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06 yTBEpPXAEHUN CTaHOapTa CKOPON MeAULMHCKON NOMOLLM Npw

rMnepTeH3un

3aperucTpupoBaH MuHiocTtom Poccum 18 niona 2016 r.

PernctpaunoHHbIn Ne 42897

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 CKOPOA MEANLUHCKON NMOMOLLM NPU TMNEPTEH3UN COrIaCHO NMPUIOXKEHUIO.

2. Mpn3HaTb yTpaTMBLUUM CUay Npukas MnHUCTepCTBa 34paBooxpaHeHns Poccminckon ®epepaumm oT 24
nekabpsi 2012 r. Ne 1513H "O6 yTBEPXXAEHUN CTaHAaPTa CKOPON MeAULVHCKON NOMOLLM Npu BonesHsx,
XapaKTepM3YIOLLNXCSA NOBLILEHHbLIM KPOBSIHLIM AaBfeHneM" (3aperncTpmupoBaH MUHUCTEPCTBOM OCTULMUK
Poccninckon ®enepaunn 27 espans 2013 r., perncrpaumoHHbin Ne 27355).

MuHncTp B.N.CkBOpLOBa

MpunoxxeHune

K NpuKasy

MuHWCTepCTBa 34paBoOOXPaHEHNS

Poccunckon ®egepalimm

oT 5 miona 2016 r. Ne 470H

CTaHpapT CKOpOW MeaULUHCKOM NOMOLLM NPW runepTeH3nm Kateropms Bo3pacTHas: B3pocable MNon: nobon

®a3a: ocTpoe cocTosHMe CTaansa: nobas OCNOXHEHNA: BHE 3aBUCMMOCTU OT OC/IOXKHEHUA Bua

MeLMLMHCKON MOMOLLM: CKopas, B TOM YWUC/ie CKopas cneumanu3mpoBaHHas, MeauumnHCcKas nomMoLlb

YcnoBnsa oka3aHus MEQULUHCKON NOMOLLM: BHE MEAULMHCKOW opraHn3auun dopMa okasaHus

MeOMLMHCKOM MOMOLLW: SKCTPEHHas, HeoTNoXHasd CpeHne CPpoKK nedveHuns (Konm4ecTso agHen): 1 Kog no

MKBEX* Ho3osornyeckme eauHnLb

110 3cceHumanbHas (NepBrYHas) runepTeH3uns

I11 F'mnepTeH3mBHaa bonesHb cepaua (rmnepToHuyYeckas 6onesHb cepaua ¢

NpeuMyLLEeCTBEHHbLIM MOopaXKeHneM cepaLa)

112 T'mnepTeH3uBHas (rMnepToHnyeckas) 6one3Hb C NPEMMYLLECTBEHHbLIM MOPaXEHNEM MOYeK

113 M'vnepTeH3nBHasa (rmnepToHmyeckas) 60a1e3Hb C NPenMyLLEeCTBEHHbLIM MOPaXXeHNEM CepaLa 1 Noyek

I15 BTOpMYHas runepTeH3ns

167.4 T'vnepTeH3nBHas sHUedanonaTusa 1. MeguumMHCKMe ycayru gns ouarHocTmkiy 3abonesaHus,

COCTOAHNA | | |1.1. Mpuem (ocmoTp,

KOHCYJIbTauus) Bpada-cneymnanncra | | | | | |

| Kog | HanmeHoBaHWe MejMUMHCKON | YCpeOHeHHbIN | YCPeAHEeHHbIV | | MeAULNHCKOW | ycnyru |

nokasaTenb | NoKasaTesb | | yCAyru | | 4acToTbl | KpaTHOCTH | | | | npepocTaBneHuns | npuMeHeHus | |----------
| | | | |BO1.044.001 |[OcMOTp Bpa4oM CKOPOA

mMeguunHckon 0,5 |1 | | [nomowwm | | | | | | | |

|B01.044.002 |OcmoTp henbawepom ckopon |0,5 |1 | | |[MeanumnHckon nomown | | | | |
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......... | |1.2. NlabopaTopHble MeTOAbI UCCNenoBaHNS | |
° 1.3,

