POCCUVICKAS] ®EJIEPALIAA
O®EJEPAJBHBINA 3AKOH

O BHeceHMH H3MEHEHHH B O0Te/IbHBIC 3aKOHOATE/IbHBIE AKTHI
Poccniickoii ®@eaepaniuyn no BoNpocaM NpUMeHEHHs] HHPOPMALHOHHBIX
TeXHOJIOTHH B cpepe 0XpaHbl 310POBbLHA

ITpunsar lN'ocynapcteennoit Jymoit 21 wrons 2017 roma
Ono6pen CoBeToM ®enepaliun 25 wmoasa 2017 ropa
Cratbs 1

Buectu B crathio 26 ®enepanpHoro 3akoHa oOT & sHBapsa 1998 roga
Ne3-©03 «O HapKOTHYECKHX CpEACTBAX U IICHXOTPONHBIX BEIIECTBAX)
(Cobpanue 3akoHomarenbcTBa Poccuiickoit ®@epepanuu, 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) cnepyroniye U3MEHEHHS:

1) myHKT 1 U370XUTH B cleayromeil pefaKiuu:

«1. Penentsl, conepkamive Ha3HauyeHHE HApPKOTHYECKHUX CPEJICTB MU
IICHUXOTPONHBIX BEIIECTB, OQOPMIIAIOTCS Ha CIEUUANLHBIX OJaHKax Ha
OymaxxHoM Hocutene u (Win) (GOpPMUPYIOTCS C COIJIacHs IallieHTa WM ero

I
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3aKOHHOTO MPEJICTABUTENA B (OpPME DIIEKTPOHHBIX JOKYMEHTOB, MOAMMCAHHBIX
C HCHOJB30BaHHEM YCHUJIEHHOW KBaIU(HUIMPOBAHHON 3JIEKTPOHHOM IMOIIUCH
Jedaniero Bpaya uiH Qesanepa, akymepky, Ha KOTOPBIX BO3/IOKEHB! (QYHKIIUU
JieYalmiero Bpaya, 1 COOTBETCTBYIOLIEH MeAUIIMHCKOM OpraHu3a1yu. »;

2) myHKT 2 TIOCNIE CNOB «IpaBwia O(OpPMIEHHUA» IOIOJIHUTH CIIOBaMH
«, B TOM 4Hcie B (JOpMe NEeKTPOHHBIX JOKYMEHTOB,».

Cratbs 2

Buectu B @epnepanpHblii 3akoH oT 12 anpens 2010 roma Ne 61-03
«O06 obpamennu nexapcTBeHHBIX cpencTB» (CobOpaHue 3aKOHOIATENHCTBA
Poccuiickoit ®enepanun, 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) mysKT 53 cTaThu 4 U3NOXUTH B ClIeAyIOMIEH pelaKIiH:

«53) peuenT Ha JIeKapCTBEHHBIA NpenapaTr - METHIUHCKHAN TOKYMEHT
YCTaHOBJIEHHOH (OPMBI, CollepKalliii Ha3HaYeHUe JIEKapCTBEHHOTO Iperapara
Ui MEQULMHCKOIO INPUMEHEHHs, BBIIAHHBI MEOUIMHCKIM pabOTHHKOM B
LeNsX OTIyCKa JIEKapCTBEHHOI'0 MpernapaTa WK €ro M3rOTOBICHUS M OTIIyCKa
Ha OyMa)KHOM HOCUTENe WIM C COIJIACHS TAalMeHTa WIA €ro 3aKOHHOI'o
IpeACTaBUTENsI B (OpME ODIIEKTPOHHOTO JOKYMEHTa, MOAMHUCAHHOTO C
UCIIOIb30BaHHEM YCHJICHHOH KBaJU(QUUUPOBAHHOM JJIEKTPOHHON IOIIIHCH

MEIULMHCKOTO paboTHHMKA, JHOO0 JOKYMEHT YCTaHOBJIEHHOH (OpPMBEL,



cComep)Kalmui Ha3Ha4deHHE JIEKapCTBEHHOIO IIperapara i1 BETEpPHUHapHOTO
IPUMEHEHHUS, BBIIAHHBIN BeTepHHApHBIM pabOTHMKOM B IENiIX OTIyCKa
JEKapCTBEHHOTO Ipernapara WA ero M3rOTOBICHHUA M OTIyCKa Ha OyMa)KHOM
HOCHTEJIE;»;

2) cTaThio 6 NOMOTHUTH IIYHKTOM 4 CJIENYIOIIETro COAECPKAHMUS:

«4) puHATHE pelleHus o0 WCIOJIB30BaHWM Ha TEPPUTOPUU CyOBeKTa
Poccuiickoit @enepanuu Hapsay ¢ pelieliTaMH Ha JIEKapCTBEHHBIE IpenapaTtsl,
odhopMIeHHEIMH Ha OyMaXXHOM HOCHUTENe, peleNnTOB Ha JieKapCTBEeHHBIE
npenapathsl, CQOPMUPOBAaHHBIX B OpMeE DIEKTPOHHBIX JOKYMEHTOB.».

Cratba 3

Buectn B ®epepanbHbiii 3akoH oT 21 Hos6ps 2011 roma Ne 323-@3
«O6 ocHOBax oOXpaHbl 370pOBbi TrpaxkaaH B Poccuiickoil ®epeparum»
(Cobpanue 3akoHomarenbctBa Poccuiickoit @enepanuu, 2011, Ne 48, cr. 6724;
2012, Ne 26, ct. 3446; 2013, Ne 27, cr. 3477; Ne 39, ct. 4883; Ne 48, cr1. 6165;
2014, Ne 30, ct. 4257; Ne 43, ct. 5798; Ne 49, ct. 6927, 6928; 2015, Ne 1, ct. 85;
Ne 10, ct. 1425; Ne 27, cr. 3951; Ne 29, cr.4397; 2016, Ne 1, cT. 9, 28; Ne 15,
cT. 2055; Ne 18, ct. 2488; Ne 27, ct. 4219; 2017, Ne 18, ct. 2663) cnexyromue
U3MEHEHHUS:

1) cTaTpio 2 JOMONMHUTE MYHKTOM 22 CIIeAYIOIIEro COAepKaHus:

«22) TeneMeAMIMHCKUE TEXHOJIOTHH - MH(QOPMAIIOHHBIE TEXHOJOIHH,

obecrednBaoNIie JUCTaHIIMOHHOE B3aUMOJIEHCTBHE MEAWLIMHCKUX paGOTHHKOB
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MeXIy coOoif, ¢ manueHTaMH ¥ (WIM) UX 3aKOHHBIMH IIPEACTaBUTEIIMH,
HACHTHQUKAUMIO ¥ ayTeHTH(HKAIMIO YKa3aHHBIX JIUI, JOKyMEHTHPOBaHHE
COBepIIaeMbIX UMH JIeHCTBUM NpH MPOBEACHUN KOHCHWIMYMOB, KOHCYJbTallUH,
IOUCTAaHIIMOHHOTO MEIHWLUHCKOTO HaOMIOJeHHs 3a COCTOSHHEM 3]0pOBbi
NaIeHTa. »;

2) cratbio 10 nonosHUTS MyHKTOM 10 ciienyromero coaepxaHus:

«10) mpuMeHeHNeM TeleMeIUIMHCKUX TEXHOIOTUH.»;

3) B4yactu 2 crathu 14:

a) B myHKTe 11 cloBa «3IEKTPOHHOM BHE» 3aMEHMTh CIOBaMU «popme
3JIEKTPOHHBIX JOKYMEHTOB, IIOPS/IKOB MX BEACHUS;

0) B IyHKTe 16 CijI0Ba «M BHIITUCHIBAHU) HCKITIOYHTB;

4) gyacTs 7 ctathy 20 U3NI0KUTH B CIIeAyIOMeN peqaKiuu:

«7. UapopmupoBanHoe [OOpPOBOJILHOE COIVIACHE Ha MEAMLUHCKOE
BMEIIaTeNbCTBO MM OTKAa3 OT MEJUIIMHCKOTO BMEIIATENIbCTBA COLEPXKUTCS B
MEIAIUECKON TOKyMEHTAMH T'paxJaHWHA U 0OpMIIIETCS B BHAE JOKYMEHTa
Ha OyMa)XHOM HOCHUTele, IOAMUCAHHOTO IPaXAaHWHOM, OOHUM U3 poIuTeneit
WIA WHBIM 3aKOHHBIM IIpEICTaBHUTEIEM, MEIMLIMHCKUM paOOTHHKOM, JHOO
dopmupyercs B (GopMe  DIEKTPOHHOTO  JOKYMEHTa, IONIMHCAHHOI'O
rpaXJaHuHOM, OJHHMM W3 POIOUTENICH UIU MHBIM 3aKOHHBIM IIPEJCTaBUTENEM C
HCIIOJIb30BaHUEM YCUIIEHHOM KBATH(MUIIMPOBAHHOMN 3JIEKTPOHHOMN MOANKCH WM

IIPOCTOH 3JIEKTPOHHON IONIHUCH MOCPEACTBOM INPUMEHEHUS €HUHONU CHUCTEMBI



uaeHTHOUKAIMA W ayTeHTH()HKALUH, a TAaK)Ke MEeIUIUHCKHM pabOTHUKOM C
HCIOJIE30BaHUEM YCHIIEHHOH KBAMQUIMPOBAHHOW 3JIEKTPOHHOM IOAMHUCH.
HNudopmupoBarHoe 106poBOIbHOE coTlache Ha MEAUIMHCKOE BMEIIAaTeNnbCTBO
WA 0TKa3 OT MEJULMHCKOr0 BMeNIaTehCTBa OJHOI'0 U3 POAUTENEH WM HHOTO
3aKOHHOI'O TpeACTAaBUTENS JIMIA, YKa3aHHOTO B YacTH 2 HacTOSIMIEH CTaThy,
MOXeT OBITH CHOPMHUPOBAHO B hopMe 3IEKTPOHHOTO TOKyMEHTa IIpYU HAIMYHNH B
MEIMIMHCKON JOKYMEHTallUd TIallieHTa CBEACHHH O €ero 3aKOHHOM
npeAcCTaBUTeNe.»;

5) yacTh 5 cTaThu 22 U3II0XKUTH B CIIEAYIONIEH pelaKIim:

«5. [NauenT 0O ero 3aKOHHBIM MPEINCTaBUTENs HMEET IPaBO [0
3allpocy, HallpaBJICHHOMY B TOM YHCJIE B BJIGKTPOHHOH (opMe, INOIydaTh
OTpaXkaIoIl[fie COCTOSHHE 3/I0pOBbs TMAIllAEHTa MCEAWIMHCKHAE IOKYMEHTHI
(vx KonmMM) M BBIMMCKM M3 HHUX, B TOM 4YHCiIe B (OpMe DIEKTPOHHBIX
IOKyMeHTOB. IIopsAIOK M CpPOKM NpemocTaBlIeHHs MEIMIHUHCKHUX IJOKYMEHTOB
(ux xomuil) W BHIIMCOK M3 HUX YCTAHABIMBAIOTCS YIIOJTHOMOYECHHEBIM
(benepaJbHBEIM OPraHOM HCIIOTHUTEILHOH BIACTH.»;

6) "acTh 8 cTaTbu 34 U3IIOKUTH B CIEAYIONIECH pelaKIIim:

«8. Opranmsaisi OKa3aHUS BBHICOKOTEXHOJIOTHYHON MeIULIMHCKOR
IOMOIIM OCYWIECTBISETCA C MPUMEHEHHWEM eJUHOH ToCyNapCTBEHHOM

MHQOPMallMOHHOM cHCTeMBl B cdepe 3ApaBOOXpaHEHHS B  IOPSIKE,
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YCTAHOBJIEHHOM YIOJTHOMOYEHHBIM (pe/iepalbHbBIM OpraHOM HCIIOJHUTEIBHON
BIIaCTH.»;
7) IOTIOMHUTEH CTAThel 36° clieyromero COZlepKaHUS:

«Cratps 36%. Oco6eHHOCTH MeIHIMHCKO NOMOIINH, OKA3bIBAEMOM ¢
NpPHMEHEHHEM TeJleMeJHIIHHCKHX TeXHOJIOTHi

1. MeaumuHCKass  IOMOINb C  IIPUMEHEHHWEM  TeJIEMEAMLIMHCKUX
TEXHOJIOTUA OPraHMU3yeTCs M OKa3bIBaeTCs B IIOpPSAJKE, YCTaHOBIEHHOM
YIIOJTHOMOYEHHBIM (heiepallbHBIM OPIraHOM HCITOJIHUTENIHHOU BIIACTH, a TaKXKe B
COOTBETCTBUH C IOpPSAKAMH OKa3aHUS MENUIIMHCKOM MOMOIIM M Ha OCHOBE
CTaHIAPTOB MEIULIMHCKOM ITOMOIIH.

