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3ARPOC
o pastacHCHHH npHMCHeHHH 4>eaepajibHbiM anTHMononojibHbiM opranoM aHTHMOHOnoJIbHoro

POCCHHCKOH

B COOTBCTCTBHH c n. 5.4. IlojioaceHHa o Oe^epajibHOH aHTHMOHonojibHon
yTBep5KflCHHoro nocTanoBJieHHCM HpaBHTejibCTBa POCCHHCKOH Oeaepau;HH OT 30 niona 2004 r.
N° 331, OAC POCCHH o6o6maeT H anajiHSHpyeT npaKTHKy npHMCHCHHa
POCCHHCKOH OeaepauHH B ycTanoBJienHOH cfyepe aeaTenbHOCTH,

no npHMenenHio aHTHMononojibHoro saKOHo^aTejibCTBa. B COOTBCTCTBHH c n. 6
nojioacenna OAC POCCHH c uenbio peannsauHH nojiHOMOHHH B

c<J)epe ^eaTCJibHOCTH HMCCT npaso, B TOM HHCJIC, AasaTb IOPHAHHCCKHM H (J)H3HHecKHM
pastHCHCHHa no BonpocaM, OTHecennbiM K KOMneTennnH Cjiyac6bi (nn. 6.3 nonoacenna), a
TaK)Ke ocymecTBjiaTb KOHTpojib sa fleaTejibHocTbio TeppHTOpnajibHbix opranoB CjiyacGbi (nn.
6.4. riojioaceHHa).

H3Jio»ceHHoe, na ocnoBanHH no^nynKTa 5 nacTH BTOpon CTaTbH 23
Kona OT 26.07.2006 N° 135-O3 «O samHTe KOHKypeHUHH» (^anee - O3 «O

KOHKypeHUHH»), a TaKace npHKasa OAC POCCHH OT 20 ansapa 2012 r. N° 22, npocHM
pasbacncHHa no cneayiomHM BonpocaM npHMenenHa fyep,epajibHbiM anTHMOHonojibHbiM

opranoM aHTHMononojibnoro saKono^aTeJibCTBa POCCHHCKOH Oeflepa^HH:

1. CnHTaeTCH JIH HapyuieHHeM nynKTa 6 nacTH nepBoft CTaTbH 15 O3 «O
KOHKypeHiiHH» (|)aKT npHHaTHa opraHOM rocy^apCTBeHHOH BjiacTH cyGteKTa POCCHHCKOH
Oe^epauHH aKTa, npeaocTaBiiaiomero xo3aftcTByiou],eMy cy6i,eKTy aocTyn K HH4>opManHH B
npnopHTCTHOM nopa^KC, B cjiynae, CCJIH xosancTByiomHH cy6i>eKT B TeKymHH MOMCHT BPCMCHH
HC OCymeCTBJiaeT KOHKpeTHOH XOSaHCTBCHHOH aeaTCJIbHOCTH Ha COOTBCTCTByiOmeM TOBapHOM

pbiHKe, HO npn 3TOM TaKOBaa aeaTCJibHOCTb yKasana B KanecTBe ycTaBHOH UCJIH



2. O3HaHaex JIH, c TOHKH 3peHHa aHTHMononojibHoro 3aKOHO,naxejibcxBa, nonaTHe
«Koop/iHHaHHa aeaxejibHOCxH xosaHcxByiomHx cy6T>eKTOB» HeBO3MO)KHOCxb
na aeaxejibHOCXb axnx xosancxByiomHX

3. Cnnxaexca JIH napyuieHHeM Hacra xpexben cxaTbH 15 O3 «O saiunxe KOHKypeHUHH»
4>aKT npHHaxna opranoM rocyflapcxBCHHOH BjiacTH cyGteKxa POCCHHCKOH Oe^epauHH aKxa,
HaAenaioinero xosaftcxByioiuero cy6teKxa (JjynKiiHaMH H npasaMH oprana HcnojmHxejibHOH
BjiacTH cy6beKTa POCCHHCKOH Oe,aepaHHH, CCJIH H3 coaepacaHHa Cannon <|>yHKiiHH OAHO3HaHHO
HC cneayex, HTO xaKOBaa oTHOCHTca HCKJiioHHxejibHO K 4>yHKitHaM H npasaM opranoB
rocyaapcTBCHHoro Kompojia H

4. PacnpocxpanaioTca JIH xpeGoBanna nacxn nepBoft cxaxtH 15 O3 «O
KOHKypeHHHH» Ha B3aHMOoxHOiueHHa opraHOB rocyaapcxBeHHOH BJiacxH cy6i>eKxoB POCCHHCKOH
Oe^epauHH H noABeaoMcxBCHHbix SXHM opranaM BJiacxn xo3HHcxByiomHx cy6i>eKxoB? B
nacxHocxH, HMCIOX JIH npaBO opraHbi rocyflapcxBCHHOH Bjiacxn cy6BCKXOB POCCHHCKOH
OeaepauiHH npHHHMaxb aKXbi, Koxopwe npHBO^ax HJIH Moryx npHBecxn K orpaHHieHHio
KOHKypCHUHH MeaC^y HOflBeaOMCXBeHHblMH XO3aHCXByK)IHHMH CyGtCKXaMH C OflHOH CXOpOHbl, H

HHHMH (ne HOflBeaoMCXBeHHbiMH) xosaHCXByiomHMH cy6teKxaMH, ocymecxBjiaiomHMH CBOIO
na XOM we xoBapnoM pbiHKe, c flpyron cxoponbi?

5. .flBjiaexca JIH o6a3axejibHbiM yc^oBHeM jj,jia BO36yKflenHa aejia no npH3HaKaM
napyuieHHa aHXHMOHonojibnoro saKOHO/jaxejibcxBa yace cocxoaBiHHHca (|)aKx orpaHHHCHHa
KOHKypeHUHH (nanpHMCp, B BH^C CHHacenna aKXHBHOCXH aeaxejibHOCXH xosaHCXByiomnx
cy6teKxoB na cooxsexcxByiomeM xoBapHOM pbiHKe), Jin6o ^ejio MO^CCX 6bixb BO36yacaeno H B
XOM cjiynae, CCJIH, no OIICHKC 3Kcnepxnoro coo6mecxBa, xaKHe nocjie^cxBHa noKa ne nacxynnjiH,
HO nacxynax B 6y^ymeM?

B KanecxBe noacneHHa UCJIH noaann aaHHoro 3anpoca H cyxn 3aziaHHbix BonpocoB cnnxaeM
Heo6xoaHMbiM noacHHxt

15 cenxa6pa 2016 r. AccouHauHeH opraHH3anHH no KJIHRHHCCKHM
(AOKH) B aapec MOCKOBCKOFO YOAC POCCHH Gbuio HanpaBJieno 3aaBJieHHe no npH3naKaM
HapyuieHHa aHXHMOHonojibnoro 3aKOHOAaxejibCXBa (HCX. 290-K ox 15.09.2016 r.). B
3aaBJieHHH AOKH npocnjia paccMOxpexb sonpoc o BO36yacfleHHH aejia no
HapyuieHHa anxHMOHonojibHoro 3aKOHOflaxejibcxBa, co^epacamnxca, no MHCHHIO 3aaBHxejia, B
nopMax ripHKa3OB ^enapxaMenxa 3ApaBooxpaneHHa ropo^a MOCKEM JNTs 15 ox 15.01.2016 r. H N°
623 ox 15.07.2016 r.

15 aeKa6pa 2016 r. 3aaBHxejieM noJiyneHO nncbMo MOCKOBCKOFO YOAC POCCHH o
paccMoxpeHHH no^aHHoro 3aaBjieHHa (HCX. EO/60119 ox 15.12.2016 r.), KOxopbiM AOKH
HH(J)OpMHpOBajiaCb O npHHaXOM peUICHHH 06 OXKa3C B BO36yaCA6HHH flCJia B CB33H C

oxcyxcxBHCM npH3HaKOB HapyuieHHa aHXHMOHonojibnoro 3aKOHO^axejibcxBa.

O6oCHOBaHHC, npHBOflUMOe B MOXHBHpOBOHHOH HaCXH HHCbMa, npHBCJIO HaC K BblBO^y O

XOM, HXO HMCIOX MCCXO CepbC3HBie paCXOKflCHHa B nOHHMaHHH H XOJIKOBaHHH SaaBHXCJICM C

O^HOH cxopoHbi H MocKOBCKHM YOAC POCCHH c flpyrofi cxopOHbi HopM aeHCXByiomero
anTHMOHonojibHoro 3aKOHoaaxejibcxBa, npnneM noHHManHa ne xojibKO ayxa, HO H 6yKBbi
3aKona «O 3amHxe KOHKypeHUHH». YnnxbiBaa, HXO OXBCXW na nocxaBJiennbie Bonpocw, Ha naui
B3rjia^, HMCIOX BaacHoe 3HaneHHe HC xojibKO npHMennxejibHO K ynoManyxoMy cnopy, HO H fljia
npaBonpHMennxeJibHOH npaKXHKH anxHMOHonojibHoro saKOHO^axejibCXBa B iiejiOM, AOKH

HeoGxo^HMbiM c^opMyjinposaxb H nanpaBHXb B OAC POCCHH nacxoaiuHH 3anpoc.



/Jjia jiynuiero noHHMaHHa cyxn saaaHHbix BonpocoB H KonxeKCxa npaBOOXHomeHHH, B
OXHOIIieHHH KOXOpHX CXaBHXCfl BOnpOC O IIpaBOnpHMCHeHHH aHXHMOHOnOJIbHOrO

saKOHOAaxejibcxBa, cooxsexcxByiomHe sonpocbi npHBeaenbi xaioice nnace B xaGjiHHHOH cpopMe c
KpaxKHM onncaHHCM CHxyauHH, ITOSHUHH (noHHMaHHa) AOKH H ITOSHUHH MOCKOBCKOFO YOAC
POCCHH:

OniicaHHe paccviaipiiBaeMbix
npaBOOTHOixiemifi, noiimna
AOKH

FIO3HUHH,
MOCKOBCKHM YOAC
POCCHH

Bonpoc, B oTHomeHHH
Koxoporo
3anpauiHBaeTcn
pajtHCHCHHe OAC
POCCHH

CornacHO nyHKxy 6 nacxn nepBOH cxaxbH 1 5
O3 «O samwre KOHKypeHiiHH», opranaM
rocyaapcxBeHHOH BnacxH cyGiexxoB
POCCHHCKOH Oe.nepau.HH sanpemaexca
npHHHMaxb aKXbi. npeaocxaBJiaiomHe

cy6i>eKxy aocxyn K
B npnopHxexHOM nopaaKC.

OpraH rocyflapcxseHHOH BjracxH cyGienxa
P<5 (B JiHue flenapxaMCHxa sflpaBooxpaneHHa
r. MocKBbi, aajiee - fl3M) H3flan npHK33 N° 15
ox 15 flHBapa 2016 r., KOxopbiM, B TOM
yxBep>KfleH YcxaB TBY «LJ,KriKH
CornacHO nyHKxy 2.2. aaHHoro Ycxasa

TBY «U,KnKH /],3M» B XOM
sBjiaexcs «pa3pa6oxKa,

H nposeaeHHe
HCCJiejOBaHHH».

15 HKWia 2016 r. J\3M npHHaji npHKas N°
623, KOXopbiM pyKOBOflHxenH MeamjHHCkHx
opraHHsauHH rocyflapcxBeHHoft cncxeMbi
3flpaBOOXpaH6HH51 r. MOCKBbI o6fl3b!BaiOTC5I B

ycxaHOBjieHHbie cpoKH Hanpasjiflxb B FBY
«I4KnKH ,0,3M» no ycxaHOBiieHHOH (j)opMe
nOflpo6HyK) HH(j)OpMaUHK> 0 npOBOflHMblX B

HHX KJIHHHH6CKHX HCCJ16flOBaHHHX

jieKapcxBCHHbix npenapaxoB.

