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Bng rconrpoflq - rocyAapcreeHnrrfi KoHTpoJrb KaqecrBa n degonacnoctlt
uenuuuncrcofi reflTeJrbHocrrr B qacrlr:

KOHTpOJTT Sa CO6rrc4enueM OpraHaMr{ rocyAapcrseuHoi BJIacTLI Poccuftcroi
(DeAepaqur.r, opfaHaMu MecrHoro caMoynpaBnenl{t, rocy,qapcrBeHHLlMl,l sHe6rcAxeruHl4l4

(f ou4amu, MeAITInHcKLIMLI opraull3allruvu u QapuaqeBTHr{ecKI4MLI opraHI43auLItMI,I, a

TaKXe I,IHAI,tBLIAyrrJrEHbrMr.r npeAlpIrHIAMaTerqMI.I, OCyqecrBntIoullIMI,I Me,quqI,IHcKyIo lI

QapvarleeruuecKyrc AetrenbHocrb, npaB rpa)KraH B cQepe oxpaHEI 3AopoBLt;

KoHTpoJrs co6rIoAeHI,It ocyuIecrBnqIouLIMLI Me.q14 qI'IHcKyro AeqrerbHocrb
OpIaH[3aII,ISMI,I I4 I,IHAI'IBI'IAy€UIbHbIMI{ [peAIIpLIHIiMaTeIqMI'I nOptAKoB oKa3aHvt

MeAT4TIHHCKOfi IOMOITIU rI CTaHAapTOB UeAUUUHCXOI nOMOIq ;

KonTpont co6noAenug ocyuecrBJItIoIuI'IMI4 MeAnqI'IHcKyIo AeqrerLHocrb
opraHr{3arlurMu Ll r4HAkrBVAyanbHbIMLI npeA[pnHnMaTentMI'I [optAKoB npoBe.{eHl'It

MeAr.rulrHcKHx 3Kcneprll3, MeALIqI,IHCKTTX OCMOTpOB H MeAI4IIHHCI(|4X

ocBIlAereJrbcTBoBaH u;
KoHTpoJIt co6moAeuur MeAI4IrIr HcKtlMIt pa6orHrEraun, pyKoBoAnreJrrMlt

MeAr.rqr{HcKnx opraNasaqr.rfi, QapnraqearltvecKrrMl,I pa6orHuKaMI4 I,I pyKoBoAIlTeJItMI'I

a[TeqHblx oplaHrBarlufi orpauuvenufi, npI4MeHteMLx K yKa3aHH6lM nI{IIaM npI,I

ocyulecrBJreHun npo$eccuosamnofi ,uetreJrbHocrl,I B coorBercrBl'tr c (De4epalrnrtv

3aKoHoM ot2l.l1.201 I l\b 3n-A3 (06 ocHoBax oxpaHbl 3AopoBbt rpaxAaH s Poccl4ficxofi
@e4epaquu>;

KOHTpOJTT OpfaHr.r3allt4l4 It OCyqeCTBIeHI,Iq:

Se4epanrnuu[ oprauaMl,r ucrroirHrzreJlbHofi Bracrll, opraHaMI,I I4crIoJIHI,ITeJIbHofi

Bracru cy6rexron Poccraficrofi (De4epaqun I4 opraHaMI,I MecrHoro caMoynpaBJleHl4s,

ocyruecTBnrrorlrrM}r IIoJIHoMoT{rIt B cqepe oxpaHbl 3AopoB6t rpaxAaH, a TaKxe

ocyulecTBJrrrorlr.rMr{ MeAvrlrrHcKyro AerTe,'ILHocTb opraHI,I3aIILItMl4 Z ljHnIiBtIAy aJIbHbIMH

rrpeA[pr.rHnMareJuMr{ npeAycMorpeHuoro cT arrefi 90 @e.qepa$Horo 3aKoHa Ns 323-03
BHyrpexnero KoHTponr KaqecrBa tl 6esonacHocrl4 MeAIlqLIHcKofi 4errelrxocrIz;

Qegepalrxrrrran opfaHaMn r{cfloJrHr,rreJrbHofr eracrn Ii opraHaMl,t zcnonsurerurofr
BJracru cy6lerron Pocclrftcrcofi OeAepaqun npeAycMorpeHuoro crarrefi 89 (De,qepanrnoro
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3aKoHa (06 ocHoBax oxpaHbr 3AopoBbr rpaKAaH B PoccuftcKofi @e4epaquu>

BeAoMcrBeHHoro KouTpont KaqecrBa u 6egouacnocrn MeALIqI'IHcxofi .qeqrerbHocrll
[oABeAoMcrBeHHbrx I,rM opraHoB u oprarursaqui.

Ceedenun o npoeedeunotx npoaepKux
Bo 2 rnapral e 2019 roAa B paMKax rocyAapcrBeHHoro KoHTport KaqecrBa I4

6egonacuocrlr rr.reAuquucrofi AetreJlbHocrl4 [poBeAeHo 1157 npoeepoK, B roM quc;re 1030

BHenJraHoBbrx [poBepoK (89-0% or o6ulero KoIuiIecTBa IIpoBeAeHHLIx nporepox), Il3 HIIx

684 nponeprra (66,4%) 6rurl 4orylaeHrapHllMl4.
OcnosaHl,IcMfl AJIx [poBeAeHIIJI BHenJIaHoBbIx npoBepoK rIocJIyxr'IJII'r:

o6parqeuua rpaxAaH, coAepxaullre cBeAeHI4t o Bo3HEKHoBeHI{H yrpo3bl xr.{3Hlt r{

3AopoBbro - 260 nponepor (25,3 Yo);

o6pauleHllq fpaxAaH, coAepxaqlle cBeAeHI'tt o [puqI'IHeHI'II'{ BpeAa xI43Hl4 It

3AopoBbrc - 138 nponepox(13,4%o);
Ha ocHoBaHr.rn rpe6oaanufi opmHoB rlpoKyparypbr - 37 rponepox (3,6 %);

Bo tIcIIoJIHeHI4e nopyvenuft llpe:u4eura Poccuficroft @e4epaqrN a flpanurellcrna
Poccuftcroft @e4epaquu, no 3aAaHI{Io Pocsgpanna4:opa - l1l rpoBepor (10,7 Yo);

B qeJrrx KoHTpont ucnoJlHeHut paHee BbIAaHHoFo npeAnl4casuq o6 ycTpaHeHHI4

BErrBreHHbIx HapyrreHl4ft - 484 nponepxu (47 
'0%).

B xo4e [poBeAeHHoro KoHTpoJn [poBepeHa AetreJlbHocrb I 016 toplt4ltvecKl4x JII4I{ I4

r,rgAnBrdAy€rJrbHblx 1rpeArtputtttuatelefi, It3 HItx: $egepangrrrx MeAuUIIHCKIIX OpIaHI'BaIIui

- 77 (s rouuucJre, yqpexAeguft <DCUH Poc cuu - 26, yupex4eul.rfi naxoAtIrIlIXCt B Be,qeHult

Mr.rxo6opontr Poccuu - 6, yvpeN,qenuft <DMEA Poccuu - 17); ue4uq[ucrux opraura:aqufi,

Haxo4axl1axcq B BeA€Hltu cy66eKra Poccr,rficrofi Qegeparllrr.r - 680; uyuuq]I[€ulbHblx

MeAUUr4HCKr.rx opraHx3arll4fi - 7 6; weAuur.rHcKr,{x opranu:aqufi qacrHofi CUCTeMbI

3ApaBooxpaHe jFiv' vI tr]F, vIBuAyaJIbHbIx [peA[pI'IHHMaTene[ - 250, nne6ro4xernrrx $on,Uoa

-L.

K npone4exnlo [poBepoK np[BreileHo 297 excneprot.

B 4errelsnocru 566 MeAr4rlr'rHcKr'tx opmHr,r3aqufi (55,7 % or rll,tcJra npoBepeHHbrx)

BhrrBneHbr HapymeHl4t o6sgaremHHx rpe6onanufi -

flo perylrraraM npoBepoK:

BbrAaHo 566 npeAnI'rcanuft o6 ycrpaueH[I4 BLtf, BJleHHbrx HapylxeHlrft ;

cocraBJIeHO I 68 nporoxonoB 06 aAMI'IHI'ICTpaTI4BHOM npaBoHapyuleHl4l4;

MaTepIlaJIbI npoBepoK HanpaBJIeHLI n Cle4crrexHuft KoMI{TeT Poccuficrofi

@e4epaullu - 33, Pocnorpe6HaA3op - 9, npanooxpaHr4reJrLHbre opraHbr - 9, opranrt

rocyAapcrBeHnofi sracrfl cy6rexra Poccnficroft (DeAepaqur'r - 126.

co,nndenue opzauL.rtu zocydapcmeennofi anacmu Poccuficxort @edepa4uu

opzaqagu MecmHozo c(MtoynpasfleHun, zocydapcmeennuuu euefndtcemat'ttttu

Qoada.mu, meduquucxuau opzaHuia4unwu u Qap.,uaqesntuqecKurtu opzanu3aqunJttu, a

maK:rrce uHdu1udya.'tbHblrru npednpuHuJrramann t4 ocyt4ecmsrtnt4u.uu medurluHc,<yK)

u Qapuaqeemu.tectg)to denmanouocmb, npar apuncdsH e c$epe oxpctvbt sdoposut
zpaxtcdat

B pesynrrare npoBepoK BbIsBneHo 493 cttytat Hapymenll-s rpaB rpax,qaH e cQepe

oxpaHbr 3AopoBbt, B ToM qI,ICJIe:



orcyrcrBrre B MeAr4rlnucKoft opraHl43aqw yclroBtri4 (uanlI'rne o6opyAoeanux) ltrt
oKa3aHrir lreAr,rquncroft noMourlt c yqeroM oco6nrx norpe6nocreft I'IHBaJII4A9B n ApyMX
rpyrrrr Hacenenllt c orpaHI4qeHHbIMI{ Bo3Moxnocr.f,Ml4 3AopoBbt - 35 cnyuaen;

orcyrcrBxe B MeAI4IILIHCKOfi ,qOrgruenraqllx naIII4eHTa IIaCIMeHHOTO COrJIaCnt

fpal1AaHr,rua u1tur efo 3aKoHHoro npeAcTaBItTeJIt Ha pa3flIaIIIeHI,Ie Cnegenr,rft,

cocTaBJurro Iux ero epaue6rryro rafiny, ApyruM rpaxAaHaM, B ToM r{I,IcIe AoIxHocTHbIM
Jrr.ruaM. B rleJrrx MeAr4rrr.rHcKoro o6cre4onaunx lr JIeqeHI4rI naqueHTa, npoBeAeHI,It HayqHbIX

[ccne4oeaH6fi, ux ony6lnxoBaHr.tr B HayqHbrx v34anvrflx- xcIroJIb3oBaHI4r e yre6nonn

fipoqecce r,r B uHbrx qenrx (n cJryqae, ecJrr.{ flpeAnonaraerct p€t3r'JIaIIreHLIe cneAesufi,

cocraBJrrroull{x npaue6ryro mftHy) - 25 ctyuaer;
oTcyTcrBne e gocrynnofi AJrr lpaxAaHr.rHa oopMe un$oprrlaurara, B ToM qHCJre

pasrvreuleHnoft n un$oprr,raqlroHgo-TeJleKouvynuxaquonHofi ceTll <I4xtepner>>, o

ueAr.rquncrofi opr-anv 3aqr4r.r, 06 ocyuecrBrteMoft ero ueAurluncroi AeqrerbHocrlt n o
Bpaqax, o6 ypoene r.rx o6paroranlul r'r KB,uII{Suxa\uu'29 cJIf{aeB;

OTcyTCTBIie Ha I{HQOpMaI1U6HH6IX cTeHAaX UeAr4qltnCxofi OpraHI'I3aIIuu naMtTKIl o

flpaBax ra o6csaHHocrqx flaq[eHToB - 5 crryvaen;

Hefionyqeg11e naq[eHTaMI,I Jleqe6goro uraHrfl B cJryqae HixoxAeHI'Ifl llx Ha JreqeHl'Irt

B crarrloHapnblx ycJloBr'rtx npx Htuluqfiu norasanufi - 9 cnyvaea;

orcyrcrBr.re s N{eAl'rquHcroi AoKyMeHTaIrlt[ naqlreuTa riHQopMrrpoBaHHoro

4O6pOrOlrHoro coflIacwl Ha MeAI,ITIT4HCKOe BMeIIrareJrbcTBO I4JIIi OTKa3 OT Me.{I4UI{HCKOTO

BMeruareJlbcrua' 92 cttYlex;
oTcyTcTBue n un$oprrar.rpoBaHHoM AO6pOBOIbHOM COIJIaCIIU Ha MeAUIIIIHCKOe

BMerlrarerlLcrBo lrJrr{ orKa3e or MeAl4uttHcKoro BMeIrIareJILcrBa noAnucei rpaxAaHlrlra'

oAHoro r{3 poAureJreit un.u r4Horo 3aKoHHoro npeAcraBLITeJIt lrJllt MeAHqLTHcKI{x

pa6orHr-rKoB - 55 cnYvaee;

rlcrroJrb3oBaH[e B MeAr.rqnHcKofi opraHI43aIII4LI HeyCTaHOBJIeHHbIX QOpM

un$OprrlnponaUnorO go6pOaoJlbuoro CO IacXfl IIa MeAI'IqI'IHCKOe BMeIIIaTeIrcrsO - 44

crryqaq;
HapyureHl4r [oprAKa o3HaKoMJreHI{t flaqueHTa rn6o efo 3aKoHHoro [peAcTaBI'ITeJIfl c

MeAr,rqrrHcKoi AoKyMeHTaqI{ efi - 77 cJlyqaeB;

oTcyTcTBne Ha r,ruQoprraaqraoHHbrx creH4ax./oonq[aJrbHoM caiTe MeAUIIunCrOfi

OpraHr,r3aql{[ 1ruQOprtaaqur o BO3MOxHOCTI'I IIOJIyqeHI4fl MeAI'IqI'IHcKOi IIOMOTuU B paMKrIX

flpofpaMMbl focyAapcTBeHHblx rapaHTI,rIr 6ecnnaruoro oKa3aHufi rPaxqaHaM

MeA?rrlrrHcKoft IIoMoIUu I,r TeppI4TopLIiUIbHbIX [porpaMM roCyAapCTBeHHbIx fapaHTI{I{

6ecularnoro oKa3aHI4t rpaxAaHaM nae4uquncrofi noMolqu - 26 cttytaeY;

OTcyTcTBge B MeAIIUI4HcKoft Opranu:aqUu yClouufi (npeAocraaleHue CflulJIbHOrO

Mecra r{ nvra1ptfr) 4lx npe6rmanrlr 6eg ngr,ruaHut IIJIarbt oAHoro ua po4urelei, I{Hofo
qJreHa ceMbl4 LIJILI I,IHO|O 3aKOHHOTO [peACTaB[TeJIt B CTaqI4OHapHbIX yCJIOBIttX flplt
CoBMeCTItoM HaxoxAeHl114 B MSAIIIILIHCKSI OprannSaqull C peOeHKoM AO AocTI'IxeHI'It HM

BO3pacTa qeTllpex JIeT, a c pe6enxolvt cTaplxe AaHHOTO Bo3paCTa - npl4 H€UII'trIl4I4

MeArirIrlrrcKI,IX noraganufi -5 cnyvaen;
HapyureHr.rr B opfaHlr3allllll pa6our rro paccMorpeHulo o6paqexxfi rpaxaan - 70

cryrraeB;
[Hbre Hapyrrrenufl. - 2l cly'rafi.
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opzawu3a4unttu undaeudya.nonu'vu
npednpunultamennJvut, ocyulecmantnqunu ueduquHct<yK, denmaztaocmt, nopndrcoe

oxasanun neduquncxort nomoulu u cmaudapmoe medu4uucxofi nonoulu
B xoAe npoBepoK BbItBJIeHo 47 5 tapynenrafi uopr4xoa oKa3aHI,It trle.{uquncrofi

IOMOIUI4. H3 HI,IX:

Kpr4Tepr.reB oueHKn KaqecrBa ueAuullncrofi rloMoult4 no ycJIoBHtM oKa3aHut

ueruulrscxoft noruoqu - ll8;
craHAaproB ocHaIrIeHI,It ueAnquncxofi oprauuzaryuu - 228;
[paBrlJr opraHu3al{I4l4 AetreJrbHocrtr rue4raquncrofi opranusaquu - 90;
grafioB (nraprupyrrsaquu) oxa:auuf MeAI4IIHHcKoft norvrorqlr - 39.

Tax Xe, HecOOTBeTCTB[e peKOMeHAyeMbIM TTaTHrIM HOpMaTIIBaM - 25 (Ue tBJIteTCt

napyureunem).
garqe gpyl,rx Hapyrxeurrr [oprAKoB oKa3rurr4t ueAuIlltrcrofi rloMou{r4 BbItBJItJrLIcb B

MeAuqr4gcKr.rx opraHu3arlr.rrx Pecny6lNxa Eauxoproctan, Anraficr<ou ra Kavqarcxot't

xparx, l'Ipryrcxofi o6lacru.
B xoAe npoBepoK BbtrBreHo 194 napyurenur craHAaproB trleAnunHcrcoft noMolu?t, 143

nr.Ix Ha[6oree .tacro:

He npeAocTaBJreHr.re MeAlrqr.rHcKr.rx ycJlyr c ycpeAHeHHofi '{acTorofi [peAocraBJle]Iut

I c yverou o$ocuoBaHHocTr,r u [oJrHoT6r, npeAycMoTpeHHbIX COOTBSTCTByTOU14 M

crau4aprov - 91;
Ha3Haqegue JreKapcrBeHHblx npe[aparoB 6es yvera o6ocHoBaHuocru u uolnorlr - 29;

oTcyrcTBr.re peureHr4Jr npave6uofi KoMr,rccl4r,r ueAnquscxofi opraHlr3aulrl4 B cnyqae

orrpeAeneHLIJI MeALIqI,IHcKLIx norasaultfi (ran4rarl4yanruoi He[epeHocI4MocTI{, no

xr,r3HeHHbrM no1a3aHwrM) AJrr Ha3Haqesr4r Ir np[MeHeHLIt JleKapcrBeHxbrx flpenaparoB,

MeAr4rIr{HcKr4x uzqetmfi. u clerlr4aJrr43r{poBaHH6lx [poAyKToB Jleqe6uoro YrraEvIfl', He

sxoArrqnfi B coorBercrByorqufi cran4apr Me,4rrql'rHcKoi norvrorqu - 12;

rrpI,IMeHeHI,Ie I,IM[JraHT[pyeMbIx B opraEI'I3M lIeJIOBeKa MeAUIII'IHCKI',IX :a3'AeI||,1'I C 6ez

y'rera o6ocnoBaHHocrtr r{ floJrHorbr, npeAycMorpeHHblx coorBercrByrolllHM craHAaproM -

20;
[puMeHeHue KoMrroHeHToB KpoBn 6ea yrera o6ocnosaHHocrz u noJIHoThr,

lpeAycMOTpeHHbIX CooTBeTCTByIoqIT M craH4aprOr'r - I 2'

Hau6olruree KoJrr,rqecTBo uapyurenufi cTaHAapToB MeAr4qHHCKOft nOMOrqI4

BLrrBJrrJrocb B MeAuAI4HcKIIx OpIaHH3aIIr.rrx Pecrry6n6u .{areCrau, AlrafiCxo1't rpae,

llorvrcrof o6racrl4.
Co6nndeuue MeduquwcKuJttu opza u3a 4unut u ufuiueudvonbnbwu

npednp un u,rtamernrrtrr, ocy t4ecmannn qu.Mu Med u4uHcr<yto denmen tnocmb' n opnd Ro6

npose)eHun MeduquHcKux ?Kcnepmu3' MeduquucKux ocMompoo u me|uquacxux
oceudemenocmeoeauufi

1) coflnrcdenue MeduqawcKurnu opzawu3aqua,rtu uHdu6udyanh br,uu

npelnpuuw,tamerflJrrtr, ocyulecmonnpulwru Nedu4uHcKyn denmeaonocmq nopndxoe
np o e ed eu un ned u q uu c xux e Kc n ep m u3

llo pe:ynrraraM npoBepoK Poca4panuag:opoM Bbrf,BJleno 37 Hapyueuufi nopr,qra

rrpoBeAeHar Me.{I{quHcKLIX 9KCnepTLI3, LI3 HlrX:
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gxcneprr.r3hr BpeMeHHofi HerpyAocnoco6nocru - I 9 napyurenunt 6 l,3Yo);
cyAe6Ho-MeAurlzncroi 3KcrIeprI,I3bI - 3 napyurenu t (8,1%o);

cyAe6Ho-flcuxriarpr.rqecKofi orcneprll3bl - I napyneuN e (2,8Yo);

eKcreprr,r3a upo$eccuona.nbHofi rpur-oAHocru - I I xapyurexlrfi (29,7%);

BoeHHo-Bpar{e6noft excneprrl:rr - 3 Hapy[reHut (8,1%).

OcnosurrNl[ BrrAaM[ BLIIBJIeHHrIX Hapy[reul,Ift frBulrr4cb:

Hapyrxeur.rr BeAeHm MeAr,rrluHcKofi AoKyMeHTaIrnu - I napyuenue;
HapylreHr,rr [optAKa npoBeAeHI,It MeAI4IITIHcKLIX gKcneprr{3 - 23 uapyneuut;
orcyrcrBr,re ceprrl$rlxaroB cnequ€IJII,IcroB y rpavefi-cneql{aJll4croB - 12 Yapyweuuit;
oTcyrcrBrle [paBoMoqHocrlr npoBeAeH]It MeAItIIlIHcKI,tx gKoneprll3 - I napyrueur're.

2) Cofinndeaue medu4uucxu.wu opeaHu3aqun u u uHdutudy tbtbtrau
npednpunu'vameJtnJtttr, ocyulecm4rnnuluau 'uedu4ugcnyn denmetonocma, nopndxoe

npo eede n un ued uquuc xttx ocMompos
llo peaylrraraM [poBepoK Poc:4parnag:opoM BbltBneno 231 HapyueHl'Ie rroptAKa

lpoBeAeHr,rr MeAEIIT{HCKI'IX OCMOTpOB, I43 HI'IX:

npeABapureJIbHbIX I{ flepl4oAltqecKl{x - 8l napylrenue (35,0 o/o);

npoOr.uraKTLI.recKI,Ix ocMorpos - 52 HapyureHw{ (22,5 yo), I{3 HI'tx B orHoIrIeHI4I4

B3pocJroro HaceJIeH[t - 34 uapyurerult I'I HecoBepueHEoJlerH[x - 18 Hapyueul'1ft;

npe.qpeficoBbrx (npegcrrlennrrx) ra nocnepeficonux (nocrecrvrenurrx) - 97 uapyneuuir
(42,0%);

npeArloJlerHrlx 14 [ocJlenoJlerHblx - I napylrenrle (0'5 %).

Ocnosurll4li BLIAaMLI BbItBJTeHHbIX Hapy[reHl4fi ,Bnrfircb:

HapyrxeHlrfi BeAeHI{q MeAI4III4HcKofi AoKyMeHTaIIuu' 107 Hapyruenl'rft ;

Hapy[IeHI,It noptAKa npoBeAeHl4t Me.{uqrrHcxl4x ocMorpoB - 76 napynenufi;
oTcyTcrBr4e cepruQuxaroe cneqLlaJILIcToB y npavei-cueUll€ul[cToB - 3l napymenue.

orcyrcrBI,Ie [paBoMotrHocrl4 rIpoBeAeHI'It Me.q[qI'IHcKIT x ocMorpoB - l7 uapyrrenui.
3) co6nndeuue ueluquucxu.ttu opzaHu3aqunMu u uwoaouoy&nb btJttu

n p e d np u H U"u a meJrn rut, o cy Ule c m Bn n rO Ul UJn U .U e d U tlw H C Ky n d en m eA O n o c mt, n Op n d xo e

np o e e d eu un "u e d u q uH c K ux o ce ud emary o c me o e au u fi
flo pesyftraraM [poBepoK Poca4paeua4:opoM BEItBJreno 146 uapyruenufi [optAKa

npoBeAeHI4s MeAITIII4HcKI4x ocBl'IAereJlbcrnonanufi , It3 HItx:

Ha cocrorHue oobrHeHru (alrorolsuoro, HapKornqecKoro LUIH HHoro roKcnqecroro)

- 22 uapyneuw (15,0 %o);

Ha HaJII4qI,Ie MeAHIII4HcKIIX nPOTHBONOKA3AHUfi T YIIPABNEHI4IO TPAHCIIOPTHbIM

cpeAcrBoM - 65 napyrueHuia (44,5 %);
Ha HaJrr,rque MeAI,IqI,iHcKI.IX [pOTLlBOnOKa3asUft x enaAenurc opyx(fieM - 45 napyureu[ft

(30,8 %);
Ha H rr.rque nn$exqr.Iouuux ga6o:renanufi, npegcran.lltlotql{x onacHocrl AJII

oKpyxarcqux H rBJrrrotquxcr ocHoBaHr{eM Anr oTKa3a r,rHocTpaHHbIM rpaxAaHaM I,I JrEqaM

6e: rpax(AaHcrBa B BbrAaqe rn6o aHHyJIIrpoBaHI4l4 pa3pelrenlrr Ha BpeMeHHoe

lpoxr4BaHue, vltrl BuAa Ha xr{TeJrbcrBo, r4JII{ pa3perrrenvs Ha pa6ory - 2 uapyweuw, (I,2
%);

Ha BbrrBreHr.re BIIL[-uuQerquu - 3 Hapyueuw (2,1 o/o);



o

KaH.qr,r.4aroB B ycbIHoBLrreJIIt, orIeKyHbI (nonevurenra) I,IJIu nplteMHble po4utenra - 4
HapyrreHllt (2,4 %);

4ereft, nepe4aBaeMblx Ha BocIII,naHHe B ceMblo - 2 uapyweuut (I,2 Yo);

HecoBeprrreHHoJlerHl,rx Ha HaJwr.tue vrv orcyrcrBue y HI'IX sa6olenannr,

npeflrrcrByloqero ux coAepxaHuro u o6yrexuro B cIreIII4anbHoM yve6uo

Bocrrr4TareJlbuoM f{pexAeHI,II,r 3aKpblToro runa - 2 HapyIueHI'Iq (1,2 %);

[crlrxHaTpuqecKoro ocBI{AereJIbcrBoBaHIrt - I uapyruenvt e (0,6Yo).

