[Nocranosnenue IlpaButensctBa PO ot 26 Hos6ps 2018 r. N 1416 "O nopsake opraHu3auy o0ecredeHus
JIEKapCTBEHHBIMU TperapaTaMu JIHLl, OOJbHBIX reMOpIINel, MyKOBUCLU030M, THIIO(U3aAPHBIM
HaHU3MOM, 0o0Je3HbI0 [ o111e, 310KaueCTBEHHBIMUA HOBOOOPA30BaHUSMH JTUM(OHTHOM, KPOBETBOPHOH H
POJICTBEHHBIX UM TKAHEH, PACCEIHHBIM CKIIEPO30M, TEMOJIMTUKO-YPEMUYECKUM CUHAPOMOM, FOHOIIECKUM
apTPUTOM C CUCTEMHBIM HavyajaoMm, Mmykomnonaucaxapuao3oM I, II u VI tunos, v nociie TpaHCriaHTaluu
OpraHoB U (WJIM) TKaHEeM, a TaKkKe O MPU3HAHUN YTPATUBIIUMHU CUILY HEKOTOpPbIX akToB [IpaBuTenscTBa
Poccuiickoit enepanun (¢ ”3BMEHEHUSIMU U JJOTIOJTHEHUSIMH )

IMocranosiienune [IpaBurenbcrBa P® ot 26 Hosiops 2018 r. N 1416
"O nopsake opraHu3anum odecrevdeHus JeKapCTBeHHbIMU NpenapaTaMu JHll, 00JIbHbIX
reMoguiaueii, MyKOBHCIHI030M, THNIO(PU3aPHBLIM HAHU3MOM, 00J1e3HbI0 ['o111€, 3/10Ka4YeCTBEHHBIMHU
HOB0OOpPa30BaHUAMH JUM(OUTHOMH, KPOBETBOPHOIl U POJCTBEHHBIX MM TKAaHEM, pacCessHHbIM
CKJIEPO30M, FeMOJIMTHKO-YPeMHYeCKMM CHHIPOMOM, IOHOIIECKUM APTPUTOM C CHCTEMHBIM HA4aJI0M,
mykomnoaucaxapuao3oMm I, II u VI Tunos, aniactuyeckoii aneMueid HEYyTOYHEHHOM, HACJIeICTBEHHbIM
neunurom pakropos 11 (pudpunorena), VII (;1adbunbnoro), X (Ctwoapra - [Ipayspa), aun nocJie
TPAHCIVIAHTALMM OPraHOB U (WJIN) TKAHEeH, a TAKKe 0 IPU3HAHUH YTPATHBIIMMH CHJIY HEKOTOPBIX
akToB IlpaButenbcrBa Poccniickoii Penepannu'

1. YTBepauTh npusaraeMsele:

[TpaBuia opranu3zanuu odbecrnedyeHus JeKapCTBEHHbIMU MpernapaTaMu Jull, 00JbHBIX TreModuInei,
MYKOBHUCIIHIO30M, TUITO(QH3apHBIM HAaHU3MOM, 00Je3HbI0 ['o111e, 310KaYecTBEHHBIMU HOBOOOPa30BaHUSIMU
AMM(OUIHOM,  KPOBETBOPHOH W pOJCTBEHHBIX MM  TKaHeH,  pacCesHHbIM  CKIEPO30M,
FEMOJINTUKO-YPEMUYECKAM  CHHIAPOMOM,  IOHOIIECKMM  apTPpUTOM C  CHUCTEMHBIM  HAdalioM,
mykonosucaxapuao3om I, II m VI tunos, amnactuueckold aHeMHed HEYTOUHEHHOMW, HACIJIEJCTBEHHBIM
nepunurom ¢aktopoB Il (pubpunorena), VII (mabunpnaoro), X (Crioapra - Ilpayspa), mum mocie
TPaHCIUIAHTALUU OPTaHOB U (WJIM) TKaHEH;

[IpaBuna Beaenust PenepanbHOrO pPETUCTpa JIKL, OONBHBIX TIeMO(UINEeH, MYKOBHCIIHIO30M,
runou3apHbIM HaHU3MOM, Ooje3Hbro l'ome, 3710KauecCTBEHHBIMH HOBOOOpPA30BaHMAMHU JHUMQOUIHOM,
KPOBETBOPDHOM M POJCTBEHHBIX WM TKAaHEW, pPACCESIHHBIM CKJIEPO30M, TI'E€MOJIMTHKO-YPEMHUYECKUM
CHUHAPOMOM, HOHOLIECKUM apTPUTOM C CHCTEMHBIM HadajaoM, mykomnonucaxapunosom I, II u VI tunos,
aIuIaCTUYECKOW aHeMHel HEeyTOUHEHHOM, HacieACcTBeHHbIM JedpuuutoM ¢akropoB Il (pubpunorena), VII
(mabunbHoro), X (CTroapta - [Ipayspa), 1u1l ocie TpaHCIJIaHTAllM| OpPraHoB U (WJIN) TKaHeH;

IIepedeHb YTpaTUBIIMX crily akToB IIpaBurenscTBa Poccuiickoin @enepanumn.

2. MunucrepctBy  3apaBooxpaHeHuss  Poccmiickoir  @enepan B yCTaHOBJIEHHOM
3aKoHOAaTenbCcTBOM Poccuiickoil denepannu nopsake oCylecTBUTh 3aKynky Ha 2019 rox nekapcTBeHHBIX
IpenapaToB JUil MNaTOr€HETHYECKOro JIEYEHMs JIMI, OOJBHBIX TeMOJUTHKO-YPEMHUYECKHUM CHHAPOMOM,
FOHOIIIECKHM apTPUTOM C CUCTEMHBIM HadaJioM, Mykomnoaucaxapuao3om I, II u VI tunos, BKIIFOYEHHBIX B
nepeveHb )KU3HEHHO HEOOXOIMMBIX U BXKHEHIIINX JICKAPCTBEHHBIX MIPENapaToB.

3. MunucrtepctBy 3apaBooxpaHeHus Poccuiickoii @enepanyu gaBaTh Pa3bICHEHHS IO
IPUMEHEHHUIO NTPaBUJI, YTBEPKIECHHBIX HACTOSAILIUM IIOCTAHOBIICHUEM.

4. Hacrosiiee nocTaHOBIIEHHE BCTymaer B cuiny ¢ 1 suBaps 2019 r., 3a uckiatoueHneM IyHKTa 2,
KOTOPBII BCTYIMaeT B CUITY CO JIHS O(PULIMAIBHOTO OMYOJIMKOBAHUS HACTOSILEr0 ITOCTAHOBJICHUS.

[Ipencenarens [IpaBurenbcTBa . MenBenen
Poccuiickoit ®eneparnn

YTBEP/KJIEHbI
nocraHoBieHueM IlpaBuresbcTBa
Poccuiickoii Penepannu

oT 26 HOos1Ops1 2018 r. N 1416
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IpaBuaa
opraHmu3anuu odecrnevyeHus JeKapCTBEHHBIMU NMpenapaTaMu Jiull, 00JbHbBIX reModuinei,
MYKOBHMCHHUI030M, TMNIOQU3APHBIM HAHU3MOM, 00J1e3HbI0 ['0o111e, 3JI0KaYeCTBEHHBIMHU
HOBOOOpa30BaHUSIMH JUM(ONTHOH, KPOBETBOPHOI U POACTBEHHBIX HM TKAaHE, paccestHHbIM
CKJIEPO30M, FeMOJIMTHKO-YPEMHYECKHUM CHHAPOMOM, IOHOLIECKMM APTPUTOM € CHUCTEMHBIM HAYAJIOM,
mykonosucaxapuaosom L, I u VI tunos, aniiactuvyeckoii anemueil HEYTOYHEHHOM, HACJIEACTBEHHbIM
nepuuurom paxropos Il (pudbpunorena), VII (madunbnoro), X (Ctroapra - [lpayspa), aun nocjie
TPAHCIVIAHTAIIMM OPTaHOB U (WJIH) TKaHel

