POCCHUICKAS ®EJIEPAIIISA
®EJEPAJBHBI 3AKOH

O BHeceHnH H3MeHeHHii B 0TJe/ILHbIE 3AKOHOAATENbHbIE AKTHI
Poccniickoii ®eaepauun no Bompocam NpuMeHeHAs] HH(POPMALHOHHBIX
TEeXHOJIOTHii B cpepe 0XpaHBI 310POBbS

IMpunsr I'ocynapersennoit Jymoit 21 urons 2017 roxa

Opmo6pen CoBeToMm demepaliuu 25 wona 2017 roxa


https://meganorm.ru/mega_doc/norm/gost_gosudarstvennyj-standart/12/gost_IEC_60335-2-100-2016_mezhgosudarstvennyy_standart.html

Cratbs 3

Buecrn B ®enepanbHbii zakoH oT 21 Hos6ps 2011 roma Ne 323-@3
«O6 ocHOBax OXpaHBl 3[0pOBbI TIpaxAaH B Poccmiickoil ®enepanuu»
(Cobpanue 3axoHOzaTeNbCTBa Poccuiickoit Peneparmu, 2011, Ne 48, cr. 6724;
2012, Ne 26, ct. 3446; 2013, Ne 27, c1. 3477; Ne 39, cr. 4883; Ne 48, cr. 6165;
2014, Ne 30, ct. 4257; Ne 43, cr. 5798; Ne 49, ct. 6927, 6928; 2015, Ne 1, cr. 85;
Ne 10, cr. 1425; Ne 27, cr. 3951; Ne 29, cr.4397; 2016, Ne 1, ct. 9, 28; Ne 15,
ct. 2055; Ne 18, cr. 2488; Ne 27, ct. 4219; 2017, Ne 18, cr. 2663) cnenyromue
H3MEHEHMUS:

1) cTaThIO 2 JOMONHUTE MYHKTOM 22 CIEAYIOLIETO CONEePKAHUS:

«22) TeneMeRUIMHCKHE TEXHONOTHM - HHPOPMALHOHHEIE TEXHOJOTHH,

OGCCI‘IB‘II/IBEJOHIHC JVCTAHIHUOHHOE B3aUMOIEHCTBAE MEIULIMHCKAX paﬁOTHIfIKOB
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MexXIy co0oif, ¢ manueHTamMu W (WIM) WX 3aKOHHBIMHM IpPENCTaBHUTEILIMH,
HACHTHQUKALNIO ¥ ayTeHTH(QUKALMIO YKa3aHHBIX JIUI, JOKyMEHTHPOBaHHE
COBEpIIaeMBIX MMM JIeHCTBUI NpY NPOBECHHH KOHCHIMYMOB, KOHCYNbTaL{ii,
IVCTAHIIMOHHOTO MEIUIMHCKOTO HaOMIOZEHWsA 3a COCTOSHHEM 3[0pPOBBA
MalUeHTa. »;

2) crareio 10 monosmHUTE MyHKTOM 10 ClIenyromero coaepxanus:

«10) nprMeneHneM TeJIeMeTUIUHCKUX TEXHOJIOTUH]. »;

3) Byactu 2 crateu 14:

a) B niyHkTe 11 ciioBa «3INEKTPOHHOM BHIE» 3aMEHHTH CIOBaMH «(popMe
3NEKTPOHHBIX JJOKYMEHTOB, TIOPAIIKOB MX BEJCHUA;

0) B IyHKTe 16 CiI0Ba «¥ BBITUCHIBAHHS HUCKITIOYHTS;

4) gactp 7 cTaThi 20 U3NOKKUTH B ClieAyIONeH peaKiiuu:

«7. UndopMupoBaHHOe HOOPOBONBHOE COIVIACHE Ha MEAMLIHHCKOE
BMELIaTeNLCTBO MM OTKa3 OT MeNUIMHCKOTO BMEIIAaTelbCTBA COAEPKHUTCS B
MEJMIUHCKON JOKyMEeHTaluK IpaxKJaHuHa U opOpMILIeTCS B BUAE JIOKyMeHTa
Ha 6yMaXHOM HOCHTENE, IOAIHUCAHHOTO TPaXXTaHWHOM, OJHUM M3 pOIUTeNeH
WIM WHBIM 3aKOHHBIM IIpeICTaBUTENIeM, MeIULIUHCKUM paboTHHKOM, nu6O
dopmupyercst B (opMe  OJNEKTPOHHOI'O  JOKYMEHTa, MOAIMHCAHHOI'O
rpaX<JaHUHOM, OFNHUM M3 POAUTENEH WM HHBIM 3aKOHHBIM IIPE/ICTABUTENEM C
HCIIOJIb30BaHUEM YCHIICHHOH KBaM(DUIIMPOBAHHOMN 31EKTPOHHOMN MOJNNUCH WK

HpOCTOf/‘I BJIGKTPOHHOi;I IIOLIIHCH IMTOCPEACTBOM INPHMEHCHUA €IUHON CUCTEMEI



HOeHTAQUKAMK ¥ ayTeHTH(QHUKAIWH, a TakKe MEeTUIUHCKMM pabOTHHKOM C
HCIOJIb30BaHHEM YCHWIEHHOH KBaM(HIMPOBAHHOH 3IE€KTPOHHOH IOIIHCH.
HudopmupoBanHoe HOOPOBONBHOE COTTIaCHE HA MEIMIIMHCKOE BMEIIATENIbCTBO
HITH OTKa3 OT ME/{UIIUHCKOTO BMEMIaTENhCTBA OJ{HOTO U3 POAMTENIEH HIH HHOTO
3aKOHHOTO MNpEJCTABHTENA JIALA, YKa3aHHOTO B YaCTH 2 HacTrosmeld cTarhy,
MOXeT ObITh c(hOpMEPOBaHO B GpopMeE IITEKTPOHHOTO JOKYMEHTA IIPU HATMYHIH B
MEIULIUHCKOM JOKyMEHTallMd TAWeHTa CBEJEHHH O €ro 3aKOHHOM
IpefcTaBuTeNe.»;

