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HoBoBBefeHUA B NopsagKe nepexoaa
Ha peructpauuio no npasunam EA3C

CoseT ESK npuHan pewenune ot 22.05.2025 N2 34 (BCTYNWUI0 B CUITy
€ 21.06.2025), KOTOPbIM BHECEHbI BaXXHbl€ U3MEHEHUS B NOPAA0K
nepexopa OT HaLMOHaNbHOM perncTpaunn neknpenapaTos

K permctpauum no npasuiam EA3C

O6uLee NpaBUNO: PErNCTPALIMOHHbIE
nocbe J1C, BblaaHHble Mo HaLMOoHa bHbIM
npaBunam, AeNCTBYIOT 10 KOHLa CPOKa, HO
He no3gHee 31.12.2025.

UcknioueHus:

1. Ecnm o 31.12.2025 nogaHo 3aaBneHne
Ha NpuBeAeHNe 0OCbe B COOTBETCTBME C
npasunamu EASC:

= JelcTBME HaLUMOHaIbHOIo 4OCbe
npof/ieBaeTcs Ha CPOK NPUBEAEHNA
B COOTBETCTBME,

" HO He 6oJlee YeM Ha 3 rofia B KaX oM
13 3aABIEHHbIX TOCYAAPCTB C AaThl
noaayqv 3asBneHns B pehepeHTHOM
rocynapcTse,

= 11 JOMONHUTENBHO Ha 2 roAa Ha nepu-
Ofl NMPOBe/ieHs MpoLieAypbl B rocyaap-
CTBE NMpUsHaHus.

Mpu 9TOM 3aABMEHME B FOCYAaPCTBO Npu-
3HaHWA [OMKHO BbITb MNOAAHO [0 OKOHYa-
HUA 3 NeT C MOMEHTA NoAaun B pedepeHT-
HOe rocyaapcTBo.

2. Ecnv npouenypa npuBeaeHns B COOT-
BETCTBME 3aBeplleHa B peepeHTHOM
rocygapctse fo 31.12.2025, To peructpa-
UMst NpoASIEBaETCA B rocyapCTBax npu-
3HaHWA Ha CPOK 3aBepLUEHUS NpoLeay-
pbl, HO He 6onee YeM Ha 2 roaa, HaunHas
€ 31.12.2025.

YNONHOMOYEHHbIe OpraHbl MOMYT yKasbl-
BaTb CTaTyC perncrpauuu B peectpax J1C
C YYETOM MPOASIEHUN.
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https://docs.eaeunion.org/upload/iblock/25a/h4gockk2cxv517ck47kv77vb1jlki4br/Reshenie-Soveta-_-34-ot-22-maya-2025-g.pdf

N3MeHeHus B nopspKe npoBeaeHus

rocsakynok

COBMMUH NpuHsAN noctaHoeneHue ot 08.05.2025 N2 252 (BcTynaeT

B cuny ¢ 10.08.2025)

[OKyMEHTOM BBOANTCS 06s13aTeNbHbINA
3NEKTPOHHbI (hopmaT 3aKynoK 13 0HOro
MCTOYHMKA A5 3aKYMOK, MPOBOANMbIX B
cnyyasix:

" [PU3HaHWA NpoLesypbl FOC3aKymnKu
HecocTosABLLENCA (M. 7 MPUNOXEHNA
K 3aKOHy O roc3aKyrnKax);

= rpuobpeTeHnst ToBapoB/paboT/ycnyr,
OPVEHTMPOBOYHAs CTOMMOCTb FOf0-
BOW (06LLielt) NOTPEGHOCTH roCc3aKymKu
KoTOpbIX cocTasnsaeT oT 50 go 500 BB
(N. 9 NpUNoXeHMs K 3aKOHy roc3akyn-
Kax).

PaHee 0653aTeNbHbIN 8N1EKTPOHHbIN hop-
MaT 3aKymnok 6blS1 TOSIbKO Npw NpoBeje-
HMM 3aKynok no . 9.

Takxe ycTaHaBnMBaeTCcs rnaata oneparto-
py: 0,1% OT cyMMbI gorosopa (Ho He Gonee
1 BB). MNnaTa He B31MaeTCs, €C/IN CyMMa
3aKynku He npesbiwaeT 50 BB.

MocTtaHosneHne MAPT ot 12.04.2019
N2 30, ycTaHaBAMBaroLLEee Cnocobbl N3y4e-
HUSA KOHBIOHKTYPbI PbIHKa, 6bI10 NpYBEAe-
HO B COOTBETCTBME C HOBbIMW NpaBuiamu.

