,5 %.

B paccmarpuBaeMblii MEpHOJT OTYETIMBO HAOMIOAAIOCH CHHIYKECHHE
TOProBOro canpao rocygapctB — uwieHoB Coroza. Ecomu B 2018 romy
OTPUUATEIIBHOE Calb0 TocyaapcTB — wieHOB (Coro3a  COCTaBIsIIO
—5,8 Mmipa goiut., To mo wuroram 2021 roma maHHBIA TMOKA3aTellb BBIPOC
no —7,8 mupa qoiul. JlaHHash TEHAEHUHMSI YKAa3bIBAET HA POCT 3aBHCUMOCTHU
rocyapctB — wieHoB Cor03a OT UMIOPTHBIX TOCTABOK TOBAPOB MEIUIIUHCKOTO
Ha3HAYEHUs, TIPU ATOM PBIHKM TPETHUX CTPAH HE HapalUBalOT O0O0BEMBI
3aKylaeMoM Ha TEpPpUTOPUU TocynapcTB — ujeHoB (Coro3a MNPOAYKIUU
MEIULIMHCKOW HAIpPaBJIEHHOCTHU.

ITo urory 2021 roma OCHOBHBIMH TOBapHbIMU TpYyNIIaMH, 3aHSBIINMU
JUIUPYIOIIYE MO3UINU B UMIIOPTHBIX OMEpalUsIX ToCcy1apcTB — uieHoB Coro3a,
CTaju CIEIYIOUIUE:

1. Koo TH B3J] 9018 — npubopsl U yCTPONCTBA, MPUMEHSIEMbIEC B
MEIUIIMHE, XUPYpPTUM, CTOMATOJOTMM WM  BETEpUHAPUM, BKJIIOYAS
CIIMHTUTPA(PUYECKYI0  amnmapaTrypy, anmaparypy  3JIEKTPOMEIAUIIMHCKYIO
MPOYY0 M TPHOOpHI I ucciaeaoBanus 3peHus. B mepmonx 2018-2021 rr.
HaOIoAaJICsl pOCT UMIIOPTHBIX Olepanuil 1Mo AaHHOW ToBapHoU rpymnme. [Ipu
TOM 0a3uCHBIN MoKa3aTesb npupocta k 2018 rogy Ha KoHel nepuoja JOCTUT
34,7 %, a cpeaHeroJoBOW IMokazaTenb 3akpenwics Ha otMmerke 10,4 %.
[To wrory 2021 roma nmojisi S3TUX TOBAPOB B CTPYKType HUMIOPTA
cocraBuna 33,6 %, 4TO B CTOMMOCTHOM BBIPaXXECHUU COCTAaBUIIO 3,0 MIIpT TOJII.

OCHOBHBIM UMIIOPTEPOM CPEAU TOCYyAapCcTB — 4ieHOB (Coro3a TOBapoB

nanHou rpynisl B 2021 rony crana Poccuniickas @enepanusi, KOTopas 3aKynuia
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okoino 86,9 % or Bcell UMIOPTHUPOBAHHOM MPOAYKIMH HAa CyMMY
2,5 muipa gosin. Pecniyonuka Kazaxcran ummnopTupoBaia JaHHON MPOAYKIUU
Ha 284,4 mun nomn. (9,4 %), Pecnyonuka benapyce — Ha 173,4 MiH 105
(5,7 %), Pecniyonuka Apmenuss — Ha 38,7 muH noiu. (1,3 %), Keipreizckas
Pecniybnuka — Ha 18,3 mun qomt. (0,6 %).

OCHOBHBIMM TIOCTaBIIMKAMH TOBApOB pPaCCMaTpPUBAEMON TOBApHOU
rpynsl B rocynapcersa — uieHbl Coro3a B 2021 rony cranu @PI, nocraBuBmas
npoaykuuu Ha 637,0 maH qosut. win 21,0 % ot Bcero oobeMa, aanee cienyer
KHP — 512,7 mun gomn. (16,9 %), CIIA — 416,6 man gomt. (13,7 %), SAnonus
—350,0 M gomt. (11,6 %) u Kopes — 170,3 mun gomt. (5,6 %).

2. Koo TH B3/] 9021 — npucnoco0iaeHus: OpTONEINYECKUE, BKITIoUas
KOCTBUJIM, XHUPYPrUYeCKHMEe PpPEeMHUM ¢ OaHJaXH; IIUHBI U  [POYHUE
MPUCIIOCOOICHUS [IJIsi JICYEHUS TEPEIOMOB; YacTH TeJla HCKYCCTBEHHBIC;
amnmapatbl CIyXOBBIE U MPOYUE MPUCTIOCOOJICHUS, KOTOPhIE HOCATCS Ha cede,
¢ co0OM MM UMILIAHTUPYIOTCS B TEJIO ISl KOMIIEHCAUK Ie)eKTa OpraHa win
ero HepabdorocrocooHoctH (9,3 % / 0,9 mapa momi.).

OCHOBHBIM UMIIOPTEPOM MPOAYKIIMH JaHHOW TOBAPHOW TPYMIIbI
B 2021 rony sBisuiack Poccuiickas ®enepanusi, KOoTopas 3akynuia Oosee
82,2% OT BCeX BBE3EHHBIX HAa TaMOXEHHYI Tepputoputo Coro3a
paccMaTpuBaeMbIX TOBApOB Ha cymmy Oozee 773,4 muH aosn. Cpeau npodnx
rocyaapctB — wieHoB Coro3a CyIIECTBEHHBIH 00BhEM MOCTABOK MPHUINEIICS Ha
Pecnyonuky Kazaxcran, noss koropoit cocraBuiia 10,1 %, 4To B CTOMMOCTHOM
BBIpaXXEHUU ObLIO AKBUBaICHTHO 95,2 M noiut. B PecnyOnuky benapych
noctanJieHo ToBapoB Ha 50,9 miH nom. (5,4 %), B PecnyOnuky Apmenus: — Ha
17,5 mma qomn. (1,97 %), a B Keipreizckyro Pecnyonuky — Ha 3,9 MaH 1000,
4yT0 3KBUBaIeHTHO foJjic 0,4 %.

OCHOBHBIMM TIOCTaBIIMKAMH TOBAapOB pPAaCCMAaTPUBAEMOM TOBAPHOM

rpynnsl B rocymapctBa — wieHsl Coroza B 2021 rony cranmm CIIA,
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MOCTaBUBIIKE MpoayKiuu Ha 186,7 muH not. win 19,8 % ot Bcero oobema,
nanee cienyetr OPI"— 113,6 mun nomn. (12,1 %), Upnanaus — 107,3 mutH 10511,
(11,4 %), Kopes — 84,9 mun nomn. (9,0 %) u leeiiuapus — 73,9 MiH g0
(7,9 %).

3. Koo TH B3/] 9027 — ipubopsl U anmnapatypa A GU3n4ecKoro uiu
XUMUYECKOTO  aHalu3a (Hampumep, MOJISIPUMETPHI, pedpaKkTOMETPHI,
CIIEKTPOMETPHI, Fa30aHANIN3ATOPHI); TPUOOPHI U anmaparypa s U3MEpPEHUs
WM KOHTPOJIA BS3KOCTH, TMOPUCTOCTH, PAaCHIUPEHUS, MNOBEPXHOCTHOTO
HATSDKCHUSI WM aHAJIOTUYHBIC; IPUOOPHI U anmapaTtypa JJjisi U3MEPEHUsl UiIu
KOHTpOJISl KOJIMYECTBA TEIJIA, 3ByKa WM CBeTa (BKJIIOYAs SKCIIOHOMETPHI);
MUKpOTOMBI (9,3 % / 0,9 mnpa qo.).

OcHOBHasi 4YacTb HUMIIOpPTa pPacCCMaTPUBAEMBIX TOBApOB MPUIILIACH
Ha Poccuiickyro @enepamuto. Ee qons cocrasuna 86,0 % wim 793,2 MIIH 10511
Cpenu mpounx rocyaapcts — ujieHOB Coro3a CyleCTBEHHbIH 00bEeM MOCTABOK
npuiienca Ha Pecriyonuky Kazaxcran, momnst kotoporo cocraBuia 8,1 %, 4To B
CTOMMOCTHOM BBIPQXXEHHUH ObLTO SKBUBaJeHTHO 74,8 MiH goiu1. B Pecnybmuky
benapychk mnocraBineno toapoB Ha 43,3 muH o, (4,7 %), B PecnyOnuky
Apmenusi — Ha 8,5 muiH o, (0,9 %), a B Keipreizckyto PecnyOnuky — Ha
2,8 MITH J0JII., YTO PKBUBaJeHTHO goJjie 0,3 %.

OCHOBHBIMU TOCTaBIIMKAMH TOBApOB PacCMaTPUBAEMON TOBapHOU
rpynnsl B rocymapctBa — uieHsl Coroza B 2021 romy cranmm CIIIA,
MoCTaBUBIIKE NpoayKuu Ha 195,7 muH nomi. wim 21,2 % ot Bcero oobema,
nanee  cinepyer ®PI" - 171,8 muH momn. (18,6 %), KHP -
115,1 mn gonn. (12,5 %), Anonus — 101,6 mun nowt. (11,0 %) u AHrnus —
43,5 mau nonn. (4,7 %).

4. Koo TH B3/[ 9022 — annapatrypa, OCHOBaHHasi Ha UCMOJb30BAHUU
PEHTIE€HOBCKOTO, alb(a-, 0eTa- uin raMmma-u3TydeHus, IpeIHa3HauYeHHAs WU

HEC MpcaHazHa4YCHHAA JJIA MCIUIHUHCKOTO, XUPYPIrUICCKOro,



CTOMATOJIOTUYECKOTO WM  BETEPUHAPHOIO  HWCMOJb30BAaHUS, BKIIOYAS
anmnaparypy peHTreHorpauuecKyo WIn paauoTepareBTUYECKYIO,
PEHTIEHOBCKME TPYOKHM M MPOUYME TE€HEPATOPhl PEHTIC€HOBCKOTO W3IyUYCHMUS,
reHepaToOpbl BHICOKOTO HAIPSKEHUS, IUTHI U MYJbTHI YIPABICHUS, YKPaHHI,
CTOJIbI, Kpecjia M aHAJOTUYHBbIC W3JeNus sl 0OCIeNOBAaHUS WM JI€YCHUS
(9,3 % /0,8 mupa qoit.).

