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Bnq ronrporfl - rocyAapcrsenHrrfi KoHTpoJrb KarrecrBa n 6esonacnocrn
rre4uqrncrcoft Aesrelbgocrn B qacrrr:

KoHTponr :a co6mo4enr4eM opraHzrMl.r rocyAapcrserffiofi BJracru Poccuficrofi
(DeAepaquu, opraHaMlr Mecruoro caMoy[paBJreH[r, rocyAapcrBeHHbrMra nxe6o4xernsrulr
Qongaux, MeAnq[ricK]rMH opraHr,r3arlurnar.r u QapnaarleBTr{qecKr.rMl.r opraHrd3arlrlrMfl, a
TaKXe lrH,qr{B}rAyaJrlHbrMr.r npeA[pr{HHMaTeJrrMn, ocyrqecTBJu{roqr4Mr,r MeAr.rqr,rHcKyro lr

QapvaqenrrvecKyro AerreJrbHocrb, [paB rpaxAaH r cQepe oxp€lHbr 3AopoBbr;
KOHTpOm [pUMeHeHr{r MeAr,rqr.rHcKr4Mr,r opraHr,r3arlutMll [oprIKoB oKa3aHllt

rue4uqancxofi rroMorqr{ rr cranAaproB ueAurluncxofi rroMorrllr;
KoH'rpoJrr co6rno4enu.r MeAr.rqr{HcKr.rMn opraHr,Barl}rr{Mr.r [oprAKoB npoBeAenr.rt

MeAr{qr,rHcKrrx 3KcrrepTE3, Ar.rcflaHceprl3arll,Ilr, MeAuq[HcKnx ocMoTpoB r.r MeA]rrlr.rHcKr.fx

ocBI,IAereJrbcrnonaxrEft ;

KoHTpoJrr co6nroAenfiq MeA[rI]rHcKnMrt paooTHr4KaMr{, pyKoBoAr,rTeJrrMr.r

MeAlrqr.rHcKr,rx opranulaqr.rfi, QaprraaqenrravecKnMl,r pa6oruuralrr.r a pyKoBoAr,rreJrtMll
aflTeqn;rx oprarulsaqNi orpaHr4qeHllfi, [p[IMeHreMErx K yKa3aHHBIM Jrr,rrIEtM npr,l
ocylqecTBJleHr.rra npo$eccr.roxalrnofi AerTeJrbHocTrr B cooTBeTcTBrara c @e4epaasnrnra
3aKoHoM <<06 ocnoeax oxpaHlr 3AopoBLr lpaxAau s Poccnftcxofi (Degepaqr,rr,r>;

KOHTpOJL OpraHr.r3arluu lr ocyqecTBJIeHI,Ir:

SeAepanrnrrrrar opraHaMn ucfloJrxr.rreJrbHofi uacru, opaaxaMn ucnolsr,nelrnoft
BJracrr't cy6terron Poccuficroi (De4epaqr.rra u opranaMr{ MecrHoro caMoynpaBJreHr{Jr,
ocyuecTBJrf,Ioqr.rM[ [oJrHoMoqzr B cQepe oxpaHbl 3AopoBbf, rpaxAaH, a TaKXe
ocyuecTBntloqr.IMlr MeAI{qHHcKyIO .4etTeJIbHOCTL OpraHr,r3arlu.sMtr Lr r4HAtIBr4Ay €UIbHbrMr,r

npeAlpr,rHr{MareJrrMr{ [peAycMoT peHHoFo cratefi 90 <De4epanuroro garoHa <<06 ocnonax
oxpaHbl 3AopoBb.f, rpaxAaH s Pocc[ficxofi @e4epaqau> BriyrpeHHefo KoHTponc KaqecrBa
u 6egonacnocrr.r MeAr,r{nHcKoft AesreruHocu:

Qe4epanrunltu opraHaMI,I ucIIoJIHareJrbHoi sracru u opraHaMl{ ucnorgare6gofi
nnac .r cy6lexros Pocc[ficxoft @e4epaquu npeAycMorpeHuoro craTbeft 89 @eAepalruoro
3aKoHa (06 ocHoBax oxpaHbr 3AopoBbr rpuDK,qaH e Poccuficroi (De4epaqr.rr.l>

BEAOMCTBEHHOTO KOIITPOJI' KAqECTBA E 6ESONACHOCTI,I MEAI,IqUECKOft IC'TEJIbHOCTI{
noABeAoMcTBenrrbrx r,rM opraHoB Lr opraHrl3alufi .



Oco6ennocrrro rccyAapcrBeHHoro KoHTpoJrr KaqecrBa n oe30rIacHocTIt
rue4uqrancrofi AerreJrbnocrr.r B nepBoM noJryro.q[fi 2020 rola l.Brarca KoH,rpoJrb
lrcrroJrueHrur o6sgaremnrrx rpe6oranuft r c(fepe oxpaHhr 3AopoBE rpaKAaH,
nanpauexurrfi n roM qr.rcJle, Ha nporuaogeficrrue paclpocrparrenuro HoBofi
KopouaBr.rpycHofi lrnQexquu u sarg;zrry rrpaBa lpoKAaH Ha KaqecrBeHnyrc H AocryrrHyro
MeAurlr{HcKyro uoMolrlb, B ToM rrr4cJre flaqueHftlM c Hoeoi KopoHaB[pycHofi r,rxQerqr.refi.

Clrcrervra 3arrlnrbr npan r PoccrEftcKofi OeAeparlI,tu [aqueHToB BKrrroqaer:
l) eaxonogarerrbHoe oupeAeJreHr,re rrpaB rpax(AzrH n c(pepe oxpaHbr 3AopoBbr;
2) naexaausu peaJrr,r3arlfiu rpaB rpaxAaH n cQepe oxpaHbr 3AopoBbr;
3) xox:rponr ea co6ruo4eraeM npaB rpaKAaH n cQepe oxpaHlr 3AopoBbr.
B nacrorrqee BpeMr rpaBa rpaxAaH n cifepe oxpaubr 3AopoBbr perytupyrorcn 22

@egepamurrull 3aKoHaMr4, 45 uocranosreHr,reM flpaBr.rreJrbcrBa Poccraficrofi @egepaqura
u 186 aeAonacrBeHHhIMLI HopMarr.rBHbrMr.r aKTaM Qe4epanrnrrx opraHoB rocygapcrnennofi
Brracrr.r Poccaft cxoft @e4epaquu.

Peanusaqur npaB rpaxAaH a c$epe oxpaHbr 3AopoBbr ocyulecrBJuercr:
opraHaMlr rocyAapcrBeHnoft eracru cy6rexror Poccnficxofi @e4epaquu n c(pepe

oxpaHbr 3AopoBLr;
opraHaME MecTHoro caMoyupaBJreHnr;
rocyAapcrBeHxrrnrr.r nue6rc4xernbrMr,r rf ox4artrr.r;
MeAnqr{HcKI,IMU OpraHr43aUlttMr.r;

Saprr,raqeerravecKnMlr opraHI{3arlrrrMn ;
r4H Ar4Br4Ay aJt6HhrMn [peAnp[Hr.rMaTejrrMn.
Konrporu sa co6lro4exueM npaB rpaxAaH n c0epe oxpaurr 3AopoBE ocyulecrBJu{ror

ptBJII.rqHbre opraHhr rocyAapcrBeHnoi saacrn lr opraEr.Ballfir.r B coorBercrBr,rn c
ycTaHoBJIeHHbIMI,I 3aKOHOAaTeJIBCTBOM IIOJIHOMOqI4'MI,I.

l. Opranu rocyAapcrBennoi sracrlt cy6lexron Poccuficroi (De4epaquu a c$epe
oxpaHbr 3AopoBbr, B coorBercrBr.ru c n.l . q.l c'r.16 @elepalrnoro 3aKoHa or 2l.l 1.201 I Ns
323-@3 <<06 ocHosax oxpaHbr 3AopoBbr rp€DKAaH s poccuficroi @e4epaqr,ur>,
ocyulecrBJrrlor 3arrlr4Ty npaB rreroBeKa r{ rpaxAaHuna n c$epe oxpaHhr 3AopoBbr B
cy6rer<re Pocczftcxoi @egepaqlrr,r.

2. @e4epanrxax cnyx6a no HaA3opy a c$epe 3ApaBooxpaHeHn, fi ee
Teppr.rropr.rzrJrbHLre opraHsr, B coorBercrBl.ru c n.5.1.3.1. floroxenu_ff o @e4epanrnofi
cnyx6e no HaA3opy n csepe 3ApaBooxpaHeHr{{, yrBepxAeHHoe [ocraHoBJreHr.reM
flpanurenrcrna Poccuicrofi @egepaqzr.r or 30.06.2004 .llb 323, rn. (a>), n.3 lloroxenus
o rocyAapcrBeHHoM KoHTpoJIe KaqecrBa u 6egonacnocrri MeAlrqr.rHcxofi Aexreltnocu.
yrBepxAeHHoro nocraHoBJreHr.reu rlpanureJrbcrBa Poccnficxofi (Degepaqrr or 12.11.2012
Ns I I 52, ocyqecrBJurer KoHTpoJrb co6ruo4eulrr opfauaMr.r rocyAapcrBeHnoi sracrr4 r.r

opraHaMr,r MecrHofo caMoy[paBJleHr4r, rocyAapcrBeHHLlMlr nUe6rogxernrruu son4auu, a
TaKXe ocyqecrBJrrlorq[Mr{ MeAr.rr{r{HcKylo u $aprrlaqenruqecKyro AerreJlbHocrb
opraHr{3arlnrMv u LrgrrrBurJ €urbHErMr.r npeA[pr{Hr,rMareJrrMr.r [paB rporqaH a c(fepe
oxpaHbl 3AopoBbt rpaxraH, B ToM rrr.rcJre AocrynHocrr,r Anr lrHBaJri{Ios o6rer:ros
axQpacr"pyxrypbr r4 rrpeAocraBJrreMrrx ycnyr B yra:annofi cSepe.

3. @e4epanruui tDo"a o6sgare*Horo MeAr,rqnHcKoro crpaxoBaHur,
Teppl'rropfiaJrsHbre Qou4rr o6q:areDHoro MeA]rqr,rHcKoro crpaxoBaHr,rr cy6remon
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Pocczicroft @e4epaqnu, crptxoBhre MeAr,rqr.rHcKlre opraHltgarluu, c,rpaxoBbre
[peAcraBr{reJlr, B coorBercrsr,r[ co cr.40 @etepa.nrnoro 3aKoHa ot 29.11.2010 N326-o3
<06 o6ssarerbHoM MeAEur{HcKoM crpaxoBaHr.rr.r B Poccuficrcofi @e4epaqr.rr.r>, [pr.rKrBoM
@egepalraoro (ponga o6qgareruForo MeAr4rlr,rqcroro c'rpaxoBaHr4r or 28.02.2019 N36,
ocyulecrBJrrror 3aqr,rry npaB rpaxAaH npr.r oKa3aHr4vr vr:|, naeguquncxoi floMourr,r B
coorBercrBr.ru c fipofpaMMofi rocy4apcrBeHHbrx rapaxrufi 6ecnnatxoro oKa3aH[t
Fpax(AaHaM ueAt unncxofr noMorrlu.

4. (De4epanrn an c;ryx6a rro HaA3opy n crfepe 3aqr.rrhr npao norpe6urelefi u
6rarouory.rua rreJroBe(a, B coorBercrBrlu c fIoaoxeHLIeM o oegepanrnofi crryx6e no
HaA3opy n crfepe 3aqr.rrhr npan norpe6nreneft u 6larouonyvr.rx qeJroBeKa, yrBepxqeHH6rM
nocraHoBJreHxerr,r llpanr,rreJrrcrBa Poccuficrofi (DeAepaqurn or 30.06.2004 Ns322,
rlpawrnaruu flpeAocraBnerl,rrr MeAI,IIII,rHcKHMr,r opraHr,r3allrulMu IUIarHhIx MeAI,IqI,IHcKr.rx
ycJryr, yrBepx,qeunrrMr,r rocrauoBJrenr.teu flpanurenrcrsa Pocc[ftcrofi (De4epaqr.ru or
04.10.2012 Ns1006, ocyulecrBn-fler HaA3op I,t KoHTpoJrb 3a r,rcfloJrHeHlrelr o6ssare6Hrrx
rpe6onanzft 3aKoHoAarenbcrna Poccuftcrofi @e4epaq[ B o6nacrlr o6ecneqenur
caHllTapuo-3nr4AeMr.roJroruqec(oro 6laronoly.rua HaceJleHur, 3aulltrbr npaB
NOTPE6UTCTTEfi, 3AIIIHTY IIPAB TPDKAAII [PI4 NPEAOCTABNEHI4I,I MEAI,IqI,IHCKI,IMI,I
opraHr,r3arlurMlll nJraTHhrx MeAnrlriHcKr.rx yclryr.

5. opranu [poKyparyp6r, B coorBercrBr4r.r co cr. 26 @e4eprurbHoro 3aroHa or
17.01.1992 Np 2202-l <o npoxyparype poccr.rftcrofi (De4epaqr.ru>>, cr.45 3arcona
Poccr,rficrofi @egepaqr.ru or 02.07.1992 Jllir3lgs-l <o uclrxr,rarpnqecroft noMorulr r4
rapaHTr.rrx flpaB lpaxAan npl4 ee oKEBaHr,r[>, ocyqecrBJrrror HaA3op 3a co6mo4enr.reu npar
N cno6o4 qeJroBeKa r{ rpaxAau}rHa.

6. o6uecrsenurre o6re4ulreurrr 3a co6lrogeuuev [paB r.r 3aKoHnbrx HHTepecoB
fpaxAaH npr,r oKa3aHurl ncr.xua'rpuqecxofi nontorqu, crryx6rr 3arqr4Thr npaB rraq[errroB,
HaxoAfxluxc{ B Me.qI4IIIrHCKI{X OpraH[3arl[rx, oKtt3hrBElrouufx [c[xltarprqecKyro [oMorrlb
B CTarIUOHapHErx ycJroBrrrrx, B coorBercrBr4r.r co cr.3g, 46 3axosa poccuficrofi @e4epaquu
or 02.07.1992.1\l! 3185-1 <<o ncnxuarpr.r.recrofi noMoullr u rapaHrrrx rpaB rpaxAaH npr.r
ee oKa3aHqE>' ocyulecrBJltlor 3alqury [paB I'r 3aKoHH6Ix r.rHTepecoB rpaxAaH rro ux
upocr6e vru c vtx corJracr4r npr4 .Ka3aHrrr,r r4M ficuxfialpaqecxofi [oMorq[.

crarrefi l8 (De4epamnoro 3aKorra ot2l.1l.20lLNs 323-@3 <<06 ocHoBax oxpaHbr
3AOpOBbr lp€DKAaH s Poccuficroft (De4epaqaa>) ycraHoBJreHO npaBo tpaxAaH Ha
noJryqeHr.te Aocrynuofi r,r KaqecTBeHHOfi rr.re4uquucroi nouotqu.

_ B Hacrorulee npeue n poccr.rficrofi @egepaqufi co3AaHa Heo6xo4urraax HopMarr.rBrr6ur
6asa uts opraHr,r3arlurr naAlexaulei no 4ocrynnocr[ r{ KaqecrBy ue4uquucxor [oMorqu.

Tax, npnxa:aun Mr,lnr4paea poccr.l.t:

1) y*epxgeHhr Kpr'reprnn' oqeHKr.r KaqecrBa ueguquncxoft [oMolq[, Koropbre
c$oprnrr'rpoaaxbr Ha oc'oBe nop{AKoB oKa3aHr.rr ue4uqr.rncrofi noMorqu }r cra'AaproB
rue4lrqr' rcrofi floMorqrr, yrBepxAeHHbrx Mr.rna4parorr,r poccur,t, KrLIHr.IqecKr.rx
peKoMeHAarI[[ (nporoxonoa neveuux) no Bo[pocaM oKa3aHrrrr nae4rquHcrofr rroMorqu,
PASPA6OTATTUIX I{ YTBCPXTEHII'X MCAUIII,IHCKI,IMU NPOQECCIIOHAN'HBIMI,I
HeKoMMepqecKuMr4 opraHr.r3arlr4JrMlr (npuxas Muusdpaea poccuu om to.os.zotz Ne203u);2) naeceuu E3MeHeHr,rr s floroxeHr.r" o6 op.""*uu"" o**u""" neprr.rvnoEue4zro-canrarapnofi [oMorrlr4 B3pOCJTOMy HaceJIeHr.Irc, yrBepxAeHHOe npu Ka30M
Mans4pancoqpa3Br{rar Poccuz or r5.05.2012 Ne543H, 

" "u.r" op"u"rruq"" nepnu.*rofr
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MeAAKO-CaHr.rTapHOi IIOMOrqll B OTAaJreHHbrX paioH{rx t4 M:rJrOHaCeJreHHbrX rryHKTaX, B TOM
rrr.rcre opraHu3aq[[ oKa3aHr.rr fiepBofi IIoMoIqu HaceJIeHLIb Ao rIplI6bITIrt MeAT,TqI,IHCKLIX

pa6oTHnKoB npu HecqacrHhrx cJr)ArEUrx, rpaBMrx, orpaBJreHr,rJrx r4 Apynrx cocTorHr.rf,x rr
3a6oreBaH[rx, yrpoxarcqux lrx )lc.r3Hr.r r.r 3AopoBbrc, c [pr.rBneqeHueM AoMoB6D( xo3rficrB
(npuxas Munsdpaea Poccuu om 23.06.2015 l,lb36lu);

3) yraepx,qeurr rr,rnoBbre orpacJreBhre HopMbr BpeMeHrr Ha BhlnoJrrreHrae pa6or,
cBt3aHHbrx c nocerqeHneM oATII,IM [aqueHToM Bpaqa, B ToM lrr4cJle 3alpaTbr BpeMeHI,I Ha
oQoprrarenue ue4rqrlncrofi AoKyMeHTarIuu (npuKa3 Munsdpaea Poccuu om 02.06.2015
Nb290n);

4) yrBepxAeubr MeroAr.recrue peKoMenAarluu rro pa3pa6orKe opraHaMr,r
rocyAapcrBeuNofi sracrfi cy6rexron Poccuftcxoft @e4epaqur.r u opr{ru€rMr,r Mecruoro
c€MoynpaBJreHr,rlr noxasarerei eQQerrunnocru AerreJrbHocrr.r no.qBeAoMcrBeHxbrx
rocyAapcrBeHnbD( frpexAenuir (npuxas Muusdpaea Poccuu om 28.06.2013 Jlb 421);

5) yraepx.qexbr rleJreBhre rroKa3areJrr.r eQQexrurnocrr{ Ae{reJrsHocru $e4epanrnrrx
6ro4xenrrx r{ Ka3eHHhrx yvpex4ennfi, HaxoA.flurfixcr B BeAeHr,r[ Mr,rnucrepcrea
3ApaBooxpauenrs Poccnficxoft (De4epaqzr,r (npurcasou Munsdpaea Poccuu om I 1.07.2013
Ne 451);

6) yrnepxgen flopa4or o6ecneqenur ycloauft Aocrynxocrr,r AJu rHBaJrr{,qoB

o6lerros znrfpacrpyxrypbr rocyAapcrrexnofi, MyHr,rqn[anlHoft u qac:rxofi ctcreu
3ApaBOOXpaHeHr.rr u npeAocTaBJrreMErx ycJryr B cQepe oxpaHBr 3AopoBbr, a TaKxe oKa3aHr{t
r.rM rprr eroru neo6xo4rauofi uorr,rorqlr (npuxas Munsdpaea Poccuu om I2.l1.2015 Ne802u);

7) ycraHoBneHbr rpe6onanux K pa3MerrleHr.rrc MeAr.rqr.rHcKzx oprannsaquft
rocyAapcmennoi clrcreMLr 3ApaBooxpaHeHr.rr n rlryr{urlr4naluroft cucreMbr
3ApaBooxpaHeHr,rr, trHbrx o6rerros r.rnr[pacrpyxryprr r cQepe 3ApaBooxpaHeru{, ltcxoAt
ue norpe6noc'refi nacelenfir, [o3BoJrrroq[e peaJrr.r3osarr 3x ypoBHeByro cltcreMy
oKa3aHurl Iue4uqlancxoi [oMoIrIr4, pa:pa6oraG zurropr{TMhr Maplrpyrr.r3arluE no grarraM r.r

npoQr,rnrna oK,uraHllf, rrae4rlquncxoft rroMorrlfi (npurcas Muusdpaea Poccuu om 27.02.2016
Ne I32u).

B 2020 eody npwumbt HopJjtamusvbte npaaosbte aKmb4 ycmauaarusant4ue
odazamenonue mpe6o6aHun e cQepe eocydapcmeenHozo KoHmporn Kaqecn aa u
deconacnocmu uedu4uucxoil denmenouocmu, 6 moljt 4ucne HanpaarcHttbte Ha
npomueode rtcme ue pacnpocmpaueH uto Ho6o rt Kopowas upycuo i unQex4uu

@edepatanute 3aKoHbt

@e4epanrnui 3aKoH or 01.04.2020 i\!98-@3 <<O sHeceHrlr r,rsr\,reHeHuf, B orlrerrbHhre
3aKOHOAareJrLHbre aKTbr Poccuftcxoft @e4epaqnu no BorrpocaM npeAy[pexAe Hufl Lr
JILTKBT{AarIr4I upe:arrvaftnrrx cr.rryaqrafi >;

(De4epa.nrnrtfi 3aKoH or 08.06.2020 Ns166-03 <<O sHeceHr.ru r,rsN4eneHlri B orreJrbHbre
3aKOHOAareJrbHhre a(Thr Pocczftcxofi Qe4epaqr.rn B qeJltx npr4Hrrr4r HeorJroxHbrx Mep,
HalpaBJreHHbIx Xa O6eCneqeHr.re ycrofivuBoro pa3Br.rrllt SKOHOMT,TKLI r{ flpeAorBparrleHl{e
nocle4crnr.rfi pacflpocrpaHenr.u nogoft KopoHaBr.rpycHoi na$erqrElu.

nocmaHoaneHun u pacnoptJceuux lfpaeumentcmea poccuitcxoit @edepaquu



)

rrocraHoBJreHr,re flpaBr.rrerbcrBa PoccltficKoft (DeAepaquu or 27 .12.2019 Ns 1896 (06
yrBepxAeHHI.I flpanun o[peAeJleHlltt crofixofi yrparLr rpyAocnoco6nocrr't corpyArrrKa
opraHoB flplrHyAnrenbHoro ncnoJrHeHus Poccuficxofi @e4epaqr.rn> (nava.no AetrrcrBhrs
.qoKyMeHra - 01.01.2020);

nocraHoBrreHne flparlrrenrcrsa Poccuficrofi (De4epaqr,ru or 27.12.2019 Ns l89l (O
MeAr.rquHcKoM ocBr,rAereJr6crBoBaHlr,r QegepanrHrrx rocy.qapcrBeHHhrx rpax(AancKqx
cJlyxauux @e4epaarxoft cJryx6br cyAe6ghrx [pr4craBoB, r.r3brBr,rBrunx xeJraHr{e
locrynl4Tb ua crryN6y B opraHbl [puHyAI,ITeJIEHofo t'tcrroJrHenns Pocc[ficxofi @e4epaqr.rn,
Ha HaJrr{qfie [Inx orcyrcrBrae sa6oregaHllfi, npeflrrcrByloullEx flocrylueHr.rrc na cnyx6y n
opraHhr npxuyAr.rreJrbHoro uc[oJrueur.rr Poccrficrofi (Degepaqr.rr.u (navalo AeircrBrrr.
AoKyMeHra - 01.01.2020);

rrocrauoBrreur4e flpaBr,rrerbcrsa Poccuficrofi @e4epaqur,r or 31.03.2020 Ns373 (06
yrBepxAeur,n4 Bpeuennrrx [paBr.rJr yvera uu(fopMarlrdr,r B rleJrrx npeAorBparrleHr,t r
pacrpocrpaHenraq Honofi KopoHaBr.rpycHofi uuQexquu (COVID-I 9)>;

nocraHoBrrenre flparurenrcrea Poccrftcxoft (De4epaqnn or 03.04.2020 Ns438 (06
oco6er*rocrxx ocy lecrBneHus n 2020 roAy rocyAapcrBeHHoro KoHTpoJrr (nagropa),
MyHr.rur4nanbnoro KoHTponr r.r o BueceHr.rt ri3MeHeHr4r B nyHKT 7 Ilparwt noAroroBKlr
opraHaMr.r rocyAapcrBeHHoro KoHTpoJrx (nagsopa) r opraHaMr,r MyHr.rqr4[aJrbHoro KoH,rpoJUr
exeroAHbrx rrJraHoB npoBeAeHnr IIJIaHoBbTX npoBepoK ropItAI{qecKI,Ix Jrr{q vl
urr4nBv Iy urr.nbrx flpeAnpnunrr,rarelefi >> ;

nocraHoBrreHlre flpanurelrcrsa Poccuficrofi (De4epaqr,rr,r or 03.04.2020 Ns440 (O
[poAneHit4 leficrnru paspemexufi u I,tHhrx oco6eHHocrcx B orHorueHr.ru pasperur,rrernuoft
AerreJrbHocrn n 2020 ro.qy>;

rrocraHoBJreHue flpanuremcrsa Poccuftcroft (De4epaqur.r or 01.12.2020 Ns 1980 (06
yrBepxAeH n llpaar.rn opraHr43arllrr4 rrle4uqr.rncrofi IIoMorqI4 BoeHHocJryxalprM
Boopyxeuxrrx czl Poccl.rficroft (Degepaqur4, Bor{HcKr,rx Qoprrar.rponanuft u opranor u
lpar(AaHaM, npx3BaHHbrM Ha BoeHHbre c6oprr, B MeA[rItrHCKrnX (noenno-ve4rqrnxcxux)
noApa3AerreHr.rrx Boopyxenrtrx Cr.u Poccuficxoft @e4epaquu, BonHcKr.rx $oprruponanr.rft
II OpraHoB B MeCTaX HX nOCTO{HHOfi 4UClOraq'Ir.r r4 B BoeHHo-Me,qtruHHcKr.rx qacrrx r.r

opraHv 3ar{urD);
pacnoprxeHr.re flparurenrcrea Poccufi croft (De4epaqr,rr.r or 02.04.2020 Jsg44-p <06

yrBepxAeHr,rr4 nepevnefi MeAr,rqlrHcKlrx opraNusaqrafi, Korophre nepenposr,rnrapyrorcr AJrt
oKa3aHHr rrae4r.rquncrofi noMotqr4 narrHeHTaM c noATBepxIeHHErM AI{aXHO3OM r.rJrr{ C

noAo3peHneM Ha KopoHaB[pycnyro uu<perq[ro covID-I9 n craquouapHbrx ycnoBlrrx>.

HOpMAmUqHde npa60abrc axmot QedepanbHbtx opzaHos ucnorHumerbHo eaacmu

lpr'rKa3 Mun:4para Poccun or 19.03.2020 Nsl98H <o npenaenHoM roprAKe
opraHa3ar{lr[ pa6out MeAxr{r,tHcKlx opraau:aqufi B rreJrrx peanr.r3arl[lr Mep IIo
npoQt't naxrure u cHHxeHIto plrcKoB pacnpocrpaHeHr.rjr nonofi roponaBHpycHoi rEnoerqur,r
COVID-19;

npr,rKa3 Mr,rns4para Poccra or 06.04.2020 Ns288 <06 yrBepxAeHrir{ rlpanr.rn orIeHKu
roroBHocrrl Merr,rrlr4HcKux oprana:aqui, noABeAoMcrBenxHx Qe4epanbHbrM opraHaM
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ucflonHfiTenbHofi BracTr,r, r4x cTpyICrypHEIx IIoAp€l3Ae nel1,vir rr qacTHbx MeAr{rlnHcKr.rx

opraHH3aquft, K oKa3aHr.rrc MeAr.rq[HcKofi uoMorrlr4 naql{eHTaM c [oATBep)KAeHHbrM

,q[arEo3oM HoBofi KopoHaBr,rpycHofi r.rHoeKqn[ COVID-I9 r.rJru c noAo3peHr{eM Ha HoByro
KopoHaBvpycHyro r.rHQeKrlrxo COVID- 1 9 B cTaqr{oHapHbrx ycJroBlrf,D).

npr4Ka3 Mr.rn:gpana Pocclru or 14.06-2019 Np422rt <06 ymepxgenur.r flopx,ura
oKa3aHrrr ue4uqrancrofi floMorqu no npo(pr.rJllo (creJrrocrno-Jr]rrleBar xupyprna>> (navalo
Aeficreur AoKyMeHra - 0l .01 .2020);

rrpr.rKa3 Mransgpana Poccrr.r or 26.11.2020 Nel252n <06 yrBepxAeHr{n llopx4xa
IrpoBeAeHr,rr MeAlrqLIHcKoro ocB[AeTeJrbcTBoBaHur Ha HaJrr.rqr4e MeALlrIr{HcKrD(
nport4 BonoKa3annft x [cnoJIHeHI,rro o6qgaxHocrefi qacrHoro oxpaHHltKa, BKlrotrEuoulero B
ce6s xuv ro-Torclt KoJloruqecKlre r4ccJleAoBau[f, laarnqvz B opraalr3Me qeJroBeKa

HapKoruqecKr.rx cpeAcrB, rrclrxorponubrx BerqecrB yt r4x uera6olr.rron, $opr,arr
MeAr{qr,rHcKoro 3aKllloqeH[r o6 orcyrcrBltl{ MeAr,rqr,rncKl{x nporr,rronorasanr,tfi K
ncnoJrHeur.rro o6sgaHHocrefi qacrHoro oxpaHHr.rKa, $opurr xypHaJra penrcrpaqur4
BbIAahHbIX MeAI{IlLIHcKI,rx gaxrroqexr,rfi 06 orcyrcrBr,rr4 MeA[rIr.rHcK]rx flporlrBonoxasa;g'uit
K r{cnoJlaeHr{ro o6s:aHxocrei qacruoro oxpaHHr4KO);

npnxas MrEns4paaa Pocu.rlr or 16.05.2019 N302x (pe4. or 19.11.2020) (06
yrBepxAeHr.r[ flopx.qxa npoxoxAerr]u HecoBeprueuuoJrerHr,rMr,r Ar.rcrraHcepHoro
na6mogeuux, B ToM qr,rcJre B IIepxoA o6yvenux r.r Bocn}lraltur n o6pasorareJlbxrx
opraHr,r3arlr4sx);

rplrKa3 MraHsApaaa Poccura or 25.06.2020 l',1b630s <06 y:rnepx4eHr.rE reper{Hs
la6o;renaHufi, flperrrrcrByroqux flpoxnBaHr,tlo segepanruoro rocyAapcrBeHHofo
lpaxraHcKoro cnyxaqero u rocyAapcrBeHHofo lpaxAaHcKoro cJryxaqero cy6rerra
Poccnficxoft @e4epaqura u (utu) qJreHoB lrx ceueft (cynpyra, cylpyrr,
HecoBepIxeHHoJIerHI'lx Aerefi, 4erefi crapue l8 ler, craeuux uHBaJIrrAaMr.r Ao Aocrr{xeHr.rJr
rrMr,r Bo3pacra 18 ler, Aerefi a Bo3pacre ao 23 ter, o6yuarorquxcr B opfaHrr3ar{Ef,x,
ocyruecrBnrroqr.rx o6paroBareJrbrryrc AerreJrbHocrb, no ounoft sopnae o6yveuur,
po4urelefi, JIlrII, HaxoAtlrlfixc{ Ha IDI(AI'IBeHuI'I rpax.qaHcKoro cjryxaulero vt
flpoxr'rBtuoulux coBMecrHo c uurvr) B MecrHocrr.r, KyAa rpaxaancxr.rfi cayxaquft
Ha3HaqaeTcr B [oprAKe poTallnr4>;

rrpr4Ka3 MranrApana Poccau or 28.07.2020 Ns749H <06 y:rnepxgenuu rpe6onanzi x
[poBeAeH[rro MeALIq[HCKr,rX OcMo'rpoB u ucuxosuruonorl4rlecKl{X O6Cne4onanufi
pa6otnrExon o6rexros ucnoJrb3oBauur aroMHofi gneprr{}r, [oprAKa lrx [poBeAeHr,rr,
nepetrHf MeAr4rrLIHCKI,tX IIpOTIIBOIIOK€I3 AIJ}z'fr. Ntfl, Blr/{aqu pa3peluegurl Ha BEI1OJTHSHLIS
ONPEAEJICHHEIX BI,IAOB AE'TEJIbHOCTI,I N O6IACTU UCIIOJIr3OBAHI,Iq ATOMHOfi 9HEPNII,I U
nepeqHr gorxnocrcfi pa60rnuron o6lerros ucnoJrE3oBaflr{r arounofi gHepru}l, Ha
KOTOpLTe pacflpocrpaHrllorct AaHHbre nporr.rBonoKa3anru,t, a rarcre Qoprrau MgA]1rII{HCKOpO
3aKJIrOqeHIlr o HaJrLrq[]I (oT cyrctnr.ra) MeAHUT.THCKI{X [porr,rBolroKa3 auuit gttt Bbulaqr
pa3pelxeHl'It Ha BbITIoJIHeHI'Ie olpeAeJreHHbrx Br,r.qoB AetreJrEHocrr.r s o6racrll
LICnOJrb3OBaHI,tr arovnofi gHepruD);

rpr.rK€B Mr'urocta Poccuu Nl7, Mrans4pasa poccrr Ns59 or 03.02.2020 (pea. or
16.11.2020) <06 yrnepx4enl.rn rlopr4ra ocyulecrBJreHarr KoHrporr, 3a ucrorrHegr.reM
ocyxreHHLrMr,r, nplr3HaHHbrMra 60ftnrruu naprouaauefi, o6tsaunocnr npoft11r aevenue or
HapKoMaHr,m r.r MeAr4r{r.rHcKyro r,r (ulr) corltranluyro pea6rlnraquro>>;



rpuKa3 Munsgpana Poccux or 28.09.2020 Nl029x <<06 ymepxgenura nepe.rxeft
MeAErIlrHcKrrx noxaganufi u nporl{BonoKasalanir AJII caHaropno-KypoprHoro reqeuutD);

rpnKa3 Mlruegpana Poccuu or 10.11.2020 J\1bl207r' <<06 yrBepxAeHI'Iu y'reruofi

$opvu ueAuquncroft AoKyMeHTaqI{r.r Nll3l/y <Kapra yuera npoQuJIaKTI,IqecKoro

MeAr.rqr.rxcxoro ocMorpa (grI cnancepnraql,Ix)>, flopt,{Ka ee BeAeHI{t u (fopnarl oT pacneaofi

cTarucTr.rqecKofi orqernoctr,l Ne I 3 1/o <<CseAeHI.It o [poBeAeHun upoSunaxu.rqecKoro

MeAr4 rIr{HCKOTO OCMOTpa I{ ALICIIaHCep[3aIIrut o[pe,qeneHHBlx rpy[n B3pocnoro

aacereuux", rroptAra ee 3aIroJIHeHI'rt u cpoKoB [peAcraBneul4t>;
rrprKa:t Muu:4para Poccnn or 29.10.2020 Nll77x <06 yreepxaenur'r flopr4ra

opraHr.r3arllru r4 ocyrqecrBJrexu-r npo$nnaKTI{KI,I ueunQexqr.ronnHx sa6orenall'wit u

[pOBeAeHLIt ueponpu-arufi no QOprvruponaHlllo 3AopoBoro o6pala ]CI3HII B MeAzI{I'IHcKI'IX

opraHr.r3aIIucD);
npr,rKa3 Mnnr4para Poccnr or 29.10.2020 Ns1l75H <06 yrsepxSeuuu flparun

rrpgBeAegut O6qgarelrHorO MeAI4IILIHCKoTO ocBItAeTeJIbcTBoBaH[t IUII' Hap1oAtnl1axcs B

r""ru* JII{ueH[t cso6oAH, Ha BIUIBJIeHIe BI'Ipyca I'IMMyHoAeOI{qETa rlertoBeKa (BI4II-

uu$exquu)>;
rprKa3 Munsgpara Poccuu or 28.10.2020 Nll70s <06 ymepxaeHl.Iu noptAKa

o*usa""" Me,uuulrHcKofi IroMolqu HaceleHr{Io no flpoibfiJlro <rpancQysuo;rorur>;

npHKa3 Mrlna4para Poccuu o"r 23.10.2020 J\lbll44tt <06 yrnepxaeHl{I{ floptAKa

OpraHLI3a.qUlI OKa3aHI4t ueAuqr,rncrOfi IIoMOIqu JIIIIIaM' 3aHI'IMaIOIII'IMCq 
'bI'IsI4qeCKOiryarrypoft lr cnopToM (n rov qr4cre IIpI{ rroAroToB(e I{ [poBeAeHI4Ll Qusrylrrypurrx

Mepo[ptltTl4t LI cuopTI{BHbIx Mepo[pI4tTI'Ifi), ruorar [opsAoK MeAUIII'IHcKoro ocMoTpa

,r"q, *in*ur"x npofirn cloprr.rBr{yro rroAforoBKy, 3aHl,IMarbct Qus6recxoft rynrrypoft u

clopToM B OpraHu3arl vr'{x vt (unu) runonHllTb HOpMaTI4BbI UcnhlTanui (recton)

