dPepnepanbHbIn 3aKoH ot 13.07.2020 N 206-P3 "O
BHECEHUUN U3MEHEHUN B oTAeSIbHble
3aKoHopaTesnbHble akTbl Poccunckon ®epepauun
no Bonpocam obecnevyeHusa rpaxaaH
NeKapCcTBeHHbIMM NpenapaTtamMu, MeanUNHCKNMU
n3gennsamMm u cneumanmampoBaHHbLIMU NPOAYKTaMU
ne4yeoOHoro nutaHua"

POCCUMCKAS ®EJEPALIMA
®E/IEPAJIbHBIN 3AKOH
0 BHECEHWM U3MEHEHUH
B OT/ZIEJIbHBIE 3AKOHO/IATEJIbHBIE AKThI POCCUCKON ®E/IEPALIMU

[10 BOITPOCAM OBECIIEYEHUA I'PAXKJIAH JIEKAPCTBEHHBIMU ITPETTAPATAMY,
MEJAULWHCKHUMHU U3JAEJIMAMU U CIIELHUA/IMU3SUPOBAHHBIMHU ITPOAYKTAMU
JIEHEBHOI'O IIMTAHUA

[IpuHAaT
['ocymapcTBeHHOU [lymMoH

7 vt 2020 roxa

Opo06peH
CoBetoMm Penepanuu

8 utong 2020 roga

Cratbga 1

Buectu B ®PenepasibHbiii 3akoH oT 17 uwoag 1999 roga N 178-®3 "O rocyaapcTBeHHOU
conpanbHou nomoinu" (CobpaHue 3akoHoAaTebcTBa Poccuiickoit ®epepanuu, 1999, N 29, cT.
3699; 2004, N 35, ct. 3607; 2006, N 48, cT. 4945; 2007, N 43, cT. 5084; 2009, N 30, cT. 3739;
2010, N 50, ct. 6603; 2013, N 19, cT. 2326; N 48, cT. 6165; 2016, N 1, cT. 8) cineayrwouue
M3MeHEeHHUS:

1) B craTbe 6.2:

a) nyHKT 1 yacty 1 nocsie caoB "[Jisl MEAULIMHCKOTO MPUMEeHeHUs" JONOJHUTh CJ0BaMHU "B

06'beME He MeHee, YeM 3TO MpeJyCMOTPEHO IepedIHEM JKU3HEHHO HeO6X0ﬂI/IMbIX U BaXXHEMIIHX
JIEKApCTBEHHBIX ITPEIapaToB, C(l)OpMI/IpOBaHHbIM B COOTBETCTBHHU C CDe,L[epaJIbeIM 3dKOHOM OT
LI L

12 anpens 2010 roga N 61-®3 "06 obpaliieHHMU JIeKapCTBEHHBIX CpeACcTB",";

6) B 4acTHu 2 cJ0Ba "nepequb JIEKAPCTBEHHDbIX IIpEelapaToB AJId MEAUIIUHCKOTO [IPpUMEHEHUH,

B TOM YHCJIEe JIEKAPCTBEHHbBIX MPENnapaToB A/ MeJUIIMHCKOTO IPUMeHeHHs], HA3HAaYaeMbIX 10
pelleHHI0 BpaueOHbIX KOMUCCUH MeTUIIMHCKUX OpraHU3alul," UCKIIOYUTD;
2) cTaThblo 6.4 TOMOJHUTD YacThbio 3.1 C/ieAYIOIIEro co/ep>KaHus:
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"3.1. Oprah, ocyuecTBadLUN BeJleHue Peflepa/lbHOTO perucTpa JML, UMEeKIIUX paBo Ha
NoJIlyyeHUue TOCYyJapCTBEHHOM CcOLMa/bHOM TMoOMoLM, ob6ecneyuBaeT IMpeAoCTaBJIeHUE
CBeJleHHH 13 yKa3aHHoro Pe/iepasbHOTO perucTpa B NpeyCMOTPEHHBIN 4acTbio 1 cTaThu 44.1
®epepanbHoro 3akoHa ot 21 Hos6psa 2011 roga N 323-®3 "06 ocHOBax oXpaHbl 3/I0pPOBbS
rpaxzaH B Poccuiickoin ®enepanuun” PefepasbHbId PeTUCTP Fpak/aH, UMEIIUX NpaBO Ha
obecriedyeHHe  JIEKAPCTBEHHbIMM  IpenapaTaMM,  MeJUIMHCKUMH  U3JeJUsIMU U
CrelaJu3uPOBAHHbIMU POAYKTAMHU JIeue6GHOT0 MUTAHUS 3a CYeT O10/PKETHBIX ACCUTHOBaHUM
denepanbHOro 610/KeTa U 610/PKETOB Cyo'beKTOB Poccuiickoit Pepepanuun.”;

