MMPABUTEJILCTBO POCCUHUCKON ®EJIEPALINM
ITOCTAHOBIJIJIEHHUE

oT 26 HOs0ps 2018 r. Ne 1416

MOCKBA

O nopsiake opraHn3auuu obecneueHHus JeKapcTBEHHbIMH NpenapaTamMmu
Jul, 60JbHBIX reMopH/IHel, MYKOBHCLHA030M, THIIO(GH3APHLIM HAHH3MOM,
0ose3nbio ['owe, 3J10KkauecTBEHHBIMH HOBOOOPA30BAHHAMH JIHMGOHIHOH,
KPOBeTBOPHOH H POACTBEHHBbIX HM TKAaHeH, paccesiIHHbIM CKJIEpPO30M,
reMoJINTHKO-YPEMHYECKHM CHHAPOMOM, IOHOWIECKHM apTPHTOM
€ CHCTEMHBbIM Ha4yajoM, mykonoJiucaxapuaozom L, IT u VI tunos,

JIHI nocJjie TPAHCIIJIAHTALIHH OPraHoB H (WJIH) TKaHe#l, a TaKxe 0
NPHU3HAHHH YTPATHBLIHMH CHJIY HEKOTOPbIX AKTOB
IIpaBuTenncrBa Poccuiickoii @enepaunn

B coorBercTtBUM ¢ myHKTOM 21 4yactu 2 crared 14 v yactamu 7 -9
ctaTbu 44 ®epepanpHoro 3akoHa "OO OCHOBax OXpaHbl 340pPOBbs Ipa)kaaH
B Poccuiickoii ®enmepauun" [IlpaButensctBo Poccuiickoit ®Deaepauuu
MOCTAHOBJASAET:

1. YTBepauTh npunaraemele:

[IlpaBuna opranuzauud oOecneyeHHs JeKapCTBEHHbIMH MpenapaTaMy
Aul, OONBHBIX reModuIHed, MYKOBUCUUIO30M, THNO(H3aPHBIM HAHU3MOM,
6one3Hpto [ owle, 3/10Ka4eCTBEHHBIMM HOBOOOpa3OBaHUSIMU JTUMG(OUIHOM,
KpPOBETBOPHOII M pOACTBEHHBIX MM TKaHEH, pacCesHHbIM CKJIEpPO30M,
F€MOJIMTUKO-YPEMUYECKUM CHHAPOMOM, FOHOLIECKUM apTPUTOM C CHUCTEMHBIM
HavyajlioM, MykonoaucaxapunosoM I, [I u VI tunos, n1uu nocne TpaHcmiaHTauuu
OpraHoB U (MJM) TKaHeH;

[IpaBuna Benenuss denepanbHOro perucTpa Jul, 60NBHBIX reModunuei,
MYKOBHUCLIMA030M, TMNOQHU3apHbIM HaHU3MOM, 00JIE3HBIO ["owre,
3]I0KaUYE€CTBEHHBIMH  HOBOOOpa30BaHUSIMH  JTUMGMOUAHOH,  KPOBETBOPHOM
U pOJCTBEHHBIX WM TKaHel, pacCesHHbBIM CKJIEpPO30M, TI€MOJUTHKO-
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YPEMHYECKUM CUHAPOMOM, IOHOIUECKHM apTPUTOM C CHMCTEMHBIM HayajoM,
mykononucaxapuaosom I, I u VI tunos, nuu nocne tpaHcniaHTauuy opraHoB
U (MJIM) TKaHel,

nepevyeHb YTpaTUBLIMX cHIy akToB [lpaButensctBa Poccuiickoi
Oenepauuu.

2. MuHuUCcTEPCTBY 3IpaBOOXPaHECHHUs Poccuiickoit Penepauuu
B YCTAHOBJIEHHOM 3aKOHOAATeNbCTBOM Poccuiickoii @Penepauud nopsiake
OoCyLUecTBUTh 3aKkyniky Ha 2019 rom nekapCTBEHHBIX [penapaToB Juls
MaTOr€HETHYECKOrO  JIEYEHHUS] JIMU, ©OONBHBIX TE€MOJHUTHKO-YPEMHYECKUM
CHHIIPOMOM, FOHOLLIECKHM apTpUTOM C CUCTEMHbBIM Hayasom,
mykorojucaxapunosom I, I v VI Tuos, BKIIOYEHHBIX B MEpPEUYEHb XXH3HEHHO
HeOOXOAUMBIX U BaXKHEHMIIMX JIEKAPCTBEHHBIX Mpernaparos.

3. MuHUcTEepCcTBY 3apaBooxpaHeHust Poccuiickoit denepauny naeathb
pa3bsCHEHWsI [0 [PUMEHEHHUIO TMpaBHJ, YTBEPK/ICHHbIX  HACTOSLIHM
[OCTAHOBJIEHHEM.

4. Hactosiwiee noctaHoBieHue BcTynaer B cuiny ¢ | suBaps 2019 r,
3a UCKJIIOUEHWEM MYHKTa 2, KOTOPbIH BCTYMaeT B CUJIY CO IHS O(PHUHAIBHOIO
ONnyOJMKOBAHHS HACTOSLUErO MOCTAHOBIEHUS.

J.MenBenes
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YTBEPX/JEHDbI

nocraHosienuem Ipasutenscrsa
Poccuiickoilt Penepanuu
oT 26 Hos10ps 2018 . Ne 1416

ITPABHIA

OpraHH3alHH obecneyeHHs JIeKAaPCTBEHHbIMH NpenapaTamMmu
JIHL, 00/1bHBIX reMogHIHel, MYKOBHCLHA030M, THNOQH3APHbLIM HAHH3IMOM,
OoJsie3nbio I'owe, 3/10Kka4eCTBEHHBIMH HOBOOOpPa30BaAHUAMH JTHM(POHAHOH,
KpPOBETBOPHOH H POACTBEHHBIX HM TKaHeH, PacCeAHHbIM CKJIEPO30M,
reMOJIHTHKO-YPEMH4YECKHM CHHAPOMOM, IOHOILECKHM apTPHTOM
¢ CHCTEMHBbIM HauyajaoM, mykonojaucaxapunoiom L, IT u VI tunos,
JIHI MO¢JIe TPAHCIVIAHTALHH OPraHoB M (WJIH) TKaHeH

1. Hactositune IlpaBuna  ycTaHaBAHMBaIOT MNOPANOK  OpraHU3alllu
obecrieyeHHUs1 JUl, OOJBHBIX reModuineld, MyKOBHCLHA030M, MMNOQHU3apHbIM
HaHU3MOM, Oones3Hbto [olle, 3/10KAYeCTBEHHBLIMH  HOBOOOPA30BaHUSIMU
AUMQOUIHONW, KPOBETBOPHOH M POJCTBEHHBIX WM TKaHeH, pacCesiHHbIM
CKJIEPO30M, MEMOJMTHKO-YPEMHUYECKHUM CHHAPOMOM, FOHOLIECKMM apTPUTOM C
CUCTEMHBIM HavajioM, mykononucaxapupo3oMm I, Il u VI tunos, nuu nocre
TpaHCIUIaHTAllUU OpraHoB U (WJIM) TKaHel (nanee - GoNbHbIE), JIEKAPCTBEHHBIMU
npenaparaMy JUisl MEJUMUMHCKOIO [pUMEHEHMSs, [peAHa3HAYEHHBIMH s
nevyeHUs 3TUX 3abosieBaHUi, o yrBepxaeHHomy [lpaBurenscTBoM Poccuiickoit
denepauuy MepeuHIo JIEKapCTBEHHBIX MpenaparoB, CHOPMHUPOBAaHHOMY B
YCTAaHOBJICHHOM HM MOpsAlKe (Aanee - JIEKapCTBEHHbIE Ipenapathl), a TaKXe
MOPSAOK W YCJIOBUS Tepe/iadM JIeKapCTBEHHBIX MpenaparoB B COOCTBEHHOCTh
cyobexToB Poccuiickoit Menepauuu.

