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Cratps 1

Buectu B 3akoH Poccuiickoii @emeparyy ot 27 Hosi6pst 1992 roma N 4015-1 "O6 opraHu3saium CTpaxoBOro
nena B Poccuiickoit @epepatnn” (Begomoctu Cbesna HApOAHBIX AenmyTaToB Poccuiickoit @emepaiiin u
BepxoBHoro CoBeta Poccuiickoit ®egepannm, 1993, N 2, cT. 56; CobpaHime 3aKOHOIATeIbCTBA Poccuiickoii
®enmepanyn, 1998, N 1, cT. 4; 1999, N 47, cT. 5622; 2003, N 50, cT. 4858; 2004, N 30, cT. 3085; 2005, N 10,
cT. 760; 2007, N 22, cT. 2563; N 49, cT. 6048; 2010, N 17, cT. 1988) ciepymoiiye u3amMeHeHUs :

1) craThio 1 JOTIOMHUTD MYHKTOM 6 CJIEIYIONIETO COMlepsKaHus:

"6. [leiicTBME HACTOSIIEr0 3aKOHA PAaCIPOCTPAHSIETCS Ha CTPAaxOBble OpTaHMU3aLMM, OCYIIECTBIISIOIe
o0si3aTebHOE MeOUIIMHCKOe CTpaxoBaHMe, C yUeTOM 0COOeHHOCTe, ycTaHOB/IeHHbIX DefepalbHbIM
3akoHOM "6 06s13aTeIbHOM MeIMIIMHCKOM CTpaxoBaHuu B Poccuiickoit ®epgepannm”.”;

2) ab3a1l BTOPOJ ITyHKTa 3 CTaThy 25 M3JI0KUTD B CAEIYIOIIEN pegaKIIim:

"MuHMMaNbHBINA pa3Mep YCTaBHOTO KaluTajla CTPaxOBIIVKa, OCYIeCTB/SIOIEr0 UCKIIYNTEIbHO
MeIOUIIMHCKOe CTpaxoBaHMe, yCTaHaBIMBAeTCs B cymMe 60 MUIIMOHOB py6iieii. MUHMMAIbHBIN pa3Mep
YCTaBHOTO KaIlMTaja MHOTO CTPaXOBIIMKA OIpe/IesisieTCsI Ha OCHOBe 6a30BOro pa3Mepa ero yCTaBHOTO
KamuTasa, papHoro 120 MmwuinoHam pyosieit, u caeayrimux KoagduimeHTos:" .

CraTp4 2

Braectu B @emepanbHblii 3ak0H OT 1 anpens 1996 roga N 27-®3 "O6 MHAMBUAYATbHOM
(mepcoHMOUIMPOBAHHOM) yUeTe B CUCTeMe 00513aTeJIbHOTO IIeHCMOHHOTOo cTpaxoBaHus” (CobpaHme
3aKoHogaTebcTBa Poccuiickoit ®egepannm, 1996, N 14, ct. 1401; 2001, N 44, cT. 4149; 2003, N 1, cT. 13;
2005, N 19, ct. 1755; 2007, N 30, cT. 3754; 2008, N 18, cT. 1942; N 30, cT. 3616; 2009, N 30, cT. 3739; N 52,
CT. 6417, 6454; 2010, N 31, cT. 4196) cnemyioniye M3MeHEHNSI:

1) mpeamMOyITy AOTIOJHUTH CJIOBAMM ", IUIAX, MUMEIOIIVX MIPaBO Ha MOJTydYeHMe TOCyAapCTBEHHOM
COLIMAIbHO MMOMOIIHN, JINIAX, UMEIOIIMX IIPAaBO HAa JOMOJHUTE/IbHbIE MePbl TOCYAaPCTBEHHO OO e PXKKI
B COOTBeTCTBUMU ¢ DeepaabHbIM 3aKOHOM OT 29 mekabps 2006 roga N 256-®3 "O mOmOTHUTENbHBIX Mepax
roCyIapCTBEHHOM MOAePKKYU ceMeil, UMerInX aeTeil” (gajiee - 11ia, UMeloll e TIPaBo Ha
TIOTIOJITHUTEJIbHBIE Mepbl TOCYAAPCTBEHHO MOALEPKKHA), a TAKKE CBeJIeHU O AeTIX";

2) B ab3alie ISITOM CTaTby 4 CJIOBO "MCKIIOUNTEIbHO" ICK/IIOUUTD, TOIOJHUTH CJIOBAMU ", U 11eJ1eit
00513aTeJIbHOT0 MeIULIMHCKOIO CTPaxoBaHus ' ;

3) cTaThIO 6 NOMOJHUTD ITYHKTOM 9 CJIeIYIOIIEro ComepskaHms:

"9. Vuer cBegeHMI1 0 INIaX, MMEKIINX IPaBo Ha MOJydeH} e roCy1apCTBEHHO COLMaIbHOM ITOMOIIIH,



MIAxX, UMEIOLIMX [IPaBO Ha JOIIOJHUTEIbHbIE MePbl TOCYAAPCTBEHHOV MOAIEPXKKY, a TAKKe CBeAeHUII O
IeTSIX OCYIeCTBJISIETCS B TIOPSIIKE, YCTAHOBJIEHHOM HACTOSIIEN CTaThe.";

4) ab63a1; BTOpOJi MyHKTa 1 cTaTby 8 AOMOMHUTD MpeJjIoKeHMeM CaeAyIoIlero comepskanus: "JIoKyMeHTbI B
9JIEKTPOHHOI1 hopMe, conepskalye ykazaHHbIe CBeIeHMS, TOJKHbI ObITh 3aBepeHbl JJIeKTPOHHO
111 (pPOBOIL MOATINCEHIO B COOTBETCTBUM ¢ DeepanbHbiM 3ak0oHOM OT 10 stHBapst 2002 roga N 1-®3 "06

"non

9JIeKTPOHHOI iMdpoBoit moammcu".";
5) 4acTp BTOPYIO CTaTby 16 NOMOTHUTH ab3aleM CaeAyIIero coepKaHmsi:

"mpenocTaBiasiTh B PemepanbHblii POHI 00513aTE/IbBHOTO MEIUIIMHCKOTO CTPAaXOBaHMS CBeeHMS O
paboTarNIMX 3aCTPAXOBAHHBIX JIMIAX B CUCTEME MHAMBUIYAIbHOTO (ITepCOHUGUIIMPOBAHHOIO) YUeTa,
HeoOXoIMMble 1151 00s13aTeTbHOT0 MEeIUIIMHCKOTO CTPaX0BaHMsI, B MOPSIIKE, YCTAaHOBJIEHHOM
cornamieHneM Mexnay ITeHcoHHbIM dhoHIoM Poccuiickoit @enepatiu u @enepanbHbIM (PoOHIOM
00s13aTe/IbHOTO MeIUIIMHCKOTO CTPaxoBaHus.".

CraTtbs 3

[TyHkT 2 cratbu 18 @emepanbHOro 3akoHa ot 24 utonsg 1998 roga N 125-03 "06 ob6s13aTebHOM
COIMAJIBHOM CTPaxXOBaHMM OT HECUACTHBIX CTy4yaeB Ha MPOM3BOJICTBE U MPpodeccMOoHaTbHBIX 3a00/IeBaHMit"
(Cobpanme 3akoHOmaTeabcTBa Poccuiickoit ®emepauym, 1998, N 31, cr. 3803; 2003, N 28, cT. 2887; N 52,
cT. 5037; 2007, N 1, cT. 22; N 30, cT. 3806; 2009, N 48, cT. 5745) 1ONOJMHUTD MOAMYHKTOM 13 c/ieayioiiero
copepsKaHus:

"13) HAINIPaBJ/ISATh B TEPPUTOPUATbHBIE DOHIBI 00513aTETPHOTO MEIUIIMHCKOIO CTPaXOBaHMSI CBEIEeHMS O
MIPUHSITOM pellieHnu 06 oIIaTe pacXoAoB Ha JieueHle 3aCTPaX0BAHHOI'O HEIMOCPeICTBEHHO IT0C/Ie
MIPOM30IIIEIIEero TSHKEJIOTO HeCYaCTHOIO C/Tydasi Ha IMPOM3BOJICTBE 3a CYET CPeIICTB 00S13aTETbHOTO
COIIMAIbHOTO CTPAXOBAHMS OT HECYACTHBIX CJIyYaeB Ha IMPOMU3BOCTBE U ITpodecCrMoHaTbHbIX 3a00/IeBaHMI
1o hbopme 1 B MoOpsiike, KOTOPbie YTBEPXKAEHbI CTPAXOBIIMKOM IT10 corjiacoBanuio ¢ PenepanbHbiM HOHIOM
00s13aTeJIbHOr0 MeIUIIMHCKOTO CTPaxXOBaHus. "

Cratba 4

Buectu B BromskeTHbI Komeke Poccuiickoit @eneparnym (CobpaHme 3aKOHOIAaTeIbCTBA Poccuitckoit
®enmepanyn, 1998, N 31, ct. 3823; 2000, N 32, c1. 3339; 2003, N 28, cT. 2892; 2004, N 34, cT. 3535; 2005, N
1, ct. 8; 2007, N 18, cT. 2117; 2008, N 30, cT. 3597; 2009, N 1, cT. 18; N 48, cT. 5733; 2010, N 19, cT. 2291; N
31, cT. 4185) cnemyoiye U3MeHeHUs :

1) B myHkTe 1 cTaThu 58:
a) B ab3a1ie TpeTheM cjioBa "Poccuiickoit ®epepaiun.” 3aMeHUTh cjioBaMu "Poccuiickoii ®epgepaunn;”;
6) ab3all UeTBEePThIi U3JIOKUTH B CJIEAYIONIEN pPeIaKIn:

"edVHbIE JIJIST BCEX TOPOACKMX OKPYTOB cyobekTa Poccuiickoit @emepaliyiy HOpMaTUBbI OTUMCIEHNT B
610KEeThI TOPOACKMUX OKPYTOB OT OTAEIbHBIX (hefepabHbIX U (MJIM) PETMOHATbHBIX HAJIOTOB U COOPOB,
HaJIOTOB, NPeAYCMOTPEHHbIX CIIELMAIbHBIMUM HAJIOTOBBIMM PEXUMAaMMU, MOAJIeXalINX 3aUMUCIEHNIO B
COOTBETCTBUM C HaCTOSIIIMM KomekcoM U 3aKOHOAaTebCTBOM Poccuiickoit @emepaiiuy 0 Hajorax u
cbopax B 610mKeT cyobekTa Poccuiickoit Pepgepanyn.”;

2) B cTaTbe 84:

a) ab3arj mecTo MyHKTa 1 mocse cjioB "6104keTaM cyobekToB Poccuiickoit @enmepaiinm” TOMOTHUTD
cJIoBaMu ", O10IKeTaM TeppUTOpUATbHbIX (DOHI0B 0013aTeIbHOTO MEIUIIMHCKOIO CTPaX0OBaHMs';

0) MYHKT 3 U3JI0KUTH B CJIeyIOIIelt pegaKIun:

"3. ITonoxkeHust hemepaybHbIX 3aKOHOB ¥ (MJIM) HOPMATMBHBIX ITPaBOBBIX aKTOB IIpe3umenTa Poccuiickoii
®epepauyiy 1 (MM) HOPMATUBHBIX IPAaBOBBIX aKTOB [IpaBuTenbcTBa Poccuiickoi ®enepauyn,



rpeaycMaTpuUBawInNe IpegocTaBieHne cyoBeHIMi u3 peaepanbHoro 61omxkera (61omkeTa degepaabHOTrO
(dhoHa 00513aTe/IbHOTO MeIUIIMHCKOTO CTpaxoBaHus) O1oakeTaM cyobekToB Poccuiickoit ®enepanm
(6r0mKeTaM TepPUTOPUAIBHBIX POHAOB 06s3aTEILHOIO MEAUIIMHCKOTO CTPAXOBaHMS), TO/DKHBI COIEPIKATh
TOPSIIOK pacueTa HOPMAaTUBOB JIJISI OTIpeiesIeHMsT 001ero oobeMa CyoBeHIIMIA Ha UCIIOJTHEHNE
COOTBETCTBYIONIMX PACXOIHBIX 00513aTeILCTB Cy0beKTOB Poccuiickoit demepariny (MyHUITUTATbHbIX
00pa3oBaHMil) U €KerogHO BBOIUTHLCS B AeiicTBME GemepaqbHbIM 3aKOHOM O deiepa/ibHOM OI0/IKeTe Ha
ouepenHOV GDMHAHCOBBIN I'OJ, U IJIAHOBBIN TTepuof, (beaepaabHbIM 3aKOHOM 0 610/13keTe DeepabHOTO
dboHma 06513aTeTLHOTO MEeIUIIMHCKOTO CTPaXOBaHMS Ha ouepeqHO (hMHAHCOBBIV TOM, U TJIAHOBBIN ITepro.)
TIpY YCIOBUM YTBEPKAEHMS JaHHBIM 3aKOHOM COOTBETCTBYIOIIMX CYOBEHIMII OI0keTaM CyObeKTOB
Poccuiickoit ®epepatny (MeCTHBIM OI0IsKeTaM), OI0[KeTaM Te ppUTOPHUATbHBIX (POHIOB 0065132 TETBHOTO
MeIUIIMHCKOTO CTpaxoBaHU.";

