3apernctpmnpoBaHo B MuHtocte Poccum 6 pespans 2013 r. N 26860

MMWHWUCTEPCTBO 31PABOOXPAHEHUA POCCUNCKOWN ®ELEPALIUU

MPUKA3
oT 24 peKabpsa 2012 r. N 1453H

Ob YTBEPXAEHUU CTAHAOAPTA
CMNELMANN3NPOBAHHOW MEAULMHCKON NOMOLLM NMPU 3/1I0KAYECTBEHHbIX
HOBOOBGPA30BAHMUAX LLUEMKU MATKM 1A2-11l CTAAUU
(NPEAONEPALUOHHAA ANCTAHUMOHHASA NYYEBAA TEPANUA)

B cootBeTcTBUM cO cTaTben 37 PeaepanbHoro 3akoHa ot 21 Hoabpsa 2011 r. N 323-$3 "O6 ocHoBax
OXpaHbl 340pOBbA rpaxaaH B Poccuitickolt depepaumnn” (CobpaHue 3akoHoaaTenbcTBa Poccuitckol
depepaunn, 2011, N 48, c1. 6724; 2012, N 26, cT. 3442, 3446) npuKasbiBalo:

YTBEpANTb CTaHAAPT CNeunanm3MpoBaHHON MEAULUMHCKOM MNOMOLWM NPU  3/10Ka4YeCTBEHHbIX
HoBOOOpasoBaHMAX LWelkn maTtkm IA2-IIl ctagum (NpeponepauyoHHas AWCTAaHLMOHHAA JNlyyeBas
Tepanua) COrNacHo NPUNOXKEHWUIO.

MuHucTp
B.1.CKBOPLIOBA

MpunoxeHue

K NpuKasy MUHUCTepPCTBa 340aBOOXPAHEHMNS
Poccuiickoit ®eaepaumm

oT 24 pekabpa 2012 r. N 1453H

CTAHOAPT
CMNELMANU3NPOBAHHOWN MEAULMHCKON NOMOLLU NPU 31I0KAYECTBEHHbIX
HOBOOBGPA30BAHUAX LLEMKN MATKMU I1A2-11l CTAAUU
(NMPEAONEPALUOHHAA ANCTAHLUMOHHAA NYYEBAA TEPANUA)

KaTeropua Bo3pacTHana: B3poc/ible

Mon: }KeHCcKMm

dasa: nepBUYHbIN NpoLecc

Craguma: IA2-111 (T1a2NOMO; T1b1; 2NOMO; T2a; bNOMO; T1; T2; 3bN1MO)
OcnoKHeHuA: 6e3 0CNOKHEHUN

Bua meanuMHCKON NOMOLM: CNeLnanm3MpoBaHHas MeguLUMHCKan NomMoLLb
YcnoBus oKasaHMA MeaULNHCKOMW NOMOLLN: AHEBHOM CTauMoHap

dopma oKazaHMA MegULMHCKOM NOMOLLM: NAaHOBaA

CpeaHue cpoKku ieyenus (KonmyecTtso aHen): 20

Kom mo MKE X <*> C53 3joxaueCcTBeHHOe HOBOOOpaszOBaHMEe WENKU
Hoszosiormueckme enMHMLEL MaTKM

1. MeguumHcKkue meponpuAaTnAa anAa agnarHoOCTuKu 3360ﬂeBaHMFI, COCTOAHUA

|HpmeM (ocMOTP, KOHCYJIbBTALMSA) Bpada-clelurainucTa
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Koxn HammMeHOBaHME MeIMLMHCKOM YCcpeOHeHHBI YCcpeOHeHHBI

MeIVLIVHCKOM YCIIyTHU rnokasaTesib rnokasaTesib
YCIyTU YaCcTOTH KPaTHOCTHU
HpeHOCTaB.HeHMH HpMMeHeHMH
<1>
B01.038.003 OcMOTP (KOHCYJIBTALUSA) 1 1

