MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

NMPABUTENIbCTBO POCCUUCKOWN ®EOEPALIMA

NOCTAHOBJIEHUE
oT 26 Hos6ps 2018 r. N 1416

O NOPAAKE
OPIrAHN3ALNN OBECIMNEYEHUA NEKAPCTBEHHbLIMU NMPEMAPATAMMU JUL,
BEONbHbIX FTEMO®UIUEN, MYKOBUCLMOO30M, TMNO®U3APHBIM HAHU3MOM,
BOJIE3HbIO NOWE, 3IOKAYECTBEHHBIMU HOBOOBPA3OBAHUAMU
NMUMOONOHON, KPOBETBOPHOM U POACTBEHHbIX UM TKAHEW,
PACCESAHHbIM CKIIEPO30M, FTEMOJIUTUKO-YPEMUYECKUM CUHOPOMOM,
IOHOWWECKUM APTPUTOM C CUCTEMHBIM HAYAJIOM, MYKOMNOJINCAXAPUOO3OM
I, 11 U VI TUNOB, ANNACTUYECKOWU AHEMUENA HEYTOYHEHHOM,
HACNEAOCTBEHHbLIM AE®ULINTOM ®PAKTOPOB Il (PUBPUHOIEHA),
VII (TABUITbHOTIO), X (CTIOAPTA - MPAYJ3PA), 1L NOCIE
TPAHCMNJIAHTALIMM OPIFAHOB U (UMW) TKAHEW, A TAKXE
O NPU3HAHUUN YTPATUBLUUMU CUITY HEKOTOPbIX AKTOB
NMPABUTENbCTBA POCCUACKOWU ®EQEPALINA

CHnucoK U3MEHSIIOUUX TOKYMEHTOB
(B pen. ITocranosnennii [IpaBurensctBa PO ot 27.03.2020 N 344,
oT 26.06.2021 N 1025, ot 15.02.2023 N 229, ot 10.06.2025 N 877)

B cootBercTBUM ¢ myHKTOM 21 yactu 2 ctatbu 14 u yactsimu 7 - 9 ctateu 44 denepaibHOro 3aKOHA
"OO0 ocHOBax OXpaHbl 370poBbsA TpaxaaH B Poccuiickoit ®denepamuu" IlpaBurensctBo Poccuiickoit
®denepaniuy MOCTaHOBIISET:

1. YTBepauTh npuiiaraeMelie:

[TpaBuna opraHu3anuu oOecTieueHuUs JeKapCTBEHHBIMH MpenapaTtaMu JIHI, OOJbHBIX TeMOpUIHeH,
MYKOBHUCIIHI030M, rUnopu3apHbIM HAHU3MOM, 00JIC3HEIO T'ome, 3J10Ka4e€CTBEHHBIMH
HOBOOOpa30BaHUAMU TUMGPOHUIHOMN, KPOBETBOPHON U POJICTBEHHBIX UM TKaHEH, pacCesTHHBIM CKJIEPO30M,
TEMOJIUTUKO-YPEMHUYECKUM  CHHJIPOMOM,  IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HadajoM,
Mykonosmcaxapuno3om I, II u VI tunos, ammactuyeckoili aHeMueldl HEYyTOUHEHHOM, HACIIEICTBEHHBIM
nepuuroM QaxtopoB II (pubpunorena), VII (mabunbnoro), X (Crroapra - Ilpayspa), nui mocie
TpaHCIUIAHTAI[MH OPTaHOB U (WJIM) TKaHEH;

(B pen. [Tocranosnenus [IpaButensctBa PO ot 27.03.2020 N 344)

[TpaBuna Benenuss denepalbHOrO pEerucTpa JHL, OONBHBIX TeMO(QHINEH, MyKOBHCLUUI030M,
runodu3apHbIM HaHU3MOM, Ooje3Hblo ['omre, 3710kauecTBEHHBIMH HOBOOOpa30BaHUSAMHU JUMGOUIHOM,
KPOBETBOPHOM M POJCTBEHHBIX WM TKaHEH, PpACCESHHBIM CKJIEPO30M, TIE€MOJUTUKO-YPEMUYECKUM
CHUHJIPOMOM, FOHOIIECKMM apTPUTOM C CHUCTEMHBIM HayajaoMm, Mykomnosmcaxapuao3om [, II u VI tunos,
arIacCTUYecKoi aHeMueil HeyTOUHEHHOH, HaclIeACTBeHHBIM JeduuutoM dakropos II (pubpunorena), VII
(nmabunsHoOTO), X (CTrOApTa - [Ipayspa), mir mocsie TpaHCIIaHTAIMKA OPTaHOB M (MJIN) TKaHEH,

(B pen. Ilocranosnenus IIpaButensctBa PO ot 27.03.2020 N 344)
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nepeyeHb yTpaTuBIIuX cuity akTtoB [IpaButensctBa Poccuiickoi denepanuu.

2. MunucrepctBy  3apaBooxpaHeHMst — Poccuiickoii  denepauuu B yCTaHOBJIEHHOM
3aKOHOJaTeNbcTBOM  Poccuiickoit ®Deaepanuy  HOpsSAKE OCYHIECTBUTH 3akynky Ha 2019 roa
JIEKapCTBCHHBIX MPENapaToB IS MAaTOT€HETUYSCKOTO JICYCHHUSI JIUII, OOJTBHBIX T€MOJIMTUKO-YPEMUYECKUM
CHUHJIPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM HayajaoMm, Mykomnosucaxapuao3om I, II u VI tunos,
BKIJIFOUEHHBIX B NIEPEUCHB )KU3HCHHO HEOOXOAMMBIX U BAKHEHININX JIEKAPCTBEHHBIX MPENapaToB.

2(1). UcrounukoMm (hrHAHCUPOBAaHUS OpraHU3alUMU OOECIeUeHUsl JIEKAPCTBEHHBIMH MperaparaMu
nereil B Bo3pacte no 18 mer, OonbHBIX remMogumineil, MyKOBUCIHIO30M, THIO(U3APHBIM HAHH3MOM,
6oxe3ubto ['o11e, 3710Kka4ecTBEHHBIMU HOBOOOPa30BaHUSAMU JIUM(OUIHON, KPOBETBOPHOM U POJACTBEHHBIX
UM TKaHEH, pacCesTHHbIM CKJIEPO30M, T€MOJUTUKO-YPEMUUECKUM CHHIPOMOM, FOHOIIECKUM apTPUTOM C
CHUCTEMHBIM HauyajaoM, Mykonoyicaxapuao3om I, I u VI tunos, anmnactuyeckoil aneMreil HEyTOYHEHHOM,
HaclnecTBeHHBIM nedummrom ¢dakropos Il (pubpunorena), VII (madmnsnoro), X (Crroapta - [Ipayapa),
JeTell B Bo3pacte 10 18 JeT mocie TpaHCIUIaHTaIllMu OpraHoB W (wiu) TkaHed ¢ 2023 roma sBISIOTCS
OIO/DKETHBIC ~ ACCHTHOBAHHS, MPEIyCMOTPeHHBbIE B  (emepambHOM  Oropkere  MHHHCTEPCTBY
3apaBooxpanenusi  Poccuiickoit  ®epeparuun s DoHga  TOAACPKKH  ACTEH € TSKEIBIMU
KU3HEYTPOKAIONIMMH M XPOHHYSCKUMHU 3a00JIEBaHUSAMH, B TOM 4YHCIC peakuMu (op(aHHBIMH)
3aboneBanusamu, "Kpyr nobpa".

(m. 2(1) BBenen IlocranoBnenuem [IpaButensctBa PO ot 15.02.2023 N 229)

3. MunucrepctBy 3apaBooxpaHeHust Poccuiickoit @Denepanuu  JaBaThb  pa3zbsACHEHUS 110
MIPUMEHEHHUIO TPABUII, YTBEPKICHHBIX HACTOSIIUM ITOCTAHOBJICHUEM.

4. Hacrosimee nmocraHoBieHue BerynaeT B cuiny ¢ 1 sHBapsa 2019 r., 3a UCKIIIOUEHHEM IyHKTa 2,
KOTOPBIN BCTYMAET B CUIIY CO JHS O(PUIMAIBHOTO OIyOIMKOBAHUS HACTOSIIETO TOCTAHOBJICHUSI.

IIpencenarens [IpaBurenscTBa
Poccuiickoit denepanuu
JAME/IBEJIEB

YTBepkKIeHBI

nocraHoBjeHueM [IpaButenscTBa
Poccniickoit ®enepanuun

ot 26 Hos0ps 2018 1. N 1416

NPABUNA
OPIrAHU3ALUU OBECMNEYEHUA NEKAPCTBEHHbLIMU NPENAPATAMU NAL,
BOJIbHbIX TEMO®UITUEUA, MYKOBUCLMUOO30OM, TMNO®U3APHBIM HAHU3MOM,
BONE3HbLIO NOWE, 3NOKAYECTBEHHbLIMU HOBOOBEPA30OBAHUAMMU
NMMeOUaHOWU, KPOBETBOPHOU U POOCTBEHHbIX UM TKAHEMN,
PACCEAHHbIM CKINEPO30M, FTEMONUTUKO-YPEMUYECKUM CUHOPOMOM,
OHOLWLECKUM APTPUTOM C CUCTEMHbIM HAYAIIOM, MYKOMOJIUCAXAPUOO3OM
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I, 11 U VI TUNOB, ANNACTUYECKOWU AHEMUENA HEYTOYHEHHOM,
HACNEACTBEHHbIM AE®PULINTOM ®AKTOPOB Il (PUBPUHOIEHA),
VII (MABUJIBHOIO), X (CTIOAPTA - MPAY3PA), J1IUL NOCJIE
TPAHCIMJTIAHTALMU OPIFAHOB U (UNTN) TKAHEW

CHUCOK M3MEHSIOINX JTOKYMEHTOB
(B pen. [locranoBnenus IlpasurenscrBa PO ot 10.06.2025 N 877)

1. Hacrosmue IIpaBwia ycTaHaBIMBAIOT MOPSJAOK OpraHU3AMKM OOECICUEHUs JIUIl, OOJIbHBIX
reMo(uIueii, MyKOBUCIUIO030M, TUMOGU3APHBIM HAHU3MOM, O0JIe3HBIO ['oIIe, 370Ka4eCTBEHHBIMH
HOBOOOpa30BaHUAMHU JTUM(DOUTIHOMN, KPOBETBOPHOM M POJICTBEHHBIX UM TKAHEH, PaCCESTHHBIM CKJIEPO30M,
FEMOJIMTUKO-YPEMHUYECKUM  CHHIPOMOM,  IOHOLIECKMM  apTPUTOM €  CUCTEMHBIM  Hayajom,
Mykononucaxapugo3om I, II u VI tunos, amnactuueckold aHeMued HEYTOUHEHHOW, HACIIEJCTBEHHBIM
nepunurom pakropos Il (¢pubpunorena), VII (madbunpnoro), X (Crroapra - Ilpayspa), mwm mocne
TpaHCIUIAaHTAIlMd OPraHOB W (WJW) TKaHEeH (nmaysee - OOJIbHBIC) JIEKAPCTBECHHBIMH IIperapaTamu Jis
MEIUIIMHCKOTO TPUMEHEHUs, TMpEAHA3HAYCHHBIMU IS JICYCHUs YKa3aHHBIX 3a00JieBaHMM, 110
yTBepxkeHHOMYy IIpaButensctBom Pocculickoin @enepanuu NEPEUHIO JIEKAPCTBEHHBIX IPENaparos,
chOpPMUPOBAHHOMY B YCTAaHOBICHHOM WM TOpsAKE (Jajiee - JIGKAPCTBEHHBIC IMpEnaparhbl), a TaKKe
MOPSAZIOK M YCJIOBHS Tepefadu JEKapCTBEHHBIX IMPENapaToB B COOCTBEHHOCTh CyObeKTOB Poccuiickoii
denepanuu.