3) ab3all mepBblii MyHKTa 4 cTaTby 85 MOTMOJHUTD CJIOBAMM ", @ TAKKE 3a CUET U B IMpejiesiax CyOBeHIIIT U3
o1omkera ®enepanbHoro poHma 006s13aTe/IbHOTO MEAUIIMHCKOTO CTPAaXOBaHMS, IIPeIOCTaB/ISIeMbIX
610MkKeTaM TeppUTOPUATbHBIX (DOHIOB 00S13aTETbHOTO MEIUIIMHCKOTO CTPaXOBaHMSI B ITOPSIKe,
MMpeayCMOTPEeHHOM cTaTbeli 133.2 HacTosero Kogekca";

4) ponosmHUTb cTaTbsimy 133.1, 133.2, 133.3 cienyooIero CoaepskaHmus:

"Cratbst 133.1. ®opMbl MeXKOIOIKETHBIX TPaHCHEPTOB, IPeAOCTaB/IIeMbIX 3 O010aKeTa PegepaabHOrO
dboHma 06513aTeILHOTO MEeIUILIMHCKOTO CTPaXOBaHMS

Mesk61015keTHbIe TpaHchepThl 13 610akeTa PemepanbHOro GoHIa 00593aTeIbHOTO MEIUIIMHCKOIO
CTpaxOBaHM MPeIOCTaB/ISIOTCS B hopMme:

1) cybBeHIIMIT OI0MKeTaM TePPUTOPUATBHBIX (DOHIOB 00513aTEIbHOTO MeAUIIMHCKOTO CTPAaXOBaHMSI;

2) MHBIX MEXOIOKETHBIX TpaHChepTOB OI0KeTaM TeppUTOPHAIbHBIX (POHIOB 06513aTETLHOTO
MeIUIIMHCKOTO CTPaXxOBaHMSI.

CraTbs 133.2. CyObBeHIIMM OI0[KeTaM TeppUTOPHUAIbHbBIX (POHIOB 006513aTETbHOTO MEeANIIMHCKOTO
cTpaxoBaHus U3 6oketa PemepasbHOTO GOHIA 00SI3aTEIBHOTO MEIUIIMHCKOTO CTPAaXOBaHMS

1. ITog cybBeHIMSIMM OI0KeTaM TeppUTOPHUAIbHBIX POHAOB 00s3aTEIbHOIO MEeAUIIMHCKOTO CTPaXOBaHUS
13 6roxeta PenepanbHOro GoHIa 00513aTeIbHOTO MEeIUIIMHCKOTO CTPaX0BaHMsI TOHMMAIOTCS
MEeXOI0IKeTHbIe TpaHCPEePThI, IPeAoCTaB/IsIeMble OI0/I)KeTaM TePPUTOPUATbHBIX (DOHIOB 00513aTEIHHOTO
MeIUIIMHCKOTO CTPaXxOBaHMS B I1eJIsIX GMHAHCOBOTo obecrieueHMsI pacXOIHbIX 00513aTeIbCTB CYOhEKTOB
Poccuiickoir ®emeparini, BOSHMKAIOIIMX TP BIIOJIHEHUM ITOJTHOMOUM Poccuiickoit ®emgepaiium B chepe
00s13aTeIbHOT0 MeOUIIMHCKOTO CTPaxX0OBaHMsI, TepeqaHHbIX JISI OCYIIeCTBIeHUS OpraHaM rocyIapcTBeHHOI
BJIaCTU Cy6beKTOB Poccuiickoit @emeparium deaepaysbHbIMU 3aKOHAMIMA.

2. CybBeH1IMM Gl0KeTaM TeppUTOPUAIbHBIX (HOHIOB 00513aTe/TIbHOIO MeIUIIMHCKOTO CTPaXOBaHUS U3
6omkera ®enepanbHoro GoHIa 06513aTENBHOIO MEAUIVHCKOTO CTPAXOBAHMS PacpeiesisIioTCs B
COOTBETCTBUM C METOAUKOM, yTBepxkaaemoi [IpasurtenbcTBoM Poccuiickoit @enepanmu.

3. [IpoekT pacripeneneHus: CyoOBeHIMIi O0KeTaM TepPUTOPUATbHBIX (POHIOB 00s13aTEILHOTO
MeJUIIMHCKOTO CTpaxoBaHus u3 61oaxketa @enepanbHOro GoHIa 06513aTeIbHOTO MeIULIVHCKOTO
cTpaxoBaHusi BHOcUTcS B [ocynapcTBeHHYI0 [lymy B poekTe defepanbHOTO 3aKOHa 0 6I0/1KeTe
depnepanbHOTro (HOHA 06513aTEILHOTO MEeJUIIMHCKOTO CTPAaXOBaHMS HA 0UepeHO pUHAHCOBBIN TOA, U
TIJIAHOBBIN MIEPUOL, U YTBEPKAAETCS IPU PACCMOTPEHUY ITPOEKTa YKa3aHHOro (efepaabHOro 3aKOHa BO
BTOpPOM uTeHuu. [Ipy 3TOM [OIyCKaeTCs yTBepsKAeHMe He pacipeie/ieHHOM MeX Ty 610keTaMm
TeppUTOpUaAIbHBIX QOHIOB 06513aTe/IbHOTO MeUIIMHCKOTO CTPaxoBaHMsI CyOBeHIIMM B 00beMe, He
MpeBbIIIAI0IIEeM 5 MPOIEHTOB 00111ero 06'beMa COOTBETCTBYIOIIEl CyOBeHIMM, KOTOPasi MOXeT ObITh
pacrpeesieHa MeXIy O0KeTaMy TepPUTOPUATbHBIX GOHIOB 00s13aTeIbHOTO MEAUIMHCKOTO
CTpaxOBaHMS B IOPSAKe, YCTAHOBJIEHHOM YII0JIHOMOYeHHBIM [IpaBuTtenncTBOM Poccuiickoit @enepaunum
(benepanbHbBIM OpPraHOM MCIIOJTHUTENIbHOI BIACTH, Ha Te Ke LieJIM B MIpoliecce UCIIOTHeHUs GloKeTa
depnepanbHOro HoHA 06s13aTEILHOTO MeUIIMHCKOTO CTpaxoBaHMs 6e3 BHeCeHMSI U3MeHeH i1 B



dbenepanbHbIii 3aKOH 0 610mKeTe PemepanbHOro GoHAA 00513aTETHPHOTO MEeAULIMHCKOIO CTPaXOBaHMsI.

4. CybBeHIIMM OI0IKETaM TePPUTOPUATbHBIX (DOHIOB 00S13aTEIbHOTO MEIUIIMHCKOTO CTPAaXOBaHMS U3
oromxeta ®enepaabHOro GoHIa 00513aTeIbHOTO MEIUIIMHCKOTO CTPaxoBaHMs, TpeoCTaB/sieMble Ha
MCITOJIHEHME OT/IeJIbHBIX PACXOIHBIX 00s13aTe/IbCTB CyObeKTOB Poccuiickoit @enmepaiiviu, 3aUnCIsIIOTCS B
O10/TKeThbI TEPPUTOPUATBHBIX (POHIOB 063aTEIBHOTO MEIUIIMHCKOTO CTPAXOBAHMS M PACXOAYIOTCS B
nopszke, ycraHoBjaeHHOM [IpaBuTenbcTBOM Poccuiickon @enepannmt.

5. MeToauka (ITpOeKT MeTOAMKI) pacipezeieHus CyoBeHLIui 610KeTaM TeppUTOPUATbHBIX (HOHIOB
00s13aTeIbHOTO MEeIUILIMHCKOTO CTpaxoBaHus u3 61oketa @emepanbHOro ¢hoHIa 06s13aTeIbHOTO
MeJIMIIMHCKOTO CTpaxoBaHMs npencrasisiercs: [IpaButenbctBom Poccuiickoit @enepaiu B cocTaBe
OOKYMEHTOB ¥ MaTepuaioB, BHOCMMbIX B ['ocynapcTBeHHYI0 [lyMy OTHOBPEMEHHO C ITPOeKTOM
benepanpbHOro 3aKoHa o 61wmKeTe GemepanbHOro GoHAA 00513aTETBHOTO MEAVIIMHCKOTO CTPAXOBaHMSI Ha
ouepenHOt GMHAHCOBDINM IOJI U TIJIAHOBbBIN MIEPUOT,.

Cratbs 133.3. iHble MeXOIOIKeTHbIE TpaHChepThl, IpeJocTaB/seMble 13 0romKkera PenepanbHoro GoHga
00s13aTe/IbHOr0 MEIUIIMHCKOTO CTPaXOBaHMs

B ciryuasix 1 mopsiike, KOTOpble MpeaycCMOTpeHbI GefepanbHbIMM 3aKOHAMU U (MJIM) TPUHSITBIMU B
COOTBETCTBUM C HUMM HOPMATUBHBIMMU IIpaBOBbIMM akTamy [IpaBurtennscrBa Poccuiickoit @enepanuu,
610KeTaM TeppPUTOPUATbHBIX (DOHIOB 00S13aTETLHOTO MEIUIIMHCKOIO CTPaXOBAHMS MOTYT ObITh
MpefoCTaB/IeHbl MHbIe MeXOIKkeTHbIle TpaHChepThI." .

Cratpd 5

BHecTu B myHKT 2 ctaThy 11 @emepanbHoro 3akoHa ot 16 miojsg 1999 roga N 165-®3 "O6 ocHOBax
00s13aTeIbHOTO colManbHOro cTpaxoBauusa’ (CobpaHue 3akoHOmATeNbCTBa Poccuiickoit ®epeparum, 1999,
N 29, ct. 3686; 2003, N 1, cT. 5; 2004, N 10, cT. 836; 2009, N 30, cT. 3739) cinenyioliye M3MeHeHUSI :

1) TOATYHKT 6 AOMOJHUTH CJIOBAMU "B CJTydasiX, IpelyCMOTPeHHbIX delepa/ibHbIMU 3aKOHAMM";
2) NOAMYHKT 7 LOTIOJIHUTD CJIOBAaMU "B CIyvasiX, IpeJyCMOTPeHHbIX QefepaqbHbIMU 3aKOHAMU";
3) IOANYHKT 8 M3JI0XKUTD B CEAYIOIIEe pegakiuu:

"8) ocylecTB/ISTh BefeH)e eIMHOTO yueTa 3aCTPaxOBaHHbIX JIUI] U CTpaxoBaTesie, MOCTYIIJIeHUS U
pacxomoBaHMS CPeICTB 00513aTe/IbHOTO COLMATbHOTO CTPAXOBaHMSI HA OCHOBE eAVHBIX (YHUBEPCATbHBIX)
MIEeHTU(PUKAIMOHHBIX 3HAKOB, OCYIIECTB/ISITh B IE/ISIX 00513aT€/IbHOTO COLMATbHOIO CTPAaXOBaHMS
MHMOpMaIMOHHOE B3aMMOJIEICTBIME U B3aMMHYIO CBEPKY JOCTOBEPHOCTY CBeIeHMA, ITpeICTaB/Ie HHbIX JIJIsT
BeleHMs MepCOHMMUIIMPOBAHHOTIO YUeTa 3aCTPaXOBAHHbBIX JIUII, ITyTEM 3aK/TI0UEHMSI COOTBETCTBYIONIUX
corJialieHumi;".