Flo MHCHHIO AOKH. nocKOJibKy FBY

yxBep>KfleHHbiM
JI.3M YcxasoM Ha npoBeaeHHe KJIHHHHCCKHX
HCCJieflOBaHHH (x.e. pa6oxaioiuHM na XOM >KC
XOBapHOM pblHKC, MXO H HHbie MCflHUHHCKHe

rocyaapcxBCHHOH CHcxeMbi
r. MOCKBU, ynacxByromiie

KJIHHHH6CKHX HCCJlCflOBaHMH),

PO 3KXa, KOXopbiM

BCC npyrHe xosflikxayiomHe cy6teKTbi
o6ji3biBaK)xca Hanpasjiaxb HH^opMauHK) o
npOBOflHMblX KJ1HHHHCCKHX HCCJieflOBaHHHX B

FEY «U,KFIKH /],3M», HBjiaexcs HapymeHHeM
nyHKxa 6 nacxH nepBOH cxsxtH 1 5 O3 «O
3aiHHXe KOHKypeHUHH». _

Corn3CHO oxaexy
MOCKOBCKOPO YC>AC POCCHH,
«B COOXBCXCXBHH C

npeacx3BneHHOH B
MOCKOBCKOC Y<5AC POCCHH
HH({>opMauHeH B Hacxoamee

FEY «UKnKH J3M»
H6 npOBOflHX KJIHHHMCCKHX

npenspsxoB
flJlfl MeflHUHHCKOPO

npHMCHCHHa, H3yH3CX H

o6o6maex nonyneHHyK) ox
MCflHUHHCKHX OpraHH33UHH

rocyflapcxBCHHOH cncxeMbi

nOflBeflOMCXBCHHblX

c uejibio noaroxoBKH flji
flenspxsMCHxa HayMHO-
o6oCHOB3HHbIX

no coBepmeHcxBOBaHHK)
KJ1HHHH6CKHX

HCCJieZlOB3HHH.»

CHHX36XCH JIH

HspymeHHCM nyHKxa 6
nacxH nepsoH cxaxbH 1 5
O3 «O 3amHxe
KOHKypCHUHH» (})aKX

npHHaxHH opranoM
rocyflapcxBCHHOH BJiacxn
cy6i>eKxa POCCHHCKOH
Oe^epauHH axxa,
npe^ocxaBJifliomero

cySieKxy aocxyn K
HH(j)OpMaUHH B

npHopHxexHOM
cnynae, CCJIH

, B

B XCKymHH MOMCHX

BpeMCHH HC ocymecxBJiaex
KOHKpeXHOH

X03flHCXBCHHOH

flCHXejlbHOCXH H3

cooxBexcxByiomeM
XOBapHOM pblHKC, HO npH

3XOM xaKOBaa
B

ycxaBHOH
xo3»HCXByiomero

cy6i>eKxa?

CorjiacHO nacxn 3 cxaxbH 15 O3 «O
KOHKypeHUHH», sanpemaexca naaeneHHe
XO35!HCXByK)mHX Cy6l>eKXOB (})yHKUHHMH H

npaaaMH opranoB HcnojiHHxeiibHOH Bnacxn
cy6i>eKxoB POCCHHCKOH (PeaepauHH, B XOM

«Cor;iacHO nacxH 3 cxaxbH
15 3aKOH3 0 KOHKypCHUHH,

sanpemaexca
XO3HHCXByK>mHX

H npasaMH

O3Hanaex JIH, c XOHKH
spenna
aHXHMOHonojibHoro

«KoopjHHauHa



HHcne (j)yHKUHJiMn H npaBaMH opraHOB
rocyaapcxBeHHoro KOHXpona H najuopa.

CoriiacHO nn. 2.3.2 Ycxasa FEY «LJ,KnKH
fl3M», yxBep>K,aeHHoro npHKasoM fl3M N° 15
or 15 »HBapa 2016, Ynpe>K.aeHHe
ocymecxBJiaex B Kanecxse OCHOBHOFO BHja
aeaXCJIbHOCXH, B TOM HHCJIC,

«rocyjapcTBeHHoe
fleaxenbHOCXH B oGuacxH
o6pa30B3HHa,
pa3BHxna H apyrHX couHajibHbix yciiyr, Kpoiwe
coimajibHoro oSecnenenHa, B-TOM HHCJIC:

- KOOpJlHHaUHK) npOBCZieHHa KJIHHHHCCKHX

HCCJieflOBaHHH B MeAHLmHCKHX

rocyaapcTBeHHOH
ropoaa MOCKBBI, B TOM MHCJie nyxeivi
3(})(})eKTHBHOCTH RpOBOflHMblX KJIHHHHeCKHX

HCCJieaoBaHHH, coGjiiofleHHfl npae
HCnblTyCMblX, MeflHKO-3KOHOMHHeCKHX pHCKOB

MBflHUHHCKHX

Ho MH6HHK) AOKH. nocKOJibxy VcraB FBY
«LJ,KnKH fl3M», yxBep>KfleHHbiH /],3M,
co^ep>KHT noiiHOMOHHH Ha ocymecTBjieHHe
aejuejibHOCTH B 4>opMe «rocyflapcTBCHHoro
peryjmpoBaHHH», fl3M 4>aKTOM npHHHTHa
axxa, KOxopbiM yiBep>KfleH aanHbifi VcxaB,
HapyiuHn nacTb 3 crarbH 15 O3 «O saiuHTe
KOHKyp6HUHH».

Heo6xoflHMO xaK>Ke oSparaxb BHHMaHHe, HXO
no xeKCxy Ycxasa (B qacxH
cooxBexcxByromeH
Hcnonbsyioxca cjiosa «B XOM HHCJIO), HXO c
XOHKH speHHfl npaBHii pyccKoro asbiKa H
jopHflHHCCKOH xexHHKH osnanaex oxxpuxbiH
CRHCOK. B CBO6M oSoCHOBaHHH MOCKOBCKHH

V<I>AC POCCHH cjiosa «B XOM HHCiie» ynycKaex
(CM. emopou

4>eflepajibHbix opraHOB
HcnonHHxejibHofi BJiacxH,
opraHOB

POCCHHCKOH OeaepauHH, B
XOM HHCJIC 4>yHKUHHMH H

npasaMH opraHOB
rocyaapcxBCHHoro
H naflsopa.

BMecxe c XCM
TBY «UKnKH
ocymecxBJiaex
rocvaapcxBeHHoe

aeaxeiibHocxH
B o6;iacxH

KyjibxypHoro pasBHxiw H
flpyrnx couHanbHbix ycnyr,
xpoMe

nyxeM

KJIHHHH6CKHX HCCJiejOBaHHH B

rocyflapcxBeHHofl CHCXCMM
ropona

MocKBbi ocymecxBjiaexca
TBY «UKOKH

3(J)(})eKXHBHOCXH npOBOflHMblX

KJIHHHMCCKHX HCCUCflOBaHMH,

co6jiK>fleHHH npas
HCnblXyCMblX, MCflHKO-

3KOHOMHH6CKHX pHCKOB

MCflHUHHCKHX OpraHH3aUHH,

noflroxoBKH
o6oCHOB3HHbIX

ana flenapxaMenxa no
COBeplUCHCXBOBaHHK)

KJ1HHHHCCKHX HCCJTeflOBaHHH,

OpraHH33UHH MOHHXOpHHFa

KJ1HHHMCCKHX HCCJieflOB3HHH,

MocKOBCKoe YOAC POCCHH
npnxoaHX K BbiBoay, HXO FBV
«UKnKH J3M»
OCVmeCXBJieHHH VK333HHblX

nojiHOMOHHH ne HMCCX
BO3MO)KHOCXH OKa3bIB3Xb

Ha jeaxejibHocxb
MBflHUHHCKHX Opr3HH33UHH

rOCVflSpCXBCHHOH CHCXCMbl

JenapxaMeHxy.»

X03»HCXByiOmHX

HCB03MO>KHOCXb OKasaHHH

BJIH^HRa H3 fleaXCJTbHOCXb

3XHX XOSHHCXByfOIUHX

Cnnxaexca JIH
napymeHHCM nacxH
xpexbeH cxaxbH 1 5 O3 «O
3auiHXC KOHKypCHUHH»

4>aKX npHHflXHfl opranoM
rocyflapcxBCHHOH
cy6i>eKX3 POCCHHCKOH

3Kxa,

xo3HHCXByK>mero
cy6i>eKxa 4>yHKUHaMH H
npaB3MH oprana
HCnOJlHHXeJlbHOH BJ13CXH

cy6teKxa POCCHHCKOH
CCJIH H3

(})yHKUHH OflHOSHaHHO HC

cjieayex, HXO xaKOsaa
OXHOCHXC3

HCKJIIOHHXejlbHO K

4>yHKUHflM H np3B3M

opranoB
rocyaapcxBeHHoro
KOHXpOJia H H3fl3Op3?

CorjiacHO nynnxy 2 nacxH 1 cxaxbH 15 O3
«O sauiHxe KOHKypenuHH», opraH3M
rocyaapcxBenHOH BJiacxH cy6beKxoB
POCCHHCKOH OeaepauHH sanpeiusexca
npHHHM3Xb 3KXbI, KOXOpbie npHBOflHX HJ1H

Moryx npHBecxH K HezionymenHio,
orpsHHHCHHio, ycxpancHHio KOHKypenuHH, sa

npejycMOxpeHHbix

«B COOXBCXCXBHH C nyHKX3MH

6, 13 nojio>KeHHJi flenapxaMeHx
Bbinojmaex (J)yHKUHH H
nonHOMOHHa ynpeaHxeiiH
MCflHUHHCKHX OpraHH33UHH

rocyflapcxBeHHOH CHCXCMM

Pacnpocxpanaroxca JIH
xpe6oB3HHa nacxn nepaoH
cxaxbH 15 <I>3 «O samHxe
KOHKyp6HUHH» H3

B3aHMOOXHOUICHHa OpraHOB

rocyflapcxBCHHOH BJiacxH
cySieKXOB POCCHHCKOH

MocKBbi, rocyflapcxseHHbix



4>eaepajibHbiMH SBKOHSMH cnynaeB npHHSTHa
aKTOB, B nacTHOCTH 3anpemaK>TCH
Heo6ocHOB3HHoe npenajCTBOBaHHe
ocymecTBJieHmo aeflTejibHoc™
XO3HHCTBVK)mHMH CyOtCKTaMH, B TOM HHCJIC

nvTCM ycTaHOBJieHHfl He npeavcMOTpeHHbix
saKOHoaaTejibCTBOM POCCHHCKOH OeaepauHH
Tpe6OBaHHH K TOBapaM HJIH K XO3flHCTBYK>IUHM

cyGteKTaM.

OyHKT2.2. IlpHKasa JVa 623 OT 15 niojifl2016
r. fl3M o6fl3biBaeT see MeaHUHHCKHe
opraHHsauHH rocyaapCTBeHHOH CHCTeMbi
3flpaBooxpaHCHna r. MOCKBH HanpaBJiflTb B
FEY «LTKnKH fl3M» HH<j)opM3UHK> o
npOBOflHMblX B HHX KJ1HHHHCCKHX

HccjiezioBSHHflx jieKSpcTBCHHbix npenapaTOB
no yCTaHOBJICHHOH 4>OpM6 (4 <}>OpMbl) B

yCTaHOBJICHHbie CpOKH.

