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[TocranoBnenue IIpaButensctBa PO ot 26 HOAOpst 2018 r. N 1416 "O nopsiake opranuszanuu
obecrevyeHus JIeKapCTBEHHbIMU IIpenapaTaMy JIML, OOJIbHBIX reMOo(puIne, MyKOBUCIUI030M,
runogu3apHbIM HaHU3MOM, O0Jie3HbIO [ o111e, 3710KaueCTBEHHBIMU HOBOOOPa30BaHUAMHU JTUM(POUTHOM,
KPOBETBOPHOU U POACTBEHHBIX UM TKaHEH, PACCESIHHBIM CKIIEPO30M, T€MOJIUTUKO-YPEMUYECKUM
CUHIPOMOM, IOHOLIECKUM apTPUTOM C CUCTEMHBIM HaqyaJloM, Mykonoaucaxapuao3oM I, Il u VI tunos, nuig
10cjIe TPAHCIUIAHTALIMY OPTraHOB U (MJIM) TKAHEH, a TaKXKe O MPU3HAHUU YTPATUBIIMMU CUITy HEKOTOPBIX
akToB [IpaButenbcTBa Poccuiickoit depepanuu” (C UISMEHEHUSIMH U JIOTIOJTHEHUSIMH )

Wndopmarius 06 H3MEHEHUAX:

Haumenosanue usmeneno c 7 anpens 2020 2. - I[locmanosnenue IIpasumenscmea Poccuu om 27 mapma
2020 2. N 344

Cm. npeodvloywyro peoakyuio

Iocranosienne [IpaBurenbcrBa P® ot 26 Hosiops 2018 r. N 1416
"O nopsiike opranu3annu odecrnevyeHus JeKApCTBEeHHbIMU NpenapaTaMu Jiul, 00J1bHbIX
remo(uineii, MyKoBHCIH1030M, THIIO(U3APHBIM HAHU3MOM, 00/1e3HBI0 I'o111e, 3710Ka4YeCTBEeHHBIMHU
HOB0OOpa30BaHUSIMH JTUM(OUTHOM, KPOBETBOPHOI U POJCTBEHHBIX MM TKaHEM, pacCessHHbIM
CKJIEPO30M, FeMOJIMTHKO-YPeMHUYEeCKHM CHHAPOMOM, IOHOIIECKHUM APTPUTOM € CHCTEMHbIM

Ha4yaJoM, mykonoJsmcaxapuao3om I, II u VI tunos, anniactuyeckoil aneMueil HEyTOYHEHHOI,
HacjecTBeHHbIM JedunutoMm ¢akropos Il (pudpunorena), VII (1adbuabnoro), X (Ctroapra -

IIpayspa), 111 nocJie TPAHCIJIAHTALMY OPTraHOB U (MJIM) TKAHel, a TaK/Ke 0 MPU3HAHUM

YTPATUBIIMMH CHJIYy HeKOTOPBIX akToB IIpaBurtenscrBa Pocceniickoii @enepanmnu’

C u3MeHeHHSIMH H JTONOJHEHUSAMH OT:

27 mapta 2020 r., 26 urons 2021 r., 15 despans 2023 r.
T'APAHT:

Hacrosiee nocranoBienue BcTynaet B cuiy ¢ 1 ssHBapa 2019 r., 3a HCKIIFOUEHUEM ITyHKTa 2, KOTOPbII
BCTyMaeT B cuity ¢ 27 HosiOps 2018 T.
B coorBerctBuM ¢ nynkroMm 21 wactu 2 crateu 14 m wactamu 7 - 9 crateu 44 @enepanbHOrO
3akoHa "O0 ocHOBax OXpaHbl 370pOBbs IpaxaH B Poccuiickoit @eneparnuu" IpaButensctBo Poccuiickoii
®denepanyy NOCTaHOBIISET:

Wndopmarys 06 H3MEHEHHSAX:

Ilynkm 1 uzmenen ¢ 7 anpens 2020 2. - [locmanosnenue [Ipasumenscmea Poccuu om 27 mapma 2020 .
N 344

Cm. npeodvloywyro peoakyuio

1. YTBepauTh npugaraeMele:

[TpaBuia opranu3zanuu odbecrnedyeHus JeKapCTBEHHBIMU MpenapaTaMu JIUil, OOJbHBIX TeMO(UInei,
MYKOBHCIIMJI030M, TUIIO(PHU3aPHBIM HAaHU3MOM, 00Jie3HbI0 [ o11Ie, 3710KaueCTBEHHBIMH HOBOOOPAa30BaHUSIMU
TMM(OUIHOM,  KPOBETBOPHOH W pOJCTBEHHBIX HMM  TKaHeW,  pacCesHHBIM  CKIEPO30M,
FEeMOJUTHKO-YPEMUYECKUM  CHUHIPOMOM,  IOHOLIECKHM  apTPUTOM C  CHCTEMHBIM  HaydajoM,
Mykonoscaxapuao3om I, II u VI tunos, amractuyeckoil aHeMHeld HEYTOYHEHHOM, HACJIEICTBEHHBIM
nedurnmrom (daktopoB Il (bubpunorena), VII (mabumbnoro), X (Crroapra - Ilpayspa), mur mocie
TPaHCIUIAHTALMU OPTaHOB U (WJIM) TKaHEH;

[IpaBuna Beaenuss DenepanbHOr0 pPETUCTpa JIML, OONBHBIX TIeMO(UINe, MyKOBHCIHIO30M,
runou3apHbIM HaHU3MOM, Oosie3HbI0 l'ome, 3710Ka4eCTBEHHBIMH HOBOOOPA30BaHUAMHU JHM(OHUIHOM,
KPOBETBOPHOM M POJCTBEHHBIX WM TKaHEHW, paccessHHbIM CKJIEPO30M, TE€MOJIUTUKO-YPEMUYECKUM
CHUHAPOMOM, HOHOLIECKUM apTPUTOM C CUCTEMHBIM HadajaoM, Mykomnonucaxapunosom I, II u VI tunos,
aruIacTUYeCKol aHeMHel HEeYyTOUHEHHOM, HacieAcTBeHHbIM JepuuutoM ¢akrtopoB Il (pubpunorena), VII
(mabunsHoro), X (Crroapra - [Ipayspa), auil mocse TpaHCIUIAHTALMK OPTaHOB U (WJIM) TKaHEH;

repeyeHb yTpaTuBIIMX cuily akToB [IpaBuTtensctBa Poccuiickoi denepanum.
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2. MunucrepctBy  31paBooxpaHeHusi — Poccuiickoir  ®Denepauuu B yCTaHOBJIECHHOM
3aKoHOAaTeNbCcTBOM  Poccuiickoli  ®Denepauuu  MOpsIAKE  OCYLIECTBUTh 3akynky Ha 2019 rox
JICKapCTBEHHBIX IMPENapaToB ISl MaTOT€HEeTHYECKOIO JICUYEHHS JIUI, OOJIbHBIX T€MOJIUTUKO-YPEMUYECKUM
CHHJIPOMOM, FOHOILIECKHM apTPUTOM C CHUCTEMHBIM HadajioM, Mykomnojucaxapuno3om I, II u VI tunos,
BKJIFOUEHHBIX B IIEPEUCHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB.

Wndopmarius 06 H3MEHEHUSX:

ITocmanosnenue dononneno nynkmom 21 ¢ 25 geepana 2023 2. - Ilocmanosnenue Ilpasumenscmea
Poccuu om 15 gpespans 2023 2. N 229

H3zmenenus pacnpocmpansaiomces Ha npagoomuowenus, eosnuxkuiue ¢ 1 ansaps 2023 2.

21, VcrounnkoM (UHAHCHPOBAHHMSA OPraHM3alMU OOECTIEUEHHMs JIEKApPCTBEHHBIMH MpErapaTaMy
nereid B Bo3pacte a0 18 ner, OONbHBIX reMopuiIned, MyKOBHCUHIO030M, THNO(U3apHBIM HAHU3MOM,
6oxe3ubto ['o11e, 3710kaueCTBEHHBIMU HOBOOOPA30BAaHUSIMH JTUMQPOUTHOM, KPOBETBOPHON U POACTBEHHBIX
UM TKaHEH, pacCesHHbIM CKJIEPO30M, I'€MOJINTUKO-YPEMUUYECKUM CHHIPOMOM, FOHOIIECKUM apTPUTOM C
CUCTEMHBIM HayasioM, Mykonoaucaxapuaosom I, II u VI tumnos, aminactuyeckoil anemueil HeyTOUYHEHHOM,
HacleIcTBeHHBIM epunroM daxtopoB Il (pubpunorena), VII (madbunsnaoro), X (Ctroapra - [Ipayspa),
JneTed B Bo3pacte no 18 jeT mocie TpaHCIUIaHTaluu opraHoB W (wiH) TkaHed ¢ 2023 roga sSBISIOTCS
OIO/DKETHBIE  aCCHUTHOBAHWA, NPEAYCMOTpEeHHbIe B  (enepanbHoM  Oromkere  MHHHCTEPCTBY
3npaBooxpanenusi Poccuiickoit  ®enepauuu  gns DoHAa HOLNEPKKA  A€TeH € TSKEIBIMHU
KHU3HEYTPOXKAIOMMMU W XPOHHYECKUMH 3a00JCBaHUSMH, B TOM 4HCIE pPEIKUMHU (OphaHHBIMH)
3aboneBanusamu, "Kpyr qobpa".

3. MunucrepctBy 3apaBooxpaneHusi Poccuiickoit ®denepanuu 1aBaTh Pa3bsACHEHUS TI0
MPUMEHEHUIO MPABIII, YTBEPKACHHBIX HACTOSAIIUM TOCTAHOBICHUEM.

