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ParAe.n I O6uraq qacrb

Hacrosulnfi AorlaA cocraBJreH B rrenrx pe€Lnu3atrul4 nyHl(ra 2 vt 3 qacru 2

crarbr4 8.2 @eaep€urbHoro 3aKoHa or 26 4exa6pr 2008 r. J\b 294-@3 <O saurlare npaB

ropr4AnrlecKr4x nHrI vr vrHrvB:ngyuLIIbHbIX rlpeAnpl4HIavarelefi trpt4 .ocyuecrBJleHuu

rocyAapcrBeHHoro KoHTponq (ua4:opa) r.r r.ayHnut4naJlbHoro KoHrpoJIt)), IloJIoxeHHfl

[ac[opra rrpoeKra <BHe4peH:ne cvcreMbr KoMrlrexcHofi npo$ranaKruKl4 HapyureHufi

o6gsare6Hux rpe6osaHuft)) rrpt4opr4rerHofi rlporpaMMsI <Pe$opMa l(oHrpolsHofr ra

HaA3opHofi AeqremHocrz).
B csqsn c BcrynneHr4eM B cr4ny c I aHnaps20lS r. crarsr,r 8.1. Oe4epa,rbHoro

3aKoHa or 26 aexa6pt 2008 r. i\b 294-@3 "O saurure npaB lopt4Al4qecKhx JIHU vl

vr11vrBtr1yurJrbHbrx rrpeArrplrHnuarelefi npu ocyuecrBreH14H rocyAapcrBeHHoro

KoHTpolq (na4sopa) w MyHr{rlr4rrzurbHoro KoHTpont" BHeApqerct puct(-

opneHTr4ponaHuufi rroAXoA rrpu ocyulecrBreH:zra rocyAapcrBeHHoro KoHrponq

(uaasopa).

Pucr-opzeHTupoBausufi rroAXoA npeAcraBrqer co6oft MeroA opraHu3aul4H v

ocyqecrBJreHlu rocyAapcrBeHHoro KoHTpont (HaA:opa), rlpH KoropoM err6op

r.rHTeHcr,rBHocrn (Sopurr, rpoAon)Kr4TeJIbHocrl4, rtept4oAHtIuocrra) flpoBeAeHHt

Meponplurufi no KoHTponro olpeAenrercq orHeceHl4eM AetreJlbHocru topl4AHqecKoro

JrHrIa, vHilvrBu1yilrrbHoro rrpeArrpr4HVMarerfl v (uttu) Hcronb3yeMblx vlMV npH

ocyulecrBreH1vr rarofi AesreJlbHocrr4 rIpoH3BoAcrBeHHbtx o6tercroe K onpeAeleHHoil

Karefopl4 pr pvrcKa, tu6o olpeAeneH HoMy Knaccy (xare ropu n ) o n ac uocru.

Orueceuue K orrpeAeneHHoMy Knaccy (xareropran) onacHocrl4 ocytuecrBJlterctl

opraHoM rocyAapcrBeHHoro KoHTponfl (ual:opa) c yveroM Tlxecru noreHuuarbHblx

HerarI4BHbIX rlocJle.4crsufi Bo3MoxHoro ueco6n[oAeHut o6s:arelsHslx rpe6oeaHu fi , a
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K onpeAeneHHofi Kareropr4vr pLLcKa - yrleroM oueHKI4 BepoqrHocrl4 Heco6nrcAeHHt

coorBercrBylouux o6ssarerbHblx rpe6onaHrafi '

3aAaqauu pr4cK-opHeHTr{poBaHHofo noAXoAa K KOHTpOnbHo-HaA3OpHOil

,IIEfl TEJIbHOCTI'I gBTqIOTCg :

/ CucrerututarcalLng, coKparqeHr4e KoruqecrBa v aKTyaJll43aLlvrfl o6q:arerrHstx

rpe6onanrafi no KoHTponr4pyeMbrM BHAaM AetreJlbHocrl4, o6ecneqeune

npo3parrHbrx ycnonufi Arfl ocyulecrBreHns AetreJlbHocrl4 noAKoHrpoJlbHblx

cy6lemon;
/ Bne.qpeHr4e cr,rcreMbr KoMnrexcHofi upoSnnaKrr4Kn HapyuleHufi o6nzareJlbHblx

rpe6onaHui,r Ays IOJI u I4f[, ocyutecrBntrculhx MeAuUHHct(y[o AetreJlbHocl'b;

/ Cozlasue v BHeApeHr4e xouurercuofi MoAeJIH Hu$oprt,talrHoHlloro

o6ecneqeHraq v cr4creMbr aBroMarl43aw4v KoHrpont (naaaopa) e c$epe

3ApaBOOXpaHeHrrt.

Mepu ro orrTtlMn3aunr4 rrnaHr4poBaH]1lfl fOCyAapcTBeHHO|.O KOHTpOIq B

ycraHoBneHHbrx c$epax AegreJlbHocrr4 B .q'aerv noAroroBKl4 vt corJlacoBaHne c

feHepanrnofi npoKyparypofi Poccuficrofi @e4epaUuu exeroAHoro rrlaHa

KoHTponbHbrx l{ HaA3opHbrx Mepolpustuit. B rpersevr KBapriLIIe 2018 roAa coBMecrHo

c ApyrI4MI4 opraHaMla rocyAapcTBeHHoro KoHrpont npoBeAeHo 2 npoeeprcu'

BnuolHesue exefoAHoro IIJIaHa [poBeAeHI'Iq TO Poc:lpanHaA3opa no PB

rrJIaHoBbIX IIpoBepoK la rperufi KBapran 2018 roAa cocraBuJlo 100%' 3anraHr'rpoBaHo

14 uponepoK ropI,lAHqecKI4X n:u\V vrHAvrBVAyuUIbHblX [peAnpHHunaarelet'i, rpoBeAeHo

14 nponepoK, B rorrl qucle I I opraHr43aqufi, oruoctlul4xcfl I( MzuIoMy 14 cpeAHeMy

rrp eArlp I4 HI4 M aTe JI b cTBy .

Bce uponepKu B TpeTbeM KBapTane 2018 roAa IIpoBeAeHbl c coonroAeHheM

cpoKoB npoBeAeHvrfl., ycraHoBJreHHbrx 3aKoHoAareJIbcrBoM Poccuficrofi @elepauuu'

3aqeleHrat o cofJracoBaHr4l4 IIpOBeAeHLIt BHenJIaHOBblx Bble3AHblx ltpoBepoK B

opraHbr llpoKyparypbl B rperbeM KBaprane 2018 roga TO Poc:lpanHaA3opa no PE He

TIOAAB€LII14Cb.

