MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

ot 12 okts16ps 2020 r. Ne 1656

MOCKBA

00 yrBep:xaenuu IlpaBsui Benenns ®@eaepajbHOro perucrpa rpaxiaaH,
HMEKIIMX MPAaBO Ha o0ecneyeHue JIeKApCTBEHHBIMHM NpenapaTtamMu,
MeIMIMHCKUMH M31eJUMHI U CIEeNHATU3HPOBAHHBIMH POAYKTAMH

JIe4eOHOro MUTAHUA 32 cYeT OI0KeTHBIX AaCCHTHOBAaHMH (efepanbHOIO

OromkeTa U 0101KeTOB cyObekTOB Poccuiickoit Denepannu

B  coOTBeTcTBMM ¢ 4acThio 2 crathu 44" DemepalbHOrO  3aKoHA
"O6 ocHOBax oOXpaHbl 370pOBbs Tpakmad B Poccuiickoit denepannn"
IIpaBurenscTBO Poccuiickon @enepaiii 1O CTAaHOBJAAET !

Yr1Bepaute npunaraeMmelie lIpaBuna Benenus denepanbHOro perucrpa
rpakjaH, UMEIOIIMX MPaBO Ha 0OECIEUEeHHUE JICKAPCTBEHHBIMH IpenapaTami,
MEUITUHCKUMH U3JEIUSIMU U CIICIUATM3UPOBAHHBIMU MTPOYKTAMHU JIEUeOHOTO
MATaHUS 3a CcuYeT OIJDKETHBIX aACCUTHOBAHWH (enepaibHOro  OroJKeTa
u O010/pKeTOB cyObekTOB Poccuiickoit denepanuu.

IIpencenarens [IpaBurenscrBa
Poccuitickon Oenepaunu M.Muiryctua



YTBEPXIEHbI

nocraHoBseHueM [IpaBuTenbcTBa
Poccuiickon denepanuu
ot 12 okts16ps 2020 r. Ne 1656

IIPABHUJIA

BeieHus1 PenepajibHOIO perncTpa rpakiaH, MMeIMuX NPpaBo
Ha o0ecrevYeHne JIEKAPCTBEHHBIMHY NpPenapaTaMu, MeIuIllHHCKAMH
U3eJMAMHU U CTIeNUATU3MPOBAHHBIMHY NMPOAYKTAMM JIe4eOHOT0 MU TAHUS
3a c4eT OIAKETHBIX ACCHTHOBAHUI (pe1epajibHOIrO 0101KeTa U OK/IKEeTOB
cyobekToB Poccuiickoin denepanumn

1. Hacrosime IlpaBuiia ycTaHaBIMBAIOT MOPSAOK BefeHUs DenepaibHOro
perucTpa TrpaxaaH, HUMEIONIMX IMpaBO Ha oOecredYeHue JeKapCTBEHHBIMU
npenapatamM, MEIUIMHCKUMHU  U3JCIUSIMU U CHEUUATM3UPOBAHHBIMU
NpPOAYKTaMU JIeueOHOro THUTaHUsSI 3a CyYeT OIOHKETHBIX aCCUTHOBAHUM
dbenepanpHoro OrokeTa W OIOKETOB CyOBekTOB Poccuiickoit ®denepaiuu
(manee - denepalibHBIA PETUCTP), B TOM YKUCIIE MOPSIOK JOCTYIA K CBEACHUSM,
COepKalllUMCSl B HEM, TMOPSJOK UM CPOKH TMPEJCTaBICHUS CBEJCHUMN
B DenepanbHbIid pETUCTP.

