'bOY BINO Camapckuu rocyaapCTBeHHbIU
MeAMLUMHCKMUA YHUBEpCUTET

UHCTUTYT npodeccuoHasnbHOro obpasoBaHus

«HoBoe B 3aKkoHOaaTenbcTBe PO B chepe
3/,paBOOXPaHEHUA»

YEPTYXUHA O.b.
3aB. Kadeapoi obLecTBEHHOro 340p0BbA U 34paBOOXPaHeHUsA, npodeccop, A.M.H.



KoHTpO/1b B cpepe oxpaHbl

3/10P0OBbA

KOHTPO/Ib KayecTBa U o
rocyapCTBEHHbIN KOHTPO/b
6e30nacHOCTU
- B chepe obpalleHms
MeaULMHCKOMU
JIeKapCTBEHHbIX CPeacTs
NeATeNbHOCTU

\_ _/

4

rocyaapCTBEHHbIN

i

4 )

rocyaapCTBEHHbIN

KOHTPO/1b NpWU CaHUTApPHO-
obpaweHumn 3ANUAEMNONOTUYECKUN
MeaANLUHCKUX nspenum HaAa3op

\_ _/




DopMbl KOHTPOIA Ka4YecTBa u
6e30macHOCTM MeANLUHCKOW

NeATenbHOCTU

BEeAOMCTBEHHbIU
KOHTPO/b

BHYTPEHHUM
KOHTPO/b

ctatbA 87 depepanbHoro 3akoHa ot 21.11.2011 Ne323-03
«06 ocHOBax oxpaHbl 340pP0BbA rpaxaaH B Poccuckon Peaepaumnm»




Cobnronenue eHHOCTh HaceneHus Poccuiickoii deneparnuy -

MpaB rpaxK1aH

aHHBIM SIMHOTO peectpa Jmien3uii — 105330

JInuensupoBanue
LWHCKUX OpraHu3alui

MeI[I/IHI/IHCKOﬁ ACATCIIbHOCTHU

[ HomaOMOUMS
PocznpaBHanso

pa B paMKax CoOnroficHHEe TIOPSIAKOB ™
HCIIOJIHCHMUS OKa3aHMSI MEIUIIMHCKOMN YeCTBO MOPSAAKOB — Oomnee 60
Q)YHKIII/II/I o IIOMOIIY U Cl;aH JapTOB 4eCcTBO CTaHIapTOB — Ooiee 800
rOCYIapCTBEHH ”
~
OMY KOHTPOIIIO CoOmroieHre nopsiIKOB I ME/IMIMHCKOM SKCTIEPTH3bI — 9
KadyecTBa MPOBEICHUS MEIULIMHCKON MEIUIUHCKAX OCMOTPOB — 8
6e30MacHOCTH HKCIIEDTU3BL MEIUIMHCKHAX OCBHIETENLCTBOBAHUMN - 7

CoOmroieHre METUIIMHCKUMHU 1
(hapManeBTUIECKUMHU PaOOTHUKAMHU
OrpaHUYEHUI IPU OCYIIECTBICHUH
UMH PO eCCHOHATTLHOM

e¥ - cBeImie 725000
HUX MEIUIUHCKAX PAOOTHUKOB — 1,5 MUJITHOHA

HpOBepKI/I OpI‘aHI/I3aHI/II/I nu
OCYHICCTBJ'I@HI/ISI BCAOMCTBCHHOTI' O N
BHYTpeHHeI‘ (0] KOHTpOJ'IiI KauyeCTBa U
0€30I1aCHOCTH MEIUIIMHCKON

KTOB — 85, OenepaybHbIe
nUHCKHE opranu3anym - 2015
€HHUI KOHTPOoJ1b — 105330 MeTMIMHCKUX
105058 J

(ITocranoBaenue IpaBureinecrBa Poceniickoii Mexepanuu ot 12.11.2012 Ne 1152

«00 yrBep:xknenuu IlosioxeHusi 0 rocy1apCTBEeHHOM KOHTPOJIe Ka4yeCcTBa U
0€e30MacHOCTH MeIUIUHCKOM J1eSITeJIbHOCTI)



CoOironenye mnpas rpaskaaH

NudopmupoBanme rpaxiaH 0 BO3MOKHOCTH MOJYYCHUH
MeauuuHckon momommu B pamkax III'TT wm TIIIT -
0eCIIaTHOI0 OKA3aHMA IPAKIAHAM MEIUIMHCKON MOMOIIHU

HeBbinmonHneHne o0si3aHHOCTEN 00 MH(OPMUPOBAHUHU I'PAXKIAH O
BO3MOKHOCTH O€CIIaTHOTO OKa3aHus rpaxxkgaHam MII

< nopkHocTHBIC auna — 9 000 — 7 000 pyo.;
<ropuauueckue auna — 10 000 — 20 000 py0.;
< uHaMBUAYyanbHBIM npeanpuaumareaem — 3 000 — 5 000 pyO.

KoAll P® («Koaexc Poccuiickoin ®eaepauuu 00 aJMUHHCTPATHUBHLIX
npaBoHapymenusx» ot 30 nexadps 2001 r. Ne 195-@3)

IIpaBo paccmarpuBarh Jielia 0 MpaBoHapylIeHUuaX umeer Poc3apaBHan3op



CobnoaeHne meaMLUUHCKUMU PabOTHUMKAMU OrpaHUYEeHUA
npu ocywiectsieHun NnpodeccMoHaNbHOU AeATeNIbHOCTU

UHdopmupoBaHue meauuMHCKUMU PAabOTHMKaMM O
npodeccnoHanbHbIX OrPaHUUYEHUAX PyKoBogUuTeneun
MeAULMUHCKUX OpraH1M3auui

UHdopmuposaHue papmaueBTUHECKUMU
paboTHUKamu o npodeccuoHaNbHbIX OrPaHUYEHUAX
pykosoautenein ¢apmaueBTUYECKUX OpraHmnsaumm

HapylweHue 3anpeTa Ha Nony4yeHMe maTepuasbHOro
BO3HarpaxgeHusa oT npeacrasutenemn
npoussoauTens




HeBbinojiIHEHHE ~ 00fI3aHHOCTE 0  NPEIOCTABJICHUH
uHpopMalMM O KOH(IMKTE HHTEPECOB IMPU OCYIIECCTBICHUN
MEIUIIMHCKOM JIESTEIbHOCTH U (DapMaIl€BTUUECKON AEATEIbHOCTH.

HenpeacrapjeHue uHpopManumn
<padotHukoM — 3 000 — 5 000 py6.;

< pykoBoauteiaeM opranuzanuu — 5 000 — 10 000 pyo©.;

< UHIUBUIYyaIbHBIM TipeanpuauMaresiem — 3 000 — 5 000 pyO.

Iloemopnoe napywmenue — 10 000 — 20 000 pyo. aubo

oucksanuguxayusi 0o 6 mecsayes

U3MEHEHMUS B KoAIl P@ («Koaexe Poccuniickoiin @eaepauun 00 aAMUHUCTPATUBHBLIX
npasoHapyumenusx» or 30 nexadpsa 2001 r. Ne 195-®@3)

IIpaBo paccMmarpuBars Jena 0 npaBoHapymeHusax umeer Poc3apaBHaazop



OCHOBHbIe HapyLleHusa cobaoaeHna NOpPAAKOB NpoBeAeHUSA
MeANLUHCKUX IKCNEepPTU3, MeaANLMHCKUX OCMOTPOB U
MeaANLUHCKUX OCBUAETE/IbCTBOBaHUM

HapylweHune npaBoMmo4yHOCTM NpoBeaeHUn
MeANLUUHCKUX IKCNepTu3, 0OCMOTPOB,
OCBUAETE/IbCTBOBaHUM

HapyLweHue nopaaKka nposegeHna meauLMHCKUX
3KCNepTU3, OCMOTPOB U OCBUAETENbCTBOBAHUM

HapyweHue BeaeHnA y4eTHOU U OTYETHOMU
AOKYMEHTaLUuu




OCHOBHbIe HapyLweHUA opraHnu3aunm m
ocyLwiecTtBneHnA BegOMCTBEHHOro n BHYTpPpeHHero
KOHTPOAA KayecTtBa n 6esonacHoctu M

OTcyTcTBME HOPMATUBHDbIX aKTOB OPraHoOB
UCMO/IHUTENIbHOM BNACTU, PErNaMeEHTUPYIOLLUX
OpraHM3auuIo BeAOMCTBEHHOI0 KOHTPONA KayecTsa U
6e3onacHoctn MI, oTcyTcTBME NNAHOB, aKTOB U
NPUKa30oB Ha NPOBEPKU, NPUHATUE HeaJeKBaTHbIX
Mmep BO34eUCTBUA NPU BbIABNEHUU HapYLUEHUN

OTcyTCcTBME I0OKA/IbHBIX aKTOB MeAULUHCKUX
OopraHu3sauuni, pernameHTUpPYoLnX OpraHu3aLmio u
OCyLLLeCTB/IeHUe BHYTPEHHEro KOHTPO/AA KayecTBa U
6e3onacHocTu MM

HapyweHusa B pabote BpauebHbIXx KOMMUcCUM
MeANLMHCKUX OpraHn3auum




Meponpuatua PocsapaBHag3opa npu
nposegeHMU NPOBEpPOK
no cobnoaeHuto NopaAKOB OKa3aHUA
MeANLMUHCKON NOMOLLMU

PaccmoTpeHne AOKYMEHTOB U MaTepUanos,
XapaKTepPMU3YyOLLMX OPraHmn3auunto paboTbl M OKasaHme
MeaNLNHCKOU MOMOLLLU

PaccmoTpeHune 1 aHanus anob rpaxkaaH

OCMOTP NCNO/Ib3YyEMbIX MPU OCYLLLECTBNEHUM
MEeANLMHCKON AeATe/IbHOCTM 34aHUMU, CTPOEHUN,
COOpPYXXeHMiA, NOMELLEHUN N TeppUuTopun

OueHKa cobntoaeHmna NnopAaKOB OKa3aHUA
MeAULMHCKOU NOMOLLMU



|. PaccmoTpeHue JOKYMEHTOB M MaTepmanos Mo

opraHusaumm paboTbl N OKa3aHUIO MeANOMOLLLN

onpeaenatowme mMexaHnM3m BHegpPEeHUA NOPAAKOB
OKa3aHMA MeAULMHCKOW MOMOLLM, C onpeaeneHnem
BMAa, npoduas, ypoBHA MeANLUHCKON NOMOLLU ANS
AAHHOW MeAUUMNHCKOM OpraHmn3aLmnm B CTPYKType
TPEXYPOBHEBOW CUCTEMDI

pernameHTUpyome TeppuTopmuanbHoe
NAaHUPOBaAHUE NEPBUYHON MeANKO-CaHUTAPHOM
MOMOLLM, FOCMUTaNMN3aLUIO NaLMeHTOB B
MeaNLMHCKME OpraHu3aLnum, mapLipyTMsauumio,
MeAULMUHCKYIO 3BaKyaLuuto

onpegensarowme obbem NOMoLWM B COOTBETCTBUM C
PEermoHanbHOM NPOrPaMmmoM roCyaapCcTBEHHbIX
rapaHTui




OueHuBatloTcAa:

AN N N VN

-\

yCTas;

NINLEH3MA Ha OCYLLECTBNEHME
MeANLMNHCKOM AeATeNbHOCTH;

YTBEPXKAEHHAA CTPYKTYpaA
opraHu3auuny;

NPMKa3 0 Ha3Ha4YeHUUN PyKoBOAUTENA,

MOJIOXKEHMA O CTPYKTYPHbIX
noapasaeneHuax, A0/KHOCTHbIE
WHCTPYKLUY;

nopAAoK rocnutanusaunm (ans
CTauMoHapoB),

AOKYMEHTbI MO BHYTPEHHEMY
KOHTPOJIO KayecTBa u 6e3onacHoCTH
MeANLMNHCKOU AeATEe/IbHOCTU;

NopAAOK AUCTAaHLUOHHOIO
KOHCY/IbTUPOBaHMA U NepeBoaa B
BblLUECTOsALLEe yYperKaeHue;

NIOKYMEHTbI NO HANPaB/IEHUIO Ha
BbICOKOTEXHO/IOTUUYHbIE METOAbl
NleyeHus;

AN

v

aKT, pernaMmeHTUpPYHOLLNIA COCTaB U
rpadumK paborbl meaULUHCKUX
6purag;

NOKYMeHTbI N0 BpayebHo Komuccuu;

AOKYMEHTbl O Mepax HanpaBAEHHbIX Ha
noBblleHMe KayecTsa neyebHo-
AMNArHOCTUYECKOM PaboTbl U CHUXKEHUA
NeTanbHOCTY;

MaTepuranbl No NOBbILWEHUIO
KBannduKauum nepcoHana;

MaTepuasbl MO OCBOEHUIO U
BHEAPEHUIO HOBbIX 3PEKTUBHbIX
MeToA0B NPOPUNAKTUKM, ANATHOCTUKM,
neyeHuna un peabunntaymu;

MaTepuasbl MO NPOCBETUTENbCKOMU
paboTte ¢ 60nbHbIMM NO NPOPUNAKTUKE
3aboneBaHuUi;

MmaTepmanbl NO Y4ETHOMU U OTYETHOMN
AOKYMEHTaLMu




Il. PaccmoTpeHne n aHanms Kanob
rpa*kaaH

U3yualoTca:

NNOKaNbHble aKTbl, pernameHTupytolme paboTty c obpalleHnAMM rparkaaH;

\. J

é )

RYPHaAN TUYHHOTO Npuema rpaxkaaH pyrosogutesiem MEAVILI,MHCKOI‘;i OopraHmn3sauun,
\.