B crpyrrype rpoBeAeHHbrx rrpoBepoK 6oJIrtIIaq qacrb - 87% - rlpHXOAVrcfl Ha

BHeIIJIaHOBHe. KOII4qeCTBO BHeIIJIaHOBbIX IIpOBepOK COCTaBHJIO - 9l , wz uux" 7 |

AOKyMeHTApHAfl,g - aorcyvreHTapHo-Bble3AHblx, I I - Bble3AHblx.
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PasAer II. IlpanorrpuMeHHTeJrbHafl rlpaKTuKa rpu ocyuIecrBJIeHHn

rocyAapcrBeHHoro KoHTpoJrq Kaqecrea n 6esofiacHocrt{ MeAuuIrHcrofi

AefreJIbHocTLl

1 . OpraHra 3a\vs. r4 rrpo BeAeHr4e rocyAapcrBe H Ho ro I(o H rpon t

B rperrerra KBapr€ure 2018 roAa rrpoBeAeHo 86 nponepoK, H3 H14x 3 nlauosutx, 83

BHerrJraHoBbrx npoBepoK B paMKax ocyulecTBI.IeHVf focyAapcTBeHHol'o KoHTpontl

Kar{ecrBa u 6egouacHocrt't MeAr4rlr4Hcroft AetrenbHocrl4 14 JII4ueH3I4oHHoMy l(oHTponro

[pu ocyqecrBJIeHI4I,I MeAl4ul,Iscxofr Aef, TenbH ocrl4 .

ocHoeaHraer\a Anfl rrpoBeAeHr4r BHerrJraHoBbIX IIpOBepOK B 39 Cnyqaflx 6stttu

o6pauleHuq rpaxAaH o Bo3Hr4KHoBeHr,rr4 yrpo3bt npl4t{HHeHVfl Bpel.a )KH3llH, 3/lopoBl,}o

fpaXAaH unI,I [pI4tI;aHeH],1^Ll BpeAa XI43HH' 3AopoBblo Ipa)KAaH' I43 HI4X 3 npoaepKH no

3anpocy npaBooxpaHr{reJrbHbrx opraHoa Pecuylttuxvr Byptrut, e 39 cnyqatx - no

KoHTponrc 3a r4crroJrHeHr4eM paHee BbIAaHHoro npeAnuQaHvrs.,5 npoeepoK npoBeAeHo

[o nopyrreHr4ro pyKoBoAHTenr Poc:ApaeHaA3opa, h3AaHHOrO B COOTBeTCTBHH C

n opyqeH I4err,r llpaerareJl bcrBa Pocc u ft c xo fi <Deaep awv .

llper [poBeAeHr4H KoHTponbHbrx ueponpurrrafi cpol(l4 npoBeAeHHfl npoBepoK'

ycraHoBneHHbre Se4epanrHbrM 3aKoHoAareJIbcrBoM v rIpI4Ka3aMI4 o npoBeAeHHH

rrpoBepoK co6moAalucr.
no pe3yJrbraraM 86 rrpoBepoK BbrAaHo 39 npeAnncaHnil o6 ycrpaHeHHn

BbTtBJIeHHbIX uapyureHnfi, 4 npeAcTaB rreHlfl o6 ycrpaHeHHH napyrueHrafr

(De4epanrHoro 3aKoHoAareJrbcrBa tro r4cnoJrHeHr4to npelnvrcal:r,fl, cocraBJleHo 22

nporo*ono" o6 aAMuHLrcrparr{BHoM [paBoHapyu]eHm, v3 Hl4x no crarbtM: 't'21

cr.19.5 KoAlI - 4 uporoKoJla, q. 2 cr. 19.20 -9; T .l cr. 19.20 - l; q' 3 cr' 19'20 - 4'

cr. 11.32,-2;u.2cr. l4.l - l;q.4 cr. l4.l - 1. B coorBercrBul4 c n.l8 q'2cr.28.3 u

cr. 23.81 cocraBJreHHbre rrporor(onbr o6 aAMhHHcrparl4BHoM rpaBoHapyueHHh

HanpaBnq Jrvrcb n cyAe6Hbre opraHbr H AoJIXHocrHoMy nuuy reppHropHulllbHoro opraHa

Poc:4panHaA3opa [o Pecny6lraxe Eypxrur Lnfl paccMorpeHVfl Bonpoca o

[pLIBner{eHVvr r1r\ K aAMuHl4crparr.rBHofi oreercrBeHHocrl4, B orHo[IeHHH Koropblx

nos6yx4alocb aAMI4H I4 crparl'IBHoe [pol43 BoAcrBo.

Irlnooprr,r arJzrfl, rro HToraM rrpoBepoK Ha[paBnqJlacb B MunHcrepcrBo

3ApaBooxpaHeHlfl, Pecny6nr.rxv Byparur, flporyparypy Pecny6rHxr'r Byprrur,

CreAcrseHHoe ynpaBneHue CleAcrBeHHoro KoMI4Tera Poccnficxofr @eaepauuu no

Pecny6nzxe Eyprrvfl,B I{A Poc:apaBHaA3opa. Pe:yrbrarbl npoBepoK ropHAHLlecKHMH

1HIIaMI4 Lr :aHAvtBraAy€Ln b H bI MI4 npeAnpl4H HM aTeJIt M 14 H e o6xar o ean H c u'

B rperrevr KBapr€ure 2018 roAa e Teppuropl4€LllbHbrfr oprau Poc:apaeHaA3opa no

Pecny6nlzre Bypnun ro AaHHOMy HarrpaBneHnro npl4Hqro K paccMorpeHnm 86

o6pauleHufi rpaxgaH, B ToM r{I4cre:

- IIo BonpocaM JIeKapCTBeHHOTo o6ecne'IeH17.fl - l5 o6paufeHuq;

- 11o BorrpocaM KaqecrBa v 6esonacHocru MeAHuHHcxofi AeflTenbHocru 7l

ououil:T;;.-r"toeHHbrx 
o6paurenufi rpaxAaH corpyAHHKaMH Teppnrop,aj'rbHoro

op.uru ru 3 KBapTUrJr 2018 foAa [poBeAeHbr [poBepKu rlo 25 xalo6av, raKxe

npo"aga"o 3 npoeepKr4 rro Marepr4aJraM (e ornouleH:l.:a rpaxaaH)' HarlpaBJleHHblx H3

npaBooXpaHI4TeJIbHbIX opraHos. flo pe3ynbTaTaM paccMorpeHhfl n 23 cttyuasx xalo6a
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rIoATBepAviIracb IloJrHocrbro vrv qacrl4tlHo, Qarrst, yKa3aHHble B xa,ro6e He

rroATBepAnrrvrcb B 2 cnyqaqx; B 20 cryr{atx xalo6a HarlpaBneHa B opraFl

rocyAapcreeHnofi BJIacrIl B csepe oxpaHbl 3AopoBbq cy6texra Poccuficroil

Oe4epaquv vrzr B coorBercrByroulr4fi opraH BJIacrH no rlpnHaAnexHocrH; Ha l6

o6parqenufi rpaxAaH 6ruz AaHbr orBerbl c pa3btcHeHI4qMH Ha nocraBJleHHble

nonpocu, no 4 o6pau1eHr4.rM, rocrynI4BIxI4M Ha rene$oH <foprvefi ITvHVvr>> 6utla

orreparr4BHo rrpr4Hrrbr Mepbr. Pe:yrnrarut paccMorpeHVfl o6pauteHr'rfi, B cnyqae

seo6xoAuMocrr4 rrpvlrrvfl Mep rro HeAorlyueHnto BbttBJIeHHblx HapyuleHuil,

HanpaBneHbr B coorBeTcTByroqr4e opraHbl rocyAapcrneHHofi BJIacrH. Bo scex cnyqatx

oTBeTbr 3aqBnTeJrf,M HarrpaBneHbr B ycTaHoBneHHble 3aKOHOAaTeJIbCTBOM CpOt(H.

Mepu npoKypopcKoFo pearupoBaH:afl K corpyAHHKaM TO Poc:lpaBHaA3opa no PE e

cBfl3r4 c r,rx AeficrsuqNara rro AaHHoMy HanpaBneHHro KoHrponbHo-Ha/l3oprroil

Ae{TeJIbHOCTI4 He rIpI4MeHfl.IrVCb.