BpadoM-pananoTepaneBTOM
[IE€PBUYHEIN

<1> BepoATHOCTb NPenOCTaBNEHUA MEAUUMHCKMUX YCAYr WAM Ha3Ha4yeHUA JIeKapCTBEHHbIX
npenapatos A4 MeAMUMHCKOrO NpUMeHeHUs (MeAMUMHCKUX W34Ee/MN), BKAKOYEHHbIX B CTaHZapT
MeANLMHCKON MOMOLLM, KOTOPasi MOXKET NpMHUMaTb 3HaveHusa oT 0 go 1, rae 1 o3HavaeT, YTo AaHHoe
meponpuaTtne nposoantcs 100% naumeHTOB, COOTBETCTBYHOWMX AaHHOW moaenu, a umuodpbl meHee 1 -
YKa3aHHOMY B CTaHZapTe MeAMLMHCKOM MOMOLUM MPOLLEHTY MALMEHTOB, MMEILWNX COOTBETCTBYHOLLMNE

MmeanunHCKmue nokasaHuA.

JlaBopaTOpHEE METOIE MCCJIEeNOBaHUsA

Kon HauMmeHOBaHME MeOMLMHCKOM YCcpenOHeHHEN YCcpenHeHHEN
Me OMLIMHCKOM yCcIyru nokaszaTelb nokaszaTelb
yCIiyTru YaCTOTE KPaTHOCTHU
IpenoCcTaBJIeHUs IpUMEHEHYU
A08.20.011 Mopdosornueckoe 0,02
MCCJIegOBaHMe Ipernapara
TKaHey WMeMKM MaTKU
A08.20.012 HuToJIoTMUecKoe 0,01
UCCcJledOBaHMe IpelapatTa
TKaHEeM BJjlarajuia
B03.005.006 KoarymnorpaMmma 0,03
(OPMEHTHUPOBOUHOE
UCCJIeOOBaHME CHUCTEMEL
remMocTasa)
B03.016.003 OBumit  (KIMHUYUECKUI) 0,05
aHaJM3 KPOBU pPa3BEPHYTHN
B03.016.004 AHaM3 KPOBU 0,05
BroxmMMMUe CKUM
obmeTepaneBTUUECKUN
B03.016.006 AHaAJIM3 MOUM OB 0,05
VHCTpyMeHTaJIbHEE METOIE MCCJIeIOBaHUSA
Kon HauMmeHOBaHME MeOMLMHCKOM YCcpenOHeHHEN YCcpenHeHHEN
Me OMLIMHCKOM yCcIyru nokaszaTelb nokaszaTelb
yCiyru YaCTOTE KPaTHOCTHU
IpenoCTaBJIeHUS IPUMEHEHY A
A04.06.002 Y TpasByKOBOE 0,05
UCCcJieOBaHMe
JIMPaTUUEeCKUX Y3JIOB (OIHa
aHaToMMUeckas 30Ha)
AQ04.12.002.001 |¥YabTpasByKOBas 0,05
monmnjgeporpadmsa Ccocymos
(apTepuit M BEH) HWXHUX
KOHEUHOCTEeN
A05.10.006 PerucrTpaumsa 0,05
3JIEKTPOKAPANOT'PaMMEL
A05.30.004 MaTHMTHO-PE30HAHCHAS 0,03
TOMOTPadMsa OpraHOB MaJioI'o
Taza
A05.30.004.001 |MarHuMTHO-pPes3OHAHCHAaSA 0,01

TOMOTpPadmusa OpTraHOB MAaJIOT'O
Tasa C BHYTPMBEHHBIM
KOHTPaCTUPOBaHMEM




A06.09.007 PenTreHorpadma merxmx 0,05

A06.30.005.001 |KomnbioTepHas ToMoI'padmus 0,03
OPT'aHOBR OPKIHOM IIOJIOCTU U
3a0pPOIMHHOTO MNPOCTPAaHCTBA

A06.30.005.003 |KomnbioTepHas TomMoTpadms 0,01
OPT'aHOB OPIMHOM IIOJIOCTU C
BHYTPMUBEHHEM OOJIIOCHEM
KOHTpaCTMpOBaHMEM

