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Cratba 1

BHecTn B cTaTbio 26 PenepanbHoro 3akoHa oT 8 sHeapst 1998 roga N 3-03 "O HapkoTU4eckux cpeacTBax u
ncuxoTponHbix BewectBax” (CobpaHme 3akoHopaTensctBa Poccunckon ®epepaummn, 1998, N 2, ct. 219; 2003, N
27, c1. 2700; 2011, N 49, cT. 7019; 2013, N 48, c1. 6165; 2016, N 27, cT. 4238) cnegywoLine n3amMeHeHus:

1) NyHKT 1 M3NOXMTb B CreaytoLlen peaakumm:

"1. PeuenTbl, copepxXawue Ha3Ha4yeHWe HaPKOTUYECKUX CPEeACTB WM MCUXOTPOMHbIX BELLEeCTB,
ohopMNAITCH Ha crneumanbHbix OnaHkax Ha GymaxHOM HocuTene u (Mnun) opMMUPYOTCS € cornacusa nauueHTa
NN ero 3aKOHHOro npeactaBuTens B (popMe 3MeKTPOHHbIX AOKYMEHTOB, MOAMUCAHHLIX C WCMOSb30BaHMEM
yCUrneHHon KsanuUUUPOBAHHOW 3NEKTPOHHOW NOoAMMCU revallero Bpadva unv denbllepa, akylwepku, Ha
KOTOPbIX BO3MOXeHbl (OYHKLUN nevallero Bpada, U COOTBETCTBYIOLLIEN MEANLIMHCKOW opraHnsaumn.”;

2) NyHKT 2 nocne crnoB "npasuna oopMneHns” JONONHWUTL crioBaMm ", B TOM Yucne B hopMe 3MEeKTPOHHbIX
OOKYMEHTOB,".

CraTtbA 2

BHecTn B ®egepanbHbint 3akoH oT 12 anpens 2010 roga N 61-®3 "O6 obpalleHnn nekapcTBeHHbIX cpeacTs”
(CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®epepaumm, 2010, N 16, cT. 1815; 2011, N 50, cT1. 7351; 2012, N 26,
cT. 3446; 2013, N 48, cT. 6165; 2014, N 52, cT. 7540; 2015, N 29, cT. 4367) cnefytoLine n3amMeHeHus:

1) nyHKT 53 cTaTbn 4 U3NOXUTbL B CneayloLlen pegakumm:

"53) peuenT Ha NekapCcTBEHHbIN Npenapar - MeAMLUUHCKAN JOKYMEHT YCTaHOBEHHOW hopMbl, cogepKaLiui
Ha3HaveHve fiekapCTBEHHOro npenapaTa Ang MeauUUHCKOro NpUMeEHeHUs, BblAaHHbI MEANLUHCKUM PaboTHUKOM
B LensX OTnycka NlekapCTBEHHOro npenapaTta WnvM ero U3rotoBneHns 1 oTrnycka Ha OymaxHOM HocuTene unu c
cornacusi naumeHtTa WnuM ero 3akoHHOro npeacraBuTens B (popme SMNEeKTPOHHOro AOKYMEHTa, MOAMUCaHHOro ¢
NCMONb30BaHMEM YCUIEHHOW KBanMdUUMPOBAHHOW 3JMEKTPOHHOW NOoANUCH MeaMUMHCKOro paboTHuka, nmbo
OOKYMEHT YCTaHOBNEHHOW (popMbl, codepXallMn HasHavyeHue reKkapCcTBEHHOro npenapara Ansg BeTepuHapHOro
NPUMEHEHWs!, BblAaHHbI BETEPUHApPHbIM PabOoOTHMKOM B LENsX OTMyCKa JieKapCTBEHHOro npenaparta unv ero
N3roTOBIIEHUS 1 OTNyCcKa Ha BymakHOM HocuTene;";

2) cTaTblo 6 JONOMHUTL MYHKTOM 4 CrefyloLwero CoaepKaHus:

"4) npuHATNE pelleHua o6 ucnonb3oBaHWM Ha TeppuTopumn cybbekta Poccuiickon depepaumm Hapsgy C
peuenTamMyM Ha JieKapCTBEHHble MpenapaTbl, OMOPMIEHHBIMW Ha OyMaXXHOM HOcuTene, peuenToB Ha
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nekapcTBeHHble npenapaTbl, CHOPMUPOBAHHbBIX B (DOPME INEKTPOHHbBIX JOKYMEHTOB.".

Cratbs 3

BHecTn B PeaepanbHbivi 3akoH oT 21 HosA6psa 2011 roga N 323-93 "O6 ocHoBax oxpaHbl 340pOBbs rpaxaaH
B Poccunckon depepaummn” (CobpaHune 3akoHoaatensctBa Poccuiickon ®epepaunm, 2011, N 48, c1. 6724; 2012,
N 26, cT. 3446; 2013, N 27, c1. 3477; N 39, cT. 4883; N 48, c1. 6165; 2014, N 30, c1. 4257; N 43, c1. 5798; N 49,
CT. 6927, 6928; 2015, N 1, cT. 85; N 10, cT. 1425; N 27, cT. 3951; N 29, cT1. 4397; 2016, N 1, cT. 9, 28; N 15, cT.
2055; N 18, cT. 2488; N 27, c1. 4219; 2017, N 18, cT. 2663) cneaytoLine N3mMeHeHus:

1) cTaTblo 2 AONONHUTBL MYHKTOM 22 CreayoLLero CoaepXxaHus:

