3apeructpmuposaHo B MuHtocte Poccum 11 mapta 2013 r. N 27600

MMWUHWUCTEPCTBO 31PABOOXPAHEHUA POCCUNCKOWN ®ELEPALIUU

NPUKA3
ot 20 aekabpa 2012 r. N 10771

Ob YTBEPXAEHUU CTAHAAPTA
NEPBMYHOWN MEAUKO-CAHUTAPHOM NOMOLLM NPU 3/IOKAYECTBEHHbIX
HOBOOBPA30BAHUAX LLUTOBUAHOM XKENE3bI 0-IV CTALUU
(OBCNEQOBAHUE NPU NPOBEAEHUU AUCNAHCEPHOIO HAB/IIOAEHUA)

B cootBeTcTBUM cO cTaTben 37 PeaepanbHoro 3akoHa ot 21 Hoabpa 2011 r. N 323-d3 "O6 ocHoBax
OXpaHbl 340pOBbA rpaxaaH B Poccuitickolt depepaumnn” (CobpaHue 3akoHoaaTenbcTBa Poccuitckol
depepaunn, 2011, N 48, c1. 6724; 2012, N 26, cT. 3442, 3446) npuKasbiBalo:

YTBEpAUTb CTAHOAPT NEPBUYHON  MEeLMKO-CAHUTAPHOM MNOMOLWM MNPU  3/10KAYECTBEHHbBIX
HoBOOOpasoBaHMAX  WMToBMAHOM Kenesbl O-IV  ctagum (obcnepoBaHvMe npu  NpPOBeAEHMM
AMCMaHCcepHOro HabAlAEHMA) COrNAacHO NPUNONKEHMUIO.

MuHucTp
B.N.CKBOPLIOBA

MpunoxeHue

K NpuKasy MunHMUCTepCTBa 34paBOOXPaHEHNS
Poccuiickoit ®eaepaumm

oT 20 aekabps 2012 r. N 1077H

CTAHOAPT
NEPBMYHOMN MELAUKO-CAHUTAPHOM NOMOLLM NPU 3/IOKAYECTBEHHbIX
HOBOOBPA30BAHMAX LLUTOBUOHOM XKENE3bI 0-IV CTAAUU
(OBCNEAOBAHUE NPU NPOBEAEHUU OUCMNAHCEPHOIO HAB/IIOAEHUA)

KaTeropua Bo3pacTHan: B3poc/ble

Mon: ntobon

da3za: nepBUYHbIN NpoLecc

Cragusa: O-1V

OcnoKHeHuA: 6e3 0CNOKHEHUN

Bua meanuMHCKON NOMOLM: NePBMYHAA MeLMKO-CaHUTapHan NOMOLLb
YcnoBus oKasaHMa MeaULNHCKOM NOMOLLN: aMbBynaTopHO

dopma oKazaHMA MegUUMHCKOM NOMOLLM: NAaHOBaA

CpeaHue cpoKku fieyenus (KonmndyecTtso aHen): 10

Kom mo MKEB X <*>
Hosomornueckue enuHMLE C73 3Jj0KaueCTBEHHOE HOBOOOpAaz30BAaHUE
LMTOBUIOHOM XeJIe3H

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

|HpmeM (oCcMOTP, KOHCYJIbTAlLMA) Bpada-cleluuaucTa
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Kon MeIMUMHCKOM HamMeHOBaHME MeIMLMHCKOM YCcpeOHeHHBI YCcpeOHeHHBI

yCciyru yCiyTru rnokasaTeJib rnokasaTeJib
JaCTOTEI KPpaTHOCTU
npenoCTaBJIEHUA IIpVIMEHEHNUA
<1>
B04.027.001 IOVCIIaHCEepPHEM IpueM 1 2