CoruacHO nymoy 3 CTaTbH 5 O3 «O6
o6paiUCHHH JICKapCTBCKHblX CpCflCTB»,

ocymecTBjieHHe rocyaapcTBeHHoro KOHTPOJIH
(Haasopa) B ccj)epe o6paiueHH« jieKapcTBCHHbix
CpeflCTB, K KOTOpOMy OTHOCHTCfl H KOHTpOJIb 33

npOBeaeHHeM KJIHHHHCCKHX HccneflOBaHHH
jieKapcTBCHHbix npenapaTOB, OTHeceHO K
nojiHOMOHHXM (j)eflepajibHbix opraHOB
HCnOJlHHTeilbHOH BJiaCTH. riOJIHOMOHHH

OpraHOB HCnOUHHTCJIbHOH BJiaCTH Cy6teKTOB

POCCHHCKOH OeaepauHH nepeHHCJieHbi B
CTaTbe 6 <E>3 «O6 o6pameHHH JieKapcTBCHHbix
CpeflCTB» H HC BKJIKJHaKJT BOHpOCOB

peryjiHpoBaHHJi H KOHTpona sa npoBeaeHHCM
KJIHHHH6CKHX HCCJieflOBaHHH.

Flo MHCHHK) AOKH:

- Tpe6oB3Hne o npefloCTaBiieHHH B cpOK
K3KOH-JIH6O HH(J3OpMaUHH flBJlHCTCH

Tpe6oBaHH6M B CMbicjre saKOHa «O 3amnTe
KOHKypeHU,HH»;

- fleflcTByroiuHM c|)eflepajibHbiM 33KOHOM
Tpe6oB3HH5I 0 npeflOCTaBJICHMH HH(j)OpMaUHH

XOSflHCTByiOIUHMH CyOtCKTaMH, p360T3K)IUHMH

Ha pblHKC KJ1HHHHCCKHX HCCJICAOBaHHH,

Opr3H3M HCnOJIHHTeJIbHOH BJiaCTH Cy6l>eKTOB

PO/ynojiHOMOHeHHbix HMH opraHH3auHH ne
npeaycMOTpeHo;

- comacHO fleftcTByiomeMy ^eaepajibHOMy
saKOHOflaTenbCTBy KOHTpoxib 3a nposeaeHHeM
KJIHHHH6CKHX HCCJieflOBaHHH OCymeCTBJiaeTCJI

Ha 4>eflepajibHOM ypOBHe H ne OTnecen K
HOJlHOMOHHflM OpF3HOB CyStCKTOB PO.

TaKHM o6pa30M, no MHCHHIO AOKH, n. 2.2.
flpHKasa Xo 623 OT 15 HKUIH 2016 r. fl3M
co^ep>KHT npH3H3KH HapyuieHHa nyHKTa 2
nacTH nepsoH CTaTbH 15 O3 «O samHTe
KOHKyp6HUHH».

CoruacHO HacTM 1 CTaTbH 1 5 O3 «O samHTe
KOHKypeHUHH», opranaM rocyaapcTseHHOH
BiiacTH cy6i.eKTOB POCCHHCKOH OeziepsuHH

o6pa3OBaTejibHbix opraHHsauHH
ropoaa MOCKBW,
nOflBeflOMCTBCHHblX

/],enapTaMeHTy, H HHMX
HOflBeaOMCTBeHHblX

/],enapT3MCHTy
rocyziapCTBeHHbix ynpe>KfleHHH
H rocyflapcTBCHHbix yHHTapnbix
npeflnpHSTHH B COOTB6TCTBHH C

33KOH3MH TOpOJia MOCKBbl,

HHblMH npaBOBblMH 3KT3MH

ropoaa MOCKBW, ocymecTBJiaeT
KOHTpOJIb 33 HX

fleaTenbHOCTbK), a T3K»e
BbinoiiH5ieT HHbie
npeaycMOTpeHHbie
(jjenepsjibHbiMH saKOHaMH,
HHblMH HOpM3THBHbIMH

npaBOBblMH 3KT3MH

POCCHHCKOH OeaepauHH,
saKOHaMH ropoaa MOCKBH,
HHblMH npaBOBblMH 3KT3MH

ropofla MOCKBH noiiHOMOMHfl B
ycTaHOBjieHHOH c(J)epe
flCflTejlbHOCTH.

TaKHM o6pa3OM, flenapTaMeHT,
B COOTBCTCTBHH C

BOSJlTOKCKHblMH H3 H6FO

nOJIHOMOHHflMH, BnpaBB

3anpaniHB3Tb y
nOflBeflOMCTBCHMblX

ynpe>KfleHHH, B TOM HHCJIB
CBefleHHa, npeziycMOTpeHHbie
OpHKasoM N° 623, a HMCHHO.. . .

FlyHKTOM 2 npHKasa N° 623
ycTaHOBJieHO, HTO
BbimeyKasaHHbie csefleHHa
HanpaBjiaiOTCH B
FocyaapCTBeHHoe 6K)fl>KeTHoe
yMpe»fleHHe ropo.ua MocKBbi
«U,eHTp KOOpflHH3UHH H

npOBeflCHHJI KJ1HHHHCCKHX

HCCJieaOB3HHH JieKapCTBCHKblX

npenapaTOB am MeflHUHHCKoro
npHMeH6HH5I /l,enapT3MeHT3

3flpaBooxpaHCHH5i ropo/w
MocKBbi.., nojjBeflOMCTBeHHoe
flenapTaMCHTy
3/ipaBooxpaHeHH^ ropo.ua
MOCKBbl.))

«CornacHo npeacTaBjieHHOH B
33HBJ1CHHH HH(})OpM3UHH. . . , HTO

npHBeilO K CHHJKCHHK)

nOflBeaOMCTB6HHbIX 3THM

opranaM BiiacTH
XO3flHCTByK>IUHX

CyBtCKTOB? B M3CTHOCTH,

HMeiOT jiH npaso opranbi
rocyaapCTBeHHOH BnacTH
cy6"bCKTOB POCCHHCKOH
OeflCp3UHH npHHHM3Tb

3KTbI, KOTOpbie npHBOflflT

HJIH MOryT npHBCCTH K

OrpaHHH6HHK) KOHKypeHUHH

MeyKsy
nOflBeaOMCTBCHHblMH

X03flHCTByK)IUHMH

Cy6T>eKT3MH C OflHOH

CTOpOHbl, H HHblMH (HC

nO/JBCflOMCTBeHKblMH)

XOSflHCTByiOIUHMH

Cy6-beKT3MH,

ocymecTBJiaiomHMH CBOIO
flCHTCJIbHOCTb H3 TOM >KC

TOBapnoM pbiHKe, c apyroH
CTOpOHbl?

^BjiaeTca JIH oSasaTeJibHbiM
ycnoBHCM fljia BO36y>KaeHHa
jejia no npnsnaKaM



sanpemaexcfl npHHHMaxb anrbi, Koxopbie
npHBOflflT HJIH MorvT npHBecTH K HCflonymeHHio,
OrpaHHHCHHK), yCTpaneHHK) KOHKypCHUMH, 33

HCKJHOHCHHeM FIpeAyCMOTpeHHblX

4>eaepaj]bHbIMH 33KOH3MH CJiyH3CB npHHflTHfl

aKTOB.

Flo MHCHHK) AOKH, HsaaHHe fl3M FIpnKa33 N°
15 OT 15.01.2016 H, B OCOSCHHOCTH,

623 OT 15.07.2016 co3.gaeT cepbe3Hbie
npeanocbiJiKH fljia orpsHHHeHHfl
CpeflH MBflHUHHCKHX OpF3HH33UHH,

VH3CTByiomHX B npoaejeHKH
HCCJieaOBaHHH JieKapCTBCHHblX CpeflCTB B

MOCKOBCKOM pCfHOHe nyTCM yCTSHOBJICHHfl

OTCKpHMHH3UHOHHbIX yCJlOBHH fljlfl

Me/lHUHHCKHX Opr3HH33UHH, HaXOflfllUHXCH B

nOflHHHCHHH fl3M OO CpaBH6HHK> C

MCflHUHHCKHMH OpraHHSaUHHMH HHOH

BeflOMCTBCHHOH

CoriiacHO ananHsy AOKH, B MOCKOBCKOM
perHone B MOKflynapoaHbix MHoroueHipoBbix
KJ1HHHH6CKHX HCCJieflOBaHHSX, pa3peLUeHH5I H3

KOTOpbie nojiyneHbi B 2015 r., 6biJio 33aBneHO K
yH3CTHK) 33 MCflHUHHCKHX OpraHH33UHH fl3M H

61 MCflHUHHCKafl Opr3HH33U,Hfl HHOH

BCflOMCTBCHHOH HpHH3flJie>KHOCTH. IlpH 3TOM B

KJIHHHK3X ff3M 6bIJlO OTKpblTO JlHLUb 136

KJIHHHHCCKHX UCHTpOB (MCCT npOBeflCHMH

KJTHHHM6CKHX HCCJieflOB3HHH) H3 580,

npHLuefliiiHxca HS MocKBy B IXCJIOM.
Ko3(J)4)HUHeHT 3KTHBHOCTH yHaCTHa KJIHHHK

/],3M B MOKflynapo^Hbix KJIHHHMCCKHX
HCCJieflOBaHHaX COCT3BHJ1, T3KHM o6p330M, 4,1.

fljia CpaBHCHHfl - flJlH MOCKOBCKHX KJIHHHK,

HOflBeflOMCTBCHHblX MHH3flp3By POCCHH,

fl3HHbIH K03(})(})HUHeHT COCT3BHJI 10,5; flJlS

KJIHHHK OAO «P)Kfl» - 9,0; ana KJIHHHK HHBIX
4>eflep3JIbHbIX Opr3HOB HCnOJlHHTCJlbHOH BJT3CTH

(33 HCKJHOHCHHCM MHH3ap3B3 POCCHH) - 5,8.

T3KHM o6p33OM, BHflHO, MTO 3KTHBHOCTb yH3CTHH

MCflHUHHCKHX Opr3HH33UHH fl3M B npOBOflHMblX

KJIHHHH6CKHX HCCJieflOB3HH5IX H T3K flBJIHCTCfl

H6BbICOKOH HO CpaBHCHHK) C MCAHIJHHCKHMH

Opr3HH3aUHHMH flpyPOH BeflOMCTB6HHOH

HOflHHHeHHOCTH. FlpHHaTHB B flaHHblX VCJ1OBHHX

HOpMaTHBHblX aKTOB, VCT3H3BJ1HB3K)mHX

JOHOJIHHTeJIbHbie Tpe6oB3HHa no OTHeTHOCTH H

ycjio>KH5»oiuHx H 6e3 Toro flocTaToqHo
TpyflOeMKHH H >K6CTKO peryjIHpyeMblH H3

4)eflepajibHOM yposHe npouecc eme
CHH)K3eT MOTHB3UHK), 3 B KOHCHHOM CH6T6

KOHKypeHTOCnOCO6HOCTb KJIHHHK ,ZJ3M K

yH3CTHK) B KJIHHHHCCKHX HCCJICaOB3HHHX.

Heo6xOflHMO T3K>KC OTMCTHTb, HTO B CBOCM

saaBneHHH AOKH HHrae ne yK33biB3Ji3, HTO
3KTHBHOCTb KJIHHHK CHH3HJI3Cb H3 MOMCHT

H3HHC3HH5I 33HBJ1CHH5I (3TO 6bIJlO 6bl

HeBO3MO>KHO 33 flB3 MeC3U3 C MOM6HT3 npHH3THfl

3KTHBHOCTH yH3CTHS

MCflHUHHCKHX OpF3HH33UHH,

3/lp3BOOXp3HeHHH

MOCKBbI B KJIHHHHCCKHX

HCCJieflOB3HH5IX».

«FIO pC3yjlbT3T3M OU6HKH

flOKyMCHTOB H CBeflCHHH... , 3

T3K)KC flOBOflOB, HSJlOKCHHblX B

33HBJ1CHHH..., OTCyTCTByiOT

OCHOB3HHS fljlfl BbIBOfl3 O TOM,

HTO npeflCTasjieHHe cBeaeHHH,
npeflyCMOTpCHHblX npHK33OM

N° 623, npHBBJIO K CHH>KeHHK)

3KTHBHOCTH yH3CTHa

MCflHUHHCKHX OpraHH33UHH,

nOflBeflOMCTBCHHblX

FOpOfl3

MOCKBbI B KJIHHHHCCKHX

HCCJieflOB3HH>iX».