OcttosHrrr4lt BIAaMI,I BrI.lBireEHblx uapyruenuft tBI'IJIItcb:

HapyureHfis BeAeHI.It lreAr'Iquncrofi AoKyMeHTaII[u - 63 napyweuut;
HapylreH[t rroptAKa rrpoBeAeHlrt Me.4I'IqIIHcKI'IX ocB]IAereJrrcrgoaaHllfi - 7 5

uapyureHNft;

oTcyTcTBr4e rrpaBoMoilHocTa llpoBeAeHlrrr MeAITIILIHCKLIX OCBI4AeTeJIbCTgOSaHIaft - 8

uapyueultfi.
cotnndenue ueduquuctcwnu paflomnuxamu, pyxoeodumennuu ueduqufucKux

opeanuzaqufr, QapnaqeemuqecKtrJ|ru pa6omnuxatau u pyxoeodumennuu anmeqwbtx

opeanuzaquil ozpauuueuufi, npu etne'etbrx K HUM npu ocywecmaneHuu

npOQeCCUOuAntnOfr denmuntuoCmU e COomOemCmeUU c gnXOnOdnmeJtbomaorrl

Poccurtcxort @edepa4uu
llo pesylgaraM [poBepoK Bbrf,BJreuo 170 cnyraen neco6lro4enut MeAI'IqI{HcKI'1MI'I

DAOOTHI4KAMI,I. pyKoBoAI,ITersMI4 MeALIIII4HcKI'IX opraruaaqufi, $aprraauerravecKl4Ml'I
pa6ornuraura u pyKoBoAlrrerrMr{ alreqHblx oprann3allui orpanuvenuft, npulrenrevux x

yK€BaHHbIM JITTIIaM flpu ocyulecrBJleHur'r npoQeccuonaarnofi .qetreJlbHocrlt:
orcyrcrBlle B MeAI4IILIHcKoft opranusaquu nopsAKa Y&clrtfl IIPEACTABI,ITEJIEI,I

opranuaaqufi, 3aHItMEIIouIltxcr pa:pa6otrofi, npol{3BOAcTBoM I'I pea;1l'I3alluefr

JreKapcTBeHHbrx flpeuapaTgB, MeAHIII,IHCKLI1 uzgenuft, opranuaaqufi, o6naAaroqllx

[paBaMr.r Ha I4C[OJIb3OBaHUe ToproBoro HaLIMeHOBaHI'I' JIeKapcTBeHHOTO npelapaTa'

opraHlr3al{fifi ontosofi ToproBJrI{ JIeKapcrBeHHbIMI,r cpe.qcrBaMu, a[TevHLIx opmHI,I3aIII4fi

(rEx npe4craal,ITeJreft, unrx QusuvecKr,rx lr rcpI,IA[lIecKIrx JII{q, ocyulecrBJltloulllx cBolo

AerTen6HOcTb OT IIMeHLI 9TI,IX OpraHI,t3aIIUfi) s CO6paHI,Lf,x MeALIqI,IHCKI4X pa6ornzroa u

I4Hbrx Meponp vt'iTLrflx, cBr3aHHbrx c [oBbrrIleHfierrl ux npotpeccl4oHaJlbHoro yponru - 1 I 3

CJI)^IaeB;

orc)"TcrBr{e B MeAHrIfiHcKofi opraHv3alllrr.r JIoKaJIbHoro aKTa, peilIaMeHT}Ipyoqero
pa6ory no LIHSopMI.IpoButHLIK) MeALIIIHHcKHX pa6OTHnKoB 06 ycTaHoBneHHhIx qacrblo I

crarsu ']-4 (p3 Jrlb 3n-A3 3anperax Ha coBepIIIeHIle orrpeAeJlennrrx Aeficrsufi u
oTBeTCTBeHHO CT:,1l 3A Vly' COBepIrreHI'Ie - 57 clyraea.

Opeanusaqw u ocyulecmsneuue QedepanbHbtJttu opzaHuuru ucnorHumarbvofi
Bnacmu, opzaHturru ucnor+umellbnofi anacmu cyfl'bewmos Poccaficxoil @edepaquu u

opeaHa. tu Mecm$oeo ctMoynpasneHun, ocyulecm4nnroulurrru nonHoJnoqun e cQepe

oxpaHbt edopoetn epaatcdan, s maK ce ocyulecmaltnouluJnu nedu4unctgtn
denmenouocmb opzatu3aqunJnu u undueudy(utbwblttu npednpunuuamenn ttt'
npedycJaompeHHozo cmambefi 90 tDedepmbHoeo saKoHa <O6 ocuoeax oxpanot zdopootn
zpalrcdaH e Poccurtcxort @edepaquu> EHympeHHezo Kowmponfl Kaqecmga u
6esonacnocmu MeduuuvcKo fi denmettuocmu



llpoae4eHo 345 nporepor opraHtl3allnx I4 ocyrqecrBnexllt BHyrpeHHero KoHTpoJrt

KaqecrBa Ia 6e3o[acHocrrd MeAItI{r{HcKofi Aesrenrnocrr,t, B ToM qI'IcJIe B xoae 336 npoBepoK

BlrqBreHbr Hapy[eulrr B AerreJr;Hocru npa.re6nux rouuccnfi ueguquncxoi opraHr43arrywt,

HAIOOJIEE qACTO BEUIBJIIJIOCb:

orcyrcrBue nplrra3a o co:4anuu - 9;
HecoorBercrBne cocraBa ycraHoBJreHHbIM Tpe6oBaHI,I-tM - I 7;

orcyrcrBue yrBepxAeHuoro nnaua-rpa$uxa zace4ar'uir - |4i
Heco6rroAenr.re rpe6yerrlofi nepuo.ql{qHocru zaceganui,t - 77 ;

orcyrcrBlle BHeceHI{t peurennft B [epBl,Ir{Hyro MeAI4III'IHcKyro AoKyMeHTaIIruo
rraluueprta - 21:.

orcyrcrBr4e oQoprrlneuLrr peruenufi :aceAauufi B BI'IAe flporoKonoe- 1 9;

orcyrcrBrlre xypuana npI4HrITbIx Ha 3aceAaHI,Iu pelreHfift - l6;
He paccMarpr{BaHLIe Bonpocoe npoQr.uamllKl't, Al'IarHocrlrrlr, JIer{eHI4II, MeAI'IqI'IHcKot

pea6wruraguu fi caHaropHo-KypoprHoro JreqeHlrt rpaxAaH B HaI{t oJlee cJroxHblx I4

ron$nurrnux cl{Tyaqutx, Tpe6ylolrl4x KoMI4ccI'IoH}roro paccMorpeuut' - 131,

He I43J IeHI4e KaxAoro cJIr{aJI cMepTI,I flaqueHToB, B qeiltx BbltBJIeHI4.f, [plIrtI',IHbI

cMeprr,r, a TaKxe BbIpa6orKI4 Meponp[tTlrfi lro ycTpaHeHnro napyureut'tf B AeffTenbHocTl4

MeAr4r{r,rHcKofi opraHr43arlulr lr MeAxrluHcrc{x paborHl,rKoB B cJryqae, ecJIL TaKI4e HapylreHr{t

npr4BeJrr.r K cMeprI,I naIII'IeHTa - 13;

He paCCMoTpeHLte BOnpOCoB SIIeHKI,I KaIIecTBa, o6oCnOnannocru r.r S$SexrnBHOCTIl

le.re6No-4uargocrfiqecKr4x veponpuxrufr, B ToM rrl4cre Ha3HaqeHuq reKapcrBeHHbrx

npenapaton -24;
He npr{Hrrr4e peruen[fi no eonpocaM Ha3HaqeHLIs u KoppeKIIItr4 JIer{eH[t B Ilertx yqera

AaHHbrx [arIr4eHToB npu o6ecneueHuu JIeKapcrBeHHbIMIt flpeflaparaMl,I B coorBercrBlll'I c

3aKoHoAareJrbcrBoM Poccuficxofi @e4epaqtlu - I l;
He paccMoTpeExe BonpocoB Ha3HalIeHI,I' neKapcTBeHHhIx npenapaToB npa HEUII,IqIu

Me,[rrur.rHcKr.rx floxasag1rfi (r4n4rarr44yaltHar HenepegocnMocTb, 11o xII3HeHHbrM

norasauuru), He BxoArrqux B cooTBeTcTByro4lrfi cran4apr MeAr.rqlrHcKofi nouorqu, no

ToproBbrM HaI4MeHoBaHI.ItM - 10;

He [pr,rHtTI,Ie pemeHuq o HanpaBneHul4 coo6uleHl'Ift n Poca4panna43op B I{eJItx

ocv lecTBreHl4.t MOHr.rTOpIIHra 6e:onacsocrn JICKAOCTBEHHbIX npenaparoB

($aprtlaxoxagsopa) o BbItBJIeHHbIx clyqasx no6o.{Hltx ,4eficrnufi, He yKa3aHHbIX B

nHcTpyKqtlu no npraMeHeHr.rro JreKapcTBeHHoro [penapaTa, cepbe3Hblx HexenaTeJILHbIX

peaxqui rr HelpeABr4Aennbrx HexeJrare;rbHrlx pearql.rfi flpl4 rlp MeHeHI'IIr JIeKapcrBeHHbIX

npenaparon-15;
He npr{Hrrl,Ie peruenufi o Ha3HaqeHI,I[ JIeKapcrBeHHhIx npenaparoB B cJD {atx I4 B

rroprAKe, KoTophle ycTaHOBJIeHH HopMaTI,IBHbIM!I npaBoBbIMI4 aKTaMIt POCCUftcrofi

@e4epauv lr lt cy6rex'roe Poccuftcrofi (De4epaquu' ycraHaBJr[BaIou{I'IMu nopqAoK

Ha3HaqeHr4r n BLIItTCbIBaHItt JreKapcTBeHHbrx flpenapaToB, BKJIIoqaJI HapKOTI,IqeCKUe

JIeKapcTBeHHbre [peflapaTLl I{ nclrxolponHble JIeKapcTBeHrIbIe npeflapaTbl, a TaKXe

JreKapcrBeHHbrx npeflaparoB, o6ecneveuue KoropbrMl,I ocyulecrBrqerct B coorBercrBl{n co

cranAapraMr4 ueAnr{uncr<ofi rloMolqlt rro peqenraM apa'ra ($enr4urepa) nprn oKa3aHIlH

rocy4apcrBeunoft couuanrsofi floMouru B BI,IAe Ha6opa coqllaJllHbx ycnyr - I I ;
He paccMorpeHr.re x€uro6 (o6paqenufi) fpDKAaH IIo BonpocaM, cBt3aHHbIM c

oKiBaHr,IeM Me.[r4rlr.rHcKo[ norraoulu -l l.
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ffpannmu Hopwamusu e npdeoebrc ar<mbt, ycmanasrusanulue o6nsamenba e

mpefloeaaua e cQepe zocydapcmeeuuozo Konmponn Raqecmaa u 6esonacHocmu

ued u4ancxo fi denmentuocmu:
l) c 27 anpetz 2019 rola BcrynI,IJIo B cIlJIy nocraHoBJIeHI'Ie llparrlrelrcrna

Poccr.rftcxofi @egepauuz or 17.04.2019 Ns 457 (O BHeceHlut r{3MeHeHlrr B [yHKr 3 llpanun
Me,{uulrHcKoro ocBuAereJILcrBoBaHI{t Ha laalwrt^ve unll orcyrcrelle :a6olenaau-4,

[pearTgTB]'Ioqero [OcTy1JISHLIIO ua cnyX6y B CneACTBeHHLIe OpraHbI n yqpexAeglat

CreAcrseHgoro KoMI,ITera Poccttftcxofi @eAepaqr'rlr lr Ilc[oJIHeHI'IIo cryxe6Hblx
o6ggansocrefi co, pyAHIlKa CreAcrseuHoro KoMI{Tera Poccr'rftcrofi @egepaquu>:

2) c 22 uas, 20 19 roaa BcryIII4no B cluy nocraHoBJIeHI4e flpawtrelrcraa
Poccr,rftcrofi @egepal1lrr,r or 16.05.2019 ]\{l 605 <<O sHecenur ltguesesuft a flpanula
o6ecue.{eHl,Iq nHBaJIIiAoB TexHI,IqecKr.rMrI cpeAcrBaMu pea6ur'ura\vr4 vr oTAeJILHrIX

xareropufi rpaxAan I,I3 qI,IcJIa BeTepaHoB [poTe3avr.r (rpor,ae sy6nrrx nporeson), npo:re+ro-

OpTOneAr,rqeCKI{Mu ITI3AeJII,i'MI,I I,r [pI.I3H a:lj'LIvI yTpaTvBIIIItM cLIIry a6}a\a [IecTOrO

rrOA[yHKTa (4>) [yHKTa 7 w1Me*etui1 KoTOpbIe BHoCtTCt B aKTbI llparzrenrCrAa
Poccr.rficxofi (DeAepaquu rro Bo[pocaM npeAocraBJleHl4t orAeJIbHbIx rocyAapcrBeHH6lx

ycnyr B c$epe coqualrHofi saulurlr HaceJreHr4r, yrBepxAeHHblx nocraHoBJIeHI4eM

IlparurenrcrnaPoccuficrofi Oe4epa{uu or 16 aupe.nx 2012r. Ns 318>;

3) c 8 anpem 20l9 ro4a ncrymrn B cr4ny nprrKa3 Mnns4pana Poccnrr or 22.02.2019

Ns88H (O BHeceHr,pr ugruesenrafi r llop.r4or oKa3aHlrs veAurluncxoft floMolqu 6olrnrtu c
ocTpbrMr,r HapyueHlsMl4 Mo3roBoro rponoo6paqenur, yrBepxAeHHLIfi npzrasont

Mnnucrepcraa 3ApaBooxpagenns Poccuftcrofi @egepaqlu or 15 uox6pr 2012 r. Ne928H>;

4) c 1 Ma"s 2019 rofta Bcrynl'In B cI'IJIy rIpI'IKa3 Muns4paaa Poccuu or 05.02.2019

l',1!48s <O BHeceulru rlgMeHeHnfi B floprAoK oKa3aHwI MeAI,IuI,IHcKo[ rroMourll HaceJIeHI'IK)

11o fipo$unrc (oHKoJIor[t>, yTBepxAeHHbIft uplrra:orra Muuucrepc'rna 3ApaBooxpaHeHl{s

Poccuficxofi (DeAepaqura or 15 uor6pa 2012 t. Ns915D;
5) c 6 Nraq 2019 roaa Bcryrrr.rrr B cr,rny rpr,rKa3 Mrana4pana Poccrll or 13.03.2019 l.'l!

l24rt <<06 yTBepxAeHI,IH roptAKa npoBe,qeHl,It npoQltlaKruvecKoro MeALIqI{HcKoro

ocMoTpa I,I ALICIaHCepU3aUI{Ir O[peAeJIeHHbIX rpynn B3pocnoro HaceJIeH]Is));

6) c 7 y1ar 2019 rola Bcrynr4rr B cnrry trpraKa3 MuusApana PocctEl,t or 29.03.2019

Ns173H <06 yrnepxAegllfi noptAKa IlpoBeAeHvA 4ucfla6cepnoro ua6lroAeHllt 3a

B3pOCIBIMITD;

7) c 2l urous 2019 rola Bcrynr,ur B crrJry rrpr,rKa3 MzHsApaoa Pocclrr,r or 16.05.201 9

Ns 3Q2u (06 yrBepxAeHI{I,I lloprAxa npoxo)KIeHI,It HecoBepIIIeHHoJIerHI,IMI{

AnclagcepHoro Ha6rIoAeHHt, B TOM tII,ICJre B [epI'IOA O$yqeHI4t Il BOC11I4TaHI4q B

o6pa:oearelrHLlx opraHu3all[f,x).
II IlpanonpuMenureJrbxas npaKTr,rKa co6rloAeHur o6fl 3areJrbHbtx rpeboBaHl|fi

rprl [poBeAeHI{Ir KoHTpoJtn (ua.qropa).
Tunr.rqsrre HapylueHl,tt o6t3arerLublx rpe6oBaHui, yKa3aHHbIe B aKTax IrpoBepoK.

B paMKax KoHrpont 3a co6nloAeHueM opI'aHaMI4 rocyAapcrBeHHofi BJIacrH

Poccuficroft @egepaquu, opfaHaMl,t MecrHoro caMoy[paBJleHut, rocyAapcrBeHHbIMH

BHe6rcAXerHbIMu $oHAaMLI, MeAI,IquHcKI'IMIi opraHlr3aul'IllMl4 n ipapvauerruqecxl'IMlt

OpraHrr 3aIIU'MI{, a TaKXe LIHAIIBI4Ay{IIbHbIMI [peAnpI,IHI,IMaTeJItM[, OCyIIeCTBI'IOUILIMI'I



MeArrrlnHcKyro u oapMaqeBrr.rirecKyn AerTenbHocTb, [paB rpaxAaH B coepe oxpaH],I

3AOpOBE Bbr.sBreHbr HapyureHl.u npaB rpaxAaH B cQepe oxpaHbl 3AopoBbt, r{arle Apyrux
BEUTBJI'JII,ICb:

MeAr.rrlr4HcKoe BMe[raTeJrbcrBo 6e3 orrIeHLIJr AO6pOBoJrbHOrO nHoOpMItpOBaHHOrO

cofJracr4rr tpaxAaHr{Ha;
HapyrueHr{e flpaBa Ha MeALIqnHcK]'Io noMolllb B rapaHTI,IpoBaHHoM o65eMe,

oKa3brBaeMyro 6er sgr{N{aHr,rs [JIarbI B coorBercrBlll{ c lpofpaMMoi rocygapcrneHHblx

rapan:rnfi 6ecn.narnoro oKa3aHut rpaxAauaM Ir.reAuIluncxoi [oMorq[;
HapyrreHr.re rpe6oeanuft K coAepxaHulo u Soprrae flpeAocraBfieHrlx un$opuaquu o

AerreJrbHocrrr Me.qI4IIuHcKI4x opraHzsaqufi, pa^rverqaeuofi na oi[uqzaarsrrx cafirax g

nnQopvaquonHo-TeJleKoMMystlxaquounofi cerl4 (I4HTepHer);

orcyrcrBxe B MeAr,rqr{HcKofi opranuaaquu ycttor,uit (na.nrurae o6opygoBaHnt') pttt
oKa3aHr4r Me,UT4IILIHcKOfi noMoUII4 c yqeToM Oco6blx uOrpe6noc'reft ItHBanI{AoB I,r ,(pyrlrx
fpynrr HaceneHuq c orpaHHr{eHHhrMLI Bo3MOXHOCT'MI'I 3AOpOBbt;

orcyrcrBl,Ie B MeAI,IqI,IHcKofi 4oryuenraunll [au[eHTa IrltcbMeHHoro conracflt
rpa)K.qaHr,Iga uM efo 3aKoHHoro npeAcTaBI,ITeJIt IIa pa3fJIaIIIeHHe ClegeHUfr,

cocTaBJrtloullirx ero npaue6uyro rafiuy, ApyrI4M rpulxAanaM, B ToM r{HcJIe AonxHocTHbIM

nLIU€M. B UeJI-D( MSALIII,IHCKOTO O6CneAOBaHUq I,I JIeqeHItt flaqllenTa, npOBeAeHI{t HayrIHbIx

vccle4oranufi, ux ony6;rrroBaHlt.f, B HayqHbIX u34alv;fx, IlcIIoJIb3oBaHut B yqe6HoM

lpoqegge H B ITH6IX Uenxx (e cJryqae, ecnn npeAllgnaraeTgt pa3HIaIxeHI,Ie cne4eHUfi,

cocraBJrrrou[x npaue6nyn raft ny).
B pavxax KoHTpoJrr co6lrc4euur ocyulecTBnrro lltMr.r MeAr.rq[HcKyro AeTTeJILHOCTb

opraHr43alllttMll LI LIHAI{BIIAyaJIbHbIMI4 IIpeA[pI'IHUMaTentMLr noptAKoB OKa3aHUt

MeALrrIr4HCKOft IOMOUII4 I,I CTaHAapTOB MeAI',IIII4HCKOi IIOMOrUfi .

Ocsognunu npo6JleMaMr4 npr,r uc[oJrHeH]rI,I MeALIqUHcKI4MI{ opraHIt3aIIutMI4

IOpTAKOB OKa3aHLIt M9AIIII4IICK6fi nOMoUIlt flBvI ltgb HeCO$nPAeHI'Ie CTaHAapTOB

OCHarrIeHnt Ir HapyrueHnt Tpe6oBaH[fi K opraHI{3aIIuIt AetTeJIbHocTu MeAlIllIlHcKO[

opraHr43arlslI.
OcnosHrrrtI,l

craHAaproB MeAI4IIIiHCKOi nOMOITII'I 
'IBVIItVtCbi

Heo6oCHOBaHHOe HeB6IIIOJIHeH[g MSAUIII4HCKnX yCJIyr, I{MSIOUIIX ycpeAHeHHyK)

qacToTy npeAocTaBJleHvfl . e AVIjr4r\A;

oTcyTcTB e AxarHocTI4qecKI,Ix MeroAI'lK' BHeCeHHbIX B CTaHAapT MeAITIII4HCKOT

noMolrlu.
B pamax KoHTpons co6rroAeHr,r-{ ocyqecrBJrrronlr4Mr4 MeALIIII4HcrqrIo AetrenbHocrb

opraHr,r3arluqM[ vI prHAr4Br4AyEIJIbHbIMI4 npeAnpI,IHnMaTettMI'I noptAKoB npoBeAeHl4t

MeAIIII4HCKT{X 5KCIIepTI,t3, MeAr,rrIr4HCKUX OCMO'IpOB U MeAXIII,IHCKI,IX OCBI4AeTeJIbC'reOeaHI.Ifi

ocHoBHbIMI4 BI4AaM[ BbItBJIeHHbIX HapyIUeHult tBItJlI'ICb:

HapylreHr,rt Be,qeHI,III nreAlrlluscroi AoKyMeHTaIIUU;
Heco6nIoAeHI,Ie cpoKoB xpaHeHlrt MeAI,lUI4HcKr,Ix 3aKJIIoqeH[fi B MeAHIII'lHcKof

opraHr{3aqr4r.r;

Heco6nroAeHr.re cpoKoB npoBeAeHl4s oKc[eprlr3;I BpeMeHHofi HerpyAocfloco6nocru;

lpo6neMaMr.r pfi [c[oJIHeHI4Lt MeAI4IrItHcKuMI4 opraHl43alrlttMlt
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HapyrIIeHI,te [oprAKa [pr4HrITI4JI SKCleprHOrO pellreHl1tf, o creneHfi yrparLl
flpooeccnoHaJrEHofi TpyAocflocooHocru;

OTCyTCTBne nOCJIepeUCOBbIx MeAI4qI'IHCKLTX OCMOTpOB;

B panrrax KoHTpoJrr co6nloAeH[r MeAIIIII,IHcKI'IMI,I pa6orHLIKaMv, pyKoBoAI'ITentMIr

MeAI4TIUHCKT.TX Opraulr3arlufi, sapltauemra.recKll Mrr paboTHIaKaMlI lI pyKOBOAIrrentMI',I

anTerlHLrx opraHl,I3alltru orpanluenr.rfi, [pI4MeHteMbIX K yKa3aHHbIM ]II,IIIaM flprl

ocyuecrBneHv r4 rrpo$eccrl oHaJrbuofi AerreJlbuocr[ B coorBercrBl,ru c (DeAepaJIbHbIM

3aKoHoM <06 oqrosax oxpaHhl 3AopoBbt rpaxraH e Poccaficxofi (De4epaquu>, B qacrl,I:

:Fll.r]1lq]'1r' B MeAlrqr.rHcKltx opraH]43alllurx 6laUXOn, COAepXaUI',IX UTQOpUaUUIo

peKJraMHoro xapaKrepa;

orcyrcrBl,Ie B MeAI,IqIrHcKoft opraHl'I3arlu[ noptAKa yeac'rufl [peAcraBl{renefi

opraHI1I3arlr4r,r, 3AHI,IM€TIOU I{XC' pa3pa6orKofi, npor.rgBoAcrBoM n peanusaqueit

JreKapcrBeugbrx npelaparoB, Me.quqI'IHcKI'Ix ulaettuit, opranr'Isaqlrfi, o6naAaroul'Ix

npaBaMr.r Ha LIcnoJIb3OBaHIle TOpTQBOTO HaItMeHOBaHLIt JIeKapCTBeHHOTO UpeflapaTa,

opranusaqufi onroBofi ToproBJru neKapcrBeHubrMr4 cpeAcrBaMu, alrrequblx opranueaqrai n

co6paqnrx MeAI4unHcKI,Ix pa6orur.rxor Ia r4Hblx Mepo[plltrlltx, cBt3aHHbIx c noBbIIIIeHI4eM

EX flpooeocrroHaJrbHoro ypoBHt;
oTcyTcTBr.re B MeALIqI,IHCKofi opraHI.I3aIII{I{ iIoKtUIbHOro aKTa, peUIaMeHTI4pyIOuIero

pa6Ory no un(f oprtrupoBanl,Irc MeALIIII{HcKI,Ix pa6OTHLIKoB 06 ycraHoBleHubrx qacrlro I

cTarbu 74 @3 Ns 323-@3 3alperax Ha coBepIIIeHLIe orpeAeneHgblx AeficrBl4i I'I

oTBercrBeHHocrLI 3a Ilx coBepIIJeHHe.