(oCcMOTP, KOHCYJIbTALUSA)
Bpada-oHKOJIOTa

<1> BepoATHOCTb NPenoCTaBNEHUA MEAUUMHCKMUX YCAYr WAM Ha3Ha4yeHUA JIeKapCTBEHHbIX
npenapatos AAA MeAMUMHCKOrO NpUMeHeHUs (MeAMUMHCKUX W34eNUN), BKAKOYEHHbIX B CTaHZapT
MeANLMHCKON MOMOLLM, KOTOPasi MOXKET NPMHMMaTb 3HaveHusa oT 0 go 1, rae 1 o3HavaeT, 4YTo AaHHoe
meponpuaTtne nposoautcs 100% naumeHTOB, COOTBETCTBYIOWMX AaHHOW moaenu, a umuodpbl meHee 1 -
YKa3aHHOMY B CTaHZapTe MeAMLMHCKOM MOMOLUM MPOLLEHTY MALMEHTOB, MMEILNX COOTBETCTBYHOLLMNE
MeAMNUMHCKME NOKa3aHuA.

JlaBopaTOpHEE METOIE MCCJIEeNOBaHUsA

Kon MeIMUMHCKOM HauMeHOBaHME MeOMLMHCKOM YCcpenHeHHEN YCcpenHeHHEN
YCIyTn yCiyru nokasaTelb rnoxasaTeb
YaCTOTE KPaTHOCTHU
IpenoCTabBJIeHU:A [IPVIMEHEHMA
A08.06.001 HuTosIorMuecKoe 0,1 1

MUCCJiefOoBaHMe IMnpernapara
TKaHey JuMmboy3Jia
A08.22.004 HuToJIoTMUeCcKoe 0,1 1
KCCcJledOBaHMe IIpelapatTa
TKAHEeM MUTOBUIHOM XeJie 3kl

A08.30.004 VIMMYHOLMTOXVMUUECKOE 0,05 1
MCccyienoBaHMe MaTepuaia

A09.05.032 VcciienoBaHMe YyPOBHS 0,05 1
ofwero KajabLMsa B KPOBU

A09.05.033 ViccyienoBaHME YPOBHSA 0,05 1
HeopraHmdeckoro ¢ocoopa B
KPOBU

A09.05.062 ViccrienoBaHMe YpPOBHSA 1 1

CBODOOIOHOTO TPUMOINTUPOHMHA
(T3) B CBIBOPOTKE KPOBU
A09.05.064 JiccoemoBaHMe YPOBHSHA 1 1
obmero TupokcuHa (T4)
CHIBOPOTKM KPOBU

A09.05.119 ViccyienoBaHME YPOBHSA 0,05 1
KaJIbUMTOHMHA B KPOBU

Al2.06.011 [IpoBeneHMe peaKUUMU 0,2 1
BaccepmaHa (RW)

Al12.06.017 VicciemoBaHME AHTUTEJ K 1 1
TUPOTJIOOYJIMHY B CHIBOPOTKE
KPOBU

A12.06.018 ViccremoBaHMe aHTUTEN K 0,1 1
TKAHM HMUTOBUIHOM XeJIe3H B
KPOBU

Al2.06.046 JiccoienoBaHME AaHTUTEJ K 1 1

pelLenTopy THUPEOTPOIIHOTO
ropMoHa (TTI') B KPOBU
A26.06.036 OnpenejyieHne aHTUTEHA K 0,2 1
BUpyCYy TrenatuTra B (HBsAg
Hepatitis B virus) B
KpOBU




A26.06.041

OnpenesyieHre aHTUTEI
kJjlaccoB M, G (IgM, IgG)
BUPYyCHOMYy Trenatutry C
(Hepatitis C virus) B
KPOBM

A26.06.048

OnpenesyieHre aHTUTEI
kJjlaccoB M, G (IgM, IgG)
BMPYCY MMMyHOIOebMumTa
yejioBeka BMU-1 (Human
immunodeficiency virus
HIV 1) B KpOBHU

A26.06.049

OnpenesieHMEe aHTUTE
kjaccoe M, G (IgM, IgG)
BUPYCY MMMyHOIOebmumTa
yejioBeka BMU-2 (Human
immunodeficiency virus
HIV 2) B KpOBU

B03.005.006

Koarynorpamma
(OpMEeHTUPOBOUYHOE
MCCJIeNOBaHME CUCTEMEL
reMocTasza)

