Mpunoxenue N 4

K pacnopskeHuto MNpasuTenbCcTBa

Poccuiickoin Pepepaumn

oT 23 okTAbps 2017 r. N 2323-p

MWHUMAJIbHbIA ACCOPTUMEHT
NNEKAPCTBEHHbIX MPEMAPATOB, HEOEXOAUMBbIX 419 OKA3AHUA
MEAULUMHCKON NOMOLLMU

I. Ana anTek (roToBbIX 1IeKapCTBEHHbIX GOpM,

npon3BoACTBEHHbIX, NPOU3BOACTBEHHbIX C MPAaBOM U3roToB/1€HUA

aAcenTUYECKUX IeKapCTBEHHbIX NpenapaTos)

Kog ATX AHaTOMO-TepaneBTUYECKO-XMMMYECKan NekapcTBeHHble NpenapaTtbl | JleKapcTBeHHble GOpPMbI
Knaccuopurauma (ATX)
A MULLLEBAPUTENbHBIN TPAKT N 0OMEH BeLLecTB
A02 npenaparbl 419 fe4yeHmn 3aboneBaHni,
CBA3aHHbIX C HAPYLUEHMEM KMCAOTHOCTH
A02B npenapaTbl 41A Ie4eHMA A3SBEHHOM 60ne3HM
Kenyaka v ABeHaaLaTUNEPCTHON KULWKN U
ractpoasodareanbHoit pedtokcHoM 6o1e3HU
A02BA  6n0KaTopbl H2-rucTaMmMHOBBIX peLLENTOPOB PaHUTUAMH TabneTku
A02BA  6n0KaTopbl H2-rucTaMMHOBBIX peLLenTopoB damoTnauH TabneTku
A02BC  WMHrMbBUTOPBLI NPOTOHHOIO HAacoca omenpaso Karncynbl
nUnn TabneTkm
A02BX  ppyrve npenapatbl 414 Ne4EeHUA A3BEHHOM BMCMYTA TPMKaNUA ANUUMTPAT  TabneTKu, NOKPbITble
601e3HU KenyaKa U ABEHAALATUNEPCTHOM naeHo4YHOoM 060/104KOM
KULLKKN U racTpoazodareasibHoMN pedatoKCHOM
60ne3HM
AO3 npenapatbl AN NevyeHnsa GyHKLMOHANbHbIX
HapYLUEeHWUI Kenya04HO-KULWEYHOro TpaKTa
AO3A npenapatbl 41A e4eHnA GYHKLMOHANbHbIX
HapYLUEeHWI XKenya04HO-KULWEYHOro TPaKTa
AO3AD  nanaBepwH M ero NPon3BoAHbIE OpoTaBepuH Tabnetkm
A06 cnabutenbHble cpeacTea
AO6A cnabuTtenbHble cpeacTea
AO6AB  KOHTaKTHble cnabuTenbHble CpeacTsa 6ucakoann cynnosutopum
peKTa/bHbIE;
Tabnetkm
AO6AB KOHTaKTHble cnabuTtenbHble cpeacTsa ceHHo3mnapl An B TabneTtku
AQ7 NnpoTMBOAMapEenHble, KULLEYHbIe
NPOTMBOBOCMA/INTE/IbHBIE U
NPOTUBOMMKPOOHbIE NpenapaTsbl
AQ7D npenapartbl, CHMUXKatowme MOTOPUKY



Kenyago4HO-KMLWEYHOro TpaKTa

AO7DA  npenapaTbl, CHUKAtOLWMNE MOTOPUKY nonepammp, Kancynol
KeNYA0UYHO-KULLIEYHOrO TPpaKTa WAN TabneTKu

AO7F NpPOTUBOANAPENHbIE MUKPOOPTraHU3MbI

AO7FA  npoTuBoAMaperHble MUKPOOPraHWU3MbI 6udnaobaktepmm 6UdMAYM  Kancybl UM NOPOLLOK
ANA Npyema BHyTpb

A09 npenaparbl, CNOCOOCTBYIOLLME MULLLEBAPEHMUIO,
BK/1t0Yan pepMeHTHble npenapartbl

AQ9A npenapaTbl, CNOCOOCTBYIOLLME NULLEBAPEHNUIO,
BK/It0O4aA pepmeHTHble NpenapaTsbl

