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Bud xonmpona - eocydapcmeeHHurt Konmponb Kaqecmaa u flqonacHocmu
"wed u qunc xo fi denmen o u ocm u, 6 q acmu:

KoHTpoJrr sa co6rroAeur.reM opraHaMtr rocyAapcrBeHnofi sracrtl Poccuft croft
(Degepaqulr, opraxaMr4 MecrHoro caMoynpaBJreur,rr, rocyAapcrBenHrrMr,r
ane6rogxernrrvz $ou4arr,ru, MeAr.rrIaHcKI4Mrl optanr.r 3a\ufrMLt Lt

QapMarIeBTr.rrrecKnMr4 opraHu3arI14rMr,r, TAKXC I'HAABI,IAYtUIbHbIMI,I
npe.qnpxHuMarerrMn, ocyurecrBJurorqr,rMlr MeAurrr4rrcKyro n (baprraaqesruqecKyro
AeqrerbHocrb, [paB fpaxAaH B cQepe oxpaHbr 3AopoBbr;

KoHTporq co6ruoAeuraq ocyurecrBJrrroqllMr{ MeAr4qr,rucKylo AetretrHocrb
OPTAHI43AIIII'MI4 

'1 
UHTABLITYAJIbHbIMI,I NPEAIPI,IHITMATEJI'MI4 NOP'AKOB OKA3AHU'

laeguqraHcxoft rroMox{H r{ craHAaproB treAuuuncxoft [oMotq[;
KoHTpoJrr co6nro4euur ocyulecrBJrtloqr.rMr,r MeAr.rqr.IHcKyro AetreJlbHocrE

opmHr.r3arluqMr.r E r4HArBr,rAyaJrbHbrMH rrpeAnpr,rHHMaTenrM?r noprAKoB
npoBeAeHr{r Melr.rqr,rHcKr,rx 3Kc[epTr43, MeAHIIT,THCKI,IX OCMOTpOB U M€AI4IIT,THCKI{X
ocBr.rAeTeJrbcTeonauufi ;

KoHTpoJr{ co6lrcgenua MeAr.tquHcKrrMu pa6orntrxaulr, pyKoBoALITeJrrMH
MCAI{UIIHCKI,IX opranu:aqufi, S aprraqenruvecKr.rMr,r PAOOTHI,IKTIMI{
pyKoBoAr4rersMr.r arrreqHbrx oprauueaqufi ofpaHr.rqeHr.rfi, [pr,rMeHreMbrx
yKa3aHHbrM JrnrraM npr{ ocyulecrBneHuu npo$eccuonalrnoft AerrenbHocrr4 B
coorBercrBr'ru c @eAepalruHM 3aKoHoM <06 0cnoaax oxparrbr 3.qopoBbr tpaxAaH
s Poccrft cxofi @egepaur.l.r> ;

KOHTpOJTfl OpraHr,r3arlr4 H u ocyuleCTBJIeHr4r :

Qegepanru'rr.ru opfaHaMr4 HcnoJlHl4re.rrrnoi BJIacrLI, opraHaMI,I
r4cnoJrHureJrEHo[ gracru cyorexron Poccuficxofi @e4epar1ur.r r{ opraHaMn
MECTHOTO CAMOYIPABJIEHI4', OCYUIECTBJI'IO II,IMI4 I]OJIHOMOqA'I r CQCPE OXPAHbI
3AopoBbt rpa)KAaH, a raKxe ocyurecrBntloull4Mli MeAI,Iq[HcKyIo AetreJlbHocrb
OPTAHIZ3AII}I'MLI LI LIH.AVIBIdAYAJIbHbIMH IPEANPITHI{MATCJIfMI4 IIPEAYCMOTPEHHOTO
crarrefi 90 oe4epaarHoro 3aKoHa <06 0c}rosax oxpaHbr 3AopoBbr lpaxAaH B
Pocczfcroi oe4epaquu> B'yrpeHHero KoHTpoJrr KaqecrBa ra 6esoflac'ocrz
rr,reguquucrof AerrerbHocrn ;

t4

K

lpeAep€IJrLHbrMr{ opraHaM[ UCnOrHUrenbnofi BJracru r.r opraHaMlr
lrcrroJrHr4reJlbHofi n.nacru cy6rerroe Poccuicxofi @e4epaqun [peAycMorpeHHoro



z

crarbefi 89 <De4epa,rrHoro 3aKona <06 ocHosax oxpaHbr 3AopoBbr rpaxAaH B
Poccnilcrofi @e4epaqur.r> BeAoMcrBeHHoro KoHTpoJIf, KaqecrBa u 6egonacgocru
ue4uqnHcrofi Ae.rrerbHocrfi [oaBeAoMcrBeHxbrx r4M opraHoB ra opraxusaqufi .

B II r<aaprale 2017 rota PocaApaenagsopoM rrpoBeAeno 14 nranosHx u 4
BHenJraHoBbrx npoBepoK.

ocHosa'r,reN4 AJrr [poBeAeHr.rq Bcex BHerrJraHoBbrx npoBepoK 6un ron'pom
3a }rcloJIHeHr4eM paHee BbTAaHHOTO npeAflr,rcaHtrr.

Cporcz npoee4eHr4r npoBepox co6lro4euu.
llo pesy,rrrararrr 1 8 rpoBepoK BbrAaHo 14 npe4nl.rcautft o6 ycr:paneuuu

BbrrBJIeHHbrx uapyueuui, cocraBJieHo 4 npo'roxola o6 a4lruuucrparaBHoM
rrpaBoHapyueHr.rr4 no crarrrM 6.25 (2 nporoxona), 19.5 (1 npororon), 6.32
( 1 nporoxo,r). I4nQopvarlrzr HanpaBrrrracr a MuHr,rcrepcrBo 3ApaBooxpaneHr.rrr
Pocwricxoft (Degepaqura, rpoKyparypbr cy6rexror poccr,rficxofi (Dejepaqlru,
HraBaM cy6rexron Poccuficxoi @egepaquu. flpororonu o6 a4uranucrparr{Brrbrx
npaBoHapyueHr,ux EalpaB Jr'.rrvlcb n pocno.rpe6Haa3op AJUr upr,rBneqeHr{, K
aAMr4Hr.rcrparr't sHofr orsetcrBeHHocrI4.

flo pe:ynrraraM BHenraHoBLrx npoBepoK, npoBeAeHHbIx B IIeJrrx KoHrpoJrt
3a u cnoJIHeHIreM paHee BbrAaHHr,rx npe4nzcanufi a 3 nporepr ax (7 5,0o/o or
o6urero xornvecrra) BbrrBJreHo ycrpaHeHxrr rcpr.rAr.rqecKr.rMr.r JII{uaMr.r paHee
BbrrBJreHHErx uapyureuufi. B xoge I nponeprr.r (25,0% or o6ulero KoJrr{qecrBa }

YCTAHOBJICHO HEACIIOJIHEHI,IC TPAAI,IqCCKI4M NI4IIOM 3AKOHHOTO IPEAIII,ICAHI4,,
cocraBrer{ rporoKorr no qacrr,r 2l ctarru 19.5 KoAfI pO.

Pe:y,r;'rarrr [poBepoK ropr.rAlr{ecKrzMll JII,TTIaMLI u rrHALtBLrAyaJrbH'IMI,I
rrpeAnpr.rHaMarerrM14 He o6xa,rosa.,'r14cr.

Pa6ora c o6pauqeuzeM rpaxAaH: 3a II xaapran 2017 rora nocrynr'no 3533
o6panlenrafi (41,2 % or o6rqero roluqecrra). B roM irr.rcre:

- no BolpocaM JreKapcrBeuHoro o6ecneqeuss _ 106 o6parqeuur;
- no Kar{ecrna u 6esonacHocrr.r lre4uquncxofi AerreJr6Hocrr4 - 3lgg

o6parqeHraa;

- no BonpocaM peopraHr.r3arlar.r 3ApaBooxpaneHlrr _ 99 o6paulenue.
I4s 3533 o6pauleuufi corpyAHrzKaMr.r 3a orqerHnft neplro4 2017 rola

paccMorpego 275 o6parqeHufr (6,8%), HaxoArnlr{xcq Ha BHeruHeM KoHrporre
M'*rsApasa Poccuu, Agnranucrparluu rlpeau4enra poccuficrofi @e4epaqura,
Annapara llpaaurelrcrna poccuftcrofi @e4epaqur.r rd Ap. rocyAapcrBe'Hbrx
opraHoB. Pesy,rrraru paccMorpe'lrr i{aHHbrx o6paqenaft *npu"nar", B
coorBercrByrorlue opraHbr rocyAapcrBeHnofi eracrE. ocranrnrre o6panreHrEx
HaxoArTcr Ha BHyTpeHHeM KOHTpOJTe.

Mepu npoxypopcKoro pearupoBaur{r K corpyAHr4Karu pocagpanuaA3opa 
B

cBr3I,I c ux Aefctg[qt\4rz He [puMenrJrr4cb.
lloly.reurr pa36rcueHr,rr a3:
leuepalruofi npoKyparyp;r pocczfi crcofi
or 31.05.2017 J\! 76t2-299-2017

@egepaqralr:

o
Lt3

upo6leuHux Borrpocax npa
CBoAHOTO [JIaHa

rrcKJrroqeHlrr{ xosafrcrryroqero cy6rexra exero.rlHofo



cy6beKTaM M€uroro npeAnpr.rHr.rMareJrbcrBa.
Muu:4paea Pocozr.r naclMaMr,r :

or 09.06.2017 i\b 17-113717-I no Borpocy oOopMreHr.u
uuQopiureponanuoro .qo6poaoJtr,Horo cofJracur Ha MeALrqnHcKoe BMeIIrareJrEcrBo;

BMCI]]ATEJIbCTBO 6e: noJryqeHr.rt AOopOBOIIbHOTO

J

npoBe,{eHrlr nJraHoBbrx [poBepoK IOJI u I,II s csqgu c orHeceHueM ero K

ot 16.05.2017 Ns 15-213036225-9596 pa3brcHenr.re ro rpyAoycrpoficrBy
H ecoBeprxe H HoIeTHr4 x ;

or 29.06.2016 Ns 17-02-9791 pa::nacnenze tro npr.rMeHeHr,rro MeAr.rqr.rHcKr,rx
us4ervlh c nonrerxofi <no rpe6oeauuro) B craHAaprax ocnauleH[ro crpyKTypHhx
noApa3leneHrrfr ueAuquncxux oprauuaaqui;

or 26.04.2017 Ns 17-212651 pa36rcHeHr,re ro crauAapry ocnarrleur.ur
oQraar,vo,roruqecKoro ra6u sera;

or 07.04.2017 Ie 17-212125 pa3brcHeHr4e ro Borpocy lauru.rvs. y
pyKoBoAurenr opraHr43aur4r4., ocyulecrBJrrroqefi MeAr,ruuHcK)'Io AerreJrbHocrb,
cepru $uxara cnequ€ufi cra no cnequaJrbHocrr.r ((opraHu3ar{r4r 3ApaBooxpaHeHr{Jr r4

o6ulecrneuuoe 3AopoB6e).

npoBepoK.
1. B paMKax KoHTpoJrr 3a co6JrroAeHr4eM opraxaMz rocygapcraeunofi

BJracrr.r Poccuficxoi (Degepaqnu, opraHaMr,r MecrHoro caMoyrrpaBJreur,rr,
rocyAapcrBeHHHNru eue6roAxerHbrMI{ Songaruu, MeAr,rql,rucKuMr,r opraHl{3arlr{rMt4
r.r QaprraaqeBTurrecKrlMu opraHr43aur4lrMr.r, a raKxe r.rHAr,rBr,rAyaJlbHbrMlr

npeAnpr4HnMaTeJrrMr{, ocyqecTBJrr}our,rMr,r MeAr4r{r.rHcKyro u lpapMarleBTr4qecKyro
AerreJrbHocrb, npaB rpaxAan e coepe oxpaHbr 3AopoBbr - r 68,0 o/o ctryuaes
BbrrBJreHLr HapyrxeHr.rr IIpaB fpaxAaH B clpepe oxpaHbr 3AopoBbr, qa[Ie Apyrux
BbI'BJI'JII]CE:

MeAXIIHHCKOe

I4HQOpMIIpOBaHHO| O Connacr4r rpaxAaHlrHa;
HapylreHr,re npaBa Ha Me.qrrrlHHcKyro noMorrlb B rapaHTr4poBaHHoM o6reMe,

oKa3brBaeMyro 6es B3r,rMaHlIt nJlarbr B coorBercrBrrr4 c nporpauuofi
rocyAapcrBeHHbrx rapaHrr{i 6ecnlarnoro oKa3aHr,rr rp€rxAar{aM ue4r.rquncxofi
rloMolqu;

Hapy[reHxe rpe6oBaHr.rfi llopa4ra opraHr.r3ar{urr
BbrcoKorexHororu.{HoI MeAr.rqLIHcKofi rtoMoulu c
cnequaJ.rr,r3HposaHHoft rzuQoprraaqraonuoi cr.rcrerr.rrr, yrBepx(Aelrnoro npHKa3oM
MuHs4paaa Poculn or 29.12.2015 Ns 930H;

HapylreHue rpe6omnufi K coAepxaHrrro r,r $oprr,re
I4H(popMarlrzlr o AerreJrbHocrr4 MeAr,rrlr4Hcrux opranuga[rafi.
oQuqua.,rruux caftrax n lrnQoprraar1r4ouHo-TeJleKolrlrynzraquonnofi cera
<I,IurepHer>.

2. B pauxax KoHTpoJrr co6,rrogeuux ocyulecrBrqroqlrMriMeAnqr.rucKyro
AerTeJrbHocTb opraHr,r3arl[rM]t r,r HHAnBr.rAy€uIbHbrMr.r npeArIpI{HUMaTenrMr4
nopqAKoB oKa3aHUr lre4rIquucr<ofi noMou{tr 14 craHAaproB nre4raquncrofi noMorqlr* ocHoBHbrMrr npo6aeuarr,ru npr4 r4c[oJrHeHr.rr.I MeAr,rqI,IHcKr.rMIa opraH L]tr,arfrrnMlr

OKA3AHI,Ifi

npLIMeHeHLIeM

upeAocTaBJreHr.rt
pagueuraeuofi na



noprAKoB oKa3aHr4r MeAr4unHcKofi noMotrlr4 e II xnapraae 2017 rola rB[Jrr{cb
ueco6rrc4enne craHAaproB ocHauleHr.u (6oree uerra y 650/o ctrytaax) r,r napyuenu.a
rpe6onaur.rfi K opraHr.r3arlfin Ae{Te]'rbHocrr,t MeArrrlr{Hcrofi opranueaqr,rr,r (6onee
250/o cnyuaeu).