Cratba 6

BHecTtu B ®efepalibHblil 3aKOH OT 6 OKTSIOpst 1999 roma N 184-d3 "O6 o6IIMX MPUHIMIIAX OpraHu3aIun
3aKOHOAATETbHBIX (IPeACTaBUTENbHBIX) M MCIIOJHUTEIbHBIX OPTaHOB IOCYIapCTBEHHON BJIACTYU CYOBEKTOB
Poccuiickoir @epepaunn” (Cobpanue 3akoHomaTenbcTBa Poccuiickoit ®epepanum, 1999, N 42, ct. 5005;
2003, N 27, cT. 2709; 2005, N 1, cT. 17, 25; 2006, N 1, cT. 10; N 23, cT. 2380; N 30, cT. 3287; N 31, cT. 3452;
N 44, cT. 4537; N 50, cT. 5279; 2007, N 1, cT. 21; N 13, cT. 1464; N 21, cT. 2455; N 30, cT. 3747, 3805, 3808;
N 43, cT. 5084; N 46, cT. 5553; 2008, N 29, cT1. 3418; N 30, cT. 3613, 3616; N 48, cT. 5516; N 52, cT. 6236;
2009, N 48, c1. 5711; N 51, c1. 6163; 2010, N 15, cT. 1736; N 19, cT. 2291; N 31, cT. 4160; N 41, cT. 5190;
Poccuiickas raseta, 2010, 10 HOsIOpsT) ciemyromye M3MeHeHUs :

1) B cTaTbe 26.3:

a) B myHKTe 1 c1oBa "denepasbHBIX TOCYIapCTBEHHBIX BHEOIOIKETHBIX QOHIOB" 3aMEeHUTDb CJIOBAMMU
"rocyapCTBeHHbIX BHEOIOMKEeTHBIX (GOHIOB Poccuiickoit denepanyin”, JOTIOJIHUTD MpeIioKeHEM
ctenyroniero cogepskauus: "OcobeHHOCTM GUMHAHCOBOTO 0becIieueHMs YKa3aHHbIX TOJTHOMOYMIA 38 CYET



CpeACTB OI0/IKETOB roCyIapCTBEHHBIX BHEOIOMKeTHBIX (OHI0B Poccuiickoit ®enepaniyy ycTaHaBIMBAIOTCS
dbenepasbHBIMM 3aKOHAMM O KOHKPETHBIX BUaX 00s13aTeIbHOIO COLMAIbHOIO CTPaXOBaHMsl.";

0) B myHKTe 2:
MOAITYHKT 21 M3JI0KUTD B CJIEAYIONIEN pegaKkiun:

"21) opraHmM3anyu oKazaHusI MeIUIIMHCKOV TOMOIIY Ha TeppuTopun cyobekTa Poccuiickoit @epepaiin B
COOTBETCTBUM C TEPPUTOPUAJIBHOI IIPOrPaMMOil TOCYAaPCTBEHHBIX TapaHTUI OKa3aHUs rpaKIaHam
Poccuiickoir ®emepaninm 6ecriyiaTHOVM MeIUIIMHCKOM ITOMOIIN (32 MCKII0UeHeM MeAUIIMHCKO TTOMOIIH,
OKa3bIBaeMoii B (peZiepaibHbIX MeIUIMHCKUX YUPEXIEHUSX, [IepeueHb KOTOPBIX YTBEPKAAeTCS
ynoysiHoMmoueHHbIM [IpaBuTenbcTBoM Poccuiickoit @enepaiinu gpefepajbHbIM OPTAHOM UCIIOIHUTEIbHOM
BJIACTH);";

TOAITYHKT 22 U3JIOKUTD B CJIeYIONIel pegakiium:

"22) yIIaThl CTPAXOBbIX B3HOCOB Ha 00s13aTe/IbHOE MeIUIIMHCKOEe CTpaxoBaHKe HepaboTalolero
HacejaeHus;";

B) B ITyHKTe 7:
a63all MSThIN U3I0XKUTh B CAEIYIONIE pegaKkIInn:

"mpaBa 1 00s13aHHOCTY (eJiepaIbHbIX OPraHOB MCIIOJHUTEIbHOV BJIACTH, TOCYAAaPCTBEHHbBIX
BHeOIOIKeTHBIX (oHIOB Poccuiickoit @emepaniyiy Mo OCYIIeCTBIEHMIO YKa3aHHbIX ITOJTHOMOYMIT OpraHaMu
rocyJapCTBEHHO BiacTu cyobekTa Poccuiickoit ®emeparivn u (Mam) rpaBa 1 060sI3aHHOCTY BBICIIIETO
IOJKHOCTHOTO JInia cyobekTa Poccuiickoir @enmepatiny (pyKOBOAUTEIS BBICIIETO UCIIOJHUTEIbHOTO
opraHa rocyapCcTBeHHOI BiacTu cyobekTa Poccuiickoit demepaiinin) mo ocymiecTBAEHUIO ITepeJaHHbIX
TTOJTHOMOYMIA, B TOM UMCJIe IpaBa ¥ 00SI3aHHOCTY 110 Ha3HAYEHUIO PYKOBOIUTE/IEH OpPraHOB
MCIIOJTHUTEIBHO BacTU cyobekTa Poccuiickoit @enepatiuy u (Mim) TEPPUTOPUATLHOTO
roCyIapCcTBEHHOTO BHEOIOKeTHOrO hoHIa cyobekTa Poccuiickoit ®emepaliym, OCyIIeCTBISIOMMUX
COOTBETCTBYIOIIME MTOJTHOMOYUMS ;" ;

ab3all ecToil IocJjie CJI0B "MCIIOJHUTENIbHOI BacTu cyobekTa Poccuiickoit ®emepauum” TOMOTHUTD
cJIoBaMM "M (MJIM) OPTaHOB YIIPaBJIEHMS TEPPUTOPUATIBHOTO TOCYIapCTBEHHOIO BHEOIOAKETHOTO GOHIA
cyobekTa Poccniickoit @emepanum”;

ab3ai1l cepMOI1 TI0C/Ie CJIOB "O10IKeTy cyobekTa Poccuiickoit @emepanyin” JOTOJHUTD CJIOBAMM ", OIOIKETY
TepPUTOPUATBHOTO rOCYJapCTBEHHOTO BHEOIOMKETHOTO hoHIa cyobekTa Poccuiickoit demepannn”;

ab3a1l BOCbMOI1 TI0c/Ie CJIOB "010keTaM Cy6beKTOB Poccuiickoit @emepaiiyum” TOMOJHUTD CJIOBAMM ", MU U3
oromkera ®enepaabHOro GoHIa 00513aTeIbHOTO MEIUIIMHCKOTO CTPAaXOBaHMS, IIPe0CTaB/ISIeMbIX
610MKeTaM TepPUTOPUATIbHBIX TOCYIapPCTBEHHBIX BHEOIOIKETHBIX (POHIOB CyObEKTOB Poccuiickoit
®enepauun,”;

a63albl ceTbMOJ - BOCbMO yTpaTuian cuiy. - ®emepanbHbiii 3akoH oT 07.05.2013 N 104-03;

ab3all MITHAALAThIN ITOCIe ¢I0B "6lomkeTaM cyobekToB Poccuiickoit @emgepanyi” JOIOJHUTD CJIOBAMU
"mnu u3 61omKkera ®egepanbHOro GoHIa 00513aTEIBHOTO MEAUIIMHCKOTO CTPAXOBaHMS OI0/IKeTaM
TepPUTOPUATIbHBIX TOCYapCTBEHHBIX BHEOIOIKETHBIX GOHAOB CyobeKTOB Poccuiickoit denepanyn’;

2) B yHKTe 2 cTaTby 26.11:
a) MOAITYHKT "J1" U3JIOKUTh B CJIeAYIOIIEN pelaKIUun:
"JI) UMYIIIeCTBO, HEOOXOAMMOe [IJISI OKa3aHUsSI MeIUILIMHCKO ITOMOIIY B MEeIUIIMHCKUX YUPEXKIEHUSX;";

n_n

0) MOATYHKT "3" MPU3HATh YTPATUBIIUM CUITY.



Cratbs 7

BHecTn B yacTbh BTOpylo Hamorosoro komekca Poccuiickoit @enepanyn (CobpaHne 3aKOHOAATEIbCTBA
Poccuiickoir ®emepannm, 2000, N 32, c1. 3340, 3341; 2001, N 1, cT. 18; N 33, cT. 3413; N 53, cT. 5015; 2002,
N 22, cT. 2026; N 30, cT. 3027; 2003, N 1, cT. 2, 6; N 28, cT. 2886; N 52, cT. 5030; 2004, N 27, cT. 2711; N 34,
cT. 3520, 3524; N 45, cT. 4377; 2005, N 1, cT. 30; N 24, cT. 2312; N 30, cT. 3130; N 52, cT. 5581; 2006, N 10,
cT. 1065; N 31, cT. 3436, 3443; N 45, cT. 4627, 4628; N 50, cT. 5279; 2007, N 1, c1. 39; N 22, cT. 2563; N 23,
cT. 2691; N 31, cT. 3991, 4013; N 45, cT. 5417; N 49, cT. 6045, 6071; N 50, cT. 6237, 6245; 2008, N 27, CT.
3126; N 30, cT. 3614, 3616; N 48, cT. 5504, 5519; N 49, cT. 5723; N 52, cT. 6237; 2009, N 1, cT. 31; N 11, cT.
1265; N 29, cT. 3598; N 48, c1. 5731, 5737; N 51, cT. 6153, 6155; N 52, cT. 6455; 2010, N 19, cT. 2291; N 25,
cT. 3070; N 31, cT. 4198; N 32, cT. 4298; N 45, cT. 5756) cnemyioiiye u3MeHeHMSI :

1) moamyHKT 7 IMyHKTa 3 cTaThy 149 HOMOJHUTH ab63aliaMi CJIEAYIONIEro COIepsKaHMs :

"IeieBble CPeICTBA, ITOTydyaeMble CTPaXOBbIMY MEIUIIMHCKMMM OPTaHU3aIUSIMMU - YUaCTHUKAMU
00513aTeJIbHOTO0 MeIUILIMHCKOIO CTPaXOBaHMs OT TePPUTOPUATHLHOTO (OHIA 063aTEIHbHOIO MEIUIIMHCKOIO
CTpPaxoOBaHMS B COOTBETCTBUM C TOTOBOPOM O (pMHAHCOBOM OOecIieueHn 00s13aTeIbHOr0 MeIUIIMHCKOTO
CTpaxOBaHMUSI,

CpeacTBa, Ioy4aeMble CTPaXOBbIMM MeIUIIMHCKUMMM OPraHMU3aIMUsIMM - YUaCTHUKAMM 06s3aTeTbHOTO
MeIUIMHCKOTO CTPAXOBaHMS OT TEPPUTOPHUATBHOTO HOHAA 00513aTEILHOTO MEIUILIMHCKOT'O CTPAaXOBaAHMS U
npegHa3HauUEHHbIe HA PacXodbl HA BeJeHMe Aea Mo 00s13aTeJIbHOMY MeAUIIMHCKOMY CTPaxOBaHUIO B
COOTBETCTBMM C IOTOBOPOM O (PMHAHCOBOM OOecIieueHnM 00513aTeIbHOTO MeIUIIMHCKOTO CTPaXxoBaHMsI (B
rpejiesiax HOpMaTyBa, YCTAHOBJIEHHOrO 3aKOHOAATeIbCTBOM Poccuiickoit ®enepariyiv 06 06s13aTeIbHOM
MeJIUIIMHCKOM CTPaxOBaHUMN);

CpeacTBa, IoTy4aeMble CTPaXOBbIMY MeIUIIMHCKMMM OPraHM3aIUIMM - YUaCTHUKAMM 0063aTeIbHOTO
MEeIUIIMHCKOTO CTPaXOBaHMSI OT TEPPUTOPUATIBLHOTO (GOHIA 00513aTeTbHOTO MEAVIIMHCKOTO CTPAXOBaHMS,
SIBJISTIONMECST BO3HATpakAeHeM 3a BbITIOJTHEHM e NeiiCTBUIA, MpeayCMOTPEHHBIX JOTOBOPOM O (PMHAHCOBOM
obecrieueHNy 00s3aTETHHOTO MEeIUIIMHCKOTO CTPAaXOBaHMSI.";

2) B myHKTe 1 ctatbu 251:
a) MOAITYHKT 14 MOTIOJHUTD ab3alieM CjIeIyIoNIero coaepskaHms:

"B BUJE 11€JIEBBIX CPELICTB, M0JIy4aeMbIX CTPAXOBbIMU MeAUIIMHCKMMU OPTaHU3ALUSIMU - YYACTHUKAMU
00s13aTeIbHOTO MeIUIIMHCKOTO CTPaX0BaHMS OT TePPUTOPUATIBHOTO GOHIA 00s13aTe/TbHOTO MeIUIIMHCKOTO
CTpaxoBaHMS B COOTBETCTBUM C JOTOBOPOM O pMHAHCOBOM ObecrieueHm 06s13aTe/IbHOTO MeIUIIMHCKOTO
CTpaxoBaHus.";

