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HanpoHaneHbIH IIEHTP 3aKOHOJATEIBCTBA U IIPABOBOM HHPOPMALIUU
Pecnyonuku benapyce

ITOCTAHOBJIEHUE COBETA MUHUCTPOB PECITYBJIMKU BEJIAPYCb
28 anpens 2026 . Ne 211

O rocyaapcTBeHHOM perucrpanuu (mepeperucTpanun) MeIUIMHCKUX U3/1eTU il
(u31e M MeTULIMHCKOI0 HA3HAYEeHU A, MeIMIIMHCKON TEXHUKH)

Ha ocHoBanuum uacTeif BTOpoii u Tperbeil crarhu 39! 3akoma Pecny6Gmuku Benapych
ot 18 urons 1993 r. Ne 2435-XI1 «O 3npaBooxpanenun» CoBer MunuctpoB Peciyonuku benapych
I[TOCTAHOBJIAET:

1. VrBepaute  [losnokeHne O rocylapCTBEHHOW  perucrpanuu  (IepeperucTpanun)
MEIULIMHCKUX W3JeNud  (M34eMMid MEAMUMHCKOTO HA3HAYEHUS, MEIUIIMHCKONH TEXHHKH)
(mpunaraercs).

2. Pazpemmts peanuzanuio u (MiIn) MEAUIIMHCKOE TPUMEHEHHE (IKCIUTYaTaIlrIo) 10 UCTCUCHHS
CpOKa TOAHOCTH (PKCILTyaTallil) MEIUIIMHCKUAX HM3ACTHH (M3IeUid MEIUIMHCKOTO Ha3HAYCHWS,
MEIUIMHCKOW  TEXHWKH), BBE3CHHbIX B PecmyOnmuky  bBemapych WM mpow3BelEeHHBIX
(u3rotoBieHHBIX) B PecniyOnnke benapych B meproa OeiCTBUSI PETUCTPAIIMOHHOTO YIOCTOBEPEHHS,
B CJTydae MCTEUYCHUS CPOKA €ro JICHCTBHSL.

3.BHectn BenuHBIH MepeueHb  AIMHHHUCTPATHUBHBIX  MPOLEAYp, OCYIIECTBISIEMbIX
B OTHOIIICHHH CyOBEKTOB XO3AMCTBOBAHMS, YTBEPKACHHBIM MocTaHoBleHneM CoBetra MUHHUCTPOB
Pecny6nmuku benapych ot 24 centsaOpst 2021 r. Ne 548, usMeHeHUsT COTIIACHO MPUIIOKESHHTO 1.

4. Ilpu3Hath yTpaTUBLIIMMU cHly TiocTaHoBieHus Coera Munuctpo Pecniy6nnku benapychb
COTJIACHO MPHUIIOKEHUIO 2.

5. Hacrosimiee mocTaHOBIIGHHE BCTYITAET B CUJTY TOCTIE €r0 OPHUITMATBLHOTO Oy OTMKOBAHMUS.

IIpembep-munucTp Pecnyosmku beaapych A.Typuun

[Ipunoxenue 1
K ITOCTaHOBJICHHUIO
CoBeta MuHucTpoB

Pecniy6uku benapych
28.04.2026 Ne 211

INEPEYEHb

HU3MeHEeHUIl, BHOCUMBbIX B e/IMHbII NepeyeHb AIMUHUCTPATHBHBIX MPoLeayp,
OCYIIEeCTBJISIEMbIX B OTHOLLIEHHH CYy0beKTOB X0351iCTBOBAHUSA, YTBEPKACHHbII
nocranoBjaeHneM CoBera MunuctpoB Pecnyb6uauku benapych ot 24 centsaops 2021 r. Ne 548

1. B rpade «HammenoBanue amMUHUCTPATUBHON Tporenypbh» noamyHkra 1.3.11 mynkra 1.3
CIIOBA «U3IEIINH MEJIUIIUMHCKOTO Ha3HAYCHUSI, IPOTE3HO-OPTONECIUICCKUX H3ACTHIA U MEIUITTHCKON



TEXHUKH» 3aMEHUTh CJIIOBAMH «MEIUIMHCKUX W3JEIUi (M3ACIMA MEIUIIMHCKOTO Ha3HA4YeHUS,
MEJTUIIMHCKOW TEXHUKH) U MPOTE3HO-OPTONCIMUECKUX U3ACTUI.

2. B rpade «HanmeHnoBaHue aiMUHUCTPATUBHON MpoIielypbl» noAnyHkTa 8.14.2 nynkra 8.14
CIIOBA «HU3JENUS MEIUIMHCKOTO Ha3HAueHHs, MEAMLIMHCKOM TEXHUKW» 3aMEHUTh CIOBAMHU
«MEAMLIMHCKOTO U3J1eNus (U31eIUs MEAUIUHCKOTO Ha3HAUCHUS, MEAULIMHCKONW TEXHUKH )».

3. B mynkTe 9.3:

B rpade «HanMeHoBaHHE aMHUHUCTPATHBHON MPOLETYyPh» CIOBA «U3ACIUA MEIUIIMHCKOTO
Ha3HA4YCHHUS W MEIUIIMHCKOW TEXHUKHM» 3aMEHHTHh CJIOBAMH «MEIUIIMHCKUX W3ACIUNA (M3IeTrit
MEUIIMHCKOTO Ha3HAYEHU S, MEUITMHCKOW TEXHUKH )»;

rpadpy «HauMeHoBaHWME aJIMUHUCTPAaTUBHOM MpoueAypb» MNoANyHKTa 9.3.1 H3IOXKUTH
B CJICIYIOIIECH pENAKLINU:

«9.3.1. 'ocymapcTBeHHass peTUCTpaIds MEIUIMHCKOTO HW3Aenus (M3IeTus MEIUIIMHCKOTO
Ha3HAYEHUS, METUIIUHCKON TEXHUKN) U MOJYyYSHHUE PETUCTPALMOHHOTO YA0CTOBEPEHUS;

B rpade «HanmeHoBaHME aIMUHUCTPATUBHON MPOLEAYphI» NOANYHKTa 9.3.2 cl0Ba «HM3AEHs
MEIUIMHCKOTO HA3HAYEHUS WM MEOUIMHCKOW TEXHUKH» 3aMEHMUTh CJIOBAMHU «MEIUIIMHCKOTO
n3zenus (M31e1usl MEIUIMHCKOTO Ha3HAYEHU S, MEAUIIMHCKONW TEXHUKH )»;

B rpade «HanmeHoBaHMe aMUHUCTPATUBHON MPOLEAYpb» MOANYHKTa 9.3.3 cioBa «u3aemnue
MEIUIMHCKOTO Ha3HAY€HUs WIM MEIULMHCKYI0 TEXHUKY» 3aMEHUTh CJIOBAMH «MEIULMHCKOE
u3zenue (M3aenue MEAUIMHCKOTO Ha3HAYEHUS], MEIUILIUHCKYIO TEXHUKY )»;

rpady «HanmeHoBaHME aIMUHUCTPATUBHOM IPOLIEYPhI» TOAMYHKTOB 9.3.5 1 9.3.6 U310XKUTH
B CJICIYIOIICH peIaKIINU:

«9.3.5. 'ocynapcTBeHHast pErucTpaiysi MEIUIMHCKOTO W3JeNus (M3Aenus MEAULUHCKOTO
Ha3HAYEHUs,  MEOULMHCKOM  TEXHMKH), IIOCTAaBISIEMOrO0 B OTPAHMYEHHOM  KOJIMYECTBE
JUIS TOCYJAPCTBEHHBIX OPraHU3alui 34paBOOXPAHEHMS B LIETISX BBIIOJHEHUS UMH MEXIyHapOAHbBIX
nporpaMM B 00JacTH  37paBOOXpPAHEHHUsS,  JJIS MEJUIIMHCKOTO  TNPUMEHEHHUS B YCIOBHUSX
BO3HUKHOBEHHS YPE3BBIYAWHON CUTYallMH WIN JJIsl IUarHOCTUKH HOBBIX, IPUPOJHO-0YArOBbIX MM
0c000 omacHbIX MH(EKIMOHHBIX 3a00JE€BaHUM, IOCTYMAIOIIETO B KauyeCTBE WHOCTPAHHOU
0€3B03ME3/THOM MOMOIIY, U MTOJIyYeHUE PETUCTPALMOHHOTO yIOCTOBEPEHHUSI

9.3.6. Peructpanmisi MEOUIIMHCKOTO WM3AENUs (M3AETUS MEIUIUHCKOTO HAa3HAYCHUS,
MEIWIIMHCKOW TEXHHWKH) B paMKax EBpa3wiickoro SKOHOMHYECKOTO COK03a U MOJy4YeHHE
PETUCTPALIMOHHOTO YAOCTOBEPEHUS;

B rpade «HanmeHoBaHMEe afMUHUCTPATUBHON MPOIIEAYPhD» MOAMYHKTA 9.3.7 cioBa «u3nenue
MEIUIIMHCKOTO Ha3HAUYeHUs WM MEIUIMHCKYI0 TEXHHUKY» 3aMEHUTh CIIOBAMH «MEIUIIUHCKOE
uznenue (M3aenue MeAUIMHCKOTO Ha3HAYEHUS, METUIIUHCKYIO TEXHUKY )».

4. T'pady «HaumeHoBaHue aIMUHMCTPATHBHOMN Hpoueayps» noanynkra 9.141.2 mynkra 9.141
JOTIOJTHUTD CIOBAaMH «(M3J1EIUN MEITUIIMHCKOTO Ha3HAYCHUS, METUITUHCKON TEXHHUKH )».

[Ipunoxxenue 2
K IIOCTaHOBJICHUIO
CoBeta MUHHCTPOB

Pecrryonmuku benapychb
28.04.2026 Ne 211



INEPEYEHb
yTpaTuBIIMX cuiiy nocranoBjeHuid Cosera MunuctpoB Pecnybosiukn benapycs

1. [TocranoBnenne CoBera MunuctpoB Pecniyonmuku benapyce ot 2 centsaops 2008 . Ne 1269
«O TOCYIapCTBEHHOH perucTpanuu (IMepeperucTpali) H3ACIHA MEIUIIMHCKOTO Ha3HAYCHUs
Y MEITUITMHCKON TEXHHUKI.

2. llognmynkr 1.4 mynkra 1 mocranosnenus CoBera MunuctpoB PecnyOmuku benapychb
ot 26 peBpaist  2009r. Ne254 «O BHECEHMHM W3MEHEHWUH U JOMOJHEHUH B HEKOTOPHIC
noctanoBieHus: CoBera MunucTpoB PecnyOnuku benapyck 1o BompocaM  OCYIIECTBICHHS
aJIMMHHUCTPATUBHBIX NPOLIEAYP B chepe 31paBOOXPaHEHUS.

3. loamynkr 3.5 mynkra 3 mnocraHoBineHus CoBera MunuctpoB PecnyOmuku benapychb
or 22 nexkabpss  2009r. Ne 1677 «O mopsiake U YCIOBUSIX XpaHEHHUS, TpPaHCHOPTHUPOBKH,
MPUOCTAHOBIICHUS peau3allii U MEJUIIMHCKOTO MPUMEHEHUs, U3bATHS U3 OOpalleHus, BO3BpaTa
MIPOU3BOIUTEIIO WIIN TIOCTABIUKY, YHUYTOKEHUS JIEKAPCTBEHHBIX CPEJICTBY.

