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Bnq rconrpo.lfl - rocyAapcrsexHuft KoHTpoJrb KaqecrBa n 6elonacuocru
preAn rlnncrcofi AeqrerbHocrrl

f ocy4apc:rneuuui KoHTponb KaqecrBa u 6esonacHoc:r ue4uqr,rncroft
AerreJrbHocrr{ ocyulecrBJurercr rryreM npoBeAeHur npoBepoK co6nro4enur :

oprauaMr,r rocyAapcrBennofi sracu Poco.rficroft @e4epaqrara, opraHaMr.r MecrHoro
caMoy[paBneawr, focyAapcrBeHHLrMr.r rne6ro4xe'rnuvr,r Qonganalr, MeAr.rqr.rHcKuM[
opraH[3arlE rMu ra QapuaqeBTr4qecKr.rMr.r opraHr43arl[rMt4, a raKxe uHAltBr,rAyturbHhrMr.r
flpeAnpr,rHnMarerflMvr, ocyrqecrBJurroqr.rMkl MeAr.rqr{HcKyro u (paprraaqenr}rqecKyro

AerreJrbuocrb, npaB rpaxAau r cSepe oxpaHbr 3AopoBbr rpaxqaH;
np!{MeHelrnt ocyulecrBJl{IolqlrMr,r MeAr.rqlrHcrgno AerreJrbHocrb opraHLI3arI[rIMI{ r{

r,IHA[BI,rAyaJrbHbrMr.r npeAnpr,rHnMareJrrMr.r [oprAKoB oKa3aHr{r ue4r.rquncroft noMoluu lt
craHAaproB ue4rlquncxoi [oMorrlri;

ocyulecTBflsroull.rMr.t MeAnrIv HcKyro AerTeJrbHocTb opraHr.r3arll4rMvr tr
I,IHAHBIIAYAJIbHbIMI4 NPEAIPI'IHI,IMATEJI'MI,I IIOP'AKOB IIPOBEAEH}I' MEAI,IIIIIHCKI4X
sKCnepTU3, MeALIIIITHCKI4X OCMOTpOB LI MeAI{IIT.IHCKI{X OcB[AeTeJrbcrnonanufi;

MCAI.IqI,IHCKI,IMTA PA6OTTTUTAMIi, PYKOBOAI,ITEJI-f,MI,I MEAI.IqIIICKI,TX OPTAUUSAqTAft,

Qapuaqearr.rvecKr.rMr,r pa6ornuranau r4 pyKoBoAr.rreJr{Mr4 arrreqHhrx opranusaqufi
orpanuvenufi, upuMeHreMbrx K Hr.rM npr{ ocyrlecrBJreHr.ru npoQeccuonanrnoi
.uerTeirEHocTr.r:

opraHr,r3arlurr u ocyqecTBneHr4r :

Qegepanrrrlrrrarl opraHaMu I4c[oJIHHTeJrbHoi sractu u opraHaMu acnolxurearnoi
BJracrr4 cy6texron Poccuicxofi (Degepaqr.rr,r BeAoMcrBeHHOrO KOHTpOJTT KaqecrBa u
6egonacgocrn lreAurlr.rtrcxofi AerreJlbHocrrd rroABeAoMcrBeHgbrx aM oDraHoB *I
oprauueaqufi;

$e4epaarnultl{ opranaMl4 LIcrIoJIHI,ITeJrbHoi n;racrr.r, opraHaMl{ ucnornurelrxoft
Bjracrr,r cy6aexroe Poccr.rficxofi @e4epaquu r{ opraHaMr.r MecrHoro caMoylpaBJreHllr,
ocyurecrBJrrroqr{Mr,r noJrHoMorrrifl B c$epe oxpanLr 3AOpOBLq rpaxAaH, a raKxe
ocyuIecrBJItIoqI'IMI4 MeALIqVHCKyIO .qerreJrbHocrb opraHr,r3aulrrMvr u u]'J^ALtB],1^Ay€urbHbrMr4
npeAnpr.rHuMareJrrMv BHyrpeHHero KoHTpoJrr KaqecrBa tr 6esonacEocru ue4uquncrofi
,UEf,TEJIbHOCTII.

2018 r.



B 2017 roAy ueHTprurbHhrM annaparoM Poc:4parna4sopa B paMKax
rocyAapcrBeHHoro KoHTpoJrr KaqecrBa u 6egonacnocu.I MeAr,rqr.IHcKofi gexrelrnocru
lpoBeAeuo 78 nponepox, B ToM qr{cJre 50 naanoslrx n 28 sHerrauoBbrx [poBepoK.

OcHosaHLIeM AJrr npoBe,qettus 26 BueruraHoBbrx npoBepoK 6rra xonrpolr sa
r.rcnoJrHeur.reM paHee BbrAaHHoro [peAlr4caHr{r . fut opfttHu3arl}ru 2 nponepor
ocHoBaHLIeM nocJIyxIrJII{ 3atBJIeHwI o ibaKTax llpuqr{HeHut, nu6o yrporrr rtpurr]rxeHnt
BpeAa xr.r3Hr,l, 3AopoBbro rpaxAaH.

B 2017 roAy 6hrno 3arrrraHr{poBaHo npoBeAeHue npoBepoK 50 ropugnrecKr,rx nuq.
llnan nponepoK r{croJrHeH sa 700Yo.

B palr.rxax rocyAapcrBeHHoro KoHlpoJIt KaqecrBa u 6egonacnoc:ru nae4raquncxoft

AetreJrbHocrl4 npoBeAeubl npoBepKlr rto 7 Ha[paBreHr.nM, B ToM qr.rcJre rro:
- co6nroAeHr.rrc rpaB rpax.qaH n c$epe oxpaHLI 3AopoBbr rpaxAaH B xoAe 3 8

IIpoBepoK;
- opraHr.r3arlulr r{ ocyulecTBJreHr. r BHyTpeHHero KoH'rpoJrf, KaqecTBa Lr

6esouacHocru MeAnqLIHcKofi AetreJrbuocrl,I B xoAe - 39 npoaepor;
- co6nroAeHr.rrc nop-r{AKoB oKazarv; MeAr,IqI{HcKoi noMouru rr craHAaproB

MeAnrlr.rHcKofi noMorrlu B xoAe 38 [poBepoK;
- co6moAenurc npo$eccr.roxanbtbrx orpauuqenufi s xoAe 38 npoBepoK;

- co6moAenulo noprAKoB npoBeAeHLIrI MeALII{xHcKI,rx 9Kcneprl,t3, ocMorpoB LI

ocBr,rAereJrbcrsosaH[fi B xoAe - n xo4e 19 npoaepox.
Tax xe, B xoAe 46 nporepor ocyrrecrBJltJlct KoHTporrb co6ruogeunx nopu

3aKoHoAareJrbc'rna n cQepe oxpaHbl 3AopoBbt rpaxAaH or Bo3AetcrBllt oKpyx€uoqero
ra6aqnoro AhrMa r,r nocreAcrer,rft florpe6reulrt ra6aKa rl B xoAe 48 npoaepor KoHTponb 3a

AOCTOBepHOCTbIO nepBI{qHbIX CTaTUCTHIIeCKI,IX AaIIHT'IX.

Cpoxu npore4eHr.rrr [poBepoK co6JrIoAeHbL

Tr.rur.rqnue HapylreHr,rr o6rgaremnrx rpe6oBaHnfi, yKa3aHHbIe B aKTax [poBepoK.
I . B paurax KoHrpoJrr 3a co6JrroAeHI4eM [paB tpaxAau r c$epe oxpaHEI 3AopoBbt

rpaxAaH qaule Apyffix BbItBJIUILIcb HapylueElrt:
ocyulecrBJreHr{e MeAr.rquHcKoro BMerrraTeJrbcTBa 6es nonyrenux 4o6pononrHoro

un$oprr,rupoeanHoro cor;racn.fi Ha Hero co cropoHhl TpDKAaHLIHa ru6o ero 3aKoHHoro
IIpeAcTaBr.rTeJrr;

HapylreHr.re flpaBa Ha MeAr{rruxc(yrc floMoulb B rapaHTlIpoBaHHoM o6beMe,
oKa3brBaeMyro 6eg eguN4aHlls rrJraTbr B cooTBeTcTBI,IlI c nporpaMMoft rocy4apcrneHHErx
rapaurnfi 6ecnlaruoro oKa3aHm rpiDKAaHaM rrregnquucroi rroMorr{u;

Heco6nroAenxe flopnAra opraHr,r3arlr4ra oKa3aHl,rr BbrcoKorexHolormnofi
rvreAraquucroi noMorql4 c npI{MeHeHI4eM clequtullr3llposaxHofi unQopnaaqnonnoft
cricreMbr, yrBepxAeuHoro uprrKa3oM Mnne4pana Pocu.ru or 29.12.2014 Ns930u;

HeBbrrorrHeHr,re Tpe6oraru.rfi K coAepxaHuro r.r Qopue un(popnaaqnu o
AerreJrrHocrr,r MeAr4rlr.rHcnlx opranuraqnfi, pa3MerrlaeMofi ua o$uqualrnbrx caftTax
MeAr4rIr4HcKI,Ix opranusaquft r unQoprr.raq[oHHo-TeJreKorvrvyHr.rraqr.roHnofi cerr.r
<<I,Inrepner>>, yrBepxAeHHbrx rrpr,rKa3oM Muu:,qpara Pocclrr or 30.12.20 1 4 N956n.

2. B parurcax KoHTpoJIt co6nro4ennr noptAKoB oKa3aHr4{ ue4uquncroft rroMoulr4 r.r

craHAaproB ue4uqnxcrofi noMorqfi ocHoBHbrMr,r npo6leuanalr fipn ucflonHeHr.r]r
Me,q[qr.rHcKr,rMrl opraHrl3arlurMr.r nopr,qKoB oKa3aHrur ue4uqr,rncxofi noMottlld tBt4Jrr.rcb:
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Heco6JIIoAeHr,re craHAaproB ocHarrleuruI noApa3AeneHr.ri naeAuqzncxnx
opranusaqlrft;

HeBbl[onHeHr,re T pe6oaauufi r opranr.r3arlrur AerreJrrHocrlr nre4rlqrncrofi
opraHI,I3aIII4I,I .

3. B parurax KoHrpoJrr co6rroAeHnr [oprAKoB npoBeAeHr.rJr MeAr{rlr.rHcKltx
3KorrepTr,r3, MeAr.rqr.rHcKHx ocMolpoB LI MeAHrIr.IHcKr{x ocBr,rAeTeJrbcTgosaHufi r{aule Bcero
BbI'BJI'JII{CE:

Hapy[reHrfi [oprAKa [poBeAeHr.rr MeA]rrlr{HcKr.rx gr(cnepTu3;

orcyrcrBrre ceprlrQr.rKaroB cneqr{€rJrr.rcroB y apavefi-cnequaJrr4croB;
HapylueHlrt BeAeHur MeAuIIItfl cKon AoKyMerrTarl[r4.
4. B paMrax KoHTpoJrr co6rIoAeHLIt MeAr.rrlr4[rcKr.rMra pa6ornr.rxaur.r,

pyKoBoAr4TeJr{Mn MeAr.rqr.rHcKrrx opraHlr3arlzfi, $apuaqeBTr.rqecKr,rMr.r pa6ornr,rrauu r,r

pyKoBoAnre[rMH arrreqHbrx opraHr.r3allufi orpanr,rvenrai, [pr.rMeHseMblx K Hr{M IIpu
ocyrqecrBJrexr{r4 trpo$eccfioHurbHofi AerreJrbHocrr, BeAyrrlrrM HapyureHrieM {BJrf,erct
He[peAocTaBnenue pyKoBoAr,rTeJrrMr,r MeAIIqLIHcK[x I,t a[TeqHbD( opraHlt3aqui
MeAI,rIIIlIrcKrrM u $aprr.raqenrlr qecru.IM pa6orxuraru, npeAcraBl,neJrf,M rorr,rnanufi 14

lpaxAaHaM unSoprr,raql.ru o6 ycraHoBneHHhlx 3alper€x I{ orpaul{tleHutx npu
ocyqecrBJreHr.rrr flpooeccuonalrnofi AetreJlbHocrt4.

5. B palarax KoHTpoJu opraHn3arl[I4 r,t ocyxrecrBJleHr.ul BuyrpeHHero KoHTpont
KaqecrBa r.r 6egonacnocrl,I MeAI,Iq[HcKofi gemenruocrl{ BrUIBJI{JILIcb:

Heco6rroAeH[e ycrauoBJreHHoro (caMI4MI,I xe pyKoBoAItreJItMr{ MeAI,Iqr.rHcKr{x

opraHr.r3arlr4fi ) [oprAKa [poBeAeHm BHyTpeHHero KoHTpoJIt;

neco6JrroAexr,re [oprAKa oQopMleHllt pe3ynbraroB BHytpeuHero KoHTpoJIt;

Heo6ocnoBaHuocrb Mep, fipuu[rMaeMbrx K BIIHoBHrIM JrI, IaM no pe3yJrbraraM

rrpoBeAeHr,rr BHyTpeHHero KoHrpoJIt;
HeAOCTaT(lr B pa6ore Bpaqe6Hblx rounccufi MeAI,IqItHcKr{x opraHl43alll{fi

(uenrrnoruenne flopx4ra co3AaH[r I{ Ae{TeJlbHocrrr Bpaqe6Hoft I(oMHccI,Iu,

yrBepxAeHHoro npr.rKa3oM Mlrn:4parcoqpa3Bu"tur. Poccr,Iu or 05.05.20I2 Ne502u).
O6qee KoJrr4rrecrBo ropnAuqecK[x nnq, I4H.qLIBI,I,4yEUIrH6Ix flpeAnpr,rnlrMareJrefi, B

xoAe rrpoBeAeHm npoBepoK, B orHolueHr,ru Koropbrx BbrrBJreHhr npaBoHapyllle'l.vg, - 39.
BrrAano 39 npegnucanufi o6 ycrpaneHr.rra BruIBJIeHHrrx napyrueHufi.

B pesymrare 26 eHenraHoBbrx npoBepoK, npoBeAeHnbrx B r{eJrrx KoHTpoJrf, 3a
rlcnoJrHeHLIeM paHee BrrAaHHLrx [peA[L{c auvir, B 3 clyrarx BbITBJIeHo He ycrpaHeHr.re

IopI{AI4qecKI,IMu nl/.I\avru paHee BbUIBneHHbIx HapyllleHl/rft .

O6qee KoJILIT{ecrBo aAMLIHrrcrparLIBHbIx HaKa3anlri, naloxeuHrlx no LIToraM
lpoBepoK I I (nnanonue - 8n nnennauonrre - 3), B ToM qr,rcJre:

upeAyrpexAenue - 2;
aAMr,rHlrcrpau,rgnrrfi rrrrpa$ Ha roplrgtrqecKoe Jrnqo - 9 (nnanonrre - 8,

nnenranonlre - I);
flporororu o6 a4rr.rranucrparrlBHoM flpaBoHapymeur{r.r cocraBJreHbr rro crarbrM

Ko4erca Poccuicrofi Oe4epaquu o6 a4uunucrparr.rBHhrx flpaBoHapyureur,rrx:
6.25 - neco6nroAeur{e rpe6onanufi K 3HaKy o 3alpere Kypeur,r.{, K BrrAeJreHr,rrc lr

ocHalr{eHulo cIIeqI,I€ulbHLlx MecT Anfl KypeHI4t ra6axa m.r6o neucnoffrenne o6.ffgaHnocrefi
rro KoHTpoJrro 3a co6nroAeHlreM HopM 3aKoroAarenbcrBa B c$epe oxpaubr 3AopoB6t
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rpaxAaH or Bo3AeficrBlrt oKpyxarcqero ra6a.rHoro AbrMa u nocneAcrBr{ft rrorpe6JreHtrt
Ta6aKa - 4 (npororontr HarrpaBJreHhr AJrr paccMorpen s r Pocnorpe6na4sop);

6.30 - nesHnoJIHeHI,Ie o6qsaxHocrefi o6 nn$oprtrupoBaHnr.r rpaxAarr o rroJrJ regr.ru
lre4r'rquncxoi rloMolqu B paMKax nporputMMbl rocyAapcrBeHnrrx rapanrr.rfi 6ecnaa roro
oKEBaHrzr fpaxAaaaM veguquxcxofi floMorqlr r4 Tepprrropr.raJrLHbrx [porpaMM
rocyAapcrBeHnrrx rapanruft 6ecnlarnoro oKa3aHI,It tpaxAaHaM rvre4r.rquncrofi [oMorq]r -
2 (Ha:naven aAMrrHr.rc'lparunurrft urr:pa(! n o6rqeft cyMMe - 20 ruc. py6.);

632 - napywenne rpe6onanufi sarono4ateJrbcrBa r c$epe oxpaHrr 3AopoBbr npu
npoBeAeHlrrr lrcKyccrBeHHoro npeprrBaHr{r 6eperraennocrr.r - 1 (na.:nauen
aAMlrHlrc'rparununfi rur:paQ - 100 ruc. py6.);

lL32 - HapyilreHr,re ycraHoBJreHxoro [oprAKa rrpoBeAeHr.rr o6qsarertHoro
MeAr.rqr,rxcKoro ocBu,qereJrbcrBoBaur.tr eoAr.rtereft TpaHcnoprHrtx cpe.ucrB (xangu4aron n
BoAr{TeJru rpaHcfioprHbrx cpe,4c:rr) nu6o o6xgarelrntrx npeABapr,rrenbHbrx,
leplroAv irecKux, npe4peficoBbrx r{Jrr/r nocJrepeficoBbrx Me.q[Ur.rHcrrax ocuor"poe - I
(uasuaueu aAMuHr.rcrparr,rnnrrft rurpa$ - 30 ruc. py6.);

19.5 - HesruoJrHeHr,re B cpoK 3aKoHHoro flpeAfllrcaHr{r opmHa (Aolxnocruoro
nr.rqa), ocyqecrBJrrroqero rocyAapcrseHHrrft HaA3op (roxrponr) - 3 (nasnaveu
aAMr{Hr.rcrparlrnunft ru:rpa$ - 30 ruc. py6.).

ZnQopuaqr.rx o pe3ynbrarax npoBepor Ha[paBJrrJracb n Muxucrepcrno
3ApaBooxpaHeHuq Pocclrficrofi @e4epaquu, npoKyparyprr cy6lerton Pocclricroft
@e4epaqrau, pyKoBoAr,rreJrrM opraHoB rocyAapcrBeHuoft sracu cy6rerr:on Poccuficrofi
@e4epaquu r cSepe oxpaHlr 3AopoBbr.

Peeyrtrraru [poBepoK, poBeAeHHbrx rIeHTpanbHLrM arruaparoM Pocr4panna4sopa,
rcpuAl{qecKr,rMrl Jr[rqurMr4 r,r T4HAT,TBI,IAyaJIBHEIM]I npeAflplrHr,rMareflf,Mu He o6xarosarucr.

Pa6ora c o6pauleHtlrM]r rpaxAarr.
3a 2017 rog r YnpaaneHr,re oprau[3arlr{r.r rocyAapcrBenuoro KoH,rpoJrr KaqecrBa

oKa3aHr,rr MeAr.IquHc(oft noMorlr4 HaceJreHuro [ocryrrr,rJro 15543 (r rona .{ucre sa IV
KBapraJr - 4555) o6parqenr,rx rpar(Aau, qro cocraBJrr et 49,60/o or o6qero KoJrr.tqecrBa
o6paruenui, flocrynr.rBrxlrx r qentpalrnrrft anlapar Poc:gpanna,q:opa (31337
o6parqexNfi).

Ha 6813 o6paulenr.ri (43,8%) 3alrBr.rreJrrM Aaubr orBerbr (pa:rrcreuru).
3327 odparyeuut (2l,4Yo) HarrpaBrreHbr Anr paccMorpeHr4r B reppr.rropr{arrbHbre

opraHbr Pocogpanna4sopa.
5403 o6parqeuuft (34,8%) HarIpaBJIeHhI AJII paccMorpeHr.rrr no nprrraArrexgocrn B

coorBercrBllll c ycraHoBJIeHIrBIMH noJrHoMoqr.rJrMr,r B opraHbr focyAapcrBeHnofi B|lracrl,I
cy6rexror Poccrficxofi @eAepaqura n cQepe oxpaHbr 3AopoBbr, $on4rr o6qgareruHoro
MeAr.rqr{HcKoro crp€xoBaHr.rJr, Son4 coquamnoro crpaxoBaHr4r, opraHhr MeAlrKo-
coqraalrnofi 3Kcleprr.r3br, Apyfue opraHbr u opfaHr{3aqr.M.

Mepu npoxypopcKoro pearlrpoBaur.rr B cBr3H c ux geftcrnluur.r
o6pa[IeHr.rfi rpax.qaH He nprrMeHrJrr,rcb.

IIpE paccMoTpeHr.rrr

B 2017 roAy npr,r'rrhr HopMarHBHEre npaBoBbre aKThr, ycraHaBJrr.rBaro ue
o6qsareruHrre rpe6onanur n c$epe rocyAapcrBeHgoro KogTponr Kar{ecrBa yl

6e:onacuocru ue,[uuv scxofi .rlerreJrLHocrr4.
l. c 1**apr 2018 roaa BcryrnJr B crrrry @e4epar'or'"rfi 3aKoH or 29.07.2017

N9242-O3 <<O suecenuu ltsN{eHeHI,Ift B orAeJlbHbre 3aKoHoAareJrbHhre aKTbr Poccrficxoft



(DegepaqrEr.r rro BonpocaM npr.rMeHeHrrr{ r.ruif opnaaqr.ronHhrx rexHoJrorr.rfi n c(pepe oxpaHbr
3AOpOBbr) (nonocrceuun a qacmu Qopuupoeauun u eatdaqu e Qoptte eneKmpoHHbtx
doxyuenmoe peqenmos Ha fieKapcmsa, codeptcat4ue HapKomuqecxue cpedcmea u
ncuxomponHde set4ecmsa, npu eHtnmct c 01.01.2019) KoropbrM BueceHbr r.r3MeueHr{rr:

ycraHaBJrr,rBaroqne rpe6oranr,ra no o(fopnaneHlrrc peqenror e (poprrae 3JreKrpoHHhrx
AoKyMeHroB - r <Degepanrnrri gaxon or 08.01.1998 Ns3-@3 <<O xaproru.recrr,x
CpeACTBax L [CLD(OTpOnHbIx BeIIIeCTBaXD;

yroqHf,rotrlrle flonrrne (peqerrr na nerapcrnennrrft [pe[apar> c ) reroM
Tpe6oBaHr.rft no o$opnanerurrc peqenroB n $opue gJreKrpoHHBrx AoKyMeHToB - B

@e4epanrnui 3aKoH or 12.04.2010 Ns61-O3 <06 o6parqerurr.t rreKapcrBeHuhrx cpeAcrBD;
n @e4epalrnbrfi 3aKoH or 2l.ll.20ll Ns323-O3 (06 ocHoBax oxpaHbr 3AopoBbt

fparKAaH e Pocclrficrofi @egepaquu>:
o[peAeJr{rorq[e [oprAoK oQopMreHr.rr un$opvr.rponaxnoro 4o6ponolrnoro

corJlacur Ha MeAArIr,rHcKoe BMerrraTeJrEcTBo r,rJrr.r oTKaI3 oT MeAnr{I,rHcKoro BMemaTeJrbcTBa,
a TaKXe [peAocTaBneHlre MeA[rIr.rHcKr{x AoKy[.reHror (ux ronui) u BbrrlrcoK lI3 Hr,rx B

Br.rAe 9JreK'rpoHr{oro AoKyMeHTa;
ycTaHaBJrItBalIoqI4e, qTo MeAI,rrIHHcKErr floMoulb c npnMeHeHlreM TeJIeMeAr.rq]IHCKLIX

rexnolorr.rfi opraHlt3yercs, rI oK€l3blBaercq B [opqAKe, ycraHoBJreHHoM ylornoMorrenubrM

$e4epa.nrHuru opraHoM I4cnoJrnl4TerbHofi Bracrl4, a raKxe B coorBercrBr,ru c nopflAKaMlr
oKa3aHl,rr ue.qIaqxncrofi noMoulr,r H Ha ocHoBe craHAaproB nae4Nquncxofi noMoult,r;

oflpeAerqrcque, qro KoncyJrbrarlr{n [aqueHTa MeAr,rqr{HcKlrM pa6orHr.rKoM c
npr.rMeHeHneM TeJreMeAr4qr,rHcKr{x rexuoJlorr.ri ocyqecrurrrorcr B rlenrx npo$r.uarrraxu,
c6opa, anarusa xaro6 r, AalHHbIx aHErMHe3a, orlenKr,r e$Serranuocru
Ar,Iafuocrl4qecKl4x MeporrpIl xruit, ll.egutluHcKoro na6rro4enux 3a cocrof,HrleM
IIaqfieHTa r.r npllHtrlrt peureHm o Heo6xoAr.rMocrr.r npoBeAeHaf, otrHoro
(ocrr.rorpa, roucylrraquu);

ycraHaBJrrrBarcIllrre rpe6oBaHnfi K AI,IcraHrrIroHHoMy na6lro4enuro 3a cocrorHrleM
3AOpOBbt IIaqUeHTa, B TIaCTHOCTI,I TO, qTO OHO OCyqeCTBJIteTCt Ha OCHOBaHI4I4 AaHHbIX O

[aqueHTe, 3aperucTprlpoBaHnbrx c [pr.rMeHeHr4eM MeAr,rqr.rucKr.rx uzaenuit,
[peAHa3HaqeHHbrx AJrr MoHItTopLrHra cocTorHlrr opraHri3Ma qeJroBeKa;

ycraHaBJrr,rBaroul[e rpe6onauu-n K f{ery nepcoHaJrbHbrx AaHHbrx Jrr4rr,

fracrByroqux B ocyrlecrBJreHr,rrl nae4raquncrofi AerreJrbHocrr.r, nlrl, KoropbrM
oKa3brBaeTct MeAr.rqr{HcKarr rroMoulb, a TaKxe Jrnrl B oTHorleHI,Ifi KOTOpbIX IIpOBOA'TC'
MeAI,IqI{HCKLIO 9KCnepTlI3bI, MOAUIIHHCK.I€ OCMO'IpbI LI MeAI,IqI{HCKr.re
ocBr{AereJrbcrBoBaHr.rr (nepcoxuQuqupoBanHoMy yvery).

