NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

ITOCTAHOBJIEHUE
ot 12 okTsi6pst 2020 r. N 1656

OB YTBEPKIEHUU ITPABUJI
BEOEHUS ®EIEPAJIBHOTO PETVICTPA ITPASKIIAH, UMEIOIIVX [TPABO
HA OBECIIEYEHUE JIEKAPCTBEHHBIMU ITPEITAPATAMU,
MEIULIMHCKUMU
V3IEVSIMU U CIIELIUAJIM3UPOBAHHBIMU ITPOJIYKTAMU
JIEUEBHOT'O
[IUTAHUY 3A CUET BIOI)KETHBIX ACCUTHOBAHUI ®EIEPAJIBHOTO
BIO/IDKETA U BIO/IP)KETOB CYBBEKTOB POCCUMICKON ®EJEPALIVU

B cooTBeTCcTBUM C YacThio 2 cTaThy 44.1 DepepanbHOro 3akoHa "0O6 OCHOBAxX
OXpaHbl 3I0POBbS IrpakaaH B Poccuiickoit ®enepanyn” [IpaBUTeIbCTBO
Poccuiickoit ®enepaliiyt IOCTaHOBJISIET:

YTBepauTh npunaraemole [IpaBuia Begenus d@engepajibHOro peructpa
rpaxJiaH, MMeIoIIX IPaBo Ha obecreveHye JieKapCTBeHHbIMU
rpernapaTamu, MeIULIVHCKUMU U3LENUSIMU U ClIeLMaan3POBaHHBIMU
MIPOIYKTaMM JIeYeOHOTO MUTAHMS 32 CYET OI0IPKe THBIX aCCUTHOBAHMIA
denepanbpHOro 6103KETa U 610/IKETOB CYOBHEKTOB Poccuiickoit @emepanyn.

IIpencenatens [IpaBuTebCTBA
Poccuiickoit @enepatyn
M.MUIIYCTHH

VTBepXKaeHbl

rnoctaHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit ®enepatn

oT 12 okTs6ps 2020 . N 1656

[TPABUJIA
BEOEHVA ®ENJEPAJIBHOI'O PETICTPA T'PAJKIAH, UMEIOIINX TTIPABO
HA OBECIIEYEHME JIEKAPCTBEHHBIMU ITPETTIAPATAMMU,
MEIMIOVHCKUMUA
M3OEINAMN 1 CIIEHVATIN3MPOBAHHBIMU ITPOIYKTAMUA
JIEHEBHOI'O
[MUTAHUSA 3A CUET BIOJIXXETHBIX ACCUTHOBAHUI ®EJEPAJIBHOT'O



BIOZIPKETA U BIOJIDKETOB CYBBEKTOB POCCUICKON ®EJIEPAITN

1. Hactosimine I1paBuiia yCcTaHAaBIAMBAIOT MOPSIIOK BeaeHMs PenepabHOTO
perucTpa rpakjaH, MMeIIuX IIPaBo Ha obecrieyeHye JeKapCTBe HHbIMU
npenapaTamu, MegULIMHCKUMU U3TeIUIMMA U CIIelMaan3upoBaHHbIMU
MPOAYKTAaMM JIeueOHOTO IMMUTAHMS 3a CUeT OIOAYKETHBIX aCCUTHOBAHMIA
dbenmepanbHOro 6r0/KeTa U OI0IKETOB Cy6HEKTOB Poccuiickoit demepauym
(manee - @emepaabHbIN PETUCTP), B TOM YMCJIE TTOPSAOK AOCTYMA K
CBeJIeHMSIM, COIep>KalllMMCS B HEM, TIOPSIOK U CPOKM IIpeiCTaB/IeHUs
cBeneHul B @efepajibHbIN PETUCTP.

