MMPABUTEJILCTBO POCCUHCKOM ®EJIEPAIIMU
ITOCTAHOBJJIEHHUE

oT 12 okta6ps 2020 . Ne 1656

MOCKBA

06 yrBep:kaennn llpasui Benenns @enepajbHOro perucTpa rpaxiaH,
HMeEILHX NPaBo Ha obecneveHne JIeKApCTBEHHbIMH NpenapaTamMH,
MeIHIHHCKHMH H3JEJIHAMH H CIEHATH3HPOBAHHBIMH NPOAYKTAMH

JieueOHOro MUTAHHA 32 cYeT 0K KeTHBIX ACCHTHOBaHHUIl denepabLHOro

OroqKeTa U 6101:KkeTOB cy0LekTOB Poceniickoii @enepannu

B cooTBeTcTBMM ¢ 4uacThio 2 cTaThu 44' DejepanbHOro 3aKoHa
"O6 ocHOBax OXxpaHbl 370poBbs TrpaxaaH B Poccuilickoii ®enepauun”
[IpaBurensctBo Poccutickol @enepalilui N0 CTAHOBJA A€ T ¢

Yr1Bepauth npuiaraemele IlpaBuna BeaeHus @enepanbHOro perucrpa
rpaxkjaH, UMeEIOLIUX MPaBoO Ha obeclieyeHHe JIEKapCTBEHHBIMH TperapaTaMu,
MEIUIMHCKUMU U3JENUAMU U CIIeHUANU3UPOBAHHBIMHU MIPOAYKTAMH JieueOHOro
INUTAaHUS 33 CYeT OIOPKETHBIX AacCUrHOBaHWUH (hemepalbHOro Grokera
1 GromkeToB cyobekToB Poccuiickoit ®eneparuu.

IMpencenarens IIpaButesny

Poccuiickont Penepa M.Muuryctux
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YTBEPXIEHbBI

nocraHoBjeHueM [IpaButenbcTBa
Poccuiickoit Oenepanmumn
ot 12 oktsa6ps 2020 . Ne 1656

IIPABHUIJIA

BeaeHHs MeaepasbHOro perucTpa rpaxkiaH, HMeOIHX NpPaBo
Ha obecrieYeHHe JIEKAPDCTBEHHBIMH NpenapaTaMmi, MeAHIHHCKHUMH
N3/eJIUSIMHU H CNIENHATH3HPOBAHHBIMH NPOAYKTAMH JIe4eOHOTO MHTAHHUS
3a cyeT OIOKETHBLIX AaCCHTHOBAHHUH (peepaibHOro 0l01:KeTa U OKOIKETOB
cyobexToB Poccuiickoii @eaepaunun

1. Hactosime IlpaBuna ycraHaBmuBaloT Nopsuok BeaeHus DenepanbHoro
peructpa rpaxiaH, HMEIOLMX I[paBo Ha o0eclevyeHHue JIeKapCTBEHHBIMH
npernaparaMi, ~MEIUUMHCKUMH  HM3OCJUAMH H  CHEeNHaIM3dPOBAHHBIMH
OpOAyKTaMHd JIeYeOHOrO MHUTaHUS 3a CUeT OMOKETHBIX AaCCHTHOBAHHM
¢denepanpHOro Oromkera u OromkeToB cyOpekToB Poccuiickoit ®enepaunn
(nanee - @enepanbHbId pEruCTp), B TOM YHCIE MOPSAIOK MOCTYIIAa K CBENEHMSM,
comepXXaluMmcs B HEM, MOPANOK W CpPOKM IpeACTaBlIeHUs CBeJeHUH
B OenepanbHbIA PECUCTP.