4. Hacrosiee nocraHoBieHue BCTynaeT B cuity ¢ 1 sHBapg 2019 r., 3a uckItouYeHUEM IyHKTa 2,
KOTOPBII BCTYMAET B CHITY CO AHS O(DUIIMATILHOTO OMYOJIMKOBAHNS HACTOSIIETO MTOCTAHOBICHHUS.

[Ipencenarens [IpaBurenbcTBa J1. MenBenen
Poccuiickoit ®enepanun

Wndhopmarust 06 n3MEHEHUSX:

Haumenosanue usmeneno c 7 anpens 2020 2. - I[locmanosnenue Ilpasumenscmea Poccuu om 27 mapma

2020 2. N 344

CMm. npedvloywyro pedaKyuio
YTBEP/XK/IEHbBI
nocranoBienreM IlpaBuTesibcTBa
Poccuiickoit ®exepanun
oT 26 Hosiopst 2018 r. N 1416

IpaBuia
OpraHu3anuu odecrnevyeHus JeKapCTBEHHBIMHU NpenapaTaMu JuL, 00J1bHbBIX reMoguiIuei,
MYKOBHCIHI030M, THNIO(HU3APHBIM HAHU3MOM, 00Jie3HbI0 ['o1e, 3J10KkaYeCTBEeHHBIMH

HOB0OOpa30BaAHUSIMHU JIUM(OUIHOM, KPOBETBOPHOI M POACTBEHHBIX UM TKAaHEH, pacCestHHbIM

CKJIEPO30M, F€eMOJTUTHKO-YPEMHYECKUM CHHAPOMOM, IOHOIIECKMM APTPUTOM € CHCTEMHBIM
HavajaoM, mykonojucaxapuao3om I, I u VI tunos, aniactuyeckoii anemue HeyTOUHEHHOM,
HacJieAcTBeHHbIM Aeunurom ¢akropos II (pudpunorena), VII (1adéuniasnoro), X (Croapra -

IIpayspa), 1M nocJie TPAHCIJIAHTAIIAM OPTraHOB U (MJIM) TKaHel

C u3MeHeHHSIMH H TONOJTHEHUSAMH OT:

27 mapta 2020 r., 26 utons 2021 r., 15 despans 2023 T.
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Wndopmarius 06 H3MEHEHUX:

Ilynkm I uzmenen c 7 anpens 2020 e. - [locmanosénenue llpasumenscmea Poccuu om 27 mapma 2020 2.

N 344

Cm. npeovloyuyio peoakyuro

1. Hacrosimue IlpaBmia ycTaHaBiAMBAIOT MOPSIOK OpraHU3alMM OO0ECIeYeHMs JIHI, OOJbHBIX
reMopmiInei, MyKOBHCIIHJIO30M, THMO(QU3APHBIM HAHM3MOM, Ooie3Hbpi0 ['omie, 3710KaueCTBEHHBIMU
HOBOOOpa30BaHUSAMHU JTUM(OUTHON, KPOBETBOPHOU U POACTBEHHBIX UM TKaHEH, pacCesTHHBIM CKIIEPO30M,
FEMOJUTUKO-YPEMUYECKUM  CHUHJIPOMOM,  IOHOLIECKMM  apTPUTOM €  CHUCTEMHBIM  HaydajoM,
Mykomnoaucaxapuno3oMm I, II m VI Tunos, amnactuyeckoil aHeMUeW HEYTOYHEHHOM, HACJIEACTBEHHBIM
nepunurom ¢akropoB Il (pubpunorena), VII (mabunpnoro), X (Crioapra - Ilpayspa), mum mocie
TpaHCIUIAaHTAllMM OpraHoB W (WJIM) TKaHeW (nanee - OOJbHBIE), JIEKAPCTBEHHBIMU IMpenaparaMu s
MEAMIMHCKOTO NPHUMEHEHUS, NIPEIHAa3HAUYEHHBIMU /ISl JICYEHUs 3TUX 3a00JIEBaHUM, 110 YTBEPKIACHHOMY
[IpaButenbctBoM Poccuiickoit denepanuu nepedHio JEKapCTBEHHBIX MpenaparoB, chOPMUPOBAHHOMY B
YCTaHOBJIEHHOM UM HOpsKe (J1ajee - JeKapCTBEHHbIE MPEnaparhl), a TAKXKe MOPSII0K U YCIOBUS Iiepeiaun
JIEKapCTBEHHBIX MPENapaToB B COOCTBEHHOCTh cyObekTOB Poccuiickoit deneparuu.

Undopmaris 06 H3MEHEHHSX:

Ilynkm 2 usmenen ¢ 25 gpespans 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 15 ¢hespans

2023 2. N 229
U3zmenenus pacnpocmpansaiomces Ha npagoomuouenus, 6osnuxkuiue ¢ 1 aneaps 2023 2.

CMm. npedvloyuyro pedaKyuio
2. VcrouynnkoM (pUHAHCUPOBAHMS OpraHU3aIMK oOecredueHus: OOJIBHBIX B BO3pacTe oT 18 yer u
cTapuie JIEKapCTBEHHBIMU IperapaTaMH SBISIOTCS OIO/DKETHbIE aCCUTHOBAaHHUA, NPEIyCMOTPEHHBIE B
denepanpHOM OrOKETe MUHHCTEPCTBY 3ApaBooxpaHeHust Poccuiickoit Denepariiy Ha yKa3aHHBIC TSI,
a OOnmpHBIX B BoO3pacTe M0 18 ner - OrKETHbIE aCCUTHOBaHUSA, MPEAyCMOTpeHHbIE MUHUCTEPCTBY
3apaBooxpaneHusi Poccuiickoit  @enepaumn g DoHAa  NOANEPKKUA  JE€TEd € TSKEIbIMHU
KUZHEYTPOXKAIOMIMMH W XPOHUYECKUMHU 3a00JeBaHUSMH, B TOM 4HCIE peaKkuMu (opQpaHHBIMH)
3aboneBanusamu, "Kpyr qobpa'.
bromkeTHble aCCUTHOBAaHUS TNEPEUUCIAIOTCS MUHUCTEPCTBOM 3apaBooxpaHeHusi Poccuiickoit
Oenepannn  denepaibHOMY Ka3eHHOMY  yupexiaceHuio "®denepadbHbId IEHTP IUIAHUPOBAHUS W
OpraHM3aly JIEKApCTBEHHOTO obOecmeueHus: TpaxknaH" MuHucTepcTBa 3ApaBooxpaHeHus Poccuiickoit
Oenepanun (nanee - DenepanbHbI IEHTP) A OpPraHU3AIMU U MPOBEACHUS 3aKYMOK JICKAPCTBEHHBIX
Mpenaparos.

Wndopmarys 06 M3MEHEHHSAX:

Ilynkm 3 uzmenen c 7 anpens 2020 e. - [locmanosnenue Ilpasumenscmea Poccuu om 27 mapma 2020 2.
N 344

CMm. npedvloyuyro pedaKyuio

3. IlpaBo OonpHOrOo Ha o0ecrmeueHUe JEeKapCTBEHHBIMU TMIperapaTaMd BO3HHUKAeT CO JHS
BKITIOYCHHUSI CBEIEHHUH O HEM B pETHOHAIBHBIN cerMeHT denepaqbHOTO perucTpa JHI, OOJBHBIX
remMounueii, MyKOBUCIIMI030M, THUNO(HU3apHBIM HaHU3MOM, OoNe3Hpl0 [ome, 3II0KauYeCTBEHHBIMU
HOBOOOPa30BaHUAMH JTHM(OUTHON, KPOBETBOPHON M POJCTBEHHBIX MM TKAaHEH, PACCESTHHBIM CKIIEPO30M,
TEeMOJUTHKO-YPEMUYECKUM  CHUHIPOMOM,  FOHOIIECKMM  apTPUTOM C  CHUCTEMHBIM  Hayalowm,
Mykomnoducaxapuno3om I, II m VI Tunos, amnactuyeckoil aHeMHEl HEYyTOUYHEHHOM, HACIEICTBEHHBIM
nedurutom ¢dakropoB Il (pubpunorena), VII (mabmnbnoro), X (Crroapra - Ilpayspa), aui mocie
TpaHCIIAaHTAIIMM OpraHoB U (WJIn) TKaHel (fanee - denepanbHbIA PETUCTD).

Jlata BkiIrO4YeHHS OONBHOTO B PETHOHANBHBIA CerMeHT (DenepanbHOro perucTpa (UKCHpyeTcs
JeYanyuM BpadyoM B MEIUIIMHCKOM KapTe aMOyIIaTOPHOTO OOJIEHOTO MITH UCTOPUU Pa3BUTHS peOCHKA.

Wndopmarys 06 M3MEHEHHSAX:

I[lynkm 4 uzmenen ¢ 7 uronsa 2021 2. - [locmanosnenue llpasumenvcmea Poccuu om 26 urons 2021 e. N
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1025

CMm. npedvloyuyro pedaKyuio
4. Opranmzanus obecneueHust depepaqbHbIM IIEHTPOM 3a CUET CPEACTB (eaepabHOro OroKeTa
OOJIbHBIX JIEKAPCTBEHHBIMU MpenapaTaMu OCYILECTBIISAETCS C yY€TOM CTaHAAPTOB MEAMLIMHCKONW MOMOLIH,
KJIMHUYECKUX pEKOMEHJalUui (IIPOTOKOJIOB JIEYEHHUs])) M CpeaHEH KypcOBOM J03bl JIEKAPCTBEHHBIX
IIPENapaToB.