2. UcTounrkoM ¢UHAHCHPOBAHMUS OpraHu3alud obecrnedyeHUs: OOJIbHBIX
JIeKapCTBEHHBIMH  [pernapaTamMu  SBJSIOTCA  OIOJUKETHbIE  acCHTHOBaHMS,
npeaycMOTpeHHbIe B (deaepanbHoM OrokeTe MUHHCTEPCTBY 34paBOOXpaHEHHs
Poccuiickoi ®Penepauuu.

3. IlpaBo OonpHOro Ha obOecnedeHHE JEKAPCTBEHHBIMHU IpenaparaMu
BO3HHKAEeT CO [HS BKJIOYEHHSI CBEJCHUH O HEM B PETrHOHAIBHBIA CErMEHT
QenepanpbHOro perucTpa nMil, OONBHBIX reMO(QWINEeH, MYKOBHCLHUIO30M,
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runopu3apHeIM HaHHU3MOM, 6one3Hslo INomre, 3710Ka4eCTBEHHBIMHU
HOBOOOpa30BaHUAMH JTUMGMOUIHOM, KPOBETBOPHOH U POICTBEHHBIX UM TKaHEH,
pacCessHHBIM CKJIEpO30M, F€MOJHUTHKO-YPEMUUECKUM CHHAPOMOM, IOHOIIECKUM
apTPUTOM C CHCTEMHBIM HadajloM, Mykomnonucaxapugozom I, II u VI tumnos,
JIML TI0CIe TpaHCIJIaHTallMM OpraHoB W (MNH) TkaHel (manee - DenepanbHbBIN
perucrp).

Jata BiiIodeHHUss OOJBHOTO B pervoHalbHBIM cermeHT (PenepalbHOro
peructpa (GUKCUpyeTCs  JledalllUM BpadyoM B MeJUIMHCKOH  Kapre
amOynaTtopHoro 60J5HOIO WM HCTOPUH Pa3BUTHs pebeHKa.

4. Opranuzaums  obecnedeHuss MMHUCTEPCTBOM  3ApPaBOOXPaHEHUS
Pocculickoit ®enepaunu 3a cuer cpeAcTB (enepanbHoro Oromxera OONBHBIX
JEKapCTBEHHBIMM I@penapaTaMyd OCYIIECTBASETCA C YYeTOM CTaHIapTOB
MEIUIMHCKON MOMOILHM, KIMHUYECKUX PEKOMEHJALNH (IIPOTOKOJIOB JICUEHUS) U
cpengHel KypCcOBOH N03bI JIEKaPCTBEHHBIX MPENapaToB.

5. Opransl rocyzapcTBeHHOH BiacTH cyObekToB Poccuiickoil @enepanuu
B chepe oXpaHbl 30POBhs He Mo3gHee | HOSIOpA TeKyIIero roja npeacTaBisioT
B MunucrepcTtBo 3apaBooxpaHeHuss Poccuiickoli  ®Denepauuu  3asBKH
Ha TIOCTaBKY JIEKapCTBEHHBIX IIpenapaToB Mo ¢opMe, YTBEepPXKIAEHHON
yKa3aHHBIM MUHUCTEpPCTBOM (Janee - 3asBKH), C NPUJIOKEHUEM O0OOCHOBaHMM
no ux obbeMy, a TakXKe NepeyYeHb OpPraHU3allMii, MMEIOIIMX JHIEH3UIO Ha
OCYILIECTBJIEHHE MEIUIMHCKOR U (MnH) (dapMaleBTUYECKON NeATeNBHOCTH B
cybbekrax Poccuiickoit ®enepauuu (naisee - opraHuzaluuM-NONydaTesu), B
LENSAX MOCTABKY OPraHU3aLUsIM-TI0Ny4YaTeNsM JIEKapCTBEHHBIX MPeNnapaTos.

[TotpebHocTh (0OBEM 1NOCTaBKM) B JIEKApCTBEHHOM  IIpemapare
omnpeNeNnseTcs ¢ yUeTOM KIMHMYECKUX peKoMeHAalui (MpOTOKOJIOB JIe4YeH s ) U
CpeAHe! KypCOBOHM J03Bl JIEKAPCTBEHHOI'O IIpernapara UCXoAsd U3 eXeMeCSIYHOH
dakTHUUeckoit mnoTpeOGHOCTH OONBHBIX B JIEKApCTBEHHBIX IIpernaparax B
COOTBETCTBHM CO CBEJEHHUSMH pervuoHanbHoro cermeHta @PenepanabHOTO
perucTpa 1 HeoOXoAUMOCTH POPMHUPOBAHUS 3araca Ha 15 Mecs1es.

6. MuHHCTEepCTBO 3/1paBooxpaHeHus Poccuiickoit @enepanuu GopMupyeT
KOMUCCHIO I[10 pPAcCMOTPEHHUIO 3aiBOK (Jajlee - KOMHCCHS), YTBEPXKAAeT
MOJIOXKeHHe O KOMHCCMH M ee cocTaB. KoMHccHs Ha CBOEM 3acelaHHH
paccMmaTpuBaeT 3asfBKH Ha MpeaMeT ODOCHOBAaHHOCTH 3asBIEHHBIX OOBEMOB
JeKapCTBeHHBIX IMpernapaToB, IpU HEOOXOIUMOCTH KOPPEKTHpPYeT HX, WU
COIJIaCOBBIBAET C BBIHECEHUEM COOTBETCTBYHOILETO PEIIEHHUS.

CornacoBaHue 3asBOK OCYIIECTBIISIETCA KOMMCCHEH C  YYacTHEM
NpeICTaBUTENIeH OpraHOB TOCYAapCTBEHHOM BiacTH cyObekToB PoccHiickoit
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(8]

Qenepaunn (B TOM  YHCIe C  WCHONB30BaHHEM  MH(OPMALMOHHO-
KOMMYHHMKALIUOHHBIX TEXHOJIOTH).

7.00beM  IIOCTaBOK  JIEKAPCTBEHHBIX  MpenapaToB  (GOPMHpPYETCs
B npefenax OOJDKETHBIX aCCHUTHOBAHUMH, NPEeIyCMOTPEHHBIX B (eAepaTbHOM
3aKOHe O ¢enaepalbHOM OOkKeTe Ha COOTBETCTBYIOLUMH (DHHAHCOBBIA IOJ
M TUIAaHOBBIA MEPHUOA, U JIMMHUTOB OIOMKETHBIX 00A3aTeNIbCTB, IOBEICHHBIX
B YCTAQHOBJICHHOM TOpsiKe 10 MHHHCTEpPCTBa 3ApaBOOXpaHeHHUs Poccuiickoii
Denepaliuy Ha 3aKyIKy JIeKapCTBEHHBIX NIPENAPaTOB.

