
Ilroru rocyAapcrBennoro KoHTpoJrfl KaqecrBa JreKapcrBenHbrx
cpeAcTB, KoHTpoJrfl rrpoBeAeHrrs AonlnnllqecKrrx ucc;regonanufi

JreKapcrBeHnbrx cpeAcrB H KJrrrHtrqecKf,x rrccJregonannfi
JreKapcrBeHHlrx trpelaparoB, MoHrrroprrHra 6esonacHocu

JreKapcrBeHHbrx npe[aparoB ll MeArrqnrrcKrrx nrge.rrnfi za2014 roa
l.Bneaenue

OAuofi LI3 ocHoBHLtx 3aAaq B o6lacrlr 3ApaBooxpaHeHr{r, o[peAeJrennoft CT pa:rerr,refi
HarluoHrurbHofi 6esonacHocrn Poccr.rftcxoft (De4epaqw Io 2020 roga l.r Crpaterr,refi
JleKapcrBeHHoro o6ecneqenvt Hacenrelr^vfl Poccuficroft @e4epaqnr,r ao 2025 roAa, rBJrrerct
o6ecneqenue HaceJIeHI,Ir KaqecrBeHHbrMr4, eQ$errr.rnnuntu r.r 6egonacnrrnan
neKapcTBeHHbrMr,r cpeAcTBaMr.r.

B 2014 ro4y Pocr4paBHaA3opoM 4alruefiuree coBeprrrencrBoBaHr.re cucreMbr
rocyAapcrBeHHoro KoHrponr KaqecrBa JreKapcrBeHHbrx cpeAcrB 6ruo nanpanreHo Ha:

-nocJreAoBaTenbHoe yBeJIrqeHLIe KOJILIqeCTBa JreKapCTBeHHbrx cpeAcTB, rrpoBepteMbrx
B p€IMKaX TOCyAapCTBeHHOTO KOHTpOJTT KaqeCTBa JTeKapCTBeHHETX CpeACTB;

-pacuzpeHlle [crroJl63oBaHr,re noreHrlr.raJra [epeABr.rxHux la6oparoptti nyrev
rIpoBeAeHIdt npeABaplreJlbuofi ugenrr.rQr4Karlr4lr o6pasqon JreKapcrBeHurrx cpeAcrB rro
noKa3areJrrM noplrarrEnnoi AoKyMeHTaqr4Lt ;

-nJraHoMepHoe [oloJrHeHlle 6ra6alroteru cneKTpoB JreKapcrBeHHrx cpeAcrB AItr.
cKpr4 Hr,rHra KaqecrBa JreKapcrBeHHbrx cpeAcrB Hepa3pyrrrEtroqr.rM MeroAoM 6nr.txnefi
uuQparpacuofi cnexrporuerpur.r (B}IK-cnexrporrlerpuu);

-rrpoBeAeHr.re pa60r no BHeApeHurc B rocyAapcrnengrrft KoHlpoJrb KaqecrBa
neKapcrBeHnbrx cpeAcrB MeroAa Patranoscxoi crleKTpocKornnr;

-pacu[peur,re rsar.ruogeftcrnux c @e4epanrnoft rauoxesuoi cnyx6oft rro
npoBeAeHI4IO nrepOnpax:ruft, HarrpaBJreHH6rx Ha npeceqeHue BBo3a n Poccrzficxyro
@eAepaqrro ne4o6poxavecrBeHHbrx, $anrcr,rQz qupoBaHHhrx ra ronrpa(paKrHBrx
JIeKapcTBeHHETX CpeACTB.

o6renr rocyAapcrBeHHoro KoHTponr KaqecrBa neKapcrBeHxbrx cpeAcrB n 2014 r.
nnarroMepuo yBenrrqeu ua ll,8Yo rro cpaBneHr.rrc c 2013 roAoM. flponepeHo Kar{ecrBo
32629 o6pasaoB rreKapcrBeHHbrx cpeAcrB, B roM qr.rcJre:

-r5620 o6pasqon rro rIoKa3areJItM KaqecrB4 ycrauoBJreHHbrM uoprraarunuofi
4oryuenraquefi,

-u009 o6pa:qoa c r cnoJrr3oBaHr.reM Hepa3pyuaroqero MeroAa na 6ase g ercnpecc -
na6opa:roplrfi.

,{ou npoBepeHH'rx neKapcrBeHHbrx cpeAcrB or o6rqero KoJrlaqecrBa cepuf
JreKapcrBeHHbrx cpeAcrB, nocryllruoqux n o6parqenr.re, y 2014 r. cocraBr{Jra 16,3%o, ,aro
cooTBeTcTByeT 3anJraH[poBaHHOMy nOKa3aTeJrrO.



focyAlpcrlaHHbrl roHrporb xa.{Gcraa raxapcr!€}t}tbtr cpaAc?r
32629

{orrqacTao aRcneorrt
xaqecraa 4C r oar(d
.4yaapct erHofo aorr.ocyeapcr.cflForo

xodtpori or o6raero *orH€cr!3
€€Prr nc. nocryna|oqrrr 3 o6oaurexre

a2o13r. a 2()11..

B o6qeM o6neue rocyAapcrBeHnoro KoHTpoJrr s 2Ol4 r. KoJrr,rqecrBo oKcneprlr3 B
paMKax cKp[HI'IHra KarIeCTBa JIeKapCTBeHHbTX CpeACTB C r{CnOJrb3OBaHr,reM Hepa3pylll{uoqnx
MeTOAOB yBerr,rqr,urocb na l2%o.

O6ueuu orcneprx3bt raqocBa nerapcrBenxHr
cpollcTB

.parPy||la|oqaro rc"qaa
! Jxcnaprxla no not(alatartiM rt tacraa HopxarrrHol Aory aHTaqxrr

20lO r.

B 2ol4 f. cKplIHnHr KaqecrBa JIeKapcrBeHHBrx cpeAcrB c ncrroJrs3oBagrreM
Hepa3pyruauoqelo MeroAa na 6age BocbMlr nepeABlrxHED( na6oparopnfi rlpoBoAr.urc.s
Pocs4paana4soPoM B 69 cy6rerrax Poccuftcrofi @e4epaqrm Bcex Boc6Mr,r Se4epaarurrx
oKpyfoB, BKrrroqarr Pecny6luxy Kpuv n ropoA $e4epanBHoro 3HaqeHur cesac'ronoffi (n



2013 r. - y 67 cy6'seKrax B 8-r.r rfe4epanrHbrx oKpyrax, s 2012 r. - s 27 peruouax 4-x
Se4epalrnux oxpyron).

Eu6rrorexa El4K-cnexrpoB rreKapcrBeHHhrx cpeAcrB r 2014 ro4y pacrnupeHa ao 810
HalrMeHoBanr.rir (y 2013 r. - 536 Har,rMeHoBanr.rir, s 2012 r. - 392 nalruenorauu.n).

B qeaex yBeJruqeHr,r{ HoMeHKJrarypEr JreKapcrBenHslx cpeAcrB, flpoBepeHubx c
lcnoJrb3oBaHr.reM Hepa3pyll]auoqux 9Kclpecc - MeToAoB, B nepByro OqepeAb,

Qapnaaqea:ruvecxux cy6c'ranqr.lfi r,r xrlAKr,rx JreKapcrBeHxbrx $opv JreKapcrBenHhrx
npenaparoB, s 2014 r. Ha 6ase Kasaucroro Snnnata O|EY <HnQopMaqr,roHHo-
MeroAr,rqecrr,rfi qeurp rro gKc[eprr{3e, y,rery u anarwrsy o6panlennr cpeAcrB MeAr,rrllrHcKoro
[pr,rMeHeuu.D) Pocrgpanua4sopa npoAoJrxeHo [paKTr,rqecKoe r{35rueur.re MeroAa
PaNranoscxoft c[eKTpocKonr,nr.

{onx ne4o6poKaqecrBeHublx neKapcrBeHHbrx cpeAcrB, BhurBJreHHhrx n 2014 r. e
paMKax rocyAapcrBeHHono KoH'rpoJrr KaqecrBa (385 cepufi), r o6qeu o6reve o6pa3rloB,
npoBepenurrx Ha coorBercrnre Tpe6onanlrrM HopMarnBnofi AoKyMeHrarllrur (15620 -
o6pasqor) cocraB[Jra 2,5%o, tro flpeBbrruaer 4aunui [oKa3areJrb sa 2013 r. (1,2o/o) u 2012
r. (l,4oh) u cBI,IAereJIbcrByer o neo6xo4ruocrn ganrneftruero coBeprxerrcrBoBaHr,rt
MeXaHLI3MOB TOCyAapCTBeHHOTO KOHTPOJT' KaqeCTBa JIeKapCTBeHHETX CpeACTB.

Bsnenexne nego6poraxecrBeHHbtx nerapcrBoHxbtx cpqplcrB B
pa Kax rocyAapcrBeHHoro xolttponr xa{ecTBa

2011 ?. 2012 r. 2013 r. 2011 r.

rKonrq€gBo o6p.3qo! ,lC, npolapexHHx Ha coorlarcrrxe rpa6olaxrtt
Hoprmlla!HoX Ao|(yraHraqxx

I Kortx.a€crao capxl lHttnaHHr|x xlgo6porarccracHHrx narapcrla||Hr|x cpaltcr!

15462

2.Ana.rr[s KarrecrBa JreKapcrBeuubrx cpeAcrB sa2014 roa

Bcero s 2014 rogy ro p$yJrbraraM AeflrenrHocrz pocs4parnaA3opa r,rgrcro ll09
cepufi lexapcrBeHHbrx cpe,qcrB, He orBeqarcqux ycraHoBneHHhrM rpe6oranuxv no
KarrecrBy, rrro cocraBJurer or5Yo (2013 r. - 0,6yo, 2012 r.- 0,75yo) or Bcex JreKapcrBeHHbx
cpeAcrB, rrocr)mr.rBrur.rx n o6paqenue.
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JlerapcrneHnne cpeAcrBa u Qapuaqerruvecxue
cy6craHqnra

Koruqecrno
TOproBbrx

HAI,IMCHOBAHI{fi

Hego6porauecrBeHHBre neKapcrBeHHhre cpeAcrBa

JlerapcrneHHrre cpercrBa, Koropbre oro3BaHbr

@a.nrcuQuqupoBaHHhre npeflaparbr

@a.irro.r$lrqupoBaHHbre Qapuaqemurrecrr.re
cy6craHrlrru

KoHrpaQarruue neKapcrBeHHhre cpeAcrBa

CseAeHns o KoJrr.rqecrBe H3aqrbrx tl3 o6paxleHr,rr JreKapcrBeHHbrx cpeAcrB s 2014 r.

B reqeur.re nocneAHr,rx rpex ner HaMerr,rJracb reHAeHrlr,rt CHIXCHI,I' B OOODOTC

neKapcTBeHHhrx cpeAcTB, co3Azlrouux yrpo3y upuqr.rHeHr.rr BpeAa xu3Hr.r r.r 3AopoBbro
rpaxAaH, qro cBfiAererbcrByer o AeicrBeHHocrr.r Mep, flpl,rHr,rMaeMbrx Pocs4parnagaoponr
B paMKax nocyAapcTBeHHoro KoHTpoJrr KaqecTBa JreKapcTBeHHbrx cpeAcTB.

llxxarxlt. rBDf,rxr r€|€priDauur cpCAcs

3a ncpxqA 20tl r. - 2014 r.

.J



2.1. .{annue o pe3yJrr,Tarax rocyAapcrBenHoro KoHTpoJrfl KaqecrBa
JreKapcrBeHHbrx cpeAcTB

flo pe:yrrraraM rocyAapcrBeHHoro KoHTponr KaqecrBa JreKapcrBeHHbrx cpeAcrB B

2014 rogy [oArBepxAeHo coorBercrBr.re ycraHoBJreuHuu rpe6on asusw 32096 o6pa:qon
neKapcTBeHHbrx cpeAcTB, r.r3 Hux:

-15216 o6pa:qoe (ua 6aae na6oparopHbrx KoM[JreKcoe e $eaepanrurrx oxpyrax);
-16880 o6paaqor (Ha 6a:e [epeABuxHbrx excnpecc-la6oparopr.rfi c [cronb3oBaHr4eM

Hepa3pyilarcqefo MeToAar.
B pe3yJrbrare rocyAapcrBeHHoro KoHTponr KaqecrBa neKapcrBeanbrx cpeAcrB B

2014 r. BbrrBJreHo vt r43'b "ro 404 napruu JreKapcrBeHHbrx cpeAcrB 177 ropronux
HaLIMeHoBaHUfi 385 cepufi, He orBeqarcqlrx o6qgare,'rrHbrM ycraHoBJreHHHv rpe6oaaHrrrM K

Kar{ecrBy (n 2013 rogy: 84 ToproBbrx Har4MeHoBaHr,rx 158 cepafi), u3 Hr.rx oro6pauuux:
- B anreqHbrx opraur43arllr{x - 163 cepuu;
- B MeAuur4HcKr4x opraHr,r3arluqx - 182 cepuu;
- B onroBbrx opraHr43aurzrx -25 cepuit;
- y npon3BoArtrerefi n AeKJrapaHroB - 6 cepui,r;
- y rrpoqux oprauzeaqrzfi - 9 cepHH

CpaBHsyenbHbti aHanrs BbnBneHxr B 2006 r. - 2014 r. HeAo6poraqecTBeH]tbtx
neKapcTBeHHbrx cpeacTB B paMKax rocyaapctBeHxoro KoHTpont raqecTBa

nerapc?Be Hbtx cpeacTa

C HcnoJrb3oBaHr.reM MeroAa BZK-cnexrpoMerprrlr
HecooTBeTcTByrouux 3TaJroHHbrM crreKTpaM neKapcTBeHHbtx
o6paseq, z 2012 rogy - 48 o6parqon.

