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O Konuemmm pa3BuTHi 00mIero phiHKa MEIUIMHCKAX H3AeIMi B paMkax EBpasuiickoro
3KOHOMHYECKOI'O COI03a

Pacnopsxenne EBpasuiickoro MexnpasurensctBeHHOro Cosera ot 15 aBrycra 2025 roga Ne
10.

B nensix peanuzanum nyHkra 4.10.1 Crparerndyeckux HampaBiICHUU pPa3BUTHS
€BpPA3UMCKON JKOHOMHMYECKOW wuHTerpauuu no0 2025 roma, yTBepkICHHBIX Pemennem
Briciiero EBpasutickoro skonomuueckoro coBera ot 11 mexadpst 2020 r. No 12:

1. Ono6puth Konueniuio pa3BuTHsi 00IIETO PhIHKA MEAUIIMHCKUX U3ACIUN B paMKax
EBpa3niickoro 3kOHOMHUYECKOTO COK03a.

EBpa3niickoil 5JKOHOMUYECKONH KOMHUCCUM Pa3MECTUTh yKa3zaHHyw KoHuenunurio Ha
odurmanbHOM calite EBpazniickoro 3KOHOMUYECKOTO COI03a.

2. IIpaBuTenbCTBaM rocyJapcTB - 4iICHOB EBpa3uilcKOro 3KOHOMHYECKOTO COKO3a U
YIOJHOMOYEHHBIM OpraHaMm B c(epe oOpallleHHs MEAMIMHCKUX H3AENIHM TOoCylapCTB -
yieHOB EBpa3uiickoro 3KOHOMHUYECKOTO CO03a PYKOBOACTBOBaThCA KoHIenuueil pazButus
00111eT0 pPhIHKA MEIUIIMHCKUX U3JIeNUid B pamkax EBpa3uiickoro s5KOHOMHUYECKOTO COI03a B
HEJSX PA3BUTHS OOIIETO PhIHKA MEIUIIMHCKUX U3JCIUN.

3. Hacrosmee pacnopsbkeHHe BCTyINaeT B CHIIY C JIaThl €ro omyOJMKOBaHHS Ha
odurmanbHOM calite EBpaznuiickoro 53KOHOMUYECKOTO COI03a.

Unensl EBpasniickoro MeXIpaBUTEIHCTBEHHOT'O COBETA.

Or Or Or Or Or

Pecny6mixn Pecrry6mixu Pecmy6mixu Keiprersckoit Poccuiickoit

Apmenus Benmapycs Kazaxctan PecmyOmixu Denepanun
OJIOBPEHA

pacnopsbxenueMm EBpazuiickoro
MEKIPaBUTENLCTBEHHOTO COBETA
ot 15 aBrycra 2025 roga Ne 10

KOHITEMIAS

Pa3BUTHA 00IIETO PhIHKAa MEIVIIMHCKHAX W3/ B pamkax EBpa3uiickoro 3kOHOMHIECKOr0 COK03a
I. BBEIEHUE

Hacrosmas Konuenimust pa3Butusi 001mero perlHKa MEAUIIMHCKUX U3/ B paMKax
EBpazuiickoro 3Kx0HOMHUYECKOro Cor03a (J1ajiee COOTBETCTBEHHO - KoHIeniusi, 001muii ppIHOK
MenuiuHckux usaenuit, Cows) pazpabotana B mensx peanusanuu nyHkra 4.10.1 Ilnana
MeponpuiITui 1no peanu3zanuu CTpaTerHuyeCKUX HANpaBICHUW Ppa3BUTUA €BPAa3UKUCKOU
AKOHOMMYECKOW uHTerpauuu A0 2025 roma, yTBepKIEHHOro pacnopsikeHuem Coera
EBpa3uiickoii s3koHOMUYeCKOM Komuccuu oT S5 anpenst 2021 r. Ne 4.



Crparernueckas uenb u 3a1aun Hacrosmed Konuenunn ykazansl B pazzaene [11.

II. COBPEMEHHOE COCTOSIHUE PBIHKA MEJTUITMHCKHX W3JIEJTAIA B PAMKAX
COIO3A

1. O6bem 1 THHAMHKA crrpacnn1

1 ITo matepuanam nokiana "PbIHOK MEIUIIMHCKUX U3JCTUN U U3JEIIUM, MPUMEHSIEMBbIX
Npu OKa3zaHuu MeauiuHckoil momomu, EADC (2018 - 2021 rr.)", moaAroToBIEHHOIO
EBpa3zuiickoii 3KOHOMHUYECKOW KOMHUCCHUEH.

JI71s1 OLIEeHKH OTPaCIu UCIIOIb30BAJICS aHAIN3 BHEIIIHETOPTrOBOM AESATEILHOCTH TOCYIaPCTB
- yyieHoB Co103a B OTHOIIEHWH MEAUUMHCKUX u3aenuii 3a nepuoy 2018-2021 rr. 3meHenusl,
MIPOU3OIIEIINE B pe3yJIbTaTe BBEJCHUSI MEP SKOHOMHYECKOIO JIaBJICHUS B OTHOIICHUU psiJia
rocygapctB - ujgeHoB Coro3a B 2022-2023 rr., B CBSI3U C OTPAHUYEHHUEM JOCTyINa K
CTaTUCTUYECKOW nHpOpMallUK B HACTOSIIEM ToApaszene Konueniuu He paccMaTpUBaIOTCH.

Bcero mpu ananuze 0bu10 paccMoTpeHo 20 TOBapHBIX TPYII MPOAYKIIMH MEIUITTHCKOTO
HazHadeHus 110 4 3Hakam TH BO/JI.

ITo utory 2021 roma o6opoT rocynapcts - wieHoB Cor3a BO BHEIIHEN TOProBje
TOBapaMM MEIMIMHCKOTO Ha3HadyeHus mnpesbicua 10,2 Mapa Aoiul., 4TO MOPEB3OLLIO
nokaszatenu 2020 rona Ha 4,4 %, a 6azucHblid npupocT Kk 2018 roxy cocrasun 21,8 %. Ilpu
ATOM CPEIHET0JI0BOM MOKA3aTellb MPUPOCTa OCTaHOBUIICA Ha oTMeTke 6,8 %. Beero ¢ 2018
rojia 00beM TOBapooOOPOTa B CTOMMOCTHOM BBIPAKEHUU YBETUYMIICS Ha 1,8 Mapa 0.

OcHOBHas 4acTh JAHHOW CyMMBI, 10 87,6 %, mpuuack Ha UMIIOPTHBIE ONEpalnu, U
coctasuina 9,0 mupa gosut. Ha npotsbkenun Bcero nepuoga ¢ 2018 mo 2021 rox ormeuancs
pocT 00BEMOB MOCTaBIAEMON B rocyjapctsa - wieHbl Coro3a NpOIyKIMKU MEIUIIMHCKOTO
HazHaueHus. B 2021 roxy 611 otmMeuen npupocT B 3,3 % k 2020 roxy, a 6a3ucHbIi pOCT K
2018 roxy noctur 26,3 %, TeM caMbIM CpEIHETOIOBOM MOKa3aTenb mpupocrta cocraBui 8,1 %
. Takum 006pa3oM, B CTOMMOCTHOM BBIPAXXEHUH HMIIOPT B PaCCMAaTPUBAEMbIA MEPUO/T
npubaBwi noutu 1,8 Mapa A0J1., a €ro 10 B ToBapooboporte yennumiack ¢ 84,5 % a0
87,6 %.

B oTHOLIEHNH DKCIIOPTHBIX ONEpalMil ¢ TOBAPAMU MEIUIMHCKOW HAIpPaBJICHHOCTH B
nepuoy 2018-2021 rr. Habmroganack nomnepemMenHas auHamuka. Tak B 2019 u 2021 romax
HaOII0/1aIcA POCT TMOKa3aresie K npeapiaymemy roay Ha 5,1 % u 12,8 % cooTBETCTBEHHO.
Opnako OasucHbId mokasarenb 2021 1. k 2018 r. cocraBma -2,6 %. B croummocTHOM
BBIPAKEHUU 00BEM IKCIIOPTHBIX ONEPAIMil IO UTOTaM pacCMaTPUBAEMOr0 MepUoa MOTePs
ooniee 0,03 mipa q0UL., ONMYCTUBIIMCH C OTMETKU B 1,3 mupa nomn, B 2018 roay mo 1,27
mipa goiut, B 2020 roay. JlanHbie koeOaHus IPUBETU K CPEAHETOA0BBIM MTOKa3aTensam B -0,9
%. Ilo utory 2021 roaa m0Jist 3KCIOPTHBIX ONEpaIfii B TOBAPOOOOPOTE TOCYIAPCTB - YICHOB



Coro3a cokpatunack a0 12,4 %, B To Bpems kak B 2018 rogy 3ToT mokasarenb ObLI paBeH
15,5 %.

B paccmarpuBaemMblii IEPUOJ OTUETIMBO HAOIIOAIIOCH CHUKEHHE TOPTOBOTO Callbli0
rocyaapcts - uieHoB Coto3a. Eciiu B 2018 roay oTpuniarebHOE CalibJio TOCYIapCTB - YJICHOB
Coro3a coctaBisio -5,8 mup 10, To o utoram 2021 roja JaHHbBINA MOKA3aTeNlb BIPOC J10
-7,8 mapa posut. JlaHHas TEHJEHIMS YKa3bIBaeT Ha POCT 3aBUCUMOCTH TOCYJapCTB - YJICHOB
Coro3a 0T UMIOPTHBIX MOCTABOK TOBAPOB MEIUIIMHCKOTO Ha3HAYEHUS, IPU ATOM PBIHKU
TPEThUX CTPAH HE HAPAIIUBAIOT O0BEMBI 3aKyNa€MON Ha TEPPUTOPUU TOCYAAPCTB - UJICHOB
Coro3a npoAyKIMA MEIUIIMHCKOW HAMPaBICHHOCTH.

[To utory 2021 romga OCHOBHBIMM TOBapHBIMHU TPYyIIaMH, 3aHABIIMMH JTUJUPYIOIIHE
MO3UIIMU B UMIIOPTHBIX OINEpaIMsIX TOCyAapcTB - uieHOB Coro3a, CTaIN CIIEIyIOINE:

1. Koxr TH B3/] 9018 - npubophl U yCTPONUCTBA, MPUMEHSIEMbIC B METUIINHE, XUPYPTHH,
CTOMATOJIOTUU WJIM BETEPUHAPUM, BKIIOYAs CIUHTUTpadHUUecKyro anmnaparypy, anmnaparypy
ANEKTPOMETUIIMHCKYIO MPOYYI0 U TPUOOPHI 11l uccieaoBanus 3perus. B nepuon 2018-2021
IT. HAOJIOJAJICS POCT MMIOPTHBIX OINEpanuil 1mo JaHHOW ToBapHOW rpynme. Ilpu sTom
0a3ucHbll mokazaTenb npupocta k 2018 romy Ha konen nepuoga goctur 34,7 %, a
CpeHero0BOM mokaszarelb 3akpenumics Ha otmeTke 10,4 %. 1o utory 2021 roga momist 3Tux
TOBAapOB B CTPYKType uMmIopta coctaBwia 33,6 %, 4TO B CTOMMOCTHOM BBIPaXECHUHU
cocTtaBuiio 3,0 MiIpa JOJLI.