3. B parrarax KoHTpoJrrco6lro4enzxocyulecrBJrrroqnMr{MeAr4rlr.rncKyro
Aetrer'IbHocrb opraHI43aIrI4tMLI I4 I{HALIBLIAyaJIbH6TMT4 npeAlpli}rr{MarenrMr4
[optAKoB npoBeAeHr4r MeAurIr4HcKr,rx 9KcIIepTr43, MeAUII]IHCKI,IX OCMOTpOB I4
MeAurlr{Hcxr,rx ocBxAereJrbcreosaxuft - ocHoBHbrMtr BLrI:aMu BErtBJIeHHbrx
xapyureuufr rtBvrlrvtcbi

HapyrxeHxr BeAeHHr rraeguquncxofi AoKyMeHTarIuu;
HapyrxeHr4r noprAKa npoBeAeHr4r MeAZqI4HCKI{X gKCnepTn3;
orcyrcrBr4e ceprnQnrcaroe cnequaJrr,rcroB y npavefi-cnequaJlr,rcroB.
A B pavxax KoHTponr co6rrc4enul MeArirlr,rHcxr.rMa pa6orunxaulr,

pyKoBoArTeJrrMrr MeAr.trIr4HcKI,IX Opranusaqufi, Q apMaIIeBTIIT.IeCKHMLI
pa6orHaKaMr4 n pyKoBoAaTeJrrMr{ alreqHbrx opmHu3arluft orpaHr{qeHnfi,
NPI,IMEH'EMbIX K YKA3AHHbIM JII{IIAM IIPU OCYqECTBNCHI4I,I NPOOECCUOHAJIbHOi
AejlTerbHocru B coorBercrBr.ru c oeAepaJrbHblM 3ar(oHorr.r <06 ocHoBax oxDaHbr
3,{opoBbr rpaxAaH e Poccuicrofi (De4epaqr.ru> qarrle Apynrx BbrrBJrf,Jrricb:

HenpeAocTaBJreHr4e pyKoBoAr,rTeJrrMr4 MeAr.rrlr4HcKr.rx 14 aIITeqHbIx
yvpex4euvfi raHSoptraqura MeAr,rur,rHcKr,rM pa6ornr,rKaM, E apMarIeBrr.rq ecKr.rM
pa6oTHuKaM, KoMnaHnrM, npeAcraBl,rreJrrM xolrnauufi vl rpax4aHaM 06

ocyrqecTBneHtrrtycTaHoBJreHHbrx 3anpeTax orpaHuqeHr.rrx rIpI,I
rtpoQeccr4oHa.,'rbHofi Aerrer bHocrr4 ]

5. B pavrax KoHTpoJrr opraHr.3arlurr rr ocy lecrBJlenux $e4epa*nrrrr.ru
opraHaMr.r t't cno,rnurelrsoi BJracrlr r{ opraHaMu ucnolnurelrgofi BJracrr4
cy6rexror Poccraficxofi @e4eparlrln npeAycMorpeHHoro ctarrefi g9
(De4eparsnoro 3aKoHa <06 ocnosax oxpaH'r 3AopoBbr lpaxAa' s poccuficroft
(Degepaqua> BeAoMcrBeHHoro KoHTpoJrt KaqecrBa n, 6esonacHocru rr,reAuur'ucxofi
AerreJrbHocrr,r noABeAoMcrBeHHbrx r,rM opraHoB I,r opraHl43arluft _ vaqe Apyrlx
BEI'BJI-{JII4Cb:

ueco6lrc4euue ycraHoBneHHoro rtopqAKa npoBeAeur,r, Be,qoMcrBeHHoro
KOHTpOJTT;

neco6lrcgeune [oprAKa
KOHTpOJI'

neo6ocHosaHHocrr Mep.,
BeAOMCTBeHHOTO KOHTpOJT',

oQoprrlleuu.a pe3ynbraroB BeAoMcrBeHHoro

npr,rHnMaeMLrx IIo pe3yJrbTaTaM [poBeAeHr,rrr

6' B pauxax KoHrporq opfaHr43arlrru 14 ocyulecrBJreuua $egepaarnrrrravopfaHaMr4 ncnorsutelrsoil BJracrr{, opraHaMr.r ucnorultremllofi BJracrr4
cy6rexron Poccraficxofi @e4epaqr.ru n opfaHaMh MecrHofo caMoyrrpaBJreHr{.rr,
ocyrlecrBrirlou-Ir4Mr4 rroJrHoMOr{[.S B C$epe oxpaurr 3AopoBB' lpaxraH, a raroKe
OCYqECTBI'TOUI,IMI,I MCAI,IqI,IHCKYIO AE'TCJIbHOCTb OPTAHI{3AIII!'IMI' A
I'IHAIIBLIAyaJT'HbIMLI npeAnpr4Hr,rMareJrrMr4 npeAycMorpeHHoro cTatreft 90
@e4epalrnoro 3aKoHa <06 ocHoeax oxpaHbr ioopo""" lpaxAa' s pocc[ficrofi



Kou:rponr u HaA3op
rocy4apcraeunofr BJracrn

I4 KaqeCTBOM OcyUIeCTBJIeHItt OpraHaMllr
Poccuicxofi (Deaepaqr,ru [epeAaHHbrx

@e4epaquH> BHyrpeH'ero KoHTpoJrr KaqecrBa u 6esonac'ocrr.r MeAr{rlri'cKofi
AerTerbHocTr{ - qaqe Apyrux BbrrBltrJurcb:

seco6loAenue ycraHoBneHHoro floprAr(a npoBeAeHr,rr BuyrpeHHero
KoHTpoJrr KaqecrBa u 6egonacnocrr4 MeAr.rrlr4HcKofi gertelrxocru;

ueco6,rrc4enue noprlKa oSopunexun pe3ynbraroB BHyrpenHero KoHTpon,
Kar{ecrBa u 6eronacHocru MeAarlr{HcKoft Aexre,rruocru:

Heo6ocHoeaHHocrr Mep, npuurrMaeMbrx no pe3yJrbraraM fipoBeAenr,rt
BHyrpeHHero KoHTpoJrr KaqecrBa u oegonacnocrr4 MeArirrr4HcKofi 4errelrxocru;

HeAocrarKu e pa6ore opaue6Hux KoMlrccnfi MeAr4rluHcKr.rx opraHrEsa{ui.

Bud xoumponn - eocydapcmeeuuotrt Koumponb Kaqecmna u flesonacuocmu
ueduquucxort denmentuocmu, 6 qocmu KoHmpont sa coinpdenueJn opzano.Dtu
zocydapcmeennort enacmu Poccurtcxofi (Dedepaquu, opzanarrtu MecmHo?o
ca oynpaBneHun, zocyoapcmeeHHbrMu eue6nducemaotnu Qondanu,
Me0uqutcKu,rtu opeaHusaqunuu u {tapuaqeemuqecKu. tu opeaHu3aqunMu, a
maKJrce unduoudyanonuuu npednpuuumamaLniiu, ocyt4ecmerrnrouluJrru
.uedu4uucxyn u QapuaqeemuqecKyn denmanonocmb, npa6 zpaarcdan e ceepe
oxpaHb, soopogbn

cy6rexron
norsorr,roqnft Poccuficxofi @e4epaqur,r s o6racrl{ oKa3aHr{-fl rocyAapoaenuofi

npoBepoK B oAHOM CJryqae -
cryqarx MaccoBbre HapyureHr,rt

corlualrHoi noMoulr4 a nrz4e ua6opa cou[aJrbHbrx ycJryr.
B nepeov rorryroAnrr 2017 rola npoBeAeHa I nnanonar uponepxa n 5

BHenJIaHOBbTX [pOBepoK.
OcHoeaHr,reM AJ'rr npoBeAeHr{r BHenJraHoBLrx

?ICrroJrHeHr4e paHee BIIAaHHOTO flpe,qnucaHus, n 4
rpaB fpaxAaH.

Cpora npoaegeHr.rr npoBepox co6lrcgenu.
llo peryntraranr 6 npoaepoK BbrAaHo 6 npe4nracauufi o6 ycrpauenuu

BbIqBJIEHHbIX HAPYUTEUUft, COCTABJIEH I NPOTOTOI O6 AAMITHIIC'TPATI,IBHOM
npaBoHapyueHr4u rro crarre 19.5. I,IHoopuaqr.rr HalpaBJrrJracb n Munractepcrao
3ApaBooxpaHeHr.tr Poccuficxofi (De4epaqura, fenepaarnyro [poKyparypy
Poccuficxofi (De4epauur,r r4 rpoKyparypu cy6rexron poccuficroft O.A"puu"r,
raBaM cy6lerroe Poccuficxofi (De4epar1ura. peeylrraTbr .rpou"po*

ropxAr{qecKr.tMr4

o6xarosa.,'rzcr.
JII,IIIAMA 14 PIHALIBUJ'YAJILHbIMI,I lpeAlpnHr.rMaTeJuMr.r He

Taxxe npunqro yr{acrr4e B npoBeAeHrlr{ npoBepKr,r Teppuropuaaruoro
opfaHa PocsApaaxa4ropa 

''o Anraftcxor.ty Kparo B xoAe KOHTpOJrbHbrx
lreponpumufi, Bbr.sBJ'reHbr Qaxrrr napylreHus o6s:areffiurrx .rpe60aaHrzfi, r vacrra
HecoorBercrBrrr pa3Bepnyrux (Synr<quonupyroqux) ocHoBHLrx crpyKTypHbrx
noApa3AeJreHr4fi craquouapa fiepr.rHar€rnbHoro rIeHTpa rr orcyrcrB[q B [oJrHoM
o6:reue MeAnrrr'rHcKor-o o6opygoaaHr.rr B coorBercrBr'r.r c apado"u"""rrr [pnKa3a
MraHsApana Poccuu or 0 1 . 1 1 .2012 i\lb 572u <<06 yrBepxAeHr,ru lloprAxa oKa3aHr4,
ueguquucxoi floMotqlr rro nporpunro (aKyllrepcrBo u runerororraq (ga

3a [oJIHOTOfi



o

I4CKJrrOqeHr4eM r4cno.,'lb3oBaHar BcnoMotaTenbHbrx pelpoAyKTtIBHbIx
rexHorrorufi))) rr npuKa3a Munt4pana Poccr.rr,r or I 5. I I .2012 Ne 92ltt <<06
yrBepxAeur-ru lloprgxa oKa3aHru ueluqlrucxoft noMorqrr flo nporlunro
(HeoHaToJIOrHt)).

llo pe:y,rrra:rau 2 nponepoK reppvropr4anbHbrM opraHou Pocsgparna4sopa
no AlraftcroMy Kparc BbrAaHo 1 npe4nv canue o6 ycrpaueur,rra BburBJreHHbrx
uapyurenufi, cocraBrreHo 2 nporoxola no cr. 19.5 KoAII P<D B cBr3r.r c He
ycrpaHeHr4eM BlrqBreHHErx xapyuenufi, I nporoxol flo crarbe 19.20 KoAII P@.
llpuarro yqacrrre B npoBeAeHlru npoBepKr4 Teppriropr.rurJrbHbrM opraHoM
PocsApanHaAropa llcxoncxoi o6,racru B orHor egtrr{ fEY3 llcxoscrofi o6racrr.r
<flcroscKar o6ractrar ncr4xr4arpr,Frecrax 6olruuqa N91>. IIo pesynrrarana
npoBepKx B orHorrreHr4r4 lBY3 llcxoecxofi o6lacrIa <<llcroscras o6nacrnas
ncuxuarpur{ecxar 6olruuua Nsl> cocraBJleu aKT, BbrAaHo npe4nucanue o6
ycrpaHeHr.ru BbrrBJreHHbrx uapyruenufi .

Pa6ora c o6paulenueM rpaxAaH: 3a I nonyrogue 2017 ro4a nocrynano 4
841 o6parqeuue (30,4 0/o or o6llero ronu.lecrna), B roM r{Hcne:

- no BonpocaM JreKapcrBeHHoro o6ecneqenns, - 4 292 o6paqenrar;
- Pearu:aqur [pofpaMM 14 HarIHoHanbHLrx [poeKToB - 329 o6paryeuuir.

Vs 4841 o6parqeuua corpyAgrrKaMu 3a r4creKrrrrEfi nepuo4 20ll roaa
paccMorpeHo 3 77 o6parqeuuEt (7 ,8%), HaxoArtrlr4xcr Ha BHerrrHeM Kourporre
Muus4pana Poccura, Agnrunucrpaurzra llpesugeHTa PoccrrftcKofi OeAepaqnu,
Annapara flparu'relrcrea Pocczficxoi @eaepaqun r.r Ap. rocyAapcrBeHHhrx
opmHoB. Peayrrraru paccMorpeHnr AaHHlrx o6parqeuuft Ha[paBJreHbr B

coorBercrBylouue opraHbr focy,qapcrBeHnofi snacrr,t. Ocralrnrre o6paqenux
HaxoArTcr Ha BHy'rpeHHeM KoHTpoJre.

Mepu npor<ypopcKofo pearr4poBaHwr K corpyAHr4KaM B cBr3r.r c r,rx
geft crauaun He npr4MeHrnr{cb.

npoBepoK.
1. B palrrcax

@eAepaqrau s o6racru
Haoopa courzaJrbHbrx
I'ocyAapcrBeuuofi sracru cy6rerron Poccuficr<oft @egepaquu- s 100 % cJr)rrraeB
BbrrBJreHa peutu3ar\r4'i AaHHbrx noJlHoNao.{uft He B noJIHoM o6lerrae c HapyrueHLIeM
,ueilcrByoulero 3aKoHoAareJ.rr,crBa, HanpLIMep:
- HeAocroBepHoe npeAcraBneur,re r $e4epanbHbrfi opfan r4cnoJrHlrtenrsofi BJracrr.r,
ocyxlecrBrurorqui $yur<qur no KoHrpoJrro r,r HaA3opy n cQepe 3ApaBooxpaHeur{r,
exeKBapT€rJr6Horo

npeAocTaBJreHHbrx

KoHrpom sa co6lro4eHneM rrolrnoMoqrafi Poccuficroft
oKa3aHr4q rocyAapcrBeHuoi coqualruofi nouoruu B BnAe
ycJryr, nepeAaHHbrM AJrr ocyulecTBJreHlrr opmHaM

OTqCTA IIO EOpMe o pacxoAoBaHur.r
cy6nenqr.rft, qeJreBbrx npomo3Hbrx

nora.:are;refr, a raK)Ke uuofi ranQopuaqlrr4, fipeAycrvor:peunoft HopMarr.rBHhrMr,r
NPABOBbIMI4 AKTAMA QeAepaJrbHoro opraHa zcnonuurelruoft BJracrlr,
ocyqecrBJrrlouero syrirquu no nHpa6orKe r{ peaJrr,r3ar{rru rocygapcrnenuofi

ycranoereunofi
o AocTr4xeHltu

IIOJII,ITHKI,I 14 HOPMATI{BHO-NPABOBOMY PETYJII,IPOBAHHrc A C$CPE 3APABOOXPAHCHI.I'.



2. B parr,max rocyAapcrBeHnofo KoHTpoJrr KaqecrBa r,r 6egonacnocrlr
ue4uquucro[ AerreJrbHocrn, B qacrr4 KoHTpoJIr :a co6.nro4eHl.IeM opraHaMLI
rocyAapc'rreunoi BJracrr4 Poccuficxoft (Degepaqrau, opraHaMr{ Mecruoro
caMoynpaBJreHlrr, rocyAapcTBeHH6rMr,r BHEOIO,II){(CTHbIMI,I Qougalrn,
MeAIrIIItHcKr,rMlr opraHr,r3arlr4auu n $apltaqeBTI{qecKr.rMI't opraHr{3aulrtMl,I, a raKxe
mHIr4B AyarbHbrMr4 npeAllprlHuMaTelrflMvl, ocyruecrBnrroqr.rMr4 MeAr,rqr.rHcKyro r{

QapuaqeeruuecKyro AerreJrbHocrb, npaB rpaxAaH e cQepe oxpaHbr 3AopoBbr:
- HlI3KaJr Aocryrluocrb 14 KaqecrBo veAuuzncxoft noMouII4;
- HapyueHr.re rpaBa Ha MeAlrultHcKyro floMoulb B mpauTrlpoBanHoru o6reue,
oKa3blBaeMyro oe3 B3LIMaHr,rr nlaTbr B cooTBeTcTBI{LI C

rocyAapcrBeHHr,rx rapaHTr{fi 6ecnlarsoro oKa3anar rpaxAaHaM
nporpaMMor.r

rrae,ur.ruugcxoI
noMorqr4;

- orcyrcrBl,Ie HaAJrex(aurero KoHTpoJrr 3a BbITIoJIHeHIteM Ar.rcnaHceplrsaquefi 4ete[
- cllpoT u OIIpeAeJIeHHbIX rpynn B3pocJloro HaceJIeHI,It, a TaK)Ke 3a [OCJIeAyIOqLIM
oKa3anneM ueguqraucxoi noMorlu no pe3ynbraraM 4racnanceprEsaqzfi;
- He co6mo4enue yrBepxAeHHoft rvraprupyrv3aql;u narlr4eHToB c
oHKoJrorfiqecKuMlr :a6oresaHr4fl,Mli, c ocrpbrM KopoHapHbrM crrHApoMoM I,I ocrpblM
HapyureHr4eM Mo3foBofo
npoucIIIecTBI4rxl

xponoo6parqeuux, nprl AopoxHo-TpaucfloprHrrx

- He gOOeKTrzBHar gKcnJryararlurr Aoporocrorulero MeAr{qr.rncKoro o6opy4oraxllx;
- BHeApeHr,re coBpeMeHHbrx r.rHQopMarlr4oHHbrx clrcreM B 3ApaBooxpaHeHrrr,r He B
noJrHoM o6reve;
- He AocruxeHr4e uereBrrx sHaqeHufi r.rHAuKaropoB <,{opoxnofi Kaprbr>;
- ne co6rrcAeHxe cBoeBpeMeHHoro npoBeAeHrrr AlrarHocrr.rqecKl,Ix l,IccJIeAoBaHLIfi
14 cpoKoB oKa3aHr'rr rr.reAlruuircxofi noMoultt Bpar{aMr.r creql4€InucraMr4, a raKxe
cpoKoB oKa3aHr/rr craquouapHoi rraeAurluncxoi lroMorrlr4 B [JIaHoBoM IIoptAKe B

coorBercrBrrr{ c nocraHoBJrenuerr.r llpaeureJrEcrBa Poccuficrofi @egepaqau or
19.12.2016 J\b 1403 <O llporparlrtre rocyAapcrBeHHbrx fapaHrzft 6ecnlauroro
oKa3aHrzr fpaxAaHaM veguquucxofi noMorrlu aa 2017 roA H Ha [JraHoBrIe
Eepr4oAbr 2018 u 2019 rolos).

Bud xonmpona - zocydapcmeeuuuit Koumponb (nadaop) a cQepe
o 6pa u1e H un ne Kap cmaeHHbtx cp edc me

f ocyAapc'rneuuui xonrpoal (Ha.[rop) e c$epe o6paqenra_a JreKapcrBeHHlrx
cpeAcrB ocyulecrB.rqercr Pocr4paauaA3opoM n $oprue:

l) Qeaepanrnoro focyAapcrBeHnoro HaA3opa e c$epe o6paqenur
JIeKapcTBeHHbrx cpeAcTB;

3 ) nrr6opounoro Kourpor'rr KaqecrBa JreKapcrBeHHrrx cpeAcrB.