2. Benenue @enepasibHOTO perucTpa OCyILeCTBISETCS B LeIsIX
KOOpAMHAIUY essTebHOCTY dhenepaibHbIX OPraHOB UCIIOJHUTETbHO
BJIACTY, OPTAHOB MUCIIOJIHUTEIbHO BIACTU CyObeKTOB Poccuiickoii
denepanyy, OpraHOB MECTHOT'O CAMOYIIPaBIeHNS, MeIUIMHCKUX
OpraHm3aiuii ToCyIapCTBeHHOM, MYHUIIUTIAIbHOM U YaCTHOM CUCTEM
3IpaBOOXpPaHEHMSI B UaCTU obecrieueHus TpaxkaaH JieKapCTBeHHbIMMU
rpernapaTamu, MeIULIUHCKUMU U3LENUSIMU U CIIeUaaIn3upOBaHHBIMU
MTPOIYKTaMM JIeYeOHOTO MUTAHMS 32 CYET OIOIKE THBIX aCCUTHOBAHMIA
dbenepanpHOro 610KeTa U O10/IKETOB CyOBHEeKTOB Poccuiickoit ®emepanyn.

3. CBeneHus, cogepxainuecs B denepaibHOM PETUCTPE, UCITIOIb3YIOTCS JIJ15
OCYIIeCTBJI€HMSI MOHUTOPUHTA:

a) IBYDKEHMSI M yueTa rpakaaH, MMeIOIIMX IIpaBo Ha obecrieyeHne
JIeKapCTBEHHbIMY ITperapaTaMiu, MeIVUIVHCKUMY U3NeIUIMU U
CIeyaau3UpPOBaHHBIMMU IIPOAYKTAMM JIeueOGHOr0 MUTAHMS 3a CUeT
OI0MKeTHBIX aCCUTHOBAHMIA (pemepasbHOTO OI0IKeTa U OI0IKETOB
cyobekToB Poccuiickoit denepannn;

6) MOJTHOTBI 0OecreYeHnsI COOTBETCTBYIOIIMX KaTeropuit rpaskaaH
JIeKapCTBEHHBIMU ITperiapaTaMiu, MeIUIMHCKUMY U3AeTUIMU U
CIeaaM3UPOBAHHBIMU ITPOAYKTAMM JIeUeOHOTrO MUTAHMS 33 CUET
610MKeTHBIX aCCUTHOBAHMIT (pemepasbHOTO O10/I3KeTa U OI0IKETOB
cyobekToB Poccuiickoit denepativn.

4. ®enepanbHbIVi perUCTp sABASIeTCS hemepanbHbIM MHPOPMALMOHHBIM
pecypcoMm 1 BelieTCs B COCTaBe eIMHONM rocygapCTBEeHHOM
MHGOPMAIMOHHO cuCTeMBI B chepe 3apaBOOXpPaHEHMS B 3JIEKTPOHHOM
BIJIE, B TOM UMCJIE C UCITOJIb30BaHMEM MHPPACTPYKTYPbI, 06ecIieunBaroI e



MH(OpMaIMOHHO-TeXHOIOTMUeCckoe B3auMo/ieiicTB1e MHGOPMaLMOHHBIX
CUCTEM, UCII0JIb3YEMBbIX [IJISI IPeIOCTaBIeHMS TOCYIAPCTBEHHBIX U
MYHULIMIIATbHBIX YCIYT U UCTIOJTHEHUS TOCYIapCTBEHHBIX U
MYHUIIUTIATbHbIX QYHKIMI B 9JIEKTPOHHOI (popme.

5. ®emepanbHbIit PETUCTP COCTOUT U3 (PelepasibHOTO U PEerMOHaTbHbIX
CerMeHTOB U COLEePKUT CBeLleHMs, [IpeJyCMOTPeHHbIe ITyHKTOM 11
HacTosmux [IpaBui.

Benmenne permoHa/ibHBIX cerMeHTOB PelepasbHOTO perucTpa
OCYILIeCTBJISIETCSI OpraHaMM UCITOJTHUTEIbHO BJIaCTU CyObeKTOB
Poccuiickoit @emepauyn B cpepe oXpaHbl 340POBbSI.

MuHucTepcTBO 30paBooxpaHenns: Poccuiickoit @epepauiyin SBIsIETCS
OrepaTopoM YKa3aHHOTO B ITyHKTe 4 HacTosmux [TpaBut
MHGOPMAIMOHHOTO pecypca 1 obecrieunBaeT ero becrepeboitHoe
GbyHKIMOHMPOBaHME.

