
Pesylrrarrr KoHTponrHo-HaA3opxbrx rr,repoupr,rrrr.rft, npoBeAeHHbD( Vupaalenueu
JruueH3upoBaxr{r r.r KoHTpoJUr co6rnoAexus o6ssareJrHrx rpe6oaarulfi Pocsgpaanagsopa

sa 2016 rol.

Ynpauexue Jr[qerr3llpoBanr,rlr r.r KoHTpoJrr co6ruoAeru,rs o6sgarelbxbrx rpe6onanr.rfi
ocyutrecTB.ruleT cne,4lroque Br,rAg Kor{Tpotu:
- JrrrrleH3uoHHBrft xonrpolr 3a ocyulecrBJrem.rerr,r $apnaaqeBT[qecKoft AeqrenbHocrr.r;
- Jrr.rueH3r.roHHufi xonrpolr 3a AerreJrbHocrElo IIo o6opory HapKorr,IqecKrD( cpeAcrB,
lcr{xorporrHbD( BeruecrB u rIx [peKypcopoB, KyJrbrtlB4poBarrarc HapKocoAepxaqr{x paoenr,rfi
- Qe4epanrrufi rocy4apcrneunrrfi ua4sop n c$epe o6paqenr.rx neKapcrBeHHbx cpeAcrB Ant
MeAT,TqLIHCKOTO [pItMeHeHr.It.

Vnpannenuel,r nrrlleH3lrpoBaurrt r.r KoHTponr co6ruogenux o6rgarelrnrx rpe6oranrfi
B coorBercrBr.nr c Oegepalumru 3aKoHoM or 26 lexa6pr 2008 r. }.|! 294-@3
<o eang.rre [paB ropil4{qecKr{x nuq Lr nnrwuwrutbHbD( rrpeA[punuuarelefi upu
ocyulecrBJreHr.rfi rocyAapcrBeHHoro xoHTpoJUr (Haasopa) u MyHr4qnflaubrroro KoHTponD)
sa 2016 roA rrpoBeAeHa 281 nponepKa B oruoruenuu bpr.r,q[qecKr{x Jrlrq, AerreJrBgocrb
KOrOpbD( rroAJrexr.rr rocyAapcrBeHHoMy KoHTporno n cQepe o6paruenaa JreKapcrBeHEbrx
cpeAcrB, B ToM rrr.rcre 150 ruraxosrx [poBepor.

flpoaegeno 98 sseflraHosbrx rrpoBepox
o6panlenrara neKapcrBerrHlx cpeAcrB.

OcuosaHr.r.f,Mu AJrr nx npoBeAenus. s 2016 roAy f,BJwrr,rcb:
-ItcTeqeEue cpoKa lIcrIoJIIIeHr{r rcp}rArfrecKnM JrI{IIOM, r.rHAIlBr.r4/aurbHbIM

rIpeArIpIrHI'IMareJIeM paHee BbIAaHHoro npeArlltcarrut o6 ycrpageglllr BburBJIeIrHoro
Hapyrrreur4lr - 95 nponepor;

_ -o6parqerax rpaxAaH o Saxrax Hapyrrregnr 3aKoHoAareJrbcrna r c(fepe co6mogerurr
o6rgarenrnrx rpe6onanrfi upu ocyuecrBnennlr (f aprr,raqesrrqecrofi 4errenlnocrr.r - 3.

focyAapcrneHxoMy KouTpoJrro noABeprlurncb:

-4lrcrpr.r6rroroprr,
-arITeqHLIe opraH[3aulr[ (anreru, arrreKfi MeALIqnHCKT]rx opranrsaqnfi, aIITeqHbIe

nyxrrn),
-MeAr,rq[HcKtre opftrHr.Barlnr{,

-r'rHhle opraHl'I3arluu' ocyqecrBJrrlroufie MeAItIlrHcIg[o AerreJrbrrocrb, 14

ncrroJrL3yrcq[e JreKapcrBeHHBre npe[aparbr Ana neue6uo-Ar,rarEocruqecKoro lpo4ecca u
oKa3arlH-f, M€AI'I{I'IHcKI{X ycnyr (opraulr3alllm coIII{aJIrHofi 3arrlllTbr, r.ruTeplrarbr, Bo3Ayrrrgble
cyAA KocMeroJloruqecKr.re canonrr).