BburBJreHo 129 o6pa:rlos,
cpeAcrB (u 2013 ro4y - 121

I ToproBb|e lra]|MexoBahxr (fi onneecrBo) oCepxr (xonx,{ecTao)



Brttuesue sero6porasccraenlLfr nerapcraef,f,brr cpe,lcrB a
2014 ro4r e paunrt ruclttrlrcrBef,Eorn ronTtxufl (rcolrrecrno

cepE[)

I noJrnqecfto Eeto6poHcecraerf,Hr tcrapcTEef,f,brr ctlqlcrB oreqccrscnf,oro trIxrf,3BqrcrBr

I r(otf, stgrao xclodpotaacccraeEf ur t€rcrpcrBcf nLtr qtelcrB 3apy6cruom npor3BqlcrBa

B pal,rxax rocyAapcrBeHnoro KoHTpoJrr KarrecrBa JreKapcrBeHuhrx cpeAcrB B 2014
roAy BbItBJreHo 286 cepuia HeAo6poKailecrBennErx JreKapcrBeHHbrx cpeAcrB orerrecrBeHgoro
ilpou3Bo/icrBa (7 4yo) u 99 cepufi HeAo6poKaqecrBeHHBrx neKapcrBeHHbrx cpeAcrB
3apy6exroro ilpou3Bo 1crrla (26yo).

.{onx ue4o6poKatlecrBeHHrrx JreKapcrBeuHhlx cpeAcrB, BrrrBJIeHHbrx B paMKax
rocyAapcrBeHHoro KoHTponr KaqecrBa JreKapcrBeHHbrx cpeAcrB B 2014 r., cocraBvrra 2,5yo
or o6lqero o6beMa cepufi JIeKapcrBeHHhIx cpeAcrB, rrpoBepeHHrrx Ha coorBercrBr.re
o6x3atelrnrru ycraHoBIIeHHhtM Tpe6oBaHI,ItM K rD( KatrecrBy.

2.2. ,{axnue o pe3yJrbrarax MonrrropuHra KaqesrBa JreKapcrBenubrx
cpeAcTB

B pesynrrare Mogrrroplrura KaqecrBa JreKapcrBeHHEx cpeAcrB, HixoArulrlxcr B
o6pauleHr,u4, sa20l4 ro4 6ruo BbrrBJreHo x r.136110 us o6panlenr,rr 553 ceprar,r 299 roprorruc
HaI4MeHoBaHr{fi ue4o6poravecrBeHHrD( JrexapcrBeHHrrx cpeAcrB.

Arxam(. BH'r'r.|rm ||.Ap6po*!.|.stlmtHr raragcr lfi Hx
cFAcrB r. n.prqA N7 ?. -2O1a ?,

'otl 
2tt2 20t3

!C.IrarlEt|rrsrre)



llo pesylrraraM MoHuropr,rHra KaqecrBa JreKapcrBeHHrrx cpeAcrB golx cepzft
ue4o6poravecrBeHHblx re(apcrBeHHElx cpeAcrB oreqecrBeHHoro [por,r3BoAcrBa cocraBr4Jra
7 0,0yo, aapy6exxoro [polr3BoAcrBa - 30,0yo.

BbtnBneHxe HeAo6poxaqocrBexHbtx rerapcrBoxxbtx cpoltcrB B
2014 rqAy

({onN€crao cepxi)

lncoteqccflaxHononpoxllqAcrla anclapy6€moronpoxrloAc?la

crpyrcrypa noxagarerefi HecoorBercrBl,Ir KaqecrBa JreKapcrBeHHbIX cpe.qcrB, r43btrbrx
u: o6pauleuur sa2014 ro4 (xo;ruvecrno cepr,rfi), npeAcraBJreua n:ra6luqe:

Ns r/n lloxasareru HecoorBercrBr4t [otrt, Yo

I KornqecrseHHoe onpeAeJreHlre t6,6vo

2 Maprr.rponxa 12,9Yo

3 Oulrcanr,re t2,4%
4 Yuarosra rl,7yo
5 Mexaguqecxue BKJrroqeHr.rrr 7,0yo

6 flocropoHnze [pr{Mecr4 6,2%
7 Murpo6zo:roruqecK€ur qr4crora 6,l%o

8 PactsopeHr.re 5,2yo

9 Pacnaraeuoct 4,4yo

l0 {pyrure rroKa3areJrr.r 17,50/o



Crpyrrypa ne4o6porauecrBeHubrx JreKapcrBeuHbrx cpeAcrB, r.r3brrrrx sa 2014 roA, rro
JreKapcTBeHHbrM B

Jlexapcrnennrre Qopun* Bceto,Yo
Teepdue JI@
(ma6nemxu, dpacrce, epaHyJtbt, nopoutKu, c6opot,
KancyJtbt, xapaudawu nercapcmeeuuarc)

48,8o/o

)Kudxue JI<D
(pacmeopw, cycnerauu (eseecu), e ,rynbcuu, Hacmou
u omsapb4 cupond, uacmofixu, gKcrnpaKmb4 Kannu
enasuarc)

48,1%o

IWzxue JI@
(uaou, xpeuw, eenu, nacmd, nfiacmbtpu,
cynnBumopuu, nulpltu, lruHuMeHmu, JetnzKue

zrceramuHoade rcancynw)

3,lyo

* - ga:ree JI@

3a 2014 foA npor,r3BoAlrrerrMr.r (4euapanra:ran) lexapc'rreHubrx cpeAcrB [pr.rHrrbr
perrreHu o6 or3hrBe r4s o6panlgHuq 190 ToprroBhD( Har,rMeHoBarrufi 5 I I ceplrr

B TOM TII,ICJIE:

OreqecrsenHbre JrerapcrBenrrbre
cpeAcTBa

3apy6exnue neKapcrBennbre
cpeAcTBa

Hauuenooanun
(r<onutecmeo)

Cepuu Hauueaoeanun
(xonuuecmco)

Cepuu
KOn-60 % KOn-AO %

ll0 330 64.6% 80 l8l 35,4Yo

firxamnra otebtaa rrs o6parqenle nerapcaeHxbax cpe4crB
e 2011 r. -2OA4e.

,o12.. 201t..

I To9aoatrc HasdaHolaH|.n I CeDrt

8



2.3. {aunue o Qa.nrcnQnqupoBanHbrx JrerapcrBeHnbrx rrpeflaparax rr JreKapcrBeHgbrx
cpeAcrBax, HaxoAltBrrr[xcn r o6parqeHnrr c HapyueH[eM 3aKonoAarqJrbcrBa

Poccnficrcofi (DeAepaqnn

flepeveur $anrcn$uqr.rpoBaHHErx JreKapcrBeHHErx [pelaparoB, n36rrbrx s 20|4 r.

BAHHbIX JI

llnramrra euaenexrn Sanrcn$n$,rpoeaxnstx
nerapcTEoHHbtx npenapatoB

m neprqA 2009 r. - 2O11r.

4

HariMenosaHr.re flpelapara, Ha3BaHle [por.r3BoAureJrr, yKa3aHuoe Ha
vIIaKoBKe

Cepuu

Iepuenrnn, nr.roQ. 4la np[ror. KoHrI. Arrr rparor. p-pa gluu$ys.440
ur ($rax)./a KoMrr. c p-M - 6aKrep. yoaa 4/u:a20 v'trl, Ha yrraKoBKax
Koroporo yKa3an rrpor{3BoAlrreJr "@.Xo$$rr,rann-Jla Polr JIr4.",
lpor.r3BeAeHo "Axeuenrex I4nr.", ynaxotano 3AO 'OPTAT"
([Iseiqapur/CIIIA./Poco.rx

N3551/82055

Iepqenrnn, nuo$. Anr npuror. KoHq. Am npuror. p-pa fluxQyt.440
ur (Q.nax)./n KoMrr. c p-rr,r - 6axrep. noaa pf un 20 ul/ , Ha yrraKoBKax
Koroporo yKiBaH rpor.r3BoAr.rreJrr "(D.Xo(pQr'raun-Jlx Polr JIrg. ",
upolr3BeAeHo ",,{xeneurer Znx.", ynaronano 3AO "OPTAT"
(lII gefi qapurlClllA/Poccua

N3586/82066

3o.nagercc, KancyJrhr Arr rt/K BBeAeHr.rr flpoJrounrpoBauuoro AeficrBr.rt
3,6 ur, ufrp]iq-aurrJrr{xarop (2), KoHBeprhr EurroMr,rHr,reBlre
JraMuHr,rpoBannrre (l), [aq.Kapr., Ha yrraKoB(:rx Koroporo yKa3aH
npor.rgsoAr,rrem AcTpa3enera IOK JlnuureA, Belr,rxo6puranu.e

JM768 (na
nropuvnofi
yrlaKoBKe)



HaravenosaHlre [peflapara, Ha3BaHr.re [porr3BoA[TeJrr, yKa3aunoe Ha

vnaKoBKe
Cepur.r

3olaAercc, Kalcynrr Anx n/x BBeAeHrrrr [poJrourlpoBaHHoro 4eitctsur
3,6 ur, mrrpuq-arrllJlrlxarop (2), KouBeprbr {lJrK)MnHr,reBEre

JraMr,rHr,rpoBaHHue (1), [aq.Kapr., Ha yrraKoBKax Koroporo yKa3aH
rlpolt3BoAlrreJn Acrpa3eHera IOK Jltananreg, Beluro6pvffanvr

JW8l8 (ua
rropr.urofi
ynaxoaxe)

Mn.n4ponar, pacrBop gnx napa6yls6apnoro r.r BryrpvBeHuoro
BBeAeHr4r 100 ur/rr,rn 5 un, auu. (5), ynan. KoHr.rrrracr. (no44onrr)(2),
naq.KapT.

5l50ll2

B 2014 r. BhrrBJreHBr r.r n36rrhr ns o6parqenu-a
cepmi.t neKapcrBeHHBrx cpeAcrB, HrxoAr.rBrunxct
3aKorroAareJrbcrsa Poccufi cxofi @e4epaquu.

20 roproarrx Har4MenoBaulrir 40
n o6opore c HapyrueHraeM

Axnamxra BHrBneHrt
nerapcrBeHHHx nponaparoB, HaxoArBuxrct e o6opore c HapyureHxeu

3eroiqAerenscrBa Poccxlcxot OeAepeqxx
3a neprqA 201'l r..2O14r.

rTH

flepevear r.r3brrlrx JrerapcrBeHHbrx cpeAcrB, [ocryrrr,rBrrrfix r o6paqenue
EapyrueHr,reM 3aKoHoAareJrbcrsa Pocc[ficKofi OeAepaquu, e 2014 r. [peAcraBJreH

c
B

i\b
n

HauaHI-re,rerapcrBeH Horo cpeacrBa flpolrsno4r.rreru,
cTpaHa

Houep cepr.rr,r flucrrrao
Poc:4panna4sopa

o6 ngsgrtttu
I 3ouera, ronqeurpar Anr np[roroBneust

pacrBopa Arr nn<fy:ufi 4 rur/5ur
Orcyrcrnyer
MapKr,rpoBKa rra
pyccKoM r3ErKe

s0345 or 17.01.2014
Ng02V-29114

z 3ona4erc, Kancyna alrr n/r rae4enur
rrpononrupoBaHnoro 4eficrrur 3,6 ur,
mnplq-annnu(arop (l ), rormep:rrr
aJrroMr.rHr.reBhre Jrauunnporauuue ( 1),
fiaq.(apT.

Orcyrc'rnyer
MapKxpoBKa Ha
pyccr(oM r3brKe

KEO2I or 25.02.2014
NsO1-179/14

l0



Ns

iln
Halnarrr,re ner<apcrBeHuoro cpeAcrBa flpousno4lrrers,

cTpaHa

Houep cepulr fllrcrnro
Pocs4panua4aopa

06 H36.*Tr,ru

J foua:r-@, pacrnop AJrr no,qr<oxuoro
BBeAeHr.rr 66 lrrr/1,5 Mn, urnpuq-pfnca

Orcpc:rnyer
Mapru.rpoBKa Ha
pyccKoM r3brKe

BA018479 o'r 14.03.2014
Ns0lV-289/14

4 fonar-@, pacrBop Anr loAKoxnoro
BBeAeHHT 33 urr/0,75 MJr, tuflprq-pfiKa

Orcyrcrnyer
MapK4poBKa Ha
pyccKoM r3hrKe

8A019032 o't 14.03.2014
NsOlH-289/14

5 3oragerc, Kancyna anr n/x nne4euru
nponoHnrpoBaHgoro Aeftcrnac 3,6 Mr,
tlrrpurl-antrJrr.lKarop (1), r<ounepru
aurroMnnr,reBbre Jrauanuponauurre (l ),
IIaq.KaDT.

flo laapxr.rpome
BTopuqHofi
yIIill(oB(x
<Acrpa
3enexa>>,

Bem.rro6prEra-
trs,s,)

KC399 (ua
urnpuqe).

or 18.03.2014
Ns0lV-314/14

6 3o:ra4ercc, Kalcyna Arr n/x ne4enlrr
nponoHnrpoBurunoro aeficrsrc 3,6 Mr,
u[puq-amrnrirarop ( 1), ronneprrr
aJrroMr.rHueBhre lauuuaponauurre (1),
narr.KapT.

