[TPABUTEJIbCTBO POCCHUNMCKOU ®ENEPAIINN
PACITIOPSDKEHUE
oT 24 nekabpst 2022 . N 4173-p
1. YTBepauTh IpuIaraeMble M3MeHeHMs, KOTOpble BHOCSTCS B pacropsbkeHue IIpaBurenscrBa Poceuiickoit @emeparyy ot 12 okrsi6pst 2019 1. N 2406-p
(Cobpanne 3akoHOHaTeNbCTBa Poccuiickoit ®emeparinn, 2019, N 42, c1. 5979; 2020, N 18, cT. 2958; N 42, cT. 6692; N 48, c1. 7813; 2022, N 1, cT. 277; N 14, CT.

2331; N 35, cT. 6191; N 42, ct. 7205).

2. Hacrosiiee pacnopsiKeHne BCTyIaeT B CWMITY 110 UCTEUEHUN 2 MecsLeB CO OHS ero O(bI/II_U/IaJ'II)HOI‘O OHYGJ'II/IKOBBHI/IH.

Tpedcedamens Ipasumenscmaa
Poccutickoii @edepayuu
M. MULITYCTHH

YTBEP)KTEHBI

pacnopsieruem IIpagumenscmea

Poccutickoii @edepayuu
om 24 dexabps 2022 2. N 4173-p

V3MEHEHUS, KOTOPBIE BHOCSTCS B PACIIOPSI’)KEHUE ITPABUTEJIbCTBA POCCUIMCKON
G®ENEPAIIMN OT 12 OKTABPA 2019 I. N 2406-P

1. B npunosxkennun N 1 K yka3aHHOMY pPacIioOpsi>KeHUIO:

1) mosuiyio, kacawuiywcs CO1EB, M310XUTh B C/iefyIolIel peqakimn:

CO1EB Jpyrye npenaparsl AJis TedeHns MBabpagnH TabJIeTKY, TOKPHIThIE TVIEHOUHO 060I04KOI
3aboeBaHuii cepaua

2) 1o3nLMio, Kacawuryocss CO9AA, U3I0KUTD B CleLyOLeil pefakum:

CO9AA MHIU6UTOPBI ATID KaITOIPIII TabJIeTKH;
TabJIeTKM, TOKPHIThIE 0O0IOUKOI

JIU3UHOTIPIUIT TabIeTKU

MePUHIOTIPUIT TabIeTKH;

TaGIeTKH, AUCIIEPTUPYEMBIE B ITOJIOCTH PTa;
TabJIeTKY, TOKPBIThIE TUIEHOUHO 060104KO

pamMUIIPUI KarCyJibl;
TabIeTKU
SHaJaNpuI TabIeTKU

3) Mo3uiMio, Kacawurycs J01DD, u3n0kuTh B clenyooueil pefakiumumn:

J01DD 11ehaoCIIOpMHbI 3-T0 TIOKOJIEH NS edoTakcum TMOPOLIOK [J151 IPUTOTOBJIEHMS pacTBOpa /1S
BHYTPMBEHHOTO M BHYTPVMBIILIEYHOTO BBEIEHUS ;
MOPOILOK ISl IPUTOTOBJIEHNSI pACTBODPA AJIsI
BHYTPMMBIILIEYHOT'O BBEJIeHNUS ;
TOPOLIOK /11 IPUTOTOBJIEHUST PACTBOPA J1JIs1 MHbEKIUIA

nedorakcum + IIOPONIOK J/151 IIPUTOTOBJIEHNS PaCTBOPA JIsT
[cynb6akTam] BHYTPMBEHHOTO ¥ BHYTPUMBILIEYHOTO BBEJEHMS
nedrazuaum MIOPOLIOK AJIS1 IPUTOTOBJIEHMS] PACTBOPA /IS

BHYTPMBEHHOTO BBEJIEHNS ;

TTOPOIIOK ISl TIPUTOTOBJIEHVS PACTBODA AJIST
BHYTPMBEHHOTO U BHYTPUMBIILIEYHOT'O BBEIEHMS;
TOPOIIOK JiIsl TPUTOTOBJIEHMSI PACTBOPA JIJIST MHbEKIINIA

