3aperncTpupoBaHo B HaunoHanbHOM peecTpe NpaBOBbIX aKTOB

Pecnybnuku benapycbk 23 gekabps 2022 r. N 8/39228

NMOCTAHOBJIEHME MMHUCTEPCTBA 3APABOOXPAHEHUA PECNYBJIMKU BENAPYCb
12 masa 2022 r. N 42

OB YTBEPXXOEHWU PEMAMEHTOB AODMUHUCTPATUBHbBLIX MPOLIEAYP B OBJIACTH
3APABOOXPAHEHUA

(B pea. noctaHoBneHmn Munsgpasa ot 15.09.2023 N 138,
o1 20.11.2023 N 174, ot 19.03.2024 N 54, ot 26.04.2024 N 80)

Ha ocHoBaHun ab3aua TpeTbero ctatbn 9-1 3akoHa Pecnybnuku Benapycb ot 28 oktsi6ps 2008 r. N 433-3
"O0 ocHoBax aAMWHUCTPATMBHbIX npoueayp”, noanyHkta 9.1 nyHkta 9 T[lonoxeHns o MwuHUCTepcTBe
3apaBooxpaHeHnst Pecnybnukn Benapycb, yTBepxaeHHoOro noctaHoesneHmem Coeta MuHuctpoB Pecny6nuvku
Benapycb ot 28 oktabpa 2011 r. N 1446, MwuHuctepctBo 3apaBooxpaHeHus Pecnybnvkn Bbenapycb
MOCTAHOBIAET:
(npeambyna B pea. noctaHoBneHms MuHagpasa ot 26.04.2024 N 80)

1. YTBEPAUTD:

<1> [na uenew HacTOAWEro MOCTAHOBMEHUS MNOA4 MOAMYHKTOM MOHMMAaEeTCA MOANYHKT MyHKTa e4MHOro
nepevyHss aAMUHUCTPATMBHBIX MpoLedyp, OCYLECTBNAEMbIX B OTHOLUEHUN CYOBEKTOB XO3AWCTBOBaHUS,
yTBEpPXAEHHOro noctaHoBrneHnem Coseta MuHuctpoB Pecnybnvkn Benapycb ot 24 ceHTabpsa 2021 r. N 548.

PernameHT agmMmHUCTpaTMBHOW Npoueaypbl, OCYLLECTBISAEMON B OTHOLUEHUN CYObLEKTOB XO3SINCTBOBAHMS,
no nognyHkTy 8.14.2 "CornacoBaHune peknambl NeKapCTBEHHOro npenapara, MeToda OKasaHWs MeAMLUHCKON
nomoLn, paboTbl AW yCryr, COCTaBMASIOWMX MEONLMHCKYIO AeATENbHOCTb, N3Aennsa MeQULMHCKOrO HasHavyeHus,
MELMLMHCKON TEXHUKM, BMONOrM4eckn akTuBHOM f06aBkM K nuLle" (npunaraeTcs);

YTBEPXIEHO

[IocTaHOBJIEHUE

MuHMCTEepCTBa 3OPaBOOXPAaHEHUA
Pecnybnmuku BeJsapychk
12.05.2022 N 42

PEFMAMEHT
AIOMUHUCTPATUBHOM NPOLIEAQYPbI, OCYLECTBNSAEMOW B OTHOLLUEHUU CYBBEKTOB
XO3ANCTBOBAHMS, MO MNOAMNYHKTY 8.14.2 "COrMACOBAHUE PEKNAMbI TIEKAPCTBEHHOIO
NPEMNAPATA, METOOA OKA3AHUS MEOULIMHCKOW NOMOLL, PABOTbI UMK YCNYTU,
COCTABSAIOLMX MEAULIMHCKYIO OEATENbHOCTb, U3AENUA MEOULMHCKOIO HA3HAYEHMS,
MEOVULMHCKOW TEXHUKW, BUONOMMYECKU AKTUBHOW [IOBABKU K MULLE"

(B pea. noctaHoBneHnsa Munsgpasa ot 26.04.2024 N 80)

1. OCOBEHHOCTM OCYLLIECTBINEHNA aAMUHUCTPATUBHOW NpoLeaypbl:

1.1. HaumeHoBaHWEe YMNOMHOMOYEHHOr0 opraHa (MOABEAOMCTBEHHOCTb aAMWHUCTPATMBHOW Mpouedyphbl) -
pecnybnvkaHcKkoe yHUTapHoe npeanpusTtue "LieHTp akcnepTns 1 UcnbiTaHuii B 30paBoOXpaHeHnmn";

1.2.HOpMaTMBHHe npaBoOBble aKTbl, MeXAOyHapOo4Hble OOroBOpbI PeCﬂy6HMKM Eenapycm MeXxayHapoHble



npaBoBble aKTbl, coaepxalumne obasarensctBa Pecnybnukn benapycb, perynupytolime nopsaok OCyLLeCTBNEHUS
aAMVHUCTPaTMBHOM Npoueaypbl:

3akoH Pecnybnuku benapycbk oT 10 masa 2007 r. N 225-3 "O pekname";

