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®enepanbHblil 3akoH OT 29 utoiist 2017 r. N 242-03 "O BHeceHUM U3MEHEHU B OT/ICJIbHbBIC
3aKOHOJIaTeabHbIe akThl Poccuiickoit deneparinu mo BompocamM IpuMEHEHUsT HHOOPMAITMOHHBIX
TEXHOJIOTUH B cpepe OXpaHbl 370POBbs"

DenepajbHblil 3aK0H 0T 29 uroust 2017 r. N 242-P3
"O BHeceHMH M3MEHEHU B OT/Ae/bHbIE 3aK0HOAaTe/IbHbIe aKkThl Poccuiickoii Dexepanuu no
BOINPOCaM NPUMeHeHHsI MH(POPMAIMOHHBIX TEXHOJIOTHI B cepe oXpaHbI 310pOBbA"

IIpunsar I'ocynapcreennoi Aymoii 21 urous 2017 roga
Onoopen Coserom ®enepanun 25 urogs 2017 roga

Crartps 1

Buectu B cratsio 26 @enepanbHoro 3akoHa oT 8 stHBapst 1998 roga N 3-®3 "O HapkoTHUECKHX
cpenctBax W ncuxoTponHbix BemecTBax" (CoOpanue 3akoHomarenbeTBa Poccuiickoit deneparuu, 1998,
N 2, cr. 219; 2003, N 27, ct. 2700; 2011, N 49, cr. 7019; 2013, N 48, cr. 6165; 2016, N 27, cT. 4238)
CJIETyIOIINE U3MEHEHUS:

1) nyHKT | U310XKUTH B CIEAYIOUIEH peaaKkIuu:

"1. Peuentsl, comepxamiye Ha3HauU€HHWE HAPKOTUYECKUX CPEACTB HIIM MCHUXOTPOIIHBIX BEIIECTB,
opopMIISIOTCST Ha CHENMATbHBIX OJIaHKaX Ha OyMaXKHOM HocuTene U (W) GOPMUPYIOTCS C COTIIACHUS
NalUeHTa WM €ro 3aKOHHOTO MpPEACTaBUTENss B (OpME DIEKTPOHHBIX TOKYMEHTOB, MOJMUCAHHBIX C
UCTIOJIb30BaHUEM YCHJICHHOH KBaJM(PUIMPOBAHHOW AIIEKTPOHHOM TOMIMHMCH JIEYallero Bpaya WU
denpamiepa, akymepkd, Ha KOTOPBIX BO3JOKEHBI (DYHKIIMM JIeYallero Bpaya, U COOTBETCTBYIOIICH
MEJIUIIMHCKOW OpraHnu3amuu."”;

2) nyHKT 2 mocie cioB "mpaBuia ohopMiIeHHS" JOMOJHUTH CIOBaAMH
AJIEKTPOHHBIX IOKYMEHTOB,'".

, B TOM 4ucie B Gopme

Crartbs 2

Buectu B @enepanbubiii 3akon ot 12 anpens 2010 roga N 61-03 "O6 obpaiieHun JeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHonarenbcTBa Poccuiickoit denepanuu, 2010, N 16, ct. 1815; 2011, N 50,
cT. 7351; 2012, N 26, ct.3446; 2013, N 48, cr. 6165; 2014, N 52, cr. 7540; 2015, N 29, cr. 4367)
CJIETyIOIINE U3MEHEHHUS:

1) nyHKT 53 cTaThu 4 U3NOKUTH B CIEAYIONIEH PEeaKIIUU:

"53) peuent Ha JeKapCTBeHHbIN NMpenapar - MEAUIMHCKUI TOKYMEHT YCTaHOBJIEHHON (OpMBI,
CoJiep/Kallvii Ha3HA4YEHHWE JIEKapCTBEHHOIO IIpernapara A MEJUIMHCKOTO IPUMEHEHUS, BbIIAHHBIN
MEAMIMHCKUM DPAOOTHUKOM B LENSIX OTIYCKa JIEKApCTBEHHOTO IpernapaTa WIM €ro W3rOTOBJICHUS U
OTITycKa Ha OyMa)KHOM HOCHUTEJIE WJIM C COTJIacHsl MallMeHTa WM €ro 3aKOHHOTO MpeJCTaBUTeNs B (hopme
JJIEKTPOHHOTO JIOKYMEHTA, MOJMMCAHHOIO C HCIIOJIb30BAHUEM YCHJIEHHOW KBaJM(UIMPOBAHHOMN
3JIEKTPOHHON MOJIUCH MEAULIMHCKOTO pabOTHUKA, TMOO TOKYMEHT YCTaHOBIEHHOH ()OPMBI, COAEpIKAINNA
Ha3Ha4YeHHE JIEKapCTBEHHOI'O Ipemnapara Ui BETEPUHAPHOTO NPUMEHEHMsI, BbIIAHHBIM BEeTEpUHAPHBIM
pabOTHUKOM B IENIAX OTIYCKa JIEKApCTBEHHOTO IpenapaTa WM €ro M3rOTOBJEHHS U OTIyCcKa Ha
OyMa)kHOM HOCHTENE;";

2) crarbio 6 JOMOJHUTH ITYHKTOM 4 CIEAYIOMIETO COJIepKaHUs:

"4) npuHsTHE pelieHus 00 MCIONb30BaHMM Ha TeppuTtopuu cyobekrta Poccuiickoit denepanun
HapsIy ¢ pelenTamMy Ha JIeKapCTBEHHbIE MpenapaTsl, 0(popMICHHBIMA Ha OyMa)KHOM HOCHUTEJNIE, PEIeNTOB
Ha JIEKapCTBEHHBIE IIpenapaTsl, CPOPMUPOBAHHBIX B (HOpPME AIEKTPOHHBIX JOKYMEHTOB.".

