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(De4epa.nrnofi cryx6rr ro HaA3opy n ceepe sApaBooxpanenrn
3a rrepBoe rroJryroAle 2020 rc2ia

Bug rconrpoJrr - rocyAapcrnenxrrft Ko'Tponb KaqecrBa u 6elonacuocrn
ue4uqmrcrcofi Aecrerbnocrtr B ttacrrr:

KOHTpOnT Sa co6rno4enueM opraHaMn rocyAapcreeHHofi BJracru poccuficroi
@e4epaquu, opmaaMll Mecruoro caMoynpaBJreur{r, rocyAapcrBennbrMlr nne6rc4xernrr1alr
$oHgavr, MeAI'rqI{HcKr4 MI{ opraHIt3aIII4JIvn u $aprvraqeBTr.rqecKaMr4 opraHr.r3ar[rrMr.r, a
TaKxe I'IHAI4BITAy€UIbHbIMI'I npeAupI4HI'IMareJItMI,I, ocyuIecrBJItIor{I,tMLI MeiqllqulrcKylo n
SapruaqearuvecKyro AerreJrbHocr;, [paB fpaxraH r csepe oxpanrr 3AopoBEr;

KOHTPOJI' IIPI4MEHCHII' MEAI4III4HCKI,IMI.T OPTAHI,I3AII}I'IMII IIOP,AKOB OK€BAHI,I.
nre4uqrlncxofi rroMoulr{ r{ craHAaproB trleguquncroi noMoIIIri:

KoHTpoJrr co6arcgeuux MeAnqr.rHcKI,rMr4 opraHn3arl* rMr.t [oprAKoB [poBeAeHu,
MeAI'IqLIHcKIIX 9Kcleprl{3' AI{claHcepr,I3aIIulI, MeA}IqnHcKr,rx ocMorpoB r{ MeAr{rIr{HcIo{x
ocBr{AerenbcrnoeaHr.rfi ;

KoHr-ponr co6nro4eHlrx MCAIIqI,IHCK}IMI,I paooTHLrKEIMI4,lettra rvrel{4rl.yrr1v|ryrlur1 IJa[r0_t.HuKaMI4, pyKoBoAATeJIrMr,r
MeA[rlr'rHc(nx oprauusaqzfi, $apruaqeeru.recKr.rMr4 pa60urural,tr u pyKoBoAr{TeJrrMrlr
a''TeqHE'* Opranasaqr'ft orpanzvexNft, [pnMeHf,eMhrx K yKa3aHHErM JrrrqaM npr4
ocyurecrBneHuu upoQeccraonalruofi AerreJrbHocTr4 B COOTBercrBr,rtr c @e4epalrnrru
3aKoHOM <<06 0cnoeax oxpaHhr 3AOpOBbr fpaxAaH s pocczficxofi @e4epaqara>;

KOH',IpOJIT OpraHrr3allun I4 ocyqecTBJIeHr'Ir:

Qe4epanrxuru[ opmHaMr.r uc[oJrHI,ITeJrsHofi enacrr,r, opraHaMu ucnornr.nea'rofi
BJracrr4 cy6rer<ror Pocq.rficrofi <Degepaqr.ru u opraHaMr.r MecrHoro caMoy[paBJreHr.rr,
ocyqecrBJrrlorqr'rMl'I [oJrHoMor[rr B c(pepe oxpan'r 3AOpOBb, rpax(AaH, a raKxe
OCYqCCTBJI'IOqAMII MCAI4III,IHCKYIO AE TEJIbHOCT' OPTAHZ3AI{}I,M LI U NHALIB NY'UI'H'IMI4npeAnpv Hr'rMarersMr4 npeAycMorpeHsoro crarrefi g0 oe4epanrHoro 3aKoHa <06 0cuonax
oxpaHhr 3AopoBbr rpa)KAaH e pocc'ficxofi @eAepaqura> Bny,rpeHHero KoHTpOn, KaqecrBa
t,r 6esonacHocrr4 Me.qurlr{HcKoft Aeq,remgocu;

Qe4epa-rr'rurr,ru opraHaM' ficnoJrHr,rreJrbHofi aracru r{ opra'aMr.r zcnorHurerlsoi
BJracrH cy6rerron Poccr'rficxofi @e4epaqr.rr npe.qycMorpeHnoro cra*efi gg @eAepa*noro3aKoua (06 ocHoBax oxpaHbr 3AopoBb, fpaxAan s pocc[icxoft @eAepaqur>
B.AOMCTBeHHOT. KoH',rpoJlt Kar{ecrBa 

'n 
6esonacHocrll MeAuquHcrofi 4exteabHocrl.r[oABeAOMCTBeHHhrx r.rM opraHoB l.r oprauraaaqrafi .

A.B. Carraofinosa
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Oco6ennocrrro rocyAapcrBeHuoro KoHTpoJUr KaqecrBa u 6egonacnoc:ru
ueAzqrancrofr AerreJrbHocrri B IrepBoM rroJryroAlrE 2020 rorc rB[7'.rrcfl. KoH,rpoJrb
ucnonHeHlrr o6rgarelurux rpe6oranufi n c(pepe oxpanbt 3AopoBbr rpaxAaH,
uaupauennHfi n roM qr.rcJre, Ha nporuno4efic.rnr,re pacflpocrpaHeur,rrc nosoft
KopoHaBrrpycHofi unQerqura 14 3axlr.rry lpaBa fptl)KraH Ha KaqecrBeHHyro r4 AocryrrHyro
MeAr{rrr.rHcKyro rroMorrlb, B ToM qr.rcJre [aqzeHTaM c nonoft KopoHaBr,rpycHofi ran(ferqraeft.

Cucrenra 3arrlrrrbr npar r Poccuficxofi @e4epaqr4r.r naqlreuToB BKJrroqaer:
l) raxono4atenbnoe o[pe,{eJreHr4e rrpaB fpaxAaH a cQepe oxparrhr 3,qopoBbq;
2) uexanusv peanusa\vtr [paB lpaxAaH e c$epe oxpaHhr 3AopoBbr;
3) xoutponr sa co6lro4enNeM [paB rpaxAan r c$epe oxpaHbr 3AopoBbfi.
B nac:rorrqee BpeMr rrpaBa rpax.qaH n cQepe oxpaHhr 3AopoBbr peryrrupyrorcl. 22

@e4epaarnrrull 3a(oHaMLI, 4l nocranosreruev flpanureJrbcrBa Poccraicrofi (De,qepaqr.rra

r.r 166 ne4oucrBeEHErMrr HopMarr,rBHhrM[ aKraM Se4epanrHux opraHoB rocygapcrneuuofi
BJracrr4 Pocclrfi cxofi @e4epaqrara.

Peanrasaqux rrpaB rpaxAaH n c(fepe oxpaubr 3AopoBbr ocyqecrBJlrercr:
opraHaMn rocyAapcrBeunofi sracru cy6rerton Poccnficxoi @e4epaqr.ru a c(pepe

oxpaHbr 3AopoB6r;
opraHaMr4 MecTHoro caMoyrrpaBJreHr,rr;
focyAapcrBeHnlrnau nue6rcgxerHhlMl,r <bonaarvru;

MEAI,IqI,IHCKI,IMI,I OPTAHI,I3AIIN'IMIl;

Qaprr.raqerruuecKuMr.r opranI.r3arIr4rMI,I ;
r{HAr,tBr{Ay€rJr bHbrMr,r npeAIIpr,rHnMaTeJrrMr,r.
Kou'rponr ra co6mo4enreM npaB lpax,qaH n c$epe oxpaHsr 3AopoBbr ocyu{ecrBJrrror

pa3rr{rrH6re opraHbr rocyAapcrBeHnoi eracru r4 opraHr.r3arlul{ B coorBercrBr.ru c
ycTaHoBneHHbrMr.r 3aKoHoAaTeJrbcTBOM rrOJIHOMOqI,IrMr4.

l. opran' rocyAapcrBeHaofi sracrr4 cy6lexroe poccnficxoft ee4epaquu n c$epe
oxpaHbr 3AopoBbr, B coorBercrBr4tr c n.l.q.lcr.l6 (Degepa.ntuofo 3aKoHa or 21.11.2011
Ne323-@3 <<06 ocrosax oxpaHbr 3AopoBbr fpaxAaH e poccuficrofi (Degepaqnu>,
ocyqecrBJrrror 3arr{.rry npaB qeroBeKa r,r rpaxAaHr,rxa o c$epe oxpaHhr 3AopoBb, B
cy6rexee Poccuficxofi @egepa4lla.

2. (De4epan'ran crryx6a ''o HaA3opy n c<fepe 3ApaBooxpaHeH,r, u ee
reppxroprriurbHbre opraHEr, B coorBercrBzu c n.5.1.3.1. rloroxenr,rr o Qe4epaasxofi
cnyx6e no HaA3opy e cQepe 3ApaBOOxpaHeHr4r, yrBepxAeHHoe nocraHoBJre'r{eM
llpanurelrcrna Poccr.rficrofi @eAepaqaa or 30.06.2004.trts :1:, flr. (a1), n.3 floaoxenNq
o rocyAapcrBeHHoM KoHTpoJIe KaqecrBa lr 6esonacuocrlr MeALIIIT{Hcxofi 4errelrnoc1q,
yrBepxAeHHoro nocraHoBJrenueu llpawrreJrbcrBa poccuicroi (De4epaql.rr,r or 12.11.2012
J\b I 152, ocyqecrBJrrer KoHrpoJrb co6mo4erurr opfaHaMr4 r-ocyAapcrBeHnoft sracrz z
opraHaMr'I MeCTHOTO CaMoylpaBrleHnr, rocyAapcrBe'rrbrMl{ rxe6rcgxerurrvu $ou4auu, aTaKXe ocyqecrBJUrroullrMH MeArirlr4HcKyro r,r $aprr.raqenrlrqecKyro AerreJrbHocrb
opraHrr3aqr4f,Mu vt LlErr4Br4Ay:lJrbHbrMr4 npeArrpl.IHr4MareJrcM[ npaB rpaxAarr n c(pepe
oxpaHbl 3AopoBbt rpaxAaH' B ToM ql'rcJre Aocry[Hocrr4 AJrr r,rHBaJrr,rros o6reKros
nutppacrpyrrypbr 14 npe.qocraB;UreMbrx ycJryr e yrasannoft cQepe.

3 ' @e4epalr:*rfi soxa o6sgarerlHofo MeA[rIr4HcKoro crpaxoBaHr.rrr,
Teppxropr'rirJrbHbre (pougn o6qsarenrHoro MeAr4rlnHcKoro crpaxoBaHr4q Cy6rexror
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Poccrftcrofi @e4epaquu, crp:xoBrre MeAr{rlr.rHcKr,re opraHr43arlrlr.r, crprxoBbre
rrpeAcraBrrrenr, B coorBercrauu co cr.40 (Degepaaruoro 3aKoHa or 29.11.2010 Ns326-@3
<06 o6xsarerbqoM MeArrq[HcKoM clpaxoBaHr{r4 B Poccraficrofi @e4epaqur,9>, [prrKiBoM
@e4epanrnoro <fou4a o6ssareruHoro MeAaqr{HcKoro crpaxoBaur.rr or 28.02.2019 Js36,
ocyulecrBJr{ror 3aulary npaB rpaxAaH rrpr{ oKa3aHr,r}r r.rM MeAr,rquncxoft noMorrlx B
coorBercrBlllt c lpofpaMMofi rocy4apcrBeHHbrx rapanrrafi 6ecnlarnoro oKa3aHurr
rpaxAalraM ue4r.rqrancxofi rroMotqu.

4' (De.qepamuax cnyx6a no HaA3opy n c$epe 3aulxrLr npaa uo'pe6urerefi r.r

6rarononyuux qeJroBeKa, B coorBercrBsu c flonoxerr4eM o @egepanruofi c.nyx6e no
HaA3opy e cSepe 3aIqI{Tbr npar nor:pe6urerefi rl 6rarononyvax qeJroBeKa, yrBep)KAeHHbrM
nocraHoBrreHueM flpaaarenrcrna Poccuficrofi @e4eparlrEu or 30.06.2004 Ns322,
flpanu-uaur'r npeAocraBnexfit MeALr qr,rHcKI4MLI opraHu3arl[rMrr [JlarHhrx MeAr{rIr{HcKr4x
ycnyf, yrBepx,rleHHhrMn rrocraHoBJreHt ev flpaeurelrcrsa Pocc[ficrofi oegepaqr{r4 or
04.10.2012 J\!1006, ocyqecrBffrer HaA3op r,r KoHTponb 3a r{cloJrHeuuera o6xsare6Hrrx
rpe6oaanui 3aKouoAareJlrcrsa Poccuicxoft (Deaep awLr B o6lacrr o6ecneqenus
caHu rapHo-3rrl4AeMr.rororurqecKoro 6larouorryvza HaceJreHr,rt, 3aurr4TEI [paB
norpe6lrreneft, 3arr{ary npaB rpaxAaH npr{ npeAocraBJreHr.ru MeA}rrlr{HcKr,rMr.r
opraHr43arlr{rMll rrJraTHLrx MeAr,Iqr.rHcKr{x ycJryr.

5. opraHrr rrpoKyparypbr, B coorBercrBzr{ co cr. 26 oegepaJrbHoro 3aKoHa or
17.01-1992 Ne 2202-l <o nporyparype Poccrlficroft (De4epaqr.ru>>, cr.45 3arona
Poccuficxofi @e4epaquu or 02.07.1992 Ns3l85-l <o ncrxuarpu.{ecxofi noMorqu u
rapaHTr,rrx npaB rpa)KAaH npI,I ee oKa3aHr4H>, ocyrlecrBJrflror HaA3op sa co6nro4exueM [paB
u cso6oA qeJroBeKa u lp€DKAaHr.rHa.

6. o6rqecreeanrre o6reguxeHr,n 3a co6ruogeuzena npaB I,t 3aKonHbrx r.rHTepecoB
rpaxAaH npr,r oKa3aHr,rr.r [clrxr4arpr,Hecrofi norr,roulu, cnyx6u 3arqr,rrbr 4paB nauueHToB,
H€IXOAflTII{XCq B MeAI'IqIIHCKIIX OpraHI43aIIUrX, OKa3hlBaroq[x IlcuxuaTpr.rtrecKylo noMorrlb
B CTar{r4oHapEbrx yclroBlt rx, B coorBercrBr.ru co cr.38, 46 3axona poccr.rficrofi (De4epaq1rr.r
or 02.07.1992 -l\lb 3185-l <<o ncnxaarpzqecxoft noMorqu 14 raparrrr.rrx npaB rpaxAaH rrpx
ee oKa3aHI'l[))' ocyrIecTBJIt]oT 3arluTy npaB I4 3aKoHHLtX I4HTepecoB rpaXAaH no r4x
npocr6e r4JrH c vrx corracur IIpn oK{r3aHltr4 r.rM ncr,xrrarpr,rqecrofi uououlut.

crarrcfi 18 @eAepan*roro 3aKoHa or 2r.fi.20il Ns 3n-a3 <<06 ocnosax oxpaH'r
3AOpOBsr rpaxAaH s Poccnficroi <De4epaqzD) ycraHoBJreHO npaBo fpaxAaH Ha
floryrreur4e 4ocrynnoft r{ Kar{ecrBeHHoft rrae4zquucroft nouorqr,r.

, B Hacrotn{ee npeur a Poccuficroft (De4epalll4rr co3AaHa Heo6xo4rrraar HopMarr.rBrrrur
6a-ra 4nx opfaHl'I3allsll aa4lexarqefi rro Aocrynuocrlt r.r KaqecrBy nae4r.rqzucrofi rloMorqu.

Tax, upnxasavu Muurgpana poccuu:

- I ) yraepxAe'br Kpr,rrepnr orIeHKH KaqecrBa ue4r.r4uucxofi rroMorr{r4, Korop're
cQopvraponaubr Ha ocHoBe nopqAKoB oKa3aHr{Jr nae4uqr.rncxofi noMoutr{ ri craHAaproB
ue4nqr'*rcxoE noMoulu, yrBepxAeHHbrx Muus4panov poccun, KJrr,rHr.rqecK,rx
peKoMeHAaII[fi (npororonoa neveur.rx) no BorrpocaM oKiBaHr4r ruegraqr.rncxofi noMorq]r,parpa6orannrrx 

'n yrBepx,AeHHbrx MeAr.rqu'cKr,rMr.r npo$eccuoaaa'HbrMr4
HeKoMMepqecKr.rMr.r opraHr.r3auluMr4 (npuxas Muusdpaea poccuu om 10.05.2017 Nb203u);2) nuecenrr r,r3MeHeHur s floroxeHae o6 opaur,"3aqr4r4 oKa3aHr4, nepBr'.rHotueguro-canurapuoft noMorqu BpocJroMy HaceJreHr,rro, yrBepxAeHHOe npr.rKa3.M
Mr'rnsApancoqpasBv"trfl Poccnu or 15.05.2012 J\b543n, 

" 
ru"r" op.ur".uq", neprnvnof
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MEAI4KO-CAHI4TAPHOfi NOMOIqI,' B OTA€UICHHbIX PAfiOH'lx I,I MTUIOHACEJIEHHbIX IIYHKT€IX, B TOM
tII'IcJIe opfaHr43al{4l{ oKa3aHLIt nepBoft noMotII4 HaceJIeHItIo Ao rlprr6hrTr4n MeA]IrIHHcKr4x
pa6orHr.rKoB npr.t HecqacrHbD( cJryqarx, TpaBMax, orpaBJreHnrx n ApyrEx cocrorHr4rx t4
ga6oresanl.Itx, yrpoxaloqrx lrx )KIt3Hr.r ri 3AopoBbo, c np[BneqeHneM AoMoBbIx xogs6crs
(npurcaz Muusdpaea Poccuu om 2i.06.2015 Ne36ln);

3) yrsepNgeIrLl TI4noBbIe orpacJleBble HopMbr BpeMeHlr Ha BhrrroJrHerrue pa6or,
cBt3aHHbIx c IloceuleHl4eM oAHI{M IIaq eHToM Bpaqa, B ToM qI'IcJre 3aTpaTbI BpeMeHI,I Ha
oSopunearae ueguquucxofi AoKyMeHrarIu u (npurcas Muusdpaea poccuu om 02.06.2015
Nb290u);

4) yrBepxAe'br Meroguvecxae peKoMe'Aarrs[ 
''o paspa6orxe opraHaMrt

rocyAapcrBeHHoft sractu cyorer<ror Poccuficrofi @e4epaqua u opraHaMr,r MecrHoro
caMoynpaBJIeHI4rI noxagarenefi sQSeKTunnocua AetrenbHocrt4 noABeAoMcrBeHHbrx
rocyAapcrBeHHbrx yqpexAeuui,r (npuxaz Muutdpaea Poccuu om 28.06.2013 l,lb 421);

5) yrrepNgeHrl IIeJIeBhre [oKa3areJrrr eQrferruauocrr,r AerreJrbHoctn $e4epa6ngx
6ro4xernrrx r4 Ka3eHHbrx y.rpex4enufi, EaxoArrq[xct B BeAeHr.M Mtnucrepcrna
3ApaBooxpaHeruq Poccufcxofi (Degepaqr,ru (npurcasott Munsdpaea poccuu om I I.07.2013
Np 451);

6) yreepx4en flopxgox o6ecneqenur ycnonr'fi Aocry[Hocrr{ AJ'" r.rHB€urr.rAoB
o6lexros lruQpacrpyxryphl rocyAapcruexnofi, MyunrlurraJrlnofi ra qacrsoft czcrerra
3ApaBooxpaueHrit I{ [peAocraBnteMLrx ycJryr n c(fepe oxpaHbr 3AopoBbr, a raKxe oKa3aHr4rr
r.rM npr{ e'rou aeo6xoAurraofi uoruorqu (npuxas Muusdpaea poccuu om j2. t 1.2015 l\bg12u);

7) ycraHoBJregbr rpe6oaaur'x K pa3MerrleHr.rn MeAr{rrulicKrrx opraxusaqrafi
rocygapcBennofi cucreMhr 3ApaBooxpaHeHr{r r.r Mynr4rln[altnofi cncreMbr
3ApaBooxpaHeHrir, r,rHbrx o6leKroe vu$pacrpyxrypu n cQepe 3ApaBooxpaHe HvA, ucxo'tr
r'rs norpe6nocrefi uacelenurr, rro3BoJlrroql4e pe€rnr.r3osarr 3x ypoBHeByrc cucreMy
oKa3aHI{t rrae4r'rqrancrofi rIoMouII4, paspa6orarr aJlropr,rTMbr Maprupyrr.Barl[u rro gTarraM 14

npoQunrla oKrBaHrrr uegrquucxofi noMorrlr4 (npurcas Muusdpaea poccuu om 27.02.2016
Nel32u).

B nepeom nonyzoduu 2020 eodo npuH-flmht HopJjtomus*bte npa6o6bre aKmbr,
ycmana6nu6amr4ue oanzamenouote mpe^oea&un 6 cfrepe zocydapcmseHqoeo KoHmponn
Koqecm$a u fiesonacaocmu meduquucxort deamenonocmu, I mott .rucJre HAnpaNreHHue
na npomueode ficmeue pacnpocmpaHeH un uoeort xoponaeupycaofi uafrexquu

@edepananorc saKoHbt

(De4epa-nsunfi 3aKoH or 01.04.2020 Ne98-o3 <<O nneceuurl ugueueHui B ornerrEHbre
3aKoHoAarerbHhre aKTbr Poccr.rficr<ofi (De4epaqrar.r no BorrpocaM flpeAy[pexAe iflr4' U
JrxKBrzAarlr4r4 upernruafi urrx curyaqnft >;

(De4epansnHi 3aKoH or 08.06.2020 J',lbl66-o3 <<O sHeceurz r.rsr4eHeHlrfi B orAerrbHbre
3aKoHo.qareJrbH6re aKThr Poccr.rficxofi @e4epaqlrr B rIeJIrx pr4wtrr4s Heorro)KHhrx Mep,
HanpaBJreHHbD< na o6ecneqeur.re ycrofivaooro pa3BXTLrr gKoHOMr4Kll r' npeAgTBparrlegae
noclegcrer,rfi pacnpocrpaueHr4x Hosofi KopoHaBr.rpycHoft unQexqwr>.

nocmaHomeHun u pacnopflaceuua lfpaeumenucmea poccuficxoi @edepquuu



nocraHoBrreHr4e flpaBxrenbcrBa PoccnficKofi OeAepaqun or 31.03.2020 .ll!3 73 (06
yrBepxAeHrrr.t Bpenaeuuux npaBr,rJr yvera r.lu$opMarlfir.r B rleJrrx flpeAorBpauleHri;r
pacnpocrpaHeHus Hosoft KopoHaBr.rpycHoft anQexqur.r (COVID- I 9)>;

nocraHoBJreHr,re llpanurelrcrna Poccrficrofi Oe.qepaqur.r or 03.04.2020 Ne438 (06
oco6eHuocrsx ocyrlecrBneHri;r s 2020 roAy rocyAapcrBeaHoro KoHTponr (na4oopa),
MyHxrlrlnanbHono KoHTponr n o BHeceHr4r.r r.r3MeHeHr.t t B nyHKT 7 llparul noAroroBKri
opraHaMr.r rocyAapcTBeHHoro KoHTpoJrr (HaA3opa.) n opraHaMr,r MyHLIIIUIUUrbHOIO KOHTpOnt
ex(eroAHbrx nJraHoB [poBeAeHrrr [JraHoBhrx npoBepoK ropuArrr{ecKr,rx Jrr4rl vl

r,rHAr4BLtAyEuIbHbrx rrpeAflputtnrrlarelefi >> ;
nocraHoBJreHr,re flparrrearcrsa Poccfificxoft @egepaquu or 03.04.2020 Ne440 (O

[poAJIeHI,II4 AeficrBLIt pa:peureuufi lr r4Hbrx oco6enHocrsx B orHorrreHr,[t parpeururelrxoft
AerreJrbHocrr.r n 2020 roay>>;

pacropnr(eHr.te llpaellreltcrsa Poccnfi cxofi @eAeparllru o.r 02.04.2020 N0844-p <06
yrBepxAeHnrl nepe. refi MeAr,rqrrHcKr.rx oprannsaqr.lfi, Korophre uepeupo$unlrpyrorcr AJrt
oKa3aHr,u naeguql rcxoi lloMorrlu flaqueHTaM c [oATBepxAeHHErM AHarHo3oM r{Jrr.r c
noAo3peHr.reM Ha KopoHaBr.rpycnyro r,rnQexqurc COVID-I9 r craqr,rouapHbrx ycJroBfirn).

HopM amuaH d e npa6o6de axmat Q e depattbH btx opeaH 06 uc non HumenbH o en acmu

nplrKa3 Mrans4paea Poccull or 19.03.2020 N198n <O npeueHnoM [opr.qKe
opraHr.r3aur4lr pa6orbr MeAr,rqr.rHcKr.rx oprauutaqufi B rleJrrx pearJrH3aur,ru Mep IIo
npo$r.rnaxruxe r4 cHr,rxeHnro prrcKoB pacnpocrpaHeHHr uonofi xopoHaaupycnofi uHOeKrInu
COVID-I9;

rprlKru Mr,nrs4para Poccux or 06.04.2020 Ns288 <06 yrBepxAeHr.ru flpanur orreHKu
roroBHocrr.r MeAnqr,rHcKr,rx opranueaqrEfi, noABeaoMcrBenHrrx <fegepaabHbrM opraHaM
r,rcnoJrHr,rreJrbHor aaacru, ux crpyKrypHbrx noApa3Ae tgHuit tt qacrHbrx MeAr.lqr.rHcKHx
opraxusaqufi, K oKailaHr.rlo rrleAuquucrofi [oMourH naqrreHTaM c rroATBepxAeHHbrM
Ar,rarHo3oM noroft xoponarupycHofi r4H$eKr{r.rr4 COVID-19 r{Jrr{ c roAo3peHr,reM Ha HoByK)
KopoHaBr,rpycHyro unQerquro COVID- I 9 B crarluoHapHhrx ycJroBnrx)).

II llpanonpnMen[TeJrbflafl nparcrlxa co6.rrclexun o6qgareJruxHx rpe6onaHnfi
rprr npoBeAerrrln KoHTpoJrq (Halropa).

