3apeructpuposaHo B MuHtocte Poccum 28 AnBapa 2013 r. N 26727

MMWUHWUCTEPCTBO 31PABOOXPAHEHUA POCCUNCKOWN ®ELEPALIUU

MPUKA3
oT 20 pekabpa 2012 r. N 1138H

Ob YTBEPXAEHUU CTAHAAPTA
CMNELMANN3NPOBAHHOWN MEAULMHCKON NOMOLLIM NPU 31I0KAYECTBEHHbIX
HOBOOBPA3OBAHUAX FTOPTAHM I-11 CTAOAUN, TOPTAHOT/TIOTKU 11
CTAOUUN (CAMOCTOATENbHAA ANCTAHUUOHHAA NYYEBAA TEPANUA)

B cootBeTcTBUM CcO 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
HoBOOOpasoBaHuAx ropTaHu I-Il ctagun, roptaHornoTkm Il ctagum (camoctoaTenbHaa AUCTAHUMOHHAN
NlyyeBas Tepanus) CoriacHo NPUIOKEHMIO.

MuHucTp
B.1.CKBOPLIOBA

MpunoxeHue

K NpuKasy MUHUCTepPCTBa 340aBOOXPAHEHMNS
Poccuiickoit ®eaepaumm

o1 20 aekabpa 2012 r. N 1138H

CTAHOAPT
CMNELMANU3NPOBAHHOWN MEAULMHCKON NOMOLLU NPU 3/1I0KAYECTBEHHbIX
HOBOOBPA3OBAHUAX TOPTAHMU I-1l CTAOUN, TOPTAHOT/IOTKU 1
CTAOUUN (CAMOCTOATENbHAA ANCTAHUUOHHAA NYYEBASA TEPANUA)

KaTeropus Bo3spacTHas: B3poc/ble

Mon: noboin

dasa: nepBUYHbIN NpoLecc

Crtagusa: ropTaHsb - -1l (T1-2NOMO) roptaHornoTKa - [| (T2ZNOMO)
OcnoxKHeHuA: 6e3 0CNoKHEHNN

Bua, megMLUMHCKOM NOMOLLM: CNeLMain3npoBaHHan MeaUUMHCKAA NOMOLLb
YcnoBuA o0KaszaHUA MegMLMHCKOM NOMOLLN: AHEBHOM CTaLMOHap

dopma oKasaHUA MegULMHCKOM NOMOLLM: NAaHoBanA

CpegHue cpoku neyeHus (Konnyectso aHen): 31

Komn nmo MKB X<*> C32 3JI0KaUEeCTBEHHOE HOBOOOpasOBaHME
HosoJyormueckme enMHMULIE TOpPTaHU
Cl4.1 ToOpTaHOTJIOTKMU

1. MegmumHCKmne meponpuATUA ANA ANArHOCTUKN 3a60/'IeBaHMﬂ, COCTOAHUA

|HpmeM (oCcMOTP, KOHCYJIbTAlLMA) Bpada-cleluuaucTa
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Koxn HammMeHOBaHME MeIMLMHCKOM YCcpeOHeHHBI YCcpeOHeHHBI
Me OMLMHCKOM yCcinyru rnoxasaTelb rnokasaTeJib
YyCIyTu YacTOTEH KpPaTHOCTHU
npegocrasBjeHus <1> NPUMEHEHUA
B01.038.003 OcMOTp (KOHCYJIBTALMS) 1 1
BpadyoM-panuoTepaneBToM
[IEPBUYHEIM

<1> BepoATHOCTb NpPefoCTaBNEHUA MEOUUMHCKUX YCAYr WAW HA3HA4YeHUA JeKapCTBEHHbIX
npenapatos AnA MeAWULMHCKOrO NpuUMeHeHusa (MeAMUMHCKUX U3AeNUN), BKAIOYEHHbIX B CcTaHaapT
MeAMLUMHCKOM NOMOLLM, KOTOPas MOXKET NPMHMMaTb 3HadYeHua ot 0 go 1, rae 1 o3HayaerT, YTo AaHHoe
meponpuatne nposoantca 100% naumeHTOB, COOTBETCTBYIOWMX AAHHOW mogdenu, a undpbl meHee 1
YKa3saHHOMY B CTaHZapTe MeAMUMHCKOM MOMOLUM MPOLEHTY MaLUMEHTOB, MMEIOLMUX COOTBETCTBYOLME
MeANLUNHCKME MOKa3aHuA.