2. KoHcynpranuu TmanueHTa WIH ero 3aKOHHOT0 IIpelCTaBUTEINS
MEIUIIMHCKAM pabOTHUKOM C IPUMEHEHHEM TeJIEMEAUIMHCKUX TEXHOJOTHH
OCYIIECTBIISIOTCS B LIEJIAX:

1) mpodunakrukm, cbopa, aHamu3a xajnod nanyeHTa U JaHHBIX aHaMHe3a,
OIIEHKH 3¢ (HEeKTHBHOCTH J1e4eOHO-THarHOCTHYECKHUX MEPOIIPHUATHH,
MEIULMHCKOT0 HalII0IeHUs 33 COCTOSHUEM 3J0POBbS ITAallUEHTa;

2) OpHHATHS pelIeHus 0 HeoOXOIMMOCTH MPOBEIEHHS OYHOrO IpHEMa
(ocMoTpa, KOHCYNBTALUN).

3. IIpu mpoBeneHWH KOHCYNbTalMid C MpUMEHEHHEM TeleMeIUIMHCKIX
TEXHOJIOTUH JIeYalllM BpadoM MOXET OCYHIECTBIATHCA KOPPEKILUsA paHee
Ha3HAYEHHOIO JICYCHUS IIPU YCIOBUU YCTAHOBIICHHS UM JIarHo3a U Ha3HAYeHH

Je4eHs Ha OYHOM npHeMe (0CMOTpe, KOHCYILTALIHH).



4. JluctaHiiOHHOe HaAONIIOJeHHe 3a COCTOSHHEM 3[0pOBbsS IAlMEHTa
HAa3HA4yaeTcsd Jieyal(uM BpayoM Iociie O4yHOro nmpueMa (OCMOTpa,
KOHCYJIbTaliH). JUCTaHUMOHHOE HAOMIOAEHHE OCYILECTBIAETC Ha OCHOBaHUH
JAHHBIX O MalWeHTe, 3aperuCTPUPOBAHHBIX C IMPUMEHEHHEM MEIMLIMHCKUX
U3IENui, TMpeJHa3HAYeHHbIX MJII MOHHTOpDUHIA COCTOSHUSA OpraHu3Ma
yenoBeka, ¥ (WIM) Ha OCHOBaHMM [aHHBIX, BHECEHHBIX B €IUHYIO
roCyIapCTBEHHYIO HH(QOPMALIMOHHYIO CUCTEMY B cepe 3paBOOXpaHEHHUs, UK
roCyIapCTBEHHYI0 HH(OPMAaIMOHHYIO CHCTeMYy B cdepe 34paBOOXpaHEHHs
cy6bexra Poccuiickoit ®Depmepanuu, WM MeJUIMHCKYI0 HHGOPMAIMOHHYIO
cucTeMy, WK WH()OPMALMOHHBIE CHCTEMbl, YKa3aHHble B 4acTH 5 cTaThd 91
nactosuiero denepaabHOro 3aKoHa.

5. IlpumeHenne  TeneMENUIUMHCKMX  TEXHOJOTMI IpU  OKa3aHHUH
MEIMUUHCKOM TIOMOINM OCYHIeCTBIsAeTcs ¢ coOiofeHneM TpeOoBaHMid,
YCTAaHOBJEHHBIX 3aKOHOHarenbcTBOM Poccuiickoit ®enepauuu B obnactu
IIepCOHANBHBIX NaHHBIX, U COOJII0/IeHIeM BpaueOHOH TaiHEL.

6.B nmensx umeHTHOWKAIMM W ayTeHTH(UKALUHA  YJaCTHHKOB
IUCTAHIIHOHHOIO B3aWMOIEUCTBHUS MPH OKa3aHUW MEOUIIMHCKON MOMOLIA C
IpUMEHEeHUEeM TelIeMEQUIMHCKIX TEXHOJOIHI HCIIOJIB3YyeTCsl e€QuHas chUcTeMa
AIeHTH(GUKANA ¥ ayTeHTU(UKAIIUH.

7. [lokyMeHTUpoBaHue HHGopMauu 00 OKa3aHWHM METUIIHHCKOM

INOMOLIH HNalHUCHTY C IIPUMCHCHHEM TCICMEAMHHHCKHUX TGXHOJIOI‘HfI, BKJIrO4as



BHECEHHE CBeIEHU B €ro MEeAMLIUHCKYIO [OKYMEHTALMIO, OCYILECTBIIIETCS C
HCIIOJIF30BAHHEM YCHJICHHOH KBaIH(DUIMPOBaHHON 3NEKTPOHHOM IOMIIUCH
MeTUIIMHCKOTO pabOTHUKA.»;

8) ab3zary mepBbiii uvacth 4 cratem 37 mocine cinoB «CraHmapr
METUIMHCKON IMoMOIIN pa3pabaThIBaeTCs» JOMOJIHUTD CIOBAaMHU «B IIODSIKE,
YCTAaHOBJIEHHOM YIIOJHOMOYEHHBIM (efepasbHBIM OpraHOM HCIOJIHUTEIBHOR
BIIACTH, Y,

9) myHKT 4 yacTH 2 cTaThy 73 U3IIOKHUTH B CIEAYIOLIEH pelaKLIVH:

«4) Ha3HAYATh JIEKAPCTBEHHBIC IperapaTthl B MOPsSAKE, YCTAHOBICHHOM
YIIOJHOMOYEHHBIM (heiepalbHbIM OpraHOM HCIIOJHUTEIHHON BIACTH;»;