Tunuqnrre HapyrueHr4r rrpaB rpaxAan n cQepe oxpaHbr 3aopoBbr, B ToM rrr,rcre
IIaqI,IeHTaM c noATBepxAeHHbrM Ar{arHogoNr Hogofi KopoHaBr.rpycHoi r.firoexqua covlD_
19 unn c noAo3peHr.reM Ha HoByro KopoHaBr.rpycHyro rEu<fexquro COVID-i9:

Heco6nroAeHr,re MeAr,rqr.rHcKofi opranuraquefi ycrauonleHHbrx reppuTopr.raJrbghrMr,r
npofpaMM{rMr.t nocyAapcrBeHHhrx rapanrr,rfi 6ecnaaruoro oKa3aHr.rr fpaxAaHaM
ueAuquucxofi noMorrlr4 cpoKoB oKa3aHHrr rpaxAaHaM rrre4uqr.rucrofi noMouIH OKa3aHUq
TpEDKAaHaM MeAr.rqr.rHcKo[ noMorqr4 e HeorroxHofi, ercTpeHuoft, uraHosofi sopue, r ronrqrrcne cpoKoB o)KuAaHrur oKa3aHur ue4aquncrofi noMourfi B crarluoHapHbrx ycJroBrrrx,
npoBeAeHHr OTAeJrbHbrx AnarHocrr.rqecxux o6clegosaHr.rfi u xoncy$raqufi apavefi_
cleuuauucToB:



cnyqatrl Heo6ocnoBanHofi o[rarbr 3a cqer Jrr,rr{HLrx cpeAcrB rpaxAan na6oparopxrrx
uccreAoeaHr,rft sa COVID- 19 r.r KoMnbrorepnofi rolrarparf vpr, npvt Harvtquu MeAr.rqr,rHcKr,tx

noxasauni;

Hapy[reHl4t Munnlrarsnux rpe6oeanr,rfi Bpeuennoro floprAKa opraHr,r3arluu pa6orbr
MeAr,r{uHcKr,rx oprauusaqufi B rlenrx pealJrrr3arluu Mep no npoQunaxrure cHr.rxeHr,tro
pHcKoB pacnpocrpaHeH[r HoBofi KopoHaBnpycHofi un$exquu COVID- I 9>;

orcyrcrBle ana 3a pe3yJlrTaroB reqeHur naqueHToB c nosofi rcoponanupycnofi
rau$exqnefi COVID-19, a raKxe npr4qrrH JreraJtbHbrx r{cxoAoB;

HecBoeBpeMeHHoe [peAocraBJreHr.re r.rHQopMarlur4 o sa6oresael4ocrr.r COVID-19 e
r.trQopruaqr,ronnufi pecypc yuera unSopnaaqulr;

Hr.r3(zu o6ecneqennocrr MeAraqr,rncKr,rx H r,rHbrx pa6ornuroe cpeAcrBaMn
vHArBtAyurbxofi sa Itlrur (ovxra, o.qnopasoBbre fiepqarKn, pecrr parop, uporurovyrrrurrft
KocrroM I runa l,tnu oAHopa3otrrfi xalar, 6axunsr) ficxoAl r.r3 pacqera cyrovHofi
noTpe6Hocrr.r;

HapyrueHr,re Tpe6oBaHni Bpevennux MeToAr.rqecKr,rx peKoMeHAarlsfi MnHagpaaa
Poccnu <flpoQunarruKa, AuarHocrr,rKa 14 JreqeHue nosofi KopoHaBr,tpycHofi unSerquN
(COVID- l9>) Ha gralax c6opa o[r4AeMraoJroruqecKoro aHaMHe3a, AuarHocrr.rKr{
(eunomrexae uccre4oeauufi ra3oBofo cocraBa rpoau, C-peaxrr{BHoro 6erran cnupanrsuofi
KoMnblorepHofi rorraorpaQuu l€rxux), JIeqeHLIt (ocyqecrnnenue noA6opa cxeM JreqeHr.rr,
B ToM qr4cJre anTr{6aKTeprrturbHoi repannu, cBoeBpeMeHubrfi nepeBoA rraqfienToB B

orAeJreHue peaHr.rMarluu fi r,rHTeHcLIBHofi repanuu, noAKJrrcrIeHLIe ux K arlnapary
r,rcKyccrBeHHofi aeuralrquu l€rrrax).

focygapcrneHnuft KoHTponb KaqecrBa n 6egonacnocrn ueqtqnncxofi
AeflTeJrbHocrrr, B qacrrr KoHTponfl sa coorrcreHleM opraHaMrr rocyAapcrsexHoft
BJracrrr Poccnficrofi oe4epaqln, rocyAapcrBeHnHnr[ sHeoroAr{erHbtMtr oonAan1r,
npaB rparr(Aau n cQepe oxpagbr 3AopoBbfl

Vnpanlenueru KoHTpoJrr 3a peaJrr.r3ar{treft rocy4apcrueHHbrx nporpaMrra a c$epe
3ApaBOOXpaHeHHr npoBeAeH aHiurr,r3 ,qerreJrbHocrr4 opraHoB r.rcnoJrHr,rrerbHofi gaacru
cy6rexron Poccuficrcofi @eAepaquu, ocyqecrBJrrrourx $yHKrIru n cQepe oxpaHbr
3AOpOBbr nO OpraHr,r3arrur.r co6mogeuv[ fipaB rpaxAaH npu floryqeHr4r ue4uqr.rncrofi
noMorun r.r JreKapcrBeHHoru o6ecneqeuuu c rreJrbro onpeAeneHr.rrr cy6rexron poccuftcxoft
@e4epaqur'r, He Aocrrrrunx r.rHAr{KaropoB, xapaKTepn3yrorqux AocrynHocrb r.r Kar{ecrBo
oKtBaHI'It ue4uquucroi noMoulu ll cBllAereJlbcrByrculr4x o pe€ulu3arlfi[ peruroH€lJrbHoro
nJIaHa Mepoflpus'tuil no cHuxeHI{Io cMeprHocru or ocHoBHbrx npltqllH, a raKxe yqr.rrblBat
geuorpa$a.recKr,re rroKa3arelu cy6rexra.

Kponae roro, yqr.rrLrBaJrac' pe€ur,3arlur reppr.rropr.t€urblrofi nporparrlnau
rocyAapcrBeHHrtx rapanrufi 6ecnlaruoro oKa3aHlr.r rpa)KAaHaM lae4uquncroft noMotrlr.r B
cy6rexre Poccufi cxofi (De4epaqrzu, oSQerrrarnocrL 3Kcrrnyararrur,r MeAr.rqfi HcKoro
o6opygonaxr'ra, o6ecneveuue JreKapcrBeHHLrMr,r cpeAcrBaMfi JrbrorHbrx rareropufi
tPaxAaH.

B coo'sercrsuu co crarrei 16 @e4epaaruoro 3aKoua or 2l.l l.20l l Ne 323-@3
<<06 ocxogax oxpaHbr 3AopoBbr rpaxqaH g poccr.rficxofi oe4epaqur.r> K noJrHoMorrlrrM



opfaHoB rocyAapcrBeHHofi Bracrr-t cy6beKToB Poccsficxofi @e4epaqna n clpepe oxpaHbr
3.qopoBbr orHoclrrcr 3arrlr4Ta [paB rrenoBeKa n lpaxAaHr{na n cQepe oxpaHH 3AopoBbr, a
B coorBercrBr.ru c uopnaofi cra:rrra 98 @egepalrnoro 3aKoHa or 21.11.2011 Ns 323-@3
<<06 ocnoaax oxpaHbr 3AopoBbr rpaxAaH n Poccaficxoi @e4epaqrar.u opraHbr
rocyAapcrBenHofi srac'ru cy6beKroB Poccuficrofi lDe4epar1r.rz r cSepe oxpaHbr 3AopoBbt
HecyT oTBercTBeHr{ocTb ga o6ecne.reHlle pe€IJIrI3arIuu rapanruft u co6nro4enre npaB ri
cBo6oA n c$epe oxpaubr 3AopoBbr, ycraHoBJreHH;rx 3aKoHoAareJrbcrBoM Poccuficrofi
@e4epaquu.

Ha ocnosaHr4r4 aHaru3a cocrzlBJreH nJraH rrpoBeporc sa 2020 roA r,r corJracoBau c
fenepanrnofi nporyparypofi Pocclrftcxofi @e4epaqrau u rpoKyparyparr,rn cy6rerroe
Pocczficr<oft @e4epaquu. CoffracoeaHHrrfi nlan [poBepoK pa3MeuleH ua cairce
f enepa,rrnofi rpoKyparypbl Poccuficxofi @e4eparyrr.r.

Bo 2 rnaprale 2020 rola Ha ocuoBaHr,rr4 nopyqeu[r flpanurelrcrna Poccraficrofi
(De4epaqzr.r or 18.03.2020 Jtlb MM-n36-1945 (O rplrocrarroBrreHr.rn Ao I vrat 2020 roga
Ha3HaqeHLIt npoBepoK, B orHorlreHr.r[ Koropbrx npr.rMeurrrorcr floJroxeur.rJr (De4epanruoro
3aKoHa or 26 4era6px 2008 r. Ne 294-@3>, B cB{3n c Bo3Hr.rKgoBenueNr o6crosreJrbcrB
HenpeoAoJrrrMofi cr.rrLr orMeteHbr rrJraHoBhre [poBepKu B ornorrreHr.rfi opmHoB
rocyAapcrBeHnofi sracu cy6terron Poccr.rficxofi @elepaqur,r n c$epe oxpaHbr 3AopoBbt
rpaxAaH r4 ropr4Ar,rqecKr{x Jruq Lr vrrAllBr44yaurbnrrx npe,q[pqxurraarelefi .

3a 2 rnapra.n 2020 rorc rpoBeAeHo 135 nporepox opraHoB rocy4apcrnennoft
BJracrr,r cy6rexron Poccsficrofi (Degepaqur-r n ctfepe oxpaHbr 3AopoB6r rpaxAaH. 14: uux
5 nranorrrx a 130 sHenraHoBLrx [poBepoK.

OcHosaHr.rrNln AJrr [poBeAeH[r BHenJrauoBsrx [poBepox rBr.IJIIrcB:
- nopyqeHrlr lleproro 3aMecrr4reJrr MlrHuc,rpa 3ApaBooxpanenyr poccuficxoi

(De4epaqrau II.H. KarparraaHrHa or 15.06.2020 Ns 69 (O npoQulaxrrare r.r

npeiqorBpaqeHr{u pacnpocrpaHeHr,rr noeofi roponanr.rpycrofi r.rx$exquu COVID_19 na
Teppr,rropr{r cy6rerron Poccufi cr<oi @e4epaqr.ru>> (nopyvenrEe pocr4pannag:opa or
22.0 6.2020 J1!0 I Brr-43/20);

- Qaxrrr yrpo3br rrpaqr{Her{r4r BpeAa, 3AopoBbro fpaxAaH (o6parlenr.rr rpaxAaH no
Bonpocy HeyAoBJIerBopI{TeJIEHoro JreKapcrBeHHoro o6ecneqeunf,, KaqecrBa oKa3aHr{t
nae4uquucxofi nolroqlr).

B xoAe rrpoBeAeHr.rt Ko'TpoJrbHbrx ueponpra_r..ri BbrrBJrrJrr,rc' cJreAyroque
HapyureHrrr:

- (De4epanruoro 3aKoHa or 21.11.2011 Ns 323 - @3 <06 ocHoBr'' oxparibr 3AopoBbs
rpax,qaH s Poccnficroi @e4epaqNu> npr4 oKa3aHr.r[ ue4uqnncrofi noMotrll4 6o.nrnrru c
KopoHaBr{pycaofi znQerqr.rn COVID-I 9;

- HapyrreHr4e rpe6oeanlri npr.rK€Ba Muxa4pana poccr4r,r or 19.03.2020 Ns lggH (o
BPEMCHHOM NOP'AKE OP|AHIT3AIIEI,I PA6Or:U MEAIIIII,IHCKI{X OPrArrZSAqNfi B IIEJI'X
pearu3a\uu Mep no npoSularrur<e ?r cHr.rxeHlrro plrcKoB paclpocrpaHeHus Hosoft
KopoHaBxpycHoft zuQexquN COVID- I b;

- @e4epa.,rrnoro 3aKoHa or 2l .ll.20ll J\b 323 - (D3 <06 ocHoB€x oxpaHbr 3.qopoBb,
lpaxAaH s Poccrficxofi oegepaquro rro Boflpocy HeyAoBJrerBopr.rreJrbHoro KaqecrBa
oKa3aHr'rr rue,qzquncxor noMox{a r,r ireKapcrBeHsoro o6ecneqeH[.fl 60JIbHrrx c
xpoHliqecKrrMra ga6orenaHusNtu.
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flo pesyarraraM Bcex npoBepoK 6ruo augano 105 npegnr.rcaur.rfi o6 yc,rpaxeuuu
BbItBreHHbrx napyruenufi , cocraBJleH I npororol.

llntfoprraaqux rro pe3ynbraraM KoH'rpoJrbuhrx Mepolpr,rJrrrifi nanpau-rnact
Pocsgparua4:opoM B aApeca man cy6rexros Poccuficrofi @e4epaqr.rr.r, Mrausgpan
Poccuu, [poKyparypbr cy6rerror Poccr.rfi croft @egepaqur.

BnA ronrpo.nfl - rocyAapsrseunsrft KonTponb (naasop) B cQepe o6pauentrs
JreKapcrBerrHbrx cpeAcrB n Qopnre:

- Qedepanouozo eoqtdapcmeeuuoeo uadzopa e cQepe o6pat4enua reKapcmaeHHbtx
cpedcme;

- eu6opouuozo KoHmpotttt Kaqecmaa neKapcm*eHHbtx cpe dcme.

Ha reppr,rropxu Poccuficrofi @egepaqr.rr.r KoJrrrqecrBo opranzsaqr.rfi,
ocyqecrBJrrroulr4x AerreJrbHocrb r c$epe o6paulenr.u JreKapcrBeHHrrx cpeAcrB,
noAKoHTpoJrbnsrx Poc:4paBHaA3opy, cocraBJuer 6onee 150 000 ropugravecKr,rx Jrr{q tr
r,rHAr.rBnAy€ulHbrx npeArrpruuvarerefi , B ToM qrlcJre:

- opraH[3arlnr4-rrpo'r3BoAr.tTenr.r JreKapcTBeHHbrx flpenapaToB;

- opraHr43arryrra outoeofi ToproBJrr{ JreKapcrBeHHhrMrl cpeAcrBaMr.r;

- opraHr43aqr.ru po:nuvnoi ToproBJrr4 neKapcrBeHrrbrMr.r flpenaparaMz (anrexu,
anTeqHbre rryHKTbr, ru,rocru.t);

- o6oco6nenHbre crpyKTypnbre noApa3A enrelavr. MeAr.rqr.rHcKr.rx opranuaaqnfi,
ocyrlecTBnrrorq[e po3Hr.rqHyro ToproBnro JreKapcTBeHHbrMr4 npe[apaTaMr.r;

- MeAIiIII4HCKIe I,I LIHhIe OpraHI.r3aUItI,I, fiCnoJlb3yrcnlxe JreKapcrBeHHhre [penapaTbr B
leue6no-4uarnocrrllecKoM flpoqecce (xoclrlerolorurvecrr.re r,r MaccaxHbre c€uroHhr;
Bo3AyrxHbre cyAa; opraHL43allr.ru coquanlHoi lauqu rrr - r4rrrepHarhr, AercKr.re AoMa,
AercKrie ca4rr, ruxonrr).

lloc'ranosreHr.reu llpanr.nerrbcrBa Poccr.rficrofi (De4epaqura or 17.08 2016 Ne g06
<<o nplruenenr4r4 pr4cK-opneHTripoBanHoro [oAxoAa [pr4 opraul{3arlwr orAenbHbrx BI,rAoB
rocyAapcrBeHHoro KoHTpors (HaAlopa) L BHeceHITI{ rgnaenenui B HeKoTophre aKTbr
flpaaure;rrcrra Poccr.rficxofi @e4epaquu> yrBepxAenbr flpau.rna orneceHrlt
AerreJrbHocrx ropt4Ar4qecKr.tx Jrr{q a r,rHAr.rBrrAyirJrbHbrx I1peAllpl4nnuarelefi u (unu)
ucloJlb3yeMr'x I4MII [poI43BoAcTBeHHbIx o6rexroe K olrpeAeJrenHoft xareropuq pucKa uJrri
onpeAerreHHoMy ruraccy (xareropr,rr,r) olacHocrrr.

B cootsercrslru c oegepanbHbrM 3aKoHou or 26.12.2008 J\b 294-o3 <<o aarqnre
lpaB IopI'rAI'rqecKI'Ix JII4II x uIJ4ptBuryaJIbHhrx npeAl1pr.ruyuarenei upr4 ocyulecrBJreHnu
rocyAapcrBeHHoro KoHTpors (Ha.qsopa) r4 MyHr.rq[naJrbHoro KoHTpoJrr) pacK-
opl'IeHTnpoBaHnltf no4xo4 npeAcTaBJlter co6ofi lrero4 opranr.r3arlr4r,r 14 ocyr{ecrBJleHr.rt
rocyAapcrBeHHoro KoH'lpoJtr (Hag:opa), npH KoropoM B npeAycMorpeHHHx HacrorurtrM
(Deleparunuu 3aKoHoM cryrrurrx nrr6op unreuclrBr{ocrlr (Qopuu, [poAoJrxnreJrbHocrrd,
nepr'ro4uvnocrr.r) rpoBeAeHr4r veponpuxrufi [o KoHrl]oJrro, ueponparrufi IIo
upoQznaxrzre HapyureHr.rs o6gsareruxrrx rpe6oranlrf onpe4enx"t"" orr"a"rr",
AetreJlbHocrli ropl'IAl'rqecKoro Jrl{qa, u H.qI,lBLtAyzIJrbHoro [peAnpr.IH]rMarenx ra (r.rar.r)
llctloJrb3yeMbrx I'IMLI flpl{ ocyqecTBJleHuu taxoit AefTeJIbHocTtr npor.r3BoAcTBeHHBrx
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o6beKroB K orrpeAeneHHoi Kareropurr pncKa Jrr{6o olpeAeJreHHoMy Knaccy (rareropuu)
oI1acHocrr.r.

frasHofi saAaqefi Pocs4paenagropa uBrrrrercr^ oplreHTarlrilr xonrpolrHofi
AerreJrbHocrn ua o6rerru [oBbrrrreHHoro p[cKa (3Hat{fitelrnufi a cpe4uufi x.nacc
onacxocru).

flpv erorrl B cBfl3u c paclpocrpaHeH e ,r Hosofi KopoHaBr.rpycHofi uH$exr1r.ru COVID-
19 u v coorBercrBrlr, c nopyqeHr,reM Bpr.ro pyKoBoAr.rreJrr Pocs4paauagropa [.8.
flapxorveuxo o"r 19.03.2020 Ns 028[-14/20, uzlasrtoro Bo ltcrrorrHeHne nopyqeHr.rt
flpegcegarerr llparurelrcrra Poccuftcxofi @egepaqrau M.B. MrEurycruHa or 18 rvrapra
2020 r. Ns MM-[36-1945, nposeaeHne Bcex nJraHoBbrx npoBepoK, a raKxe BHe[rraHoBLrx
B6Ie3AHbrx (Aoxyrvenrapxux) nporepor 6ulo npuocrauoBrreHo Ao 0 1.05.2020.

B csqgfi co BcrynJIeHLIeM B cIlJIy 14.04.2020 [ocraHoBJreHr.rr llparurelrcrna
Poccuficrofi @egepaqnr.r or 03.04.2020 Ne 438 (06 oco6ennocrqx ocyulecrBJreHus, s2020
roAy rocyAapcrBeHHoro r(oH'rpoJrr (HaA3opa), MyHr,rrlHnaJrbHoro KoHTpom I,I o BHeceHr.ru
a3MeHeHfir B nyHKT 7 llpaar.rn rroAroroBKu opraHaMn rocyAapcrBeHHoro KoHTpont
(uaAropa) u opraHaMr.r MyHr.rq[n:urbHoro KoHTponr exeroAHbrx nJraHoB [poBeAeHr,rJr
[JraHoBbrx npoBepoK ropr.rAr.rqecKr,rx Jrr,ru r,rHAr,rBr,r.ryrusHbrx npeAnpunuuarelefi>>
nJraHoBhre flpoBepKr.r PocsApanna4:opa orMeHeHbr coDracHo npr4Ka3y Pocogparxag:opa or
14.04.2020 J\b 1359 <<O sHeceHr.ru l.rgueaesnfi B [JraH npoBeAeHr,rr [JraHoBbrx rrpoBepoK
ropnAHqecKr,rx nuq u r.rHAr.rBr.rAyrrJrbHbrx npeArrpr4Hr.rMarenefi @egepan6Hoft cJryx6hr no
HaA3opy n cQepe 3ApaBooxpauenue Ha 2020 roa>.

B rracrr.r Qe4epaltuoro rocyAapcrBeHHoro HaA3opa n crfepe o6pailIenr,r,
JIEKAPCTBEHHbIX CPEACTB NOCPCACTBOM OPTAHH3AII}III fi TIPOBEACHI,I' IIPOBEPOK
coorBercrBr.rr cy6rerron o6paulenr,r-a JreKapcrBeHHbrx cpe.qcrB ycraHoBJreHHbrM
Tpe6oBaHHrM 3aKOHOAareJIbCTBa IIO XpaHeHLIrc, nepeBo3Ke, ornycKy, peiurr.r3allHl,r,
yHuqToXeHIdIo JIeKapcTBeHHbIx cpeAcTB, [pI'IMeHeHIrIo JIeKapcTBeHHbIx npenapatoa r I
norlyroAl,tu 2020 r. PocsApasHaA:opoM npoBeAesu 5230 npoBepoK, ustrux674 rJraHoBLrx
u 4556 BHenJraHoBbrx.

llo lrrorau npoBepoK B paMKrx $e.qepaaruoro rocyAapcrBeHHoro HaA3opa r c$epe
o6paqenrEr neKapcrBeHHbrx cpeAcrB cocraBJreHo 2556 nporoKonoB 06
aAMI'IHI'Ic'rparI'IBHoM IIpaBoHapyIIleHul{' B roM rII,IcJIe no crarbtM 6.16, 14.4.2. 14.43.6.33
KoAII P<D.

o6terrou npaBoHapyueHlit no BbIIIreyKa3aHHbIM crarbrM tBJrrK)Tcr HapyueHr.re
rpe6orauzft cra,su 58 @e.qepaarnoro 3aKoHa or 12.04.2010 J\b 6l-o3 <06 o6paurenun
JreKapcrBeHHbrx cpeAcrB)) B r{acrr.l xpaHeHr4r neKapcrBeHHhrx cpeAcrB; flpanr.r.n xpaHeHr.r,
JreKapcrBeHHbrx cpeAcrB, yrBep)KAeHHbrx [pr.rKa3oM Muxs4pancoqpa3Blrrnr poccuu o.r
23.08.2010 Ns 706u; flpaaun HaArexauefi rpaKrr.rKrc xpaHeur,rr lr repeBo3Kn
JIeKapcTBeHHbIX npenapaToB AJI' MeALrIII4HcKoro npaMeHeHI,Ifl, yTBepxAeHHbrx npr,rKa3oM
MIEH:gpaea Poccl'Il't or 31.08.2016 J\lb 646n; flpaaun na4rexaqeft ante.rHofi lpaKrr.rKr.r
JIeKapcrBeHHhIX npeflaParoB AJIt MeAI4qI4HcKoro npLIMeHeHLIt, , yrBepxAeHHbrx npr,tKa3oM
Mrnnr4para Poccur.r or 31.08.2016 l',1! 647n.

flo pesynrraraM npoBepoK n I nolyro4ur.r 2020 r. HEBHaqeHo
urpaQor Ha cyMMy 1050 rnc. py6. no crarue 6.16 KoAfI p<D, 157,3
6.33 KoAfI P@,3326 ruc. py6. no crarbe 14.43 KoAII pe u 772
14.4.2 KoAII P@.

aAMI,IHT.TCTpaTI,IBH bIX
ruc. py6. no crarre
rnc. py6. no crarbe
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A4rralrHnc:rparunnoe HaKa3aHr,re B BnAe npeAyrlpexAellrr BhrHeceHo 7 4l
IOpLrAI4qeCKoMy nl,rqy u I{HII4BI4AyEUIbHOMy IIpeAlp[HI'IMaTe]IIO.

Pesyxrrarrr [poBepoK rcpaAnrrecKllMr.r Jrr{qaMr,r He o6xaroBar[cb.
CrarNcrravecrN, ycpeAueuuoe KoJrr/FrecrBo napyurenzfi, BbItBJIeHHbrx

Poc:gpama4sopoM npr4 npoBepKe ropr,rArrr{ecKr.rx Jrrrrl 3uaqr.rreJr;Hofi Kareropvr4 purc:<a
(npoueno,qnreJru, 14 Mnoprepbr r.r Ar.rcrpr{6uoroprr), B ABa pa3a npeBbrruaer cpeAHee
KOJrr,rqecTBo Hapyrxeultf, Bblf,BreHuhrx B xoAe [poBepKr.r rcpuAr.rqecKr.rx nr.rq cpe4neft
Karefopulr pucKa (xanpuuep, MeAr{rIr.rHcK4e opraHu3arlltrl, arrreKr,r roroBbD(
JIeKapcrBeHHbIx OopM), vt B 4 pa3a [peBbrrxaer KoJrr.FrecTBo napyurear.rft, BbuBJrreMbrx y
ropr.rAr.rqecKr.rx Jrr.rrl yMepeHnoi n Hr.r3Kof Karefop[x plcKa (aflTeqnhre Kr,rocKr.r,

ornycKarouHe B ocHoBHoM 6erpeuenrypabre JleKapcrBeuuue npenaparrr).
B I nolyro4ur.r 2020 r. Pocagparua4sopou B paMKax Se4epanrnoro

rocyAapcrBeHHoro HaA3opa B capepe o6paqeu[r JreKapcrBeHHlrx cpeAcrB [pore4eno 4556
BHeIIJTaHOBbTX npOBepOK,

OcnosaHtlrN,rtl Anr npoBeAeHur BHe[JraHoBbrx [poBepoK rBrqrlrcb:
- I,ICTeqeHI{e CpOKa L{CIIOJIHeHLI' rcpI,lAI,IqeCKI,lM JIIIIIOM, I{IIALiBI,IAy&JIbH6IM

npeAlpuHuMareJreM paHee BbrAaHuoro [peAnr.rcaHr4r 06 ycrpaueHrilr BbrrBreHHoro
HapyureHwr - 1245 npoaepox(27%);

- nocTynneHr,re o6pauleHur r.r 3€uIBJIeHLrfi fpaxAaH, B ToM qracJre r.rHAriBr.IAyaJrbHbrx
npeArrpr4HnMaTelefio rcpuguuecKr4x Jrr.rq, r.rnQopuaqrau oT opraHoB rocyAapcTBeHHofi
BJracrr.r, opraHoB MecrHoro caMoy[paBJreHvt, vts cpeAcrB MaccoBoE nn$opuaqrau o
Bo3Hr4KHoBeHr.r[ yrpo3br npuqr.rueHr.rr BpeAa xr43Hr.r, 3AopoB6rc rpaxAaH - 1397 (31%);

- npr,rra3 (pacnoprxenue) pyxonoatreJur opraua rocyAapcrBeHHoro KoHTpoJrt
(na4sopa), r.BAaHubrfi B coorBercrBr,ra c flopyqeHrlrMr.r flpesr.r4enra Pocqlficroft
(Degepaqun, llpanrarelrcrua Poccr.rft cxoft (De4epaqrara - 137 4 (30%).

Taxr.rna o6pasoM, AoMr{Hxpyror npoBepKr4 B cB.fl3H c nocrylJreHr.reu nn$oprr,raqull o
BO3Hr4KEOBeHrrr.r yrpo3br )Kr43Hn r.r 3AopoBbro rpaxAaH, a TaKxe rlo [opyr{eHnro
llpanzrertrcrua Poccnficxofi @egepaqur.r B cBr3ri c naH4euuefi nonoi xopouanr.rpyqrofi
l.rnQexqlru COVID- I 9.

B petynrrare a''alu,':,a o6parqenr.rfi u gassre*uir rpaxAaH ycraHoBJreHo, trro
6orruuHcrso rpax(AaH (4lYo) ue ycrpauBaer pa6ora arrreqHbrx opranraraqufi B rracrr4
necoOnro4enufi npaBr.rJr 3Tr,rKr,r t4 AeoHToJrorrar{ [pr4 orrrycxe neKapcrBeHubrx lpe[aparoB
AJI' MeAI'IqI4HcKoro EpI4MeHeHI.IrI corpyAHr{K,lMn arrreqHbrx opraHr.r3arluit;23% o6pauqenr.rft
coAepx€lnu 14H(popMarltto o HapyilreHHr,r reMnepaTypHoro pexr.rMa xpaHeHH{
JIEKAPCTBCHHEIX IPEIAPATOB AJI' MEAI,IqI,IHCKOIO flPI,IMEHEHI,I' B A[TEqHbIX OPTAHI,I3AqI4'IX.

