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3apeructpupoaHo B MuHtocte Poccumn 18 cbeBpans 2013
r.N 27147

MWHUCTEPCTBO 3APABOOXPAHEHUA
POCCUNCKOWU ®EAEPALIUU

NPUKA3
ot 28 pekabps 2012 r. N 16114

OBb YTBEPXOEHUN CTAHOAPTA
CMNELUMANU3UPOBAHHOWN MEAULIMHCKOW
_ nomoLu nrPu AUNCKOUAOHON
KPACHOW BOJIYAHKE (B AHEBHOM CTALMOHAPE)

B cootBeTcTBUM cO cratben 37 ®depepanbHOro
3akoHa oT 21 Hosbpsa 2011 r. N 323-d3 "O6 ocHoBax
OXpaHbl 340poBbs rpaxagaH B Poccunckon depepaummn”
(CobpaHune 3akoHopaTenbcTtBa Poccuiickon Pepepauunm,
2011, N 48, cr. 6724; 2012, N 26, c1. 3442, 3446)
npuKkasbiBato:

YTBEpPAUTD m crneunannaMpoBaHHoOM
MEOUUMHCKON MOMOWM  MNpUM  OAUCKOMOHOW  KpaCHOM
BONMYaHke (B [OHEBHOM  CTauuoHape)  cornacHo
NPUNOXEHUIO.

MwuHucTp
B.1.CKBOPLIOBA

MpunoxeHune
K npukasy MuHucTepcTsa 34paBoOXpaHeHuUs
Poccuinckon ®epepauun
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oT 28 pekabpsi 2012 . N 1611H

CTAHOAPT
CMELMANM3UPOBAHHOW MEAVLIMHCKON
MOMOLLM NPY AVCKOUOHOW
KPACHOW BONYAHKE (QHEBHOM CTALIMOHAP)

KaTeropusi BospacTHasi: B3pocrible
Mon: nioGon



da3za: obocTpeHne

Cragus: nobas

OCnoXHeHNs: BHE 3aBUCUMOCTU OT OCIOXHEHUI

Bug meguumHckon noMoLm: cneumannanpoBaHHas MeauLmMHcKasi MoMoLLb
YcnoBusi okasaHUs MeauUMHCKON NOMOLLN: AHEBHON CTalMoHap

dopma okasaHus MegULMHCKON NOMOLLM: NriaHoBas

CpenHuve cpoku neveHns (Konm4ecTso aHen): 18

Koa no MKB X E-3

Ho3sonornyeckne eauHuLbl
L93.0 OuckomnaHas kpacHasa Bon4vaHka

1. MeguumHckue MeponpusiTUSa Ans AMarHOCTUKN 3aboneBaHusl, COCTOSIHNS

Illpem (OCMOTP, KOHCYJIBTAUMA) Bpada-creumanucra

Kon HammeHoBaHMEe MeIMUMHCKOM YcpenHeHHs YcpenHeHHBIT
MeOVLMHCKOM ycanyrn nokasaTesib 4acCTQTE! rnokasaresb
yCiyTm npenocTaBJIeHNA KPaTHOCTM

NPYMEHEHNA

B01.008.001 [[lpuem (ocmMoTp, 1 1
KOHCYJIbTaluMA) Bpada-
IepMaTOBEHEepoJsoTa
TIePBUYHBIA
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B01.023.001 [[lpuem (ocmMoTp, 0,4 1
KOHCYJIbTaluMA) Bpada-
HeBpoOJIoTa IepPBUYHEI

B01.029.001 [[Ipuem (ocMoTp, 0,8 1
KOHCYJIbTaluMA) Bpada-
obransmosiOTa NEePBUYHEN

B01.040.001 [[Ipuem (ocmMoTp, 0,3 1
KOHCYJIbTaluMA) Bpada-
peBMaTOJIOTa ePBUYHEN

<1> BepoaTHOCTb npedocTaBneHNss MeOUUMHCKUX  YCryr WM HasHadeHus
NeKapCTBEHHbIX MpenapaToB ANs MEOULMHCKOrO MNpUMEHEHUst (MeOWLMHCKUX U3Oenvn),
BKIMOYEHHbIX B CTaHO4APT MEAMLMHCKOM NOMOLLM, KOTOpasi MOXEeT MpUHMMaTh 3HaveHusa ot 0
oo 1, rge 1 o3Hauaet, 4to pJaHHoe wMeponpusatue nposoautca 100% naumeHToB,
COOTBETCTBYIOLUMX AaHHOW Mogenwn, a uudgpbl MeHee 1 - ykasaHHOMYy B cTaHgapTe
MELMLMHCKOM MOMOLLM MPOLIEHTY MauMeHTOB, MMEKLWMX COOTBETCTBYHLUME MeAULUMHCKUE
nokasaHusl.