4. Tlonnmynkt 1.16 mynkra 1 moctanoBnenuss Coera MunuctpoB PecnyOnuku benapychk
or SokTsaops  2010r. Ne 1433 «O BHeceHHWH  JIOTIOJIHCHHM W U3MEHEHUH B HEKOTOPHIC
noctaHoBieHus: CoBera MunuctpoB PecriyOnuku benapychby.

5. [Mognynkr 1.1 mynkra 1 moctaHoBnenuss CoBera MunuctpoB PecryOmuku benapych
ot 18 okTs0pst 2012 r. Ne 936 «O BHeceHMM M3MEHEHHMI W JOMOJHEHUW B moctaHoBiieHus CoBeTa
MunuctpoB Pecnyonuku benapyck ot 2 centsiops 2008 . Ne 1269 wu ot 28 oxTs16pst 2011 r.
No 1446,

6. [logmynkr 1.1 mynkra 1 mocranoBnenus CoBera MunuctpoB PecnyOmuku benapychb
ot 7 aBrycra 2014 r. Ne 768 «O BHeCEeHUH U3MEHEHUH U TOTIOJHEHUH B HEKOTOPBIE OCTAHOBJICHUS
Cosera MunuctpoB Pecriyonuku benapycoy.

7. ITynkt 2 nocranosieHusi Copera MunuctpoB Pecnybnuku benapyces ot 1 anpens 2015 r.
No 254 «O rocymapcTBeHHOM peructpanui (TMOATBEPKIACHUN TOCYJAPCTBEHHON pPETUCTPAIliN)
JIEKapCTBEHHBIX CPEJICTBY.

8. Ilogmynkr 1.1 mynkra 1 mocranoBnenus CoBera MunuctpoB PecnyOmuku benapychb
or 6 monst 2017 1. Ne 427 «O BHeceHMM WU3MEHEHHH B moctaHoBieHus CoBeta MUHHUCTPOB
Pecriy6muku benapych ot 2 centsiops 2008 1. Ne 1269 u ot 1 anpernst 2015 1. Ne 254».

9. IlocranoBnenue Coera MunuctpoB PecnyOnuku benapyce ot 2 mas 2019r. Ne 273
«O06 u3menenuu nocranosienuit CoBera Munuctpos Pecy6omuku bemapyceh ot 2 centsiops 2008 r.
Ne 1269 u ot 17 eBpans 2012 r. Ne 156».

10. ITonmynkr 1.1 mynkrta 1 mocranoBnenus CoBera MunucTpoB Pecnybmuku benmapych
or19mas 2020r. Ne298 «O rocymapCTBEHHOM pPETHCTPAllMA  MEAUIIMHCKUX  U3JIETUH,
JIEKapCTBEHHBIX CPEACTB U (hapMalleBTHUECKUX CYyOCTaHIIUI».

11. ITocranoBnenne Cosera MunuctpoB PecriyOmmku benapych ot 1 centsiopst 2021 r. Ne 504
«O6 u3menenun nocranosneHunii Corera MunuctpoB PecriyOminku benapycby.

12. ITocranoBnenune CoBera Munucrtpos Pecniyonuku benapycs ot 12 mapra 2022 r. Ne 134

«O06 u3menenuu nocranoBienuss Cosera MunuctpoB Pecriyonuku benapyck ot 2 centsiopst 2008 r.
Ne 1269».

13. IlynkT 24 npunoxxenus 2 k nocranoBieHnto CoBera MunuctpoB Pecnyonuku benapych
ot 25 mapta 2022 1. Ne 175 «O06 uzmenennun moctaHoBieHnii CoBera MunHCTpoB PecmyOnuku



benapych mo Bompocam OCyIIECTBJICHHSI aIMUHUCTPATUBHBIX MPOIEAYP B OTHOIICHUH CYOBEKTOB
XO3SIMCTBOBAHUI.

14. TTocranoBnenne Cosera MunuctpoB Pecny6nuku benapycs ot 25 urons 2022 r. Ne 487

«O06 u3menenuu nocranoBienus Cosera MunuctpoB Pecriyonuku benapych ot 2 centsiopst 2008 r.
Ne 1269».

15. TIlocranoBnenue CoBera MunnctpoB Pecnybnuku benapyck ot 14 mapta 2024 r. Ne 176

«O06 u3menenuu nocranoBinenuss Cosera MunuctpoB Pecriyonuku benapyck ot 2 centsiopst 2008 r.
Ne 1269».

YTBEPXKXIEHO

ITocTanoBnenue
Coeta MuHuCTpOB
Pecrryonmuku benapychb
28.04.2026 Ne 211

MHOJIO’KEHUE
0 roCyIapCTBEHHOM perucTpauuu (mepeperncrpanun) MeIHIMHCKUAX W31eauil (M3aeauit
MeIMUMHCKOr0 HA3HAYEHU s, MeTUIIUHCKOH TeXHUKH)

I'TIABA 1
OBIIME ITOJIOKEHUA

1. Hacrosmum  IlosmoskeHneM ompenensieTcsi NOpsSAOK TOCyJapCTBEHHOW —perucTpanuu
(mepeperucTpanun) MEIULIUHCKAX HU3AEIUN (M31eMuid MEAMIIMHCKOrO Ha3HA4YEHMs, MEAUIIMHCKON
TEeXHUKH) (Hajee, €cld HE yKa3aHO MHOe, — MeIuIuHCKHe usnenusi) B PecmyOnmuke bemapych.
TpeboBanust Hacrosmero IlomoxkeHuss SBISAIOTCS O0S3aTENBHBIMU IS FOPUAMYECKUX  JIHIL,
OCYIIECTBISIONIMX MPOU3BOJCTBO (M3TOTOBJICHHUE), BBO3, pEATU3AINIO M MEAULIMHCKOE TPUMEHEHHE
(9KCIUTyaTalMio) MEAMUUHCKUX HU3IENui, W GU3NYECKUX JIUL], 3aperuCTPUPOBAHHBIX B KAYECTBE
WHUBUYalbHBIX IPEAIPUHUMATENEH, OCYILECTBIAIOMUX TPOU3BOACTBO (M3rOTOBIECHUE) U31ETUN
MEIULUHCKOTO0 Ha3HAu€HMs, BBO3, PEATM3ALMIO U MEIUIMHCKOE NPHUMEHEHHUE (IKCILTyaTalHio)
MEIULMHCKUX NU3JIETUH.

2. [lns ueneit Hacrosimero IlomokeHHsT MCMONB3YIOTCS TEPMHUHBI U MX ONpEACICHUs
B 3HAUCHUAX, YCTAaHOBJIEHHBIX 3akoHamu PecnyOnuku bemapycs  «O 3apaBoOXpaHEHUN»
u ot 10 Hos1t6pst 2008 r. Ne 455-3 «O06 undopmaruu, nHOpMATU3ALKU U 3aIUTe UHOOPMAIHIY,
a TaKKe CIEIyIOIIME TEPMUHBI U UX ONPEAEICHUS:

0€30MacHOCTh MEIUIIMHCKUX U3JIENUNA — MOJIOKUTEIbHAS XapaKTepUCTHUKAa MEIULUHCKUX
W3/, OCHOBaHHAs Ha OLIGHKE pPHCKAa BO3MOXHOIO MPUYMHEHHS BpeAa >KU3HHU, 3/I0POBBIO
YyeJoBeKa U OKPYKarollen cpelie;

rOCYJApCTBEHHAS PETUCTPAIMS METUITMHCKIX U3JICITUI — pOoIIeTypa JOIMYyCKa K TPOU3BOICTBY
(M3rOTOBIICHUIO), peaTU3alMi W MEIUIIMHCKOMY TPUMEHECHHIO (dKCIUTyaTalliu) MEIUIIMHCKUX
W3JICNNH, TPON3BOANMBIX (M3roTaBiIMBaeMbIX) B PecriyOnmke benapych mim moctymaroonmx u3-3a ee
MpEeJesioB,  KOTOpPbIE  TPU3HAHBI  COOTBETCTBYIOIIMMH  TpeOOBaHHSM IO OE30MaCHOCTH,
3G GEKTUBHOCTH U Ka4eCTBY UIS YeJIOBEKA, YCTAaHOBJICHHBIM B PeciyOnnke benapyce;

l'ocynapcTBeHHBI peecTp HM3AEIUA MEAULUMHCKOIO HA3HAYEHUS U MEOULUMHCKOW TEXHUKH
Pecniy6nuku benapycs (nanee — ['ocymapcTBeHHBIH peecTp) — TOCyAapCTBEHHbIH HHPOPMALIMOHHBIH



pecypce, colepiKalifil CBEICHHUS O MEIUITMHCKUX W3/IETUAX, B OTHOIICHUH KOTOPBIX OCYIIECTBICHA
rocyJapCTBEHHAs! perucTpanus (MepeperucTpanus), a Takke CBEACHUS 00 U3MEHEHHUSIX, BHECCHHBIX
B PETHCTPAIIMOHHOE JOChE Ha MEIUIIMHCKUE U3ICTTHUS;

Ka4eCTBO MEIULMHCKUX M3AEIUN — COBOKYITHOCTh CBOWMCTB M XAPAKTEPUCTUK MEIULIMHCKHUX
W3JICJIH, BIUSIOMINX HA UX CIIOCOOHOCTH JICHCTBOBATH MO HA3HAUEHUIO MPH YCIOBHH COOTBETCTBHS
TpeOOBaHUSM TEXHHYECKMX HOPMATHBHBIX IIPAaBOBBIX aKTOB B OOJACTH  TEXHUYECKOTO
HOPMHUPOBAHMS U CTaHIAPTU3ALINH;

KJIaCC NOTEHUMAJIBHOIO  pHUCKAa IPUMEHEHHs  MEAULUHCKOIO  M3JeIusi —  CTCIEHb
IIOTEHIMATIBHOTO Bpea, KOTOPBIM MOKET NPUYMHUTH 310POBbIO MALMEHTa MEIULIMHCKOE U3JEINE
IIPU YCIIOBUU IIPUMEHEHUS 110 HA3HAYEHHUIO, OIIPEACICHHOMY UX IIPOU3BOJUTENIEM;

MIPOU3BOJIUTENIb METUITUHCKOTO U3JIENHs (Jlaiee — MPOU3BOAMTENh) — IOPUIHYECKOE JIUIIO WIIH
(bu3HYecKoe U0, 3aPETHCTPUPOBAHHOE B KAUECTBE MHIMBHIYAIBHOTO TpeAIPUHAMATENS (faee —
WHIUBUAYAIbHBIH  MpEANPUHUMATENb),  OTBETCTBEHHOE  3a pa3pabOTKy W IMPOU3BOJICTBO
(M3rOTOBJICHNE) METUITUHCKOTO M3CIHUS, JISTArOIIee €ro JOCTYITHBIM JUIsl HCIIOIb30BAHMS OT CBOETO
MMEHHU HE3aBUCUMO OT TOT0, Pa3padOTaHo M (WIJIH) H3TOTOBJICHO MEIUITMHCKOE U3JICITHE STHM JTUI[OM
WIK OT €r0 WMEHHU JPYTHM JIUIOM (JIUI[aMH), W HECYIee OTBETCTBEHHOCTh 3a 0€30MacHOCTD,
KauecTBO U AP(HEKTUBHOCTH MEIUIIMHCKOTO U3/IEIHS,;