6) moAnyHKT 30 MpU3HATh YTPATUBLIUM CUITY;
3) myHKT 48.1 cTtaTby 270 U3JIOKUTD B ClIeAyIOIIel pegakiIun:

"48.1) B BUAe CpeLiCTB, IepeJaHHbIX MeIUIIMHCKUM OPTaHU3aALUSAM JIJIST OTIJIaThl MEeAUIIMHCKOM [TOMOIIU
3aCTPaxOBAaHHbBIM JIMIIAM B COOTBETCTBUM C JOTOBOPOM Ha OKa3aHMe U OIJIaTy MeIULIMHCKOM ITOMOIIMU T10
00s13aTeJIbHOMY MeIUIIMHCKOMY CTPaXxOBaHMIO, 3aK/II0UEHHBIM B COOTBETCTBUM C 3aKOHOIATE/TbCTBOM
Poccuiickoir @emepanyu 06 00s13aTeIbHOM MeIMIMHCKOM CTPaxOBaHUM;";

4) ctaThio 294.1 U3JIOKUTD B CJIeAYIONIEN pedakiun:

"Cratbst 294.1. Oco6eHHOCTHM OIpeie/IeHNs JOXOA0B M PACXOJI0B CTPAXOBbIX MEAMIIMHCKUX OPTaHM3aLuii -
YYaCTHMKOB 00S13aTEIbHOTO MEIUIIMHCKOTO CTPaXOBaHMS

1. K moxomam cTpaxOBbIX MEAUIIMHCKUX OPTaHM3aLMii - YYaCTHMKOB 00513aTeJIbHOTO MEIUIIMHCKOTO
CTpaxoBaHMsI, OCYIECTBIISIONIMX 00s13aTeIbHOe MeIUI[MHCKOe CTpaxoBaHue, KpoMe JOXOI 0B,
MpeayCMOTpeHHBIX cTaTbsMM 249 u 250 HacTtosiero Kogekca, OTHOCSATCS TaKKe CpeiCTBa,
repevncisieMble TePPUTOPUATBHBIMY GOHIAMM 00SI3aTEeIbHOTO MEIUIIMHCKOTO CTPaXOBaHMS B



COOTBETCTBUU C JOTOBOPOM O (DMHAHCOBOM obecrieueHUM 06s13aTeIbHOTO MeAUIMHCKOTO CTPaXOBaHUs U
npeAHa3HAUeHHbIe HAa PACcXO/ibl HA BeieHMe Jeia 1o 00s13aTeIbHOMY MeAUIIMHCKOMY CTPaXOBaHUIO, U
CpenCTBa, SIB/SIIOIMEeCs] BO3HarpaXkAeHueM 3a BbIIIOJIHEHYE AeiiCTBUIA, TPefyCMOTPEeHHbIX YKa3aHHbIM
IIOTOBOPOM.

2. K pacxogam cTpaxoBbIX MEAUIIMHCKUX OPraHMU3aIMii - yUaCTHMKOB 00S3aTeIbHOTO MeAUIIMHCKOTO
CTpPaxOBaHMSI, OCYIIECTBJISTIOIIMX 00sI3aTe/IbHOe MeAUIIMHCKOE CTpaxoBaHMe, KpOMe pacxooB,
MpeyCMOTPEHHBIX cTaThsIMM 254 - 269 HacTosiniero Komekca, OTHOCSITCS TaKKe Pacxo/ibl, TOHECEHHbIe
YKa3aHHBIMM OpTaHU3aLUMUSIMU IIPU OCYILECTBJIEHUYM CTPAX0OBOIi IeSITeIbHOCTU 110 00sI3aTe/IbHOMY
MeIUIIMHCKOMY CTPaXxOBaHMIO.".

Cratbsa 8

Braectu B Komekc Poccuiickoit @emepanyy 06 afMUHUCTPATUBHBIX MpaBoHapyeHusx (Coopanue
3aKoHOAaTenbcTBa Poccuiickoit @emepauyu, 2002, N 1, cT. 1; N 44, c1. 4295; 2003, N 27, cT. 2700, 2708,
2717; N 46, cT. 4434; N 50, cT. 4847, 4855; 2004, N 31, cT. 3229; N 34, cT. 3529, 3533; 2005, N 1, cT. 9, 13; N
10, cT. 763; N 13, cT. 1077; N 19, cT. 1752; N 27, cT. 2719, 2721; N 30, cT. 3104, 3131; 2006, N 1, cT. 10; N
10, cT. 1067; N 12, cT. 1234; N 17, cT. 1776; N 18, cT. 1907; N 19, cT. 2066; N 23, cT. 2380; N 31, cT. 3420,
3438, 3452; N 45, cT. 4641; N 50, cT. 5279; N 52, cT1. 5498; 2007, N 1, cT. 21, 29; N 30, cT. 3755; N 31, CT.
4007; N 41, cT. 4845; N 43, cT. 5084; 2008, N 18, cT. 1941; N 30, cT. 3604; 2009, N 7, cT. 777; N 23, cT. 2759;
N 26, cT. 3120, 3122; N 29, cT. 3642; N 30, cT. 3739; N 52, cT. 6412; 2010, N 1, cT. 1; N 21, cT. 2525; N 23, cT.
2790; N 30, cT. 4006, 4007; N 31, cT. 4164, 4195, 4207, 4208) ciemyroniye M3MeHEHNS :

1) a63a mepBblii cTaThy 15.32 mocie ciioBa "HapyieHne" TOMOIHUTD CJIOBOM "CTpaxoBaTeIsIMU";
2) MyHKT 4 yacTu 5 ctaTby 28.3 U3JIOKUTD B Clieylolleit pegakiium:

"4) MOJIKHOCTHBIE JINIA TOCYIapCTBEHHBIX BHEOIOIKETHBIX (POHOB - 00 aAMUHUCTPATUBHbIX
MpaBOHAPYIIEHMSX, IPeAYCMOTPEHHbIX cTaThsiMM 15.3, 15.4, yacteio 1 cratbu 15.6, yactbio 1 craTby 15.7,
cratbeit 15.8 (B UacTu aiMMHUCTPATUBHBIX ITPABOHAPYIIIEHUI, CBSI3aHHBIX C IepeuncieHreM CyMM B3HOCOB
B COOTBETCTBYIOIIVE IOCYAapCTBeHHbIe BHEOIOIKeTHbIE (POHIbI), YacThio 2 cTaTby 15.10, ctatbsimm 15.32,
15.33 "Hacrosiero Konmekca. IlepedeHb AOIKHOCTHBIX JIUII, YIIOJTHOMOUEHHBIX COCTAB/SITh ITPOTOKOJIBI 00
aIMMHMCTPATUBHbBIX IIPABOHAPYILIEHNUSX B COOTBETCTBUM C HACTOSIIUM ITYHKTOM, YTBEPXKAAETCS
PYKOBOIMTEJISIMU I'OCYIapCTBEHHBIX BHEOIOIKETHBIX (POHIOB;".

Cratba 9

Baectn B ®emepanbHblil 3aK0H 0T 6 oKT6pst 2003 roma N 131-®3 "O6 061mMX MPUHIIMIIAX OPTaHM3aIIUN
MeCTHOTO camoympasjeHnus B Poccuiickoit ®epepanun” (CobpaHue 3akoHOAaTeAbcTBa Poccuitckoii
@enepanyn, 2003, N 40, cT. 3822; 2005, N 1, cT. 17, 25; 2006, N 1, ct. 10; N 23, cT. 2380; N 30, cT. 3296; N
31, cT. 3452; N 43, cT. 4412; N 50, cT. 5279; 2007, N 1, cT. 21; N 21, cT. 2455; N 25, cT. 2977; N 43, cT. 5084;
N 46, cT. 5553; 2008, N 48, c1. 5517; N 49, cT1. 5744; N 52, cT. 6236; 2009, N 48, cT. 5733; N 52, cT. 6441;
2010, N 15, cT. 1736; N 45, cT. 5751) cnenyioiie M3MeHeHUSI :

1) myHKT 12 yacty 1 craTby 15 U3I0KUTD B CJIEAYIOIIEH peIaKIiu:

"12) cozmaHye yCI0BUIA 711 OKa3aHU MeIVULVHCKOM TOMOIIY Hace/IeHUI0 Ha TepPUTOPUN
MYHULIUIIAJIBHOTO paiioHa (3a MCKII0UYEHVEM TEPPUTOPUIL IIOCEIeHN, BKIIIOUYEHHBIX B YTBEPKIeHHBbIA
[TpaBuTenbcrBom Poccuiickoit @enepaium nepeueHb TePPUTOPUIL, HaceleHMe KOTOPbIX 06ecreunBaeTcs
MeAULMHCKO MOMOIIbI0 B MEAULIMHCKUX YUPEXIEHUSIX, TOABEeJOMCTBEHHbIX (heepaibHOMY OpraHy
MCITOJIHUTEIBHO BJIACTH, OCYLIECTBSIONEeMY (DYHKIMM 1O MeAMKO-CAaHUTAPHOMY 06€eCIIeueHNIO
HaceJIeHUS OTHe/IbHbIX TEPPUTOPUIL) B COOTBETCTBUM C TEPPUTOPUATBHOI IPOTPAMMOJi rOCYA,apCTBEHHbBIX
rapaHTHMi1 okasaHus rpakmaHamM Poccuiickoit @emepanyy 6ecruiaTHOM MeIUIIMHCKO ITOMOIIN;";

2) myHKT 6 yacT 1 ctaTbu 15.1 mpU3HATH YTPATUBILIUM CUITY;

3) myHKT 14 yacTu 1 ctaTbu 16 U3N0XKUTH B CI€AYIONIEN pelaKIium:



"14) co3paHue yCI0BUNA 151 OKa3aHUs MeJVLIMHCKOM [IOMOLLY Hace/leHUIO Ha TepPUTOPUM TOPOL,CKOTO
OKpyra (3a UCKIIYeHVeM TeppUTOPUIA TOPOLCKIMX OKPYTOB, BKIIIOUEHHBIX B YTBEPKIeHHBI I
[TpaBuTenbcTBoM Poccuiickoii @enepaiiuy rnepedyeHb TePPUTOPUIL, HaceTeHMe KOTOPhIX 06eCreunBaeTCst
MeAUIIMHCKO MOMOIIbI0 B MEIUIIMHCKUX YUPEXIEHUSIX, TTOIBeJOMCTBEHHbIX (heiepabHOMY OpraHy
MCIIOJIHUTEIbHO BJIaCTU, OCYLIeCTBsI0ONeMYy (PYHKIMM 10 MeIMKO-CaHUTapHOMY 00ecIieueHNI0
HaceJleHUs OTOe/IbHbIX TePPUTOPHIL) B COOTBETCTBUYU C TEPPUTOPUAIBLHON IIPOrPAaMMOM rOCyIapCTBEHHBIX
rapaHTuit okasaHus rpaxkgaHaM Poccuiickoit @emepanyy 6ecIiaTHOM MeIUIIMHCKOM ITOMOIIN;";

4) nyHKT 8 yacTtu 1 cratbu 16.1 npu3HAThL yTPAaTUBIIUM CUITY;
5) yrpatun cuiy. - @emepanbHbiit 3aKoH OT 27.05.2014 N 136-03.
Crartpg 10

[TyHkT 9 yactu 1 cratbu 18 @enepanbHOro 3akoHa ot 26 utost 2006 roma N 135-@3 "O 3amure
KoHKypeHuun" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit ®enepatiuu, 2006, N 31, cT. 3434) 0ONOTHUTD
c10BaMu "(3a MCKIIOUEHMEM 00513aTeIbHOTO MeIUIIMHCKOTO CTPaXOBaHMs, IJIsI KOTOPOTO OCOOEHHOCTH
oT60pa (MHAHCOBBIX OPraHMU3aI M1 (CTPAXOBBIX MEAUIIMHCKMX OpraHu3alnit) ycTaHOBIeHbl DeepasbHbIM
3akoHOM "O0 00s13aTeJIbHOM MeIUILIMHCKOM CTpaxoBaHuu B Poccuiickoit ®emeparmm”)".