"22) TenemeavuUMHCKME TEXHOMOrMU - MHAOPMALMOHHbIE TexHonoruun, obecneymsatolime AUCTAHLMOHHOE
B3aumMoAenCcTBne MeauuMHCKUX paboTHUKOB Mexay cobon, ¢ nauueHtamum u (MnM) uX  3aKOHHbIMU
npeacraBuTeNaMn, NOEHTUMMKALMIO N ayTEHTUMMKALMIO YKa3aHHbIX NUL, AOKYMEHTMPOBAaHNE COBEPLLAEMbIX UMK
OENCTBUA MpU MNPOBEAEHUN KOHCUIMYMOB, KOHCYNbTauuW, OWCTAHUMOHHOIO MeAULMHCKOro HabniogeHus 3a
COCTOSIHMEM 3[40POBbA NaumeHTa.";

2) ctatbio 10 gononHuUTb NyHKTOM 10 criegyroLero cogepxaHusi:
"10) npuMeHeHnem TenemMeamLMHCKMX TEXHONOrin.";
3) ByacTtu 2 ctaTtbm 14:

a) B NyHkte 11 croBa "oNeKTPOHHOM BuMAe" 3aMeHUTb croBamyn "OpMe 3NEKTPOHHbIX [OKYMEHTOB,
nopsaaKkoB Nx sBegeHus";

©0) B nyHkTe 16 crnoBa "n BbINUCbIBAHUSA" UCKIIOYUTB;
4) vyacTtb 7 ctaTbu 20 U3NOXUTb B CneaytoLlen peaakuuu:

"7. WHdpopmuposaHHoe [ob6poBonbHOE cornacMe Ha MeAuUMHCKOe BMeLaTenbCTBO WM OTka3 oT
MeOMLMHCKOro BMeLlaTenbCTBa COAEPXKUTCH B MEOULMHCKON AOKYMEHTaL MW rpaxaaHmHa n odopmMnseTcsa B Buae
AOKyMeHTa Ha GymaXHOM HocuTerne, NOANUCAHHOro rpaxgaHWHOM, OOHWM W3 poauTenel Un MHbIM 3aKOHHbIM
npegcrtaBuMTeneM, MeauUMHCKMM paboTHukoMm, nnbo dopmupyetcd B OpMe 3MEeKTPOHHOro [AOKYMEHTAa,
noAnMCaHHOro rpaxgaHNHoOM, OOHUM U3 poauTenen UMM MHbIM 3aKOHHbIM NpeacTaBuUTErNeM C UCMOMb30BaHUEM
yCUrneHHon KsanuduLuMpoBaHHOM 3MEKTPOHHOW MOAMUCUA UMW MPOCTON 3MEKTPOHHOW MOANUCKM MOCPEACTBOM
NPMMEHEHVsT edVHOW CUCTeMbl uAeHTUdMKauMM 1 ayTeHTuduKauum, a Takke MeguUMHCKUM paboTHMKOM C
NCMOMb30BaHWEM YCUITEHHON KBanuUUMPOBAHHOW 3MNeKTPOHHOW noanucu. NHdopmuposBaHHoe A06poBOMbHOE
corrnacme Ha MeguUMHCKOEe BMeLaTenbCTBO MMM 0TKas OT MEAULMHCKOro BMelaTenscTBa O4HOro u3 poautenemn
WM VHOFO 3aKOHHOro npeacTaBuTensd nuvua, YKasaHHOro B 4acTM 2 HacTosAwen craTbu, MOXET ObiTb
chopMmpoBaHO B (POPME INEKTPOHHOrO AOKYMEHTA MpU HanuyMum B MeAULMHCKOW AOKyMEeHTauum nauueHTta
CBEAEHWN O ero 3aKOHHOM npeacTasuTene.";

5) yacTb 5 cTaTtbun 22 N3NOXUTb B CriefytoLlen pegakumn:

"5. MaumeHT Nnbo ero 3akOHHbIN NPeACcTaBUTENb UMEET NpaBo Mo 3anpocy, HanpaBieHHOMY B TOM Yucne B
3NEKTPOHHOW popme, nonyyaTb OTpaxalolme COCTOSAHWE 3[40POBbs MauneHTa MeAUUUHCKUE AOKYMEHTbI (KX
KOMWW) N BBIMUCKN U3 HUX, B TOM 4Yucrie B POPMe 3MNEKTPOHHbLIX JOKYMEHTOB. MNopsaoK U Cpokn npegocTasneHns
MeONUMHCKUX OOKYMEHTOB (MX KOMUIW) U BBLIMUCOK M3 HUX YCTaHaBMNMBAKOTCA YMNOMHOMOYEHHbIM deaeparbHbIM
OpraHoM UCNOSTHUTENBHOM BNacTu.";

6) yacTb 8 cTaTtbun 34 U3NOXUTb B CriefyoLlen pegakumn:
"8. OpraHusaumsi okasaHusi BbICOKOTEXHOSOMMYHON MEeAMLMHCKON NMOMOLLIM OCYLLECTBNSETCA C NPUMEHEHNEM
€IMHON rocyAapCTBEHHON WH(OPMAaLMOHHON CUCTEMBbI B cdepe 34paBOOXpaHEeHUs B Nopsake, YCTaHOBIEHHOM

YNOJTHOMOY€E€HHbIM cbep,epaanblM opraHom NCMONHNTENBHOW BNacTun.";

7) pononHuTbL cTaTtben 36.2 criefytoLLero CoaepXXaHus:
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"Ctatba 36.2. OcoBGEHHOCTN MEAMUMHCKOM MOMOLLM, OKa3blBAEMOW C MNPUMEHEHMEM TenemMeamuUNHCKMX
TEXHOMNOrnmn

1. MegnumHckas nomoLlb ¢ npuMmeHeHnem tenemMegnunHCKnX TEXHOMOori OopraHmn3yeTCcqa N OKa3blBaeTCHd B
nopsagke, ycraHoBJIEHHOM YNOJIHOMOYEHHbIM Q)eﬂ,epaﬂbelM opraHom WCMONHUTENBbHON BRNacTu, a Takke B
COOTBETCTBUUM C NoOpAOKaMn OKa3aHUA MeOULMHCKON MOMOLLUM 1 HA OCHOBE CTaHOapToB MeONLMHCKOM MOMOLLN.