2. Beneane @denepanbHOTO pETHCTpa  OCYIISCTBISCTCS B IEJAX
KOOpAMHAIIMU AEATEIbHOCTH (hellepaabHbIX OPTaHOB MCHOJHUTEIBHOM BIIACTH,
OpraHOB UCHOJHUTEIBHOU BIacTH cyObeKTOB Poccuiickoit denepainyiv, OpraHoB
MECTHOTO CaMOYMpABJICHUS, MEIUIIMHCKUX OpraHu3aluil TOCYJapCTBEHHOM,
MYHULIMNATBHON W YaCTHOW CHUCTEM 3/paBOOXPAHEHHUs] B YaCTH OOECIeUeHUs
TpaXJIaH JIGKaPCTBEHHBIMM  MpemaparamMu, MEIUIUHCKUMHU  HU3JETUSIMU
U CHEHUATM3UPOBAHHBIMU MPOJYKTaMH  JIEUEOHOTO TUTAaHUS 3a CUeT
OIOJIPKETHBIX aCCUTHOBaHMM (elepaabHOro OropkeTa U OIOKETOB CYOBEKTOB
Poccuiickon denepanumu.

3. Ceenenus, coaepxamuecs B denepaibHOM PETUCTPE, MCIOIB3YIOTCS
JIJIS1 OCYIIIECTBJICHUSI MOHUTOPHUHTA!

a) IBMKEHUSI W ydeTa TpaxaaH, HMEIOIIMX I[paBO Ha obOecredyeHue
JIEKapCTBEHHBIMU npenapaTamu, MEIULIMHCKUMU U3JICTIUSIMU u
CHIEIUAIM3UPOBAHHBIMU MPOAYKTAMHU JIEUEOHOTO MUTAHUS 32 CUET OFOKETHBIX



acCUTHOBaHMM (enepanbHOro O/ KeTa U O0KETOB CyOBekToB Poccuiickoi

denepauuu;
0) MOJHOTEI  00€CTeYeHUsT COOTBETCTBYIOIIUX KaTEropuil TpakKJIaH
JIEKapCTBEHHBIMU npenapaTamu, MeIUIIMHCKUMU U30CITUSIMA u

CHEIUATU3UPOBAHHBIMU MPOAYKTAMH JIEYEOHOTO MUTAHUS 3a CYET OFO/PKETHBIX
acCUTHOBaHMM (enepanibHOro Oromkera U OHIKeTOB cyObekToB Poccuiickoi
denepannm.

4. @enepasibHbIA  perucTp sBisieTcss (enepanbHbIM HHGOPMAIIMOHHBIM
pecypcoM M BEIETCS B COCTAaBE €IUHON TOCyAapCTBEHHOW HH(POPMAIIMOHHOMN
CUCTEMBI B cdepe 3IpaBOOXpaHEHUsS B DSJIEKTPOHHOM BHUJIE, B TOM 4YHUCIE
C HCIOJb30BaHUEM HWH(PPACTPYKTYyphl, obOecrneunBaronieii MHPOPMAIUMOHHO-
TEXHOJIOTUYECKOE B3aUMOJICHCTBUE MH(POPMAIIMOHHBIX CUCTEM, HCIOIb3YEMbIX
JUTSL IPEAOCTABICHHS TOCYJAPCTBEHHBIX U MYHHUIIMIAJIBHBIX YCIYT U UCHOJTHEHUS
rOCyAapCTBEHHBIX M MYHUIIMITAIBHBIX (PYHKIIUH B DJIEKTPOHHOMN dopme.

5. denepanbHBIA PETUCTP COCTOUT M3 (PeneparbHOTO W PErHOHAIBHBIX
CErMEHTOB M COJIEPKUT CBEACHUSA, NMPEIyCMOTPEHHBIE MYHKTOM |1 Hactosmmx
IIpaBui.

Benenue  permoHanmbHBIX ~ cerMeHTOB — (DelepaibHOrO0  perucrTpa
OCYIIECTBJISIETCS. OpraHaMu HMCIOJHUTEIBHON BiiacTu cyObekToB Poccuiickoii
®denepanuu B chepe oXpaHbl 310POBbSI.

MunucrepctBo 3apaBooxpaHeHust Poccuiickorn denepanuu  ABiseTCA
OIepaTopoM yKazaHHOro B MyHKTe 4 HacTtosmux [IpaBun wmHbOpMAIIMOHHOTO
pecypca u obecrieunBaet ero oecrepeboiinoe GyHKIIMOHUPOBAHUE.