WNHCTpyMeHTaNbHbIE MeTOAbl NCCefoBaHus | | | | |

---------- | | Kop, | HauMeHoBaHMe MeAULMHCKON | YcpenHeHHbIN | YepeaHeHHbI | | MeanumHckoii | yenyru |

nokasaTenb | NoKasaTesb | | yCayru | | 4acToTbl | KpaTHOCTH | | | | npeaocTaBneHus | npuMeHeHus | |----------
| | | | [A05.10.004 |Pacwmdposka, onucaHme u |0,9
|1 ]| |[vHTepnpeTaumns | | | | |anekTpokapamnorpahmyeckux aanHbix | | | | |
| | | |JA05.10.006 |Peructpaums snekTpokapgmorpammsl |0,9 |1 | |---------------- [---
| | || |

e B | |1.4. NHble MmeToAbl nccnenoBaHus | |

BeposiTHOCTL NpegocTaBAeHNs MEANLMHCKNX YCYT UK Ha3HaYeHMS JIEKAapPCTBEHHbIX NpenapaToB AN
MeONLMNHCKOro NPUMeHeHNs (MeaNUNHCKNX NU3OeIMA), BKJIIOYEHHbIX B CTaHAAPT MeAMNLMHCKON MOMOLLK,
KOTOpas MOXXeT MpMHMMaTb 3Ha4yeHnsa oT 0 o 1, rae 1 o3HavaeT, 4To AaHHOE MeponpuaTMe NPOBOANTCS
100% naumeHTOB, COOTBETCTBYOLWNX AaHHON MOL4eNN, a UNgpbl MeHee 1 - yKka3aHHOMY B CTaHAapTe
MeONLNHCKON NOMOLLW NPOLEHTY NaUNEeHTOB, MMEIOLWMX COOTBETCTBYOWME MEANLNHCKME NOKa3aHmMs. 2.
MeaunumMHCKMe ycnyrin ona nevyeHns 3aboneaHuns, COCTOSAHNA 1 KOHTPONSA 3@ JIeYEHUEM |
| |2.1. Mpuem (ocMOTP, KOHCYNbTaUWa) 1 HabnoaeHne
Bpayva-crneumnanucTa | | ||
| |2.2. HabnogeHne 1 yxon 3a NauMeHToM
MeAULUHCKMMU paboTHUKaMM Co cpefHUM NpodecCcMoHabHbIM | [obpa3oBaHueM | |
N
————————— | |2.3. TabopaTopHble METOAbI MCCef0BaHNS | |
N |12.4.
WHCTpyMeHTanbHble METOAbI NCCNefOBaHNS | |
| | |2.5. NHble meTOAbI
nccnenosaHus | | [ 1]
| |2.6. Xvpyprudieckue, 3H[OCKONMYeckKme,
3HA0BACKYNSAPHbIE N ApYrue MeToabl levyeHns, Tpebytowue | |[aHecTe3nonornieckoro n/man
pPeaHMMaTOI0rMYEeCKOr0 CONPOBOXAEHUS | |
|| | |2.7. MeToAbl NpOUNAKTUKMY,
NleveHns n MeanUnHCKON peabunutaumm | | | | |

————— | | Ko | HaumeHoBaHWe MeAUUMHCKOW | YCpeLHeHHbIN | YCpeAHEeHHbIN | | MeAULIMHCKON | ycayrn |
nokasaTenb | nokasaTesb | | ycayru | | 4acToTel | KpaTHOCTM | | | | npesocTaBnerHns | npuMmeHeHus | |----------
| | | | |JA11.02.002 |BHyTpuMbILLEYHOE BBEAEHME

[0,1]1 | | |nekapCTBEHHbIX NpenapaTos | | | | [ | |

| | | | |JA11.12.002 |KaTeTepun3auna kybutanbHom
n (0,511 | | |apyrux nepudepunyecknx BeH | | | | | | |
----------- | |JA11.12.003 |BHyTpvBEHHOE BBEAeHMe nekapcTBeHHbIX|0,5 |2 | | [npenapaToB | | | [--------------=-|-----

| | | |JA23.30.042 |MegununHckas ssakyaums [0,5 |1 | |--------

| | | | 3. MepeyeHb NeKapCTBEHHbLIX MpenapaToB
A19 MeJULMHCKOro MPUMEHEHUS, 3aperncTprpoBaHHbIX Ha TeppuTopun Poccuinckon ®epepaunm, ¢
yKa3aHueM cpefHnX CYTOYHbIX 1 KypCOBbIX A03 | | | | | |-----
—ne |- | | Koa | AHaToMO- | HaumeHoBaHue | YcpenHeHHbIn | EquHnubl | CCO*** | CKO*¥** | | |
TepaneBTMYeCKO- | 1IeKapCTBEHHOro | mokasaTenb | uamepeHus | | | | | xumunyeckas | npenapata** | yacToThl
[ 1]1]|«knaccucmkauus | | npegoctasnenus | | || | | | | | |--
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------ |---------] |BO5CB |ConeBble pactsopbl | [0,5 ||| ]| | [ | |
[-=--ee [-=smmees | || [HaTpusa xnopua | [mn [200 [200 | |-----| | I I |-
------- |---------| |BO5XA |PacTBopbl | |0,1 || ] ]| |anekTponanTos | || ]]]] | | |