1. Hacrosmue IlpaBwia ycTaHaBAMBAIOT TMOPSIOK OpPraHU3AMH OOECICYCHHUs JIHI, OOJIbHBIX
reMopminei, MYKOBUCIHMJIO30M, THNO(GU3apHBIM HaHU3MOM, Oone3Hblo l'omie, 3710KaueCTBEHHBIMU
HOBOOOPa30BaHUAMH JTHUM(OUIHOM, KPOBETBOPHON M POJCTBEHHBIX UM TKAaHEH, PACCESIHHBIM CKIIEPO30M,
FEMOJIMTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOIIECKUM  apTPUTOM €  CUCTEMHBIM  HAdalloM,
Mykonoscaxapuao3om I, II m VI tunos, amractnyeckoil aHeMHEW HEYTOYHEHHOM, HAcCJIEICTBEHHBIM
nedunutom ¢dakropos Il (pubpunorena), VII (mabmnbnoro), X (Crroapra - Ilpayspa), aui mocie
TpaHCIUIAaHTAllUM OpraHoB M (WIM) TKaHeW (nanee - OOJIbHBIE), JIEKAPCTBEHHBIMU IpenaparaMu s
MEIUIUHCKOrO NMPUMEHEHUs, MpeHAa3HAYeHHbIMU JUIs JICYEHUS 3THX 3a00J€BaHUMU, MO YTBEPKICHHOMY
[IpaBurensctBoM Poccuiickoit @enepanuu MepevHIo JIGKAPCTBEHHBIX penapaToB, chOPMHUPOBAHHOMY B
YCTAHOBJICHHOM MM IOpsAKe (Jajiee - JeKapCTBEHHbIE MIPenaparhl), a TAaKXKe MOPAIO0K U YCIOBUS Nepeaayn
JIEKapCTBEHHBIX IIPENapaToB B COOCTBEHHOCTh CyObekTOB Poccuiickoit denepanuu.

2. HcrouHukoM (hMHAHCHPOBAaHUS OpraHM3aluu obOecredyeHus: OOJBHBIX JIEKapCTBEHHBIMU
npenapaTtamM SBISIOTCS OIO/DKETHBIE ACCUTHOBAHMSA, NPEAYCMOTPEHHBIE B QenepaabHoOM OroKeTe
MunucrepcTBy 3apaBooxpaHeHus Poccuiickoil denepanuu u nepeduciseMsle GpeaepaibHOMy Ka3eHHOMY
yupexjeHuto "denepanbHbplii LEHTP IUIAHUPOBAHWS M OpraHU3allMd JIEKAPCTBEHHOTO 00ecreyeHUs
rpaxjaan" (nanee - PexepainbHbIl LIEHTP) AJIA OpPraHU3alMd U MPOBEICHMS 3aKYIOK JICKApCTBEHHBIX
IIpenaparTos.

3. IIpaBo 60bHOTO Ha OOecreueHue JeKapCTBEHHBIMU ITperapaTaMi BOZHUKAET CO AHS BKIIOYESHUS
CBEJCHMM O HEM B pPErHOHAIbHBIN cerMeHT PenepalibHOrO pPETUCTpa JHIL, OOJBHBIX TreMo(UIneH,
MYKOBHUCIIHJI030M, THUITO(QHU3apHBIM HAaHU3MOM, 0oJie3HbI0 ['o11le, 3710Kka4eCTBEHHBIMI HOBOOOPA30BAHUSIMU
TUMQPOUIHON,  KpOBETBOPHOM W POACTBEHHBIX WM  TKaHEH,  pacCessHHbIM  CKJIEPO30M,
TFEMOJIUTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOLIECKUM  apTPUTOM C  CHUCTEMHBIM  HAyalloM,
Mykomnosucaxapuno3oMm I, II m VI Tunos, annactuyeckoil aHeMHEl HEYTOUHEHHOM, HACIEICTBEHHBIM
nedurutom ¢dakropoB Il (pubpunorena), VII (mabunbnoro), X (Ctroapra - Ilpayspa), aui mocie
TpaHCIUIAaHTAI[MU OPTaHOB M (UJK) TKaHeH (Hanee - DeaepanbHbIN PETUCTD).

Jlata BkJIrO4YEeHHUS OOJILHOTO B PETrHOHAIBHBIM cerMeHT denepanbHOro perucrpa (ukcupyercs
JeYaliuM BpayoM B MEIUIIMHCKON KapTe aMOyJIaTOpHOTO O0JIBHOTO WIIM UCTOPUH Pa3BUTHS peOEHKaA.

4. Opranuzanus obecneueHust depepaabHbIM LIEHTPOM 3a CUET CPEACTB (efepabHOro OroKeTa
OO0JIBLHBIX JIEKAPCTBEHHBIMH IIperapaTaMH OCYILECTBISETCS ¢ YUETOM CTaHAAPTOB MEAMIIMHCKON IOMOIIH,
KIMHUYECKUX PEKOMEHJAaUUi (IIPOTOKOJIOB JIEUEHHUS]) M CPEOHEN KypCcOBOM 03Bl JIEKAPCTBEHHBIX
IIpenaparTos.

5. Oprasbl rocynapcTBeHHOW BiacTu cyObekToB Poccuiickoit @enepamun B cdepe OXpaHbl
3/10pOBbs He Mo3/1Hee 1 HOsIOps TeKyIero roaa npeacTapisaioT B DenepanbHblil HEHTp 3asiBKU Ha MOCTaBKY
JIEKapCTBEHHBIX MpPEnapaToB 1o ¢opme, yTBEpKIeHHOH MUHUCTEPCTBOM 31paBooxpaHeHus: Poccuiickoi
Oenepannn (jamee - 3asiBKH), C MPUIOKEHHEM OOOCHOBaHMM MO WX O0OBEMy, a TaKXe IepPEUYCHb
OpraHu3allfii, UMEIOIUX JIMIEH3UI0 Ha OCYIIECTBICHHE MEIUIMHCKOM M (Win) QapmaneBTHYecKOi
nesTeNIbHOCTH B cyObekTax Poccuiickoit ®denepanuu (nanee - OpraHu3alUU-TIONydyaTeNd), B LENSIX
MIOCTaBKU OPTraHU3aLUSIM-II0JIy4aTeNsIM JIEKAPCTBEHHBIX IPENapaToB.

[TorpebHoCcTh (00BEM TOCTaBKM) B JIEKAPCTBEHHOM IIperapare OMNpeNeNsieTcs ¢ Yy4eToM
KIMHUYECKUX PEKOMEHJAIUi (MPOTOKOJIOB JIEUEHUS]) M CPENHEH KYpCOBOM J103bl JIEKAPCTBEHHOTO
npenaparta UCXOs U3 eXKEeMEeCIYHOM (pakTHyecKol MOTPeOHOCTH OOJIBHBIX B JIEKAPCTBEHHBIX IIpenaparax B
COOTBETCTBUHM CO CBEICHUSMH PErHOHAJIBHOrO cermMeHta denepansbHOTO pPEerucTpa U HEOOXOAUMOCTH
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dbopmupoBaHus 3amaca Ha 15 mecses.

6. @enepalibHBII LIEHTP paccMaTPUBAET IIPEICTABICHHBIE 3aIBKM HA COOTBETCTBUE YCTAHOBIECHHOMN
dopme, Ha mpeaMeT OOOCHOBAaHHOCTH 3asBICHHBIX OOBEMOB JIEKAPCTBEHHBIX MpenapaToB U MpU
HEO0XOIMMOCTH KOPPEKTUPYET UX U COTTIACOBBIBAET C BHIHECEHUEM COOTBETCTBYIOIIETO PEIICHUSI.