6. PerynupoBanue OTHOIICHHM, CBSI3aHHBIX C BejeHueM denepaibHOro
PETUCTpa, OCYIIECTBIISICTCS B COOTBETCTBUM C 3aKOHOAATEILCTBOM Poccuiickon
®enepanuu 00 uHGOpMaIMK, WHOOPMAIIMOHHBIX TEXHOJOTHUAX M O 3allUTe
uHdopMaIuu.

/. MuHUCTEpCTBO 31paBOOXpPAHEHUSA Poccuiickon ®denepanuu
oOecrnieunBaeT KOHPHUICHIIMATIHLHOCTh CBEJICHUH, conepxkamuxcst B deaepaabHOM
pErucTpe, a TaKKE€ XpPAaHEHHE M 3allUTy TaKUX CBEICHUU B COOTBETCTBHHU
¢ @eaepaibHBIM 3aKOHOM "O MEpCOHATBHBIX JAaHHBIX'.

8. ®enepanbHbIN PETUCTP BENETCS MyTEeM BHECEHUS PETUCTPOBOM 3amucu
C IPUCBOCHHUEM YHHKAJIbHOIO HOMEpPA PETUCTPOBOM 3alMCU M YKa3aHUEM JaThl
€€ BHECCHMUSL.

[Tpu BHECEHHM U3MEHEHU B CBEICHUS O TpakIaHaX, UMEIOIINX MPaBO Ha
oOecrieueHne JIEKAPCTBEHHBIMU TIperapaTaM, MEAUIIUHCKUMH HW3ICTUIMU
U CICIHAIM3UPOBAHHBIMU MPOAYKTAMH JICYEOHOTO THTAHUS 3a CYET
OIO/KETHBIX aCCUTHOBAaHHM (efepalibHOTO Or0/KeTa U OI0HKETOB CYyOBEKTOB



Poccuiickoit ®denepariuu, MOMKHBI OBITh COXPAaHEHBI YHUKAJIBHBIM HOMEP
PETUCTPOBOM 3aMKUCHU U UCTOPHSI BHECECHUS U3MEHEHHUI.

9. Hoctyn k cBeaeHusM, coepkaumuMmcs B DenepanbHOM perucTpe,
npenocrasisieTca MUHUCTEPCTBOM 31paBooxpaHeHust Poccutickonn denepanuun
B COOTBETCTBUM ¢ MyHKTaMu 45 - 48 IlosioxkeHuss 0 €AuHON TOCyJapCTBEHHOU
nH(OPMAIMOHHOW cHUcTeMe B cdepe 3ApaBOOXpPAaHEHUs, YTBEPKIACHHOTO
noctaHoBiaeHueM IIpaButenbctBa Poccuiickoit denepanun ot 5 mas 2018 r.
Ne 555 "O eaunHoif rocynapcTBeHHONM HH(OpPMAIMOHHOW cucTeMe B cdepe
3PaBOOXPAHEHUS .

10. Joctyn k ®enepaibHOMY PETUCTPY OCYIIECTBISETCS Ha OCHOBE
NPUHITMIIOB ~ O0ECIEYEHUs JOCTOBEPHOCTH, AaKTYallbHOCTH, II€JIOCTHOCTH
U TOJHOTHl TPENOCTaBIsIEMON M TMoilydaemMol uH(OpMaluu, a TaKxke
KOH(UICHIIMANBHOCTH  WH(OpMaAIuU, JOCTYIl K KOTOPOW  OrpaHHYeH
3aKOHOIaTeNnbCTBOM Poccuiickont denepanuni.

11. denepanbHbIN PETUCTP COACPIKUT CIACAYIONIUE CBEICHUS:

a) CTpaxOBOM HOMEP HWHIMBUAYAIBHOIO JHUIEBOTO CYETa TIpa)KJaHUHA
B CHCTEME 00513aTeIbHOTO IEHCMOHHOT'O CTPAaXOBaHUs (MPY HATUYUHN);

0) pamwmnus, umsi, oTdyecTBO (NIPU HAJIMYMM) TPaKIAaHUHA, a TaKKeE
dbamunusi, kKoTopas ObljIa y HETO MPU POKICHUY;

B) J1aTa POXKJICHUS;

T) NOJI;

