IMoctaHoBnenue IpaButensctBa PO ot 26 Hos6pst 2018 . N 1416 "O nopsigke opraHu3anuu obecriedeHusl. . .

[Tocranosnenue [TpaButesnbcTBa PO oT 26 Hos10pst 2018 1. N 1416 "O nopsizike opraHu3aiju 06ecrieueHust
JieKapCTBeHHBIMU TIperiapaTaMu Jinll, 00/TbHBIX TeMOdu/Iel, MyKOBUCLIMZ030M, TUTTO(QU3apHBIM
HaHW3MOM, Oone3Hbt0 [o111e, 3/10KaueCTBeHHBIMA HOBOOOPa30BaHUSIMU TMMGOUTHOM, KPOBETBOPHOU 1
POZCTBEHHBIX UM TKaHel, pacCesiHHbIM CK/IePO30M, TeMOIUTHKO-yPeMHUYECKUM CUHAPOMOM, FOHOLIECKUM
apTPUTOM C CUCTEMHBIM HayasioM, Mykoronaucaxapuzo3om I, IT v VI tvnos, /ivi] mocsie TpaHCriiaHTaLum
OpraHoB U (WIM) TKaHeH, a TAK)Ke O MPU3HAaHUM YTPAaTHBLIMMU CU/Ty HEKOTOPBIX akToB [IpaBUTeNbCTBA
Poccutickoit ®enepaiun” (C M3MeHEHUSIMU U [JOTIOTHEHUSIMUA )

Nnudopmanus 06 n3MeHeHUsX:

HaumeHosaHue uzmeHeHo c¢ 7 anpens 2020 2. - IlocmaHoeneHue I[Ipasumenbcmea Poccuu om 27
mapma 2020 2. N 344

CM. npedbldywyto peoakyuio

ITocranoBenue IlpaBurtenscrBa P® ot 26 Hosops 2018 . N 1416
"O nmopsjke opraHu3aniy odecreyeHNs JIeKapCTBeHHBIMH NpenapaTramu UL, 60/ IbHbIX
remodumeii, MyKoBUCLIA030M, runo¢u3apHbIM HaHU3MOM, Oos1e3HbI0 Tolre, 3/710KaueCTBEeHHBIMH
HOB00OpPa30BaHUAMH TUM(OUAHOM, KPOBETBOPHO# U POACTBEHHBIX UM TKaHeH, pacCesiHHbIM
CKJ/IEP030M, FeMOJIMTHKO-YPeMHYeCKHUM CHH/[POMOM, IOHOIIIeCKUM apTPUTOM C CHCTEMHBIM HavyaJioM,
Mykomnosicaxapuaosom I, IT u VI Tunos, aniacTuyecko aHeMuel HeyTOUHEHHOH,
Haw1ecTBeHHbIM Aedunurom ¢akTopos II (pudbpunorena), VII (nabunbHoro), X (Ctroapra -
IIpayspa), /1] oc/ie TPAHCIJIAaHTALMU OPraHoB U (WIH) TKaHel, a TaK)Xe 0 MPU3HAHUU
yTPaTHUBIIHUMH CHIy HeKOTOpPbIX akToB IIpaBuTtenncrBa Poccuiickoit @epeparum’

C u3MeHeHHUSIMH U AOIIOJIHEHUAMMU OT:

27 mapta 2020 r., 26 utons 2021 ., 15 deBpans 2023 1.
TAPAHT:

Hacrosiiee nocraHoBnieHue BeTymaeT B cuiy ¢ 1 suBapsi 2019 1., 3a MCK/TIOUeHHeM TMyHKTa 2, KOTOPBIU
BCTYyTaeT B cuity ¢ 27 Hosiopst 2018 .
B cootBercTBUM € nyHKTOM 21 yacty 2 cratbd 14 u yvactamu 7 - 9 cratbu 44 dPepnepasbHOroO
3akoHa "OO6 OCHOBaxX OXpaHbI 370POBbS TpaXkaaH B Poccuiickoit ®epeparuu” TTpaBuTenbcTBo Poccuiickoi
®enepaliv NOCTAHOBJISIET:

NHudopmanys 06 u3MeHeHUsX:

ITynkm 1 usmenen c¢ 7 anpens 2020 2. - IlocmaHosneHue Ilpasumenscmea Poccuu om 27 mapma
2020 2. N 344

CM. npedbldywyto peoakyuio

1. YTBepauth npuiaraemMsole:

[TpaBuna opranu3saluu obecrieyeHust JieKapCTBEHHBIMU TIperiapaTaMu JInL, O0/IbHBIX reMo(uInei,
MYKOBHUCLIUZI030M, TUTIO(U3apHBIM HaHU3MOM, Oosie3HbI0 [0o11le, 3/10KaueCTBEHHBIMH HOBOOOPa30BaHUSIMU
MUMQOUJHOW, KPOBETBOPHOM U PpOJCTBEHHbIX KM TKaHeW, pacCessHHbIM CK/Iepo30M, TIeMOJIUTUKO-
ypeMHUUYeCcKrUM CUHJPOMOM, FOHOIIIeCKUM apTPUTOM C CHUCTeMHBIM HayasioM, MyKoronucaxapugo3om I, IT u
VI TunoB, anysacTUYeCKOM aHeMuel HeyTOUHEHHOW, Hac/ie[CTBeHHbIM JAeuuutoMm ¢akropos I
(¢pubpunorena), VII (mabunsHoro), X (Crroapra - ITpay3apa), /vl moc/ie TpaHCTUIAaHTALUKA OPTaHOB U (WJTH)
TKaHew;

[lpaBuna BemeHusi demepasbHOrO perucTpa i, OOMBHBIX TeMOGWINEH, MYKOBHUCLIUZO30M,
rurodu3apHbIM HaHKU3MOM, Oose3Hbto [olile, 370KauyeCcTBeHHBIMA HOBOOOpAa30BaHUSIMU JTMM(OUIHOM,
KDOBETBODHOW U pOJCTBEHHbIX KM TKaHell, pacCessHHbIM CK/IepO30M, TeMOIUTUKO-YpeMUuueCKUM
CUH/IDOMOM, IOHOLIECKMM apTPUTOM C CHCTEMHBIM HauajaoM, mykononucaxapuzosoMm I, II u VI tunos,
aryIaCTUUeCcKoM aHeMHell HeyTOUHeHHOU, HacyieICTBeHHbIM JeduiutoM ¢akropos 11 (bubpunorena), VII
(mabunsHoro), X (Crttoapra - [Ipayapa), U] ocjie TpaHCTIaHTAI[M| OPTaHOB U (W/TN) TKaHew;

repeueHb yTpaTuBlIMX culy akToB [IpaBuTensctBa Poccuiickon ®epeparyn.
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2.  MuHuctepcTBy  37paBooxXpaHeHuss ~ Poccuiickori ~ ®enepaliii B YCTaHOBJIEHHOM
3aKoHoZarensCTBoM Poccuiickoit defepariy nopsizike 0Cy1eCTBUTH 3aKynkKy Ha 2019 roz nekapCTBeHHBIX
TIpernaparoB [yisi MaTOreHeTUYeCKOro JieueHWs /ML, OO/BbHBIX T'eMOJMTHKO-YPEMUUYECKUM CHH/POMOM,
IOHOLLIeCKUM apTPUTOM C CHUCTeMHBIM HauajaoM, MykoronucaxapuziosoM I, II u VI Turnos, BK/IOUEHHBIX B
riepeyeHb JKM3HEHHO HeOOXOZMMBIX 1 BayKHEHIIIMX JIeKapCTBeHHbBIX MPeraparos.

Nnudopmanus 06 n3MeHeHUsX:

ITocmanosneHue donosaHeHo nyHkmom 2' ¢ 25 ¢pegpans 2023 2. - IMocmaHosneHue Tpasumenbcmea
Poccuu om 15 ¢pespans 2023 2. N 229

H3meHeHnus pacnpocmpaHaiomes Ha npagoomHoweHus1, 803HuKwue ¢ 1 sHeaps 2023 2.

2'. VIcTOYHMKOM (DMHAHCHPOBAHHUsI OpraHM3alii 00eCreueHus JIeKapCTBeHHBIMU IperaparaMu
Jeteli B Bo3pacTte 0 18 sieT, GO/MbHBIX TeMO(UIHel, MyKOBUCLIUJ030M, TUTMO(H3apHBIM HaHU3MOM,
6ose3nbto Torre, 3710KaueCTBEHHBIMUA HOBOOOPAa30BaHUAMH JTUMGOUTHON, KPOBETBOPHOM M POJICTBEHHBIX
VMM TKaHel, paccesiHHbIM CK/€p030M, T'eMOJIUTHKO-yPeMHUYECKUM CHUHAPOMOM, FOHOLIECKHM apTPUTOM C
CHUCTEeMHBIM HauajaoM, Mykononucaxapuzos3oMm I, I u VI tunos, annacTuyeckor aHeMyel HeyTOUYHEHHOU,
HacsieicTBeHHbIM Jleuriutom daxkTopoB II (bubpuHorena), VII (nabunsHoro), X (Crroapra - IIpayspa),
JleTeld B Bo3pacTe A0 18 syieT mocie TpaHCIUIAHTALMM OPraHoB W (Win) TKaHed ¢ 2023 roma SIBASIFOTCSA
Oro/PKeTHble ~ aCCUTHOBaHWS,  TpelyCMOTpeHHble B (QeJeparbHOM  OwofpkeTe  MUHHCTEPCTBY
3apaBooxpaHeHuss Poccuiickorr ®epepanuu s DPoHAAa  MOAJEPXKKA — JleTed C  TsDKeIbIMU
JKU3HEYTPOXKAIOLUMU ¥ XPOHUUECKWMH 3a00/eBaHHsSIMH, B TOM 4YHCIe peJKuMH (opdaHHBIMU)
3aboneBanusivy, "Kpyr fobpa”.

