NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
oT 12 okTsa6ps 2020 r. N 1656

Ob YTBEP>XXJIEHIU ITPABIJI
BEOEHV ®EJEPAJIBHOI'O PETUCTPA IT'PAJKIAH, UMEIOIINX TTIPABO
HA OBECIIEYEHME JIEKAPCTBEHHBIMU ITPETTAPATAMU, MEJVUIINHCKNMUA
W3OEJIMAMUA U CIITELHVAJIM3NPOBAHHBIMU ITPOAYKTAMMU JIEUEBHOT'O
[MUTAHUS 3A CUET BIOJI)KETHBIX ACCUTHOBAHUI ®EIEPAJIBHOT'O
BIO/IPKETA U BIOJIDKETOB CYBBEKTOB POCCUICKON ®EJIEPAITN

B cooTBeTCTBUM C UacThio 2 cTaTbu 44.1 @enepasbHOro 3akoHa "O6 0CHOBaX OXpaHbl 3[I0POBbS TPAXKAAH B
Poccuiickoit @enepauyn” IpaButenbcTBo Poccuiickoit ®emepaliy MOCTaHOBIISIET:

VTBepanuTh npuaaraemMoie IIpasuia Begenns @emepasbHOro perucTpa rpaxkiaH, MMEIOIX IpaBo Ha
obecrieyeHne JeKapCTBeHHbIMM IIperapaTaMm, MeIUIMHCKMMM U3OeIMIMI U CIIeMaan3MpOBaHHbIMMI
MIPOIYKTaMM JIeUeOHOTO MUTAaHMS 3a CUeT OI0KeTHIX aCCUTHOBaHMI (pemepanbHOrO O10KeTa U OI0IKETOB
cyobekToB Poccuiickoit demeparium.

IIpencenarens [IpaBuTeibCTBa
Poccuiickoi ®emepannmu
M.MUITYCTVH

YTBepKAeHbI

rnoctaHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit ®enepatyn

oT 12 okTs6ps 2020 . N 1656

[TIPABUJIA
BEOEHV ®EJEPAJIbHOI'O PETCTPA IT'PAJKIAH, UMEIOIINX TTPABO
HA OBECIIEYEHME JIEKAPCTBEHHBIMU TIPEITAPATAMU, MEJVIIVNHCKVMUA
W3OEJIMAMUA U CITELHVAJIM3NPOBAHHBIMU ITPOAYKTAMMU JIEUEBHOT'O
IMUTAHUS 3A CUET BIOJI)KETHBIX ACCUTHOBAHUI ®EIEPAJIBHOT'O
BIO/IPKETA U BIOJIDKETOB CYBBEKTOB POCCUICKON ®EJIEPAITN

1. Hactosmue [IpaBuia ycTaHaBAMBAIOT MOPALOK BeeHus PeiepaJibHOTO perncTpa rpakaaH, MMeImx
MpaBo Ha obecrevyeHye JieKapCTBEHHbIMY ITpenapaTamMmy, MegULIMHCKUMU U3AeTUSIMU U
CrelMaJIn3UPOBAHHBIMM MTPOIYKTAMM J1IeUeOHOT0 MUTAHMS 3a CYeT OI0KeTHbIX aCCUTHOBAaHU
(denepanbHOro 6r0IKeTa U OI0AKETOB CyObeKTOB Poccuiickoit ®emepanyu (manee - denepaabHblii
perucTp), B TOM UMcCJie MOPSIAOK AOCTYIAa K CBEIeHUSIM, COAePKallMMCSI B HEM, TTOPSIA0K U CPOKU
npefcTaBlIeHKs cBefeHuii B @elepanbHbI PETUCTD.