B pamrax KoHTpoJu opraHr{3allr{r.r I,,t ocyrLIecrBJIeHI{t QeAepaJILHbIMI{ opraHaMl'l

trcrroJlHr,rTeJrblt oir BnacTv, opraHaMLI [c[oJIHI.{TeJIbHofi BracTu cy6terron Pocczftcroi
@e4epaqltn I,I opraHaMr.r MecrHoro caMoynpaBJreHllt, ocyuIecrBJItIolqI{MLI noJIHoMoqI,It B

c$epe oxpaHEr 3AopoBbr rpax,qaH, a TaKxe ocyulecTBJrrroqr{Mr4 MeAr.rq[rHcKy]o

AerTeJrbHocTb opraHLI3aIII'IsMI4 Lr trIlALrBLrAyaJIbHbIMIr npeA[pI'IHITMaTeJItMI4

rrpeAycMoTpegnoro crarrei 90 (DelepanrHoro 3aKoga <06 ocnonax oxpaHbl 3AopoBbt

rpax.qaH s Pocc[ftcxofi (DegepaUuu> BHyTpeHHero KoHTpont KaqecTBa u 6esonacHocru

MeAHrIr,rHcKOfi AeITeJIrHOCTI,I qaule Apyr[x BhI.tBI.f,IOCb HapyIIIeHIlt B pa6oTe BparIe6HbIX

KOMT.TCCUi MeAr.rUrrHcKI4X OpraHI,I3aIIUft .

IocyAapcrnennufi KoHTpoJrb KaqecrBa rl 6e3onacHocr[ MeAHuIrHcKoE

AeqrerbHocrrr, B qacru KoHTpoflq 3a cooJlrcAeHrreM opfaHaMlr rocyAapcrBeHHofr
BJracTrr PocCufictcofi (Degepaquu, rocyAapcTBeHHblMH BHefinArI(eTHbrMI{ QoH4auut
rpaB rpar(aaH B coepe oxpaHbl 3lopoBbq

Vnpaareuuerra KoHTpoJIt 3a peaJllr3aufiefi rocyAapcrBeHHblx nporpaMM B cQepe

3ApaBOOXpaHeHr,rr [poBeAeH aHaJrr,r3 AerTeJrbHocTI4 opFaHoB HCnOJIHI{TeJIbHOfi BIIaCTX

cy6rerron Poccuficrofi @egepaqau, ocyqecrBrltloqux lbyHKIIIrI4 B cQepe oxpaHbl
3.qopoBbr rro opraHr43arluu co6lrcAen]It [paB rpaxAaH npI,I noJlf{eHltu ueAllquncrofr
floMorqt.r t4 JreKapcrBeHHoM o6ec[eqeHr.ru c rleJrb]o o[peAeJIeHI4t cyOaeKToB Poccuficroi
@egepaqrara, He Aocrurrxux lrHAr{KaropoB, xapaKTeplr3yroq[x Aocryluocrr r,r KaqecrBo
oKa3aHr.rr MeAr4rlr.rHcKofi floMorrlu rr cBr{AeTeJIbcTByIoqux o peaJrr{3arlfir4 peruroH€rJrbHoro
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nJIaHa Mepo[pLtATtIiL flO CHHXeHUIO CMepTHOCTIT OT OCHOBHbIX npHqLIH, a TarcKe r{I,ITbIBat
AeMorpaol.IqecKr.re [oKa3areJrz cy6beKTa.

Kponae roro, )n{r.rrbrBiuracb pe€rJrr,r3arlrlr repputopuaruroft nporpaMMbl
rocyAapcrBeHaux rapanrufi 6ecnlarnoro oKa3aHI4t rpaxAaHaM ueAlrquncxofi [oMourLI B

cy6lerre Poccuftcroft @egepaquu, eQ$er<rraruocrb gKcnJlyarallur,t MeALIqLIHcKoro

o6opyAoeanur, o6ecneqeHrae neKapcrBexnbrMll cpeAcrBaMlr JlbrorHblx rareropufr
rpaxAaH.

B coorsercrnrau co crarrefi 16 @e4epa:tnoro 3aKoHa or 21 .11 .2011 Ns 323-03 <06
ocHoBax oxpaHbr 3AopoBbt fpaxAaH s Poccuficroi @e4epaquu> K IroJluoMoqfltM opraHoB

rocyAapcrBeHnoft sracrl4 cy6rerroe Poccr,rftcrofi (De4epaquu r cQepe oxpaubl 3AopoBbt

orHocr.rrcq 3arqr{Ta npaB qenoBeKa n rpaxAaHl'rxa n cQepe oxpaHbl 3AopoBbt, a B

coorBercrBr{rr c noplrofi crarrz 98 (De4epalruoro 3aKoua or 21.11.2011 Nb 323-O3 (06
ocHoBax oxpaH6l 3AopoBbq Ipa)KAaH s Pocc[icKofi @e4epaqrau>> opfaHbl rocy4apcrneuuofi
BJracTr.r B c$epe oxpaHbl 3AopoBbt HecyT oTBeTcTBeHHocTb 3a o6ecneqeuve peallv3a\ult
rapanrrafi u co6mo4eulae npaB Ii cBo6oA B ctpepe oxpanbl 3AopoBbt, ycraHoBJIeHHbIX

3aKOHOAareJrbcrBoM Poccuficxofi (De4epauuu.

Ha ocnoeaHlrvI aHaJwr3a cocraBJreH nnaH flpoBepox sa 2019 roA u coglacoBaH c

feuepalrnofi npoKyparypofi Poccllftcrofi (Deaepaqrau u npoKyparypauu cy6rerron
Poccuftcxofi @e4epaqrau. Cornacoganuufi n,rau npoBepoK pa3MeIIIeH Ha cafire

f euepa:rruofi npoKyparypbl PoccIlfi crofi (De4epaquu.

Bo 2 reaprane 2019 roAa rpoBeAeso 269 npoBepoK opraHoB rocyAapcrBeHHofi

BJracrrr n c$epe oxpaHbr 3AopoBLr rpoKAaH r4 Teppl{roplrzulsxrrx $ou4on o6rgatelrnoro
MeAUqHHCKO|O CTpaXOBaHr.rr. I4s Hr.rx 22 nraliros e u247 Bj,irefll.aHoBbrx rrpoBepoK.

B xoAe [poBeAeHLIt KoHTpoJIbHbIX naepoupua 'rfi B orHoIIreHuI'I opraHoB

rocyAapcrBeHnofi sracru r c$epe oxpaHbl 3AopoBbt BbItBreHo:

- HapyureHut npn rfoprrarapoBaHlrl4 Teppr.ITopI'rEUIbHbrx npofpaMM rocyAapcrBeHnblx

rapaHTr4H.

- Hapy eHXt opraHl,I3aq[u oKa3aHl'lt MeAI',IqI'IHCKOfi nOMOIIII4 B COOTBeTCTBIIU C

[OprAKaMr{ OKa3aHI4t ueAuqnnCroft [OMoIqu, yTBepXAeHHblX npI'IKa3aMI{ MnnS4paea

POCCUr,I, HeBbTnOJIHeHLIe KII4HI,IqeCKI.iX IpOTOKOJIOB, B qaCTI{: HapylIeHU MapUpyTI43aIIXr'l

U nenpO$UnrHbre IOClI,iTZUM3ar\vtLt, HapyneHl{t cTaHAapTa OCHarqeEI,IJI, He npOBeAeHUt B

rroJrgoM o6lerrle ALIafHocrLIqecKHX u reqe6Hblx flpolleAyp I'I3-3a npocrot vl

Heg$(beKrr.rBHoro IIcIIoJI;3oBaHuq MeA[IIHHcKoIo o6opyAoBaHl4{, Ae$I4IIIIT nepBI'IqHbIx

MeAuIILIHcKlrx Ka6LIHeToB, Aef,TeJILHocTb KoTopblx HanpaBJIeHa Ha pauuee BbItBJIeHIlt

npr{3HaKOB }I cLIMIITOMoB :a6OIeeaHLI-f, lI CBoeBpeMeHHoe HanpaBneHl4e B [pOQI{nbHbIe

MeAr{qr.rHcKI{e opraHl43alluu 2 u3 ypoYut.
- Meporpurrlrr, [poBoAIrMbIe a cy6terrax Poccnficrof, @e4epaquu, Ha[paBJIeHHbIe

Ha cHI.{XeHI,Ie CMepTHOCTI4 I,I [OBbIIrreHI,It ]poBHt xIr3HIr He BbTnoJIHJIIOTC' B nOJIHOM

oobeMe H 3arlacTyro He9qQeKTI4BHbI.

- Hapynaercf, AocrynHocrb oKa3aHI4rI Me.qlIqLIHcKoI,I IIOMOIUH Ant fpaxAaH,
npoxfiBaroqux s cemcKoi tr orAaJreHnofi MecrHocrl{ (orAareunsre pafionrr He BKJIIorreHbI

B Maprlpyrlr3aqr{ro, orcyrcrBylor orAeJreHLIn (ra6nnetr) AJII oKa3anllt nepnn'trofi
AoBpaqe6Hofi t,t npaue6aofi veAnrluncroft noMoulrl, He opraHr.r3oBaHbl AoMoBbIe xosricrea
rntfl opnauu3arlur{ nepauvuofi noMoruu, neco6ruoAenue BpeMt Aoe3AoB cropofi
MeAr,rur4HcKofi rroMolllu, Heo6ecleqeHHocr], JIeKapcrBeHHbIMIt fipenaparaMl,r u
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coBpeMeHHbIMr,r o6e36onr4BaroqllMl4 cpeAcrBaMl{, B TOM qI,lCJIe nbrOTHOfi KarerQplrrl

rpaxAaH r{ Ap.).
- HeoSSeKTI,IBHoe I4cnoJIL3oBaHIae

MeALIqIIIICKI4X I{ alTeIIHblX OpraHE3aII tX'
AI,ICTAHIIIOHHbIC BIAbI KOHCYJILTATI'IBHOfi

SJIeKTpOHHOTO AOKyMeHTOOOOpOTa B

HE OKA3bIBAK)TC' B

noMorrlu Ha ocHoBe

noJrHoM oobeMe
LICnOJIb3OBaHHt

coBpeMeHHbIx r4HoOpMaIIIrOHHbrX TeXHOJTOTIft rIpU BO3HI4KHOBeHITIT KpLITI{qeCK!IX I,IJII,I

Apyfux cv ry a\uir, Tpe6yloqlrx gKcrpeHHoro pa3pellreHl4t.

- He co6moAalorct rpe6oBaHI4JI I1o yKoM[JIeKToBaHI,IIo Me.qIlrIIaHcKI'IM [epcoHElIIoM

o6rqenpoSra6Hrx $enr4ruepcxr,rx BbIe3AHbIx 6plrrag CMII; K KSMTIIIeKTaIII'IH

JreKapcTBeHHbrMr,r npelapaTaMl4 LI MeAI4III,IHCKI'IMH [3AenIUIMIt yKJIaAOK U HaOOpOB Ant
oKa3aHvr cKopofi Me.uuIII,I HCKOft IIOMOUIII; VKOMNJIEKTOBAHI{K} MAIIII,IH CKOPOI{

MeAr,rqLrHCKofi 11OMOIIII4 B COOTBeTSTBSU c lIOptAKoM OKa3aHItt cKop6i, B ToM rII{CIe

cKopoft cleUuaJILI3L4poBaHHoft, MeAI,rqIiHcKofi noMoIq1,1, yTBepxAeggoro npnKa3oM

Mlrxs4para Pocctttt o't 20.Q6.2013 Ns 388H.

llapx anrouo6lglei cKopoft MeAI4III'IHcKofi rloMolllll uMeer BbIcoKHfi npoqenT 1a3goca

aBTOMO6LIJII{ HeAOyKOMnJIeKTOBaHbI I'.|3TETI:1'y'MII MEAI,IqI,IHCKOfi TCXHI,IKII

JreKapcTBeHHbIMn llpelapaTaMu, oTMeqaeTc.t KaApoBbIfi AelbuqI,IT. Hapyurarorcr trpaBl'Ina

xpaHeHr{rr JIeKapcTBeHHLIx flpenapaToB. Ornaeqaercq flpocTofi Ii nepe6ol{ B pa6oTe

6opronoro o6opyAoBauut crryTHI,IKoBoft HaBI,IraIII4oHHo-MoHI,ITopLIHroBofi cucreMbl

|IOHACC/GPC, ne opraurr3oBaHa ellvlafl Ar4creralepcKtls cnyx6a oKa3aHllt cropofi
MEAI{qI,IHCKOfi IIOMOIqII.

- oTMeqaeTcr HlI3KI,Ifi UpOIIeHT yAoBneTBOpeHHOCTI{ noTpeOHOCTIl HaceJIeHLIt B

BbrcoKorexHoJlofmHofi MeAI,IqLIHCKOft nOMOuIrl B oeAeparEHhIX rrpexAeHrrfx.
- B xoAe KoHTpoJrr 3a Ar,rcflaHcepilgalJaei4 AeTeft-cI'IpoT BbItBJIfiJIOcb He BbI[oJIHeHEe

B IIoJTHoM o66eMe peKoMeHAaqlrfi no raroralr ALIcnaHcepH3aULII4 B qacrl4 rlocJleAyloulefo

O6a3aHrrr MeAIlqI4HCKOft 1OMOIIII{ AeTtM-C}IpOTaM, a TaKXe q,r:6;flafl, OpraHIl3aIIIlrI

MeXBe.rIOMcTBeHHOfo B3ar{MoAeftcTBl.It (OTcyTcTBHe coDIaIxeHI{s c OpraHaMI'I oIreKI'I lI
[Onelrr.rTeJlbcTBa), qTO cO3AaeT pI4CKI{ HLI3KOft AOJII,I oxBaTa AI,IcIIaHCepI'I3aIIfiefi AeTefi-

cl,rpor, I,I KaK CJIeACTBI{e CHI,I}KaeT ypOBeHb Be,{oMcTBeHHOrO KOHTpOrq.

- B XOAe KOHTpoJIt 3a [poBeAeHLIeM AIicnaHCepI'I3aUI4I'l OlpeAeneHHEIx rpyIIII
B3pocnoro HaceJIeHIls oTMeqeH pI,IcK HeI{cIIonHeHI,Iq rIIaHa IIo I{TOraM 2018 roAa, a TaKxe

HeAOCTaTotrHbri ae4Oucreengblfi KoHTpoJIb 3a [pOBeAeHI,IeM AItcIIaHcepu3aI\rIL1
- B xoAe KoHTporq 3a peaJrH3alll4efi neKapcTBeHHoro O6ecIIeqeHl,Iq BbItBJItIoTct

cr.rCTeMHErMr,t [pO6IeMbI: HeAOCTaTKII B JIOruCTI,lKe JIeKapCTBeHHLIX flpeflapaToB LI

OTCyTcTBr.re eALIHOi IiHSopMaIII4OHHoft CHcTeM6I, o6eclequBaloqefi B3aLIMOAeficTBI4e

opraHa ynpaBneHfir 3ApaBooxpaHeHr{r, MeAI,IIII4HcKoro I4HoopMaIIuoHHo-aHaJIHTIlrIecKoro

rIeHTpa, MeAurIr.rHcK,Ix I4 $apMaIIeBTI,rqecKI,rx opraHI'I3aIII4 fi, a raKxe JIeKapcTBeHHoe

O6ecneqeHlle oT BbInI,IcKIi peqefiTa AO IIoJIf{eH[t JIeKapcTBeHHOTO [peflapaTa [aqlIeHTOM'

Heco6nroAerlue cpoKoB [ocraBoK JreKapcrBeHHbIX flpenaparoB co cropouhl rIocraBIIII,IKoB,

Hay.vg.ve Heo6ecneqeHnbrx neKapcrBeHHbrMrr rrpenaparaMl,I peqenroB, He anaJrll3l,Ipylorct

rrOTpe6HOCTIt B JIeKapCTBeHHbIX flpeflapaTax I4 He IpOBOALITC' ynpaBneH]re ToBapHbIMI'I

3afiacaMr.r. 3a(prarcuponaHbr $aKTbr crwrcattrt JreKapcrBeHHblx flpenaparoB, B ToM qucJle

BAKIIHH.
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TaKxe s npoBepeHHbrx cy6rexrax orcyrcrByer r.rJrn ocyu{ecrBJrrercr He Ha

AoJrxHoM ypoBue BeAoMcrBeulrbrfi xonrponr r{ opraulr3aql,IouHo-MeroAltqecxax pa6ora, r
TOM TIXCIC CO CTOPOHbI HIABHbIX BHEIIITATHbX CICqIAJIIICTOB OPTAHOB 3APABOOXPAHEHH'

cy6rexra.
3avacryro e cy6rerrax Poccuftct<ofi @egepaqrall npl4 nonycrllTeJlLcrBe

pyKoBo.qr4TeJrefi opranon rocyAapcrBeHnoft ruracru r cQepe 3ApaBooxpaHeH[JI, co3Aarorct
npe,qlocbrJrKr4 Lr yc]'roBLrfl AJrr noAMeHhr oKa3aHr4t rapaHTLIpoB:IHxoro o6reua 6ecnnarHofi
ue4uqr,rncrofi noMolqlr nJrarHbIMI4 ycJryfaMr,I, oco6egno npl4 [poBeAeHI'tI4

AuarHocTfi qecKLIX npolleAyp.
IIo pesyruraraM Bcex [poBepoK 6rtlo nu4ano 154 npe4nlrcanra-s o6 ycrpaHeHIlI'I

BbrrBJreHHbrx napyuenufi, cocTaBJIeHo 17 nporoxolon. flpegnucanurl, y KoTopblx He lIcTeK

cpoK r.rcrroJrHenufi naxo4rrct Ha KoHTpoJre Pocs4paeuagaopa.

I,Inifopnaaqr.n tro pe3yJrbrariu KoHTpoJIbHbIX naeponpr.Iarufi HanpaBJIeHa

Pocsgpanna4sopoM B aApeca rnan cy6lerros PocclificKofi @egepaquu, n Mnn:4pan
Poccnlr, B feHeparrHylo rpoKyparypy Poccr'ricrofi @e4epaqut't.

Taxxe s Hacroru{ee BpeMr B coorBercrBllu c pacnoptxenuerrr flparrlreJrbcrBa
Poccrnficroft @e4epaqnn or 27.06.2019 N1391-p <<O nponegenuu s 2019-2020 roAax

Bcepoccuficroft 4ucnancepl43al{Hl4 B3pocJloro HaceJIeHI{t Poccuficxofi @e4epaqur4>> u

nopyqegneM flpe.qce.qarer1 flpanurelrcrna Poccraficrofi @e4epaqr.ru A.A.MeAaeAesa or
23.04.2019 Ns.4\4-il14-3355 rpoBoAl,Irct MoHLIroplIHr loroBHocrrl cy6texron
Poccuftcrofi (De4epaqur.r K npoBeAeHI{Io Bcepoccraficxofi 4lrcnancepu3a\r4tr (nepnoro
gTana) n HuUIuqUe MeAIlInHcKtD( OpranUeaq1rfi, roToBblx K [poBeAeHl4ro I srana n

coOTBeTcTBI.{u c noptAKoM npoBeAeHLIlI npO$fiIaKTIrqecKoIO MeAI'IIIIIHcKOro ocMOTpa I'I

Ar,rcnaHcepI,I3aI{I4U OnpeAeJIeHHbIx fpylln B3pocJIoIo HaceIeHI4t, yTBepxAeHHbIM npI'IKa3OM

Muu:gpana Poccrlt or 12.03.2019 J\bl 24tt'
flpr1 npore4elr4 a*arr43a oneparxBHoro c6opa r.ruSopMaIII4[r Iro roroBHocrl'I

cy6rercroe K npoBeAeHuro Bcepoccr.rficxofi lncnaHcepnraquu (nepeofo grana) BbItBJIeHo.

qro opraHbr rocyAapcrBeHHofi Bracrn a cQepe 3ApaBooxpaHegllt He rrpoBeJln AoJIxHyK)

roAroroBKy AJrr npoBeAeHur BcepoccaicKoft AllcnaHc epv3a\w. He npoanalr'I3l'IpoBaHbl

BO3MOXHOCTIT npOBeAeHLIt AaarHocTI,IqecKHx IIpoIIeAyp B [pa3AHI',IqHbIe I',I BbIXOAHLIe .qHl',r'

B Beqepgee apeur. B Hacrosulee BpeMr rro cy6rerran ecrb MeAItIII4HcKtre opraHI{3aIII{fi,

Korophre roroBhr K [poBeAeHI{Io 1 erana Bcepocc ficKofi Al{cnaucepu3allufi.
Hau6oaruree KoJluqecrBo MeAI,Iq[HcKl'tx opraHlasaqufi (or 60 ao 89), rotorrrx r

caMocTorTeJIbHoMy npoBeAeHI.Irc I 9ra[a pacno;Ioxegbl s r. MocKBe (62), t. Canrr-
Ilerep6ypre (66), Kpacro.qapcKoM rpae (89), Huxeropogcxofi o6nacrlt (63), Pecny6nrnre

Earuxoprocran (66), Pecny6nlrxe Ta'rapctan (83), CnepAlorcxoft o6nacru (65),

Hoaocu6rapcxofi o6nacru (60), Pecny6nure ,{arecrau (67). Hauueublrree KorII{lIecrBo

MeAr.rqr{HcKr.rx opranlreaqvfi (or 0 4o 3), rorolux K caMocrotreJlbHoMy npoBeAeHI'Irc I
3rana pacflorroxeHbr B oproBcKofi o6nacrH (3), HeneqroM aBroHoMHoru orpyre (2),
Pecny6nuxe Karrr{rr uq (2), r. Ceeac:ronone (2), Kuponcxofi o6nacrl4 (0), Pecny6nnxe
Tnna (3), Xa6apoacxorra xpae (0), 9yrorcrolt aBroHoMHoM oKpyre (l), Pecny6nrare

Llnryruerur (3).
llpogonxaercr MoHxropl4Hr peuIJII{3auI4I4 pacnopsx(eHl'Ls flpanureltcrna

Poccuftcr<oi @e4epaqr.rn or 3 uapra 2018 r. J\b 369-p no pacrrl4peHltro cerl'l cenbcKllx
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Me.quqr.rHcKr.f x )'qpexAeHllfi. flo coctosHllrc sa 09.07.2019 orMeqaercs noJIoxI,ITeJIEHaJI

AHHaMr4Ka nO BBOAy B 3KCnJryaTaUr4rO MOAyJIbHbIX KOHCTpyKIII{Ii Ii nOJIrIeHI,Irc JIHIIeH3LIIT.

flepuo4 3axmoqeno
KOHTpaKTOB

BseAeuo s
SKCnJryararluro

Ocyuecrarnor
AetreJlbHocrb

flonyuena
JII,IIIEH3I,I'

tt.06.20t9 346 248
128 (51,6Yo or
BBEAEHHbIX B

sKcnJryaTarlno)

ll7 (47,lohor
BBEAEHHbIX B

excnrryaraqr.rro)

25.06.2019
346 248 r44 (s8,6%)

132 (53,2Yo or
BBEACHHbIX B

srcnlyarauuro)

09.07.2019 346 274 r6e (62%) lse (s8%)

Bug ronrpo.nq - rocyAapcrsenHHfi KoHTporrb (uaqsop) n c$epe obpauenfifl
JreKapcrBenHstx cpeAcrB n QoP*re:

- Qedepanuuozo zocydapcm*eHHoeo uadsopa e c$epe o6paqeuua neKapcmseHHbtx

cpedcme;

B r{acrll

IeKapcTBeHHbrx

no XpaHeHHIo' [epeBo3Ke' oTrrycKy' pez}JII,3aIIuI4 neKapcTBeHHbIx cpeAcTB LJ1E

MeAnrltrHcKoro npr,rMeHeHus so II KBapr€rne 2019 r. a exero4utrft IJIaH BKn]oqenrr 398

rrraHoBhrx rpoBepoK. llpone4eno 437 npoaepox (365 nnauonux u 72 r,nenr'anonlrx). B

CB.s3n C npeKpaIIIeHI,reM AefCTBut JII{IIeH3I,II4 Lr3 exeroAH6fo nJIaHa npoBep6K

rcpu,quqecrl,Ix tuq ll TIHAI4BT{AyaJILHbIX [poBepoK lIcKJIIorIeHbI 33 opranr'rraquu.

