00 yTBep>XaeHuu CTaH4apPTOB NePBUYHON MeAUKO-CaHUTAPHOM
NOMOLLM B3POCJIbIM NPU LLUCTUTE

Mpukas - Ne 413H - oT 04.08.2023 - MMHUCTEPCTBO 34PaBOOXPaHeHNs - [lencTeyeT 6e3 n3MeHeHnn

MWHWUCTEPCTBO 3PABOOXPAHEHWSA POCCUACKOW ®ELEPALIAN
MPNKA3
MOCKBA

4 aBrycta 2023 r. Ne 413H
06 yTBEpPXXAEHUN CTaHOAPTOB NEPBUYHON MEANKO-CAHUTAPHON MOMOLLW B3POC/bIM MPU LUCTUTE

3aperucTpupoBaH MuHioctom Poccun 31 asrycta 2023 r.
PernctpaumnoHHbin Ne 75031

B cooTBeTCTBMM C NYHKTOM 4 yacTu 1 cTatbun 37 ®efepanbHOro 3akoHa oT 21 Hosbpsa 2011 r. Ne 323-03
"0O6 ocHOBax 0OxpaHbl 34,0P0BbA rpaxkaaH B Poccuinckon ®enepauun” n noanyHKTom 5.2.18 nyHkTa 5
MonoxxeHns o MMHUCTEepPCTBE 34paBooXpaHeHns Poccminckon deaepauun, yTBEPKAEHHOMO
noctaHoBneHneM lMpaBntenbcTBa Poccunckon ®epepauum ot 19 mioHa 2012 r. Ne 608 , nprkasbiBalto:

1. YTBEPAUTD:

CTaHZapT NepBUYHON MeANKO-CAaHUTAPHON MOMOLLM B3POC/IbIM NPy OCTPOM BaKTepnasbHOM LUCTUTE
(OnarHocTmKa n neyveHmne) corsacHo nNpuaoxeHuo Ne 1;

CTaHZaAPT NEPBUYHON MEeLMKO-CaHUTAPHOWN NOMOLLM B3POC/bIM MPK XPOHUYECKOM LUCTUTE (AUarHoCTnKa u
JieyeHne) cornacHo npuaoxxeHuo Ne 2.

2. Mpu3HaTb yTpaTUBLUMM CUAY NPUKa3 MUHUCTEPCTBa 34paBooxpaHeHus Poccuinckon ®epepaumm ot 9
Hosbps 2012 r. Ne 868H "0O6 yTBEPXAEHUN CTaHAAPTa NEPBUYHON MEAUKO-CAHUTAPHON NOMOLLM
YKEHLUMHaM Mpu oCcTPOM LucTuTe" (3aperncTpnposaH MUHUCTEPCTBOM OCTULMK Poccuinckon depepaunm 7
teBpansa 2013 r., perncTpaumnoHHbIn Ne 26914).

MuHucTtp M.A.Mypaluko

MpunoxeHune Ne 1

K NpunkKa3ly MnHucTepcTBa 34paBooxpaHeHns Poccuinckon ®egepauum
oT 4 aBrycta 2023 r. Ne 413H

CTAHOAPT
NEPBMYHOW MELMKO-CAHUTAPHO MOMOLL B3POC/IbIM MPW OCTPOM BAKTEPUAJILHOM LINCTUTE
(BMATHOCTUKA W NEYEHWE)

Bo3pacTHasa kaTeropusa nayneHTa: B3pocible

Mon naumneHTa: XXEHCKNI

Bna MeamuMHCKOM NOMOLWM: NepBMYHasa Me4NKOo-CaHUTapHas NoMoLLb

YcnoBus okasaHUs MeguLMHCKOM nomoLmn: ambynaTopHo

dopmMa OKaszaHUs MeaNLMHCKON NOMOLLN: HEOT/I0XKHASA, NaHoBas

CpenHas npoao/HKNTENbHOCTb JIEYEHUS 3aKOHYEHHOM0 Cyyasn (Koam4ecTso gHen): 7
Ho3zonoruyeckume egmHnubl (kog no MKB X 1 ):N30.00CTpbIn LNCTUT