3) yacThb 2 ctaTby 6.10 JONOJHUTHL NYHKTOM 6 CIeYIOIETO COAEPKAHUSA:

"6) obecrneyuBaeT NpeJoOCTaBJeHHe CBeJleHUU B NMpeAyCMOTPeHHbIH 4YacTbio 1 ctaTbu 44.1
®epnepanbHoro 3akoHa ot 21 Hosi6psa 2011 roga N 323-®3 "06 ocHoBax OXpaHbI 3/J0POBbsI
rpaxzaH B Poccuiickoin @enepanun” PefepasbHblid perucTp rpaxAaH, MMeKLIMX NpaBo Ha
obecriedeHHe  JIEKapCTBEHHBIMM  IlpeniapaTaMM,  MeJUIMHCKUMHU  U3JeJUsIMU U
CnelUaJM3UPOBAHHBIMU NMPOJYKTAMHU Jie4eOGHOr0 MUTAHUS 32 CYET CPeJACTB OH/KEeTHBIX
aCCUTHOBaHUM QeJlepasbHOTO O010/X)KeTa U O10/KeTOB cyo'beKTOB Poccuiickont Penepanuu.”.
CraTbsa 2

BHectu B ®exepasnbHbiii 3akoH oT 12 ampesns 2010 roga N 61-®3 "06 obpauieHuu
JieKapcTBeHHbIX cpeAicTB" (CobpaHue 3aKoHOaTebCcTBa Poccuiickoit @enepanuu, 2010, N 16,
cT. 1815; N 42, cT. 5293; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446; 2013, N 48, cT. 6165; 2014,
N 52, ct. 7540; 2015, N 29, cT. 4367; 2017, N 31, cT. 4791; 2018,N 1, cT. 9; N 49, cT. 7521; 2019,
N 23, ct. 2917; N 31, cT. 4456; N 52, ct. 7780, 7793; 2020, N 13, ct. 1856; N 14, cT. 2035)
ceayrole u3MeHeHus:

1) B nyHKTe 6 cTaTbU 4 CJ1I0BO "eXXeroJHo" UCKIIOYUTD;

2) B nyHkTe 1 yactu 1 ctatbu 60 cnoBo "chopMUpoBaH" 3aMeHUTDb CJ10BaMH "dopMUpyeTC U

He peXxke 0/IHOT0 pas3a B roJi nepecMaTpuBaeTcs”;
3)yactb 7.1 cratbu 67 JONOJHUATb NpeAJOKEHUSIMHU  CIeAYIILEro  COoAepKaHus:

"[lpaButenbctBO Poccuiicko ®Penepanuu BIpaBe YCTAaHOBUTb OCOOEHHOCTH BBOJA B
rpaXkZJaHCKUM 060pOT JieKapCTBEHHBIX MpenapaToB [Jisg MeJULUHCKOr0 NpHMeEHEHHs,
npousBeJleHHbIX B nepuoj ¢ 1 utons 2020 roaa no 1 oktsa6psa 2020 roga. B nensx BBoja B
rpaXKJaHCKUH 060pOT JieKapCTBEHHble MpenapaTbl A MeAULMHCKOrO MpPUMEHEHHUs, 3a
VCKJIIDYEHUEM JIeKapCTBEHHBIX MpenapaToB, NpeJHa3HAYeHHbIX JJis obecrneyeHUs JIUL,
60JIbHbIX TreMopuINeld, MYKOBUCLUJ030M, TrunodusapHbIM HaHU3MOM, Oosie3Hbio [olle,
3JI0Ka4yeCTBEHHbIMU HOBOOOPAa30BaHUAMHU JUMPOUJHON, KPOBETBOPHOU M POJCTBEHHBIX UM
TKaHeW, pacCessHHbIM CKJIEPO30M, JIML, NOCJe TPAaHCIJIAHTAllMU OPTraHOB WU (MJIM) TKaHEH,
NpoU3BeJleHHbIE 3a pefesiaMu TeppuTopun Poccuiickont @egepanuu o 1 okta6psa 2020 roaa,
MOryT ObITb BBe3eHbl B Poccuiickyro ®Penepauuto g0 1 sauBapsa 2021 roja B mopsjke,
ycTtaHoBJieHHOM [IpaBuTesnbcTBoM Poccuiickoit ®epepauuu, 6e3 HaHeCeHUs CpEeJCTB
WAeHTUPUKALUK.".

CraTba 3

Baectu B PenepanbHbiii 3akoH oT 21 Hos16psa 2011 roma N 323-®3 "O6 ocHOBax OXpaHbI
3/10poBbsl rpaxkgaH B Poccuiickoit ®enepanuun” (CobpaHre 3akoHoAaTebCcTBA Poccuiickoi
®epepanuy, 2011, N 48, ct. 6724; 2013, N 39, cT. 4883; N 48, cT. 6165; 2014, N 43, cT. 5798; N
49,cT.6927;2015,N 1, cT.85;N 10, cT. 1425; N 27, cT. 3951; N 29, cT. 4397; 2016, N 18, cT. 2488;
N 27,c1.4219; 2017,N 31, cT. 4765,4791; N 50, cT. 7544; 2018, N 1, cT. 49; N 32, cT. 5092, 5116;
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N 53, cT. 8415; 2019, N 10, cT. 888; N 49, cT. 6958; N 52, cT. 7770, 7799, 7836; 2020, N 13, cT.
1856; N 14, cT. 2028; Poccuiickas razeta, 2020, 11 utoHs) cieayoliye U3MeHEeHUS:

1) B craTbe 38:

a) yacTb 4 JOMOJIHUTH CJAOBaMH ", U MEJAULUHCKUX U3JeJUHi, 3aperucTpUpOBaHHBIX B
Poccuiickoii ®epepanud B COOTBETCTBUM C MEX/JYHApPOJAHBIMH [JIOTOBOpaMH W aKTaMH,
COCTaBJISIIOIIMMU NpaBo EBpa3uiickoro sKOHOMHUYECKOT0 cor3a’;

6) BuyacTu 5 nepBoe MpeJJiOKEeHWE HU3JI0XKUThb B cleayolied peaakuuu: "Ha Tepputopuu
Poccuiickoii ®efepanuu rocyfapcTBEHHON perucTpalud He TMoJJeXaT MeJULUHCKUe
u3/esus, NepedyucieHHble B OyHkTe 11 cratbu 4 CorsialieHWsi O €JUWHBIX NPUHIMNAX M

npaBuJax ob6palleHus MeJUIMHCKUX U3Zequd (U37eJuid MeUIIMHCKOTrO Ha3HayeHUs U
MeJULMHCKON TEXHUKH ) B paMKax EBpa3niickoro akoHOMHUYeCKoro coto3a ot 23 aekabps 2014
rozia, B TOM 4YMuCJe MeJUIMHCKUE H3[eJiUsl, KOTOpble U3TOTOBJIEHbl MO WHAUBHUAYaJbHBIM
3aKa3aM NalMeHTOB, K KOTOPbIM NpPeAbABJSIOTCS ClelidajbHble TPEOOBAaHUS 10 HA3HAYEHUIO
MeJUIIMHCKUX pPaObOTHHUKOB M KOTOpble MpeaHa3HAuYeHbl HCKIIOYUTEJNbHO [Jis JIMYHOTO
WCIOJIb30BAHUSI KOHKPETHbIM MallMeHTOM, a TaKXe MeJUIMHCKHe W3/lesks, KOTopble
npeAHa3HavyeHbl [Jis1 WUCIOJb30BaHUSI HA TEPPUTOPUM MEXAYHAPOJHOTO MEAUIIMHCKOTO
KJIacTepa UM Ha TEPPUTOPHUSIX MHHOBAIMOHHbBIX HAYYHO-TEXHOJIO0TMYECKUX IIEHTPOB.";