2. KOHCYJ'IbTaU,I/IVI nauneHTa uinn ero 3aKoOHHOro npeacrtasuTena MeanunHCKUm paGOTHVIKOM C NpUMeHeHnem
TenemMeanLnHCKUX TEXHOMNOMNI OCYLLECTBIAKTCA B Lenax:

1) npodwunaktukm, cbopa, aHanmsa xanob naumeHTa W [aHHbIX aHamHe3a, OUEeHKUM 3(PPEeKTUBHOCTU
ne4yebHO-ANarHOCTUYECKUX MEPONPUATUA, MEAULMHCKOrO HabniogeHNs 3a COCTOSIHMEM 340POBbA NaUMEHTa;

2) NPUHATUA peLleHnda o HeobxoauMocTHn npoeegeHna O4Horo npunema (OCMOTpa, KOHch'IbTaLI,VII/I).

3. MNpwu npoBeaeHNN KOHCYNbTaLMA C MPUMEHEHUEM TENEMEANLNHCKMX TEXHOMNOMMIN NneYallmmMm Bpayom MoXeT
OCYLLECTBMATbCA KOPPEKUUS paHee Ha3HaAYeHHOro IeyeHus Npu YCMOBMM YCTAHOBMEHMS MM AuarHosa wu
Ha3Ha4yeHus NeYyeHnss Ha O4YHOM npueme (OCMOTpe, KOHCYNbTaumn).

4. OncTaHUMOHHOE HabnogeHre 3a COCTOSHMEM 300POBbS NaUMeHTa Ha3HavyaeTCs fevyalium Bpayom nocre
OYHOro npmema (ocmoTpa, KoHcynbTauum). AnctaHunmoHHoe HabnaeHe oCcyLLecTBNAETCA Ha OCHOBaHUN OAHHbIX
0 NaumeHTe, 3aperncTpMpoOBaHHbIX C NPUMEHEHNEM MEOULNHCKUX NU3AENUA, NpeaHasHauYeHHbIX 415 MOHUTOPUHIa
COCTOSIHUSA OpraHu3ma 4enoBeka, M (MNKU) HA OCHOBAHMM [AHHbIX, BHECEHHbIX B €AWHYK TFOCY4apCTBEHHYIO
WMH(POPMAaLIMOHHYO cUCTEMY B cdhepe 34paBOOXPaHEHUS, UMM FrOCYSaPCTBEHHYI0O MHAOPMALMOHHYI0 CUCTEMY B
cdepe 3gpaBooxpaHeHust cybbekta Poccuiickon ®egepauun, nnv MeavLMHCKY0 MHAOPMAaLMOHHYIO CUCTEMY, UMK
NH(OPMALIMOHHBIE CUCTEMBI, YKa3aHHble B YacTu 5 ctatbn 91 HacTosiwero degepanbHoOro 3akoHa.

5. MNMpumMeHeHne TeneMeauLMHCKUX TEXHOMOMMI NpU OKasaHUM MEOMWLMHCKOM MOMOLLU OCYLLECTBIISIETCS C
cobnogeHnem TpeboBaHWA, YCTaHOBIEHHbIX 3akoHoaatenbctBoM Poccuiickonn ®epepauumn B obnactu
nepcoHarbHbIX JaHHbIX, N cobniogeHnem BpavyebHON TanHbI.

6. B uensx wugeHTMdUKAUMM U ayTeHTUdUKALMU YYaCTHUKOB AUCTaHLMOHHOTO B3aMMOOEWCTBUS MpK
oKasaHUM MeaWLMHCKON NMOMOLUM C NPUMEHEHUEM TeneMeaUUMHCKMX TEXHOMOMNIA UCMOoNb3yeTcs eauHas cuctema
naeHTUdMKaLUN 1 ayTEHTUMKaLUN.

7. [okymeHTupoBaHue WHpopMauum o6 oka3aHMM MEeOULUHCKOW MOMOLUM NauMEHTY C MpUMEHEHUEM
TeneMeanUUHCKUX TEXHOMOruMn, BKMOYas BHECEHWe CBedEeHWn B ero  MeauUMHCKY  [OOKYMeHTauuio,
OCyLLEeCTBNAEeTCA C MCMNOSib30BaHNWEM YCUMEHHOW KBannUUMPOBAHHOW 3MEKTPOHHOW MoAnncu MeguLMHCKOro
paboTHuka.";

8) absay nepsbit YacTu 4 ctatbu 37 nocne cnos "CTanHgapT MeOMUMHCKOW nmomolwm paspabartbiBaeTcs
OOMONHUTL croBamun "B Nopsigke, YCTAHOBIIEHHOM YMONTHOMOYEHHbLIM hefepanbHbiM OPraHoOM WCMOSNTHUTENbHON
Bnactu,";

9) NYHKT 4 YacTn 2 cTaTbk 73 N3MNOXNUTb B cCnefyoLuien peaakunm:

"4) Ha3Ha4yaTb NlEKapCTBEHHbIE MpernapaTbl B NOpsiAKe, YCTaHOBIEHHOM YMOJIHOMOYEHHbIM heaepanbHbIM
opraHoM UCMOSHUTENbHOW BNacTu;";

10) B nyHKTe 6 yacTu 1 cTaTbh 74 CNoBO "BbINUCHLIBATL" 3aMEHUTL COBamMu "BblAaBaTth peuenTtbl Ha";
11) B cTatbe 78:
a) NyHKT 3 U3NoXuTb B cneaytoLlen pegakuun:

"3) BblAaBaTb MeOULIMHCKME 3aKMoYeHUsl, CpaBku, peLenTbl Ha NeKapCcTBeHHble npenapaTbl U MeauUUHCKne
nsgenus Ha BymaxkHoMm HocuTene U (MnKn) ¢ cornacus nauuMeHTa UM ero 3akoHHOro npeacTaBuTens B dopme
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ANEKTPOHHbIX [JOKYMEHTOB C WCMOMb30BaAHWEM YCUMEHHOW KBanuMdULUPOBAHHOW 3MEKTPOHHOW Nogmnucu
MeauLUMHCKOro  paboTHMKa B nopsgke, YCTAHOBMEHHOM  YMOMHOMOYEHHbIM  defepanbHblM — OpraHom
MCcnonHuTenbHom BrnacTu;";

©) NyHKT 5 M3NoXuTb B creayloLLen peaakumm:

"5) cosgaBaTb MeAWUMHCKME WH(OPMaUMOHHbIE CUCTEMbI, COAepXaluMe [aHHble O nauumeHTax, o6
OKasblBAaeMOW WM MeOULMHCKOM MOMOLUW, O MeOULUMHCKON OeATeNbHOCTU MEAUMLMHCKMX OpraHuM3aunm ¢
cobnogeHnem TpeboBaHWIA, YCTaHOBIEHHbIX 3akoHoaaTtenbcTBOM Poccuiickon ®epepaummn B obnactu
nepcoHarnbHbIX AaHHbIX, 1 cobnogeHnem BpayvebHon TanHbl.";

12) ctaTtbio 91 M3NOXUTb B CreayoLwen pegakumm:
"Cratbs 91. MIHdopmaumoHHoe obecnedeHune B chepe 30paBoOXpaHeHns

1. MudbopmaumnoHHoe obecneveHne B cdepe 30paBOOXpaHEHMST OCYLLECTBNSAETCS MOCPEACTBOM CO34aHUS,
pasBuTMa 1 3Kchnyatauum  pedepanbHbiX  rOCYOAPCTBEHHbIX  MHAOPMAaLUMOHHBLIX  cucTeM B cdepe
3paBooXpaHeHunsi, HHOPMaLIMOHHLIX cucTeM B cdepe 3apaBooxpaHeHnss PegepanbHoro oHaa 06s3aTenbHOro
MEeONUMNHCKOIro CTpaxoBaHUA W TepputopuanbHbIX (*)OH,EI,OB obsizaTenbHoro MeOUUMHCKOro CTpaxoBaHuA,
rOCYAapCTBEHHbIX MHPOPMALMOHHBIX CUCTEM B cdhepe 3apaBooxpaHeHusi cybbekTtoB Poccuiickon depepauum,
MEANUMHCKUX  MHMOPMALMOHHBLIX ~ CUCTEM  MEAMUMHCKMX  OpraHuM3auuit,  UHOPMAUMOHHBLIX  CUCTEM
dhapmaLeBTUYECKMX opraHm3auunin (ganee - MHPOPMaLUMOHHbIE CUCTEMbI B cdhepe 34paBOOXPaAHEHUS).

2. B wuHdopmaumoHHbIX cucTeMax B cdepe 34paBOOXpaHeHUst ocyllecTBnstoTcs cbop, XpaHeHue,
obpaboTtka n npegoctaBneHne uHdopmauum ob opraHax, opraHusauusx rocygapCTBEHHOW, MyHULMNANbHOW U
YaCTHON CUCTEM 3[paBOOXPaHEeHus 1 06 OCyLLEeCTBNEHNM MEAMLUHCKON U UHOW AeATENbHOCTM B chepe oxpaHbl
3gopoBbs. ObpaboTka nepcoHanbHbIX AaHHbIX B MHOPMALMOHHBLIX CUCTEMax B cdepe 34paBOOXpPaHeHUs
ocylecTBnsieTcs ¢ cobnogeHneM TpeboBaHWI, YCTaHOBIEHHBLIX 3akoHoaaTenbcTBoM Poccuiickont ®epepauum B
obnacTv nepcoHanbHbIX AaHHbIX, 1 cobnogeHnem BpadyebHoM TalHbl.

3. OnepaTopamMu MH(OPMaLMOHHBLIX CUCTEM B cepe 34paBOOXpPaHEHUs SABMAIOTCH YNONHOMOYEHHbIN
defeparnbHbI OpraH UCMNOMHUTENbHOW BNacTu, UHble doefepanbHble opraHbl UCMONHUTENBHOM BNacTn B cdepe
OXpaHbl 300POBbS W WX TeppuTopuarnbHble OpraHbl, OpraHbl UCMOMHMTENbHOW BRactu cybbekta Poccuiickon
degepaumn, YNOMHOMOYEHHbIE BbICLLUMM WUCMOMHUTENbHLIM OpraHoM TrOCyAapCTBEHHOW Bnactn cybbekta
Poccuickon ®egepauum Ha cos3gaHue, pa3BuTre M 3KCnnyaTaumio rocyaapCTBEHHON MHAOPMaL MOHHOW CUCTEMBI
B cdepe 34paBooxpaHeHus cybbekta Poccuiickon depepaumm (ganee - yNOMHOMOYEHHbIE  OpraHbl
ncnonHuTenbHON BnacTn cybbekta Poccuickon ®egepaumm), opraHm3aumm, HadHavyeHHble yKa3aHHbIMU OpraHamu,
opraHbl ynpasrneHuss ®egepanbHoro oHaa 0693aTenbHOr0 MEeAMLMHCKOrO CTpaxoBaHWs U TeppuTopuarbHbIX
doHOoB 0653aTenbHOr0 MeQULMHCKOrO CTpaxoBaHWs B 4acTW, KacalwLencs nepcoHUdULUMPOBaHHOIO yyeTa B
cucteme 006s513aTeNbHOr0 MEAMUMHCKOrO CTPaxoBaHWs, MeAMUMHCKME opraHmsaumm u dapmaueBTuyeckue
opraHmsauuu.