Bcepoccuicroio $uarynrrypHo-cnoprr,rBHoro KoMrJreKca (foroB K Tpyry u o6opone>>

GTb>, ra Sopr"r nreA"tl"""r"* 3aKrroqeHnfi o AorycKe K yrtacrl,to Qraerylsrypnrtx u

cnopTl,rBHbrx MeponpHtTwlp);
rprr(z.. MrEnslpaea Poccur. or 20.10.2020 Nl130u <06 ymepxAeHI'II4 floptA*a

oKa3aHI,It Me.4lruraHcKoft floMou{lt no npoifnnro (aKyllrepcrBo I{ rI'IHeKoJIor[D);

npuKa3 MunrApana Poccuu or 20.10.2020 Ns1129E <06 yrsepxaeHl'Ill IIpaBun

[pOBeAeHI4t O6sgateIrHOrO MeA]tqLrHcKOro OCBUAeTeJIICTBOBaIII1 Ha B6UIBJIeHI{g B}Ipyca

r{MMyHoAeOI{qI{ra qerloBeKa (Blltl-unSexqrau)>;
-npr.rKa3 

MrEnrApara Poccura or 06.11.2020 Ne1202x <06 yrBepxAeHI{I{ flopx4ra

opraHr.r3arlull E oKa3aHltt Bcepoccuicroi crryx6ofi MeAI'rqI{HbI KalacTpoQ MSAIT qHHcKofi

floMorqu npu qpe3Bbrqaftntrx curyaqr,ux, B ToM qI,ICne MeAuquHcKoft 3BaKyaq[D);

npr.rKa3 M"".,qp""u Poccur4 or 28.Q9.2020 Ns1029H <06 yrnepxaeHlil,I reperlHefi

MeA[UnHcKlrx noxaganufi u [poTIIBouOKaSaHuIr Anf, CaHaTOpnO-KypOpTHorO JleqeHut>;

rpr{Ka3 Mr.rHsgpana Poccuu or 31.01.2019 Ng36x (pe4. or 28.09.2020) (06
yrBepxAeHr4r4 flopa4xa rrpoBeAeHuf, gKcneprl,I3hl cBt3LI 3a6oireBarlufi c flpodeccfiei I'I

rloprr,ru MeAurllrncroro 3aKJrroqeHr.r.f, o HaJltrqlru I4JII,I 06 orcyrcrBl'Ifi npoQecc[oHarbHoro
ga6oresauut);

rplrKa3 Mrans,qpaaa Poccr.rr.r or 23.09.2020 Nl008n <06 yTBepx4eHLIII roptAKa

o6ecneqenur [auregToB re're6nrrv III4TaHneM>;

rpr,rK.r3 Mr.rusgpaaa Poccuu N983n, Munrocra Poccuu Ng 201 ot 15.09.2020 (06
yrBepxAeHnrr $opr"rrr u noprAKa BlrAarru JrlrcrKa ocso6oxAeHut or BbInoJrIreHI'It
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cJryxe6Hbrx o6r3auHocrefi no BpeMeHHofi nerpygocnoco6xocrn corpyAnrrKy opraHoB
rrpr.rHyAr.rreJrbHoro ucnoJrneHug Poccufi cxofi (De4epaqlrr.u;

rplrxirr Mr.rn:gpana Poccuu or 14.09.2020 Ns972H <06 yrnepx4enuu flopx4ra
BbrAaqr{ MeAnrltlHcKlrMn opraHa3arl[rMr.r cnpaBo( r.r MeA[qlHcKI,Ix sarcmo.renufi>>;

rpr.rKa3 Muns4pana Poco.ru or 07.09.2020 N947H <06 yraepx.uexlru flopr4ra
opraHr43ar[M cr.rcreMbr 4oryuenroo6opora B c$epe oxpanrr 3AopoBbr B qacrr.r BeAeHr.rt
ue4uqnncrofi AoKyMeHTarIEr.r n Qoprue gJreKTpoHHbrx AoKyMeHToB>;

nprlx€rs Mars4paaa Pocc*tu or 01.09.2020 Ns925H <06 ymepxleHr.rr ropr.qKa
BblAaqlt r,r o$opu.nenur Jrr.rcrKoB HerpyAocnoco6nocfl.r, BKJrroqar [oprAoK $opnruponanur
JurcrKoB HerpyAocnoco6nocrn r $opnre oneKTpoHxoro AoKyMeHTD);

rpr.rra3 Mr.rx:4pana Poccr.ru or 10.08.2020 Ne823H <06 yrrepxgenuu flopxgxa
BhrAarr[ MeAr4qr,rHcKoro 3aKrroqeHlrc o cocTotHHlr 3AopoBbt IIo p$ynbTaTaM
MeAI,IqI,IHCKOTO OCBHAeTeJTbCTBOBaHIi' fpaXAaHAHa, BbIpa3XBrUerO XeJIaHI{e CTaTL

oIreKyHoM I{JIH [oIreqI,ITeJIeM coBeprrreHHoJreruero negeecnoco6noro uJrrr He noJrnocrbro
Aeecnoco6noro rpax,qaHr.rHo) ;

npr,IKa3 Munsgpaaa PoccuN or 31.07.2020 Ns803H <O nopxgre ucrorrb3oBaHr.rt
BclloMorareJlbHbrx penpoAyKTr.rBH6rx rexuoJlorufi, upornnorroKa3aHr4f,x I,I orpaHr,rqeHr.rqx K
lrx npl4MeHeH[rc));

rrpr.rKa3 Mr.nrsgpaaa Poccnn or 31.07.2020 No786s <06 ymepx4enuu flopr4xa
oKa3aHLIt ueguquucroft rroMorqa B3pocnoMy HaceJreHr,rro [pr{ croMaroJromqecKnx
3a6oneBaHr,rrD);

rpI4KiB Muxa4pana Poccr4lr or 31.07.2020 Ns 785x <06 yrnepxaenr.ru Tpe6oranufi x
opraHu3arlur.r u npoBeAeH[n BHyrpeHHero KoHTponr KaqecrBa n 6esonacHocru
naeAraquncxoi AerreJrbHocrr4>;

nprKa3 Mlrue4pana Poccuu or 31.07.2020 Ns787H <06 yrnepxaeuuu flopx4ra
opraufl3arlralr ]r npoBeAenrlrr BeAoMcrBeHHoro KoxTpons KaqecrBa u 6eeonacnocru
MeAUTIUHCKOfi AerrensHOCTrD) ;

npr4K€r3 Mraur4pana Poccur.r o"r 31.07.2020 Ns788H <<06 ytuepxgeullr floprAra
opraHr.r3arl![r MeAr,rqr.rHcKofi pea6[rlrraqun BpocJrbrx));

rrpr.rKa3 Mnurgpana Pocculr or 31.07.2020 Ne789H <06 yrnepxgeurr{ noprAKa r{
cpoKoB flpeAocraBlreu[r MeAr.rq]rHcKr.rx AoKyMeHToB (ux ronnft) r.r BbrrrucoK n3 HUD);

rpr.rKEB Mzx:4pana Poccun or 09.06.2020 Ns559H <<06 yrnepxaenrau flopx4ra
oKa3aHr,rr rue4urluncxofi noMoslr4 HaceJIeHIrIo no upoQunro (xr4pyprr4t
(xou6y cruonorr.r.r)> ;

nprlK:B Mr.rue4pana Poccuu or 09.06.2020 N560n <06 yrrepx4enuu flpanrn
npoBeAeHr.rr peHTreHoJrorurqecKrx r{ccJreAoBaHLIi));

rpr.rKa3 Munsgpana Poccuu or 08.06.2020 J',1!557s <06 yraepxaenuu llpanul
npoBeAeHr,rr yJrbrptBByKoBrrx uccregoranufi>>;

rrplrKzr Mr.rusgpara Pocclu or 04.06.2020 N548H <06 yrnepx4eHr.ru [oprAKa
AucrraHcepnoro na6.flroAenu-fl 3a B3pocJrbrM[r c oHKoJroruqecxuvu sa6oaeBannrMr.D);

npuK€t3 Munrpy,ua Poccuu Nl80n, Muns4paaa Poccm Ng 13ln or 27.02.2020 <<06
yrBepxAeHnn flopa4xa ranQoprraaqraoxHoro B3ar{Mogeitcrnut B rleJrrx [poBeAeHr,tt
MeAr.IKo-coql4anbHoft 9Kc[eprr.r3br Mex,q/ MeAr.rqr.rHcKnMr.r opraHu3arllxrrlu r.r 6rcpo rraeAr{Ko-

coqr{aJrbHofi gKcrreprfi3hr B ropoAax r.r paftoHtlx>;
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rrpnxa3 Muus4pana Poccr.ru or 23.10.2019 N878n <06 yrrepx,qeunn flopr4ra
opraHlr3arrn[ rvegnquncrofi pea6unnraguu Aerefi)) (navalo 4eficrrr.rr AoKyMeHTa -
01.01.2021).

II llpanonpuMexlrreJrbuat [paKTnKa co6.trroAenns o6srareJrrusrx rpe6onannft
npr npoBeAeurn KoHTpoJra (na4ropa).

Tr.rnuqnrre HapylreHr.rr [paB lpDKAaH n c(pepe oxpaHhr 3AopoBbr, B ToM qr.rcJre

naquenTaM c [oATBepxAeHHbrM A[arno:orvr nosoi KoporraBr,rpycHoft unQerqr.rr,r COVID-
19 utu c rroAo3peur4eM Ha HoByro KopouaBrrpycHyro r.rxSexquro COVID-I9:

neco6mo4enue MeAI,IqLIHcKofi opmH[3allrefi ycraxorreHHBrx reppr4Topr.rrrJrbHErMr4

[porpaMMaMa rocyAapcrBeHubrx rapanrufi 6ecnrarxoro oKa3aHlrr rpax.qanaM
naeAzrlrancxofi noMoIIIll cpoKoB oKa3aHr.lr rpa)(AaHaM nae,qr.rqr,rxcroi noMolqu oKa3aHr{t
rpaxAaHaM rrae4aqr.rncxoi noMorrltr s HeorroxHofi, exctpexnofi, nranosofi Sopue, r :rou
ql4cne cpoKoB oxxAaur.rJr orcBalr,lt MeAr.rqr,rrcKofi rroMoulx B crarlr4oHapHbrx ycJroBr{rx,
[poBeAeHI4t orAeJrbHhrx Ar4aruocrrrqecKr,rx o6cneAosaauir u roncynrraqr.rfi npa.refi-
c[eIII,I€UIHCTOB;

cnyqau neo6ocxosatHofi onratr 3a cqer JrnqHbrx cpeAcrB rpaxAax ra6oparopnrrx
r.rccreAosaHr.rfi na COVID-I9 ri KoMnLrorepnofi rouarpaSvu, npv Hruruqut,r MeAHTIrlHcKrrx

norasaHafi;
HapyureHlu Mr.rnunanrurrrx rpe6onaHNft Bpeuennoro noptAKa opraur.r3arlrfi pa6orbr

MeAr.rqr,rucKlrx opranu:aqufi B rlenrx peruIIi3aIIfiLI Mep no npoQuraxrure pI cHltxeH[Io
pr,rcKoB pacnpocrpaHeHr.rr HoBoft KopoHaBr,rpycHofi r.rn$exquu covlD- I 9>;

oTcyTcTBr.re aHaJI]I3a pe3ynBTaroB JreqeHE naqHeHToB c HoBofi KopoHaBlrpycHoft

r,rHibeKrlr,refi COVID-I9, a raKxe rIplrqLIH JIeriuIbHrIx l{cxoAoB;
HecBoeBpeMeHHoe npeAocraBJreHr4e rxQopnraqr,ru o 3a6oJreBaeMocrr,r COVID-I9 s

nH(bopMarlnoHHblfi pecypc yrera ranQoprrlaqlru;
r{r43Ka.fl o6ecneqennocrr Me.4IIqLIHCKI,IX lI I{HbIX pa6OTHr.IKOB CpeACTBaMLT

fiH,quBlrAy€urbnofi saulurrr (ovxu, o4nopasoBble nepqarKlt, pecnuparop, uporunouylrlnrrft
KocrroM 1 runa r,rJrr,r oAHoptBonrrfi xalar, 6axulr,l) ucxoAs I43 pacqera cyroqHofi
norpe6HocTlr;

HapylreHlle rpe6onannfi Bpeuennrrx MeroAFIecKLIx peKoMeHAaIII4ft MlaueApaaa

Poccr.rr.r <flpo<funaxruKa, AlrarHocrltKa I{ neqeHlle nosofi KoponaBl4pycHofi uxQexquu
(COVID- 19>) Ha 3rallax c6opa snllAeMuoJlorlrqecKoro aHaMrre3a, AI'IarHocrI'IKlt
(aunonueruEe r4ccJreAoBaul{fi ra3oBoro cocraBa KpoB}I, C-peaKTI,IBHoro 6enxa, cnr,Ipalrnofi
KoMrrlroTepuofi rorraorpaQun r€rxux), JIeqeHurI (ocyrqecrnaenue [oA6opa cxeM JIeTIeHI'III'

B ToM qr,rcJre anrr,r6axrepualbuoft Tepanuu, cBoeBpeMeHHblft nepeBoA [aqlIeHToB B

orAeJreHr.re peaHLIMaIInI lI IrHTeHcI,IBHoft Tepafllrrl, rloArurloqeHl{e rlx K arrflapary
HCKyCCTBeHHOfi seHTr.rnrUUn l€rrrax).

IocyAapcrnennsrfi KonTponb KaqecrBa rl 6e3onacnocrrl MeArrquHcKofi

AeflTeJrbHocrrr, B qacrr| KoHTpoJrfl ca co6flIoAeHneM opraHaMn rocyAapcrBeHHofi
BJracrrr Poccnficnoft (DeAepaqnn, rocyAapcrBenublMtr Bne6rcAxernbtMu Qonqanlr,
npaB rparqan n cQepe oxpaHbr 3AopoBbfl
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Ynpauexraena KoHTpoJrr 3a pe€ur.r3arluefi rocy4apcrBeHurrx [porpaMM n c$epe
3ApaBooxpaHenu-r (4anee - Yupaarenue) c qenuo rf oprtrlrporanr,rr [JraHa KoHTpoJrLHblx
neponprurrafi sa 2020 roA, a raKxe BLrrBJreHr.rJr cy6beKToB Poccaftcroi @e4epaqun,
r4Meroulux orpr,rrlareJrbrryro A[HaMr.rKy npr.r Aocrr.rxeHr4 u rleJreBErx norasarelei, na
perynxpHoi ocHoBe B TerreHr4e 2019 rola upoBoAr,rJrcr aHaJru3 AerreJrbHocrn opraHoB
ucnoluureruroft BJracrn cy6rerroa Poccuficxofi @e4epaqr.lu, ocyulecrBJlrroqux
tfyxrqrnra n ctfepe oxpaHbr 3AopoBbr no opraHr.r3arlau co6rno4exva flpaB rp&KAaH rpx
loryqeHnll rueAl.tqnncxoft noMorru{ }r neKapcrBexHorvr o6ecne'reuuu c rleJrbro o[peAeJreHnt
cy6rexroa Poccr-rficroft @egepauzr, He Aocrr,rrwrx rleJreBlrx uoxasarenefi,
xapaKTepn3yroqr4x AocrynHocrb u KaqecrBo oKa3anr.rr ue4r.rqr.urcrofi noMorqu n
cBnAereJrLcrByroqlx o HeBbr[oJrHeHr,tu peruoHanbHoro ruraHa ueponpurrui rro
cHxxeHrlro cMeprHocrr,I or ocHoBHbrx nprrqrH. Tarxe, B pzlMK€tx KoMnereHIIrrlI
Ynpaueuaenr flpoBoAr,urcr Mour{Topr4Hr pearv3a\uLr perurou:urbHbnr npoeKroB, BxoAt[Ilrx
n $e4epaarrure [poeKThr HarlrioH€rJrbHoro [poeKTa <<34panooxpanenae>r.

B coorsercrsrau co crarrei 16 {De4epannxoro 3aKoua or 2l .ll .20l I Ns 323-@3 (06
ocHoBax oxpaHbr 3AopoBbr rpa)KAaH e Poccuficroi @e4epaqr.ru> K [oJruoMoqr{rM opraHoB
rocyAapcrBeHnoft eracrfi cy6rercron Poccfiicrofi Oegepaqur n cSepe oxpaHhr 3AopoBBt
orxocurcr 3arrllrra [paB qeJroBeKa r.r fpax,qaHr.rna a cQepe oxpaHhr 3AopoBbr, a B

coorBercrBur,r c noprvrofi crarrn 98 (Degepaarnoro 3axona or 2l.ll.20ll llb 323-@3 (06
ocHoBax oxpaHhr 3AopoBbr rpaxgan r Pocc[ftcKoft @egepaqr.rn> oprarbr rocyAapcrrennoft
BJIaCTI4 a c$epe oxpaHbl 3AopoBLs HecyT oTBeTcTBeHHocTb sa o6ecneqeHr.re peaJrr.r3arl[[
rapaHrrai n co6ruo4enr.re rrpaB u cro6o4 a cSepe oxpaHbr 3AopoBbr, ycraHoBJreHHbrx
3aKOHOAaTeJTbCTBOM POCC[iCrOft (De,qepar1r.ru.

Ha ocxosaur.rn atraJrvsa Ynpauenuelr cocraBJreH rrJraH lpoBepox na 2020 ro4, n
coorBercrBr.rur c KorophrM 3anJraHr.rpoBaHo nponegenr.re l0 npoBepoK opraHoB
rocyAapcrBeuxofi sracru a crfepe oxpzruhr 3,qopoBr (3a6afixanrcrr.rfi xpafi, Ka6ap4r.rro-
Eanxapcrar Pecrry6lura, Tnepcxar o6racrb, Acrpaxancrae o6racrb, _fpoclaacrar
o6racrl, I4pryrcrar o6racrb, Orr.rcxac o6racrb, Y4lryprcrar Pecrry6luxa, pocroscxat
o6racr6, Pecny6rraxa Anrafi) u 6 nporepox reppnropr,raJrburrx $ou4oe o6sga.remHoro
MeAr{qr.rHcKoro crpaxoBaHlrr (I,Ipryrcxaa o6racrb, YAnayprcxax pecuy6lnra,
Kpacnogapcruir rcpair, Ka6apAnxo-BarrKapcK.ur Pecrry6nuxa, 3a6aftxanrcxuft xpaia,
Trepcraa o6nacrr).

Bcero 6ruo rpoBeAeHo 6 nponepor (3a6afiranrcrufi rpaft, Ka6apgr,rno-E.rnKapcKarr
Pecny6ruxa, Trepcxar o6racrb, Acrpaxancxaa o6racrb, -fpoclaucrar o6racru,
Y4uyprcxar Pecrry6ar,rra) opraHoB rocyAapcrBeHHofi sracrlr r c$epe oxpanu r4oponre, 4
npoBepru (Hpryrcxar o6nacu, orracras o6racrr, Pecrry6nr.rxa A;rrafi, pocroscxat
o6nacrr) 6ulr.r orrraenerrr rro fipuqune cloxsofi gnnreMr,ronoraqecxoft o6cranosxu Ha
TeppHTopr{[ cyorerra ro corJracoBaHHro c opraHaMr4 rrpoKyparyphr cy6rerron
Poccr.rfi crofi @e4epaqau.

Taxxe 6uno npoBeAeHo ABe flpoBepKr.r reppr,rropuaJrgnrrx $on4oa o6sgare6Horo
MeAr.rr{r4HcKoro crp€xoBaHr.rr (Y4ruyprcxar Pecny6luxa, Trepcxar o6nacrr), 4 nporepxr,r
(llpxyrcrar o6racrr' Kpacuogapcrufi xpafin Ka6apAr.rno-EarrKapcKzur pecny6nlrra,
3a6afixaarcxufi rpafi) B coorBercrBlll{ c nocraHoBJreur.reM flpanuremcrna Poccuficxofi
Qe4epaquu or 3 anpelx 2020 r. Ne 438 <06 oco6ennocrxx ocyulecrBneHut y 2020 rogy
rocyAapcrBeHHoro KoH'rpom (uag:opa), MyHllrlunaJrbHoro KoHTpOJrr I{ o BHeceHr.rr4



u3MeHeHr.rr B nyHKr 7 Ilpaaur' rroAroroBKr.r opraHaMrlr rocyAapcrBeHHoro KouTpont
(Ha,q3opa) u opraHaMLI MyHIrIII4rranbHoro KouTponr exeroAHrrx rrJrauoB rrpoBeAeHr.rlr
nJraHoBbrx npoBepox rcpl.qlFrecKr.rx ruu 14 r4w4grBr4AyzrJrEHhrx npegnpr,rnrauarelefi>>

Bcero qenrpanbHhrM a[naparoM n reppriropr.rrrJrbHhrMr4 oprau€IMr,r Pocsgpannag:opa
rro oneparr.rBubrM AaHHbrM npoBe.qeHo 1086 npoBepoK B oruorrrenr,ru opraHoB
rocyAapcrBeHnofi sracrfi a c(pepe oxpauhr 3AopoBE , B ToM qucJre no nepeAaHHhrM
IOJIHOMOqI'I'M.

B xoAe rrpoBeAeulrf, KoHTponbHbrx rr,reponpruruil B orHorrreHr.r[ opraHoB
rocyAapcrBerrnoft slacru r cQepe oxpaubr 3AopoB6r B6r.rBireuo:

- HapyrxeHr,rr npu Qopnar.rpoBaur{r,r reppr{ropr,rtrJrlHhrx npolpaMM rocyAapcrBeHHhrx
mpaHTnr4;

- uesSQexrr.rnuar pa6ora rJraBHbrx BHerurarnbrx cneqr.rlrJrr.rcroB B qacrr.r Hrd3Koro
aHalnt3a nprqr.rn pocra cMeprHocrr.r B peruroHe r{ npeAJroxenufi uo flyrrM r.rx pe[renr{rr;

- nragKr,rfi ypoBeu6 Ar.rcnaHcepHoro na6lrc4erux [aq]reHToB c nenn$exqnoHrrhrMn
3AOOJIEBAHU{MI':

- Hapy[reHr,rq opraHu3arluu oKa:tanr{r rr,re4uqr.rncroft noMorq}r B coorBercrBr,ru c
rroprAKaMu oKa3aHr,rr uegr.rqlrncrofi noMorrlu, yrBepxAeHuhlx trpuKa3aMu Mun:4para
Pocclru, HeBbruoJrHeHr,re KJrr.rHr.rqecKltx nporoKoJloB, B r{acrr.I: HapyureHr.rr Map[rpyrr{3arlnr
u nenpotfu.nrHbre rocflr.rraJrl'1l3a\ull HapyueHr,rr craHAapra ocHarrleHr4r, EeIIpoBeAeEI,ur B

noJrHoM o6reue Ar.rafHocr[qecKr,rx u reqe6Hbrx fiporleAyp r.r3-3a [pocror pt

nesQQerrunnoro ucrroJrb3oBaHnr MeAuqr.rHcKoro o6opy4onanua, Ae$HrIur rrepBaqHhD(
MeAr.rqaHcKt4x xa6nneror, AerrenbHocrb Koropbrx Ha[p€lBneHa Ha paHHee Bbtf,BJIeEE
IrpIt3HaKoB r,I cIrMIrroMoB ga6oreeaHr.rs ,r cBoeBpeMeuHoe HanpaBnenue n npo$r.lrrnrre
MeAHqEHcKr.re opraHn3arl[[ 2 n3 yposut;

- HapyrrJaercr AocrynHocrb oKa3aHu.s uegnqnncxofi rloMorqr.r Ar.fl rpaxAaH,
upoxlrB:lro lux s celrcrofi n mAareusofi MecTHocTIrr (or4arennrre paioHbr He BKIIIoqeHhI
B Maprupyrr.r3arluro, orcyrcrByor orAeneHr4r (ra6uneru) Ars oKa3aHwr nepnuvnofi
Aorpaue6nofi l.r npave6noft rraegIaqr.IHcrofi noMolqn, He opraHr.r3oBaHhr AoMoBbre xogxficrsa
AJrr opraHr{3arlu 14 [epB]Irlnofi nououltt;

- npocrofi l.r nesQ$err:lrrHoe r{crroJrb3oBarxr{e MeAuurnHcKoro o6opy4onaxr,rr, B ToM
qncne AoporocTorrqero ;

- neeQQercrurnoe acrroJrb3oBaHrde 3JreKTpoHHoro 4oryrtrenroo6opora B

MeAIiTIUHCKHX H a[TeqHLrX OpraHr.r3aqr.rrx;
- ALIcTaHIIHoHHhIe BI,IAbI KoHcyJrbrarr{Buoft norr,rorqu Ha ocHoBe l,rcrroJrL3oBaHnt

coBpeMeHHbIx r.rnQopltaquonHLlx rexHoJlorufi flpfi Bo3HLIKHoBeHr.rr4 Kpr,rrr.rqecKlrx r,rJrlr

Apyrr{x clrryaquft, rpe6yroulr.rx gKcrpeuHoro pmpeurenus He oKa3brBax)Tcfr purvl

oK€I3bIBaIOTCt B HeAOCTaTOqHOM KOJIItqeCTBe;

- ne co6mo4enue rpe6onanr,rfi no yKoMnJreKToBaHr.rp Melr.ruriHcKr.rM nepcoHaJroM
o6qenpo$ulrxux Senrgurepcrux Bbre3AHbrx 6purag CMII; K KoMrnexrarlulr
NEKAPCTBCHHLIMI,I NPENAPATAMU II MEAI,IqHHCKI'MI' T43AEIII.'JIM'I YKJIAAOK U HA6OPON grrX
oKa3aH[r cropofi ue4r.rquncxofi noMorqu; yKoMrureKToBaHI4IO MarUr.rH cropoft
rueguqr. rcrofi noMorrlfi B coorBercrBrar.r c flopr4roM oK€BaHr.rr cropofi, B ToM ql,rcJre

cxopoft cflequajrr.r3r4poaauuofi, naeguquucxofi floMoullr, yrBepxAeHHoro [pr,rK€BoM
Mxnsgpana Poccuu or 20.06.2013 Ns 388H. flapr anronao6r.urefi cropofi ue4r.rquncxofi
rroMorqu ycrapeJr ra rpe6yer 3aMeHEr;
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- 3aKylKa Me,q[rlriHcKlrx Mo6rurbnbrx KoMIrJreKcoB (n panxax peaJrr{3arl}rrr

HarluouaJrbHoro npoexra <3ApaBooxpaHeHlte>), uesaperncrpnpoBaHHhlx B ycraHoBJIeHHoM

3aKOHOAaTeJTbCTBOM rroptAKe;
- HecBoeBpeMeHHErr nocraBKa IlepeABuxHblx MooI,uIbHbIx KoMIUIeKcoB,

HecBoeBpeMeHHoe 3aKJIIoqeHue KoHTpaKToB Ha [ocraBKy flepeAB]rxnrrx uo6ullgrtx
KOMIIJICKCOB;

- HecBoeBpeMeHHoe (no3AHee) 3arufioqeExe KoHTpaKToB Ha lrocraBKy MeAI4IIlrHcKoro

o6opyAoBaHlrf,, B ToM qIicJIe - (TtxeJloro>;
- HecBoeBpeMeHHac [oAroroBKa nouerqenni noA rlocraBKy <(TtxeJloro>

o6opy4onauux.
- B xoAe KoHTponr 3a pealragartltefi rerapctreutoro o6ecrreqexltf, BBttBJUuorcs

cr.rCTeMHhIMlI npo6lenrrr: HeAocTaTKH B JIorucTI{Ke JIeKapCTBeHHbIx npenapaToB r,r

orcyrcrBr.re e4unoft ran$opua{uonuofi cncterrasr, o6ecue.{IiBaroulefi B3anMoAeficts[e

opraHa ynpaBneHgr 3ApaBooxpateHr4r, MeALtluHcrcoro nnipopuaquortno-aEElJlllrllqecKoro

rIeHTpa, MSAIIqLIHCK1X u QapnaaqeOrFIeCKI{X opraUUraquft, a TaKXe JIeKapCTBeHHOe

o6ecfleqeglte oT BBIIISSKI,I peqenTa Ao noJlyqeH]rt JIeKapcTBeHHoro flpelapaTa IraqueHToM'

Heco6JrroAeHr,re cpoKoB IIocraBoK JreKapcrBeHHblx flpe[aparoB co cropoHbl IrocraBul]rKoB'

H€Urrque Heo6ecneqeHHblx JIeKapcTBeHHbIMI'I [pe[apaTaMl'I peqenToB' He aHaJII43I'IpyIOTct

IroTpe6HoCTI.I B JIeKapcTBeHHhIx [peflapaTax I{ He IIpOBOAI'ITCI y[paBJIeHI'Ie TOBapH6IMIa

3auacaMri. 3aSurcr,rporanbr oaKTbr cnltcaHlr-' ireKapcrBeHHblx upelraparoB, B ToM qI'IcJIe

BAKIII,IH.

flo perylrraraM Bcex [poBepoK 6Hnra shrAaHrr [peAnficaHlrt 06 ycTpaHeHI4U

BbrsBJIeHHbrx HapyIueHI,tfi .

B parr.rxax flopyqeHI,rr 3aMecTr.rTeJrr flpe4ce4arerx flpaeu'relscrna Poccraficxofi

@e4epa{uu T.A. fonr.rrosoft or 06.07.2020 Ns Tf-IIl2-7291K8' reppuropl'I€ubHhlM}I

opra;aMu Poc3ApaBHaA3opa Bo Bcex cy6leKTax Poccuficroft @eAepaqraa 6b1n11 [poBeAeHbI

flpoBeprr,r B oTHoIueHI{x oprauoB rocyAapcTBeHHofi BIacTI'I cy66eKroB a c$epe oxpaHbl

3AOpOBbr r,r AerTeJrbrrocTl{ MeArrqr.rHcKlrx u oapMaqeBTr4qecKr,rx opraHl43aq}Ii

Oco6oe BHuMaHr,re 6uno yAeaexo cocroru[Io MarepuanbHo-Texrl{qecKofi 6a3LI

MeAr.rqr,rHcKtrx opraHu3aql{ft, nepenpoabunrpoBaHHLx noa cowD-19' (aApoBoMy

O6egfleqeglrlo TaKItx MeALIq[HcKItx opraHll3allufi; AOcTy1EOCTLI UpOBeAeIIIlq

iIr,rarHOCTIdqeCK[x I{ccJreAOBaHI{i [aqleHTaM C [OAO3peHueM Ha HdII{tII4e HOBOfi

KopoHaBlrpycHofi r.rH$eKqun (KT, IIIJI-raccneAoBaHI'It); ucllorlb3oBaxlro

TeJreMeAlrqngcKrlrx Kogcynbraqrrfi c perr4oHaJIbHbIMI,t t,r abeAepanbHblM]I AI'IcraHIIuoIrHbIMLI

KOHCynbTaTI4BHhrMI,r qeHTpaMu u AP.

I{ex'rpaarurrna alllapaToM Poc:gpaeaa4aopa 6LUILI [poBeAeHbI BHelJIaHoBbIe

BEre3AHbre [poBepKlr B OTHoIUSEII,I MuxraCrepCtaa 3ApaBgoxpanenux CnepAloBCKOfi

o6racrr4 (Aa.lee - Muuucrepcrro) u Ynpaalegllt 3ApaBooxpaHeHl'It A4tunuucrpaquu

ropoAa Exarepr,ru6ypra (Aaree - Ynpaaneru4e) B coorBercrBuu c uopyqeHueM

3al,recrntens llpe.qce4arena flpanu:relrcma Poccuficrofi (Degepaqru T.A. folr'Ironoft or
11.06.2020 Ng 20xn uo Bonpocy opraHr,r3arlflu oKa3aHur MeAr.rqr.rHcKoft floMolqu

naqneHraM c HoBoft KopoHaBr,rpycHofi r.rHaheKqrefi (covlD-19) Ha reppr.rropr{Ll

CnepAroncroft o6:Iactu.
flo pe3yJrbTaraM npoBeAeHr{r npoBepKr4 ycTaHoBJreHa HeAocTaToqHocrb

opraHr.r3arryroHnblx Mep Munucrepcrra 3ApaBooxpaueHl,Il CBepAnoBcKofi o6IacTI'I u
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Ynpannenu-x 3ApaBooxpaHenur Aguunucrpaqrn ropoga Exarepun6ypra no o6ecueqennto

AerTeJrbHocTn CuCTeMbI 3ApaBooxpaHeHuc Cnep4rOrCrOft o6xac, u B ycloBlasx
pacupocTpaHeHlit HoBoi KopoHaBl'IpycHofi uHSeKIII'In (COVID-19), n rorta vucne

OTCyTCTBITe CUCTeMHOTO 1OAXOAa K peIIIeHLIT BOnpocOB nepe[poQlrilnpqBaHl'It

MeAr.rqr.rggKxx OpraHl.r3allnfi, o[epaTI{BIIofo aHaJII{3a u ALIHUIMI,IqHOTo KoHTpoJIt 3a

cr,rTyaqueft, He peuleHa [po6JIeMa o6egfleqeuut KaqeCTBa MeAxq]rHcKofi noMouII'I B

ycnoBlrrx en[AeMr{qecKoro noAbeMa HoBofi KopogaBllpycHoft LIHQgKII1I (COVID-|p).
B coorsercrslu c flopyqexueM 3arMecrr.ITers npeAceAareJlt llpaBlrrenbcrBa PO

T.A. foruroBofi or 09.04.2020 ]\! Tf-fIl2-3077KB, oco6oe BHTMaHLIe yAerrtrrocb

[pOBepKaM CIyqaeB c JISTIUI6H6IMII uCxoAaMI'I npu OKa3aH]II{ MeAI'IqI'IHcKOfi 11oMol1114

6orurnu COVID-I9.
flo flopyqeHrrrro MrEnncrpa 3ApaBooxpaHeHldrl POccr.ricrofi @e4epaqnu

M.A. MypaurKo 6bur,r [poBeAeHhr Br,rAeoceJreKropHble coBeqzlHut c TeppI'ITopI'ItuIbHbIMlI

opraHaMr{ Pocs,qpaenagropa IIo upo6[eMaM, BO3HI,IKEUOUII4M UpI'I OpraHI'I3aUUU OKa3aHI{t

MeAr,rrIr4HcKOfi rroMotqu naqr.renraru c HoBoft KOpoHaBI'IpycHofi I'rHoeKIII{eft covlD-I9' tl
rlyrrM Lrx pelrreHl,rfl .

Ha 
"o""u*** 

6Brlu eacnyuraHbr 85 Cy6beKTOB POCCnfiCrofi @e4epaquu.

\rono4urelxuraTeppuropualrrrrrxopraHoBPocs4panrra4ropao3BrleHbl
ocHoBHbre flpo6reMhr, cBf,3aHH6re c opraHu3alll4er MeAI4qtrHcKo[ floMolql{ IIaIII{eHT{IM c

HoBoft KopoHaBr4pycEofi uHibeKrlueft covlD-I9 Ir flpeAJIoxeHLIt no I'D( pelueHl'Irc.

K ocnoeurrlr,l o3ByqeIrHbIM rIpo6JIeMaM MoxHo ornecrl'r:

- He [oJrHocrbKr npr'rHtrMnroTcr Mephl IIO [posunaKTl{Ke HOBoft KOpOHaBI'IpycHofi

rH(beKIIuu COVID-I9,
- He co3AaHbI HaAne)Kalque ycJroBl{f, \It'I cBoeBpeMeHHoro npoBeAeHI'It

fla6opaTopHoro uccJreAoBaHr.rr 6r4ororFrecKoro MaTepLIaJIa Ha EUIItqI{e KOpOHaBr4pyca,

KOMnbIOTepHofi ronaorpasuu JrerKl',tx'

- He co6JIIoAaIoTcs cpoKI,I ox!I'4aH[' oKa3aHI,I-f, HeoTno)GoI{ lI sKcTpeHHoI,I

MeAr{qr.rHcKofi [oMor{u, BhtrrBJreHbr [po6IeMbI B JIeKapcTBeHHOM O6eCIIe'reHHI',{ rpoK'qaH.

flo nrorau BlrAeoceJreKTOpHLX COBeIqaHLIi UHabopMaqut Teppl',rropllaJlbHblx

opfaHoB Pocr4panua4:opa IIo BbrrrreyKa3aHIIbIM Cy6beKTaM Poccnftcroft (De4epaqnu

HanpaBJreHa IIoJIHoMoqHbIM [peAcTaBI{TeJUIM fIp*I'IAeHTa Poccr4ficrofi (DeAepaquu no 8

oKpyraM.