3. MuHucrepctBy 3apaBooxpaHeHusi Poccuiickoii ®efepauyy aBaThb pasbSICHEHUs 1O
TPUMEHEHHUI0 NPaBUI, yTBEP)KIEHHbIX HACTOSILIIUM MOCTaHOB/IEHUEM.

4. Hacrosijee nocraHoB/ieHHWe BCTyIaeT B cuiy € 1 sHBaps 2019 r, 3a UCK/IIOUeHUEM IIyHKTa 2,
KOTOPBIN BCTYTIAaeT B CU/TY CO /IHS OPUIIMABHOTO OIMyO/IMKOBAaHHUST HACTOSIIIErO TI0CTaHOB/IEHHSI.

IIpenceparens [IpaBuTesnbcTBa . Mensenes
Poccutickoit ®enepaiiuu

WHdpopmanyst 06 H3MeHeHHsIX:

HaumenosaHue usmeneno ¢ 7 anpens 2020 2. - IlocmaHosneHue IIpasumenbcmea Poccuu om 27
mapma 2020 2. N 344

CM. npedbldyuyto peoakyuio
YTBEPX/JEHBI
nocraHosyieHreM IIpaBuTenbCcTBa
Poccuiickon ®epepanuu
ot 26 Hos10ps1 2018 r. N 1416

IIpaBuia
opraHu3anuu odecrneyeHNs JIeKapCTBeHHBIMH NMpenapaTaMu JiuL, 00IbHBIX reMouinei,
MYKOBHCIIH/I030M, runo¢u3apHbIM HaHU3MOM, 00s1e3HbI0 T'ollle, 3/10KaueCTBEHHBIMH
HOB00Opa3zoBaHUAMH JTUM(POHIHON, KPOBETBOPHOM M POACTBEHHBIX MM TKaHeH, pacCestHHbIM
CKJIEP030M, FeMO/TUTHKO-YPeMUUYeCKHUM CHH/IPOMOM, IOHOIIIECKHM apTPUTOM C CMCTeMHBIM HauyasioMm,
Mmykomnosiucaxapujo3om I, IT u VI Tunos, arnyiacTu4ecKod aHeMHeil HEyTOUHeHHOM,
Hac1ecTBeHHBIM AedunuTom ¢akTopos II (pudpunorena), VII (nadunbHoro), X (CtroapTa -
IIpayspa), 111 moc/ie TPAHCIUVIAHTALUM OPraHoB M (W/IM) TKaHel

C u3MeHeHHSIMH U JAOIIOJIHEHUAMH OT:

27 mapra 2020 1., 26 urons 2021 r., 15 deBpans 2023 1.
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Wndopmanyst 06 M3MeHeHUsIX:

Ilynkm 1 usmenen ¢ 7 anpens 2020 2. - I[TocmaHosnenue Ilpasumenscmea Poccuu om 27 mapma
2020 2. N 344

CM. npedbldyuyto peoakyuio

1. Hacrosiie IlpaBuia yCTaHaB/IWBAKOT TIOPSIOK OpraHM3aldu obecrieueHUs WL, OOBHBIX
reModuvell, MyKOBUCLIWJ030M, TUNodH3apHbIM HaHW3MOM, 0osie3Hbto [OIle, 3/10KaueCTBEHHLIMU
HOBOOOpa30BaHUSAMH JTMM(OHHOM, KDOBETBOPHOW M POJCTBEHHBIX MM TKaHeH, pacCesHHBIM CKJIEPO30M,
reMO/IUTUKO-YPEMUYECKUM  CHUHADOMOM,  IOHOIIIECKUM  apTPUTOM C  CHUCTEMHBIM  HauajioM,
Mykononmcaxapuzgo3om I, II u VI Tumnos, anjacTuueckoill aHeMuel HEYTOYHEHHOM, Hac/ie[CTBEHHbIM
nedbururom daktopoB II (dubpuHorena), VII (nmabunbhoro), X (Crioapra - Ilpayspa), Jjmi mocie
TPaAHCIUVIAaHTAI[MM OpPraHoB W (WM) TKaHed (zasiee - OOJIbHBIE), JIEKAPCTBEHHLIMH IIperiapaTamMH Jjist
MeAULIMHCKOTO TIPUMeHeHUs], TIpejHa3HaueHHbIMU [l JieueHus: 3TUX 3abosieBaHuUM, 10 YTBEPXKA€HHOMY
[TpaButensctBoM Poccuiickoit Pezepaliui MepeuHi0 jeKapCTBEHHBIX MpernaparoB, c)OPMHPOBaHHOMY B
yCTaHOBJIEHHOM UM TIOpsifike (Zjasiee - JieKapCTBeHHbIE TIperaparhl), a TakyKe TIOPSZIOK U YC/IOBUS Tiepejaun
JIeKapCTBEHHBIX TperaparoB B COOCTBEHHOCTh CyObekToB Poccutickoit deseparyu.

Wndopmanyst 06 M3MeHeHUsIX:

ITyHkm 2 usmeHeH c 25 ¢espans 2023 2. - IlocmaHoeneHue Ilpasumenbcmea Poccuu om 15 ¢espans
2023 2. N 229

H3meneHuss pacnpocmpaHsatomcs Ha npagoomuoweHusi, 8o3Hukwue ¢ 1 sHeaps 2023 a.

CM. npedbldyuyto peoakyuio

2. VicrouHukoM (pMHAHCUPOBAHHWSI OpraHMW3ariuy obecrieueHusi OOMBHBIX B Bo3pacTe OT 18 yeT u
CTapile JieKapCTBeHHBIMHU TIperiapaTaMiy SIB/ISIOTCS OFO/PKETHbIe aCCUTHOBAHMS, TpeNyCMOTpPeHHbIe B
dbenepampHOM OrOfKeTe MUHHUCTEPCTBY 31paBooxpaHeHusi Poccutickoit defepariiy Ha yKa3aHHBIE 11e/d, a
OosbHBIX B BO3pacTe 10 18 ner - OrofkeTHble ACCHUTHOBAHWUS, TIPeJyCMOTpPeHHble MMUHHCTEPCTBY
3npaBooxpaHeHusi Poccuiickont @epepauuu g DPoHAAa  MOAAEPXKKA — JleTed C  TsDKeIbIMU
JKU3HEYTPOXKAIOLIUMU U XPOHUUECKUMH 3a00/ieBaHUSIMH, B TOM 4YHCle peJKuMHu (opdaHHBIMU)
3aboneBanusivy, "Kpyr gobpa".

BroykeTHble aCCUTHOBAHUSI TePeUMC/IstoTC MUHHUCTEPCTBOM 3/paBooXpaHeHuUs1 Poccuiickoit
@enepalii  QeepasibHOMY Ka3zeHHOMY yupexxieHuto "denepanbHbli LIEHTP IUIAHUPOBAHUS U
OpraHM3alvM JIeKapCTBEHHOro obecrieueHWss TpakaaH"' MUHHCTepCTBa 3[paBOOXPaHeHUst Poccuiickoit
®enepauuu (ganee - denepanbHbIM LEHTP) A/ OpPraHU3al[iyd WU MPOBeAEHUsT 3aKyMNOK JeKapCTBEHHBIX
Trpernaparos.

Wndopmanyist 06 M3MeHeHUsIX:

Ilynkm 3 usmenen ¢ 7 anpens 2020 2. - I[locmaHosneHnue Ilpasumenbcmea Poccuu om 27 mapma
2020 2. N 344

CM. npedbldyuwyto peoakyuio

3. IIpaBo 607BHOTO Ha 0OecIieueHue JieKapCTBeHHBIMU TIperapaTaMyi BO3HUKAET CO JHSI BK/TIOUEeHUS
CBeleHU O HeM B perdoHa/ibHbIM cerMeHT @eflepa/ibHOTO perucTpa /uil, OOMBHBIX TeMOhUIre,
MYKOBHUCLIUZI030M, TUTIO(U3apHBIM HaHU3MOM, Oosie3HbI0 [o11le, 3/10KaueCTBeHHBIMH HOBOOOPAa30BaHUSIMU
mUMGOUTHOM, KPOBETBOPHOM U PpOJCTBEHHBIX WM TKaHel, pacCessHHbIM CKJIep030M, TeMOUTUKO-
ypeMHUeCKUM CHH/IPOMOM, FOHOIIIECKUM apTPUTOM C CUCTeMHBIM HauajioM, MyKomouicaxapugo3om I, 1T u
VI TumoB, aryiacTUUYeCKOW aHeMuel HeyTOUHeHHOMW, Hacie[CTBeHHbIM JAeduimtoM dakrtopor II
(¢pubpunorena), VII (mabunsHoro), X (Crroapra - [Tpayapa), /vl moc/ie TpaHCTUIAaHTALUKA OPTaHOB U (WJTH)
TKaHell (ganee - PefiepasibHbIN PETUCTP).

Hara BkmtoueHWs: OO/BHOTO B PervoHa/bHBIA cerMeHT denepasbHOrO perucrpa (UKCUPYETCs
JIeYall[iM BpauoM B MeJMLIMHCKOH KapTe aM0y/1aTOPHOTO OO/IbHOTO WM UCTOPUH Pa3BUTHS pebeHKa.

Wudopmarust 06 U3MeHeHUsIX:

Ilynkm 4 usmenen ¢ 7 utona 2021 2. - [locmaHosneHue IIpasumenbcmea Poccuu om 26 utousa 2021 2. N
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1025

CM. npeodbldyujyro pedakyuro
4. Opranusanys obecrieuerrsi desepanbHBIM LIEHTPOM 3a CueT CpefcTB ¢efepaabHOro Orofyketa
00JIbHBIX JIEKAPCTBEHHBIMH TIperapaTaMy OCYLeCTB/ISIeTCS C yUeTOM CTaH/apTOB MeJULIMHCKOM TIOMOILH,
KJIMHUYeCKUX peKoMeHJaluii (TPOTOKO/IOB JieueHus)) M CpefHeld KypCOBOW [103bl JieKapCTBEHHBIX
Tiperaparos.