4. TpeboBaHusa K rocyaapcTBEHHbIM MHOPMALMOHHBIM CUCTEMaM B cdepe 34paBOOXpaHeHUs CyObekToB
Poccuiickon  depepauun, MEOULUUHCKMM  MHAOPMALMOHHBIM  CUCTEMaM  MEOMLUMHCKUX  OpraHusauum u
WHOPMALMOHHBIM  cucTeMaM  bapmaueBTUYECKUX  OpraHu3auui  ycTaHasnMBalTCA  YNONHOMOYEHHbIM
deaepanbHbIM OpraHoM UCNOSTHUTENBHOW BacTu.

5. VHble uWHOPMaUNOHHbIE CUCTEMbI, npedHa3HadeHHble Ans cbopa, XxpaHeHus, o06paboTkn K
npegocTaBneHnsa nHpopmauum, KacarLencs eaTensHoCTM MeAULUMHCKMX OpraHu3aunin 1 npefoctaBnsaemMbiX UMm
ycnyr (ganee - uHble MHPOPMAaLMOHHbIE CUCTEMBI), MOTYT B3aUMOAENCTBOBaTb C MH(POPMALMOHHBIMU CUCTEMaMM
B cdpepe 30paBOOXpPaHEHUS U MEOULMHCKMMW OpraHu3auusmun B Mnopsigke, Ha YCroBUAX U B COOTBETCTBUM C
TpeboBaHuaMU, ycTaHOBNEHHbIMK [paBuTtensctBoM Poccuickon Pegepaumn.

6. VHble WHMOpMaUMOHHbIE CUCTEMbl MOAKNIOYATCA K eOuMHOM rocydapcTBEHHOW cucteme B cdepe
3[4paBoOXpaHeHNsi YNOMHOMOYEHHbIM eaeparnbHbIM OpraHOM WCMOMHUTENBHOM BfacTM M K €QMHOW CUCTEMe
noeHTumkauum n ayteHTudmkauum denepanbHbiM - UCMNOMHUTENBHBIM  OpPraHOM roCyAapCTBEHHOW BRacTw,
OCYLLEeCTBAAOLWMM hyHKUUN NO BbIpaboTKe 1 peanu3aunm rocygapCTBEHHON NOMUTUKA U HOPMaTUBHO-NPaBOBOMY
perynnpoBaHuio B chepe MHPOPMALNOHHBIX TEXHOSOrMI.";
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13) pononHuTe cTaThen 91.1 cneaytoLLero cogepXaHus:
"Cratbs 91.1. EanHas rocyaapcTBeHHas MHopMaLMoHHasa cuctema B cepe 3apaBooXpaHeHnst

1. B uensix obecneyeHunss 4ocTyna rpaxaaH K ycnyram B cpepe 34paBoOXpaHEHNs B 3NIEKTPOHHON copMme, a
Takke B3aVMOAENCTBUS UH(POPMALIMOHHBLIX cUCTEM B cdhepe 34paBOOXPaHEHMs! YNONTHOMOYEHHbIM dheaeparibHbIM
OpraHoM WCMOJIHUTENIbHON BRAcTM CO34aeTcsl, pasBMBAeTCs WM IKCMilyaTUpyeTcs eauHasi rocygapCTBEHHast
MHbopMaLMOHHas cucTema B cdepe 34paBooXpaHeHus (aanee - eqnHas cuctema).

2. lNonoxeHne 0 eaMHON cucTemMe, B TOM 4YucCrie NopsaoK AOCTyna K MHopmaumm, cogepxalencs B Hen,
NMOpsiAOK M CPOKM MpeAcTaBneHuss MHoOpMauMM B eAuHY0 CUCTEMY, Mopsgok obmeHa uvHdopmauumen ¢
ncrnonb3oBaHWeM eguHon cucTemsl, yTeepxaaetcd NpasuTtensctBom Poccuiickon Pegepaumn.

3. EanHas cuctema BkntoyaeT B cebs:

1) cBedeHws, cogepxawmecs B dedepanbHbiX MHPOPMAaLMOHHBIX cuctemax B cdepe 34paBoOXpaHeHus,
denepanbHbix 6asax AaHHbIX U dedepanbHbIX pernctpax B cdepe 30paBOOXpaHEHWs, BedeHue KOTOPbIX
OCYLLECTBMAETCH YNOHOMOYEHHbIM dbedeparibHbIM OPraHOM UCMOMHUTENBHOW BIIACTU C UCMONb30BaHNEM eANHON
CUCTEMBI;

2) cBedeHus O MeOMUMHCKMX OpraHuMsauusix, 3a MWCKIOYEeHMEM  MEAVMLMHCKMX  OpraHusauui,
NOABEAOMCTBEHHbIX dhedepanbHbiM OpraHaM MCNOMHWUTENBHOW BracTu, B KOTOPbIX dedeparnbHbIMW 3aKoHaMK
npegycMoTpeHa BoeHHasi cnyxba nnu npupasBHeHHas K Hel crnyxb6a;

3) ykasaHHble B cTtatbe 93 HacToswero PenepanbHOro 3akoHa CBedeHUs O nuuax, KOTopble y4acTBYHOT B
OCYLLECTBMNEHUU MEANLMNHCKON AESATENBHOCTY;

