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29 uronsg 2017 rona N 242-03

POCCUUCKAA ®EOEPALMA
®EOEPAIbHbIA 3AKOH

O BHECEHUW U3MEHEHWUN
B OTAEJIbHBLIE 3AKOHOAOATEJIbHBLIE AKTbl POCCUACKOWU ®EQEPALIMA
Mo BONPOCAM NPUMEHEHUA MHO®OPMALIMOHHbLIX TEXHONOIMM B COEPE
OXPAHbI 31OPOBbA

ITpunsar
I'ocynapcrBennoi [Jymoit
21 urong 2017 rona

Onobpen
Coserom Penepanuu
25 urong 2017 rona

CraTtbsa 1

Buectu B crathio 26 denepanbHoro 3akoHa ot 8 suBaps 1998 roma N 3-O3 "O HapkoTHYECKHX
cpenctBax M ncuxoTponHsix BemiecTBax" (Cobpanue 3akonoaarensctBa Poccuiickoit denepanun, 1998,
N 2, ct. 219; 2003, N 27, ct. 2700; 2011, N 49, ct. 7019; 2013, N 48, ct. 6165; 2016, N 27, ct. 4238)
CJIEyIOINE U3MEHEHUS:

1) myHKT 1 U310KUTH B CIeNyIOIEH pelaKkInu:

"1. PenenTsl, comepxaniie HazHAYeHUE HAPKOTHMUECKUX CPEACTB HJIM TICUXOTPOIHBIX BEIIECTB,
oOpMIIIOTCST Ha CHENHaNbHBIX ONaHKaX Ha OyMakHOM HocuTene U (Win) (GOPMHUPYIOTCA C COTJIAcHUs
MalUeHTa WM €ro 3aKOHHOTO TPEACTaBUTENSI B (pOpMe DJIEKTPOHHBIX JOKYMEHTOB, IMOIMUCAHHBIX C
UCIOJIb30BAaHUEM YCWJICHHON KBaTH(HUIIMPOBAHHOW OJJIEKTPOHHON TMOAMKMCH JIeYallero Bpaya W
denpamepa, aKymepkd, Ha KOTOPBIX BO3JI0KEHBI (YHKIIMU JI€YaIllero Bpada, U COOTBETCTBYIOIIEH
MEIUIIMHCKOW Opranusamnuu.";

"

2) nyHKT 2 mocie cioB '"mpaBuia oQopmileHHA" JONOJHUTH CilIoBaMHu ", B TOM uucie B ¢opme

AJIEKTPOHHBIX IOKYMEHTOB,".
Cratba 2

Buectu B ®@enepanbublii 3akoH ot 12 anpens 2010 roga N 61-®3 "O6 obpalieHu# JIeKapCTBEHHBIX
cpenctB" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit deneparuu, 2010, N 16, cr. 1815; 2011, N 50, cr.
7351; 2012, N 26, ct. 3446; 2013, N 48, cr. 6165; 2014, N 52, ct. 7540; 2015, N 29, cr. 4367)
CJIeyIOIE U3MEHEHUS:

1) myHkT 53 craTthu 4 U3NM0XKUTH B CIEYIOLIEH pelaKIuu:
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"53) peuenT Ha JIEKAPCTBEHHBIM NHpenapaTr - MEAWIUHCKHHA JOKYMEHT YCTaHOBJICHHOW (HOPMBI,
CoZlepyKalllii Ha3HA4YEHHE JICKApCTBEHHOTO Iperapara ISl MEIUIMHCKOTO IMPUMEHEHUs, BBIIAHHBIA
MEIUIUHCKUM pabOTHUKOM B LEJISX OTIYCKa JIGKAPCTBEHHOTO IMperapara WM €ro W3rOTOBICHHUS MU
OTIyCKa Ha OyMa)KHOM HOCHTEJIE MJIU C COTJIACHs MAIeHTa WM €ro 3aKOHHOTO IPE/ICTaBUTENS B opMe
3JIEKTPOHHOTO JOKYMEHTA, TMOJAMMCAHHOTO C HCHOJb30BAHUEM YCHJIEHHOW KBaTH(PUIMPOBAHHOMN
ANIEKTPOHHOW TOANUCH MEAUIMHCKOTO pPa0OTHHKA, JIMOO JOKYMEHT YCTaHOBICHHOW (HOpMBI,
coZiep Kalliii Ha3HAaYeHHWE JIEKApCTBEHHOTO Ipernapara Ui BETEPHUHAPHOTO IPUMEHEHHS, BBIJAHHBIH
BETEPHHAPHBIM PA0OTHUKOM B IENSAX OTIYCKA JICKApPCTBEHHOTO Mpenapara WM €ro M3rOTOBICHHS U
OTITyCKa Ha OyMakHOM HOcHUTene;'";

2) cTaThio 6 JOMOJHUTH IYHKTOM 4 CJIEIYIOIIETO COACPKAHMUS:

"4) mpuHsATHE pemieHus 00 HMCIONb30BaHUM Ha TeppuUTOopun cydownekta Poccuiickoii ®denepaunu
Hapsy C pelenTaMH Ha JIEKapCTBEHHbIE IpenapaThl, 0hOpPMIEHHBIMU Ha OyMa)KHOM HOCHUTEJIE, PEeLENTOB
Ha JIEKapCTBEHHBIE MPeTapaTtsl, CHOPMUPOBAHHBIX B (POPME ANEKTPOHHBIX JOKYMEHTOB.".

