®enepaabHblii 3ak0H 0T 29 uroas 2017 r. N 242-®3
"O BHeceHMH M3MEHEHHH B OTJeJbHbIE 3aKOHOAaTedbHbIe aKThI Poccuiickoili @exepaunu no
BOIIPOCaM NPUMeHeHHs HH(POPMALMOHHBIX TEXHOJIOTHH B c)epe 0XpPaHbI 310POBbi’"

IIpunsar I'ocynapcrennoii lymoii 21 uroas 2017 rona
Onoopen Coserom Denepanuu 25 uroas 2017 rona

Crarba 1

Buectu B cratbio 26 @enepanbHoro 3akoHa ot § sHBaps 1998 roma N 3-®3 "O HapkoTHUECKHX
cpenctBax u ncuxoTponHbix BemiecTBax" (CoOpanue 3akoHomarenbcTBa Poccuiickont deneparuu, 1998,
N2, cr. 219; 2003, N 27, ct.2700; 2011, N 49, cr. 7019; 2013, N 48, ct. 6165; 2016, N 27, cT. 4238)
CIIeIyIOIINE U3MEHEHHUS:

1) nyHKT 1 U3JI0)KUTH B CIEAYIOIIEN PENAKIINN:

"1. PenenTsl, comepkanyue Ha3HAYCHUE HAPKOTUYECKUX CPEACTB WJIM MCUXOTPOIHBIX BEIIECTB,
opOpMIISIOTCS Ha CHEeNMaJIbHBIX OJNIaHKaX Ha OyMa)kHOM HocuTene U (Miu) (pOpPMUPYIOTCS C COTJIAcHs
NanueHTa WM €ro 3aKOHHOTO MpEeJCTaBUTENS B (opMe 3IIEKTPOHHBIX JTOKYMEHTOB, MOJMUCAHHBIX C
UCIIONIb30BAaHWEM YCHJIEHHOW KBaTU(UIIMPOBAHHON JIIGKTPOHHOW TMOMANUCH JIEYAIlleTo Bpada WU
denpamiepa, akymepkd, Ha KOTOPBIX BO3JIOKEHBI (DYHKIMM JIeHalllero Bpada, U COOTBETCTBYIOUIEH
MEJUIIMHCKOW Opranu3amuu.";

2) myHKT 2 mocine clioB "mpaBwiia opopMIIEHUA" NOMOJHHUTH CIOBAMHU
AJIEKTPOHHBIX IOKYMEHTOB,".

n

, B TOM uucie B gopme

Crartbs 2

Buectn B ®@enepanbublii 3akon ot 12 ampens 2010 roma N 61-®3 "O6 obpamenuun
nexapcTBeHHbIX cpenctB" (Cobpanue 3akoHomatenbeTBa Poccuiickoit denepanuu, 2010, N 16, cr. 1815;
2011, N 50, ct. 7351; 2012, N 26, cr. 3446; 2013, N 48, ct. 6165; 2014, N 52, ct. 7540; 2015, N 29,
cT. 4367) cnenyrouue n3MEHEHUS:

1) nyHkT 53 cTaThbu 4 U3J0XKUTH B CIEAYIOLIEH peIaKuu:

"53) peuent Ha JieKAPCTBEHHBIN NMpenapar - MEIUIIMHCKUNA JOKYMEHT YCTaHOBJICHHOU (HhOPMBI,
coJlepKalliii HazHAYeHHE JIEKapCTBEHHOrO Mpemnapara Uil MEIUWLUHCKOrO MPUMEHEHHMs], BbIIAHHBIN
MEIUIIUHCKUM pPAaOOTHUKOM B LEJISIX OTIIYCKa JIGKAPCTBEHHOT'O IpernapaTra WM ero HM3TOTOBJICHUS U
OTIIyCKa Ha OyMa)XHOM HOCHTEJE WJIM C COTJIacHsl MalMeHTa UM €ro 3aKOHHOTO MPeICTaBUTeNs B popMme
AJIEKTPOHHOT'O JIOKyMEHTa, MOJMHCAHHOTO C WCHOJb30BAHUEM YCHJICHHOH KBaJM(UIIMPOBAHHOM
3JIEKTPOHHOU MOANKUCH MEIUIIMHCKOTO pabOTHHKA, TUOO0 JOKYMEHT YCTaHOBJICHHOHN (hOPMBI, coAepxKaiinii
Ha3Ha4y€HHE JIEKapCTBEHHOI'O Ipenapara Jjsi BETEPUHAPHOIO IPUMEHEHUs, BBIIAHHBIA BETEPUHAPHBIM
pabOTHUKOM B IIeNAX OTIYCKa JIEKAPCTBEHHOIO Ipenapara WM €ro H3TOTOBJIEHUS W OTIyCcKa Ha
OyMaxHOM HocHTeTe;";

2) cTaTbi0 6 JOTOTHUTH MYHKTOM 4 CIIEAYIOIIETO COIePKaHUS:

"4) mpuHsATHE pelieHuss 00 MCIOJB30BAHMU Ha TeppuTopuu cyowsekta Poccuiickoit dexepanun
HapsIly C pelenTaMy Ha JIEKapCTBEHHbIE MpenapaTthl, 0QOpMIEHHBIMUA Ha OyMa>kHOM HOCHTENIE, PELENTOB
Ha JICKapCTBEHHBIE Mpenaparthl, CHhOPMUPOBAHHBIX B ()OPME FNEKTPOHHBIX JOKYMEHTOB.".