2. Benenne @enepalbHOTO pervcTpa OCYIIECTBISETCS B LENX
KOOpAMHALIMY AESATEIbHOCTH (hefepanbHBIX OPraHOB HCIOJIHUTEIBHOM BJIACTH,
OpraHOB UCIIOJIHUTENBHOM BiacTH cyObekToB Poccuiickoit Denepalinn, opraHos
MECTHOTO CaMOYNPAaBIEHUs, MEIUUMUHCKAX OpraHHM3alluil TocydapCTBEHHOM,
MYHHULHNAIPHOA M YaCTHOM CHUCTEM 3JIpaBOOXPAaHEHUsS B YacTH obecredeHus
rpaXjaaH JIEKapCTBEHHBIMH NperapaTamMHd, MEIUIHUHCKUMHU  HM3Ae/IMIMH
H CHEUHaJU3UpPOBAaHHBIMH TMPOAYKTAMH JIe4eOHOr0 MHUTaHUsS 3a CueT
OI0JKETHBIX aCCUTHOBaHUU (enepansHOro OrOIKeTa U OIO/KETOB CYOBEKTOB
Poccuiickoit @enepauuu.

3. Ceenenus, copepxamuecss B DenepaaTbHOM PEerucTpe, HUCIONb3YIOTCS
JUIS. OCYILIECTBIEHUS MOHUTOPHHTA:

a) IBWKEHUSA M ydeTa TIpaxkdaH, HMEKIIMX MpaBO Ha obOecleyeHue
JIeKapCTBEHHBIMHU npenapataMu, MEIALHUHCKUMHU U3 0ETUSIMU "
CHeUaTM3UPOBAHHBIMY NPOAYKTaMH JIeUeOHOTO MMUTAHHUs 3a CUeT OIOIKETHBIX
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acCUTHOBaHUM (enepanbHOro GromkeTa M OI0KeTOB CyOBEKTOB PoccHiickoit
®enepanuy;

0) MOJIHOTEI  O0ECNEUYEeHUs] COOTBETCTBYIOLIMX KAaTEropui TIpakaaH
JIeKapCTBEHHBIMU npenapaTram, MeTULIUHCKUMHU 171631 (0078190 U
CIIELIMATM3UPOBAHHBIMU MPOIYKTAMH JeYeOHOTO MUTAHUS 33 CYET OOMKETHBIX
aCCUTHOBaHUU QenepanbHOro OromKeTa U 010/PKETOB cyOBeKTOB Poccuiickoil
denepanui.

4. @enepalbHblil pPErucTp sBiseTcs ¢eaepaqbHbIM HH(DOPMALIMOHHBIM
peECYpcoM U BEIETCS B COCTABE €IMHOW rocylapCTBEHHOW HWHGMOPMAIHOHHOMN
cucTteMbl B c(epe 3ApaBOOXpaHEHHsS B JJIEKTPOHHOM BHIE, B TOM YHCIIE
C HCIOJIb30BAaHUEM HHQPPACTPYKTYphl, oOecneurBaroniel HWHGOPMAIUOHHO-
TEXHOJIOTHYECKOEe B3alMOJeiicTBUe HH()OPMAILIMOHHBIX CHCTEM, HCIOIB3YEMBIX
JUIS TIPEIOCTABJIEHUS] TOCY/JAPCTBEHHBIX U MyHHIIMIIAIBHBIX YCIYT U MCIIOJHEHHS
rOCy/IapCTBEHHBIX U MyHULUNAIBHBIX (PYyHKIUH B 3JIeKTPOHHOU (opme.

5. @enepanbHbIl PETUCTP COCTOUT U3 (eAepallbHOTO U PErHOHATBHBIX
CErMEHTOB U COAEPXKUT CBEIEHHs, MPEeAyCMOTpEHHbIe MYHKTOM 11 HacTosmmx
ITpaBui.

BeneHue  perMoHaJbHBIX  cerMeHTOB  (DepepanbHOro  perucrpa
OCYILECTBISIETCS OpraHaMU HCIIOJTHUTEIBHOU BiacTU cyOBekToB Poccuiickoii
denepaiuy B chepe oXpaHbl 310POBBSI.

MunucTepcTBO 3apaBooxpaHeHuss Poccuiickoii ®epepauuu sBIsSETCS
orepaTopoM YKa3aHHOro B IyHkTe 4 Hactosiuux [IpaBui MHGOPMAIHOHHOTO
pecypca u obecreunBaet ero 6ecrnepeboiiHoe PyHKIIMOHHUPOBaHHE.