HapyiueHHH
aHTHMOHOnOJlbHOFO

33KOHOfl3TeJIbCTB3 y5KC

COCTOHBUIHHCH (j)3KT

OITJSHHHeHHH KOHKypCHUHH

(H3npHMCp, B BHflC

CHH»6HHH 3KTHBHOCTH

CySlCKTOB

H3 cooTBercTByioiueM
TOB3pHOM pblHKC), J1H60

flCJIO MOK6T 6bITb

BO36y>KjieHO H B TOM
cjiynse, CCJIH, no ouenKe
3KcnepiHoro coo6mecTBa,
T3KHC nOCJICflCTBHa DOK3 HC

HacryriHJiH, HO nacTynaT B



cooTBeTCTByiomero npHKasa J\3M no
HanpaeneHHH AOKH saaBneHHS B MOCKOBCKHH
VOAC POCCHH). AOKM aaasjiajia jiHiiib o
nporHOSHpyeMOM Ha TOT MOMCHT CHHJKCHHH
aKTHBHOCTH (KOTOpOC, HCCOMHCHHO, HMCCT

MecTO no cocTOflHHto Ha MapT 2017 r.).

IlojiaraeM Heo6xoaHMbiM no^HepKHyTb, HTO noAana Hacxoamero sanpoca ne asjiaexca
no o6acajioBaHHio pemenna xeppHxopnajibHoro aHXHMOHonojibHoro opraHa no

KOHKpexHOMv jeiiv. /],exajiH Rena upime^enu B sanpoce c uejitio aeMOHCxpauHH KOHKpexHbix
npaBooxHOineHHH, nojioKHBinnx ocHosy RJIK nocxanoBKH BbinieyKasaHHbix Bonpocos, H
npH3Banbi cnocoGcxBosaxb jryHineiviy noHHMaHHio HX cyxn. TOHHO xaK »ce npnnoaceHHa K
nacxoameMy aanpocy nocax HCKJnonnxejibHO HH(J)opMauHOHHbiH xapaicxep.

C.C.

1. SaaBJienne AOKH ox 15.09.2016 r. N° 290-K (na 4 jincxax);

2. IlHCbMo MocKOBCKoro YOAC POCCHH ox 15.12.2016 r. N° EO/6011915 (na 8 Jincxax).
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MOCKOBCKOFO YOAC POCCHH
Xanany A. 3.

Ox: AcconnanHH
no KJIHHHHCCKHM Hccnc/iOBaHHa (AOKH)

Jlnno, B oxHomeHHH Koxoporo nojaexca
3^paBooxpaHeHHa ropozta MocKBbi

127006, r. MocKBa, Opy^ceHHbiH nepeynoK, A. 43

no npH3naKaM napymenHa anxHMononojibHoro

15 aHBapa 2016 r. ^enapxaMeHXOM 3apasooxpaHeHHa ropo^a MOCKEM H3^an npHKas N° 15 «O6
H3MeneHHH xHna, nepeHMenoBanHH H yxBep)KAeHHH Ycxasa Focy^apcxBeHHoro 6ioziacexHoro
ynpeac^eHHa ropo^a MocKBbi «I4eHxp Koop^HHaiiHH H npoBeaenna KJIHHHHCCKHX HccjiezioBaHHH
jieKapcxBCHHbix npenapaxoB ana Me/iHUHHCKoro npHMeneHHa /JenapxaMenxa 3apaBOOXpaneHHa ropo^a
MocKBbi». ,H,aHHbiM npHKa30M FocyziapcxBeHHoe Gioa^Kexnoe ynpeac^CHHe 3ApaBooxpaHeHHa ropo^a
MocKBbi «^excKHH nyjibMOHOJiorHHecKHH caHaxopHH N° 39 /JenapxaMenxa 3,apaBOoxpaHeHHa ropo^a
MOCKBH» nepeHMCHOBaH B FocyziapcxBeHHoe Gio^acexHoe ynpeacAenHe sapaBooxpaneHHa ropozia
MocKBbi «LJ,eHxp Koop^HHaiiHH H npOBe^CHHa KJIHHHHCCKHX HCCJie^oBaHHH jieKapcxBeHHbix npenapaxoB

npHMenenna /^enapxaMenxa 3/ipaBooxpaHeHHa ropo^a MocKBbi» (aanee - «FBY
YcxaB FEY

KaK cjie^yex H3 nynxxa 2.2. Ycxasa, iiejiaMH AeaTejibHocxn FBY «FJ,KFIKH /J3M», B XOM HHCJIC,
asjiaioxca: «coBepnieHCXBOBaHHe H ynopaaoqeHHe pa6oxbi no npoBejenHio KJIHHHHCCKHX HccneaoBaHHH B
MeannHHCKHX opraHH3aHHax rocyjapcxBeHHOH cncxeivibi sapaBooxpaneHHa ropoja MocKBbi. . . »,
«pa3pa6oxKa, opraHH3auna, Koop^HHauna H nposejeHne KjiHHHqecKHX HccjiejOBaHHH...». HyHKxoM
2.3.2. Ycxasa ^eaxejibnocxb FBY «LJ,KFlKH ^3M» no KoopaHHaiiHH npOBeaenna KJIHHHHCCKHX
Hccjie^oBanHH B Me^HUHHCKHx opraHHsauHax rocy^apcxBeHHOH cncxeMbi sApaBooxpaneHHa ropona
MocKBbi oxneceHa K rocvaapcxseHHOMy peryjinpoBaHHio aeaxejibnocxn B o6jiacxH 3jpaBooxpaHenHa.

15 Hiojia 2016 r. ^.enapxaMcnxoM sapaBooxpaneHHa ropoAa MOCKBH H3^an npnxas N° 623 «O
HccjieaoBaHHH JieKapcxBeHHbix npenapaxoB c ynacxneM HejiOB6Ka». ^annbiM npHKa30M

e^HUHHCKHx opraHHsaiiHH rocy/iapcxBeHHOH cncxeMbi 3ApaBooxpaHCHHa ropo^a
MOCKBH ooasbiBaioxca B ycxanoBJieHHbie npHKasoM cpoKH nanpaBJiaxb B FEY «L],KriKH ^3M»
HH(f)opManHto o npOBO^HMbix B HHX KJIHHHHecKHX HCcneaoBaHHax jieKapCTBenHbix npenapaxoB no

(J)opMe:
- 4>opMy. 3anojiHeHHyio B COOXBCXCXBHH c npHjioacenneM 1 Flpnicasa B cpOK, ne npeBbimaiomHii naxn

c aaxw noanncaHHa aoroBopa na OKasanne ycjiyr no npoBe/ieHHio



CornacHO nacxn 1 cxaxbH 15 0e,n,epajibHoro aaKona ox 26.07.2006 N° 135-O3 «O sainnxe
KOHKypeHUHH» (^ajiec - O3 «O samnxe KomcypeHUHH»), opraHaM rocyaapcxBCHHOH BJiacxH cy6teKXOB
POCCHHCKOH 0e,aepauHH aanpemaexca npHHHMaxb aKXbi, Koxopbie npHBOflax HJIH Moryx npHBecxn K
neaonymeHHK), orpannqeHHio, ycxpanenHK) KOHKypeHUHH, sa HCKjnoHeHHCM npezrycMOXpeHHbix
4>e,nepaJibHbiMH 3aKOHaMH cjiynaes npHnaxna aKXOB, B nacxnocxH 3anpemaioxca:

neoGocHOBaHHoe npenaxcxBOBaHne ocymecxsjieHHio aeaxejibHocxa xosancxByiomHMH
, B XOM HHCJIC nyxeM ycxaHOBJiemia He npeaycMoxpennbix saKonoaaxejibCXBOM POCCHHCKOH
xpe6oBaHHH K xosapaM HJIH K xoaancxByiomHM cy6i>eKxaM;

- npejiocxaBJieHHe xoaancxByiomeMy cy6teKxy aocxyna K HH^opMaiiHH B npnopHxexHOM

CoraacHO nacxn 3 cxaxbH 15 <t>3 «O samnxe KOHKypeHUHH», 3anpemaexca
xosaHcxByiomnx cy6teicxoB 4>yHKHH«MH H npasaMH (JjeaepajibHbix opraHOB HcnojiHHxeiibHOH BJiacxn,
opranoB HcnoJiHHxejibHOH BJiacxn cyGtexxoB POCCHHCKOH OeAepaiiHH, B XOM HHCJIC (JjyHKUHaMH H
npasaMH opranoB rocyziapcxBeHHoro Konxpojia H na^sopa, ecnn HHOC npaMO ne npe^ycMoxpeno

HpezicxaBJiaexca, HXO B ^encxBHax H pemeHHax /JenapxaMenxa 3/lpaBooxpaHeHHa ropo^a MOCKBW
3aKOHOAaxeJibcxBa:

1. KaK cneayex H3 Ycxasa FBY «I4KnKH ^3M», aaHHoe ynpe»caeHHe oztHospeMeHHO asjiaexca
xo3aHCXByiomHM cyG'beKXQM, ynojiHOMoqeHHbiM OKa3biBaxb ycjiyrn no nposejeHHio KJIKHKHCCKHX

(x.e. pa6oxaioiHHM na XOM »ce pbiHKe ycjiyr, HXO H HHWC Me^HUHHCKHe opraHH3auHH
rocy^apcxBeHHOH cncxeMbi 3apaBooxpaneHHa r. MocKBbi, ynacxByiomHe B nponecce
KJiHHHnecKHx HccjiejoBaHHH) H HajejieHO nojiHOMognaMH no rocvjapcxBCHHOMy peryjiHpoBaHHio
jeaxejibHocxH B BXOH ct|)epe.

2. OxHOineHHa B c(|)epe npoBeaenHa KJiHHHHecKHX Hccjie^oBaHHH JieKapcxseHRbix cpe/jcxs
peryjinpyioxca. cornacHO OeAepaiibHOMy 3aKony ox 12.04.2010 r. N° 61-O3 «O6 oGpameHHH
JieKapcxBeHHbix cpe^cxB» (Aajiee - O3 «O6 oGpameHHH jieKapcxBeHHbix cpe^cxB»), na (|)e4epajibHOM
ypoBHe. TaK. corjiacno nyHKxy 3 cxaxbH 5 O3 «O6 oSpamennH JieKapcxBeHHbix cpe^cxB»,
ocymecxBJieHHe rocyaapcxBCHHoro KOHxpojia (Ha^sopa) B c<j)epe oGpamenHa JieKapcxBeHHbix cpe^cxB, K
KOXOpOMy OXHOCHXCa H KOHXpOJIb 33 npOBeaeHHCM KJIHHHHeCKHX HCCJieZtOBaHHH JieKapCXBCHHblX

npenapaxoB, oxHeceno K nojiHOMognaM 4>ejepajibHbix opranoB HcnoJiHHxejibHOH BJiacxn. HojiHOMOHHa
opranoB HcnoJiHHxejibHOH BJiacxn cyGteKXOB POCCHHCKOH OeaepauHH nepeHHCJienbi B cxaxbe 6 O3 «O6
oopameHHH .xeKapcxBCHHbix cpe^cxB» H ne BKJHOHaiox BonpocoB peryjinposaHHa H KonxpoJia 3a

KJIHRHHCCKHX

3. HncJDOpMaiiHfl o npOBO^HMbix B POCCHHCKOH Oe/iepauHH KJiHHHHecKHX HccjienoBanHax, a xaK^e o
opraHH3auHax, ynacxBjiomHX B HX npOBezieHHH, asjiaexca oomeaocxynnoH. Corjiacno