MTPOM3BOJICTBEHHAS TUIOIIA/IKa — MECTO HAXOXKEHHUS MPOU3BOJICTBEHHBIX M BCIIOMOTATEIhHBIX
MMOMENICHUH IOPUINYECKOTO JIMIA WA WHAWBUAYAJIBHOTO TMPEANPUHUMATEINS, MpeIHa3HAYCHHBIX
JUTSI BBITIOJTHEHHUS TIpoIlecca MPOU3BOACTBA (M3TOTOBJICHUS) MEAMIIMHCKOTO HM3JIETus W (W) €ro
ONPEACIICHHBIX CTA/IHI;

PETUCTPAIIIOHHOE JJOChE HAa METUIIMHCKOE U3JIENINe — KOMIUIEKT JIOKYMEHTOB, (hopMupyembIit
IpU TPOBEACHUU KOMIUIEKCA TMPEIBAPUTENbHBIX TEXHUYECKUX paboT, MpeaIecTBYIOINX
rOCYJapCTBEHHOM peructpanuu (mepeperucTpanyun) MeTUIIMHCKUX U31eIHi, BHECCHUIO N3MEHEHHUN
B PETHCTPALIMOHHOE JJOChE Ha MEIUIIMHCKHE U3JCIHs, paHee 3aperucTpupoBaHHble B PecnyOnnke
benapych, u conepxaiuii JaHHbIe, MOATBEPKAaIONME 0€30MacHOCTh, 3(P(PEKTUBHOCTD U Ka4eCTBO
MEIULIUHCKUX U3/IEIUHI, BKITI0Yast pe3yIbTaThl MHCTIEKTHPOBAHUS UX IPOU3BO/ICTBA HA COOTBETCTBHE
TpeOOBaHMSAM, yCTAaHOBIEHHBIM MUHNCTEPCTBOM 37paBOOXPAHECHUS;

PETUCTPALIMOHHOE YAOCTOBEpPEHHUE — JIOKYMEHT, BBIZIABAEMbIi I10 pe3yJIbTaTaM
rOCYJapCTBEHHON  perucrpauuu  (IepeperucTpaluu) | MOATBEPKAAIOUIMA  pa3peleHue
MuHucTepcTBa 3IpaBOOXPaHEHUS K IPOU3BOJICTBY (M3TOTOBJIEHUIO), pEATU3alUU U MEAULIUHCKOMY
MPUMEHEHHIO (3KCIUTyaTallli) MEIUIIMHCKUX u3ienuii B Pecriybnuke benapycs;

PErUCTPAIMOHHBIN HOMED — KOJ0OBOE€ 0003HAYCHHE, MPUCBAMBAEMOE MEIUITMHCKOMY H3JICITHIO
MIPU TOCYAAPCTBEHHOM PETHCTPAIINH;

ype3BbluaiiHas CUTYyalysi — 0OCTaHOBKA, BBI3BAHHAS OTCYTCTBHEM HJIM YIPO30H OTCYTCTBHS
MEIULIMHCKUX W3JeIUH, HEOOXOIUMBIX ISl OKAa3aHWs MEIUIMHCKOM TOMOILIM HACEICHUIO
Pecny6nuku benmapych B pe3ynpTare NpPOMBIIUIEHHOW aBapHM, WHOW OMAcHON CHUTyaluu
TEXHOTC€HHOI'0 XapakTepa, KaTacTpodbl, OMACHOIO MPUPOTHOTO SBIEHHS, CTUXUHHOTO WM WHOTO
OelCcTBUS, SMUAEMHI, MAaCCOBBIX HEMH(EKIIMOHHBIX 3a00JIeBaHUN, KOTOpPbIE MOBIEKIN WM MOTYT
MOBJICYh 32 COOOM YETTOBEYECKHE KEPTBbI, IPUUMHEHUE BPea 3/I0POBBIO JIOJICH WM OKPYKarOIIeH
cpelne, 3HAUNTEIbHBIN MaTepHAIbHBIN yIIepO ¥ HApyIICHUE YCITOBUHN KU3HEICATCTLHOCTH JIFOCH;

3G HEKTUBHOCTh METUIIMHCKUX H3/ETIHI — COBOKYITHOCTh XapaKTEPUCTUK, 00ECIIEUYMBAIOIINX
JOCTHXKEHHE TPOPUIAKTHIECKOTO, TUArHOCTHYECKOTo, JeueOHOro u (WiH) peabuIuTallHOHHOTO

s dekra.



3. OCyIIeCTBICHUIO TOCYJAAPCTBEHHOW perucTpanuu (IMepeperucTpanii) MEIUIMHCKUX
W3JICNNH, BHECEHUIO HM3MEHEHHH B PErHCTPALMOHHOE [0ChE Ha MEIWIIMHCKUE W3ICTHs, paHee
3aperucTpupoBaHHble B PecryOnmke bemapych, NpeAmecTByeT KOMIUIEKC TIPEABAPUTEIbHBIX
TEXHUYECKHUX paOOT, CBS3aHHBIX C TPOBEACHUEM:

MEPBUYHOMN SKCIEPTHU3BI TOKYMEHTOB;
WHCIIEKTUPOBAHUS MPOU3BOACTBA MEANIIUHCKUX U3ACIHI;

WCCIEAOBaHUM (MCTIBITAHUM) B IENSAX OIEHKH OHOJIOTHYECKOTO JCHCTBUS MEIUITMHCKHUX
W3/IeNIUNA OTEYECTBEHHOTO M 3apy0eKHOTO ITPOU3BOJICTBA;

TEXHUYECKUX UCIBITAHUN MEAUIIMHCKUX U3/IETUI OTE€UECTBEHHOTO MPOU3BO/ICTBA;
CHeIHATM3UPOBAHHON IKCIEPTU3bI JOKYMEHTOB;

KJIIMHUYECKUX  HCIBITAaHUH MCAUIIUHCKHX HSHGHHﬁ, HasHa4YaCMbIX MI/IHI/ICTepCTBOM
3ApPaBOOXPAHCHUS;

KJIMHUYECKOW OIIEHKH Ha OCHOBE KJIMHUYECKUX JAHHBIX U JJOKA3aTeNbCTBA SKBUBAJIEHTHOCTU
MEIUIIUTHCKOMN TEXHHKHU, paHee 3aperucCTpUPOBAHHON B PecrryGnmke benapych
(s KpynmHOTa0ApUTHOM  MEIUIIMHCKOM TEXHUKH, TpeOyromeld moaBoga KOMMYHHUKAIUH,
CTPOMTENbHBIX U (WJIM) MOHTAXHBIX paboOT, MEAMIMHCKMX H3JeIUil mepBoro Kiacca
MIOTEHLIMAJIBHOTO PUCKA IPUMEHEHU).

Opranuzanys  NOpoOBEACHHUS ~ KOMIUIEKCA  MpEIBApUTENIbHBIX  TEXHUYECKHUX  padoT,
MPEeyCMOTPEHHOIO B YacTU IEPBOM HACTOSIIEr0 IYyHKTa, OCYIIECTBISETCS pecmyOInKaHCKUM
YHUTapHBIM TpennpustieM «L[eHTp skcrmepTH3 M UCHBITaHUK B 3paBooxpaHeHun» (manee — PYII
«lleHTp SKCHEpTH3 | UCIBITAHUN B 3/IpaBOOXPAHEHUU») B CIy4asX M MOPSAJKE, OMPEIeICHHbIX
MuHUCTEPCTBOM 3PaBOOXPAHEHHUS.

Pacmmpenne o0beMa mnpenBapUTenbHBIX TexHUUeckux pabdor PVYII «llentp skcmeprus
U UCIIBITAaHUH B 3[paBOOXPAHEHUN» HE JOIyCKAETCH.

OOt cpok MpoBeNEHUsI KOMIUIEKCA MpEeABAPUTEIbHBIX TEXHUYECKUX PaldOT, yKa3aHHBIX
B YaCTH MEPBON HACTOSIIIETO IyHKTa, COCTaBIsAeT He Oosiee 90 kaneHapHBIX THEH. Y Ka3aHHBIM CPOK
MOXET OBITh MPOJICH, HO He Ooiiee yeM 10 150 kanenaapHbIX aHEH, o cornameHuto PYII «Llentp
OKCIICPTU3 U HUCHOBITAaHUHU B 3APAaBOOXPAaHCHUN» U 3asABUTCIIA.

PVII «lleHTp »KCHEpTH3 W MCTBITAHWN B 3JPaBOOXPAHCHHUH» OOECTICUMBAIOTCS B MOPSIKE,
YCTaHOBJIEHHOM 3aKOHOJIAaTEJIbCTBOM B chepe apXHMBHOIO Jena | JIeJIONPOU3BOJICTBA, BEICHHE
JIEIONPOU3BOJICTBA U XpaHEHUE JIOKYMEHTOB, CBS3aHHBIX C FOCYJapCTBEHHOH perucrparuei
(mepeperucTpanueil) MEIUIMHCKUX U3JENUN, BHECEHHMEM H3MEHEHUH B PErucTpalliOHHOE J0Che
Ha MEIMLIMHCKHE U3JIeNHs, paHee 3aperucTpupoBannblie B Pecriyonuke benapyce.

4. Jln4 pelieHus: BOIPOCOB IOCYIapCTBEHHON PErUCTpaluy (IepeperucTpaiuy) MEJUIIMHCKUX
U3JENNi, BHECEHHS HM3MEHEHUI B PETHCTPALlMOHHOE 0ChE HA MEJUIIMHCKHUE W3JENHs, paHee
3apeructpupoBaHHbie B Pecriyonuke benapych, B TOM 4mcie BOIPOCOB, CBA3aHHBIX ¢ HECOTIIACHEM
3asBUTENICH  C 3aKJIIIOYEHHEM O COOTBETCTBUHM  (HECOOTBETCTBMM)  MEOUIIMHCKUX  M3JEIHN
TpeboBaHusIM Oe30omacHOCTH, 3((HEKTUBHOCTH M KadecTBa, BbigaBaeMbiM PYII «llentp skcnepTus
Y UCTIBITAHUM B 3/[paBOOXpPAHEHUN» I10 pe3ybTaTaM KOMILUIEKCA MpEeABAPUTEIbHBIX TEXHUYECKUX
paboT, yKa3aHHBIX B YaCTH NEepBOM myHKTa 3 HacTosmiero [Tonoxkenus, a Takke o 1es1ecoo0pa3HOCTH
OTHECEHUS! MPOAYKLUUU K MEAULIMHCKUM H3JeIusIM MUHUCTEPCTBOM 3ApPAaBOOXPAHEHHUS CO3/aeTCs
KOMHUCCHUSl IO METUIIMHCKUM HU3JEAHUsIM (M3AETUSIM MEAUIMHCKOTO Ha3HAuYeHUs, MEIUIIMHCKON
TEXHUKE).



MuHHCTEPCTBOM 37IpaBOOXpaHEHUs yTBepKaaeTcs [lookeHrne 0 KOMUCCHU TTO METUIIMHCKAM
m3AenusaM (M3eIUsIM MEIUIMHCKOTO Ha3HAYCHHS, MEIUIIMHCKOM TEXHHKE) W ONMpPEAeIseTcs ee
COCTaB.