L[eCl)TpI/IaKCOH TIOPOIIOK AJis1 ITIPUTOTOBJJIEHMS paCTBOpa 1
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uedorepasoH +
cynbbakTam

4) TI03U1LMI0, Kacarolyocs JO1XA, U310KUTh B CIefyoLeil pefakum:

JO1XA AHTUOMOTUKY [NIMKOIIEIITUIHON
CTPYKTYPBI

BaHKOMMIIMH

TeJlaBaHI[MH

5) T03MIIMIO0, Kacaolnyiocst JOSAR, U3/I0KUTD B CIeAYIONIEl peIaKkIuin:

JO5AR KOMOMHMPOBaHHbIE IPOTUBOBYPYCHBIE
npenaparsl [1s nedeHus: BIY-

MHeKIMN

abakaBup + IJaMUBYIMH

abakaBup + 3UAOBYAUH +
JIAMMUBYIUH

6uKTEerpaBup + TeEHOPOBUP
anadeHaMug +
IMTPULNTAONH

IOpPaBUPMH + TAMUBYIOUH
+ TeHO(OBUP

3UOOBYAMH + JaMUBYAUH

KOOMIMCTAT + TeHO(hOBMUpa
anadeHaMug +
3NMBUTErPaBUp +
SMTPHUIUTAONH

JIONVHABUP + PUTOHABUD

PWINMBUPKH + TeHODOBUD
+ SMTPULUTAOUH

TeHOhOoBUD +
9JICybGhaBUPUH +
IMTPULUTAOUH

6) I0O3MLMIO, Kacawuytocs JO6AA, U3I0XKUTD B CIefytoLleil pefakun:

JO6AA VIMMYHHbI€ CbIBOPOTKA

AQHTUTOKCHH SI71a TaII0OKN
OOBIKHOBEHHOJ

CBHIBOPOTKA
MIPOTUBOOOTYIMHUYECKAST

ChIBOPOTKA
MPOTUBOTAHTPEHO3HASI
MOJIMBaJIEHTHAS
ounIeHHast
KOHIIEHTPUPOBAHHAS
JIOIIAAVHAS JKUIKAS

aHTUTOKCUH
nudTepuitHbIit

QHTUTOKCYUH CTONOHSIYHbIN

BHYTPMBEHHOTO BBEIEHMS;

ITOPOLIOK JJ1s1 TIPUTOTOBJIEHMSI PACTBOPA ISt
BHYTPMBEHHOTO ¥ BHYTPUMBIIIEUHOTO BBEIEHNS;
ITOPONIOK JIJ1s1 IIPUTOTOBJIEHMSI PACTBOPA IS
BHYTPUMBIIIIEYHOTO BBEIEHUS;

ITOPOLIOK JJ151 IIPUTOTOBJIEHMSI PacTBOPa Jis UHQY3Uil;
[TOPONIOK [JIs1 IIPUTOTOBJIEHMSI PACTBOPA [J1T MUHBEKIMIK

TIOPOLIOK AJi1 IIPUTOTOBJJIEHUS paCTBOpa oI
BHYTPMBEHHOTO 1 BHYTPMMBIILIEYHOTO BBEAEHMA

mobuIn3ar st IPUroTOBIEHNS pacTBOPA ISt
nHpYy3Mit;

MMobuUIN3aT It IPUrOTOBIEHNS PACTBOPA LISt
uHpy3Mit ¥ IpyeMa BHYTPb;

[TOPOLIOK JJ1s1 TIPUTOTOBJIEHMSI PACTBOPA it UHDY3Mii;
ITOPOLIOK JJI51 IIPUTOTOBJIEHMSI pacTBopa 11t MHQY3uit u
rpueMa BHYTPb;