AO9AA  ¢depmeHTHble NpenaparThbl NaHKpeaTuH Kancynbl Unn TabneTku
All BUTaMMHbI

Al11G ackopbuHoBasna Kucnota (BuTamuH C), BKAtoYas
KOMBUWHaLMK C APYrMMK CPeacTBamm

A11GA  ackopbuHoBasa kucnota (ButamuH C) ackopbuHoBanA KMUcnoTa Apaxe
unu TabneTkm

C cepAeyHo-cocyancTas cuctema
co1 npenapartbl Aas nevyeHms 3abonesaHui
cepaua

Co1D Ba304MNaTaTopbl ANA leyeHnn 3aboneBaHni
cepAua

CO1DA  opraHMYeckue HUTPaTbl nsocopbuaa AMHUTpaT TabneTku

nsocopbuaa MOHOHUTPAT Kancynbl
nUnn TabneTkm

HUTPOTNNLEPUH a3p030/b UK cripe
noAbA3bIYHbIN
[,031POBaHHbIN;

Tabnetkm
Cco3 ANYPEeTUKM
CO3A TUa3nAHbIE ANYPETUKM
CO3AA  THMasuapl rMapoxnopoTNasung, Tabnetku
C03C "neTtnesble" ANYPETUKH
CO3CA  cynbdoHammapbl dypocemua, TabneTku
Co3D KanunncbeperawoLme ANypeTukm
CO3DA  aHTaroHMCTbl aNbO0CTEPOHA CMNUPOHONAKTOH Kancynbl

nnun TabneTkm
co7 6eTa-agpeHob10KaTopbI

CO7A b6eTa-agpeHob0KaTOPbI



CO7AB

Co8

co8c

CO8CA

C08D

CO8DA

C09

CO9A

CO9AA

C0o9cC

CO9CA

C10

C10A

C10AA

GO1

GO1A

GO1AF

HO02

CeNNeKTUBHbIE 68T3-8,ﬂ,p€H06ﬂ0KaT0pbl
6/'IOKaTOpr Ka/ibUMEBbIX KAaHaN0B

ceNleKTUBHbIe 6/10KaTopPbI KanbLMEBbIX
KaHaNoB C NPenMyLLEeCTBEHHbIM AENCTBUEM
Ha cocyAabl

npounssogHble aurnaponnpunanHa

CeNIEKTUBHbIE 6ﬂOKaTOpr Ka/lbUMEBDbIX
KaHa/10B C NpAMbIM AEﬁCTBMEM Ha cepaue

npounssogHble GeHUNANKUAaMUHa

CpeAacTBa, 4eMUCTBYIOLWME HA PEHUH-
aHIMOTEH3UHOBYIO CUCTEMY

NHrMbutopbl AN

MHrMbutopbl AN

AHTArOHUCTbI aHrMoTeH3nHa Il

QHTAroHMUCTbl aHTMOTEH3UHa |l

rTMNOAUNUAEMUYECKMNE CPEACTBA
rMNoaMNUAEeMUYECKMNE CPeacTBa

nHrMbutopbl FMI-KoA-peayKTtasbl

mo4enosioBada CUMCTeEMaA U NOJ1I0BbIE TOPMOHDbI

NPOTUBOMMKPOBHbIE NpenapaTsbl 1
aHTUCENTUKN, NPUMEHSAEMbIE B TMHEKONOTUK

NPOTUBOMMKPOBHbIE NpenapaTsl v
aHTUCENTUKU, KPOME KOMBUHNPOBAHHBIX
npenapaTtos C rIOKOKOPTUKONAAMM

npon3sogHble MMnNOa30/1a

rOPMOHa/ibHble npenapaTtbl CUCTEMHOTIO
,D,eﬁCTBMFl, Kpome nos10BbIX TOPMOHOB U
MHCY/ZINHOB