I'JIABA 2
IF'OCYJAPCTBEHHAS PETUCTPALIUS (IIEPEPETUCTPALIMST) MEJIUILIMHCKUX
U3JIEJIUN

5. l'ocynapcTBeHHOI perucTpaiuu noajaexaT MeIUIIMHCKUE U31eITUs:

BIIEpBBIE co3AaHHbIe B PecriyOnmuke bemapych © mpeuiosKeHHBIE TSI MEAMIIMHCKOTO
npuMeHeHust (9kcruryaTtanuu) B Pecryommke benapyce;

IIPOU3BOJMMBIE  (M3rOTABIMBAEMBIE) B IPYTMX CTpaHaX M BIEPBBIE  IPEIJIOKCHHBIE
I METMITTHCKOTO TIPpUMEHEHUs (9KcIutyaTtauuu) B Pecriybnuke benapycs;

AHAJIOTHYHBIC 3apETHCTPHUPOBAHHBIM, HO TPOHW3BEACHHBIC (M3TOTOBJICHHBIC) IPYTUM
MIPOU3BOIUTEIIEM;

3aperucTpUpPOBAaHHBIC PaHee B cirydae J00aBIeHUST HOBOW IPOU3BOICTBEHHOMN TUIOIIA KM,

BXOJISIIIME B COCTaB (KOMIUICKTALMIO) IPYTUX MEIWIIMHCKUAX W3ACIHA, HO TpPUMEHSICMBbIC
(3KCILTyaTHpyEMBIE), peaiu3yeMbIe OTACIIBHO;

MOCTaBJISIEMbIC B OTPAaHUYCHHOM KOJIMYECTBE:

A TOCYdapCTBCHHBIX OpI‘aHI/IBaI_[I/Iﬁ 3APpaBOOXpPAaHCHHUA B LCJIAX  BBIIIOJIHCHUA HUMHU
MEXYHAPOAHBIX IPOTrPaMM B 00JIACTH 3/IpaBOOXPaHEHMUS;

JUTSE MEJTUITUHCKOTO TIPUMEHEHHS (IKCIUTyaTallly) B YCIOBHSIX BOZHUKHOBEHUS UPE3BBIYAHON
CUTYaIlU! WIH JUTSl TUATHOCTHKHU HOBBIX, TPUPOJTHO-0YArOBBIX MM 0CO00 OMACHBIX HH(PEKITMOHHBIX
3a00JIEBAHUMN;

B KaUeCTBE MHOCTPAHHON 0€3BO3ME3THOM TTOMOIITH.
6. ['ocymapcTBeHHOM perucTpamyu He MO JIeKaT:
OBIBIINE B YNOTPEOIICHUU U (MJIM ) BOCCTAHOBJICHHBIE MEIUIIMHCKHE U3/ICTIHS;

MEAUIIMHCKUE U3Jenus, BBe3eHHble B PecnyOnuky bemapych wiam  npou3BeneHHBbIE
(u3rotoBneHHbie) B PecriyOnuke benapych, B TOM 4ucie 1Mo 3aKa3aM ¥ TEXHHUYECKOW W (MJTH) MHOU
JOKYMEHTAIlMd  WHOCTPAHHBIX  IOPUIMYECKHX JIMI, PETIAMEHTHUPYIOIIEH  TPOU3BOJCTBO
(M3rOTOBJICHNE) U KOHTPOJh KA4eCTBA MEIUITMHCKUX U3/ICNNi, U TIPeTHA3HAYCHHBIC JIs PeaTnu3alun
3a npenenamu Pecniy6iinku benapycs;

KOMIUICKTYIOIIHE, SIBIISIONIAECS COCTAaBHBIMHU YaCTSIMHU 3apETHCTPUPOBAHHBIX MEIUITUMHCKHUX
U3 0EIINH;

CBIPbE, MAaTEPUAITBl U KOMIUICKTYIOIINE, TPEIHa3HAUCHHBIC JIJIs1 TIPOU3BOCTBA (M3TOTOBIICHUS)
MEAWIMHCKUX  u3nenuii B Pecrmybnmuke  bemapych  (COrmacHO — HOPMAaTHBHO-TEXHUYECKOM
JIOKYMEHTAIUX TPOU3BOAUTES);

3armacHbIC YacTH, MpeTHa3HAYCHHBIC ISl PEMOHTA MEIUIIMHCKUX U3CITHA;

MEIULUHCKUE W3JENHsI, Ha KOTOPbIE B YCTAaHOBJIECHHOM IMOPSAKE BBIIAHO pa3pelieHue
MuHucTtepcTBa  3ApaBOOXpAaHEHHUS  Ha peanu3aluio ¥ (WIM) MEIUIUHCKOe IMpPUMEHEHHE
(3KCIITyaTalnio) He3aperucCTPUPOBAHHBIX MEIULIMHCKUX U3JIENN;

MEIULMHCKUE W3JIeNns, BBE3E€HHBbIE Ha Teppuropuio Pecrnybmuku benmapych (usnueckum
JIMLIOM JJIs IMYHOTO IIPUMEHEHUS.



7. 3agaBUTEIIEM MOXKET OBITH:

7.1. ans rOCyNapCTBEHHOW perucTpanuu  (MepeperucTpanui) METUIMHCKUX —U3IeNui,
yKa3aHHBIX B a03aliax BTOPOM—IIECTOM ITyHKTa 5 Hacrosmiero IlonoxeHus, BHECEHUs U3MEHEHUM
B PETUCTPALIMOHHOE JOChE€ Ha yKa3aHHbIE MEIULMHCKUE H3JIENINs, pPaHEe 3aperucTpUpOBaHHBIC
B Pecrrybnuke benapych:

MIPOU3BOUTEND, IOPUANYECKOE JIUIIO WM WHIWBUIYAIBHBIA MPEATPUHUMATENb, BXOSIINE
B COCTaB OJIHOTO OOBETMHEHUS C TIPOU3BOAUTEIIEM;

IOPUINYECKOE JIMIO, sBIISIOIIeecss pe3uaeHToM PecnyOnukm bBemapych ¥ npowsBopsiiee
(M3roTaBIMBarOIIee)  JICKAPCTBEHHBIC  CPEICTBA, pa3MECTHBIICE 3aKa3  Ha MPOHM3BOJCTBO
(u3rotoBreHue) W (WJIK) TMPUOOPETCHHE W3NCTUNA MEAUIIMHCKOTO Ha3HAYCHUS 3apyOeKHOTO
MPOU3BOJICTBA,  NPEIHA3HAYCHHBIX ISl HCTIOJB30BAHUS B MPOU3BOACTBE  (M3TOTOBJICHUH)
JICKApCTBEHHBIX CPEJICTB, €CITH JAHHBIC M3/ICHsI MEIUIIMHCKOTO Ha3HAYCHHS HE 3apEeTHCTPHPOBAHEI
B PecniyGmke bemapych 3apyOeKHBIM TPOU3BOAUTEIICM;

7.2. 1 TOCYapCTBEHHOW PpErHCTpaldy MEIUIMHCKUAX W3JeNui, yKa3aHHbIX B a03arax
CCAbMOM—ICCATOM HyHKTa 5 HaACTOAIICTO HO.HO)KeHI/I}I, - IOpI/I,Z[I/I‘IeCKoe JINITO NUIIN I/IH,Z[I/IBI/II[yaJIBHBII\/'I
Hpe,Z[HpI/IHI/IMaTG.HB, y‘IaCTBYIOH_II/Ie B 06paH_IeHI/II/I OI‘paHI/I‘-IeHHOI‘O KOJIM4YeCTBa MCIAUIIMHCKUX
U3 IEINH.

8. 3asBuTENH MOCIE MPOXOXKICHUS KOMIUJIEKCA MPEABAPUTEIBHBIX TEXHHYECKUX padoT mpu
Haau4uu  nosoxkurenbHoro  3akmtoueHus  PYII «lleHTp  skcmepTu3 M UCHBITaHUMN
B 3[IPaBOOXPAHEHUM» O COOTBETCTBUHM MEIUIIMHCKUX M3ACTUi TpeOoBaHUAM 0€30MacHOCTH,
3¢ HEKTUBHOCTH M KaYECTBA, COJACPKAIIETO PE3yIbTaThl SKCIEPTU3, HHCIIEKTUPOBAHUS, UCITBITAHHH
U APYTUX UCCIEN0BaHUM, NPEIyCMOTPEHHBIX B YAaCTH NEpBOM MyHKTa 3 Hactosuiero Ilonoxenus,
npencTaBisieT B MUHUCTEPCTBO 31paBOOXPAHEHUs CIEAYIOLUIME TOKYMEHTHI W (MJIM) CBEACHMS,
HEOO0XOAUMBIE JIS IPOBEICHHUS:

8.1. rocymapcTBeHHOW  peructpanuu  (MEpeperucTpanuu)  MEAUIMHCKUX  U3JICTUH,
3a UCKJTFOUEHHEM yKa3aHHBIX B a03alle TIepBOM MOJIITYHKTa 8.2 HACTOSIIErO MyHKTA!

3asBJICHUC;

3akmoueHue PVYII «lleHTp sKcnepTH3 M UCHBITAHUK B 3PAaBOOXPAHEHUHM» O COOTBETCTBUU
MEIULMHCKUX U3JIeNuil TpeOoBaHUsAM Oe30nacHOCTH, 3(pPEKTUBHOCTH U KaueCTBa;

8.2. Tocy1TapCTBEHHOW PETHCTPALMK MEIUIIMHCKUX U3JICTUH, TOCTABISIEMBIX B OTPAaHUYEHHOM
KOJIMYECTBE IS TOCYJIAPCTBEHHBIX OPTaHW3alliid 3JpaBOOXPAHCHUS B IENISIX BBITIOJHCHUS HMH
MEXIYHApOAHBIX TpOrpaMM B 00JIACTM  37PaBOOXPAHCHHS, MEAMIIMHCKOTO  MPUMECHCHUS
(3KCIUTyaTanuu) B yCIOBHUSIX BO3HUKHOBEHHUS YPE3BBIUAWHONW CHUTYallMH WM JJISl JHATHOCTUKH
HOBBIX, MPUPOJIHO-0YATOBBIX MM OCO00 OMACHBIX MH(EKIMOHHBIX 3a00JIEBAaHUM, MOCTYMAIOIINX
B KQ4E€CTBE MHOCTPAHHON 0€3BO3ME3THON TTOMOIIIH:

3asBJICHUC;

3aximoyeHue PVYII «lleHTp skcnepTu3 W UCTIBITAHUM B 3APABOOXPAHEHUU» O COOTBETCTBUHU
MEIULMHCKUX U3/IeNuil TpeOoBaHUsAM Oe30nacHOCTH, 3(pPEKTUBHOCTH U KaueCTBa;

TOTOBOp (KOHTpPAKT) Ha mocTtaBky B PecnyOnumky benmapych MeaMITMHCKMX —M3ACIHN,
cienuuKanus K HeMy, TOTOBOP (KOHTPAKT) Ha MOCTaBKY METUIIMHCKHX W3JIENINH, 3aKITIOYCHHBINA
C OpraHM3anuei 3ApaBOOXPAHECHUS MM OPraHU3aTOPOM IOCyIapCTBEHHON 3aKyTIKH.

9. Ilo pe3ynpTaTaM pacCMOTPEHUS IPEICTABICHHBIX 3asIBUTEJIEM B COOTBETCTBUH C ITYHKTOM 8
Hacrosimero IlonoxkeHuss AOKYMEHTOB M (MJIM) CBeACHUH MUHHCTEPCTBOM 3IPaBOOXPAHCHHS
IIPUHUMAETCS OJHO U3 CIECAYIOIUX PELICHUN:



00 OTKa3e B MPUHATUHU 3asBJICHHUS;

00 OTKa3e B TOCYAapCTBEHHOM perucTpanui (rmepeperucTpaniui) MeIUIUHCKIX U3CIIHiA;
0 TOCYJJapCTBEHHO perucTpanuu (IepeperucTpalnnuy) MeAULMHCKUX U3ETUil.
[Tpunstoe pemenue odopmirsercs mpukazoM MuHHCTpa 31paBOOXPaHEHHUS.