2. UcrounukoM (prHAHCHUPOBAHMS OpraHU3alMKM OOCCIeYeHHMS OOJBHBIX B Bo3pacTte OT 18 jeT u
cTapiie JIEKapCTBEHHBIMHM IpernapaTtaMu SIBISIOTCS OIOJKETHBIE ACCUTHOBAHHS, MPEAYCMOTPEHHBIC B
dbenepanbHOM Or0KeTe MHUHHMCTEPCTBY 31paBooxpaHeHus Poccuiickoit denepaiiny Ha ykazaHHbBIE IIEIIH.

HcrounnkoM (MHAHCHPOBAHUS OpraHU3alK oOecriedeHus: OOJBHBIX B Bo3pacTe a0 18 et
JIEKapCTBEHHBIMU  TpemapaTaMu  SBISAIOTCS  OIO/KETHBIE  ACCUTHOBAHHS,  IPEIyCMOTPEHHBIE
MunucrepcTBy 3apaBooxpaneHus Pocculickoit @enepannn mist PoHAa NOAACPKKA I€TEH C TAKEIbIMU
KUZHEYTPOKAIONIMMH M XPOHUYECKUMHU 3a00NIEBaHUSAMH, B TOM 4YHCIE peaKkuMu (op(aHHBIMH)
3aboneBanusamu, "Kpyr mobpa".

OpraHu3anus M OCYLIECTBJICHHE 3aKyNOK JIEKAPCTBEHHBIX IMPENapaToB 00ECIeYHBaIOTCS
(benepanbHBIM Ka3eHHBIM yupexxJaeHueMm "denepanbHbId LEHTP IUIAHUPOBAHHWS M OpraHu3aluu
JeKapCcTBEHHOTo olecrneueHust TrpakaaH" MuHucTepcTBa 3apaBooxpaHeHust Poccuiickoit ®enepaunu
(nanee - ®enepanbHbI LEHTP) B Ipeneiax AOBEAEHHBIX 10 Hero MHUHHCTEPCTBOM 3ApaBOOXPAHEHUS
Poccuiickoii @enepaniuu TMMUTOB OI0JKETHBIX 0053aTEIbCTB.

MunucteperBo 3apaBooxpanenust Poccuiickoit denepanun He mo3aHee | MapTa TEKyLIero rojaa
nH(OPMUPYET UCTIONMHUTENbHBIE OpraHbl cyobekToB Poccuiickoii denepanuu B chepe oXpaHbl 310pOBbS
0 TUIAHUPYEMBIX UM TIPENETbHBIX 00beMax OIOIKETHBIX aCCUTHOBAHWN Ha O4YepeHON (PUHAHCOBBINA TO/,
paccunTaHHbIX MuUHHCTEPCTBOM 3/paBooxpaHeHus Poccuiickoin depepanuy Ha OCHOBAaHWM CBEICHHI,
npeAcTaBsieMbix 10 15 ¢eBpans tekymero roga denepalibHBIM IIEHTPOM, C YYE€TOM YHUCICHHOCTH
OOJBHBIX U CpelHero o0bema OOJKETHBIX aCCUTHOBAHWU 3a 3 (DMHAHCOBBIX T0jia, MPEIIECTBYIONINX
TeKyuieMmy (MHAHCOBOMY rojly.

3. [IpaBo GosibHOTO Ha O0ecreYeHNne JeKapCTBEHHBIMU MpernapaTaMu BO3HUKAET CO JTHS BKIFOUECHUS
CBEJICHUH O HEM B pEeruoHalbHbI cerMeHT DenepanbHOrO perucrpa Jul, OOJBHBIX TeMO(UIHEH,
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MYKOBUCIII030M, runoduzapHeIM HAaHU3MOM, 00J1e3HBI0 Iomre, 3JI0Ka4€CTBEHHBIMHU
HOBOOOPa30BaHUAMH JIUM(POUTHON, KPOBETBOPHON U POACTBEHHBIX UM TKaHEU, PACCESTHHBIM CKJIEPO30M,
TeMOJIUTUKO-YPEMUYECKUM  CHUHJIPOMOM,  IOHOIIECKHMM  apTPUTOM C  CHCTEMHBIM  HayalioM,
Mykononrcaxapugosom I, II u VI tunos, aruractuueckold aHeMuedl HEYTOUHEHHOMW, HACIIECICTBEHHBIM
nepunurom ¢akropoB II (pubpunorena), VII (mabunmbnoro), X (Crroapra - Ilpayspa), aui mocnie
TpaHCIJIAaHTAIlMU OPraHOB M (WJIK) TKaHel (nayee - DefepanbHbIi PETUCT).

Jara BkitoueHUs: OOJILHOTO B PETHOHANBHBIN cerMeHT DenepanbHOro perucrpa (QUKCUpyeTcs
JeyaluM BpauyoM B MEIMUIMHCKOM KapTe MalueHTa, MOJIyYarollero MEIUIMHCKYI0 IOMOIIb B
amMOyJIaTOPHBIX YCIIOBUSIX.

4. Opranunzanusi obecnieuennss dOenepanbHBIM IIEHTPOM 33 CUET CPEACTB (elepaibHOTO OrO/KETa
OOJIBHBIX JIEKApPCTBEHHBIMM IperapaTaMy OCYLIECTBIISETCS B COOTBETCTBMM C TMOPSIKAMHU OKa3aHMs
MEIULUHCKOW MOMOIIM, YTBEPKAECHHBIMU MUHHCTEPCTBOM 3/1paBooxpaHeHus Poccuiickon Penepannu,
C YYETOM CTaHJapTOB MEIUIIMHCKON TOMOIIY U HA OCHOBE KJIMHUYECKUX PEKOMEHIAINMN.

5. B memsx IMOCTaBKM JIEKAPCTBEHHBIX IpPENapaToB HCIIOJHUTEIbHBIE OpraHbl CyOBEKTOB
Poccuiickoit @enepauun B chepe OXpaHbl 310POBbS ONPEAEISIOT PACHOJIOKEHHbIE B CyOBEKTax
Poccuiickoit @enepanuy opraHu3aluy, UMEIOLIUE JTULEH3UI0 HA OCYILECTBICHUE MEAUIIMHCKONW U (WJIH)
(bapMareBTUUECKON JIE€ATENbHOCTH M YIOJHOMOYEHHBbIE HAa MOJYYEHHE JIEKapCTBEHHBIX IPENaparoB
(tasiee - OpraHu3alUK-110y4aTesIn).

MunucrepctBo 31paBooxpaHeHus Poccuiickoit ®enepanuu uMHOOPMUPYET HCIOIHUTEIbHBIC
oprasbl cyobekToB Poccuiickoii denepanuu B chepe oXpaHbl 3J0OPOBBS O BO3MOXKHOCTH TPECTABICHUS
He mo3aHee 15 ampenst Tekymiero roga B DenepanbHbIl LEHTP MNpeABApUTENbHBIX 3aiBOK 0e3
COTJIaCOBaHUs, IPEAYCMOTPEHHOTO MMyHKTOM 6 HacTosiux [IpaBui.

@denepanbHbIl LEHTP C Y4YeTOM IpeJBapUTEIbHBIX OOBEMOB JIEKAPCTBEHHBIX MPENapaTos,
OTpe/ieNIEHHBIX Ha OCHOBAHUU INPE/ICTABICHHBIX B COOTBETCTBUHU C a03alleM BTOPBIM HACTOSIIETO MMyHKTa
IPEBapUTENIbHBIX 3afBOK, HANpPaBisSeT NPOM3BOJAUTENSIM U (WJIM) MOCTaBIIMKAM JIEKapCTBEHHBIX
[IpernapaToB 3alpochl C LEIbI0 ONPEIEICHNUsS BO3MOKHOCTH MPOU3BOJACTBA M MOCTABKHU JIEKAPCTBEHHBIX
IIPENapaToB, a TAK)KE UX CTOMMOCTH M HE NO3AHee 1 Mas TeKyllero roaa NpeAcTaBissieT B MUHHCTEPCTBO
3npaBooxpaHeHusi Poccuiickoit denepannu cBogHY0 MHPOpPMAIUIO, B TOM YHCIE MPEAyCMOTPEHHYIO
HaCTOSIIUM al3areMm.

6. MunucrepcTBo 31paBooxpaneHusi Poccuiickoit @enepanyu He no3aHee | MO TEKYyIIEro roja
MHGOPMHPYET UCHOJTHUTENbHBIE Opranbl cyObekToB Poccuiickoit @enepanuu B chepe oxpaHbl 310pOBbs
0 BO3MOXKHOCTU TmpejacTaBieHUs B DenepanbHbli LEHTp He mno3gHee 20 aBrycra TEKyIIEro rojaa
COTJIACOBAHHBIX ~TEPpPUTOpUAIBbHBIMU opraHamMu dexepanbHOW CcoyXkObl 1O Hag3opy B chepe
3/IpaBOOXpAaHEHUS 3asBOK Ha MOCTABKY JIEKAPCTBEHHBIX MPENapaToB Ha oYepeqHON (PMHAHCOBBIN o MO
¢dopme, yTBepkaAeHHOW MuHUCTEpCTBOM 3/1paBooxpaneHus Poccuiickoit denepanuu (aee - 3asBKH), C
MIPUJIOKEHHEM 00OCHOBAHMM MO 00bEMY C yUETOM MMEIOIINXCS OCTATKOB JIEKAPCTBEHHBIX MPENapaToB, a
TaKKe IepEeYHs OpraHu3alui-1oydareiei.