Tak, MAPT npuHan noctaHoBAEeHUE
oT 17.06.2025 N2 42 (BCTynaeT B CUly
¢ 10.08.2025), KOTOPbIM CKOPPEKTUPO-
BaHbl CNOCO6bI N3YYEHNA KOHBFOHKTYPbI
PbIHKA, B YaCTHOCTM:

u KONMM4YeCTBO NMOoTeHUMaIbHbIX NMOCTaB-
LLMKOB, KOTOPbIM H€O6XO}ZLI/IMO Hanpa-
BWUTb 3asiBKM, COKpaLLEHO ¢ 5 A0 3;

= HOBbIVI CMOCOG6 N3YYEHUST KOHBFOHKTY-
Pbl pbIHKa: MNOSy4YeHNe MHhOpMaLMn
OT MOTEHLMaNbHbIX MOCTaBLUMKOB 63
HarnpaBneHns 3asBOK O NpeaocTaBse-
HUM MHbOPMaLMK. Hanpumep, nyTem
MOYYEHNST PACCHITKM Ha 9N1EKTPOH-
HYHO MOYTY.
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https://pravo.by/document/?guid=12551&p0=C22500252
https://pravo.by/document/?guid=12551&p0=W22543493
https://pravo.by/document/?guid=12551&p0=W22543493

N3MeHeHUss B MapKUpoOBKe
NleKcpeACcTB U BeTnpenapaToB

B EA3C

CoBeT ESK npuHsan pewenue ot 15.05.2025 N2 32 (BcTynaet B cuny

¢ 12.11.2025), KOTOPbIM BHECEHbI U3MEHEHWSI B TPEO6OBaHMS
K MapKUpOBKe NleKCpeaCTB U BETEPMHAPHbIX JieKnpenapaTos

1. KoppekTupoeka ¢opmara gar

" yCTaHOBJ/IEHbI anbTepHaTMBHbIE hOop-
MaTbl yKa3aHus AaTt npon3BoacTBa
1 cpoka rogHocTu (Hanpumep, MM
e MMICTTT MM/TTTE MM
v MM T, MMLTT, MM/TT, MM T,

2. O6HOBNEHMe cocTaBa BCriomoraTesib-
HbIX BeLLecTB

" B HOBOW pefaKLmm U3MOXEH NepeyeHb
BCMOMOraTesibHbIX BELLECTB, yKasbl-
BaeMbIX Ha BTOPUYHOI ynakoBke J1C
1 BETNPENapaToB /15 NpYemMa BHYTPb.

3. MapKupoBKa BbICOKOTEXHOMOMMYHbIX
neKnpenapaTos

Tenepb 4515 BbICOKOTEXHOMOMMYHbIX J1C
TaK)Ke BBeeHbl TpeboBaHNs, B YaCTHO-
CTU:

Ha yrnakoBke J1C, cofepallmx KneT-
KV UK TKaHW, JOMKHO ObITb yKa3aHo:
«[lpenapat CoAepXXUT KNETKM YeoBe-
4yecKoro (MM XXMBOTHOIO) MPOMCXOXK-
JEHVS» C KpaTKMM OMMcaHneM 1x Buaa
1 MPOVCXOXAEHNS.

JIONONHUTENIbHO K HOMEPY CEepun Ha
BTOPMYHOW yNaKoBKe yKasblBakoTcA
NAEHTUDUKALMOHHbIE KOfbI JOHALWIA.

4. HoBble npepynpeauTenbHble HagnMcu
¥ CUMBOJIbI

ana J1C ¢ apomatundatopamu: «Ipe-
rnapat COLepXXUT apomMaTn3aTop...»,
«C apomaTtoMm...», «CO BKYCOM...»

Anst aytonornyHblx J1C: nHGopmauums,
naeHTUdbMLVMpYytoLlaa nauveHTa (GU0,
[laTa poXAeHns), U MoMeTKa « ToJIbKO
/151 2y TONIOMMYHOIO MPUMEHEHMsT». T1pn
OTCYTCTBMM BTOPUYHON YNaKOBKM 3Ta
nHdOpMaLma HAHOCUTCS Ha NepBUY-
HYHO.
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https://docs.eaeunion.org/upload/iblock/e51/pxagb3207mh9po61123w8sb69f8u3aye/Reshenie-Soveta-_-32-ot-15-maya-2025-goda.pdf