6. PerynupoBaHue OTHOILIeHNIA, CBSI3aHHBIX C BefeHMeM DeepaqbHOr0O
perucTpa, oCcyliecTBIsIeTCs B COOTBETCTBUY C 3aKOHOAATEIbCTBOM
Poccuiickoit ®enepanyy 06 nabopmanm, HGOPMaLMOHHBIX
TEeXHOJIOTUSX U O 3aIiuTe MHGOpMaIM.

7. MuHMCTEpCTBO 34 paBooxpaHeHns: Poccuiickoit @epgepaun
obecreunBaeT KOHPMIEHIMATbHOCTb CBEIEHMIA, COMEePKAIIVXCS B
demepaJbHOM PETUCTPe, @ TAKKe XpaHeHMe U 3alUTy TaKUX CBeJeHUI B
cooTBeTCTBUM ¢ PenepanbHbIM 3aKOHOM "O IepCcOHa/IbHBIX JaHHBIX ".

8. ®enepasibHbINV PETUCTP BeeTCs TyTeM BHECEHSI PeTMCTPOBOI 3aIIUCH C
MPUCBOEHMEM YHUKAJIbHOTO HOMepa PerMCTPOBOIi 3alUCH U YKa3aHUeM
JlaThl ee BHECEHMSI.

[Ipu BHeCeHUM M3MeHeHMI B CBefleHMs O TPaXIaHaX, MMeIIX MPaBo Ha
obecrieueHue JeKapCTBeHHbIMM TTperapaTtamMmim, MeIUIIMHCKUMY U3AeTUIMU
Y CHIeMaanu3MPOBAHHBIMY ITPOAYKTAMM JIeUeOHOTO MUTAHMS 34 CUET
610MKeTHBIX aCCUTHOBAHMIT (pemepasbHOTO OI0/I3KeTa U OI0IKETOB
cyobekToB Poccuiickoit @enmepaiiin, J0IKHbBI ObITh COXPAaHEHbI
YHUKaJIbHbIV HOMeP peTUCTPOBOIA 3alMCHU U UCTOPUSI BHECEHUS
U3MEHEeHUIA.

9. [locTyTl K cCBeleHMsIM, cofepskamumcs B @eepasibHOM perucrpe,



rpenocTasiisieTcss MMHMUCTEpPCTBOM 3[IpaBooXpaHeHus Poccuiickoii
denepanuy B COOTBETCTBUM C TyHKTaMu 45 - 48 TTosioxkeHMsI 0 e qUHOI
rocyIapCcTBeHHO MHOOPMalMOHHOI cucTeMe B chepe 34paBOOXpaHeHM s,
YTBEPXKIEHHOTO0 MocTaHoB/eHueM IIpaButenbcTBa Poccuiickon @enepanym
ot 5 mast 2018 r. N 555 "O egmHOI rocymapCcTBeHHOV MH(OPMAIIMIOHHO
cucreMme B cepe 34paBoOOXpaHeHNs".

10. octyn K @enepalibHOMY PETUCTPY OCYIIECTBJISIETCS HA OCHOBE
MIPUHITUIIOB 06ecIieueHN s TOCTOBEPHOCTH, aKTyaIbHOCTH, I[€JIOCTHOCTYU U
TOJTHOTBI MPeIOCTaBIIsIEMOI U IToTydaemMoi MHGopMaluu, a Takxke
KOHUAeHIIMaTbHOCTY MHMOpMAIK, JOCTYIT K KOTOPOJ OrpaHNYeH
3aKOHOaTebCTBOM Poccniickoii ®enepanmn.