[Torpe6HOCT (00BbEM NTOCTABKH) B JIEKAPCTBEHHOM IIpeNapare ONpeAessieTcs ¢ y4eTOM CTaHAapTOB
MEIUIMHCKOW IIOMOLIM M HAa OCHOBE KIMHUYECKMX PEKOMEHJAIUN MCXOIsd U3 €XEMECAUYHOU
(dakTHyeckoil MOTpeOHOCTH OONBHBIX B JIEKAPCTBEHHBIX Iperaparax B COOTBETCTBMM CO CBEIEHUSMU
peruoHanbHOro cermeHta ®enepasbHOro perucTpa M HEOOXOIUMOCTH (OPMHUPOBAHMS 3araca
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JIEKapCTBEHHOr' 0 Ipernapara Ha 15 mecsies.

7. CornacoBaHH€ 3asiBOK OCYILIECTBIISIETCS TEPPUTOPUAIBbHBIMU opraHamMu dDenepanbHO CiyKObI
[0 HaJg30py B cdepe 3ApaBOOXpaHEHUS B CPOK, He mnpeBblmatromuii 10 paboumx gHEH co AHA HX
MOCTYIJICHUS. OT HCIIOJIHUTENIFHBIX OpraHoB cyObekToB Poccuiickoii ®enepauuu B cdepe oxpaHbl
3I0pOBbs, B 4aCTU KOPPEKTHOCTH BHECEHUS CBEICHUI O TEKYIIHUX OCTATKaX JIEKAPCTBEHHBIX IIPENapaToB
IIOCPEICTBOM CUCTEMbI MOHUTOPUHIA ABUKECHUS JICKAPCTBEHHBIX [IPENIApaToB.

8. depepanbHBIl ILIEHTP paccMaTpUBaeT 3asBKM Ha COOTBETCTBME YCTAaHOBIEHHOH Qopme,
YTBEpKACHHOM  MuHHcTepcTBOM  31paBooxpaHeHus  Poccuiickon  @Denepauuu, Ha  IpeaMeET
O0OCHOBAHHOCTU  3asBJICHHBIX O0BEMOB  JICKAPCTBEHHBIX  IIpenapaToB, KOPPEKTUpPyeT  (IpH
HEOOXOMMOCTH) U COTJIACOBBIBACT HX.

He mo3nnee 15 cents6psa Tekymero roga deaepanbHbIid IEHTP MPEACTABISAET 3aBKH B KOMUCCHIO
MunucrepctBa 3apaBooxpanenus Poccuiickoit denepanuu 1Mo pacCMOTPEHHUIO 3asgBOK (maiiee -
KOMHUCCHS) JJI1 HMX pAcCMOTpPEeHHs] C ydacTueM mnpexacraBureneit @PenepanbHoro uentpa, Pdonma
MOJJICPXKKH JCTeH C TSHKEIBIMH JKH3HEYTPOKAOIIMMHA M XPOHUYCCKHUMH 3a00JICBAaHUSMHU, B TOM YHUCIIC
peakumu  (opdannbiMu) 3aboneBanusmu, "Kpyr noOpa", HCHOTHUTEIBHBIX OPraHOB CYOBEKTOB
Poccmiickoit ®enepanuu B cdepe OXpaHbl 3A0pPOBbsI (B TOM HYHCIE C HCIIOJB30BAHHEM
MH(OPMALIMOHHO-TEIIEKOMMYHHUKAIMOHHBIX TEXHOJOTUH) Ha MpeaMeT OOOCHOBAaHHOCTH 3asBJICHHBIX
00BEMOB JICKAPCTBCHHBIX MPENAPaTOB, HX KOPPEKTUPOBKH IMPU HEOOXOAMMOCTH M YTBEPKICHHUSI 00HEMOB
MOCTaBOK JIGKAPCTBEHHBIX IMpemapaToB. [lojokeHMEe O KOMHCCHMM M €€ COCTaB YTBEPXKIAKTCsA
MunucrepcTBoM 31paBooxpanenus Pocculickoit @enepanuu.

PaccMoTpenune 3asBOK, YyTBEp)KICHHE OOBEMOB IIOCTABOK JICKAPCTBEHHBIX IpenapaToB H
npencraBieHue B OenepanbHbII HEHTP CBEJIEHUHN 00 yTBEp)KIECHHBIX 00beMax MOCTaBOK JEKAapCTBEHHbIX
IIPENapaToOB OCYIIECTBIISIOTCS KoOMUccuel B TedeHne 30 KaleHIapHbIX JHEH CO JHA MOCTYIICHUS 3as3BOK
or ®PenepampHOro ueHrpa. IIpm paccMOTpeHHMH 3asBOK KOMHUCCHEHW YYHMTHIBACTCS HW3MEHEHUE
YHUCIEHHOCTU OOJIbHBIX, KOTOPOE MPOU30ILIO B TEKYIIIEM T'OAY.

YTBepkIeHne 00bEMOB MOCTABOK JIEKAPCTBEHHBIX IMPENapaToB OCYIIECTBISETCS KOMHUCCHUEH C
y4eToM HH(pOpMaIMM, TMPEICTaBICHHON NPOU3BOAUTENAMU M (MJIM) TMOCTABUIMKAMM JIEKAPCTBEHHBIX
[IpernapaToB B COOTBETCTBUH C ab3alleM TpeThbUM IyHKTa 5 HacToAmux [IpaBun B @enepanbHblil IEHTP, O
BO3MOKHOCTH IIPOU3BOJACTBA U IIOCTABKU JICKAPCTBEHHBIX IIPENAapaToOB.

CBeneHuss 00 YTBEpXKIEHHBIX KOMHCCHEH 00beMax IOCTAaBOK JIEKAapCTBEHHBIX IIPErapaToB
Hanpasisitores degepaibHBIM LIEHTPOM B UCHOJIHUTENbHBIE Opraibl cyObekToB Poccuiickoit @enepanuu
B c(hepe oXpaHbl 3/10pOBbs B TeUeHHE 3 paboUMX AHEH CO JTHS MOCTYIUIEHUS CBEACHUM OT KOMHUCCHHU.

9. O0BeM TOCTaBOK JIEKAPCTBEHHBIX IpenapaToB (opMupyercs B Mpejaenax OroJKEeTHBIX
ACCUTHOBAHMM, MpPEIyCMOTPEHHbIX B (peAepalbHOM 3aKkoHEe O (eaepalbHOM OIO/DKETE Ha
COOTBETCTBYIOIINI (DMHAHCOBBIA TOJ] M IUIAHOBBIM MEPUOJ, W JHMHUTOB OIOJDKETHBIX 0053aTENIbCTB,
JIOBEJICHHBIX B YCTAHOBJIEHHOM NoOpsake 10 MuHHCTepcTBa 3apaBooxpaneHus Poccuiickonn denepanun
Ha 3aKyIIKY JIEKAPCTBEHHBIX [IPENapaTosB.

10. B cooTBEeTCTBHM C YTBEPKICHHBIMH OOBEMaMH IIOCTAaBOK JIEKAPCTBEHHBIX IPENapaToB
@enepanbHbld LEHTP B YCTAaHOBJIEHHOM 3aKOHOJArenbcTBOM Poccuiickoir dDenepauuu  nopsake
OCYILIECTBJISIET 3aKYIIKY JICKAPCTBEHHBIX MIPENapaToB.
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11. TlocTaBUIMKM  JIEKapCTBEHHBIX  IpEMNapaToB, OIpPEJEIEHHblE B  COOTBETCTBHM  C
3akoHoJaTenbcTBOM Poccuiickoit @enepannu, npeactapisaioT B DenepanbHblii HEHTP 0(QOPMIICHHBIE B
YCTaHOBJIEHHOM IMOPSJIKE JOKYMEHTBI, OATBEpXKIAatoIue (BaKT MOJyUeHHs JIEKAPCTBEHHBIX MpenapaToB
OpraHu3atvsaMU-II0IydaTC/IIsIMU, B TOM YHUCJIC HAKJIIAJHBIC W aAKThl IpHEMa-NiCpcaadn JICKAPCTBCHHBIX
IIPEnaparos..

12. IlpaBo coOcTBeHHOCTH CyOBeKkTOB Poccuiickoit denepanyuu Ha JEKapCTBEHHbIC IpenapaThl,
IIOJIyYE€HHBIE OpPraHM3alMsIMU-NIONYyYaTesIMA B COOTBETCTBUM ¢ NyHKToM 11 Hacrosmux Ilpasui,
BO3HUKACT Ha OCHOBAHMHU JOKYMEHTOB, MOATBEPKAAIOMIUX (DAKT MOTYyUCHHS JICKAPCTBEHHBIX MTPENapaToB
OpraHU3aLMAMU-TI0TYYaTeIIIMU.

13. ®epepanbHbId LEHTP M HCIOIHHUTEIbHBIE OpraHbl CcyObekToB Poccuiickoir ®Deneparum,
onpejeNieHHble  BBICIIMMH  JIOJDKHOCTHBIMM — JiullaMu  cyObekToB  Poccuiickoit ~ denepanuu
(mpencenaTessiMi BBICIIMX HCIIOJIHUTEIIBHBIX OpPraHoB cyObekToB Poccuiickoit depepanun) (manee -
YIOJHOMOYEHHBIE OpraHbl), €XKEeMECSYHO OCYIIECTBIISIIOT HAa OCHOBAaHUHM H3BELICHHM, HaIMpPaBIIIEMbIX
YIOJHOMOYEHHbIMU opraHamMu B DenepanbHblii  LEHTP, CBEPKY JIEKapCTBEHHBIX IPENaparos,
MOJIyYEHHBIX OpraHu3alusIMU-10IyYaTeIsIMU.

14. OpraHuzanuu-nosiyyaTead HOPUHUMAIOT JIEKApCTBEHHBbIE IIpernaparbl Ha ydeT B TE4YeHHe 2
pabouux JHEH co JHSA MX MNOJY4YEHHs OT MOCTaBLIMKOB JIEKApCTBEHHbIX IPENapaToB, 00ECHEeUnBaOT MX
COXPaHHOCTb U LIEJIEBOE UCIIOIb30BAHUE.

15. Ilpu HanMuMK SKOHOMHUHU OIOMKETHBIX CPEICTB, NoiydeHHOW DenepanbHBIM LEHTPOM MpU
OCYIIECTBJICHUU 3aKyNOK JIEKAPCTBEHHBIX IPENapaToB B COOTBETCTBUU C MyHKTOM 10 HacTosmux
[IpaBwmi, MunucrepcTBo 3apaBooxpanenus: Poccuiickoit @eneparuu He no3aHee 1 ampenst GUHAHCOBOTO
roga, TOTPEOHOCTh B JIGKAPCTBEHHBIX IMIpermaparaX Ha KOTOPBIM OOECIeunBaliach IOCPEICTBOM
OCYIIECTBIICHHUS YKa3aHHBIX 3aKyMOK, HH(OPMHUPYET UCIIOJHUTEIbHBIE OpraHbl cyObekToB Poccuiickoit
Odenepanun B cepe OXpaHbI 3T0POBbSI O pa3Mepe TMOJYUYEHHOW HKOHOMHUHU B IEJSIX MPEACTaBICHUS
JOTIOJTHUTEIBHBIX 3asBOK M O BO3MOXXHOCTHM HMX MpEJCTaBleHUs He mno3aHee 10 ampenst ykazaHHOTO
¢unancoBoro roaa B denepaibHbIN EHTP.