YTBep)XXaeHa peKoMmeHaauusa

NO UCNOJIb30BaHUIO AaHHbIX
peanbHON KJIMHNYECKON NPaKTUKHU
EA3C

Konneruns ESK ytBepanna pekomengaumio ot 10.06.2025 N2 15
«O PykoBoAacCTBe MO 06LLMM BOMPOCaM UCMNOb30BaHUA AaHHbIX
peanbHOW KIMHUYECKOW NPaKTUKKN B paMKax obpalleHus
nekapcTBeHHOro npenapara» (Bctynuna B cuny ¢ 10.07.2025)

Kakue UCTOYHUKM JaHHbIX KIIMHUYECKOMN
NPaKTUKNU MOXXHO ucnosib3oBaTb?

coLceTY;

OaHHblIE UHTEPBEHLMOHHDLIX U Habto-
natefibHbIX MCCrefoBaHN,

PerncTpbl n 6a3bl MeAVLNMHCKMX AaH-
HbIX Ha OCHOBE PerncTpos,;

[laHHble O CryYasnx okasaHusa Meau-
LUMHCKOM MOMOLLM NaLmeHTam, nony-
YeHHble OT CTPaXOBbIX MeANLMHCKIX
opraHmaaumin 1 GoHL0B;

06e31MYeHHble AaHHble SJTEKTPOHHbIX
MeONLUMNHCKUX KapT,

[laHHble HOCKUMbIX YCTPOWCTB, MpHMe-
HSeMbIX NauneHTamu B ambynatop-
HbIX YCNOBUSAX;

JlaHHble ONpoCcoB (aHKETMPOBAHNS)
0 COCTOSIHUM 3[0POBbS ¥ UCX0oAaX,
coo6bLLaeMbIx NauneHTamuy;

Apyrme NCTOYHNKN.

,ﬂ,OI'IyCKaeTCﬂ NCrnoJsib30BaTb TEXHOJIOI NN
MCKYCCTBEHHOIO MHTENNEKTa AJ1A c6opa
JaHHbIX peaﬂbHOVl KNIMHUYECKOM npak-
TUKWN.

Y10 Ba)KHO 3HaTbL?

* BCe [laHHble, UCMOMb3yeMble B pam-
KaxX peanbHOWN KIIMHUYECKOM npak-
TUIKW, ABNAIOTCH 06€3IMYEHHBIMUN U
TpaHCrpaHn4YHasa nepefada nepcaaH-
HbIX HE OCYLLECTBNSETCS,

= 3anpeLleHo UCNonb30BaTb UCCe-
[OBaHUSA peanbHOM KITMHUYECKOMN
NPaKTUKN B MApPKETUHIOBbLIX 1 MPO-
MOLIMOHHbIX LIENSX;

* nepef NpoBefeHVieM UCCeA0BaHM
peasibHOM KIIMHUYECKOM NMPaKTUKKU
(B 60MbLUNHCTBE Cly4aeB) crnenyeT
Nony4YnTb Of0BPEHNE HE3aBVCHMOTO
(nokanbHOro) 3TMYECKOro KOMUTETA.
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https://docs.eaeunion.org/upload/iblock/7bb/y2x0hmgj1w63jb6vazhs4usqxrd0q0z3/Rekomendatsiya-Kollegii-_-15-ot-10-iyunya-2025-g.pdf

YnpouieHa npoueaypa BBo3a
OTAE/IbHbIX BbICOKOTEXHOJTIOMMYHbIX
MeAULUVHCKUX YCTPOUCTB

Konnerus ESK npuHana
peweHune ot 07.07.2025 N2 68
(BcTynaet B cuny c 09.08.2025)

[JOKYMEHTOM pacLUMpeH CMMCOK BbICOKO-
YaCTOTHbIX YCTPOMCTB, NCMOMb3YHOLLMX
Mosockl pagmoYacToT (pagnodacToThbl
I MOLLIHOCTb), BBO3 KOTOPbIX TEPPUTO-
puto EASC gonyckaeTcs 6e3 I1LeH3nu,
3akntoYeHns (paspelinTenbHOro 4o-
KYMEHTa) U/ CBEAEHUI O BKIIKOYEHUN
B edVHbIN peecTp.

Tak, Tenepb 6€3 COOTBETCTBYHOLMX [0~
KYMEHTOB ZlonycKaeTca BBO3UTb MPT n
cuctembl MPT, paboTatolLyme B nosiocax
paguoydacTtoT: 23,6 Ml +/- 1,06% nnu
23,35-23,85MrI'uL.