10) B mynkre 6 yactu 1 crtathu 74 CIOBO «BBINUCHIBATB» 3aMEHUTH
CIIOBaMH «BbIJ1aBaTh PELIENITH Ha;

11) B cratee 78:

a) MyHKT 3 H3JI0XKUTH B CIIEAYIONICH peaKIiH:

«3) BBIlaBaTh MENUIIMHCKHE 3aKIIOYEHHWS, CIPaBKH, pELeNTsl Ha
JieKapCTBEHHBIE IperiapaThl U MEJUIIMHCKHAE M3lenus Ha OyMa)kHOM HOCHTENe
U (Wik) ¢ corjacus MalMeHTa WIM ero 3aKOHHOrO NpeACTaBUTENS B ¢opme
3NEKTPOHHBIX JOKYMEHTOB c HCIIONBb30BaHUEM YCHIICHHOI
KBATU(QHUIUAPOBAHHOM SIEKTPOHHON IIOAMUACH MEOWIMHCKOro paboTHHKa B
TOPSJKE, YCTAHOBIEHHOM  YIIOJTHOMOYEHHBIM  (peflepalibHBIM  OpPraHoM

HCIIOIHUTEIBHOM BJIaCTH;;



9

0) MyHKT 5 U3JI0OXXUTH B CIeAYyIOIIel peaakiuu:

«5) co3gaBaTh MEIUIIMHCKHE MH(OPMAIOHHBIE CHCTEMEI, COIEp)Kaliue
JlaHHBIe O TMalueHTax, o0 OKa3pIBaeMOil KM MEIHMIMHCKOM IOMOIIH, O
MEIUILMHCKON [eATeNIbHOCTH MEIUIMHCKAX OpraHu3alyii ¢ cobmoaeHueM
TpebOoBaHUM, YCTaHOBIEHHBIX 3aKOHOAATeNnbcTBOM Poccmiickoit Penmepauuu B
001acTi IEPCOHANBHBIX IaHHBIX, X COOJIIOZICHUEM BpaueOHOM TaifHbL.»;

12) crateio 91 U3OXUTE B CIeLyIONIEH pelaKIum:

«Crtatbs 91. HndopmannonHoe obecrieuenne B cpepe
3ApaBOOXpaHeHHUsI

1. Uadopmanmonnoe  obecrieueHue B  cdepe  3aApaBOOXpaHEHUS
OCYIIECTBIIIETCSI  IIOCPEACTBOM CO3JaHUSA, Pa3BUTUS M  OKCIUIyaTalluy
¢enepaipHBIX TOCYHApCTBEHHBIX HH(QOpPMAalMOHHBEIX CHCTeM B  cdepe
3[]paBOOXpaHEHHS, HH(POPMAIOHHBIX CHCTEM B cdepe 3IpaBOOXpaHEHHS
QenepansHoro ¢oHma 00sA3aTENBHOTO MEIUIIMHCKOTO CTPAaxOBaHUSI W
TEpPUTOPUANBHBIX (GOHIOB 00S3aTENBHOT0 MENUIMHCKOr0 CTpPaxOBaHHS,
roCcyJJapCTBEHHBIX HMH(OPMAIMOHHBIX CHCTeM B cdepe 3apaBOOXpaHEHUS
cyOopexToB Poccuiickoit ®enepaiuy, MEAUIUHCKUX MHPOPMAITHOHHBIX CHCTEM
MEIULIMHCKHX OpraHu3anui, HHQOPMAIMOHHBIX CHCTeM (hapMaleBTHIECKUX
opraHu3alyi (anee — HHQOPMAIMOHHBIE CUCTEMEI B cepe 3/1paBoOOXpaHEHNs ).

2.B uHQOpMaLMOHHBIX CcHCTeMax B cdepe 3apaBOOXpaHEHU
OCYIIECTBISIOTCS cOop, XpaHeHue, 00paboTka U IpeocTaBieHne HHPOPMALIH

00 opraHax, OpraHM3alMAX TOCYIAPCTBEHHOH, MYHHUIIMIAILHON M YaCTHOU
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CHCTEM 3ApaBOOXpaHeHHMS M 00 OCYyHmIEeCTBICHMHM MEAMIMHCKON H WHOM
IesTeILHOCTH B cepe oxpaHbl 350poBbsi. O6paboTKa NepCOHANBHBIX JAaHHEIX B
nHGOPMAIIMOHHBIX CHCTeMax B cdepe 3ApaBOOXPAHEHHA OCYIIECTBIIAETCH C
cobmoneHneM TpeOOBaHUM, YCTaHOBIEHHBIX 3aKOHOJATeNbCTBOM Poccuiickoin
Denepanuy B 007aCTH MEPCOHANBHBIX NaHHBIX, U coOmoneHneM BpadeOHOI
TafHEL

3. Oneparopamu UHGOPMALMOHHBIX CHCTEM B cepe 3apaBOOXpaHEHHS
SBNIAIOTCS YIIOJIHOMOYEHHBIN (besiepanbHbI OpraH MCIIOJHHUTEIBHOM BIACTH,
uHble (elepanbHble OpraHbl WCIIOJHHUTENBHONM BJIACTH B cdepe OXpaHBbI
3I0pOBBSl ¥ MX TEPPUTOPHANIbHBIC OPraHbl, OpraHbl HCIIOIHHUTEIBHOH BIACTH
cyOBexTa Poccuiickoi Deneparyy, YIIOJIHOMOYEHHBIE BBICIIMM
UCIIONTHUTENbHBIM OpPraHOM TOCyJapCTBEHHOH BIacTH cyOwpekTa Poccuiickoi
Qenepaury Ha CO3[aHHE, PAa3sBUTHE U OIKCIUIyaTallMI0 TOCYAapCTBEHHOM
MH(OpPMaLlMOHHOH CUCTEeMBI B cdepe 3apaBooxpaHeHHs cyObekra Poccuiickoi
Qenepanu  (mamee - YIOIHOMOYEHHBIE OpraHbl HCIIOJIHWUTENBHON BIIACTH
cyowexra Poccuiickoii @enepanun), opraHu3aluy, Ha3HaUeHHbIE yKa3aHHBIMHU
opraHamu, opraisl ynpasieHus @epepansHoro ¢Qonma o00s3aTeNnbpHOTO
MEJHLHCKOTO CTpPaxOBaHUS U TEePPUTOPHAIBbHBIX (OHIOB 00s13aTEIHHOTO
MEIUIHHCKOTO CTpaxOoBaHHWs B YacTH, KacaroIEHCsl nepcoHU(UIMPOBAHHOIO
ydeTra B cHUCTeMe 00s3aTelIbHOI'0 MEAMIIMHCKOTO CTPaxOBaHUs, MEJUIMHCKUE

