POCCUVICKASI ®EJEPAILIMS
OEIEPAJBHBIA 3AKOH

O BHeceHMH H3MEHEHHH B 0TJebHbIEC 3aKOHOJATEIbHbIE AKTHI
Poccniickoii @eaepanuu no BONpocaM NpuMeHeHHs HHPOPMANHOHHBIX
TeXHOJIOTHH B cepe 0XpaHbI 310POBbH

ITpunsar lN'ocynapctennoit ymoit 21 mons 2017 roma
Onmo6pen CoBeToM ®epnepaliuu 25 wmoas 2017 ropa
Cratbs 1

Buectu B crathio 26 ®enepanpHoro 3akoHa OT & sHBapsa 1998 roma
Ne3-03 «O HapKOTHYECKHMX CpeNCTBaX U IICHXOTPOIHBIX BeIIECTBaX»
(Cobpanue 3akoHomarenbcTBa Poccuiickoit ®enepanuu, 1998, Ne 2, cr. 219;
2003, Ne 27, c1. 2700; 2011, Ne 49, ct. 7019; 2013, Ne 48, c1. 6165; 2016, Ne 27,
cT. 4238) cnenyiomnye H3MEHEeHHS:

1) myHKT 1 U37M0XUTH B Cleayromel pelaKkuu:

«1. Penentel, comepxxamire Ha3HadyeHHE HAPKOTUYECKUX CPEJCTB HIIH
ICHXOTPONHBIX BEIIeCTB, OQOPMIISIIOTCS Ha CIIeUaNbHBIX OJaHKax Ha
OymaxkHoM Hocutenle U (Win) GOPMHUPYIOTCS C COIVIaCHs TMAlAE€HTa WIH €ro

i
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3aKOHHOTO ITIpeJICTaBUTENA B (hopMe DIIEKTPOHHBIX JOKYMEHTOB, ITOANKACAHHBIX
C HCHOJB30BaHHEM YCHUJIEHHOW KBaTM(PHIMPOBAHHONW 3JIEKTPOHHON IOAIHICH
Jedqaniero Bpaya wiH Qepamepa, akymepky, Ha KOTOPhIX BO3JIOXKEHbI (PyHKIUH
JieYalero Bpaya, 1 COOTBETCTBYIOLIEH MeAUIIMHCKOM OpraHu3aiyiu. »;

2) MyHKT 2 TIOCNIE CNOB «IpaBwia OGOPMIEHUS» IOIOJIHUTH CIIOBaMH
«, B TOM 4Hcie B (OpMe 3IEeKTPOHHBIX JOKYMEHTOB,).

Cratbs 2

Bruectu B @epnepanpHbiii 3akoH oT 12 ampens 2010 roga Ne 61-®3
«O06 obpamennn nexapcTBeHHBIX cpencTB»y (CobOpaHue 3aKOHOIATENHCTBA
Poccuiickoit ®enepanuu, 2010, Ne 16, ct. 1815; 2011, Ne 50, cr. 7351; 2012,
Ne 26, cr.3446; 2013, Ne 48, ct.6165; 2014, Ne 52, ct. 7540; 2015, Ne 29,
cT. 4367) cnenyromniye U3MEHEHU:

1) myHKT 53 cTaThu 4 U3NOXKUTH B ClIeNYyIOMIeH pelaKIiH:

«53) peuenT Ha JIeKapCTBEHHBIA NpenapaTr - METHIUHCKAN TOKYMEHT
YCTaHOBJIEHHOH (OpMBI, collepKalliii Ha3HaYeH!e JIEKapCTBEHHOT'O Ipernapara
Ui MEQULMHCKOIO INPUMEHEHHs, BBIIAHHBIA MEOMIMHCKUM paGOTHHKOM B
LeNsIX OTIyCKa JIEKApCTBEHHOrO IpelrapaTa WM €ro M3TOTOBJIEHUS M OTIIyCKa
Ha OyMa)KHOM HOCUTENe WM C COIJIaCHS TMAllMeHTa WIA €ro 3aKOHHOI'O
IpeACTaBUTENs] B (OpME DIIEKTPOHHOTO JOKYMEHTa, IIOAMHUCAHHOTO C
UCIIOJIb30BAHMEM YCHIICHHOH KBaMM(UIMPOBAHHONW JJIEKTPOHHOM MOIITHCH

MEIULIMHCKOTO paboTHHMKa, JIMOO JOKYMEHT YCTaHOBIEHHOH  (QopMBHl,



cofepKaluid Ha3Ha4YeHHE JIEKapCTBEHHOIO Iperapara Ajsd BeTEepHUHApHOIO
IPUMEHEHHUS, BBIJIAHHBIN BeTepHHApHBIM pabOTHMKOM B IENAX OTIycKa
JIEKapCTBEHHOTO Ipernapara WA ero M3rOTOBJIEHHSA U OTIycka Ha OyMaXHOM
HOCHTEJIE;»;

2) cTaThio 6 NOMOTHUTH IIYHKTOM 4 CJIEIYIOIIEro COAECPKaHMUs:

«4) puHATHE pelieHus 00 HCIOJNb30BaHUH Ha TEPPUTOPUM CyObeKTa
Poccuiickoit @enepanuu Hapsy ¢ pelieiTaMH Ha JIEKapCTBEHHBIE IpenapaTtsl,
ohOopMIICHHBIMH Ha OyMaXHOM HOCHTeJle, PpeleNTOB Ha JIeKapCTBEHHBIE
npenapatsl, CGOPMUPOBaHHBIX B JOpMe BIIEKTPOHHBIX JOKYMEHTOB.).