8. B COOTBETCTBUM ¢ 00BEMaMM MOCTABOK JIEKAPCTBEHHBIX IPENaparos,
YTBEP)KIEHHBIMH OpraHaMH TOCyAapCTBEHHOW BNACTH CcyOBekTOB Poccuiickoil
Qenepaunu B cdepe OXpaHbl 3[0POBbS C YY4ETOM PpEIIEHHS KOMMCCHH,
MunucrepcTBo 31paBooxpaHeHuss Poccuiickoit depepaliii B yCTaAHOBIEHHOM
3aKOHOAATeNbCTBOM Poccuiickoit Denepauuy nopsake oCyHMIECTBISET 3aKYIKY
JIEKapCTBEHHBIX NPENnaparToB.

9. IlocTaBuinku JIEKapCTBEHHBIX IIpENaparToB, oInpeneseHHbIe
B COOTBETCTBMHU C 3aKOHOJaTeNbCcTBOM Poccuiickoil @enepanuu, npeacTaBisoT
B MuHucTepcTBO 3apaBooxpaHeHust Poccuiickoit ®enpepanmu odopMieHHBIE
B YCTaHOBJIEHHOM IOPAAKE NOKYMEHTBI, NOATBEpXKAalolune (akT MmonydeHus
OpraHU3alusIMHU-TIONYYaTEeIsIMI JIEKAPCTBEHHBIX [penapaToB, B TOM WYHCJE
HaKJIaJHble U aKThl NpHeMa-TiepejadH JIEKapCTBEeHHBIX NIpenaparos.

10. MununcTepeTBo 3apaBooxpaHenus Poccuiickoii @enepalivu B Te4eHHE
10 pabounx aHEH co MOHS TNOCTYIUIEHWs aKTa MpHeMa-repefavyd MpHHAMAET
Ha y4YeT JleKapCTBEHHBbIE MpenapaTbl U H34aeT pacnopsAIduTeIbHbIE aKThI
0 mnepefayve JeKapCTBEHHBIX NPenapaToB OpraHaM HCIOJHUTENLHOM BacTH
cyobekToB Poccuiickoit Penepaiinu, onpeneeHHBIM BBICIIMM JOJKHOCTHBIM
aMnoM  cyOowekta Poccuiickoit  @egepanviui  (pyKOBOAMTENEM  BBICIIETO
MCIIOJTHUTENILHOTO OpraHa rocyJapCTBeHHOU BrnacTH cybbekta Poccuiickoit
®enepanun) (nanee - yoJiHOMOYEHHbIE OpraHbl), ¢ YKa3aHHEeM HOMEHKIIATYphI,
KOJIMYECTBA M CTOMMOCTH JIEKAPCTBEHHBIX MPENapaToB B OTHOLIEHHH KaXIOTO
YIIOJITHOMOYEHHOT'O OpraHa.

11. MuHucTepeTBO 30paBooxpaHeHus Poccuiickoit Menepaluv B TeYeHHE
5 pabouux qHel co OHS U3AaHUS PacHOPSIAHUTENBFHOTO aKTa, IPeAyCMOTPEHHOTO
nyHkToM 10 Hactosiumx IlpaBui, HanpaBisieT B YHNOJNHOMOYEHHBIE OpraHbI
(B 2 3K3eMIIsApax) M3BELEHHE O IOCTaBKE JIEKAPCTBEHHBLIX NPEnapaToB M akT
npueMa-nepenayy, NOoANUCaHHbIE YKa3aHHBIM MUHHCTEpCTBOM.

12. YrionHOMOYEHHBIE OpraHel B TeueHue 5 paboyux AHeHd co JHA
MOJTYY€HHSs U3BEIIEHUS O [TOCTaBKe JIEKAPCTBEHHBIX NPENapaToB U aKTa IpHeMa-
nepeaadyy, NpeayCMOTpeHHbIX NYHKTOM 11 HacTtosmux IlpaBun, noamnuceiBaroT
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¥ 3aBepsIOT [e4aThbio 00a 3K3eMILIApa U3BELIeHUs O MTOCTaBKe JIEKapCTBEHHOrO
npenapara ¥ 00a 3K3eMIUIsipa aKTa npreMa-nepeaayi, rocje Yero Bo3BpallaroT
B MunucTepcTBO 30paBooxpaHeHuss Poccuiickoit @enepauvu OnuMH 3K3EMILISD
YKa3aHHOIO U3BEILEHUs U OJMH 3K3eMIUIIp aKTa nNpueMa-nepeaads.

13. YnonHoMO4YeHHBI OpraH Ha OCHOBAaHHUHM akTa IpUeMa-lepenadn
NIPUHUMAET Ha y4eT JIeKapCTBEHHEIE Ipenapathl U B TedyeHue 5 pabouux nHei
CO OHA II0Jy4YEHMs aKTa IpUema-liepelladyd H3[JaeT pacnoOpAAWTENbHBIN aKT
O Iiepellade JEKAPCTBEHHBIX IIpenapaToB  OpraHU3alMsAM-TIONyYaTessM
C YyKa3aHMeM HOMEHKJIATyphl, KOJMYeCTBA M CTOMMOCTH JI€KapCTBEHHBIX
IIPenapaToB B OTHOILIEHUH KaXKJIOW OpraHM3alUu-nosyyaresns.

14. OpranmM3auuu-nonydarend B TedeHHe 2 pabouux JHedl co AHA
NMOJYYEHUS! NOKYMEHTOB, NOATBEKAAIOIIUX [epenadyy UM JeKapCTBEHHBIX
npenaparos, NPUHUMAKOT JIEKapCTBEHHbIE Mpenaparbl Ha ydeT, 00ecleyuBaloT
MX COXPaHHOCTH U lIeJIeBOe UCIONb30BaHHUE.

15. MuHHuCTEPCTBO 31paBOOXpaHEHUS Poccuiickoi ®enepaunu
B YCTaHOBJICHHOM MM IOpsJKE OCYILECTBISAE€T MOHUTOPUHI ABMXKEHHS U ydeTa
JIEKapCTBEHHbIX IpenapaToB B cyObekTax Poccuiickoit Penepauuu, JOBOAUT
IO CBeJIeHUs YTNOJHOMOYEHHBIX OpPraHOB MOJYYeHHBle MO pe3yJbTaTaM
MOHHUTOPHHIa JaHHBIE, B TOM YHUCJIE CBEJCHHS O HOMEHKJIAType, KOJIUYECTBE
W CTOMMOCTH JIeKapCTBEHHBIX MpenaparoB, 00 OTCYTCTBHM MNOTpeOHOCTH
B OTJIEJIbHBIX JIEGKAPCTBEHHBIX NpernapaTtax J100 O NOSBIEHUH AONOJTHUTENBLHOH
noTpeOHOCTH B JIEKAPCTBEHHBIX INperaparax B CBA3M C H3MEHEHHUEM B cyOBeKTe
Poccuiickoit @enepauun YucIeHHOCTH OOMBHBIX, U3MEHEHUSIMH B Ha3HaueHHUAX
MEIUIHHCKUMH  pabOTHUKAMH  JIeKapCTBEHHBIX  INpenapaToB  OGOJBHBIM
M COIVIacOBBIBAeT IiepepaclpesiefieHHe JeKapCTBEHHBIX [IpernapaToB MexXAy
cyosekTamMu Poccuiickoit denepanuy.