Wndopmarius 06 H3MEHEHUSX:

Ilynkm 5 usmenen ¢ 7 urons 2021 2. - [locmanosnenue IIpasumenvcmea Poccuu om 26 urons 2021 2. N

1025

Cm. npeovloyuyio peoakyuro

5. Oprasbl rocymapcTBeHHOW BiacTu cyObeKToB Poccuiickoir @Denepanmun B cdepe OXpaHbl
310pOBbsi He mo3/1Hee | HosAOps Tekyliero rojga mnpeicraBisitoT B denepaibHblii LIEHTp 3asBKU Ha
IIOCTAaBKY JIEKAPCTBEHHBIX IpemnapaToB Mo (opme, yTBEPkKAEHHOH MMHHUCTEPCTBOM 3/IpaBOOXpPAHEHUS
Poccuiickoit denepauuu (nanee - 3asBKH), C HNPUIOKEHHEM OOOCHOBAHUM IO UX 00BEMy, a TaKXKe
NepeyeHb OpraHu3aluid, MMEIOIMUX JIMLIEH3UI0 Ha OCYILECTBICHHUE MEIUIMHCKOM u  (Wim)
dapmanieBTHYeCKO  fesATenbHOCTH B cyObekTax — Poccuiickoit  ®enepanum  (nasee -
OpraHU3alUU-TI0TY4aTeI ), B LEJSIX IOCTaBKU OpPraHU3alUsIM-10JIy4aTeNsIM JIEKApCTBEHHBIX IPENapaToB.

[TorpebHOCT, (00BEM MOCTaBKM) B JIEKAPCTBEHHOM IIperapare ONpENeNIeTcs C Y4YeTOM
KJIMHUYECKHX PEKOMEHJAlMi (IPOTOKOJIOB JIEUeHMs) M CpelHell KypcoBOW J03bI JIEKapCTBEHHOI'O
npernaparta UCXoAs U3 eKeMEeCITUHON (PaKTHUECKOW MOTPEOHOCTH OONBHBIX B JICKAPCTBEHHBIX IperapaTrax
B COOTBETCTBHM CO CBEJCHUSMHU pErMOHabHOro cermeHta denepanbHOro perucrpa U HEOOXOAUMOCTH
dbopMupoBaHus 3amaca Ha 15 mMecseB.

Wudopmarus 06 H3MEHEHHSX:

Ilynkm 6 uzmenen ¢ 25 ghespana 2023 2. - Ilocmanosnenue Ilpasumenvcmea Poccuu om 15 ¢hespans
2023 2. N 229

H3menenus pacnpocmpansiomes na npagoomuouienust, sosnuxuiue ¢ 1 aneaps 2023 e.

CMm. npedvloywyro pedaKyuio

6. @enepalIbHBIN LIEHTP paccMaTPUBAET MIPEICTABICHHBIE 3aIBKM HA COOTBETCTBUE YCTAHOBIECHHOMN
¢dopMe, Ha mpeaMeT OOOCHOBAaHHOCTH 3asBICHHBIX OOBEMOB JIEKAPCTBEHHBIX IMPENapaToB M IpH
HE00XO0/IMMOCTH KOPPEKTUPYET UX U COTJIACOBBIBAET C BHIHECEHUEM COOTBETCTBYIOILETO PEIICHUS.

He noznnee 15 centsadps texymero roga denepaabHblil LEHTP NPEACTABISIET YKa3aHHbIC 3asBKHU B
KomHccuio MuHMcTepeTBa 3apaBooxpaneHus Poceuiickoit denepanyy o pacCMOTPEHUIO 3a8BOK (jajnee -
KOMHUCCHS) JUIsl HMX pPacCMOTpEHUsi C ydacTueM ImpenacraButeneil PexepanbHoro ueHtpa, Ponaa
HOJIEP)KKH JIeTel C TSHKEIBIMHU JKU3HEYTPOXKAIOUIMMHU U XPOHUYECKUMH 3a00JIeBaHUSIMU, B TOM YHUCIIE
peaxkumu  (opdannHbiMu) 3aboneBaHusMH, "Kpyr mo0pa", HCHONHUTENBbHBIX OpPraHOB CYOBEKTOB
Poccuiickoit deneparyu (B TOM 4YHCIIE C HMCIOJIb30BaHHMEM HH()OPMAIIMOHHO-TEIEKOMMYHHKAIIMOHHBIX
TEXHOJIOTHI) Ha mpeaMeT OOOCHOBAHHOCTH 3asBJIEHHBIX OOBEMOB JIEKAPCTBEHHBIX IIPErapaTroB, HX
KOPPEKTHPOBKH MPH HEOOXOAMMOCTH M YTBEPXKJICHHsI 00BEMOB IMOCTABOK JEKApCTBEHHBIX MpenapaToB.
[TonoxkeHne 0 KOMHCCHUM M €€ COCTaB YTBEpPKAATCsl MUHHCTEPCTBOM 3/paBOOXpaHeHHst Poccuiickoin
denepauuu.

PaccmoTtpenue 3asBOK, yTBepKJIeHHE 00BEMOB IMOCTaBOK U IpejacTaBieHue B DenepanbHbIi HEHTP
CBe/IeHUI 00 yTBEP)KIEHHBIX 00BEMax MOCTAaBOK OCYLIECTBISIOTCS KoMuccuel B Teuenue 30 nHel co qHs
MOCTYIIEHUS 3a9BOK 0T dDenepanbHOro EeHTpa.

Cenenus 00 YTBEp)KIEHHBIX KOMHCCHEH 0O0beMax IOCTAaBOK JIEKAPCTBEHHBIX IpenapaToB
HanpasisitoTcs PegepanbHbIM HEHTPOM B UCIIOJIHUTEIbHBIE OpraHbl cy0obekToB Poccuiickoit denepanyu B
cdepe oxpaHbl 37J0pOBbs B TeUeHHE 3 paboUYMX AHEH CO IHS MOCTYIUICHUS CBEIEHUI OT KOMUCCHHU.

7. O6beM TNOCTAaBOK JIEKApCTBEHHBIX IpernapaToB (opmupyerca B Ipenenax OOIKETHBIX
ACCUTHOBaHUH, MpPEeIyCMOTPEHHBIX B  (ejepalbHOM  3akoHe 0  (QenepadbHOM OlODKeTe Ha

24.11.20233 Cucrema TAPAHT 4/12


http://ivo.garant.ru/document/redirect/77313165/1004
http://ivo.garant.ru/document/redirect/401405524/44
http://ivo.garant.ru/document/redirect/77313165/1005
http://ivo.garant.ru/document/redirect/74194281/1000
http://ivo.garant.ru/document/redirect/406396829/1021
http://ivo.garant.ru/document/redirect/406396829/2
http://ivo.garant.ru/document/redirect/76813948/1006
http://ivo.garant.ru/document/redirect/73007310/1000
http://ivo.garant.ru/document/redirect/73007310/2000
http://ivo.garant.ru/document/redirect/5759555/0

[ocranosnenue [IpaBurensctea PO ot 26 HOs6pst 2018 r. N 1416 "O nopsaxe opraHuzanuy 00ecredeHus. ..

COOTBETCTBYIOLIMI (PUHAHCOBBIM IO M IUIAHOBBIM MEPHOA, M JUMHTOB OOUKETHBIX 0053aTElbCTB,
JIOBEJICHHBIX B YCTAaHOBJIICHHOM NOpsiAke 10 Munucrepcrsa 3apaBooxpanenus Poccuiickoit denepanuu Ha
3aKYIIKY JICKapCTBEHHBIX IIPENapaToB.

Wndopmarius 06 H3MEHEHUX:

Ilynkm 8 usmenen ¢ 7 urons 2021 2. - [locmanosnenue [Ipasumenvcmea Poccuu om 26 urons 2021 2. N

1025

CMm. npedvloyuyro pedaKyuio

8. B coorBercTBUM ¢ 00beMaMu IOCTaBOK JIEKAPCTBEHHBIX IPENaparoB, YTBEPKIACHHBIMU
OpraHaMH TOCYAApCTBEHHOW BiacTu cyObekTOB Poccuiickoii Deneparuu B chepe OXpaHbI 3J0POBBS C
y4eTOM pelieHus komuccuu, denepanbHblii IEHTP B YCTAHOBIEHHOM 3aKOHOAATENhCTBOM Poccuiickoit
degepannu MOPSAIKE OCYIIECTBISET 3aKYIKY JICKAPCTBEHHBIX MpPENnapaToB.

MunucrepcTBo 3apaBooxpaHenust Poccuiickoit denepanny exXeroaHo U3AaeT akT O COrNIaCOBaHUU
nepepaun  DenepanbHbIM IEHTPOM 3aKYIUIEHHBIX B COOTBETCTBMHM C Hacrosuumu [IpaBuiiamu
JIEKapCTBEHHBIX MpEnapaToB OpraHaM roCyJapCTBEHHOH BiacTu cyOwbekToB Poccuiickoit denepanuu B
cdepe oXpaHbI 3I0POBBSL.

Wuopmarus 06 H3MEHEHHSX:

Ilynkm 9 usmenen ¢ 7 uronsa 2021 2. - [locmanoenenue [lpasumenscmea Poccuu om 26 utons 2021 2. N
1025

CMm. npedvloywyro pedaKyuio
9. IlocraBmMKM  JIeKapCTBEHHBIX  IpeMNapaTtoB, OIpENeleHHblE B  COOTBETCTBUU €
3akoHOMaTenbCTBOM Poccuiickoit Dexepannu, npeacraBisaior B denepanbHblii HeHTp oGOpMIICHHBIE B
YCTAHOBJICHHOM HopsiIKe JIOKYMEHTHI, HOJTBEPXKIAIOIINE ¢baxt HOJIY4YEHUs
OpraHM3alUAMHU-TIONYYaTeIsIMU JIGKAPCTBEHHBIX IpEnaparoB, B TOM YHCIE HAKJIAaJHbIE W aKTbl
preMa-nepeadn JEeKapCTBEHHbIX MTPENapaToB.