é Y

MaTepUuanbl PACCMOTPEHUA 0OpaLLLEHUI FPaXKAaH 33 NPOBEPAEMbIA Nepuos,

\. .

( u
B Sl Ha cobntopaeHune TpebosaHnin PenepanbHOro 3akoHa ot
-o‘iil‘ii'.?é‘:é?;.’iiﬁ’.‘m | 02.05.2006 Ne 59-®3

-

i os OLIARGEANM B (vn

(RACTIMN 1 MM, r (v] [¥) 1
1 i‘;gm Ha yyacTtne BpauyebHOM KOMUCCUM MeANLMHCKON
: w.! OpraHusauuu B pasbope Kanob )
1 \;\(-:v s N
3

Ha TemaTUYecKyto CTPYKTYPY U NOBTOPAEMOCTb Kanob
\_ W,




\—% g l. OCMOTP MCMOAb3YEMbIX MNPV OCYLLECTBIEHNN

% MeANUNHCKON AeATenbHOCTU 34aHUM, CTPOEHN,

COOPYKEHUM, MOMELLEHUN N TEPPUTOPUIA

SHUMaHue

Ha cobntoaeHme opraHmM3auMOHHO-TEXHUYECKUX YCIOBUIM OCYLLLECTBIEHUA MEAULMHCKOM
NEeATeNbHOCTU (HaIMuMe NepexoaoB MeXay OTAENEHUAMU, MEMKITAXKHbIX FPY30BbIX U
Nnacca*kMpPCKUX MMpToB, NaHAYCOB, NOPYyYHeEN U T.4. )

Ha Hannumne Bcex nomelleHn, peKoMmeH40BaHHbIX COOTBETCTBYOLWMM MopagKkom
OKa3aHMA MeAULUHCKOMW MOMOLLM No Npoduto

fpumep B cTpykType MeanKo-reHeTu4eckas KOHCYAbTalnMM pekoMmeHayeTca
npeaycMaTpmBaTh: KOHCY/IbTAaTUBHOE OTAE/IEHNE; LMTOreHEeTUYECKYo nabopaToputo; 1abopaTopuio
MaCCOBOTO CKPUHUHIA; CENIEKTUBHOMO CKPUHUHIA; MONEKYNAPHO-TEHETUYECKON AMATHOCTUKY;
oTAeneHune NpeHaTabHOM ANArHOCTUKU, KabUHET yNbTPa3BYKOBOWM ANArHOCTUKU; NPOLLeAYPHY!HO;
aAMUHUCTPATUBHO-XO3ANCTBEHHOE OTAEe/IEHNE U T.A.

Ha obecneyeHne ncnosib3oBaHMA BO3MOXKHOCTEN BCEX IeYEOHO-AMArHOCTUHECKUX U
BCNOMOraTenbHbIX NoApa3aAeneHnin MeanumMHCKOM OpraH1M3aLUmnm, B COCTaBe KOTOPOM
co34aH KabuHet (oTaeneHue n T.4.) , B cayyae, ecnm 3To NpeaycMoTpeHo
COOTBeTCTBYOWMM [lopagKkom

npumep NopAfOK OKasaHUA MeAMULMHCKOM NoMOLLM No npodunto "aetckaa kapauonorma"




Obd3aTe/sIbHOCTb UCNO/IHEeHUS

MNopAAKOB OKa3dHWUA

MeAUNLNHCKOM MOMOLLLA

ctatba 37 PenepasibHOro 3aKOHA OT
21.11.2011 Ne323-93 «Ob6 ocHoOBax
OXPaHbl 310POBbA rparxkaaH
B Poccumnckon Peaepaummn»

Nono*xeHne o0 AMUEH3UPOBAHUM
MeaANLUHCKON AeATe/IbHOCTH

(yTBEPXKAEHO NOCTAHOBAEHMNEM
[MpaButenbcTBa Poccnmnckomn
depnepaunm ot 16.04.2012 No291)




V. OueHKa cobatogeHns NopsAKOoB
OKa3aHUA MeANLNHCKON MOMOLLM

TpeboBaHMM K PeEKOMEHOYEMbIX
OpraHM3aumnm LUTATHbIX
AEeATENbHOCTH HOPMaTMBOB




OueHKa ucnonHeHUA CTaHaapTa

OCHalWleHunA -
:
3anpalwmnBaeTca
0b60opoTHaA BEAOMOCTb lposoauTCA
NO OCHOBHbIM NPOBEpPKa
cpeactsam (nepeyeHb B MecTax
obopynoBaHuA, pasmeLleHun
NMetoLerocs B obopynoBaHUS
CO6CTB€HHOCT‘E/I 80 BCEX
MeANLNHCKOMN CTPYKTYPHBIX
OpraHu3auum nau B NOPA3AENEHNAX
nosb30BAHNA Ha COOTBETCTBYIOLLEO
APYyrom 3aKOHHOM npodunA
OCHOBAHMUMN)

N.B.! CooTtsetctBuMe cTaHaapTy ocHalleHMa PUKcMpyeTca no
KaXk4oMy CTPYKTYPHOMY noApasaesieHuto




§* £’ OueHKa BO3MOXKHOCTM SKCNyaTauum
obopyaoBaHusa

PerncTpaumoHHbie yaocToBepeHmna (Homep 1 aaTta Bblaaun);

opraHn3ayuna TeXHMYeCKroro O6C!'Iy)-KMBaHVIFI MmeanumnHCKOro

obopynoBaHUA:
® Ha/IM4YUNE B LUTATE UHIKEHEPQA,

® 1OrOBOP Ha TEXHUYECKoe 06cnyKMBaHUe (HaMmeHoOBaHMe opraHu3aummn (Mnm
M), Ne nnueH3nm n aata Bbiaavun, Ne nforoBopa, JaTa OKOHYaHUA AeNCTBUA
[0roBopa, AaTa aKTa TEXHNYECKOro 06CNyXKUBaHUA AaHHOIO MeANLMHCKOro
n3penus);

® laHHble O MOBEpPKe CPeACcTB N3MEPEHUNM MeANLMHCKOro Ha3dHavyeHuAa (aaTa,
HOMep CBUAETEeNbCTBA, HAMMEHOBAHWE OpraHa MeTPO/I0rMYECKOro KOHTPONA,
[aTa NpoBeAeHMs NocNeaHEN NOBEPKU);

® 117 PEHTIEHO/I0rNYEeCKOro (peHTreHoPaaMoN0rM4Yeckoro) MeauLUUHCKOro
nsgennsa (Homep 1 Aata CaHUTAPHO-3INUAEMMUONOTMYECKOTO 3aKNOYEHUA O
COOTBETCTBUM PEHTFEHONOrMYECKOro (PeHTreHoPaaMOoN0rM4YecKoro) NoMeLLeHmA
caHUTapHbIM npasunam (PocnotpebHaazop).




OLI,eHKa BbINMOJIHEHUA PEROMEHAYEMbBIX LUTATHbBIX

HOPMaTMBOB MeAULMHCKON OpraHuU3aLumn, ee

CTPYKTYPHbIX NoApa3ae1eHnn

PacCcinTbiBaeTCA

CPaBHUBAIOTCA
Heobxoanmoe ANA NCNONHEeHUA
cooTBeTcTBYytouWero lNopaaka okasaHuA PACHETHbIE
MeANLMHCKOM NOMOLLM KOIMYECTBO MOKa3aTe/n CU
YTBEPXKAEHHOMN

[OMKHOCTEN No npodunto -
| npepencHoi

| nepcoHana
(pekomeHAayemble WTaTHble HOPMaTUBDI w LITaTHOIA q P
#¢ uncnenHocTb NpUKpenneHHoro YNCNEHHOCTbIO

HaceneHus)

oueHunBaeTcAa

npodnoaroToBKa
MeaNLNHCKOTo

i1

oueHunBaeTcAa

YKOMNNEKTOBAHHOCTb
LTAaTa

nposepalTcA

COOTBETCTBUE LUTATHOM CTPYKTYpPbI
TpeboBaHMaM NopaaKa OKa3aHUA
MeANLMHCKOM MOMOLLM

COOTBETCTBME CNELnancToB
KBa/IMPMKALMOHHbIM TpeboBaHUAM
(npuKkas MunH3apaBcoLUpPa3BUTUSA
Poccumn o1 07.07.2009 Neo 415H).




KonunuecrtBo BbIABNEHHbIX HapyLUEeHUM
NOpPAAKOB OKa3aHUA MeanLUHCKOMN
nomowu Poc3apaBHaA30pOM

B pe3synbrate nposeaeHHbIX nposepok B 2013 roay
Poc3gpaBHaa30pOM BbifiB/IEHbI HAPYLUEHUA NOPAAKOB
OKa3aHuA meauuUuHCKon nomouim B 3073 meanLMHCKUX
opraHu3aumax, B UX Yncne:

420 pepepanbHbIX MeaULUHCKUX opraHu3auuni (54,7% ot uncna
npoBepeHHbIx), 1839 rocyaapcTBeHHbIX MeAULUHCKUX OpraHn3aLum
(55,5% ot uncna npoBepeHHbIx), 305 MyHULMNANbHbIX MeAULUHCKUX
opraHusauui (42,3% ot uncna NnpoBepeHHbIX), 517 YacTHbIX MegULMHCKUX
OpraHusauum u MHAMBUAYANbHbIX NpegnpuHumartenei (54,7% ot uncna
NPOBEpPEHHDIX)




CTpYKTypa BbiiBIEHHbIX HapPYLUEHUMA
cobnogeHna nopAaKOB OKa3aHUA
MeANLIMHCKON NOMOLLU

HapyweHua ctTaHAapTOB OCHALWLEHUA BbIAB/EHDbI B
12,3% cny4yaes

HecobniopeHue witatHbIX HOpMmaTuBoB — B 25,4%
cNyyaes

HapyweHue TpeboBaHUM K OpraHn3auum
AEeATeNbHOCTU MeANLUNHCKOWU opraHmn3sauum — B 62,3%
cNyyaes




YKka3om lpe3npeHta PP B.B. NMytnHa ot 7 maa 2012 ropa
Ne 598 «O coBeplIEHCTBOBAHMU [OCYyAAPCTBEHHOMU
NONUTUKM B cdepe 34paBOOXpPAHEHUA» ornpeaeseHbl
OCHOBHbIEe UeneBble pgemorpadpuyeckme HHAUKATOPDI,
Heobxogumble K aoctuxKeHuto K 2018 rogy, B Tom uyucne
TaKMe KaK: CHUXKeHue CMepTHOCTU OT bonesHen cucrtemol
KpoBoobpaweHna, HoBoobpasoBaHMiA U TybepKynesa.
HdaHHble 3a60neBaHNA ABNAIOTCA OCHOBHbIMU NPUYNHAMMU
CMEepPTHOCTU HaceNleHUA HaLUen CTPaHbl.

denepanbHOU cnyKO6oW NO Haa30py B chepe
3/1paBOOXPaHEHUA eXXeKBapTaZibHO NPOBOAUTCA MOHUTOPUHT
OCHOBHbIX MHAUKATOPOB «[lOPOXKHbIX KapT» N3MEHEHUS B
OTpacNAX coumnmanbHOM chepbl, HaNnpPaBAEeHHbIE Ha NOBbILLIEHME
3P PEeKTUBHOCTM 34pPaBOOXPaHEHUA cybbeKToB Poccmnimckom
depepauynn.
He poctuXeHue ueneBbiX MNOKasatenem ABAAIOTCA
OCHOBOM ANA NNAHUPOBAHUA U NPOBEAEHUA KOHTPO/bHbIX
MeponpuUATUNA B permoHe.