OCHOBHBIM UMITOPTEPOM CPEAU TOCYAAPCTB - uieHOB Cor03a TOBAPOB JAHHOU I'PYNIIbI B
2021 romy crana Poccuiickas ®denepanus, kotopas 3akynuia okoyno 86,9 % ot Bceit
UMIIOPTUPOBAHHON MPOJAYKIIMKU Ha cymmy 2,5 miupn nomi. Pecny6nuka Kazaxcran
MMIIOPTUpOBaja JaHHOU npoaykiuu Ha 284,4 muH nomi. (9,4 %), Pecnybnuka benapycs - Ha
173,4 mun gomnn. (5,7 %), Pecnybnuka Apmenus - Ha 38,7 mun nomt. (1,3 %), Keipreizckas
PecnyOnuka - Ha 18,3 mun gomt. (0,6 %).

OCHOBHBIMU TIOCTABIIMKAMU TOBAapOB paccMaTpUBAEMOW TOBApHOW TPYMIbI B
rocynapctea — wieHsl Coro3a B 2021 rony cranmu @PI, nocraBuBmas npoaykuuu Ha 637,0
miH gost, uin 21,0 % ot Bcero oobema, manee ciemxyer KHP -512,7 mun mom. (16,9 %),
CHIA - 416,6 mmn gonn. (13,7 %), Anonwus - 350,0 muta gon. (11,6 %) u Kopes - 170,3 mian
noi. (5,6 %).

2. Kon TH B3/J] 9021 - npucnocoOJeHUsI OpPTONEeANYSCKUE, BKIIOYas KOCTBHUIH,
XUPYpPrUYeCKue PEMHM M OaHJaXW; IIMHBI M MPOYUE MPUCIOCOOICHUS IS JICUCHUS
MEePEJIOMOB; YaCTH Tejla UCKYCCTBEHHBIE; allllapaThl CIyXOBbIE U MIPOYUE MPUCTIOCOOTICHHUS,
KOTOpPBIE HOCATCS Ha cebe, ¢ cOO0M WM UMIUIAaHTUPYIOTCS B TEJIO JJISI KOMITEHcaIuu aedexra
opraHa iy ero Hepadborocnocodnoctu (9,3 % / 0,9 mapx mom.).

OCHOBHBIM UMIIOPTEPOM MPOAYKIIMU JAHHOW ToBapHOU rpynibl B 2021 roay siBisiiach
Poccuiickas ®epepauusi, kotopas 3akynwia Oosnee 82,2 % OT BceX BBE3EHHBIX Ha
TaMOXeHHY10 Tepputoputo Coro3a paccMaTpuBaeMbIX TOBAPOB Ha cyMMmy Oomee 773,4 MiH
nomt. Cpeau mpouwx rocygapctB - wieHOB (Coro3a CyHIECTBEHHBI 00BEM IMOCTaBOK



npuiencs Ha Pecriyonuky Kazaxcran, monst koropoii coctaBuia 10,1 %, 4To B CTOMUMOCTHOM
BBIP@KEHUU ObUIO 3KBUBaJICHTHO 95,2 muH noui. B Pecny6nuky benmapychk mocTtaBiieHO

tToBapoB Ha 50,9 muH noin. (5,4 %), B Peciybnuky Apmenus - Ha 17,5 ot nomt. (1,97 %), a
B KbIpreizckyto PecniyOnuky - Ha 3,9 MitH 0Ju1., 9TO SKkBUBajieHTHO foiie 0,4 %.

OCHOBHBIMU TOCTABIIMKAMU TOBapOB pacCcMaTpUBAEMOW TOBApHOW TPYMIBI B
rocyaapctsa - wieHsl Coro3a B 2021 roay cranu CIIA, nocraBuBirde Npoaykiuu Ha 186,7
MIH goJut, win 19,8 % ot Bcero o0vema, nanee cieayer OPI - 113,6 miu gomn. (12,1 %),
WNpnangus - 107,3 mun nonn. (11,4 %), Kopes - 84,9 mun nomn. (9,0 %) u UBeiuapus - 73,9
MITH 1oL, (7,9 %).

3. Kog TH B3/[ 902 7 - npubops! u anmnapatypa uisi PU3ndecKoro Win XUMUIECKOTO
aHanu3a (HampuMmep, MOJISIPUMETPhI, pehpPaKTOMETPHI, CIIEKTPOMETPHI, Ta30aHAIN3aTOPbI);
MpUOOPHI U anmnaparypa JJisi U3MEPEHUs WIH KOHTPOJISI BA3KOCTH, HOPUCTOCTH, PACIIUPEHUS,
MOBEPXHOCTHOTO HATSKEHUS WM aHAJIOTMYHbIE; TPUOOPHI U anmaparypa s U3MEPEeHUs UId
KOHTPOJISl KOJIMYECTBA TEIJIa, 3ByKa WK CBETa (BKJIOYas SKCIIOHOMETPHI); MUKPOTOMBI (9,3
% /0,9 mapna nomn.).

OcHOBHasi 4acTh MMIIOpPTa paccMaTpUMBAEMbIX TOBApOB MpulIach Ha Poccuiickyio
®enepanuto. Ee nons cocrasuna 86,0 % wnm 793,2 mun goit. Cpeau npoyux rocy1apcTs -
yieHoB Coro3a CyIeCTBEHHbIN 00beM MOCTaBOK mpuiencs Ha Pecnybnuky KazaxcraH, qois
KoToporo cocraBuia 8,1 %, 4To B CTOMMOCTHOM BBIPaKCHHH OBLIO KBHBAJECHTHO 74,8 MITH
not. B PecnyOnuky benapych mocraBieHo ToBapoB Ha 43,3 muu gomt. (4,7 %), B
Pecniyonuky Apmenus - Ha 8,5 muH goi. (0,9 %), a B Keipreizckyro Pecnyonuky - Ha 2,8
MJTH JIOJII., YTO SKBUBaJIeHTHO goJie 0,3 %.

OCHOBHBIMM TIOCTABIIMKAMH TOBAapOB pPacCMaTpUBAEMOW TOBApHOW TIPYNIIBI B
rocynapctsa - uieHbl Coro3a B 2021 rony cranmu CHIA, noctaBuBLIne npoaykiuu Ha 195,7
MIH qoiut, uian 21,2 % ot Bcero oobema, aanee cieayer OPI - 171,8 man gomn. (18,6%),
KHP

115,1 v nomn. (12,5 %), SAnonus - 101,6 mun gomt. (11,0 %) u Auraus - 43,5 muH
nomt. (4,7 %).

4. Kox TH B2/] 9022 - annmapaTypa, OCHOBaHHasl Ha MCIIOJIb30BAHUN PEHTTE€HOBCKOTO,
anb(a-, 0eTa- UIM ramMMa-u3aydeHUs, NMpelHa3HAYCHHAs] WU HE TpeJHa3HauyeHHas s
MEJIUIIUHCKOTO, * XUPYPTHYECKOTO, CTOMATOJOTHYECKOT0 WJIM BETEPUHAPHOTO
HCIIOJIB30BaHUs, BKJIIOUAs anmnapaTypy peHTIeHOTpapuUecKyto Wik paJuoTepareBTHIECKYIO,
PEHTIEHOBCKHE TPYOKH M MPOUYME TeHEepaTOpbl PEHTICHOBCKOTO H3Iy4YCHHS, T€HEPATOPHI
BBICOKOTO HaMpsKeHUs, IIUThI W MYJbTHl YIpaBJIEHUS, IKpaHbI, CTOJbI, Kpecia u
aHaJOTHYHBIC U3JIeNHs IJIs1 oOcienoBanus wiu jgederust (9,3 % / 0,8 mupa goi.).

Bonbie Bcero ToBapoB ganHo# rpynmbl B 2021 roay Obuto BBe3eHO B Poccuiickyio
®epnepanuio Ha cymMmy 673,5 MITH 10U, yTO cocTaBmiio 80,5 % OT BCeX MMIOPTUPOBAHHBIX
TOBApOB JaHHOU rpytiIibl. Cpeau NpodrnX rocyapcTs - uieHoB Coro3a CyIlecTBeHHbI 00beM
nocraBok npwuiiescs Ha Pecnyonuky Kazaxcran, gonst koroporo coctaBuia 11,7%, uto B



CTOMMOCTHOM BBIpaKEHHH ObUTO dKkBUBaJeHTHO 98,1 muH gomi. B PecnyOnuky bemapych
MOCTaBJICHO ToBapoB Ha 53,3 muH aoi1. (5,2 %), a B Pecniyonuky Apmenust u KeIprei3ckyro
Pecny6nuky - Ha 9,0 muta moi. (1,1 %) u 2,9 Mo nomn. (0,3 %) COOTBETCTBEHHO.

OCHOBHBIMU TIOCTABIIMKAMU TOBApOB paccMaTpUBAEMOW TOBApHOW TPYMIBI B
rocynapctsa - wieHsl Coro3a B 2021 roay cranu ®PI', nocraBuBmne npoaykuuu Ha 155,7
MiIH ot wik 18,6 % ot Bcero oobema, nanee cieayer CIIA - 147,4 muu nomn. (16,3 %),
KHP - 120,2 mun gomn. (14,4 %), Anonus - 112,7 mun gomn. (13,5 %) u Kopes - 71,8 mun
noi. (8,6 %).

5. Kox TH B3/[ 9019 - ycTpoicTBa 1yl MEXaHOTEPAIIUM; aIlllapaTbl MAaCCAKHBIE;
anmaparypa JJis IICUXOJIOTHYECKUX TECTOB JIJIsl OTPE/IeTICHUsS] CTOCOOHOCTEH; anmaparypa s
030HOBOM, KHUCIIOPOJHOU U a’3pO30JIbHOM Tepanuu, UCKYCCTBEHHOTO JbIXaHUS WIM Mpodvas
TepaneBTUYEeCKas apixateiapHas anmaparypa (5,1 % / 0,5 mupa mo.).