1 MexayHapoaHas cTaTUCTMYeckasn kiaccudukaumsa bonesHen n npobnem, cBszaHHbIX CO 340P0BbEM, X
nepecmoTpa.

1. MegnumHckne ycnyru ons GUarHOCTUKK 3aboneBaHns, COCTOAHUSA
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1.1. Mpwnem (ocMOTP, KOHCYIbTaLMA) Bpava-crneymnanncTa
Kopa megmumHCKon ycnyrmHanMeHoBaHne MeanMuUMHCKON yCnyrnYcpenHeHHbI Noka3aTelb 4acTOThbl
npenocTaBneHns 2 YcpeAHEHHbI MoKa3aTeslb KPaTHOCTMW, MPUMEHEHUS

B01.047.001

Mpuem (0CMOTP, KOHCYIbTaLMA) Bpaya-TepaneBTa NepBMYHbINA (MpW OKasaHuM MeaULUHCKON NOMOLLM B
ambyaTopHbIX YCNOBMAX MEANLMHCKAsA yCayra SBASETCS B3aM0O3aMeHIeMon C MEOULMHCKON YCayron
B01.026.001 "Mpuem (oCcMOTP, KOHCYNbTaLuUs) Bpada obLLen NpakTMKK (CEMERHOro Bpaya)
nepsuyHbIN")0,41

B01.053.001
Mpuem (0CMOTp, KOHCYbTaLNA) Bpada-ypoJsiora nepsnyHbin,61

1.2. JlabopaTopHble MeTOAbl NCCNEA0BAHUS
Koa MeaunumMHCKoi ycnyrmHavMeHoBaHMe MeANLMHCKOW YCyrnyCpelHEHHbI NokKas3aTesb 4acToThl
npenocTaBneHns 2 YCpeaHEeHHbI NoKa3aTeslb KPaTHOCTU NPUMEHEHNS

A09.28.039
WccneposaHue ypoBHA HATPUTOB B M0o4e(0,11

B03.016.006
Obwmnin (KNnHNYeckuin) aHanms mo4yn0,51

1.3. MIHCTpyMeHTanbHble MeTOAbl UCCief0BaHNA
Kopa megmumHCKon ycnyrmHanMeHoBaHne MeanLUMHCKON yCnyrnYcpeaHeHHbIM NoKa3aTeb YacTOThbl
npenocTasaeHnsa 2 YcpeOHeHHbI NoKa3aTeb KpaTHOCTW MPUMEHeHNs

A04.28.002.001
YnbTpa3sykoBoe nccsenosaHue novek0,051

A06.28.009
KomnbloTepHas ToMorpadgus novek n Hagnove4yHmkos0,051

2. MeanuunHcKne ycnyrun ons nevyeHns 3aboneBaHns, COCTOSAHUSA U KOHTPOJIA 3@ JIe4EHNEM

2.1. MNpuem (0CMOTP, KOHCYAbTaLUSA) 1 HabogeHMe Bpada-crneymanncta

Koa MegunumHckon ycnyrnHanMeHoBaHne MeaAnLMHCKON yCayrmycpeaHeHHbIN Noka3aTesb YacToThl
npefnocTaBieHns 2 YcpeOHeHHbIN NoKa3aTeb KpaTHOCTW MPUMEHeHNs

B01.047.002

Mprem (0CMOTP, KOHCYNbTaLMA) Bpaya-TepaneBTa NOBTOPHLINA (NPY 0Ka3aHUN MEAULUHCKON MOMOLLY B
amMbynaTopHbIX YCNOBUAX MEANLUHCKAsA yCayra SBAseTCs B3aMM03aMeHAEMON C MeANLIMHCKON yCayrown
B01.026.002 "Mpuem (0CMOTP, KOHCYNbTaLuUs) Bpada obLLen NpakTKK (CEMERHOro Bpaya)
noBTOpHLIN")0,41

B01.053.002
Mpuem (0CMOTP, KOHCYIbTaUMs) Bpada-yposora NnoBTopHbING,61

3. MNepeyeHb NeKapCTBEHHbIX NpenapaTos A MeAULMHCKOr0o NPUMEHEeHUs, 3aperncTpmMpoBaHHbIX Ha
TeppuTopun Poccninckon degepaunm, C ykasaHMEM CPEOHUX CYyTOYHbIX U KypCoBbIX 003KOAAHaTOMO-

TepaneBTMYeCKO-XMMMYecKas Kiaccupukaums

HavmeHoBaHMe nekapCTBEHHOrO nNpenapaTa 3 YcpeAHEeHHbIV NoKa3aTe b 4acTOTbl MPeAoCTaBeHUS 2
EanHnubl namepenmnaCCl 4 CKL 5

JO1DD
LledbanocnopuHbl 3-ro NoKoneHms
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Ledunkcnm0,05mr4002 000