Wndopmanyst 06 M3MeHeHUsIX:

Ilynkm 5 usmenen ¢ 7 utona 2021 2. - IlocmaHosneHue IIpasumenbcmea Poccuu om 26 utousa 2021 2. N
1025

CM. npedbldyuwyto peoakyuio

5. Oprasbl TOCY/IapCTBEHHON BnacTH CyObekToB Poccuiickori ®Pemepaiuu B chepe oOXpaHbI
3/10POBbsI He 1o37iHee 1 HOsIOps TeKyIIlero rojia rnpejcTap/stoT B PesiepaibHbIi LIEHTD 3assBKM Ha TTOCTAaBKY
JleKapCTBEHHBIX TpernapaToB mo dopMme, yTBepKAeHHON MuHUCTepCTBOM 37paBooxpaHeHusi Poccuiickoit
denepaiu (Jasee - 3asBKU), C TIPUTIOKeHHMEeM OOOCHOBaHWM TIO0 UX 00beMy, a TakKe TepeueHb
OpraHu3alvii, WMeIOIMX JIMLEeH3UI0 Ha OCYIeCTB/eHWe MeJULIMHCKOW U (W) QapMalieBThueCKOU
JesiTeTbHOCTH B cyOwbekTax Poccuiickoit ®epepaiy (fanee - opraHu3aljUU-TIONydaresd), B Liessx
MOCTaBKY OpraHU3aLUsIM-T0/TyuaTesiM JieKapCTBeHHbBIX MTpernaparosB.

[TorpebHOCT, (0OBEM TIOCTaBKM) B JIeKADCTBEHHOM TIperiapaTre OIpeJesisieTcss C  yueToM
K/JIMHUUeCKUX peKOMeHJalui (MPOTOKOJIOB JiedeHus)) W CpefHel KypCOBOM [103bl JIeKapCTBEHHOTO
TiperiapaTta UCXO/s U3 exkeMeCsiuHOM (haKThueCcKoi oTpeGHOCTH B0/TbHBIX B JIeKapCTBEHHBIX TperapaTax B
COOTBETCTBUM CO CBE/IEHUSIMHM PErMOHa/IbHOTO cerMeHTa dDeziepasibHOrO perucrpa U HeoOXOJUMOCTH
(dopmMupoBaHus 3amaca Ha 15 MecsLieB.

Wndopmanyist 06 M3MeHeHUsIX:

ITynkm 6 usmeneH ¢ 25 ¢pespansa 2023 . - [TocmaHosnenue IIpagumenbcmea Poccuu om 15 ¢espans
2023 2. N 229

H3menenus pacnpocmpaHstomesi HA npagoomHoweHus, 8o3HuKwue ¢ 1 sHeaps 2023 2.

CM. npedbldyuwyto peoakyuio

6. defepanbHbIM LIEHTP pacCMaTpUBAeT Mpe/CTaB/lIeHHbIe 3asBKA Ha COOTBETCTBHE YCTaHOBIEHHOU
dopme, Ha TmipegMeT 00OOCHOBAHHOCTH 3asiBIEHHBIX OOBEMOB JIEKAPCTBEHHBIX IIPErapaTtoB W TpH
HE0OX0IUMOCTH KOPPEKTUPYET UX U COTTIACOBBIBAET C BEIHECEHHWEM COOTBETCTBYIOIIETO PelleHusl.

He no3gHee 15 ceHTs10pst Tekyiero roga depepanbHblil LEHTP MPeCTaB/IsSET YKa3aHHbIE 3asBKHU B
KOMHUCCHI0O MuHuMcTepcTBa 31paBooxpaHenus: Poccuiickor defiepariuu o paCCMOTPEHUIO 3as1BOK (fasnee -
KOMMCCHS1) /I UX PACCMOTPEHUSI C yuacTheM npecTaBuresieli @enepaabHOro LieHTpa, PoHza NoAAep)KKU
JeTell C TSDKeTbIMA JKU3HEYTPOXKAIOL[UMHM U XPOHWUYECKUMH 3a00/ieBaHUSIMUA, B TOM YHC/Ie PeJKUMHU
(opdannbiMu) 3aboneBanusiMu, "Kpyr gobOpa’, WCIOMHHWTEbHBIX OpraHoB CyObekTOB Poccuiickoi
denepaliyiv (B TOM UMC/ie C UCIO/Ib30BaHHEM MH(OPMaLMOHHO-Te/IeKOMMYHUKAI[MOHHBIX TEXHOIOTHUI) Ha
npeiMeT 000CHOBAaHHOCTH 3asiBIEHHBIX 00BEMOB JIEKAPCTBEHHBIX IIPerapaToB, UX KOPPEKTUPOBKH TIpU
HEOOXOIUMOCTH U YTBep)KAeHHST O0beMOB TIOCTaBOK JIeKAPCTBEHHBIX IIperapatoB. [losoxeHue o
KOMMCCHM U ee COCTaB YTBepKJatoTcsi MUHUCTEpCTBOM 37paBooxpaHeHus Poccuiickor Penepanivu.

PaccMmoTpeHwe 3asiBOK, yTBepXKeHre 00beMOB MTOCTaBOK U TpecTaBieHre B DeepasbHbIN LEHTP
CBeJIeHUM 00 yTBEP)KIEHHBIX 00beMax MOCTaBOK OCYIIECTB/ISIOTCS KOMUCCHel B TeueHue 30 JHEH co JHS
MOCTYIUIeHUS 3as4BOK OT PeziepasibHOIO L{eHTpa.

CBezieHusi 00 yTBep)XKAEHHBIX KOMHCCHeH 00beMaX TIOCTaBOK JIEKapCTBEHHBIX IIperapaToB
HarpapssitoTcsi PefiepasibHBIM [IEHTPOM B UCIIOJIHUTE/TbHBIE OpraHbl CyObekToB Poccuiickoii Penepaiiuu B
cdepe oxpaHbl 3710pPOBbs B TeueHHe 3 paboumnXx AHel CO /Hs TMOCTYIJIEHHsT CBeJeHUH OT KOMUCCHH.

7. OObeM TIOCTaBOK JIEKaPCTBEHHBIX IIperapatoB (opMHUpyeTcsi B mpefenax OrofpKeTHBIX
aCCUTHOBaHWM, TpeJyCMOTpPeHHbIX B  (efepanbHOM 3akoHe 0 (efepasbHOM — OrO/pKeTe  Ha
COOTBETCTBYIOIIUK (DMHAHCOBBIA TOJ W TUIAHOBBIM TEpPHOZ, W JIMMUTOB OFOPKETHBIX 0053aTe/bCTB,
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JIOBeJIeHHbIX B YCTaHOBJIEHHOM TIOpsi/iKe 10 MuHKCTepCTBa 3/ipaBooxpaHeHus: Poccuiickoit @efiepaliiv Ha
3aKyTKY JIeKapCTBeHHbIX MperaparosB.

Wndopmarysi 06 U3MeHeHUsIX:

Ilynkm 8 usmenen ¢ 7 utona 2021 2. - [locmaHosneHue Ilpasumenbcmea Poccuu om 26 utonsa 2021 2. N
1025

CM. npeodbldyujyro pedakyuro

8. B cootBeTcTBUM C oObeMaMM TIOCTAaBOK JIeKapCTBEHHBIX TIperiapaTtoB, YTBepP KAeHHbIMU
opraHamM#l TOCYZAPCTBEHHOM BylacTh CcyObekToB Poccuiickoit @enepaiini B chepe OXpaHbI 3710POBBSI C
yueToM pelleHuss Komuccuu, defepanbHblid LIEHTP B YCTaHOB/IEHHOM 3aKOHOZATe/bCTBOM Poccuiickoi
defepaly MopsiIKe OCYILEeCTBISIET 3aKYIIKy JIeKapCTBEHHBIX NpernapaToB.

MunucTepcTBO 3ApaBooxpaHeHus Poccuiickoit Defiepalivii e)kerofiHO U3JaeT akT O COIVIaCOBaHUM
nepefiaud  PesepasbHbBIM L|EHTPOM 3aKyIUIEHHBIX B COOTBETCTBUM C HacTosiiiuMmu [lpaBunamu
NleKapCTBEeHHBIX TIperapaToB OpraHaM TOCYJapCTBeHHOM BracTu cybowekToB Poccuiickoit denepaimiu B
cdepe oxpaHbl 37[0pOBbSI.

WHdpopmanyst 06 H3MeHeHHsIX:

Ilynkm 9 usmenen ¢ 7 utona 2021 2. - [locmaHosneHue Ilpasumenbcmea Poccuu om 26 utona 2021 2. N
1025

CM. npedbldyuyto peoakyuio
9. TlocTaBUIMKM  JIeKapCTBEHHBIX  I[IperiapaToB, oOrpeje/eHHble B  COOTBETCTBUU  C
3aKoHo/aTenbCTBOM Poccuiickoii ®enepaljuy, mnpeAcTaB/sitoT B PefiepabHbIM 1LIeHTP 0GopM/ieHHbIE B
YCTAaHOBJIEHHOM  TIOpsiIKe  /OKyMeHTbI, ToATBepkAatoiire (akT TOAy4YeHUs OpraHu3alusiMu-
Moyyare/isiMA  JIeKapCTBEHHBIX TIperapaToB, B TOM UHWC/Ie HaK/IaJHble W aKThl IpUeMa-Tiepe/jau
JleKapCTBEHHBIX Tperaparos.

WHdopmaryist 06 U3MeHeHHsIX:

ITynkm 10 usmeHeH c 25 ¢pespans 2023 2. - [TocmaHoeneHue IIpagumenbcmea Poccuu om 15 ¢pespans
2023 2. N 229

H3meHeHus pacnpocmpaHsAomcst Ha npasoomHoweHust, 6o3Hukwue ¢ 1 sneaps 2023 2.