Wndhopmarust 06 n3MEHEHUSX:

Ilynkm 10 usmenen ¢ 25 pespans 2023 e. - [locmanosnenue Ilpasumenvcmea Poccuu om 15 ¢eepans

2023 2. N 229
H3menenus pacnpocmpansiomes na npagoomuouienust, sosnuxuiue ¢ 1 aneaps 2023 e.

CMm. npedvloywyro pedaKyuio

10. ®enepanbHblii HeHTp B TeueHHe 10 pabounx aHEH co THSA MOCTYIUIEHUS aKTa mpueMa-repeiaun
IIPUHUMAET Ha y4YeT JICKAPCTBEHHBIC IIpenaparsl M H3JAaeT PaCHOPSIAHUTEIBHBIE aKThl O Iiepefade
JIEKapCTBEHHBIX IpErapaTroB HCIOJHUTENBHBIM oOpraHaM cy0bekToB Poccuiickoii  denepanuu,
OTpe/IeIEHHbIM BBICIIMM JIOJDKHOCTHBIM JIMLOM cyObekTa Poccuiickoit ®Denepanuu (pyKOBOJIUTEIEM
BBICIIETO HCIOJHUTENBHOTO opraHa cyowmekta Poccuiickoit ®enepauuu) (nanee - yHOJIHOMOYEHHBIE
OpraHbl), C YKa3aHHMEM HOMEHKJIATypbl, KOJMYECTBA M CTOMMOCTH JIEKAPCTBEHHBIX IIPENapaTroB B
OTHOLLIEHUHU Ka)KJI0I'0 YIIOJJHOMOYEHHOI'O OpraHa.

Wudopmanust 06 U3MEHEHUSX:

Ilynkm 11 usmenen c 7 urons 2021 e. - I[locmanosnenue Ilpasumenvcmea Poccuu om 26 urons 2021 2. N

1025

CMm. npedvloyuyro pedaKyuio
11. ®enepanbHblil IEHTp B TedeHHE 5 pabouMX JHEH cO THS M3aHUS PACTOpPSIUTENBHOIO aKTa,
npenycMoTpeHHoro nyHktoM 10 Hacrosmmux IlpaBuin, HampaBiasieT B yNOJIHOMOYEHHBIE OpraHsl (B 2
9K3EMIUIApax) U3BEUICHHE O TIIOCTaBKE JIEKapCTBEHHBIX IIpenapaToB W akT M[pueMa-liepenadu,
HOJNMCAaHHBIE TUPEKTOPOM (YIIOJIHOMOYEHHBIM JIULIOM) DeiepanbHOro HeHTpa.

Wndopmarys 06 M3MEHEHHSAX:

Ilynkm 12 usmenen ¢ 7 urona 2021 e. - [locmanosnenue l[lpasumenscmea Poccuu om 26 uons 2021 2. N
1025
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CMm. npedvloyuyro pedaKyuio

12. YronHOMOUYEHHBIC OpPTraHbl B TEUEHUE 5 pabouux THEH CO JHS TMOJNyYeHHUs W3BEIICHUS O
MOCTaBKE JICKQPCTBCHHBIX IIpENapaToB M akTa IpueMa-Tepeaadu, MNPeayCMOTPEHHBIX IMyHKTOM 11
Hactosimux [lpaBui, MOANUCHIBAIOT W 3aBEPSIOT MEYAThI0 00a 3K3EMIUISIpa M3BEHICHUS O IOCTABKE
JIEKapCTBEHHOT'O TIpemapara W o0a JK3eMIUIIpa akTa MpueMa-lepeaadd, IOoCie 4Yero BO3BpallaloT B
@defepanbHbll  LEHTP OJMH OHK3EMIUISIP YKa3aHHOTO M3BEIIEHWS W OJUH DJK3EMIUIp akTa
npuemMa-tepe1adu.

13. YnonHOMOYEHHBI oOpraH Ha OCHOBAaHMM aKTa IpUeMa-lepeayd NPUHUMAET Ha Y4eT
JIEKapCTBEHHBIC TperapaThl U B TEUYCHHE 5 paboumMX JHEW CO JHs TMOJIyYCHHs aKTa IpueMa-Tiepeaadu
U3/1a€T PACIOPSAUTENbHBIA aKT O Mepeade JEKapCTBEHHBIX MPEenapaToB OpraHU3alUsIM-TIOIydaTesiM C
yKa3aHUEM HOMEHKJIATYPhI, KOJIMYECTBA M CTOMMOCTH JICKAPCTBEHHBIX MIPEMapaToB B OTHOIICHUH KaXKIOM
OpraHu3alU-TIOTydaTeNs.

14. Opranuzanuu-monydaTenu B TedeHHe 2 padouux JHEH co JHS MOJyYeHHUs JIOKYMEHTOB,
MOATBEPKIAOIINX TIEpeiavy UM JIEKApCTBEHHBIX MPENapaToB, MPUHUMAIOT JICKAPCTBEHHBIC MpETapaThl HA
yueT, 00eCTIeunBalOT UX COXPAHHOCTD U IEJIEBOE UCIIOIb30BaHUE.

Undopmaris 06 n3MEHEHUAX:

Ilynkm 15 uzmenen c 7 urona 2021 a. - [locmarnoenenue llpasumenvcmea Poccuu om 26 urons 2021 e. N

1025

CMm. npedvloyuyro pedarKyuio

15. denepanbHBIi IIGHTP B YCTaHOBICHHOM MMHHUCTEPCTBOM 37paBooXpaHeHus Poccuiickoi
Odenepanyiil TIOPSIIKE OCYIISCTBIIIET MOHUTOPUHT JIBIDKEHUS M ydeTa JICKapCTBCHHBIX IIPErapaToB B
cyobektax Poccuiickori denepanuu, JOBOIUT JI0 CBEICHHS YIOJTHOMOUYEHHBIX OPTraHOB IOJYYCHHBIC 110
pe3ysibTaTaM MOHHWTOPHHTA JaHHBIC, B TOM YHUCJIC CBEICHUS O HOMEHKIIAType, KOJNISCTBE M CTOMMOCTH
JICKApCTBEHHBIX TpenapaToB, 00 OTCYTCTBUH MOTPEOHOCTH B OTIENBHBIX JIEKAPCTBEHHBIX Iperaparax
100 O MOSBICHUH JOIMOJIHUTEIHHON MMOTPEOHOCTH B JICKAPCTBEHHBIX MperapaTax B CBSI3U ¢ H3MEHEHUEM
B cyowbekre Poccuiickoit ®enepanuu YUCIEHHOCTH OOJNBHBIX, WM3MEHEHMSMH B Ha3HAUEHUSX
MEJWIIMHCKUMH  paOOTHHKAMH  JIGKAPCTBEHHBIX  MpermapaToB  OOJBHBIM W COTJIAaCOBBIBAET
nepepacnpeiesieHre JIeKapCTBEHHBIX MpenapaToB Mexay cyobekTamu Poccuiickoit denepanuu.

Wndhopmarust 06 n3MEHEHUSX:

Ilynkm 16 uzmenen c 7 urona 2021 a. - [locmarnosnenue llpasumenvcmea Poccuu om 26 urons 2021 e. N

1025

CMm. npedvloywyro pedaKyuio
16. Tlepemaua JekapCTBEHHBIX TpemapaToB OIHUM CcyObekToM Poccuiickoit ®enepanuu B
COOCTBEHHOCTh Jpyroro cyobekTa Poccuiickoii ®enepanuu OCyHIECTBISIETCS HAa OCHOBaHMHM aKTa
npuema-nepenaun. dDenepalbHbId LEHTP YBEAOMISIETCS O Iepenaye JIEKapCTBEHHBIX IPENnapaToB B
10-tHEBHBIN CPOK MOCITE MTOANMUCAHUS aKTa pUeMa-Tiepeadd YIIOTHOMOYCHHBIMH OpraHaMH.

Wndopmarys 06 M3MEHEHHSAX:

Ilynxkm 17 usmenen ¢ 7 urons 2021 e. - [locmanosnenue Ilpasumenscmea Poccuu om 26 urons 2021 2. N
1025

CMm. npedvloyuyro pedaKyuio

17. ®enepanbHblil IEHTpP €XEKBapTaJlbHO, 10 10-ro umcia Mecsua, CIenyOLIEr0 32 OTYETHBIM
KBapTaJloM, NpPEICTaBIISIET CBEICHUA O Mepelnade JIEKApCTBEHHBIX MpenapaToB cyObekTy Poccuiickoit
@denepaiil U COTJACOBAHHBIX IepepactpeeSeHUsIX JIEKapCTBEHHBIX MpPEnapaToB MEXIY CYObEeKTaMHu
Poccuiickoit ®enepaunu B PenepalibHyro ciayk0y Mo Haa3opy B cdepe 31paBOOXpaHEHHUS B LETAX
OCYILIECTBJICHUSI KOHTPOJIA 3a IEJEBBIM HCIIOJIB30BAHMEM JIEKApCTBEHHBIX IIPENapaTroB, a Takke B
MunucrepcTBo 31paBooxpanenus Poccuniickont denepanuu.

18. B nensx obecrieueHus: OONBHBIX JIEKAPCTBEHHBIMH IperapaTaMu B MOPSAKE, YCTAHOBIEHHOM
3aKOHOJATeNbCTBOM Poccuiickoit denepannun, OCyIIeCTBISIETCS Ha3HAYCHHE JICKAPCTBEHHBIX MpenapaToB
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U 0(hOpMIIEHHUE PELIETITOB HA JIEKAPCTBEHHBIE MPEMapaThl.