OenepanbHblil 1IeHTp He mo3aHee 20 ampens yka3zaHHOTO (PMHAHCOBOTO Tojla paccMaTpUBAET
3asBKHM, YyKa3aHHble B a03ale NepBOM HACTOSIIErO0 IyHKTa, KOPPEKTUPYET OTHU 3asiBKU (MpHU
HEOOXOJUMOCTH), COTJIACOBBIBAET HX C UCIHOJIHUTENBHBIMH OpraHaMu cyOBbekToB Poccuiickoii
®denepanun B chepe OXpaHbl 3I0POBbS U HAMIPABIISIET B KOMUCCHIO.

PaccmoTpenue 3asBOK, yKa3aHHBIX B a03alle MepBOM HACTOSIIETO MYHKTA, YTBEPKICHHE 00HEMOB
MOCTAaBOK JICKAPCTBEHHBIX TMpErapaToB M mpencraBieHne B DenepalibHBIA LEHTP CBEACHUN 00
YTBEPKACHHBIX 00bEMax MOCTABOK JIEKAPCTBEHHBIX MPEMapaToOB OCYIIECTBISIOTCS KOMUCCUEH B TEUCHHE
10 kayieHIapHBIX JHEH CO JTHS MPEACTABICHHS TaKUX 3as1BOK DeepaabHbIM IIEHTPOM.

CeneHus 00 yTBEpXKIEHHBIX KOMHUCCHEHW 00BEMax TOCTaBOK JIEKAPCTBEHHBIX IpEnapaToB
HanpaBisaoTcs DeepanbHbIM [IEHTPOM HCIOJHUTENBHBIM opraHaMm cyobekToB Poccuiickoit denepanyu
B cpepe OXpaHbl 3/I0pOBbs B TeueHHE 3 pabouuX AHEN CO JAHA MOCTYIJICHUS CBEIEHUI OT KOMUCCHHU.

3aKyrnka JIeKapCTBEHHBIX MPENapaToB U UX Iepeadya OCYIIECTBISIOTCS B COOTBETCTBUH C ITYHKTaMU
10 - 14 Hacrosimux IIpaBui.

CrpaHuua 6 mn3 15



MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

16. B cinyuyae BKIHOYEHHs JIEKAPCTBEHHOI'O Iperapara B NEPEYEHb JICKAPCTBEHHBIX IPENaparos,
yKka3aHHb B myHkTe | Hacrosmmx [IpaBwi, He mo3mHee 1 Mas (UHAHCOBOTO rojia, MOTPEOHOCTH B
JIEKapCTBEHHBIX IIperaparax Ha KOTOpBIM oOecredrBaiach MOCPEACTBOM OCYIIECTBICHHS 3aKYIIOK,
yka3aHHbIX B myHKTe 10 Hactosmux [IpaBwii, B CBSI3M ¢ M3MEHEHUEM CXEM JICUCHHUS OOJBHBIX
UCIIOJIHUTENIbHBIE Opranbl cyobekToB Poccuiickoit ®enepanuu B cdepe OXpaHbl 310pOBbsS BIpaBe
npencraBute B DepepanbHblii HeHTp He mo3aHee 20 Mas yKa3aHHOTO (PMHAHCOBOTO rojia 3asBKU B
OTHOLLIEHUHU TAaKOI'0 JIEKAPCTBEHHOIO Iperapara.

@enepanbHblil eHTp HE mo3aHee 30 Mas yKa3aHHOTO (PMHAHCOBOTO T'OJA PAacCMAaTPUBAET 3asBKH,
yKa3zaHHble B a03alle NEepBOM HACTOSIIETO ITyHKTa, KOPPEKTUPYET 3TH 3asBKU (P HEOOXOIUMOCTH),
COTJIACOBBIBAET UX C UCIIOJHUTEILHBIMU OpraHaMu cyObekToB Poccuiickoit deaepanmu B cepe oxXpaHsl
3I0pPOBbS U HAIPABJISAET B KOMUCCHUIO.

PaccMoTpenue 3adBOK, yka3aHHBIX B a03ale IEpPBOM HACTOALIETO IMYHKTA, YTBEP)KIEHUE 00BEMOB
[IOCTAaBOK JIEKApPCTBEHHBIX IpenapaToB M npeicraBieHue B DenepaibHbI LEHTP CBEISHUH 00
YTBCPIKACHHBIX 00BbEMAxX ITOCTABOK JICKApPCTBCHHBIX IPEIIapaToOB OCYHICCTBIAKOTCA KOMHCCHEH B TEUCHHE
10 xasleHAapHbIX JHEH CO JHA NPEeACTaBICHUs TakuX 3asiBoK DeepabHbIM LIEHTPOM.

CBeneHuss 00 YTBEpXKIEHHBIX KOMHCCHEH 00beMax IOCTAaBOK JIEKAPCTBEHHBIX IIPErapaToB
HanpasisioTes degepaibHBIM LIEHTPOM B UCHOJIHUTENbHBIE Opranbl cyObekToB Poccuiickoit @enepanuu
B cpepe OXpaHbl 37I0POBbs B TeUeHHE 3 pabouuX AHEH CO JAHSA MOCTYIICHUS CBEIEHUI OT KOMUCCHH.

3aKynka JIEKapCTBEHHBIX IPENapaToB U UX Mepeaada OCYHIIECTBISIOTCS B COOTBETCTBUM C ITYHKTaMHU
10 - 14 nacrosimux [IpaBui.

17. ®denepanbHblil LIEHTp B YCTAaHOBJIEHHOM MUWHHUCTEPCTBOM 3ApaBooxpaHeHust Poccuiickoii
@enepanuy MOPAAKE OCYILIECTBISAECT MOHUTOPHMHI JBMIKEHUS M ydeTa JICKApCTBEHHBIX IPENapaToB B
cyobektax Poccuiickoit ®@enepariuu, JOBOAUT 10 CBEACHUS YIIOJHOMOUYEHHBIX OPIaHOB IMOJyYEHHbIE IO
pe3yapTaTaM MOHMTOpPHHIA JTaHHBIE, B TOM YMCJIE CBEJICHHs O HOMEHKJIAType, KOJIMYECTBE U CTOMMOCTH
JIEKapCTBEHHBIX IPEnaparoB, 00 OTCYTCTBUU MOTPEOHOCTH B OTIENBHBIX JIEKAPCTBEHHBIX IpernapaTrax
700 O TOSABIIEHUU JOIOJHUTEIBHON MOTPEOHOCTH B JIEKAPCTBEHHBIX NpernapaTax B CBSI3U C U3MEHEHHEM
B cyOBekTe Poccuiickoit denepanuy 4uCIEHHOCTH OOJBHBIX, U3MEHEHUSMH B Ha3HAUEHUSX JeyallluMHU
BpauyaMi JIEKApCTBEHHBIX IPEnapaToB OOJIbHBIM U COTJIACOBBIBAET NEpepacrpesiesieHue JeKapCTBEHHbIX
npemnaparoB Mexy cyobekTamu Poccuiickoil @eneparui.

18. Ilepemaua snekapCTBEHHBIX IpenapatoB OJIHUM cyOwbekToM Poccuiickoit ®denepanuu B
COOCTBEHHOCTh JApPYroro cyobekrta Poccuiickoit ®Demepanyi OCYIIECTBISETCS HAa OCHOBAaHHH aKTa
npuemMa-niepenaun. denepanbHbIl IIEHTP YBEIOMIISIETCS O Tepefade JIEKApCTBEHHBIX TMPEMapaToB B
TeueHue 10 KaJleHIapHBIX [HEW Tmoclie NOJNUCAHMUS aKTa IpUeMa-Nepeladynd YIOJTHOMOYEHHBIMU
OpraHaMHu.

19. B cayuae BwIsBIeHHS B cyObekTax Poccuiickoit dexepanuu OCTaTKOB JIEKapCTBEHHBIX
MpenaparoB, 00ECIEYNBAIOIINX MTOTPEOHOCTh B HUX MEHee YeM Ha 60 KaJlleHnapHbIX JHel, DenepanbHbIi
LEHTP IIPUHUMAET MEPBHI 110 OCYILECTBICHHUIO IIEPBOOYEPETHOMN ITOCTABKA UM JIEKAPCTBEHHBIX IIPENApaTOB
myTeM HHOOPMHUPOBAHUS COOTBETCTBYIOUINX MOCTABIIUKOB.

B ciyuae BoisiBneHust B cyobekTax Poccuiickoit denepannn 0CTaTKOB JEKapCTBEHHBIX MPENapaTos,
oOecreunBarMIMX MOTPEOHOCT, B HUX MeHee dyeMm Ha 30 KaneHmapHbIX gHeH U Oosnee dem Ha 120
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KaJICHJIapHBIX qHEH, DenepanbHbIi [EHTP YBEIOMIISIET UCTIOJHUTEIBHBIE OPraHbl CyObekTOoB Poccuiickoi
@enepann B chepe OXpaHbl 370pPOBbSI O HEOOXOAMMOCTH TepepaclpeiesieHus JIeKapCTBEHHBIX
MIpernapaTosB.

Y1o1HOMOYEHHBIE OopraHbl B TCUYCHUC 7 pa60qu I[Heﬁ C MOMCHTA IIOJYYCHUSA YBCAOMIICHUSA
OCYIICCTBIIAIOT MMOATOTOBKY aKTa IIpueMa-nepeaadu.

20. dunancoBoe oOecreyeHHe 3aTpaT Ha TPAHCIOPTHPOBKY JIEKAPCTBEHHBIX IPENApaTOB,
yKa3aHHbIX B MyHKTaX 18 u 19 Hactosimux [1paBui, ocyriecTBisieTcs 3a CUET CPEJICTB YIOTHOMOYEHHBIX
OpraHoB, KOTOPBIM MEPEIAt0TCs JICKAPCTBEHHBIE MPEIapaThl.