Al11.20.005 [lonlyyeHre BJIATAJIUIIHOTO 0,01
Maska

A11.20.011 Buoncua menku MaTKu 0,01

A11.20.025 [loydyeHre Mazka C MeNKU 0,01
MaTKN

B03.052.001 KomMmmiiekcHoOe 0,05
YJIBLTPa3ByKOBOE

MCCJIeOOBAaHME BHYTPEHHUX
OpTaHoOB

2. MeguumyHcKkume YCnyrun gna nevyeHuA 3a6oneBava, COCTOAHUMA U KOHTPO1A 3a N1e4HeHNneM

[lpyeMm (OCMOTP, KOHCYJbTalLMsa) M HaOJOIeHMEe Bpada-cleluramcTa
Kon HammMeHOBaHME MeIMLMHCKOM YCcpeOHeHHBI YCcpeOHeHHBI
Me OMLMHCKOM yCcinyru rnoxasaTelb rnoxasaTelb
YyCIyTu YacCTOTEH KpPaTHOCTHU
npenoCTaBJIEHNUA IPVYMEHEHN A
B01.038.004 OcMOTP (KOHCYJIBbTALUSA) 1 19
BpadoM-paIluoTepaneBToOM
I[IOBTOPHEIN
JlabopaTOpHEIE METOHNE MCCIJIEOOBAaHUA
Koxn HamMeHOBaHME MeIMLMHCKOM YCcpeOHeHHBI YCcpeOHeHHBI
Me OMLMHCKOM yCcnyru rnoxasaTeJlb rnoxasaTelb
YyCIyTu YacTOTEH KpPaTHOCTHU
npenoCTaBJIEHUA IIpVIMEHEHNA
A08.06.001 [IuTOoJOTHUUECKOe 0,05 1
uccrenopaHMe mnpenapara
TKaHey JuMboy3Jia
A09.20.009 MyKpOCKONIUIECKOE 0,05 1
MCCJIeHOBaHMe OTOEeJIAEMOTO
13 BJaraamuma Ha
YYBCTBUTEJIBHOCTE K
QHTMOAKTEPMAJIBHEIM U
IPOTUBOTIPMOKOBEIM
npenapaTaMm
B03.005.006 Koarynorpamma 0,1 1
(OPMEHTUPOBOYHOE
VCcylegoBaHMe CUCTEME
remMocTasa)
B03.016.002 Obum (KIMHMUECKMUM) aHamms3 |1 3
KPOBU
B03.016.004 AHaM3 KPOBM OMOXUMMYECKMUM |1 2
obleTepaneBTUYE CKUM
B03.016.006 AHanms MOuYM OOWMM 1 3
VIHCTpyMeHTaJlbHEle METONE MCCJIeOOBaHUSA
Kon HauMmeHOBaHME MeOMLMHCKOM YCcpenHeHHEN YCcpenHeHHEN
MeOMLVHCKOM yCcinyru nokasaTelb nokasaTelb
yCcnyru YaCTOTE KPaTHOCTHU
npenoCTaBJIEHNUSA IPUMEHEHN S




AQ4.06.002

YIIBTPa3ByKOBOE
uccJenopaHme JamMpaTUdeCKUX
Y3JIOB (OIOHa aHaToOMMUecKas
30Ha)

A04.12.002.001

YIIbTpas3ByKOBasa
monmnjgeporpadmsa cocynos
(apTepult M BEH) HWXHUX
KOHEUHOCTEN

A05.10.006

Perucrpaumsa
BIIEKTPOKAPONOI'PaMMEL

A05.30.004

MarHmMTHO-pe30OHaHCHAaHA
TOMOTI'padmUa OpPraHOB MAaJIOIT'O
Tasa

A05.30.004.001

MarHMTHO-pPEe30HaHCHAasA
TOMOTIpPadmsa OpraHOB MaJloIro
Tas3a C BHYTPMBEHHBIM
KOHTpaCTMpOBaHMEM

A05.30.009

TonoMeTpMsa MATHUTHO—
pes30OHaHCHO-TOMOTpadpmudeckasa

A06.09.007

PeurreHorpadmusa JIETKUX

A06.30.005.001

KoMneroTepHas ToMoIpadma
OPT'aHOB OPIIHOM IIOJIOCTU U
3a0pPOMMHHOTO NPOCTPAaHCTBA