5) 9acTh 5 cTATHU 22 W3JI0XKHUTH B CIEAYIOWIEH pelaKIHm:

«5.IManmenT MO0 ero 3aKOHHEBIA IIpeJCTaBHTENh HMEET MpaBo I0
3aIpocy, HANpaBICHHOMY B TOM 9YHCIe B SJIeKTpoHHOH Qopme, nomydats
OTpaXaloIllie COCTOSHHE 3[0pOBbS IAalMeHTa MEIVLHHCKHE JOKYMEHTHI
(#x KOrMM) W BHIMCKM H3 HHX, B TOM 4dHCIe B ¢opMe 3IIEKTPOHHBIX
JokyMeHToB. ITopanok M CpOKM IpefocTaBlIeHHs MEIWIMHCKHX AOKYMEHTOB
(ux xomuii) ¥ BBHIIHCOK M3 HHUX YCTaHAaBIUBAIOTCA YITOJHOMOYCHHBIM
(beneparbHBEIM OPraHOM HCIIOJHUTENBHOM BIACTH.»;

6) gacTb 8 cTaTby 34 U3NOXUTH B CleAYIONIEH peIaKiny:

«8. Opranmsanps OKa3aHWA BBICOKOTEXHOJOTHYHOM MEIULHHCKOM
HOMOIM OCYILECTBIIIETCS C IIPUMEHEHHEM eJWHOH TrocyJapCTBEHHOMN

nEQOPMAaNMOHHOM cucTeMsl B cdepe 3IpaBOOXpaHEHHS B IOPSKE,
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YCTaHOBJICHHOM YIOTHOMOYCHHBIM (efiepallbHEIM OpraHOM HCHOJIHUTENHHON
BIIaCTH.»;
7) ROTIONHAUTE CTAaThel 36° CIIEIYIOIIETO CONESPKAHUS:

«Cratss 36°. OcoGeHHOCTH MeIHLIMHCKOI NOMOIIH, OKA3bIBaeMoii ¢
npuMeHeHneM TeJieMeJHIHHCKHX TeXHOI0rHii

1. MexunvHCKass IOMOIBL C  IPHMEHEHHEM  TEIEMETULIMHCKAX
TEXHONOTHH OpraHU3yeTCs ¥ OKas3bIBaeTCs B IHOPSAKE, YCTaHOBICHHOM
YIOJIHOMOYEHHBIM (heliepanbHbIM OPraHOM HCIOIHUTENRHOH BIACTH, 4 TAKKE B
COOTBETCTBUM C IIOPANKaMH OKa3aHHMA MENULMHCKON MOMOLIM M Ha OCHOBE
CTaHAaPTOB MEIMIIMHCKOH ITOMOIIH.

2. Koncynsranuy THamHeHTa WIH €ro 3aKOHHOIO  IPeACTaBUTElN
MEeIVIHMHCKIM PabOTHHKOM C INpHMEHEHHEM TEeJNeMEAULUHCKUX TEXHOIOTHit
OCYIIECTBIIAIOTCS B LIEIAX:

1) npodunaktuky, c6opa, aHanK3a xanob NanKeHTa U JaHHBIX aHaMHesa,
OLUEHKH  95((eKTHBHOCTH JIe4e0HO-THarHOCTHYECKHX MEpONPUATHH,
MEIUIMHCKOTO HabIIO/IeHNs 33 COCTOSHUEM 3X0POBbS IallUeHTa;

2) npuHATHA pelleHus 0 HeoOXOAUMOCTH HPOBEINEHHS OYHOTO IIpHeMa
(ocMoTpa, KOHCYNBTALHH).

3. IIpu mpoBemeHHN KOHCYJbTalMi C IPHMEHEHHEM TeleMEAUIMHCKUX
TEXHONIOTHI JleJaIllUM BpauoM MOXET OCYINECTBIATHCA KOPPEKIMA paHee
Ha3HAYEeHHOTO JICYEHUA IIPH YCIIOBHM YCTaHOBIEHHA MM JIHArHo3a ¥ Ha3HaYeHUs

JeYeHus Ha OYHOM mpHeMe (OCMOTpe, KOHCYIbTAIIHN).
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4. JlucTaHiMOHHOe HAOMIONEeHHEe 3a COCTOSHHEM 3[0pOBbs MalMeHTa
HAa3HAYaeTCsd JleyamuM BpadoM T[OCIe OYHOro IipHeMa  (OCMOTpa,
KOHCYNbTAIMH). JUCTaHIOHHOe HabIIO[IeHHe OCYIIECTBIAETCA Ha OCHOBAaHHH
JaHHBIX O MalpeHTe, 3aperMCTPHUPOBAHHBIX C IPUMEHEHHEM MEIMIHHCKHX
u3menuil, NpeIHa3sHAueHHBIX JUI1 MOHWTOPHHTA COCTOSIHHsA OpraHu3Ma
yenoBeKka, ¥ (WIM) HA OCHOBAaHWM JaHHBIX, BHECEHHBIX B EAHHYIO
roCyIapCTBEHHYI0 HH(MOPMAL[MOHHYIO CUCTEMY B cepe 31paBOOXpaHEHHs, HIH
rOCYIApCTBEHHYI0 HH(OPMALMOHHYIO cuCTeMy B cdepe 3ApaBOOXPaHEHHA
cybpexra Poccmiickoit PDemepaiyiu, WIM MEANULHHCKYIO HH(DOPMAIUOHHYIO
CHCTEMY, WIH UHGOPMAIMOHHEIE CHUCTEMBI, YKasaHHBIE B 4acTH 5 craThd 91
Hacrosmero OemepanbHOro 3aK0Ha.