1) aipec  MecTa IKUTEJNbCTBA, MecTa TpeObIBaHUA WM  MecTa
(haKTHUEeCKOTO MPOKUBAHUS;

e)cepuss WM HOMep mnacrnopra (CBUAECTEIbCTBA O POXKACHUU) WIH
YAOCTOBEPEHUS TUYHOCTH, 1aTa BbIIAYH YKA3aHHBIX JOKYMEHTOB;

) HOMEp  Tojiuca  o0sA3aTeNbHOTO  MEIUIIMHCKOTO  CTPaxOBaHUSs
3aCTPAXOBAHHOTO JIUIIA;

3) CBEJICHUS O IPakKJaHCTBE;

W) cBeieHUsT 00  OCHOBaHUSAX  NpeObIBaHUA WM  MPOKUBAHUS
B Poccuiickoit ®eneparuu (Uit MHOCTPAHHOTO TpaXKJaHWHA, JUIAa 0e3
IpaXIaHCTBA, B TOM YHUCJIE OCKECHIA);

K) J1aTa BKItoUeHUs B DeqepanbHblil perucTp;

7) nuarHo3 3a0ojieBaHusl (COCTOSIHME) W €ro Koa 1o MeXmyHapoaHou
CTaTUCTHUYECKOW  Kiaccuukanuu OONe3He W TpoOsieM,  CBS3aHHBIX
CO 310POBbEM;

M) KaTeropus rpaxzaaH (Tpynma HaceleHHus), HUMEINMX MpaBo
Ha oOecrnedyeHre JIEKapCTBEHHBIMU MpenapaTamMu, METUIIMHCKUMH W3ACTUSIMA
U CHEIUATU3UPOBAHHBIMH TMPOAYKTAMH JIEYEOHOTO TMHUTaHUS, KaTETOpHUs



3a0oyieBaHusl,  KOTOpas  SIBJISIETCA ~ OCHOBaHMEM  JJIsi  OoOecrnedeHus
JIEKapCTBEHHBIMU npenapaTamu, MEUIIUTHCKUMHU U3JIETUSIMU u
CHEIUATN3UPOBAHHBIMU MPOJYKTAMU JIEUEOHOTO TMHUTAaHUS, B TOM YHCIIE
c yueroM IlepeuHst rpymm HaceleHUS M KaTreropuil 3aboJieBaHMM, NpuU
aMOyJJaTOPHOM JICUEHHUU KOTOPBIX JIEKAPCTBEHHBIC CPEICTBA U HU3JENuUs
MEUIIMHCKOTO Ha3HA4YeHMsI OTIYCKAIOTCS IO pelentaM Bpayell OecIuiaTHoO,
u Ilepeunss rpymnm HaceleHUs, NpU amMOYyJIaTOPHOM JICYEHUH KOTOPBIX
JIEKapCTBEHHbIE CpelcTBa OTITYCKAIOTCS no  perentam Bpayeil
¢ 50-mpolIeHTHOM CKUAKOM, YTBEp>KIEHHBIX MocTaHOBJIeHUEM [IpaBuTenncTBa
Poccuiickoit ®@enepanuu ot 30 uronga 1994 r. Ne 890 "O rocynmapcTBeHHOIM
NOAACPKKE Ppa3BUTHUS MEIMUIMHCKOW TPOMBIIIJIEHHOCTH W YJIYYIICHUH
oOecrieueHus HaCeJICHUSI U YUYPEXKICHUM 3ApaBOOXpPAHEHHUS JIEKAPCTBEHHBIMU
CpPEACTBAMH M M3JEIUSIMHA MEAUIIMHCKOTO Ha3HAYCHUS'";

H) UICTOYHUK (DMHAHCUPOBAHUS OOECTICUCHHS TpaK/laH JEKapCTBEHHBIMU
npenapaTamMd, MEIUIUHCKUMHU  U3ICIUSIMU W CHEUHAIM3UPOBAHHBIMU
MPOyKTaMU JIe4eOHOTO MTUTAHUS;