2. Co6nrcAeHlre o6qsarerbHbrx rpe6onaHuir npu [poBeAeH14H rocyAapcrBeHHot'o

KOHTpOIt

B rperbeM KBaprane 2018 roAa r4Meror Mecro cneAyrcuHe cl4creMHble

HapyrxeHr4q, AorrycKaeMbre ropr,rAr4qecKl4Ml4 JII4UaMI4, r4HAVtBIdIyaJIbHblM14

rrpeAnpr4HuMarerqM14 rrpvr ocyuIecTBJIeHI4H MeAI4UI4Hcrcofr AeflTeJIbHocrH:' 
1. B paMKax KoHTponr 3a co6lroAeuraena opI'aHaMH rocyAapc-reeHHoil

BJIacTI4 POccHficxofi @e4epaqHu, opraHaMH MecrHoro caMoynpaBJIeHHt'

rocyAapcrBeHHbrMH eHe6rcAxerHbrMn $oH4arvrl4, MeAI4lrHHcKI4Ml4 opraHH3auHtMI4 v

QapvraUenTI{rIeCKI4MI4 OpfaHI43aIIr4flMV, a TaKXe VHnVBVnyaJIbHblMl4

npeAIIpI4HHMaTeJIf,MH, ocyUIecTBnsroUIIlM14 MeAHUHHcl(ylo V $aprr'raUeeTHqecKylo

AeqTeIbHoCTb, IIpaB rpa)IqaH n C$epe oxpaHbl 3AopoBbt' qalqe Apyrux BblsBItJlHcb

HapyureHl4t:
I NPAB HA OXPAHY 3AOPOBb' B qACTI4 OK€BAHUq |PAXAAHAM AOCTYNHOH V

Kar{ecrBeHuofi M eAI4III4H cxofi rloM o uIH - 59o/o;

I Me.rIUUr4HCKOe BMerrIaTeJrbcTBo 6e: nonyqeHHr ao6poBoJlbHoro

nusoprraupoBaHHofo COfJlaCr4r rpaxAaHHHa H Ha orKa3 or MeAHUHHCKO|O

BMEIXATCJIbCTBA - 27%;
r IIpaB Ha MeAI4III4HcKyro noMoUIb - 8o/o;

r rrpaB rrpr4 oK€BaHI4pI MeAI4uHHcxofi noMouru B paMKax nporpaMMbl

rocyAapcTBeHHbIX rapaurufi 6eCnlarHOro oKa3aHHfl rpall(AaHaM

MeAI4IrLIHcKofi rloMolqu - 3%;
r rrpaB Ha nonyqeHue un0opruralll4l4 o cocrotHl4u 3AopoBas - 3o/o.

2. B paMKax KoHTpOrq co6lroAeHus ocyuecrBJIfltOUIHMh MeAHUHHCKyT

Aef,TeJrbHocrb opfaHI43aIIr4qM],/- Vr VHIVrBr4Aya"lIbHbIMI4 rlpeAnpl4Hl4MarerqMH nopflAt(oB

OKa3aHLIt M9AIIIIIIHCKOfi IIoMoUIu V CTAHAapToB MeAl4UnuCrcoff noMotUH - ocH9BHblMH

npo6IeMaMI{ npl4 I4cIIOJIHSHIzI4 MSAI4 UI4 H c Kl4 M 14 op raH I43aU Hq M u :

foAa flBvrJrv}b; ueco6lrcAeHHe CTaHAapToB ocHalleHHr (e

HapyrxeHr4q Tpe6oBaHr4fi K OpfaHu3aul4l4 AeflTeJIbHOCTH

opraHl43aqlrH (n 39o/o cttyuaee).

KBaprare 201 8

6loh cttyuanx),
naeAnuuucrcoil



5

Bbr.rBleHbr HapyrXeHnt HeO6oCHoBaHHOTO H€BbIIIOIH€HHfl MOAHIIHHCKI4X

ycJlyr c ycpeAHeHHOfi qacTorofi npeAocraBneHHt l '

3. B paMKaX KoHTpont co6IPAeHuq nopqAKoB npoBeAeHuf MeAHIIHHcKHX

3Kcrreprz3, MeAHIIr4HcKI4x ocMorpoB 14 MeAI4uHHcKI4x ocBHAererbcrBoBaHVil B

3 rnaprale2018 roAa BblqBreHbl HapyueHl4s:

a. rropflAKa [poBeAeHr4fl MeAHUHHCKOI.O OCBHAeTerbcTBoBaHLlq Ha

H€urrlrrr4e MeAr4rIHHcKLrx [poTI4BonoKa3aH 14 fi K BJIaA€H urc opyx H eM ;

b. nopqAKa [poBeAeHr4q MeAr4ur,rHcKHX ocMorpoB, BeAeHHr nepaHvHoil

MeAr4rlr4HcKofi AoKyMeHTa\vvr:. npeABapI4TeJIbHblx, tIepuoAHtIecKHX'

npoor4naKTr4qecKr4x, [peApeft coeux, n ocnepefi coBblx .

4. B paMKax KoHTponr co6nrcAeHns MeAI4uHHcKHMH pa6orHHKaMH,

pyKoBoAr4TerqMn MeAr,rrIHHcKI4x opraHl43aUr.rfi, SapMaueBTHt{ecKHMH pa6orHuxaMu vl

pyKoBoAr4TelqMr4 alrrerrHblx opraHr43aqHfi orpauuueuuit, npl4MeHteMblx K yKa3aHHblM

nLrrIaM rrpt4 ocyuecrBJreHr4r4 npo$eccuoHaJlbHofi AetreJlbHocrl4 B coorBercrBHH c

(De4epalrHbrM 3aKOHOM (06 ocHoBax oxpaHbl 3AOpOBbrl fpaxAaH B Poccuficrcoil

(De4epaqul4)) 3a ucrexurnfi repl4oA 2018 roAa npoBeAeHo 2 nJlaHoBble npoBepKg

HapylueH vi4 He BbItBJIeHO.

5. B paMKax KoHTponfl opraHl43aul4u t4 ocyurecrBileHrs SeaepansHblMu

opraHaMq I4crroJlHr4TenbHofi BJIacrr4, opraHaMq HcnoJtHHTelsHofr BJlacrH cy6t'eKron

Poccraficxofi @e4epaqnu V opraHaM4 MecrHoro caMoynpaBJleHHt'

OCyqeCTBJIf,IOIIIHMI4 IIOJIHOMOT{I4I n C$epe oxpaHbl 3AopoBbt rpaXAaH, a TaKXe

ocyuIecTBIqIOqLIMI,I MeAI4IIHHCKyIO AetTeJIbHOCTb opfaHl',I3al.]xflMlr 14

r4H;1r43ltAyaJIbHbIMt4 IIpgAIIpI{HI,IMaTeJIflMI4 IIpeAycMoTpeHHoro cTarbeil 90

@e4epanrHoro 3aKoHa (06 ocHoBax oxpaHbl 3AopoBbfl rpaXAaH B Pocoailcrcoil

(DeAeparlnu> BHyTpeHHefo KoHTpOnq KaqecrBa v 6esonacFlocrl4 rraeAnuuHcroil

aetTeJIbHOCTI4 - qaule Apyf IIX BbIqBrfl rI',Ic b :

KoHTponr KaqecrBa u 6esonacHocrl4 MeAHuI,IHcKofi AetrenbH octu (82o/o);

(rs%);

BHyTpeHHefo KoHTpOnq KarIecTBa v 6eaonacuocTH MeAHUHHCI(Oil

AeqrerbHocrH -3%.

B paMKax rrpoBeAeHr4r [pooI4naKTI4r{eCKI4X Mepo[pl4qTvfr, c ueJlbto

rrpeAynpexAeHl4tr AoIIyuIeHI4t HapyueHVi4 o6srarelrHblx rpe6oBaHnfr no AaHHoMy

HarIpaBneHHIO BbIHeCeHo 9 upe4ocrepexeH I',It'

llolyuenbr pa3b{c He1:|lfl rrHcbMaMI4 MUn:4paBa Pocc H H :

or 13 .07.2018 l\,Ib 17-215180 "o nnueH3r4p oBaHVvr nepMaHeHrHofo raryaxa";

or 18.07.2018 J\b 16-5l1012-4709 "O AonycKe cneuutulucroB K ocyuecrBrleHuto

MeAr,lrIr4HCKOfi Unr.r saprvrarleBTr4q ecKofi Aetren bH ocTI,I " ;
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or 10.08.2018 J\b 17-215869 ro Borrpocy nr4ueH3npoBaHl4fl rracrnqecKoil

xupyprr.rr4 B cBr3r4 c BcrynneHueM B cuIJIy rprKa3a MuH:4paBa or 3 1.05.2018 J\b 298n

or 30.08.2018 J\b 15-4110/2-6088 ro nopnAKy nepeoQoprurneuun rlnueHzuir s

cBfl3tr c BcryrrneHr4eM B cr4ny rocraHoB reHvfl flpaeurerbcrBa P@ or 08. I 2.201 6 N
t327.

