3apeructpmuposaHo B MuHtocte Poccum 13 mapta 2013 r. N 27653

MMWUHWUCTEPCTBO 31PABOOXPAHEHUA POCCUNCKOWN ®ELEPALIUU

MPUKA3
oT 20 peKabpsa 2012 r. N 1169H

Ob YTBEPXAEHUU CTAHAAPTA
NEPBMYHOWN MEAUKO-CAHUTAPHOM NOMOLLM NPU 3/IOKAYECTBEHHbIX
HOBOOBPA30BAHUAX POTOINOTKU 0-1V CTAAUU (OBCNEAOBAHUE
NPU NPOBEAEHNN ANCNAHCEPHOIO HABNIOAEHUA)

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
HoBOODOpasoBaHMAX poTornoTkn 0O-IV ctagumn (obcnepoBaHue npu NPOBEAEHUN  AUCNAHCEPHOTO
HabAo4EeHWUSA) COTNACHO NPUIOXKEHMIO.

MuHucTp
B.1.CKBOPLIOBA

MpunoxeHue

K NpuKasy MuWHKUCTEepCTBa 34paBOOXPaHEHNS
Poccuiickoi ®eaepaumm

oT 20 aekabps 2012 r. N 1169H

CTAHOAPT
NEPBMYHON MELUKO-CAHUTAPHOM NOMOLLM NPU 3/1OKAYECTBEHHbIX
HOBOOBPA30BAHUAX POTOINOTKU O - IV CTAAUU (OBC/TIEAOBAHUE
nPU NPOBEAEHUN ANCNAHCEPHOIO HABNIOAEHUA)

KaTeropua Bo3pacTHan: B3poc/ble

Mon: ntobon

dasa: nepBUYHbIN NpoLecc

Cragma: 0-1V

OcnoKHeHuA: 6e3 0CNOKHEHUN

Bua meanuMHCKON NomoLmM: NnepBrMYHan MegMKo-CaHUTapHan NOMOLLb
YcnoBus oKasaHMA MeaULMHCKOM NOMOLLM: aMbBynaTopHO

dopma oKazaHMA MegULMHCKOM NOMOLLM: NAaHOBaA

CpeaHue cpoku ieyenus (KoamndyecTtso aHen): 10

Kom mo MKB X <*>
Hozomoruueckue emmHmuel C10 3jokayecTBEeHHOE HOBOOOpPABOBaHME POTOIJIOTKMU

1. MeguumHcKkue meponpuAaTnAa anAa agnarHoOCTuKu 3360ﬂeBaHMFI, COCTOAHUA

|HpmeM (ocMOTP, KOHCYJIbBTALMSA) Bpada-clelurainucTa
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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

MCCJIeOOBaHME IpenapaTa
TKaHey JuMmboy3Jia
A08.08.001 Mopdosiornueckoe 0,3 1
UCCJleIOBaHMe IIpelnapaTa
TKaHely BEPXHUX
OEIXATEJIbHEIX [IyTemn

A12.06.011 [IpoBeneHmne peaxkUUU 0,2 1
BaccepMaHa (RW)
A26.06.036 OnpenesyieHre aHTUTEeHa K 0,2 1

BUPYCY Trenartura B (HBsAg
Hepatitis B virus) B
KPOBU

A26.06.041 OnpenesyieHre aHTUTET 0,1 1
kjaccoe M, G (IgM, IgG)
BUpPYyCHOMy renatuty C
(Hepatitis C virus) B
KPOBU

A26.06.048 OnpenesyieHre aHTUTET 0,2 1
kjaccor M, G (IgM, IgG) k
BUPYCY MMMyHOIedruUMTa
yejioBeka BMU-1 (Human
immunodeficiency virus
HIV 1) B KpOBU