11. ®epepasibHbBIN PETUCTP CONEPKUT CJIEAYIONIVE CBeIeHUS:

a) CTanOBOVI HOMED MHAMBUAYAJIbHOTO JIMIIEBOI'O CUETa I'pa>XdaHMHA B
cucTeMe 06513aTe/IbHOIO IEHCMOHHOTO CTpaXOBaHUA (HpI/I HaJ'II/ILII/II/I);

0) dbamumamns, UMsI, OTYECTBO (TIPU HATMUMUM) TPasKIAHMHA, a TAKKe
dbamunst, KoTopas 6bl71a Y HEero Ipu posKIeHUN;

B) JaTa pOXOEeHNS;
T) [10JT;

Il) aipec MecTa KUTeJIbCTBA, MeCTa IpeObIBaHMS UM MecTa (aKTUUEeCKOTo
MIPOKMBAHUS;

€) cepusi U HOMeD Tacrnopra (CBUAETEeNbCTBA O POXKAEHUN) UIU
YO OCTOBEPEHMS TMYHOCTH, AaTa BbIJAUM YKA3aHHBIX JOKYMEHTOB;

)K) HOMEDp ImoJimca 00513aTeJILHOTO MEeIUIINMHCKOI'O CTpaXOBaHMA
3aCTpaxOBAaHHOTO JINILIA,

3) CBeOeHNAd O TpaXKdaHCTBE;

") CBeJeHNsI 06 OCHOBAHMSIX ITPeObIBAHMS MM IIPOKUBAaHMS B Poccuiickoii
depepany (I8 MHOCTPAHHOIO IPasKIaHMHA, 1L 6e3 rpakaaHCTBa, B TOM
yycie 6eKeHIa);

K) IaTa BKIoUeHMs B @enepaabHblil perucTp;

JI) IMarHo3 3a6oieBaHMs (COCTOSIHME) M €0 KO, 110 MeskayHapoIHO



CTAaTUCTUYECKON KJ'IaCCI/ICbI/IKaLU/II/I 6ose3Hen u HpOGJ’IEM, CBsA3aHHBIX CO
300POBbEM;

M) KaTeropus rpakaaH (rpyrirna HacejJleHus), MUMeIOluX MpaBo Ha
obecreueHue IeKapCTBEHHBIMM ITpernapaTaMiu, MeOUIMHCKUMU U3OeIUIMU
Y CHIeIMaIM3MPOBAHHBIMY ITPOAYKTAMM JIeUeOHOTO IMMUTAHMSI, KATerOpust
3a00j1eBaHMS, KOTOPAS SIBJISIETCSI OCHOBaHMeEM JJ1s1 06ecrieueHnust
JIEKapCTBEHHBIMM IIpernapaTamu, MeIUIMHCKUMU U3TeIUIMU U
Crenaau3upOBaHHBIMMU MTPOAYKTAMM JIeueOHOTO MUTAHMSI, B TOM UMCIIE C
yueToM IlepeuHst TPyIIN HaceJeHusI M KaTeropuii 3a60eBaHmii, mpu
aMOyJIaTOPHOM JIeUeHUM KOTOPBIX JIEKAPCTBEHHBIE CPEICTBA U U3 IS
MeIUIIMHCKOTO Ha3HAuUeHMsI OTITYCKAIOTCS 10 pelernTaM Bpaydeii 6ecriaTHo,
u IlepeuHs TpymIT HaceaeHMs, IpU aMOyJIaTOPHOM JIeUeHUM KOTOPBIX
JIeKapCTBEeHHbIE CPeICTBA OTITYCKAIOTCS IO pelierTamM Bpaueit ¢ 50-
MPOLIEHTHOM CKUAKOM, YTBEPXKAEHHbIX ITOCTaHOBIeHMeM [IpaBuTebCTBA
Poccuiickoi ®enepanyy ot 30 uronsg 1994 r. N 890 "O rocygapcTBEeHHOM
noaaepskKke pa3BUTUS MeIULIMHCKONM IMIPOMBILIIJIEHHOCTU U YIyYIIeHUU
obecrieueHMst HaceJeHUS U YUPEXIEeHMI 3 paBOOXpaHeHMS
JIEKapCTBEHHBIMM CpeICTBaMU U U3AeJIUSIMU MeIUIIMHCKOIO Ha3HAaUeHus";

H) UCTOUHUK HMHAHCHMPOBaHMS 0becrieueHms IpaskJaH JeKapCTBeHHbIMU
rpenapaTamu, MeIULIMHCKUMU U3AEIUSIMU U CIIeLMaan3upOBaHHBIMU
MPOAYKTAaMM JIeueOGHOrO MUTaHMS;