Ctatba 3

Buectu B ®enepanbhblii 3akoH oT 21 HOA0ps 2011 roga N 323-03 "O06 ocHOBax OXpaHbl 3J0POBbS
rpaxkaan B Poccuiickoit @enepanun” (Cobpanue 3akoHomarenbcTtBa Poccuiickoit deneparuu, 2011, N
48, ct. 6724; 2012, N 26, cT. 3446; 2013, N 27, ct. 3477; N 39, c1. 4883; N 48, c1. 6165; 2014, N 30, cT.
4257; N 43, ct. 5798; N 49, c1. 6927, 6928; 2015, N 1, cT. 85; N 10, ct. 1425; N 27, cT. 3951; N 29, crT.
4397; 2016, N 1, ct. 9, 28; N 15, ct. 2055; N 18, cT. 2488; N 27, ct. 4219; 2017, N 18, cT. 2663)
CJIETYIOIINE U3MEHEHUS:

1) cTarbio 2 AONOJIHUTE MYHKTOM 22 CIEAYIOLIETro COACPKaHUS:

"22) TeneMeNMIUHCKUE TEXHOJOTHH - HH(OpMAIMOHHBIE TEXHOJIOTUH, oOecrneynBaromme
JUCTAHIIMOHHOE B3aUMOJIEHCTBUE MEIUIIMHCKUX PAaOOTHUKOB MEXIY COOOM, ¢ ManueHTamMu U (WJn) ux
3aKOHHBIMH  TIPEJICTaBUTEISIMM,  HMJIEGHTH(PUKALMIO W ayTeHTU(QHUKAIMIO  yKa3aHHbIX  JIULL,
JOKYMEHTUPOBAaHUE COBEPLIAEMBIX HMHU JACUCTBUH MpPH NPOBEACHUM KOHCHUIMYMOB, KOHCYJIbTAIlHi,
JMCTAaHIIMOHHOTO METULIMHCKOTO HAOJIIOICHHS 32 COCTOSIHUEM 3/10pOBbS MallUeHTa.";

2) cratbto 10 nonoaHUTH MyHKTOM 10 cienyromero coaepKaHus:
"10) mpuMeHEeHHEM TeleMeTUIIMHCKUX TEXHOIOTui.";
3) Byactu 2 craTthu 14:

a) B myHKTe 11 cioBa "351eKTpOHHOM BHJE" 3aMEHUTD cJI0BaMH "(popMe 37EKTPOHHBIX JOKYMEHTOB,
MOPSIIKOB X BEJICHUS";

0) B myHKTe 16 coBa "u BBIMUCHIBaHUS" UCKITIOYHTD;
4) gacth 7 crathy 20 U3NOXKUTH B CICTYIOMICH pelaKIuu:

"7. I/IH(I)OpMI/IpOBaHHOC I[06pOBOJ'IBHOC coriiaCu€ Ha MCIUMIMHCKOC BMCIIATCIBCTBO MM OTKa3 OT
MCIUIHUHCKOr0O BMCHIATCIIBCTBA COACPIKUTCA B MG)II/IHI/IHCKOP'I JAOKYMCHTAIlUK TIpaXJIaHWHA U
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odopmiisieTcss B BUAE JOKYMEHTa Ha OyMa)kHOM HOCHUTEINE, MOANMMCAHHOTO TPAXIAHHMHOM, OJHHUM U3
poluTenel WM MHBIM 3aKOHHBIM IPEICTaBUTENIEM, MEIUIIMHCKUM paOOTHUKOM, JTUOO (GopMupyeTcs B
dbopMe SIEKTPOHHOTO JOKYMEHTA, MOJIMUCAHHOTO TPaKIAaHWHOM, OJHUM W3 POJUTENCH WIH WHBIM
3aKOHHBIM IPEICTaBUTENIEM C UCIOJIb30BAHUEM YCHIIEHHON KBaTU(UIIMPOBAHHOM 3JIEKTPOHHOM MOIMICH
WIA TIPOCTOHM 3JIEKTPOHHOM IMOAIMMCH MOCPEACTBOM IMPHUMEHEHHS €IUHON CHCTEMBbl MWACHTH(PHKAINUA U
ayreHTUGUKALUKA, a TaKkKe MEAMIMHCKUM  pabOTHUKOM C  HUCIOJB30BAHHEM  YCHJICHHOM
KBATM(DUIIUPOBAHHON 3NIEKTpOHHON moanucu. WMHpopMmupoBaHHOEe 100pOBOIBHOE COTJacHe Ha
MEIULHUHCKOE BMEIIATEIbCTBO MM OTKAa3 OT MEAMIIMHCKOIO BMEIIATEIbCTBA OAHOTO U3 POAUTENEH WiIn
WHOTO 3aKOHHOTO TMPEJCTABUTENS JIWIA, YKa3aHHOTO B YacTU 2 HACTOSIICH CTaThbU, MOXET OBITh
chopMUpOBaHO B (opMe BJIEKTPOHHOTO JTOKYMEHTAa NpPH HAJIMYUU B MEIULMHCKON JTOKyMEHTalUu
MalUeHTa CBEICHUM O €ro 3aKOHHOM IpecTaBuTene.";

5) 9acTh S ctaThu 22 U3J0KUTH B CIACAYIOMIECH PEAaKIINH:

"S. IlanueHnt 1160 ero 3aKOHHbBIN MPEACTAaBUTEIb UMEET IIPABO 110 3alpPOCY, HAIIPABICHHOMY B TOM
YuCcie B AJICKTPOHHOW (hopMe, MOIydaTh OTPAKAIOIIUE COCTOSIHUE 3/I0pOBbS MAIMEHTAa MEIUIMHCKUE
JOKYMEHTHI (MX KOIMH) ¥ BBIITICKH U3 HUX, B TOM YHCIIE B ()OpME IEKTPOHHBIX JOKyMEHTOB. [lopsiiok u
CPOKH TIPEIOCTaBICHUS MEIUIIMHCKUX JTOKYMEHTOB (MX KONHWH) M BBINHMCOK M3 HUX YCTaHABIMBAIOTCS
YIIOJTHOMOYEHHBIM (heZiepalIbHbIM OPTaHOM MCTIOJTHHUTEIBHOM BIacTu.";

6) yacTh 8 cTaThi 34 U3OXKHUTH B CIACAYIOIICH PeIaKINN:

"8. OpraHuzanusi OKa3aHHUsS BBICOKOTEXHOJIOTMYHOW MEIUIMHCKON MOMOIIM OCYIIECTBISETCS C
IIPUMEHEHUEM €IUHOM TOoCyJapCTBEHHON HH(pOpPMAllMOHHON cUCTeMBbl B cepe 31paBOOXpaHEHUs B
MOPSIKE, YCTAHOBJICHHOM YIIOJTHOMOYEHHBIM (heZiepalibHbIM OPTaHOM MCTIOTHUTEIBHOM BIacTu.";

7) AONOHUTH cTaThel 36.2 ClIenyIOIero CoAepKaHUs:

"Cratbst 36.2. OCOOEHHOCTM MEIMUUHCKONW TIIOMOIIM, OKa3blBa€MOW C TMPUMEHEHUEM
TEJIeMEIULUHCKUX TEXHOJIOTUM

1. MC)II/IHI/IHCKaﬂ nmoMomp € HOPUMCHCHHEM TCICMCIAUIUHCKUX TEXHOJIOT Uit OpTraHu3ycTCsd U
OKa3bIBACTCs B MOPAAKE, YCTAHOBJICHHOM YIIOJIHOMOYCHHBIM q)ellepaJ'IBHLIM OpraHoM HUCIIOJIHUTEIbHON
BJIaCTH, a TaKXE€ B COOTBCTCTBUH C IMOPAJKAMH OKa3aHUWA MC}IHHI/IHCKOﬁ IIoOMOIIIM MW Ha OCHOBEC
CTaHAapTOB MeﬂHHHHCKOﬁ IIOMOIIH.

