IMPABUTEJILCTBO POCCHUVMCKON ®EJIEPALIMN
IIOCTAHOBJIEHMUE

ot 7 Hos10pst 2023 . Ne 1870

MOCKBA

O BHeceHMHU M3MeHeHUI B mocTtanoBaenne [IpaBurenbcTBa
Poccuiickoii ®enepannu ot 3 anpess 2020 r. Ne 441

IIpaBurenbcTBO Poccuiickon @enepaimn 10 CTAHOBJA A €T :

l. YTBepauTs  mpunaraeMeleé = HM3MEHEHUS,  KOTOpPbIE  BHOCATCS
B noctaHoBieHue IIpaBurenscrBa Poccuiickoit @enepanuu ot 3 anpens 2020 r.
Ne 441 "O6 ocoOeHHOCTSIX OOpalieHHs JEKApCTBEHHBIX TPENapaToB s
MEJIUIIMHCKOTO TPUMEHEHHUS, KOTOpbIE TpEeIHA3HAYEHbI IS TPUMEHEHUS
B YCIOBHUSX Yrpo3bl BO3HUKHOBEHHUS, BO3HHKHOBEHHS U JIMKBHAAIMU
Ype3BbIYAMHON CUTYalluu U JUIsl OPTaHU3AIMU OKa3aHHUsl MEIUIIMHCKOW TOMOIIU
JulaM,  TMOCTPaJaBIIMM B pe3yJIbTaT€  YpE3BBIYAWHBIX  CUTyaluu,
MPEeAYNPEKACHUST UYPE3BBIYAMHBIX CUTyalMi, NPOPUIAKTAUKH U JICYCHUS
3a00JieBaHUM, MPECTABISIONIUX OMACHOCTh IS OKPYXKAIOMIMX, 3a00JIeBaHUMN
U TOpaXEeHHH, TOJYYCHHBIX B PE3yJIbTaTe BO3JCHCTBUA HEOIArompUsITHBIX
XUMUYECKUX, OHOJOTHYECKUX, paauanmoHHbix  ¢akrtopoB"  (CoOpanue
3akoHoqarenbcTBa Poccuiickont ®eneparnuu, 2020, Ne 15, ct.2295; Ne 37,
cT. 5711; Ne 48, ct. 7718; 2021, No 47, c1. 7864; 2023, Ne 1, ct. 335).

2. YCTaHOBUTH, UYTO:

PErUCTpPAllMOHHBIE YIOCTOBEPEHUS! JIEKAPCTBEHHBIX IMPENApaToB s
MEIUIIMHCKOTO TPUMEHEHUsI CO CpokoM JeicTtBuUs a0 1 siHBaps 2024 r.,
BBIJJAHHBIE B COOTBETCTBUM C TocTaHOBIeHHEeM I[lpaBurensctBa Poccuiickoi
®eneparuun ot 3 ampenst 2020 r. Ne 441 "OO6 ocoOeHHOCTSX oOOpalieHus
JIEKapCTBEHHBIX MpENapaToB Ui MEAHMIMHCKOTO TPUMEHEHHs, KOTOpbIE
MpeJHa3HAYEeHbl I TNPUMEHEHUS B YCJIOBUSAX YIPO3bl BO3HHUKHOBEHMS,
BO3HUKHOBEHUS W JINKBUJAIIMU YPE3BBIYAHHON CUTYyallUd W JJIs OpPraHU3AIUU