Crartbs 3

Braectn B @enepanbublii 3akoH oT 21 HosOps 2011 roma N 323-®3 "OO6 ocHOBax OXpaHbI
310poBbs TpaxknaH B Poccuiickoit denepanun" (Cobpanue 3akoHomarenbcTBa Poccuiickoii denepanuu,
2011, N 48, cr. 6724; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, ct. 4883; N 48, ct. 6165; 2014,
N 30, ct.4257; N 43, ct. 5798; N 49, c1. 6927, 6928; 2015, N 1, cr. 85; N 10, cr. 1425; N 27, ct. 3951;
N 29, ct.4397; 2016, N 1, cT. 9, 28; N 15, c1. 2055; N 18, cT. 2488; N 27, c1. 4219; 2017, N 18, cT. 2663)
CJIEIYIOIIE U3MEHEHUS:



1) craTbio 2 JOMOTHUTH MYHKTOM 22 CIEAYIOLIEro COAEPKaHUS:

"22) TeneMeIMUMHCKHE TEXHOJOTHMU - WHOOPMAIMOHHBICE TEXHOJIOTHH, OOECIeYMBAIOIINE
TUCTAHIIMOHHOE B3aMMOJICHCTBHE MEIUIIMHCKUX PAOOTHHKOB MEXAY COOOM, C ManueHTamMu u (WIH) HX
3aKOHHBIMM  TPEACTABUTEINSAMHM,  WIACHTHQHUKAIMIO W ayTeHTHQHUKAIUIO  yKa3aHHBIX  JIUI,
JOKYMEHTUPOBAHUE COBEPIIAEMBIX HMMH JCUCTBUH NpPH MPOBEACHUU KOHCUIUYMOB, KOHCYJIbTAllUM,
JUCTAaHIIMOHHOTO METUIIMHCKOTO HAOIIOACHUS 32 COCTOSIHUEM 3[J0POBbBS MalkeHTa.";

2) crarbio 10 gonoaHUTh NyHKTOM 10 ClieTyroniero coaepx anus:

"10) mpuMeHEeHUEM TeJIEMEUITMHCKIX TEXHOJIOTHIL.";

3) Buactu 2 craTtbu 14:

a) B myHkrte 11 crioBa '"smeKTpOHHOM BHE" 3aMEHUTh CJoBaMHU "(QopMe dICKTPOHHBIX
JIOKYMEHTOB, OPSJIKOB X BEICHUS";

0) B nyHkTe 16 croBa "u BRIMUCHIBAHUS" UCKITIOYUTH;

4) yactb 7 craTrbu 20 U3N0XKUTH B CIIEIYIONIEH pelaKIuu:

"7. NadopmupoBaHHOE TOOPOBOILHOE COTJIACHE HA MEIUIIMHCKOE BMEIIATEIHCTBO MM OTKAa3 OT
MEIMIIMHCKOTO BMEIIATENHCTBA COACPKUTCS B MEIUIIMHCKON JOKYMEHTAIIMH TpaKJaHUHA ¥ 0(hOpMIIsSeTCs
B BHJIE JOKYMEHTa Ha OyMa)kHOM HOCUTEJe, MOAMMCAHHOTO TPaXIaHWHOM, OJAHMM W3 POAMTENCH HIn
WHBIM 3aKOHHBIM TPEACTABUTENIEM, MEIUIUHCKUM pa0oTHUKOM, JHbo dopmupyercs B ¢dopme
3JIEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO T'PaXXAAHUHOM, OJHUM U3 POAMTENCH WM MHBIM 3aKOHHBIM
MPEJICTABUTEIEM C UCIOJIb30BAaHUEM YCUJICHHOW KBAIU(DUIMPOBAHHOW JIIEKTPOHHOW TOMIMUCH WU
IPOCTOM 3JIEKTPOHHON MOJMUCH TOCPEJICTBOM TMPUMEHEHUS €IUHOW CHCTeMbl HUIACHTH(QHUKAIUU U
ayTeHTU(UKAMU, a TakkKe MEIUIUHCKHM  pPabOTHUKOM C  HUCIHOJIB30BAaHUEM  YCWJICHHOU
KBATH(UIIMPOBAHHOW  JJIEKTpOHHON monanucu. WHpopMupoBaHHOE JOOPOBOJIBLHOE COTJlacMe Ha
MEJIUIIMHCKOE BMEIIATEIbCTBO MM OTKa3 OT MEIUIMHCKOTO BMEIIATEIbCTBA OJHOTO U3 POAUTENEH WU
MHOTO 3aKOHHOTO IMPEJICTaBUTENs JIMIA, YKa3aHHOIO B YacTH 2 HACTOSIIEH CTaTbU, MOXET ObITh
chopMupoBaHO B (¢opMe IIEKTPOHHOTO JOKYMEHTA MPU HAJUYUA B MEAMIIMHCKOW JTOKYMEHTAIlUU
MalMeHTa CBEICHUIM O €ro 3aKOHHOM MpeacTaBuTene.";

5) yacThb 5 cTaTbu 22 U3JOXKUTH B CIEAYIOMIEH peJaKiIiu:

"5. TlarueHT MO0 €ro 3aKOHHBINA MPECTABUTEh UMEET MPABO I10 3aMpocCy, HAIPABICHHOMY B TOM
YHuClie B DJEKTPOHHON (opMe, MOJydaTh OTPAKAIOIIME COCTOSHHUE 3J0POBbS MAallMEHTa METUIIUHCKUE
JIOKYMEHTHI (MX KOIMUU) U BBIMMCKU U3 HUX, B TOM 4ucie B (hopMe 3JIEKTPOHHBIX TOKyMEHTOB. [Topsanok u
CPOKH MPEIOCTABJICHUS] MEIUIMHCKUX JAOKYMEHTOB (MX KOMUM) M BBIMUCOK W3 HUX YCTaHABIMBAIOTCS
YIOJIHOMOYEHHBIM (peiepaabHbIM OPTraHOM UCTIOJTHUTEIHLHOM BJIACTH.";

6) yacthb 8 cTarbu 34 U3JNOXKUTH B CIAEAYIOMIEH peIaKIINu:

"8. Opranuzanus OKa3aHUs BBICOKOTEXHOJOTMYHOM MEIUIMHCKOW MOMOIIM OCYIIECTBISAETCS C
NPUMEHEHHEM €IUHOW TOCYAapCTBEHHOW HH(POPMAIIMOHHON CHCTeMBl B cdepe 3apaBOOXpaHEHHS B
MOPSAJKE, YCTAHOBIEHHOM YIOJHOMOYEHHBIM (efiepaibHbIM OPraHOM UCTIOTHUTENBHOM BiIacTu.";

7) IONOJIHUTE cTaThbeil 36.2 CIeayOUIEro COAepKaHU:

"Crarbsi 36.2. OCOOCHHOCTM MEAMIIMHCKONW IIOMOINM, OKa3blBAEMOW C TPUMEHEHHEM

TeJIEMEIUIMHCKUX TEXHOJIOTHI

1. MemunuHcKkass MOMOIIL C NPUMEHEHHEM TeNeMEAUIIMHCKUX TEXHOJOTUN OpraHu3yercs Hu
OKA3bIBACTCSI B TMOPSIIKE, YCTAHOBIECHHOM YITOJIHOMOYEHHBIM (peiepalibHbIM OpPTaHOM HCIIOJIHUTEITHHON
BJIACTH, @ TAK)KE€ B COOTBETCTBHUHM C MOPSAKAMHU OKa3aHUS MEIUIIMHCKON MOMOIIY U Ha OCHOBE CTaHIapTOB
MEJIULIMHCKOM MTOMOILIH.