A26.06.049 OnpeneseHre aHTUTET 0,2 1
kJjlaccos M, G (IgM, IgG)
BUPYCY MMMyHOIedULMTa
yejioBeka BUU-2 (Human
immunodeficiency virus
HIV 2) B KpPOBU
B03.005.006 Koarynorpamma 0,2 1
(OPMEHTUPOBOYHOE
MCCJIEOOBAHME CHUCTEMEL
remMocTasa)
B03.016.003 OBumt (KIMHUUECKUM) 1 1
aHaJiM3 KPOBM PAa3BEPHYTHIM
B03.016.004 AHaM3 KPOBU 1 1
BroxmMmMue CKUM
oblmeTepaneBTUYE CKUM




POTOTJIOTKU

|BO3.616.006 |AHanM3 MOouM OOummi 1 1
VHCTpYMEHTAaJIbHEIE MEeTONE MCCJIeINOBAaHMUSA
Kon MeIMUMHCKOM HamMmeHOBaHME MeOMLMHCKOM YCcpenHeHHEN YCpenHeHHEN
YyCayTu yCcIyru nokaszaTelb nokaszaTelb
YaCTOTE KPaTHOCTHU
npenoCTaBJIEHNUSA IPUMEHEHY A
A03.08.001 JIJapMHT'OCKONIMSI 0,1 1
A03.08.002 QapPMHTOCKONMUSA 1 1
A03.09.002 TpaxeoCKONmsa 0,1 1
AQ04.01.001 YIbTpasByKOBOE 1 1
nccjiegoOpaHMe MAT'KUX
TKaHeMy (omHa
aHaToMMuyeckas 30Ha)
A04.06.002 YIbTpasByKOBOE 1 1
nccJyiegoBaHMe
JIuMPaTUUEeCKMUX Y3JIOB (OIHa
aHaToMMUuecKas 230Ha)
A05.30.008 MaTHUTHO-pPe30OHaHCHAas 0,05 1
ToMOTIpadbma weun
A05.30.008.001 MarHMTHO-PE30HAHCHAS 0,1 1
ToOMOTpadmsa wem c
BHY TPUBEHHEM
KOHTPAaCTUPOBAHMEM
A05.30.010.002 MarHMTHO-PE30HAHCHAS 0,1 1
TOMOTpPadmusa JIMLEBOTO
oTnmejyia depena C
BHY TPUBEHHEM
KOHTPAaCTUPOBAHUEM
A06.08.009.001 CrniupaJibHas KOMIIbITEepHas 0,05 1
ToMOTpadmsa umeu
A06.08.009.002 KomneioTepHas ToMmorpabusa 0,05 1
ey C BHYTPUBEHHBIM
OOJIIOCHEIM
KOHTpaCTMpOBaHMEM
A06.09.005 KoMnboTepHas ToMoTpabmsa 0,05 1
OPT'aHOB I'PYIOHOM IIOJIOCTHU
A06.09.007 PeHTreHOTpadmsa JEeTKUX 1 1
B03.052.001 KommiiekcHOe 1 1
YJIbTPa3ByKOBOE
MCCJlenoOBaHMe BHYTPEHHUX
OpPT'aHOB
XMpypI‘quCKMe, OHIOOCKOIIMUECKME, SHIOOBACKYJIAPHEIE VM OpyI'VMe MeTOIBL
IVATHOCTUKY, TpebynilMe aHeCTEe3MOJOTUUECKOTO U/MJIM PEeaHMMATOJOTUUECKOTO
CONPOBOXIEHNUSI
Konm MeIMuUMHCKOM HauMeHOBaHME MEeIMLVHCKOM YCcpeOHeHHEBI YCcpenHeHHBI
YyCIayTu yCciyru rnokasaTellb nokasaTelb
JaCTOTEI KPpaTHOCTU
penoCTaBJIEHNU S IPVMEHEHU S
Al11.06.003.001 [IyHKLIMS JIMMbaTUUECKOT O 0,1 1
y3Jja [I0I KOHTPOJIEM
YIIbBTPa3BYKOBOT'O
VCCJIeOBAaHNS
Al11.07.016 Buoncmusa CIM3UCTOM 0,1 1
POTOIJIOTKU
Al11.07.016.001 Buorncusa CcamM3uCTOu 0,1 1
POTOIVIOTKM II0I KOHTPOJIEM
SHIOCKONUYECKOTO
MCCJIeNOBaHUA
Al11.07.017 I[IyHKLIMS CIMU3UCTOM 0,1 1




|B01.003.004.001 |MecTnas aunecTesus |o,3 |1

2. NepeyeHb 1eKapCcTBEHHbIX NPENapaToB A58 MeAULMHCKOrO NPUMEHEHWA, 3aperncTPUpoBaHHbIX
Ha TeppuTopmn Poccuiickoin Peaepaummn, ¢ ykasaHMEM CPEAHUX CYTOUHbIX U KYPCOBbIX 4,03