10. MUHHUCTEPCTBO 37paBOOXPAHECHHS HE MO37HEe S5 pabdounMx AHEH MUChMEHHO HW3BEIIACT
3asBUTENS O MPUHATOM PEHICHHH W HEOOXOJUMOCTH YIUIAThl 3asBUTENIEM YCTaHOBIICHHOM
rOCY/IapCTBEHHOM MOLIIUHBI.

11. Ilocne momydeHus oOT MUHHCTEPCTBA 3APaBOOXPAHECHHUs] THUCHMEHHOW WH(POPMAINH
0 TOCYJJApCTBEHHON perucrtpanuu  (MEepeperucTpalii) MEAWIUMHCKAX — HU3ICIUi  3asBUTEINb
OIJJAYMBACT TOCYNAPCTBEHHYIO TOIUIMHY 32 TOCYIapCTBEHHYIO PETHCTPALHIO (IIEPEePETrHCTPAIIHIO)
MEIUIUHCKUX U3ICITUI.

12. 3asgBuTento 1O pe3ynbTaTaM TOCYAAPCTBEHHOM  perucrpauuu  (mepeperucTparim)
MEIULIMHCKUX W31 B TeueHHe 5 pabouux THEH co THS MOATBEPKACHUS UM (PAaKTUIECKOH YIIIaThl
B pecnyOJIMKaHCKUN OIO/KET TOCYJapCTBEHHON NOUUIMHBI MUHHCTEPCTBOM 3paBOOXpPAHEHHUS
BBIJIACTCA ~ PETUCTPAILIMIOHHOE yIOCTOBEpEHHE 10 OopMe COIrJIacHO MPHIIOKEHHIO. biaHk
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS SABJISIETCS OJTAHKOM C ONPEACIICHHOM CTENEeHbIO 3alUThI.

Perucrparmonnoe y1ocToBepeHue SIBIsSETCS 0€CCPOUHBIM.

[Ipu BBImaue perucTparmOHHOTO YIOCTOBEPEHUSI HAa MEIUIIMHCKUE H3JIEIHS, IMOCTaBIIsIEMbIE
B OI'PaHUYEHHOM KOJMYECTBE, B PETUCTPAIIMIOHHOM HOMEpE yKa3biBaeTcs nmoMmerka « OK».

CBeneHusi 0 3aperMCTpUPOBAaHHBIX MEAMIMHCKMX u3aenusx Bkitouarorcs PVYIL «llentp
JKCIIEPTU3 U UCIBITAHUM B 34PABOOXPAHCHUN» B ['OCYITapCTBEHHBI pEECTp B TEYEHUE CPOKa,
YKa3aHHOI'O B YaCTHU IIEPBOM HACTOSAILEIO IIyHKTA.

13. B ciydae npoBeieHHs TOCYAapCTBEHHOM perucTpanuu (mepeperucTpaim) MeTUIMHCKUX
151631 (0714

MMPOU3BCACHHBIX (I/I3I‘OTOBJIGHHBIX) OAHUM IMPOU3BOAUTCIICM, HO Ha pa3HbIX
MPOU3BOJACTBCHHBIX IUIOMIAAKAX, PCTUCTPAIMOHHOC YAOCTOBCPCHUC BBIAACTCA Ha MCIUIMUHCKHUC
HU3CJINA Ha KAXKIYI0 IPOU3BOJACTBCHHYIO IJIOIIAJIKY,

IIPU OCYILECTBICHUN HA NIPOU3BOICTBEHHON IIIOIIAIKE ONPEAECICHHBIX CTaqUN TPOU3BOICTBA
(M3rOTOBJIEHNS) MEIULIMHCKUX U3JEIUI B OTHOM PETUCTPALIMOHHOM yJIOCTOBEPEHUM YKa3bIBAIOTCS
MIPOU3BO/ICTBEHHBIC IIIOMIAIKY BCEX CTAJAUN MPOU3BOJACTBA (M3TOTOBJICHNUS ) MEAULIMHCKUX U3/IENHUH,
IIPOU3BOJUMBIX (M3rOTaBIMBAEMbIX) OJJTHUM IIPOU3BOAUTEIIEM.

BxiroueHne B OIHO  PETHCTPAllMOHHOE  YJIOCTOBEPEHHME HECKOJbKUX  MoJauuKanui
MEAUIIMHCKOTO U3JEeNHs, OTHOCSIIUXCS K OAHOMY BHUIY B COOTBETCTBHM C IPUMEHSEMOM
B PecnnyOnmke benmapych HOMeEHKIIaTypHOW KiaccuUKanMed MEAUITUMHCKUX W3Ienuil (ganee —
HOMEHKJIaTypHas Kiaccuukaius), yreepkaaeMoil MUHHCTEPCTBOM 3ApaBOOXPAHEHHUSI, BO3MOXKHO
IIPH YCJIOBUU COOTBETCTBUS 3TUX MOJU(PUKALNN OJJHOBPEMEHHO CIEAYIOLUIUM KPUTEPHUSIM:

MPOU3BOJICTBO (M3TOTOBJICHHE) MOAU(DHUKAIMA METUIIUHCKOTO H3IENUs OCYIIECTBISETCS
OJTHMM TPOU3BOJIUTEIIEM TI0 OJTHOW TEXHUYECKON JOKYMEHTAIUH;

MOAU(DHUKAITIN METUITTHCKOTO M3JIEHsI OTHOCATCS K OJTHOMY KJIacCy MOTEHIIMAILHOTO PUCKa
MIPUMCHCHHS,

MoAUGUKAIIUA MEIUITMHCKOTO H3CIHSI MMEIOT Pa3udYHbIe KOMIUICKTAIlUU, HE BIHUSIONINC
Ha MIPUHIUT PaOOTHl U (PYHKITMOHAIIBHOE HA3HAYCHHE, YTO MTO3BOJISET 00ECTICUNTh PACIIMPEHUE UITH
CHEIUATU3AINIO X MEIUIIMHCKOTO TPUMEHEHUS (IKCILTyaTallvH ),



MOTUGUKAIMH MEAUIUHCKOTO W3ACTHs HWMEIOT pPAa3JIMYHbIC TEXHUYECKUE MapaMeTphI
(HampuMep, IUTMHY BOJIHBI HM3JIyYEHHS, pa3Mep CBETOBOTO TIOJsI, pa3pelarolIyld CIOoCOOHOCTh
U JIPYToe), HE BIIUSIONINE Ha TIPUHITATI paboThl 1 QyHKIIMOHAIEHOE Ha3HAYCHHE
(110 MPUMEHUMOCTH);

MOJUGUKAIME MEIUIIMHCKOTO M3JIeNUs 00pa3yroT THIIOPAa3MEpHBIN psill (Hampumep, UMEIOT
pas3nuuHble pa3Mepbl (rabapuTHBIC, JIMHEWHBIE, OOBEMHBIC WU JIpyrue), ¢GopMy, IBETOBOE
KOJHMPOBAaHUE W TOMY IOJO0OHOE) WIIM SIBJISIOTCS TPYIIOW HMCIIOJHEHHSI MEIUIIMHCKOTO H3IEIHs
(HampuMep, CTaIMOHAPHBIM TIEPEABMKHBIM  armapaToM (MpuOOpOM, CHCTEMOW, KOMILIEKCOM
1 JPYTUM) C HACTCHHBIM U (WJIM) HAIIOJIBHBIM KPEIIJICHUEM U TOMY TTOI00HBIM) (TIO TPUMEHUMOCTH).
[Tpu >TOM MO TPYIITION UCTIOTHEHUSI MEAUIIUHCKOTO U3JIENINSI TOHUMAIOTCS M3/ICJHSI, B OTHOIICHUH
KOTOPBIX BBIMIOJIHEHBI OJTUH TPYIIIOBOM YePTEXK AeTaneil u (M) o/Ha TPYIIIOBas crienu(uKaIus.

14. T'ocynapcTBeHHas: nepeperucTpanusi MEIULIUHCKUX H3JEIUM OCYIIECTBISAETCS B CIy4yae
UCTEUCHHS CpOKa JCWCTBUS PETMCTPALMIOHHOTO YAOCTOBEPEHUs, BbIIaHHOTO 110 25 utong 2022 r.,
3a UCKJIIOUEHHEM MEIUIIMHCKUX U3/1eJHii, BBe3eHHBIX B Pecybnuky benapych mim npousBeeHHBIX
(u3rotoBieHHBIX) B Pecybnuke benapych B mepuoj AeicTBUS perHCTPALMOHHOTO yI0CTOBEPEHHUSL.

15. T'ocynapcTBeHHass ~ peructpanus  (MepeperucTpanusi)  MEAUIMHCKUX  HM3JCIHN
OCYLIECTBJISIETCS B CPOKH, IPEAYCMOTpPEHHBIE B oAmyHkTax 9.3.1, 9.3.2 u 9.3.5 nynkra 9.3 eauHoro
NepevyHs  aJAMUHUCTPATHUBHBIX  MpPOLENYp, OCYLIECTBISEMBIX B OTHOIIEHHMH  CyOBEKTOB
XO34WCTBOBAHUS, YTBEpXKJIEHHOrO mnocTaHoBieHuem Coera MunuctpoB PecnyOnmku benapych
ot 24 cents6ps 2021 1. Ne 548 (nanee — eMHBII IEpEUYCHbD ).

16.Ilpy  TOCYmapCTBEHHOW  TEPEPErHCTPAllMK  MEAUIMHCKUX  M3ACIMA B HOBOM
PETUCTPALIMOHHOM yJIOCTOBEPEHUH YKa3bIBAIOTCS MPEKHUN PErMCTPAlMOHHBIN HOMEp U narta (rof,
Mecs1) TOCyJapCTBEHHOM MepeperucTpaluu.

TJIABA 3
OTKA3 B TOCYJIAPCTBEHHO# PETUCTPALIAN (ITEPEPETUCTPALINN)
MEIALMHCKWX W3IEJHNI

17. MuHHCTEpCTBO  37paBOOXPAHEHUSI  OTKa3bIBae€T B rOCYJapCTBEHHOH  PErHCTpalyu
(mepeperucTpaniy) MEIUIIMHCKUX W3JCIUN B CIydasx, MPeayCMOTPEHHBIX 3akoHOM PecmyOnuku
benapych ot 28 okta6ps 2008 . Ne 433-3 «O06 ocHOBaxX aAMMHUCTPATHUBHBIX MPOLEAYP», a TAKXKE
B CIIydasix:

MPOBEACHUSI TOCYIAapCTBEHHOW peructpanuu (TepeperucTpaniui) IpyruM  3asBHTEIIEM
MEIUIIMHCKUX W3JEIHA, BKIIOYEHHBIX B ['OCYyIapCTBEHHBIN peecTp, IOJ TeM K€ TOPTOBBIM
Ha3BaHHEM;

HENPEJCTaBICHNUS 3asBUTENIEM B XOA€ IPOBEIACHUS TIOCYAAPCTBEHHOW pPETUCTpaluu
(mepeperucTpanuu) JOKYMEHTOB M (WIM) CBEIEHUH, YKa3aHHBIX B IYHKTE 8 HACTOSILErO
ITonoxeHus.

