POCCUMCKASl ®EJEPAIIUA
®EJNEPAJBHBIA 3AKOH

O BHeceHHH H3MeHEHHIi B OTHEILHBIE 3aKOHOAATEIbHbIE AKTHI
Poccniickoii @eaepanuu no Bonpocam oGecreueHns rpaxkiaH
JIeKapCTBeHHBIMH NpenapaTaMHi, MeTUIUHCKAME H3eTUsIMHU

1 CIenHATH3NPOBAHHBIME NPOAYKTAMH Jie4eGHOr0 NUTaAHUS

IIpunsar I'ocynapcrBennoit Jymoit 7 urons 2020 roma

Ono6pen CoseToM denmepaiuuu 8 wonss 2020 roma


https://www.stroyinf.ru/ispytaniya-stroitelnyh-materialov.html

Cratba 3

Buecrn B @esmepanbupii 3axkoH oT 21 HOos6ps 2011 roma Ne 323-03
«O6 ocHOBax OxpaHsl 310poBbs TIpaxkiaaH B Poccumiickoii ®enepanum»
(Cobpanue 3axoHomaTenscTBa Poccuiickoit denepanun, 2011, Ne 48, cr. 6724;
2013, Ne 39, ct. 4883; Ne 48, cr. 6165; 2014, Ne 43, cr. 5798; Ne 49, cr. 6927;

2015, Ne1, cr. 85; Ne 10, cr. 1425; Ne27, cr.3951; Ne29, crt.4397; 2016,



Ne 18, cr. 2488; Ne 27, ct.4219; 2017, No 31, cr. 4765, 4791; Ne 50, cr. 7544;
2018, Ne 1, ct. 49; Ne 32, cr. 5092, 5116; Ne 53, cr. 8415; 2019, Ne 10, cr. 888;
Ne 49, c1. 6958; Ne 52, cr. 7770, 7799, 7836; 2020, Ne 13, cr. 1856; Ne 14,
c1. 2028; Poccuiickas razeta, 2020, 11 uroHs) caeayomume U3MEHEHHS

1) B craTbe 38:

a)4acte 4 [ONOJTHHUTH CIIOBaMH «, ¥ MENUIUHCKUX W3JEIUM,
3apeTUCTpUpOBaHHBIX B Poccuiickoii  ®epepaniii B COOTBETCTBHH
¢ MEXIYHApOOHBIMH  JOTOBOPaMH M aKTaMH, COCTaBISIIONIIMMH  IIPaBO
EBpazuiickoro 3K0HOMHUYIECKOTO COK03a»;

0) B "acTH 5 mepBoe NpeioKeHHe H3JIOKUTh B CIACAYIOMEH pelaKinu:
«Ha Tteppuropun Poccuiickoit ®epepamuy TOCYAApCTBEHHOH perucTpaniu
HE MOoJUIeXXaT METUNMHCKUE M3JeNus, MepeducleHHbe B ynkte 11 crarteu 4
Coryamenus 0 eAMHBIX NPHUHIMOAX W NPaBHiIax OOpalleHMs MEIMIMHCKHX
u3genuit (u3zenuit MENWITMHCKOTO Ha3HAYeHUS M MEMIMHCKON TEXHHKH)
B paMKkax EBpasuiickoro >KOHOMHYECKOTO coro3a oT 23 nexabps 2014 rona,
BTOM  YHCIE MEIULMHCKHAE  M3[eNHsi, KOTOPHIE  H3TOTOBJICHBI
10 MHAUBAIyanbHBIM 3aKa3aM [AIMeHTOB, K KOTOPBIM IPEIbABIAIOTCI
CIenManbHBle TpeOOBaHMA [0 HA3HAYCHHIO MEIMIMHCKHAX pabOTHHKOB
U KOTOphle [pEeAHA3HAYECHbl MCKIIOYHTENBHO MUIS JIMYHOTO HCIOJIB30BAHMS
KOHKDETHBIM IALMEHTOM, a4 TaKKe MEAMIUHCKUEC W3JEeTus, KOTOpPEIE