Cratbs 11

YacTs 2 cratby 10 ®epepanbpHoro 3akoHa ot 27 uroust 2006 roma N 152-03 "O nepcoHaIbHbBIX TaHHBIX "
(Cobpanme 3akoHOmaTeabcTBa Poccuiickoit ®emepanym, 2006, N 31, cr. 3451; 2009, N 48, c1. 5716; 2010, N
31, cT. 4173) DOTIOJTHUTD ITYHKTOM 8 C/IeIYIOIIEro CoAepsKaHms:

"8) 06paboTKa MepcoHaTbHbBIX JaHHBIX OCYIECTBISIETCS B IeJISIX 00513aTeIbHOTO COLIMATbHOTO
CTpPaxoBaHMS B COOTBETCTBUM C efepaabHbIMM 3aKOHAMM O KOHKPETHBIX BUIaX 00sSI3aTeIbHOTO
COLIMAJIbHOTO CTPAXOBAHUS. ",

Cratbs 12. YTpatuna cuny c 1 suBapst 2017 roga. - ®@egepanbHblii 3akoH oT 03.07.2016 N 250-D3.
Crartps 13

Baectu B @emepanphbiii 3akoH oT 12 ampesns 2010 roga N 61-®3 "06 obpalieHnUM IeKapCTBEHHBIX CPeICTB"
(Cobpanne 3akoHomaTenbcTBa Poccuiickoit @emeparimm, 2010, N 16, ct. 1815; N 42, cT. 5293) cienyioiiye
U3MEHEeHMS

1) yacTp 3 ctaTby 17 U3JIOKUTD B CJIeAYIOINIEN pegakiumn:

"3. OmaTa yoayT SKCIIepPTOB COBETA MO 3TUKE OCYIeCTBIISIETCSI HA OCHOBAaHMM TOTOBOPA, 3aKIIOUEHHOTO
MeXIy YIIOJTHOMOUYEeHHbIM (pefiepaqbHbIM OpraHOM UCIIOJHUTEIbHO BJIaCT, KOTOPBIM CO3J]aH COBET I10
9TUKE, ¥ IKCIIEPTOM COBETA IT0 9TUKE, 32 CUET OI0/IKeTHBIX ACCUTHOBAHM, TTPEIyCMOTPEHHBIX
YIIOJIHOMOUYeHHOMY deJlepa/ibHOMY OpTaHy UCIIOTHUTEIbHOI BIACTH, CO3aBLIEMY COBET M0 9TUKE, B
(benmepanpHOM 610/IKETE HA COOTBETCTBYIOIIMIA IO/ HA 0OecrieueHe ero aesiTeTbHOCTY, U B pa3mMepax,
yCTaHOBJIeHHbBIX [IpaBuTenbcTBOM Poccuiickoit @egepannn.”;

2) nyHKT 16 yacTu 3 cratby 18 JOMOMHUTE MOAITYHKTOM "X" C/I€IYIOIIEro CONep>KaHmsI:
"X) YCJIOBUS OTIYCKA;";
3) yrpatua cuiy ¢ 1 utonst 2015 ropa. - @enepanbHblii 3akK0oH OT 22.12.2014 N 429-D3;

4) BuacTu 5 ctaTby 23 c10Ba "a TakKe obpaser ¢papmMaleBTUIeCKOoi cyocTaHIMM " 3aMeHUTh CJIOBaMu "a
TaKKe B COOTBETCTBYIOLIMX CTydasx o6pasel] ¢papMaleBTUIeCcKoi CyoCTaHIMM, TeCT-IITaMMa
MMKPOOPTaHM3MOB, KYJIbTYPbI KJIETOK, 06pa3Ilbl BELIECTB, IPUMEHSIEMBbIX /151 KOHTPOJISI KauecTBa
JIeKapCTBEHHOTO CPe/ICTBA ITyTeM CPaBHEHMS C HUMM MCC/IelyeMOro JeKapCTBEHHOTO CPeJICTBa,";

5) B ctaTbe 29:



a) 4acTb 2 U3JIOKUTD B CJIeAYIOIIEel pegaKkInm:

"2. IlogTBepkaeHe rocyfapCTBeHHOM perncTpanyy JeKapCTBeHHOTOo Ipernapara OCyleCTBIsAeTCs 110
pesyJibTaTaM 5KCIIePTH3bl OTHOIIEHNS 0XXUaeMO [10/Ib3bl K BOSMOXXHOMY PUCKY IIPUMeEHeHUs
JIeKapCTBEHHOrO IIperiapara, a TakKe 3KCIIepTU3bl KaueCTBa JIEKapCTBEHHOI'0 CpeiCTBa, [IPOBOAVIMOI B
CIyyae BHeCeHMS M3MEeHeHUI B HOpPMaTUBHYIO TOKYMEeHTALMIO MJIM HOPMATUBHBIN JOKYMEHT.";

0) 4acTh 3 U3JIOKUTD B CIEAYIONIE peaaKIm:

"3. K 3a1BJIeHM10 O MTOATBEPKIEeHNUY TOCYIapCTBEHHOM perucTpanum JJeKapCTBeHHOrO Iperapara
MIPUIAralTcs JOKYMEHT, [IOATBe PXKAA0IIVI YIIATy rOCYyAapCTBEHHOM ITOIUIMHDI 32 ITOATBePXKAeHue
rOCyJapCTBEHHOM perucTpanuy JeKapCTBeHHOr0 Ipernapara Ajisl MeIUIHCKOI0 IIpUMMeHeHs MU
JIeKapCTBEHHOIO IIperapara [Ijisl BeTepMHAapHOTo IIpMMeHeHs, JOKYMEHT, COAepsKalliuii pe3yIbTaThl
MOHUTOPMHTa 6€301aCHOCTY JIeKapCTBEHHOTO Mpemnapara, IpOBOIMMOrO 3asiBUTeeM, 1o Gpopme,
YCTaHOBJIEHHO COOTBETCTBYIOLIMM YIIOTHOMOUEHHBIM (eilepaibHbIM OPraHOM MCIIOJHUTENbHOM BJIACTH.
HopmaTuBHas JOKyMeHTan s UIYM HOPMATUBHBINM JOKYMEHT, IIPOEKT MHCTPYKL MM 10 IPUMEeHEeHUI0
JIeKapCTBEHHOTO Ipernapara, TpoeKThl MaKeTOB MePBUYHOI YITAKOBKM 1 BTOPUUHOI (TIOTPEeOUTENHCKOI)
YIIaKOBKM JIEKAPCTBEHHOTO IIperapaTra IpuiaraloTcs K 3asBJIeHUIO O ITOATBePKAeHUM IOCyIapCTBEHHOM
perucTpanuy JieKapCTBeHHOrO IIpelapaTa BHOBb TOJIBKO B CIy4yae, eC/i B HUX BHOCSTCS U3SMEHeHUs.";

B) IYHKT 2 4aCcTU 4 U3J0KUTh B CJIeAVIOILIe pelaKiym:

"2) IpMHMMaeT pellieHNe O MIPOBeIeHUM WM 00 OTKa3e B MPOBeleHUM SKCIIePTU3bl OTHOLIEHUS
O’KI3aeMO¥A I10JIb3bl K BO3MOSKHOMY PUCKY IIPMMeHEeHM s JIeKapCTBEHHOTO IIpernapara, a TakkKe 3KCIIepTU3bl
KayeCTBa JIeKapCTBEHHOI'O CpeJiCTBa, IPOBOAVMOJ B C/lyyae BHECEHUS M3MeHeHMi1 B HOpPMaTUBHYIO
JOKYMEHTAIUI0 WX HOPMATUBHBIN JOKYMEHT;";

T) 4aCTh 5 U3JIOXKUTD B CJIEAYIONIE pegaKium:

"5. OcHOBaHMeM [iJIs1 0TKa3a B IPOBeJIeHN M SKCIIePTHU3bl OTHOLIEHNMSI 03KMIaeMOii T01b3bl K BO3MOXKHOMY
PUCKY IIpUMeHeHMs JIeKapCTBEeHHOr0 Ipernapara M (/M) SKCIIepTM3bl KaueCTBa JIeKapCTBeHHOTr O CpeficTBa
SIBJISIETCS TIpeiCTaBIeHe JOKYMEeHTOB, YKa3aHHbIX B YacTsx 1 1 3 HacTosIIel CcTaTby, B HEIIOJHOM 00beMe
WJIY OTCYTCTBME B NP CTaBA€HHBIX JOKYMEHTAX MCUEPIIBIBAIOIINX CBEA€HMIT, KOTOPbIE JOJIKHBI ObITh
OTpa’keHbI B HUX.";

Il) 4aCTh 6 U3JIOKUTDh B CIIeAYIOIIEN peqaKiun:

"6. DKCIIepTH3a OTHOLIEHMS OXKUIaeMOI TT0JIb3bl K BO3MOKHOMY PUCKY IPUMEHEHMUS JIEKaPCTBEHHOTO
npernapara u (MJin) 3KCIiepTi3a KauecTBa JIeKapCTBEHHOTO CPeACTBA B 1eJISIX MO TBEPXKAeHUS
rOCyJapCTBEHHO perucTpaium JeKapCTBeHHOr o Iiperapara IpOoBOSTCS Ha OCHOBAaHMM JOKYMEHTOB,
yKa3aHHbIX B YaCTM 3 HACTOSIIIEl CTaTby, B IOPSIIKe, yCTAaHOBIEHHOM YacTsAMM 5 - 8 ctaThy 23 1 cTaTheit
24 Hacrosuiero ®emepaabHOro 3aKOHA.";

6) BuacTtu 2 ctatby 30 cj0Ba "B MOAIIYHKTAX 'T" - "II" 3aMeHUTb CJI0OBaMM "B MOAITYHKTax 'T" - "m", "X";
7) ByacTu 2 ctatby 39:
a) IMYHKT 7.1 U3JIOXKUTD B CJIeAyIolIei pegakiinm:

"7.1) cBemeHMS 0 MeAULIMHCKMX OpraHnU3alysX, B KOTOPBIX MIPeAIoaraeTcs poBeaeHe KIMHNYeCKOro
UCCIes0BaHMs JIeKapCTBEHHOTO Mperapara AJjis MeIUIMHCKOTO IIpUMeHeHU (TTI0JIHOe U COKpallleHHOe
HaMMeHOBaHMsI, OpTaHM3alMOHHO-IIpaBoBast GopMa, MeCTO HaXOXKIEeHMS ¥ MECTO OCYIIeCTBIEHUS
nIesiTeIbHOCTH, TenedoH, Teaedakrc, agpec 37eKTPOHHOM IMTOUThl MEeIUIIMHCKOM OpraHmM3anumn);";

0) MYHKT 8 M3JIOKUTH B CJIEIYIOIIEN peTaKIn:

"8) KOIIMIO JOTOBOpa 00513aTeIbHOTO CTpaXOBaHM, 3aK/ITIOUEHHOI'0O B COOTBETCTBUU C TUITIOBBIMMA
IMpaBUJIaMM 0053aTeIbHOTO CTpaxOBaHN, C YKa3aHMEM npenenbﬂoﬁ YMCJIE€HHOCTMU ITalIlMeHTOB,



YYaCTBYIOLIMX B KIMHUYECKOM UCC/IeN0BaHMUM JIEKAPCTBEHHOIO Mpernapara AJjisi MeIULMHCKOTO
IIpUMeHeHus ;" ;

B) MyHKT 10 M37I0KAUTH B ClIeAYIOUIEN pelaKknn:

"10) HOKYMeHT, COCTaBJIEHHbIN MPOU3BOAUTEIEM JIEKAPCTBEHHOT O TIpernapara 1 cogepsKallyii moKasaTean
(XapakTepuCTUKM) JIeKapCTBEHHOTO Iperapara, IPou3BeAeHHOr0 151 IPOBeAeHMS] KIMHUYECKUX
UCC/IedOBaHMIL.";

8) craTpio 40 IOTIOJHUTD YaCThIO 3.1 ClleAyIolero Coaep>kanms:

"3.1. PykoBoguTeIb MEAUIIMHCKOV OpraHM3aIiuy B CPOK, He IPEeBBIIIAIONI NI TpeX pabounx gHel co THS
Hayvajia MpoBeaeHMsT KIMHUYECKOTO MCCael0BaHMs IeKapCTBEHHOTO IperaparTa JIjsi MeaUIIMHCKOTO
MIpMMeHeHMsI, CO00IIaeT 06 9TOM B YITOJTHOMOUYEHHbIN (elepaibHbI OpraH UCIIOTHUTEIbHOM BIACTH,
BbIJIABIINIT pa3pellieHe Ha TIPOBeeH e TaKOTO MCCIeq0BaHMs, 0 YCTaHOBIEHHO UM ¢opme.";

9) cTaTh10 44 U3JIOKUTD B CJIEAYIOLIEN pefakuun:

"CraTbs 44. O6s13aTe/IbHOE CTPAXOBaHMe XXU3HM, 3[I0POBbS MallMEeHTa, yYaCTBYIONIET0 B KIMHNYECKOM
Mccae0OBaHMM JIeKapCTBEHHOrO mpernapara IJisi MeAULMHCKOTO MPUMeHeHMs

1. Opranm3sanusi, IOJyYuBILas pa3pelleHe Ha OpraHn3aliio MpoBeIeHMsT KIMHNYECKOTOo MCCIe0BaHms
JIeKapCTBEHHOTO ITperapara AJjisi MeIUIIMHCKOTo IpMMeHeHMsI, 00s13aHa B KauecTBe CTpaxoBaTeJst
CTpPaxoBaTh PUCK IMPUUMHEHMS Bpeaa KM3HM, 3[I0POBbIO MAllMEeHTa B pe3yJibTaTe MPOBeIeHMs
KJIMHUYECKOT0 MCCAe0BaHMs IeKapCTBEHHOIO Ipernapara Jjisi MeIMIMHCKOrO MpYMeHeHMsI 3a CBOJ cueT
ITyTEeM 3aK/TIOUEHMSI JOTOBOPA 06513aTeJIbHOTO CTPAXOBaHMS.