I')IABA 4
NMPUOCTAHOBJEHUE, AHHYJIUPOBAHUE JEMCTBUS PETUCTPAIIMOHHOI' O
YAOCTOBEPEHUA JIUBO OTAEJBbHbBIX PETUCTPAIIMOHHbBIX HOMEPOB,
WCKJIOUYEHUE MEJIUIUHCKUX U3IEJUA U3 TOCYJIAPCTBEHHOI'O PEECTPA



18. MUHUCTEPCTBO 3APaBOOXPAHCHHUS] MOXKET TIPUHATH PEIICHHE O MPUOCTAHOBJICHHUH
JEUCTBUST BBIJJAHHOTO PETUCTPAIMOHHOTO YJIOCTOBEPECHHS JIMOO OTICIBHBIX PETUCTPAIMOHHBIX
HOMEPOB B Clly4ae, eClu:

B pe3yibTaTe MEIUIMHCKOTO NPUMEHEHHUS (SKCIUTyaTalldh) MEAUIMHCKOTO W3JeNus
MIPOU30IIIO HEOIATOMPUSATHOE COOBITHE (MHIIUEHT) U HE YCTPAHEHBI 00CTOSTENCTBA, MTOBIEKIITHE
€ro HaCTYIUIEHUE;

yCTaHOBJIEH (PaKT MPENSATCTBOBAHHS IPOU3BOAUTENIEM TPOBEJICHUIO OLIEHKU Ipolecca
IIPOU3BOJCTBA  (M3TOTOBIEHHUS) MEOUIMHCKOTO  HW3JENMs, Ha3HauyeHHOW MUHHCTEPCTBOM
3paBOOXpaHEHUS;

MOJIy4E€Hbl OTpHUIATENbHBIE pE3yJIbTAaThl HUCCIEIOBAHUNM (MUCIBITAHUN) B LEISIX OLEHKU
OMOJIOrMYECKOro AEHCTBHSI, TEXHUUECKUX U KIMHUYECKUX UCIBITAHUN;

3asBUTEJIEM JUIS TOCYJApPCTBEHHON perucTpanuu (mepeperucTpanuu) OblI0 MpeAcTaBICHO
PETUCTpAIIOHHOE JI0ChEe, COJEpIKallee HEeOCTOBEPHBIE CBEJEHHs, KOTOPbIe HE ObTM U HE MOTJIH
OBITH YCTaHOBIICHBI IIPU TOCYAAPCTBEHHON perucTpanuu (rmepeperucTparim);

MIPUOCTAHOBJICHO WJIM AHHYJIMPOBAHO JACHCTBHE cepTHU(UKATAa COOTBETCTBHUS 10 MPHYMHE
HECOOTBETCTBUS TpPEeOOBAaHUSAM TEXHMYECKMX HOPMATHUBHBIX IMPABOBBIX AaKTOB B 00JacTH
TEXHUYECKOTO0 HOPMHUPOBAHMUS U CTAaHAAPTU3ALMKM Ha MEIULMUHCKOE W3JEIHe WIH JIOKYMEHTA,
pa3pemaionero Mpou3BOJACTBO (M3TOTOBIEHHUE), pEATU3ALMI0 U MEAUIMHCKOE MpPUMEHEHUE
(9KCIUTyaTaluio) MEAUIIMHCKOTO U3/,

3asBUTEJIEM B CPOK HE MPEACTABICHBI CBEACHUS, YyKa3aHHBIC B IMYHKTE 22 HACTOSIIETO
Ilonoxenus;

yCTaHOBJIEH (PAKT HECOOOIICHUsI IPOU3BOIUTENIEM (€T0 YIOJTHOMOYEHHBIM MPEICTABUTEIIEM )
B ycTaHOBIIEHHOM Tnopsiake PVYII  «lleHTp odKcnmepTu3 W UCHBITAHUN B 3paBOOXPAHEHUN»
0 HEONAronmpusTHOM  COOBITUM  (MHLIMICHTE), CBSI3aHHOM C MEAMLMHCKUM MPUMEHEHHEM
(9KcIUTyaTanuei) MEJUIIMHCKOTO M3/eMHs, MO0 HapyIIeHUS YCTaHOBJICHHBIX MOPSIKAa U CPOKOB
JUISL TAKOTO COOOIIEHUS.

19. PemmeHne 0 MPUOCTAHOBJICHUH JACHCTBUS PETHCTPAIMOHHOTO YIAOCTOBEPEHUs JHOO
OTACJIIbHBIX PCTUCTPALMOHHBIX HOMCPOB C YKAa3aHUCM HNPHUYHUH TAaKOI'O0 MNMPUOCTAHOBJICHHA, NAThI,
C KOTOPOW TPUOCTAHABIMBACTCS JIEHCTBUE PErHCTPAMOHHOTO YJOCTOBEPEHUS JIMOO OTHEIbHBIX
PEruCTpaiuOHHbIX HOMCPOB, YCTaHOBHCHHOﬁ nucxons 13 BO3MOXHBIX IMPOTHO3UPYCMbIX
HOCJIC,Z[CTBI/II‘;I MCIUITUHCKOI'O IPUMCHCHUA (3KCHHyaTaHI/II/I) JaHHBIX MECANTTNHCKUX H3I[eJ’IHﬁ, " CpOKa
MPUOCTAHOBIICHUS IPUHUMAETCS B popMe Iprukaza MUHHUCTpa 31paBOOXPaHEHHUSL.

Cpok TpHUOCTAaHOBIEHHUS JAECUCTBUS PETHCTPALIMOHHOTO YIOCTOBEPEHMsI JTMOO OTAEIbHBIX
PErUCTpaIlMOHHBIX HOMEPOB HE MOKET OBITH Oosiee 6 MecALIeB.

Ha Bpemst mpHOCTaHOBIICHUS JEHCTBUS PETHCTPALMOHHOTO yIOCTOBEPEHHs MO0 OTICIBHBIX
PEruCTPallMOHHBIX HOMEPOB CPOK €ro IEHUCTBHS HE IPOAJIEBACTCS, 3a UCKIIOUEHHUEM CIIy4aeB, Korja
peuieHueM Cyna IPU3HAHO HENPAaBOMEPHBIM IIPUOCTAHOBIEHUE JACHCTBUS PErMCTPALMOHHOIO
YOCTOBEPEHUS INO0 OTAEIbHBIX PETUCTPALIMOHHBIX HOMEPOB.

He mno3mnee 5 paboumx nHeW 10 IaThl, ¢ KOTOPOW NPHOCTAHABIMBAETCS CPOK JEHCTBHS
PETUCTPAIIMIOHHOTO YJOCTOBEPEHHUS JINOO OTAEIBHBIX PErHCTPALIMOHHBIX HOMEPOB, MUHHCTEPCTBO
3paBOOXPAHEHUs YBEAOMISIET 3asBUTENSA O IPUOCTAHOBIEHUU JEHUCTBHUS PETUCTPALUOHHOIO
YIOCTOBEPEHUS TUOO OTAEIBHBIX PETUCTPALIMOHHBIX HOMEPOB C yKa3aHUEM MPUYUHBI U CPOKA €ro
npuocra”osiieHus, a PYII «lleHTp skcnepTu3 v UCHBITAHUN B 34pABOOXPAHCHUNY BHOCHUT JJAHHBIC
cBelieHus B ['ocy1apCTBEHHBIN peecTp.



3asBUTEIb B TEUCHHE CPOKA, HA KOTOPBIA MPUOCTAHOBICHO IEHCTBUE PETHCTPAIMOHHOIO
YAOCTOBEpEHUs JUOO OTAETbHBIX PETUCTPALIMOHHBIX HOMEpPOB, YCTpaHseT OOCTOATEILCTBA,
MOBJIEKIIINE MPUOCTAHOBJIEHUE JEHUCTBUS PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIMOO OTAEIbHBIX
PETUCTPALIMOHHBIX HOMEPOB, U MUCbMEHHO YBEAOMIISIET 00 3TOM MUHHCTEPCTBO 3/IpaBOOXPaHEHUS,
MPUJIOKUB NMUCbMEHHBIE J0Ka3aTeNIbCTBRA.

20.Tlo pe3ymbraraM pacCMOTPEHHS THUCHMEHHBIX JIOKa3aTeNbCTB MUHHCTEPCTBOM
3/IpaBOOXpAaHEHUs] MPUHUMAETCS pEIIeHHE O BO30OHOBJICHHM JACUCTBUSA JMOO 00 aHHYIMPOBAHHUU
NEHCTBUSL PETUCTPALIMOHHOTO YIOCTOBEPEHHS] JHOO OTAEIBHBIX PEruCTPAllMOHHBIX HOMEPOB
C YKa3aHHeM JIaThl €ro BO30OHOBJICHHS TNOO aHHYJIUPOBAHUS.

O BO30OHOBIIEHUHM  JIGHCTBHS  PETUCTPAL[MOHHOTO  yIOCTOBEpEHHs JHOO  OTAEIbHBIX
PETUCTPAIIMOHHBIX HOMEpPOB B T€UeHHE 3 pabouux JAHEH CO AHA MPHUHATUS TaKOTO pPEIICHHS
MUHHCTEPCTBO 3/IpaBOOXPAHEHHSI MIMCHbMEHHO COOOIIACT 3assBUTEIIO.

Pemenrue o BO30OHOBIIEHWH ACHCTBUS PETUCTPAIMOHHOTO YIOCTOBEPEHUS MO0 OTIEIBHBIX
PErUCTPAIMOHHBIX HOMEPOB IPUHUMAETCS B (hopMe TprKaza MUHHUCTpaA 31paBOOXpaHEHUS.

PVII «lleHTp 3KCIIepTH3 U UCIIBITaHUH B 3/JpaBOOXPAaHEHUN) B Te€UeHHE 3 pabouunx JHEH mociue
NPUHATUS pEIICHUS] O BO3OOHOBJICHUU JICHCTBHS PETUCTPALIMOHHOTO YJOCTOBEPEHUS JHOO
OTIENbHBIX PETUCTPALMOHHBIX HOMEPOB HCKIIOYAeT HH(GOPMALMIO O €ro IPUOCTAHOBICHUU
u3 ['ocynapcTBeHHOrO peecrtpa.

21. B cnyyae HeycTpaHEHHUsS 3asBUTENIEM OOCTOSTEIbCTB, IMOBJIEKIIMX HPHUOCTAHOBICHHE
JEUCTBUSL PETHCTPALMOHHOTO YAOCTOBEPEHHUS JIMOO OTIENBHBIX PETUCTPAL[MOHHBIX HOMEPOB,
MUHHCTEPCTBOM 3/IpaBOOXPAaHEHHSI IPUHUMAETCS pelieHre 00 aHHYIMPOBAHUH PETUCTPALMOHHOTO
YAOCTOBEpeHUsT  JHOO  OTACNbHBIX  PETHCTPALIMOHHBIX HOMEpPOB  C yKa3aHUEM  MNPUYHH
AHHYJIMPOBAHUS.

Pemenue npunnmaercs B popme npukaza MuHuCTpa 31paBOOXpaHEHUS.

OO0 aHHYJIMpPOBaHMU JECWCTBUS PETHCTPALIMOHHOTO YJOCTOBEPEHHS JHOO OTAEIBHBIX
PEruCTPallMOHHBIX HOMEPOB MUHUCTEPCTBO 3APABOOXPAHEHHUsS YBEIOMIISIET 3asBUTEIIS HE I103/IHEE
3 paboumx AHEH 10 IaThl, C KOTOPOIl aHHYJIUpPYeTCs ACHCTBHE PETUCTPAILIMOHHOTO YJOCTOBEPEHHUS
7100 OTZAENBHBIX PErMCTPALMOHHBIX HOMEPOB, C YKa3aHUEM MPUYMHBI €r0 AaHHYJIUPOBAHMSL.