He no3anee 15 centsiOps tekyiero rona deaepanbHblii LEHTP MPECTABIAET YKa3aHHbIC 3a5BKU B
KoMuccuio MuHuctepceTsa 31paBooxpanerus: Poccuiickoit denepanuu mo pacCMOTPEHHIO 3asBOK (Janee -
KOMHUCCHS) JJIi UX PAacCMOTPEHHs C YydacTHeM mpencTtaBuTeneil DenepanbHOro LEHTPa, OpPraHoOB
UCTIOJIHUTENIbHOW BiacTH cyOwbekToB Poccuiickoit ®enepanyu (B TOM 4YHCIE C HCHOJIB30BAHUEM
MH(OPMALIMOHHO-TEIIEKOMMYHUKAIIMOHHBIX TEXHOJOTUI) Ha TMpeaMeT OOOCHOBAHHOCTH 3asBJICHHBIX
00BEMOB JIEKApPCTBEHHBIX MPENApaToB, UX KOPPEKTUPOBKU IPU HEOOXOAUMOCTH U YTBEPKICHUSI 00BEMOB
IIOCTaBOK JICKAPCTBEHHBIX MHpenaparoB. IlonoxkeHne o0 KOMHUCCHM W €€ COCTaB YTBEPKIAKOTCS
MunucrepcrBoM 31paBooxpanenus Poccuniickoit denepanuu.

PaccmoTtpenue 3asBOK, yTBepKIeHIHE 00BEMOB MOCTABOK U IpeacTaBieHue B DeepanbHbIi HEHTP
CBEJICHUN 00 YTBEP)KICHHBIX 00bEMax MOCTABOK OCYIIECTBISIOTCS KoMUccHel B Teuenue 30 qHel co aHs
MOCTYIJIEHUS 3asBOK OT DenepanbHOro HEHTpa.

CBenennss 00 YTBEp)KIEHHBIX KOMHCCHEH 00BEMax IOCTaBOK JIEKAPCTBEHHBIX MPENapaToB
HanpaBisioTcs DeepalibHBIM [IEHTPOM B OpPraHbl HCIOJNHUTENBHOW BIAacTH CyOBbEeKTOB Poccuiickoii
Oeneparun B cepe OXpaHbI 30POBbS B T€UCHHE 3 paboumx AHEH CO AHS MOCTYIUICHUS CBEICHHHA OT
KOMHUCCHH.

7. OO0beM NOCTAaBOK JIEKAPCTBEHHBIX IpenapaToB (QOpMHUpPYETCs B Ipeaenax O KETHBIX
ACCUTHOBaHUH, TMPEIyCMOTPEHHBIX B (QenepalibHOM 3akoHEe O deaepalbHOM OrOKeTe Ha
COOTBETCTBYIOIIMI (PMHAHCOBBIA TOA W IUIAHOBBIM IEPHOA, M JUMHTOB OIOKETHBIX 0053aTEIbCTB,
JIOBEJICHHBIX B YCTAaHOBJIEHHOM Mopsake 10 MunucrepcrBa 3apaBooxpaHenust Poccuiickoit deneparuu Ha
3aKyIKY JICKAPCTBEHHBIX IIPENapaToB.

8. B cooTBeTCTBHM C 00BbEMAaMU ITOCTABOK JIEKAPCTBEHHBIX IIPENApaTOB, YTBEPKIEHHBIMU OpraHaMu
rocy/1apcTBeHHOUW BiacTu cyOwbekToB Poccuiickoit denepaunu B cdepe oXpaHbl 37A0pPOBbSI C YUETOM
pewieHust komuccnu, denepanbHblid HEHTP B YCTAaHOBIEHHOM 3aKOHOAATeNbCTBOM Poccuiickoint denepanuu
MOPSIIKE OCYLIECTBIISET 3aKYIIKY JIEKAPCTBEHHBIX IIPENApaToB.

MunucrepcTBo 3apaBooxpaHenust Pocecniickoit denepanuy eXeroaHo U3AaeT akT O COINIaCOBaHUU
nepenaun  denepanbHbIM LIEHTPOM 3aKyIUIEHHBIX B COOTBETCTBUM ¢ HacTtosiiiuMu [IpaBunamu
JIeKapCTBEHHBIX IpernapaToB OpraHaM rocylapcTBEHHOW BiacTu cyObekToB Poccuiickoit denepanuu B
chepe oxpaHbl 370POBBA.

9. IlocraBmMKM  JIEKapCTBEHHBIX  IIPENapaToB, ONPENEICHHBIE B  COOTBETCTBUU  C
3aKkoHoAaTenbcTBOM Poccuiickoit ®@enepanuu, npeactaBisioT B PenepanbHbll LHEHTP O(QOpPMIICHHBIE B
YCTaHOBJIEHHOM MOPSJIKE JIOKYMEHTHI, HOTBEP K TAOLINE ¢baxt HOJTyYEHUS
OpraHM3alUAMHU-TIONYYaTeIsIMU  JIGKAPCTBEHHBIX IpEnaparoB, B TOM YHCIE HAKJIAJHbIE U aKThl
preMa-nepeaun JEKapCTBEHHbIX MTPENapaToB.

10. denepanbHblii eHTp B TeueHue 10 pabounx aHeN co JHS MOCTYIUIEHUS aKTa IprueMa-nepeadu
IPUHUMAET Ha Y4YeT JIEKapCTBEHHBIE MpenapaTtbl M H3AA€T pPACIOpPSAWUTENbHBIE aKThl O Iepenaye
JIEKapCTBEHHBIX TPEMapaTOB OpraHaM HCIOJHUTENBHOW BiacTu cyOnekToB Poccuiickoit deneparum,
OTIpe/IeIEHHBIM BBICIIMM JIOJDKHOCTHBIM JIMIIOM cyObekra Poccuiickoit denepanmu (pykoBoauTEIEeM
BBICIIETO MCTIOJHUTEILHOTO OpraHa rocyJ1apcTBEHHOH BIacTH cyobekTa Poccuiickoit deaepanun) (ranee -
YIIOJTHOMOYEHHBIE OpraHbl), C YKa3aHUEM HOMEHKJIATyphl, KOJWYECTBA M CTOMMOCTH JIEKAPCTBEHHBIX
IIPENapaToB B OTHOIIEHUH KaXJA0r0 YIOJHOMOYEHHOTO OpPraHa.

11. denepanbHblil LEHTP B TeUeHHE 5 pabouyMX AHEW CO JTHSA U3JaHUS PACIIOPSIUTEIHHOTO aKTa,
npenycMoTpeHHoro nmyHkToM 10 nHacrosimux IlpaBui, HampaBiseT B yNOJTHOMOUYEHHBIE OpraHbl (B 2
9K3EMIUIAPAX ) U3BELICHHUE O IIOCTABKE JIEKAPCTBEHHBIX IIPENAPATOB U aKT IpUEMa-IIepeiauu, NOANNCAHHbIE
JTUPEKTOPOM (YIOJIHOMOYEHHBIM JiH1IoM) DenepanbHOro HeHTpa.

12. YnonHOMOYEHHbIE OpraHbl B TEUCHHE S5 PabOYMX AHEH cO JHS MOJYy4YeHHsS HW3BELICHUS O
IIOCTaBKE JIEKAPCTBEHHBIX IIpENapaToB M akTa IpueMa-lepenadyu, MNPeIyCMOTPEHHbIX NIyHKTOM 11
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Hacrosmux IlpaBui, MOANMCHIBAIOT M 3aBEPSIIOT IEYaThbl0 00a 3K3EMIUIApAa M3BEIIEHUS O IOCTaBKe
JIEKapCTBEHHOI'0 Ipenapara U o0a 3K3eMIULIpa aKTa IpUeMa-Tiepeaayy, IOCJIe Yero BO3BpalllaloT B
@DenepallbHbBIN LEHTP OAMH SK3EMIULAP YKa3aHHOIO U3BEIEHUS U OAMH SK3EMIULIP aKTa IpUeMa-Tnepeadn.