B 2021 rogy ocHoBHOI 00beM TOBAapOB JaHHOW TPYIIbl ObLT BBE3eH B Poccuiickyro
Oenepanuro Ha cymmy 660,6 MITH A0JUT., 4TO cocTaBwiIO 77,7 % OT BCEX UMIIOPTUPOBAHHBIX
TOBApOB JaHHOU rpytiIbl. Cpeau NpovrnX rocyaapcTs - uieHoB Coro3a CyIecTBeHHbIA 00beM
nmocTaBok mpuiesnca Ha PecnyOnuky KazaxcraHn, nosst kotoporo coctabmia 19,2 %, uto B
CTOMMOCTHOM BBbIpakKeHUU ObIJI0 dkBUBaJIeHTHO 163,0 muH monn. B PecyGnuky benapych
nocTasjeHo ToBapoB Ha 13,8 muH nomi. (1,6%), B Keipreizckyto PecniyOnuky - Ha 8,5 muiH
noin. (1,0%), a B Pecrrybnuky Apmenus - Ha 4,1 MITH 7105101, 4TO SKBUBajieHTHO nosie 0,5 %.

OCHOBHBIMM TIOCTABIIMKAMU TOBAapOB pacCcMaTpUBAEMOW TOBApPHOW TPYMIIBI B
rocynapctsa - wieHsl Coro3a B 2021 roxgy cranu KHP, nocraBuBmas npoaykuuu Ha 210,9
MJIH J10Ju1, uiu 46,2 % ot Bcero oobema, panee ciaenyetr OPIC - 77,7 mun nomt. - 24,1 MiH
nomt. (5,3 %) u Utanus - 17,2 mue o (3,8 %).

ITo pesynbraram 2021 roga oOmias a0 UMIIOPTA MSATH OCHOBHBIX BBO3MMBIX Ha
TaMOXEHHYI0 Tepputoputo Coro3a TOBapHbBIX MNO3ULMKA cocTtaBuia 68,6 %, 4TOo B
CTOMMOCTHOM BBIpaXe€HUH ObII0 3KBUBaeHTHO 6,2 mupna ot CIHIA. Ilpu stowm,
ocHoBHbIMU mocTaBmukamu craad KHP, ©PI', CIOA wu fnonus. Ctpykrypa TOBapoB
MMIIOpTa MEIMIIMHCKUX U3JENINM Npe/icTaBieHa gajiee Ha pucyHke [-1.
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Pucynok I-1. OcHOBHEIE TOBapH HMITOpTa rocyaapcTs - wieHOB Corosa B 2021 roxy

B otHomeHun sKcrnopTa NpoAYKIMH MEIUIIMHCKOTO Ha3HAYCHUs, IPOU3BEICHHON Ha
TEPPUTOPUU TOCYAApCTB - 4iieHOB Cor03a, MPOBEICHHBIN aHaIu3 CTPYKTYpbl TOPTOBIU B
paszpese 4 toBapHbix 3HakoB TH B3/l mokasan, yto B 2021 rogy OCHOBHBIMM TOBapHBIMHU
rpyIIaMu, 3aHSBIIUMHA JTUIUPYIOLIME TTO3UINHU, CTAIH CIIEIYIOIIHE:

1. Kox TH B2/l 9031 - uzmeputenbHble WIH KOHTPOJbHbIE PUOOPHI, YCTPOUCTBA U
MAalllMHbI, B JPyTrOM MECT€ AAHHOW TI'PYNIbl HE MOUMEHOBAHHbIC UM HE BKIIOYCHHBIE;
npoekTopsl npoduiibHbie. B mepuoa 2018-2021 rr. Habmr0Aa10Ch BOJIHOOOpa3HOE U3MEHEHHE
[I0Ka3aTeNed NPUpOCTa SKCIOPTHBIX OINEpalMil IO AaHHOM ToBapHoW rpynme. [Ipu 3tom
0a3ucHBIM Moka3arenb mpupocta k 2018 roay Ha koHern mnepuoga moctur 7,7 %, a
CPEIHEr0I0BOM MOKa3zaTenb 3aKkpenuicsa Ha otMeTke 2,5 %. [To utory 2021 roaa nons 3tux
TOBApOB B CTPYKType umiopTta coctaBmwia 26,0 %, 4TO B CTOMMOCTHOM BBIPaXCHUHU
coctaBuio 0,3 Mipa AOJLI.

OCHOBHBIM U MPAKTUYECKH €AMHCTBEHHBIM SKCIOPTEPOM CPEAU TOCYJAPCTB - YICHOB
Coro3a toBapoB gaHHoil rpynnbsl B 2021 rogy crana Poccuiickas dexnepanus, MNOCTaBUB B
TPEThU CTPaHBI OKOJIO 94,4 % OT Bcelt mpoaaHHOM 3a pyOex MpoayKIuy Ha cymmy 312,5 muH
nosut. Pecmybnuka Kazaxcran mocraBuia JaHHOM mpoayknuu Ha 5,4 muH gomwt. (1,6 %),
Pecnybnuka benapycs - Ha 12,5 mau qomn. (3,8 %), Pecniyonuka Apmenus - Ha 0,2 MITH 10JUT
. (<0,1 %), Keipreizckas Pecniy6nuka - Ha 0,3 muta goi. (0,1 %).

OCHOBHBIMHU HANpPaBJICHUSMHU IMMOCTABOK U3 rocydapcTB - wieHOB Coro3a TOBapoB
paccMmaTpuBaeMoil ToBapHou rpynnsl B 2021 rogy cranu AJKUp, 3aKyNUBIIHN OPOTyKIIMU



Ha 89,2 muH nomt, uau 27,0 % ot Bcero od0bema, nanee ciueayer Erumer - 53,5 muH goim. (
16,2 %), Nunus - 51,3 mau go. (15,5 %) u KHP -16,3 mun gomn. (4,9 %).

2. Kox TH B2/ 9013 - ycTpoiicTBa Ha XHAKUX KpUCTAIIaX, KpOME H3Jenuid, Oolee
TOYHO ONHCAHHBIX B JPYTHMX TOBAPHBIX MO3MIUAX; JIa3epbl, KPOME JIA3€PHBIX THOJIOB;
npuOOpbl U UHCTPYMEHTHI ONTHUYECKHE MpOYUe, B APYrOM MeECT€ JAHHOW TpyHIbl HE
NOMMEHOBaHHbIE WU He BKItoueHHbIe (23,8 % / 302,8 muH gost.).

OCHOBHBIM JKCITOPTEPOM MPOAYKLNH JAHHOM TOBapHOU rpynnsl B 2021 roxy sBisiach
Poccuiickas ®enepanus, KoTopas MocTaBujia B TPeThU CTpaHbl Oonee 86,8 % ot Bcex
MPOJAHHBIX 3a pyOex TOBapoB Ha cymMmy OoJiee 262,7 muH noii. Pecniy6nuka benapych
cTaja BTOPBIM JKCIIOPTEPOM I10 00OBbEeMaM MOCTaBOK, cocTaBuBmKX 12,8 % wim 38,7 miuH
nosut. Jlonst skcmopTa mpounx rocyaapcts - wieHOB Coro3a o Ha3BaHHBIM ToBapaMm B 2021
roay He nipeBbicuina 0,03 %.

OCHOBHBIMU TIOTPEOUTENSIMH TOBAPOB pacCMaTpPUBAEMOIl TOBApHOW TPYMIbI U3
rocynapcts - wieHoB Coro3a B 2021 roxy cranu KHP, 3akynusmas npoxykuuu Ha 110,6 MitH
nosut. CIIA umu 36,5 % ot Bcero oowseMa, naiee cieayer OPI - 96,3 mun nomn. (31,8%),
CHIA - 24,4 mau nonn. (8,1 %), Maaus - 32,1 mun gomn. (10,6 %) u JIutea - 11,6 MiH mom.
(3,8 %).

3. Kox TH B2/] 9032 - nipubopsl U yCTPOUCTBA JIJII aBTOMATHYECKOT0 PEryJIMPOBaHUS
wim yrpasienus (9,4 % /120,1 mmu gomt.).

OCHOBHBIM 3KCIOPTEPOM MPOAYKIIMU AAHHOW ToBapHOU rpymmsl B 2021 roay siBisiiach
Poccuiickas @enepannsi, KoTopas MOCTaBWJIa B TpeThU cTpaHbl Oojee 94,0 % ot Bcex
IPOJAHHBIX 3a pyOex TOBapoB Ha cymmy 6onee 112,8 mun qomn. Cpeaun mpoYux rocy1apcTs
- unieHoB Cor03a CyIIeCTBEHHbBIN BKJIa]] B AKCIIOPTHYIO CTPYKTYPY pacCMaTpUBAEMbIX TOBAPOB
BHecna PecnybOnuka Kaszaxcran, monst kotopoit cocraBuna 2,5 %, 4To B CTOMMOCTHOM
BbIpak€HUH ObUTO HKBUBAIEHTHO 3,0 MiiH qoiul. PecnmyGnuka benapych nmocraBuia TOBapoB
Ha 1,9 muH nomn. (1,6%), a PecmyGnuka Apmenus - va 2,2 mia ot (1,9 %).

OCHOBHBIMM HaIPaBJICHUSIMHA TTOCTABOK TOCYIapCTB - WieHOB Coro3a paccMaTpruBaeMbIX
ToBapoB B 2021 roay cranu ®PT’, 3akynusas npoaykuuu Ha 24,8 muH o, wiu 20,7 % ot
Bcero oobema, Muaus - 15,5 mun nost, wim 12,9 % u Amxkup - 12,6 mute gos, wiu 10,5 %.
Honst KHP u Cep6uu, 3ansBuux 4 u 5 mecto, coctaBuia 6,9 % u 6,1 % cOOTBETCTBEHHO.

4. Kox TH B3/] 9018 - npubopsl U yCTpOUCTBa, MPUMEHSIEMbIE B MEIUIIMHE, XUPYPIHUH,
CTOMATOJIOTUU WM BETEpPUHAPHUU, BKIIIOYAsl CUUHTUTPAPUUYECKYIO almapaTrypy, anmnaparypy
AICKTPOMEIUITMHCKYIO TIPOYYI0 M MPHOOPHI I uccieaoBanus 3penus (8,8 % / 111,6 muH
TIOJIIL.).

OCHOBHBIMH 3KCIIOPTEPAMU paccMaTpuBaeMbIx TOBapoB B 2021 roay ctanu Poccuiickas
®denepanusa u Pecniyonrka benapyce, mocraBuBIiiye ToBapoB Ha 76,6 MiIH o1, U 29,7 MiIH
nosut, unu 68,6 % u 26,6 % OT BCeX 3KCIOPTHBIX omepanuil cooTBeTCTBEHHO. Ha moito
Pecnybnuku Apmenust, Pecnyonuku Kazaxcran u Keipreizckoit PecnyOnuku npumiiocs 4,1
%, 0,6 %, 0,2 % COOTBETCTBEHHO.