JlaBopaTopHEE MEeTOHEl MCCJIENOBaHUSA

Kon HauMeHOBaHME MeOMLMHCKOM YCcpenHeHHEN YCcpenHeHHEN
MeOMLMHCKOM yCcinyru nokasaTellb nokasaTelb
yCIyru YaCTOTE KPaTHOCTHU
npenoCTaBJIEHNUS IPVIMEHEHN S
B03.016.002 ObmmM (KJIMHUYECKUN) 1 1
aHaJn3 KpPOBU
B03.016.004 AHaIM3 KPOBU 1 1
OroXUMHMYUE CKUM
obueTepalleBTHUUEe CKUM
B03.016.006 AHaIM3 MOUM OOUWUM 1 1
VHCTpYyMEeHTAaJIbHEIE MEeTONBl MCCJIENOBAaHMS
Koxn HammMeHOBaHME MeIMLMHCKOM YCcpeOHeHHBI YCcpeOHeHHBI
Me OMLMHCKOM yCcinyru rnoxasaTelb rnoxasaTelb
YyCIyTu YacTOTEH KpPaTHOCTHU
IpenoCTaBJIEHNUS IPVMEHEHUS
A03.08.001 JIapMHTOCKONMS 0,05 1
A03.08.002 PapUHT'OCKONNUA 0,05 1
A03.09.002 Tpaxeockonusa 0,05 1
A05.08.002 MaTHMTHO-PE30HAHCHAS 0,01 1
ToMOTPadMsa TOPTAHOIJIOTKU
A05.10.006 Perucrpaumnsa 1 1
BJIEKTPOKAPINOTPAMMEL
A05.30.008.001 |MarHuTHO-PEe3OHAHCHASA 0,01 1
ToMOTIpadma wem c
BHY TPUBEHHEM
KOHTPAaCTUPOBaHMEM
A06.09.007 PeHTreHoTpadmsa Jerkux 0,05 1
B03.052.001 KomMmmiiekcHoOe 0,05 1
YJIBTPa3ByKOBOE
MCCJleHOBaHMe BHYTPEHHUX
OpPT'aHOB

2. MeaguuyHcKume yCcnyrun gna neveHuA 3360ﬂeBaHMﬂ, COCTOAHUA U KOHTPO1A 3a IeHEHNEM

[lpyeMm (OCMOTP, KOHCYJbTalLMsa) M HaOJOIeHMEe Bpada-cleluramucTa

Kon HamMeHOBaHME MeIMLMHCKOM YCcpeOHeHHBI YCcpeOHeHHBI
Me OMLMHCKOM yCcnyru rnoxasaTelb rnoxasaTelb
YyCIyTu YacTOTEH KpPaTHOCTHU
npenoCTaBJIEHUA IIpVMEHEHNA
B01.038.004 OcMOTP (KOHCYJIBbTALUSA) 1 30
BpadyoM-panuoTepaneBToM
IIOBTOPHEIM