OpeIHa3HaueHbl M1 MWCIONB30BAaHUA HAa TEPPUTOPUH  MEXIYHAPOIHOTO



MEIHUIMHCKOTO KIacTepa HIM HA TEPPUTOPHMAX HMHHOBALMOHHEIX HAy4YHO-
TEXHOJOTHMIECKHUX LIEHTPOB.»;
2) IOTIOTHUTE CTaThel 44' CleayIOmero comepKanus:
1
«Cratpg 44 . DenepaabHbIii perHeTp rpakAaH, MMEIOIINX IPaBo
Ha o0ecnieyeHue JIeKapCTBeHHBLIMH IIpeNapaTamH,
MeIUIUHCKUMH A3JeTHIAMA 1
cHenHaJIH3HPOBAHHBIMY NPOAYKTaMH Je4deGHOr0o
NUTAHNA 32 c4eT GI0KeTHRIX ACCHTHOBAHMIT
(denepannaoro 6l0akeTa M GIOAKETOB CYOHEKTOB
Poccuiickoii ®enepanuu
1.B pemix KOOpAMHAIMH JESTENBHOCTH (beldepalpHEIX OpraHOB
WCIIONHUTEIBHOM BIACTH, OPIraHOB HCIOJHHUTEILHON BIACTH CYOBEKTOB
Poccuiickoit Penepanuu, OpraHoB MECTHOI'O CaMOYIIPABJICHHS, METUIHHCKHMX
OpraHu3alMii TOoCyJapCTBEHHON, MYHHLHMIAJBHOM ¥ 9Y4CTHOM CHCTEM
30paBOOXPaHEHMs B 9acTH ofecedeHHMs TPaKHAH JICKAPCTBEHHBLIMH
npenapaTaMd, MEIMLMHCKAMH  M3JEIMAMH M CHCLHUAIH3HPOBAHHBIMU
NMPORYKTaMHM JedeOHOr0 IMTAaHMS 3a CYET OHOMKETHHIX AaCCHIHOBAaHMI
demepanbHoro Oromkera M GromkeToB cyOpekToB Poccuiickoit deneparuu
YIOTHOMOYEHHHKIM  (eflepalibHEIM ~ OPTaHOM  KCIOJHMTENBHOM  BIACTH
OCYIIECTBIAETCS BefieHHe DefepanibHOr0 PErucTpa IpakaaH, HMEIOIHX MpaBo
Ha obecliedeHHe TEKapPCTBCHHBIMH IPENapaTaMy, MEAULUHCKAMH H3JCIHSAMH
H CHCHHAIM3MPOBAHHEIME  NPOJYKTaMH  J1e9e6HOTO NHMTaHMA 33  CYeT

610/KETHBIX aCCHIHOBaHHI (emepanbHOro Gromxera M GHOIKETOB CYyGHEKTOB

Poccuiickoit ®enepanun (najee B HacTosmel cratbe - PenepanbHbii perucTp



rpakIaH), COAEPKAIIET0 CACAYIOMHE CBEICHMA:

1) ctpaxoBoif HOMep MHAMBUAYaJbHOTO JMIEBOTO CYETa IpaKIaHHHA
B CHCTeMe 0053aTeILHOT0 IIEHCHOHHOT0 CTpaxoBanus (Ipy HAIHYHR);

2) pamuwnns, wmsl, OT9ecTBO (IPM HANIWYMM) TPAXIAHHHA, 4 TaKKe
damumis, KoTopas Opia y Hero HPH POXKICHHH;

3) nata poxaeHuU;

4) nom;

5)ampec MecTa OKHMTENBCTBA, MecTa [peObIBaHHS HMJIM  MeECTa
(baxTUYeCKOro NpOXKUBAHUS,