HOBOE B 3AKOHOJATEJILCTBE P® B
CP@EPE 3/IPABOOXPAHEHUASA

U3IMEHEHMUA B KoAll PO
(«Konexc Poccuiickoii ®eaepanyuu 00 aAMUHHCTPATUBHBIX
npasonapywmenusax» or 30 nexadpsa 2001 r. Ne 195-@3)

Crartbs 23.81. ®enepajibHbIi OPraH UCIOJHUTEIbHON BJIACTH, OCYIIECTBIAIINNNA QyHKIIUU
110 KOHTPOJIIO M HAA30pY B cdepe 31paBOOXPaAHEHUSA

1. ®enepanbHbIii OpraH UCIOJHUTEIBHON BJIACTH, OCYIIECTBISIOMNUN (PYHKIMU MO KOHTPOJIO U
HaJ30py B cdepe 3ApaBOOXpPAHEHHS, €r0 TEPPUTOPUAIIBHBIE OpraHbl paccMaTpuBalOT jAeia 00
aIMAHUCTPATUBHBIX MPABOHAPYIICHUSIX, MPEAYCMOTPEHHbIX cTaTheil 6.28, yacTamm 1, 2 u 3
cratbu 6.29, crarbein 6.30, yacreio 1 crarbu 14.4.2, yacteio 5 craren 19.4, yacreio 21
crarbu 19.5, crarbeit 19.7.8 HacTosiinero Komekca.

2. PaCCManI/IBaTB JeJia 00 AAMUHUCTPATHUBHLIX IIPAaBOHAPYHICHUAX OT HMCHHM OpPIaHOB,
YKAa3aHHbIX B 4aCTHU 1 HaCTOHHIeﬁ CTaTbhbH, BIIPABEC.

1) pykoBoguTenb (heAepaIbHOrO OpraHa MCIOJHUTEIBHOM BIACTH, OCYIICCTBISIOMErO (QYHKITUU
110 KOHTPOJIIO U HAJ30py B cepe 31paBOOXpaHEHHUs], €TO 3aMECTUTEINH,

2) PYKOBOJIWTEIN TEPPUTOPHAIBHBIX OPraHoB (eepaabHOr0 OpraHa HMCIIOTHUTCIBHOW BIIACTH,
OCYIIECTBISIONIETO (PYHKIMU TO KOHTPOJKO U HAA30py B cdepe 3ApaBOOXpAHEHUS, HUX
3aMECTUTENN. ",



HOBOE B 3AKOHOJIATEJIBCTBE P® B C®EPE
3IPABOOXPAHEHUSA

ctarbio 19.4 MOomoJIHNUTE YaCThIO D CHEaVIOINIEr0 COMEPKAHUSI .

"5. HeBblnonHeHUE 3aKOHHBIX TPe0OBAHMH AO0JXKHOCTHOIO JMIA (eaepaabHOro
OopraHa HCIIOJHUTEIBLHONM BJIACTH, OCYIIECTBISAIONIECTO (DYHKIIMU IO KOHTPOJIIO U
HaJ30py B cdepe 3IpaBOOXpPAHEHUS, €r0 TEPPUTOPHUAIBHOTO OpraHa, a pPaBHO
BOCHPEMATCTBOBAHUE OCYIICCTBICHUIO ATUM JOJDKHOCTHBIM JIMIIOM CJIY>KEOHBIX
00s13aHHOCTEM -

BJICUET HAJOKCHHE aJIMHUHHCTPATHUBHOTO INTpada Ha JOIKHOCTHBIX JHUI[ B pa3Mepe
OT IATH THICSY JIO JE€CATH ThICSY PyOJIei; Ha IOPUANYECKUX JIMII - OT JBAAIATH ThICAY
110 TPULIATH THICSY pyOsIei."

crarbio 19.5 momomauTh 4acTeio 21 CIeayIOImero CoOnep KaHus .

"21. HeBbIllONTHEHNE B YCTAaHOBJICHHBIM CPOK 3aKOHHOTO TPEANUCAHNSA, PEIICHUS
(enepanbHOrO OpraHa HMCHOJHHUTENBHOM BJIACTH, OCYIIECTBIAIOMIETO (PYHKIHUH IO
KOHTPOJIIO U HAJ30pYy B cepe 3APaBOOXPAHEHHS, ETO0 TEPPUTOPUATBLHOIO OPraHa -

BJICYET HAJOXKEHUE aIMUHUCTPATHUBHOIO MITpada HAa JOJDKHOCTHBIX JIMI[ B pazMmepe
OT JIECATH THICSY JO ABAJLATH THICSY pyOJIeH; HA IOPUIUYECKUX JIUI] - OT TPUALATH
TBICAY JIO IATUAECATU ThICSY pyOseit."”
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HOBOE B 3AKOHOJATEJILCTBE P® B
CP@EPE 3/IPABOOXPAHEHUASA

U3MEHEHMUS B KoAll PO®
(«Koaexe Poccuiickoii @enepauun 00 aAMUHNCTPATUBHLIX HPABOHAPYIHEHUAX»
ot 30 nexadpsa 2001 r. Ne 195-@3)

Crarba 19.7.8. HempeacraBjieHue cCBeleHHIl WJIH TPeACTABJIEHHE 3aBeI0OMO
HEJOCTOBECPHBIX CBeACHMI B (eaepajibHbI OPraH UCHOJHHUTEIbLHOU BJIACTH,
OCYLICCTBJIAKOMIMNIA  (PYHKIMM 10 KOHTPOJKW U  HaA30py B  chepe
3APABOOXPAHECHUS

 Henpeacrapienne Ui HeCBOEBpeMeHHOE MpeacTaBeHue B deIepalbHbIN Oprad
MCTIOJIHUTEJIPHOM BJIACTH, OCYIIECTBIISIIONIMNA (DYHKIIMM IO KOHTPOJIKO M HAJ30py B
cepe 3npaBoOOXpaHEHUS, €T0 TEPPUTOPHUATIBHBIN OpraH, €CJIu MPEICTaBICHUE TaKUX
CBEJICHUM SIBJISICTCS 00s3aTENIbHBIM B COOTBETCTBHU C 3aKOHOAATEILCTBOM B cepe
OXpaHbl 370POBbS, 3a MCKIOUEHHEM CJIy4aeB, MPEAYCMOTPEHHBIX YacTIMH 2 U 3
cratbu  6.29  Hacrosmero  Kopaekca, Jmb0  mpeacraBieHHe  3aBe0OMO
HEIOCTOBEPHBIX CBEACHUH -

* BJCYET HAJIOKEHHE aJIMHUHUCTPATUBHOIO mTpada Ha JOJDKHOCTHBIX JIMI[ B pa3Mepe
OT JACCATH THICAY JO MATHAALATH ThICSY pyOsel; Ha IOPUAMYSCKUX JIUI] - B pa3Mepe
OT TPHUILIATH THICSY 10 CEMHUIAECSATH ThICAY pyOseit."

Poc3npaBHa3op UMEET NMpaBoO pacCcMaTpUBarh Jielia O MPaBOHAPYIICHUAX



B Hauane 2014 roaabbin co3gaH ObLwecTBeHHbIU
coBeT Npu MUHUCTepCTBe 3apaBooxpaHeHusa CO

Bo3rnasun ero npe3ngeHt CamapcKkom obnactHOM
accoumaumnm spayen, npodpeccop CamlrMy Cepreun
HuKonaesnd N3mankos.

B dyHKUMM CoBeTa BXOAUT NpoBeAeHNE HE3AaBUCUMOM
OLEHKM KayecTBa paboTbl meayypexaeHnn, pesynbraThl
KOTOPOW NAryT B OCHOBY pentuHra JIMNMY pernameHTUpoBaHO
[MTprUKa3om MUHUCTEPCTBA 34paBooxpaHeHnsa CamapcKom
obnactn «0O6 opraHm3aumm paboTbl N0 GOPMUPOBAHUIO
PENTUHIOB YYpEKAEHNIN, NOABEAOMCTBEHHbLIX MUHUCTEPCTBY
34paBooxpaHeHnsa Camapckomn 0b61acTn, OKa3blBaOLLUX
MEANLMNHCKYO MOMOLLLb Y.



HOBOE B 3AKOHOJIATEJIBCTBE P®
B C®EPE 3/IPABOOXPAHEHUA B 2014 1.

NMpuka3 Munspasa CO ot 30.10.2014 Ne1596

«06 opraHunsaumm pabotbl no popmmnpoBaHuIo
PEUTUHIOB yupeXXaeHui, noaBeaoMCTBEHHbIX MUHUCTEPCTBY
3apaBooxpaHeHnA CamapcKon o6n1acTu» oKasbiBalOLWMUX
MeANLUUHCKYIO NOMOLLLb

O co3aaHuUM yCc0BUIA ANA OpraHM3aLmMmn nposeaeHus
HEe3aBUCMMOMN OLLEHKM KayecTBa OKa3aHMsa YCAYT YUpEXKAeHUAMM,
noaseaomCcrBeHHbIMN MUHUCTEPCTBY 340aBOOXPaHEHUA
CamapcKoi 06n1acTu, OKa3biBaOWMMU MeONLUHCKYIO MOMOLLb,
bOPMNPOBAHNA NX PEUNTUHIOB



OcHOBHBIE HOPDMATHUBHLIC AaKThl

depepanbHbl 3aKOH «O BHECEHUWN U3MEHEHWI B OTAE/IbHbIE
3aKOHoJaTeNbHble aKTbl Poccuincko Pepepalmm no Bonpocam
npoBeaeHusa He3aBUCMMOMN OLLEHKU KayecTBa OKa3aHuA ycayr
opraHusaumMamu B chepe KynbTypbl, COLMaNbHOro obcnysKmBaHus,
OXpaHbl 340p0BbA U 06pas3oBaHMA» (cTaTbA 5),

MoctaHoBneHue lMNMpaButenocrea Poccnmckon depepaumm ot 30.03.2013
Ne 286 «O dopmnpoBaHNMN HE3aBUCUMOMU CUCTEMbI OLLEHKWN KayecTBa
PaboTbl OpraHn3aLUKn, OKa3biBaKOLWMX COLMAIbHbIE YCAYTNY,

Mpuka3 MunHuctepcTea 3apaBooxpaHeHnsa Poccmmckon Gepepaumm
oT 12.09.2014 Ne 503 «O6 opraHmsaumm pabotbl no GopMmUpOBaHUIO
PEUTUHIOB roCyAapPCTBEHHbIX (MYHULUMNANbHDbIX) YYpPEXAEHUM,
OKa3bIBAKOLWMX YCAYrn B chepe 34PpaBOOXPaAHEHNAY,

MnaH meponpuaATU (<« BOPOXKHOU KapTON») «M3MeHEeHUA B OTPACNAX
coumnanbHOM chepbl, HanpaBaeHHble Ha NoBbileHne 3PPeKTUBHOCTH
3ApaBooxpaHeHnsa B Camapckomn obnactn Ha 2013 — 2018 roabi»,
yTBEPKAEHHbIM pacnopskeHunem lMpasutenbctea Camapckom obnactu
oT 12.04.2013 Ne 209-p,
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OueHKa geaTeNbHOCTU NO 06 bEKTUBHBLIM NOKa3aTenam
OCYLLECTBASETCA yYpeKAeHMEM CaMOCTOATE/IbHO B COOTBETCTBUMN C
NPUNOXKEHUAMM 2 — 7 K HACTOALLEMY NPUKA3Y Ha OCHOBAHUMU
YTBEPKAEHHbIX popm deaepanbHOro CTaTUCTUYECKOro
HabntoaeHus (gencreyoWwmMx GopPMm yyeTa 1 OTYETHOCTM) COrNACHO
npunoxKeHmam 8 — 13 K HacToAalemy NpUKasy;

CPOK NpoBeAeHMA OLEHKN AeATe/IbHOCTU N0 0O BbEKTUBHbLIM
NoKasaTenAm ycTaHaBAMBAETCA OTAE/IbHbIM MPUKA30M
MWHWUCTEPCTBA;

Ka*KAblM NOKa3aTenb NoayyaeTt onpeaeneHHbin sec no 10-
6annbHOW WKane.