Acrpa 3euera
IOK Jluuarc4,
Berr.rro6pr.r-
TAHIII

JM768 or 18.03.2014
Ne0lI{-314/14
or 05.05.2014
Np0lV-628/14
or 02.06.2014
Ng02l4-772/14

7 3orrreT a, xonqenTpaT .q[r [puroToBJreHr.rr p-
pa A/lrHQ. 4 ur/ 5 un

Orcyrcrnyer
MapKr{poBKa Ha
pyccKoM r36r(e

s0347 or 19.03.2014
NeO1I4-336/14

8 3ouer4 ronqeurpar anr np[roroBneHr,rr p-
pa Alvlaq.4 lr.rl 5 utr

Orcyrclnyer
MapK,rpoBKa Ha
pyccKoM r3brKe

s0349 or 19.03.2014
NsOlI4-336/14

9 Y6ucresI,ru lpopre, pacrrop gnr unrexqufi [c
snune<|puuolr] 40 rr,r+10 uxrlr,rn
(xaprpu4xu) No50

3M,,{ofivlan4
fu6X 3CIIE
IIraq,
feprraanri-{

480165 or 28.03.2014
Irbo1t4-403/14

l0 Mupena,
BHyTprrMaTorrHaur TepaneBTnqecKu cucTeMa

Orcyrcruyer
MapKr4poBKa Ha
pyccKoM r3brKe

TUOOR3T or 15.04.2014
NgOlV-525114

ll fepqenrun, nuo$. airc npuro'r. P-pa
/rHtbys. 440 ur (<[rar.)/n romn. C p-na -
6axr, solla rluH 20 v.rl

@.Xotp$uanu-
JIs Pour JIr,q,
IIpor,r3BeAeHo

<.{xenenrer
I,Iux>,
yrraKoBaHo

3AO (OPTAT)
(lIInefiqapur/
CIXA/
Poccr.rs)

N3551/
B2055;

ot 29.04.2014
Ns0lll-612/14

1l



Ns

nln
Ha-ananue :rerapcrBeHHoro cpeAcrBa flpousrogure:r,

cTpaHa
Honrep cepuu flucruo

Poegpanna,qropa
o6 trg'ssruu

12 fepqenrun, :ruoQ. g.ne npr,rror. P-pa
.q/uHQyr. 440 ur (Qrar.)/r rorr.rn. C p-u -
6axr. noaa a/un 20 run/

O.Xo$Quaun-
JIq Pom JIr4,
npor.r3BeAeHo

<,{xenenrer
llur>,
yaaxoBaHo
3AO (OPTAT>
(IlIneftqapur/
CIIIA/
Poccus)

N3586/
82066

or 29.04.2014
Ns0lV-612/14

l3 3ona4exc, KancyJIbI alrr n/x nne4enu.e
lponourr4poBiluuoro 4eficrnux 3,6 un,
upuq-annnnrarop (2), KoHBeprBr
aJlroMunr{eBbre Jraurutponannue (1),
IIaq.KapT.

flo uaprupome
eropuuHofi
ynaKoBKrI
(Acrpa
3euera>,
Benuro6pn-
TAHIIfl

JM888 (ua
unpuqe)

or 05.05.2014
Ns0lV-628/14

I4 .{ucnopr, m.ro<[r.uusa'r 4nx upuror.p-pa,4/un
s00 E! (fu.) Nel

Orcyrcruyer
Map([poBKa Ha
pyccKoM r3Br(e

F 18163 or 08.05.2014
Np0lV-678114

l5 He6u:rer,
ra6rErrlr Jlb 28

Bepran-Xerr.l,r
Af, fepuanur

3100s or 20.05.2014
NpDlId-704/14

I6 Apuruu4erc,
ra6ngrrr.r noKpbrrbre nneno.nroft o6ono.noft
I rur ]1b28

Orcyrcrryer
MapKr,rpoBKa Ha
pyccKoM r36rKe

KM374 or 21.05.2014
NsO1LI-708/14

17 flpuua
ra6rerrr.r [o(pbrrbre n:renouroft o6oloqroft
30 uxr* 3 ur, N021, yn.xu.rorn. (1),
larr.KapT.

Eafiep lllepr.rur
Oapua Af,
fepuanua

3 I 150C or 28.05.2014
Ns02V-728114

l8 3onaAerc, xancyla 4;r.r r/r BBe.{eHrr{
rrponoHmpoBaHnoro 4eficrrr-* 3,6 un,
mnpuq-anrrnnKarop ( 1), KoHBeprbr
aJrroMuur{eBbre Jrauuuuponan-nue (l),
larr.KapT.

flo rr,raprupoxe
nropuvuofi
yrraKoBKH

<Acrpa
3enera>>,

Berrro6pu-
TAHU'

KC225 (na
urnpuqe)

or 02.06.2014
Np02V-772/14

t9 3oragerc, Kancyna AJrr r/r nne4eur,rr
nponoHrr,rpoBalnnoro geficrnur 3,6 ur,
Irrflpxq-anflnuKarop (l ), ronneprrr
zrJlloMuHneBbre Jralruuuporannrre ( I ),
naq.KapT.

flo nrapxr.rponre
BTopuqHofi
yIIa(oBKr,r
<Acrpa
3enera>,
Benuxo6pu-
'ralIwg.

KC765 (ua
unpuqe)

or 05.06.2014
Ng0lI4-796/14

t2



Ir!
nln

Harnaune rexapcrBeHHoro cpeacrBa flpor,rsno4urels,
cTpaHa

Horr.rep cepr.ru flucruo
Pocsgpanua4sopa

06 t.a1.flTvu
20 3olaaexc, Kancyna Arr n/x neaennc

nponoHnupoBaHnoro geftcrnr.u 3,6 lrr,
Ixnpull-annn[Karop ( l), xourepru
llJIIOMIlHueBbIe larrluunpOnaHnue ( I ),
IIAq. KADT.

Acrpa 3euera
IOK Jft.rvnre4,
Be:ruro6pn-
TAH fr.

JW8l8 or 05.06.2014
Np0lV-796114

21 Mun4ponar@, pacrBop ant
napa6ym6apnoro r.r BHyrpnBeHHoro
BBeAeHLIt 100 nar/rlr:r 5 r.,u, aunylu (5), yn.
KoHT. rrJracr. (nog4onrr) (2), navru
KapToHHLIe

3mQa
<Dapuacuorura
JI KOMIIAHU

C.A., Ilomura

51501l2 or 28.07.2014
NsOlId-1096/14

22 Peuuu, ra6rerxfi xeBar.c MeHT.rryconr 12

rur., 6lucrep ( 1), uav.xapr.
Eafiep Canre
@auurumr,
OpaHquc

L7N34l or 04.08.2014
Ir!0114-l l7ll14

23 3ura, rpervr ,q;rr Mecruoro H Hapyxuoro
npr{MeneHrr 5 r, ry6. A.n. (5), nav.xapr.

Acrpa 3enexa
AE/Pecr$aplr
Kaprcrora AE,
lllsequs

PL5927 or 11.08.2014
il!0114- 1208/14

24 f epuenrun@, :ruor[uru:ar grr
rrpuroToBneHm KoHrIeHTpaTa art
np[roroBneHrd pacrBopa Arr nnQysufi 440
rr.rr, rfraxon (l), Kaprouuax navra

O.Xo$t[uanu-
Jk Pour JIra./
.{xeneurex
I4nr.,
lllrefiqapur/
CIIIA

Ns3640/
82078

or 16.09.2014
ir! 0l14-1435/14

25 Aruracra, pacrBop Anr rut}yrr.rft 5 urr/100 lrn,
rbraxos

Orcyrcrayer
MapKnpo8Ka Ha
pycc(oM t3brKe

s0097 or 25.09.2014
Ne 0l14-1478/14

26 @euapa,
ra6lErru noKphrrbre [nenorruofi o6orovroi
2.5 ur

Orcyrcrnyer
MapKqpoBKa Ha
pyccKoM t3blKe

s0104 or 27.10.2014
NsOlI4-1693/14

27 @euapa,
ra6rerrn noKpbrrbre ueuoqnoft o6o:roqroft
2,5 lrr

Orcyrcrryer
MapKnpoB(a Ha
pyccKoM r3Err(e

s0123 or 27.10.2014
NsOlZ-1693/14

28 Ssaocras 200 nar Orcyrcrnyer
Mapru,rpoBKa Ha
pyccKoM s3br(e

4C0l6G or 05.1 I .2014
Np02V-1726114

29 Apnuu4exc,
ra6rerrr.r noKphrrbre [JreHo.rHoft o6oro.ftofi
I Mr Nsl4, 6tmcr. (2\. raq.Kapr.

Orcyrcrnyer
MapKr,rpoBKa Ha
pyccKoM t3hrr(e

KN553 or 11.12.2014
J1!0114-1984/14

30 flpocrauor Yuo,
Kancyau 320 rr.rr Ne30

Eeprxx-Xerrrn
Af (Meuapunu
fpynn)
feDuanns

04023 or 11.12.2014
NsOlI4-1971/14

JI <Dacryu, renb alrr HapyxHoro npHMeHeII[t
2.5% 50.0

A.Meuapunu
MeuroQerve-
pr{Hr
JloAxurcruxc
eng Cepnucn:
C.p.JI. (Hra:rur)

33321 ot 11.12.2014
Np0lV-1972/14

IJ



Nq

rt
Ha-ananue rercapcrBeHHoro cpeacrBa Ilpousno4r.rrern,

crpaHa
Horrrep cepuu flr,rcruo

PocagpaoHa4ropa
o6 ngloqruu

)z 3ona4erc, KancyJra A;rrr r/r rne4euu.r
npoJrorrmpoBauuoro .qeficrsur 3,6 r{r,
mrpuq-afi[nuKarop ( 1), roreeprrr
aJrroMuHueBBre Jrauuuuporauusre (1 ),
IIAq.KAPT.

Orcl'rcrnyer
MapKupoBKa Ha

pyccKoM r3brKe

KH853 ot 11.12.2014
]r!0114-1982/14

JJ 3onagerc, rancy:ra 4rr n/r BBeAeHr,rt

lponoHrrrpoBarruoro AeftcrBnr 3,6 Mr,
rxnpr4rl-anflnr{Karop (l), roHreprrr
IIJIIOMLIHI,IeBITe nanrUnUpOnannrte ( I ),
naq.KapT.

Orcyrcrryer
MapKrrpoBKa Ha

pycc(oM .s3brKe

KKI48 or 11.12.2014
NeO114-1983/14

Or 15.12.2014
Np0lV-1999/14

34 3o:ra4erc, KalcyJra anr u/x ane4enrr
npoJrourrrpoBaHnoro 4eficrnua 3,6 vr,
mrtpuq-annnr.rKarop ( I ), ronneprtr
alJlloMxHr4eBbre Jrauuuuporanurre (1 ),
narl.(aDT.

Orcyrcrnyer
MapKnpoBKa Ha

pyccKoM r3brKe

KJ51I or 11.12.2014
l\bOlI4-1983/14

35 3ora,4erc, Kancyna Anr fl/r sseAeHlr.f,

rrponoHrrrpoBar{noro 4eftcrnur 3,6 ur,
trrrrpxq-arrnrrlrKarop (1), xouaepru
{ulloMr,rHr,reBbre Jlauuul.tpooauuue ( I ),
naq.KapT.

Orcl'rcrnyer
MapKr.rpoBKa Ha

pyccKoM r3br(e

KJ598 or 11.12.2014
J{s0114-1985/14

JO 3oraaerc, Kancyna Aff{ n/r nne4euur
lponorrrrpoBiluuoro Aeficrnn-s 3,6 Mr,
u[puq-anrrJrr.rrarop (l), rounepru
alJrroMl,rHr.reBbre Jralrnnnporauuue (1 ),
TIAII.KADT.

Orcyrc'rnyer
MapKlpoBKa Ha
pyccKoM r3brKe

KF379 (ua
nrnprqe)
K8677 (na
rropr.r*roi
ynarome)

o'r 75.72.2014
J\!0lt4-1999/14

JI 3onagerc, rancy:ra 4,rx n/r nne4euu.r
lpoJroHrapoBaHnoro 4eftcrrux 3,6 rr.rr,

fipuq-armnnKarop ( I ), rounepru
urJrroMr.rHlreBbre JraMnHHpoBaHHbre ( I ),
IIaq.(aDT.

Orcyncrryer
MapKupoBKa Ha

pyccKoM r36r(e

KH5OO
(Ha rnqprqe)
K8677 (ua
nropuvnofi
ynaKoBKe)

or 15.12.2014
J',t!01kI- 1999/14

38 3o.naAerc, Kancyna Anr r/r rne4ennr
rrpononnrpoBilunoro 4eficrnur 3,6 rur,
[lpxq-annnlr(arop ( 1 ), rouneprsr
aJrroMr,rHrreBbre JraruuHuponanuue ( I ),
IIaq.I(apT.

Orcyrcrnyer
MapKr,rpoBKa Ha

pyccKoM r3hr(e

KJ422
(na mupr.rqe)
K8677 (na
nropuvnofi
yIIaKoBKe)

or 15.12.2014
NeO1I,I-1999114

39 3una, rpeu 4nx MecrHofo r.r Hapyxuoro
rrpuMeneHrrr 5 r, ry6. A.n. (5), nau.rapr.

Acrpa 3enera
AE/Pecur[aprrr
Kapncxora AE,
Illoequs

QAs954 or 22.12.2014
NsOlU-2055/14

40 <Dacry'.r, rer6,4n-f, Hapyxuoro npr{MeneHr,rt
2.5% 50.0

A.Menapnulr
Msurc(perve-
puHr
JIoax<urcruxc
en4 Cepnucus
C.p.JI. (I4ranur)

42146 or 31.12.2014
Ns0lA-2123/14

l4



B 2014 roAy Poc3ApaBHaA3op lr ero reppr,rropuaJrbxbre opraHhr npr.rHrJrr4 yqacrI,re B

MexAyxapoAnofi ouepaquu <Pangea VIb. Teppurop?ralrrHbrMr.r opranaMr{ Pocagpanna4sopa
ocyulecrBJreHo 309 ronrporrruhrx npoBepox (n 2013 r. -236 nponepox), r.le rotoprx 185 (n
2013 r. - 49) 6utru coBMecrHbrMr,r c rrurrMr,r KoHTpoJrr{pyrcrlr,rMr.r oprauaMr{, rBJrrroql,rMr4ct
yqacrHr,rKaMlr oleparlr4r.r. B xoAe orreparluu Ha 6a3e nepeABnxHrrx ira6oparopr.rfi (D|EY
<I4nSoprvraqraoHHo-MeroAr,rqecruft qeurp rro gKcneprlr3e, yqery u analwrsy o6paulennx
cpeAcrB MeAHrIuHcKoro [p[MeueHr,rrD Poc3ApaBuaA3opa npoBeAeu cKpr4Hr.rur KaqecrBa c
I4cnoJIb3oBaHleM Hepa3pyruaroqero El,IK-rvreroga B orHorrreHr4r4 481 o6pa:qa
neKapcrBeHHbrx cpeAcrB. Ha 6ase OfEy d4MISyAOCM[I> Pocr4panuagsopa 6ulo
opraHu3oBaHo npoBeAexr4e anatwtga 17 coMHr,rreJrbHrrx o6pa:qon JreKapcrBeHHlrx
npelaparoB (25 ercneprns). @anrcuSrnqnpoBaHHbrx r.r xonrpaSarrHhrx JreKapcrBeHHhrx
npeflaparoB B pe3yJrbrare KoHTpoirEHbrx naeponpu-arufi He BErrBJreHo.