2. C 01.01.2018 rcrynuno B cuJry rocraHoBrreque flpanuremcrsa Poccrftcrofi
@e4epaquu or 16.12.2017 J,.lbl57l <<O sueceHr.ru ugueneuufi s floroxeHne o
rocyAapcrBeHHoM KoHTpoJre KaqecrBa r.r 6esonacHocrr.I MeAr,rql{HcKofi AerrenbHocrr.t>,
Ao[oJIHIiBIuee noA[yHKT (a)) rryHKTa 3 n nogrrynxr (a)) [yHKTa I I flonoxenr,rf, cJroBaMr.r,
(B ToM qr.rcJre AocryrrHocrr4 4rq r.rHBaJrr.rAoB o6rerros Hu$pacrpyrryprr LI
lpeAocraBJrreMlrx ycJryr n yra:aunofi crf epe>.

3' C 01.01.2018 ncrynr,rro B cl{ny pacropflxeHr4e llpanurenrcrBa Poccr4ftcKof
(De4epaqr.ru or 15.11.2017 Ns2521-p <o rlepevue ycrryr B ctfepe r4parooxpaHeHr{r,
BO3MOXHOCTb npeAocraBneH[r Koropbrx rpaxAaHaM B sJreK',rpor{Hofi Qoprrae nocpeAcrBoM

reqe6no-
3AopoBB{

IIpneMa
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eAI'IHoIo [opTaJIa rocyAapcTBeHHblx I{ MyHLIUI4n€UIbHbIx ycJlyr o6ec[eqr.rBaeT eA]rHaJr
rocyAapcTBeHH€ur r.rHoopMarlfioHHit r crrcTeMa B csepe 3ApaBooxpaHeHlr.s)).

4. B coorsercrBr.ra c flocraHoBJreHuervr flpaamelrcrna Poccuficrofi @e4epaquu or
09.08,2017 Ns 952 <<O npusnanun yrparllBllrlrMlr cr,tny orAeJrbnbrx nonoxenuft axros
flpaeurelrcrna Poccnicxoft @egepaqur.n rpe6oaanr.re a6saqa 2 nyarra 1 nocraxosrennt
flpanurerucraa Poccuficxoft @egepaqzu or 25.12.2001 Ns892 (O pearrr.r3arlurr
@e4epamuoro 3aKoHa (O flpeAylpe)KAexlrn pacflpocrpaxeHr,rr ry6epxyle:a B

Poccuficrofi @e4epaqun> B qacrrl ycrauoBneHr,rr [op{AKa r,r cpoKoB npoBeAeHr{t
npoounaKTruecKr.rx MeAr,rquHcKr{x ocMo'rpoB HaceJreHnr B r.Ienqx BburBrreHur ry6eprynesa
rpr.r3HaHo y'rparr,rBrrrr{M culy c 0 1.09.2017 .

C 01.09.2017 Bcryrrr.rrr B cr.rrry rpr.rKa3 MNxs4para Poccuu or 21.03.2017 Ns124H
<06 yrnepN4eHr{r.r [oprAKa r.r cpoKoB npoBe,qeHr]rr npo$unaxruvecKr,rx MeAr.rqr4 HcKlrx
ocMorpoB rpaxAaH B rleJrrx BbrrBJreHr4r :ry6epKyre3o).

5. C 01.06.2017 rcrynunv B clrJry llparuna rpoBeAexr4fl $yurquonaarnrx
uccregonannfi, yrBepxAeHHbre nplrKa3oM Mr,rx:4para Poccr.rr.r or 26.12.2016 J,rlb997n,

ycraHaBJr[Baroqfle noprAoK opraHr,r3arl[lr rd npoBeAerr.rr Syurquouaarurrx
uccre4orauufi B MeAI{qI{HcKIIx u I,IHhrx opraHl,I3arlurx, ocyrqecrBJrrroqr4x MeAr4rlr,rHcRyro

AeflTeJrbnocrb, Ha ocHoBaHr.rr.r Jrr.rqeH3r.rn na pa6ory Oclyry) uo <Qynrquonanrnofi
,qv arHocTIrKe)) ,

6. C 01 .09.201 7 zcrynun B cr4rry npr.rK€r3 Muna4pana Poccnr.r or 13. 10.201 7 Ns804H
<06 yraepx4eur.rr.r HoMeHKJrarypbr MeAr,rqr4HcKrD( ycJryr), yrBepAr.rBrrruft HoMeHKJrarypy
MeAItqI,rHCKr,rX yCJryr KaK Cr.rcTeMaTII3I,IpOBaHHbIr neperreHb KoAoB LI narnneuogauufi
MeAI,l q[HcK]Ix yCJIyr B 3ApaBOOXpaHeHLII4.

7. C 5 aBrycra 2017 rola Bcryrrr.rJrrr B cr{ny r43MeHeHr4-s, BHeceHHbre npuKa3oM
Mransgpana Poccuu or 04.07.2017 Ns379n, r flopa4ox oKa3aHaf, ue4raquHcxoi floMorqu
HaceJreHr,rro tro flpoQr,rrrrc (ouKorrorur> (npura: Mnnrgpana Poccun ot 15.11.2012 ]l!
9l 5u), xoropbrMx ycraHoBJreHhr [peAenbHbre cpoKr,r Ar,raruocrr{Kr,t oHKororuttrecKlrx
3a6oreBagufi tl oKa3aH[u cuellr{iurlr3npoeaxHofi rveguqrancrofi rroMol{u 6olrnrrnr
onKoJrorr{qecKoro npo$ranx.

8. C 12.12.2017 npr.rrasorr,r Mr.nrsgpara Poccuu or 13.07.2017 Ns325r BHeceHBr
r.r3MeHeHnr n Tpe6ouanr.r-n K opraHr.r3arlr4r.r t4 BLrnoJrHenzro pa6or (ycnyr) [pu oKa3aHr. 4

nepauvnoi MeAr.rKo-caurarapnofi, cneqwrJrr.r3aposaHHoft (r roM rrllcne
BblcoKorexHonoruvuofi), cropoft (r ToM qLIcJre cropofi cflequaurr43r4ponannofi),
na-nruarlrsHoft IrleguqlaHcrofi rloMorqfi, oKa3aHI4I4 lre4aquncrofi floMorqll [pri caHaropHo-
KypopTHoM reqeHltl-I, npu [poBeAeHr,r Me.qr4qr.rHcKr,rx g(crrepTr43, MeAr.rqr,IHcKKX
OCMOTPOB, MEAI,TUHHCKI,IX OCBI,IAETCJIbCTSOSAHUi I,I CAHUTAPHO-NPOTI,IBOSII,IACMI{qECKI,IX
(npoQunaxnrvecrux) rueponpaxrnfi B paMrax ora3aHr{r nae4rlquncxofi rroMoutrfi, npu
TpaHc[JraHTarlr.rr,r (nepeca4xe) opranon u (r.rnu) rxauefi, o6parqenuu 4ouopcxoi KpoBr.r r{
(um,r) ee KoMnoHeHToB B MeAr.rrlr{Hcxr,rx rleJrrx, yrBepxAeHHbre npr.rKa3oM Mr,rns4para
Poccua or 11.03.2013 rs121H, B qacrr.r BKrrrorreHrar noeofi pa6oru (ycnyru) no
(ocreo[arr4]t>, a raKxe ueo6xo4r.rrraocrr,r rroJrJAeHr.rr Jlr,rqeH3r.ru I1o HcKyccrBeHHoMy
rrpepbrB,rHr.rro 6epenrennocfl.r B paMKax pa6orrr (ycnyrr.r) IIo (aKyuepcrBy m
TI,IHCKOJIOruIfi)).



9. C 01.01.2018 ncrynran B crrrry npr4ra3 Mr.rnsgpana Poccnu or 10.08.2017 Ns5l4H
<O llopx4xe npoBeAenr,rr npo{lrnarruvecrux MeAr.rqt,rucKnx ocMorpoB
HecoBeprxeHHoJreTHux>.

flopr4or ycraHaBnr.rBaer rrpaBr.rna [poBeAeHr.rr npoSranarruvecKlrx MeAr,rquHcKr,rx
ocMorpoB HecoBeprxeHHoJreru[x, upaBr,rna rolrnlexcuoft orleHKr.r cocrorHlrr 3AopoBEq
HecoBeprrreHHoJreTH[x, fipaBwra o[peAeJreusr MeAr,tqr.rHcKr.rx rpy[n AJrr gansrnfi
HecoBeprrreHHoJrerHr.rM Slrrlr.recrofi KyJrrTypofi. Yrrepxgen fiepeqeHb raccae4onanr,rfi
npu [poBeAeHIau npooranax'ruqecKl4x MeALIquHcKI,Ix ocMoTpoB HecoBeprueHHoJreTHr4x r,t

Bo3pacrHhre [eplroA6r, B Koropbre [poBoArrcq npo$unar<rilqecKne MeAr{qr,rHcrre
ocMo'rpbr.

10. llon5nrenlr pa3brcHeur.rr [rrcbMaM[ fenepanruofi [poKypar]?br Poccuftcroft
(Degepaqulr:

or 22.03.2017 Np 7612-405-2017 o npaeorr,repHocrr,r cocraBrrenr,rrr nporoxoaor o6
aAMLrHrrcTpaTuBHhrx rrpaBoHapynenr.rf,x B oTHorrreHr,rr,r MeAr.rqr.rxcrux opraxu:aqufi,
ocyulecrBJrrrou{r4x orAeJrbubre BIALr AerreJrLuocnr 6es ruqensrlu;

or 31.05.2017 Ns 76/2-299-2017 o npo6nenruux Borpocrx rpr4 r.rcKrroqeHr4u
xoexficrnyrorqero cy6:serra r,r3 exeroAHoro cBoAHoro nJraHa [poBeAeHr.u rrJraHoBbrx
[poBepoK IOJI u Wl B cB{3lr c orueceHr.reM ero r cy6rerrana Maroro
IIpeAnpr,rHr4MaTeJrbcTBa.

I 1. Ilonfrenrt pa3brcHeHlrr [ncbMaMu Mr.rn:4pana Poccnlr:
or 17.02.2017 Ns 14-312125621 no nonpocy opraxr.r3arllrlr oKa3aHr.u cxopofi, a rou

trncre cKopoft cfl erluaJrr{3r.rposaHHoft MeAr,rq}rHcrofi noMorrlri;
or 09.03.2017 Ns 13-2/2-65 rro Bonpocy BeAeHr4r rraeguquncrofi AoKyMeHrarrur;
or 07.04.2017 Ns 17-212125 pa36rcHeHr,re ro Bonpocy HElrrHqHr y pyKoBoAr.rrerrt

opraHu3arl[u, ocyrqecrBnrroqefi MeAr,ru Hcr<yro AerreJrbHocrb, ceprr.r$urara
c[erlr4aurr,rcra rro c[eq[aIlbHocrl,I (opraur43arlru 3ApaBooxpaHenu.r u o6ulecrBeHHoe
3AOpOBbe>;

or 26.04.2017 Ne 17-212651 pa3brcueHue ro craHAapry ocHarrleHr{t
oQrarIrnaononaqecxoro ra6lrrrera;

or 16.05.2017 Il! 15-2/3036225-9596 pa3brcxeur{e ro rpyAoycrpoficrBy
HecoBeprreHHoneTHHX;

or 09.06.2017 Ns l7-U3717-l no ronpocy orpoprvtrenr.rr un$opnaupoBaHHoro
Ao6poBonbuoro couraclu Ha MeAI{IILIHcKoe BMernareJlbcrBo;

or 29.06.2016 Ns l7-02-9791 pa3bflcHeur{e ro upr.tMeueHnro MeAurlr,rHcKnx
uz4enl1^fr c nonaerxoft <<uo rpe6oaanHK)> B craHAaprlx ocHarrleHr,rro crpyKTypHbrx
rroAp€BAeJreHr{ft nreguquncxux opraursaqufi ;

or 30.08.2017 J,{!15-4/10/2-6088 o BcryrneHr4r4 B cr4rry rocraHoBJreHrrt
rlpanureruc:rna Poccuficrofi @egepaqr,rr,r or 08.12.2016 Ngl327 <<o sHeceunr.r r,rgNreHeHr,rfi
B npr.rJroxeHr.te r llonoxeHlrK) o nr4rreH3r,rpoBaurrr.r MeAr.rqr.rHcrofi gexrelrHocrN (ea
ItcKJrIOqeHLteM yraaaxnofi AesrerLHocrr,r, ocyulecrBlgeuoi MeAr,rqr{HcKr{Ml
opraHl3alln IMI'I lt Apyrl'rMn opraHH3aII[tMI{' BxoA{uInMLI B rlacrHylo cucTeMv
3ApaBooxpaHeHufl., Ha reppr.rropr4r,r r,rHnoBarluonrroro rleHTpa <<Cxolxoro>>)>>.

Bn4 xonrpo.rff - rocyAapcrseHnsrfi KoHTpoJrb KaqecrBa n 6egonacnocrn
MeAHIU|HCKOfi AeSreJrrxocrtr, B qacrl| KoHTpoJtg 3a co6.nroAeHueu opraHaMrr
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rocyAapcrBennofi Bracrrr Poccnficrcoft iDegepaqnn, opranaMn MecrHoro
caMoyn pa BJreH[q, rocyAapcrBerrHbrMn sHe6roArnernrrun Songa*ru, MeA[qrrncKrrurr
opraxfigarlrlqMrl u QapuaqeBT[rrecKuMn opraHrrsarl[flMu, a rax?Ke
IlHAIlBIlAyaJrbHbIMrr rIpeA[pIlH[MaTeJrtMIl, ocyqecTBJlflrcUrrMrr MeArrrlrrHcKyn rr
QapuaqeornqecKyro AeflTenbHocrb, rrpaB rparcAan e cQepe oxpaHbr 3AopoBbs

Ynpauexnena KoHTpoJrr 3a pe€ur[3arl]rei rocy4apcrBeuxhrx [porpaMM n cr[epe
3ApaBooxpaHeHut npoBeAeH aH€uIlI3 AetreJlbuocrr.r opraHoB r,rcnoJrHnreJrbHoft sracrl4
cy6rexror Poccr.rftcrofi @e4epaqr,ru, ocyqecrBnrroqr,rx {ynrqlrlr n c$epe oxpaHbr
3AopoBbt rlo opl'aHt,r3aqltu co6nto4enLrs fipaB rpaxAau rrpu rroJr] {eHulr ueguqr.rncrofi
[oMorqlr r,r JreKapcrBeHnoN{ o6ecneqeunr.r c qeJrrro onpeAeJreHr.rr cy6terron Poccnficroi
(DeAepaqytu, He Aocrr,rflrrD( uoragarereft r4cnoJrueHr,rr flnana rr,reponpurnuir (<.{opoxnax
rapm>) <<Llgrr.renesus B orpacntx coquamnofi cQepu, HarrpaBJreHHlre Ha rroBbrrrreur{e
sS$exrlmnocrtl 3ApaBooxpaHeHr,rr n cy6rerre Poccutcxofi @e4epaqnr.o>, r.ruAr4KaropoB,
xaparTep[3yrorqr.rx AocrynHocrr r.r KaqecrBo oKa3aum veAr.rusncxofi noMotuu lt
cBr.rAeTeJrbcrByrou{rrx o pe€rnH3arlulr pefaoHaurbHoro rrJraHa rrrepoupuarufi no cHr,rxeHuro
cMeprHocrr,r or ocHoBubrx flpuqau, a raKxe ]n{r4TbrBtur 4erraorpa$uvecKr4e flora3areJrr.r
cy6rexra.

Kponae roro, ) {r4TbrBaJracb peaJr}r3aqm reppr.rropuanrnofi [porpaMMbr
rocyAapcrBeunrrx rapan:unfi 6ecnratroro oKa3aHlrf, rpaxAaHaM ue4Nqrancxoft rroMotrlu B

cy6rerre Poccuficxofi @e4epaquu, et[(fexrunnocrb 3KcrrJryararlulr MeAr,rqr.rHcKoro

o6opy4oeaxua, o6ecneqenrle JreKapcrBeHHLrMn cpeAcrBaMr.r JrErorHbrx rareropui
fpaxlaH

B coorsercrsuu co crarbefi 16 <De4epan6Horo 3aKoua or 21.11.2011 Ns 323-@3
<<06 ocnosax oxpaHbr 3AopoBbr fpaxAan g Pocc[ftcxofi Qe4epaquu> K [oJrHoMorr]rrM
oprauoB focyAapcrBeHnofi gracirfl cy6rerron Poccricxofi @e4epaqr.ru a c$epe oxpaHbr
3AopoBLr orHocrarcr 3arqr.rra rrpaB qeJroBeKa r{ fp€Dr(AaHr.lna n c$epe oxpaHBr 3AopoBbr, a
B coorBercrBr{ra c nopnoft crarru 98 (Degepanrxoro 3aKona or 21.11.2011 Ns 323-@3
(06 ocHoBax oxpaH;r 3AopoBbr fpaxAaH n Poccuficxoft @e4epar1r,rr.r> opraHsr
rocyAapcrBeHHofi snacr[ n c$epe oxpaulr 3AopoBbr Hecyr orBercrBeHHocrb 3a
o6ecueqenue peaJrr,r3arlrrr rapaarufi u co6lroAeHue npaB u cso6oA r cQepe oxpaubr
3AopoBbr, ycraHoBJreHurrx 3aKouoAareJrbcrBoM PoccrEfi cxofi @e4epaqnr.r.

flo nrorau [poBeAeHuoro anaJru3a Pocs4panna4sopoM B 4 rnaprale 2017 roaa
ocyrqecrBJreHbr npoBepKr4 B orHorrreHltu opraHoB rocyAapcrBeHxoi sracrrr n c$epe
oxpauhr 3AopoBbr e 8 cy6rerrax Poccuficxoi @egepaqr.ru (Ep*rcrar, Blaguuupcrar,
Boarorpagcrar, Prlaucrax, Honocu6upcxar, Tynrcxar o6lacru, r. Cesacrono6), r rorr,r
qI,IcJIe I nporepxa rro ycrpaHeHr.rro paHee B6rrBJreHHbx napyurenrafi (r{evencxan
Pecny6nura).

llo peryltraraM [poBepoK BBUrBJuJrr4cb rpy6rre HapyureHr.rr npaB rpaxAaH npr.r
opraHI,I3aIIuE 14 oKa3aHLII4 Iue4aqIancxofr IIoMouE BcneAcrBrie HeyAoBJrerBopurelrnoft
opfaHll3allull Lt OcyrlecrBnelrllu Be.qoMcrBeHHoro KoH'rpoJrr 3a AerreJrbHocrbro
MeAr.rqr.rHcru,rx opranu:aqnfi co cropoHbr opraHoB r.rcnoJrHr.rreJlbHofi SAaCTU r C$epe
oxparrhr 3AopoBbr fpaxAaH.

Orlaeqarorcq cJlr{au ocy lecrBJreHr.rr rroAMeHbr oxa3aHr.rr rapanruponaanofi
6ecnnaruoft ue4NrlzHcrcofi noMor-tlr,r [JrarHbrMr4 ycJlyraMr,r.



B xoge rlpoBeAeHr,rr KoHTpoirbHbrx veponpr.rxruft s 2017 rogy Pocs4paeuaA3opoM
ycTaHoBJreHbr HapyrrreHr{r rlpl:r lpopMr.rpoBaHr.rr{ Teppr.rropr{aurbHLrx uporp{rMM
locyAapcrBeHnux rapanrufi Bo Bcex [poBepeHHbrx cy6lexrax Poccuficxoil (De4epaqr,rr.r.

Bo scex npoBepeHHlrx cy6rerrax Poccuficrofi @e4epaqNr,r PocsApasHaAsoporvr
BIIIBJIeHEI HapylxeHrrr opraHu3arluu oKa3aHr,rr nre4raquncroi floMorqu B coorBercrBr,tu c
noprAKaMr4 oKa3aHm ve4r.rqltncrofi noMolqt,r, yrBepxAeHHbrx [pnKa3aMr.r Muns4para
Poccnu, HeBbI[oJrHeHLte KJILIHI,TqecKTD( [pororoJroB, B qacrlr: Hapyrrren]It Maprlpyrl{3alrr4 r,r

lr nenpoSuJlbHble rocnlrraJra3at\uvr, HapyrxeHus craHAapra ocHarrleHltl, HerrpoBeAeHr,rr B

noJIHoM o6beMe AuarHocrr.rqecKr,rx u reqe6nrrx nporleAyp r.r3-3a upocroq u
He9(b(beKu,rBHoro uc[oJrb3oBaHr{r MeAr.rqrrHcKoro o6opyAoBaur,rr, Ae$r,rqur nepBurtHhD(
MeAlqLIHcKHx ra6uueton, AetreJlLHocrb Korophlx HalpaBJreHa Ha paHHee BhurBJreHnt
npI{3HaKoB n cr,rMnroMoB 3a6oneBaHur r,r cBoeBpeMeHaoe HanpaBnenr.re a npoQulrnrre
MeAr{rlr4HcKr,re opraur,r3arlux 2 u3 ypovxx.

Meponpur:rux, npoBoAr,rMbre n cy6rexrax Poccr.rficrofi @e4epaqr.rr.r, HarrpaBJreuHhre

Ha cHlrxeHEe cMepTHocTr{ r.r noBhIIueHI4q ypoBrrr xI{3HI,r He BhrloJIIUIIoTcr B IOJTHOM

o6teMe n 3aqacryro HegQ$eKrr.rBHbr.

B pr4e cy6rerron He co3AaHbr ycJroBr.rr Nrt oKasanvs ueguqrEncxoft noMorqr.r AJrt
fpax,qaH, flpox(r.rBaroqlrx B cenEcKoft n orAuurenHoi MecrHocrr,r (or4aaennrre pafioHbr He

BK;rloqeHbr B Mapurpyrr,r3arrun, orcyrcrByror orAenexr{r (xa6uuerrr) AJrr oKa3aHr,r.{

[epBlrrrHofi gonpaue6xofi u rpave6nofi naeguquxcxofi noMorqu, He opraHr.r3oBaxbr

AoMoBLre xogsicrea AJrr opraulr3arlrau nepBuqnofi nououllt, xeco6lrogeHlre BpeMt
Aoe3AoB cKopofi MeAr,rqr.rHcKofi rroMolqll, neo6ecueqeunoctr JreKapcrBeHHbrMlr
npe[apaTaMl4 Lr coBpeMeHHbrMr,r o6e36oruBaloq[rMr.r cpeAcTBaMr4, B ToM qr.rcJre JIbroTHoft
Kareroplu rpaxAaH r,r Ap.). Taxxe orveqaurocb orcyrcrBue v vt Husx[i ypoBeHb
opraHr.r3arll .r nemaoxnrri ue4raquncrofi noMorqu.

Bo Bcex cy6lexrax Poccr.ricxoft @e4epaqun, flpoBepeuHbrx rleHrprrJrbHrrM
annaparoM Pocs4parua4sopoM, Bbrf,BJrrrcr npocroi u nee$$erruBHoe r,rcnoJrr3oBaHr.re

MeAIIqI,IHCKOTO OOOpyAOBaHLI', B TOM qI{CJIe AOpOrOCTOtIqelO.
B xoAe (oHTpoJrbHhrx MepoIIpr4rTr4r.r BhI'BJI'ETC' HE,IIOCTATOqHUUI

npoQeccr.ronarurar noAroroBra Bpaqe6ublx KaApoB, He3Harrr4e HopMarr.tBHLrx

AoKyMeHroB, peDraMeuTr.rpynq[x oKa3aHr{e ueguquncxofi [oMou{u rpa)KAaHaM
(ne4ocrarovxaa upo$eccuoHarbxar [oAroroBKa MeAr.rqr.rHcKoro flepcoHaJra He
flo3Borser: ocyqecrBJrrrr ilKB, npono4zrr rpou6olurr.rqecKyro tepanraro r.r np.).

B xo4e KoHTpoJrLHbrx rueponpr.uu,rfi qeuTpzrnbHoro alnapara Pocs4panua4ropa sa
BHeApeHr,reM coBpeMeHHEIx rauQopuaquonnrx rexnonorufi B 3ApaBooxpaxeHr.re
BbI{BJIterct, orcyrcrB[e vrpr nesQQexrr.renoe r{crroJr63oBaHr4e oJreKTpogHoro
AoKyMeHToooopoTa B MeAI4I{I'IHcKI'IX u anTeqHhlx opraHr43allutx' He oKa3bIBaIoTc{ B
noJrHoM o6reue Ar,rcraHrlr.roHHbre Br,rAbr xoNcylbTarurnofi [oMotqv Ha ocHoBe
I,ICNOJIb3OBAHI,I' COBPEMEEHbIX I,IHQOPMAIIIIOHHbIX rEXrrOIOrUfi NPI,I BO3HI4KHOBEHI,III

KpI,ITI4qecKr,rx lrnr.r Apyrr4x cvrryal;uir, rpe6yrouux sxcrpeHHoro pa3perrreHnr.
llpn opranlrsaqufi oxa3aHar cxopofi veAurluucxofi rroMoulr BblrBJrrercr sucorufi

[porIeHT a3Hoca asro\aoor,rreft cropoft rr,re4raquncxoft noMorqu, HeyKoMnJreKToBaHHOCTb
asroN,ro6rarefi u3relwll'Mpt nreAraquncxofi TexHr.rrn. Eprara4u, ocyulecrBnrroulue oKa3aHue
cxopofi ueAuqr.rncrofi [oMotqu He yKoMlneKToBaHbr, orcyrcrByror JleKapcrBeHHhre
flpelaparLr, Hapy[arorcr npaB[na xpaHeHr,rr JreKapcrBeHHhrx npenaparoB. orueqaercx



npocroft I,I nepe6ol4 B pa6ore 6oprouoro o6opy4oaanzr cnyrHr{KoBoft nanrEraquonHo-
naonuropr,rnronoft cacreMbr |JIO[{ACC/GPC, He npoBoArrcr Meponpr{rrr,rr ro
opraHfi3aqr{fi Al,tc[eTqepl,I3aur.rr4 r.r r,rHTerparlHr4 Bbr3oBoB B eAr.rFryro cllcTeMy.

