MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUUCKON ®EQEPALINU
NPUKA3

oT 20 pekabpsa 2012 roga N 1197H

06 yTBepxxaeHMu ctaHgapTa NnepBMYHOM MeAUKO-CaHMTapHOM NOMOLLM NPU 3110Ka4eCTBEHHbIX
HoBooObOpa3oBaHuAxX no4ku 0-1V ctaaum (o6¢cnegoBaHne B Lensix yCTaHOBMEHUA guarHosa
3aboneBaHUA U NOArOTOBKU K MPOTMBOONYXOSIEBOMY fleYEeHUIO)
B cootBeTcTBUM cO cTaTtben 37 depepanbHoro 3akoHa oT 21 Hosbps 2011 roga N 323-93 "O6
OCHOBax OXpaHbl 300poBbs rpaxaaH B Poccuiickon Pegepaumn” (CobpaHue 3akoHogaTenbcTBa Poccumnckom
depepaumu, 2011, N 48, c1.6724; 2012, N 26, c1.3442, 3446)

npuKasbIBato:

YTBEpaAUTb CTaHAAPT  NEPBUYHON  MEOMKO-CAHUTapHOW  MOMOLM  MNpU  3MOKAYeCTBEHHbIX
HoBOOGpasoBaHuax noyku 0-1V ctagumn (obcnemoBaHue B LieNsAX yCTaHOBMEHMS AuarHo3a 3aboneBaHus u
NoAroTOBKM K MPOTUBOOMYXONEBOMY FIEYEHMNI0) COrMacHO MPUIOXEHUIO.

MwuHuncTp
B.N.CkBopLoBa

3apernctpuposaHo

B MuHucTepcTBE oCTULMM
Poccuickon ®egepauun

4 mapta 2013 roga,
permctpaumoHHbin N 27447

Mpunoxexue

K npukasy

MwuHUCTepCcTBa 34paBOOXpPaHEHMS
Poccuitckon denepaumm

ot 20 pekabpsi 2012 roga N 1197H

CtaHpapT nepBMYHOM MeAUKO-CaHMTApPHOM NOMOLLM NPU 3NT0Ka4YeCTBeHHbIX HOBOOOpa3oBaHMAX
no4ku 0-1V ctagumn (o6cnenoBaHue B LieNsX yCTaHOBJIEHMSA AMarHo3a 3aboneBaHUsA U NOArOTOBKU K
NPOTMBOONYXOJIeBOMY JIe4YEHUIO)

KaTeropus Bo3pacTHas: B3pocrible

Mon: nobon

®daza: nepBuYHLIN NpoLecc

Cragusa: 0-1IV

OcnoxHeHus: 6e3 ocnoXXHeHUn

Bua meanuMHCKOM NOMOLLM: NEPBUYHASA MEAMNKO-CaHUTapHas NOMOLLb
YcnoBusa oka3aHuMsa MeAULMHCKOW NOMOLLU: amBynaTopHO

dPopma okazaHUA MegULIMHCKOW NOMOLLM: NnaHoBasi

CpeaHue cpoku neyeHus (konnyecteo aHen): 10

Koa no MKB X*

* MexxgyHapogHasi cTaTuctuyeckas knaccudpuvkaums 6GonesHem wu  npobrem, CBA3aHHbIX CO
340poBbeM, X rnepecMmoTpa.

Ho3onoruyeckmne eamHuubl

C64 3nokayecTBeHHOe HOBOOOpPa3oBaHME MOYKM, KpOME NMOYEeYHOMN
NIOXaHKn



1. MegnumHckue MeponpuAaTua Ana AUarHoCTukKu 3aboneBaHNA, COCTOAHUSA

Mpuem (ocmoTp, KOHCYNbTaUUA) Bpaya-cneumanmcTa

Ko HanmeHoBaHWe MeanuMHCKOM yeryru YcpeaHeHHbI YcpeaHeHHbI
MeONLIMHCKON nokasaTternb 4acToTbl | nokasaTenb
ycnyru npeaocTasneHms L KpaTHOCTH
NpUMeHeHnst
1 BeposiTHOCTb NPEAOCTABNEHNS!  MEAULMHCKAX YCRYr UMW HAasHAaueHWst NeKapCTBEHHbIX

npenapatoB AnNs MEAWULMHCKOTO MNpUMeHeHUs (MEOVMUMHCKUX W3OenuiA), BKIYEHHbIX B CTaHdapT
MEeOMWLUHCKON MOMOLLM, KOTOpasi MOXeT MpuHMMaTh 3HadeHust ot 0 go 1, rae 1 o3HayaeT, 4To JaHHoe
meponpuaTtue npoeoantca 100% nauneHToB, COOTBETCTBYHOLUMX AaHHOW Mogenu, a umdpbl meHee 1 -
yKa3aHHOMY B CTaHAapTe MeOUUMHCKON NMOMOLLM MPOLEHTY MauMeHTOB, MMEKLUX COOTBETCTBYHOLLME
MeANLMNHCKNE MOoKa3aHus.

