00 yTBep>XaeHun cTaHaapTa CKOPon MeaMLUHCKOU NMOMOLLM NpPHU
acTMaTU4YeCKOM cTaTyce

Mpukas - Ne 469H - o1 05.07.2016 - MMHUCTEPCTBO 34PaBOOXpaHeHNs - [lencTeyeT 6e3 n3MeHeHuin

MWHWCTEPCTBO 3[IPABOOXPAHEHWNA POCCUCKOW ®EOEPALIAN

MPUKA3

MockBa

5 monga 2016 r. Ne 469H

06 yTBEpPXAEHWUM CTaHAapTa CKOPOA MeAULMHCKOM MOMOLLIM Npn

aCTMaTM4eCcKoM CcTaTyce

3aperucTpupoBaH MuHiocTtom Poccum 18 niona 2016 r.

PernctpauunoHHbIn Ne 42898

B cooTBeTCTBUM CO CcTaTben 37 PegepansHOro 3akoHa oT 21 Hosbps 2011 r. Ne 323-03 "0O6 ocHoBax
oXpaHbl 340p0Bbs rpa)kaaH B Poccuinckon ®Pepepaunn” (CobpaHne 3akoHogaTeNbCTBa PoCCUnCKon
®epepaumm, 2011, Ne 48, cT. 6724; 2015, Ne 10, cT. 1425) npuka3sbiBato:

1. YTBepAnTb CTaHAAPT CKOPON MEAMLIMHCKON MOMOLLM MPU aCTMaTUYECKOM CTaTyCe COrnacHo
NPUI0XKEHMIO.

2. Mpu3HaTb yTpaTUBLLUMM CUAY NprKa3 MUHUCTEPCTBa 34paBooxpaHeHns Poccunckon ®epepauum ot 20
nekabps 2012 r. Ne 1087H "O6 yTBepXAEHUN CTaHAApTa CKOPON MeANLIMHCKON MOMOLLM npu
aCcTMaTU4YEeCKOM CTaTyce" (3aperncTpupoBaH MmMHUCTEpPCTBOM tocTuUMKN Poccninckon ®Pegepaunn 15 mapta
2013 r., perncTpaumoHHbIn Ne 27698).

MwuHncTp B.N.CkBopuoBa

MNpunoxeHune

K NpuKasy

MunHMCTEpPCTBa 34PaBOOXPaAHEHUS

Poccuinckon ®egepaumm

oT 5 nona 2016 r. Ne 469H CTaHAapT CKOpPOW MeAULIMHCKON MOMOLLM MPK acTMaTUYeCKOM CTaTyce
KaTeropus so3pacTHas: B3pocsble Mo: nobon Pasa: ocTpoe cocTosiHre CTanms: nobas OCN0XKHEHUS: BHe
3aBUCMMOCTY OT OCJIOXKHEHUIN Bua MeanumMHCKON NoMoLLM: CKopas, B TOM YucJie CKopas
cneuvann3MpoBaHHas, MeguLMHCKas NoMoLlb YCN0BMS OKa3aHUs MeANLUHCKON NOMOLLU: BHE
MeLMLMHCKON opraHu3aumm dopMa oKasaHua MegULUHCKOW MOMOLLK: 3KCTPeHHas CpefHue Cpoku
neveHuns (konmnyecTtro aHen): 1 Koo no MKBX* Ho3onormnyeckune e anHuLbI

J46 AcTmaTuyeckoe cTaTyc (status asthmaticus) 1. MegumumHckme ycnyru ona guarHoCcTukm 3abonesaHus,
COCTOSAHMA | | | | [1.1. NMpuem (ocmoTp,
KOHCYyNbTauwma) Bpava-cneymnanucta | | | | | | |