0) CBEJICHUS O Ha3HAYEHUU U OTIYCKE JIEKAPCTBEHHBIX IIPEMapaToB,
MEUIIMHCKUX W3JeTUA W  CIEUUATU3UPOBAHHBIX MPOAYKTOB JIEYEOHOIO
MATAHMS, YKA3aHHBIX B MOJIYHKTE "M" HACTOSIIETO TyHKTA;

1) YHUKQJIbHBIA HOMEP PETUCTPOBOM 3aIUCH;

p) CBeCHUS O  MEIUIIMHCKOW  OpraHu3allid,  OCYIIECTBISIONIEH
MEJUIIMHCKOE OO0CIyXuBaHHe (C yKa3aHHMEM HaWUMEHOBAHHUS MEIUIIUMHCKOM
OpraHu3alyy, OCHOBHOTO TOCYJAapCTBEHHOTO PETHCTPALIMOHHOTO HOMEpA, KOoJa
o Ob1epoccuiickoMy KiiacCuPUKaTopy IpeanpusTUi U OpraHu3aImim);

¢) uHdopmalis 0 BKIIOUEHHH CBEJCHUN O TpaKJaHWHE B (efepaibHbIe
PETUCTPBI, MPEAYCMOTPEHHBIE YACTHIO 2! crateu 43, yacTsimu 4 u 8 crateu 44
®denepanbHoro 3akoHa "OO0 OCHOBaX OXpaHBI 3I0POBbs rpaxkaaH B Poccuiickoi
Oeneparmn”, cratbeit 6°  MDegepanpHoro 3akona  "O  rocymapCTBEHHOM
COIIMAJIbHOM moMomu", B I1eNsIX oOeclneueHus €ero JeKapCTBEHHBIMU
mpenapaTaMu 3a cueT OI0KETHBIX aCCUTHOBAHMM (eiepaIbHOr0 O0IKETa;

T) CBEJICHUS O HAJTMYKMU (OTCYTCTBHM) Y IpakJaHUHA [paBa Ha MOJIyYEHUE
COIIMAJIbHON YCIYTd B BHJE OOECICUEHUs JICKApCTBEHHBIMH ITperapaTaMu,
METUITUHCKUMH U3JIEIUSIMU U CIICIUATM3UPOBAHHBIMU MTPOYKTaMU JIEYEOHOTO
MUATAHUS JJ1s1 I€Te-UHBAIM0B B TEKYIIEM TOJ1Y;

y) CBeICHUSI O TUTAHOBOW W (haKTHUECKOW MOTPEOHOCTSIX TpakIaHWHA
B JIEKapCTBEHHBIX npenaparax, MEIULIMHCKUX M3CIHSIX u
CTHIEIUATM3UPOBAHHBIX TIPOYKTAX JIEYCOHOTO MUTAHUS,



¢) uapopmaniss 00 HUCKIIOYEHUH CBEICHHH O TpPaXJIaHWHE W3
deepanbHBIX PErHCTPOB, MPEAYCMOTPEHHBIX YacThio 21 crathu 43, yacTamu 4
u 8 crateu 44 denepanbHoro 3akoHa "OO0 OCHOBaX OXpaHbI 3I0POBBS TPAXKIaH
B Poccuiickoit ®enepamun’, crarseii 6 ®denepaabHOTO 3aKOHa
"O rocy1apCTBEHHOM COIMAIbHOM moMonu".

12. ®enepanbHblii  PETUCTP  CONEPKHUT  CBEIEHUS O  CJEAYIOLIUX
KaTeropusix TpaXJaH, HMEIOUMX MpaBO Ha OOeCHedyeHHE JIeKapCTBEHHBIMU
npenaparamMi, MEAUIMHCKUMH  W3ACIUSMU U CHEIUAIU3UPOBAHHBIMU
OPOAYKTaMU JIEYEOHOro THUTaHUS 3a CcYeT OIOKETHBIX aCCUTHOBAHMM
benepanpHoro OroKeTa M OF0HKETOB CyObeKTOB Poccuiickoit denepanu:

a) UHBAJIUIBI, ICTH-UHBAJIH/IBL;