Cratpa 3

Buectn B ®egpepanbHblii 3akoH oT 21 Hosi6ps 2011 roma Ne 323-@3
«O6 ocHOBax oOXpaHbl 3[0pOBbs TIpaxaaH B Poccuiickoii Oenepamnum»
(Cobpanue 3axoHOmatenbcTBa Poccuiickoit @enepanuu, 2011, Ne 48, cr. 6724;
2012, Ne 26, ct. 3446; 2013, Ne 27, cr. 3477; Ne 39, ct. 4883; Ne 48, cr. 6165;
2014, Ne 30, ct. 4257; Ne 43, ct. 5798; Ne 49, cT. 6927, 6928; 2015, Ne 1, cT. 85;
Ne 10, c1. 1425; Ne 27, ct. 3951; Ne 29, cr.4397; 2016, Ne 1, c1. 9, 28; No 15,
cT. 2055; Ne 18, ct. 2488; Ne 27, cr. 4219; 2017, Ne 18, ct. 2663) cnenyromue
U3MEHEHHS:

1) cTaThio 2 JOMONHUTE IYHKTOM 22 CIIeIyIOIEro COepKaHus:

«22) TeneMeIUIIMHCKHE TEXHOJIOTUH - MHGOPMALMOHHBIE TEXHOJOTHH,

o6ecneanan1uHe JUCTAHIIMOHHOE B3aUMOJIEHCTBIE MEIUIIUHCKIX pa6OTHI/IKOB
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MEXIy coOoi, ¢ manueHTaMu M (WJIHM) WX 3aKOHHBIMH IIPEICTaBUTEIISIMHU,
HAeHTHOUKAUMI0O W ayTeHTH(HKAIMIO YKa3aHHBIX JHI, JOKyMEHTHPOBaHUE
coBepIIaeMbIX UMM JeHCTBHUM NpH IPOBeIAeHUH KOHCHIMYMOB, KOHCYJIbTalUi,
IOUCTAaHIIMOHHOTO MEIHWLUHCKOTO HAOMIOeH!s 3a COCTOSHHEM 3J0pOBbi
NaIeHTa. »;

2) cratbio 10 monosHUTH MyHKTOM 10 clienyromero coaepxatus:

«10) mpuMeHeHreM TeleMeIUIIMHCKUX TEXHOIOTUH.»;

3) Buactu 2 crathu 14:

a) B myHKTe 11 clloBa «BIEKTPOHHOM BHJIE» 3aMEHHUTH CIOBaMH «popme
3JIEKTPOHHBIX JOKYMEHTOB, IIOPSIIKOB MX BEJICHUS;

0) B ryHKTe 16 CjI0Ba «¥ BHIITUCHIBAHUSD) HCKITIOYHTB;

4) gactp 7 crarbu 20 U3NO0XUTH B CIIEAYIOMENH peIaKIuu:

«7. UnpopmupoBaHHOe JOOpOBOJIEHOE COIJIaCHEe Ha MEIUIIHCKOe
BMEIIAaTeNbCTBO MM OTKa3 OT MEIUIIMHCKOTO BMEIIATENIbCTBA COAECPXKHUTCS B
MEIULUHCKON TOKyMEHTAlMK T'paXJaHWHA U OQOpMIISIETCS B BHJE JOKYMEHTa
Ha OyMa)XHOM HOCHUTENE, ITOJIUCAHHOTO I'paXX{aHWHOM, ONHUM H3 pOAUTeNeH
WIA WHBIM 3aKOHHBIM IIpeICTaBHUTENIEM, MEIHLHUHCKAM pabOTHHKOM, IHOO
dopmupyercss B QOpME  DJIEKTPOHHOTO  JOKYMEHTa, IOIIHCAHHOI'O
rpaXJaHUHOM, OJHHUM M3 POJUTENICH UMY MHBIM 3aKOHHBIM IIPEICTaBUTENEM C
HCIIONIb30BaHUEM YCHIICHHOH KBaTH(DUIIMPOBAHHOW 3JIEKTPOHHOW HOANUCH WU

IIPOCTON 3IEKTPOHHON ITONIHCH MOCPENCTBOM IPUMEHEHHS €IUHOH CHCTeMBI



UOCHTH(QUKAIMA W ayTeHTH()HKAIWH, a TAaKXKe METUIIMHCKUM pPabOTHHUKOM C
HCIIOJIb30BaHUEM YCHJIEHHOH KBAMM(QHUIHPOBAHHOW DJIEKTPOHHON IOJIHCH.
HudopmupoBarHOe 100pOBOIBHOE COTIacHe Ha MEAUIIMHCKOE BMEIIATEIbCTBO
WA 0TKa3 OT MEJUIMHCKOrO0 BMEIIaTeIhCTBA OJJHOTO M3 POAUTENEH WIH MUHOTO
3aKOHHOTO MpeACTaBUTENS JIMIA, YKa3aHHOTO B YacTH 2 HaCTOSIIEH CTaThy,
MOXeT OBITH CHOPMUPOBAHO B (hopMe 3IIEKTPOHHOTO TOKyMEHTa IIpU HAJIMYHNH B
MEAMIIMHCKON  JOKyMEHTallud IIallieHTa CBEIeHWt O €ro 3aKOHHOM
npeACcCTaBUTeNe. »;

5) yactp 5 cTarbu 22 U3NOXUTH B CIEAYIOUIEH pelaKIIHU:

«5. [MamenT 0O ero 3aKOHHBIM MPEINCTaBUTENs HMEET IPaBO [0
3allpocy, HallpaBJICHHOMY B TOM YHCJIe B DIIEKTPOHHOM QopMe, IOJydaTh
OTpa)KaIOIl[ie COCTOSHHE 3/I0POBbS TMallieHTa MEAWIMHCKHAE IJOKYMEHTEHI
(ux KonmMM) ¥ BBIIMCKM U3 HUX, B TOM 4YHcle B (opMme 3IeKTPOHHBIX
IOKyMeHTOB. llopsnok M CpoKM IpeocTaBlIeHHs] MEIULHUHCKUX JOKYMEHTOB
(ux xomuif) M BBHIIMCOK M3 HUX YCTAHABIMBAIOTCS YIIOJTHOMOYEHHBIM
(beneparbHBIM OPraHOM UCIIOIHUTEIBHON BIIACTH.»;

6) JacTh § cTaThb 34 U3NIOKUTH B CIIEAYIOMIEH pelaKIHu:

«8. Opranmsamusi OKa3aHUSA BBICOKOTEXHOJIOTHYHON MeIULIMHCKON
IOMOIIM OCYIIECTBISETCS C IPUMEHEHHWEM €JUHOM TroCyJapCTBEHHOH

HHQOPMAIMOHHON cucTeMbl B cdepe 34paBOOXpaHEHHS B IIOPSIKE,
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YCTAHOBJIEHHOM YIOJTHOMOYEHHBIM (efiepalbHBIM OpraHOM HCIIOJIHUTEIHHOMN
BJIACTH.»;
)
7) IOTIOJHUTE CTaThel 367 clenyromero conep KxaHus:

«Cratps 36%. Oco6eHHOCTH MeIHUIHMHCKON NMOMOIIM, OKA3LIBAEMOI ¢
NpHUMEeHEeHHEM TeJleMeJHIIHHCKHX TeXHOJ0rnii

1. MegunuHCKass IOMOINp C  NPUMEHEHHEM  TelIeMEIUIUHCKHX
TEXHOJIOTMHA OpraHu3yeTcs U OKa3bIBae€TCA B IMOpSAOKE, YCTaHOBICHHOM
YIIOJTHOMOYEHHBIM (eiepallbHBIM OPraHOM HCITOJIHUTEIHHON BIIACTH, 8 TaKXKe B
COOTBETCTBUH C IOpSANKAMH OKa3zaHUS MENMIMHCKOH IMOMOIIM U Ha OCHOBE
CTaHIAPTOB MEIUILIUHCKOU ITOMOIIH.

2. Koncynprani mHanWeHTa WIM €ero 3aKOHHOTO IpeICTaBUTEINs
MEIUIMHCKAM pabOTHUKOM C NPUMEHEHHEM TelleMeIUIUHCKAX TEXHOJIOIHH
OCYILIECTBIISIOTCS B LEJIAX:

1) mpodunakruku, cbopa, ananuza xajiod NalMeHTa U JaHHBIX aHaMHe3a,
OLIEHKH 3¢ (PEKTHBHOCTH Je4eOHO-TNarHOCTHYEeCKHX MEPOIIPHUATHH,
MEIULMHCKOro HabII0IeHUs 32 COCTOSIHUEM 3/I0POBBS ITallUEHTA;

2) OpuHATHSA peHIeHHs O HeoOXOIUMOCTH INPOBEACHHS OYHOIO IpHeMa
(ocMoTpa, KOHCYNBTALUH).

3. IIpu mpoBeneHWH KOHCYNbTalMid C IMPUMEHEHHEM TeleMeIUIMHCKIX
TEXHOJOTHH JleYallldM BpauyoOM MOXET OCYIIECTBISATECSH KOPPEKIMS paHee
Ha3Ha4YEHHOrO JICUYEHUs IIPH YCIOBUH YCTAHOBJICHHS UM JUArHo3a U Ha3HAYeHHs

JeYeHUs Ha OYHOM npreMe (0CMOTpe, KOHCYIbTAIHH ).
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4. JlucTaHUMOHHOEe HAOJIIOJEHHe 3a COCTOSHHUEM 3I0pOBbS HalMEHTa
Ha3Ha4yaeTcs JieyaluM BpayoM IIoCiie O4YHOro nmnpueMa (OCMOTpa,
KOHCYJIbTalH). JUCTaHUIMOHHOE HAOMIOAEHUE OCYIECTBIIAETC Ha OCHOBaHUH
JAHHBIX O TMAalUeHTe, 3aperMCTPUPOBAaHHBIX C MPUMEHEHHEM MEIMLUHCKUX
U3NENui, TMpeJHa3HAYeHHbIX JJII MOHHTODUHIA COCTOSHUSA OpraHu3Ma
yenoBeka, ¥ (WIM) HAa OCHOBAaHMM [aHHBIX, BHECEHHBIX B E€IHHYIO
roCynapCTBEHHYIO HH(QOPMALIMOHHYIO CUCTEMY B cepe 3/[paBOOXpaHEHHUs, UK
roCyIapCTBEHHYI0O HH(OPMAaIlMOHHYIO CHCTEMY B cdepe 3ApaBOOXPaHEHHs
cy6bexra Poccuiickoit ®enmepanyu, WM MEIUIUHCKYI0 HHOOPManUOHHYIO
cucTeMy, WK WH()OPMALIMOHHBIE CHCTEMbl, YKa3aHHble B 4acTH 5 cTaThu 91
nactosuiero dexepanbHOro 3aKkoHa.

5.TlpumeHenne  TeNeMEOUIMHCKUX  TEXHOJIOTMH IpU  OKa3aHHHU
MEIMUUHCKOM IMOMOINM OCYIIeCTBIseTcs ¢ coOmrofeHneM TpeGoBaHHUH,
YCTAaHOBJIEHHBIX 3aKoHomarenbcTBOM Poccuiickoir ®epepaimun B obnactu
IIepCOHANBHBIX NaHHBIX, U COOJII0/IeHIeM BpaueOHOM TalHEL.

6.B nmemsx wuaeHTHOWKAIMM W ayTeHTU(QUKAIMM  YJaCTHHKOB
IUCTaHIMOHHOIO B3aWMOEUCTBUS MPH OKa3aHUW MEOUIIMHCKON MOMOIIA C
IPUMEHEHUEM TeJeMeIUIIMHCKUX TEXHOJIOTHH HCIOJB3yeTcs eJuHas CHCTeMa
UieHTH()UKALUY ¥ ayTeHTUUKAIUH.

7. [lokymeHTHpOBaHWe uHGOpManMu 00 OKasaHHU MEIMLUHCKON

IIOMOLIH MNAamUCHTY C INPUMECHECHHUEM TCIEMEIHUIIMHCKHUX TEXHOJIOT I/Iﬁ, BKJIrFO4as



BHECEHME CBeIEHH B €ro MEAHIUHCKYIO IOKYMEHTALMIO, OCYIIECTBIISIETCS C
HCIIOJIF30BAHHEM YCHJICHHOM KBadM(DUIUPOBaHHON SIEKTPOHHOM IONIHUCH
MeTUIIMHCKOT0 pabOTHUKA. »;

8) ab3ar; mepBbiii uvactw 4 cratem 37 mocine cinoB «CraHmapt
METULIMHCKON ITOMOIIM pa3pabaThIiBaeTca» JOIOJHHUTH CJIOBAaMH «B IIOPSAKE,
YCTaHOBJIEHHOM YIIOJHOMOYEHHBIM ()efepallbHBIM OpPraHOM HCIOJIHHUTENBLHOM
BJIACTH, Y,

9) myHKT 4 yacTH 2 cTaThU 73 HU3IIOKHUTH B CIEAYIOIIEH PeIaKIIVH:

«4) Ha3HAYATh JIEKApCTBEHHBIE Ipernapathl B HMOpPsAKE, YCTaHOBIECHHOM
YIIOJHOMOYEHHBIM (he/iepalbHbIM OpraHOM HCIIOTHHUTEIbHOMU BIIACTH;;

10) B mynkre 6 yactu 1 cratbu 74 CIOBO «BBINUCHIBATBE» 3aMEHUTH
CIIOBaMH «BbIJ1aBaTh PELIENTH Ha;

11) B craTtee 78:

a) MyHKT 3 U3JI0XKUTH B CIEAYIONICH pelaKIiH:

«3) BBIIaBaTh MENUIIMHCKHE 3aKIIOYEHHWS, CIIPaBKH, peELeNTsl Ha
JieKapCcTBEHHBIE IIperapaThl U MEJUIIMHCKUAE H3IeNns Ha OyMaKHOM HOCHTENe
U (WIik) ¢ corjacus MallMeHTa WK ero 3aKOHHOIO IMpeAcTaBHTENA B (opMe
9NEKTPOHHBIX JOKYMEHTOB C HCIIOJIb30BaHUEM YCHIICHHOI
KBATU(QUUUAPOBAHHON 3JIEKTPOHHON IIOANACH MEOWIMHCKOro paboTHHKa B
HOpAIKEe, YCTAaHOBJIEHHOM  YIIOJHOMOYEHHBIM  (efepalbHBIM  OpPraHoM

HCTIOJIHUTEIIEHOM BJIACTH;,



0) MyHKT 5 U3JI0KUTH B CIIeAyIOIIeH pelaKium:

«5) co3gaBaTh METUIMHCKHE MH(OpMAlMOHHBIE CHCTEMEI, COAEpIKaIlue
JIaHHbIE O IIallMeHTaX, OO0 OKa3plBaeMOM HM MEIHULUHCKOM ITOMOINH, O
MEIVLIUHCKON JeATeIbHOCTH MEAWIUHCKAX OpraHu3aluii ¢ cobirofeHneM
TpeOOBaHUH, YCTaHOBIEHHBIX 3aKOHOAATENbCTBOM Poccuiickoii Denepanuu B
001acTi IepCOHANBHBIX JAHHBIX, X COOJIIO/IEeHUEM BpaueOHOM TaifHbL. »;

12) crarpio 91 U3IOXUTE B CHENYIOLIEH pelaKIvn:

«Crtatpsa 91. UndopmannonHoe obecnieueHne B cepe
3ApaBOOXpaHEeHHs

1. Uadopmanmonnoe  obecrieueHue B  cdepe  3ApaBOOXpaHEHUS
OCYIIECTBIIIETCSI IIOCPEACTBOM CO3J@aHUS, Ppa3BUTUS MW  OSKCIUIyaTalHu
¢enepaipHBIX TOCYHApCTBEHHBIX HHQOpPMalMOHHBIX CHCTeM B  cdepe
3[]paBOOXpaHEHHs, HH(POPMAIOHHBIX CHCTeM B cdepe 3apaBOOXpaHeHHS
QenepanpHoro ¢oHAa 005A3aTENBHOTO MEIUIMHCKOIO CTPAaxOBaHUSA H
TEpPUTOPUANBHBIX (QOHZOB 00s3aTENBHOTO0 MEIHUIUHCKOI0 CTpaxOBaHHS,
rocyJapCTBEHHBIX HH(OPMAIMOHHBIX CHCTEM B cdepe 3ApaBOOXpaHEHUS
cyopexToB Poccuiickoit ®enepanuy, MEAUIUHCKUX MHPOPMAIIHOHHBIX CUCTEM
MEOUIMHCKHX OpraHu3alui, HMHPOPMAIMOHHBIX CHCTeM (apMaleBTUYECKUX
opraHu3alui (nanee — HHQOPMalMOHHBIE CUCTEMBI B cepe 30paBOOXpaHEHHUS).

2.B unHdopMamMOHHBIX cHucTeMaXx B cdepe 3ApaBOOXpaHEHUS
OCYILECTBIISIOTCS cOOp, XpaHeHue, 06paboTka U npenocTaBieHre HHGOPMaUU

00 opraHax, OpraHH3alMiX TOCYIapCTBEHHOM, MYHHUIMIIAJBHOM M 4YacCTHOM
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CHCTEM 3ApaBOOXpaHEHHS M 00 OCYHmECTBICHMM MEAMLIMHCKON H WHOM
IeATeNIBHOCTH B c(epe oxpaHbl 310poBbsi. O0paboTka NepCcoOHaNbHBIX AHHBIX B
MHGOPMAIIMOHHBIX CHCTeMaX B c(epe 3[paBOOXPaHEHHS OCYILECTBIAETCS C
cobmoneHneM TpeOOBaHMI, YCTAHOBIEHHBIX 3aKOHOJATEIbCTBOM PoccHiCKOR
Denepanuy B 001aCTH MEPCOHANBHBIX AAHHBIX, H coOmomeHueM BpadeOHOM
TafHEL

3. OneparopamMu HHGOPMALIMOHHBIX CHCTEM B cepe 31paBOOXpaHEHHUSA
SBNSAIOTCS YIOJHOMOYEHHBIH (peepanbHblii OpraH HCIOJIHHUTENBHON BIAcTH,
uHple (elepanbHble OpraHbl HCIIONHWTENBHONM BIAacTH B cdepe OXpaHbl
3I0pOBBSl ¥ MX TEPPUTOPHANIBHBIE OPraHbl, OpraHbl HCIIOIHHUTEIBLHON BIACTH
cyOBexTa Poccuiickoi Denepauny, YIIOJIHOMOYEHHBIE BBICIIMM
UCIIONIHUTENbHBIM OpraHOM TrOCyJapCTBEHHOH BIacTH cyOwekTa Poccuiickoit
Qenepauny Ha CO3JaHHE, Pa3BUTHE U IKCIUIYaTallHI0 TIOCYJapCTBEHHOM
MH(OpPMaLlMOHHON CUCTEeMBI B cdepe 3apaBooxpaHeHHs cyOnekTa Poccuiickoi
Qenepaiyy  (manmee - YMOJHOMOYEHHBIE OpPraHbl HCIIOJHUTENBHON BIACTH
cyowexra Poccuiickoii Denepanun), opraHu3aluy, Ha3HaUeHHbIE yKa3aHHBIMU
opraHaMmu, opragel ympasieHus @epepanbHoro QoHAa 006s3aTeNbHOIO
MEJHLVHCKOTO CTPaxOBaHWS U TepPUTOPHAIBHBIX (QOHNOB 00s13aTEIBHOTO
MEIUIMHCKOTO CTpaxoBaHMs B YacTH, KacaloIIEHCs NepCOHH(PUIMPOBAHHOIO
ydera B CHCTeMe 00s3aTelIbHOr0 MeIUIMHCKOIO CTPaXOBaHHs, MeXULMHCKHE