6. PerynupoBaHue OTHOLIEHMH, CBSI3aHHBIX C BelneHueM DenepaibHOro
perucTpa, OCyIIECTBISETCS B COOTBETCTBUHU C 3aKOHOJaTeNIbcTBOM Poccuiickoit
Qenepaiyd 00 HHGOpMalLUK, WHOOPMALMOHHBIX TEXHOJOTHAX M O 3alUTe
uH(pOpMaLIKH.

7. MUHUCTEPCTBO 37IpaBOOXpaHeHUs Poccuiickoit ®enepauuu
obecnieunBaeT KOHPUICHIMAIBHOCTE CBEJIEHH, collepxaixcs B Oenepanbuom
perucTpe, a TaKXKe XpaHEHHE M 3alUTy TaKUX CBEJNEHHH B COOTBETCTBUHU
¢ ®enepanbHbIM 3aKOHOM "O nepcoHanbHBIX JaHHBIX'.

8. ®enepanbHblil PETUCTP BEAETCS MYTEM BHECEHHUs PETHCTPOBOM 3aIllMCH
C MPHUCBOEHUEM YHUKAIBHOIO HOMEpPA PETHCTPOBOM 3alMCH U yKa3aHUEM JaThl
€€ BHeCCHHS.

[1pu BHECEHMH U3MEHEHHUH B CBEEHHS O IpaXiJaHax, MMEIOLIUX MPaBo Ha
obecrieyeHHe JIEKAPCTBEHHBIMH IpenapaTaMH, MEIUIMHCKHUMHU H3JeTUSIMU
U CHelUaJM3UPOBAHHBIMU MPOAYKTaMH Jie4eOHOrO TIMTAHHA 3a CUeT
OIOKETHBIX aCCUTHOBAHMU (enepasibHOrO Olo/kKeTa M OKOIKETOB CYOBEKTOB
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Poccutickori Penepaliyu, NOJKHBI OBITh COXpaHEHBl YHUKAJIBHBI HOMEp
PErucTPOBON 3aIKMCH M MCTOPUSA BHECEHUS U3MEHEHNH.

9. Joctyn K cBelneHMAM, coiepxamumcs B DenepaqbHOM perUCTpe,
npenocTaBisieTcss MUHUCTEPCTBOM 3apaBooxpaHenHus: Poccuiickoii Mepepanuu
B COOTBETCTBUH C IIyHKTamH 45 - 48 IlonoxxeHHus o eNMHON rocynapcTBEeHHOU
HHGOPMAIMOHHOW cHucTeMe B cdepe 3ApaBOOXpaHEHHUs, YTBEPXKIAECHHOrO
noctaHoBneHueM [IpaButennbctBa Poccuiickoit ®@eneparuu ot 5 mas 2018 r.
Ne 555 "O enunHOM rocygapcTBeHHOM HH(OpPMalMOHHOHW cucteMe B cdepe
3JIpaBOOXpaHEHUs " .

10. Joctyn k ®enepanbHOMY peErucTpy OCYIIECTBISETCS Ha OCHOBE
IPUHIUIIOB  OOECNEYEHUsI JIOCTOBEPHOCTH, aKTYaJbHOCTH, IEJOCTHOCTH
H TOJHOTBl TNPENOCTaBIsIEMOM M TmojiydaeMod uHGpOpMAIMK, a TaKKe
KOHGUACHINAIBHOCTH  HMH(pOpMalMu, [AOCTYIl K KOTOpPOHM  orpaHudeH
3aKoHOAaTeIbCTBOM Poccuiickoi ®enepanuy.