Zn(foprraaqrEx, yKa3aHH€ur r o6parrlenr.rxx fpiD(AaH, HanpaBJrrJlacb AJlt
ocy recrBneul4t KoHTpoJIbHhIX Mepo[pn s'ruit s coorBercrByloque reppr,rropltaurbHbre
opraHbr PocsApannagsopa IIo cy6lexrau Poccuicrofi @e4epaquu Anfl paccMo,rp e1r4t tr
[PI,IH'TI'I' MEP B COOTBETCTBI,IU C 3AKOHOAATEJILCTBOM I4 OTBETA 3UIJIBI,ITCJIIO.

B 38% o6paqenzfi rpaxAaH [oATBepAr,rJrr.rcr $arru, r,r3Jroxe'Hhre B nr,rcbMax,
Teppnropr'rulJrbHblMr,r opraHaMn BburBJreHBr HapyrxeHr,rr n pa6ore arrrerrHhrx opraxueaqufi,
npHHrrbr Mepbr peartrpoBaHr,rrr - AncuunJrnEapHoro ao:4eficrnzl, cocraBJreHhr
flpeAnr{caHr.rrr }r [poroKoJrhr o6 a4naunlrcrparr,rBHhrx flpaBoHapy[reulrrx.

C 22 Qenpatn 2017 rogayrnept(AeHbl flparr.rra cocraBfleHns r.r HanpaBneHr,r.s raKoro
npeAocrepe)KeHl{f,' a raKxe npaBltJra noAaql4 IopIrtAI.HecKLIM nI{IIoM, I,lHAI,IBlrAyanbHbIM
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npeAnpuHnMaTeJreM Bo3paxeHr,rfi Ha TaKoe rrpeAocTepexeElre 14 r.rx paccMo'rpeHr4r,
yBeAoMneHr4r 06 ncnorHeH[r4 TaKoro npeAocTepexeHr,rr.

flpegocrepexenue o6lssrrercr flpu Harprv.uv cne4enufi o Bo3MoxHocru (yrpose)
HapyueHl4r rpe6oranr.rfi 3aKoHoAareJlbcrBa r4Jrr4 EenocpeAcrBeHHo o HapyureHr.rJrx, Ho
3Aec6 cJleAyer o6parlrTL oco6oe BHTMaHIIe He npr4rrr.rHllBlur{x KaKoro-Jru6o ape4a r.r ne
co3,qaBrrrfix yrpo3y npt{qr.rHeHr.Ur TaKoro BpeAa.

Vqursrsas r.r3JroxeHHoe, c UeJrBro HeAorryuleur.r;r HapyureHnr [paB rpax(AaH no
pe3yJrbraraM paccMorpeHr.rr Pocs4parnagsoporra o6parqenui rpaxgan pyxoro4crny 363
opraHusaqafi HanpaBJrenbr [peAocrepexenrrlr o HeAorrycrr.rMocrr.r HapylreHu{
o6qga'remnsrx rpe6oBaHr,rfi .

flo pesylrraraM KoHTpoJIbHhrx Meponpr{{Tufi, npone4ennrrx n I noayro4rara 2020 r.,
Poc:4panragropou [poaHuurr43zpoBaHbr cr.rcreMHhre HapyureHur, AorrycKaeMbre
roprrAlrqecKnMa Jrr{rlaMlr u Hnr4B[AyarbHbrMr.{ peAnpr.rHr,rMareJrrMr{ npH o6parqeHura
JIeKapcTBeHHhrx cpeAcTB.

flpr'r eronr xpaHeurle, orflycK JreKapcrBeHubrx flpelaparoB 
- 

HapsAy c r.rx

neperoeroft 
- 3aHrlMaror JrtrAupyroqee [oJroxeHr4e no KoJrrlqecrey napyruenuft

o6sga:remHux rpe6oeanr,rfi B npoqecce o6par{enux JreKapcrB u r.rMeer orrrorueHr.re
npaKTrqecKr,r Ko BceM 3BeHbrM: flpor.r3BoArrreJurra, gr.rcr:pr,r6lroropaM, anreqHbrM r.r

MEAI,IqI,IHCKIIM OPTAHI,I3AII'ITM.

Pocs4paanagsopoM rlpoBeAena pa6ora rro ycraHoBJrenr.rro 3aBr.rcr,rMocrr.r (pracra)
eosN4oxHofi norepx KaqecrBa JreKapcrBeHHoro npelapara or neco6nro4enzr
o6sgaremxrrx rpe6onaur.rft npu ocyulecrBlreHr.ru AerreJrbHocrr{ r cQepe o6parqexna
neKapcrBeHHbrx cpeAcTB.

3naqurellnrri prncx:
- He co6nro4arorcr

cooTBeTcTByroqr{e ycJroBI4rM
TeMrrepaTypH6re pexrrMbr xpaHer{ur r,r BJraxHocTr4,
xpaHeH r JreKapcTBeHHbrx npe[apaToB, B TOM rrr,rcJre

Tpe6yroqfix 3aurr.rrbr or rroBbrrrreHHoft, nonuxennoft TeMueparypbr, or geficraux ctera,
BJraxHocrr.r, or MexaHr,rqecxoro sogAeficrer.rr (y4apon) r.r Apyrurx (larropor orpyxaroqefi
cpeAhr;

- orcyrcrByer o60pygoeanre, neo6xo4r.rMoe Arq opraHrsarlzlr HaAJrexarlero
xpaHeHr4t JIeKapcrBeHHbIX npe[aparoB, [o3BoJrr]orlee o6ecue.{r4:rr xpaHeHlre [peflaparoB
B coorBercrBr,[t c yKa3anH6rMr,r Ha [epBuqnofr u eropuuuofi (norpe6r.r:renrcroft) ynaKoBKe
rpe6onauurlru flpor,r3BoAurerefi nerapcrBeHHLrx cpeAcrB (orcyrcrnyror KoHAr.rqrroHepbr,
rrpr4 ToqHo-BbITrxHtUt BeHTuJItr{Hfl, ocyuII{TeJrLI BO3AyXa,
xono4r,Urrnarr,r);

Qapnaaqeerrvecrue

- orcyrcrByror npu60prr grr peflrcrpaqurl lapaMerpoB Boe4;rxa (repnrorrrpoMerpbr,
TepMoMerpbr, nrrpoMerpbr (orerrponnue rurponrerprr) r4Jrr{ flclxpoMerpu) nllr apyrue
cpeAcrBa r,r3MepeHur B Mecrax xpaHeHr,rr JreKapcrBeHHbrx flpenaparoB (6onee 24 vacon);
HecBoeBpeMeHH€Ur [OBepKa yKa3aHHErX CpeACTB n3MepeHr,rr;

- He o6ecne-reHa 3aIrII4Ta nocrylilrculux neKapcrBeHHbrx cpeAcrB or aruocQepnrrx
ocaAKoB npr{ npoBeAeH[r{ [orpy30.rHo-pa3rpy30qHrrx pa60r (oTcyrcrnyer Ko3brpeK r,rna
HaBec, TeruloBar 3aBeca ulu nyurxr,r);

- OTCYTCTBYET EXEAHEBHEI KOHTPOJIb 3A TEMNEPATYPH'IM PEXI4MOM XPAHEHII,
JreKapcTB, B TOM rrncJre B BbrxoAHhre r,r qpa3AHr4rrHbre AHr.r.
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- ucnoJrb3yroTcs [oAco6Hbre noMexleHr.tr, Mtulonpucfloco6neHHbre AnrI xpaHeHr.rt
neKapcTBeHHbrx npefiapaToB;

- oTcyTcTByeT crrerlHrrJrH3upoBaHHoe o6opyAoBaHrre,
noAAepx(aHr.re lpeoyeMbrx TeMnepaTypHbrx pexr.rMoB xpaHeHr,tt

ooecflequBaroulee
JreKapcTBeHHErx

npenaparoB (uanpuuep, cyMKr,r-xoJroAr,rJr6Hr.rKr.t, repvorourefi uepu);
- oTcyTcTByror cpeAcTBa r.r3MepeHr,rr npu nepeBo3Ke, no3BoJrrroulnx noATBepAHTL

co6ruoAenue Heo6xoAr,rMoro reMneparypHo-BJraxHocrHoro pexrlMa (pdf-norrepsr,
TepMor,rHAr,rKaTopbr r,r Apyrue cpeAcTBa);

- ueo6xo.4tttr,tocrb [poBeAeHrir reKyrqero peMoHTa nonaerqenufi, B Koropbrx
ocyulecTBJrreTcr xpaHeHHe neKapcTB;

- ne co6.lroAarorcr npaBuJra ornycKa v pearvsa\Hu JreKapcrBeHHbrx npenaparoB
(Aorrycraercr ornycK peqeflTypHblx JleKapcrBeHHbrx npefiaparoB 6es peqenra; arrreqnbrMlr
opraHfi3arlflrMr,r He npeA6rBJrqloTcr peqenTbr Ha JreKapcTBeHHhre npenapaTbr, floAJrexau[.re
npeAMerHo-KonrrqecrBeHHoMy yvery).

Cpe4xr.rfi pracx:

- orcyrcrByer cr.rcreMbr MeHeAxMeHTa KaqecrBa (otcyrcrayror AoKyMeHTbr,
penraMeHTr.rpyroulue, B ToM r{r,rcJre [oprAoK coBeprrreHar pa6ornurauu 4eficruufi npr,r
ocyulecrBJreHv xpanenufl n (ulr.r) nepeBo3Ke JreKapcrBeHnhrx npenaparoB, [oprAoK
o6c.nyxuaauur n [oBepKu r.r3MepureJrLHbrx npr.r6opor 14 o6opyAoBaH[r, BeAeHr{e sanuceft,
oTrreToB r,r ux xpaHeHr.re, npneM, TpaHcnopTHpoBKa, pa3Mer{eHr.re JreKapcTBeHHLrx
flpeflaparoB, r,r opraHr43arlfir4 KoHTponr sa co6lro4erueM craHAaprHblx onepaquoHHbrx
npoqeayp);

- OTCYTCTBYET JII'qO, OTBCTCTBEHHOC gA O6CCNCqEHI,IE CHCTEMbI MEHE,IIXMEHTA
KaqecTBa:

- orcyrcrByer aHUIIt3 pI'IcKoB xpaHeHI'It JIeKapcrBeHHbIX npenaparoB, B ToM qI,IcJIe

fipu r{3MeHeHr,rr4 KoHcrpyKTr.rsHHx oco6eHHocrefi noveuleHufi, 4o6aale Hr4vt un y Aa;1;1e1;g17-

neperopoAoK; nepecraHoBKe o6opygoraurr, [peAHtBHaqeHHoro AJrr xpaHeHnr, Harrpr,rMep,
cre.nraxefi, uxaQor; Ao6asreHuu r4.ru y \eureuwr Marrrcrp€rnefi BeHTr{Jrrqur4,
oTo[r.rTeJrbH6rx cfi cTeM r.r ctrcTeM KoHAr.rqnoHr.rpoBaHuq;

- orcyrcTByer cl'tcTeMa BHyrpeHHero KoHTpont KaqecrBa oKa3aHut ycJlyru, a raKxe
pa:pa6orannne n yrBepxAeHHbre r,rHcrpyKrrr. 4, craHAaprHbre o[epaqEoHHbre porreAypbr,
no3BoJrrro[Iue pernrMeHTr.rpoBarb n KoHTpoJrHpoBarb (nryrpeunufi roxrpons) 4eficrnur
coTpyAHl'IKoB npl4 ocyUecTBJIeHI'Iu AetTeJIbHocTI4 no XpaHeHI,[o, oTnycKy a pe€ul{3allulr
JreKapcTBeHHbrX flpenapaToB AiIt MeAI{qHHCKOTO [pr.rMeHeHI,Ir;

- OTCYTCTBYET NOP{AOK BCACHI,I' YqCTA YKa3AHHEIX JICKAPCTBCHHbIX CPEACTB C

orpaHr{qeHHbrM cpoKoM roAHocrn; KoHTpoJrL 3a CBoeBpeMeHnoi peaan3arluei He
ocyuIecTBJrreTcr;

- orcyrcrByer npacnoco6lenuuft u ocuarqeuuufi rpancflopr, r{ AoKyMeHTar.lHr,
noATBepxAilrcqat peryntpHoe rexHl'IqecKoe o6clyxznaHae rpaHcnopra B coorBercrBl/tl4
c AoKyMeHTanbHo oQopulenxrru rpaor.rKoM rrpoBeAeHnr pa60T, nacnopr Ha
KruMarr'rqecKyro ycraHoBKy; CneqlrQnraqlrrc c yxa3aHr,reM HacrpoeK KrlrMaruqecroro
o6opy4onaunr, onpeAerrpqlx pexr.rM pa6orn ycraxonru);

- orcyrcrByer AoKyMeHTaIrut' conpoBoxAtlloqat npoqecc [epeBo3Kr.r
JIeKapcrBeHHbIx npenaparoB (npr,rxae o HzBHaqeHrrlI orBercrBeHHoro, rrJIaH rr,reponprarrufi



npu rrpe3Bbrq aimoir cvrya{tar4, yqer Bo3AeftcrBr.rr BHerrrHr{x $arropon orpyxarouqeft
cpe4u).

Ylrepennuft pucx:
- orcyrcrByror pa6orxrrlr, r.{Merouure coorBercrByrouryro npo$eccfioHzurbHyro

noAroroBKy u xraluSuxaquro;
- HeAocraroqnoe n cla6oe BHeApeHne aBToMarr{3arlux opraHr.r3arlt,rft. Heyuenue

pyKoBoAcrBa nepcoHaJla pa6orart c un{oprraaqzoHHhlMl,I c}rcreMaMrz u 1agamm AaHHbrx, B

ToM qr,rcJre c r.raQopuaquoHHbrMr,r 6asaN,rH Poc:4pannagaopa B qacrr.r noryqeHr,rrr
unQopuaqrau o sa6paroraanoft npogyrqrr, a raKxe orcyrcrByror HaBlrKn pa6oru e
clrcreMe <Qapuaxoua4topar>.

Hlrrrufi pucx:
- orcyrcrBypr npr.rKa3br rro BonpocaM noBbrrrIeHur xnaln$uxaquu;
- orcyrcrByror npofpaMMbr BHyrpeHHero o6yveuur.
B nacroaqee BpeMr cepbe3nyro npo6nervry [peAcraBJrrror Qarcru pealusaqr,ra 6ea

peuenTa H Ha3HaqeHr,rr Bpaqa qepe3 arrTeqHbre opraH 3arlI,II,I neKapcTBeHHErx flpeflapaToB,
o6nararculux ncuxoaKTuBHbrrrr .[eicrer4ev.

llosrolry oluoft us DraBHbrx taAau Poc:apaBHaA3opa n I noryro4r,ru 2020 r. rBrrrJrct
KOHTpoJrb 3a COonrOAeHr.reM noprAKa orflycKa peqenrypHbrx JreKapcrBeHHbrx [penaparoB
r,r3 anreqHbrx oprauuaaqafi .

15 uor6pr 2019 roaa flpanurenrcrnou Poccuficrofi (De,qepaur.ru yrBepxAeHo
[ocraHoBJreHr,re Ns 1459 r.r BHeceHbr n3MeHeHr,rr e floroxexue o (De4epalruoft crryx6e no
HaA3opy a c$epe 3ApaBooxpaHeHl.rt, yrBep)KAeHHoe nocraHoBJreHrieM llpaaurelrcrna
Poccuftcxoft @e4epaqr.lu or 30.06.2004 Jtl! 323.

C27 uot6pz 2019 r. PocsApaeHaAsop Har{ur npoBoAurb KouTponbHrre 3aKyrrKu AJrt
BbIrBJreHlrr 14 npeceqeHl,rr Qaxron peaJrH3aul r neKapcrBeHHblx npenaparoB, o6na4atoultrx
ncfixoaKTr.rBHbru geficreuerrl r.r flpeAcraBnflrou]rx HenocpeAcrBeHHyn yrpo3y xr,r3Hr.r !r
3AOpOB6rO fpaxAaH.

Pocr4pannagsoponr B paMr(ax KoHTpoJrr 3a arrreqHblMr,r opFaHu3arIurMLI,
orrrycKarour4Mn JreKapcrBeHHbre flpeflaparu, o6la4atoque [c[xoaKTrrBuuu 4eft crrueu,
6es peqenra Bpaqa B I noryrogun 2020 r. npoBeAeubr 25 ronrponsu6rx 3aKynoK, B ToM
qr4cJre coBMecrHo c corpyAHunauu MB{ Pocclnr.

llo pe3yn6raraM npoBepoK PocsApasHaAsopoM B qacrr,r neco6rrcAenrl,
o6rgaremsuxT pe6oeanuft no xpaHeHr.rrc u ornycKy JreKapcrBeHHlrx npenaparoB c MHH
Tponuxanau4, flpera6anr.rn cocraBJreHo I I [poroKoJroB o6 aAMr,rHxcrparr.rBHbrx
rpaBoHapyueHr,rrx flo cr. 14.4.2 KoAII P<D.

BneAenue c I urorq 2020 rora s pocc[u o6qsarearHofi MapKHpoBKr.r npelaparoB
uAenrn0r.rxaquoHHblMlr 3HaKaMLI nO3BOJTHT CBOeBpeMeHHO BrUrBr.ITb peruroHbl, r4e o6r€rvu
npoAax npeBbllrraror norpe6uocrr HacereHllc B AaHHbrx JIeKapcrBeHHErx flpelapaTax no
MeAr.rquHcKr,tM noKa3aHutM.

PocrApaaua4rop c 2017 ro.ua rBJuercr yrracrHr.rKoM npaopr.rrerHoro nlrJrorHoro
npoeKTa <PeSopva KoHTponr r{ HaA3opD).

B parr,rxax peuurn3arlura nacnopra npfiopr.rrerHoro npoeKTa <BuegpeHr.re cqcreMbr
xounlercuofi npoQranarrnxu napyruenufi o6rgare.nsuux rpe6oranufi>, yrnepx4€nnoro
nporoKoJroM 3aceAaHr.rr npoeKrHoro KoMHrera or 27.01.2017 Ne 5, pocsgpaBHaA3opoM
npoBoArrcr npo$r.rlaxruuecKr.re Meponpwrrve, HanpaBJreHHbre Ha npeaynpexAeHr,re
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HapyureHr.rfi o6r3aTenbHErx Tpe6oBaHr.rfi, ycTaHoBJreHHbrx oeAeparbHbrMr.r 3aKoHutMH r.r

r4HbrMlr HopMaruBHbrMu npaBoBhrMr4 aKT€Mn Poccr,rficxofi Qe4epaquu.
Opranusaqur x npoBeAeHr.re MeroAr{qecrofi pa6oru c opraHr.r3arlrarMn no

npeAorBparqeHr.rlo r.rMr,r uapyrueuuft o6sgaremHHx rpe6oBaHr.rfi ocyuecrBJrrerct
Pocs4paeua.4aoporrl [yreM npr.rBreqeHr.rr unQopuaquonnux pecypcoB (ra:eru,
cflerlururn3r.rpoBaHHbre )KypHaJrbr, MecrHbre KaHaJrbr releeu4enu.n), pa3brcHeH[t
noroNenuft 4eficmyrorqero 3aKoHoAareJrbcrBa, B ToM qr.rcJre rrplr ycrHoM o6paqenuu
ropuAr,rqecKr.rx rr4!: r4HAr,rBr.rAyirnbHbrx npegupunnnaareleft l,t rpaxAaH KaK
HelocpeAcrBenno n Poca.qpaBuaA3op, raK r.r no reneSoxy r,rJrr,r gJrerTpoHnoft noqre.

Pocr.qpanna4ropoM npoBoArrcr KoJrJreruu, xou$epexquu, pa6ovv e coBerrlaHr.rr,
ceMr.rHapbr, c yqacrr.reM npe.qcranureaeft MeAnrluHcKr,rx r.r $apr"raqerruqecKv x
opraxutaqufi, o6qecrseuHHx oprauuraqufi z npoSeccr,roHaJrbnbrx accoquaqr.rfi
(exero.4uar Bcepoccuficxar xoaQepeNqzr <focyAapcraeHHoe peryJrr.rpoBaHrre n cSepe
o6pauqeHur JreKapcrBenHlrx cpeAcrB 14 MeAr{rIHHcKrtx rasAerr.ri - <DaprrlMe4O6pauqenze>>,

<<Me4uquua 14 KaqecrBo> r.r Ap.).
PocsApaeHaAgopoM r.r3Aaercr xypH€ur <<Becrnur Pocs4panuagsopa>.
Xypxan BbrxoAr,rr oAnH ptu B ABa Mecrqa (6 noruepon n ro4), ua 80 norocax,

Tr4poKoM 3 500 ara., r.rMeer cBoro crpaHr.rqy ua oSuquanrruoru cafire Poct4parxa4eopa
http ://www.roszdravnadzor.ru.

B qersx npoQuaaxrurr.r HapyrueHr{fi n cr}epe 3ApaBooxpaHeHvrt Ha caftrax
Pocs4panna4sopa pa3Meurnrorcr npecc-penr43br no pe3yJrbraraM KoH.rponbHbrx
MeponpurTr4,I.

Cxounn.nnponar uoryqeHHbre pe3ynbrarbr npoBepoK B

opr4eHTr,rpoBaHuofi rrroAelu ra pa:pa6orannne npo$r.uraxrr{qecKne
paMKax pHcK-

MeponplrrTr.rr, B
Hacrorrqee nperrar Pocs4paBHaA3opoM npn flocryuenNr.r r,tn$oprraarlulr or rpaxAaH,
rcpr4Ar.rr{ecKr.lx rHu, CMI,I o Bo3MoxHbrx npaBoHapyueHr.rrx npoBoArrrcr oAHoBpeMeHHiur
orIeHKa pr.rcKa npaBoHapyueHr,tr r.r Kareropnn pucKa floAxouTponbHoro cy6lerm.

flpu 3ToM, B cryqae ecJrr,r flpaBoHapyu]eHr,re pucra <<gnaqurelruufi>> rr
no.u(oH'rpoJrbHufi cy6rerr r.rMeer Kareropurc ptrcKa (3HaqureJrbHhri> nporo4xrcr
Meponpl,rjrrnr no opraHH3aqr{u u npoBeAeHr.r}o BHeIJTaHOBOTO KOHTpOJIbHOTO
MepoIIpLrrTr,rr.

B ocraluux cryqarrx ucnonb3yrorcr cneAyroque Sopuu npoQularruvecru.rx
rraeponpnmufi, B ToM rrr,rcJre c yqeroM r{acrorbr coBepueHrrr napyruenufi o6ssareJlbHrrx
roe6ogaHr.rfi:

Kareropur pucxa
IIoaKoHTpoJrbHoro

o6rerra

Kareropns pncxa o6rsaremHoro,rpe6onanur
3naqurersuufi Cpe4nufi Vrrlepennufi HfisKnft

3Ha.{firerr,Hsrfi BHerlnaHoBac

Bble3aHatt HJtI

aoKyMeHTapHat
npoBepKa

npeAocrepexeHHe npeaocTepexeHue opraHn3auHr rl
npoBeaeHr{e ceMfiHapa,
ne6nHapa no Bonpocy
co6rrc4ennr
o6cearerrHoro
rpe6oaanxr c
pa3brcHeHHrMH nO

Cpe4nr,rft npeaocTepexeHr.te np[rnaueHHe Ha

KOHCyJrbTauHro

aJrr pit3brcHeHnt
o6g:atersHllx
rpe6oaaHuft Ll

noprlKa ux
llcnorHeHItt
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Ynepenuuft npHmaueHHe Ha

KOHCynbTaUrirc

M9 pzrfbtcHellut
o6s:arerruux
rpe6ooaurfi a
noprAKa rx
HCNOIHEHH'

HHAHBIiA/aJIbHO€

npnDlarxeHne ant
r{acTHr B

ny6ruvnrrx
Mepoflp[rTr.rrx

nopraKy lpaKrfiqeckofo
ucno,qHeHI{t.
floarorosxa
nnQopvaqr,roHHsrx
nllceM u pa:trcuennfi c
ny6ruxaqnefi Ha cafire
Poc:4panHa4aopa

HNsXHfi rrpHmaueHne Ha
KOHCyJT bTarll.lro

am pa3ttcHeHut
o6xgatellulrx
rpe6oeanuft vr

nope.qKa l1x

ncnoJIHeHI-tt

HHTHBI,IAYANbHOE

rrpHf,'raureHHe art
yqacTllt B

rry6lnvnrrx
M€porrpHrTxrx

Be4oruc:rnennrre HopMarxBHbre aKTbr pa3MerrleHhr B r.rH$opMauuoHHo-
TeJreKoMMyHr.rKarIr4oHHofi ceTr.r (I{HTepHeT)) B oTKpbrToM AocTyIIe Ha ooulluanbHoM cafiTe
Pocs4pannageopa (http://www.roszdravnadzor.ru/) B pa3Aene (Pe(bopMa KoHrponruo-
HaA3OpHOfi AerTeJrbHOCTr.r)).

Pocagpaana4aop c 18 Miur reKynleno roAa npucryflr4n K peaJrr.r3aqr,ru noJroxeHr.rfi
nocraHoBrreHm flpaBnrerbcrBa PoccrficKofi OeAepaqrE or 16.05.2020 N9 697 <<06
yrBepxAeHLIu llpanran BLIAaru piBperlreHltt Ha ocyqecrBJreHrae po3Hnr{Hofi ToproBnr,r
JreKapcTBeHHLrMri npenapaTaMu AJrr Me,qr4rlr.rHcKoro [pr.rMeHeHr{r Ar.rcTaHrIr.roHHbrM
c[oco6oM, ocyuecrBJreHllt raKoi ToproBJIr4 r,r AocraBKIr yKa3aHHbrx JreKapcrBeHHblx
npenapaToB rpoKAaHaM It BHeceHI, 4 I43MeHeHLIfr B HeKoTopble aKTbr flpaBr{TeJrbcTBa
Poccr.rficxofi @e,qepaqr.rr,r tro Borrpocy po3HrrrrHoft ToproBrru neKapcrBeuHhrMr.r npenaparaMr4
AJI' MEAI,IqI,IHCKOTO I1PI,IMEHEHI,I' AI'CTAHIILI OHHbIM CNOCO6OM> (AArrEE . IOCTAHOBJIEHITE
flpannrerrcraa Poccrfi cKoft @egepaqur or 1 6.05.2020 Nl 697).