JlaBopaTopHEIe MEeTOME MCCIIeNOBaHUA

Kon HauMeHOBaHME MEeIVUMHCKOM YcpenHeHHEm YcpenHeHHB
MeIMUMHCKOM ycayru rnoxasareyb YacTOTH noxasareis
yenyrm npefoCTaBJIeHNns KPaTHOCTU
NpYMEHEHUS

A08.01.001 |Mopdosornueckoe 0,2 1
(rmucrosoruyeckoe)




MCCleoBaHMe Mpenapara
KOXU

A08.

30.

006

IIpoCcMOTP TMCTOJOTMIECKOTO
npenapara

A08.

30.

013

VIMMYHOTMCTOXUMUYECKOE
UCCJIeNOBaHME MaTepuana

Al2.

06.

003

lccnenosanne deHoMeHa
"KJIETKY KPAaCHOM BOJYaHKM"

Al2.

06.

010

ViccnenoBanue aHTUTEI K
AaHTUTeHaM AIpa KJIEeTKU U
IHK

.06.

011

llpoBeneHne peaxkuum
Baccepmana (RW)

.06.

036

OnpenesieHue aHTUTEHa K
BUPYCY Tenatmra B (HBsAg
Hepatitis B virus) B
KPOBU

A26.

06.

041

OnpenesyeHue aHTUTET
kjnaccos M, G (IgM, IgG)
BUPYCHOMY Tenatuty C
(Hepatitis C virus) B
KPOBU

A26.

06.

048

OnpeneseHue aHTUTET
kjnaccos M, G (IgM, IgG)
BUPYCY MMMyHOIeduumuTa
uejioBeka BMU-1 (Human
immunodeficiency virus
HIV 1) B KpoBM

.06.

049

OnpeneseHnue aHTUTEI




kjnaccos M, G (IgM, IgG)

BUPYCY MMMyHOOEbMUMTA

uejioBeka BMU-2 (Human

immunodeficiency virus

HIV 2) B xpoBm
B03.016.003 [0O6mwmit  (KIMHMYECKIIM) 0,9 1

aHamM3 KPOBU Pa3BEPHYTHIT
B03.016.006|Anamms moum oBumit 0,9 1
MHCTPYMEHTAJIbHEIE METOMEl MCCJIeNOBaHus

Kon HaumMeHOBaHME MEeIVUMHCKOM YcpenHeHHEm YcpenHeHHBI
MeIUUMUHCKOM! ycayru rnoxasaTeyb YacTOTH noxasareis
yenyrm npenocTaByIeHus KPaTHOCTU
NpYIMEHEHNS

Al11.01.001 |Buoncusa KOXU 0,2 1

2. MeguumnHckme ycnyrm

nevyeHnem

ana nedeHusa 3aboneBaHus,

NpmeM (OCMOTP, KOHCYJbTauusa) ¥ HaGJoOeHMe Bpada-Cleuuanmucra

Kon HamMmeHOBaHUE MEeIULMHCKOM YcpenHeHHE YcpenHeHHE
Me IMLMHCKO yeayru nokasareib rnoxasareib
yeayru YaCTOTE KPaTHOCTH
IpenoCTaBJIeHNS [IPUMEHEHNUS

B01.008.005 |ExeImHeBHEII OCMOTP BpPaduyoM-— 1 17

COCTOAHMUA U KOHTpONA 3a



IEepMaTOBEHEPOJIOTOM C
HabBJOIeHNeM M YXOIOM
CpemHero u Muammero
MEeIMUMHCKOTO MepCcoHasa B
oTmeseHMM CTauMOHapa

B01.023.002 |[Mpmem (ocMoTp, xoHCymnbTaums) |0,4
Bpada-HEeBPOJIOTa [1OBTOPHLIA
B01.029.002 |[Mpmem (ocMoTp, koHCydbTaums) |0,8
Bpada-odTasbMosiora MOBTOPHENA
B01.040.002 |[Mpmem (ocMoTp, koHCydbTaums) |0,2
Bpada-peBMaTOoJIOTa IMOBTOPHLIN
JlaBopaTOPHEE METONE MCCIIeNOBAaHNUS
Kon HaumMeHOBaHMe MEeIMUMHCKOM YcpenHeHHsI YcpenHeHHbI
MEeIVILMHCKOM yeayrm rnokasaresb rnoxasaress
ycanyrmn YacTOTH KpaTHOCTU
npenocTaBJIeHUA NPpMMEeHEeHUA

B03.016.003

OBumit (KJIMHMYECKMI) aHamms
KPOBM Paz3BepHYTHIN

B03.016.004

AHanM3 KPOBM OMOXMMMYECKUMA
obmeTepaneBTNYECKMUM

B03.016.006

AHanms Mouy oBwmi

3.