0) rpakgaHe, UWMEIOIIME TMPaBO Ha TOJYYEHHE TOCY/IapCTBEHHOMN
COIIMAJILHOM TMOMOIIM B BHJI€ COLMAIBHON YyCIyrH TIO0 OOECHEeYEHUIO
B COOTBETCTBUU CO CTaHAApTaMH MEIUIIMHCKOW TMOMOIIM HEO0OXOAUMbIMU
JIEKQpCTBEHHBIMU MpenapaTaMu JJIs MEAUIIMHCKOTO MPUMEHEHUS MO pelenTam
Ha JICKapCTBEHHBIE MpENapaThl, MEAUIMHCKUMU WU3JCIUAMU MO PELENTaM Ha
MEIUIMHCKHE W3AENHsI, a TaKXKE CHENUAJIU3UPOBAHHBIMU MPOLYKTAMHU
JIe4eOHOr0 MHUTAHMS IS ACTel-MHBAIMIOB, YKa3aHHBIE B CTAThAX 6' u 6
@enepanbHOro  3akoHa "O  rocyJapCTBEHHOM  coMaibHOM  momMoum',
3a UCKJIFOUEHUEM JIU1, YKAa3aHHBIX B MOJAMYHKTE "a" HACTOSIIETO MyHKTA;

B) TpaxkJaHe, KOTOPBIM MPEAOCTABISIOTCS TOCY/apCTBEHHBIE TapaHTUU
B BujAe oOecreueHuss JIeKapCTBEHHBIMU TMperapaTaMd B COOTBETCTBHUH
c yacTteio 7 ctathu 44 denepanbHoro 3akoHa "OO OCHOBaX OXpaHbI 3J0POBbS
rpaxaaH B Poccuiickoit @enepanun”;

r) nuna, THQUIMPOBAHHBIE BUPYCOM UMMYHOIe(DUIINTA YETOBEKa, B TOM
quciie B coueTaHWu ¢ BHpycamu renatutoB B u C, oOecreyeHue KOTOPBIX
AHTUBUPYCHBIMH  JIGKAPCTBEHHBIMH  Mpemnaparamyd  JUisi  MEIULIHUHCKOIO
MPUMEHEHUS OCYIIECTBISIETCS B COOTBETCTBUU ¢ MYHKTOM 19 vactu 1 crateu 14
®denepanbHoro 3akoHa "OO0 OCHOBaX OXpaHBI 3I0POBbs TpaxkaaH B Poccuiickoi
Oenepanun';

1) TUIa, HAXOMSIIHUECs MO JUCHAHCEPHBIM HAONIOCHUEM B CBS3U
c TyOepkyne3oMm, U OOJbHBIE TYOEpKYyJIE€30M, B TOM YHUCJIE C MHOKECTBECHHOM
JICKapCTBEHHON  YCTOMYHMBOCTBHIO  BO30YIWTENS, OOCECIEYCHHE  KOTOPBIX
aHTUOAKTEPUAIBHBIMA W TPOTUBOTYOCPKYJIE3HBIMU  JIEKAPCTBECHHBIMU
npenapaTamu Ui MEAUIIMHCKOTO MPUMEHEHHUSI OCYILIECTBIISIETCSI B COOTBETCTBUU
¢ mynktoM 20 yactu 1 crateu 14 ®denepanbHoro 3akoHa "OO OCHOBAaX OXpaHBI
310poBbs TpaxnaaH B Poccuiickoit ®enepanuu" u nyHkToMm 4 ctaThu 14



®enepanpHoro 3axkoHa "O mpemaynpexaeHUN pachpoCTpaHEHUs TyOepKyJsesa
B Poccuiickoit ®enepanun';