11. denepalibHBIN PErUCTP CONCPKUT CIACNYIOIIHUE CBEICHUS:

a) CTpaxoOBOI HOMEP HWHAMBHIYaJbHOTO JIMLEBOTO CcYeTa TIpaKIaHHHA
B cUCcTeMe 00513aTeIbHOIO MEHCUOHHOTO CTPaXxoBaHUsl (IIPH HAJIMUHN);

0) bamuius, UM, OTYECTBO (NPU HAIMYHMM) TPaxiAaHWHA, a TaKKe
bamuus, KoTopas Obl1a Y HEro NpH poXACHUY;

B) JlaTa POXIECHUS;

r) I10J;

I) aipeC  MeCTa OJKUTEeIbCTBa, MecTa npeObIBaHUs MM  MecTa
(haKTHUeCKOro NpO>XXUBaHHUS;

e)cepuss M HOMep Imacrnopta (CBHIETENbCTBA O pOXKICHUH) HWIH
yIOCTOBEPEHUs] IMUHOCTH, JlaTa BbIAYM YKa3aHHBIX JOKYMEHTOB;

K) HoMep  nonMca  00s3aTelNbHOrO0  MEOUIMHCKOTO  CTpaxOBaHHS
3aCTpax0OBaHHOI'O JIHLIA;

3) CBEJEHUS O TPaK/IaHCTBE;

M) CBelcHUsi 00  OCHOBaHUSAX  NpeOBIBaHUS  WIM  [POXKHBAHUS
B Poccuiickoii ®enepanuu (a1 HWHOCTPAHHOrO Tpa<AaHWHA, JHIa 0e3
IPaXAAHCTBA, B TOM YHCIIE OeKEeH1Ia);

K) nara BKiIroueHus B OenepanbHblil peructp;

1) ouarHo3 3abosieBaHust (COCTOSIHHE) M ero Koj mo MexayHapoaHoM
CTaTUCTUYECKOH  kiaccudukanuu Ooje3Helt ©  mpobieMm,  CBI3aHHBIX
CO 3/I0POBBEM,

M) KaTeropus rpaxzian (Tpynna HaceleHMs), HMEIOIUX I[paBo
Ha oOeclieyeHHE JIEKapCTBEHHBIMM IpenaparaMmu, MEeIUIUHCKUMU H3ICIIUIMHA
U CHEHUAIN3UPOBAHHBEIMU IIPOAYKTaMH JieueOHOrO ITUTaHUs, KaTeropuis
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3a00JIeBaHusl, KOTOpasi  SBJISICTCS  OCHOBAaHHEM i1 oOecrnedeHus
JIeKapCTBEHHBIMU npenapaTami, MeIUIIHHCKUMH W3JIETUAMUA U
CIENUAIM3NPOBAHHBIMUA TIPOJAYKTaMH JIe4eOHOTO TUTaHMsl, B TOM YHCIIE
c yderom llepeyns rpynm HaceneHuss M KaTeropui 3abojieBaHMM, TpH
aMOyJITaTOPHOM JIEYEHHH KOTOPBIX JIEKQpPCTBEHHBIE CpPEJICTBA H HM3AENHUs
MEeJIHUIIMHCKOIO Ha3HAYeHUs OTIIyCKAalOTCA MO pelentaM Bpadeid OecriiaTHoO,
u llepeyHs TIpynnm HacelneHUs, IpH aMOyJIaTOPHOM JIe4YeHHH KOTOPBIX
JIeKapCTBEHHbIE CpeacTBa OTITYCKAKOTCS o pelenrtam Bpauei
¢ 50-TIpo1leHTHOM CKHMIKOMW, YTBEp)KJIEHHBIX MOCTaHOBIeHHEM IlpaBuTeNnbCTBA
Poccuiickoit ®enepauuu ot 30 mrons 1994 r. Ne 890 "O rocymapcTBeHHOM
MOJJCP)KKE Pa3sBUTUS MEIULUHCKOH MPOMBIIIEHHOCTHA W YJIYYIIeHHH
obecrieueHrs] HaceJIeHHd U YYPEXICHHH 3paBOOXpaHEHHUs JIeKapCTBEHHBIMHU
CpeICTBaMU U U3JENHIMH MENULIMHCKOrO Ha3HAYeHus";

H) UICTOYHUK (UHAHCHUPOBaHUS OOecrieYeHHs] TpaXKIaH JeKapCTBEHHBIMH
mpernapataMM, MEIUIMHCKUMH  U3JENHSIMH W CICHHATM3HPOBAHHBIMU
IIPOAYKTaMHU Je4EOHOTr0 MUTaHuUS;