Pocr4panna4sopoM npoBe,{eHa cJreAyroulalr pa6ora:
- BHeCeHa rocyAapcrBeHHtur ycJryra - (BbrAaqa pa3perrreHr{r Ha ocyqecrBJreHHe

PO3H'II{HOfi TOPTOBNI{ JIEKAPCTBEHHEIMI,I IIPEIIAPATAMI,I AJI' MEAI,IqI,IHCKOTO IrP}IMEHEHI'
Ar{craHrlr.roHHbrM cnoco60M)) B oeAeparbHbrfi peecrp locy.qapcrBeHHbrx u
MyHLIqxlaJIbHbIx ycJryI' (QyHrquft) B coorBercrBrrr{ c flpLIKa3oM Mr,rHgKoHoMpa3Br4Tt4 t
Poccuu or 29.12.2018 J\! 753 <06 yruepxAeHr,ru roprAKa BeAeHlr, repeqH,
rocyAapcrBeHHLrx ycJryf u rocyAapcrBeHHbD( $ynxql4fi no ocyrlecrBneHr.rK)
rocyAapcrBeHHoro KoHTpoJrr (HaA3opa)>, rocycrryrc npucBoeH HoMep - ID 386166g73;

- pa3pa60TaH AguuHucrparrBHbrfi pernaMeHT rro oKa3aHr4ro rocyAapcrBeHHofi
ycJIyruI - (BbIAaqa pa3pellreHl{t Ha ocyulecrBJreHr{e po3Hl,IvHofi roproraI,r JreKapcrBeHHbrMt4
IPCIAPATAMII AJUI MCAI,IIII4HCKOTO IPI,IMEHEHI4'I AIIICTAHI"(IIOHHrIM CNOCO6OM> (NPTATAS
Poc:4panna4sopa or 19.06.2020 Ne 516l), Korophrfi B ycraHoBJreHHoM nopsAKe
corJlacoBaH c MIEua4paaolt Poccr'rn r.r Muneronoup a3BL4'tvts. Poccnn r.r HalpaBJreH Ha
rocyAapcrBeHHyKr penrcrparr[ro B Musrocr Poccuu nucEMoM pOC3ApasHaAsopa or
19.06.2020 No 0 I -33003/20;

- yrBepxAeH rplrKzl3oM Poc:4pannal:opa or 28.05.2020 Ns 4399 llepevexr
AOKYMCHTOB, NO,4TBEPX(AAIOU$IX COOTBETCTBI-IE ANTCqHOfi OPTAHI,I3AIILILI TPE1OBA;F1]SIAM,

A,IIoTII4M npaBo Ha ocyqecTBJIeHI'Ie po3Hl,IqHofi ToproBJII{ JIeKapcTBeHHbrMIr npenapaTaMr.r
Anq MeAaur.rHcKoro [priMeHeHr.rr Ar.tcraHrlr.roHHbrM cnoco6ou, lloprgox BeAeHlr' peecrpa
BbIAaHHbtx pa:peurenufi Ha ocyrlecrBJleHl4e po3Hr.rqnofi ToproBJrr,r JIeKapcrBeHHbtMI,t



-to

[pe[apaTaMr,r AJrr MeAurlr{HcKofo npr,rMeHeHrur Ar,rcTaHrI}roHHbtM clloco6oM r4 (bopMLr

AoKyMeHToB, r,rcloJrb3yeMbrx @e4epanrHofi c;ryN6oft ro HaA3opy n c(lepe
3ApaBooxpaHeEvs npu BbrAaqe pa3perxeHr,rr Ha ocyllecrBJreHr.re po3HlrqHofr ropronnu
JIeKapCTBeHHbIMI,I [pelapaTaMlt AJI' MeAI4III/rHcKoro [pLIMeHeHv, Ar4c"IaH\r4oHHErM
cnoco6orv (npr.rrca:3apeflrcrpr{posan s Mr,rHroc:re Pocclun per. Ns 58565, or 03.06.2020);

- pa3pa6orau npnxa3 Poc:4paanagsopa or 29.06.2020 Ne 5527 <<06 yrBepr(AeHr.rtr
Kpr.rrep eB orleHKrr zn$opnraqltro Heo6xoAaMhrx Atrr' fipurlafrTur. peurenr,rft (De4epantnofi
cryx6oi no HaA3opy n c$epe 3ApaBooxpaueur.tr o BKrroqennlr AoMeHHbrx HMeH u (utru)
yxasarelefi cTp€IHLrq cafiros n l.rn$opr,aaqnoHHo-TeJreKourvrynuxaquonnofi cerr{
<<llxrepxer>>, a raKx(e cereBbrx aApecoB, no3BoJt{rotuux r4enru(pr,rqr.rpoearr cafiru n cerN
<<HHrepnet>>, co.qepxarq[e 3aflpeqeHnyro unSopnraqlrro, B eAr.rryro aBToMarrr3[poBaHnyrc
unQoprvraqnonHyro crrcreMy <EAunufi peecrp AoMeHHhD( EMeH, yKa3arelefi crpaHrarl
cairon n anQopnraqraoHHo-TeJreKoMMyHr.rKarluoHHoft ce'rn <<I,Inrepueo> Lr cereBbrx
aApecoB, rro3BoJrrrour4x r.r4enrNQuqzpoearr caftmr n zHQopnaaqloHrro-
TEJIEKOMMYHI'IKAUI4OHHOI{ CETI,I (HHrepner)), coAepxaqre r,rnif oprraaquro,
pacfipocrpauenr.re roropofi s Poccfiicxoft (De4epaqur.r 3anpeuleuo>, roroprrfi B

ycraHoBJreHHoM noprAKe corJracoBaH c Muusgpanorr.r Pocclru u PocrorraHa43opoM,
HalpaBJreH Ha rocy,qapcrBeHHyro perlrcrpaquro s MuHrocr Poccuu [ucbMoM
Poca4paanasaopa or 30.06.2020 J& 01-34636/20;

- pe€urn3oBaHa Bo3Mo)KHocrb npLIeMa garsreHr4fi o [oJryqeHllu pa3perrreHllt Ha
ocyqecTBJleHIae posnu-ruoi ToproBJII{ JIeKapcTBeHHbIMr,r [pe[apaTaMr.r AJrr MeAI,IULrHcKolo
npI,tMeHeHLIr Ar{craHr*roHnbrM cnoco6oM or anreqHbrx opraur.rsaqufi Ha cafi:re
Poc:4panna.qsopa ([oApa3Aen <(rocycnyru> pa3Aena (<3JreKrpouHhre cepar.rcrr>>);

- Ha3HaqeHhr corpyAHr{rc.r, y[onHoMoqeHHbre Ha rroAroroBKy u (unr.r) npHulrr{e
peruexufi o flpr,t3Hzlur.r]r anSopuaquu sanpeqennofi (npr-rxas Pocs4pannagaopa or
02.06.2020 ]'{! 4536);

- PocrolrHag:opou I I rronx 2020 rola npoBeleH o6y'rarou1r.rfi ceMr.rHap c
corpyAHr.rKaMu Poc:gpanHaA3opa no Borrpocy [oprAKa 6noxraponxu carToB B cerr.r
<<I4nrepner>>, coAepxaqfe 3a[peflleHuyro un$oplaaqlrro.

flo coctornraro na 8 r. ons 2020 ro4a 204 alreirHbrx opraxr43arlut,t [oA€urrl 3€urBJreHr{e
Ha floryr{eHue pa3pemeHl4rl Ha AI{CTaHrIr4OHHyrc TOprOBJrrc JreKapcTBeHHbrMH flpenapaTaMu
(r. Mocrna, Mocroncxaq o6lacrr, llengescxar o6racrr, caxarugcxa.r o6nacrr,
Kpacno4apcruirxpafi, Auypcrax o6racrb, r. Caurc-Ile:rep6ypr, JlenunrpaAcKar o6nacrl,
Hoeocra6upcra"a o6racrr, calaapcxar o6racrr, Hooocr,r6r,rpcra,r o6racrl, Xa6aponcxufi
rcpafi, Pecrry6lura Tarapcran, oucxar o6racrb, Pecrry6rura gyaauru-a, craepono6crrai
xpafi, 9err6rancxax o6racrr, Kraponcxar o6racrb, Pecrry6nlrxa Mopgorue, Tynrcraa
o6nacrr n gp).

Bu4anu pa3pe[reHn 88 anreqnulr opraHr{3arlr4rrM, 92 anrevnrtM opraHrr3arllr.flM
oTKa3aHO nO CJreAyrOuIuM ocHoBaHr,rrM :

- He [pelcraBJreHa AocroBepuax un(popuaqm o cafire r ceru <<I,Inrepner>;
- He 3aperlic'rpapoBaHo AoMeI{Hoe uus. caitra rrJrn orcyrcrByror ocHoBaHuJr

IroJrb3oBaum cafrra gpyroro rcpr4Ar.rqecKoro Jrurla (apengnue ornoueuur);
- He ouraqeH xocrr.rHr (oxasHraenaHe Ha peryJU{pnofi ocnose ycJryr}r no

pa3MerrleHr,rrc cafira opraa,u3arltrra Ha cepBepe npoeafi4epa, nocrorHHo rroAKJrroqeHHoM K
cerlr <Znrepner>);



t7

- He [peAcTaBneHbr AoKyMeHTbr (cBeAeHr,rr), [oATBepxAaro lr4e H€uruque
o6opyAoBaxr.rr, lrcnonb3yeMoro AJrr KypbepcKofi AocraBKr.r c$opMr4poBaHubrx 3aKa:roB:
tepuoroarefixepu, reprvro6oxcrr, cyMKlr-xoJroAI4JrbHI4KI,I, xJIaAoglreMeHThI,
E3oTepMlrqecKr4e naKeTbr, AaTqr.rKtr TeMnepaTyphr, norTepbr r.r Ap.;

- He npeAcraBJIeH AoroBop erraftpunra c 6aurou, [oATBepxA{lrcu1xft uosrraoxnoct
onJlarbl 3aKa3a c [oMolllbro enerrponuofi c[rcTeMhr nrarexeft u (unra) uo6r.utNrrx
nJraTexHbrx TepMI4HanoB HenocpeAcTBeHHo B MecTe oKa3aHln ycJryru.

B nacroqqee BpeMr orcyrcrBr4e AocroBepnofi un$opMarlar.r o caftre s cerI,r
<<I4nrepuer>> ABrrflercfl ocnosuofi npxvr.rnoft o'rxaza (63%o) a[TeqHErM opfaHr,r3arlnrM B
BbrAarre pa3perrreHr,rr Ha AncTaHrlr.roHHyro ToproBJrro.

Bce antexu, floJryrrnBrxlie pa3pelxeHIte Ha Ar,IcraHqrlouuylo roproBJllo, rroATBepAr,rJrr,r
Bo3MoxHocrb .qocraBKH JreKapcrBeHHhrx npenaparoB, B ToM .rucle rpe6yrcrqr.rx oco6rrx
TeMneparypHLrx ycnonufi xpaHeHlrr r4 nepeBo3Klr. Anrexr.r roroBbr r.rc[oJrb3oBarb no
xeo6xoAuuocrr4 TepMoxoHTefineprr, u3orepM[qecKr.re cyMKr.r r.r Apyroe o6opy4onauue,
o6ecneqr.rnaroqee noAnepxanue Heo6xoguruofi TeMneparypH Bo BpeMrr AocralBKr,r
neKapcTBeHHbrx npelapaToB,

CleArler orMerl4Tb, trro c rIeJIbIo ltcKnroqeu[r npoBeAexnr neo6ocnosauHsrx
BHerrJraHoBLrx npoBepoK Mrns4paaou Poccuz coBMecrHo c Poca,qpaBHaA3opoM
paspa6orau [poeKT rrprlKa3a o6 yrBepxAeHr.ru trHAlrKaropoB pucKa HapyrueHr.rJr
o6ssareruHrrx rpe6oBaHrf, r4crroJrb3yeMbrx @egepanrxofi cnyx6ofi no Ha.{3opy r c$epe
3ApaBooxpaHeHr \ns olpeAereHur seo6xoAr,ruocrr4 [poBeAeHur BHenJraaoBhrx [poBepoK
no QegepanrHoMy rocyAapcrBeqHoMy HaA3opy n c(pepe o6pauleHu.ff JrexapcrBenHbrx
cpeAcTB.

Ha oQuqrEanrnou cafire Pocs4pauua4sopa ny6nuryercr rogonofi AoKJraA no
npaBorrpr4MeHurelrnoi npaKTr4Ke, crarr,rcruKe rr4[oBbx r,t MaccoB6rx napyruenufi
o6sgareruHHx rpe6onanufi, BbrrBJreHHbrx B pe3yJrrTare KoHTpoJrbgo-ua4:opnofi

Pocs4paaHa4sopa, r4 AoKJraA c pyKoBoAcrBoM rro co6nro4enr.rroAetTeJrbHocTrl
o6.r:atemHrrx
(ua4:opa) c

p*yJrbraroB
o6rgare.ntnrrx
o6cyxgenrafi.

rpe6onannfi
co3AaHr4eM K

rro cooTBeTcTByro Ir{M Br4AaM rOCyAapcTBeHHOfO KOHTpOnt
yKa3aHHbIM AoKJraAirM cepBr.rcoB 4lx c6opa BonpocoB

(o6parqeHr.rfi).

Kporrae roro, qeHTpirJrBHhrM alnaparoM x reppr{Topl{ulnbHhrMr4 opraHaMLI
Poc:4paeua4ropa C)KEKBADT€UIbHO oIIyoJrr.rKoBbrB€lK)TCt AOKJIAIH NO
[paBolpnMeHurelrnofi [paKTr,IKe, cTarltcrfiKe rr,rrroBErx r.r MaccoBbrx rapyllrenr.rfi
o6.rsaremHrrx rpe6oranufi KoxrponbHo-Hag:opHofi AerreJrrHocrr.r.

I-{enrpalrurrrra aunaparoM lr reppr.rropr.r€rJrbHhrMr{ opfirHaMr.r pocs4panua4aopa n
coorBercrBnr{ c yTBepNgennulr fllauolr-rpaozxonr rpoBeAeHr.rr ny6luvnux o6cyx4enufi

npaBo[pr,rMeHurenurofi npaKTuKLr, pyKoBoAcrB no co6mo4enuro
300 ny6navurrxrpe6onanzfi opraHr.r3oBaHo r.r npoBe.qeHo cBrrlue

B ny6nu'ruux o6cyxgenu.rx pr4qy.nv yqacrr,re 6onee l0 000 .{eroser, B ToM rrracJre
6onee 400 Aonxnocrullx Jrxq opfaHoB l,IcrroJrHrrrreJrbno* sracru cy6rerroa poccaicroi
@e4epaqr.rr.r: uanrr cy6:rexroB rr 3aMecrureJru r.lraB cy6:rexroe poccxftcxofi @egepaqur.l,
pyKoBoAI{TenI{ KoMrlreroB no 3ApaBooxpaHeHr.rro 3aKoHoAareJrbHLrx opraHoB cy6lexron
Poccr'rficrofi @e4epaqun, pyKoBoArrreJrr.r r.r 3aMecrr.rreJtr pyKoBoAr.rrerefi opranoe
r{cnoJrHr.rreJrbHof Bracrx cy6sercoa PoccrEftcxoft (De4epaqr.rv r cr[epe oxpaHbr 3AOpoB6{,
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yrroJrr{oMoqeHHhre IIo [paBaM qeroBeKa B cy66eKTax Poccuftcrofi @e4epaqnr.r,
pyKoBoAr{TeJrLt repprlTopr4anbxhrx opraHoB Pocno, pe6naAgopa, @on4a coquilJrbrroro
crpaxoBaHnr Poccxficxofi @e4epa4r,ur, @on,(a o6rsateruHoro MeAuqr4HcKoro
cTpaxoBaHr.rr a gp. KpoMe roro, B uy6luvnrrx o6cyx4enr.r-ax npr4HrJrr{ yvacrue 6onee
2 000 uucnenopor Pocs4paBuaA3opa.

flo urorau npore1€nnrx ny6luvuux o6cyx4enni na oQuquanrxrrx cairax
qeuTp€urlHoro anlapara u reppr,rropr.raJrbHbrx opraHon Poc:gpaanag3opa pa3Merqarorct
pe3yJrbrarlr npoae4ennrn< rry6nraunrx o6cyxgenr.rfi: Br.r.qeo3anr,rcu rvreponpuallft;
pe3ynbTaTbr paccMoTperur cneq[arbHbrx aHKeT; rrpecc-penu3hr; oTBeTbr Ha Bonpocbr,
3aAaHHbre B xoAe Mepo4p'rf,Twr; npe3eHTarlur.r AoKJra,4oB BbrcTyfizrrcrlxx.

Ha cafi're Poc:4panuagaopa (py6pura <<Jlerapcrnennrre cpeAcrBrD) pa3Aerr
<I,luQopnaaquoHubre rrprcbMo) n I nonyro.{nu 2020 r. pa3Merrlr}Jrr.rcb r.rnQopruaqzonnrre
rlltcbMa o6 ugnaesenurx 3aKoHoAareJlbcrBa.

Mepu upolcypopcKoro pearupoBaHLrr B cBr3u c HerrpaBoMepnurrau geficrruauu
Poc:4paanageopa B orrrerHoM KBaprurJre He npr,rMeHrnr.tcb.

(Dedepmoaotil zoq,dapcmsewaufr aadeop e cQepe odpauqeHun neKapcmaeuuotx cpedcme
{Dedepa.noauil eoqtdapcmeeunwrt aadeop e cfiepe o6paqeuun neKapcmeeunux cpedcme
nocpedcmaoM opzaHu:taquu u npoeedeaun nponepoK coomsemcmnun neKapcmaeuubtx
cpedcme, uaxodnt4uxcn e zpaerdancrcon o6opome, ycmawoaretwbtnt mpefloeaautw x ux
Koqecrn6y

B qerux npzrvrexeur.rx @e4epanurofi c.ryx6oi rto HaA3opy n c(fepe r4parooxpaHeHr,r{ prrcK-
opueHrr,rpoBaHHoro rroAola npu ocyqecrBJreHr.rr focyAapcrBeHHoro HaA3opa r c(lepe
o6paulenux JreKapcrBeHHhrx cpeAcrB 6ura npone4eHa rpaAarlrir nponeao4lrrerefi
neKapcrBeHHhrx [peflaparoB Ha ocHoBaHr.ru o6rexl.rnnrx AatHHsrx: peecrpa lnqeneui na
ocyulecTBJleHr,re Ae.fTeJrbHocTa rro npoLI3BoAcTBy JTeKapcTBeHHEIX Cpe,qCTB, rAe
yKrBBrBaercr Kareropr4rr errrrycraelrofi [poAyKrlr4r4, rocyAapcrBeHHoro peecrpa
JreKapcTBeHHbIx cpeAcrB, a TaKxe AaHHbrx o JreKapcTBeHHhrx [pelapaTax, Bbrrry IeHHErx B
rpax4aucrufi o6opor, npeAocraBJr{eMbrx [por.r3BoAr,rreJrrMr.t Ha ocHoBaH[r4 rpe6oaanuft
rpr.rKa3a Poca4paauagsopa or 07.08.2015 Ns 5539 <06 yrrepx4eur.u.r roprAKa
ocynlecrBJreHr4r nrr6opo. roro KoHTpoJrr (aqecrBa JreKapcrBeHHhrx cpeAcrB [Jt'
MeAI4III4HCKOTO [pI4MeHeHLIt)).
Ornocurelrno npol,I3BoAnrerefi rexapcrBeHHrrx cpeAcrB r.rcrroJrb3oBaHbr 4 rarerop141r
pucKa: 3Har{r.rrelrnni, cpe.4nr.rft , yuepenuufi u nu:xrli.
Bcero [JraH npoBepoK sa 2020 roA BKJrroqaJr rrpoBepKr.r 43 upolrsno4ureaeft
JIeKapcTBeHHbrx cpeAcTB, r.r3 Hr4X IIo KaTeropurM pr,rcKa:

- 19 gnaqurenbHoro pucKa;

- 22 cpegnero pzcr<a;

- 2 yruepennoro prrcKa.
llporepxa rp€x oprana:aqr,rfi 6unu rcKJrroqegrr r.r3 e)KeroAHoro [naHa npoBeAeHri,
[JraHoBbrx npoBepoK ropr,rAr{qecKr4x Jrr4II Lr LrH,/'I1'Bl,i'[y€UrbHbtx npe4npunuuareleft
@e4epamnofi cnyx6rr no HaA3opy n cQepe 3.qpaBooxpa'e H A Ha 2020 rol, B cBr3r,r c
npe(parrleHllena gefcrar.r.a luqen:ufi Ha npor.r3BoAcrBo JreKapcrBeHHhrx cpeAcrB r4
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npeKparueHr4eM npr4AlrqecKr.rM Jrr4qoM AerTeJrbHocTH rryTeM peopraHx3arlult B oopMe
[peo6pa3oBaHr.rr.
B coorsercrBul4 c rryHKTav'u 3 ra 8 nocraHoBJreHr{r llpanzrelrcrna Poccuficxofi
(De4epaquu or 03.04.2020 Ns 438 <06 oco6ennocrrx ocyqecrBrreHlrr u 2020 rogy
rocyAapcrBeHHoro KoHTponr (na4ropa), MyHnq[nulJlbHofo KoHTpoJrr l.r o BHeceHr.[t
Lr3MeHeHr{rr B [y]rKT 7 llpaeut noAroroBKri opraHarMr.r rocyAapcrBeHHoro KOHTpOJT'
(HAA3OPA) lI OPTAHEIMI{ MYHIIIIIII€UIbHOTO KOHTPON' CXETOAHbIX IIJIAEOB NPOBEAEHI,I'
[JraHoBhrx npoBepoK ropr4Ar4qecKr,rx nuq u aHAr.rBrr,{yuurbHbrx npeA[plrsnuare.nefi>>
(aaree - nocraHoBrrer le llpanrareascrsa Poccricxoi @eaepaquu or 03.04.2020 Ne 43S)
r.r3 rrJraHa rrpoBeAeHr{rr [JIaHoBsrx npoBepoK ropr.rAr.rqecK{x nuq 'I r.rHAr.rBr.rAyiur6HErx
npeArpr4HnMarelei @egepanrnoi clyx6u ro Ea,q3opy a cSepe:gpaaooxpaHeHzr sa2020
ro4 6una ucKJrK)qeHhr 30 nponepox npor,r3BoArrrerefi nexapcrreHHbrx cpeAcrB (npr.rra:
Poca4paanassopa or 14.04.2020 Ns 2991).
Bcero nlanou npoBepoK r I norryroguu 2020 roga 6nao flperycMo,rpeuo nponegeuue 2l
npoBepKn, rr3 Hnx 11 6rmu r4cKJrroqeHbr r,r3 rrraua npoBeAeHr.rr ruraHoBbrx [poBepoK
ropl.rAl4qecKr4x Jrrr\ Lr LrnAvrBr.rAy€urbnhrx fipeAnpr4HnMarelefi (De4epaltnofi crryrx6rr no
Ha,q3opy n cQepe 3ApaBooxpateHrrfl Ha 2020 rop,. Iloerolry n I no.nyroguu 2020 r.
r.rHr.rrlMpoBaEo npoBeAeHr4e l0 nnanosrrx [poBepoK. 3a orqeftrsrfi [epr4oA sarepruexo I 1

lJraHoBbrx npoBepoK, B ToM qr.rcJre I nranosar npoBepKa, Haqaftu a 4-rra xaapral e 2019
foAa, cpoK [poBeAeHwr roropoft 6rrl npo4n€n B cBr3r.r c npoBeAeHlreM gKcfleprr,r3br

oro6panHrx o6pasqor JreKapcrBeHn;rx cpeAcrB.
B coorsercrsrrrl c rrrr. "a" r. 3 nopyireHr4r [peAceAare;rr flparurerscraa poccnicrofi
(De4epaqxrE or 18.03.2020 Ns MM-il36-1945 npoeeleHne 8 rraHoerrx npoaepox 6uno
npuocraHoBJreHo; n galrxei[reM BhrureyKa3aunue 8 [JraHoBhIX nporepor 6tulr
3aBeplxeHbl B coorBercrBltl4 c rr. 9 noc:ranosrenua llparureJrEcrBa Poccaficxofi
@eAepaqran or 03.04.2020 J\! 438. Taxzv o6pa.aoM, 3a r{cKrrroqenr4eM rrpoBepoK,
3aBepIxeHHbIx B coorBercrBl4r c noJroxeul,rrMr,r nocrarroBJleHr{rl flpanurelrcrea
Poccr.rficxofi (Degepaqr.rz or 03.04.2020 Ne 438, Saxruvecxra sa 6 uecxqer 2020 r. 6*nu
npoBeAeHbr 3 uanoBhre npoBepKr4, IIo pe3ynbraraM Korophrx 6trno nu4ano 3
npeAIII4caHr.rr.

B cBr3r.r c MaJIbrM KoJrHqecrBoM npoaeg€nnrrx npoBepoK Bo3Moxgocrb Aenarb
AOCTOBepIThIe BbIBOA6T O COOTBeTCTBT{ra KOJrr.FrecTBa BErflBJreHr{brx napyureuni
npltcloeanofr Kareroplrll pllcKa orcyrcrByer. ,{auuue o KoJr}rqecrBe BbgBJreHHbrx

EItI4I,I B 3aB[CI4MOCTT{ OT KaTefoplln pucKa B TAOJIITIIE:

Crenenr
pr.rcKa

Kon[qecrso npoBepoK
Kolnqecrno BbItBJIeHHbrx

uapyrueHnft

Cpegxee KoJlr{qecrBo
uapylreuufi na I

npoBepKy

3uaqurenutrfi I (npoeepra c 2019 r.) 2 z

Cpe4Hnft 2 5 ')\

Yrr,repennsrfi 0

Bcero :a 6 ruec.rqee 2020 rola B paMKax rrpoBepoK [pou3BoAr{TeJrefi rexapcreennrrx
cpeAcrB oro6pauo 18 o6pasqon JreKapcrBeHHbrx npe[aparoB u Qaprr,raqerturrecKrtx



20

cy6craHllltfi, Ha MoMeHT 3aBeplrreHrlrl [poBepoK 6lrrtu nolyveuhr noJroxnreJrbHbre
3aKJIrcqeHLIt fiocJle IIpoBepKI.t coorBercrBr4r ycranoBJrennrrnr rpe6onaHlr{M K KaqecrBy B

orHorrreHuu ncex o6pasqoB JreKapcrBeHHbrx cpeAcrB.
HapyureHurrvta, Koropble BbuBJreHbI It orpaxeHbr B aKT€x npoBepoK, nponeg€nnux n
rIepBoM noJD/roALIH 2020 roAa, tBJltlorct Hl{xe[epequcJreHHhre o6qgarenbHsre
rpe6oranrEr, sarcpenl€nHue [pr.rKa3oM Mrannporr.nopra Poccrlr or 14.06.2013 J\b 916 (06
yrBepxAeHr.ru llparrn nagnexaqefi npon3Bo,qcrBennoi npaxruxu> :

l.1.ne onpe4er€N uoprAor uH$oprraraponaHuJr coorBercrByrourero yrroJrHoMoqeHHoro

$e4epanuroro opraHa I{ctIoJrrI[TeJIbHofi sracru B cryqae, ecJrn npeAnpr{Hr4Marorct
4eic:rnur, rBJrrroqnect cJreAcrBr,IeM Bo3MoxHbIx oruu6ox B npon3BoAcrBe,
yxy.queurr;r Kar{ecrBa npoAyKrrr{n, BbtfiBrenlas rfantcnQuqnponannofi npoAyKrlr.r[
nnr,r Apyrux cepbe3Hbrx npo6lerrl, cBr3arrHbrx c KaqecrBoM npoAyKqr{tr;

1.2.He npe4craBJrex arroptrrv 4eftcrnufi B cryqae BbrxoAa pe3ynbraroB aHaJrr.t3oB 3a
npeAeJrbr cneqraQraraqura rr Herr4rrr.rrrHhrx pe3yrbraroB auaJrx3a;

I .3. ne nnegpeHlr flpoqeccbr rn He yrBepxAeHa AoKyMeHTarI]u, o6ecnevnnaroqarr
ynpaBJreune AerreJrbHocrbro, [epeAauHofi 4lr mrnolnenrar gpyroft opraHx3arlnu
(y npaaneu ue ayrcopcnnrou);

l.4.ne o$opruJleHa AoKyMeHTturbHo orBercrBerrHocrb pyKoBoAcrsa sa o6ecneqeHr.re
e$$exruauocrra Qaprr,raqenruqecxoft c[creMbr KaqecrB€r ]t xeo6xo4uuux pecypcoB;

1.5.r npoqe,qypax no or6opy npo6 ne o[peAeJreHhr Meponp[rrnr no oqucrKe x
xpaHeHr.rn o6opy.qonaxu fl Arq or6opa npo6, a TaKx(e oco6rre Mepbr
npeAocropoxHocrr4, Koropue neo6xo4urvro co6mo4at nplr o.rSope o6pasqon
BerrlecrB ra cy6crauqrafi ;

1 .6.perueur.n 11 Mepbr, flpr.rHrrbre rro pe3yJrbraraM paccMorpeHltr [pereH3r,rft He
BKJrrOqeHEr B COOTBeTCTByrcrqee AOCbe Ha Cepfirc.