4) ykasaHHble B cTaTbe 94 HacTosiwero ®eaepanbHOro 3akoHa U 06e3nnyeHHble B Nopsiake, yCTaHOBIEHHOM
YNONTHOMOYEHHbIM hefeparnbHbIM OPraHOM UCMOSHUTENbHOW BNacTy NO COrnacoBaHuio ¢ deaeparnbHbIM OpraHoM
NCMNOMHUTENBbHOW BMacTh, OCYLLECTBSOWMNM (OYHKUMM MO KOHTPOMO M Hags3opy B cdepe CpeacTB MacCOBOM
NHGOpMaL MK, CBeOEHUS O NULax, KOTOPbIM OKa3biBaeTCsl MeAMLMHCKas NOMOLLb, a Takke O fuax, B OTHOLLEHWM
KOTOPbIX NPOBOASATCA MEOULMHCKUE 3KCMEepPTU3bl, MEAULMHCKME OCMOTPbLI U MeOULIMHCKUE OCBUOETENbCTBOBAHMS;

5) cBegeHUs 0 MeAMLMHCKOM OOKYMEHTauuu, Mo COCTaBy KOTOPbIX HEBO3MOXHO OMNpedennTb COCTOsIHUE
300pOBbS FpaxaaHuHa, W cBedeHVsl O MeOMLMHCKOW opraHusaumu, B KOTOPOW MeauUMHCKash OOKyMeHTauust
cosfaHa v XpaHuTcs;

6) cBeieHMsI cTaTUCTUYECKOro HabnMiAeHUa B cdiepe 30paBOOXPaHEHNs], a Takke CBOLHYIO aHaNUTUYECKYHO
MHOOPMaLIMIO MO BOMPOCaM OCYLLECTBMNEHUS| MeANLMHCKON AEATENBHOCTY U OKa3aHWUs MEAULIMHCKOWM NOMOLLY;

7) cBeeHust 06 opraHM3aLmmn oka3aHNs BbICOKOTEXHOMOMMYHON MeaULMHCKON MOMOLLK;

8) cBegeHus, Heobxoaumble ANsi OCYLLECTBMEHUS MOHWUTOPUMHIA W KOHTpPonsi B cdepe 3aKynok
nekapcTBEHHbIX NpenapaToB Ans o6ecneyeHns rocyaapCTBEHHbIX U MyHUUMNANBbHbBIX HYXA;

9) cBegeHus 00 opraHusaumm obecneveHusl rpaxaaH NekapcTBEHHbIMM npenapatamn Anst MegULMHCKOTO
NPUMEHEHUS, MEOULUUHCKUMU u3genusaMmn (M3gennusmm MeaUUMHCKOro Ha3HadeHus) U crneumannavpoBaHHbIMU
npogykTamu neyebHoOro NnUTaHusa B COOTBETCTBUM CO cTaTben 6.2 ®egepanbHOro 3akoHa ot 17 miona 1999 roga N
178-®3 "O rocygapcTtBeHHOM coumnanbHor nomowm”, nyHkramu 19 n 20 yactn 1 ctatbmn 14, ctaTbeln 44 1 NyHKTOM
5 vactn 2 ctatbu 81 HacTosiwero denepanbHOro 3aKoHa;

10) knaccudukaTopbl, CMPaBOYHWMKM W VHYKWD HOPMAaTMBHO-CMPaBOYHYD uHGoOpmauuio B cdepe
3[paBOOXPaHEHUs, NepeyeHb, NOPSAOK BEAEHUS U MUCMONb30BaHUS KOTOPOM ONpedenstoTcs YNoNHOMOYEHHbIM
deneparnbHbIM OPraHoM UCMNOMHUTENBHOM BNacTw.

4. EpuHaa cuctema obecneumBaeT BegeHue bedepanbHbIX PerncTpoB, NPeayCMOTPEHHbIX 4YacTbio 2.1
ctatbn 43, yactamu 4, 8 cratbm 44 Hactosiwero ®PepepanbHOro 3akoHa, cratben 24.1 3akoHa Poccuinckonm
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depepaumun ot 15 maa 1991 roga N 1244-1 "O coumanbHOW 3aliuTe rpaxpaH, NOABEPriIMXCS BO3OENCTBUIO
paguauun Bcneactane katactpodbl Ha YepHobbinbckon ASC".

5. EpuHaa cuctema obecneynmBaeT BO3MOXHOCTb MpedocTaBfeHus rpaxgaHam ycnyr B cdepe
3[paBOOXPaHEHUs B 3NIEKTPOHHON hopMe MocpeacTBOM €AMHOro noprana rocygapCTBEHHbIX Y MYHULMMAMNbHbIX
ycnyr, nepedeHb KOTopbIX yTBepxaaetca NpaButensctBom Poccuiickon ®epepaunn.

6. MNMocTaBwmkamMm HOPMaLNM B €AMHYIO CUCTEMY ABMSAIOTCS:
1) ynonHoMo4YeHHbIN heaepanbHbI OpraH UCNONTHUTENBHOW BNacTy;

2) denepanbHble opraHbl MCNOMHUTENbHOW BracTu B cdpepe oxpaHbl 300pOBbS M WHble dedeparbHble
opraHbl WUCMOJHUTENbHOM BRacTM B COOTBETCTBMU C NONTHOMOYNAMU, YCTAHOBJIEHHbIMW 3aKOHOAATENIbCTBOM
Poccuiickon depepaumu;

3) ®epepanbHbii ¢GoHO 06593aTenbHOr0 MEeAMLMHCKOro CTpaxoBaHus W TepputopuanbHble  OHAbI
00s13aTENBHOrO MEAMLMHCKOro cTpaxoBaHusi, MNMeHcnoHHbI doHa Poccuiickon ®epepaunn, PoHO coumanbHOro
cTpaxoBaHusa Poccunckon ®egepaunm;

4) ynorHOMOYEHHbIE OpraHbl UCMOMNHMTENBHOW BnacTn cybbekta Poccunckon ®enepaumu;
5) opraHbl MECTHOIO CaMOYMpaBfieHNs, OCYLLECTBASOLMNE NONTHOMOYMS B Chepe OXpaHbl 300POBbS;
6) MeanLMHCKMEe opraHusaummn n dapmaleBTUYECKME OpraHn3aLmnu;

7) opraHusauuu, SBnsALLMECs onepaTopamMu UHbIX MHPOPMALMOHHBIX CUCTEM, YKa3aHHbIX B 4acTn 5 ctatbu
91 HacToswero ®enepanbHOro 3akoHa.