2. KoHCynbTalMM MalMeHTa WIA €ro 3aKOHHOTO MPEACTABUTENS MEIUIMHCKUM PaOOTHHUKOM C
MPUMEHEHUEM TEIEMEIUIMHCKIX TEXHOJIOTHI OCYIIECTBIISIIOTCS B LIETAX:

1) npodunakTuku, coOopa, aHaau3a kaaob MmanreHTa U JaHHBIX aHaMHe3a, OIIeHKH (P (HEKTUBHOCTH
7e4e0HO-IMArHOCTHYECKUX MEPOTNPHUATUH, MEIUIIMHCKOTO HAONIONCHUSI 32 COCTOSHHEM 37I0POBBS
NaIUeHTa;

2) IpUHATHS PELICHHUS O HEOOXOAUMOCTH POBEIECHHS OYHOTO IpHeMa (0OCMOTPa, KOHCYJIbTALINN).

3. Ilpu nmpoBeneHUM KOHCYJbTAIMKA C MPUMEHEHUEM TEJIEMEAUIMHCKUX TEXHOJIOTUW JieHalluM



BPauOM MOXKET OCYIIECTBISATHCS KOPPEKLHUsI paHee Ha3HAYEHHOTO JICUCHHS MPU YCIOBUHU YCTAHOBJICHUS
UM JIMarHO3a U Ha3HAYEHUS JICYCHHs] HA OYHOM MpuemMe (0OCMOTpe, KOHCYJIbTAllUN ).

4. JlucTaHIMOHHOE HAONIOJICHHWE 33 COCTOSHUEM 37I0POBBSl TAIMEHTAa HA3HAYaeTCs JeYalluM
BpauoM IOcJIe OYHOTO IpueMa (0CMOTpa, KOHCYNIbTaluN). J(ucTaHIIMOHHOE HAOMI0JEHUE OCYIIECTBIISETCS
Ha OCHOBAaHMM JaHHBIX O MAIMEHTE, 3apPETUCTPUPOBAHHBIX C MPUMEHEHHUEM MEAUIUHCKUX WU3JIEIuH,
IpeIHa3HAYeHHBIX UII MOHUTOPUHTA COCTOSIHMSI OpraHM3Ma 4elloBeKa, W (MJM) Ha OCHOBAHUU JIaHHBIX,
BHECEHHBIX B €IMHYIO TOCYJAApCTBEHHYIO MH(POPMAIMOHHYIO CHUCTEMY B cepe 3IpaBOOXpaHEHUS, WU
roCyJIapCcTBEHHYI0 HWH(MOPMAIMOHHYIO CcHCTeMy B cdepe 3mpaBooxpaHeHus cyobekTa Poccuiickoit
Oenepanyiv, WIM METUIUHCKYI0 HMHQOPMAIMOHHYIO CHCTEMY, WM HH(DOPMAIMOHHBIE CUCTEMBI,
yKa3aHHbIe B 4acTu 5 ctaThu 91 Hacrosmero @eaepaibHOTO 3aKOHA.

5. llpuMeHeHHE TEIEeMEAUUMHCKAX TEXHOJOTMM IIPpU OKAa3aHUM MEJAULMHCKOM IOMOILIHU
OCYIIECTBIISIETCA C COOJIOJIGHHEeM TpeOOBaHMM, YCTAaHOBJICHHBIX 3aKOHOJATEILCTBOM Poccuiickoi
®deneparnyy B 00JIaCTH TIEPCOHATBHBIX JAHHBIX, U COOJIIOICHUEM BpaueOHOW TalHBI.

6. B nemsax uneHtudukanuu U ayTeHTU(UKAIMKU YYACTHUKOB AMCTAHLIIMOHHOTO B3aWMOJAEHCTBUSA
IpU OKa3aHUM MEIULMHCKOM MOMOIIM C MPUMEHEHUEM TEIEMEAUIIMHCKUX TEXHOJOTUN HUCIOJIb3YeTCs
eJMHasl cucTeMa UIeHTU(UKAIUY U ayTeHTU(UKALINH.

7. JlokymeHTHUpOBaHWE WHGOpMAIMU OO0 OKa3aHWW MEAWIIMHCKOW TIOMOIIM IAlHeHTy ¢
NPUMEHEHUEM TeNEeMEJIUIIMHCKUX TEXHOJOTUM, BKIIOYas BHECEHHME CBEACHMM B €ro MEAMIIMHCKYIO
JOKYMEHTAIUIO, OCYILIECTBISETCSI C HMCIOIb30BAaHHWEM YCWJICHHON KBaTU(UIIMPOBAHHOW AICKTPOHHON
MOAMKUCH MEIUIIMHCKOTO paboTHHKA.";

8) abzan mnepBbiii 4yactu 4 crarbu 37 mocne cnoB "CTaHAapT MEIUIIMHCKON TOMOIIN
pa3pabaTheiBaeTCs" JOMOIHUTEL CIOBaMH "B TOPSIKE, YCTAHOBICHHOM YIIOJTHOMOYEHHBIM (eaepabHbIM
OpraHoOM MCIOJIHUTEIbHOMN BIacTH,";

9) nyHKT 4 yacTu 2 cTaThby 73 U3I0XKUTH B CICAYIONICH peaaKInu:

"4) HazHayaTh JICKAPCTBEHHBIE MpENaparbl B IMOPSJIKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM
deneparbHBIM OpraHOM UCIIOJIHUTEIILHON BIacTH;";