0) CBeleHUS O Ha3HAaUeHUM U OTITYCKe JIeKapPCTBEHHBIX IIpPernaparos,
MeAVLVHCKUX U3IeTUIA U CIIel a3V POBAHHBIX ITPOTYKTOB JIeueOHOTO
MMUTaHMSI, YKa3aHHBIX B MMOAITYHKTE "M" HACTOSIIIErO IYHKTA;

I1) YHUKAJIbHBIV HOMEDP PerucTpOBON 3aMUCH;

p) CBeZleHMs O MeIULIMHCKO OpraHM3aL My, OCYILeCTBISIOEeN
MeIMIIMHCKOe 00CTyskMBaHMe (C yKa3aHMeM HayMeHOBaHMS MeIUIIMHCKOM
OpraHM3alun, OCHOBHOI'O FOCYLapCTBEHHOIO PerMcTpalMOHHOTO HOMepa,
Koga o O6uiepoccuiickomy KinaccuduraTopy npeanpusITuii u
OpraHm3aiuin);

¢) MHbopMaIus 0 BKIIOUEHUM CBeeHMIi O TpaskJaHHe B eepaabHbIe
perucTpbl, MpeaAyCMOTPEeHHbIe YacTbhlo 2.1 cTaTbu 43, yacTsiMu 4 u 8 cTaTbu
44 depepanbHOro 3akoHa "O6 OCHOBAxX OXpaHbl 3M0POBbS IPakaaH B
Poccuiickoit ®enepauun’, cratbeii 6.4 @egepanbHoro sakoHa "O



roCcyJapCTBEHHO COLMaNbHOM MOMOIIN ", B LIeJISIX 06eCreyeHust ero
JIeKapCTBEHHBIMY IIperiapaTaMi 3a CueT G0 KeTHbIX aCCUTHOBAHMIA
dbenmepanbHOro GIOIKETA;

T) CBeIeHMSI O HAIMUUM (OTCYTCTBMM) Y TpakAaHMHA ITpaBa Ha MoydYeHne
COILIMAJIbHOM YCIYTY B BUIe 00ecIieueHus JeKapCTBeHHbBIMY ITIperapaTaMu,
MeIVLVHCKUMU U3HeTUIMU U CIIeIaau3YPOBAHHBIMU ITPOTYKTAMMU
JIeyeOHOTO MUTAHMS /IS TeTei-MHBAIUI0B B TEKYIIEM I'OIY;

y) CBeIeHMs O INIAaHOBOJ U (haKTUUECKON MOTPEeOHOCTSIX IpakIaHMHA B
JIEKapCTBEHHBIX IIpenaparax, MeIUIINHCKUX U3TEeNUIX U
CrenaaM3upPOBaHHbBIX MIPOIYKTAX JIeueOHOTO MMUTaHMS;

&) nadopmarnius 06 UCKIIOUeHUY CBeieHUit O TpaskIaHuHe U3
benepanbHbIX PETUCTPOB, TPEAYCMOTPEHHbIX YaCTbiO 2.1 cTaTbu 43,
yactamu 4 u 8 cratbu 44 @egepanbHOro 3akoHa "O6 0CHOBaxX OXpaHbI
3J0pOBbS I'pakaaH B Poccuiickoit ®emepauun’, cratbeit 6.4 ®egepajbHOIO
3akoHa "O rocymapCTBEeHHO COLMaabHOM [IOMOILN".

12. ®enepanbHblil pETUCTP COAEPKUT CBEAEHMS O CIeAYIOLINX KaTeropusix
rpakAaH, MMEIOIIMX IPaBo Ha obecrieyeHye 1eKapCTBEHHbIMU
rnpenapaTamu, MegUIMHCKUMU U3TeIUSIMU U CIIeHMaan3poOBaHHBIMU
MPOAYKTaMM JieueOHOTO MUTAaHMS 3a CUeT OI0YKe THbIX aCCUTHOBAaHMIA
dbenmepanbHOro 6r0IKETa U OIOIKETOB CyOBEKTOB Poccuiickoit ®emepatiyim:

a) MHBAJINU/IBI, e TU-UHBAIUIBI;