- Pocs4paana4sopoM [poBeAeH aHaJIIr3 pe3yJrbraroB KoHTpoJrbHBrx rrrepoupurrrfi
n c$epe o6panleHlrx JreKapcrBelrlrhD( [peflaparoB Arrr MeAr{qr,rHcKoro [pr{MeHegr.rr B qacrr.r
xpaHeHI4JI, [epeBo3KI4' orrrycKa, peul]I3aluu' npI'IMeHeHLIt JleKapcrBeHHbrx rrpelaparoB AJrt
MeAI'IIII4HcKoro [pI'IMeHeHI'It' roroprrft no3BoJII/n ycrarloBr.rrb rr.ItrriFrgbre Hapyrrregrir,
AolrycKaeMhle IopzIrueCKnMIt JILIqaMLI Ir I{HAI{BI,I.4/aIJIEHEIMLI IIpeAIIpr4 Hr{MaTeJUIMr.r npu
o6parrlenvu JleKapcrBeHnbrx cpeAcrB, TaK:

-ne co6nrogarorcr ycnoBllr xpaHeullrr JreKapcrBeuubx npelaparoB, B TOM TII1CJIS
rpe6Forql'D( 3:Urlrirbl or tIoBLIIrIeHIroft rerrlueparyprt, or Aeficrsgr cBera, BJT47KHOCT1T.
oT MexaHr.rqecKoro Bo3Ae[CTBr.rX (y4apon);

uo rocyAapcrBerrHoMy KorrTpoJrrc IIpa



-oTcyTcTByroT cucTeMa BrryTpeHlrero (oHTpoJUI KaqecTBa oKa3arr[r ycJryr?r
(QapuaqentuvecKol letrenbnocc), a rarxe parpa6oranurre n yrBepxAenxhre r.rHcrpyKqr4 r,r,

craHAapTH6re ollepaqlIoHHbre rrpoqe,qlphr, rro3BoJurroullte peDraMerrrr4poBaTb
LI KoHTpoJrr4poaaG (ruyrpeuuufi ronrponb) leficrs:,.'^ corpyAHI'roB [pr4 oc)ruIecrBJreHurr
AetTeJIbHocTIt IIo xpaHeIIAIo' oTIrycKy peultr3ut&M neKapcTBeHHLD( Ilpe[apaToB
Arr MeAr.rqrurcKoro qpr.IMeHeHnr;

-He co6JlloAillorcs [paBl4[a or[ycKa I,I peuur]r3arlurl neKapcrBerrHbx npenaparoB
(AolrycKaerct orrrycK peqelrrypHbx neKapcrBeHrrbx rrpenaparoB 6es peqerrra; arrreqHbrMtr
opraHI'I3aIUTIMI'I Ee npeAltBJltloTct peqembl Ha JreKapcTBeHIIbIe npeflapaTbl, IIoAJIeXaT\ue
IIpeAMeTHO-KOnr.rqeCTBeHHoMy y'reTy);

-B ptqe MeAI{III'IHcKIlrx I,I arITeqHBIx opraH[3aqufi BbrtBleHbr JIeKapcTBeHHbre lpeuapaTbr
c IiCTeKIULIM CpOKOM rOTgrOCtn, a TaKxe neKapcTBeHHhIe flpefiapaTbr, KaqecTBo KoTopbD(
AoKyMeHriurbHo He [oATBepxAeHO;

-pyKoBoAr,rreJreM opraHn3aruft ne yctanoueH [oprAoK BeAeHr.r.{ ) rera neKapcrBeHHbrx
cpeAcTB c orpaH[qeHHhrM cpoKoM roAHocTlr;

-floMerrleHr{r AJrr xpaHeHr{r JreKapcrBer{Hbrx flpenaparoB rpe6yror rcxyqero peMoHTa;
-orcyrcrByer o6opy4onauue, neo6xogrntoe gnx opraH[3aqrar4 HaAJre)Karqero xpagerfft

neKapcTBeHHbx rlpeflapaToB, [o3BoJItIouIee o6ecneqrEtr xpaHeHLIe neKapcTBellrrhrx cpeAcTB
B cooTBercTBlII'I c yKa3arIHEIMIr Ha IIepBLI{roft LI BroprtlHofi (norpe6nreJrbcKot) yrraKoBKe
rpe6oBaHr.rrMn npor,r3Boar.rrenefi neKapcrBennbrx cpeAcrB (orcyrcrayror KogAr{r{rioHepbr,
npI4TotIHo-BbITDKHtUI B€IITI'LJIfi{WI, ocyuI,ITeJIII Bo3A)axa, SapnraqertrvecKae xoJro,U.rJrbIMKn);

-He opraHn3oBarro rroJD reHr,re lrx(popuaqar.r o HeAo6poKaqecrBeuHbrx
u $a-rrrclr$uqIlpoBanxbrx JreKapcrBegnbx cpeAcrB€x (orcyrcrryer [HTeprrer
Anr cBoeBpeMeHHoro loJryrreHar unQopva4lonHbD( rruceM c caina pocgApanEa,qsopa;
He Ha3HaqeHbr orBercrBeHHhre Jrr4rla 3a rronrreHr,re BhrrrreyKa3axxofi unQopruaqru).