JlaBopaTopHEE METOHBEl MCCJIENOBAHUS

Konm HamMeHOBaHME MeIMLMHCKOM YCcpeOHeHHEI YCcpeOHeHHE
MeOMLMHCKOM YyCIIyTu nokasaTellb nokasaTellb
YCIyTH YaCTOTE KPaTHOCTU
NpenoCTaBJIEHUA IPVIMEHEHUHA
A08.06.001 [IuTOoJOTHMUYECKOe 0,05 1
MCCcJledOBaHMe IpenapaTa
TKaHey JuMdoysJia
B03.016.002 OBumit (KIMHUUECKMUIM) aHaJmns3 1 5
KPOBU
B03.016.004 AHaIM3 KPOBM OMOXUMUYUECKUMN 1 5
obmeTepaneBTUUECKUN
B03.016.006 AHanms MOuM OOWMUM 1 5
VIHCTpyMEeHTAaJIbHEIE METONE MCCJIeOOBAaHUSA
Konm HamMeHOBaHME MeIMLMHCKOM YCcpeOHeHHBI YCcpeOHeHHBI
MeOMLMHCKOM YCIIyTu nokasaTellb nokasaTellb
YCIIyTH YaCTOTE KPaTHOCTU
npenoCTaBJIEHNUS IPUMEHEHNS
A05.10.006 PerucrTpaumsa 1 2
BJIEKTPOKAPINOTPAMMEL
A05.30.009 TonoMeTpMsa MATHUTHO-— 0,01 1
Pe30HaHCHO-TOMOTIpadmuueckas
A06.30.009 TonoMeTprs KOMIBLITEPHO— 0,99 1
TOMOTIpaduieckas
A07.30.020 HosuMeTprUecKoe 1 1
[LJIaHVMPOBAaHME JIyueBOM
Tepanmun
A07.30.021 [Jo3MMeTPUYEeCKUM U 1 1
panMoMeTpMUYeCcKMUiI KOHTPOJIb
JIy4eBOM Tepanun
Al11.06.003.001 |IyHKUMS JIMUMOATUUECKOTO 0,05 1
y3Jja [I0I KOHTPOJIEM
YIIbTPa3BYKOBOT'O
VCCJIeJOBAaHNA
HeMeIMKaMeHTOSHEE METOHE NPOQMIaKTUKM, JI€YEHMSa UM MeIMLMHCKOM
peabunuTaumnn
Kon HauMeHOBaHME MeOMLMHCKOM YCcpenHeHHEN YCcpenHeHHEN
Me OMLVHCKOM yCcanyru nokasaTelb nokasaTelb
yCcrnyru YaCTOTE KPaTHOCTHU
npenoCTaBJIEHNUSA NIPUMEHEHNS
A07.08.001.001 |IucTaHumMoHHAas JyueBasd 0,28 1
Tepanus Ha MeOULMHCKUX
YCKOPUTEJNAX 3SJIEKTPOHOB
ONIyXOJIEM BEPXHUX
OBIXaTEeJIbHEIX yTeMl
A07.08.001.002 |IucTaHuMOHHAA TaMMa-— 0,1 1
Tepanmsa ONyXOJIell BEePXHUX
OBIXaTEJIbHEIX IIyTeMN
AQ07.08.001.003 |IucTaHUMOHHAS JiydeBas 0,4 1
Tepanus OIyXOoJIell BEePXHUX
OBIXaTeJIbHEIX IIyTeM C
VMICIOJIE30BaHUEM
MHOVBUOYAJbHEX QOPMUPYIOMMX
UM OQUKCUPYINUX YCTPOMCTB
AQ07.08.001.005 |IucTaHuUMOHHAS JiydyeBas 0,01 1

Tepanmus OIyXOJIell BEePXHUX
OBIXaTEeJIbHEIX IIyTelu
crepeoTakCcHUyUeckKas




A07.08.001.006 |IncTaHumMoHHAsS JyueBasd 0,01 1
Tepanus Ha JIMHEMHOM
YyCKOpUTEJIe C MOOyJalLueMn
VMHTEHCUMBHOCTNM IIy4dKa
VBJIYUYEeHUS OIYyXOJIeM BEPXHUX
ObIXATEJIbHEX IIyTel
A07.30.009 KonpopMHas IMCTaHLMOHHAS 0,2 1
JydyeBas Tepanms