I. Qedepanowtrt eocydapcmeeuuurt nadoop e ceepe o6pat4euua
ne Kap c ms e HH otx cp edc me

L1. Qedepntonori zocydapcmeeunufi uadwp e ceepe o6par4eaun
neKapcmeeHtotx cpedcme nocpedcmeou opeaHusaquu u npoeedenun
npooepoK coomoemcmtun neKapcmaeuHbx cpedcme ycmavooJtennbrJj,



mpe6osaHun
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3AROHOdAmeJtbCmSA no xpafuevun, nepegoSKe,
cpedcms dnn medu4uncxozoomnycKy, pecut u3aquu neKapcmgeHHbtx

npuJtteHeHun

EI,I 3A OTI{

Bo II xrapra..,r e 2017 r. B exeroAHbrfi finau BKJrrotreHo 58 unanosrrx
lpoBepoK.

3a II reapran 2017 rorc npoBeAeHo 73 npooepru (53 nnanoerrx u 20
BHenJraHoBErx npoBepoKj.

B xoAe npoBeAeHr4r npoBepoK
noABepfaJrr4cb:

-anreLlHbre opraHH3aur4tr (anreru,
MeAr4rIr.rHcK14x opranuraqufi ),

-MeAr{IIr4HCKr4e Opf aHU3aUr4}r,

-r.rHbre opfaHv3a\vv, ocyn{ecTBJrrroqr4e
I4Cnonb3yroUIue JreKapcTBeHHbre npenapaTbr
npoqecca r4 oKa3aHm MeAHur,tHcKrzx

rocyAapcTBeHHoMy KoHrponrc

ANTEqHbIC IIVHKTEI. AIITEKI,I

MeAl,rqr.rHcKyn Aef,TeJlbHocTb, t4

Ant neqe6Ho-rr4arHocrllqecKoro
ycJryr (urxolu-znrepuatu,

KocMeroJrorr4qecKr4e caJroHbr, tf urnec-rny6rr).

KBapT€Ur fola
3a II KBapr€rJr 2017 roAa npoBeAeuo 20 BHenrauoBrrx [poBepoK,

OcuoaaHr.reN,r AJrr npoBeAeHrq BHenr'raHoBbrx npoBepoK r II rnaprale 2017 rona
qBIqIOCb HCTeqeHue CpOKa UCnOJTHeHUT roprrAr{qecKI,IM JII{IIOM, I,IHAHBr,rAy€UIbHhIM

npeAnpr.rHr,rMareJreM paHee BbrAaHHoro npeAnr.rcaHr4q o6 ycrpaHeur,ru
BbIff BJICHHOTO HAPVIXEHX'.

flprn npoee4eHr.rr4 npoBepox co6lrcAesu ycraHoBJreHnrre [priKa3aMr.r cpoKri.

IOpLIAI4qecKI,IMI4 JII{IIaM14. I,IHII4BIIAyaIbHbIMI,I IIpe,IIIIpLI HI.IMaTeJItMLI

rlo pesylrraraM KoHTpoJibHo-HaA3opHbrx nreponpu-aruft o$opnuenrr arru
[poBepoK. flo urorau nJraHoBblx npoBepoK BbrAaHo 31 npe4ur-rcauue.

flo peaynrraraM KoHrpoJrbHo-HaA3opHbrx lreponpuru.ri sa II rnapraa 2017
roAa cocraBneH 3l nporoxo,'r no q. 1 cr. 14.43 KoAII P@. Cyur'ra HaJroxeHubrx
aAMr,rHlrcrparrianux rurpaQoB no r{. I cr. 14.43 KoAII PO cocraBr,rrra 300 ruc.
pyOnefi. A4ir,runzcrparlrBHoe HaKa3aHrre B Br.rAe upeAyfipexAenlu sHHeceHo 28
IopuAr4qecKnM nr4uaM. Pe:ylrrarrr npoBepoK lopnAr,rqecKr.IMn nr4rlaMr{ He
o6xarosarzcl.

Bpeaa nru yfpo3e npr4qr4HeHr4r Bpeaa xl,r3Hr4 u 3.uopoBbro rpax.[aH
Bo II xaapraae 2Ql7 r. paccMorpeHo 215 o6paulenufi rpaxgan, B roM qr.rcrre

no BonpocaM' KacaloulltMct ornycKa' xpaHeHl{fl' nepeBo3Kll JIeKapcTBeHHbIx
cpeAcrB - 126 o6paupnufr.



HenpaBoMepH r,rMr.r .uefi cTBr.rsM14 Poc3IpaBHaa3opa
Mepsr npoKypopcKoro pearlrpoBaHr.rfl B

AeficrBrirMrz Pocsgpanua4sopa B orqerHoM KBapr€ure

cBt3I4 C He[paBoMepHbrMr.r

He npI{MeHtJILrCb.

r4Hbrx focyIapcTBeHHbIX opfaHOB nO BOnpOCaM. CBt3aHHbIM C OCyIUeCTBJIeHI{eM

E'TCIbH
3a or.rerHsrfi nepuon B PocaApaBHaA3op He nocrynr,rno p€BlrcueHlrfi

f enepalrnofi npoKyparypbr Poccufi cr<ofi @egepaqzlr.

Bo II xnaptane 2017 FoAa r{Meror Mecro cr.rcreMHbre Hapy[rexr.rr,
AorrycKaeMbre roprrAr4qecKr,tMtl Jrr{rlaMr4 Lr r,rHAI{BuAy€UrbHBrMI,I

lpeAnpuHr,rMareJrrMr,r npu o6parleHr.ru JreKapcrBeHuLrx cpeAcrB.
B uapyurer'rue rpe6oBaHr.rfi crarru 58 @egepa.,rruoro 3aKoHa or 12.04.2010

J\! 6l-O3 <06 o6parqeHr,rr4 JreKapcrBeHHbrx cpeAcrB)) B qacr[ xpaHeHr4f,
JleKapcrBeHHbrx cpeacrB; flpaBr,r,'r xpaHeHrrr JreKapcrBeuHbrx cpeAcrB,
yrBepxAeHHbrx rpHKa3oM Mr.rn:gpancoqpa3Br"tr4s, Poccuu or 23.08.2010 Ns 706H
llpaeral Ha.q,reNatrlefi npaKTr4xll xpaHeurr{ Il [epeBo3KLI JreKapcrBeHHhlx
flpeflapaToB IjI' MeAr,rur.rHcKofo [pr4MeHeHrzr, yTBepxAeHHbrx npr4Ka3oM
MnnrApaea Poccur.r or 31.08.201611! 646n:

orcyrcrByer o6opyAoeauue, Heo6xo4rltroe Arrs oprauri3arlr{r,r
HaAJrexaxrero xpaHeHrrr neKapcrBeHHbrx npenaparoB, rro3Botrrloulee o6ecnequtr
xpaHeHue neKapcTBeuHbtx cpeAcTB B cooTBeTcTBr4r.r c yKa3aHH6ruu ua nepruunof
u eropuuuofi
reKapcTBeHHblx
BCHTI4JI'II14',

(norpe6rarenrcxofi) ynaronre rpe6onaHr,rrMr,r flpor{snogureleft
cpeAcrB (orcyrcrnyror

ocyur,rTeJrr,r Bo3Ayxa,
r(oH.uHulIoHepbr, npLIToqHo-BbrrrxH€ut

Qaprr,raqen'ruuecrr.re xologulrnuru),
noMeuleHxr AJrr xpaHeHr4r neKapcrBeHHbrx rrpenapaTou rpe6yroT TeKyrrlero
peMoHra; ue co6.nrc4arorcs ycroBfiq xpaHeHr,rr neKapcrBeuubrx [penaparoB, B ToM
vr,rcre rpe6yroulux 3arrlr4Tr,r or rroBbrrrreHHoi, nonuxeuuofi rervrneparypbr, or
Aeficrsur cBera, B;ra)KHocrn, or MexaHr.rqecKoro no:gefcraua (y.qapor);

- oTcyTcTByroT cr4cTeMa BHyTpeHHero KoHTpoJrf, KatrecTBa oKa3aHI4rI ycJryrr4,
a raKxe pa:pa6oraunrre u yrBepxAeHHbre r,rHcrpyKrlr,ru, craHAaprrrbre
olepaq14oHHbre flporleAypbr, rro3Bolrr]otque pefJraMeHTr4poBaTb r.r KoHTponr4poBaTb
(auyrpennafi r<ourpolr) aefrrraux corpyIHr4KoB rrpu ocyqecrBJreHr,rr4
Ae.flTerbHocrr.r no xpaHeHi,rn, ornycKy v pearu3a\uv JTeKapcTBeHHEIX [pelapaToB
AJI' MEAI4III,IHCKOFO NPI4MEHEHH';

- pyKoBoAr,rreJreM opranr43aulri ne ycraHoBJreH noprAox BeAeHr{t ) rera
JreKapcTBeHHbrx cpeAcTB c OrpaHr4qeHHbrM cpoKoM ro,qHocTr4; oTcyTcTByroT
AOKyMeHTbr, onpeAeJrrrorque noprAoK BeAeHur yqeTa reKapcTBeHHbIX CpeACTB C

orpaHHr{eHHbrM CpOKOM TOAHOCTIT. He yCraHOAneH KOHTpOJTL Sa CnOenpeuennofi
peariueaquei 3T!rx JrerapcrBeHHbrx npenaparoB. B px4e MeAuqr,rHcKr.rx u
anreqHbtx opranusaquft BbrrBJ'reHbt JreKapcrBeHH6re [pe[aparbr c r'rcreKlrrr{M



10

cpoKoM roAHocTr.r, a rarcKe JreKapcTBeHHbre [pe[apaTbr, KaqecTBo KoTophlx
AOKyMeHranbHo He fl oATBepxAeHo;

- He co6nrcAaloTcr npaBr4Jra oTlycKa v pealru3ar\Lllr{ JIeKapcTBeHHhIx
npenaparoB (Aonycraerca ornycK perlenrypHbrx JreKapcrBeHHbrx npenapa:ron 6ea
peqenTa; a[TeqHbrMlr opfaHrr3arlluMn He [peA6tBJIf,IoTct peqerrTbr Ha
JreKapcrBeHHbre flpenapaTbr, rroAnexa lue npeAMeTHo-KoJrr,FrecTBeHHoMy y,{eTy).

llr ycrpaueHr{r HapyueHflfi o6ssaremHbrx rpe6oBaHr.rfi, yKa3auHbrx B

aKrax npoBepox, Pocr4panHaA3opoM npltHr,rMaiorcq raxue npoQrJraKTrlqecKr4e
Mepbr, KaK flpoBeAeur.re re6aHapoe, r<onQepeuqui 4nx cy6rerroe o6paqeuua
JreKapcrBeHHrrx cpeAcrB, c o6cyN4euueM TrirrrlqHhrx Hapyurenzfi, BrrrBJrreMhrx B

xoAe npoBe.qeHr4q flpoBepox. TarNe ua o$uqraallnou caftre Poc:4paonagsopa
pa3MeulaeTcr r4HQopMaqr4r o cTaTr4cTr4Ke KoJrrrqecTBa npoBeAeHHhIx KoHTponbHo-
HaA3OpHbrX Meponp[rTnr4, neDer{eH[, Hau6oree BCTpeqaroquxct
HaDVIUeHIZU OOt3aTeJlbHbIX TDeOOBaHLI ll.

Ha caftre Pocs4panna4ropa ony6Jrr.rKoBau AoKJraA c pyKoBoAcrBoM no
co6ruogenuro o6r:arelrnrrx rpe6onanufi tro BonpocaM BBrfiBJreHHbrx uapyurenufi
B qacru npr4MeHeHrrr 3aKoHoAareJrbcrga Poccuftcxofi @e4epaquu.

Pa:lqcHe or ooraH
fiHbrx focli,{apcTBeHHr,rx opFaHoB no BonpocaM. cBr3aHHbrM c ocy IecTBneHr4eM
t<otttporlno-Haa:opuofi lerrelsnocra

B PocelpanHaa3op nocrynuJ.tr4 pa3lrcueHua or Mun:4pana Pocclln:
- o rpe6onauurx no xpaHeHr.to cn,rrsoAeficrB)arotrlr4x 14 rAoBr.rrbrx JreKapcrBeHHLrx
cpeAcTB, He HaxoArrq[xcr noA MexAyHapoAHbrM KoHTpoJreM;
- o rpe6oBaHurx no xpaHeHrlro pa3rr{qHLrx SaprraaxonoruirecKux rpyffI
JleKapcrBeHHbrx npenaparoB.

1,2, (tedepanmotrt zocydapcmeeuuorrt nadsop e cQepe o6pauqeuua
neKapcmgewwbtx cpedcme nocpedcmeon opzaHusaquu u npoeedeaun
nposepo K coomsemcmqun ne&dpcmseq$bx cpedcm6, uaxodnt4uxcn e
zpaxdancxou o6opome, ycmaHosnennout mpedoeanunryt K ux
KAqecm6y

Pearfigauuq eNeroaltoro nraHa nposepox rcpfi.4r,r.recxux rtlrl r4

Bo 2 xaapra,re2017 r. nrraHoM rpoBepoK Pocr4paauagsopa npeAycMorpeHo
rrpoBeAeHue 11 nranoslrx npoBepox. Qarruqecrr opraur,r3oBaHo l2 nponepor,
oAHa r{3 Korop;rx B orHolreHr4u OOO <.{xogac> ri3-3a HeBo3MoxHocrr.r
rpoBeAeHuq nraHogofi npoBepKn, rpeAycMorpeHnofi n lpeapane 2017 roAa, B
cBr3r4 c Qaxruuecruv orcyrcrBr4eM pyKoBoAr,rrenr opraHr4 3a.rlur,r vuru
yloIHoMoqeHHLIx tIM II4rI.

Bo 2 raaprane 2077 rola 3aBeprueHo 13 naanosrrx npoBepoK, B ToM rrucJre
I - nranosar [poBepKa OOO <ANoaac), Koroparr npeAycMorpeHa nJraHoM B

Qenpa,re 2017 rora u ne 6ura [poBeAeHa B cBr3r4 c daxruqecruM orcvrcrBr,reM
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ynoJrHoMoqeHHblx r.rM JII,Iq, a raKxe 6 nnasonrx
2017 rola, cpoK [poBeAeHr,tr Koropbrx rrpoAJreH

B CBfl3LI C npOBeAeHueM 3KcneprHeu oro6paunbrx o6pa3rloB JreKapcrBeHHhrx
cpeAcrB.

KBapTaJr ro.qa

Bo 2 rnapra,re 2017 FoAa npoBeAeHo 5 sHenaaHosbrx npoBepKr4.
ocuosaHr.rev AJrr npoBeAeHur 4-x anenraHoBblx npoBepoK tBJlrJrocb [creqenl{e
cpoKa r4cnolHeHr4r paHee BbtAaHHofo npeAlr{caHllr, I_il _ nocTyIIJIeHUe
IaHoopr.aaur,ru o sogN4oxHofi yrpo3e npuqnHeHr,rr BpeAa xri3HLI lr 3AopoBblo
fpaxAaH.

Co6rpreHae cpoxoe npogeaeHHux npogepox
flpn nposeAeuHH npoBepoK co6,rro4eHrr ycraHoBJreHHbre npr.rKa3aMr4 cpoKr.r, B ToM
qr4cJre npH r4x npoAJreHr,r , vro o6ycloaneHo npoBeAeHLIeM SKcneprr.t3bl KaqecrBa
oro6panHux o6pa:qoe reKapcrBeHHbrx cpeAcrB.

IOpl4II{qeCKLIMLI JI14UaMn, xHALtB}IIyaIbHbtMH npeAnpI4HI,rMaTeJUIMr.r
flo pe:y,rrraraM npoBepoK o$opu,renu arru. flo r4roraM nJraHoBbrx npoBepoK
BbrAaHo 12 npegnucauufi, cocraeleno 3 uporoxola o6 aAMr.rHr.rc,rparr.rBHbrx
npaBoHapyueuutx (u.2 cr.19.4. KOAII PQ s orHourenura OOO <<,{xo4ac>r, cr.
19.7.8. s orHoureHr4r4 OOO dOPOC2l.Py>, c-r.14.43 e o.rHorrenr.ru 3AO
(OXOK)). Pesylrraru npoBepoK ropr4Ar4qecKr.rMr.r Jrr{rlaMr{ He o6xarosarzcr.
flporoxo;r o6 agvuHucrparraBH.M npaBoHapyueH'r,t, Koropbrfi cocrasreH s
orHoueHfir4 000 <[xogac), nepeAaH Muporonay cyAbe AJrr paccMorpeHr,rr.
PerueHrzq o Ha.JrroxeHHu aAMr,rHr.rcrparuBHbrx B3brcKaHufi na ooo <fopoc2l .py>
u 3AO (OXOK) Ha ocHoBaHuH nporoKoJroB o6 aAMr,r'r.rcrparr.rBHhrx
npaBoHapyuenurx 6y.4er ocyuecrBJreHo Pocs.4paauag3opoM.

flo pe3yJ.tbraTaM KoHrponrHlrx laeponpur.rufi B oTHorrreHr.ru OOO
<AxoAac> Marepn.rJrbr HanpaBJreHbr B opraHbr npoKyparyphr Arq flpr.rHrrr4f, Mep
npoKypopcKoro peaf poBaHur.