JIByMsi OCHOBHBIMM HAIlPaBJICHUSIMHU 3KCIOPTA rOCyJapcTB - ujieHOB Coro3a B TPEThU
CTpaHbI [0 paccMaTpUBaeMbIM ToBapaM ctanu Hunpepnannpl u YKkpanHa, Kyjaa MOCTaBUIU
TOBapoOB Ha cymMmy 26,2 miH o, ¥ 20,4 MIH 10J1., 4To cocTaBuio 23,5 % u 18,3 % ot
BCET0 DKCIOPTa COOTBETCTBEHHO. Kpome Toro, B TOM MATH OCHOBHBIX HANPaBICHUN IKCIIOPTA
Bonutn Y30ekuctan, CIIIA u KHP.

5. Kog TH B3/[ 9030 - ocuUIIOCKOIBI, aHATU3aTOPhI CIIEKTpa, MpoUYue MpuoOOpHl U
amnmnaparypa JJis U3MEPEeHUS UIN KOHTPOJISI JIEKTPUUECKUX BEJIMUUH, KPOME U3MEPUTETHHBIX
npubopoB ToBapHOW mo3zuinuu 9028; mpubopsl M anmaparypa Uil OOHApYKEHUS WU
u3MepeHus anbda-, Oera-, raMma-, PEHTTEHOBCKOTO, KOCMHUYECKOTO WU MPOUYMX
MOHU3UPYIONINX u3nydeHuit (5,8 % / 74,5 maH mom.).

bospiras yacTh 3KCHOPTHBIX OINEpALUMM MO paccMaTpuBaeMbIM ToBapaM B 2021 roxy
ocymectBisiiack Poccuiickoit denepanneil, Ha KOTOPYIO MPUIIOCH 0KoJio 79,4 % oT Bcero
o0beMa mocTaBoK wiH 59,2 muH nomt., u PecnyOnuky benapych, 1071 KOTOpol cocTaBuia
18,0 %, 4TO B CTOMMOCTHOM BBIpaX€HUHU ObLIO SKBUBajeHTHO 13,4 man pomui. Ha
Pecnybnuky Kazaxcran, Keipremckyro Pecriyonuky u Pecnyonuky Apmenust npunuioch 1,7
%, 0,8 % 1 0,1 % mocTaBOK COOTBETCTBEHHO.

Cpenyn OCHOBHBIX HaINpaBJIEHUM AKCIOPTa TOCyaapcTB - uwieHoB (Coro3a TOBapoOB
paccMmarpuBaeMoit rpynmsl ctanu KHP, 3akynusmias 6osee 12,3 % oT Bcex MOCTaBICHHBIX B
TPEThU CTPAHBI TOBAPOB HA CyMMY 9,2 MIIH J10JUL., U AJDKUp, 3aKYNUBIINI TOBAPOB HA CYMMY
7,4 ma pom, wik 10,0 %. Kpome toro, cymiectBeHHble 3akynku ocyectisiia CIIA - 9,1
%, Unons - 8,8 % u JIutsa - 8,4 %.

[To pesynbratam 2021 roga obmiasi 10Js SKCIOPTa MATH OCHOBHBIX BBIBO3UMBIX Ha
TEPPUTOPHUIO TPETHUX CTPAaH TOBAPHBIX NO3MIMK cocTaBwia 73,7 %, 4TO B CTOMMOCTHOM
BbIpakeHuu ObUTO 3KkBHBajeHTHO 0,9 mupn momn. CIHIA. OcHOBHBIMU HampaBiICHUSIMU
3KcnopTa rocyaapcTs - wieHoB Coro3a Beictynanu KHP, CIHA, Muaua u Amxup.

CtpykTypa TOBapOB 3KCIOPTAa MEIULIMHCKUX U3/IEJIUN MPEICTaBIeHa HA pUCYHKE 1-2.



B [Ipubopnl 0 YCTPORCTRL LM
BETOMATHHECKOID PETYIHPOBAHKA HIH
YhNpamicHHE

8 OelHINOCKOTIR, AHATHIATOPE CHEKTPE,
mpotHe NpHGOPL H ANNAPATYPA A1
HIMEPCHHA HIIH KOHTPROJIR

B H3MepHTEIBHEIE HAH KOHTPOMHIE
pUBOpGI, YCTPOHRCTRL W MAITHHL

[TpHOOpE M YCTPOACTE, NPHMEHACM BIC
B MEIHIHHE, XHPYPIHH, CTOMATO/IOMHH
HH BCTCPHEAPHH

B YerpolicTRa Ha MHAKHX KPHCTALUIAX

B [poune Tosaps

Pucynok 1-2. OcHOBHEIE TOBapHI SKCIIOpTa rocyapcTs - wieHOB Coro3a B 2021 roxy
B nenoM aunHaMmuika BHEIIHEH TOProBIW TocyJaapcTB - wieHoB Coio3a C TpeTbUMU
CTpaHAMH 110 TOBapaM MEIWLMHCKON HANpaBJIEHHOCTH XapaKTepU30BaIaCh TEHAECHUIUSIMH K
YBEITUYEHUIO NMOCTABOK UMIOPTHON MPOIYKIIMH M COKPAIICHUIO YKCIIOPTHBIX OMepanuii Ha
BHEILIHUE PBIHKH, YTO B UTOrE MPUBEIO K POCTY OTPULATEIBHOIO calbl0. B To ke Bpems
COKpAIllEHUE HKCIIOPTHBIX OIEpaluii B TPEThbU CTPAHbI COMPOBOXKIAIOCHh POCTOM 0OBEMOB
B3aMMHOI TOPTOBIIM TOCyAapCcTB - WwieHoB Coro3a.

CTOUT OTMETUTH, YTO JIUJIEPOM MMIIOPTHBIX ONEpaAlUid ABISIACH TPYMIa TOBAPOB MO/
kogom TH B3] 9018 (mpubopsl 1 yCTpOMCTBa, MPUMEHsIEMbIe B MEIUILIMHE, XUPYPTUH,
CTOMATOJIOTUH WJIM BETEPUHAPUH, BKIIOYAsl CUUHTUTPAQUUECKYIO amnmapaTypy, anmnaparypy
AIEKTPOMEIUIIMHCKYIO TIPOUYI0 M MPHUOOPHI NIl MCCIENOBAHUS 3PEHUS), KOTOpas TaKxKe
BXOJMJIa B TOMN-5 OBKCHOPTUPYEMBIX TOBapoB. Ilpu 3TOM B CTpPyKType H3KcHopTa
JTOMUHHUPOBAJIM MEHEE TEXHOJOTMYHBIE U3JIENIHS JTaHHOM KaTeropuu, B TO BpeMsl KaK B
MMIIOPTE JOMUHUPOBAJIA KOMILJIEKCHAS anapaTypa, BXOAAIas B JAaHHYIO TPyIIy.

OTYeTIMBO MPOCIEKNUBAETCA 3aBUCHUMOCTh PbIHKA rocyaapcTB - wieHoB Coro3a oT
MMIIOPTHBIX TOBApOB, MPUMEHSIEMBIX B pPeaOUIUTALMOHHOM KOPPEKUHOHHOM JIEYCHUH,
3aTparuBaromIMX 00JacTh opToneaud. BakHO OTMETHUTB, YTO MPOU3BOACTBO COBPEMEHHBIX
U3JIeNUi TaHHOM HAMpaBJIEHHOCTU TpeOyeT HaIM4YMsl CI0KHOTO 000pyJOBaHUS U JOCTyIa K
HIMPOKOMY aCCOPTUMEHTY MOJUMEPHOU MPOTYKLIMH.

Kpome Toro, ormeuaercsi 3Haunmasi 3aBUCUMOCTb PBIHKOB TOCYJapCTB - WwieHOB Coro3a OT
MMIIOpTa TOBApOB, BXOAAIUX B rpynny noja kogoM TH BOJI 9027 (mpubopsl u annaparypa
TSl PU3MYECKOTO WJIM XUMUYECKOT0 aHaln3a (Hampumep, MOJISIPUMETPhI, pepakTOMETpHI,
CHEKTPOMETPBI, Ta30aHAIM3ATOPbI); NPUOOPHI U anmaparypa Ajs U3MEPEHHs] I KOHTPOJIS
BSI3KOCTHU, MOPUCTOCTH, PACIIUPEHUS], TOBEPXHOCTHOTO HATSKCHUS WU aHAJOTHUYHBIE;



npuOOpkI U anmapaTtypa Ui U3MEPEHUs UM KOHTPOJISI KOJIMYeCcTBa TeIlia, 3ByKa MU cBeTa (
BKJIIOUAsi JKCIIOHOMETPbI); MHUKPOTOMBI). DTO OOYCIOBJIEHO MPAKTUYECKU MOIHBIM
OTCYTCTBHEM IPOU3BOJCTBA HEKOTOPHIX BUIOB TOBAPOB, BXOIAIIMX B JaHHYIO TPYNIY H, KaK
ciencTBre, Ne(UIUTOM UX MPEIJIOKEHUS HA BHYTPEHHEM PBIHKE.

TemM He MeHee, NMpPHUBENEHHAs CTATHCTUKA IOKAa3bIBAE€T, YTO HAIMOHAJIbHBIM
IPOU3BOJUTENSIM rocy1apcTB - ujgeHoB Coro3a yJaercss BECTH KOHKYPEHTHYIO0 O0phOy 3a
BHEIIHUE DPBIHKK B 0O0JACTHU MPOU3BOACTBA TAKUX TOBAPOB, KaK: HU3MEPHUTENbHBIE HIIH
KOHTPOJIbHBIE NPUOOPHI, YCTPONCTBA M MAIMHbBI; MEAUIIMHCKUE JIa3epbl U ONTUYECKUE
npuOOphl; XUPYPTrUYECKUM HHCTPYMEHT M NOPUOOpPBI; NpUOOpPHl W yCTpOMCTBA IS
aBTOMATUYECKOTO PETyJIMPOBAHUS WU YIPABIECHUS; & TAKXKE OCLHUIIIOCKOINBI, aHAIIM3aTOPbI
CHEKTpa, Ipoyre NpuOOphl U anmnapaTrypa sl U3MEPEHUs. WU KOHTPOJS JIEKTPUUECKUX
BEJIMYMH.

2. AKTyanbHOE COCTOSHHE O0IMEro phIHKA MEIUIMHCKUX W3 eI

OYHKIIMOHUPOBAHUE OOWIIEro0 pbIHKA MEIMIMHCKUX u3fenuid B pamkax Coro3a
oOecrnieunBaeTcsi cucremMoil akToB opraHoB Coro3a B cdepe oOpalieHuss MEeIUIIMHCKUX
W3/IETIAN.