21. B ciay4yae ¢popMHUpOBaHUSI OCTATKOB JICKAPCTBEHHBIX MPENAPATOB, MPEBBIIIAIONINX TOTPEOHOCTH
B HHX, JJIs obOecriedeHus] OONBHBIX B Bo3pacte n0 18 jer nmubo ot 18 jer m crapiie 10 ouyepenHOM
MOCTABKA  COOTBETCTBYIOIIETO JIGKAPCTBEHHOTO  TIpenapara B  COOTBETCTBHM C  YCJIOBUSMH
roCyJapCTBCHHBIX KOHTPAKTOB, 3aKJIIIOYCHHBIX q)eI[epaJII)HI)IM OCHTPOM, OpraHu3alusa-1nojay4arciib
BIIPABE  HMCIIOJB30BaTh  JIGKAPCTBEHHBIC  Ipemaparbl, MPUOOPETEHHBIE 3a CYeT HMCTOYHHUKA
(buHaHCHpOBaHMS, YKa3aHHOTO B ab3aime mepBoM MyHKTa 2 Hactosmmx [IpaBui, B memsx oOecrieueHHs
MU OOJIBHBIX B BO3pacte 110 18 JieT, WK MCIob30BaTh JIGKAPCTBEHHBIC MTPENapAaThl, IPHOOPETCHHBIC 3a
CUCT UCTOYHHKA (bI/IHaHCI/IpOBaHI/IFI, YKa3aHHOI'o B 3,63211{6 BTOPOM ITYHKTa 2 HACTOALINX HpaBI/IJI, B ICJIsIX
oOecrieueHus UMK OOJIbHBIX B Bo3pacTe 18 jieT u crapie.

[lepepacnpeneneHue JEKapCTBEHHBIX IpENapaToB, yKa3aHHOE B a03ale IMEepBOM HACTOSIIETO
MYHKTa, OCYIICCTBIISICTCS TPU YCJIOBUH IOCIEAYIOIIEr0 BO3MEUICHHUS B TEKyIIeM (UHAHCOBOM TOIY
COOTBETCTBYIOIIIETO  JICKAPCTBEHHOTO TMperapata B OSKBUBAJICHTHBIX JICKAPCTBEHHBIX  (OpMax,
J03UPOBKaXx, (pacoBKaxX UCIOJIb30BaHHBIX JICKAPCTBCHHBIX MPENapaToB.

22. ®enepanbHBI LEHTP €XKEKBApTaldbHO, 70 10-ro ymciaa mecsma, CIeAYIONIero 3a OTYETHBIM
KBapTaioM, mpenacraBisier B DeaepanpHyo ciyx0y Mo Haa3opy B cdepe 3apaBOOXpaHEHHs B LIETSIX
OCYIIECTBJICHUSI KOHTPOJS 3a IIEJIEBBIM HCIOJIb30BAaHWEM JIEKAPCTBEHHBIX IIpernapaToB, a TakKkKe B
MunucrepctBo 3apaBooxpaHeHus Poccuiickoit dexnepauuu CBEIEHUsI O Tepenaye JIeKapCTBEHHBIX
npenapatoB  cyOwbekty Poccuiickoit ®enepanmmii M O COTJIACOBAHHBIX  TEpepacipeiesieHUus X
JIEKapCTBEHHBIX MPENapaToB MeKAy cyObekTamu Poccuiickoit @eneparum.

23. B nensix obecriedeHusi OOJIBHBIX JIEKAPCTBEHHBIMU IIperapaTaMd B MOPSAKE, YCTAaHOBIEHHOM
3akoHoOmarensCcTBOM  Poccuiickont  denepauuu, OCYLIECTBISETCS  HA3HAYEHUE  JIEKAPCTBEHHBIX
IpenapaToB, 0pOPMIIEHHUE PELETITOB Ha JIEKAPCTBEHHbBIE IPenapaThl U UX OTIYCK.

24. Ilpu Ha3HAYeHUU OONBLHOMY JIEKAPCTBEHHBIX MpENaparoB Jedalluii Bpad UHGOPMHPYET ero o
BO3MOKHOCTH TIOJIYYEHHUSI UM COOTBETCTBYIOIIUX JIEKAPCTBEHHBIX MpEnapaTtoB 0e3 B3UMAaHHS IUIATHI B
COOTBETCTBHUU € 3aKOHOJATeNbCTBOM Poccuiickon denepannu.

25. B nensix 1uHaMu4YecKoro HaOJIroAeHUS 32 OOJBHBIM M COOIOICHUS IEPUOTMIHOCTH TTOCEIICHHIS
UM MEIWIIMHCKOW OpraHu3aliy JieyallluM BpayoM WIH BpayeOHON KOMHCCHENW METUITMHCKOM
OpraHU3aIHK OMPEEAETC KOJIMYECTBO JIGKAPCTBEHHOTO Tpernapara, KOTOpOe YKa3bIBAETCSl B PEIEITe
Ha JIEKapCTBEHHBIN Mpenapar B COOTBETCTBUM C PEKOMEHIOBAHHOM CpPeIHEN CYTOYHOW U KYpCOBOM /10301
Y CPOKOM, Ha3HAYCHHBIM JIJIS1 TIOCETIICHHUS.

26. MenunuHckas opraHu3anusa IpcaoCTaBIILACT 60J'IBHOMy HJIM €T0 3aKOHHOMY MNPCACTABUTCIIIO
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uHpOpMAIHIO 00 OpraHn3aIMIX, PACTIONOKEHHBIX B TPAHUIAX MYHUIUIAIHLHOTO 00Pa30BaHUs 10 MECTY
KUTEIHCTBA MIIM MECTY MPeOBbIBaHUS (B CIIy4ae €ClIi CPOK MpeObIBaHUS IPEBBIIIAET 6 MECSIeB) OOIHHOTO
U OCYIIECTBIIIONINX OTITYCK JICKAPCTBEHHBIX MPENapaToB, HA3HAUCHHBIX JIEYAlMM BpauoM, rpakJaHaMm,
MMEIOIIMM TIPaBO Ha O0ecleYeHne JIGKApCTBEHHBIMU TpenapaTaMy, OTIYCKaeMbIMU OECIUIaTHO, 32 CUeT
CpencTB OO/DKETHBIX ACCUTHOBAaHUH (QenepanbHOro OropkeTa M OromKeToB cyOBbekToB Poccuiickoii
denepanuu.

27. Ha3HaueHue JIEKapCTBEHHBIX MpernapaToB OOJIHHOMY OCYIIECTBIISIETCS MOCIE BKIIOYEHHS €ro B
peruoHanbHbI cermMeHT PenepanbHOro perucrpa. OTIYCK JIGKAPCTBEHHBIX MpenapaToB OOJLHOMY, €ro
3aKOHHOMY MPEJCTaBUTENI0 WM JIUIy, YHIOJIHOMOYEHHOMY OOJbHBIM MJIM €ro 3aKOHHBIM
IIPEICTAaBUTENIEM Ha IIOJIy4EHHME JIEKApCTBEHHBIX IIPENapaTroB, OCYILECTBISETCS B COOTBETCTBUU C
MOPSIZIKOM, YCTAaHOBJICHHBIM B COOTBETCTBUHU CO cTaThbed 55 depepanpHoro 3akona "OO oOpameHun
JIEKapCTBEHHBIX CPENCTB".

28. OpraHI/I3aHI/I5{ obecreyeHus JICKApCTBCHHLIMUA IIpCIlapaTaMu 6OJ'ILHBIX, MMpOXUBAKOIIUX B
CTalMOHAPHBIX OpraHu3aluigx COLMAaJIbHOI'O 06CJIy)KI/IBaHI/I$I U1 OT6I)IB8,IOHII/IX HaKa3aHUuC, CBA3aHHOC C
JIJMIIICHUECM CBO60)IBI, OCYHICCTBIIACTCA COOTBGTCTBYIOH_IGI‘/'I OpFaHI/ISaHI/Ieﬁ.

29. B cayuae BwIe3ga OOJMBHOTO 3a MpeAesbl Tepputopuu cyobekta Poccuiickoit denepanuu, B
KOTOPOM OH IpPOXMBAET, Ha TEPPUTOPUI0 Jpyroro cyownekra Poccuiickoit Penepanuu Ha Cpok, He
NPEBBIIAIOIMNNA 6 MecsIeB, TakoMy OOJBHOMY HCIOJHHUTEIBHBIM OpraHoM cyObekTa Poccuiickoit
®enepanuu B cepe oXpaHbl 30pOBbsl OPraHU3yeTCsl Ha3HAUEHUE JIEKapCTBEHHBIX IPErnapaToB Ha CPOK
IIpYeMa, paBHbII CPOKY €ro Bble3fa 3a Ipeeibl Tepputopun cyobekra Poccuiickoit denepaunu, mudo ¢
YU4ETOM CPOKOB T'OJHOCTH HMMEIOLIUXCS OCTATKOB JIEKAPCTBEHHBIX IpEnapaTtoB 0OeCHeYeHHe TaKoro
OO0JIBHOTO JICKAPCTBEHHBIMH ITPETapaTaMi Ha COOTBETCTBYIOILINH CPOK.

CBeneHusi 0 KOIMYECTBE JICKAPCTBEHHBIX MPENapaToB, HA3HAUEHHBIX OOJIBHOMY HIIM OTIYIIEHHBIX
60J'II>HOMy, €T0 3aKOHHOMY MPEACTABUTCIIIO WA JIUIY, YIIOJJTHOMOYCHHOMY 0OJIBHBIM MU €0 3aKOHHBLIM
MPEJICTAaBUTEIEM Ha IOJYYEHUE JIEKAPCTBEHHBIX IIPENapaToB, BHOCIATCA B PETHMOHAIBHBIM CETMEHT
denepanbHOrO perucTpa.

30. B cinyuae Bble3ga O0JIbHOTO 3a mpeaessl Tepputopuu cyobekra Poccuiickoit denepaunu, B
KOTOpPOM OH MpPOXXHMBAaeT, Ha TEPpUTOpUI0 Jpyroro cyOwekra Poccuiickoii ®enepani Ha CpOK,
IPEBBIIAIOIINN 6 MECSIIEB, WIN B ClIyyae U3MEHEHHs MECTa KHUTEIbCTBA TAKOMY OOJIbHOMY Ha3HAYaKOTCs
JIEKapCTBEHHbIE IIpenapaTsl Ha CpPOK IpHeMa He Oosiee OJHOro Mecsla JHOO OpraHu3yercs
UCTIOJHUTENIbHBIM OopraHoM cyobekta Poccuiickoit denepanun B chepe oxpaHbl 370pOBbsl 0OecrieyeHne
TaKOro 0OJBHOIO JIEKAPCTBEHHBIMU IIpENapaTaMu Ha CPOK MpuemMa He 00Jiee OHOT0 MecsIa.

CBeneHHs 0 TaKOM OOJBHOM IMOJAJIEKAT UCKIIOUYEHHUIO M3 PErHOHAJIbHOrO cerMenTa denepanbHOro
peructpa cyonekra Poccuiickoit deneparuu, ¢ TEppUTOPUH KOTOPOTO BBIE3KaeT OOJILHOM, U Tiepeaaue (B
TOM 4YMCJE C HUCHOJIb30BaHHEM HMH(OPMAIIMOHHO-KOMMYHHUKAIIMOHHBIX TEXHOJOTHI) MCIOJHUTEILHOMY
oprany cyowsekta Poccuiickoii @enepanuu B chepe 0OXpaHbl 3I0pOBbs, HA TEPPUTOPUIO KOTOPOTO Bhexall
OOJIbHOM, JUIsI BKIIOYEHUS B pPErHOHAIBHBIA cerMeHT @enepaibHOro perucrpa 3TOro cyObekTa
Poccuiickoit ®enepanuu.