Bo 2 r<aapra,r e 2017 f. paccMorpeHo 74 o6parueHr4r lpaxAaH, B ToM qvcJre no
BonpocaM, KacaprrluMcr KaqecrBa reKapcrBeHHbrx cpeAcrB _ 5l o6parqeuue.

JI

Mepu nporcypopc*oro pearr.rpoBaHr,rr B cBr3H c HenpaBoMepuurrau geficrauxuu
Pocs,4panHalaopa B orqerHoM KBaprurne He npuMeHr;rllcb.
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B cBt3LI c nonyqeHHbrMa B orqerHoM KBapraJre gKcneprHbrMr4

3aKrrror{eHu.sMte <DfBY (I4MIJ3yAOCMII> PocsApaBHaA3opa B orHoruegr.rrr
pe3yJrbTaToB sKcneprrr3bl Kar{ecrBa neKapcTBeHHbIx cpeAcTB c rreToM
rpe6oaaHrzfi, ycraHoBJreHHbrx HopMarr{BHoi AoKyMeHTarruefi npozsno4urereft
(uero4ur<, pacqeroB, yKa3aHHbrx pacxoAHbrx MarepriauroB tr trp.), B

Poc:gparualsop nocrynr.rJro 4 paarrcneuur Muns4paea Poccl,rtl. B agpec
cy6rexroe o6parqeuur HarrpaBJreuo 3 o6pauqeuz.r PocsgparuaA3opa o
Heo6xoAr.l Mocru BHeCeHr{f, [porr3BoAr.rTenrMr4 JreKapcTBeHHbrx cpeAcTB

(AepxarenrM[ pefr4cTparluoHHbrx yAocToBepeEvv) [3MeHeHr.rn B HopMaTr{BHyro

AOKyMeHTaTIflIO.

rpe6osaH[fi
r r4rrr4r{HbrMr4 HapylxeHr,rrMH, KoTopbre BbrtBJreHbI I,I oTpaxeHbl B aKTax

npoBepoK, npoBeAeHHbrx no 2 reap'ra,r e 2017 foAa, rBJnlorcr oor3areJrLHLre
TpeooBaHlt , 3aKpelJreHHbre:

-B AOn)r(HOCTHbrx r{HCTpyKrIXqx pyKOBOAr4TeJrr OpfaHr43aUr,rr,r He [peAycMoTpeHo
o6ecneqeuue pe€rnr43arruu KoMlJieKca Mep, HanpaBJreHHErx Ha co6rroAeu[e ero
pa6otH r-rxauu [Ipaar,r npu xpaueHur.r u (unu) nepeBo3Ke neKapcrBeHtbrx
npeuaparoB rrocpeAcrBoM yrBepxAeHr4r AoKyMeHToB, peHraMeHTr,rpyrculr4x B ToM
qucJre [oprAoK coBepr]reHua pa6orultraMr,I AeftcrBl{fi npu ocyqecrBnenllr{
xpaHeHr4r 14 \t4lrvl) nepeBo3Ke JreKapcTBeHHblx npenapaToB, flopt.qoK
o6cnyxueanur ri noBep(n r43Mepr4TeJrbHbrx nprE6opoe u oOopy4onaufir, BeAeHrie

3anuce]{' orr{eToB r,r r4x xpaHeHi4e, IIpraeM, TpaHcnopTI,IpoBKa, p€t3MeIIIeHI,Ie

,'rerapcrBeHHbrx npenaparoB, u opraHr43aqr4r,r KoHTporq 3a co6nroAeHr,reM

craHAaprHbrx onepauHoHHbrx uporleAyp;
-B AOJTXHOCTHbTX rrHCTpyKr_U4rx COTpyAHT{KOB CKJraAa He OIIpeAeJIeHbI

o6r3aHHocrr.r no ocy lecrBJreHulo Mep Arq MriHuMr43arluu pr.rcKa npoHIrKHoBeHut

Sanscil$uqupoBaHHbrx, rourpaQarruux, ne4o6porauecrBeuHbrx reKapcrBeHnbrx
npenaparoB n o6paqeune;
-He yrBepxAenn Qopvn xypg€uroB, yr-rerHbrx Qoprrr r,r AoKyMeHToB;
-He [peAcraBJreHbl AoKyMeHTbr Ha o6opyAonanr.re no o6ecnerreHr,rrc cyxoro
xpaHeHur neKapcTBeHHbrx cpeAcTB.

llo peryrsrarala 13 nlanoBbrx npoBepoK, 3aBeprueHHbrx Bo 2 KBapraJre
2017 f., BbrAaHo 12 npegnucauufi, cocranneno 3 nporoKoJra o6
aAMr4Hr,rcrparr4BHbrx npaBoHapyirreHnrx (u.2 cr.19.4. KOAII P(D g oruourenur.r
OOO <Axoaac)), cr. 19.7.8. n orHorueHr.ri.r OOO (|OPOC21.Py). cr.14.43 s
orHorrreHr{r4 3AO (OXOK)).

llo pe3yJrbraraM KouTpoJrbHbrx lleponpurrlrft B orHorrreHriu OOO
<.{xo4ac> Marepr.raJrbr HanpaBJreHr,r B opraHbr [poKyparypbr AJrr [pr4Hrrr,rr Mep
[poKypopcKoro peafr4poBaHr,rr.



llo ucre.reHr4lo cpoKoB paHee BbrAaHHbrx flpeAnucauufi nponegeno 4
BHelJraHoBbrx AoKyMeHTapHr,rx npoBepKr.r, B pe3ynbTaTe (oTopbIX ycTaHoBJreHo
ycrpaHeHue cy6:serral,lr o6paqeHur J.reKapcrBeHHbrx cpeAcrB uapyurenufi .

O pe3yJ.rbrarax npoBepoK Ha caire Poc:4panua.qsopa (py6ruEra
<,IlexapcrnenHbre cpeAcrBa)>/pa:gen <I4nQoprr,raquoHubre [ucbMa>) exeuecxvno
pa3Mexla,'rur c b nHQopMarl?roHHbre rrLrcbMa.

B cBq3H c noJryqeHHbrMa B orr{erHoM KBapr€ule gKcrreprHhrMr.r

3aKrrloqeHr4rMn <D|BV d4MI]3yAOCM|I> PocsApaBHaA3opa B orHorueHr.rr{
pe3yJrbTaToB SKcnepTI,I3br KarrecTBa JreKapcTBeHHbrx cpeAcTB c rIeToM
rpe6oeanuft, ycraHoBreHHbrx HopMaruBnofi gorylrenraquefi nporaaao4ltteaei
(rraero4ur, pacrreroB, yKa3aHHbrx pacxoAHbrx Marepr{aJroB ff np.), B

Pocs4pannagrop nocrynuro 4 pa:racrenur Muuagpasa Poccuu. B a4pec
cy6rexros o6parqeuua JreKapcrBeHHbrx cpeAcrB HalpaBJreHo 3 o6parqenr.rx
PocsgpanHalsopa o ueo6xoAr.rMocrr4 BHecenrrr npor.r3BoAureJrrMrl JreKapcrBeHHbrx
cpe,4crB (4epNarelrnara perr4crparlr4oHubrx yAocroBepeHr,rft) ugrueseslrft B

HOpMaTT4BHyIO AOKyMeHTarIprlO.

LIHbIX fOCyAapCTBeHHbrX OpfaHOB nO BO[pOCaM. CBr3aHH6rM C OCyrUeCTBJreHr,reM

xogrponlso-uar:opHofr ,aettemnocru
B csqs[ c fiocrynJreur{eM B orqerHoM KBaprane 3KcleprHblx 3aKJIrcqeHI,Ifi

(DfBy (HMII3yAOCM|I) Poc:.4panxa4sopa B orHorrreHr.rr.r pe3ynbraroB
ucnsrraszfi c yqeroM :rpe6oranrai, ycraHoBJreHHbIM nopua'utauofi
AoKyMeHTaur4ei npon:nolure:refi (uerogux, pacqeroB, yKa3aHHhrx pacxoAHbrx
Marepr4anoB r,r np.), PocaapaBHaA3opoM HanpaBJreHo 4 aanpoca Mzns4pae Pocczu.
B o'rqersov KBapraJre or Mnu:4paoa Poccuu noJryqeHo 4 pa:ucrenr.lx o
Heo6xognr,rocrr4 BHeceHr,rr [por.l3BoAHreJrrnu (4epxareJrrMr4 perr{crparlr{oHubrx

o neo6xo4lrvocru BHeceHat
(.uepNarenruu perucrparrr4oHHbrx

AOK)'r\{eHTaUr,rrc.

npor,r3BoAr4TeJrrMr{ JreKapcTBeHHbrx cpeAcTB
yAocroBepeur4fi) asnrenenzfi B HopMarriBnyrc

yAocroBepeHr.rft) u:rraeHeHuft B HopMarr,rBHylo AoKyMerrrarltrrc. B a,4pec cy6serron
o6parqeullr JreKapcrBexHr,rx cpeAcrB Ha[paBJreHo 3 o6parqennx PocgApagHaAsopa

1.3. tpedepantnatil eocydapcmeeuuotft Hadsop e cQepe ofipauqenun
neKapcmteHtotx cpedcme nocpedcmeom cofinpdeuun cy6,oexmo.uu
odpauqeuun neKspcmneHHotx cpedcme ycmaHonneHHbtx mpedoeaauil x

sgauvocsqgu noaoNeHr4fr pa3rrlqHlrx Hop\4arl,IgHrtx npasosux aKTos

yHuqmo ceHuro neKapcm8ewwbw cpeocmg
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Bo 2 reapra.ne 2017 r. rrJraHoM npoBepoK Poc:4paenag:opa [peAycMorpeHo
npoBeaeHr,re l1 nlasonux npoBepoK. (Daxruqecxu opraHrr3oBaHo l2 nporepox,
oAHa r43 Koropbrx B orHorrreHuu OOO <.{xo4ac> r43-3a HeBo3MoxHocrr{
npoBeAeHr.rr nraHosofi npoBepxr4, npeAycMorpeHnoi a lpeepane 2017 roAa, B

cBfl3pl c Qarrlruecxrarra orcyrcrBueM
ynorHoMoqeHHbIx I,rM JrIlu.

Bo 2 xraprare 2077 rola 3aBeprxeHo
1 - nranosa{ npoBepKa OOO <lNo.4ac>,
rperpare 2077 rola z ue 6ura npoBeAeua n yrasaHnufi ueploA B cBt3LI c
(paKTrrqecKr4M orcyrcrBrreM pyKoBoAtlTent opraHI{3aIIHI,I unl4 yrIoJIHoMoqeHHbrx

r4M Jrr4rl, a raKxe 6 n:ranosrrx npoBepoK, Haqarblx n I rnaptare 2017 ro4a, cpox
npoBeAeHr.rs KoropLrx npoAJreH B cBr3r,r c [poBeAeH[eM srcnepru3br oro6paanrrx
oOpasqor JreKapcrBeHHErx cpeAcrB.

OcHoeaHHr rrtr npoge,ueHHr,rx aHenraHogux npogepor ga otqerHrtfi
KBAPT€UI |OAA

BHenlraHoerre npoBepKt,t no AaHHoMy Br,rAy KoHTpoJr{ B orqerHoM KBapraJre

He IIpoBoaI4JIr4Cb.

IIpr.r npoae4eurrr4 npoBepoK co6lroAenrr ycraHoB.,leHHbIe [pIlKa3aMIi cpoKI,I, B roM
rrr.rcre npri r.rx npoAJreHr,rli, Koropoe o6yclonreno npoBeAeHIreM oKcrreprlr3Ll
oro6pauurrx o6parqoa JreKapcrBeHHbrx cpeAcrB.

IOPI4AI,IqECKI.IMI4 TI.IUAMIt, 14HNIIBI4IYAILHbIMI,I NPEAIIP}iHI4MATEI'MI,I

llo pesynlraraM npoBepor< oQopuleuu axrsr. flo r,rroraM [JraHoBbrx
npoBepoK tlo AaHHoMy Br4Ay KoHTpoJrr napyrueuufi o6xsarersHHx rpe6onaxuft ne
BbrrBJu,'rocb u npeAnr{caHrrr He BbrAaBaJrIIcb.

IophAHLlecKH M lz Jr H uaM h He o6Na.noaan acr.
Pesymraru [poBepoK

Bpe,{a ulu yrpo3e flplirvHeHr4r Bpeaa xr,r3Hu I4 3lopoBbrc fpaxnaH
B 1 xeapra,re 2017 r. o6pauleuur rpaxAaH, Kacarcquecr AaHHoro Br4Aa KoHTpoJUr,

He nOCTyna.J'Ix.

UMCHCHI4'

Mepu npoKypopcKoro pear[poBanr,rr B cBr3r.r c HenpaBoMepHbrMr,r
geftcrrurlru Pocs4panuagaopa B orqerHoM KBapraJre He npr,rMeHJrJrr4cb.

essne P
r.rHbrx rocynapcTBeHHbrx opraHoB no BolpocaM. cB.q3aHHbrM c ocyruecTBreHr,reM

3anpocr,r PocsgpanHa4ropa B OpraHbr npoKypaTypbr, r.rH6re

rocyAapcTBeHHbre opraHbr no BorrpocaM, cBr3aHHbrM c ocyuIecTBJreHI,IeM AaHHorO
Br{Aa KOHTpOJU, B OTqeTHOM KBapTaJre He HarrpaBJrrJrr.rcb.

pyKoBoAr4TeJrr opraHr,r3arluu uru

13 nraHoeHx npoBepoK, B ToM qr,rcJre

KOTOptU npeAycMoTpeHa nJraHoM B
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rpe6oBaHr4fi
Hapyruenuruu, Korop;re BbrrBJreHbr lr orpaxeHbr B aKTax npoBepoK,

rrpoBeAeHHbrx eo 2 rnaprale 2017 roAa, qBrrlorcr o6r3arerburre r:pe6oeanux,
3aKperrneHHbre nocraHoB.[eHr4elr llparNrelrc'rsa Poccuficrofi @e4epaqul4 or
03.09.2010 Ns674:
-B aKTax tro yHrrqroxeHuro JreKapcrBeHHbrx cpeAcrB uer cepui.

))
o6.ssarerlHsrx rpe6oeanrifi. yxa3aHHrrx e axrax nposepox
Poc:4paeua.q:oporra Bbr.qauo npeAnncaHr.re o6 ycrpaHeHur,I BbrrBneHHoro
HapyrxeHr.rr o6.ssaremHrrx rpe6onauafi .

BonpocH npuN.reHeuras o6qgareruHHx rpe6ogaHzfi n cncrevHofi
egaa\,rocgrar4 noroNegr,rfi pa3ruqgrrx HopN,rarugnttx nDagoglrx artog
(pag:bscHeHzq Poc:.{pasga.4gopa no eonpocaN4 nHrsrennux Hapyuenl,Ifi

I4MEHEHll-'l Poccuft @e

oot3aTeJIbHbIX TpeooBaHltI,I,l
Pag:sqcHeHfir Pocsgpanua4:opoM B orHorrreHrlr,r o6qgaremggx
peryJrr{pyrculr4x yH14r{ToxeHr,Ie JreKapcrBeHHbrx cpeAcrB, B orqerHoM

rpe6onaulrfi,

HanpaBJrrJrltcb.

PaslqcHeHu.fl . noryqeHnHe Pocg.upasHa.[sopoN4 o'r opraHos nporyparyprr.
I'IHbIX f OCY.IIAPCTBCHHbIX OPTAHOB NO BOIIPOCAM, CB'3AHHbIM C OCYUECTBJIEHI4EM

xornpo,'rr,Ho-Haagoprrofr aeqre,'rrHocru
PasrrcHeHur or opraHoB flpoKyparypbr, r.rHbrx rocyAapcrBeHHblx opraHoB B

KBADTAJIE HE

ornorrreHr,rI,r o6r3arerlHbrx roe6osaHufi.
neKapcTBeHHbIx cpeAcTB, B oTqeTHoM KBapr€rJre

1.4. Qedepanonofi eocydapcmeenaofi nadzop e cQepe o6par4enun
neKspcmoeHHotx cpedcme nocpedcmeou opeaHu3a4uu u npoeedeuun
nposepoK cofnpdenun cyftexmattu o6pau4enw neKapcmseHHbrx
cpedcme ycmaHoeneHHbtx mpe6oeauuil x dor<nuuwrecKu.ryt
uccneooaawun*r neKapcmaeHHbtx cpeocm6, KnuvuqecKum
uccJteo o a aH Unrrt neK pome eHH bU np enop A%OS

Pearftsauuq exeroaHoro n,'rana uposepor rcpri.u4qecKr,rx ruu ri
un.{[guayaruFux npeanpuHu\4ate,lei ga orqerHrtfi rgapra.,'I ro.ua

Bcero sa 2 xnaprar 2017 rom no AaHHoMy Br.rAy HaA3opa Pocsgpaana4sopona
npoBeAeHo l4 nponepor.