PasAe.n III. flpaBo[prrMenureJrbHan tr pa rcru Ka r pn ocy urecrBJleH I{ I,l

rocyAapcTBeHHofo KoHTpoJq rpu ocyuecrBJreHuu QeaeparbHol-o
rocyAapcrBeHHoro HaA3opa n cQepe o6pauteurq reKapcrBeHHbrx cpeAcrB

rrocpeAcrBoM opraHn3auutl u rrpoBeAeH r{fl n poBepoK co6r roleH n H cy6ueK'ra M u

o6paqenuq reKapcrBeHHbrx cpeAcrB ycraHoBJIeHHbrx 3aKoHoAarerbcrBoM
rpe6onauufi rc xpaHeHH rc, [epeBo3Ke, ornycKy, peaJt H 3a uIr u Jt eKa pcrBeH H bl x

cpeAcTB AJIfl MeAHUI4HCKOI-O rl pHMeHeH Hfl

1. Opranr,r3a:lzfl I4 rIpoBeAeHHe rocyAapcrBeHHoro HaA3opa

focylapcrseHHrrfi r(oHrponb (uaa:op) B c$epe o6pautennr neKapcrBeHHblx

cpeAcrB ocyulecrBr.sercfl Poc:4panHaA3opoM n Sop r.,t e :

1) Qe4epamHoro rocyAapcrBeHHoro HaA3opa

neKapcTBeHHbIX CpeACTB ;

B c$epe o6pauteurar

2) ru6opor{Horo KoHTpont KaqecrBa neKapcrBeHHblx cpeAcrB.

1. @e4epanurufi rocyAapcreeHrmrfi HaA3op B c$epe o6pauteHzr

neKapcTBeHHbIX CpeACTB

I . 1. @e4epanrHrrfi rocyAapcrneHHsrfi HaA3op B cSepe o6pauteH nr

neKapcTBeHHbrx cpeAcTB rrocpeAcTBoM opfaHI43aul,IH V npoBeAeHHtl npoBepoK

coorBercrBnr neKapcrBeHHbrx cpeAcrB, HaxoAquII4xcfl B rpa)l{AaHcKoM o6opo-re,

ycraHoBJIeHHbIM rpe6onaru4tM K I4x KaqecrBy

B 3 rnaprate 2018 rola B exeroAHufi nlas rpoBeAeHnt TJIaHoBbIX rlpoBepoK

TeppuropnrurbHbrM opraHoM Pocs4panHaA3opoM rto Pecny6nraxe Byprrur 6rtno

3arrnaHr,rpoBaHo 14 [poBepoK ropHAI4qecKLIX nuu v vlHLVBVnyaJlbHblx

rrpeArrpl4Hnlaarelefi , [poBeAeno I 4 [poBepoK.

Bcero:a 3 xnapru 2018 ro4a rro AaHHoMy BHAy HaA3opa reppl4rophaJlbHblM

opraHoM Poc:4panHaA3opoM no Pecny6rurce Eyprrrar rpoBeAeHo 28 nponepor (14

rrJraHoBbrx u 14 sHenraHoBbIX nponepor).
OcHosaHHfl, Infl, rrpoBeAeHHbrx BHeIIJIaHoBbIX npoBepoK a 3 rceaprute 2018 roaa

rro AaHHoMy BI4Ay HaA3Opa tBrqJlocb:
- [opyr{eHr4r pyKoBoAHTenq PocsApaeHaA3opa, H3AaHHoro B coorBercrBHH c

ropyr{eHl,Ierra llpanzreJl bcrBa Poccr,r fi c rofi {De4ep aWV - 7 n po eepo r ;

- o6parUeHr,rf, rpaxAaH o Bo3Hr4KHoBeHr4I4 yrpo3bt npHqHHeHHt BpeAa )KH3HH'

3AopoBblo rpa)KAaH VilV npvq:aHeHur BpeAa )KI43HH, 3nopoBbto rpax4aH - l;
- r4cTeqeHr4e cpoKa 14ctroJrHeHr4r topI4AI4r{ecKHM JIHUOM, VTHAVIBI4Ly a^llbHblM

rrpeArrpprHlrMareJreM paHee BbrAaHHoro rIpeAnI4caHlafl o6 ycrpaHeH4r BblflBJIeHHoro

HapyrxeHus - 6 rpoBepoK;
llpra [poBeAeHr4r4 rrpoBepoK co6lroAeust ycraHoBneHHble npuKa3aMH cpot(H

npoBeAeHr4r rrpoBepoK, a raKxe ycraHoBneHHbte SeaepaluHblM 3aKoHoAarenbcrBoM

rpe6onaHr4r K ocyqecrBJreHr4ro o6parq eH:afl neKapcrBeH H blx cpeAcrB.
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flo uroraM rlpoBepoK BbIAaHo 19 npegnucauui,t, B ToM rrr4cre rro BHe[J]aHoBblM -
npoBepKau 5, rarcx{e B 2 crtyuaxx ycraHoBneHo He r4cnoJrHeHne paHee BbrAaHHoro

npeIrII4caHI4{, BbIAaHo flpeacraBJreHr4e o6 ycrpaHeHrr HapyueHufi <Delepanb}rolo

3aKOHOAaTeJIbCTBa [O I4CnOn H eHr4ro rrpeAn H CaH r4 r.
Cocraereno 17 [poroKonoe o6 aAMr4Hr4crparr4BHbrx rrpaBoHapyueHHrx , vt3 HVx

- l0 no qacrr.r 4 crarsu l4.l
- 4 no qacrlr I cr. 14.43
- 2 to qacru 3 cr. 19.20
- 2 no qacru 2l crarcu 19.5

Pesylrrarbl npoBeA€usux [poBepoK ropuAr4qecKr,rMr4 nr4rraMr4 He o6xaroBa-rrHcb.
Mepu npoKypopcKoro pearr4poBaHvrfl B cBr3H c HerrpaBoMepHbrMr4 leficravflMvl

Poce4panHaA3opa B orr{erHoM KBaprane He npr4MeHrJrr4cb.