Jatoii BKIIOYEHHS CBeIeHUH O OOJILHOM B PETMOHAIBHBIN cerMeHT dDenepalbHOTO pEerucTpa
cyorektoM Poccuiickoit denepaniuu, Ha TEPPUTOPUIO KOTOPOTO BbEXan OOIBHOM, SBISETCS ICHb,
CIEeNYIOIIMNA 3a JHEM HCKJIIOYEHHUS CBEICHMM O HEM U3 PEruoHalbHOro cermMeHta denepasbHOTO
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peructpa cyobekTom Poccuiickoit denepanun, ¢ TEPPUTOPHH KOTOPOTO BbIeXajl O0JIbHOM.

31. HUcnonaurensHelii opran cyowsekra Poccuiickoit dexepannu B cdepe oXpaHbl 3710pOBBS, C
TEPPUTOPUU KOTOPOrO BbleXal OOJbHOHM, MpexacTaBisgeT (B TOM 4YHMCIE C MCIOJb30BaHHEM
MH(POPMAIMOHHO-KOMMYHUKAIMOHHBIX TEXHOJIOTHH) MO 3alpocCy HUCIOJHUTEIFHOTO OpraHa cyObekTa
Poccuiickoit @enepanun B cdepe OxpaHbl 370pOBbS, Ha TEPPUTOPHIO KOTOPOIO Bbexall OOJBHOH,
CBEJIEHHUS O KOJIMYECTBE JICKAPCTBEHHBIX MPENapaToB, HA3HAYCHHBIX MJIM OTITYIICHHBIX OOJILHOMY, €TO0
3aKOHHOMY MPEJACTaBUTENI0 WJIM JIMIy, YIOJHOMOYEHHOMY OOJBbHBIM MM €ro 3aKOHHBIM
IIPEJICTAaBUTENIEM Ha IIOJYyYEHHUE JIEKAPCTBEHHBIX IIPENapaToB, B COOTBETCTBUM C ITYHKTOM 26 HACTOSLIUX
[IpaBu.

YTBEpKACHBI

nocranoBiieHneM [IpaBurenscTBa
Poccuiickoit @enepanuu

oT 26 Hos10pst 2018 1. N 1416

NMPABUIA
BEOEHUA ®EQEPANIbHOIO PETUCTPA NUL, BOJIbHbIX TEMO®UITUEWN,
MyKoBucumao3om, rmtnoensAPHbIM HAHU3MOM, BOJIE3HbIO MNOLUE,
3NNIOKAYECTBEHHbIMM HOBOOEPA30BAHUAMU NTMM®OUOHOWU, KPOBETBOPHOW
WU POOCTBEHHbLIX UM TKAHEW, PACCEAHHbIM CKIIEPO30M,
rEMOJIMTUKO-YPEMUYECKUM CUHOPOMOM, FOHOLLECKUM APTPUTOM
C CUCTEMHbIM HAYAJIOM, MYKOMNMOJIMCAXAPUOO3OM I, Il U VI
TUNOB, ANNACTUYECKOU AHEMUEWU HEYTOYHEHHOM,
HACNEACTBEHHbIM AE®PULIUTOM ®AKTOPOB Il (PUBPUHOIEHA),
VII (MABUJIBHOIO), X (CTIOAPTA - NMPAY3PA), 1AL NOCJIE
TPAHCIMJTIAHTALMX OPIFAHOB U (UINTN) TKAHEW

CnHcok U3MEHSIOMUX TOKYMEHTOB
(8 pen. Ilocranosnennii [IpaBurensctBa PO ot 27.03.2020 N 344,
oT 26.06.2021 N 1025, ot 15.02.2023 N 229, ot 10.06.2025 N 877)

1. Hacrosimue IlpaBuia ycraHaBIuBarOT MOpsiIoK BeneHus: deepanbHOro perucrpa Jimil, O0JIbHbBIX
reModuineil, MyKOBHUCIUI030M, TUNO(U3apHBIM HAHU3MOM, Oose3Hbto ['omle, 370KayecTBEHHBIMU
HOBOOOpa30BaHUSAMHU JTUM(POUIHON, KPOBETBOPHON U POJICTBEHHBIX UM TKaHEH, pacCesSHHBIM CKJIEPO30M,
TFEMOJIMTHUKO-YPEMUYECKUM  CHHIPOMOM,  IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HA4ajioM,
mykonosmmcaxapuno3om I, II u VI tunos, amnactuyeckoil aHeMueldl HEyTOUYHEHHOM, HACJIEICTBEHHBIM
nepururoM QaxtopoB Il (pubpunorena), VII (madbunbnoro), X (Crroapra - Ilpayspa), num mocie
TpaHCIUIAaHTAIMM OPraHoB U (WJIN) TKaHEH (Jajiee COOTBETCTBEHHO - OosbHbIe, DefepanbHbId PETUCTD).
(B pen. Ilocranosnenus IIpaButensctBa PO ot 27.03.2020 N 344)

2. Benenne ®@enepaibHOTO PETUCTPA OCYIIECTBISETCS B CAEAYOIIUX LETSAX:
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a) obecrieueHue JIEKapCTBEHHBIMU MpenapaTaMu Uil MEAULUHCKOTO IPUMEHEHUs], BKIIIOUYEHHBIMHU B
yrBepxkacHHbIA [IpaBurensctBoM Poccuiickoir denepanuu IepedeHb JIEKaPCTBEHHBIX IIPENaparos,
c(OPpMHUPOBAHHBIA B YCTAHOBJICHHOM UM IMOpsAKe (Jlajnee - JIEKapCTBEHHBIE Ipenaparbl), OOJIbHBIX B
BO3pacte OT 18 yeT u crapie 3a cueT OO/KETHBIX aCCUTHOBAaHUH, MPETyCMOTPEHHBIX B (peaepaibHOM
OroxeTe MUHUCTEPCTBY 3ApaBooxpaHeHus Poccuiickoit depepannn Ha yKa3aHHbIE L€JIH, a OOJIBHBIX B
Bo3pacte a0 18 mer - 3a cuer OIOUKETHBIX ACCUTHOBAHHWM, IPEIyCMOTPEHHBIX MUHUCTEPCTBY
3apaBooxpanenusi  Poccuiickoit  ®epeparun s DoHga  NOAACPKKH  JACTEH € TSKEIBIMU
KHU3HEYTPOXKAIOIIMMU W XPOHHMYECKUMH 3a00JeBaHMs, B TOM UHuClIe peakuMu (opdaHHBIMN)
3aboneBanusamu, "Kpyr mo6pa". bBroomkeTHble aCCUTHOBAHHS —TEPEUUCISAIOTCS MUHHCTEPCTBOM
3npaBooxpaneHus Poccuiickoit @enepanyn QenepanbHOMY Ka3eHHOMY yupexiaeHuio "®denepaabHbIit
LEHTp IJJAaHUPOBAaHUS W OpraHu3alMy JIEKapcTBEHHOro obecriedeHuss rpaxzaaH" MuHucTepcTBa
3npaBooxpaHeHusi Poccuiickoit ®enepanun (manee - denepanpHblil LEHTP) A8 OpraHU3aLUU U
IIPOBEJIEHUS 3aKyIIOK JICKAPCTBEHHBIX IPENApaToB;

(nm. "a" B pen. Iloctanosnenus [IpaBurensctBa PO ot 15.02.2023 N 229)

0) MOHHMTOPHMHI JBIJKEHMS M ydeTa OOJBHBIX Ha OCHOBAaHUM CBEACHUH, MPEJCTAaBISAEMbIX
WCTIOJTHUTEbHBIMU OpraHamu cy0nrekToB Poccuiickoii @eneparun B chepe 0XpaHbl 310POBbS;
(B pen. ITocranosnenus IIpaButensctBa PO ot 10.06.2025 N 877)

B) 3¢ (peKkTrBHOE IITAHNPOBAHKE U PACXOAOBaHNE (DUHAHCOBBIX CPE/ICTB, HAIIPABIISEMBIX HA 3aKyTKY
HEOOXO/IUMBIX JICKapCTBEHHBIX MPENapaToB Uil 00ecredeHuss MU OOJBbHBIX 110 MECTY JKUTEIbCTBA WU
MecTy npeObIBaHus (B CIy4ae eClid CPOK MPEObIBAaHUS MTPEBHIIACT 6 MECSIIEB).

3. ®depepanbHblil peructp sBisiercss (enepanbHOil MHGOPMALMOHHON CHUCTEMOMH, coCTosLIed M3
PErHOHAIBHBIX CETMEHTOB, KOTOPBIE Pa3/IEsIIOTCS Ha MOJCETMEHT, COJIepP KAl CBEIEHUS O OOJIbHBIX B
BO3pacte 110 18 jeT, ¥ MojcerMeHT, cojepxKaliuil cBeileHus 0 O0JIbHBIX B Bo3pacte oT 18 jieT u crapuie, u
coJiepKalliei CBeICHUs, MPeyCMOTPEHHbIE TyHKTOM 9 HacTosiux [IpaBuit.

(8B pen. ITocranoBnenus Ilpasutenscrea PO ot 15.02.2023 N 229)

MunucrepcTBo 3apaBooxpaneHus Poccuiickoit denepannn SBISETCS ONEPaTOPOM 3TOM CHUCTEMBI U
obecrieunBaet ee OecriepedoiiHoe (PyHKIIMOHHUPOBAHUE.

MunuctepeTBo 3apaBooxpaHeHust Poccuiickoit @enepanun odecneunBaer denepanbHOMy LEHTPY
1 QOoHY NOJJIEPKKU JeTel C TSHKENBIMH KU3HEYTPOXKAIOUIMMU U XPOHUYECKUMU 3200JI€BaHUSAMH, B TOM
yucie peakumu (opdanupiMu) 3ad6oneBanusmy, "Kpyr qo6pa" moctyn k mHpopMaluu, coaepkaiieics B
denepanbHOM PETUCTPE.
(ab3an; BBeneH Iloctanosnenuem IlpaBurensctBa P® ot 26.06.2021 N 1025; B pen. IloctanoBnenus
ITpaButenscTBa PD ot 15.02.2023 N 229)

4. UcnonuutenbHble opraHbl cyObekToB Poccuiickoit @enepanuu B cdepe oxXpaHbl 3740POBbs
o0ecreynBalOT BHECEHHE CBEACHUN O OOJBHBIX B PETHOHANbHBIM cerMeHT denepalbHOro perucrpa B
CPOK, HE MPEBBIIAIONNN 5 pabounx mHEN co aHs oOpareHus: 00JIHHOTO C YCTAaHOBJICHHBIM JHATHO30M B
MEIUIMHCKYIO OpPraHU3aIMI0 M0 MECTY €ro >KUTENbCTBAa MJIM MECTy NpeObIBaHUs (B CiIydae ecliM CPOK
npeObIBaHUS MPEBHIIIAET 6 MECSIEB).