Bng ronrpo.nfl - rocyAapcrBeurrbrfi KoHTpoJIb (nagrop) B cQepe o6paueHnfl

neKapcrBeHHbrx cpeAcrB B oopMe:
Qedepa.tauozo zocydapcmseHHozo Hao3opa a cQepe o6pauleHun neKaPcmaeHHbw

cpedcmg:
- eat^opovuozo KoHmponn Kaqecmqa neKarymaeHHbtx cpeocm6'

Ha Teppr.rToplu Poccnftcxofi (De4epaqura KOIUqeCTBo Opranr'r:aqufi,

ocyrqecTBJrrroqux AetTeJIbHocTb n c$epe o6paulegut JIeKapcrBeHHbIx cpeAcTB'

no4ronrponrubrx Poc3ApaBHa,q3opy, cocTaBJUIeT 6onee 150 000 ropuauvecKltx JII{q II

rrHAlrBr.rAyanbHbrx npeAflpl,IHl,IMareJlefi' B TOM tlltcJle:

- opraHI{3aIIuU-UpOI't3BOAI',ITeJII'r neKapcTBeHHLIX [peflapaToB;

- opraEI,I3aIII4I'I OIITOBOT TOpTOBJTI'I JIeKapcTBeHHbIMI{ CpeACTBaMI',I;
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- opraHr43arlulr po3Hr,rqHoft TopfoBJIIr JIeKapcTBeHHbIML flpenaparaMr.r (anreKH,
aflTer.t Hbte t|yHKTbl. K]rocKr,r);

- o6oco6neHHhre crpyKTypuhre noApa3AeJleur.rt MeALIIII4HcKr.rx opraHr,r3arlufi,
ocyulecTBJrrronlue po3HuqHyro roproBJrro JIeKapcTBeHrrhIMz rlpe[apaTaM[;

- MeAr,rqr{HcKr.re I:I zEbre opraHr.r3alluu, [c[oJlb3yrolque JreKapcTBeHHLre npenapaTbl B

re.re6no-AuarHocrr4qecKoM rrpouecce (rocuetororuvecKlre u Maccaxnble caJroHbr;

Bo3Ayrrrxbre cy.qa; opraulr3arru[ coqfi€urnofi :auluru - xHTeprrarLl, AercKI,Ie AoMa,

AeTCKT{e CaAbr, IUKOJILI ).
Pocr4paenaAaop B coorBercrBuH co crarsefi 8.1. <<Ilpurraenenr.re pficK-

opfieHTr,rpoBaHHofo IIoAxoAa npu opraHu3aqlll4 rocyAapcrBeHuoro KoHTpoJIt (na,uropa)>

@egepaarnoro 3aKoHa or 26.12.2008 Jt|b 294-03 <<O gaqr.rre npaB IopI{AnqecKI{x rILIq LI

r4lJ'4uBvrLyurbHbrx npeAfipl{nuvarereft npu ocyqecrBJleHllu rocyAapcrBeHHoro KoHTpoJIt

(uagsopa) r.r MyHr.rqunairbHolo KoHTpoJrr) B rIeJItx o[TI,IMaJrsHoro cloJrb3oBaHllf,

TpyAoBbrx, MareplraJrbnbx t,t $finaHcoBbrx pecypcoB, 3a.qeficrBoBauHLlx [p]1
ocyulecrBireHqu rocyAapcrBeHHofo KoHTpont (HaA3opa), cHI'IxeHI'It I'I3AepxeK

IoplrAruecKr,rx JIXII, I,iHAIIBLI,4/€IJIbHbIX npe4npUHr,rlrarelefi I4 IIOBbIUIeHI4'

pe3yJrrTaT[BHOCTLI Csoefi .qetTeJIbHOCTIl npu OCyu{ecTBJIeHItM Qegepanmoro
rOcyAapCTBeHHoro HaA3opa n c<$epe O6pasIeHI4t ne(apcTBeHHhlx CpeAcTB upEMeIIteT

pficK-opuenT]rpoaanuufi noAxoA.

Pucr-opnen'rupoBagllblfi [oAxoA [peAcraBngeT co6ofi ueto4 opraHlr3aIIEI,I Lr

ocyulecrBneHr4r rocyAapcTBeHHoro KogTpont (na4lopa), 11p]r KoTopoM Bbl6op

r,rHTeHcuBHOcrz ((popurt, [poAolIxI,ITeJrbHocTI'I, flepIl OAI'IqHocrI'I) [poBeAe6rul

MepOlpr4rITLIfi IIO KOHTpOJIIO onpeAelteTct oTHeCeHI,IeM Ae'TeJILHoCTII IOpI'IA[qeCKoro

Jrr{qa, lrHAr,rBI,rAyrrJr6HOro flpeAnpLIH}IMaTeJU{ n (uaU) Hcrrgnb3yeMrlx LIMII npu

ocyqecrBneHllll TaKoft AetreJrbnocrlr [poI,I3BoAcrBeHHbIx o6be(ToB, npo[3BoAI'IMofi

rrpoAyKrII4I4 K onpeAeJIeHHOfi KaTeropu[ pltcKa.

Olrecenue K onpeAeneHuofi Kareroplru prrcra ocyqecrBJlterct Pocs4panna4sopolra

C yqeTOM T'XeCTLI [OTeIIq[€UIbHbx HeraT]IBHbIx nOCJIeACTBIti Bo3MOXHOTo

HECOoNIOAEHI,I' TOPI,IAI4qECKI,IMI,I JII'IIIAMH, I'IHAI'IBUAYAJIbHBIMI'I IPEANPXHI'IMATEJI'MI'

o6.rgare6Hrrx rpe6oaanr.ri, a Ta$I(e c yqeToM oIIeHKI{ BepocTHocTlt HecO6JIIOAeHnt

coorBercrByroulnx o6t3areJlbHbx rpe6oBaHl'rft .

Poce4parxa4ropoM B 2020 rory 3anJIaHI'IpoBaHo 2042 rpoBeprl'r cy6beKroB

o6paqeHllt neKapcrBeHHbrx cpeAcrB.

2020
roJt

3saqxre.n rnr,r fi nncx Cpeaxni pncx YMepeHHbrfi pHcK

3aruatuporauo npoBe.qeHo 3annaunporauo IIpoBeaeHo 3annauuporauo IIpoBeaeHo

t9'l 25 t259 t59 586 78

flpr,r s'rorrl B cB.s3I,I c pacnpocrpalreHueM HoBoi KopoHaBlrpycHoi I'rnifexqzu COVID-
19 u s coorBercrBr4Lt c nopyqenlreM Bpuo pyKoBoAI{TeJI{ Pocs4parlragsopa A.B.
flapxouexxo or 19.03.2020 Ne 028fI-14120, uslanrroro Bo lrcrlorlHeHse ropyqeurt
flpe4ce4arerr llpanr.rrenrcrra Poccuftcrofi (Degepaquu M.B. MzurycrzHa or 18 Iraapra
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2020 r. Ne MM-I36-1945, npoee4enl,Ie Bcex [naHoBbIX npoBepoK, a raxxe BuerJraHoBbrx
Bbre3AHbrx (4orynreHrapurrx) nponepox 6ruro upuocranoBJreHo lo 01.05.2020.

B csqsa co BcrynJrer {eM B cr{Jry 14.04.2020 nocraHoBJrer {r flparr.rrelrc:rna
Poccr.rftcxofi @e4epaqur.r or 03.04.2020 J,.lb 438 <06 oco6euuocrxx ocyqecrBrreuuqe2l20
rcAy rocyAapcrBeHHoro KoHTponr (naaropa), MyHltqlnarnbHofo KoHTpoJrr r,r o BneceHr,ur

r.r3MeHenr.rr B nyHKT 7 llpatun [oAroroBKr4 opraHtrMu rocyAapcrBeHnoro KoH'rpoJrt
(uageopa) u oprauaMr.r MyHr4rlrr[aJrbHoro KoHTpoJU{ exeroAxhrx [JraHoB rrpoBeAeH[t
nJraHoBbrx flpoBepor rcpr.rAr.rqecKr4x wlr\ Lt ]IHArrBI,I,4/:uIbHBIx npeAnpunr.ruareaefi>>
nn€rHoBhre npoBepKr,r Poca.qpaaaagsopa orMeHeHbI coDlacHo upl{Ka3y Pocsgparnagaopa or
14,04.2020 Ns 1359 <<O sHeceHr4I,I fisMeneHllfi B nJrax [poBeAeHI{t nJraHoBhlx npoBepoK

ropr.rAnqecKr4x nrq u r{HAHBr,rAyanbrrbrx npeAnpuHl,IMarereft (DeAepamrofi crryx6u no
HaA3opy r cQepe 3.qpaBooxpaHenr4t Ha 2020 rop>.

B qacrlr Se4eparsxoro rocyAapcrBeHHoro HaA3opa B cabepe o6parqexu.r

neKapcTBeHHbrx cpeAcTB nocpeAcrBoM opraHl{3arluu lI npoBeAeHI{rI npoBepoK

coorBercrBur cy6rerroa o6paurenl,It neKapcrBeHnblx cpeAcrB ycraHoBJreHHbIM

Tpe6oBaHr,rrM 3arouoAareJlbcrBa no xpanellltK), nepeBo3xe, orrrycKy' peauII'I3aIIl ,

yHr.rrrroxeHr.rn ireKapcrBeHHbrx cpeAcrB, npI,IMeIreHEIo neKapcrBenHbD( npenaparon r 2020
r. Pocrgpaana,q3opoM npoBeAeuo 649 npouepoK, L{3 HI'IX 263 nnanosrre u 386

BHEIJIAHOBbIX.

202
0

IOA

3Ha.{trTerbHrlfi pncx Cpe.lHxfi pHcK YMepeHHHF pncK HmKnfi pHcx

rlraHosrr

rrpoBepKlr

BHernanosrl
e [PoBepKr{

fhanoan

npoBepxlt

BHennaHoBbI
e npoBepKH

fhasogn

npoBepKr,r

BHeruIaHoBH
e npoBepKH

nraHoBbr

rrpoBepKr-l

BHenraHoeH
e npoBepKn

25 35 159 162 78 142 ^.7

flo urorau [poBepoK B paMKax $e4epaarnoro rocyAapcrBenuoro HaA3opa B c$epe

o6paqenr.ra JreKapcrBeHnLrx cpeAcrB cocraBJlexo 852 npororona o6 aguunrac'rparl,IBlroM

lpaBoHapyHeHI,IIt, B ToM tILIcJIe IIo cTarbtru 6.16 (l I npororonon), 14.4.2 (564 npororoaa),
14.43 (238 nporoxonon), 6.33 (39 npo:roro;roe) KoAII P<D.

O6rexrom npaBoHapy[eHr,rr IIo BbrureyKa3aHHbrM crarbtM tBJurlorct Hapyu]eHl{e

rpe6oBauuft crarblr 58 @egepaarnoro 3aKoHa or 12.04.2010 Ns 61-O3 <06 o6paulexur
neKapCTBeHHbrx CpeAcTBD B qacrl,t xparreHw{ neKapcTBeHHbIx cpeACTB; Ilpaouit xpaHeH}Lfi

neKapcTBeHHlIx cpeACTB, yTBepXAeHHLIx p[Ka3OM MUu34pancoqpa3BuTltt Poccrau o'1

23.08.2010 Il! 706y; flpa3;rl HaArrexaulefi upaKrI'IKI'I xpaHeHrr I'I repeBo3Kl'r

JreKapcrBeHHblx npelaparoB AJI' MeAI,IqI'IHcKOTO npI'IMerIeHI{{, yrBepx,{eHHhlx [pI'IKa3oM

Muns4pana Poccnu or 31.08.2016 Nl 646n; flparur HaAJre)Kanlefi anreqHoi rIpaKrLIKI,I

JreKapcTBeHHbrx flpeflaparoB AJI' MeAUIIIIECKOTo IpLIMeHeHI.IJ{, , yTBepX,qeHHbIX [pI4Ka3OM

Mr.rns4paaa Poccllrl or 31.08.2016 J'.l! 647tt.
llo pesynrraraM [poBepoK s 2020 r. Ha3HaqeHo aAMllHllcrparlrnnrrx urrpaQon xa

cyv,lly 34407,9 rlrc. py6., LI3 HI4x:

- 1450 rrrc. py6. no crarbe 6.16 KoAII P@;

- 21163 rbrc. py6. no crarbe 6.33 KoAII P@;

- 6927 'rrl.c. py6. ro crarrc 14.43 KoAII PID;
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- 4867,9 rbrc. py6. ro crarbe 14.4.2 KoAII P<D.

Pe:ynr:rarrr [poBepoK rcpuAuqecKr,rMr.r Jrr{qaMr,r Ee o6xanosarr,rcr.
Crarr.rcrr,rvecru, ycpeAHeuuoe KoJr[qecrBo HapyrueHlrfi, BhrtBJreHHbrx

Pocs4parna4sopoM rrpu [poBepKe ropnAr.rqecKr{x Jurrl 3Haq[TenEHoi Karerop[]r prrcKa
(npourno4ureJrr{, r{Mlopreprr r.r Ar.rcrpr{6rroropu), B ABa pzBa npeBhrrrraer cpeAHee
KoJrr{qecrBo HapyxreHnfr, BbrrBJreHHLrx B xoAe rrpoBepKll rcpuAr.rqecKr4x araq cpegneft
Kareropufi pncKa (naupramep, MeAr.rqr,rHcK]1e opraHl{3arlr4 r.r, arrreKr, roroBbD(
JIeKapcrBeHHbIx Sopr"r), u n 3 paza npeBrrruaer KoJrr{qecrBo Hapyruenufi, BrrrBrseMhrx y
ropuA[qecKux Jrr.rrl yMepeHHoi r.r Hr,r3(ofi rareropulr p[cKa (aflTeqHhle Kr.rocKu,
orrrycKaroqne B ocHoBHoM 6erpeqenrypHhre JrexapcrBeunue npenaparu).

B 2020 r. Poca,qpaana43opoM B paMxax (feAepalruoro focyAapcrBerHoro HaA3opa B
c$epe o6parqeHur JreKapcrBeuHrrx cpeAcrB npoBeAeHo 386 sHelranoBbrx flpoBepor.

OcnosaH[er.{ AJUI [poBeAeHHJ{ BxerrJranoBbrx [poBepor s 2020 roAy cBnrnocb
nocTynJreH e uHQoprr,raqr.lu o Bo3Hr4KHoBeHlrr{ yrpo3br )rs{3Hr{ r.r 3AopoBBro rpoKAaH, a
TaKx(e no nopyqenr.fio llpanurelrcrna Poccr.rficrofi (De4epaquu B cBr3r4 c uan4euuefi
rorofi roponaBr.rpycEofi unQexqun COVID- I 9.

flo p$yJrbraraM KoHTponbHbrx nreponpuxrNfi, npoBeAeHHhD( a 2020 r.,
Pocs4paaxa4sopou fipoaHturt4 3npoBanbr cr.rcreMHhre HapyrueHr.rr, AonycKaeMLre
rcplr.qrdqecKr.rMr.r nuqaMlt rt urr4lrBnAyurbHbrMu flpeAupr,rHr.rMarenrMr{ rrplr o6parrleHr.rr4
JIeKapcTBeHHbrx cpeAcTB.

flpu srou xpaHeHr,re, orrrycK JreKapcrBeHubrx flpenaparoB 
- HaprAy c r,rx

yHr.rrrToxexr.reM 
- 3aHr,rMaroT Jrr.rAr.rpyrcqee rroJrolxeHne no Kolr.Iqecmy napyruexufi

o6s:arelrnrrx rpe6oeanltfi B npoqecce o6parleHnr JreKapcrB r.r r.IMeer ornorueHne
lpaKTr.IqecKH Ko BceM 3BeHbrM: rrpor,r3BoAnrenru, gr.rcrpra6bloropaM, anreqHbrM I,t

MeAUrU,rHCKr.rM OpraHU3arIurM.

Bn4 pa6oru Kortrqecrno
npoBepoqrrbrx JII.IcToB

Koluvecrro rpe6oraxufi ,
cooTBeTcTByrcIqux

4eftcrnyrorqerray
3aKOHOAaTeJrbCTBy

Koruqecrso napymenlrft

xpaHeHr{e 3s8 z l56J 1933

oTrrycK v
peaurll3aqut

321 569l 2325

nepeBo3Ka r52 3102 159

yHEqTO)I(eHne 244 1933 314

Pocs4panua4sopoM npoBeAeua pa6ora no ycraHoBneHriro
sogvoxHoi florepr{ KairecrBa JreKapcrBeHHoro rrpenapara
o6ssatemHrrx rpe6oaauzi flpu ocyqecrBnre*rrn AerreJrbHocru
JreKapcTBeHHbrX CpeACTB.

3ua.rfiteruHHfi plrcr:

3aBr,rclrMocrr.r (pucxa)
or neco6nroaenns

r cQepe o6parrleur,rr
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- He co6ffoAarorcr TeMnepaTypHbre pexr.rMbr xpaHeHr,r.s r4 BJraxHocTr.r,
cooTBeTcTByroulle ycJroBr,rrM xpaHeHtf, JreKapcTBeHHbrx npeflapaToB, B ToM rrr{cJre

Tpe6yrcqux 3arqr.rrbr or noBbrrueHHoi, noHrxeHHofi TeMneparypbr, or AefcrBr{r cBera,
BJraxHocrr.r, or Mexaur.rqecKoro Bo3AeficrBr,rr (yAapoB) r.r lpynrx $arcropoe orpyxaroulefi
cpeAbr;

- orcyrcrByer o6opy4oaanu e, neo6xo4[Moe AJrr opraHr.r3arluu HaAJrexaqero
xpaHeun r neKapcrBeHHbrx rrpenaparoB, rro3BoJrrroulee o6ecneqr.rru xpaHeur.re npenaparoB
B coorBercrBnr.r c yKa3aHHbrMr,t Ha flepBr.rrruoft u nropuvuofi (norpe6trenrcrofi) ylaKoBKe
Tpe6oBaxr.rrMn [por.r3Bo.qr,rre;refi lerapcreeHHhrx cpeAcm (orcyrcmyror KoHlr,rq[oHeprr,
npxTorrxo-BbrrrxHar BeHTr.rJurIlrJr, ocyruurenu Bo3A)rxa, Qapuaqenrrt recxue
xoJroAr,rnbHr,rKr,I, cyMKr,t-xoJroAItJIbHItKr4, repuoxoxrefiueprt z 4p.);

- oTcyTcTByroT npr.r6oprr lnx perurcTpaquu napaMeTpoB Bo:4yxa (.reprr.ronrfpoMeTpbr,
TepMoMerpbr, rurrpoMerpbt (olerrpouuHe rr.rrporraerpH) uJrr.r ucnxpoMerpbr) r4Jr H Apyrue
cpeAcTBa r.r3MepeHr.rr B MecTax xpaHeHr{rr neKapcTBeHrrhD( npeflapaToB; HecBoeBpeMeHHaf,
[oBepKa yKa3aHHbrx cpeAcrB r,r3MepeHrrr; orcyrcrByer exe4aeenrrfi KoHTpoJrL 3a
TeMneparypHbrM pexr.rMoM xpaHeHwr JreKapcTB, B ToM rrxcJre B BBrxoAHhre r{ npa3AHr{qHbre
AITIT;

- se o6ecne.relra 3aull4Ta [ocrynarcql{x JleKapcrBeHHhrx cpeAcrB or arnaocoeparrx
ocaAKoB IIpI{ rpoBeAeHr.ru nolpy3orrHo-pa3rpy3oqHux pa6or (orcyrcrayer Ko3LrpeK lrJrr.r

HaBec, TenJroBau 3aBeca xJru rryrrrKr.r r.r Ap.);
- oTcyTcTByroT cpeAcTBa u3MepeHrl' flpu nepeBo3Ke, [o3BOJUrrOrIUe nOATBepAr.ITb

co6rrc4enue neo6xoAurtroro reMneparypno-BJraxnocrHoro pexr{Ma (pdf-norreprr,
TepMoLrHAr,rKaTopu r.l lp. );

- ne co6lto4anrc{ rrpaBr.rJra orrrycKa r{ peuur,r3ar1rllr JreKapcrBeHnbrx fipenaparoB
(4onycxaercx orrrycx pe{eflrypHbD( JreKapcrBeHHEx flpenaparon 6e: peqenra; alreqHErMr.r
opraHll3aqlltMr4 He npeAbtBJr{IoTcr peqenTLr Ha neKapcTBeHHhIe rrpeflapaTLr, noAJrexaulr4e
npeAMerHo-Konr{qecrBeHHoMy yqery).

Cpe4xlrfi pncr:
- orcyrcrByer cr.IcreMa MeHeAXMeHTa KaqecrBa (orcyrcrryror AoKyMeHTbr,

pernaMeHTr,rpyroq[e, B ToM rrr,rcre [oprAoK coBeprrreHr.rr pa6orHr.rKaMr,r 4eftcrnufi npu
ocy lecrBJreHvu xpalteljv'i u (wtu) flepeBo3Ke JreKapcrBeHHErx npelaparoB, noprAoK
o6cnyxr.rnaNrar rlr [oBepKr,r r,r3Mepr.rreJrbHbrx upu6opor u o6opygoraurm, 

"i4"""e 
sanrceft.

orqeroB I{ Llx xpaHeHue' npIIeM' TpaHcloprt4poBKy, pa3MelqeHl4e JreKapcrBeHH6rx
upeflapaToB, I{ opI'aHI{3aII[Io KoHTpoJIt aa co6nro4enueM crauAaprH6rx olepaq]roHHErx
npoqe,4yp);

- orcyrcrByer Jrr{qo, orBercrBeHHoe 3a o6ecueqegr,re c[creM6r MeHe.IIXMeHTa
KaqecTBa;

- oTCyTcTByeT aHaJIv3 pI4CKOB XpaHeHltt JIeKapCTBeHHhIX IIpenapaTOB, B TOM qI,ICJIe
flptr I'I3MeH€Hr'II'I KoHcTpyKTHsnHx oco6euHocreft nouerqenufi, go6aane ;g1uvt ;1.Jru yAaneHr.ryr
[eperopoAoK; rrepecraHoBKe o6opyAoBaHr,rr, [peAH&rHaqeHHoro Arq xpaEerrlr, Hanpr{Mep,
cterraxefi, ruraQoe; 406aanenuu wru yAiureHnr.r uaruc,rparei BeHTr,rJrrrlulr,
OTOnLITeJIbHBIX cI{CTeM 14 CLICTeM KOHAnqUOHr4pOBaHr.rJI;

- orcyrcrByer c[creMa BlryrpeHHero KoH1por.fl KaqecrBa o(iBaHI{t ycJryrur, a rarcKe
pa-rpa60ranxue r4 yrBepx.qeHEbre lrHcrpyKrlr{x, craHAaprHhre ouepauuoHHhre npoqeAypbr,
flo3Bonffro[u1e peHraMeHTr,rpoBarb r.r KoHTponupoBarb (nxyrpennr.rft xourpo;rr) gei.rcrnut
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coTpyAHrIKoB npn ocyulecTBJreHr.[r AerTeJrbHocTr.r IIo xpaHeH]rro, oTrrycKy ]r peanr.r3arlulr
JreKapcTBeHHbrx rrpenapaToB AJI' MeAr.rqr.rHcKoro [p[MeHeHr,rr;

- oTcyTcTByeT nopr.qoK BeAeHn{ yqeTa neKapcTBeHHErx cpeAcTB c orpaHr.rrreHHbrM
cpoKoM roAHocTr.t; KorrTpoJrb 3a cBoeBpeMeHHofr peaJrr,r3aqr,reft He ocyqecTBJrreTcr;

- oTcyTcTByeT fipucflocooneHHbrfi r,r ocHarrleHHbrfi TpaHc[opT r.r AorqrMeHTaqnr,
rlo.qTBep)KAaroqat peryflspHoe TexHuqecKoe o6cJryxt4BaHlle TpaHc[opTa B cooTBeTcTBr,rz
c AoKyMeHr€rJrbHo oQopMreHHbrM fpaihr.rKoM rpoBeAenr,rr pa6or; racnopr Ha
Krr'rMarl'rqecKyro ycraHoBKy; cneqraQr,rraq[r c yKa3aHueM HacrpoeK KruMarr.rqecKoro
o6opy4onaru-a, onpeAeJrrrotqur pexr.rM pa6orbr ycraHoBKr,r;

- orcyTcTByeT AoKyMeHrarlfir, conpoBoxlarcuur [poqecc [epeBo3Kr.r
JIeKapcTBeHHbrx flpeflapaToB (npuxa: o H&tHaqeHLI[ oTBeTcTBeHHoro, [JraH naeponpr,rmnft
lrpu qpe3Bbrqafinofi cr.rryaqljl1. wer aos4eficrnNx BrrerrrHlrx Qax'ropon orpyxaroulefi
cpegn).

Yvepeaxufi pncx:
- orcyrcrByror pa60rnzru, HMercrque coorBercrByrouryro npo$eccr4oHaJrbr{yrc

rroAroroBKy z rnanzQuxaqaro;
- HeAOCTarOqnOe u cna60e BHeApeHr.re aBToMarr43aqr.ru opraflr,r3arlHft. Heyrrleuue

pyKoBoAcrBa nepcoH€IJla pa6orarl c r.rn$oprraaqr,IoHHLrMr.r clrcreMaMlr a 6a3aMr.r AaHHbrx, B
TOM rrllcJre c un$oprr.raqloHqbrMr.t 1azauu Pocsgpanna4sopa B qacr}r IlonyqeHwr
ranQopnraqrr.r o sa6paxoeanaofi npo4yxqlcra, a raKxe orcyrcrByrcT rraBbrKu pa6orbr B
cr.rcreMe <Qapmaxona,qsopu.

Husruft pr.rcx:
- orcyrcrByror npr.rKa3br rro BolpocaM [oB6IneHuJr xsaruQuraquu;
- orcyrcrByrcT [porpaMMbr Brry,rpeuHero o6yuenr,rx.
B Hacrorrqee BpeMr cepbesnyro npo6aervry flpeAcraBrsror @axru pea.nusaquu 6es

peqe[Ta I'I Ha3HaqeHI'It Bpaqa qepe3 alreqHhre opraHr.r3arlm4 JreKapcrBeHHhrx npelaparoB,
o6na4arorqzx lcuxoarcrr.IBHbrru geft crnr.rer"r" aHrlr6uorraros.

flosrorvry o4noft ar HIaBHhIx sa4au PocogpanuaA3opa B 2020 r. rrB1rurc1 KoHTpoJrL 3a
co6aro4enraeru noprAKa or[ycKa peqelrypHbrx neKapcrBeHHbrx npelaparoB r.I3 anreqHbrx
oprauuraqlri.

15 ror6pr 2019 roaa flpauure*crnou pocczficxofi (De4epaqzu yrBepxreHo
[ocraHoBJIeHI'le Ns 1459 <<O nneceulal'I agvenenrfi B HeKoropble arcrrr llpanureJrbcrBa
Poccnficxofi @e4epaqrlr> r.r Buecegbr r.r3MeHeHr,rr s lloroxeHx^e o (Degepanruofr crryx6e
IIo HaA3opy e cQepe 3ApaBooxpaHeHl4s, yrBepxAenuoe rrocraHoBJreHr,reM flpanr.rrenrcrna
Poccnficxoi @e4epaqr.rz or 30.06.2004 J& 323.

<Dedepanonurt zocydapcmoeauotrt uadsop e ceepe o6par4euun neKapcm^err^brx
cpedcme nocpedcmeou opza*u3aquu u ,po""d"iu ipo""po* coomaemcmaun
neKapcm$e HOtx Cpedcme, naxolnr4uxcn e zpoucdancxom o60pome, ycmaHosJ,eu^btm
mpefioeanunv ,< ux Kavecmav

B r{eJrrx flpuMeHen[r @e4epanruofi crryx6ofi [o HaA3opy n cQepe
3ApaBOOXpaHeHrir pacK-op[eHTnpoBaHHOrO noAxoAa [pr4 .cyqecrBireHlr.r
focyAapcrBeHHoro HaA3opa n c<pepe o6parqenur reKapcrBeHHLrx Cpe4crr 6rura npoBeAeHarpaAallllt npol'I3BoAI{TeJIefr lerapcrneHHrlx lpeflaparoB Ha ocHoBaHr4r.r o6tex114ggHx
Aar{Hbrx: peecrpa nuqenrufi Ha ocyqecrBJreHr,re AerreJrbrrocrr{ [o [por.r3BoACTBy
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JreKapcTBeHHBrx cpeAcrB, rAe yKa3blBaeTcf, KaTeroput BblrrycKaeMofi npolryKllu]r'
rocyAapcTBeHHoro peecTpa JreK4pcTBeHHbrx cpeAcTB, a TaKxe,qaHHbIx o JIeKapcTBeHHbIx

11penaparax, BbrnyqenHbrx B I'paxAaHcKI,Ii O6OpOr, [peAOCTaB[teMblx npol'I3BoAI',ITentMLt

Ha ocHoBaHr{u rpe6onanufi nprarara Poca4panna4sopa or 07.08.2015 J\b 5539 (06
yrBepxAeHur4 noprAKa ocyrlecrBJreHru nrr6opovnoro KoH'rpoJrt KaqecrBa neKapcrBellHbD(

cpeAcTB AJI' MeArIIIrIHCKOTO npI{MeHeHwI>.

OrnOCr.lrelrng [pOlI3BOAI,rTenei JIeKapCTBeHHhIx CpgACTB LICgOJI636BaH6I 4

Kareropfi[ pncKa: 3HaqI{TeJIbHEIfi, cpeAHlrfi, yrrlepexnufi u F.uzxuit.

Bcero ulan [poBepoK Pocs4paanagaopa Ha 2020 rol BKJrroqaur npoBepKLI

COoTBeTCTBr.rt JIeKapcTBeHHhIx CpeAcTB, HuuroAtIIPTxCt B TpaDKAaHCKOM O6OpOTe,

ycragoBJrerrHbrM Tpe6oBaHLrrM K rrx KaqecrBy, B ornollreHulr 39 opraHlr3alluf-

npor,I3BoALITeJIefi neKapcTBeHHbIX CpeACTB' I',I3 HIIX I1O KareroputM pflcKa:

- 17 - sua.tareJrbHoro p?rcKa;

- 20 - cpeauero PucKa;

-2-ytuepeunoroPucKa.
6a*"-recxu s ZjZO r. opra'r3oBaHo l0 [JraHoBEIx npoBepoK u ranepurexo 3

[JIaHOBbre rrpoBepKr,r B oTHOrrreHE[ OpraHl,I3allnfi-npousro4r'rteJler JIeKapcTBeHHbIX

cpeAcTB, " 
tor """n" I 

Manosar npoBepKa, HaqaTEIf, n IV rcaprane 2019 roAa, cpoK

,rpo""A"rrr" roropofi 6rur npo4;r6x B CB'3LI C npoBeAeHI4eM 3KCIIepTI',t3bI oro6pannrrx

o6pa3qoB JlerapcrBeHHhrx cpeAcrB.

B crxgr.r a 
"ar"g"rronorr4qecKoi 

o6cranosxoft 8 ulanosHx [poBepoK 6bliln

nprocTaHoBJreHLI B COOTBeTcTBtrrr c flII. <a> n. 3 nopyrleHl{{ IIpeAceAaTeJIq flpanntelrcrea
ptccuficroft @e4epaquu or 18.03.2020 Ns MM-[36-1945 r,r snocreAcrB'I4 3aBeprlreHbl B

cBr3tr c HeBO3MOXHOCTbTo r4x [poBeAeHI4t B COOTBeTCTBI{Li C II. 9 nocranosJleHl',I-t

flpannrerrcma Poccltficxofi @eAepaqpru or 03'04'2020 Ns 438'

B coorsercrsu[ c rryHKTaMr.r 3 U 8 nocranoBJreH]It flpanurenrctna Poccnficroft

@e4epauuu or 03.04,2020 l& +rs <06 oco6ennocrtx ocyuecrBrIeHI'IJI a 2020 roxy

rocyAapcTBeHHOrO KOHTpOIT (ra,qsopa), MyI{UqI4IIIUIbHOTO I(OHTpOJI' I{ o BHeCeHI4I4

r{3Me6errqr B rryHKT 7 flpayun rroAroToBKLI OpraHaMI'I rOCyAapcTBeHHoro KoH'IpoJlt

(rra,usopa)I{opraHzMI,IMyHllql,InanbHoloKoHTpoJr'exeroAHhlxuJIzlHoB[poBeAeHI4JI
IIJIaHoBbIx [poBepoK ropl4Al,Iqecwlx JII{II I4 llHAlIBLrAyaJILHhIx IIpeAilpI{HI,IMaTeJIeft>

(Aaree - rocra'oBrreHr4e hpanurenrcrBa Poccl4ficKofi (DeAepaquu or 03.04.2020 Ne 438)

I,I3nJIaHanpoBe,qeH[{nJIaHoBhIxIIpoBepoKIopI,IAI4qecKI,Ixnuqu[HAI,IB[IAy{InbHhIx
np.4npr"r**erefi oeAeparbHofi cJryx6br rro Eal3opy B coepe 3ApaBooxpaHeHl'It Ha 2020

ro,u 6Lllr.r ncKJrroqeHbr 29 nporepor [poLI3BOAI,Irenei neKapcTBeHHbIx cpeAcTB (npura:

Pocs4panna4s opa or 7 4.04.2020 Ne 299 l).
|Iope3yJILTaTaMnpore4€rrrrlrxnpoBepoKBoTHoIIIeHI,InopraHI,BaII}In-

[poI43BOAI,ITeJIefi neKapcTBeHHbIX CpeACTB BbItBJIeHbI HapymeHl4t' KOTOpbIe MoryT

lpr,rBoAr.rTb K BErnycKy B O6parleHlre HeAo6poKaqecTBeHHOfi [pOAyKUIU l'I tBJItTbCt

yrposofi npI4qI'IHeHtrs BpeAa xI'I3HI',t I'I 3AOpOBbIO rpax.qaH'

,{annrre o KoJrI{qecTBe BbrrBJreHHbIX napy[rexnfi B 3aB[ICI4MOCTA O'r rareropufi

pucKa'[pI{cBoeHHhIx[poBep{eMhlMopfaHu3allu'M,IIpeAcTaBJIeHbIBTaoJII,Iqe.
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Ta6nuqa. Ronu+ecmeo uapyuteuuti, ebtteneHHbtx e 2020 z.

ruaHoqbtx npogepoK 6 omHouleHuu opzaHBaqui-npotaeodumenefi
npu npoeedenuu

IeKApCm6eHHbrx

Creuenr
pr4cKa

Kon qecrso

rpoBepoK

Korrn recrgo
BEI'BJIEHHhIX

uapyureuuft

Cpe4xee
ECTBO

3na.rarearHHfi
I
(rrpoBepKa c

2019 r.

Koru.rectso npore4€nurrx npoBepoK l.I KoJtl{qecrBo BBrrBJreHHbrx napyurenlrfi no
p$yJrbrariu [poBepoK, npore4enHlrx s 2020 ro.rty, He rro3Borrer cAenarl AocroBepHbre
BbIBoAhI o H€IJrI{inII4 renAenquE K [3MeHeHI{Io KoJII,rqecrBa BhrrBJrreMbrx napynenuft no
cpaBHeHxro c ypoBHeM 2019 r.

Hapyruenur, KoropLre BLrrBJreHbr rrpu npoBeprax a 2020 r. B orHorueHur,r
opranuaaqnfi-flpor.r3BoAr.rreJrefi reKapcrBeHubrx cpeAcrB, orpiD(eHbr s ra6ruqe.

Ta6nuqa. Tunuquorc HapyueHut, Komopbte adrBneHd npu nposepKax e 2020 z. e
omHouteHuu opzauusa4ufi-npouseodumenefi neKapcmaeHHbtx cpedcme s pcuvKca

Qedepanauozo zocydapcmeeuuozo uadsopa e cQepe o6pauqeuua neKapcmseHHbtx cpedcme

Hapyurenra rpe6oBaHr,rfi nplrKa3a Mrauupouropra Poccur4 ot 14.06.2013
Ne 916 <06 yrBepxAeHr.rn flpaBlrrr HaArrexauefi rpon3BoAcrBennofi npaxrr.rxz>> (4anee
s ra6rr,rqe - flpasrura)

He onpegen€n noprAoK unQopvuporanlr-a coorBercrByloqero
y[oJrHoMoqeHnoro Qe4epaabxoro opraHa I{crIoJIH}treJrbHo[ BracrI,I B cnyqae,
ecJrn flpeAflpr,rHr,rMarorct AeicTBLIr, rBrqloulnecr cJreAcrBr,reM Bo3Mo)r(Hbrx

ou[r6oK B [por€BoAcTBe, yxyArlleHtrt KaqecTBa npoAyKqul{, BbI{BJIeHI,I'

$amcN$r.rqupoBauxofi rrpoAyKr{nu r.rJrr.r Apyrlx cepbe3Hbrx [po6reM, cBr3aHHbrx

c KaqecTBoM npo,{yKrlr4l,r;

AOKyMeHTanbHO He OrlpeAeneEa u He npoullcaHa orBercrBeHHocrb pyKoBoAcrBa

3a o6ecueqeur.re 9(bQeKTriBnocru $apuaqeBTltuecKoi cucreMbr (aqecrBa LI

HUrJrr{que Heo6xoAr,rMbrx pecypcoB, HalpaBneHHbrx na co6ffo4eHr.re pa6orHr,rKaMr4

rpe6osaHr4fi llpaslrrl
- AerreJrbHocrbro, nepe4araerraofi p.:;.s. BIInoJIHeHLIJI Apyroft opraxr.Baqr,rr

(ynpasnenr.re ayrcopclrHnoM);

- peureHr.rJr r.r Mephr, [puHcThre no p$yJIbTaTaM paccMoTpeHlrr npeTeH3r.rr.r He

BKJrK)qeHbr B COOTBeTCTByTO Iee AOCbe Ha Cepr4rc;

- He yrBepxAeu ,uropr.rrM AeftcrBr.ri B cJqrrrae BbrxoAa pe3ynbraroB aHaJrr,r3oB 3a
npeAenbl cnequdl,IKallufi t{ sHrBreHI,Is HerHnI,IrIHbIx pe3yJrbraroB aHaJII,t3a;
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- He BHeAPeHbr flpoqeccbr r{ He yTBepxAeHa AoKyMeHTarIur, o6ec[eqr.rB€uoqr4e

- B nporleAyprrx rro orfopy npo6 He onpeAenenbr Meponpr{rrr,rr no oqficrKe r.r

xpaHeHr,rrc o6opy4onannr Arr or6opa npo6, a raK)r(e oco6rre Mepbr
flpeAocropoxHocrr{, Koropue neo6xoAurr,ro co6rno4a:rr npr.r or6ope o6pa:qor

cpeAcrB oto6pano 18 o6pasqon neKapcrBeHHbrx npenaparoB n Qaprr,raqerrtqecKnx
cy6craHqllfi, Ha MoMeHT 3aBepIxeHLIJI IIpoBepoK 6ruu nolyveHrl rroJro)KureJrrHhre
3aKnlorreHl.rt uocJle npoBepKu coorBercrBrir ycraHoBJrennrru rpe6onaHr4rM K KaqecrBy B

oTHorrreHr,r[ Bcex oopa3rloB JreKapcTBeHHbrx cpeAcTB.
BrusreHHne e 2020 roAy HapyureHr4r clpy[[lrpoBaHhr B

HrDKerrepequcJreHHbre pa3.qeJrhr :

l. @apuaqeruqecrcu cr.rcreMa Kar{ecrBa (@CK) r{ AoKyMeHTarIrlr;
2. Kourponr KaqecrBa, KoHTpolrbHbre r{ apx}rBHhre o6parurr;
3. flepcoua;r 14 AerreJrbHocrb, rrepeAaBaeMar pltrr, BbrnoJrueurrlr Apyrofi

opraHr3aquu (ayrcopcnnr);
4. llperen:uu, or3brB r.r yHuqroxeur.re JreKapcrBeuHbrx cpeAcrB;

Pacnpegerenue BbrrBJrenHbrx s 2020 r. napyurenui o6qgarelrnux rpe6oBaHr.ri
Bbrrlenepeq[cJreHH6rx pa3AeJroB [peAcTaBJreHo Ha Ar.ralpaMMe :

Bn4u xapyuexni, aulnurexHbtx I2020 r.