16. [lepenaya  nexapCTBEHHBIX  NpenaparoB  OJHUM  CYOBEKTOM
Poccuiickoit ®enepannu B COOCTBEHHOCTh Apyroro cyowexkra Poccuiickoi
Penmepaliny  OCYLIECTBJIAETCS Ha OCHOBAaHMM aKTa IpUeMa-TepeayH.
MuHucrepcTtBo 3apaBooxpaHeHuss Poccuiickoit denepauuu  yBeAOMISETCS
0 TMepejave JIEKApCTBEHHBIX mpenapatoB B 10-AHEBHBIH CPOK Mnocie
NOJNUCAHUS aKTa IpHeMa-nepeaady YIIOoJIHOMOYEHHEIMY OpraHaMH.

17. MuHuCTEPCTBO 3ApaBOOXPAHEHUS Poccuiickont depepauuu
MpeacTaBiseT eXeKBapTajlbHo, A0 10-ro uuciaa Mecaua, CIEOYIOIIEro
3a OTYETHBIM KBapranoMm, B DenepanpHyio ciyx6y Mo Haasopy B cdepe
3[paBOOXPAaHEHHs CBEJIEHHs O Iepefaye JeKapCTBEHHBIX NPENApaToB CyOBEKTY
Poccuiickoi ®denepanuu )0} COrJIaCOBaHHBIX nepepacnpeiejeHusX
JIEKapCTBEHHBIX IMpernapaToB Mexay cybwekramu Poccuiickoit @enepanuu
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B LeNsAx OCYUIeCTBJIEHHsT KOHTPOJS 32 1EeJeBBIM  MCIIOJb30BaHUEM
JeKapCTBEHHBIX NPerapaTosB.

18. B nmensix obecneyeHus OONBHBIX JIEKAPCTBEHHBIMHU IIpernapaTaMiu
B TOpsiAKe, YCTAaHOBIEHHOM 3aKOHOAaTelnbcTBOM Poccuiickoit denepanuy,
OCYILECTBIISIETCS. Ha3HayeHHe JIeKapCTBEHHBIX IIpernapatoB U odopMieHue
PELIENITOB Ha JeKapCTBEHHbIE NpenapaTsl.

19. Ilpu HazHayeHHH OOJBHOMY JEKAPCTBEHHBIX IpenapaToB JevallUi
Bpay UHGOPMHUPYET €ro O BO3MOXHOCTH IONYy4YEHHUS WM COOTBETCTBYIOIIMX
JIEKapCTBEHHBIX NpenaparoB 0e3 B3UMaHUsA IUIaThl B COOTBETCTBHUH
C 3aKOHOAATeNbCTBOM Poccuiickoi Penepanuu.

20. B uensx auHamuuyeckoro HabirofeHHs 3a OOJBHBEIM U COONIONEHHUSA
NEePUOANYHOCTH MOCEIICHUS! UM MEAULMHCKON OpraHM3aliuy JIeHallUM BpayoM
ompeneseTcss KOJMYECTBO JIGKAPCTBEHHOrO IIpenapara, €eIWHOBPEMEHHO
0(QOpPMIIEHHOTO Ha pEelenTypHOM O1aHKe B COOTBETCTBUHM C PEKOMEHJO0BAaHHOM
CpeAHECYTOUYHON KYpCOBOH 1030 M CPOKOM, Ha3HAYEHHBIM JJIsl IIOCEILEHUS.

21. MemuuuHCKass OpraHu3alMs MpenocTaBiseT OOJbHOMY HIH €ro
3aKOHHOMY IIpeJCTaBUTENI0 UHGOpMalMio 00 opraHM3auusix, paclojoKeHHBIX
B IPaHHIIaX MYHHULHUNAJIBHOTO 00pa3oBaHUs MO MECTY KUTEILCTBA UM MECTY
npebbiBaHMs (B Cilydyae eciu CpokK TMpeObIBaHUA IpeBBIIaeT 6 MecsleB)
OONLHOrO ¥  OCYILIECTBISIIOIIMX OecHmiaTHBIA  OTHYCK  JIEKapCTBEHHEIX
NpenapaToB, Ha3HAYEHHBIX JIeYallluM BPayoM.

22.Tlocne  BkmOYeHHUst OONBHOTO B PETHMOHAIBHBI  CETMEHT
®denepanbHOTO perucTpa Ha3HaueHHe U OTIYCK €My MM €ro 3aKOHHOMY
NpeCTaBUTENI0 JIEKapCTBEHHBIX IpernapaToB OCYLUECTBISAETCS B CPOK, He
npesblmatomivi 20 pabodrx AHEH CO OHS BKIIOYEHHS.

23. Opranusaius obecnedeHrs JeKapcTBeHHBIMH IIpenapaTaMH OOJIBHEIX,
NPOXXUBAIOLIMX B CTAlHOHAPHBIX OPraHM3allMSX COLHAIBHOIO OOCIYKUBaHUs
Wnu  oTOBIBAIOIIMX  HaKa3aHWe, CBs3aHHOe C  JHIIeHHeM  CBOOOJBI,
OCYIIIeCTBISAETCA COOTBETCTBYIOLLEH OpraHu3alluen.

24.B cnydae Bble3na OONBHOrO 3a NpeAeisl TEPPUTOPHH CyOBEKTa
Poccuiickoit @enepaliny, B KOTOPOM OH MPOKMBAET, HA TEPPUTOPHIO APYTOro
cyobekta Poccuiickoit ®enepallil Ha CpoK, He INpEBBILAOIUN 6 Mecsles,
TakoMy OOIIBHOMY OpraHOM TrocyAapcTBeHHO# BnacTH cybbexTa Poccuiickon
®denepanit B cdepe  OXpaHbl  310pPOBbSl  OpPraHU3yeTCs  Ha3HauyeHHUe
JIeKapCTBEHHBIX IpenapaToB Ha CPOK IMpHeMa, paBHBIA CPOKY ero Bble3la 3a
npenebl TeppuTopun cybnekra Poccuiickoll ®epepauuy, nubO, y4HThIBas
CPOKM TOJHOCTH HMEIOILMXCS OCTaTKOB JIEKAPCTBEHHBIX MpenapaTos,
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obecrnieyeHre Takoro OOJILHOTO  JIEKAPCTBEHHBIMH  IIpenapaTaMH  Ha
COOTBETCTBYIOIIHH CPOK.

CeeneHust O KONMMYECTBE HA3HAYEHHBIX MM OTIYIIEHHLIX OGOJLHOMY
U €ro 3aKOHHOMY IPEACTaBUTENIO JIEKAPCTBEHHBIX IpernapaTroB BHOCITCSA
B PETHOHAIBHBIA cerMeHT DefiepabHOTO perucTpa.