(B pen. IlocranoBnenus IlpaBurenscrBa P® ot 10.06.2025 N 877)

Bxmiouenne B pervoHanbHbI cerMeHT DefepaabHOrO0 pErucTpa CBEAEHHM 0 OO0JIbHBIX
OCYIIECTBIISICTCS MEIMIIMHCKONW OpraHu3aluedl Mo MecTy MX JKUTENbCTBAa WJIM MECTy NpeObIBaHHS (B
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cllydae €ciu CpOK MpeObIBaHMs MPEBbINIaeT 6 MecslleB) HA OCHOBAHMM MEIUIUHCKUX JOKYMEHTOB (HX
KONM) WIM BBIMUCKHM M3 HUX, OTPAXKAIOUIMX CBEACHHUA 00 YCTAaHOBJICHHOM JHMarHo3e u BbIOOpe
MEpPOMPUATHI O JEUEHHUIO ManueHTta. BxitoyeHue cBefeHU 0 OONBHBIX C TeMOJIUTUKO-YPEMUYECKIM
CHUHJIPOMOM, FOHOIIECKHM apTPUTOM C CHCTEMHBIM HadajaoM M Mykonosmcaxapuao3om I, II u VI tumnos
OCYLIECTBJISIETCS. HAa OCHOBAHMM MEIWLMHCKUX JOKYMEHTOB WJIM HX KONMI M BBIIUCKU W3 HHUX,
OTPaKAIOIIUX CBEJICHHS 00 YCTAaHOBJICHHOM JHArHO3€ M BHIOOPE MEPONPUATHH IO JIEYCHHIO OOJIBHOTO,
MOJIy4YE€HHBIX OT (heepaabHON MEIUIIMHCKOW OpraHu3aIliHy.

(B pen. [locranoBnenus IlpaBurenscrea P® ot 10.06.2025 N 877)

5. PerynupoBanue OTHOILIEHUH, CBA3aHHBIX ¢ BeneHueM PenepanbHOro perucrpa, OCyuieCTBIAETCS
B COOTBETCTBHUHU C 3aKoHOnaTenbCcTBOM Poccuiickoit ®enepanuu 06 uHpOpManuu, HHGOPMAITMOHHBIX
TEXHOJIOTUSAX U O 3aluTe UH(POpMaIUH.

6. MuHnucrepctBo 3apaBooxpaHeHusi Poccuiickoit ®Penepanuu, DenepanbHblii 1eHTp, DPoHI
HOJICPXKKH JIETeH ¢ TSHKEIBbIMHU KU3HEYTPOXKAIOIIMMHU U XPOHMUYECKUMHU 3a00JIEBaHUSMH, B TOM YHCIIE
penkumu (ophanHbIMH) 3a0oneBanusMH, "Kpyr no0pa" W HCIOTHHUTENBHBIE OpPraHbl CyOBEKTOB
Poccuiickoit denepaunu B chepe oxpaHbl 3A0pOBbs 00eCHEUMBAIOT KOH(DUICHIUATBHOCTh CBEACHUH,
coneprkamuxcs B @eepanbHOM PETUCTPE, @ TAKKE XPAHEHUE U 3alIUTY TaKUX CBEJICHUN B COOTBETCTBUU
¢ ®enepanbHbIM 3aKOHOM "O MEepCOHANBHBIX JaHHBIX .

(B pexn. IlocranoBnennii IlpaBurenscrea PO ot 26.06.2021 N 1025, ot 15.02.2023 N 229, ot 10.06.2025
N 877)

7. Pasmemenne uHpopmanuu B DenepanibHOM perucTpe OCYHISCTBISETCS C MPUMEHEHHUEM
YCUJIEHHOUM KBaTU(UIIMPOBAHHON 3JIEKTPOHHOI MOJMUCH B COOTBETCTBHH ¢ DeepaibHbIM 3akoHOM "O0
AJIEKTPOHHOU MOAMHCH".

8. CDGI[epaJ'IBHHﬁ PErucTp BCACTCA B JJICKTPOHHOM BHJAC C IIPHUMCHCHUCM aBTOMaTHBHpOBaHHOﬁ
CUCTCMbI IIYTEM BHCCCHHA pGFHCTpOBOfI 3aMucu € MPUCBOCHUCM YHHUKAJIBHOTO HOMCEpa pGFHCTpOBOfI
3aIllMCHU U YKAa3aHHUEM J1aThbl €€ BHCCCHUA.

[Ipu BHECEeHWH W3MEHEHUM B CBEJEHUS O OOJHLHOM JIOJKHBI OBITh COXpaHEHbl YHUKAIBHBIA HOMED
PETUCTPOBOM 3alIMCH U UCTOPHUSI BHECEHUSI N3MEHEHU .

9. ®enepanbHBIN PETUCTP COJEPHKUT CICTYIONINE CBEACHUS:

a) CTPaxoBOM HOMEP MHIUBUAYAJIBHOIO JIMIIEBOTO cueTa OOJILHOTO B CHCTEME 0053aTebHOrO
MIEHCMOHHOTO CTpaxoBaHus (MpU HAJINYHH);

0) hbaMumus, UMsI, OTYECTBO OOJLHOTO, a TaKXKe (paMUIIUs, TaHHAS TIPU POKIACHUH;
B) J1aTa pOoXKJIeHUsl OOJIBHOIO;
T') 1oJ1 OOJIBHOTO;

1) aipec MecTa >)KUTEIbCTBA WM MecTa NMpedbIBaHus (B ClIyyae e€ClIM CPOK MPEeObIBaHUS MPEBBIILIACT
6 w™ecsneB) OonbHOro (C ykazaHueM kojga mo OOmepoccuiickoMy Kiaccu(ukatopy OOBEKTOB
aJIMUHUCTPATHBHO-TEPPUTOPHUATHHOTO JICIICHUS);
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€) cepuss U HOMep IMacropra (CBUIETENbCTBA O POXKACHUU) WU YIOCTOBEPEHHUS JIMYHOCTU
00JIHHOTO, a TAKXKE J]aTa BBIAYM YKa3aHHBIX JOKYMEHTOB;

)K) cepHsi 1 HOMEp ToJIHca 00s3aTEIbHOTO MEAUITMHCKOTO CTPaxoBaHUs 00JILHOTO U HAMMEHOBaHUE
BBIJIABILIEHN €r0 CTPAXOBOW MEIMIIMHCKON OpraHu3alnH;

3) nHOopMaIKs 00 UHBATHIHOCTHU (B CIy4yae YCTAHOBJICHHUS TPYITbI HHBAIUAHOCTH WM KaTerOPUU
"pebeHok-uHBaNUa");

M) JMarHo3 3a0oyieBaHUs (COCTOSIHUSI), BKJIIOYAsh €ro Koja mo MexIyHapoaHOW CTaTHCTHYECKON
kinaccuukanuu 0oJje3He M mpobiieM, CBSA3aHHBIX CO 370POBBEM, a TAKXKE Jara OCMOTpa OOJIBHOTO U
JaHHbIE O TMHAMHKE COCTOSHHS;

K) uHpOpMamMsS O METUIIMHCKOW OpraHu3anuu (HauMEHOBAHHME, OCHOBHOH T'OCYJIapCTBEHHBIN
pErucTpalMoOHHBI HOMEp, Ko 1o OO0mepoccuiickoMy Kiaccu(UKaTopy NpeanpusTuidi U OpraHu3aiuii),
BBIJIABIIICH HaNpaBlicHUE HAa BKIIFOUCHUE CBEICHHM 0 00bHBIX B DenepanbHblid peructp (HampapieHUE HA
BHECEHUE M3MEHEHUH B CBeJeHMs, coaepxaiuecs B DeaepaabHOM perucTpe (Jajiee - HalpaBlIeHUE), a
TaKKe H3BEIIEHHWE 00 WCKIIOUEHUU CBelaeHuU o OonbHbIXx u3 DenepanbHoro perucrtpa (manee -
W3BEIICHUE);

J) nata BKIIIOUEHUS CBEJCHHMI O OOJILHOM W JiaTa BHECEHUS W3MCHCHHUU B CBEICHUS O OOJBHOM B
®denepanbHbIi PETUCTD;

M) nH(pOpMaIHs O Ha3HAYEHUH JIEKAPCTBEHHBIX MIPENapaToB;

H) wuHbopManus 00 OTIyCKe JIEKapCTBEHHBIX TMpenaparoB (gara Hayana oOecreueHus
JICKapCTBCHHBIMU TIperiapaTaMu U (aKTUYECKUI OTITYCK JICKAPCTBEHHBIX IPEIapaToB);

0) JaTa TNpUHATHA peleHuss o0 OKOHYaHMM oOecreueHHsl JIEKApCTBEHHBIMU IIpernapaTtaMu ¢
yKa3aHMEeM IpUYuHBI (BbIe3] 3a mpezensl Poccuiickoil @enepanui Ha MOCTOSIHHOE MECTO JKUTEIbCTBA
WIA MECTO IpeObIBaHUs (B Cllyyae €ciM CPOK MpeObIBaHMs MPEBBIIIAET 6 MecsAlEeB), CMepTh OOJIBHOTO,
OTCYTCTBHE MOKa3aHUM K JajbHeHIeMy MprUeMy JIEKapCTBEHHOIO IpernapaTa) U O repeade CBeICHUN B
apxuB DenepanbHOrO pErucTpa;

1) uHpoOpMaIMs O BKIIOUYEHHUU OonbHOro B dDenepanbHbIl perucTp Jvil, UMEIOUIMX IpaBO Ha
MIOJIy4YEHUE TOCYJapCTBEHHOW COLMAJIBHOM IOMOIIM, W UWHBIE PETUCTPBI, MPELYCMOTPEHHBIE
3akoHoAarenscTBoM Poccuiickoit denepanuu, B 1enix o0ecrieueHus JeKapCTBEHHBIMU MpenapaTtaMu 3a
cueT Or0/pKeTOB OroKeTHOM cuctembl Poccuiickoit denepanuu;

P) YHUKAJIBHBIA HOMEp PErUCTPOBOMN 3alHCH;

C) BBINKMCKAa M3 MEIMIMHCKOM JOKyMEHTAlMM OOJBHOTO, cojJepikallas CBEACHUS O Ha3HAYCHHU
JIEKapCTBEHHBIX TPEnapaToB;
(B pen. [locranoBnenus IIpaBurenscrBa P® ot 10.06.2025 N 877)