6) rpaskgaHe, MMeIOIIMe IPaBo Ha MOJTyYeH)e roCcyJapCTBEeHHOI
COIMAIbHO TIOMOIIM B BUJIE COLIMATBHOM YCJIYTU 10 00eCIIeYeHNIO B
COOTBETCTBUM CO CTAaHJAPTaAMM MeIULIMHCKOV TOMOIIM HEOOXOAMMbBIMU
JIeKapCTBEeHHBIMMU IIpernapaTamu Ajis MeIUIIMHCKOTO IpUMeHeH S 10
pelerniTaM Ha JeKapCTBEeHHbIE TIperapaThbl, MEAULIMHCKUMU UL eIUSIMU 10
pelierniTaM Ha MeOUIIMHCKME U3Aesl, a TaKKe CIlelnaanu3upoBaHHbIMU
MPOAYKTaMM JieueOHOTO MUTAHUS AJIS IeTeli-MHBAAMUI0B, YKa3aHHbIe B
cTaThsx 6.1 1 6.7 ®egepanbHOro 3akoHa "O rocygapCTBEHHOM COLUMATbHON
MOMOIIN", 38 UCKITIOUEHUEM JIULIL, YKa3aHHBIX B ITOAMYHKTE "a" HACTOSIIEro
ITyHKTAa;

B) rpaXkJaHe, KOTOPbIM ITPeOCTaBIISIIOTCSI TOCYAapPCTBEHHbIE TAPAHTUM B
BIJIe 0OecIieueH s JeKapCTBeHHbIMY ITperapaTaMiu B COOTBETCTBUM C
yacThio 7 cTaTbu 44 ®emepanbHOro 3akoHa "O6 0CHOBaX OXPaHbI 3/I0POBbBSI



rpaxkgaH B Poccuiickoit @enepanyn’”;

r) 11ia, THQUIMpPOBaHHBIE BUPYCOM MMMYHOAeUILIMTA YeToBeKa, B TOM
yucie B coueTaHuu ¢ Bupycamu renatutos B u C, obecrieyeHne KOTOPbIX
AHTUBUPYCHBIMMU JIEKAPCTBEHHBIMY ITpernapaTaMmu 4 MegUIMHCKOTO
IIPUMEeHEeHMS OCYILEeCTB/ISIeTCS B COOTBETCTBMUM C ITyHKTOM 19 yacTtu 1
cratbyu 14 ®enepanbHOro 3akoHa "O6 0CHOBaxX OXpaHbl 3J0POBbS I'paskaaH B
Poccuiickoit ®enepanym’;

) I1IA, HAXOASIIMeCs IO, IMCIIaHCePHbIM HaOJII0eHeM B CBSI3U C
TyOepKyie30M, 1 60JIbHbIE TYOEPKY/I€30M, B TOM UMCJIe€ C MHOKECTBEHHO
JIeKapCTBEHHO YCTOMUMBOCTBIO BO30yAUTe s, 0O6ecriedeHe KOTOPhIX
AHTUOAKTEPUATbHBIMU U ITPOTUBOTYOEPKYJIE3HBIMM JIEKAPCTBEHHBIMU
rperiapaTamu IJjisi MeJUIIMHCKOTO MPUMeHEeHMS OCYIeCTBIISIETCS B
cootBeTCTBUMU ¢ TyHKTOM 20 yactu 1 crathu 14 ®enepanbHoro 3akoHa "06
OCHOBAax OXpaHbI 3I0POBBS IPakaaH B Poccuiickoi ®emepalin” U MyHKTOM
4 cratbu 14 ®egepanbHOro 3akoHa "O npegynpexaeHn pacipoCcTpaHeHUs
Tyb6epKye3a B Poccuiickoit ®emepanym”;

e) rpaskaHe, CTpajalolie 3a60/ieBaHUSIMHI, BKIIOUEHHBIMM B TTlepeueHb
SKM3HEYTPOXKAIIUX U XPOHUUECKUX TTPOTPECCUPYIOIIUX PeaKUX
(opdaHHBIX) 3a001€BaHMI1, MPUBOISIINX K COKPALIEHUIO
MMPOAOIKUTENbHOCTY KU3HU TPpakIaH VI UX UHBATUIHOCTU, KOTOPBIM
MpeOCTaBJISIIOTCS TOCylapCTBeHHbIE TapaHTUM B BUe obecrieueHust
JIeKapCTBEHHBIMMU TIperapaTamu 1 CrieliMaJiu3upoBaHHbIMU IPOAYKTAMU
J1Ieue6GHOTO MUTAHMS B COOTBETCTBUM C YaCThIO 4 cTaThy 44 ®enepabHOTO
3aKkoHa "0O6 OCHOBAaxX OXpaHbI 3J0POBbS IPakaaH B Poccuiickoii
Qenepauyn’;