I OCK r Aoxyi,tenraqxn

I Konrpoau Kaqectaa, xoxTpotbrr
r apxxEHbr€ o6pa3qbl

I tlpereHgxr, or3ua, yrrtrnoxerx
nc

x nepcoHan x ayr€opcxHr

Pesynrrarur npoBepoK ropnAnqecKl,rMr,r Jrr4rIaME ne o6xanosarllcr.
Mepu nporypopcKoro pearr{poBaHr{r B cBr3}r c He[paBoMepxrruu geficroarur'

Pocs4paenalsopa B orqerHoM KBapraJre He nprrMeHrJrlrcb.
B 2020 f. opraur43oBaHo rpoBeAeur.re 17 sHenraaoBhrx npoBepoK B orgorrreHr.rg

opranusaqlrfi -npou3BoAr.rreJrei lerapcruenHbrx cpeAcrB, rr3 Hr.D(:

Bcero sa 6 MecrueB 2020 rogaapaMKax rpoBepoK rrpor.r3BoAr.rrenei lexapcraernrrx

rreTbrpe
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rrpoBeAeHbr 14 sHenraHoBBrx [poBepoK, B ToM qucle 13 BHeruranoBbrx

AoKyMeHTapHbrx [poBepoK I,r I BHeIUIaHoBbrx Blre3.qrrEur rrpoBepKa B
orHorrrerr{r{ OfyII (MocKoBcKnft en4orpnnarrfi 3aBoA)) (goryr"renmr,
noryqeuuhre or @fYTI <<Mocxoscxr.rfi ex4orpznnufi 3aBoA)) no r{cnoJrHenr.rro

I npegnncaxur, BbrAaHHoro OfyTI <<MocroscKxfi sxgorpunnrrfi 3aBo,q> rro
pe3yJrlTaraM nranosoft Bbre3AHofi npoBepKr4, He rro3BoJrr,rJlrd orIeHHTb
ucuoJrHeH[e paHee BbrAaHHoro flpeA[r,r canwtt B noJIHoM o6r€rr{e 6es
lpoBeAeHr.rr ruesgrofi npoBepKr{), no pe3ynsraraM Koropbrx ycraHoBJreHo
rrcrroJrHeH[e paHee BhrAaHxbrx rrpeAlucanufi (ra6luqa);
rrpoBeAeHr,re 3 sHenraHogrrx AoKyMeHTapHLrx npoBepoK 6ruo
npnocraHoBneHo B coorBercrBr,ru c rrrr. (a>) rr. 3 [opy.reHnr npeAceAareJrt
Ilpanurerucrna Poccnftcroft (De4epaqr.ru or 18.03.2020 No M-II36-1945 s
cBr3rr c 3[r4iqeMr4olonrqecxofi o6crauoaxoft; yKuBaHH6re npoBeprur
BIIOCJIeACTBLIU 3aBeprleH6r B CB'3I4 C HeBO3MOXHOCT6IO I,IX [pOBeAeHU{ B

coorBercrBllu c n. 9 nocraHoBreHr4r llpaeurerscrra Poccr.ricrofi (De,qepaqlrra

or 03.04.2020 Jlb 438.

Ta6nuqa. Pesynomamu eHennaHoebx nposepoK 6 omHouteHuu opzauusa4ufi-
nporceodumeaett nexapcmeeuuatx cpedcmr 6 pcrMKctx Qedepanonozo zocydapcmeeuuozo

6

Kareropux
prlcKa
IIoAKOHTpOJTbHOTO

cy6beKra

Korlrqecrso
noA(ouTponbHrrx cy6texron,
y noTopbrx He ycTaHoBneHo

Hapy[enr.re o6lgarerurrrx
rpe6onanafi [pr4 IrpoBeAeHI{n
BHe[JIaHOBbIX npOBepOK

Korr,rqecrso
uoAKoHTpoJrbHbrx cy6beKToB,
y KoTophrx ycTaHoBneHo

HapyureHr,re o6r3aTerLHbrx
rpe6oranrafi rrpll npoBeAeHr,IlI
BHENJIAHOBbIX IIPOBCPOK

3HAqI{TEJIbHbII,I

pr,rcK
9 0

cpe4urafi pucr J 0

yMepeHHbrr.r
p14CK

2 0

O pesymarax rpoBepoK na cafire Pocs4panna4sopa (py6pr.rxa <<JlexapcrnenHne

cpeAcrBiD)/pa3Aerr <I,InSopuaqrouurre nncbMtD) exeMectqHo pa3MerqaJrucb

r.rHoopMarlHoHHHe nI,IcbMa.

B xoAe ocy lecrBJreHrar $e4epa,ruroro rocyAapcrBeHHoro HaA3opa n c$epe
o6parleHnr rreKapcrBeHHblx cpeAcrB s 2020 ro,ry [poBeAen or6op 6650 o6pasqor
neKapcTBeHHbrx cpeAcTB AJI' [poBeAeHr.It 3Kc[epT]r3bl I'Ix KaqecTBa:

- IIo rroKrBareJrrM, ycraHoBJIeHHhIM HopMarLIBHOfi AOKyMeHTaII]rei (na 6ase

la6oparopnrrx KoMIIJIeKcoB a tfe4epansuux orpyrax) - 3923 o6pa:qoa;
- c ucrroJrb3oBaHr{eM Hepa3pyruanqr4x MeroAoB (ua 6ase nepeAB[xHbIX gKclpecc -

na6oparopuft) - 2727 o6par;,1or-
B paurax $e4epamxoro rocyAapcrBeHHoro HaA3opa n c(pepe o6paulenr,rx

neKapcrBeHHbrx cpeAcrB s 2020 roAy uoATBep)KAeHo coorBercrBlre ycraHoBJIeHHbIM
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Tpe6oBanurM K KatrecrBy B orHorueHr{n 6626 o6pagqoB JreKapcrBeEHbrx cpeAcrB, rr3
KOTOpbrx:

- 3915 o6patqoa no noKa3areJltM, ycraHoBJreHHlrM HopMarrannofi 4oxyruexraqueft,
Ha 6a3e ra6oparopHbrx KoMnJreKcoB B QeAepaJrbHbrx o4pyrax;

- 27 1l o6pa:eq c ucrroJrr3oBaHr,reM Hepa3pyrlaroqrx MeroAoB Ha 6ase
nepeABuxHbrx eKcnpecc - na6oparopuft, r l.u.: EI4K - cnerrpoMerpri[ -2 613 o6parqon;
PAMAH-cnexrpoMerpr{}r - 98 o6pagqos.

Bcero s 2020 rogy B pe3yJlbrare ocyurecrBJreHr.rr $e4epanruoro rocyAapcrBerrgoro
Ha.q3opa n c$epe o6paqenr.ra BhrrBJreHo 8 naprufi 8 cepufi 8 ropronrrx nauuenonanuft
JreKapcTBeHHbIx cpeAcTB IIpoMBIT[treHHoro [poIl3BoAcTBa, He cooTBeTcTByloq]rx
rpe6oaanu-au Hoplaarurnofi AoKyMeHTarI[ u, u 16 o6pa3qoB JreKapcrBegghrx lpe[aparoB,
crIeKTpbI Koropblx He coorBercrBoBrrJrr4 craHAaprghrM, rrplr lrcrroJrb3oBaHr.rz BHK -
cflexrpoMerpnu, vro o6ycloBllno [poBeAeHr4e AonoJlHureJlrmrx ucnuraurfi .

B csqsz c noJlyrreuueM gaxrtoqeHr,rfi sxcneptrofi opraHll3aql,Ilt o HecoorBercrBl4r,I
JreKapcrBeHnBlx cpeAcrB ycraHoBneHHLrM Tpe6osaHr,rrlr K llx KaqecrBy Pocr4parna4sopona
npxHrrrbr peflrexr{r o6 ugwruu r{ yHriqroxeHlrr.r 8 uaptafi 8 cepufi 8 roprorrrx
Har.rMeHoBaHr4fi Xe4OopOraqecrBeHHhlx neKapcrBeHHhrx cpeAcrB IpoMEIITUeHHO|O
IIpor.r3BoAcTBa.

B cBr3r.r c nocry[JleHueM s 2020 r. gKcrreprHbrx saruIrc.{eHl,Ii
OfEy (I{MII3yAOCMIb Pocs4pannaA:opa o BbuIBJreHHoM rrecoorBercrBzr KaqecrBa
neKapcrBeHHbIX cpeAcrB rpe6onanueu, ycraHoBJIeHHrrM HopMarr,rnnoft 4oryrraeHraquefi
npou:rogurenei (rc-sa HeBoc[pou3BoAr.rMocrr,r MeroAr4K, ourra60x B pacqerHbrx
(popuynax, orcyrcrBr.rr KoMMepqecKr/rx flpeAJroxenuft no crauAaprHbrM o6pasqau,
pacxoAHhrM Marepr{iuraM q np., npeAycMorpeHHbrx HopMarr.rnnoi 40ryrr,reuraqrei)
Pocs4panaagsopoM HarrpaBreHo 2 3anpoca n Muns4pae poccr.ru o npeAocraBJreH[rr
pasrrcnenufi o neo6xo4znaocr[ BHeceHr.r.r uguenegr.rfi B HopMarr.rBrryo 4o*yr"",raq"ro
lpor.r3BoAr4TeJrei (aepxareneft penrcrpaqr.roHHhrx yAocronepenzfi). B cssgu c noryqeHueM
pa:lrcuenar Mnne4para Poccuu o neo6xoglrMocra BHeceHLrr r{3Menenufi B HopMarriBl{yro
AoKyMeHTauxrc Pocegpaana4:oportr rxQoprvrrlpoBaH AeKJrapaHT JreKapcrBeHHoro cpeAcrBa.

Brrxare'Hrre HecoorBercrB'Ir ycraHoBJreH*rhrM rpe6ouanttxlr K KaqecrBy no
[oKa3areJrrM pauxzpyrorcr cJreAyroulr{M o6pasorr,r:

npollbtuueHHoe

floxasarem HecoorBercrBr4t

Korzqec:rseHHoe
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Ocraroqnrre opraur.rqecK[e l0
I4TEJII,I

Hecoornercrsue ycraHoBneHHbrM Tpe6oBaxr,rrM K KaqecrBy JreKapcrBeHnbrx
flpe[aparoB alreqHoro ri3roroBJrenr,rr s 2020 r. He BbrrBJreuo.

@edepaatnotfi eocydapcmeennbtfi Hadsop e cQepe o6pat4eHun nenapcmseunbrx
cpedcma nocpedcmeom codnndenun cy6oextnanu o6pat4eaut neKapcmseuuotx cpedcme
ycmaHou.enHux mpe6oeau urt x y a uumotcen un

neKopcmseuvux cpedcma

@axruqecxra s 2020 f. opraHr.r3oBano 10 [rraHoBbrx rrpoBepox z aaaepmeno 3
[JraHoBbre rrpoBepKrr B orrroureHnn opraHlnaqr{i-nponsno4r.r:relefi nerapcrBeHHbrx
cpeAcrB, B ToM qr.rcJre I nranosar npoBepKa, Haqarar u IV xnapra.n e 2019 roAa, cpoK
npoBeAeHl.lt xoropofi 6rur npo4.r€n B cBt3ll c npoBeAeHneM gKcrrepTr.I3hr oro6pannrtx
o6pa3rloB JreKapcrBeHxbrx cpeAcrB.

B cssgr4 c gnr,rAeMrioJroruqecxofi o6cranosxoi 8 nlanonux nporepox 6rura
[puocraHoBJIeHBI B coorBercrBliu c rrr. <<ar> n. 3 flopyqenr{r [peAceAareJrr flpanr.rrelrcraa
Poccraftcroft (Degepaqura or 18.03.2020 Ns MM-[36-1945 r,r rnocne4crB]rr 3aBepnerr6r B
cBr3r4 c HeBo3MOXHOCTETO UX UpOBeAeH[r B COOTBeTCTBILU C ,9 nOcranoerexl,It
flparnrerrcrna Poccuficroi @egepaqr.ru w 03.04.2020 Ns 438.

Hapyrueur,rx flpanun yur,rqroxeH[r nego6porauecrBeHHhrx JreKapcrBeHHlrx
cpeAcrB, (palrcu$zqzpoBaHHErx JreKapcrBeHHbrx cpeAcrB u xourpaSarrnux
JleKapcrBeHHhrx cpeAcrB, yrnepxg€Hnrrx flocraHoBJrenr.rev flpaeureJrbcrBa Poccr.rftcxofi
(Degepaqura or 03.09.2010 Ne 674, ro pe3yrrbraraM rpoBepoK, rpoBe.qeHHhrx y2020 roay,
HC BEI'BJIEHbI.

Bcero s 2020 roay npoBeAexa
co6rno4enur cy6lexralru o6pan{enur
rpe6onanufi K yHltqroxenltlo JIeKapcrBeHHbx cpeAcrB c rleJrbro Kon'rpoJrt 3a ucloJrHegleM
paHee BLIAaHHbIx rlpeAnl{canafi, no pe3yJIETaTaM xo, opoft ycTaHoBneHo racnolnenr.re I
paHee BbIAaHHOTO npeAnr.IcaHHr.

B pesynrmre BHenJraHoBbrx flpoBepor, npooe,q€nnrrx B uepBoM nonyro4ulr 2020
roAa ycraHoBJreHo ycrpaHeHue cy6rexranru o6paqeHr{rr neKapcrBeHHbrx cpeAcrB
napyurenafi o6qgareruHux rpe6onaur.rfi .

rlpu nponegenuu [poBepoK co6rroAeHbr ycra'oBJreH'bre np'Ka3aMr.r cpoKr,r.
Pe:ylrrarrr npoBepoK ropr4nr,rqecKrrMn JrlrrlaMlr ne o6xarosarucr.
Mepu nporypopcKoro pearupoBaHr'r B cBr3r.r c HelpaBoMepurruu 4eficrnuxuN

Pocegpanna4sopa B ofierHoM KBapraJre He rrprlMenrnr,Icb.
3aupocrr B opraghr [poKyparyp6r, r,rnbre rocyAapcrBerHbre opfaHbr rro BonpocaM,

cBr3aHHbrM c co6nrogenr.relr,r cy6texranau o6parqenax JleKapcrBeHHbrx cpe,qcrB
ycraHoBneHHhrx rpe6orannft r ynuvroxeHzrc JreKapcrBeHHbrx cpeAcrB, B O"rrerHoM
KBaprrule He Ha[paBJrrJrucr. PasrqcHer tf, IIo BonpocaM BbTJTBJTeHHHX napyrnenrfi r
npr.tMeHeH rr 3aKoHoAareJrbcrsa Poccuftcxofi @e4epaq[r,t B o6lacru co6aro4enax
ycraHoBJreHHbrx rpe6onauufi K yHlrqroxeHr.rrc neKapcrBeHrrbrx cpeAcrB B aApec cy6rerron
o6parqeHur JrerapcrBeHnrrx cpeAcrB He HanpaBJrrJrr.rcb.

r BHeruraHoBuur AoKyMeHTapHarr npoBepKa
JreKapcTBeHHhrx cpeAcTB ycTaHOBJreHHhrX
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3arsreHr.rs r-r o6parqenra.n rpax,qaH, coAepxaulr{e cBeAeHr{r o HapyrueHr,r}r
cy6rerraruu o6pauleHr4r JreKapcrBexHbx cpeAcrB ycrzrHoBneHtsrx ,rpe6oranlrft r
yur{rrroxeHr,fio JreKapcrBenrrbrx cpeAcrB, I norryro4tu 2020 r. n Pocs4panna4:op ue
nocTyn€rJru.

B ot6opovnot rt xowmponb Raqecmna neKapcmeenuux cpedcme

Brr6opovuufi KoH'rpoJrb KaqecrBa JreKapcrBeHHBrx cpeAcrB B coorBercrBr{r{ c
(De4eparrnrrru 3aKoHoM or 12.04.2010 Ns 61-@3 <06 o6parqeHlrr.r rreKapcrBeHHbrx
cpeAcrB)) Lr EplrKa3oM Pocs4paona.qsopa or 07.08.2015 Ns 5539 BKJrroqaer s ce6x:

l) o6pa6orry cne4enufi, s o6ssareruHoM nopr.{Ke [peAocraBnreurrx cy6rexrauu
o6paIrleHur neKapcrBeHHLrx cpeAcrB, o cep{rx, flaprr{f,x JreKapcrBenHbrx cpe.qcrB,
fiocryflarcq]rx B fpaxAaHcKr,rfi o6opor n Poccuficxoft (Degepaqr.rr.r;

2) or6op o6pa:qoa JreKapcrBeHHhrx cpeAcrB y cy6rexror o6pauleH[t
ireKapcrBeHHbrx cpeAcrB B rleflrx [poBeAeH[r r.rcnrrraunft Ha coorBercrBue r:pe6onaxr.rru
nopuarr.raxoi .qoKyMeHTarIu[;

3) uplrHrrlre rro pe3yJrbraraM npoBeAeHHbrx r,rcrlbrrar{ufi peurenur o 4altneftruenr
lpax.qaHcKoM o6opore coorBercrByroqero ireKapcrBeHuoro cpeAcrBa;

4) npNn-rrue ylroJluoMoqeHnrru Se4epanluhrM opranoM [cnoJrnrdrenrnoi eracru
perxeHllt o flepeBoAe JleKapcrBeHHoro cpeAcrBa na nocepzfixrrft nrr6opovnufi ronrponr
KaqecrBa JreKapcrBeHHblx cpeAcrB B cryqae rroBTopHoro BbrrBJreHaf, HecoorBercrBr{rl
KaqecrBa JreKapcrBeHHoro cpeAcrBa ycraHoBJreunhrM ,rpe6onanluu u (npu
neo6xo4nmocrr.r) o uporepxe cy6lerra o6pauleHr,rr ne(apcrBeHHbrx cpeAcrB.

c29.11.2019 scryrrrlrrr.r B cr.rq/ HopMhr cr.52.1. @egepansnoro 3aKoHa or 12.04.2010
J\! 6 l -O3 <06 o6paqenr4r{ neKapcrBenHrrx cpeAcrB), npe,rycMarpr4BEuotrlr4e

nepeA BBoAoM B rpaxAaHcxr,ri o6opor rax4ofi cepvur vnu raxgofi raprr.rlr
JreKapcrBeHHoro npenapara Atrs MeAnur4HcKoro npr,rMeHeHr,rr (:a ucKJrK)qeHr.reM
ranrrvryno6zonoruqecKvx neKapcrBeHH6x upenaparon) npeAcr€rBJreHr.re n Pocagpanna4aop
[poI{3BOAItTentMU JreKapCTBeHHbrX CpeACTB I,I OpraHr.r3all}nMr4, ocyqecTBJrtlorltrMr,r BBo3
JreKapcrBeHHbrx [pelaparoB a Poccr.ricxyro @e4epaqrEro, AoKyMeHToB r,r cre4enr,rf, o
neKapcrBeHHbrx npe[aparax, BBoAr.rMbrx r rpaxgaucr<r,rfi o6opor, B rroprlKe,
ycraHoBneHHou flpanurelrcrsotr Pocc[ficxofi @e4epaqnu.

flpaauna flpeAcraBnerrur AoKyMeHToB u cne4enuft o neKapcrBeggrlx flpeflaparax
AJr{ MeAr,lrlnHcKoro [pr.rMeHeHr{q, BBoAr4Mhrx B rpax4axcruft o6opor, yrBepxAeHbr
nocraHoBJreHr.reu flpar[renbcrBoM Poccr,rficrofi @e4epaqur.r or 26.11.2019 J\b 1510 (O
noprAKe BBoAa B rpaxgaHcrr.rfi o6opor JreKapcrBeHHBrx [peuaparoB AJrr MeAr{qnHcKoro
IIp14 MeHeHr.rr)).

3a 2020 ro.q s Poc3.qpaBHaA3op nocrynr rrr cnegexr,rr or 605 opranrasaqr,rfi o rsrrrycre
e rpax4ancxr.rfi o6opo:r 289 950 cepr.rfi 15 804 nexapcraeEHErx cpeAcrn u 26576 cepuir
I 565 $aprr,rarleBrr.rqecKr.rx cy6cranqui.

B xo4e ocyqecrBJreHlax err6opovnoro KoHTponr KaqecrBa JreKapcrBeHHbrx cpeAcrB
e2020 rogy:

I ) npoae4en o6op 29850 o6pasqoa rreKapcrBe'rrhD( cpeAcrB Anr rpoBeAeHr,rt
xcnutaguft t,lx KaqecrBa:
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- flo rroKa3areJrrM, ycraHoBJreHHbrM HopMarr,rBuoft AoKyMeHTarIr{ei (na 6are
ra6oparopnux KoMrrrreKcoB r $e4epanrNrrx orpyrax) - 14077 o6pagqos;

- c rrcnoJrb3oBaHraeM Hepa3pyuaroq[x MeroAoB (na 6ase [epeABr{xnLrx 9Kc[pecc -
na6oparoprai) - 15773 o6pagqa.

B paurcax nrr6opo.lroro KoHTpoJu KaqecrBa neKapcrBeuHbrx cpeAcrB n 2020 ropy
noATBepxAeHo coorBercrBr4e ycraHoBJreHnrrv rpe6onax[rM K Kaqecruy 29516 o6pasqon
JreKapcTBeHHBrx cpeAcTB, r.r3 KOTOp6X:

- 13846 o6pasqon no noKtBareJItM, ycraHoBJIeHHrrM HopMarlrBuofi 4oryuenraquefin
na 6ase na6oparopHbrx KoMrrJreKcoB n Se4epaarnux oKpyrax;

- 15670 o6pasuoa c r4cnorrb3oBaHneM Hepa3pyuruoq?rx MeroAoB xa 6ase
rrepeABr.rxubrx eKcrpecc - na6oparopr.ri, B. r..r.: EI,IK - creKrpoMerpuu- 13227 o6pasqon;
PAMAH-cnexrpoMerpl{rl - 2394 o6pazaa, c ucrloJrl3oBaHlreM msoxpoMarorpa$uvecxoro
KoMrrrreKca (IIUIA) - 49 o6pa:qor.

Bcero s 2020 roay B pe3yirLTare ocyurecrBJreur.Ix nrr6opovnoro KoHTpoJrfi KarrecrBa
JIeKapcTBeHHhIx cpeAcTB BET'BJIeHo: 197 napruir 177 cepuit 93 roproarrx nauuenonanr.rfi
JIEKAPCTBEHHbIX CPEACTB UPOMLIIIJIEHHOTO IPOI,I3BOACTB4 HE COOTBETCTBYIO IIIXTpe6onaxruru nopuarurnofi Aor(yMegraqlrw; 34 napruu 35 cepuft 28 naumenosaHrai
ne4o6poravecrBeHHbrx JleKapcrBeHHhrx flpelaparoB anreqHoro usroroBreHr,r.r u 103
o6pa3l{a JIeKapcrBeHHbIx npeEaparoB, cleKTphr Korophrx He coorBercrBoB{ury
craHAaprHbrM, B r.rr.: EI,IK - cnexrpoMe'rplrr4 - 101 o6pa.:er1; pAMAH-cueKrpoMe,rplrr _
2 o6paz\a, uro o6ycloeulo npoBeAeHr4e AorroJrHr{TeJrbHux r,tcnrrtaslrfi .

B cs.flsz c rroJryqeHr.reM orptrrlarenbHbrx gaxrroqenufi excneprnofi opraHr.r3al[ru o
KaqecrBe JreKapcrBeHHhrx cpeAcrB Pocr4paenagsopoM npr,rHrr6l pe[reHr4r 06 ug,barv]l1 n
yHlrrrrox(eHnr{ 231 [aprr.ru 212 cepuit l2l TopfoBoro Har4MerroBaHr.rrr
ue4o6poxavecrBeHHbrx ireKapcrBeHHhrx cpeAcrB (upourruurenHoro npor.r3BoAcrBa r.t
anreqHoro urroroereHr4r).

B xoge ocyulecrBJleHua ru6opouHoro KoHTpoJr{ KaqecrBa JreKapcrBeHHhrx cpeAcrB
s2020 r.:

- B CB'3I,I C IOBTOPHbIM BbI'BJICSUCM HECOOTBETCTBI,I' JIEKAPCTBEHHbIX CPEACTB
ycraHoBJIeHHbIu rpeoonaxruM Ha rloceprfinufi au6opovnrri KoHTpoJrb KatlecrBa
nepeBeAeHo 44 ropronrrx Har.rMeHoBanr,tr JrerapcrBeHuhrx cpeAcrB;

-curro c noceprafiuoro rrr6opovnoro KoHrpoJu KaqecrBa 2g
Har.IMeHoBarrz[ lerapcreenHbx cpeAcrB.

TOproBhrx

B csqsu c nocrynJreHr4eM B orqerHoM fiep'noAe gKcneprHLrx saKmoqeH[fi
ofEy d'IMII3yAoCMIb PocsgparHaAsopa o B;nIBrreHHoM HecoorBercrBr4lr KaqecrBa
JIEKAPCTBEHHbIX CPEACTB TPE6OBAHI,I'M, YCTAHOBJIEHHbIM HOPMATIBHOfi AOKYMCHTAqUEfi
npousrogr'rrerefi (us-sa HeBocnpor,r3Bo.qr{Mocrr,r MeroALrK, OIIrn60x B pacqerHbrx
rfoprvrynax, orcyrcrBt4r KoMMepqecKr,rx npeAJroxeHufi no craHAapr'hrM o6pasqana,
PACXOAHbIM MATEPI{€UIAM U trP., IIPEAYCMOTPEHHbTX HOPMATI4BHOfi AOKYMErrrAqr,rCfi)
Poce4parua4sopoM HalpaBreuo 26 3a[pocoB n Muus4pan poccuz o arp".qo"ru"n""",
paslacnenrai o neo6xoauuocrlr BHeceHr.n agveneuzfi B HopMarr.rBr{ya gor.yr""ruqrro
lpor,r3BoAurenefi (gepxarenefi perlrcrpaquoHHrrx y4ocroaepeuufi ).B csrsu c noJryqeHrieM 26 pazrrcneuL'ft Muns4para poccuu o neo6xo.uurr,rocrr
BHeCeHr4r rEgnaenesr'fi B HOpMarlBHyro AoKyMeHTarII4rc poc:4panna4eopov
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uH$opMt4poBaHbr rrpor.r3BoAr.rrenr,r neKapcrBeHHbrx cpeAcrB (Aepxarenn perucrpaquoHHbrx
yAocroBepeHr{fi).

Brr.rBreHxtre HecoorBercrBuq ycrauoBreHHbrM rpe6oaanr,uu K KaqecrBy rro
loKa3are[rM paHxr,rpyrorcr cJreAyroullrM o6pasorra:

npoJttuuaneHHoe

anmeqHoe u3eomoaneHue

llorasareru HecoorBercrBnq %

Mapxr.rponra JJ,J

MexaHuqecxue BKJrroqegr4t 30,8

Cpox rognoc:ru 28,2

Murpo6uonoruqecKtur rrr.rcrora 5,1

LlgsreraeMrrfi o6leM 2,6

Boguoxnue rtprn.rltHbr B6urBJreHr.u n o6parrlenr.rrn xe4o6poxaqecrBeHHbrx
JreKapcrBeHHbrx npelaparoB co cropoH6l nporrr3BoA[TeJlefi nexapcrnenH6rx cpeAcrB:

1 . Hopuarnanar AoKyMeHTarIlu coAepxr{T HeroqHhre MeroAriKr.r, orun6xr.r, LI
IPEAYCMATPI,IBAET IICIIOJIb3OBAHI,IE NPI4 I,ICIIbITAHWTX NEKAPCTBEHHbIX CPEACTB
orcyrcrByrotrryre B KoMMepqecxona o6opore peaKTriBrr, crauAaprLr;

2. flposeAexue [cnbrraHr'tfi lerapcrnennrx cpeAcrB crryx6amu KaqecrBa
npolr3BoAr.rreJrefi 6eg yr{era MeroAr.rK, yrBepxAeHHhrx npu rocygapcrneuHofi
perurcTpaqur4 neKapcTBeHHhrx cpeAcTB;

3. Heco6nroAeur,re rexHoJrorntr npor.r3BoAcrBa JreKapcrBeaHbrx cpeAcrB;
4. Vcrapennee rexxoJrorfiqecroe o6opy4oranr.re;
5. Hapy'euue ycronrEi xpaHeHurr r.r rpaHcloprt4 poBKr,r JreKapcrBeHHbrx cpeAcrB.

Pocs4panna4sopoM Ha[paBJrrnucb npeA[ canvr o [peAcraBJrexuu o:rq€ron o
npone4€nnux paccJleAoBaHl4f,x IIo Sar<ralr BhurBJreHur ne4o6pora.recrBeHHErx
neKapcrBeHHbrx cpeAcrB. He4ocra.rxu npeAcraBJrreMrx or.r€ros:

Kor[qecrsenHoe onpeAenexr.re

I,IOJIOTUqeCKaTI qUCTOTa

PoAcrseHHrre fl p[Mecr,r
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$opuaarnrrfi [oAxoA K r,rx paspa6orre: orpaHvqeuubrfi nepevenr
npone4euHrrx ueponpurrzir;

. orcyrcrBr.re KoMnJIeKcHoro [oAxoAa K oIIeHKe <farra BrITBJIeHHI
HeAobpoKa.recrBeuuoro JrerapcrBeHHoro cpeAcrBa (npolrreogureleu ne
npoBoAr4Tcr [poBepKa .qocroBepuocrr.r ruSoprtraqur.r; orcyrcrB[e
HcqeplbrBarournx Mep no ycraHoBJreHxlo npravuH)
[peAocraBJreHr,re oAHorr.rnHoro orq€,ra B cJrfrae BhIrIBneHr.IrI HecoorBercrBr.rq
HecKoJrEKr.rx cepufi 6eo pacuupennr nepeqHr naeponpxxu,rft u npr.rMeHeHr.rt

AO[OJrHr.rTeJrLHbX Mep;

He LIHIlIIlupyeTCt oT3hIB JIeKapCTBeHHhrx cpeAcTB, He npLIHLIM€IIOTC'
perrren[r no upeKparr{eHr.rrc AeicrBrar 4exnapaqri o coorBercrBr{r,r
(cepruQnraroB coorBercrBt'r.a) r.r rraepu no orroBerqenraro cy6rer:ron
o6parqenzr neKapcrBeHHbrx cpeAcrB o Bo3Bpare rrpoAyKrlr.rra.

B 2020 ro4y no o6parqeHr.rrM rpaxAaH, coAepxaq{rrl uxQopmaqr,rro o6 yrpose rpega
xr,r3Hri u 3AopoBbro rpaxAaH B coorBercrBr, t c npnKa3oM Pocr4paana,qropa or 07.08.2016
J',lb 5539 <06 y:rnepxgenNr.r flopxgxa ocyulecrBJrenrar eu6opouHoro KoHTponr KarrecrBa
JIeKapcTBeHHbrx cpeAcTB AJrr MeAr,rquncKoro flpr.rMenenru> opranlr3oBaHo npoae4enufi
ucnrrrasufi B orlio[reHllll 5 narallrexosaHufi rerapctnenHbrx npenaparoB, qro oxBarbrBaer
5 rpyuu JreKapcrBeHHbD( cpeAcrB, BxoArr{ux B nJraH nlr6opovnoro (oHTpoJrr KaqecrBa
JIeKapcrBeHHbx cpeAcrB sa 2020 roA. B pe3yn6Tare 18 racnrrranrEfi s ornourexuu
oro6panxux o6pa:qoe, B ToM qr{cJre c xcloJrE3oBaur4eM ra3oxpoMarorpa$rvecroro
rounlerca <<[IXA> r.r Hep€Bpytxalorqero MeroAa El{K-crreKTpocKonn}r, rro BceM noJryqegbr
IIOJIOXI4TeJTbHbIe 3KClepTIILIe 3aKJIIOqeH[t

Kporue toro, flpll [poBeAeHuu urr6opounoro KoHTpoJrr KaqecrBa JreKapcrBeHxlrx
cpeAcrB e 2020 rogy 6trnu yrrreHhr o6paqeunr, Kacarouptecr 20 Har.rMexosaHr.rfi
JrerapcrBeHHhrx cpeAcrB, BxoArrqux n 13 rpynn uaxa rrr6opounoro KoHTpon{ KaqecrBa
JleKapcrBeHHhtx cpeAcrB na 2020 roA, u3 Koropbrx Saxruvecrra oro6pauu JreKapcrBeHHbre
lpenaparbr l0 roprorrrx Har,rMeHoBaurrfi 8 rpynn. IIo pesynrraraM [crrbrraHufi scex
o6pa3uoB rloJryqeHhr noJroxHTeJIbHhIe gKcleprHble 3aKJrK)qeHI{t, B T.q. :

-B orHolrreHl4u 261 o6parya - o cootretcrnl,Ir{ rpe6onanr.uu, ycraxoBJreurrbrr\,r
nopruarunnofi 4oryrr,renraquefi ;

-B orHorrreH r{ 153 o6pa:qor, npoBepeHnrrx c ficrroJrE3oBan}reM Hepa3pyu€uoqero
MeroAa El,IK-cnerrpocKonr{u.

B ceqsu c o6parqeuraxMr{ rpaxAaH, Kacaroqr4Mr,rcr [penaparoB <<flanrpearun>> u
(PerB[cer>, npor{3BoAr,rreJrrMra AaHHbrx JreKapcrBennbrx cpeAcrB r.rHltq[ripoBaH or3blB
[pelaparoB, B ToM qr.rcJre B KarrecrBe nperen.ruanofi Mepbr - 84-x cepui npenapara
<<Pergucer>>.

B cBr3r,r c BErrBJreHueM ue4o6poravecrBeHHoro npeflapara <<petgucer>>
npor.r3BoAcrBa AO <<@apuacunre:> (Poccur) Pocs4panuag:opou HarrpaBJrrJracb
r'rn(popnaarlr,ra n Mr.runpouropr Poccur.r, Mnuagpan Poccuu ra cre4c'raenHufi xouuter
Poccuficxofi @e4epaquu.

Meprr nporypopcKoro pearrrpoBaHur B cBr3r.r c HelpaBoMepnrruu 4eficrnuruu
Poc:4parua4sopa B orqerHoM flepnoAe He flpr.rMeurnr.rcb.

zxSoprr.raqux o flpr.rHrrhrx peureulrrx pa3Merqe'a na cafire pocr4panna4sopa
(py6puxa <<Jlercapcraennbre cpeAcrBa)) I pazaet <Zn$opl,raqaonnue nracrrrra>>).
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Pexouen.qyervue Pocs4paaua4ooporu Mepbr rro o6ecneqenlno KaqecrBa
JreKapcrBerrH6rx rrpeflaparoB, BBoAr.rMbrx B rpax(AarrcKfifi o6opor:

. npoBeAeHr.re KoMnJreKcHbrx paccneAoBaHun Qarroe BEI{BJIEHI,I'
HeAooporarrecrBeHHhtx JreKapcrBeHHlrx cpeAcrB, rlo3BoJrrroqux a 6y4yrqerr,r
r4cKrroqr.rTb [oBTopHbrH Bbr[ycK JreKapcTBeHHLrx cpeAcTB, He COOTBeTCTByTOqUX
ycranoBJleHHhrna rpe6oranr,rrM K KaqecrBy;

. [epecMorp xopvaruanoi AoKyMeHTarIuu [por.r3BoAr.rreJlr, KaK poccuficroro, tax lr
I,IHOCTpaHHOTO, C IIeJrbrO BhItBJIeHI,It BO3MOXHrD( HeAOCTaTKOB XOpUatUrnofi
AoKyMeHTarIlru (one.rarox, Heror{Hocrefi rvreroguxu, HeBoclpou3BoAr,rMocrll
MeroAr,rKr.r, HaJrr{qur craHAaprHbrx o6pasqon, Koroplre He [porl3BoArrc t u Ap.);

' r4cnoJrb3oBauue o6ulenpurrrrErx MeroAoB alrraJwtr,a (rpe6oaanrfi focy4apcrnenuoft
(Dapnaaroner,r) nprn paspa6orKe HopMarr{BHo[ 4oryuenraqlrr4 AJrr BBeAeHrx n o6opor
HoBbrx JleKapcrBeuHbrx flpefiaparoB (neparvnar peruIcrparll4;{, r,r3MeHeHHzlt
TexHoJrorru u np.); ug6eranr.re MeroAr,rK, Koropbre B6r3oByr cJro)r(Hocrr.r npu r.rx
Bocnpor.r3BeAeHun B purMKax rocyAapcrBeufloro KourpoJrr npfl o6paqeHuu s
fpa)KAaHcKoM o6opore, a raKxe la6oparopnoro o6opyAoBanr.rr, He BKJTK)qeHHoro B
peecTp cpeAcTB n3MepeH[r{, x peaKTr,IBoB, cTaHAapToB, KOTOpbre He BhrrrycK{uoTct
AJrr KoMMepqecKoro ucrroJrbrloBaHr.rs u np.