Bonpmie Bcero toBapoB gaHHO# rpymmbl B 2021 rogy ObUIO BBE3EHO
B Poccuiickyro @enepanuto Ha cymmy 673,5 MITH 10511., 4TO cocTaBuio 80,5 %
OT BCE€X HWMIOPTUPOBAHHBIX TOBApoB JAaHHOW rpynnbel. Cpeau mnpoyux
rocyaapctB — wieHoB Coro3a CyIIECTBEHHBIH 00BbEM MOCTABOK MPHUILEIICS Ha
PecnyOnuky Kazaxcran, OIS KOTOpOrO COCTaBMJIa 11,7 %,
YTO B CTOMMOCTHOM BBIPOKEHUU OBUIO SKBUBAJIECHTHO 98,1 MiH mos.
B Pecnybnuky benapych mocraBieHo ToBapoB Ha 53,3 mutH goiut. (5,2 %), a B
Pecnyonuky Apmenus u Keipreizckyto Peciyonuky —Ha 9,0 muia nom. (1,1 %)
u 2,9 i gomn. (0,3 %) COOTBETCTBEHHO.

OCHOBHBIMM TIOCTaBIIMKAMH TOBApOB paccMaTpUBAeMON TOBapHOM
rpynmsl B rocyaapcrsa — wieHsl Coro3a B 2021 roay cranu @PI', nocraBuBime
npoaykiuu Ha 155,7 mun gosut. win 18,6 % ot Bcero oobema, jiaiee cienyer
CIIOA — 147,4 mnu nonn. (16,3 %), KHP — 120,2 mau pomn. (14,4 %), Snonus
— 112,77 mnn gomn. (13,5 %) u Kopes — 71,8 muan gomn. (8,6 %).

5. Koo TH B3/] 9019 — ycTpoiicTBa 1Uisi MEXaHOTEpAIUU; annapaThl
MacCaXHbI€; amnmapaTypa JJjisi MCUXOJIOTUYECKUX TECTOB JJIsl ONpEIeSICHUS
CIIOCOOHOCTEH; anmapaTypa Jis O30HOBOM, KHUCIOPOJHONW U a’pO30JbHOMN
Tepanuv, WCKYCCTBEHHOIO JbIXaHWs WM TIpodas  TepareBTHYECKas
npIxatenbHas anmnapatypa (5,1 % /0,5 mupa qoi.).

B 2021 rogy ocHOBHOW 00BEM TOBApOB JAHHOUW TPYIIBI ObLT BBE3CH
B Poccuiickyro @enepamnuto Ha cymmy 660,6 MITH 10511., 4TO coctaBuiio 77,7 %

OT BCCX HUMIIOPTUPOBAHHBIX TOBAPOB I[aHHOﬁ I'PpYyHIIBI. CpGJII/I Mpo4Ynx
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rocyaapctB — wieHoB Coro3a CyIIeCTBEHHbI 00beM MOCTaBOK MPHUILIEIICS Ha
PecnyOnuky Kazaxcras, (N KOTOpOTO COCTaBMJIa 19,2 %,
YTO B CTOMMOCTHOM BBIPOKEHUU OBUIO SKBHUBaJE€HTHO 163,0 MIIH 10
B Pecny6onuky benapych mocraBieno toBapoB Ha 13,8 mun gomn. (1,6 %),
B Keipreizckyto Pecnybnuky — nHa 8,5 M gomn. (1,0 %), a B PecnyOnuky
Apwmenus — Ha 4,1 MiIH 10501, 4TO SKBUBAJIEHTHO foie 0,5 %.

OCHOBHBIMU TIOCTaBIIUKAMH TOBApOB paccMaTpUBAeMOW TOBapHOU
rpynmsl B rocynapcersa — uieHsl Corosza B 2021 roxy cranu KHP, nocraBusmmas
npoaykiuu Ha 210,9 maH goiut. win 46,2 % ot Bcero oobema, jajiee clienyer
OPI" — 77,7 man gomn. — 24,1 man gomn. (5,3 %) u Uranusa — 17,2 maH gom.
(3.8 %).

ITo pesynabraram 2021 roma oOmiast J0Jisi UMIOPTAa ISTH OCHOBHBIX
BBO3UMBIX Ha TaMOXeHHYIO Tepputoputo Coro3a TOBapHBIX MMO3UIUN
coctaBuwia 68,6 %, 4TO B CTOMMOCTHOM BBIPAXEHUU OBUIO SKBUBAJICHTHO
6,2 mipa nomn. CIIA. Ilpu »ToM, OCHOBHBIMM mocTaBiiukaMu ctanu KHP,
OPTI', CIIIA u SAnonus. CTpykTypa TOBApOB UMIIOPTAa MEIULIMHCKUX U3IEITUN

npeJcTaBieHa ganee Ha pucyHke I-1.



H [Tpubops! u anmaparypa At
(U3MYECKOTO MITH XMMHYECKOTO aHAIIN3a

B Anmnaparypa, OCHOBaHHasl Ha
HCTIONIB30BaHUH PEHTT€HOBCKOTO, alb(a-
, OeTa- WM raMMa-M3IydeHNs

B [Tpucnocobnenust OpToneanIecKue,
BKJTFOUAs! KOCTBUTH, XUPYPTHUCCKHUE
PEMHU 1 OaHIaXH

VYerpoiicTBa 1Sl MEXaHOTEpaInH;
anmapaTthl MacCa)KHbBIE; ammaparypa ajs
TICHXOJIOTHIECKHUX TECTOB JUIS
OIIpeJIeIeHUsI CIIOCOOHOCTEH

B [Tpubops! 1 ycTpolCcTBa, IPUMEHSIEMbIS
B MEJULIUHE, XUPYPIUU, CTOMATOJIOTUI
WIN BETEPUHAPUH

B JIpoune ToBapbl

Pucynok I-1. OcHoBHBIE TOBapbl UMIIOpPTa rocyaapcTs — uieHoB Coro3za B 2021 roay

B oTHomeHuM J3Kcmopra MPOAYKIUM MEAUIMHCKOTO Ha3HAYCHUS,
IIPOU3BEJICHHON Ha TEPPUTOPUU roCcyIapcTB — wieHOB Coro3a, MPOBEAECHHBIN
aHaJu3 CTPYKTYpbl TOPrOBIH B pa3pese 4 ToBapHbix 3HakoB TH BOJI nokasadn,
yT0 B 2021 rony OCHOBHBIMHU TOBapHBIMU I'PYIIaMU, 3aHSIBIIMMHU JIUAUPYIOLINE
MO3ULIUH, CTATH CJIEYIOLIHUE:

1. Koo TH BOJ1 9031 — u3aMepuTenbHble UM KOHTPOJbHBIE PUOOPHI,
YCTPOMCTBA U MalIUHBI, B JPYTrOM MECTE JAHHOMW IpyMHIibl HE TOMMEHOBAHHBIE
WM HE BKIIOYEHHBIC, TpoekTopbl mpoduibabie. B mepumon 2018-2021 rr.
Ha0J10/1a710Ch BOJIHOOOpA3HOE U3MEHEHHE MOKa3aTeNel MPUpOCTa SKCIOPTHBIX
omeparuii Mo JaHHOW ToBapHOU rpymme. Ilpu 3TomM 0a3uCHBIM MOKa3aTeNb
npupocta k 2018 rogy Ha koHen nepuona goctur 7,7 %, a cpeIHEroJoBOU

nokasarelsb 3akpenwics Ha otmeTrke 2,5 %. Ilo urory 2021 roma mong stux
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TOBAPOB B CTPYKType umnopra cocraBuwia 26,0 %, 4ro B CTOMMOCTHOM
BBIpaKEHUU cocTaBmwiio 0,3 MIIp JOJI.

OCHOBHBIM W TPAKTUYECKH E€IUHCTBEHHBIM HKCIOPTEPOM CpEIU
rocynapcts — wieHoB Coro3a ToBapoB JaHHOW rpynmsl B 2021 romy crana
Poccuiickas ®dexnepanusi, NOCTaBUB B TPETbU CTpaHbl okoyio 94,4 % oT Bceit
pOJaHHON 3a pyOex mpoaykiuu Ha cymmy 312.5 mun gomn. PecmyOnuka
Kazaxcran mocraBuiia JaHHOM mnpoaykuuu Ha 5,4 mutH poiut. (1,6 %),
Pecnybnuka benapycb — Ha 12,5 mun goinn. (3,8 %), PecniyOnrika Apmenus —
Ha 0,2 muH nomi. (<0,1 %), Keipreickas Pecnyonmka — nHa 0,3 MIIH J0JUI.
(0,1 %).

OCHOBHBIMU HANPABJIECHUSIMU MOCTABOK M3 rOCY1apcTB — ujiecHOB Coro3a
TOBApOB paccMarpuBaeMor TOBapHOW rpymmsl B 2021 roxy cramm Aspkup,
3aKyNUBIIMK MpoayKuuu Ha 89,2 muH nomwt. win 27,0 % oT Bcero oobema,
nanee cienyer Eruner — 53,5 mun gomn. (16,2 %), Uaaus — 51,3 MutH 1osut.
(15,5 %) u KHP —16,3 mau nomn. (4,9 %).

2. Koo TH B3/] 9013 — ycTpoiicTBa Ha KUJIKUX KPUCTALIaX, KPOME
U3JeNHUi, 00Jiee TOYHO ONMMCAHHBIX B JPYTMX TOBApPHBIX MO3MLMIX; Ja3epsl,
KpOME JIa3epHBIX AHOJIOB; MPUOOPHl U HHCTPYMEHTHI ONTHYECKUE MPOYHE,
B JIPyTOM MECTE€ JAHHOW IpyNIbl HE NMOMMEHOBAHHbBIC WJIM HE BKIIOYCHHBIC
(23,8 % / 302,8 maH nomnn.).