Cornacuo exeFo,qnoMy [JraHy KoHTpoJrLHo-HaA3opHbIx rr,reponpuatnfi
Pocs4panHa4:opa, Bo 2 xnapra"ne 2017 roga no AaHHoMy Br{Ay HaA3opa
lpeAycMorpeHo npoBeAeHr.re I I nnaHosbrx Bbre3AHbrx npoBepoK, r43 Koropbrx

Qarruuecru opraHr43oBaHo 11 npoBepoK. Ha roneq orqerHoro fiepuoAa
3aBeprrreHo I I [poBepoK. BK,lroqar 1 nponepry npeAbrAyrrlero orqeraoro
nepr4oAa, 1 nponepxa 6yAer rarepurena e 3 KBapr€ure 2017 rola.

Bo 2 rceaprale 2017 roAa flpoBelenrr 3 sFrenraHoBrre AoKyMeHrapHlre
npoBepKn B paMKax KoHTpolrtr no ucnoJrHenrlro paHee BrrAaHHbrx npe4nI,Icauufi

peryrupFoulr4x yHr4rrToxeHr{e

He nocTynaJrr{.
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Pocrgpaanagsopa. Ocuoaaur.reM AJ'rr npoBeAeHnr Bcex

'BJI'JIOCb 
I{CTeqeHI4e CpOKa IrCnOJrHeHHt ropU.{I4qeCKI,IM

BHenJraHoBbrx IlpoBepo(
JrnrIoM paHee BhrAaHHoro

npeAnr4caur,rq 06 ycrpaueHnr.r HapyueHr{fi o6sgarerusux'rpe6onannfi ,

llprz nporegeHr{n flpoBepox co6lro4enbr ycraHoBJreHnbre [prrKa3aMLI o
lpoBeAeHr4r4 rz Qe4epallutrM 3aKoHoAareJrbcrBoM cpoKr4 rrpoBeAeHr.rr npoBepoK.

IOPI,IAIIqCCKI4MI,I JIITUAMI,I. I{HAIIBI,IAYAJIbHI'IMIT NPE,IINP HI,IMATEJI'MI4

flo pesynr,raraM KoHrpoJrbHo-HaA3opubrx Meponplrrrr,rfi Pocs4paanaA3opa
oQopMreHbi aKT6r rrpoBepor<. Hapyneuuq o6ssare.[rHlx rpe6onanlrfi n panarax

AaHHoro Bv;.a Ha^q3opa ycraHoBneHbr g I I flpoBepeHnbrx MeAI,Iqr,rHcKr4x

opraHr.r3arlurx, ocyulecTBJrrroulnx [poBeAeHxe AoKjrr4H[qecKr{x r,r KJrr.rHr.rqecKl{x

raccregonauu[ JreKapcrBeHHbrx rrpenaparoB AJrr MeAuqrlucKoro flpr4Menenux. flo
pe3ynbraraM KouTpoJrbHo-HaA3opHbrx ueponpuaruft BbrAaHo l1 npegnucaxuft o6
ycrpaHeHr.rrr BbrsBreHubrx napyruenrafi. Peaylrrarrr npoBepoK ropr.IAHqecKLIMLI

JrEuaMr,r He o6Na-nosa,rI,rcr.

Bpeaa nirr4 ylpo3e npr4r{[HeHr4r Bpela xr.{3Hn r.r 3aopoBbro lpax.{aH
Bo 2 ruaprane 2017 rorc paccMorpeHo 4 o6palleur.rr fpaxAau, r,r3 Koropbrx B

2 o6paueur,rrx coAepx€rJrr4cl cBeAeHr4r o Bo3MoxHoM Hapyuen[u o6qgaremurrx
rpe6onanafi n Bo3MoxHoM npr4rrr.rHeHr.rr4 BpeAa xu3HLI Il 3AopoBbro rpaxAau,
yr{acrByloull4x B K:ir4Hr.rqecKr4x r4ccJleAoBaHaxx. Marepuarbr AaHHBIX o6parqenufi
6rrru nepe4aHbr B reppr4ropr.raJrbHbre opraHbl Pocs4panna4aopa AJrr perueur{rr
Bonpoca o ripoBeAeHr4r4 KoHTpor'rr,Ho-HaA3opH6rx rueponpumnft B paMKax

KoMflereurlr4r4 Pocagpaena4sopa. flo oAHoMy o6pa[IeHr4ro Ha KoHerI orrrerHoro
lepr4oAa 6ula npone4eua BHe[JraHoBaJr [poBepKa, HapylreHr.rfi o6qgaremurrx
rpe6onauuft flo pe3ynbraraM npoBepKrr He BbrrBJreHo.

HenpagoN4epHrrMu aefi c'rnr4rvu PocgapaeHaagopa
Mepsr npoKypopcKoro pearnpoBaHr.rr B cBr3r4 c

AeficreusN{u Pocsgpaena4ropa nptr ocyrlecrBJreHr4r.I AaHHoro
oTqeTHoM KBapTaJre He npl4MeHrJrr4cb.

HerrpaBoMepHbrMr,r

Br4Aa HaA3Opa B

3a orqersrrft nepuoA pa:racueuui He rrocrynaJro.

Bo 2 xeapral e 2017 roAa rro AaHHoMy Br.rAy HaA3opa 6burv BburBJreHbr
HapylueHlrq o6.sgare,rri{Hx rpe6orauufi, ycraHoBJreHHbre @e4epaaurrrM 3aKoHoM
or 14.04.2010 J\b 61-03 <06 o6paureur4r4 reKapcrBenrrbrx cpeAcrB) r,r

perraMeHTrzpyrcrlue AerreJrbHocrb MeAr4rIxHcKr,rx oprauusaqufi no:



I. npoee4enraro KJrr.rHr{qecKux trccJreAoBanui .rrexapcrneHubrx flpe[aparoB
Ant MeAI,IIIHHCKOTO np14MeHeHllfl :

- pyKoBoArrreJreM Me,uuqr{Hcr(ofi opraHu3arlrrfi He o6ecleqeHo
cBoeBpeMeHHoe Ha3Har{eHue I,IccJIe,{oBareJr.r/co-ncc:re4onareJlt, nplrHltMaloulero
yrlacTlte B rlpoBeAeH14Il K,IlLIHIrqeC KOf O ICCJIeAOBaHII' ;

- pyKoBoArrreJreM MeAlrullucxofr opranu3aqtrrl B cpoK, He npenrrurarorqr.ri
rpex pa6ovux guefi co AHr Haqara npoBeAeHr4r Krr.rHuqecKoro uccJleAoBaHnt
JreKapcrBeHHoro npelapara AJrr MeAr4ur.rHcKoro npnMeHeHr4r, He o6ecne.Ieno
coo6uleuue o6 :rou B yrroJruoMor{eHHbrft $eAepaJrbubrfi opfau r4c[oJrunrelrnofi
BJracrr,r, au4anruNfr pa3perxeHtre Ha npoBeAeHr4e raKoro uccJreAoBaHr.rr, no
ycraHoBJreHHoft urra Qopue;

- nccJreAoBarereu er,r6pasbr u BKrrrotreHbr B r{ccJreAoBaHr,re [aquegTbl,
KOTOpbre no MeAr4r{HHcKr.rM [oKa3aHr.ttM He MoryT 6rtrr npI,IBJIe.reHbl K rIacTlIKt B

KJrrrHr4qecKoM r4ccJIeAoBaHuI4 JreKapcTBeHHoro flpeflapaTa AJrr MeAI{III4HcKoro
npr4MeHeHr4r.

2. co6nro,qennrc npaB naqrreHToB, yqacrByloullix B KJIHHIfqecKoM

r.rccJreAoBaHurr JreKapcTBeHHoro npenapaTa Ans MeAI,Iq[HcKoro npl4MeHeHr.ur:

- go6poao,rrHoe co rac[e nauueuTa Ha yqacrfie B KJII{HItqecKoM
r{ccJreAoBaHrrn JreKapcTBeHHofo npenapaTa Anr MeAnrlr,rHcKofo npr,rMeHeHr4f, He

6nrro no,qrBepx.qeHo ero noAnr4cbro r4lrvt noAfir.rcblo ero 3aKoHHoro
npeAcraBurerx ua un<f opMarr[oHuoM J]r.rcrKe naqrreHTa, B ToM qr4cre Ha

o6HoBreuHbrx Bepcurx BbrrxeyKa3aHHofo AoKyMeHTa;

- naurzeHT unu ero saKoHulri npe,{craBlrreJrs ne 6ru cBoeBpeMeHHo
nponHQopMr.rpoBaH B rrr4cLMeHHor{ QopMe, B ToM qr,rcJre B cB.rr3r4 c BLIxoAoM
o6nosreHHrrx aepcafi AoKyMeHToB KJrr,rHr4qecKoro rrccJreAoBaHut JleKapcrBexHoro
npenapara Anq MeAI,IquHcKoro nplrMeHeHr.rr, o 6egouacnocru JleKapcrBeHHoro
npenapara Anr Mear4rlxHcKofo nplrMeHeHr{r, ero oxu4aerraofi eQQexrrnenocru r.t

cTeneHr4 pxcKa AJrr [arIHeHTa vlvulu oo ycJroBHrx ) {acTr,rfi [aqrieHTa B

KJII4HI,IqeCKOM r,rCCJIeAOBaHUr4 JTeKapCTBeHHOTO npelapaTa AJIf MeAr,{qxHcKoro
rrpr,rMeHeHr{t.

B xoge KoHrporrbHo-HaA3opHbrx ueponpzrrufi ao 2 reaprale 2017 rola
Poc:gpanua4ropou 6u,ru B6rqBreH6r HapyureHr,rr o6qgareruHHx rpe6osauufi,
ycraHoBrreHHbre (De4epalutrM 3aKoHoM or 21.11.2011I1! 322-A3 <06 ocnoeax
oxpaHbr 3AopoBbr lpaxAaH e PocclricKoi (De.qepaqnu>> B qacrr.r o6rsanaocrefi
rrreAr't quucrofr opraHn3arluri no BeAeHulo rrle4uquncxofi AoKyMeHTaIln?I
laqr{eHToB, yqacTByroulr4x B KJrlrHuqecKoM rrccJleAoBaHrar4.

Bo 2 xnapral e 2017 foAa rro AaHHoMy BlrAy HaA3opa raKxe BburBJreHLr

HapyrueHr,u o6qgaremHrrx rpe6oBaHufi , ycraHoBJreHHhre npr4Ka3oM Muu:gpara
Pocclu.r or 01.04.2016.f{! 200n <06 yr:nepxAeHr{r4 qpaBr.rl uagnexaqefi
xlusuqecxofi [paKTuKu)) (ga-,ree - Ilpanu,ra) B qacux, pe raMeHTr.rpyuUux:

I. 4elre,rtuocru J'IoKanbHoro (nesasracuuoro) grr,rqecKoro KoM[Tera
nreluquucxoI opraur43arIrir.r :
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- $yHxqraonupyrorqufi roxallnni (neranracumufi) eruvecxlrfi KoMLITeT He
co3AaH ru6o orcyrcrByer noATBepxAeH[r ero co3AaHrir Ha ypoBue iueAl.rqnncxofi
opmHr43arlru u/ utu peruouaJrbHoM ypoBHe;

- JloKaJrbHbrfi (Heaanr,rcrarr,nrfi) ernqecrui KoMlrer rre ocyqecrBJurer
,qerTeJrbHocTE B cooTBeTcTBr4H C yTBepXAaeMbIMIt llM CTaHAapTHhrMr.r

onepaquoHHbrMr4 nporleAypaMr.r, B ToM qr,rcJre He noJlHocTbro ocyrqecTBnteT cBolo
AetrerbHocrt, lr't 6o B MeAuur.rHcKoM yrrpexAeHr,r[ He
coorBeTcrByrour4e craHAapTHbre onepautroHHbre nporleAypbr,

pa3paooTaHbr

coAepxarlr{e
rpe6orauur K cocraBy u raa,rudlurcauuu qneHoB, cBeAeHr{s o6 yvpe4rareae,
noprAoK opraHn3auuu npoBeAeHt{q 3aceAaHr.rH KoMr4TeTa, paccMoTpeHut
AOKyMeHTOB A npAHr.Tt 

' nO HllM perueulli;
- noKalrbHbrii (Heaanacurr,rrrfi) sru.recKlrft KoMr4Ter paccMarpr,rBaer I{

lpuHl,rMaeT perxeHl4r Ha ocHoBaHr4r.r HenoJrHofo fiepeqHr AoKyMeHToB
Knr{Hr4qecKrrx zcc,regoranrlft , ycraHoBireHHoro flpanulalrv ;

- JroKa-[bHbrfi (ne:arr.rcr,rulrfi) oru.{ecxufi KoMI4Ter He coo6ulaer B

IIIICbMeHHOM BI,IAe 14CCJIeAOBaTeJIIO, OpraHI,I3aTopy KJII4HI'IqeCKOrO I4CCneAOBaHIi' O

cBoux pelxeHuJlx, Kacalouluxc.s KIHHHqecKofo [ccJIeAoBaHI,It, Ii [pHrII,IHax
npI,IHrrI4r peureuufi B coorBercrBr4r4 c yrBepxAeHHErM r.rM noprAKoM;

- JroKa,rrbHbrfi (uetannculrnfi) sruqecxufi KoMrrrer He o6ecne.rrrsaer
xpaHeHr.re AoKyMeHToB, cBr3aHHbrx C [pOBeAeHr,reM K.t-IltHr{qecKoro r4ccJleAoBaHr,rr,
B TOM rII,tCJIe B TeqeHUe TpeX neT nocne 3aBepUeHI4t KJII4HI4IIeCKO|O IICCJIeAOBaHI'.

2. opraHrz:aqnro pa6oru uccJreAoBareJrr:

- B XOAe npoBeAeHr{lr ' KJll4HrjrtecKoro uccJIeAoBaHI4t oTBeTcTBeHHbIM
uccJreAoBarenev/.,ureHaN4r.t ncclre,qoBareJrlcxofi xouan4bl He 06ecleqeHo noJIHoe I4

AOCTOBepHOe BeAeHI4e AOKyMeHTOB KJII4HI,IqeCKO|O I{CCJIeAOBaHLI', BKJIIOqat
3a vcu ua 6yuaxnux, grerTpoHHbrx lr r.rHbrx Hocr4TeJr.fix, Koropbre ofllrcbrB€uor
MeTOAbr, OpraHr.r3aur.tIo u \urw) pe3yJrbTaTbr KJ[4HI{r{ecKoro uccJreAoBaHI,It.

B rleJrrx npeAynpeirqeHirs uapyurenr.rfi rcpuAr.rirecKr,rMr{ Jrrr rlaMr{
o6sgarelrnrrx rpe6onauuft, ycrpaHeHur npnqrzH, $axropoa u ycttozuit,
cnoco6crnyroqrzx HapyueHvqNa o6qgareJrbHbrx rpe6oeanlrf Pocrgpannagsop
ocyulecrBnrer Meponprrrrr,rr no npo$r.rraKTr4Ke HapyrxeHr.rft o6searemHrx
rpe6oeaurafi B coorBercrBrrr4 c exeroAHo yrBepxAaeMoft nporparr,rnaoft
npoQr4raKTr,rKv uapyureHufr .

B qenrx npoQulaxruxu uapyweuuit o6sgarelrslrx rpe6onanzfi
Pocsgparua.qsopov ro AaHHoMy graAy KoHrpoJrr ocyqecrBnrerct
un$opnupoeaHue rop[Ar.rqecKrrx Jrr4rl no Bo[pocaM co6ffo4eurzr o6s3areruHrrx
rpe6onaurzft KoHoepeHrlurx u

nplrMeHeHr4r, c o6cyNgeuueM Tv nr,rr{Hbrx uapyrueurafi, BbrrBJlqeMbrx B xoAe

ceMuHapax,
KJII.THI,IqECK14X

nocpeAcTBoM opraHu3arlrru u yl{acTug B

nocBrul€HHbrM BonpocaM [poBeAeHr4ro
racclegoranufr neKapcrBeHHbrx npenaparoB

IO(NIIHHqECKI,IX U

AJrr MeII{Ur{HCKOTO

[poBeAeHa{ [poBepoK. Ha o$uqua$nov cafire Pocr4paaua4sopa exeKBapr€urbrro
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pa3MerlaroTcq cBeAeHur o pe3yJrbrarax npoBeAeHHbrx KoHTporbHo-Ha,{3opHbrx
Meponpuqrui.