--| | Kog | HanmeHoBaHWe MeANUMHCKON YCAYTI | YCPeOHEHHbIN | YCpeAHeHHbIR | | MeanUUHCKON | |

nokasaTenb | NoKasaTesb | | yCayru | | 4acToTbl | KpaTHOCTH | | | | NnpeaocTaBneHus | npuMeHeHus | |----------
| | | | |B0O1.003.001 |OcMOTp (KOHCYAbTaLMS)
Bpayom- |0,05 |1 | | [aHecTe3nonoroM-peaHmmaTonorom | | | | |[nepsuyHbin | | | | |
| | | |B01.044.001 |OcmoOTp BpavoM ckopon meguumHckon |0,5 |1 | |
[momowwm | | | | | | | | |B01.044.002 |OcmoTp

thenbawepom ckopon |0,5 |1 | | [MeanumnHckon nomown | | | | | |

| I I | [1.2.
JlabopaTopHble MeToAbl NCCnefoBaHus | | | |
i | | | |1.3. UIHCTpyMeHTabHble METOARI
nccneposanms | | | | | | | | | Kog |
HanmeHoBaHMe MeANLMHCKOW ycnyrn | YCpeaHEeHHbIN | YCpeAHEHHbIN | | MeauuUHCKON | | nokasaTens |
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nokasaTtenb | | ycnyru | | 4acToThl | KpaTHOCTH | | | | NpesocTaBneHns | npuMeHeHns | | |
| | | |A12.09.001.001 |WccnepoBaHWe HECNPOBOLMPOBAHHbIX
[0,5]1 | | |abIXxaTenbHbIXx 06bEMOB 1 MOTOKOB C | | | | [noMowwbio nukdoymeTtpa | | | | |
| | | |JA12.09.005 |MynbcokcumeTpus 0,9 |1 | | |
| | | | |-

-------------- | [1.4. NHble MeTOoLbl nccnenosaHms | |

BepoATHOCTb NPefoCTaBNeHNS MEAULIMHCKUX YCAYT UK Ha3HaYeHWs IeKapCTBEHHbIX NpenapaToB Asis
MeAULNHCKOr0o NPUMEHEHNS (MeANLUUHCKNX N3AEINIA), BKOYEHHbIX B CTaHAAPT MEANLIMHCKON NMOMOLLW,
KOTOpasi MOXET MPUHMMaTb 3Ha4yeHus oT 0 7o 1, rae 1 o3HavaeT, YTo AaHHOE MePONPUSTUE NPOBOANTCS
100% nauneHToB, COOTBETCTBYIOLLIMX NaHHOW MOLenu, a LUMgpbl MeHee 1 - yka3aHHOMY B CTaHaapTe
MeOVLMHCKOW NMOMOLLM NPOLIEHTY NaLUMEHTOB, UMEILLUX COOTBETCTBYHOLLVE MEAULIVHCKAE MOKa3aHus. 2.
MeLnUUHCKME YyCayrn ons nedeHns 3aboneBaHns, COCTOSHUS 1 KOHTPOJIS 3a JIeHEHUEM |

| |2.1. Mpuem (ocMOTP, KOHCYAbTauUus) n HabnogeHne

BpaYa-cneymanucra | | | |
| |2.2. HabnogeHwe 1 yxof 3a NaunMeHToM
MeAULMHCKMMN paboTHUKaMM CO cpeaHMM NpodecCMoHallbHbIM | [obpa3oBaHueM | |
|l
--------- | |2.3. NabopaTopHble MeTOAbl NCCIeA0BaHNS | |
|| | 12.4.
WHCTpyMeHTaNbHble MeTOAbl UCCNefoBaHNS | |
|| | [2.5. NHbIE MeTOabI
nccnenosaHus | | |
| |2.6. Xvpypruyeckue, 3H40CKONUYECKHUE,
3HA0BACKYNSAPHbIE N ApYyrue MeToabl NeveHuns, Tpebytowme | |[aHecTe3non0rnieckoro n/mam
peaHMMaToI0rM4eCKOro CONpoBOXAEHUS | |
|| | |2.7.MeToAbl NPOMNAKTUKMN,
NeYyeHns 1 MegULIMHCKON peabunutauum | | | | |
----- | | Kog | HanmeHoBaHne MegunuUMHCKON | YCpeaHEeHHbIN | YCpeQHEHHbIN | | MEAULUHCKON | ycayrn |
nokasaTenb | NoKasaTesb | | yCayru | | 4acToTbl | KpaTHOCTH | | | | npeaocTaBneHus | npuMeHeHus | |----------