KOPTUKOCTEPOUNObI CUCTEMHOIO AEﬁCTBMH

aTeHo/10N

amaogunuH

HUbeanNnUH

Bepanamun

KanTonpun

3HaNanpun

N03apTaH

aTopBaCTaTUH

K10TpUmason

TabneTku

TabneTku

TabneTkn

TabneTkn

TabneTku

TabneTku

TabneTkn, NoKpbITble
obonouKkon

Kancynbl
WU TabNeTKM, NOKpPbITblE
o60104KOMN,

WU TabNeTKM, NOKpPbITblE
niaeHo4YHOo 060104KOM

renb BaFMHaﬂbelﬁ, nnn
TabneTku BarnHasbHble,
nnm cynnosntTopun
BarnMHasibHbie



HO2A KOPTUKOCTEPOUAbI CUCTEMHOTO AENCTBUSA

HO2AB  rAlOKOKOpTUMKOMAbI rMOpPOKOPTU3OH Kpem 41A HApYKHOro
npUMeHeHuA
WX Masb 1A HAPYKHOTO
npUMeHeHuA
OEeKCaMeTasoH TabneTku
J NPOTUBOMMKPODOHbIE NpenapaTbl CUCTEMHOTO
Jencreus
Jo1 aHTMOaKTepmasbHble NpenapaTbl CUCTEMHOIO
aencreumn

JO1A TeTPaUMK/INHDI

JO1AA TETPAUMKINHDI OOKCULMKINH Kancynbl Unn TabneTku
JO1B amdeHMKo bl

JO1BA aM@eHMKOoNbI XnopamdeHuKon TabneTku

Jo1C 6eTa-NakTaMHble aHTUbaKTepuranbHble
npenapatbl: NEHULUANNHDI

JO1CA  NeHWUMNNHDBI LUIMPOKOTO CNEeKTpa AeUCTBUA  aMOKCULUAAUH Kancynbl WA TabneTku;
NOpPOLLOK ANA
NpUroToBAEHUA
CyCneH3uu gnsa npmema
BHYTpPb

AMMUUUNNNH Tabnetkm
JO1E cynbdaHunammabl U TPUMETONPUM
JO1EE KOMBWHMPOBaHHbIe NpenapaThbl KO-TPMMOKCa30 cycneHsua gnsa npuema
cynbdaHUNIaMNa0B U TPUMETONPUMA, BHYTPb; TabneTKM

BK/1l0O4aA Npon3BoaHble

JOIM aHTMbHaKTepuanbHble NpenaparThbl,
NpPou3BoAHbIE XMHONOHA

JOIMA  $TOPXMHONOHDI UMnNpodNOKCcaLUMH Kanau rnasHole
WU Kanauv rnasHble u
YLWHbIE;
Kanau yuwHbole;
Tabnetkm
J02 NpPOTUBOrPMOKOBbIE NPENapPaTbl CUCTEMHOIO
nencremn

JO2A npoTMBorpMbKoBble NpenapaTbl CUCTEMHOIO

aencreus
JO2AC npou3sogHble Tpuasona dnykoHazon Kancynbl
JO5 NPOTUBOBUPYCHbIE NpenapaTbl CUCTEMHOrO
aencreus

JO5A NPOTUBOBUPYCHbIE NpenapaTbl NPAMOro



nencreus

JOS5AB HYKNEeO03nabl N HYKNeoTuapl, Kpome auMKNoBuUp Kpem 41A HApYKHOro
MHIMBUTOPOB 0H6PaATHOWM TPAHCKPUMTA3bl npumeHeHus
WU Ma3sb ANA HAPYXHOro
npUMeHeHus;
Tabnetkm
JOS5AH MHIMBUTOpPbI HEMPOAMUHMAA3bI ocenbTaMmmsmp Kancy/bl
JO5AX npoyme NPOTUBOBMPYCHbIE NpenapaTbl Karouen TabneTku
yMmndeHosmp Kancynbl uan TabneTku
M KOCTHO-MbILLEYHasa cuctema
MO01 NPOTUBOBOCNANUTENbBHbIE U

npoTnBOpEBMATUHECKNE NpenapaThbl

MO1A HecTepouaHble NPOTUBOBOCMANIUTE/IbHbIE U
NPOTUBOPEBMATUYECKUE NpenapaThbl

MO1AB npown3BOAHble YKCYCHOM KUCNOTbI U AnKknodeHak Kanau rnasHole;
POACTBEHHbIE COEANHEHUSA cynnosuTtopum

PEeKTa/bHbIE;
TabneTku

MO1AE npou3BOAHbIE MPONNOHOBOM KMCIOTbI nbynpodeH Kancy/ibl nav TabneTku;
CycneHsus gnsa npuema
BHYTPb