5. Tlpumenenre  TeleMeIULUHCKMX  TEXHOJOTHH IIpH  OKa3aHHHU
MEIUIHHCKON IIOMOINM OCYIIECTBIsieTcs ¢ coOmonenneM TpeboBaHui,
YCTAHOBJEHHBIX 3aKOHOJATeNnhcTBOM Poccmiickoit ®emepammun B obnactu
NEePCOHANBHBIX JJAHHBIX, X COOMIOAEeHNEM BpadeOHOH TalHEL.

6.B memsx wAentHGuMKAnMM ¥ ayTeHTA(QUKALMM  YYacTHHKOB
JOUCTAHIHOHHOIO B3aHMOMEHCTBHA IPH OKa3aHWM MEIUIUHCKOH ITOMONIM €
IPHMEHEHUEM TelIeMEeUIIMHCKUX TEXHONOTHH HCIIONB3yeTCs €AMHAs cCHcTeMa
HAaeHTHGUKAINY U ayTeHTH)UKAIUH.

7. MokymeHnTHpoBaHHe HHGOpPMamuyi o006 OKa3aHAM MEIHIMHCKOMH

TIOMOIIH TNALHUCHTY C NPHMEHCHHEM TEIEMEIUIINHCKUX TBXHOJIOFHﬁ, BKJIXOYas



BHECEHME CBEJICHMII B €r0 MeTUIHHCKYIO IOKYMEHTAllHIO, OCYLIECTBIIAETCS C
HCIONB30BAHHEM YCHIICHHON KBaIMGOHUIUPOBAHHON DIEKTPOHHOM MOANHCH
MEIUIUHCKOTO PabOTHHUKA. »;

8) abzauy mepmbrit uwacty 4 crathu 37 mocne cimoB  «CraHmapT
MEIHLHHCKON MOMOLIM pa3pabaThIBaeTCs» JIOMOJHUTH CIIOBAMH «B TOPSJKE,
YCTaHOBIIEHHOM YIIOJIHOMOYEHHBIM (ellepallbHbIM OpraHOM HCIIONHUTEIBHOMH
BIIACTH,»;

9) myHKT 4 YacTu 2 cTaThl 73 HU3I0XHTH B CIEAYIOIIEH pefakuym:

«4) Ha3HauaTh JEKapCTBEHHBIC IpernapaThl B HOPSIKE, YCTAHOBICHHOM
YIIONHOMOYEHHEIM ¢efepaTsHBIM OpraHOM HCTIONHATENBHON BIACTH;;

10) B mysxTe 6 uactm 1 cratbm 74 CIOBO «BBINHCHIBATEY 3aMEHHTH
CIIOBAMH «BBIJABaTh PELEHITH Hay;

11) B crarse 78:

a) IyHKT 3 H3JI0XKUTH B CIEAYIOMEeH pe/lakuu:

«3) BBII@aBaTh MEIMIMHCKHE 3aKIIOYeHHs, CIIPaBKH, pelentsl Ha
JIeKapCTBEHHBIE TIperapaThl B MeJUIMHCKHAe M3enusd Ha OyMa)XHOM HocHTene
U (WnM) ¢ coryiacus Mal[MeHTa WM ero 3aKOHHOTO NpeACTaBUTeNs B (opMe
3NIEKTPOHHBIX JOKYMEHTOB c HCIIONIE30BaHAEM YCHIICHHOH
KBaTHUIMPOBAHHON SIEKTPOHHON MOANNCH MEIUIMHCKOro paboTHHKa B
MOpAfKe, YCTAaHOBJICHHOM  YIIONHOMOYEHHBIM  (ellepalibHBIM  OPraHOM

HCIIONIHKTEIILHOM BIaCTH;»;
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6) MyHKT 5 U3NOXHUTH B cleAylomell pelaKiuy:

«5) co3gaBaTh MENUIMHCKHAE HHPOPMALHMOHHBIE CHCTEMBI, COMEPIKAILHE
JaHHBle O [alWeHTaX, o0 OKa3biBaeMOii MM MENWIMHCKOH IOMOLIH, O
ME[ULINHCKOH JNeATeNbHOCTH MENWHWHCKHX OpraHu3aluii ¢ coGimoieHneM
TpeGoBaHMH, yCTAaHOBJIEHHBIX 3aKoHoaTenbcTBoM Poccuiickoit ®epepanun B
06IacTH NEPCOHANHHLIX AaHHBIX, H cOOIoeHHeM BpadeOHo TaitHb1.»;

12) cratpto 91 H3M0XKUTH B CeAyIONIeH pelaKkiian:

«Cratps 91. Hadopmannonnoe obecrieyeHne B cepe
31PaBOOXPAHEHHs

1. UndopmarmonHoe  obecrieueHne B cdepe  3ApaBOOXpaHEHHA
OCYILIECTBIETCS MOCPEACTBOM  CO3MAHUS, PasBHTHA M OKCIDIyaTalluH
denepaiBHBIX  FOCYHApCTBEHHBIX WH(GOPMAMOHHBIX CHCTEM B  cdepe
3[paBOOXpaHeHns, MHQOPMALIHOHHBIX CHCTeM B cdepe 3ApaBOOXpaHEHHA
Qenepanbaoro  QoHga 06A3aTENHFHOT0 MEIHIMHCKOTO  CTPAaXOBaHMS H
TepPUTOPHANBHEIX (OHJOB 0043aTeNbHOTO MEINMIMHCKOTO CTpaxOBaHHs,
TOCYJapCTBEHHBIX HMH(OPMAIMOHHBIX cHCTEM B cdepe 3ApaBoOOXpaHEHHs
cy6pexroB Poccriickoit Penepanun, MEUIMHCKUX HHOOPMALMOHHEIX CHCTEM
MEIMIUHCKAX OPraHu3alyi, MHQOPMALMOHHEIX CHCTeM (hapMaleBTHYECKHX
opranmu3anuii (ganee — HEQOPMAIIHOHHBIE CHCTEMEI B Chepe 3/[paBoOOXpaHeHN).

2.B uwHQOpManMOHHBIX cHCTEMax B cdepe 30paBOOXpAHEHUT
ocymecTBISIIOTCS cOOp, XpaHeHue, 00paboTka 1 NpefocTaBlIeHne HHPOPMAKH

06 OopraHax, OpraHmsanusix rocyzxapcmenﬂoﬁ, MyHHIIHHaJILHOﬁ K YacTHOH



10

CHCTEM 3JpaBOOXpaHeHMs M 06 OCyIEecTBICHMM MENWLMHCKON 1 HHOI
JeATENBHOCTH B cepe OXpaHsl 310poBbsi. O6paboTka NepPCOHANBHEIX AaHHEIX B
HHPOPMAIIHOHHEIX CHCTeMax B cdepe 3paBOOXPaHEHHs OCYIIECTBIAETCS C
cobmoeHreM TpeOOBaHMi, YCTAHOBNEHHBIX 3aKOHOJATEIbCTBOM Poccuifickoi
Denepanun B 061acTH TIEpCOHANBHBIX TaHHBIX, H COGMOneHHeM BpadeOHOH
TafHBL

3. Oneparopamu HHGOPMALMOHHEIX CHCTEM B cdepe 3IpaBOOXpaHEHHS
SIBJSIIOTCS. YIIOJHOMOYCHHEIN (hefepalbHbI OpPraH HCIIONHHUTENLHOM BIacTH,
uHble (efiepalbHBle OpraHbl HCIONHHUTENBHON BIAacTH B cdepe OXpaHbI
3/I0pOBbS M UX TEPPUTOPUAJIbHBIE OPraHbl, OpPraHBl HCIOIHUTEIBHON BIACTH
cybrekTa Poccuiickoii Oenepanu, YIIOTHOMOYEHHbIE BBICIIIHM
HCIIONHATEBHEIM OpraHOM TrOCYIapcTBEHHOH BiacTH cyOwpekra Poccuiickoit
Qenepaniii  Ha CO3AaHME, pa3sBUTHE M OKCIULyaTalWi0 TOCYAapCTBEHHOM
uH(popManHOHHON cucTeMsl B cdepe 3apaBooxpaHeHHs cyonexta Poccuiickoii
Qepepamuu  (majiee - YHOJHOMOYCHHbIE OPraHbl HCIIONHUTENBHOH BIACTH
cy6pexta Poccmiickoit Penepanyn), opraHu3alyy, Ha3HaYeHHBIE YKa3aHHBIMU
opraHamy, opraHel ympasnerus @DepepanbHoro (oHAa 0013aTENHHOTO
ME[HIMHCKOTO CTPaxOBaHHS M TEPPUTOPHANBHEIX (OHNOB 00A3aTeNbHOrO
MEeIVLMHCKOIO CTPaXOBaHWs B YacTH, KAacaloMeHcs IepcOHH(UIINPOBAHHOTO
ydyeTa B cHUCTeMe 00f3aTelIbHOro MeJUIIMHCKOTO CTPAXOBaHWs], MEAULUHCKHE

OpraHu3alnum U (bapmaues’mqecxne oprand3anmu.
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4. TpeGoBaHMA K TOCYJapCTBEHHBIM HHGODMAIIMOHHBIM CHCTEMaM B
chepe 3apaBooxpaHeHHs cyGbekToB Poccmiickoit Penepauny, MEAUIHHCKUM
HH(OPMAIIMOHHEIM CHCTEMaM MEAUIUHCKUX OpraHH3auuil 1 HHGOPMaLOHHEIM
cHCTeMaM (bapMaLeBTHYECKHX OpraHu3aLui YCTaHaB/IHBAIOTCA
YTIOTHOMOYEHHBIM (eAepalIbHBIM OPTaHOM HCHONHUTENbHON BIacTH.

5. Vnble uHQOpPMaMOHHEIE CHCTEMBI, IpeAHa3HaueHHble M cbopa,
XpaHeHus, oOpa0OTKM ¥ TpeJoCTaBleHHs HHQOpMaImuy, Kacaiomencs
JIEATEIbHOCTH MEOUUMHCKMX OpraHHM3allMii H MpeNOCTaBIsEMbIX HMMH YCIyT
(manee - wHble WHGOPMALMOHHBIE CHCTEMBI), MOLYT B3aHMOAEHCTBOBATH C
HHOOPMALIMOHHBEIMU CHCTEMaMH B cdepe 34paBOOXPaHEHHS ¥ MEIUIUHCKHMH
OpraHM3alUsIMH B IOPsAKe, Ha YCIOBMAX M B COOTBETCTBHH C TpeOOBaHMAMH,
ycranopieHHsiMu IpaButenscTBoM Poccuiickoi @enepanun.