OKa3aHWs MEAULIMHCKOM TIOMOINM JIMIAM, IIOCTPaJaBIINM B pPeE3yJIbTATE
YpE3BBIYAWHBIX CUTyallud, NPEAYNPEKICHUS YpPE3BbIYAMHBIX CHUTYAIUH,
npo(UIAKTUKA W JIeYEHHUs 3a00JeBaHUM, MPEACTaBISIONIMX OMACHOCTH IS
OKpY)XaroIlux, 3a00JeBaHMN H TOPaXEHWH, TOMYyYEHHBIX B peE3yJbTare
BO3/ICHCTBHUS HEOIArONPUATHBIX XUMHUECKHX, OMOIOTHUECKUX, PaIHarliOHHbBIX
daktopoB" (manee - mocranomieHue lIpaButenscTBa Poccuiickoit @eneparm
or 3 ampens 2020 r. Ne 441) nmo nHS BCTYIUIGHHSI B CHJIy HACTOSILETO
MMOCTAHOBJICHUS, JNEUCTBUTENbHBI 10 | sHBaps 2025 r. U moayiexaT 3aMeHe
MunuctepctBoM 3apaBooxpanenusi Poccwiickoir @Penpepamuu 10 1 gexabps
2023 1. 0e3 TPOXOXKACHUS TMPOLEAYpbl TOCYJIAPCTBEHHON pETUCTpaIuu
B OTHOILLIEHUH COOTBETCTBYIOIINX JIEKApCTBEHHBIX IIPENapaToB
JUIST MEIMIMHCKOTO IPUMEHEHUS C BHECEHHWEM COOTBETCTBYIOIIMX 3alMUCEN
B TOCYIApCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB I MEIMIMHCKOTO
MIPUMEHEHUS;

pasperieHusl Ha BpeMEHHOE oOpalieHre cepuu (IMapTuu) JIeKapCTBEHHOTO
npenapara, He  3apeructpupoBaHHoro B Poccumiickoit =~ @enepanuu
M Pa3pelICEHHOrO0 Ui MEAUUMHCKOTO IIPUMEHEHUS Ha  TEPPUTOPUHU
MHOCTPAHHBIX TOCYAApCTB YNOJHOMOYEHHBIMH OpraHaMH COOTBETCTBYIOIIHUX
MHOCTPAHHBIX TOCYAAapCTB, BBIIAHHBIE B COOTBETCTBHHM C ITOCTAHOBIICHUEM
IIpaBurenscTBa Poccuiickorn @enepanuu ot 3 anpens 2020 r. Ne 441 no aus
BCTYIUICHHS B CHJIy HACTOSILIErO IMOCTAHOBJICHUS, JEHCTBUTENBHBI 10 1 sHBaps
2025 1. u nomnexar 3amene a0 31 pgexaOps 2023 r. mo 3asBICHUIO
IOPUJIMYECKOTO JIMIla, JEHUCTBYIOIIETO B COOCTBEHHBIX HHTEpecax WU
YIIOJJHOMOUYEHHOTO TPEACTABIATh HHTEPECHl APYroro IOPHUIAWYECKOTO JIULA,
Ha UM KOTOPOTO BBIJAHO COOTBETCTBYIOLIEE Pa3pELICHHE, MPEACTABICHHOMY
B MunucrepctBo 3apaBooxpaHeHuss Poccuiickonr ®epepanuu B CPOK
no 1 pexabpst 2023 r., ¢ BHeceHMEM MUHUCTEPCTBOM 3IPABOOXPAHECHUS
Poccniickoit denepauu COOTBETCTBYIOIINX HW3MEHEHWW B PEECTP BBIIAHHBIX
pa3pellieHrii  Ha BpeMEHHOe oOpallleHHe yKa3aHHOW cepuu (MapTUH)
JIEKapCTBEHHOTI'O MPEIapara;

pelmeHns 0 TOCYAapCTBEHHONW PETUCTPALMU PEACIBHBIX OTIYCKHBIX LEH
IIPOM3BOJIUTENIEN HA JIEKAPCTBEHHBIC IPENAparThl, BKIIOUYECHHBIE B INEPEUYECHBb
KU3HEHHO HEOOXOOUMBIX M BaXXHEWIIUX JIEKAPCTBEHHBIX MPENapaTos,
IIPUHATBIE B COOTBETCTBUM C IOCTaHOBIEHHEM lIpaBurensctBa Poccuiickon
@enepanun ot 3 anpens 2020 r. Ne 441, cpok AEHCTBHS KOTOPBIX HCTEKAET
no 1 suBaps 2024 r., nerictButenbHsl 10 | ssaBaps 2025 r.