Brr.f,sreHHrre n 2020 roAy HapyueHltt crpynlupoBaHbr B qerbrpe Hnr(efiepeq]rc;reHnhre
pa3AeJrbr:

l. OapuaqenuqecK€ur clrcreMa KaqecrBa (OCK) r{ AoKyMeHTartrrrlr;
2. Konrponr KarrecrBa, KoHTpoJrbHEre r4 apxr.rBHbre o6pasqrr;
3. flepconan H Aerrenruocrb, nepeAaBaeMzur Atrfl Bhr[oJrHeHr,rr Apyroft

opnaHfi3auxH (ayrcopcuHr);
4. flperensun, or3brB fi yHrlrrroxeu[e JreKapcrBeHHbrx cpeAcrB;

Pacnpe4elenae BLrrBJreHHbrx ga 6 MecrrleB 202Q rola uapyruenufi o6rgarersHrrx
rpe6onannfi Bhrrxenepeq[cJreHHlrx pa3AeJroB npeAcraBJreHo Ha Ar.rarpaMMe:
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Br4rr xapyuexni, aornwrexautx a 2020 r.

r OCI( l Aot(yme$?aqr.R

I KoHTponb raqecrra, xr)lttponbrbte
r apxxaxue o6pasqu

: l'lpe?eH3xr, orlbts, ytlrqror(eBre
nc

: nepcoHan 1| ayrcopchHr

Peaylrrarrr [poBepoK rcpr.rAlrqecKrlMr,r JrnrlaMr,r He o6xaroearr.tcr.
Mepu npoKypopcKoro pearurpoBaHr4r B cBr3r,r c He[paBoMepubrMr.r Aefic:rsu_rMz
Poca4paena.qeopa B orr{eruoM KBapr€rJre He npxMeHrnlrcs.

B I nonyro4nu 2020 roAa npoBe.qeso 15 nsenaaHoBhrx AoKyMeHrapnhrx upoBepoK.
ocnosaHraeN{ rnr [poBeAeur{r BHerrJraHoBhrx AoKyMeHTapHbrx [poBepor rBJrrJrocb
r.rcreqeHr.re cpoKa rlcfloJrueHrarr paHee Bhr^aHHoro [peAnncaHnr. B pe3yJrbrare
BHenJraHoBbrx npoBepoK, npone4€nurx n I [oJryroAr4n 2020 roga ycraHoBJreHo
ycrpaHeHrre cy6terrauz o6paqenur JleKapcrBeHHbrx cpeAcrB napyueulrft o6lgarenrxtx
rpe6orauufi.
B cooraercrsfifi c [rr. "a" rl. 3 flopyqeHnr fipeAceAarenq llpaaatelrcrna poccNficxoft
@egepaqnu or 18.03.2020 Ne MM-1I36-1945 nporegenue 3 sHenraHonlx
AoKyMeHTapHbrx [poBepoK 6ruo upuocraHoBJreHo; n ga$nefirueu arrtueyrasaunrre 3
npoBepKI'I 6ruu sanepmeHbl B coorBercrBl,I[ c n. 9 [ocraHoBJreHr.rJr llpasureJlbcrsa
Poccraficxofi Qe4epaurau or 03.04.2020 Ns 438.
B coorsercrsnn c nn. <6> n. 1 [ocraHoBJreHr.rrr flpanzrerucraa poccr.rftcxofi @e4epaqr,rr.r
or 03.04.2020 Ne 438 3a{BJreHI{e o coruIacoBaHr4r{ oprauoM rocyAapcrBeHHoro KoHTpoJrt
(naleopa), opraHoM MyHr4rlr{nEurbHoro KoHTpoJUr c opraHoM npoKyparypEr [poBeAeHr4t
sHenraHonofi 4orynreHrapnofi rpoBepKlr oAo <I4p6urcxufi xr.rnasapusaro4> Ha
ocHoBaHrrr.r [prrKa3a Poc:4paHra4sopa or 09.06.2020 Ne 4792 6ruo HanpaureHo B
npoKyparypy crepgnorcroi o6nacru. rlporyparypofi cnepgnoacrofi o6racrv 6rrlo
[pI'rHJITo pelreHl4e o6 orrase B corJracoBaHI4LI [poBeAeHr.rr sHenraHosoft goryuenrapnofi
npoBepKx, Ha ocHoBaHr4r4 KOTOpOTO npr,rKa3 o [poBeAeHlru [poBepKr4 nrrureyrasaunofi
opraHr.r3arl[r4 6ul oruen€n; npoBepxa He rrpoBoAr.rracr.
rlo ranpocy Pocr4pannagropa B ornorxeHr4r' nocry[r.rBrrrero orKa3a npoKyparypbr
cnep4lorcxoit o6xacru B conracoBaHr4r,r fipoBeAegr{r BxeruraHonofi 4oryvenrapuofi
nponepxvr oAo <l{p6nrcnrnfi xrzr'aSaprrasaao4>> or feuepanruofi nporyparyphr pocczficxofi
@e4epaqr.rlr noJryqenhr pa3brcHeHr{rr o Bo3MoxHocrlr ocnapnBaHrr peruenuft opmHoB
npoKyparyphr e cy4e6nona noprAKe.



O p*ylmarax
cpegcrno>/pas4el

npoBepoK na caftre Poc:gpanHagsopa (py6pnxa <<JlexapcueHHrre
<HnQoprraaqr.ronnue uucrua>>) exeMecrqHo piBMeIIIiIJTnCL

I4HEOpMarIr{OHHbre [rrCbMa.
B 1 uonyro4uu 2020 r. Bcero flocrynr{no 119 o6parqenui rpax4au, r43 Koropbrx
paccMorpeHo 111, n ror'l qucle 60 o6pau1enrafi, Kacalo[Ir]xcr KaqecrBa JreKapcrBeHgbrx
flpenaparoB, a raKxe cB-{3aHHbtx c eogN{oxuofi neeQQerrrannocrbro rrpe[aparoB,
o6ycnaeruaaroqefi nogo:peHr4.s B roArr,rHHocrn neKapcrBeHHbrx cpeAcrB u npoBeAerrue
3KcnepTr.r3Lr r.rx KaqecTBa.

B xoge ocyuecrBJreHur Se4epa.nrnofo rocyAapcrBeHrroro HaA3opa n csepe o6panleHlrx
rreKapcrBeHHbrx cpeAcrB :a I -norryro4ue 2020 roAa npoBeAeu or6op 5667 o6pa:qon
JreKapcTBeHHhrx cpeAcTB Anr [poBeAeHr4t 9KcnepTr.r36r r.rx KaqecTBa:
- rro [oKa3areJurM, ycraHoBJIeHHhrM HopMarl,IeHoft goryuenraqr,rei (na 6are la6oparopnrrx
KoMnneKcoB n Se4epanurrrx orpyrax) - 2926 o6pas\on;
- c EcrroJrr3oBaHxeM Hepa3pyrlaroqux MeroAoB (ua 6aae [epe.4Br.rxHbrx 3Kcnpecc -
ra6oparopr.rft) - 2747 o6pazery.
B paurax $egepanruoro rocyAapcrBegHoro HaA3opa n c$epe o6paqenr,rx JreKapcrBeHHbrx
cpeAcrB n l-v nonyroluu 2020 roAa [oATBepxAeHo coorBercrBne ycraHoBneHHhrM
rpe6onanuru K KaqecrBy B orHorrreHr4r,I 5 546 o6pasaoB JreKapcrBeugLrx cpeAcrB, r,r3

KOTOpbTX:

- 2 805 o6pasqon flo [oKa3areJrrM, ycraHoBJreHubrM nopuarurHoft 4oxyuenraqueft, na
6ase na6oparopuhrx KoMlJrexcoa n $e4epanbHbrx oKpyrax;
- 2 741 o6pareq c ucloJrb3oBaHr.reM Hepagpyrrratorurx MeroAoB na 6ase nepeABr,rxHbD(
oKcnpecc - na6oparopraft, r r.v.: EI,IK - cnerrpoMerpra - 2 629 o6pa:qon; PAMAH-
cneKTpoMe'rpau - ll2 o6pasqoe.
Bcero s l-u norryro4un 2020 roAa B pe3yJrbrare ocyrlecrBJreHvr {re4epa-urnoro
rocyAapcrBeHHoro HaA3opa r c$epe o6parqenlrr BhrrBJreHo 8 naprufi g cepr.rfi
8 roproeux Ear4MeHoBaHr.Ift .nerapcreeuubrx cpeAcrB npoMhrrrrJreHHoro npor.r3BoAcrBa,
He coorBercrByrotrlr4x rpe6oaanurv uopLarnnnoft AoKyMeHTarrrru, u 16 o6pasqon
JIeKapcTBeHHhIX [penapaToB, crIeKTpEr KOTOpbTX He COOTBeTCTBOBUUTT{ CTaHAapTHbrM, B T.rr.:
EI4K - cneKrpoMerpr{r.r - 15 o6pa:qoa; PAMAH-cnexrpoMerpr,rr - I o6paseq, uro
o6ycnoaralo [poBeAeHr,re Ao[oJrH[TeJrbHrrx ucnuranufi .

B csq:u c rloJrfreHaeM 3aKJIIor{eHai srcneprnofi opranzoaqrlrr o HecoorBercrBt4lr
JreKapcrBeHHhrx cpeAcrB ycraHoBJreHHbruT pe6oraHu.aM K r,D( Kaqecray poc:gpanna,q3opoM
npururrbr pelreHrrr o6 ug.nsrvn r{ yHurrroxeHr4u 8 naprufi 8 cepr.rft g ropronrx
HAI'MCHOBAHI,Ii ACAO6POT<AqECTBEHHIIX JIEKAPCTBEHHIIX CPEACTB NPOM6IIIUIEHHOIO
IIpOTT3BOACTBa.

B cssgu c tlocrylJleHl4eNr e l-M noJryroAur,r 2020 r.3KcneprHbrx gaxnroqenNfi
ofFy <I4MIISyAOCMII> Poc:4paana4ropa o BrurBrreHHoM HecoorBercrBr.l4 Kar{ecrBa
JIeKapcrBeHHErx cpe.qcrB tpe6oranruu, ycraHoBJIeHHrrM HopMaTr.reno[ 4oryrr,renraqueft
npou:eo4urelefi (za-aa HeBocnpor,r3BoAl{MocTr,r MeroAr4K, OIxU60r B pacqerHErx
Qopnrynax, orcyrcrBnr KoMMepqecKr4x npeAroxeHufi no craHAaprHhrM o6pa3rlaM,
pacxoAHbrM Marepr.r€uraM u flp., rlpeAycMorpeHHbrx EopMarannoft goryuenraqrei)
Poc:4panua4sopoM HalpaB neso 2 3anpoca a Munsgpar pocczn o flpeAocraBJre'r.rr{
pasrxcneuuft o Heo6xo4r.rnrocrl,I BHeCeHr,rq fisN{eHeH[fi B HopMarr.rBuyro AoKyMeHTarIaro
npor.r3BoAr,rrenefi (gepxare.let peruc'rpaquoHHhD( yAocrorepenufi). B cnrsn c norryqeHr,reM
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pas}'s.cP'eHvs. Mrans4para Poccuu o ueo6xo4uvocrl,I BHeceHuf, lrgNaeneHufi e HopMarr{BHyrc
AoKyMenraur.rro Poc:gparna4sopov uu$opnupoBaH .qeKirapaHT neKapcrBexuoro cpe,qcrBa.
Bruglennrre HecoorBercrBll{ ycraHoBneunrrna rpe6oaaHl,rtM K KaqecrBy rro noKa3areJrrM
pamKr.rpyrorcr cJreAyroulrdM o6pasorra:

npoMbtuu e HHo e npous e o d c meo

floragare;rr HecoorBercrBxt I -e nonyrogue
2020 rota,%o

KoruqecreeHHoe onpeAeneHHe 18
flocropounue [pr.rMecr.r 9
Mexanuqecxue B(Jrroqenrlt 9
lloarltrnocT r 9
Mapxuponra 9
flpo.rue 46

Hecoo:ragrcrsue ycraHoBlenHrtrrt T pe6onaHr,trM K KarrecrBy JreKapcrBeHHbD( npenaparoB
anreqHoro u3roroBJreHl,It n l-na norryro4uu 2020 r. He BEUIBTIeHo.

(Dedepantuuil zoqtdapcmeenuotrt uadzop c cQepe o6pa4ewun nenapcmseanux cpedcme
nocpedemeou cofinndetufl cyftbeKmortu o6pat4enan neKapcmaeHHbtx cpedcms
ycmflHoaneHHux mpedoeaa urt x yn aamoucea um neKapcmaennux cpedcme

@axruqecrra 3a 6 MecrrleB 2020 r. r{Hxqrrl4poBano npoBeAeHr.re 10 nranosrrx [poBepoK u
3aBeprxeHo I I nranosHx [poBepoK, B ToM qr4cJre I n.iranosa.s [poBepKa, naqaraq s 4-v
KBapr,ure 2019 roga, cpoK npoBeAeHr.rr Koropofi npo4n€n B cBr3r,r c [poBeAeHr4eM
gKcrrepru3br oro6pannux o6pa3uoB neKapcrBeHHhrx cpeAcrB.
B coorsercrsuu c rr. "a" rr. 3 flopyrreHnr [peAceAareJrr llparr.memcrua poccuficrcofi
@e4epaqur.r or 18.03.2020 Ns MM-r36-1945 npore4eaue 8 nnauonux uporepor 6rIno
[pnocraHoBJreHo; n galraefiureM BbrrxeyKa3aHHbre 8 Manoslrx nponepor 6rrau
3aBep[eHbl B coorBercrBlrfi c II. 9 nocranosrenux flpanrareJrbcrBa Poccraficxofi
@e4epaqur,r or 03.04.2020 J\! 438. Taxuv o6pasoM, 3a rlcxrrroqeHaeM rrpoBepox,
3aBeplrreuHbrx B coorBercrBltl,I c noJIo)KeHr4tMI.t [ocraHoBJreHI,Ir flparu.reltcrna
Poccuficrofi @e4epaquz or 03.04.2020 Ns 438, Saxruvecxu sa 6 uecrqen 2020 r. 6stv
npoBeAerGr 3 unanosrre [poBepKr4. Hapyruenxfi IIo AaHHoMy BlrAy HaA3Opa s orqeTnoN4
[eplloAe He BbItBJreHO.

B peeyarrare BHenJraHoBErx fipoBepor, npone4€unrrx B nepBoM rroJryroAnr{ 2020 rorc
ycTaHoBneHo ycTpaHeHI,Ie cy6lerrarrau o6paulenr.rx neKapcTBeHHErx cpeAcTB napyruenrEft
o6qga:reruHrrx rpe6oeauuft .

llpz npoaegenru{ [poBepoK co6lrc4extr ycraHoBJreuHhre npr.rKa3aMr.r cportr.
Peeyavraur npoBepoK ropr.rAnqecKr.rMr,r nrlqaMr.r ne o6xanoaarficr.
Meprr flpo(ypopcrofo pearupoBaHr.rr B cBr3r,r c HelpaBoMepHbrMn Aeftcrs]ul4fi
Poca4panuag:opa B orqerHoM KBapr,IJre He flpr.rMex Jrrlcb.
3anpocu B opfaHbr flpoKyparypbr, r4H6Ie rocyAapcrBeHHbre opraubr no Borrpoc€lM,
cBr3arrHhrM c co6arogenaeu cy6texrauu o6panlenza JreKapcrBeHEbrx cpeAcrB
ycraHoBJreHHhrx rpe6oeanr.ri x ynuv:roxeHr{rc JreKapcrBeHHhrx cpeAcrB, B orqerHoM
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KBapTaJre He HanpaBJrrJrr{cb. Pa36rcHeHr.rr IIo BonpocaM BhrrBJreHHhIX HapyIUeHI,rfi lr
lpr{MeHeHr4rr 3aKoHoAareJrbcrBa PoccuficKoii oeAepaq}rr.t B ooracTl,I coomoAeHut
YCTAHOBJICIIHbIX TPE6OBAHI,Ifi K YHI4qTOXEHI4IO NEKAPCTBEHHbIX CPCACTB B AAPEC CY6bCICIOB
o6pauleHfir JreKapcrBeHHbrx cpeAcrB He Ha[paBJrrJrucE.

3arnnexur u o6parlenux fpzD(AaH, coAepx(aque cBeAeHr,rr o HapylreHu I,t

cy6rerraur.r o6paqenr.ra JreKapcrBeHHbrx cpeAcrB ycraHoBirerrHrlx rpe6onaaufi r
yHr.rqroxeHuro JreKapcrBeHHbrx cpeAcrB, I nonyro4r.ru 2020 r. r Pocsgpanxag3op He
flocryIl{rJrr4.

B rtfiopoanot il Ko Hmponb Ka.tec msa nenapcmneHHbrx cpedcme

Brr6opovnrrfi KoHTpoJrb KaqecrBa JreKapcrBeHHhrx cpeAcrB B coorBercrBt4r4 c
@e4eparrnrru 3aKoHoM or 12.04.2010 Ne 61-O3 <06 o6parqeHtrr rreKapcrBexrrBrx
cpeAcrB) r.r rpr4Ka3oM Poc:gpanna4s opa or 07 .08.2015 Ns 5539 Brurroqaer s ce6x:
l ) o6pa6orry cBeAeHai, n o6sgareruHoM [oprAKe rrpeAocraBnrelrrrx cy6rertarur,r
o6patrleHlr neKapcrBeHHbrx cpeAcrB, o ceprllrx, rraprrrJ{x JreKapcrBeHHbrx cpeAcrB,
rrocry[arcur4x B rpaxAaHcKufi o6opor s Poccuficrofi (Degepaqzu;

2) or6op o6pasqor JreKapcrBeHHhrx cpeAcrB y cy6rerroo o6palleazr JreKapcrBeHHbrx

cpeAcrB B rleJrrx npoBe,qeHn r ucnrrrauufi Ha coorBercrnr.re rpe6onaxzxu noplaaruanofi
AOKYMCHTAIIITI4;

3) npuamNe rro pe3yJrrTaraM [poBeAeHEbrx r4crrbrranuft perueunx o 4aauretrueu
fpaxAaHcKoM o6opore coorBercrByroulero neKapcrBeHHoro cpeAcrBa;

4) npuunue yloJrHoMoqeHnrrru Qe4epanbHbrM opFaHoM r4cloJrurlrelruoft BJracrr.r

perrrenwr o nepeBoAe neKapcrBeHHoro cpeAcrBa ua nocepNftxrrfi nrr6opouxrrft KoHTpoJrb

KarrecTBa JreKapcTBeHHbrx cpeAcTB B cryqae [oBTopHoro BbrrBleHr,tr HecooTBeTcTBr.It

KarrecrBa JreKapcrBeHHoro cpeAcrBa ycraHoBJIeHHbIM Tpe6orauuau n (npn
Heo6xoAnMocru) o uponepre cy6terra o6parqeru.rx JIeKapcrBeHHbIx cpeAcrB.
3a 1 norryro4ue 2020 ro,q a Poc:4paBHaA3op rlocryn[Jll4 cBeAenut or 563 opraxrsaqNi o
BbrnycKe B rpaxAatcKr,rft o6opor 1436ll cepufi 11958 rleKapcrBenHblx cpeAcrB s 10190
cepuit 955 Sapruaqerrauecxux cy6cmnqufi .

B xo4e ocyxlecrBJrer{nr nrr6opo.troro KoHTpors KaqecrBa reKapcrBeHHlix cpe4crn ta 1-e

rorryfoAr.re 2020 rola:
l) npone4en or6op 12480 o6pa:qoa.nexapcrBeHHbrx cpeAcrB Arrr rpoBeAeHus ucrlc;trasuir
rlx KaqecTBa:

- rro noKa3areJrrM, ycraHoBJreHHErM HopMaTr4BHofi AoKyMeHTarIr4ei (na 6are na6oparopHhrx
KoMnrrercoB r Se4epanurrrx orpyrax)- 4827 o6p*zua;
- c lrcrroJrb3oBaHueM Hepa3pyrrrtuoqfix MeroAoB (na 6ase nepeABr{xHblx gKcnpecc -
na6oparopufi ) - 7 653 o6paz\a.
B parr,rxax au6opovnoro KoHTpoJu KaqecrBa JreKapcrBeurrbrx cpeAcrB B 1-M noJryr'oAnu
2020 rola rroATBepxAeHo coorBercrBr,re ycraHoBrreHnrru T pe6oaan[rM K KaqecrBy 13062
o6pa3qoB neKapcrBeHHbrx cpe.qcrB, r43 Koropbrx:

- 5409 o6pa:qoB rro [oKa3areJrrM, ycraHoBJreHubrM HopMarr.rnnoft gorynaenraqNefi, na 6ase
ra6oparopxrrx KoMrrJreKcoB r $egepalurlrx oKpyrax;
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- 7653 o6pa3rloB c r{cloJrb3oBaHr4eM Hepa3pyrxarcqrax MeroAoB Ha 6a3e nepeABr{ngbrx
eKcnpecc - na6oparoplrfi, n.r.v.: EI,IK - cneKTpoMe,rpr4u - 7314 o6pasqon; PAMAH-
cneKTpoMerpnu -323 o6patqa, c ucflotlb3oBaulleM ra3oxpoMarorpaQr.rvecroro KoMrrJreKca
(|II4A) - l6 o6pasqon.
Bcero s I -u nolyro4uu 2020 roAa B pe3yJlrTare ocyqecrBJreHrur nrr6opovuoro KoHTpoJr{
KaqecrBa JreKapcrBeHHhrx cpeAcrB BhrrBJreHo: 61 naprut 59 cepui 45 ropronrrx
Har4MeHoBaHr,tf lexapcrneunrrx cpeAcrB npoMbrrrureHnoro npor.r3BoAcrBa, He
coorBercrByroqrax rpe6onauflrM HopMarunnofi goryrrleuTarlr{r{; 8 napunfi 8 cepufi
6 ropronrrx Har,rMeHoBaHnfi ue4o6poKaqecrBesHhrx neKapcrBeHHhrx npenaparoB
arrrer{Horo r.r3roroBJreHr.rr fi 17 o6pa:qoB JreKapcrBeHHbrx flpenaparoB, c[eKTpEr Koropbrx
He coorBercrBoBaJrr{ craHAaprrbrM, B T.q.: EI4K - crreK,rpoMerpriw - 16 o6pa3rloB;
PAMAH-cnexrpoMerpr.ru - 1 o6parer-1, uro o6ycnoruJro npoBeAenr,re Aononnr.rreJrbHrrx
ncnr't'tantni,t.
B cnqg[ c [oryqeHr4eM orpr.rrlareJrluhrx saKrro.reHr,rft excuepnrofi opraHr,r3arlrrr4 o KaqecrBe
neKapcrBeHHrrx cpeAcrB Poc:4parna4soponr flplrHrrEr perrreulu( o6 vtstlrTvwt vl

yHnrrroxeH[r.r 69 napruft 67 cepui,t 51 ropronoro Har,rMeHoBaHr{f, ne4o6poxavecrnennrrx
JreKapcTBeHHbrx cpe,4cTB.

B xoAe ocyulecrBJreHux nrr6opo.*roro KoHTpoJrr KarrecrBa JreKapcrBeHrrErx cpe4crn:a I
noJryroAxe 2020 roxa;
- B CB-S3U C nOBTOpHbIM BbIqBIeHI'IeM HeCOOTBeTCTBI.I' JIeKapCTBeHHLIX CpeACTB

ycraHoBJIeHHbrM Tpe6oBaHI,ItM Ha flocepufinui BbI6opo'rHLIfi KoHTpoJIb KaqecrBa

nepeBeAeHo 1 3 ropronrrx HaI4MelIoBaHI,Ifi leXapCrnenHblx cpeAcrB;

-cHrro c nocepr.rfinoro nrr6opovnoro KoHTpoJIt KaqecrBa l0 ropronrrx nauMeuosaHuft

JreKapcrBeHHbrx cpeAcrB.
B csxsl4 c rrocrytrJleHlreM B orqerHoM [ep?IoAe gKcrreprHhlx saKrroqeul'Ift

OfEy (IIMII3yAOCMIb Poc:gparnagsopa o BbuBJreHHoM HecoorBercrBr.ru KaqecrBa

JreKapcrBeHHbrx cpeAcrB rpe6onanlulr, ycraHoBJIeHHhIM HopMarurnoft 4oxyrr,reuTalllref
npor.r3BoAI,ITeJIeft (lrs-sa HeBoc[poIt3BoAI'IMocr]l MeroAI.rK, olur,r6oK B pacqerHrlx

Soprvrynax, orcyrcrBl4t KoMMepqecKID( rIpeAJIoxeHI4i no craHAapr6rrlrl o6pa:qau,
paCXOAHbTM MaTepr{aJIaM u np., npe.ryCMoTpenuhrx HopMaTI,IBHOfi AoKyMeHTaII}Iefi)

Poce4panua4ropoM Ha[paBneuo 13 3arlpocoB r MIans4pas Poccua o npeAocraBJIeHIcLI

paSrrcneuui o neo6XOguttlocTll BHeCeHIIt I43MeHeHxfi B HopMaTI,tBIryIO AoKyMeHTaIIurc
npor.r3BoAl{TeJleft (4epxareneft perl4crpaqltoHubrx yAocroBepeH[fi ).
B cg.sgr4 c fioryqeHxeM 15 pasrrcnenraft MunsApara Poccux o neo6xoAuIr,tocrl4 BHeceHwI

usMeHeHufi B HopMarLIBHyro AoKyMeHTaIII4Io Pocogpanna4soporr'r auQoprr'rnponaxu

npor{3BoAr{TeJrr.r JreKapcrBeHHbIX cpeAcTB (4epxarelr.r pen4cTpaql{oHHLlx yAocroBepeul'Ift)'

BuqsreHHrre HecoorBercrBr4f, ycraHoBJreHnrrv rpe6oraHlltM K KarlecrBy rlo [oKa3areJltM
paHxr,rpylorcf, cJreAyloulllM o6pasorra:

flora.sarem HecoorBercrBllt

Korr.rqecrnennoe orrpeaeJreHI{e

npoMdutneHHoe



flocroponnue lp]rMecr.r '7 1

OnucaHr.re 11

Mexanr,Hecrne BKrroqeHr4s

Eelor 51

Pacrnopeuue 4,4

llpovne ??5
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anme4Hoe u3zomoaneHue
flora-sarem HecoorBercrBr,rt 1-e norryrogue

2020 rona. o/o

Mapruporxa 100

Bogttroxnsre npqrruubl Bbrr^Bre* s, n o6parqennrl nego6poxauecrBeHubrx JreKapcrBeHnbrx
flpeflapaToB co cTopoHbr npor43BoArrreJrefi reKapcrBeHHErx cpeAcrB:

I . Hoprvraruanaa AorgrMeuTarlrir coAepxlr r{eroqHbre MeroAriKr4, orun6ru,
rrpeAycMarpnBaer [crroJrb3oBaHr,re flpu uc[brraHfirx JreKapcrBeHHhrx cpeAcrB
orcyrcrByrorul4e B KoMMepqecKoM o6opore peaKTlrBbr, craHAaprbr;

2. flpone4enue ncnhrranlrfi :lexapcrnennrx cpeAcrB cJIyx6aMI4 KaqecrBa
npou3BoAr.rrenefi 6e: yqera MeroAHK, yrBepxAeHHbrx npll rocyAapcrBeHHofi
pervcTpaq[u JIeKapcTBeHHbIx cpeAcTB;