6. lnple MHOGOPMAUMOHHBIE CHCTEMbl IOAKIIOYAIOTCA K  equHOH
TOCYHapCTBEHHOI cucTeMe B cdepe 3ApaBOOXPAHEHUS YIIOTHOMOYECHHBIM
¢denepanbHBIM OpPraHOM HCHONMHUTENBHOR BJIACTH M K eAUHOH CHCTeMe
uneHTuduKanyE U ayreHTHOUKAIMY (QenepanbHbIM HCHOIHATEIBHBIM OPraHoM
FOCYHApCTBEHHOM BIIACTH, OCYILIECTBIIIONIMM (YHKIHMM 10 BBIpaboTKe H
pealia3annuu I’OCY,Z[apCTBeHHOﬁ TIOJIUTUKH H HOPMaTUBHO-IIPABOBOMY
PperyIupoBaHHUIo B cdepe HHPOPMALMOHHBIX TEXHOJIOTHIL.»;

13)  pmomommmte  crateeit  91'  cmemylomero  comepxaHms:
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«Cratsn 91'. Eammas rocyaapcreensast mHOPMAIMOHHAS CHCTeMa
B cepe 3apaBooXpaHeHAs!

1.B uemsix obecrmedeHus HAocTyna TpaxmaH K ycmyraM B cdepe
3[0paBOOXpaHEHHA B DIEKTPOHHOH ¢opMe, a TakxkKe B3aHMOJEHCTBHA
UHGOPMAIMOHHEIX CHCTEeM B cdepe 3IpaBOOXpaHEHHS YIOTHOMOYEHHBIM
depmepanbHEIM OPraHOM NCHONHHUTENEHOM BIAacTH CO3NACTCS, PA3BHBAETCS H
IKCIUIyaTHpyeTCcs eAMHasA rocyJapcTBeHHas HH(OopMaioHHas cucTeMa B cepe
3ApaBOOXpaHeHHs (Jaxee — elMHas CUCTEMa).

2.lonoxxeHne O eXUHOH cHCTeMe, B TOM HYHCIe MOPsAAOK AOCTyNa K
undopManuy, comepxamielics B Heil, HOPIHOK H CPOKH IIPEJCTaBIEHHS
HHpOpMalliH B eIMHYI0 CHCTeMy, Iopsmok obmeHa wuHQopManueili c
HCTIONB30BAaHUEM  €IMHON  CcHCTeMBl, yTBepxpaercs IIpaBuTenbcTBOM
Poccuiickoit ®enepanuu.

3. Exunas cucteMa BKIIIOYAET B cels:

1) ceemeHns, comepkammecss B  (eflepalbHBIX HH(OPMAIMOHHEIX
cucreMax B cdepe 3ApaBoOXpaHeHMd, (QelepalbHBIX 0a3ax MaHHBIX H
bemepanbHEIX peructpax B cdepe 3IpaBOOXpAHEHMS, BeJEHHE KOTOPBIX
OCYIIECTBIISIETCS YIOJIHOMO4YEHHEIM (elepabHBIM OpPraHOM HCIONHHTENBHOMH
BIIACTH C HCIIOIIL30BaHHEM SIMHON CHCTEMBI;

2)cBeeHMs O MEOWIMHCKMX OpraHU3allAX, 3a HCKIIOYEHHEM

MEIULMHCKAX OpraHu3ailii, IOABENOMCTBCHHEIX (heepaibHEIM OpraHaM
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HCHIOJIHUTENBHOM BIIACTH, B KOTOPHIX (efiepalbHEIMH 3aKOHAMH IIPe/lyCMOTpEHa
BOeHHast ci1yx0a MiIn npupaBHEHHAs K Hell ciryx0a;

3) ykasanssIe B craThe 93 HacTosmero @enepaibHOro 3aKOHA CBEAECHHS O
JIMIaX, KOTOPbIe YIaCTBYIOT B OCYIIECTBICHHH MEIUIMHCKOH AeATEeNbHOCTH;

4) yxasanHele B cratbe 94 Hacrosmero ®@ezepalibHOrO 3aKkoHa H
o0e3nuueHHble B IOPSAJKE, YCTAHOBIEHHOM YIIOJIHOMOYEHHBIM ¢enepalbHBIM
OpraHOM HCIIONHUTENBHOM BJIACTH IO COIVIACOBAHUIO ¢ (efepalbHBIM OpraHOM
UCIIONHATENIFHOH BJIACTH, OCYIUECTBISIOMHUM (YHKIHAM HO KOHTPONIO H
HaJI30py B cdepe cpeacTB MaccoBoit HHGOPMAIHHY, CBEICHNUS O JIMLaX, KOTOPBIM
OKa3HIBAaeTCs MEIULIMHCKAs IIOMOIIb, a TAKXKE O JIHMIaX, B OTHOIIEHNUH KOTOPHIX
MPOBOAATCS ~ MEHULMHCKME  DKCIEepPTH3Bl, MENUIHHCKHE OCMOTPHl M
MeTULIHCKHE OCBHICTEI5CTBOBAHNUS;

5) cBefeHHA O MERWIMHCKOM JIOKyMEHTAIlMH, I0 COCTaBy KOTOPHIX
HEBO3MOXXHO ONPEAENUTh COCTOSHHWE 370pOBbS IpakAaHMHA, M CBEIEHHSI O
MEIULHHCKON opraHH3alliy, B KOTOPOH MEOUIIMHCKas JOKyMEHTalUs CO3/laHa i
XpaHUTCH;