JO1XE
lpoun3soaHble HATPOdYpPaHa

HuTpodypaHTomHO,15mMr2001 400
®ypa3nanH0,2mr3002 100

JO1XX
Mpoyve aHTnbaKTepmasbHble NpenapaTsl

®dochomnuymHO,6r33

2 BeposATHOCTb NpefocTaBAeHNs MeAULMHCKUX YCIYT UK Ha3HAaYeHUSA NeKapCTBEHHbLIX NpenapaTos Ans
MeAMNLUNHCKOro NpUMeHeHns (MeanumMHCKUX N3AENI), BKIIOYEHHbIX B CTaHOAAPT MEANLUHCKON NOMOLLM,
KOTopas MOXeT NpuHuMaTh 3HadeHuns oT 0 o 1, rae 1 o3HavyaeT, 4TO AaHHOe MeponpusaTme NpoBoAUTCA
100% naumeHTOB, COOTBETCTBYOLINX AaHHON MOAENN, a UNGpbl MeHee 1 - yKa3aHHOMY B CTaHAapTe
MeOMLUNHCKOM MOMOLLM NMPOLEHTY NaLMEeHTOB, UMEIOLLMX COOTBETCTBYOLWME MEANLNHCKME NOKA3aHUS.

3 MexxagyHapo4HOe HenaTeHTOBaHHOE, WK FPYNMNMPOBOYHOE, NN XMMWUYECKOE, a B CayYasaX UX OTCYyTCTBMUSA
- TOProBoe HavMeHOBaHWe JIeKapCTBEHHOI0 npenapaTa.

4 CpepHas CyTOYHas fosa.

5 CpepnHss KypcoBas fosa.

MpunoxeHune Ne 2
K Npuvka3y MuUHUCTepCTBa 34paBooxpaHeHns Poccunckon deaepauum
oT 4 aBrycta 2023 r. Ne 413H

CTAHOAPT
NEPBWYHOW MELMKO-CAHUTAPHOI MOMOLLA B3POC/IbIM MPU XPOHWYECKOM LINCTUTE (AMAFHOCTUKA
W NEYEHWE)

Bo3pacTHasa KaTeropus naumeHTa: B3poC/ble

Mon naumneHTa: XXeHCKNI

Bna MeamuMHCKOM NOMOLLM: NePBMYHAA Me4NKO-CaHUTapHas NomoLLlb

YcnoBusi okazaHus MeguuMHCKON nomMowmn: ambynaTopHo

dopmMa OKa3zaHns MeANLMHCKON NMOMOLLN: HEOT/I0XKHASA, NaaHoBas

CpenHsas npoao/HKNTENbHOCTb JIEYEHUS 3aKOHYEHHOM0 Cyyas (Komy4ecTBo gHen): 365
Ho3zonoruyeckune eguHnupl (kog no MKB X 1 ):N30.1MHTepcTULManbHbIA UNCTUT (XPOHUYECKUIA)
N30.20pyron XpoHN4eCKUn LUCTUT

1 MexnayHapoaHas cTaTUCTMYeckasn kKnaccudukaumsa bonesHen n npobnem, cBsizaHHbIX CO 340P0BbEM, X
nepecmoTpa.

1. MegmumHCKue ycnyri gnas ouarHocTuku 3abonesaHuns, COCTOAHNS

1.1. Mpwnem (ocMOTP, KOHCYIbTaLMA) Bpava-cneyunanncTa

Kopa megmumHCKon ycnyrmHanMeHoBaHne MegnuUMHCKON yCnyrnYcpenHeHHbIM Noka3aTeb 4acToThbl
npenocTaBneHns 2 YcpeAHEHHbI MoKa3aTeslb KPaTHOCTW NPUMEHEHUS

B01.047.001

Mpuem (0CMOTP, KOHCYIbTaLMA) Bpaya-TepanesTa NepBrYHbINA (MPW OKasaHuM MeaULUHCKON NOMOLLM B
aMBynaTOPHbIX YCI0BUSX MeAMLUHCKAsA YCayra ABASeTCS B3aMM0O3aMeHAeMOon C MeAULNHCKON yCITyromn
B01.026.001 "Mpuem (ocMOTpP, KOHCYNbTaLuUs) Bpada obLLen NpakTMKK (CeMenHOro Bpaya)
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nepsmnyHbIN")0,11