2. KOHCYJ'II)TaHI/II/I nanyueHTa WJIM €ro 3aKOHHOI'0 MpEACTAaBUTCIIA MEAWIHUHCKHUM pa6OTHI/IKOM C
MNPUMCHCHUCM TCIICMCIUTTHUHCKUX TEXHOJIOTUI OCYIICCTBIIAKOTCA B LCIIAX:

1) nmpodrnakTiku, coopa, aHaIM3a KaJ00 MalMeHTa U TaHHBIX aHaMHEe3a, OIEHKH d(PPEeKTUBHOCTH
ne4e0HO-TMarHOCTUUECKUX MEpPONPUATHH, MEIUIMHCKOTO HaOMIOJEHUs 3a COCTOSIHHEM 3J0POBbS
TAIUEeHTa,;

2) MMPUHATHA PCILICHUA O HCOGXO)II/IMOCTI/I MPOBCACHUA OUYHOTO IIpUcMa (OCMOTpa, KOHch'H:TaI_[I/II/I).

3. Ilpu mpoBeneHUM KOHCYJIbTAlUA C MPUMEHEHHEM TEJIEMEIUIIMHCKUX TEXHOJOTUM JeqaliuMm
BPauoOM MOYKET OCYLIECTBIIAITHCA KOPPEKLMS paHEE Ha3HAYECHHOIO JICYUEHUS NPU YCIOBUU YCTAHOBJIEHUS
YM JIMarHo3a U Ha3HAYeHUs JICUCHHS Ha OYHOM MpueMe (0CMOTpe, KOHCYJIbTAIIH ).
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4. JIUCTaHIIMOHHOE HAOJIIOJEHHE 3a COCTOSHHEM 3[0pPOBbSl IALMEHTa HA3HAYaeTcs JedaliuM
BpauyoM IOCJIE€ OYHOrO IpueMa (OocMOTpa, KOHCyJbTalMM). JIMCTAaHIMOHHOE HaOIIOAEHUE
OCYLIECTBJISICTCS Ha OCHOBAaHMM JAaHHBIX O MAalUEHTE, 3aperuCTPUPOBAHHBIX C IPUMEHEHUEM
MEIULMHCKUX U3EIUi, IpeJHa3HAYCHHbIX A1 MOHUTOPUHIA COCTOSHUS OpraHu3Ma 4ejoBeka, U (Win)
Ha OCHOBAHWU JIAHHBIX, BHECEHHBIX B €AMHYIO TOCYAapPCTBEHHYIO MH(DOPMAIMOHHYIO CUCTEMY B cepe
3/IpaBOOXPAHEHMs], WM TOCYAAPCTBEHHYIO HH(POPMALMOHHYIO CHCTeMYy B cdepe 3ApaBOOXpaHEHUs
cyobekta Poccuiickoit ®epepanmu, WIM MEIWIUHCKYIH0O HMH(DOPMAIMOHHYIO CHUCTEMY, WM
MH(GOpPMaLMOHHbIE CUCTEMBI, YKa3aHHbIE B 4acTH 5 cratbu 91 HacTosmero denepanbHOro 3aKoHa.

5. [IlpumeHeHHEe TENEMEAUUMHCKAX TEXHOJOTMA TMpPU OKA3aHMM MEAULUHUHCKOM ITOMOLIU
OCYIIECTBJISIETCA C COOJIFOICHHMEM TpeOOBaHMM, YCTAaHOBJICHHBIX 3aKOHOJATEILCTBOM Poccuiickoi
denepanuu B 00J1aCTH MEPCOHATBHBIX JTAHHBIX, M COOJIIOICHUEM BpadyeOHOM TaifHEI.

6. B nensax uaeHTHQUKAUMN U ayTEeHTU(PHUKAIIMM YYAaCTHUKOB TUCTAHIIMOHHOTO B3aWMOJEHUCTBUS
MPU OKa3aHUU MEIUIIMHCKOW TMOMOIIM C MPUMEHEHUEM TEJIEMEIUIIMHCKUX TEXHOJOTUM HCIOIb3YeTCs
eIMHas cucTeMa UIeHTU(DUKALNU U ayTeHTU(PHUKAIUH.

7. JlokymeHTHpOBaHHE WHpOpPMAIMU 00 OKa3aHUU MEIAUIIMHCKOW TIOMOIIM TAIMEeHTY C
MIPUMEHEHUEM TEJIEMEIULUHCKUX TEXHOJOTUM, BKIIIOYas BHECEHHUE CBEACHHI B €ro MEIUIMHCKYIO
JOKYMEHTAIMIO, OCYIIECTBIISIETCS C HCIIOJIb30BAaHHEM YCHUJICHHOW KBAJTU(HUIIMPOBAHHOW AIIEKTPOHHOMN
MOANKCH MEAUIIMHCKOTO pabOTHHKA.";

8) abzam mepBeridi yactu 4 cratbu 37 mocie cioB "CTaHmAapT MEAUIIMHCKOW ITOMOIIU
paspabarbiBaeTcs" JOMOIHUTH CIOBAaMH "B MOPSAIKE, YCTAHOBJICHHOM YIOJHOMOUYEHHBIM (eIepanibHbIM
OpraHOM HMCTIOJHUTEIHLHOM BJIACTH,";

9) nyHKT 4 yacTu 2 cTaTby 73 U3JI0XKUTH B CIEYIOIIEH PENaKIINU:

"4) Ha3zHauaTh JIEKAPCTBEHHBIE IIperaparthl B TOPSJIKE, YCTAaHOBJIEHHOM YIMOJHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOJIHUTENBHOM BIACTH;";