B pr4e cy6rerron, B Koroplrx s 2016 roAy flocryflr.rJrr.r B coorBercrBr,ru c
pacfioprxeHr4eu flpanurelbcrBa HoBbre as'rol{o6ur[ Krracca E n C Ao cr.rx nop He
lpoBeAenbr Mepoflpr.rJlrur rro AoyKoMrure(roBaur,rrc srnx asrol,ro6?uefi .

B xoAe KoHTpoJrr 3a Ar,rcnaHcepr,r3arlr4efi BbrrBJrrJrr.rcb $axru npmr{coK,
Her{cnoJrHeHr.rr [JraHoB-rpaQuroa, Hapy[JeHnr noprAKoB fiplr rrpoBeAelrnlt
Ar,rcrraHcepu3arlfiI,l.

B xo4e KourpoJrr 3a peaflrl3a{Hefi
cucreMHlrMr{ upo6reuu: HeAocrarKl{ B

JreKapcTBeHHoro ooecleqeHr.rr BLrrBJItIoTct
Jrorr4cTl4Ke JreKapcTBeHHhIX [peflapaToB tI

orcyrcrBr4e eAuuofi zuQopnraquounoft cucreMbr, o6ec[e.rr.rBaroqei BauMoAeficrgne
opraHa y[paBneHr,r{ 3ApaBooxpaHeHr,rr, MeALtq[EcKoro r,rHQopMarllroEHo-aHirJrnTuqecKofo
rIeHTpa, MeAxr{r,rHcKux u QapmaqemuqecKnx opranulaqrft, a rarcKe JreKapcrBeHHoe
ooecneqeHr{e oT BbrnucKr.r peqelTa Ao rroJryqeHm JIeKapcTBeHHoro npelapaTa
naqueuToM, Heco6JrroAeHne cpoKoB rrocraBoK JrerapcrBeHHblx npe[aparoB co croponbl
[ocraBIIII,IKoB , HaJrtr.rne Heo6ecneqeHHhrx JreKapcrBeHHErMLr npeflaparaMr{ peqe[ToB, He

aHarJrr,r3r,rpyrorcr norpe6Hocrx B JreKapcrBeHHhrx [pe[aparax r.r He [poBoAr,trct
ynpaBJrenlre roBapHbrMr,r 3arracaMr.r. B px4e pentoHoB saQr,rxcrporanbl $axTbr crrvrcannr.
neKapcTBeHfiErx flpenapaToB, B ToM qncJre BaKrIr.rH.

Tarxe s [poBepeHHbrx cy6rerrax orcyrcrByer lrnu ocyulecrBJrrercr He rra

AoJrx(HoM ypoBrre BeAoMcrBeHHhrfi xonrpolr lr opraHr{3arluoHHo-MeroAllqecr<ar pa6ora, r
TOM qfiCJre CO CTOpOHST HraBHbrX BHerrrTaTHbrX CUeqlaJrr.rCTOB OpTAHOB 3ApaBOOXpaHeHI,tt

cy6beKra.
3avacryro n cy6rerrax Poccnftcxofi (De4epaqnr.r ilpn flo[ycrr{TeJrbcrBe

pyxoBoAr.rrenefi opraxon rocyAapcrBenHoi Bracrr.r r c$epe 3ApaBooxpaHeHr.rr, co3Aarorct
rrpeA[ochrJrKn r,r ycJroBr.rr Au [oAMeHbr oKa3aHr.rr rapaHTr4poBaHnoro o6reua 6ecunarnofi
MeAr,rqr,rHcKoft noMorrlu [JrarHbrMr.r ycJrymMr,r, oco6exHo rrptr npoBeAeHltu

AuarHocrr,rqecKr.rx npoqeAyp.
llo pesymraraM Bcex npoBepoK 6lun ntrganrr npeArrucaHr.rr o6 ycrpanenau

BLUTBJTeHHETX Hapy[reHr/re, e qeqeHcxoft Pecny6lure cocTaBJreH B oTHorrreHr.[r
ropnAlrqecroro Jrlrqa nporoKon o6 a4rrlraHncrparz BHoM [paBouapyrueur.tu no crarre 19.5
KoAfI P@ no HeI{c[oHeHI,In npeAn[caHr.rr 14 HeycrpaHeufiro BbrrBJreHHbrx napyurenufi.

I4u(popnraqr.rx no pe3yJrbraraM KoH"poJrbHhrx nreponpnxruft HanpaBJreHa
Poc:4panua4sopoM B aApeca raau cy6lerroe Poccuficxofi Oe4epaquu, n Mr,rns.qpan
Poccrr,r, [poKyparypbr cy66eKToB Poccr.rficrofi @e4epaqnr.r, r fenepaarnyro npoKyparypy
Poccr.rficxofi @e4epaqur.r r.r Cne4crnexxrrfi xonrurer Poccuficrofi (Degepaqr.lu.

Bng rconrpo.rq - rocyAapcrseHxrrft KoHTpoJtb (Hagrop) n cQepe o6paqeH[c
JreKapcTBeHHbrx cpeIcTB

focy4apcrrennrrfi xonl-ponr (ua4sop) n ctfepe o6paqenu.r rreKapcrBeHHbrx
cpeAcrB ocyrqecrBlr{ercr Pocs4panxaA3opoM n (fopve:

l) Qe.4epa,unofo rocyAapcrBeuHoro HaA3opa n c$epe o6parleHt{ neKapcrBeHubrx
cpeAcTB;

3) nu6opovnoro KoHT poJrr KaqecrBa JreKapcrBeHubrx cpeAcrB.
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1. (Degepamuufi rocy4apcrseuHrrfi HaA3op n c$epe o6paqerua JreKapcrBeHHbrx
cpeAcTB

l.l. @e4epanurufi rocy4apc'rseHHHi HaA3op r c$epe o6paqeuux rreKapcrBenHbrx
cpeAcTB nocpeAcTBoM opraHr,r3arluu u [poBeAeHuq rrpoBepoK cooTBeTcTBr4t
JreKapcrBeHHbrx cpeAcrB, H€xoArrquxcr B fpa)r(AaHcKou o6opore, ycraHoBJreHHbrM
TpeooBaHI{tM K I,rX KarrecTBy

Pearfigaqraq exeroAHoro nJIaHa npoBepoK lopldAr4qecKr,rx JII,rq lt r.rHArlBt4 Ay€InrHbIx
rrpeAflpnHr.rMarereft sa or.rerHrrft KBapruur roAa

B 4-v rnaprale 2017 roAa rrraHoM [poBepor Pocegpanra4:opa npeAycMorpeno
npoBeAeHr4e 7 nrtanosrrx npoBepoK. @arrr.rqecrcra opranr,r3oBaHo 7 nponepox.

B 4-rr.r xnaprate 2017 roAa 3aBeprxeno 7 nnanosErx npoBepoK, ua xoropux 5

Haqarbr r 3-nr xnaprar e 2017 roAa r,r cpoK I,Ix [poBeAeHr.rr npo4a€n B cBr3r.r c
neo6xoAurr,rocrbro ocyqecrBJreHr.rt gKcneprr,r3br oro6pannrx o6pasqon JreKapcrBeHHbrx

cpeAcrB.
B palarax rpoBepoK oro6pano 42 ropronrx Har.rMeHoBaunr 42 cepuir o6pasqon

JreKapcrBeHHbrx cpeAcrB. B pesyrurare sKcleprlr3Bl noATBepxIeHo coorBercrBr.re
KaqecrBa 36 ToproBbrx nafiNaenosaxui 36 cepr.rfi o6parqoa ycraHoBneHHbrM
Tpe6oBaHI,rtM, B oruorrreHr,ru 6 :roprorrrx HaI,IMeHoBaHLrft 6 cepuft o6pa3rroB B Hacrorrqee
BpeMr 3Kc[epTr.r3a He 3aBeprrJeHa.

IIo urorau [JraHoBhrx npoBepoK BlrraHo 5 npe4nucanuft, nporoxonrr o6
a.qMnHncrparr.rBHbrx npaBoHapyrrreHr,rrx He ooopMJrrJrr.rcb.

Pesymrarrr npoBepoK ropr,rAt,trlecKuMr,r JrurIaMH ne o6xarosar[cr.
OcnosaHr,r-f, 4rr npone4€aHbrx BHerrJraHoBbIx npoBepoK ga orqernrrfi KBaprurn roAa
B 4-lr rnaprare 2077 rcla npoBeAeuo 6 sHenraHosrrx [poBepoK. Ocnonanuenr 4lr

npoBeAeHr.rr BHerrJraHoBbrx npoBepoK rBJItJIocb l,IcTerreHr,re cpoKa r{cnolHeH}Is paHee

BbTAaHHO|O npeAnr4caH r.t'.
I4n(popvaquu o Bo3MoxHoft yrpo3e rpnql{Henut BpeAa xr43ur,r r,r 3AopoBbro

rpaD(AaH n 4-u rnaprale 2017 rola He [ocry[€ua, u BHerrJraHoBhre npoBepKr{ no AaHHoMy
ocHoBaHnlo He opraHlt3oBblBaJrr{cb.

Co6rrcAenue cpoKoB rrpoBeAeHubrx npoBepox
Ilpra npone4exr,rlr npoBepoK co6mo4exrr ycraHoBJrenubre npr,rKa3aMn cpoKr,r, B ToM

qncne rtpu xx npoAJren[u, uro 6uro o6ycronneno [poBeAeHlreM gKcneprlt3br KaqecrBa
oro6pauuux o6pasqoa ne(apcrBeHHbrx cpeAcrB.

I,Iroru otlopnaireHwr p$yJrbraroB npoBepo( u npnrrJrrr.rr Mep no rlot pe3yJrbraraM, B

TOM qI,ICJIe BOIIpOCbI O6XarOBaHUr pe3ynbTaToB npoBepoK ropr.rA[rrecKnMr4 Jrr,rrlaMr4,

trIl I.rrBuAy arbHhrM v [peAnpr.rHr,rMaTeJrrMr.r.

flo pesynrraraM npoBepoK o$opnanexrr axrsr. flo r,rroraM ruraHoBbrx npoBepoK
BbrAaHo 5 npe4nr.rcauafi, npororolrr o6 a4uurucrparr,rBHrrx npaBonapyueHfirrx He
COCTABJI'JII,ICb.

Pesyrrrarrr npoBepoK ropr.rAnqecKr{Mr,r Jrr4rlaMr.r He o6xarosarncr.
Peayltraru pa6our c 3urBJreHr4rMz ra o6parqenurMn rpaxAaH, coAepxaulr4Mz

cBeAeHr,rr o Hapyrxenrirl o6qgarerurGx rpe6oaanui, npuqlrHeur.ru BpeAa r4nrr yrpo3e
[puq]rHeHnr BpeAa xr,r3rrr.r r.r 3AopoBbro fpaxAaH

B 4-rra xeapran e 2017 ro4a paccMorpeHo 83 o6parqenr.rr lpaxAaH, B ToM qr4cJre no
BolpocaM, Kacarculr.rMcr KaqecrBa JreKapcrBeHHbx cpeAcrB 54 o6paqenr,rx.



12

Cnyrau npr,rMeueHr.rr Mep rrpoK)?opcKoro peampoBarrfit
HenpaBoMepHrrrrara 4eft crrulura Pocs4paanaA3opa

Mepu upoxypopcKoro pearupoBaur.rr B cBr3r.t c HenpaBoMepnrrura 4eficrauruu
Poc:4pannag:opa B orrrerHoM KBapriure He npr4MeHrJrucb.

Pa3r.rcuenral, fior)rqeHHbre Poc:4pannagsopoM or opraHoB [poKyparyphr, tiHhrx
rocyAapcTBeHHEIx opraHoB IIo BollpoculM, cBt3aHHhIM c ocyrqecTBJIeHIreM KoHTpoJIbHo-
HaA3opHoft .qerreJrbHocrr,r (a cryrae l,tx Hiuuqurr)

B cssgu c noJr)AeuHbrMr.r B orqerHoM KBaprare gxcrreprHblMr.r 3aK;rrorreHr4rMr,r
(Df5y (I4MII3yAOCMII) Pocagpaexa4sopa B ornorueHr.ru pe3yJrbraroB oKcreprlr3br
KaqecTBa JreKapcTBeHHhrx cpeAcTB c rreToM Tpe6oBaHnfi, ycTauoBJrerubrx nopuarznnoft
AoKyMeHTarlueft npor.r3BoAr.IreJrefi (MeroAfiK, pacqernrrx $op.yn, yKa3auH6rx pacxoAHbrx
MareprrarJroB r4 np.), B PocaApaBnaA3op nocryflnJro I pasrxcnenue Mr.ru:4para Pocclru,
Koropoe yqreHo Pocsgparua4soporu fipn noAroroBKe peureHm B orHorrreHr.rr{

4amnefiruero o6pau{eHr4r neKapcrBeHHoro cpeAcrBa: I nucrlro HarrpaBJreHo s @fEY
<I4MU3yAOCM[I) Pocagpanna4sopa Arrr yvera gannofi unQopvaqnu npr4 rrpoBeAeHnr.r

pa6or rto gKc[eprr,r3e KaqecrBa JrexapcrBeHxblx cpeAcrB.

Vrasannrre B aKT€x npoBepoK Tr{n}rqHble Hapy[IeHr4r o6sgareruHsrx rpe6oBaHr.rfi
B 4-nr raapran e 2017 roAa B xoAe rrpoBeAeHlit npoBepoK BbrrBJreHLr cJreAyrcrque

Tr.rrrrlqHhre HapyrueHr,rr o6r3arerbHbrx rpe6oBaHlrft 3aKoHoAareJrbcrBa n c$epe
o6pauqenu.r JreKapcrBenulrx cpeAcrB, Korop6re oT paxeubr B aKTax rrpoBepoK:

1) uapyruenurT pe6onanui rprdKa3a Mrannporraropra Poccr,ru ot 14.06.2013 Ns 916:
rrpoMLrrrrJreuHrrfi pernauexr Ha [pon3BoAcrBo neKapcrBeHHoro npe[apara He

aKryaJIu3IIpOBaII B cooTBeTcTBI4LI c TeXHOJIOTUqeCKI,IM npOUeCCOM IIpoLI3BOACTBa I,I

r4crronb3yeMbrnr o6opy4oaanl.reru;
noMerrleHne 4nx or6opa npo6 ne o6ecneq[saer 3arqr,rry or KoHTaMr,rH a\hu vl

neperpectrofi KouTaMriHarltlt,t ucxoAHoro cblpbt;
o6soprr [o KaqecrBy He coAepxar BhrBoAoB r{ 3aK;rroqeHr,rft, a rarxe BbrrBJreHr4t

renAenqufi 14 ycranoBJreHnr Bo3Molr(HocrLI yn) IureHI{t KaqecrBa flpoAyKq]ru yl

npor.r3BoAcTBeEHoro llpoqecca;
gTan npor,r3BoAcTBa JreKapcTBeHHoro fipeuapaTa ocyqecTBJltncfl rlptr

HeHaAnexauleM TeMneparypHoM pexnMe, He [peAcTaBJreHbr AoKyMeHTbr IIO aHalnr.r3y

pI,ICKOB AaHHOTO OTKJIOHeHI,I,I.

2) :aapyuueuw, rpe6onauui rpr.rKa3a Muu:gpana Poccan or 31.08.2016 Ne 646H:
He rrpeAcTaBneHo AoKyMeHTapHoe noATBepxAeHI.Ie orleHKr.r BO3MOXHbTX pr4CrOB

IIpu [epeBo3Ke neKapcTBeHHbrx npe[apaToB.
Mepu, npuHr4MaeMLre Poc:gpannag:oporr,r Nrr ycrpaHerllt napyurenr,rfi

o6rgar:emnrrxT pe6onaaufi, yK€BaHHLrx B aKTax [poBepoK
flo pesynrrararu 7 naanosrrx npoBepoK, sarepruenHlrx a 4-u rnapral e 2017 roaa,

BBrAaHo 5 npegnucanufi.
llo ucre.reHl4lo cpoKoB paHee BEIAaHHEIx rrpeArrvcaHrEi npone4eno 6 nnenranosrrx

AoKyMeHTapHLrx [poBepoK, B pe3ynbrare Koropbrx ycraHoBJreuo ycrpaHeHne cy6rexralrr.r
o6parqeHr.rr JreKapcrBeHHbrx cpeAcrB napyurenr,rfi o6rgarenbHhrx rpe6oaanafi, Koropbre
npeAcTaBirrrcT pr,rcK AJrr KaqecTBa [po.qyKrlr,[r:

B CB'3I,I C
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BrrqsreHnrre Hapy[eHns o5fl 3are,'u,Hllx
Tpe6oBrH[fi

{acrora
BbISBJICHl|fl

Hauuexonanne opraurrrarlrrn

B gorxuocrnofi lrHcrpyrrlr{fi reHepaJr6Horo

ar,rpeKTopa He npofl]rcaHa oTBeTcTBeHHocTL 3a

o6ecneqeHue peajrr.r3aqnH KoMnJrer(ca Mep,
HanpaBJreHHbrx Ha co6Jrl,oAeHUe ero pa6oTHHKatMH

flparur naA,rexarqefi [paKTr.rru,r xpaueHrrr u
uepeBo3Krr Jre(apcTBeHHbD( npelaparoB Nn
Meal{urrHcKoro IIpr,rMeHeHlrt

tt,t % AO <HuxQapv>
AO <Tarxuu$apMnpenaparbr))

B aorxsocrnoft rrncrpyxqsq rexepiulrHoro
AnpeKTopa He IlponxcaHa orBercrBeHHocrb 3a

tpapuaqenruvecryo cucreMy KaqecrBa rrpu
[por,r3BoacTBe JrerapcrBeH H bD( cpeacTB

ll,l vo AO <HuxQaprlr>
AO <Tarx rvQapMfipenaparLr))

B uapnpyrurx Jrr,rcrrx orcyrcrByer yKa3aHr4g craglrlt
B3BEUII,IBAHI{g UCXO.IIIIbD( BEIIIECTB

1l,1yo 3AO <O6nrnncrar xr,rMr.rxo-

rpapuaqenrr.rvecKar KoM[aurrr))
OAO <Kpacrbapua>

He rrpeacraBren o6:op rro oIIeHKe pllcI<oB,

BJrlffOrqrrx Ha KaqecrBo JreKapcrBeHHbx cpeAcrB
5,6% OAO <KpacQaprrra>

He npoBeaeHa aI<Tyanu3aqu.f, npoMbllnJreHHoro
pelnaMeHTa B cooTBeTcTBI{I{ C TeXHOJTO[rqeCKI,IM

npoqeccoM

5,6% 3AO <O6snncr:u xr.rMr,rKo-

QapuaqenruuecKalr KoMnuurn )

O6sopu no KaqecrBy Ire aKTyrurL3I,IpoBaHbI, He

coAepxar csereHnfi no BHecCHHbTM It3MeHeHI,rtM. lo(

aHaJrr,r3y, a TaKxe cpaSHI,ITeJIBHbx AarIHbD( IIO
fiOCTaBIIIIIKaM CI'Ipbt AJII CI'IHTe3a

5,6 0/o 3AO <O6nprncxar xnMr,rKo-

tlapuaqerravecKalr KoMnanr{r)

B gonxuocrnofi xHcrpyxrlr{}r reHepzrnbHoro

anpeKropa He ofipeaeJreHa o6{3anHocrb }"rBepxaeHus
aoKyMerrroB, B KoTop6D( peHriMeHTr,rpyorct nopc,uoK

coBeprrreHut pa6oruuralau Aeficrsuft flpr,r

ocyqecTBJreHr{rr xpaEeHH.f, Ir([nE) nepeBo3rur

JreKapcTBeHHblx npe[apaToB

5,6 Vo OOO <Ouela>

B Aorxnocrnofi lrucrpyKlllru 3aBeAyloqefi a[TeqHbIM
cKJraAoM He ofipeAeneHa oTBeTcTBeHrrocTb 3a paooTy

c lpa$curf uultpoB{ruHbnr,tn, HeAo6poKarrecrBeHHbIMIt
ra xourpatfaxrurlrrn JreKapcrBeHHbrMu rrpe[aparaMlt

5,6% OOO <Orr.re,ra>

B crangaprnoft onepaulronuoft [poueAype ro
npudnare He yrBepxAeubr 3arroJrHreMbre (popurr
xypnauroB, rrerHbrx .loKyMenron u $opu

5,6% OOO <Orrrera>

He npeqcranreubr AoKyMeHTr,r na o6opy4onanue,
r4cnonb3yeMoe Ens o6ecneqenrr xpauenrrt
neKapcrBeuubrx cpeacrB. rpe6youlux xpaHeHHr B

clxoM MecTe

5,6% OOO <Ouera>

Xpanenue JreKapcrBeHHbrx npenaparoB c pa3rfiqHbrM
cnoco6ou npnMeHeHr.r.r (nHyrpeunee, HapyxHoe) Ha

oAHOM nOA,4OHe

5,6 0/o AO <Tarxr,rru$apMn penaparbrD

B arre o6 ynuvroxerutr,r apxuBHlx o6pa:qor
JreKapcrBeHHbrx cpe.4cTB He yKa3ar{br cepuE
rpapuaqeerlrvecrux cy6cranr1ufi, noAnexar${x
).Hr.rrrToxeHItIo

5,6 Yo 3AO <O6ur.trcxar xr,rMuro-
r[apuaqenruuecrar KoMrranur))

Xpaneuue [oJryrrpoAyKToB AorrycKaercr B Kopn.4ope 5,6% OOO (TEBA))
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B uapurpyrurrx Kaprax orcyrcrByer unQopruaqru o6
oqr.rcrKe nouerqensfi u o6opy4oaanru or
rlpeabl{ylqero npo,qyl(Ta Ha craAr{r{ yuaRoBKx

5,6% OOO (TEBA>

B upororonax Bxoanoro KoHTpoJrr cy6crauqr.rfi
orcyrcrByer yK:Barrue coorBercrBylorqeft $acoarlr
cv6craHuuft

5,6 Vo OOO (TEBA))

O pesynrrarax npoBepoK Ha cafire Poco4paanageopa (py6pr4Ka (JleKapcrBeHHhre

cpeAcrBa)/pa3Aen <Hn$opuaquonnrre [[cbMa>) exeMectqHo pa3Merq&,rcb
[EoopMarluoHHbre rrftcbMa.

Bonpocrr [pI{MeHeHnr o6r3arerbHLlx rpe6oBaHflft B cl4creMHofi B3auMocBt3]i

fioJroxeHr.rfi pa3rr.rrrHsrx HopMaTLIBHbIx [paBOBbIX aKTOB (pa35tCHeHI4t POC3ApaBHaA3Opa

no BolpocaM BhutBJreHHErx Hapy[reHr.rfi [pxMeHeHI4r 3aKoHoAaTeJIBcrsa Poccrficxofi
(DeAeparlrEu B o6nacrlr co6rIoAeHI,It o6t3arenbubrx rpe6oBaH[[).

B csssrl c lroJryqeuHbrMlr B orqerHoM KBapraJIe sKcrIeprHEIMLI 3aKJrIoqeHI4tMI4

OfEy (I4MII3yAOCMIb Pocr4paaua4sopa B ornorrreHr.rr pe3yrrbraroB ercneprlr3ll
r(aqecTBa JreKapcTBeHHbrx cpeAcTB c r{eroM Tpe6oBaHI,Ii, ycraHoBJIeHHbIx HopMarI'IBHofi

AOKyMeHTarIr4eft [por,r3BoAr.rreJreft (MeroAI4K, pacrlerHhlx tbopNryr, yKa3aHHhIx pacxoAHhlx

Marepr.ranoB u trP.), B PocaApaBHaA3op nocTyIII4JIo I paSlxcxenr,re MuE3ApaBa Poccult,

Kacapqeecr Heo6xoAr,rMocrlr BHeceHIlq [poI,I3BoA[TeJIeM JIeKapCTBeEHOTO CpeACTBa

(Aepxarenervr perl{crpalluoHHofo yAocroBepeHnt) I'I3MeHeHIIi B HopMarllBnylo

AOKy!{eHTarImo.

Pasrrcnexux, [oJIf{eHHbIe Pocs4paruaAsopoM or opraHoB rlpoKyparyphl, I{HhIx

rocyAapcTBeHHbrx opraHoB no Bo[pocaM, cBt3aHHbIM C OCyUIeCTBJIeHLIeM KOH'rpOJIbHO-

HaA3OpHOfi AeTTeJIbHOCTLI

B caseu c noJryqeHHblMr4 B orrrerHoM KBapraJre 3KcrreprHbrMl,I 3aKJIIoqeHI,ItMtI

OfEy d4MII3yAOCM[> Pocs4panuagsopa B ornorxenl,Ir pe3yrlbraroB eKcneprll3Ll
KaqecTBa JreKapcrBeHHbrx cpeAcrB c yqeToM rpe6oBaHllfi, ycTulrIoBJIeHHhIx HopMaT[BHofi

AOKyMeHTarIrrefi npon3BoAr.rreneft (uero4LIK, pacqeTHLlx tlopuyl, yKa3aHHbIx pacxoAHLlx

Marepu€rJroB u nP.), u Poc:4panna.qsop [ocrynllJro I pa::rrcnenr.re Mnnaqpara Poccr.ru.

o neo6xo.quuocrr{ BHeceHlrr [por,r3BoAI4TeJreM JIeKapcrBeHHoFo cpeAcrBa (AepxareneM
pe[rcrparluoHHoro yAocroBepenr.rr) ugvenenrafi B HopMarI4BHyn AoKyMeHTaIIruo.