25.B cinydae Bble3na OONBHOTO 3a NpeAensbl TEepPpUTOPUH CyObekTa
Poccuiickoil Menepaliny, B KOTOPOM OH NPOXKHBAET, HA TEPPUTOPHIO APYIroOro
cyobexta Poccuiickoit ®enepauun Ha CpoK, NpeBBIIAIOUIMHA 6 MECSALEB, HIIH
B Cly4Yae M3MEHEHHS MecTa JKHTENbCTBA TakoMy OOJBHOMY Ha3zHa4daloTCs
JIeKapCTBEHHBIE IIpenapaThl Ha CpPOK Ipuema He Ooylee OJHOro Mecsia JHOO
OpraHu3yeTcsi OpraHOM TOCYIapCTBEHHOW BracTH cyOvekta Poccuiickoi
Denepaurn B cdepe oXpaHbl 3H0pOBbA OOecledYeHHe TaKoro 60JIBHOTO
JIeKapCTBEHHBIMU NpenapaTtamMu Ha CpoK Npuema He Gosiee OJHOro Mecsna.

Ceenenns o Takom OOJIBHOM MOJNENKAT UCKIIOYEHHIO U3 PErMOHAIBEHOTO
cerMeHTa @enepansHOro perucrpa cyOvekta Poccuiickolt @Pepnepaiud,
C TEppPUTOPHHM KOTOPOro BEIE3kaeT OONBHOH, W mepenade (B TOM UHCIIe
C UCIOJIB30BaHWEM HH(OPMALIMOHHO-KOMMYHHUKAIIUOHHBIX TEXHONOTHI) OpraHy
rocyJapcTBEHHOH BiacTH cyOwbekTa Poccuiickol Penepauuu B chepe oXpaHEI
3[0pOBbsl, Ha TEPPUTOPHUIO KOTOPOro BbeXasl OOJBHOH, IS BKIIOYEHHS
B perMoHanbHbll cermeHT DegepanbHOTO peructpa 3Toro cyonekra
Poccuiickoit ®Penepanuu.

JlaToil BKJIIOYEHHUS CBEAEHHH O OOJBHOM B pEerHoHaNbHBIN CErMEHT
denepansHOro peructpa cyobektoMm Poccuitickoit Denepanuu, Ha TEPPUTOPHIO
KOTOpOro Bbexasl OONbHOH, ABJISETCS JEHb, CIEeAYIOMMH 32 JHEM HUCKIIOUYEHHUS
CBEIeHUH O HeM U3 perHoHalbHOro cerMeHTta enepanbHOro peructpa
cybsekToM Poccuiickoit denepaiuy, ¢ TEppUTOPHH KOTOPOTO Bhlexan O0JIbHOH.

26. OpraH rocyaapcTBeHHoO# BiacTu cybwekTa Poccuiickoit ®enepanmu
B cdepe oOXpaHbl 3OPOBbS, C TEPPUTOPHU KOTOPOro BEIexan OOJIbHOM,
NpeAcTaBiseT (B TOM YHCAE€ C KUCHONb30BAHMEM HHQOPMalMOHHO-
KOMMYHUKAIIMOHHBIX TEXHOJIOTMI) [0 3alpocy oOpraHa ToCyAapCTBEHHOH
B1actu cyb6wsekta Poccuiickoit ®epepaunn B cdepe OxpaHbl 300pPOBBA,
Ha TEpPPUTOPUID KOTOpPOro Bbexand OOJbHOH, CBEIEHUS O KOJUYECTBE
Ha3HAYeHHBIX MM (GaKTHYECKH NpeJOCTaBIeHHBIX OOJBHOMY HIM €ro
3aKOHHOMY NpEJACTaBUTENI0 JIeKapCTBEHHBIX IIPENaparoB B COOTBETCTBUHU
¢ MyHKTOM 25 Hactoswmux [Ipasui.
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YTBEPX/IEHDI

nocraHosyieHueM [lpaButenbcTBa
Poccuiickoit ®enepauun
oT 26 Hoa0ps 2018 . Ne 1416

NIPABHUJIA

BeaeHns PegepabHOro perucrpa jauul, 60JabHBIX reModHuInei,
MYKOBHCLH1030M, rHNOGH3apPHBIM HAHH3IMOM, 6oJ1e3HbI0 ['oute,
3JIOKa4€CTBEHHbIMH HOBOOOPa30BaHMAMH JTUMQOHIHOH, KPOBETBOPHOH
H POACTBEHHBIX HM TKaHeil, PACCeSIHHBIM CKJIEPO30M, FeMOJIHTHKO-
ypeMH4YeCKHM CHHAPOMOM, IOHOIIECKHM aPTPHTOM C CHCTEMHbLIM
Ha4yayoM, mykonoJsucaxapuao3om L, II u VI tunos, 1uu nocae
TPAaHCIJIAHTALMH OPraHoB H (WIH) TKaHeH

1. Hactosiuuue [lpaBuna YCTaHABJIMBAIOT NOpSAAOK BEIEHHA
Q®enepanbHOro perucrTpa Jul, OOJIbHbIX reModuIHed, MYKOBHUCLUHIO30M,
runo@u3apHbIM HAHHU3MOM, 00J1€3HbIO ['owue, 3JIOKa4eCTBEHHBIMHU
HOBOOOpa30BaHUAMH JTUM(OUIHONH, KPOBETBOPHON M POACTBEHHBIX UM TKaHEH,
paccesiHHbIM CKJIEPO30M, MeMOJIMTHKO-YPEMHUUECKUM CUHIPOMOM, IOHOLLECKUM
apTPUTOM C CUCTEMHBIM HayajaoM, Mykonouucaxapuaosom I, II u VI tunos, nuu
ocjie TpaHCIUIAaHTAaUMH OpraHoB W (WiIM) TKaHeH (nanee COOTBETCTBEHHO -
O6onbHble, PefepanbHbId perucTp).

2. Benenne ®epnepajbHOr0 perucTpa OCYLUECTBISETCS B CASAYIOLIMX
LeNsAX:

a) obecrieyeHUe JIEKApPCTBEHHBIMH [penapaTtaMM I MeJULHUHCKOro
IIPUMEHEHHS, BKJIIOYEHHBIMH B yTBepkaeHHbIH [IpaButensctBom Poccuiickoit
denepauuu mnepeveHb JIEKApCTBEHHbIX MpenapaTtoB, C(HOpPMUPOBAHHBIA B
YCTAHOBJIEHHOM MM MNOpsAKe (Aajiee - JeKapcTBeHHble NpenapaThl), O0JbHBIX 3a
cdeT OI/KeTHbIX aCCUTHOBAHHUH, MpefyCMOTPEeHHbIX B (eepanbHOM OrOmKeTe
MuHucTepcTBY 34paBooxpaHeHus Poccuiickoi denepauny;

0) MOHUTOPUHI JABHXXEHUS M yueTa OONBHBIX Ha OCHOBAHWUM CBEICHUH,
MpeACTaBIsSeMbIX OpraHaMu rocylapcTBEHHON BnacTu cybbekToB Poccuiickoii
®denepauuu B chepe oXpaHbl 310pOBbS;
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B) 30 (QeKTUBHOE IIAaHUPOBaHHE W PacXoioBaHHe (UHAHCOBBIX CPEJCTB,
HalpaBIsieMBIX Ha 3aKYNKY HEOOXOAMMBIX JIEKAPCTBEHHBIX IPENapaToB s
obecreyeHns UMM OGOJNBHBIX HO MECTY XKUTENbCTBA HJIM MeCTy NpeOhIBaHHS
(B ciIy4ae ecnu Cpok NpeOBIBaHHUS PEBLIIIAET 6 MECALEB).