N HepBHaA cuctema
NO2 AHANbreTUKn

NO2B Apyrve aHanbreTMKn N aHTUNUPETUKN
NO2BA  cannumnoBsasa KMCOTa U ee NPOU3BOAHbIE aueTuacanuumnoBas KMcnota Tabnetku

NO2BE  aHuaugpbl napaueTtamos CMPON MUK CYCreH3unsa
ONA NpUema BHYTpb;
cupon (gna aetei) unm
CycneHsus gns npuema
BHYTPb (N5 aetent);

Cynno3nTopum
peKTanbHbIE;
Tabnetkm
R AblXaTeNbHasA cucrema
RO3 npenapaTbl AN eYeHUs 06CTPYKTUBHbIX
3aboneBaHui AbIXaTeNbHbIX NyTel
RO3A agpeHepruyeckme cpencrea Ana
WHTaNALMOHHOTO BBEAEHMA
RO3AC  cenektusHble 6eTa 2-agpeHOMUMETUKM canbbyTamon a3p030/1b ANA UHTANAUMIA

[03MPOBaHHbINA UK
pacTBOp ANS MHFANALMNA

RO3B Apyrve cpeacTBa ANa NeYeHns 06CTPYKTUBHbIX



3a6071eBaHNN ApIXaTeNbHbIX NyTen ans
WHransauMoOHHOro BBeAeHUA

RO3BA  rntoKoKopTUKOMAbI b6eKksomeTasoH a3p030/b ANS UHTANAUMN
[,031MPOBaHHbIM
RO3D Apyrue cpeacrTea CUCTEMHOIO AeUCTBUA Ans
NieyeHmnna obCTPYKTUBHbIX 3ab601eBaHNM
AblXaTeNbHbIX NyTei
RO3DA  KCaHTWUHbI AMUHOPUNNNH TabneTku
RO5 NPOTUBOKaLL/EBbIe NpenapaTbl U CpeacTBa
ONA nedeHns NpocTyaHblx 3abonesaHui
RO5C OTXapKuMBatlLLMe npenapaTbl, Kpome
KOMOBMHaLUMI C NPOTUBOKALUAEBbIMU
cpeacTeamm
RO5CB  mykonutuyeckue npenaparbl aueTnaumcTenH rpaHynbl AnA
NPUroToBAEHMA pacTBOpa
ONA npuema BHyTpb MU
NOpPOLLOK Ana
NpPUroToBAEHUA pacTBoOpa
ONA npuema BHyTpb
RO6 AQHTUIUCTaMMUHHbIE CPeaCcTBa CUCTEMHOIO
nencremn
RO6A aHTUTMCTaMUHHbIE CpeacTBa CUCTEMHOTO
aencrens
RO6AC  3amelleHHble aTUNEHAMAMUHBI Xn0ponupammH Tabnetkm
RO6AX  apyruve aHTUIMCTaMUHHbIE CpeacTBa nopataguH cupon;
CUCTEMHOTO AENCTBUSA Tabnetku
S opraHbl 4yBCTB
S01 odTanbMoIOrMYecKne npenapaThbl
SO1A NPOTUBOMMKPOOHbIE NpenapaTsbl
SO1AA  aHTMOMOTUKM TeTpaunKANH Masb rnasHasn
SO1E NPOTMBOrNAyKOMHbIe npenapaTbl U
MUOTMYECKMe cpeacTsa
SO1EB napacMmnaToMUMETUKM NUNOKapnNuH Kanau rnasHole
SO1ED 6eTa-agpeHob10KaTopbI TUMONON Kan/au rnasHole
Il. Ana anTe4yHbIX NYHKTOB, anTe4YHbIX KNWOCKOB
M UHAUBUMAYA/bHBIX NpeanpUHUMATENE, UMEIOLUX NLEH3UI0
Ha ¢papmaLEeBTUYECKYIO AEATENbHOCTb
Kog ATX AHATOMO-TepaneBTUYECKO-XMMUNYECKan JNlekapcTBeHHble npenapaTtbl | JlekapcTBeHHble GpopMbl
Knaccuduraums (ATX)
A NULEeBAPUTENbHBIN TPAKT M 0OOMEH BeLLecTs