7. Monb3oBaTtenammu nHdopmaumm, cogepxalleincs B eaAMHON cUcTeMe, SIBNSAITCA OpraHbl U opraHM3auuu,
yKasaHHble B YacTu 6 HaCTOsILLEN cTaTbW, a Takke rpaxaaHe.

8. [octyn Kk wHcopmaumn, coaepXkallencss B eOuHOW cucTeme, MNpeaocTaBnsieTcss MnocTaBLyMKaMm
WHpopMaUnM B eOnHY0 CUCTEMY, a TakkKe opraHam W opraHusaumsm, ABnSOWUMCH Monb3oBaTensaMu eauHon
CUCTEMbl, B COOTBETCTBMM C WX KOMMETEHLMEW, YCTaHOBMEHHOW eadepanbHbIMU 3aKOHaMW U MPUHATHIMA B
COOTBETCTBMM C HUMW HOPMaTUBHbLIMKM MpaBoBbiMM akTtamu [lpesmgeHta Poccunckon ®epepauum u
MpasutenbcTBa Poccunckon degepaumn.”;

14) B cTatbe 92:
a) YacTb 1 N3NOXuUTb B CriedyloLwen pegakumm:

"1. Tpn ocylwecTBNEHNN MEAULMHCKON [OeATeNbHOCTU BeAeTCs Y4YeT NepcoHanbHbIX AaHHbIX N,
y4acTBYIOLMUX B OCYLIECTBNEHUN MEAMLMHCKON AeATenbHOCTW, IuL, KOTOPbIM OKasbiBaeTcs MeauuMHCKas
MOMOLLIb, @ Takke nuu, B OTHOLUEHUM KOTOPbIX MPOBOOATCA MeAMLMHCKUE IKCnepTusbl, MeaNUNHCKME OCMOTPbI 1
MeaMUMHCKME OCBUAETENbCTBOBaHUA (ganee - nepcoHNMUNPOBaHHbIA yyeT).";

0) B yactn 2 cnosa "onepaTtopbl MHOPMALMOHHBIX CUCTEM, yKasdaHHble B 4YacTu 2 ctatbk 91" 3ameHuTb
cnosamu "onepartopbl MHHPOPMAaLMOHHBIX CUCTEM B chepe 30paBOOXpaHeHUs, ykazaHHble B YacTn 3 ctatbun 91";

B) YacTb 4 U3NOXMUTb B CreyloLLen peaakumm:

"4, [Mpn BegeHUM nNepcoHNPULMPOBAHHOIO YyyeTa [OOJKHbI obecneunmBaTbCs  KOHUAEHUMANBHOCTD
nepcoHarnbHbIX JaHHbIX NUL, KOTOPble Yy4acTBYIOT B OCYLLECTBNEHUN MeOULMHCKON AeATenbHOCTU, NUL, KOTOPbIM
OKasblBaeTCs MeauuMHCKas NOMOLLb, a Takke Nuu, B OTHOLLEHUM KOTOPLIX NMPOBOAATCA MeOUUMHCKNE SKCNepTusbl,
MeOMLMHCKUE OCMOTPbl U MeAMLIMHCKUE OCBUOETENbCTBOBAHUS, M 0Ge30MacHOCTb YKa3aHHbIX MNEepPCOHarbHbIX
OaHHbIX ¢ cobniogeHnem TpeboBaHUI, YCTaHOBMNEHHbIX 3akoHoAaTenbCcTBOM Poccuiickon depepaumm B obnactu
nepcoHarnbHbIX AaHHbIX.";

15) B ctatbe 93;
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a) B HaMMEHOBaHUW crioBa "B OKa3aHUM MEOMLMHCKUX yCryr" 3aMeHuTb crnoBaMu "B OCYLLECTBIEHUN
MeOMULIMHCKOWN OeATeNbHOCTN",

6) B absaue nepBom crnosa "B OKa3aHWM MEAMUMHCKMX YCNyr' 3aMeHuTb CroBamu "B OCYLLECTBNEHUM
MeOULIMHCKOW OeAaTenbHOCTN";

B) NYHKT 11 M3NOXWTb B cnegyoLwen peaakumm:

"11) cBepgeHuss 06 ob6pasoBaHuM, B TOM uYucne pAaHHble 06 opraHu3auusax, OCYLLECTBASAOLLMX
obpasoBaTenbHyl0 OesATenbHOCTb MO  peanusauum  npodpeccuoHanbHblXx  0GpasoBaTenbHbIX  MporpaMm
MeauuMHCKoro obpasoBaHusl, 0 OKyMeHTax 06 oGpasoBaHMK U (MnK) O KBanuduvkaumMm, o 4OroBoOpe O LieNeBoMm
o6yyeHunK, a Takke JaHHble 0 cepTudmkaTe cneumanucTa unu akkpeauTaumm cneumanmcra;”;

r) B nNyHkTe 12 crnoBa "OKa3sbiBalLEN MeLMUUHCKME YCnyrn" 3amMeHWTb CrioBaMu "OCYLLECTBRAIOLLEN
MEeLMLMHCKYIO AesATeNbHOCTL";