2. Begenne ®enepasbHOTO PErMCTpPa OCYIECTBIISIETCS B LIE/ISIX KOOPAMHALIMM IeSITeTbHOCTY denepanbHbIX
OpraHOB MCIOJHUTEIbHO BIACTU, OPTaHOB UCIIOJHUTEIbHOI B/IacTu cyobekToB Poccuiickoit ®enepanuiu,
OpraHOB MeCTHOTO CaMOYIIpaBieHUs, MeAUIIMHCKMX OpraHu3aluii rocygapCTBeHHOM, MyHUIIUTIAAbHO U
YaCTHOJ CUCTEM 3IPaBOOXPAHEHMS B YaCTU obecrieueHsl TpakaaH JieKapCTBEHHbIMM ITperapaTaMu,
MeIVIIVMHCKUMM U3AeIUIMU U CIIeNMaau3YPOBaHHBIMMU ITPOAYKTAMM JIEYeOHOTO IMUTAaHMUS 3a CUeT
OI0MKeTHBIX aCCUTHOBAHMIA elepaTbHOTO OI0IKeTa 1 0I0KeTOB CyobeKTOB Poccuiickoit demepaniyn.

3. CBeneHus, cogepxkainuecs B DenepalbHOM PETUCTPE, UCITIOAb3YIOTCS /151 OCYIECTBAEHMSI MOHUTOPUHTA:

a) IBYDKEHMS M yueTa rpaskaH, MMEIONMX MPaBo Ha obecrievyeHye JeKapCTBeHHbIMY ITperapaTaMu,
MeIVIIVMHCKUMM U3AeIUSIMU U CIIeNMaaIM3YPOBAHHBIMU ITPOAYKTAMM JIEYeOHOTO IMUTAaHMUS 3a CUeT
OI0MKeTHBIX aCCUTHOBAHMIA (elepaIbHOTO OI0IKeTa 1 6101KeTOB CyobeKTOB Poccuiickoit demepaniniu;

6) MOJTHOTHI 06GeCITeueHNsI COOTBETCTBYIOIIMX KATEropuii rpaskaaH JIeKapCTBEHHBIMY MpenapaTaMu,



MeIUIIMHCKUMM U3AeIUSIMU U CTIelMaau3POBAHHBIMMU ITPOAYKTAMM JIEYeOHOTO IMUTAaHMSI 3a CUeT
OI0IKeTHBIX aCCUTHOBaHMI (helepasibHOrO O10/13KeTa 1 610IKeTOB CyobeKTOB Poccuiickoit demepanyn.

4. @enmepanbHbIN perucTp sBisieTcs hegepasbHbIM MHGOPMAIMOHHBIM PECYPCOM U BeJeTCSI B COCTaBe
eIVHOI TocyIapCTBeHHOM MHMOPMAIIMOHHOI cucTeMbl B cdepe 31paBOOXpaHeHMs B 3JIeKTPOHHOM Bu/ie, B
TOM UMCJIe C CII0JIb30BaHMEM MHPPACTPYKTYPbI, O6eceunBaroiei MHGOPMaIMOHHO-TEXHOIOTUUECKOe
B3aMMOJIe/ICTBMEe MHPOPMAIMOHHBIX CYCTEM, MCITOJIb3YEMBIX JIJISI TPEA0CTABIEHS TOCYIaPCTBEHHBIX U
MYHULIUTTATbHBIX YCIYT U MCIIOTHEHMS TOCYIapCTBEHHBIX M MyHULIUTIATbHBIX GYHKIINIA B 37IEKTPOHHOM

dopme.

5. ®enepanbHblii pETUCTP COCTOUT U3 delepasbHOTO M PETMOHATbHBIX CETMEHTOB U COOEPSKUT CBeleHNS],
MpeayCcMOTpeHHbIe MyHKTOM 11 HacTosimux [IpaBut.

BeneHne permoHalibHbIX CerMeHTOB DenepaJbHOTO PerncTpa OCYIeCTBIISIeTCS OpraHaMy UCIIOJTHUTEIbHOM
BJIaCcTU Cy6beKTOB Poccuiickoii @enmepaiiuy B cepe oXpaHbl 310POBbSI.

MuHuctepcTBo 3apaBooxpaHenns: Poccuiickoit @epepanyin SBISIETCS ONlepaTOPOM YKa3aHHOTO B ITyHKTe 4
HacTosmux [TpaBuia nHGOpMaLMOHHOTO pecypca 1 obecreunBaeT ero becriepedboitHoe
(dyHKIIMOHMPOBaHMKeE.