B 2014 roAy pacruupeHo Me)KBeAoMcrBeHHoe nsauuo4eftcreue c (De4epaaruoi
tavoxennoft cryx6ofi B llenrx npeceqeHnr BBo3a Ha reppr.rropnrc Poccr.rficrofi Qegepaqnu
HeAo6poKaqecrBeHHbrx, QanrcuQuqupoBaHHbrx r.r KoHTpaoaKTHhrx neKapcrBeHHErx cpeAcrB.
flpo4onxena pe rr,r3arlurr rrpoeKTa no Moutlropr,rHry KaqecrBa BBo3r,rMhrx s Poccl o
rleKapcrBeHnhrx rrperaparoB rocpeAcrBoM ycraHoBneHru npo(punr plrcKa. B 2014 roay
ycraHoBJreH npoSr.rnr pncKa B oruorueHr,rur 26 ropronux Har4MeHoBaHLrfi rerapcraennrrx
nperraparoB (n 2013 roAy B oruo[reHr.rfi 23 ropronrrx Har{MenoBaHr{ft rexapc'rrennrrx
npenaparon). flo 4aunoft fpyrre rpeflaparoB sa 2014 ro4 6uro upoBeAeHo 143
gKcrreprr,r3rr, vro r I ,4 pa3a rrpeBbrmaer noKa3areJr 2013 roAa ( 102 srcuepru:u).

Pesymrarou coBMecrHoft pa6orbr Pocsgpannag:opa n <DeAepanrnoft raruoxennofi
cnyx6bl n 2014 ro.qy.flBltrrocb:

-oTcyTcTBue cJrr{aeB B6rf,BJreHr.rr HeAo6poKaqecTBeHHbrx JreKapcTBeHHbtx cpeAcTB, Ha

Koropbre ycraHoBJreH npoSr.urr pncKa, Ha 3Ta[e r4x BBo3a;

-3HAqI'TEJIbHOE CHI'IXCHI,IE CNT{AEB BbI'BJIEHI,IJI TTC4O6POXAVECTBEHHbIX

JreKapcrBeHnhrx cpeAcrB, Ha Koroplre ycraHoBJIeH npoQunr p[cKa, Ha gTane o6parqex*tx.
Horuenua:rypa Bbrf,BJreHHbrx B o6pauleHr4r.r JreKapcrBeuurrx cpeAcrB, He orBeqaroul[x

ycraHoBneHHbrM Tpe6oBanr.rf,M K KaqecTBy, Ha Koropbre ycraHoBneH npo$unb p[cKa,
rrpr{BeAeua r ra6ruqe:

Topronoe HaMMeHoBaHr.re

JreKapcrBeHEoro npe[apaT4 B

oTHorrreHr,ru Kmoporo npr,rMeHsllct

flpoulno4r,ne.nr,
cTpaHa

Konu.recrno cepufi, no KoropbrM
ycTaHoBJreHo HecooTBeTcTBLIe Ha

orane o6paueufit
npodunr, prcxa 2013 roa 2014 ro.q

Keropor@, ra6nerru rroKpBrrlre
nrtenoquofi o6oroqrofi l0 tlrr Ns20
(ynarooru rvefironue xontypnrre)

,{-p Peaau'c
Jla6oparopuc JI'r4,
VrtAur.

ll 0

Myxa.lrun ra6nErrrl 50 rr,rr Nsl0
(ynaxonxu 6esrr.reftronlre rourlpurre)

OOO <Onntnufi
:ano4 <|HI-{JIC>,
Yxpanna

6 2
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Toproaoe HaI.IMeHoBarrue

neKapcTBeHHoro IIpeIIapaT4 B

oTHorreHr,ru KoTopofo [pIIMeIIgJIct
uporbnrl pucxa

flpousnogurem,
cTpaHa

Konnqecrno cepr,rfi, no KoropblM
ycTaHoBneHo HecooTBeTcTBIIe Ha

erane o6natltenlrq
2013 roa 2014 rot

Kanr,qur r.morouar-Buar pacrBop Arq
BHyTpI,TBeHHOTO ri BHyrpr{MbrrleqHoro
BBe.qeHr{r, 1 0 ul I 00 rur/nrn Jt 10

(aMryn6r)

Cenepnar
Kr,traficxa.f,
Oapuaqenruvecral
Kopnopa{ur, Kr.rrai
(panee Clrurylr
Kcupraun
Oapuacsrcrnra:r
Ko.JIr.q, Kzrafi)

Agpenaruua rugpoxlopu4-Bua,r pacrBop

a,rs nHrerurr.rfi I rur I rrar/rrln Nq5
( aMnynbr reMHoro crerura )

Cr,rmyu Kcupxanr
@aprraacrroruran
Ko.JIra, Kurafi

J 0

B coorsercrBrlu c yrBepxAeHHhrM Anropr.rtuou B3al{MoAeficrBLrr rr,rex4y @TC
Poccrn n PocaApaBHaA3opoM, n 2014 ro4y Haqar c6op n anaJnr3 cBeAeHIrft o ceprr{$r{KarElx
KarrecrBa Ha $apMarleBTr4qecKr4e cy6cTaHrlr.rr4 3apy6exubrx npor.r3BoA[TeJrefi, B qerflx
KOHTpOJTT 3a COOTBeTCTBI4eM KaqeCTBa BBO3r{MbrX tfapVraqentU.reCrnX Cy6CTaHrIlIfi
ycTaHoBJIeHHLTM O6r3aTerEHbrM Tpe6OBaHr,rtM K I,IX KarIeCTBy S POCCUftCXOfi @e4epaqrAU.

Co:gana 6lr6rvto'rera cneKTpoB 97 xaunaenonaH[fi ibapMarleBTnrrecKr.x cy6cranqllfi
AJrr peiurn3arlr4r.r B 201 5 ro4y [poeKra no cKpLIHnHry KaqecrBa Qaprraaqenruvecrr.rx
cy6cranrlr,ri rrpr4 r.rx BBo3e Ha reppr.rropr4ro Poccr,rficroft @e4epaqr.rr,r.

,{ocrr.rrnyrue pe3ynbrar6r cBr,rAereJrbcrByer o Heo6xoAllMocrn pacu}Ipeul4t

A€UILHeI ero COTpyAH[qeCTBa C TaMOXeHHbIMI4 OpraHaMI,l Ha gTane [OCTylneHI,It
JreKapcrBeHHbrx cpeAcrB Ha reppr.rTopr4ro Poccuftcrofi @e4epaqltr,

2.4. MeponptrflTrrs, npoBeAeHubre B paMnax rocyAapcrBennoro KoHTpoJrt KaqecrBa
neKapcTBeHHbrx cpeAcTB

B parr,rrcax ocyulecrBJreHru KoHTpoJrr KaqecrBa JIeKapcrBeHHEIx cpeAcrB n 2014 ro4y
rleHTp€urbHbrM arrraparoM Poca,qpannagsopa oc)rulecrBJreHo B coorBercrBrrl4 c rIJIaHoM,

yrBepxAeHHbrM feHepanbHofi nporyparypofi Poccl4icKoi (DeAepaqw Ha 2014 roA, 36
rutaHoBbrx Bbre3AHbrx [poBepoK u 42 BHerIJIaHoBhre npoBepKH npouano4r.rreleft u

AlrcTpn6broTopoB JreKapcTBeHHbrx cpeAcTB, lr3 HI,IX: 7 Bres4urrx [poBepoK I4 35

AoKyMeHTapHbrx rrpoBepoK. v3 42 BHeruraHoBbrx [poBepoK 20 nponepor [poBeAeHbr B

cBr3rr c rrcrerreEr{eM cpoKa r4clonHeHl4t paHee BhrAaHHoro upeAnr.rcaHnr o6 ycrpanennr
BbrrBJreHHbrx HapyrueHr.rft o6f3arerbHbrx rpe6oBaHnft u 22 tpotepKr{ B cBr3r,r c
locryrrneHr4eM o6paqenufi o $arcax Bo3Hr,rKHoBeHffi yrpo3br npuqsHeHr.rr BpeAa xlr3HI,I,
3AOpOBbrO fpaxAaH rrpu o6panleHuE JreKapcrBeHHBrx cpeAcTB.

flo pe:ylrraraM rrpoBepoK BErAaHo 40 upegur.rcanr.rfi 06 ycrpaHeHr.ru BEUrBJreHHhrx

HeAOCTaTKOB, COCTaBJTeHO 4 npOrOXOna 06 aAMn HUCTparlrBHbrX [paBOHapyUeHLLrX, IIO
KOTOprTM ap6UTpaXHbrM CyAOM flpr,rHrrhr pelueHr4r o HEUIoxeHr,nr aAMv Huc'fparr,rBHbrx
rrrrpaaboB B cyMMe 300 ruc.py6.
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Cne4enr.rr o pe3yJrbrarax rrpoBepoK, [poBeAeHHbrx B paMKax ocyrqecrBneHr,rt

Qyurqur.r rro rocyAapcrBeHHoMy KouTpoJrro KaqecrBa JreKapcrBeHHbrx cpeAcrB,
[peAcraBJreHbr r :ra6nuqe:

Ns

Illrr
HatENlenosaHI.Ie opranI,I3arlr4r.r,

aApec
Blrg npooeprN, HoMep r,r

AaTa [p]rKa3a o
IIpoBepKe

.{ara axra rpoBepKr.r,

npeAIIr,rcaHr{t

I 3AO KOMIIAHI4TI (EAKCTEP)
141400, Mocroncrax o6n.,
Xuuruucrr.rfi pafion, r. Xururu,
Bauryrlrucroe nrocce, uag. 46

Bnenranona.t
AOKyMerrrapHIUI;
npHKa3

or 06.12.2013
Ns 7057-Ipl13

Arr or 14.01.2014,
BbrAaHo npeArrr.rcaHr{e

2 3AO <P-<Dapnr>

123154, r. Mocrua, y.n.

Eepsapr.tra, ,q. 19, ropn. I

BHenranona.t
AOKyMeHTapHar;
rrplIKa3
or 06.12.2013
Ns 7060-Ip/13

Arr or 14.01.2014,
BhrAaHo npeAIIr,rcaHr,re,

cocraBJreH nporoxon o6
AAMfiH14CTPATI.IBHOM

IIpaBoHapymeHuI{

J 3AO <Onpnra EBPOCEPBIIC)
I 17105. r. Mocxsa. HaropHufi
rrpoe3A, A. 6, crp. 4 (4 erax,
noueqeuue 4)

Bnenranosat
AOrqMeHTapHaIr;
nprrKa3
m 12.12.2013
J\b 7181-llp/13

Arr or 17.01.2014,
BhrAaHo npe.qflucaHr{e

4 (DBVH <Pocrorcxufi uayvHo-
r{ccJreAoBareJrbcrufi nncrrryr
unrpo6lrororuu a
rrapa3I,ITolIorI-Iu))

344010, Pocroecrar o6racrr, r.
Pocroa-ua-.{ony, f asernufi rep.,
r.119

flnaHosar Bbre3AHzrr;

rrpuKa3 or
10.01.2014 Ng 39

Arcr or23.01.2014,
BbrIaHo npeArrr{caHr{e

5 OOO @apuaueBTr{rrecKirt
KoMrraHr,rr <CranrHcrar ameKa))
125299. n. Mocxsa.
y.n. flpuopona, 4. 2A

BHenranosat
AOKYMCHTAPHIUI;

npuKa3
or 19.12.2013
Ng7437-llp/13

Arr or 28.01 .2014

6 OOO <flpoMea>
3467 20, Pocroscxar o6racrr,
Arcaficxrafi p-n, r. Arcafi, up-t
Jleuuua, a.43

flranosar Blre.uHiur;
npr.rKa3

or 10.01.2014
Ns 4l

Arc or 14.02.2014,
Bbr,qaHo npeAnxcaHlre

7 3AO <flaprnep>
I 19180, r. Mocrna, yn.
E. frraruanra, A. 3l

Bnennanosat
AOKyMelrTapHdr;
npr{Ka3
or 27 .01.2014
Ng 399

Arct ot 26.02.2014,
BbrAaHo npeluncaHne,
cocraBJreH npororor o6
aAMIIHllCfpaT[BHOM
npaBoHapyIIreHr,rI{

8 OOO <Oaprrrrolr6rnar>
117042, r. Mocxra, yn. Arrer
Bvrle,*2

Bnennanona.fl

AOKyMerrTapHar;
np||Ka3
or 27.01.2014 Ns 398

Arc or26.02.2014
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Ns

tln
HauNrexosaltI4e opraHr,r3aII14I4,

a,upec

Blr4 nponepxu, HoMep u
AaTa [pr.rKa3a o

IIpoBepKe

[ara axra npoBeprrd,
IIpeAIIr,rcaHr,rt

9 OOO (KPKA-PYC)
143500, Mocroncra.r o6racrr, r.
Vcrpa, yn Mocroncrar, A. 50

flranona.r Bbr$AHM;
npr.rKa3hr

m 10.01.2014 Ns 42, or
21.02.2014 Nsl034

Arr or 24.03.2014,
BbIAaHO rrpeAnr,rcaHr,re

10 OAO <CauapaMeAnpoM)
443070, Cauapcrar o6,racrr, r.
Caruapa, yr. flaprusancrar, a. 86

IllaHonar BhIe3AHat;

npr{Ka3 OT

28.01.2014 Ng 407

Arr or24.03.2014,
BbraaHo npe,qnucaHue,
cocraBJreH npororor o6
AAM I,IHIICTPATI,IBHOM