Kak orMeyatoT B ESK, cooTBeTCTBYHOLLME
CUCTEMbBI UMEKOT PAL NPENMYLLECTB C
TOYKMN 3PEHNS BbICOKOIO Ka4yecTBa BU-
3yanuaaumu, yCTaHOBKM ¥ SKCriyaTaLluu.
VIX TEXHUYECKIME XapaKTEPUCTUKM He Npu-
BOAAT K BO3HWKHOBEHMIO 3/1eKTpoMar-
HUTHbIX MOMEX.
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https://docs.eaeunion.org/upload/iblock/d91/uyd4xuoh5jcu7sf587fzwxbol1t7c4gt/Reshenie-Kollegii-_-68-ot-7-iyulya-2025-g.pdf
https://eec.eaeunion.org/news/eaes-uproshchaet-protseduru-vvoza-vysokotekhnologichnykh-meditsinskikh-ustroystv/

Hoeble TpeboBaHusa K peructpawum
BEeTEPUHAPHbIX NpenapaToB

MuHcenbxo3npog NpuHsaa noctaHosneHue ot 10.03.2025 N2 23
(scTynuno B cuny ¢ 06.04.2025).

1. lnaBHOe HOBOBBE-
AeHue — yTBePX/EHb!
HOBble TpeboBaHMsA K
(hOpPMUPOBAHWNIO peru-
CTPaLMOHHOMO A0ChE
BeTepUHapHOro npena-
paTa.

Tpe6oBaHus kacaroTcs
KaK NnepBUYHOI peru-
CTpaumu, Tak 1 BHeCeHUs
M3MEHEHWI, a TaKkXKe
NOATBEPXKAEHNA pern-
cTpaumu.

2. CuctemaTnsnpoBaH

nepeyeHb JOKYMEHTOB,
COCTaB/AIOLLLUX PErucT-
paLMoHHOe flocbe BeTe-
PUHApHbIX NpenapaTos.

lNepeyeHb, B 4aCTHOCTH,
BKJ/IHOYaET:

= [POEKT aKTa,
YTBEPXAAOLLErO Tpe-
60BaHNS K Ka4ecTBY;

= JOKYMEHTbI O MPOn3-
BOAUTENE;

= MakKeTbl yNaKoBKU
N HCTPYKLUMY;

= [laHHble O KJIMHNYe-
CKMX N [OKNTNHMYE-
CKWX UCCNefoBaHUsX,
BKJItOYasA OTHETbLI U
NMPOTOKOJbI UCMbITa-
HWA 1 ap.

3. YTBep>XAeHbl HOBble
¢opmbI aKcnepTHbIX
3aKJ/loYeHUA.

dopmbl KacaroTes
roCperncTpaumm Kak
BeTepuHapHblIx J1C, Tak
 KOPMOBbIX A06aBOK, @
TakxXe Ae3nHOULMPYHO-
LLMX, OE3MHCEKLMOHHDIX,
[le3aKapu3auUmoHHbIX
CPeACTB BETEPUHAPHOIO
Ha3HaYeHus.

Ba)kHo: HOBble TpeboBaHUS
He pacnpoCTpaHATC Ha
[0Cbe, NoAaHHble [0 BCTY-
nAeHns B Cuy NoCTaHoBNE-
HUS.
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https://pravo.by/document/?guid=12551&p0=W22543101

YcuneH KOHTPO/JIb 3a BbllJlaTaMM

3apnnar

MpuHAT 3akoH Pecny6nvku

Benapycb ot 12.07.2025
N2 90-3 (BcTynaeT B cuny
c 18.08.2025)

[JOKYyMEHT BBOAMT 0CO6bLIN MOPAAOK
ynnatbl B3HocoB B ®C3H ana HaHu-
MaTenel B Criydae BbisBneHns GakToB
BblM/1aTbl Tak Ha3blBaeMoW 3apnaaTbl B
«KOHBEpPTax».

HeraTuBHble nocneacTBus 3a BbinnaTty
3apnnaTtbl «B KOHBepTax»:

CTpaxoBble B3HOCbI HAYNCAAOTCSA
6e3 NpMMeHeHns NpefenbHol 6a3bl,
paHee OrpaHUYeHHOM NATUKPATHOM
cpenHelt 3apaboTHol nnaTor no be-
napycu.

MUHVMaNbHbIV NOPOr ANA pacyeTta
B3HOCOB: He HWke 1/30 naTmkpar-
HOW cpefiHel 3apaboTHOW NaaThbl 3a
KaXK bl AieHb GaKTU4ecKo paboTbl,
[laXke ecnv peasnbHbI 06beM BbInNnaTt
OblN HUXKE.