6. PerynupoBaHue OTHOILIEHWUI, CBSI3aHHBIX C BegeHuem ®enepaibHOr0 perucTpa, OCyleCTBIISIETCS B
COOTBETCTBMM C 3aKOHOAATENbCTBOM Poccuiickoit ®epepanym 06 nupopmaimu, MHGOPMAaIMOHHbIX
TEeXHOJIOTUSIX U O 3aliuTe MHGOopMaInm.

7. MUHUCTEPCTBO 3[paBooxpaHeHust Poccuiickoit @egepanuy obecrieurBaeT KOH(PMIEHIMATbHOCTD
CBeJleHUM, comepxkamuxcs B PelepaibHOM perucTpe, a TaKKe XpaHeHue U 3alUTY TAKUX CBeJeHUI1 B
cooTBeTCcTBUM ¢ DenepanibHbIM 3aKOHOM 'O TTepCOHaTbHBIX JAHHBIX .

8. ®enepanbHbIl pErUCTP BeJeTCs IIyTeM BHeCeHUS perCTPOBOM 3alUCH C IPUCBOEHMEM YHUKAIBLHOTO
HOMepa peruCcTpoBOi 3alIMCH U YKa3aHMeM [aThl ee BHeCeHMs.

[Ipu BHeCeHUM U3MEHEHUI B CBeIeHMSI O IPaskIaHax, MMEeIIMX IIPaBo Ha obecreueHye JeKapCTBeHHbIMU
npernaparamu, MEAMLUVHCKUMY U3LeIUSIMU U CIIeIMaau3YIPOBAaHHBIMM IPOAYKTaMM JIeYeOHOTO MUTaHMS 3a
cueT GI0JIKETHBIX aCCUTHOBaHMII eepanbHOTO GI0KeTa U O10/I3KeTOB Cy6beKToB Poccuiickoit Denmepaiinmy,
IOJIKHBI OBITh COXpaHEeHbI YHUKAIbHbBIV HOMEP PETUCTPOBOI 3aIIMCH U UCTOPHUSI BHECEHMS U3MEHEHMUIA.

9. locTym K CBeeHUsIM, comepxkaiumcs B @enepaibHOM perucTpe, rnpenocrapisieTcss MUHUCTEPCTBOM
3apaBooxpaHeHust Poccuiickoit @enmepaiiny B COOTBETCTBUM C ITyHKTaMu 45 - 48 TTososkeHMST 0 eIVHO
rocymapCcTBeHHOV MHMOPMAaIIMOHHOI cucTeme B cepe 3 paBOOXpaHEeHNS, YTBEPKIEHHOTO
roctaHoByieHneM [IpaButenbcTBa Poccuiickoit @emepariyu ot 5 masg 2018 r. N 555 "O egunoi1
rocyIapCTBEHHOM MHDOPMAIIMOHHO ciucTeMe B cpepe 3apaBooXpaHeHus " .

10. Doctyn Kk ®egepaaibHOMY PETUCTPY OCYIIECTBIISIETCS Ha OCHOBE MPYHIIMIIOB 00eceueH s
IOCTOBEPHOCTHU, aKTyaJIbHOCTH, 1[eJIOCTHOCTY U MOJIHOTHI ITpeJoCTaB/IsieMOit U 1moJyuyaeMoii MHbopMaIuu,
a Takke KOHGUAeHIMATbHOCTM MHGOPMAIIUK, JOCTYII K KOTOPO¥ OrpaHMueH 3aKOHOAATe/IbCTBOM
Poccuiickoit ®egepauym.