A) B nyHkte 13 crnoBa "okasbiBawlwen MeauuMHCKMe ycnyrn" 3ameHuWTb cnoBamu "OCyLLecTBNSOLEen
MEANLMNHCKYIO0 OeATenbHOCTb",

€) OoNonHWUTL NyHKTOM 14 criegytoLlero cogepxaHus:

"14) cBeAeHUs 0 YNeHCTBe B MEANLMHCKNX MPOdECCHOHANbHbLIX HEKOMMEPYECKNX OpraHM3aunsx, ykasaHHbIX
B cTaTbe 76 HacToswero PeagepanbHOro 3akoHa (Mpu HanMumm).";

16) B cTaTbe 94:
a) HaMMEeHOBaHWNE U3NOXUTb B CNeAYOLWEeN peaakuum:

"Ctatba 94. CBeageHus O nuvuax, KOTOPbIM OKa3blBaeTCs MeAMUMHCKas MOMOLb, a Takke O nuuax, B
OTHOLLUEHMM KOTOPbIX MNPOBOAATCSA MEAULUMHCKME 3IKCNepTusbl, MEAULUMHCKME OCMOTPbl W  MEeOULUHCKUE
ocBuMaeTenbCTBOBaHUNA";

0) B absaue nepBom crnoBa "oOkasblBATCA MeOUUUHCKME ycnyrn" 3aMeHuTb crnoBamu "okasblBaeTcs
MeOUUMHCKas MOMOLLb, a Takke O Nuuax, B OTHOWEHWM KOTOPbIX MNPOBOASITCS MEAMULMHCKME 3KCnepTu3bl,
MeAULIMHCKME OCMOTPbI U MeAMUMHCKME OCBUAETENbCTBOBAHUA",

B) B nyHkTte 14 cnoBa "okasaBlleW MeOuLMHCKME ycnyrn" 3aMeHUTb crnoBamu "ocyllecTBnsoLen
MeANLUUHCKYI0 OeATeNbHOCTL",

r) NYHKT 18 M3NoXuTb B CneayoLwen pegakumu:
"18) 06bem oka3aHHON MeONLIMHCKOM NOMOLLM, BKItoYas cBeaeHns 06 okazaHHbIX MEAMUUHCKMX ycnyrax;";
4) NYHKT 21 N3NoXuTb B CnegylLwen peaakumm;

"21) cBefeHWs O npoBeAEeHHbIX MEeOMLIMHCKUX 3KCnepTusax, MeAULMHCKMX OCMOTpax M MeOULUHCKUX
0OCBMOETENbCTBOBAHUAX N UX pe3ynbTaThl;”;

€) B NyHKTe 23 croBa "MeauMUMHCKYI0 yCrnyry" 3aMeHuTb CrnoBamu "MeAMLUHCKY0 MOMOLLb, NMPOBOAMBLLMX
MeOULMHCKUE 3KCNepTU3bl, MEAULIMHCKME OCMOTPbLI U MEQULIMHCKUE OCBUAETENLCTBOBAHUA".

Cratbs 4

1. Hactosawmn ®egepanbHblil 3aKoH BCTynaeT B cuny ¢ 1 aHBapsa 2018 roga.

2. MNonoxeHusa ctatbu 26 depepanpHoro 3akoHa oT 8 gaHBapsa 1998 roga N 3-®3 "O HapkoTU4ecKMx
CPeAcCTBax M MCUXOTPOMHbIX BelwlecTBax" (B pepakumMm Hactosiwero depepanbHOro 3akoHa), ctatem 4 un 6

depepanbHoro 3akoHa ot 12 anpens 2010 roga N 61-903 "O0 obpalleHn nekapCTBEeHHbIX CPeacTB” (B pegakuum
HacTosawero deaepanbHOro 3akoHa), nNyHkta 3 ctatbn 78 PepepanbHoro 3akoHa oT 21 Hosbpsa 2011 roga N
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323-03 "O6 ocHOBax oOxpaHbl 300poBbs rpaxaaH B Poccunckon ®epepauun” (B pefakumm HacTOSLLEro
depnepanbHOro 3akoHa) B 4acTW, Kacatowencs (OpMMPOBaHUS W BblgadyM pPeLEenTOB Ha feKapCTBEHHbIE
npenapaTbl, COAepXaliMe HasHa4YeHWe HapKOTUYECKUX CPEACTB WM MCUMXOTPOMHbIX BELecTB, B dopme
ANEKTPOHHbIX JOKYMEHTOB, npumMeHsitoTcs ¢ 1 aHBapsa 2019 roaa.

3. MNonoxeHusa yacten 3 n 6 ctatbn 91.1 PepepanbHoro 3akoHa oT 21 Hoabps 2011 roga N 323-93 "O6
OCHOBax OXpaHbl 300poBbs rpaxaaH B Poccuiickon Pegepaummn” (B pegakumm Hactosiwero ®egepanbHoro 3akoHa)
He npuMmeHsitoTcs o 1 auBapsa 2019 roga B 4acTu, kacawowencs npegoctaBneHuns nHGopmauum B eOuHYH0
rocy4apCTBEHHYIO WH(OPMALMOHHYKD CUCTEMY B cdepe 30paBOOXPaHEHUS, B OTHOLUEHUUM MEeLMLIMHCKUX
opraHmM3aunin YacTHOM CUCTEMbl 34pPaBOOXPaHEHUs, eCnn Takne MeauUMHCKUE OpraHuM3auumn paHee He MNPUHSANU
peLLeHns o npefocTaBneHnn nHpopMaLmMm B yKasaHHYO0 CUCTEMY.

MpesnageHT

Poccuitckon denepaumm
B.MYTUH

Mocksa, Kpemrnb
29 nrona 2017 roga
N 242-93
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