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MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
PACMNOPAXXEHWE
OT 16 AMNPENA 2024 T'. Ne 938-P
MOCKBA

1. YTBEpAnTb Npuaaraemble NU3MEHEHUS, KOTOPbIe BHOCATCS B pacrnopsxeHue lNpasuTtenbcTBa Poccninckon
®epepaumm ot 12 okTabpsa 2019 r. Ne 2406-p (CobpaHue 3akoHoAaTeNbCTBa Poccuinckon ®enepauun,
2019, Ne 42, cT1. 5979; 2020, Ne 18, cT. 2958; Ne 42, cT. 6692; Ne 48, cT. 7813; 2022, Ne 1, cT. 277; Ne 14, CT.
2331; Ne 35, cT. 6191; Ne 42, cT. 7205; 2023, Ne 1, cT. 370; Ne 25, cT. 4613).

2. HacToswee pacnops»keHune BCTynaeT B CUY NO NCTEYEHUN 2 MeCsLLEB CO AHSA ero ohmumnaabHOro
onybankKoBaHus.

Mpencepatens NpaBuTenbCcTBa
Poccuinickon ®epepaummn M.MuwycTnH

YTBEP)X[EHbI

pacnops>xeHuem lNpaBnTenbCTBa
Poccuinckon ®epepauun

oT 16 anpens 2024 r. Ne 938-p

W3MEHEHUA,
KOTOpble BHOCATCA B pacnopsixeHue MNMpasutensctBa Poccuinckon ®epepauum ot 12 oktabpsa 2019 r. Ne
2406-p

1. B npunoxeHun Ne 1 K ykazaHHOMY pacnopsKeHuio:

a) no3uuuio, Kacawluytoca JO1DE, n3noxuTb B Cienyowen pegakumm:
"J01DELedanocnopuHbl 4-ro nokoneHnaLeMenuMnopoLLoK 418 NPUroToBAEHNS pacTBopa AN14
BHYTPUBEHHOI0 1 BHYTPUMbILLIEYHOI O BBEAEHUS;

MOPOLLUOK A5 MPUrOTOBIEHNSA PaCcTBOPa 418 BHYTPMMbILLEYHOrO BBELEHUS

uedenum + [cynbbakTaM]nopoLloK A9 NPpUroTOBAEHNS pacTBOpPa AN BHYTPUBEHHOMO U
BHYTPMMbILLEYHOrO BBEAEHNS";

6) nosumumio, Kacatowytocs JOSAR, U3N0XUTb B CIeAYIOLLEN peaakumum:

"JO5ARKOMBUHMpPOBaHHbIE MPOTUBOBUPYCHbIE NpenapaThl AN nedeHnsa BUY-nHdekumnabakasup +
NaMnBYANHTABNETKMN, NOKPbITbIE NAEHOYHON 060/104KO0N

abakaBup + 31MJOBYANH + NamMnBYAUHTABNETKN, MOKPbITbIE NAEHOYHON 060104KON

bukTerpaBsup + TeHodoBUP anadeHamMng + sMTPULUTAOMHTAONETKN, NOKPLIThIE NJIEHOYHON 060104KOW
[OPaBUPUH + NamMnBYOUH + TeHOMOBUPTAbNETKN, MOKPbITbIE NAEHOYHON 060104KONA

3UA0BYANH + NaMUBYAMHTAbNETKM, NOKPbLITbIE MAEHOYHOM 060104K0N

kobuumucTaT + TeHodoBMpa anaeHamMna + 3NBUTErPaBup + IMTPULMTAONHTabNETKN, MOKPbITHIE
njaeHo4Hon 060104KOM

NamMnByauH + ocdhasnatabneTku, NOKPbITbIE NAEHOYHON 0607104KON

JIONUHABUP + PUTOHABUPPACTBOP 415 NPUEMaA BHYTPb;

TabneTkun, NOKpbITbIE MEHOYHON 060104KOW

PUANUBUPUH + TEHOMOBUP + IMTPULNTAOUHTABNETKKN, NOKPLITbIE NAEHOYHON 060/104KON
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TeHOOBUP + 31CYNbdABUPUH + IMTPULNTAOUHTABNETKKN, NOKPbITbIE NAEHOYHON 060104K0N";