Crartba 3

Buectu B @eniepanbubiii 3akon oT 21 HostOpst 2011 roga N 323-®3 "O6 ocHOBaX OXpaHbI 310pPOBbs
rpaxnan B Poccuiickoit @enepanmn” (CoOpanue 3akoHonarenscTtBa Poccuiickoit @enepanun, 2011, N 48,
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cT. 6724; 2012, N 26, ct.3446; 2013, N 27, cr.3477; N 39, ct.4883; N 48, ct. 6165; 2014, N 30,
cT. 4257; N 43, cr. 5798; N 49, cr. 6927, 6928; 2015, N 1, ct. 85; N 10, cr. 1425; N 27, ct. 3951; N 29,
cT. 4397; 2016, N 1, cr. 9, 28; N 15, cr. 2055; N 18, ct.2488; N 27, ct.4219; 2017, N 18, ct.2663)
CJIEIyIOIINE U3MEHEHNUS:

1) ctaTho 2 JOMOTHUTE ITYHKTOM 22 CIEAYIOMIET0 COACPKaHUs:

"22) TejsieMeIUIMHCKHE TEeXHOJIOTHMM - HH(OPMAIIMOHHBIE TEXHOJIOTUH, OOECIIeYMBAIOIINE
JTUCTAHIIMOHHOE B3aMMOJCHCTBHE MEAUIIMHCKUX PAOOTHMKOB MEXAYy COOOM, C ManueHTamMH U (Wiu) UX
3aKOHHBIMH  MPEICTABUTENSAMH,  WACHTUQHUKAIMIO W ayTeHTH(PUKALMIO  YKa3aHHBIX  JIMII,
JTOKYMEHTUPOBAHUE COBEpIIAEMbIX HMHU JCUCTBHI MNpPH MPOBEICHUU KOHCUIMYMOB, KOHCYJIbTallUH,
JUCTAHIIMOHHOTO MEUIIMHCKOT0 HAOII0AEHUS 32 COCTOSIHUEM 3/10pOBbS NallMeHTa.";

2) cratbio 10 gomoaHUTh MyHKTOM 10 CIIeIyIONIEro coaepKaHus:

"10) npuMeHeHNEM TEIEMENULIMHCKUX TEXHOJIOTUI.";

3) Buactu 2 craTthu 14:

a) B myHkTe 11 cioBa "3eKTpoHHOM BUE" 3aMEHUTH clIoBaMU "(hopMe 3JIEKTPOHHBIX TOKYMEHTOB,
MOPSIKOB MX BEJCHUS";

0) B mynkTe 16 cioBa "u BBIMUCHIBAaHUSA" UCKITIOUUTH;

4) yactb 7 cratbu 20 U3MOXKUTH B CIEAYIOMIECH PEIaKIINU:

"7. UndopmupoBanHoe TOOPOBOJILHOE COTIIACHE HA MEIMIIMHCKOE BMEUIATEIhCTBO MIIM OTKa3 OT
MEAMIIMHCKOTO BMEIIATENIbCTBA COACPKUTCS B MEIULIMHCKON JOKYMEHTAIIMH TPaKIaHIHA U 0(OpMIISIETCS
B BHJIE JOKYMEHTa Ha OyMa)KHOM HOCHUTEJNE, MOANUCAHHOIO TPaKJaHUHOM, OJHUM U3 POJIUTENIeH WU
WHBIM 3aKOHHBIM TpEACTaBUTEIIEM, MEIUWLIUHCKUM paboTHUKOM, Jub0 dopmupyercs B Qopme
AJIEKTPOHHOI'O JIOKYMEHTA, MOJANKUCAHHOTO TPakKIaHUHOM, OJHUM U3 POJIUTENEH WM WHBIM 3aKOHHBIM
IpEJCTaBUTENIEM C MCIOJIb30BAaHUEM YCUJICHHOM KBaNU(UIIMPOBAHHON SJIEKTPOHHOM TMOANUCU WIH
IPOCTOW 3JIEKTPOHHON MOJINUCU MOCPEACTBOM IPUMEHEHHUS €JUHOM CHUCTEMBbl HAECHTU(UKALUU U
ayreHTU(UKAIMU, a TakkKe MEIULUUHCKUM  pabOTHHUKOM C  HCHOJb30BAaHHUEM  YCHIIEHHOM
KBUTH(UIIMPOBAHHON 3JCKTPOHHOW moamucu. MHpopmMupoBaHHOe T00pOBOIBHOE COIJIacHe Ha
MEJMIIMHCKOE BMEIIATENBCTBO MJIM OTKa3 OT MEAMIIMHCKOTO BMEIIATENbCTBA OJHOTO M3 POJIUTENCH WU
MHOTO 3aKOHHOTO IIPEJICTaBUTEJNA JIMLA, YKA3aHHOI'O B 4YacTU 2 HACTOSILEH CTaTbu, MOXET OBITh
chopMHupoBaHO B (opMe DIEKTPOHHOTO JOKYMEHTa NpU HAJIUYUU B MEAMLIMHCKOM JIOKYMEHTALUU
MaIMeHTa CBEICHUI O €ro 3aKOHHOM TpecTaBuTene.";

5) "acth 5 ctaThy 22 U3M0KHUTH B CIEAYIOIICH peIaKIiu:

"S. [TauueHT 1100 €ro 3aKOHHBIN NMPEACTaBUTEIh UMEET MPABO M0 3alpoCy, HAIIPABIEHHOMY B TOM
quciae B DJEKTPOHHOH (opme, MosyyaTh OTpakarole COCTOSHUE 3/10pOBbS MAallMEHTa METULIMHCKHE
JIOKYMEHTHI (X KOIUH) U BBIMUCKH U3 HUX, B TOM YuCie B (POpME 3IEKTPOHHBIX JOKYMeHTOB. [lopsaok u
CPOKH TPEIOCTaBICHHS MEAUIIMHCKUX TOKYMEHTOB (MX KOMH) M BBIMUCOK W3 HUX YCTAHABIMBAIOTCS
YIIOJIHOMOYEHHBIM (e/iepalIbHbIM OPraHOM MCIIOIHUTEIBHON BIacTH.";

6) "yacTth 8 cTaTh 34 U3M0XKUTH B CIEAYIOIICH peIaKIiu:

"8. Opranuzamusi oka3aHUs BBICOKOTEXHOJOTHMYHON MEIMIIMHCKON TOMOIIU OCYIIECTBIISIETCS C
NPUMEHEHHEM €IMHOW TOoCyJapCTBEHHON HH(OpPMAIMOHHOW CHUCTeMBI B cepe 3apaBOOXpaHEHUS B
NOpPSAJKE, YCTAHOBJIEHHOM YIOJHOMOYEHHBIM (eiepabHbIM OPIaHOM HCIIOIHUTEIbHON BIAcTH.";