3. QenepanpHplii  perucTp sABAseTcs demepanbHOil MHGOOPMAaLKOHHOMN
CHCTEMOM, COCTOSAIEH U3 PETHOHAIBHBIX CETMEHTOB W COJIEpIKAILel CBeIeHus,
npeyCMOTPEHHBIE ITYHKTOM 9 HacToswmx [Ipasu.

MunucrepcTBo 3apaBooXpaHeHHs Poccuiickoit Demepalnu  sABnseTcs
OrnepaTopoM  3TOM  CHCTeMbl M  obecrieuMBaeT ee¢  OecnepeboiiHoe
bYHKLIHOHHPOBAHHE.

4. Opransl rocy1apcTBEHHOH BlacTH cy0bekToB Poccuiickoit ®enepannu
B cepe OXpaHbl 310pOBbS OOECHEYMBAIOT BHECEHHE CBEAEHHH O OGONbHBIX
B perdoHajbHbIA cerMeHT DenepasbHOro perucTpa B CpoK, He MpeBbIIaroIHni
5 paboumx OHe# co mHA oOpalueHHs! GOJBHOTO C YCTAHOBIEHHBIM JHATHO30M
B MEIULMHCKYIO OpraHu3alMl0 110 MeCTy ero JXHUTENhCTBA WM MeCTy
npeObiBaHys (B ClIyyae eclId CPOK NpeObIBaHUS IIPEBBILIAET 6 MECALER).

Bxkmroyenne B pernoHanbHbelii  cermeHT DemepanbHOro  perucrpa
CBEJIEHUH O OOJIBHBIX OCYIIECTBIAETCS MEAWIMHCKONW OpraHM3alueil 1o MecTy
MX JKHUTENLCTBA WM MeCTy INpeObIBaHHA (B ClIydae eclid CpOK NpeObIBaHUS
IPEBLIIAET 6 MeCALleB) HA OCHOBAaHUM MEIMUUHCKUX TOKYMEHTOB (HUX KOIIHIA)
HIIM BBIMMCKM U3 HHUX, OTPAXKAIOIIUX CBEEHUsI 00 YCTAHOBJIICHHOM [IHAarHo3e M
BBIOOpE MEpOMpPHMATHH 10 JIeUEHHIO TalMeHTa. BKIloueHHe CBeIeHMMH
0 OONBHBIX C IeMOJIMTHUKO-yPEMHYECKHM CHHIPOMOM, FOHOINECKHM apTPHUTOM
C CHCTeMHBIM HayajgoM # MykononucaxapunozoM I, I u VI Ttunos
OCYILIECTBAETCA HA OCHOBAaHUHM MEIUIMHCKUX JOKYMEHTOB WJIM WX KOIMH
U BBIINCKA M3 HHX, OTPAXAIOIIUX CBelIeHUs 00 yCTaHOBneHHoM JUarHose
¥ BbIOOpE MepONpUATUH N0 JEUEHUIO TallUeHTa, NOJy4eHHBIX 0T (peaepalbHOM
MEIULUHCKOH OpraHu3alui.

5. PerynupoBanue OTHOLIEHUH, CBSi3aHHBIX ¢ BeaeHHeM PenepanbHOrO
pEerucTpa, OCyLIECTBIISIETCA B COOTBETCTBUU C 3aKOHOAATENLCTBOM Poccuiickoi
Denepanun 06 UHPOpMALMH, HHOOPMALIMOHHBIX TEXHOJIOTHAX U O 3alllUTe
WHPOpMaUuH.

6. MuHHCTepCcTBO 31paBoOxXpaHeHusi Poccuiickol denepaliyi U oprasbl
rocyaapCTBeHHOM BiacTH cyObekToB Poccuiickolt denepannu B chepe OXpaHb]
310pOBbsl  OOECreYyuBaroT KOH(QUICHUUAIBHOCTh CBEAEHUH, COJAEpIKalIUuXcs
B (DenepanbHOM perucTpe, a TakXe XpaHeHHE U 3aUlUTy TaKUX CBeJEeHMI
B cooTBeTcTBUHM ¢ DenepansHbIM 3aK0HOM "O nepcoHaNbHBIX JAHHBIX .
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7. Pasmemenne nHbopmanuu B PeiepalbHOM PErUCTPE OCYLIECTBISAETCS
C TNpPUMEHEHHEM YCUJIEHHOH KBAIHQULHUPOBAHHOHW JJIEKTPOHHON NOAMNHCH
B COOTBeTCTBUM ¢ DenepanbHbiM 3ak0HOM "OO0 3J1eKTpOHHON noamucu”.

8. DenepansHEI PEruCTp BeAETCS B 3JEKTPOHHOM BHjlE ¢ NPUMEHEHHEM
aBTOMaTU3UPOBAHHOH CHCTEMbl IIYTEM BHECEHUS PErHCTPOBOH  3alucu
C IPUCBOCHUEM YHHKAILHOIO HOMEpa pPerMcTPOBOH 3alHUCH H YKa3aHHUEM JaThl
ee BHEeCEHHU.

IIpn BHeceHMH H3MEHEHHH B CBelleHHS O OOJNLHOM JOJKHBI OBITH
COXpaHeHbl YHMKAIbLHBIA HOMEpP PErucTpOBOH 3allMCH U HCTOPHUS BHECEHUS
M3MEHEHUH.

9. MenepasnbHbIA PETHCTP COAEPKHUT CIEAYIOLINE CBEICHHUS:

a) CTpaXxOBOM HOMEP WHAMBUAYAJbHOTO JIMIIEBOIO CYeTa OOJIBHOIO
B CHCTeME 0043aTeIbHOr0 IEHCHOHHOTO CTPax0BaHus (IIPH HATUYUM);

©) bamunus, UMs, OTYeCTBO OONBHOTO, a Takke GaMunus, JaHHAas
IIPH POKJIEHUH;

B) AaTa poXJeHHUs OONBHOrO;

r) noJj 60JILHOrO;

1) agpec MecTa >KUTENbCTBA HWIM MecTa npeOblBaHUs (B Cilydae eclu
CPOK IpeObIBaHMs IIpeBbIMIaeT 6 MecsleB) OOMBHOrO (C yKasaHWeM Kona
no O6mepoccuiickoMy Kinaccupukaropy OOBEKTOB  aIMHHHUCTPATHBHO-
TEPPUTOPHANBHOTO ACJIeHus );

€)cepus M HOMep Iaciopra (CBHAETENBCTBA O  POXJICHUH)
UM YJOCTOBEPEHMs] JIMYHOCTH OOJIBHOrO, a TaK)Ke JaTa BhIJa4yM YKa3aHHBIX
JIOKYMEHTOB;