Kon AHaATOMO— HamMeHOBaHUE YCcpenHeHHbBM EnmvHuie CCL CKI
TepaneBTUYeCcKO— JIEKAPCTBEHHOT'O noxkasaTeJlb MUBMEePpEeHMa | <***> | Jxxkks
XUMMYecKas npenapara <**> YaCcTOTH
KJlaccuduraumus npenocTaBJIeHUs
NO1AB | 3QupH aMMHOOEH3OMHOM 0,1
KIICJIOTE
[Ipokamx MT 50 50
NO1BB | AMuIs 0,2
JinonoxauH MT 20 20
VO8AB | BomopaCTBOPMMEIE 0,23
HebpOTpPOIHEIE
HMBKOOCMOJISPHEE
PEHTI'€HOKOHTPAaCTHEIE
cpencTea
Morexcomn MT 300 300
Monpomun MI' 300 300
Monpomun MT 370 370
VO8CA | [lapaMaT'HUTHEE 0,02
KOHTPACTHEE CpencTBa
TagoomaMm MMOJIb 0,5 0,5
T'agoneHTeTOoBasA MMOJIb 0,5 0,5
KJCJIOTa

<*> MexayHapoaHaa cTaTucTUyecKas Knaccudukaums 6onesHeirt m npobnem, CBA3AHHbIX CO
340p0oBbeM, X MepecmoTpa.

<**> MeayHapogHOe HenaTeHTOBAaHHOE WM XMMMYECKOE HauMEeHOBaHMWEe 1eKapCTBEHHOro
npenapaTta, a B C/Iy4asax UX OTCYTCTBUA - TOPrOBOE HAMMEHOBAHME JIEKaPCTBEHHOrO Npenapara.

<*¥**> CpeaHsas cyToyHasa aosa.

<¥***5 CpenHsan KypcoBas Ao3a.

MpumeyvaHua:

1. JleKapcTBeHHble npenapaTtbl A8 MEAULMHCKOrO MNPUMEHEHUSA, 3aperucTpupoBaHHble Ha
Tepputopun Poccuiickon Peaepaummn, HasHauyalOTCAs B COOTBETCTBUMU C UHCTPYKLUMEN MO NPUMEHEHMUIO
JIeKapCTBEHHOroO Npenaparta A8 MeAULMHCKOro NpuMeHeHa U papmakoTepaneBTMUYECKOn rpynnoi no
aHaTOMO-TepaneBTUYECKO-XMMMUYECKOWN KNaccudmKaummn, pekomeHaoBaHHON BcemmpHoOM opraHusaumeit
3/1paBOOXpPaHEHUs, a TaKKe C y4eToOM cnocoba BBeAeHUA U NPUMEHEHUS IeKapCTBEHHOro NpenaparTa.

2. HasHayeHMe M NpPUMEHEHME JIEKAapPCTBEHHbIX MPenapaToB A8 MeAULMHCKOro NpUMEHeHUs,
MeANLMHCKUX U3OENUA U CNeuuannsmpoBaHHbIX NPOAYKTOB /e4ebHOro nuTaHus, He BXOoAAWMX B
CTaHAapT MeAMUMHCKON MOMOLLKM, AOMYCKAKTCA B C/AyYyae HaAuMuma MeAUUMHCKMX MOKasaHui
(MHoMBMAYaNnbHON HENepeHOCMMOCTW, MO KU3HEHHbIM MOKa3aHUAM) MO peleHuto BpadvebHol
Kommuccum (Yactb 5 ctaTbu 37 degepanbHoro 3akoHa oT 21 Hosbpa 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbl 340pOBbA rpaxaaH B Poccuitickont Pepepaumnn” (CobpaHue 3akoHoaaTenbcTBa Poccuitckol
depepaumn, 2011, N 48, c1. 6724; 2012, N 26, cT. 3442, 3446)).