7) NOTMONHUTH cTaThell 36.2 CIeAYIONIETo COAepKAHUS:

"Crarbsi 36.2. OcoOEHHOCTM MEIMIMHCKOM TIOMOIIM, OKa3bIBa€MOW ¢ MPHUMEHEHUEM

TEJIEMEIULIMHCKNUX TEXHOJIOTUI

1. MemunuHckass MOMOIIbL C MPUMEHEHHEM TEeJIEeMEIULUHCKUX TEXHOJOIMH OpraHusyercss U
OKa3bIBAaeTCsI B TOPSJIKE, YCTAaHOBJICHHOM YIIOJHOMOUYEHHBIM (hefiepabHbIM OPraHOM HCIIOJHUTEIbHON
BJIACTH, a TAK)K€ B COOTBETCTBUH C MOPSAKAMH OKa3aHUS MEAMIIMHCKON IMOMOIIY U HAa OCHOBE CTaHJApTOB
MEAMIMHCKON TOMOMIH.

2. KoHCynbTallMM NaMeHTa WIK €ro 3aKOHHOTO TMPEACTABUTENS MEIUIUHCKUM pPaOOTHUKOM C
IIPUMEHEHNUEM TEJIEMEIUIIMHCKUX TEXHOJIOTHI OCYIIECTBIIAIOTCS B LIEIAX:

1) mpodunaktuku, cOopa, aHaIM3a Kaio00 NalleHTa U JaHHbIX aHaMHe3a, OLIEHKH 3((EKTUBHOCTH
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Je4eOHO-AMarHOCTUYECKUX MEPOINPUATHI, MEAMIIMHCKOrOo HAOMIONEHUsI 3a COCTOSHHUEM 370POBbs
MalUEHTA;

2) npUHSTHS PEIICHUs 0 HEOOXOIMMOCTH MPOBEJICHUSI OYHOTO MpHeMa (0CMOTpa, KOHCYJIbTALINH).

3. Ilpu npoBeneHUH KOHCYJIbTAIMH C MPUMEHEHHUEM TEJIEMEAUIMHCKUX TEXHOJOTUM JIeHalluM
BpPauoOM MOXKET OCYIIECTBJISATHCS KOPPEKLHs paHee Ha3HAUEHHOTrO JICYEHUS MPHU YCIOBUHM YCTaHOBJICHUS
UM JMarHo3a U Ha3HAYeHUs JICUCHUsI HA OYHOM IpueMe (0CMOTpe, KOHCYJIbTALINH).

4. JluctaHuuoOHHOE HaOJIOJIEHWE 3a COCTOSHUEM 3J0pOBbsl IMallMEHTa HAa3HAYaeTCs JeyalluM
BpavoOM IOCTIE OYHOTO TpreMa (0CMOTpa, KOHCYJIbTAIUH). J[MCTaHIIMOHHOE HAOIIOACHHE OCYIIECTBISICTCS
HAa OCHOBAHMHU JIaHHBIX O [MAalMEHTE, 3aPETUCTPUPOBAHHBIX C MPUMEHEHHEM MEIULMUHCKUX H3JCNIUM,
MpeHa3HAYEHHBIX /i1 MOHUTOPUHTA COCTOSIHUSI OpraHu3Ma 4ejoBeKa, W (WJIM) Ha OCHOBAHUU JIaHHBIX,
BHECEHHBIX B €AMHYIO IOCYJapCTBEHHYIO MH()OPMAIMOHHYIO CHCTEMY B cdepe 3ApaBOOXPAHEHUS, WIH
rOoCy/IapCTBeHHYI0 WH(GOPMAIMOHHYI0 CcHCTeMy B cdepe 3apaBooxpaHeHus cyOwnekra Poccuiickoit
Oenepaliv, WIKM MEIUIUHCKYIO HH(DOPMAILMOHHYIO CHUCTEMY, WIH HWH(OPMALMOHHBIE CHCTEMBI,
yKa3aHHbIE B yacTH 5 ctatbu 91 HacTodmero denepaqbHOTO 3aK0Ha.

5. IlpumeHeHue TeNEeMEIUIIMHCKUX TEXHOJOTHM TMpU OKa3aHUM MEIUIIMHCKON TMOMOIIU
OCYIIECTBIISIETCA C COOJIO/IeHHEeM TpeOOBaHMM, YCTAaHOBJICHHBIX 3aKOHOAATENIbCTBOM Poccuiickoit
®enepalyy B 00J1aCTH MEPCOHATBHBIX JAHHBIX, U COOII0/IEHUEM BpaueOHON TallHbI.

6. B nemsix waeHTH(UKAINA ¥ ayTeHTU(PUKANUNA YIaCTHUKOB JHCTAHIIMOHHOTO B3aWMOJICHCTBUS
OpU OKa3aHWW MEAUILIMHCKON MOMOIIM C MPUMEHEHHEM TeIEMEAUIIMHCKUX TEXHOJIOTHM HCHOJIb3YeTCs
eIMHAs CUCTeMa HICHTU(UKAIINY U ayTeHTU(PUKAIINH.

7. JokymeHTHpoBaHuEe HHPOpMAIUM OO0 OKa3aHUM MEIULMHCKOH TOMOIIM MalueHTy C
MPUMEHEHUEM TEJIEMEAUIIMHCKUX TEXHOJIOTHH, BKJIOUas BHECEHHME CBEICHUM B €ro MEIUIIUHCKYIO
JOKYMEHTAIMIO, OCYILECTBISETCS C HMCIOJIb30BAHUEM YCWICHHON KBATM(PHUIIMPOBAHHOW 3IIEKTPOHHOMN
MOJIITMCH MEIUIIMHCKOTO pabOTHHKA.";

8) abzamr mepmeiii wactu 4 crareu 37 mocne cinoB  "CTaHZApT MEIUIMHCKON ITOMOIIH
pa3pabarbiBaeTcs" JOMOJHUTH CJIOBaMHU "B TOPS/IKE, YCTAaHOBJICHHOM YIOJHOMOYEHHBIM (herepanbHbIM
OpraHoOM MCIOJIHUTEILHOU BJIACTH,";