10) B mynkTe 6 yactu 1 crarbu 74 ciI0BO "BBINUCHIBATE' 3aMEHUTH CJIOBaMU '"BbIIaBaTh PELETHI
Ha'";

11) B craTrbe 78:

a) NYHKT 3 U3JIOKHUTH B CIICYIONIEH pelaKIuu:

"3) BblOABaTh MEOUIIMHCKUE 3aKJIIOUEHUs, CIPABKU, PELIENTHl HAa JIEKApCTBEHHBIE Ipenaparsl U
MEAMIMHCKUE M3JeNusd Ha OyMa)KHOM HOcCUTeNne M (WMJIM) C COrjlacusl MalueHTa WM €ro 3aKOHHOTO
MPECTaBUTENS B (pOpME AIIEKTPOHHBIX JOKYMEHTOB C UCIOJIb30BAHUEM YCHJICHHON KBATH(DHUIIMPOBAHHON
JJIEKTPOHHOW TMOANUCH MEAMIIMHCKOrO pPAa0OTHHKA B TOPSAKE, YCTAHOBICHHOM YIOJHOMOYEHHBIM
(denepaabHBIM OPraHOM HCIIOJIHUTENLHON BIACTH;";

0) MYHKT 5 U3JI0KUTH B CIACAYIOMIECH pPEIaKIINN:

"5) co3maBaTh MEIUITMHCKUE HH(POPMAIIMOHHBIE CUCTEMBI, COACPKAIINE JaHHBIE O MAIMEeHTaX, 00
OKa3bIBAEMOW MM MEIUIIMHCKON MOMOIIU, O MEAUIIMHCKOW AESITEIbHOCTH MEIULIMHCKUX OpTraHu3aluil ¢
coOnrofeHreM TpeOOBaHUM, yCTAHOBIIGHHBIX 3aKOHOAATENLCTBOM Poccuiickoit denepanuu B oOnacTu
MIePCOHAIILHBIX IAHHBIX, U COOJIIOICHIEM BpaueOHOM TaitHBL.";

12) ctaTbio 91 U3I0XKUTH B CHAEAYIOLIEH PEAAKIIUU:

"Crarbs 91. Unpopmanimonnoe obdecrieueHue B chepe 31paBooXpaHEHUS

1. UadopmannonHoe obecrieueHue B cdepe 3ApaBOOXPAHEHHS OCYIIECTBISIETCS MOCPEICTBOM
CO3/aHMSI, PAa3BUTHS U OJKCIUTyaTauuu (eaepajabHbIX TOCYAAPCTBEHHBIX HH(POPMAIMOHHBIX CHCTEM B
cdepe 3apaBOOXpaHEHHUs, MHPOPMAITMOHHBIX CUCTEM B cdepe 3apaBooxpaHeHus denepanbHoro (onaa
0053aTeNTbHOTO MEUIIMHCKOTO CTPAaXxOBAaHUS U TEPPUTOPUATBHBIX (DOHIOB 0053aTEIBHOIO METUIIUHCKOTO
CTPaxOBaHMsI, TOCYIAPCTBEHHBIX HWH(POPMAIIMOHHBIX CHUCTEM B cdepe 3ApaBOOXPaHEHUS CyOBEKTOB
Poccuiickoit ®enepanuv, MEIUIMHCKUX HWHOOPMAITMOHHBIX CHCTEM MEAMIIMHCKUX OpraHU3aIui,
UH(POPMALIMOHHBIX CHCTEM (apMalleBTUYECKUX OpraHu3auuil (nanee - MH(GOPMAIMOHHBIE CHCTEMBI B
cthepe 31paBOOXpaHEHU).



2. B un(opMaMoHHBIX cucTeMax B cdepe 31paBOOXPaHEHUs OCYLIECTBISIOTCS cOOp, XpaHEHue,
o0paboTka W TpeAocTaBlieHHEe WHPOpMaUK 00 oOpraHax, OpraHU3alMsIX TOCYJapPCTBEHHOM,
MYHUIIUTIATBHOX W YacCTHOW CHUCTEM 3/PaBOOXPAaHEHHUS M 00 OCYLIECTBICHMM MEIHIIMHCKOM M HMHOM
JesATeTLHOCTH B cepe oxpaHbl 310poBbsi. OOpaboTKa MEPCOHANBHBIX JTaHHBIX B WH()OPMAIMOHHBIX
cuctemMax B cdepe 3IpaBOOXpPaHEHHUsS OCYIIECTBISETCS ¢ COOMIOAeHHEM TpeOOBaHUM, YCTAaHOBIEHHBIX
3aK0HO/IaTenbCTBOM Poccuiickoit denepanuu B 00JaCTH TEPCOHATBHBIX JaHHBIX, M COOIOACHUEM
BpaueOHOI TalfHBbI.

3. OnmneparopamMu UHGOPMALMOHHBIX cHUCTeM B cdepe 3ApaBOOXPAHEHHUS  SABISAIOTCA
VIIOJTHOMOYEHHBIN  (hefepaabHblii OpraH HWCIOJHUTEIBHOW BIIACTH, WHBIC (QelAepalbHbIE OpraHbl
UCIIOJTHUTENIbHON BIIacTH B cepe OXpaHbl 3J0pPOBbSI U HUX TEPPUTOPUAIbHBIE OpPraHbl, OpIaHbI
UCTIOJIHUTENIbHOW ~ BiacTH  cyObekra  Poccuiickoir ~ depepanyu,  YIOJTHOMOYEHHBIE  BBICHIMM
WCITOJTHUTEIIbHBIM OPTaHOM TOCYAapCTBEHHOW BiacTH cyOwbekTa Poccuiickoit ®denepanuu Ha co3gaHUE,
pPa3BUTHE W JKCIUTyaTallUI0 TOCYAApCTBEHHOW WH(MOPMAIMOHHOW CHCTEMBI B cepe 3ApaBOOXpaHECHUS
cyowsekTa Poccuiickoit deneparuu (anee - yrmoJHOMOYECHHBIE OpPTraHbl UCIIOJIHUTEIILHON BIIACTH CyObeKTa
Poccuiickoit ®epnepanuu), opraHu3alliy, Ha3HAUYEHHbIE yKa3aHHbIMM OpraHaMH, OpIaHbl YIPaBICHUS
OenepanbHoro ¢oHma 0043aTENBHOTO MEIUIMHCKOIO CTPAaxOBaHHUS M TEPPUTOPUATBLHBIX (OHIIOB
00513aTeNTFHOTO MEIUIIMHCKOTO CTPaXxOBAaHHUS B YACTH, Kacalollehcs MepcoHU(UIIMPOBAHHOTO yyeTa B
CUCTEME 00s13aTeIbHOT0 MEIUIIMHCKOIO CTPAXOBaHMsI, MEIUIIMHCKUE OpraHu3aluu U ¢apMaleBTUYECKue
OpraHu3aIiu.