2. O6beKTOM 06513aTEILHOTO CTPAXOBAHMS SIBJISIETCSI UMYIIECTBEHHbBIN MHTEPEC MaleHTa, CBSI3aHHbINI C
MIpUYMHEHVEM BpeJia ero KU3HY U 300POBBI0 B pe3yJibTaTe MPOBeIeHNS KIMHNYECKOTO UCC/Ieq0BaHMS
JIeKapCTBEHHOTO Ipernapara Jijisi MeJULIMHCKOTO TpUMeHeHMsI.

3. CTpaxoBbIM CJIyYyaeM I10 JOTOBOPY 00s13aTe€JIbHOTO CTPAXOBAaHMSI SIBJISIETCS CMEPTD MallMeHTa WA
yXyIIIeHNe eTo 30POBbsI, B TOM UMC/Ie BiieKyllee 3a cO00¥ yCTaHOB/IeHMe UHBAIUMIHOCTH, TIPU HATUUUN
TIPUYMHHO-C/IeICTBEHHO CBSI3M MEXIY HACTYIIJIEHMEM STOTO COOBITUS M yYacTMeM MaleHTa B
KJIMHMYECKOM M CC/IeIOBaHNUY JIEKapCTBEHHOTO ITperapara.

4. Tpe6OBaHI/IH 0 BO3MellleHH Bpeaa, IPpMYMHEHHOI'O JKM3HM UJIN 300POBbIO IMTallMEeHTa, ITPEAbABIAIOTCA B
TeuyeHe CpoOKOB JMICKOBOI1 OJAaBHOCTHM, YCTAHOBJIEHHBIX I'Pa>XIaHCKMUM 3aKOHOAATE/JIbCTBOM.

5. Pa3mep CTanOBOVI BBITIVIATHI ITO AOTOBOPY 0053aTeIbHOTO CTpaXOBaHMS COCTaBJIAET:

1) B cirydae cMepTH TaliMeHTa IBa MWIIMOHA pybJieii Ha Kaxkoro MnaijMeHTa, yuacTBOBaBIIEero B
KJIMHMYECKOM MCC/IeIOBaHUY JIEKapCTBEHHOTO ITperapara;

2) Ipu yXyAllleHUM 30POBbs MaleHTa:

a) MOBJIEKIIIEM 3a COO0Ji YCTaHOBJIEHME MHBAMAHOCTY | IPYIIIIbI, OAVH MWUIMOH MSTHCOT THICSY pyOJIeii Ha
Ka)X[Oro NMalyeHTa, y9aCTBOBABIIEro B KIIMHMYECKOM MCC/IeA0BaHNM JIEKaDCTBEHHOT O IIperapara;

6) MmoBJeKIIeM 3a c060¥ yCTAaHOBJIEHVE MHBAUIHOCTY 11 rpyIIibl, OAVH MU/UIMOH Py6JIeli Ha KaskAoro
ManyeHTa, y4acTBOBABIIEro B KIMHMYECKOM MCCIeJOBaHUM JIeKapCTBEHHOTrO IIperapara;

B) ITOBJIEKIIIEM 3@ CO00Ji yCTAHOBJIeHVE MHBATUAHOCTY 11 TPyIIITbI, MSATHCOT THICSY pyOJIeii Ha KaskK0TOo
ManyeHTa, y4acTBOBABIIero B KJIMHMYECKOM MCCIeJOBaHUM JIeKapCTBEHHOTIO IIperapara;

I') He MOBJIEKIIEeM 3a CO00i1 YCTaHOBIEHNS MHBAIUIHOCTH, He 60jiee ueM TPUCTA ThICSY pybJieii Ha Kaxkaoro
MalyeHTa, y9aCTBOBABIIEro B KIIMHUYECKOM MCC/IeIOBaHUM JIEKAPCTBEHHOTO TTperapara.
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7. CpOK JOroBopa 00s13aTeIbHOTO CTpaXOBaHUMSA HE MOXXET OBITH MeHee, YeM CPOK ITpoBeadeH M
KIIMHNYeCKOI'o 1nccjaeaoBaHMs JIEKAPpCTBEHHOI'O IMperapara.

8. YciioBus [oroBopa 06s13aTeJIbHOTO CTPaXOBaHMsl, B TOM UMC/Ie CTPaxoBbie TapudBbl 110 06513aTETbHOMY
CTpaxOBaHMIO, TIeEpeUeHb HEOOXOAVIMBIX TOKYMEHTOB /IJISI OCYIIECTBJIEHMS CTPAXOBOJi BBITJIATHI, TOPSTOK
YCTAaHOBJIEHUS CTpaXxoBaTejeM MHAMBUAYATbHOTO UAEHTU(HUKAIIMOHHOTO KO/Ia Mal[eHTa, TTOPSI0K
MHGOPMUPOBAHMS CTPAXOBATEIEM CTPAXOBIIMKA O MPUBJIEUEHHBIX K KIMHUYECKOMY UCCIIeJOBAaHUIO
JIeKapCTBEHHOIO MpernapaTta s MeIULIMHCKOTO MPYUMeHEeHMs MalyeHTax, OPSII0K YIUIaThl CTPaX0BOit
IIpeMuM, TIOPSIOK peaan3alyy ornpeie/eHHbIX HacTosmuM PeiepasbHbIM 3aKOHOM U I PYTUMU
benepanbHBIMYU 32aKOHAMM MPAB U 06513aHHOCTEN CTOPOH 10 JOTOBOPY 00513aT€IbHOTO CTPAXOBAHUS
YCTaHABIMBAIOTCS TUITOBBIMM TTPAaBUJIAMM 00SI3aT€IBHOTO CTPAaXOBaHUSI.

9. B ciryuae mpuuMHeHMS Bpeda SKM3HM MalieHTa, y4aCTBOBABIIEr0 B KJIMHUYECKOM MCCIeJOBAHUM
JIeKapCTBEHHOTO IperapaTa, BhITOIONPMOOpeTaTe/IsIMu 110 JOTOBOPY 00s13aTeTbHOTO CTPAaXOBaHMS
SIBJISIIOTCSI TpaskiaHe, MMeOIlMe TTpaBo Ha Bo3MellleHMe Bpea B cjiyuae CMepTy KOpMUJIbIia B
COOTBETCTBUM C TPAKIAHCKMM 3aKOHOIATETbCTBOM, ITPM OTCYTCTBUM TAKUX IPaKIaH - POOUTENN, CYTIPYT,
IeTH yMepIIero MaiyeHTa, y4acTBOBABIIEro B KJIMHUYECKOM MCCIeqOBaHMM JIeKapCTBEHHOTO Iperapara, B
cJlyyae CMepTH TalMeHTa, y9aCTBOBABIIETr0 B KIIMHMYECKOM MCC/IeIOBaHMM JIEKAPCTBEHHOTO TIperapara u
He MMeBIIIero CaMOCTOSITeJIbHOTO JTOX0a, - TpaskAaHe, Ha VOKOMBEHUM KOTOPBIX OH HAXOOMJICS, B
OTHOIIIEHMY BO3MeEII[eHMSI pacX0/I0B Ha IorpebeHue naieHTa, yuacTBOBaBIIETO B KIMHNYECKOM
MCC/Ie,0BaHUY JIEKapCTBEHHOTO TIpernapara, - JIMI10, ToOHecIlee Takue pacxXobl.

10. CTanOBaH BbIIlJIaTa B CUET BO3MELIEHMS Bpedad, IPUUMHEHHOI'O JKMU3HU IMallM€HTA, YddCTBOBABIIETO B
KIMHNYE€CKOM MCCIIeJOBaHVM JIEKAPDCTBEHHOTO IIperapaTa, paciipegeiasaeTCsa MeXXay
BbII‘OI[OHpI/IO6peTaTeII${MI/I IIPOMMOPIMOHAJIBHO X KOJIMYECTBY B PABHBIX OOJIAX.

11. [Tpu HaCTYyIIEHUM CTPAXOBOTO C/Tyvas MalMeHT, y4aCTBOBABILINIA B KIMHUYECKOM UCC/IeqOBaHUU
JIeKapCTBEHHOTO ITperapaTa, BhIrOI0NpHUoOpeTaTeib BIIpaBe MpeabsIBUTh HEITOCPEICTBEHHO CTPAXOBIIUKY
TpeboBaHMe O BO3MEIeHMM MPUUYMHEeHHOTro Bpeaa. CTpaxoBasi BhITIATA OCYIIECTBIISIETCS] CTPAXOBIIMKOM B
TeueHue TPUALATH JHEeH co THS MpeCcTaBIeHs] HeOOXOAMMBIX TOKYMeHTOB. [1al[MeHT, y4acTBOBaBILMII B
KJIMHUYECKOM MCCIeIOBaHMM JIeKapCTBEHHOTO Mpenapara, Ui BeIroAoIpruobpeTareib 06s13aH COOOIIMUTD
CTPaxOBIIMKY [IJISI OCYILLEeCTBIEHNSI CTPAXOBOI BhITIIATHI MHAUBUAYAIbHbIV MAEHTUPUKAIIMOHHDBIN KOZ,
MaleHTa, yCTaHOBJIEHHbIN CTpaxoBaTejeM B COOTBETCTBUM C TUIIOBBIMM IIpaBUIaMy 00s13aTeIbHOTO
CTpaxOBaHMUSI.

12. [lo mo/tHOTO onpeaeneHMs pa3Mepa Mojexaliero BO3MeIleHMI0 Bpeia CTPaxOBIIMK I10 3asBJI€HUIO
MalyeHTa, yYaCTBOBABILEro B KIMHUYECKOM MUCC/IeOBaHMY JIEKAapCTBEHHOTO MMpernapara, Uin 3asiBJIEHUI0
BBITOJIONIpYOGpeTaTES BIIpaBe OCYIIECTBUTD YaCTh CTPAX0BOJ BBITIAThI, COOTBETCTBYIONIYIO (DAKTUIECKA
oIpeeeHHOi YacTy MPUUMHEHHOI'O Bpea.

13. CTanOBaH BbITIJIaTa B COOTBETCTBUM C JOT'OBOPOM 00513aTeIbHOTO CTpaxOBaHUS OCYLIECTBIISAETCS
HE3aBMCHMMO OT BBIIIVIAT, IIPUUYNUTAIOMINXCSA 1O APYTUM BUOAM CTPAXOBaHMSI.

14. He AOOITYCKaeTCd ydaCTHe IraiueHTa B IPOBEAEHNN KIIMHUYECKOTO UCC/IeA0BaHM S JIEKAPDCTBEHHOI'O
npemapara IIpu OTCYTCTBUIM JOTOBOPaA 00513aTeIbHOTO CTpaXOBaHMA.