8 cxaxbH 38 03 «O6 oopamenHH jieKapcxBetmbix cpe,n.cxB» nepeneHb MCJIHUHHCKHX oprannsauHH,
HMCIOIUHX npaBo npoBo^nxb KJiHHHHecKHe HccjieaoBaHHa JieKapcxBCHHbix npenapaxoB rjjia Me/niUHHCKoro
npHMeneHHa, H peecxp BtmaHHbix paspenieHHH na nposezieHHe KJIHHHHCCKHX nccjieaoBaHUH
neKapcxBeHHbix npenapaxoB onyGjiHKOBbiBaioxca H pasMemaioxca ynojiHOMoneHHbiM 4>eaepajibHi,iM
opraHOM HcnojiHHxeJibHOH BJiacxH B ycxanoBJieHHOM HM nopaaKe na CBOCM ocj)Hij.HajibHOM canxe B cexn
"Hnxepnex". ^aHHbin peecxp jocxyneH Ha canxe MnnsapaBa POCCHH no a^pecy:
http://grls.rosmin2drav.ru/CIPermitionReg.aspx. Peecxposaa sanncb no Ka^caoMy paspeuienHOMy

HccjxeaoBaHHio coaep)KHX, B XOM HHCJie, nepe^eHb MeanuHHCKHx
B npoBejjeHHH aaHHoro HccneaoBaHHa. TaKHM oGpasoM npe^cxaBJiaexca, HXO

ropozia MOCKBH. pasno KaK H FEY «LJ,KnKH fl3M» HMCIOX BOSMoacHocxb
O npOBOJlHMblX KJIHHHH6CKHX HCCJICflOBaHHaX jXCKapCXBeHHblX npenapaXOB B

rocyaapcxeeHHOH CHCXCMH sapaBooxpaneHHa ropoaa MOCKBH 6e3 BO3Jio^ceHH« na
ooasaHHOcxH no npeaocxaBJienHio aanHOH HH<j)opManHH B FEY «LJ|KriKH

4. PoccHHCKoe 3aKOHOAaxejibcxBO, peryjinpyiomee Bonpocti npoBeaeHHa KJIHHHHCCKHX
, aocxaxoHHo nojinoe H BceoGteMJiiomee. FIOMHMO O3 «O6 o6pameHHH jieKapcxseHHbix

cpeacxB». pasjiHHHwe acneKxw npouecca npOBeaenHa KJIHHHHCCKHX HccjieaoBaHHH nenocpeacxBeHHO
perynHpyroxca HexbipbMa nocxanoBJieHHaMH FIpaBHxejibcxBa PO H Goiiee neM ^ecaxbio BeflOMCXBeHHbiMH

. ^aHHbiM 3aKOHOAaxe:ibCXBOM B XOM HHCJIC noapo6no onncbiBaroxca sonpocbi nanajia H
HccneaoBanHa, HHCjia HX ynacxHHKOB, nojiyneHHa rocy^apcxBCHHbiMH opranaMH

06 HX XOAC H T.fl.

TaK, cornacHO nacxn 3.1. cxaxbH 40 O3 «O6 oGpameHHH jieKapcxBCHHbix cpe,n;cxB»
MCOTUHHCKOH opraHH3auHH B cpoK, He npeBbimaiomHH xpex pa6oHHX flHeS co ana Hanajia
KiiHHHHecKoro HCcneAOBaHHa jieKapcxBCHHoro npenapaxa ana Me^HiiHHCKoro npuMeneHHa, coo6m,aex 06
3XOM B ynoJiHOMoneKHbiH (jje^epajibKbiii opran HcnonHHxejibHOH BJiacxn, Bbi^aBuiHH paspemeHne na

xaKoro HCCJieaoBanna. no ycxaHOBJienHOH HM (J>opMe.

CorjiacHo nacxn 7 cxaxbH 40 $3 «O6 oGpameHHH JieKapcxBeHHbix cpeacxB» B cpoK, He
npeBbmxaiomHH naxn paGonnx ^neH co ana 3aBepmeHHa, npnocxaHOBJieHHa HUH npeKpamenHa
KJiHHHHecKoro Hccjie^oBaHHa jreKapcxBeHHoro npenapaxa ana Me^HiiHHCKoro npHMCHeHHa, cooGmeHne
06 3xoM nanpaBJiaexca opraHHsaunaMH. ocymecxBjiaiomHMH opraHH3aiiHio npoBe^enHa KJiHHHHecKoro

(x.e. (|)apMaiieBXHHecKHMH KOMnanHaMH - 3aKa3HHKaMH Hccjie^OBaHHH), B
4)e^epajibHbiH opran HcnoJinnxejibHOH Bjiacxn no ycxanoBJieHHOH HM (J)opMe.

AnajiorHHHaa nopMa co^ep>KHXca B nynnxe 40 FipaBHJi HafljioKamen KjiHHHnecKOH npaKXHKH,
FlpHKa30M MHH3^paBa POCCHH ox 01.04.2016 r. JVe 200H.

ComacHO nacxn 9 cxaxbH 40 O3 «O6 oSpameHHH neKapcxBeHHbix cpe^cxB»
pajibHbiH opran HcnonnHxejibnoH BJiacxn ony6jiHKOBbiBaex H pasMemaex na CBOCM o(j)HLi,HajibHOM

canxe B cexn "MnxepHex" coo6meHHe o 3aBepmeHHH, npnocxaHOBJieHKH HJIH npeKpamennH
KjXHHHnecKoro HccneaoBanHa neKapcxBCHHoro npenapaxa ana Me^HUHHCKoro npHMeHenna B cpoK, ne
npeBbimaiomHH naxn paGonax riHen co ana nojiyneHna cooxBexcxsyiomero coo6meHHa ox opraHH3auHH,
ocymecxBJiaiomeH opraHH3aiiHio nposeaeHHa KjiHHHHecKoro HCCJieaoBaHHa, B ycxaHOBJieHHOM HM
nopaziKe.

TaKHM o6pa3OM, nojiaraeM. qxo no^nyHKxoM 2.2. FIpHKa3a J3,enapxaMenxa 3n,paBOoxpaHeHHa ropo/ia
MOCKBH ox 15.07.2016 N° 623 ycxaHOBnenw He npeavcMOxpennbie 3aKOHOjaxejibcxBOM POCCHHCKOH
OejepaiiHH H asno H36bixoHHbie xpeGoBanna K MeanuHHCKHM opranH3amiaM rocyaapcxBeHHOH cHcxeMbi
3apaBOOxpaHenHa ropo^a MocKBbi.

B xo }Ke BpeMa nojraraeM, HXO Hsuanne ^enapxaMenxoM 3apaBOoxpaHeHHa ropozia MOCKBU
K° 15 ox 15.01.2016 H. B ocoGeHHocxn, FlpnKasa N° 623 ox 15.07.2016 cosaaex



npejxnocbuiKH ajia orpaHHHCHHa KOHKypeniiHH cpeijH MezmuHHCKHx opraHHsauHH, ynacxByioiiiHx B
npOBe^CHHH KJIHHHHCCKHX HCCJICZIOBaHHH JieKapCXBCHHHX Cpe^CXB B MOCKOBCKOM peFHOHC nyXCM

ycxanoBJieHHH .HHCKpHMHHaHHOHHHx ycjiOBHH /ijia Me,mmHHCKHX opraHH3auHH, HaxoflamHXca B
,3,enapxaMeHxa s^paBooxpaneHHa r. MOCKBH no cpaBnenHio c

HHOH Be^oMcxBeHHOH

CoraacHO anajiH3y AccoiiHauHH opraHHsauHH no KJiHHHHecKHM Hccjie^OBaHHaM1, B MOCKOBCKOM
pernone B MOK^ynaponHbix MHoroHenxpoBbix KJIHHHHCCKHX nccjieziOBaHHax, paspenieHHa na Koxopne
nojiynenbi B 2015 r., GHJIO saaBJieno K ynacxnio 33 MCJIHHHHCKHX opraHHsaijHH ^enapxaMenxa
3apaBooxpaneHHa r. MOCKBH H 61 Me^HUHHCKaa opraHHsaiina HHOH Be^OMCXBeHHOH npHHaaJieacnocxH.
ripn 3XOM B KjiHHHKax ^enapxaMCHxa 3flpaBooxpaneHHa r. MOCKBH 6bmo oxKpbixo jmnib 136
KJIHHHHCCKHX H6HXpOB (MCCX HpOBCZieHHa KJIHHHHCCKHX HCCJie^OBaHHH) H3 580, npHUie^IUHXCa Ha

MocKBy B IICJIOM. Ko3<|)<|)HU,HeHX aKXHBHOCXH ynacxna KJIHHHK J],enapxaMeHxa 3^paBOoxpaHeHHa ropo^a
MOCKBH B Meac^yHapo^Hbix KJIHHHHCCKHX HccjiezioBaHHax cocxaBHJI, xaKHM o6pa3OM, 4,1. ,fl,Jia cpaBHCHHa
- RJlfL MOCKOBCKHX KJIHHHK, n04Be4OMCXBCHHbIX MHH3^paBy POCCHH, ^aHHblH KOSfJj^HUHeHX COCXaBHJI

10,5; ^Jia KJIHHHK OAO «P)K,Z],» - 9,0; ^Jia KJIHHHK KHMX 4)eaepajibHbix opranoB HcnojiHHxejibHOH BJiacxn
(sa HCKJuoqeHHCM MHH3^paBa POCCHH) - 5,8. A, nanpHMep, KoacJxJmuHeHx aKXHBHOCXH ynacxna B
KJIHHHHCCKHX HCCJie^OBaHHax KJIHHHK, no^BeAOMcxBeHHbix flenapxaMCHxy 3^paBooxpaHeHHa CaHKx-
IIexep6ypra, cocxaBHJI B 2015 r. 5,9.

TaKHM o6pa30M BHZIHO, HXO aKXHBnocxb ynacxna MC^HHHHCKHX opraHH3auHH ^.enapxaMenxa
3,apaBOOxpaHeHHa ropo^a MOCKBH B nposo^HMbix KJIHHHHCCKHX HccjieaoBaHHax H xaK aBJiaexca
HCBHCOKOH HO CpaBHCHHIO C MC^HHHHCKHMH OpraHH3anH3MH flpyXOH Be^OMCXBCHHOH HO^HHHeHHOCXH.

HpHHaxHe B aaHHbix ycjiOBHax nopMaxHBHbix aKXOB, ycxanaBjiHBaiomHX aonojiHHxejibHbie xpeGoBanna no
OXHCXHOCXH H ycjiO5KHaionj;HX H 6e3 xoro ^ocxaxonno xpy^oeMKHH H acecxKO peryjinpyeMbin nponecc enje
oojibine CHH^aex MOXHBauHto, a B KoneHHOM cnexe KOHKypenxocnocoGnocxb KJIHHHK J],enapxaMeHxa
3^paBOOxpaHCHHa ropo^a MOCKBH K ynacxHio B KJIHHHHCCKHX

H3Jio)KeHHoe, npocHM YnpaBJieHHe Oe^epajitHOH anxHMOHonojibHOH cjiy»c6i>i no r.
MOCKBC paccMoxpexb Bonpoc o B036y)KzieHHH aena no npH3HaKaM napymeHHa aHXHMOHonojibnoro
saKOHO^axeiibcxBa, co^epacaiaHxca B nopMax HpHKasoB ,3,enapxaMeHxa 34paBooxpaHCHHa ropo^a
MOCKBH N° 15 ox 15.01.2016 H N° 623 ox 15.07.2016.

