Poccuiickas ®Oenepauys

PecnyOauka Kapenus

HPABUTEJIBCTBO PECIIYBJIUKU KAPEJINA

ITOCTAHOBJIEHHUE
ot 1 nexabps 2022 roga Ne 650-11

r. [lerpo3asock

O BHecenuu u3menenuii B Ilos10:kenue o
Munucrepcerse 31paBooxpanenusi PecnyOimkun Kapenus

[TpaButenbcTBO PecnyOnmku KapenmsmocTaHoOBaASA € T:

Buectu B nyHkr 9 IlonokeHus 0 MUHHCTEPCTBE 3APABOOXPAHECHUS
PecnyOnuku  Kapenus, yTBEpP)KIEHHOrO  IMOCTaHOBJICHHEM [IpaBuTEnbCcTBa
PecnyOnukn Kapenust or 18 wmrong 2016 roma Ne 260-I1 «O0 yTBep:KneHUn
[Tonoxenus 0 MunuctepcTBe 3apaBooxpaneHus Pecryonuku Kapenus» (CoOpanue
3akoHoaareabcTBa PecnyOnuku Kapenus, 2016, Ne 7, ct. 1538; 2017, Neo 3, c1. 413;
Ne 11, cr. 2180; Ne 12, cr. 2486; 2018, Ne 9, cr. 1876, 2020, Ne 4, cr. 779; Ne 6,
cr. 1374; 2021, Ne 5, cr. 1073; Od¢uuuaibHblii WHTEPHET-NOPTAI MNPAaBOBOMA
uHpopmaru (www.pravo.gov.ru), 24 despans 2022 roma, Ne 1000202202240003;
16 centsa0ps 2022 roxa, Ne 1000202209160003), cneayronie H3MEHEHUS:

1) B NOAINYHKTE 7 CIOBA «HOANMYyHKTaMH 15 u 31» 3aMEHUTH CIIOBaMH
«noanmyHkTamu 15, 28 u 31»;

2) B al3alle BTOPOM NOANYHKTa 8 cioBa «noamyHkTamu 15 m 31»
3aMCHUTH CJIOBAMU «TOANMYHKTaMu 15, 28 1 31»;

3) a03a1 BTOpOoi NOANyHKTA 24 U3JI0XKUTh B CICAYIOMEN PEIAKIUN:

«OCYIIECTBIISIET JIMIICH3UPOBAHWUE (B YaCTW NPEIOCTABICHUS JIMLEH3WM,
OLICHKH COOTBETCTBHS COMCKATENICH JMICH3UI JMUIEH3MOHHBIM TPEOOBAHMSAM,
OLICHKH COOTBETCTBHS JIMIICH3UATOB JIMIICH3UOHHBIM TPEOOBAHUSIM MPH BHECCHUU
M3MEHEHUI B PEECTP JIMUEH3UH B CIydasx, NOPEAYCMOTPEHHBIX DenepanbHbIM
3akoHOM OT 4 mas 2011 roma No 99-03 «O nueH3UPOBAHUM OTICIBHBIX BHJIOB
JEATEILHOCTAY, MPEKPALIEHUS NCHCTBUS JTUUEH3WH, (OPMUPOBaHUS W BEICHUS
PEECTPOB JIMUEH3UM, BbIIAHHBIX MCIOJHUTEIBbHBIM OpranoM PecnyOnuku Kapenus
B c(epe oxpaHbl 3I0pPOBbS TPAXKAAH, YTBEPXKICHUS (POPM 3asdBICHUNA O
MIPEIOCTABIICHUN  JIMLICH3WIA, BHECEHUS W3MEHECHUH B peecTp JIMIECH3UN,
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yTBEpKACHHUS (HOPM  YBEIOMIICHMH M JAPYrUX MCIOJIB3YEMBIX B MPOLECCE
JMLICH3UPOBAHUSL JOKYMEHTOB, a Tak)Ke MPENOCTABICHUS 3aHMHTEPECOBAHHBIM
JvnaM MH(pOpPMANKMK MO BONPOCAM JIMUEH3WPOBAHMUS, BKIIHOUYAs Pa3MEIICHUE 3TOM
uH(popMaui Ha OQUIMAIBEHOM caiiTe B MH(OPMALMOHHO-TEIICKOMMYHHUKAILMOHHOM
ceth «MHTEpPHET» C YKa3aHWEM QAPECOB BJEKTPOHHOM MOYTHl, MO KOTOPBIM
NOJIb30BATENSIMHA 3TOM MHPOPMALMK MOTYT OBITh HAMMPABJICHBI 3aPOCHI U MOTYYEeHA
3anpamyBacMasi THGOpMAaIKs ) CACAYIOIIMX BUIOB ACATEIBHOCTH. ),