B 2016 rory oco6oe BIrLIMtrHr4e yAeJrr;locb KouTpoirro 3a ropurr{qecK}rMr.r Jrr{qaMr.r rr
I'HAI,IBIIAYIUI6HbIMI,I UPEAIIPI,IHI,IMATEJI'MI4 B qACTI4 CO6rUO4ErrrEr IIPZIBI';1 OTIT)i CKA
JreKapcrBeHHhx cpeAcrB Ha reppr{Toplrra Poccr.rficrofi (De,qepaqnn npfl [poBeAeg[r.r r[ragoBbx
KoHTpoJIBIro-HaA3opHbrx Meponpuntui't u BHeIUIaHoBbrx [poBepoK Ha ocHoBar &r o6panlenufi
rpaxAarr.

flo o6patrlenraxM fpaxAaH IrpoBeAeHhI BreruarroBbre [poBepKr.r arrreqghre opragll36trurl
ooo (IoHI4crAP> (r. Mocxaa); ooo dI4TA@ApN6r (r. Mocrna). ycranornexu Qarru
6eope{enrypnoro omyc*a JreKapcrBeH'oro npe[apara <Tponura:uu4>. cocrasre'rr
rIporoKoJILI o6 a4vrEnucrparrlBHoM [ptlBoHapyruenr4lr rro.r. I ct. 14.4.2 KoAII p@: naaoxenrr
aAMriHrrcrparr.rBxrre mrpaQu B pa3Mepe 40 000 py6.

PocsApaanag:op a 2016 ro,qy Haq{u rroJruoMacrura6uyro pa6ory rro BburBnegr.rror{ npeceqeHxlo $arroa pedrn3aqr,nr alreqHbrMr{ oprarrrl3arlrurMrl, B TOM ql{Cne
Ar.rcraHrIIror{HLIM Cnoco60lt, JreKapcrBeHHhrx [peflaparoB <MeQrnprcroru v
<Mr'sonpocroru, [peA'a3Haqe'Hbrx Arrr MeAriKaMe'ro3'oro fipepbrBau'u 6epeueruroc*
ToJIbKo B crIeIII4tuIlBIrpoBtlHHbx MeAr.rqlrHcKrx( oprarHr.r3arlurx uog na6nro4eHraeM Bpaqa.
vcraHoaneno' qro alretrubrMl{ opraHli3arryrrMl,r AotrycKuuracb po36l{rrHrur roproBnt
JIeKapcrBeHHbIMI'I flpe[aparaMlr, Ilpe,4H&]HaqerrHblMlt AruI ucloJrb3o BaPItrt B MeAr.rur.rHcKrrx
opraHr8arlfirx crar[.roHapHoro rr{[a. cocrasreHo 1g nporoKonoB B OTHOrrreH[[
nrrnr{Br{Ay€urbHhrx npeArrpznnltareleft u a[TerrHlx oprauusaqrft.



B 2016 r. 3aQliKcr.rpoBaHbr cJD TEM BocnperrrrcrBoBarrruo [poBepKe - OOO (MeAraHX)
(r. Mocxra); OOO <JhorcMelsrzrmr> (r. Mocraa). flo pesyrsraraM rpoBepoK cocr.tBrregbr
rrporoKoJrbr o6 apaunzctparriBuoM [paBoHapyrueHr.ru no q. 2 cr. 19.4.1 KoAII p(D

o [pI,IBreqeHLrH K a,qMllHltcrparunuoft oTBeTcTBeHHocTI,I; MaTepn€MEr AeJr EarrpirBJreHbr B

Ap6urpaxnufi cy[ r. Mocrnrr. opranu:aquu [pr.rBneqeahr K a.qvrr.rH]rcrparr,rsgoi
orBercrtserrHocrn; ua OOO <Me4nanN> HaJro)r(en urrpaQ n parMepe 20 000 py6.