TIPABOHAPYIUCHI.IIi

1l OOO (HIIO flerporarc Oapnr>

1 421 43, Mocroncra.t o6lacrr,
lloAolrcrraft p-u, c. florpon, yl.
Cocnosar, A. I

flJraHosar Bbre3.[Htul]

npnKa3 oT

27.0L2Ol4 Ng397

Arr or 3l .03.2014

t2 OOO (OEPOH)
125424. r. Mocxsa.
Bonoronanacroe u., l. 73

flnaHonas BbI$AHtu;
rrpuKa3br crt
10.01.2014 Ne 40, or
21.02.2014 J\b 1033

Arr or 19.03.2014

l3 OAO <Ba:reHra Oaptrraqenrura>
141101, Mocroscra.f, o6ract, r.
l{errono, y* Qa6pu'na4 9.2

fhanonas BbIe3AHarI;

nprrKa36r oT

27.01.2014}lb 396, or
27.02.2014 Ns ll3l

Arr or 02.04.2014,
BhrAaHo rrpe,qIIucaHI,r€

l4 3AO <3uO-3.qoponre>
142103, Mocnoncras o6lacrr, r.
fIo.uo;ncx,
yr. XeregnoAopoxuar, ,q. 2

flranosar Bbre3AHaJI;

rrpr,rKa3br oT

27.01.2014 Ne 395, or
27.02.20r4}rb I130

Arr or 08.04.2014,
Bhr,4aHo [pe.qlucaHr4e

l5 3AO <I,Inrnayuo-fenr>
610027, Kuporcrar o6naorr, r.
Kupon, yn.
KpacHoapueficras., 1,. 7 0, 7 2

flnaHona.fl BbIe3AHat;

npuKa3 OT

21.02.2014 Ng 1037

Arr or 08.04.2014,
BbrAaHo npeAflrrcaHr{e

l6 3AO (|EHEPI4YM)
60 | 125, Bnagurunpcrar o6nacrb,
fleryruuucruft p-u, r.
Bomruncruft

fl^[anosar BbIe3AH:u;

npuKa3hr oT

21.01.2014 Ns 394. m
14.03.2014 Jlb 1547

Arr or 15.04.2014,
BhrAaHo npeAnucaHr.re

t7 OOO <CnasrHcK:ul anreKaD

601 125, Bnaguuupcrar o6nacrr,
flerynnncxufi p-n, r.
Bonrruncrr.ti

flnanosat Bbre3AHtu;

rrpr{Ka3hI

or27.01.2014 Ne 392, or
14.03.2013 Ns 1545

Arr or 17.04.2014,
BhrAaHo npeAnl{caHl{e,
cocraBJreH npororol o6
AAMIIHIICTPATI-IBHOM

nDaBoHapyIIreHlrx

l8 3AO (MAKI43-OAPMA)
109029, r. Mocrna,
Anrouo6r.rnrnrrfi npoes,q, 4. 6,
srp. 4,6, 8

flnanosar BbIe3AHiut;

rrpuKa3 or
05.02.2014 Ns644

Arr or 18.04.2014

l8



Ns

t/n
Hanuenonanue opraHlr3arlulr,

aApec

Bng npouepru, HoMep r,r

AaTa npr4Ka3a o
IIpoBepKe

,{am arra flpoBepKr.r,
npeAnr.rcaHrrt

19 3AO <Me4r.nrerc>
640003, KypraHcrar o6racru, r.
Kyprau, y.n. I Mar, g. 21

Bnenranoeat
AOKyMeHTapH r; nplrKa3
or26.03.2014 Ns 1974

Arcr or25.04.2014,
Bbr.qaHo rrpeAnlIcaHne,
cocraBJreH npororor o6
a.qMr.rHHcTpaTnBHoM

IIpaBoHapyureHux

20 OOO (AAB-OAPM)
I 15 I 84. r. Mocrsa.
yn. E. Tarapcxar, a.35, crp. I

Bnenranosar Bbre3aHM;

npnKa3Er

or 17.02.2014 Ne 888,
or 02.04.2014Ne2133

Arr or 28.04.2014,
Bbr,uaHo npeAnl,IcaHlre,
cocraBJren npororol o6
aaMlrHHcTpaTuBHoM

npaBoHapyrxeHr,rx

2l 3AO (OHII|I <<PernuoaAnr>

llll23, r. Mocrna, urocce
Snryruacror, 4.56

flrauosar Bbre3,[Hiul;

rrpHKa3hr oT

27 .01 .2014 Ns 390, or
02.04.2013 Ns 2135

Atcr or 29.04.2014,
Br,rIaHo npeAnHcaHr.re

zz O|EY (UHI'II43M urr.t. H.O.
f aua.ner.r >> MlrHs4pana Poccnlr
123098, r. Mocraa, yrl.
farrranen, a. 1 8

flJranosat Bhre3AHat;

npr.rKa3br oT

27 .01 .2014 Ns 391 , or
02.04.2013J\re 2136

Arcr or 29.04.2014,
BhraaHo npeAnl{caHHe

L.) 3AO <.(uarfapu>
117246, r. Mocrna, Hayunstfi
npoe3,rl, A.8

flraHosat B6re3AHat;

npltKil3br
or 27 .01.2014 Ns 389,
o'r 02.04.2014 Np2137

Arr or 05.05.2014,
BhrAaHo npe.qfiI{caHr.re

24 Of YfI (CII6HVI,IB C>> OMEA
Pocclrr,r
198099, r. CaHrr-flerep6ypr, r.
Kpauroe Ceno, yn. Cso6oAu, ,u.

52

flranosa{ BEIe3.qH:uI;

IIpr.rKa3br

or 27.01.2014llb 388,
or 07 .04.2014 Ns 2398

Arr or 07.05.2014,
BbIAaHO npeAnr{caHue

25 OAO (BEPOOAPM)
107023, r. Mocrna, Eapa6annsIfi
neP., g. 3

flnaHosar Bbr$AHiuI;
npnKa3bI
or 27.01.2014 Ne 386,
or 07.04.2014 Ns 2399

Arr or 08.05.2014,
BbrAaHo npeaur,IcaHr{e

26 OOO (I4HOAMEA)
| 427 00, Mocroscxar o6nacrb,
Jleuuncxlrft p-x, r. BuAuoe,
rrpoM3oHa, OAO (B3 |I,IAI>,
xopn.473. xopn. 474 <a>

flnanonas Bhre3aHuul:

rrpEKa3

or28.04.2014 J\b 3057

Axr or 12.05.2014,
BbrAarro flpeArrEczu re

27 3AO (MEHIIK <I-{r.noues>
19 1023, r. Canrr-llerep6ypr,
nep. Myrnofi,4.2

flnanosar B6re3AHat;

IIpxKasbr
or 05.02.2014 Ng.642,

or 07.04.2014 Ns 2396

Arr or 14.05.2014.
BbrAaHo [peA[r4caHr{e

t9



]',lb

nlrt
HararraenosaHne opraHI,I3aIIntr,

aApec
Brg npoaepxu, HoMep u

AaTa [pr,rKa3a o
rrpoBepKe

,{ara arra rpoBepKu,
IIpe,{IIucaHr.rt

28 OOO (III4K-OAPMA IIPO)
I 8 8663, Jlenunrpa,4cxar
o6lacrl, Bcerorxcxufi pafion,
nrr. Kyrnaoloncxuf , sgauue

uexa Ns 92

fhanonax Bbre3Ax€uu

rrpr.rKa3br

or 05.02.2014 Ns 641,
or 07.04.2014 Np2397

Arr or 14.05.2014,
BbrAaHo rrpeAnHcaHr.re

29 3AO <@apnrnpoerr>
19223 6, r. Camr-flerep6ypr,
yn. Cotluficxar,l,.l 4, tur. A

flnanosat BEIe3AHat;

npr{Ka3hr

or 05.02.2014 No 643,
or 07.04.2014 Ne 2395

Arr or 14.05.2014,
BEr,qaHo flpeAnucaHr.re

30 OOO <Bneunopr @apva>
107005, r. Mocxna, yn.
Earynuncxar, 4. 8,crp. l, noru.
t3

flnaxosat BBIe3AHIUI;

rrpuKa3LI

or 05.02.2014 Ns 645,
or 17.04.2014 Ns 2710

Axr or 2l .05.2014

3l OAO <Clrxres>
640008, Kypraucxax o6racrr, r.
Kypran, np-r KoncuryQuu, 9. 7

Bnernanonar
AOKy[reHTapHfir;
lprrK,r3
or 18.04.2014 Ns 2870

Axr or 23.05.2014

)z 3AO <3enenas Ay6paBa)
l4l 800, Mocxoncxag o6lacru, r.
[uu:rpon, yr.
flpodeccuonanrnar, a. I5I

flnaHosar Bbre3AHat;

IIpuKa36r
or 21.02.2014 Ns 1039.

o"r 17.04.2014 Ns27l2

Axr ot 29.05.2014,
BbrAaHo flpeArrucaHl{e

JJ 3AO (I,IHItrI <fleuroren>
123182, r. Mocxna, u.
AraAevuxa Kypvarona, g. 2

flnanosar BbrgAHaJI;
[pr{Ka3bl
or21.02.2014Ns 1035,

or 28.04.2014 Ne 3060

Axr or 30.05.2014,

.J+ @EYH <PocrosHUlLI
uurpo6uororuu lr
napa3r{ToJIor!rIl)
3 44010, Pocroscxat o6nacru,
r. Pocror-na-.{ony,
Orrr6pscrufi pafion, uep.
faserrrrrfi, ,qoN,t NsI l9

Bxenranona"r Bbre3AHtur;

lpr.rKa3 oT

29.05.2014 Ns 3618

Axr or 23.05.2014

35 3AO (cAJICH @apua>
129272, r. Mocxna,
TpuQoxoacxr.rfi rynr.rx, g. 3

flnanosar Bbre3AHuIt;

IIpr4Kl|ilbr

or2l.02.2014Ns 1036,
or 14.04.2014 Ns2717

Axr or 04.06.2014,
BbrAaHo npeAnr{caE[e

36 OAO <Kuponcxax

Qaprvraqenruvecxar Qa6puxa>
610000, Klrpoacxar o6racrr, r.
Krlpoe, yr. Mocxoscxaq, A.27 a

flnauosar Bbre3AHarI;

rrpr.rKa3br

or 21.02.2014 Ns 1038.
or 17.04.2014 Ns 2715

Arr or 04.06.2014.
BbrAaHo rrpeAfl[caEue

20



Ns

nln
Haulrenosaur,re opfaHn3arrw,r,

aApec

Bug nporepxu, HoMep !r

AaTa rrpr,rKfBa o
IIpoBepKe

,{ara arra [poBepKr.r,
rrpeAnr,rcaHlrf

JT OOO <fpr.rrnar>
115478, r. Mocxna, Karurapcroe
w., t. 24, t<. 2

flnaxosar Bhre3AHtu{;

rrpr.rKa3br

or 28.04.2014 Ns 3059, or
20.05.2014 Ns 3578

Arr or 08.07.2014,
BbrAaHo rlpe.[nucaHr,re

38 OOO <AxaSapu>
344092, r. Pocron-xa-,{orry, rp-
xr Kocrraonarr os, L. 1126

Bneruranoeat
AOr(yMeHTapHErr;
IIpr.rKa3

or 03.06.2014 Ns 3947

Arr or 11.07.2014

39 OOO <Karvrerus HfIfI>
Mocxoncra,q o6nacrr,
r. Jlo6nr, Haytrrrft ropoAoK,
KOpII. 8

flnanosat BbIe3AHat;

flprdKa3BI

or28.Q4.2014 Ns 3058, or
27.05.2014 Ns 3703

Arcr or 15.07.2014,
BbIAaHO npeAnI,ICaHAe

40 OfYtI (H[IO <Murporen>
Muns4para Poccut
I15088, r. Mocrna, yn. l-al.
.Ily6poscrat, a. 15

Bneuanosar Bhre3Axar;
rrptr Ka3

or 20.06.2014 Ns 4396

Axr or 15.07.2014,
BbrAaHo [peAnl4caHr,re

41 OAO <Euocunreg>
440033, r. flexsa, yn..{pyN6rI, s
^

flnanosas BhIe3AHtuI;

IIpr{Kaihr
or28.04.2014 Ne 3061,
or 05.06.2014llb 3969

Arr or 22.07.2014,
BbrAaHo rrpeA[I4caHr.re

A' O|FYdOI{qmr. H.H.
Enoxrana> PAMH
115478, r. Mocrna, Kamupcroe
uocce. 1,.24

flnanonas Bbre3AH€rt;

rrpr,rKa3br

or20.05.2074 Ns 3579,
or 10.06.2014 Ns 4135

Axr ot 29.07.2014.
BhrAaHo rrpeArrr4caHl{e

43 3AO <MeAr.rcop6> 614113,
r. fleprrar, yJr.

farunepma, 4. 6

flranosat Bble3.uHat;

rrpr,rKa3br

or 20.05.2014 Ns 3580,
or 26.06.2014 Ns 4542

Arr or 05.08.2014,
BbrAaHo rrpeAnr,rcaHrre

44 ooo (frTMK> 127443.
r. Mocrra, yl. Cenesnercxar, 4.
15, crp.2

Bnennanonar
AOKyMerrTapHat;
rrpLIKa3

or 11.07.2014 Ns 4906

Ax'r or 12.08.2014,
BbIAaHO rIpeAnI{CaH[e,
cocTaBJIeH npo:roron o6
aAMuHxcrpaTnBHoM
npaBoHapyrrJeHr.II{

45 3AO <3riO-3,qopoBbe))
142103, Mocxoscr&t o6nacrr, r.
floAonrcx, yJI.