naBHOMY ynpaB/eHnIo OpraHU3aLuMoOHHOMU AEATENIbHOCTU U
MHPOPMALMOHHDbIX TeXHoNorMi MmuH3gpaBa CO obecneunTb:

npoBeaeHue He Yalle O4HOro pasa B rof U He perke OA4HOro pasa B TPU roda ¢ y4actmem
ObWwecTBEHHOrO COBETa HE3AaBUCUMMOM OLLEHKMU KavecTBa paboTtbl (0KasaHuA ycayr)
yuyperKaeHun B COOTBETCTBMU C NpuKazom MuH3apasa Poccmm Ne 8103;

npusneyYeHne counasibHO OPUEHTUPOBAHHbBIX HEKOMMEPUECKMUX OPraHu3aLum K
y4yacTuio B paboTe no nposeaeHUo He3aBUCMMOM OLLEHKM KayecTBa OKa3aHMaA yCayr
yupexkaeHUAMU;

3aK/Il04YeHMe rocyJapCcTBEHHOIO KOHTPaKTa Ha BbIMONHEHUE paboT, OKa3aHue ycayr no
c6bopy, 0606LeHNIO0 N aHaNN3y UHPOPMALIMU O KauecTBe OKa3aHuA ycayr
MeANLUHCKUMMN OpraHn3aLMsaMN B COOTBETCTBMU C 3aKOHOAaTENbCTBOM Poccuiickol
depepaummn 0 KOHTPAKTHOM cucTeMe B chepe 3aKynoK ToBapos, pabor, ycayr ans
obecneyeHUa HY»KJ, MUHUCTEPCTBA, NPEeAYyCMOTPEB B TEXHNYECKOM 3aaHUM
MHPOPMaLIMIO COTNACHO MPUNONKEHUIO 14 K HacToALLEMY NMPUKa3y, a TaKKe C y4eTom
NpPeanoXKeHn Ana pa3paboTKkmM TEXHMYECKOro 3a4aHuaA, NOCTYNUBLLKNX OT
ObLwecTBEHHOro COBETa;

opopmeHme No pe3yabTaTamM 3aKAYEHMA FOCYJapPCTBEHHOMO KOHTPAKTa pelueHnsa ob
onpeaeneHnn opraHmnsauum (oneparopa), OTBETCTBEHHOW 33 NpPOBeAEHME
HEe3aBMCMMOM OLEHKMN KayecTBa paboTbl (OKa3aHUA yCayr) yupexkaeHnm n 1.4.



r6y3 «Camapckuim 06aactTHOM meanLMHCKNA
MHPOPMALUOHHO-aHA/IUTUYECKUMN LLeHTP» obecneyuTb:

Ha opumumanbHOM canTe MUHUCTEPCTBA B CETU
«MIHTEepHET» - pa3aen No He3aBUCUMMOM OLLEHKEe
KauecTBa OKa3aHMA YCAYT YYPEKAEHUAMM.

PasmelleHne Ha 3Tom canute MHGopmaLuun o
neatenbHocTn ObLEeCTBEHHOro COBETA NO BONpPOCcam
nposeneHna He3aBUCMMOMN OLLEHKU KayecTBa OKa3aHuA
YCAYT.

TexHM4YeCcKyto BO3MOKHOCTb Bbipa*XeHUA MHEeHUM

NnauneHTaMUn O KavdecTtBe OKa3aHUA ycnyr
yypexgeHnamMmumn Hd ocbmu,maano:v\ cante MNHUNCTEPCTBA.



r6y3 «Camapckuim 06aactTHOM meanLMHCKNA
MHPOPMALUOHHO-aHA/IUTUYECKUMN LLeHTP» obecneyuTb:

* pacyeT eXeroJHo arpermMpoBaHHOro PEUTUHTIA yUpeXXaeHuin
Mo 06BbEKTMBHbBIM NOKa3aTeNAM B COOTBETCTBUM C NpUnoxKeHuem 15 K
HacTosILLEMY NPUKa3Y;

e (popmMnpOBaHUE eXErogHO NpeaABaPUTENbHDbIX Pe3y/IbTaTOB UHTErPaibHOro
PEUTUHrA yupeXXaAeHUU C Y4ETOM arperMmpoBaHHOro PeMTUHra No 06 bEKTUBHbIM
NoKasaTenAam 1 arperMpoBaHHOIO PENTUHIA HA OCHOBE HE3aBUCMMOMW OLIEHKMU
KayecTBa paboTbl B COOTBETCTBMU C MPUNOKEHNEM 16 K HacToALWEMY NPUKa3y;

* npeacTaBAeHUE MUHUCTEPCTBY HA PACCMOTPEHUE UHTErPaIbHOro PeMTUHTa
yupexaeHui go ero pasmeweHmsa Ha opmumnmanbHOM CanTe MUHUCTEPCTBA U
opuuManbHOM CanTe ANA pasmeLLeHna MHGOPMALMM O rOCYyAaPCTBEHHbIX U
MYHULMNANbHbIX yYpexaeHnax B cetn « MHTepHeT» www.bus.gov.ru (ganee —
oduumranbHbir cant FMY) cornacHo npukasy MuHomnHa Poccum ot 21.07.2011
Ne 86H «O6 yTBEpPKAEHMM NOPAAKA NPeaoCTaBNEHUA MHPOPMALMN
rocyAapCTBEHHbIM (MYHMUMNANBbHBIM) yYpeXAEHUEM, €€ pa3MeLleHNA Ha
oduumanbHom camTte B ceTh «MHTEpPHET» 1 BeAeHUA YKa3aHHOIo CanTay;
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Cxema KOHTpPONA evyebHbIX yupexkaeHuni
BenukobpurtaHua

bezonacHbl?
3dbdekTusHbDI?

BHumaTenbHb1?

Bocnpuumuuse!?
Xopouwo ynpasnaem



OueHKa 6onbHUL Komuccmen no
Kauyectsy MeaguuuHcKkoun Nomouum

OHu 6e30nacHbI?
OHU 30 PEKTUBHbI?

OHWM OKa3bIBaKOT
NOMOLLb?

OHM pearnpyroT Ha
noTpebHOCTH
nauneHToB?

[PamMmOTHOE /IN B HUX
ynpasneHue?

KoHTponb  paboTbl  60AbHUL,  NPOBOAMTCH
rocyapcreeHHowm rpynnom 3KCMNepToB,
BK/IOYatoLLel KAUHNYECKNX n ApYyrux
cneyManuctos, B TM. Jloger, NoayyasBLINX
MEAULMHCKYIO NOoMOolWb paHee (3KcnepTbl no
onbITy).

KoHTponupytouwme nmua NCNONb3YIOT
MHTENNEKTYaNbHbIA MOHUTOPUHI ANA pelleHun
BOMpoca O BPemMeHW, MecTe W npegmete
nccnenoBaHus, BKAtOYanA TWaTeNbHoe
BbIC/IYWUMBAHNE MHEHWUN Ntoaen, MNONYYUBLLNX
MeANLMNHCKYI0O NOMOolWlb, WU  WUCNOJib30BaHMUe
Hambonee noaxoasuwen MHPopmauuu U3 BCEWN
CUCTEMDbI.

KoHTponupyowme Anuua nposoaat 6onblue
BpemeHM B 6O0ONbHMUAX, BK/AOYaA Beyepa MU
BbIXOAHblE [HW, KOr4a KayecTBO MeAWMLMHCKOM
NOMOLLM MOXKET BbITb HUMKe.

[Nna oueHKKU cny»Kb No NATU KAOYEBbIM BOMPOCaM
KOHTpOAUpYtoLwme mua NCMNONb3YIOT
npodeccMoHasibHble MHEHUSA, NoAAeprKMBaEMble
06BEKTUBHOM OLLEEHKOWM U AiI0Ka3aTe/1IbCTBaAMM.



OnpepeneHne Kputepmes BbICOKOrO
KauecTtBa 60anMu,

MayueHTbl 3aWmLLEeHbl OT XXeCTOKoro

be3onacHoOCTb obpaleHna n NoTeHLUMaNAbHO
npegoTBpPaTUMOro Bpepaa.
3¢¢EKT” BHOCTb * [lpepocTaBnaemble yxoa, Ne4eHue u

noaaepika obecneuunsator Hauay4dyuue
ncxoabl, noagaepKumeatlotT BbiICOKOe Ka4ecTtso
XHU3HU U OCHOBAHDI Ha 1IYy4YWUNX AOCTYNMHbIX
AOKa3aTte/ibCTBax.

* [epcoHan NpPUHUMAET U N1€YUT NALUEHTOB C
BHMmaTenbHOCTb COUYBCTBUEM, A06pPOTON, YBAXKUTENIbHBIM
OTHOLUEHUEM.

BocnpummumsocCTtb *  Cnyx6bl opraHM3oBaHbl TaKMM 06pa3om, 4To
OHM YA0BNETBOPAIOT NoTpebHOCTU
NaUUeHTOB.

3¢¢EKTM BHOeée yn pa BAeHue ° PyKoBOACTBO M ynpas/ieHUe opraHmM3aumm
obecneunBaloT OKasaHue

BbICOKOKQ4YeCTBEHHOM
NepCcoHaNN3NPOBAHHOMW MOMOLLM,
nposeAaeHUe KYpPcoB NOBbILLIEHUA
KBaAnPUKaLuum n BHeaApeHne MHHOBaL Ui, a
TaKyKe NoAAepKUBAIOT KY/IbTYPY OTKPbITOCTU
M YEeCTHOCTM.



HOBOE B 3AKOHOJIATEJ/IbCTBE P®
B C®EPE 3IPABOOXPAHEHHUA 8 2014 1.

Ha cante EanHoro noptana regulation.ru pasmeuleH
NPOoeKT NpuKasa MunHspaBa PO «O6 yTBepKaeHnmn
NoKasaTeneu, Xxapakrepusyrouwmnx obuwme Kpurepmm
OUEHKU KayecCTBa OKa3aHuA ycayr meauuuHCKUMH
OpraHu3aunamm».

[Mpukaszom byayT yTBEPXKAEHbI MOKa3aTenu,
XapaKkTepusyruwme obine KpUTEPUM OLUEHKMN KavyecTBa
OKa3aHUA yCayr MeanUMHCKUMU OPraHM3aumamm B
ambynaTtopHbIx ycnosuax (npunoxkenme 1) n s
CTALMOHAPHbIX yCNOBUAX (NpunoxKeHune 2).

NpoeT npoueaypa aKcnepTusbl



MokasaTenu, xapakrepusyrowue obLime KpUTEPUU OLEHKN KauecTBa
oKa3aHua ycayr MO B ambynaTopHbIX YC10BUAX

1. Moka3aTtenun, xapakrTepusyloLime oTKPbITOCTb U A0CTYNHOCTb
WHOpMaL MM O MeAULMHCKON OpraHn3auuu:

1.1. ypOBEHb pPenTUHra Ha cante www.bus.gov.ru (ot 0 go 1);

1.2. NOIHOTA, aKTya/IbHOCTb M MOHATHOCTb MHPOPMALMU O MEeAUNLMHCKOM
OpraHu3saumnm, pasmeLLaemomn Ha opmnumanbHOM canTe (6ann);

1.3. HaAn4yme n AOCTYNHOCTb CNOcob0oB 0OpPaTHOM CBA3M C NOoTpebuTenamu
ycnyr B cpepe 3apaBooxpaHeHus (6ann);

1.4. ponAa NaumMeHToB, cYUTaOLWMX MHGOPMUPOBaAHUE O paboTe
MeAMNLNHCKON OpPraHM3auumn n nopagke npeaocraBaeHna meauunHCKUX
YCNYTr AOCTAaTOYHbIM, OT YMC/a ONPOLLUEHHbIX (%);

1.5. AoNA NaUMeHTOoB, YA0BNETBOPEHHbIX KAYECTBOM M NOJIHOTOM
MHbopMaLnn, AOCTYNHON HA OPULMAIBHOM CanuTe MeanNLIUHCKOM
opraHusauum (%).


http://www.bus.gov.ru/

2. MokKasatenun, xapakrepusyowme KoMmGOoOpPTHOCTb YCIOBUN U
AOCTYMHOCTb NOAYYEHUA MEeAULUHCKUX YCAYT, B TOM Yuciae ans
rpa*kaaH c orpaHMYEeHHbIMU BO3MOXHOCTAMMU 340POBbA:

2.1. nonA nauMeHToB, KOTOPbIE 3aNMcanncb Ha NPUEM Yy Bpaya npu
nepBom obpalleHnn B MeaNLMHCKYI0 opraHm3aumio (%);

2.2. cpeaHsas ANUTEeNIbHOCTb OXUAaHUS NoceLleHMsa Bpaya C MOMEHTa
3annCcx Ha NpUem;

2.3. JOCTYNHOCTb 3aNMUCK Ha NpPUem K Bpayy, B TOM 4uncne:
2.3.1. no TenedoHy,

2.3.2. c ucnonb3oBaHnem cetn «MIHTepHeT»,

2.3.3. B perucrparype,

2.3.4. nocpeacTBOM IMHHOTO OBOLLEHUA C NeYaLL UM BPAYOM.