15. KoHTpoJIb 32 UCTIOJIHEHMEM OpTaHu3alueii, MoTyunBIleil pa3pelleHe Ha OpraHu3aluio MpoBeJeHNs
KJIIMHUYEeCKOTO UCCIef0BaHNs JIeKapCTBeHHOrO Iperapara it Me IMLIMHCKOrO IIpUMeHeHUsl,
YCTAHOBJIEHHOI HACTOSIIEl CTaTbeil 06s13aHHOCTY 110 0053aTe/TbHOMY CTPAaXOBAHUIO KU3HM, 3[J0POBbS
MalMeHTa, y4aCTBYIOIIero (y4acTBOBABILIET0) B KIIMHMUECKOM UCC/Ief0BaHNM JIeKapCTBEHHOTrO Mpernapara,
OCYIIeCTBSIeTCS YIIOTHOMOUYEHHbIM (deJiepaabHbIM OPraHOM UCIIOJIHUTEIbHOM BJIACTH, BbIAABIIMM
paspelleHye Ha [IpOBeJeHM e KIMHUUYEeCKUX UCCIeJOBaHWII IeKapCTBEHHbIX IIpernapaToB A1
MeIUIIMHCKOTO TIpUMeHeHus. " ;

10) B cTraTbe 71:

a) yactu 3.1 - 3.4 U3JI0KUTb B CJIeAYIOLLEN pefakiuu:



"3.1. TocygapcTBeHHasl perucTpanys JiekapCTBEHHBIX IPenapaToB AJiSI MeIUIMHCKOTO IPMMeHeH U,
MpeCTaBJIe€HHbIX Ha TOCYAapPCTBEHHYIO PerMCTPpaluIo 40 JHS BCTYIUIEHUS B CUTY HACTOSIILLETO
@enepanbHOTO 3aKOHA, U FOCYAAPCTBEHHAsI perucTpanms 1eKapCTBEHHbIX PernapaToB IJ1s1 MeAULIMHCKOTO
NIpMMeHEeHVs], IpefCTaBIeHHbIX Ha SKCIIePTU3Y JIEKAPCTBEHHBIX CPELICTB 10 JHS BCTYIIJIEHUS B CUITY
Hacrosero ®emepaapbHOro 3aKOHa B Le/IsIX UX NMOC/IeAyIoIeli ToCyIapCTBeHHO perucTpanuy,
OCYLIeCTBJISIIOTCS Ha OCHOBAHMM JOKYMEHTOB U NaHHBIX, IPEACTABI€HHBIX 0 JHS BCTYIUIEHUS B CUITY
Hacrosero @enepaabHOro 3aKOHA, a TAKXKe 3as1BJIEHMSI O FOCYyJapCTBEHHOM perncTpanuy 1eKapCTBeHHOIO
rpernapara, IpeCTaBJIeHHOrO IIPOV3BOATE/IeM JIEKapCTBEHHBIX IPENapaToB WY YIIOJTHOMOYEHHBIM M
JIUIIOM B COOTBETCTBUM C HacTosimuM DenepanbHbIM 3aKOHOM B YIIOJTHOMOYEHHbI deepaabHblit Oprad
UCTIOIHUTENbHO BacTu 0o 1 mapra 2011 roga, 6e3 Tpe6oBaHMS YILIAThl TOCYAAPCTBEHHO MOILIMHBI,
MpeayCMOTPEHHOV 3aKOHOAATENbCTBOM Poccuiickoit @emepanu o Hajorax u coopax.

3.2. [lonTBepkaeHye rocygapCTBEHHOM perncTpanyy JeKapCTBeHHbIX [IpernapaToB AJ1s1 MeUIIMHCKOTO
TIpUMEeHEeH s, TIPeICTaBJIeHHBIX IJI51 TIOATBEePKIeHMs TOCYIapCTBEHHONM perucTpaunm A0 JHS BCTYIUIEHUS B
cury Hacrosiiero denepanbHOr0 3aKOHA, U IOATBEPKIEeHNe TOCYyLapCTBEHHOM perucTpauumn
JIeKapCTBEHHBIX [Iperaparos IJIs1 MeAULIMHCKOTO IIPMMeHeHMs], [IpeiCTaB/IeHHbIX Ha 3KCIIePTU3Y
JIeKapCTBEHHBIX CPeNCTB [0 OHS BCTYIUIEHUS B CWy HacTosero denepabHOrO 3aK0OHa B LeJIsIX
IOC/IeAYIOLIero MOATBEPKAeHMS UX FOCYLapCTBeHHOM perncTpanum, OCyIeCTBASIOTCS Ha OCHOBaHUY
IOKYMEHTOB U JaHHbIX, IPeJCTaBIeHHbIX 10 OHS BCTYIUIEHUS B CMUTy HacTosiero @enepaabHOr0 3aKOHA, a
TaKKe 3asBJIeHV S O ITIOATBePKIeHNY TOCYyLapCTBEHHOM permcTpalum JeKapCTBeHHOIO IIperapara,
[IpeICTaBJIe€HHOTIO IIPOM3BOAMUTEIIEM JIeKapCTBEHHBIX IIperapaToB WM YIIOJTHOMOYEHHbBIM UM JIMLIOM B
COOTBETCTBUM C HacTosi UM PenepaabHbIM 3aKOHOM B YIIOJIHOMOYEHHBIN (efepanbHblii Opran
UCIIOMHUTeNbHO BaacTu 1o 1 maprta 2011 roga, 6e3 Tpe60BaHMs yIIaThl TOCYIAPCTBEHHO MOIITMHBI,
MpeyCMOTPEHHO 3aKOHOAATeIbCcTBOM Poccuiickoit ®enepaininu o Hajiorax u c6opax.

3.3. [IpuHATHE pelieHNns O BHECEHUM M3MEHEHU B IOKYMEHTBI, COJlepsKaluecs B permcTPanuOHHOM J0Che
Ha 3aperuCcTPMPOBAHHbIN JIEKApPCTBEHHBII ITpenapar aJjs1 MeAUILIMHCKOTO IIPUMeHEeHUS U IpeiCTaBJIeHHbIe
IO OHS BCTYIUIEHMS B CUTy HacTosero ®enepaibHOro 3aKOHa, U IMIPUHSTHUE PellleHMs] O BHECEHUU
U3MEHEHUI1 B JOKYMEHTbI, COJlepyKallleecsl B perMCTPALlMOHHOM AOChe Ha 3aperMcTpUpPOBaHHbBIN
JIeKapCTBEHHbIN Tperapar A5 MeIULIMHCKOTO ITPMMeHeHUs U IIpeACTaB/IeHHbIe Ha SKCIIePTU3Y
JIEKapCTBEHHBIX CPENICTB A0 AHS BCTYIJIEHUS B CUTy HacTosero @emepabHOTO 3aKOHA, OCYIIECTBIISIIOTCS
Ha OCHOBaHUM NOKYMEHTOB U JAHHbBIX, IPeCTaBJ€HHbIX 40 AHS BCTYIUIEHUS B CUITY HACTOSIIIErO
depnepabHOTO 3aKOHA, & TAKXKe 3asIBJIEHMSI O BHECEHUM M3MEHEHU I B JOKYMEHTbI, COAepKallecs B
pPerucTpalMoOHHOM JOChe Ha 3aperMcTpUPOBAHHbBIN JIeKapCTBEHHBIN Mpenapar IJjs MeAUIMHCKOTO
IMpUMEHEeHNs, TIPeICTaBJIEHHOTO MPOU3BOANTEIEM JIEKAPCTBEHHBIX ITPENapaToB UM YIIOTHOMOYEHHBIM UM
JIUIIOM B COOTBETCTBUM C HacTos M @enepasbHbIM 3aKOHOM B YIIOJTHOMOUYEHHbI (erepaabHblii OpraH
MCIIOTHUTENbHO BiacTu 1o 1 maprta 2011 roga, 6e3 Tpe60BaHMS YIUIAThI TOCYAAPCTBEHHO MOILTNHBI,
MpeyCMOTPEHHO 3aKOHOATeIbCTBOM Poccuiickoit ®emepariyiu o Hajiorax 1 c6opax.

3.4. Beimaua paspelieHnii Ha MpoBeieHMe KIMHNYeCKUX UCCIe0BaHMI JieKapCTBEeHHBIX MperapaToB s
MeJIUIIMHCKOTO IMPMMeHEeHMS M0 3asIBJIeHUSIM, MOAaHHbIM 10 JHS BCTYIUIEHUS B CMJTy HACTOSIIIETO
depnepanbHOrO 3aKOHA, a TAKXKe I10 3asiBJ€HMSIM, ITOJJAHHbBIM I10CJIe THS BCTYTUIEHUS B CMJTy HACTOSIIIErO
@enepasbHOTO 3aKOHA HA OCHOBAHMM SKCIIEPTU3, IPOBEAEHHbIX 10 AHS BCTYIJIEHMS B CUJTy HACTOSIILETO
@enepasbHOTO 3aKOHA, OCYIIECTBJISIETCS B COOTBETCTBUM € HacTos UM PenepanbHbIM 3aKOHOM Ha
OCHOBAaHUM JOKYMEHTOB U JAHHBIX, IIpeCTaBIeHHbIX WIN IMOJIyYeHHbBIX 00 JHS BCTYIJIEHUS B CUITY
HacTosiero degepaabHOTO 3aKOHA, @ TakKyKe Ha OCHOBAHUM KOIUY MPeABAPUTEIBHOTO IOr0OBOPa
00s13aTeIbHOTO CTPAaxOBaHUSI XKU3HMU, 3[J0POBbSI MAI[MEHTOB, YU4aCTBYIOIIMX B KJIMHUUECKOM MCCIeI0BaHUN
JIeKapCTBEHHOTO Tperapara Ajisi MeIUIMHCKOTOo MIPpMMeHeHMsI, UM KOIIUY TOTOBOPa 00513aTeIbHOTO
CTpaxOBaHMS XKU3HU, 340POBbS MALMEHTOB, Y4aCTBYIOIIVX B KIMHUUECKOM UCC/IeJOBAHUM JIeKapPCTBEHHOTO
rperapara Jjisi MeIUIIMHCKOTO IIPUMeHEeHMs, MO0 IpeCcTaBJIeHHO KOIMM JOrOBOpa 00s13aTeJIbHOTO
CTpaxoBaHMs, 3aKJIOYEHHOTO B COOTBETCTBUM C TUTIOBBIMY ITpaBUIaMy 00513aTeIbHOTO CTPaxoBaHMs, C
yKa3aHueM Ipeie/bHOI YMCIeHHOCTH MallMeHTOB, yUaCTBYIOUIMX B KIMHUYECKOM UCCAeJ0BaHUU
JIeKapCTBEHHOTO ITperaparTa AJjisi MeIUIMHCKOTo IpuMeHeHusl, 6e3 TpeOoBaHMS YIUIAThI TOCYIapCTBEHHOM
MOIJIMHBI, IPeYCMOTPEHHOI 3aKOHOIaTeIbcTBOM Poccuiickoit demepaliy 0 Hajaorax 1 coopax.”;



0) YacTh 3.7 U3JIOKUTH B CJIeAYIOIel pegaKinn:

"3.7.Ilocne 1 mapra 2011 roga He fOIMYCKaOTCS ITPOU3BOACTBO M BBO3 HAa TeppUTOPUI0 Poccuiickoit
depnepaliuy TeKapCTBEeHHBIX IIPenapaToB B yIIAKOBKax ¢ MapKUPOBKOI, KOTOpasi 6blia HaHeCeHa 10 THS
BCTYILUIEHMSI B CUJTy HacTosilero ®@enepanbHOro 3akoHa. [1o ncreueHMn yKa3aHHOTO CPOKA JaHHbIE
JIleKapCTBEeHHbIE MperapaTbl MOTYT OTITYCKaThCs, peain30BbIBATHCS, IepelaBaThbCsl U IPUMEHSITHCS 10
MUCTeYeHUs UX CPOKa FTOOHOCTU.";

B) IOTIOJTHUTh YaCThIO 7 CJIEAYIONLETO COMEePsKaHM S :

"7. ®opMupoOBaHMe rOCyIapCTBEHHOIO 3aJaHMs Ha TPOBeAeHMEe IKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEICTB
(bemepanbHOMY roCyAapCTBEHHOMY GI0/IKETHOMY YUPEXKIEHMIO 110 MTPOBEJEeHNIO SKCITIePTU3bI
JIleKapCTBEHHBIX CPeiCTB U (MHAHCOBOe 0becrieueHye BbITIOTHEHMS 3TOT0 3aJaHu s OCYIeCTBISIOTCS B
TOpSJIKe, yCTaHOBJIeHHOM DeiepanbHbIM 3aKOHOM OT 12 guBaps 1996 roga N 7-©3 "O HeKOMMepYeCKUX

"o

opraHmsauusx".".
Cratps 14

IMoamyHKT "a" myHKTa 3 ctathu 1 ®emepanbHoro 3akoHa ot 22 ampesns 2010 roga N 65-®3 "O BHeceHUMU
usMeHeHMi1 B 3akoH Poccuiickoit @emeparym "O6 opraHmMsaium CTpaxoBoro aena B Poccuiickoit
denmepanyu’ 1 OTAEIbHBIE 3aKOHOAATE/IbHbIE aKThI Poccuiickoit ®emepauyn” (Cobpanue
3aKoHomaTtebCcTBa Poccuiickoit ®enepannn, 2010, N 17, cT. 1988) UCKIIOUUTD.