3. MpaxaaHe, umetowwme B cOOTBETCTBUN ¢ PeaepanbHbiM 3aKoHOM oT 17.07.1999 N 178-d3 "O
rocyaapcTBeHHol coumanbHol nomowm" (CobpaHme 3akoHoaaTenbcTBa Poccuitickont ®egepaumm, 1999,
N 29, cT. 3699; 2004, N 35, cT. 3607; 2006, N 48, cT. 4945; 2007, N 43, cT. 5084; 2008, N 9, cT. 817; 2008,
N 29, cT. 3410; N 52, cT. 6224; 2009, N 18, cT. 2152; N 30, cT. 3739; N 52, cT. 6417; 2010, N 50, cT. 6603;
2011, N 27, cT. 3880; 2012, N 31, cT. 4322) npaBo Ha Noay4YeHne rocy4apcTBEHHOM coLMaibHON MOMOLLM
B BuAe Habopa coumanbHbIX YCAYr, NPU OKa3aHUU MeAULMHCKOW MOMOLWM B aMByNaToOPHbIX YCIOBUAX
obecneunBaloTcA JIEKAapPCTBEHHbIMUM NpenapaTtamu Ana MeAUMUMHCKOro NPUMEHEHUA, BKAOUYEHHbIMU B
MepeyeHb /NeKapCTBEHHbIX MpPenapaToB, B TOM YMCAEe MepeyeHb JIeKapCTBEHHbIX MNpPenapaTos,
Ha3HayaemblX MO pelweHno BpadebHo KomuccuM NevyebHO-MPOPUAAKTUYECKUX YUPEXAEHUN,
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obecneyeHne KOTOPbIMKU OCYLLLECTBAAETCA B COOTBETCTBMM CO CTaHAAPTAMM MeAMLMHCKOM NOMOLM Mo
peuentam Bpaya (denbaliepa) NPy OKA3aHUM FOCYAAPCTBEHHOM COLUMAIbHOM NMOMOLLM B BUAE Habopa
COUMANbHbIX YCAYr, YTBEPXAEHHbIM MNpuKaszom MuHWUCTEepCTBA 34paBOOXPAHEHUA UM COLMANbHOrO
pa3Butua Poccuitickoit deaepauunm ot 18.09.2006 N 665 (3aperncrpmpoBaH MUHUCTEPCTBOM HOCTULIUK
Poccuitckoit degepauum 27.09.2006, pernctpaumoHHbii N 8322), ¢ M3MEHEHWAMM, BHECEHHbIMMU
npukasamn MuHWUCTEPCTBA 34paBOOXPaHEHMA M coumanbHoro passutua Poccuiickon depepauum ot
19.10.2007 N 651 (3apeructpupoBaH MuHuUcTepcTBOM tocTUUmMKM Poccuiickoint deaepaymm 19.10.2007,
pernctpaumoHHbin N 10367), ot 27.08.2008 N 451H (3apeructpupoBaH MUHUCTEPCTBOM HOCTULUK
Poccuiickoit  ®depepaunm  10.09.2008, peructpaumoHHbii N 12254), ot 01.12.2008 N 690H
(3apeructpupoBaH MuHucTepcTBOM tocTULMKM Poccuinckon @egepaumum 22.12.2008, pernctpaumoHHbii N
12917), ot 23.12.2008 N 760H (3apeructpupoBaH MuHuctepcTeom toctmumm Poccuinckon depepaumnm
28.01.2009, peructpaumoHHbin N 13195) 1 ot 10.11.2011 N 1340H (3apernctpmpoBaH MuHUCTEPCTBOM
tocTuumnmn Poccuinckont ®epepaumm 23.11.2011, pernctpaumoHHbiii N 22368).