OCHOBHBIM  3KCHOPTEPOM MOPOAYKIIMU JTAHHOM TOBApHOW TPYMIIbI
B 2021 rony sBusnack Poccuiickas @enepanus, KOTopas MOCTaBuia B TPETbU
cTpaHsbl 6oJiee 86,8 % OT Bcex MPOJAaHHBIX 3a pyOek TOBAPOB Ha CyMMY OoJiee
262,77 mnn nonn.  PecnyOnuka bBemapych ctama  BTOPBIM — 3KCIIOPTEPOM
1o o0beMaM MNOCTaBOK, cocTaBuBmux 12,8 % wmm 38,7 muH gomr. Jons
AKCIOpPTA MPOYUX TOCydapcTB — uieHOB (Coro3a MO Ha3BaHHBIM TOBapam

B 2021 rony He npesbicriia 0,03 %.
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OCHOBHBIMU TIOTPEOUTENSIMH TOBApOB paccMaTpPUBAEMOM TOBApPHOM
rpynmnsl u3 rocygapcts — wieHoB Coro3a B 2021 rony cranu KHP, 3akynuBmas
npoaykuuu Ha 110,6 man gomn. CIHA wim 36,5 % ot Bcero oObeMa, naiee
cienyer ®PI" — 96,3 mun pomn. (31,8 %), CIIIA — 24,4 mau nomn. (8,1 %),
Nuaus — 32,1 mua gomut. (10,6 %) u JIutea — 11,6 mun gom. (3,8 %).

3. Koo TH B3/] 9032 — npubophkl U yCTPOICTBA 1JI1 aBTOMATHYECKOTO
perynupoBanus win ynpasienus (9,4 % / 120,1 mun nos.).

OCHOBHBIM  3KCIOPTEPOM MPOAYKIIMU JTAHHOW TOBApHOM TPYMIIBI
B 2021 rony sBusnack Poccuiickas @enepanus, KOTopas MOCTaBuia B TPETbU
ctpansl 6oisiee 94,0 % oT Bcex MPOJaHHBIX 3a pyOeK TOBApOB Ha CyMMY OoJiee
112,8 man gosn. Cpeau npoyux rocygapctB — uieHoB Coro3a CyIleCTBEHHbBIN
BKJaJ B OJKCHOPTHYIO CTPYKTYpY pacCMaTpUBaeMbIX TOBAapOB BHeECsa
Pecnyonuka KazaxcraH, 107151 KOTOpoit coctaBuia 2,5 %, 4TO B CTOUMOCTHOM
BbIpaXXe€HUM ObLI0 HKBUBaIEHTHO 3,0 miuiH nosut. PecniyOnuka benapych
noctaBuia ToBapoB Ha 1,9 mun momn. (1,6 %), a Pecrybnuka Apmenust —
Ha 2,2 MuH poiut. (1,9 %).

OCHOBHBIMHU HAIPABJICHUSIMU TOCTABOK TrocynapcTB — uieHOB Coro3a
paccMmarpuBaeMbIxX TOBapoB B 2021 roxy cranu @PI', 3akynuBmas npoayKuuu
Ha 24,8 mua nomwn. win 20,7 % ot Bcero oonrema, Muaaust — 15,5 MitH oJu1. Win
129% wu Amxkup — 12,6 maa gomt. i 10,5 %. Homs KHP u CepOun,
3aHaBIUX 4 1 5 Mecto, coctaBuiia 6,9 % u 6,1 % cooTBeTCTBEHHO.

4. Koo TH B3/ 9018 — npubopbl U YCTPONCTBA, NMPUMEHSIEMBbIE
B MEIUIIMHE, XWUPYPrUu, CTOMATOJOTMM WM BETEPUHAPUU, BKIIIOYAsS
CIMHTUTpaPUYECKyI0  ammaparypy, ammaparypy dJIEKTPOMETUIIMHCKYIO
POUyIO U IPUOOPHI 1715 uccieaoBanus 3penus (8,8 % / 111,6 muH goi.).

OCHOBHBIMHM JKCIIOPTEpaMHU paccMmaTpuBaeMbiX TOBapoB B 2021 roxy
ctanu Poccuiickas ®epepanuss u Pecnybnuka benapych, mnocraBuBiimne

TOBapoB Ha 76,6 MiIH noJ1. ¥ 29,7 MitH o1, ik 68,6 % u 26,6 % oT Bcex
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OKCIIOPTHBIX omepaiuil coorBeTcTBeHHO. Ha pomio PecnyOnuku Apmenus,
Pecnyonuku Kazaxcran u Keipreizckoit Peciyonuku npunuiocs 4,1 %, 0,6 %,
0,2 % COOTBETCTBEHHO.

JIByMsi OCHOBHBIMHU HAINPABJICHUSIMHU SKCIOpPTa TOCYIAapCTB — YJIEHOB
Coro3a B TpEThbU CTPaHbI 10 pacCMaTpUBAEMbIM TOBapam ctainu HupepnaHbl
M YKpawHa, KyJa T[OCTaBWJIM TOBAapoOB Ha CcymMy 26,2 MIIH JOJIL
n 20,4 muH noiut., 4uro cocraBuio 23,5% wu 18,3 % oT Bcero skcmopra
coOTBEeTCTBEHHO. KpoMe TOro, B TON MATh OCHOBHBIX HANPABICHUI 3KCIOPTA
Bonn Y30ekncran, CIIIA n KHP.

5. Koo TH B3J/[ 9030 — oCUMIUIOCKOIBI, aHAIU3aTOpPbl CIEKTpa,
npoyue NpuOOpPHI U anmapaTypa I U3MEPEHHs UM KOHTPOJIS AIEKTPUUECKUX
BEJIMYMH, KpOME M3MEpPUTENbHBIX NpUOOpPOB TOBapHOW mno3uuuu 9028;
npuOOpsl U anmapaTrypa A oOHAapyKeHUs WIM U3MepeHus anbda-, Oera-,
raMma-, pPEHTT€HOBCKOTO, KOCMHMYECKOTO WM MPOYMX HOHU3UPYIOUIUX
m3nydenuu (5,8 % / 74,5 muH go.).

Bosbiiast yacTh 3KCIIOPTHBIX OMEPaLHi 10 PACCMAaTPUBAEMBIM TOBAPAM B
2021 rony ocymectBisiack Poccuiickoit denepanueid, Ha KOTOPYIO MPHUIILIOCH
oko110 79,4 % oT Bcero oobema nocTaBok uiu 59,2 MilH 10i1., U PecniyOnuky
benapycs, noisst kotopoit cocraBunia 18,0 %, 4TO B CTOUMOCTHOM BBIPAKEHUU
o110 SKkBUBaneHTHO 13,4 maH gomt. Ha PecnyOnuky Kazaxcran, Keipreizckyio
Pecnyommuky u PecnyOmuky Apmenust mpunuiocsk 1,7 %, 0,8% u 0,1 %
MOCTaBOK COOTBETCTBEHHO.

Cpenun OCHOBHBIX HAIlPaBJIEHUN 3KCHOpTa TocyaapcTB — uieHoB Coro3a
TOBapoB paccMmarpuBaemoil rpynnsl cranu KHP, 3akynusmias Oonee 12,3 %
OT BCEX MOCTABJICHHBIX B TPETbU CTPAHBI TOBApPOB HAa CymMMmy 9,2 MJH AOJUI.,
1 AmKup, 3aKynuBIIMKA TOBapoB Ha cymmy 7,4 MitH noiut. wid 10,0 %. Kpome
TOTO0, CyllecTBEHHbIE 3aKkynku ocymecTsisin CIHA — 9,1 %, Uangusa — 8,8 %

n JlutBa — 8,4 %.
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ITo pesynpratam 2021 roma oOImias J0Js SKCHOpPTAa MSATH OCHOBHBIX
BBIBO3UMBIX Ha TEPPUTOPUIO TPETHUX CTPAH TOBAPHBIX MO3UIIMH COCTaBUIIA
73,7%, dYTO B  CTOMMOCTHOM  BBIPOKEHHHM  OBUIO  SKBUBAJICHTHO
0,9 mupa nosn. CIIIA. OCHOBHBIMU HaIlpaBJIEHUSIMHU JKCIIOPTa TOCYJIApPCTB —
uneHoB Coro3a Beictynanu KHP, CIHA, Muaus u Aikup.

CrpykTypa TOBAapOB SKCHOpPTa MEIMIIMHCKUX H3JEIUN IPEACTABICHA

Ha pucyHke [-2.

B [Tpubops! u ycrpoiicTBa s
ABTOMATUYECKOT'0 PEryJTHpPOBAHUS WIH
yIpaBiIeHUs

B OCIHUIIIOCKOTIBI, aHAT3AaTOPEI CTIEKTPa,
TIpoYHe MPUOOPHI 1 armapaTypa st
HU3MEPEHHs WM KOHTPOJIS

¥ V3meputeabHble WM KOHTPOJIbHBIC
pruOOPHI, YCTPOHCTBA ¥ MAIINHEL

[Tpubops! u ycTpoiicTBa, IpUMEHsEMbIe
B MEJHLIMHE, XUPYPTUHU, CTOMATOJIOTHH
WM BEeTEpUHAPUU

B VcTpoicTBa Ha JKUJKUX KPUCTAILIAX

¥ [Tpoune ToBapbl

Pucynok 1-2. OcHoBHBIE TOBapHI 3KcNIOpTa rocynapcTs — wieHoB Coro3a B 2021 rogy

B nenom nuHaMuka BHENIHEH TOPTOBIM TocyJdapcTB — uieHOB Coro3a
C TpEeTbMMHM CTpaHaMHd [O TOBapaM MEIULHMHCKON HANpPaBICHHOCTH
XapaKTEepU30BAIACh TEHACHLIUSMHM K YBEIWYECHUIO IOCTAaBOK HWMIOPTHOM
MPOAYKIWH U COKPALIEHUIO SKCIIOPTHBIX ONEPALi Ha BHEIIHUE PBIHKH, YTO B

UTOT€ MPUBEJIO K POCTY OTPUIIATENHHOTO Calba0. B TO ke BpeMs coKpallleHue
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OKCIIOPTHBIX OMNEpaluid B TPETbU CTPAHbI COMPOBOXKIAIOCH POCTOM OOHEMOB
B3aMMHOM TOPrOBJIM FOCY1apCTB — WieHOB Coro3a.