A02

A02B

A02BX

AO03

AO3A

AO3AD

A06

AO6A

AO6AB

AO6AB

A07

A07D

AO7DA

AO7F

AO7FA

A0S

AO09A

AOSAA

All

AllG

Al1GA

npenapartbl AnAa 1e4yeHunAa 3860}'IEBaHMl7I,
CBA3aHHbIX C HapyweHnem KNC/I0OTHOCTU

npenapatbl g1a Ne4eHns A3BEHHON bonesHn
KenyaKa v ABEeHaAUATUNEPCTHOM KULLKKU U
racTpossodareasnbHoi pedtoKCHON 6one3Hn

Apyrve npenapatbl 414 Ne4eHUA A3BEHHOM BMCMYTA TPMKaANA auumTpar

60/1e3HU }KeslyaKa U ABeHaauaTUNepCTHOM
KULLKK U racTpoasodareasibHoM pedatoKCHOM
6one3Hun

MpenapaTbl Ana nevyeHns GyHKUMOHANbHbIX
HapyLIEeHUI Kenyg0uHO-KULLEYHOrO TPaKTa

npenaparbl AnAa ne4yeHnAa (I)yHKLI,VIOHaJ'IbeIX
HapyLLIEHMI\;I KenygoyHo-KNWeYHOro TpaKTa

nanaBepuH 1 ero NPou3BoaHble APOTaBepPUH
cnabutenbHble cpeacTsa
cnabuTenbHble cpeacTsa

KOHTaKTHble cnabutenbHble cpenctea 6MC3KOAMJ’I

KOHTaKTHble cnabutenbHble cpeacTea ceHHo3uabl A 1 B

NpoTUBOAMApPENHbIE, KULLIEYHbIe
NPOTMBOBOCNAINTENbHbIE U
NPOTUBOMMKPOOHbIE NpenapaTsbl

npenapartbl, CHNWXKawmne MOTOPUKY
Kenyao4yHO-KMLWEeYHOro TpakTa

npenapaTbl, CHUKAOLWME MOTOPUKY Jsionepamumz,
KeNYA0YHO-KMILIEYHOrO TPpaKTa

NpoTMBOAMapPENHbIE MUMKPOOPIraHN3Mb!

NpoTMBOAMapEenHble MUKPOOPraHM3Mbl 6nodnpobaktepum budngym

npenaparbl, CNOCOBCTBYIOLLME NULLEBAPEHWIO,
BK/IOYAA pepMeHTHbIe npenapaTsbl

npenaparbl, CNOCOBCTBYIOLWME NULLLEBAPEHWIO,
BKtOYAA pepMeHTHbIe npenapaTsbl

dbepmeHTHbIe Npenaparbl NaHKpeaTuH

BUTAMWUHbI

ackopbuHoBasa Kucnota (BuTamuH C), BKAtoYas
KOMBMHaLMK C ApYrMMKN CpeacTBamm

ackopbuHoBas Kucnota (ButamuH C) ackopburHoBan KMcnoTa

TabneTku, NoKpbITble
NAeHOYHOM 060/104KOM

TabneTkn

cynnosuTtopumn
peKTanbHble;
TabneTku

TabneTkn

Kancynbl
Unu Tabnetku

Kancy/bl
WY NOPOLLOK ANA
npvema BHyTpPb

Kancynbl
UK TabneTku

Apake



Cco1

C01D

CO1DA

GO1

GO1A

GO1AF

HO2

HO2A

HO2AB

JO5

JOS5A

JO5AX

Mo01

MO1A

cepaedHo-cocygncrtaa cncrtema

npenapartbl Aas nevyeHms 3abonesaHui
cepaua

Ba3oaAnNaTaTopbl ANnA ne4eHunA 3abonesaHu
cepaua

OopraHn4yeckmne HUTpPAaThbI

mMmo4enosioBaA CUCTEMA U NOJ1I0BbIE TOPMOHDbI

NPOTUBOMMKPOBHbIE Npenapatsbl 1
aHTUCENTUKN, NPUMEHSAEMbIE B TMHEKONOTUU

NPOTUBOMMUKPOBHbIE NpenapaThbl U
aHTUCENTUKU, KPOME KOMBUHUPOBAHHbIX
npenapaTtoB C INIOKOKOPTUKOUAAMM

nponssogHble MMMNOa30/1a

rOpMOHa/ibHble NpenapaTbl CUICTEMHOIO
AeVICTBMﬂ, Kpome nos10BbIX TOPMOHOB U
MHCY/ZINHOB