6) cBefieHUs CTaTHCTHYECKOro HabmoneHus B cdepe 3apaBoOXpaneHnd, a
TalKe CBOJHYIO aHAJIMTHYECKYI0 MH(GOPMALHIO N0 BOIPOCAM OCYLIECTBIEHHS
MEJIMIMHCKOM AeATeIbHOCTH U OKa3aHUsd MeITULUHCKOM ITOMOIIH;

7)cBefienns 00 OpraHu3allil OKa3aHUA BBICOKOTEXHOJIOTHYHOM

METUIHHCKOH ITOMOMIH;
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8) cBeneHus, HeoOXOmuMBle I OCYIIECTBICHHA MOHHTODHHTA H
KOHTpOJdA B cdepe 3aKyNOK NeKapCTBEHHBIX IpeNaparoB i obecriedcHus
rOCYAapCTBEHHBIX H MyHULMIAIBHBIX HYXI;

9) ceenieHus 06 opramm3aiuu oOecredeHHs IpaKJaH JIEKapCTBEHHBIMH
npeniapaTaMd IS MEIUIMHCKOTO IPUMEHEHHsS, MEIMIMHCKMMH H3JAeIHAMHA
(v3menuAMM ~ MEOUIMHCKOIO  Ha3HaueHHA) H  CHCHUAIN3HMPOBAHHBIMH
MPOAYKTaMH JIed4e0HOro MUTaHKs B COOTBETCTBHH CO CTaTheH 6 DenepanrbHOTO
3akoHa oT 17 mronsg 1999 roga Ne 178-®3 «O rocyzapcTBeHHOH COLHANBHOH
noMomi», nyHkTamMu 19 u 20 gacta 1 crateu 14, cratbeil 44 u myHkTOM 5
vactu 2 ctatbil 81 Hactosmero @enepanbHOro 3aK0Ha;

10) xaccubUKaTOph], CIPaBOYHAKA M HMHYIO HOPMATHBHO-CIIPaBOYHYIO
uHpopManuio B cdepe 3ApaBOOXPAHEHMS, IEPeueHb, MOPANOK BENCHUS U
HCIIONB30BAHHA KOTOPOH ONpeReIioTes YHIOJHOMOYEHHBIM (elepanbHBIM
OpraHOM HCIIOJHUTENBHOH BIACTH.

4, Envnas cuctema ofecneumBaeT BefeHHe (elepalbHBIX PErucIpoB,
TIPEAYCMOTPEHHEIX YaCThIO 2' cratsu 43, wactamu 4, 8 cTaThi 44 HACTOAIIEro
DerepalbHOroO 3aKoHa, cTaTheit 24" 3akona Poccuiickoit Qeneparuu oT 15 Mast
1991 roma Ne 1244-1 «O conmanbHOM 3amuTe TIpakAaH, HOABEPIHIMXCH
BO3Je}iCTBHIO pajJualiiy BCJeACTBHe KaTacTpods! Ha YepHOObIIBCKOH ADC).

5.Enunas cucrema ofecredMBaeT BO3MOXHOCTh IIPENOCTABISHUS

TpaxmaHaM ycuyr B cdepe 3ApaBoOXpaHeHHs B O3JEKTPOHHOH (opme
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MOCPEACTBOM €IUHOTO IOpTana TOCyJapCTBEHHBIX M MYHHIMOANBHBIX YCIYT,
mepedeHb KOTOPHIX yTBepKaaercs IIpaBurenscTBoM Poccuiickoii ®enepanum.

6. Iocrapmukamu HHGOPMaIUK B e{UHYIO CHCTEMY SBISIOTCS:

1) ynonHOMOYeHHEIH (efepanbHEli OpraH HCIOIHHATENLHON BIaCcTH;

2) denepanbHple OpraHbl MCIONHHTENLHOW BIACTH B cdepe OXpaHBI
300pOBbS M MHBIE (hefiepalbHBle OpPraHbl HCIONHHTENBHOH BIACTH B
COOTBETCTBUH C IIOJJHOMOYHSMH, YCTAHOBICHHBIMH 3aKOHOZATEIECTBOM
Poccuiickoit ®enepanuu;

3) ®enepanbHbli (OHI 063aTENBHOI0 MENUIMHCKOIO CTPAaXOBaHUA H
TeppUTOpHAJBbHEIE (DOHABI O0S3aTENBHOTO MENUIUHCKOTO CTPaxOBaHUS,
Tencuonnstit poun Poccuiickoit denepanun, @OHI COLMUANBHOTO CTPaXOBAHMS
Poccutiickoit Penepannu;

4) ynoyiHOMOYeHHBIE ~OpraHbl HCIIONHMTENbHOM BnacTH cyOBekTa
Poccuiickoit ®enepanuu;

5) opraHbl MECTHOTO CaMOYIIPaBIeHHS, OCYILECTRIAIONME IIOTHOMOYHS B
chepe OXpaHEI 3HOPOBBS;

6) MeqUIMHCKHE OpraHN3alid | (apMaleBTHIeCKHEe OPraHU3alliig,

7) opraHuzauyy, SBIAIONMECS ONEPATOPaMH WHBEIX HH(POPMAIHOHHEIX

CHCTeM, YKa3aHHBIX B 4acTH 5 crathi 91 Hacrosmero denepalbHOTO 3aKOHA.
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7. Ilonp3oBaTtensMu MH(GOpPMALUM, coiepialleiics B eOUHOH cHcTeMe,
SIBJIAIOTCS. OPT'aHBI M OpraHW3aliy, YKa3aHHbIe B 9acTH 6 HacTosuled cTaThy, a
TaKKe rpaXkJase.