0) CBE[ICHUsI O HA3HAYE€HUM U OTIyCKE JIeKapCTBEHHBIX IMpenapaToB,
MEIMIIMHCKUX H3AEIUH U CHeLUaIM3UPOBAHHBIX MPOAYKTOB JIeYeOHOIO
MUATAHWS, YKa3aHHBIX B IOAMYHKTE "M" HACTOSIIETO MYHKTA;

I1) YHUKQJIBHBIH HOMEp PErHCTPOBOH 3aMKCH;

p) cBedeHUS O  MEOUUMHCKOM  OpraHu3aluy, OCYLIECTBIISIOLIEN
MeIMIMHCKOe oOcnyXuBaHWe (C yKa3aHHEM HaMMEHOBAHHWS MeIMLMHCKOM
OpraHU3all{, OCHOBHOI'O I'OCYAapCTBEHHOI'O PErMCTPaLlMOHHOTO HOMeEpa, Kojaa
o OG61epocCUHCKOMY Kl1acCU(pUKATOPy NMPEANPUATHH U OpraHu3aluii);

c) uHpopMal¥s O BKIIOYEHHUH CBEACHUIl O rpaxkiaHuHe B (deaepanbHble
perucTpbl, IPEeAyCMOTPEHHBIE YACTHIO 2! cratem 43, yactamu 4 u 8 crareu 44
denepayibHOro 3akoHa "OO0 OCHOBax OXpaHBI 3TOPOBBS IpakiaH B Poccuiickoit
®denepanuu’, CTaThEH 6* QenepanbHoro 3akoHa 'O rocynapCcTBeHHOU
COlMaIbHOH MOMOWM", B HelsIX O0ecrneYeHUs ero JIeKapCTBEHHBIMH
npernapatamy 3a CUeT OIOJKETHBIX aCCUTHOBAHUH (eepanbHOro O1KeTa;

T) CBEICHHS O HAIMYMH (OTCYTCTBHHM) Yy I'pa)KJaHUHA MpaBa Ha MOJIy4eHHE
COLMAJILHOW YCIYr'd B BHAE o0OecledeHHs JeKapCTBEHHBIMH Ipernaparami,
METUIUHCKUMHU HU3IENUAMU U CIIEUUAIU3UPOBAHHBIMH MPOAYKTAMH JIedeOHOTO
MUTAHUS IS AeTeH-UHBAIMAOB B TEKYIIIEM rOAY;

y) CBEE€HHS O IIJIJAHOBOM U (PaKTHYECKOH MOTPEOHOCTSX TpakKJaHHHA
B JIeKapCTBEHHBIX npenaparax, MeTUIMHCKUX U3LEJTUSIX U
CHELUATH3UPOBAHHBIX MTPONYKTaX JeueOHOro MUTAHUS,
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¢) uHbopMaLKss 00 HUCKIIOYCHHWH CBEJIEHHH O TIpaXkIaHWHE U3
(eepanbHEIX PETUCTPOB, MPETyCMOTPEHHBIX YacThio 2' cratby 43, yacTamu 4
u 8 crateu 44 ®DenepanpHoro 3akoHa "O6 OCHOBaX OXpaHbBI 3I0POBbs I'PaXKIaH
B Poccmiickoii ~ @emeparmu”,  crarseii 6 ®enepalbHOro  3aKOHA
"O rocyaapcTBEHHON cOLMAIbHON oMo'

12. @enepanbHblii  pPETUCTP COACPXKUT CBEACHHS O  CIEIYIOIIUX
KaTeropusax TIpaxJaH, HMEKIIUX IpaBo Ha olecleyeHue JIeKapCTBEHHBIMHU
npernapataMd, MEIUMUMHCKUMH  M3JENUSIMH U CHeUHaTH3UPOBAHHBIMH
NPOAYyKTaMHU JIeueOHOro MUTaHUS 3a CcYeT OIJKETHBIX aCCHTHOBAHHM
tbenepanbHOro 0I0KeTa U Or0IKETOB CyObekTOB Poccuiickoit Penepanuu:

a) MHBaJIU/bl, 1€ TU-UHBAJIUIbI;