11. ®enepanbHbIii PETUCTP COOEPSKUT CJIeAYIOIIe CBeIeHNS :

a) CTPaxoBO¥ HOMEP MHAVBUIYATbHOTO JIMIIEBOTO CUETA TPAakIaHMHA B CHCTEME 0053aTe/IbHOTO
MeHCMOHHOTO CTpaxoBaHMsI (P HATUMUMN);

6) bamuaus, UM, OTYECTBO (IIPU HATUUNM) TPasKIaHMHA, a Takke paMuins, KoTopast Oblja y Hero mpu
pOXKIeHUH;

B) 1aTa POXKIOEHMS;

r) I10JI;



,H,) agpec MecCTa JKUTeJIbCTBa, MeCTa Hp66bIBaHI/IH nin Mmecta (baKTI/I‘-IECKOI‘O IMIPOXMBaHUA

€) cepust M HoOMep IMacrnopra (CBUAETENIbCTBA O POKIEHUM) UIU YAOCTOBEPEHMS IMUYHOCTH, 1aTa BhIAAUN
yKa3aHHbIX JOKYMEHTOB;

’K) HOMep Tojyca 06513aTe/IbHOT0 MeAUIIMHCKOTO CTPaXOBaHMsI 3aCTPaXOBaHHOTO JINIIA;
3) CBeZleHMs O IPaKIaHCTBe;

") cBeieHMsT 00 OCHOBAHMSIX MPeObIBaHMS MU TTPOKMBaHMS B Poccuiickoit demeparyu (IJis1 ”HOCTPAHHOTO
rpaxkmaHuHa, nia 6e3 rpakJaHCTBa, B TOM 4uc/ie 6ekeHIa);

K) JaTta BriItoueHus B @efepanbHbIi pETUCTD;

) AMar{o3 3a6osieBaHus (COCTOSIHME) U ero Kof, 110 MeskaAyHapoIHO CTaTUCTUUECKOM Kaaccupuraumm
6ose3Helt 1 mpobyieM, CBSI3aHHBIX CO 3I0POBbEM

M) KaTeropus rpaxnuaH (rpyIia HaceJeHus ), MMeIMX ITpaBo Ha obecrieueHue iIeKapCTBEHHbIMU
rpernaparamm, MEAULIMHCKUMY U3HEIUSIMU U CIIeIMaTN3POBAHHBIMM MTPOIYKTAMM JI€UeOHOTO TTUTAHMS,
KaTeropusi 3a60yieBaHMsI, KOTOpAs SIBJISIETCSI OCHOBaHMEM 151 00ecriedeHus JIeKapCTBeHHbIMMU
npenapatamiu, MeAULMHCKUMY U3AeIUSIMU U CTIelMaau3MPOBAHHBIMM MPOAYKTaMM JIe4eOHOTO MTUTaHMS, B
TOM 4McIie ¢ yaeToM [lepeuHs IpyIii HaceJeHUs U KaTeropuit 3aboseBaHuit, mpu amM0OyJ1aTOPHOM JIeueHU
KOTOPBIX JIeKapCTBEHHbIE CPeNCTBA U U3Le/UsI MeAULMHCKOrO Ha3HaYeHMS OTITYCKAIOTCS T10 pelernTam
Bpaueit 6ecriyiaTHO, 1 [lepeuHs rpyImin HaceleHus, Ipy aMOYyIaTOPHOM JieueHUM KOTOPbIX JIeKapCTBeHHbIe
CpeaCcTBa OTITYCKAIOTCS I10 pelleriTaM Bpaueii ¢ 50-TpoleHTHOM CKUIKOI, YTBEePsKIeHHbIX ITIOCTAHOBIEHMEM
[IpaButenbcTBa Poccniickoit @epepaunm ot 30 nroiis 1994 r. N 890 "O rocynapCcTBeHHOI nOAgepKKe
pa3sBUTUS MEeIUIIMHCKOM MTPOMBIIUIEHHOCTM U YIYUYIIEHUY oOecrieueHsI HaceJeHUs U YU peXIeHUiA

3 paBOOXpaHeHMs 1eKapCTBEHHBbIMM CpeICTBAMU U U3LeINIMU MeIULIMHCKOrO Ha3HaYeHus ' ;

H) MCTOYHUK (l)I/IHaHCI/IpOBaHI/IH obecreuyeHust IrpakgaH JIeKapCTBEHHBIMMU IIpeliapaTamMim, MEOIULIMHCKMMU
n3nejansamMmn 1 Crieqajan3mpoBaHHbIMU ITPOOYKTaMMU Je4yebHOTro IMMTAaHUA;