3. MNepeyeHb 1eKAPCTBEHHbIX MPENApPaToB AN MeAUUMHCKOTOo NPUMEHEHUS, 3aperncTpMpPoBaHHbIX
Ha TeppuTopuM Poccuiickolt deaepaLmm, ¢ yKasaHNEM CPeAHUX CYTOUYHbIX U KYPCOBbIX 4,03

Kon AHaTOMO— HamMmeHOBaHMUE YCcpeIOHEeHHbBIM EomHMLE CCL CKI
TepaleBTUUECKO— |JIeKapPCTBEHHOTO rnokasaTellb UBMEPEHUS | <K**> | JFHkHx>
XYIMUYEeCKasd npenapara <**> JacCTOTH
xJjlaccubmraumsa npenoCTaBJIeHUS
VO8CA | [lapaMaT'HUTHEE 0,02

KOHTPACTHBIE

cpencrea
Tamonmamm MMOJIb 0,5 0,5
T'amorneHTeTOBAad MMOJIb 0,5 0,5
KMCJIOTa

<*> MeKayHapogHaa cTaTUcTMYecKas Knaccuduraumsa bonesHelr um npobnem, CBA3aHHbLIX CO
340poBbeM, X MepecmoTpa.

<**> MeayHapogHoe HenaTeHTOBaHHOE WAW XMMMYECKoe HauMeHOBaHWe JNeKapCTBEHHOro
npenapara, a B Cy4anx UX OTCYTCTBUSA - TOProBOe HaMMeHOBAHWE IEKaPCTBEHHOrO Npenapara.

<*¥**> CpeaHAs cyTouyHan A03a.

<**¥EXS CpenHAs KypcoBas Ao3a.

MpumeyaHua:

1. JleKapcTBeHHble npenapaTtbl A8 MEAULMHCKOrO MNPUMEHEHUSA, 3aperucTpupoBaHHbIE Ha
Tepputopun Poccuiickon Peaepaummn, HasHauYalOTCs B COOTBETCTBUMU C MHCTPYKUMEN MO NPUMEHEHUIO
JIeKapCTBEHHOrO Npenaparta s MeANLUMHCKOro NpUMeHeHMa U papmakoTepaneBTUUYECKON rpynnoi no
aHaTOMO-TepPaneBTUYECKO-XMMMUYECKOWN KNaccudmKaLmmn, pekomeHa0BaHHOW BcemmpHoOM opraHmsaumeit
3[1paBOOXPaHEHUs, a TaKKe C y4eTOM cnocoba BBeAeHUA U NPUMEHEHUS IeKapCTBEHHOro NpenaparTa.

2. HasHayeHMe M NpPUMEHEHME JIEKAPCTBEHHbIX MPENnapaToB A8 MeAULMHCKOro NpPUMEHeHUs,
MEeANLMHCKUX U3OENUA U CNEeunannsmpoBaHHbIX NPOAYKTOB /1le4ebHOro nUTaHus, He BXO4AWMX B
CTaHAApPT MEAMUMHCKON MOMOLLM, AOMYCKAKTCA B C/Ay4ae HaAUuMa MeAUUMHCKMX MOKasaHui
(MHAMBMAYaNbHOM HENepeHOCUMMOCTM, MO MU3HEHHbIM MOKa3aHMAM) Mo peweHuo BpadyebHol
Kommuccum (4actb 5 crtatbm 37 PepepanpHoro 3akoHa oT 21.11.2011 N 323-$3 "O6 ocHoBax OXxpaHbl
3/,0poBbA rpaxkaaH B Poccuinckoit Pepepaunn (CobpaHue 3akoHoaaTenbcTsa Poccuiickon deaepaumm,
28.11.2011, N 48, cT. 6724; 25.06.2012, N 26, cT. 3442)).
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