0) rpaxxaaHe, HMEWOIME MpaBO Ha TMOJYy4YeHHWE TOCYIapCTBEHHOM
COIIMAJIbHOW TOMOLIM B BHUAEC COLMAIBHOM YCIAYrd IO OOECHEYEHHUIO
B COOTBETCTBUM CO CTaHJIapTaMd MEAMLUHCKONW IOMOIIH HEO0OXOIUMBIMU
JIeKapCTBEHHBIMHU IIpenapaTamMy AJsl MEAULUHCKOTO TIPUMEHEHHUS O peHentam
Ha JIeKapCTBEHHBIE IIPENnapaTtbl, MEJUIUHCKUMU H3JCIHSIMU TI0 pelenTaM Ha
MEJMUMHCKHE H3JeNHus, a TaKKe CINeLUATU3UPOBAHHBIMU [POAYKTaMH
Ne4eGHOro TMHUTAHHMS 1S JeTeii-MHBAIMIOB, yKa3aHHble B CTaThsix 6' u 6
®enepanpHoro 3akoHa "O  rocynapCcTBEHHOW  coUMaNbHOW  HOMOIIH",
3a UCKJIFOUEHHEM JIMI], YKa3aHHBIX B IIOAMYHKTE "a" HACTOSILIEro IMyHKTa;

B) rpaXkJaHe, KOTOPBIM IIPENOCTAaBJISIOTCS TOCYAapCTBEHHBIE TapaHTUU
B BuIe oOeclledeHUs JIEKapCTBEHHBIMH MpernapartaMd B COOTBETCTBUM
c vyacteio 7 cratbu 44 ®enepanbHoro 3akoHa "OO OCHOBaxX OXpaHbI 370POBBA
rpaxnaad B Poccuiickoit ®enepanun’;

r) Inla, MHQUIUPOBAHHBIE BUPYCOM UMMYHOIE(hHUIIMTA YEIOBEKA, B TOM
4ycie B COYETaHWW ¢ BUpycamu renatutoB B u C, obecredeHne KOTODBIX
AHTUBUPYCHBIMHM  JIEKADCTBEHHBIMM  IIpenapatamMyd JUis  MeIULMHCKOro
MPUMEHEHHMS OCYIIECTBIISIETCA B COOTBETCTBUM ¢ yHKTOM 19 vactu 1 crarteu 14
®enepanpHOro 3akoHa "OO OCHOBaX OXpaHbI 310pPOBbs IpaXkaaH B Poccuiickoit
®denepanuu’;

1) MUa, Haxondluecs NOA JUCHAHCEpHBIM HAONIOJICHUEM B CBS3H
¢ Tybepkymne3oM, U OOJbHBIE TyOepKyyie3oM, B TOM YHCIIE ¢ MHO)XXECTBEHHON
JIEKapCTBEHHOHW  YCTOWYMBOCTBIO  BO30yInuTens, oOecredeHue KOTOPBIX
aHTUOAKTEPUATBHBIMM M NPOTUBOTYOEpKYJNE3HBIMH  JIeKApCTBEHHBIMU
npenapaTaMm Il MEAMLIMHCKOIO NPUMEHEHUS] OCYIECTBIISETCS B COOTBETCTBUU
c myskrom 20 yactu 1 craten 14 PepepanbHoro 3akoHa "OO6 OCHOBax OXpaHbI
3n10poBbsi rpaxaaH B Poccuiickoit ®enepanuu” u myHKToM 4 crathu 14
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®denepanpHOrO 3aKoHa "O NpefynpeXICHUH paclpocTpaHeHHsl TyOepKylesa
B Poccuiickoit Penepaiun’;