0) CBeOEeHMA O Ha3HAYEHUN U OTITYCKe JIEKapPCTBEHHBIX ITpEIapaToB, MEAMIIMHCKNUX I/I3,H,EJII/II7I n
CIIeqMaJIn3MpoOBaHHbBIX ITPOAYKTOB Jeuye6HOoTro MMMUTaHM, YKa3aHHbBIX B ITIOAITYHKTE "M" HaCTOSIIEro IIYHKTA;

I1) YHUKAJIbHbIN HOMEpP PeruCcTPOBOI 3aCH;

p) CBeZleHMsI 0 MeIUIIMHCKOI OpraHM3alu, OCYIeCTBISIONel MeaUIIMHCKOoe 06CaykK1BaHMe (C yKasaHueM
HaMeHOBaHMS MeJUIIMHCKOM opraHu3alyi, OCHOBHOTO TOCYAapCTBEHHOTI'0 PerucTpalMOHHOTO HOMepa,
Koga rmo O61mepoccuitckomy KiaaccupukaTopy npearpusiTuii M opraHusaiinii);

¢) MHpopMalMs 0 BKIIOUeHMM CBeIeHU 0 TpaskJaHuHe B pefepanbHbie PerUCTPhI, IPeIyCMOTpPEeHHbIe
yacThio 2.1 cTraTbu 43, yactsavu 4 u 8 cratbu 44 ®egepanbHOro 3akoHa "0O6 ocHOBaX OXpaHbI 340POBbS
rpaxkgaH B Poccuiickoit @egepauyn’, cratbeli 6.4 @enepanbHoro 3akoHa "O rocygapCTBeHHO COLIMaIbHOM
TOMOIIM ", B IIeJISIX 0GecIieye sl ero JIeKapCTBeHHBIMM ITperapaTaMy 3a cUeT GI0KeTHBIX aCCUTHOBAHMIA
dbenepanbpHOro 610IKETA;

T) CBeIeHMSI O HIMuMM (OTCYTCTBMM) Y TpaKAaHMHA ITpaBa Ha MoJlydeHe COlMaabHO YCIYTU B BUze
obecrieueHnst JIeKapCTBEHHBIMM IIperapaTaMy, MeIUIVMHCKUMU U3OeTUSIMU U CIeIMaau3MPOBaHHBIMU
MPOAYKTaMM JIeueOHOTO MUTAHUS IJ1s1 IeTeii-MHBAIUIOB B TEKYILEM TOAY;

y) CBeJleHMs O TJIAHOBOJ U (haKTUUYECKOM MOTPeOGHOCTSIX TpakIaHMHA B JIEKAPCTBEHHBIX ITperaparTax,
MeIUIIMHCKUX U3IeNUSIX U CIelaau3MPOBaHHbBIX MPOAYKTaX JeueOHOro MUTaHMS;

®) mubopmanys 06 MCKITIOUEHNM CBeIeHUI O TpakImaHuHe u3 (emepaabHbIX PETUCTPOB,
MpeyCMOTPEHHBIX YacThio 2.1 cTaThy 43, yacTamu 4 u 8 cratbu 44 GenepanbHoro 3akoHa "0O6 ocHoOBax
OXpaHbl 310pOBbS Ir'paxkaaH B Poccuiickoit Penepauun”, ctatbeii 6.4 GemepanbHoro 3akoHa "O
roCyapCTBEHHOM COLMAIbHONI IMTOMOIIN ",



12. ®enepaabHbIil PETUCTP COMEPKUT CBEAEHMS O CIeAYIOIINX KaTeropusX TpaxkaaH, MMeIOIIyX MPaBo Ha
obecreueHue JieKapCTBEHHbIMM IIpenapaTaMmi, MeIUIIMHCKUMU U3AeIUSIMU U CIIel a3 POBaHHbIMU
MPOAYKTAaMM JIeueOHOTrO MUTAaHMS 3a cUeT GI0KeTHhIX aCCUTHOBAHMII eepaqbHOTO OI0KeTa U GI0/IKETOB
cyobekToB Poccuiickoit ®enepanumn:

a) MHBAINUIbI, e TU-UHBAIUIbI;