opranv3alvi U (bapMaHeBTquCKHE OpraHu3anuu.
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4. TpeboBaHHUA K TOCYZapCTBEHHHIM HH(POPMALIMOHHBIM CHCTEMaM B
chepe 3npaBooxpaHeHHs cyObekToB Poccuiickoit ®enepanuy, MeAHLMHCKUAM
HHPOPMALIMOHHBIM CHCTEMaM MEIUIIMHCKUAX OpraHu3aiuii 1 HHGOpMalMOHHBIM
CHCTEMaM ¢bapMalieBTHYeCKUX opraHu3anui YCTaHaBIIUBAIOTCA
YIOJTHOMOYEHHBIM (eiepalbHBIM OpTraHOM HCIOJIHUTENBHON BIacTH.

5. Napie mH(pOpMAIMOHHBIE CHCTEMBI, IpedHa3Ha4yeHHBle it cbopa,
XpaHeHUs, 0OpabOTKM W TpenocTaBieHHus HH(pOpManuH, Kacaromeics
JIeSITENbHOCTH MEAMIIMHCKUX OpraHu3aluil U IIPelOCTaBIAEMBIX HMMH YCIyr
(manee - wHbBIe HHGOpPMAIIOHHBIE CHCTEMBI), MOTYT B3aMMOAEHCTBOBATH C
“H(POPMAIMOHHBIMHA CHCTEMaMH B cdepe 3IpaBOOXpaHEHHS U MEIUIMHCKUAMH
OpraHu3alMsIMU B IOPSAAKE, Ha YCIOBUAX M B COOTBETCTBHHU C TpeOOBaHUAMH,
ycranoBileHHbIMU [IpaBuTenscTBoM Poccuiickoit ®enepanuu.

6. uple uHQOpPMALMOHHbIE CHCTEMBl IIONKIIOYAIOTCS K €IWHOM
roCyJapCTBEHHOM cucTeMe B cdepe 3IpaBOOXpaHEHHsS YIOJIHOMOYEHHBIM
(denepalbHBIM OpPraHOM HCIOJHHUTEIBHOM BIAacTM M K €AHWHOI cucreme
uaeHTUGUKAIUK U ayTeHTHGUKanuy denepalbHbIM UCIIOJHUTEIBHBIM OPraHOM
rOCYAapCTBEHHOM BJIAacTH, OCYINECTBAIOIIMM (YHKINH IO BBIpabOTKE U
peaiu3allud  TOCYJapCTBEHHOW TONUTUKH M  HOPMATUBHO-TIPAaBOBOMY
peryJiupoBaHHIoO B cepe HHPOPMAIMOHHBIX TEXHOJIOTHH.»;

13) IOIOJIHUTD cTarbei 91! CIIEYIOLIEro COZlepXKaHUs:
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«Cratbs 91'. Eannas rocyaapcreeHHass HHGOpMallHOHHASA CHCTEMA
B cdepe 3ApaBOOXpaHEHHSH

1.B memsx obecmedeHus [OCTyna TrpaxIaH K yciayram B cdepe
3IpaBOOXpaHEHHs B OJIEKTPOHHOH ¢opMe, a TakXkKe B3aMMOIECHCTBHA
UHQOPMAalMOHHBIX CHCTEM B cdepe 3ApaBOOXpaHEHHs YHOTHOMOYEHHEIM
¢benepaIbHBIM OpPTraHOM HCIIOJNHUTENBHON BIIACTH CO3JIa€TCs, pa3sBUBAcTCAd H
IKCIUTyaTUPYeTCs €AUHas roCydapcTBEHHAs: HHPOpMaIIOHHAs CHCTeMa B cdepe
3[paBoOOXpaHeHus (fanee — eAUHas CUCTEMA).

2. Ilonoxenue 0 €IMHON cHUCTEME, B TOM YHCIE IOpPAAOK AOCTyIla K
unpopMaIuy, corepkameiics B Hel, NOPSIOK M CPOKH IIpeACTaBICHHUA
uHQOpMaUMH B EOUHYI0 CHCTeMy, MNOpsHokK obMmeHa wuHpopManueit c
UCTIONB30BAHUEM  €QMHOM  CHCTEMBI, YyTBepxkzaaercs IIpaBuTenscTBOM
Poccuiickoit ®enepanym.

3. Enunas cucreMa BKIIo4aeT B ceOsi:

1) cBenenus, cofepxamuecs B (QedepaJbHBIX HH(YOPMAITHOHHBIX
cucreMax B cdepe 3apaBooXpaHeHHs, (QenepanbHbIX 0a3ax MaHHBIX W
denepanbHBIX perucTpax B cdepe 3OpaBOOXPAaHEHHS, BeHEHHE KOTOPBIX
OCYIIECTBISETCS YIOIMHOMOYEHHBIM (efepabHBIM OpraHOM HCIOJHHUTENHHON
BJIACTH C UCIIOJIb30BaHHEM €MHOMN CHCTEMBI;

2)cBeieHUs O MEOWIMHCKUX OpraHU3alMsX, 3a HCKIIOYEHHEM

MCAHULHMHCKHX opraﬂnsaunﬁ, NnoABCAOMCTBCHHEIX (benepanLHmM opraHaM
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UCIIOJIHATEBHOHN BIAcTH, B KOTOPEIX (efiepallbHBIMU 3aKOHAMU IIpeAyCMOTpeHa
BOEHHasl CIryk0a MK npupaBHEHHAA K Hell ciryx0a;

3) yka3zaHHsbIe B cTathe 93 HacTosmiero @enepajlbHOro 3aKOHa CBEAECHU O
JHUIaX, KOTOPhIE y9acTBYIOT B OCYIIECTBICHUN MEOULMHCKOMN ACATEIbHOCTH;