) CEpHsl U HOMep Iouca 00s3aTeIbHOr0 MEeAULIMHCKOTO CTPaxOBaHUS
OonpHOrO M HaWMEHOBaHHE BBIAABIIEH €ro CTPaxoBOM MeIMIIMHCKOMH
OpraHH3allly,

3) uH(opMalus 00 MHBAIUIHOCTH (B Cily4ae YCTAHOBJIEHHS [PYIIIEI
MHBAJIMIHOCTH UJIU KaTeropuu "pebeHoK-uHBanua");

M) nuarHo3  3aboneBaHuMs  (COCTOSHHS),  BKJIKOYags  €ro  KOJ
no MexayHapoAHON CTaTUCTUUYECKOH Kiaccubukauuu Oone3Hedl u mpobieM,
CBSA3aHHBIX CO 3J0POBBEM, a TaKXe jJaTa ocMoTpa OOJBHOrO M JaHHBIE
0 IMHaMHUKE COCTOSHUS,

K) HHGOpMauUsa 0 MeIULMHCKOM opraHu3anuy (HauMeHOBaHHe, OCHOBHOM
rocyJapcTBEHHBIH perHcTpalMOHHBIM HoMmep, koa mno Obuepoccuiickomy
KJ1acCUpUKaTOpy MpeAlpUsiTUH W OpraHu3alliif), BHIAABINEH HalpaBjeHHe
Ha BKIIOYEHHE cBeleHMH o 6onbpHBIX B DenepaibHBIl peructp (HampabieHHe
Ha BHECEHHUE U3MEHEHUH B CBelleHus, coaepxauecs B OenepanibHOM perucrpe
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(mamee - HampaBjeHHe), a TaKXKe H3BelleHHe 00 UCKIIOUEHHH CBEICHHIH
0 60nbHBIX U3 DeslepaqbHOTO PerucTpa (Jajee - H3BEIIeHHe);

J1) AaTa BKJIOYEHHs CBEJCHHUH O GONBHOM M JaTa BHECEHHS HM3MEHEHUH
B cBeZieHHA 0 DonbHOM B DenepalbHbIA perucTp;

M) HH(OpMaLUs O Ha3HAaYEeHUH JIeKapCTBEHHBIX [IPeNapaTos;

H) UH(opmanus o6 OTIMyCKe JeKapCTBEHHBIX IpenapaToB (faTa Hadasa
obecrieyeHust J1EKapCTBEHHBIMM IIperapataMu M (akTHYECKH#l  OTIyCK
JIEKapCTBEHHBIX MPENaparoB);

0) JaTa  NPHUHATUS  pelleHHs o0  OKoHYaHuM  obecrnedeHus
JIeKapCTBEHHBIMH NpenaparaMM C yKa3aHHEM MpHYHMHBI (BBI€3A 3a Ipeaesibl
Poccuiickoli denepanun Ha IIOCTOSHHOE MECTO KHUTEIBCTBA MJIM  MECTO
npeObIBaHUs (B Clydae eclid CPOK MpeObIBaHHs NPEeBBIaeT 6 MecslEeR), CMEPTh
OospHOrO, OTCYTCTBME INOKa3aHMH K AalbHEHIIEMY IPHEMY JIEKAPCTBEHHOIO
npenapara) 4 o nepejaue cBeeHH# B apxuB DeepanbHOro perucrpa;

) HHGOpMaLKsi O BKIIOUEeHUH GonbHOro B ®emepalbHblil pErucTp JIMIL,
HMEIOIIMX IIPpaBO Ha IOJY4YE€HHE TOCYNapCTBEHHOW COIIMATBbHOM ITOMOIIM, U
HMHBlIE  PErucTpel, IPelyCMOTpPEHHBIE 3aKOHOJATeIbCTBOM  Poccuiickoit
Qenepanuy, B LeNix obecneyeHUs JEKapCTBEHHBIMU IperapaTaMH 3a CYeT
Oro1xeToB O10KeTHON cucTeMbl Poccuiickoit Penepanuu;

P) YHUKaNIbHBIH HOMEp PETHCTPOBOMH 3aITHCH;

C) BBIITUCKA M3 MEIMLMHCKOH JOKyMEHTalMd OOJBHOIro, conaepikarias
CBEJIEHHS O Ha3HAUYCHHUH U UCIOJIb30BaHUH JIEKapCTBEHHBIX NPenapaToB.

10. B cinyyae ycTaHOBNeHHs JAuarHosa 3abosieBaHusA (COCTOSIHUSA),
ykazaHHoro B IyHkTe | Hactosiuux [IpaBun, uinM H3MeHEHHS CBeIeHHH,
yKa3aHHBIX B INoamyHkTax "a" - "x" nyHkra9 Hacrosumx [IpaBui,
MEIUMLUHCKHE OpraHrU3alri, B KOTOPBIX OONBHBIE HAXOAATCS MO MeAHIIHHCKHM
HabmrogeHHeM, B CpOK, He NPEeBHIILAONINiA 3 paboyux aHeH co aHA obpaliueHus
O0JBHOrO C YCTAHOBNEHHBIM JMAarHO30M B MEIHIMHCKYIO OpPraHHU3aldi0 M0
MECTY XHUTEIbCTBA MIIM MECTy NpeObIBaHMs (B cllydae ecld CpOK npeObIBaHUS
NpeBbIIIaeT 6 MECALEeB), IPEACTABASIOT B 3JIEKTPOHHOM BHJIE WJIH Ha OyMa)KHOM
HOCUTEJIE HanpaBJ€HUs M H3BEIICHUS B OpraH roCyJapCcTBEHHOH BIACTH
cybbekra Poccuiickoit @enepauun B chepe oxpaHbl 310poBbs Mo GopMme H B
MOpsiiKe,  KOTOpbIE  YTBEPXKAEHbl  MMHHUCTEPCTBOM  3/]paBOOXpaHEHHUs
Poccuiickoit denepanuu.

11. [Ins 3anonHeHus pervoHanpHOro cermMenTta ®dejpepalibHOro perucrpa
OpraHU3alMM, OCYILECTBISIOLIME OTIYCK JIEKAPCTBEHHBIX  IPENaparos,
Ha3HAueHHBIX JieyallluM BpayoM B COOTBETCTBUU C NPEeAyCMOTPEHHBIM
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NOAMYHKTOM "a" myHkTa 2 HacTositux [IpaBun nepeudeM, 10 5-ro 4mcna
Ka)X[Oro Mecsla NpeaCTaBisoT B OpraHbl TOCY/1apCTBEHHON BlIacTH CyOBEKTOB
Poccutickoit ®enepaunu B cepe OXpaHbl 3J0POBbS B JIEKTPOHHOM BHE HIIH
Ha OyMaXHOM HOCHTe]e CBENeHHS 00 OTMYIIEHHBIX 3a NPeIIeCTBYOLIMHA
MecsL JeKapCTBEHHBIX Npernaparax.

12. B cnyyae ecnu cBeleHUs, NpeaycMOTPEeHHbIe MOAITyHKTamMH "a", "x"
¥ "m" mnyHkTa9 Hacrosuux IlpaBui, He mpeacTaBlIeHBl B OpraHkbl
rocynapCTBeHHON BiacTtu cydnekTtoB Poccuiickoit Penepaunu B chepe oxpaHsl
3M0pOBbS, YKa3aHHble OpraHbl BJIACTH CaMOCTOSATENBHO  3alpalliBarOT
3TH CBEJEHHUSA B rOCy1apCTBEHHBIX BHEOIOKETHRIX (DOHAAX.