0) rpakaaHe, MMeOIIMe MPABO Ha MOJIyYeHMe roCcyIapCTBEHHO COLMAaIbHO MTOMOIIY B BU/IEe COLMAIbHOM
YCJIYTY 10 00eCIIeUeHMIO B COOTBETCTBUM CO CTAHAAPTAMM MeIUIIMHCKOI ITOMOIIY HeOOX0IVIMbIMU
JIeKapCTBEeHHBIMMU IIperapaTamu s Me IUIMHCKOro MPMMeHeHMs 0 pelierniTaM Ha JieKapCTBeHHbIe
ImpenaparTbl, MeAUIIMHCKUMMU U3OeaUsIMU 10 pelleliTaM Ha MeOULIMHCKMe U3denns, a TakKe
CIenaaM3UPOBAHHBIMMU ITPOAYKTAMM JIeUeOHOTO MUTAHMS IJIs1 IeTeii-MHBAIUIOB, YKa3aHHbIE B CTAThIX
6.1 n 6.7 ®enepanbHOro 3akoHa "O rocyaapCTBEHHOM COIMATIBLHONM MTOMOIIU ", 3a UCK/TIOUEHUEM JIUII,
YKa3aHHBIX B IOJANYHKTE "a" HACTOAIero MyHKTa;

B) rpaskJaHe, KOTOPbIM MTPeJOCTABIISIIOTCS TOCYIaPCTBEHHbBIE TAPAHTUY B BUE 00eCTieueHu s
JIeKapCTBEHHBIMM TTperapaTamMu B COOTBETCTBUM C YacCThI0 7 cTaThy 44 OenepanbHOro 3akoHa "O6 0CHOBax
OXpaHbl 3I0POBbS IrpaxkaaH B Poccniickoii ®enepauyn’;

r) Iniia, THQUIMPOBaHHbIE BUPYCOM MMMYHOIeDUIIMTA YeI0BeKa, B TOM UMC/ie B COUeTaHUM C BUPYCaMU
renatuToB B u C, obecrieueHie KOTOPbIX aHTUBUPYCHBIMY JIeKapCTBEHHBIMM TIperiapaTaMu JJIsi
MeIUIMHCKOTO IIPMMeHeHMsI OCYIeCTBIISIETCSI B COOTBETCTBUM C ITyHKTOM 19 yactu 1 ctaTbu 14
denepasbHOTO 3aKoHa "O6 OCHOBaX OXpaHbI 3O0POBbS rpaxkaaH B Poccuiickoit ®emepannm”;

Il) Tulla, HaXOAsIIIMecs oA, AUCIIaHCepPHBIM HaOTI0ieHeM B CBSI3Y C TyOepKye30M, U 60IbHbIe
TyGepKyJIe30M, B TOM UMCJIe C MHOKECTBEHHOI JIEKaPCTBEHHO YCTOMUMBOCTHIO BO30OYAUTEIIS,
obecrieueHye KOTOPBIX aHTUOAKTepUATbHBIMY U IIPOTUBOTYOEPKY/I€3HBIMM JIEKAPCTBEHHBIMMU
rperapaTamm i1 MeAUIMHCKOTO MPMMeHeHMs OCYIIeCTBIISIETCSI B COOTBETCTBUM C MyHKTOM 20 yactu 1
cratbyu 14 ®enepanbHOro 3akoHa "O6 0CHOBaxX OXpaHbI 370POBbS I'paxkaaH B Poccuiickoit @epepanum” u
ITyHKTOM 4 cTaTby 14 ®emepanbHOTo 3akoHa "O MpeaynpeskaeHn paciipocTpaHeHus TybepKyse3a B
Poccuiickoit @enepaiun’;

e) rpakaHe, CTpagalolie 3a60/IeBaHUSIMI, BKIIOUEHHBIMY B TTepeueHb SKU3HEYTPOSKAIONUX U
XPOHMYECKUX ITPOTPECCUPYIOIINX PeaKkuX (opdhaHHbIX) 3a00eBaHMi1, TPUBOISIINX K COKPALIEHMIO
MPOIO/IKUTEIbHOCTY KU3HU TPpaKAaH MU UX UHBAIUIHOCTYU, KOTOPBIM ITpeI0CTaBIISIIOTCS
rocygapCcTBeHHbIe rapaHTUM B Biie oOecrieueHus ieKapCTBeHHbIMY ITperapaTamMmu u
CIeVaaM3UPOBAHHBIMM ITPOAYKTAMM JIEUEOHOTO MUTAHMS B COOTBETCTBUM C YACThIO 4 CTAaThy 44
denepasbHOTO 3aKoHa "O6 OCHOBAX OXpaHbI 3OPOBbS rpaxkaaH B Poccuiickoit @emepanym’”;