3. Heco6nrogeHlte rexHoJrorI4I,I [potr3BoAcrBa JIeKapcrBeHHbIx cpe.{crB;
4. Ycraperuee rexnoJlonlqecxoe o6opyAoBaHI'Ie;

5. Hapyureuue ycJroBl,tft xpaneul{rl tr rpaHcflopr[poBKll JIeKapcrBeHHbIx cpeAcrB.

Pocs4paenagsoporra HanpaBJIqJII4cE rrpeAnncaHl'It o [peAcraBneHll{ orq€roe o

nporeg€nnrrx paccJreAoBaHl.urx no $arrana BbuIBJIeHIlrl ne4o6poxavecrBeHnbrx

JreKapcrBeHubrx cpeAcrB. HeAocramn [peAcraBJr{eMux o'rqeros:
r $oprr,ranurutfi no4xog x rax pa:pa6orKe: orpaHr4lrennuft nepevenr npore4€unrrx

ueponpNrrufi;
. oTCyTcTBr{e KoMnJIeKCHOTo [OAXoAa K oUeHKe ifaxra BbItBJIeH]It

ne4o6poxauecrBeHHoro JleKapcrBeHHoro cpeAcrBa (npoz:no4Iarenelr He

npoBoAlrrct npoBepKa AocroBepHocTlr LIHQopMaIII4IT; oTcyTcTBlIe ucqepflblBaloql4x
Mep no ycraHoBreHho npn'rur)

. NPEAOCTABJIEHI,IE O,qHOTI'NHOFO OTqC'TA B CJIYqAE BbI'BJIEHI'I' HECOOTBETCTBLI'

HecKoJrbKHx cepafi 6es pacul{peHltt flepeqH.g Ir,reponprurufi ]r npI'IMeHeHI{t

AOIOJTHI4TeJI6HbIX Mep;

O H€ ITHI,IqUI{PYETC' OT3bIB JIEKAPCTBEHHbIX CPEACTB, HE NPI4HI{MAIOTC' PCTIEHfi' NO

npeKpax{eHr.rro Aeitcrrivr AeKJlapaqrft o coorBercrBlir4 (cepru$rararon
coorBercrBr.rr) r.r rraeprr IIo onoBeuleHuro cy6texroB o6parqeEllt JIeKapcTBeHHbD(

cpeAcTB o Bo3BpaTe [poAyKIII4I4.
B l-rra norryro lnu 2020 roAa no o6pauleuu-rrra fparKnan, coAepxanlllM r.ruQoprraaqr'rro o6
yfpo3e BpeAa xr,r3nrr lr 3AopoB6Io rpaxAan B coorBercrBlln c npI{Ka3oM Pocsgpaana4sopa
or 07.08.2016 Ns 5539 <06 yrnepxgenraa llopx4ra ocyulecrBJleHfit Bhl6opor{Horo
KOHTpOJT' KarrecTB€r JreKapcTBeHHblx cpe,qcTB Ens. MeAItIII4HcKoro flpLIMeHeHIu>

opraHr{3oBaHo npoBeAerrle ncnrrranuft B orHoIIreHLII4 I nauMenosax}rt neKapcrBeHHoro
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lpeflapara' orHoctuleroct K rpylne JIeKapcrBeHEhx cpeAcrB, BXoA{uIIrtx B IJIaH
Bbr6opoqHofo KoHTpoJr.fi KaqecrBa JreKapcrBeHgbrx cpeAcrB Ha 2020 roA. KpoMe roro, npa
npoBeAeHr4r4 nu6opovHoro KoHrpoJrr Kar{ecrBa reKapcrBeHHhx cpeAcrB y 2020 rogy 6utm
yqreHbr o6paulenlr-r, Kacarcqrlecr 17 Hat,rmenosanuft nerapcrBeHHbrx [perraparoB,
Koropble BXoAtr r 12 rpynn JIeKapcrBeHHbIx cpeAcrB rurana arr6oporrHoro KoHTpoJtt
KaqecrBa neKapcrBenHhrx cpeAcrB ua 2020 ron.
I,Is oro6pauuux o6pasqoa JreKapcrBeHHbrx cpeAcrB B orqerHoM nepr4oAe:
-rIoJryqeHLI [oJIoxr{TeJIbHhIe sKcneprHbre 3aKjrroqeHr4rr B orHorrreHr.tl{ 56 o6pasqon 20
ToproBhrx HaaMeHoBanr4fi lexapcrnerrHbrx rpenaparon (2019 r. - l7 roproarrx
HarlMeHoBaulrft), r rorr,r qnctre Ha 15 o6pa:qoa 5 roprouux HaJ,rMeHoBaur.rfi lerapcraennrrx
npenaparoB, [poBepeHHhrx Hepa3pyrliuour,rMrr Mero.qaMr.r na 6a:e flepe.qBr,txHbrx
la6oparopufi;
-HecoorBercrBge ycrauoBJrennrtu'rpe6onanrlrrM K KaqecrBy He BBrrBneHo

r. - 2 roprosgx naulreHoeag[s).
IIo cocroxnnro sa 30.06.2020 Ha 3rarle oKcneprlt3hl HaxoAtrct 3 o6pa:qa
ToproBoro Har4MeHoBaHI4t JreKapcTBeHHoro flpelapara.
B csqgu c Bbrf,BJreH[eM ne4o6porauecrBeHrrofo npeflapara <ffurnot]oqun)) npoLI3BoAcrBa

AO <<Daprr,racur{Te3)), uc[oJrb3yeMoro AJu neqeHl,Irr oHKoJIof]IqecKLIx 3a6oreBaHllft,

Poc:4panna4:opoM HarIpaBJIeHa I4HSopMaIIut B MllHnpoutopr Poccun.
Mepu flpoKypopcKoro pean4poBaxl4t B cBt3u c HelpaBoMepHhlMlr I.eircrBrlr,Mtt
Pocrgpanna4aopa B orrlerHoM nepl4oAe He rlpuMeHtJllrcl.
I4u$opuaqr.rr o rplrHrrblx peuteHl,Iqx pa3MeureHa Ha caftre Pocsgpannagsopa (py6pr'6a

<<Jlexapcmennble cpeAcrBtD)/ pasgel (HHOopMaIII4ouuue nucrua>).
Pexonrex,4yeubre Poc3ApaBHaA3opoM Mepbl IIo o6ecne.IeHHlo KaqecrBa JIeKapcrBeHHhD(

npeflaparoB, BBoAI'IMIIx B rpaxA€trlcKraft o6opot:
. rrpoBeAeHLIe KOMIIJIEKCHbIX PACCJIEAOBAHI4I,I $aloon BbI'BJIEHI,I'I

HeAo6poxaqecrBeHHblx JIeKapcrBeHHbIx cpeAcrB' rlo3BoJltloulltx B 6ylyurerra

rlcKJrK)qr{Tb nOrropxrrfi BbIrrycK JIeKapcTBeHHEIx cpeAcTB' He cooTBeTcTByIolIIltx

ycraHoBlreEHbrM TpeooBaHttM K KaqecrBy;

[epecMoTp xopvarrarnofi AoKyMeHTarIlu npor43BoArlTeJrr, KaK poccgllcKoro, TaK a

c rIeJIbIo BbHBJIeHI,I' BO3MO)I(HbX HeAOCTaTKOB HOpMaTIIBHOI4

(oneuator, uetoqnocrefi MeroAlIKI4' HeBocnpoI'I3BoAI4MocrLI

MeroAr4KI4, :aaJwrrttr. craHAayrHhlx o6pa3IIoB, (orophle He npol{3BoAflTcri 14 Ap.);
. [cnoJrb3oBanue o6qeupr{Hrrbrx MeroAoB aHiul[3a (rpe6onanufi locy4apcrnennoi

(Daprvraxoneu) npr.r paspa6mKe HopMarfiBgofr 4oryt'tenra4',,J.1l !JIr' BBeAeHI{t B ooopor
HOBbTX JreKapcTBeHHbIx flpenapaToB (nepBllqHas peruIcTpaqut, II3MeHeHHUUI

TexgoJrorur u flp.); It36eraHl,le MeroALIK, KOTOpbIe BbI3OByr CJIOXHOCT1I npq 14X

Boclpon3BeAeHvftt B paMKax rocyAapcrBeHHoro KoHrpo Ir'. rrpu o6palueHl'rl'r B

fpaxAancroM o6opore, a raKxe na6oparopnoro o6opyAoBaH[t, He BKJIaqeHHoro B

peecrp cpeAcrB ustrlepenufr, rl peaKfl,tBoB, craHAaproB, Koropble He Bblrrycrcuorcq Arrt
KOMMepqecKoFo I,IcnoJIb3oBaHr,Ifl v, np,

. He$opvalrnufi noAxoA K npoBeAeHr4rc paccJleAoB:rnui npravun Bo3HLIKHoBeHLI[

OT(JIOHCHLIH B KAqECTBE;
. pa3pa6orKa AeficrBenHofi nporpaltutr rr,reponpuarui, c onpeAeJIeHI'IeM cpoKoB I4

(20re
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r.rHocrpaHHoro,

AOKyMeHTaIInU

orBercrBeHHbrx JILrq, no3Bolrtrcnlefi n 6yayruernl l,IcKrloqqrb nonropuufi BbI[ycK
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JIeKapcTBeHHbIX CpeACTB, He ooOTBeTCTByTIIID( ycTaHoBJIeHHhIM Tpe6OBaHr{rM K

Kar{ecTBy;

' o6yvenze fiepcoH€ula uIJIropr{TMy Aei4c'tr,uir [pri BhurBJrenuu ne4o6porauecrBerrubrx
JIeKapcTBeHHbIx cpeAcTB LI Bo3HIIKHOBeHLIII HeCTaHAapTnrrX Curyaqzfi .

Boiava patperaeHafi Ha eeod e zpaucdaHcKuil ofiopom o Poccuficxofi @edepa4uu cepuu
uru napmuu npoutaedennoeo e Poccuficrcort @edepaquu uJrn 66osuJnozo e PoccafictEto
@edepa qun un wy no6 uonoz uqecKozo neKapcmaeHHozo npenapama
C 29 uot6pt 2019 rola Bcry[I4n B AeficrBxe @egepanrnrri 3aKoH or 28 nor6px 2019 roaa
Ns 449-@3 <<O sHeceHr,rt ll:rr,renenufi B orreJrbgbre 3axogorareJrlubre aKT6r Poccuficroi
@e4epaqlrlr rro Bolpocy BBoAa B rpax4axcr<ufi o6opor JreKapcrBeHnLrx flpeflaparoB AJr-f,

MeAr.rqr.rxcKoro flplrMeueufiD). Vxagannsrft 3aron 6rrn parpa6oran c rleJrblo rlprBeAeHut
3aKouoAarenbcrsa PoccuficKoi OeAepaqnr.r B coorBercrBlrr4 c 3a(ouoAar:erucrsoM EA3C
r,r B coorBercrBr{r.I c nptMbIM nopyqenldeM llperugenra PoccNficrofi (De4epaqlu B.flyrr'rna
o co3AaHLtI{ eS$errunnoro MexaHr.r3Ma (BhrrrycKHoro> (oHTpoJIt JIeKapcrBeEHhIx cpeAcrB,

flocryrrarcqux B rpaxAaHcKl.ri o6opo'r (rrynxr 2 flepeunx nopyvenrafi flpesu4enr:a

Poccnficrcoft @e4epaqr.rn or 30.04.2016 No flp-812). flocraxosreuraeu flpaararellcrea
Poccnficxofi @e4epaqr.ru o"r 24.04.2Q19 Ns 489 (O BHeceHI4I,I tlguesenuft B nocrarIoBJIeHI'Ie

Ilpanurelrcrna Poccuficxofi @e4epaqr.rn or I 4exa6pr 2009 r. Jtlb 982> rleKapcrBeuHble

flpenapaThr BbrBeAeHhr ,r3 fiepeqH{ flpoAyKur{n, no4rexaqefi o6sgarellnouy
noATBepxAeHI{Io cooTBeTcrnlx. Bnegenue HoBoro rroptAKa BBoAa JIeKapcTBeHHbIx

npe[aparoB B rpaxAaHc(I{fi o6opor crturo Bo3Mo)KIr6IM ToJtbKo nocJle rIoJlHoIIeHHoro

BHeApeH[r B npaKTr.rKy pa6oTbr rrpor'r3Bo,4qTeJrefi Tpe6oBaHl,ri uaAlexatqei
flpor.r3BOACTBeHHOfi [pa1Tl,rru GMP, BBeAeHIIt I4HcTI4TyTa yIIOnHoMOqeHHbIX n14q nO

KaqecrBy vr pa3Bvr.rus, rocyAapcrBeHnoft cucrevrr KoHTpont KaqecrBa JreKapcrBeHHblx

cpeAcrB.
C 29 voa6pt^ 2019 roAa r,rMMyHo6r,roJron4qecKl{e JIeKapcrBeHHbIe npe[aparbl BBoAtrct B

rpaX4ancXr.rfi o6Opor Ha oCHOBaIIIIII paSperuenuft Pocs4parna4Sopa' KOTOpbIe BbIAaIOTct

"t.nu""o 
<llpaeu.n BbIAaqu pa3pelxeHl{t Ha BBoA B tpaxAaHcKlIfi o6opor cep;atr vlrv

flapTtlt1 I,IMMyHO6LroJIOruqeCKorO JreKapCTBeHHorO npenapaTa' BbtAaqn 3aKIIoqeHI'tc o

coorBercrBr{r{ cepr4rr. r4rrtr flaprrdlr r,rMMyuo6l,roJloruqecKoro JreKapcrBeHHoro flpefiapara

Tpe6oBaHI,ItM, ycTaHoBJIeHHbIM npl{ ero rocyAapcTBeuHofi pefl'IcTpaIlrl4)' yCTaHoBJIeHHbIx

nocranosfieut,teM flpaBllrelbcrBa PoccuicKofi OeAepaqvrrr o t 26 Hof,6pt 2019 r. Ns I 5 l0
(o noprAKe BBOAa B rpaxAaHcKr.rft o6opor JreKapcTBeHHbIx flpenaparoB AJI'

MeA[rlrrHcKoro flpr,rMeHeHI4D). Pa3perrreur,rr Poc3ApaBHaA3opa BHAaIorct Ha ocHoBaHlllr

3aKJrroqeHl,tft $e4epanrnrrx rocyAapcTBeHHhlx na6opaTop[fi nocJle rrpoxoxAeH1at

gKcflepT14ghl KaqeCTBa v AHguI43A npeACTaBneHHhIX AOKyMeHTOB' CeeAeHI'Is O

pa3perxegr.rrD(, BbrAaHHbre Poc:gpanxa,qroporr,r Ha BBOA Ceptara r4lrr4 napTI,IpI

r,rr"rnyno6lonoruqecKoro neKapcrBegHofo npefiapara' pa3Meu{alorct s AL|C

Poc:4panua4:opa I{ Ha cafiTe PocaApaBHaA3opa.

fIoc.raHosIeHLIeM lIpaBI,treJIbcTBa Poccuficrofi @e4epaqnn oT 26 Hoflflps, 2019 ro4a Ns

l5l0 npeaycMoTpeHo, qro rpI,I orcyrcrBr4n s Atr4C PocsgpanHagsopa cBeAeHIrfi o

pa3pelreHtrr.r, BbTAaHHOM POCS4panHageopou Ha cepulo trru [apTI{Io

uurvryno6r.ro;rorl4rlecKoro JIeKapCTBeHHOfo npeflapaTa, B TeqeHl'le 5 Asei [oCJIe

[ocTylJreHr.rr cseAeHuft, [oATBepXAaIoxII4x HaiILIque AaHHofi cepl4ll B lpax.qaHcKoM



o6opore, Pocs4paanagsop BrpaBe rrpr4urrL pelrenrle o npeKparrleHun o6paulerur AaHHof
cepur [pefiapara Ao flocrylJreunr neo6xo4nuux cae4enufi. C 29 nox6pt 2019 roga
3aKOHHOCTb HaXOXneHr.lr CepIjU uru IIapTfin JreKapcTBeHHoro npeuapaTa, flocTyflarcrqero
B MeAAIIT{HCKyrc OpfaHLI3aIIVtrO vurut po3Hr{rrHyro anTer{Hyrc ceTb, MoxHo npoBepr{Tb rrepe3

o(puqr,ra.nunri cai,n Pocs4panua4sopa www.roszdravn adzor.ru, rAe r,rMeerct
cooruercrayrorqraft enempounrrfi cepBlrc <<BsoA JreKapcrBeHHbrx flpe[aparoB B

rpax4aucrrai o6opor s Poccufi crofi (De4epaqnu>.

Anre.rHat opraul{3aqwl [pli npfieMKe roBapa ra ruo6oft rroKyrrareJrb rryrervr o6parqeHr{rr K

AaHHoMy 3JreKTpoHHoMy cepBr4cy na caire Poc:gpaana4:opa Moxer no roproBoMy
Har.IMeHoBaHr.rro I4 HoMepy cepxlr npoBepr,rr6 Hzurnqlae cnegeuufi o ganxoft cepran
JreKapcrBeHHoro flpenapara r nnQopmaquonHoi cncreMe, TeM caMbrM noATBepxAaerct
3aKoHaocrb ero HaxoxAeHl4t B rpax.qaHcKoM o6opore. IIpz neo6xoglrMocrrr 9Tr{ cBeAeHr{f,
Bo3MoxHo pacfleqararb B Qopue rrrnlrcxn. C uorr.reura BHeApeur,rr o6qgarenrnofi c[creMhr
MapKr.rpoBKa JreKapcrBeHubrx npeuaparoB AaHHbIe no Kar{ecrBy 6y,uyr 4ocrynHbr BceM

IroJlb3oBareJl{tr.l llo6r,tlHroro [pI,IroxeHI,Iq.

3a I nonyro4l.re 2020 roaa s Poc3ApaBrraA3op nocryn[no 1358 :aqBneHI'Ii, no pesynrra:rarvr

3Kcneprr{3br rrocryllrBrxl,Ix AoKyMeHToB Pocs4parnag:opoM Bbr.IIaHo 1030 paspelllenr'rfi na

886A B tpor(Aaucruft o6opor cep:zv :nru rraprnlr r,rMMyHo6l,IoJlorldqecKoro JleKapcrBeunofo

npeflapara u 292 orrasa B BbIAaqe pa3pellreH]rfi.

llo pesynrraraM oKa3aul,rt ycJryrl,I no Bblraqe pa3pellleHfifi Poce4paaua4sopov:

-npoBeAeHbr o6o6uenue v anaJflr3 pa6orbr $egepanrusrx rocyAapcrBeHnsrx na6oparopuft,

KoTopbrMr{ ocyulecTBJuercr 3KcrrepTlt3a uuuyno6uolontqecKl,lx JIeKapcTBeHHbrx

flpenaparoB r.r o$oprunrrorcr flporoKoJrrr ucnrrtanufi I,I 3arrloqex[t, [peAcraBJIteMEIe

3arBr.rrersMl,I B PocaApaBHaA3oP;

-[poBeAeHo coBerqaEr.re c lpeAcraBr.rreJr.f,Mr.r segepallnrrx rocyAapcrBeHHLrx

ra6opaTopllfi, FAe npolxJlo o6cyxgenlre pe3ynbTaToB pa6oT6l no AaHHoMy HaIIpaBJIeHuKt;

-npOBeAeHO BI4AeO-cOBeIIIaHxe C npeACT€lBI{TeJItMLl 33 opranra:aqufr, ocyrqeCru*oulnx
BBoA B tpaxAancrufi o6opor I'IMMyHo6I'IonornqecKI'Ix rperaparoB (02.07.2020).

Hara6o:ree qacro Bcrpeqfioulr4Mtrcr npuqr,rHaMll orKa3oB B B6IAaqe paspeurennfi qBJltrorct:

-rop[Ar.rqecK[ft a,Upec sal,BrlTenfl, yra:anHrrfi B 3tltBfienllu, He coBIIaAaeT co cBeAeHr'ItMI'I'

pa3MeulelrHbrMIa r EIPIOJI;
-yKa3brBaeMoe B 3€IIBJIeHuI,I HaLIMeIIoBaH[e rrpeflapaTa (4o:rapOnra, QOprrla nUrryCra,

KoMnJreKTHocrl) ne coorrercrByer cBeAeHI{tM, pa3MeulelrHblM s |PIC;
-flepeMegHat unQopnraqux o kIJIII (nouep cepvu, g.aTa Bblrryc(a, AaTa oKoHqaHI'It cpoKa

roAHocrI,I) yKa3rlBaerct c oIxI{6KaMI{;

-B 3a,IBJIeHI4I,I He yKrBbIBaeTCt HOMep Cepul4 pacTBOpI'ITe[f,, BXOA'UIeTO B KOMnJIeICt

3arrBr.{eMoro npe[apaTa;
-He(oppeKTHo yKa3blBaerct
(nar.ruenoraxue u a4pec);

r.rHOopMaIIut o npolr3BoAcrBeHHblx [JrorIIaAKax

-cBeAeH[Jr o HopMarr4BHoft Aoryrraenraq[r{ BHocrrct He KoppeKTHo: yKa3blBalorc.s roJIbKo

peKBu3r.rrbr Hopuarunnofi AoKyMeHTarILru 6eg rlsN,Ienenufi lrlu n3Ivrenenric x 6eg

peKB 3r,rToB uoprvrarnrnoi AoKyMeHTauxn;
-HoMep 3€rKJrK)qeHLIrI yKa3blBaerc{ He rloJruocrblo lura c ourlr6xalta;
-B 3a{BJreHI.I[ yKa3hlBalorct He Bce HoMepa [poroKoJloB ucnrrraxni;
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-npr{KpenJrrroTcr oaftrbr AoKyMeHToB, He oTHoctuluecr K 3airBrreHHoMy flpe[apaTy.
Zn(f oprr,raql.ra, orpaxarcqar sau6otee qacro Bcrpeqannlr4ecr flplFrlrHbr orKa3oB B BhrAarre

pa:peruexrfi , pa3MerrleHa na cafi:re Pocs4paura4sopa.

(Dedepawaorfi eocylapcmseHnufi nadeop e c$epe odparye un neKapcmaeuatx cpedcme
nocpedcmaoM opzaHuraquu u npoeedeaua npoaepoK cofinrodeHun cyf'oexmuuu
odpauqeuun neKapcmineHHbtx cpedcms ycmauoareHHux mpe6o6aturt K dot<JtuHuttecnunt

ucaryedoeaaun"w neKapcmaeHvbrx cpedcme, t<t uHuvecKrun ucotedoeanunn
n e Kap c m6 e HH brx np e napamo 6.

Bcero ga nepBoe [oJlyroA[e 2020 rom uo AaHI]oMy BIIAy HaA3opa corpy,qHI'IKaMI'I

rleHTp€UrbHoro anlapaTa Poca.qparna4sopa [poBeAeno 13 nporePoK, I43 xoroprur 3

npoBepKr.r [pOBeAeHbi B [IIaHoBoM [optAKe, l0 - eo BHeIUIaHoBoM 10 KoHTpoJIICt 3a

r4crroJrHeurreM paHee BbIAaHHrrx npe4nncanuft .

Cornaqro eXeroAIIoMy nnasy KoHTpoJIbHo-HaA3opHhIx Mepo[pl{ttllfi Poc:4pargaA3opa B

[epBoM rIoJIyIoALrlI 2020 rcrcflo AaHHoMy BI,I.ry HaA3opa IIeHTpaJIbHbIM anuaparorvr 6lrno

npeAycMoTpeHo [poBeAeHI4e 30 nporepoK c IIpI,IMeHeHLI9M pI'Ic(-op]IeHTI'lpoBaHHoi

*o4"n", r,r3 Koropbrx saxrrl.reclcr.r upoBeAeuo 3 nponepxra. opraxlrsaqrla 1l nponepor

6tua saaepureHa Ha ocxoBaHnr{ n. 9 nocranoBJleHl4f, flpanrareascrna Pocclrficrofi

@eaepaqru or 03.04.2020 JS 438 <06 oco6enuocrtx ocyqecrBrleHllf, r 2020 ro,qy

rocyAapcrBerrHoro KoH,rponr (Ea"q:opa), MyHl,IqulanbHoro KoHTpoJIt I4 o BHeceHI'IlI

r,r3MerreHl,It B rryHKr 7 llpanutr noAroroBKll opFaHaMI'I rocyAapcrBeHlloro KoHTpoJlt

(naAsopa) 14 opraHtMl{ MyHl{Irufiiulbnoro KoHTpoJIt exeroAHhlx nIaHoB [poBeAeHI'LI

nJragoBblx [poBepoK rcpl{.quqecKl4x nl4q Ir EHAI4BIT .4ytulbHblx npeA[pnHl4MaTeilefi) (AaIee

- IlocranosleHl4e oT 03.04.2020 Ne 438), B cBt3I4 c HeBo3MoxHocrblo I'Ix npoBeAeHI'It'

ocralrnrre 16 opranr,r:aurafl, n orxoureHlll{ KOTOpbIX uflaHupoB€ull{cb [poBepK[ IIO

AaHrroMy HanpaBJreHr,rrc, 6rr.nu trcKJrroqelibl U3 IUIaHa KOHTpOJIbHO-Ha'q3opHbIx

ueponprE-rTlIi rpI{Ka3oM pyKoBoAnreJlt PocaApaBHaA3opa or 14'04'2020 Ns 2991 (O

"rri""""" 
u:rrreuenuft B rrraH [poBeAeHI.{ [JIaHoBbIx [poBepoK topl'rAl4qecK]ix nnnu n

uslr.rBr,rAyanbHbrx npeArrplrHr,rMarenefi @e4epanruoft cJlyx6bl no HaA3opy n cQepe

.opuuooipu*r"tt ri2o20 roA)), corJrac'o llocranoereHl{Io or 03.04.2020 11i 438.

flo pesyatraraM npoBeAeHHbrx KoHTpoJIbHO-HaA3opHbIX rrleponpurrsfi PocsgpannaAropa

osopu.xeHsr aKTbr rrpoBepoK. flraHoBble BbIe3AHbIe npoBepKli 6LIln npore4eHbl B

oTHorueHr.re rcpr4AtrqecKnx Jruq, oTHeceHIIhIX K CpeAHeMy KJIaCcy pI4CKa. HapylueHl',It

o6t3aTelbHbrx Tpe6oBaulrfi B paMKax AaHHOTO BI'rAa HaA3Opa 6rrnra ycranosfiel15r s 3

npoBepeHHbIX OpraHr,t3al{wrx, ocy IeoTBJItIOUI[X [poBeAeHI4e ItI',IJII',I OpraHI',BaIImo

npoBeAeHrrfl AoK r.rHrrqecKux r.r KJr}rHI'ItIeCKI,IX LICCJIeAOeanufi lexapcTBeHHLIX npeflapaToB

An, MeAtrIlrHcKOrO flpr'rMerrenus. flo pe3ynbTaTaM KoHTpOJIbHO-Han3OpHbIx rr,reponpuffr',ri

BbrAaHo 3 npe.qnacanu 06 ycrpaHeHltr{ BbIfiBJreHHbx Hapyueurfi' arum eHo 29

napylreurafi o6qgareltnrrx rpe6onaxrafi npn opraHI{3aI{I4H IIpOBe,qeH[t AOKJII4HIIqeCKI{X

uccfle,{ogaH[i JreKapcTBeHHbrx cpeAcTB II [p!t opIaHI,Ba\r4[4 u npoBeAeHI4I4 K]II'IHI{IIeCKI{X

uCCJTeAOBaII1lft JIeKapCTBeHHLIx flpe[apaToB AJII MeAI'IquHcKorO [pI'IMeseHI'It' Pe3yJIbTaTbI

npoBepoK lopl4AnqecKr4Ml4 JIIIIIaMI4 He O6xatoBarI'IcB'

Hapyurenur opraHrr3aqrrrr [poBeAenrrt AolcnnH[qecrcrrx

JreKapcrBeHHbIX npelaparoB.
IICCJIEIOBAHI|II
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llo perynrrarana (fe4epanrHoro rocyAapcrBerrroro HaA3opa n cQepe o6palleHfis
rreKapcrBeHnbrx cpeAcrB n Qoprr,re [poBepoK co6ruoAenxq cy6rexrauu o6paruenr,u
JreKapcrBeHnbrx cpeAcrB ycraHoBJreunbrx T pe6oranufi K AoKJrlrELIqecKuM I{ccJreAoBaHr4rM

JreKapcrBeHHhrx npe[aparoB B uepBoM noJryfoAllu 2020 rola 6ruro errxBreuo 3

HapyflreHnr o6sgaremHHx r:pe6oeanuft, ycraHoBJleHubrx @e4eparuruv 3aKoHoM or
14.04.2010 Ns 61-@3 <06 o6pauleuull JleKapcrBeHxbrx cpeAcrB> I{ npr,IK.BoM Mrana4paea

Poccuz or 01.04.2016 Ng 199n <06 yraepN4eHl4lt npaBrrrl na,qlexaqefi la6oparopnofi
lpaKTr,rKI,I>:
- ne o6ecneqeuo rrpoBeAerrlre AoKJrr,rHl{qecKoro ttccJIeAoBaHHt B coorBercrB}rll c

yTBepxAeHHbrrr,r paspa6or.ruKoM ITJIaHoM;

- ne o6ecue.reHo HaAJrexaulee oQopruneHr{e IrJraHa AoKJII,IHI,IqecKoro }IccJreAoBur t, a

[MeHHo, oTCyTcTByeT r.ru$opruaqux o6O scex uccJIeAoBaTeJItx, [pI4HIlMaIOqux yqacTrre B

aoKJrItHI4qeCKOM I,ICCJIeAOBaHI'T{;

- He o6ecleqeHo HaAJrexarqee oQopu.nenue orqeroB o pe3yJlbrarux AoK;rr{HuqecKoro

LICCJIC.IIOBAHI,IJI.