B03.016.003

Obumy (KIMHUYUECKUN)
aHaJIM3 KPOBU PaA3BEPHYTHM

B03.016.004

AHanM3 KpPOBU
OMoOXUMUYE CKUM
obueTepalleBTHUYEe CKUM

B03.016.006

AHanmmM3 MOUM OOMUM

MHCTpyMEHTAaJIbHEIE

MeTOIObl MCCJIEOJOBAHUMA

Konm MemmMuUMHCKOM
YCIyTU

HavMeHOBaHME MeOULMHCKOM
YyCIIyTu

YCcpenHeHHB
rnokasaTelb
YaCTOTE
penoCTaBJIEHNUS

YCcpenHeHHB
nokasaTellb

KPaTHOCTHU

IPUMEHEHW S

A03.08.001

JlapmMHToCKONMA

1

1

A03.08.001.001

JlapmHTrockonma ¢
MCIIOJIb30BaHMEM
BMIOEOBHIOCKONUYECKUX
TEXHOJIOTUN

0,1

1

A03.08.003

S5300arockonusa

~

A03.09.002

Tpaxeockonmsa

[

A04.06.002

YIIbTpas3ByKOBOE
ucciegoBaHue
IMMPaTUUIEeCKMX Yy3JI0B (OoIOHa
aHaToMMUeCcKas 30HAa)

oo
N
==

AQ4.11.001

YIIbTpas3ByKOBOE
MCCJIegOBaHMEe CpenoCTeHMA

AQ4.22.001

YIIbTPasByKOBOE
MCCJIegOBaHME MUTOBUIHOM
XeJIe3H U NapallMTOBMIHBIX
xeJjes

A05.10.006

Perucrpaunsa
BJIEKTPOKAPONOI'DaMMEL

A05.30.008.001

MarHMTHO-pe30HaHCHAasA
ToOMOTpadmsa wem c
BHYTPMBEHHEIM
KOHTPaCTUPOBaHMEM

A06.08.002

PenrreHorpa¢msa ropTaHm u
Tpaxen

A06.08.009.002

KomneroTepHas ToMoTrpadmsa
ey C BHYTPMBEHHEM
OOJIIOCHEIM
KOHTpaCTMpOBaHMEM




A06.09.005.001 CnupaJibHasg KOMIIBITEpHAaS 0,1 1
ToMoTpadusa TpyOHOM
IIOJIOCTU
A06.09.007 PeHTreHOTpadmsa Jerkmx 1 1
A06.16.001 PenrreHorpadmusa numesoma 0,1 1
A07.03.001 CumMHTUTPadusa KoCTeM 0,1 1
B03.052.001 KomnniexkcHoe 1 1
YIIbTPa3ByKOBOE
MCCJleNOBaHMe BHYTPEHHUX
OpT'aHOB
Xupyprudeckue, 5SHIOCKONMYEeCKMe, SHIOOBACKYJISAPHBE M OPpyTIMe MeTOIEH
IVATHOCTUKY, TpebyllMe aHeCTe3MOJIOTUUECKOTO U/MJIM PEeaHMMATOJOTUIECKOTO
COIIPOBOXIEHMS
Kon MeIMUMHCKOM HammMeHOBaHME MeIMLMHCKOM YCcpeOHeHHBI YCpeOHeHHBI
yCcinyru yCcnyru rnoxasaTelb rnoxasaTeJlb
JaCTOTEI KPpaTHOCTU
npenoCTaBJIEHNS NIPYIMEHEHM A
A11.06.003.001 IIyHKUMS JIMMaTUUIECKOT'O 0,1 1
y3Jja [I0I KOHTPOJIEM
YJbTPa3ByKOBOTO
MCCJIeIOBAaHMUS
Al11.22.002.001 I[IYyHKLIMS MUTOBUIHOM WJIU 0,1 1
rnapammMTOBMOHOM XeJIe3bl O]
KOHTPOJIEM YJIbTPasBYKOBOI'O
VCCJIeIOBAaHUS
B01.003.004.001 |MecTHas aHecTes3ud 0,1 1