Oprann3anyu U (i)apMaIleBTI/I‘-IeCKI/Ie opraHysalyiu.
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4. TpeboBaHUA K TrOCyIapCTBEHHBIM HH(OPMAaLMOHHBIM CHCTEMaM B
chepe 3apaBooxpaHeHus cyObekToB Poccuiickoit Penepanyy, MEIUUHUHCKAM
HHGOPMALIMOHHBIM CHCTEMaM MEIUIIMHCKUX OpraHu3aiuil 1 HHGOpMalMOHHBIM
CHCTEMaM (bapMalieBTHIEeCKUX opraHu3anui YCTaHABIIMBAIOTCA
YIOJTHOMOYEHHBIM (eiepalbHbIM OpraHOM HCIIOTHUTENBHOMN BIACTHU.

5. laple uH(QOpMAIMOHHBIE CHCTEMBI, IpeAHa3Ha4YeHHBIE i1 cOopa,
XpaHeHUs, o0OpabOTKM ® TpenocTaBieHHs HMH(MOpManuH, Kacaromeics
JeSTENbHOCTH MEAMIMHCKUX OpraHu3alMil U IPeNOCTAaBISEMBIX HMH YCIYT
(manee - WHBIe HHGOPMAIMIOHHBIE CHCTEMBI), MOLYT B3aUMOJEHCTBOBaTH C
HH(POPMAITMOHHBIMHA CHCTEMaMH B cdepe 3paBOOXpPaHEHHS U MEAULUHCKUMHU
OpraHu3alMsIMU B IOpSAAKE, Ha YCIOBHUSAX M B COOTBETCTBHHU C TpeOOBaHUSAMH,
ycranoBileHHbIMU [IpaBuTenscTBoM Poccuiickoil denepannu.

6. uple HHQOpPMAaLMOHHbIE CHCTEMBl IIOAKIIOYAIOTCS K €IHHOM
rOCyapCTBEHHOM cucTeMe B cdepe 3IpaBOOXpaHEHHsS YIOIHOMOYEHHBIM
(denepalbHBIM OpPraHOM HCIIONIHUTEJIBHOW BJIACTH M K €IUHOM cHcTeMe
uneHTUGUKaUKMK U ayTeHTuQuKanyy ¢enepalbHbIM UCIOJHUTENBHBIM OpPraHOM
rOCylapCTBEHHOH BIIACTH, OCYIIECTBILIIOIMM (yHKIMM 1O BbIpaboTke M
peai3allud  TOCYJapCTBEHHOM TIONUTUKH W  HOPMATHUBHO-IIPABOBOMY
peryJIupOBaHHUIO B chepe HHPOPMAILIMOHHBIX TEXHOJIOTHI.»;

13)  npomommuTs  craTheit 91'  cmemylomero  comepxaHus:
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«Cratbs 91'. Epnnas rocyaapcreenHass HHpOpMallHOHHAsA CHCTEMA
B cdepe 3ApaBOOXpaHEHHSA

1.B memsx obecmedeHuss JOCTyma TrpaxIaH K yciayraM B cdepe
3[IpaBOOXpaHEHHSs B OJIEKTPOHHOH ¢opMe, a TakXkKe B3aUMOIECHCTBHA
UHQOPMALMOHHBIX CHCTEM B cdepe 3ApaBOOXpaHEHMs YIOJIHOMOYEHHBIM
¢benepaIbHBIM OpPTraHOM HCIIOJIHUTENLHOM BJIACTH CO3J1a€TCs, pa3sBUBACTCAd H
IKCIUTyaTUPYeTCs €AMHAas roCyAapcTBeHHas HH(OpMalMoHHas cucTeMa B cepe
3[paBOOXpaHeHus (anee — eUHas CUCTEMA).

2. IlonoxxeHue O €IWHON cHUCTEME, B TOM YHCIE IOPAAOK AOCTyIla K
uapopMaIuy, coiep)kameics B Hel, NOpANOK H CpPOKH IpeACTaBIE€HHA
uHpOpMaUMH B EOUHYI0O CHCTEMy, IOpsAoK oOMeHa uHHOpoOpManueid c
UCTIONB30BAaHUEM  €QMHOM  CHCTEMBI, yTBepxzaaercs IIpaBUTenbCTBOM
Poccuiickoit ®enepanum.

3. Enunas cucreMa BKIIO4aeT B ceOsi:

1) cenenus, conepxammecss B (enepalbHBIX HHGDOPMAIMOHHBIX
cucreMax B cdepe 3ApaBooxXpaHeHHs, (elepanbHbIX 0a3zax JaHHBIX H
¢enepanbHBIX pErUCTpax B cdepe 3ApaBOOXpPAHEHMS, BEIEHHUE KOTOPHBIX
OCYIIECTBISETCSl YIOTHOMOYEHHBIM (eepaabHbIM OpraHOM HCIIOIHUTENbHOM
BJIACTH C UCIIOJIb30BAaHUEM €MHOMN CHCTEMBI;

2)cBemeHUs O MENUIMHCKUX OpraHu3alusaX, 3a HCKIIOYeHHEM

MEIUIMHCKHX opranmaunﬁ, MOoABEAOMCTBCHHEIX (benepaanbIM opraHamMm
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HCIIOJIHATEILHOM BIACcTH, B KOTOPEIX (efepalibHBIMU 3aKOHAMU IIpelyCMOTpeHa
BOEHHas ciIyx0a win npupaBHEHHAs K Heil ciryx0a;