Hapyurennr opraH[3au[u npoBeAeHIIfl IsIItHlIrIeCKIlx ficc.IeaosaH[ft

JreKapcTBefl HbIX fipelaparoB-
flo pesynrmraM OeAeparblroro rocyAapcrBeHHoro HaA3opa r cSepe o6pauleHl4t

JreKapcrBeHIIhIx cpeAcrB n $oprrle npoBepoK co6lro4euNr cy66eKTaMI4 o6paUeEI'It

JreKapCTBeHHbIx CpeAcTB ycTaHoBJIeHHbIx rpe6Onanufi K (JIvHItqecKI4M lIccJIeAoBaHI{qM

JreKapcTBeHHbrx npe[aparoB B nepBoM [oJIyroAI,II4 2020 roay 6HIo srrcBne]clbr 26

Napyruenr.rft o6r3aTerbHbrx rpe6oBag[fi (n oTHOIIISEI,M oTAeJIbHbIx IIpOTOKOJIOB

KJrr,IHriqecKllx uccreAoBaHufi), yc1axorlennrx @e4epalbHblM 3aKOHOrr'r ot 14.04.2010

Ns 61-O3 <06 o6paruenur{ JreKapcTBeHHbIx CpeACTB)), IIp]IKa3OM Mnn:4paaa Poccln or

01.04.2016 Ns 200H <06 y'rrepx4eHl4l4 [paBIIJI naAxexauleft rnfinu'recxofr [paKTI4KI'l> lI

npr.rKa3oM poc:npannag:Lpu ot 15.02.2017 Ns 1071 <06 yrnepNgeullu flopr^ra

ocyrqecrBJreHrar QapuaronaAropo.
I . Hapymenux opraHI'I3aIrI{I'l npoBeAeHwl Kjrr{Hr.rqecK[x raccreAosaHltfi JreKapcrBeHHbx

npeflaparoB co cropoHbr parpa6orvraxoB rllllr ltx ynonHoMoqeunblx Jrllu:

- ne o6ecne.reHo fipoBeAerr[e KJrr4Hr.rqecKr,rx [ccneAoBaxrafi lerapcBelrHblx npenaparoB

AJUr MeAr4rlr.rHcKofo [pr4MeHeHr4r B COOTBeTCTBEI{ C IIpaBI4JIaMI',I HaAJIeXaUIeft ffiunE IeCrOfi

ipu*rr*, r.r .rpe6onau' Mr{ 3aKo'oAareJlbcrBa PoccIlficrofi @e^epaquu n c$epe

o6parqenlu JreKapcrBeHnblx cpeAcrB;

- ne o6ecne.IeHo exeroAHoro nepecMorpa 6pourtopu lIccJIeAoBareJIt;

- ne o6ecneqeHo BHeApenrre 1.r fio.ulepxaHr,re c[creM o6ecfleqennc I'I KOHTpOnt KaqecrBa B

cooTBeTCTBI,Ill CO CTaHAapTHhIMI'r OnepaIIHOHHbIMII [polleAypaMx opraHn3aTopa;

- ne o6ecneqeHo noATBepxAeHLIe saKTa npeAocTaBJIeHIrt l4ccJIeAoBaTeJIa I'I MeALIIII4HCKOfi

opraHlr3arlr4l{ [pOToKoJIa K;1LIH1IqgCK61O ItCCJIeAOBaHIit U 6pognopbl B TeKyqefi peAaKIII{E

AO IIOAIIlrCaHltr c MeAl{r{r,rHcxoft opranusaqnefi AoroBopa Ha npoBeAeHl4e (JIl{H}IqeCKOro

IlccJIeAOBari[t; _

- AonyrleHhr HapyrIeHLIt MOHIITOpI{Hra KJI}tHI't'IecKllx sccJIeAoBaHI',Itr neKapcTBeHHbD(

npeflapaToB, Ocyu{ecTBlteMqfo cOTpyAI{LIXallu pa:pa6orrrfiKa neKapCTBeHHbIx flpeflapaToB

I,rJl'r ero ylonHoMoqeHHoro [peAcraBlrTeJrt;

- He o6ecneqeno HaflpaBJrerrfie n PocrApanHag:op oTrIeToB IIo Oe3OIIaCHOCTII

paapa6arrBaeMblx JIeKapcrBeHHbIx npeflaparoB;
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- He o6ec[eqeHa He3aBr4cr{Mzur oT MoHr{Topr.rHra ol{eHl(a cooTBeTcTBr]rrI npoBoAxMblx
Kjrr4Hr{qecKnx lrccJreAoBaHl,ri npoToKony [ccJIeAoBaHI'rfi, cTaHAapTHbIM olepaqnoHHblM
[porleAypaM opraHrr3aTopa r4 Tpe6oBaHr,rrM 3aKoHoAaTeJrbcTBa PoccfificKoft OeAeparlr4u 06
o6parqeHr.rfi JreKapcrBeHHblx cpeAcrB (ayAur mrauuqecKoro r.rccle4onanux);
- He fionyqeHo noATBepxAeHne Toro, rrTo He3aBltcltMble 3Tl4trecK[e KoMnrerLI

MeAr4rlltucKtrx opranlrsaqufi, B Korophrx npoBoAnnrrcb KJrr4H[qecKEe [ccJIeAoBaHr4t,

opraHr.r3oBanbr u geficrryrot B coorBercrBur c flparrlaMl'I Ha,qJlexaqei ruranuqecxofi
npaKTr.rKu;

- se o6ecneqeHo qpeAocraBJrenue n Muna4pan Poccnu or.rera o pe3yJlbrarax KJII,IHI,IqecKr4x

raccreAosaHnft B TpexMectqHrt[ cpor.
2. Hapynrerur npoBeAexr,rr KJrnHlrqecKrx raccreAosaHlti JIeKapcrBeHHbIx flpenaparoB Ha

6ase NaeAr,IqzHcKrrx opraul.r 3at\uit kr B AerreJrbHocrl{ orBercrBeHHbrx r,IccJleAonarelefi,
qJIEHOB IIX ITCCJIEAOBATEJIbCKI,IX KOMAHA:

- ne o6ecneqeHo flpoBeAenlre K;ruHnqecKr,rx r{ccJIeAoBaH[i reKapcrBeHHBIX IrpelaparoB

AJrt MeAlrur.rHcKoro npr4MeHeHr'rrr B cooTBeTcTBI{U C flpaBLlJItMr{ HaAJIeXaUefi xrunu'Iecroi

,rpu*""*" n Tpe6oBaHr4rMrr 3aKoHoAaTeJr6crBa Poccuficrofi @eAepaquu a csepe

o6pauIeHI,I{ JIeKapcrBeHHbIx cpeAcrB;

- ne o6ecne.reHo cBoeBpeMenxoe ran$oprvrupoBaHlte He3aBI{cr'IMoro 3Tl'IqecKoro KoMI{Tera

o6 oruoneru4tx oT rlpoToKoJra r.rccne,uoBaHl4t, HexeJIaTeJIbHhrx peaKIII4tx I',I HOBbIX

,{aHHhrx, KoTopbre MoryT He6Jraronp}rrTHo noBJrrrtTb Ha xoA KJIIIHI4qeCKOTO [CCJreAOBaHr',uI;

- He ooecrerreHo
Nccae.[osaHufi.

rroJrHoe n AocToBepHoe BeAeHI'Ie AOKyMeHTaqI'II'I KIIlrHr{qecKID(

3. Hapyurenrax no 3TI'IrIecKoMy colrpoBoxAeHulo KJIIlHuqecKrax

JreKapcTBeHHbIX fipeflaparoB B Ae.treJrbHocTH JIOK€UrbHbIX P'.llLl

He3aBItclrMbIX sTlrqecKlix KoMITeTOB fipl',I MeAUIII'IHCKI4X OpraHrr3aqI',IJIX:

- He o6eclleqel{o ocyulecTBJreHr.re Ae'TeJIbIIOCTI,I B COOTBeTCTBIII'I CO CTaI{AapTHbIMI',l

onepaqnoHHblMn[poqeAypaMlt'pemaMeHTl'rpyrcIllliMl'TAetTeJIbHOCTbKOMUTeTOB;
- xe o6ecneqeHo HaAJrexa Iee xpaHeHlle AOI(yMeHTaqI4Il KJI[tHI',IqeCKI',tx qccleAoBaHl4fi'

llo ucteqenruo cpoKoB paHee BbIAaHHbrx rlpeAlrltcanufi PocaApaBHaA3opa B orqerlroM

[epnoAe 6luro npone4eno 10 sHenraHoBblx [poBepoK, It3 KoTOpbx 8 Aoryrueuraputtx u 2

Bbre3.qHbre rrpoBepKr{, B pe3ynbTare Koropblx 6luro ycranoeJleHo yc'rpaHeHrle cy66elcraMn

o6paqenua le*upatu""rrrr* cpe,qcTB napyruenrafi o6qgareJlrHblx Tpe6oBaHl'tfi' Tarxe 6rrno

r4Hlrqr{r4poBaHo conracoBarlr4e Bo3MoxHocrlr [poBeAeHux 2 B'Id:e ra}loBbrx npoBepo( flo

uc[oJIHeHI,IIO paHee BbIAaHHbIx flpeAnl',IcaHl'Ifi C OpraHaMI',I npo(yparypEl' B COorBercTBI'II4 c

nn. (6) n. 1 flocranosrenrls or 03.04.2020 Ns 438'

flpra npone,4eHr.fir flpoBepox co6lro4enH ycTaHoBJIeHHbIe npI,IKa3aMI4 O [poBeAeHI{It lI

if eAepanrnrru 3aKoHoAareJIbcrBoM cpoKlr npoBeAeHI'It npoBepoK'

B orqe.nrou nepnoAe rlocTyrrriJro l0 o6parueuufi rpaxgan no BonpocaM noptAKa

npoBeAeHLIt KJIrHuqecKI4x llccreAosaufifi neKapcrBeHHblx Irpe[aparoB Ha

Poccufi croft @e4epaquu, 3arIBI'ITeJItM npeAocraBJleHbl pa3btcueHl'lt'

Meprr rpoKypopcKoro peaPIpoBaHI{t B cBfi3l4 c HenpaBoMepHbIMIl

Pocagpanxag:opa flpu ocyulecrBneullll AaHHoro BI'rAa HaA3opa B orqerHoM

npI,IMeHtJII,ICb.

I,ICCJIEAOBAHI,IU

pefr4oHaJrbHbIx

reppl{ropr4I,I

gefrcreualtn
nepltoAe He

@apmaxouadsoP
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3a nepuog 0I .0I .2020-3 1 .06.2020 B paMKax opraHlr3allru{ n npoBeAeHLIrr $apmaxona4sopa
ocyuecrBJreHo cJleAyrcqee.

B Hacrorrqee BpeMr pa6oraer r.r npoAorxaer yJrfrrrrarbct o6noer€HHat 6a:a

<<@apuaxonagsop 2.0>>,, ocHoBaHHzuI Ha MexAyHapoAHoM t[oprr,rare Cosera no

rapMontt3aqltn ICH E2B (R3), xoropax no3BoJrrer aBToMarlFIecKr,I npuHl4Marb coo6uenrlq

r.r3 [porpaMMHblx pecypcon no Qapr"raKoHaA3opy oreqecrBeHubx ra sapy6exrrrx

pa3pa6oroK, no4epxnBarr nu$opuaqraonnrri o6rr.ren anonr.rrrall3llpoBaHHhrMr ,qaHHbrMI,I c

BO3 n parr,rrax nporpaMMbr MexAyHapoAHoro MoHlropI,IHra 6e3olacHocrl,I JIeKapcrBeHHbIx

cpeAcTB. B Sopnaar coo6rqenrafi r,rHTerpfipoBarr pyccrzfi nepeBoA Mexl0/Hapo.{Horo

peryJrrTqpHorg exeIOAHO O6HoBIteMofO cJIOBapt e C$epe o6parqenur JIeKapcTBeHHbD(

rpe aparoB MedDRA.

3a yxa:anunfi nepuo.u conlacHo AaHHIIM 6agrr Aanuux <@aprvrarouagsop 2.0>

Anrorranl:npoeagHoi nxQoprraaqr.Ionnofi cucrelrrt Pocs4paenagsopa ocrynl{rl o 25466

coo6UleEl.rfi o HexeJIareJIbHbIx peaKrll{{x vutpt cJryqatx TepaneBTLrqecKor4

nee$serruenocTrn rrpr4 nplrMeHer ru JreKapcrBeHH6Ix rpeflapaTon. LIs HIax 16507

oTMeqeHbl oTrrpaBr4TeJuMlr Kax cepbe3Hrre. B 1861 cJryrrae oflncaH le:ranrHrri ncxo.u.

florryveno 14 rlpoagaJru3r.rpoBago 2099 nepuo4l{qecKfx oTqeTa 11O 6e3O[aCHOCTI'I

JreKapcTBeHHbIX fl pefl apaToB.

flo pesynrra.raM abapMaKoHa,q3opa 3a yKa3aunrri nepuo4 n Mllnsgpan PoccuI'I Ha[paBJIeHO

19 nlrcerra o HoBbrx AaHHhrx no 6esonacHocTl'I U eQQerrunnocTll JIeKapCTBeHHbIX

npelapaToB An' p€rccMoTpeIII{JI Boflpoca o rreo6xoAl{MocTy BHeceHI4' fi:Nrerrel{r,rfi s

pefl.rcTpaqlroHnoe Aocbe JIeKapcTBeHHOfO [penapaTa, oTMeHbI rocy4apcrnennoi

paar"rpuorr, xl{6o r,rHLrx Ao[oJrHr.rTeJIbHbIX ItCCiIeAoBaHnft rauectna, 3o(beKTIiBHOcTn x

6egonacnoc a JreKapcTBeHHOrO npenapaTa. YragaHHrre fiucbMa KacaJII'ICb HOBHX AaHHhrx

no 6egonacnocTr{ r{ eQ<f exrnsxocTr{ JIeKapcTBeHHbrx upeflapaToB aMoKcI{III4JIJII4Ha'

$rryroua:ona, JlonepaMlt.4a' HI4KopaHALJIa' Hycl4HepceHa, MoHTeJIyKacra' ql'IKJlocnoptrHa'

TaleHTaAOJra, KcIlJroMera3oJInHa' MeoJIOXrana' nr',r$egu vl1.a' pa|l 'wrA[Ha' KJIO3a[r4Ha'

rr.rApo(cIIXJIOpOXI'IHa, TI,IA3II.TIHbIX U Tr4a3I,I,{OUOAOOHhlx AllypeTLrKoB,

ropMonailbHoirnrcKoKoprliKocreponAoB, JIeKapcrBeHHhIX npefl aparoB 3aMecrI'ITeJIbHOI'I

Tepanxll, oAo6peHHbrx AJtt JIeqeHI'It MeHOnay3aJILHOrO CItHApOMa'

B qelsx o6ecfleqeHl'It 6etouacnocru Saprrlaxorepanw p'r

6egonacnocru npot3BoAlrTen svirr ,1 AepxaTen{MI,I pertrcTpallr{oHHblx yAOCrOBepeHI'Iu

JreKapcTBeHHbrx flpelapaToB 6ruo naupanneHo B Poc3ApaBHaA3op 65 n.lanon ynpaBJIeHI{t

pr,rcKaMl{ npl4 rIpLIMeHerIuIr JIeKapcTBeHHbrx npeflaparoB'

Ha ocHosaur4r,r rryHKTa 14 lIOprAXa OCyUIeCTBJIeHTA-a nrr6opovnoro KoHTpoJIt KaqecTBa

JreKapcTBeHHbIxcpeAcTBAJUIMeAI4III,IHcKoronpItMeHeHX''yTBepxAeHHoroIIpI,lK[I3oM
pocs4panHa4sopa or 07.08.2015 N9 5539, B cBr3t4 rocrynJleHl{eM uHsopMaIII4I'I 06 yrpo3e

[pI4iII4HeHI4,IBpeAaI4JII{npFIIrHeHI,II4BpeAaXI,I3HI,II43AopoBblo|paxAaH,aI,IMeHHo,

BbrqBreHI4LI [po6neM
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HexeJlaTeJrbHblx peaKqr,rfi noTeHrII,t€lJIbHo cBr3aHHbrx c HecooTBeTcTB[eM KaqecTBa

neKapcrBeHHLrx npenaparoB, Pocsgpanxa4aopoM 3a yra^ranurrft nepnoA uanpaareno 79

saAawuir Ha [poBe.qeHr.re mr6opovnoro KoHTpoJrr KaqecrBa ireKapcrBeHuhrx cpe4crn. B
orHorleHr.rr4 2-x cepuit JreKapcrBeHubrx npenaparoB noATBepxAeHo HecoorBercrBr,re

KarrecrBa rpe6onanr.ralr uopuarurxofi AoKyMeHTaII[u. Peastuza\ut r,t o6palqenue AaHHbIx

cepufi nerapcrBeuxblx npenaparoB 6rrno npraocraHoBJleHo.

Ha cairce @e4epanruofi cryx6u rro HaA3opy r c$epe 34paBooxpaHenu-r orry6nuroeaHo 34

un$optr,raquonubrx fluclMa Ant cflequurJrr.rcroB 3ApaBooxpanenl{t rlo HoBbIM AaHrrbIM rro

6egOnacsOCtu JIeKapCTBeHHbIX IIpenapaTOB x peryI{TOpHbIM peIueHI{tM, [pI,IHtTbIM Ha

ocHoBaHI,Ilt Qaprr,raroua4:oPa.
B csss[ c HapyIIeHUeM 3aKOIrOAaTenbHbIx Tpe6oeanzfi s o6lacrx Qaprvraxoxagsopa

Poca4panua4sop HaIIpaBLIJI 18 npe4octepexenufi AepxaTerlsM per'IcTpaql4ogHhlx

yAocToBepeHr{fi o xe4orrycruMocTr.r Hapyuenrix o6sgarelrxux rpe6onauufi .

B coorsercre1au rrJragoM ueponplurufi <<llosblureHlae KaqecrBa oKa3aalrt ue4Iaquncrofi

IIoMoIqII tl o6ecneqeul,It naqueHToB c MyKoBncII[Ao3oM JIeKapcTBeHHhIMII npenapaTaMl'I'

Me,[[ulrHcKr.rMlr r,r3AeJrrrrMr.r u cfleq[aJrn3r4poBagHbrMu [poAyKTaMI4 leqe6noro 11I'ITaH14f,)):

I . paspa6orarr npoeKT rrpr.rKa3a PocsApaHra4sopa <o BHeceHLtIl uguenenufi B [p[IKa3

@eAeparrrrroficrryx6rrnoHaA3opyrc(pepe3ApaBooXpaHeHI4{oT|5$enpul20|7
r. J\lb 1071 <06 yrrepx4enuu flopxAKa ocyuecrBJIeHI'IrI Qapmaroua4:opa>'

HarrpaBneHHbrfi na corpaqeHr4e cpoKoB nHoopMLIpoBaHI'It PocrApannagaopa

MeAIIIIaHCKI4MI-IopraHI,r3auI{'MI,IoHeXeJIaTeJIbIIbIxpeaKllluil'npeAcTaBJUIIouI[x
yfpo3y )Kr.r3Hr.r u 3AopoBbro qeJroBeKa, I,I IIOBbIIIIeHIIe sooeKTI'BHOCTI{ pean4poBaHl',In

Pocs4paura4:opa Ha AaHHbre cJlyqau' B nacrosqee BpeM'I [pofAelra oqeHKa

peryJll,Ipynqeronos4eftcrnraaaMurrracrepctneSKoHoMI,IqecKoropd3BL|^|L|'
Poccuftcxofi@e4epaquulIroToBgTc'AoKyMeHTbIA]Jc'HanpaBneHLI'B
Munracrepc'rro IocrI'II{I4It Poccraicroi @egepaqlu'

2. any:rpeuuNMl,l trpl4Ka3aMlr Poc:gpaauaA3opa u noABeAoMcrBeHHoi 3Kcrrepruoi

opraHI,I3aqI,IuyTBepxAeHsII,IHcTpyKIIIII{IIoycKopeH}IIoBbIIIBJIeHI{'HexeJIaTeJILHhIx
pearqr.rfi, cBr3aHHbrx c HegooeKrr,rBHOCTbIO IeKapcTBeHHbIx npe[apaToB u pearqufr'

noTeHIIxaJIbHocB'3aHHbIxcHecooTBeTcTBI,IeMJIeKapcTBeHHbIXcpeAcTB
Tpe6oBaHI,ItM HopMar[BHofi AoKyMeHTaqI4]r;

3. uanpannenbl LIHOopMaII[oHHhIe IIEcbMa B opraHbl [cnoJIHI4TeJILHofi BIa9TI'I

cy66eKroB Poccllficroft (DeAepaqrnr n c$epe 3ApaBooxpaHeHl,It, seAepanbHble

rocyAapcTBeHnrre 6roAxerHbre yqpexAeHllt, IIOABeAOMCTBeHHbIe Mranl4pary

Poccun, opfanbl yrrpaBneHl{t 3ApilBooxpaneu}reM cy6rexron Poccuftcxofi

@egepaquu c pEl3stcHeHneu neo6xoAuMocTll onepaTI4BHorO HanpaBJIeHwI B

@e4epanHryro cnyx6y rro HaA3opy n ctfepe 3ApaBooxpaHenux rauQoplrlaurara o

BbI'BJIeHHbIxHexeJIaTeJIbHbIXpeaKIII,UIxflpunpIIMeHeHI4I4JIeKapcTBeHHbIx
npenapaToB I{ o6 orseTcrserrHocTtr 3a HenpeAcTaB.]Ienw e tarofi uQoprvraulu;
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4. Ha 6ase <D|EOY aonoJlurlTeJrbHoro npoQeccuonallxoro o6paroranr.rx <<Poccr.ricxac

MeA[rIr.rHcKar axaAeMur HelpephrBHoro npoQeccr.roxzurbuoro o6pa3oBaHuD)

Muns,qpara Poccun paspa6oran s.rerrponnrrfi o6pa3oBaren6nrrfi uoAynr no

$aprrarona4sopy rr 3aKoHoAareJrbHbrM r:pe6oaarrr,trv K Monr{Topr,rury 6egoracnocru
neKapcTBeHHErx npenapaToB B MeAr,rqI{HcKI4x opraHll3all[{x.

Bo ucnorHeHr4e rryHKTa 4 nopyuenux flpe4ce4arenr flparurertctra Poccuficxofi

@egepaqr.rz or 14.02.2020 Jt MM-fIl2-2np, roAforoBrreHhr pe3yrrbrarbr cpaBHurerrbHoro

a:aaltulr,a coorBercrBl,Ifl Bocnpon3BeAeuHhlx neKapcrBenHblx flpenaparoB poccuftcroro

npor.r3BoAcrBa, [pl4MeHteM6rx np]r JIeqeHI'I[ oHKoJIof[tIecKI'rx ra6olenanufi,

opfimnaJrbrrbrM (pe$epenrnuru) JIeKapcrBeHHbrM npenaparaM, Ha ocHoBaH1IH

ocyrqecrB;leunoro lbapMaKoHan3opa.

B MraneApan Poccrar.r HalpaBJreHo 3aKJrroqeHr,Ie o neo6xoAlauocrll flplIocraHoBJIesI'IJI

lpr{MeHeHI,It IeKapcTBeI{HbIx npenapaToB c MexAyHapoAHLIM HenaTeHToBtlHIIbIM

IIaI,IMeHOBaHI,IeM paHI4TnAItH B CB{3Ii C BKJIK)qeHI',IeM B yKa3aHHbIe npeflapaTbl nprar',recefi

Hr4'!po3oAIrMerllJIaMI4Ha.

B cBr3rr c Her4ctroJrnegr,reM 3aKOHOAaTeJrbHbIx Tpe6oBaEI4i K QapMaKoHaFopy

Mr.rn:Aparou Poccuu Ha OCHOBaHT{rr 3aXJIIOqeHI,It POCS4panHa4SOpa 6Hno

[pr4ocraHoBJreHo rrpr4MeHeHr,re JreKapcTBeHHbIX flpenapaToB: A6ararup,

Auoxcuqr,rrultH+KraByraHoB€ul KI'IcJIora, .{ugano:nn, 3u4oryglln, Klapu1ponauqun'

Aep)KareJreM perI4cTpaIII4oHHoro yAocToBepeHnf, KoropEIX tBJIteTct Aypo6r'ru4o (Dapua

JIra Q4naur) B coorBercrBnr4 c npr,rKa3oM Muu:Apana PoccIII4 or 14.1 1 .2018 Ns 777H (06

yTBepxAeHr.ru flopx4ra nplrocTaHoBJreHwl npI4MeHeHLuI JIeKapcTBeHHOfO npefiapaTa .(JIt

MeAI4qI{HCKOTO UpI',IMeHeHI',Ic).

Paspa6oranrr u HanpaBneHbr B M[H3ApaB Poccnra peKoMeHAaIIu]I I1O CTaIIuoHapHoMy I'I

arvr6ynaropnoMy npI'IMeHeHI'IIo JIeKapcrBeHHbIX npeflaparoB rl4'qpoKclrxjlopoxnHa B cBere

JreqeHl,rt uonoi roponasNpycnoft I'IHoeKIII'IE COVID- 19'

lloArorosreHbr r{ pa3MeueHbr r.rHoopMaIIUOHHbIe nucLMa o 6e3o[acHocrll flptlMeHeHnfl

JreKapcTBeHIrLrx fipe[apaToB' npeAHa3HaqeHHbD( AJI'

nocJreAcrBl,Ii, B qacrl'I oco6eHHocTl{ HanpaBJIeHI'It

reireHrt COVID-l9 lt ero

r.rHoopMaIII4LI O BO3MOXHbIX

HexeJIareJIbHbIX peaKl{nfx e Pocrgpanuagsop'

llpogojIxaercs pa6oTa IIo co3AaHr4ro MexaHr,I3Ma I'IHsopuaurao: roro o6MeHa MexAy 6aroft

<@apuaxoHag3op 2.0> AI4C Poc:4paBHa,{3opa u EAr.rnoft uH(bopMalluoHHofi 6a3bl AaHHbIx

11O BbrrBJreHHbrM HexeJIaTenLHbIM peaKIII,ItM (Aeficrnarv) Ha JIeKapcTBeHHbIe cpeACTBa,

BrurrcqaroElar coo6qenu-r o HegoibeKTuBHoCrI,I JIe(apcTBeHHbIX cpeAcrB Eapasuficxoft

groHoMllqecKofi xouuccur'r.