B xoAe [poBeAeHut [poBepoK rocyAapcrBenHoMy KoHrpoJIIo floABepranllcb:

--opraH[3aqr.rfi onronofr 'roproBJrr.r JreKapcTBeHHbrMr.r cpeAcTBaMI,I AJI' MeAITIILIHCKOfO

[pr.rMeHeH14t;

-anrer{Hble opraHI'I3aIII4I{ (anreuuue [yHI(ThI),

-MeAI,IqLIHCKI,Ie Opf aHI{3aIII{U.

Ocnosagr,rq14[ Ant [poBeAeHIIf, BHenJIaHoBbIx [poBepo6 no II raapran e 2019 tola
qBI'II4Cb:

- IICTEqEHI'IE CPOKA ITCTIOJIHEHU' IOPI4AI4qCCKI,IM JII{IIOM, I'IHAI'IBIIAY'IJIbHbIM

[peAnprrHr4MaTeneM paHee BhIAaHHofo [peA[LIcaHLIt o6 ycrpaueul4l4 BhltBJIeHHoro

HapyreHr{q - 54 (75%);
- [ocrynJreHlle o6paqeul,Ift v 3aflBreuvfr. lpaxAaH, B ToM qficJle I'IHAITBI'IAyaJIIHrIX

npeAflpnnr.rMare.irefi, ropu4uqecKr,Ix llzu, unQopnaaqnll or opraHoB rocyAapcrBeHHot
BJracrr,r, opraHoB MecrHoro caMoynpaBJleHvIt, r43 cpeAcrB rr4accosofi uHQopruaqrlrl o

Bo3HaKHoBeHr.ru yrpo3bl npuquHeuu.r BpeAa xLI3HI4, 3AopoBblo lpaxAau - 18 (25%).
Tarulr o6pa:oM, coorHorueHr,re B AoJreBoM BbrpoKenr{u KoJrr4qecrBa BHeIIJIaHoBbIx

rrpoBepoK ga orqetrlrfi flepltoA He I,I3MeH[JIocb, AoMIrHLIpyIor rIpoBepKL no KoHTpoJIIo 3a

- eut6opovuozo KoHmponfl Kaqecmqa JleKapcmaeHHbtx cpeocms.

Se4epanruoro rocyAapcrBeHHoro HaA3opa r cSepe o6palleHl'It
cpeAcrB nocpeAcrBoM opraHIr3aIIuL U npoBeAeHI'IS [pOBepOK

coorBercrBut JreKapcrBeuHbrx cpeAcrB ycraHoBJIeHHbIna 'rpe6onanrarM 3aKoHoAareJlbcrBa



l)

r.rcnoJrHeHHeM ropr,rAr,rqecKr4M nr{uoM/HH,qI,IBI,uyajIEHLIM rIpeAlpI,IHI,IMaTeneM paHee

BbrAaurroro [peA[r{caur4r. llpv npone4eHlllr npoBepox co6lroAenrt ycraHoBJIeHHbIe

rrplrKa3aMlr cporur. llo pe3yJrbraraM KoHTpoJIbHo-HaA3opHLrx Iraepouprlarlrfi o$opMreHbl
aKrbr npoBepor. llo rarorau nJraHoBblx fipoBepor BLIAaHo 345 npeanucanuft, no IiroraM
BHe[JraHoBbrx npoBepoK - 12 npegnwcanufi. llo pe3ynrraraM KoHTpoJIbHo-HaA3opHbIx

veponpruruft sa II rnapran 2019 rorc cocraBrleH 361 nporoxon no q. 1 cr. 14.43 KoAfl
P@ u 17 nporoKorloB no c'r. 14.4.2 KoAII P@.

O6rexronr npaBouapyruerlur rro crarbe 14.4.2 KoAII P<D tBJltrorct o6ulecrseHHrte

oruollreHrrr, orHoctlrll{ect K npaBI{JIaM onrosoft ToproBJII{ 14 noptAKy posnuuuofi

roproBJrr{ JreKapcrBeHHEIMLI cpeAcrBaMI,I, rro crarbe 14.43 KoAII P@ - o6rqecrBeHnble

orHorrrenr.rt s o6racrn [pI,IMeHeHI,It t,t [cnoJIHeHlIJI o6ssarersHrrx tpe6osaul'rfi x
flpoAyKur,ru r,rJrv K npoAyKIrI,I[ rI cBt3anHurr,r c tpe6onaHutMl't K npoAyxquu npoueccaM, B

qacTHocTr.I xpaHeHas neKapcTBeHHEIX flpeflapaToB AJI' MeAI'IqI'IHCKOTO [pI'IMeHeHHrI.

Tarue rpe6oBanvr^ ycraHoBJIeHhI, B ToM vlacle @e4epEIn6HbIM 3aKoHoM or
12.04.2010 Ns6l-(D3 (06 o6pauleuura neKapcrBeHHbrx cpegc:rr>, flpaBr.rrraMI{ naAlexalrlef
npaKTr,rKr{ xpaHeHl{t u flepeBo3Kl'I JIeKapcTBeHHbIX npenapaToB Ant MeAI'IqHHcKoro

npr4MeHeHr.rr, yrBepx,qerlnbrx [pLIKa3oM Mr'rns4paaa Pocculr ot 3 1 .08'2016 Nl 646u,

flparuravn xpaHeHLIt JIeKapcrBeHHbIX cpeAcrB' yrBepxAeHHbIX nplrKa3oM

Mzns4parcoqpa3BLrrus Poccuu or 23.08.2010 Ns 706H, llpaaulaull onrosofi roproBJII,I

neKapcTBeHHbrMr.r cpeAcrBaMLI Anq MeAI,IqUHCKOfO [pI,IMeHen[t, yTBepxAeHHErx npI'IKa3oM

Mr.rusgpaecoqp a3Btrrlrfl. PQ or 28.12.2010 Ns 1222H.

AAvunucrparl,IBnoe HaKa3aHI,re B BfiAe [peAynpexAeHl'It B coorBercrBl4u co cT atrefi
4.1 .l KoAfI PO BbIHeceHo 269 rcprlAvrrecKl'IM JI IIaM u vHArrBkrAyaJtbHbIM

rrpeAnpuHr,rMaTemu (ax pa6otrurav), oTHoctqI,IMct K Cy6beKTaM MUIOTo lI cpeAHerq

npeAnprrHLIMaTeJI6CTBa.

Pesylrrarur [poBepoK ropuAlrqecKrlMr.{ JII{IIIMI,I ne o6xarosanucr. 3a II xnapra.n

2019 rotaH€BHaqeHo aAMnHrcrparlarnrrx ur, pa$oB Ha cyMMy l8 450 ruc. py6.

B II xeaprale 2019 r. paccMorpeuo 661 o6paureHl'Ie rpaxAau, B roM qI'IcJIe ro
BOrrpOcaM, KacanUII,IMCs OTIIyCKa, XpaHeHut, [epeBO3KI,I JIeKapCTBeHHbIx CpegCrU - 321

o6parqenue. Meprr flpoKypopcKoro pearapoBaHl4t B cBq3I'I c HerIpaBoMepHbIMI'I

AeiCr:suqvu POCa.Upaaxa4Sopa B OTiIeTHOM KBapTaJIe He npLIMeHtJIuCS. 3a Or'{eTHltfi

[eproA B PocaApaBnaA3op pa3rf,cHenl,It fenepalrnoft rpoKyparypbl Poccuficxofi

@e.qepaqnu Ee rrocryrr€ull,L

B II xnaprale 2019 roAa ITMeJIII Mecro cneAypurfie cucreMHble HapyureH[c,

AO[yCKaeMLre rcpl,IAlrqecKr4Mr.r Jrr4rIaMI,I Lr t4ItI'IlBUAya.JrbHbIMI4 TIpeAIIpI4HI,IMaTeJItMI',I npI',I

o6paqeurau neKapcrBeuHEx cpeAcrB: B HapylreHl4e rpe6oaannfi crarru 58 (Degeparuroro

3aKoHa or 12.04.2010 .Il! 61-03 <06 o6parqeHr4rlr neKapcrBeHHsIX cpeAcrB)) B ilacrll
xpaHeHr4rr JreKapcrBeHHblx cpeAcrB; llpanun xpaHeHI,It JIeKapcrBeHHbIx cpeAcrB, flpanun
naAlexaqefi rrpaKTIaKI4 xpaueHut Ir nepeBo3KI,I JIeKapcrBeHHEIx IlpelaparoB Ant
MeAI,IIIHHCKOTO [pr4MeHeHUC.

- orcyrcrByer o6opyAoranne, Heo6xoAr,IMoe AJII opraHLI3aIrI4I4 HaAnexaulero

xpaHeHr.rrr neKapcrBeHHbIX flpeflaparoB, rIo3BoJItIouIee o6ecue'{urr xpaHeuue
JreKapcrBeHubrx cpeAcrB B coorBercrBl,Iu c yKa3aHHbIMI{ Ha nepnu-ruofi u ntopuvuofi
(norpe6lrrenrcr<ofi) ynaxoare rpe6onaxutMll npol43Bo4utelefi JIeKapcrBeHHbIX cpeAcrB
(orcyrcrayror KouAlrqnoHepbr, flplrroquo-Bbrrrxuarl BeHTI{JIIIII4I, ocyIrrHTeJILr Bo3Ayxa,



$apuaqenruvecrlte xoJro.qfinbHr{Kr.r), nouelqenlrr
npenaparoB rpe6yror reKyrqero peMoHTa; He

nJlfl xpaHeHr,rr JreKapcTBeHHbrx

co6ruoAarorcq ycJroBur xpaHeHr,rt

JreKapcrBeHHErx npeflaparoB, B ToM vucne rpe6yourrrx 3arrlrrrbr or rroBhrrleHnofi,
nonlrxeuxofi TeMfleparypbr, or geftcrnvIfl cBera, BJlaxHocnr, or MexaHl,rqecKoro
sosAeficrsrr (yaapor);

- oTcyTcTByroT clrcTeMa BnyTpeHHero KoHTpoJrr KaqecTBa oKa3aHrifl ycJryr[, a TaK)Ke

paspa6orauurre u yrBepxAeHHbre nHcrpyKr\uv, cran4aprHble orepalrl4oHuble flpoqeAypbr,
rro3BoJrrroque peruraMeHTnpoBarL 14 KoHTpoJrr.rpoBarb (rnyrpeuuufi rconrponr) Aeitctr'lts
coTpyAHnKoB rlpLt ocy IecTBJIeHIr]t AeqTerbHocTI'I flo xpaHeHllrc, oT[ycKy peaJru3arlu}I

JreKapcrBeHHLrx flpe[aparoB AJrr Me.uuqltHcKoro npI4MeHeHI,It;

- pyKoBoAureJreM opraHuraqnft He ycraHoBneH noptAoK BeAeHHt )rqera
JreKapcTBeHHbrx cpeAcrB c orpaHI,IqeHHbrM cpoKoM roAHocTI4; orcyTcrByror AoKyMeHTbr,
orrpeAeJrrroque noptAoK BeAeHIrt yrreTa JIeKapcTBeHHbIx cpeAcTB c orpaHr4rIeHHbIM

cpoKoM roAHocrr.r. He ycraHomeE KoHTponb 3a cBoeBpeMeHHofi peaJlu3alluefi ernx
JTeKapcTBeHHBIX flpeflaparoB. B pr4e MeAI,IqIIHcKI,IX I4 arrTeqHbrx OpranU:aqr'Ifi BbLtBJreHbI

JreKapcTBeHHbre npenapaTbr c r{cTeKrrrr4M cpoKoM roAHocTt4, a TarcI(e JIeKapcTBeHHbIe

npenapaTbr, KaqecrBo KoTopblx AoKyMeHT€IJIbHO He noATBepxAeno;
- He co6JrroAilrorcr rrpaBr4Jra ornycKa u pearvsal\uu JreKapcrBeHHblx rlpenaparoB

(4onycxaercx ornycK perlelrypHlrx JreKapcrBeHHbrx rlpenaparoB 6er peqenra; anreqHblMn

opraHu3arlfiqMr.r He [peAbrBJr{roTcr peqeflTbr Ha JreKapcTBeHHbIe lrpenapaTbl, noAJlexaullle

npeAM erHo-KoJlusecrBeHHoMy yver!).
Opranrasaqux I4 [poBeAeHI4e MeroAl{r{ecxoi pa6oru c opraHl'I3aul'rtMl, no

fipeAorBparrleHr.rrc I,IMLT uapylreutft o6ssarerlnux rpe6oBaarfi ocyurecrBJrterct
Poc:gpaanag:oporra rlyreM npI,IBreqeHLIt uH{opuaquonnsrx pecypcoB (ra:erur,
c[equaJrr43npoBaHHble xypH:IJIbI, MecrHble KaHaJIbI renenl'r4eur'u), pa3btcHeHl'It

noloxesaft 4eficrryrotqero 3aKoHoAaTeJIbcTBa, B TOM rIuCIe rrpll yCTHOM o6parqenraN

Iopr.rAr.rqecKux JIIru, I4HAIIBI4AYAJIbHhIX IIpeAnpr4rrr.rM aTeJrer.r rpax,qaH

senocpeAcrBeHHo B Poc3ApaBHaA3Op, TaK I{ [O renetpouy I,IJII,I gJIeKTpOHsOfi nOqre.

Exero,qno Ha orKpblrblx Ir AocryIrHblx IaHQopvaqltoHHblx pecypcax

Poc:gpaaHa4:oporra pa3Meulalorcs lirorl{ KouTpoJlbHo-Hagaopuoi AetreJIbHocrI'I B

lpolreArxeM roAy.
Poc:4panua4:opoM npoBoAqrcs Korrerxu, rouQepeuquv, pa6oqve coBeqaHl,It,

ceMuHapbr, c f{acrueM npe4cranureleft MeALTIII4HcKI,Ix u Qapltaqenrl'IqecKl4x
opranuaaquit, o6qecrgeHHHx opranasaqufi n ilpo$ecciloHuulbHblx accoqr,raqrafi (XX
exeroAHrur Bcepoccuficxar xon$epeuqz.a (focyAapcrBeHHoe perynl4poBaHlle a c$epe
o6par4eur.ra JreKapcrBeHubrx cpeAcrB lr MeA[I{IrHcKux uzplerruir - @aprraMegO6paqenue
2019>> u sp.).

Poc:4paaua4sopoM l43Aaerct x(ypH€IJI <<Becrnux Pocr4paruag:opa>.
Xypnar BLrxoAr.rr oAr.rH pa3 B ABa Mectqa (6 nolaepos r ro4), na 80 nolocax,

Tr.rpaxoM 3 500 sxs., r.rMeer cBoro crpaur.Iqy Ha o$rlquarbnolra caftre Pocs4paanagropa
htto ://www.roszdravnadzor.ru.

flo pesynrraraM Mouuropunra oKa3aHr.rr t'ocyAapcrBeuHbrx ycJryr, obpaureur4fi
rcpu.quqecKr.rx JU,rq, r.rHAr.rB[Ayuur6HErx npegnpunralrarelei u rpaxAaH Ha cafrTe

Poc:gpanua4:opa pa3Mex{anrcr orBerLr na nara6oree qacro 3aAaBaeurre npobremuue
Borrpocbr, B ToM rrllcJre pa3MeularoTcs Br.rAeopoJrIl KIt.
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B uercx npo(funartlrxu HapyIueHLIft n cQepe 3ApaBooxpaHeHut Ha cafi'rax

Pocsgpaeuaqeopa pa3Melqalorct flpeca-penl,I3bl IIo pe3ynbraraM KoHTpoJIbHbIX

veponpuxrufi, qro B cBoro oqepeAb [o3BoJrrer ropLtAI,IrrecK[M nI,rIIaM, IcIIAnBI4Ay€uIbHbIM

rrpeAnpr.rHr4MarerqM flpoBecru cauoo6c.reAoBaHr,re u ycrpaHI.ITL aHaJIor[qHLIe HapyureHlrs.

Pocagpanua4r op c 2017 roAa tBJlterct f{acrHlaKoM npl,Iop[TerHoro nI'IJIorHoro

npoeKTa <PeQopua KoHTpont I4 HaA3opD).

B pavxax peaJILr3aIrfiI,I flacnopra flpllopllTerxoro npoeKTa <<BueApenue cllcreMbl

KOMnneKcHOfi upoQunaxrlrru uapyurenufi o6rgatelurrx rpe6oBauui>, yreepxAdlruoro
lporoKoJroM 3aceaanr4s npoeKTHoro KoMI{Tera or 27.01.2017 Ns 5, Pocs4paBHaA3opoM

[poBeAeHbr npo$unarrr,ruecKv e Meponpv'nvA, HanpaBJIeHHEIe Ha npeAyfipexAeHlre

napyruenrafi o6r3arerbHbrx rpe6oBaHrdfi, ycraHoBneHHbIX Oe.{eparbHbIM}I 3aKoHzIMIl H

r.rHbIM[ HOpMaTUBHbIMII rIpaBOBbIMI,r aKTaMI4 POCCUfi CrOft @eAepaqnlr.

B stofi cBr3LI Poc3ApaBHaA3opoM 6rttru ug4ar:.:",t:

rpltKa3 Pocs4panua4sopa or 27.04.2017 Ns 4043 <06 l"rnepx.qenuu llepe'rur
npaBoBbrx aKToB 14 LIx oTAeJILHbIx qaCrefi (nOnoxenr,Ift), coAep)Kaxlux o6qaarelrHrre

rpe6OnaHua, co6lrcgexlre KoTopblx oUeHlIBaeTCx flpu [poBeAeHI,II,I Mepoflpllxtr,tfi uO

KOHTpOJTTO B paMKtX OT,qeJIbHOfO BI4Aa rOCyAapcTBeHHoro KoHTpoJIt (HaA3Opa)));

npr,rKa3 Pocs4parna4sopa or 30.11.2017 Ne 9890 (06 yrBepxAeHHLI

Begouctrennoft [pofpaMMBI upo{uaaxruru napyruernfi o6ssarelrHrrx Tpe6oBaHI'Ift).

BeroMc:rseHHHe HODMATHBHbIE DA3MCIIIEHbI T4HQOpMaTIEOHHO-

o6sgarerusrx
AetTeJrbHocTI,I

reJreKoMMyHr4KarluonHofi ceru <<l{nrepneD) B orKpbIToM Aocryne ua o$raqna:rrnonr cafire

PoceApaauaAsopa (htp://www.roszdravnadzor.ru/) r pa:iAene <PeQoprrta KoHTponbHo-

HaA3OpHOfi AetrerbHocrl,I).
Ha oQuqnanbHoM cafire Pocr4pannagropa ony6JII'lKoBaH roAoBofi AoxlaA no

npaBolplrMeHllTenbHor npaKTlt(e, craTI'ICTI4Ke TI,INOBbIX I,I MACCOBbIX HAPYIIICHI,II4

TpeooBaHI,Ifi, BbI'BJIEHHbIX B

Pocs.qpaeua4sopa, LI AoKnaA c

o6sgarelurUX rpe6Oranui nO COoTBeTCTByIO IITM BI4AaM roCyAapCTBeHHOrO KOHTpOJII

(naasopa) c co3AaHLIeM K yKa3aHHbIM AoKIIaAaM cepBI'IcoB AJIf, coopa BonpocoB

(o6paureuufi).
Kpove roro, IIeHTpaJIbHbIM aflnaparoM I'r reppltroPI{iIJIbHbIMI'l opI-aHaM[

Pocrgpanna4eopa exeKBapr€rnruo ony6ll'IKoBblBalorct AoruIaArI no

[paBOlpriMeH[TeJIbHOfi [paKTUKe, CTaTItcTUKe TI.IIIOBrIX I{ MaCCOBbIx napyneUufi

o6r3arenbubrx rpe6oBaul,Ifi KoHTpoJlrno-Ha,q3opuofi AetreJlbuocrl'l.

@edepanouotil aocy apcmsenuotrt nadzop e cQepe o6par4euun neKapcrnoeHwbtx

cpe0cm6

(Dedepa.ntntril eocydapcmaeuHbrfr Hfld3op e cQepe ofipaulevun neKapcmseHHbx cpedcms

nocpedcmeo"u opzaHa:taquu u nposeoewun npo8epoK coomSemcmgun neKapcmoeHHb&

cpedcms, Haxodnuluxct 6 epaxrcdancKow o6opome, ycmoHoerretHbtJfi mpe6oeaHunt R ux
KAqecmey

flocrauornenzeu llparmtrlbcrBa Poccnicroi @e.qepaqNra ot 17.08.2016 Ns 806
(O npr.rMeHeHr,rur prrcK-opfieHTLIpoBaHHoro [oAxoAa IIpII opraHI{3aIII{I,I orAenbHblx BI'IAoB

pe3yJrbTare KoHTpoJIbHo-HaA3opHotl

pyKoBoacrBoM no co6rloleHfiIo
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rocyAapcTBeHHoro KoHTponr (HaA3opa) H BHeceHr.rr4 r43MeHeHr.rfi B HeKoTopbre aKThr

llparuremcrna Poccuftcrofi (Degepaqr.ru> yrBepxAeHbr llparrana orneceHrur
AerrenbHocrl4 ropr,IAr{qecKux nu\ v uHALrBuLyaJrbHbrx npeAnplrnuuarelei u (unu)
ucnoJrb3yeMbrx r4Mr{ npor43BoAcrBeuuLrx o6rex'ros K onpeAeJreHHofi rareropurl pncKa }iJrn
onpeAereHHoMy KJraccy (rcareropun) onacHocrr4.