3. MoKa3aTenu, xapakrepusylowue Bpema OKnaaH1a B ouepeau
npu NoAy4YeHNUU MeANLUHCKOMN yCcayru:

3.1. Bpema oxxnaaHuAa nocelleHua spadva B oyepean (MuH.);

3.2. Bpema OXKXnaaHuA NaaHoBOM rocnuTanansaumm ¢ MOMeEHTa NoaydYeHus
HanpaB/AeHWA Ha NJAHOBYIO rOCNUTANN3ALUIO;

3.3. BpeMA OXXKUOAHUNA PE3Y/1bTAaTOB ANAlTlHOCTNHECKOIO NCcneaoBaHUA.

4. NMoKa3saTenu, XxapaKrepusyowme gobpoxkenaresibHOCTb, BEXK/IMBOCTb U
KOMMNETEeHTHOCTb PabOTHMKOB MeaULMHCKON OpraH1M3aumm:

4.1. pons notTpebutenen ycayr, KOTopble BbICOKO OLLIEHUBAIOT
nobpoxKenaTenbHOCTb, BEX/AINBOCTb U BHUMATENbHOCTb PabOTHUKOB
MeANLMNHCKNX opraHm3aumnm (%);

4.2. ponsa notpebutenen ycayr, KOTOpble BbICOKO OLEHUBAKOT
KOMMETEHTHOCTb MeAULMNHCKUX paboTHMKOB (%).



5. lOKa3aTenu, xapakrepusylowme
VAOB/IETBOPEHHOCTb Ka4ecTBOM 06Cny>XMBaHUA B
MeaULUHCKOWN OpraHu3auum:

5.1. yAOBNETBOPEHHOCTb YC/IOBUAMM OXKMOAHUA NPpUema y Bpaya
B oyepeau;

5.2. AOCTYNMHOCTb NoJ1Iy4eHUA N\e,EI,I/ILI,I/lHCKOl\/’I nomMmoLwun Ha oMy,

5.3. yA0BNETBOPEHHOCTb NOCeLwWweHnem meanuMHCKOM
opraHusauum;

5.4. ,oNA NAUMEHTOB, TOTOBbIX PEKOMEHA0BATb MEANLIMHCKYIO
OpraHM3aumio Ana NoJyY4eHmna meanUmMHCKOW nomoLum (%).



MokasaTenun, xapakrepusyrowme obimue KpUTEPUN OLEHKH
KauecTBa oKa3aHuAa ycayr MO B cTaLMOHAPHbIX YCA0BUAX

1. MoKa3aTenu, xapaKTepusyloLime oTKPbITOCTb U AO0CTYNHOCTb
uHpopmaLumm o MeguULUHCKOU OpraHu3aLmu:

1.1. YypOBEHb perTUHra Ha cante www.bus.gov.ru (ot 0 go 1);

1.2. NONHOTA, aKTya/IbHOCTb U MOHATHOCTb MHPOPMALIUN O

MeaUNLUHCKON OpraHmn3aumu, pa3mellaemon Ha opmLmManbHOM
cante (6bann);

1.3. HaAM4YMeE U AOCTYNHOCTb cnocoboB 0bpaTHOM CBA3U C
notpebutenamu ycnyr B chepe 3apaBooxpaHeHus (bann);

1.4. pona NnaunMeHToB, CYMTAOLWUX MHOOPMUPOBAHME O paboTe
MeANLMNHCKOM OpraHn3auum n nopagke npeaocTaB/ieHus
MEANLMNHCKUX YCAYT AOCTAaTOYHbIM, OT YMC/1a OMPOLLEHHbIX (%);

1.5. ponsa nauneHToB, YA0BNETBOPEHHbIX KAYECTBOM U NOJIHOTOM
MHPOpPMaLUNU, AOCTYNMHON HA OPULIMANIBHOM CanTe meanNLNHCKOMN
opraHusaumm (%).



http://www.bus.gov.ru/

2. Moka3saTenu, xapakrepusyiowime KOMPOPTHOCTb YCI0BUIA U
AOCTYMHOCTb NO/IyYEeHUA MeANLUHCKUX YCAYT, B TOM YUcae
ANA rpaXXAaH ¢ orpaHNYeHHbIMU BO3MOXHOCTAMM
30pOBbA:

2.1. 4014 NayneHTos, Y KOTOPbIX HE BO3HUK/1A H€O6XO,£I,VIMOCTb

npmnobpeTaTb IeKapCTBEHHbIE CpeacTBa, Heobxoammble Ana
JleyeHus, 3a cBoM cyeT (%);

2.2. 0ONS NALMEHTOB, Y KOTOPbIX HE BO3HUK/1A HEOOXOAMMOCTb
Onaa4YMBaTb AOMNONIHUTENbHbIE ANATHOCTUYECKME NccnegoBaHmA 3a
cBowm cyeTt (%).

3. MoKa3aTtenu, xapaKkrepusylowue Bpema OXXKnaaHua B ouepeau
npu NONy4YeHUU MeaNLUHCKOMN yCcayru:

3.1. BpEMA OXKUAAHUA B MPUEMHOM OTAENEHUMN (B MUHYTAX);

3.2. CPOK OXKMAaHUA NN1AHOBOW rocNMUTaIn3aumm no HanpaB/EHULo
Bpayen NoANKANHUK (B AHAX);

3.3. cobntoaeHmne HasHAaYeHHOro CPOKa N1aHOBOM rocnuTanmsaumm (B
CPOK, C HapyLLeHUeM CPOKa).



4. MMoKa3aTenun, xapakrepusylowue A06poxKenaresbHoOCTb,
BEXX/INBOCTb U KOMMNETEHTHOCTb PaboTHUKOB
MeAULMHCKOWN OpraHn3auum:

4.1. onA noTpebuTenem ycayr, KoTopble BbICOKO OLLlEHUBAIOT

nobpoxKenatenbHOCTb, BEX/IMBOCTb U BHUMATENbHOCTb
PabOTHNKOB MeANLMHCKUX opraHu3aunm (%);

4.2. nona notpebutenen ycayr, KoTopblie BbICOKO OLLlEHUBAIOT
KOMMNETEHTHOCTb MeANLMHCKNX PAabOTHUKOB (%).

5. MloKa3aTtenu, xapakrepusylowime ya0B81eTBOPEHHOCTb
KauecTBOM 06Ccny>XMBaHUA B MeAULUHCKOMU
opraHmMsaumm:

5.1. nonA NauMeHToB, YA0BAETBOPEHHbIX YCA0BUAMM OKa3aHUA
MeaNLMNHCKON nomoLum (%);

5.2. 10N1A NaUMEeHTOB, FOTOBbIX PEKOMEHA0BaTb MeANLIMHCKYIO
OpraHu3auuto Ana NoAyYeHna meanunMHCKon nomolwm (%);

5.3. 1011 NaLUEeHTOB, YA0BNAETBOPEHHbIX NPOAOKUTE/IbHOCTbIO,
YC/I0BUAMM OXKUOaHUA, OTHOLLEHUEM NepcoHasna 60nbHULbI B
NPMEMHOM MOKoe



5.4. ynoBNeTBOPEHHOCTb AENCTBUAMMU BPAYEN N MmeacecTep No
06e360/11MBaHUIO;

5.5. yA10BNEeTBOPEHHOCTb OTHOLLEHMEM Bpaydei n meacecTtep BO
Bpems NpebbiBaHMA B MeAULNHCKOM OpraHn3aumu;

5.6. 014 NaLMEHTOB, YA0BNETBOPEHHbIX MMTaHMEM B MeANLNHCKOM
opraHmn3aumu;

5.7. ynoBNeTBOPEHHOCTb NpebbiBaHMEM B MeANLMHCKOM
OpraHunsauuu B HoOYHOE BpemMs;

5.8. 1014 NaUMeHTOB, YA0BNETBOPEHHbIX KaYeCTBOM YOOPKK
NOMeLLLEHUN, OCBELLEHUEM KOMHAT, TEMMNEPATYPHbIM PEKUMOM;

5.9. ynoBneTBoOpeHHOCTb AEUCTBUAMM NEPCOHANIA MeANLNHCKOMN
OpraHmM3aLuuu No yxoay.



HOBBIE TEHAEHIIY B KOHTPOJIE 3A OBPAII[EHUEM
MEJULIMHCKUX U3EJIWN C YYAETOM PACIIMPEHUS TOJITHOMOYMIA
POC3JIPABHAJI30PA B YACTU HAJIEJIEHU ST POC3/IPABHA JI30PA
[TPABOM COCTABJISTBH IPOTOKOJIBI OB AJIMUHUCTPATUBHBIX
[TPABOHAPYILIEHUSX



B cootBeTcTBMU C nopyvyeHUaAMM lNpe3naeHTa
Poccunckon depgepauunn B.B.lMytnHa ot
16.01.2014 Ne Np-78, Poc3gpaBHap30p

OCYLLEeCTBAAET KOHTPONb 33 3P PEeKTUBHbIM
Ucnonb3oBaHMEM MeaULMUHCKOro
obopyaoBaHus

[I0 OIEPATUMBHBIM JIAHHBIM (II0 COCTOSHUIO HA MAMU
2014), TIPEJICTABJIEHHBIM TEPPUTOPUAJILHBIMU OPTAHAMU
POC3JIPABHAJI30PA, BBISIBAEHBI HAPYHIEHUSI MO 1 332
EJJUHULIAM OBOPYJIOBAHUS.

[0 COCTOSHUIO HA OTYETHYIO JIATY YCTPAHEHBI
HAPYIIEHMSI MO 310 EJUHUIAM OBOPVJIIOBAHUS (23,2% OT
BBLISIBJIEHHBIX HAPYILIEHUN).

YCTAHOBJIEHO, UTO 3 105 EJJMHUL] OBOPYAOBAHUS HA
OTYETHYIO JATY HE UCHOJIB3YETCS (ITPOCTAUBAET)



Oo0pameHue MeAMIUHCKHUX M3AEJAMM BKIIOYaeT B cels
KOHTPOJIb 34 TEXHUYECKHMMHU HWCIBITAHUSIMH, TOKCHUKOJIOTHYECKUMU
MCCIICIOBAHUSIMM, KIMHUYECCKUMH UCHBITAaHUSAMU, 3(P(OEKTUBHOCTHIO,
0€30IIaCHOCTBhIO, MPOU3BOACTBOM, H3TOTOBJICHHUEM, pEalu3alyeH,
XpaHEHUEM,  TPAHCHOPTUPOBKOHM, BBO3OM HA  TEPPUTOPUIO
Poccurickon ®enepanuu, BBIBO30OM C Tepputopuu Poccunckon
denepani MEAUIMHCKUX HW3ACIMHU, 34 UX MOHTAXOM, HAJIQJKOW,
IIPUMEHEHUEM, OKCILTyaTalueu, BKJTrOYast TEXHUYECKOE
00CITyKMBaHUE, PEMOHTOM, YTHJIM3AIMEH WIN YHAYTOKCHUEM

** Hauano oesmenvHocmu HOCUm Y6e0OMUMENbHbI Xapakmep (3a
UCKIFOYeHUeM NpOBedeHUsl KIUHUYECKUX UCNBIMAHUU MEOUYUHCKUX
uz0enul, ux npou3eoO0Cmeda, MOHMAdNCA, HALAOKU, NPUMEHeHUs,
IKCHILyamayuy, 6 mOoM UUCle MEXHUUECKO20 OOCIYHCUBAHUS, d
makoice pemoHma)



2.1.

2.2.

2. KnuHn4yeckue ucnbiTaHUA MegULUHCKUX
n3genuu

Ilpukas3  MwuHucrepcrBa  3apaBooxpaHeHus  Poccuyickou
Genepanu - ot 16.05.2013 Ne300H «OO0 yTBEpKICHHUHU
TpeOOBaHUN K MEAUIMUHCKAM OpraHu3alusM, NTPOBOAAIINM
KJIMHAYECKHAE WCIIBITAHUS MEIUIMHCKUX W3JICIUNA U TOpSAKa
YCTAHOBJICHUSI COOTBETCTBUSI MEAUIIMHCKAX OPTraHU3aIuN 3TUM
TpeOOBaAHUSIMY.