10) B mynkTe 6 yactu 1 craThu 74 cIOBO "BBINMHUCHIBATH" 3aMEHHUTH CIIOBaMH "BBIAABATh PELIETITHI

Ha'";

11) B cratbe 78:
a) MYHKT 3 W3JIOXKUTH B CICAYIONIEH PeIaKIINU:

"3) BBIAABaTh MEIUIMHCKHME 3aKJIIOUEHUS, CHPaBKM, PELENThl Ha JIEKApCTBEHHbIE Ipenaparbl U
MEAUIMHCKUE H3/eIusl Ha OyMaXHOM HocuTene U (WIM) C corjlacusi MalMeHTa WIM €ro 3aKOHHOTO
IpeJCTaBUTENS B (POpME IEKTPOHHBIX IOKYMEHTOB C HCIOJIb30BaHUEM YCHIIEHHON KBaTH(PUIIMPOBAHHOMN
ANIEKTPOHHOW MOJMUCH MEIULIUHCKOrO pPa0OTHHKA B TMOPSIKE, YCTAaHOBJIEHHOM YIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJIHUTENBLHON BIACcTH;";

0) MMyHKT 5 U3JI0XKHUTH B CICTYIOIIEH pelaKInu:

"5) co3maBaTh MEAMIIMHCKHE MH(POPMAIIMOHHBIE CHCTEMBI, COAepKallue JaHHbIe O MaIeHTax, 00
OKa3bIBA€MOW MM MEIUIIMHCKOW MOMOIIH, 0 MEIULIMHCKOW EATEIbHOCTH MEIUIIMHCKUX OpraHu3alun ¢
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coOnroicHeM TpPeOOBaHUM, YCTAaHOBICHHBIX 3aKOHOMATENhCTBOM Poccuiickoii denepanuu B obrmactu
MIePCOHANIBHBIX IAHHBIX, U COOJIIOICHIEM BpaueOHOM TaiHbL.";

12) cratbio 91 U310KUTH B CAEAYIOIEH peaKIIvu:
"Cratbs 91. Uadopmanmonnoe odecrieyeHne B cepe 3ApaBOOXpaHeHUs

1. NMuadopmanmonHoe oOecrieueHrne B cdepe 3apaBOOXPAHEHHUS OCYIIECTBISETCS IMOCPEICTBOM
CO3JIaHMsI, Pa3BUTHS W JKCIUTyaTallu (peqepaibHbIX TOCYAAPCTBEHHBIX HH(OPMAIMOHHBIX CHCTEM B
cdepe 3apaBoOXpaHeHHs, HH(OPMAIIMOHHBIX CUCTEM B cdepe 3apaBooxpaneHus denepanbHoro GpoHaa
00513aTEIbHOTO MEIUIIUHCKOTO CTPAXOBAHMS U TEPPUTOPHAITBHBIX (POHIOB 00513aTEIHHOIO METUITTHCKOTO
CTpaxOBaHMs, TOCYIApPCTBCHHBIX HH()OPMALMOHHBIX CHUCTEM B cdepe 3IpaBOOXpaHEHHs CYyObEKTOB
Poccuiickoit ®enepanmu, MEIUIUHCKHMX WH(POPMAIMOHHBIX CHUCTEM MEIAMIIMHCKUX OpraHHU3alu,
UH(QOPMAIIMOHHBIX CHCTEM (apMaleBTUYECKUX OpraHu3aiuii (najnee - MHOOPMALMOHHBIE CHCTEMbI B
cdepe 31paBOOXpaHEHU).

2. B uH(popManMoOHHBIX cHCTeMax B cepe 3ApaBOOXPAHEHHUsST OCYIIECTBISIIOTCS cOOp, XpaHEHHeE,
o0paboTka U mpeAocTaBieHHEe HHPopManMu 00 oOpraHax, OpraHM3aLUsAX TOCYJapCTBEHHOMH,
MYHHMIMIIAJIBHOM W YaCTHOM CHUCTEM 31paBOOXpaHEHMs] U 00 OCYIIECTBIECHUH MEIULIMHCKOM U HHOU
NeSTeNbHOCTH B cdepe oxpaHbl 3710poBbs. OOpaboTka MEPCOHATBHBIX JaHHBIX B MH(POPMALMOHHBIX
cucteMax B cepe 3ApaBOOXPAHEHUS OCYLIECTBIIAETCS C COOJIOAECHHEM TpeOOBaHMM, YCTaHOBJIEHHBIX
3akoHoJaTenbcTBOM Poccuiickoit ®denepanuu B 007aCTH NMEPCOHAIBHBIX JIAHHBIX, U COOJIOAECHUEM
BpaueOHON TallHBI.

3. Onmnepatopamu HH(POpPMAIMOHHBIX CHUCTEM B cdepe  3IpaBOOXPAaHEHMs  SBJIAIOTCA
YIOJHOMOYEHHBIN (enepabHblil OpraH MCIOJHUTEIbHOW BJIACTH, HHbIE (EAepalbHbIE OpraHsbl
UCIIOJIHUTENBHON BiacTu B cdepe OXpaHbl 3J0pPOBbS M UX TEPPUTOPHUATBHBIE OPraHbl, OPraHbI
UCIIOJHUTENbHON  Biactu  cyOwbekta Poccuiickoit ~ ®denepanuu,  YINOJIHOMOYEHHBIE  BBICIIMM
WCTIOJHUTEJIbHBIM OpPraHOM TrOCyJapCTBEHHOM BiacTu cyObekTa Poccuiickoit denepanuu Ha co3naHue,
pa3BUTHE U SKCITyaTalMI0 TOCYAAPCTBEHHOW MH(OPMAIIMOHHON CUCTEMBI B cepe 3paBOOXpaHEHUS
cyobekta Poccuiickoii ®@enepanuu (Jajsee - YHOJIHOMOYEHHbIE OpraHbl HCIIOJHUTEIbHOM BIACTH
cyorekta Poccuiickoit ®denepaiuu), OpraHu3aluy, Ha3HAYCHHBIC YKa3aHHBIMH OpraHamMH, OpPTaHbI
ynpasieHust PenepaiabHoro Gonaa 00s3aTEIBHOIO MEAMIIMHCKOTO CTPAaXOBaHHUS U TEPPUTOPUATBHBIX
($hoHI0B 0053aTENbHOIO0 MEIULHUHCKOIO CTPaXOBaHUS B YacTH, Kacarolleics MnepcoHU(UINPOBAHHOTO
ydyera B CHCTeME O00s3aTebHOI0 MEIUIMHCKOIO CTPaxOBaHMs, MEJUIIMHCKHE OpraHu3alud |
(apmaleBTUUECKHE OPraHU3aIIH.