B csrs[ c grLIM nocraHoBJreHr{ena flpaer,rrelrcrsa Pocc[ficxofi @e4epar{Hu or
31.07.2017 J',le 907 BHeceHEr n3MeHegr4rr s floroxeHr.re o QegepanrnoM rocyAapcrBeHnoM
HaA3ope n c(pepe o6parqenur JreKapcrBeHHhrx cpe.qcrB, yrBepxAennoe nocraHoBJreur4eM

flpanurenrcrna Poccuicxofi @egepaquu or 1 5. I 0.2012 Ns I 043.
B rleJrflx np[MeHeuru (Degepamnofi cryx6ofi no HaA3opy n c<fepe

3ApaBOOxpaHeHHr pr4cK-opfleHTHpoBaHHoro floAxo.qa pu ocyltrecrBJreHltll
rocyAapcrBeHHoro HaA3opa r c$epe o6paruexru neKapcrBeHHblx cpe4crr 6rtla npoBe.qeHa

rpa1auLlg, [por43BoAllTeJrefi reKapcrBeHHblx flpeflaparoB Ha ocHoBaHllrl o6lexrtaeHrrx

AaHHbrx: peecTpa nl{r{ensfifi Ha ocyqecTBJIeHI.{e Ae'TeJIEHOCTT{ nO npOr43BOACTBy

JreKapcrBeHubrx cpeAcrB, rAe yKa3sBaerct Kareropfit nrrnycraeruofi [poAyKIIr4I4,

rocyAapcTBeHHoro peecTpa JreKapcTBeHHbrx cpeAcTB, a TaKxe AaHHbrx o JIeKapcTBeHHbrx

npeflaparax, BbrnyrleuHbrx B rp€DK.{ancKr4fi o6opor, [peAocraBJrteMblx [poH3BoAI4TeJItMH

Ha ocHoBaHr4n rpe6onauufi npr,txa:a PocsApanHa.qsopa or 07.08.2015 Ns 5539 (06
yrBepxAeHr{r.{ [oprAKa ocyruecrBJreHnr eu6opouuoro KoHTpont KaqecrBa JreKapcrBeHnblx

cpeAcTB Ant MeAI4III'IHCKOTO [pI4MeHeHIrt).
Ornocure.llno npou3BoAurelefr JIeKapCTBeHHbIx CpeACTB LIcIIOJIr3OBaHII

4 raT eropuu pr,rcKa: 3Haqureltuttfi, cpe4uuft, ynaepeHuuft u nugxufi.
Bcero nran [poBepoK sa 2019 roA BKJIIoqaer npoBepKI'I 42 npouznogtarelefi

JreKapcTBeHHbrx cpeAcTB, lt3 HI,tx no KaTerop[qM pI'IcKa:

- 26 gua"urerrbHoro prlcKa;

- 10 cpe4nero pl.rcr<a;

- 6 yruepeunoro pucKa.

ffnasou npoBepoK Pocs4paeHa4:opa Bo II xnaprane 2019 r. [peAycMorpeHo
rrpoBeAeHrre I 0 nranoertx npoBepoK.

(Daxru.recru 3a flepBoe rroJryroArre 2019 r. opraHlr3oBaHo 19 nnaxoertx [poBepoK LI

3aBeprrreHo 16 nranosHx [poBepoK, B ToM tllrcre 3 nranosHe [poBepKr'I, Haqarble

e IV ruaprane 2018 ro.qa, cpoK rIpoBeAeHI4q Koropbrx npo4l€u B cBfl3l4 c [poBeAeHueM

3xc[eprr.r3Br oro6pannrtx o6pa:rqon JreKapcrBeHHEIx cpeAcrB.

Bo II rnaprane 2019 roAa opraHI,I3oBaHo 10 nranosHx [poBepoK n :aneprueno l0
npoBepoK, B ToM qlrcJle 6 nraxonltx rpoBepo(, Haqarblx n I xnaprale 2019 roga, cpor
[poBeAeHr4r Koropblx npoAn€u s csqsu c npoBeAeHLIeM gKcrreprl43bl oro6paHHblx o6pasqoa

JreKapcTBeHHLrx cpeAcTB.

Pesyrurarrr [poBepoK, nponegdnnsx B nepBoM IroJIyroAI,II4 2019 roAa,
[peAcraBJreHHrre s ra6rraqe, cB[AereJrbcrByror o npaBLIJIbHocrLI rloAxoAa K npI4MeHeHI,Irc

pncK-opfieHTrrpoBaHHofi MoAeJIIt npli TIJIaHI4pOBaHI'ILI KOHTpOJITUTIX UepOnpUXrnfi:

Crenens
prrcKa

KoJrr{qecTBo [poBepoK
Koruqecrso BLUIBJIeHH6rx

napyureuufi

Cpe4xee noruvecrno
uapylenuft ua I nponepxy

3uaqurem,ubrft o 28 3
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(n rou u.rcre I uponepra

c 2018 r.)

Cpe4uuft A 9 2

Yvepexuuft
3

(n rou vucre 2 nporepxr
c 2018 r.)

28+ o

flpuuevarue: * -26us 28 uapyrueuufi BsuIBJTeHLI y 1 cy6terra

flpra Soprvrr.rpoBanul{ npI{Ka3oB Ha npoBeAeHre npoBepoK I'IcloJIb3oBaHa $opva,
onpeAeJreHHarr [pr.rKa3oM Mr.rusronoup a3Bvl'rvr' Poccuu or 30 -04.2009 ]1! 141

<O peanu:aqr.u noJIoxeHI,Ifi @e4epalrnoro 3aKoHa (O 3auII,ITe npaB IopI,IALIqecKHx JII'Iq I{

r,rHAlrBriAyaurbHLrx npeA[puHLIMaTeJIeft flpu ocyuIecrBJIeHI{I{ rocyAapcTBeHHoro KOHTpoJIt

(Ha.qsopa) r.r MyHl,IqlnauLnoro KoHTpo[t> (3apefl4cTpl,IpoBaH Mlanucrepcr:aoM IocrI,IqI{I4

Poccnicrofi @egepaquu I 3.05.2009; pen'IcrpaqtoHnufi Ne 1 39 I 5).

B cscgu c BcrynJIeHueM B cl'Iny rrp]rKa3a @egepanrnofi cfiyx6bl B cQepe

3ApaBooxpaHeHl,tt or 09.11.2017 J\! 9438 <06 y'rrepx4eHllr abopM rpoBepoqublx rlvcroB

(cnucron KoHTpoJIrHbIX BoflpocoB), Llcnonb3yeMblx (DeAepanbHoir cnyx6oitt no HaA3opy B

coepe 3ApaBooxpaHeHus !r ee reppuropr4EurbHbrMn opI'aHaMI{ IIpu [poBeAeHl{fi nJlaHoBbrx

npoBepoK rpn ocyqecrBneHl,Iu tpegepansHoro HaA3opa B c$epe o6pa[IeHl4t

neKapcTBeHHbrX cpeAcTB)) (eaperr.rorpnpoBan MLIHItCTepcTBoM IocTI'IUnI{ Poccuficxofi

@e4epauuu 25.01.2018, pefl{crparllrouHbri Ne 49781) B npllKa3ax Ha rIpoBeAeHIie

[poBepoK yKa3blBaJrucb peKBLr3rrTEr r{cnoJlByeMoro npoBepoqHoro JlIIcra (npuloNenre

Ne 39 x npHKa3y @eAepanblrofi cJryx6br B c$epe 3ApaBooxpaHeHr,rr or 09.11.2017

Ne 9438).
@opuu npoBepoqgblx JIrlcToB, yTBepxAeHHbIe yKa3aHHbIM gpIlKa3OM, HaxoA-f,Tct B

oTKpbrroM AOCTyne HA OOUU}IAJIbHOM cafiTe Pocr4paaua4lopa

http ://roszdravnadzor.ru/reform/requirements.
flpa npoeeAeHr.rrr [poBepoK co6rroAeHbr ycTaHoBJIeHHbre [pr{Ka3aMu cpoKl4, B TOM

qr4cre fipu rdx [poAneu]tu, Koropoe o6ycroBneHo [poBeAeHI,IeM 3Kc[eprl43bl KaqecrBa

oro6paHHblx o6pa3uoB JIeKapcrBeHHbIx cpeAcrB.

B parurax [poBepoK Bo II KBaprare 2019 r' oro6pafio 34 o6pasqa roroBblx
JreKapcrBeHHbIX npenapaToB u $aprraaqenrtltlecKlrx cy6cTaHllufi, sa 22 uz KoTopblx

IroJD {eHhI [OJTOXlrTeJrbHbre 3aKlroqeHr4t flocne npoBepKLI cooTBeTcTBLl{ ycraHoBJIeHHbIM

Tpe6oBaHxqM K KaqecrBy; 12 o6pasqos - HaxoAtrct Ha gTane sKcneprl'I3bl'
Tranu.{HrrnrN HapyureHr.rrMn, Koropbre BbUIBJIeHbI I4 orpa)KeHbl B aKTax [poBepoK,

lpoBeAeHHbrx Bo II KBaprare 2019 roAa, rBJrrrorcr Hr.rxelepeql4 cJIeHHbIe o6q:aremHrte
rpe6oaanru, :axpeu€nnue npuKa3oM MI'runponaropra Poccuu or 14.06.2013 Ne 916

<06 yraepx4enuu llpanlu saAlexaulefi [polr3Bo.qcrBeHHofi npaKTI'IKI'I" :

- He aKTyanI43I.rpoBaHbI AOKyMeHTbI IIO I'l3yr{eHLIIO CTa6IIJIbHOCTI'I

JreKapcrBeHHbx cpeAcrB;

- He o$opMneHa orBercrBeHHocrb pyroBoAcrBa npe4nPufl tr4fl 3a

$ynrqnoHr.rpoeauue Qapvaqesruqecxofi cucreMbl KarrecrBa;
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- He onpeAeJreH noprAoK r4HoopMr.rpoBaHr.u cooTBeTcTByloqefo
ynolHoMoireHHoro opraHa r{crroJrHr{TejrbHofr BracTu B cJlyqae, ecJlr4 npeAnpaHr4MzrroTct

Aei4c'tBu'^, cBr3aHHbre c yxyArrreHr.reM KaqecrBa llpoAyKrlr.ru, lHurvrqfis. [po6reM B

[poLt3BoAcrBe r,r Bbr{BJreHr.rr QaarcuSaqlrponannofi npoAyKrlllu ;

- He aKTy€rnl,r3r4poBaHbr u AoKyMeHTaJrbHo He oQoprraneuu [poqeccbr,
o6ecneqfiearouue ynpaBJIeHLIe AetreJlbHocrbro, nepe4aeaeuoft AJIx BbIrIoJIHenur 4pyrofi
oprasr,r3allr{H (ynpanreuue ayrcopczxrorrl);

- He npeAcraBJreu orqer no aH€rnr{3y sQQexrlrruocrll Meponpfitrlri [o or3llBy
npoAyKqr4r,r.

Eun npoee4dn cpaBul4TerbHblft au€ultt3 rro AaHHLIM sa 2018 r. ra I nolyro4ue
2019 r. B orHo[IeHLIt napyurenufi o6ssaremHHx rpe6oBaHxfi (npuloxeuue ]\! 39 x
npr.rKa3y @egepaarnofi clyx6rI n clpepe 3ApaBooxpaHeHr'It or 09.11.2017 Ne 9438),
Koropbre crpynfllrpoBaHrr n 6 nNxenepeqlrclleHHblx pa3AeJroB:

l. @aplraqearrlrlecK€ul crlcreMa KaqecrBa (OCK) r'I AoKyMeHraI{nt;
2. llpolrsno4crBo, IIoMeIIreHI4rI n o6opyAoBaHne;

3. Konrponr KaqecrBa, KoH'rpoJIbHLIe u apxllBHhle o6pa:qlr;
4. flepcoaarr l.t AetreJlbHocrb, nepeAaBaeMa"t Ans BHnoJIHeHI4TI 4pyrofi

opraHI{3aunH ( ayrcopcl'IHr)l
5. flpe:reusuu, or3blB I'r yHl'Iqroxeufie JreKapcrBeHHblx cpeAcrB;

6. Xpaneuue u nepeBo3Ka.

Pacupe4elenue napyureuufi o6qgarerlurrx rpe6oBaHl,Ifi BblrlenepequcJleHHblx pa3AeJIoB B

2018 ro,qy Il nepBof noJIoBLIHe 2019 rola [peAcraBJIeHo HI'IXe Ha AlrarpaMMax.

BnAu lrapyuernfi, abtnanexnblx r 2018 r.

I XpaHeHKe x nepeao3{il

I OCX n AoKynreHraqri

& KoElporb Karrecraa, xoHrpoISHble }l

apxrexore o6parqut

I n por€8oAcr8o, noMelr4e$xn t{
o6opyAo8axre

I npeteH3xh, or3brB, yHrqroxeHne rlc

* nepcoHan r ayrcopclrHr

LA% LYa

23%
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Bxgrr xapyurexrx, sornraexxbrx I 2019 r.

8% la%
I XpaHeHge r nepe3o3|{a

I OCX , Ao(yMeHraqri

t Ko{tpo.lmr (aqecrBa, KoHrpotbHNe ,
apxx3H!{e o6pa3{br

I npox3BqAcr8o, nomeuleHra h
ooopyAoBaHxe

t npere9sxr, ol3b,8, yHxrrroxeH1l€ rlc

* n€pcoda, x ayrcopcrHr

oZ-t>Fr!=*ags
ls;iti9
'*-' $
l:

iE;B
I

He:
I

&rx x&

t I xe. 2018

r ll rB. 2018

e lll{!. 2018

r N xa. 2018

I I xB. 2019

,* ll xB. 2019

xpoHor|re, OcN,t
nepeao!*a Ao{yMetfr6q,nfi

Koxrpgrb
|(a{e634,

(oa{tpotbt{5tg ta

apxrBHbre
o6paqu

flpuueuauue: *- roruqecrgo Hapyrueuuft Ha mcrorpaMMe orpar(eHo B ycnoBHblx earrHrrlltx, nonyqeHHbD(

[]'reM AeneHuc KonnqecrBa HapyueHHfi ua xomjqecrBo npoBepoK 3a coorBercrB]'roqxfi nepuoA.

B qelorr.r, n upo(fnne napyurexr.rft ocraerct Heu3MeHHbIM npeo6la4axue Hapyuleuufr

rpe6onaHuft K xpaHeHLIIo Ir [epeBo3Ke, oQopruneuurc Qapruaqeoru'recroft cucreulr
KaqecTBa r{ AoKyMeHTaIlIiH B IIeJIoM, a TaK)Ke rpe6Onauuft K npOBeAeHLIIo KoHTpott

KaqecTBa H oflepaqlltM c KoHTponbHbrMx r,r apxr{BHblMx oopiBrlaMr,I, KoTopble cocraBrqloT

6otee 70%o or o6qero KoJILIqecTBa uapyureuufi n 2018 ro4y n a nepeofi nonoszHe 2019

roAa.
B nepnoi rorloBllHe 2019 rola cyqecrBeuHo - w 36%o rlo cpaBHeHI4Io c 2018 r.

(23Yo) yvemul,IJracb AoJrt uapyureruaft rpe6onauufi r o$opnrleulrro @aprr,raqeerraqecroft
cr.rcTeMbr KaqecTBa LI AOKyMeHTaII[fi .

Ana.nrg noKBapr€IJlbuofi guuauuxn BbuIBJTeHI'It uapyneuufi (no xolu'recrny)
[peAcraBJreH Ha ructorpal'Iue*.

AxHaMxKa KonH.iecrBa HapyuleHt!i
3.90

2,50

;,00

1,!a

t,i!

0,st

0,!0

npoxlroAcrro, npererilrx, noPaor|9rt
noM€8leHff N oTlbrl, ryrtopclHr
o6opyAo.lr.ra yfi N{lor{ctt,tarlc
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B I xaaprane 2019 r.6rua npoeegeHa rpoBepKa, ro pe3ynbrararu xoropofi 6nlo
BhrrBJreuo 26 uapyweuuft o6qgaremuux rpe6oeauuit, uro u [pr.rBeJro K pe3KoMy
yBeJrrTqeHr4lo KoJrnqecTBa Hapy JeHr4r.r B AaHHoM nepHoAe, r.r oTpa)KeHo rrr4KoM Ha

fncTorpaMMe..
B oruoruenr.rra Hapytreuufi, cBr3aHHbrx c xpaHeHlreM n nepenosroi, oQoprvrrenueu

Qapruaqenruvecxofi ctzcteruhl KaqecrBa I,r AoKyMeHTaqr{r,r B qeJroM, npox3BoAcrBoM,
noMerrleHrrrMr4 r.r o6opyAoBaHneM, 3a r.rcKJrroqeHraeu I rnaprar a 2019 r., orMerraercr
TeHAeHTIHT K CHI1iXeHLTIO KOJII,IqeCTBa Hapy reHI4lI.

Pesymraru npoBepoK IopLIAI,IqecKr.IMLI JILIIIaMI'I He o6l(aroBarl4cb.
Meprr nporypopcKoro pear[poBaullt B cBq3r'I c HerrpaBoMepHblMn AetcrBI.IsMr4

Pocsgpaeua4sopa B orqerHoM KBaprane He flprMeHsrr'Icb.
3a neproe flonyroAr4e 2019 roaa rpoBeAeHo 12 sHeruauosblx flpoBepox, Lr3 lnrux

oAHa Bbre3AHrur. Bo II xnaptarc 2019 roAa rpoBeAeHo 6 BHenraHoBbIx AoKyMeHTapHbIx

npoBepoK. Ocnonanraev AJrr npoBeAeHr.rr BHeIrJIaHoBbIx npoBepoK tBJltJrocb I4crelIeHI'Ie

cpoKa r{cnoJrHeHIuI paHee BbIAaHHOTO flpeAnI,IcaHI'It.

B pesyrrrare BHenJIaHoBbIx npoBepoK ycraHoBJreHo ycrpaHeH[e cy6beKTaMu

o6parqeurar JreKapcTBeHHbIx cpeAcTB napyureHr,ri o6ssarealurrx rpe6onauufi, KOTopbIe

npeAcTaBJrrroT pLIcK Ant Kar{ecTBa npoAyKqI4I4:

Brrroreunrre uapFIIeHlrt o6qgarenlurx rpe6onanufi
tlacrora

BbI'BJIEHII'

ne pa:pa6orauu u He )"rBepxAeHbr pernaMeHrupylolque aolc)'MeHrrt (COIIu) t6,7

ue orfoprra:reua orBercrBeHHocrb pyKoBoAcrBa rrpeArlpl{trl{t 3a H{ulu'rae srpt}exrunuofi

$apuaqenruuecrofi cucrerrarr xaqecrBa h Heo6xoal.tMbtx pecypcoB
5,6

BrrssreuHsre uapylrenur o6r:are:rur'x rpe6onauuft
9acrora

BbI'BIEHHq

yHI.IqTOXeHUe flpOCpOrIeHHLIX, HeIIpUTOAHLD( K UCnOJII'3OBaHI{}o IIeqaTHLIx I{JII'I

nepBI,lqHI'D( )rya(OBOqHLIX MaTepuaJIOB, a TaKXe ynaKOBOqHbD( MaTepLaJIOB C

HaHeceHHbIM Ha Hrrx HoMepoM cepuu He otfopulrercr .u,oK)T deHT,L'IbHo

5,6

He rlpoBoatrcf, Meponpugrltg a,'rs o6ecneqenr'rq IIeJIocrHocrI'I ranrlcefi 5,6

nxo4nofi KoHTpoJrb ocyqecrBnterct He rro BceM [oKa3arelqM uopuaruauoft

aoKyMeHrarluu, 1'rsepNgennofi Ha reppllropuu Poccufi crofi (Deaepaquu
56

o6:opu no KaqecrBy He coAepxar BbIBoaoB I{ 3aKrloqeHlli, a raKxe BbltBreHus

reu4euqufi u ycraxoBneHut Bo3Molr(Hocrr{ yn)'qulenr.rt KaqecrBa npoAyKlrfiu r-r

Ilpoqecca [poI,I3BoacTBa

56

He flpoBoArrrct oIIeHKa relrAeHurfi r,BMeHeHIrt naptuerpoB Ant Aar rrrx, orHoctlq[xcs
K [poBeaeH[Io KoH1ponr KaqecTBa l{cxoAlroro cblpL't u roroBofr npoa}T(u]rH

2,8

rrpoMbIIrIJIeHHbre pefnaMeHTbr Ee aKTyanI,I3rrpoBaHbI B qacrr{ QopMlrpoBaH}rt cepuu )*



25

He [plHrTbr Mepbr, o6ecneqr.rBa]orq[e [porr3Bo,qcTBo, rrocTaBKy r{ [c[oJIb3oBaHI,Ie

Ha,trIexanlrx xcxoaHoro cf,'lpbfr. tr JmaKoBorrHbrx MaTep[aIJroB, a TaKXe Mepbl no

Bbr6opy lr KoHTponrc flocTaBufi(oB H AJL lpoBepKH roro, qTo Kaxa&r nocraBKa

ocyuIecTBJreHa qepe3 yrBepI(aeHHyto uenb nocTaBoK

2,8

He BHeAperIbI npoueccbr, ooecneqr,rBurrculue FrpaBneHl4e aecrerbHocrblo,
nepeAaBaeMofi aJrr BbrnoJrHeHlu Apyfor opfaHH3allnu (ynpaBJreHne ayrcopcuHfoM)

2,8

o6s3aHHocrr,r, orBercrBeHHocrb u norHoMoqfls He AoBe.qeHbr Ao Kax(Aoro pa6orHr.rKa 2,8

fiMeer MecTo [clorb3oBaHqe ycTapeBlxl.rx BepcHii pefnaMeHrHpyrourrx AoKyMeHroB 2,8

oTcyTcTBylor 3a[I,Icfi IIo ylal(oBKe neKapcTBeHHoro lpenapara 2,8

He coxpaHffrorcr 3ilrucfi no peanu3allulr KOIqqofi cepl4lr Ilpo,4)'rquu 2,8

oTcyTcTByeT aoKyMeHTanbHo oQopMneHHat nporptMMa nocnea)'Ioqefo u3yqeHHt

CT46UJIbHOCTI,I
2,8

oTcyTcTByroT AoKyMeHTanbHo oabopMleHHble orr{eT6l o pa6oTe no [porpaMMe

flocren).rcuero H3yrleHlrt cra6lrn6HocTu
2,8

He oc)'qecTBJrrerct xpaHeHrre KoHTpoJrbHbD( x (HnI.{) apxlrBHbrx o6pa3qoB Kaxaofi

cepuu roToBofi flpoayKrll,lH, a raKxe Kax,4ofi cepvu ncxo4noro cblpbt
2,8

He ocyqecrBnteTcs BeAeHlre 3anl4ceii art o6ecnerreHut npocJlexllBaeMocTL

KOH'rpOnbHbD( U (14JIfi) apXnBHbrx o6pa3uoB
2,8

apxr.rBr$re o6pa3ubl HeaocryflHbr Ars ynoJIHoMOqeHIrOro (peAepzlJlbHofo oprdra

IICTIOJIHI{TEJIT,HOi BNACTU
2,8

Brrroleuurre napyurenru o6.r:arelrnr'Ix rpe6onanufi
9acrora

BbI'BJIEHII'

B nporleAyp{x no or6opy npo6 He orrpeAelleHr'I lpoqe,4ypbl rlo oqucrKe u xpaHelrulo

o6opyAorauur A,'rr or6opa npo6
2,8

He coxpzrHrrorcr 3anI,IcH IIo orfpy3Ke JIeKapcTBeHHbIX CpeAcrB 2,8

BMeCTr4MOCrb CKJraACKrrx 3OH HeAOCTaTO.IHa AIt yllOptAoqeHHoro xpaHeHut

pa3Jraqxbrx Kareroplrft uarepltaloB Ir [poAyKIIIr[: xcxoAHoro cblpbt, npoMexyro'ruoft,

nepaclpacoaanuofi u rorosofi [poAyKrII,Iu, a ra(xe npoAyKqun, uaxoax[eficr e

KapaHTr4He, [poAyKIII.ru, paspeurdnuofi AJUI BbIIIycK4 orr"roueuuoft, nosrpauldHxofi

rrrlt otoggaHHofi

2,8

He npoBoAHTcr [oBepKa cpeAcrn nsuepeaufi, perucrplrpFoqux I.r KoHTpoJrbHbD(

npu6opon
2,8

cHcreMa KaqecTBa He fapaHTr,rpyer, r{To [epeMeuIeHLIe Jle(apcrBeHHbx npenapaToB

uex4y cy6rerranu o6paruenur ne(apcrBeHHbrx nperlaparoB, B ToM qI,IcJIe Buyrpu
2,8
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KOH(perHOrO CyobeKra o6paqeHrrr JreKapcrBeHHbD( npelapaToB, o6ecneqEBaeT

xpaHeHr.re I,I (un[) [epeBo3Ky c co6nroaeHr.reM Tpe6oBaHHii

OTCYTCTBYET AOKYMEHTAJIbHOE TIOATBEPX.IEH}TE KOHTPON' AE-f,TEJIbHOCTI,I IIO XP'UICHHK)

JreKapcrBeHHbrx flpenapaToB, nepeAarrHofi por,r3BoAI{TeJIeM neKapcrBeHHbD(

npelaparoB Anr ocFqecrBneH[r apyrofi (cropoHHefi ) opraHu3aqrrE; orcyrcrByer

AOKyMeHra[bHOe nOATBepXAer{Ve npoBepKx CO CTOpOHLT [pOU3BOEr.rTeJrt

JreKapcrBeHHhrx npenapaToB npaBocnoco6HocTl,I ucnorH Tels (n rolr uucre B HaJrlirlul.l

y Hero Heo6xoar,rMoft B coorBercrBur c 3axoHoaareJrbcrBoM Poccnficroft @e4epaurr

nuqensuu) n Bo3MoxHocru BrinoJrrrrrrb 06fl3arenbcrBa no aoroBopy ayrcopcuHra

2,8

He ocyuecrBneHo I,I3yqeHHe pac[pe,qereH{s reMneparypbr (reMneparypHoe

raprupoeanue) B noMellleHH.f,x (3oHax), r|c[]on]'3yeMbrx AJrs xpaHeHI,It JreKapcrBeHHbrx

lpefiaparoB; o6opyAoranue ar-r KoHTpoJ]t reMleparyp6l pa3Melrlaerct B [oMelrleHrrtx

(rouax) ue B coorBercrBriu c pe3yJlbrar:Mu TeMneparypHoro KaprllpoB,lHrls, He Ha

ocHoBaHriH rrpoBeAeHHofo allallv3a v OIIeHKII plIcKoB

2,8

Pe:ynrraru BHeIUraHoBbIx [poBepoK ]opr4AHqecKI,IMI{ JTI,IIItM}I He oox€lJloBtull{cb.