19. IIpu HazHaueHUH OOJIHHOMY JIGKAPCTBEHHBIX MPEMapaToB JIeHalnidi Bpady HHGOPMUPYET ero o
BO3MOXKHOCTH TIOJYYEHHUS UM COOTBETCTBYIOLIUX JIEKAPCTBEHHBIX IpenapaToB Oe3 B3UMaHMs IUIaThl B
COOTBETCTBUU C 3aKOHOJATENBLCTBOM Poccuiickon denepanuu.

20. B mensx AMHaAMUYECKOro HaOIMIOAEHUS 3a OONBHBIM U COONIONEHUS IEPUOANYHOCTH
NOCELIEHUS] MM  MEIUIMHCKOM  OpraHu3aluy JIeYalluM BPayoM  ONPEHENSEeTCd  KOJIMYECTBO
JIEKapCTBEHHOTO Ipernapara, eAMHOBPEMEHHO 0(OPMIIEHHOTO Ha PELENTYPHOM OJIaHKE B COOTBETCTBUU C
PEKOMEH/I0BaHHOM CPEHECYTOUHON KYpCOBOI1 103011 U CPOKOM, HA3HAUEHHBIM JJIS [IOCEIIECHHUS.

21. MeauuuHCKasi opraHu3anus MpPeAoCTaBIseT OOJIbHOMY WM €ro 3aKOHHOMY IPEACTaBUTEIIO
uHpopManro 00 OpraHU3alMsIX, PACIIONIOKEHHBIX B TPAHUIAX MYHHIIMIIAIHHOTO 00pa30BaHUS MO MECTY
KHUTEIbCTBA UM MECTY NpeObIBaHUs (B CiIydae €Ciid CPOK MpeObIBaHUS MPEBBILAET 6 MecsA1eB) 00JIbHOTO
Y OCYILECTBIISIOUINX OECIIaTHBINA OTITYCK JIEKAPCTBEHHBIX IIPENAapaTOB, HA3HAUEHHBIX JIEHalllUM BPauoM.

22. [locne BKItOYEHHsI OOJIBHOIO B PErMOHANbHBIN cerMeHT PenepaabHOro perucTpa HazHaueHue
U OTIYCK €MY WM €r0 3aKOHHOMY MPEJCTABUTEIIO JIEKAPCTBEHHBIX MPENapaToB OCYLIECTBIISETCS B CPOK,
He npeBbImarmmi 20 pabounx JHEH CO THS BKIOYCHUS.

23. Opranuzauust oOecnedyeHus JIEKApCTBEHHBIMU IpenaparaMu OOJIbHBIX, IMPOKUBAIOLIUX B
CTALlMOHAPHBIX OPraHU3alMAX COLMATBHOTO OOCIY)KMBAaHUS WIM OTOBIBAIOIIMX HaKa3aHHE, CBSI3aHHOE C
JUILIEHUEM CBOOO/IbI, OCYILECTBIISIETCS COOTBETCTBYIOIIEH OpraHu3anuei.

24. B ciydae Bble3ia 00JIBHOTO 3a Mpeaessl Tepputopun cyobekra Poccuiickoit ®enepanuu, B
KOTOPOM OH IMPOKUBAECT, HAa TEPPUTOpHIO JApyroro cyownekra Poccuiickoit denepanuu Ha CpoOK, HE
IpeBbILIAIOIINN 6 MecsAeB, TAKOMY OOJIbHOMY OpPraHOM rOoCy/apCTBEHHOU BilacTu cyObekTa Poccuiickoi
®enepannu B cepe OXpaHbl 370pOBbS OpPraHU3yeTCs Ha3HAu€HUE JIEKApCTBEHHBIX NPENapaToB Ha CPOK
npuema, paBHbBIH CPOKY €ro Bble€3/ia 3a mpejessl Teppuropun cyobekta Poccuiickoit denepaunu, nubo,
YUUTBIBASI CPOKH TOJHOCTH HMEIOIIMXCS OCTATKOB JICKAPCTBEHHBIX IPENaparoB, OOECIEUCHHE TaKOTO
00JIBHOTO JIEKapCTBEHHBIMHU ITpeTapaTaMi Ha COOTBETCTBYIOLIUH CPOK.

CBeneHuss O KOJIMYECTBE HA3HAUYEHHBIX WIM OTHYUICHHBIX OOJBHOMY WM €ro 3aKOHHOMY
IIPEJICTABUTENIO JIEKAPCTBEHHBIX IPENaparoB BHOCATCA B pErHMOHaNbHBIN cermMeHT denepaibHOrO
perucrpa.

25. B ciydae Bble3a 00JBHOTO 3a Mpeaessl Tepputopun cyobekra Poccuiickoit ®enepanuu, B
KOTOPOM OH TMpPOKHMBAET, Ha TeppuUTOpuI0 Jpyroro cyobekta Poccuiickoir ®enepanuu Ha CpoK,
IpPEeBBILIAIOIINN 6 MecsleB, WIH B cIy4yae U3MEHEHHs] MecTa KHUTEIbCTBA TAKOMY OOJIbHOMY Ha3HAYAIOTCS
JIEKapCTBEHHbIE TpenapaThl Ha CPOK IpueMa He 0ojiee OAHOro Mecsia JUOO OpPraHu3yeTcsi OpraHoM
rocyJapcTBEHHON BinacTu cyowbekTa Poccuiickoit @enepanuu B cdepe oXpaHbl 370pOBbsi oOecredeHne
TaKoOro 0O0JIBHOIO JIEKaPCTBEHHBIMU MpenapaTaMu Ha CPOK MpreMa He 0oJiee 0JJTHOr0 Mecsla.

CBenieHHs 0 TakOM OOJIBHOM MOAJIEXKAT UCKITIOUEHUIO U3 PErHOHaNbHOTO cermMeHTa deepanbHOro
peructpa cyonrekra Poccuiickoit @enepanuu, ¢ TEppUTOPUN KOTOPOTo Bble3kaeT O0JIbHOM, U nepenaye (B
TOM 4YHCJI€ C UCIOJb30BaHUEM HH(OPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX  TEXHOJOTHMH)  OpraHy
rocynapcTBeHHOU BiacTu cyobekTa Poccuiickoit denepannn B cepe oXpaHbl 310pOBbs, HA TEPPUTOPUIO
KOTOPOTO Bbexasl OOJIbHOW, AJS BKIIOUEHHS] B PETHOHANBHBIM cerMeHT denepaabHOro perucrpa 3Toro
cyowsekTa Poccuiickoit denepanun.

Jlatoil BK/IIOUEHHs] CBEICHHMH O OOJILHOM B PErMOHAIbHBIN cerMeHT DenepanibHOTrO perucrpa
cyosekToM Poccuiickoit ®Denepannu, Ha TEPPUTOPUIO KOTOPOTO BheXal OOIBHOW, SBISETCA JCHB,
CJIEYIOIINH 3a THEM HUCKIIIOUEHUS CBEACHUN O HEM U3 PETHMOHAIIBHOTO cerMeHTa deepabHOrO PerucTpa
cyonrexTom Poccuiickoit denepaiuu, ¢ TEppUTOPUN KOTOPOTO Bblexas O00JIbHOI.

26. Opran rocymapcTBeHHOW BiacTu cyowekta Poccuiickoit ®egepanu B cdepe OxpaHbl
3/10pOBbs, C TEPPUTOPUU KOTOPOTO BbIeXan OOJIbHOM, MpEACTaBiIAeT (B TOM 4YHCIE C HCHOJIb30BAaHUEM
UH(POPMALIMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJIOTHI) IO 3ampocy opraHa TOCYAapCTBEHHOH BIacTH
cyonbekta Poccuiickoit denepanun B cdepe oxpaHbl 37A0pPOBbs, Ha TEPPUTOPUIO KOTOPOTO BbeXall
OO0JIbHOM, CBEIEHUS O KOJUYECTBE HA3HAYCHHBIX MJIM (PaKTHUYECKH MPEIOCTABICHHBIX OOJLHOMY WM €ro
3aKOHHOMY IPENCTAaBUTENI0 JIEKAPCTBEHHBIX IPENAapaTOB B COOTBETCTBUU C IIYHKTOM 25 HACTOSLIMX
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[TpaBui.

Wndopmarus 06 H3MEHEHHSIX:

Haumenosanue uzmeneno c 7 anpens 2020 2. - [locmanosnenue Ilpasumenvcmea Poccuu om 27 mapma
2020 2. N 344

Cm. npeovloywyro peoakyuio
YTBEPXK/JIEHbBI
nocranosjeHrem [lpaBuTebcTBa
Poccuiickoii @enepauuu
oT 26 Hosiopst 2018 r. N 1416

IIpaBuia
BeleHusi GegepaabHOrO perucTpa Juu, 00JbHBIX reMo(puIneil, MyKOBHCIHI030M, THIIOQU3APHBIM
HAHU3MOM, 00J1e3HbI0 ['0o111e, 3JI0KaYeCTBEHHBIMUA HOBOOOPA30BAHUSIMH JUM(OUIHOI,
KPOBETBOPHOMH M POJACTBEHHBIX UM TKAaHeH, paccessHHbIM CKJIEP030M, FeMOJIUTHKO-YPeMU4YeCKUM
CHMH/IPOMOM, FOHOIIECKUM APTPUTOM € CHCTEMHBIM HA4YaJI0M, MyKonosucaxapuaozom I, IT u VI
THIIOB, AIVIACTUYECKOH aHeMH el HeYyTOYHEHHOM, HACIeACTBEeHHbIM Aedpuuurom ¢akropos 11
(pudpunorena), VII (madunsbnoro), X (Ctoapra - [lpayspa), Jiui nocjie TpaHCIJIAHTAIIMUA OPraHOB
U (MJIM) TKaHel

C u3MeHeHHSIMH H JTONOJTHEHUAMH OT:

27 mapta 2020 r., 26 utons 2021 r., 15 depans 2023 r.