CTouT OTMETUTH, YTO JUAEPOM UMIIOPTHBIX ONEpalHil ABISAIACH rpynna
toBapoB noj kogom TH BOJ[ 9018 (mpubopsl U ycTpoiicTBa, IPUMEHSIEMBIE
B MEIULMHE, XHPYPrUU, CTOMATOJOTHMM WM BETEPUHAPUHU, BKIIKOYAsS
CIMHTUTpA(QUYECKYI0  amnmapaTrypy, anmaparypy 3JIEKTPOMEIUIIMHCKYIO
IpPOYyI0 W OPUOOPHI JUIsl MCCIIEIOBAHMS 3PEHMS), KOTOpas TaKKe BXOJuia
B TOI-5 SKCHOPTUPYEMBIX TOBAapoB. Ilpu 3TOM B CTpyKType 3KcropTa
JOMUHUPOBAIM MEHEE TEXHOJOTUYHBIE U3JENUs JaHHOM KaTeropuw,
B TO BpeMs Kak B HUMIIOPTE JOMHMHHMPOBAJIA KOMIUIEKCHAs anmnaparypa,
BXOJISILAsl B TAHHYIO TPYMILY.

OTYeTIMBO MPOCIEKUBAETCS 3aBUCUMOCTD PbIHKA I'OCY/IapCTB — YJIEHOB
Coro3a OT HUMIIOPTHBIX TOBApOB, NPHUMEHSEMBIX B PEaOMIUTALIMOHHOM
KOPPEKLMOHHOM JIEYEeHUH, 3aTparMBarolMx o0JacTh oprtoneauu. BaxkHo
OTMETUTb, YTO IPOU3BOACTBO COBPEMEHHBIX U3JIETIUI TaHHON HAIPABIECHHOCTH
TpeOyeT Haauuus CJIOXKHOTrO O0O0OpYyIOBaHUS M JIOCTyNa K IIHPOKOMY
ACCOPTHUMEHTY MOJIMMEPHOU MPOAYKIUH.

Kpome Toro, ormevaercsi 3HauMMasi 3aBUCUMOCTh PIHKOB TOCYAapCTB —
ywieHoB COro3a 0T UMIIOpPTa TOBAPOB, BXOJAIIKX B rpynmy noj kogoM TH BOJ]
9027 (mpubopsl u anmaparypa i (PU3NUECKOro WM XMMHUYECKOTO aHaIn3a
(manpumep, HOJIIPUMETPBHI, pedpakToOMeTphl, CIIEKTPOMETDHI,
razoaHajan3aTopbl); NpuOOpsl M ammaparypa Jisi U3MEPEHUS WA KOHTPOJIs
BA3KOCTH, MOPUCTOCTH, PACUIUPEHUS, IMOBEPXHOCTHOTO HATSDKEHHUS WIIU
aHaJIOTUYHbIC, MPUOOpPHI M ammaparypa [JIsi HU3MEpPEHUs WU KOHTPOJIs
KOJIMYECTBA TEILIA, 3BYKa WJIM CBETA (BKJIIOYAs SKCIIOHOMETPHI); MUKPOTOMBI).
OT0 OO0YyCNOBJIEHO TMPAKTUYECKH TOJHBIM OTCYTCTBHEM IMPOU3BOJCTBA
HEKOTOPBIX BHJIOB TOBApOB, BXOJSAIIMX B JAHHYIO IPYIILYy W, KaK CJIEICTBHE,

I[G(I)I/II_II/ITOM X OPCHIIOKCHHUA Ha BHYTPCHHCM PBIHKC.
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Tem  He  MeHee, TpHUBEACHHAas  CTAaTUCTHKAa  IIOKa3bIBaeT,
YTO HAlMOHAJIBHBIM MPOU3BOJUTENSAM TrocyAapcTB — wieHoB Coro3a ynaercs
BECTU KOHKYPEHTHYI0 OOpbOy 3a BHELIHME PBIHKM B OOJIACTH MPOU3BOJCTBA
TaKUX TOBApOB, KaK: U3MEPUTENIbHBIEC WM KOHTPOJIbHBIE TPUOOPHI, YCTPOUCTBA
U MAallWHBI, MEIUIMHCKUE JIa3epbl U ONTUYECKUE MPUOOPHI; XUPYPrudeCKui
UHCTPYMEHT U HOpuOOpbI; MPUOOPHl U YCTPOMCTBA Uil aBTOMATUYECKOIO
pPEryJIuMpOBaHUsl WM YOpPaBJICHUS; a TaKK€ OCUMIUIOCKOMNbBI, aHAIMU3aTOpPBI
CHEKTpa, MpPOYMEe MPUOOpPHI M ammaparypa AJid U3MEPEHHs WM KOHTPOJIS

QJICKTPHUUICCKUX BCIINYMH.

2. AKTyallbHO€ COCTOSIHME OOIIEr0 PhIHKA
MEIUIIUHCKAX U3IEIINN

OYHKIIMOHUPOBAHUE OOIETO PhIHKA MEAUIIMHCKUX H3ACIHN B paMKax
Coro3a obecnieunBaeTcsi cucTeMoil akToB opranoB Coro3a B cdepe oOpamieHus
MEJIUIMHCKUX U3CIIUM.

OcHoBaHMEM JIJIsI TaHHOW cUCTeMBI siByisieTcs: CorfiaiieHue, MpuHATOE Ha
ocHoBe JloroBopa o EBpasuiickoM a3koHOMUYeCcKkoM coto3e oT 29 mast 2014 rona.
AkTamu, pa3zpaboTaHHBIMH B pa3BuThe CornameHus, SBISIOTCS PCIICHHS U
pekomenaanuu Coseta u Komnernu EBpazuiickoli 5KOHOMUYECKOW KOMUCCUU
(manee — Komuccusi).

B coorBerctBun c¢ CornaimieHdeM €IUHbIE TIpaBWia OOpalleHUs
MEIMIIMHCKUX MU37eui B pamkax Coro3a yCTaHaBJIMBAIOTCS B COOTBETCTBUHU
C pekoMeHaanusIMu MexayHapoaHoro ¢opyMa peryIsiToOpoB MEIUITHHCKHX
uznenuit (IMDRF). OOuiue noaxoasl kK pa3paboTKe €UHBIX MPaBUII B paMKax
Cowoza  yuutbiBaloT pekoMeHpauurw IMDRF  «lIpuHuunel  OueHKH
COOTBETCTBUS MeTUIIMHCKUX u3aenuin» («Principles of Conformity Assessment

for Medical Devices») (GHTF/SG1/N78:2012).
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ITo cocrosiauto Ha 1 suBaps 2025 rona B chepe oOpaiieHuss METUITUHCKUX
m3aenuu nerctByer 21 akt Komuccun, n3 vHux 10 pemenuid CoBera Komuccun,
4 pemenns Komernn Komuccnn u 7 pexomenpanui Komternn Komuccun,
KOTOPBIE PEryJUpPyIOT BOIMPOCH OOpallleHUsI MEAUIUHCKUX  U3JETUH,
OTHECEHHBIE K YPOBHIO HaJIHAIIMOHAIBHOTO peryiaupoBanus. B 2021-2024 rr.
MPUHATHl HOBBIC PEIaKIUM psiaa peumieHuid KoMuccuu ¢ yd4eToM UX OmbITa
NPUMEHEHUS U HW3MEHEHUH OTJEIbHBIX AacClEKTOB, MPOU3OMICANINX B
MEXKIYHAPOIHOMN IIPAKTUKE.

Taomumna I1-1

Hoseie pegakiuu pemenun Komuccnn

Ne HanmenoBanue npasui Hosas penakums npasui
1. [IpaBuia knaccupuKalum MEAUIMHCKIX Pewenne Komnernn Komuccun
W3/IeNIUN B 3aBUCUMOCTHU ot 23 mas 2023 1. Ne 65

OT MOTEHUUAJIBHOTO PUCKA TPUMEHEHUS

2. [IpaBuna npoBeAEHUS] TEXHUYECKUX Pemenue Cosera Komuccuu
UCHBITAHUNA METUIUHCKAX U3AEITAI ot 17 mapta 2022 r. Ne 25

3. [IpaBuna npoBeAeHUs UCCIIEI0BaHUN Pemenue Cosera Komuccuu
(MCTIBITaHMI ) C LIETIBIO OIICHKH ot 17 mapta 2022 r. Ne 26
OMOJIOTUYECKOTO IEUCTBUS MEAUITUHCKHIX
u3aenui

4, [IpaBuna npoBeAeHUs KIMHUYECKUX U Pemenue Cosera Komuccuu
KIIMHUKO-JIA00PATOPHBIX UCIBITAHUN oT 26 siuBaps 2024 1. Ne 7
(uccrienoBaHuii) METUIIMHCKUX H3IEITHNA

5. [IpaBuna peructpanuu u 3KCHEePTU3BI Pemenne Cosera Komuccuun

0e30MacHOCTH, KauecTBa 1 3 PEeKTUBHOCTU

ot 24 nexabps 2021 r. Ne 144

MEIUIIMHCKUX U3IeIUN (B penaxiuu ot 30 maprta 2023 1.)