MepeyeHb nekapCTBEHHbIX
3aperMcTpMpoBaHHbIX Ha Tepputopun Poccuiickon ®denepauun,

npenaparTos

ONst  MEeOMUMHCKOTO  MPUMEHEHWS,

C YKasaHuemMm cpegHux



CYTOYHbIX U KYypCOBbIX 003

Kon AHATOMO-TepaleBTUYECKO~XUMUYECKAL HauMeHOBaHMe JeKa YcpenHeHHE Envamie
KJlacCUbMKaLML npenaparta noKaszaresb U3MEepeHMT
YaCTOTEH
npenocTaBJIeHus
CO4AD |[IpoM3BONOHEE TypPMHA 1
KcanTvHOIa HUKOTMHAT Mr 450 8100
IleHTOKCUQUILIINH il 0,6 10,8
DO7AA | TVIIOKOKOPTUKONMIE C HU3KOM aKTUMBHOCTLIO 0,1
(rpynna I)
MeTunnpenHU30JI0OHA alernoHaT MT 8 144
DO7AB | KOPTMKOCTEPOUOE C YMEPEHHOM 0,2
aKTMBHOCTBL (rpynmna II)
I'MIOIPOKOPTUBOH Mr 8 144
DO7AC | TVIIOKOKOPTUKOMIE C BBICOKOM AKTMBHOCTLIO 0,4
(rpynna III)
BeramerasoH Mr 8 144
®JIYOLUMHOJIOHA ALEeTOHUI MT 8 144
DO7AD | KOPTMKOCTEPOUOE C OYEHb BHICOKOM 0,3
aKTMBHOCTBD (rpynna IV)
KnobeTason Mr 8 144
HO2AB | 'TIIOKOKOP TMKOMIEL 0,25




BerameTasoH MIT 1 2
PO1BA | AMMHOXMHOJIMHEL 0,8

T'MIOPOKCHUXIIOPOXUH Mr 400 7200

XIIOPOXMH MT 500 9000




<*> MexayHapogHas cTatucTuyeckas
knaccudukaimnsg bonesHen M npobrnem, CBS3aHHbIX CO
300poBbeM, X nepecmoTpa.

<**>  MexgyHapoOHOe HenaTteHTOBaHHOE  Wnu
XMMUYecKoe HavMeHOBaHue fiekapCTBEHHOro npenapara,
aB Cny4yasix UX OTCYTCTBMS - TOProBOE€ HaMMeHOBaHWe
nekapcTBEHHOro npenapara.

<***> CpefQHssi CyTOYHas Jo3a.

<****> CpefHsia KypcoBas Aosa.

MpumevaHus:

1. NlekapcTBeHHbIE NpenapaTtbl AN MeAULUMHCKOro
NPUMEHEHNs, 3aperucTpupoBaHHble Ha  TeppuTopum
Poccuinckon ®epeparmm, HasHa4aoTCA B COOTBETCTBUU C
MHCTPYKUMEN no NPYMEHEHUIO JIEKapCTBEHHOrO
npenapata Aansg MeONLIMHCKOro npYMeHeHust 7

hapmakoTepaneBTUYECKON rpynnomn no
aHaTOMO-TepaneBTUYECKO-XMMMYECKON  Knaccudmkauum,
pekomMmeHA0BaHHON BcemupHon opraHusaumen

3[paBOOXpaHEHNs], @ TaKke C y4eToM crnocoba BBegeHus
1 NMPUMEHEHMS NeKapCTBEHHOrO npenapara.

2. HasHaveHve wn npuMeHeHne neKapCTBEHHbIX
npenapartos ans MeANLINHCKOrO NPUMEHEHNS,
MEOVLUHCKUX  U3Oenun " crneunanuaMpoBaHHbIX
NpoayKTOB ie4eBGHOro NUTaHusl, He BXOAALLMX B cTaHaapT
MEeZMLIMHCKOWM NOMOLLW, JOMYCKAOTCA B Clyvyae Hanuyus
MeONLMHCKNX nokasaHum (nHavMBMOyansHoM
HEMNEepPeHOCMMOCTHN, MO JKM3HEHHLIM  MOKasaHusiM) Mo
pelleHnio BpayebHo komuccun (4acTb 5 cratbu 37
depepanbHoro 3akoHa oTt 21.11.2011 N 323-03 "O6
OCHOBax OXpaHbl 340poBbs rpaxgaH B Poccuickon
depnepaunn” (CobpaHve 3akoHopaTtensctBa Poccuiickon
denepaunn, 28.11.2011, N 48, c1. 6724; 25.06.2012, N
26, cT. 3442)).
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