4. TpeOoBaHHS K TOCYJapCTBEHHBIM HH(MOPMALMOHHBIM CHCTEMaM B cdepe 31paBOOXpaHEHHS
cyobekToB Poccuiickoii ®enepanuu, MEAUIMHCKUM HWH(GOPMAIMOHHBIM CUCTEMaM MEAMIIMHCKHUX
opraHuzanii u HMHGOPMAIMOHHBIM cHUCTEMaM (apMaleBTUYECKUX OpraHu3alui yCTaHaBIMBAIOTCS
YIOJTHOMOYEHHBIM (pe/IepaIbHbIM OPTaHOM HCIIOTHUTEIbHOU BIIACTH.

5. Wnble wHbOpMAIMOHHBIE CUCTEMBI, MpeIHAa3HAaYeHHbIE IS cOopa, XpaHeHus, oOpaboTKu u
npeAocTaBieHuss WH(OpMaIuu, Kacaromehncs JeSTebHOCTH  MEIUIIMHCKUX  OpraHu3anuil U
MPEIOCTABIIIEMbIX UMH YCIYT (Aajiee - WHble HHGOPMAIMOHHBIE CUCTEMBI), MOTYT B3aHMOJICHCTBOBATH C
I/IH(bOpMaIII/IOHHBIMI/I cucreMmamMm B C(bepe SﬂpaBOOXpaHeHI/IH U MCOUIINHCKUMU OpFaHI/ISaHI/ISIMI/I B
MOpsIKEe, HA YCIOBHUSIX W B COOTBETCTBUU C TpPeOOBAHUSMH, YCTaHOBJICHHBIMU [IpaBUTETHCTBOM
Poccuiickoit ®eneparuu.
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6. uple nHOpMAIIMOHHBIE CUCTEMBI TTOAKITIOYAIOTCS K €TMHON TOCYAapCTBEHHOM CUCTEME B cdepe
3/IpaBOOXpPAHEHUS] YIOJIHOMOYEHHBIM (helepaibHbIM OpPraHOM HCIHOJHUTENbHON BJIAaCTHU M K €IUHOU
cucreMe  HISHTH(PHUKaUMM W  ayTeHTHU(UKauuu  ¢enepaabHbIM  UCIOJHUTEIBHBIM — OPraHOM
roCy/1IapCTBEHHOW BJIACTH, OCYIIECTBISIOMUM (YHKIIMH 10 BRIPAOOTKE U peanu3alii rocy1apcTBEHHOM
MOJUTUKHA U HOPMAaTHUBHO-TIPABOBOMY PETYJIHPOBAHUIO B chepe HHPOPMAITMOHHBIX TEXHOJIOTHH.";

13) nononHutsk cratheit 91.1 cnenyromiero conepkanus:
"Cratbs 91.1. Enunas rocynapctBeHHas nHGOpMaIMOHHAs cUcTeMa B chepe 31paBoOXpaHeHUs

1. B mensax obecnieueHus 10CTyIa TpakJaH K yciyraM B chepe 31paBOOXpaHEHHs B 3JIEKTPOHHOU
dopme, a TakKe B3aMMOJCHCTBHS WH(POPMAIMOHHBIX CHUCTEeM B cdepe 3IpaBOOXpaHCHHS
YIIOJTHOMOYEHHBIM ~ (pe/iepajbHBIM OpPraHOM HCIIOJIHUTEIPHOW BIACTH CO3JACTCs, pa3BUBACTCA H
IKCIUTyaTUPYETCS €IMHAs TOCyJapCTBEHHas WH(GOpMAIMOHHas cucTtema B cdepe 3ApaBOOXpaHEHUs
(manee - enuHas cUCTEMA).

2. [TonoxxeHue o eIMHON cucTEME, B TOM YHCIIE OPSAOK TOCTyNa K HHGOpMaIuu, coaepxKaliencs B
HEH, MOPSIIOK U CPOKH TIPEICTABICHHS HH(POPMAIMK B SIUHYIO CUCTEMY, TTOPSIOK 0OMeHa HHPOpMAaITHEH
C UCIIOJIB30BAaHUEM €IMHOM cucTeMsl, yrBepxkaaercs lIpasurenscteom Poccuiickoit deneparuu.

3. Exunas cucreMa BKITIOUaeT B ceOs:

1) cBenmenus, coaepxamuecs B (QenepadbHbIX HHMDOPMALMOHHBIX cHCTeMax B  cdepe
3IIpaBOOXpaHeHHs, (eepaabHbIX 0a3ax NaHHBIX U (eaepanbHbIX PErucTpax B cdepe 3ApaBOOXpaHEHUS,
BEJICHNE KOTOPBIX OCYIIECTBISIETCS YIOJIHOMOUYEHHBIM (hefiepaibHbIM OPTaHOM MCIOIHUTENIBHOM BIACTH
C MCII0JIb30BaHUEM €JMHON CUCTEMBI;

2) cBeNeHMA O MEOUIMHCKHUX OpraHu3alusaX, 3a HCKJIIOUEHHEM MEIUIMHCKUX OpraHu3alui,
MI0/IBEIOMCTBEHHBIX (heZiepaibHbIM OpraHaM MCIIOJHUTEIbHOW BIIACTH, B KOTOPBIX (penepabHbIMU
3aKOHaMHM MPEeyCMOTPEHa BOEHHAs CIy»0a WIn MpupaBHEHHAas K Hel ciyxko0a;

3) yka3zanHble B cTaThe 93 Hactosmero deaepaqbHOrO 3aKOHA CBEICHHS O JIMIlaX, KOTOpbIE
YYaCTBYIOT B OCYILIECTBICHUH MEIUIIUHCKOMN IeATEIbHOCTH;