[na paboTHMKa B CTPaxoBOW CTax
OyAeT 3acymTaH AOX0A Ha YPOBHe
MWHUMasbHOM 3apaboTHOM NnaTbl.
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HoBble 06s13aHHOCTH ANnd
HaHUMaTeneu Npum Hamme
WHOCTpPaHHbIX Pab0OTHMUKOB

B benapycu

Mpe3naeHT nognucan Ykas ot 21.05.2025 N2 202 (BcTynaeT B cuiy
¢ 23.08.2025, 3a UCKJIHOYEHWEM OTAESbHbIX MONOXKEHWUI)

Y HaHUMaTene NoaBIAeTes Psj HOBbIX
0643aHHOCTEN.

1. 3aknoueHne TPyJOBOro AOroBopa B
YCTaHOB/IEHHbIE CPOKU

= Ecnu cnew. pa3pelleHne nonyyYeHo Ao
Bbe3aa MMMUIrpaHTa - TpyA0BOM A0-
FOBOP HY>XHO 3aKJ/THO4UTb B TEYEHWE
30 kaneHZapHbIX AHEN ¢ faTbl Bbe3aa
B benapyce.

= Ecnu cneuy. paspelleHue nosyyeHo
y>e nocne Bbesga MMMUrpaHTa —
TPYLOBOW AOrOBOP HY>KHO 3aKJTHOUNUTb
B TedeHune 30 KaneHaapHbIX AHEN C
[aTbl NOMYYEHNA TaKoro paspeLleHust.

Cneu. paspeLleHne He Hy>KHO nony4aTb
Ha pyKOBOAWTENS MPEACTaBUTENBCTBA,
pabOTHWUKOB, KOMaHAMPOBaHHbIX A5
paboTbl B NpeCTaBUTENBCTBE Ha CPOK
He 6onee 2 MecsiLieB U Ha MHOCTPaHHbIX
rpaxkaaH EASC.

2. HazHauyeHue OTBETCTBEHHbIX UL,

HaHnmatens o6s13aH onpeaenuts B JITA
OTBETCTBEHHbIX 3@ OCYLLIECTBIEHNE KOH-
TpONsa TPyAOBON AEATENBHOCTU U YCIO-
BUIA MPOXXMBAHNSA UMMUIPaHTa.

Ha Hux Bo3naraeTtcs ocyulecTBrieHne
KOHTPOIA:

* 33 haKTUYeCKUM NPOXMBaAHNEM
MHOCTPaHLa N0 MECTY BPEMEHHOIO
NPOXMNBaHWS;

* COOTBETCTBMEM YCNOBUI €r0 NPO-
xneaHus CaHlnHy, TMrueHn4YecKnm
HopMaTMBaM v Apyrnm TpeboBaHmaMm
K >KWU/1bIM MOMELLEHUAM;

= CpOKamu [ENCTBUA AOKYMEHTOB UHO-
cTpaHLua (B13a, NacnopT, BOANTENb-
CKOe y[I0CTOBEPEHNE U UHbIE).

3. 3anpeT Ha BpeMEeHHbIW NepeBoA, UHO-
CTpaHLua K ApPyroMy HaHMMaresno

4. OneKTpoHHOEe yBeAOM/IeHUe
(c 01.01.2026)

HaHnmaTtens 0693aH yBeOMAATb O 3a-
KJTFOYEHMW, NPOANEHNM N NPeKpPaLLEeHNH
TPYyLOBOro Aorosopa vyepes EanHbIN nop-
Tan 9NeKTPOHHbIX YCIYT.
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https://pravo.by/document/?guid=12551&p0=P32500202

YcTaHOB/IEH eAUHbIN pa3Mep
BO3HarpaXZieHusi opraHusaTopa
roc3aKyrnok JIeKCpeAcCTB

n Mmeau3penuu

MuH3gpaB NpUHAN [JlOKyMEHTOM YCTaHOBJIEHbI:

rnoctaHoBneHue ot 28.05.2025
N2 52 (BcTynuso B cuny
¢ 07.06.2025)

eAVHbI pasMep BO3HarpaxxaeHns
opraHmsaTtopa Npu rocaakynke me-
AN3Oenni, 3anacHblX YacTen K HUM —
0,76 %;

e[UHbIN pasmep BO3Harpa)aeHus
opraHmusarTopa npu rocsaxyrnke fnek-
CPeACTB W Ne4ebHOro NUTaHns —
0,81 %.



https://pravo.by/document/?guid=12551&p0=W22543377
https://pravo.by/document/?guid=12551&p0=W22543377
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