X) TpakgaHe, obecrieueHe KOTOPBIX IIPY OKa3aHUM MaJJIMaTUBHOM
MeIULIMHCKOM MOMOIIY MeIULIMHCKUMU U3TeNUSIMU, TpeaHa3HaueHHbIMU
IS oA aepskaHust GYHKIMIA OpTaHOB M CUCTEM OpTaHM3Ma ueoBeKa, AJIst
MCIOIb30BAaHMS Ha AOMY I10 EPEYHI0, YTBEPXKIEHHOMY MUHUCTEPCTBOM
3npaBooxpaHenus Poccuiickoit @emepanni, a Takke J1eKapCTBeHHbIMU
rperiapaTamy Ipy noceleHns X Ha JOMY, OCYILeCTB/ISIeTCS B COOTBETCTBUMA
C yacThio 4 ctaTby 36 1 yacThio 2 craTtbyu 80 demepanbHOro 3akoHa "06
OCHOBAaxX OXpaHbl 3T0POBbS IpaxkaaH B Poccuiickoit @enepaumnn’”;

3) KaTeropuu rpaxmaaH, MMeloliye IpaBo Ha obecIieueHye JjeKapCTBeHHbIMMU
rpernapatamiu ¥ MeAUIIMHCKUMY U3AeIUSIMU B COOTBETCTBUM C [lepeuHem



TPYTII HaceJeHus U KaTeropuit 3aboseBaHuit, mpy aMOys1aTOPHOM JieUeHU U
KOTOPBIX JIeKapCTBEHHbIE CPeCTBA M U3Ae/INsI MeAUILIMHCKOTO Ha3HAYeH S
OTIYCKAKOTCS IO pelienTaM Bpaueii 6ecryiaTHo, u [lepeureM rpyrm
HaceeHus, P aMOyIaTOPHOM JieUeHUM KOTOPbIX JIeKapCTBeHHbIe
CpencTBa OTITYCKAIOTCS IO pellerTaM Bpaueii ¢ 50-IIpoeHTHOM CKUIKOMA,
yTBEpKIEeHHbIX ocTaHOoBeHMeM [IpaBuTtenbcTBa Poccuiickon ®enepanum
oT 30 utosisg 1994 r. N 890 "O rocynapCTBeHHOI MOAgepyKKe pa3BUTUS
MeIUIIMHCKOV MPOMBIIIJIEHHOCTHU U YITyUllieHuM o6ecrieueHnst HaceJIeHus U
YUpeXIeHNl 34,paBOOXpaHeHMs JIeKapCTBEHHBIMU CPeiCTBaMU U
U3OeNUsIMU MeJULIMHCKOTO Ha3HAUeHUS " ;

non

) KaTeropuu rpakiaH, He yKa3aHHbIe B ITOAITYHKTE "3" HACTOSIIEero
MTYHKTa, MMeIl1e TTpaBo Ha obecrieyeHue JieKapCTBEHHbIMM ITperapaTamMu
Y MeOUIIMHCKUMU U3AeIUIMM 0eCIJIaTHO WIN C ISITUIEeCITUIIPOLIEHTH O
CKMAKOI B COOTBETCTBUM C HOPMAaTUBHBIMM IPAaBOBBIMM aKTaMM
Poccuiickoit @emepatnm uim cyobeKToB Poccuiickoit ®@emepalinin.