OcHoBaHueM Ui TaHHOW cucTeMsbl sABisercs CornamieHue, MPUHITOE HA OCHOBE
Jorosopa o EBpasuiickoM skKoHOMHYECKOM coro3e oT 29 maga 2014 roma. Axrtamu,
pa3paboTaHHbIMU B pa3BuTue CornauieHus, SBIsSIOTCS pelieHus 1 pekomenaanuu Cosera u
Komnnerun EBpa3zuiickoii s5koHOMuYeckoi komuccuu (nanee - Komuccus).

B cootBercTBUN ¢ CornamieHueM eAuHbIe IpaBuiia O0OpaleHus] MEAUIIMHCKUX U3ENUN B
pamkax Coro3a yCTaHaBIMBAIOTCA B COOTBETCTBUU C PEKOMEHIALMSAMH MeEXIyHapOIHOTO
dbopyma perynstopoB meauuuHckux uznaenuid (IMDRF). O6mue moaxonsl k pa3paboTke
eauHbIX mpaBuil B pamkax Coro3a yuntbiBatoT pexkoMenaanno IMDRF "[IpuHiunel oneHku
cootBeTcTBUS MeauuuHckux m3aenui" ("Principles of Conformity Assessment for Medical
Devices") (GHTF/SG1/N78:2012).

[To coctostnuto Ha 1 siHBaps 2025 roga B cdepe oOpamieHuss MEAUIMHCKUX U3IETUN
nerctByet 21 akt Komuccuu, usz nux 10 pemennii Coseta Komuccuu, 4 pemenust Komteruu
Komuceun n 7 pexomenpaumii Kosuternn Komuccuu, KOTOpbIE pPETYJIHUPYIOT BOMPOCHI
oOpalieHuss MEIUUMHCKUX W3AEIUl, OTHECEHHbIE K YPOBHIO HAaJHAIIMOHAIBHOTO
perynupoBanus. B 2021-2024 rr. npuHATH HOBBIE pelakuMu psaa pemeHuid Komuccuu ¢
YYETOM HUX OIbITa NMPUMEHEHUS U HU3MEHEHHUI OTAENbHBIX aCHEKTOB, MPOU3OLIEAIINX B

MEXKIYHAPOIHOU IPAKTUKE.
Ta6muma II-1

Hogsie pepaxmuu pemenuii Komuccnn

Ne HanmMenoBanue npaBui Hogsas penakuus npasui



IIpasuia KJIaCCU(DHUKAITU Pemenne Komnernn Komuccnu or
MEIULMHCKUX  HU3IENUH B 23 mast 2023 r. Ne 65

3aBUCUMOCTU OT IOTEHIMAJIbHOIO

pHCKa IpUMEHEHHs

IIpaBuna nposenenus texuuueckux Pemenue Cosera Komuccuum ot 17
HCTIBITAHUN MEAUIIMHCKUX m3nenuit  Mapta 2022 r. Ne 25

[IpaBuna npoBeneHus: UCCIEeIOBaAHUI

(ucmipiTanmit) ¢ 1enpto omneHkd Pemenume CoBera Komuccuum ot 17
OHOJIOTUYECKOTO neucTBUS MapTta 2022 r. Ne 26

MEJUIIMHCKUX U3CTINI

[IpaBuna npoBeneHNS KIMHAICCKIX

u KIIMHUKO-7Ta00paTOPHBIX Pemenne Cosera Komuccun ot 26
HCTUBITAHUN  (MCCIEIOBAHUMN ) saBapst 2024 . Ne 7

MEIULIMHCKUAX U3eTUui

[IpaBuna  perucTpauv o
9KCIEepPTH3bl  0E30MacHOCTH,
kagectBa M AP(HEKTHBHOCTH
MEIULTHCKUX NU3/AeIUH

Pemenne Coera Komuccuu ot 24
nexabpst 2021 r. Ne 144 (B pegakuuu
ot 30 mapta 2023 1.)

OYHKIIMOHUPOBAHKUE OOIIET0 phIHKA MEAUIIMHCKUX U3JIEIUN Hayaock ¢ 26 anpens 2017
rojia, Kor/ia BCeMH rocyiapcTBaMu - wieHamu Coro3a ObUT paTH(UIIMPOBAH U BCTYIUI B CUITY
[Ipotokon o nmpucoenuuenuu k Cornamenuto Pecriyonuku ApMeHus.

B cooTBeTCTBUM C U3BMEHEHUSMU, BHECEHHBIMU B MEPEXOAHbIC MoJiokeHus CornamieHust (
craths 11) B 2021 - 2023 rogax, mpeaycMoTpeHa

BO3MO’KHOCTh OOpallleHHs] MEIULIMHCKUX W3/ENIUi, 3apErUCTPUPOBAHHBIX MO MpaBUIaM
rocynapcra - wieHa Coro3a, 0 KOHIIA CpOKa JCHCTBHUS JTOKYMEHTOB, MOIATBEPKIAFOIINX
(dakT ux peructpauuu. Takue MEAUIMHCKUE H3JENUs MOTyT oOpalatrbcsi TOJBKO Ha
TEPPUTOPHUH 3TOI'0 rOCyAapCTBa.

Cpok noauu 3asiBICHUH B LENSIX MPOX0KICHUS PErUCTPALIMA MEIULIIMHCKUX U3IEIIUN 110
HallMOHAJILHBIM MpaBUjiaM B rocyaapcrax - wieHax Coroza mpoaiieH qo koHua 2025 roaa (
ITpoTtokon ot 13 deBpansa 2023 rona o BHecennu n3meHnenus B Cornamenue). O0cyxaaeTcs
BOIPOC JAIbHEHNIIET0 MPOAJIEHUS IEPEXOJHOrO NEpUoa.

KonuuecTBO MenuuuHCKUX u3fenuii (B paspese rocyaapctB - uieHoB Corosa),
MOJIYYMBIIMX PErUCTPALMOHHBIE YJIOCTOBEPEHHS] B COOTBETCTBMM C mpaBoMm Coro3a 1o
coctostHuto Ha 1 suBaps 2025 roga, npeacrasieHo Ha pucyHke II-3.
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Pucynok I1-3. KomigecTBO BBIJaHHBIX PETUCTPANMOHHBIX YAOCTOBEPEHUN MEIUIIMHCKIX
H3JCIMH B KaXIOM U3 rOCyAapcTB - wWieHOB Co0103a M0 JaHHBIM YIIOJIHOMOYCHHBIX OPTaHOB
rocygapctB - wieHoB Coro3a, IpencTaBICHHHIM B paMKax pabodeil rpymmel mo
(hopMHEpPOBaHMIO OOMIMX ITOAXOOB K PETYIMPOBaHHIO OOpameHns MEIUIINHCKAX H3MEIIHi B
pamkax Coro3a

Brenenne B mpaBe Coro3a MHCHEKTUPOBAHUSI CHUCTEMbl MEHEKMEHTa KayecTBa
MIPOMU3BOJCTBA MEIULMHCKUX W3/EJINI HAIPaBJIECHO HA CO3/IaHHE KOMIUIEKCHOTO MOJAX0/a K
PETYJIUPOBAHUIO OOpAIICHUSI METUIIMHCKUX U3/, 00€CTIEUNBAIOIIETO MTPOCIEKIUBAEMOCTh
MIPOLIECCOB, BIUSIOIINX HA KAYECTBO U 0€30MACHOCTh MEAUIIMHCKUX U3EIHM.

B Hacrosiee BpeMs cucTeMa MHCIEKTUPOBAHUS TPOU3BOACTBA MEAUIIMHCKUAX U3EIIHMA
Ha cooTBeTcTBHE TpeOoBaHUSIM K BHEAPEHUIO, MOAJECPKAHUIO U OLEHKE CHCTEMBI
MEHEKMEHTa KauyeCTBa MEIULUNHCKUX WU3/EJINi B 3aBUCUMOCTH OT MOTEHIMAIBHOIO pUCKa
uX npuMeHeHus, yreepxaeHHbiM Pemenuem Coseta Komuccun ot 10 Hos6ps 2017 roga Ne
106, pasBepryTa B Pecyonuke benapych, Pecyonmke Kazaxcran, Keipreizckoit PecyOmmke
u Poccuiickon @enepannm.

HeraruBHoe BO31€MCTBHE HAa OUHAMUKY mporecca uHcnektuposanus B 2020 roxy
OKa3allo HapylIeHHWE TPaHCHOPTHO-JIOTHUCTUUYECKOTO COOOIIEHHUS, BBI3BAHHOTO
pacnpocTpaHEeHUEM HOBOM KOpOHaBUPYCHOU MH(eKuuu. Tem He MeHee, BBeICHUE TPAKTUKH
JUCTAHIIMOHHOTO MHCIEKTUpOBaHUs B mpaBo Coro3a mo3Bonwio B 2021 roay mpoaoaxKuTh
paboOTHI MO PETUCTPALIMU METUIIMHCKUX U3eNui 1o npaBy Coro3za.

B Corose ucnonbdyercs popmaT nojgauv perucTpallioOHHOTO J10ChE MEAMIIMHCKOTO
U3JIeMs B BUJIE DJIEKTPOHHOTO JIOKYMEHTA.



Jlns ero nepenadyu M IBUKEHHUS MEXKAY YIIOJHOMOYEHHBIMU OpraHaMH rOCyAapCTB -
yieHoB Coro3a cpeicTBaMU MHTErpUPOBAaHHON MH(OpManMoHHOHN cucteMbl EBpaszuiickoro
HPKOHOMHUYECKOTO COI03a peann3oBaHo 3 o0mux mpoiecca (2 peectpa u 1 nadopmarmoHHas
0aza), eme 1 oOuuii npornecc (nHpopMaloHHas 6a3a) HAXOIUTCS B COCTOSTHUU TEXHUYECKOU
TOTOBHOCTH, IPOBOJUTCS €ro TecTupoBaHue. llepeueHp OOMIMX MPOIECCOB MPHUBEICH B

tabmnure 11-2.
Tabmuma I1-2

O6mnme nponeccs B 06J1aCTH 00pameHna MEIUITMHCKUX H3eHid

CnpaBOYHHKH "

Ne HaumenoBanue Cratyc
KJIacCU(pUKaTOPHI

®dopMupoBaHue, BEICHHE U
HCTIONb30BAaHUE EINHOTO
peecTpa MEAMLIHMHCKHX
32 H30ENUuM, BBEJCH B JICHCTBHE 10
3apeTUCTPUPOBAHHBIX B
pamkax EBpa3suiickoro
9KOHOMHUECKOTO COI03a

dopmupoBaHue, BEJICHUE U
HCIOJIb30BaHUE EIUHOTO
peecTpa yImoIHOMOYEHHBIX
OpraHuzanui, MMEIOIINX
paBo MIPOBOJUTH
HCCIIEAOBaHMS (UCTIBITAHUS
) MEIUIIMHCKUX WU3JENUi B
LEAX UX pEerucTpanuun

33 BBEJICH B JIeHiCTBUE 5

®dopmupoBaHue, BEICHUE U
HCIIOJIb30BaHUE CIAMHON
HHOOPMATMOHHONW 0a3bI
34 JNIaHHBIX MOHUTOPWHTA  BBEJCH B IEHCTBUE 7
06e30MacHOCTH, KaueCcTBa U
3G PEeKTUBHOCTH
METUIUHCKUX H3IeTUi

OOMEH CBENEHUSIMH O

pesyibTarax

I/IHCHeKTI/IpOBaHI/IH CUCTEM TCXHHUYCCKAass TOTOBHOCTD,
MEHE/DKMCHTa KaueCcTBa IMPOBOJUTCS TECTHPOBAHUE
MPOU3BOIUTEICH

METUITUHCKUX H3IeTHit

34!