B01.003.001 OcmoTp (KOHCYnbTaums) 1 1
BpPa4oOM-aHeCTe31onoroM-peaHnMaTonorom
NepBUYHbIN

B01.027.001 Mpuem (ocmoTp, KOHCYNbTaUMS) 1 1
Bpaya-oHKOrora nepBnYHbIN

B01.027.002 Mpuem (ocmoTp, KOHCYNbTaUMS) 1 1
Bpayva-oHKoMora noBTOPHbIN

B01.038.003 OcmoTp (KOHCYnbTaums) 1 1

BpavoM-paamnoTepaneBToM NepBUYHbIN

HaﬁopaToprle MeToAbl UuccrieaoBaHuA

Koga HanmeHoBaHWe MeanumMHCKON yeryrm YcpeaHeHHbINn YcpeaHeHHbINn
MeLMLIMHCKOMN nokasarterb 4YacToTbl [ MokasaTtenb
ycnyru npenocTaBneHns KpaTHOCTU
NpUMEeHeHUsI
A08.06.001 Lintonorunyeckoe nccnegoBaHne npenaparta 0,01 1
TkaHeln numdoysana
A08.06.003 'mcTonoruyeckoe ncecnegoBaHne npenaparta 0,01 1
TKaHen numdoysna
A08.28.005 F'mcTonorudeckoe ncecnegoBaHne npenaparta 0,01 1
TKaHewn novek
A08.30.004 MIMMyHOLMTOXMMMYECKOE uUccrefoBaHme 0,01 1
MaTepuana
A08.30.013 MIMMyHOrncToxmmmyeckoe uccnegoBaHve 0,1 1
mMaTepuana
A12.05.005 OnpepeneHne oCcHOBHbIX rpynn kposu (A, B, 0) 1 1




A12.05.006 OnpepeneHuve pesyc-npuHaanexHoCTu 1 1
A12.06.011 MpoBeneHne peakuun BaccepmaHa (RW) 1 1
A26.06.036 OnpepeneHve aHTUreHa Kk Bupycy renatuta B 1 1
(HBsAg Hepatitis B virus) B kpoBu
A26.06.041 Onpepenexue aHtuTen knaccos M, G (IgM, 1 1
IgG) k BupycHomy renatuty C (Hepatitis C
virus) B KpoBM
A26.06.048 Onpepenexne aHTuTen knaccos M, G (IgM, 1 1
IgG) k BMpYyCy nmmyHogeduumTa Yenoseka
BWY-1 (Human immunodeficiency virus HIV 1)
B KpPOBW
A26.06.049 Onpepenexue aHtuTen knaccos M, G (IgM, 1 1
IgG) k BMpYyCYy nmmyHogeduumTa Yenoseka
BWY-2 (Human immunodeficiency virus HIV 2)
B KPOBW
B03.005.006 Koarynorpamma (opMeHTUpOBOYHOE 0,1 1
uccreoBaHue CUcTeMbl reMocTasa)
B03.016.002 OOWUN (KNUHUYECKMIA) aHanu3 KpoBmu 1 1
B03.016.004 AHanmns KpoBm BUOXUMUYECKINIA 1 1
obLeTepaneBTUYECKUN
B03.016.006 AHann3 mo4u obLnn 1 1

n HCTPpyMeHTallbHble MeToAbl UccrieqoBaHusA

Koga HanmeHoBaHVe MeanumMHCKOW yeryrm YcpeaHeHHbINn YcpeaHeHHbINn
MeOMNLIMHCKON nokasaTternb YacToTbl | nokasaTenb
ycnyru npenocTaBneHns KpaTHOCTY
NpUMEeHeHUst

A04.12.002.001 |YnbTpassykoBas gonnneporpacus cocyaoB 0,05 1
(apTepuii 1 BEH) HDKHUX KOHEYHOCTEN

A05.10.006 Pernctpauus anektpokapavorpammel 0,7 1

A05.23.009 MarHnTHo-pe3oHaHcHasa Tomorpadums 0,05 1
ronoBHOrO Mo3ra

A06.09.005 KomnbloTepHas Tomorpadums opraHoB rpygHom 0,1 1
nonocTu

A06.09.007 PeHTreHorpadus nerkmx 0,9 1

A06.28.002 BHyTpuBeHHas yporpadus 0,01 1

A06.30.005.001 |KomnbtoTepHas Tomorpacms opraHoB 0,3 1
OpIOLLIHON NOMOCTM U 3a0PHOLLMHHOIO
npocTpaHcTBa