9) nyHkT 4 yactu 2 cTaTby 73 U3JI0XKUTD B CIEAYIOLIEH peIaKINU:

"4) HazHayaTh JICKAPCTBEHHBIE TMpenaparhl B TMOPSAIKE, YCTAHOBIEHHOM YIIOJHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIIOJIHUTEIBLHON BIACTH;'";

10) B mynkre 6 gactu | crateu 74 clOBO "BBIMHCHIBATH" 3aMEHHUTH CJIOBaMHU "BBIABATh PELICITHI
Ha';

11) B ctatwe 78:

a) MyHKT 3 U3JI0KUTh B CIEIYIOIIEN pelaKIIuu:

"3) BBIIABaTh MEAMIIMHCKHE 3aKIIFOUEHUS, CIPABKHU, PELENThl Ha JIGKAPCTBEHHBIC Mpenaparbl U
MEIUIIMHCKUE W3JIeTuss Ha OyMaXHOM HocuTesne W (WIM) C corjlacusl MalMeHTa WM €r0 3aKOHHOTO
npecTaBuTeNs B (popMe NIeKTPOHHBIX JOKYMEHTOB C UCTOIb30BaHUEM YCHIIEHHOW KBaTU(UIIUPOBAHHOM
SJICKTPOHHOM TOAMMCH MEIUIIMHCKOTO pa0OTHHKA B TMOPSIKE, YCTAaHOBJIEHHOM YIOJHOMOYEHHBIM
dbenepanbHBIM OPraHOM HCTIOTHUTENBLHOM BIACTH;";

0) MYyHKT 5 U3JI0KUTH B CIEAYIOLIEH peJaKuu:

"5) co3naBaTh MEAUIIMHCKUE UH(POPMAIIMOHHBIE CUCTEMBI, COJIEpKAIlUE TaHHBIE O MalueHTax, 00
OKa3bIBAEMOW MM MEIUIIMHCKON MOMOIIY, O MEAUIMHCKON JIEATEIbHOCTH MEAUIUHCKAX OpraHu3alui C
coOnrofieHreM TpeOOBaHUM, YCTAaHOBIEHHBIX 3aKOHOAATeNbcTBOM Poccuiickoit denepanuu B obmacTtu
MIePCOHAIILHBIX JIAHHBIX, U COOJIIOICHIEM BpaueOHOM TaltHBbL.";

12) cratbio 91 U310KUTH B CAEAYIOMIEH peakivu:

"Crarbs 91. UndopmanimonHoe odecrieueHue B cepe 31paBoOXpaHeHUS

1. Uudopmanmonnoe obecrneueHue B chepe 3ApaBOOXpPAHEHUS OCYIIECTBISETCS IMOCPEICTBOM
CO3JaHUs, PA3BUTUS W IKCIUTyaTaluul (pegepaibHbIX TOCYAApCTBEHHBIX HH(MOPMAIIMOHHBIX CHCTEM B
cdepe 31paBoOXpaHeHUs, HTHPOPMAIMOHHBIX CUCTEM B cepe 3apaBooxpanenus DenepanpHoro (ouma
00513aTeILHOTO MEIUIIMHCKOTO CTPAXOBaHUS M TEPPUTOPHATHHBIX (POHIOB 00S3aTEILHOTO MEIUIIMHCKOTO
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CTpaxoBaHMsl, T'OCYAAPCTBEHHBIX HH()POPMALMOHHBIX CHUCTEM B cdepe 3ApaBOOXpPaHEHUs CYOBEKTOB
Poccuiickoit ®enepannu, MEIUIMHCKAX HWH(MOPMAIMOHHBIX CHUCTEM MEIUIMHCKUX OpraHU3allHid,
MH(POPMALIMOHHBIX CHCTEM (apMalleBTUYECKHX OpraHu3aluil (mganee - MH(OPMAIMOHHBIE CHCTEMBI B
cdepe 31paBOOXpAHCHUS).

2. B uH(popMaIMOHHBIX CUCTEMAaX B cdepe 3ApaBOOXPAHEHMs OCYIIECTBIISIIOTCA cOOp, XpaHEHHeE,
o0paboTka ¥ mpegocTaBieHue uHPopManmuu 00 OpraHax, OpraHU3alUsaX TOCYAapCTBEHHOM,
MYHUIUNAIbHON U 4YacTHOM CHCTEM 3/IpaBOOXPAaHEHHs M 00 OCYLIECTBICHUHM MEAMLIMHCKOW W WHOU
NesITeIbHOCTH B cdepe oxpaHbl 370poBbi. OOpabOTKa MEPCOHATBHBIX JAaHHBIX B WH(POPMAIMOHHBIX
cucreMax B cdepe 31paBOOXPAHEHUS] OCYIIECTBIIAETCS C COOJIIOJEHHEM TpeOOBaHMM, YCTaHOBIEHHBIX
3aKoHONATeNbCTBOM Poccuiickoit @Denepanuu B 00JacTH TMEPCOHAIBHBIX TaHHBIX, UM COOJIOIEHUEM
BpaycOHOMN TalHBI.

3. Omneparopamu  WHGOPMAIMOHHBIX CHCTEM B cdepe 3ApaBOOXpPAHEHUS  SBIAIOTCA
YIIOJIHOMOYEHHBIH  (peepanbHblii OpraH MCIOJHUTENBHONW BIAcTH, HHbIE (enepaabHble OpraHbl
UCTIOJIHUTENIHOW BJIACTH B cdepe OXpaHbl 3JI0pOBbSI W HX TEPPUTOPUAIBHBIE OPTaHbl, OpPraHbI
UCIOJIHUTENIbHOW  BiacTM  cyObekta  Poccuiickoit ~ ®enepauuu,  yINOJHOMOYEHHBIE  BBICIIUM
UCIIOJIHUTENIbHBIM OpPIaHOM TOCYAapCTBEHHOM Biactu cyObekTa Poccuiickoii ®depepanuu Ha cO3JaHUE,
pa3sBUTHE M HKCIUIyaTal[MI0 TOCYIapCTBEHHOM MH(POPMALMOHHOM cHcTeMbl B cepe 31paBOOXpaHEHMS
cyonekTa Poccuiickoii Denepanuu (J1anee - ynoJHOMOYCHHBIC OPTaHbl UCTIOJTHUTEILHOM BIIACTH CYOBEKTa
Poccuiickoit ®enepanun), opraHu3aldy, Ha3HAUCHHbIC YKa3aHHBIMM OpIraHaMH, OpraHbl YIpaBJICHUs
OenepanbHOro (PoHAA 005A3aTEIBHOTO MEAMIMHCKOTO CTPAaXOBaHUS W TEPPUTOPHAIBHBIX (HOHIOB
00513aTeJIbBHOr0 MEAMLIMHCKOTO CTPAaXOBaHUS B YacTH, Kacarolleics NepcoOHUM(PULIUPOBAHHOIO ydeTa B
cucTeMe 00s3aTeIbHOI0 MEJUIIMHCKOTO CTPaXOBaHUs, MEIUIIMHCKUE OpPraHU3aluy U (papManeBTHIECKUe
OpraHH3alyHy.