OYHKIIMOHUPOBAHUE OOIIET0 PhIHKA MEAMIIMHCKUX W3AEIUNA Hadajaoch
c 26 anpens 2017 roma, koraa Bcemu rocyaapcrsamu — wienamu Coroza ObuT

paTI/I(bI/IHI/IpOBaH Hn BCTYIIMJI B CHIIY HpOTOKOJ'I 0 TPHUCOCINHCHHH

k Cornamenuto PeciyOiauku ApMeHus.
B cooTBeTrcTBMM C W3MEHEHHUSIMH, BHECEHHBIMH B MEPEXOJHBIE
nonoxenus: Cornamenus (cratbs 11) B 2021 — 2023 romax, mpeaycMoTpeHa

BO3MOXXHOCTh OOpalieHus MEIULIMHCKUX U3JENIUi, 3aperucTpUupOBaHHBIX
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no mpaBuiaM rocynapctBa — uwieHa (Coro3a, 10 KOHIIA CpoKa JeHCTBHUS
JIOKYMEHTOB, TIOJITBEPXKIAIOIIUX (PAKT UX perucrpanuu. Takue MEeTUIIMHCKHE
U3JIeTUsl MOTYT 00palaThCs TOJIbKO Ha TEPPUTOPHUH 3TOIO FOCYJapCTBA.

Cpox monayu 3asBICHUN B UEISIX MPOXOXKIEHUS PETUCTpaIUU
METUIIMHCKUX U3JIeTTUH 110 HAIIMOHAJIBHBIM MPAaBUJIAaM B TOCYIApCTBAX — UJIEHAX
Coroza mpoieH 1o koHna 2025 roma (Ilpotokon ot 13 depansa 2023 roxa
o BHeceHuHM u3MeHenus B Cornamenue). O0Cy)aaercs BONPOC AadbHEUILIEro
IPOJIJIEHUS IEPEXOHOTO NEPHOIA.

KosnuecTBO MEIMUIMHCKUX U3JEIUUA (B pa3pe3e roCcylapCcTB — YIEHOB
Co103a), NOJYYMBILUX PETUCTPALUOHHBIE YJOCTOBEPEHHUS B COOTBETCTBUU
¢ npaBom Coro3a mo coctossHuiO Ha | sHBaps 2025 ronga, mpeacTaBICHO

Ha pucyHke II-3.

30

25

20

KOJIMYECTBO

15

10

0
PedepeHTHOE rocypapcTso
O ApmeHua 0
Benapycb 24
KasaxcraH 13

OKbiproizctaH 1

OPoccua 27

Pucynok 1I-3. KonnuecTBo BbIIaHHBIX PETUCTPALMOHHBIX YAOCTOBEPEHUI
MEIULMHCKUX U3JIEIUH B KaXKJIOM U3 roCyAapcTB — wieHoB Coro3a 110 JaHHBIM YIIOJHOMOYEHHBIX
OpraHoB rocynapcts — wieHoB Coro3a, MpeJCTaBIEHHBIM B paMKax padoyeil rpynimsl 1o
(bopMHpOBaHUIO OOIMIMX MOIXO0B K PETYIUPOBAHUIO OOPAIICHUS METUIIMHCKUX U31ETHN
B pamkax Coroza

BBeI[eHI/IC B IIpaBC Coroza HHCIICKTUPOBAHHUA CUCTCMblI MCHCIKMCHTA
KadcCTBa IIPOU3BOACTBA MCIAMIIMHCKHX PI3,Z[CJIHI>'I HaIIpaBJICHO Ha CO3JaHHUC

KOMIIUICKCHOI'O IIoAX0Ada K PCryJnupoOBaHHIO O6paH_[eHH$I MCIUITMHCKUX
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u3zienui, o0ecrneurnBaroIero MpocieKUBAEMOCTh MPOLIECCOB, BIUAIONIMX Ha
Ka4ueCTBO U O€30MaCHOCTh MEIUIIMHCKUX U3JICTUH.

B HacTtosimiee BpeMs cuCTEMa MHCIEKTUPOBAHUS IPOU3BOJICTBA
MEJIUIIMHCKUX U3JeIMM Ha CcoOoTBeTCTBUE TpeOoBaHUSIM K BHEAPEHHUIO,
MOJJICPKAHUIO U OIICHKE CHUCTEMbl MEHEIKMEHTa KadeCTBa MEIUIIMHCKUX
U3JIeTUid B 3aBUCMMOCTHM OT TMOTEHUUAIBHOIO pHUCKA HX MPUMEHEHUS,
yrBepkaeHHbIM Pemennem Cosera Komuccunm ot 10 Hos6ps 2017 ropa
No 106, passBepuyra B Pecnybnuke benapych, Pecnybnuke Kazaxcran,
Ksipreizckoit Pecniybnuke u Poccuiickoit denepaiiuu.

HeraTtuBHoe BO37€iiCTBME Ha AWHAMUKY TMpoliecca HWHCIEKTHUPOBAHMUS
B 2020 rogy okazajo HapylieHHE TPAHCIIOPTHO-TOTUCTUYECKOTO COOOIIECHHS,
BBI3BAHHOTO  PACHPOCTPAHEHUEM HOBOM  KOPOHABUPYCHOW  HH(QEKIUU.
Tem He MeHee, BBEJCHUE MPAKTUKU JIUCTAHIIMOHHOTO WHCIIEKTUPOBAHUS
B npaBo Coro3a no3Boiauio B 2021 roay npoaoiKuTh paOOThl IO PETUCTPALIUU
MEJUIIMHCKUX n31enui 1o npapy Coro3za.

B Coro3ze wmcnonp3yercs (opmar Mojadyd pPEeruCTPAIMOHHOTO J0ChE
MEJIUIIMHCKOTO U3/IeNIMs B BUJIE DJICKTPOHHOTO JOKYMEHTA.

JIns ero mepeayu U JIBUKEHUS MEXIY YHNOJHOMOYEHHBIMU OpraHaMU
rocynmapctB  —  wieHoB  Coro3a  cpeACTBaMU  MHTETPUPOBAHHOMU
uH)OpPMAIMOHHON  cucTeMbl  EBpasmiickoro  9KOHOMHYECKOTO  COI03a
peanu3oBaHo 3 o0mmx mporecca (2 peectpa u 1 uHpopmarmonHas 6a3a), emie
1 oO6muii mpormecc (uHbOpMalMoHHAsE ©a3a) HAXOJUTCS B COCTOSHUU
TEXHUYECKON TOTOBHOCTH, MPOBOJUTCS €ro TectupoBanue. [lepeuenp oOmumx

MIPOIECCOB MpuBe/eH B Tabdnuiie 11-2.
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Tabmuua I1-2

OOGmuue mporecchl B 001aCTU 00pallieHUs MEIUITUHCKUX U3/IeTIUM

No HanmenoBanue Cratyc CrnpaBOYHUKH U
KJ1accu(pUKaTOphI
32  ®opMuUpOBaHHME, BEICHUE U HUCIOJIL30BaHNE BBEJCH B 10
€INHOTO peectpa MEIULUHCKUX 1531 (117070 JICUCTBUE

3aperucTpUpOBaHHBIX B paMkax EBpasuiickoro
HKOHOMHYECKOTO COI03a

33  ®opmupoBaHHE, BEACHUE U UCIIOIb30BaHUE €UHOIO BBEJCH B 5
peecTpa ynoJHOMOYEHHBIX OpraHU3alui, UMEIOLIUX JICUCTBUE
MpaBO MPOBOAWTH HCCIACAOBAHHUS  (UCIIBITAHUSA)
MEIUIIMHCKUX M3/CIIUNA B IEJIIX UX PETUCTPAIII

34  ®opmupoBaHUE, BEJIEHUE U HCIOJb30BaHUE €IUHOU BBEJICH B 7
MHGOPMALIMOHHOM 0a3bl  JaHHBIX MOHHMTOpPUHIA JeiictBue
O0e3omacHocTH, KadectBa W 3(pdexkTuBHOCTH
MEIUIMHCKUX U3CTUi

34! O6wmen CBEICHUSIMUA 0 pe3yjibTaTax  TeXHUYecKas 7
WHCIIEKTUPOBAHUS CUCTEM MEHEPKMEHTa KayecTBa  T'OTOBHOCTb,
MPOU3BOAUTENEH MEIUIIMHCKUX U3ICIINI MIPOBOJUTCS

TECTUPOBAHUE

3. [IpobsneMHbIe acieKThl (DYHKIIMOHUPOBAHUS OOLIETO
pPBIHKA MEIUIMHCKUX u3aenuil B pamkax Coro3za

AHanu3 cOoCTOSIHUSI OOLIEro pblHKAa MEIMIMHCKUX HM3JEIUi B paMKax
Coro3za M MNpEeUIOKEHUN, NPEACTABICHHBIX YIOJIHOMOUYEHHBIMUA OpraHaMu
B c(epe oOpamieHUss MEIUIMHCKUX H3AeNIuil rocyaapcTB — uwieHoB Coro3a,
POPMITHHBIMU accoluanusIMu (opraHuzanusamm), YUPEXKICHUIMU
oOpa3oBaHMsl W HayKd rocynapctB — ujeHoB (Coro3a, MOKa3bIBAET, 4YTO
B HacToslIlee BpeMsl HanboJiee npoOIeMHbIMU aclieKTaMHu (yHKIIMOHUPOBAHUSI
o01Iero pbIHKa MEAUIIMHCKUX u3Aenuil B pamkax Coro3a oCTaroTCs:

1) Bompockl peanu3anuu  O0mMMX MpoIeccoB B cdepe oOpareHus
MEIUIMHCKUX W3ACNHH, yKa3aHHbIX B Tabmuie I1-2 nacrosmeint Konmemnuu,
B paMKaX MHTETPUPOBAHHON MHPOPMALIMOHHOU cucTeMbl Cor03a;

2) aKTyalbHOCTh TIOBBIIICHUSI TMPHUBIEKATEIIbHOCTA pPbIHKA B paMKax

Coro3a IJ1s1 perucTpauuy MEAUIIMHCKUX U3ECITHM;
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3) cCONOCTaBUMOCTH MOJIX0I0B MpU (POPMUPOBAHUH IKCIIEPTHBIX OLEHOK
0e30MacHOCTH, KayecTBa U 3P(HEKTUBHOCTH MEIUIIMHCKUX U3JICTUN B paMKax
Coro3a;

4) 1enecooOpa3HOCTh  MPOPadOTKKM  BOMPOCOB IO  aKTyalU3aluu
MEXTOCYJapCTBEHHBIX CTaHAAPTOB, MPUMEHSIEMBIX B IEJSX BBINOJHECHHUS
TpeOoBaHM O€30MacHOCTH 1 3(PHEKTUBHOCTH METUITMHCKUX U3/ICIIUM B paMKax
Coro3za s oOecrieueHrs HauieKalero (pyHKIMOHUPOBAHUS OOIIETr0 phIHKA
MEJIUIIMHCKUX U3ienuii B pamkax Coro3a;

5) 11es1ecoo0pa3HOCTh MPOPAOOTKH BOMPOCOB MO OOMEHY OMBITOM IPHU
MOATOTOBKE JKCIEPTOB, MPOBOASAIIUX AKCIEPTUBY JOKYMEHTOB
PErUCTPALIMOHHBIX JTOChE MO PA3IMYHBIM HAMPABJICHUSIM JKCIEPTHBIX padoT,
B TOM YHCJIE B YaCTU PETUCTPALMU BBICOKOTEXHOJIOTHYHBIX MEIUIIMHCKUX
V3IEIUN.