| | | | |JA11.02.002 |BHYTpVMbILLEYHOE BBEAEHUNE
[0,1]1 | | |nekapCTBEHHbIX NpenapaTos | | | | | | |
------- | |JA11.08.009 |UHTY6auwma Tpaxeu |0,05 |1 || | | |-----
-------------- | [A11.08.011 |YcTaHoBKa BO3ayxosoga |0,05 |1 | | |

| | |JA11.09.007 |MHranaTopHoe BeefeHue |0,9 |2 | | [nekapcTBeHHbIX NpenapaTos | | | | v
kucnopogda | | | | | | | | |JA11.09.007.001
|MHranaTopHoe BBeaeHue |0,9 |2 | | |[nekapcTBeHHbIX NpenapaToB | | | | [4epe3 Hebynanzep | | | |-----------------

| [ [ | |JA11.12.002 |KaTeTepu3auus kybutansHom u 0,9
[1]] |Bpyrux nepuepuyeckux BeH | | | | | [ |
--| |A11.12.003 |BHyTpuBeHHoe BBefeHue |0,9 |3 | | |[nekapcTBeHHbIX NpenapaTos | | | | |

| | | [A16.09.011 [ckyccTBeHHas BeHTUAauma [0,05 |1 | |
[nerkux | ||| | | | | |JA23.30.042
[MepunumnHckas 3Bakyaums |1 |1 | | [ [ | | 3.
MepeyeHb NekapCcTBEHHbIX NpenapaToB AN MeANLMHCKOro NPUMEHEHUs, 3aperncTpupoBaHHbIX Ha

Tepputopun Poccninckon ®efepaunm, C yKasaHUeM cpefiHUX CyTOYHbIX Y KypCOBbIX A03 | |
| | | | | | | Kog | AHaTomo- | HaumeHoBaHuWe | YCpeaHEeHHbIN |
EomHuubl | CCO¥** | CKO¥*** | | | TepaneBTWYeCKO- | NeKapCTBEHHOr 0 | MoKa3aTenb | usmepenus | | | | |
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XuMuyeckas | npenapata** | yactoTol | | | | | | knaccudmkaums | | npenoctasnenus | | || | |

| | | | | | JAO3BA |Ankanomngbl | |0,05 ||| || |bennagoHHsl, ||| ] ] |
| [TpeTuyHble amutbl | | ||| | [-----| I | | I I I
|ATponuH | [mr ]0,510,5 | | | | | | | | | [BOSXA
|PacTBopbl [ [0,9 | || || [anekTponuToB | | ||| ] |-----] I I I I
o|mmmeee | || [HaTpus xnopug | [mn [400 [400 | |-----| I I I I
[--=---- | [HO2AB |l ntokokopTukomabl | 0,9 | || ]| | | | | |
o | | | [BexcameTasoH | [mr [8 (8 | |----—| I I I | I
-| | | [MpeaHn300H | [Mr [90 {90 | |------| I I | I I [
[FnapokopTu3oH | |Mr |500 |500 | | | | | | | | [
[NO5BA |MpoussonHbie | |0,05 | | | | | |6eH30amnazenuHa | ||| ]] | | | |
-~ I | | | | [Onasenam | [mr |10 |10 | [-----| I | I
|- [--=------ | [RO3AC |CenekTuBHble | [0,8 | | | | | |BeTa2-agpeHomumeTuku| | ||| ]| | |----
I | I I | | | [CansbyTamon | [Mr |5 |5 | [-----] I