HcnojiHHxejibHHH .zmpeKxop

1. HpHKas ^enapxaMenxa 3£paBOOXpaneHHa ropo^a MOCKBH ox 15.01.2016 N° 15 c npHjioacenneM
(Ycxas FocyaapcxBeHHoro Gio^acexnoro ynpeHCfleHHa 3/ipaBooxpaHeHHa ropo/ia MOCKBH «IJ,eHxp

H npoBeaeHHa KJIHHHHCCKHX HccjieaosaHKH JieKapcxBeHHbix npenapaxoB ajia
npHMeneHHa J^enapxaMCHxa 3apaBooxpaneHHa ropo^a MOCKBH» - na 13 Jincxax;

2. IlpHKas J[enapxaMenxa 3^paBooxpaHeHHa ropona MOCKBH ox 15.07.2016 N° 623 - na 10
jiHcxax:

3. IlpHMep peecxpoBoft sanncn BH^aHHbix paspemeHHH Ha npOBeaenne KJIKHKHCCKHX
MHH3ZtpaBa POCCHH - na 2 Jincxax;

4. HH(})opMauHOHHO-aHajiHXHHecKHH GioiiJiexeHb AOKH JY« 12, Hxorn 2015 r.

HH(J)opMauHOHHO-aHajiHTKRecKHH 6K)JiJieTeHb AOKM N° 12, HTOFH 2015 r., crp. 20-21
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O paCCMOTpCHHH

MOCKOBCKHM YOAC POCCHH paCCMOTpCHO SaflBJICHHC AcCOUHaUHH

OpraHHsainift no KJIHHMHCCKHM MccjieflOBaHHHM OT 15.09.2016 Xa 290-K
(BX. Jsf° 38735 OT 15.09.2016) o npH3Haicax HapymeHHH aHTHMononojibHoro
saKOHOflaTCJibCTBa, coAep^caiuHXCH B npmcaaax flenapTaMCHTa 3flpaBooxpaHCHHH
ropoaa MOCKBH OT 15.01.2016 X° 15 «O6 HSMCHeHHH THna, nepeHMCHOBaHHH H

YcTasa rocyaapCTBeHHoro GiOflKCTHoro yHpex/teHHsi ropoAa MOCKBW
KOOpAHHaUHH H npOBCfleHHH KJIHHHMCCKHX HCCJICAOBaHHfi JlCKapCTBeHHblX

npenapaTOB fljm Me^HUHHCKoro npHMeHCHHfl flenapTaMCHTa
ropo^a MocKBbi» (flajiee - FIpHKaa N* 15) H OT 15.07.2016 Ns 623 «O
HccjieflOBaHHfi jieKapcTBCHHbix npenapaTOB c ynacTHCM HejioB6Ka» (aajiee - FIpHKa3
KO 623).

B COOTB6TCTBHH C nOJIO^KeHHCM O OCflCpaJIbHOfi aHTHMOHOnOJIbHOK CJiy>K6e,

yTBep5icaeHHbiM nocTaHOBJieHHCM IlpaBHTejibCTBa PoccHficKoK Oe^epauHH
OT 30.06.2004 Ks 331, OeAeparibHaa aHTHMOHonojibHaa c;iy>K6a H ee
TeppHTOpHajibHbie opraHW ocymecTBjiaioT KOHTpojib 3a co6jnoAeHHeM
KOMMepnecKHMH H HCKOMMepnecKHMH opraHHsauHflMH, 4>6flepajibHbiMH opranaMH
HcnojiHHTCJibHofi BJiacTH, opraHaMH rocyaapcTBeHHofi BJiaCTH cy6i,eKTOB
PoccHficKoft OeaepauHH H opraHaMH MCCTHOFO caMoynpaBJieHHH anTHMOHonojibHoro
3aKOHOAaT6JlbCTBa.

CorjiacHO npeflCTasjieHHofi B saaBJieHHH HH^opMauHH ^enapTaMCHT
ropo^a MOCKBW, Bbixoaa sa paMKH CBOHX nojiHOMOHHH B cc|)epe

KJIHHHH6CKHX HCCJieflOBaHHfi JieKapCTBCHHblX CpC^CTB, H3flaJI

npnsHaKH HapyuieHHH aHTHMOHonojibHoro saKOHOflaTejibCTsa,
He npeflycMOTpeHHbix fleflcrByiomHM saKOHOAarejibCTBOM H36biTOHHbix

Tpe60BaHHH K MCflHUHHCKHM OpraHH3aU.HflM rOCyflapCTBCHHOH CHCTCMbl

392021



3npaBooxpaHeHHfl ropoaa MOCKBLI, naaejieHHa FocyaapcxBeHHoro 6icm>KeTHoro
ropoaa MOCKBU «IJeHTp Koop.aHHan.HH H npoBCfleHHfl KJTHHHHCCKHX

JieKapcTBeHHbix npenapaTOB KJI% MeflHUHHCKoro npHMeneHHH
sapaBooxpaHeHHH ropoaa MOCKBW» nojiHOMOHHflMH no

rocyaapCTBeHHOMy perynnpoBaHHio aeaTejibHOCTH B o6;iacTH 3flpaBooxpaHeHHH, HTO
npHBCJIO K CHH5K6HHK) aKTHBHOCTH ynaCTHfl MCflHUHHCKHX OpraHHSaUHfi,

flenapraMeHTy 3flpaBOoxpaHeHHfl ropo^a MOCKBBI B KJIHHHHCCKHX

Ho peayjiLTaraM anajmsa aoKyMCHTOB H
sapaBOoxpaHeHRH ropoaa MOCKBBI, rocyaapcTBCHHtiM 6iofl)KeTHbiM

ropo^a MOCKBU «U,eHTp KoopflHHauHH H npoBeaeHHfl
JieKapCTBCHHbix npenapaTOB fljw MCAHiiHHCKoro

s^paBOOxpaHeHHa ropo^a MocKBbi» B OTBCT na sanpocw MOCKOBCKOPO
y<t>AC POCCHH, ycxaHOBJieHO cjieayiomee.

B cooTBexcTBHH c HacTbio 8 cxaxbH 38 OeflepajibHoro saKoaa ox 12.04.2010
NO 61-O3 «O6 o6pameHHH jieKapcTBeHHbix cpeflCTB» (aajiee - 3aKon 06 o6pameHHH

cpeacTB) nepeneHb MC^HUHHCKHX opraHHsauHH, HMCFOIUHX npaso
KJiHHHHecKHe HCCjieflOBaHHS JieKapcTBeHHbix npenapaTOB RJIX

npHMCHCHHa, H peccxp BbiflaHHbix paapeuieHHH na nposefleHHe
KJ1HHHH6CKHX HCCJICflOBaHHH JieKapCTBCHHblX npenapaTOB OnyGjIHKOBblBaiOTCa H

pasMemaiOTCJi yno^HOMoneHKbiM 4>eaepajibHbiM opraHOM HcnojiHHTejibHOH BJiacTH B
nopajiKe, ycTaHOBJieHHOM npHKaaoM MHH3flpaBcoupa3BHTH» POCCHH OT 26.08.2010
N2 754n «O6 yrBep»meHHH nopjmica Be,aeHHa, ony6jiHKOBaHHH H pasMemeHHa Ha
o<J)HUHaJibHOM caHTe B CCTH «HHTepH6T» pcecxpa Bbi^aHHbix paspeiueKHH na
nposejieHHe KJIHHHHCCKHX HccneflOBaHHH JieKapcTBeHHbix npenapaTOB

npHMeHeHHa» (flajiee - ripHKaa >fs 754n) Ha CBOCM o^Hunaj
B C6TH «HHTepH6T».

CoraacHO TlpHKaay Nz 754n peecipoBafl aanncb coaep^HT, B TOM HHCJTC,
HH<|>OpMaU,H!O O HaHMCHOBaHHHX H aflpCCaX MCflHUHHCKHX OpraHH3aUHH, B KOTOpblX

npoBO^HTCfl KJiHHHHecKoe HCCJieAOBaHHe jieKapcTBeHHoro npenapaTa fljia
M6flHU.HHCKOrO npHMCHeHHa.

ConiacHO Ilojio5KeHHK) o #enapTaM6HTe sflpaBooxpaneHHa ropoaa MOCKBH,
yTBep^caeHHOMy nocTaHOBJieHHCM DpaBHTejibCTBa MOCKBU
OT 22.08.2012 .Ns 425-Iin (aajiee - riojio»eHHe) JJenapTaMCHT SApaBOOxpaneHHa
ropoaa MocKBbi (flanee Taiosce - ^enapTaMCHT) HBJiaeTca OTpacjiesbiM opraHOM

BJiacTH ropofla MOCKBH, ocymecTBJiaiomHM 4>yHKUHH no
rocynapCTBeHHOH HOJIHTHKH B c4)epe 3ApaBooxpaHeHHH,

o5ecneHHBaiomHM Heo6xoflHMbie ycjioBHfl AJM OKaaaHHfl rpa»ciiaHaM MCAHUHHCKOH
B ropofle MOCKBC.

11 nacra 1 cxaTLH 16 OeaepajibHoro 3aKOHaoT21.11.2011 N° 323-O3



«06 ocHOBax oxpaHbi 3AOpoBbfl rpancflaH B POCCHHCKOH 0e,aepau,HH» K
opraHOB rocyflapcxBCHHOH BJiacxn cy6-beicxoB POCCHHCKOH Oe^epauHH B c<})epe
OXpaHBI 3flOpOBbfl OXHeCCHa, B TOM HHCJI6, KOOpAHHaiiHfl ACflXCJIbHOCXH

HcnojiHHxejibHbix opranoB rocyaapcxBCHHofi BJiacxH cy6i>eKxa POCCHHCKOH
Oe,aepauHH B c<J)epe oxpanbi SAOposba, cy6i>eKxoB rocyaapcxBeHHOH,
MyHHiumajibHOH H nacxnoH CHCXCM SApaBOOxpaneHHfl Ha xeppHxopHH
POCCHHCKOH OeaepauHH.

B COOXBCXCXBHH c nyHKxaMH 6, 13 IlojioMceHHfl /JenapxaMeHx
4>yHKUHH H nojiHOMOHHH yHpeAHxejifl MeflHUHHCKHX opraHH3auHH rocyAapcxBCHHOH
CHCxeMbi 3ApaBooxpaH6HHa ropofla MOCKSW, rocyaapcxBeHHbix oGpaaoaaxejibHbix

ropoaa MOCKEM, noflBejoioMCXBeHHbix ^enapxaMcnxy, H HHHX
^[enapxaMCHxy rocyaapcxBeHHbix ynpOKAeHHH H

rocyaapcxBeHHbix ynnxapHbix npeanpHHXHH B COOXBCXCXBHH c saxonaMH ropoaa
MoCKBbI, HHblMH npaBOBblMH 3KXaMH FOpOfla MoCKBbI, OCymeCXBJIHCX KOHXpOJIb 3a HX

AeaxejibHOCXbK), a xaoce BbinojiHflex HHUC npeflycMoxpeHHbie 4)e^ePajlbHbIMH

3aKOHaMH, HHblMH HOpMaXHBHblMH npaBOBblMH aKXaMH POCCHHCKOH

saKonaMH ropofla MOCKBH, HHUMH npaBOBblMH aicxaMH ropo^a MOCKBU
B ycxanoBJieHHOH c(J)epe ^eaxejibHocxH.

TaKHM o6pasoM, /JenapxaMenx, B COOXBCXCXBHH c BOSJioacenHbiMH Ha Hero
, Bnpase sanpauiHBaxb y noflBeflOMCxseHHbix ynpoKAeHHH, B XOM
, npeaycMOXpeHHbie npHKaaoM HpHKasoM N° 623, a HMCHHO:

4>opMy, sanojiHeHHyio B COOXBCXCXBHH c npHJio»ceHHeM 1 K yicasaHHOMy
, B cpoK, ne npeBbiuiaiomHH HHXH pa6oHHX AHCH c aaxu nojunHcaHHfl

aoroBopa Ha OKasaHHe ycjiyr no npOBe^eHHio HCCJieflOBanHfl jieKapcxseHHoro
npenapaxa c ynacxHCM HenoBeica Me»yiy MCAHUHHCKOH opraHHsauneH H KOMnaHHeft-
3aKa3HHKOM;

4>opMy, sanojiHCHHyio B COOXBCXCXBHH c npHJio5KCHHeM 2 K yicasaHHOMy
npHKasy, B cpoK, He npeBbiuiaiomHH xpex pa6onHX JUHBH co AHS BKJiiOHeHHfl nepBoro
cy6i>eKxa HccjieflOBaHHa B HccjieflosaHHe jieKapcxseHHoro npenapaxa c ynacxHCM

4>opMy, sanojiHeHHyio B cooxsexcxEHH c npHJiOMceHHeM 3 K yicaaaHHOMy
npHKasy, B cpoK, He npeBbiiuaiomHK naxn pa6oHHX AHCH c aaxbi nojs.nvLca.HVLH
OKOHHaxejibHoro aKxa npneMa-nepeaaHH pa6ox no floroBOpy Ha OKasaHHe ycjiyr no
npOBefleHHio HccjieAOBaHHH JieKapcxBCHHoro npenapaxa c ynacxneM nejioBCKa
MCflHUHHCKOH OpraHHSaUHCH H KOMnaHHeH-3aKa3HHKOM;

4>opMy c HH^opMauHefi 060 BCCX HesaBepmeHHbix
jieKapcxBCHHbix npenapaxoB c ynacxHCM nejiOBeica, sanojiHeHHyio B COOXBCXCXBHH c
npHno)KeHHeM 4 K yKaaaHHOMy npHKasy.