4. TpeOGoBaHus K TOCYAapCTBEHHBIM HH(MOPMAIIMOHHBIM CHCTEMaM B cdepe 3IpaBOOXpaHEHUS
cyorekToB Poccuiickoii ®Denepanuu, MEIUIUHCKAM WH()OPMAIMOHHBIM CHUCTEMaM MEIUIMHCKHUX
opraHu3anii W HMHPOPMAIMOHHBIM CcHUCTeMaM (apMalleBTUUYECKUX OpraHu3aluil yCTaHaBIMBAIOTCS
YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM HCIIOTHUTEILHOW BIACTH.

5. Nnple mHbOpMAIIMOHHBIC CHUCTEMBI, MpEIHA3HAYCHHBIC I cOOpa, XpaHEHHs, 00pabOTKH H
npenocTaBieHuss WHQPOPMAIMU, Kacaromielcs  OeATENIbHOCTH  MEIUIMHCKUX  OpraHu3aluid U
MPEIOCTABIIAEMbIX UMHU YCIYT (fjajiee - UHbIe MHPOPMAIIOHHbBIE CHCTEMBI), MOT'YT B3aUMOJEHCTBOBAThH C
nH(OPMAIIMOHHBIMU CUCTEMaMH B chepe 3paBOOXpaHEHHS M METUIIMHCKUMU OPTaHU3aIUsIMU B TIOPSIIKE,
Ha YCIOBUSX U B COOTBETCTBHHM C TpEOOBaHUSMH, YCTaHOBJICHHBIMH [IpaBuTenbcTBoM Poccuiickoit
denepauuu.

6. Unple mHDOpMAITMOHHBIE CHCTEMBl IMOAKIIOUAIOTCS K €JUHOM TOCYIapCTBEHHOW CHCTEME B
cdepe 3ApaBOOXpPAHECHUS YIIOJTHOMOYCHHBIM (efiepaTbHbIM OPTaHOM HCIIOJIHUTEIHLHOU BIACTH U K €AHHON
cucteMe  MAEHTU(UKAUUU U  ayTeHTUPUKAUK  (elepalbHBIM  UCHOJHUTENIBHBIM  OpPraHOM
TOCY/IapCTBEHHOW BJIACTH, OCYIIECTBISIOMNM (YHKIIMH TIO BBIPAOOTKE M peanu3allii ToCyIapCTBEHHOU
MOJIMTUKY U HOPMATHUBHO-IIPABOBOMY PETYJIIMPOBAHUIO B cpepe HHPOPMAIIMOHHBIX TEXHOIOTHIL.";

13) nononHuTtsh cratbeii 91.1 cienyromero coaepKaHus:

"Crarbs 91.1. Enunas rocynapcTBeHHass HHPOPMaIIMOHHAS CUCTEMa B cepe 3ApaBOOXPAHCHHS

1. B mensx obecriedeHus JOCTyma rpaxaaH K ycayraM B chepe 31paBOOXpaHEHUs B dIEKTPOHHOM
dbopme, a Takke B3aMMOJCWUCTBHS HH(POPMAIMOHHBIX CHCTEM B cdepe 3ApaBOOXpaHCHUS
YIIOJTHOMOYEHHBIM  (efiepalbHBIM OpPraHOM HCIIOJTHUTEIHHOW BIIACTH CO3/aeTCs, pPa3BUBAETCA U
JKCITyaTUPYEeTCs eANHAas TOCyJapCTBEHHAs MHPOpPMAaIOHHas cucTemMa B cepe 31paBooXpaHeHus (naiee
- eIMHas CHUCTEMA).

2. ITonoxxeHue 0 €IUHOM CUCTEME, B TOM YHCIIC MOPSAIOK TOCTYyMa K HHGOPMAIINH, COIEPKAIICHCS
B HEH, MOpPSANOK W CPOKH TMpelacTaBieHHs WHpOpManmuu B EAWHYIO CHCTEMY, MOpPSJIOK oOOMeHa
nHopMmalueld ¢ HCIOJB30BAaHUEM EIUHON CHUCTeMBbI, yTBepxaaeTcss IIpaBurenbctBoMm Poccuiickoit
denepanuu.

3. Enunas cucrema BKIIFOYaET B ce0:

1) cBemeHus, conepxammuecs B (eaepalbHBIX HHGPOPMALMOHHBIX CHUCTeMax B cdepe
3IpaBoOXpaHeHus, GeaepaabHbIX 0a3ax AaHHBIX U (QeAepalbHBIX PEerucTpax B cdepe 3apaBOOXpaHCHHUS,
BEJICHHE KOTOPBIX OCYIIECTBIISIETCS YIIOJTHOMOYECHHBIM (eIepabHBIM OPTaHOM UCTIOTHUTEILHOM BJIACTH C
MCIIOJIb30BaHUEM €/IMHOM CHCTEMBI;



2) cBeAeHUS O MEOUIMHCKUX OpraHU3alMsX, 3a HUCKIIOUYEHHEM MEAMIIMHCKUX OpraHu3aiui,
MOJIBEJOMCTBEHHBIX (peiepalIbHbIM OpraHaM HCIIOJIHUTEIbHOW BIIACTH, B KOTOPBIX (eaepanbHbIMU
3aKOHAMH MPETYCMOTPEHA BOSHHAS CITy:k0a WM IpUpaBHEHHAs K HEell ciyk0a;