3) yka3zaHHsbIe B cTaThe 93 HacTosniero OenepaibHOro 3aKOHA CBEEHHS O
JHUIaX, KOTOPbIE y4acTBYIOT B OCYILECTBICHUH MEAULIMHCKON NeATeNbHOCTH;

4) ykazanHele B cTatbe 94 Hactosmiero ®enepalpHOro 3akoHa U
00e3IMICHHBIE B IOPSAIKE, YCTaHOBIEHHOM YIIOJTHOMOYEHHBIM (enepalbHbIM
OpraHOM HCIIOJHUTENIBHOM BJIAaCTH II0 COIJIACOBaHMIO C (efepalbHBIM OPraHOM
MICTIOJIHUTEIHHON BIacTH, OCYLIECTBISIIONIMM (YHKIHM II0 KOHTPOIIO U
HaJB3opy B chepe cpeicTB MacCoBOi HH(OPMAIUK, CBEJEHHS O JIIAX, KOTOPHIM
OKa3bIBAETCA MEIMLMHCKAs IIOMOIIb, a TAKKE O JIMLAX, B OTHOIIEHUH KOTOPHIX
IOPOBOLATCS  MEHNULMHCKHE  OKCIIEPTH3Bl, MEJHLMHCKHE OCMOTPBI M
MEAHMLUHCKUE OCBHIETENBCTBOBAHMUS,

5)cBeneHMs O MEOUIIMHCKON JOKYMEHTAlldd, II0 COCTaBy KOTOPHIX
HEBO3MOXKHO OIPEHENUTh COCTOSHHE 370pPOBbS TIpaKAaHWHA, U CBEICHHA O
MEAULMHCKOM OpraHu3aliy, B KOTOPOil MeIUIIMHCKasd JOKyMEHTalus Co31ana U
XpaHUTCH;

6) cBefleHHs CTaTUCTUYECKOro HaOmoaeHus B cepe 3apaBoOXpaHeHH S, a
TaKXXe CBOJHYIO aHaJIUTUYECKYI0O MHGOPMAIMIO IO BOIPOCAM OCYLIECTBICHHS
MEIULMHCKON AeATeIbHOCTH U OKa3aHUs MEJUIMHCKOM OMOIIY;

7) cBefienns 00 oOpraHu3amMM  OKa3aHUS  BBHICOKOTEXHOJOTHIHOM

MeIUIIHHCKOM ITIOMOIIIH;
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8) cBemenms, HeoOXOoAMMEBIe M OCYHIECTBICHHS MOHHTOPHHra U
KOHTpoJIsI B cdepe 3aKyNnoK JIEKapCTBEHHBIX IpenaparoB I obecredeHus
roCyJJapCTBEeHHBIX M MyHULIUIAIBHBIX HYX;

9) cBenenus 00 opraHu3anuu oOecrieueHHs TpakJaH JIEKapCTBEHHBIMU
mperiapaTaMy JUIsi MEAMLMHCKOrO INPUMEHEHHUS, MEAULMHCKMMH HU3JAeTHsIMH
(m3penusaAMH  MEAMIMHCKOTO  Ha3Ha4YeHWsd) U CHEHUAIN3UPOBAHHBIMH
IIPOLYKTaMH JIe4eOHOTO IHTAHMS B COOTBETCTBUH CO CTaThell 6° MenepatsHoro
3akoHa OoT 17 wmrong 1999 roma Ne 178-®3 «O rocynapcTBEHHOH COLMAIBHOM
nomomny», nyHkramu 19 u 20 uvactu 1 crateu 14, cratbeil 44 U IMyHKTOM 5
yacTu 2 ctathu 81 Hacrosmero ®enepanbHOro 3aKOHa;

10) xmaccu¢puKaTophl, CIPaBOYHHKH M HHYIO HOPMaTHBHO-CIIPaBOYHYIO
nHpopMmaiio B cdepe 3IpaBOOXpaHEHUS, NEepedeHb, INOPSAAOK BEIEHUSI H
UCIOJIb30BaHUsI KOTOPOM ONpeneNsioTcs YIOJHOMOYEHHBIM (enepaibHBIM
OpraHOM HCIIOJTHUTENBHO BIIaCTH.

4. Enynas cucrema obecneunBaeT BeJileHHE (ellepalbHBIX pPErucTpoB,
IIPEAYCMOTPEHHBIX YacCThIO 2! cratbm 43, yacTsMu 4, 8 craThu 44 HacTOAIIErO
®deepabHOTO 3aK0Ha, cTaTheil 24' 3akona Poccuiickoit ®exepamuu or 15 Mas
1991 roma Ne 1244-1 «O couumanbHOW 3amure TpakKAaH, MOABEPIIIAXCS
BO3JEHCTBHIO paJualiy BCieAcTBUe KatacTpods! Ha YepHoObuIbCKOi ADCy.

5.Enunas  cucrema ofecrnednBaeT BO3MOXHOCTh IIPEINOCTABICHMS

TpaXJaHaM YyCIyr B cdepe 3IpaBOOXpaHEeHHS B OJIEKTPOHHOU (opme
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ITIOCPEACTBOM €AWHOr0 MopTana IOCyAapCTBEHHBIX M MYyHHLMNAIBHBIX YCIYT,
mepeueHb KOTOPBIX yTBepxaaetcs IIpasurensctBoM Poccuiickoi @enepanuy.