13. YnonHOMOYEHHBII OpraH Ha OCHOBaHMM aKTa I[pUEMa-Iiepeadyd IMPUHUMAET Ha Y4eT
JIeKapCTBEHHbIE IIpenapaThl U B TeUeHUe 5 pabouux JHEH co JHs NOIY4YEeHUs aKTa IprueMa-nepeaaydu n3aer
paclopsSAMTENbHBIM aKT O Iepefade JIEKapCTBEHHBIX IIPENapaToB OpraHu3alUsIM-NOIydaTeasiM ¢
yYKa3aHHEM HOMEHKJIATYypPbl, KOJIUYECTBA U CTOUMOCTH JIEKAPCTBEHHBIX IIPENAPATOB B OTHOLICHUH KaXI0U
OpraHu3alU-1101y4aTes.

14. Opranuzanuu-mojsydyaread B TeueHHe 2 pabodyux JHEH cO JHS TOIy4YeHUs JOKYMEHTOB,
HOJATBEPKIAIOLIUX [Iepelady UM JIEKApCTBEHHBIX IIPErapaToB, IPUHUMAIOT JIEKAPCTBEHHBIE MPenapaThl Ha
yueT, 00eCeunBatOT UX COXPAHHOCTD U 1I€JIE€BOE MCII0JIb30BaHHE.

15. ®enepanpHblii LIEHTP B YCTAHOBJIEHHOM MMHHCTEPCTBOM 3/paBooxpaHeHus Poccuiickoit
®denepany NOPSAAKE OCYIIECTBIIAET MOHUTOPUHI JIBWJKEHUS M ydeTa JICKapCTBEHHBIX IIPENapaTroB B
cyobektax Poccuiickoii @enepanuu, TOBOJUT 10 CBEICHHS YIOJHOMOUYEHHBIX OPraHOB IOJyYCHHBIE 110
pe3yJibTaTaM MOHHMTOPHHIA JIaHHBIE, B TOM YMCJIE CBEJCHHUS O HOMEHKJIAType, KOJUYECTBE U CTOMMOCTH
JIEKapCTBEHHBIX MpPEnapaToB, 00 OTCYTCTBUH MOTPEOHOCTH B OT/EIBHBIX JIEKAPCTBEHHBIX Mpernaparax Ju0o
O TIOSIBJIEHUM JIOMOJIHUTEIBHOW MOTPEOHOCTH B JIEKAPCTBEHHBIX INpenapaTrax B CBA3U C U3MEHEHHEM B
cyonekTe Poccuiickoit denepanny 9MCIEHHOCTH OOJIbHBIX, U3MEHECHUSMU B HA3HAYCHUSX MEAUIIMHCKIMHU
paOOTHUKAaMHU  JICKQpCTBEHHBIX IpenapaToB OOJIBHBIM M COIJIACOBBIBA€T  IepepacuperiesicHue
JICKapCTBEHHBIX MPENapaToB MEeX Ay cyobekTamu Poccuiickoit denepamnum.

16. Ilepemauya JieKapCTBEHHBIX HpenapaToB OJHUM cyObekToM Poccuiickoit ®Penepaunuu B
coOcTBeHHOCTh Japyroro cyowekta Poccuiickoit ®emepaniui OCYIIECTBISETCS Ha OCHOBAaHUM aKTa
npueMa-nepenaud. denepanbHbplii LEHTP yBENOMIISIETCA O I€pefade JIEKapCTBEHHBIX IIPENapaToB B
10-gHEBHEBIHM CPOK MOCIIE MOIMUCAHUS aKTa MPHEeMa-Tiepeiady YIIOJTHOMOYEHHBIMUA OpTaHaAMH.

17. ®enepanbHbIil LEHTp €XEKBapTaJlbHO, 10 10-ro umcia Mecdna, ClIeayrUero 3a OTYETHBIM
KBapTaJoM, NpPEJCTaBISIET CBEIEHUS O Nepeaade JIEKapCTBEHHBIX MpernapaTtoB cyobekTy Poccuiickoii
denepaui U COTJIACOBAHHBIX MNEpEpacHpeieNeHUsIX JIEKapCTBEHHBIX MPENapaToB MEXIy CyObeKTaMu
Poccuiickoit ®enepaunu B PenepalibHyl0 ciayk0y MO Haa30py B cdepe 3ApaBOOXPAHEHUS B LEIIX
OCYILIECTBIICHUSI KOHTPOJI 3@ LEJEBBIM HCIIOJIB30BAHUEM JIEKADPCTBEHHBIX IIPENapaTroB, a TaKXKe B
MununcrepceTBo 31paBooxpanenus Poccuniickont denepanuu.

18. B nensax obecrieueHus: OONbHBIX JIEKAPCTBEHHBIMM IpernapaTaMu B MOPSAAKE, YCTAHOBIEHHOM
3aKoHOAaTenbCcTBOM Poccuiickoi denepanuu, OCyIeCTBIAETCS Ha3HAYEHHE JIEKAPCTBEHHBIX IIPENapaToB U
oopmMIIeHHEe pPEeLenToB Ha JEKapCTBEHHbIE MTPENapaThl.

19. Ilpu Ha3HaueHUH OOJIBLHOMY JIEKAPCTBEHHBIX MpPENaparoB Jieyalluii Bpad HHGOPMUPYET €ro O
BO3MOXHOCTH TOJYYEHHUS UM COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MpenapaToB Oe3 B3UMaHHUs IJIaThl B
COOTBETCTBUU C 3aKOHOJATENBCTBOM Poccuiickon denepannu.

20. B nensx JMHaAMHUYECKOT0 HAaO0eHNS 32 OOJIBHBIM U COOJIOICHUS IEPUOTUYHOCTH ITOCEIICHUS
UM MEIMIIMHCKOW OpraHU3aliy JIeYallliM BpauoM OINpeessieTcsl KOJIMYECTBO JIEKapCTBEHHOTO Mpernapara,
€IMHOBPEMEHHO O(OPMIIEHHOTO Ha pEUEeNnTypHOM OJIaHKe B COOTBETCTBUM C PEKOMEHIOBAaHHOMN
CpPEIHECYTOYHON KYypCOBOM JO30M U CPOKOM, HA3HAYEHHBIM JIJIS TOCEILICHMUSI.

21. MeauuuHCKasi OpraHu3anus MpPeaoCTaBIseT OOJIBHOMY MM €r0 3aKOHHOMY MPEACTAaBUTEINIO
uH(popMalrio 00 OpraHu3alusaX, paclojJOKEHHBIX B TpaHUIAX MYHUIIMIIAILHOTO 00pa30BaHUs MO MECTY
KHUTEIHCTBA MU MECTY MpeObIBaHuUs (B ClTyyae €ClId CPOK MpeObIBaHMs IPEBBIIIAET 6 MecsleB) O0JIbHOTO U
OCYIIECTBIISIONMX OECIUIaTHBIM OTIYCK JIEKapCTBEHHBIX MTPEeNapaToB, HA3HAYEHHBIX JIEYalllM BpauoM.

22. Tlocne BKIIOUEHHs OOJIBHOTO B perHOHANIbHBIN cerMeHT deepabHOro perucTpa Ha3HaueHue 1
OTITYCK €My MJIU €r0 3aKOHHOMY IPEJICTAaBUTEIIO JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBIISETCS B CPOK, HE
npesbimatomuii 20 pabounx JHEH co JHS BKIIIOYESHHUS.