4) ykazanHeie B cTaThe 94 Hacrosmero ®elepaJbHOrO 3aKOHa H
o0e3nuueHHble B IOPsJKe, YCTaHOBIEHHOM YIIOJIHOMOYEHHBIM (elepanbHbIM
OpraHOM HCIIONHUTENBHOM BJIACTH IO COIVIACOBaHHIO C (pefepabHEIM OpraHOM
MCTIONHUTEIBHON BNACTH, OCYLIECTBISIIONIMM (YHKIMM 10 KOHTPOJIO U
HaJ30py B cdepe cpelcTB MaccoBOi HHPOPMAINHY, CBEIEHNS O JIUIAaX, KOTOPHIM
OKa3bIBAETCA MEAMLMHCKAs IIOMOIIb, a TAlOKe O JIMIAX, B OTHOIIEHUH KOTOPHIX
IOPOBOIATCS  MEIULMHCKHE  DKCIIEPTH3Bl, MEIHMLUHCKHE OCMOTPBI M
MeIUIHCKHE OCBHIETEeIILCTBOBAHNUS;

5)cBeneHAS O MEOULMHCKOH JOKYMEHTallMd, II0 COCTaBy KOTOPBIX
HEBO3MOJKHO OIIPEIENUTh COCTOSHHE 370pOBbA TIPaXJaHHHA, M CBEICHHS O
MEJUIUHCKON OpraHu3aliy, B KOTOPOH MeJUIIMHCKAas JOKYMEHTAIUs Co3/1aHa ’
XpaHUTCH;

6) cBeIIeHUs CTaTHCTHYecKoro HabmoneHus B cepe 3npaBooXpaHeHusd, a
TaKXXe CBOAHYIO aHAJIUTUYECKYI0O MHGOpPMAIMIO IO BOIPOCAM OCYIIECTBICHUS
MEIUIMHCKOH JeATeIbHOCTH U OKa3aHUA MEJUIIMHCKON IIOMOIIIH;

7) cBenieHuss 00 oOpraHu3anMM  OKa3aHUS  BBICOKOTEXHOJOTMYHOM

MeIMUIMHCKON ITOMOIIIH;
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8) cBemenms, HeoOXoAuMble M OCYIIECTBICHHS MOHHUTOPHHIa H
KOHTpOJsI B cdepe 3aKyNoK JIEKapCTBEHHBIX IIpenapaTroB I obOecredeHus
roCyJJapCTBEeHHBIX M MyHULUIAIBHBIX HYX];

9) cBenenus 00 opraHuzanuu odOecrieueHHs TpakJaH JIEKapCTBEHHBIMU
mperapataMy Uil MEAMLMHCKOrO INPUMEHEHUS, MEAUIMHCKMMH HU3AeIHsIMH
(m3penusaAMH  MEAMLIMHCKOTO  Ha3Ha4YeHWsA) W CHeHUAIN3UPOBAHHBIMH
IIPOLYKTaMH JIe4eOHOTO IIHTaHM B COOTBETCTBUH CO CTaThell 6° MenepatsHoro
3akoHa oT 17 wmrong 1999 roma Ne 178-®3 «O rocynapcTBEHHOH COLMANIBHOM
noMomny», nmyHkramu 19 u 20 vactu 1 crateu 14, crarbeil 44 u myHKTOM 5
yacTu 2 crathu 81 Hacrosmero ®eepaabHOro 3aK0Ha;

10) xnaccu¢puKaTophl, CIPaBOYHUKM H HHYIO HOPMAaTHBHO-CIPABOYHYIO
uHpopMmaiio B cdepe 3IpaBOOXpaHEHUS, IIepeueHb, IOPANOK BEHCHHUS H
UCIOJIb30BaHUSI KOTOpPOH ONpenelsioTcs YIOJHOMOYEHHBIM (elepabHBIM
OpraHOM HCIOJHHUTENIbHOM BIIACTH.

4. Enynas cucreMa obecneyuBaeT BeleHHE (elepalbHBIX PErucTpoB,
NPEAYCMOTPEHHBIX YaCThIO 2! cratbm 43, yacTsaMu 4, 8 craTby 44 HacTOAMIErO
®denepaNbHOTO 3aK0Ha, cTaTheil 24' 3akona Poccuiickoit ®exepamuu oT 15 Mas
1991 roma Ne 1244-1 «O coumansHOW 3ammTe TpakKOaH, HOABEPIIIMXCS
BO3JIEHCTBHIO pafualy BeyencTBue karactpodsl Ha UepHoObUTECKOM ADCy.

5.Enunas  cucrema ofecrmednBaeT BO3MOXHOCTh TIPENOCTABICHMS

TpaxaaHaM yciayr B cpepe 31paBooXpaHeHHS B DOJEKTPOHHOH ¢opme
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ITOCPEACTBOM €QWHOr0 MOpTaia rOoCyJapCTBEHHBIX M MYyHHLMIAIBHBIX YCIYT,
nepedeHb KOTOPBIX yTBepkaaercs [IpasurensctBoM Poccuiickoit @enepanuy.

6. ITocraBmukamu HHGOPMAIUH B €IUHYIO CUCTEMY SIBJISIOTCS:

1) ynosmHOMO4YEHHBIH (hefiepaTbHbIA OpraH UCIIOIHUTENBHON BIIaCcTH;

2) denepaibHble OpraHbl HCIIOJHHUTENBHONH BIIACTH B cdepe OXpaHbl
3M0pOBbS M WHbIE (QelepalibHble OpraHbl HCIOJHUTENBHOHM BIAacTH B
COOTBETCTBUM C IIOJHOMOYHUSMHM, YCT@HOBIEHHBIMM 3aKOHONATEIbCTBOM
Poccuiickoit @enepanuy;

3) @enepanpHblii GOHI 003aTENBHOTO MEIHUILMHCKOTO CTPaxOBaHUS U
TeppuUTOpUanbHble (GOHABI 00s3aTENFHOIO0 MEIUIIMHCKOTO CTpaxOBaHMS,
INencuonnsnii poug Poccuiickoit ®enepanuu, @oHA COLUATBHOTO CTPaXxOBaHM
Poccuiickoit Penepanuy;