| | | | | | [IMarHus cynbat | |Mr [2500 |2500 | | | | |---

| | | | |CO1DA |OpraHuyeckue Hutpathl| |0,3 || ||| | |

----- I I I I | | | I[HuTpornnuepuH | [mr |10 10 | |------
| | | | | |CO2AC |AroHucTsl | [0,6 | | | | | [WMuaazonuHoBeix | ||| ] ]| [peuenTopos
FEETET =] | I I | | | || [Knornamu | [mr |0,110,1 |
[-=--=] I | I | I | | [MokcoHuawH | [mr [0,4|0,4 | |-----
| | | I | | | ICO2CA |Anbdpa- [ [0,1 | | ] ]|

lanperobnokaTopsi | | ||| ] |- I | | I I I
[Ypanuaun | [Mr |50 [50 | |-----| | | I | | | [CO3CA
|Cynbcporamuabl | [0,25 | [ [ | |- | | | | | |11
|®ypocemnn, | |mr [40 [40 | |- I | I I | | ICO7AB
|CenekTtusHble | |0,05 || | | | |beTa-agpeHobnokaTopsl| | ||| ]| | | |

| I I |1 [3cmonon | [mr |10 |10 | |----| I I | |-
------ |---------| |CO8CA |Mpown3zsogHbie | [0,05 | | ||| |aurngponupuguna | ||| ]] ] | |

I I I I | || [Hueeannud | mr [10 |10 | [-----] I |----
| | | | [CO9AA |UHrnbuTopsl AN® | (0,2 ||| || | | [----
I I I | | | [KanTonpwn | [mr |50 |50 | |-----| I
| | | | INOSBA |MpoussogHbie | |0,2 | || | | |6eH30amnazenuHa | ||| ]] ] | |---
I I I I | | | [Anasenam | |mr |20 |20 | [-----| I
-] | | | | [VO3AN |[MeanunHckme rasbl | [0,3 ||| ]| | |
I I I I | |'| [Kucnopog | |n[120 120 | |-----| I |----

* - MexxayHapogHas cTaTucTudeckas knaccugumkauus bonesHen n npobnem, cBa3aHHbIX CO 340POBbEM, X
nepecmoTpa

* - MeXAYHapO4HOe HenaTeHTOBaHHOE NN XUMUYECKOe HauMeHOBaHWe IeKapCTBEHHOMO NpenapaTa, a B
CNy4asx X OTCYTCTBMSA - TOProBOE HaMMEHOBaHWE IeKapCTBEHHOMo npenapaTa

kX . cpegHAas CyTOYHas fo3a

¥R . cpedHasa KypcoBas Ao3a

MNpumevaHus:

1. JlekapCTBeHHbIe npenapaTbl 418 MeAULUHCKOr0 MPUMEHEHNS, 3aperncTpupoBaHHbLIE Ha TeppuUTopUm
Poccuiickon ®epepaLmm, Ha3Ha4aTCA B COOTBETCTBUN C MHCTPYKUMWEN NO NPUMEHEHWIO JIeKapCTBEHHOI0
npenapaTta 4S9 MeAULUHCKOr0 MPMMEHEHNS 1 (hapMakoTepaneBTUYeCKON rpynnon no aHaToMo-
TepaneBTMYECKO-XMMMNYECKON KnaccudukaLmum, peKkoMeHa0BaHHOW BceMmpHon opraHmn3aumnen
3[4paBOOXPaHEHNS, a TakxXe C y4eToM cnocoba BBeAEHMA 1 NPUMEHEHMNS NEKaPCTBEHHOMO NpenaparTa.

2. Ha3zHayeHve 1 NnpuMeHeHVe IeKapCTBEHHbIX NpenapaToB 415 MeAULMHCKOro NPUMEHeHUS,
MeLNLMHCKNX N34EeNNA N CNeLMann3npoBaHHbIX NPOAYKTOB e4ebHOro NUTaHns, He BXOAALWMUX B CTaHAAPT
MeLMLMHCKON MOMOLLK, LONYCKATCA B C/lyYae Hann4nus MeanUUHCKUX NOKa3aHUM (MHAMBUAYaNbHOW
HernepeHOCMMOCTHU, MO XKN3HEHHbIM NMOKa3aHNAaM) MO peLleHnto BpavyebHon komuccum (4acTb 5 ctatou 37
®epfepansHOro 3akoHa oT 21 Hosabpsa 2011 r. Ne 323-33 "O6 ocHOBax 0XpaHbl 340p0BbS FpaXkaaH B
Poccninckon ®epepaunn” (CobpaHne 3akoHomaTenbCcTBa Poccuinckon dGenepaunn, 2011, Ne 48, cT. 6724;
2015, Ne 10, cT. 1425)).
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