[TOPOIIOK [J1s1 IIPUTOTOBJIEHMSI KOHI[EHTPATA AJIsST
[IPUTOTOBJIEHUS pacTBOpa AJist MHGAY3Mit ¥ pacTBoOpa Jjis
rnpuemMa BHYTPb

mo¢uIM3aT L1t IPUrOTOBJIEHNS PacTBOPA ISt
nHby3uit

TabIeTKY, MOKPBIThIE ITIEHOYHOM 060I0YKOI

TabIeTKy, MOKPBIThIE ITIEHOYHOM 060I0YKOIi

TabIeTKH, TOKPBITHIE JIEHOUHOI 060I0UKOI1

TabIeTKY, MOKPBIThIE ITIEHOYHOM 060I0YKOI

TabJIeTKY, IOKPBIThIE IVIEHOUHO 060104KO

TabJIeTKM, [IOKPBIThIE IVIEHOYHOM 060I04YKO

pacTBop AJIs [IpYeMa BHYTpPb;
TabIeTKy, MOKPBIThIE ITIEHOYHOM 060I0YKOI

TabIeTKY, MOKPBIThIE ITIEHOYHOM 060I0YKOI

Ta6/IeTKY, TIOKPBIThIE TVIEHOYHO 060I0UKOIA
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7) TIOCJIe M03uiNK, Kacatoleiics J07, JOTOTHUTD MO3ULUSIMU cieaymoniero CogepKaHm:

JO7A BaKIMHbI OaKTepMaIbHbIE
JO7AF BaKLUVHBI AU TEepuitHbIe
JO7TAM MPOTMBOCTOIOHSYHbIE BAKIVHBI

AHATOKCYH AU TEPUITHBIN

AHATOKCUH IUPTEPUITHO-
CTONGHSTYHbIN

AQHATOKCUH CTOIOHSIUHBIN

8) T03uIMIo, KacaInyocs: LO1XX, U3JI0KUTH B CIeAYIONEN PeIaKIUN:

LO1XX pouye NPOTUBOOIYXOJIeBble
npemnaparsl

acraparmHasa

adanbepiient

6opre3omund

BEHEeTOKJIaKC
BUCMOIErn6
IUIpOKCUKapbaMumz
MKCa3oMu6

VIDMHOTEKaH

Kaphuizomn6

MUTOTAH
onanapu6

mnoracraprasa

Taja3onapu6
TPEeTUHOMH

(daxTop Hekpo3a OIyxoau
anbda-1 (TMMO3UH
PEKOMOVHAHTHBII)

3pUOYyIMH

9) 1Mo3MLNI0, Kacawuyocss NO2AA, U310KUTh B ClefyoLeli pefakum:

NO2AA MPUPOJHbBIE AJIKATOUbI ONUS

MopduH

HAaJIOKCOH + OKCMKOIOH

10) T03MIMIO, Kacatlytocs VO3AE, u310KUTh B clenyoleil pefakum:

III/IO(I)I/IIII/[BHT AJI1 IPUTOTOBJIEHMS pacTBOpa OjIsd
BHYTPMBEHHOTO 1 BHYTPMMBIILIEYHOTO BBEAEHMA

KOHIIEHTPAT [iJIsi IPUTOTOBJIEHUS
pacTBopa aJist MHbY3Uii;
pacTBOP /ISt BHYTPUIIIA3HOTO BBEIEHUS

TMoGUIN3AT IJI TPUTOTOBJIEHMS PACTBOPA JIJIsST
BHYTPMBEHHOT'O BBeJIeHNS;

JMOGUIN3AT IJis TPUTOTOBJIEHMST PACTBOPA JIJIST
BHYTPUBEHHOTO U TIOAKOKHOTO BBEJeHNS;
nobuIn3aT Ijst IPUrOTOBIEHNS PACTBOPA ISt
MOIKO3KHOTO BBEIEHUSI