. ne$opnranrnuft nogxoA K npoBeAeHlrrc paccJreAoBaH[fi nplrvun Bo3Hr,rKHoBeHr,rt
o:rrnonegufi B KaqecrBe;

. pa:pa6orra 4eftcrrennofi uporparvrr,u uepoupu.arufi, c onpeAeJreuneM cpoKoB 1t

oTBeTcTBeHHbIx JII4II, no:nonxrolqefi B 6yAyrqeM ItcKJrKrrIItTb non:ropxrrfi BbIIIycK
neKapcTBeHHLIx CpeAcTB, He cooTBeTCTByrOlqIrx yCTaHoBneHHbIt'l r:pe6Oaanuru x
KAITECTBY;

' o6yvenr.re uepcorana aJIropI,ITMy AeficrBltfi rrpIa BbtrBJreHI4u ne4o6poxavecrBeHHbx
JreKapcTBeHHbrx cpe,qcTB r,t Bo3Hr.tKHoBeHr,rr{ HecTan4aprnux clrryaqrlfi.
3a 2020 roA B coorBercrBr,rur co crarbrMlr 8.2 r.r 8,3 (Degepa.nsaoro 3aKoHa or

26.12.2008 Ne 294-03 <o earqure rpaB ropr{Ar,rsecKr.rx Jrr{r{ 14 r.rHAr,rBrrAy€urrHLrx
fipeAnpr.rrrr4Marelefi npu ocyrqecrBneHr4r4 rocyAapcrBeHHoro KoHrpoJUr (xaAtopa) r.r

MyHr4rlr{[€urEHoro KoHTpoJrr) B aApec 69 cyorerroe o6paulexue JreKapcrBeHHsrx cpeAcrB,
6uro nanpanneHo 76 upegocrepexeuufi PocaqpanaaAgopa, Kacarcquxcr HeAorrycrnMocrr,r
HapyueEr,rr o6qgareffiHrrx r:pe6onaHr.rft B qacrr{ npeAocraBJreHr.ru n pocs4paBHaA3op

AOKyMeHTOB r.r Cne4enUft O JreKapcrBeHHLrx npelaparax AJI' MeALIqT,IHCKOTO [pr.IMeHeHI.rS,
nocry[arorlr4x B lpaxAaHcKni o6opor, Korophre ycraHoBJreHbr cr. 52.1. @e4epanruoro
3aroHa or 12.04.2010 J$ 6l-o3 <06 o6paqeHr.rr{ rreKapcrBeHubrx cpeAcrB)) 14

rocraHoBrreHuen flpanurenrcrsa Pocc[ficrofi (De4epaquu or 26 uox6px 2019 r. js l5l0(O noprAKe BBoAa n rpaxgancrr,rft o6opo:r JreKapcrBeHHbrx npenaparoB AJu
MeAIIqETICKOTO [pr,IMeHeHr4t).

Budava patpetaeuufi aa eeod e epaucdancxuil oflopom e poccufrcxort eedepa\uu
cepuu uJtu napmuu npouzaedennozo e Poccurtcxofi <Dedepa4uu uJ,u s^ogt&roeo a
Pocc u ilcxyto (D edep aqun unmyno 6 uonoz u.,ecKoeo nekapcmneH*ozo npenapama

C 29 uot6pt 20 I 9 ro.qa ncrynun a geficreue @e4epaltnrrfi gaKoH or 2g :rrox6pl 2019
ro.qa Ns 449-@3 <<O sHeceultt4 lIgtrrenenui B orAerbHhre 3aKoxo,uarenbHbre aKTbr
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Poccr.rftcrofi (Degeparlura no Bolpocy BBoAa B rpaxgancxufi o6opor JreKapcrBeHgrrx
rpenaparoB Arr MeAuur.rHcKoro [pr{MeHeHr4D). vxasansrrfi 3aron 6rrn pa:pa6oran c
rleJrbro flpnBen.e]lvt 3aKoHoAareJrbcrsa Pocc[ficxofi @e4epaqurr B coorBercrBr,rH c
3aKoHo.qareJlLcrsoM EASC r.r B coorBercrBnr4 c rrprMbrM flopyrreHueM llpearl4en:ra
Poccuficroft <De4epaIluu B.flyrrana o cos4anr,ru erf$eKTr{Buoro Mexar{a3Ma (BbrrrycKHoro))
KoHTpoJrr JreKapcrBerHhrx cpeAcrB, rrocryflarcqr4x B rpaxAaxcKufi o6opor (rrynxr 2
flepevru nopyvenzfi flpeu4enra Poccr.rficxofi (De4epaqrar.r or 30.04.2016 Ne rrp-812).
flocraxoereHuerra llpanurerrLcrBa Poccr.ricxofi (De4epaqrlvr or 24.04.2019 Jlb 489 (O
BHeceHI4lI r.rgrvrenenr.rft B rrocraHoBJrenze flpanrreJlEcrBa Poccuftcxofi @e4epaqrur or I
4era6pr 2009 r. Ns 982>) JreKapcrBeHlrHe npenaparbr BbrBeAeHbr r.r3 nepeqHJr rrporyKrlr{r{,
no.qrexanlefi o6qgare$HoMy noATBep)KAeHr,rro coorBercrnux. Bnegeue HoBoro [oprAKa
BBoAa JIeKapcrBeHHbIx npelaparoB B rp€DKAaHcKufi o6opor cr€t"lro Bo3MoxHhrM ToJIbKo
IIOCJIC IIOJIHOIIEHHOTO BHEAPCHI{' B IIPAKTI,IKY PA6OTbI NPOH3BOAUTCJICfi rPC6ONAUr,rfi
na4nexaulefi flpor.r3BoAcrBennofi nparrr.rrr.r GMP, BBeAeHr.ur trHcrr.rryra yloJrHoMoqeHHbrx
Jrr{q rlo KaqecTBy v pa3BvtTrlt rocyAapcTBeHHoi clrcTeMbr KoHTponr KaqecTBa
JreKapcTBeHHBrx cpeAcTB.

C 29 xox6px 2019 ro.qa uuuyno6Nolorflqec([e JreKapcrBeHHbte flpenaparEr
BBoAqrcq B rpaxAaHcKr.rft o6opor Ha ocHoBaHr,rx paspeurenufi Poc:4parna4ropa, Korophre
BbrAalorcr conracHo <flpanun BbrAaqn pa3perueHr{r Ha BBoA B rpaxAaHcrzfi o6opor cepnr.r
lrJrl{ naprull urravyuo6uonoruqecKoro JreKapcrBeHHoro [pe[apara, BFrAaqr4 3aKrrK)qeHur o
cooTBeTcTBurj cepvu vnu napTnu ut"rrwyHo6r.lolomqecKoro JreKapcTBeHHoro npelapaTa
rpe6oranruv, ycrauoBJreuHlrM npr,r ero rocyAapcrnennofi perurcrpaqr[>, ycraHoBJrenHbrx
nocrauoBJreHuena llpaar.rrerucrea Pocc[ficrofi @eAeparlnu o'r 26 xox6pr 2019 r. Ns l5l0
(O noprAKe BBoAa B fpaxAaHcKr.rfi o6opor JreKapcrBeHHbrx rrpelaparoB Ana
MeAr4III,rHcKoro [prMeHeHr,rt). Pa3peureHu-r Poc:gpannaA3opa BbrAarorcr Ha ocnoBaHr.rrd

3aKrrorreHnfi $e.qepa.IrbllEx rocyAapcrBeHHbx na6oparopr,rfi flocJre npoxoxAeHr{t
gKcfleprr.r3br KaqecrBa a a]P'i,Jr 3a npeAcraBJreHHbrx AoKyMeHToB. cneAenur o
pa3pe[reH[rx, BbrAaHHhre Pocsgpauuagsoporra Ha BBoA cepfin Lrrrr [aprr.r[
rarrarvryno6uororflqecKoro JreKapcrBerrHoro npeflapara, pa3MerrlErrorcr s AIIC
Poc:4panxa4sopa r4 Ha cafire PocaApaBHaA3opa.

3a 2020 roA B Poc3ApaBHaA3op rocryrll,rJlo 3410 satBreHufi, rto pe3yrr6raraM
oKcneprr.r3br nocryrrr.rBrrrux .qoKyMeHToB Poe4parnagsopoM BbIAaHo 2794 pazpeunenlrfi na
BBoA B fpa)K,qancxnfi o6opo'r cepr,tu I,lnu naprr{n urrruyno6uororuqecKoro JreKapcrBeHHoro
npenapara I,I 613 orxasos B BhrAar{e ptl3peueE}rt.

IIo pesylrraraM oKa3aur,rrr ycJryrr{ rro BErAarIe paspeurenr.ri Poc:gpannagropou:
-rrpoBeAeHEr o6o6rqenl.re v anaJr 3 pa6or6r Se4epa$Hrx rocyAapcTBeHHbrx

na6oparopufi, KoropbrMr4 ocyulecrBJlterct gKcleprlrca Iauvyuo6uororuqecxl/rx
JlerapcrBeHubrx flperraparoB r4 oabopMurorcr nporoKoJrbr ucnrr:ranufi r.r 3aKJrroqeHxr,
npeAcraBJrreMbre 3 rBr.rreJrrrrau a Pocs4paBHaA3op;

-rrpoBeAeHo coBerrlaHr.re c [peAcTaBr.rTeJrrMr.r $e.(epalrHux rocyAapcTBeHHbrx
na6oparoprlfi, FAe flpolrrJro o6cyxAeHne pe3yJILTaroB pa6orrr rro AaHHoMy r{aflpaBJreH}rro;

-[poBeAeno Br4Aeo-coBerrlaHr{e c npeAcraBr.rreJrrMr.r 33 opraHl,r3allllft,
ocyulecrBJuroqr4x BBoA B rpaxAirncKrrfi o6opor r,rurvryno6uolonrqecK[x fipe[aparoB
(02.07.2020);
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-rlHQopMarlrlr rrpelcraBJreHa Ha XXII Bcepoccuftcrcofi KoHQepeHrIlM
<focyAapcrreHHoe perynupoBaHlre r crpepe o6parqeHr.rx neKapcrBeaHhrx cpeAcrB u
MeAr{rlr.rHcrr.rx lrs4elufi <@apuMe4O6parqenre - 2020>> (29-3 0 orrr6p t 2020 r .) .

Han6oree qacro Bcrpeq orqr.rMr.rcr rrptfiEuaMu orKa3oB B BbrAatre pasperuenui

'BJI'K)TC':-rcpr,rAr.rqecKr.rfi agpec 3afrBvrcer*, yxarannrrfi B 3€urBJrenur.r, He coBlaAaer co
cBeAeHr.urMr.r, pa3MerleHubrMu a EfPIOJI;

-yKa3hrBaeMoe B 3aurBlreHr.rrl Har.rMeuoBaHr.re npeuapam (Ao34poBKa, $oprr,ra eurrycxa,
KoM[JreKTHocrr) ne cooraercrByer cBeAeHnrM, pa3MerrIeHHBrM a fPJIC;

-nepeMeHHarr I,IHQopMarlur o VIJIJI (nouep cepr{r4, AaTa BbrrrycKa, Aara oKoHqaHr{rr
cpoKa roAnocru) yra.:rrraercr c oruu6xauu;

-B 3EUrBJreHUr,r He yKa3brBaeTcr HoMep cepul,I pacTBop]Lrena, BxoMrrlero B KoMrureKT
3EUTBISeMOTO [penapaTa;

-HeKOppeKTHO yKa3hrBaeTcr l.rHsoprrra4nr o npon3BoAcTBennbrx rrJrorrlaAKax
(HaI4MeHoBaHr,re tE a,qpec);

-cBeAeHurr o HopMarr.rBHoft 4oryrraeHraqlrn BHocrrcr He KoppeKTHo: yra3rrBnrcTct
ToJILKo peKBLl3I4TbI xopuarunnofi AoKyMeHTarI[u 6eg uguenenr.rfi ulN lr3MeHeHI{r 6eg
peKBr,r3r.rroB Hopuarneuofi AoKyMeHTarIr.rH;

-rloMep 3aKrroqeHqr yKa3blBaerc-fl He noJrHocrElo arra c ouru6tcauu;
-B 3a"flBreHlu yKa3lrBaroTcr He Bce HoMepa [poToKotloB racnurranr,rft;
-flpr.rKperrJrrrorca Qafinrr AoKyMeHToB, rre orHocrulr4ecr K 3arnrreHHoMy npenapary.
I,InQoprvraqzr, orpaxatoqaur nalr6olee qacro Bcrpeqarouryrecr [pltqr,tHhr orKa3oB B

BbrAaqe pa:peruenui, pa3MeqeHa na cafi:re Pocagpaoxagsopa (par4en <Bro4 r
rpax4ancrurft o6opor JreKapcrBeHubrx upenaparoe>>/ <I,1nt[oprvraqrar> (or 10.07.2020).

llocranosreutleM flpanrarelrcraa Poccuficxofi @egepaqr,rr.r or 26 nor6pr
2019 roga l& l 5 l0 npeAycMorpeHo, rrro rrpn orcyrcrBr.ru s AI,IC poc:4pannagsopa
cregenufi o pa3perueHr,[r, BbrAaHHoM Pocs4panna4sopoM Ha cepuro trJru [aprr,rrc
r'rulryno6uonoruqecKoro JreKapcrBerrHoro flpeflapara, B TeqeHr,re 5 rureft locJre
rrocryrrJreHt't r cnegennft, noATBepxAaroqux HaJrnq[e AaHHoft Cepur.r B rpaxAaHcKoM
o6opore, Poc:Aparna4sop BlpaBe npr4Hrrl perueur.re o npe(paqeHuu o6pauleu un gauuoi.t
cepur4 rrpelapara Ao flocrynrenuc Heo6xoArlMbrx cre4enr.rfi .

c 29 noa6pr 2019 roAa 3aKoHHocrb HaxoxAeHr{n cepu}r rlJLtr rraprtrqr
JIeKapcTBeHHOTO flpenapaTa, flocTyflaroulero B MeAr,rqnHcKyrc opraH[3aqr, o Enr.r
po3Hr'rqHyro anreqHyro cerb, MoxHo flpoBeplrrb qepe3 otfnquanHruft caftT
Pocs4pannagropa www.roszdravnadzor.ru, fAe r,rMeercr coorBercrByroqufi elerrpounrrfi
cepBr.rc <Bno4 rexapcrBeHHbrx flpe[aparoB B lpa)r(AaHcKr,rfi o6opor s poccuicxofi
(De4epaqr.ru>.

AnreqHas opragr,r3arlfir nplr flpneMre roBapa ra nro6ofi nory[areJrb rryreM
o6paulexua K AaHHoMy gJreropouHoMy cepBr.rcy na cafire poc:4paana4sopa Moxer rro
TOproBoMy HanMeHoBaHnro Lr HoMepy cepr{r4 npoBepllTb Hturuqr4e creAenr.rfi o Aannoi
cepvlr JreKapcrBeHHoro npeflapara n nn$oprr,raqzonnofi c]rcreMe, TeM C€MbrM
no,qrBepxAaercr 3aKoHHOCTb ero HrlxoxneHrt' B fpaxAaHcKoM O60pore. flpu
Heo6xoAuuocrl4 gTll cBeAeHI{t Bo3MoxHo pacleqararL n Qoprrae BbrrrurcKri. C uouenra
BHeApeHnr o6ssareJlbHoft cucreMbr MapKr.rpoBKn JreKapcrBeHHhrx [pelaparoB AaHHEre UO
Kar{ecrBy 6yayr gocrynHbr BceM [oJrb3oBareJrru lro6u$noro [pr.rJroxeHr.Ir.
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Qedepatonotrt eocydapcmeennurt uadzop e cQepe o6par4enun neKapcmaeHHbtx
cpedcme nocpedcmaoM opeanuta4uu u npooedenun npoeepox codnndeuun cyfttexmomu
o6pat4enun neKapcmtteHubrx cpedcme ycmafloanewwux mpefioeanurt x dotcnunuqecxu,v
ucarcdoeanun"m neKapcmsewHbrx cpedcme, ,gtunu.tecKuJrt uccnedocanunn
n e Kap cma e H H bN np e n ap amo 8.

Bcero ga 2020 rop, no AaHHoMy Br{Ay HaA3opa co'rpyAHxKaMH rleHTpnJrbHoro
a apara Poc:4parna4sopa [poBeAeHo 14 uponepor, r,r3 Koropux 3 nponepxu [poBeAeHbr
B ruIaHoBoM [oprAKe, I I - so BHerLrraHoBoM IIo KoHTpoJrro 3a r.rcrroJrHeHlreM paHee
BLIAaHHbTx npe4nucanr.rfi .

Coruracso exeroAHoMy rrnaHy KonrpoJrlrro-Ha,q3opHbrx ueponpr.rmr.rfi
Poca4pannag:opa s 2020 roAy no AaHHoMy BrrAy Ha,q3opa rlenTparrbHrrM annaparou 6rrno
lpeAycMorpeuo rrpoBeAeHr.re 52 npoaepoK c [p]rMeueHr.reM pucK-opuenruponannofi
MoAeJrr.r, lr3 Koropbrx Qarruvecru npoBeAeHo 3 nponepxa. Opranu:aqux 11 nponepor
6rrna sanepureHa Ha ocnoBaHlru n. 9 nocranoBJleHrl{ flpant,trerlrcraa Poccuicrofi
@e4epaquu or 03.04.2020 Il! 438 <06 oco6exnocrrx ocyqecrBrreHnr a 2020 rogy
rocyAapcrBeHHoro KoHTporr (HaA3opa), MyHr4rILr naJrbHoro KoHTpoJrr rr o BHeceHr,ru

r,r3MeHeHus B rryHKT 7 llpanzl noAforoBKn opraH€rMn rocyAapcrBeHHoro KoHTpoJrt
(xa4sopa) u opranErMrl Myur.rrlr{naJrbHoro KoHTpoJrr exeroAHbrx rrJraHoB npoBeAeHrlr
ruraHoBbrx npoBepoK ropr.rAriqecKr{x Jrnq u LIH,qI{BLIAyruIbHbIx npeA[pl,IHHMarerei) (Aaree

- flocranosreHr4e or 03.04.2020 Ne 438), B cBr3u c HeBo3MoxHocrEro r4x rrpoBeAeHr4r.

Oc:ralrrnrre 38 opranusaqufi, r o'rnoruenl{It Koropbrx IUraHLIpoBaJIItcb npoBepK[ rlo
AaHr{oMy Ha[paBJreHr.rro, 6stltt lIcKJIIoqeHhI vlg IUIaHa KoHTpoJlrHo-Ha,q3opHhrx

rr,reponpurrufi npaK€!3oM pyKoBoAllrent Poc:4panxa4sopa or 14.04.2020 Ns 2991 (O
BHeceHHr.r zguenenufi B ITJIaH [poBeAeHLIt [JraHoBbrx npoBepoK rcpl,IA[qecK[x nuII 14

uHAr4Br,r.{yrur6Hbrx rlpeAnpnnuvaterefi @eAepannrofi crryx6rr no Ha.q3opy n cQepe

3ApaBooxpanenut Ha 2020 roa>>, co racHo flocranosreHr,rro or 03.04.2020 Ne 438.

flo pe3yJrbraraM npoBeAeHHbIx KoHTponbHo-HaA3opHbIx Meponpl{trr'rfi
Poce4parna4ropa o$opMreHbr aKTbr [poBepoK. flranosxe BEIe3AHhIe npoeepxrn 6rrnu
rrpoBeAeHbr B orHorrreHr,re rcpl,tAl4qecK[x JII{q, OTHeCeHHbD( K CpeAHeMy KIIaCCy ptICKa.

Hapyurenlrr o6ssa'remHux rpe6onaxufi B paM(ax AaHHoro BI{Aa HaA3opa 6buII,I

ycrauoBJreHbr n 3 npooepeuHhrx opraHr,r3arlrirx, ocyqecrBJr{Ioulux npoeegerure r.I/ulr
opraHlr3aqr{rc npoBeAeHlu A0KJIIiHI'IqeCKI,1X }I KJIIiHIIr{eCKID( I{CCIeAOBaHI'Ii

neKapcrBeHHbrx flpeuaparoB AJIt MeAI.IquIrcKoro upI,rMeHeHI,rrI. flo pe3yJlbraraM

KOHTpoJTbHO-HaA3OpHLrx MepOnp['TLIft BbIAaHO 3 npe4nr,Icanux o6 ycTpaHeHLIu

BLr.f,BreHHhrx napyurenrfi, BbrrBJreHo 29 napyruenafi o6rga'rerurrrx rpe6oaannfi npu
opr-aHLI3aIIfiI'I [pOBeAeHr.u AOKJII,iH]IqeCKr.rX T4CCJIeAOBaHUi IeKapCTBeHHbIX CpeACTB I4 nplll
opraHr.r3arlurr r4 npoBeAeHuv KruHr.rqecK[x uccneAoeaHufi neKapcrBelrlrblx flpenapaToB AJI'
MeAr.rqr.rxcroro flpr.rMeHenlrr. Pesylrramr upoBepoK IopuAIlqecKI,IMI,I Jrrrl{aMu He

o6xarosarracr.
Hapyruennr opraHl3arl[n rrpoBeAelrrq Aolc[nnrrrrecKux [ccre.qoBaHnfi

neKapcrBeHHbrx npeflapaToB.
flo perynlrarau Se4epaarroro rocyAapcrBenuoro HaA3opa n cQepe o6parqeHut

JreKapcrBeHHblx cpeAcrB n Soprr,re npoBepoK co6rloAeHut cy66eKraMr4 o6parqeur4t



JIeKapcTBeHHbIx cpeAcTB ycTaHoBJIeHHbIX Tpe6oBaHLIfi K AoKJrr{Hr{qecKr{M trccJreAoBaHr4rM
JreKapcrBeHHblx npenaparoB B 2020 ro.ry 6blno BbrtBJIeHo 3 xapyurenux o6qgarelrsux
rpe6oranufi, ycraHoBrreHnhrx @e4epannrrru 3aKoHoM or 14,04.2010 Ne 6l-03 (06
o6paqenuu JreKapcrBeHHhrx cpeAcrB)) r{ upr.rKa3oM Mr,rno4pana Poccuu or 01.04.2016 Js
1 99n <06 yrBepx.qeHr.rl [paBnn naAlexaqeft na6oparopnoft npaKTr.rKr,r> :

- ne o6ecueqeHo rIpoBeAeHI,Ie AoKJIItHIttIecKoro [ccJIeAoBaH[t B coorBercrBl{I,t c
yTBepxAeHHbrM pa3paooTrrr.rKoM rrnaHoM;

- ne o6ecneqeHo Ha,qlexaqee oQopMJreHl{e rrJraHa AoKruHr.rqecKoro ?rccJreAoBarr}rs,
a uMeHEo, orcyrcrByer raxQopruaqu-r o6o scex [ccJreAoBareirflx, [pr.rHrlMtuorqrax yqacrue
B,4OKJII,IHUqECKOM I,ICCJIE.IIOBAHI4II:

- ne o6ecneqeHo HaAnexarqee oQopMJIeHI{e orqeroB o pe3yJrLTarzx Aor;rr{ErrqecKoro
}ICCJIEIOBAHI,I{.

Hapyrueunr opraHu3aurrr [poBeAeHrrfl KrrrH[rrecKrrx
JreKapcTBeHHbrx [penaparoB.

flo pe:ynrraraM (beAeparbHoro rocyAapcrBeuHoro HaA3opa n cQepe o6pauleHr,rt

JreKapcrBennbrx cpeAcrB n $opue [poBepoK co6nloAeHl,u cy66eKTaMI,r o6pauenr.r.a

I,ICCJIE]IOBAHI4II

oe30rlacHocTll

JIeKapcrBeHHbIx cpeAcrB ycraHoBJreHHED( rpe6oeaurai K KlI4HvqecKIlM LtccJIeAoBaHltf,M

JreKapcrBeHHblx npeflaparoB s 2020 roAy 6hlno BEItBJIeHo 26 uapyweuui o6.sgareruHHx
Tpe$oBanr.rft (n ornourenun orAeJrbHhrx [poroKonoB KJrr{HI{qecKItx uccle4onanrafi),
ycrauoBrreHHblx (De4epanurblM 3aKoHoM or 14.04.2010 Ns 61-03 <06 o6parqexuu

rrexapcrBeHullx cpeAcrB>, rpuKa3oM Munr4paea Poccur ot 01.04.2016 Jl|b 200x <<06

yrBepxAeHlrq [paBI,In uaA^nexarqei KJII'IHItqecKofi [paKTuKlD) I'I npr{Ka3oM

Poco,qpaeuagropa or 15.02.2017 Ns 1071 <06 yrrepxgeHl,Ill flopflAKa ocyrqecrBrleHl'It

Qaprrraronagsopu.
t. Hapyurenna opfaHI,BaIIItH npoBeAeHI,It KJII,IHITIIeCKI'IX nCCJIe,qOBaHnI,l

JreKapcTBeHHbrx fipenapaToB co cTopoHhr pa3paooTqlrKoB r{JILI ux yuorHoMoqeHHblx JIllII:

- He o6ecneqeHo npoBeAeut4 e KJrunrlqecKr.rx rlccJreAosaHlli JIeKapcrBeHHbIx

npefiapaToB Anq MeAuIInHCKoro npI,IMeHeH]It B cooTBerCTBI,M c lIpaBI,InaMn HaAJIeXatrIe[

(Jrr{Hr{qecKoft npaKrI,IKI,I I,I rpe6oBaHI,ItMIl 3aKoHoAaTenbcTBa Poccuficxoi @e4epaquu n

c$epe o6parqeHl4t reKapcrBeuHblx cpeAcrB;

- He o6ecfleqeHo exeroAHoro nepecMorpa 6pouftopu lIccJIeAoBareJIt;

- ne o6ecne.reHo BHeApegr.re n [oAAepxag]Ie cucreM o6ecfleqeHr.rfl It KoHTpoJIt

KarrecTBa B cooTBeTcTBr.ru co cTaH.qapTHbIMLI OUepaq[oHHbIMI,t npoqerypaMl{

opraHr,r3aTopa;
- He o6ecflerleHo IIoATBepXAeHLIe lpaKTa [peAocTaBJIeHI,lt ?IccJIeAoBaTeJIIo lI

rvreAnrlltncxofl opraHr,I3all[lr nporoKoJra Kjrr.IHr{tlecKoro lIccJIeAoBaHut I{ opollrrcpbr B

TeKyrqefi peAa(quu Ao roAnI,IcaHItt c MeAl'rquncxofi opranzsaquefi AoroBopa Ha

npoBeAeHI,Ie KJII.IHI,ttIeCKOrO I4CCJIeAOBaHI,IJI;

- AOny IeHbI HapyureHl'It MOHI'trOpI',IHfa KTI4HI',IqeCKI4X

JreKapcTBeHHbIX npe[aparoB, ocyqecTBJIteMOrO COTpyAHI4KaIMI'I

JreKapcrBeEHbrx flpeflaparoB IlJrr{ ero y[oJrHoMoqeHHoro [pe.{cTaBI'ITeJIt;

- xe o6ecneqeHo HaIrpaBJIeHue B Pocsgpanuagsop orqeroB IIo

pa3paoorqr.rKa

pa3pa6aT6rBaeMhrx JIeKapcrBeHHhIX [peflaparoB;
- He o6ecneqena He3aBr4cnM:rr or MoHr{TopnHra oIIeHKa cooTBercrBl{t npoBoAIrMbIx

KJIr.rHr,rqeCKItx uCCle4Onanni [poToK6ny nCCleAOgannfi, cTaHAapTHbIM Onepaq[oHHbIM

t|cclelloBaHnn



npoqeAypaM opraHr43aropa x rpe6oBaHr.rrM 3aKoHoAarenbcrBa Poccfificrofi @e4epaquu o6
obparqenlrlr JreKapcrBeHHErx cpeAcrB (ayaur KIrr.rHI,IqecKor-o uccle4oeaxnr);

- He rloJlyrleHo noATBepxAeHne Toro, qTo He3aBr.rc[MLre 9Tr{qecKr.re KoMr,rTeTbr
MeAI,IqI,IHcKI{X oprannsaqri, B Koropbrx npoBoAI4JIr4cb KJII,IHT{qecKI,Ie }IccJIeAoBaHI,IrI,
opraHll3oBaHbl u geficrryror B coorBercrBlrr c flpanr.raaur.r HaAJrexarleft xtrl'Hn.{ecrofi
npaKTr.rKlr;

- ne o6ecneqeHo rrpeAocraBJreHr,re r Muns4par Pocczu orqera o pe3ynbrarax
KJIlIHLIqecKr.rx uccle4oranufi B TpexMecrrrHui cpox.

2. Hapyruenua flpoBeAenlrr KJrr,rH[qecKI{x uccle4oaanufi JreKapcrBeHgBrx
flpe[aparoB na 6ase MeAtrqr.rHcKKX oprannraqllfi r,r B AerreJrLHocrr,r orBercrBeHHLrx
IiccJIeAoBareJIei, vlexoa ux rrccJreAoBareJlbcKI,o< KoMaH,[:

- ne o6ecneqeHo [poBeAeHLIe KJILIHI{tIecKax [ccneAonanufi JreKapcrBenHhrx
fipenaparoB Anr MeAr,tqr.rHcKoro [pr{MeHeHss B coorBercrB}rr.t c llparulauu na4lexarqefi
xrr,rnuqecxofi npaKruKr,r u rpe6oranuxMr4 3aKoHoAareJrbcrBa Poccuicxoi (Degepaqzu e
cSepe o6parqeur,rrr JreKapcrBennbrx cpeAcrB;

- ne o6ecneqeHo cBoeBpeMexnoe r,ur$opMr,rpoBaHne He3aBucr,rMoro gTuqecKoro
KoMI{Tera o6 orrnosennrx or nporoKona uccJreAoBaHnr, HexeJrareJrbHblx peaKrlxrx r,r

HoBbIx AaHHBIX, Korophle ruoryr ue6.narorpr4f,THo rroBJrr,rrrb Ha xoA KJIIrHaqecKoro
I4CCJIeAOBaHI4t;

- ne o6ecneqeHo noJIHoe I,I AocroBepHoe BeAeHr.re Aol(yMerrrarllrri KJ[rHr{qecKr4x
uccre.uosaHnfi.

3. Hapyruexur rro srr.rqecKoMy co[poBoxAeHr.rro K;rr.rHr,rqecKux accne4onanufi
JIeKapcTBeHHhrx flpenapaToB B AerTeJrbHocTr.t JloKalbHbrx ruru peruoHaJrbHbrx
He3aBI,ICI4MLIX 9Tr4qeCKI,tX KOMUTeTOB [pr,r MeAI4rIr,rHCKltX OpIaHlI3aIII4tX:

- Ee o6ecneqeHo ocyrqecTBJreHl,Ie AetTeJrbHocTt4 B coorBercTBlllr co craHAapTHbrMI,I
olepaqproHHbrMr.r [porleAypaMr4, perJraMeHTllpyloulaMu AerTeJIbHocTb KOMnTeTOB;

- He o6ecneqeno HaAJrexaqee xpaueur.re AorcyMeHTarIuI{ K;rr,rHr,rqecKlrx
uccreaogaHufi.

flo racreqenuro cpoKoB paHee BbrAaHHbrx [peArrr,rcanr.rfi Pocr4paBHa,q3opa B

ofieruoM nepr{oAe 6ulo nponegeno 1 I BHerrJrauoBhrx [poBepoK, ua rotoplrx 8

AoKyMeHTapHux r.r 3 Bbre3AHbre rrpoBepKr,r, B pe3ynbrare Korophrx 6uno ycranorneno
ycrpaHeHr.Ie cy6beKTaMLI o6paqeuux neKapcrBeHHhIX cpeAcrB napyurexraft o6xgarelrnlrx
rpe6onanr,rft. OAna gHenraHoBar B6re3AH€ur [poBepKa rro ]rcrroJrHeur.rrc paHee Br-r^anHoro
npe4uucannfi 6rua unuqunpoBaua rro coruracoBauluo c opraxaMr.r [poKyparypbr, B

coorBercrBr.ru c nn. (6) n. I flocranonrregr,rr or 03.04.2020Il! 438.
llpu npone4enuu [poBepoK co6rroAenhr ycraHoBJreHHbre [p]rK,BaMr.r o [poBeAeHxr,r

I,I QeAepaJrbHbrM 3aKoHoAaTeJrbcTBoM cpoKr,r npoBeAeHr,rr flpoBepoK.
B o:r.{erHor{ nepnoAe rrocrynr.rJro 25 o6paryetuft rpaxgan rro Bo[pocaM noprA(a

npoBeAenur KlrrlHr4qecn.rx r.rccle4ouaHr.rfi JreKapcrBeuH;rx npelaparoB Ha reppllTopr, ,r

Poccufi crofi (Deaepaqr,rr.r, 3aJrBlrreJrrM rrpeAocraBnegbr pErgBrcHeHnf, .

Meprr nporypopcKoro pearyrpoBaHr,rs B car3u c HefipaBoMepnuur.r 4eficuuxuu
Pocs4pasnaAgopa npu ocyqecrBJreHr.rr,r AaHHoro BlrAa HaA3opa B orqerHoM rrepIroAe He
npr.rMeH{J[rcb.

B qenax npoSanarruru xapyurenufi o6rsareruHrx rpe6oBaunfi no AalruoMy Br4Ay
KoHrponr Poca4parra4sopoM ocyqecrBJuercr nu$opuuponanue rcpr.rAriqecKr,rx Jrr{q no
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BO4pOcaM co6JrroAeHr.rr o6r3arerbHLrx rpe6oBaHafi [ocpeAcTBoM opraHr,Barlurr wacTrr'
B KOH$epeHrIr4rx r.r ceMr.tHapax, nocBrrq6narrx aonpocaM opraHr{3arl}r}r ,t [poBeAeHr4t
,qoKJII,IHr,rqecKI,IX I,I KII4Hr,rqeCKUX IaCCIeAOSaHr,Ift .

@apnaxonadzop

3a repuoA 01.01.2020-31.12.2020 B paMKax opfaHr.r3arlur r rpoBeAeunt
Qaprr,raxonagsopa ocyqecrBJreHo cJreAyrouee.

B nacroxrqee apenrx pa6o:raer r.r flpoAoJrxaer yJryqurarbcx o6xosr€Hwas 6asa
<@apuaronagsop 2.0>>, ocHoBausur Ha MexAyHapoAHoM (popnrare Coeera no
rapMoHi,I3allnu ICH E2B (R3), xotopar Iro3BoJlter aBToMaraqecK[r [pr,rHr{Mar6 coo6rqenu.a
r43 fipolpaMMnhrx pecypcor no Qaprr,raKoHa,q3opy oreqecrBenHlrx ra sapy6exnrrx
pa3pa6oroK, noAAep)K Barr zn(popuaqrounrrfi o6uen anonuur.r3r.rpoB:lHHhrMr4 AaHHbrMn c
BO3 a parrlrax nporpaMMbl MexAynapoAlloro Mout4Topr.rxra 6egonacnocrr{ JreKapcrBeuHbrx
cpe,qcrB. B Qoprtrar coo6rueHr4ft r{HTerp}rpoBan pyccKr.ri [epeBoA MexAyrrapoAHoro
peryJrrropHoro exeroAHo o6nosrqelloro cJroBapr a ctfepe o6pauleHN-r neKapcrBeHHbrx
upenaparoB MedDRA.