3. MuHucCTEPCTBY 3ApaBOOXpPAHEHUSA Poccutickon denepanuu
1o 1 nexabps 2023 r. BHECTH B COOTBETCTBUU C ab3alleM YETBEPTHIM ITyHKTA 2
HACTOSIIIET0 MOCTAHOBIICHUS U3MEHEHUS:

B IIPUKa3bl O TOCYJAPCTBEHHOW PETUCTpPAlUU NPENESbHBIX OTITYCKHBIX
LIEH IPOU3BOJIUTENIEH Ha JIEKAPCTBEHHBIEC NIPENapaThl, BKIOYEHHBIE B IIEPEUCHb
KU3HEHHO HEOOXOJUMBIX M BaXHEHIINX JIEKAPCTBEHHBIX TMPENapaTroB
(BmagenbiaM  (AepkaTessiM) — PETUCTPALMOHHBIX  YJIOCTOBEPEHUN  TaKUX
JIEKapCTBEHHBIX MpenaparoB (YIMOIHOMOYEHHBIM MMM JHIaM) MUHHCTEPCTBO
3apaBooxpaHeHus Poccuiickoit @eepaniiy HaNpaBisAeT BBITUCKA U3 YKA3aHHBIX
MIPUKA30B);

B PEECTpPOBBIE 3alMCH TOCYJAPCTBEHHOI'O peecTpa MpeaelbHbIX
OTITYCKHBIX II€H MPOU3BOJUTENEN HA JEKAPCTBEHHbBIE MPENapaThl, BKIOYEHHBIE
B IIEPEUYECHb IKU3HEHHO HEOOXOJMMBIX M BAXKHEUIIUX JIEKAPCTBEHHBIX
IpenaparTos.

AOKYMEHT MOAMUCAH
SNEKTPOHHOW MOAMUCHIO

[Ipencenarens [IpaBurenscTBa
Poccuiickoii denepanuu ecmTaen .07 0a.3005 10 0.06.2028 M.Mutyctiun

Bnaaenel: MpaButeabcTBo Poccuiickoi
Depepaumm




YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 7 Hos10pst 2023 r. Ne 1870

NM3MEHEHMUiI,

KOTOpbIe BHOCATCS B noctaHoByenne [lpaBurenbcrBa
Poccuiickoii ®exepaunu ot 3 anpeas 2020 r. Ne 441

"

l1.B nyHkre 5 cnoBa
"mo 1 suBaps 2025 r.".

2.B  ocoOeHHocTsiXx  oOpamieHuss  JIEKapCTBEHHBIX  IIPEnaparoB
IUIST MEIUIIMHCKOTO MPUMEHEHUs, KOTOpble MpPEeIHA3HAYEHbl NI TPUMEHEHUS

no | suBaps 2024 r." 3aMeHUTH CIIOBAMU

B YCIOBHUSX Yrpo3bl BO3HUKHOBEHHUS, BO3HHKHOBEHHS U JIMKBHAAIIUU
Ype3BbIYAHON CUTYalluu U JUIsl OPTaHU3ANN OKa3aHHs MEIUIIMHCKOW MOMOIIU
aulaM, — [OCTPaJaBIIMM B pe3yJibTaT€  4Ype3BbIYAWHBIX  CUTyaluu,
MPEeAYNPEKACHUST UYPE3BBIYAWHBIX CUTYyalWi, NPOPUIAKTAKH U JICYCHUS
3a00yieBaHUM, MPECTABISAIONIUX OMACHOCTh JJIS OKPYKAIOIINX, 3a00JIeBaHUMN
U TOpaXEeHHH, TMOJYYEHHBIX B pPE3yJIbTaTe BO3JEHCTBUA HEOIArompUsITHBHIX
XUMHUYECKUX, OHOJOTUYECKUX, PATUAIIMOHHBIX (HAKTOPOB, YTBEPIKIACHHBIX
YKa3aHHBIM IOCTAHOBJICHUEM:

a) B ab3arie TperbeM myHkTa 14 cnoBa "mo 1 suBapsa 2024 r." 3amMeHUTH
cinoBamu "no 1 suBaps 2025 r.";