FlyHKXOM 2 OpHKasa Xa 623 ycxanoBJieHO, HXO BbiiueyKasaHHbie CBeaeHHH
Hanpasjiaioxca B FocyaapcxBeHHoe 6ioj[pceTHoe ynpoKAeHHe ropoaa MOCKBH «UeHxp



H npOBCfleHHil KJ1HHHH6CKHX HCCJICJIOBaHHfi JieKapCTBCHHblX

npenapaTOB zum MeflHUHHCKoro npHMeneHHa ^enapraMeHTa
ropo.ua MocKBbi» (aajiee - FEY «LUCITKM #3M»), noflBeflOMCTBeH
3flpaBooxpaHeHH« ropofla MOCKBU.

CorjiacHO nyHioy 1 IIpHKasa X° 623 .ZjHpeKropy FEY «IJKIIKH
E.n. EfifloineHKO npHKaaano o6ecnewn> npoBeaeHHe MOHHTOpHHra, aHaimsa,
HayHHO-MeTOflHHCCKOe pyKOBOflCTBO, CHCTCMaTHSanHIO H OUeHKy 34)4>eKTHBHOCTH

HccjieaoBaHHH JieKapcTBeHHbix npenaparoB c yHacraeM HejioseKa, npOBOflHMbix B
MeflHUHHCKHX opraHHsaaHax rocyaapcTBeHHOH CHCTCMbi 3flpaBooxpaHeHH« ropo.ua
MOCKBH, B ycjioBHax FBY «LIKnKH .ZISM)).

B COOTBCTCTBHH c nyHKTOM 2.1 ycrasa FBY «UKIIKH $3M»,
FIpHKasoM Xa 15 (^ajiee — Ycras), nejixMH ae5rrejn>HocrH, ana KOTopux
FBY «UKHKH ,fl,3M», H npe^MCTOM ero flearejn>HocrH jmjunorcfl:

cosepnieHCTBOBaHHe H ynopsmoneHHe paGorw no nposefleHHio
KJ1HHHH6CKHX HCCJI6flOBaHHH B MCflHUHHCKHX OpraHHSanHJDC rOCyaapCTBCHHOH

CHCTCMbi 3flpaBooxpaHeHH^i ropoaa MOCKBU, no co6jnofleHHK> npas HcnbnyeMLix H
no CHH5K6HHK) MeflHKO-SKOHOMHHeCKHX pHCKOB MCflHaHHCKHX OpraHHSaiUiH;

paspa6oTKa, opraHHsaunji, KoopaHHauH* H npoBeaeHHe
KJIHHHH6CKHX HCCJICflOBaHHH, MCflHUHHCKHX TCXHOJIOrHH, ^ap

HccjieaoBaHHH, HsyneHHe, npoBefleHHe anpo6anHH H peKOMeH^anHH no
MeflHKaMCHTOSHblX MCTOflOB JICHCHH^ 3a6oJieBaHHH Ha OCHOB6 flaHHMX, nOJiyHCHHblX B

KJIHHHHCCKHX HCCJieflOBaHHSX.

CorjiacHO nyHKry 2.3 YcraBa FBY «UKnKH fl3M» ocymecrBjmeT
rocyflapcTBCHHoe peryjinpoBaHne flearejibHOCTH B o6jiacrH aapaBooxpaHeHHH,
o6pa30BaHH«, conHajibHO-KyjibTypHoro pasBHTHa H apyrax counajibHbix ycjiyr, KpoMe
couHajibHoro o6ecneneHHH, B TOM HHCJIC, KoopOTHamno npoBe^eHHJi KJiHHHHecKHx
HccjieflOBaHHH B MejmuHHCKHX opraHHsauHJix rocyaapcTBeHHOH CHCTCMLI
3flpaBOOxpaH6HHfl ropofla MOCKBU, B TOM ^HCJIC nyreM HsyneHHH aiJx^eKTHBHOCTH
npOBOflHMUX KJfflHHHeCKHX HCCJICflOBaHEH, Co6jnOfl6HH» HpaB HCnUTyeMUX, MeflHKO-

3KOHOMHH6CKHX pHCKOB MCflHUHHCKHX OpraHHSanHH.

Ms npeflCTasjieHHUx aoKyMeHTOB H CBeaeHHH TaioKe cjieayeT, HTO
nposeaeHHa KJIHHHHCCKHX HCCJieaoBaHHH B MeflHUHHCKHX
rocyztapCTBeHHOH CHCTCMU sapaBooxpaHeHHa ropo^a MOCKBLJ

ocyutecTBjwercH FEY «UKI1KH ,2[3M» nyreM HsyneHHa 3$4>eKTHBHOcTH
npOBO^HMUX KlfflKHHCCKHX HCCJICflOBaHHH, Co6jnOflCHH« npaB HCnUTyeMUX, MCJIHKO-

3KOHOMHH6CKHX pHCKOB MCflHUHHCKHX OprEHHSanHH, nOAFOTOBKH flJIK flenapraMCHTa

HayHHO-o6oCHOBaHHUX npeflJIOKCHHH no COBepmeHCTBOBaHHK) KJIHHHHeCKHX

HCCJieflOBaHHH, OpraHHSaUHH MOHHTOpHHra KJfflHHHeCKHX HCCJieflOBaHHH.

CorjiacHO Hacra 1 craTBH 38 3aKOHa 06 o6pameHHH JieKapcTBeHHux cpejicTB
JieKapcTBeHHbix npenapaTOB JULX MejumHHCKoro
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B TOM HHCJIC MOKflyHapOflHbie MHOrOUCHTpOBblC, MHOrOUCHTpOBbie,

nocTperHCTpauHOHHbie, npOBOAHTca B O^HOH HJIH necKOJibKHx MC^HUHHCKHX
opranH3au.HHx B COOTBCTCTBHH c TIpaBHJiaMH Hajxjie>KameH KJTHHHHCCKOH npaKTHKH,
yTBCp>KfleHHbIMH ynOJlHOMOHCHHblM 4)6,aepaJIbHbIM OpraHOM HCnOJIKHTCJIbHOH

BjiacTH, yTBepHgjenHbiMH npHKaaoM MnHSflpasa POCCHH OT 01.04.2016
JVs 200H (flajiee - ripaBHJia).

CorjiacHo nacTH 3 CTaTbH 38 3aKona 06 o6pameHHH jieKapcTBeHHbix
riymcry 19 ripaBHJi opraHHsauHK) nposefleHHa KJiHHHnecKHX
jieKapCTBCHHoro npenapaTa AJIH Me^HUHHCKoro npHMeneHHH anpase ocymecTBJisiTb:

1) paapa6oTHHK jieKapCTBCHHoro npenapaTa HJIH ynojiHOMOHCHHoe HM JIHUO;
2) oSpasoBaTCJibHbie opraHH3auHH Bbicuiero o6pa3OBaHH«, opranHsauHH

npO(J)eccHOHajibHoro oSpaaoBaHHa;
3) HayHHO-HCCJieAOBaTejibCKHe opraHHsaxiHH.
B COOTB6TCTBHH C HaCTbK) 1 CT3TbH 39 3aKOHa 06 oGpamCHHH JieKapCTBCHHblX

KJIHHHHecKoe HccjieflOBaHHe jieKapcTBCHHoro npenapaTa RJIX Me^HUHHCKoro
npHMeHeHH» npoBOflHTca Ha ocHosaHHH paapeiueHHH na nposefleHHe KJlHHHHecKoro
HccjieflOBaHHst jieKapcTBCHHoro npenapaTa, Bbi^aHHoro ynojiHOMoneHHbiM
4>eflepajibHbiM opranoM HcnojiHHTCJibHOH BJiacTH no pesyjibTaTaM 3KcnepTH3bi
flOKyMCHTOB, Heo6xoflHMbix fljiH nojiyHeHHfl paspeiueHHJi na npose^eHHe
KJlHHHHecKoro HCCjieflOBaHHfl jieKapcTBCHHoro npenapaTa H STHHCCKOH 3KcnepTH3bi.

PaspeuieHHe Bbi.aaeTca opraHH3auHSM, ocymecTBJtsiomHM opraHHsauHio
npoBe^eHHS KJlHHHHecKoro HCCJiefloaaHHa JieKapCTBCHHoro npenapaTa
MCflHUHHCKOrO npHMCHCHHa.

HacTbio 2 CTaTbH 39 3aKOHa 06 oGpameHHH JieKapCTseHHbix
npeaycMOTpeHo, HTO mix nojiyneHHii paspemeHHH na npoBeaeHHe

jieKapcTBCHHoro npenapaTa .mm Me^HUHHCKoro
npeACTaBJiacT B ynojiHOMoneHHbiH 4>eflepajibHbiH opran

BJiaCTH, B TOM HHCJ16, CBeflCHHH O MCflHUHHCKHX OpraHH3aUH»X, B KOTOpblX

npe^nojiaraeTCH nposeaeHHe KJlHHHHecKoro HccjieflosaHHS jieKapcTBCHHoro
npenapaTa ;yw Me^HUHHCKoro npHMCHeHHfl.

CorjiacHo nacTH 7 CTaTbH 38 3aKona 06 o6pameHHH jieKapcTBeHHbix CPCACTB
KJlHHHHCCKHe HCCJICflOBaHHa JieKapCTBCHHblX npenapaTOB flJIH MCflHUHHCKOrO

npHMeHCHHH npOBOflflTCH B MCflHUHHCKHX OpraHHSaUHHX, aKKpeflHTOBaHHblX

4>eflepajibHbiM opraHOM HcnojiHHTejibHOH BJiacTH B nopjmKe,
IlpaBHTejibCTBOM POCCHHCKOH OeflepauHH.

B COOTBCTCTBHH C HaCTbK) 1 CTaTbH 41 3aKOHa 06 o6pamCHHH JICKapCTBeHHblX

KJIHHHHecKoe HCCJieflOBaHHe JieKapCTBCHHoro npenapaTa fljia MCAHUHHCKoro
npOBO^HTCH B COOTBCTCTBHH C flOFOBOpOM O npOBCfleHHH KJlHHHH6CKOrO

JieKapcTBCHHoro npenapaTa AJIH MeflHUHHCKoro npHMeneHHa,
opraHHaauHefi, nojiyHHBiueH paapeuieHHe ynonHOMOHeHHoro



<J)eAepajibHoro oprana HcnojiHHTCJibHOH BjiacTH Ha opraHH3au,HK> npose^eHHa TaKoro
nccjieflOBaHHfl, H MCflHUHHCKOH opraHH3auH6H, ocymecTBJifliomefi
TaKoro HccjieziOBaHHs.