Cratpsa 15

BHectu B @enepasnbHbili 3ak0H OT 8 mas 2010 roma N 83-®3 "O BHeCeHMM MU3MEHEHUI B OT/e/IbHbIE
3aKOHOJaTeibHble aKTbl Poccuiickoit @emepaliyiy B CBSI3M C COBEPIIEHCTBOBaHMEM MIPABOBOTO MTOJIOKEHUS
roCyIapCTBEHHBIX (MYHUIIUITATbHBIX) yupeskaeHmnii” (CobpaHme 3aKOHOATeNbCTBA Poccuitckoii
O®enepanum, 2010, N 19, ct. 2291) cnenyronme M3MeHEeHUS :

1) B ctaTbe 30:

a) B YacTM 8 CJI0Ba "YUMTHIBAIOTCS HA OTAETbHOM JIMIIEBOM cueTe OI0[KETHOTO yUpeskaeHUs1" 3aMeHUTh
CJIoBaMM "cpeaicTBaMM 00s3aTeIbHOTO MeAUIIMHCKOTO CTPAaXOBaHMs, ITOCTYMHAIONIMMIM YKa3aHHBIM
YUpEKAEHUSIM, YIUTBIBAIOTCSI Ha OTAEIbHbIX JTIUIIEBBIX CYETAX OI0IKETHOIO YUpeXkaeHus";

0) YacTh 16 JOTIOJHUTD MTPeAJIOKEHMEM CJIEIYIOIIETO COMePsKaHMS :

"Pacxopbl 610/1KeTHBIX YUPEKAeHMI, MCTOUHMKOM (PMHAHCOBOTO 0becrieueHst KOTOPBIX SIBISIIOTCS
CpeJlicTBa 00s13aTeIbHOTO MEAUIMHCKOTO CTPAaXOBaHMSsI, OCYLIECTBIISIIOTCS M1OC/Ie TPOBEPKU
TePPUTOPUATbHBIM OpraHoM DerepasbHOrO Ka3HaueicTBa uin GMHAHCOBBIM OPTaHOM CyObeKTa
Poccuiickoit @epepatiny (MyHUIIMIIATLHOTO 00pa30BaHMsI), OCYIeCTBISIONIMM OTKPBITUE U BeJleHle
OT[IeJIbHOTO JIUILEeBOTO cyeTa 010 )KEeTHOTO yUpeXXaeHMsl, OTKPBITOTO JIJIsl yueTa orepainuit ¢ yka3aHHbIMU
CpelicTBaMM, COOTBETCTBUS COZepXKaHMsI onepaluy Kojam Kiaccudukaimum onepainii cekropa
rOCyIapCTBEHHOTIO YIIpaBieHMs], yKa3aHHBIM B IJIaT€KHBIX TOKYMEHTaX OI0KeTHBIX YUpeXIeHt.";

2) craTbio 31 nonoaHUTD yacTamu 18 u 19 ciaenyroiero cogepskaHus:

"18.B 2011 n 2012 rogax ¢puHaAHCOBOE OOecreyeHne 3a CYeT OI0KeTHbIX aCCUTHOBAHMI denepaabHOrO
O10/13KeTa MeOUIIMHCKOM ITOMOIIIHM, TTpeyCMOTPEHHO 6a30B0Ji ITPOrpaMMoit 00s13aTeTbHOTO
MeIUIIMHCKOTO CTPaxoBaHMsI, B heepasbHbIX OIOIKETHBIX YUPEXKIEHUSIX OCYIIECTBISIETCS B BUIE
cyocuamii, IpelyCMOTPEHHBIX ab3a1ieM BTOPBIM ITyHKTa 1 cratby 78.1 BromkeTHOTO Kofekca Poccuiickoii
®Qenepaun.

19. TocymapcTBeHHbIE YUpeXIeHMs CyOobeKTOB Poccuiickoit ®emepaliyy 1 MyHULIMITAIbHBIE YUPESKIEHMS,
yUacTBYIOIMe B peaiM3aliuy TepPUTOPUAIbHBIX TPOrpaMM 00s13aTe/TbHOTO MeIUIIMHCKOTO CTpaxoBaHus,
He MOTYT ObITh CO3/IaHbI B BiJle Ka3€HHBIX YUPEXKIEHMIA. " .



CraTbs 16
1. [IpusHaTe yrpatuBwiumu cuiy ¢ 1 suBaps 2011 roga:

1) a63a1; yeTBepThIN MOAIYHKTA "p" IMyHKTA 1 1 a63all Y4eTBepThIii MOAIYHKTA "I" MyHKTA 2 CTATbU 5
®epnepanbHoro 3akoHa ot 8 aprycra 2001 roga N 129-@3 "O rocyzapCTBEHHOM perncTpauun 0pUINIeCcKUx

JIUIL ¥ MHAVMBUAYAAbHBIX MpeanpuHuMareseii’ (CoopaHne 3akoHogaTe bcTBa Poccuiickoit ®epepanyn,
2001, N 33, cT. 3431; 2003, N 52, cT. 5037);

2) ab3a11 IBeHaAIaThlii MOAMYHKTA "a" 1 ab3all cebMOJ MOAITYHKTA "6" myHKTa 1 ctaThu 6 demepaabHOTrO
3akoHa oT 23 meka6pst 2003 roma N 185-®3 "O BHeceHUM M3MEHEHMIi B 3aKOHOIaTe/IbHbIe aKThl
Poccniickoit @epepanyy B 4aCTU COBEPLIEHCTBOBAaHMS NIPOLeyp FOCYAapCTBEHHON perucTpauum u

TIOCTAaHOBKM Ha yUeT I0PUANYECKUX JIUII M MHAVBUIYaTbHBIX Ipeanpuaumareneit” (Coopanne
3aKoHOAaTenbCcTBa Poccuiickoit ®emepanyu, 2003, N 52, ct. 5037).

2. [IpusHaTh yrpaTuBliMmu cuny ¢ 1 saBaps 2012 roga:

1) ab3arbl MATHIN U MIECTOV MYHKTA 6 cTaThu 1 denmepanbHOro 3akoHa ot 29 mekabps 2004 roga N 204-D3
"O BHECEHMM M3MEHEHMI B UacTb BTOpYI0 HasoroBoro komekca Poccuiickoit ®eneparun " (Cobpanme
3aKoHOAaTenbCTBa Poccuitckoit @emepanym, 2005, N 1, cT. 30);

2) ab3ar IsIThIii MOAIYHKTA "6" MyHKTa 8 craThu 15 @emepanbHOro 3akoHa oT 29 mekadbpst 2006 roma N 258-
®3 "O BHeCeHUM MU3MEHEeHMI1 B OTAe/IbHbIe 3aKOHOIaTeabHbIe akThl Poccuiickoi @egepaiiuy B CBSI3U C

COBepIIEeHCTBOBAHMEM pa3rpaHudeHus mojsHomounit” (Cobpanme 3akoHomaTenbcTBa Poccuiickoit
®enepauun, 2007, N 1, cT. 21);

3) myHKTbI 7 U 9 cTaThu 26 ®enepanbHoro 3akoHa ot 18 oktabps 2007 roga N 230-®3 "O BHeceHUU
M3MEHEeHU I B OTAe/IbHbIe 3aKOHOIaTe/IbHble aKThl Poccuiickoin @enepaiiuu B CBSA3U C
COBEpIIEHCTBOBAaHMEM pas3rpaHndeHus mosHomounii’ (CobpaHme 3aKOHOIATeIbCTBA Poccuitckoii
®enmepanyn, 2007, N 43, cT. 5084);

4) moamyHKT "6" myHKTa 2 cTaThu 1 ®enepanbHOro 3akoHa oT 16 okTsi6pst 2010 roma N 272-D3 "O BHeceHUN
usmeHeHunit B @emepanbHbiil 3aKoH "O cTpaxoBbIX B3HOCaX B [leHcnoHHbIN dhoua Poccniickoit @enepaium,
®oHp couyanbHOro cTpaxoBanusi Poccuitckoit ®epepaunm, @enepanbHbiit GoHI 06s3aTETLHOTO
MeIUIIMHCKOTO CTPAXOBaHUS U TeppUTOpUaIbHbIe (GOHIbI 00513aTETbHOTO MeAUIIMHCKOTO CTPAXOBaHUsS" U
cTaThio 33 MemepaynbHOro 3aKoHa "O6 06s13aTEeILHOM IEHCMOHHOM CTPaxoBaHUM B PoccuiicKoii
®enepanyun’ (Cobpanne 3akoHoHaTenbcTBa Poccuiickoit ®emepanyn, 2010, N 42, cT. 5294).

Cratpg 17

1. Hacrostmmit @epepaibHbIl 3aKOH BCTynaeT B cwiy ¢ 1 saBaps 2011 roga, 3a MCKIIOUEHMEM TTOJIOKEHU,
IJIS1 KOTOPBIX HACTOSI el CTaThbeil YCTaHOBJIEH MHOM CPOK BCTYIVIEHUS UX B CUTTY.

n_n

2. TIyHKTHI 1, 2, TOATTYHKT "0 MYHKTA 5, TyHKT 6, MOAMYHKTHI "a" 1 "B" myHKTa 10 cTaThy 13 HACTOSILIIETO
denepaapHOrO 3aKOHA BCTYIAIOT B CUITY CO AHS €T0 OPUIMaIbHOTO OITy6/IMKOBAHMSI.

3. IIyHKT 2 cTaThy 1, MyHKT 1 cTaThy 4, MOAITYHKT "0" IMyHKTA 1, MyHKT 2 CTaThy 6, CTaTby 7 U 9, MYHKTHI 1 -

3,5 -9 u noamyHKT "a" myHkTa 10 ctatbyu 12, myHKT 1 cTaTby 15 HacTosiero @emepaqbHOro 3aKOHa
BCTYNawT B cuiy ¢ 1 suBaps 2012 ropa.

4. JlejicTBMe IOJOXKeHUI yacTu 3 cTaTby 17, yactu 6 ctatbu 29, yacteii 3.1 - 3.4 cratbu 71 ®enepanbHOTO
3akoHa ot 12 ampesns 2010 roga N 61-®3 "O6 obpaiieHnM JIeKapCTBEHHBIX CPEACTB" (B peIaKIumu
HacTosinero ®egepasbHOTO 3aKOHA) PACIIPOCTPaHSIETCS Ha IMTPaBOOTHOIIEHNSI, BO3HUKIINME C 1 CeHTSIOps
2010 ropa.

5.B 2011 romy opraHsl rOCyIapCTBEHHOI BIACTU CyobeKTOB Poccuiickoit demepalii 1o cOrjiacoBaHMIO C
opraHaMy MeCTHOTO CaMOYIIpaBJIeHUs BIIpaBe OPraHM30BbIBATh OKa3aHue MeIULIMHCKOM [TOMOILY Ha
TeppuTopun cyobekTa Poccuiickoit @emepanyiyt B COOTBETCTBUM C TEPPUTOPHUAIBHON ITPOrpaMMm Ol



roCyIapCTBEHHbBIX TapaHTHUIi OKa3aHus rpaskaaHam Poccuiickoit ®enepatiuy 6ecruiaTHOM MeAUIIMHCKOM
MOMOIIH (32 UCKTIOUEHVEM MeAUILIMHCKOM TOMOIIY, OKa3biBaeMoii B pejepanbHbIX MeIUIIMHCKUX
yuYpex[eHUsX, lepedeHb KOTOPBIX YTBePsKAaeTCs YyIIOTHOMOUYeHHBIM [IpaBuTenscTBoM Poccuiickoit
denepanuu penepasbHbIM OpPraHOM MCIIOJHUTEIbHOM BJIACTH).

[TpesupeHt
Poccuiickoit @enepanyin
IO.MEJIBEJEB

Mocksa, Kpemib
29 Hos16pst 2010 roma
N 313-®3