3akoH Pecnybnukn Benapycbk "O6 ocHOBax agMUHUCTpaTUBHBIX Npoueayp";
(B pen. noctaHoBneHus MuHsapasa o1 26.04.2024 N 80)
ab3au uckntoyeH. - NocraHosneHne Munsgpasa ot 26.04.2024 N 80;

noctaHoeneHme CoeTta MwuHucTpoB Pecnybnukn benapycb oT 24 ceHTtabpa 2021 r. N 548 "O6
aAMVHUCTPATMBHbIX NpoLeaypax, OCyLEeCTBASIEMbIX B OTHOLLEHUN CYOHEKTOB XO3AACTBOBAHNA";

1.3. MHbIE nMetoLLmecss 0COBEHHOCTM OCYLLIECTBNEHNS agMUHUCTPATUBHOM Npouenypbl:

1.3.1. obwue TpeboBaHuA Kk pekname ycrtaHoBleHbl B cTatbe 10 3akoHa Pecnybnukm benapycb "O
pekname";

1.3.2. TpeboBaHuA K cogepXaHuio peknamMbl fieKapCTBEHHOro npenapata, MeToda OkasaHus MeguUMHCKOW
nomoLum, paboTbl UK ycnyru, COCTaBRAIOLNX MEOULMHCKYIO AEATENbHOCTb, U3AeNnst MeOULVHCKOTO Ha3HauYeHwus,
MELMLIMHCKON TEXHWUKM, BMONormdeckn akTMBHOM [OGaBKM K nuie onpeneneHsl B nyHktax 4, 5 n 7 craten 15,
nyHkTax 2 n 4 ctatbn 15-1 3akoHa Pecnybnukn Benapyck "O pekname”;

1.3.3. cnyyamn 3anpeTta peknambl NEKApCTBEHHOrO npenapaTta, MeToda OKasaHus MeAWUMHCKOW MOMOLLM,
paboTbl MMM yCnyrM, COCTaBMASIOWMX MEAVULUMHCKYI0 AeATenbHOCTb, W3Aenus MeAULUMHCKOrO HasHaveHwus,
MeOMLMHCKON TeXHUKKM, Bronormyeckn aktmeHon gobaskun K nuwe onpegeneHsl B NyHkTe 2 ctatbn 15 n nyHkTe 3
ctaTtbu 15-1 3akoHa Pecnybnukn Benapyce "O pekname".

2. JlokyMeHTbl U (Mnn) cBeaeHUsi, HeobxoaMMble ANsl OCYLLECTBIIEHWUSI aAMUHUCTPaTMBHOW npoueaypsbl,
npeacraBnsemble 3anHTepecoBaHHbIM MULIOM:

dopma 1 nopsaokK

HaumeHoBaHue gokymeHTa un (unn) | TpeboBaHus, npeabaBAsemMble K
npeacTaBrneHns JOKyMeHTa u

cBefeHun OOKYMEHTY U1 (UNn) cBeaeHNAM (M) cBEREHMI
3asBneHvne NOIPKHO coAepxaTb CBeAeHus, B MMCbMEHHOWN popme:
NpeayCcMOTPEHHbIE B YacTu
nepBou nyHkTa 5 ctatbn 14 B X04e npvema

BakoHa Pecnybnukn benapyce  [3avHTepecoBaHHOrO n1ua;
"O6 ocHOBax agMWHUCTPATUBHbIX
npouenyp" nocpeacTBOM NMoYTOBOM
CBA3Y;

HapOYHbIM (Kypbepom)

(B peq. noctaHoeneHus MuHsapasa o1 26.04.2024 N 80)
nosnumsa uckntoveHa. - NocraHoenexnne MuHsgpasa ot 26.04.2024 N 80
06pasLbl peknamHbix MaTepuanoB Ha OymaXHOM HocuTerne B
dopmaTe A4 B ABYX 3K3emnnapax
1 OONOMNHUTENBHO BUOEO- U
ayanopeknamMa Ha afeKTPOHHOM

HocuTene
KOMUN OOKYMEHTOB, Ha 6yMa)KHOM HocuTterne
NOATBEPXKAALWNX AOCTOBEPHOCTL
peknambl
o6pasubl noTpebuTensckon Ha BymaxHOM HocuTene

3TUKETKM (ANst Buonornyeckm
AKTUBHON [06aBKM K nNyLe)

Mpu nopaye 3asiBNEHMS YMNOSIHOMOYEHHbIM OpraH BrpaBe noTpeboBaTb OT 3aUHTEPECOBAHHOIO nuvua
OOKYMEHTbI, MpeaycMOTpeHHble B ab3auax BTOPOM - CeObMOM 4acTu MepBor MyHkTa 2 ctatbum 15 3akoHa
Pecnybnuku Benapycb "O6 ocHoBax agMUHUCTPaTUBHbIX Npoueayp”.