Vnparnenneu JILIIIeH3ItpoBaHLIt LI KoHTpoJUr co6rno4enra o6ggarenrnrx rpe6oBa5r.rfi
qpoBoAl4nct KoHTpoJrb 3a LIoTIoJIHeHEeM paHee BbrlarrHoro qpeArrr{caHrrr o6 yopanerrm
napyruenr.rfi, BburBJreHHhrx B xoAe upoBeporrHbx ueponpaxruft B coorBercrBr{r.r
c tlacrblo 2l c/Iatru 19.5 KoAerca o6 a4ur.rnrcrparr.rBHoM [paBonapyuenuu Poccllficrofi
@eAepaquu. B 2016 rory [MeJrrr Mecro cJrrrarl HecBoeBpeMengoro ycrpagerr{t
upa"uoxapyrueuut.

3a or.{errnfi uepnoA 2016 rora rpoBeAega 4l upoaepxa (no xn< 29 w:,clttostD. u 12
nuemaxoarx) co6ruo4enu.a JrvrleH3r.rorrHbrx rpe6oaaruft rlpu ocyulecrBJreHr{r.r
SapMaqerrlruecxoft Aexrenruocrl{ IrpeA[p vntrtltruvr ourosofi ToproBJrr.I u 4 rrnagosbre
rrpoBepKr.r flpu ocyrqecrBneHr{r{ AerreJrbHocrr,r uo o6opory HapKorr,rqecKrD( cpeAcrB,
flcl{xorpolrHhrx BeIrIecTB Ir Itx lpelq/pcopoB, KyJrbT[B[poBaHnro HapKocoAepxarqrx pacrenr.rfi.

ocxosaHlrtMz AJII npoBeAeHItI BHeIrJIaHoBbx rlpoBepoK B paMKax JII{IIeH3LIoHr{brx
tpe6oaanrzft rBJrrtrr.rcb :

-I'IcTeqeHI'Ie cpoKa IdcIIoJrHeHI'lt rcpl{A}lllecxnM JIarIoM, aHAl{Bt44/€urbrrhrM
NPE,qIPI4HI,IMATENCM PAEEE BIIAAHHOTO IPEAIII,ICAHI{' O6 YCTPAHEHITI,I B6UIBJIEHHOTO
uapyruennx - 1l;

, -o6parqennt lpaxAan o Qarrax HapyrrreHr4rr 3aKorroAareJrbctra n c(pepe co6rnogexzx
o6.flsarerbrrx rpe6ouaxufi rrpu ocyrqecrBJrenr.u.r lpapruaqesruqecKoi aesremHocrz - l.CocrasreHo 16 npororonoa. Cyuua nrryaQoa uo co6nrogeruuo Jrurle'3r.ro'rrbD(
rpe6onanlrfi npfi ocyulecrBnerzu Qaprraaqenrrn recxoft AerreJrrgocra ]r aerreJrrgocrr{ rro
o6opory EapKornrrecK[x cpeAcrB, ncfixo'rponrrbD( Berr{ecrB vt yrx [peKJapcopoB,
Kynbrr.rBr.rpoBaHr.rro HapKocoAepxaqax pacrewtfr. u cocraBr.rJra coorBercrBeHHO 1500 rrrc.
py6neft.

B prae cJrflaeB BruIBJIeHEI Hapyluenr.rrr Jrr.r4eH3rroHHbx tpe6onanufi, ycragoBJreHgbx
flonoNenueu o nruIe'34poaauur.r $apnraqesruqecroi ga"ian""oar",- 'y*"p*.qaro*
rocraHoBrreHr.reM flparr.rrenrcrra poccnficrofi @e4epaquu or 22.12.i0t1 Ne 10g l
<o rurqensr.rponarum Qaprr.raqesru.recrcoft Ae.rTetrbuocTrD).

Pocsgpanna4sop [peAcritBJurer cucreMnbre Hapyneun :- orcyrcrBlle KoH4ir&oBepoB r rpyroro o60pyAoraru.e, neo6xoAuuoro .rlJrrr
BhmoJmerll{r opraHLI3arIUrrME ontosofi ToproBnr.r ycraHoBJreHHbD( rpe60nauufi;

- orcyrcrBylor AoIgMeHTbI, olpeAeJrtlolll{e IIoptAoK BeAeH[r ) Iera neKapcrBeHHbx
cpeAcrB c ofpaHEqeHHbIM cpoKoM roAHocrrl. He ycranoaaeu KoHTpoJIb sa cnoenperr.rennoft
peanrzsaquefi 3TI{x JreKapcrBeuubx [pelaparoB;

- caHETapHOe cocro.trHfie noueqenzft Arrr xpaHeH rr JreKapcrBeHHbX flpeflaparoB
IreyAoBJrerBopr,rreJrbHoe (neo6xogr.ruo flpoBeAerrue reKyrqero peMoHTa uorr.reqenr.fi).