K) IpaskaaHe, obecrieueHre KOTOPhIX IPY OKa3aHUM Ma/UIMAaTUBHOM MeIUIIMHCKOM ITOMOII
MeOUIIMHCKUMU U3IeNUIMU, IpefHa3HaueHHbIMU JJIs1 Mo iep>kaHust PYHKIMIT OpraHOB U CUCTEM
opraHu3Ma yejoBeKa, AJ1s UCII0Jb30BaHMS Ha IOMY I10 IlepeyHIo, yTBepKaeHHOMY MUHUCTEPCTBOM
3apaBooxpaHeHus: Poccuiickoit @emepaiiniy, a Takke JeKapCTBEHHBIMMU IIpelapaTamMy Mpy MocelieHusIX Ha
IIOMY, OCYIIeCTBJISIETCSI B COOTBETCTBUM C YaCTbIO 4 cTaTby 36 1 yacThbio 2 cTraTbyu 80 DegepaibHOro 3aKOHA
"06 ocHOBax OXpaHbI 3I0POBbS rpaskaaH B Poccuiickoii ®epepanym’;

3) KaTeropum rpaskaaH, MMellnye IpaBo Ha obecrieyeHne JeKapCTBeHHbIMU IIperapaTaMu 1
MeIUIIVMHCKUMM U3AEIUSIMU B COOTBETCTBUM € [lepeuHeM IpyIIIl Hace/leHUs 1 KaTeropuit 3a60/1eBaHuiA,
rpu aMOyJIaTOPHOM JieueHUM KOTOPBIX JIEKapCTBEHHBIE CPeNCTBA M U3V MeIUIIMHCKOTO Ha3HAYeHUST
OTITYCKAIOTCS TI0 pellernTaM Bpadeii 6ecriaTHo, ¥ [lepeuHem rpymil HaceJaeHus, Py aMOyJIaTOPHOM
Jle4YeHUM KOTOPBIX JIeKapCTBEHHbIE CPeCTBa OTITYCKAIOTCS T10 peliernTaM Bpaveit ¢ 50-TIpoIieHTHO
CKUJIKOM, YTBEP>XXAEHHbIX ITOcTaHOBIeHeM [IpaButenbcTBa Poccniickoit @emepaunm ot 30 uionsg 1994 r. N
890 "O rocymapCTBeHHOM MoAAepsKKe pa3BUTUS MeIULIMHCKOM TPOMBILIJIEHHOCTY U YIy4IlIeHUN
obecrieueHMsT HaCeJeHUS U YUPEXAeHNUI 3 paBOOXpaHeHMsI JIeKapCTBEHHBIMM CPeICTBAMU U U3 eIUSIMU
MeIUIIMHCKOTO Ha3HayeHus";



n_n

M) KaTeropuu rpaxaH, He yKazaHHbIe B IIOAITYHKTe "3" HACTOSLero IyHKTa, MMelollye [1IpaBo Ha
obecrieyeHue JeKapCTBeHHbIMM TTpernapaTaMu M MeJIUIIMHCKUMU U3eTUIMU 6eCIIaTHO WIK C
MIATULECATUIIPOLIEHTHOM CKUIKOM B COOTBETCTBUY C HOPMATUBHBIMU IIPaBOBBIMM akTaMu Poccuiickoit
®enepanyy wim cyobekToB Poccuiickoit ®emepanyn.