3. IIpoGneMHBIe aceKTH (PyHKIIMOHMPOBaHUA O0OIMIEr0 PHIHKA MEAUIIMHCKUX H3AEIHHA B paMKax
Coroza

AHanu3 COCTOSIHHSI OOIIEro phIHKAa MEAUIMHCKUX u3enuil B pamkax Coroza u
NpeJIoKEHUM, TPE/ICTaBICHHBIX YIMOJHOMOYEHHBIMM OpraHamMu B cdepe oOparnieHus
MEIUIIMHCKUX U3JEIUi TocynapcTtB - uieHoB Coro3a, MpOPUIBHBIMHA acCONUAUsIMU (
OpraHU3alUiIMH), YUPSKICHUSIMU 00pa3oBaHMS M HAyKH TocyaapcTB - ujieHoB Corosa,



MOKa3bIBa€T, YTO B HacTofAllee BpeMs Haubolee TMPOOJEeMHBIMU aCHeKTaMu
(yHKUIMOHUPOBaHUS OOLIETO PbIHKA MEIULIMHCKUX U3/enuid B pamkax Coro3a ocTaroTcs:

1) Bompock peam3anuy OOIIHUX IIPOIECCOB B cepe oOpalieHuss MEAUITMHCKUX U3ICITHH,
ykazaHHbIX B Tabnume [I-2 nactosmeit Koumenmwu, B pamMKkax HWHTETpUPOBAHHOMN
uHpopMaImoHHo# cucteMbl Coro3a;

2) aKTyaJIbHOCTh TOBBIIICHUS MPUBIEKATENbHOCTH phIHKA B pamkax Coro3a ais
pPETHCTPAIN METUITMHCKIX WU3ICTTUH;

3) cOmoCTaBUMOCTH MOXO0I0B MPU (POPMUPOBAHUHN IKCIIEPTHBIX OIEHOK 0€30MMacCHOCTH,
KauecTBa U 3()(PEKTUBHOCTU MEAUIIMHCKUX U3aenuil B pamkax Coro3a;

4) menecooOpa3sHOCTh MPOPAOOTKH BOIIPOCOB MO aKTyaIU3aIlud MEKIOCYAapCTBEHHBIX
CTaHIAPTOB, TPHUMEHSIEMbIX B UENAX BBINOJIHEHUS TpeOoBaHUN 0€30MaCHOCTH U
3¢ (PEKTUBHOCTH MEIUIIMHCKUX M3Meanil B pamkax Coro3a juisi o0ecreueHns HaJIeKalIero
(GyHKIMOHUPOBAHUS OOIIETO PhIHKA MEIUIIMHCKUX U3/ienuid B pamkax Corosa;

5) uenecooOpa3HOCTh MPOPAOOTKU BOMPOCOB MO OOMEHY OMBITOM IpPHU MOATOTOBKE
HKCIIEPTOB, MPOBOISIINX IKCIEPTU3Y TOKYMEHTOB PETUCTPAIIMOHHBIX TOCHE MO PA3IMUYHBIM
HAalpaBJIE€HUSIM OJKCIEPTHBIX paboT, B TOM YHUCIE€ B YacTU perucTpaiuu
BBICOKOTEXHOJIOTUYHBIX MEAUIIMHCKUX U3JIEITHM.

Jlns pemieHus yka3aHHBIX BOIIPOCOB rocynapcrsamu - wienamu Cotoza u Komuccuei,
KpoMe Hacrtosedl Konueniuu, peanusyercs mian mepornpuatuil ("nopoxkHas kapta') mno
oOecrieyeHnI0 Mepexoja K OCYIIECTBICHUIO PErucTpalMi MEAMIIMHCKUX W3JeIui B
coorBeTcTBUM C [IpaBunaMu peructpauumud M 3KCIEpTU3bl 0€30MacCHOCTH, KadyecTBa M
3G (HEKTUBHOCTH MEIUITMHCKUX U3JIETUH, YTBEpKIEHHBIN pacniopspkenremM CoBera Komuccun
ot 14 nexaOps 2022 r. Ne 36.

B pamkax mepompustTHii, MpeayCMOTPEHHBIX YKa3aHHBIM IIJIAHOM, Ha IUIOMIAJKE
Komuccun o00cyxknaarorcs mpeajaoxeHus oTAaeabHbix CTOpoH o0 npopaboTke
nenecoodbpasHocTy KoopAuHaMu B paMkax Coro3za paboT mo craHgapTH3auuu B cdepe
oOparieHusi MeIUIIMHCKUX U3ENIN, TO3BOISIOIUX MPOBOAUTH aKTyalU3alMI0 CTAaHIApPTOB,
o0OecreunBaloONMX BHITIOJTHEHUE TpeOoBaHUN Oe30macHOCTH, KadecTBa U 3P (HEKTUBHOCTU
MEJUIMHCKUX U3Aenui, yctaHoBiIeHHBIX B Coro3e. Ha ocHOBe mpeioxkeHuid OTAeIbHBIX
YIOJIHOMOYEHHBIX OPraHoB B c(pepe oOpamieHuss MEAUIIMHCKUAX U3 rOCyJapCTB - YIEHOB
Coro3za, nocrynatonux B Komuccuto, mpu HEOOX0JUMOCTH MPEJIaraeTcsi pacCMOTPETh:

OINpeJIeJIEHNE MPUOPUTETHBIX MEXIYHAPOAHBIX CTaHIAPTOB, HA OCHOBAHUHU KOTOPBIX
JIOJIKHBI OBITH pa3pabOTaHbl MEKTOCYIAPCTBEHHbBIE CTaHIaPTHI;

KOOPJIMHALIMIO palboT MO pa3pabOTKe MEKIOCyAapCTBEHHBIX CTAaHAAPTOB U BHECEHUIO B
HUX U3MEHEHHU.

[Ipu mpoBeaeHnn Takoi padboThl cieayeT yuutsiBath Pemenune Coeta Komuccun ot 23
utonst 2023 1. Ne 67 "O Ilopsiake xoopauHauuu pabOT MO CTaHAAPTH3ALMHM B paMKax
EBpa3uiickoro 3KOHOMHUYECKOTO CO03a" B YACTU OpPraHU3alluu B3aUMOJCHCTBUSL OPTaHOB 110
CTaHJApTHU3aLMU TpHU pa3pabOTKe MEXIOCYJAapCTBEHHBIX W  HAIMOHAIBHBIX  (



roCyJapCTBEHHBIX) CTaHAPTOB, CBA3AHHBIX C 00ECTICUCHUEM COTPYAHUYECTBA TOCYJAPCTB -
wieHoB Coro3a B chepe MEUIIMHCKON TPOMBIIIIEHHOCTH.

IIl. CTPATETYECKASI ITEJIb ¥ 3AZTAYM KOHITEITIVN

Coznanue 0011ero peiHKa MeauIMHCKUX u3aenuit B 2014 - 2016 rogax npeaycMaTpruBaio
Mepexo]] Ha eIUHbIE MPUHIUIBI (TIpaBwia) padOThl HAIMOHAIBHBIX CTPYKTYP B KaKI0M
rocynapctse - wieHe Coro3a.

Onnaxo cinoxuBmiasicsa B 2021 - 2023 rogax sKoOHOMUYECKasi CUTyalus noTpedoBasa
COXpaHEHUs1 OOpallleHHs 3apPETUCTPUPOBAHHBIX M0 HAIIMOHAJIBHBIM MPABUIIaM MEIUIIMHCKUX
W3EeNUN Ha TEPPUTOPUU TOCYJIAPCTB, BBIIABIIUX TAKYI0 PETUCTPALMIO, U COXpPAHEHHE 10
2026 rona HAIMOHAIBHBIX MIPABUJI PETUCTPAITUU METUIIMHCKUX n3Aenuid. B 0coObIX ciydasix
MpPEeAyCMOTPEHA BO3MOXHOCTh BBEJECHUS CHEIUAIbHBIX HOPM HAIMOHAILHOTO
pEeryJIMpOBaHUs B OTHOIICHUN MEIUIIMHCKUX U3JIETUU.

Crnenyer OLIEHUTH MO Pe3yJbTaTaM MPAaBONPUMEHUTEIBHON MPAKTUKUA BO3MOKHOCTH
CHUKEHUSI aJIMUHUCTPATUBHOM HArpy3KU HA MIPOU3BOIUTENS MEIUIIMHCKOTO U3/ICIUSI.

Crparernueckas uenp Hactosimedl Konuenmuu - 3to popMupoBanue oO1Iero pbiHKa
MEJIUIIMHCKUX U3JIeNINii, 00€CTIEUNBAIOIIETO YCIOBUS ISl PABHOTO JIOCTYIa K MEAUIIMHCKUM
m3aenusiMm B pamkax Coroza. @opmupoBaHHe OOIIET0 PHIHKA MEIUIIMHCKUX HU3ETUN
OCYILIECTBIISIETCSI HA MPUHIIMIAX, U3JI0’KEHHBIX B cTaTthe 31 JloroBopa.

3agaun KoHuenmu:

1. OGecneuenue nanbHEMIIEro copepiieHcTBoBanus npasa Corosa B cepe ooOpamieHus
MEJIUIIMHCKUX U3/IEIIUM.

2. [IpoBenenue rapmonuzanuu aktoB Komuccuun ¢ nokyMeHTamMmu MexayHapOgHOTO
dbopyma peryisiTOpoB MEIUIIMHCKUX H3JAEIUid, B TOM uyucie B chepe oOpameHus
MEIMIMHCKUX M3JIEJINI C KCMOJIb30BAHUEM TEXHOJOTMH HCKYCCTBEHHOTO WHTEIUIEKTa U
MEepCOHU(PUIIUPOBAHHBIX MEIUIUHCKUX M3AeIUNA (BKJIIOYas U3rOTAaBIMBAEMbIE C
HCIIOJIb30BAHUEM AJITUTUBHBIX TEXHOJIOTUI), a TAKXKE aHaJIU3 MEXIYHApOJHOr0 OIbITA B
LEJSIX PACCMOTPEHHUs] BO3MOXKHOCTH BHEAPEHUS MOJeNIe HHUPKYISIPHOU HKOHOMHUKH (
HPKOHOMHKH 3aMKHYTOTO IHUKJA) B chepe 0OpaiieHuss METUITUHCKIX U3ICTUH.