4) ykazanHble B cTtaThe 94 HacTosmero defepaqbHOrO 3aKOHAa W OOE3JIMUEHHBIE B TOPSIKE,
YCTaHOBJICHHOM YIIOJIHOMOUYEHHBIM (hefiepaTbHbIM OpPraHOM HCIOJHUTENBHON BJIACTH MO COTJIACOBAHUIO
c (QenepalbHbIM OPraHOM HCIIOJIHUTEIbHOW BIACTH, OCYIIECTBISIOIMM (QYHKIUH MO KOHTPOJIO U
HaJ30py B cdepe CpeiAcTB MaccoBOM HWHGOpMalWW, CBEACHHS O JHUIAX, KOTOPHIM OKa3bIBaeTCs
MCIUIOHUHCKAsA IIOMOOIb, a TaKXE€ O JMIOax, B OTHOIICHHWU KOTOPBIX IPOBOAATCA MCIAUIHUHCKUC
AKCNEPTU3bl, MEULIMHCKIE OCMOTPBI U METULIMHCKUE OCBUAETEIILCTBOBAHUS;

5) CBCIACHHUA O Me)II/IHI/IHCKOfI AOKYMCHTAIlUHU, IO COCTaBY KOTOPBIX HEBO3MOXHO OIIPCACINTDH
COCTOSIHUEC 300POBbA I'paKJaHWHA, U CBECACHUA O MeﬂHHHHCKOﬁ opraHuisanuvu, B KOTOpOﬁ MCOUIIMHCKAasA
AOKYMCHTAaNUA CO3/JaHa U XPaHUTCA,

6) CBeleHHUS CTAaTUCTHUYECKOTO HaOmojeHus B cdepe 37ApaBOOXpaHEHHs, a TaKXKe CBOIHYIO
AHATUTHYECKYI0 MH(POPMAIIMIO 110 BOMPOCAM OCYIIECTBICHUS] MEIUIIMHCKOW JEATETHPHOCTH M OKa3aHUs
MEIHUIMHCKON TOMOIIIH;
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7) cBeeHust 00 OpraHU3aluy OKa3aHUsS BBICOKOTEXHOJIOTUYHONW MEAUIIMHCKON TTOMOIIIH;

8) cBeneHus, HEOOXOOUMBIEC Ul OCYIIECTBICHHUS MOHUTOPHUHIAa W KOHTPOJIA B cepe 3aKkymok
JIEKAPCTBEHHBIX IIPENapaToB sl 00ECIEUEHHS TOCYIAPCTBEHHBIX M MYHUIIMTAIBHBIX HYX]I;

9) cBemeHusi 00 opraHu3aUu OOECIEUEHUs TPaKJIaH JIEKapCTBEHHBIMU IpenapaTamu JJis
MEJIUIUHCKOTO NMPUMEHEHHS, MEIUIIMHCKUMU HU3JIETUAMU (M3JETUIMUA MEAUIIMHCKOTO Ha3HA4YeHUs) U
CHEIUaTU3UPOBAHHBIMU MIPOIYKTAMH JIYEOHOTO MUTAHKS B COOTBETCTBUU CO cTaTher 6.2 denepanbHOTO
3akoHa oT 17 urons 1999 roma N 178-®3 "O rocynapcTBeHHOH conuanbHOM noMomu", nyHktamu 19 u
20 gyactu 1 crarbu 14, cratbeit 44 u myHKTOM S5 yacTtu 2 ctathu 81 HacTosimero deaepaibHOTO 3aKOHA;

10) xmaccupuKkaTopsl, CIPAaBOYHUKH M HWHYIO HOPMAaTHBHO-CIIPaBOYHYIO HH(OpMaiuio B chepe
30paBOOXPAHCHUS, TIE€PEYeHb, MOPSIMOK BEJCHHUS M HCIOJIB30BaHUS KOTOPOH  ONPENeNsIOTCS
YIIOJTHOMOYEHHBIM (heiepalIbHbIM OPTaHOM UCTIOTHUTEIBHOM BIACTH.

4. Enunas cuctema oOecriednBaeT BeleHHUE (DelepabHbIX PErUCTPOB, MPEIyCMOTPEHHBIX YaCThIO
2.1 crarbu 43, yactamu 4, 8§ cratbu 44 Hacrosmero denepanbHOro 3akona, crartbeit 24.1 3akoHa
Poccuiickoit ®enepanmu ot 15 mas 1991 roma N 1244-1 "O comumanpHOW 3amUTe TpakaaH,
MTOJIBEPITIIUXCS BO3ICHCTBUIO Paiialliy BCIIEICTBUE KaTacTpodsl Ha YepHOOBUTHCKOM ADC".

5. Enunas cucrema oOecrieunBaeT BO3MOXKHOCTh IPEIOCTABICHUS TpaKAaHaM YCIyr B cdepe
3pAaBOOXPAHEHUSI B JJICKTPOHHOW (OpME TIOCPEICTBOM EAWHOTO IMOpTajia TOCYJapCTBCHHBIX W
MYHHIIMIIATIBHBIX YCIIYT, IepeueHb KOTOPBIX yTBepknaetcs [IpaBurensctBom Poccuiickoit @eneparuu.

6. ITocraBumkamu HHGOOPMAIMH B €IUHYIO CUCTEMY SIBIISIOTCS:
1) ynonHoMouYeHHBIH (heepanbHblii OpraH UCIIOJIHUTEIHLHON BIACTH;

2) (enepanbHble OpraHbl UCIIOIHUTEIBHOM BIACTH B cpepe OXpaHbI 37J0POBbs U UHbIE (eiepalibHbIe
OpraHbl  WCIOJIHUTEIBHOW BIAaCTM B COOTBETCTBMM C  IIOJIHOMOYHUSMH, YCTaHOBJIEHHBIMU
3aKoHoJaTenbCcTBOM Poccuiickor denepannu;

3) ®denepanbHbId GOHI 00SI3aTEIHHOTO MEIUIIMHCKOTO CTPAaXOBAHMS U TEPPUTOpPHUATBHBIE (DOHIBI
0053aTeIbHOTO MEIUIMHCKOro crpaxoBaHusi, lleHcuonHwli ¢onn Poccuiickoit ®Penepanumn, PoHn
couuanbHOro crpaxosanus Poccuiickoii denepanuu;

4) yroJITHOMOYEHHBIE OpPTraHbl UCTIOJIHUTEILHOM BiIacTH cyobekTa Poccutickoit deneparmiy;

5) opraHbl MECTHOTO CaMOYTIPABIEHHUS, OCYIIECTBIISIFOIINE MTOJIHOMOYHS B cpepe OXpaHbI 37J0POBbS;

6) MeIMIIMHCKHME OpraHu3aluy U (papMaleBTUUYECKHE OpraHN3aluy;

7) opraHu3zaiuu, sBISIONIUECS ONIEPATOPAMU UHBIX HHPOPMAIIMOHHBIX CUCTEM, YKa3aHHBIX B YaCTH
5 crateu 91 HacTosmero @eaepabHOTO 3aKOHA.