Mepu uporypopcKoro pearupoBaHl'It B cBt3I4 c HenpaBoMepHbIMI'I AeftcrBvlfiMtt B

oTqeTHoM lrepl4oAe He npI,IMeH{JIIiCb.

O pesynrrarax rpoBepoK Ha cafire Poc:4panna4sopa (py6pzxa (dleKapcrBeHHble

cpeAcrBa>/pa3AeJl <I,InQopuaqnonHsre [r{cbMa)) exeMectqHo pa3Melqanucb

r4HoopMaqr.roHHble [ucbMa.
Bo ll xraprale 2019 r. Bcero nocrynuno 80 o6paqenufi fpaxAaH, r43 Koropbrx uo

BonpocaM, KacaIouII,IMCt Kar{ecTBa JreKapcTBeHHbrx cpeAcTB - 49 o6paqenui;
paccMorpeHo 7 7 o6pau\e{ui1..

Qedepatanurt zoq)dapcmsewqbtfi Had3op 6 c$epe odpatqeHun neKspcmseHHbtx cpedcms

nocpedcmsont coflnrodevun cyf'bewmailu ofipaUeHun net<apcmseHHbx cpedcm6

y cmaHoSfleHH N mpe6o 
^aH 

u fi K y H uumorrcertun JaeKapcmseHHbrx cpedcms

fllasoru rpoBepoK Poc:,qpanua4aopa e I KBapraJIe 2019 t. npeAycMorpeHo

rpoBeAeHr.re 9 nranosHx npoBepoK:, Bo II KBaprane 2019 r. - l0 nrauosHx npoBepoK.

@axrn.recxu 3a nepBoe nonyroAue 2019 r. opraHLI3oBaHo 19 nlagosHx rrpoBepoK I,r

3aBeprxeHo 16 n:ranOsbrx npoBepoK, B ToM qficJle 3 nlanOsrre apOBepKIl, HaqaTble

B IV KBaprane 2018 roAa, cpoK npoBeAeHLIt Koropblx npoAneH B cBt3ll c [poBeAeH]reM

sKcnepTr43br oro6paHHblx o6pa3qoB neKapcrBeHHblx cpeAcrB.

Bo II rcnaptan e 2019 roAa opraHr{3osauo 10 ITJIaHoBrIX [poBepoK LI 3aBeplueHo l0
npoBepoK, B ToM qr,rcJre 6 nlasonrrx [poBepoK, Haqarblx e I xraprane 2019 roga, cpor
[poBeAeHr4r Koropbrx npoAn€n e csrgr4 c npoBeAeHIteM gKcrreprli3bl oro6paHHblx o6pa:qoe
JreKapcrBeHHbrx cpeAcrB.

flpu npone,4enr4u IrpoBepoK co6nloAeur'I ycraHoBJIeHHbIe [pr'rKa3ulMrr cpoKlt.
Bo II raapran e 2019 roAa no AaHHoMy BI,IAy KoaTpont Haqarhr 2 sHenranosHe

npoBepKr4.
Pesymrarrr [poBepoK ]opr{AuqecKr,IMl4 n}IIraM[ He o6x€IJIoBaJI cb.

Meprr npoxypopcKoro pearllpoBaH[t B cBt3I,I c HenpaBoMepHLIMI'I AeficrBI,ItMH
PocrgpanHagropa B orqerHoM KBapr€ule He IIpI4MeHtJII,Icb.
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3aupocu B opraHhr npoKyparyplr, r,rHEre rocyAapcrBeHHbre opfaH;r no BonpocaM,
cBr3aHHbrM c co6lroAenr.leu cy6rerraun o6parqeuur neKapcrBeHHblx cpeAcrB
ycraHoBJreuubrx rpe6oranuft x yuu.r:roxeur.rro JreKapcrBeHubrx cpeAcrB, B orrrerHoM
KBapraJre He HanpaBJurJrucr. PagrrcneHu.ff rto BorrpocaM BbrrBJreHrrbrx napyurenufi r.r

npr,rMeHeHr,rr 3aKoxoAareJrbcrBa PoccuicKofi (DeAepaqfiu B o6nacrr,r co6rroAeHr,rt
ycraHoBneHHrrx rpe6oeanufi K yHr.rrrroxeHr.rro JreKapcrBeHHbrx cpe.qcrB B aApec cy6rerron
o6pauleHr4r JreKapcrBeHuhrx cpeAcrB He Ha[paBJrtJIItcb.

3aqereHns u o6paqenru tpaxAaH, coAepxaulr4e cBeAeHr.rr o HapyrrreHr.rr.r

cy6lerrauz o6paqenNx JrerapcrBeHHbrx cpeAcrB ycraHoBJleHHhrx rpe6oaauui r
yHr.rqroxeHr,rlo JreKapcrBeHHbrx cpeAcrB, no II xraprane 2019 rola n Poc:4panna.q3op He

rrocrynaJII,t.

@edeputonurt zocydapcmeeuaurt nalsop e cQepe ofipaqeHun neKapcmseHHbx cpedcms
nocpedcmeon opeaHusaqua u npoeedenun npoaepoK co6nndeaua cyfitexma-mu
ofipauqenun neKapcmaeH*btx cpedcme ycmaHo&teHH.bx mpedoeanufr x dOwtuauqecxuJ

uccredonaHunJn neKapcmseHrtbx cpedcme, wuHu'recnuJw uccJtedoaaHu*t ,

neKap cm6 e H H btx np e n ap amoa.

Bcero ga 2-i.r, xsapran 2019 rorc ro AaHHoMy BI,IAy HaA3opa corpyAHuKaMI'I

Pocagpanxa4sopa npoBeAeHa 3 I npoBepKa.

Comacuo exeroAuoMy [JIaHy KoHTpoJIbHo-HaA3opHbIx ueponpraxrrafi

Pocs4paenagsopa, Bo 2-u xaap:ra:re 2019 roaa ro AaHHoMy BLIAy HaA3opa npeAycMorpeHo

rrpoBeAeHr.re 39 upoaepox c flpr,rMeHerr.reM p[cK-oplreHrupoeannofi MoAeiII4, I{3 Koropblx

$arcrnuecxz opraHv3oBaHo 39 nponepor. Ha roueq oTqerHoro [epnoAa zaaepneuo 22

r1raH6Bhre BbIe3AHbIe IIpOBepKI,I, H3 KoTgpbrx 8 npOeepOX npeAhIAyUIerO OTr{eTHorO

fleprio.qa. Peaylrrarrt [poBepoK, nponeg€nurx no 2-rra rnaprale 2019 rola, [peAcTaBJIeHbI

s ra6rlrqe:

Kareropur puc(a Kom,rqecrso
IOPIIAIIqCCKI{X NI{II

I(OJII{qeCTBO BbI'BJIeIIHLD(

HADYIIIEHI,III

3Haqute:rsnufi A 70

Cpeasrfi 10 20

Yuepeunufi 1 l5

Hr.rrxuft 7 l6

I4roro 22 121

llo pe3yJrbraraM KoHTpoilbHo-HaA3opHbrx Mepoflpl4trrrfi Poc:4panua4sopa
oQopuneurr aKTbr npoBepox. Hapyurenraq o6sga'remHsrx rpe6orannft n parurax AaHHoro
Br.rAa HaA3opa ycraHoBJI€HH s 14 npoBepeHHblx opraHu3aultx, ocyrqecrBJltlorqux
npoBeAeHne u/tnu opraHl{3aql{Io [poBeAeHI,It AoKJIHHI,IqecKI4x r{ KJIHHHTIecKI4x

lrccreAosarl.Ii JIeKapcrBeHHbIx npelaparoB AJII MeA III'IHcKoro [pI{MeHeHI4t. IIo
pe3yJrbraraM KoHTponbHo-HaA3opHbIX naepoupr.rarlrfi BbIAaHo l0 npe4nucanaf o6
ycrpaneHr{r,r BbrrBJreHur,rx Hapyruenui, BLTtBJIeHo l2l HapyueHl4e o6qgaremHrlx
Tpe6oBaHr.rft rrpt,r [poBeAeH rr .qoKruH[rrecKr{x rrccJreAosaHrafr JreKapcrBeHuhlx cpeAcrB LI
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KJII,IHLLeCKTID( I'ICCneAOBaHUfi neKapCTBeHHbIX npenapaToB I.nfl MeAI{III'IHCKOTO

rrpr,rMeneHlrr. Pe:yruraru npoBepoK IopIrAI,IqecKI4Mu nvlraMu ne o6xalonalncr.
Cra'rr.rctuvecxn, ycpeAHeuuoe KoJIItqecrBo uapyruenuft, BbLf,BJIeHHbIx

Pocsgpaana4sopoM rrpfl npoBepKe ropuAlrqecKr,rx Jrrrrl 3HaqLITeJIEHoro KJIacca pncra, r 3,5

pa3a npeBlrrxaer cpeAHee KoJII,IqecrBo uapyuteuuit, BhItBJIeHHbIX B xoAe npoBepKI'I

ropl,IAr{lrecKr{x Jruq cpeAHero KJIacca prlcKa, pr 6oree .rev s 4.5 pa3a npeBblllraer KoJII4qecrBo

Hapyruenufr, BbUIBJIteMbIX y TpLIALIT{ecKI{x JIuq yMepeHHoro KJIacca pllcKa.

flpu $opr'rupoBaHllu [pItKa3oB Ha npoBeAeHlae npoBepoK IlcIroJIL3oBaHa Soprua,
onpeAeJreHH€ur rpr4Klr3oM Muuerouovp a3Bpr tL4s. Poccuu ot 30.04.2009 Ns 141 (O
peryrr{3arltlr nOlOxesuft @e.UepanrnOr6 3aKOHa <<O SauIIlTe [paB IOpIAI'ITIeCKLIX nuq U

r,rHAriBnAyanbHLrx IlpeAflpugllttaarelei npu oCyUIecTBJIeHIrr4 rOcyAapcTBeHHOrO KOHTpont

(uagropa) Il MyHrrq naJrbnoro KoHTponr> (saperlrcrpl4poBaH MuuucrepcrnoM IocrI,tIIIzI{

Poccl.rft crofi @e4epaqltu I 3.05.2009; perucrpaquoHnuft I'li: I 39 I 5).

B cesgra c BcrynJIeHLeM B cl{Jry npI'IKa3a @e4epaarnofi cnyx6u n c(pepe

3ApaBooxpaHeHr.rc or 09.11.2017 Ne 9438 <06 lnoepx4enun tfoprnl npoBepoqublx JIIrcroB

(cnucxoa KoHTpoJIbHbIx eonpocoa), uc[oJlb3yeMblx @egepaaruofi cnyx6ofi ro HaA3opy B

c(fepe r4panooxpaHeHr.rr u ee reppr,rropnaJrbHbrMl4 opraHaMl4 IIpI{ npoBe.qeHI{I,I [JIaHoBbIx

npoBepoK rtpu ocyqecrBJleHl,Ifi Qe4epanrnoro HaA3opa u ctpepe o6paulenur
JreKapcrBeHurrx cpeAcrB)) (saperucrpraposan MzHzcrepcrBoM IocrI4IrI{I4 Poccuftcrofi
@e,uepauul.r 25 tyvapt 2018 r., perncrpaufioruHi J',1! 49781) B rpl4Ka3ax Ha rpoBe,ueHl4e

npoBepoK yKa3blBaJrr4cb peKBlr3r.rTbr aclroJrb3yeMblx flpoBepoqHblx JILICTOB (npr'InOXenUr

11! 37 ra Ns 38 x rpl4Ka3y @egepalruofi clyx6u r cSepe 3ApaBooxpaHeuus, or 09.17.2017

Ns 9438).
(Dopurr fipoBepoqHblx JII{croB, yrBepxAegghle yKa3aHHLIM [pI'IKa3oM' Ht1;4oAtrc{ B

orKp6rT0M AOCryne Ha oQuuuanbHoM caLITe PocaApanua4sopa

http ://roszdravnadzor.ru/reform/requirements.
llpn nponegeur{u [poBepoK coorroAeHbr ycTaIroBJIeHHbIe IIpLrKa3aMu o [poBeAeHI{n

ra $e4epzururuM 3aKoHoAareJIbcrBoM cpoKu [poBeAeHlrt [poBepoK.

Bo 2-ru KBaprane 2019 rola rocryrluno 4 o6paqenur rpall(Aan ro BonpocaM

loptAKa [poBeAeHr.tt KJrr,rHHqecK x r.rccreAogaHrifi neKapcTBeHHBrx flpeflapaToB Ha

Teppuropn[ Poccuftcrofi @e4epa{uu, 3uuIB[TeJItM [peAocraBJIeHbI pa35{cHeHI'It.

Mepu nporcypopcKoro pearuIpoBaHl4t B cBrr3u c He[paBoMepHbIMI't 4eicrnunrau
Pocs4panuag:opa npu ocyqecrBneHl,Il,I AaHHoro BI'IAa Ha.q3opa B orqerHoM KBapraJIe He

rrpI,IMeHtJII,ICL.

3a oTrerHtrft nepldoA pastxcuenui or $e4epalrnb1;1 opraHoB ucnonsurelruofi
BJIaCTI4 He [OCTynaJIO.

llo pesyrurataru $egepanrnoro rocyAapcrBeuHoro HaA3opa n c(pepe o6parqeHr'rr

JreKapcrBeHHbrx cpeAcTB n Qoprrle IIpoBepoK co6nloAeH[t cy6beKTaMI4 o6paqeuur
JreKapcrBeHnbrx cpeAcrB ycraHoBJIeHHbx rpe6oBaHl,Ifi K KJII,IHI{qecKI{M LIccJIeAoBaHLUM

Jre(apcrBeHHbrx flpenaparoB Bo 2-M KBaprane 2019 roaa 6Hfll sslssreHbl 99 HapyureHlli
o6t3arerbublx 'rpe6orauufi (r oTuoruenur4 orAeJrbHbrx nporoKonoB KJILIHI{qecKI4x

r,rccJreAoBaHr,rfi), ycranouennrrx @egepalbnblM 3aKoHorr.r ot 14.04.2010 Ns 61-03 (06
o6paruenrara JreKapcrBeHHEIx cpeAcrB), rIpI{Ka3oM Mrauagpaoa Poccltn or 01.04.2016 Ns

200n <06 yrBepxAeHLI[ [paBI4JI naArexaqeft KJILIHl{qecKofi npaKT[KLI> I4 [pI4Ka3oM



Poc:4paena4sopa or 15.02.2017 Nq 1071 <06 yreepxgeuuu flopxAxa ocyqecrBJreHwr

EapMaKoHaA3opa).

Hapyruennr opraHI|3auH|| I| poBeIeH||fl tc,|IIHI|qecKltx IICCJIEIOBAHl|II

JreKapcrBeHubrx npeflaparoB co cropoflrr parpa6orurrKoB nJrH rrx ynoJrHoMoqenHbrx
Jrxq, Ir3 HItx:

- ne o6ecneqeHo rrpoBeAeHr.re KJrr4HnqecKux lrccJreAogaur.rfi JreKapcrBeHHbrx

npenaparoB AJrr MeArrqr.rncKoro npnMeHeHr.rr B coorBercrBl,ruI c flparuranau naAnexarqei
xrunraqecrofi npaKTI{KIr u 'rpe6onanr.r-rMll 3aKoHoAareJrbcrBa Poccuficrofi @egepaqut'I n

cQepe ooparqeHlrr JreKapcrBeHEblx cpeAcTB;

- He o6ec[eqeno coo6ueHl.Ie a Mun:4pan Poccr.ru (no ycrauonrlennofi r,rnr Soprr,re) o

3aBepIIIeHItI{, IpUOCTaHOBJIeHI,III L[JIli IIpe(paIIeHnI4 KJLHIIqeCKI{X I4CCJre,qOBarrr4I'I

JreKapcTBeHHbrx lpelapaToB Ars MeALIIII4HCKOTO flpI'IMeHeHlu B CpOK, ne npennurarorqrzfr

IItTb paooq[x AHen;
- orcyrcrBr{e cranAaprlrbrx onepaqltoHHblx npolleAyp, peruIaMeHrl'lpyoulux c6op,

perr4cTparlr4 ro, [peAocTaB.]leHr,re AaHHLrx KJrr{HrfrecKl4x t4 ccJIeAoBaHLIrI JIeKapCTBeHHbIX

npeflapaToB B cooTBeTcTBLru c [poToKoJraMh TaKLIX UCCIeAOBaHI,Ii, IiJII,I I{X HeIIOJIHOe

BHeApeHr4e r{ noAAepxaHI'Ie B coorBercrBuu c rpe6oBan[eM 3aKoHoAareJlbcrBa;

- AoIIyIIIeHo [poBeAeHue KJrHHr,rqecKlrx lrccleAogaHl,Ii JIeKapcTBeHHbIx npeflapaToB

Ha ocHoBaHI,IlI AoroBopoB c MeAr4III,rHcKr4MI,I opraHI43aI{I,IrIMr4 6ea onpege.nenraq o6qefi
CToI.IMOCTT{ [pOfpaMMbI I,lccJIeAoBaHxt l'I cyMM, npeAHa3Haqalolulxct AJI' BbIIJIaT

I,ICCJIeAOBaTeJIST"/CO-IICCTeAOBaTeJItM;

- AOTryUIEHLI HAPYTIEHI,I' MOHI{TOPI,IHTA KJII,IHI'TqCCKI'IX ITCCJIEAOBAHI'Ifi

JreKapcTBeHHErx [peflapaToB, ocyqeoTBlseMoro COTpyAHIrKaMlr parpa6orvura
JreKapcTBeHHbIx npe[apaToB I4JII,I ero yIOJIHOMOqeHHOTO [peACTaBUTeJIt;

- ne o6ecneqeno coo6rqeule e PocsApaBHaA3op r.r He3aBr.rcr4MLre 3Tr.rrrecKr.re

KOMUTeTbT O Cepbe3Hblx HerrpeABrrAeHHbrx HexeJIaTeJrbHbIx peaKllvr'dx Ha [ccJIeAyeMbIe

ne(apcTBeHHble upenapaTbl, a TaKxe He o6ecleqeHo HanpaBJIeHI4e oTqeToB rlo

6egonacnoCrlr pa-:pa6aruaaeMblx JIeKapcTBeHHLIx [penapaToB LI I,IHbIX AaHHbIx no

6eaonacrocrv;
- ne o6ecneqeHa He3aBI,IcItMat or MoHI'ITopI'IHra oqeHKa coorBercrBl'It [poBoAr{Mhlx

K;rnHr{qecKr4x zccle4onanufi [poToKoJry [cc.[eAosaHl4fi, cTaHAapTHbIM o[epaqI{oHHbIM

nporleAypaM opfaHx3aropa u rpe6onanurM 3aroHoAarerucrsa Pocclicxofi @e4epaqxx o6

o6parqenuu neKapcrBexHbrx cpeAcrB (ay.uur KJrr4Hur{ecKono rlccJIeAoBaHHt) ru6o ayAltt
ocyulecrBrqercr B HapyureHlle rpe6oBaHl4i gaxonoAareJlbcrBa;

- HapyureHr.rr npu o6pauleHvtr c ]rccte4yeMblMu JIeKapcrBeHHhIMrl npenaparaMll AJII
(JII{HIqECKI,IX IICCJIC,IOBAHUH:

- HapyxreHr.rt IIoptAKa fioJlyqeHlrt corJlacl4t Bcex [pI,IBJIeqeHHbIX K yr{acTulo B
KJlr,rHr.rqecKoM r4ccJreAoBaHHI,l cropoH Ha [peAocraBJIeHHe nptMoro Aocrylra Ko BceM

AaHH[,rM r4ccJreAoBaHnfi Arq qerefi MoHIrropI4Hra u ay Ar4Ta, co6lroAenue npolreAypbl
peflrcrpaqufl I,I npeAocraBneHl,It A€lrlHbrx B cooTBercrBr,r[ c [poToKoJIoM I4cc.]reAoBaHI,I' I{

Tpe6oBaHr4rMr4 3axoHoAareJlbcrBa, a rarxe flocJleAylouee xpaueHl4e raKI'Ix AoKyMeHToB;
- He o6ecfleqena Bo3MoxHocrb npr.rHrrr,rf, peureHr4r o npI4ocraHoBJIeHI,ru I,IJIII

flpeKparqeHr.Ilr Kjrr.rHrarrecKl,Ix uccregoaauafi JIeKapcrBeHHbIx npenaparoB Arr
MeAr,rur{HcKoro npI4MeHeHLrt B cJlyqae Bo3HLIKHOBeHI4S OTaCEOCTI,I An'. )'(}l3}I[4, 3AOpOBbt
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naqlteHToB, r{acTByroqux B KJrHHr,rqecKr4x r.rccJreAoBaHr.rrrx r4 [ocneAyrou{ee yBeAoMJreHr,re

3axHTepecoBaHHbrx Jruq o [prrHrToM perrreHrrr.r;

- He o6ecneqeHo HaAJIexarIee pacnpeAejleHr.re ponefi u o6{3aHHocrefi corpyAHr.rKoB,

rracTByrourylx B opraH[3aur{r4 npoBeAeHr,rr r4ccJreAoBaHr.rfi ;

- He IIOJIyT{eHO [OATBepXAeHI,Ie TOrO, qTO He3aBACI,IMbIe 3TI,rqeCKIte KOMITeTLI
MeAL II{HCKITX OpraHI.r3aIIUfi, B KOTOpbIX IpOBO.qI4JII{CL KJrr,rH[qeCKr{e UCCJIeAOBaHI,Ifi,

opfaHr.r3oBaHbr r.r AeficTByroT B cooTBeTcTBr.rn c llpaBnnaMr.r HaAJrexarler roruHr4-recKoi
npaKTnKr,r;

- He o6ecfleqeHo [peAocraBJreHr,re B MrlH3ApaB Poccuu orqera o pe3yrlTarax
KJII'IHI'IqECKI,IX IICCJIEAOBAHI,II4 B TPEX MCC'qHLIIT CPOK;

- He o6ecleqeHo rlpoBeAeHr,re Krr.rHr.rqecKux l.rccJreAonanr.rfi e coorBercrBrtr c
[poToKoJraMr.r TaKux LIccJIeAosaHI.tfi .

Hapylrenna [poBeaenrlr KJrrrHHqecKrrx rrccneAoBanflfi .nerapcrrenubrx
flpeflaparoB ra 6are MeArlurrncKux opraHnraqnfi rr AeflTeJrbnocrrr orBercrBeHHbrx
I{CCJIEAOBATEJIEfi ,'IJIEHOB IIX IICCJIEAOBATEJIT'CKIIX KOMAHA' II3 HIIX :

- ne o6ecneqeHo flpoBeAeur.re K;rr4Hr.rqecK[x uccJre4onannfi nexapcrBeuublx
npe aparoB Ans MeAr,rrIHHcKoro npr.rMeHeHnr B cooTBercrBr.rr4 c llparunaulr HaAJlexauefi
xrunu'{ecxoi flpaKTr.rKr.r u r:pe6onanurMlr 3aKoHoAareJlbcrBa Poccuficrofi @e4epaqul'r n

crf epe o6palreullrl JreKapcrBeHHblx cpeAcrB;
- pyKoBoAr.rreJurMlr MeAI4q[HcKI,IX OpraHLI3aII[fi He O6eCne'rexo cBoeBpeMeHHoe

Ha3HaqeHr4e r{ccJreAoBareJrefi/co-uccneAoBareJrei, npI{HLIMaIouIux yqacrl4e B rlpoBeAeHLIll

KJrr.{HnqecKrdx nccle4onauufi ;

- HapyrueHl,It IIoptAKa I4HQopMI{pOBaHI4JI He3aBI'TCHMLIX 3T]'lqecKlrx KOMI{TeTOB I'I

opr.aHrr3aropoB KJtrHurrecKr{x }iccJreAoBaHufi o perylrrarax KJILIHTITIeoKLIX uccreAoBaHllt,
o6 orrlonen1rrx or [poroKoJroB, HexeJIareJIbHbIx peaKur{flx lI IrHbIx AaHHbrx Ir AoKyMeHTax
no 6egonacnocru accJleAyeMblx JreKapcrBeHHbIX [peuaparoB;

- He o6ecneqeHo IroJIHoe u AocroBepHoe BeAeHI'Ie AoKyMeHToB KJII'IEIrIeoKIIx

Irccle4onanufi, BKJrroqzur ga scv ua 6yuaxnrrx, 3JIeKTpoHHbIx I,I I,IHbIx HocI4TeJItx,

Koropbre olncblBaror MeroAbI, opraHn3allruo u (ulu) pe3ynbrarbl KrI'IH[qecKrx
ficcre.uoeaxl4fi;

- HapyrueHrre noprAxa notyqeulrt Ao6poBorrHoro ranQoprranpoBaHHoro corJlacu.s

flaqtreHTa u/ulu ero 3aKoHHoro npeAcraBr,rreJlt Ita yqacrlle B KlI,IHI4qecKoM laccJleAoBaHult

JreKapcTBeHHoro npenapaTa AJI' MeALTI{xHcKoro npvMeHeHI,Iq.