2. Co6nroAeHr4e o6qsarerbHbrx rpe6oeau ui,t npu [poBeIeH W f ocy napcrBeH H o ro
HaA3opa

B 3 KBaprane 2018 roAa BbrqBreHbr HapyrreHr,rr o6ssarerbHbrx rpe6oeaHufr,
ycraHoBneHHbrx 3aKoHoAareJrbcrBoM Poccraficxofi @eaepaunr: crarbv 58
(De4epanrHoro 3aKoHa or 12.04.2010 J\Jb 6l-@3 <06 o6pauleHuu reKapcrBeHHbrx

cpeAcrB> B qacrn xpaHeHnr neKapcrBeHHbrx cpeAcrB; flpaeral xpaHeHI4t

neKapcrBeHHbrx cpeAcrB, yrBepxAeHHbrx nplrKa3oM Mun:4paBcoupa3BVrt4fl Poccutz

or 23.08.2010 J\e 706s, rpr4Ka3a M3 PO or 31.08.2016 Ne 646u, npnKa3a M3 PO JS

647v, rrpnKa3a M3 PO or 17 r4roHr 2013 r. Ns 378H, rpuKa3a M3 PO or' 11.01.2017

J\b 403u AorrycKaeMbre ropr4Ar4qecKuMr.r JrHuaMH vt vHnvBt;tyaJlbHbtMH

rrpeArrpr4HrzMareJl{M v rrpvr o6pauleHl4 H n e KapcrBeH H bIX cpeAcr B :

- He co6lroAarorcr ycnoBur xpaHeHr,rr neKapcrBeHHbIX [pe[aparoB, B ToM t{Hcne

rpe6yrorqux 3arrlnTbr or nonurueHuofi, rosuxeHHofi reM[eparypbr, or ,'tefrcrsus
cBera, BJIaxHocrH, naxyqux v Kpacrull4x, Ao[ycKaeTct xpaHeHHe JleKapcrBeHllblx

cpeAcrB 14 MeAHIIHHcKax uz4etuit Ha oAnofr noJIKe;

- B HapyueHr.re rrpnKa3a Munsqpasa Poccupr or I I I4torlt 2017 r. J\b 403u:
/ rtpu ornycKe neKapcrBeHHbrx npenaparoB rro peuenry $apr'aaueern.Iecrcfifi

pa6oruzx He npocraBr.fler orMerKy Ha peuenre o6 ornycKe neKapcrBeHnofo

[peflapara c yKa3aHHeM : Har4MeHoB aH:z.fl anre.rHofi opfaH H3aura rz ( $aH,l v )tr4v,
ytMeHI.I) oTqecTBa (npn HaJI.I,lquHI VHLVBVAY AIbHOTO

rrpeArrpr4Hurrlarel.a);ToproBoro Har4MeHoBatrfl) Ao3r4poBKI4 v KoJIHqecrBa

ornylrleHHoro neKapcrBeHHoro rlpenapara; Sarraranrarao HMeHHo orqecrBa
(npr uanuuuu) $apvrauenrr4qecKoro pa6oruurca, ornycrr4Burero

neKapcrBeuurrfr [pe[apar, H efo [oAnr4cn; Aarbr ornycKa JIeKapc]'BeHttoro

[peuapara. Peqenrbr He orMeqarorcr rrraMlov "JlercapcrBeHHsril npenapa'r

otnylqeu".
/ peqenru, BbIIII4caHHbre c HapyueHI4eM ycraHoBneHHbtx npaBnn He

3apefHcTpr4poBaHbr B xypH€Lne, B r(oTopoM yKa3brBarcTct BbltBreHHble

HapylxeHnq B oSoprraneur,rr,r peuenra, $avunnn, AMfl, orqecrBo (npn
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Hilr]a.c^nvr) MeAT4III4HCKO|O pa6OTHUKa, BbrfILrCaB[refO peuerrr, HaUMeHOBaHVe

MeAr4IIr4HCKOfi OpfaHI,I3aIII4I4, IlptlHrTbre Mepbr, He OTMeqeHbr TUTaMnOM

"Peqent HeAeficrel4TereH" kr He Bo3BpaureHbr nHuy, npeAcraBuBueMy
peqerrr. O Qarrax HapyueH:afl rrpaBr4n o$opr',tneHnr peltenroB cy6rercr
po3HlrqHofi roprourlr He r,rHQoprtaupoBulrr pyr(oBoAI4TeJrfl cooraelcrnyrcutefi
MeAurlr4Hcrofi opraHLI3aIII4I4.

/ aonycKaercf, 6e:peqeurypnrrfi orrrycK neKapcrBeHHbrx npenaparoB,
orHoc{qr4xcr tro ATX K aHrr,rrcr4xorr4qecKnM cpeAcrBaM (roa N05A),
aHKcr4oJrHTHKaM (roa N05B), cHornopHbrM v celarvBHbrM cpeAcrnau (rcol
N05C), aHrr,rAerrpeccaHraM (xoa N06A) v He noAJlexaurl4x npeAMerHo-

KOIHIICCTBEHHOMY YqCTY, PEqENTbI HC OCTAIOTCI U HE XPAH'ITC' B TEqCHI4C

3-x N4ecqqes.

- B HapyueHr4e llprarasa Muu:gpana Poccun or 31.08.2016 N 647a "()6
yrBep)KAenzr,r llpannJr HaAnexauefi anreqsofi rpaKrr4 I(H ne KapcrBeH H bt x il pe il aparo B

AJrr MeAr4rlr4HcKoro rrpr,rMeHeHr4r)) orcyrcrByer yrBep)I(AeHHat cHcreMa o6ecneqeuuq

KaqecTBa.

- B HapyureHue (De4epanrHoro 3aKoHa or 04.05.201 I r J\|l 99-@3 ((O

nHqeH3I,IpoBaHr,II4 orAenbHbIX Br4AoB retreJlbHocrn>), n.5 ((a)) flocranonreHVA

flpanurelbcrBa P@ or 22.12.201 lr J\bl0Sl (O nuueH3r4poBaHAvt $aprr,rauen'ru'iecrcoil

Aef,reJrbHocrr4 orcyrcrByer o6opyAoBaHne (rpaHcnoprHoe cpeAcrBo) Heo6xoruMoe

Anfl ocyulecrBnel:afl 3arBJreHHoro raAa Saprraauearuqecxofi AeflTeJlbHocru
(rrepeBo3Ka)), AofoBopa Ha oKzBaHr,re ycnyf IIo nepeBo3l(e neKapcTBeHHblx npenaparoB

HCT.

B paMKax [poBeAeHlrq npoSulaxrr4qecKux trleponpurrnil, c uerbro

[peAyrrpexAeHr,rq AolyrueHnq Hapyueuuit o6qsarerrnsrx rpe6osanufi no traHHoMy

HarrpaBneHl4to BbIAauo I [peAocrepexeHue.
llolyveno p€BbrcHeHne rrr4cbMoM <De4epa"nsHofi aurHMoHonorbnofi cnyx6ofi

or 29.06.2018 Ns AW49l32l18 (O QopuupoBaHuv ornycKHbrx ueH Ha

neKapcTBeHHbIe rperaparbl, BKJIIoqeHHbIe e flepeveHr XHBJI|I>.

PasAer IV IIpaeoflpr{MeHurerbHaq ttpaKTHKa rpH ocytuecrBJleHl{I'l

rocyAapcrBeHHoro KoHTporq ttpn ocyuecrBJreHI{Ir Qeaepa.nsHot-o
rocyAapcrBeHHoro HaA3opa n cQepe o6pauteu nfl JteI(apcrBeH H bt x cpeAcrB

[ocpeAcTBoM opfaHH3auI,|H rr I|poBeAeHnfl tIpoBepoK cooTBeTcTBl{fl

JIeKapcTBeHHblx cpeAcTB, HaxoAqUl14xcq B rpa)KAaHcKoM o6opore,
ycraHoBJreHHbIM rpe6oaaH[qM K ux KaqecrBy

1 . OpraHra3auvfl, 14 npoBeAeHHe rocyAapcrBeHHoro HaA3opa

llpoeepru coorBercrBlafl ner(apcrBeHHbrx cpeAcrB, HaxoAquluXct B rpaxAaHcKoM

o6opore, ycraHoBneHHbrM rpe6onaHr4-sM K r4x KaqecrBy B paMl(ax TIJIaHoBbIX rlpoBepoK

rrpoBoArrcs B coorBercrBr.ru c 3a1al:aev Poc:ApaBHaA3opa or 17.01.2018 JVe 0214-

93118 (O rpoBeAeHtrn npoBepoK coorBercrBut neKapcrBeHHblx cpe/lcrB

ycraHoBneHHbrM rpe6onauurla K vx KaqecrBy B paMKax $elepanbrloro
rocyAapcrBeHHoro HaA3opa n cSepe o6paureHl4t neKapcrBeH H btx cpeAcrB).
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B 3 rnaprale 2018 roAa rrpoBeAeHo 2 utauoBbre npoBepKu coorBercrBnt
neKapcrBeHHbrx cpeAcrB ycraHoBneHHbrM rpe6onannav K vx KaqecrBy, cpoK

rrpoBeAeHr4r npo4len B cBf,3n c Heo6xoAuMocrbto ocyuecrBreHnfl 3Kcneprh3bl

oro6paHHrrx o6pa:IIoB neKapcrBeHHIIX cpeAcrB.