4) yroJIHOMOYEHHbIE  OpraHbl HCIOJHHUTENbHOH BIacTH CyObeKTa
Poccuiickoit @enepanny;

5) opraHsl MECTHOI'O CaMOYIIpaBIeHHS, OCYILIECTBIAIONINE IIOTHOMOYHS B
cdepe oxpaHbI 310POBbS;

6) MeIMUUHCKYE OpraHu3aluy ¥ (apMaleBTHIeCKUe OpraH13anuy;

7) opraHuzaiyy, SBIAIOUIMECS OIepaTOpaMU HMHBIX HHGOPMAIOHHBIX

CHCTCM, YKa3aHHBIX B YdaCTH S crarpu 91 HaCcTOoALICTO CI)e,uepanLHoro 3aKOHa.
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7. ITonp3oBateliMu MHGOpMAUXHU, COIEpXKalleiics B eQUHON cucreme,
SIBIIIOTCS. OpraHbl M OpraHW3allii, YKa3aHHbBIE B 4acTH 6 HACTOAIIEH CTaThH, a
TaK)Xe rpaKaaHe.

8. Joctrym Kk uHH(boOpMalH, colep)kamieidics B €IUHOH CHCTEMe,
MPEAOCTABIIAETCS IIOCTAaBIIMKaM HH(OpManuy B €AMHYIO CHCTEMY, a TaKXKe
OpraHaM ¥ OpraHH3allysM, SBJISIOIMMCS I0JIb30BaTEIsIMU €IUHONW CHCTEMBI, B
COOTBETCTBHM C MX KOMIIETEHIIMeH, YCTAaHOBJICHHOH (efiepallbHBIMH 3aKOHaMU
¥ TPHHATEIMH B COOTBETCTBHM C HUMH HOPMAaTHBHBIMHU IIPAaBOBBIMH aKTaMH
IIpesumenta Poccuiickoit ®@epepamuu  u  IlpaButenscrBa Poccuiickoit
Oenepanyu.»;

14) B cratbe 92:

a) 4acTh 1 M3MIOXKUTH B CIENYIOIIEN pelaKIIMn:

«l. Ilpu ocymecTBIE€HUH MEIUIUHCKON HAEATEIBHOCTH BEIETCA Y4eT
NEPCOHAJIBHBIX AAHHBIX JIMI, y4acCTBYIOIIMX B OCYIIECTBICHHM MEXULIMHCKOM
JeSTeILHOCTH, JIUL, KOTOPBIM OKa3blBaeTcd MEIMIIMHCKAas IIOMOINb, a TaKXke
JWL, B OTHOIIGHUHM KOTOPBIX IPOBOAATCS MEAMILUHCKUE IKCIEPTU3HI,
MEIUIIMHCKUE OCMOTpPbl M MEAMLUHCKHE OCBHAETEIhCTBOBaHUs (Haiee -
nepCoHN(UIUPOBaHHBIN yUET).»;

6) B yacTu 2 cioBa «OnepaTopsl HHPOPMALIMOHHBIX CHCTEM, YKa3aHHBIE B
qgacT 2 cTatbd 91» 3aMEHUTH CIIOBaMHU «ONepaTOpsl HHPOPMALMOHHEIX CHCTEM

B cepe 3paBOOXpaHEHNs, YKa3aHHEBIE B YaCTH 3 cTaThd 91»;
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B) 9acTbh 4 U3JIOXKHTH B CIENYIOLIEH pelaKin:

«4.Ilpu  BemeHMHM  NEpCOHU(DUUIUPOBAHHOTO  y4e€Ta  JOJDKHEI
obecrieunBaThCs KOHQUACHIIUANBHOCTh MePCOHATBHBIX AAaHHBIX JIML, KOTOpbIE
Y4acTBYIOT B OCYIIECTBICHHMHM MEIULIMHCKOW JAesATENhbHOCTH, JHI, KOTOPHIM
OKa3pIBaeTCd MEJUIHHCKAas IIOMOIIb, a TaKXke JIHI[, B OTHOIIEHUH KOTOPBIX
IPOBOAATCS  MEAUWLMHCKHAE  3KCHEPTU3bI, MEAMIMHCKHE OCMOTpPHl M
MEIUIMHCKHE  OCBHJIETEIbCTBOBAaHMA, ¢  0O€30MacHOCTh  yKa3aHHBIX
IEepCOHANBHBIX JaHHBIX C coOiojieHueM TpeOOBaHMM, YCTaHOBIECHHBIX
3aKkoHoZarelbcTBOM Poccuiickoit @enmepanmu B 005acTH  NEPCOHANBHBIX
JaHHBIX.)»;

15) B craThe 93:

a) B HAUMEHOBaHHH CJIOBa «B OKa3aHHUU MEIULMHCKHX YCIyr» 3aMEHHTh
CJIOBaMH «B OCYILIECTBICHUH MEIUIIMHCKOM eI TeIHHOCTI;

0) B ab3ale mepBOM CJIOBA «B OKa3aHWUM MEAMIIMHCKHUX YCIyI» 3aMEHHUTb
CJIOBaMH «B OCYIIECTBIIEHUM MEOUIIMHCKOM e TENbHOCTI;

B) MyHKT 11 U370XUTH B CleayIomel pelaKIuu:

«11) cBenenus 06 oOpa3oBaHUM, B TOM YKCIE JaHHBIe 00 OpraHM3aLUsIX,
OCYIIECTBISIOIIAX ~ 00pa3oBaTeNbHYI0  HESATENbHOCTh 10  peallu3alvd
npodecCHOHANTBHBIX 00pa30oBaTeNbHEIX MPOrPaMM MEAHIMHCKOTO 00pa3oBaHus,

0 IokymeHTax 00 oOpa3zoBaHvH M (WiIHM) O KBaIM(HUKALUU, O JOrOBOpE O
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neneBoM O0OydYeHHHM, a TakXe JaHHble O cepTUdUKare clenuanucra WK
aKKpeIUTALMY CIELHAINCTA;Y;

r) B ImyHKTe 12 cinoBa «OKa3pIBaloOIled MEIUIMHCKHE YCIYyTH» 3aMEHHUTh
CJIOBaMH «OCYIIECTBIISIOMEH MEJUIIUHCKYIO IeATEeIbHOCTEY;