3) ykazanHble B cTtathe 93 HacTosmero denepaqbHOrO 3aKOHAa CBEACHHUS O JIUIAX, KOTOpHIE
YYaCTBYIOT B OCYIIECTBICHUN MEIULIMHCKOMN ESITEbHOCTH;

4) ykazaHHble B cTaThe 94 Hactosmero deaepaqbHOrO 3aKOHAa W OOE3IMYEHHBIC B TOPSIKE,
YCTaHOBJICHHOM YIIOJHOMOYECHHBIM (peiepaibHbIM OPTaHOM HCIIOJIHUTEIBHON BIACTH MO COTJIACOBAHUIO C
benepanbHBIM OPraHOM HMCIIOJHUTEIBHON BIACTH, OCYILIECTBISIONIMM (PYHKIIMH MO KOHTPOJIO U HAA30py
B cepe cpencTB MaccoBoil HMH(POpPMAIMH, CBEICHUS O JHIAX, KOTOPHIM OKAa3bIBACTCS MEIUITMHCKAS
MIOMOIIIb, & TAKXKE O JINLAX, B OTHOIIEHUH KOTOPBIX MPOBOJATCS MEIULIIMHCKUE IKCIIEPTU3bI, METULINHCKUE
OCMOTpPBI U MEIUIIMHCKHUE OCBUIETEIHCTBOBAHNS,

5) cBepeHHs] O MEAMIIMHCKOW JOKYMEHTAI[MH, 10 COCTaBY KOTOPBIX HEBO3MOXHO OMNPEIEIUTH
COCTOSIHME 3JI0POBbSI TpaklaHWHA, U CBEICHMUSI O MEIULMHCKOW OpraHu3aliy, B KOTOPON MEIULIMHCKAs
JOKYMEHTAUs CO3/1aHa U XPAHUTCS;

6) CBeIeHUS CTATUCTHYECKOTO HaOmioJeHHus B cdepe 3IpaBOOXpAaHEHUS, a TakKe CBOIHYIO
AQHAIUTUYECKYI0O MH(POPMAIMIO MO BOIMPOCAM OCYIIECTBICHUS MEAUIIMHCKOW AESTEbHOCTH U OKa3aHUs
MEJIUITTHCKOM ITOMOIITH;

7) cBeneHust 06 opraHu3aluy OKa3aHUsl BBICOKOTEXHOJIOTMYHOM METUIIMTHCKOM TOMOIIH;

8) cBemeHus, HEOOXOAMMBIE IS OCYIIECTBICHUS MOHUTOPWUHTA U KOHTPOJIS B cdepe 3aKyrmoK
JIEKapCTBEHHBIX MPEnapaToB sl 00ecreyeHus TOCYJapCTBEHHBIX U MYHULIUIIATbHBIX HYX]T;

9) cBemeHuss 00 opraHu3anMu oOecmeueHHs] TpaKIAaH JIEKapCTBEHHBIMH NpenapaTamMu JUls
MEAMIMHCKOTO MPUMEHEHUS, MEAUIMHCKUMH HU3JCNUAMU (M3IETUSIMU MEAUIMHCKOTO Ha3HAuYeHUus) u
CHEIMAIM3UPOBAHHBIMU MPOIYKTAMH JI€UeOHOT0 MTUTAHMs B COOTBETCTBHH CO cTaThell 6.2 denepalbHOTO
3akoHa o1 17 utons 1999 roga N 178-D3 "O rocynapcTBeHHOM colMaibHOM oMoy, mynkramu 19 u 20
yacTtu | crarbu 14, crarbeii 44 u myHkToM S yactu 2 ctathu 81 HacTosmero depepaibHOTO 3aKOHA;

10) xmaccuukatopsl, CIPaBOYHUKH W WHYIO HOPMAaTHBHO-CIIPABOYHYIO HH(pOpManuio B cdepe
3IpaBOOXPAHEHUs], TEpeUYeHb, TMOPSAOK BEACHUS M  HCIOJb30BaHUS KOTOPOW  OMpPEAeINIAIOTCS
YIIOJTHOMOYEHHBIM (pe/iepaIbHBIM OPTaHOM MCTIOTHUTEILHON BIACTH.

4. Enunas cucreMa o0ecrieunBaeT BeJeHUE QeIepabHBIX PETHCTPOB, MPEIYCMOTPEHHBIX YacThIO
2.1 cratbu 43, yactamu 4, 8 crtatbu 44 Hacrosmero deaepanbHOro 3akoHa, crathei 24.1 3akoHa
Poccuiickoit ®enepaunn ot 15 mast 1991 roga N 1244-1 "O conumanbHOM 3al1uTe rpaskaaH, MOABEPTIIMXCS
BO3JICUCTBUIO paJMialliy BeiieacTBre katacTpodsl Ha YepHoOblibckoit ADC".

5. Enunas cucrema oOecrneuynBaeT BO3MOXKHOCTH MPEJOCTaBICHHS TpakgaHaMm YCIyr B cdepe
3[paBOOXpAHEHUS] B JJIEKTPOHHOW (opMe MOCPEACTBOM €AMHOIO TopTalla TOCYJapCTBEHHBIX U
MYHHUIUIIAIBHBIX YCIIYT, [IEPEYEHb KOTOPBIX yTrBepxkaactcs IIpasurensctBom Poccuiickon @enepanuu.

6. ITocraBumkamMu nHGOpMaIUU B €IUHYIO CUCTEMY SIBISIOTCS:

1) ynomHOMOUYEHHBIH (peepanbHbli OpraH UCTIOIHUTEIBHON BIACTH;

2) denepanpHble OpraHbl HCIOJHUTEIBLHOM BJIacTH B cdepe OXpaHbl 3I0POBbS W HHBIE
denepanbHble OpraHbl HCIOJHUTEIHHONW BJIACTH B COOTBETCTBHM C TOJHOMOYHSMH, yCTAaHOBJICHHBIMHU
3aKoHOJaTenbCcTBOM Poccuiickoit denepannu;

3) @enepanbHbIil OHI 005A3aTETLHOTO MEIUIIMHCKOTO CTPAXOBAaHUS U TEPPUTOPUAIBHEBIE (DOHIBI
00s13aTeILHOTO MEAMIIMHCKOTO cTpaxoBaHus, Ilencuonubrii ¢oun Poccmiickoit denepanuu, DoHn
COLMAIIBHOrO cTpaxoBaHus Poccuiickon denepannu;

4) yroJITHOMOYEHHBIE OpPTaHbl UCIIOJIHUTEIILHON BIacTH cyobekTa Poccuiickoit deneparuu;

5) opraHbl MECTHOTO CaMOYIPABIICHHUS, OCYIIECTBISIONINE MOJHOMOYUS B cdepe OXpaHbI
310pPOBBS;

6) METUIIMHCKHE OpraHU3aIuu 1 papMaleBTUIECKUE OPraHnu3allnu;

7) opranusaiuu, SBISIOIINECS OlepaTopaMH UHBIX HUH(POPMAIIMOHHBIX CUCTEM, YKa3aHHBIX B YaCTH
5 crarbu 91 Hacrosero deaepaibHOrO 3aKOHA.