6)cepuss u HOMep macmopra (CBUICTENBCTBA O  POXKACHMH)
WJIH YIOCTOBEPEeHNS THIHOCTH, AaTa BEIJATH YKa3aHHBIX JIOKYMEHTOB;

7)HOMep mommca  O0S3aTENPHOTO  MEAMIIMHCKOTO  CTPAaXOBaHHA
3aCTPaX0BaHHOTO JIMIIA;

8) cBeieHUs O rPaKAAHCTBE;

9)cBeeHuss 00  OCHOBaHUAX  MpeOBIBAHMS WM  NPOKHBAHUSL
B Poccmiickoii ®enepanun (318 WHOCTPAHHOIO TIpaXIaHHHA, JHIA
6e3 rpaxIaHCcTBa, B TOM YHCIE OeXEHIa);

10) nara Brmouyenus B DenepanbHEiii perucTp rpaxian;

11) nuarHo3  3abomeBaHus  (COCTOSHHE),  BKIIOYas  €ro0  KOX
1o MexayHapomHOH CTaTHCTHYECKOH Kiaccudukaiuu GonesHeld u npoliieM,

CBSI3aHHBIX CO 3IOPOBLEM;



8

12) kateropuss TrpaxpaH (Ipynma HaceleHHs), HMEIOIHUX IPaBo
Ha ofecHeueHHe JIeKapCTBEHHBIMU IPEHapaTamMy, MEeIUIHHCKUMH H3NETHAMH
U CNEIHAM3HPOBAHHEIMIA  IIPONYKTAMH  JIe4eOHOTO NHTAHHS, KaTeropus
3a6oneBaHyA,  KOTOpas  SBNACTCS  OCHOBaHHMEM Uil  oOecreveHHs
JEeKapCTBEHHBIMU TIpenaparamy, MEIUIMHCKUMHU H37EITHAMU
U CIENUAIM3UPOBAHHBIMU IIPOAYKTAMU JIEIeOHOro HHWTAaHWSA, B TOM UHCIE
¢ yuerom Ilepeyns rpynnm HaceneHHs U Kareropuil 3abosieBaHumit, mpu
aM0ynaTOPHOM JledeHMH KOTODBIX JICKapCTBEHHBIC CPEACTBA W H3ACIHS
MEIMIMHCKOT0 Ha3HadeHHs OTIyCKAIOTCA IO pelentaM Bpaueil GecmiaTHo,
u Ilepeuns rpynm HaceneHHd, npu aMOynaTODHOM JiedeHMH KOTOPBIX
JIEKapCTBEHHBIE CpeACTBA  OTIYCKAIOTCS MO  penentam  Bpadeid
€ DATALECATUIIPOLICHTHOM CKUAIKOM;

13) cBemieHHs O Ha3HAYCHWHM M OTIYCKE JICKAPCTBEHHBIX IIPENApaToB,
MEIUIMHCKMX M3AEIHH M CHENMaJIM3UPOBAHHEIX HPOAYKTOB JI€4eOHOrO
TIATaHKA, YKa3aHHBIX B MyHKTe 12 Hacrosme# gacTy;

14) uHple cBelleHMA, KOTOPHIE BOPABE ONPEHENUTs IIpaBHTENLCTBO
Poccuiickoii ®enepanun.

2. Tlopsinox BemeHus DenepanbHOrO perucTpa IpaxiaH, B TOM YHCIE
HOPSANOK JOCTYIIa K CBEICHMSAM, COIACPXKAIIMMCS B HEM, MOPAZOK H CPOKH
NpEACTaBICHAA CBEICHHWH B  YKa3aHHBIH pPErHCTp  YCTaHABJIMBAIOTCS

ITpaBurenscTBoM Poccuiickoit ®enepanum.