TabIeTKY, MOKPBIThIE ITIEHOYHOM 060I0YKOIA
KarcyJbl
KariCyJibl
KarcyJibl

KOHLIEHTPAT IJIs1 IPUTOTOBIEHMSI PACTBOPA AJIS
uHby3Mit

moduIM3at 4Jist IPUrOTOBIEHMS PACTBOPA AJIS
nHby3Mit

TabIeTKU
TabIeTKy, MOKPBIThIE ITIEHOYHOM 060I0YKOI

mobuIn3at It IPUrOTOBIEHNS pacTBOpPa ISt
BHYTPMMBILIEYHOTO BBeleHNs 1 MHDY3mit

Karcyabl
Karcyabl

moGuIn3aT 1Ji1 IPUTOTOBIEHMS PACTBOPa st
TTOJIKO>KHOTO BBEIEHMSI

pacCTBOp OJi1 BHYTPMBEHHOI'O BBEACHUA

KarCyJibl IPOJIOHTMPOBAHHOTO JeiCTBUS;
pacTBOP AJ151 UHbEKLINIA;
pacTBOP /ISl TOAKOKHOTO BBEAEHNS ;

TabIeTKU IIPOJIOHTMPOBAHHOTO ,ELeI‘/’ICTBI/IH, IIOKPBITbIE

[JIEHOYHO 000JI0UKOIA;

TabIeTKY C ITPOJJIOHTMPOBAHHBIM B]:ICBO60)KILEHI/I€M,

ITOKPBITBIE IIJIEHOYHOJ 060/I0YKOIA;
TabJIeTKY, IOKPBIThIE INIEHOUHO 060/I0UKOI;
pacTBOp AJIs [IpYieMa BHYTPb

TabJIeTKY C IIPOJIOHTMPOBAHHBIM BbICBO60)KIL€HI/I€M,

ITOKPBITBIE IIJIEHOYHOJ 060T0UKOIA
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VO3AE Tpernaparsl 151 JTedeHUst KaabLys
runepkanemun u runepdocdaremun MOMUCTUPOINCYIbDOHAT

KOMIIIEKC ﬁ -xenesa (III)
OKCUTMIPOKCUAA,
caxapos3bl ¥ Kpaxmasa

ceBeyiaMep

2. B ipuioskenvii N 4 K yKa3aHHOMY PaCIOPSDKEHUIO:

1) mosuiyio, Kacatluyrocs AQ7FA, paspena I M3/10XKUTD B ClieAyIOlLeil pefakLyum:

AO7FA MIPOTUBOAMAPEIIHbIe MMKPOOPraHu3Mbl  6udmmobakrepun
6udnaym nan npo6MoTUK
13 6ubnmodaKTepMit
6udnmym
OJJHOKOMITOHEHTHBIN
COpOMPOBAHHbIN

2) B pasgene II:

rosuu o, Kacarouryrcst AO7FA, U310XUTb B Clefyouieit pefakumn:

AO7FA MPOTMBOAMAPEIiHbIE MUKPOOPTaHM3Mbl  OuduUmodaKkTepmn
6MbUIYM WU IPOGUMOTHUK
u3 6ubmnodbakTepuit
6ubnaym
OJJHOKOMITOHEHTHBI
CcOpO6MPOBAHHBIN

nosuuuio, kacarouryrocst NO2BE, n310XuUTh B clefyouieii pefakumn:

NO2BE AHUJIUBI napareTamosn

MOPOIIOK /ISl IPUTOTOBJIEHMS CYCIIEH3UM [Is1 [TpremMa
BHYTPb

TabJIeTKY sKeBaTeIbHbIe

Ta6]IeTKI/I, MOKPBIThIE TVIEHOYHO 060JI04KOT

KariCyJyibl MM MOPOIIOK OJId IMpuemMa BHYTPb

KariCysbl I IIOPOLIOK OJI ITpMeMa BHYTPb

pacTBOD AJis IIpMeMa BHYTPb, WIK CYCIIeH3Us AJIs
rpueMa BHYTPb, WIM PACcTBOP JJIsI IpyeMa BHYTDPb (11t
JeTelt), Wiy CyCrieH3us 111 IpyeMa BHYTDb (7151 feTelt);
CYIIIO3UTOPUM PEKTAIbHBIE;

TabIeTKn
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