13. ExxenHeBHO B @efiepaibHblil PErMCTP B 3/IEKTPOHHOM BHJie NIPeICTaBIISIOTCS CBeleH s, YKa3aHHbIe B:

a) nyHkTe 11 Hacrosmux [IpaBui (3a UCK/IIOUEHMEM CBeleHNI, IIPeyCMOTPeHHBIX IOANTYHKTaMK "X, "n" -
‘n","H" - "p"u"y"), 0 rpakgaHax, yKa3aHHbBIX B MOAIYHKTAxX "a" 1 "0" myHKTa 12 HacTosmux [TpaBui, 13
®depnepanbHOTO perncTpa JnL, UMewlX IIPaBo Ha MoJy4eHre roCyAapCTBEHHOM COLMaIbHOM ITIOMOIIV, U

eIVMHOMN FOCYﬂapCTBeHHOﬁ I/IHCI)OPMB.LWIOHHOVI CUCTEMbDI COLIMAaJIbHOTO o6ecnequM51;
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6) moanmyHkrax X", "k", "n", "H", "0", "p" u "y" nyHkTa 11 HacTosiuux I[IpaBui, o rpakaaHax, yka3aHHbIX B
MoAMyHKTax "a" u "6" myHkTa 12 HacTosmux [IpaBu, rocysapcTBeHHbIMY MH(POPMALIMOHHBIMYU CUCTEMaMU
B cdepe 3mpaBooxpaHeHms cyobeKkToB Poccuiickoit Demeparinm;

B) myHKTe 11 HacTtosmmx [TpaBui (3a UCK/IIOUEHMEM CBe[eHUI, ITPeLyCMOTPEHHBIX MOAITYHKTaMU "II" U
"T"), 0 TpakAaHaX, YyKa3aHHbBIX B MOAIYHKTax 'B" - "e" myHKTa 12 HacTosmux [IpaBui, moacmucremoin
BeJleHUS CIelUaJIU3UPOBAHHBIX PETUCTPOB TAIMEHTOB I10 OTAE/JIbHBIM HO30JIOTUSIM U KaTEropusm
rpakgaH, MOHMTOPUHTA OPraHM3aluy OKa3aHUS BbICOKOTEXHOJIOTUYHON MeIUIMHCKOM MTOMOIIN U
CaHATOPHO-KYPOPTHOTO JIEUEHMSI eIMHOI rOCyIapCTBEHHO MHPOPMAaLMOHHO CHCTEMBI B cepe

3O0paBOOXpPaHEHNI;

r) nyHKTe 11 HacTosmux I[IpaBui (3a MCKIIOUEHMEM CBeIleHMI, TPeyCMOTPEHHbBIX MOANYHKTAMU "TI" U
"T"), 0 TpakaHax, yKa3aHHbBIX B MOAIIYHKTaxX X" - "u" myHKTa 12 Hactosuux [IpaBuii, rocygapCcTBeHHbIMU
MH(pOpMaIMOHHBIMU CMCTeMaMMU B chepe 31paBooXpaHeHNs CyobekTOB Poccuiickoit Demepaunin.

14. B ciryyae ecsin y rocyiapcTBeHHOM MH(MOPMaIMOHHOI cucTeMbl B cdepe 31paBOOXpaHeHMsI CyObeKTa
Poccuiickoit @eepaniyiyt OTCYTCTBYET TeXHMYECKAsI BOSMOKHOCTD 110 OOMeHY CBeIeHUSIM U,
MpeayCMOTPEHHBIMM MOAMYHKTaMu "6" 1 "T" myHKTa 13 HacTosinux [TpaBuiI, COOTBETCTBYIOIIME (PYHKIMK
rocyIapCTBEHHOM MHMOPMAIIMOHHO CUCTEeMBI B cdhepe 3apaBooXpaHeHMs cyobekTa Poccuiickoii
@enepauyy peaan3syrOTCS C MCII0JIb30BaHMEM perMOoHaabHOro cermMeHTa deepajbHOrO pernucrpa.

CBEILEHI/[?I, pasMmelleHHbIe B pErMOHaJIbHbIX CerMeHTax dbenepaanoro perucrpa, aBToMmaTu4eCK B
peXmMe peajibHOro BpeMeHU BKIIOYalTCA B d)enepaanbIﬁ CEerMeHT dDeLLepaanoro permcTpa.