CM. npeodbldyujyro pedakyuro

10. ®enepanbHbIii LeHTP B TeueHue 10 pabounx JHel co JHS MOCTYIUIEHUS aKTa rpreMa-repeaunt
MPUHUMAaeT Ha Yy4YeT JIeKapCTBEHHbIE TMperapaTtbl W W3/laeT pacropsuTe/bHble aKThl O Tiepejaue
JIeKapCTBEHHBIX — TIperiapaToB  MCIIOJHUTE/NbHBIM — OpraHaMm CyOwbekToB  Poccuiickoit  Peneparuu,
OTIpe/ie/IeHHBIM  BBICIIMM JIOJDKHOCTHBIM JIMLIOM CyObekTa Poccuiickoit ®ezepaiu (pyKoBOAUTE/IEM
BBLICIIIETO HCIIOJTHUTE/ILHOTO opraHa cyObekra Poccuiickoii ®epeparum) (fasee - YIIOJTHOMOYEHHBIE
OpraHbl), C YyKa3aHHEM HOMEHK/IATypbl, KOJMYeCTBAa W CTOMMOCTH JIeKAaPDCTBEHHBIX TIPETapaToB B
OTHOIIEHHUH Ka)K[J0r0 YIIOJTHOMOUEHHOTO OpraHa.

NHpopmanust 06 U3MeHeHUsIX:

IlyHkm 11 usmeHeH c 7 utona 2021 2. - [locmaHoeneHue Ilpasumeabcmea Poccuu om 26 utous 2021 a.
N 1025

CMm. npedbldyujyto pedakyuio
11. ®emepanbHBIM 1IEHTP B TeueHWe 5 pabOuMX AHEM CO [JHS W3[aHUsl PacTIOPSAUTeNHHOrO aKTa,
npeaycMoTpeHHoro myHKToM 10 Hacrosimmx [lpaBus, HampaB/sieT B YIOJHOMOYEHHbIEe OpraHbl (B 2
9K3eMIIsipax) U3BellleHWe O TI0CTaBKe JIeKapCTBEHHbIX TMperapaToB M akKT I[pueMa-Tiepe/iauu,
MOJNKUCAaHHbIe JUPEKTOPOM (yIIOJIHOMOYEHHBIM JiiLioMm) defepanbHOrO LieHTpa.

VHdopmanyist 06 U3MeHeHHsIX:

Ilynkm 12 usmeneH c¢ 7 urona 2021 a. - IlocmaHosnenue IIpasumenscmea Poccuu om 26 utonsa 2021 2.
N 1025

CM. npeodbldyujyro pedakyuro
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12. YmonHOMOUeHHBIe OpraHbl B TeueHHWe 5 pabouux AHeH CO [JHS TIOJyueHHUs W3BeIeHUs O
MOCTaBKe JIeKAPCTBEHHBIX [IperiaparoB M akrTa I[pueMa-fepejadyu, IpeJyCMOTPEHHbIX NOyHKToM 11
Hactosux [IpaBu, TOATMCHIBAIOT W 3aBePSIIOT IedaThi0 00a 3K3eMIuispa W3BeIlleHHsI O TOCTaBKe
JIeKapCTBEHHOTO Tperapata M oba 3K3eMIuisipa akTa MpueMa-TiepeJjaud, ToCje UYero BO3BpALalOT B
@efepasibHBIN LIEHTP O/IWH 3K3eMILISIP YKa3aHHOTO M3BeILeHHMsl U OFUH SK3eMILIsIp aKTa Mpuema-repejaum.

13. YNo/JHOMOUEHHBIM OpraH Ha OCHOBAaHMM akKTa MpuUeMa-liepefiaud MpPUHAMAaeT Ha yYeT
JleKapCTBeHHbIe TIperapatbl U B TeueHWe 5 pabouux AHeW €O /IHS TIO/MyueHWs aKTa MpHeMa-Tiepesiaun
W3/aeT pacrnopsifuTe/bHbIA aKT O Tepejiaye JIeKapCTBEHHbIX TperapaToB OpraHU3alUsIM-T0ydaTessiM C
yKa3aHrWeM HOMEHK/aTyphbl, KOJIMUueCTBa U CTOMMOCTH JiIeKapCTBEHHBIX MperapaTtoB B OTHOILIEHWH KaXK[0U
OpraHu3aLUu-TII0yvyaTesis.

14. OpraHuzanuu-Tionyyaresid B TeueHWe 2 pabouux pAHel cO [JHS TIONy4YeHHs JOKYMEHTOB,
MOATBEPXKAAOLINUX Mepeauy UM JIeKapCTBeHHBIX TperapaToB, IPUHUMAIOT JieKapCTBEeHHbIe TIperapaThl Ha
yueT, 006eCcreunBarOT WX COXPAaHHOCTh U 1]eJIeBOe UCTIOb30BaHHe.

Nnudopmanus 06 n3MeHeHUsX:

ITynkm 15 uzmeneH c 7 urons 2021 a. - IlocmaHosnenue IIpagumenscmea Poccuu om 26 utons 2021 2.
N 1025

CM. npedbldywyto peoakyuio

15. ®depepanbHbI LIEHTP B yCTaHOBIEHHOM MUWHHUCTepCTBOM 37paBOOXpaHeHMs Poccuiickou
@desepalii MOPsSiAKE OCYLIECTB/IsSeT MOHUTODUHI [BIKEHWsS M ydyeTa JIeKapCTBEHHbIX IIperapaTtoB B
cybbektax Poccuiickoit Pefjepaiyv, JOBOAUT [0 CBeJeHUsI YIIOJIHOMOUYEHHBIX OPTraHOB IO/yYeHHbIe T0
pe3y/ibTaTaM MOHWTOPHHIA JaHHbIE, B TOM UHWC/Ie CBeJleHHsI O HOMEHK/aType, KOJMueCTBe U CTOMMOCTH
JIeKapCTBEHHBIX TperaparoB, 00 OTCYTCTBHMHU TOTPeOHOCTH B OT/e/bHBIX JIEKAPCTBEHHBIX IperapaTrax
6o 0 TOSIB/IEHUU JI0TIOJTHUTETbHOM MOTPeOHOCTH B JIeKapCTBEHHBIX Tperaparax B CBsi3U C M3MeHeHWeM B
cybbekTe Poccuiickoit demepaliiyl UMC/IeHHOCTH OO/TBHBIX, N3MEHEeHUsIMY B Ha3HAUeHHUsIX MeIULMHCKUMHU
pabOTHMKaMU  JIeKapCTBEHHBIX — TperiapaToB  OOMBHBIM UM COIVIaCOBBbIBaeT  TIlepepacripefiesieHre
JIeKapCTBeHHBIX TperapaToB Mexay cyosekTamu Poccuiickoit @enepany.

WHdpopmanyst 06 H3MeHeHHsIX:

Ilynkm 16 usmeneH c¢ 7 utona 2021 e. - IlocmaHosneHue IIpasumenscmea Poccuu om 26 utoHsa 2021 2.
N 1025

CM. npedbldyuyto peoakyuio
16. Tlepemaua JieKapCTBEHHBIX TIperapaToB OAHUM cyObekToM Poccuiickoii ®enepaiuv B
CcoOCTBEHHOCTD Jpyroro cyowekTa Poccuiickoit denepalivy OCyIeCTB/sIeTCsS HA OCHOBaHUM aKTa rpreMa-
nepenaun. defepanbHblid LEHTP YBEAOMIISIETCS O Tepefiaue JieKapCTBeHHBIX TpernapatoB B 10-AHEBHBIN
CPOK TOCJIe TIOAMCAHUS aKTa MpueMa-fepejjaur yroJHOMOYeHHbIMU OpraHaMH.

Wndopmanyist 06 M3MeHeHUsIX:

IlyHkm 17 usmeHeHn ¢ 7 utonsa 2021 e. - IlocmaHoeneHue IIpagumenbcmea Poccuu om 26 utous 2021 2.
N 1025

CM. npedbldyuwyto peoakyuio

17. denepanbHbBIM LEHTP eXeKBapTaabHO, A0 10-ro umcia mecsla, CJIefyrLiero 3a OTUeTHBIM
KBapTajioM, TIPeACTaB/seT CBeJeHWs O Tepejaue JeKapCTBEHHBIX IpernaparoB CyOwekTy Poccuiickoi
denepalii ¥ COTJIACOBAHHBLIX TiepepacripeZie/ieHUsIX JIeKapCTBEHHBIX TIPerapaTtoB Mexay CyObeKTaMu
Poccuiickoit @enepaiu B PefiepanbHyto Cayx0y 1Mo Haj30py B cdepe 37paBOOXpaHeHUs] B Lie/sX
OCYLL[eCTB/IEHUS KOHTPOJII 3a LieJIeBbIM HCIIO/b30BaHMEM JIeKAPCTBEHHBIX IIpernapaTtoB, a TakXe B
MuHucTepcTBO 3ApaBooxpaHeHust Poccuiickor ®esepaijyu.

18. B nensix obecrieueHusi 60/IBHBIX JIEKAPDCTBEHHBIMH TIpeTiapaTaMy B TIOPSIIKe, YCTaHOBJIEHHOM
3aKoHO/aTenbCTBOM Poccuiickor Pefiepaliun, 0CyIleCTB/ISIeTCSl Ha3HaueHue JieKapCTBeHHbBIX TIpernaparoB U
odopmsieHre peLieNTOB Ha JieKapCTBeHHbIe Tiperaparsl.

19. Tlpu Ha3HaueHUU OOLHOMY JIeKAaPCTBEHHBIX MperapaToB Jievall[uii Bpad UHPOPMUPYeT ero o
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BO3MO)KHOCTU TIOTyYeHUS] UM COOTBETCTBYIOIL[UX JIeKaPCTBEHHBIX TIperapaToB 0e3 B3WMaHUS I/IaThl B
COOTBETCTBUHU C 3aKOHOZATe/IbCTBOM Poccuiickoit @efjepariui.