3. CeBepeHuss o crpaBke WM WHOM [OKYMEHTe, BblgaBaemMoM (MPUHMMaeMoM, COrflacoBLIBAEMOM,



yTBep)K,EI,aeMOM) YNONMHOMOYEHHbIM OpraHoM no pe3yrnbTaTaM OCyLUeCTBIIEHUA a,EI,MI/IHVICTpaTVIBHOIZ npouenypbl:

. dopma
HavmeHoBaHne gokymeHTa Cpok genctaus
npegcraBneHus
NMCbMO pecnybnMKaHCKOro YHUTapHOro NpeanpusaTus 1 roa nNMCbMEHHas
"LIeHTp 9KCNepTn3 U UCnbiTaHMn B 3gpaBOOXpaHeHnn"

4. Bug v pasvep nnatbl, B3UMaeMoWn Npv OCYLLECTBIEHUM aAMUHUCTPATMBHOW NpoLeaypbl, UK NepeyeHb
3aTpaT, CBSI3aHHbIX C OCYLLECTBIIEHMEM aAMUHUCTPATUBHON NpoLeaypsl, - nnarta 3a yCnyru:

4.1. 3aTtpaTbl, HENOCPEACTBEHHO CBfA3a@HHble C oOKasaHuveM ycnyr (paboT) npuM OCyLeCTBNeHuU
aAMVHUCTPaTMBHOM Npoueaypbl:

onnata Tpyda pabOTHUKOB, MPUHMMAIOLMX HEMOCPEACTBEHHOE yyacTue B oKasaHuu ycnyr (paboT) npwu
OCYLLECTBIEHUN agMUHUCTPATUBHOW NpoLieaypsbl, 06513aTenbHble CTPaxoBble B3HOCHI B GHOKET rocy4apCTBEHHOIO
BHEGIOMDKETHOrO (hoHAa couManbHOW 3aluuTbl HaceneHuss Pecnybnuku Benapycb, CTpaxoBble B3HOCHI MO
06513aTeNbHOMY CTPaxOBaHMI0 OT HECYACTHBIX Clly4aeB Ha NPOU3BOACTBE U NpodheccoHanbHbIX 3aboneBaHuit;

maTtepwuarnbl, UICNONb3yeMble NPY OKa3aHUW YCNyr nNpu ocyLLeCcTBNEHUN agMUHUCTPATUBHON NpoLeaypsbl;

WHble 3aTpaTbl, HEMOCPEACTBEHHO CBA3aHHbIE C OKa3aHWEM YCIyT Mpu OCYLLECTBIIEHUN aAMUHUCTPaTUBHOM
npouedypbl (B TOM uucrie amMopTu3auusi OCHOBHbIX CPEACTB W HemaTepualnbHbIX akTMBOB, apeHaHas nnara,
TekyLlee obCrnyXvnBaHe NporpaMmHbIX CUCTEM);

4.2. npoyne 3atpaTbl, KOTOPble HE OTHOCATCHA HaMpPAMYl K 3aTpatam, HernocpeacTBEHHO CBA3aHHbIM C
okazaHveM ycnyr (paboT) Npyu ocyLWeCcTBNEHUN agMUHUCTPaTUBHOW NpoLeaypbl:

KOMMYHarbHbIe YCIyriu;

ycnyru cBssu;

TpaHCMopTHbIE 3aTpaThl;

WHbIE YCMYTrN CTOPOHHUX OpraHn3aumi (B TOM YMCIe OXpaHa, TEKYLLUMIA PEMOHT U 06CnyXuBaHue);
KOMaHOMPOBOYHbIE pacXoapbl;

onnarta Tpyaa paboTHUKOB, KOTOPble HE MPUHUMAOT HENOCPEACTBEHHOMO y4acTus B okazaHun ycnyr (pabor)
nNpyM  OCYLEeCTBNEHWM aAMWHUCTPATMBHOM Mpouedypbl, obs3aTenbHble CTpaxoBble B3HOCHI B Gloogxer
rocygapCTBeHHOro BHeB4KeTHOro hoHaa coumnansHoOW 3awutbl HaceneHwus Pecny6nukmn benapych, cTpaxoBble
B3HOCbI MO 00A3aTenbHOMY CTPaxOBaHMIO OT HEeCYaCTHbIX CryYyaeB Ha MPOM3BOACTBE WM MPOMECCUOHANbHbLIX
3abonesaHui;

npo4yne 3atpartbl (B TOM 4ucne TeKYLLI,MIZ PEMOHT 34aHun, TeKyLlJ,VIVI PEMOHT NoMELLEHWIA, noBepKkKa,
amMopTun3auunAa OCHOBHbIX CpeaCTB U HeMaTepualbHbIX aKTVIBOB).

5. Mopsigok nogaym (0T3biBa) agMUHUCTPATUBHOM Xanoobi:

HaumeHoBaHWe rocygapCTBEHHOro opraHa (MHOM dopma nogaym (0T3biBa) agMUHUCTPATUBHOWN
opraHu3aumm), paccMaTpuBaloLLEro Xanobbl (aNeKTpoHHas n (UnNn) NNCbMeHHas
agMUHUCTPaTUBHYIO Xanoby dopma)
MuWHWCTEpPCTBO 30paBOOXPaHEHUS NMCbMeHHas