[ono,rnurellHo, B orqerHoM KBapraJIe Pocsgpanna4:opoM, B cBr3r{ c
Poccau, cBr,rAereJrbcrByroqr{x onocrynJreHr4eM cnegeHuf or Muuegpaea

[px3HaKax napyruenufi o6s:ate,'rHHx
peruouallbHofo (ueranucurraoro) ornvecroro

rpe6oaauuft B Ae.rrreJrbuocrrl
KoMr.rrera, co3,{agHofo Ha 6ase

Iopr4,quqecKoro Jrzua z Qyuxqu our4pyrou{ero Ha ypoBue MeAr4rlr.rucKr{x
opraHlt3arlufi rocyAapcraeunoi cacreMbr 3,4paBooxpaueHut
Poccaftcxofi @eAeparlr.ru, AaHHoMy roprzAuqecKoMy nra{y 6uno

cy6rerra

npeAocrepexeHne o HeAoflycrrlMocrr.r HapyueHr4r o6sgarelrnux r:pe6onauufi c
npeAJroxeHueM npr.rHrrL Mepbr no o6ecneqenuro co6lro4enux o6qgarerurrtx
rpe6onaulrfi 3aKoHoAareJrr,crBa, u yBeAoMurb o6 arov B ycraHoBJreHHoM flopf,AKe
Pocsgpaena.qaop.

L5 Qedepanouotfr aocydapcmeenuotit Had3op e cQepe o6par4enw
neKapcmteHHbtx cpe0cm6 nocpe0cm6oM opzqtrr3atluu u npoeedenux
Qapnaxouadsopa
Pearzgauax eNero.{noro nrana npoeepox ropu.ullqecxFx rr4[ r.r

He npxiraeHqetcq

He npaneulercx

pelyrsrarair,t, s roN4 qucre eonpocn o6NaroeaHnq pegyrttaros npogepor
IOpUIET'reCKr4MX rr.rUaMZ, r,rH.[UBrz.4yarbHbrMr.r npe.{[pr4HI,IMaTerrMr.r

OOb'BJIEHO

He npuueHrerca

BpeAa r4!'rH yfpo3e npr4rruHeHur Bpeaa xr43Hr4 I4 3,{opoBbro fpaxnaH
Bo 2 xaaprane20lT r. paccMorpeHo 24 o6pauleHur tpoKAaH, us xoroprx 8

o6pauleurzfi coAepx€urr4 cBeAeHzr o Bo3MoxHoM Hapy[reHr{r4 o6tgatelrnrx
rpe6osanufi H Bo3MoxHoM rtpurrr4HeHlru Bpe.qa xlr3Hll I,I 3AopoBbro lpaxAaHuH.
IIo perynrrary paccMorpeHur AaHHbrx o6paulenzft cAeJrano cJreAyroqee:

- a I cryuae no r,rH$oplraqr{r4 nocryrnrsuefi or 3arBr,rreJrr opraur43oBaua
3KcnepTr43a KaqecTBa cepHr.r JreKapcTBeHHofo npenapaTa;
e 4 cryrrarx o6parqenae HanpaBneHo B Teppr,rropr,r€urrnbre opraHbr
Poca4paeuagsopa Anr perxeHr.rq Bonpoca o npoBeAeHur.r KoHTponbno-
HaA3opHblx uepoupnmufi B paMKax KoMnerenrlr,rr4 PocsapasnaAsopa;
s 2 cJryqarx 3a.rrBureflb onr4cbrBaer cnTyaqrrrc nx4raaagyanrnofi
He[epeHocuMocTr4 JreKapcTBeHHOfO npenapaTa, BbIIIucaHHoro IIo
MexAyHapoAHoMy HerrareHToBaHHoMy Har.rMeuoBaHr.rro, c npocr6ofi
BbrnucbrBaHxq flpenapaTa no onpeAeJreHHoMy TOpfOBOMy HaI{MeEOBaHLIIO, B

cBr3r,r c qeM 3a{Br.rTeJ'rro AaHbr pa36rcHeHrrr 3aKoHoAaTerrbcTBa no [oprAKy
Bbrnr.rc6rBaHr4r IrpenapaToB no ToproBoMy HaI4MeHOBaHr{rO;
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y 3aflB}jTenfl 3anpolueHa AoIIoJIH[TeJIbHtU

Anr paccMoTpeHr,rr Boflpoca npoBeAeHl4s

Heo6XoAI,IMafl

KOHTpOnbHO-

ynpaBJreHr4t

HaA3opHErx Meponpmrlrft Poc:4panna4:opona;

- B I cnyuae o6pauleHue HanpaBJreHo B oprau
3ApaBooxpaHeuueu cy6rexroB Oe,qepaqut,t B qeJrrx o6ecfieqeHr.rr fpaxAaH
HeooxoArlMbrMr4 npe[apaTaMu ;

- B I cnyqae nocrynr.rJra uuQopruauiaa o eosN{oxHofi HexeJrareJrbHoft peaxqulr
tr3 MeAr.rrlr4HcKor,r

Aarorraaru:upoBaHHyro
opfaHa3aur4r{, KOTOpar ObrJra BHeceHa B

r,rn$oprraaquonnyro cucreMy Pocsgpanxa4ropa,
npOaHilJIII3LIpOBaHa II I4CnOJIb3yeTCt B XOAe OIIeHKI4 COOTHOIIIeHLIT nOJIb3bI 14

pHcKa npx npHMeHeHrzlr neKapcTBeHHofo cpeAcTBa;

He npurr.renxetcr
cHeHur. n

HHbrx focy,{apcTBeHHblx optaHoB no BoIIpocaM. cBt3aHHhIM c ocyIuecTBJIeHI4eM

xoHrpo,rrno-na,{gopnof neqrersHocrn ( g cr]'.{ae r4x Har u.r[q)
3a or.rerHHfi nepuoA pa:ucueulrft He flocryrraJro.

B cessu c orcyrcrBr,reM npoBepoK cy6lexron o6panleHar neKapcrBeHHrrx
cpe,qcrB no AaHHoMy BxAy KoHTpoJrr, AaHHbre o npaBonpr,rMeullTeJrbHof [paKTrlKe
co6ruoAenuq o6sgaremnrrx rpe6onanr.ri rpr4 ocyqecrBJreHr,rr rf aprr.raronageopa
oTcvrcrBvlor.

2. eobopoauufi xonmpono Kaqecmsa neKapcmaeHnux cpedcms
Pearugauu.q exerorHoro nraua npogepox rcpli,[uqec4l4x rnrl u

unaunuayamnHx npernpzHnNra'rerefi ga orqerHHfi rcgaptar rora
Bsr6opounrrft KoHTpoJrb KaqecrBa,'reKapcrBeHHbrx cpeAcrB B coorBercrBulr

c npr,rra3oM Poc:4paanag:opa or 07.08.2015 Ne 5539 BKrrroqaer s ce6x:
l) o6pa6orry cne4enr.rft, B o6r3arerbHoM roprAKe npeAocraBnreMhrx

cy6rerraruu o6parqeHur JreKapcrBeHHbrx cpeAcrB, o cepr{rx, [aprr{rx
JreKapcrBeHHbrx cpeAcrB, rrocrynapulux B fpaxAaHcKr,rft o6opor e Poccuficrofi
(De4epaqr,rra;

2) or6op o6pasuoa rreKapcrBeHHbrx cpeAcrB y cy6lerroa o6pa[IeHus
JreKapcTBeHHbrx cpeAcTB B rleJrsx npoBeAeHrrr ucnbrTaHr,rri Ha cooTBeTcTBr,Ie

rpe6onauzrlr uoprraaruruofi AoKyMeHTarIuu;
3) npunxrue no pe3yJrbraraM npoBeAeHHbrx Hcfl;rranufi peurexu.r o

4a.nruefrrueu rpax.qaHcKoM o6opore coorBercrByroqero nerapcrBeHnoro
cpeAcrBa;

4) nprzn.arrae yn o!'rHoMoqeHHurv $egepanbuLrM opraHov racnolsurenrnofi
BJracrr4 perrleHur o nepeBoAe JreKapcrBeHHofo cpeAcrBa ua nocepufiurtfi
err6opo.rnsrfi KoHTpoJrb KaqecrBa JreKapcrBeHnblx cpeAcrB B cn)^{ae [oBTopHoro
BbrrBJreHr4t HecooTBeTcTBr.rr KarrecTBa IeKapcTBeHHoro cpeAcTBa ycTaHoBJreHHbIM
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KBapTan foaa
Ha AaHHrrfi BI4A

TpeooBaHurM n (npu HeooxoAr{Mocrr4l o npoBepKe cyoseKTa oopauleHl1t
JreKapcTBeHHbrx cpeAcTB.

3a 2 reapran 2017 rom e PocsgpaeuaA3op or 405 opranusaquft nocrynr.rnu
cBeAeHur o Bbr[ycKe B rpaxAaHcKr.{ft o6opor 60641 roproaoro uaultesogasufi
reKapcTBeHHbrx cpeAcTB.

3a or.rerHrrfi KBapraJr Poc:4panuagroponr:
-npoBeAeH o"r6op 2291 o6parua ,reKapcrBeHHbrx cpeAcrB,
-npr,rurro 73 perueuua o6 usrsrLrll pr yur4rrroxeuuu 39 ToproBbrx
Har{MeHoBagr{i,t 67 cepuit ne4o6poxavecrBeHHbrx JreKapcrBeHHhrx cpeAcrB,
-ua nocepufinufi au6opovHsrfi r<ourporu [epeBeAeHo 10 nauNrexosaHlrfi
JreKapcTBeHHbrx cpeAcTB
-cHrro c nocepufinoro
JreKapcTBeHHbrx cpeAcrB.
OcHosaHHg r,Tq npose,reHHltx nHenraHogstx npogepor ga orqerHHfi

ru6opounoro KoHTpoJrr 16 nalrrr,renosaur.rfi

KOHTpOnT He pacflpocTpaHtloTc{ noJloxeHr{t
@e4epa,uuoro 3aKoHa or 26 4era6ps 2008 roAa I{b 294-@3, B cBr3r.r c err.rM

BHenJraHoBbre npoBepKr4 B oTqeTHoM KBapT€ure He npoBoAr{Jrr.lcb.

Ha ocHoBaHr.rr{ nyHKTa 14 lloprgxa ocyulecrBneulrt BhIooDorIHoro
KOHTpOnt KaqecTBa JreKapcTBeHH[,rx cpeAcTB Ant MeAr.rqr,rHcKoro [pr.IMeHeHru,
yrBepxAenHoro rpr4Ka3oM Pocsgpaaua4aopa or 07.08.2015 l\b 5539, B cBf,3r,r c
[oryr{eHneM o6paqenrafi rpaxAaH, Kacauquxcr Bo3MoxHLrx otrrouen[fi s
KaqecTBe IeKapcTBeHHLIx CpeACTB 14 BO3HIIKHOBeHLIeM yIpO3bI IIplIqI4HeHI4t BpeAa
x!r3Hr4, 3AopoBbro lpaxAaH Pocs4paana,qropoM Bo 2 rceap'rane 2017 r. o$oprraneno
9 zarasuit Ha rrpoBeAeHr4e nu6opouuoro KoHTpoJrr KairecrBa e oruoureHl{tl 18

roproBbrx Har,rMeuoBaHrfi 30 ceprafi neKapcrBeHHhrx cpeAcrB. flo Aaxnrrv
3aAaHurM no 2 raapral e 2017 r. npoBeAen or6op l0 o6pasqon JreKapcrBeutLrx
cpeAcrB rl loryr{eHbr rroJroxr,rreJrbHbre oKcfleprHbre 3aKJrroqeulrfi rto 4-M o6pa3rlaM
JreKapcrBexHbrx npefiaparoB. Kponae roro, Bo 2 reaprale 2017 r. npone4eu or6op
I I roprorux HauMeHoBaHr.rit l7 cepufi. JreKapcrBeHubrx cpeAcrB no 6 ta4auunrl,
cQoprraupoaauHbrM B I xraprane 2017 rola, n nolyveuol l noloxllrelrntx
3aK,'toqeHr4[ o KalrecrBe AaHHbrx [penaparoB.

Co6,rrcaeHae cpoxos npoaeaexFlurx nponeporc
Ha Aassuft Br4A KoHTpoJu He paclpocTpaHrroTcr [oJroxeHr,rt

@e4epa:ruoro 3aKoHa or 26 aera6ps 2008 roaa Ns 294-@3.
B csqsu c Morr4Br4poBaHHbrMrr o6ocHoBaHr,rqMr.r excneptnoi opmHlr3aur,rr4,

Ha 6a3e xoropoi flpoBoArrcr I{clblTaHr4r JreKapcrBeHHblx cpeAcrB, u c yqeroM
uoroNeuufi nyuxra 26 llopa4r<a ocy[IecrBJreHur Bbr6opoqHoro KoHTpoJUr
KaqecTBa IeKapcTBeHHbrx cpeAcTB Anq MeAI,II{I4HCKOIO npl,IMeneH t,
yrBepxAeHHoro npr,rKa3oM Pocs4paena4sopa or 07.08.2015 i\b 5539,
Poc:4pamagaopoM 3a orqernrril KBapraJr npoAJreubr na 30 4uefi cpoxu
npoBeAeHr,rr zcnrrrasui no 7 saraunqv sa 12 o6pa:qoB reKapcrBeHubrx cpeAcrB.



22

rOPI,I.{I,IqCCK14MH NI4UAM14.'I,IHII,IBI4I:r'AIbHhIMI.1 IIPENNPI,THI,IMATEI,MI,I
Ha Aausufi Br4A KoHTpoJrs He pacnpocrpaHrrorcr rroJroxeHr.rr @egepamxoro
3aKoHa or 26 pexa6pt 2008 roaa Ns 294-@3.

llo pery*raraM npoBeAeHHbrx r4cnbrranr,rfi o6pa:r1oB Jre*apcrBeHHbrx
cpeAcrB, oroopaHHbrx B rleJrrx elrOopouuoro KoHTpon, KaqecTBa, B

gKCIIepTHhIe

3KCIIepTHbrx

Poca4paenagaop nocryrraror noJroxr.rreJrbHbre I'I OTPI{IIATEJILHbIE
3AKIIOqEHHq.

3a or.rerxrrfi nepr4oA n pocrgparHa43op rrocryluno 30g2
3aKJrIOqeHr4r no pe3ynbrarau nrr60pounoro KoHTpOJIT KaqecrBa JleKapcrBeHHhrx
cpeAcrB.

flo peaynrraraM rrcnbrraHrri no4rrepx4eHo coorBercrBl,re ycragoBJreuubrM
rpe6onauuxu K KaqecrBy 3000 o6pasuoB JreKapcrBeHHbrx cpeAcrB.

B csqg[ c noryr{eHueM :ar:toqeuuft excnepruofi opranrr3alluu o
HECOOTBCTCTBIZI,I JIEKAPCTBCHHI,IX CPCACTB YCTAHOBJIEHUUU TPE6OAAHI,I'IM K I,IX
KaqecrBy Pocs4paaua4aopoM npr,rHrro 73 perueHrz-r o6 uz.nsruu u yHriqroxeH[r4
39 roprorux Har4MeHoBaHr.r it 67 cepuit nego6poxauecrBeHHbrx JreKapcrBerrgbrx
cpe,{crB, B ToM qric,qe 35 pelrenxfi B orHorueHr,rE Jre(apcrBeHHbl* 

"p"4aau,HopMarHBHar .qoKyMeHTaultr Ha Koroplre (yrasaunrre Mero.quKl{, pacqerbr,
pacxoAHbre Marepu aJrbr u np.) rpe6yer no 3aKJrlor{eHvro MnnsApasa poccuu
BHeceHr4r l.r:neneuufi, H [por,r3BoAr4TerrM JreKapcrBeHHblx cpeAcrB
(opranra:aqurM' ocyurecrBrqroulr.{M $ynrcqr.rr uHocrpaHHbrx upoutno4urenefi
JreKapcrBeH'brx cpeAcrn) Pocs4panna4sopolr HanpaBJreHbr [peA[rrcaHr,rfi o
lpeAcraBJreHr.rll AJrr couacoBaHr,rr upofpaMu lreponpuxruft .

B csssu c noBTopHbrM BbItBJreHr.reM HecoorBercrB[q reKapcrBeHHhlx
cpeAcrB ycraHoBre'HbrM rpe60eaHuau K r4X KairecrBy Ha nocepltfiurrft
au6opovnufi KoHTpoJrL nepeBeAeHo 10 nafiMeHosanufi lexapcra"t""o 

"paAar".B cns:u c BbrqBneHr4eri so 2 KBapra,re z0r7 r. *r'eao6poravecrBeHHbrx
NCKAPCTBEHHbIX CPEACTB IIPOII3BOAI,ITEJIAVU (OPrArrNS AI\U MI|, OCYUICCTBN'IOUII,IMI4
<pynxqza r'rHocrpaHH'rx npournogr.rrerefi reKapcrBeHHbrx cpe4crn)
r'rHr4rlr{}lpoBaHbr or3brB 15 ropronrrx HauMeHoBaHr.ria 25 cepuit na*upar"err"r*
cpeAcrB.