7. Tlonwp3oBarenssMu HWHGPOPMALMH, COJEPKAIIECHCS B €AMHOM CHCTEME, SBISIOTCS OpraHbl H



OpraHu3aliy, YKa3aHHbIE B 4aCTH 6 HACTOSIIEH CTaThH, a TAK)KE FPaKIaHE.

8. Jloctyn k mH(pOpMaNuM, COACPIKAIICHCS B €IUHON CHUCTEME, MPEIOCTABISAETCS MOCTABIIMKAM
uH(pOpMAaIlMK B €IMHYIO CHUCTEMY, a TAaKKe€ OpraHaM W OpraHU3alusM, SBISIOIUMCS IOJIb30BATEISIMU
€MHON CHUCTEMBI, B COOTBETCTBUU C WX KOMIIETEHIIMEH, YCTAaHOBJIEHHOW (elepanibHbIMU 3aKOHAMH U
IPUHATBIMU B COOTBETCTBUM C HHMMM HOPMAaTUBHBIMHM IIpaBOBbIMU akTaMu IIpe3unmenrta Poccuiickoin
®enepauun u [IpaBurennscta Poccuiickoit @enepanuu.";

14) B ctatbe 92:

a) yacTh 1 U3JI0KUTH B CICTYIOIICH pelaKIInu:

"1. IIpu ocymiecTBICHUN MEAUIIMHCKON ACSTEIHHOCTA BEJETCS yUeT NEPCOHANBHBIX JAHHBIX JIMII,
YYaCTBYIOIIMX B OCYILIECTBICHUN MEIULINHCKON JIEATEIbHOCTH, JIUI, KOTOPBIM OKA3bIBAETCS MEAULIMHCKAs
MOMOIIb, @ TAKXKE JIWI, B OTHOIIEHUU KOTOPBIX MPOBOISTCS MEIULMHCKUE HKCIEPTU3bI, MEIULIMHCKUE
OCMOTpBI 1 METUITUHCKHE OCBUJIETEIHCTBOBAHNS (J1ajiee - mepcoOHUUIIMPOBAaHHBIN yuer).";

0) B wacTu 2 cioBa "omeparopbl MH(GOPMALMOHHBIX CHCTEM, yKa3aHHbIE B 4acTH 2 ctaTbu 91"
3aMEHHUTH CJIOBaMHU '"omepaTopbl WH()OPMALMOHHBIX CHCTEM B cdepe 31paBOOXpaHEHUs, YKa3aHHbIE B
yactu 3 cratbu 91";

B) YaCTh 4 U3JIOXKHUTH B CIICIYIONIEH pelaKIuu:

"4, Tlpu BeneHUU NIEPCOHUDUITMPOBAHHOTO yueTa AODKHBI 00ecreunBaThesi KOHPUACHINATLHOCTD
NEPCOHANBHBIX JAAHHBIX JHUL, KOTOPbIE YYACTBYIOT B OCYIIECTBICHUH MEIULMHCKOW IEATENbHOCTH, JUL,
KOTOPBIM OKAa3bIBAETCS MEIMUIIMHCKAs MOMOIIb, a TaKXKe JIUI, B OTHOLIEHHUU KOTOPBIX MPOBOASTCS
MEIUIMHCKUE DKCIEPTU3bl, MEIULMUHCKUE OCMOTPbl M MEIULMHCKHE OCBHUACTEIILCTBOBAHUA, U
0e30MacHOCTh YKa3aHHBIX IEPCOHANBHBIX MJAHHBIX C COOJIOJCHHEM TpeOOBaHUM, YCTaHOBIEHHBIX
3aK0HO1aTeILCTBOM Poccutickoii denepamu B 007aCTH EPCOHATBHBIX JTaHHBIX.'";

15) B ctaTrbe 93:

a) B HAUMEHOBAHWM CJIOBa "B OKa3aHWUU MEIUIMHCKUX YyCIyr" 3aMeHWUTh CJIOBaMH "B
OCYIIECTBICHUN MEIULIUHCKOU JIeATeNbHOCTH "

0) B a03ame mnepBOoM cloBa "B OKa3aHWUM MEIWIMHCKUX YCIyr"' 3aMEHUTh CJoBaMu B
OCYIIECTBIECHUN MEIUILIUHCKON 1eATeNbHOCTH "

B) NyHKT 11 U310XKUTH B CIEAYIOLIEH peaKuu:

"11) cBegenuss o0 0oOpazoBaHWU, B TOM YHCIE JAaHHBIE 00 OpraHU3aAIUAX, OCYIIECTBIISIFOIINX
0o0pa3oBaTeNbHyI0 JAESITEeNbHOCTh M0 pealn3alui NPOPECcCCHOHANBHBIX 00pa30BaTEIbHBIX MPOrpaMm
MEIUIIMHCKOT0 00pa3oBaHMs, O JTOKyMEHTax 00 o0pa3oBaHMM U (WJIM) O KBAaJH(HUKAIMU, O JOTOBOPE O
11eJIEBOM O0OyUEHUH, a TAK)Ke JaHHbIE O cepTU(UKATE CIISIUAINCTA WK aKKPEIUTAIH ClIeHUaNnncTa;";

r) B mnyHkre 12 cnoBa "OKa3bpIBalolled MEIUIMHCKHE YCIYrH" 3aMEHUTh CJIOBaMHU
"OCYIIECTBIAIONIEH MEAUIIUHCKYIO IEATEIIbHOCTh";

n) B nyHkre 13 cioBa "OKa3bIBAOIIEW MEAMIIMHCKHE YCIYrd" 3aMEHUTh CIIOBaMU
"OCYIIECTBIAIONIEH MEAUIIUHCKYIO JIEATEIIbHOCTh";