XelesHo4opoxuas., A. 2,

Bnen.rtanonas

AOKyMerrrapH{It;
rrpr,rKa3

or 11.07.2014 ]'{b 4908

Arr or 13.08.2014

46 OOO <flpoMe4>
346720, r. Pocror-xa-,{ony, yn.
Jlenuaa, r,.43

Bnennanosar
AoKyMeHrapHar;
IIpuKa3
or 11.07.2014 Ns 4907

Arr or 13.08.2014
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Ne

nln
Hauuenonanlre opraHr,r3allnfi,

aApec
Bng nporepxa, HoMep n

AaTa [pr.rKa3a o
IIpoBepKe

,{am arra [poBepKr,r,
rrpeAIIllcaHlrt

+t OOO (@EPOH))

125424, r. Mocrra,
Bonoronarucroe urocce, 4. 73

Bxennanosat
AOKyMeHrapHar;
IIp Ka3

or 11.07.2014 Ns 4909

Axr or 15.08.2014

48 OA0 <Bareura @apu>
141 l0l , MocxoecKar o6lactr,
r. IlI€rr ono, yn. @a6pr.rvnaa, A.

2

Bueruanosat
AOKyMeHTapHar;
npuKa3
o"r 14.07.2014 Np 4923

Arr or 15.08.2014

49 OAO HIIK <3CKOM)
355107, r. Crarponoru,
Craporvraprencroe urocce, A. 9f

Bxemalrogat Bbre3aHEIr l
npr.rKa3br

or 26.06.2014 Ns 4543.
or 25.07.2014 Ns 5214

Axr or 29.08.2014,
BbrAaHo npeAflr.rcaH e

50 OAO <Vpan6uo$aprr,r>
620039, r. Exarepun6ypr,
yn. Marur.rnoctpourenefi, A. 3 I a

flnaxosat BhIe3AHiIt;

npr,rKa3br

or 24.06.2014 Ns 4506,
o"r31.07.2014 Ns 5352

Arr or 12.09.2014,
BbrAaHo npeArrficaHr.re

5l OAO <Kuporcrar
Qaplraqerruvecrax Qa6pura>
610000, Kuponcxaa o6racrb,
r. Kupon, yr. Mocroncxax,
r,.27

Bnemaxonar
AoKyMeHTapHat;
rrpnKa3
or 19.08.2014 Ns 5923

Arr or 09.09.2014

52 OOO <fpuraax>> 115478,
r. Mocxra, Kauupcxoe ur., 4.
24,x.2

BHenrtanonaq

AOK)rMeHTapHiul;
rrpr,rKa3

or 19.08.2014 Ne 5925

Arr or 15.08.2014

53 OOO (III4K-OAPMA [IPO>
1 88663, JlexuurpaAcxax
o6racrr, BcesoroxcKfift
pafion, noc. Kyrruoroncrnft,
3,{aHr{e qexa Ne 92

Bnenranosat
AOKyr!{eHTapHat;
npr.rKa3

or 19.08.2014 Ng 5924

Axt or 17.09.2014,
BbIAaHO

npeArrucaHI4e

54 3AO <@apunpoeKr>
1 9223 6, r. Canxr-llerep6ypr,
yn. Cor[uicrax, p,. 14, stur. A

Bnenranosat
AOKyMeHTapHUUI;
IIpHKa3

or 19.08.2014Il! 5928

Axr or 19.09.2014

55 OOO <IOnnon@apna>
l 9 l 1 86, r. Canrr-flerep6ypr,
yr. Eomurax Kot*outeunal,
4. 9, nurep A, o$uc77

BnenraHosat
AOKyMeHTapH&I;
np14Ka3

or 03.09.201 Ns 6203

Axr or 03.10.2014

22



.r{!

nln
Har.rlreHosaHr,re op ranr,r3arllrr4,

aApec

Bra4 nponepxn, HoMep r.r

AaTa npfiKa3a o
rrpoBepKe

.{ara arra npoBepKlr,
rrpeAnucaHr.rt

56 3AO <Cerepo-3ana.A>
19 43 62, r. Carrr-flerep6ypr,
noc. flaproroao, Brr6oprcroe
rrrocce, r,.224, rurepa A

BHenrtanosat
AOKyMeHrapHarr;
IIpr{Ka3

or 03.09.201 Ne 6204

Arr or 03.10.2014

57 OAO <<Duprraa Me4noruruep>>
| 9 527 9, r. Canrr-flerep6ypr,
urocce Pesorro uuu, 1,. 69

BHeuanosan
AOKyMeHTapHEUI;
npuKa3
or 03.09.201 Ne 6206

Axr o:r 03.10.2014

58 OAO (MfI3)
602205, Braguuupcxax
o6racrs, r. Mypotu, yr.
JlenunrpaAcr ay^, A. 7

Bnenlanonal
AOKyMerIrapHat;
rrpHKa3

or 03.09.201 Ns 6208

Arr or 03.10.2014

59 Of YfI (CII6HI4I4BC)) OMEA
Poccuu
198099, Kpacroe Ceno, yn.
Cso6o.qH, A. 52

BHenranosat
,4OKyMeHTapHEIt;
npr,IKa3

o"r 03.09.2014 Ns 6202

Axr o'r 03.10.2014

60 OAO <Map6zoQapu>
Pecny6nuxa Mapuft-3r,
r. iiourap-Ona, yn. K.Maprca,
t.l2l

llnanonar BLIe3AHaJI;

IIpr.rKa3br

or 25.07.2014 JS 5213.
or 03.09.2014 Ns 6210

Arr or 10.10.2014,
BhrAaHo npeAnucaHue

6l 3AO (AJICI4 Oaprraa>

129272. r. Mocrsa.
Tpu(fononcxuft tynur, 4. 3

Bnenranosat
AOKyMeHTapHir.t;
IIpr4Ka3

or 19.08.2014 Jt 5929

Axr or 10.10.2014

62 OfYII <<Mocroscxlrfi
en4orpunnrrfi 3aBoA>

109052, r. Mocrna, yr.
Hosoxoxroscxat, 9.25

BHeuranoeat
BbIE3AHA'I;

rrpr,rKa3

or 12.09.2014Ii! 6397

Art o'r 13.10.2014,
BBTAaHO npeAnllcaHr{e

63 Of YII <CII6HI4HBCD @MEA
Poccnu
198099, Kpacuoe Ceno, yn.
Cno6o.un, a. 52

Bnenranosat
AOKyMeHTapH{UI;
nplIKa3
or 15.09.2014 Ns6426

Axr or 14.10.2014

64 OOO (AAB-OAPM>
I I 5 184, r. Mocrna,
yn. E. Tarapcrar,4.35, crp. I

Bnenrarrosat
BbIe3AHat;
[pr,rKa3

or 05.09.2014 Il! 6301

Arr or 31.10.2014

65 OfYn <H[IO <Murporeu>
Mrans4para Poccl.tr.t

I15088, r. Mocrra, yl. l-ax
,Ily6poscrar, a. l5

Bxeuranosat
AoKyMeErapHat;
npr4Ka3

or22.09.2014 Js 6539

Arr or 31.10.2014

z)
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nln
HauN,renosaHr4e opraHr,r3arlr4lr,

aApec

Br,rg npooepru, HoMep u
AaTa rrp[Ka3a o

npoBepKe

.{ara ar:ra npoBeprr,r,
IIpeAnu caHr,rt

66 3arprrroe aKrlrroHepuoe
o6urecrgo <Me4r,rcop6>
614113, llepvcrnfi r<paft,

r. flepnr, yr. farunepuHa, 6

Bnenltanosat
AOKyMeHTapHalr;
npaKa3
or22.09.2014 Ne 6540

Axr or 31.10.2014

67 OAO <Er.rocunres>
440033, llenseHcxas o6ractr,
r. lleusa, yn. .{pyx6u,4. 4

Bnenraxosat
AOKyMeHTapHar;
IIpr{Ka3

or 22.09.2014 Ns 6542

Arr or 31.10.2014

68 ooo (RrMK>
127443, r. Mocrna, yr.
Cenegnescxar, 4. 15, crp.2

Bnenranoeat
AoKyr\[eHTapsiu;
rrpr4Ka3

or22.09.2014 J\& 6541

Arr or 31.10.2014

69 3AO <Ceaepuas 3Be3AD)
I I I141, r. Mocrna, 3ereuufi
[pocrreKr, g. 5/12, crp. I

flranosaf BLre3AH€u{;

[pr,rKa3EI

or 31.07.2014 J\! 5350
or 30.09.2014 Ns 6729

Axr or 18. 1 1 .2014,
BbrAaHo fipeAnxcaHr.re

70 3AO OfI <Meruren>>
I 88676, JlenraHrpagcxar
o6ract. Bcesoroxcrui
pafion, n. Il-lerurono, l. 53A

flnanosar Bbre3AHuur;

npuKfBhr
or31.07.2014 J\! 5351
or 0l . 10.20 l4 }llt 6739

Arr or l8.l1.2014.
BbrAaHo rrpeArrr4caHlle

71 OOO (|EPOOAPMD
19 | 1 19, r. Canxr-flerep6ypr,
yn. 3nenuropo4crax, A. 9

flranosar Bbre3AHtuI;

IIpr,rK€l36r

or 28.08.2014 J\! 6l l8
or 13.10.2014 Ns 6907

Ax'r or 28.11.2014,
BbIAaHO [peA[[CaHI,Ie

72 OAO <Taepcrax

Sapnraqenu.recxar Sa6pura>
170040, r. Tnepr, Crapuqroe
ruocce, A. 2

BneuJranosat
AoKyMenrapHUI;
rrpr4Ka3

or 14.10.2014 Ns 7006

Axr or 02.12.2014

t) 3AO <Kagascrar

Saprr,raqerruvecraa Qa6pnra>
420095, Pecny6nr.rra
TarapcraH, r. Kalaur, yr.
Boccranux, a. 100, eAaH[e J',1!

45

Bneuranosa,s
AOKyMeHTapHaUt;
IIpflKa3
or 14.10.201 Ns 7005

Axr or 02.12.2014

74 OAO <Trepcrar
$aprr,raqenrr,rvecrax Qa6puro>
I7OO4O, r. Trepr, Crapraqxoe
urocce, A. 2

BHeuanonas
AoKyMeHrapH:rt;
rrpr,rKa3

or 14.10.201Ns 7007

Arr or 02.12.2014
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Ns

nln
HauruenosaHr,re oprauI,I3allri14,

aApec
Bu4 nponepxra, HoMep !r

AaTa npr.rKa3a o
rrpoBepKe

[ara axra [poBepKr.r,
IIpeArrucaHltt

75 O|YTI <<MocroscKr.rft

en4or<punnrrft 3aBoA))

109052, r. Mocxra, yr.
Hosoxoxrosc xas' 1,. 25

Bnenrtanosat
AOKyMeHrapH:rr;
np Ka3

or 14.I 1.2014 }lb 7680

Arr or 02.12.2014

76 OOO <CaasrHcKair anreKo)
601 125, Bragarr,rupcrar
o6racr:1, Ileryrur.rncruft paft oH,

noc. Bolrruncxr.rft

BHenranosat
Bhre3AHarI;

npr{Ka3

or 07.11.2014 Ns7477

Arr or 05.12.2014

77 3AO (MEHIIK <Uuroue.q>
19 1023, r. Canr:r-flerep6ypr,
nep. Myunofi,9.2

BHenranosa{
AOKyMeHTapHaUI;
npr4Ka3

o"r 07.11.2014 Np7476

Arr or 17.12.2014

78 3AO <Cenepuas 3Be3AD)
I 1 14 1 , r. Mocxna, 3e.nenrri
rpocreKr, 9.5/12, crp. I

Bnenranosat
AOKyMeHTapHarI;
flpr,rKa3

or 10.12.2014 Ns 8175

Arr or 24.12.2014

B xoAe rrpoBeAennr 34 npoaepox oro6pano 157 o6pasqor, BbItBreHo 8 ropronux
HalrMeHoBaulrir 9 cepuir ne4o6poxauecrBeHHblx neKapcrBeHHhlx flpeflaparoB (5,7%o or
o6ulero Konr,rqecrBa rlpoBepeHHblx o6pa:qor).

flo pesylrrararM [poBepoK BbrAaHo 42 npegnucaur,rx o6 ycr:paxeHl,I]r BbItBJIeHHbIX

HeAocrarroB, cocraBJreHo 7 npororoaor o6 a4Iultnucrparl,IBHbrx npaBonapy[Ieul,ttx,
ap6u:rpaxuulr cyAoM flplrHtrbl peIueHLIt o Ha[o)KeHItI{ aAMl,IHl'Icrparflauux rurpa$on n

cyrr,rve 460 ruc.py6. (r 2013 r. - 300 mc.py6.).
B 2014 roAy paccMorpeHo 3 a4ultnuctparl4BHhlx AeJIa rro rporoKoJlaM,

cocraBrreHHbrM B orHolrreull{ 3AO (HIIII <3nr!fo, OOO <IIIpex Jlafir$ Caencr'rg> r'r OAO
HIIK (3CKOM>>, n cu3r c aAMlrHLIcrparLIBHbIM [paBouapyileHl4eM, [peAycMorpeHH6IM

't.21 cr. 19.5 KoAII P@ (nenpe,qcraBJreHr.re r Poc:4parxaA3op B ycraHoBrreHnblfi cpor
lporpaMM veponpuarrft no npeAorBpaqeHl4lo flpuqIaHeHnt BpeAa xI,I3Ht4 Id 3AopoBblo

rpaxAaH B cBr3r,r c BrrrBJreHr,rervr n o6paqenr.rr.r xe4o6poraqecrBeHHblx JleKapcrBeHHbrx

cpe4crr). flo pe:ynrra:raM paccMorpenvt Aer BbIHeceHrI nocraHoBJleHllt o Ha3HaqeHull

aAMr,rHr{crpart4 BHoro HaKa3aHnr r rr.I4e urrpa(fos s o6lqefi cyrvrnae 90 rurcrv py6nefi.
B 2014 ro4y Poc:4parnaA3op, B coorBercrBrrr.r c ComaurenlreM MexAy (De4epanrxoft

cnyx6ofi ro aKKpeAr,rrarllrur u (De4epanrnoft c.nyx6ofi ro HaA3opy r cQepe

3ApaBooxpaHesusor 06.03.2012,npunxt yqacrue n 34 nporeprax, I,t3 HI,IX:

- 4 nponepxu coorBercrBulr opraHoB no cepruQuxaqula ycraHoBneHHbIM KpI4TepI/rtM

aKKpeAr,rraqvr: OOO <@APMXIIMTE)O) (r. Mocrra); OOO <Orpyxnofi qentp KoHTporIt
KaqecrBa> (r. Mocrna); OOO (CI'IBI4rra6> (r. llprytcr); OOO <Cu6upcrufi qeHrp

AeKJrapnpoBaHrar r,r cep'rnSuKarrr4rD) (r. Hoaocr.r6upcr).



flo peeynrraraM gKcneprr,r3br AoKyMeHToB r4 cBeAeHufi, upe4cranlennrx OOO
<<Cl4BIdta6>>, AaHo gKcrleprHoe 3arrrorreHr{e o HecoorBercrBr.rr.r 3€urBr4TeJrr ycraHoBJreHHbrM
Kpr.rTepr,r{M aKKpeAr4Tarlr4r,r ;

- 5 [poBepoK oprannsaqr.rft-flpor{3BoAr4TeJrefi JreKapcrBeHHbrx cpeAcrB rro
coorBercrBr,rro crrcreMbr MeHeAXMeHra KaqecrBa (CIvIK) rpe6onauzrnr fOCT ISO 9001-
20ll v |OCT P 52249-2009 (conuecrHo c opraHaMr.r ro ceprlr$uraql.ru cncreM
MeHeAxMeHra KaqecrBa OAO (BHIII4C> u Accoquaqfir ro cepru$r.rKarlnu (Fyccxlrfi
Perr.rcrp>): OOO (HIIO flerpooarc <Dapnr> (r. llo4orucx, Mocrorcrar o6n.); OAO
<Trorr,rencrlrfi xr.ruzro-Sapuaqer:ruvecrufi 3aBoA)) (r. Trorr.renr); OAO (Cv HTe3>

(r.Kypran); Ofyll <<MocroscKLtfi oHAoKplrHuhrfi 3aBoA) (r. Mocxra); OOO <Xevo$aprr,r>
(r. O6nuncr, Kaayxcxax o6r.).