1.2. $eaepanutrft rocyAapcrgeNnrrfi rraA3op n c$epe o6pa[IeHut JIeKapcrBeHHbIx

cpeAcrB [ocpeAcrBoM co6rroAeHr.rs cy6beKTaMLI o6paIqeHIar JIeKapcrBeHHbIx cpe.qcrB
ycraHoBJreHrrbrx rpe6oBaHrrfi K yHl4qroxeHnro JreKapcrBeHHbrx cpeAcrB

Pealugaqnr exeroAHoro nnaua [poBepoK IopI,rA qecKr4x Jrl I ]r LT HAItBI,IAyaJIbHbIx

lpeAnpprHr4MaTerei 3a orr{eTHbrfi KBapT,ur roAa
B 4-rr.r xrapran e 2017 roAa nJraHoM npoBepoK Pocs4panna4ropa [peAycMorpeHo

flpoBe,ueHr,re 7 nlranosrrx [poBepoK. @arru.recxlr opraHLBoBaHo 7 npoaepox.
B 4-rtr r<napra.ne 2017 rola 3aBepueHo 7 manogrrx [poBepoK.
Peryrurarrr npoBepoK ropr,rAnqecKr.rMrr Jrr.rrraMri ne o6xaaonaaucr.

Topronoe HalMeHoBaH[e
JreKapcTBeHHoro IIpeIIapaTa

HalsaHue trpoIt3BoArrrelrfl r crpalra rIoxararelr
HECOOTBCTCTBI{fl

Beprlrnpnn@ 20, ra6:re'ncx 20 rtlr 10

rrrr., (oHr)?Hat .rqeftrosat yrlaxoB(a
(3), naqra xaproqHat

Bepmr-Xelal Af , fepvaunr O4nopo4nocrr
ao3fipoBaE}Is
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OcnosaHut AJII [poBeAeHHhIx BHenJIaHoBbx [poBepoK sa orqerHrrfi KBapr€t"Jr roAa
Bnenranosrre npoBepKr{ rro AaHHoMy Br,rAy KoHTpoJu B orqerHoM KBapr€ure He

IIpoBoArrJrr.rcb.

Co6moAenue cpoKoB [poBeAeHHEx rrpoBepoK

flpn npone4enau [poBepoK co6rrogenrr ycraHoBJrexHbre rrpr.rKa3aMt4 cpoKr.r.

I,Irorur o$opnrJreHr.rrr pe3yJrbraroB [poBepoK lr upnurrmr Mep no rlx pe3ynbraraM, B
ToM qucJre Bolpocbl o6xanoBaHr.lr pe3yJrbraroB npoBepoK ropxAr.rqecKr.rMr.r JrlrrlaMr.r,

I,IHAI,IBUAY{INLHbIMI,I NPEANPlIHIIMATCJI'MI,I

llo peoynrraraM [poBepoK oSopnrneuu axrrr. flo I,IToraM [JIaHoBbrx [poBepoK rro

AaHHoMy Br.rAy KoHTponq e 4-N{ KBapraJIe 2017 rola HapyIueHI,Ifi o6sgaremnrrx
rpe6oBaur.rft He Bbrf,BJrrJlocb, I4 rrpeAfll,r can A He BbIAaBaJI]rcb. Pesyrurarrr npoBepoK

roplrAtFlecKLrMr.r Jrr.rrlaMr,r He o6xaJloBaJll4cb.
Pesymrarrr pa6orbr c 3IuIBJIeHITIMLI I4 o6pauIeHI,ItMI,I rpaxAau, coAepxauILIMLI

cBeAenr,rq o HapylreHl{Lr o6ssareruHux rpe6onauui, npwr{HeHI,II4 BpeAa IIJI}r yrpo3e
npEqI,IHeHur BpeAa )Kr43Hu I,I 3AOpOBbIO rpa)KAaH

B 4-v rnaprate 2017 ro4a o6parqexl.rt rpaxAaH, Kacalo[${ecq AaHHoro BI,rAa

KOHTpOJTT, He ITOCTyIIZIJIIT.

Cnyuau [pr.rMeHeHlit Mep npoKypopcKoro pearupoBaHl'It B cBt3[r c
He[paBoMepxrrlru Aefi crsutur.r Pocr4paanaA3opa

Mepnr npoxypopcKoro pearuIpoBaHl,I{ B cBt3lr c HerIpaBoMepHhIMtr 4eicrnuxult
Poc:gparuagropa B orqerHoM KBaprane He [puMeHtnlrc6.

Pa:rrcnerux, rroJlfrenHble Pocs4panna4ropoM or opI'aHoB flpoKyparypbr, uHblx

rocyAapcTBeHHbrx opraHoB IIo BoupoczrM, oBT3aHHEIM c ocyrIecTBJIeH[eM KoHTpoJIbHo-

HaA3opHo[ ,uetreJlbHocrh (n cnyvae ux ualtvur)
3anpocrr Pocs4paona4sopa B opraHEI npoKyparypbl, Iurble rocyAapcrBeHHble

opraHbr no BorrpocaM, cBt3aHHbIM c ocyulecTBireHl4eM AanHoro BI'IAa KoHTpoJI.fl, B

OTTIETHOM (BAPTAJIE HC HANPABJI'JII,ICb.

Yragannrre B aKrax npoBepoK rr.rruqHsre HapyureHr4t o6{3arerbnLrx rpe6onanr.rft
flo pesynrraraM [poBepoK o$oprr.r.ireurr axtrr. flo I,IToraM rulaHoBblx npoBepoK no

AaHHoMy BnAy KoHTporr n 4-u KBapraJre 2017 ropa uapynenui o6qgaremrrrx
rpe6onanr.rfi He BhItBJItJIocb.

3) Meprr, rpr.rHuMaeMbre Pocsgpanna4sopov AJrt ycrpaHeHllt uapyuenrfi
o6ssaremHHx :rpe6oaanufi, yKa3aHHbIx B aKTax npoBepoK

PocrgparnagsopoM npeAnr,rcaHr.rf, rro AaHHoMy B[rAy KoHTpoir s, s 4-u xr,aprwre 2047
roAa He BbrAaBuIJlI'ICb.

Boupocu flpr{MeueHr.rr o6xsaremHrrx rpe6orannfi n cucrenanofi B3ar.rMocBt3lt

noroxenraft pa3Jrr.rqHhrx HopMarr4BHbrx npaBoBhlx axror (pasrrcnenr.Ir Poca4paBrraA3opa
no BorlpocaM BburBJreuHhrx napyrueuufi [pnMelreHlrrr 3aKoHoAareJrbcrsa Poccuficroft
@e4epaur.rr.r s o6racru co6no4eHnr o6xgarearxrrx rpe6orannfi)

Pa:rscnenr.rs Poca4parnag:opou B orHolueHlrn o6sgaremHrrx rpe6oraxufi,
perynupyroqux yHr4qToxeHue JreKapcTBeHHbrx cpeAcTB, B oTqeTHoM KBapT€ure He

HaIIpaBJItJtI,ICb.

Paslrcuenua, noryrrexubre Poca4panxa4aopoM or opranoB npoKyparypbr, nH6rx
IOcyAapcTBeHHbrx opraHoB IIo BoIIpoc€lM, cB{3aHHbrM c ocyqlecTBneHr.reM KoH'rpoJrbHo-
na4ropnofi Aerrerbuocrr,r



_to

Pas6rcneur.{r or opraHoB [poKypar]?hr, rlnhrx rocyAapcrBeuHhrx opraHoB B

oTHorrreHr.ru o6qgareJlrHrrx rpe6oranlti, peryJrupyroqux yHr{rtToxeHr.re neKapcTBeHHbrx
cpeAcTB, B oTqeTHoM KBapraure He [ocTynaJrr4.

1.3. Qe4epaaurrft rocyAapcrseHHHfi HaA3op n cQepe o6paqenr.r-r JreKapcrBeHHhrx
cpe.qcTB nocpeAcrBoM opraHlr3aqr{rrr r{ [poBeAeHr.rr [poBepoK co6rn,4enra-a cy6rexraltr.r
o6parqenrax JreKapcrBeHHbrx cpeAcrB ycraHoBJIeHHEIx rpe6onanuft x 4ox.rv nrEqecKr4M

I4CCJIeAOBaHLI'M neKapCTBeHHbIX CpeACTB, KJILIHLIqeCKLIM t4 CCJIeAOBaHLI'M JIeKapCTBeHHbIX

npenaparoB
Peanuoaqur exeroAnoro lJrana [poBepoK ]opllAr4qecKlrx JIIIII [I xHArrBrrAya[lHbrx

[peAlpr,rHr4MaTeJrefi 3a otqeturrfi KBapTEUT roAa
Bcero sa 4 raaprar 2077 rola rro AaHHoMy BI,IAy HaA3opa Pocs4parna4soporr,r

rpoBeAeHo l8 nponepox.
Coruaoro exeroAHoMy nnaHy KoHTpoJILHo-HaA3opHhIX rraeponpu-arui

Pocs4panuagsopa, B 4 KBaprane 2017 rola no .qaHHoMy BLIAy HaA3opa upeAycMorpeHo
npoBeAeHrie 8 nragogrrx Bhre3AHbrx rrpoBepoK, LI3 Korophlx Saxrnvecxra oprann:orano 8

lpoBepoK. Ha xoueq orqerHoro [epnoAa 3aBeprrreHo 9 nranosHx BbIesAHbIx npoBepoK,

BKrroqar I nporepry npeAblAyurero orqerHoro nepfioAa,
B 4 rnapran e 2017 rcAa flpoBeAentt 6 BHeIJIaHoBbIX AoKyt'IeHTapHux n 3

BHerrJraHoBbte Bhre3AHhre rrpoBepKH B paMKax KoHTpoJIt IIo IICIIoJIHeHLIIO paHee BbIAaHHLTX

npegnucanNfi Poce4parnag:opa. OcHoBaHI'IeM AJII npoBeAeHI,It Bcex BHemIaHoBbIx

npoBepoK rBJrrJrocb ncTeqeHl,Ie cpoKa llcnonHeHl,It rcpuALtqecKI,IM nItIIoM paHee

BbTAaHHOTO [peAnrrcaHl,It 06 ycrpaHeHl,Ira xapyurenr.rfi o6ssarerlHlx TpeooBaHuft .

Co6nroAesve cpoKoB rIpoBeAeHHbIx [poBepoK
llpu npore,qerul4 lrpoBepoK co6rloAeubl ycraHoBJIeHHbIe npI,IKa3aMI'I o [poBeAeHuu

r,r QeAeparbHbIM 3aKoHoAareJIbcrBoM cpoKl4 [poBeAeHI4t npoBepoK.

I4roru oilopruneHl4t pe3ynbraroB rlpoBepoK It [pIlHrITI{t Mep no ux pe3ynbraraM, B

ToM qLrCJre BonpOCbI o6NaIOsaH -fi pe3ynbTaToB [pOBepOK IopU,4rl.IeCKLIMI{ JII{IIaMI,I,

I,IH.qITBUAYTIJIbHhIMI,I IIPEAIIP I,IHI4MATEJI'MI,I

flo pe3yJrbraraM KoHTpoJIbHo-HaA3opHbIx ueponprlrrvfi Pocrgparnagsopa
oSoprr,menrr aKTLI npoBepor. Hapyureru.rr o6qgaremHrrx rpe6oranufi B paMKax AaHHoro
Br4Aa Ha,u3opa ycrauoBJrerbl s 8 npoBepeHHbrx MeA[IIItHcKtIx opraHI,I3aII[tx,
ocyqecrBJtflrorqux npoBeAeHr4e Kjrr,rHtlqecKr.rx rrccJleAoBaHnfi JIeKapcTBeHHhrx flpenapaToB

AJrr MeAr.rqr,rHcKoro flpuMenenufl u I opraxusaquld, ocyulecrBJltloqeft opranfi3artrruo

flpoBeAenrrr AoKJrr.rHr,rqecKr{x r4 KJrr4xrrrecKr4x r.rccJleAonanufi nerapcrBeHnhrx npelaparoB
AJrr MeAr4rlr,rHcKoro nplMeHeHr.ur. llo pe3yJrbraTaM KoHTpoJrbHo-HaA3opHrIx Meponpu{Tllfi
BbrAaHo 9 npe4nracanufi o6 ycrpaueulrrr BbItBJIeHHbIx uapyurenafi. Pesymtarut npoBepoK
ropfiAr.rqecKxMI{ JILTIIEIMT{ ne o6xanosarucr.

Pesymra, rr pa6o'ru c 3arrBJreHr.rJrMu Lr o6paqeu[rlMl,r fpa)I(AaH, coAepxaurr.rMr.r

cBeAenrrr o HapyrreHr.rri o6rgaremnrx rpe6onaxufi, flpuqLIHeHLIn BpeAa tlnr,r yrpo3e
Ilpuq]rHeHltr BpeAa ]Kr43Hr4 r,r 3AopoBbro lp€DKAaH

B 4 rraprane 2017 ropla paccMorpeHo 3 o6parqenun fpaxAaH, us xoroprrx a 1

o6parqenuu coAepx(urJrr,rcb cBeAetr,rr o Bo3MoxHoM HapyrrreHr,ru o6rgaremrrrx
T pe6orauui n Bo3MoxHoM npu'rvnenuLr BpeAa xr.r3nr.r r.r 3AopoBbro fpaxAaH,
)AacrByroqfix B K;ruuliqecKr.rx rrccJreAoBaHra-ax. Marepua.nbr AaHEoro o6paqeuur 6rrru
HanpaBneHbr B Teppr.rroprraJrburre opraHhr Pocs4pauragsopa Anr pe[reHr,rr Bonpoca o
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rrpoBeAeHr,r[ KoHTponbHo-HaA3opHbrx

Pocs,qpasHaAsopa.
MeponpurrTr,tr4 paMKax (oM[eTeHIILItr

Crrytau npr,rMeHeHr.rs Mep fipoKypopcroro peanrpoBaur4q B cBr3r.r c
HerrpaBoMepHrruu gefi crnuxvu Poc:gpaenaA3opa

Mepu nporypopcKoro pearupoBanr{r B cBr3u c HenpaBoMepuuuu 4eficrru-arralr
Poc:4parnag:opa nplr ocyqecrBJreHr.ru AaHHoro Br,rAa HaA3opa B orqerHoM KBapr€ure He

lplMeHrJrr4cb.
Pa3r.rcueuux, [oryqeHshre Poco4paana4aopoM or opranoB npoKyparypbr, rlHbrx

rocyAapcTBeHHblx opraHoB IIo BoIIpocEtM, cBr3aHHbrM c ocyulecTBJreHr.reM KoHTpoJIbHo-

HaA3opHofi AerreJrbHocrr.r (a crryrae ux naln.rur)
3a oT qe:rnrrfi nepnoA parbflcnenvir He flocryrl€uo.
Yragannue B aKTax npoBepoK Tr4nuqubre Hapy[reur.rr o6qgareruHux rpe6oBaHl.rfi
B 4 rnaprane 2017 rola rro AaHHoMy BLIAy HaA3opa 6rrnr.r srrqBreHbr Hapyuexr4s

o6r3arerEHbrx rpe6onarurfi, ycraHoBJlexHhre @e4epanrnbrM 3aKoHoM or 14.04.2010 Ns

61-@3 (06 o6parleH[n JreKapcrBenHblx cpeAcrB) I{ peruraMeHrl,Ipyrculle AetreJlbHocrb
MeAnrllrHcKr,rx opfaHl,I3arluu IIo:

I . npone4ennro KJrr.rHr,IqecKLx [ccJIeAoBaHLIE neKapcrBeHHblx npenaparoB AJII
MeAnqr,rHc(olo [pI{MeHeHLIt :

y MeAr.rqI,IHcKoft opraHl43arrr4rl orcyrcrByer cBuAereJlbcrso o6 aKKpeAI{TaIItr}r Ha

flpaBo [poBeAeHI4JI KJIHHITqeCKLIX UCCTeAOSaHItfi JTeKapCTBeHHbIX npeflapaToB AJI'
MeAr.rquucKoro flpuMeHeHlrf,, BbIAaHHoe yfloruoMoqeHnurr,r Qe4epanbHhlM opraHoM

I4CIIOJIHI,tTEJIbHOfi N.IACT:U:

pyKoBoAuTeneM MeAuIILTHCKOfi opraHI,r3aqHLI He o6ecneqexo cBoeBpeMeHHoe

Ha3gaqeHr,re r.rccreAosa:rer.f,/co-rccneAoBarent, flpl{HtrMtuoulero ) Iacr[e B IrpoBeAeHI{I'I

KJIIiHI,IqeCKOTO I.ICCJIeAOBaHI4,I;

pyKoBoAnreJreM MeAr.IqI{HcKofi opraxr.rsaqul B cpoK, He rlpeBbllrlalorqni T pex
pa6ouux Anefi co AHr Haqara [poBeAeHr{rl KJrLIHI4qecKoro uccJreAoBaHaf, JleKapcrBeHHoro

npeflapaTa AJrr MeAI{qLIHcKoro npI,IMeHeHI4q, He o6ecneqeno coobqeHl'Ie 06 gToM B

ynonrououennui $e4epaaluufi opran LIcnoJIHI{TeJIbHoft r.racrkt, nrr4anuufi
pa3perrreHr,re Ha npoBeAeHLIe raKoro r4ccJIeAoBaHItt, rro ycraHoBJlexuoft nu $oprrae;

He o6ecne.reHo o3HaKoMJreHr.re uccJre.4oBareneft u colrccJreAosarerefi ,TeJreI4, BOBJreqeHHbrX

Bepcuefi 6pouropuB rrpoBeAeH[e KlrlturlrlecKoro uccJIeAoBaHI{t, c a(TyanbHoft
LICCJIeAOBaTeJI' I'I ApyrI'IMn MaTepI'IaJIaM[ 9TOrO IICCJIeAOBaHI'I{'

2. co6rnogenuo [paB rraqueHToB, yqacrByloq]il B KJIItHLIqecKoM I,IccJIeAoBarrnI{

JreKapcTBeHHoro npe[apaTa AJI{ MeAr.rql{HcKofo IpI,IMeHeHI,TJI:

laqr.reHT vrIrvl ero 3aKoHHbrfi npe.qcTaBlltTenb He 6ul cBoeBpeMeHHo

npoun$opvllpoBaH B nxcbMennofi Qoprrre, B ToM qLIcJIe B cBt3x c BbD(oAoM o6nosrennsrx
BepcELI AOKyMeHTOB KJrr,rHr,IqeCKOrO lICCJIeAOBaHr,rr neKapCTBeHHOrO fipefiapaTa AJI'
Me.qnrlr4ucroro flpr,rMeueunr, o 6e3olacnocrn JreKapcrBeHxoro npenapara Nrfl
MeArrqr.rxcKoro flpnMenenrrt, ero oxllAaeMofi srf ([exnrenocr]t r.r crerreHn pncKa AJrt
laqrreHTa Lrlvrlrtr oo ycJroBr,rflx yl{acrufl, [aIII4eHTa B KJrrrHr.rqecKoM lrccJreAoBaHr.Ir4

neKapcTBeHHoro npenapaTa AJ].'I MeAr,rrII4HcKoro flpr,rMeHeHl,rr.

B 4 reapran e 2017 roAa rro AaHHoMy BI4Ay HaA3opa BhurBJreHbr Hapyrueurrt
o6sgareruHrrx rpe6oeaHrfi, ycraHoBrreHHbre rrplrKa3oM Mrans4pana Poccuu or 0l.04.2016
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Ne 200H <06 ymepx4eHl4ll [paBLI!'I na4aexarqefi r<nunuqecxofi [paKT[Kra)) (ganee -
flpaer.rna) B qacrrx, pernaMeHTr.rpyrou$rx:

1. 4errenrnocrr JIoKtuIrHoro (nesarucutuoro) etuqecroro KoMr.rrera rueauuuncxoft
opfaHr.r3arll,In:

loraalnrrfi (uesanncuurrfi) sruvecxr.rfi KoMr{Ter He ocyrqecrBJuler AerreJrbHocrb B

cooTBeTcTB[r{ c yTBepxAaeMhrMr,r r,rM cTaHAapTHhrMr4 onepaqnoHHbrMr,r nporleAyp€lMr,r, B

ToM qlrcJre ne s norHofi Mepe ocyulecrBJrrer cBoro AetrenbHocrl, nr.r6o e MeAr.rqr.rucKoM

frpexAeHrlr.r He parpa6oranu coorBercrByrolue cranAaprHLre onepaquoHHrre
nporleAyphr, coAepxaq[e rpe6oBanr.rr K cocraBy r.r xnaau$rraquri qJreHoB, cregennx o6

frpeAnreJre, fiopfiAoK opraur,r3arluu fipoBeAeu[r sace4asuit KoMurera,

AOrq/MeHTOB v nPIrIJUTnfl nO HIiM peUreUl.tfi;

roranlnlrfi (nesanucnrr.rri) err.rvecrufi KoMr,rrer paccMarpr.rBaer
perrreHnr Ha ocHoBaHlrr{ HerroJrHoro flepeqHr AoKyMeHToB Kj 4HriqecKr.rx

ycraHoBJreuHoro flpannnavn;
loxalrnrrft (uesanrlcunarrfi) sruvecxafi KoM[Ter ne o6ecneqrBaer xpaHeur,re

AOKyMeHTOB, CB.r3aHHbrX C npOBeAeHI,IeM KnLIHI4qeCKOTO IICCJIeAOBaIlIdfl, B ToM qI'IcJre B

TeqeHI4e Tpex ner flocJle 3aBepIleHI,It KJrr4Hl{qecKoro IlccJIeAoBaHInf, .

2. opranutalJ':aLo pa6orrr uccJreAoBareJlt :

B XOAE IPOBCAEHII' KJII4HI,IqECKOIO I,ICCJIE.IIOBAIII' OTBETCTBCHHbIM

LIccJre.rIoBareJreMAIreHaMu r.rccJre,{oBareJlrcxofi rorr,ran.qbl rre o6ecueqeno [oJIHoe rr

AOCTOBepHOe BeAeHrre AOKyMeHTOB KJII4HT,IqeCKOTO [CCJIeAOBaHnt, BKJIIOqat 3A VCV Ha

6ynaaxHrrx, 3JIeKTpoHHhIx I{ I,IHbIx HocureJltx, Koropble onlchlBalor MeroAbr,

opraHlr3arluro u \unl4) pe3yJlbrarbl KJrr.tHr.IqecKoro [ccreAoBaHl4q;
B XO.{e npoBeAeHl{t KJII.iHHIIeCKOTO UCCTeAOBaHU-'

uccJle.IloBareJlelr/.ulena\4[ rlccJle,uoBareJncroft rouanArr ne o6ecne.reHo

arryanruofi nepcuefi 6poruroplr EccJreAoBareJlt, nporol(oJloM I,I ApyrurMll AoKyMeHTaMLI rI

AaHHbIMll, r4MeK)IIIHMtl OTHOIITeHITe K npOBeAeHUIO KJIITHIIqeCKOTO IICCJIeAOBaHI,I'.

3. Aesremsocrb opraHn3arllru, ocyqecrensrcqefi opraHIBaIIfiIo npoBeAeHLIJI

KJII,IHIIqECKOTO I4CCJIE,IIOBAHI,I' :

npr4 npoBeAeHr.rr4 Krr.rHuqecKoro uccneAoBaHI,I{ He ocyuIecTBJIeHo BHeApenue !r
flogepx(aHt.re cr.rcreM o6ecneqenrr r.r KoHTpoJrt Kar{ecrBa npoBoAI,IMofo EccJIeAoBaHLIt B

cooTBeTcTBr,rr4 co cTaHAapTHbrMr.r onepaquoHHElMlr npoIIeAypaMLI opraHl43aTopa;

ne o6ecne.{eHa He3aBl,Icr.rMtur or MoHr.rroplxra orIeHKa coorBercrBur npoBoAl4Mbrx

Klrr.rHuqecKr.rx t{ccreAosaHltft lporoKoJry r.rccJleAoBaHr.rq, craHAaprHbIM onepaq[oHHbrM
nporleAypaM opraHr{3aropa u rpe6oraHurM 3aKoHoAareJrbcrBa Poccuicrofi Oe4epaqr.rlr
o6 o6paruenurr JreKapcrBeHnbrx cpeAcrB (ay.unt KJllrHlrrlecKoro uccre4onaxru);

He [oJrf{eHo noATBepxAeur4e roro, qro JroKaJrEHbre (nesanuculrue) trnvecxue
KoMurerhr MeA[r{r.rHcKr,rx oprann:aquft, B Koropbrx rrpoBoAr.rJrucb Krl,IHr,rqec([e
I,rccJIeAoBaHut, opraun3oBaHu u gefictuylor B coorBercruuu c flpanzlaulr na4lexarqefi
KJII{HIIr{eCKOIi [paKTriKH.

Meprr, [pr.rHuMaeMbre Poco4parna4eoponr Ana yc,paneHr4r xapyrueuuft
o6rgare.nlnlrx rpe6oaanrafi, yKa3aHubrx B arTax npoBepoK

B qerqx npeAyflpex(Aeur,rlr Hapyruenraft rcpu4r,rvecKr4Mr.t Jrr{rlaMr.r o6seareruHrrx
T pe6oaannfi, ycrpaHeHr4r [p[rrnn, Qarropon r.r yclonuft, cnoco6crryroqnx HapyrreHr4rM

paccMoTpeHut

E rrpr.rHr.rMaeT

uccae4ooanuft,

OTBETCTBEHHbIM

o3HaKOMreHUe C

o6rgarelrnrrx rpe6oeauuft Pocs4panua4sop ocynlecrBnrer Mepoflpurrr,rr no



rrpo$t,tnaKTuKe Hapyrxenrifi o6sgarearurrx :rpe6oaannfi B coorBercrBr.ru c exeroAHo
yrBepxAaeMoft nporparrarraofi npo$unarrlrru napyureur.rfi .