3a yrasannrrfi ueplroA coruracHo AaEHhrM 6a:u Aannrrx <@apnaarouagsop 2.0>
AarorvarusupogaHHoi r,rnSoprr,raqnonnofi cr.rcreurr Pocs4paana4sopa nocryfilrJro 58495
coo6qesnfi o HexeJrareJrbHbrx peaKrlr,rrx vnrvr cJryqarx repauerruvecxoft
Heg(b$erruBHocrr4 npra flpr{MeHeHr,rur JreKapcrBeHHErx rrpefiaparoB. Vs rtux 26658
oTMeqeHbr oTnpaBuTeJrrMu KaK cepbe3Hbre.

florryveno u fipoaHanra3r.rpoBauo 4108 nepuoluqecKn( orqera no 6egonacnocrlr
JreKapcTBeHHbrx fipenaparoB.

llo pesylrrararvr $apmaronaA3opa aa yra:anxui nepuo,q n Muns4par Poccun
HalpaBireHo 29 nuceu o HoBbrx AaHHbIx uo 6e3o[acEocTll u s$Qexrunxocrlll
JreKapcTBeHHbrx rrpelaparoB AJrr paccMorpeHr{r Bonpoca o Heo6xo4ranaocrlr BHeceHlt.fl

r.rguenenr.ri B perucrpallrloHHoe Aocbe JlerapcrBeauoto [peflapara, orMeHbI

rocyAapcrBer*roi perurcrpaquu, nu6o r{Hbrx AonorHI4TeJIBHhIX uccreAosaHufi KaqecrBa,

e$Serrraanocrfi u 6esonacHocrll JleKapcrBeHHoro flpeflapara. yKa3aHHbIe rlucbMa
Kac rrdcb HoBbrx AaHHbrx no 6esonacHocrr.r n sSQertuBHocrlr JIeKapcrBeHHbD( npenaparoB

aMoKcIlrqr4JrJrr{na, $nyroaasoJla, JlollepaMraAa, HI{KOpaHALIIa, HyCr.IHepCeHa, MOHTeJT(aCTa,

rlr,rKJrocnopltHa, Ta[eHTaAoJra, KcllJroMera3oluna, veQnoxuna, ur.r$e4unllHa, paHLITI4ALIHa,

(Jro3anr,rHa, rr{ApoKcrrxJropoxr4Ha, T}Ia3LI4u6Ix I,I T[Ia3I{AOIIOAO6HbIX AIrypeTnKOB,
rroKoKopTr,rKocTepor4AoB, JreKapcTBeHHbrx fipelapaToB 3aMecrl{TeJlbHofi ropMoHarbHoft

Tepanru,r, oAo6peHHblx Am rerreHr.rr MeHorlay3ulJlbHoro cnHApoMa, HecTepoI{AHbIx

lporuBoBoclaJrr4TeJlEHblx JIeKapcTBeHHbD( fipeflaparoB, nauQenpucroxa, ylll4npvcraJ'a.
B qelsx o6ecneqen[s 6esonacHocr[ Sapuarorepanw prr BbrrBJreur.ru upo6nena

6egonacnocrx npor.r3BoAr4TeJr sMr4 u AepxareJltMlr perucrpaqnouHLlx yAocroBepenr.rfi

neKapcrBeHHhrx flpenaparoB 6ruo nanpameno r Poc:4paBnaA3op 136 nrauon ynpaBrrenr,rJr

pltcKaMr.r np]r [pr4MeHeHr.rH JreKapcTBeHHbrx upenaparoB.
Ha ocnosaHr,rr4 rryHKTa 14 floprarca ocyurecrBJrennx esr6opouxoro KoHTpoJrt

KaqecTBa neKapcTBeHHbrx cpeAcTB Anr MeAr4rluHcKoro npuMeHeHr4r, yTBepxAeHHoro
rpr.rKa3oM Pocsgpannagsopa or 07.08.2015 }..l! 5539, B cBt3't nocryrllleulreM un$opr"raqr.rn
oO yrpo3e rrpuqr{HeHvr BpeAa r,rJur uprlrrr,rHeHr.ru BpeAa xr,r3ur.r r,r 3AopoBbro rpax,qax, a
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IlMeHrro, HexeJIaTeJIbIrbrx peaKuHfi noTeHIII{aJISHo cBt3aHHhIX C HeCOOTBeTCTB}IeM
(aqecrBa JreKapcrBeHHbrx npeflaparoB, PocaApaBHaA3opoM 3a yKa3aHHbrfi nepuo4
H€rupaBneHo 142 3a4auvs, Ha npoBeAeHr.re nrr6opouxoro KoHTponr KaqecrBa
JreKapcrBenHbrx cpeAcrB. B orHolueHr.r[ 5-x cepr.rfi JreKapcrBeHHbrx npeflaparoB
[oATBepxAeHo HecoorBercrBl4e KaqecrBa rpe6onanu.aM HopMarr.rBuoi 4oryrvrenraqnu.
Pealu:aqur r.r o6patqenr.re AurHHhrx cepuit JreKapcrBeHHbrx npenaparon 6rrlo
npr4ocTaHoBJleHo.

Ha cafire @egepannrofi clyx6rr rro HaA3opy n c$epe 3ApaBooxpaHeHr,rt
ouy6nurorano 76 nxSoprvraqnoHHhrx fluceM Anr cfieqranxcToB 3ApaBooxpaHeHrlr uo
HoBbrM ,qaHHbrM uo 6esonacuocru JreKapcrBenHbrx [pe[aparoB n peryJurropHbrM
peIIreHrHM, rrpxHrrhrM Ha ocHoBaHr,r Qaprraaxona,q:opa.

B ceqgu c Hapy reHr,reM 3aKoHoAarenbnux rpe6oaaHufi s o6racru $apruaxonagsopa
Pocs4panna4sop HarpaBran 109 npegocrepexenufi AepxareJrrM perrrcrpaqr4 oHHbrx
yAocroBepeHr.rfi o ue4onycruMocrrl HapyueHrur o6r3areJnurrx T pe6onanufi .

B coorBercrBr.ru nJraHoM Meporrprlrrafi <<flosrr[reHr.re KarrecrBa oKa3aHut
veAr.rqnncrofi floMotql,I u o6ecneqenur uaqueHToB c MyKoBrrcq[Ao3oM neKapcrBeHHbIMIt
lpelapaTaMr4, MeAr,rquHcKr,rMr4 u34ervflMri u cleq[dlr.r3r4poBaHHbrMr{ IIpoAyKraMll
reqe6noro nlrraHr{r)) :

L pa:pa6oran npoeKT [pr4Ka3a Pocrgpannagsopa <O BHecenr.ru usrvrexenuft B npr.rKa3
@e4epanrnofi crryx6u no Ha43opy a c$epe 3ApaBooxpanenr.rr or 15 $enpanr 2017
r. Ns l07l <06 yrrepxgenlru IIoprAKa ocyulecrBJreuxx tlapnaaronaA3opo),
HarrpaBneHHhr[ ua coxpauleH[e cpo(on untpopnrnpoBaHlrr Pocs4panua4sopa
MeAr.rqrrrrcKr,rMr.t opraHu3arlblMr{ o HexenaTeJrbHbD( peaKrlr.rflx, rrpeAcTaBnf,rorqn
yrpo3y xLI3HI'I rl 3AopoBblo qeJroBeKa, r{ floBbrrlenae eQqperrr.rnnocrlr pearuIpoBaHr,rt
Pocs4pannagsopa Ha AaHHbre cnyrrard. B nacrorulee rperur npoftgeHa oueHKa
peryJrlrpyroqero ros4eficrrur n Munucrepcrne gKoHoMtrrrecKoro p€BBlrTr{t
Poccuftcrofi @egepaqr.rn a roroBrrcr AoKyMeHTET Anfl HanpaBJteHKr B
Mrlnucrepcrno rocrr.rqru Pocclrfi crofi (Degepaqan.

2. nuyrpennuMr.r upr.rKa3aMn Pocs4panna,q3opa lr [oABeAoMcrseHHofi sxcneptrofi
opraHI,I3aIIuI4 yTBepXAeHBI I,IHCTpyKIII{I IIO yCKOpeHr.[o BhrrBJreHr4f, He)KeJraTeJrbHbrx
peaKrrr4fr, cBr3aHHbrx c neeQQerrzrHocrbro JreKapcrBeHHbrx rrpenaparoB u pearqr.ri,
NOTEHIII4tUIbHO CB'3AHHbIX C HECOOTBETCTBI,IEM JIEKAPCTBCHHbIX CPEACTB
rpe6oranzxrr.r nopuarunnofi AoKyMeHTarIr4r{;

3' uanpaueusr un(poprr.raql4oHHhle nucrMa B opraHhr r{crroJrHr.rreJrbHofi snacru
cy6rexroa Poccuficroi (De4epaqlrr,r n c$epe 3ApaBooxpauenux, $egepalurrre
rocyAapcrBeHnue 6togxernbre yqpe)KAeHr.rr, [oABeAoMCTBennUe Mran:4pany
Pocclru, opraurr ynpaBJregr{r 3ApaBooxpaHeHr.reM cy6rexroa poccr'ficxoft
@e4epaquu c pa36rc'eHr{eu neo6xogr,rMocrl,I o[eparrrBaoro HanpaBJreunr B
@e4epanrnyro cnyx6y no HaA3opy r c$epe 3ApaBooxpanexr,rr un$opuaqnn o
BEUIBJTeHHbTX HexeJIaTeIbHhIX peaKur{rx npu nprIMeHeHl.tlr treKapcTBeHHbrx
flpenaparoB r.r o6 otnercrneHHocrr.r 3a HenpeAcraBnenue raxofi rnnQopuaqnu;

4. sa 6aze <D|EOY 4onoaHLITeJIbHoro upoSeccuoxaarnoro o6pasonanrar <<Poccuficxar
MeAlrqr,rHcK€ur aKaAeMr.rr HenpepbrBHoro npoQeccuonaarnoro o6pa:onaxu.o>
M'nnr4pana Poccuu pa:pa6oran srerrponnrrfi o6pasoaarenrurrfi no4ynr no
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$aprvraxona4aopy Lr 3aKoHoAareJrEHLrM rpe6oaanuru K MoHr.rropnHry 6egonacnocrra
JreKapcTBeHHbIX flpelapaToB B MeA[rIr,rHcKnx opraHr{3arlrrfrx.
Bo rlcuonxenue [yHKra 4 nopyvenr.u flpeAceAarens flparurelrcraa poccuficrofi

(De4epaquu or 14.02.2020 J\! MM-fIl2-2rp, rloAroroBrrenbr pe3yJrbrarbr cpaBHr.rrenbHoro
a}IaJrv3a coorBercrB'tc Bocnpor.r3BeAeHHbIX neKapcrBeHHhrx flpenaparoB poccuftcroro
rlpolr3BoAcrBa, [pItMeHteMEIx npr4 JreqeHr.r[ oHKoJrorrrrrecKqx ga6onesaHr,rft,
oplrnrH€urbHhrM (per[epenrnurra) JreKapcrBeHHbrM rrpelapar€M, Ha ocHoBaHr.rlr
ocyulecrBJreHuoro SaprraaxoHaA3opa.

B csggu c Her,rcrroJrHeHlreM 3aKoHoAareJrbHbrx rpe6oranufi x (paplraxoxa4ropy
Muns4panom Poccv r,t Ha ocHoBaHr,t[ 3aKJrroqeHr.rr Pocsgpanxagsopa 6rrno
npxocrauoBJreHo rrpvMeHeHr.re Jre(apcrBeHHlrx [peflaparos: A6axarup,,{u4anoeuu,
3ugony4zn, Knaplrrpouuqr.rH, AepxareJreM perucrpaq[ogHoro yAocroBepeHr4r Korophrx
Awruercs. Aypo6aN4o @aprr,ra IIIA (Vugrat) B coorBercrBlt[ c [pr,rKa3oM Muns4para
Poccua or 14.11.2018 Np 777s <06 y:rnepx4enau flopx.qxa rrprocraHoBrreHnt
npriMeHeHr.rr JreKapcTBeHHoro npenapaTa AJrr MeAr{qr.rHcKoro npuMeHeHr.rr)).

Paspa6omnrr r{ Ha[paBneHbr a Mzns4par Poccuu peKoMeuAar{fir,r no
crarlnoHapHoMy r,r anr6ylaropuorr,ry flpr,rMeHeHr.rrc JreKapcrBeHHbrx [penaparoB
fr.rApoKcr{xJropoxr4Ha B cBere JreqeHr4f, xonoft xoponarupyorofi lrn$erqnu covlD- l g.

flo4rotouenrr'r pa3MeureHbr un$oprraaquonHue [r{c6Ma o 6esouacxocru
nprIMeHeHI4t JIeKapcTBeHHhIx fipeflapaToB, npe,qHa3HaqeHHElx Ant JIeIIeHI4JI COVID-I9 u
ero flocJreAcrB[fi, B qacru oco6enHocrr,r EarpaBneuIEr rlnsopMarlu[ o Bo3MOXHbTX
HexeJrareJrbHbrx peaKrlr.rrD( r Poc:4parnagsop.

flpo4olxaercx pa6ora no co3AaH[Io MexaHr,r3Ma r{Hsoprraaqr.rounoro o6uexa uex,qr
6arofi <<@apmaKonaA3op 2.0>> Avlc Pocs4panra4sopa u E4r,rnofi r.rnsopnaaqzonsofi 6asg
.4aHHbIx IIo BbIxBJIeHHBTM HexeJIaTeJIbHbIM peaKqLItM (geficrnr.rxv) Ha JreKapcTBeHHhre
cpeAcrBa, BKrroqarcqar coo6rqenr,rr o nestptfexruBHocrr.r JreKapcrBeHHhrx cpeAcrB
Enpasr.rEcroft 3KouoMuqecrofi rouraccnx.

Bo scex cy6lexrax Poccuficxofi @egepaquu (sa r.rcxrrcverrl{errr Enpeftcxoft
asroHor\.tHofi o6nac:nz) 6rrnr.r co3AaHbr r,l HaqaJrr{ pa6ory pernoHanEHbre
r,rMMyHoJroruqecKr4e KoMr,rcct[r, B coorBercrBr.ru c noAxoAaMIl Mero4uvecrnx
peKoMeH.qaql4fi no sblsgreuurc, paccJle.qoBaHltlo lr npo$urarrr.rxe uo6oqnrrx npoan-tenr.rfi
rocne uMMynr.r3arlru GIIru{), yrBepxAeHxrrx Mr.rH:gparov poco.uE 12.04.2019,
paspa6oranxux Pocagpanna43opoM coBMecrHo c pocnorpe6nag3opoM n MunsApasorvr
Poccrau, perynnpyroqux [oprAoK rr cpoKr.r [onyqeHr.rr ri uepeAatru unsoprraaqr.ru,
KoMttcclloHHoro paccJIeAoBaHHt cJryqaeB no6o.{Hrrx nporuenrafi nocne r.rMMyH r4sa\u11r c
yqeroM TeKyrqero 3aKoHo.qareJrbcrBa B cQepe o6parqeHlrr JreKapcrBeHHbrx cpeAcrB,
Sapuaronagsopa u caHr.rrapgo-9flr.rAeMrioJroruqecKoro 6narononyvr,rr HaceJreHr{r.

B qenrx npoQnnarruxu xapyruenui o6qgareruHrrx rpe6onaxr'fi poc3ApaB'aA3opoM
IIo AaHHoMy BIrAy KoHTpoJIt raloKe ocy[IecrBJrrercr uH$opuupoBaHr{e rcpr.rAriqecKax rr4r{
IIo Bolrpoc€tM co6rno4exur o6sgarertHtrx Tpe6onanufi [ocpeAcrBoM opraH]Barl]pr r{
yqacr[t n rcouSepenqntx I4 ceMl,IHapix I,I JIeKIII{rIX, rocrxuq€nxuv Bonpoc6tM opraHlparlulr
$aprvraxonageopa.

@e4epa;rrnoft c.rryx6ofi rro rraA3opy s c(bepe sapaeooxpuruexr.rr B rIeJUrx [cnoJrHeHr{fl
nyHKroB 3 u 4 flepevnr uopyreuufi flpe4ce4arerx flpanurerucraa poccr.rficroft
@e4epaqua M.B. Mr,rurycrr.rHa or 14 $enpanr 2020 r. Ns MM-ntz-2np no r.rroraM
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COBeIIIaHLtt IIo Bonpocy COBepIIIeHcTBoBaHItt oHKOJIoTLIqeCKOfi MeA]Iqr,rHcKofi IIOMOrqI,I

HaceJIeH[K) I,l B cooTBeTcTBIrI.r c [OpyqeHI{eM 3aMecTI,ITeJr{ flpeAceAaTenr flpaBr.rTeJrbcTBa
Poccuftcxoft (DegepaqurE T.A.fonlrxonofi or 27.02.2020 J\! Tf-fll2-I315 6un yrBepxAen
flras rvreponpurrnfi (<4opoxxar xapro) npoBeAeHr.rr cpaBHlrreJrbHoro arraJvl:la
coorBercrBnf, Boc[poLr3BeAeHHBIx JreKapcrBeHHbrx [peflaparoB poccr.rftcxoro
trporr3BoAcrBa, rrpl4MeHreMbrx rlptl JreqeHur{ oHKoJroruqecKfix sa6oaenaHllft,
op[nrH€rJrbHhrM neKapcTBeHHBrM npenapaT{rM

Onpe4eneu neperreHb BocnporrBeAeHHbrx r.r oparux€rJrbnrrx (perleperrnux)
neKapcTBeHI{hIx [peuapaToB AJI' rrpoBeAeHr,rr cpaBHr.rrenbHoro aHaJrr43a cooTBeTcTBr.rJr
Bocnpor43BeAeHHBD( JreKapcrBeHHbD( nperraparoB poccuficxoro npor{3BoAcrBa,
[prlMeHteMhrx rtpu JIerIeHr,Iu oHKoJIoMqecKItx sa6oneranlrfi, op]ItI4H€IJrbHrIM
JIeKapcrBeHHbIM fipefiaparaM Ha ocHoBaHI.lI{ aHaroMo-TepaflesrFrecrofi rnaccuQnraqr,rra
(rpyuna L: llporunoonyxoneBbre npe[aparhr r.r r.rMMynoMoAyJtrropbr; noAfpynurr L01-
L04), eaogunurrD(cr B o6paqeuue s 2018-2020 rr. (no AaHHlrM aBToMarr.r3r,rposaHxoft
r.ru$oprraaquonnoi clrcteurr (AZC) Pocsgparnageopa) r.r nxnK)qeHHbrx B rocyAapcruennufi
peecrp JreKapcrBeHnbrx cpeAcrB (fPnC).

B 4aarxefiurelr cpaBHureJrEHLr fi anarus flpoBoAlrncr uo JreKapcrBenHhrM
flpeflaparaM 55 MHH (lre nr.rx 148 TH oreqecrBeunbrx Bocupolr3BeAeHHhrx flpenaparoB n
75 TH (pe$epenrurrx). Bce yra.sannrre nporr{BoouyxoJreBbre JreKapcrBeHHbre flpeflaparbr
Bx;rroqexsr B KJrr.rHr.rqecKr.re peKoMeHAarllur, yrBepxAeHarre Mun:4pasoM Poccnr4.

B 4anrnefi ureM aHEUrr.r3 npoBoAr.rJrcr rro cJreAyroquM Kpr,rrepr,rrM:

- coorBercrBlre npor43BoAurenx Qaprraaqegtnqecxofi cy6crauqlrlr, ur roropofi
npor.t3BoAr.rrcr rocnpoasee4ennrrfi poccuftcxui [peflapar, $aprraaqenruvecxofi
cy6crauqur,r opurlrHarbHoro lpenapara;

- coorBercrBr,re cocraBa Boclpor43BeAeunrrx poccuficKr4x [peflaparoB cocraBy
opI,I .rHrurbHoro npenapaTa;

- cooTBeTcTBI'Ie [oKa3aTeleft nopua'rr.rnxofi 4orynreuTarl[r{ Boc[pol{3BeAeHHbrx
pocczfi cxr.x flpeflaparoB noKa3areJrrM KaqecrBa opunrHtrJrbHoro flpenapara;

- [poBeAeHr're KJrr,rHr{qecKr.rx lrcclegonanr,rfi upI,I peruclpaqur.r Bocnpor{3BeAeHHhrx
poccr.rfi crrx npenaparoB;

- gKcfleprr.r3a o6pa:qon Boc[por,r3BeAeHHbrx r,t op[fl.rH€urbHhrx (peSepeurnrrx)
JreKapcrBeHHbrx npelaparoB Ha coorBercrBr4e yrBepxAeHHhrM noKa3areJrrM KaqecrBa.

B qenrx orIeHKI,I Bo3MoxHofo BJrulr:nvrr pa3nr,rqnhlx noxagarerefi KaqecrBa
ileKapcrBeHHhlx fipenapaToB ua ux eS$exrllBHocTb u 6egouacnocTb npoBeAeH aHaJrr,r3
AaHHbIx o HenpeABI,IAeHHbx I{ no6o.ruHx peaKIILItx Ha rrpItMeHeHI4e jIeKapcTBeHHbIx
lpeflaparoB, coAepxaquxcr B floAcr{creue <@apuaroHaA3op> aBToMarr.r3r.rpoBaHHofi
unQoprraaquouuofi cucreMhr (AI'IC) Poc:gparna4sopa. coslrecrHo c l_lenrpona
Qaprr.rarona4sopa @fBY <llnSoprr,raqlroHHo-MeroArarrecxr,ri qen:rp no gKcleprr43e, yqery r.r

a}daJrhrsy o6parqeura-r cpeAcrB MeA[qr,rHcKoro [prrMeHeH[rD) (4anee ofEy
d4MUSyAocMIr>) Pocslpanragsopa o6pa6orana ransopruaqur o rocryrrrBrur{x
coo6qenurx o Hex(eJrareJIbHbIX peaKrlr.rf,x Ha rrporrrBoorryxoJreBbre Boc[por.r3BeAeHHbre r4
opuruHaJrbH6re (pe$epenrHrre) rexapcrneHH6re npelaparhr, r4x creleHl,r rtxecrl4 r4
fipuquHHo-cre4crreunofi cer:u.

kls 146 roproBhlx HaxMeHoBaurrfi nocnpousaeAeHulrx JreKapcrBeHHbrx [pe[aparoB
no 54 ropro$rM HaI'IMeHoBaHuxlt coo6rqeuufi o sexerareJlBHhrx peaKllr4rx He rrocryrraJro.
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Anarus cne4enui no HexeJrareJrLHBrM peaKrrr{rrM r,r cJryqarM tepanertn recrofi
HeeQ$errnanocrn 68 ToproBblx HauMeHoBaunfi rerapcrnenHbrx fipeflaparoB He BbrrBt4Jr
AaHH6IX, [OATBepXAarOqr4X orJrr,Iqfit npoQunx 6egonacuocru JreKapcrBeHHbIX
flpenaparoB.

B coorgercrsvra co crarreft 65 @e4epa.lrrxofo 3aKoHa ot 12-04.2010 Ne 6l-o3 (06
o6parqeHllr neKapcrBenHrrx cpeAcrB)), floprgxonr ocyulecrBJreHr.r.r SapuaxoxaA3opa,
yrBepxAeHHhrM npr.rKa3oM Pocr4panna4r opa or 15.02.2017 Nsl071, B orcyrcrBr,rn HoBErx
AaHHbrx no 6egouacnocr[ ra essex'ruHrocru neKapcrBeHHBIx [pelaparoB, He
coAepxaquxct B LIHcTpyKIII4I4 nO MeAr.rqsHCKOMy [pr{MeHeHl{ro, r.r3Merrfioqux oTHolueHrre
OXI,T4ACUOfi IIOJIb3bI K BO3MOXHOMY PITCKY IIPI,IMEHEHruI JIEKAPCTBEHHbIX qPENAPATOB,
peKoMeHAarlur PocsApaanaA3opa MunaApaey Poccnr.r o [poBeAeHr.rr,r AepxareJrrMr4
perficrpaqlloHHblx yAocroBepeHI.t fi AouonnureJrbHbrx l.lccle4onanufi KarlecrBa,
sQSer:rarnocru lr 6esonacHocrr.r JreKapcrBeHHbrx flpeuaparoB B uocrperacrparluoHuoM
rreplroAe He [peACTaBJIrerCs sogl,tOXsofi .

Bvecte c reM, Iro 23 roproarru H€MMeHoBaHr,rrM JleKapcrBeHHbrx rrpeflaparoB,
HecMorpt Ha orcyrcrBl,Ie AaHHhrx o ne6naronpurrHoM coorHorueHr.r[ rroJrb3br r.r plrcKa,
ytIItrhIB€uI pa3rv/'{lr[ rpe6onaxl.rft K ux KaqecrBy B cpaBHeHr.rlr c oprirrrHaJrbHhrMr.r
(petfepenrHrrut), orcyrcrrue flpeAperrlc'rpaquoHHhrx K;ruuraqecKr4x uccre4onanufi px4a
JreKapcrBeHHbrx flpenaparoB, a raKxe o6paqermr FpaxAaH n opraHr.r3aur.rft no nonpocau
cI'IHoHI'IMI4qecrofi garresrr orAenrHhlx JIeKapcrBeHHhD( npelaparoB, 6mo pexorraexAoBaHo
npoBeAeHue Her.rHTepBeHrIr4oHaHHbrx (na6mogarelurrrx) nocrperr4 c,rpaqlroHHbrx
r.rccaegoaaNufi.

I{elrro AaHHhrx raccle40naxufi, EpoBoAnMbrx Aep)KarersMr.r penrcrpaquoHHbrx
yAocroBepeHnfi ganxrrx neKapcrBeHH6rx npeuaparoB, AoJrxHo .f,BJrrrbcr [oATBepxAeHr.re
orcyrcrBl'rt paslu'rufi a npo$une s$$errrannocru r 6egonacHocrr.r c opyrr.rgiurEqhrMr.r,
peQepeurxrrun u Apyfr4Mr{ BOCnpOr.r3BeAeIrHErMU JIeKapCTBeHHbrMlr npenaparaM}r.
zccae4ouanraa uoryr 6rrrr npoBeAeHbr r $oprr,re aKTr,rBHoro MoHlrropr.rgra c orleg1ofi
noxagarenefi xnr'[ruvecxofi eSQeruenoc'ru u qacrorbr pa3Brirr{r HexeJrarelrnrrx pearqufi
JreKapcTBeHHLIX npenapaToB B MeAr.rrIr4HCKr.tx opraHr.r3aur,rrx.

_ Bo ucnoJrHegr,re nygKra 2 nopyueuu-a 3anrecrfire.trs rlpegce4areru flpawrTe6crna
PoccrEficxofi (De4epauzt T.A.fonuxosoit or 27.05.2020 Ne Ti-[12_55g1 no ucnorrHeHr{ro
ropyqegnq rlpaeurerscraa Poccuficrofi @e4epaqur.r or 14 $enpaaa 2020 r.Ns MM_III2_
2np (rryurr 4) lornaa o p*ynbrar€x npoBeAeHHoro pocs4paanagsopoM cpaB'HTeJrb'oro
aH€uII{3a COOTBeTCTBI4JI BOCTIpOI{ 3BeAeHH6IX JreKapcrBeHHbrx [pelaparoB poccuficxoro
lpol'I3BoACTBa' IIpI'IMeHlIeMbIx npu JIeqeHlII{ OHKOJIOTUqeCKI,IX Sa6OreSaHr.rft.
opurl{H€urbHErM JreKapcrBeHHErM [peflapararu 6ru HanpaBneH e Muns4pan poccru 4nx
4arrnefi ruero paccMorpeHuq.

rpegcrarurenz Pocs4panuaA3opa 
''pLr 

Hr,rM'rror aKTrrBHoe yqacrr,re n paOore
Mex(AyHapoAHrrx pa60vr'rx rpyuu: <ICMRA> Mex.qynapo4uoft xoanr,rqur perynrropHbrx
areHrcrB [o JreKapcrBe'HbrM cpeAcrBaM; <IpRp> Mex.rynapognofi [porp€rMMbr
PEryJI'TOPOB JIEKAPCTBEHHLTX CPEACTB; PAoOqEfi NOATPYNTIbI NO PCAAKTI,IPOBAHI,IIOpyKoBo,qcrBa ICH E2D (Rr). <<ynpaanenue AaHHLrMr' o 6egoracnoctu B
rrocrMapKerr4HroBoM rrepfioAe: onpegererur u craHAaprbr [peAcraBn e]rofi or.rerHocrr,r>.

Pocs4panua4soponr ouy6nrKoBaHo an$opuaqr,rouHoe flncbMo or 26.06.2020Ns 012-1196120 o ueo6xo4nrr,rocru coo6qenux n pocr4panua4sop *ax4oro 6axru
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pa3Bvrrr,.fl HexeJrareJrbHofi peaxqnu v$rvr orcyrcrBltH TepaIIeBTUqecKoro s$$exra
JreKapcTBeHHhrx npefiapaToB, rIpI,IMeHteMbrx npl,t STnoTpotrHoM JrerreHElt Hosofi
KopoHaBr.rpycHoi unQerqr,ru COVID-19, yKa3aHHhrx no Bpeueuxrrx MeroAr.rqecKr.rx
peKoMeHAarlnJrx, yrBep)KAaeMhrx Mranr.rcrepcrnou 3ApaBooxpaHeHr.rr poccuficroi
@e4epaquu. Tarranr o6pasorvr Poc:,qpanra43op, B coorBercrBl.rfi c ycnoBurrMn <gepnoro
cr.rMBoJrD) Ha,qrexauefi npaKTnKr.r Sapuaronagsopa, co6upaer Bcro Herarr,rBHyro
unQopruaquro Ha neKapcrBeHHble rrpelaparrr 3aperxcrpupoBaHuhre B coorBercrBr{u c
Ilocranosreuueu flpanr.rreJrrcrBa Poccvicrofi @eAepaqlrr,r or 03.01.2020 Ne 441 (06
oco6eHHocrrx o6parleHxr neKapcrBeHHbrx [peflaparoB Anr MeAr.IqnHcKoro [pr,rMeHeH]It,
KOTOPbIE IPEAHA3HAqEHEI AN' IPI,IMEHEHI{' B YCJIOBIryX YIPO3bI BO3HI,IKHOBEHI'I,
BO3HnKHOBeHr.rrr r,r Jrr.rKBHAarruu vpesrrrvafiuoft craryaquu v AJrr opraHr43arl[r{ oKa3aHuJr
lreAr.rqlrncxofi noMorqn JrurIaM, nocrpaAaBruuM B pe3ynbrare upesnrr.rafinlo< curyaquft,
lpeAy4pexAeHr,r.r qpe3BErqaftHrrx curyaqufi, [poQraraKTr,rKlr r4 JreqeHr{r sa6oresaHr.rft,
npeAcraBJrrroqrx olacHocrb AJrr oKpyxarcullrx, :a6oneranufi r.r nopaxenufi, nolryvenurrx
B pe3yJrbrare Bo3AeftcrBrl I He6raroupurrHbrx xr.rMnqecKr,Ix, 6roloruruecxux,
paAxaIIIroHHEIx oa(TopoB>. 9ro noasorser B cryqae Herarr{BHoro coorHo[reHr,rs [oJIb3bI-
pr4cKa B cpoqHoM noprAKe npr4HrTb Mephr IIo MnHnMr,BarIul{ pEcKoB AJrr rraq[eHToB.

Poc:gpanHa4ropoM coBMecrHo c noABeAoMcrBeHrrLrM Ifeurporrr $aprr,rarona,qsopa
ofEy <I4MI3yAocMrr) Pocsgpaauag:opa rpoBoAlrrcr rrocrorHHhrfi vonnropuur
6egonacsocrz anrnrynoupoQr,rJraKrlrKr.r COVID-I9. B crfrae neo6xo4uuocru
3anpaur4Baercr ronoJrHuTeJbnar nnsopuat&A, a[Nrr43trpyrorcr Amul paccleAoBaH[t
cJlyqaeB no6oqHrrx nporareHuft locJle LIMMyHr.I3arIr4r,r , aP1urhrgupye-tc'. cBoAHtu{
uu(popuaqu.a AnesHraros naq[eEToB EAanoft rocyAapcrBegnofi r.rn$oprrraqr.ronnoft
cr.rcreMbr e ctpepe 3ApaBooxpaHex[s. flo pe3ynbraraM aH€ur]Ga roroBrrcr orqerEr B
Muns4par Poccua, Annapar flparr.rrellcrra Poccuft cxofi @egepaquz.

c 27 uot6px 2019 r. Pocsgpanxa4:op Haqan [poBoAr.rrb KoHTpoJrbHEre 3aKynKr.r AJrt
BbrrBJreHrtf, n npeceqeHaq Qarroa peanr.r3arrru{ JreKapcrBeHHbrx npenaparoB, o6la4arorqnx
IlcrfxoaKTl'IBl{bltrl 4eficrnueu I4 rlpeAcraBntloull4x lrelocpeAcrBeHnyro yrpo3y )KK3Hr,r }r
3AopoBbro rpaxAaH, anru6uorrxos.

Pocs4panna4aoponr B paMKax KogTponr 3a anreqnlrMn opraHrtarr[rrMr.r,
orrrycK€llotqr,rMll JleKapcrBeHHble npelaparEr 6es peqenra Bpaqa B coorBercrBr,Ir c
rorroxeHr.rrrMr.r nn. (tI)) \.2 cr. 10, cr. 16.1 (DeSepanruoro 3aKoHa or 26.12.200g Ns 294-
o3 (o 3arqr{Te npaB rcpr,rAlrqecKr,rx Jr}rq n :al$uBtxyurbHbrx npeAflpr.rur{MareJrei upr{
ocyiqecrBJreHr,u rocyAapcrBeHHofo KoHTpoJrr (Ha.q:opa) E rvf5rEr.rqafliurbgoro KoHTpoJrr> B
2020 r. npoBeAeHLr 122 ronrponbHbre 3axyrrKa (r.re nr,rx 7 ronrpoarnbrx 3aKyuoK
npoBeAeHo B cBt3l,t c peaJll{3al{ueft 6e: peqenra Bpaqa flcaxoaxTr.rBHbrx JreKapcrBeHHbrx
npenaparor), B ToM qr,rcJre coBMecruo c corpyAHx(auu MBI poccxu.

flo peaymraraM KoHTporrbHbrx 3aKy[ox pocs4panna4sopoM cocraBreno g6
rrporoKoJroB o6 agvunucrparr.rBHbrx flpaBoHapyuexr{rx.

I4snux:
- 67 npororo.noB no q. I cr.14.4.2 KoAII p<D -

onrosofi ToproBJrr.t JreKapcrBeHrrbrMlr cpeAcrBaMr,r
JreKapcTBeHHbrMr,r npeIIapaTaMr.r ;

HapyureHue ycTaHoBJreHHbrx IIpaBI{n
r,t noprAKa po:nu.rnofi ToproBJrr.r
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- 3 nporoxona ro q. 2 cr.6.33 KoAII P<D - rpoAarKa r'Jrr.r BBo3 Ha reppr.rropr'ro
Poccr-ricroft @e4epaqnu ne,4o6poravecrBeHHhrx JreKapcrBeHHbrx cpeAcrB, ru6o
peaJrr43arlr.rf, t4Jrr.r BBo3 Ha repplrropr,rro Poccnicrcofi @e4epaqnr.r nego6poxavecrBegH6rx
MEAI{III,IHCKI4X ]1.ZAEI]diI, TT[6O HCSAKOHHOE IIPOI,I3BOACTBO, IIPOAUDKA I,IJII,I BBO3 HA
TeppriTopr.rn Poccuficxofi @e4epaquu H$apenrcrpr.rpoBaHHbrx JreKapcrBeHHbrx cpeAcrB.

B 2020 roAy B uerrrpzunnuft annapar Pocs4parua4sop flocryrr[no 2222 o6paqq"u'
TPAX9AH B qACTI' O6PAqETTNT NCKAPCTBCHHEIX CPEACTB AJI' MEAUIII.IHCKOFO IPI,IMEHEHI,I'.

B pe:yarrare axanr43a o6parqeru.rfi ycraHoBJreuo, qro B nepuo,q pac[poc,rpaHeHr.rt
nonoft xoponaarapyurofi r.rnQerqura covlD-l9 6omuniHcrso rpaxAag (1691 - 76%)
o6paqanr'rcr rro flprcrr,rHe orcyrcrBr,rr cpeAcrB r,rHAr.rBr,r.ryaJrBnofi sarqurrr, B ToM qzcJre
4esun<praqnpyroudr.rx cpeAcrB r.r MeAr,rqr.rucxNx rasgelrrfi - MacoK MeAr4Ur{ECKr.rx. a raK)Ke B
cBfl3pr c orcyrcrBlleM B po3HIarIHoM :rexe Qaprr,raqesrr{ecroft orpacnu JreKapcrBeHgBrx
npenapaToB AJrr MeA[rIuHcKoro npaMeHeH[r.

B coo:rse,cresu c vragou llperu4eura Poccuftcrof @eAeparruu or 25.03.2020 Ns
206 flpanNrenbcrBoM Poccnftcxoi @e4epaqzu nprlru{T prA AorroJrn}rrerrbghrx Mep,
HarrpaBJreHHbrx na o6ecneqex[e 6egonacEocrr,l u oxpaHbr 3AopoBbr rpiDKAaH nyreM
coxpaHequr Qr.rsuvecxofi u qenonofi Aocrynrrocrlr An'- HaceJreHr{r cpeAcrB
[nAr.rBr.r.ry€urbuofi eauqurrr.

B cergu co Bcry[JIeHLIeru n 4eicraue nocraaoBJlenrEx llparurelrcrsa Poccuficxofi
@egepaqun or 18.03.2020 }r|! 299 (o BHeceHr.rr ngrraeHenuft r flpaanra rocy4apcrreuuoft
perr{crpaqu[ MeAuqxHcKr4x I4sgenri>> MeAr4qr.rHcKre vl'F.lieru'. c nr.rsxofi creneHBK)
[orer{IuanbHoro puc(a vx nprrMeHeHur (n rona qzcJre MacKr.t MeAr.Iqr{HcKne) npoxopgru
nporleAypy rocyAapcrBeHuoi perucrpaullr B ycKopeHHoM troprAKe.

[nn o6ecneqenra.ff nepBooqepeAHbrx ueponpu-rrufi, HanpaBreHHbrx Ha
flpeAorBpalqelrv e pacfipocrpaHeHl,Iq COVID-I9, 6rrn coe4an Koulryrr,rrcaquonugfi qen,rp
flpanurenrcrra Poccuficxoi @e4epaquv. Muunporratoprou poccr,ru npoBoArrrrr4cb Mepbrrro floA.qepxKe upollseo4arelei Qapuaqearuvecxofi flpoAyKrlax, cpeAcrB
nHAr.rBr.rAyaJrbxofi saulurlr r 4esr,rusuqlpyroqax cpeAcrB B rleJrrx o6ecniqenu-,
HaceJreHr.rrr Poccuftcrofi @e4epaqzr.r yxa^:aruoft npo4yxr4aefi .