4. TpeboBaHUS K TOCYNapCTBEHHBIM HH(OPMAUMOHHBIM CHCTEMaM B cepe 3apaBOOXpaHCHHS
cyobektoB Poccuiickoit ®enepanuy, MEIUIUHCKMM HHGOPMALMOHHBIM CHUCTEMaM MEIULIMHCKHUX
opraHu3anii ¥ WHPOPMALMOHHBIM CcHCTEMaM (apMaleBTUYECKUX OpPTaHMU3alUN yCTAaHABIMBAIOTCS
YIOJIHOMOYEHHBIM (heiepalbHbIM OPTaHOM UCIIOJHUTEIIBHON BIACTH.

5. Vaple mH(pOPMALMOHHBIE CHCTEMBI, MpeIHAa3HAUYCHHBIE s cOOpa, XpaHeHus, oOpaboTKu U
npefocTaBleHuss  MHGpOpMalMK, Kacaroulelcs — JeATeNbHOCTH  MEIMLIMHCKUX  OpraHu3aluii U
IPEIOCTABISAEMbIX UMH YCIYT (Jajiee - UHbIe MH(POPMAIIMOHHBIE CUCTEMBI), MOT'YT B3aUMOJIEHCTBOBATH C
UH(POPMALIMOHHBIMU CUCTEMaMH B chepe 31paBOOXpaHEHUS U MEAULIMHCKUMH OpraHU3aLUsIMU B MOPSJIKE,
Ha YCJIOBHUSX M B COOTBETCTBMM C TpeOOBaHMSIMH, ycTaHOBJIEHHbIMU IIpaBurensctBoMm Poccuiickoii
®denepanuu.

6. Unple mH(pOpMallMOHHBIE CHCTEMBI MOJKIIOYAIOTCS K €IWHOM rocydapCTBEHHOM cucteme B
cdepe 31paBOOXpaHEHUS YIIOJIHOMOYEHHBIM (heiepalibHbIM OPraHOM UCIOJHUTEIBHOMN BIACTH U K €JMHON
cUCTeMe  MJEHTU(UKAUMK W  ayTeHTU(UKauuu  QenepaJbHbIM  HCIOJIHUTEIbHBIM  OpraHOM
rOCyJapCTBEHHOHN BJACTH, OCYLIECTBISAIOMMM (PYHKIIMHM MO BBIPAOOTKE M peaju3alMy rocyIapCTBEHHON
MOJIMTUKU U HOPMATUBHO-IIPABOBOMY PETYJIIMPOBAHMIO B cpepe NHPOPMAIIMOHHBIX TEXHOIOTH.";

13) nomonaHUTH cTatheit 91.1 creayromero conep:Kanus:

"Crarbs 91.1. Enqunas rocygapcTBeHHass ”HGOPMAIlMOHHAs cUCTEMa B cepe 3paBOOXpaHEHHS

1. B nenax obecneueHus JocTyna rpax/iaH K yciayraMm B cepe 3paBOOXpaHEHUs B JIEKTPOHHOM
dopme, a TaKKe B3aUMOACUCTBUS HMHPOPMALMOHHBIX CUCTEM B cdepe 3IpaBOOXPaHEHUS
YIIOJIHOMOYEHHBIM ~ (heZiepalibHbIM OpPraHOM HCIOJHHUTEIbHON BIIACTH CO3/MAeTCs, pa3BUBACTCA U
JKCILTyaTUpYeTCs €AMHas ToCyJapCcTBEHHas HH(OpMallMOHHAs CUCTeMa B cepe 3/1paBooXpaHeHus (nasee
- €JIMHAs CHCTEMA).

2. IlonoxeHue o eIMHOM cucTeMe, B TOM YHCIIE MOPSIOK TOCTyHa K MHPOpMaluH, coaepKaliencs
B HEW, MOPAJOK M CPOKM TMpelCTaBleHUs WHPOpMAlMM B E€AMHYIO CHUCTEMY, TMOpPSJIOK oOMeHa
uH(popMallMell ¢ MCHOIb30BAaHUEM €IWHOM cucteMbl, yTBepxkaaeTcss IIpaBurenscTtBoM Poccuiickoit
denepauuu.

3. Enunas cucremMa BKIIOYAET B ceOs:
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1) cBemenus, coxpepxammecs B (QeAepalbHBIX HMHPOPMAIMOHHBIX CHUCTEMax B  cdepe
3/IpaBOOXpaHeHMsl, (eaepanbHbIX 0a3ax JaHHBIX U (eAepalbHBIX PErucTpax B cepe 3ApaBOOXpaHEHUS,
BEJICHHE KOTOPBIX OCYHIECTBIISECTCS YIIOJIHOMOYEHHBIM (eIepalbHbIM OPTaHOM HCIOTHUTENBLHOM BIIACTH C
MCII0JIb30BAHUEM €IMHON CUCTEMBI,

2) cBeneHUS O MEIUIMHCKUX OpraHM3alMsX, 3a HCKIIOYEHHEM MEIULMHCKUX OpraHU3allui,
MOJIBEJOMCTBCHHBIX (eIepaIbHBIM OpTraHaM HCIIOJIHUTEIBHONW BIACTH, B KOTOPBIX (enepalbHBIMU
3aKOHaMU IIPeyCMOTpEeHa BOCHHAs Cy»K0a UM MpUpaBHEHHAs! K Hel ci1yx0a;