8. Hoctyn x wuHpopMalMH, cofiepxamieiici B eOUHON cHCTeMe,
TPeJIOCTABIAETCS MTOCTABMIHKaM HHQpOpManuu B €OUHYIO CHUCTEMY, a TaKxke
OpraHaM M OpraHH3alliAM, SBILIIOIIHAMCS IOJB30BaTe/IIMH €HHOH CHCTEMBI, B
COOTBETCTBHH C UX KOMIETEHNHell, yCTaHOBIEHHOM (eepadbHBIMU 3aKOHAMH
U TPUHATHIMH B COOTBETCTBHM C HUMH HODMATHBHBIMH IIPAaBOBBIMH aKTaMH
Ilpesunenta Poccuiickoit ®epepauuu u IlpaBumrensctBa Poccuiickoit
Oenepanuu.»;

14) B craThe 92:

@) 4acTh 1 M3MOXUTH B CIEAYIOIIeH peaKIim:

«l. Ilpm ocymecTBNEeHMH MENULUHCKON IeSTeNLHOCTH BEAETCA ydeT
IePCOHAJBHBIX JAHHBIX JIMI, YYacCTBYIOIIUX B OCYIIECTBICHNM MEAUIMHCKOM
JIeSTEILHOCTH, JIHIl, KOTOPbIM OKA3EIBAETCS MEIUIMHCKAs HOMOINb, a TaKke
JHI, B OTHOIIEHHH KOTOPHIX IIPOBOJATCA MEIWLUHCKHE SKCIEpTH3H,
MeJUIMHCKHEe OCMOTPHL K MEAMIIMHCKHE OCBHIETENILCTBOBaHUSA (Hanee -
[epcoHN(UIMPOBAHHEEIN yUeT).»;

6) B yacTH 2 CIIOBa «ONEPaTOPEl HHPOPMAIMOHHBIX CUCTEM, YKa3aHHEIE B
gacTy 2 cTaThi 91» 3aMEHHTH CII0BaMHU «OIEPaTOpsl HHPOPMALOHHBIX CHCTEM

B cdepe 3paBOOXpaHeHHUs, YKa3aHHbIE B 4acTH 3 cTaThl 91»;
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B) 4acTh 4 H3JIOXKUTH B CIIEAYIOMEeH pelakiuu:

«4. Ilpu BeIECHUHU TIepCOHUGHIUPOBAHHOTO ydera  JOJDKHEI
obecrneunBaTECsd KOHQUIEHIINANEHOCT ITEPCOHANBHEIX JAHHBIX JIHL, KOTOpHIE
y4YacTBYIOT B OCYLISCTBACHHM MEIUIMHCKOH NEATENHOCTH, JHIl, KOTOPBIM
OKa3bIBaeTCA MEAMIMHCKAas IIOMOIIb, a TakKe JHUI[, B OTHOIIEHHH KOTOPBIX
OPOBOJATCS ~ MEOULIMHCKHE  3KCIEePTH3Bl, MEIWLIHUHCKHE OCMOTPHL H
MEJMIMHCKHE  OCBHUACTENBCTBOBAHHA, W  0€30IIaCHOCTh  YKa3aHHEBIX
MNEPCOHAJIBHBIX [OaHHBIX C COGJ'IIOJICHPIGM TpCGOBaHI/Iﬁ, YCTaHOBJICHHBIX
sakoHogareiabcTBOM Poccuiickoit ®epepanuu B o0nacTd  NepCOHANBHBIX
JIAHHBIX.»;

15) B crathe 93:

a) B HaMEHOBaHHUH CJIOBA «B OKa3aHHH MEIHUHHCKHX YCIYIr» 3aMCHHUTH
CJIOBAMH B OCYILECTBIICHUH MEIUIMHCKOM AEATENFHOCTIY;

0) B ab3ale MepBOM CIIOBA «B OKa3aHHM METULMHCKHX YCIYTr» 3aMEHHTb
CJIOBaMH «B OCYIIECTBIICHUH MENUIUHCKON IEITENBHOCTH;

B) myHKT 11 H3OXUTH B ClleRyIomeit peqaKkium:

«11) cBenennd 06 oOpa3oBaHHHU, B TOM YMCIE JaHHEIE 00 OpraHM3alysiX,
OCYLIECTBIAIOIIMX  OOpasoBaTeNbHYIO  JEATENbHOCTE 10  pealus3alyu
npoecCHOHATBHBIX 06pa30BaTeIbHEIX IPOrPaMM MeIUHHUHCKOro 00pasoBaHus,

0 mokymentax o0 obpasoBanmu M (WiH) O KBauMGUKaLMHM, O JOrOBOpe O
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HejaeBoM OOy4YeHHM, a TaKXKe JaHHble O cepTuduKare CHENUATNCTa WIH
aKKpeAUTALH CIIEIHANNCTa;»;

r) B MyHKTe 12 cnoBa «oKa3piBarollell MEIUITMHCKHE YCIyrH» 3aMEHHTh
CITIOBAaMH «OCYIIECTBIISIONIEH MEJUITMHCKYIO IeATeTbHOCTEY,;

1) B nyHKTe 13 ciioBa «OKa3BIBaIOIEl MEOMLIMHCKUE YCIYyTH» 3aMEHHTh
CJIOBaMH «OCYHIECTBIISIONIEH MEIUUMHCKYIO eI TeNbHOCTbY;

€) IONOJIHUTH IIYHKTOM 14 crefyromero copepikaHus:

«14) cBeleHHsT O TUIEHCTBE B MENWUIMHCKMX TPOQECCHOHATBHBIX
HEKOMMEpPHECKHX OpraHH3aliiX, YKa3aHHBIX B CTarkeé 76 HaCTOAIIETO
DenepanbHOro 3aKoHa (IpH HATHIHH).»;

16) B cratee 94:

a) HayMEeHOBAHMe HU3JI0XKUTh B ClIeYIONIel pefaKiuu:

«Cratps 94. CaexeHust 0 JHIAX, KOTOPBIM OKa3bIBaeTcsl

MeIHIHHCKAA TOMOINb, A TaKlKe O JIHHAX, B
OTHOLIEHHH KOTOPBIX IHPOBOIATCS MeJIHIHHCKHE
JKCIEePTH3HI, MeIHUHHCKHE O0CMOTPBI "
MeIUUHHCKHE 0CBHAETEILCTBOBAHMMY;

6)B ab3ame MepBOM CJIOBA «OKA3BIBAIOTCS MEIUIAHCKHE YCITyTH)
3aMCHHTH CJIOBAMH «OKa3bIBAeTCS MeIULHHCKAA IIOMOIIb, a TAKXKe O JIMIAX, B
OTHOMICHNH KOTOPBIX IPOBOIATCA MENHIVHCKHE SKCIIEPTH3bI, MEIUIMHCKHE
OCMOTPBI K MEAUIIWHCKYE OCBHUIETEILCTBOBAHMAY,;

B) B IyHKTe 14 ciioBa «OKa3aBIield MEIWIMHCKHE YCIYTH» 3aMEHHThH

CJIOBaMH «ocymec*rsnmomeﬁ MENUIMHCKYIO JEATCIbHOCTDY,
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T') HyHKT 18 W3/I0XKUTE B ClieAyOIei pegaKiium:

«18) obbeM oOKkazaHHON METUIIMHCKON ITOMOIIM, BKJIIOYas CBEACHUSI 06
OKa3aHHBIX MEIUIHHCKHX YCIyTax;»;

I) MyHKT 21 M370XKHUTh B CllefyIome peJakiuu;

«21l)cBemeHnss O  HPOBENEHHBIX  MEOWIMHCKUX  OKCIIEPTH3aX,
MEIMIMHCKHX OCMOTPaX M MEIWIMHCKHX OCBHICTEeNbCTBOBAaHMAX M HX
Pe3yIbTaTH»;

€)B IyHKTe 23 cloBa «MEAMIMHCKYIO YCIYTy» 3aMEHHTh CIIOBaMH
«MEIMIUHCKYIO MOMOINb, TNPOBOJAMBIIMX  MENUIUHCKME  OKCIICPTHU3HL,
MeIUIMHCKAE OCMOTPHI M MEJULIMHCKHE OCBUAETEILCTBOBAHUN).

Cratbs 4

1. Hacrosmuii @enepanbHblif 3aK0oH BCTynmaeT B Cwiy c 1 siHBaps
2018 roza.

2. Ionoxenus crathu 26 emepanbHOro 3akoHa ot 8 sHpapsa 1998 roxa
No 3-03 «O HapKOTHYECKHX CpeJICTBaX H IICHXOTPOIMHBIX BemecTBax» (B
penakuuu Hacrosmero ®enepanbHOro 3akoHa), crareit 4 u 6 DexepanbHOro
3akoHa oT 12 ampens 2010 roma Ne 61-@3 «O6 obpamienuy 1eKapCTBEHHBIX
cpexncTB» (B penakiuy Hactosmero OenepaibHoro 3akoHa), MyHKTa 3 craren 78
QepepanpHoro 3axoHa ot 21 HosOps 2011 roma Ne 323-®3 «0O6 ocHoBax
oxpaHbl 3mopoBbs rpaxmaH B Poccuiickoit ®enepammu» (B pemakuua

HacToAIETro (Denepanbnoro BaKOHa) B 4acCTH, Kacalomeﬁm (i)OpMPlpOBaHPI}I u
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BbIA@YH PCLECNTOB Ha JIEKApCTBECHHBIC Mpenaparbl, COACPXKaIIWe Ha3zHa4CHUC
HapKOTHYECKHX CPEACTB WIH INCUXOTPONHBIX BEILIECTB, B (bOpMC 3JICKTPOHHBIX
JOKYMEHTOB, IpuMenstorcs ¢ 1 supaps 2019 roga.

3.Tlonoxerns wactedt 3 u 6 cratem 91' @enepansHoro 3akoma
ot 21 Hoabpsa 2011 roga Ne 323-03 «O6 ocHOBaX OXpaHbI 340POBbS IPAKIAH B
Poccuiickoit ®exepanum» (B peAakuuu Hactosmero PefepalbHOTO 3aKOHA) He
npuMeHstoTes 1o 1 saBaps 2019 rofa B yacTH, Kacalomeics npeaocTaBIeHHA
HHGOPMalMH B €IHHYIO FOCYIapCTBEHHYIO HH(DOPMAIIMOHHYIO CHCTEMY B cdepe
37paBOOXpaHEHHs, B OTHOIIECHUN MCAULMHCKUX OpraHU3aliil YaCTHOM CHCTEMBI
37PaBOOXPAHEHNs, eClI TaKHe MCJUIUHCKAE OPraHu3aliy paHee He IIPHHIHN

PEIICHHS O NPEAOCTABIEeHHN HHPOPMALIMK B YKa3aHHYIO CHCTEMY.

fckoit @enepanun  B.ITyTun

Mocksa, Kpemib
29 mromns 2017 roma
Ne 242-D3
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