23. Opranuzanusi oOecnedyeHus JIEKApCTBEHHBIMU IpenaparaMud OOJIbHBIX, MPOKUBAIOIIUX B
CTAllMOHAPHBIX OPraHU3alMAX COLMATBHOTO OOCITY)KMBAaHHS WM OTOBIBAIOIIMX HakKa3zaHHE, CBSA3aHHOE C
JUIIEHUEM CBOOO/IbI, OCYILIECTBISIETCA COOTBETCTBYIOIEH OpraHu3anuei.
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24. B cnydae BwIe3ga OONBHOTO 3a MpeAeibl TeppuTopun cyobekTa Poccuiickoit deneparuu, B
KOTOPOM OH IMPOXHBACT, Ha TEPPUTOPHUIO Apyroro cyowekra Poccuiickoit denepanuu Ha CpOK, HE
MIPEBBIMIAOIINN 6 MeCsIeB, TAKOMY OOJIBHOMY OPraHOM T'OCYAapCTBEHHOM BllacTh cyObekTa Poccuiickoii
@Denepanun B cepe OXpaHbl 310pPOBbSl OPraHU3yeTCsl Ha3HAUYEHUE JIEKAPCTBEHHBIX IPEnapaToB Ha CPOK
npueMa, paBHBIM CpPOKY €ro Bble3lla 3a Impelenbl Teppuropun cyobekra Poccuiickoit denepanuu, aubdo,
YUUTBIBAsI CPOKH T'OJHOCTH WMEIOIIMXCS OCTAaTKOB JICKAPCTBEHHBIX MpPENapaToB, 00ECIEYEHHE TaKOTro
00JILHOTO JIEKaPCTBEHHBIMU MpenapaTaMyu Ha COOTBETCTBYIOLINIT CPOK.

CBeneHMs O KOJHMYECTBE HA3HAUYEHHBIX MJIM OTIYIIEHHBIX OOJBPHOMY WM €ro 3aKOHHOMY
MIPEICTABUTEIIO JIEKAPCTBEHHBIX MTPENAapaTOB BHOCATCS B PETMOHAIIBHBIN cerMeHT DeepaibHOro perucTpa.

25. B ciydae Bble3fa OOJIBHOTO 3a IpEeIeNbl TeppUTOpuu cyonekTta Poccuiickoit @enepanuu, B
KOTOPOM OH TMPOKMBAaET, Ha TeppuTOopuio npyroro cyobekta Poccuiickoii denepanuu Ha CpoOK,
NPEBBIMIAIOIINN 6 MecsLeB, WX B CIy4ae U3MEHEHHUS MECTa KHUTEIbCTBA TAKOMY OOJILHOMY Ha3HAYAIOTCS
JIEKapCTBEHHBIE TpenapaThl HA CPOK IpueMa He Ooliee OJHOro Mecsa JIMOO OpraHu3yeTcs OpraHoM
roCy/IapCTBEHHOU BIIacTU cyObekTa Poccmiickoit Denepainuu B cepe oxpaHbl 30pOBbS OOCCIiCUeHUE
TaKoro OO0JIHHOTO JIEKAPCTBEHHBIMHU MpenapaTaMu Ha CPOK Mpuema He 6oJiee OJHOro MecsIa.

CBeneHust 0 TakoM OOJIBHOM MOJJIEXKAT UCKIIIOUEHUIO U3 PETMOHAIBHOTO cerMeHTa deepaabHOro
peructpa cyobekTta Poccuiickoit denepannu, ¢ TEpPUTOPUHA KOTOPOTO BhIE3KaeT OOJBHOM, U niepenaye (B
TOM 4YHCJI€ C HCIOJNb30BaHUEM HH(OPMAIMOHHO-KOMMYHHUKAIMOHHBIX  TEXHOJOTHH)  OpraHy
rocy/1apcTBEHHOU BiacTu cyobekTa Poccuiickoit @enepanuu B cepe OXpaHbl 310pOBbs, HA TEPPUTOPHIO
KOTOpPOro Bbexasl OOJIbHOM, Ul BKJIIOUYEHHUS B PETMOHANIBHBIN cermMeHT deepaibHOro perucrpa 3Toro
cyonekTa Poccuiickoit @enepanuu.

JaTtoil BKJIIOUEHHS CBEIEHUM O OOJNBHOM B PErHOHANBbHBIA cerMeHT dDenepalibHOro perucrpa
cyorekToM Poccuiickoit denepanuu, Ha TEPPUTOPHIO KOTOPOTO Bbexan OOJbHOM, SBISETCS [ICHB,
CJIEYIOIIMHI 3a IHEM HCKIIIOUEHHS CBEACHUN O HEM U3 PETHMOHAIIBHOIO cerMeHTa deiepaibHOrO perucTpa
cyobexktoMm Poccuiickoit denepannu, ¢ TEPPUTOPUN KOTOPOTO BbIeXasl OOIbHOM.

26. Opran rocynapcTBeHHOU BiacTu cyobekTa Poccuiickoit denepanuu B cepe oxpaHbl 310pOBbS,
C TEpPUTOPHUH KOTOPOTO BbIEXal OONBHOW, mpeacTaBiseT (B TOM YHCIE C HCIOJb30BAHHEM
WH()OPMAITMOHHO-KOMMYHHKAIIMOHHBIX TEXHOJOTHUH) TIO0 3ampocy OpraHa TOCYIapCTBEHHOW BIIACTH
cyobekta Poccuiickoii deneparuu B cepe OXpaHbl 370pOBbs, HA TEPPUTOPHIO KOTOPOTO BheXasl O0JIBbHOM,
CBECHMSI O KOJIMYECTBE HAa3HAYCHHBIX WM (PaKTUYECKU MPEIOCTABIEHHBIX OOJILHOMY WM €r0 3aKOHHOMY
MPEACTABUTEINIO JICKAPCTBEHHBIX MPENapaToB B COOTBETCTBUM C MYHKTOM 25 HacTosmux [IpaBui.

YTBEPXIAEHbBI
noctaHoBienreM IlpaBurenbcTBa
Poccuiickoii Penepaunu

o1 26 Hosops 2018 r. N 1416

IMpaBuia
BeieHus PegepaibHOrO perucTpa Jul, 00JbHbIX reMopuneil, MyKOBHCIHI030M, THIIOQU3APHBIM
HAHM3MOM, 00s1e3HBI0 I'o111e, 3710KaYeCTBEHHBIMU HOBOOOPAa30BaHUAMHM JTUM(OUTHOM,
KPOBETBOPHOH M POACTBEHHBIX UM TKAaHEH, pacCesiHHbIM CKJIEPO30M, FéMOJIUTHKO-YPEMUYECKUM
CHH/APOMOM, IOHOLIECKHM APTPHUTOM C CHCTEMHBIM Ha4aJIoM, MykonoJucaxapuaosom I, IT u VI
THIIOB, AIIACTHYECKOH aHeMH el HEeYyTOYHEHHOM, HACIeACTBeHHbIM Aepuuutom pakropos 11
(¢pudpunorena), VII (m1adbunbnoro), X (Crroapra - Ilpayspa), i nocie TpaHCIVIAHTALMA OPTaHOB M
(nin) TKaHeH

1. Hactosuue [IpaBuna yctaHaBiIMBarOT NOPsA0K BeaeHUss denepanbHOro perucrpa jui, O0JIbHBIX
reModminei, MYyKOBHCIIMI030M, THUMO(U3apHBIM HaHU3MOM, Ooje3Hbto ['omre, 3710KaueCTBEHHBIMU
HOBOOOpa30BaHUSAMHU JTUM(OUTHONW, KPOBETBOPHON U POACTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIIEPO30M,
TFEMOJUTUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOLIECKUM  apTPUTOM C  CHUCTEMHBIM  HayaloM,
Mykomnonucaxapuno3oMm I, II m VI Tunos, annactuyeckol aHeMHel HEYyTOUYHEHHOM, HACIEICTBEHHBIM
nedurutom ¢dakropoB Il (pubpunorena), VII (mabmnbnoro), X (Crroapra - Ilpayspa), mui mocie



TPaHCIUIAHTALMU OPTaHOB U (WIM) TKaHEH (Jlajiee COOTBETCTBEHHO - OonbHbIe, DenepanbHblil perucTp).