B coornsrcrgr&r co crarreft 19 @eaepanrqoro 3axoxa or 4 nrax 20ll rola Ne 99_ @3(o Jrr.rrleH3upoBaHr.u't orAeJrbHbrx Br.IAoB AerreJrbHocrlr> oAHI,IM r.r3 ooxsateruHrx
Jrr{rleH3uorrHbrx rpe60ranrafi, Koropoe cBurereJrbcrByer o coorBercrBlM m.qeH3uara
JrrarIeH3[OHHbrM rpe60aaur,rxu, 

',iBraercfl 
HaJrvrLMe noueulennft u o60py40raxr.rx,



qpl.IHa4nexarrlrx Ha flpaBe co6cTBeHHocTH I,IJII4 ItHoM 3aKOHHOM OCHOBaTII4I,I, HeO6XO,4lMbIx

AJrr BErnoJrHeHHr pa6or (ycrryr).
Orcyrcraue nonleutrenufi n o6opygoaarut, npmaAlexaullrrx Ha npare co6craeHHocrr.r

rrJrr{ nHoM 3aKoHHoM ocuoBauur4, neo6xoAr,rrr.mx AJr.fi BhrrroJrHeHnr pa6or (ycrryr), flBraerct
rpy6rrrr.t HapyureHneM JrI{IIeH3I4oHHbrx rpe6onannft c [p[BneqeHr.reM BuHoBHhrx Jurrl K
a,qMuur{crparr.rsuofi ora grcrBerruocrrl.

B xapyruenae u.14 ct.20 @egepanraoro 3rxoHa ot 4 was 2011 rola J\e 99- (D3

<O ruqeurupoBanrlr.r orAeJrbrrbx BruoB AerreJrbuocrrD) Jrnqeu3uar, rlueroqr.rfi HaMepe6ue
npeKparrarb oAItH It3 yKa3aHHhD( BITIoB Aerrenbxocrlr, o6r3ax rrpeAcraBnrb nJrr{ HarrpaBr,rrb B
Jll{qerr3lrpyoqzfi oprar 3aKa3HbrM noqroBhlM orlpaBJreHr.reM c yBeAoMJreHr{eM o BpfreHr.ru
3aUIBIeHLI' o [peKpanIeHLILI JIIrIIeH3HpyeMOrO BLIAa Ae'TeJIbHOCTII.

Vcrauoueno, qro AerreJrbuocrb He oclulecrBffror OOO <,{enral-Crap>,
OOO ([@-fPyTIfI), OOO <Measo, 3AO <<fene3uc>>, 3AO <.{orrarnnaxra-Cepnuc>,
OOO (APTCEHC).

flo uroralr KoHTporrEHo-Ha"q3opxbrx rraeponplrxrrfi (za 2016 rol^ - 236 npoaepor)
6onrnra.fl Aonr [pr,rnrrrbrx aAMr.rHucrparriBHhrx Mep s 2016 roAy cBf,3aua c Hapyrrregr{rM1r,
lperycMarplrB orqriMlE orBercrBeHHocrb 3a UeCO6rUO4enUe fipaBr.rr xpaHeHrnl
JreKapcrBeHHhD( cpeAcrB, roam$I,rrrytpyeMrrMlr ro crarbe 14.43 KoAII pO.

flo pesyruraraM npoBepoK cocraBneHo 76 upororonoe o6 agvrurucrparr.rBHbrx
npaBoHapyrueHr,rfrx.

cyuua HaJroxeHHbD( aAMr,rHr.rcrparlrnurx urrpa$oB rro BETTBJIeHHLTM HapyureH!,IrrM
sa20l6 roAa cocraBrrraTlT0 ruc. py6.

B qenxx KoncoJrnAar{nr ycutruir oprarroB rocyAapcrBerrnoi rrracrr,r a cy6rerror
o6pauenr.rx JreKapcrBerrrrbD( cpeAcrB, HaflpaBnerrrrbD( rra [peAylpexAerore xapyruenuf, n
2016 rogy PocsgpaanagsopoM [oAroroBJrerrbr un$opnraquoxrbre rucbMa, rpoBe,qenbr
ceMldnapbr, ron(pepenryru, o6noueua r.rN$opnraqax xa cafire.

I4nrf oprr,raqr.ra npeAocraBJurerct Nrs. 14 crroJrb3oBaHr4Jr r pa6ore u qpoBeAegrxr
BHyTpeHHero caMoKoHTpoJUr.