flpou:ne4en or6op o6pa:qon neKapcrBeHHbIX cpeAcrB B KorHqecrBe l4
Har4MeHoBartui,t. B Ofy <IrlnSoprr,rarlr4oHHo-MeroAplqecrcHfi IreHTp no 3Kc[epru3e,

yrrery u aHarru3v o6paueHvrfl, cpeAcrB MeAr4ur4HcKoro npuMeHeHrar> (KpacHorpcrcufi

Qnluan) npoBeAeHbl I4c[brraHllq r4x Kar{ecrBa no noKa3arertM, ycraHoBneHHbtM

Hopuarnnuofi AoKyMeHTaquei,t. flo pe3ynbraraM ucnurauufr ycraHoBJIetlo

coorBercrBr,re Bcex oro6pauHrrx o6pa:uoe JIeKapcrBeHHbtx Ilpellapa'roB

ycraHoBneHHbIM rpe6oaaunru.
Cporra [poBepoK co6nroAeHbr, B ToM r{Lrcre trpu Ilx npoAnIHVV, Heo6xoAuMocrb

Koropbrx 6stu o6ycloueurr npoBeAeHHeM sKcneprH3bt KavecrBa oro6palttlstx
o6pa:qon neKapcrBeH HbIX cpeAcrB.

Meprr npoKypopcKoro pearr4poBaH:as., B cBfl3l4 c HenpaBoMepHblMn AeficreuflMvr
TO Poc:lpaBHaA3opa ro PE upu ocyulecrBreHwr AaHHoro BuAa rocyAapcrBeHHoro

HaA3Opa B OTTIeTHOM KBapTane He rIpI4MeHtJIHCb.

2. Co6nroAeHue o6qsarerbHbrx rpe6onau ui,t npu npoBeAeHH14

focyAapcrBeHHofo HaA3opa

flpono4urca pa6ora ro v3Trrvrro neKapcrBeHHbtx cpeAcrB no nHcbMaM

Poca4panHaA3opa. Vxa:aHurte B nucbMax Poc:4panHaA3opa cepnh

ne4o6poxaqecrBeHHbrx vr SanrcuSurll4poBaHHbrx neKapcrBeHHblx cpeAcrB e 3

KBapraJre 2018 roAa Bbr{BJrrJrH cs y 9 cy6texroe o6paureHl4t JleKapcrBeHHblx cpeAcrB.

BHqsreHo 33 cepui,t neKapcrBeHHbIX npenaparoB, noAnexaul4x t43bflTl4to no

rrncbMaM Poc:4panHaA3opa - 192 ynaKoBoK.

Cy6lexrrr o6paqenur neKapcrBeHHbrx cpeAcrB rtpoBoAtr Meponpl4trHt B

coorBercrBnr4 co cr. 38 (De4epanrHoro 3aKoHa or 27 .12.2002 Jt 184-03 (O

TexHr4qecKoM pefynnpoBaHr4vrr, z r4MeHHO, nepeHocqT neKapcTBeHHble cpeAcTBa Ha

xpaHeHue B (KapaHTLrHHyro 3oHy), BO3BpaUIarcT IIOCTaBIII4KaM, yHHI{TOXa}OT B

ycTaHoBneHHoM rloptAKe.

PasAer V. [IpanottpHMeHr{TeJrbHafl ttpaKTHKa ltptl ocyuecrBJleHHu

rocyAapcTBeHHofoKoHTpoIqI|puocyluecTBJleHI{H
nrrfiopouHoro KoHTpoJrfl KaqecrBa JIeKapcrBeHHblx cpeAcrB

1. OpraHra3awfl H npoBeAeHue KoHrpont

Ha ocHoBaHr,ru 3a aHr4fl, Ha rrpoBeAeHl4e nrt6opouuoro KoHTpont KaqecrBa

neKapcrBeHHbrx cpeAcrB or 19.01.2018r (nHcrrvro PoctgpanHaA3opa 19.01.2018
j\lb02l4- l24ll8) B coorBercrBnvr c rlyHl(roM 14 floprarca ocyuecrBreHnr

nu6opouHoro KoHTponr Kar{ecrBa neKapcrBeHHbtx cpeAcrB Lnfl MeAuut4HcKoro

rrpr4MeHeHlg, yrBepxAeHHoro rIpI4I(a3oM Poc:4paeHaA3opa or 07.08.2015 Nq 5539,
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TO PocslpaBHaA3opa ro PB e 3 xnaprane 2018 r. npoeeAeH or6op neKapcrBeHHbrx
cpeAcrB y 7 cy6rerron o6pauleuur (anre.rHue opraH143auura) JreKapcrBeHHbrx

cpeAcrB oro6paHo 2l cepuitr neKapcrBeHHbrx rperaparoB. [Io BceM o6paruav
nonfreHbr rroJro)r(r,rreJrbHbre 3KcrreprHbre 3aKrroqeHHr. Ha ocHoBaHHh

noJIoxLITeJIbHbIX gKcrreprHbrx :axruoqeuufi Pocr4paaHaA3opoM np14H14Maerct

perueHue o cooTBeTcTBvtv Kar{ecTBa neKapcTBeHHbrx cpeAcrB ycraHoBneHHbrM

Tpe6oBaHHrM.

2. Co6moAeHr4e o6qrarerbHbrx rpe6oBaHufi npu npoBeAeHHH KoHrpoJrfl

B 3 rnaprue 2018 rola orpurlareJrbHbre 3aKrroqeHur 3r(creprHofi opraHH3auHH

o HecoorBercrBlru neKapcrBeHHbrx cpeAcrB ycraHoBneHHbrM rpe6oaaHurrrr K HX

KarrecTBy orcyrcrByror.
3a orqdrnufi nepuoA o6pauteuur rpaxAaH, Kacalournecq AaHHoro uvLa

KOHTpOIT He rrocTyn€L[r4.

Meprr npoKypopcKoro pearnpoBanns. B cBq3LI, c HenpaBoMepHbrMu neitcreunuu
Poc:4paaHaA3opa npn ocyuecrBJreHr4r4 AaHHoro Br4Aa r(oHrponr B orqerHoM KBap'rane

He [pr,rMeHfl.Jrvcb.

Pa":rqcHeHus Poc:4panHaA3opoM B orHotueH1414 o6q:areruHurx rpe6oeaHuti,
perynr4pyroulr4x nrr6opounufi KoHTponb KaqecrBa neKapcrBeHHbrx cpeAcrB, B

oTqeTHoM KBapTane He HarIpaBJI{JII4Cb.

PasrqcHeHr4s or opraHoB rrpoKyparypbr, HHbrx rocyAapcrBeHHbtx opraHoB B

orHorueHr4ra o6qgarerbHbrx rpe6onaHufi, perynHpyroutuX est6opouHsrfi KoHrponb

KaqecTBa JIeKapcTBeHHbIX CpeACTB, B OTqeTHOM KBapT€UIe He nOCTyniLlH.