-_ -B 
cBr3a c nocrynJreHr4eM B orrrerHoM KBapTaJre gKcnepr'brx sarurrc.re',,ft@fBy (I,lMIl3yAOCMlI) poctgpanuaqaopa B orHorueHr4r.r pe3yrrbraroB

zcnrrrauafi 3 roproe'x Har{MeHoBa'r4it 3 cepuit JreKapcrBeHHbr* apaaar" ayqeroM ycraHoBJreH'brx rpe6onauufi uoprraaruruoi goryrrliuraqaefi
nporr3Bo,qr4reJrefi (vero4rx, pacqeroB, yK,BaHHbrx pacxoA'Lrx nrarepuanon ra np.)Pocr4paeHagropolr HaflpaB*n'ocb 3aflpocbr o neo6xo4urr.rociu BHeceHr{,
rasN{eneHui B HopMarHBHyro AoKyMeHTarIu}o rrpouseo4urelefi (gepxarenefi
perr4crparlptoHHbrx yAocroBepeuzfi) n Man:gpaa poccr.ra. parrrcnenus uo
yKa3aHHbrM BonpocaM or Maua4pan a poccuu r poca4pa*ra4sop no 2 KBapraure Ee
rrocTynaJIu.
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B csssr4 c nocrynJleHreM 3KcneprHr,Ix 3aK,qrcqeH'fi e ornoutenun 6
ToproBbrx HaHMeHoBaHrzit 9 cepuit o HeBo3MoxHocrr,r flpoBecru rrcflbrral.I fl rt3-3a
HeBOCnpoI43BoAI{MOCTl4 MeToAI4K, paCqeTOB, OTCyTCTBr,rq KOMMepTIeCKI/IX
npe4loxeunfr no craHAaprHrrlr o6pa:qalr u pacxoAHbrM Mareplr€uraM 14 [p.,
npeAycMorpeuHLrx HopruarueHofi 4orynaenraqzefi,
Ha[paBJreHo 6 :anpocoe n Muu:gpan pocczu.

Poca4parna4sopou

B csrrgfi c fioryr{eHueM o6paqenzft rpaxAaH, Kacaroullxc, Bo3MoxHbrx
OTTIOUEUAfi B KAqCCTBE IICKAPCTBEHHbIX CPEACTB I.I BO3HI,IKHOBEHI{E YIPO3bI

pv.{uHeHldt BpeAa xn3Hlr, 3AopoBbro fpaxAaH Ha ocHoBaHr4r{ nyHKTa 14 ropr4xa
ocy4ecrBneHr4r nu60povuofo KoHTpOJIT KaqeCTBa JreKapcrBeHHbrx CpeAcrB An'
MeArrrlr4HcKoro npr4MeHeHr.rr, yrBepxAeHHOrO [pEKa3oM poca4pannagsopa or
07.08.2015 Ns 5539, Poca.qpanua4ropoM Bo 2 xeaprzure 2017 r.b6op*n."o 9
zalaaufi Ha [poBeAeHrre nrr60po.iuofo KoHTpoJlr KaqecrBa s orHoureHur,r lg
TOPTOBI,IX HAI,IMEHOBAHI,Ifi 3O CEPTAfi JIEKAPCTBCHHbIX CPEACTB. fIO 4AHXrrU
3aAaHHqM eo 2 xraprale 2017 r. npoBeAeH or60p 10 06pa:qon JreKapcrBeHrGrx
cpeAcrB 14 flonyrreHr,r noJroxr4 TerlbHble 3KcneprHlre 3aKrroqeHr4r no 4-M o6pasuaM
JreKapcrBeHHbrx npenaparoB. Kpone roro, Bo 2 xaaprare 2017 r. npore4en or60p
1 1 ropronrrx HarrMeHoBaHr,r i.r 17 cepui,t JreKapcrBeHHbrx cpeAcrB no 6 raganuxlt,
csoprrauponanHLrM B 1 xaaprane 2017 roga, u noryvenoll noroxvrearsux
:axlroqenui o KaqecrBe .IIaHHIIX rrDenanaroB

Mepu npoxypopcKo.o pear[poBaHr.rr B cBr3r.r c HerrpaBoMepnuuu 4eicrnux*u
Pocr4paeuagropa B orqeruoM KBapraJre He rrpr.IMeHrJrr4cb.

B csqsu c flocrytrJ'reHr.reM B orqer'oM KBapraJre oKcrlepr'brx saKnlo.Ie'n,fi(DfFy (I,IN4IISyAOCMIb pocsgpaeuagsopa I orHorrreHr{rr p$yrrbraroB
racnrrrauufi 3 roproerx Har,rMe'oBaHvit 3 cepuit reKapcrBeHHhr* apaaar" a
rreToM ycTaHoBJIeHHbrx rpe6onaHzfi uopnaaruaHofi 4oryuenraquefi
npoa3Borr4renefi (uero4ur<, pacr{eroB, yKa3aHHbrx pacxoAHbrx rr,rarepllanon u np.)
Pocs4paeuag:opom HanpaBnrJrr.rcb 3anpocbr o neo6xo4uuociu B'eceHur
ugneHeuui B HopMarr'rBHyro AoKyMeHrarlurc flpo]rseogu:rerefi (Aepxarenet
pemcrpaqr'roHHbrx yAocroBepeHrafi) n Muua4pae poccrau. pa.:rrcuenux uo
yKa3aHHbrM BO[pOcaM or Manr,4pana poccuu e pocs4paaNa4sop no 2 KBaprure
He [ocry[€urr.r r.r B aApec cy6r,exror o6parqeuua neKapcrBeuHbrx cpeAcrB He
HanpaBJlrJrUCb.

B cgssr4 c nocrynJreHr.reM gKcleprHbrx 3aKJrroqen[fr g otnourenr,ru 6
TOP|OBbIX HAHMEHOBAHH;T 9 CEPU6I O HCBO3MOXHOCTI,I IIPOBCCTI4 HCNBITAHIi'I I,I3-3A
HeBocnpoI43BoAI4MocrH MeroAuK, pacqeroB, orcyrcrBr4rl KoMMepqecKI4x

AaHHbrx npeflapaToB.
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IIPC.qJIOXCHIIi NO CTAHAAPTHbIM O6PA3IIAM II PACXOAHbIM MATEPAEUIAM }r NP.,
flpeAycMorpeHHbrx HOpMaTr.rBHOi AOKyMeHTaT{Uefi, Pocegpanaa4eopou
HanpaBJieHo 6 ranpocon a MuusApan Poccuu.

llolyvenuue Pocagpaeua.q:opou 10 pa:rrcnenufi, Kacaroulr4xc,
uopua'rnouofi AoKyMeHTarILr v Arrfl, BHeceHr,rr lrgN{eHeHafi B HopMarI{BHyro
AOKYMCHTAIII4IO npou:no4urelefi (Aepxare.nefi per!rcrparlr{oHHbrx
yAocroBepeHr.ri) HanpanneHu PocaApaauaA3opoM B agpec cy6texron o6parrlenu.a
JreKapcTBeHHbrx cpeAcTB.

B xo.qe ocyurecrBJreH,r noJrHoMoqr{fi no rrr6opov'oMy r(o'Tponro KaqecrBa
JreKapcrBeHHbrx cpeAcrB o$oprtanenrae aKroB [poBepoK He [peAycMarpr.rBaercr.
Pesyrrraru ucnrrraszfi JreKapcrBeHHbIX cpeAcrB B paMKax nu6opovnoro
KOHTPOJI' KAqCCTBA JIEKAPCTBCHHbIX CPCACTB OQOPUTTXTOTCE B BI,IAE SKCIIEPTHbIX
:arlroqesufi . 3xcneprnofi opraHuraquefi nocrynarcqve o6pa:qu JreKapcrBeHHbrx
cpeAcrB npoBeprrorcr Ha coorBercru.re rpe60nanrzxrra $apuaxoneftnHlt crarbrM
(focygapcreeuuar Saprr,raxoneq Poccuficxofi @e4epaquu) u s cJryqae orcyrcrBr4s
Sapiraaxonefinux crarei - Ha coorBercrBr.re rpe6oaaxuxu nopir,rarunuofi
AoKyMeHTarIlrn npouseo4urelefi .

Hoplaarlrnuaa AoKyMeHTarIur, no roropoft neKapcrBeHuoe cpeAcrBo
rrpoBeprr'rocb IIpn B6r[ycKe B rpaxAaHcK]lfi o6OpOr yKa3brBaercq B AeKJlaparlrrrrx o
coorBercrBr,fl.r (cepruQuxarax coorBercrBut) - ltt'^ neKapcrBeHHbIX UpenaparoB
AJrr MeAr,rqr4 HcKoro npr.rMeHeHlu, B nporoKonax alJaJtv3a (ucurtranufi; ull{
nacnoprax npolr3BoAr.rreJrerT lexapcrseHHbrx cpeAcrB - g.nr $aprraarleBTl,HecKlrx
cy6cranqufi.

BrrsereHnHe no 2 xeapra,r e 2017 r. HecoorBercrBr,rr ycrauoBJreHHhrM
TpeooBaHr,rrM K KalrecrBy no rroKa3areJrru (no Korr4irecrBy cepufi) pafixr.rpyrorcs
cJreAyroulr{M o6pasolr: Kora.lecreeHHoe olpeAeJrenue - 30,9%o; ynaxosxa _

15,9%; Oguopognocrb lo3r,rpoBaHur - ll,3yo,
flocroponuue npuMecr{ - 8,7%; OnncaHne - 5,lo/o:
pacrBopeHr,re - 3,1%o; rpotrue rroKa3areJrr{ (o6rquft 6erox, I{neruocrb pacrBopa,
Pacnagaeuocrt ra ap.) - 10,806.

B xo4e ocyurecrBJreHr4r florHoMorrr4fi no nrr6opouHoMy KouTponro KaqecrBa
reKapcrBeHHbrx cpeAcrB osopvreurae ar(roB npoBepoK He npeAycMarpr.rBaercq.
Peryrrraru ucnrrrauuft JreKapcrBeH'brx cpeAcrB B paMKax au6lpovnoro
KOHTPOJI' KAqCCTBA JIEKAPCTBCHHEIX CPCACTB OSOPUITTOTCT B BI'IAE 9KCIEPTHbIX
garclnqeHufi.

B csrsu c [oJrf{eHv eM garlroqenufi excnepruofi opraHr,r3arllur o
HECOOTBETCTBI,ITI JICKAPCTBEHHbIX CPEACTB YCTAHOBJIEHUUTTA TPE6OTAHI,I'M K I,IX
Kar{ecrBy Pocr4panaag:opoM npnHrro 73 peurena s o6 ugrsruu 14 yHnqroxeHr.ru
39 ropronrrx HauMeHoBaHrrit 67 cepui,t Hego6poxavecrBeHHbrx neKapcrBeHHbrx
cpeAcrB, B roM qficJre 3 5 peruenr.rfi B orHorrreHr,fi\ neKapcrBeHHbrx cpeAcrB,

Mapruponra-
floa.rrusnocrr

r0,3%;o,

- 4,1oh;
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HOpMaTnBHar AOKyMeHTaUn{ Ha KOTOpbre (yKa3aHHbIe MeTOAr,rKI4, paoqeTbl,
pacxoAHbre Mareprr€rJrbr H [p.) Tpe6yer rro 3aKJrroqeHr.rro Mrns4pana Poccr,rr.r

BHeceHr.rr usvexenufr, u npor.t3BoAr4TeJrrM JreKapcrBeHHbrx cpeAcrB
(opraura:aquaM, ocyrqecrBJrrrorrlnM Syuxqrzr,r r,ruocrpaHubrx npozsao4urelefi
JreKapcrBeHHbrx cpegcrn) Pocr,upanna4sopov Ha[paBJreHbr flpeArrr{casurr o
npeAcTaBJreHur.r Arq conracoBaHr4r npofpaMtr naepoupr,urui.

B cesslt c [oBTopHbrM BbrrBJreHr.reM HecoorBercrBlIr JreKapcrBenHbrx
cpeAcrB ycraHoBJreHHbrM rpe6onauuru K r4x Kar{ecrBy Ha IIocepuuHLIl.I
nu6opo.rHtrfi KoHrpoJrb nepeBeiqeHo l0 HalrNleHoeanrafi lerapcrneHHbrx cpeAcrB.
llnQopuaurzr o npnHrrbrx perxeHurx pa3MerleHa Ha cai:re PosApasHa"qsopa
(py6pur<a <JlexapcrnenHbre cpeAcrBa)/pa:4en <I4HQopuaqlrounrre nucrnaa>>).

B cgqsu c BbrrBJIeHr4eu nego6poxa.recrBenHbrx JleKapcrBeuHbrx cpeAcrB
npor43BoAareranru (oprau lrs arJr4av,t4, ocyrlecrBrqrorqurrar.r SynxqHv I,rHocrpaHHblx
rpor,r3BoAr.rrenefi lexapcreeHHbrx cpeAcrB) no 2 raapran e 2017 r. r.rHtrrl[lrpoBaH
or3brB 15 'roproaux HalrMeuoBaHlrit 25 cepuit JreKapcrBeunrrx cpeAcrB, B ToM
qucre oAo (cr4HTe3 - 2 roproasrx Har{MeHoBanufi 5 cepuir JreKapcrBeHrrbrx
cpeAcrB, OOO <froanue rexHoJrorr.rr4 r,r MapKerlrnr)> - 2 ropionux HararueHosaxufi
4 cepuh neKapcrBeHHbrx cpelcrB) o Koropbrx unQopuaqr,rx pa3MerrleHa Ha cafire
Por4paeHa4ropa (py6pura <JIerapcrseHHbre cpe4crao/pas4en
<I,luQopvaqr-roHHrre nucttra>).

PeureHuq Poctgpaena4sopa o npeKparqeHr,ltr o6paqeura.u
ue4o6poravecrBeHnbrx reKapcrBeHHbrx cpeAcrB ony6rlrrouanrr Ha caftre
Pocs4paeua4:opa (py6paxa <Jlexapcreeanrre cpeAcrBa)/pa3AeJI
<l4n$oplraqlroHurre nncrua>).

3rcneprHoft opraHu:aqueft B paMKax nrr6opounoro KouTponr KaqecrBa
nocrynaloxlr4e o6pa:qu lreKapcrBeHHbrx cpeAcrB npoBeprrorc{ Ha coorBercrBr,re
rpeooBaHr4rM Qapuaronefixrrna crarb{M (f ocy4apcrneunan $apnaaronea
Poccr,ftcxoi @egepaqna) 14 B cryqae orcyrcrBr4r (fapvaxonefinrx crarefi - ua
coorBercrBue rpe60aaHrarv uopvarnruofi ,qor(yMeHTaqI4U npou:ao.qltreleft.

Hoplrarunnax AoKyMeHTarrur, flo roropoft JreKapcrBeHuoe cpeAcrBo
rrpoBep{Jlocb npr4 BbrrrycKe B fpaxAaHcKrrfi o6opor yKa3brBaercq B AeKJrapaqrf,x o
coorBercrBr.rH (ceprr.rQr4Karax coorBercrBun) - pnx JreKapcrBeHHbrx [penaparoB
AJrr MeAr4rIr,IHCKOrO nprrMeHeHllr, B nporoKoJr€x aP'ax,u3a (racurtrauui) IEnr.t
nacnoprax npor.r3BoAHTerefi lerapcraeHHbrx cpeAcrB - AJrr $apvaqerrwecrux
cy6c'ranqrzfi.

B csssu c [ocryrrJreHr4eM B orqerHoM KBapTaJre 3KcneprHblx saKnroqeHr,rfi
OfBy (I,lMIl3yAOCMn) Poc:4panuagsopa B orgorrregrir.r pe3yrrbraroB
ucnurauufi 3 cepui 3 ropronsrx Har.rMeHoBaHnfi rexapcreenHbrx cpeAcrB cyqeroM rpe60aauuft, ycraHoBJreHHrrx nopuarunnoi 40ryrr.renraquefi



npor.r3BoAr4TeJrefi (MeToArzK, pacLreToB,

Pocs4paauagaoportr HanpaBJrrJr14cb

zo

yKa3aHHbrx pacxoAHbrx ruarepr,raaon u np.),
3alpocLl e MuusgpaB Poccllu. B

IIocTynaJra.

B caqst,t c nocrynJreHr{eM 3KcneprHblx 3aKJrlolre :auitt s orHoIueHI,Iu 6
ToproBbrx Har.rMeHoBaHr{it 9 cepnit o HeBo3MoxHocrr4 rrpoBecrv :rrcrlbrraifIufl, c
yqeroM yKa3aHHbrx n uopvarraHofr AoKyMeHrauriu r:pe6ouauufi r.r3-3a
HeBOCnpOr43BOAr.rMOCTr4 MeTOArrK, flpu BeAeHHbrx pacqeToB, oTcyTCTBr4t
KoMMepqecKrrx npegloxenufr ro craHAaprHbrM o6pa3rlaM n pacxoAHhrM
Marepr,r€uaM r.r np., PocrApaBHaA3opoM HanpaBJreHo 6 sanpocon n Munsgpan
Poccuu. llolyveno 10 paatr*renrfi or MunsApaBa poccr4u. B agpec 4-x
cy6rexroe o6pallenzr JreKapcrBeHHbrx cpeAcrB Ha[paBJreHbr o6paulenur
Poc:gpasuaA:opa o ueo6xoAr4Mocrr.r BHeceHr.rrr r.rst\4eneHlifi B HopMarl,rBlruo
AOKyMeHTarIr4IO.