B rleJrrx npo$unaxruxn napyurenr,rf o6rgarenrnux rpe6onaurnft
Pocr4panna4aopoM rro AaHHoMy BnAy (ourpoJrr ocyqecrBJrrercx r.rn$opMr,rpoBaHr.re

IopliAlrrrecKnx Jr[rI rro BorrpocaM co6rroAeur,rr o6r3arerbHLrx rpe6onaar.rfi [ocpeAcrBoM
opmHr.r3arluu lr yqacrur r ron$epexqutx u ceMlrnapix, nocBrrq€nnurr,r BoupocaM
lpoBeAeHr.rr AoKJrr4Hr.rqecKr.rx ra KJrr4Hr,rqecKI,IX uccJIeAoBaHI,rr neKapcrBeHHbrx [penapaToB

AJrr MeAr4rluncKoro npr.rMeH er'vrt, c o6cyxgenraeu rllnl4rrHbrx napyurenrft, Bblf,BJueMhrx B
xoAe [poBeAeHr,rr [poBepoK. B oT.{erHoM nepr4oAe 6ruo npnn-aro yrac, ne r 4
TeMarltqecKr.rx ron$epenqurx r.r ceMr4uapax c AoKIaAaMn.

Ha oSaquaaurorvr caftre Pocs4panna4sopa e)KeKBapr€rnbHo pa3Melqalorct cBeAeHLrrI

o pe3yJrbTarax rrpoBeAeHHEIx KoHrpoJlbHo-Ha"q3opHblx Mepo[pI4tTI,I[.
4. $e4epalrHbrfi rocyAapcrBeHHblfi lraA3op n cQepe o6patqeuur JleKapcrBeHubrx

cpeAcTB nocpeAcrBoM opraHLI3aqLII4 I4 npOBeAeHI,It qapMaKOHaA3Opa

Pearusaquq exeroAuoro flnaua rrpoBepoK Iop[AI4qecKI{x Jlrrq u IrHALIBIiAytuIbHbIx

lpeArrpnHlrMareJrefi 3a orqernrrfi KBaptur roAa
He npunaenretcr
Co6mo4enue cpoKoB [poBeAeHHhrx [poBepoK
He npnuenrercx
llroru oQopvJrexnr pe3yJlbraroB npoBepoK It npl4Hlrrlr{ Mep rro trx pe3yJIETaraM, B

ToM qucJre Borrpocbl o6xaroeaHllt pe3ynlTaroB npoBepoK ropl4AxrrecruMr't JIr{qaMI'I'

LIII Ar4BId Ay aJTbHLIMLI [peAUpI,IHItMaTeJI.fi Mr4

He npurrlenxetcr
Pe:ymarur pa6orrr c 3€uIBJreHLIrIMr Lr o6paqenutMn rpuDKAaH, coAepxaql'IMu

cBeAeufir o HapyrxeHvl{ o6qgareruHrx T pe6onaruri, uplFII,IHeHI,Iu BpeAa }rJII'I yrpo3e

lpLIqHHeHUt BpeAa XI,I3HI'I L 3AOpoBbIO rpaXAaH
B 4 xnaprane 2017 r. paccMo'rpeno 2l o6paIrleHl're rpaxAaH, r'I3 Koropblx 6

o6paruenuft coAep)KaJrn cBeAeur.rr o Bo3MoxHoM HapyIueHItIt o6qgarelrnux rpe6oBaHnfi

I,T BO3MOXHOM IIPUqI{HEHUI,I BPEAA XI,I3HI,I I4 3AOPOBbIO TPUI)KAAHI4H. fIO PESYTTTTATATT'T

paccMorpeHl,rt AaHHbIx o6paqenrft cAeJrauo cneA]'Ioqee:
s 5 cryrarx y 3€urBurenc 3arrporueHa AorIoJrHHTeJIbnaa neo6xo4Lur,rax unQoprr,raqnr

AJrr paccMorpeHr.rr Bonpoca npoBeAeHl4t Pocs4panna4eopoM KoHTponbHo-HaA3opHbIx

rraeponpr.rrrnfi;
a I cnyrae o6paulenr.re HalpaBJreHo B Teppl{Topl{€unurft opraH Pocs4paenag:opa

AJrr peureHr4r Bonpoca o upoBeAeHr{LI KoHTpoJIbHo-HaA3opHbIx ueponpurulfi B paMKax

KoMnereHrllrlr Poc:4panna4sopa.
Cnyvau nplrMeHeHrlr Mep npoKypopcKoro pearuIpoBaHl,It B cBr3n c

HenpaBoMepuurulr geicrnnxrux Poc:gpannaA3opa
He npxrvren-aercr
Pasracnenlu, floJrf{eHnbre Pocs4parnagsopoM or opraHoB rlpoxyparyphr, r.ruhrx

rocyAapcrBeHHbrx opraHoB IIo BonpocaM, cBr3aHHbrM c ocyqecTBJreHI,IeM KoHTpoJrbHo-

na4eopnoft AerreJrbxocru (a cnyvae ux nwruuut)
3a o'rqe:rnrrft flepuoA pa:r.rcnenuft He rrocryflEuro.
5. Bu6opovrrrft rourpo.nr KaqecrBa neKapcrBeHHbrx cpeAcrB Art MeA[utrHcKoro

NPI,IMEHEHI,I'.
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Pearusarltl.r exeroAHoro rrJraHa [poBepoK ropuAxqecKr,rx nt,ru x rlHAr.rBrrAyaJrlubrx
npe.qflpr4Hr{Marenefi sa orqerHrrfi rnaprar ro4a

Ha Aaasufi Br.rA Kou'rponr He pacnpocrpaHrrorcq rroJroxeHr.rr @e4epaaluoro
3aKona or 26.12.2008 Nb 294-@3. Bu6opovmrfi ronTpom KaqecrBa rreKapcrBeHHsrx
cpeAcrB B coorBercrBr4rl c npr{Ka3oM Poca4panna"qsopa ot 07.08.2015 Ns 5539 BKrroqaer
s ce6q:

l) o6pa6orry cseAeHui, s o6rgareruHoM [oprAKe npeAocraBJurelaux cy6lexrarrau
o6paqenr.rx JreKapcrBeuHblx cpeAcrB, o cepnt'x, naprlrtx JleKapcrBenHhrx cpeAcrB,
rrocryrrlrroqlrx B rpoKAaHcxr,ri o6opot s PoccuftcKofi @e4epaql.ru;

2) or6op o6pasqon rreKapcrBeHHbx cpeAcrB y cy6rexroa o6parqenlu
JleKapcrBeHHbrx cpeAcrB B rIeJrD( [poBeAeHLIJI ucnrrrauufi Ha coorBercrBue tpe6oranrurr,r
nopuarunnofi AoKyMeHTaIIru,I ;

3) npNarrr.re no pe3yJrbraraM rrpoBeAeHHbrx ncrrbrraHr4fi peurennr o Aamnefiurerr,t
rpDKAaHcKoM obopore coorBercrByrcrqero JleKapcrBeHHoro cpeAcrBa;

4) npunrrrae ynoJrHoMoqeHxunr Qe4epa.n6HbrM opraroM r.rcnoJrHr.rremnofi uacrra
perrreHr.r{ o [epeBoAe JreKapcrBeHHoro cpeAcrBa ua nocepuinrrfi arr6opovnrrfi ronrponr
KaqecTBa JreKapcTBeHHbrx cpeAcTB B cryrrae [oBTopHoFo BbItBJIeHlIt HecooTBeTcTBrd

KaqecrBa JreKapcrBeHHoro cpeAcrBa ycraHoBJIeHHbtM rpe6oeaxurv u (npn
neo6xoAutr.rocrr.r) o nponepre cy6rexra o6paqexr,ra JIeKapcrBeHHLIx cpeAcrB.

3a 4-it KBapr€Irr 2017 rorc r PocrgpannaA3op nocrynltJll{ cBeAeHLIs, or 417

opranraaqnft o Bhrrryc(e B rptuKAaHcl(t,tft o6opor 74054 cepuir JIeKapcrBeIrHbIx cpeAcrB.

3a orqeurrrfi KBaprzIJI Pocs4panna4:opotr,t:

npoBeAeH o6op 2056 o6pa:qon JIeKapcrBeHHhIx cpeAcrB;

loATBepx.qeHo coorBercrBlre ycraHoBJIeHHbIMtpe6oraxrulr K KaqecrBy B

orrro reHr.r[ 3 146 o6pasqoB JIeKapcrBeHHbIX cpeAcrB;

flpr,tHrro 59 peurenui 06 r.r36flTr.r[ rr yHl,IqroxeHr.rlr 29 ropronrrx naunrenoeaHl,Ift 53

cepufi ne4o6poKaqecrBeHHblx JIeKapcrBeHHhIx cpeAcrB;

na noceprafirrrfi rrr6opouurrft xoNrporu flepeBeAeuo 7 ropronrrx naurr,renogannft

JreKapcTBeHHbIx cpeAcTB;

cnrro c nocepzinoro arr6opovnoro KoH'rpont 8 Toprorrrx HaIlMeHoBaHI4t

JTeKapcTBeHHLIX CpeACTB.

OcnosaHr,rr AJrfi npoBeAeHHlrx BHe[JIaHoBLIx npoBepoK ga orqerxrrfi KBapraJr roAa
Ha 4annrrfi Br.rA KoHTpoJu He paclpocrpaHtlorct lroJloxeHv t (De4epanruoro

3aKoHa or 26.12.2008 Ns 294-O3, B cBt3I,I c erI,IM BHeIIJIaHoBbIe npoBepKI,I B ofiernoM
KBapT€Ure He rrpoBoAl{nr4cb.

Ha ocnosaur.rn [yHKra 14 llopr4xa ocyulecrBneHr,rr nu6opovnoro KoHTpont
KaqecTBa JIeKapcTBeHHbrx cpeAcTB AniI MeAI4IIT{HCKOTO npI,IMeHeHLIt, yTBepXAeHHOTO

npnKa3oM Pocs4panna4sopa or 07.08.2015 Ns 5539, n cBr3r, c rorrf{exlreM o6paqenufi
rpaxAaH, Kacarculuxcf, Bo3Mo)KHLrx otx;rouenuE B KaqecrBe JreKapcrBeuHblx cpeAcrB tI
BO3Hr,rKHOBeHr4eM yrpo3br [pI4rrr4HeHI,It BpeAa )KVI3HId, 3AOpOBLIO lpaXAaH,
Poc:4paenaA:opoM B 4-rra xnaprale 2017 rola oQoprvr.neno 6 zaga'/^uir Ha npoBeAeHr,re

nrr6opovuoro Korrrponr KaqecrBa B orHoIIreHuI{ 6 topronrrx HaI4MeHoBaHr.rft 18 cepnfi
reKapcTBeHHhrx cpeAcrB.
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ffo Aannunr 3aAaHrrrM n 4-na roap:ran e 2017 rola Qaxravecrn ocyuecranen or6op
6 roprosrrx Har4MeuoBaHr,rit 13 cepuir JreKapcrBeHuhrx cpeAcrB. B Hacroruqee npeux
ucrrbrraHuJr rro AaHHETM o6parqav neKapcrBenrrbx cpeAcrB He 3aBeprrrerbr.

Co6lroAenr,re cpoKoB rrpoBeAeHHLrx npoBepoK
Ha Aannrrfi Br,rA KoHTponr He pacnpocrpanrrorcr noJroxeur.rJr @e4epalrnoro

3aKoHa or26.12.2008 ){b 294-@3.
B csrgu c Morr.rBlrpoBarrHbrMr.r o6ocnosanxxr,ru ercnepnroi opraHr.r3ar{r{r/t, Ha 6tne

xoropofi flpoBoArrcr vcrrbrrarrvrfl JrerapcrBeuHhlx cpeAcrB, r.r c yrreroM nonoxenufi
rryHKTa 26 llopa.qra ocyqecrBJreHraa arr6opovnoro KorlrpoJrr KaqecrBa JreKapcrBeHHbrx

cpeAcrB AJrr MeAr,ruuHcroro npr,rMenenr,rrr, yrBepxAenuoro npnKa3oM Poc:4panna4sopa
or 07.08.2015 Ns 5539, Poca4paeHagropoM 3a orrrerHlrfi KBaprar fipoArreHhr sa 30 Aneft
cpoKn npoBeAenltr r4cnErraHlrfi no 9 3aAaHlrtM na l5 o6pasqoB neKapcrBeHHlrx cpeAcrB.

llrorr.r o(foprrrJreHlrr pe3ynbraroB rlpoBepoK 14 npLIHtrI,It Mep rlo Iax pe3yJrbraraM, B
ToM rrr4cJre Bonpocbr o6xarosaHfix pe3yJlbraroB npoBepoK Iop[AruecKnM[ JrI{IIaMI,
xHAr{Br,rAy€rJrbHbrMr.r npeAIIpI4HI4MaTeJItMIr

Ha Aaxnrrfi Br.rA KoHTpoJrr He pacfipocrpat{Iorct IroJloxeHvt @e4epanrnoro
3aKoHa or 26 gexa6pt 2008 roaa.J\! 294-A3.

flo pesymraraM rrpoBeAeHHbrx l{cflblTaHuft o6pasqon neKapcrBeHublx cpeAcrB,
oro6paHurrx B rleJrf,x nu6opo.ruoro KoHTpoJU{ KaqecrBa, r Poc:4panna.qsop nocry[alor
nOJIOXLITeJIbHbIe LI OTpI4IIaTeJIbHhIe 9KCIIepTHhIe 3aKJIIOqeHLIt'

3a o'r.reruHft nep[oA B PocaApaBHaA3op nocry[Eno 2868 excneprHhD( 3aKJrIoqeHI.it

rro pe3ynbTaTaM BbroopoqHoro KoHTpoJIt KaqecTBa JIeKapcTBeHHhIX cpeAcrB.

flo pe3yJrLraraM ucnuranufi noATBepxAeHo coorBercrBlle ycrauoBireHHblM

rpe6onaHraxu K KaqecrBy 2805 o6parqoB neKapcrBeHHhIX cpeAcrB.

B cessrl c noJryr{eHr4eM gar;rroqennfi ercnepruofr opraHl{3allufi o secoorBercrBl4tr
JreKapcrBeHHlrx cpeAcrB ycraHoBneHHbIM rpe6onannau K r,D( KaqecrBy

Pocs4parxagsopoM nplrrulTo 59 peureuuir o6 ugrsrulr u yullqrox er,uu 29 ToproBbIX

Har{MeHoBaHr.rft 53 cepufi ne4o6poravecrBeHnblx JIeKapcrBeHHLIx cpeAcrB, B ToM tI}icJIe

12 pentewuit, Korophre rrpr{Hrrbr Ha ocHoBauttr,r 3aK rorreHllft Muus4paua Poccurl o
neo6xognrraocrn BHeceHr.nr lrsMenenr.ri B HopMarxBHyrc AoKyMeHTaIuIo neKapcrBeHHEIX

cpeAcTB (n nrerograxlr, B pacqeTnbre Qoprvrylrr, B yKa3axue pacxoAHblx uarepr.tanon r,r np.),
BKrroq€Ls 3aKJrroqen[r Muus4para Poccr.ur, noJryqeHHLIe B npeAblAylque rnaprarrr 2017r.
r{ B reqegr.re 2015-2016 n.

bI
Hanrrenonanue

JreKapcTBeHHoro cpeAcrBa
HalsaHrle

nporr3BoAxTeJrfl,
cTpaHa

florcata'tenu, no
KoropoMy rpe6yerce

BHecentre nrlrenenufi s
ruI

Ko.n-ro cepnfi c
naqa.na 2017 r.

Ma@ycor, pacrBop 4rr un$yarfi
500 Mr, rourefinep r.r3

noruorei[luoeofi ueuxu (l),
rrquru.r KaproHHble @rg
craqnouapos)

OAO <@upnaa

Me4uoruuep>,
Poccr.Lf,

Ko:rqqecrselrHoe
onpeAeJreHl,Ie. Marur,rfi-
IIOH 2

Pucnonenr@, pacrBop Ans
npueMa BHyrpr 1 rrrr/ur, 30 ur,
rb.naxonsr (1), /n rorrrnnerre c

9nccen
oaprraaqenrura
H.B., Be.rrrrlrc

Koluqecrneggoe
orrpeAeJreHHe I



rpa,qyupoBarrnofi nunerxofil
NAqI(II KADTOHHbIE

Jlr.raoraus, pacrBop Nrfl.
nnrerqufi 20 urlutr 2 utr,
aMrrynbr noJruMepHEre (10),
IIaqKr,I KapTOHHbIe

ooo
"Cran.srrcxat
anrera", Poccur

Kolr-rqecrseHHoe
onpeAeJreHr.re

t

Xloprexcugr.rr, pacrBop Nrr^
MecTHOTO r,r HapyxHoro
npuuenexr.r.r 0.050% 100 rrll,
ibraronrr norfigrnJreHoBbre

oAo
"Keueponcrae

Qaprrraqenrrvecra
t 0a6pnKa",
Poccr-{

flocroponnue flpr{Mecn

2

flponoQor Ka6r, euynrcu-e 4rx
BHyrplrBeuaoro BBeAeHls l0
ur/rvn 20 Mr, aunyrur (5).
y[aKoBKt4 .r.reft(osHe
r(oHrypHhre (1), [aqxr.r
KAPTOHHBIE

<<DpeeeHryc Ka6u
Ancrpur fn6X>
(Aocrpae)

flo4runnocrr. flponor[on;
flocropouuue npnMecr.r;
Konuqecrgessoe
oIIpe,IIeJIeHxe

Kapcun, Apaxe 35 ur l0 rur.,
yrraKoB(u sqefiKoBbre

KoHr)?HEre (8), rarrKr.r

KaproHHbre> cepufi
NDOII3BO,IICTBA

CoQaprr.ra AO,
Bomaplu

Konr.rqectneuttoe
orrpeaeneHxe cyMMbt
tlna.nouoruruauon B

lepecrrere Ha cr.rmr6nnr.rH

20

I,Inaoueraqlrn Co$aprraa,
Ta6rerru noKpbrrble
ruure.mopacrnopr.ruoi
o6onoqxofi 25 Mr 30 urr.,
ynaroBKr,r s.refixosrre
KoHr)?Hbre (l ), raqKr,r

KADTOI{HbIE

Co$aprua AO,
Eomapur

Komrqecrnennoe
onpeAeneHr,re

.{uapa@, ra6nerxu xeBareJrbHsre

2 vr 6 urr., yrrar<oBrur cqeftrogsre
KoHTyputre (2), naqKr.r

KADTOHHbIC

3AO
<<Dapuaqerruvecr
oe npeAnpxrTl.Ie
<O6orescroe>
(Poccur)

flocropouHze npnMecH

11

Llepe6poru:ru@, pacrBop AJrt
r.rnrerqufi 20 Mn, {rMrryJrbI

reMHoro creKJra (5), yrraKoBKrr

xqefirosHe KoHTypubre (1),
flarrKl{ KapToHHLIe

SBEP Hefipo
@aprr,ra fv6X,
Anc pur

flo4-nannocrs;
KoruFrecrneHHoe
o[peAeJreleHr.te 6

Corafercan ra6rerrr.r 80 nrr 10

DT., ynaxoBrlr qqeirossre
KoHTypulre (2), flarrKlr
KAPTOHHbIE

Canorac (Dapua

fu6X, I-epnaanur
KorlrqectBeHtloe
orrpeAeJreJreHre )

Corafercar ra6rerxu 160 rur 10
[T., yflaKoBKn rqeft(oBbre
KoHT,?Hbre (2), raqrl
KADTOHHbIC

Canrorac @apua
fi*r6X, feplrtauv-e

Korraqecrsengoe
olpeAeJreneHfie

5

Puuouoprrr, cnpei na:a;rrurui
4osr,rponauuufi 0.17o l5 ul,
tfraxonu reMIIoFo creK;ra c
AO3aTOpOM-paC[hrJrrneJreM B

KoMrIJreKTe c nacagroi ,UJUI Hoca

Mepue fu6X,
fepuanr.rr

flocroponuae npriMecr{

4
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r,r 3arrI[TH6rM KOJrrraqKoM (l ),
flaqKu KapToHIIbIe

B csqgu c Bhr.rBJreHr,rerrl s 4- ,r KBapfture 2017 roaa nego6poravecrBeHHbrx
JrexapcrBeHHhrx cpeAcrB [por,r3BoAr{TeJrrMtr (opraulraaqrlrmu, ocyqecrBnrroulr.rMr.r

Syrrquu I,IHocrpaHHbIx nporl3BoArrreJrefi rerapc:rneHHbrx cpeAcrB) unraqzuponan orsrrr
33 ropronrx Har.rMeHoBaHrdir 65 cepnir neKapcrBeuHbrx cpe.qcrB.

B 4-rrr KBaprzure 2017 rorc BbItBrIeHo coBeplrreHHoe OOO <Jlaft$ Ksp>
npaBoHapyileHr4e, Koropoe BLrpa3r.rJrocb B Hapylxeul4tl tpe6onauuft u. 8 flopa4ra
ocyulecTBJreHr.rr nrr6opo. roro KoHTpont KaqecTBa JIeKapcTBeHHbIx cpeAcTB AJI'
MeAr,rLIr4HcKoro [puMeHeHlrr, yrBepxAeHnoro rrpaKa3orr,r Pocr4pannag3opa or 07.08.2015
N9 5539, B r{acrr4 o6r3arerbHoro noprAKa [peAocraBneHllt opran[3arl]ttMr.r,
ocyurecrBJrrrour.rMr{ BBo3 n Pocclrftcryro @e4epaqulo JIeKapcrBeHHbIx cpeAcrB, B

Pocrgpannag:op cnegeuufi o JreKapcrBeHHbIX cpeAcrBtrx, nocryflarcqnx r rpaxgaxcrnft
o6opor e Poccuficrofi @e4epaqru, B cpoK, He npeBblru,uoqufi 5 pa6ounx Anefi uocre ux
BbrrrycKa raMoxeuHhrMr{ opraHaMrr rroA olpeAeneHrryro raMoxeHHyro npoqeAypy. 3a

AaHHOe rrpaBoHapyneHr4e [peAycMoTpeHa aAMI,rHI4crpaTr.rBHarr oTBeTcTBeHHocTb cT.

19.7.8 KoAII P<D.

Poca4paanag:opou B ycraHoBneHuoM rroptAKe paccMorpeno AeJro o6
aAMr,rHHcrparLrBHoM npaBoHapyurenun, rro pe3yJlbraraM Koroporo OOO <Jlafi$ Kep>
npr,r3HaHo Bt{HoBHbIM I,I Ha3HaqeHO aAMnrrr4CTpaTI,IBHOe HaKa3aH[e B Br.rAe

npeAyflpexAeHlrr, nocxonrxy OOO <JIaftQ Kep> anrrercr Mr,rKpoflpe,qlpr.rrrlreM
conracuo AaHHbrM E4unoro peecrpa cy6rerron MaJroro 14 cpeAHero
npeA[puHr.rMareJllcrBa, pa3MerrleHHoro na oSuqua.nrnou cafire Oe4epanrnofi nanorosoft
cnyx6rr.

B csxsu c nocrynJrenlreM B orqerHoM KBaprnne 3Kcrreprnbrx :amrcqenlri
(DI-By d,IIUI]3yAOCMil> Poc:gparna4:opa o BrepBBre Bbr{BrreHHsrx HecoorBercrBtr{x
KaqecrBa l0 roprorrtx HaI4MeHoBaHr.rfi 13 cepnfi JreKapcrBeHHErx cpeAcrB 'rpe6ooanu-ana,

HauMenosauue
JreKapcTBerrHoro

[orasare.lrr
IrecooTBeTcTBl|fl

Kapcan, apaxe 35 ur 10

uT., yIIa(oBKIl
sqeftrosHe KoHTvDHbre

Corfapua AO,
Borrapur

KorlrqecrseHHoe
oupe.qeJreHl{e cyMMbr

ibralonorlruaHos B

Crpencurc ra6.nerxu ans
paccacbrBaHr.rr (ue4oao-
mllr.rouuue) 12 [r.,
ylaKoBKrr rqeiKoBEle
KoHTypHhIe (2), rartrfi

Pexurr Eenxr,rsep
Xercxsp
I{nrepneuuur. JIr4.,
Be:rzxo6purauur

OAsopoAnocrr Ao3xpoBaHri f,

OAO <Cnnres>,
Pocct,rs

Pannrl.taun-AKOC
ra6rerru noKpbrrhle
nreqoqHofi o6oro.rroft
150 rur 10 rrrr., Far(oBKLI
.sqeiKoBhre KoHT)?Hbre

ycTaHoBJreHHbrM nopuarunnofi 4oxyuenraquefi nporarro4urelefi (us-sa
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HeBocrrpolr3BoAlrMocrr{ MeroAr{K, orm.r6oK B pacirerHbrx lpopnayaax, orcyrcrB}rt
KoMMepqecrurx fipeArroxeHufi no vran4aprxrrna o6pasqaM, pacxoAubrM Marepr{anaM r4

lp., [peAycMorpeHHLrx uopuanrnrofi AoKyMeuTarrrlefi) Poc:4parHaA3opoM HarrpaBrreno
9 :anpocor n Mnna4par Poccuu o [peAocraBneHr.rv pa3bqcHenufi o neo6xogravocru
Buecenr4n l43MeueHrlfi B HopMarr.rBHyro AoKyMeHTarIr4ro npor,r3Bogurenefi (gepxarenefi
peflrcrpaqfloHHbrx yAocroBepenraft ).

B 4-ru KBapr€ure 2017 rola e PocsgpannaA3op rrocrynulo 8 paslxcxeruft
Muna4paea Pocclru no yKa3aHHLrM BolpocnM, o Korophrx zn$opuzporanrr
[por.r3BoAr.rrenlr JreKapcrBeHubrx cpeAcrB (4epxarenr.r perncrpaq[oHnhlx
yAocroBepeHl.rfi).