PVII «lleHTp 3KCIepTH3 U UCIIBITaHUH B 3/JpaBOOXPAaHEHUN» B Te€UeHUE 3 pabouunx JAHEH mocie
NPUHATUS pelieHust 00 aHHYJNIMPOBAaHUM JEWCTBUS PETUCTPALMOHHOTO YJIOCTOBEPEHUS JHOO
OTIENBHBIX PErHMCTPALMOHHBIX HOMEPOB MCKIIOYAET CBEACHUS 00 3THMX MEAMLIMHCKUX HM3AETHIX
13 4HCIa ACUCTBYIOIUX 3anucen ' ocyqapcTBEHHOr0O peecTpa, COXpaHsis IIPU 3TOM CBEJICHHUs O JaTe
AQHHYJIMPOBAaHUSI PETUCTPALIMOHHOIO YAOCTOBEPEHUSI.

22. 3asiBUTENb MPEICTaBIsgeT B MUHHCTEPCTBO 3PABOOXPAHCHUS MH(GOPMAIMIO HE TO3THEE
9YeM B MECSTYHBIN CPOK TTOCIIE TIOTYYCHUS UM CIICTYIONNX CBEICHUI:

0 CMEHE aJipeca MPOU3BOJACTBEHHON MIIONIAIKK;

00 yTpare MEIWIIMHCKUM H3JEJIMEeM CTaTyca MEIAMIIMHCKOTO W3JENHUs B CBSI3U C BHECCHHEM
W3MEHEHU B HOPMATUBHBIC ITPABOBBIC aKThI U (MJIM) TEXHUYECKUE HOPMATHUBHBIE TIPABOBBIC AKTHI;

0 T0OPOBOJILHOM OT3BIBE MMPOU3BOIUTEIEM M3 OOpaICHUS.

I')IABA S
BHECEHME U3MEHEHHWH B PETUCTPAIIMOHHOE JOCHE HA MEJIUIIAHCKHE
N3IEJUS, PAHEE 3APETTCTPUPOBAHHBIE B PECITYBJIUKE BEJIAPYCb



23. BHeceHre W3MEHEHWH B PETUCTPAIMOHHOE J0Che Ha MEIUIIMHCKOE W3JIeIne, paHee
3apeructpupoBanHoe B PecryOimke bemapych, OcymecTBisieTcs B CIydasx:

W3MEHEHUS HA3BaHWsI MEIUIIMHCKOTO H3/eNusi 0e3 M3MEHEHHs] CBOWCTB U XapaKTEPUCTUK,
BIUSIIONIUX HA Ka4ecTBO, JS(PPEeKTUBHOCTh U OE30MACHOCTh MEIUIIMHCKOTO W3JICHS, WIH
COBEpIICHCTBOBAHUS €T0 CBOWCTB W XapaKTEPUCTUK TMPU HEU3MEHHOCTH (PYHKIIMOHAIHHOTO
Ha3HaueHUs U (WIKM) TPHUHIUIOB JEHUCTBUS (IS MEOUIIMHCKUX H3ACIUN  3apyOeKHOTro
MIPOU3BO/ICTBA);

BHCCCHU HOBOT'O MCIUIITMHCKOI'O ITIOKa3aHUsI,

peopraHu3anuy # (WJIM) M3MCHECHUS HAMMEHOBAHMS, MECTa HAXOXICHUS HOPUANYECKOTO
JuIa — 3asBUTENs (MMPOU3BOAUTEINS) WIM M3MEHEHHS (DamMminu, COOCTBEHHOTO WMEHH, OTYECTBA
(ectm  TakoBOE  HMMEETCS),  PETHCTpPAllMd  TI0 MECTy  JKUTEIbCTBA  HMHIMBHIYaJIHLHOTO
MpEANPUHUMATEIS — 3asIBUTENS (TIPOU3BOIATEISN);

HU3MCHCHUA HpOHSBOI[CTBGHHOﬁ IIJI0IAaaKH

BHECEHHUS HW3MCHCHHU B TEXHMYECKHE HOPMATHUBHBIC IPABOBBIC aKTHl (32 UCKIIOYCHHEM
W3MEHEHUH, KacalolmuXxcsi pa3pabOTKW HOBOTO BHJa (MOAU(MUKAIIMN) MEIUIMHCKOTO H3ICIINS) —
JUTSE MEJTUITUHCKUX U3JICTTHI OTEYeCTBEHHOTO MPOM3BOICTBA;

no0aBiieHHs! (MCKITFOUCHUS ) IPUHAMIICKHOCTEH K MEAUITUHCKUM H3/IEHSAM WM H3MEHECHUSI X
HAaUMEHOBAHHS,

BHECEHUS U3MEHEHUHN B MapKUPOBKY U (MJIHM) YIAKOBKY MEIULIMHCKOTO U3IEINUS;

W3MEHEHHUs CPOKOB TOAHOCTU (IKCIUTyaTanuu) W (WIM) yCIOBUM XPAaHEHHS MEIMIIMHCKOTO
U3JICITHS;

HU3MCHCHUSA KJIaCCa MOTCHIUAJIBHOT'O pUCKa MCAUTTUHCKOI'O U3ICIINA;

BHECCHHSI M3MEHECHHUM B MHCTPYKIIMIO IO MPUMEHEHHUIO H3JEIUS MEIUIIMHCKOTO Ha3HAYCHUS
WJIU PYKOBOJICTBO 10 SKCIUTyaTallud MEIUIIMHCKOW TEXHUKH;

BHECEHUSI U3MEHEHHUI B Pa3MEPHBIN Psii MEIUIIMHCKOTO U3ACTHs, HE BIHUSIONINX HA TPUHIIUIL
paboTel W QPYHKIMOHATHHOE Ha3HAYCHHE (M3MEHEHHE MapaMeTpoB IJIMHBI, AHaMeTpa, oObema,
pa3Mepa), B IOMOJTHEHUE K 3aPETUCTPUPOBAHHOMY METUITUHCKOMY H3IEIHIO.

24.B ciyuae HEOOXOAMMOCTH BHECEHHS HW3MEHEHMH B PETUCTPAL[MOHHOE JIOChE
Ha MEJUIIMHCKOE W3JIeNine, paHee 3aperucrpupoBaHHoe B PecrmyOnuke benmapych, 3asBurenu
B TCUCHHE 3 MECSIEB C JaTbl BO3HHKHOBEHHUS OOCTOSTENLCTB, IEPEUMCICHHBIX B ITYHKTE 23
Hacrosero [lonoxxeHus, mociae NPOXOKICHUS KOMILJIEKCa MPEABApUTENbHBIX TEXHUYECKUX padoT
U IIOJIy4YeHUs1  NojoxkurenbHoro  3akmoueHus PYII  «llentp okcneptus M UCHBITaHUU
B 3[IPaBOOXPAHEHUM» O COOTBETCTBUU MEAMIMHCKOTO U3ACTUs TpeOOBaHUSAM OE30MacHOCTH,
3¢ (HEKTUBHOCTH M KaYeCTBa, COJACPKAIIETO PE3yIbTaThl SKCIEPTU3, MHCIIEKTUPOBAHUS, UCITBITAHHH
U APYTUX UCCIIEN0BaHUM, NPEIyCMOTPEHHBIX B YAaCTH NEpBOM MyHKTa 3 Hactosuiero Ilonoxenus,
MPEACTABIAIOT B MUHUCTEPCTBO 34paBOOXpAHEHUs 3asBieHue W 3akimoueHue PVYII «lleHtp
9KCIIEPTH3 W UCHBITAHUN B 3ApPaBOOXPAHEHHUM» O COOTBETCTBHUM MEAMIMHCKOTO  W3JENHA
TpeboBaHusIM Oe30omacHOCTH, A((PEKTUBHOCTH U KayecTBa C YKa3aHMEM TMPUYUH BHECEHUS
yKa3aHHBIX M3MEHEHUH. TpeOoBaHUS K JaHHBIM JOKYMEHTaM M (WIN) CBEJCHMUSM ONPEAEISIOTCS
MuUHUCTEPCTBOM 3APaBOOXPAHECHHUS.

25.Tlo pe3ynmbraTaM pAacCMOTPEHHUs TMPEACTABICHHBIX 3asABUTEIEM B COOTBETCTBUU
c myHKTOM 24 HacTosmero IlomoxkeHus TOKYMEHTOB U (WJIM) CBeACHW MHHHUCTEPCTBOM
3/1paBOOXPAHEHUS PUHUMAETCSA OAHO U3 CIEIYIOLIUX PEIICHUMN:

00 oTKa3e B IIPUHATHU 3asBJIICHUS,



00 OTKa3e BO BHECEHMHM H3MEHEHUH B PETMCTPALIMOHHOE J10Che Ha MEIUIIMHCKOE H3JIEIHE,
panee 3apeructpupoBanHoe B Pecry6nuke benapych;

O BHECEHUUM W3MEHEHUU B PErUCTPALMOHHOE JO0ChE Ha MEAMIIMHCKOE W3JEIne, paHee
3apeructpupoBanHoe B PeciyOinke benapycs.

[MpunsiToe pemenne odopmirsieTcs: mpukazoM MUHHCTpaA 31paBOOXPAHEHHUS.

26 MI/IHI/ICTepCTBO 3;[paBooxpaHeHH;1 IINCBMCHHO HU3BCIIACT 3asABUTCIIA O HpI/IH}ITOM peH_IeHI/II/I
HE To3/THee 5 pabounX JHEH CO JHS €ro MPUHSATHA.

27. BHeceHne M3MEHEHHUH B PErHCTPALMOHHOE JOChE HA 3aPErHMCTPUPOBAHHBIC MEIUIIMHCKHE
U3JIEeMsT OCYIIECTBISETCS B CPOKH, NMPEAYCMOTpPEHHBbIE B NoOANyHKTE 9.3.3 myHkTa 9.3 enmHoro
MIEpPEYHS.

28. Ecnyn u3MeHeHus, BHOCUMbIE B PETUCTPALIMOHHOE 1I0ChE HAa MEIULIMHCKOE U3JIeHe, paHee
3apeructpupoBanHoe B PecnyOnnke benapych, 0AHOBpEeMEHHO BIEKYT M3MEHEHHE HH(pOpMAaIUH,
COJIeprKaIlleiicsl B PErHCTPAllMOHHOM YAOCTOBEpEHUH, TO MUHHUCTEPCTBO 3APaBOOXPAHEHUS
B COOTBeTCTBMM ¢ myHKTOM 1  cratem 28 3akoma Pecny6mmkm  Bemapych  «O6 ocHoBax
aJIMMHHUCTPATUBHBIX MIPOLIEAYP» BBIIAET HOBOE PETUCTPALMOHHOE YI0CTOBEPEHUE HA CPOK IEHCTBUS
PETUCTPALIMOHHOTO  YJOCTOBEPEHHUS,  BBIIAHHOTO IPHU  TOCYJapCTBEHHOM  perucrparuu
(mepeperucTpaiumn) 3Toro MEIULIUHCKOIO U3AENN.

29. PYII «lleHTp sKCTIepTH3 M UCIBITAHUHA B 3[[PAaBOOXPAHCHUN» B TEUCHHE 3 pabOunx AHEH
MocJie MPUHATUS PELICHUS O BHECEHUM W3MEHEHHUH B PETUCTPALMOHHOE J0ChE Ha MEIUIIMHCKOE
u3zenue, paHee 3apeructpupoBaHHoe B PecniyOnuke bemapych, BKIIOYaeT cBelleHUSI O BHECEHHBIX
U3MEHEeHUsAX B ['oCy1apCcTBEHHBIN peecTp.