TaKHM o6pa30M, KJiHHHHecKoe HCCJieflosaHHe jieicapCTBeHHoro npenapara
MeflHUHHCKOrO npHMeHCHHfl npOBOflHTCfl MCflHUHHCKOH OpraHH3aU.H6H, Bbl6paHHOfi

opraHHsaxopOM Taxoro Hccne^OBaHMH H Ha ocHOBaHHH paspemeHHS, BbwasaeMoro
MHHHCTepCTBOM 3flpaBOoxpaH6HHH POCCHHCKOH OeflepauHH opraHHsaxopy
npoBeaeHHH TaKoro Hccjie^OBaHHH, yicasaHHOMy B nacra 3 cTaTbH 38 SaKOHa 06
o6pameHHH JieKapCTBCHHblX CpeflCTB. OTHOIIieHHfl Me»fly MC^HUHHCKOfl

opraHHsauHCH H opraHHsaTOpOM KjiHHHHecKoro Hccjie^oBaHHH JieKapcTBCHHoro
npenapara fljis MeflHUHHCKoro npHMCHeKHH peryjinpyiOTCfl saKJiionaeMbiM MeyKay
HHMH B COOTBCTCTBHH CO CTaTbCH 4 1 SaKOHa 06 o6pamCHHH JieKapCTBCHHblX CpeflCTB

flOTOBOpOM. B COOTBCTCTBHH C npeflCTaBJICHHOH B MOCKOBCKOC YOAC PoCCHH

B HacTOflmee BpeMfl FBY «UKnKH /],3M» He npoBOOTT KJIHHHHCCKHX
jieKapcTBCHHbix npenapaTOB fljw MeflHUHHCKoro npHMcneHHa,

H o6o6maeT nojiyneHHyK) OT MeflHUHHCKHx opraHHsauHH rocy,aapCTBeHHOH
3apaBooxpaH6HHa, noflBeaoMCTBCHKbix J^enapTaMeHTy, HH^opMauHio c
nojiroTOBKH flJLH /^enapTaMBHTa HayMHo-o6ocHOBaHHbix npefljioxeHHH no
COBepmeHCTBOBaHHK) KJIHHHH6CKHX HCCJieflOBaHHH.

B COOTBCTCTBHH c nyHKTOM 1 CTaTbH 4 OcflepajibHoro aaKona OT 26.07.2006
N° 135-O3 «O samHTe KOHKypeHUHH» (jjajiee - 3aKOH o samHTe
npHsnaKaMH orpaHHHeHHfl KOHKypeHiiHH asjiaeTca: coxpameHHe
xosHHCTByiomHX cy6i>eKTOB, HC axoaamnx B ozmy rpynny JIHU, na TOBapHOM pbiHKe,
POCT HJIH CHHHCCHHe U,6HbI TOBapa, HC CBflSaHHblC C COOTBCTCTByiOmHMH HSMeHCHHflMH

HHUX o6mnx ycjiOBHH oGpameHHfl Tosapa Ha TOBapHOM pbiHKe, oTKas
cyGtCKTOB, He Bxo^amHX B oflny rpynny JIHU, OT caMOCTOjrrejibHbix

Ha TOBapHOM pbiHKe, onpeflejieHHe o6mHX ycjiOBHH o6pameHHfl TOBapa na
TOBapHOM pblHKC COFJiailieHHeM M6»fly XO3HHCTByK)IH.HMH Cy6T>6KTaMH HJIH B

COOTBCTCTBHH C o6fl3aTeJIbHbIMH flJIH HCnOJIHCRHH HMH YKasaHHflMH HHOFO JIHUa JIH6o

B pesyjibTaTe corjiacoBaHHH xosflficTByiomHMH cyGteicraMH, ne BXO,zwmHMH B oany
rpynny JIHU, CBOHX aeHCTBHH na TOBapHOM pbiHKe, HHUC o6cTOHTejibCTBa,
co3flaK)mHe B03MO»(HOCTb fljia xosflHCTByioinero cy6i>eKTa HJIH HecKOJibKHx

Cyo'lCKTOB B OflHOCTOpOHHCM nOpHflKC BOSflCHCTBOBaTb Ha o6lUHe

o6pameHH« TOBapa Ha TOBapHOM pbiHKe, a TaK»e ycTanoBJieHHe opranaMH
rocyaapcTBeHHOH BJiacTH, opranaMH MCCTHOFO caMoynpaBJieHHH, opraHHsaunaMH,
ynacTByiomHMH B npeaocTaBjieHHH rocyziapCTBeHHbix HJIH MyHHUHnajibHbix ycjiyr,
npH ynacTHH B npeaocTaBJieHHH TaKHx ycjiyr TpeGoBaHHH K TosapaM HJIH K

cy6T>eKTaM, He npeflycMOTpeHHbix saKOHO^aTejibCTBOM POCCHHCKOH

CornacHO HECTH 1 CTETBH 15 3aKona o samnxe KOHKypeHUHH 4>eflepajibHbiM



opranaM HcnojiHHTejibHOH BJiacTH, opranaM rocyaapcTBeHHOH BJiacra
POCCHHCKOH OeaepauHH, opranaM Mecraoro caMoynpasjieHHa, HHHM

4>yHKU,HH yica3aHHbix opranoB opranaM HJIH opraHHsauHHM,
ynacTByiomHM B npeflocTaajieHHH rocyaapCTBCHHbix HJIH
ycjiyr, a TaK«e rocyaapcTBeHHbiM BHe6KWKeTHbiM 4)OH^aM'

LJeHTpajibHOMy Gamcy POCCHHCKOH Oe^epauHH sanpemaeTca npHHHMaTb aKTbi H
(HJIH) ocymecTBjiHTb ACHCTBHS (GesfleficTBHe), KOTOpwe npnaojiflT HJIH MoryT
npHBCCTH K HCAOnymeKHK), OrpaHHHCHHK), yCTpaHCHHK) KOHKypCHUHH, 33

HCKJiioHeHHeM npeaycMOTpeHHbix 4>e,aepajibHbiMH saKonaMH cjiynaes npHHHTHa aicroB
H (HJIH) ocymecTBJieHHH TaKHx AeficTSHH (6e3flCHCTBHH), B TOM HHCJie, sanpemaioTca:

- Heo6ocHOBaHHoe npenaTCTBOBaHne ocymecTBjieHHio aeflTejibHOCTH
XO3flHCTByiOmHMH CyGtCKTaMH, B TOM HHCJI6 nyTCM yCTaHOBJICKHfl H6

npeAycMOTpeHHbix saKOHO^aTejibCTBOM POCCHHCKOH OejttepauHH Tpe6oBaHHH K
TOBapaM HJIH K xosflHCTByioinHM cy6i>eKTaM;

- npeflocTasjieHHe xosflHCTByiomeMy cyS^eKTy aocTyna K HH(J)opMauHH B
npHOpHT6THOM nOpH^KC.

C yneTOM H3JiO5K6HHoro no pesynbTaTaM oueHKH AOKyMeHTOB H CBeaeHHH,
B aHTHMOHonoJibHbiH opran, a TaioKe JHOBO^OB H3jio»ceHHbix B

, y MOCKOBCKOFO YOAC POCCHH OTcyrcTByioT ocHOBaHaa AJW Bbisoja o TOM,
HTO npeflCTasjieHHe CBCAeHHH, npeflycMOTpeHHbix npHKasoM HpHKasoM JYa 623,

K CHHJKCHHK) aKTHBHOCTH ynaCTHH Me^HUHHCKHX OpraHHSaUHH,

.Z^enapTaMeHTy SApaBooxpaneHHa ropoaa MocKBbi B KJIHHHHCCKHX
a cjieaoBaTCJibHO, oTcyrcTByioT ocHOBanHa fljw BbiBOfla o HaiiHHHH

B BHfle HeflonymeHHfl, orpaHHneHHfl, ycTpaneHHa KOHKypenuHH npn
yKasannbix HopM IlpHKasa JY2 623.

CorjiacHO nacTH 3 CTaTbH 15 SaKona o samHTe KOHKypenuHH, sanpemaeTca
xosflHCTByiomnx cy&beKTOB fyyuiawxtAH H npasaMH (J)eAepajibHbix

opranoB HcnojiHHTejibHOH BJiacTH, opranoB rocyAapCTBeHHoii BJiacTH cy6T>eicroB
POCCHHCKOH Oe^epauHH, B TOM HHCJIC 4>yHKijHflMH H npasaMH opranoB
rocyaapcTBeHHoro KOHTpojia H naasopa.

BMecTe c TCM nocKOJibKy FBY «IJKnKIi JQ^3M» ocymecTBjiaeT
rocyflapcTBCHHoe peryjinpoBaHHe ^eaTejibHOCTH B o6jiacTH sflpaBooxpaHCHHa,
oSpasoBaHHH, couHajibHO-KyjibTypHoro paasHTHfl H Apyrnx counajibKbix ycjiyr, KpoMe
counajibHoro o6ecneneHHfl nyTCM KoopflHHauHH npOBeaeHHH KJIHHHHCCKHX
HCCJiejUOBaHHH B MeflHUHHCKHX OpraHHSaUHflX rOCyaapCTBCHHOH CHCTCMbl

ropo^a MOCKBH ocymecTBjiaeTCfl FBY «IjKnKI/I /^3M»
HSyHCHHfl 34>4)eKTHBHOCTH npOBOflHMblX KJIHHHHCCKHX HCCJICflOBaHKH,

Co6jIK»AeHH« npaB HCnblTyeMHX, MCflHKO-3KOHOMHHeCKHX pHCKOB MCflHUHHCKHX

opraHHsauHH, no^roTOBKH HayHHO oSocHOBaHHbix npeflJioxceHHH AJIH flenapTaMCHTa
no COBepUICHCTBOBaHHIO KJIHHHHCCKHX HCCJieflOBaHHH, OpraHH3aUHH MOHHTOpHHra



KJIHHHH6CKI1X HCCJICflOBaHKH, MOCKOBCKOC YOAC POCCHH npHXOflHT K BblBOfly, HTO

FEY «LJKI1KH fl3M» npn ocymecTBJieHHH yKasaHHbix IIOJIHOMOHHH He HMeex
B03MO)KHOCXH OKa3bIBaXb BJIHHHH6 Ha fleflXCJIbHOCXb MCflHUHHCKHX

rocyaapCTBCHHOH cucTCMbi 3flpaBooxpaHeHHfl, noflseflOMCTBeHHbix
H3Jio»ceHHoe, no pesyjibxaraM onenKH flOKyMenxoB H
B anxHMOHonojibHbiH opran, a xaK»e ^OBO^OB HSJioaceHHbix B

, y MocKOBCKoro YOAC POCCHH oxcyxcxsyiox ocHOBaHHH ^jw BbiBo^a o
H3J1HHHH nOCJieflCXBHH B BHflC HC^OnymeHHa, OrpaHHHCHHH, yCXpaHCHHa KOHKypCHUHH

npn peanHsauHH yKasaHHbix HopM IlpHKaaa Mb 15.
TaKHM o6pa3OM, pyKOBOflcxByacb nynicxoM 2 nacxa 8, nynKXOM 2 nacxn 9

cxaxbH 44 SaKona o 3amnxe KOHKypenuHH H nynnxaMH 3.42, 3.43
AjiMHHHCxpaxHBHoro pernaMenxa OeaepajibHOH aHXHMOHononbHOH cjiy5K6bi no
HcnojiHCHHio rocyflapcxBCHHOH 4>yHKitHH no BOsSy^weHHio H paccMoxpeHHio aeji o
HapyuieHHHX anxHMOHonojibHoro saKOHOflaxejibCXBa POCCHHCKOH Oe^epauHH,
yxBep5K^eHHoro npHKa3OM OAC POCCHH ox 25.05.2012 .Ns 339, MOCKOBCKHM YOAC
POCCHH npHHaxo peuieHHe 06 oxKase B BO36y»fleHHH flejia o HapyuieHHH
aHXHMOHonojibHoro saKOHO^axejibcxsa, B CBHSH c oxcyxcxBHCM
HapyuieHHfl aHXHMOHonojibHoro
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