B) no3uumio, kKacatowytocs LO3AB, n3n0XnTb B CIeAyOLLEN pefakunn:
"LO3ABMHTepthepoHbIMHTEPMEPOH anbdaresb 419 MECTHOIO U HAPYXKHOr0 NPUMEHEeHNs;

KarnJv Ha3anbHble;

CNpen Ha3aNbHbI L03UPOBAHHbIN;

JvounansaT onsd NnpuroToBsieHnsa pacTeopa

AN1S1 BHYTPUMBILLIEYHOT 0, CYOKOHBIOHKTNBAIbHOIO BBEAEHWS U 3aKaMblBaHWUS B ras;

monansaT 4N NPUroTOBJIEHUSA PacTBOpa O/ MHTPaHa3albHOr0 BBEAEeHNS;

nmonansaT 4Na NPUroTOBJIEHUS PacTBOpa A8 MHTPaHa3aAbHOr0 BBEAEHUS U UHTanauuni;
monansaT 4Na NPUroTOBJIEHUS pacTBOPa A1 MHBEKLUUNA;

nmonansaT 4Na NPUroTOBJIEHUSA PacTBOPa A9 MHBEKLMIA U MECTHOrO NPUMEHEHNS;
amounmnsaTt A58 NPUroTOBNEHUA CYCNeH3Un ONg npueMa BHYTpPb;

Ma3b /15 HAPY>XXHOI0 Y MeCTHOr0 NpUMeHeHNs;

PacTBOP 4151 BHYTPUMBbILLEYHOr0, CYOKOHBIOHKTBANbHOMO BBEAEHNS 1 3aKanbiBaHWA B Na3;
pacTBOP A5 UHBEKLNNA;

pacTBOpP A1 BHYTPUBEHHOI0 U NOLKOXHOI0 BBEAEHUS;

CYNno3nTOpUKN peKTasbHble

nHTepdepoH beTa-lanmomnunsaT 419 NPUroTOBAEHNA pacTBOPa AJS BHYTPUMbILLIEYHOrO BBEAEHNS;
pacTBOp A1 MOAKOXXHOr0 BBELAEHS

nHTepdepoH beTa-1banogunumsat 4na NpUroToBaeHNS pacTBoOpa AN NOLKOXHOIO BBELEHUS;
pacTBOp A1 MOLKOXXHOr0 BBELEHNA

NHTepdepoH raMManmodunan3aT oas NPUroToBaeHUA pacTBopa AJ19 BHYTPUMbILLEYHOrO Y MOLKOXXHOI0
BBeLEeHMs;

iMounansaT ons NpUroToBaeHnsa pacTeBopa 419 UHTpaHa3albHOro BBeAeHus

N3rnHTepdepoH ansda-2apacTeop 415 NOLKOXKHOIO BBELEHUS

narnHTepdepoH anbda-2bnnodunnsat oas NpUroToBaeHMa pacTeopa A8 NOLKOXXHOMO BBeAeHWs
narnHTepdepoH beTa-lapacTBop A5 NOLKOXHOIO BBELEHUS

camnaruHtTepdepoH 6eTa -lapacTBop A4J19 BHYTPUMBbILLIEYHOT O BBELEHUS

LenarnHTepgepoH anbda-2bpacTBop 415 NOAKOXHOr0 BBEAEHNS";

r) no3unuuto, kKacatowytocs LO4AA, N310XXUTb B Cnefylolen pegakumm:

"LO4AAcenekTVBHblE MMMYHOLeNpPeccaHTblabaTauenTamodunansaT AN NPUrOTOBEHUS KOHLEHTPaTa AN
NPUroTOBNIEHNA pacTBOpa ANS MHADY3NIA;

pacTBOp 415 NOAKOXKHOIO BBEAEHUS

anemMTy3yMabKoHUEHTpaT AN NPUrOTOBEHUS PacTBOPa

AN8 NHGY3UN

anpemmnacTTabneTku, NoOKpPbITbie NAEHOYHON 060/104KON

BapuunTUHN6TabNeTKN, NOKPbIThIE NAEHOYHON 060104KON

benumymabnnonamnsaTt 4Ng NPUroToBAEHNSA KOHLIEHTPATa AN NPUrOTOBAEHUS pacTBOpa ANS NHPY3UNA
Be40sIM3yMabnnodunmsaTt 45 NpUroToBAEHNS KOHLEHTPaTa A1 NPUroTOBAEHWS pacTBOpa AN UHGY3NI
AVNBO3MAMMabKOHLEHTPpaT 415 NPUrOTOBAEHNSA pacTBopa

4019 NHGY3UN

UMMYHOr 100y IMH aHTUTUMOLUTAPHBLINKOHLEHTPAT A5 NPUroTOBAEHMS pacTBopa 415 UHGY3NI;
nmomansaT ANa NPUroTOBJIEHUS pacTBOpa OA8 MHPY3MI

KnagpubuHTabneTkn

nepnyHoMnaTabneTku, MOKPbITbIE NIEHOYHON 060J104KON

MUKopeHoNnaTa MoheTUNKancybl;

TabneTkn, NOKpbITbIE MAEHOYHON 060104KOW
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MUKO(EHOM0BasA KNCIOTaTabNeTKN KULWLEYHOPACTBOPUMEBIE, MOKPbITbIE 060104KON;
TabneTkun, NOKPbIThIE KMLLIEYHOPACTBOPUMOI 060/104KON
HaTan3yMabKOHLEHTpAT ANS NPUroTOBJIEHNS pacTBOPaA ANS UHGY3NIA
OKpennsymabKoHLEHTPAT ANS NPUrOTOBJIEHNS pacTBoOpa Aas UHQY3uiA
cMnoHnMoaTabneTkn, MOKPbITbIE NAEHOYHON 060/104KON
TepuyHOMUATabNETKU, MOKPLITbIE NMIEHOYHON 060J104KON
TohaunMTMHMETabNETKN, NOKPLITLIE MAEHOYHON 060104KOM
ynagaunTuHmbTabneTku c NposOHIMPOBaHHLIM BbICBOB0O)KAEHNEM, MOKPbITbIE MJIEHOYHOW 060104KON
OUHroMMoaKancy bl

sBepoanmMycTabneTku;

TabneTkn ancneprmpyeMble

3KYyNM3yMabKOHLEHTPAT 415 NPUroTOBEHNS pacTBopa AN NHGy3nn";

4) nosnuunto, kKacatowytocs RO7AX, N3n10XnTb B CneayoLlen peaakunm:

"RO7AXnpoyne npenapaThbl 414 Ne4yeHns 3aboneBaHnin OpraHoB AblxaHUanBakagTop +
nymakadTopTabneTku, NOKpbITbie NAeHO4YHON 060104K0N
TUpo3un-D-anaHnA-rAMUNA-heHnNanaHnA-nenunun-apruHiHa CyKUuMHaTAnogmuam3aT Aaa NpuroToBaeHNs
pacTBOpa A1 BHYTPUMBILLIEYHOrO BBEAEHNS 1 pacTBOPA ANS UHransauun'.

2. B paspene VI npunoxeHuns Ne 3 K yKazaHHOMY pacropsXKeHuIo:

a) no3uuuio, Kacatowwytoca LO3AB, nsnoxunTts B cnegytowen pegakummn:"LO3ABUHTEpdepoHbIMHTEPGEPOH
beta-la

NUHTeptepoH beTa-1b

narnHTepgepoH beTa-1a

camnarnHTepgepoH beta-1a";

6) no3unuuio, kKacatowwyrocs LO4AA, N3n0XnTb B CeayoLen peaakunm:
"LO4AACeneKkTMBHbIE UMMYHOAENPECCaHTblaneMTy3ymMab
InBo3nnanmMab

KNnagpubnH

HaTaam3ymab

okpennsymab

TepudnyHomung".
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