6. [TocTaBmukaMu HHPOPMALMH B €IUHYIO CUCTEMY SIBJISIOTCS:

1) ynosHOMOYEHHBIH (hefiepaTbHbIA OpraH UCIIOJIHUTENBHON BIIaCTH;

2) dpemepanbHble OpraHbl HCIIOJHHUTENBHON BIIACTH B cdepe OXpaHb
3M0pOBbS M WHble (enepaibHble OpraHbl HCIOJHHUTENBHOH BIIaCTH B
COOTBETCTBUHA C IIOJHOMOYHUSIMH, YCTAQHOBJIEHHBIMH 3aKOHOIATEIbCTBOM
Poccuiickoit @enepanuy;

3) @enepanpublii GOHI 00S3aTENBHOTO MEIHUIMHCKOTO CTPaxOBaHUs U
TeppuUTOpUanbHble (OHABI 00s3aTENFHOTO MEAMIIMHCKOTO CTPaxOBaHHUA,
INencuonnsnii poua Poccutickoit ®enepanun, @oHA COMUAIBHOTO CTPaXOBaHUS
Poccuiickoit Penepanuy;

4) yroJIHOMOYEHHbIE OpraHbl HCIOJHHUTENbHONH BIacTH CcyObekra
Poccuiickoit @enepauny;

5) opraHbl MECTHOT'O CaMOYIIpaBJIeHHUS, OCYILIECTBIISIOMIMNE IIOTHOMOYHS B
cdepe oxpaHbI 310POBbS;

6) MEeIUIMHCKYE OpraHU3alud ¥ (papMalleBTHIEeCKIe OpraHU3aiuy,

7) opraHu3zaiyy, SBIAIONIMECS OINepaTopaMd HHBIX HHYOPMAaIMOHHBIX

CHCTEM, YKa3aHHBIX B YaCTH 5 crarpu 91 HaCTOAIICTO (DenepanLHor 0 3aKOHa.
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7. ITonp3oBaTessiMu MH(OPMAIMK, coIepKallelics B €IMHOH cucreMe,
SBJISIOTCS OpraHBl M OpraHU3alliy, YKa3aHHbIE B YaCTH 6 HacTOsILEH CTaThbH, a
TaKXe rpaxkaaHe.

8. loctrym Kk uWH(boOpMalMH, colepkamieidcs B €IUHOH CHCTEMe,
MIPEAOCTABIIASTCS IIOCTaBIIMKaM HH(OpMamuy B €AMHYIO CHCTEMY, a TaKxKe
OpraHaM ¥ OpraHu3allHsIM, SBJITIOIAMCS I0JIb30BaTEIsIMU €IUHOW CHCTEMEI, B
COOTBETCTBHM C MX KOMIIETEHIIHEH, YCTAHOBICHHOH (eilepallbHBIMH 3aKOHaMU
W TPHHATEIMH B COOTBETCTBHM C HHUMH HOPMAaTHBHBIMH IIPABOBBIMH aKTaMH
[Ipesumenta Poccuiickoit @enepamuu u [lpaButensctBa Poccuiickoit
Oenepanyu.»;

14) B cratbe 92:

a) 9acTh | U3TI0KUTH B CIELYIONIEN pelaKIUu:

«l. Ilpu ocymiecTBIE€HUH MEIUIUHCKON HAEATeIBHOCTH BEIETCA YYeT
NEePCOHATBHBIX AAHHBIX JIML, y4aCTBYIOIIUX B OCYLIECTBICHHUH MENULMHCKON
JeSTeILHOCTH, JIUL, KOTOPBIM OKa3bIBaeTCd MEIMIIMHCKAas IIOMOIIb, a TaKXke
JHUL, B OTHOIIGHMHM KOTOPBIX HPOBOJAATCS MEAMIMHCKUE SKCIEPTHU3I,
MEIUIIMHCKUE OCMOTpPhl M MEJIMIMHCKHE OCBHIETebCTBOBaHUs (nanee -
nepCoOHU(pUIIMPOBAaHHBIN yUET).»;

6) B yacTu 2 cioBa «ONepaTopsl HHPOPMALIMOHHBIX CHCTEM, YKa3aHHBIE B
qacTH 2 cTathu 91» 3aMEHUTH CIOBaMHU «ONEpaTOpPhl HHPOPMALIMOHHBIX CUCTEM

B cepe 31paBoOXpaHEHHsI, YKa3aHHBIE B YaCTH 3 cTaThu 91»;
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B) 9acTh 4 H3JI0XKUTH B CIEeAYIOMEH peaaKIin:

«4. Ilpn BEIICHUU NepCOHU(UIMPOBAHHOTO  y4eTa  JOJDKHBI
obecrieynBaThCsl KOHQUACHIUAIPHOCTh MEPCOHANIBHBIX AAHHBIX JIML, KOTOpbIE
y4acTBYIOT B OCYIIECTBICHHH MEINULIMHCKOH NesTeNbHOCTH, JHL, KOTOPHIM
OKa3bIBAaeTCSd MEIHUIMHCKAas IIOMOIIb, a TaKKe JIUI[, B OTHOIIEHUH KOTOPHIX
OPOBOASTCS  MENUIMHCKHE  OKCIEPTU3bl, MEAMIMHCKME OCMOTPHl U
MEJULIMHCKHE  OCBUAETCIBCTBOBAaHUA, M  0e30ImacHOCTh  yKa3aHHBIX
HNEPCOHANBHBIX MJAHHBIX C coOmoieHMeM TpeOOBaHMUM, YCTaHOBIEHHBIX
3aKoHOIaTelbcTBOM Poccuiickoit ®epepamuu B 0051acTH INEPCOHANBHBIX
IaHHBIX.»;

15) B craThe 93:

a) B HAUMEHOBaHHH CJI0Ba «B OKa3aHHH MEIUIMHCKHX YCIyT» 3aMEHHTh
CJIOBaMH «B OCYILIECTBICHHH MEIUIIMHCKOM AesATETHHOCTI;

0) B ab3ale IepBOM CJI0Ba «B OKa3aHHU MEIWILMHCKUX YCIyI» 3aMEHHUTb
CIIOBaMU «B OCYIIECTBICHUY MEAUIUHCKON ACATEIHHOCTHY;

B) MyHKT 11 U370XUTH B ClIeAyIONIe# pelaKIuu:

«11) cBenenus 06 oOpa3oBaHUM, B TOM YHCIe JaHHBIE 00 OpraHU3aLUsIX,
OCYILECTBIIOIMX  O0pa30oBaTENbHYIO  HEATENBHOCTh 10  pealu3aluf
npodecCHOoHANBHBIX 00pa30BaTeNbHBIX IPOrpaMM MEAUIMHCKOro 00pa3oBaHus,

0 JokymeHTax o0 ofpa3zoBaHMu U (WIHM) O KBaIM(UKALMU, O JIOTOBOpe O
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neieBoM O0OydYeHUH, a TakXe JaHHBle O cepTU(HUKaTe CIEeLMANNCTa WK
aKKpeIUTalMy CIEeLHAINCTa;);

r) B IMyHKTe 12 cnoBa «OKa3bIBAIOIIEH MENUIIMHCKHE YCIYIH» 3aMEHHUTb
CJIOBaMH «OCYIIECTBIIIOMEH MEIUIUHCKYIO IeATEIbHOCTDY;