J171s1 pellieHust yKa3aHHbBIX BOIIPOCOB TocyapcTBamu — uieHamu Coro3a u
Komuccuen, kxpome Hactosmen Konuennuu, peanusyercs I1aH MEpOIPUATHN
(«mopoxHasi KapTa») MO OOECHEUYeHHIO Tepexoja K OCYIIECTBICHHUIO
perucTpanuu MEIUIUHCKUX U3JeIuid B COOTBEeTCTBUU ¢ [IpaBmiiamu
perucTpanu M DKCIEPTU3bl OE30MacHOCTH, KadecTBa U 3P(HEKTUBHOCTHU
MEJIUIIMHCKUX W3JEIUH, YTBEepkKAeHHbIN pacnopsbkeHueMm CoBera Komuccuu
ot 14 nexabps 2022 r. Ne 36.

B pamkax wMeponpusTHH, TPEAYyCMOTPEHHBIX YKa3aHHBIM IIJIAHOM,
Ha Mionagke Komuccuu o0CyXmaroTcsi mpemiokeHus: oTAenbHbiX CTOpoH
0 MpopaboOTKe 11eJIeCO00Pa3HOCTH KoopAuHalMu B pamkax Coroza paboT 1o
CTaHJapTU3aIuu B cepe oOpallieHus METUIMHCKUX U3, TTO3BOJISIONINX
NPOBOAUTh AKTYaJIU3allMI0 CTaHJAPTOB, OOECHEUYUBAIONIUX BBIMOJIHEHUE
TpeboBaHuii Oe3omacHOCTH, KadecTBa M J(P(HEKTUBHOCTH METUITMHCKUX
n3JeNni, ycraHoBieHHbIX B Coro3e. Ha ocHOBe mpeminoxkeHun OTHAEIbHBIX

YIIOJIHOMOYCHHBIX OPIraHOB B C(I)epe O6paH_IeHI/I$I MCEAUNITHUHCKUX I/IBIIGJ'II/Iﬁ
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rocygapcte  — wieHoB Coros3a, mnocrynarommx B Komwmccuro, npu
HEO0OXOAMMOCTH MPEJIaraeTcsi pacCMOTPETH:

OIIPEACIICHUE IIPUOPUTETHBIX MEXyHAPOIHBIX CTaHJapTOB,
Ha OCHOBAaHUHU KOTOPBIX JOJKHBI OBITH pa3padOTaHbl MEKIOCY/IapCTBEHHbIE
CTaHJapThI;

KOOpJMHAIMIO padoT MO pa3paboTKe MEKIOCYAAPCTBEHHBIX CTaH/1apTOB
Y BHECEHUIO B HUX N3MEHECHUM.

[Ipu npoBeneHun Takoil padoOTHI ciaeAyeT yuuThiBaTh Pemenue Cosera
Komuccuu ot 23 wurons 2023 r. Ne 67 «O Ilopsake xkoopauHauuu padoT
[I0 CTaHJApTHU3alMHA B paMKax EBpasuiCKOro 3KOHOMHUYECKOTO COK3a»
B 4YaCTU OpraHM3allid B3aWMOJEUCTBHS OPraHOB IO CTAaHIAPTHU3ALUUA IIPU
pa3paboTKe MEXIoCyJapCTBEHHBIX M HAIMOHAJIBHBIX (TOCYJIapCTBEHHBIX )
CTaHAApPTOB, CBSA3aHHBIX C OOECHEYEHHUEM COTPYIHHMYECTBA TOCYJApPCTB —

yyieHoB Co103a B cpepe MEAUIIMHCKOM POMBIILIIEHHOCTH.

III. CTPATETMTYECKAA LEJIb U 3AJTAYN KOHIEIILNN

Cozpanune o0miero peiHka MeaunHCKUX u3aennii B 2014 — 2016 rogax
IpeayCMaTpUBalIo TIEPEeXOJ Ha €IWHbIC MPUHIUIBI (MpaBmia) pPabOTHI
HAIIMOHAJIBHBIX CTPYKTYP B KaXKJI0M rocyaapctse — wieHe Coro3a.

Onnako cnoxuBmasicss B 2021 — 2023 rogax 3KOHOMUYECKas CUTYyallHs
noTpedoBaa COXpaHEHUS oOparteHus 3apEerucCTpUPOBAHHBIX
0 HAUMOHAIBHBIM TIpaBUJIaM MEAUUMUHCKUX HW3IEIUNA Ha TEPPUTOPUU
rocyJlapcTB, BBIAABIIMX TaKyl PErucTpanuio, u coxpanenue o 2026 rona
HAIIMOHAJIBHBIX TPABWJI PErUCTpAllMd MEIMIIMHCKUX wu3aenuid. B 0coObix
clydasx TMpeayCMOTpPEHAa BO3MOKHOCTh BBEACHHUS CHEIUAIBHBIX HOPM

HallMOHAJIBHOI'O PECTYIIMPOBAHNA B OTHOMICHUHY MCANIINHCKHUX HBI[eHHﬁ.



21

Crnenyer OUEHUTH MO pe3yibTaTaM MPaBONPUMEHUTEIHLHON MPAKTUKU
BO3MOYKHOCTh CHIDKCHHS aIMHUHHUCTPATUBHOM HArpy3Kd Ha IPOU3BOIUTEIIS
MEIUITUHCKOTO U3JIEIIHS.

Crparernueckas 1enb Hactosmed Kormenmun — 3T0 (opMHUpOBaHHE
oOIIero pblHKAa MEIUIMHCKUX W3ACNUN, OOECIeYUBAIONIETO YCIOBUS A
PaBHOIO JOCTYyIa K MEAUIIMHCKUM U3AenusiM B pamkax Coroza. DopmupoBanue
oOIIero phIHKA MEAUITMHCKUX HW3ACIWA OCYIIECTBISICTCS Ha TMPUHIIUIAX,
M3JI0’KEHHBIX B cTaThe 31 JloroBopa.

3amaun Konnemmu:

1. ObecnieueHue manbHEWIIET0 coBepiieHCTBOBaHUs TipaBa (Coro3a
B chepe oOpareHnss MeTUIMHCKUX U3CTHH.

2. [IpoBenenne rapmoHHM3auu akTOoB Komuccuum ¢ JTOKyMEHTaMH
MexnayHapoaHoro ¢hopyMa peryasTopoB MEAUITUMHCKUX U3JCIHI, B TOM YHCIIC
B cdepe oOpaleHus MEIUITMHCKUX W3ACIUI ¢ UCIOJIb30BaHUEM TEXHOJIOTUI
HUCKYCCTBEHHOTO MHTEIJIEKTa W TMEPCOHUPHUIIMPOBAHHBIX MEIUIIUMHCKUX
u3ienuil  (BKJIIOYAash W3rOTaBIMBAaEMble C HCIOJIb30BAaHUEM A AUTHUBHBIX
TEXHOJIOTHH ), a TAKKE aHAJIN3 MEKTYHAPOIHOTO OTIBITA B IIEJISIX PACCMOTPEHHUS
BO3MOYKHOCTH BHEAPCHHS MOJEICH IUPKYIIPHON SKOHOMHUKH (IKOHOMHUKH
3aMKHYTOTO ITUKJIa) B chepe 0OpallieHus MeIUITUHCKUX U3JIeIUMN.

3. JlanbHeiIee COBEPIICHCTBOBAHUE U ONTHUMHU3ANMS  ITU(POBBIX
MPOIIECCOB MIPH PETUCTPALUA M OOpAIEHUHA MEAUIIMHCKUX H3JEIUN B IENSIX

YHOpOLIEHUs1 OM3HEC-MPOLECCOB B rocyaapcTBax — wieHax Coro3a.
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IV. MEXAHU3MBI JIOCTUKEHUS LIEJIA U PEAJTU3ALIIN
3AJJAY KOHLIEIIINU B PA3JIMYHBIX COEPAX OBLLEIO PHIHKA
MEJIMLIMHCKUX WU3JIEJIUN

1. CosepieHnctBoBanue npasa Corosa B chepe oOpanieHuss METULMHCKUX
15631 (05071

CosepuienctBoBanue npasa Coro3a B cepe oOpallieHus: METUIMHCKUX
U3JIeTMi TyTeM Kak BHECEHUs HU3MeHeHUW B mpuHsATbie akThl Colo3a,
TaK U MPUHATHA HOBBIX akTOB C0103a, B TOM YHCIIC PETYIUPYIONIUX OT/EIbHBIC
aCTIEKTHI OOpaIeHusT METUIIMHCKUX U3JIEITHM.