20. B yensx [uHaMUUYeCKOTO Hab/roieHust 3a O0JIbHBIM M COOTIOIeHHsT TIePUOANYHOCTH TTOCeIeHuUsT
YM Me/IML[UHCKOM OpraHu3aliy JieuallliM BpayoM Orpe/iesisieTCsl KOJIMUeCTBO JIeKapCTBEHHOTO Mperapara,
eIMHOBPEMEHHO O(OpPM/IEHHOTO Ha peLenTypHOM OyiaHke B COOTBETCTBUHM C PeKOMEHZOBaHHOMN
CpelHeCYyTOUYHOM KypCOBOM 0301 U CPOKOM, Ha3HAUeHHbIM [/ IOCeIleHUs].

21. MeauiHCKasi OpraHM3alusi MpeoCTaB/sieT O00BHOMY WM €ro 3aKOHHOMY Tpe/ICTaBUTENTH0
uHbopMaluio 00 opraHu3aIysiX, pacroIOKeHHbIX B TPaHMIIAX MYHHIIUINAILHOTO 00pa30BaHUs 10 MeCTy
JKUTeTbCTBA WM MeCTy npebbiBaHus (B Cydae eC/ii CPOK MpeObIBaHMs TpeBbIlIaeT 6 MecsieB) 60bHOTO
Y OCYLeCTBJISIONIMX OeCIUIaTHBIN OTITyCK JIEKapCTBEHHBIX TIPerapaToB, Ha3HauUe€HHbIX JIeYall[iM BpauoM.

22. Tlocsie BK/IIOUeHHsI OO/TBHOTO B PErMOHA/ILHBIN cermeHT PeziepabHOrO PerucTpa Ha3HaueHre 1
OTITYCK eMy WJIM ero 3aKOHHOMY TIpeZICTaBUTe/I0 JIeKapCTBEHHBIX TperapaToB OCYIeCTB/SIeTCsl B CPOK, He
ripeBbItaroIMi 20 pabounx JHeH co AHS BKIIOUEHUS.

23. OpraHu3aiusi obecrieueHus] JIeKapCTBEHHBIMHU TIperapataMu OOJIbHBIX, TIPOXKUBAKOIUX B
CTALIMOHAPHBIX OpraHW3alUsX COLMAIBHOTO 0OCTYy)KMBaHUS WM OTOLIBAIOIMX HaKa3aHWe, CBS3aHHOE C
JUIIIEHeM CBOOO/IbI, OCYILIeCTB/ISIETCS] COOTBETCTBYFOLL[EM OpraHU3aLuei.

24. B cnyuae Bble3fa OOMBHOTO 3a Tipefesibl TeppuTopuu cybbekta Poccuiickoit denepary, B
KOTODOM OH TPO)KMBAaeT, Ha TepPPUTOpPHI0 Apyroro cybbekra Poccuiickoii ®ezmepaiun Ha CpOK, He
TIpeBBIILIAIOIINN 6 MecsileB, TAKOMY OOJTBHOMY OpPraHOM TOCYZApCTBEHHOU BiacTu cybbekra Poccubickoit
@enepaiu B cepe 0XpaHbl 370POBbsl OPraHM3yeTCsl Ha3HaueHHe JieKapCTBEeHHbIX IperiapaTtoB Ha CPOK
ripveMa, PaBHBIA CPOKY ero Bble3Zia 3a Tpejiesibl TeppuTopun CcyobekTa Poccutickoit ®eneparium, oo,
YUUTBIBasi CPOKW TOJHOCTH HMMEIOIUXCS OCTaTKOB JIEKAPCTBEHHBIX IperaparoB, 00ecreueHre TaKoro
00JIbHOTO JIeKapCTBEHHBIMU TperiapaTaMy Ha COOTBETCTBYIOIIUNA CPOK.

CBefieHHs1 O KOJIMUECTBE HA3HAUEHHbIX WM OTMYIIEHHBIX OO/JLHOMY WM €ro 3aKOHHOMY
Mpe/ICTaBUTE/I0 JIeKAPDCTBEHHbIX T[perapaTtoB BHOCATCS B pervoHasbHbl cerMeHT @efiepasbHOrO
perucrpa.

25. B cnyuae Bble3na OOMBHOTO 3a Tipeesibl TeppuTopuu cybbekta Poccuiickoit denepary, B
KOTOPOM OH TIPOXKMBaeT, Ha TePPUTOPHIO Jpyroro cyowekra Poccuiickoii ®esepaiii Ha CpOK,
TIPeBBIILAIOIINN 6 MecsIieB, WK B Cllydyae U3MeHeHUsI MeCTa KUTe/TbCTBa TakoMy O0/IbHOMY Ha3HaJaroTCst
JIeKapCTBeHHbIe TIperapaTtbl Ha CPOK Tpuema He 0Oosiee OHOTO Mecsja MO0 OPraHMU3yeTCss OpPraHOM
roCyzlapCTBeHHOM BracTtu cyowekta Poccuiickoii ®enepaiuu B cdepe oxpaHbl 370pOBbsi 0becrieueHre
TaKoro OOJTBHOTO JIeKapCTBEHHBIMHU TTperiapaTaMy Ha CPOK MprieMa He 6osiee 0HOTO MecsIia.

CeezieHusi 0 TakoM OOJTEHOM TTO/|/TeXKaT UCK/TFOUeHUI0 U3 PerioHabHOro cermeHTa deepasbHOTO
peructpa cyobekra Poccuiickori denepariyiu, C TEpPUTOPUM KOTOPOTO Bhie3xaeT OO/BHOM, U nepegaue (B
TOM UWClAe C WCIO0/b30BaHWEM  HH(OPMAaLMOHHO-KOMMYHUKAIIUOHHBIX  TEXHOJIOTWM)  OpraHy
roCyZapCTBeHHOU BiacTu cybbekta Poccuiickoii desepaiun B cepe 0XpaHbI 370POBbsl, HA TEPPUTOPHIO
KOTOPOTO Bbexan OO/MbHOM, /Jisi BK/IFOUEHHSI B PervOoHa/bHbINA cerMeHT PesiepasbHOTO PerucTpa 3Toro
cyonekTa Poccutickoli denepariyu.

Hatoii BK/IIOUeHHsI CBeleHHid O OOJBbHOM B PErvoHa/bHBIM cerMeHT ®PeziepasbHOTO pervcrTpa
cyobektom Poccuiickoii ®epepary, Ha TEPPUTOPUIO KOTOPOTO Bbexana OOJILHOM, SIB/ISETCS [1eHb,
C/efyIoLIMi 3a IHeEM UCK/IFOUeHUs] CBeJIeHHI 0 HeM U3 pernoHalbHOro cerMmeHTa ®esepanibHOr0 perucrpa
cyobektom Poccuiickoii dezpepariun, C TEpPUTOPUN KOTOPOTO BbIeXas O0/IbHOM.

26. OpraH rocyzapcTBeHHOM BiacTy cyorekTa Poccutickoii ®eneparyiu B chepe 0xXpaHbl 37J0POBbS,
C TeppUTOpHM KOTOPOTO Bblexan OO/bHOW, TpeAcTaBiaseT (B TOM 4WC/Ie C WCIOIb30BaHUEM
MH(OPMal[MOHHO-KOMMYHHKALIMOHHBIX TEXHOJIOTHI) MO0 3alpocy OpraHa ToCyJapCTBeHHOW B/acTH
cybbekTta Poccutickoit ®enepariv B cdepe oxpaHbl 3710pOBbsi, Ha TEPPUTOPHIO KOTOPOTO BheXas O0TBHOM,
CBeJleHHsI O KOJTMUeCTBe Ha3HaueHHBIX WX (PAaKTHUYeCKH Tpe/IoCTaB/IeHHbIX 00BHOMY UM ero 3aKOHHOMY
TIpe/[CTaBUTEJTIO JIEKAPCTBEHHBIX TIPeriapaToB B COOTBETCTBUM C MyHKTOM 25 HacTosiux [IpaBust.

Nnudopmanus 06 n3MeHeHUsX:

24.03.2024 Cucrema 'APAHT 7/12



IMoctaHoBnenue IpaButensctBa PO ot 26 Hos6pst 2018 . N 1416 "O nopsigke opraHu3anuu obecriedeHusl. . .