) rpakJaHe, Crpajaroline 3a00JeBaHUSAMY, BKIIOUEHHBIMH B I€peyYeHb
KU3HEYTPOKAKOUIMX U XPOHHYECKHUX IPOrPEeCCUPYIOMUX peakuX (opdaHHBIX)
3a0oNieBaHUM, TMPUBOAAIIMX K COKpAIEHUIO MNPOJAODKUTEILHOCTH JKHU3HH
rpaXJaaH WA UX HHBAJIUAHOCTH, KOTOPBIM IPEAOCTABIMIOTCS TOCYNapCTBEHHBIE
rapaHTud B BHJe  oOecledeHHs  JIeKapCTBEHHBIMH  IMpernapaTaMu
Y CITENUATIU3UPOBAHHBEIMUA IPOAYKTAMHU JIeUeOHOrOo IMUTAHHS B COOTBETCTBHH
¢ vacteio 4 cTtathu 44 ®enepansHoro 3akoHa "O6 OCHOBaxX OXpaHBl 3J0POBbS
rpaxxgad B Poccuiickoii @enepanun’;

X) rpaxkJaHe, obecrneueHue KOTOPHIX MPH OKa3aHMHM MAaIHATHUBHON
METUIMHCKOM MOMOIIM MEIUUMHCKUMHU HU3NENUSIMHU, TPEIHA3HAYEHHBIMHU IS
noafep)KaHuss (QYHKUMH OpraHOB W CHUCTEM Opradu3Ma d4ejoBeKa, s
HCIOJNB30BAaHUS Ha JOMY IO MEPEYHIO, YTBEPKIACHHOMY MMHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoii ®enepauuy, a TakkKe JeKapCTBEHHBIMHU
rpenapaTaMy IIpH TOCEIIEHUSAX HA JAOMY, OCYIHECTBISIETCS B COOTBETCTBHH
¢ uacteto4 crateM 36 U uyactelo 2 crathk 80 denepanbHOro  3aKoHA
"O06 ocHOBax OXpaHbl 310pOBbs rpaxcaal B Poccuiickoii ®enepanun’;

3) KATerOpMH  IpaxJaH, HMEIoIKMe NpaBo Ha  obecreyeHue
JIeKapCTBEHHBIMH IIpenapaTaMyd U MEIUIIUHCKUMH H3IEIHUAMH B COOTBETCTBUU
c [lepeunemM rpynn HacelleHHs W KaTeropui 3aboseBaHuil, Mpu amOyJaTOPHOM
JIeYeHUH KOTOPBIX JIEKAPCTBEHHbIE CpeACTBA M M3AENHS MEIULMHCKOrO
Ha3HaueHUs OTIIYCKAIOTCA 10 pelenTtaM Bpaueil 6ecriiatHo, u [lepeynem rpymnm
HaceJeHUs, Ipd aMOyJaTOPHOM JIEYEHMH KOTODPBIX JIEKAPCTBEHHBIE CpeNCTBA
OTIIyCKaroTCA IO peuenrtam Bpavyeil ¢ SO-NpOLEHTHONH CKUAKOM, YTBEPKAECHHbBIX
nocraHoBieHueM IlpasutenscTBa Poccuiickoit @enepaiuu ot 30 urons 1994 r.
Ne 80 "O rocynapCTBeHHOW  NOANEPXKKE  pa3BUTHS  MeIMLMHCKOM
NPOMBILUIEHHOCTH W YJIy4IIEHHMM OOeCleueHUsl HacelleHUS W YUYPEXIeHHit
3IpaBOOXPAHEHHS JIEKADCTBEHHBIMU CPENCTBAMHU M U3AEIHMSIMH MENUIMHCKOTO
Ha3HaueHus ',

M) KaTeTOPUH TpaXkAaH, HE YyKa3aHHbIE B MOAIMYHKTe "3" HACTOSILEro
MyHKTa, MMEIOUIME MpPaBO Ha obOeclevyeHue JIeKapCTBEHHBIMU IperaparaMu
M MEJULMHCKMMH H3JeNMsAMH OeCIUIaTHO WM C MATHUAECATHIPOLEHTHOM
CKHIKOH B COOTBETCTBUM C HOPMATHBHHIMH IPABOBBIMHM akTtamu Poccuiickoit
denepanuu wik cyobektoB Poccuiickoit ®eneparym.