2. Benenue denepanbHOro perucrpa OCyIEeCTBISIETCS B CIEIYIOMIMX LENsX:

a) obecreyeHre JeKapCTBEHHBIMU IIperapaTaMy Ui MEJUIIMHCKOTO IPUMEHEHMS], BKIFOUEHHBIMU B
yrBepkaeHHbI [IpaBurensctBoM Poccuiickoii @Penepanuy IEepedeHb JIEKAPCTBEHHBIX IIPENApaToB,
c(OpPMHUPOBAHHBINA B YCTAHOBJIIEHHOM UM HOpsAKE (Jajiee - JIeKapCTBEHHbIE IIpenapaThl), O0JIBHBIX 32 CUET
OIO/DKETHBIX ~ ACCUTHOBAHM, TPEAYCMOTPEHHBIX B  denepadbHOoM  Owomkere  MUHHCTEPCTBY
3apaBooxpaHeHus Poccuiickoit denepannu u nepeyuciasieMbx (erepaabHOMY Ka3eHHOMY YUPEXKICHUIO
"denepanbHbIi IEHTP MJIAHUPOBAHUS M OPTaHU3AIMH JIEKAPCTBEHHOrO obOecrieueHus rpaxkaan” (naiee -
®denepanbHbIi LEHTP) U1 OpraHU3aluK U IPOBEIEHH 3aKyIOK JIEKAPCTBEHHBIX IIPENapaToB;

0) MOHUTOPHHT JBUKEHUS U yueTa OOJIbHBIX HA OCHOBAHUM CBEJEHUH, IPEACTABISEMBIX OpraHaMu
roCyJIapCTBEHHOM BiacTH cy0ObekToB Poccuiickoit deneparuu B chepe oXpaHbl 370pOBBS;

B) 3¢ (eKTUBHOE IJIAHWPOBAHHUE U PACX0J0BaHUE (PMHAHCOBBIX CPECTB, HAIIPABISEMBIX HA 3aKYIKY
HEOOXO/IMMBIX JIEKAPCTBEHHBIX MpenapaToB i oOecreueHuss UMU OOJIbHBIX 110 MECTY JKUTENbCTBA WU
MecTy npeObIBaHus (B CIy4ae €ClIi CPOK MPEObIBAaHUS MTPEBHIACT 6 MECSIICB).

3. ®enepanbHbId peructp sBisgeTcs (eaepaibHOW MHGOPMAIIMOHHONW CHCTEMOMW, COCTOSIICH W3
PErMOHANbHBIX CETMEHTOB U COJEpKallel CBEJEHUS, IPEAYCMOTPEHHbIE MyHKTOM 9 HacTosiuux [IpaBui.

MunucrepcTBo 3apaBooxpaneHus Poccuiickoit @enepanuu ABIsIETCS ONEPATOPOM 3TOM CUCTEMBI U
oOecnieunBaet ee becriepeOoiiHoe QYHKIIMOHUPOBAHUE.

MunucrepcTBO 3apaBooxpaneHust Poccuiickoil @enepanun obecnieunBaetr degepaibHOMY HEHTPY
JOCTYTI K MH(pOpMaIIHH, coaepKaiieiics B deaepalbHOM PETUCTpE.

4. Opranbl TOCyAapCTBEHHOM BiacTu cyObekToB Poccuiickoit ®enepaunu B cdepe OXpaHbl
3I0pOBBsI OOECIIEYMBAIOT BHECEHUE CBEACHUH O OONBHBIX B PETHOHAIBHBIA cerMeHT DenepaabHOro
perucrpa B CpOK, HE IpEeBbIIAIOIIUN 5 pabouux AHEH co JHsA oOpalieHus: OOJIBHOTO C YCTaHOBJIEHHBIM
JMarHo30M B MEJIUIMHCKYIO OPraHU3alMIO 110 MECTY €ro HUTEJIbCTBA WIM MECTy IpeObIBaHUs (B ciaydae
€CIIM CPOK NMpeObIBaHUS PEBBIIIAET 6 MECSIIEB).

BxiroueHne B peruoHadbHbBIA cerMeHT @enepaJbHOTO pPETUCTpa CBEIEHUM O OOJBHBIX
OCYILECTBIISICTCS MEAULIMHCKON OpraHu3alyei o MecTy UX KUTEJIbCTBA WK MECTY NpeObIBaHUs (B Cilydae
€CJIM CPOK MpeObIBaHUS MpEBbIIIAET 6 MECSAIEB) HA OCHOBAHUU MEIULIMHCKUX JTOKYMEHTOB (X KOIUI) WK
BBIIMUCKHA M3 HUX, OTPAXKAIOUUX CBEIEHHs 00 YCTAaHOBJIEHHOM JMAarHo3e U BBIOOpPE MEpONPHUATHH IO
JICUEHUIO TManueHTa. BxiroueHue cBeqeHU! O OOJBHBIX C TE€MOJUTHKO-YPEMHUECKHM CHHAPOMOM,
IOHOIIIECKMM apTPUTOM C CUCTEMHBIM HadaJloM U Mykomnonucaxapuao3om I, II u VI tunos ocymectsisiercs
Ha OCHOBAaHMM MEAMIIMHCKHX JIOKYMEHTOB WJIM UX KONHUI U BBIMUCKHU U3 HUX, OTPAKAIOLIUX CBEICHUS 00
YCTAHOBJICHHOM JIMAarHO3€ U BbIOOpE MEPONPUATHH 110 JICUEHUIO MAI[MEeHTA, MTOIY4YEeHHBIX OT (heaepabHON
MEJIUIIMHCKOW OpraHu3aluu.

5. PerynupoBaHue OTHOILIEHUH, CBSI3aHHBIX ¢ BeZieHHneM PenepanbHOro perucTpa, OCyeCTBISETCS
B COOTBETCTBUHM C 3aKOoHoJaTeslbcTBOM Poccuiickoit @enepanuu 00 uHGOpmanuu, MHGPOPMALUOHHBIX
TEXHOJIOTUSX U O 3aIIUTE UH(OPMAIIHH.

6. MunucrepctBo 3apaBooxpaHeHus Pocculickoii @enepannn, denepanbHblii HEHTP U OpPraHbI
roCyJapCTBEHHOM BiacTu cyobekToB Poccuiickoit @enepanuu B chepe 0XpaHbl 310pOBbsS 00ECIIEUHBAIOT
KOH(UICHIIMATBHOCTD CBEJIEHUH, coaepkamuxcs B DeepaibHOM perucTpe, a Takke XpaHeHHUe U 3alluTy
TaKHUX CBEIECHUHU B cOOTBeTCTBUU ¢ DenepanbHbIM 3aKOHOM "O nepcoHaIbHBIX JaHHBIX .

7. Pasmemenue unopmanuu B DenepaqbHOM pErucTpe OCYIIECTBISIETCS € NPUMEHEHHEM
YCUJICHHOM KBaTU(UIIMPOBAHHON AJIEKTPOHHOM MOANUCH B cooTBeTcTBUU ¢ DenepanbHbiM 3akoHOM "O0
3JIEKTPOHHOM MOJIIMHUCH .

8. denepanbHBll PETUCTP BEAETCS B JIEKTPOHHOM BHJIE€ C NMPUMEHEHUEM aBTOMATHU3WPOBAHHOMN
CUCTEMBI ITyTeM BHECEHUS PETUCTPOBOM 3allHCH C MPUCBOEHUEM YHUKAJILHOTO HOMEpPa pEerucTPOBOM 3aliCH
Y YKa3aHUEM JIaThbl €€ BHECCHMUS.

[Tpu BHECEHMM M3MEHEHUN B CBEACHUS O OOJIHLHOM JIOJKHBI OBITh COXPaHEHbl YHUKAIbHBIH HOMED
pETUCTPOBOM 3aITUCH U UCTOPHSI BHECEHUS U3MEHEHU .