B01.053.001
Mpuem (0CMOTP, KOHCYbTaLNS) Bpada-yposiora nepeuyHsIin0,9l

1.2. TabopaTopHble MeETOAbI NCCNEA0BaAHNS
Kon meaunumMHCKOW ycnyrmHanMeHoBaHne MeguLUMHCKON yCnyrnYcpeLHeHHbI nokasaTesb 4acToThbl
npenocTaBieHns 2 YcpeOHeHHbI NoKa3aTeb KpaTHOCTW MPUMEHeHNs

A09.28.039
WccnepnoBaHue ypoBHS HUTPUTOB B Move0,31

A26.20.008
Mukpoburonornyeckoe (KynbTypasbHOE) CCeA0BaHNE OTAENSEMOr0 XEHCKMX MOJIOBbIX OPraHoB Ha
a3pobHbIe 1 PaKyNbTaTMBHO-aHa3pPObHbIe MUKPOOPraHn3mbl0,41

A26.20.032
MonekynsipHo-bmonornyeckoe NCCnefoBaHne BarajanwHoOro OTLENSEMOr0 Ha MUKPOOPraHN3MbI-MapKepb!
H6akTepuanbHoro sarnHo3a0,11

A26.30.004

OnpepaeneHne YyBCTBUTENBHOCTM MUKPOOPraHN3MOB K aHTUMUKPOOHbLIM XMMUOTEPANEBTUYECKIM
npenapaTam

0,6

1

B03.016.006

O6LWMIA (KNMHNYECKMIA) aHaNn3 MOYK
1

1

B03.016.016

Mukpobuonornyeckoe (KynbTypanbHOe) UCCNefoBaHNe MO4U Ha BakTepuasibHble NaToreHbl €
NMPUMEHEHNeM aBTOMaTU3MPOBAHHOIO MoCceBa

1

1

1.3. MIHCTpyMeHTaNbHble MeTOAbl CCief0BaHNA

Kol MeanunHCKON yCnyrin

HavmeHoBaHMe MeauLMHCKON yCayrn

YCpeHeHHbIN NoKasaTeNb YaCToThbl NpefocTaBieHns 2
YcpeOHeHHbI NoKa3aTesb KPaTHOCTY MPUMEHeHNS

A03.28.001
Lnctockonuns
0,1

1

A04.28.002.001

YNnbTpa3ByKOBOE UCCeL0BaHNE MOYeK
0,03

1

A04.28.002.003
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YNbTpa3ByKOBOE UCCIEA0BaHME MOYEBOrO My3bIps
0,3
1

A06.28.009

KomnbtoTepHasa ToMorpadusa novek n Haano4ye4HKoB
0,03

1

A12.28.005

WccnenoBaHne o6bemMa 0CTAaTOYHON MOYK
0,5

1

A12.28.006

i3amepeHme CKOpPOCTM NOTOKa MoYK (ypodnoymeTpus)
0,5

1

2. MegnuunHcKne ycnyrun ons nevyeHns 3aboneBaHns, COCTOAHUSA M KOHTPOJIA 3@ JIe4eHNEM

2.1. Mpunem (oCcMOTP, KOHCYNbTaUMS) 1 HabaoaeHne BpaYva-cneymanncTa

Kol MegunumHCcKon ycnyrnHanMeHoBaHe MeaANLMHCKON ycayrmycpeaHeHHbIN nokas3aTesb YacToThl
npenocTaBaeHnsa 2 YcpeOHeHHbIN NoKa3aTeb KpaTHOCTW MPUMEHeHNs

B01.047.002

Mpuem (0CMOTP, KOHCYNbTaLMA) Bpaya-TepanesTa NOBTOPHLIN (NPY OKa3aHUM MEAULUHCKOW MOMOLLY B
ambylaToOpHbIX YCNOBMAX MeANLMHCKAsA yCayra SBASETCS B3aM0O3aMeHIeMon C MEAULMHCKON YCayron
B01.026.002 "Mpuem (0CMOTP, KOHCYNbTauus) Bpada obLLen NpakTKK (CeEMenHOro Bpaya)
noBTOpPHLIN")0,17

B01.053.002
Mpuem (0CMOTP, KOHCYbTaLMSA) Bpada-yposora NnoBTopHbING,97

2.2. JlabopaTopHble MeTOAblI UCC/Ie0BaHNS
Kol MeaunumMHCKoi ycnyrmHavMeHoBaHUe MeaNLMHCKOW YCyrnyCpeiHEHHbI NokKas3aTesb 4acToThbl
npenocTaBneHns 2 YCpeaHeHHbI NoKa3aTeslb KPaTHOCTU NPUMEHEHNS