HaumenosaHue usmeneno ¢ 7 anpensi 2020 2. - INlocmaHoeneHue IIpagumenbcmea Poccuu om 27
mapma 2020 2. N 344

CM. npedbldyuwyto peoakyuio
YTBEPKX/JEHBI
riocraHoBsieHueM IIpaBuTeIbCTBA
Poccuiickoit @eaepanuu
ot 26 Hos0ps 2018 . N 1416

IIpaBuia
BejieHus PeepabHOr0 perucrpa i, 60/JIbHBIX reMo(uINel, MyKOBHCIIH/{030M, THN0(H3apHBIM
HaHU3MOM, 0osie3Hb10 ['o11e, 3/10KaUeCTBeHHBIMH HOBOOOPa30BaHUAMU JTUM(OUHOM,
KPOBETBOPHOI U POACTBEHHbIX UM TKaHeH, pacCesiHHbIM CKJ/Iep030M, FeMO/IUTHKO-ypPeMHUueCKHM
CHUH/POMOM, IOHOIIIeCKUM apTPUTOM C CHCTeMHBIM Hada/ioM, MyKonosucaxapujo3om I, IT u VI
THUIIOB, all/IaCTUYeCKOl aHeMHell HeyTOUHeHHOM, Hac/1eicCTBeHHbIM Jieunntom dakropos 11
(¢puodpunorena), VII (1abunsnoro), X (Ctoapra - IIpayspa), /imij moc/ie TpaHCIUIAHTAIMU OPTaHOB U
(w1H) TKaHen

C u3MeHeHHSIMH U JAOIIOJIHEHUSAAMMU OT:

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

Wndopmanyist 06 H3MeHeHUsIX:

Ilynkm 1 usmenen ¢ 7 anpens 2020 2. - I[TocmaHosneHnue Ilpasumenscmea Poccuu om 27 mapma
2020 2. N 344

CM. npedbldyuyto peoakyuio

1. Hactosiue TTpaBusia ycTaHaB/IMBAKOT MOPSIZIOK BefieHUs1 deiepasibHOTO PerucTpa Jiuil, O0TbHBIX
reModuMell, MyKOBUCLIUJ030M, TUNodH3apHbIM HaHW3MOM, 0osie3Hbto [OIlle, 3/10KaueCTBeHHBIMU
HOBOOOpa30BaHUSAMH JTMM(OHHOM, KDOBETBOPHOW M POJCTBEHHBIX MM TKaHeH, pacCesHHBIM CKJIEPO30M,
reMO/IUTUKO-YPEMUYECKUM  CHUHADOMOM,  IOHOIIIECKUM  apTPUTOM €  CHUCTEMHBIM  HauajioM,
Mykonosimcaxapuzgo3om I, II u VI Tumnos, anjacTuueckoll aHeMuel HEYTOYHEHHOM, Hac/e[CTBEHHbIM
nedbururom daktopoB II (dbubpuHorena), VII (nmabunbhoro), X (Crioapra - Ilpayspa), Jjmil mocie
TPaHCIIAaHTAI[MHM OPraHoOB U (W) TKaHeH (fjajiee COOTBETCTBEHHO - 00/ibHBIe, Deiepa/bHBIM PETUCTP).

2. Begenue ®ezniepanbHOrO PerucTpa OCYIeCTBIISETCSA B CIeYIOMIUX LIe/IsX:

Wndopmarust 06 U3MeHeHUsIX :

IToonynkm "a" usmeneH c¢ 25 ¢pespansa 2023 2. - IlocmaHoeneHue IIpagumenbcmea Poccuu om 15
¢espans 2023 2. N 229

H3smeHeHus pacnpocmpaHaomces Ha npasoomHoweHus, 803HuUkwue ¢ 1 aueapsa 2023 a.

CMm. npedbldyujyto pedakyuio

a) obecrieueHue JIeKapCTBeHHBIMU TIperiapaTaMu i/l MeAULIMHCKOTO TPUMeHeHUs], BK/IIOUeHHbIMHU
B yTBepxzeHHbIM IlpaBurensctBoM Poccuiickon ®ezsepanuu IepeyeHb JieKapCTBEHHBIX IIperaparos,
c(hOpMHPOBAaHHBLIM B YCTAaHOBJIEHHOM WM IIOpsiKe (Zasiee - jieKapCTBeHHBIE TIperiaparbi), OOJBHBIX B
Bo3pacte OT 18 sieT M cTapiue 3a cyeT OHO/PKETHBIX aCCUTHOBAHWM, MPeAyCMOTPEeHHBIX B (hefepasbHOM
OromkeTe MUHUCTEPCTBY 3ApaBooxpaHeHus: Poccuiickoit defepaliu Ha yKa3aHHbIe Liefid, a OOBHBIX B
Bo3pacte 0 18 mer - 3a cyerT OIOMKETHBIX ACCUTHOBaHWM, TPeAyCMOTPEeHHbIX MUHHUCTEPCTBY
3npaBooxpaHeHusi Poccuiickort @epepaiuu s PoHAa  MOAAEpXKKA — JleTeld C  TsDKeIbIMU
JKU3HEYTPOXKAIOIIMMU W XPOHWYECKMMH 3aborieBaHus, B TOM uHcle pedkumyd (opdaHHBIMMN)
3aboneBanusimy, "Kpyr gobpa". BromkeTHble aCCUTHOBaHUSI TEPEUUC/SIOTCS  MUHHUCTEPCTBOM
3apaBooxpaHeHust Poccuiickoit ®enepaiyu (efiepasbHOMY Ka3eHHOMY yupexkzeHuto "dezepasbHbli
LeHTP TUUIAaHUPOBaHWsS W OpraHW3aluyd JieKapCTBEHHOTO0 obecrieyeHusi rpaxzaaH" MuHUCTepPCTBa
3npaBooxpaHeHus Poccuiickori Pepepauum (ganee - DefepasnbHbld LEHTP) [/ OpraHU3aluu U
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TIPOBe/IeHUsT 3aKYTIOK JIeKapCTBEHHBIX TIPeriapaToB;
0) MOHUTOPUHT [IBI)KEHUS U yueTa O0/IbHBIX Ha OCHOBAaHWM CBEJIEHUH, MPe/ICTAB/ISIEMbIX OpraHaMu
roCy/lapCTBEHHOM BylacTu CyOBeKToB Poccuiickoit Pesepaiiiu B chepe 0XpaHbI 3J0POBbSI;
B) 3(dekTUBHOE TIJIAHUPOBaHWE M pacxofioBaHHWe (MHAHCOBLIX CPEJCTB, HaIpaB/sieMbIX Ha
3aKyNKy HeoOXOJUMBIX JIeKapCTBEHHBIX TIperapatoB /s obecrieueHWss UMM OOMBHBIX [0 MeCTY
JKUTE/TbCTBA WK MeCTy TpeObiBaHuUs (B C/Tydae ecjid CPOK MpeObIBaHUS MPEBbIIIAeT 6 MecsIieB).

Wndopmaryst 06 U3MeHeHUsIX:

ITyHkm 3 u3meHeH c 25 ¢pespans 2023 2. - [locmaHoeneHue IIpagumenbcmea Poccuu om 15 ¢espans
2023 2. N 229

H3smeHnenus pacnpocmpaHaomes Ha npasoomHoweHus, 803Hukwue ¢ 1 aueapsa 2023 a.

CMm. npedbldyujyto pedakyuio

3. ®enepanbHbBIM perucTp siBisercs (egepanbHOM WHGOPMALIMOHHONW CUCTEMOMW, COCTOsIIIeN W3
PervoHaIbHBIX CerMeHTOB, KOTOPbIe pa3/e/istoTCS Ha TIOZICeTMEHT, COflepyKalliuid CBeJieHHsI 0 OObHBIX B
BO3pacTe 70 18 net, U rojcerMenT, cofiepyKalljiii cBeileHusi 0 OOTBHBIX B Bo3pacTe OT 18 sieT u crapiiie, U
cojieprkalllel CBeJleHus1, IpelyCMOTPeHHbIe MyHKTOM 9 HacToswux [TpaBus.

MuHucTepcTBO 31paBooxpaHeHus: Poccutickoit ®efiepaliyu siB/sieTCs ONIepaTOpPOM 3TOM CUCTeMbI U
obecrieunBaeT ee becriepeboitHOe (PyHKIIMOHHUPOBaHHME.

MuHucTepcTBO 37jpaBooxpaHeHusi Poccuiickoii ®eneparu obecrnieuriBaetT defiepasibHOMY LEHTPY
1 DoHy TIOAJIEPKKYU JIeTel C TSKETbIMU >KU3HEYTPOXKAIOIIUMU U XPOHUYECKUMHU 3a00/IeBaHUSIMU, B TOM
yncie pegkumMu (opdaHHbIMEU) 3aboseBaHusMy, "Kpyr gobpa" goctyn K uHbopMaliuy, cofiepskalieics: B
®efepaslbHOM PErucTpe.

4. OpraHbl rocyfapcTBeHHOW BiacTh cyObekToB Poccuiickoit ®eznepaiiii B cdepe oxpaHbl
370pOBbsSi 00eCIleunBalOT BHECEHHe CBeJeHWd O OO/BHBIX B PervoHabHBIA cerMeHT (PefepanbHOTO
perucTpa B CpPOK, He TIpeBbILAONMNA 5 pabounx AHel co AHs obOpailleHusi 60JILHOTO C YCTaHOB/IEHHBIM
[MIarHO30M B MEJUIIMHCKYIO OPraHM3alfio TI0 MeCTY ero >KUTeIbCTBa WM MecTy mpebObiBaHus (B CTyuae
eCJIM CPOK MpebObIBaHus TIpeBbIliaeT 6 MecsIeB).

BkyitoueHne B pervoHanbHbI cerMeHT @efepasbHOTO pETUCTpPa CBefieHUH O OOJBHBIX
OCYILIeCTB/ISIeTCS MeJULIMHCKOW OpraHu3aljieil 1Mo MeCTy WX JKUTeNbCTBa WIM MecTy mpebObiBaHus (B
C/lyyae ec/i CPOK TipeObIBaHUs TIpeBBIIaeT 6 MecsieB) Ha OCHOBAaHUM MEAWLIMHCKUX JOKYMEHTOB (KX
KOTIMI) WM BBIMMCKA W3 HUX, OTPA)KaloIIUX CBeJileHWss 00 YCTaHOBJIEHHOM /uarHo3e U BbiOope
MEepOTIPUSATHIA TI0 JIeYeHUIO TaljeHTa. BkioueHWe CBefjeHHH O OO/BHBIX C TeMOJIMTUKO-YPeMUYeCKUM
CUH/JIPOMOM, FOHOIIIeCKMM apTPUTOM C CHCTeMHBbIM HadajoM U Mykomnonucaxapujo3om I, IT u VI tunos
OCYIIIeCTB/ISIeTCSI Ha OCHOBAaHMM MEAULIMHCKUX [JOKYMEHTOB WM UX KOMWW W BBINMCKU U3 HUX,
OTpaKaroIIMX CBe/leHusi 00 yCTaHOBJIEHHOM /iMarHo3e YW BbIOOpDe MepONpHUsTUN TI0 JieueHUI0 TalleHTa,
TMO/IyYeHHBIX OT (peZiepanbHON MeIULMHCKOM OpraHu3aLiiu.