13. ExxequeBHO B PefiepaibHbIN PETUCTD B 3JIEKTPOHHOM BUie
TIPeNICTABJISIIOTCS CBeJeHMs, YKa3aHHbIE B:

a) nyHkTe 11 Hactosmux [IpaBui (3a UCKIIIOUeHEM CBeJleHMIA,
IpeayCMOTPEeHHBIX ITOAIIYHKTaMu "X", "u" - "n", "H" - "p" n "y"), o
rpaskAaHax, yKa3aHHbBIX B MOAMYHKTax "a" 1 "6" myHKTa 12 HaCTOSIIIUX
ITpaBui, n3 PenepasbHOIO perucTpa anll, MUMeIIIVX [IPpaBo Ha [ToJydyeHue
rOCyapCTBEHHOM COLMATILHOM MTOMOIIM, U e IMHON TOCYyLapCTBEHHOM

MHGOPMAIMOHHO CUCTEMBI COLIMAIBHOTO 00eceueHmsl;

n_m o n__n

6) moamyHkTax "', "k", "n", "H", "0", "p" u "y" nmyHKTa 11 HacTOSIIMUX
[TpaBw1, 0 rpakAaHax, yKa3aHHBIX B MOAITYHKTax "a" 1 "6" myHKTa 12
HacTtosmux [IpaBu, rocysapcTBeHHBIMY MHMOPMALIMOHHBIMY CUCTEMaMU
B cdhepe 3apaBooxpaHeHms cyobeKToB Poccuiickoir ®epeparinm;

B) ImyHKTe 11 HacTtosuux [IpaBui (3a UCKIIOUEeHMEM CBeeHWIA,
MIpefyCMOTPeHHbIX NMOAMYHKTAaMM 'TI" U "T"), O TPa’kIaHaX, YKa3aHHbIX B
MOAITYHKTax "B" - "e" myHKTa 12 HacTosgmux [IpaBui, moacucTeMoit
BeJleHMs CrelMaJu3UPOBAHHbIX PETUCTPOB IMAlMEHTOB 110 OTAE/TbHBIM
HO30JIOTMSIM M KaTeropusam rpaxkzad, MOHUTOPUHTA OpraHu3anumn
OKa3aHM$ BbICOKOTEXHOJIOTMYHON MeIUIIMHCKO ITOMOIIM M CAaHATOPHO-
KYPOPTHOTO JIeUeHMsI e AMHOM TOCyAapCTBEHHOM MH(POPMAaIIMOHHOM

cucTeMbl B chepe 3paBOOXpaHeHNS;



r) nyHkTe 11 HacTtosimmx [TpaBui (3a UCK/IIOYEHMEM CBeIeHUIA,
MpefyCMOTPEeHHBIX TTOAMYHKTAaMU "TI" U "T"), O TPaKIaHaX, YKa3aHHbIX B
MOANYHKTAxX "X" - "M" myHKTa 12 HacTosAwux [IpaBui, rocygapCcTBeHHBIMU
MHGOPMAIMOHHBIMM CUCTEMaMM B cpepe 3apaBOOXpaHeHMS CyObEKTOB

Poccuiickoit ®enepanyin.

14. B cnyuae eciu y rocyiapcTBeHHOM MHGOPMAaIMOHHO cucTeMbl B cdepe
3apaBooxpaHeHus cyobekTa Poccuiickoit ®emepaliny OTCyTCTBYET
TeXHUYecKast BO3MOXHOCTb [0 0OMeHY CBeJleHUSIMU, ITpelyCMOTPEeHHbIMU
noAmyHKkTaMu "6" u "'r" nmyHKTta 13 HacTosmux [TpaBusi, COOTBETCTBYOIIME
byHKIMM rocyiapcTBeHHOM MHPOPMAalMOHHOI CUCTeMBI B cdepe
3paBooXpaHeHMs cyobeKTa Poccuiickoit @enepaiiyiu peaansyrTcs C

MCII0JIb30BaHMEM PpErMOHa/JIbHOTO CeIrMEHTa dDe,uepaanoro perucTpa.

CBezieHMsI, pa3MellleHHbIe B PETMOHAIbHBIX cerMeHTax deepaabHOTO
perucTpa, aBTOMaTUUeCKM B peXkumMe peajbHOTO BpeMeHM BKIIOUaTCs B
dbenepanbHbIit cermeHT PeepaabHOTO PErUCTpA.