A09.28.039
WccneposaHne ypoBHA HATPUTOB B M0o4e0,33

A26.30.004
OnpepeneHne 4yBCTBUTENBHOCTU MUKPOOPraHU3MOB K
QHTUMMKPOBOHBLIM XMMUOTEPanNeBTMYeCKMM npenapaTtam0,63

B03.016.006
ObWwmnin (KNNHNYECKUin) aHanms mo4yunl3

B03.016.016
Mukpobronormnyeckoe (KynbTypanabHOE) MCCef0BaHNe MOYM Ha BakTepranbHble NaToOreHbl C
NnpMMeHeHNneM aBTOMaTU3MPOBAHHOIO rnocesal3

2.3. HemeauKaMeHTO3HbIE METOAbI MPOMUAAKTIKI, IEHEHNS U MEAULIMHCKOW peabuanTauum
Kol MmefnumMHCKON ycnyrnHaumMmeHoBaHe MeAULIMHCKON yCayrnycpeaHeHHbIN NokasaTe b 4acToThl
npenocTaBneHns 2 YCpeaHeHHbI NokasaTesb KPaTHOCTW NMPUMEHEHNS
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A11.28.008
NHcTuAnaumnsa Mmoyesoro ny3bips0,29

3. MNepeyeHb IeKapCTBEHHbIX NpenapaToB AJ19 MeSULNHCKOro NPUMEHEHNS, 3aperncTpUpoBaHHbIX Ha
TeppuTopun Poccninckon degepaunmn, C ykasaHMeEM CPEOHUX CYyTOYHbIX U KypCoBbIX 003KOAAHaTOMO-
TepaneBTMYeCKO- XMMMyeckKas KaccugpmkaumnsHanmeHoBaHMe nekapCTBEHHOrO nNpenapaTa 3
YcpeaHeHHbIN Noka3aTesb YacToThl NpeaocTaBneHuns 2 EquHmubl namepennsaCCO 4 CKL 5

G04BX
Jpyrue npenapaTbl AJ11 Ie4EHUA YPOJIOrNYeCKUX 3ab01eBaHNi

30/10TOTbICAYHNKa TpaBa+ J1lobnCcToKa NekapCcTBEHHOr0 KOpHU+
Po3MapuHa 06bikHOBEHHOMO NNCTbSA0,7MN7,5675

30/10TOTbICAYHNKa TpaBa+ J1lobnCToKa NeKapCTBEHHOr0 KOpHU+
Po3mapuHa 0bblkHOBEHHOIO NCTLA0,3WT.6540

JO1DD
LedanocnopuHbl 3-ro nokoJieHus

Uedukcum0,05mMr4008 000

JOIXE
lNponssoaHble HUTPOdYpaHa

HuTtpodypaHTonHO0,15mMr2005 600
®ypa3znanH0,2mMr3008 400

JO1XX
I'Ipoqme aHTI/I6aKTepI/IaJ'IbeIe npenapaThbl

docpomnumH0,6r312

LO3AX
Opyrvie UMMyHOCTUMYNISTOPbI

JInochmnnnsmpoBaHHbIn ansaT 6akTepun Escherichia colilmMre540

2 BeposATHOCTb NpefocTaBAeHNs MEAULMHCKUX YCYT UK Ha3HAYeHUSA NeKapCTBEHHbLIX NpenapaToB Ans
MeONLNHCKOro NpMMeHeHns (MeaNUNHCKNX N34eIMIA), BKJIIOYEHHbIX B CTaHAAPT MEeAMULMHCKON MOMOLLK,
KOTOopas MOXeT NpuHUMaTh 3HadeHns oT 0 o 1, rae 1 o3HavyaeT, 4TO AaHHOe MeponpuaTe NPoBOANTCA
100% nauneHTOB, COOTBETCTBYIOLWMNX AaHHON MOoLenn, a undpbl MeHee 1 - yka3zaHHOMY B CTaHAapTe
MeONLUHCKON NOMOLLN NPOLEHTY NaUNeHTOB, MMEIOLWMX COOTBETCTBYIOWME MeANLUHCKME NOKa3aHus.

3 MexayHapoLHOe HenaTeHTOBaHHOE, WK FPYNMMPOBOYHOE, UM XUMNYECKOe, @ B CJTy4asiX X OTCYTCTBMA
- TOProBoe HauMeHoOBaHMe JIeKapCTBEHHOr O NpenapaTa.

4 CpepHas CyTOYHas no3a.

5 CpefHss KypcoBas fo3a.
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