3) ykazanubele B cratbe 93 Hactosmero denepasbHOro 3aKOHA CBEACHHUS O JHIAX, KOTOPHIC
YYaCTBYIOT B OCYILIECTBICHUN MEIULIUHCKOMN 1eATEIbHOCTH;

4) ykazanHble B craThe 94 Hactosuero denepajbHOrO 3aKOHa U OOE3JIMYEHHBIE B IOPSJIKE,
YCTaHOBJICHHOM YIOJHOMOYEHHBIM (heJiepaabHbIM OPraHOM UCIIOJHUTENIbHOM BJIACTU MO COTJIACOBAHUIO C
denepanibHBIM OPTaHOM HCIIOJIHUTEITHHON BIACTH, OCYIISCTBISIIONINM (DYHKIIMH IO KOHTPOJIIO U HA30Py
B cepe cpeacTB MaccoBoil MH(OpPMAIMM, CBEIEHUS O JIMLAX, KOTOPHIM OKa3bIBACTCS MEIULIMHCKAs
MOMOIIlb, a TAKXXE O JIMLAX, B OTHOIIEHUH KOTOPBIX MPOBOASITCS MEIUIIUHCKHUE YKCIIEPTU3bI, MEAUIIMHCKHE
OCMOTPBI U METUITUHCKHE OCBUJICTEIbCTBOBAHUS;

5) cBelneHHMs O MEIUIIMHCKON JOKYMEHTAIMH, IO COCTaBY KOTOPBIX HEBO3MOXKHO OIPEACIIUTH
COCTOSTHUE 3]I0pOBbsSI TPAKIAHHHA, U CBEACHUS O MEIUIIMHCKON OpraHu3allii, B KOTOPOH MEIMIIMHCKAS
JOKYMEHTAIMS CO3/IaHa U XPAHUTCS;

6) cBeIeHHUS CTATUCTHYECKOTO HaOmioneHus B cdepe 3ApaBOOXpaHEHMs, a TaKkKe CBOJHYIO
AHATUTUYCCKYI0O MH(OPMAIIMIO IO BOIPOCAM OCYIIECTBICHHS MEIUIIUHCKON NEATEIHPHOCTH M OKa3aHHS
MEJAUIIMHCKON TOMOIIIH;

7) cBeneHust 00 OpraHu3aluy OKa3aHUsl BHICOKOTEXHOJOTUYHON MEIUIIMHCKON TTOMOIIIH;

8) cBeneHUs, HEOOXOIMMBIEC AJIsl OCYILECTBICHHS MOHUTOPHHIAa M KOHTPOJIA B cdepe 3aKymok
JICKapPCTBEHHBIX MPENapaToB ISl 00SCIICUeHUS TOCYJaPCTBEHHBIX U MYHUIIUTIATBHBIX HYXK]T;

9) cBenmenuss 00 opraHuzalMu OOECHEYEHHUs TpakJaH JIEKapCTBEHHBIMHU IpermapaTamu s
MEJIUIIMHCKOTO TPUMEHEHUS, MEIUIMHCKAUMU H3ACIUAMU (M3ACTUAMH MEAUIIMHCKOTO Ha3HA4YeHUs) U
CHEIMAM3UPOBAHHBIMU MPOIYKTaMH JIEUeOHOTO MUTAHUS B COOTBETCTBUU €O cTaTheil 6.2 denepaabHOTo
3akoHa oT 17 uronst 1999 roga N 178-®3 "O rocynapcTBeHHOM colnuanbHOU momouu", mynkramu 19 u 20
yacTu | crareu 14, cratbeii 44 u myHkToM 5 yactu 2 ctathi 81 HacTosero denepanbHOro 3aKoHa;

10) xmaccu@ukaTophl, CIPaBOUHUKM M MHYIO HOPMAaTHBHO-CIPABOYHYIO HMHGpOpMaluio B cdepe
3IpaBOOXPAHEHHUs], MEpeyYeHb, MOPSAOK BEACHUS W  HCIOJIb30BAHUS KOTOPOH  OMpPENENSIOTCS
YIOJIHOMOYEHHBIM (De/iepaibHBIM OPTaHOM HCIIOTHUTEIHHON BIIACTH.

4. Enunas cucrema obecrieunBaeT BefeHHE (pelepaibHbIX PETUCTPOB, MPEAYCMOTPEHHBIX YaCThIO
2.1 crarbu 43, uwactamu 4, 8 cratbu 44 Hactosimero denepasbHOro 3akoHa, ctaThedt 24.1 3akoHa
Poccuiickoit ®enepanuu ot 15 mas 1991 rona N 1244-1 "O counanbHOM 3amuTe rpak/iaH, MOABEPTILINXCS
BO3JICUCTBUIO paJiMalliK BCiieICTBHE KaTacTpodsl Ha YepHoObLIECKOM ADC".

5. Enunas cucrema oOecrneunBaeT BO3MOKHOCTH MPEJOCTaBICHHS TpakJaHaMm YCIyr B cdepe
3/IpaBOOXPAHEHUS] B DJIEKTPOHHOM (QopMe TMOCPEICTBOM €IWHOTO TopTajia TOCYAapCTBEHHBIX U
MYHUIUIIATIBHBIX YCIIYT, IEpeYeHb KOTOPbIX yTBepxkaaercs [IpaButensctBom Poccuiickoit ®enepanuu.