€) rpaxkiane, crpajaroniue 3a00JIeBaHUSIMU, BKJIIOYEHHBIMH B IEpEUYCHb
KUZHEYTPOKAIOIIUX U XPOHUUYECKUX TMPOTPECCUPYIOMIMX peakux (opQaHHBIX)
3a00jIeBaHUM, NPUBOALIMX K COKPAIICHHUIO TMPOJOJIKUTEIBHOCTA KU3HU
IPpaXK/1aH WIN UX MHBAIMIHOCTH, KOTOPBIM MPEAOCTABIISIIOTCS TOCY1apPCTBEHHBIC
rapaHtTud B BUJE  o0ecredyeHus:  JIGKQpCTBEHHBIMH  IpernapaTramu
U CHEIUATU3UPOBAHHBIMHU TMPOAYKTAMH JIEYEOHOTO MHUTAHUS B COOTBETCTBHUHU
c yacTthio 4 ctathu 44 denepanbHoro 3axkoHa "OO OCHOBaX OXpaHbI 3A0POBBS
rpaxnaaH B Poccuiickoit @enepanun”;

k) Tpak/aHe, OOeCHeueHHe KOTOPBIX IMPH OKa3aHUM MNaJTTHATUBHON
MEJIUIIMHCKOW MOMOIIM MEIUIMHCKUMU HU3JETUAMH, MPEIHA3HAYEHHBIMU JIS
nojjiepkaHusi (QYHKIMA OpPraHOB M CHCTEM OpraHu3Ma 4YesloBeKa, IS
UCIIOJB30BaHUsl HA JIOMY MO TME€PEYHIO0, YTBEPKIAECHHOMY MUHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoii @enepanuu, a TakkKe JEKapCTBEHHBIMU
npenapaTaMi IMpU TMOCEIICHUSX Ha JOMY, OCYILIECTBIISIETCS B COOTBETCTBHUHU
c 4acthto4 cratbu 36 U d4actbto 2 ctarthu 80 denepasbHOrO 3aKOHA
"OO0 ocHOBax OXpaHbl 3J10POBbs IpaxkaaH B Poccuiickoit denepanun';

3) KaTeropuM  TrpaxkJaH, HUMEKIIUe TMpaBo Ha  olecreyeHue
JIEKApCTBEHHBIMU TIpenapaTaMyd U MEIUIMHCKUMU HU3JEIUSMU B COOTBETCTBUH
c Ilepeunem rpyrin HaceleHUS U KaTEropuil 3a00JieBaHMM, TP aMOyJIaTOPHOM
JICYEHUNU KOTOPBIX JIEKAPCTBEHHBIE CpPEACTBA W H3IAEHUS MEIUIIMHCKOTO
HA3HAYCHUS OTITYCKAIOTCS MO pelentaM Bpadei 6ecruiatHo, u [lepeunem rpymmn
HaceJIeHUs, MpU amMOyJIaTOPHOM JICYEHUH KOTOPBIX JIEKAPCTBEHHBIC CPEICTBA
OTIYCKAaKTCS MO peuentam Bpadeil ¢ SO-pOLeHTHON CKUIKOW, YTBEPAKIAECHHBIX
noctaHoBiieHuem IIpaBurensctBa Poccuiickoit @enepauuu ot 30 utons 1994 r.
Noe890 "O rocymapcTBEHHONW  TOAJNEPKKE  pPa3BUTHS  MEAUIMHCKOM
MPOMBIIIUICHHOCTH M YJIYYIICHUH OOECICYeHHUS] HACEJICHUS U YUPEKICHHIM
3IpaBOOXPAHEHUS JIEKAPCTBEHHBIMU CPEACTBAMHU M U3ACIUSIMU MEIUIIMHCKOIO
Ha3HAYCHHA";

1) KaTETOpUU TPaXKJaH, HE yKa3aHHbIE B MOANYHKTE "3" HacTOSIEro
MyHKTa, WMEIOIIME TMPaBO Ha OOECIedYeHHE JIEKAPCTBEHHBIMH IIpermapaTaMu
U MEIUIMHCKUMH W3JCNUsIMU OCCIUIATHO WJIM C MSTHICCATUIIPOIIEHTHOMN
CKMIKOW B COOTBETCTBUHM C HOPMAaTHMBHBIMU NPABOBBIMU akTamu Poccuiickou
denepanuu uim cyorekToB Poccuiickoit denepanuu.