3. JlanbHeiilee COBEPIIEHCTBOBAHUE M ONTHUMM3ALMS LUPPOBBIX MPOLECCOB MPHU
perucTpanuu 1 00palieHuu MEAUIIMHCKUX U3CNIUM B LEISX YIPOIIEHUSI OU3HEC-TIPOIECCOB
B rocyjiapctBax - wieHax Coro3sa.

IV. MEXAHHW3MbI TOCTDKEHHWA INEJIM U PEAJIM3AITAN 3AJTAY KOHITEITIH B
PA3JIMYHBIX COEPAX OBIIETO PHIHKA MEJUITMHCKIX U3/TEJ T

1. CoBepmencTBOBaHME npaBa Coio3a B chepe 00pameHns MEIUITHCKIX W3S



CosepmiencTBoBanue npaBa Coro3a B cepe oOpaiieHuss MEAUITMHCKUX U3CIHN TyTeM
KaK BHECCHHsI NI3MCHCHHM B IPUHATHIC akThl CO103a, TaK U NMPUHATHS HOBBIX akTOB Cor03a, B
TOM YHCIIE PETYJIHUPYIONTUX OTACIIbHBIC aCTIEKTHI OOpAIeHNUs] METUIIMHCKUX U3CIUN.

Crnenyer OTMETHUTBD 11eJIecO00pa3HOCTh BHEAPEHUS MEp, KOTOPBIe OyayT CITOCOOCTBOBATH
CHIKCHUIO aIMUHUACTPATUBHON HATPy3KH HA MTPOU3BOAMUTEIS METUIIMHCKUX H3JCIHA B YaCTH
pOLEyp PErUCTPALMKN U SKCIEPTU3bI, BHECEHUS U3MEHEHUN B PErUCTPAILIMOHHOE JJOChE U
MIPOBEICHUSI UCTIBITAHUN MEAUITUHCKAX U3JIEITHH.

JlanbHelIIee COBEpIICHCTBOBaHUE TPeOOBAHUN K OOpaIleHUIO OTISIbHBIX BHJIOB
MEIUIIMHCKUX HM3CIHN U OIICHKE CHCTEMBbl MEHEKMEHTa KauyeCcTBa TaKUX MEIUIIMHCKUX
15631 (17178

MEIUITUHCKHUX U3JICTUH, KOTOPBIC H3TOTOBJICHBI 110 MHIMBUAYAIbHBIM 3aKa3aM MaIllieHTOB
Y TIPEeTHa3HAYCHBI JJI1 UMIUIAHTAIIMN B TEJIO YEIOBEKA,;

MEJUIIMHCKHUX U3JIeNTUi, KOTOpbIE MpeIHa3HAUCHbI AJI1 TUarHOCTUKH 3a00JIeBaHUM MyTeM
MIPOBEJICHUSI HCCIICIOBAaHUN OOpa3IoB OMOJOTHMYECKOT0 MaTepuayia 4ejloBeKa BHE €Tro
OpraHu3Ma, U3TOTOBJICHBI B MEIUIIMHCKOW OPTaHU3AIlMU U IPUMEHSIOTCS B U3TOTOBUBIIIEH HX
MEIUITMHCKOW OpraHu3aIluy, HalpUMep, PEareHTOB W HaOOPOB /IS ONpPEICICHUs aHATUTOB
JUISl TUaTHOCTUKHU In ViItro', peareHToB 0O0IIeIa00paTOpHbIX ISl NUATHOCTUKW In VItro,
MUTATENbHBIX Cpel, 0011e1a00paTOPpHOTO 000PYI0BAHUS, EMKOCTEH (KOHTEHHEPOB) 7Sl TPOO
1 00111e71a00PATOPHBIX PACXOIHBIX MAaTEPHAIIOB; AaHAIM3AaTOPOB JJISI TMATHOCTUKH In VItro.

[Ipusnanue B rocynapcTBax, He sBisitoniuxcs yieHamu Corosa, pe3yabTaToB IPOBOIUMOM
B pamkax Coro3a OIIEHKHA CHUCTEMBl MEHEIHPKMEHTA KadeCTBa MPOM3BOJCTBA MEIUIIMHCKUX
U3JIENi, a B TaJbHEHIIIEM PETUCTPALIMH METUIIMHCKUX U3CIIUN.

2. Bompocsl 00pameHus MEAUITMHCKAX U3/IENIHi C HCIIOF30BaHIHEM TEXHOJIOTHI MCKYCCTBEHHOTO
FHTEIUIEKTa ¥ NIEpCOHA(PUIMPOBAHHEIX MEIUIWHCKUX U3JeIHi (BKIIOYAs H3rOTaBIIMBAaEMEIE C
HCIIONIE30BAHACM aJJIUTUBHBIX TEXHOIOTHIA), a8 TAK:KE HCIIOB30BaHHE MOAENel UPKYIIPHOH
S5KOHOMUKH (3KOHOMMKH 3aMKHYTOTO ITHKIIa) B cdepe oOpameHus MeJUITHHCKIUX W3/1eIHi

Prinok uckyccTBeHHOro MHTELeKTa (fnanee - M) oxBaThiBaeT 3HAYUTENBHOE YUCIIO
pa3IMYHBIX CErMEHTOB. HeKoTophle MPOAYKThl U MPOAYKTOBBIE JUHEHKH SIBISIOTCS Oolee
Y3KOCIEHHAIU3UPOBAHHBIMU (HAaIlpUMEp, HHTEIUIEKTYyalbHbIE CEPBUCHI MEIUIMHCKON
JUArHOCTUKH ), OCTAJIbHBIE MOTYT a/IallTUPOBATHCS JJI IIMPOKOTO CIIEKTpa 3a4au.

BONpIIMHCTBO MPOAYKTOBBIX JUHEEK OOBEAUHSAIOT MPOrpPAMMHBIE, anmnapaTHbIE U
CEpPBUCHBIE KOMIIOHEHTHI, YTO II03BOJISIET Pa3BUBATh CMEXXHBIE NMPOIYKTHI ISl Pa3IUYHbIX
IIPWJIOKEHUNW. B cerMeHTax TOpHU30HTAIBHBIX MPOAYKTOBBIX JIMHEEK JOMUHHUDPYIOT
IPEUMYIIECTBEHHO KPYITHbIE KOMIIAaHUM U(PPOBON UHIYyCTpUH. MEHbIlIeH KOHIIEHTpaIHe
OTJIMYAIOTCS PHIHKHU € 00JIe€ BBIPAXKEHHON CEKTOPAIbHON CIIEM(PUKOM, B PA3BUTHH KOTOPBIX
aKTUBHO Y4aCTBYIOT NIPO(QUIbHbIE UTPOKHU (KOMIIAHUHU, YHUBEPCUTETHI U AP.).

Bueapenue npoaykToB u cepBrcoB Ha ocHOBe M mo3BosisieT moBLICUTH 3()PPEKTUBHOCTD
JEATEIbHOCTH IO TAKUM IIOKA3aTesIM, KaK CKOPOCTh (COKpAIlleHHUE CPOKOB BBINOJHEHHUS



MPOIIECCOB, MPUHATHUSL PEUICHUN U JIp.), KaueCTBO (COBEPIICHCTBOBAHUE MOTPEOUTETHCKUX
XapaKTePUCTUK MPOAYKIIMM U CEPBUCOB, YJIYUIIEHUE KIMEHTCKOTO OMNbITa W JIp.),
O00BEKTHUBHOCTH (YMEHBIIICHHE KOJUYECTBA OMTMOOK, BEI3BAHHBIX YEJIOBEUYECKUM (PAKTOPOM),
SKOHOMUYECKask 3PPEKTUBHOCTD (POCT TOXOJ0B U COKpALIEHUE PACXOO0B), EPCOHANTHU3AIMUS
(bopMupoBaHue MHANBUIYATBHBIX MpEIIOKeHUN). B cdhepe 3apaBooxpanenus - 06ecreunThb
3a/1aud MO0 aHAIU3y METUIMHCKUX CHUMKOB JUISl ONpPENeNICHUs MaTOJIOTHH, MepCOHAIbHbIE
peKkoMeHAanuu Mo NpoPUIIAKTUKE 3a00JeBaHUM, NPOTOKOIUPOBAHUE MEIUIIMHCKUX
JTOKYMEHTOB, "'BTOpo€ MHEHUE" 11l Bpaya.
PerynupoBanue oOpaiieHuss ITporpaMMHOr0 OOeclnevyeHus € HMCIOJIb30BAHUEM

texHosiorui M1 no3sonut co3nars:

maT@opmel ¢ HaAOOpaMH JaHHBIX, HEOOXOAUMBIX Il OOy4EeHUs, TECTUPOBAHUS U
MOCJIETYOUIET0 KOHTPOJIS;

MEXaHU3MBbI OTIEPATUBHOT'O BHECEHMSI H3MEHEHUN B BEPCUU MTPOTPAMMHOTO TIPOYKTa;

YCIOBUS JIJII TTOCTPETUCTPALIMOHHOTO MOHUTOPHUHTA C YY€TOM OCOOCHHOCTEH Takoi
MEIUITUTHCKON TIPOYKIINU;

MEXTOCYIapCTBEHHBIE CTaHAAPThI, 00ECTIEYMBAOIINE TPEOOBAHUS K TAKOH MEIUIIMHCKON
MPOIyKIUU (TIPH HEOOXOUMOCTH).