Haqara pa6ora 11o co3AaHIlIo perl4ogtulbHblx I{MMyHoJIoruqecKI'lx KOMIltCCltft B Cy6beKTtp1

Poccqftcxofi @e4epaqgll, B cooTBeTcrBIII,l c IIoAxoAaMa Mero4nvecKl4x pe1oMeH,qaquft no

BbITBJTeHI.IIO, paccJIeAoBaHI'Irc I,I npool,InaKTl',tKe uo6oqxsrx npormenri nocJle

rrMMyHr43arllilr (flflf[[4), yrBepxAeHHbrx Mun:4panou Poccnn 12.04.2019'
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pa3pa6oraHHbrx Pocs.qpanna4sopoM coBMecuro c Pocno, pe6na4:oporr,r u Mr.rxs4panou

Pocclru, peryrrzpForqux [oprAoK rr cporrr rtoryqeHllt lr nepeAailr4 unQoprvraqun,

KOMT,TCCT4OHHOTO paCCneAOBaHLrt CJryqaeB UO6OqnuX npOlArenUfi nOCJre r.rMMyHVBa\r4Lr C

yrreToM TeKyrrlero 3a(oHoAarenbcrBa B csepe o6parqeHHr JreKapcTBeHHbrx cpeAcTB,

Saprraaxona4sopa u caH[TapHo-3flr.rAeMr.roronrqecKoro 6narononyvrax HaceJIeHI,Irr.

B qenxx npoSurar<ruru napyurenr.rfi o6rgarerlnrrx rpe6onaxrft Pocs4panuagsopoM no

AaHHOMy BrrAy KOHTpOJI' TaK)Ke OCyqeCTBJrreTCr NH$OpnrVpOBaHlre Opr4Ar4qeCKr.rX Jrr.rq flO

Bo[pocaM co6nroAenllff o6ssaremHHx rpe6oaanrafi nocpeAcrBoM opraHr43arlur4 pr yqacrurg

B KorQepeHrlwtx v ceMunapax v JIeKrIIcJIx, nocsslq€HHrrv BonpocaM opraHli3allr,ta

Qaprraaxonalsopa.
(De4epanrnofi cryx6oft no HaA3opy r cQepe 3ApaBooxpaHeHr'lt B IIeJItx ucrorrHeHllrl

IryHKroB 3 u 4 flepe.+u nopyuenufi llpeAceAaTejlq flpannrelrcrna Poccr.rficroi
(DeAepaqur.r M.B. Mr.r[rycrrHa or 14 {erpalr 2020 r. Ns MM-[12-2np no I4roraM

coBeulaHr,tt no Bonpocy coBeprIIeHcTBoBaHLIrI oHKoJrorNqecxofi ue4uquHcxoft rIoMouIlI

HaceJreHr{ro r.r B coorBercrBr.M c fiopyqenueu 3auecrurenf, llpeAceAarelr flpaerateJlbcrBa

Poccnficr<ofi @e4epaquu T.A. lonur<osoft or 27.02.2020 l\lb T|-II12-1315 6gn yrBepxAeH

llnaH UepOnplr-rrrafi ("AopOxnaa Kapra") flpoBeAenllt cpaBHI'ITeJILHoro aHaJIn3a

cooTBeTcTBr.rr Bocrrpor,r3BeAeHHblx JreKapcTBeHHbIX flpellapaTon poccuicroro

npon3BoACTBa, flplMerrteMbrx flpu JreqeH[I4 OH16OIO114qeCKLIX 3a6oIeBaHI'IE,

opu' 'rHaJIbHbIM JIeKapcrBeHHbIM fipeflaparaM 
. 
>eeepex.rnrrx)Onpe,qenen flepeqeHb Boc[porBBeAeHHbIx x op]InlHaJIbHbD( (I

JIeKapcTBeHHbIxnpeflapaToB.qn'[poBe,4eHlt'cpaBHItTeJIbHoroaHanI,I3acooTBeTcTBI,I'
BOCnpo[3BeAeHHLX [eKapcTBeHHhrx [pe[apaToB poccllftcKolo [po]r3BoACTBa'

npr4MeHteMblx [pr4 JretreH]rr{ oHKOJrOrrIqecKLIX 3a6OIeBaHI',Ifi, OpI4II4HaJIEHBIM

JTeKapCTBeHIIbIM flpenapaTaM Ha ocHOB{lHI,It,r altaToMo-Tep€rnerrn'recrofi x'naCcu$lrxaqUr1

(rpynna L: flporuuoorryxoJreBbre npenaparbl I.r l{MMyHoMoAyrltropbl; noArpyrrbl LOl-

L04), nnolraauruxcf B o6pauleHr.re e 2018-2020 m. (no AaHHbIM aB[oMarlt3l4poBtlHHofi

r,rHoopMarlnoHnoft cuc.reug (AI,IC) PocsapaBgaA3opa) lI BKrIK)qeHHblx B rocyAapcrBer{Hbli

peecrp rleKapcrBeHublx cpeAcrB OPnC).
B AantnefiureM cpaBHr4TeJrburrft aHarfig npoBoALIJICt IIo JIeKapcTBeHHbIM flpeflapaTaM ))
MHH (rc nlrx 148 TH meqecrseHHbrx Boc[po[3BeAeHHbIx npenaparoB u 75 TH

(pe$epenrurrx). Bce yKa3aHHEre npoTrrBoonyxoJleBLle JIeKapcrBeHHLIe flpellaparbl

BKJrroqenbr B I<JrraHIaqecKre peKoMeHAarlr4r.r, yTBepx,qennrre Mun:4pasoll Poccuu.

B aalrneftureM aH€uII'I3 flpoBoAr'lrcc no cneAyIouII4M KpI'ITepr'ItM:

- coorBercrBue [poI'I3BoAI'treJu Qaprrlaqearuvecroi cy6c:ranquu, vB rotopofi

[polr3BoAlrcq Bocrpor43BeAeHHblft poccl{ftcKlrfi npeflapa! Saprtlauerruvecroi
cybcranqlru opl4rr{H€ulrHoro flpefl apara;

- coorBercrBlre cocraBa Boc[polI3BeAeHHbIx poccltficxrx apeflaparoB cocraBy

opunIH€urLHOrO fl penapaTa;

- cooTBeTCTBr.re noragarelefi HopMaTr,rBHOft AOI(yMeHTaIII{X BOCflpOlt3BeAeHHbIX

poccuicxr.tx nperrapaToB noxa3aTeJrrM KaqecTBa opl4rllHzulbHoro npenapaTa;
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- [poBeAeHr.re KJrr.rHnirecKvx r't ccJreAoBaHvfi npLt perncTpar{}rrr Bocnpon3BeAeHHbrx

poccuft cKr,rx npenaparoB;

- gKcneprr.r3a o6pa3rloB Boc[pou3BeAeuHhrx r,r oprrr4uaJrbHbrx (pe$epeHtrrrx)
JreKapcTBeHHbrx upeflapaToB Ha cooTBeTcTBI,Ie yTBepxAeHHbIM IIoK€BaTeJrrM KaqecTBa.

B qelgx oIIeHKIT Bo3MoxHoro Brfitsraurs. pa3Jlr,rqHrrx floranarelefi KaqecrBa JreKapcrBeHHBIx

npelaparoB ua l.rx e$(peKTl,rBuocr6 u 6egonacnocrb [poBeAeH aHalu3 AaHHbIX o

HerrpeABr{AeHnrrx v no6o.rHbrx pearrlrlrx Ea IrpI,IMeHeHI,Ie JIeKapcrBeIrHhIx [penaparoB,

coAepxau{4xc t B floAcl{creMe <<@apuaronagaop>> aBToMarH3LIposaHHofi

uu$opnaaquonnofi cr{creMLr (AI4C) Poca4panua4sopa. Cosr{ec, Ho c IJ,eurporvr

$aprvraronagsopa @fEV <I4nQopvaquouuo-MeroAr.Iqecxafi qenrp no 3Kcneprrr3e, yqery v
alaJrLr3y o6parqenr.rr cpeAcrB MeAuIIItHCKoro npI'rMeHeHuD) (aanee ofSy
d4MII3yAOCMII;) Pocr4paeua4topa o6pa6orana lrxQoprraaqg o IlocTyrrBIIII4x

coo6uleHl{{x o HexeJrareJrbHbrx peaKqr{rx Ha [porllBoorryxoJreBble BoclpoLBBeAeHHbIe !I

optrfr4rr€rJrbHLre (peQepenrnbre) reKapcrBeHHhle flpenaparbl, lrx crerreEl'I Ttxecrll I'I

rpurutuuo-cre4ctteHnoft crxau.

VIS 146 ToprgBbx HaLIMeHOBaHIIfi noCnpor'leneAeHHbx JIeKapcTBeHHbIx npenaparOn no 54

ToproBbrM HaLIMSHOBaHITqM COO61qeHIti O neXe.nareJlsgblx peaKql4tx He nocTynalo'

AnaruS cBeAeHI4i IIO HexeJIaTeJIbHhIM peaKql'rtM I'I cJryilatM repanenruveCxofi

HegOOeKTr,rBHocrr,r 68 ToproBbrx Har{MeHoBaHI,Ifi nexapc:rrenHblx [peuaparoB He BLIf,BI'IJI

AaHHbrx, rroATBepxAarurqux oTrl{quq upooxnt 6esonacHocru JIeKapcTBeHHbIX

flpenaparoB.

B coorsercrsur co crarbefi 65 <De.qepaI6goro 3aKoga o"t 12.04.2010 Np 61-tD3 <06

o6palleHr4r4 JreKapcTBeHHErx cpeAcTB), Ilopx4xorr,r ocyrqecrBJleHrq QapMaKOHaA3Opa,

yrBepxAeHHbrM rrpnKr!3oM Pocs4parua4:opa or 15.02.2017 Nql071, B orcyrcrBlllt IIoBblx

.rlaHHbrx rro 6egonacuocrr r.r gosercfr4BHOCTLI JIeKapcTBeHHbIX npenapaToB' He

coAepxauuxc'BI,IHcTpyKIII{uIIoMeAI4II'lHcKoMynpI,rMeHeHI'Io''I3MeIU[oII4xoTHoIIIeHI4e

oxruIaeMofi noJrb3br K BO3MOXHOMy pncKy IIpI{MeHeHIt' JIeKapcTBeHHbIx [pe[apaToB'

peKoMeHAarlwr PocsApanHaAgopa Mr{H3ApaBy Pocc}Ir o npoBeAeHnll Aep)KaTeJItM}r

perHcTpauHoHHbrx yAocToBepeHufi AOnOnsltTeJIbHbrx trccJleaoBaHufi KaqecTBa'

eQsexrr.rnuocTfi r.r 6e3o[acHocTr4 JreKapcTBeHHbrX flpeflapaToB B nocTpeMcTpaquoHHoM

IleplloAe Ire flpeAcraBJlterct Bo3MOXHOT.

BueCre C TeM, IIo 23 rOpronrtrra HaI,IMSHOBaHUTIM JIeKapCTBeHHLIx npeflapaToB' HecMOTpt

Ha orcyrcrBr4e AaHHbrx o He6JraronpurruoM coorHorueHlalr IroJIb3hI Ir ptrcKa' f{I'IThIBat

pa3Jrnqut Tpe6oBaHlrft K lax KaqecTBy B cpaBHeHI4I't c opufl{HaJIbHbIMIa (peSepeHTHbIMIt)'

oTcyTcTBLle upeAperlIcTpaIII{oHHbIx KIII{HI{qeCKI11 IISCJISAOBaIIUfi ptAa JIeKapcTBeHHbIx

[penapaToB, a Ta6)r(e o6pailIeHr,rr fpaxAaH r{ opraHr,I3allufi nO nonpocau cI,IHoHI4MIrqeCKOfr

3aMeHbr OTA9JI6H6IX JIeKapcTBeHHbIx npenapaTgB, 661'lo pe(OMeHAoBaHo [poBeAeHLIe

Heu HTepBeHqlIoHaHHbIx (na6lroga'relrHblx) ngcTpen4cTpaquongblx I4CCJIeAoBaHI4fi'
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I-{e.nsro AaHHbrx uccre4onanufi, [poBoAl4Mhrx AepxarenrM[ perurcrpall[oHxbrx

yAocroBepeHr-rfi 4annux JrexapcrBeHHbrx npenaparoB, AoJDKHo rBrflTbcq rroATBepxAeHne

orcyrcrBr,rrr pa:nuvnfi B flpo$r,rJre e$Sexrunnocrr,t lr 6esonacHocrrl c opurr{HiurbHbrMr.r,

peQepeurnrruu r.r ApynrMn Boclpou3BeAeHHbrMr.I neKapcrBeHnhrMr.r npeflaparaMr{.

llccreAosaH[r MoryT 6rrrr npone4enrr e Qopue aKTHBHoro Moxr.rropfiHra c oqeurofi
loKa3areneft r.nunnqecxoft eQ$erruurocrr.r r{ qacrorbl p a3Bvrlart Ee)KerareJrbHhrx pearqxi
JreKapcTBeHHbrx npelapaToB B MeAr4rlr.rHcKr4x opraHu3aql4fx.

Bo ucnonnenue rryHKTa 2 nopyvenux 3alr4ecruren-f, flpe4cegarenr llpaerate.nrcrna

Poccrficr<ofi @e4epaqzu T.A. lonrarosofi or 27.05.2020 Ns Tf-[12-5581 uo ucrorrHel 4Io

uopyqeHlrr llparure.nrcrna Poccuficxofi (De4epaqnn or 14 Qenpang' 2020 r. Ne MM-[II2-
2np (rrynrr 4) AoxnaA o pe3yJrBrarax npoBeAelrHoro Pocs4panra4sopoM cpaBHr{TeJlbHoro

aldiaJrvF,a cooTBeTcrBr{r Boc[por43BeAeHH6rX JreKapcTBeHHbIx flpefiapaToB poccnftcxoro

1pOI,I3BOACTBa, npUMeHteMbIX npq JIerIeH[I,I OHKOJIoTHqeCKtx aa6olenanvft,

opurt,rHanbHhlM neKapCTBeHHbIM flpe[apaTau 6rrl Ha[paBJIeH e Mr'rragpan PoCcra[ An-s

ArrJrbHefi ruero paccMorPeHnt.

Bug ronrpo.nq - rocyAapcrseuHrrft KOHTpOJTb 3a o6pa[IeHneM MeAnuI|HcKtrx

rlsaerrlfi

flpeguerorrr rocyAapcTBeHHoro KoHTpOJT{ tBJIteTCt [poBepKa co6IIo.[eHI'It

IgpnAr.rqecKr.rMl{ JrHuaMx 14 yt1g^gi,1'Bi1.WlJtbHbrMr.r npeAnpLIHI4MaTenSN'tU o6qgareJlbHbrx

Tpe6oBaHLIfi npl{ ocyUIecTBJIeH[I{ .{etTeJIbHocTI,I r c$epe o$paulegrat MeAXIII{HSKI'IX

us1eruir, B ToM rrr.rcJre rrpu [poBeAeHr.rr,t KJrI4HI4qecKux ucnutanufi MeAlIqI'lHcKl4x I]I3AeJII'Ifi

14 ocyrqecrBneHlte MoHI'rTOpI'tHra 6e3orIacHocTI'I MeAI',IIII4HCKI'rX ll3Aenlrfi '

flo pesyntraTaM KoHTpoJrbHo-HaA3opHbrx Meponpfitrl4ft Sa yra:annrrft nepno.4 na

o$uqualruolr cafi re PocrApaBHaA3Opa pa3MeqeHo 594 unSopuaquoHHblx nuc5Ma:

_ 3 I nr.rcerra o [ptrocTaHoBJreHll[ nplrMeHeHr{t MeAI,IqI{HCKOTO It3AeJIUq;

- 6 nncrlra o eogo6HosreHl'tll npI'IMeHeHI4t;

- 21 nuceru o6 uztsruu MeAI'tqlIHcKItx uzpe:luit;
- 166 nucerrl o HeAo6poKaqecrBeHHoM MeAlrqItHcKoM I43AeJrI{lr;

- 123 nucelr o He3aperltcrpl{poB{ruHoM MeAI'IIII4HcKoM r43reJ 4tr;'

- 7 nrlcrmo o $anrclrQrlqupoBaHHblx MeAI4qI'IHcKItx r'I3AeJILlJIx;

- 201 nncerr,r o6 orgrrse MeAlrqr,rHcKrrx r.r:Aenltft npoI,I3BOAI4TentMI4 B paMKax

KoppeKlllroHHbIX MepolpUr{TIlII'I;

- 39 unQoprrlarl[ouubrx rrtrcbMa o 6e3o[acHocT]r MeAnU]lHcKuX nO4elufi.

B qen_ax npeAoTBpaqeHrrr pacrpocTp aHeHL4t rroBoft KopoHarlapycnofi IrHibeKI{I'M

llpanurelrcreorvr Poccuicroi OeAepaqun [plHlITbI ]ropMarI'IBHEIe npaBoBble aKTbr'

yflporqarcxll{e floptAoK rocyAapcrBeHuoi perzc'rpaqtrr'r MeAI'IqlIHcxux ltgAelufi:

- B cBr3r,r c [ocraHoBJreHr,reu flpannrerrrcrsa Pocclaftcrofi (Degepaqras or 18.03.2020

Ne 299 (O BHeceHl.ru usvenenui r flpanura rocyAapcrBeHHofi perl4crpaqllu MeAI'IqItHcKl'Ix

llglenrai>> BBeAeH oco6rrfi noprAoK rocyAapcTBeHuoft perncrpaqul,l MeAuqI{HCK}Ix

uz$eluit c nragxofi crelleHblo floreHlll,IturbHoro pl4cKa lrx [pI,IMeHeHI4t, Koropbre 3atBI4TeJIL

BnpaBe 3aperIiCTpI,IpOBaTb IIpeAocTaBLIB ynpoqeusrrfi naxet AOKyMeHToB' IIpLI 3ToM
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cy IecrBeHHo coKparr.rnrrcb r.r cpoKx per[cTpaqvq MeAurluHcKr,rx a3AeIILtit, BKJIIoqeHHbIX B

nepeqeHb, npeAcraBJreuHhlfi B npr{.rroxeultr4 K llpanuna"u rocyAapcrBennoft perucrpaqzn
MeAr{rlrrncKrix uzp.etuit, yrBepxAeHHbrM nocraHoBJrenueu flparrareJr6crBa Poccnicxoi
@e4epaquu or 27.12.2012 Ns 1416. ,{4r ycropenurr noAroroBKn AoKyMeHroB AJrt
per[crpaqu[ MeAr4r{r,rHcKr.rx lzzgenuit, Bxo.{rqxx n flepevenr, na o$lrqr.raarnorrl caftre
Poce4panua4eopa B pa3AeJre <<MeAurluncrr,re rl3AeJII4rr) - <<Perucrpaqra MeAr.rrlr4 ncKlrx
r,r3Aenr,rfi) B [oApa3AeJre <<Hosocu4> s coo6rleHltu or 24.03.2020 pa3MeuleHbr

<<MeroAlr.recKue peKoMeuAarlur4 rro perucrparlldl4 MeAEIII4HcKI,Ix uz4el;.uit c Hr.rsKoft

crefleHbro noTeHrl[aJlbHoro pxcKa wx npItMeHeHLt, BKlrroqeHHbrx B nepeqeHb,

npe4craalenxsrft B rrpHJIoxeHLIu x llpawrnalt rocyAapcrBeHuofi perlrcrpaquu
MeAurlr.rHcKlrx uzper,uit, yrBepx{AeHHbrM rlocralloBJlenuelr flpanureJlbcrBa Poccrficxofi
@e4epauzu or27.12.2012 i\b 1416>.

- B ceqsri c nocragoBJleHIleu flpanurelrcrsa Poccuftcxofi @e4epaqr.rn ot 03.04.2020

J\& 430 yTBepxAeHbI Oco6ennoCrN o6palrleuu-a MeAI4IILIHCKIIX v3AeJI i4, B ToM qI'IcJIe

rocyAapcrBeHnofi perucrpaqnl cepulr (napu.rn) MeAI{Ill4HcKoro }I3AeJII'II conlacHo

11epeqgro MeAIlqtrHCKlIx ul4enuil, KOTopbIe npeAua3Haqenbl Ant IIpIIMeHeHI'Ix B yCJIoBI'IIX

BoeHHLrx geftcr:rufi, qpe3BblqaftHblx cvTya\ui4 npeAynpeX,qeHI'IJI qpe3BblqafiHbrx

C\TyA\Lril, flpO0[naKT[KI,I II JleqeHut :a6Olenanraft, npeAcTaBnf,xlnlux OnacHOCTb AJII

oKpyxarcqxx, 3a6oIeBaH[ft u nopaxenufi, no,ny'rexublx B pe3yJlbraTe Bo3AeftcTBI'I{

ne6laronp1r.rrnrx xr.tMlrrrecKr.rx, 6uoloru.recxrax, paALIaqI{OHHhIX Qarropon.
perucr:paqnonuoe yAocroBepenr.re Ha cepuro (naprnro) rrleAuunncKoro r'I3AeJrr'rJI BblAaerct

B CpoK ne 6onee 6 pa6ovr.rx AHefi cO AHt noAarM CooTBeTcTByIOqero 3UI'BJIeHI'I' I'I

AoKyMeHroB, 1a Aeic1s11re;1bHo Ao 0l.01.2021. Ha o$r'rqualgrolra cafite Pocr4panna4aopa

n pa:Ae.ne <MeAtIqr.rHcK[e r,r3AeJrI,U> - <<Perucrpaquta MeAI,IqLIHCKI4X I,I3AeJI[fi)) - <<HOSOCTT'I>

ot OS.O+.ZOZO pa3MeuleHa cIIpaBKa <<Oco6eHHocTl o6paqenr4r MeAuIIlIHcKIlx uzAetuit, n

TOM trr4cJre rocyAapcTBeHnofi perr,rcrpaq,y|a cepr4h| (naprun) Me.ILIqUHCKOTO ]13AeJII'I')>.

B cssgr4 c Bblrrrer43JroxeHHbrM, rBMeHeHLlt KOCHynItCb TaKXe I{ rocy,qapcTBeHHoro

KOHTpOJIq Sa o6paqenueM Me.qI4IILIHCK4x :y1g4ettui't'. Tax, ncrymno B CI'IJIy IIO6TaHOBJISHI4g

flpanirenrcrna- Poccnicroft @e4epaqnu or 03-O4.2020 J$ 438 <<06 oco6ennocrrx

ocyu{ecrBneHus s 2020 roAy rocyAapcTBeHHofo KoHTpont (Harcopa)' MyHl{qunalJlbHoro

KOHTpOJT_fl n o BHeceHr'Ilt r43Megerlur B nyHKT 7 flpagutt [oAroToBKlt opragaMn

rocyAapcTBeHHoro KoHrpoJrr (na,asopa) I,t opraHaMI,I MylruqlmanLHoro KoHTpoJlt

exe|oAHblxIIJIaHoBnpoBeAeH['IIJIaHoBEIXflpoBepo(rcpI{AI,IqecKI,IxnullLI
r4Ltp1rBu1y2y1rbHblx npeAIIp[HI,IMaTenefi)) B cooTBeTcTBI'IlI c KoTopbIM Pocs4panuag:oporra

6y,qer ocyulecTBJltTbcq KoHrponb KaqecTBa' e$$exruruocrlr r'r 6esonacHoctu

MeAr.rqI,IHcKLIx usgetuit c yqeToM Tpe6oBaHlifi, ycTaHoBJIeHHbIx yKa3aHHbIM

IIOCTAHOBJIEHTIEM.

B I uonyro4uu 2020 roAa B Pocs4pannaA:Op u ero TepplrTopl4anbHble opraHbl

rrocry1rrlJro 413 yseaoNlreHr4f 06 ocyqecrBJleH I,I AetreJlbHocrl'r B c$epe o6pan{eHxt

Me.Irrqr{HcKr.rx v3nerruir (449 - 3a aHEIJIorlIqHbIx nepl{oA 2019 roga), us lr'uz 136

yre4o1anenufi 6rrno eueceHo B peecrp IIeHTpzuIbHbtM an[apaTaM Pocs4paaua4sopa (l 15 -
n zote rory; u277 -teppuroprarrbHLrMrr opraHaMr.r Poc3ApaBHaA3opa (334 - n 2019 rory).

Tarxe 02.03.2020 e cuny BcTynr{n rpxKa3 Pocsgpanna4sopaor 09.12.2019 Ns 9260

"06 yreepxgeHgl4 AAMI,IHncTpaTItBHoro peHIaMeHTa @e4epangrofi cnyx66l no HaA3opy B

csepe 3ApaBOOXpaHeH[r no ocy]qecTBJreHr.trc rocyAapcTBeHHoro KoHTpOJrt 34
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o6paqenneM MeAlrqr{HcKr.tx r.r3Aerrlfi", penraMeHTlrpyrcq[fi noprAoK AefcrBr.ri
AoJrxHocrHbrx nraq Pocr4panHaA3opa IIpu ocyqecrBJreHr.Ifi rocyAapcrBeHHoro KoH,rpoJUr 3a
o6parqenueu MeAr.rqr.rucKr.rx uzgertuir, cpoKI.r, npeAMer.

Caegyer rarxe orMerr{Tb aKrrannylo pa6ory Pocs4parnansopa 3a orqernrrfi nepr.rog,
rrpoBoAr4Myro B qacru acnoJrueHr.rr flopyqeur,rr flpeara4enra Poccuficrofi <De4epaqrara B.B.
flyrlrna or 6 Aexa6pq 20l8r.Ns t[p-2287 (nognyuxr (<a>) rryHKra 1), xacarouqerocr
BHeceHr{r B 3aKoHoAareJrbcrBo ltsueuenni, HanpaBJreHHhrx Ha co3Aaxr,te B eAr,rHof
rocyAapcrBeHnoi raxQoprr,raquonHof cucreMe r c$epe 3ApaBooxpaHeHur [oAcr,rcreM6r B

orHorrreHr.rH MeAr.rqr{HcKr.tx utgellult, a ra(xe BBeAeHr.re r4x MapKr{poBKr,r Arr MoHr.rropr.rHra

ABI4xeHut or [poLI3BoAI,rreJIt Ao KoHeqHoro norpe6n:rerx co BceMr.r 3ar.rHTepecoBaHHbrMr,t

opraHaMl4 IrcloJrH[TeJrbHoft n.lracrr,r:

- npoAoJlxaerct gKcnepr.rMeHT B coorBercrBnn c rocranoBJreH[elr flpauurelscrna
Poccr,lftcxofi @e4epaqnra or 07.08.2019 Ne 1028 yrBepxAeuo <<floloxenue o flpoBeAeHr,rur
Ha reppr,rropnu Poccrficxofi @egepaquu gKcnepaMeHTa no MapKr.rpoBKe cpeAcrBaMu
a4ennr$uraqzu KpeceJr-KoJrrcoK, orHocr[$rxcr K MeAarIr.rHcKnM ]r3AeJrnf,M, vl

MOHr{TOpr,rHry 3a r4X OoOpOTOM));

- B npoBeAeur.re 3KcnepriMenTa rro MapKrrpoBKe Melllqr,rucxl,rx us4elufi npeAnoxeHo
BK;rK)qr.rrb 4 pasnuvurur rro cBolrM SyurquonanrHbrM xapaKTepl,tcr[KaM r.r xr43HeHnoMy
rllrKJry Br,rAa MeAr.rqr{HcKr.rx ue4eaufi: [oAry3Hr.rKn, creHTbr KopoHapubre, KoMrrbrorepHrre
rorraorpaQu l.r cJryxoBbre annaparhr.