5. PerynmuipoBaHue OTHOILIEHUH, CBA3aHHBIX C BefleHeM DejiepaibHOT0 PerucTpa, OCYyILeCTBIISeTCS
B COOTBETCTBUHM C 3aKOHOAaTesnsCcTBOM Poccuiickori @Pepepauun 06 vHpoOpMaryy, WHGOPMAIMOHHBIX
TEXHOJIOTUSIX U O 3al[uTe WHPOPMaLIUK.

Wndopmanyist 06 H3MeHeHUsIX:

ITynkm 6 usmeneH ¢ 25 ¢pespansa 2023 . - [TocmaHosnenue IIpagumenbcmea Poccuu om 15 ¢eepans
2023 2. N 229

H3menenus pacnpocmpaHsomes HA npagoomHoweHus, 8o3HuKwue ¢ 1 sHeaps 2023 2.

CM. npedbldyuwyto peoakyuio
6. MunucrepctBo 3apaBooxpaHeHust Poccurickon ®epepauuu, PepepanpHelid LeHTp, PoHf
TIO/IIeP)KKU JleTell C TsDKeJbIMU >KM3HEYTPOXKaloIIMMU M XPOHUUeCKMMU 3abosieBaHUSIMU, B TOM UHCJIe
peakumu (opdaHHbIMH) 3aboneBanusmH, "Kpyr mobpa" v opraHel roCyapCTBEHHOHN B/IaCTU CYyOBEKTOB
Poccuiickoii ®efepariiii B cepe OXpaHbl 370POBbsi 00eCIieUuMBalOT KOH(UAEHIMATbHOCTb CBeJeHUH,
copepxawmuxcsa B denepabHOM perucTpe, a TakKKe XpaHeHHe U 3alUTy TaKUX CBeJleHUM B COOTBeTCTBUU
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¢ ®enepanbHbIM 3aKOHOM 'O TepCcoHa/IbHBIX JaHHbIX .

7. Pasmerienre uHpopmaiuu B PefepasibHOM pETUCTpPe OCYIIEeCTB/STCS C TMpHUMeHeHHeM
YCHIEHHOW KBa/TM(PULIMPOBAHHOM 3/IEKTPOHHOM MOAIMCH B COOTBeTCTBUH ¢ PezmepanbHbIM 3akoHOM "O6
3JIEKTPOHHOM noAnuvcu".

8. denepanbHbIA PErucTp BeeTCS B 37eKTPOHHOM BHZle C TIPUMEHeHHEeM aBTOMaTH3WPOBaHHOMN
CUCTeMbl TIyTeM BHECEHUS PervCTPOBOM 3aluCu C TIPUCBOEHHEM YHUKaJbHOTO HOMepa pPerucTpoBOU
3aITMCH U YKa3aHHEM []aThl ee BHeCeHUsl.

[Tpu BHeCeHUM U3MEHEHHWH B CBe/IEHUSI 0 OOIbHOM /[IOJDKHBI ObITh COXPaHEHbI YHUKATbHBIM HOMEp
PEerucTpoBOM 3aryCy U UCTOPHYSI BHECEHHUST U3MeHeHUH.

9. ®enepanbHBIA PETUCTP COZEPKUT CIeAYIOLIe CBe/IeHUs:

a) CTPaxOBOW HOMED WHAWBU/YaTbHOTO JIMIIEBOTO cueTa OONBHOTO B CHUCTeMe 00s13aTe/lbHOrO
TeHCUOHHOTO CTpaxoBaHUsI (TIPU HaJTMUUN);

0) dhbamunms, UMs1, OTUECTBO OOJTBHOTO, a TaKXKe (haMUHs, JaHHAs! PH POXKIEHWH;

B) JlaTa poxieHus1 60IBbHOTO;

r) 110J1 00TBHOTO;

) aZipec MecTa )XKUTeIbCTBA WK MeCTa NpeObIBaHus (B C/Tyyae eC/IU CPOK MPeObIBaHUS TIPEBbIIIAEeT
6 wmecsiteB) OonbHOTO (C yKazaHueMm Kkojga mo OOijepoccuiickoMy Kiaccu(ukaTtopy 0OBeKTOB
aZIMUHUCTPAaTUBHO-TEPPUTOPUAILHOTO JieJieHus);

e) cepus M HOMep TacmopTa (CBUeTeNbCTBA O POXKIAEHUM) WM YAOCTOBEPEHHsl JINYHOCTH
00J/IHOTO, a TaK)XKe ZIaTa BbIZIAUM YKa3aHHBIX JJOKYMEHTOB,;

)K) Cepyisi U HOMep ToJivca 00si3aTe/TbHOT0 MeAULIMHCKOTO CTpaxoBaHUs 60/IbHOTO U HAMMeHOBaHHe
BbIZIaBIlIeli er0 CTPaXxoBOM MeIULIMHCKOW OpraHu3alluy;

3) uHdopMalys 06 UHBAIUAHOCTH (B C/Tyuae YCTAHOBJIEHUS IPYTIITbI MHBAUAHOCTH UM KaTeropuu
"pebeHOK-UHBATUA'");

1) auarHo3 3abosieBaHusl (COCTOSIHUS), BK/IIOUAsl €ro Kof 1o MexXIyHapOJHOM CTaTHCTHYeCKOH
K1accudukaipm Oosie3Helt ¥ mpo6sieM, CBSI3aHHBIX CO 3[0POBBEM, a TaKXkKe Jara OCMOTpa OOJBbHOTO M
JJaHHbIe O TUHAMUKE COCTOSTHUS;

K) uHboOpMalusi O MeQUIIMHCKOM opraHv3aluu (HauMeHOBaHHe, OCHOBHOM TOCY[apCTBEHHBIM
perucTparioHHbIi HOoMep, Koj 1o O6I1epoCcCHiickoMy KiacCU(UKATopy TIPeATIPUSTUNA W OpraHu3al[ui),
BbIZIaBIIIel HalpaB/ieHe Ha BK/IIOUEeHHe CBeleHUH 0 00/bHBIX B DefepanbHbIi perrcTp (HarpasjieHue Ha
BHeceHHe M3MeHeHUN B CBeZleHUs], cofiepykalluecsi B deepaibHOM peructpe (Jjanee - HarpaB/ieHHe), a
TaKKe wu3BellleHWe 00 WCKIIOUeHUHW CBefleHUd O OonbHbIX u3 DefepanbHOro perucrpa (manee -
r3BelleHue);

1) Aarta BK/IIOUEHUsT CBeIeHUH 0 OOJIbHOM M JlaTa BHECEHWs W3MEHEeHWH B CBe/leHUs 0 O0/IbHOM B
®deniepa/ibHbIN PETUCTP;

M) UH(OpMalLUsi 0 Ha3HaueHUU JIeKapCTBeHHBIX TperapaToB;

H) wuHbopMarMss 00 OTIyCKe JIeKapCTBEHHBIX TMperapaTtoB (Jara Hadasa obecrieuyeHust
NleKapCTBEeHHBIMU TperapaTamMu U (hakTUueCKUid OTITyCK JieKapCTBEHHBIX MPeraparoB);

0) fAara TIPUHATUS pellleHWss 00 OKOHYaHWM oO0ecriedeHUs] JIeKapCTBeHHBIMU TIperiapaTaMy C
yKa3aHueM TIpUUrHbI (Bbie3/ 3a ripefienbl Poccuiickoit ®ejepaliiy Ha MOCTOSIHHOE MeCTO YKUTe/IbCTBA WU
MecTo TipeObiBaHUSI (B Cydyae ec/id CPOK TIpeObIBaHMs TpeBbIIIaeT 6 MecsieB), CMepTb O0/bHOTO,
OTCYTCTBUe TOKa3aHWM K Ja/ibHeMIlieMy TpueMy JieKapCTBEHHOTO TIperiapara) U O repefiaue CBe/leHUN B
apxuB ®PesiepasbHOTO PETUCTPa;

n) uHbopMalusi 0 BKIHOUeHUH OosibHOro B PesiepasbHBIA PETHUCTp /ML, UMEIOIIUX TPaBO Ha
MOJTyyeHWe TOCYJapCTBEHHOW COL[MA/IbHOW TIOMOIIW, W UWHBbIE PETUCTPbI, TIPeAyCMOTPeHHbIe
3aKkoHozaTenbcTBoM Poccuiickoii desepaun, B 1Lesisix oOecrieueHust JieKapCTBeHHBIMU TIperiapaTamMy 3a
cueT OrOKeTOB Oro/pKeTHOM crcTeMbl Poccuiickoit deneparivy;

P) YHUKa/IbHBIM HOMEP PerucTpOBOM 3alMCH;

C) BBIMTMCKA W3 MEIULMHCKOM JOKyMeHTaluy OO0MBbHOTO, cojeprKalljasi CBe/IeHUs] 0 Ha3HAYeHUU U
WCTI0/Th30BaHUM JIEKaPCTBEHHBIX TTpPeraparos;
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Wndopmanyst 06 M3MeHeHUsIX:

ITynkm 9 donoaHeH noonyHkmom "m" ¢ 25 ¢pespana 2023 2. - IlocmaHosneHue I[Ipasumenbcmea
Poccuu om 15 ¢pespans 2023 2. N 229

H3meHenus pacnpocmpaHaiomes Ha npagoomHoweHus1, 803HuKwue ¢ 1 sHeaps 2023 2.

T) UCTOUHUK (DMHAHCHUPOBaHUSI TPUOOpeTeHNs JIeKapCTBEHHBIX TIPerapaToB.