Undopmaris 06 n3MEHEHUAX:

Ilynkm 1 uzmenen c 7 anpens 2020 2. - [locmanoenenue Ilpasumenscmea Poccuu om 27 mapma 2020 2.

N 344

CMm. npedvloywyro pedaKyuio

1. Hacrosiue [IpaBuina ycTaHaBiauBaroT nopsaok BeaeHus: denepaibHOro peructpa jauil, 60IbHbBIX
remMounue, MyKOBHCIMI030M, TUNO(HU3apHBIM HaHU3MOM, OoJyie3HbIO [ome, 3JI0KaueCTBEHHBIMU
HOBOOOPa30BaHUAMHM JTUM(OUIHOM, KPOBETBOPHON M POJCTBEHHBIX UM TKaHEH, PaCCESIHHBIM CKIEPO30M,
FEeMOJUTUKO-YPEMUYECKUM  CHHJIPOMOM,  IOHOLIECKUM  apTPUTOM C  CHUCTEMHBIM  Hayaiowm,
Mykonosncaxapuao3om I, II u VI tunos, amractuyeckoil aHeMHeld HEYTOYHEHHOM, HACJIEICTBEHHBIM
nepunutoMm ¢akropoB Il (pudbpunorena), VII (mabmnbnoro), X (Crroapra - Ilpayspa), aui mnocie
TPaHCIUIAaHTAIMU OPTaHOB U (WJIM) TKaHEH (Jlanee COOTBETCTBEHHO - O0nbHbIe, DenepanbHblil perucTp).

2. Benenue denepanbHOro peructpa OCyIEeCTBISIETCS B CIEIYIOMNX LEsX:

Wndopmarys 06 H3MEHEHHSAX:

", rn

Ioonynkm "a" usmenen ¢ 25 ¢pespans 2023 2. - I[locmanosnenue Ilpasumenvcmea Poccuu om 15
gespans 2023 2. N 229

Hszmenenus PAacnpocmpanArOmci Ha npasoonHowernusl, 603HuUKuue ¢ 1 AHBADA 2023 2.

CMm. npedvloyuyro pedaKyuio

a) obecreyeHne JIeKapCTBEHHBIMU NpenapaTaMu JIIsi MEAULIIMHCKOTO TIPUMEHEHUs], BKIIFOUCHHBIMH
B yrBepxkJIeHHbIM I[IpaButensctBom Poccuiickoit denepanuu nepedeHb JIEKAPCTBEHHBIX IPENapaToB,
c(OpMHPOBAHHBIM B YCTAaHOBJICHHOM WM TNOpsJIKe (Janee - JIeKapcTBEHHBbIE NpenapaTsl), OOJbHBIX B
Bo3pacte oT 18 jer u crapiue 3a cyeT OOKETHBIX aCCUTHOBAHMM, MPEAYCMOTPEHHBIX B (helepaibHOM
Oroxere MuHHCTEpCTBY 3/paBooxpaHeHust Poccuiickoit denepannu Ha ykazaHHbIE 1€JIM, a OOJIBHBIX B
Bozpacte 10 18 mer - 3a cuer OMOKETHBIX ACCUTHOBAHHM, MPeIyCMOTPEHHbIX MUHHUCTEPCTBY
3npaBooxpaHeHus Poccuiickonr ®enepauun g DoHga  MOMNEPKKUH  ACTEM € TKEIBIMHU
KUZHEYTPOKAIOUIMMU M XPOHHYECKHMMH 3a0o0jeBaHUS, B TOM 4HCIe peakumMu (opdaHHBIMU)
3aboneBanusmu, "Kpyr noOpa". DBroOKETHBIE aCCUTHOBAaHUS IEPEUUCISIOTCS MUHUCTEPCTBOM
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snpaBooxpanenus Poccuiickoit ®denepanuu denepanbHOMY Ka3zeHHOMY yupexiaeHuro "denepanbHbIid
HEHTp IUIAHUPOBAaHMA W OpPraHM3allid JICKApCTBEHHOTO o0ecredeHus rpaxaan”" MuHucTepcTBa
3npaBooxpaHeHus Poccuiickoit ®enepanuu (manee - DenepaldbHbId IIEHTP) ISl OpPraHU3alldd |
IIPOBEJCHUS 3aKYIOK JIEKAPCTBEHHBIX IIPENapaToB;

0) MOHUTOPHHT JBUKEHUS U yueTa OONbHBIX HA OCHOBAHUU CBEJEHUIL, IPEICTABISIEMbIX OpraHaMH
roCyJapCTBEHHOH BiacTH cyObekTOB Poccuiickoii @eneparun B chepe 0XpaHbl 3J0POBbS;

B) 3¢ (deKkTUBHOE MIIAaHUPOBAaHUWE U PacXOoJoBaHHE (UHAHCOBBIX CPEICTB, HANpPaBIsSEMBIX Ha
3aKyNKy HEOOXOIUMBIX JIEKAPCTBEHHBIX NpENnapaToB sl oOecrneyeHHs HMHU OOJBHBIX IO MECTY
JKUTEJIbCTBA WM MECTY MpeObIBaHUS (B CIy4Yae eclid CpOK MpeObIBaHUS MPEBbIIIAET 6 MECSIEB).

Wndopmarius 06 H3MEHEHUX:

Ilynkm 3 uzmenen ¢ 25 gpespana 2023 2. - Ilocmarnosnenue Ilpasumenvcmea Poccuu om 15 ¢hespans

20232 N 229
Hszmenenus pacnpocmpansiomces Ha npagoomuouienus, 6osHuxuiue ¢ 1 aneaps 2023 2.

CMm. npedvloyuyro pedaKyuio

3. ®@enepanbHBId perucTp SABISCTCS (GeaepatbHON WH(OOPMANMOHHONW CHUCTEMOMW, COCTOSIICH W3
PErHOHANIBHBIX CEIMEHTOB, KOTOPBIE PA3/IESIOTCS Ha MOJCETMEHT, COAEepKAIIUi CBECHUS O OOJIBHBIX B
BO3pacte 710 18 jer, u MoACEerMeHT, CoAep KAl cBeJleHUs: 0 OOIBHBIX B Bo3pacTe OT 18 neT u crapuie, u
coJiepaKalleil CBEACHU, IIPEyCMOTPEHHbIE ITYHKTOM 9 Hactosmux IIpasui.

MunucrepcTBO 3apaBooxpaHeHust Poccuiickoii @enepannu sBIASETCA ONEPATOPOM 3TOM CUCTEMBI U
obecrieunBaet ee OecriepeboiiHOe QYHKIIMOHUPOBAHUE.

MunucrepcTtBo 31paBooxpanenus Poccuiickoit @enepanun obecrieunBaetr OenepalibHOMY LIEHTPY
1 QOHY MOANEPKKH JETEH C THKEIBIMU JKU3HEYTPOXKAIONIMMH ¥ XPOHUYECKUMH 3a00JICBAaHUSIMHU, B TOM
ymcne penkumu (opdanueiMu) 3adoneBanusmu, "Kpyr nqo6pa" moctyn k uHopmanmu, coaepskamieics B
®denepaabHOM PETUCTPE.

4. Opranbl rocynapcTBeHHOH BiacTH cyObekToB Poccuiickoit ®exnepaunu B cdepe OXpaHbl
37I0pOBBsI O00ECIIEUMBAIOT BHECEHHE CBEACHHI O OOJBHBIX B PETHOHAIBHBIA cerMeHT denepaibHOTro
perucrpa B CpoK, HE IpEeBbIMIAIOIUN 5 pabouux AHEH co JHs oOpalieHus: OOJIBHOTO C YCTaHOBJIEHHBIM
JMarHO30M B MEJIMIIMHCKYIO OpPTaHU3allMIo0 110 MECTY €ro KHUTEJbCTBA WIM MECTy IpeObIBaHUs (B ciaydae
€CIIM CPOK NMpeObIBaHUs PEBBIIIAET 6 MECSIIEB).

BxiroueHne B peruoHadbHbBIA cerMeHT @enepaqbHOrO pPETUCTpa CBEIEHUHM O OOJBHBIX
OCYILECTBIISICTCSI MEIUIMHCKOM OpraHu3anueil Mo MecTy WX JKUTENbCTBA WIM MecTy NpeObIBaHMs (B
CiIy4ae €Clii CPOK NpeObIBaHUS TMPEBHIIIACT 6 MECsSIeB) HA OCHOBAHMHM MEIUIIMHCKUX JIOKYMEHTOB (X
KOMMI) MM BBIMMCKM U3 HHUX, OTPAKAIOUIMX CBEICHHs 00 YCTaHOBJIEHHOM JMarHo3e M BblOOpe
MEPONPUITUI 1O JIEYEHUIO NanueHTa. BxirodyeHne cBeleHUN O OOJIBHBIX C Ie€MOJIMTHKO-YPEMUUYECKUM
CHUHAPOMOM, IOHOUIECKMM apTPUTOM C CHUCTEMHBIM HadajaoM M Mykonosucaxapugosom I, II u VI tunos
OCYIIIECTBIISIETCS. HAa OCHOBAaHMM MEIULMHCKUX JIOKYMEHTOB WJIM MX KONUM M BBIIUCKU U3 HUX,
OTpaKalOIIMX CBEACHUS 00 yCTAaHOBJICHHOM JMarHo3e M BHIOOpE MEPONpPUATHI MO JICYEHUIO MallMeHTa,
MOJIYYCHHBIX OT (peiepaabHON MEIUIIMHCKON OpraHU3aIlui.