2) LONOJHUTL CTaThel 44.1 cieAyrouiero coiepKaHus:

"Cratbsl 44.1. QejepasbHbId pErucTp TrpaxkAaH, HMeEWIIUX M[paBO Ha obecneyeHUe
JIEKAapCTBEHHbIMH TMpenapaTamMyd, MeAULUMHCKUMU H3JeJUSIMHU U ClelUaJu3UupPOBAHHBIMU
NPOJyKTaMHU JieueOHOIr 0 MUTAHUS 32 CYET OI0/IPKETHBIX aCCHTHOBAaHUH de/iepasibHOTO 610/ PKeTa
Y 010/1)keTOB cyo'beKTOB Poccuiickont Penepanuu

1. B nensax KoopAWHALMU AeATENbHOCTH dejiepa/ibHbIX OPTaHOB HCIIOJHUTEJIbHOW BJIACTH,
OpPraHoB HUCHOJIHUTEJNbHOU BJIACTH Cy6beKTOB Poccuiickoit ®enepaiyy, opraHoB MeCTHOTO
caMoyTipaBJieHHUs], MeJULIMHCKUX OPTaHM3al[Mi roCcyJapCTBEHHOM, MYHULIMIIAJIbHOW U YaCTHOM
CHUCTEM 3/IpaBOOXPAHEHHUs] B YAaCTH OOecledyeHHus TpakJaH JeKapCTBEHHBIMHU IpenapaTaMH,
MeJULUHCKUMU U3JENUSIMH U ClelMaJIM3MPOBAHHBIMU MPOAYKTAMH JieueOHOTO MUTAHUS 3a
cyeT OI/PKETHbIX ACCUTHOBAHUM deflepasbHOTO Ol0/PKeTa W OIO/PKETOB CyO'bEKTOB
Poccuiickoit ®enepanv ynoHOMOYeHHbIM ¢ejiepaibHbIM OPTaHOM UCIOJTHUTENbHOU BJIACTH
ocyuiecTBiasieTcss BeAeHue @eaepaJbHOro perucrpa rpaxJaH, HMeWIIUX MNpaBo Ha
obecrieyeHHe  JIeKapCTBEHHbIMM  IpelapaTaMH,  MeAWIMHCKUMH  HU3JeJUsIMA U
CrenyaaM3upoOBaHHbIMY MPOAYKTAMH JIe4eOHOT0 MU TAHUSA 32 CYET OI0/PKETHBIX aCCHTHOBAaHU M
denepanbHOro OlOKeTa W OIOKETOB Cy6beKTOB Poccuiickoit ®epepanuu (nanee B
HacTosilel cTaThe - PeJlepalibHbIA PETUCTP FPAXK/IAH), COJlEPKAILETO CAeAYIOINE CBeIeHHUS:
1) cTpaxoBOW HOMep WHAUBUAYAJBHOIO JIMIEBOTO CYeTa TpakKJaHHHA B CHCTEMeE
006513aTeJIbHOTO IEHCUMOHHOI'0 CTPaxoBaHUsA (MIPU HAJTUYUM );

2) daMuus, uMs, 0TYeCTBO (MPH HAJIMYKK) FPAXK/AAHUHA, A TaKKe GaMUIIMs, KOTopas 6blia y
HEro P POXK/JeHUH;

3) flaTa poxJeHusd;

4) nou;

5) azpec MecTa )KHUTEJbCTBA, MeCTa MpeObIBaHUS UK MeCTa GAaKTUYECKOTO MPOKHUBAHUS;