1) B myHKTe 13 clioBa «OKa3bIBaloOIel MEeIUIUHCKUAE YCIYyrH» 3aMEHHUTh
CJI0BaMH «OCYLIECTBILIIOIIEH MEAUIUHCKYIO JeATENbHOCTDY;

€) JOIOJHUTH ITyHKTOM 14 cliefyromero cogepxanus:

«14) cBemeHuss 0 WIEHCTBE B MENMLUHCKHX HPO(ecCHOHAIBHBIX
HEKOMMEPUYECKHUX OpraHU3alUsaX, yKa3aHHBIX B CTarbe 76 HaCTOSILETO
DenepabHOTO 3aK0Ha (TIPH HATHYHH).»,

16) B cratbe 94:

a) HaMMEHOBaHHUE U3JIOXKUTH B CIEAYIONIel peakiuu:

«Cratss 94. Cegenusi 0 JHIAaX, KOTOPHIM OKa3bIBaeTcsH

MEJHUHHCKasA I@OMOIb, a TaKKe O JHMIAX, B
OTHOLIEHHH KOTOPBIX NPOBOASATCH MeIMIHHCKHE
3KCIEePTH3bI, MeAHUHHCKHE OCMOTPbI "
MeAUNHHCKHE OCBHAETEeIbCTBOBAHUM;

0) B ab3ame IepBOM CJIOBAa «OKAa3BIBAIOTCS MEIUIIMHCKHE YCIYTH»
3aMCHUTh CJIOBAMHM «OKa3bIBAETCS MEAUWLIMHCKAs IIOMOIIb, a TaKXe O JUIaX, B
OTHOLIEHUH KOTOPBIX IPOBOAATCA MEIMUUHCKHE DKCHEPTHU3bl, MEIUIMHCKUE
OCMOTpPBI X MEAULIMHCKUE OCBUJETENIECTBOBAHMY,;

B) B NyHKTe 14 cioBa «oOKa3aBIled MEIUIIMHCKHE YCIYTH» 3aMEHHUTb

CJIOBAMH ((OCYIHGCTBHH}OIHeﬁ MEIUIIMHCKYIO OCATCIIBHOCTHY,
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r) myHKT 18 M3JI0XKUTH B ClIeayIOIEeil peIaKiyu:

«18) 06beM oka3zaHHON MEIHMIIMHCKOM ITOMOIIM, BKJIIOYas CBEIAEHHSI 00
OKa3aHHBIX MEIUIUHCKUX YCIyTax;»;

1) ITyHKT 21 U3JI0KUTH B CIEAYIOMIEH peaaKIiy:

«21)cBemeHHs O  TPOBENEHHBIX  MEOUIMHCKHX  OKCIIEPTH3aX,
MEIULUHCKUX OCMOTpax M MEAMIMHCKUX OCBHUIETEIBCTBOBAHUAX M HX
pe3yIbTaThI;»;

€) B IMyHKTe 23 cloBa «MEOULHHCKYIO YCIyTYy» 3aMEHHTh CIIOBaMH
«MEJUIUHCKYI0  IIOMOIIb, IIPOBOAMBIIMX  MEIUIHUHCKHE  SKCIEPTHU3HI,
MEIUIMHCKHAE OCMOTPBI U MEAULIMHCKUE OCBUAETEIIECTBOBAHU.

Cratbs 4

1. Hactosamuii @enepanpHbli 3aKOH BCTymaeT B cuily ¢ 1 siHBapd
2018 rona.

2. Ilonoxenus cratbu 26 QenepanbHOro 3akoHa ot § suBapa 1998 roga
Ne 3-©3 «O HapkOTHUECKHMX CpeICTBaX M IICHXOTPOITHBIX BeIIeCTBax» (B
penakuuu Hacrosmero denepanbHOro 3akoHa), crareir 4 u 6 dexgepanbHOro
3akoHa oT 12 ampens 2010 roma Ne 61-@3 «O6 obpamieHun JieKapCTBEHHbBIX
cpencTB» (B pegakiuu Hacrosmiero @enepaisHOro 3aKoHa), MyHKTa 3 cTaThu 78
QenepansHoro 3akoHa oT 21 Hos6ps 2011 roma Ne 323-®3 «O6 ocHoBax
OXpaHbl 370poBbi rpaxknaH B Poccuiickoit @enepanum» (B pemakiuu

Hactosmero desepanbHOro 3akoHa) B 4acTH, Kacaromeics (popMHPOBaHUS H
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BHIJIaYyl PELENTOB Ha JIeKapCTBEHHBIE INpenaparhl, COoIepiKalline Ha3HaueHHe
HapKOTUYECKUX CPEJICTB WJIM IICHXOTPOIHBIX BELIECTB, B (JOpMe 3IEKTPOHHBIX
JIOKYMEHTOB, npuMeHsitores ¢ 1 suBaps 2019 roga.

3. Tlonoxenus wacteit 3 u 6 cratem 91' DexepampHOro 3aKoHa
ot 21 Hosa6ps 2011 roma Ne 323-®3 «O6 ocHOBax OXpaHbI 3J0OPOBBS IpaxKIaH B
Poccuiickoit ®enepanun» (B penakiuu Hacrosmero OenepaabHOro 3aKOHA) HE
npumenstorcs 1o 1 suBaps 2019 roga B 4acTH, Kacaromencs: mpeaocTaBlIeHus
UHQOPMaIIMH B €UHYIO FOCy1apCTBEHHYI0 HHPOPMAIMOHHYIO CHCTEMY B cepe
3[paBOOXpaHEeHUs], B OTHOIIEHUN MCIUIIMHCKUX OpPTaHU3alfil YaCTHOM CHCTEMBI
3[paBOOXPAHEHHUs], €CIIM TaKhe MEIULMHCKHAE OpraHW3alliyl paHee He NPHHSIHN

PeIICHHA O IIPEeIOCTaBJICHUH I/IH(I)OpMaI_IHI/I B YKa3aHHYIO CUCTEMY.

B.Ilytun

Mocksa, Kpemib
29 nronsg 2017 rona
No 242-®3