5. PerynupoBaHue OTHOLLIECHUM, CBA3aHHBIX C BeeHueM DeepanbHOro perucTpa, OCyIecTBIAETC
B COOTBETCTBUHU C 3akoHOjaTesnbcTBOM Poccuiickoit @enepanuu 00 uHGOpManuu, WHGOPMALHUOHHBIX
TEXHOJIOTUSX U O 3aIIUTE UH(OPMAIIHH.

Wudopmanust 00 U3MEHEHUSX:

Ilynkm 6 uzmenen ¢ 25 gpespana 2023 2. - Ilocmanosnenue Ilpasumenscmsa Poccuu om 15 ¢hespans
2023 2. N 229

H3zmenenus pacnpocmpansiomces Ha npagoomHouerus, sosnuxuiue ¢ 1 aneaps 2023 e.

Cm. npedvioyuyro pedakyuio
6. MunucrepctBo 31npaBooxpaHeHus Poccuiickoin ®Denepaunnu, DenepanbHbiii 1neHTp, DoHn
MOJJEPKKH JIETeH C TSHKEIBIMH KU3HEYTPOXKAIOMUMHU M XPOHUYECKUMH 3a00JICBAaHHUSIMH, B TOM YHUCIIE
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penxkumu (opdanasiMu) 3a0oseBanusMu, "Kpyr mobpa" u opraHbl rocyJapCTBEHHOM BJIACTH CyOBEKTOB
Poccuiickoit @eneparuu B chepe oXpaHbl 30pOBbs 00ECHEUMBAIOT KOH(DHICHIIMAIBHOCTh CBEIICHUH,
cogepxauuxcs B deaepaibHOM PErucTpe, a TakXKe XpaHEeHUe M 3alUTy TaKUX CBEIEHUI B COOTBETCTBUU
¢ @enepanbHpiM 3aKk0HOM "O MEpPCOHANbHBIX TaHHBIX".

7. Pasmemienne uHpopmauuu B DenepaJbHOM PErucTpe OCYILECTBISAETCS € IPUMEHEHHEM
YCUJICHHOM KBaJTU(UIIMPOBAHHON AJIEKTPOHHOM MOANUCH B cOOTBeTCTBUU ¢ DesepanbbiM 3akoHoM "O0
3JIEKTPOHHOM MOJMKUCH".

8. denepanbHblil PETUCTP BEAETCS B 3JIEKTPOHHOM BHJIE C MPUMEHEHUEM aBTOMAaTU3UPOBAHHOMN
CHCTEMBl IIyTEM BHECEHMs PErMCTPOBOM 3allUCH C IMPUCBOCHHEM YHHUKAJIBLHOI'O HOMEpA PErucTpOBOM
3alMCH U yKa3aHUEM JIaThl €€ BHECEHUS.

[Tpu BHeCceHMM U3MEHEHUH B CBEJCHUS O OOJBLHOM JOJKHBI ObITh COXPaHEHbl YHUKAIbHBIN HOMED
pETUCTPOBOM 3aIUCH U UCTOPUS BHECEHUS N3MEHEHUM.

9. denepalibHBINA PETUCTP CONEPHKUT CIETYIOLINE CBEACHUS:

a) CTPaxoBOW HOMEP WHAMBHIYAIBHOTO JIMIIEBOTO cYeTa OOJIBHOTO B CHCTEME 00s3aTeIbHOTO
IEHCUOHHOTO CTPAaxOBaHUs (IIPU HAINYHHN);

0) dbammus, UMs1, OTIECTBO OOIBHOTO, a TAKXKE (PaMUIIHSL, JaHHAS TIPU POXKICHUH;

B) JaTa poXKIeHHs O0IBHOTO;

I) 110J1 OOJIBHOTO;

1) aJipec MecTa KUTEJIbCTBA WM MECTa IIpeObIBaHUS (B CIIydae €Cii CPOK NMPeObIBaHUS IPEBbILIAET
6 wMmecsueB) OonpHOrO (¢ yKkazanumem koaa mo OOmiepoccuiickoMy Kiaccu(ukatopy OOBEKTOB
a/IMUHUCTPATUBHO-TEPPUTOPUATIBHOTO JICJIEHUS);

€) cepus M HOMEp Hacnopra (CBUIETEIBCTBA O POXKICHUM) WU yIOCTOBEPEHMS JIMYHOCTU
00JIBHOTO, a TAKKE J1aTa BbIIaYM YKa3aHHBIX JJOKYMEHTOB;

XK) cepusi W HOMEp TOJHCca O0s3aTeNbHOr0 MEAMIMHCKOTO CTPaxoBaHUs OOJBHOTO W
HAauMEHOBAHME BBIIABIIEH €r0 CTPAXOBOM MEINLMHCKON OPraHU3allnY;

3) uHpopMmalus 00 HHBAIMIHOCTU (B cCllydyae YCTAHOBJEHHUS TpPYNNbl HWHBAIUIHOCTH WIH
KaTeropuu "pedeHoK-uHBaIua");

M) IuarHo3 3aboseBaHMs (COCTOSIHUA), BKJIIOYAs €ro Ko mo MexayHapoJHON CTaTHMCTUYECKOM
knaccupukanuy 0one3Hedl u mpobiieM, CBSA3aHHBIX CO 3[JOPOBbEM, a TakXke JaTa OCMOTpa OOJILHOTO U
JTaHHbIE O TUHAMHUKE COCTOSIHUS;

K) uH(poOpMaIMs O MEIUIUHCKOW OpraHu3aluu (HauMEHOBaHHME, OCHOBHOW TOCYAapCTBEHHBIN
perucTpanoHHblii HoMep, koA no OOuepoccuiickoMy KiacCU(pUKATOpy MPEeANpHUsATHI U opraHuzanuil),
BbIJIaBIIEH HalpaBJiIeHUE HA BKIIOUEHUE CBEIEHUI 0 00JbHBIX B DenepaibHblil perucTp (HampaBieHue Ha
BHECEHHE M3MEHEHUU B CBEJEHUs, cojepkamiiecs B denepaqbHOM PETruCTpe (Jajnee - HalpaBlieHUE), a
TaKXKe H3BELIeHHEe OO0 MCKIIOYEHUH CBeIeHHM o OonbpHBIX U3 dDenepanbHOro perucrpa (namee -
W3BEIICHUE);

J) Aata BKJIIOYEHHUS CBEJCHMH O OOJBHOM M JaTa BHECEHHsS MU3MEHEHHUH B CBEIEHUS O OOJBHOM B
®denepanbHbII PETUCTD;

M) nH(poOpMaIMs 0 Ha3HAYEHUH JIEKapPCTBEHHBIX MIPENapaTos.;

H) uHopMmalnMsi 00 OTHyCKe JIeKapCTBEHHBIX IpernapaToB (JaTa Hayaina oOecnedeHus
JIeKapCTBEHHBIMHU IpernapaTtaMu U (aKTHUYECKUH OTIYCK JIEKAPCTBEHHBIX MPENapaToB);

0) JaTa TNPUHATUS peleHuss o0 OKOHYAHUU OOecreueHus JIeKapCTBEHHBIMHU IIpernaparamu ¢
yKa3aHHEM IIPUUMHBI (BbIE3] 3a npeaensl Poccuiickoit denepanny Ha MOCTOSHHOE MECTO JKUTEIbCTBA WU
MecTO TpeObiBaHMs (B clydyae €ciad CpOK IpeObIBaHUS MpeBbIaeT 6 MecdleB), cMepTh OOJILHOTO,
OTCYTCTBHE MOKa3aHUI K JaJbHEHIIEMY IIPUEMY JIEKApCTBEHHOI'O Iperapara) U o Iepeaaye CBEACHUM B
apxuB DenepanbHOroO PerucTpa;

n) uHpOpMalus O BKIIOUEHHH OonbHOTO B defepasibHbId PErucTp JML, WUMEIOIIMX IPaBO Ha
MOJIyYeHUE TOCYAApCTBEHHOM COIMANbHOM TMOMOLIM, W HMHBIE PErucTphbl, MPEeIyCMOTPEHHBIE
3akoHoJaTeNnbCTBOM Poccuiickoit deneparyy, B 1ensix oOecreyeHns JIEKapCTBEHHBIMU IperapaTaMu 3a
cyeT 010 KeTOB O10/KETHOM crcTembl Poccuiickoit deneparuu;
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P) YHUKAJIbHBI HOMEP PEruCTPOBOM 3aIUCH;
C) BBIIUCKA M3 MEIUIIMHCKON JOKYMEHTAIlMU OOJIbHOTO, COJIEp Kallasi CBEJICHHUS O HA3HAYCHUU U
MCIOJIb30BaHUU JIEKAPCTBEHHBIX MPENapaToB;

Wndopmarius 06 H3MEHEHUX:

Ilynkm 9 oonoanen noonynkmom "m" ¢ 25 gpespansn 2023 2. - [locmanosnenue Ilpasumenvcmea Poccuu
om 15 ghespans 2023 2. N 229

Hszmenenus pacnpocmpansaiomces Ha npagoomuoutenus, 6osnuxuiue ¢ 1 aneapsa 2023 2.

T) UCTOYHMK (PMHAHCHPOBAHUS IPUOOPETEHHS JIEKapCTBEHHBIX IPEenapaToB.