KOPTUKOCTEpOMNabl CUCTEMHOIO AGVICTBMH
KOPTUKOCTEPOUAbLI CUCTEMHOIO AemCTBMH

rNIOKOKOPTUKONAbI

NPOTUBOMUKPOBHbIE NpenapaTbl CUCTEMHOIO
nencremn

NPOTUBOBUPYCHbIE NpenapaTbl CUCTEMHOIO
nencremn

NPOTUBOBMPYCHbIE NPenapaTtbl NPSMOro
aencreus

npoyre NPOTUBOBUPYCHbIE NpenapaThl

KOCTHO-MblLWeYHaA CUCTEMA

npoTnBOBOCNaINTE/IbHbIE U
npoTnBOpPEBMATUHECKNE NpenapaTbl

HecTepounaHble NPOTUBOBOCMNA/IUTE/IbHbLIE U

WA TabneTku

HUTPOrULLEPUH cnpei NoabA3bIYHbIN
[031POBaHHbIN

KNOTPUMa30 reNb BarMHaAbHbIN,
WU TabneTku
BarnHajbHble,
WA CynnosnTopumn
BarnMHaabHble

rMOPOKOPTU3OH Kpem gns HapyXKHOro
npuMeHeHusn
WKW Masb ANS HapYXKHOTo
npuMmeHeHusn

Karouen Tabnetku

ymudeHosump Kancynbl

UK TabneTku



MO1AB

MO1AE

NO2

NO2B

NO2BA

NO2BE

RO5

RO5C

RO5CB

RO6

RO6A

RO6AX

S01

SO01A

npoTnBOpEBMATUHECKNE NpenapaTbl

nponssogHble YKCVCHOVI KNCNOTbl N
poAacTBEHHbIE COEANHEHNA

Npou3BoAHble NPONMOHOBOM KUCNOTbI

HEepBHaA CUCTtema

dHa/breTukun

Aapyrne aHanbreTukn n aHTUNpPEeTuKn
canmynnoBana KUCNOTa U ee NponssBoaHble

aHUAnAabI

AblXaTe/ibHaA CUCTEMa

NpoTUBOKalUEBbIE NpenapaTbl U CpeacTBa
Ana nevyeHnAa NpocTtyaHbIX 3abonesaHui

OTXapKMBatoLue npenaparbl, KpOMe
KOMBWHaLMIA C NPOTUBOKALLNEBLIMU
cpeacTBamu

MYKOIUTUYECKNE NpenapaTbl

aHTUIUCTaMUHHbIE CPeACcTBa CUCTEMHOTO
nencremn

aHTUITMCTaMUHHbIE CpeacTBa CUCTEMHOIO
aencreus

apyrne aHTUrMCtaMmnHHblIe Cpeactea
CncremHoro ,CI,EI‘;1CTBVIFI

OpraHbl 4yBCTB
quTan bMosioOTn4ecKkmne npenaparbl

NPOTUBOMMKPOGHbIE NpenapaTsl

anknodeHak

nébynpodeH

aueTnncanmnymnnoBana KMCN0OTa

napaueramon

aueTnnuncTenH

nopatagnH

Kannu rnasHole;
cynnosuTtopumn
peKTanbHble;
TabneTku

Kancynbl uav TabneTku;
cycneHsus gna npuema
BHYTPb

Tabnetku

CUPOM MK CyCneH3na
019 IpUema BHYTpb;
cupon (ana aeten) nau
CycrneH3unsa gna npuema
BHYTPb (ANA AeTeid);
cynnosuTtopumn
peKTanbHble;

Tabnetku

rpaHybl Ans
NpPUroToBAEHMA pacTBopa
ANA Npyema BHyTpb

WAV NOPOLLOK ANA
NPUroToBAEHMSA pacTBopa
ANA Npyema BHYTpb

cupon ana npuema
BHYTPb;
TabneTku



SO1AA  aHTMOBMOTUKM TeTpaunKANH Masb rnasHan