[Ipukaz  MunucrepcTBa  3apaBooxpaHeHuss  Poccuuckon
®enepannu ot 09.01.2014 No 20 «O0 yTBEpKICHUH MOPSIKA
IIPOBEACHUS OLEHKH COOTBETCTBUSA MEIUIIMHCKHUX H3JICIAN B
bopMe  TEXHHYECKHX  HCIbITAHWM, TOKCHUKOJOTHYECKHUX
HCCIICIOBAHUM,  KIMHWUYECKHX  MCIBITAHUM B  LIEIAX
rOCYJIapCTBEHHOU PETUCTPALIUHA MEIULIMHCKUAX U3ICITUIN.



1.
2.

OueHKa opraHmM3auum paboTbl MO MOHUTOPUHTY
6e3onacHOCTM MeaULMHCKUX uspenvim B
MeAULMHCKON OpraHn3auum

3HaHUWe CoTpyAHUKAMM 3aKOoHO4aTeNbCTBa B chepe obpaleHna MeanuMHCKUX n3aenun.

Hannune B MeAMUMHCKOM OpraHu3aumu BHYTPEHHUX AOKYMEHTOB (MPWKasbl, UHCTPYKLUMWU, AONNKHOCTHbIE
PErNaMeHTbl), PernameHTUPYIOWMX MOPAAOK BbiABAEHMA, 006paboTKM U aHanM3a MHboOPMaALMM O MODBOYHbIX
AENCTBUSAX, HEXKENaTe/IbHbIX peaKkumax, 0CoObeHHOCTAX B3aMMOAENCTBUA MEANLMHCKUX U3AENNNA, @ TaKKe GaKToB
M 0BCTOATENLCTB, CO3A4AOWIMX YrPO3y KU3HWU W 340POBbID MPU UX MPUMEHEHWMU, A TaKKe [AOKYMEHTOB,
onpeaenaolWmnx NOPAAOK HanpaBaeHUs AaHHbIX cBeaeHMn B Poc3apaBHaa3op.

Hannune B MeAMUMHCKOM OpraHM3auumM cneuuasnctoB, OTBETCTBEHHbIX 3a cbop M HanpasneHue B AUNC
Poc3gpaBHaa30pa cBeAeHWM O BbIIBNEHHbIX HEONAronpUATHbIX CODbITUAX.

OpraHu3aumnsa B3aMMOAENCTBUS MEAULMHCKOM opraHusaummn ¢ TepputopuanbHbiMm opraHom PocsgpaBHaa3opa
(3HaHWEe KOHTAKTHbIX AAHHbIX OTBETCTBEHHbIX CNELUasNCTOB NO MOHUTOPWUHIY 6e30MacHOCTU MeANLMHCKUX
nsgenvn).

KonuuectBo HebnaronpuATHbIX COBbITUIA NPU NPUMEHEHUN MEANLMHCKUX U3AENTNIA, BbISBNEHHbIX MeAULMUHCKOMN
opraHu3aumen 3a nocneaHuin roa. Konnyectso coobuleHnid, HanpasaeHHbIX B PocaapaBHaasop.

Hannume HaBbIKOB 3aMo/IHEHUS M3BeLWEeHUs O HebnaronpuaTHOM cobbITUM (B 3/1IEKTPOHHOM dopme UAM Ha
bymaxKHoM HocuTene).

®dukcauma ceegeHuin o npobnemax 6e30nacHOCTU MeAUUUMHCKUX WU3AENUN B MEeAMUMHCKOM AOKYMEHTauuu
NauUMeHTOB, Y KOTOPbIX OHU Obl/IN BbIAAB/IEHbI.

ObcyKaeHne BONPOCOB MOHUTOPUHra 6e30MacHOCTU MEAULMHCKUX U3Ae/UA Ha COBELLaHUAX, NPOoBOAUMbIX
PYKOBOACTBOM MEAULMHCKOTO yuypexaeHua (yTpeHHue KoHdepeHuuu, nnaHepkun). KoHcynbTUpoBaHue
MeAULMHCKOrO NepcoHana, NpoBeAeHMe COBEeLlaHWUM, Y4ebHbIX CEMUHAPOB, HAMPaB/IEHHbIX Ha MNOBbIWEHUE
coobuaemocTm M KayectBa COOOWEHMM O HebnaronpuaTHbIX COObITUAX, CBA3A@HHbIX C MPUMEHEHUEM
MeANLNHCKUX U3OeNNN.

Hannuune nepcoHanusmnposaHHoro goctyna 8 AUC PocsgpasHagsopa.



Hapyiienre ycTaHOBIEHHbIX mpaBuiai B cepe

oOpaleHus MeTUIIMHCKUX M3AeJIHil

< rpaxaane — 2 000 — 4 000 pyo.;

< noipkHOCcTHBIC nia — 5 000 — 10 000 pyo.;
topuanyeckue auna — 30 000 — 50 000 pyo.

U3MEHEHUS B KoAll P®@ («Koaexke Poccuiickoii @eaepauuu 00

aIMUHUCTPATUBHLIX NpaBoHapymeHusx» ot 30 nexadpa 2001 r. Ne 195-@3, cr.
6.28)

Poc3npaBHaj3op MMeeT  mpaBO  paccMarpuBarth  Jella O
MpaBOHAPYIICHUSX



O6uwectBeHHOe 0bcyXaeHue npoxoamnt P3
«06 obpalleHUn meauLUHCKUX nsaenmim»

Martepuan onybnmkosaH 15 oktabpa 2014 Ha cauTte EguHoro
noptana regulation.ru

lNMpoeKT PepepanbHOro 3aKOHa npeaycmatpusaeT peryimposaHmne
obpaleHMa meaULUHCKUX U3ae1UU Ha BCEX 3Tanax UX }KUSHEHHOro LUUKAa B
uenax obecneyeHnsa nx Kauecrea, a¢ppekTnBHOCTU U He3onacHoOCTK.

CywecTsyeT pag NPoTUBOPEUYUI MEXKAY Pa3INYHbIMU HOPMATUBHbIMMU
NPaBOBbIMM aKTaMM NO BONPOCaM peryaiMpoBaHnAa obpalieHMa meauLMHCKUX
u3penunii, KoTopble U NpeAanoaaraeTca yperyimpoBaTb HACTOALLMM 3aKOHOM.

MpuHATHME LenbHOM 3aKOHOoAAaTeNbHOM 6a3bl, B TOM uncne
OCHOBOMO/1araloLLero 3aKOHO4aTe/IbHOro akTa 0 MeAULUMHCKUX uspgenusx,
CO34acCT NPaBOBYIO OCHOBY AEATE/IbHOCTU CYybbeKToB 06palueHuns
MeAULUHCKUX U34e/IUU, a TaKXKe YCTAaHOBUT NosIHoMouna peaepanbHbiX
OpraHoB UCNOJIHUTENbHOM BNACTU B chepe obpaLleHna meauLuHCKUX
uspenuvn.



Cucrema rocysapCcrBeHHOTO
KOHTPOJIA Ka4yecTBa
JIEKapCTBEHHBIX CPEeACTB

CucreMa rocyJapcTB€HHOIO KOHTPOJ/IA KauecTBa JIEeKapCTBEHHbBIX
CpeICTB

OLeHka 3G heKTUBHOCTA, BbIBOPOYHaA IKCNepTU3a
6e30nacHOCTU U MOHUTOPUHI KaYecTBa,

KauyecTBa /IeKapCTBEHHbIX o
yTBEpXKAeHne cTaHaapTos P 3pPEKTUBHOCTU U MHCNEKUMOHHbIN

CpeacTB, HAXOA4ALLUXCA B
KauyecTBa Ha NeKapPCTBEHHbIE PEACTE, AL 6e3onacHocTH KOHTPO/b

rpaxaaHckom obopoTe
cpeacTsa npu mx NNeKapCTBEHHbIX CpeacTs

perucTpaymm

NHCTPYMEHTaMM AaHHOM CUCTEMbI, TOMUMO LIEHTPAbHOrO annaparta Poc3apaBHaas30pa,
ABNAKOTCA:
%) TeppuTopmanbHble opraHbl Poc3apaBHaa30pa;
» denepanbHble nabopaTopHbie KOMMEKChI, BKAOYaA abopaTopum sKcnpecc-aHannsa
NEeKapCTBEHHbIX CPeACTB;
= eauHan nHpopmaumoHHaa cuctema PocsgpaBHaasopa.




OCHOBHbIE 3/1eMeHTbl COBEPLUEHCTBOBAHUA CUCTEMDI
rocyaapCcTBEHHOro KOHTPONA IeKapPCTBEHHbIX CpeAcTB

e ObecneyeHmne bHOAKETHOINO PUHAHCMPOBAHMA UCNbITAHUN
KayeCcTBa JIEKAPCTBEHHbIX CPEeACTB B paMKax
rocygapCTBEHHOrO KOHTPOAA.

e OpraHu3auma coBpeMeHHbIX 1abopaToPHbIX KOMMIEKCOB Mo
KOHTPO/110 KayecTBa IeKapCTBEHHbIX cpeacTB B pesepasbHbIX
OKpyrax, nog4YnmHeHHbIX Poc3apaBHaasopy.

* BHegpeHMe B NPAKTUKY rocyaapcTBEHHOroO KOHTPO/A
KayecTBa /1IeKapCTBEHHbIX CPeACTB COBPEMEHHbIX
HepaspyLlatoLWmMx SKCNPecc-MeToa08B.



= G

10.

11.

OueHKa opraHusauum paboTbl N0 MOHUTOPUHTY
6e30nacHOCTU NeKapCTBEHHbIX CpeaAcTB B
MeAULMHCKOWN OpraHmn3aumu

3HaHMe coTpygHukamu JIMY 3aKoHopaTenbCTBa B cdepe MOHUTOPUHra 6e30MacHOCTM /IeKapCTBEHHbIX CpeacTB
(PepepanbHbii  3aKoH o1 12.04.2010 Neo61-®3 «0O6 o0b6paweHMn NeKapCTBEHHbIX CPeacTB» WM MNpPUKas
MwuH3apascoupassmutma Poccum ot 26.08.2010 Ne757H).

Hannune B meauMUNHCKOM OpraHM3aLmm BHYTPEHHUX AOKYMEHTOB (NPUKa3bl, MHCTPYKLUMK), PEFNAMEHTUPYIOLLMX NOPALAOK
pernctpauum n cbopa nHGopmaumm o HexenaTenbHbIX peakumnax B JIMY n nepegavy ceeaeHuit o HUX B PocaapasHaasop.
Hanunune B MegMUMHCKOM OpraHn3aumm cneumManmctoB, OTBETCTBEHHbIX 33 cbop u HanpasaeHue 8 AUC.

OpraHu13auma B3anumogeinctensa neyebHoro yupexgeHuma ¢ TepputopmanbHbiM opraHom Poc3gpasHagsopa.

CpepgHee 4nC/I0 BbIABAAEMbIX HEXKEATENbHbIX PEeaKUU NpU NPUMEHEHUN IEKAPCTBEHHbIX MPENapaToBs, BbIAAB/IEHHbIX Ha
TEPPUTOPUN MEOMUMHCKOM opraHusaumm. Konnmyectso cCoobBLEHNI O HexenaTeNbHbIX peakuuAx, NpeacTaBAeHHbIX B
Poc3apasHaasop.

Hanunumne HaBbIKOB 3amno/IHEHUS U3BELLEHWI O HE)KenaTes/ibHOM peakumm (B 3NEKTPOHHOW dopme UaM Ha BymarkKHOM
HocuTene). HaBblkM KnaccuduKaunm HexkenatenbHbIX peakumn. Mcnonb3oBaHue anroputmoB Hapaniko, Karch nam BO3
NpuM OUEHKe  MNPUYUHHO-CNEACTBEHHOW CBA3N MeXAY NPUMEHEHMEM J/IEKAPCTBEHHOrO Mpenapata M pPa3BUTUEM
HeenaTeNbHOM peaKkuun (onucaHbl B MeTogmyeckmnx pekomeHaaumnax PocsgpasHagsopa oT 02.10.2008 «OnpeaeneHue
CcTeneHn A0CTOBEPHOCTU MNPUYMHHO-CNEeACTBEHHOM cBA3M «HebnaronpuaTHaa noboyHaa peakumsa - NeKapCcTBeHHoe
CpeacTsoy).