A06.30.005.003

KoMnbioTepHas ToMoI'padmsa
OPT'aHOB OPKIHOM IIOJIOCTU C
BHYTPVBEHHBIM O OJIIOCHEIM
KOHTPAaCTUPOBAaHMEM

A06.30.009

TonmoMeTpma KOMIIBIOTEPHO—
ToMOTI'paduueckas

AQ07.30.020

JosuMeTpruyeckoe
JIaHUPOBAHME JIyUeBOM
Tepanumn

AQ07.30.021

HOoBUMETPUUECKUN U
pPaIoOMeTPUYEeCKMM KOHTPOJIb
JIy4eBOM Tepanun

A11.06.003

[IyHKUIMS JIUMbaTUUIECKOTO
y3Ja

A11.06.003.001

[MyHkumsa JamuMbaTUIeCKOT'O
y3Jla 00X KOHTPOJIEM
YIBTPa3ByKOBOT'O
MCCJIeJOBaHMA

A11.20.005

[TonydyeHMe BJATaJIMIHOT'O
Ma3Ka

B03.052.001

KoMmyiekCHOe YJIBTPasBYKOBOE
MCCJlenoBaHMe BHYTPEHHUX
OpPTaHOB

HemMenomMkaMeHTOS3HEE MEeTOIBI HpO@)MJTaK’I‘MKM,

JIeUueHS U MeIMLMHCKOM

peabunuTaumumn
Koxn HamMeHOBaHME MeIMLMHCKOM YCcpeOHeHHBI YCcpeOHeHHBI
MeIULVHCKOMN yCIIy T rnokasaTelb rokasaTelb
YCIIyTU YaCTOTEHL KPaTHOCTHU
npenoCcTaBJIEHUA IIpVMEeHEHNA
A07.20.003.001 |IucTaHUMOHHAS JiydyeBasd 0,6 1
Tepanus Ha MeOULMHCKUX
YCKOPUTEJIAX DJIEKTPOHOB
OTIyXOJIEM XEHCKUX I10JIOBBIX
OPT'aHOB
A07.20.003.002 |IucTaHUMOHHAS TI'aMMa-— 0,4 1

Tepalm4a onyxoneﬁ XKEHCKUX
IIOJIOBEIX OPI'aHOB




3.nepeHEHbHEKapCTBEHHbMI1peﬂapaTOBﬂﬂﬂIWEAMHMHCKOH)HpMMeHEHMﬂ,BapEFMCTpMpOBaHHbM

Ha TeppuTopuM Poccuiickoi deaepaumm, ¢ yKasaHNMEM CPEeAHUX CYTOUYHbIX M KYPCOBbIX 4,03

Kon AHaTOMO-— HamMmeHOBaHME YcpenHeHHB EovHMIIE CCL CKL
TepalneBTUUeCKO— JIEKAapPCTBEHHOT O noxkasaTeJib muaMepeHus | <*FFx> LHHHXS
XYMUYeCKa s npenapara <**> YaCTOTEH
KJlaccubmraums IpenoCcTaBJIeHNS
AQO3AA | CuHTeTHUYEeCKHuE 0,5
AQHTUXOJIMHEPTUYECKHUE
cpencrea, sbupH C
TPEeTUUYHOM
aMMHOTPYNION
MnaTndnuinamya MJT 1
[naTnniamuH T 0,015 0,1
AQO3AD | [lanaBepmH M €TI0 0,3
[IPOM3BOIHEE
IpoTaBepyH MJT 4 40
AQ4AA | BIOKATOPEL 0,3
CEepOTOHMHOBEIX SHT3-
PeLenTopoB
OHIIAHCETPOH MT 8 40
AQ7AA | AHTUOMOTUKU 0,2
HucraTun b 2 10
AQ7DA | [lpenapaTsl, 0,4
CHMXanIME MOTOPUKY
KEJIYyLOYUHO ~KUIIEYHOT'O
TpakTa
Jlonepamun MT 4 8
AQ7FA | IpoTMBOIMAPEVHEIE 1
MUKPOOPT' aHU3ME
Bubnnobaxkrepun nos 15 300
Onbnoym
BO3AB | lepopaJibHLE 0,8
npernapaTsl
TPEeXBaJIEeHTHOT'O
xesesa
Kemeza [III] MT 300 6000
TUOPOKCHUL
[IOJIMMaJIbTO3aT
Kemeszsa [III] MI 400 8000
TUIOPOKCHUIL
[IOJIMMAaJIbTO3aT
BO3BB | doymmeBas KMCJIOTa U 0,8
ee NPOM3BOIHLIE
donmeBas MI 1 20
KJCJIOTa
BO3XA | Ipyrue 0,2
aHTUAHEMMUYECKIE
npenapaTs
SnosTUH anbbda ME 10000 50000
SnoaTuH BeTa ME 10000 50000
DO8AX | OIpyrmMe aHTUCENTUKN 1 1
¥ Oe3uHbuuMpyoILye
cpencrTea
Bomopona MJT 5 100
[IEPOKCUTL
HO2AB | I'JIOKOKOPTUKOWMIEL 0,2
IlexkcameTas3s0H MD 4 20
VO8AB | BomopacCTBOPMMEIE 0,02
HebpPOTPOIHEE
HMBKOOCMOJISIPHEE
PEHTTEHOKOHTPAaCTHHE
cpencTea
Mlorexcou MD 300 300
Monpomun MD 300 300
Vonpomun MD 370 370
V08CA | [lapaMaT'HMUTHEIE 0,02
KOHTPAaCTHEE
cpencTBa
TagoovamMum MMOJIb , ,
TagonmeHTeTOBAad MMOJIb ;5 0,