10. B ciyuae ycTaHOBJIEHHs JuarHo3a 3a0oJieBaHHUA (COCTOSIHMSA), YKAa3aHHOTO B TyHKTE |
Hactoamux [IpaBus, nim U3MEHEHUs CBEJEHUM, YKa3aHHBIX B noanyHkTax "a" - "x" nynkra 9 HacToAmmx
[IpaBun, MeTUIIMHCKHE OpraHU3alMH, B KOTOPBIX OOJIbHBIC HAXOATCA MO MEIUIIMHCKUM HaOII0ICHUEM,
B CPOK, HE MpeBbIIALINA 3 pabouux aHel co AHA oOpaleHust 00JbHOIO ¢ YCTaHOBJIEHHBIM TUarHo30M B
MEIUIIMHCKYI0 OpTraHU3alMI0 MO MECTy JKHUTEIbCTBA WIM MECTy TNpeObIBaHMs (B CiIydae €CIH CpPOK
npeObIBaHUS MPEBBINIAECT 6 MECSLEB), MPEACTABIAIOT B AJIEKTPOHHOM BUJE WM HAa OyMa)XHOM HOCHUTENe
HaINpaBJICHUS U U3BEIICHUS B OPraH roCyIapCTBEHHOH BiacTH cyobekTa Poccuiickoii @enepannu B cdepe
OXpaHbl 370pOBbs MO (OpME U B MOPAJIKE, KOTOPbIE YTBEpXkJIeHbl MUHHCTEPCTBOM 3pPaBOOXPAHEHUs
Poccuiickoit @enepanuu.

11. [JIns 3anonHeHWsl perHOHAJIBHOTO cermeHTa PenepanbHOrO pPEruCTpa OpraHU3alUH,
OCYIIECTBIISIOIIME OTIYCK JIEKAPCTBEHHBIX IIPENapaToB, HA3HAYEHHBIX JIEYallldM BPauyoOM B COOTBETCTBUU
C IPEIyCMOTPEHHBIM IOANYHKTOM "a" myHkTa 2 HacTosuux [IpaBun nepeuneM, 10 5-ro yucia Kaxiaoro
MecsIia IPeACTaBISIIOT B OpPraHbl TOCY/IapCTBEHHOW BiacTu cyobekToB Poccmiickoit Deneparun B chepe
OXpaHbl 3/I0POBbs B 3JEKTPOHHOM BHUJE WIM Ha OyMaKHOM HOCHUTEJE CBEAEHHUS 00 OTIYLICHHBIX 3a
IPEIECTBYIOLIUI MeCSI] JIEKAPCTBEHHBIX Npenaparax.

12. B cinywae ecnu cBeneHus, NpeAycMOTpeHHble nojanyHkramu "a", "x" m "n" nynkra 9
HacTosAumx I[lpaBun, He mpencTaBiI€Hbl B OpPraHbl I'OCYIapCTBEHHOW BIACTH CyOBeKTOB Poccuiickoii
®enepanun B chepe OXpaHbl 37J0pOBbs, yKa3aHHbIE OpPraHbl BIACTH CaMOCTOSATENBHO 3alpallIMBalOT 3TH
CBEZICHMSI B TOCYAAPCTBEHHBIX BHEOIOIKETHBIX (POHIaX.

Cenenus o OOJNbHOM (HAmpaBJE€HHUs, W3BELICHMS), MpPEJCTaBIseMble B 3JEKTPOHHOM BUJE,
MOJJIEKAT 3aBEPEHUI0 SJIEKTPOHHOM IOJIMCHI0 JTOJKHOCTHOTO JIMIIA OpraHa rocylapCTBEHHOW BIIACTH
cyobekta Poccuiickoit ®@eneparuu B chepe 0XpaHbl 310pOBbSL.

13. B ciydae Bbie3nia 6016HOTO 3a npesensl Tepputopun Poccuiickoit deneparuy Ha MOCTOSIHHOE
MECTO XKHUTEIbCTBA MJIM MECTO NMpeObIBaHMs (B CiIydae €ciau CpOK NMpeObIBaHUs MpeBbIIaeT 6 MecsleB), a
TaK)Ke B Cllydae CMEpTH OOJIBHOTO CBEJICHUS O HEM IMOJUIekKAT apXUBUPOBAHUIO.

YTBEP/KJIEHbI
nocranosieHueM IlpaBuTebcTBa
Poccuiickoii Penepannu

ot 26 Hosiopst 2018 r. N 1416

Ilepeyenn
yrpartuBiux cuiy akroB IIpaBsurenbcrBa Poccuiickoit @enepannu

1. Ilocranosnenue IlpaBurensctBa Poccuiickoit ®enepaunun ot 26 nexadbps 2011 r. N 1155 "O
3aKyIKaX JIEKAPCTBEHHBIX MPEMapaToB, MpeJHa3HAYCHHBIX JIJIs 00ecIedeHUs JINILl, OOIBHBIX TeMOUITHEH,
MYKOBHCIIMJI030M, TUTIO(PHU3aPHBIM HAaHU3MOM, 00JIe3HbIO [ o11Ie, 3710KaueCTBEHHBIMH HOBOOOPAa30BaHUSIMU
IUM(OUIHOM, KPOBETBOPHOH M POJCTBEHHBIX MM TKaHEW, pAacCesTHHBIM CKJIEpO30M, JIMI[ TIOCIe
TpaHCIUTaHTaIMU opraHoB U (uiu) Tkanei" (CobOpanue 3akoHomaTenscTBa Poccuiickoit deneparim, 2012,
N 1, ct. 186).

2. Ilocranosnenue IlpaBurensctBa Poccuiickoit deneparuu ot 26 ampens 2012 r. N 404 "O6
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yrBepxaenuu [IpaBun Benenus denepaibHOro perucTpa Juil, O0JIbHBIX reModuinel, MyKOBUCIUI030M,
runodu3apHbeIM HaHU3MOM, OoJsie3Hbi0 ['Ome, 3710KaueCTBEHHBIMH HOBOOOPA30BaHHUSIMH JIUM(OUIHOMH,
KPOBETBOPHOW U POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M, JIMII [1OCJI€ TPAHCIIJIAHTAIIUA OPTraHOB
u (nnm) Tkanen" (CoOpanue 3akoHoaarenbeTBa Poccuiickoit deneparmu, 2012, N 19, ct. 2429).

3. Ilynkter 176 m 190 u3meHeHui, KOTOphle BHOCATCS B akThl [IpaButenbcTBa Poccuiickoit
@enepanuy 0 BONpPOCaM JeATeNbHOCTH MunucrepcrBa 3apaBooxpaHenus Poccuiickoit ®enepanuu,
YTBEPXKJICHHBIX TTocTaHoBieHueM [IpaButenbcrBa Poccuiickoit deaepanun ot 4 centsiops 2012 r. N 882
"O BHeceHMM H3MEHEHMH B HeKoTopble akThl [IpaButenbcrtBa Poccuiickoit @enepanuu 1o BoIpocaM
JesTeIbHOCTH MuHHcTepeTBa 3apaBooxpaHeHust Poccuiickoit @eneparun (Cobpanue 3aKOHOAATEIHCTBA
Poccutiickoit @enepanuu, 2012, N 37, ct. 5002).

4. Tlocranosnenue IIpaBurenbctBa Poccmiickoit ®denepanun ot 24 ampens 2015r. N 389 "O
BHECEHUH M3MEHEHMI B moctaHoBieHue [IpaButenbcrBa Poccuiickoit @enepanuu ot 26 nekadps 2011 r.
N 1155" (Cobpanue 3akonomatenscTBa Poccuiickoit @enepanuu, 2015, N 18, cr. 2709).

5. Ilocranosnenue IlpaBurensctBa Poccuiickoit ®@epepannu ot 9 ampenst 2016 r. N 288 "O
BHeceHMH wu3MeHeHnil B I[lpaBuna Begenuss denepanbHOr0 pErucTpa Juil, OONBHBIX TremModuiue,
MYKOBHCIIHI030M, TUTIOPU3APHBIM HAHU3MOM, 00JIe3HBIO [ o11Ie, 37T0Ka4eCTBEHHBIMA HOBOOOPA30BAHHSIMH
TUMGOUIHON, KpPOBETBOPHOM M POJCTBEHHBIX MM TKaHEH, pAacCESIHHBIM CKJIEpO30M, JHI[ TOCie
TpaHCIUIaHTaIu opraHoB U (unu) Tkane" (CobOpanue 3akoHonarenscTBa Poccuiickoit @eaepannu, 2016,
N 16, ct. 2225).

6. Ilocranosienue IlpaBurenscTBa Poccuiickoit @enepamuu ot 11 aBrycra 2016 . N 784 "O
BHECCHHMH M3MEHEHUH B roctaHoBieHue IIpaButennscTBa Poccuiickori deaepanun ot 26 aexadps 2011 r.
N 1155" (Cobpanue 3akonomatensctBa Poccuiickoit @enepanuu, 2016, N 34, ct. 5242).

7. Ilocranosnenue IIpaButenbctBa Poccuiickoit @enepanuu or 17 ampens 2017 r. N 457 "O
BHeceHMH u3MeHeHu# B [lonokeHue o 3akyrnkax JICKapCTBEHHBIX MPENaparoB, MPEIHA3HAUYCHHBIX IS
obOecrieueHus JHI, OONBHBIX TeMO(MUINEH, MYKOBUCIIMI030M, TUMO(PHU3APHBIM HAHU3MOM, OOJE3HBIO
lNome, 310KauecTBEHHBIMH HOBOOOPA30BAHUAMU JUMGOUIHON, KPOBETBOPHOM W POJCTBEHHBIX UM
TKaHEW, PacCesHHBIM CKJIEPO30M, JIHI[ MOCJIe TpaHCIIaHTanuuu opraHoB u (wnm) TKanei" (CoOpanue
3akoHomaTenscTBa Poccuiickoit @enepanuu, 2017, N 17, cr. 2577).
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