B coorsercrsufi c perueHr.reru llparurerrcrsa poccuficrofi (De4epaquu co3AanE.quxrrfi un$opuaqzonnufi rIeHTp y[paBnenrur o6ecneqexu.r cpeAcrBulMr.r
I'IHAr'rBlrAyEurbnofi aaulu:mr rpoKAaH, B paMKax Koroporo synrqr.ronupyer ronrarrnrrfi
rIeHTp no o6ecneqenuro cy6rexroe poccuicrofi (De4epaqr,rr.r or.qan"r"rr" BlrrlaMl
MeAlrqr'rHcKr'rx lrs4eaui, cpeAcrB r,rHAr.rBr{ryzrJrbxofi garrurrrr r,r 4erux{lrqupyorrlr4x
cpeAcrB.

B qac'" peryJrrropHbrx Mep AJrr npeAorBparqeHr,rr HeKoH,rpoJrr{pyeMoro BbrBo3a
onpegerexnofi HoMeHKJrarypbr cpeAcrB r{HAr{Br,rAyaJr6uoft rarqr.rrrr, u ,L* ,r"n" r"ruao*
MeAr'rqHHcKr'rx, B [epnoA co 2 uapra no I arons 2020 rola 6rur ycranonren npeuennufi3alper Ha BbrBo3 rarofi npogyKrlr, .r r.r3 poccr,rficxofi @e4epaqurn, 3a r.rcKjrK)qeHr.reM
Mex.ryHapoAHoft ryruauurapuofi noruoqu r4HocrpaHHhrM rocyAapcrBaM Ha ocHoBaHlr.r
peurenufi flpaer4remcrsa Poccr.rficrcofi @e4epaqun, a raKxe BbrBo3a 6".u"ec*"rrn u Jryr\aNwl
AJUI nr4qHolo I,ICnOJIb3OBaHr,rr.

Pyroro4crrou cy6rexron poccrficxofi @e4epaqara paspa6omn fi ycra'oBJreH
KoMITJIeKc orpaHv qltreJrbHhlx lr aHhlx Meponp uxruit, ttanpaluleHHhrx na o6ecneqeuue
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caH[rrapHo-9[I,IAeMI,IOnOTFIeCKOTO 6laronorryvu.r HaceJreHr,rr, a raKx(e AJrr [pI,IHrrI,It Mep
no npeAorBpaqeHr. o pacnpocrpaHeHr.rc HoBofi KopoH{rBr4pycHofi r,lHQexquu COVID_Ig.

B qelxx cra6unusaryuu nocraBoK JreKapcrBeHH;rx upelaparoB r.r cBoeBpeMeHHoro
o6ecneqeHns uura c 3 laorr6pt 2020 r. c[creMa MapKr.rpoBKr.r neKapcrBeHHbD( npe[aparoB
BpeMeHHo [epeBeAeHa Ha yne40uureffinrri pe]Kr.rM pa60ru B a[TeqHoM vr

4r'rcrpr6rloropcrou cerveHTax Arr o6ecneqenm 6ecnepe6ofinoro ABuxeHnt
Jre(apcrBeHHhrx [penaparoB IIo roBaponpono4rqei qelloqKe Ao KoHeqHoro norpe6urenx
(nocratrornexlre llpanurenrcrea Pocczficroft @e4epaqru.r or 02.L1.2020 }lb 1779 <o
BHeCeHr.rE Ugueneuufi s floroxeHr.re o cucreMe MoHr,rropr4Hra ABralxeHVTT neKapcrBeHHbrx
npenaparoB AJrr MeAr,rrlr4HcKoro np[MeHenr.rx>). 3ro rro3BoJrrer (<orrrycKarb> ToBap cptBy,
He AOXLTA€UrCb <(OTBeTD) Cr.rCTeMhr MapKr,rpoBKr,r.

flpaerrtelrcrnona Poccuficxofi @e.qepaqfir4 coBMecrHo c 3ar{HTepecoBaHHBrMr{
MllHl4crepcrBaMx r,r BeAoMcrBaMr,r flplrr{rr prA Mep, Ha[paBJIeHHbrx na ura6run:aquro
cv'rya\ u no o6ecneqennro cy6rex'ros Poccuficrofi (Degepaqr4lr JreKapcrBeHHbrMr.r
lpefiaparaMr.r AJrr MeAr,rqr.tHcKoro [pLIMeHeHvA Nrr. JIeseH[J{ nonofi ropouonr,rpycnoft
r,InQexqvtefi (COVID-19), B roM qlrcrre:

- B6rAeJreHbr rraex6roAxernue T pancsepru us Qe4epanHroro 6rc4xera 6roAxerau
cy6reffioa Pocclrficrofi @e4epaqulr 4nr 3aKyrrKr.r JreKapcrBeaHhrx lpeflaparoB B rleJrrx
Quuaaconoro o6ecneqenur naeponplrxrr.rfi no npuo6pereHr.rrc neKapcrBeHHbrx [pelaparoB
Arrr JreqeHr{r naqueHroB c Horoi xopouaer.rpycnofi r,rnsexqueft (covlD-lg), norryuarorqr,rx
MeAr,rqnHcKyro noMourb n av6ynaropnBrx ycJroBr{rx, B coorBercrruu c BpeueHHhrML
MeroAr,rqecKr.rMu peKoMeHAarlraxur,t Muns4pasa Poccr4r.r <flposunax:1.rKa, Ar.rargocrr.rKa r.r
JreqeHr.re xorofi roponaaupyurofi unSerqnn (COVID-19> n2020 roay;

- Ha rlocrotHsofi ocnoge ocyqecrBffIerca nsauuo4eficrBlre c npor,r3BoAI{TeJUIMlr
JIEKAPCTBEHHLIX NPENAPATOB B qACTI,I HAPAUIITBAHI,I'I O6IENTOS NPOI,I3BOACTBA
JIeKapcrBeHHbIX [pelaparoB a BoBJIeqeHr{r AOnonHr4TeJrEHbrX rrpor.r3BoAcTBeHH6rX
naorqHoc:refr, KoppeKTapoBKI{ [poI'I3BoAcrBeHHLx ruIaHoB c yqeroM flpuopr,nerHoro
BbrrrycKa npenaparoB Arr reqeHr.rs 60nLnrx c Hosofi KoporroBripycuofi unserqueft
(covrD-19);

- IIPOBOAITTC' PA6OTA C I,IMIOPTEPAMI,I JIEKAPCTBEHHbIX NPENAPATOB TIO BOIIPOCY
yBeJrr.rqeHr,rt o66eMoB [ocraBoK r.rMnoprHLrx JreKapcrBeHHbrx [penaparoB;

- pa3peruerr BBoA B lpaxAaHcxafi o60por neKapcrBeHHbx npenaparoe 6e3 HaHeCeHn
cpeAcrB r'r4eHru$rxaqr4u, rpoz3BeAeHHbrx B rreproA c I r.Iloa.r iozo i. go I ox]trIlpz 2020r.' a raKxe ssog s Poccaficryro (De4epaquo 6e: HaHeceHlrr cpeAcrB r4enur$rExaqun n
rleJrrx BBo.qa B lpaxAaHcKr,rft o60por JreKapcrBeHHbx [peEaparoB, [poE3BeAeHHbrx 3a
npeAeJraMn Pocclrfcroi @e4epaqau 4o I orrr6pr 2020 r.;

- B UeJItX BbItBJIeEI'tt I4 OrlepaTuBHoro perIIeHI{t BO3HI'KIUOIITIX BOTIpOCOB nO
o6ecne'reHuro cy6lemon poccr.ricxofi <Degepaquu MuHuponnopr.oM poccx,n coBMecrHo c
Muna4paaorr,r Pocclur Ha lrocroqHuofi ocHose ocyrqecrBJrtercx ssau1,{oaeicrBl,re c
opraHaMr4 ucnoJrHr,rreJrbHofi eracru e c$epe 3ApaBooxpaHenr.ra cy6rerron pocczftcroft
@egepaqzrn IIo BolpocaM Soprrazpoaaxlrr trotp"6*,octu e xeo6xo4rMbrx JreKapcrBe'Hbrx
npellapaTtlx KaK N$ cTarl[oHapHoro. TaK U
3ApaBOOXpaHeHr{r.

aMoyJIaTOpHOfo 3BeHa cr{cTeMbr

3uaqure*soe Korrr,rqecrBo o6pauqenufi rpoKAaE (212 o6puaesuir - r0%)
flocrynruro B cBr3r4 C Xaro6auu ua pa60ry anreqHhrx opraHr,raaqr.rfi n uacru neco6ffo.uenus
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rrpaB[tJr 3Tr.rKr,r r4 AeoHTOJrornr4 npu oTrrycKe neKapcTBeHHbrx flpenapaToB Ant
MeAr.rrlr4HcKoro npr,rMeHeHltr coTpyAH[KaMr,r anTeqHbrx opraHu3arl[i.

105 o6parqeuuEr (5%) coAepxarrr{ r.rn$oprvraqr,rro o Hapyrrenrrr{ reMrreparypHoro
pexl4Ma xpaHeHlIJI JreKapcrBeHHLIX npe[aparoB AJlt MeAr.rquHcKoro [pr.rMeHeHr,rr B
anTer{Hblx opfaH[3auHrx.

lln$oprvraqlrr, yKa3aHHzrr n o6paqeHzax, Ea[paBrrJr acs rrl. ocyqecrBJreHr{t
KOHTpOJTbHbTX rueponpaatufi B coorBercrByroque reppr.rropr.raJrbrrbre opraHEr
Pocs4pannagsopa no cy6rerralra Poccuficroft (Deleparuz Arr paccMorp e:aatt vt l;1pv1arvrx,
Mep B cooTBeTcTBlttI c 3aKoHoAaTeJTBCTBOM r.r OTBeTa 3arBr.rTeJrro.

B 47yo o6pauleuufi lpaxAaH noATBepAr.rJrr4cr Saxru, r.r3Jro)KeHH6re B 11r,rcbM{1;,1,

Teppltroplr€ulbHblMlt opraHiMI,I BbrrBJreHbr HapyureHr,rr a pa6ore arrreqHbrx opranr.rsaquft,
np[HJrrhr Mepbr pear[poBaHr.tr - Aficq[nn[HapHoro no3geftcrazl, cocraBJreHEr
npeArrucaur{r u nporo(oJrbr o6 a4rraunuc,rparr.rBHbrx npaBoHapy renr.rrx.

Pocrgparna4s op c 2017 roAa tBJltercr yqacrHr.rKoM rrpuopr{TerHofo [r.rJror6ofo
rlpoeKTa <Pe$opva KoHTpoJUr n HaA3opD).

B panar<ax petrnrl3allnll flacflopra flpfiopl{TerHoro npoeKTa <<Bue4penlre cricreMbr
rounnercnofi upoQunar:ruru napyurenui o6xsaremHrD( rpe6onanui>, yrnepxg€HHoro
rporoKorroM 3aceAaHr.rr [poeKTHoro KoMr.rrera or 27.01.2017 Ns 5, pocsgpaBHarq3opoM
rrpoBoArrcr nposunaxruvecKne Meponprrtrbrt, HalpaBJreHHbre Ha [peAy[pex(AeH[e
napymenufi o6qgareruHHx rpe6oranzfi, ycraHoBJrexuhrx Se4epanrnsnrar,r 3aKorraMr,r u
HHhrMr.r EopMarrrBnhrMr.r npaBoBbrMr4 aKTaMr.r poccr.rficrofi (Degepaqr.ru.

opranuraqr,r-a u [poBeAe'r.re MeroAr{qecroft pa6otrr c opraHr.r3arlmMr.r ,,o
[peAorBparlreHlllo ptMu napyrueHafi o6ggarearrrrx rpe6onanufi ocyqecrBJrrerct
Pocs4paaaa4sopou nyreM flpr'BJreqeHrfi uu0opnraquonuux p""yp"o" (raserrr,
cneql'IEIJTI43I'IpoBaHHLIe xypHuulbl' MecrHble KaHtUIbI :renenn4enru), pa3brcHeHr-rt
noloxenlri 4eficrnyroqero 3aKoHoAareJrbcrBa, B TOM qI,rCJIe npu ycrHoM o6palrlennu
IOPI{AI,IqCCKXX IIIII, I.IHAI4BI,IAY€IJIbIIbIX NPCgNPNUUUA::CJrEfi N IPAXAAH KAK
HenocpeAcrBeuno n Poca4paBHaA3op, TaK n uo .rene<fony 

r{Jrr.r eJreKrpoHnoirnoqre.
Poc:4panuagropoM npoBoA{rcr KoJrJreru[, ronsepenqrar.r, pa6our.re coBerr{:lHrrr,

ceMr,rHaphr, c yqacrr.reM upegcranurenefi MeAr.rqr.rHcK,rx r.r QapnaaqemlqecKr,rxopranuraquft, o6ruecraeHHrx opranuraqufi u upo$eccr,ronan"""i* accoqr4arl[fi
(exeroAxax Bcepocczficxax xoH$epenqux <focy4apcrnerrHoe peryJrr{poBaHr.re n ceepe
o6parqeur.rr neKapcrBeHH'rx cpeAcrB u MeA[rlr.rHc*r,rx usgenuft 

-<Dapr.,rMeao6pauqenrae>>,<Me4uquHa r,r ravecrro> ra 4p.).
PocsApasHaAsopoM r.r3Aaerc_[ xypHutrr <<Becrnur poc:4panua4sopa>.
Xypuan B'rxoAr,rr .AHH p€..r B ABa Mecrqa (6 norr,reion " .oa;, na g0 norocax,

Tr{p0r(oM 3 500 exs., r.rMeer cBorc crpaHr{qy ua oolrquaJlbnorra caftre poc3ApaBHaA3opa
http ://www. roszdravnadzor.ru.

_ B qenrx npo$urraKrr,rKrl napyuremlfi n cQepe
Pocegparna4:opa pa3Merrlalorcr lpecc-peJrr.r3lr no
ueponpnxrufr.

cror'rnurupoaar uoryqeH'bre pe3yJrbrarbr [poBepoK B paMKEx pac*-
opr'reHTr'rpoBaHuoi uoAeru z pa:pa60raxnrre npoQananr"""c*"e ,"porrp"rr"", ,Hacrof,rqee nperux Poc:4paBHaA3.poM npr.r [ocrylnenuu r,rnQoprr,raqzn or rpax(AaH,

3ApaBooxpaHenvt Ha cafrTax
p$yJrbTaTaM fiOHTpOJTbHED(
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ropr,rAr,rqecKrrx rlrq, cMI4 o Bo3MoxrrErx [paBonapyneHr4D< npoBoAlrTcr oAHoBpeMeHHEut
orIeHKa pr.rcKa npaBoHapyureHr.rr r,r KaTeropu[ p]rcKa noAKoHTpoJrbHoro cy6beKTa.

IIp" gToM, B clD {ae ecJr[ [paBoHapyrueHfie pncra <<gua.rurelrnufi>> ]r
noAKoHTpoJrEHrrft cy6aerr ltMeer Kareropr.rrc pucKa (<3Haqr.rreJrbHbrfi>> nporo4-ercx
MeponpnrTnjr IIo opraHr,r3arl[u I,I [poBeAeHL{ro Brre[naHoBoro KoHTponbHoro
MepoupfisTr.rrr.

CneAye:r orMerI,ITb, tITo c r{eJrblo xcKJrrorreHr,Irl npoBeAeHnr ueo6ocnosaHxhlx
BHenJraHoBrrx npoBepoK Munt4panou Poccr.rn coBMecrHo c PocsgpaanaA3opoM
p{Bpa6orau npr{Ka3a ot 24.08.2020 Ns 893H <06 yraepxgeHr4r,r LtHArKaropa p}rcKa
HapylreHr.rr o6.r3aremHbrx rpe6onaul.rft, ucrroJrb3yeMoro B KaqecrBe ocHoBaHlrr AJrt
[poBeAeHLI{ BxerrJranoBbrx [poBepoK rrpr,t ocyulecrBJreHlrr4 (DeAepanrnofi crryx6ofi no
Hag3opy n ctfepe 3ApaBooxpaHenvu v ee reppuropuaJrbxhrMr opraHzrMr.r $egepa.nrnoro
rocyAapcrBeuHoro HaA3opa n c(pepe o6paqeur4s JreKapcrBeuubrx cpeAcrB>
(:aperurcrpuposaH s MrHrocre Poccrara 18.09.2020, pentcrpaqroHnufi Ns 59951).

B ocranrnrrx cnyqalsx ucnoJrmyrorcq creAyrouue Qoprvor npoQurarruvecrrx
meponpuxrufi, B ToM r{LrcJre c yqeroM tlacrorbr coBeprrrenur napyurenufi o6r3arerbHhrx
rpe6orauufi:

C 22 $eypwrs 2017 roAa yrBepxAenrr flpanura cocraBJreHr4r r,r HarrpaBneHr.rt
lpeAocrepexennfi o xegorrycruMocrr.r HapylreHl{t o6qgarersnrtx rpe6oBaHnft, a raK)Ke
IIpaBaJra floAaqn rcpr.rA qecKr.rM Jrr{rIoM, r4HAI4BI,rAya.nbHbrM npeAnpr,rHnMaTeJreM

rospaxenuft Ha npeAocrepexeHr,rr.

Kareropur pucra
IIoaKoHTpoJrbHofo

o6rerra

Kareropsc pncra o6rsareluroro rpe6oranlrl
3na.ure:rgufi Cpe,qHuft Vvepennufi lfu:ruft

3naqurelsnufi BHe[naHoBat
B6IE3.(HAJI HJIH

aoKyMeHTapHat
npoBepKa

npe,{ocTepex(eHHe npeaocTepexeHne opraHrcauHr A

npoBeaeHfie c€MHHapa,

re6nnapa no Bonpocy
co6r oaeHuc
o6.rsareruHoro
rpe6oaaunr c
pa3lf,cHeHHCMH rro
noprlKy npaKrlqecxoro
ucnoJtHeHt-|r.
flogrororra
nx$opuaqr-roHHlrx
nr{ceM H pa*rcuennfi c
ny6ruraqnefi na cairre
Poc:,qparHagaopa

Cpe4nufi npeaocrepexeHHe [pHrJra[eHr.re Ha

KOHCynb',rallrjlo

arr pa:vbrcHeHnt

o6.rgaremHlx
rpe6oranufi Li

nopraKa Hx
UCNOJI HEHI{'

Yuepenuufi npHfJrarxeHlle Ha

KOHCynbTaUnK)

AJrr pa3btcHeHl{t
o6cgarerlHltx
rpe6onanxft A

noptqKa r4x

I.ICNOJI HEH Xfl

HHAr{Bn4/aJrbHoe

npHflraueHHe a!'rt
yqacTnf, B

ny6rr.+rux
MeponpHjlTr.rrx

Hrlsrurft npltma[eHqe Ha

KOHCyJTbTaTIETO

Anr pa3bccHeH}lfl

o6rgarersnux
rpe6oraHufi n

nopsAKa rrx
I'CNOIHEHH'

rrH.qHBr.Lq/anbHoe

npfimaureHHe arq
yr|aglvr a

rry6luuulx
Meponpr{5Tnf,x



45

c qeruo HeAorryuleHr'r xapyruenufi npaB rpu"qau no pe3ynbraraM paccMorpe'rirt
Poca4parna4sopona o6pau1eur.rft rpaxAan pyKoBoAcrBy 216l opranasaqun HanpaBJreghr
lpeAocrepexenr.rr o HeAorrycrr.rMocrrl HapyrueHr.rr o6rgaremxrrx tpe6orarufi.

Pocegpaana4sop c l8 Mar reKyrqero roAa [pr4cryrrr{Jr K peaJrr.r3aqnu noroxenr.rfi
nocraHoBrreHr,rr flparurenbcrsa Poccuficrofi oegepaqar or 16.05.2020 Ns 697 <<06
yrBepxAeHI{I{ flpaeun BbIAaqI{ pa3pelreHl{s Ha ocyulecrBJreHrre po3Hr{rruofi ropronnu
JIEKAPCTBEHHbIMIT NPENAPATAMV NI', MCAHIIITHCKOTO IPI4MEHEHV' ALICTAIJI\}.{OHHbIM
cuoco6ou, ocyulecrBJreHus raroit roproBnr,r r.r AocraBKr,r yKa3aHubrx JreKapcrBeHHbrx
npelaparoB rpoKAaHaM LI BHeceHr.ru ugvenenui B HeKoroplre arrrr llpanureJlbcrBa
Poccuficxofi (DeAepaquu no Bolpocy poaunvuoft roproBnr.r JreKapcrBexxbrMrl rperaparaMri
AJI' MEAI,IqI{HCKOTO UPI,IMEHEHI,I' AI,ICTAHIII4OHHIIM CNOCO6OV>> (.qArrCE - IOCTAHOBIIEHI,IC
flpanurerrcrna Poccnficr<oft (De4epaquu or 16.05.2020 J,.l! 697).

Poc:4paruagaopoM [poBeAeHa cne.qypulru pa6ora:
- BHeCeHa FOCyAapCTBeHHtUT ycJryra - <BhrAaqa pa3perueHnr Ha ocyulecTBrreHr.re

posxuvnoi ToproBJIt4 JIeKapcrBeEHbIMrI llpeuaparaMr.r AJI' MeAlrqr.rHcKoro [p].rMeHeHr.rt
AacraHqr{ouHbrM cnoco6oru>> e $e4epanlxrrfi peecrp rocyAapcrBeHHbrx Lt

MyHnqunaJrbHhrx ycJryr (Qynxqd) B coorBercrBr.r[ c fipuxa3ou MuasxonoMpa3Br{Tr{t
Poccuu or 29.12.2018 Ns 753 <06 yrrepxgenr.lr.r noprAKa BeAeHrr repeqrur
rocyAapcrBeHHbrx ycnyr u rocyAapcrBeHH6rx rpynrqrafi IIo ocyulecrBnerrruo
rocyAapcrBeHHofo KoHrpom (Haasopa)), rocyAapcrBeHlrofi yc.nyre [pr{cBoeH norr,rep - ID
386166873;

- yrBepxAen npr.rKa3oM Pocagpanna4ropa or 19.06.2020 .llb 516l
A4unnucrparuanrrfi peraaueHT no rrpeAocraBJreHr.rro rocyAapcrBenxofi ycryru no Br-r,r{aqe
pa3peueHr.rr Ha ocyrqecrBJreHr.re po3HxrrHofi roproua neKapcrBeHHbrMr.r [peflaparaMr4 Anf,
MeAr.rqr.rHcKoro nplrMeHeHr.rr AficraHur.roHHuru cnoco6ou (aaperr,rcrpupoBaH B Munrocre
Poccun 27 .08.2020, perlrcrpaquoHnHfi Ns 59 523);

- yrBepxAeH rrpr,rKa3oM PocsAparHagropa or 29.05.2020 Ns 4394 flepeuenr
.qoKyMeHToB, rroATBepxAarcur[x coorBercrBr,re arrreqHofi opranusaqua rpe6onaxu_ru,
AaIorqI'IM npaBo Ha ocyqecTBJIeHLIe po3Hl{qHoi ToproBJII,I JreKapcTBeHHbrMr{ rrpenapaTaMrt
Anr MeAr,rur4HcKoro [pr{MeHeHr.tr AncraHrlr.roHHbrM cnoco6oM, flOpXgxa BeAeHrur peeclpa
BBr,qaHHbrx pa.apeurexufi Ha ocyulecrBneur.re po3Hr.rqxofi roproanu JreKapcrBegHbrMr.r
NPEIAPATAMI,I AJI' MEAI,IqI,THCKOTO NPI,IMEHEHI,I' AI{CTAHIII,IOHHbIM CNOCO6OU r,r $OPrVr
AoKyMeHroB, rlcronb3yeMbrx (Degepalrxoi crryx6ofi ro HaA3opy n c$epe
3.qpaBooxpaHeHr{r [p?r BbrAaqe pa3perueHm Ha ocyulecrBJreHr.re po3Hr.rqHoi ropronnn
JIEKAPCTBCHHbIMI4 rIPCNAPATAMI,I AIC MEA}IIIHHCKOTO IPI,IMEHEHI,IJI AI4CTAHqIOHHbIM
cnocooou (eaperucrpr.rpoBaH B Muxrocre Poccun 03.06.2020, peH4crpaqlroHHbrft .Il!
58565);

- yrBepxAeHbr rpr.rKrroM poc:,qpaexag:opa or 29.06.2020 Ns 5527 Kpurepan
orleH(rr unSopuaquu, neo6xo4uruofi rrrfr rrplr:f'r-rva (De4epanruofi cnyx6oft no HaA3opy B
cQepe 3ApaBooxpaHeHrrr peurenufi, rBrqrollll{xcr ocHoBaHr,rrMu rnr BKJrroqeHr.r,
AoMeHHbrx aMeH u (unu) yxara'relefi crpaHr,rq cafiros n r,rnQopuaquoHHo-
TeJreKoMMyHrr xaquoauofi cerz <<Hurepner>, a raKxe cereBhrx aApecoB, no3BonffO[rux
u4enurQuqnponaG caftru n unrf opnraqlroHHo-TeJreKorrauyHnxaqr.ronxofi cerr,r
<I'InrepHer>, coAepxaque 3a[peqeHHyro uu$oprr.raquro, B eAr.rHyro aBToMarr4 3r,rpoBaHHyro
r'rx$oprr,raqraouHyro crrcreMy <E4unrrfi peecrp AoMeHHhrx r.rMeH, yKtBarenefi crpanr.rq
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cafiToB B nu0opMarrr{orrHo-TeJreKoMMyur.rKarlltoHHofi cerr.r <HHTepHer> n cereBbrx
aApecoB, rro3BoJrf,rorlux ugenrr.rQr.rquponarr ca[TEr B HH(popMaqr.toHrro-
TeneKoMMyHuxaqr.ronnofi cerr.t <<I,Ixrepner>>, coAep)Karqxe un$opnraqr.rro,
pacflpocrpaHenne roropoft e Poccuftcxoft @e4epaqua 3anperqeuo (saperurcrpupoBaH B
Munrocre Poccau 04.09.2020, perurcrpaqfioHnufi Ng 59666);

- peaJrn3oBEtna Bo3Moxaocrb rrpr{eMa gassreHr.rfi o noJrf{eHr.ru pa3pemeEr.rr Ha
OCYUICCTBJIEHUE PO:TTUVTTOfi TOPTOBJIX JICKAPCTBEHHbIMI,I IPEIAPATAMI,I AJI' MCAHIII,IHCKOTO
lpr{MeHeHr.rr Ar4craHrlr.roHHbrM cnoco6orvr or arrreqHbrx opraulraaqraft Ha caftre
Pocs4paanagsopa (no4pa:geJr <(rocycJrynr>) pa3AeJra ((gneKTpoHnbre cepnucu>>);

- Ha3HaqeHbl corpyAHr.rKr,r, ynoJrHoMoqeHHbre Ha noAroroBKy u (uttu) npr.rxrrr{e
peruexrft o [ptcHaur.ru r.rr([opuaqrara sanperqexnofi (upuxat Poca4parxagaopa or
02.06.2020 Ns 4536).

B 2020 ro.uy 485 alreqnbrx opranusaqzft [oAaJru 3aurBJreHr{e Ha rroJryqegr.re
pa3perrreHr4{ Ha AricraHrlr.rouHyro roproBJrro nexapcrBeHubrMu npe[aparaMz s 48
cy6rermx Poccuficrofi @e4epaqr.ru, r43 Hr.rx:

- 272 ante'rt$rM opraHx3arlrdM BbrAaHo pa3perrrenxe (56%);
- 203 anreqxuM opraHr{3arlr{rM orKa3aHo B BbrAaqe pa3peruenr{r @2%);
- 3 pasperueHr,rr npe\parqeHbr B cBr3u c peruesueM anreqHbrx opranusaqufi

[peKparr.rrb ocyqecrBJreHr.re po3rurrHofi roproanr,r JreKapcrBeHHlrMr{ npeflaparaM?r
Ar4crarHrllroHHuu cnoco6ov Ha paHee sarBreuuortt cafire.

Au'reqnsru opraHr,r3aqrlrM orKa3aHo tro cneAyroul]rM ocHoBaHr,rrM:
- [peAcraBJreHa HeAocroBeprar uuQopMarlr4r o cafire oprauu3arllrlr B cerr.r

<<Znrepuer>>;
- He npeAcraBJreHbr Aor(yMeHrbr (ceeaeHu-c), noATBepx/Iarcrrlue Haull4que

o6opyAoBaHr,rr, ucloJrE3yeMoro AJrr ryprepcxofi AocraBKr,r cQopuuporanurrx 3aKiBoB:
TepMoKoHTefiHepbr, repuo6oxcrr, cyMKlr-xoJroAr.rJrbHr{Kr{, xJraAo3JreMeHTbl,

r43oTepMr{lrecKr,re rraKeTbr, AaTqIrKLr TeMleparypbr, norrepbr rr Ap.;
- He npeAcraBJreH AoroBop erceafipranra c 6anrou, noATBepxA€uoqufi Bo3Mo)KHocrb

o[Jrarbr 3aKa3a c noMorrlErc gJreKlpoHHofi cr4creMbr flnarexefi r.r (uau) Mo6r.rnbHbrx
rrJraTexHbx TepMlrHaJroB HerrocpeAcTBeHHo B MecTe oKa3arrE ycJryM.

B 37 cy6rer:rax Poccuficxofi @e4epaqr,ru (Epxncxa-a o6lacru, B;raguul,rpcraa
o6racrr, Bonrorpa4crax o6racrr, BororoAcxas o6racrb, Eapeficrcax AO, I,Irauoncxa.n
o6racrr, Pecuy6nraxa Ka6aparuro-EanKapn r, Kalrqarcrufi rpafi, Pecrry6nxxa Kapavaeno-
qepreccux, Kerr,reponcxar o6nacrL, Koc'rporracrax o6racTb, Kypraucrax o6lacrr,
Mara4ancxax o6racrb, MyprvraHcrax o6racrb, Heneqxui AO, Honropo4craa o6lacrl,
Opnoncrar o6racrb, llcxoscrar o6nacrb, Pecny6nuxa A4urer, Antafi, Bypnun,
?lnryruerur, Kanrrarrrr.rr, Kapeallr, Korr,rra, Mapufi 31, Cerepnae Oceru-fl-AraEr.lfl, TbrBa,
Xaracux r,r Kpsrv, PssaHcra"s o6lacru, r. Cesacronom, Tau6oncrax o6lacru, geqencras
Pecny6aura, 9yxorcxrafi AO, .frr,rano-Heneqxuft AO, Xanru-Mancuficxufi AO-IOrpa)
pa3perreHr.It He BbrAaBaJrlrc b.

Hau6oree paclpocrpaHenHbrMr{ nplrqlrEaMr4, no KoropblM a cy6tex:rax Poccr.rftcrofi
@e4epaquu He noAaBaJILIcb 3arBJreHl,tfl Ha ocyurecrBJreHl{e Alrcrauquonnofi ToproBJrLI
neKapcTBeHHbrMn npenapaTaMr{ AJI' MeAr.rq[HcKoro npr{MeHeHr,H, .f,BJurOTCr:
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- HecoorBercrBr.re anreqHbrx opraHlBaqr4fi TpeooBaHI{tM nOCTaHOBJIeHLI'
flpaazrerscma Poccnficrofi @e4epaqr.ru or 16.05.2020 J\lb 697 (rr.renee l0 uecr
ocyulecrBileHur QapuaqenrNqecrofi 4exrelrnocru);

- HexeJraHr.re npeAnpr.rHnMareleft ocyulecrBJrrrb Ar.rcraHrlr{oHrryrc ToproBnrc;
- oTcyTcTBr4e c[poca y HaceJreHr4r Ha AocTaBKy neKapcTBeHHErx npefiapaToB;
- nepenra6elrrocrb opraHnaaquu 4axnofi ycJryrr. Anr [peAflpr.rHrauarelefi ;
- B penroHax oc5[rlecrBJltlor AerreJrbuocrb KpynHbre $e4epa.nu*re ceru,

rrorryqr,rBrtllre pa3perrrexr4r u rdMercrque o6rexrrr B Apyr[x peruroHax, qro He tpe6yer
noJryqeHr.rr uonux parperueH nI ;

- fiprropHTer crrpoca cpeAr.r HaceJre'{ua Ha AocraBKy peqerrrypHbrx neKapcrBeHHbrx
upeflaparoB.

Bce anreru, noJryqr.rBrrrr4e pa3perrrenr,re Ha Ar.rcraHrluonlryro roproBJrlo, noATBepAI,IJII,I

BO3MO)KHOCTb AOCTaBKT,T JTeKapCTBeHHLIX [penaparoB, B ToM qlrcne rpe6]'uqux oco6rx
TeMneparypHbrx ycnorufi xpaHenr.rr u [epeBo3Kla. Auterr.r roroBrr ltclroJlb3oBarb uo
Heo6xo4uuocrr{ TepMoKoureftnepu, I{3orepMI,IqecKI'Ie cyMKI't I,I Apyroe o6opyAoBaHI'Ie,

o6ecue.rusarcqee [oMepxaHre neo6xoguuoft TeMfleparyphl Bo BpeMt AocraBKI'I
JleKapcTBeHHhIX npenapaToB.

B coorBercrBllu c a6:aqena ceALMhrM nyHKTa 5 flpannl flpunar fl
y[oJrHoMoqe6nnuu flpanureJrbcrBoM Poccuficxoft @e4epaquu Qe4epanrnurr,r]t opraHaMI,I

I4CIOJIHIITeJI6HOfi BnaCTn peUrenuft B OTHOIIeHLIu OTAeJILHLIx nU4On r'ruQopMallltll 11

MaTep}taJIoB, pacnpocrpaHteMblx IIocpeAcrBoM t4 HEOpMarllroHHO-

TeJre(oMMyHtrraquoanofi ceru <<I4nrepxeT>, pacnpocTpaHenlte Koropblx s Poccuficrofi
Oe4epaqun 3a[peuleHo, yrBepxAeHHLD( nocraHoBJIeH[eM flpaBurelrc:rsa Poccuficxofi
(DeAepaqr.rr or 26.10.2012 Jr|! 1101, pa3pa6orauhr Kpr.rrepr.ru oueHKr,r nuQoprrraqr.ru,

Heo6xoAnMofi Anl rpItHrIrI,I{ QegepalrnoE ciryx6oi ro HaA3opy a c(fepe

3ApaBooxpaHear,rr peuenrft, TBJITK)Iqltxct ocHoBaHIif,MI,I Art BI(JIIoqeHI{t AoMeHHbrx ItMeH

u (utu) yKa3aTeneft cTpaHI4II cafiToB B I,lHOopMaII[oHHO-reJIeKoMMyHI'IKaIII{oHHoi ceTu

(I,IHTepHeD), a TaKxe ceTeBblx aApecoB, no3BoJltlorIrytx z4exru$uqr'rposarr cafirsr e

un$oprraaquoNHo-TeJIeKoMMyHItKaIIItoHHofi cerl'I <<llxrepueo>, coAepxaque

3anpeuleHHyrc [HoOpMarIruO, B eA[Hyro aBToMaTr43]rpoBaHrryrc unQoprraaquoHnyrc

clrcTeMy <EAranufi peecTp AoMeHHhrx I{MeH, yra:arelefi cTpaH}Iq cafirOn B

uHQopMallnoHHo-TeleK6MMysnxaquOnnofi ceTl,l <<lllntepneO> 14 CeTeBhD( aApeCOB'

rrg3BoJrrroqltx u4enruQuqrapOsarr cafirut n r,rn$OpntaquoHHo-TeJleKoMMyxuXaquOnnofi

cerr,r (I4HrepHeD), coAepxaq[e I.IH(bopMaqI{Io, pacrpocrpaueHl4e Koropofi B PoccuftcKoi
(De4epaqr.Iu 3aupeureHo, yrBepxAeHHEIe npuKa3oM Poca4panna4:opa or 29-06-2020 Ns

5527 (taperucrpr.rpoBaH s MuHrocre Poccnu O4.09.2o20,peMcrpaqroHHHfi Ns 59666).

c 18 ceurx6pr PocaApaBHaA3opoM B pe3yJrbrare MoHr4ropuHra nHoopMarllroHHo-

TeJreKoMMynl,Ixaquonnoft cern <<LlnrepneT) npoaHa:Ila3l,lpoBaHo 2554 uarcpueT-pegypca,

B ToM qr{cJre rro o6parlenl4tM rpaxAau, opraHoB BJIacrI'I, B ToM qI'IcJIe

npaBooxpaHr.rreJrbuhlx opfauoB I,I opraHoB npoKyparypbl o coAepxaHI'II'I 3€upeueHHofi

r,ru$opuaqulr B ceru ((I4HTepHer>.

flo unifopr"raquN Poca,qpanHagsopa PocKoMHaA3opoM rIpI'IHtro peurenr'le o
6roxuponre I 195 uarepner-pecypcoB.