HaunrenosaHrle
JreKapcTBeHHoro cpeAcTBa

Halnanne npon3BoArrTe.,'rs, crpaHa rIoxarare.nr
HCCOOTBETCTBIfl

A6aranup, ra6lerxa, rIoKpLITbIe

nreroqnofi o6oroqroii, 300 ur 60
ur., 6anxu (1), navxu KaproHHble

OOO (MAKI43-@APMA>, Pocurs flocroponuue
apr.rMeclt,

Ko lqecrserHoe
oIIpeaeneHue

Anr6yuuu, pacrBop 4lr uurpy:ufi
20% 100 vr, 6yrrurz creKJItHHbIe

Nrt KpoBu, tpanctlyruouurx
flpenaparoB ( 1), na.ru KaproHHble

f BY3 CO <CnepA.noncxa.a

o6racrna.t craHIILrJr nepeJrrrBarl,tt
rponu>, Poccux

Kanpu:rar-lroH

Kanronpr.u-CTl4, ra6nerxr.r 50 rr.rr 10

UT., YTIAKOBKI,I KOHT}?HbIE

cqeftrogrre (4), navru KaproHnble

OAO (ABBA PYC>, Poccur Pacrnopenlre,
Korm.rec, gegHoe

oIIp€aeneHr,re,
O4uopo4nocrr
AO3UpOBaHT{t

Malfycon, pacrBop l-n-e uui[yrnft 500
lu. xonrefiuep Ir3 nonuoreQr.rHoBofi
nneuxH (1), rurrKlr KaproHHHe (arlf,

craqronapos)

OAO <<Duprua Me,u.norrvep>.
Poccrzg

Koluqectgeggoe
orrpeAeJreHue. Manuft-
}IOH

Pr,rcuorenr@, pacrBop Ar.f, npleMa
nnyrpr I ur/ul 30 rrrl, ipmxonst (1),
/n roumexre c fpaaylrpoBauHoft
nunerxofi./. flaqKx (aDToIIHbIe

<.f, ncces (Daprr,raqesrura H.B. z,
Belrrug

KomrqecrgeHHoe
orrpeaeneHHe

flepun4onpun, ra6rerxr 4 rr,rr 10 urr.,
yrraKoBKr,r s.refixonHe rourlpnsre (3),
IIAIIKI,I KADTOHHBIE

OOO (IIPAHAOAPM>, Pocclrc Pacrnopenne,
O4nopo4uocrr
AO3npOBaHrrr,
Kolrqectgeggoe
onpeleJreHtle

3pryc@, ra6rerxn noKpbrrbre
nnenoqnoii o6oro.rofi 5 ur 10 urr.,
y[aKoBKn qqefircogne xourlpxne (1),
IAIIKI,I KADTOHHbIE

<llleprnr-fhay JIa6o H.B.>,
Be:trrif,

floarnunocrr
(B3XX),
flocroponnr.re
nprrMecu,
O4nopo4nocrr
ao3r,rpoBaHr{r,
KomrqeclnenHoe
onpeAeneHr,re

fenaplrgexc@, reJrb .q;rr HapyxHoro
nprrMeHeHur 30 r/50 r, ry6sr
aJrK)Mr.rur,reBEre ( 1), naqxu KaprouHhre

AO <Tarxnr*.r(f apMrrpenaparbD),
Poccl.r

Ko.ltlrsecrneuHoe
ollpeAenette.
Axrr,rsuocrb te[apr.rHa
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B 4-rra xaaprwrc 2017 roAa nocry[]rJll,I grcrreprHbre 3aKJrK)qeHuJr o BnepBbre
BbrrBJreHHLrx HecoorBercrBr.rrx KarrecrBa l0 roproBhrx HrlnMeHosaHr4fi l3 cepuit
JreKapcrBeHHbrx cpeAcrB rpe6oaannru, ycraHoBJreHHLrM HopMarr.rnnofi 4oxyueuraquefi
[poI,I3BoA]ITeJIefi (lrs-sa HeBoc[pol,I3BoAuMocrrr Mero.qllK, oruu6or B pacqerHbrx

Qoprrayrax, orcyrcrBr.rr KoMMepqecKHx npe4noxeuafi no craHAaprnrrrrl o6pasqana,
pacxoAHbrM Marepu€uraM r{ rrp., npeAycMorpeHHbrx nopltarunxof goryrlenraqr,refi).

I{M
HattMeHosaHue
JIeKapcTBeHrroro
cpeAsrBa

Harnanne
npou3BoarrTertr, cTparra

floralate.nt, no
KoTOpOMy

rpe6yercr
BHeceH||e
urlrene[rfi s ruI

Ko.n-no
cepnft ra
4-it tcn.2017
r.

Ko.[-so
cepnft c
HAqana
2017 r.

Honarpa:oar,
pacTBop N8
uurexqui 760
ur/un 20 MJr,

Qaaronu (10),
ropo6ru
KapronHbre (a,qt
craqlronapos)

Hosanex (Dapuacrrorurca,rc

flsr. JIr.q., lIHArs
Ocruolg;rrnoctr
(xpuocxonuvecxufi
rrleroa)

Merorpexcar-
Tena, pacrnop q.m

unrerrlrEfi 25
ur/un, tpnaxonu
50 vrl2 ur (1),
raql(r,I KapToHHbIe

@aprrraxer*ru 8.8.,
HuAepranar,r

KoruqecrBenHoe
onpeaeJreHr,re:

Merorpercar

Konrpaxry6erc,

HapyxHoro
npuuenenur 50 r,
ry6u
anroruunueeue (l),
[aqKr.r KapToHHbIe

Mepu @aprraa fru6X u
Ko.KfaA. feouanuq

KorruecrnegHoe
olpeAeJreHr{e

AJIJIAHTOHHA

fenapr.rAexc@,
f9Jrb N6
HapyxHoro
npurvreneuur 50 r,
ry6u
amouuuuenue (l),
NAqKI,I KAPTOHHbIE

AO
< Tarxur'.rrpapunpeuaparbr)),
Pocclr

KoruqecrseHHoe
olpeAeJreHr,re.

ArcrfiBHocrb
rellapuHa HaTpr.rt

fenapu4erc@,
feJrb Ant
HapyxHofo
npuuenenar 30 r,
ry6u
alrOrr,runuenrre ( I ),
rIaqKIr KapToHHbIe

AO
< Tatxr.rvrtlapnrnpenaparrrD,
Poccuq

KoruqecrseHHoe
olpeAeneHrre.
Arrr,rrgocrr
IenapuHa HaTpI,It

I-lanporaxep,
pacTBop Nr'i
unrbysufi 2 ur/utr

JIa K:p @aprraa JIuwure4,
Vnrus

floalnnxocrr.
I-{unpo$:roxcaqr.ru
(TCX)

I I
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100 rw, t[.rarouu
rracruronrre (l),
IIAqKI.I KAPTOHHbIE

3puyc, ra6nerru
rroKphlTbre
IIJIeHo.{sofi
o6ono'rrofi 5 Mr
10 lrr., ynaronru
xqefixosrre
KoHrlpHbre (1),
IIAqKI,I KAPTOHHBIE

llleprur-fhay JIa6o H.B.,
Eemrus

flo4nnuuocrr;
Koluqecrnennoe
onpeAeneneHr{e;
flocroponuue
rrpuMecu;
Oanopo,4nocrr
AO3r,rpoBaHr,rt

Am61uun,
pacrBop AJII
lrn$y:ufi 20 Yo 100
rr,rr, 61'rruru 4.nr
KpoBu,
rpaxcrlyruonnsrx
u uurfy:uounm<
npenaparoB (1),
naqKlt KapToItHbIe

fEY3 CO <Crepanorcrar
o6racrnas craHllr{t
nepeJrr.rBaHnr KpoBn>,
Poccu-t

Kanpuar-uon

flepan4onpr,rn,
ra6lerxr.r 4 rrar l0
uT. , yrraKoBKr-l

sqefirosue
KoHrlpHhre (3),
naqKlt KapToHHbIe

OOO <flpauaQaprr,r>,

Poccur
Ko.ltr,I.rec:rseHuoe

onpeAeneneHEe

Ma$yco:r, pacrBop

aur unifysnft 500
Mn, KOHrefiHep r.r3

flonI,IoJre0uHoBofi
nneurur (l), rqllru
Kaprorrubre (ars
crarluoHapoB)

OAO <@upua
Me4noruuep>, Poccur

KotuqecrseHHoe
onpeAeneHue.
Manlrfi-uos

B coorsercrsrru c OeAep€uEHbIM 3aKoHoM o"t 27.12.2002.1{! 184-O3 (n.2 cr.38) tt
flpurasorr.r Pocsgpanua4ropa or 07.08.2015 Ns 5539 B crlfrae HecoorBercrBllt
JreKapcTBeHHbIx cpeAcTB ycTaHoBJreHHbrM Tpe6oBaHurM npor.r3BoAr{TeJrrr r4 Jrrrqa,

BLrnoJrr{rrcqrre <[yurqr.rr,r r,rHocTpaHHbrx upoll3BoAr.rreJreft, o6ssaHrr pa3pa6orarb
lporpaMMy Meponpr4rrr,rfi no fipeAorBparrleHltro IIpuqI4HeHHt BpeAa xLI3Hr{ Ir 3AopoBbK)

rpa)KIaH n lpeAcTaBr.rTb ee AJr{ corJracoBaHl.rs B PocaApaBHaA3op.

Pocs4paaua4:opou HarrpaBJrenhl IrpeAnLIcaHI,It o [peAcraBneHI4I,I ArrA

coruracoBaHlu [pofpaMM Meponp]rrTr,rfi ro tlarrarvr B6rrBJreHrrr B o6pauleHr,r[
HeAO6pOKaqecrBeHHbrx ireKapcrBeHHhrx cpeAcrB.

HeAocrarrlr npeAcraBnreMbrx rrporpaMM, o6ycroBl4Burue orra3 Poca4parua4:opa
B r.rx corJracoBalJvtu 9r HeooxoArlMocT6 AopaooTKr,I:

Qopnaanuufi noAxoA K r,rx pa3pa6orKe: orpaH[qeHHbrft nepeqeur rraepolpurruft,
oTcyTcTBr,re cpoKoB [poBeAeHur MepoflpnrTufr yKa3aHusoTBeTcTBeHHbrx nuq;

oTcyTcTBr,re KoMrrJreKcHoro rroAxoAa K orIeHKe <[ar:ra BLrrBJreHI4tr

HeAo6poKaqecrBeHrroro JreKapcrBeHHoro cpeAcTBa (orcyrcrnue Mep no KoMMyHr4KarIr4l4 c
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noKylaTeJIsMLI/nocTaBUII,IKaMU; He rrpoBoAriTcr orIeHKa pacflpocTpaHeHr{rl BbrrBJIeHHOfi
[PO6IEMbI HA I,tHbIE CEPUI,I TOi XE NPOAYKIII,TU UTN ]1.:fi]y]o BbITIYCKAEMYIO NPOAYKIII{IO);

He ullv\uupyeTct OT3bIB JIeKapCTBeHHbx Cp€ACTB, He npIrtHlIMZUOTct peIIIeHI,It 11o

rrpeKpauleHr,uo AeficrBt4r AeKJrapaq[ft o coorBercrBraz (cepnl$raxaroB coorBer c-t]fjwt) u
Mepbr no orroBeuleHr,rro cyoseKroB o6pauleHr,r.fi JreKapcTBeHHhrx cpeAcTB o Bo3BpaTe
npoAyKrlr,ru.

B csqau c noBTopHhrM BhtrBJreur.reM HecoorBercrBr,rr JreKapcrBeHabrx cpeAcrB
ycraHoBJreHHbrM 'rpe6oBaHr.rrM K r.rx KaqecrBy Ha nocepr{iHbri ntr6opovnuft ronrponr
nepeBeAeHo 13 ropronrx HanMeHoBaHr,rfi lexapcrnenHhrx cpeAcTB.

HallDreHosaHrre
JreKapcTBeHHoro
cpeAcTBa

HarsaHne
npol{3Boal|Ters, cTpaHa

Iloxalarsrr
HecoorBercrB[fl*

Err.no .nu
paHee
pemeHr{e o
nepeBoAe Ha
nocepr.rftnrrfi
KOHTponb

Myra.nrun, ra6rerKu 50
ur 10 urr., y[ar(oBKn
6esbr.refirorrre
KOHTypHbre

3AO (BI4OI4TEXD,
Poccur

Cpe4urx uacca ra6:reror HET

Kapcnn, Apaxe 35 Mr 10

[T., ynaKoBKr.r

r.re[KoB6re (oHrypHbre
(8), navru KaprouHbre

CoQaprrra AO, Bonrapur KOII,IqCCTBEHHOC

o[peAeneHEe c]'N,tMbr

t|:raronorr,rrnanoo n
epecqere Ha cu.nr,r6uuun+

or 10.02.2017
Ilbo1I4-
306/17; ot
13.06.2017
NsOlI,I-
r38t/17

Kanronpua, Ta6nerKr
0,05 r l0 rrrr., yraKoBKH
sqefironbre KouTypHlre
(4), navru KaproHHrre

OOO "TIPAHAOAPM",
PoccHr

Mapruponrca or 10.03.2017
NeOl14-
590/17; or
29.06.2017
Irb0214-

1563/17
Paur,rruar.rn-AKOC
ra6lerru rroKpbrrbre
nreHoqHofi o6oro.rKofi
150 ur 10 rtrr., yflaKoBrc.r

sqefirosHe KouTypnbre
(2), na'rrcu KaproHHhre

OAO "Cr.rures", Poccur Onucasue o"r 28.03.2017
Ns0lV-752117

Corafexcar: 'ra6nerrra
160 urr l0 rxr., yuaKoBKr.t

sqeftxosHe KoHTypHrre
(2), uaqxlr KaprogHbre

Camorac @apua fu6X,
fepuanr.rx

Kora.{ectseHHoe
oupe4elenne*

or 03.02.2017
Ng02V-240/17

Baru.uo:r. ra6lerrra
nolr.fl3bFmr,re 60 rrrr l0
InT., ylaKoBKrr
rqefiKoBbre KoHTlpHbre

oAo
< TarxnrtlaprrrnpenaparH>),
Poccr-rs

Koluqecrgensoe
onpeaeneHrre

HET

,{ur.noreu@, renb ant
HapyxHoro [pHMeHer{ut
1o/o 30 r, ry6u
aJrroMnHr.reBBre ( 1), naqr<u

<AgNno @aprrlaqerruxalr
Jl'rA>>, Lktaus

flocroponuue trpuMecH HET
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KapToHH6re

Baxquna KoKJIIomHo-

.unOrepnino-
CTOJI6H'qHAJI

agcop6uporarrnar
(AK,{C-naxquna),
cyc[eH3rrr IM
BH)[pnMbrmeqHoro
BBeAeHr.rr 0,5 un/ao:a I
w12 Aozst, avnynu (10),
xopo6xu rap'ronurre

(DryII HIIO Mr.rporen
Munsqpa"aa Poccr.ru,
Poccuq

Mepruorur HET

Er.rcouporol-flpana
ra6:rerxu norpbrrbre
n.neHo.{uoi o6oroqrofi 5

t*rr l0 mr., ynaKoBKI.I
qqefirossre (oHT)?Hbre
(3), naqxu (aproHHbre

OOO "TIPAHAOAPM',
Poccus

Ilocropouuae npr{Mecx

AqeKapaor, ra6rerKl
IIoKpbrTbre
rumevnopacrnopurrrofi
o6o,:roqroft 100 vr l0
rrrT. , ylaKoBr(I,I
rqefKoBbre KoHTypHbre
(3), naurra KaproHHbre

OAO Curreg, Poccur floc'roponnr,re lpuuecu or 14.12.2016
Il!01t4-
2535/16; o'r
07.12.2016
lrbO1r4-
2460/16; ot
25.r0.2016
NsO1n-
2096/16; or
15.05.2017
J\b0114-

tt61/17
Ma$ycon, pacrBop Ant
uu![ysnft 500 Mr,
(oHreiHep rr3

nonuo:ret$r,rrronofi
rrJreHKr,r (l ), rrqrrKr4
KaproHnbre (aff
crarluonapoo)

OAO <Oupua
Me4nolnuep>, Pocclr

KorusecrneHHoe
orrpeAeneHr.re. Marnufi -uou*

Mr.rrcrypa or KarxJrr aJrt
B3pOCJrbrX Cyxar,
floporxoK AJrt
flprrf oToBrerrur pacTBopa

4nx upnelra nnyrps 1,7 r,
rlaKerbl 6ylrlaxurre c
IIOJII,I3TT,IIEITOBbIM

noKpbrrr,reM, ropo6xr.r
KapToHHbre

3AO (BI4OI4TEXD,
Poccns

Onucanue;
Macca coAepxr{Mofo
y[aKoBKLI: OTr0'IOHeHIle B

Macce coAepxuMoro naKera
or cpe4Heft Maccbt:
florepr B Macce rtpr-r

Bbrc).IIII,rBaHru;

Korllqecrnenuoe
orrpeAeJreHr.re (rarpna
rn4porap6onar)

HCT

+ neo6xo4r.uvro BHeceHHe r.r3MeHeHr,rfi B HopMaTr.rBHyro AoKyMeHTaqEK)
Cnsro c flocepr4fiHoro Bbr6opoqHoro KoHTpoJrf, (aqecrBa 8 ropronrrx

HarrMeHoBaHvr,r JreKapcTBeHHhrx cpeAcTB.
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Pesyarraru pa6orrr c 3a;rBJreHrirMu u o6paqeHr4rrMr,r rpaxAaH, coAep)Ka Ir4x
cBeAeHI.tr o Hapy reHr,ru o6qgaremH x rpe6oraur.rft, flpuqr.rHeHr,ul BpeAa r.rJr]t yrpo3e
npuqr,rHeHr4r BpeAa xr43Hr.r r{ 3AopoB6rc rpuDK.qaH

Ha ocxosaHr.tu [yHKra 14 llopx4xa ocyulecrBJreHlrr rn6opovnoro KoHTponq
KaqecTBa JIeKapCTBeHHbIx cpeAcTB Ant Me.qv IIrI HCKOTO npLIMeHeHIrtt, yTBepXAeHHOfO
npr,rKa3oM Poce4paana4sopa or 07.08.2015 J,.lb 5539, s cBr3n c non) reur.reM o6paqenufi
rptI)(AaH, KacEuorquxct Bo3MoxHBIx oTKJroHeHLIr B KaqecTBe neKapcTBeHHhrx cpeAcTB r,r

BO3HrrKHOBeHr.reM ylpo3br [pur{HHeH[r BpeAa xr43Hr.r, 3AopoBbro rpDKAaH
Pocs4panxa4sopoM B 4-ru xnaprale 2017 rota orfoplaneno 6 za4auuir Ha rpoBeAenr.re
nrr6opovnoro KoHTpoJUr KaqecrBa B orHorrreHr.ru 6 ropronrrx HafiMeHoBaHr.rft l8 ceprft
neKapcTBeHHbrx cpeAcTB.

flo Aannrrru 3aAaHr,rrM a 4-u rraprar e 2017 rola $artnvecru ocyrqecrnnen ot6op
6 roprorrrx Har.rMeHoBaHr.rir 13 cepuir JreKapcrBeHurrx cpeAcrB. B nacror4ee npeur
r,rcrrbrraHr4r no oro6pannuM JreKapcrBeHHlrM cpeAcrBaM He 3aBeprrreHhr.

Cnyvara npuMenelrr4r Mep flpoKypopcKoro pearurpoBaur.rr B cBr3rl c
He[paBoMepHbrMn Aefi crBr.rxr,ru Poce4panHaA3opa.

Mepu upoxypopcKoro peaprpoBaHr,rr B cBr3r.r c HeflpaBoMepnrrvr.r 4eicrnurun
Pocsgpannag:opa B orrrerHoM KBapriue He lrpltMeHult4cb.

Palrrcuenur, [oJrf{eHHbre Poca4parna,qsopoM or opftrHoB upoKypar}?br, [HLrx
rocyAapcTBeHHhrx opraHoB no BolpocaM, cB.fi3aHHblM c ocyrqecTBleHr.reM KoHTpoJrbrro-

na4sopuofi AerreJrlHocrr,r (e clyrae ux Harl,tqut).
B 4-ru KBaprEUre 2017 rola n Pocs4panuaA3op nocrynuao 8 pa:rxorenufi

Mr,rns4pana Poccuu o neo6xo4uuocra BHeceHlIt tlgtrlenexufi B HopMarr.rBHyro

AoKyMeHrarlfiro flporr3BoArrreJrefi (AepxaTeJreft perr4crpaquoqHbrx yAocronepenrft), o
Koropbrx rrHQopMr,rpoBaHLr npor,r3BoAureJlu JreKapcrBeHHbrx cpeAcrB (4epxarenu
pefl.rcrparlr.roHHbrx yAocroBepexufi ).

bI:
Hanlrenosauue JreKapcrBeHHoro
CDE.IICTBA

HarsaHue npofitBoauTenfl , crpaHa Iloxarare,rr
IIECOOTBETCTBIIfl

A6axaaup, ra6rerxu, florpbrrbre
nrenoqnoft o6orovxoft, 300 vr 60
urr., 6auru (l), navru xapronnrre

OOO (MAKI43-@APMA>, Poccr.rs flocroponnue
IIpr.rMecr{,

Koluqectregttoe
orrpeaeneHue

A.nr6yrrrr.ru, pac, nop alx uuQy:ui
20o/o 100 v:r, 6yrrnru cre(JUruHrre

aJrr KpoBa, rpanc$y:uonnrx
lpelaDaroB ( 1). naqru (aproHHbre

fEY3 CO <Crepa;roncxax
o6racrnas craHrlr{r nepeJrr4BaHr.r{

rcpona>, Poccux

Karpnrar-non

Kanronplrn-CTl4, ra6rerxu 50 rr,rr l0
rrrT., ylaKoBKu KoHTypHbre
s.reftrosHe (4), navru KaproHubre

OAO (ABBA PVC>, Poccuc Pacrnopexue,
Koru.recrseHHoe
onpeaeneHue,
OanopoAnoctr
AO3r,rpoBaHI.It

Ma$ycon, pacrBop Anr unQyrni 500
ul, xoureftnep lr no.nuoler[uuonofi
nleuxr (l), nquru xaprounrre (&rr
crarlfioHapoB)

OAO <@r.rpr*.ra MeAronuMepD,
Poccl.rs

Koluqecrrennoe
onpeAeJreHr.re. Manrufi -
I{OH

Pucnorenr@, pacrBop AJrr flpneMa
nnyrpr 1 r"rrlun 30 rrar, <bnaxonu (1),

<-fl irccen (Dapuarlenrnxa H.B. r,
Eensrr,lf,

Koluqecrrenuoe
orrpeAeJleHue



30

/e xovn,,rercre c rpanyr.rponauuofi
nunerxofi/. naqKfi KaDToHH ble

flepurqonplrn, ra6nerxu 4 ur l0 urr.,
y[aKoBKr.r sqefi roerre xourlpnne (3),
TIAqKH KADTOHHbIE

OOO (IIPAHAOAPM>, Poccur Pacreopeuue,
Oauopoanocrr
ao3r,rpoBaHur,
Konr-rqecrneuHoe
ofipe.qeJreHne

)puyc@. ra6,rgrru noKpbrrbre
nneuoqsoi o6onoq(ofi 5 rrlr 10 urr.,
ynaronxu rveirorrre xonrypnue ( 1),

NAqXU KADTOHHbIE

<Illepuur-Ilray JIa6o H.B.>,
Eersrrs

flo4.nunuocm
(B3)I(X),
flocroponnue
npHMecr,r,

04nopo4uocrr
ao3xpoBaIII,Is,
Kom.rqecrneugoe
onpeAeneHre

fenapugexc@, ren6 Anr HapyxHoro
npr4MeHenrs 30 r/50 r, ry6rr
a;rK)MrrHrreBbre (l), navru KaproHHbre

AO <Tarxuu<fapM[penaparbD),
Poccug

Koluqectgeugoe
onpeaeneHrre.
Alcrr,tsHocrb rerrap]rHa
HatpLtt

YrasaHxrre B aKT€x npoBepoK Tr{flriqHbre HapylxeHr.rr o6r3arerLHbrx rpe6oBaHr.rfi
B xoge ocyqecrBJreHr,rrr rroJruoMoqnfi rro Bbr6opoqHoMy KoHTponrc KaqecrBa

JreKapcTBeHHbrx cpeAcTB osopMreHHe aKToB npoBepoK He rrpe,rycMaT pr{BaeTcr.
Peayrurarrr I,rcrrlrraHr.rf JreKapcrBeHHhlx cpeAcrB B paMKax Bbr6oporrHoro

KoHrponr KaqecTBa JreKapcrBeHHhrx cpeAcTB o$opr*,|naorcr B Br.rAe 3KclepTHbrx
3aKrrcqeHr4fi. 3xcneprnofi opruHr,I3arluefi flocryllarcqfie o6pa3rlbr JreKapcTBeHHbrx

cpeAcTB rrpoBeprrcTcr Ha cooTBeTcTBr,re rpe6oBaHr4rM $apnraxonefinrrna craTbrM
(focy,uapcrneHH€u ibapMaKorer PoccrftcKoft OeAeparlur) r,r B cryqae orcyrcrBr.rt
$aprr.rarouefinbrx crarei - Ha coorBercrBrie rpe6oBaHr4rM HopMarlrBHofi AoKyMeHTarIalr
npoLI3Bo.4I,ITeJIefr.