6) cepusi ¥ HOMep nmacnopTa (CBHUAETENTbCTBA O POXKAEHUH ) UJIU Y 0CTOBEPEHUSI TMYHOCTH, AATA
BbIIaYM YKa3aHHbIX JJOKYMEHTOB;

7) HOMeD MoJikca 06513aTeJIbHOI0 MEIUIMHCKOI'0 CTPAaXOBaHUS 3aCTPAX0BAHHOTO JIUIA;
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8) cBesieHHd O rpaXKAHCTBE;

9) cBesleHHs 00 OCHOBAHUSAX NMpPeObIBAHUSA WM NpoKMBaHUA B Poccuiickont @enepanuu (a5
MHOCTPAHHOTO TPaX/IaHUHA, JiM1a 6e3 rpakZiaHCTBa, B TOM YHCJie OexXeHIa);

10) naTa BkItoyeHUs B PefiepanbHbIN PETUCTP FPaK/aaH;

11) pauarHo3 3ab6oJieBaHUS (COCTOsIHME), BKJIKO4Yasg ero Koj 1Mo MexayHapoJHOH
CTaTUCTUYECKOU KaccudurKaluy 60e3Hel U Npo6JieM, CBI3aHHbIX CO 3/J0POBbEM;

12) kareropuss rpaxzaH (rpynmna HacesJeHHsI), HMeEIOLIMX TMpaBO Ha obecleyeHUe
JIeKapCTBEHHBbIMM IpenapaTamMyd, MEeJULUUHCKUMH H3JeJUsIMHU U CIelUuaJIu3upPOBaHHbIMU
NpPOJyKTaMHU JieueOHOr0 MMTAaHHUS, KaTeroprs 3aboJsieBaHus], KOTOpas SBJSETCI OCHOBAaHUEM
JUisi  obeclieyeHHs] JIEeKapCTBEHHbIMM I[pernapaTaMM, MeJULUHCKUMHU U3JAEJUSIMU U
Crelnyalu3upPOBaHHbBIMKM  NPOJAYKTaMH  JiedeOHOTO  MNUTaHWUS, B  TOM  4YHCJIE C
y4yeToM [lepeyHs rpynn HacesJeHUs U KaTeropui 3ab6osieBaHUM, MPHU aMOyJIaTOPHOM JieYeHUU
KOTOPBIX JIeKapCTBEHHbIE CPE/CTBA U U3/leIUsl MEeAULIMHCKOrO Ha3HAaYeHUsI OTIYCKAKTCA MO
penienTaM Bpayel OecmsiaTHO, U [lepeuyHd rpynn HaceseHUs, NIpU aMOyJaTOPHOM Jie4YeHUU
KOTOpbIX  JIeKapCTBEHHble  CpeJACTBa  OTHYCKAlOTCA MO  pelenTtaM  Bpadyed C
NATUAECATUNPOIIEHTHOU CKUJIKOM;

13) cBefeHHs1 0 HA3HAYEHHUHU U OTIYCKE JIeKapCTBEHHBIX NMPENapaToB, MEAUIIMHCKUX U3/ €N
Y CIeliMaIM3UPOBAHHBIX IPOAYKTOB JIe4eOHOIr0 MUTAHUS, YKa3aHHBIX B yHKTe 12 HacTosILen
4acTy;

14) uHble cBeieHU s, KOTOpbIe BIIpaBe onpeeanTh [IpaBuTenbcTBO Poccuiickoit Penepanumu.
2. llopsnok Benenusi PesepasibHOTO pErvMcTpa pakaaH, B TOM 4HCJe MOPSAAOK AOCTyHa K
CBeJIeHUSIM, COZlep>KallluMcs B HeM, NOPSAI0K U CPOKU NPeACTaBJIEHUS CBeJleHUN B yKa3aHHbIN
peructp ycraHaBauBawTcs [IpaButenbcTBoM Poccuiickoit Pepepanu.