Kporr.re roro, tro BorrpocaM KaqecrBa JIeKapcrBeHHbIX cpeAcrB rrplrHtro ] racrlle B

coBMecrHbrx npoBepKax c ApyrI,IMt't rocyAapcrBeHHbrMr,r opraxaMr,r ncnoJrHr,rreJmnofi sracr[:
-coBMecrHo c Mr,rHnpoMToproM PoccuIa r,r PocanrorolbperynrlpoBanl,teM rrpoBeAeHbl

BHerrJraHoBLre npoBepKn 3AO (POK) u OOO <<funnor<par>>;

-coBMecrHo c Mr,rHs4panou Poccnu flpoBeAeHrl BHenJraHoBbIe npoBeprr,r Ofyll
<H[IO Mr.rrporen>> Muu:4paBa Poccuu (rpunuann n r. Totrlcr, r. Y$a u r. lleprrar) u @fBY
<<Hayruuft rIeHTp gKcfleprr{3br cpeAcrB MeAHrIr.rHcKoro [pr4MeHeHr.rr)) Muns4pana Pocculr.

3. Perynrrarbr MeponprrflTlrft rlo KolrrpoJrlo B cQepe

AOKJTIIH[qeCKIrX IICCJTeAOBaHTIIT JreKapcTBeHHbIX CpeACTB rl
KJrrrHrrqecK[x rrccJreAoBaHtrft JreKapcrBeHHblx npenaparoB AJrfl

MeArrrlrrHcKofo rprrMeHeHrlfl za 2014 roa

B 2014 roAy KoHTpoJrb 3a npoBeAeHrreM AoKJII,IHI4qecKLIx rI KJrI,IHI,rqecKI{x

uccleAonanuft JreKapcrBeHHblx cpeAcrB ocyuecrBJrrJrcr KaK corpyAul,IKttMlr qeH'rpaJlbHoro

annapara, Ta( 14 Tepprrropr4aJrbHbrx oprauoB Poca4parua4sopa n cy6terrax Poccuficroft
@e4epaqlrr.r. 3a roA Pocs4paana4ropoM npoBeAeso 77 rpoBepor (a 2013 ro4y - I 14

nponepor).

no KoHmponro 3a npoeedeuuen dot<runuqecKux u KttuHuuecKux uccnedoeauui e 2014 zody

r qeHrparbHbrfi annapar

r reppfiopIanbHbre opfaHbl

2013 roA 2Ot4 toA

CoTpyAru.rxaruu rleHTpanbnoro anflapara Pocr4paana"qsopa ocyqecrBneuo 36
[poBepoK opranusaqufi, npoao4rqux/opraHr,r3yloqux AoKJIItHuqecKr,re [ccJreAoBaHI,It
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neKapcTBeHHbIx cpeAcTB It Krrr4Hr4rrecKr4e r,rccJreAoBaHHr neKapcTBenHBrx [peflapaToB Ant
MeAuIIlrHcKOrO [pLIMeHeHIiIrI (a 2013 ro,qy - 45 nporepor), BKrrrorrurr 22 nnaxosrre [poBepKfi
tt 14 sHenraHoBbrx rrpoBepox (no ronrponro 3a r{cnoJrHeHr.reM paHee BBrAaHHbrx

upe4nrcaxufi o6 ycrpauenur.r BEUrBJreHHbrx Hapyrueu ui.t u s cBr3tr c nocry[JreHr,reM
uH<popnraquz o Bo3HuKHoBeHr4r,r yrpo3hr xr43Hr4 lr 3AopoBbro rpaxaau).

llpoaepxr,r upoBeAeubr e l6 ropo4ax Poccnftcroi @e4epaqru: Eapnayle, Eemopo4e,
ll-rruropcre, I4pryrcre, Mocxne, Jlrc6epuax (Mocroncrar o6nacrr), flyqnuo (Mocroncrar
o6nacru), Peyrone (Mocxorcrar o6nacrr), Crapofi Kynarne (Mocroncxar o6aact),
Pocrone-na-,{ony, Pr:auu, Capaucxe, Canr<r-flerep6ypre, Klrpore, Erarepun6ypre,
-f,pocrasae (a 2013 roAy - B 19 ropo4ax).

Itcponpr|rmi no rornpd o ta npoaeASr{rcr llorrlrH]r.ffI}rr rl
|(n1lxr{acrorx }roGriaorrxri r 2Ol4 rogy

25 6ar rm|'tceu xAoor |[corr rrccnapH'$t
la ropofiflr Pocs,tcroa Oqm{|l
2 rolrrrr
rccnaAfla.ra a locEx ]|eq'lcra

B pamxax KouTponbHrrx uepouplrrrnfi corpyAH[KaMLI IIeHTp€uIbHoro aflflapara
Poco4panuagsopa rpoKoHTpoJrr,rpoBaHa AerreJlbHocrb 27 oprauuswlr,rft: 15 opraHlr3allufi,
IlpoBoArrrlrrx Kr[Hr.rqecK[e I{ccJreAoBaur4r; 3 - AoKJII,IHI{IIecKI,Ie lIccJIeAoBaHnr (rr.
fla:ruropcr, Ilyr{uno, Crapax Kynanna); 7 - AorurnnuqecKr.re u KJrr,rHr4qecKl4e r{ccneAoBaHI{JI

(rr. Eapnayn, Pr3anr, Mocrna, Exarepr,rn6ypr, fpocaaonr); :raxxe 6rrau npone4enrr
[poBepKI4 2 opranu:aquft, ocyrqec:rBffro ll,lx opraHll3allruo npoBeAeHl{t KIIr,rHI,IqecKI,tx

uccreAosaHr.rfi JreKapcrBeHxbrx npenaparoB AJrt MeAlrIILIHcKoro npl4MeHenux (m. I,Ipryrcr,
Mocrra).

B 2014 roAy rrpoKoHTpoJrvpoBaHo BrrrroJrHeHlre rpe6onaHuft 39 nporororon
AoKrnH[qecKnx rr K;rr4Hr.rqecKrD( ltccle4onanr.rfi, ocyqecrBJueMrrx B rleJrrx
focyAapcrBeHHoH penrcrPaqfiI,I JreKapcTBeHHbrx npenapaToB, Lt3 HIrx:
24 (62%) flporoKoJra uccreAosanuft neKapcrBeHHhrx [pelaparoB poccuficxoro
rpor,r3BoAcrBa, 15 (38%) - rperaparoB aapy6exnoro npoLr3BoAcrBa.

HapyureHrEa ycraHoBireuHbrx rpe6onannft [poBeAeHr{r AoKJr}rurrrrecKr]rx v
KJrlrHr.rqecKr,rx vccreAoaaHr,ri JreKapcrBeHHBrx [pe[aparoB AJrr MeA]rqr,rHcKoro flp]rMeHenurl
BhrrBJrerrbr s 17 us 27 nporepennbrx oprauu3auuir (63%6): n I I oprannsaqr.rfi, rpoBoArulux
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KJILI HI,IqCCKI,IE I4CCJIE.IIOBAHI4'. B I opfttHr43arlr,rH, flpoBoAtqelt AoK[I4HI4qecKr4e
LIccJIeAoBaHLIrI, B 4 opranuraqurx, npoBoAtullrx AoKJu.rHr,IqecKI{e r,r K;rr.rH}rqecKr.re

r{ccJreAoBaHr4rr, a raK)Ke n I oprauusaquu, ocyqecrBrqlouefi opraHfi3alrllrc [poBeAeHut
KJruHr.rqecKr.rx zcclegoaanufi JleKapcrBeHurrx flpelaparoB An-f, MeAurII{HcKoro [pr,rMeHeHr4t
(s 2013 roAy Hapyruenr{Jr BBrrBJreHbr s 20 ns 37 uponepennbrx opranu3arlrafi, nporo4.rrqux
AoKJrr.rHuqecKu e u KJurHr.rqecrl{e uccneAo ro,unt - 54%o).

llo pe3ynbraraM npoBepoK, BhnBLIBIIrux HapyIleHI,Iq npaBI,IJI uunr,Iqecrofi
lpaKTurr,r, cocraBJreHo 17 npe4nucaxrafi o6 ycrpaneHlll{ Hapyuenr,ri. flporoutpoJl}IpoBaHo
r{cnoJrHeHue 7 npegnucawufi. Ha I opraHfl3aqr{ro H€rJIoxeHo aAMI,IHI,IcT par[Buoe B3hIcKaHI4e

B BrlAe urr:pa$a. Konrponr 3a rrcrloJrnenlleu l0 npeAnucannft no pe3yJrbraraM npoBepoK

co6ruoAeHuq rrpaBr,rJr la6opatopnofi Lt KJIrIHIdqecKofi npamuxr.r :anlannponaa na I
norryroAl,Ie 2015 roaa.

B 2014 roAy reppr{ToplraJrbnblMrl opraHaMLI Pocs4panuag:opa B cy6rertax
Pocclrficroi @e4epaqzu rpoBeAeHa 4l nponepxa npaBLIrI co6atoAeum rrtunrlecxofi
npaKTI,IKI,I [pr4 rrpoBeAeHnI,I KJII'rHr{rreCKUX UCCJreAOBanr.rfi lerapctBeHH6lx flpefiaparoB Ant
MeAr,rqrxcKoro upI,IMeHeHLI n (s 2013 roAy rpoBeAeso 69 nponepor). Coxpanxercx
orHocureJrbHo Hr,I3KaIq s$$exrr.rnnocrb BbItBJreHut HapyureHl'Ifi npanzn run'lnuqecxoi
lpaKTurlr reppr.rropfiaJrbHbrMl4 opraHaMu Pocs4panxag3opa - HapyIueHLIt ycraHoBneuHblx
'rpe6onanui BbrrBrreHhr e 7 us 40 (18%) npoaepenHbrx opraHl{:aqufi (n 2013 ro4y - s 14 uz

65 nponepennrrx opraHv3arlufi, nponogalql4x KIII,IHIlqecKI.te uccJleAoBauut' -2l,5Yo),

Blrqr,rleMocrr, xapyueHuE IreHTp:uIt'HEIM annaparoM 14 TeppnrophiulbHr,lMH
oprauauu Poc:gpaaHagsopa no cy6r,exrau Poccuficrcofi Oegepaqnn

qeHTparbHbri annapar TepprlTopranbHbre opraHbr I HE Bb|'B,|EHO I SbIFB,'|EHO

.{Jrx nosrtrueHr{r pe3yirbrarlrBHocrr.r npoBepoK, B coorBercrB}rl{ c peureHlleM

KoJrJrerr4r Pocs4panHagropa or 20.06.2014, corpyAHI,IKaMra Yuparurenraa oprauu3aquu
rocyAapcrBeHHoro KoHTpoJUr KaqecrBa rueAullr,rncroi [poAyKIII4r,r Pocs4parnagaopa 6ulr.t
opranu3oBaHrr u rrpoBeAeHBr o6yraroqre ceMLIHapbI IIo reMe: <flponeprlr MeAUIILIHcKI,Tx

oprannraqufi, [poBoAstrIux KrruHr{qecKr.re [ccJle,qoBaH[t neKapcrBeHHhlx upe[aparoB> Ant
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corpyAHr4KoB reppr.rropr.raJrrHrrx opraHoB Poc:4parna4ropa Bcex $egepanrurx oKpyroB
Poccuficrofi (DeAepaqur.r.