PasAer VI. IlpanorpuMeHnTerbHaq rpaKTuKa rpu ocyuecrBJteHHr

Qeaepa.nbHoro rocyAapcrBeHHor-o HaA3opa n cQepe o6pauteHun
JreKapcTBeHHbrx cpeAcTB [ocpeAcTBoM op|.aHLr3auHU lr I|poBeAeHrfl

SapvrarcoHaA3opa

1. Opranra3aw4fl. I,I rpoBeAeHze rocyAapcrBeHHoro HaA3opa

@apuaxoHaA3op - Br,rA AeqrerbHocru rro MoHI,rropHHry e$SercrraeHocrn vI

6esonacHocrt4 neKapcrBeHHbrx [pe[aparoB, HanpaereHrlrlfr Ha BbItBJleHI4e, oueHI(y H

npeAorBparrleHr4e Helr(eJrareJrbHbrx nocreAcrnufr npuMeHeHht neKapcrBeHHblx

lpe[aparoB. @aprr,raroHaA3op ocyulecrBrflercfl B coorBercrBrr4 c rpe6onaHVflMV

npr4Ka3a Poca4panHaA3opa or 15.02.2017r J\bl07l (06 yrBepxAeHHH ropqAKa

ocyqecrBneHut QaprvraroHaA3opa).
@aprraaroHaA3op ocyurecrBJrrercr PocsapaeHan3opoM Ha ocHoBaHVV ceeAeHHl,i.

nonyqeHHbrx B BI4Ae:

-coo6 ulen uir, cy 1reKro B o6paueH I4t n e KapcrBe H H bl x c peAcr B ;

-nHQopuarJlala, nolyveHHofi B xoAe ocyulecrBreHVfl rocyAapcrBeHHoro

KoHrpont (na4:opa) e cSepe o6paIueHllq neKapcrBeHHbtx cpeAcrB.

Coo6rqenut cy6reKToB o6pauteHHfl neKapcrBeHHbrx cpeAcrB HanpaBntrcrct B

Poca4panHaA3op ro per(oMeHAyeMoMy o6paruy <I4:eeuteHHq o HelreJlarersHoil
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peaKUHH HJII4 orcyrcrBl4t4 TepaneBTr4LrecKoro eQQercra neKapcrBeHHoro npenapara)).
Coo6rqenns, HanpaBJrrrorcr e Poc:4paBHaA3op qepe3 AVIC Poc:lpaeHaA3opa, tu6o
rr o g Jr eKrpoHn ofi rorrre pharm@ro szdravnadzo r. ru

Cy6rermr o6parqeuvfl, neKapcrBeHHbrx cpeAcrB (rtrelraur.rHcKue opraHr43aur.ru)

o6qsauH B cpoK He 6oree 3 pa6ourax Asefi coo6ularr n PocrapaBHaA3op o cepbe3Hbrx

He)KeJIareJIbHbIX peaKulr{x c JreraJrbHbrM r4cxoAoM r,rJrr4 yrpo:ofi xH3HH.

B paMKax MoHr4Topr4Hra 6e:onacuocrn ner(apcrBeHHbrx npenaparoB B

pecny6nnre e 3 KBapraJre 2018 roAa 3aperncrpr4poBaHo 30 coo6ureuvrit, u: rrHx 20
cepbe3Hblx HexeJlareJrbHbrx peaxqufi, I coo6ureHue co cMeprenbHbrM Hcxo/loM.
CseAeHne o HexeJlarerrHofi peaKqr4r4, rrpr4BeArxefi x rerarbHoMy HcxoAy nocrynHJlo
or fBV3 <Ka6ancxar IJpF> He cBoeBpeMeHHo. Coo6urenne 6rrro HarpaBneHo B

peecrp HexeJrareJrbHbrx peaxqHfi nocJre rpoBepr(H crreun€urHcraM14 TO
Pocr4panHaA3opa no PE no o6pauteHr4lo, tto pe3ynbraraM xoropofi 6sr,r cocraBJreH

rrporoKoJr rro cr. 19.7.8 KoAII P<D.

Coo6qenuq [ocrynunr4 or 8 MeAr4r.Ir4HcKr4x opranu:auufi, uan6orsuree
Konr4qecrBo or fAy3 <Pecuy6nuraucxofi KruuH.recrcofi 6orsHuuu hM. I-{.A.

Ceuarurco> - 13, fFy3 <fopo4cxar rroJrr,rKJrprHr4Ka J\b I - 5, no 3 coo6ureHnq

rrocryrraro or fFy3 <CraHuaq cxopofi MeAHuHHcrcofi noMorrln fAy3
<fycnuoo3epcKar [FB) 4 coo6uleunr, raKxe I coo6ueHr4e noc'rynHJro o-r-

npor43BoAvrre[rfl. neKapcrBeHHoro rrpenapara OOO "Acrpa3eHeKa @aprr,racstorHKaJr3".

2. Co6nroAeHr4e o6qsarerbHbrx rpe6onaH uir npu npoBeAeHHH

focyAapcrBeH Hofo HaA3opa

B paMKax [JraHoBbrx KoMnJreKcHbrx npoBepoK (14 IIJ]aHoBbtx npoaeporc)

cnequantrcraMu TeppuropuarrbHoro opraHa Poc:,upanHaA3opa I(oHTponHpyercq

rropsAoK ocyulecrBrenufl MoHr4Topr{sra 6e:onacHocrn neKapcrBeHHbtx npenaparoB

cy6rerrarrar,r o6paq eHHfl n el(apcrBe H H bI x c peAcr B.

Tar, no pe3ynbraraM rrJraHosofi rrpoBepKr4 oAsofi MernunHcroil opraHH3auHH

rrpeArrr4caHo aKTyanr,r3apoBarb Aef,TeJrbHocrb no MoHHTopHHT 6e:onacHocrlr JIC e

cBq3r4 c BcryrrneHueM B cuny c 01 aupem 2017 ro4a rpI4I(tBa Poc:4paeHaA3opa or
15.02.2017 J\b1071 (06 yrBepxAeHr4r4 rroprAr(a ocyuecrBrleHHr $apvarcoHaA3opa))

B paMKax [poBeAeHr4q npo$unarruqecKux rr,leponpurruil, c uenbrc

rrpeAyrrpexAeHnr AorryueH:afl, Hapyll.lenuir o6q:arerF,Hsrx rpe6osaHlafi no AaHHoMy

HarrpaBneHl4lo BbIAano I npeAocrepexeHl4e.

PasAer VII. flpaBorrpnMeHureJrbHaq rpaKTr{Ka rpr ocyuecrBfleHun
rocyAapcrBeH Horo KoHTpoJrn ra o6pa uteH LreM MeAH utr HcKtt x urAe.n u fi

I . OpraHu 3al-l.t4fl 14 npo BeAeHI4 e rocyAapcrBe H Ho ro Ko H Tpont

llpe4l,rerou rocyAapcrBeHHoro r(oHTpont 3a o6pauteuHerr,l MeAHur'tHcKHX

uz1e:nuit qBrrerc{ opraHr43aryvfl v rroBeAeHne npoBepor co6lrc AeHVfl cy6terrauu
o6pauleHrar MeAr4rlr.rHcKr4x uzretuit o6ssarerrHstx rpe6oeaHIafi n c$epe o6pauteHnr
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MeALIIIT4HCKT,TX :/r3!ieIrl1lfi., B TOM r{r4cle IIpn OCyUIeCTBJll?HVU MOHI4TOpHHfa

6esouacHocrl4 MeAI,IITH HcKI4x uz Ae tuit,.
TeppzropuarrbHbrM opraHoM Poc:4paeHaA3opa ro Pecny6nurce EypnrHr s 3

KBaprulre 2018 roAa rrpoBeAeHa 22 rpoBepKa, w3 HI4x 14 TIJIaHoBsIX kI 8

BHerrJraHoBbrx rrpoBepoK rro rocyAapcrBeHHoMy KoHTponro 3a o6paueHneu
MeAr4rlr,rHcKr4x uzpletuit.llponepeHo 21 topwAr4r{ecKl4e JII4uo, I43 HHX l2 orHocqrcfl K

cy6rexraM MaJIoro unl4 cpeAHero rIpeAnpHHHMareJIbcrBa.