Crnengyer OTMETUTH 11€71I€CO00Pa3HOCTh BHEAPEHUS MEP, KOTOpbIe OyayT
CIIOCOOCTBOBATh CHUKEHHUIO aJIMUHUCTPATUBHON HArpy3KH HA MPOU3BOIUTEIS
MEIUIIMHCKUX W3JCNUA B YacTH MPOUEAYp PETUCTpPAllMd M SKCIEPTHU3HI,
BHECECHMS] U3MEHEHHI B PETUCTPAIMOHHOE JOChE M MPOBEICHUS HCTIBITAHUN
MEIUIMHCKUX U3JCIINM.

JlanpHelilliee  COBEPIICHCTBOBAHME TpeOOBaHUWM K  OOpalleHUIO
OTJIETFHBIX BUJOB MEIUIIMHCKUX WU3JCIUNA M OIEHKE CUCTEMbl MEHEIKMEHTa
KauecTBa TAKUX MEAUITUHCKUX WU3ICIINN:

MEIUIIMHCKUX M3, KOTOPhIE M3TOTOBIEHBI MO WHIWBUIYATHHBIM
3aKa3aM MAIMEHTOB U MPEIHA3HAYCHBI 111 UMIUTAHTAIIUU B TEJIO YEJIOBEKA;

MEIUITMHCKUX H3ACIIUMA, KOTOphIC MpEeAHA3HAUYCHBI I JHAarHOCTHKU
3a00J1€eBaHUN MyTEM MPOBEACHUSI MCCIEIOBAHUN 00pa3lioB OMOJIOTHYECKOTO
MaTepuanga 4YellOBeKa BHE €ro OpraHu3Ma, H3TOTOBICHBI B MEIUIIMHCKOM
OpraHu3alliil ¥W TPUMEHSIOTCS B  HW3TOTOBUBIIEH WX  MEAUIIMHCKOU
OpraHu3aliy, HalpuMep, PEareHTOB U HAOOPOB IS ONpEACIICHUs] aHAUTOB
JUTISL TUArHOCTUKHY in Vitro; peareHToB 00IenadopaTOpHbBIX IS AUArHOCTHKU
in vitro, ATATEIbHBIX Cpel, 00I1eTa00paTOPHOTO 000PYAOBaHUS, EMKOCTEN
(koHTEHHEPOB) Uil MPoO M 00IEeTadopaTOPHBIX PACXOIHBIX MaTEPHANIOB;

AHAIM3aTOPOB I JUATHOCTUKU [N VIIro.



23

IIpu3znanue B TrocydapcTBax, He sBIAomUXcsS uieHamu (Coro3a,
pe3yJIbTaTOB MPOBOAMMON B pamkax (Coro3a OIEHKH CHCTEMBI MEHEIKMEHTA
Ka4yeCTBa MPOU3BOJICTBA MEIUIIUHCKUAX U3MICIINH, a B TAIBHEUIIIEM PETUCTPALIAN

MEIUIMHCKUX U3CIIUI.

2. Bomnipocsl o6patiienust MEAUITMHCKUX U3IETUNA C UCTIOIb30BaHUEM
TEXHOJIOTMI UICKYCCTBEHHOT'O MHTEIIJIEKTA U MEPCOHUPUIIUPOBAHHBIX
MEIUIMHCKUX U3ACNIUN (BKIIOYasi U3TOTaBIMBAaEMbIE C UCIIOIH30BAHUEM
aJIUTUBHBIX TEXHOJIOTHI1), 8 TAK)KE UCIIOJIb30BAHUE MOJIETIEH HUPKYISIPHOU
YKOHOMUKH (3KOHOMUKH 3aMKHYTOTO IIMKJIa) B cpepe oOpaleHus
MEIUIIMHCKUX U3/ICITAN

PoiHOK ucKyccTBeHHOro wuHTewiekTa (nmamee — W) oxBarbiBaeT
3HAYUTEJIBHOE YHCJIO PAa3JIUYHBbIX CErMEHTOB. HeEKOoTopble MNpPOIYKTHI U
IPOJIYKTOBBIE JIMHEHKH SIBISIOTCS  Oojiee  Y3KOCMEUUATU3UPOBAHHBIMU
(HampuMep, HHTEIUICKTyaldbHbIE CEPBUCHI MEJUIIMHCKON JUAarHOCTUKH),
OCTaJIbHBIE MOTYT aIallTUPOBATHCS I IIUPOKOTO CIIEKTpa 3a1ay.

BOJMBIIMHCTBO TPOAYKTOBBIX JIMHEEK OOBEAUHSAIOT IPOTPAMMHBIE,
arrmapaTHbIC U CEPBUCHBIE KOMIIOHEHTHI, YTO MTO3BOJISECT PAa3BUBATH CMEXKHBIC
MPOAYKTBI JUIA PA3JIMYHBIX IPUWIOKEHUM. B cerMeHTax TrOpU30HTaJIbHBIX
MPOAYKTOBBIX JIMHEECK JOMUHUPYIOT MPEUMYIIECTBEHHO KPYIIHbIE KOMIAHUM
nudpoBoil uHAYCTpUU. MeHbINEH KOHIIEHTpPALUE OTJIMYAIOTCS PBIHKU
c Oojee BBIPAXKEHHOM CEKTOPAJbHOW CHEUU(PUKONW, B Pa3BUTUU KOTOPBIX
aKTUBHO YYaCTBYIOT MPO(UIbHBIC UTPOKHU (KOMITAHUH, YHUBEPCUTETHI U JIP.).

BHuenpenune npoaykToB u cepBUCOB Ha 0CHOBE M mo3BosieT MOBBICUTH
3¢ (PEeKTUBHOCTh JEATETBHOCTH IO TaKUM I[OKa3aTessiM, KakK CKOPOCTb
(CoKpallleHHe CPOKOB BBINOJHEHHUS MPOLIECCOB, MPUHATUS PELICHUNA U JIp.),
KaueCTBO (COBEPIICHCTBOBAHNE MOTPEOUTEIHCKUX XaPAKTEPUCTUK MTPOTYKIIMH

H CCPBUCOB, YJIYUIICHHC KIHMCHTCKOI'O OIIblITa H I[p.), 00OBEKTUBHOCTD

(YMEHBIIICHHE KOJUYECTBA OMIMOOK, BBI3BAHHBIX YEIOBEUECKUM (PAKTOPOM),
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sKOHOMHUYECKasT 3DPEKTUBHOCTH (POCT JOXOJOB M COKpAIlEHHWE PACXOOB),
nepcoHanu3anus  (popMupoBaHME ~ UHAUBUIYAIbHBIX  MPEAJIOKEHUN).
B cdepe 3npaBooxpaHeHuss — 00ecreunTh 3aaqyu M0 aHaIu3y MEAUIMHCKUX
CHUMKOB JUIsl ONpPEAENICHUs NaTOJIOTHH, MEPCOHAIbHbIE PEKOMEHAAMU IO
npouIaKTUKe 3a00JI€BaHUM, MPOTOKOJIUPOBAHNE MEAUIIMHCKUX JOKYMEHTOB,
«BTOPOE MHEHUE» JJIsl Bpaya.

PerynmupoBanue oOpaileHus MIPOrPaMMHOTO obecrnieueHus
C UCII0JIb30BaHUEM TexHoJiorun MUY no3soaut co3nars:

miat@opMbl ¢ HaOOpaMM JaHHBIX, HEOOXOJMMBIX JUIsI OOydeHWUS,
TECTUPOBAHUS U MTOCJIEIYIOIIEr0 KOHTPOJIS;

MEXaHU3Mbl  ONEPATUBHOTO BHECEHUS HW3MEHEHUHM B  BEpPCHHU
IPOrpaMMHOI0 MPOAYKTA;

YCIOBUSI JJI1  TMOCTPErMCTPALlMOHHOIO MOHUTOPUHTAa C  Y4YE€TOM
0COOEHHOCTEHN TaKOM MEIULMHCKON NPOAYKIUU;

MEXTOCYJAapCTBEHHBIE CTaHAAPTHI, OOECIEeYMBaAIOIINEe TPEOOBAHUS K
TaKOW MEIUIIMHCKON MPOayKIIUU (TPU HEOOXOAUMOCTH).

B 2021 roay mo pe3ynbTatam HcclaeqoBaTeNbCKOM paboTsl BecemupHas
opranmzanusi 3npaBooxpanHenuss (BO3) mnpeacraBuna qokian  «ITUKa
u ynpasienne MM B mHTepecax 310poBbsi» U PykoBoncrBo BO3 mo stuke
U yrhpasiieHHto wucnosb3oBanueM MU B 3npaBooxpanenun («Ethics and
governance of artificial intelligence for health: WHO guidancey).
B ykazannom PykoBoacTtBe oT™Meuaercs, yTo ucnonb3oBanue MU B mequimue
uMeeT OOJIbllIMEe MEPCIEeKTUBbI U OyJeT crnocoOCTBOBATH TOMY, YTO OOJiblle
JaoJe B MUpe OyIyT MOJydaTh JNOKHYIO MEAMIIMHCKYIO MoMolls. Bmecrte
¢ tem BO3 noguepkuBaeT pucku, CBI3aHHbIC C ucnoab3oBanueM MU, kotopeie
MOXHO  MHWHUMH3UPOBATh C  TOMOIIBID  OMNPEAEICHHBIX  ATUYECKUX

npuHiuUnos NUN.
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MoxHo otMmeruTh npuHarue bonbmoin cemepkoit G7 B 2021 ronmy
2 nokymeHTOB 1o ynpasieHuto MM B obiactu 3apaBoOXpaHeHUs], KOHEUHOU
LEJIbI0 KOTOPBIX SBIIAETCS d3(PPEeKTUBHOE U 0€30MaCHOE JIEYEHUE NALUEHTOB:

CTparernyeckuii  JAoKymeHT «Pe3ynpTaT 1: TOpUHUOUIBI  OLICHKU
MEIUIMHCKUX YCTporcTB ¢ MU niin MamuHHBIM 00y4eHUEM JIJIsi 0OeCIIeueHHS
6e3omacHocTH, 3P HEeKTUBHOCTH U dTUYHOCTH» («Deliverable 1: principles for
the evaluation of artificial intelligence or machine learning-enabled medical
devices to assure safety, effectiveness and ethicality»), koTopblii HanpaBieH
Ha ONpe/eNieHUuEe MEepPeOBON MPAKTUKU KIMHUYECKOW OLEHKH MEIUIUHCKHUX
ycTtporictB ¢ UM unu mammaabiM 00yuenueM (AI/ML);

CTpPATerMYeCKUil JOKyMEHT «Pe3ynprar 2: NpPUHUMIIBI OANEPKKH
pa3paOOTKU U pa3BEPTHIBAHUS MEUIIMHCKUX YCTpoilcTB ¢ UM uiiu MalimHHBIM
oOy4eHHeM B paznyHbIX opucaukinusax» («Deliverable 2: principles to support
the development and deployment of artificial intelligence or machine learning-
enabled medical devices across jurisdictions)), KOTOpbI HAalPaBJIEH HAa OLICHKY
OPUTOJHOCTH  MEOUIMHCKUX  YCTPOMCTB ¢  moadepxkkoit  AI/ML,
pa3paboTaHHbIX B 01HOU cTpane G7, niis pa3BepThIBaHUS B IPYTUX CTpaHax —
yuyactunax G7.