10. B cnyuae ycTaHOB/ieHUsi AuarHo3a 3a0oseBaHusi (COCTOSIHUSI), yKa3aHHOTO B MyHKTe 1
HacTosiux [1paBus, UM u3MeHeHUs CBe/leHWH, yKa3aHHBIX B MOAMYHKTax "a" - ")" MyHKTa 9 HacTOsIIUX
[TpaBws1, MeAUIIMHCKYE OPTaHU3ally, B KOTOPBIX 00J/TbHBIE HAXOASATCS 110/, MEIULIMHCKUM Hab/IIofieHUeM, B
CPOK, He TpeBbIIaLuMi 3 pabounx AHel co aHS obpailjeHust O0BHOTO C YCTAHOB/IEHHBIM TUAarHO30M B
MeULIMHCKYI0 OpPraHW3alldi0 0 MeCTy JKUTeNbCTBA WM MeCTy IpeObiBaHUsI (B C/lyuae ec/iM CPOK
nipeObIBaHUS TPEBBIIIAeT 6 MeCsIeB), MPeJCTAB/SIOT B 37IEKTDOHHOM BHZe WM HAa OyMa)KHOM HOCHUTeJie
HarpaB/IeHus] ¥ M3BELeHUsT B OpraH TOCYAapCTBEHHOU BiacTH cyobekTa Poccutickoit deneparu B cdepe
OXpaHbl 3[]0pOBbsSl 1O (opMe U B TOPsKe, KOTOpble yTBep)KJAeHbl MUHHUCTEDPCTBOM 3/paBOOXPaHeHMUs
Poccutickoit deneparym.

11. [Ona 3ano/HeHWsT perruoHasbHOro cermeHra ®denepasbHOrO perucTpa OpraHu3alvy,
OCYLLeCTB/ISIIOLLME OTITyCK JIeKApCTBEHHBIX IpenapaToB, Ha3HaUeHHBIX JlevyallliM BpauoM B COOTBETCTBHUHM C
rpefyCMOTPEeHHBIM TOANYHKTOM "a" myHKTa 2 Hactodawmx [IpaBui mepeuHeMm, [0 5-TO 4YMC/Ia KaXkgoro
Mecsilia TIPe/ICTaB/SIOT B OPraHbl TOCYAAPCTBEHHOU BacTH CyOneKToB Poccutickoit ®enepary B cdepe
OXpaHbl 3/I0POBbSI B 3/IEKTPOHHOM BHjle WM Ha OyMaKHOM HoOcuTesie CBefeHWsI 00 OTMYII|eHHBIX 3a
TNpe/iI1eCTBYIOLMI MeCsL] JIeKapCTBeHHbIX peraparax.

12. B cnyuae ecimv cBefieHus, NpeAyCMOTpeHHble MozamnmyHKramu "a", "x" u "m" nyHkra 9
Hactosiux I[IpaBus, He TpeACTaB/leHbl B OPraHbl TOCYAApPCTBEHHOW BJACTH CyOBbeKTOB Poccuiickoit
@enepalii B cpepe oxXpaHbl 3710pPOBbs, YKa3aHHbIE OpraHbl B/IACTHM CaMOCTOSITEIbHO 3arpalivBaloT 3TU
CBeJIeHUsI B TOCYJapCTBEHHBIX BHEOO/PKETHBIX (DOH/AX.

Ceesienusi o 0OosbHOM (HampaB/ieHUs, W3BeIllleHUs), TIpe[CTaB/sieMble B 3JIEKTPOHHOM BUJE,
MOJ|/Ie)KaT 3aBepeHUI0 3/1eKTPOHHOU TMOJMMCHI0 JO/DKHOCTHOTO /ML OpraHa TrOCy[apCTBEHHOW B/IacTH
cyowekTa Poccutickoii depepaiivy B cepe OXpaHbI 3[0POBbSL.

13. B cyuae Bble3zia 60/ILHOTO 3a TIpefiesibl TeppuTopru Poccuiickoit defepariiv Ha TIOCTOSIHHOE
MECTO >KUTebCTBAa WM MeCTO TIpeObIBaHUs (B C/lydae ecii CPOK MpebObIBaHMs MpeBbIIaeT 6 MecsieB), a
TakK)e B CJlyuae CMepTH O0/IbHOTO CBeJleHUsI O HeM T0/i/ie)KaT apXUBUPOBAHHUIO.

YTBEP)X/EHbBI
rioctaHoB/ieHreM IlpaBuTeIbCTBA
Poccuiickon ®egepanuu

ot 26 Hos10ps1 2018 . N 1416

Ilepeuenn
yTpaTuBLIux ciuiy akToB IIpaBuTenbcrBa Poccuiickoit @eaepanuu

1. TMoctaHoBnenue IlpaBurensctBa Poccuiickoit ®eneparu ot 26 gekabps 2011 r. N 1155 "O
3aKyTKax JieKapCTBeHHBIX IperaparoB, MpeiHa3HaueHHbIX /1715 obecrieueHus Jnl], OOMBbHBIX reMohuIvet,
MYKOBHCLIU/I030M, TUTIO(U3apHBIM HaHU3MOM, Oosie3HbI0 Tollle, 3/10KaueCTBEHHBIMU HOBOOOPAa30BaHUSIMU
nuMGbOUIHOM, KPOBETBOPDHOW U POJICTBEHHBIX WM TKaHeM, pacCessHHbIM CK/Iepo30M, JMI] TI0Ce
TPaHCIUIaHTaIMK opraHoB U (wim) TKaHel" (CobpaHue 3akoHojaTenbcTBa Poccutickoii @eneparum, 2012,
N 1, ct. 186).

2. TlocraHoBnenue IIpaButenbctBa Poccuiickori ®Dezpepanmu ot 26 ampens 2012 1. N 404 "O6
yTrBep>kaeHun IIpaBun Benenust @efepasbHOTO PerucTpa Jini, O0IbHBIX TeMo(uIrei, MyKOBUCLIHI030M,
runodu3apHbIM HaHU3MOM, Oosie3HbIO [Ollle, 3710KaueCTBEeHHLIMM HOBOOOpAa30BaHUSIMU JIUMGOUIHOM,
KPOBETBOPHOW U POACTBEHHbIX UM TKaHel, paCCesiHHbIM CK/IePO30M, JIUL] M0C/Ie TPAHCI/IaHTALIMA OpPraHoOB
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1 (w) TkaHei" (CobpaHue 3akoHozAaTenbcTBa Poccmiickoit denepariuy, 2012, N 19, 1. 2429).

3. Ilyuktel 176 u 190 u3meHeHMi, KOTOpble BHOCATCS B akThl [IpaBuTenncTBa Poccutickon
@esepalii TI0 BOTMpOCaM JesiTeTbHOCTM MUHHUCTEPCTBa 37paBooxpaHeHusi Poccuiickort Penepariyu,
yTBepXK/IeHHbIX TIoCcTaHOBeHeM [IpaButenbcTBa Poccutickoit Penepariuu ot 4 centsiops 2012 . N 882
"O BHeceHWU U3MeHeHUN B HeKOoTopble akThl [IpaBuTesnbcTBa Poccuiickoit Pefiepaliv 1Mo BOIpoOCam
JesTeTlbHOCTH MuHHUCTepCTBa 371paBooxpaHeHust Poccutickoit @epepanyn” (CobpaHue 3aKOHO/ATe/TbLCTBA
Poccutickoit ®eneparuu, 2012, N 37, ct. 5002).

4. TlocranoBnenue IlpaBurtenbctBa Poccuiickori ®epepanuu ot 24 ampens 2015t N 389 "O
BHECEHWU W3MeHeHHH B rocTaHoB/eHue [IpaBurenscTBa Poccutickoit @eneparun ot 26 mekabpst 2011 T
N 1155" (Cobpanue 3akoHozarenbcTBa Poccuiickoii ®eneparyu, 2015, N 18, ct. 2709).

5. TlocraHoBnenue IIpaBuTenbcTBa Poccuiickoit Pepepaumu ot 9 ampens 2016t N 288 "O
BHeceHUM u3MeHeHuidd B IIpaBuia Benenusi desepasbHOrO peructpa Jui, OONMBHBIX TeModuIHer,
MYKOBHUCLIUZI030M, TUTIO(U3apHBIM HaHU3MOM, Oosie3HbI0 [o11ie, 3/10KaueCTBeHHBIMH HOBOOOPa30BaHUSIMU
mUMQOUTHOM, KDOBETBOPHOW U POJACTBEHHBIX WM TKaHel, pacCessHHbIM CK/ep030M, ML T[Ooc/e
TPaHCIIAaHTAI[MM OpraHoB U (1in) TKaHel" (CobpaHue 3akoHOaTebCcTBa Poccuiickoii ®epeparum, 2016,
N 16, cT. 2225).

6. TlocraHosnenue IIpaButenbctBa Poccuiickoii ®Penepaumu ot 11 aBrycra 2016 . N 784 "O
BHECEHUM U3MEHEHHWH B roctaHoB/ieHWe [IpaButenbcTBa Poccuiickoit @epepaiyu ot 26 mekabpst 2011 r.
N 1155" (Cobpanwue 3akoHoaTeibcTBa Poccutickoit @epeparyum, 2016, N 34, ct. 5242).

7. TlocraHonenue IlpaButenbctBa Poccutickont @epepauuu ot 17 anpensi 2017 r. N 457 "O
BHeCeHUU u3MeHeHWU B Ilosio)keHWe O 3aKyIlKax JieKapCTBEHHBIX IMperaparoB, MpeJHa3HaueHHBIX [/
obecrieueHust 1], 6OTBHBIX TeMOQHIHEN, MYKOBHUCIIMZ030M, TUTIO(GU3apHBIM HAHKW3MOM, Oosie3Hbto [orire,
3/I0KaueCTBEHHBIMA HOBOOOpPa30BaHUSMM JTMM(OUIHONW, KPOBETBOPHOM MW POJCTBEHHBIX WM TKaHeH,
pacCessHHBIM  CK/JepO30M, JIMI[ TIOC/e TpaHCIUIaHTalMu opraHoB W (wm) TkaHel" (CobpanHue
3aKoHoaTenbcTBa Poccuiickont ®@eneparuy, 2017, N 17, ct. 2577).
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