13. ExenneBHOo B @efepalbHbIii perucTp B JJIEKTPOHHOM  BHUJE
NPEACTABISIOTCA CBEJCHHUS, YKa3aHHEIE B:

4706419.doc



a) myHkTe 11  Hacrosmux IlpaBunm (32 HCKIIOYEHHEM  CBEIEHUA,

" "n_mn

MpeayCMOTPEHHBIX MOANYyHKTamMu "k, "u" - "n", "H" - "p" 1 "y"), o rpaxkaaHax,
yKazaHHBIX B NOHNyHKTax "a" u "0" myHkra 12 wHacrosmmx Ilpasmi,
u3 @enepaldbHOro perucrpa JHL, HUMEUMX MNpaBO Ha MOJydYeHHe
rOCy/1apCTBEHHOH  COUMaIbHOW NOMOLIM, M €IWHOW TIOCYIapCTBEHHOM
HH(GOPMAILIMOHHON CHCTEMBI COLIMATIBHOTO OOeCIeyeHu s

n_.n " " "

0) moamyHnkrax "x", "k", "n1", "H", "0", "p" u "y" nynkra 11 HacTOAIIMX
IlpaBun, o rpakxiaHax, yKa3aHHbIX B IHOAMyHKTax "a" u "06" myHkra 12
Hactosiiuux IlpaBui, rocynapcTBeHHBIMH UHGOPMAUHMOHHBIMH CHCTEMAMHM
B cepe 3npaBoOOXpaHeHHs cyObekToB Poccuiickolt Menepanuiu;

B) myHnkTe 11 Hactroamux IlpaBun (3a HCKIIOYEHHEM CBeIEHUA,

NpeNyCMOTPEHHBIX MOANYHKTaMu "'m" U "T"), O TIpakJaHaxX, YKa3aHHBIX
B MOANyHKTax 'B" - "e" myHkta 12 Hacrosummx [TpaBuii, moacucTeMoii BeeHus
CHEUHATU3UPOBAHHBIX PETUCTPOB MAIMEHTOB MO OTAEIBLHBIM HO3OJIOTHMSIM
U KaTeropusAM  rpaxaaH, MOHUTOPDHHTa  OpraHU3allid  OKa3aHHsd
BBICOKOTEXHOJIOTHYHOM MEJMLMHCKOM IOMOIIM M CaHATOPHO-KYPOPTHOI'O
JeYeHUs €JUHOW TOCYNapCTBEHHOH WHGOPMAlMOHHOW CHCTEMBI B cdepe
3PaBOOXPAHEHHS;

r) myukre 11 Hactosmux IlpaBun (3a HCKIIOYEHHWEM  CBEICHHUH,
IpelyCMOTPEHHBIX MOANYHKTaMH 'm" W "T"), O rpaxiaHaX, YyKa3aHHBIX
B MOAMyHKTaX X" - "H" myHkTa 12 Hacrosmmx [IpaBui, rocymapcTBeHHBIMU
UHPOPMAIIMOHHBIMU CUCTEMaMH B c¢epe 3IpaBOOXpaHEeHHs] CyOBEKTOB
Poccutickoit ®enepanuu.

14.B ciydae eciM y rocylapCTBEHHOW HWH(GOPMAIMOHHON CHCTEMBI
B cdepe 3apaBooxpaHeHus cyObekra Poccuiickoli ®emepanud OTCYTCTBYeT
TeXHHUYeCKas BO3MOXXHOCTb II0 OOMEHY CBEACHHUSMH, MpPeLyCMOTPEHHBIMU
noamyHktamu "6" u "r" myHkra 13 Hactosiumx TIpaBuil, COOTBETCTBYIOIIME
(GYHKIMH  TOCYAapCTBEHHOM  HMH(OPMALMOHHOM  cucteMbl B  cdepe
30paBooXpaHeHust  cyOwmekra  Poccumiickoit ~ @enepauuu  peanusyloTcs
C UCTOJIb30BAHUEM PETHOHANBHOTO cerMenTa deepaabHOro PperucTpa.

CeeneHus, pa3MelIeHHbIE B PETHOHAIBbHBIX cerMeHTax PemepanbHOro
perucrpa, aBTOMAaTHYECKH B pEXUME peajbHOTO BpPEMEHH BKJIIOYAIOTCH

B (eiepanibHbIN ceTMeHT DenepanbHOro perucTpa.
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