2. MNepeyeHb NeKapCTBEHHbIX NPEnapaTos ANA MeAULUMHCKOro NPUMEHEHUS, 3aperncTPpMpPOoBaHHbIX
Ha TeppuTopuM Poccuiickoit deaepaumm, ¢ yKasaHMEM CPeAHUX CYTOUYHbIX U KYPCOBbIX 4,03

Kon AHaATOMO— HamMmeHOBaHMUE YCcpenHeHHbBM EOovHMLIED CCcI CKI
TepaneBTUYeCKO— JIEKAPCTBEHHOT'O noxkasarTeb MBMEPEHUs | <HFF*> | Jrxxxs
XYMUYeCKa s npenapaTa <**> YaCTOTH
KJlaccudmralums IpenoCcTaBJIeHUI
NO1AB | 3Qups aMMHOOEH3OMHOM 0,1
KM CJIO ThI
IIpokauH MT 50 50
NO1BB | AMMIEL 0,1
JIngoxkamH MI 20 20
VO8AB | BomopacCTBOPMMEIE 0,1
HedpOTpPOIHEIE
HM3KOOCMOJIIPHEIE
PEHTI'€HOKOHTPACTHEE
cpencTea
Morexcon MT 300 300
Mompomum M 300 300
Monpomun MI' 370 370
VO8CA | [lapaMaTHMUTHEIE 0,01
KOHTPACTHLEIE CPEenCcTBa
TagoomaMm MMOJIb 0,5 0,5
TagorneHTeTOoBasd MMOJIb 0,5 0,5
KIMCJIOTa

<*> MeKayHapogHana cTaTUcTMYecKas Knaccuduraumsa bonesHelr um npobnem, CBA3aHHbLIX CO
34,0poBbeM, X nepecmoTpa.
<**> MeayHapogHoe HenaTeHTOBaHHOE WAW XMMMYECKoe HauMeHOBaHWe NeKapCTBEHHOro
npenapara, a B Cy4anx UX OTCYTCTBUSA - TOProBoe HaMMeHOBAHWE IEKaPCTBEHHOrO Npenapara.
<*¥**> CpefHaA cyToyHas Ao3a.
<*¥***>5 CpenHAs Kypcosana A03a.
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MpumeyaHua:

1. /leKapcTBeHHble npenapaTtbl ANA MEAULMHCKOrO MNPUMEHEHUSA, 3aperucTpupoBaHHbIE Ha
Tepputopun Poccuiickon Peaepaummn, HasHauYalOTCs B COOTBETCTBUMU C UHCTPYKUMEN MO NPUMEHEHUIO
JIeKapCTBEHHOrO Npenaparta gas MeAnUMHCKOro NpuMeHeHMa U papmaKkoTepaneBTUYECKON rpynnoi no
aHaTOMO-TepPaneBTUYECKO-XMMMUYECKOWN KnaccudmKaLmmn, pekomeHa0BaHHON BcemmpHoOM opraHmsaumeit
3[1paBOOXPaHEHUs, a TaKKe C yYeTOM cnocoba BBeAeHUA U NPUMEHEHUS IeKapCTBEHHOro nNpenaparTa.

2. HasHayeHMe M NpPUMEHEHME JIEKAPCTBEHHbIX MPEnapaToB A8 MeAULMHCKOro NpUMeHeHus,
MEeANLMHCKUX U3OENUA U CNEeunanmnsnpoBaHHbIX NPOAYKTOB /1e4ebHOro MNUTaHus, He BXO4AWMX B
CTaHAapT MeAMLMHCKON MOMOLLKM, AOMYCKATCA B C/Ay4ae HaauMuma MeAULMHCKMX MOoKasaHuii
(vHAMBUAYaNbHON HENepeHOCUMOCTU, MO KU3HEHHbIM MOKa3aHMAM) MO pelleHuto BpadvebHol
Komucecum (4actb 5 cratbm 37 depgepanbHoro 3akoHa ot 21 Hoabpa 2011 r. N 323-d3 "O6 ocHoBax
OoXpaHbl 340poBbsA rpaxkaaH B Poccuitckon Pepepaumn” (CobpaHme 3akoHomaTenbcTBa Poccuinckoi
depepaunn, 2011, N 48, cT. 6724; 2012, N 26, c1. 3442, 3446)).
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