B csx:z c nocrynneHr4eM B orr{erHoM KBapraJre gKcleprHEIX sarurloqeHraft
OfEy (I,lMU3yAOCMfl) Pocs4parnagsopa ts orHorrreHr.rr4 p$yrrbraroB
zcnurauufi 3 cepuit 3 ropronrrx Har4MeHoBaHr.ri rerapcrnenHbrx cpeAcrB c
yr{eroM rpe60nanraft, ycraHoBJreHHLrx nopuarunuoil goryuenraqraeft
flpor'r3BoAr4TeJrefi (UeroArer<, pacqeroB, yKa3aHHbrx pacxoAHbrx nrarepualoa r.r np.),
Poc:4panuagaopor,r HalpaBJ'rsnucb 3anpocbr e Muusgpas poccLl E. B
PocagpanHagsop lzHSopuaqur no yKa3aHHbrM 3alpocaM B orqeruoM KBapr€ure He
rrocTyrrrura.

B csqsu c frocrynneHr'eM 3KcneprHbrx 3aKJlroqenr,ft s ornoureunu 6
ToproBr,rx Har.rMeHoBaHr4it 9 cepui't o HeBo3MOXHOCTT,T [poBecrLl rhcnbrra]Fiug, c
yr{eroM yKa3aHH6rX n uopuarunnofi AoKyMeHraunu rpe60naurafi u34a
HeBocnpoI'I3BoAIrMocrIl MeroAI'IK, npI4BeAeHHLIX pacqeroB, orcyrcrBr.rJr
KOMMepr{ecKr4x npe4roxennfr no craHAaprHbrM o6pa:qaru u pacxoAHbrM
Marepr4aJlaM u np., PocrgpaBHaA3opoM HarrpaBJreHo 6 sanpocon u Mnusgpae
Poccuu. llonyueuo I0 pastrcneufifi or Munsaoasa poccuu- B annec 4-vpastrcneuufi or Muns1pasa Poccrzra. B a.Apec 4-x

Pocs4panua4aop un$opuaqxr no yKa3aHHbrM 3atpocaM B orqerHoM KBaprzrJre He

cy6rerroe o6parqeuur JreKapcrBeHHbrx cpeAcrB HalpaBrreH'r o6pa'1enr.rr
Poc:4paenag:opa o Heo6xonr,rMocrr,r BHeceHL' aguenenufi a ,oprr,rarruurnyro
AOKyMeHTarIurc.

Bud RoHmpo.,Tn

ueduquncxux usdenuil
eocydapcmeenuotfi KoHmponb 3a oflpat4enuetvt

I-{eHrpaarHuu anraparoM pocs4parnaAropa e II KBapr€ure 2017 rola
npoBeAeHO 26 UpOeepor, r43 Hlrx - 20 nna{osas r.r 6 exennanosbrx flpoBepKr.r no
f ocyAapcrBeHHoMy KoHrporn sa o6paqeHr,reM MeArzqr{HcKrrx usgelluir, pr.rHrro
yqacrrze B npoBepKe Teppuropua,rbHbrx opra'oB pOCr4pannagsopa 

''o 
Tynrcrofi

o6lacru, no Bo,roro.{crofi o6lacru.
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Bo II r<oapra,re 2017 roAa 3aBeprxeuo 15 nlauonbrx npoBepoK, a rarxe 6
lrauoBbrx npoBepoK, Harrarbrx e I reaprale 2017 roAa, cpoK npoBeAeHut
Koropbrx [poAreH B cBr3r.r c [poBeAeHr{eM gKcneprr.r3br oro6paHuux o6pa3rloB
MEAIqI.IHCKIIX US TE NI'I];I,

OcHosaHr.rq AJrr npoBeAeHublx BHenJraHoBbIX npoBepoK sa or.refi{Hfi
KBapT€rJr foAa

- ucTeqeHr.re cpoKa }rcnoJrHeHl,rr ropHAr4r{ecKuM JII,ITIOM, UHAr,rB[AyEnrbHbrM
rrpeA[px]rr4MareJreM paHee BbrAaHHoro npeAlr.rcaHr4r o6 ycrpaHeHxr4
BbrrBJreHHofo HapyueHHr - 6 nponepor.

flponegeuo B orqerHoM KBapr€ure 6 sHenraHoerrx fipoBepo( rro AaHHoMy
Br{Ay KOHTpOJIT.

Co6ruoaenze cpoxoe nposereHHlrx nposepox
llpu npoaegenur4 npoBepoK co6ruoAeuu ycraHoBJreHHbre [pr,rKa3aMr{ cpoKrr, B ToM
qr'rcJre fipu ]rx [poAJreHar.r, Koropoe o6ycloueno [poBeAeHneM gKcfieprr.r3br
oro6pauuux o6parqos MeAurlt4 HcKr4x uz pe tufr,.

IIo peay.nrraraM [poBepoK o0oprraleuu arrrr. flo r,rroraM [JraHoBErx
IIPOBCPOK I]O AAHHOMY BI4AY KOHTPOJI' Bb]f,BJIEHbI HAPYIIEHI{S O6C3A:TENTEHX
rpe60ranui, Bbrnr4caHbr npeAnr.rcaHv{ rz cocraBJreHbr rlporoKoJrbr. pesylrtaru
npoBepoK roppr AuqecKLrM14 Ju4\alula He o6Narosa.,'rucr.

llo pe:y,rrraraM npoBepoK npuHrrbi Mepbr KoHTpoJrbHoro r.r HaA3opHoro
pearr4poBaHr.rr:

- BbrAaHo 1 5 npeAnNcanr.rfi o6 ycrpaneulrlr BbrrBJreHurrx napyruenlrfi;
- cocraBJreHo 7 nporoxoloa o6 a4vzuucrparr4Bubrx npaBoHapyureHr4rx.
Pesyrurar"' Pocs4paena4sopa no focyAapcrBeHHoMy KoHTpoJrro sa o6parqenueu

enuir so 2 20

B lI xrapra,re 2017 r paccMorpeHo 100 o6paqenufi rpaxgan tro BorpocaM
KoHTpoJrr sa o6pauleuueM MeAurlurrcr ux us lLenuir.

Mepu flpoKypopcKofo pearupoBaHru B cBf,3r,r c He[paBoMepHbrMu
AeficreIaqr4ra PocogpanHag:opa B orr{erHoM KBapraJre He rrpr4MeHrJrrjcb.

MC CKHX r{3.q BO ro
Crarrs KoAII P@ Cyvlaa H€uroxeHHbrx aAMuHr.Icrparr,rBHhIX

urpaQor (py6.)
6.28 180 000
t9.4 30 000
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3anpocu Poc:4paeua4sopa B opraHbr flpoKyparypbr, ltHrre
rocyAapcrBeHHble opfaHbl no BonpocaM, cBt3aHHbIM c ocyIqecrBJIeHI4 eM AaHHoro
BUAa KOHTpOnr, B OTI{eTHOM KBapTrure He HanpaBnrJrr,rcL.

B xoAe ocyqecrBreHr4r rocyAapcrBeHHoro KoHTpors 3a o6parleur,reM
MEAI,IIII4HCKI,IX ]1.1TET:|1'i4 POC:APABrrAgSOPOM BbI'BJI'IOTC' TI,IIUTIHbIE HAPYIUCHLI'I,
XAPAKTEPHbIE AJ'I' PA3JII'IqHbIX CY66EKTOB O6PAUIEHI.I' MEAI,IqI,IHCKI,IX U3TETVIiL

1. llpou:eoAureJrrj MeAurlr4HcKr.rx usrenui4:
npou3BoAcrBo HeAo6poKaqecrBeHHofi npoAyKrrr{}r;

- npor,r3BoAcrBo, xpaHeHr4e, peurH3arlri, He3apemcTpr{poBaHHbrx
Me.quUrrHcKr{x uz ge:luit;
- HecoorBercrBl{e MapKI4poBKI/t MeAI,IuuHcKoro I,r3AeJILrr per[crpaql4oHHoMy
yAocToBepeHr4ro, orcyrcTBue MapKr,rpoBKn Ha pyccKoM r3brKe;
- ocyqecrBJreHr4e npor.r3BoAcrBa MeAr4r{r,rHcKr.rx usgenufi. no aApecaM, He
yKa3aHH6rM B perucTpaquoHH6rx yAOCTOBepeHr,Irx.

2. llocraerqnxuMeAr4r.luHcKr,rx usaeruir;
- HAPYUCHI{E MAPKI,IPOTXU (UECOOTBETCTBI4C MAPKI{POBKI,I MEAI,IqI,THCKOTO
u3lSlwu' perl4crpaqlloHHoMy yAocroBepeHalo, orcyrcrBr{e MapKr{poBKr]r Ha
pyccKoM t3LIKe' orcyrcrBl{e HaI'IMeHoBaHua v I'IHcrpyKIII{[ Ha pyccKoM q3brKe Lr
np.);
- xpaHeurre MeAurIr{HcKux usgenuft c ucreKllrrrM cpoKoM roAHocrLI,
- BBO3, XpaHeHUe I,I peann3aur,rf He3aperr{cTpr4poBaHHbrx MeAr.rqI,rHcKLrx
usge;rufi (6er perr.rcrparlr{ oHHoro yAocroBepeH[q, c perr4crpaq[oHHhrM
yAocroBepeHrzeM, cpor gefrcrear Koropono racrex, u np.)

3. Me4uqunclcaeopraHr.t3aur{t,r:
- npI4MeHeHUe He3aperlrcTpr4poBaHHbrx MeAr,tqLIHcKItx r.r3Aerruft (6es
perurcrpaqrroHuoro yAocroBepeuur);
- xpaHeHue MeAurllrHcKr{x uzgenufi c [creKrrJI4M
He4o6po rav ecrBe HHbr x M eAr{ LIr.r H c Kr4 x us re ruia..
- Hecooo''IeHue B Tepprrropna,rbHbre opfaHbr pocs.qpasHaAsopa o BbrgBJreHI{r.rs o6paqenua MeAnrrllHcKrrx uzvetuiz, He coorBercrByroulr4x ycraEoBJIeHHbIX
rpe6onauzrlr;
- HecBoeBpeMeHHoe (c HapylreHrzeM noloxeuufi rexuuqecxofi
AOKyMeHTarrr4z npoaaroAzrerx) TexHr.rqecKoe o6cryxunanrEe MeATIIIT,THCKLIX
uzgenn (veguquHcxaa rexHurca).

B qacrr4 rrpoBeAeHr,rr KJrr.tHr.rqecKr.Ix 14 cnbrraHai rr,regnqra'cKux u3Aerr4i
(u-eco6nrogeuue rpe6oraHnft nprzxa:a Muu:Apaaa poccuu or 09.0r.2017 J\rs 2 H<06 yreepN4eHuu [opqAKa flpoBeAeHr.rq orleHKr.r coorBercrBr,rr MeArzur.r'cKr4x
uzlenuh n $opue rexHr'trrecKr4x ucntttauuit, ToKcr.t KoJrorlqecKlfx lICCJIeAOBaHI,rr,
KJrr4Hr'rqecKr4x ncnttrasuit B ueJrrx focyAapcrBeHuoft perucrparlr4l,r MeAurIr4HcKI/X
uzgenuft>, HarrrzoH€rrrbHoro craHAapra poccuficrofi @.a.puq* focr p l4co

cpoKoM roAHocTr,r,



?q

14155-2014 (Knr.rHr.rqecKr4e riccJreAoBaHr{r.
npaKTuKa)):

Harnexauag KIII{HIltlIecK€If,

- orcyrcrBze n Qafi:re A ccJre.qoBaHr4r AoKyMeHroB, noATBepxAaroqax
xranu$uxaqaro u o6yueuue orBercrBeHHrix Jrr{q a }rccJreAoBareJlefi HaAnexaqefi
KrrHar{ecKor npaKTI4Ke;

- HapyrxeHlze npaBlrJr BeAeHr,rr AoKyMeHTarIrrI4 no KJII4HI4qeCKLTM
I,ICnbrTaHurM MeArrur,IHcKr4x t4j[erL4ni

- oTcyTcrBr4e AorcBopoB Ha npoBeAeH[e Krr,rHllqecKux llcnblTaHr4i
MeAr4ur.rHcKr4x uzgenufi Me)r(Ay 3a.sBHTereM r4 MeAlrrlrrHcroft opranr.r:aquefi;

- oTcyTcTBae B AOrOBOpax r.r ToBapoconpoBoAuTeJrbHbrx AoKyMeHTiX
yKa3aHr4r na o6reu, Jror H cpoK foAHocrr4 nocraBJreHHLrx r{3AeJrr.rft;

- orcyrcrBr4e craHAaprHbrx oneparlr4oHHbrx nporleAyp (COII) ua fipoBe,qegr,re
KJrr-rHI'rqecKr,rx ucnuranui MeArzr.urHcKllx ulgetui't B MeAT.IqLIHCKOfi OpraUueaqulr;

- OTCYTCTBIZC AOKYMEHTOB O H€BHAqEHI4I4 OTBCTCTBEHHbIX TTI4IT U
14ccJreAoBareJrefr, c pacnpe4eJreHrieM ponefi u orBercrBeHHocrI,I;

- OTKJIOHCHI,IE OT NPOTPAMMI,I KJII,IHI,IqECKI,IX I4CIIbITAHVI B PA3II.IiIHbIX
.qoKyMeHTaX r{CCneAOBaHr.rr.

B qacrz npoBeAeHr.rq MoHr.rropl,I'ra 6esonacnocru M.AITqI,IHCKLI* ulaesmfi,
BbrrBJrrrorcr o6qae 4rr ecex cy6rexros o6parrleuut MeALt rIr4HCKUX UZpeJIuit
HapyrxeHr4r (ueco6nrogeuze rpe6oaauufi cr. 96 <Deaepanruofo 3aKona or
21.11.2011 Ns 323-@3 <06 ocroaax oxpaHbr 3AopoBbr rpoKAaH n pocclrficxofi
OeAepaquv>, cr. 38 (De4epalruoro 3aKoHa or 27.12.2002 Ns ig4-O3 (O
rexHr,rqecKoM peryJrnpoBaHr{r{), nprzKa3a Mrzusgpara poccur.r or 20.06.2012 Ns 12
u <06 yroepxleHa, noprA*a coo6qenur cy6rexralru o6parqenr.rr MeA,rqu'cKr,rx
uzpenuit o60 ecex cnyqarx Bbr.rBJreHr.rr no60qnux geitcrnzit, He yKa3aHHhrx B
LIHcrpyKuI'III no npuMeHeHvrro kl|ru pyKoBoAcrBe no SKclnyaraIII{r,I MeAI,Iqr,rHcKoro
u3Aerru[' o HexerareJlbHbrx peaKqIIrX npn ero npuMeHeHl4r.r, O6 0co6eHnocrrx
rsalrrraogefrcraur MeArzuaHcKrrx uzgenufi MexAy co6ofi, o $arrax u o6
o6croxrenrcrtax, co3Aaroqux yrpo3y xrl3Hr.r r4 3AopoBLro rpaxAaH Ll
MEAZIII'HCKI4X PA6OrrrUrOA NPI4 NPI,IMCHE HT4LI 17 3KCIIJIYATAIIUU MEAI,IIIIIHCKI,IX
u3Aerufr), nprr(€Ba MuHsApana poccr.rr.r or 14.09.2012 Ns 175 u <06
YTBCPXAEHI4I{ NOP'AKA OCYUIECTBJICHU' MOHI,ITOPI,IHTA 6CSONACTTOC:rIT
MeAurltrHcKr,rx usgenr.rft >) :

- He nprrHrrMarorcr Mepbr npor{3BoAr4Te,rlev/ugroros[tereN4 vrvl
ynoJIHoMoqeHHbIM [peAcraBareJreM [porl3BoAr.rreJ'rr no HeAonyuleHllo r.r He
yBeJrrzqeHr4ro BpeAa' cBr3aHHO.O C O6pauleuuerra MeAr4rtrriHcKoro r43AeJrr,u, [plr
floJryrleH14a coorBercrByroulefi unSoprraaqrzrz;

- NPOI4 3BOAI,ITEICNA/ZSTOTOSI4TEJIEM IIJIII YIIOJIHOMOqEHHEIM IPCACTABI,ITEJIEM
rrporl3BoArireJrr He paapa6arrtnaercx r.r He npeAcraBJlrerc, B oprau
rocyAapcrBeHH.fo KOHTpOnT nporpaMMa Meponpurruit no npeAorBpaqerrr4ro
np14r{r.rHeHr4r BpeAa xr43Hr4 r4 3AOpOBbIO tpaxAaH;cy6terru o6parqeHzr MeAv qr4HcKr.rx uzgetmft He coo6rqar o
ue6riaronparrHrrx co6rn[qx, cBr3aHH6rX C [pr4MeHeHr,IeM MeAI,rqIrHcK HX 

'3nervn



B OeAepanbHylo cnyx6y no HaA3opy B c$epe 3ApaBooxpaHeur{rr B ycraHoBrregHbre
cpoKr.{.