BHeuraHosrre [poBepKr4 cocraBnJrr4 36% or o6utero LII4cra npoBeAeHHbrx

rrpoBepoK no rocyAapcrBeHHoMy KoHTponro 3a o6pautenr4eM MeAUUHHcKHX nzl.etuit,
rrpoBepKl{ rrpoBeAeHbl B cBr3r4 c HcTeqeHr4eM cpoKa Hc[oJIHeHI4t FopHAHqecKHM

nHrIoM paHee BbrAaHHoro npeArrvca:nnfl,- 3 nponepKu; no nopyqeHnro pyKoBo Lt4rerfl
Poc:4panHaA3opa, r43AaHHoro B coorBercrBr.rH c nopyqeH14eM flpanrzrelbcrBa
Poccuficroft (De4epaqr4pr - 5 upoeepox, ro pe3ynbraraM npoBepoK ycraHoBneHo

14 c rr oJrHeHr4 e p aH e e BbIAaH H bIX rlp eAn LI cauui,t.

3a 3 rnapmt2018 rola rro HToraM rrJraHoBbIX npoBepoK BbtAaHo 7 npeanr,rcaYtuir,

2 npepnuaaHnfl rro pe3ynbraraM BHerrJraHoBbIX npoBepoK, cocraBJleHo 8 nporoKoJloB

o6 aArvrunncrparr4BHoM rrpaBoHapyrrJenuu 7 I43 Koropblx ro q. 6.28 KoAfl P@, I no

cr. 19.7.8 KoAII P(D.

B cooreercrBnr4 c rrr4cbMor'a Pocsapaeu&A3opa 0l.02.2018 Ne 0M-230118 (C)6

or6ope o6pa:qoe MeAr4rIr4HcKr4x uzpretuit B paMKax npoBeAeHHt rocyAapcrBeHlloro

KoHrpon.s 3a o6parqenueu MeAr4uHHcKr4x r4sAenlafi> B 3 KBapraJle 2018r or6op

MeAr,rrIr4HcKHX us4eruir He rIpoI43BoAV nct.
B rperbeM KBapraJre 2018r B paMKax npoao.{uvofi pa6orsl c nHcbMaMH

Poc:4panHaA3opa ro lpeAoTBpaueHHro nocrynreH14rl n o6opo'r

ne4o6poxaqecrBeHHofi npo4yKqur4 BbItBJIeHbt HecoorBercrByrouue ycraHoBJleH ll bl M

rpe6onauuxu MeAr4rIr4HcKr4e r431envfl B 1l opraHu3aul4qx, B ToM r{Hcre 7

QapvaqenrurrecKux opraHr,I3arJzflx, 4 MeAI4qHHcKHX opraHu3aul4tx. l4zssro v3

o6paulenur r4 [epeMerrleHo B KapaHTHHHy]o :ony 6 HanMeHoBanufi B KoJll4LlecrBe

1562 yrraKoBKI4 MeAI4IIHHcKtrx uzgetui,t, Bo3BpaueHo IIocraBUII4KaM 6 Haurr,lettosanuil

B Korllqecrse 6063 ynaKoBKI,I MeAHIrI4HcKI4x nz4enuit.
B 3 xnaprarc 2018 roga paccMorpeso I o6pauenne rpaxAaHrHa rlo Borlpocy

o6panleHux MeAr{rIr4HcKr4x uzgetui,t, tro KoropoMy 6sllo AaHo pa3bflcHeHHe B

ycraHoBneHHble cpoKI,I.

Meprr [poKypopcKoro pearvpoBaHvre, B cBt3r4 c HenpaBoMepHblMH AeficrsI4flMV

Poc:4panHaA3opa flpu ocyqecrBJreHr4r4 AaHHoro BHAa rocyAapcrBeHHoro HaA3opa B

OTI{CTHOM KBAPTULIIE HC IIPLIMCH'JILICb.

2, Co|;rroAeHue o6ssarerrHux rpe6osauuir npu npoBene+Vvl

focyAapcrBeHHofo KoHTpont

B xoAe ocyuecrB rreHnfl rocyAapcrBeHHoro KoHTpont 3a o6pauteur'rev

MeAr4qr4HcKI4x uz4eluitt PocsgpanHaA3opoM BbtqBrqlorct cneAyloune rHt|Ht.lHble

HapytneHtfl,, xapaKTepHbre rnfl pa3rr4tlHblx cy6tercroe o6paueHur MeAHUHHcKHX

usAerlafi:
I .Anrequble opraH v3awv:



13

- B HapylueHr4e cr.38 Oe4epanrHoro 3aKoHa or 2l.l l.20ll JS323-O3 (()6
ocHoBax oxpaHbr 3AopoBbr rpaxAaH B Pocoaficrcofi (DeAepaunu>, flprzrcara
MraHs4pana P(D or 13 uor6pr 1996 r. N 377 "06 yrnepxAeHnu HHcrpyKuHH no
opfaHI43aIILlZ XpaHeHllfl, B arrrerrHbrx yqpexAeHr4qx pa3nr4rrHbrx fpyfln neKapcTBeHHbrx
cpeAcrB vr uz!:eruit, MeAurlr4HcKofo Ha3Ha.reHr,rq" ocyuecrBrflercfl xpaHeHue
MeAr.rqlrHcKr4x uslieruia c H apyue H]nflMvr ycn o nra fi xpaH e H H q .

2. Anre.rHbre 14 MeAnrrr.rHcKr4e opraHr43arru H :

- HapyueHl4e cr. 96 <Deaep€LrrbHoro 3aKoHa or 21.11.201 I J\b323-O3 (06
ocHoBax oxpaHbl 3AopoBbr rpaxAaH e Poccvficxofi <Deaepaur4r4)), rpr4Ka:a Mnu:,[paBa
Poccun or 20.06.2012 J\s12H <06 yreeplr(AeHr.ru flopr4xa coo6ureHun cy6r,eKraMn
o6pauleHzr Me.4I4III,IHcKHX us1erwia o6o Bcex cnyqarx BbrrBJreHr4l no6oqHurx
geitcrnuit, ue yKa3aHHbrx B r4HcrpyKrrr,ru rro rrpHMeHeHHro vlt4 pyKoBoAcrBe no
3KCIINYATA\W MEAI,IIII4HCKO|O V3NETVfl, O HCXCJIATCJIbHbIX PEAKUH'X NPH CTO

rIpuMeHeHHH, o6 oco6enHocrsx B3ar4MoAenctsus MeAHur4HcKHX uzletuit Melr(Ay

co6ofi, o Qaxrax v o6croqreJrbcrBax, co3Aarcurnx yrpo3y )KV3HI4 v 3AopoBbro

rpaxAaH v MeAHTIT4HcKHX pa6orHurcon npr4 npHMeHeHhH v 3Kcnnyaraul4v
MeAI4IIr4HcKnx us4envfi> He npoBeAeHbr opraHr.r3arluoHHbre MeponpHflTHq: He

HuBHarreH orBercrBeHnrrfi 3a MoHHTopr4Hr 6e:onacHocrr4 MeAHuHHcKHX uznetuil no

opraHr,r3arJvrv; He [onyrreH nepcoHn$nquponaHurrfi Aocryn (norraH u napons)
3arroJrHeHr,rr Kaprbl-rr3BerqeHr4fl, pa3MeulesHofi B 3neKTpoHHoM B14Ae Ha caitre
www.roszdravnadzor.ru B roApa3AeJre <MoHuropr4Hr 6esonacnocrl,I MI4> pa:.aela
<<I4s Ie nkrfl . M eA r,r q r,r H c K o f o H a3 H aq e H pr r > .