4) MOAIYHKT 25 U3JI0KUTh B CIEAYIOIIEH PEAAKLIMN:

«25) OCyHIECTBIIIET BEIOMCTBEHHBII KOHTPOJb KadecTBA M O€30MaCHOCTH
MEIUIMHCKON JEATENLHOCTH B MPEAENiax CBOCH KOMIETEHIMH B COOTBETCTBHH C
3aKoHOAATeNbCTBOM Poccuiickoit denepanuu;y,

5) MOAIYHKT 32 U3JI0KUTh B CHEAYIOIIEH PEAAKLIMN:

«32) OCYIIECTBISAET BEACHUE PETUOHATILHOTO CETMEHTA:

denepabHOr0 PErUCTpa Jull, HHPUIUPOBAHHBIX BUPYCOM MMMYHOAC(HLIATA
YEJIOBEKA,

denepanbHOro peructpa jaui, OONbHBIX TYOCPKYJIE30M;

denepaTbHOr0  PETUCTPAa  JIML, CTPAAAOIMIUX  HKU3HEYTPOKAIOMIMMH U
XPOHUYECKMMH TPOTPECCUPYIOIIMMU  PEAKUMU  (OpdaHHBIMU) 3a00JEBAHUSMM,
OPUBOJALIMMHA K COKPALICHUIO NPOJODKMTEIBHOCTH SKA3HHM TPAKIAH WU KX
WHBAAIHOCTH,

denepaTbHOr0  perucTpa JML, OOJNBHBIX TeMO(QWIMEH, MYKOBHCHUHI030M,
rUno(pu3apHbIM HAaHU3MOM, O0NE3HBIO ["ome, 3JI0KAYE€CTBEHHBIMU
HOBOOOPA30BaHUSAMU JTUM(POUIHON, KPOBETBOPHOW M POJCTBEHHBIX KM TKAHEM,
PACCESHHBIM CKJIEPO30M, TEMOJUTHKO-YPEMUUYECKAM CHHAPOMOM, FOHOLIECKUM
apTPUTOM C CHUCTEMHBIM HayajioMm, Mykomnonucaxapunozom [, II w VI Tunos,
arIaCTUYECKOW aHEMHEH HEYTOUYHEHHOM, HACIEACTBEHHBIM Ne(UIMTOM (HaKTOPOB
Il (pubpunorena), VII (yabunwHoro), X (Crrwoapra — Ilpayspa), nui nocie
TPaAHCIIJIAHTALIMKA OPTaHOB U (WJIN) TKaHEHH;

denepalbHOr0  PErucTpa rpakKAaH, WMEKIUX MPaBo HAa o0ecredeHue
JIEKAPCTBEHHBIMU npenaparamu, MEIULAHCKUMHU W3JIEITASIMHA U
CHECLMATTU3NPOBAHHBIMU MPOJYKTAMHU JIEYEOHOr0 MUTAHUS 34 CUYET OFOJKETHBIX
ACCUTHOBAHMM (eaepaibHOro OrpKeTa M OIUKETOB CYyOBeKTOB Poccuiickoii
denepaunu;y,

6) JOTIOIHUTE NOANYHKTaMu 33.3, 33.4 CIeayoWwero CoAep>KaHus:

«33.3) opraHusyeT OO0ECNEUEHUE TMOJHOUCHHBIM TMHTAHUEM OCPEMEHHBIX
JKEHILMH, KOPMAIIUX MATEPEi, a TaKKe IETCH B BO3PACTE 10 TPEX JIET,

33.4) yTBEepKIAacT MOPAJOK OOECIEUYEHUsT TOJHOUEHHBIM  MMHUTAHUEM
OEpeMEHHBIX JKCHINUH, KOPMALIMX MATEPEH, a TaKKe NETE B BO3pacTe 0 TPeEX
JET;»;

7) noanyHKT 34.1 U3JI0XKUTh B CAEAYIOUIEH peaaKuu:

«34.1) oCyIIECTBISECT PErMOHAJILHBIN TOCYIAPCTBEHHBIA KOHTPOJIb (HAaI30p) 3a
NPUMECHECHUEM IIEH Ha JICKAPCTBEHHBIC MpENaparhbl, BKIIOUEHHBIC B TEPECUYECHb
JKU3HEHHO HEOOXOAMMBIX M BAKHCHIIMX JIEKAPCTBEHHBIX MPENaparoB, Ha
Tepputopun PecnyOnuku Kapenus;y,