30. B mepuoa mpHOCTaHOBIIEHUS ACWCTBUS PETUCTPAIIMOHHOTO YAOCTOBEPEHUS BHECCHHE
U3MEHEHUN B PETUCTPALMOHHOE  JOChE  HA MEAMIMHCKOE  M3JEIMe  HEe IIPOU3BOIUTCH,
32 UCKJIIOUEHHEM CIIy4aeB, KOIJa O5TO HEOOXOIUMO ISl YCTPAaHCHHS NPUYHMH, TTOBJIEKIIUX
IIPUOCTAHOBJICHUE IEHCTBUSI PETUCTPALIMOHHOIO YAOCTOBEPEHUS.

I')IABA 6
CTPYKTYPA, ®OPMUPOBAHUE U BEAEHUE I'OCYJAPCTBEHHOI'O PEECTPA

31. Bnagenbiiem ['ocymapcTBeHHOTO peecTpa sBISIETCS MHMHHCTEPCTBO 3paBOOXPAHCHHS,
onepatopoM — PYII «lleHTp sKkCiepTH3 1 UCIIBITAHUN B 3JpaBOOXPAHEHUN.

32. ®opmupoBaHue U BeZieHHE [ ocynapcTBEHHOIO peecTpa, B TOM YHCIE €ro pa3paboTka,
MOJICpPHHU3AIUS, ABTOMATU3UPOBAHHOE O0BEIMHEHNE CBEIEHUH, BKIIIOYaeMbIX B ['0CymapCTBEHHBIN
peecTp, UX AaKTyanusanus, XpaHeHue W 3ammra ocymecTsisaores PVYIL «llentp skcneprus
Y MCTIBITAaHUH B 3[paBOOXPAaHEHUI.

33. 'ocymapcTBEHHBI pEeCTp SBISAETCS TOCYAApPCTBEHHBIM HWH(OPMAIMOHHBIM PECYpPCOM,
BeleTcss B (OpME  DJJNEKTPOHHOW  0a3bl  JAaHHBIX,  3AIIUIICHHOW  OT MOBPEKICHUS
Y HECAaHKIIMOHUPOBAHHOTO  JIOCTyla  C IMOMOINBI0  CHEIHATU3UPOBAHHOTO  IPOTPAMMHOTO
o0ecrnedeHus.

34. Benenne [ocymapcTBEHHOTO peecTpa OCYIIECTBIISICTCS IYTEM BKIIOYCHHS B HETO
CBEICHUI O MEAMIIMHCKUX W3JCIUSIX, B OTHOIICHUH KOTOPBIX OCYIIECTBIICHA TOCYIAapCTBEHHAs
peructpanusi  (mepeperucTpanusi), aTaK)Ke  CBEJACHUH 00 U3MEHEHMSIX,  BHECEHHBIX
B PETHCTPAIIMOHHOE JI0OChE Ha MEAUIIMHCKUE H3/ICITHS.

35. B 'ocynapcTBeHHBIH peecTp BKIIOYAIOTCS CBEACHUS:



0 HAaMMEHOBAHWU MEIHUIIMHCKOTO W3JeNusl (KOJIMYECTBO WIIM CEpUHHBIA HOMEp, WIH HOMEP
napTuu (J10Ta), WIA AaTa MPOU3BOACTBA (M3TOTOBICHUS) — IS MEIUIIMHCKUX MU3/CJIUN, YKa3aHHBIX
B a03a1ax celbMOM—JIECSITOM ITyHKTa 5 HacTosmiero [lonoxenus);

O TUIIC MCAUIIUHCKOI'O U3ACIHA,

0 HAaUMEHOBAHUU MEIULMHCKOIO M3JENUsl B COOTBETCTBUU C HOMEHKJIATYPOH MEIULIUHCKUX
W3IeIui, yTBepKAaeMOd MUHUCTEPCTBOM 31PaBOOXPAHEHUS,

0 HAaMMEHOBAHHMH 3asiBUTENS — IOPUIAMYECKOro JIMLa WIH O (paMuiuu, cOOCTBEHHOM HMEHH,
OTYECTBE (€CJIM TAKOBOE UMEETCS) 3asIBUTENS — MHIAMBUAYAIBHOTO MTPEANPUHUMATEIIS;

O HAaWMCHOBAHHHU MPOU3ZBOIUTCIIA — HOPUAUYCCKOTO JiMIa WU O (baMHHHH, COOCTBEHHOM
HUMCHHU, OTUYCCTBC (GCJ'II/I TaKOBOC I/IMCCTCH) MMPOU3BOAUTCIIA — UHAUBUAYAJIBHOTO ITPCATTPUHUMATCIIA,

00 azapece IOPUAUYECKOTO JIHMIA — 3asgBUTENS (IMIPOU3BOIUTENSI), PETUCTPAIIUU TIO MECTY
KHUTEIhCTBA MHIANBUAYAILHOTO MPEIIPUHIMATEINS — 3asiBUTEISI (IPOU3BOIUTES);

0 HaMEHOBAHHUH NMPOU3BOJICTBEHHO! IUIOIIAIKH;

00 ajipece MPOU3BOICTBEHHOM IIOIIAKH;

0 HOPMAaTUBHO-TEXHUYECKON JOKYMEHTAITMHN Ha MEAUIIMHCKOE U3]ICIIHE;
0 COCTaBE MEIUIIMHCKOTO U3EIHs;

O PErUCTPALIMOHHOM HOMEpE;

0 JaTe TOCYAapCTBEHHOM PETUCTPALIMHA MEAUIIMHCKOTO U3/ICTIHS;

0 CpPOKe JIEHCTBUSI PETUCTPALMOHHOIO yIOCTOBEPEHMUS;

0 cTaTyce ACUCTBHS PETUCTPAIIIOHHOTO YIOCTOBEPEHHUS,

0 J1aTe aHHYJIMPOBAHMSI PETUCTPALIMOHHOTO YAOCTOBEPEHUS;

00 00J1IaCTH MEIUIIMHCKOTO NMPUMEHEHUs (IKCIUTyaTaluu) U (WIKM) OrpaHMYCHHs YKa3aHHOTO
NPUMEHEHHS MEAULIMHCKOTO U3/IeNHs, a TaKKe HHAask HHPOPMAaLIUs;

O HAIWYUW WHCTPYKIIMU TI0 MPUMEHCHHWIO W3JICTUsS MEIUIIMHCKOTO Ha3HAYCHUS WJIIH
PYKOBOJCTBA 1O SKCIUTyaTallul METUIIMHCKON TEXHUKH.

36. 'ocymapcTBeHHBIN peecTp pa3Meliaercss Ha OQHUIMANbHBIX caiitax MuHuCTEepCcTBa
3npaBooxpaneHuss U PYII «lleHTp sKcmepTH3 ¥ UCHBITAHUN B 3[PABOOXPAHEHUN» B TNI00ATHHOM
KOMIIBIOTEpHOU ceTH MIHTepHeT.

37. Benenne I'ocynapcTBEHHOTO peecTpa OCYIIECTBISIETCS B IENAX WH(GOPMHUPOBAHUS
notpeOuTeneil, Npou3BOAUTENEH U MOCTABIIMKOB MEIUIIMHCKUX U3/ICJINH, OPraHOB M OpraHU3alui,
BXOJSIIIMX B CUCTEMYy MMHUCTEPCTBA 3/PaBOOXPAHEHUS, JUIS BBIMOJIHEHUS UMM  (DYHKIUH,
IIPEAYCMOTPEHHBIX 3aKOHOIATEIBCTBOM, a TAKXKE JUUISl OCYLIECTBICHUS TOCYAAPCTBEHHOTO KOHTPOJIS
(mamzopa).

38. Cenenust, cojepxamiecs Bl ocynapcTBEHHOM peecTpe, SBISIOTCS  OTKPBITBIMU
U IOCTYIHBIMH I BCEOOILEr0 03HAKOMIICHHUS.

[Ipunoxxenue



k [lonoxxeHuto o rocy1apcTBEHHOM
perucTpanuu (epeperucTparynm)
MEAWIIMHCKUX U3ACTUH (U31enuit

MEAMIHMHCKOTO Ha3HAuEHUs,
MEIUIUHCKON TEXHUKH)

®dopma

MHWHHUCTEPCTBO 3IPABOOXPAHEHUA
PECITYBJIMKU BEJIAPYCb

PETHCTPAIIMOHHOE YAOCTOBEPEHHME Ne

Hacrosimee ynocToBepeHue BblIaHO

(HanMeHoBaHue ((ammnus,

COOCTBEHHOE MMSI, OTUYECTBO (€CIIM TAKOBOE MMEETCsI) 3asBUTEIS, CTPAHBI)
U SIBJISIETCS TIOATBEPKICHUEM TOT0, 9YTO MUHHUCTEPCTBOM 3/1paBooxpaneHus Pecrryonuku benapych
3apeTUCTPUPOBAHBI

(BUI B COOTBETCTBHH C HOMEHKJIATYPHOU

KiaccuuKaIe, Ha3BaHUE MEITUIIMHCKOTO U3IIeNUs (U3 IeIUs

MCIUIMHCKOI'O Ha3HA4YCHU I, MCHHHHHCKOﬁ TCXHI/IKI/I),

THUII, BUIO, MOAECJIb, pa3MEP MCIUITUHCKOI'O U3 ACIHA

(HS,Z[GHI/IH MCIHUIIUHCKOI'O Ha3HAYCHUA, MeI[PIHHHCKOﬁ TCXHI/IKI/I)

WJIK TpyI1ina npoAyKHInur, BApUaHThbl UCIIOJTHCHUA

(Aanst MEAULIMHCKUX U3ENUN (M3 MEAULIIMHCKOTO Ha3HAYEHHsI, MEUILIMHCKON TEXHUKH ),

BBIITOJIHEHHBIX TI0 MHAUBUIYAIFHOMY 3aKa3y),

HauMeHoBaHHe ((aMuTHs, COOCTBEHHOE UMS, OTUECTBO (€CIIM TAKOBOE UMEETCS)

MMpOoU3BOAUTECIIA, CTPAHBI MTPOU3BOANUTEIIA,

aJpecC Mpou3BoOACTBA (HSFOTOBHCHHﬂ), HauMMCHOBAaHUC,

CTpaHa U aJipec MPOU3BOACTBECHHON TUTOIIAIKHN)
W pa3penieHbl K MPOU3BOJCTBY (M3TOTOBJICHUIO), pPEAM3AlUU W MEIUIIUHCKOMY TPUMEHEHUIO
(aKcruTyaranuu) Ha Tepputopun Pecriyonuku benapyce

(oGmacth



MEIUIITHCKOTO TPUMEHEHU (PKCIUTyaTaIllH), OTPAHWICHAS YKa3aHHOTO MTPUMEHEHHUS)

Peructparmonueiii Homep

PGFI/ICTpaLII/IOHHOG YAOCTOBCPCHUC  HC ABJIACTCA 00s13aTEILCTBOM K 3aKYIIKC JaHHOTO
MCIHUIMHCKOI'O U3ACTTUA (I/I3I[GJII/I5I MCIUIMHCKOI'O HAa3HAUYCHU A, MGI[HI.[HHCKOﬁ TCXHI/IKI/I).

JlaTa rocy1apCTBEHHOM pErucTpanuu JIENCTBUTEIBLHO 10
20 1. 20 1.

MuHucTp (3aMecTUTEh
MuHucTpa) 31paBOOXpaHECHUS
Pecnyonuku benapych

(moxnuce) (vHULMAB, haMUIIHs)

M.IL