3. CBeieHM s, MpelyCMOTPEHHbIE YacTblo 1 HacTOsIEeN CTaTbU U BK/ItOYaeMble B PejiepasibHbIN
pPETrUCTp rpak/JiaH, NPeICTaB/ISIOTCS U3:

1) penepanbHBIX pETUCTPOB, NPEAYCMOTPEHHBIX 4acThi0 2.1 cTaThu 43, 4acTsIMU 4 U 8 cTaTbU
44 Hactogmero PeaepajbHOTO 3aKOHA, YacThio 2 cTaThu 6.4 PenepasibHOTO 3aKoHA OT 17

ntoJisg 1999 roga N 178-®3 "O rocysapcTBEHHOM coliMaibHOM moMouiu";

2) eAMHOM TOCyJapCTBEHHON HHPOPMALIMOHHON CUCTEMBI COIUAJILHOTO 06ecredyeHus.

4. OpraHbl roCcyapCTBEHHOM BJIaCTU CyObeKTOB Poccuiickonn ®efepaliuyd OCyLIeCTBASAIOT
BeJ/leHUe PervoHaJbHbIX cerMeHTOB (PeepasbHOTO pervcrpa rpaxkJjaH U CBOeBpeMeHHOoe
npeJicTaBJeHHe CBeJIeHUH, COJlepXKallluXCcs B HUX, B YIIOJITHOMOYEHHbIH QefepaibHbIi OpraH
WCIIOJIHUTEJIbHOM BJIACTU B TMOpsi/iKe, ycTaHOBJeHHOM [IpaBuTenbcTBOoM Poccuiickoi
Qenepanuu.”;

3) nyHKT 5 yactu 2 cTtaTby 81 JONOJHUTB CJIOBaMU ", CQOPMUPOBAHHBIA B 00'beMe He MEHEE,

4yeM 3TO MPeyCMOTPEHO NepeyHeM KU3HEHHO HeOOX0AMMbIX U BaXKHEHUIIHX JIeKapCTBEHHbIX
npenapaToB, yTBepkJaeMbIM [IpaBuTesbcTBOM Poccuiickoit ®@enepanyid B COOTBETCTBUHU C
®epnepanbHbIM 3aKkoHOM OT 12 anpens 2010 roga N 61-®3 "06 obpaleHun JieKapCTBEHHBIX
CpeAcTB";

4) Buactu 4 cratbu 91.1 cyoBa "yactsMU 4, 8 craTbu 44" 3aMeHUTD CJIOBaMHU "4acTsaMU 4 U 8

ctaThu 44, yacteio 1 cratbu 44.1".

Crartbda 4
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1. Hactossmuit ®enepanbHblil 3aK0H BCTymnaeT B cuiy ¢ 1 suBapsa 2021 roja, 3a MCKJIIOUEHUEM

NOJIOKEHHUH, /I KOTOPBIX HACTOSIEN cTaTbel yCTaHOBJIEHbI MHblE CPOKH BCTYILJIEHUS UX B

CUJIY.

2.Cratba 2 Hactosero PejepalbHOr0 3aKOHa BCTyNaeT B CUJIY CO AHA OQUIIMAJIBHOIO

ony6JIMKOBaHUsA HacTosero PesepasbHOro 3aKoHa.

3. Cratbsa 3 HacTosiuero PelepabHOTO 3aKOHA BCTynaeT B cuay ¢ 1 cenTsa6ps 2020 roga.

4. JleiicTBre nosioxkeHui yactu 7.1 ctatbu 67 @enepasbHoro 3akoHa ot 12 anpesns 2010 roga

N 61-®3 "06 o6pallleHUH JIeKapCTBEHHbIX Cpe/cTB" (B pelakiuu HacTosuero @enepaibHoro

3aKOHA) pacnpocTpaHseTCcs Ha NpaBOOTHOLIeHHs, Bo3HUKIIMe ¢ 1 uwoss 2020 roga.

[Ipe3ugeHT

Poccuiickoit ®egepanuu

B.ITYTHUH

MockBa, Kpemsib
13 urosis1 2020 roga

N 206-93
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