- | [ | | [RO3AL |AnpeHeprudeckue | |0,5 ]| [cpeactas || ||| ]|
|[kombuHaumm c | | | | ||| |aHTuxonuneprudeckumm| | || ||| [cpeactBamu | ||| ] ] | | |

I I I I | | | [Mnpatponus | M |2 |2 ||| |bpomua+®eHoTepon | | || ] |------

| | | | | | | IRO3BA [IntokokopTukougsl | [0,8 || || |-
| | I | |+reeeeee|-ee--=-| | | [ByAecoHmp | [Mkr [1000 [1000 | [------
| | | | | | | RO3DA [KcaHTuHbl | 0,5 | ||| ||
| | | I I || | |AMAHODUANMH | [MT [240 [240 | |---men|--mememmemees
| | | | | | IVO3AN |MepuumHckue rasbl | [0,9 | | | | |------|----------
| | I | | || | [Kucnopoa | |11 [240 | 240 | |-

* - MexAyHapoZHas CTaTUCTMYeCKas Knaccugukaumns 6onesHen n npobnem, CBs3aHHbIX CO 340poBbEM, X
nepecmoTpa

*k MeXayHapoaHoe HenaTeHToOBaHHOE NN XMMNYeCKoe HanMeHOBaHMe J1eKapCTBEHHOrr o npenapaTa, a B
CNy4asx X OTCYTCTBMSA - TOProBOe HaMMeHOBaHWe NeKapCTBEHHOrO NpenapaTa

**k - cpefHAa CyTO4YHasa fo3a

Rk cpeliHAA KypcoBas Ao3a

MpuMevaHus:

1. JlekapcTBeHHbIe NpenapaTthbl 419 MeAULMHCKOro NPpUMEHeHNs, 3aperncTpupoBaHHbIe Ha TeppuTopun
Poccuiickon ®efepalimm, Ha3Ha4yaOTCA B COOTBETCTBUUN C MHCTPYKLUMEN NO NPUMEHEHWIO IeKapCTBEHHOIO
npenaparta 4158 MeQULNHCKOro NpuMeHeHns 1 hapMakoTepaneBTUYeCKon rpynnon No aHaToMo-
TepaneBTMYECKO-XMMMNYECKON KNacCcudmrKkaumm, pekoMmeHa40BaHHON BceMupHo opraHm3aunen
34paBOOXPaHEHNS, @ TakXe C y4eToM crnocoba BBeAEHMA N NPUMEHEHMNS IEKAPCTBEHHOMO NpenaparTa.

2. Ha3HayeHne n npumeHeHne NeKapCTBEHHbIX MPenapaToB AN MEAULNHCKOro NPUMEHEHNS,
MeONLUNHCKUX U3LeNniA 1 Creumann3npoBaHHbIX MPOAYKTOB 1e4ebHOro NMTaHns, He BXOAALWNX B CTaHAapT
MGJJ,I/ILI,I/IHCKOI7I nomMoLin, onycKkatoTca B cayd4ae Hann4dma MeanumMHCKUX NOKa3aHUN (I/IHJJ,I/IBVI)J,yaJ'IbHOIZ
HenepeHoCMMOCTH, NO XXU3HEHHbIM NOKa3aHWaM) No pelleHunio BpavyebHon komuccum (YacTe 5 ctatbu 37
depnepanbHOro 3akoHa oT 21 Hosbps 2011 r. Ne 323-P3 "0O6 ocHOBax 0XpaHbl 3[,0P0OBbSA rpaXkiaH B
Poccuinckon ®epepaummn" (CobpaHme 3akoHogaTenbCTBa Poccuinckon ®epepaumnm, 2011, Ne 48, cT. 6724;
2015, Ne 10, cT. 1425)).
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