6. [TocTaBumkamu HHGOPMAIIH B €AMHYIO CUCTEMY SIBJISIFOTCS:

1) ynonHoMOuYeHHBIH (heepanbHbIii OpraH UCIIOHUTEIHHON BIACTH;

2) (enepanbHble OpraHbl HCIOJHUTENIBHOM BIAacTH B cdepe OXpaHbl 3/10pOBbS U UHbBIE
denepanbHble OpPraHbl HCIOJHUTEIBHON BJIACTH B COOTBETCTBUU C TOJHOMOYHSMHU, YCTAHOBIICEHHBIMH
3aKkoHOoJ1aTesbecTBOM Poccuniickoit denepanmu;

3) ®enepanbHblil GOHI 005S3aTETHLHOTO MEIUIIMHCKOTO CTPaXOBaHUS U TEPPUTOPHAIBHBIC (DOHIBI
00s13aTeILHOTO MEJMIIMHCKOTO CcTpaxoBaHus, I[lencuonusrii ¢oun Poccuiickoit deneparuu, Donpg
COLMAIIBHOTO cTpaxoBaHusa Pocculickoit @enepanuu;

4) yIOJIHOMOYEHHbIE OpraHbl HCIIOJHUTENBHOM Bi1acTu cyobekTa Poccuiickoit denepanuu;

5) opraHbl MECTHOTO CaMOYIPaBIIEHHUS, OCYILIECTBISIONINE IOJHOMOYUS B cdepe OXpaHbI
3/I0POBBS;
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6) MeIULIMHCKHUE OpraHu3aluy 1 (papManeBTHUYECKHE OpraHUu3aluy;

7) opraHu3aIy, SBIISIONIMECS OIepaTOPaMH HHBIX HH()OPMAIIMOHHBIX CHCTEM, YKa3aHHBIX B YaCTH
5 cratbu 91 HacTosiuiero deaepaibHOTO 3aKOHA.

7. Tlomb3oBarensiMu WHPOPMAINK, COACPIKAMICHCS B EAWHOW CUCTEME, SBISIOTCS OpraHbl U
OpraHM3aIiy, YKa3aHHbIE B YaCTH 6 HACTOSIICH CTAaThH, a TAKXKE TPak/laHe.

8. Jloctyn x mH(bOpMAaIMKU, COACpkKAIIeHCs B €AMHONW CHCTEME, MPEIOCTABISETCS MOCTaBITUKAM
uH(pOpMallUK B €IMHYIO CUCTEMY, a TakK)Ke€ OpraHaM M OpraHH3alUsaM, SBJSIOMIMMCS IOJb30BaTEISIMU
€IMHON CHUCTEMBI, B COOTBETCTBUU C WX KOMIICTCHIIMCH, YCTAHOBJICHHOW (elepaibHBIMU 3aKOHAMHU H
OPUHITHIMH B COOTBETCTBHUM C HHMH HOPMATHBHBIMHM MpaBoBbIMU akTamu [Ipesmpenta Poccuiickoit
®enepauun u [IpaButensctBa Poccuiickoit @enepanun.";

14) B cTatwe 92:

a) 4acThb | U3JI0KUTH B CIEAYIOLIEH peJaKIUu:

"1. IIpu ocyuiecTBICHUN MEIUIIMHCKOM JIESITEIbHOCTH BEIIETCS YYET NMEPCOHATIBHBIX JAHHBIX JIUII,
YYaCTBYIOIIMX B OCYIIECTBICHUU MEIUIIMHCKON JIEATEIbHOCTH, JIUI], KOTOPHIM OKAa3bIBAETCS MEIULIMHCKAS
MOMOIIb, a TAKXKE JIUI, B OTHOIIEHHH KOTOPBIX MPOBOASATCS MEIUIIMHCKHAE AKCIEPTU3bI, MEAUIIUHCKHE
OCMOTPBI M METUITUHCKHE OCBHJICTEIILCTBOBAHUS (J1ajiee - MepCOHUPUIIUPOBAHHBIN y4ueT).";

0) B wactu 2 cioBa "omeparopbl MHPOPMAIMOHHBIX CHUCTEM, YKa3aHHbIE B 4acTu 2 craThu 91"
3aMEHHUTH CJIOBaMHU "Omeparopbl MH()OPMAIMOHHBIX CHCTEM B cdepe 3IpaBOOXpaHEHUS, YKa3aHHBIC B
gactu 3 craten 91";

B) 4aCTh 4 WU3JIOKHUTH B CICIYIOLIEH PEelaKIuu:

"4. Tlpu BeneHUM NepCOHUPUITMPOBAHHOTO yUYeTa JOJDKHBI 00ECIeunBaThC KOHPHUICHIIUATBHOCTh
MEePCOHANIBHBIX JAHHBIX JIUI], KOTOPHIE YYaCTBYIOT B OCYIIECTBICHUU MEIUIIMHCKOW IESITEIbHOCTH, JIHII,
KOTOPBIM OKa3bIBAE€TCS MEIUIIMHCKAs MOMOIIb, a TakXKe JHI, B OTHOIIEHWU KOTOPBIX MPOBOASTCA
MEIUIIMHCKUE JKCIEPTU3bl, MEIUIMHCKHE OCMOTPhl M MEIMIIMHCKHAE OCBUJIETEIHCTBOBAHUS, W
0€30MacHOCTh YKa3aHHBIX IEPCOHAJBHBIX JAHHBIX C COONIOJICHHEM TpeOOBaHUM, YCTaHOBIECHHBIX
3akoHoarenbcTBOM Poccuiickoit denepanuu B 001acT NEPCOHAIBHBIX JaHHbBIX.";

15) B cratwe 93:

a) B HauMMEHOBAHMM CJIOBa "B OKa3aHMM MEAMLIMHCKUX YCIyr' 3aMeHUTh clloBaMu "B
OCYLIECTBJIEHUN MEIULIMHCKON IeATEITbHOCTH

6) B alzame mnepBoM clioBa "B OKa3aHUM MEIMLMHCKUX YyCayr' 3aMEHUTh CcloBaMH B
OCYLIECTBJICHUN MEIULIMHCKOU IeATETbHOCTH

B) NYHKT | | U3JI0KUTH B CIEAYIOIIEN pelaKIINU:

"11) cBegenuss o0 0oOpa3oBaHUU, B TOM YHWCJE JAaHHbIE 00 OpraHM3aIMsIX, OCYIIECTBISIOMINX
00pa3oBaTeNbHYIO0 JIEATENIBHOCTh IO peaau3aiuu Tpo(ecCHOHaNbHBIX 00pa30BaTEIbHBIX MPOTPaMM
MEAMIIMHCKOTO 00pa3oBaHus, O JOKyMeHTaX 00 oOpa3oBaHuH W (WIM) O KBaNU(UKAIMU, O JOTOBOPE O
1[eJIEBOM OOYYEHHH, a TAKXKE JIAHHBIE O CepTU(UKATE CTICIIMAINCTA UM aKKPEIUTAIIMH CTICIIHAIIACTA;";

r) B TmyHkre 12 crnoBa '"OKa3bIBalOIIEH MEOUIIMHCKUE YCIAyrd' 3aMEeHHTh CIOBaMH
"OCyIIEeCTBISAONIENH MEAUIIMHCKYIO JESTENbHOCTD ' ;

n) B nyHkre 13 cnoBa "okaspIBalomleW MEIUIMHCKHE yCIOyru" 3aMEHUTh CIOBaMH
"OCyIIEeCTBISAONIENH MEAUIIMHCKYIO TSI TEIbHOCTD";