Hapyurenun llo ornqecKoMy conpoBoxAeHrro KJtnHItqecKI{x [ccJreAoBaH[fi
neKapcrBeunbrx [pe[aparos Ha 6are JroKaJrbnbrx rrJr[ per[onaJlbubtx He3aB[cItMbIx
3TtrIIECKIX KOMUTETOB NPII MEAIITIIIHCKIIX OPTAHI3AIIHflX, U3 HTIX:

- He o6ecneqeHo ocyulecrBJreur.re Aeqrerbuocrlr B coorBercrBl,ru co craHAaprHrIMLI
o[epauuoHHbrMl,I [poIIeAypaMI4, peHIaMeHTI.IpyrcUI,IMH AetTeJIbHOCTL KOMI'{TeTOB;

- He o6ecneqeHo HaAJrexaqee paccMorpeHlre u xpaHenxe AoKyMeHTaII[u
KJII,IHI,IqecKxx ucclegoaanzfi, BKJIIoqtUI AoBeAeHxe B IrItcLMeHHoM BLIAe Ao LIccJIe,4oBareJIt,

opraHx3aropa K;runlrqecKoro HccJreAoBaHrur cae4euufi o pelreurrlx KoMl,trera,
KaczlK)ult.f xct KJII,IH llatec Ko f o H cc JI eaoBa H u fl , H npn qI4 Hax npvlufllnfl peureH u fi ;

- ne o6ecneqeHo npriBreqeuue onbITHbIx I,I KBa;Il{$uqlrporauxrrx JIIirr Ant
srcneprHoi oIIeHKI,I HayqHbrx, MeAr4 r1r{HcKr,rx r,r gTr.rqecKl,rx ac[eKToB, npoBoAlrMbrx
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KJrr4Hr.rqecKr.rx t4 ccJIeAoBaHI,Ift, BKjlloqiur np[BIerIeHI4e K rlacTu]o B IlpeHrlf,x a roJIocoBaHI,II,I

KOMr,rTeTa CTOpOHHI,IX JII{q.

Bo 2-rra xeaprare 2019 roAa B xoAe [poBeAeHr.rr 9 nraHosrrx Bbre3AHbrx npoBepoK
o6paxrenr.rr neKapcrBeHHbrx cpeAcrB ycraHoBJreHHLIxcy6rerraruu

K AOKJIITHI{qeCKr4M r,rCCJreAOBaHI4tM JTeKapCTBeHHhIX npenapaToB obIJrU

BbttBJreHbr 23 le.aoywenur o6t3arer6Hblx rpe6oBaHlli. BrrqsrenH cJreAylo IrIe BI4AII

napyruexrafi o6qsaremHrrx rpe6oBaHafi, ycraHoBJIeEHbIx @e4epa.rrnblM 3aKoHoM or
14.04.2010 Ne 61-@3 <06 o6palqeunl rIeKapcrBeHHbIX cpeAcrB) r rpLIKa3oM Munagpara
Poccuu or 01.04.2016 J\b 199n <06 yrrepx4eHlru npaBrlrr naAnexallefi na6oparopnoft
lpaKTuKIr>:

- He o6ecleqeHo [poBeAeHr4e AoKJrr4Hr{qecKoro uccJIeAoBaHI4t B coorBercrBllt c

yrBep)KAeHHbrM pa3pa6orr{uKoM rrJraHoM, npr{cBoeHrle yHr.rK€urbnLlx r,rgenrr.r$r.rxaqlloHHblx

HOMepOB, COOTBeTCTBLIe Aar6r HaqUUIa'ICCJTeAOBaHH' Aare no,q[r4caHut npoToKoJla;

- ne o6ecneqeno oQopunenfie pe3yJrbraroB AoKrr,rHr,rirecKoro I4ccJIeAoBaHut B r{acrl,I

cocraBJleHut 3aKJrroq[Terbltoro oru€ra, coorBercrBl'Ie Aarbl [oA[IrcaHI'Ifl orr{eTa Aare
OKOHI{AHI{JI I'CCJIEAOBAHI,I', COACPXAHI,I' OTqCTA U CTO NOANI{CAHI,IE AOJ]XHOCTHbIMI'I

JII'IUAM14:

- He o6ecfle.{eHo xpaHeHI,Ie AoKyMeHToB lr MarepliiuloB B qacrlr H€ulllrlufi apxLIBa,

oflpeAeneHut cpoKa xpaHeHrrt ll yHuqToxeHI4lI.

llo rrcreqeHl o cpoKoB paHee BEIAaHHbIx npe4nucaHufi PocsgpanHageopa

lpgBeAeHbr 9 gnemanOStrx npoBepoK, Lt3 KoTOpbrX 6 4oxylleurapnrrx u 3 BbIe3AHbIX

lpoBepKu, B pe3yJrbrare Koropblx ycraHoBJIeHo ycrpaHeHl'Ie cy6rexravu o6parqennx

JreKapcrBeuHblx cpeAcrB xapyureuufi o6s:atemHrrx rpe6oaanrafi .

Bwdopoauofi KoHmponb Kaqecmaa JreKapcmoeHHbtx cpeocmo

Brr6opovnHfi KoHTpoJrb KaqecrBa JreKapcrBeHHblx cpeAcrB B coorBercrBl{It c

@egepa"rrnrru 3aKoHoM or 12.04.2010 Ne 6l-O3 <06 o6parqeHull rleKapcrBeHgblx

cpeAcrB)) r,r rplrKa3oM Pocs4panua.qropa or 07.08.2015 Ns 5539 BKrrloqaer s ce6s:

1) o6pa6orry cne,qeuuft, B o6t3arerbHoM noptAKe flpeAocraBJlf,err'rrrx cy6rerraruu
o6parqeuur JreKapcrBeHHblx cpeAcrB, o cepI4rIX, aprLlAX JIeKapcrBeHHbIX cpeAcrB'

nocrynaroqux B rpaKAaHcKIrE o6opor s Poccuicxofi @e4epaquu;

2) o:r6op o6pa3IIoB JIeKapcrBeHHhIx cpeAcrB y cy6lerron o6pauleuur

JreKapcTBeHHbrx cpeAcTB B rleJrrx npoBeAeHl{t I4clbITaHI4i Ha cooTBeTcTBue rpe6onauuxv

nopruarlrnnofi AoKyMeHTarIrM;

3) npunrrrae no pe3yJrbraraM npoBeAeHHbIx ucflblTaHnfi perueunx o 4a:mrefrlreu

fpaxAaHcKoM o6opore coorBercrByloqefo JleKapcrBeHHofo cpeAcrBa;

4) npranrrue ynonaoMoqeHurru $e4epa,rbHbrM opraHoM [cnoJIHLITeJIrHofr BJIacr[
perxeHr4r o nepeBoAe neKapcrBeHHoro cpeAcrBa Ha flocepufiHErfi nrr6opovnHfi xonrpolr
KaqecTBa JreKapcTBenHbrx cpeAcTB B cJryqae [oBTopHoro BbItBJreHI,It HecooTBeTcTBHt

KaqecrBa JreKapcrBeHHoro cpeAcrBa ycraHoBJIeHHbIM Tpe6oBaHI'ItM N (nprz

Heo6xoArnuocrr.r) o nponepr<e cy6lerra o6parqenna JleKapcrBeuHbtx cpeAcrB.

Ha 4auntrft Br{A KoHTpoJrr He pacnpocrpaHrrorct [oJIoxeHI,It @egepa,rrHoro 3aKoHa

or 26.12.2008 Ns 294-@3. B xo4e ocyulecrBrleHl4t rloJlHoMoqufi no nn6opoqHoMy
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KOHTpOITO KaqeCTBa JreKapCTBeHHbrx CpeACTB OoopMneHue aKTOB [pOBepOK He

npeAycMarpr,rBaerc{. Pe:yrsra'ru ucnrnaunfi JreKapcrBeuubrx cpeAcrB B paMKax
err6opo,ruoro KouTpont KaqecrBa JreKapcrBeHHblx cpeAcrB o$opnuxrorcx B BI,IAC

o6pa:qugKcleprHbrx eax.nroqeHnfi. 3rcneprnofi opranr.rraqlrei nocrynarcrque
JreKapcrBeuHbrx cpeAcrB flpoBeprrorcs Ha coorBercrnue rpe6oearnru Sapnraroneinrru
crarErM (focygapcrneHnaur SapMaKones Poccuftcxofi @e4epaqxra) r.r r cnyrae orcyrcrBr.rt

Qapnaaroneftnnx crarefi - Ha coorBercrBne rpe6oBaHurM HopMarr4nnoi 4oryuen,aqlrz
npor.r3BoAlrTeJreft. HopruaruBHar AoKyr!{eHTarlu.r, no roropofi JreKapcrBeHHoe cpeAcTBo

flpoBepsrocb rrpu BbrnycKe B fpaxAaHcKrafi o6opor, yKa3blBaerct B AeKJrapaq[tx o
coorBercrBr.ru (cepru$r.rxarax coorBercrBl,rr) - aff JreKapcrBeHurlx [penaparoB Ant
MeAr.rquHcKoro [pr{MeHeHr4r, B rrporoKoJrax aHzuII.I3a (ucnurawtfi) I,Inu flaclloprax
flpolr3BoAr.rreJrefi rerapcrnenHllx cpeAcrB - 4nr $aprr,raqeBTl,IqecKlix cy6cranqr.rfi.

3a II rcnap:ran 2019 roaa n Pocs.qpanuaA3op nocryrII4III,I cBeAeHst o't 430
oprannaaqui o BbrrycKe B rpaxAaHcKr{fi o6opor 64380 cepzf roroBblx JIeKapcrBeHHbIx

lpenaparoB t 3997 cepuir $apvauenrr.r.recrux cy6cranqui.
3a or.{erHrri nep oA Poc:lpanuaAsoporu:

- rpoBeAeH or6op 4 824 o6pa:qon rIeKapcrBeHHbIX cpeAcrB;

- Ha flocep[finufi nrt6opovnrtft xoxrponE [epeBeAeuo 8 ropronblx HaI'IMeHoBaHI'Is

nrr6opounoro KoHTpoJrt 6 roprorux naurvrenoganufi
JreKapcTBeHHbIX CpeACTB;

- cxrro c nocepuiuoro
JreKapcTBeHHbIx cpeAcTB.

B ceqgr c Morr.rBupoBaHnuruu o6ocnoBalvaMv sxcueprnoi opraHLI3aIIuu, na 6ase

roropofl npoBoAtrcr ncnbrraurlr JreKapcrBenHbrx cpeAcrB, 14 c yrleroM noroxeuufi rIyHKTa

26 flopx4ra ocyulecrBJreHux etr6opounoro KoHrpoJIt KaqecrBa JIeKapcrBeHHbIx cpeAcrB

Anq MeAr.rquHcKoro rpI4MeHeHI4t, yrBepxAeuHofo npuKa3oM Pocs4panHa4ropa or
07.08.2015 l& 5539, PocsApanuaAsopoM 3a orqernnfi rceapran npoArleHbl na 30 4xe[ cpoxn
[poBeAeHr,r{ ucnnranltfi no 34 zaaauunv' sa 69 o6pa:qor JIeKapcrBeHHbIX cpeAcrB'

llo pe:ynrrataM npoBeAeHHbIx HcnbrraHllfi o6pa:qon JIeKapcTBeHHEIX cpeAcrB:,

o'ro6paunrrx B rrerqx au6opo.ruoro KoHTpont KaqecrBa, n Pocs.4panna43op nocrynarcT

rloJroxr4TeJr6Hbre r4 orpldllareJrbHbre gKcflepruhre 3aKJIIoqeHI{t. 3a orqernltfi flepl{oA B

Poc:4panna,qaop nocrynr4Jro 5 158 arccneprubrx 3aKJIK)qeHI4fi no pesymtaran ru6opouuoro
KOHTpOJIS Kar{eCTBa JIeKapCTBeHHLIX CpeACTB.

llo pe3ynbraraM ucnstrasuir noATBepxAeHo coorBercrBl4e ycraHoBJIeHHbIM

rpe6onanuxv K KaqecrBy o6pa:qon JIeKapcrBeHHbIx cpeAcrB [oATBepxAeHo coorBercrB]te
ycrauoBJreHHbru T pe6oeanuxu K KaqecrBy 5084 o6pa:qoB neKapcrBeHHblx cpeAcrB.

B csqgu c [oJrfteHrleM garc,qro.{eHr4fi srcneprnoi opranrz3arlran o HecoorBercrBl4l.r

neKapcrBenHbrx cpeAcrB ycraHoBJIeHHbIv rpe6onanuaM K Ilx Kaqecray Pocr.qpanHaA3opoM

flpr{Hrro 43 peurenr,rx o6 ugrxruu u yHt4t{ToxeHxr.r 51 roproeoro HaI,IMeHoBaHw,10 cepuit
nego6poravecrBeHHrrx neKapcrBeHHbrx cpeAcrB, Lr3 HI4x:

- 10 peurenufi o6 rs'bu"rvpt I,t yHntITo)KeHuu 26 cepuir 26 narvenosaHl,Ii
JreKapcTBeHHbrx fipenapaToB arrreqHoro fi 3roToBreHI,Is;

- 33 peuenux o6 uglsrIau 14 yHr{rrroxenuu 44 cepuu 25 roproarrx nauMenosaHr4ft

JreKapcTBeHHblx cpeAcTB [poMbrrrjJreHHoro [pot3BoAcTBa.
B csqal4 c [ocry[neHl4eM B orqerHoM fleplloAe 3Kcnepruhrx sarrroqeHrlfi

OfEy d4MI]SyAOCMII) Poca4paena4:opa o BbrrBneHHoM HecoorBercrBr.ru KaqecrBa
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reKapcTBeHHhrx cpeAcTB TpeooBaHr,rrM, ycTaHoBJreHHbrM HopMaTr4BHor4 AoKyMeHTarlr4err
npor43BoAr.rreJrefi (r.rs-sa HeBocnporr3BoAr4Mocrl4 MeroAr.rK, oruu6ox B pacqerHrrx

Qopvynax, orcyrcrBrdr KoMMepqecK[x npe4noxenrafi tro craHAaprnuu o6pa.:r1au,
pacxoAHbrM Marepr.r€uraM u np., [peAycMorpeHHbrx HopMaruenoft 4oxyuenraquefi)
Pocsgpanna4sopoM HanpaBneno 3 3anpoca n Munsgpan Poccr,rn o neo6xoAr.rrrtocra
BHeCeHrrr r.r3MeHeHufi B HopMarlrBHyro AoKyMeHTarIHlo npoa3BoAurerefi (4epxarerefi
perr4 cTpaq?roHHLrx yAocToBepeIlur4 ).

B css:u c noJrf{eHr,reM 3-x pa*xcneHr.rfi Mnns4paBa Poccl4x o HeoOxoAI,IMocrI,I

BHeceHr4Jr nsNreHeHfifi B HopMarI4BH]'Io AoKyMeHTaIIurc PoctgpaaHa4:oporu
lrn$opnauporaHbr rpori3BoAnrenr4 JreKapcrBeHHbrx cpeAcra (4epxarenu per[crpaIILIoHHbIx
ygocronepennfi).

BrrqsreHHrte HecoorBercrBllt ycraHoBJIeHHhIM Tpe6oBaHI{rlM K Kar{ecrBy

neKapcrBeHHblx cpeAcrB no noKa3areJltM papKl{pyloTct cneA}.IouuM o6pa3oM:

-IIpoMblIIIJIeHHOe npoI{3BOACTBO :

florasareru HecoorBercrBu.s II xrapra:r
2019 r..oh

Ko rqecreeHHoeolpeaeneHl.Ie 18,2

Onucauue 18,2

Pacmopeur.re t8,2

O4nopogHocrr 4osnponauue/ uaccrt 6,5

Muxpo6uolornqecKrul ql4crora 5'.)

Crepuruuocrs 1q

flocroponrue lrpsMecrr ?o

flpoure ,5 q

Hauuenonanue leKapcrBeHuoro
cpeacTBa

HasnaH lre npon3BoAxre:Ul, crpaua florcasareru
HECOOTBETCTBI{'

Clru:ux, pacrBop ant rIoA(oxHoro
BBeAeHrrr 200 rnrr/ur 1 ul, unpuurr
(2), n rorrrnrerre c cantferraruu (2),
(Hnxerrxa Kapronuat (E)'N{axH[K)

<Berrep (Dapua-<Deprurynr fu6X u

Ko.Kf>, f epuauut/ <IOCE @aprua

C.A.>. Berrrprc

floArunnocrs
(Buonpo6a),
Cnequ<|r,r.recra.r
aXTHBHOCTT'

[exapuc, ra6lerru
150 rrlr I rur., 6:racreprr (1), navru

KapToHHbie

<fe4eon Puxrep Pyrrmnrur A.O.>,

Pyrur,rnr.rrl OAO <feAeon Puxrep>,

Benrous

Pacrnopeuue

0rfrorux@, raulru uasurre l0 u:r,

tf laxon-ranemuurlbl rrnacrnKoBr're

(1), navru (aproHHble

<<Cenrlrcc <Daprua flnr. JIr4.>,

khtaprs

KorlrqecrseHHoe

onpeaeJrer{xe.

flo:runfl gu,:roslrfi cnupr



-alTeqHoe r43roroBJreHI{e :

floxagare:t HecoorBercrBgt II xrapran
2019 r.,Yo

Mapuponra 75

Cpor ro4nocru 15,6

Mexauuqecrue BKrlorreHltlt 6,3

Crepunsnocrr

KAIIECTBA

npr4 rocyAapcTBeHHoI.r

cpeAcTB;

corJracoBaHllt [porpaMM Meponpr4sTrlr.r lo darrarr,r BhrrBJreHr.rr B o6paluegl,ru

HeAO6pOKaqecTBeHHbIX ne(apcTBeHlrhrx cpeAcrB.

HeAocrarxu npeAcraBJlteMblx [porpz]MM, o6yclonurnne orKa3 Poce4parua4:opa
B lrx corJracoB a]F.volt v Heo6xoAlrMocrb ,40pa60TKI,I:

$opvanrunfi noAxoA K I{x p[Bpa6orKe: orpaHl4r{eHHblft nepeqeHb Meponp?Itrl4r,
orcyrcrBr.re cpoKoB npoBeAeH[r Mepoflpl{tTl,Ilr u y'(L3aIIvt orBercTBeHHblx Jrliq;

oTcyTcTBrre KoMnJleKclroro noAxoAa
HeAO6pOKaqecrBeHHoro JreKapcrBeHHoro

[poBoAaTcr npoBepKa AocroBepHocT]r r4HQopMarIuH; orcyrcrBne ficqepnblBalollll4x
Mep no ycTaHoBJIeH[Io np}IqI,IHbI HecooTBeTcTBI4rl, ;

npeAocraBJreHr.re oAHorr4nHofr flpofpaMMbl MeponpwlTltt B cny.{ae BbItBreHI4q

HecoorBercrBr.rr HecKonbKlrx cepvir 6es ycoBeprrreHcrBoBaHHr npofpaMMbr
ueponpurrufr 14 nplrMerreHlrr Ao[oJrHr.rreJrEHbIX Mep;

K OIIEHKE

cpeAcrBa

Boguoxnrre npr4rruHbl BbItBJIeHfit B o6pauleHrrn He,qo6poKaqecrBenHblx

JreKapcTBeHHbrx npeflapaToB co cTopoHbr [poI'I3BoAI4TeneX JIeKapCTBeHHbIX CpeACTB:

l. Hopvaruuuaa AoKyMeHTaIIl.lt coAepxlrr HeroqHble MeroAnKI'I, o I'I6KI'I' vr

npeAycMaTpHBaer [rcIroJIb3oBaHLIe npll lIcnbITaHI'Itx JreKapcrBeHHBlx cpeAcrB

orcyrcrByrcque B KoMMepqecrcoru o6opme pearcn4Bbl, craHAaprbl;
cJryx6aMr42. flpone4exne flcrrblraul4fi lexapcrneunrtx cpeAcrB

[por43BoAnreJreft 6eg r{era MeroAI{K, yrBepxAeHHLIX

perr4cTpaqrrr{ JIeKapcTBeHHbIX Cpe,qCTB;

3. Heco6rtolexue rexHoJlorrrl4 flporlt3Bo.qcrBa JleKapcrBeHHbrx

4. Vcrapenruee rexHoJlorlqecxoe o6opyAoBaH[e;
5. I4cnonrsoeaHlle B npoI43BoACTBe JIeKapcTBeHHbIx [penapaT6B I4CxoAnorp Cblpbt

HI,r3KO5O KaqeCTBa (ggaqrarelgrag HeOAHOpoAHoCTb IIO loKa3aTeJrf,M KaqecTBa,

nepequcreuHblrra r cnequQr,rxaquu).
6. Hapyurenne ycJloBnfi xpaHeHrrt I,I rpaHcnoprl'IpoBKl4 JIeKapcrBeHHLIx cpeAcrB.

B cooreercrsull c (DeAeparlbgrrM 3aKoHoM or 27.12.2002 Ns 184-O3 (n.2 cr.38) u

flprarasorr.r Poca4parua4sopa or 07.08.2015 Ns 5539 B cJl1n{ae HecoorBercrBl,tt
JreKapcrBeHHLrx cpeAcTB ycraHoBJIeHHbIM TpeooBaHI4tM npor43BoAI'ITeJIIT lI JII{qa'

BbrrroJrH{K)rq e i|yHKIIIzLI I4Hoc'rpaHHbIx IIpOI43BoAI{TeJIefi, o6t3aHbl pa3pa6oTaTb

nporpaMMy Meponplltrl{fi no [peAoTBpaxleHulo npI4q[HeHI{t BpeAa 1I43HLI t4 3AopoBblo

fpax(AaH r{ [peAcTaBurb ee

Pocs4parua4aopov
AJI' COfJIaCOBaH[f,

HanpaBJIeHbI

B PocaApaBHaA3op.

npeAllncaHr,It o [peAcTaBneHI{LI Ant

ibarra BbrrBreHr.rq

([pon3BoAr.rTeJreM He
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He r,rHr4rlr.rlrpyeTcr oT3brB JreKapcTBeHHbrx cpeAcTB, He npr.rHr.rMaroTcr peureHr4r IIo
npeKparrleHl{Io AefrcrBr,rJr AeKJrapaqufi o coorBercrBr.r[ (ceprnQrraron
coorBercrBr.u) z vepu no orroBeuleHrlro cy6lexron o6paqexur neKapcrBeHHbrx
cpeAcTB o Bo3BpaTe npoAyKrlr,rl{.

Bo II KBapr€ure 2019 r. B cBs3vr c BEUTBJTeHT{eM HeAo6poKaqecrBeHHbrx
JreKapcrBeHHbrx cpeAcrB npor43BoAr4TeJltMr.r (opranusaqr.rruv, ocyrlecrBJr{roqr,rMt4

Qynxqrar.l r.rHocrpaHxbrx npor,r3BoAr,rreJrefi rerapcrrenHbrx cpeAcrB) uuuqr,rr.rpoeaH or3brB
JreKapcrBerrrrbrx cpeAcrB 7 ropronux Har4MeHoBaHr4fi. 19 cepuit JreKapcrBeHHbrx cpeAcrB.

Bo II rnapran e 2019 r. B cBt3lr c [oBTopHtIM BhItBJIeHueM HecoorBercrBut
JreKapcrBeHHbrx cpeAcrB ycraHoBIeHHbrM Tpe6oBaHr4rM K L.tx KaqecrBy xa nocepufrHrtl
nrr6opovnrrfi KoH'rpoJIb KaqecrBa 6ruo nepeneAeno 8 ToproBblx nauveuogasufi
JIeKapcTBeHHbIX CpeACTB.