3. CBenmenusl, TpeAyCMOTpEHHBIE 4YacThl0 |  Hactodgmeidl crareum
1 BKIrodaeMeie B DenepaibHEIN perHCTp IpaXkaaH, IPEACTaBISIOTCS U3:

1) demepaabHBIX PErHCTPOB, HPETYCMOTPEHHEIX YacThio 2! crartu 43,
gactsMd 4 u 8 crareu 44 Hacrosmiero denepadbHOrO 3aKOHA, YaCThIO 2
craten 6 ®enepanpmoro sakoma or 17 moms 1999 roma Ne 178-@3
«O rocyaapcTBEHHOR COIMANBHOM ITOMOIIII»;

2) enuHOH rocynapcTBeHHONH MH(MOPMAIMOHHON CHCTEMEBI COLMAIBHOTO
obecriedeHns.

4. Opragsl rocyapcTBeHHo# BaacTy cy0sekroB Poccuiickoit ®enepanyu
OCYILIECTBITIOT BEICHHE DETMOHANBHBEIX cerMeHTOB (DelepalibHOTO perucIpa
TpaXJaH M CBOEBPEMEHHOE NPECTAaBICHUE CBEICHHUI, COAEpKAIMXCA B HUX,
B YIIOTHOMOYEHHEBIH (eiepanbHblil OpraH MCIOJIHUTENBHOM BIACTH B NOPSAIKE,
ycranosieHHOM IIpaButenscTBoM Poccuiickoii @enepamun.»;

3) myHKT 5 gacTd 2 cTaTthH 81 NOMONHHUTH CIIOBaMH «, CHOPMHUPOBAHHKIH
B 0o0beMe HE MeHEe, 9YeM 5TO MpPeIYCMOTPCHO MEPEUHEM KH3HEHHO
HEOOXONUMBIX H BaXHEHINMX IJIEKapCTBEHHEIX IIPENapaToB, YTBEPKIAEMEIM
ITpaBurenscTBoM Poccuiickoit ®@eneparmu B coorBercTBuE ¢ DenepalbHBIM
3axoHOM 0T 12 ampens 2010 roma Ne 61-03 «O6 obpaiieHHH JeKapCTBEHHBIX
CPEICTBY;

4)B uactu 4 craren 91' cnoBa «uactamu 4, 8 cratbm 44» 3aMeHHTH

CIIOBaMH «dacTaMu 4 1 8 cTaTeu 44, yacteio | crareu 44'y.
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Crarps 4

1. Hacrosmuit ®enepanbHBIi 3aKOH BCTyNaeT B CWIy ¢ 1 anBaps 2021
roja, 3a HCKIIOYEHHEM NOJOXKEHWH, MNA KOTOPBIX HACTOSINEH craThei
YCTaHOBIIEHEI MHEIC CPOKU BCTYILICHUS UX B CHITY.

2. Crarpg 2 Hactosmero denepalbHOTO 3aKOHA BCTYIIAET B CHIIY CO JHSA
obHImaIEHOTO OMyOIHMKOBaHKA HacTosALero denepaabHOTO 3aKOHA.

3. Crates 3 Hacrosimero ®emepanbHOrO 3aKOHAa BCTYHaeT B CHIY
¢ 1 cents6ps 2020 roza.

4, Jleficteue moONOKeHMA wactu 7' crathu 67 (DemepanbHOrO 3aKOHA
ot 12 anpens 2010 roga Ne 61-®3 «O6 obpanieHuy JTeKapCTBEHHBIX CPEICTB»
(3 pemakmuu  Hacrosmero (demepansHOTO — 3aKOHA) — PACIPOCTPAHSETCA

Ha NpaBOOTHOIIEHH, Bo3HHKIKE ¢ 1 uronsa 2020 roxa.

ickoit @enepaunn  B.Ilytun

Mocksa, Kpemiib
13 utona 2020 rona
Ne 206-D3


https://files.stroyinf.ru/Data2/0/4294787/4294787886.htm