®duKcauma cBefeHUn O BbIABNIEHHbIX B MEAUUMHCKOM YYPEKAEHUM CEPbE3HbIX U HenpeaBUAEHHbIX HeXKenaTenbHbIX
peakuuax, MHGopmauma 0 KOTOPbIX HanpaBasaacb B PocaapaBHaa30p, B MeAULMHCKOM AOKYMEHTaUMN NALMEHTOB.
ObcyrkaeHne BonpocoB GapmakoHaZ30pa Ha COBELWAHMAX, NMPOBOAMMBIX PYKOBOACTBOM MEAMLMHCKOrO y4ypexaeHus
(yTpeHHMe KoHdepeHUUMN, NNAHEPKM).

KoHcynbTMpOBaHME MeOMUMHCKOro MepcoHana, NpoBeAeHMEe COBELaHUM, y4ebHbIX CEMMHAPOB, HAMPaB/IEHHbIX Ha
NnoBbllEHNE COOOLWAEMOCTN M KayecTBa COOOLLEHMA O HerKenaTeNbHbIX pPeakuuAX NeKapCTBEHHbIX MNpenapaTos,
BbIAB/IEHHbIX HA TEPPUTOPUN MELULMHCKOM OpraHU3aumu.

OpraHuzauma WHGOPMMPOBAHUA LEHTPaNbHOro annapata Poc3gpasHags3opa wan  TeppuTOpuanbHbIX OPraHoB
Poc3gpaBHag3opa no cybbektam Poccuinckon depepaumm 0 NeTasbHbIX HEXeNaTe/bHbIX PeakUMAX Ha JIEKAPCTBEHHbIE
npenapaTbl B Te4eHne 24 4acoB C MOMEHTA, KOraa NpomM3oLna AaHHAA peakuus.

Hanuume nepcoHanmnsmposaHHoro goctyna 8 AUC Poc3gpaBHaasopa «PapmakoHaasop».



HOBOE B 3AKOHOJATEJIBCTBE P @
B C®EPE 3/IPABOOXPAHEHUS

U3MEHEHMUS B KoAll P®

(«Konexc Poccniickoii @exepanuu 00 aAMUHUCTPATUBHLIX HPABOHAPYILICHUHX»
ot 30 nexalpsa 2001 r. Ne 195-@3)

m Hapymenue ycCTaHOBJIEHHBIX TMPaBUJ ONTOBOM TOPIOBIM JICKAPCTBEHHBIMU
CPEACTBAMU U MOPSAKA POZHUIHOM TOPTOBIIH JICKAPCTBEHHBIMU IIpernapaTaMHu
<rpaxgane — 1 500 — 3 000 py6.;
< nomxHocTtHbIe muia — 5 000 — 10 000 py6.;
“ropuandeckue auia — 30 000 — 70 000 pyo.
m [Iponaxka HenOOpPOKAYECTBEHHBIX, (PaTbCUDUIIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB
“rpaxaane — 2 000 —4 000 py6.;
< nmomxHocTtHbIe muia — 20 000 — 30 000 py6.;
“ropuandeckue auia — 50 000 — 100 000 py6.
m [IprunHeHne Bpena KU3HU W CO3JAaHHUE YTIPO3bl MIPUYMHEHHS Bpea KU3HU HIIN
3JI0POBBIO I'pakJ1aH
“rpaxaane —5 000 — 5 000 py6.;
< nomxHocTtHbie uia — 40 000 — 50 000 py6.;
<ropuauueckue guia — 100 000 — 200 000 pyo.
Poc3apaBHai30p UMEET MPABO pacCMAaTPUBATh J€jia O MPAaBOHAPYHICHUAX



Mpoekt ®3 «O BHeceHn nameHeHu 8 P3 «06
obpalleHnn neKapcTBeHHbIX cpeacTB»

[1pOeKT pa3paboTaH B COOTBETCTBUN C NOPYYEHMNAMM
[MpaBuTenbcTBa Poccnmckomn depepaumm ¢ y4eTtom
aHanM3a NPaBoONPUMEHUTE/NIbHON NPAKTUKMU
aencteytowero @3 ot 12 anpena 2010 r. Ne 61-d3 «O6
obpalleHnn neKapCcTBEHHbIX CPeACTB» U NO3BONAET
PELINTb PAA, uenesBbiX 3a8a4, CBA3aHHbIX C
peannsaumen otaenbHbiXx meponpuatum Crpaternm
JIEKapCTBEHHOro obecneyeHmna HaceneHmna CTpaHbl Ha
nepunoa Aao 2025 roaa.



* B HacToslLee BpemA MAET npouecc
rapMmoHU3aL MM 3aKOHOAATEeNbCTB CTPaH B cepe
obpalleHnsa NeKapcTBeHHbIX NpenapaTos u
MeAULUHCKUX U3aenunii B pamKkax Aorosopa
EBpoa3sunaTckoro akoHomuyecKkoro Cotosa.

* «3ada4ya 8 mom, Ymobbl 2apMOHU3UPOBAMb MO, YMO
HapabomaHo Kaxcool cmpaHoU. fapmoHu3ayus
f1poucxooum, 8 MOM Yucse, U HQ OCHOBE MeXOYHAPOOHbIX
HOPM, KOmopble AKMUB8HO 0b6CyXOaromcs Ha rnaoWaoKax 8
Opyaux cmpaHax», - oTme4dyaeT AnpekTop [lenaptameHTa
NIeKapCTBEHHOro obecne4vyeHmna n peryinpoBaHua
obpalweHns megnumnHcKknx nsgennn MmHsgpasa Poccuu
EneHa MakcMMKKMHa



B HacTosiee Bpems  CyllecTByeT 3anpoc  Ha
6onee pAeTasibHO MPOMMCaHHblie Npoueaypbl B OTHOLIEHUM
peryaimposaHua ob6opoTa oTaenbHbIX rpynn AeKapCcTBEHHbIX
npenapaTtoB, Ha BHECEeHME B 3aKOHOAATE/NbCTBO HOPM,

KacatoLmxcs obopoTa pPa3BMBatOLLENCA
rpynnbl 6MONOrMYEecKMX NPENapPaToB U UX aHA/IOTOB.
AKTYyanbHbIMU ABNAIOTCA BOMPOCbI YCTAaHOB/EHUA

npoueaypbl perucrpaumm op@PaHHbIX NEeKAPCTBEHHbIX
npenapatoB, $OPMUPOBAHUA YCNOBMM AN NpPOBeAEeHUA
YCKOPEHHOM 3KCNepTU3blI.

B AOKymeHTe npeaycmMoTpeHa HOBensa, KoTopaA
NO3BO/INT YCTAHOBUTb BO3MOXHOCTb NpoBeaeHUA MUAOTHbIX
NPOEKTOB MO LULEeHOo0bpa3oBaHMIO, B  YaCTHOCTM, NO
MmexXaHusmam pedepeHTHOro ueHoobpasoBaHus.

Paa BOMpPOCOB, OTHOCAWMXCA K LEeHOOobpa3oBaHMUIO,
OTAaH Ha ypoBeHb lNpaButenbctBa Poccuinckomn Geaepaumn.

BonbWMHCTBO HOPM Ha4YyHYT paboTaTtb ¢ 2016 roaa.



[MpUHATME 3aKOHONPOEKTA CTAHET rapaHTUEMN, YTO
peructpupyemsole B Poccnmckom deaepaumm nekapCcTBeHHbIE
npenapaTtbl A4eNCTBUTE/IbHO COOTBETCTBYIOT 3asABNEHHbIM
napameTpam KauyectBa, 6esonacHoctu u 3pPeKTUBHOCTM.

B cnyyae HecobnoaeHUa 3aKOHOAATENbCTBA Y
Ha30PHbIX OPraHOB MOABUTCA BO/IbLLIE NMOTHOMOYUNA KaK NO
BbIBEAEHWNIO NpenapaTtoB ¢ papMaLLeBTUYECKOrO PblHKA, TaK U
No HeagoNyLweHnto nx B obpatleHue. A B NnepcrnekTnuae
NPOnN30oNAEeT YCKOpPEeHME BbiBEAEHMNA HA PbIHOK OTAENbHbIX
npenaparos.

[MTpoeKT 3aKOHa BKIKOYMA NMONPaBKKN, KOTOpPble pas3aenat
npoueaypy permcrpaumm 1eKapcTtBeHHbIX NpenapaToB U
npoueaypy nonyvyeHUa paspewieH1a Ha nposeaeHune
KANHNYECKNX UCCNea0BaHUMN; YTBEPOAT NepeyeHb
HauMeHOBaHUI IeKapCTBEHHbIX dopm u T.4.



PerynupoBaHue roc3akynokK eKapCcTBeHHbIX
npenaparos.

OcyuwiecTBieHUE 3aKYNOK N0 CEMMU BbICOKO3aTPaTHbIM
HO30/10TMAIM Ha YPOBEHb PErMOHOB NepeaaBaTbCs He
byaer.

PernameHTauua npoueaypbl, 3aLiMTa 3aABOK, 3HaHMe
NOTPEe6HOCTU NPAKTUYECKU MO KAXKAOMY NALUEHTY,
UMEeIOLLLEMYCA B PErncTpe, NnpuBaeyeHue 3KCnepTos,
KOTOpble MOHUTOPUPYIOT coObatoaeHne cTaHZapTa B
OTHOLUEHWUU BeAeHUA NalMeHTa, - BCe 3To cnocobcreyer
CAEPXXUBAHUIO LLEH HUXKe 3aperMcTpuMpoBaHHbIX
npeaenbHbIX OTNYCKHbIX LiEH.

MOHUTOPUHT CUTYaLLUK B PErmMoHax CBUAETENbCTBYET O
TOM, 4YTO BCe 60/1blLLe PEerMoHOB, LIEHTPa/IM3YIOT 3aKYNKU
NNeKapCTBEHHbIX NpenapaToB HA YPOBHE permnoHabHbIX
OpraHoB yrnpas/ieHUsa 34paBOOXPaHEHUEM.

3aKynKa oTAeNbHbIX NO3ULUI YyYpeXxaeHuamm B
pamKax obecneyeHna HaceneHUA NeKapCTBEHHbIMMU
npenapaTtamm KaKk Ha CTaLlMOHAPHOMN CTYNEeHU, TaK U B
ambynaTopHOM cermeHTe NpPUBOAMUT K CyLLLeCTBEHHOM
pa3sHuLUe B LieHe.



2014r.MuH3gpasom Poccumn nNpuUHAT pAaa,

HOPMATUBHbLIX NMPaBOBbIX aKTOB, [N obecneueHusn
AOCTYMHOCTU IEKAPCTBEHHbIX NpPenapaToB, HanpaB/eHHble
Ha obneryeHmne pocryna K obesbonmsarowmm
JIeKapCTBEHHbIM NpenapaTtam.

PacwupeHbl 803MOXHOCMU B8bIMUCLIBAHUSA /1€KAPCMBEHHbIX Mpenapamos
8payamu.

[MpedycmompeHa 803MoXHOCMb obecrieyeHua HacesneHus 8
MmpyoOHOOOCMYMHbIX HACEAEHHbIX MYHKMax meduUUHCKUMU Op2aHU3ayusamu,
Komopsle bydym rnoay4yame AUUEH3UK HA XPAHEHUE A1eKapCmeeHHbIX
npenapamos. 5mo Kacaemca HapKomu4YecKux cpedcma U ncuxomporHsix
gew,ecms.

Kpome moezo, paccmampusaemca 803MOXCHOCMb 8bIMNUCLIBAHUA peyernma Ha
HapKomuy4eckue seKapcmeeHHble npenapamel Ha cpok deticmaua 0o 30 OHedl.

MoHumopuHe 0ocmyrnHocmu, obecrieyeHHOCMU HaceneHuUss HapKomu4eckumu
/1eKApCmMBeHHbIMU rpenapamamu, 803MOXHOCMU UX npuobpemeHusa 8
ambynamopHom ceameHme, rnposedeHHsbIl cnyxcbol Poc3opasHao30pa,
M10KQa3as1, YMO 8 0MOEesbHbLIX pe2uoHax 800bwe omcymcmeayrom anmeyHble
op2aHuU3ayuu, umeroujue npaso omrmnycKa Makux AeKapcmeeHHbIX
npenapamos. bbin onpedesneH cpok 0o 1 HoAbpA, ¢ mem, ymobbl anmeYyHsle
op2aHuU3ayuu noay4usnu AUYeH3Uuo HA 803MOXHOCMb OMIYCKA
HOPKOMUYECKUX /1eKapCmaeeHHbIX Mpernapamaoas.