13. ExxenneBHo B ®DenepalibHBI  PETUCTP B DJIGKTPOHHOM  BHJIE
MPEACTABIISAIOTCSA CBEACHUS, YKa3aHHBIC B:



a) mynkre 11 Hactosamux IlpaBun (3a HCKIIOYEHUEM CBEIICHUH,

" n.n n

MPEeayCMOTPEHHBIX NoanyHkTamu "x", "u" - "1", "u" - "p" u"y"), o rpaxkagaHax,
yKa3aHHBIX B TmoAnyHkTax "a" wum "O" mynkta 12 Hacrosmumx IlpaBumn,
n3 DenepanbHOro perucrpa JHI, HMEIOMHUX [PaBO Ha IMOJYYEHHUE
FOCYJapCTBEHHOW COLMAJIbHOM MOMOIIM, W €IWHOM TOCYJapCTBEHHOU
MH(OPMAIMOHHON CUCTEMBI COLIMATILHOTO 00€CTIeUeHNS;

0) moamynktax "x", "k", "n", "H", "0o", "p" u "y" nmynkra 11 HacTosIIMX
[IpaBwi, o rpaxaaHax, yKa3aHHbIX B mojamyHkTax "a" u "0" myHkra 12
Hactosimmx [lpaBuin, rocynapcTBEHHBIMH HWHMOPMAIMOHHBIMU CHUCTEMAMHU
B cepe 31paBooxpaHeHus cyobekToB Poccuiickoit denepanuu;

B) mynkte 11  wactostmmx [lpaBun (3a HMCKIIOYEHUEM  CBEJCHUM,
NpPEAYCMOTPEHHBIX MNoAnyHkramu '"m" um "T"), 0 rpaxkaaHax, yKa3aHHBIX
B moAnyHkrax "B" - "e" myHnkra 12 Hactrosmux [IpaBuii, moacucTteMoi BeAEHUS
CHEUHUAIM3UPOBAHHBIX PETUCTPOB MAIMEHTOB MO OTIAEIbHBIM HO30JIOTHSIM
M KareropusiM  rpaxkJaH, MOHMTOPUHIAa  OpraHU3alid  OKa3aHUusd
BBICOKOTEXHOJIOTUYHON MEAUIMHCKOM IOMOIIM M CaHATOPHO-KYpPOPTHOTO
JICYCHHS] €IMHOM TOCYJapCTBEHHOW WH(MOPMAIMOHHONW CHUCTEMBI B cdepe
31paBOOXPAHEHUS;

r) nynkre 11  Hacrosamux IlpaBun (3a HCKIIOYEHHUEM CBEIICHUM,
NpPEAYyCMOTPEHHBIX MNoAnyHkramu '"m" um "T"), 0 rpaxkaaHax, yKa3aHHBIX

B noanyHkrax "x" - "u" nmyHkra 12 nHacrosumux IIpaBui, rocymapcTBEHHBIMU

non_n o n__n n
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nH)OPMAIMOHHBIMU CUCTEMaMU B cdepe 37apaBooXpaHeHHs] CyOBEKTOB
Poccuiickont @enepanum.

14. B cnywyae ecnu y ToCyJapCTBEHHON HWH(GOPMAIIMOHHONW CHUCTEMBI
B cdepe 3apaBooxpaHeHus: cyobekta Poccuiickoit denepanum OTCYTCTBYET
TEXHUYECKass BO3MOXHOCTh 10 OOMEHY CBEICHMSIMH, MPEAyCMOTPEHHBIMU
noamyHkramu "0" u "r" mynkrta 13 Hactosimux [IpaBui, cOOTBETCTBYIOIIHE
byHKIMM ~ TOCYAapCTBEHHOW  WH(MOpPMAIMOHHOW  CUCTeMbl B cdepe
3npaBooxpaHeHusi  cyOwbekta  Poccuiickoit ~ denmepanuum  peamusyroTcs
C UCIOJIb30BAaHUEM PETMOHANIBHOTO cermeHnTa deiepanbHOro perucTpa.

CBeneHus, pa3MelIeHHbIE B pEruoHalbHbIX cermMeHTax denepanbHOro
perucTpa, aBTOMATHYECKH B PEXKUME pEaTbHOrO BPEMEHH BKIIHOYAKOTCS
B (henepanbHbIA cermMeHT DeepaabHOTO PETUCTpA.