0)B myukre 17> cioBa "1 nekabps 2023 r." 3aMEHUTh CIOBaMH
"1 nexabps 2024 r.";

B) ITyHKTHI 18 1 19 U3II0KUTH B CIENYIONIEN pelaKInu:

"18. Ilpu Ype3BbIYAaHOU CUTYyaluu MunuctepcTBO BBIJIAECT
pasperieHrue Ha BpeMeHHoe oOpamienue 0 1 suBapst 2025 r. cepuun (maptun)
JEKapCTBEHHOI'0 IIpemapaTa, He 3aperucTpupoBaHHOro B  Poccuiickoi
denepanuu U pazpelIeHHOTO JJIs MEAUIUHCKOTO NMPUMEHEHUS Ha TEPPUTOPUH
MHOCTPAHHBIX TOCYAapCTB YIOJHOMOYEHHBIMH OpraHaMU COOTBETCTBYIOIIHUX
MHOCTPAHHBIX TOCYAapCTB, a TaKKe€ HE MMEIOIIEro 3aperuCTPUPOBAHHBIX
B Poccuiickonn ®enepanyu aHaJOroB IO TEM K€ JICUCTBYIOLIEMY BEILIECTBY
U JIEKapCTBEHHON QopMe MO0 HMEIOIIEr0 aHAJIOTH 3apEeTUCTPUPOBAHHBIX
B Poccuiickoii @enepannu 1€KapCTBEHHBIX IIPENAPATOB ¢ OJHUM ACHCTBYOIIUM



BEIIECTBOM M B OJHON JIEKapCTBEHHON (hopMe, MPOTHO3UPYEMBIE OOBHEMBI
MOTPeOJICHUST B YCJIOBHSIX YPE3BBIYAMHONW CHUTYallud KOTOPBIX MPEBBIIIAIOT
MPOTHO3UPYEMbIe OOBEMBI WX BBO3a WJIM MPOW3BOACTBA B Poccuiickoit
®denepanuu (ganee - pa3peiieHrue Ha BpEMEHHOE o0palieHue).

19. Pa3penienue Ha BpeMEHHOE OOpallleHHe BbIIAeTCsi MUHUCTEPCTBOM
Ha OCHOBAaHMU 3aKJIFOYEHHS MEKBEIOMCTBEHHOM KOMHUCCHUU [0 BOIPOCY
MPUHATUS PEUICHUSI O BO3MOKHOCTH BPEMEHHOI'O OOpAIllEHUs JIEKAPCTBEHHOTO
npenapara sl MEJUIUHCKOIO TPUMEHEHHs, KOTOPBIA MpeaHa3HaudeH IS
MIPUMEHEHUS B YCIOBHIX UYPE3BbIYATHON CUTyalluy (J1ajiee - MEKBEIOMCTBEHHAS
KoMuccus). B coctaB MeXBEAOMCTBEHHOW KOMHCCHHM BKJIKOYAKOTCA B TOM
yrcne npenactasutenu  DepepanbHOM  TamMOKeHHOW — cmykObl.  CoctaB
MEXBEJIOMCTBEHHON KOMHUCCHH, IOJIOKEHUE O HEH, MOPAJIOK €€ JIeATEeJIbHOCTH,
TpeOOBaHMS K KBATU(DUKAIINNA W OMBITY PAOOTHI, MPEIBABISIEMbIE K IKCIIEpTaM
MEXBEJIOMCTBEHHONM KOMHCCHH, TOPSAOK OpraHu3alid W PacCMOTPEHHS
JOKYMEHTOB, dbopmMa  3aKIIOYEHUS ~ MEXKBEIOMCTBEHHOM  KOMHCCHH
O BO3MOYKHOCTH (HEBO3MOXXHOCTH) BBIIAaUM pa3pelieHus] Ha BPEMEHHOE
oOparieHue ycTaHaBIMBarOTCsI MUHUCTEPCTBOM. ",