HanNreuosaHlre
JreKapcTBeHHof o cpe,4cTBa

HassaHne
rlpolt3BoAHTens,

cTpaHa

floxa:arem necoorBercrBlrt Kor-no
OTO3BAHHbIX

cepxi
Pernucer, rancyrlr 100
vr 30 ur., 6auru (l),
IlaqKx KaPTOHHI'I9

AO "Oap:raaolure:",
PoccHs

Orncanne. PacrsooeHr,re ll

OnrcaHrae

X.noprexclqun, pacrBop

a,.rs MecTHofo E
HapyxHoro [pr,rMeHeHus

0.05% 100 u:r, tp:rar<ouu-
KIIIEJIbHIIIIbI
rroJlltMepHbre B
(oMlJreKTe c (pblllrKoi
HaBIIH,{LIBaeMofi I.t

lpo6roft-xarelluuqefi
(1). naqru rapronnrte

OAO "Kerveponcrar
rfapuaqenruvecrar
t|a6pura", Poccur

Mlrxpo6nororuvecxar
IIIICTOTA

Karus xnopl4.A, pacrBop

Ar.rs BH),'rpHBeHHOrO

BBeaeHr,tt 40 ur/rra:r l0
Mn, aMnyJrr,r (10), lauxu
KAPTOHHbIE

OKII "Apuarxpcxae
6uorfa6puxa"),

Poccns

MexaH[qecxue BKrrorreHr.tt:
BI-IJII' M T,IE

1

Haarrlenogauue
JreKapcTBeHHoro cpeAcTBa

Ha3saHne

npou3Boar{TeJu,
crpaHa

florasarem Hecootggtctsu.f, t Bruo ru
paHee

pelreHue o
lepeBoAe Ha

noceprfinrri
KOHTDOJI6

MEJIOKC14KAM.TIPAHA,
ra6nerru 15 ur l0 ur..
y[aKoBKrr sqetKoBbre

TIPAHAOAPM
OOO, Poccn

Ko:ru.recrseHHoe onpe.4elettue* HET
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KoHrypHhre (2), navru
KapToHHbre

,{poranepnn, pacrBop Ar'rs

nnrequii 20 v,r/v,l2 lltr,
arrlnylsr (5), ylaKoBKrt
gqefixosrre rourypnue (2),

flaqKr.r KapToHHbIe

OAO "Ezoxuuux",
Poccus

Crepnnruocrr

Harera"rr 43, ra6aerxlt
xenarersHue 60 mr.,
<[:raronu (l), ua.rcr
KapTOHHI'Ie

<l{ra,rr[apuaxo
C.n.A.>, llralus

Oanopoauocrr .4o3upoBaHus.

Korera.nrqr.r$epor (nurauux
D3)+, Koru.ruecrnennoe

olrpeAeJreHne.

Koaera;rruurf epol (nutauun
D3)-

HET

X;roprexculnn, pacrBop Ars
MecrHofo r{ HapyxHoro

rpHMeHeHIrt 0,05% 100 ur,
ifrarousr-xanemuuqu
noJrr.rMepHble B KOMTIJIeKTe C

xprruroii nasuHqlrnaevoI u
npo6xofi -xanelrHl-Iqeii ( I ),
TAql(I,I KADTOHHbIE

oAo
<Keueponcra.r

$apuauenrr.Iuecra.r

Qa6pr.rxa> (Poccur)

Muroo6uororuqecKat sucrora AA

JIeH.aaquH@, flopomoK a"'rs

rrpr4roToBJleHlrt pacTBopa A,'It

BHyTpHBeHHOTO I{

BH)"TpI4MbrmeqHofo BBeAeHnt

1 r, rfraxonu (10), navxu

KaproHHble

<Canaog lu6X>,
Aecrpur

Kotlr,rqecrseHHoe orrpeAeneHLIe :

qetprpr,raxcou*

HET

vtoJrb
AKTI4BI4POBAHHbIfr
ABEKCI{MA, ra6rerrn 250

ur 10 urr., ynaKoBKI{

sqefirosue xonrypnue (5),

naq(I,I KapToHHbre

OOO <Agexctua
Cra6r.rpr>, Poccr,rr

O4nopo4uocrr uacclr,

PacnaAaeuocrr

HET

O1|rornr@, xau ,r rnasHsIe 10

lr:r, <[laxou-ranenbH]rIIbI

rrJracrr{KoBbre (l ), navru
KaproHHble

<Ceurucc @apua

flsr. JlrA.>>, l4HAut

Koruqecrgesnoe oflpe4eneHI{e.

flonlrsrHlr,rosrri cnupr*

XoQuror@, pacrBop .unt
npueua nuyrpr 120 rra:r,

<JIa6oparopuu

PO3A-
I44enrutpncaqr,ra. Aprumora
exc'rpaxr (B3XX)*,

HET
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rp;raronrr relruoro crexla (l ),
naqKlr KapToHHbIe

Otr,ITOOAPMA),
Opauque

I4genrrarf uxaqlu.
Meru.nnaparr.r4poxcu6eusoar*,

ll4enrutf r-rraque .

flponnlnaparu4poxcr.r6eHroar*,

Ko:rrrecrseHHoe olpeAeneHrre.

X.nopu4n+, Koluqecrgelrnoe
oIIpeaeneHr.re.

Merurmaparn4poxcu6euloar*,
Koffi.recrseHHoe olpeaeneHr,re.

flpouu:rnaparu gporcr.r6eu:oar*

flpuuevanne:* Heo6xoar.IMo BHeceHr.re rBMeHeHufi B HopMarHBHylo AoryN{eHrarluro

flocre noArgepxAeur.rr coorBercrBus ycraHoBJreHHbrM Tpe6oBaHr,rrM K KaqecrBy
Pocsgpanua4:opoM 6brJrr{ npnHrrbr petrleHur o c]urrnr4 JreKapcrBeHHbrx cpeAcrB c
fioceprriHoro Bbr6opoqHoro KoHTpoJu KaqecrBa Bo II KBaprdre - 6 ToproBbrx
Har4MeHOBaHr,ri rexapcrnenHbrx cpeAcTB.

Ha ocnosaHr4rr [yHKTa 14 llopr4ra ocyrlecrBneHr.rr Bbr6opoqHoro KoHTpoJrt
KaqeCTBa neKapCTBeHHbIX CpeAcTB AJI' MeAIIIILIHCKOTO [pI{MeHeH[s, yTBepxAeHHofo
npuKa3oM Poc:4paaHagsopa or 07.08.2015 J\b 5539, B cBq3r4 c o6pnr\enrarMr4 rpaxAaH,
Kacaloul,tMl4cs Bo3MoxHbIX oTKJIOHeHI'tfr B KaqeCTBe JIeKapCTBeHHbTX CpeACTB r4

BO3HUKTTOBeHT{eM yfpo3br flpuqr,rHeH q Bpe,{a xr.r3HH, 3AopoBbrc fpaxAaH,
Pocrqpanna,q:opoM Bo II raaprane 2019 rola oQopMneHo 12 sal;awuit Ha Bbr6opoqHhrfi
KOHTpOJTb KaqeCTBa JreKapCTBeHHbrx CpeACTB, OTO6paHO 27 O6pa:qOr JreKapCTBeHHbrX

cpeAcTB. Bo II xrapran e 2019 r. 3aBeprxeHhl I4c[hITaHLrt B orHoll]eHr4r4 3 ropronrrx
Har4MeHOBaHnfi 33 Ceprift JreKapcrBeHHbrx cpeAcrB, B orHorxeHlrr4 14 o6pa3rloB
JreKapcTBeHHbrx cpeAcTB np'rHrTbr peureHr,rr o lpeKpanleHr.rI,l o6parleHlrs JIeKapcTBeHHbIx

npenaparoB.
Meprr nporypopcKoro pearxpoBaHr.rr B cBr3r.r c He[paBoMepHlIMI{ AeficrBLI{Ma

Poc:Apanrag:opa B orrrerHoM KBaprane He [pI,IMeHtJILIcb.

I,Intf opnaaqr.ra o npr4Hf,Tbrx peureHnrx pa3Merrleua Ha cafire Poc:4panna4ropa
(py6puxa (JleKapcrBeHnbre cpeAcrBa) I paslen <I,lutf opuaquoHHble rII4cbMO)).

L IlpanonpumeHrrreJrbnaq lrpar$nKa co6rroAeHnfl o6fl3arerbHbrx
TpeooBarrItr.r

2.1. tDedepanbvbtrt eocydapcmgeHubri Hadtop a cQepe ofipauqeuun nexapcmaeuubrx
cpedcm6

flpuxa:ou Poc3ApaBHaA3opa or27.04.2017 Ns 4043 yrBepxAeH flepeqeHb rpaBoBbrx
aKroB Ir rrx orAeJr6Hbrx .racrei (nonoxeHr.rfi), coAepxaurx o6qsarerlHrre rpe6oBaH[-s,
coonrcIeHue Koropblx olleHr{Baercr npu npoBeAeHr.rr.r MeponpurTr.rfi no ronrpolro B paMKax
oTAeJrbHoro Br{Aa rccyAapcTBeHHort KoHTpoJrr (ua.q:opa).

B csqsr c BcrylJreHueM B cr,rJry flpr,rra3a @e4epalurofi cJryx6br B c$epe
3ApaBooxpaHeHqr or 09.11.2017 Ns 9438 <06 yrrepx4eHu[ $opM npoBepor{Hbtx Jrr4croB
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(cnrcxor KoHTpoJrbHbrx nonpocoa), [cloJrb3yeMbtx @e4epalrHofi cnyx6oi no HaA3opy B

cQepe 3ApaBooxpanel{lrt u ee reppr4TopuaJrbHbrMr4 opraHaMr.r fipu flpoBeAeur,rx [JraHoBrrx
lpoBepoK rtpu ocyulecrBJreHr.tt Qe4epalrnoro HaA3opa n cQepe o6paqenr.rr
JleKapcrBennbrx cpeAcrB> (saperucrpupogaH Mr4Hr,rcrepcrBoM rccrr.rqllu Poccraficxoft
Oegepaquu 25.01.2018, perncrpaqtroHHHfi Ns 49781) B npr4Ka3ax yKa3brBarcrct
peKBrl3r,rTbr r{cfloJrb3yeMhrx npil npoBepKe npoBepoqHhrx Jrr,rcToB.

Perorraeagyeurre Pocs4parua4aoporv Mepbr tro o6ecne.{eHfiro KarrecrBa
neKapcrBeHHbrx flpeflaparoB, BBoAr4Mhrx B rpaxAaHcKrrfi o6opor:

. pa3pa6orKa 4eficrnenuofi fipofpaMMlr veponpuxrufi, c olpeAeJreuxeM cpoKoB r{
orBercrBeHHhrx Jrr{q, notnolrrcrqefi r 6ygyrqeru ucKrroq[Tb noaropnrrfi BhrnycK
neKapcrBeHHhIX cpeAcrB, He coorBercrByrorrlt4 x ycraHoBJreuHbru rpe6onanz-alr r<

KaqecTBy;

' o6yrenrae nepcoHaJla anropl.ITMy 4eftcrauft flpLI BbrrBJreHuu ne4o6poxavecrBeHubrx
JreKapcTBeHnbrx cpeAcTB n Bo3Hr.rKuoBeHr,rlr HecTaHAapTnrrx caryaqr.rii.

2. 2. B orfiopounot rt xonmponb Ksqecmna neKapcmsenHbtx cpedcme

no eonpocaNr gHfsrenHHx HapyueHr.rfi upuN,reHeHlls gaxoHo,qa:rerscrga Poccr4ftcKofi
@erepaurau n o6lacra co6fforenlrq o6s:areJrrHlrx rpe6osanr,rfi )

3rcneprnofi oprauz:aqraefi B paMKax nrr6opovuoro KoH'rpoJUr KarrecrBa
rrocrynarc[ryre o6pa3rlbr JreKapcrBeHHbrx cpeAcrB npoBeprrorcr Ha coorBercrBr,te
rpe6onanurlr QapnaaxonefinbrM crarbrM (focyaapcT nennar $apnrarones Pocc[ficxoft
(Degepaqnu) 14 B cnf{ae orcyrcrBl.rr $aprvraxonefinux crarefi - Ha coorBercrBne
rpe6oaanraxv uopuaruauofi AoKyMeHTarIlru npourao4rreleft .

Hopuarunnax AoKyMeHTaqr4r, no roropofi JreKapcrBeHuoe cpeAcrBo npoBepqnocb
[pr4 BLrlycKe B rpaxAaHcKr,ri o6opor yKa3brBaercr B AeKJraparlr4rx o coorBercrBr.u4
(cepruQlrxarax coorBercrBr.rr) - a,'u JreKapcrBeHH[,rx npe[aparoB AJrr MeAr.rqr.rncKoro
npr4MeHeHru, B rrporoKoJrax aHaJrrr3a (r,rcnurauufi) [Jrr{ nacloprax npor.r3BoAurelei
JleKapcrBeHHbrx cpeAcrB - 4na QapnaaqeBTr.rqecKr.rx cy6crauqnfi .

Perouen4yeurre Poc:4paanagaoporv Meprr ro o6ecne.{eH[ro KaqecrBa
JreKapcrBeHubrx npenaparoB, BBoAlrMbrx B rpaxAaHcKrifi o6opor:
. [epecMoTp noprr,raTlranofi AoKyMeHTarIr4r.r npor.r3BoAr,ITeJrq, KaK poccr.rficxoro, rar u

T,IHOCTpaHHOTO, C IIeJIbIO BLI'BJIeHI4f BO3MOXHbTX HeAOCTaTKOB UOpn4arZnnOfi
AoKyMeHTarIr4ra (oneuaror, uero. rocrefi MeroAr4 Klr, HeBocnpor43BoAr.rMocra
MeTOAr.rKr.r, HA rl]{uu cTaHAaprHhrx o6pasqon, KoTop6re He Ilpor.r3BoA'rcx u 4p.);

' uclroJlb3oBanue o6rqenpllHtrblx MeroAoB aHaJlr,r3a (rpe6onauuft focy4apcrnennofi
@aprraaronen) npr.r pa:pa6orKe HopMarr,rBHofi gorynrenraquu AIrs. BBeAeHr{r B o6opor
HoBbrx JreKapcrBeHHbtx npenaparoe (nepruuuax perurcrpauur, r.r3MeHeHuat
TexHoJrorrrr u np.); [s6eraHr.re MeroAr4K, Koropbre Bbr3oByr cJro)r(Hocrr4 npr.r Itx
Boc[porl3BeAeHyrlr B paMKax rocyAapcrBeHnoro KoHTpoJrr npu o6parqeur.rr{ B
fpaxAaHcKoM o6opore, a raK)I(e ra6oparopuoro ooopy4onauraa, He BKJrroqeHHoro B
peecrp cpeAcrB nsnaepeuzfr, r.r peaKTrrBoB, craHAaproB, Koropbre He B6rrrycKarorcq Ars
KOMMepqecKoR) r.rcrroJr63oBaHr4 fl y np.



. HeoopMar6Hbrfi noAxoA K npoBeAeHrrn paccJreAoBaEvir npvt].uH Bo3HrrKHoBeHlIt

OTKJIOHEHI,III B KAqECTBE:
. pa3pa6orKa AeicrBeHnofi nporparr.rnrcr nreponpur, ufi, c onpe.qeJleHlreM cpoKoB tr

orBeTcTBeHHbrx Jrnq, nogsorqroqei n 6y4yqerrl I,IcKJIroqI{Tb non'ropnlrfi BbIrIycK

JIeKapcTBeHHbrx cpeAcTB, He cooTBeTcTByIouL.t x ycTaHoBJIeHHbIM TpeOOBaHLItM K

KaqecTBy;
. o6yrenne nepcou€ura EulroplrrMy geftcrnrli ttpl,r BbItBJIeHuu ne4o6poravecrBeHHblx

JreKapcrBeHHbIX cpeAcrB r{ Bo3HUKHOBeHLI[ HeCTaHAapTHbX CI,ITyaIII/II,I.

Bu.q rconrpo.rrfl - rocyrapcrseuHrrfi KoHTpoJrb ra o6pauleHueM Mer[uIrHcKIrx
ucaerrlfi

flpearraerou rocyAapcrBeHHoro KoHTpoJIs riBrrflercl oprarll3alrut u [poBeAeHI,Ie

npoBepoK co6lro4enur cy6rexrauu o6pauleurar Me,qr{III4HcKr,Ix usreruir o6qgaterunrx
rpe6onauufi a c(pepe o6paueuzr MeALIqI,IHcKLIX usretui1 B ToM TILIcJIe npl{ [poBeAeHLIu

Krnnr.rirecKfix ucnrrranuft MeAr4rrrrucKux us4eruir n ocyEIecrBJIeHI,Ie MoHLtropHHra

6egonacnocru Me,urrqr.rHcKr.rx us aetruia.
B II rsaprane 2019 roga npoBeAeuo 889 nponepox uo rocyAapcrBeuHoMy KoHTporIIo

sa o6paulenraeM MeAurrlrHcxux uegertrrft, r,r3 rrl4x - 308 nranogrrx u 581 BHeIIJIaHoBrIX

npoBepKn.
BnenraHosrre npoBepKr.r cocraBr.rJrr{ 65 % or o6rqefo qucna npoBeAeHHbIx npoBepoK.

llo pe3yJrbraraM rlpoBepoK npl4Htrhl Mepbl KoHTponbHoro I,I HaA3opHoro
pearprpoBaHr.rr:

- BbrAaHEr flpeA[r,rcaHr,rr o6 ycrpaneuull BLUIBJIeHHrIx napyrueHufi; no KoHTpoJIIo 3a

r.rcnoJrHeHrleM npe4nucauzfi npoBeAeHo 235 sHenraHoBrIX npoBepKl{;

- cocraBJreHo 300 uporoxoaon o6 a4vunr,rcrparr4BHblx npaBouapyl[eulr.tx no crarbe
6.28 KoAfI P@, na:roxeno urrpaQoa Ha cyMMy 3766000 py6.

- B cyAe6nrre opmHrr Ha[paBJIeH 1 npororol o6 aAMlxlrcrparldBHbrx
npaBonapyueHr,rsx ro cr. 6.33 KoAfL

llo pesyruraraM KoHTponbHo-HaA3opHbIX uepoupuxtni :a yrarannltft [epuoA Ha

oQaquamnoru cafire PocsgpaBxaA3opa pa3Melqeso 299 peruexuft :

- 33 nracrva o npuocraHoBireur{r.r npHMeHeHHrI MeAI,IqI,IHcKoro H3AeJILtx;

- 3 nucwra o soeo6HoereHr4u [pr4MeHeHI,Iq;
- 3 ulrcrua o6 uzrsruu MeArrrlr4 HcKI,Ix uzgenufi;
- 82 nucrlra o nego6poxavecrBeHHoM MeAr.rur.rHcKoM rucrerfi4v;
- 70 nucerrr o He3aperr{crpupoBaHuoM MeAr.rqr,rHcKoM te4eIruu;
- 4 nucrrva o Qanrclr(f uqr{poBaHubrx MeArrqr.rHcKr.rx v34er 4Ax;
- 104 nucrua o6 orgrrne MeArlrlr,rncKr,rx r,r3AeJlr,rfi [por,r3BoAr4TeJrrMr.r B paMKax

KoppeKqr,roHHux ueponpurruft .

B xoAe ocyulecrBJleHnt rocyAapcrBeHnoro KoHTpoJrr 3a o6pauqeuuer,,r MeAr{rrriHcKrrx
usAerrft Pocegpaura4sopoM BbtrBJreHbr rlrnurrubre Hapymenr.rr, xapaKTepHbre AJrt
pa3rurrHbrx cy6rexron o6paulenrax MeAr.rqLrHcKlrx u:gelufr :
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- alTeqHbrx opraHr,r3arlr4i, Me,quqr{HcKrrx opraHr{3arlr4fi, npor.r3BoAr.rTenefi
MeAr4rIr4HCKr4x l4.3ne:Ir'di4, a r.rMeHHO :

l) n ve4uquucKl,Ix opraHlr3arlurx Bbr.sBrrrr4cb cneAyroulrle rxrruqHEre HapyrreHr,rr:
- xpaHeH[e r{ [pr.rMeHeHr,re MeAr.rquHcKrlx uzgetuit c trcreKrrrr.rM cpoKoM roAHocrn;
- npr{MeHeHlre He3aperlrcrpr.rpoBaHnbrx MeAnrIxHcKux ua4enr.rfi (He uverorqnx

pen4crpaqlroHuofo y.qocroBepeHr4rr, [oAne)KarrlrD( focyAapcrBeHxoft pertcrpaqau);
- npxMeHeHr.re MeAr,rrlraHcKux uzgetuit, o6paqenue Koropbrx orpaur.rqeHo Ha

ocHoBaHr.ur nuceu @e4ep€urbHoit cnyx6tr no HaA3opy n cr[epe 3ApaBooxpaHenr4lr;
- rrpr4MeHeHr,re HeAoopoKaqecTBeHHbrx n He3apef[cTpl,IpoBaHHbrx Me,4r,rqr,rHcKr.rx

uzgeanfi, o6parqenre Koropblx BEUIBJIeHo rlo pe3ynbraraM gKcneprn3br KaqecrBa,
eQ$errnnuocrn r.r 6egonacsocru oro6pauurrx o6pa:qon MeAr,rqr{HcKr.rx uzaenufi'

2) n anreunrrx opraHrj3arl[rx BbrrBJlrJrrlcb cJreAyrcqfie r rrr.rrrHbre HapyrrreHr4rr:
- xpaueHrre 14 pe€rJrr.r3arlxr He3aperncrpr,rpoBaHHbrx MeAurlr.rHcKr.rx u:genufi (6et

penlcrpaql{oHHoro yAocroBepeHr.rr), nego6poxaqecrBeHHbrx, rfanrcz$uqupoBaHHrrx
MeArr rlr,rHcKr{x uzper.uit, o6parlenlre Koropbrx orpaHr.rqeHo Ha ocHoBaHnrl firceM
(Degepamuofi cJryx6br no HaA3opy e c$epe 3ApaBooxpaHeHr.rr, MeArrrr{r.rHcxrix us.qeruft 6eg
3aBOACKOr,r ynaKOBKn 14 MapKr4pOBKr,r.

3) n orHoueulrri rlpoll3BoAr.rre.nei veAuquncxrax ral4erufi :

- peaullr3aqr,lr HeAo6poKarrecrBeHHblx MeAr4rlr,rncKr.rx uzgetnit (c uapyruear.rerra

rpe6onanxi nopuarunHofi, TexHr4qecKoit u (uxu) gKcnnyaraqr{onnoi 4oxyrrreHTarlr4rr
rrpor.r3BoAlrreJrr), ueoaperlrcrpr{poBaHubrx MeA[rIrrHcKux ua4enufi ;

- npon3BoAcreo uego6poxaqecrBeHHbrx MeAr,r{r,rHcKr.rx usAenr.rfi (c Hapyureuueru
rpe6oranuft nopuarueuoft, TexxrrqecKofi u (utn) gKcnJlyarar{rrounofi 4orynaeHTarluu
IIpol43BoAr,rTeJrrr;

- HecBoeBpeMeHuoe BHeceHue r{3MeHeHI4ft B perI4c'IpaIII4oHHyIO AOKyMeHTaqr4rO Ha

MEAI,IqI,IHCKI,IE II3ACJII{' ;

- necoo6rqenue o ue6rarolplrrrHhrx co6rnu-rx, cBt3aHHbrx c npI,IMeHeHI{eM

MeAnrrr4HcKrix uzrel^ufi, e Pocr4panna43op B ycraHoBJIeHHbIe cpoKr{.

llo pesylrraraM KoHTporrbrro-HaA3opHbrx a ctfepe o6panlenur MeAr.rquHcKr{x

uz4etuit npr4Hrrrbr cJreAyrorqlre Mepbr:

- BbrAaHbr rrpeAnucaHr{r 06 ycrpaHeH}rr{ BbrrBJreHHbrx HapyureHr{fi ;

- cocraBJreHbr rrporoKoJrbr o6 a4lrunncrparl,IBnbrx npaBonapyueHrrrx, HaJroxeHbr
lrrpaQsr;

- BbrAaHbr npeAcraBJreHr.rr o6 yc'rpanenr,ru npuqr.rH u ycrorlrft, cnoco6crsosasu[x
coBeprrreHr.rrc a"qMlrHr4cTpaTr,rBHoro IIpaBoHapyIIIeHIrt;

- BBrAaHbr npeAocrepelKeHrur o HeAorrycrr.rMocrr4 HapyureHllt o6q3arerbnbrx
rpe6oaalrzft;

- MaTeprraJrEr HanpaBJreHbr B npaBooxpaHltTeJrbHbre opraHhr.