9. ®enepanbHbIA PETUCTP COAEPHKUT CIEAYIONIUE CBEICHUS:
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a) CTPaxoBOM HOMEpP WHIAMBUAYAIBHOIO JIMIIEBOIO cYeTa OOJHHOTO B CHUCTEME 0053aTeIbHOIO
IIEHCUOHHOT'0 CTpaxoBaHus (IpU HAJINYKUH);

0) dpamunus, ©Ms, OTYECTBO OOJIBHOTO, a TAKXKE GaMUIIHS, JaHHAS TIPU POXKICHUU;

B) J1aTa pOXKJI€HUs OOJIBHOIO;

T') oJ 60JIBHOTO;

1) aJipec MecTa KUTEIbCTBA WM MECTa MPeObIBaHUS (B CIIydae €Ccii CPOK NMPeObIBAHUS PEBbIIIACT
6 wMecsneB) OonpHOTO (¢ yKazaHmeM koma 1o OOmmepoccuiickoMy Kiaccu(DHUKaTopy OOBEKTOB
aJIMMHHMCTPATUBHO-TEPPUTOPUAIBHOTO JIETICHUS);

€) cepus 1 HOMep Macnopra (CBUIAETEICTBA O POKICHUH ) WK YAOCTOBEPEHHUS JINYHOCTU OOJIbHOTO,
a TaKKe JjaTa BblJaul yKa3aHHBIX JOKYMEHTOB;

) cepHsl 1 HOMEp IoJIMca 0053aTeIbHOr0 MEIUIIMHCKOTO CTPaxoBaHUs O0JIBHOIO M HAUMEHOBAaHUE
BBIJIABILIEN €r0 CTPAXOBOM MEIUIIMHCKON OpraHn3aluH;

3) uHbopMaIusi 00 HHBAIMTHOCTH (B CIy4Yae YCTAHOBIICHUS TPYIIIbI HHBAUIHOCTH HIIM KATETOPUU
"peOeHok-uHBaNU");

W) auarHo3 3a0oseBaHMs (COCTOSIHUA), BKIOYAs €ro Koja mo MexayHapOJHOW CTaTHCTUYECKOM
Kkinaccupukanuy Oosie3Hell u mpoOiieM, CBS3aHHBIX CO 3[J0POBBEM, a TaKXKe JaTa OCMOTpa OOJBHOTO H
JTaHHBIC O TUHAMHKE COCTOSIHHUS;

K) uHpOpMAIMs O MEIWIMHCKOW OpraHu3anud (HAaUMEHOBaHHME, OCHOBHOW TOCYAapCTBEHHBIN
pPEerucTpallMoOHHBIA HOMEp, ko1 1o OO0miepoccuiickoMy KiaccuGUKaTopy MpeanpUsTUid U OpraHu3alui),
BBIJIABIIICH HAIIpaBJICHUE HA BKIIFOUCHHE CBEJCHUM O 00JIbHBIX B DenepabHbIA perucTp (HampaBiieHUE Ha
BHECEHHE M3MEHEHUU B CBEJEHUS, conepkamiuecs B denepanbHOM perucTpe (Jajnee - HampaBlieHUE), a
TaK)Ke U3BEIICHUE 00 UCKITIOUCHUH CBEJICHUH 0 00IBHBIX 13 DelepalIbHOTO perucTpa (J1ajee - U3BEIICHHE);

J) JaTa BKJIIOYEHHUS CBEJEHUIN O OOJHHOM W JaTa BHECEHHS M3MEHEHHI B CBEIEHUS O OOJIHLHOM B
®DenepanbHbII PETUCTD;

M) nH(popMaIMs 0 Ha3HAYEHUH JIEKaPCTBEHHBIX MIPENapaTos;

H) uHoOpMmamusi 00 OTHYyCKEe JeKapCTBEHHBIX IIpernapaToB (Jara Havajna oOecredeHus
JIeKapCTBEeHHBIMHU IpenapaTtaMy U (PaKTHYECKUH OTIYCK JeKapCTBEHHBIX MpenapaToB);

0) JaTa MPUHATUS peleHuss o0 OKOHYAHMU OOecCHeueHHus JIeKapCTBEHHBIMHU IIpernaparaMmu ¢
yKa3aHHEM IIPUYMHBI (BbIe3] 3a penensl Poccuiickoit denepannm Ha NOCTOSTHHOE MECTO JKUTENBCTBA UITU
MecCTO TpeObIBaHUs (B ciaydyae €ciad CpOK IpeObIBaHUS MpeBbIaeT 6 MecsleB), CMEpTh OOJIHOTO,
OTCYTCTBHUE MOKa3aHUI K JajbHEWIIeMy NMpHeMY JIEKapCTBEHHOTO Ipernapara) U O repejradye CBEACHUN B
apxuB DenepanbHOro perucTpa;

n) uHpopMalus O BKIIOUEHHH OonbHOro B denepalibHbIi PErucTp JML, MUMEIOMIMX IMpaBO Ha
MOJIyUeHUE TOCYAapCTBEHHOM COIMAJbHOM IMOMOLIM, W MHBIE PEruCTpbl, MPETyCMOTPEHHBIE
3akoHoJaTeNnbCTBOM Poccuiickoit denepanun, B 1ensx oOecreyeHHs JIGKapCTBEHHBIMU IpenapataMu 3a
cuer OrokeToB OroKeTHON cuctembl Poccuiickoit denepannu;

P) YHUKAJIbHBI HOMEP PETUCTPOBOM 3aIUCH;

C) BBINKMCKA M3 MEIUIIMHCKOW TOKyMEHTalUu OOJBHOTO, cofepiKallias CBEJIEHUS O Ha3HAUYEeHUU U
MCIIOJIb30BAaHUU JIEKAPCTBEHHBIX MPENapaToB.

10. B cnyyae ycraHOBJeHMsI AMarHo3a 3a0ojieBaHUS (COCTOSIHMS), YKa3aHHOTO B IyHKTe 1
HacTosmux [IpaBuil, Uau U3MEHEHUS CBEJIEHUM, YKa3aHHBIX B MOAMYHKTax "a" - "x" myHkTa 9 HacTosmux
[TpaBui1, METUIIMHCKHE OPTaHU3AIMH, B KOTOPBIX OOJIbHBIE HAXOAATCS M0J1 MEAUIIMHCKUM HAOJI0/IEHUEM, B
CpOK, He mpeBblaonmii 3 pabouux aHel co JHSA oOpalieHust 00JIBHOTO ¢ YCTAHOBJICHHBIM JMAarHO30M B
MEAMIMHCKYIO OpraHM3alfI0 10 MECTy JXHUTENbCTBa WJIM MECTy MNpeObIBaHUs (B CiIydae €ClIH CpPOK
npeObIBaHUS MPEBBIIIAECT 6 MECSIEB), MPEACTABIAIOT B AJIEKTPOHHOM BUE WM HAa OyMa)XHOM HOCHUTENe
HaIpaBJIEHUS U U3BEILEHUS B OpraH rocy/1apcTBEHHON BiacTH cyobekTa Poccuiickoit @eneparuu B chepe
OXpaHbl 370pOBbSl IO (GOpME U B MOPAIKE, KOTOPbIE YTBEpXkAe€Hbl MUHHCTEPCTBOM 3PAaBOOXPAHEHUs
Poccuiickoit @enepanuu.

11. [Jns 3anonHeHWsT pETHOHAIBHOTO cermMeHTa enepasbHOIO PpErucrpa OpraHu3aluy,
OCYIIIECTBIISIONINE OTIYCK JIEKAPCTBEHHBIX MTPENapaToB, HA3HAYEHHBIX JIeUallluM BpauoM B COOTBETCTBUU C
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nan

IPEeAYyCMOTPEHHBIM MOANYHKTOM "a" myHkTa 2 Hactosmux [lpaBun nepeynem, 10 5-TO yucia Kaxaoro
Mecslla IPeACTaBISIIOT B OpraHbl rOCy/1apCTBEHHON BiacTH cyonekToB Poccuiickoii denepannu B chepe
OXpaHbl 370POBbSI B JJIEKTPOHHOM BHJE WU Ha OYMa)XHOM HOCHUTEJE CBEJICHHUS 00 OTHYHICHHBIX 3a
IPEILIECTBYIOLIUI MeCSI] JIEKAPCTBEHHBIX Ipenaparax.