€) JOMOJIHUTh MYHKTOM 14 cenyroIero coaepKaHus:

"14) cBeneHUs O YICHCTBE B MEAMIIMHCKHUX MPO(ECCHOHATBHBIX HEKOMMEPUYECKHX OpTraHU3aIusX,
yKa3aHHBIX B cTaTbe 76 HacTosmiero denepaibHOro 3aKoHa (MPU HATHYUH).";

16) B ctatbe 94:

a) HAUMEHOBAHME U3JIOKUTH B CIEYIOLIEH PeIaKIIUuU:

"Cratbs 94. CBeneHus 0 IUIax, KOTOPbIM OKa3bIBAETCS MEAUIIMHCKASI TOMOIIb, & TAKKE O JIUIAX,

B OTHOIIIEHHH KOTOPBIX MPOBOASTCS MEAUIMHCKHUE SKCIEPTU3bI, MEAUIIMHCKUE OCMOTPbI
1 MEIUIIMHCKHE OCBUICTEIHCTBOBAHUA';

6) B a03ame mepBOoM cloBa "OKa3bIBAIOTCS MEIUIMHCKHE YCIYrH' 3aMEHUTh CIOBaMH
"OKa3pIBa€TC MEIMLMHCKAs IOMOIIb, & TaKXe O JHUIAX, B OTHOIIEHHH KOTOPBIX IPOBOIATCS
MEIUIIMHCKUE KCIIEPTU3bI, MEAUIIMHCKAE OCMOTPHI U MEAUIIMHCKHUE OCBUJIETEIHCTBOBAHUA";

B) B myHkTe 14 cinoBa "oka3aBIIel MEIUIIMHCKUE YCIYTH'" 3aMEHUTH CIIOBAaMHU " OCYIIECTBIISIOIICH
MEJUIIUHCKYIO I€ITEIbHOCTD";

T) NyHKT 18 U3I0KUTH B CIEAYIOMEH pPEAaKIINN:



"18) 0ObeM OKa3aHHOW METUITMHCKOM ITOMOIIM, BKJIIOUAs CBEICHHUS 00 OKa3aHHBIX MEIUIIMHCKHX
ycayrax;";

J) NyHKT 21 U3J10KUTh B CIAEAYIONIEH peaaKluu:

"21) cBemeHHUs O TPOBEICHHBIX MEIUIIMHCKUX DJKCIEPTH3aX, MEAMIIMHCKUX OCMOTpax H
MEIUIIMHCKUX OCBUJIETEIBCTBOBAHUSIX U UX PE3YJIbTATHI;";

€) B NMyHKTe 23 cioBa "METUIIMHCKYIO YCIyTy'" 3aMEHHUTHh CIIOBaMU '"MEIUITMHCKYIO TIOMOIIIb,
MIPOBOJIUBIIIHNX MCIULIMHCKHE AKCIIEPTHU3BI, MCOUIMHCKHE OCMOTpBI u MEOULIMHCKHE
OCBHUJICTEILCTBOBAHUS".

Crarbi 4

1. Hactosaumit denepanbHplii 3aK0H BCTynaer B cuity ¢ 1 suBapst 2018 rona.

2. llomoxenust crarbu 26 ®enepanpHOoro 3akoHa ot 8§ sHBapsd 1998 roma N 3-®3 "O
HapKOTHUYECKUX CPEICTBaX M IICUXOTPOMHBIX BemecTBax" (B pemakuuu Hacrosmero dexepalbHOrO
3akoHa), crateii 4 u 6 denepanpHoro 3akoHa ot 12 ampens 2010 roma N 61-®3 "O6 obpamieHun
JIEKApCTBEHHBIX CpeACcTB" (B pemakuuu Hacrosmero deaepalbHOro 3aKoHa), MyHKTa 3 cratbu 78
®denepanpHoro 3akoHa oT 21 HosOps 2011 roma N 323-03 "OO6 ocHOBax OXpaHbI 370POBbS TPAXKIAH B
Poccuiickoit ®enepauun" (B pemakuum Hactosimero @denepanbHOro 3akoHa) B YacTH, Kacaromleics
dbopMupOBaHHMS U BBIJAYM PELENTOB Ha JIEKApCTBEHHbIE IMpernapaThl, COJAEpKallhie Ha3HaYeHHe
HapKOTHUYECKUX CpPEICTB WJIM TICUXOTPONHBIX BEIIECTB, B (opMe DBICKTPOHHBIX JOKYMEHTOB,
npumMensitoTcs ¢ 1 suaps 2019 ropa.

3. [onoxenwust wacrteii 3 u 6 crarbu 91.1 depepanpHoro 3akoHa ot 21 Hos6ps 2011 roxa N 323-
®3 "OO6 ocHOBax OXpaHBI 3J0pOBBs TpaxkaaH B Poccuiickoit denepanuu" (B pemakiuu HACTOSIIETO
®denepallbHOTO 3aKOHa) HE MpuMeHsitoTces 10 1 sHBaps 2019 roga B yacTu, Kacaromelcs NpegoCTaBICHUS
nH(poOpMaIui B €IWHYIO TOCYIapCTBEHHYIO WH(OPMAIMOHHYIO CHCTEMY B cdepe 3IpaBOOXpaHEHUs, B
OTHOLIEHUH MEAMIMHCKUX OpraHM3alMii YaCTHOM CHCTEMBI 3paBOOXPAHEHUS, €CIIU TAKUE MEIULIMHCKNE
OpraHM3aIy paHee He MPUHSUIA PELIEHHUS O MPEeI0CTaBIeHUU NHPOPMAIIUH B YKa3aHHYIO CUCTEMY.

[Ipesunent Poccuiickoit denepanu B. Ilytun
Mocksa, Kpemib

29 uronsg 2017 roga
N 242-®3