T) UICTOYHUK (PMHAHCUPOBAHUSI MPUOOPETEHNUS JIEKapPCTBEHHBIX IIPENapaToB.
(nm. "1" BBeneH [locranosnennem IlpaBurenscrBa PO ot 15.02.2023 N 229)

10. B cnyyae ycTaHOBIEHHS [uarfHo3a 3a0ojieBaHUsl (COCTOSIHUSA), YKa3aHHOIO B IyHKTe 1

CrpaHuua 13 u3 15



MNoctaHosneHue Mpasutenscrea PO ot 26.11.2018 N 1416
(pen. ot 10.06.2025)
"O nopsake opraHu3aumm obecrnedyeHns 1ekapCTBEHHBI...

nyn

Hactosmux [lpaBwi, wiM HM3MEHEHUs CBEICHMH, yKa3aHHBIX B moiamyHktax "a" - "x" myHkra 9
Hactosmux [IpaBui, MEIUIIMHCKUE OPraHU3ald, B KOTOPBIX OOJIHBIC HAXOJSATCS TOJ MEIUIIMHCKHM
HaONlo/IeHueM, B CpOK, He mpeBblaromuii 3 paboumx gHEl co naHA oOpamieHus: OOJBHOrO C
YCTaHOBJIEHHBIM JMAarHO30M B MEIUIMHCKYI0 OPraHU3al{I0 [0 MECTy JKUTEIbCTBA WIM MECTY
npeObIBaHus (B CiIy4yae ecii CpOK MpeObIBaHUS MPEBBIIAET 6 MECALEB), IPEACTABIAIOT B 3JIEKTPOHHOM
BUJIC WJIM Ha OyMa)XHOM HOCHTENIC HANpaBJICHUS M HM3BEIICHUS B HMCIOIHUTEIBHBIN OpraH cyObekTa
Poccuiickoit ®enepaunu B chepe OXpaHbl 30pOBbi MO (GopMe U B MHOPSAKE, KOTOPHIE YTBEPXKICHBI
MunucrepcTBoM 31paBooxpanenus Pocculickon @enepanyu.

(B pen. ITocranosnenus [IpaButensctBa PO ot 10.06.2025 N 877)

11. Jna 3amoigHEHWs pPETMOHATIBHOrO cerMeHTa @enepalibHOrO pErucTpa OpraHu3alui,
OCYILECTBIISAIONINE OTIYCK JIEKAPCTBEHHBIX MPENapaToB, HA3HAYEHHBIX JIEYalllUM BpauyoM B COOTBETCTBUU
C IIPElyCMOTPEHHBIM MOAIYHKTOM "a" myHkTa 2 HacTosmux [TpaBui nepeuynem, 10 5-ro ymcia Kaxaoro
Mecsila MPeJICTaBIIAI0T B UCIIOJHUTEIbHBIE OpraHbl cyObekToB Poccuiickoit ®eneparuu B chepe oXpaHbl
3I0POBBSI B OJIGKTPOHHOM BHAEC WJIM Ha OyMaXHOM HOCHTEJE CBEIACHHsS OO0 OTHYIICHHBIX 3a
MPEIIECTBYIOLINI MeCsI] JIeKapCTBEHHbBIX IpenapaTax.

(B pen. [locranoBnenus IlpaBurenscrea P® ot 10.06.2025 N 877)

nyn n

12. B cnydae ecnu cBeeHuUs, peayCMOTpeHHbIe noAnyHkTamu "a", "x" u "n" nmynkra 9 Hactogmux
[IpaBwi, He TpenCTaBICHBI B HCIIONHHUTEIBHBIC OpraHbl cyOBekToB Poccuiickoit denepanmu B cdepe
OXpaHbl 3/I0POBbs, YKa3aHHbIE OpraHbl BJIACTH CAMOCTOSITENILHO 3alpallliBalOT ATH CBEICHUS B
rOCy/IapCTBCHHBIX BHEOIODKETHBIX (POHIAX.

(B pen. ITocranoBnenus IIpaButenscTBa PO ot 10.06.2025 N 877)

CBeneHuss o OOJIbHOM (HAmpaBliEHUs, W3BELIECHMS), IPEACTaBIsEMble B JJIEKTPOHHOM BUJIE,
HOJyIEeXkKAT 3aBEPEHMIO SJIEKTPOHHOM MOANUCHIO JOJKHOCTHOIO JIMLA UCTIONHUTENIBHOTO OpraHa cyObeKTa
Poccuiickoit @enepanuu B cepe 0XpaHbl 370POBbSI.

(8B pen. ITocranoBnenus Ilpasutenscrea PO ot 10.06.2025 N 877)

13. B cinydae Bbie3na O0JIBHOTO 3a mpenessl Tepputopun Poccuiickoit denepannu Ha MOCTOSTHHOE
MECTO JKUTEIbCTBA HJIKM MECTO MPeObIBaHMS (B CIIy4yae €clii CPOK MpeObIBaHUS MPEBBIIACT 6 MECAIIEB), a
TaKKe B Cllydae CMEpTU OOJILHOTO CBEICHHS O HEM TOJIekKAT apXHUBHUPOBAHHUIO.

YTBepkKIeHBI

nocra”oBieHueM [IpaBurenscTBa
Poccniickoit ®enepanuun

ot 26 Hos0ps 2018 1. N 1416

NEPEYEHb o
YTPATUBLLNX CUMY AKTOB NPABUTENbLCTBA POCCUMCKON ®EAEPALIUMA

1. ITocranoBnenue IlpaButensctBa Poccuiickoit @enepaunu ot 26 nexadbpst 2011 r. N 1155 "O
3aKymKax JIeKapCTBEHHBIX IpernapaTroB, MpeJHa3HAueHHbIX s oOecreueHust JHl, OOJNBHBIX
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remMouaueii, MyKOBUCHUAO30M, TUMOGU3ApHBIM HAHU3MOM, OoJie3HbIO [ 'olle, 370KaueCTBEHHBIMU
HOBOOOpa30BaHUSAMU JTUM(POUTHON, KPOBETBOPHOW U POJICTBEHHBIX UM TKAHEH, paCCETHHBIM CKIEPO30M,
JUIl TIOCJIe TpaHCIUTaHTanmuu opraHoB W (wm) TkaHe" (CoOpaHume 3akoHOnaTeabcTBa Poccuiickoii
®enepanun, 2012, N 1, cT. 186).

2. Ilocranosnenne IlpaButensctBa Poccuiickoit @enepamuu ot 26 ampens 2012 r. N 404 "O6
yTBepkaeHun [IpaBun BeneHus @enepaibHOTO PETUCTPa JTUI, OOTBHBIX TEMOPUIHEH, MyKOBUCITUIO030M,
runodu3apHbIM HaHU3MOM, OoJe3Hblo ['ormre, 370KkauecTBEHHBIMH HOBOOOpa30BaHUSMU JTUMGOUIHOM,
KPOBETBOPHOW M POJICTBEHHBIX UM TKaHEH, pPacCeSHHBIM CKIIEPO30M, JIHI[ IOCJE TPaHCILIAHTAIMH
opranoB ¥ (nin) Tkanei" (Cobpanue 3akoHomarenbcTBa Poccutickoit deneparuu, 2012, N 19, ct. 2429).

3. Ilyuxtel 176 u 190 usmeHeHuii, koropble BHOCATCS B akThl IIpaButenbcTBa Poccuiickoit
®denepanuu MO BOIpocaM JeATeIbHOCTH MUHHUCTEPCTBA 3apaBooxpaHeHus Poccuiickoit denepanuu,
yYTBEPKIEHHBIX NTocTaHOBiIeHHEM [IpaButenbcrBa Poccuiickoit @enepanuu ot 4 centsaopst 2012 r. N 882
"O BHeceHMM U3MEHEHMIl B HekoTopble akThl lIpaButensctBa Poccuiickoit denepauuu mo BOIpocam
nesTenbHOCTM  MuHucrtepcTtBa  3ApaBooxpaHeHus  Poccuiickoit  ®enpeparun” (CoOpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2012, N 37, ct. 5002).

4. TlocranoBnenue IlpaBurensctBa Poccuiickoit ®eneparuu ot 24 ampens 2015 r. N 389 "O
BHECCHHMH M3MEHEHUH B mocTaHoBiieHue [IpaButenscTBa Poccuiickoit @enepanun ot 26 nekadps 2011 r.
N 1155" (Cobpanue 3axkoHonarensctBa Poccutickoit denepamuu, 2015, N 18, ct. 2709).

5. Ilocranosnenue IlpaButensctBa Poccuiickoit @enepaunn ot 9 ampens 2016 r. N 288 "O
BHeceHMM u3MeHeHudl B IlpaBuna BeneHuss PenepalbHOTO pETUCTpa JUL, OOJBHBIX I'eéMO(QUIMEH,
MYKOBHCILIMI030M, runoduzapHbIM HaHU3MOM, 00J1€3HBI0 l'omre, 3JI0Ka4Y€CTBEHHBIMU
HOBOOOPa30BaHUAMHU JIMM(POUTHON, KPOBETBOPHON M POACTBEHHBIX UM TKaHEW, PACCESTHHBIM CKJIEPO30M,
JUI] TIOCNe TpaHCIUIaHTauuu opranoB u (wim) tkaHei" (CoOpanue 3akoHonatenbcTBa Poccuiickoii
®enepanun, 2016, N 16, ct. 2225).

6. Ilocranosnenue IlpaButenscrBa Poccuiickoin denepannn or 11 asrycra 2016 r. N 784 "O
BHECEHHH M3MeHeHu# B moctaHoienue [IpaBurtenscTBa Poccuiickoit @eaepanun ot 26 nexkadbps 2011 r.
N 1155" (Cobpanue 3akononatensctBa Poccuiickoit @enepanuu, 2016, N 34, cr. 5242).

7. Iloctanosnenue IlpaButennpctBa Poccuiickoit @enepanuu ot 17 ampens 2017 r. N 457 "O
BHeceHUHU n3MeHeHUi B [lonoxeHne o0 3aKymkax JIEKapCTBEHHBIX MpENaparoB, MpPEAHA3HAUYEHHBIX IS
o0OecrniedyeHuss JUl, OOJBHBIX reMo(uiIneil, MyKOBHCIHI030M, THIO(QHU3apPHBIM HAHU3MOM, OOJE3HBIO
['ome, 3m0KadyecTBEHHBIMH HOBOOOpPA30BaHUSAMHU IJUM(OUIHON, KPOBETBOPHOM U POJICTBEHHBIX WM
TKaHEH, pacCesHHBIM CKJIEPO30M, JIMI[ TMOCJE€ TpaHCIUIAaHTauu opraHoB W (unu) TkaHeil" (CoOpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2017, N 17, ct. 2577).
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