A06.30.005.003 |KomnbloTepHas Tomorpacms opraHoB 0,2 1
OPIOLIHON MONOCTM C BHYTPMBEHHBLIM
BONIOCHBIM KOHTPACTMPOBaHUEM

A07.03.001 CumHTurpadms Koctewn 0,3 1




A07.28.004 [vHamnyeckas HedpocuUHTUrpadms 0,5 1

B03.052.001 KomnnekcHoe ynbTpasBykoBoOe nccrnegosaHme 1 1
BHYTPEHHMX OpraHoB

Xupyprmecme, 9HAOCKOoNU4YeCcKue, dHAOBACKYNsApPHbIe N Apyrme metToabl ANAarHOCTUKMU,
Tpe6yrou.w|e aHecTe3nonorunyeckoro n/wnu peaHUMaToONoOrM4ecKoro conpoBoXxaeHus

Kog HaumeHoBaHVe MeanLMHCKOW yCnyru YcpeaHeHHbI YcpeaHeHHbI
MeaWLIMHCKON nokasaTternb 4acToTbl | nokasaTenb
ycnyrm npegocTaBneHns KpaTHOCTU
NpUMeHeHns
A11.06.002.001 Broncua numdaTtmyeckoro ysna nog 0,01 1

KOHTPOSEeM yNbTpa3BYKOBOroO UCCIEeL0BaHNS

A11.06.003.001 MyHkuna numdpaTtuyeckoro ysna nog 0,01 1
KOHTPOMEM yrbTPa3ByKOBOro nccrnegoBaHus

A11.28.001.001 Buoncusa noykm noa KOHTponem 0,01 1
yNbTPa3BYKOBOrO MccrnegoBaHus

B01.003.004.001 MecTHasa aHecTe3us 0,02 1

2. NepeyeHb NneKapCcTBEHHbIX NpenapaToB AN MEAULIMHCKOrO NPUMEHEeHUs, 3apermcTpMpoBaHHbIX
Ha TeppuTopum Poccuickon depgepaumm, ¢ ykazaHMeM CpeaHUX CYTOYHbIX U KYPCOBLIX A03

Kopg, AHaTOMO- HaumeHoBaHue Ycpen- EnnHnupl cco CKO****
TepaneBTUYECKO- NeKapcTBEHHOro HEeHHbIN name-
XMMunyeckasi npenapata** nokasa- peHns
Kknaccudmkaums Tenb
YacToThI
npepo-
cTaBreHus

*x Mem,quapo,que HenaTteHToBaHHOe Ul XMMmn4yeckoe HanmmeHoBaHWe NneKapCTBEHHOro rnpenapata, a B
cny4yadax nx oTCyTCTBuA - TOProBoe HanMmeHoBaHMe nekapCTBeHHOro npenapara.

*** CpefHsisl cyTovHasi fo3a.

**** CpefHsisa KypcoBas ao3a.

NO1AB Odupsbl 0,01
aMUHOOEH30MHOM
KNCNOThI
MpokanH Mmr 50 50
NO1BB AmMunabl 0,01
JlvgokawnH mr 20 20
VO8AB Bopopacteopumebie 0,2
HedPOTPONHbIE




HWN3KOOCMOSISIPHbIE
PEHTFEeHOKOHTPACTHbIE
cpencTsa
Morekcon mr 300 300
Monpomun Mr 300 300
Monpomun Mr 370 370
MpumeyaHus:

1. JlekapcTBeHHble npenapatbl ANA  MEAULMHCKOrO MPUMEHEHMUs, 3aperncTpupoBaHHble Ha
Tepputopun Poccunckon denepaunmn, HasHa4alTCss B COOTBETCTBUM C WHCTPYKUMEN MO NPUMEHEHWI0
NeKkapcTBEHHOro npenapara Ans MeOUUUHCKOro MpUMMeEHeHMs u hapMakoTepaneBTUYEeCKON rpynmnon no
aHaTOMO-TepaneBTMYECKO-XMMNYECKON Knaccudukaumm, pekomeHaoBaHHOM BcemupHon opraHusauuen
3[4paBoOXpaHeHNs], a Takke ¢ y4eToM crocoba BBeOeHUSA N MPUMMEHEHUSA NeKapCTBEHHOro npenapara.