12. B cny4ae eciiu cBeieHUs, IPEyCMOTpEeHHbIE ToAnyHKTamMu "a", "x" u """ myHkTa 9 HacTosImx
[IpaBwi, He TpenCTaBICHBI B OpraHbl TOCYAapCTBEHHOW BIIACTH CyOBekTOB Poccuiickoit @eneparuu B
chepe OXpaHbl 3/I0POBBS, YKa3aHHbIE OPTraHbl BJIACTH CAMOCTOSITENIbHO 3allpallliBalOT 3THU CBEJICHUS B
rOCY/IapCTBEHHBIX BHEOIOKETHBIX (POHIAX.

Cenenuss 0 OOJbHOM (HAINpaBJICHUS, HW3BELICHHS), MNPEICTABISEMbIE B JJIIEKTPOHHOM BHUJIE,
HOJJIEXKAT 3aBEPEHUI0 3JIEKTPOHHOM MOJIMUCBHIO JTOJPKHOCTHOTO JIMIIA OpraHa rocyJapCTBEHHOW BIJIACTH
cyowsekTa Poccuiickoit @enepariuu B chepe 0XpaHbl 310pPOBbSI.

13. B ciydae Bbie3sia 6071bHOTO 3a npesensl Tepputopun Poccuiickoit denepanuu Ha MOCTOSIHHOE
MECTO >KUTEJIbCTBA UM MECTO MpeObIBaHUS (B CIIydae eClid CPOK IMpeObIBaHMS MPEBBIIIACT 6 MeCALEeB), a
TaK)Ke B Cllydae CMEpTH OOJIBLHOTO CBEJIEHUS O HEM MOJUIEkKAT apXUBUPOBAHUIO.

YTBEPX/IEHbI
nocraHosieHueM IlpaBure/bcTBa
Poccuiickoii Peaepanuu

oT 26 Hos10ps1 2018 r. N 1416

Ilepeyenn
yrpatuBiux cuiy akToB IlpaBurenscrBa Poccuiickoit @exepannu

1. Ilocranosnenue IlpaBurensctBa Poccuiickoit ®enepaunun ot 26 nexadbps 2011 r. N 1155 "O
3aKyIKax JIEKapCTBEHHBIX MPENapaToB, NMpeIHa3HaueHHbIX A7 00ecreueHus Jull, OOJBHBIX TeMO(pUIHeH,
MYKOBHCIIMJI030M, TUIIO(PHU3apHBIM HAaHU3MOM, 00Jie3HbI0 [ o111e, 3710KaueCTBEHHBIMH HOBOOOPAa30BaAHUSIMU
AMM(OUIHOM, KPOBETBOPHOH M POJCTBEHHBIX MM TKaHEH, pAacCesIHHbIM CKJIEpO30M, JIMI[ I0Cclie
TpaHCIUIaHTaIMu opraHoB u (unu) Tkanei" (CoOpanue 3akoHonarenscTBa Poccuiickoit denepanuu, 2012,
N 1, cr. 186).

2. TlocranoBnenue IlpaButensctBa Poccuiickoit ®@eneparuu ot 26 ampens 2012 r. N 404 "O6
yrBepxkaennn IlpaBun Benenus denepanbHOro peructpa juil, O0JbHBIX reMopuiIneil, MyKOBUCIIUIO30M,
runodu3apHbpIM HaHU3MOM, Oosie3Hblo ['omie, 3710KauecTBEHHBIMH HOBOOOPA30BAHUSIMH JIMM(OUIAHOM,
KPOBETBOPHOU M POJICTBEHHBIX UM TKAaHEH, PACCESHHBIM CKJIEPO30M, JIMII I10CJIE TPAHCILIAHTALIMM OPTraHOB
u (unm) Tkanei" (CoOpanue 3akoHoaaTenbeTBa Poccuiickoit deneparmu, 2012, N 19, ct. 2429).

3. Ilynkter 176 m 190 u3meHeHuif, KoTopble BHOCATCS B akThl IIpaBuTensctBa Poccuiickoii
@enepanuy 10 BONpOCaM JeATENbHOCTH MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit ®denepanum,
YTBEP)KJIEHHBIX MocTaHoBiIeHHeM [lpaButenscTBa Poccuiickoit @enepanuuu ot 4 centsops 2012 r. N 882
"O BHeceHMM HM3MEHEHMI B HekoTopble akThl [IpaBurenbctBa Poccumiickoit denepanum nmo Bolpocam
JesITeIbHOCTH MuHUCTEpCTBa 3apaBooxpanenus Poccuiickoit @eneparun” (CoOpanue 3aKOHOJATEIHCTBA
Poccuiickoit ®enepanuu, 2012, N 37, cr. 5002).

4. TlocranoBnenue IlpaButensctBa Poccuiickoit ®@enepaunu ot 24 ampens 2015r. N 389 "O
BHECCHHMH M3MEHEHU B noctaHoBieHue [IpaButenscTBa Poccuiickoit deaepanun ot 26 aexadps 2011 r.
N 1155" (Cobpanue 3akononatensctBa Poccuiickoit @enepanuu, 2015, N 18, ct. 2709).

5. Tlocranosnenne IlpaBurenbctBa Poccuiickoit ®depepanmu ot 9 ampenst 2016 . N 288 "O
BHeceHUHn u3MeHeHuil B IlpaBuna Benenuss PenepaqbHOr0 perucTpa UL, OOJBHBIX TeMOo(UIHei,
MYKOBHCIIMJI030M, TUIIO(PHU3aPHBIM HAaHU3MOM, 00Jie3HbI0 [ o11Ie, 3710KaueCTBEHHBIMH HOBOOOPAa30BaHUSIMU
TUM(OUIHON, KPOBETBOPHOW M POJCTBEHHBIX MM TKaHEH, pPaCcCesTHHBIM CKJIEpO30M, JIMI[ TOCIe
TpaHCIUIaHTaIMu opraHoB U (unu) Tkane" (CoOpanue 3akoHomarenscTBa Poccuiickoit denepanuu, 2016,
N 16, ct. 2225).
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6. IlocranoBnenne IIpaButenbcrBa Poccuiickoit deneparuu ot 11 aBrycra 2016 . N 784 "O
BHECEHUH M3MEHEHMI B moctanoBieHue [IpaButenbcrBa Poccuiickoii @eneparnun ot 26 nexadpst 2011 r.
N 1155" (Cobpanue 3akonomatenscTBa Poccuiickoit @enepanuu, 2016, N 34, cr. 5242).

7. TlocranoBnenue IlpaBurensctBa Poccuiickoit ®enepanuu ot 17 ampens 2017 r. N 457 "O
BHeceHMH u3MeHeHui B IlonokeHue o 3aKynkax JIEKapCTBEHHBIX IpPENaparoB, MPeIHAa3HAUEHHBIX IS
o0ecrieyeHus i1, OOIBHBIX reMo(uiInel, MyKOBUCIUI030M, TUITO(PHU3apHBIM HAHU3MOM, OoJe3HbI0 [ ore,
37I0KQYE€CTBEHHBIMH HOBOOOPa30BaHUSAMHU JIUMQOUTHONW, KPOBETBOPHOM M POACTBEHHBIX MM TKaHEH,
paccessHHbIM CKJIEpO30M, JIMI[ T[OCJ€ TpaHCIUlaHTanuu opraHoB u (wim) TKaned" (CoOpanue
3akoHoJaTeabcTBa Poccuiickoit @enepanuu, 2017, N 17, cr. 2577).
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