Hopmarunnar AoKyMeHTarI[r, rro Koropofi neKapcrBeHHoe cpeAcrBo npoBeprJrocb
npn Bbr[ycKe B rpaxAaHcKr,rfi o6opor, yKa3LrBaercs B AeKjrapaq[rx o cooTBeTcTBr.[r
(ceprzQzrarax coorBercrBr4s,) - ArA JreKapcrBeHHbrx npelaparoB AJrr MeAr{rlr.tHcKoro
lrprMeHeHvq, B npoToKolax anfl.ia.J 43a (r.rcnrnannft) r,rJru rraclopTax flporr3BoAr{Tenefi
JreKapcTBeHHbrx cpeAcTB - AJrr oapMarleBTr,rqecKr4x cy6craHrlr.rt.

BrrqsreHHrre B 4-M KBapralJre 2017 rola HecoorBercrBrrr ycraHoBJreHHbrM
Tpe6oBaHr.rrM K Kar{ecrBy I1o rroKa3areJrrM (rlo KonuqecrBy cepufi) paH)rc{pyrorct
cJreAyroqriM o6pa3oM: Ko .r.recrseHHoe oflpeAeJrel'l.ue - 43 lyo; flocroponnue npr4Mecr, -
18,5oh; Onucanne - 10,8%: Mapxr.rporxa- 4,6%o; npotue noKa3arerrr{ (llo4nannocrr,
O4nopo4nocrb Ao3r.rpoBaHr.rr, MexaHr4qecKrte BKJrroqenr,tr, florepr B Macce rrpx
Brrcyrrrr4BaHr,ru, .{gcnepcnoct, Cpe,qxrx Macca ra6Jreror, ra np.) - 23yo.

Crpyxrypa noKtBareJleft HecoorBercrBl4rl KarrecrBa JreKapcrBeHHLrx cpeAcrB,
r,r3brrbrx x3 o6pauleHr4r s 2017 roAa B purMKax BLr6opoqHoro KoHTpoJrq KaqecrBa
JreKapcrBeHHbrx cpeAcrB (no rolu.recrny cepr.rft ):



rIoralare.ts HecoorBercrBItfl lo;nr,. o/o

I xnapral 2 roapra.n 3 rnapra.n 4 rrapra.n

Kofl.rqecrseHHoe onpeaeJreHr.re 37,
8

30,8
o

43,1

Mapraporra 16,
2

10,3

7
4,6

Oanopoanocru ao3r{poBaurit
5

I 1,3 1,8 l5

Ynaronxa 12,
2

15,9 9,1

flocropouune npr.rMecu o{ 8,7 18,5

Onucanae 4,r 5l 9,1 10,8

Murpo6xororuqec(ar qlrcrora )1

flogm,ruuocrr 4,1

flpovze 4,0 13,8 10,

9

tn

BosN,roxHrre nplrqr.Inlr o6pailreHr.u HeAo6poKaqecrBeuHlrx JreKapcrBeHHbrx

[penapaToB:
llpor,raro4ureJru JreKapcrBeuHrrx cpeAcrB:
t. Hee$rlexrlrBHuur cucreMa ynpaBJreHr4r KaqecrBoM;

2. Hopuarraon€ur AoKyMeHTarIm, coAepxauluur Heroqxbre MeroAr,rKr4, o[u.r6Ku, u
npeAycMaTpr.rBaroqarr ncnoJrb3oB€tHr.re flpu LrcnbrTaHr{rx JreKapcTBeHHbrx cpeAcTB
orcyrcrByroudr,rx B KoMMepqecKoM o6opoTe peaKTr{BoB, cTaH,{aproB;

3.Ilpone4exue r4clbrraHufi lerapcmennux cpeAcrB cry)K6aMr.r KaqecrBa
rrpoa3BoAr.rTeJrefi 6es y.rera MeToAnK, yTBepxqeHHbrx npu rocyAapcrBeHHofi peH{cTpaq}r}r
JreKapcTBeHHbrx cpeAcrB;

4. Heco6mo4eHr4e rexHoJroru[ [poli3BoAcrBa JreKapcrBeHHbrx cpeAcrB;
5. Ycrapenruee rexHororl4rrecKoe o6opyAoBaHlre;
6. Cocrosur.re [oMerrleHr4fi, He coorBercrByroqee Br4AaM npor.r3BoArlMhrx

JreKapcTBeHHbrx npe[apaToB;
7. HeAocraroqn€ul KoMnereHr{r4r rrepcoHzlJra;

8. @opnranrnoe ornolleHr4e K cBor.rM AoJrxHocrHbIM o6r3aHHocrtM [epcoHtura,
orcyrcrBr.re AonxHoro KoHTpoJrr ra pa6orofi [epcoH€ura co cropoHbr pyKoBoAcrBa;

9. Hapyurenue ycJroBr.ri xpaHeHr4Jr r.r rpaHcnoprr.rpoBK[ JreKapcrBeHHbrx cpeAcrB.
Onronrre, po3Hr4qHEre Qaprr,raqenruuecKr,re r4 MeAurlr.rHcKue opraHr43arr[u:
1 . He crf oprur.rpoBaHa cr.rcreMa o6ecne.reHr,rr KaqecrBa JreKapcrBeHHbrx cpeAcrB

(npuxasn Mnns4pana Poccr{rr or 3 L08.201 6 Na 647u, 646n);
2. HapyrueHrae ycnorufi xpaHeHr{r JreKapcrBeHHbrx cpeAcrB;
3. He4ocrarovHaur KoMrrereHTHocrb nepcoHana;
4. Brr6op nocraBUInKoB JreKapcrBeHHbrx cpeAcrB 6es yvera crarlrcrr,tKri no

peKJraMaqr.rrM Ha KaqecTBo, HaAexHocTn nocTaBulr.rKoB.

Mepsr, npr.rHnMaeMbre Poc:4panrag:opona AJrr ycrpaneHnr napyurennfi
o6xgarelurrrx rpe6oBaHr.rfi, yKa3aHHbrx B aKTax npoBepoK



B xoge ocyqecrBJreHr.rc florHoMoqufi uo eu6opovuorr,ry KoHTpoJrro KaqecrBa
JreKapcrBeuHbrx cpe.qcrB oQoprr.rnenue aKToB npoBepoK He rrpeAycMa,rplrBaercr.
Peaynrrar:u ucnl';.tar'ui.t Jrer(apcrBegHblx cpeAcrB B prrMKEx nu6opovnoro KoHTpoJrt
KaqecrBa JleKapcrBeHHbtx cpeAcrB o$opumrorcr B Br,rAe gKcneprnux larcroqesu fi.

B cesglr c [oJIyqeHLIeM gaxmoqenxfi excneprHofi opraHr,r3arlr.ru o HecoorBercrBrir.r
JreKapcrBeHHbrx cpeAcrB ycranoBneHHhrM rpe6oaanr.rxlr K r,rx KaqecrBy
PocegpaanagsopoM [pr.rurro 59 pelrennft o6 lzzrmuu rd ynr4qroxenura 29 ropronux
Har4MeHoBaHr{i 53 cepNfi ue4o6poravecrBeHHhrx neKapcrBeunbrx cpeAcrB.

B ceqgu c noBTopHbIM Bhu{BJIeHI{eM HecoorBercrBr{r JreKapcrBennbrx cpeAcrB
ycraHoBJIeHHbIna rpe6oranr.rrM K I{x KaqecrBy na uoceprEinlrfi nrr6opovxuft xon'rpolr
nepeBeAeHo 7 ropronrrx Har.rMeHoBaHr{fi lexapcrnenHLrx cpeAcrB.

Pocs4panna4ropoM HanpaBJIeHbI [peAlLIcaHI4{ o npeAcraBnexr.rra AJrr coruracoBaHr.rt
npofpaMM ueponplrfflrfi no npeAorBparleHrlro npr4qr,rueur.r{ BpeAa xn3Hr,r lt 3AopoBbro

lpa)KIaH, B cBt3r.r c BbIrBJreH r{eM He4o6poxauecrBeuHbrx JreKapcrBeHH;rx cpeAcrB.
lln(fopnaaqur o [pr.rHrrbrx peureHrlrx pa3Mer{eua na caftre PosgpannaAgopa

(py6pura (JleKapcrBeuubre cpeAcrBa>lpasaet <l1u$oprr,raqzounrre nucruo>).
Bonpocu npr.rMeuexr.rr o6r3arerbHblx rpe6oBaHr,rft s ct,tcreN,tuofi B3al{MocBr3r.r

noroxenxfi pur3JrfiqHbrx HopMarr4BHBrx npaBoBbD( arror (pastrcnenur PocrgpaBHaA3opa
rro BolpocaM BbuIBJIeHHbrx Hapyrueuvi [plrMeHeHr.rt 3axoHoAareJrbcrsa Poccuficrofi
@e4epaquu s o6,'racrr4 co6ro.qeHlrx o6r3arerbHbrx rpe6onanr,rfi )

3rcneprnofi opranr.raaqueft B paMKrx arr6opounoro KoH'rpoJrr KaqecrBa
locrynarc lrle o6pa3qbr JreKapcrBeHHbrx cpeAcrB [poBeprrorcr Ha coorBercrBlle
rpe6oBaHlrtM (fapvaroneftubrM crarlrM (focyaapcraennar Saplraxonex Poccuftcrofi
(De4epaqr.ru) r.r B cJrf{ae orcyrcrBnr {apruaxoneftHux c:rarefi - Ha coorBercrBne
Tpe6oBaHrlrM uopnaaruraofi AoKyMeHTarI[u upouraoglrrelefi .

Hopua:nannar AoKyMeHTarIur, no roropoi ireKapcrBeHHoe cpeAcrBo lpoBepffrocb
rrpr{ BbrnycKe B rpaxAaucKufi o6opor yKa3rrBaercr B AerJraparlurx o coorBercrBnr.r
(cepru(purarax coorBercrBr.rfl) - anr JrexapcrBennbrx flpeflaparoB AJrr MeAr.rrlt4 HcKoro
nprrMeHeurlr, B rrporoKoJrax anaJru3a (r.rcnrrmnufi) t,rntl [acnopr,Ix flpor43BoAnreleft
JreKapcTBeHHLrx cpeAcrB - .qrr abapr\.laqeBTr4qecKr.rx cy6crauqufi .

B csrsta c [ocryrrJreHr{eM B orqerHoM KBapftue gKcneprHbrx garutrcqenrlft
(DfBy (IIMII3yAOCMIb Pocs4pa"nxagsopa o BnepBbre BbrrBrreHHhrx HecoorBercrBr.rrx
KaqecrBa l0 roproarrx HaltMeuoBaHldir 13 cepuia JrexapcrBenHbrx cpeAcrB Tpe6oBaur4rM,
ycTaHoBJIeHHbrM nopuarunnofi goryrvrentaqlreft npourro4rlreleft (r.r:-sa
HeBoclpor{3BoAr.rMocrl4 MeroAr.rK, oruu6or B pacqerHbrx Qoprraynax, orcyrcrBr,u
KoMMepqecKrax npeAJroxeHu[ no c'rangaprnsru o6pa.:qaM, pacxoAHbrM Marepr{rrJraM r4
np., npeAycMorpeHHbrx nopMarunnofi ,qoKyMeHTarluei) Pocr4parHa"q3opoM Ha[paBJreHo
9 sanpocoa n Mran:4pan Pocctu o npeAocraBJreHr.rlr pa3brcHenr,ri neo6xo4r.rMocrlr
BneceHnr lrglrenenrafi B HopMarr4Brryn AoKyMeHTarIun upoll3BoAr.rrenefi (gepxarenefi
perncrparlr4oHubrx yAocroBepeuuft).

B 4-u KBapr.ure 2017 rora n PocsgpannaA3op rocrynuro 8 pasrrcnenui
Mnu:gpaaa Poccuu flo yKa3aHH6rM BolpocEIM, o Koropbrx ran$opnrr.rporanrr
IPOI,I3BOA'ITCJII,I JIEKAPCTBEHHbIX CPEACTB (4CPXA:rCIr,r PETUCTPAIIAOHHBIX
ygocronepeur.ri).



Pa3ucueuul, nonyqeHHbre PocsAparuagsopoM or opranoB lpoKyparypbl, I,IHbrx
rocyAapcTBeHHbIX OpraHOB nO BOlpOCaM, CBr3aHHbrM C OCyUIeCTBJreHr,teM KoHTpOJTbHO-
ua4sopnofi AerreJrrHocrr,r

B 4-u KBapr€rne 2017 rora n PocsgpannaA3op [ocrynuro 8 pasrrcnenui
MraHa4para Poccr.ru o Heo6xo4zrrrocru BHeceHr.rr z:naenensfi B HopMarr.rBxyro
AOKyMeHTaTI[rO [por,r3BoAr4relei (lepxarenefi perucrparlr{oHHbrx y4ocroeepennfi), o
Koropbrx rau$opuupoeaun npon3BoA[Tenr,r JreKapcrBeHHbrx cpeAcrB (4epxarenra
perucrparlr4oHHbrx yAocroBepeHr,rfi ).

Hannrenoranne nexapcrBennoro
cpeAcTBa

Halnarue [potr3BoAurelr, crparra lloxacarem
I|ecooTBeTcTBltf,

A6arcanup, ra6lerxr.r, rroKpbrrhre
nrenoqnofi o6oloqrofi, 300 ur 60
urr., 6aura (1), navru (aproHHbre

OOO (MAKI43-@APMA>, Poccr.rs flocroponnr.re
rrpr,rMecr,r,

Koruqec'rnelrsoe
onpeAeJreHne

Anr6ynruu, pacrBop qnr ru$yruft
20% 100 ru, 6yrsnxlr creKJrruusre
Nrt KpoBr.r, rpanclpy:uouuux
lpenaparoB ( 1), ravru KaprouHbre

f EY3 CO <Cnep4;roncxa.e
o6nacrHas cranrllt fiepenr,rBarr{t
xDosu). Poccflt

Kanpu:rar-r,ron

Kanronpun-CTl,I, ra6;rerxu 50 rrar 10

ur., yrraKoBKn KoHTypHbre
sqeftrossre (4), navrcu KaproHuhre

OAO (ABBA PYC>, Poccur Pacrnopenue,
Koff.rqectseHHoe
orrpeAeJreHr.re,

O4nopo4uocrr
ao3r{poBaHnt

Marfycon, pacrBop g.lrr aa$ysufi 500
ru, xonrefiuep ur no:ruorelpuuonofi
nreuxlr (1), rrqrrKr4 KafrroHHue (4ne
craqnonapon)

OAO <Ouprr.ra Meafionr{Mep),
Pocu.rr

Korr,rqecrseHnoe
onpe.qeJreHue. Maruufi -
I,IOH

Pucno:renr@, pacrBop .urr lpueMa
nnyrpr 1 ur/rra;r 30 rral, ipnaxonrr (l),
/s xo^.rrueme c rpa.uy,uponannoi
nunerrofi /. rarlKu KaDToHHbre

<duccen @apuaqeorr.ta H.8.",
Ee-nrrng

Kolllqecrnennoe
olpeaeneHxe

flepuu4oupu, ra6lerru 4 rr,r 10 urr.,
ynaxoBKrr sqefironue rourypnue (3),
naqKu KapToHHHe

OOO (IIPAHAOAPM>, Poccrq Pacrnopeure,
O4nopogHocrr
ao3r.rpoBaHu.s,
KoraqecrseHroe
oIIpeAeJreHne

3puyc@, ra6rerru floKpblrbre
nnego.{Hofi o6onoqxofi 5 ur 10 un.,
ynaKoBKr,r sqefixogrre xonrypuue (1),
IIaqKn KarrToHH6re

<Illepuur-fllay JIa6o H.B.>,
Eemrlrs

floA,ruunocrr
(B3XX),
flocroponnue
npaMecu,
Ognopo4nocrr
IO3r,rpoBaHr.rr,
Korr,rqecrseHHoe
onpeAeJIeHEe

feuapr,r4exc@, renb ars HapyxHoro
pnMeHeHr.r.s 30 r/50 r, ry6u

:IJrroMr.rHr.reBBre ( 1), na.rru KaproHHHe

AO <Tarxur'.r$apMrrperraparbr,,,
Poccu.r

Korfi.recrseHHoe
orrpeAeJreue.
Atctltslroctl renapr.rHa
Henpue



Pexorueugyeuue Pocs4parnageoporr,r Mepbr rro o6ecneqenurc KarlecrBil
JreKapcrBeHHbrx flpenaparoB, BBoAI,IMhrx B rpaxAaHcKr.rfi o6opor:

lepecMorp uoptrlarunuofi AoKlrvreHTalluu npor.r3BoAnreJlr, KaK poccuficroro, rar r.t

HHocTpaHHoro, c IIeJIbIo BbItBJIeHI'It Bo3MoxHbIX HeAocTaTKoB uopruarunuoi
AorgrMeHTarruu (ouevarox, ueroqnocrefi MeroAr.rKr.r, HeBoc[por.r3BoAr.rMocrx MeroAuKr,r,
HaJruttr4fl craHAaprHrrx o6pasuon, Koropbre He npor,r3BoArrcr n gp.);

r.rcnoJrBoBaHtre o6qenpraurrbrx MeroAoB a]f'arfi43a (rpe6oaannfi locygapcBeuuofi
@apuaroneu) npr.r paspa6orKe HopMarr.rBuofi Aorcyruenrarlnr,r AJUr BBeAeHrdrr n o6opor
HoBbIX JIeKapcrBeHHbIx flpeflaparoB (nepauvnar perucrparlur, H3MeHeHH€uI TexHojrof[q u
np.); ur6eranfie MeroAr.rK, Koropbre Bbr3oByr cJroxHocrr.r npu lrx Bocnpor,r3BeAeHr,rn B
paMKrx rocyAapcrBeHHoro KoHTpoJu npu o6panleHuu B tpax.qaHcKoM o6opore, a raKxe
ra6oparopnoro o6opyaorauur, He BKjrroqeHHoro B peecrp cpeAcrB r.r:rrrepenufi, u
peaKTI'IBOB, CTaHAapTOB, KOTOpbIe He BbrnycKaloTcr AiIr KoMMepqecKoro [cnoJrb3oBaHr.rr r4

rp.
ne$opnaaJrrnuft no4xog K npoBeAeH[ro paccneAoBaHr.rfi npuur.rn Bo3Hr.rKHoBeHr,rt

orxrouenni B KaqecrBe;
paspa6mxa,{eficrseHxofi nporpaMMbr rrreponpr.r_arr.rfi, c onpe.qeJreHr,reM cpoKoB u

rr,rrrr noaaolnorqefi a 6ygyqena
cpeAcTB, He COOTBeTCTByTOUIHX

o6yveune nepcoHulJra aJrropurMy 4eficrurfi nprl BbrrBJreHEu ue4o6poravecrBeHHrrx
JreKapcTBeHHhrX CpeACTB ri BO3Hr.rKHOBeHI,U,r HeCTaHAapTUUX CUryaqUfi .

B r{acrr.r $egepanruoro rocyAapcrBeHuoro HaA3opa a c<pepe o6paqexr.rr
neKapcrBeHHbrx cpeAcrB [ocpeAcrBoM opraHr.r3arryrr4 n npoBeAeHr.rr [poBepoK
coorBercrBl'Ill JIeKapcrBeHHrIX cpeAcrB ycraHoBJreHubrv rpe6oraxu_aM 3aKoHoAareJrbcrBa
no xpaHeHl'Irc' nepeBo3Ke' ornycKy' peaJllr3aUlrfi JIeKapcrBeHHbIx cpeAcrB AJI'
MeAr,rqr,rHcKoro [pr{MeHeHr,rr n 4 raapra.n e 2017 r. B exeroAHufi nlas sKrroqeHa 6l
nJraHoBarr [poBepKa. llponegeno 73 nponeprr.r (57 nnauonux z 16 nnennanonrx).

B xoAe npoBeAeHrir npoBepoK rocyAapcrBeHHoMy KoH'rpoJrlo noABepF.Urrcb:
anreqHbre opraHu3arrlrH (anreru, anreqHhre nyHKT6r, a[TeKr.r Me,q[ur.rHcKr4x

opranuaaqufi),
MeAV rIrrHCKr.re opraHr{3arluu,
I'IHbIe opraHl'I3aql{u' ocyulecrBJltloque MeAITIILIHCKyIO AetreJlbHocrb, LI

ucnonb3yroulue neKapcrBeHHhre npenaparH Arq reqe6}ro-AuarHocrr.rqecKoro upoqecca a
oKEBaHr4Jr MeAr4rlr,rHCKr,rx yclyr (urxonrr-r,rHTepHarbr, KocMeroJroruqecKr,re canosbr).

ocHosaHr,rrvu AJts npoBeAeHurr BHelJraHoBbrx npoBepoK r IV rraprar e 2017 rola
'BJI'JIIICb:I'lcreqeHl4e cpoKa I{cnoJIHeHI'It rcpI'rAIrqecKLIM nLIIroM, LIHAr.rBr,rAyanbHbrM
IPEANPI'HI,IMATCJICM PAHCC BbIAAHHOTO NPEAIII,ICAHI,TJI O6 YCTPATTCUUII B6UIBJIEHHOTO
HapyreHr.rr - 12 (75%\;

o6paqeuur rpaxAaH o saxrax ornycKa JreKapcrBeHHbrx npenaparoB, o6raAaroqux
ncuxoaKTr,rBHbrrr{ ,[eficrsuervr, 6e: peqenra Bpaqa r.r3 arrreqHblx opranusaqufi _ 4 (25%).

flpu npoaegenr{H npoBepor( co6,rro4exu ycraHoBne'Hbre [pr.rKa3aM' CpOKLr.flo pe3yn'TaraM KoH'rpon'Ho-HaA3opHhrx rr.reponpuxrufi oQopurenu axrbr
npoBepoK. flo urorau nJraHoBbrx npoBepor BbrAaHo 22 npegnucauus,.

OTBETCTBEHHEIX

JIeKapcTBeHHbrx

KarlecTBy;

I,rcKJrK)qur6 norropHui BbtnycK
ycraHoarreHurrM rpe6oraHuxu K
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flo pesynrraraM KoHTpoJrbHo-Ha,q3opHbrx rr,reponpraarrfi sa IV xuapran 2017 rom
cocraBrreH 21 nporoxo.rr no q. I cr. 14.43 KoAII P<D.

O6texrou [paBoHapy eHI,It no crarse 14.43 KoAfI P@ rBJrrK)Tcr o6rqecraennsre
orHorrreHrrr s o6racru npr.rMeHeHr,tr 14 r.rcrroJrHeH[q o6rgareftHrrx rpe6onanuft x
npoAyKrrr{u r.rJrr4 K npoAyKt\LlLr Lt cBflsal1.nrru c T pe6oaaH^u'.Mu K npoAyKur{rr npoqeccaM, B
qacTHocTr.r xpaHeHr.tr.

Tarue rpe6oBaHr,rr ycraHoBJreHbl, B ToM rlncJre oegepan'rLlM 3aKoHoM or
12.04.2010 Ns 61-o3 <06 o6paqenzu neKapcrBeHHbrx cpeAcrB)), flpanuraurl
Ha4.nexaulefi npaKTr.rKH xpaHeH[r H [epeBo3KH JreKapcrBeHHbrx lpelaparoB Ant
MeAr.rrlrlncKoro npr.rMeHeHr,n lr llpanulaun xpaHenr.rr JreKapcrBeHH;rx cpeAcrB.

Cyrr.rlra HaJroxeHHbrx aAMr.rHrrcrparrarurx urrpa$oB no q. I cr. 14.43 KoAII p<D

cocraBr.rJra 200 rHc. py6nefi. Agrrar,ruucrpau{BHoe HaKa3aHue B Br,rAe [peAyrrpexAeHr.rt
BbrHeceHo 19 rcpaguvecKr,rM JurrIaM. Perylrraru npoBepoK ropr.rAr.rqecKr,rMr{ nqrlaMr,r He
o6xarosaracr.

flo Qarrartr ornycKa a[Ter{HbrMr.r opraHfi3arlurMlr JreKapcrBeuHbrx npelaparoB,
o6la4aorqnx ncnxoaKTaBHbrn 4eftcrruela, 6er peqenra Bpaqa, BLrrBJreHHbrM B paMKax
BHenJIaHoBbIx [poBepoK' Ha IopI'IAI'FIecKI'tx JII{q H:uIoXeHbI aAMI,IHI,IcTpaTranuue rurpaQu
3a HapyrueHr,re ycraHoBneHHoro noprAKa po*ru.rnofi ToproBnr4 neKapcrBeHHbrMr.r
nperaparaMr.r (cr.14.4.2 KoAfI P@) Ha cyMMy 80 ruc. py6.

B 4 rnaprane 2017 r. paccMorpeHo 192 o6paulenr.rrr lpaxAaH, B
BO[pOCaM, Kacarouu,rMc{ oTnycKa, xpaHeHr4t, nepeBo3Kn JreKapcTBeHHbrX

HelpaBoMepuuuu 4eficrnnluu

TOM qI,ICJIE IIO

cpe4cu - 145
o6paqenufi.

Mepu upoxypopcroro pearnpoBaHr.rr B cBr3r,r c
Pocr4paaua4sopa B orqerHoM KBaprnfle He npnMenrJrr,rcb.

3a orqersufi flepuoA n pocs4panuaA3op He nocrynr4no pa3brcHenuft fenepalruofi
npoKyparypbr Poccuicxofi (DeAepaqr.ru.