2. HasHayeHne ¥ npuMeHeHMe neKapCTBEHHbIX MpenapaToB AN MEeOUUUHCKOrO MNPUMEHEHWS,
MEeOULMHCKUX U3AENWA U CNEeLMann3vpoBaHHbIX NPOAYKTOB Ne4ebHOro NTaHusl, He BXOOALWMX B CTaHOAApT
MEeOULMHCKON MOMOLLM, [OMYyCKaKTCA B Clyvae HanuuuMs MeguuUMHCKUX MNokasaHui (MHAMBWUAYyanbHOW
HEenepeHoCMMOCTU, MO XW3HEHHbIM MOKa3aHUsIM) MO pelleHnto BpadyebHom komuccum (Yactb 5 crtatbu 37
depepanbHoro 3akoHa oT 21 Hosibpsa 2011 roga N 323-03 "O6 ocHoBax OXpaHbl 300POBbS rpaxaaH B
Poccuiickon ®epepaunn” (CobpaHne 3akoHopaTenbctBa Poccuiickon ®epepaumm, 2011, N 48, c1.6724;
2012, N 26, c1.3442, 3446)).

3. MpaxpaHe, umetowme B cooTBeTCcTBUM € PepepanbHbiM 3akoHoMm oT 17.07.99 N 178-#3 "O
rocygapctBeHHow coumanbHon nomowmn" (CobpaHume 3akoHopatensctBa Poccuinckon ®egepaumm, 1999, N
29, c1.3699; 2004, N 35, c1.3607; 2006, N 48, c1.4945; 2007, N 43, c1.5084; 2008, N 9, c1.817; 2008, N 29,
cT.3410; N 52, c1.6224; 2009, N 18, c1.2152; N 30, c1.3739; N 52, c1.6417; 2010, N 50, c1.6603; 2011, N 27,
cT1.3880; 2012, N 31, cT1.4322) npaBo Ha Nony4yeHne rocyaapCTBEHHON coLManbHON nomowm B Buae Habopa
coumanbHbIX yCnyr, Npyv OKa3aHWM MeAWLMHCKOW MOMOLUM B amMOynaTopHbIX YCroBusx obecneuymBatoTcs
NeKapCTBEHHbIMW  MpenapataMmyM  Ofs  MeAWUMHCKOrO  MPUMEHEHUs,  BKIOYEHHbIMM B [lepeveHb
NEeKapCTBEHHbIX MpenapaToB, B TOM YUCIe MNepeyveHb JeKapCTBEHHbIX MpenapaToB, Ha3Ha4YaeMbix Mo
peLIeHNo BpavyebHOM KOMUCCUM NEeYEOHO-NMPOUIIAKTUYECKUX YUYpPEXOAeHUn, obecneveHne KoTopbiMu
OCyLLeCcTBMNAeTCA B COOTBETCTBUM CO CTaHAapTamyv MeAMUMHCKOM MoMoWwM Mo peuenTam Bpada
(dbenbaliepa) npy okasaHWM rocygapCTBEHHOW couuanbHOM MOMOLWM B BuAe Habopa coumanbHbIX YCryr,
YTBEPXAEHHbIN npukasoM MwuHucTepcTBa 34paBoOXpaHEHWss W couuarnbHOro passutuMs  Poccuinckomn
depepaummn ot 18.09.2006 N 665 (3apernctpmpoBaH MuHucTepctBoM tocTuummn Poccuinckon denepauunm
27.09.2006, peructpaunoHHbii N 8322), ¢ u3MeHeHusMW, BHeCeHHbIMW npukasamm MuHUCTEpCcTBa
340paBoOXpaHeHnMss n couunanbHoro passutuss Poccunckonn  Pepepaummn ot 19.10.2007 N 651
(3apeructpuposaH MuHuctepctBoM toctuumnm Poccunckon depepaumm 19.10.2007, peructpaumoHHbin N
10367), ot 27.08.2008 N 451H (3apeructpuposaH MwuHucTepcTBOM tocTuumm Poccuitckon Pepepaumm
10.09.2008, peructpaumoHHbin N 12254), ot 01.12.2008 N 690H (3aperucTpmpoBaH MwuHUCTEPCTBOM
toctuuun Poccunckon ®Pepepaumm 22.12.2008, peructpauunoHHein N 12917), ot 23.12.2008 N 760H
(3apeructpuposaH MuHucTepctBoM toctuuum Poccuiickon ®Pepepauumn 28.01.2009, perncrtpaumoHHbin N
13195) n ot 10.11.2011 N 1340H (3apernctpupoBaH MuHucTepcTBoM tocTuumm Poccuinckon Pegepaumm
23.11.2011, pernctpauuoHHbii N 22368).
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