BBICOKOTEXHOJIOTMYHOE HAIpaBJI€EHWE MPOU3BOJICTBA COBPEMEHHBIX
MaTepUalOB COCTABJISAIOT AJJWTHUBHBIE TEXHOJOTWUH, KOTOPBIE HMEKOT Psij
OpeUMMYUIeCTB  Mepel  TPAJAWLUMOHHBIMU  CIOcOOaMU  MPOU3BOJICTBA.
OHU MO3BOJISIIOT COKPATUTh CPOKM BBIBOJIA Ha PBIHOK HOBBIX MPOJYKTOB,
CHU3UTH 3aTpaTbl HA MEXAHUYECKYI0 00pabOTKy, YBEIWYUTh KOIP(PUIIHUEHT
UCIIOJIb30BaHUs MartepuajoB u Ap. HaumOonblmid copoc Ha aaJuTHBHBIC
TE€XHOJIOTHH IPEIBABISIIOT BBICOKOTEXHOJIOTUYHBIE oTpaciu

IIPOMBINLUICHHOCTH, TaKHMC KaK IIPOU3BOACTBO  BbICOKOTCXHOJOI'MYHBIX
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MEIULUHCKUX W3JeIuid. PBIHOK aJJINTUBHBIX MAaTE€pUAIOB JTHUHAMUYHO
pasBuBaetcs U K 2030 roxy 0KMIAaeTCs ero JeCATUKPATHBIA POCT.

IIo mpennoxxeHuro oOtTaenbHbBIX CTOPOH PacCMATPUBAIOTCA BOIPOCHI
0€30I1acHOCTH MAaTePUAJIOB, U3 KOTOPBIX TPOU3BOIUTCS U3TOTOBJICHUE (I1€YATh)
MEIULMHCKUX  W3JEJIHI, OIEHKM CHCTEMbl MEHEI)KMEHTAa KaudecTBa
MIPOU3BOJICTBA YKA3aHHBIX MEIMUIIMHCKUX W3MIENU, a TakKe BOIPOCHI,
CBSI3aHHBIE C II€JIECOOOPA3HOCTHIO yCTaHOBJIEHUS B npase Coro3a MOJIX0/0B
K MPUMEHEHUIO aJIUTUBHBIX TEXHOJIOTHI B cepe oOpamieHus: MEJUIUHCKUX
U3JICIINA U UX CTaHAAPTU3ALUY.

ITon HUPKYJIAPHOU 3KOHOMUKOH TIOHUMAETCS DKOHOMMKA,
OTJIMYUTEIIBHBIM ~ MPU3HAKOM  KOTOPOM  SBJISETCS  BOCCTAHOBUTEJIBHBIN
U 3aMKHYTBId XapakTep, HalpaBJICHHbIH Ha MHUHHUMM3ALUIO MOTPEOJICHUS
NEPBUYHOTO ChIpbsi U 00BEMOB IEepepadaThIBAEMbIX PECYpPCOB, YTO, B CBOIO
ouepellb,  COIMPOBOXKIACTCA  YMEHBIIEHUEM  OTXOAOB,  OTIPABISEMBIX
Ha 3aXOPOHEHHE.

Peanuzanuss Mozenen LUPKYJISIPHOM SKOHOMHMKHM — IPEIYCMOTPEHA
CrparernueckMMH HanpaBiICHUSMHU pa3BUTHS EBpa3niiCKOM 3KOHOMHUYECKON
unterpanuu 10 2025 rona (nmyskr 4.9 [1nana meponpusituii). MOXHO OTMETUTH
CIEAYIOLIME MOAENHU LUPKYISAPHON IKOHOMHUKH, TPUMEHUMBIE B OTHOLICHUHN
MEIUIIMHCKUX WU3IEIINH.

Mooenv «npoonenue cpoxa ciyxncowbly

Creyer paccMOTPETh C YYETOM MEXIYHAPOJAHON NPAKTUKU (HapuMep,
Ha OCHOBE ONbITa MPUMEHEHUSI MexxayHapoaHoro crangapra IEC 63077:2019
«Good refurbishment practices for medical 1maging equipmenty)

11eJIeCO00pa3HOCTh W HEOOXOAWMOCTh  YCTAHOBIICHHS ~ OCOOCHHOCTEH

2 Mo matepuanam my6nukauu «Pa3BUTHE OTHENBHBIX BHICOKOTEXHOIOTMUHBIX HAMPABIEHHIL.
bemas xkanra» — M., 2022.



27

peryaupoBaHuss  oOpaleHuss  MEIUIIMHCKOM  TEXHHUKH, I1OJBEPIIICHCS
PEKOHCTPYKIIUH.
Mooenv «6occmanosienuss MeOUYUHCKUX U30EULLY

[ToHsiITHE «BOCCTAHOBIICHHOC MEIUIIMHCKOE HM3JICIINE» OTHOCHTCS
K OJHOPA30BOMY MEIUIIMHCKOMY H3JCIINI0, KOTOPOE OBLIO TIOJBEPTHYTO
JTOTIOJTHUTEILHON ~ MPOMBINIJIEHHOW ~ 00paboTKe I eme  OJHOIO
ucrnosbp3oBanus. CiaeayeT pacCMOTPETh C YUYETOM MEXIYHAPOIHOW MPAKTUKH
LEJIeCOO00pPa3HOCTh U HEOOXOAMMOCTh  YCTAaHOBJIEHUS  OCOOEHHOCTEM

pEryJIMpOBaHUs 0OpAIlCHUS ISl JAHHOTO TUIA METUIIMHCKUX U3JICTUH.

3. JlanpHeiinee COBEPIIICHCTBOBAHNE U ONITUMU3AITUS IU(PPOBBIX
MIPOIIECCOB MPU PETUCTPAIIUH B OOpaleHUH MEAUIIMHCKUX H3ACIIHHN B 1IEIIIX
YIIPOIICHUS OM3HEC-TIPOIECCOB B TocyaapcTBax — wieHax Coro3a

JlanbHeliliee COBEPIICHCTBOBAHUE U ONTUMU3AIUs UHGOPMAIIMOHHOTO
poCcTpaHCTBa B cdepe oOpalleHuss METUIMHCKUX U3JeTUd MPOBOJAUTCS
B LICJIAX:

obecrieyeHrsT MPEEMCTBEHHOCTH TPOIecca KIMHUYECKUX MCIBITAaHUM
(uccnenoBaHW) MEOUIIMHCKUX M3JCIUN, a Takke oOecmedeHus ux
Ka4€CTBEHHOT'O MTPOBEICHUS U PACCMOTPEHHUSI BO3MOXKHOCTH CO3/IaHUS peecTpa
KJIMHUYECKUX HUCCIICNOBAaHUN MEIUIIMHCKUX U3aeui B Coro3e;

ONTUMM3ALUK ITU(PPOBBIX MPOLECCOB TMPU PETUCTPALIMU U OOpalleHUU
MEOUIIMHCKHUX U3JICIINN;

MepeBojia  OpPOUEAYpbl  PETUCTPALMA  MEOUIMHCKUX  W3ACIUU

Ha peCCTPOBYIO MOACIIb.

V. PACIIMPEHUE MHTEI'PALIMN OBIIEI'O PBIHKA
MEJUILTNHCKUX U3JEJIN1 COIO3A B MEXIYHAPO/HbBIM PBIHOK

Komuccueit MPpOAOJIKHUTCS pa60Ta MO0 rapMOHU3AIMN U aAKTyaJIn3allnun

npaBa Coro3a B cdepe oOpaiieHUsS MEAUIMHCKAX W3ACIUNA C yICTOM
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pekoMeHnanuii  MexayHapoaHoro ¢GopyMa peryysiToOpoB  MEIUIMHCKUX
u3nenuii (IMDREF).

[IpogomkuTCst pa3BUTHE B3aUMOJICUCTBUS TOCyJapcTB — uieHOB Coro3a
u rocynapctB HaOmtonmarenei (Coro3a MO rapMoHU3alUM  TpeOoBaHUM
K OILIEHKE MEIUIMHCKUX M3, 4TO OyJIeT CIocOOCTBOBATH MPU3HAHUIO
naptHepamu Coro3a M TPETBUMH CTpPaHaMU PE3YJIbTATOB OLIEHKA CUCTEMBI
MEHE/PKMEHTa KaueCTBa MEIUIIMHCKUX U3JICTU, a TaKKe UX 0€30MacHOCTH U
3 PEeKTUBHOCTH.

[Inanupyercst pacummpeHue KoHCyibTanuii mo mnpaBy Coro3a B cdepe
oOpamieHusi MEIUIMHCKUX U3JICTUNd C 3aWHTEPECOBAHHBIMU TPETHUMH

CTpaHaMH.