B 4 xnapran e 2017 roAa r{MeJrr,r Mecro cJreAyroulue cr.creMHbre HapyrueHr.rr,
AONYCKAEMbIC IOPI4AI,IqECKIMI{ NUIIAMH II IIIIT],IBI,/.AY',JIbHbIMI,I NPEANPI,IHI,IMATCN,MI,I IIPII
o6paulenuu reKapcrBeHHhrx cpe.qcrB: B HapyrueHr.re rpe6orauufi crarwr 5g
@e4epaarnoro 3aKoHa or 12.04.2010 Ns 6l-o3 <06 o6paqe'ur.r rreKapcrBeHg'rx
CPEACTB> B qACTI,I XPAHEHI,Ifl JIEKAPCTBEHHrIX CPEACTB; IIPATAI XPAHEHI', JIEKAPCTBCHH6IX
cpeAcrB, yrBepx(AeHHbrx npnKuBoM MUns4pancoqpiBBr.rrr,rr pocclrr,r or 23.0g.2010 Ng
706u; flpanr,rn naAlexaqefi npaKTr.rKr,r xpaHeHr,rr H [epeBo3K[ JreKapcrBeHH'rx
IIPCIIAPATOB AJI' MEATiIII,IHCKOIO NPI,IMEHCHI'', YTBEPXACHHbIX IPI{KIBOM MUHA4PANA
Poccutr or 31.08.2016l,,lb 646n:

orcyrcrByer o6opygonanue, seo6xoAuuoe Ara opraHr,r3aqr.ru HaAnexaulero
xpaHeHr'rr reKapcrBeHHbrx npeflaparoB, rro3BoJrrroulee o6ecnequrr xpaHeHr.re
JreKapcrBeHHbrx cpeAcrB B COOTBeTCTBT.II C yKa3aHHbIMr{ Ha nepauvnofi u nropu.rnofi
(norpe6r.*enrcrofi) ynaxoare rpe6onauuxMr.r [por,r3BoA u,.etefi JreKapcrBeHHbrx cpeAcrB
(orcyrcrnyror KoHAl'rrr.roHepbr, fipr,rror{Ho-BbrrrxHar BeHTrrJrrrrur, ocyur.rren' Bo3Ayxa,
Qapuaqenruvecxne xolo4umnuxu), fioMerr{eHr.tr ArA xpaHeHr.r, JreKapcrBeHHbrx
lpenaparoB rpe6yror reKyrqero peMoHTa; He co6roAarorcx ycJroBr.r, xpaHeH]r,
JreKapcrBeHHbrx fipeflaparoB, B TOM Vr'cae rpe6yourlrx 3arql,rrhr or rroBbrruenuofi,
nonuxegHofi TeMneparypbr, or 4eficrnut cBera, BJIaXHOCTI,T, OT MexaHnqecKoro
eoageficreur (yaapor);
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oTcyTcTByIoT cl,rcTeMa BHyTpeHHero KoHTpoJrr KaqecTBa oKa3alrur ycJlytlr, a TaK)I(e
pa3paooTaHHbre r4 yTBepxAeHHbre r.rHcTpyKqr.rH, cTaHAaprHbre olepaquoHHEre [poqeAypBr,
[o3BoJItIoqI4e peHIaMeHTIrpoBarr r.r KoHTpoJrr.rpoBarb (onyrpeuuuft ronrponr) lei4c-rBvfl
coTpyAHI'IKOB [pI{ OCyUIeCTBT9HVWI AetTeJIbHOCTr.r IIO XpaHeHUrO, OT[yCKy A pe€uru3arlr4r.r

JreKapcTBeHHbrx lpeflapaToB AJrr MeAI4UHHCKOTO npuMeHeHr.rr;
pyKoBoAr.rreJreM opranrasaqufi He ycraHoBJreH nopqAoK BeAeHr,rr frera

JreKapcTBeHHhrx cpeAcTB c orpaHr,rqeHHLrM cpoKoM roAHocTrr; oTcyTcTByroT AoKyMeHTbr,
onpeAeJrrroqfie [oprAoK BeAeHI,Ir yqera JreKapcrBeHHbIX CpeACTB C OrpaHr,rqeHHhrM
cpoKoM roAHocrr.r. He ycranoaleH KoHTpoJrb 3a cBoeBpeMeHHofi peanx3arlueft err,rx
JIeKapcrBeHHEIx npeflaparoB. B pr4e MeAI,IIIIIHcKHX I{ anTeqHbrx oprauusaqr.rfi BbHBJreHbr
JIeKapcTBeHHbIe flpellapaTbl c llcTeKrrrlrM cpoKoM roAHocTr.r, a raKxe neKapcTBeHHLre
[peflapaTbr, KaqecTBo KoTophrx AoKyMeHT€urbHo He noATBepxAeHo;

ne co6lro4arorcr npaBr.rJra ornycKa r4 peaur,r3aqr{u JreKapcrBeHHhrx lpelaparoB
(4onycrae:rcr orrrycK perlenrypHbrx JreKapcrBenHbrx lpefiaparos 6es peqeflra;
anTerrHblMu opraHr.I3aIIutMI4 He npeArtBJIClOTCr peqerrTbr Ha JreKapcTBeHHbre flpenapaTbl,
fioAJrex(arru{e npeAMerHo-KoJrraqecrBeHHoMy y,rery).

ftx ycrpaxeHr.ur HapylreHrifi o6ssare$xrrx rpe60nauufi, yra:auxbrx B aKT€x
[poBepoK, Pocs4paanag:opoM npr.rHr4 M€lrorcr raxr{e npo$uJraKTr4qecKue Mepbr, KaK
npoBeAeHEe ne6nnapoa, rcon$epeuqufi 4lr cy6rexror o6paulenrar JreKapcrBeHHbrx
cpeAcrB, c o6cyxgenueM TzrrlrrrHbrx uapyrueuuft, BbrrBJrteMhrx B xoAe lpoBeAeHl{f,
[poBepoK. Taxxe na o$uqua$nor'r cafire Poca4paBHaA3opa pa3MerrleHa ran$opnraqur o
crarr.rcrr.rKe KoJrnqecrBa npoBeAeHHbrx KoH'rpoJrbHo-HaA3OpHbIX n4eponpr,urr.rfi, nepeqeHb
nar.r6olee qacro Bcrpeqaloult4xcr napyruenufi o6rsaremHHx,rpe6oraHr.rft .

Ha caftTe Pocs4paana4sopa ony6auxoaax AoKJraA c pyKoBoAcrBoM rro
co6nrogeHNro o6sgareruHrrx tpe6oraHufi no Bo[pocaM BLUrBJreHHbrx Hapylreuvi B qacrr.r
npr.rMeHeHr.rr 3axoHoAareJrbcrsa Poccafi cxofi (De.qepaqur.r.

B PocgApas'aA:op or Munr4pasa Poccu[ flocrynriJro unSopruaquonHoe nucbMo o
AO[OnHr4TeJIbHErX pa36{CHenVr'x rpe6oeanuft no orlycKy JreKapcrBeHHbIX flpe[aparoB
AJUI MeAnrIr.rHcKofo npr.IMeHeHr.tr B anTeqHbrx opraHr{3arluf,x.

BnA rconrpo.nr - rocyAapcree'HHfi Ko'Tponb ra o6parqenneM MeArrrr'HcKrrx
Esaenrrft

flpe4rue'rona rocyAapcrBeHqoro KoHTpo rrfr 
^Brr,ercfl 

opran[3arlu, u loBe,ueHr.re
[poBepoK co6.IIroAeHIIs cy6rerratrz o6paulenr,rx MeAr.rqr,rHcKr.rx uzaerruit o6gga:renrurrx
rpe6onaurafi s crfepe o6parqeuu.r MeAr,rrlrlncKrlx nzgetuit, B ToM r{r4cJre rrpr4 [poBeAeHr.r[
KJrrrxt4qecxrlx ucnrnanzfi Me.quqlrncKr,rx
6egouacnocru Me.qr4ur.rHcKr.rx Hsaerufi .

usgelui l,t ocyulecrBneHl{e MoHr{Topr,rHra

I{en:rpa.,r"*'rrnr aflnaparoM pocs4paana4sopa a 4 KBapr€ure 2017 roranponegeno 29
[poBepoK, tr3 Hr.rx - 17 nrtanosrrx v 12 sHenraHoBhrx rrpoBepoK.

Bnentra'osrre [poBepK[r cocraBlrJrl{ 4l%o or o6tq""o qrrcJra [poBeAeHHbrx
lpoBepoK I.o rocy,qapcrBe'HoMy KOHTpOIT sa o6parqeHueM MeAr{qr,rHcrlx r.ra4erufi,
OCHoBaH[eM .qJIt [pOBeAeHI'It KOTopLIX tBJItJIOcB ItCTeqeHLIe CpOKa r{CIroJrHeHLrt
IopI4AI'IqecKI'lM JIITIIoM' I'IHAI'IBI{AyaJIbHEIM flpeAnplrHv MareJreM paHee BbrAaHHoro
rrpe4rrr4carrn, o6 ycrpauenzr,r BbrrBJreHHoro HapyureHr4r.

B xo4e Ko'rpoJrbHo-HaA3opHhrx rraeponpr,nrr.fi [poBepe'o 29 apuauuecKr.rx Jrxrl.
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flo pe3ynbraraM npoBepoK [pr,rHrrbr Mepbr KoH'rponbHoro r.r HaA3opHoro
pearr4poBaHr,rrr:

BbrAaHo I3 npegnucaxuft o6 yc, paneHrrr4 BBIcBreHHux napyurenufi;
cocraBJreHo 3 npororora o6 a,quuntcr:parl,IBHbrx flpaBouapyueHl,Itx rro cr. 6.28

KoAII.
3a secl repr4oA 2017 rola (nurovar IV xnaprar 2017 roaa) npooe4eno 87

[poBepoK, r,r3 Hrx - 55 nranonrrx u 32 BHeruIaHoBEIx npoBepKn rro rocyAapcrBeHHoMy
KoHTponrc 3a o6pauleur,reM MeAr,rqr.rHcKrrx r43AeJrr{ft, npunxro yqacrIle B flpoBepre
Teppu ropuaabHlrx opraHoB Pocagpanna4sopa rro Oproncxofi, Tynrcxofi, Bororo4croft,
Myprr,raxcxoi, Kypcxoi, Bolrorpagcxoft u PssaHcrofi o6nacrrM.

BaenraHosue [poBepKr4 cocraBr4Jrr.r 37Yo or o6uqero qucJra npoBeAeHHbrx

npoBepoK [o rocyAapcrBeHHoMy KoHrpoJrlo 3a o6pauleHr4eM MeAr4r{r.rHcKrax u:4eruft .

Ocnonauu.rr4[ AJrr [poBeAeHr.rrr BnerrJranoBbrx npoBepoK r-20U rogy rBJr{Jrr,rcb:

r.rcTeqeHr,re cpoKa acnoJIHeHr,It rcpr.rAr,rqecKlrM JrrrrloM, VH.qI{BI4AyEIJTbHbIM

[peAlpr.rHr.rMareneM paHee BrIAaHHoro [peA[r{caHr4r o6 ycrpanenrlr,r BbrrBJreHHoro

HapyrreHr.rr - 28 nponepor,
nopyqeHne flparurenlcrna Poccraicxofi @eqepaquu - I npoaepra;
nocry[JreHr.re B opfaH rocyAapcrBeHHoro KoHTpoJrr o6paqerrfi lpaxAaH

Bo3Hr.rKHoBeHfie yrpo3br np[quHeHr.rr BpeAa xI{3HI,I, 3AopoBBIo fpax.qau - 2 nponepxa;
rrocryrrJreHr.re B opraH rocyAapcrBeHHoro KoHTpoJrr nnQopmaqr.rr4 o npuqriueHr.ur

BpeAa xr43Hr4, 3AopoBblo rpax.aaH - I nponepra.
B xo4e KoHTpoJrbHo-HaA3opHbrx rr,reponpraxrufi npoBepeHo 66 ropraArauecrrrx Jrr{q.

llo pe3yJrbraraM rrpoBepoK nplrHrrbr Mepbr KoHrpoJrbHoro ri HaA3opnoro
pearupoBaHr,rs:

BhrAaHo 46 npegnucanufi o6 ycrpaueHl,Ilr BErtBJIeHHux napyurenufi;
cocraBJreHo l2 upo'roxonor o6 a4rvruxucrparl4BHbrx [paBoHapyueHr,rJ{x: flo cr. 6.28

- 12 npororonoB, no cr. 6.33 - l rrporoKoJr, no cr. 19.4 - 1 nporoxor.

Ha ocuoBaur4r,r pe3ynbraroB 3 nporepor Marepuzurbr HanpaBJreHEr B

rrpaBooxpaHr4TeJrbHhre opraHhr.
B 2017 roAy paccMorpeno 408 o6paruenr.rfi fpaxAaH rro BolpocaM (oHrponr 3a

o6pauleuuerra MeAr.rrlr4HcKrix waetuit, B ToM rrllcJre sa 4 xrapral - 92 o6panlenur.
B xoAe ocyulecrBJreHrrr rocyAapcrBeHHoro KoHTpoJrr 3a o6parqenr.rena

MeAI,IuI,IHcKr4x usgesmir Poc:4panua4sopot"t BbIqBJreHbI TLr[uqHbIe HapyrrreHlrt,
xapaKTepHbre AJrr pa3Jrr{qHbrx cy6rercou o6pailIeHr,rr MeAr.rqr.rHcKr,rx uzaetuir:

l. flpousao4rirenr4 MeAr,rqrlncrux us4elufi:
rrpor{3BoAcrBo He3aperrrcrpr{poBaHHbrx MeAHrIr.rHcKnx uz4eturt (napyruenue q. 4 cr.

38 <De4epalruoro 3aKoHa or 21.11.2011 Ns 323-03 <06 oxpane 3AopoBbr rpaxAaH B
Poccraicrofi @egepaqr.ru>):

AO "T3MOI4", r. TroMeHr, r. Mocxsa;

Crarrc KoAII P@ Cyuua na;roxenqbrx aAMugrrcrparlBHbrx mrpar[on (py6.) :a 2nl7 roa
6.28 360 000
19.4 s 000
6.33 1 000 000
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npor43BoAcrBo HeAo6poKaqecrBeuHo[ rrpoAyKrlr4u (napyurenue v. 3 cr. 38
@e4epamroro 3aKoua or 2l.ll.20ll J,{b 3n-A3 <06 oxpane 3AopoBE fpinrAax B

Poccuficrofi @egepaqr.ru>>, u. 55 flpanr,u rocyAapcrBeHnofi perucrparlr4r4 MeAr,tqr.tHcKr.rx

uzAe:luit, yrBepxAeHHhrx flocraHoBJrenneu flparureJrbcrBa Poccuftcrofi (De4epaquu or
27.r2.20r2 J1! 1416):

AO'H[IK MEMAHA-OI4JIbTP", r. Mocrna;
MeAurlr.rucKr.re v34ervt conpoBoxAarorcr 3KcflJryararluonxofi 4oryuenraqneft, ne

coornercrryrorqefi Marep[uuraM perr{crpaq}ronHoro Aocre, B pyKoBoAcrBa rro
gKcnJryararlNrr Bxecexbr r.r3MeHeHr{r (napyureur,re .I. 3 cr. 38 @eaepansHoro 3aKoHa or
21.11.2011 }lb 323-@3 <06 oxpane 3AopoBLq lpaxAaH n Poccuficxoi (De4epaqur.r>, n. 55
flpanun rocyAapcrBeHnoft perficrparlr4r,r MeAr,rrlt4 HcKrlx usger,uir, yrBep)KAenHblx
rocraHoBrreHr,reu llpanurenrcrna Poccraftcxoft @e4epaqnu or 27.12.2012 Ne 1416):

AO "fIO3r,rC", Pecny6rr.rxa Tarapcran, r. 3eneno4olscr;
2. llocrasuIlrr.r Mear{qItHcKI,Ix t{sAerlli:
BBo3, xpaHeHtre v peaJtur3arlur HeAo6poKaqecrBeHHbIX MeAI,IuLrHcKux us4erruit

(xapyrueHue q. 3, 16, 17 cr. 38 @e4epamnoro 3aKoua or 21.11.2011 Ns 323-@3 <06
oxpaHe 3AopoBbr rpaxAaH s PoccnftcKoft @e4epaquu>:

3AO'IOHI,IAEHT", r. Mocxaa;
MeAr{qr.rHcKr.re v3'ierntfl. conpoBoxAarcTcs 3Kcniryararluonnofi qorgmenraquefi, xe

coorBercrByroqefi Marepr,riuraM perr.rcrpalll4oHHoro Aocbe, B pyKoBoAcrBa no
gKcnJryararlur4 BHeceHEr lr3MeueHr,rr (uapyurenue q. 3 cr. 38 @e.qepamuoro 3axoHa or
21.11.2011 Il! 323-03 <06 oxpane 3AopoBbr rp€D(AaH e Poccuicrofi @e4epaquu>, n. 55

flpanul rocyAapcrBeHHoft perucrpauul,t MeAlrq[IrcKr,Ix uzger.uir, yrBepxAeHxbrx
rrocraHoBrreHr,reM llpaBrlrerbcrBa Poccr{ficKof (DeAeparlr4u or 27.12.2012 }.'1b 1416):

OOO KIUT3 BOCTOK, r. Mocxsa.
3. MeAnquscKr{e opraHr{3arlurr:
npr{MeHeHr.re He3aperucTpr4poBaHHhlx MeAITIII4HoKI,IX r{3Aerrl,Ift (6es

peflrcrpaqnoHHoro yAocroBepeHfir) (napyurenue .r. 4 cr. 38 <De,qepanrHoro 3aKoHa or
2l.ll.20l I Ns 323-@3 <06 oxpane 3AopoBbr fpaxAaH s Poccuicxofi @e4epaqun)

fBy3 Cn6 6omnuqa PAH, r. Canxr-flerep6ypr;
OfEy "CfI6 lIl/lz l@' Mlrne4paea Poccr,rra, r. Canxr-llerep6ypr;
@fBy "PPU ".{ercrBo" MuNs4paaa Poccur,r, Mocxorcxar o6l.;
rrpr,rMeHeHr4e HeAoopoKar{ecrBeHHblx MeAHrlr,rHcKr.rx r.rsAenufi (Hecoo:rnercrnyroqux

AoKyMeHTarIr{r4 npor43BoAr4Tenx) (napylrenlre u. 3, 13 cr. 38 Qe4epanruoro 3aKoHa or
2l.ll.2011 Ns 323-@3 <06 oxpaHe 3AopoBbr fpaxAaH s Poccrftcrofi @e4epaquo)

fBy3 CO "Cauapcrar CCMII", r. Carrrapa;
OfEy tP Mrlue4pana Poccuu, r. Mocrna, r. Tporaqr;
fEY3'fKE Jll! 24 A3M', r. Mocxra;
[plrMeHeHr{e rl xpaHeHr.re MeArirlr4HcKr,rx nz4eluit c Hcrerrrrr.rM cpoKoM roAHocrlt,

ne4o6poxauecrBeuHbrx MeAr.tr{r4ucKr4x ns4elrlft (napyuenue q. 3 cr. 38 @egepanrnoro
3aKoHa or 21.11.2011 J\b 323-03 <06 oxpane 3AopoBbr lpaxlaH g Poccllftcrofi
@e4epaqrau>):

fEy3 ClI6 6onuruqa PAH, r. Canxr-llerep6ypr
@fEy 'Cn6 LlI,lJ, l@" Munrgpaaa Poccl.tl, r. Canrr-llerep6ypr;
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B qacru [poBeAeHr{r Klrr.rHr.rqecKllx rncnutanufi MeAIIII,IHoKTD( r,rr4enufi (n
HapylreHne n. 2 flopr4ra npoBeAeHr.rr orleHKr,r coorBercrBr.rJr MeAlrqfiHcKrlx ras4elufi u

Qoprue rexnzqecKllx ucnstranufi, ToKcI,IKororuIqecKr{x 14 ccJre4oranrf, KJrlruzqecKr,rx
l,rcurrraxuft B rleJrrx rocyAapcrrexuofi perucrpaquu MeAr.rqr.rHcKrix uzger'uit,
yrBepx(AeHHofo flprKa3oM Mr.rne4para Poccuu or 09.01.2014 l,,lb 2H; rr.r. l-2
flpr.rJroxeHr{ J\!: 1o n.n. 4-8 npunoxeutrr Ne2 rpr.rKa3a MuHs4paaa PoccurE or 16.05.2013
l,{! 300u "06 yrrepxgeuuu rpe6onaur.ri x naeAIaquucKr4M opraurl3arlrrM, [poBoArrrlnM
KJII,IHHI{CCKI{E UC[6ITAHI4' MEAI,IIII4HCKITX I43TCTT4VI. 11 IIoptAKa ycTaHOBneHI/tt

coorBercrBnJr MeAr.rqlucKr.rx oprauusaqr.rft 9T[M Tpe6oBaHurM'r):
OTCVTCTBVIOT Safine [ccreAoBaHlrt AoKyMeHThr, noATBepxAaroulr4e

KB€UnrQr4KaqUrO r{ OoyqeHr,re oTBeTcTBeHHbrx nnq u HccJreAoBaTeJren HaAJrexaulerr
KJlr,rHr,rqecKoft npaKTr.rKe ;

HapylreHr.re BeAeHrrr AoKyMeHTarIr4r4 rro KjrlrHr{qecKr4M [cnLrTaHwrM MeAlrqr.rHcKt4x

usreruia:
orcyrcrByror .qoroBopa Ha flpoBe.qeHr,re KJIt{Hr4qecK[x zcnuranufi MeAr.rqr.rHcKrix

uzge:luit Me)KAy 3€lrBureJreM r.r MeAr.rrllrHcrofi opranusaquefi ;

orcyTcTByeT B AoroBopax r.r ToBapocolpoBoAl{TeJrbHbrx AoKyMeHT,x yKa3aHr.re Ha

o6:reru, nor r.r cpoK foAuocrr.r rrocraBJreHuhlx ra:genuft;
orcyrcrByror COII (cmnaaprHbrx orepaqroHubrx npoqe,,4yp) Ha rpoBeAeHr.re

KJrr,rHr{qecKr,rx ucnrrranufi MeArlrlnxcKr.rx u:Aerui B MeA[IIIrHcKofi oprauusaqttu;
oTcyTcTB)'IOT AOKyMeHTbI O Ea3HaqeH[I4 OTBeTCTBeIIHIIX Jrr,rq U lrCCre4Ora:relefi, C

pacnpeAeneHr4eM ponefi fi orBercrBeHHocrr{;
orKJIoHeHne or nporpaMMhr KJTLTHI,FIecKIx ucnrr, auIEfi B pa3JIIitIHbrx Aorqr{eHTax

I4CCre.{OBaHI4S:

Hapy reHrre xpaHeHnt AoKyMeHTaIII4r4 no KJrIlHHqecKr4M r4clblTaHr4rM :

(DfFy'Cn6 HLIII(D' Munr4paea Poccuu, r. CaHxr-flerep6ypr;
CII6 6onurlrqa PAH, r. Canrr-llerep6ypr;
fEY3'fKE Ne 24 .{3M', r. Mocrsa.
B qacrrr [poBeAenr,rr MoHr4Topr,rHra 6egonacnocrra MeAr,rrlr4ncKr,rx u34en i4

BbrrBJrrrorcr o6que AJrr Bcex cy6lerr:oo o6parlleHl4t MeAIiIII,IHcKr,rx r.rsAerr.rfi HapyrueHr.rJr

(napyrueHue q. 3 cr. 96 @e.qeparuHoro 3aKoHa or 21.11.2011 Ns 323-@3 <06 oxpane
3AopoBLr rpaxAaH s Poccuficrofi @e4epaqu[D, [pr.rKa3a Mr.rus4pana Poccuu or
20.06.2012 Ns 12H <06 yraepx4enr.rr,r floprAxa coo6uqenu-r cy6rer:raruu o6parqenr,rq
MeAHrIr4HcKrrx lrgAenufi o6o scex cJr1nltulx BblcBreHr.rr no6oquux 4efic:rrnfi, He
yKa3aHHhrx B r,rHcTpyKrlr,ru I1o flpr.rMeHeHr.rro HJrr.r pyKoBoAcTBe rro 9KcnJryaTarlx]r
MeAT4qLIHCKOTO [3AeJrrrr, O HexeJrareJrbHlrx peaxr{r.Irx flpu ero npurraenenzn, o6
oco6eHHocrrx raauuo4eic'rrr4r MeAr.rqr.rHcxnx us4eluft MexAy co6ofi, o Sarrax u o6
o6c:roqremcrBax, co3A€lroqnx yrpo3y xr43Hr,r u 3AopoBbro rpaxAaH r.r MeAliqr.rHcKrrx
pa6orHLIKoB npr{ npr,rMeHeHI,rr{ I,I gKc[Jryaraur{r.r MeAHIILtxcxux ras4errafi>>):

coo6ulenllr o ue6laronpurrHbrx co6rrrrux, cBr3aHHbrx c npHMeHeHueM
MeAr{qr4HcKr{x uzgeluir, n @egepanuryro crryx6y no rraA3opy r c(pepe 3.qpaBooxpaHeHr{t
He Ha[paBJItIOTCt

AO "T3MOI4", r. TroMeHb, r. Mocraa;
OOO <Anrrorafin>, r. Honocr,r6rapcr;
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OfEy I-P Mnnr4paea Pocctrr{, r. Mocrna, r. Tponqr;
fBY3 "fKE }lb 24 A3M", r. Mocrsa.
Ilpor.rsno4urerrlan, lt3roroBr.rreJrf,Mrd, y[oJrHoMoqeHHhrMr.r [peAcraBr4TenrMr.r

npolr3BoAr{TeJleft u nocranulr.rKaMn MeAurlr,rHcKr4x us1eruir ne parpa6aurBaercr r,r He
[peAcraBJrrercs B opraH rocyAapcrBeHHoro KoHTponr [porpaMMa naeponpur:rzft uo
[peAoTBpaIqeHI4IO npI4qI,IHeHI,Irr BpeAa )Kld3H]d 14 3AOpOBbrO tpaXAaH B CJI]n{ae nOJryr{eHLUt

un$opvaqr.rr.r o He6rafonpasrnux co6urvsx prr [pr.rMeHeHr,ru MeAr.rquHcKux r:4enufi (n
HapyrueHue cr. 38 @egepurrrbHoro 3aKoHa or 27.12.2002 Nb 184-03 <<O rexnu.recrou
peryrrr,rpoBaHr.ru) x rprKa3a Mun:4para Pocu.ru or 14.09.2012 Ns l75n (06
yrBepxAeulil,r [opqAKa ocyurecrBJreHur MoHnropr{nra 6esonacuocrr.r MeAHI{r.rHcKlrx
r.rs4enrafi>)

3AO (lIIAf>, r. Mocxea.