8) B moanyHKTE 35 ClI0Ba «(3a UCKJIFOUEHUEM HAPKOTHYECKHX JIEKAPCTBEHHBIX
NPENnapaToB U NCUXOTPOMHBIX JIEKAPCTBEHHBIX MPENAPATOB)» UCKIIIOUYUTH;

9) nmoanyHKT 35.1 U3MI0KUTH B CIACAYIOLICH PEAAKLIVH:

«35.1) yTBepKIaeT MEpPeUYCHb METULUHCKUX OPraHM3allfii, OKa3bIBAFOLIAX
BBICOKOTEXHOJIOTHYHYIO, HE BKJIFOUCHHYIO B 0a30BYIO0 MpOrpammy 00s3aTENBHOTO
MEMIMHCKOIO CTPAaXOBAHWsS, MEIUIMHCKYO MOMOLIb 33 CUET CPEACTB OFOKETa
PecnyOnukn Kapenus;»,

10) moanmyHKT 36 U3JI0KUTh B CAEAYOLIEH PEIAKINN:

«36) pasmemact Ha  opuuuanbHOM  caiite B MH(OPMALKMOHHO-
TEJICKOMMYHUKAMOHHOH ceTh «HTEpHET» ClenyroNLy 0 HH(HOPMALHLO:

a) 0 3apPETUCTPUPOBAHHBIX MPEACTBHBIX OTIYCKHBIX [IEHAX MPOU3BOANUTENCH Ha
JIEKAPCTBEHHBIE MPEMapaThl, BKIFOUEHHBIE B MEPEYCHb KU3HEHHO HEOOXOAUMBIX M
BOKHEHMIINX JIEKAPCTBEHHBIX MMPENAPATOB,;

0) 00 ycraHoBneHHbIX B PecnyOnmke Kapenuss mnpenenbHbIX —pasmepax
ONTOBBIX HAN0ABOK W (WMJM) NPEACIBHBIX pa3Mepax PO3HMYHBIX HAN0aBOK K
YCTAHOBJICHHBIM MPOU3BOJMTEISIMA JICKAPCTBEHHBIX NPEMAPATOB (PAKTUUECKUM
OTIyCKHBIM II€HAM HA JICKAPCTBEHHbIC MpEMaparhl, BKIOYCHHBIE B IEPEUYCHb
YKU3HEHHO HEOOXOIMMBIX M BAXKHEHIINX JICKAPCTBEHHBIX TPEMAPATOB;

B) O CYMME 3apErMCTPHPOBAHHBIX  MPEACIBHBIX  OTHYCKHBIX  LEH
OPOU3BOJUTENICH Ha JIEKAPCTBEHHBIC TNPEMapaThl, BKIIOYEHHBIE B TEPCUYCHb
JKU3HEHHO  HEOOXOAUMBIX W BOKHCHINMX  JICKAPCTBEHHBIX  MPENApATOB,
YCTaHOBJICHHBIX B PecnyOnuke Kapenus npeaenbHbIX pa3MeEPOB ONTOBBIX HA0ABOK
U TOPEICNBbHBIX Pa3MEPOB PO3HWYHBIX HAAOABOK W Hajora Ha J00aBICHHYIO
CTOUMOCTB;

I) O pe3yJbTaTax HE3aBUCUMON OLECHKH Ka4eCTBA YCJIOBHHA OKa3aHWsSl yCIyT
MEIUIMHCKUMK OPraHU3aALUSAMU, Y,

11) moanmyHKT 43 U3J0KUTh B CAEAYIOLIEH PEIAKIIN:

«43) pazpabaTeiBacT W YTBEPXKAACT AAMUHHCTPATHUBHBIC PETTIAMEHTHI
NPEIOCTABIICHUS TOCYIAPCTBEHHBIX YCIYT B YCTAHOBICHHBIX Cepax ACATEIbHOCTH
(3@  HMCKIIFOYEHWEM  AJIMUHUCTPATUBHBIX  PEMVIAMEHTOB  MPEAOCTABJICHHUS
rOCYJapCTBEHHBIX yCIyr B cdepe mnonHomounid Poccuiickoit  denepanmu,
NEPEIAHHBIX JUIsl OCYLIECTBIICHUS OpPraHaM T'OCYJApCTBEHHON BIACTH CYOBEKTOB
Poccuiickoit ®denepaumu, yTBEpKACHHUE KOTOPBIX OTHECEHO B COOTBETCTBHUU C
(enepalibHBIM 3aKOHOJIATEILCTBOM K KOMIIETEHIIMM BBICHIIETO JOJKHOCTHOTO JIMLA
cyObekTa Poccuiickoit @enepanun);.

HUcnionusromii 00s13aHHOCTH

1NAROBbLIX
['naBbl PecyOnuku Kapenms

A E. Uenuk