1) B ImyHKTe 13 clnoBa «OKa3bIBaIOILIeil MEAMIIMHCKUE YCIIyTH» 3aMEHUTh
CJIOBaMHU «OCYIIECTBIIAIONIEH MEAULMHCKYIO JesSTENbHOCTDY;

€) JOIOJHUTH ITyHKTOM 14 ciefyromiero conepxaHusi:

«14) cBemeHuss o0 WIeHCTBE B MEIHLMHCKHX HPOQecCHOHAIBHBIX
HEKOMMEPUYECKUX OpraHU3alusaX, yKa3aHHBIX B CTarbe 76 HACTOSILETO
DenepaabHOTO 3aKOHA (IIPH HAJTHYHH).»,

16) B cratbe 94:

a) HaMMEHOBaHUE U3JI0XKUTH B CIEAYIOIel peakiuu:

«Cratpa 94. CBegeHusi 0 JHIAX, KOTOPBIM OKAa3bIBaeTCH

MeAHNIMHCKAs MNOMOImb, a TaKxke O JHOAX, B
OTHOIICHHH KOTOPBIX MNPOBOAATCH MeJHIHHCKHE
JKCHEPTH3bI, MeANIHHCKHE OCMOTPbI "
MeJUNHHCKHE OCBHETe1bCTBOBAHNSY;

0) B ab3ame IepBOM CJIOBAa «OKA3BIBAIOTCA MEIUIIMHCKHE YCIYTH»
3aMCHUTH CJIOBAMHM «OKa3bIBAETCS MEAMLIMHCKAs IIOMOIIb, a TaKXe O JuIax, B
OTHOHIEHUN KOTOPBIX INPOBOAATCA MEAMLUHCKUE DKCIEPTHU3Bl, MEIHULHCKHE
OCMOTpBI 1 MEAULIMHCKUE OCBUETEIIHCTBOBAHUSY,

B) B NIyHKTe 14 cioBa «oOKa3aBIled MeIUIIMHCKHE YCIYTH» 3aMEHHUTDH

CJIOBaMH ((OCYII_IGCTBJUIIOH_Ieﬁ MEOHIIMHCKYIO JeATCIIBHOCTDY,
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r) myHKT 18 M3I0XKUTH B CleayOIeil peIaKIiH:

«18) 06beM oka3zaHHON MEIMIIMHCKOM ITOMOIIM, BKJIOYas CBEACHHSI 00
OKa3aHHBIX MEIUIUHCKUX YCIyTax;»;

1) IyHKT 21 U3JI0KHTH B CIEAYIOIIEH peqaKiiy:

«21)cBemeHHs O  TPOBENEHHBIX  MEIUIMHCKMX  OKCIIEPTH3aX,
MEIUIMHCKUX OCMOTpax M MEJUIMHCKUX OCBHAETEbCTBOBAHMAX H HX
pe3ynbTaThl;»;

€)B IyHKTe 23 cloBa «MEOHLIMHCKYIO YCIYTY» 3aMEHHTHb CIIOBaMH
«MEAMLUHCKYI0O  IIOMOIIb, IIPOBOJUBIINX  MEAHWIHUHCKHE  3KCIEPTHU3BL,
MeIUIMHCKAE OCMOTPHI U MEAULIMHCKHAE OCBHETEIHCTBOBAHIY.

Cratbs 4

1. Hactosmuii @enepanpHblii 3aKOH BCTymaeT B CWiIy C 1 sHBaps
2018 rona.

2. Ilonoxenus cratbu 26 QenepanbHOro 3akona ot § suBapa 1998 roga
Ne 3-03 «O HapkOTHUECKHMX CpeICTBaX M IICHXOTPOIIHBIX BEMIECTBax» (B
penakiuu Hacrosmero PeneparsHOro 3akoHa), crareit 4 u 6 DemepalbHOrO
3akoHa oT 12 ampens 2010 roma Ne 61-@3 «O6 obpamieHun JieKapCTBEHHBIX
cpencrs» (B pegakuuu Hacrosimiero enepaisHOro 3aK0Ha), ITyHKTa 3 CTaThu 78
QenepansHoro 3akoHa oT 21 HosOps 2011 roma Ne 323-®@3 «O6 ocHoBax
OXpaHbl 370poBbi rpaxknaH B Poccuiickoit @enmepanum» (B peHakiuu

Hactosmero PenepaabHOro 3aKoHa) B 4YacTH, Kacaromedcs (GOpMHPOBaHUS U
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BHIJIaYll PELENTOB Ha JIeKapCTBEHHbIE Npenaparthi, COAeplKallie Ha3HaueHHUe
HapKOTUYECKUX CPEACTB WM ICHXOTPOIHBIX BELIECTB, B (hopMe 3JIEKTPOHHBIX
JOKYMEHTOB, mpuMeHstoTcs ¢ 1 saBaps 2019 roga.

3. Tlonoxenus wacteit 3 u 6 cratem 91' denepampHOro 3aKoHa
ot 21 Hosa6ps 2011 roma Ne 323-03 «O6 ocHOBax OXpaHBI 30POBBS IPaxiaH B
Poccuiickoit ®enepanyn» (B pefakiuu Hacrosmero OenepaibHOro 3aK0Ha) He
npumenstorcs 1o 1 susaps 2019 roga B 4acTH, Kacarolielcs: mpeaoCcTaBleHus
UHQOPMAIIMHU B €UHYIO FOCYy1apCTBEHHYI0 HH(POPMALIMOHHYIO CHCTEMY B chepe
3[paBOOXpaHEeHUs], B OTHOIIEHUH MCOULIMHCKUX OPTaHU3alNi YaCTHOH CHCTEMBI
3[paBOOXPAaHEHUs], €CIIM TaKue MCIUIMHCKHAE OpraHu3alliil paHee He NPUHSIIN

PEeIICHHA O IIPEeIOCTaBIICHUN I/IH(I)OpMaI_IHI/I B YKa3aHHYIO CUCTEMY.

B.Ilytun

Mocksa, Kpemib
29 uronsg 2017 rona
Neo 242-®3