Ceenenuss o 0OonbHOM (HarpaBleHHUs, H3BEIIEHHUs), TNpeICTaBlIseMble
B OJJIGKTPOHHOM BHJE, INOANEXAT 3aBEPEHHUI0 3JEKTPOHHOH MOAMHMCHIO
JOJDKHOCTHOTO JIMLIA OpraHa rocyJapCTBEHHOH BiacTH cyOwbekTa Poccuiickoit
®enepaumu B chepe oXpaHbl 310POBbS.

13. B cny4yae Bble3ga OOJBHOTO 3a INpelenbl TEPPUTOPHH Poccuiickoii
Qenepallul Ha TOCTOSHHOE MECTO IKHTEJIbCTBA MIH MeCTO IpeObIBaHHS
(B citydae eciy Cpok NnpeObIBaHMs NPEBBILIAET 6 MECSIEB), a TAKXKE B CiIydae
CMepTH OOJIBHOTO CBEAEHHUS O HEM IOIEKAT apXUBHPOBAHHIO.
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YTBEPKIEHDbI

nocra”HoBieHHeM [IpaBuTenbcTBa
Poccuiickoit ®enepaunu
oT 26 Hos16ps 2018 . Ne 1416

INEPEYEHD

yTpaTHBUWHX cHJ1y aKkTOB I[IpaButenbcTBa Poccuiickoilt Menepauunu

1. TToctaHoBnEeHHe IIpaButenbcTBa Poccuiickoi Denepaunu
oT 26 nexabps 2011 r. Ne 1155 "O 3akynkax JeKapcTBEHHbIX Mpenaparos,
npeAHa3HaYeHHbIX AN obecneyeHuss  Jaul, OonbHbIX  remoduiuei,
MYKOBHCLHIO30M, runogu3apHbIM HaHU3MOM, 60/1e3HbI0 ["owe,
3JI0KAYeCTBEHHBIMH HOBOOOpAa30BaHHMAMH JUM(OHUIHON, KpOBETBOPHOH WU
POICTBEHHBIX UM TKaHEi, pacCesSHHbIM CKJICPO30M, JIUL] NOCJIe TPAHCIIAHTALUU
oprahoB u (unu) TkaHed" (CoOpanue 3akoHonmarenbctBa Poccuiickoit
®enepaunu, 2012, Ne 1, ct. 186).

2. IlocranoBnenue IlpaButenbctBa Poccuiickoit @enepauuu ot 26 anpens
2012 r. Ne 404 "O6 ytBepxaeHuu IlpaBun BeneHuss PdenepanbHOro perucTpa
ndl, O0ApHBIX remoduiued, MYKOBHUCIHI030M, THNO(PHU3apHBIM HAHU3MOM,
bonesnbto [oule, 370KaYECTBEHHBIMM HOBOOOpa3OBaHUAMU JNUMGbOUILHON,
KPOBETBOPHOI M pPOACTBEHHBIX UM TKaHeH, pacCesHHBIM CKJIEpO30M, JIHLI NOCJIe
TpaHCIUIaHTaUHH opraHoB W (unu) TkKaHei” (CobpaHue 3aKkoHOJaTeNbCTBa
Poccutiickoit ®enepanuu, 2012, Ne 19, c1. 2429).

3. [lynkter 176 u 190 wu3MeHeHUH, KOTOpble BHOCSTCS B aKThl
[IpaButensctBa Poccuiickoit @enepauu 1o BOMNpocaM  OEATEIbHOCTH
MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoi ®enepauuu, YTBEP)KIAEHHBIX
nocraHosiaeHuem IlpaButensctBa Poccuiickoii ®enepaunu ot 4 ceHTHOps
2012 r. Ne 882 "O BHeCEHHMM HM3MEHEHUH B HEKOTOpbIE akThl [IpaBUTENBCTBA
Poccuiickoit  ®eaepauuu no BolpocaM JedATedbHOCTH MHHHCTEpPCTBa
3npaBooxpaHeHusi Poccuiickoil ®enepaunn” (CobpaHue 3aKkOHOIATENBCTBA
Poccuiickoit ®enepauun, 2012, Ne 37, ct. 5002).

4. IToctanoBnenue IlpaBurensctBa Poccuiickoit @enepauuu ot 24 anpens
2015 . Ne389 "O BHeceHMM M3MEHEHHH B IocTraHoBiieHHe [IpaBuUTeENbCTBA
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Poccuiickoit ®enepaunu ot 26 nexabps 2011 r. Ne 1155" (Cobpanue
3akoHojarenscTBa Poccuiickont Menepanun, 2015, Ne 18, cT. 2709).

5. Ilocranosnenue IlpaButenscrBa Poccuiickoit @enepaunu ot 9 anpesns
2016 1. Ne 288 "O BHecenuu usmeHenuit B [lpaBuna Benenus depepanbHOro
perucTtpa nHL, OOJBHBIX TIeMoQuiIuell, MYKOBHUCUMAO30M, T'HNOPU3APHBIM
HaHU3MOM, Oone3Hplo louie, 370KaYyeCTBEHHBIMH HOBOOOpA30BaHHIMH
TUMQOHIHOM, KpPOBETBOPHON M POJICTBEHHBIX UM TKaHeH, paccessHHBIM
CKJIEPO30M, JIMI] NOCJie TpaHCIIaHTaluu opraHoB U (uind) tkaHeil" (Cobpanue
3akoHOJaTenbcTBa Poccuiickoil ®enepauuu, 2016, Ne 16, ct. 2225).

6. [loctanoBneHue IIpaBuTenscTBa Poccutickoi Oenepaum
or 11 aBrycra 2016r. Ne 784 "O BHeceHUM HU3MEHEHUH B I1OCTAHOBIEHHE
IIpaButensctBa Poccuiickoit ®Pepepaunu ot 26 gexkadbps 2011 r. Ne 1155"
(Cobpanue 3axkoHonatenabcTBa Poccuiickoit ®enepauuy, 2016, No 34, c1. 5242).

7. Ilocranosnenue IlpaButensctBa Poccuiickoit denepaunu ot 17 anpens
2017r. Ne457 "O BHeceHMM wu3MeHeHHH B [lonoxeHWe o 3akymnkax
JIEKapCTBEHHBIX [IpeNapaToB, IpeJHa3HAYeHHBIX A o0eclledeHUs JIHII,
OONBHBEIX reModuNUeld, MYKOBUCIUIO30M, THUINOQHU3APHBIM  HaHHU3MOM,
Oonesznnto [oimle, 370KaueCTBEHHBIMH HOBOOOpa30BaHUAMM JHMMGOUIHOMH,
KPOBETBOPHOH U POJCTBEHHBIX UM TKaHEH, pacCesHHBIM CKJIEpO30M, JIMI] MOCIE
TpaHcnnaHTauuu opraHoB W (wian) tkaHei" (CobpaHue 3aKOHONATEIBCTBA
Poccuiickoit denepanuu, 2017, Ne 17, c1. 2577).
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