B 2021 rogy mo pe3yJsibTaram UccCieAOBaTeNbCKONW paboThl BeceMupHas opraHuzamus
3apaBooxpanenus (BO3) mpencraBuna noknaa "Otuka u ynpasienue MU B unTEepecax
3nopoBbsi" U PykoBonctBo BO3 mo sTuke u ympaBlieHUI0 ucnojb3oBanuem MU B
snpaBooxpanenun ("Ethics and governance of artificial intelligence for health: WHO
guidance"). B ykazanHom PykoBojacTBe oTmewaeTcsi, 4yTo ucnoib3oBanue UM B mequnune
uMeeT 0oJIbIlIMe NEePCHEKTUBBI U OyZIeT CrIocOOCTBOBATh TOMY, YTO OOJIbIIE JIIOAECH B MUpE
OyIyT MOJy4yaTh JOJDKHYIO METUIIMHCKYIO ToMoIls. BMecte ¢ Tem BO3 moguepkuBaer pucku
, CBSI3aHHBIE ¢ Hcmoib3oBanueM MU, koTopble MOXKHO MUHUMH3UPOBATH C MOMOIIbIO
ONPEAEIEHHBIX TUYECKUX NMpUHIUIIOB N

MoxHo otMeTuTh npunsatue bonbmoi cemepkoid G7 B 2021 roay 2 TOKyMEHTOB 1O
ympaBieanio MW B o0macTu 3ApaBOOXpaHEHUS, KOHEYHOU IEIBI0 KOTOPHIX SBIISETCS
s dexTuBHOE U O€30MaCHOE JIeUeHHE MAlUEHTOB:

CTPATETMYECKUN TOKYMEHT "Pe3ynpTar 1: IpUHIMIBI OHEHKN MEIUIIMHCKUX YCTPOMCTB C
NN unu mamuHHBIM 00ydeHHeM I oOecriedeHus 0e30macHOCTH, d(PHEKTUBHOCTH U
stuudoctu" ("Deliverable 1: principles for the evaluation of artificial intelligence or machine
learning-enabled medical devices to assure safety, effectiveness and ethicality"), koTopsrit
HalpaBjeH Ha OMNpeJeJIiCHUE TMepeIOBOM MPAKTUKU KIMHUYECKOM OIEHKU MEIMITUHCKUX
yctpotictB ¢ MW nnm mammaasiM 00ydeHuem (AI/ML);

cTpaTeruyeckui NokymMeHT "PesynpTar 2: NpUHIMIBI NOJAEPKKH Pa3pabOTKH U
pa3BEPTHIBAHMS MEAUITMHCKUX yCTporcTB ¢ UM unmm MammHHBEIM O0yYeHHEM B Pa3TUIHBIX
ropucauknusax" ("Deliverable 2: principles to support the development and deployment of
artificial intelligence or machine learning- enabled medical devices across jurisdictions"),



KOTOPBIN HaIlpaBlieH Ha OIIEHKY MPHUTOJHOCTH MEAMIIMHCKUX YCTPOWCTB C Mojaepkkoi Al/
ML, pa3pabortanHbix B ojnHou cTpaHe G7, nng pa3BepThIBaHHUS B JAPYrMX CTpaHax -
yuyactHunax G7.

BBICOKOTEXHOJIOTUYHOE HAIPaBICHUE MPOU3BOJACTBA COBPEMEHHBIX MaTEpHaIOB
COCTABIAKOT AaNJUTUBHBIE TEXHOJIOTHHM, KOTOPBIE HMEIOT psAJ IPEUMYyLIECTB NEPENX
TPAAUIIMOHHBIMU CIIOCOOaMU MPou3BoAcTBa. OHM MO3BOJISIIOT COKPATUTh CPOKH BBIBOJIA HA
PBIHOK HOBBIX NMPOAYKTOB, CHU3UTh 3aTpaTbl HA MEXaHHYECKYI0 OOpabdOTKy, YBEIWYUTH
KOA(pUIIMEHT HUCTONb30BaHUS MaTepuasioB W Ap. Haubombpmmii cnpoc Ha aAAUTHUBHBIC
TEXHOJOTHH MPEABABIISIOT BEICOKOTEXHOJIOTUYHBIE OTPACIN MPOMBIIUIEHHOCTH, TAKHUE KaK
MPOU3BOJICTBO BBICOKOTEXHOJIOTUYHBIX MEIULUMHCKUX HU3JeIuil. PBIHOK aJJIMTUBHBIX

MaTepuagoB JUHAMUYHO pa3BuBaeTcs U K 2030 roay 0xXumaeTcst ero 1ecaTUKPaTHBIN pOCT2 :

[To nmpennoxenuto otTaenbHbIX CTOPOH paccMaTpUBaIOTCS BONPOCHI 0€30MaCHOCTH
MaTepuasgoB, U3 KOTOPBIX NMPOU3BOJIUTCS HU3rOTOBIEHUE (I€4aTh) MEIMIMHCKHUX HW3JETUH,
OLICHKM CUCTEMBI MEHEJDKMEHTA KauyeCTBa [POU3BOACTBA YKA3aHHBIX MEIULIMHCKUAX U3/CIINMH,
a TaK)Ke BOMPOCHI, CBA3AHHBIC C LeIecO00pa3HOCThIO ycTaHOBJIeHUS B mpaBe Coroza
MOJIXOJI0OB K NPUMEHEHUIO aJTUTUBHBIX TEXHOJOTUW B cdepe oOpauieHUuss MEIUIMHCKUX
W3JICJIMA U UX CTaHIapTU3aLUN.

[Tox mupKyISIPHON 3KOHOMHKON MOHUMAETCS S3KOHOMHKA, OTJIMYUTEIbHBIM ITPU3HAKOM
KOTOPOM SBJSETCS BOCCTAHOBUTEIBHBIM M 3aMKHYTBIM XapakKTep, HalpaBJICHHBIA Ha
MUHUMU3ALNI0 TOTPEOIEHUS IEPBUYHOTO CHIPhSl U 00BEMOB IEepepadbaThIBAEMBIX PECYPCOB,
YTO, B CBOI OYEpPEAb, COMPOBOXKIAAETCS YMEHBIICHHUEM OTXOJIOB, OTHPABIISIEMBIX Ha
3aXOpPOHEHUE.

Peanusanusa mozeneil HUPKYISIPHON dKOHOMHMKH IpeaycMmorpeHa CrpaTrernyecKumu
HaIlpaBJeHUsMHU pa3BuTUsA EBpa3uiickoil 3koHOMHYECKOW nHTerpauuu A0 2025 roga (MyHKT
4.9 Ilnana meponpusTHii). MOKHO OTMETHUTDH CIEAYIOLIUE MOJEIN IUPKYJIIPHOU SKOHOMUKH,
IIPUMEHHMMBIE B OTHOIICHUU MEAULNHCKUX U3IECIUN.

2 o mMaTepuaiaM nyOnukanuu "Pa3BuTue OTAENbHBIX BBICOKOTEXHOJOTHYHBIX
HarpaBJieHuil. benas kaura" - M., 2022.

Mogens "nipoaiieHRe CpoKa CIIyKObI"

CrnenyeT pacCMOTPETh ¢ YUYETOM MEXKIYHApOJAHOW NMPaKTHKW (HAIpHUMEpP, Ha OCHOBE
ombiTa MpUMEHEHUsT MexayHapoaHoro cramapra IEC 63077:2019 "Good refurbishment
practices for medical imaging equipment") 1eneco0Opa3HOCTh M HEOOXOJAUMOCTH
YCTAaHOBJICHUSI OCOOEHHOCTEH pEeryJUpOBaHUS OOpallleHUus MEIUIIMHCKOW TEXHUKH,
MIOJIBEPTIICICS] PEKOHCTPYKITHH.

Mozaens "BOCCTaHOBJIEHHS MEIUIIMHCKUX U3AeTHHN"



[TonsiTe "BOCCTAHOBJICHHOE€ MEAUIIMHCKOE M3Jeiue" OTHOCUTCA K OJHOPA30BOMY
MEUIIMHCKOMY H3JICTTUI0, KOTOPOE OBUIO IMOJIBEPTHYTO JIOMOJHHUTEIBHONW MPOMBIIUICHHON
o0paboTke s eme OJHOTO WucHosib3oBaHus. Creayer pacCMOTPEeTh C yYETOM
MEXIyHAPOJHONW TPAKTHKH 11eJ1IeCO00pPa3HOCTh W HEOOXOJIWMOCTh YCTaHOBJICHHS
O0COOCHHOCTEH peryaupoBaHus OOpaIIeHUs JIJIs JAHHOTO THTIA METUITMHCKUX WU3/ICTUH.

3. JlanpHeiiiee COBEPIICHCTBOBAHUE W ONTHUMHU3AIMS U(POBBIX MPOIECCOB IPHU
perucTpanuu U 0OpaIieHuu MEIUIIMHCKUX U3/ICTNI B IEJISIX YIIPOIICHUST OM3HEC-TIPOIIECCOB
B rocyJlapcTBax - wieHax Coro3a

JlanpHEIIIee COBEPIICHCTBOBAHUE U ONITUMHM3AINS MHGOPMAITMOHHOTO TTPOCTPAHCTBA B
cdepe oOpaleHust METUIIMHCKUX U3ACIIUNA TPOBOJIUTCS B LIETISAX:
oOecIieueHns MPEEeMCTBEHHOCTH TpoIlecca KIMHUYSCKUX HCIIBITAaHUN (HMCCaea0BaHu)
MEIUITMHCKUX W3JENUN, a Takke OOECIeueHHs] WX KAa4eCTBEHHOTO MPOBEICHUSA W
pPacCMOTPEHUsI BO3MOKHOCTH CO3JIaHUS peecTpa KIMHUUECKUX UCCIICIOBAHUN MEIUITMHCKUX
n3aenuii B Corose;
ONTHUMH3ANNU HUGPOBBIX MPOIECCOB MPH PETUCTPAIMU U OOpaAIICHUH MEIUITMHCKUX
U3ACIINN;
NepeBo/ia MPOIEeIyPbl PETUCTPAITUN MEAUIIMHCKUX U3JIEINI Ha PEECTPOBYIO MOJIEIb.

V. PACIIIMPEHUE UHTEI'PAITM OFBIIET'O PHIHKA MEJTUITAHCKWX W3IEJINIA
COIO3A B MEX/TYHAPO/IHBIN PBIHOK

Komuccueit npogomkutes pabota 1o rapMOHU3AIMU U akTyanu3anuu npasa Coros3a B
chepe oOpamieHUs] MEIUIMHCKUX H3JETUNA C y4eTOM peKOMeHAanuid MexayHapOoIHOro
dhopyma perynsatopoB meauimHckux u3aenui (IMDRF).

[TponomkuTcs pazBUTHE B3aMMOJICUCTBUS TOCYIapCTB - 4ieHoB Cor03a U rocy1apcTB
HaOmoaarenelr Coro3a 1o rapMOHHU3AIMU TPeOOBAHUN K OIIEHKE METUITMHCKUX U3ACIUN, YTO
Oynet crocoOCTBOBATh MpHU3HAHUIO apTHepaMu Coro3a U TPEThUMHU CTPAHAMU PE3YJIbTAaTOB
OIICHKW CHUCTEMbI MEHEPKMEHTA KaueCTBa MEIUIIMHCKUX H3JIENIHA, a TAK)Ke X 0€30MacHOCTH
U 3G (PEKTUBHOCTH.

[Inanupyercst pacummpeHue KoHcynbTanui nmo mpaBy Coro3za B cdepe oOpaiieHus
MEIULIHUHCKUX U3JIEJIUN C 3aMHTEPECOBAHHBIMU TPETHUMU CTPAHAMH.
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