KMcCJjioTa




<*> MexayHapogHaa craTUcTuyeckas Knaccudukauma 6onesHen M npobaem, CBA3AHHBLIX CO
340p0oBbeM, X MepecmoTpa.

<**> MeayHapoaHOe HenaTeHTOBAHHOE WM XMMUYECKOe HauMeHOBaHMe JIeKapCTBEHHOIO
npenapara, a B CAy4anx UX OTCYTCTBUA - TOProBOE HAMMEHOBAHWE IEKAPCTBEHHOIO Npenapara.

<*¥**> CpefHsA cyToyHas fo03a.

<*¥**> CpefHsA KypcoBas [03a.

MpumeyvaHua:

1. JlekapcTBeHHble npenapaTtbl ANA MeOUUMHCKOrO MPUMEHEHUA, 3aperncTtpupoBaHHble Ha
Tepputopun Poccuiickon Pepepaummn, HasHAYalOTCs B COOTBETCTBMU C UHCTPYKUMEN MO MPUMEHEHUIO
JIeKapCTBEHHOrO NpenapaTta g8 MeAUUMHCKOro NpUMeHeHMa U papmaKkoTepaneBTUYECKON rpynnoi no
AHAaTOMO-TepaneBTUYECKO-XMMMYECKON KnaccudumKaumm, peKomeHA0BaHHOM BcemnpHoi opraHusaumen
3[1paBOOXPaHEHMA, a TaKKe C y4eTOM cnocoba BBeAEHUA U NPUMEHEHUSA IeKapCTBEHHOIO NpenapaTa.

2. HasHayeHMe M NpUMeEHEHME NIEKAPCTBEHHbIX MPEnapaToB AAA MEeAULMHCKOIO NPUMEHEHMUS,
MEeANLMHCKUX U3AENNA WU CNELNANU3NPOBAHHDLIX NPOAYKTOB Ne4ebHOro MNUTAHWA, He BXOAAWMX B
CTaH4ApPT MeAMUMHCKON MOMOLLKM, AOMYCKATCA B C/Ay4ae HaAUMuMA MEeOULMHCKMX MOKA3aHMUM
(MHAMBMAYaNbHON HenepeHOCMMOCTM, MO MU3HEHHbIM OKa3aHMAM) MO peleHuto BpadYebHo
Kommuccum (4actb 5 ctatbm 37 depepanbHoro 3akoHa oT 21.11.2011 N 323-d3 "O6 ocHoBax oxpaHbl
34,0p0BbA rpaxaaH B Poccuiickonn degepaumn” (CobpaHme 3akoHogaTenbcTBa Poccuiickoit ®eapepaunn,
28.11.2011, N 48, cT. 6724; 25.06.2012, N 26, cT. 3442)).
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