OcnosHue fipuqrrHbl 6noxupoexu uHTepHer-pecypcoB:
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- HaJru que flpeAnoxeHr,rr o po3Hr.tqHofi ToproBJre He3aper.r4c,lplrpoBaHHBlMr.r
neKapcrBeuuLrMn cpeAcrBaM[ Nrfl, MeArlrlr.rHcKoro npr.rMeHeHrlr (Mr.rQenpucron,
Mnaonpocror - JIII 4nx MeAHKaMeHTo3Horo flpephrBanrax 6epeuexnocrra);

- Htulnque flpeAJloxeur,rr o posnr,r.ruofi ToproBJIe AI,IcraHIIxoHHuna cuoco6ou
JreKapcrBeHHbIM[ flpeflapaTa]Mtr An'I MeAI'IqI{HcKoro IIpI{MeHeHLIt, orrrycKaeMblMl,I IIo
peqenry Ha JreKapcrBennrrfi npenapar, B ToM .rltcre aura6Eorr.rKoB, rrc[xoaKTr4BHhrx
neKapcrBeuublx [penaparoB, Bbl3blBarorq[x HapKorr.rqecKyro 3:rBucuMocrr (Tponzxarr,rug,
Jlnpura, flpera6a.ruH, Pe,4yrcun) ;

- oTcyTcTBI4e Jrr,rrleH3Hr,r Ha ocyrqecTBnenae Qapuaqesuqecrofi AetTeJrbHocTr.I r4

pa3perneHar Ha Ar,rcTaHrlr.roHHyro ToproBJrro.
Cnegyer orMerr.rrr, rrro B rlerlx HeAonyqeHlrr napyrueHufi n c$epe o6pauqexr.lr

JreKapcrBeHHbx cpeAcrB Anr MeAr.rqr.rHcKoro [pr,rMeHeHur rra oQuquaatxou cafire
Poc:gpanxaAaopa rry6nuryercr rogonoi AoKJraA no npaBorrpr4rraenzrelrnofi flpaKTr.rKe,
crarlrcTl,tKe Tl,ItroBhrx I,I MaccoBhrx napyurenafi o6ggarelrrrtlrx rpe6onauuft, BbrtBJIeHHbrx B
pe3yJr6Tare KoHTpoJrbxo-Hagsopxofi AerreJrbHocrrr Pocsgpaaxa4: opa, tr AoKJraA c
pyKoBoAcrBoM no co6nogenvrc o6t3arerbHrrxT pe6onannfi no coorsercrByrotrlr4M Br.rAaM
rocyAapcrBeHHoro KoHrponr (naasopa) c co3AaHr{eM K yKa3aHHbrM AOKJTaAaM CepBnCOB

4na c6opa BonpocoB (o6paqenr.rfi).

Brg roxrpolc - rocyAapcrsenurrfi KonTponb ra o6paqenueM MeArrrlrrHcKnx
nrae.nnfi

flpe4laeroru rocyAapcrBeuxoro KoHTpoJrr rBJurercr opraH[3arlr.rs Lr npoBeAeHr.re
[poBepoK co6lro4eullr cy6terctaun o6parqenux MeAr.rqrlrHcKr.rx ras4elr.ri o6qsaremxrrx
Tpe6oBanr.rft o c$epe o6paqeHux MeAnqr.rHcKr{x uzgerrwit, B ToM qr,rcJre npr4 rrpoBeAeHr,rr{
Klrr.rHrrqecKr.rx ucntrranrafi MeAUrIr,rHCKr.tx us4elr.rfi ,r ocyqecrBJreHr.te MoHr,rropr4qra
6e:onacnocrr.r Me.quur.rHcKr,rx ugaelraft .

flo pesynrraraM KoH'rpoJrbHo-HaA3opH'rx rueponpurruft aa yrasannrrfi flepnoA Ha
o0uquanruov cafi:re PocsgpaBHaA3opa p€t:lM etspuo 927 rnsoprr,raqronHlrx nficbMa:

10 - nr.rcena o sogo6HosreHulr npr4MeHenrl;r MeAr.rquHcxoro rl3AeJrl{r;
85 - nr.rcerr,r o MeAr.rqr{HcKoM r.BAeJrr.r[, He BKJrx)qer{Horvr n focy4apcrseHHrrfi peecrp

MeArT Ur,rHCKr.rX usae uir r-r oprannsaqr.rft (anAr.reu,qyaJlbHrrx npe4npuuurvrateneft),
OCyqeCTBJI'IOUIUX [poLI3BoACTBo I{ Lr3roTOBJreHr4e MeALrqr.rHCKr,rx lISAeJIIafi:

5 - nucerra o 6egonacnocrlr MeArirlnHcKoro r.I3AeJII{r;
I - nracrruo o BbrrBJreHr.r[ uoggersHofi Korrfilr perr.rc,rpaqfiogHoro yAocroBepenr.rc;
2 - ru'ceM o MeAI,rrIrrHcKoM 3Aenuv, colpoBoxAaeMoM ne4ocronepnoft

(no44enrnoft ) xonr.refi penrcrparlrloHuoro yAocroBepeHr{r;
15 - nucerrl o He4o6poxavecrBeHHoM Bap aHTe EcloJrHeHrfi Me.IIuIIuHcKoro

I,I3AEJII,Ifl;

221 - nucet*r o ne4o6porauecrBeHHoM MeAr4rtrr.rHcKoM r,r3AeJrr.u4;
I - nnceu o HeAonycrr.rMocru [pr.rMeHe Hnfl h peaJru3a\[r.r MeAarluncKoro r43]IeJr]r, c

r.rcTeKrrrr,rM cpoKoM roAHOCTr.t (clyx6u);
I - nuceru o HeAorrycrr,rMocrn Hapy''enr'.fl o6rsarerlxrrx r:pe6onanufi npn

o6paqenuz MeArrr{r,rncKoro r,r3.{enrar;



49

83 - nracenr o He3aperurcrprapoBaHrroM Me.qurlraHcKoM r.B4enrfirr;

67 - nuceu o HoBbrx AanrrLrx rto 6e3o[acuocrr{ MeAr.rrlrixcKoro }r3Aennr:
I - nncrua o flpr.rMeHeur{r{ grcrrpecc-TecroB Ha BrrrBJreHue aHTr.rreJr r COVID-19;
59 - nncena o npuocraHoBJreultu npr.rMeHeH[{ MeAr.rquncKoro r,r3AeJrrlr;

9 - nucena o [poBeAeHr.rr.r KoppeKrlr.roHuErx nreponpzrrzft B orrorrreHr{r4
MeAr4IIr,rHC KOrO V3 Ae Jfi4t;-

I I - ur.rcerra o Qaarcr.rQuqupoBlrruoM MeAr,rqlrHcKoM r43Aelrvtul;

9 - nr,rcervr 06 trg'bnruu I,I3 o6pauleHlrt MeALIqI,IHcKoro 34ermti
299 - nuceu o6 or3Hse MeALrq[HcKoro lI3AeJIHt;

42 - nncev o6 ug:';stuu Me.{uuLIHcKoro LI3AeTILIJI.

Bnecesrr r.r3MeueHltt B HopMarI,IBHo-npaBoBbIe aKT6I :

l. Monraroplrrrr 6egouacHocru Me.urqzncxlax r,rsaerlrfi :

- 3aperncrpr.IpoBaH rrpl4K€t3 Mza:4paua Pocczu o'r 15.09.2020 Ns 980H "06
yrBepxAeu[r,r flopraxa ocyrqecrBJreHr{r MoH}rrop[Hra 6egonacnocru MeALIIILIHoKI{X

l,1lglLervit" i
- 3aperrrcrpnpoBan rrpI,IKa3 Muus4para Poccr'ru ot 19.10.2020 Ne 1113n "06

yTBepx(AeHr,rlr flopr4ra coo6tqeru-a cy6lex:rauu o6paqenr,rr MeAI{qlHcKIlx nsAerrrlfi o6o

BCex cJryq1y1x BbItBJIeHut no6O.nntx AeicTBufi, He yKa3aHHbIx B I'IHSTpyKI${I{ nO

nplIMeHeHIlIo vl|Ir4 pyKoBoAcTBe IIO 9KCILITaTaIII{U MeAI'Iq[HC(OrO Id3ASIWIA, O

HexeJlareJrbHhlx peaKrll4rx ttpr,r ero np]rMeHeHI{I{, o6 oco6ennocrtx B3alrMoAeilc'lBllfr

MeAlrqLIHcKI,Ix I,I3AenLIft Mexly c96oi, o $axrax r'r oO o6cTotTenbcTBax' co3Az11ou[lx yrp6y
Xn3rrr{ Ii 3AopoBblo tpaXAaH I,I MeAI,IqLIH9KI'Ix pa6oTHI'IKoB npn lpItMeIIeH}I[ rI

gKclJryaraIIELI MeAI,ITITIHcKID( uz ge ttwit" .

B lannlrx HopMaTr.rBHo-[paBoBbrx aKTUl)( [epecMoTpeHbr $oprr,ra npegocTaBJleHnf,

[EoopMarlr4fi, a TaKXe noprAoK rroAaqr,r cseAeHuft o ne6laronpu.t:rHHx CO6Htatx c

ME,4I,IIIIIHCKI,IMVI U3 AE JII4frMl[.

Bo r,rcnolnesue pacloprxeHrrr fIpaBr4TeJIbcTBa Poccuftcxofi @e4epaquu or

06.02.2020 Ne 218-p <O llnaxe rraeponprarrui ro nepexo,ry N 2021 roAa $eAeparlbHblx

OpraHOB ItCIOJIHnTeJIbHOft s1tacrlr Ha I4CIOJIHeHIIe lepBooqepeAHblx rOCyAapCTBeHHbIx

Oynxqufi rro BhIAaqe paspeureuufi B 3JIeKTpoHHoM BI'IAe)):

- 3aperurcrpr{poBaH rrpnKa3 Mr.rn:Apaaa Poccr.rr.r or 30.06.2020 ltlb 661n "06
yrBepxAeHrr flopr4xa BBo3a Ha reppr,rropr,rrc Poccuftcxoft (De,qepaquu MeAI'Iq[HcKI'tx

rrcAenvir B Ilenqx rocyAapcrBeHHoft perl'Icrpaqutr";
- 3aperurcrpr{poBaH npr4Ka3 MllHo4pana Poccutt or 30.11.2020 J\lb 

,11205 "06
yTBepXAeHlrr4 Aguuuttcrpa, I,IBHofo pernaMeHTa @elepanrnoft CJryx6bI no HaA3opy B

ctlepe s4paaooxpaHeHr.t r IIo npeAocTaBrreHr,rro rocyAapcTBeHHoi ycJlyrfi uo BbIAaqe

paspeurenrai Ha BBo3 Ha TeppllTopgro Poccrlicxoft @eAepaUuu MeAuII'IHcKlD( NsAeIui s

IIeJrrx rx rocyAapcrBeHnoft pernctpaqun".

B cssgz c BcTynJIeHI4eNr s Aetcrsl4e npl{Ka3a PocsAparnagropa oT 25.04.2019 NS

3239 "06 yTBepXAeHI,II{ aAMLIHtIcTpaT[BHoro pefJlaMenra @e4epalrnofi crryx6lr no

HaA3opy n c$epe 3ApaBooxpagegllt 11o [peAocTaBJIeHIIro rocyAapcTBelrgoi ycJryrl'r 11o

rrp[eMy n yqeTy yne4oulenufi o HaqaJIe ocyuIecTBJIeHI.It AetTeJIbHocTI'I B cQepe

o6pailIeHr.It MeAIIIIIHCKHX ns4elni (Sa Ucx.nrcveHl'IeM npoBeAeHl{t KJII'IHUqeCKI'IX
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I,ICIIbITaHI,Ifi MeAIIII,THCKI,IX glieJrl,i,ir, I:IX npOn3BOACTBa, MOHTaXa, HiUIaAKr,t, [pUMeHeHI4t,
3KCnJryaTaIII,IU, B TOM TIIICJIe TeXHr,rrreCKOrO O6CJryXI,IBaHI,I', a TaKXe peMOHTa)" U

pacuupeur,reM noJrnoMoqr{i Teppr.rrop[aJrbnbrx opranoB Poco4paena4sopa Korr,FrecrBo
nocrynltBllrlD( n Poce,qparHagsop yBeAoMneHlrft o6 ocyqecrBJreHr.rr4 AerreJrbxocrrt r crfepe
o6paqeuut MeAr.Iqr.IHcKLrx ug4erruit n 2020 roly cocraB[Jro 8 18 (sa aHarorfi.rHrrfi nepr4oA
2019 roaa - 831), r.rs Hr: 335 rocrynr,rno B qeHrpanbHbrft annapar Pocs4paanagsopa (aa
anarorrqsufi reprdoA 2Ol9 rola - 186) u 483 s ero reppuropr.rrrrrbHbre opraxrr (ea
anarorr.rqHsri neplroA 2019 roaa - 645).

Taxxe n cr.rJry Bcryrrlrn A,urr,rnnuc, parunnrtfi pernauexr (De4epamnofi crryx6rr no
HaA3opy a c$epe 3ApaBooxpaHeHr.rr rro ocyqecrBneHltrc rocyAapcrBeHHoro KoHTpoJrt 3a

o6paulexueru MeAr{qr.rHcKr,rx uz4er^uit, yrBepx(AeHHbIM rlpuKa3oM Pocs4parna4sopa or
09.12.2019 Ne 9260.

,.{ononnureruHo Bcrynuno B c}rJry rrocraHoBJIeHLIe flpanurelrcrBa PoccuficKofi
@egepaqnu or 03.04.2020 Ng 438 <06 oco6enxocrtx ocyluecrBrlenurl z 2020 toxy
rocyAapcrBeHHoro KoHTporr (na4aopa), Myur4rllrfiulbHoro KoxrpoJtf, u o BHeceH]rLI

r.r3MeHeur,rr B nyHKT 7 flpanul rIoAroroBKI{ opraHaMI'I rocyAapcrBenHoro KorrT poJrt

(uagsopa) u opraHaMrd MyrrfiqurraJrbHoro KoHTpoJrr exeroAHLrx nJIaHoB IIpoBeAeHI4t

lJragoBbrx npoBepoK IoplIAr{rlecK[x JII,ITI I4 I'IHAI'IBIIAy€]nIHED( rIpeA[pI'tHI'IMaTenefi))

Taxxe nocraxoBJreHlre llpaeurenrcrna Pocclrficrof @egepaqlrr'r ot 15.11.2019 ]'{b

1459 sueceHrr r.r3MeueHlr{ e floroxenue o @e4epanrnofi cnyx6e no HaA3opy n c$epe

3,qpaBooxpaHeHr.rr, yrBepxAeHHoe [ocraHoBJIeHI'reM flpaautellctna Poccuftcxofi
@egepaquu or 30.06.2004 Ns 323, r,I e floroxeHlre o rocyAapcrBeuHoM KoHrpoJre 3a

o6parqenueu MeA[rlraHcKtrx uz4etui1 yrBepxAeHnoe flocraHoBJrexuelr flparlrreJlbcrBa
Poccuficxofi Qegepaquu or 25.09.2012 J''{b 970, B roM t{I'IcrIe B qacrr HaAeJIeHI'It

noJrHoMoqurMu Pocs4panna4sop Bo3Moxuocrblo rIpoBeAeHI,tt KoHTpoJIbHbIx 3aKyrIoK B

qersx npoBepxu co6moAenut 3aIIpeTa peaJILr3aqLI[ $anrcuQuqupoBaHubrx MeAI,IuI,IHcK[Ix

usgeluir, HeAofipoKaqecrBeHublx MeAI4III,IHoKIIX us4e:luir I,I KoIITpaQaKTHbIx MeAI'IqI'IHcKIIX

ns.uernfi.
Cne4yer orMerl4Tb aKTltBHyIo pa6ory, [poBoAIlMyIo B qacr]I MapKI'IpoBKI'I

MeAlrqr,rgcKrix us1eruir co BceMr.r 3auHTepecoBaHHbIMI4 opraHaMI,I nclroJlHllrelrnofi
BJIACTII:

- nocraHoBJreHuena flparurelbcrBa Poccl{ficxofi @egepaqun or 07.08.2019 Ns 1028

yrBepxAeHo <<lloroxenr.re o npoBeAeHLrI{ Ha reppl'ITopnu Poccl4ficKoft (DeAepaqul4

gKcrrepr4MeuTa rro MapKI,IpoBKe cpeAcTBaMI,I u4exrz$uraqulr Kpecen-KoJltcoK,

oTHOCTUlfiXCt K MeAI,IqLIHCKLIM [3AeJIH'M, l.l MOHI4TOpXHT 3a I'rX O6OpOTOM>;

- paspaboran npoeKr nocrauoBJleHfit llpaBurerbcrna Poccr'Ificxofi @eAepaqr'ru <O

npoBeAeHl4r.r Ha repplrropl4l,I Pocct ftcr<ofi (DeAepaquu oKc[epuMeHra no MapKI'IpoBKe

cpeAcTBaMr,r r,rAeHTI.rsLIKaIIUI{ MeAI'IqLIHCXIaX IaS4elr,Ifi I4 MOHI'ITOpI'IHry 3a I{X O6OpOTOM>,

npeAycMaTpnBaroql4ft BKJIToqeHI{e B gKCneplIMeHr no MapKI'IpoBKe olpeAeJIeHHbIx rpynfl
MeAr,rrIr4HcKrD( uegerufi (no4rysnr.rxr,t, creHTbI roponapnue);

- paspa6oran npoeKr pacnoptxeHldl flpanurenrcrna Poccuftcroi (DeAepaquu <O

BHeceHr4r,r nsr\4eHeHl,Ifi B pacfloptxeHl,Ie flpaB[rTeJrbcrBa Poccnficrofi Qe4epaqnn or
28.04.2018 Ne 792-p <06 yrrepxgeHl4r repeqHt orAenbHblx roBapoB' noArex(aslux
o6ssaremHoft MapKI,IpoBKe cpeAcrBaMI,I LIAeHTuQuKaI1I4ID.
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B qacrr.r upoBe.qeHHbrx Meponptrrrnft B paMKax KoHTpoJrbHo-Ha.A3opHof
AerreJrbHocrr.r e c<pepe o6parrleurar ueA[rrtrHcK[x usI{eruir cneAyer orMerr,rrb cneAyroul]re,
unQoprraaqur o Koropbx raKxe rIII{poKo pacupocT paHrJracb B cpeAcrBax uaccogoi
vn$oprraaqura.

1. TeppuropraaJrbulrM opraHoM Pocs4parnagsopa no r.Mocree I,r Mocroscxofi
o6racru coBMecrHo c Ynpaa.nenlrervr <DCB no 3anaAnouy BoeHHoMy oKpyry n voEr.rflK
fy MBA no Mocxoscxofi o6racrs 24 anpew npeceqega He3aKoHH.rq npoArD(a
He3aperucrpr{poBaHubrx anlaparoB LIBJI poccuftcroro nporl3BoAcrBa.

Teppuropualrurru oprarroM ror6yx4eno Aeno o6 aAMr.rHncrparr.rBHoM
npaBoHapyrueHr4r4 IIo cr. 6.28 KoAII P@. B panrxax aAMr{Hr.rcrparr.rBHoro paccneAoBaHnt
cfleulraJrr.rcrhr PocsApaanaAsopa coBMecrHo c co'rpyAHmau @cE n MBI BLrex€rJrr.r Ha
cKrraA, rAe xpaHuJrocE o6opy4onaNr'r e, v! vr3'balrvt 286 annaparo n vBJl, yla1oBaHHhrx B

AepeBrHHbre qqr.rKr.r. I4srxroe o6opygoaaxue 6y4er Ha[paBJreHo Ha 9Kcneprr43y, B xoAe
roropoi npoBeAyrc{ ace Heo6xogttMbre Hc[bITaHI,Iq aflnaparoB Ha rlpeAMer r,rx KarrecrBa,
sQQertuanocrr,r u 6egonacnocrlr.

flo urorarr coBMecrHoro Bbre3AHoro Meponpurrr{r 3aAepxaH6r BoceML rureHoB
upecrynuoft fpyflnEl, saHl.Ivasuefict peanl{3arluefi yxarannrrx MeAurlnHcKr.rx }lsAerufi.
flpegnoraraeMzur cyMMa pe arv3ar\vtv LIBJI cocrasfirra oxorro 70 rralH. py6.

Boe6yx4euo yronoBHoe AeJro ro cr. 159 yK P@ <<Moruennuqecrso)).
Taxxe s xoAe B xoge o6ncron e Kocrpoucrofi n crep4noncxoft o6racrrx

apecroBaHo erqe o(oJro 1,5 ruc*vu aflnaparoB ucKyccrBeHHofi aenrulrqur.r JrerKr.tx.
2. B cB{3r.r c BLrrBJrer .IeM HeAocroBepuocrlr cseAeuufi B iqoKyMeHTax,

coAepxnrrll4xct B peruIcrpaIII4oHHOM AOCbe, [peAcTaRrreHHbrx 3zuIBr,rreJIeM r,r rIoRrr[rBIIr[x
Ha p$yJlbrarlt gKcneprr43br KaqecrBa, sQ$errlrauoclu r,r 6esonacHocrr4 MeAr.rqr.rHcKoro
v3rer'x[. B coorBercrBlru c IIn. <r> n. 57 llpanrEn rocyAapcrBeEuofi perncrpaqura
MeAr.rqnHcKr{x arAelr,rfi, yrBepxAeHHhrx nocraHoBJrenr.reu flpanureJrbcrBa poccrftcrofi
(De.qepaquu or 27 .12.2012l1b 1416 (4a.nee - flparula), no peeylbraraM rocyAapcrBeHHoro
KOHTporc sa o6paulenueM MeAr.rqr.rHcKr,rx lre4eluft PocsgpanuagsopoM npr.rHrrro perneHr,re
o6 ornaene rocyAapcrBeHxofi perr.rcrparluu 3 utgerluir.

3. B ceqsu c curyaqr.reft, cssgaHEofi c KoporraBapycnoi un$exqzeft, e nacrorulee
rpevr PocsgpaBHaA3op OCy lecrBnrer rocyAapcrBeHHyro perucrpardr.rro recr-czcreM AJUr
in vitro Ar.raruocrr.rrrr KopoHaBlrpycuoft rauQexquu KaK B coorBercrBr.rur c flpanulauu, rax
t4 B coorBercrBl'llt c HopMarHBHo-npaBoBbrMlr aKTaMr,I, [pr.rHJITbrMLr B paMKatx 6opr6u c
pacnpocrpaHeHr,reM yKa3aHHoro sa6oresaHus.

Tax s cooreercrBr4r.r c.{. 5.1. cr. 38 3arona oco6esuocrrl o6panleHaa, BKJIroquI
oco6er*rocrn rocyAapcrnennofi perncrpauHn, MeAIIrluHcKlrx llsgeaufi, KOTOphre
[peAHiBHaqeHbr AJrr [pr.rMeHeHr4r B ycnoBr.rFx BoeHHBTX peitc-tBi,.iit, vpesasrvaftnrx
curyaguir, npeAyrpexAeHr,rr qpe3Bbrqafiunx curyaqr,rfi, upo$r.uraKr[Kr{ r4 JreqeHr,r,
:a60neranufi, [peAcraBnrro[IrD( O[aCHOCT6 Nrfl oKpyxarcqux, sa60renauufi rr
lopaxenufi, noJIyqeHHEIx B pe3yJlETare noe4eficrar,ra He6laronpnxrHhrx xr.rMfiqecKr{x,
6r'oaoru qecxzx, paArdaqr'oHnux eaxropoB, H KoropHe pa:pa6oianu B ToM qacJre no
3aAaHr4ro oeAepalrnrrx opraHoB UCnOrnUrenrnofi BJracrr.r l.r QeAepanlnrrx
rocyAapcrBeHHbrx opraHoB, B KOTOpbrx Qe4epanrurrrr.r 3aKoHoM rrperycMorpeHa BOeHHlrJr
crryx6a u''u nprpaBHeHH&r x nefi cnyx6a, ycra'aBJlr.rBarorca flpanuteJrbcrBoM
Poccuicxofi @eAepaqr,ru.
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B nacronqee BpeMs BcrynuJrr.r B cr.rJry Oco6ennocru o6paulenux MeAlrrlr.rHcKxx
uzaex.uir, B roM qr4cJre rocyAapcrBeHnofi perracrpaqEr{ cepuu (napruu) MeA[rlr.rHcKoro
v34erral, yrBepxAeuHhre rrocrauoBrenaeu llparu:reJrrcrBa Poccuficrofi (De4epaqNr.r or
03.04.2020 Ne 430.

flpu srolr, B coorBercrBlrfi co crarbeft 96 3arona MeAr,rrlr4HcKve v3rerwts.
HaxoArrqlrecr r o6paulenur.r Ha reppuropuz Poccr.rficroft (De4epaqlru, noAJrexar
MoHllropllHry 6egonacnocru B rleJrtx BhItBJIeHuJr x npeAorBparrleHr{r no6ounux 4eficrnti,
HE YKA3AIIHbIX B I4HCTPYKIII'II UO NPI,IMEHEHI,IIO IiNI1I PYKOBOACTBE IIO 9I(CNJryATAI{I4 H
M€AII4I{HCKOTO peAernfl, HerreJlareJrbxrrx peaxqui flpa ero ttpllMeueHr.ru, oco6ennocrefi
s3al,Ir,toAeficrsl,t MeAr{qr.rHcrr.x r.rs4elufr Mexqy co6ofi, Sarron u o6croffenrcrn,
co3AarorrlHx yrpo3y xH3Hr.r lr 3AopoBErc rpaxAaH r,r MeALIquHcKr.rx pa6ornuron npn
UpXMeHeHI,II4 LI SKCIIJTaTaIIUI{ MeAIIqIIHCXZX ZSAeII.lfi ,

B pallxax npoBeAeHr.rr MoHnropr4Hra 6esonacuocrr.r MeAr{qr.rncKr{x utgetwit
Pocs4paana4sop ocyulecrBrrxer c6op, o6pa6orry v aHarvts cne4eHui o 6egonacnocru
MeAI,IqI{HcKax uz4etruir Ha Bcex gTalrax ux o6palqexvr, BKJrroqar nocTpenrcTpaqraonnufi
repuoA.

flpou:aoglarenaM Tecr-cllcreM peKoMeHAoBaHo Ha rrocrorHxoft ocnone exeMecrqHo
npeAocTaBJItTb oTqeTbI o [ocTperxcTpaqrroHHoM KJII,THT4qeCKOM MOHI,ITOpr,rHr-e

MeAr,rqr.rHcKt4 x ugAenrfi gnr in vitro Ar4arHocrnKn KopoHaBr.rpycHofi r.rn$exqzr,r.
4. PocrgpanxaA3op fip]rocranoBr.rJr [plrMeHexue Ha reppr.rropr.ru Poccuficxofi

(De4epaquu anraparoB HBJI (ABEHTA-M), rpou3BeAeHHbrx c I anpenr 2020 rola
@e4epaaruar cJryx6a no HaA3opy a c$epe 3ApaBooxpaueHur rrpnocraHoBnJra

[puMeHeur.re Ha reppr.rroprlr,r Poccuftcxofi @e4epaqrEu MeAl4qnrrcxoro lr3Aenr,rq <Anuapar
I{cKyccrBeHHofi neHrrrqq}rll rrerKrx <ABEHTA-M> no TY 9444-004-07509215-2010 c
[pI,IHaAJIexHocrrMrD), npoa3BeAeHHoro c 01.04.2020, npoNsno4crsa AO "Ypalrcrr.rft
npu6opocrpor{relrsufi aaro4" (624000, Poccux, Caep4noncrax o6lacrr, Cuceprcxufi
pafion, 25 rrr,r 9enc6uucKoro r"paxra), perurcrpar{uonHoe yAocroBepeH e or 19.02.2016 }l!
OCP 2010/09268, cpox Aeitcrsur, Ee orpaur.rqex. Coomercrryrcrqnft npllxas roArr,rcaH
pyKoBoArirenerr,r Pocs4pannag:opa Annoft Carvrofinosoi 12 uas, 2020 rola.

Aunaparu L{BJI (ABEHTA-IVb> ucuonb3oBulJr}rcb Ar.s oKa3anr.rr rraeglrqrancxofi
rIoMoIIIu [aqueHTaM B ropoAcKofi Krr.rur.rirecKofi 6omnrqe uuenra C. 14. Cnacoxyxoqxoro
s Mocrse u 6oruruqe Cssroro feoprr.rx s CaHxr-llerep6ypre, rAe npou3orurrra noxaprr 9
v12M.a'..

@egepanrnar cJryx6a rro Ha,q3opy n c$epe 3ApaBooxpaxexr{r [poBeprer KaqecrBo,
6esonacHocu u ycJroBr.rf, 3KcnJryararluu annaparoB r4cKyccrBeHHofi nenrr.rrrquu JIerKI,Ix
(IBJI), Koropbre npr4Merrrnucb AJrfl oxa3aHrur ueAnrlnxcxoft floMorqn uaq[euTaM B

ropoAcrofi rnltrnqecrofi 6onrunqe r.rMenr,r C. !1. CnacoryrorlKoro B Mocrse r 6olruuqe
Cnqroro feoprurr s Caurr-flerep6ypre.

Pocs4panrageopoM 3aBepuena BHenJraHoBar Bhr$AHrur [poBepKa AO <Ypanlcxufi
npn6opocrpourelunrfi 3aBoA>), Korop:lr 6rua opranu3oBaHa nocJre Bo3rop anus. B

6orurzqax Mocxsu r.r Canrr-flerep6ypra auuapara I4BJI <AseHra-M)).
B xo4e Ha,q3opHblx naeponpuxrafi BbuBJreHbr Hapyurenr4r rrpor.r3BoAcrBeHublx

npoqeccoB, a raKxe HecoorBercrBlle MeALIqr,rHcKoro r.r3AeJrnt <Aunapar r.rcryccrnennofi
BeHTLtJrr[r r JrerKr.rx <AseHTa-M)) ro TY 9444-004-07509215-2010 c



rrpr.rHaAJrexHocrrMr4) (pertcrpaquoHHoe yAocroBepeHue <DCP Ns 2010/09268 or
19.02.20 | 6) 3Kcuryararluonnofi u rexnuqecxoft AoKyMeHrarluu.

Bnaec're c reM, npu npoBeAeHr.tr.r 3Kcneprr.r3rr KaqecrBa, s$tf er.rr.rnHocrr,t u
6egonacnocru a[[aparoB I,IBJI <AseHTa-M>> ne ycraHoBJreHo upruoft cBc3r.r Mexry
BburBJreHHbrMr.t HapyflreHr.rrMn lr npon3orueArrrr.rMr.r Bo3ropaElrrMr,r.

B Hacrosqee BpeMr no [peAnr,rcaHuro PocsgpargaA3opa AO <Vpanrcxufi
npu6opocrporneDnrrfi 3aBoA> npoBoAr{T KoppeKTnpynqr4e Meponprrrr.rJr, E ToM qr{cJre,

Brrroqaroulue or3brB r.r flepeflpoBepKy annaparoB <<Anenra-M>>, HaxoArruuxcr B
o6parqenuu.

5. PocsApasHa,qsop B paMKax rrpoBeAeHnr MoHr.rropr.rHfa 6esouacnocrlr
MeAt4rlzHcKr.rx HsAerufi Ha ocuoBannu coo6qenui, uocrynr,rBrur,rx r,r3 (DI-Ey
"@egepanrnrrfi qenrp cepAeqHo-cocyAucrofi xr.rpypruu" Murucrepc:raa
3ApaBooxpaHenus Poccuficxofi (De4epauuu (r. fleusa) s AUC Pocsgpaauaegopa
<<He6aaroupumnrre co6urur c MeAHrIr.rHcKqMr.r r.r3AeJruJtMr4)), coBMecrHo c
Tepprropuaruurrrvr opraHoM Pocs4paanagsopa rro flexseHcrofi o6lacru, [poBeJr
BHe[JraHoByro npoBepKy c or6opol,r o6pasqon Me.q]rqr,rHcKoro :ag4e Hfl <<Crern
roponapnufi "Karr,rlco" c 6nopesop6upyeMbrM JreKapcrBeHHLIM uoKpLITEeM Ha cncreMe
AocraBKr{ noTY 9444-003-83540797-2011>, npousBoAcrBa OOO <Asryrolaftn>>, Poccur,
penrcrpaqnoHnoe yAocroBepenue or 10.01.2020 l,l! (DCP 2012113734, cpor geficrnlla ne
orpaHl,IqeH. flo pesylrraraM npoBeAeHHLIx gKcneprr,r3 B coorBercrBr4u c gKcrreprHbrMH

3aKJrroileHllrMu @e4eparnxoro rocy.qapcrBerrHoro 6rcAxenroro yqpexneHr,rt
<<BcepoccuficxNfi nayuno-nccJreAoBareJlbcKufi n ucnrrrarelrnrrfi r{Hcrr{Tyr naeguqlrncxofi
TexHr,rKu> Poco4panxagaopa, Poce4paruagsopou [pranrro peureHr4e o6 krs.bfrTlru
MeAnrlr.rHcroro r.r3AeJrr,rr <<CreHr r(opoHapHbrfi "Karunco" c 6r.ropetop6upyeMhrM
rreKapcrBeHxbrM roKpbrrneM rra cr4creMe AocraBKr{ uo TY 9444-003-83540797-20ll>>,
npor.r3BoAcrBa OOO <Anruolafin>>, Poccux, perrdcrpaquoHuoe yAocroBepeHlre or
06.06.2018 Ns OCP 2012113734, cpor geftcruu-a He ofpaHr.rqeH, Ka:runco/Calipso, Rx
PTCA Kopouapnnfi crenr CoCr/ Rx PTCA Sirolimus-eluting Coronary Stent System
CoCr, Karunco Co-Cr 4,0 uu x 12 r',rrra, xo4/REF l<L12400, IOT/LOT 19073108,
Kanunco/Calipso, Rx PTCA KopouapHrri creur CoCr/ Rx PTCA Sirolimus-eluting
Coronary Stent System CoCr, Kanunco Co-Cr 3,5 rrru x 9 nau, roflREF KL09350,
noT/LoT 19081338.

Pocs4paeuagaoponr 6rrn floryqeH 3anpoc or KaHaJra PEH TB, I xanana
(<nporparvrrraa 9eroser r,r rarou>) u HTB uo Bolpocy o6parqenxq KopoHapurrx creHroB
qpor,r3BoAcrBa OOO <Anruronafi ro.

B coorsercrslru c 3aKoHoM Poccnicrofi (De4epaqur.l or 27.12.1991 Ns 2124-l
<<O cpe4c'roax \,raccosofi nn$opuaqun>, Pocsgpanna43op npeAocraBr{Jr 3arrpolreHHyK)
llx(f opnraqr,rro B paMKax cBoltx [orHoMoqufi.

O4nonpevenno coo6qaev, .rro Poca4parHeA3opoM B nepr4oA c l7 .11.2020 to
14.12.2020 npoBeAeHa BHe[JraHoBrur Bbre3AHuur [poBepKa B orHoureHlru OOO
<<Anrraolafts>>, [pot4 3BoALITeJIg MeAI,tIlI4HcKoro r.r3AeJrur <<Creur xoponapnrrfi "Karufico" c
6r,ropesop6r.rpyeM6rM JreKapcrBeHHbrM rroKpbrrr.reM Ha cr.rcreMe AocraBKr.r no Ty 9444-003-
83540797-2011>> c qelrro flpeAorBparrleHr{r yrpo3hr rrpuqr.rneHr4rr BpeAa xr,r3Hn r{
3AopoBbro rpaxAaH npH [p[MeHeHr,r[ MeAlrqr.rHcKoro v3l,ervs B coorBercrBr4lt c



Tpe6oBaHr,reM o rrpoBeAeHr.rr.r BHelJraHoBoft flpoBepKr.r llporcyparypu Honocu6r.rpcroi
o6nactu.

flpr.r ocyrqectBJreHrrr.r [poBepKn 6rurra oro6pau6r Ha flpoz3Bogcrne Me4raqr,rHcKxe
uzaetux (2 Har.rMeuoBaHr.rr) 4nx qenefi upoBeAeHru 3Kcueprr,r3br xauecrea, sSSeKTrBHocrr,r
Il 6esonacxocrr Me.{aunscKoro r.r3.rleJu{rr.

flo pe:ynrraraM npoBeAeHHhIx sKcfleprr.r3 ycrarroBneno, v:ro Megnqun aKvre u31erru5-
(pasrraep 2,25x18unr, REF KL18225, LOT 20100548, Aara rrpou3Boacrsa 05.10.2020 n
pa3Mep 3,0x23rvrm, REF KL22300, LOT 20llll42, Aara npon3BoAcrna l l.ll.Z02})
tBJltlorct ne4o6poravecrBeHHErMll B coorBercrBr,ra c gKcneprHBrMr.r 3aKJIK)qeHr.rtMu
oegepamroro focyAapcrBennoro 6ro.qxerHoro yqpexAexur <<Bcepoc cuitcxuit HayqHo-
r.rcclegorarenrcrzfi E r.rcflhrrarellxufi r4Hcrl{Tyr uegr.lquncrofi TeXHIKID)
Pocsgpaaua4sopa B cBt3I4 c HecoorBercrnueu T pe6oaaaaft rexnN.recxux yclorufi, o venr
na o0r.rqr.ranrsov caftre Poc:4parna4sopa pa3Meuleurr r.ruSoprr,raqlroHHBre nucrrvra <<O

ne4o6pora.recrBenHoM MeAr,rrIr4HcKoM Lr3qer pr>>.

flo pe:ynrraraM npoBepKLI cocraBJIeHbI aKT, BbrrBJreHbr Hapyruerrrrrrl .Iacru 3 crarblr
38 @e4epanrHoro 3aKoHa Ne 323-@3 "06 ocrosax oxpaHhr 3AopoBbr lpalr(Aan B
Poccr,rftcrofi @egepaquu", lI coorBercrBeHHo, flpeArrr{canue o6 ycrpar{eHr.rri BErrBJreHH6rx
napyueuufi, TaKxe AaHhr peKoMeHAaII[]I o BHeceHI{r't [sMeHeHr4i B TexHr,FIecKr4e ycJroBr.rr.
B coorBercrBl4l,r c KoropblMra r43toraBJruBaercr Me,qr,rquncKoe u3AeJII4e.