€) IOTIOJHUTD MMYHKTOM 14 CIeIyIOIIero CoAepKaHus:

"14) cBeneHus O YJICHCTBE B MEAUIIMHCKUX MPO(ECCHOHAIbHBIX HEKOMMEPUECKUX OpPraHu3alusX,
YKa3aHHBIX B cTaThe 76 HacTosmiero denepanbHOro 3akoHa (Mpu HATWYKH).";

16) B cratse 94:

a) HAMEHOBAHNE U3JIOKUTH B CIEAYIOLIEH PeIaKIIUU:

"Crarbs 94. CBelleHUS O JUIAaX, KOTOPBIM OKa3bIBAETCS MEAUIIMHCKAS TOMOIIIb, & TAKXKE O JULAX,

B OTHOILIEHUH KOTOPBIX MPOBOJAATCS MEAMIIMHCKUE SKCHEPTU3bI, MEIUIIMHCKUE OCMOTPHI
1 MECIUIIMHCKHE OCBHACTCIILCTBOBAHUSA

0) B a03alie iepBOM C€JI0Ba "OKa3bIBAIOTCSA MEIUIIMHCKHE YCIYTH'" 3aMEHUTH CIIOBaMHU "OKa3bIBaeTCs

MEUITMHCKAs TIOMOIIIb, a TAKXKE O JIMIaX, B OTHOIIIEHUH KOTOPBIX MPOBOIATCS MEAUITUHCKHUE DKCIIEPTHU3HI,
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MEAMIMHCKHE OCMOTPBI U MEAUIIMHCKIE OCBUAECTEILCTBOBAHUS";

B) B nnyHkTe 14 cioBa "oka3aBiieid MEIUIIMHCKUE YCIYru'" 3aMEHUTH CIOBAMH "OCYIIECTBISIONIEH
MEJIUIIMHCKYIO AESTEIbHOCTD";

I) IYHKT 18 U310KUTH B CIAEAYIOLIEH peaaKIuu:

"18) 0ObeM OKa3aHHOW MEIUITMHCKOW IOMOIIM, BKJIIOYAsi CBEICHUS 00 OKa3aHHBIX MEIUITUMHCKHUX
yeryrax;";

1) TyHKT 21 U3J0KUTh B CIEAYIOLIEH peaKuu:

"21) cBemeHus O TPOBEACHHBIX MEIUIMHCKUX OJKCIEPTHU3aX, MEIULMHCKUX OCMOTpax H
MEAMIIMHCKUX OCBHU/IETEIHCTBOBAHUSX U UX PE3yJIbTaThl;";

€) B IyHKTe 23 cioBa "MEIUMLUMHCKYI YCIyry" 3aMEHMTb CIOBaMHM "MEIUIIMHCKYIO IIOMOIIb,
MPOBOAMBIINX MEAUIIMHCKHE JKCIIEPTU3BL, MEAUIIMHCKHE OCMOTpBI u MEAUIIMHCKUE
OCBM/IETEIbCTBOBAHUS".

Crarbsn 4

1. Hacrosumit @epepanbHblil 3aKOH BCTynaeT B cuiy ¢ 1 ssuBaps 2018 roaa.

2. Ilonoxenus crarbu 26 OenepanpHoro 3axkoHa oT 8 sHBaps 1998 roma N 3-©3 "O
HapKOTHUYECKUX CpPEJCTBAX M IICUXOTPONHBIX BemlecTBax" (B penakuuu Hactosmero PenepaabHOro
3aKoHa), ctareil 4 u 6 @enepanbHoro 3akoHa ot 12 ampens 2010 roma N 61-®3 "OO6 oOpaiienun
JeKapCTBEHHbIX cpelAcTB" (B penakuuu Hacrosduiero dexepalbHOro 3akoHa), IyHKTa 3 craTbu 78
@OenepanpHoro 3akoHa ot 21 Hos0psa 2011 roma N 323-03 "O6 ocHOBax OXpaHbBI 3I0POBbs TPAXKIaH B
Poccuiickoit ®enepauun" (B pemakuuu Hacrosimero denepalbHOr0 3aKOHA) B 4YaCTH, Kacaroulencs
dopMHpOBaHHS M BBIJAYM PEIENTOB Ha JICKAPCTBEHHBIC IIpenapaThl, COJEpKallue Ha3HAuYCHUE
HapKOTHYECKUX CpPEACTB WJIM IICUXOTPONHBIX BEIIECTB, B (opMe DSIEKTPOHHBIX JIOKYMEHTOB,
npumensitores ¢ 1 staBaps 2019 rona.

3. Tlomoxxenust yacteii 3 m 6 cratbu 91.1 denmepanpHoro 3akoHa oT 21 Hos6ps 2011 roma
N 323-@3 "O6 ocHOBax OXpaHbI 310pOBbs rpaxaaH B Poccuiickoii @enepanun (B peJakiy HACTOSIIETO
®denepanbHOTo 3aKoHa) He NpuMeHstoTes 10 1 sHBaps 2019 rozna B yacTu, Kacarolencs: mpeJocTaBIeHUs
UHPOPMALIUK B €IUHYIO TOCYIApCTBEHHYI0 HH(OPMAIIMOHHYIO CHUCTEMY B cdepe 3ApaBOOXpaHEHUS, B
OTHOILIEHUH MEIUIMHCKUX OpraHu3aldil YaCTHOM CHUCTEMBbI 3/IpaBOOXPAaHEHMs, €CIIM TaKue MEIUIIMHCKUE
OpraHu3aIly paHee He MPUHSIIN PEIICHHS O MPEI0CTaBICHUN HH)OPMAINH B YKa3aHHYIO CHCTEMY.

[Ipesunnent Poccuiickoit deneparum B. Ilytun
Mocksa, Kpemib

29 urong 2017 roga
N 242-®3
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