7. llomp3oBaTeassMu I/IH(I)OpMaL[I/II/I, COI[Cp)K&H.ICfICH B e,[[HHDfI CUCTCMC, SBJAIOTCA OpraHbl U
opraHu3anviv, YKa3aHHBIC B 4aCTH 6 HaCTOHIHeﬁ CTaTbH, a TAKXKEC IrpaxxaaHe.

8. I[OCTyrI K I/IH(l)OpMaLII/II/I, coz[epxcameﬁcs{ B €IUHOH CUCTCMC, NPCAOCTABIIACTCA NOCTABIIMKAM
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nH(pOpMalMK B €AMHYIO CUCTEMY, a TaKK€ OpraHaM W OPTraHM3AIVM, SBISIOIIAMCS TOJIb30BaATEIISIMU
€IMHON CHCTEMBI, B COOTBETCTBHHM C HX KOMIICTECHIIMCH, YCTAaHOBJICHHOW (eaepaabHbIMU 3aKOHAMHU W
MPUHATBIMU B COOTBETCTBHMM C HMMHU HOPMATHBHBIMHU IpaBOBbIMU akTamu lIpesupenta Poccuiickoit
®enepanuu u [IpaBurensctBa Poccuiickoit denepanun.";

14) B cTaTbe 92:
a) 4yacThb 1 U3JI0KUTH B CIEAYIOLIEN peJaKIUu:

"1. Ilpu ocymiecTBICHUN MEAUIMHCKON JEATEIIbHOCTH BEAETCS YYET MEePCOHAIbHBIX JAHHBIX JIUII,
YYaCTBYIOIIMX B OCYIIECTBICHUM MEIUIIMHCKON JI€ATENIbHOCTH, JIMI, KOTOPBIM OKa3bIBaeTCs
MEIUIIMHCKAsT TIOMOIIb, a TAK)KE JIUI, B OTHOIICHHMH KOTOPBIX MPOBOJATCS MEAUITMHCKHE SKCIEPTU3BI,
MEAWIIMHCKHE OCMOTPHl M MEIUIIMHCKAE OCBHJACTEIHCTBOBAHHS (fajiee - MEepPCOHUMUIIUPOBAHHBIN

y4er).";

0) B wactu 2 cioBa "omepaTropbl MH()OPMAIIMOHHBIX CHCTEM, yKa3aHHBbIE B yacTh 2 ctatbu 91"
3aMEHHUTh CJIOBaMHU '"omepaTopbl MH(POPMALMOHHBIX CHUCTEM B cepe 3ApaBOOXpaHEHUs, YKa3aHHbIE B
yactu 3 cratbu 91";

B) 4acTh 4 U3JI0KUTH B CIEAYIOIIEH PelaKIINU:

"4, Tlpu BeneHUW TIEPCOHUPHUIIMPOBAHHOTO yUETa JOJDKHBI 00€CIIeUBATHCS KOH(PHUICHIIUATBHOCTh
MIEPCOHAJIBHBIX JIAaHHBIX JIUIL, KOTOPbHIE YYACTBYIOT B OCYLIECTBICHUU MEAUIIMHCKON JAESITEIbHOCTH, JIUII,
KOTOPBIM OKa3bIBACTCSI MEAMIIMHCKAsT IOMOIIb, & TAKXK€ JHI, B OTHOIICHHH KOTOPBIX MPOBOISTCS
MEIULMUHCKUE SKCHEPTU3bl, MEAUIMHCKUE OCMOTPhl M MEIMLMHCKUE OCBHJIETEIbCTBOBAHMS, U
0€30MacCHOCTh yKa3aHHBIX IMEPCOHANBHBIX JAHHBIX C COOJIFOJICHHEM TpeOOBaHUM, YCTAaHOBIICHHBIX
3akoHoAarenscTBoM Poccuiickoit denepaiuu B 001acT NEPCOHANBHBIX JaHHBIX.";

15) B cratbe 93:

"

a) B HAMMEHOBAaHMWU CJOBa "B OKa3aHMM MEOUIIMHCKUX YCIyr" 3aMeHHTh cJIoBaMH B
OCYIIECTBJICHUN MEIUITMHCKON JeATEeTbHOCTH "

0) B abs3ame mepBOM cioBa "B OKa3aHHMM MEAMIIMHCKUX YCIyr" 3aMeHUTh CJloBaMU B
OCYIIECTBICHUU MEIUIIMHCKON NeATEeIbHOCTH

B) MyHKT 11 U370XKUTH B CleAYIOIIEN peaaKIiu:

"11) cBenenus 00 0Opa3oBaHWHM, B TOM YHCIE JaHHBIE 00 OpraHU3AIUSAX, OCYIIECTBIISTFOITUX
00pa3oBaTeNpHyI0 AEATENHHOCTh MO peaju3aluu MpodeccroHaAbHBIX 00pa30BaTENbHBIX MPOrpaMMm
MEJUIIMHCKOTO 00pa3oBaHus, 0 JOKyMEHTax o0 00pa3oBaHWU M (WJIM) O KBaTU(UKAIIUU, O JOTOBOPE O
1[e1eBOM 00yYeHHUH, a TaKKe JaHHbBIE O CepTU(UKATE CIISIUANNCTA WIIH aKKPEIUTAIIUH CIIeUaINCTa;";

r) B myHkre 12 cnoBa "Oka3pIBaromed MEAUIIMHCKHE YCIyrd" 3aMEHUTh CJIOBaMH
"OCYIIECTBIIAIOIEN MEAUIIMHCKYIO JEATENBHOCTD

n) B nyHkre 13 cinoBa "okaspIBaromiedl MeAMIIMHCKUE yCcAayru" 3aMEHUTh  CJIOBAMH
"OCYIIECTBIIAIOIEN MEAUIIMHCKYIO JEATENBHOCTD
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€) JOMOJIHUTH MYHKTOM 14 ClIe1yIoIIero coaep KaHusi:

"14) cBeaeHMs O YWICHCTBE B MEIULUHCKUX MPO(ECCHOHATBHBIX HEKOMMEPUYECKUX OpraHU3alMsIX,
YKa3aHHBIX B cTaThe 76 Hactosiero denepaibHOro 3akoHa (Ipu HATMYUM).";

16) B cTtaThe 94:
a) HAMMEHOBAHHE U3JI0KUTD B CIENYIOIIEH PENaKIUU:

"Cratbs 94. CBefeHus o0 JIUIaX, KOTOPbIM OKa3bIBACTCS MEIUIIMHCKAs MIOMOIIb, a TAKXKE O JIMIAX, B
OTHOILIEHUU KOTOPBIX MPOBOASATCS MEIULMHCKUE SKCHEPTHU3bI, MEIUIIUHCKHE OCMOTPHI U MEIUIIMHCKUE
OCBU/JIETEIILCTBOBAHHA "

0) B a03are mepBOM CIIoBa "OKa3bIBAIOTCS MEAMIIMHCKUE YCIYTH'" 3aMEHUTH CIIOBAMU "OKa3bIBACTCS
MEIUIMHCKAs TOMOLIb, a TaKkXke O JHIAX, B OTHOIIECHHH KOTOPBIX IPOBOJSTCS MEIUIMHCKUE
OKCICPTU3bI, MCAUITMHCKHUEC OCMOTPbI U MCIUIINHCKUEC OCBI/IILCTCJII)CTBOBEIHI/UI";

B) B IIyHKTe 14 ciioBa "oka3zaBIleil METUIIMHCKUE yCIyru" 3aMEHUTh CIIOBaMH '"OCYILECTBIISIONICH
MEJUIIUHCKYIO IeSITeIbHOCTD";

) NYHKT 18 U310XKUTH B CIAEAYIOIIEH peaaKInu:

"18) 00beM OKa3zaHHON MEIUIIMHCKOM MOMOIIHU, BKJFOUasl CBEIACHUS 00 OKAa3aHHBIX MEAUIIMHCKHUX
ycayrax;";

1) TyHKT 21 U3710KUTh B CIEAYIOLIEH peJaKuu:

"21) cBeageHHMsT O TPOBENCHHBIX METUIIMHCKUX DJKCIEPTU3aX, MEIULUHCKUX OCMOTpax U
MEJUIIMHCKUX OCBUJIETEILCTBOBAHUSIX U UX PE3YyIbTaTHI;";

€) B NyHKTe 23 cioBa "MEAMIMHCKYIO YCIyry" 3aMEHHMTh CJIOBaMHU '"MEIUIMHCKYIO IOMOIIb,

MIPOBOIUBIIIHUX MEIUIINHCKHUE SKCIIEPTHU3HI, MEIUIITHCKUE OCMOTPBI u MEIULIMHCKHE
OCBHUIETENIHLCTBOBAHUSA".
Cratba 4

1. Hactosamui ®enepanpHelil 3aK0H BeTynaer B cuity ¢ 1 suBapst 2018 rona.

2. [lonoxenus crateu 26 denepanbHoro 3akoHa oT 8 ssHBaps 1998 roxga N 3-d3 "O HapkoTHUYECKUX
CpeZAcTBax M ICUXOTPOIMHBIX BemecTBax" (B peaakiuu HacTosmero denepaabHOro 3akoHa), crareit 4 u 6
®enepanbHoro 3akoHa ot 12 anpenst 2010 roga N 61-®3 "O06 obparieHnn JeKapcTBEHHbBIX cpelcTB" (B
penakuuu Hacrosuero deaepanbHOro 3aKoHa), MyHKTa 3 ctatbu 78 DenepanabHOro 3akoHa ot 21 HOs0ps
2011 roma N 323-®3 "O06 ocHOBax oxpaHbl 310poBbs rpakaaH B Poccuiickoit denepanun” (B penakuuu
Hacrosiero denepanbHOro 3akoHa) B 4acTH, Kacamoueics (GopMUpOBaHHMS M BbIJAYM PELENTOB Ha
JIEKapCTBEHHbIE IMpernapaThl, COAEp)Kalllie Ha3HaYeHHEe HApPKOTUYECKUX CPEACTB WM ICHUXOTPOMHBIX
BEIIECTB, B (popMe 2IIEKTPOHHBIX JOKYMEHTOB, IpuMeHstoTcs ¢ 1 suBaps 2019 rona.

3. IMonoxenust yacrteii 3 u 6 crateu 91.1 denepanpHoro 3akona ot 21 HosoOps 2011 roga N 323-D3
"O6 ocHOBax oOXpaHbl 300pOBBsl rpaxkaaH B Poccuiickoit ®enepanuu” (B pemakiMy HACTOAIIETO

KOHcy.HI)TaHTHJIIOC www.consultant.ru Crpanuna 10 u3 11

HaJaeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/

®Oenepanbhblil 3akoH 0T 29.07.2017 N 242-03
"O BHECEHUH N3MEHEHHUH B OTIE/IbHBIC 3aKOHOIATEIbHbBIC aKThl POCCHIICKOIT
denepalyy 1o ...

JoxkymenT npenoctasien Koncynsrantlmoc
Jara coxpanenus: 22.01.2019

@enepalibHOTO 3aKOHA) He IpUMEHstoTCs 10 1 ssHBapst 2019 roga B yacTu, Kacaroliencs NpeaocTaBiIeHUs
uHbOpMalUU B €IUHYI0 I'OCYIAPCTBEHHYIO MH()OPMAIMOHHYIO CHCTEMY B cdepe 3ApaBOOXpaHEHHUs, B
OTHOIIEHUH MEIUIIMHCKUX OPTaHU3aLUNA YACTHOM CUCTEMBI 3/IpaBOOXPAHEHUs, €CIIM TaKUE MEIULIUHCKNE
OpraHu3alK paHee He MPUHSIM PEeLIeHHs O IPEeJOCTaBIEHUN HH(OPMAIIMK B YKA3aHHYIO CUCTEMY.

[Ipe3unent
Poccuiickoit denepanuu
B.IIYTHUH
Mocksa, Kpemiib
29 mrong 2017 roga
N 242-03
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