1. B [TopsAake co3aaHua U AesTeNbHOCTM BpayebHOoM KoMUccnm meauLMHCKOM
OpraHu3auuu:

a) pononHutb (4.7.-4.8):

NPUHATUE PeLIeHUA O Ha3HAaYeHUM IEKAPCTBEHHbIX NPenapaToB NPU HaAUYnUK
MeaNLMNHCKUX MOKa3aHui (MHAMBMAYaAbHAsA HENepPeHOCUMOCTb, NO
YKM3HEHHbIM NOKa3aHUAM):

He BXOAALLMX B COOTBETCTBYIOLLUIA CTAaHAAPT MeAULIMHCKOM NOMOLLIU;
NO TOProBbiM HAUMEHOBAHUAM;

HanpaBneHue coobweHnit B PegepanbHylo cnyKby no Hagsopy cpepe
3/1paBOOXPAaHEHMA B LLeNAX OCYLLECTBAEHMUS MOHUTOPUHIa 6e3onacHocTun
JIEKAPCTBEHHbIX MPEenapaToB O BbIABAEHHbIX CAy4anax NOOOYHbIX AENCTBUN, HE
YKa3aHHbIX B MUHCTPYKLUK MO MPUMEHEHUIO NEKAPCTBEHHOTO NpenapaTa,
CEPbE3HbIX HEXKEeNaTe/IbHbIX PeakUUn 1 HenpeasuaeHHbIX HeXXenaTes/bHbIX
peaKLUUM Npn NPMMEHEHNU NIEKAPCTBEHHbIX NPEnapaToB, B TOM YUCNE
NOCNYXUBLUNX OCHOBAaHMEM AJ/11 Ha3HAYEeHUA IEKapPCTBEHHbIX MPEenapaTos B
COOTBETCTBMU C NognyHKTOM 4.7 HacToAauwlero MNopaaka;";

2. B ab3aue Tpetbem nyHKTa 3 MopaaKa Ha3HaYeHMA U BbINMUCbIBAHUA
NIEKAPCTBEHHbIX NPENapaToB, NepBOEe NPeAsOKEHNE UINOKNTD:

"Mpn HaAMYNU MeAULMHCKUX NOKa3aHu (MHaMBMAYanbHanA
HEeNnepeHOCUMOCTb, MO }KM3HEHHbIM NMOKAa3aHUAM) NO peLleHuto BpavyebHom
KOMMCCUN MEANLIMHCKOW OpraHmn3aLUmm ocyLecTBNAEeTCA Ha3Ha4YeHne n
BbIMNCbIBAHMNE JIEKAPCTBEHHbIX MPENAapaToB: He BXOAALMX B CTaHAaPTbI
MeANLUNHCKO NOMOLLU; NO TOProBbiM HAMMEHOBAHUAM. ",
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NMocraHosneHue MNMpasurtenncrea PP ot 28.08.2014 N 871

"06 yrBepxxaeHuun NMpasun dopmupoBaHusa nepeyHen
JIeKapCTBEHHbIX NpenapaTtoB ANA MeAULUMHCKOro NPpUMEHEeHHUA U
MWHMMa/NIbHOTO aCCOPTUMEHTA JIeKapCTBEHHbIX NpenapaTos,
HeobXxoAMMbIX ANA OKa3aHMA MegUuLMHCKON nomoLu"

YcTaHOBNEH NopaaoK GopmMUpoBaHUA:

nepeyHa XX N3HeHHOo HEOGXOAMMbIX N BaXKHENLNX NEeKapCTBEHHbLIX NpernapaTtos 4/A
MmeanumMHCKOro npuMmeHeHunsA,

NepeyHA NeKapCTBEHHbIX NpenapaTos, NpeAHa3HAYeHHbIX 4N obecneyeHns nuu,
60/1bHbIX remodunein, MyKkoBnucumMao3om, rmnopmsapHbiM HaHM3MOM, 6onesHbto lowe,
3/10Ka4eCcTBEHHbIMM HOBOOHPa3oBaHUAMN NMMPONAHOMN, KPOBETBOPHOM U POACTBEHHbIX
MM TKaHeW, pacCeaHHbIM CK/IEPO30M, a TaKKe ML, NOCe TPAHCNIaHTALMN OPraHOB U
(nnn) Tkanen;

nepeyHA 1EKAPCTBEHHDbIX MpenapaTtoB Ana mMeguumnHCKOro npumeHeHua, B Tom 4mncne
NEeKapCTBEHHbLIX NMpenapaTtoB 414 MeAUNUUHCKOIo npumeHeHnAa, HaaHa4yaemMbiX Mo
peweHunto Bpa‘-IEGHbIX Komuccui MmeguunHCKUX OpI'aHVI3aLI,VIFI;

MWUHWUMANbHOIO aCCOPTUMEHTA IEKAaPCTBEHHbIX NPenapaToB, HeobxoAuMbIX AN
OKasaHuA MeaNLUHCKON MOMOLLM.

dopmupoBaHmne nepevyHen U1 MMHMMAIbHOFO aCCOPTUMEHTA OCYLLECTBAETCA
obpa3oBaHHOM MunH3apasom Poccum kKommccmen. 3aceaaHma KOMUCCUM TPAHCANPYIOTCA
Ha opmumanbHOM camte MuHsgpasa Poccmn B uHPopmaLMoHHO-
TeNEeKOMMYHUKaUMOHHON ceTn "UHTepHeT".

OnpeaeneHbl GOpMbl NPEANOKEHNIM O BKAKOYEHMN NEKAPCTBEHHOrO Npenapara B
NepevyHn U1 MUHUMANbHbIA AaCCOPTUMEHT N 06 UCKAtoUEeHNU U3 HUX (MpunoxeHus 1-4 K
Mpasunam).

CybbeKTbl 06palLeHNa NeKapCTBEHHbIX CPeACTB HaNpPaBAAKT CBOU NPeaoXeHuMs no
YyCTaHOB/IEHHbIM popMam exeroaHo B MuH3apas Poccum He no3gHee 31 mapTa
BKNOYNTENIbHO Ha BYMa*KHOM HOCUTENE U B 9NIEKTPOHHOM BUAE C NPUNOKEHNEM
COOTBETCTBYIOLLUX JOKYMEHTOB U CBEAEHUN.



NMoarotoBneH NPoeKT Be40OMCTBEHHOro npukKasa «O BHeceHuun
U3MeHeHUM1 B NOPAAOK BblAaum paspeLueHrAa Ha nposeaeHune
KAMHUYECKOro nccnegoBaHMA 1eKapCcTBeHHOro npenapara gna
MeAULMHCKOro NpUMMeHeHU A, YTBEPXKAEHHbIN NPUKA30OM
MuHuctepcTea 34paBoOOXpPaHEHUA U COLMUANBHOIO Pa3BUTUA

Poccuinckoun ®epepaumum ot 26 asrycra 2010 r. Ne 748H»

MaTtepuan onybamkoaH 24 oktabpa 2014

Ha canTe EgmMHoro noptana regulation.ru



BUMNOM: ynosneTBOpeHHOCTb Hace/IeHNA CUCTEMOM
34paBOOXpPaHeHNA yBeINYMBaeTCA

BcepoccnMmnckmum UeHTpoM n3yyeHus obLLLecTBEHHOIO MHEHMS
(BLLMUOM) 3aBepLueHO macwiTabHoe nccneaoBaHue OTHOLLEHUA
HaceneHUa K cucTeme 34paBooxXpaHeHuA. B pamKkax nccnegosaHums
nposeaeH onpoc 6bonee 5 000 pecnoOHAEHTOB 13 YMUCA FOPOACKOIO U
CEeNbCKOro HaceneHusa B 7 peaepanbHbIX OKpyrax (morpewHocTb meHee
1,5%).

UccneposaHue, nposegeHHoe BLLMOM, nokasano, 4To HaceneHune
Poccnn B uenom no3mTUBHO OTHOCUTCA K CUCTEME 34PaBOOXPAHEHMSA,
MOHMMAET CYLLEeCTBYIOLLIME CNOKHOCTU M NoAAEePKMBAET obLuee
Hanpas/ieHWe Pa3BUTUA 34PaABOOXPAHEHUA.

44% pecnoHAEHTOB MONOXKUTENBbHO OLEHUIN COCTOAHME POCCUNCKOM
CUCTEMbI 3paBOOXpPaHeHns B Uenom. Mpmuuem 6onee oNnTUMUCTUYHO
HacTPOeHbl MOJ1I0Able YY4ACTHMKM Onpoca.

[MpMMepHO TPETb ONpPOLLEHHbIX, 32%, BblIPa3naN YBEPEHHOCTb, YTO
CUTYaUMA B 34paBOOXPaHEHUM yay4llaeTca. OTMETUM, YTO eLle rog,
Hasa/j, No AaHHbIM JleBaaa-LleHTpa, cBOtO YA40BNETBOPEHHOCTb
CUCTEMOW 34paBOOXpPaHEeHMA BbipaxKanu anib 20% Hacenenus (B
TekyLwem roay Jlesaga-LieHTp TakxKe dUKcUpoBan yBesnyeHme
Y0B/1€TBOPEHHOCTM CUCTEMOM 3paBooxpaHeHnsa Ao 31%).



HanmeHbLyo yo0BNETBOPEHHOCTb PECNOHAEHTbI BbICKAa3blBaAMU
OTHOCUTE/IbHO BPEMEHU OXKUAAHUA MEAULUHCKOWN NOMOLLU — AaHHbIM
napameTpoM A0BOJIbHbI TONbKO 36%. O4HAKO 3TOT NOKa3aTeNb BapbupyeT: B
denepanbHbIX LLEHTPAX OH cocTaBaseT okono 60%.

[Mpn oUuEeHKe MeANLMHCKUX YyYpeXXaeHUM Pa3HOro

TMna peaepanbHble MeANLMHCKUE YYPEKAEHMA NONYHANN MONOKUTENbHbIE
OT3bIBbl B 67% cay4aeB, permoHanbHble MegUUMHCKME OpPraHn3aumm — noYvtu B
50% cny4aes.

OaHMMN U3 Hanbosiee BaXKHbIX NOKa3aTesien oUeHKN paboTbl meayvperkaeHua ¢
TOYKM 3pPEHUA HaceNeHUA ABNAIOTCA HaJIMuMe Bpayeun-cnewmanamncros,
AobpoxkenarenbHoe OTHOLWIEHUE K NalMeHTam, COBpeMeHHoe
obopyaoBaHMe N HECNOXKHOCTb 3aMMUCU Ha NPUEM.

OcCHOBHbIMU NpobEMaMm POCCUNCKON MeaULUHDI, MO MHEHUIO
OMPOLUEHHbIX, ABNAIOTCA o4epeamn, TPYAHOCTM C 3aMUCbIO Ha NPUEM, A TaKKe
HexBaTKa CMEeLUannCToOB, YTO BEAET K YPE3MEPHOM HArpysKe Ha Bpayen u
CHUXaEeT Ka4yecTBO MOMOLLM.

Hanbonee 3ameTHbIMU NO3UTUBHBIMM caBuUramum pecnoHOEeHTbl CHUTAKOT
noasneHne Hosoro 06opy,£|,OBava,
nosbliweHne AOO0CTYNHOCTU BbICOKOTEXHONOTMYHOM NnoOmMoOLin,
pa3BuUtne ANCTaHUMNOHHbIX METOA0B 3alNnMCn Ha NMPUeEM K Bpaudy,
d TaKXe MnosbilleHne 3apa60THof/’1 naaTtbl MegNKOB.



NccnepoBaHme BbIABU/IO TaKMKe NOIOXUTE/IbHOE OTHOLLEHUE
HaceNeHUA K peasin3yemoin nporpamme gucnaHcepusauum.

BONbLINHCTBO PECNOHAEHTOB BbIPaXKatoT cornacue ¢ He0H6XoANMOCTbIO
ANA BCEX KaTeropum rpaxaaH npoxoamntb AUCNAaHCEPU3aLMI0 UK
perynspHbie npopunaktTmyeckme ocmoTtpbl (71%) B exkerogHomM pexmnme
(56%).

Mpu aToM 58% OTMEYatoT, YTO IMYHO NPOXOAAT ANUCHAHCEPU3ALMIO NN
perynapHble NpoPpuaakTUYECKNE OCMOTPbI HE peXke ogHOoro pasa B 4 roaa (13
HUX 34 % exxerogHo).

[leknapupyemblii YypOoBEHb rOTOBHOCTU MPOXOAUTb €XKEerogHo
AncnaHcepmusaynto Ha 6ecnnaTHOM OCHOBE AOCTAaTOYHO BbICOKMU — 69%.



CNACHUBO 3A BHUMAHMUE!