B xoge npoBepoK opranuaaqufi, ocyulecrBnrroq[x [poBeAeHue KJrr{H qecKr{x

ucc;re4onanufi, BbrqBJrrJrr.rcb HapylreHr4r npaBun xruxuqecxoft [paKTuKr,r, yrBepxAeHHrrx
rrpr,rKa3oM Mr.rns4pana Poccuu or 19.06.2003 Jrlb 266, Korophle AorrycK€urrrcb MeAr,rqvHcKr4M

r4 Ha) rHhrM nepcoHaJroM IIpu [poBeAeHI4I,I oTAeJIbHbIX npoToKonoB KJrr,rHr,rqecKlrx

uccle4onanlti, a I,IMeHHo:

- HapylreHnjr B AerTeJrbHocTr.r KoMr.rTeTa IIo 9T]IKe ueAuquncrofi opranr.r:aqr,rn - r I I
opraH[3arlr4rx (l5,lo or o6qero qucJra Hapy[reullfi);

- ne o6ecueqeH HaArexan{uit yter rr xpaHeHr,re neKapcrBeHHbrx npenaparoB
lrcc.rreAoBaHur - r 2 opranr.rra\utx (2,8yo or o6rqero vr.rcna napyurenr.rft);

- orcyrcrByer AoKyMeHTirJrbHoe [oATBep)KAeHLIe xnanuQuraquu [epcouaJla
r.rccJreAoBanr.rr u pacupeAeJreHur o6r3aHHocrei - B 4 oprannoaqnxx (5,5%o or o6ulero qncra
napyurenr.rfi);

- AolyqeHbr orKJroHeHLIt or tpe6onauufi npoToKona uccJleAoBanaq - s 6

opraHr43arlrdrx (8,2%o o"r o6rqero qlrcJra HapyureHl,Ii);
-,qoflyuleHo HeqeTKoe BeAeHlre AoKyMeHTaIlufi llccJle.qoBaHu LlJlu HecooTBeTcTBLIe

AaHHhIx nepauvnofi Aor(ylreHTalluu naIII4eHToB 3atrltctM B perurcrpaq]roHHbrx Kapr{rx rlrrvl He

o6ecneqeno KoppeKrHoe BHeceHI,Ie racnpaalenufi B perncrpaquoHHble Kaprbl - s 12

opraflr.r3arllrf,x (16,4% or o6Iqero vucna napyurexufi);
- AonyuleHrr HapyureHr,rr noptAKa IronfIeHI,It uH$opMl4poBauHoro conlacut

cy6rerror HccJreAoBaur{r I,rnl.r oAo6peHLIt I,IH$opMLIpoBaHHoro comacus Kounre:rou no
gTr.rKe - n 5 opranusaquxx (6,9%o o:r o6qero qucJla HapyIIreHI,Ifi);

- AOTTUIeHbI HapylreHlrt [optAKa xpaHeHLIf, AoKyMeHTaII[H KJTIIHLIqeCKOTO

r{ccJre,qoBaHr,rr - n 6 opranusa\urx (8,2o or o6qero qI{cJIa HapyueHl4fi).
Taxxe s xoAe npoBepor 6rrru BhrrBJreHbr HapylIeHLIt rpe6oBaH[fi @e4epa-nuroro

3aKoHa or 12.04.2010 Ne6l-O3 <06 o6paureHuu rleKapcrBeunblx cpeAcrB)):

- ne o6ecneqeHo Ha3Haqexlre pacnoptxeulltMll p)rKoBoAI,ITeJu Ir.reAl,IqlaHcxoft

opraHr,r3arlllu orBercrBeHuoro ?IccJreAoBaretn ulutu couccJleAoBarereft - s 8 oprauzsaqr,rrx
(ll%o or o6rqero vr.rcaa napyruenlrfi);

- ne o6ecneqeno HalrpaBrenr,Ie coo6urenr.rfi s Muue4pan Poccult o Harlare
Klrr.rnlrqecKnx uccle4oraxufi - n l0 opranra3arlllcx (13,7% or o6Iqero .rucna napyruennft);

- He o6ecneqeno cBoeBpeMerrHoe 3aKJIIoqeHI,Ie AofoBopa Ha upoBeAeHLIe

KJrnHuqecKoro uccneAoBaullt - r I opranus awav (l,4yo or o6ulero vucna xapyurexui);
- [poBeAeHr{e KJrrHrrqecKoro uccJreAoBaul4t ocyulecrBJrtJlocl 6ea paspeurenur

ylonHoMoqeHaoro Qe4epanbHoro opraHa LIctIoJIHureJIbHofi saacu,r - r I opranv3a\vur
(1,4%o or o6rqero vucna napyurexufi);

- He o6ecueqexo o6ssaremnoe crp,xoBaHl,Ie )KrI3HLI, 3AopoBbf, [aq]IeHTa,
yqacrByroqero B Krr,rHr{qecKoM r.rccJreAoBaHn[ - s I oprax]r3aql{}r (1,4o/o or o6qero .rucra

uapyureuufi)
B oanofi opranu3arlull 6rrno sbrtgreno Hapyuenue flparu;r aKKpeA TaIIHLI

MeAr,rqr.rHcKr.rx opranusaqnfi Ha rrpaBo npoBeAeHl{t KJII4HI4qecKux rccleAoranr.rfi
JreKapcTBeHHErx npeuapaToB Arra MeAI,IqI,IHCKOTO [ptrMeHeHI,It, yTBepxAeHHbIX

flocraHoBirenr.rerrr flparurenrcrra Poccr.rficrofi (De4epaqr]t or 03.09.2010 Ne683, n vacna
nepeo(poprr,rreur,rr cBr,rAereJrrcrsa o6 aKKpeAr4TaIIuu (1,4o/o or o6ulero vucna uapyurenuft).
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Hopywenun, gb,ngne*Hbte e xode npoeepor opzauwotqui4

ocy,4ecmuflot4ux npoeedenue Munuttecnux ucuedoeonuil

HAPvLUEHtIfr n PA8l4,'l Al(i(pfll,fTAUrl rl

HApyllltHr,lfl cTpAx0Mfrr'1fi fl Aqr4tHT08

npoEEgEHr,{t r,rc,ltAoBAHr,lfl 58 pAlpillltr,4t

HAPyultHxfi nP[ 3AM0qtH|.l[ Aof 080pA NA fi postAEHr4t r4tcItAogANr4t

HApyultHxfi npu0tlA8ntHIlR ,.rH00pi,,tAl.lt111 0 HA!M E rlccrtI00A|1 14r

HApyultH t nDrl HAlMqEHullrcc,rrlosArulti

HApylllEHxSnP xPAi tHr{ r,laoror fHiAtjtlt4

HApyllltH,lfl npX n0nyWHl4ll tlH00ptt4l4p0BANll0l0 t0f nA({fl

HApvrJEHr'1R SEAtNfl' Aor{vi\lf H rAU&1

0lM0HtH11fl 0t np0T0l(0/lA

HApvllEHttfl npx pA(npEAUrfinlt obR rttocttti ntpcoull

HApyUtHtEv'{tTA U XPA|1tH|/lR /lf MPC1Etl1HbrX fl pf |']APAIoS

HAryU$fi' SllitTt/lbHocft llol{MbHor0 |{oMfiTfiA |l0 STxl{t

Ognunr ug acneKToB npoBo.qliMblx [poBepoK tBJItJIacb oIIeHKa AetreJlbHocr]I
cSoprr.rraporanHbrx B opfaHr.r3aqr.rrx KoMr{TeroB Iro 3TI4Ke. Hapyruenur [paBLIJr xnznaqecxofi
[paKTr4Ktr B AeflTeJrbHocrr4 KoM[TeroB rro 3TI4Ke s 2014 rogy 6unu saQnxcnporanrr s 1I

opraHr.r3arlutx (15,1%); s 2013 roAy - r 16 opranusa\urx (20,7oA), 'r.e. na6nro,qaerct

TeHAeHrIr,rr cHr4xeHr4r qr.rcna Hapyrrrenlrfi co cropoHbl KoMLITeroB, Ho I4x KoJII{qecrBo tro-

lpexHeMy AoBoJIbHo BLICoKoe.

Pery.mraru [poBepKrr AetreJrbuocrlt gTrrqecr[x KoM[TeroB oprann3aquff

20L3 20t4

I Re sbrf,aleHbl
HapyuesNs

I gblttS.||eHbl

HapyureHxfl

flpo4orxena npaKrhKa HanpaBJreHut pBynbTaToB npoBepo(, BErf,BltBIIrux

20

I He abrta.neltbr
HapYUeHXA

I gbrtB.neHbl

xapyueHHs

HapyleHr.rf, upaBr.rn aa6oparopnoi uJutu xnusu.recxofi upaKTLIKr,r, B aApec rorrananufi-
I,ICCJIEAOBAHIII,I
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npenaparoB. Ooprraar Ha[paBJr.r{eMblx cseAeHuft BrJrroqaer s ce6s AaHHbre o AoKyMeHTax,
lpeAcraBneHHrrx Ars [poBepKn orBercrBeuHhrM r.rccJreAoBarelena, nogpo6uoe onlrcaur{e
BbrrBJreHHbrx uapyurennfi co ccurroi Ha coorBercrByroq[e HopMarr.rBnbre [paBoBrre aKThr,

fioJroxeHr]r KoTopEx HapyrueHbr.
Pesylrra:rrr xonrpomnoi AerreJrbHocrr,r Pocs4parxagaopa e c(fepe AoKJuHr{qecKI,rx

r.r KJrr.rHuqecKr.rx rrccJreAoBaHnir s 2014 roAy exeKBaprzulLuo paBMeIrIaJILIcb na oSrnqua.nrnou
caftre Poce4panna4sopa B ceru I,lnrepner. CseAeH[q BKJIIoqiuII4 urQopvaqlto o

nporepennofi opraHr{3alluu, [epeqeH6 BlrrBJIeHHlIx napyurenufi npaBlrJl Krunuqecroi
npaKTr.rKn, c yKa3aHr,reM n[II, AorIycTLIBrIrlIx yKa3aHHbIe HapylueHnt.

B 2014 rogy PocegparHaA3op npLIHqr yracrl,Ie B Mepo[pwlTl4tx, [poBoAI,IMErx B

paMKax noAroroBK[ K Bcryunenlro Poccnficroft @e4epaquu n Opranrasaqr.rro Eeponeficxoro
Corpy4nnvectsa r,r Pa3nr.rflu (O3CP), B qacrrrocrlr, B coorBercrBl,Iu c nocraHoBJIeHIteM

flpaaurerrcma Poccaficroft (DeAeparlr,rr.r o"r 17.12.2013 Nsl172, B AByx I{HcreKIII,toHHbrx

npoBepKrx poccuicrr.rx r4crrbrrareJrLHrrx rIeHTpoB, ocyqecrBntloulux HeKnItHLIqecKI,Ie

,ra6oparopxrre ficcJleAoBaHur o6texror, coAep)Kanruxct B JIeKapcrBeHHbIx cpeAcrBax AJUI

MeAIIIIIHCKOTO IIpt4 MeHeHLlrI.

4. Vlrotu pa6orbl no MoHrITop[Hry belonacnocrlr JreKapcrBeHHbrx
npeflaparoB, IraxoAflIrlnxcfl B o6paulenntr Ha Tepp[Topr[
Poccuficnoft Oeaepaqnu rr MouuroprlHry 6egonacnocrR

Me.[nqrrHcKrrx rl3AeJrnfi 3a 2014 rca

4.1. Mounropnnr 6eronacuocrtr JreKapcrBeHHblx npeflaparoBr HaxoAslqrrxcr B

o6paulenrn Ha reppnropnn Poccnftcroft @egepaqnu.

Pesylrrarolr AerreJrEHocrtr Pocr4panna4sopa rro pa:tBttrlrrc rocyAapcraennoi
crrcreMhr MonuroprlHra 6egouacnocrn JreKapcrBeHHblx flpeuaparoB tBJlterct yctoftuurrrfi
pocr r{ucra u ylyqureur,re KaqecrBa flocrynaroqxx cooburenr.rft o HexeJrareJlbnbtx

peaKrlr,rrx. flo cparneuuro c rroxa3are rrmm 2013 roAa coo6uraeMocrb o HexeJIareJIbHbIx

peaKrrr4rx JIeKapcrBeHHrIx rrpefl aparoB yBeruq[racb sa 25%o.

B uepuog c 01.01.2014 no 31.12.2014 s AstoN,IarrgupoBaHHylo un(poptr'taquounyo

cI{creMy (ALIC) Pocsgpanna4sopa nocTyrrano E paccMoTpeHo

21642 coo6UeHrrr o no6oqnrx AeftcrBr,rf,x, cepbe3n6rx HexeJlarenbHbrx peaKllutx,
HerrpeABr4leuubrx HexeJIaTeJIbHbIx peaKIIIltX Ll grltt 3OAaX repanerruvecrofi
neeQQexrzaHocrl{ JIeKapcrBeHHbIx [pefiaparoB.
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Cnoxranxue coo6r4ex nR o Her(enaretbHbtx peaKqhf, x

25mO I PocaApa8HaA3op (tlA)

r OqAeparbHui qe]fip
rroHrloprHra

I OapMxorrnaHrn

r nny(PerxoHanbBde
qeHTpu)

2000

15@O

50@

,{uuauuxa nocrn)/rueHun e Pocsdpaeuadsop coo6ryenufi o uetceaameJtbHdx peaofltsx
u oco6eunocmax esau aodeficmeun, npedcmasnnpulux yzpo3y Jrcu3Hu u sdopoeato qeroaeKa

neKapcmneHlbtx nrynapamoq 3apezucmPupoeaHHbtx Ha meppumopuu Poccuilcxofi
iDedepaquu (e 2010 - 2014 ee.)

21642

17271

-

I
rc13

137 44

a
2072

12545

l

f
2011

10181

.
2010

ilSAt ${roo|.
opfaxr|taqrx

5757
27X

Oap ro r|||xx
12339
57'6

Pacnpedeaeuue coo6uleuuil o HecrcerarnenbHbtx peaKqufic, nocmryuewux 6

10@o

IDIEY

xmq9vAoc n
1526
7X

AemouamuzuponaHnw uuQopua4uouHw cucmervty Pocsdpaenadsopa e 2014 zody, ra
omnpaeumetnJvt

LIs o6rqerc .rucna coo6ulesult 43Yo nocryrlHJlo oT MeAnqI,IHCKI{r( OPraHu3aIUfi E
rIeHTpoB KoHTpoJIt KaqecrBa JIeKapcrBeHHEIx cpeAcrB, 57% coo6rqeuuft or
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$apuaqeerr.rvecKLt x KoMnaHrafi (paspa6orvr4 Kr,r, [pou3BoAr.rreJrr{ neKapcrBeHurrx cpeAcrB, a

TaKXe ux ynonHoMoqeHHbre npeAcraBnrenra ).
Hau6oruuree quc,ro coo6urenuft o HexeJrareJrbxbrx peaKul4rx 6luro npe,qcraBJreHo B

Pocr4panna4eop cy6rexraruu o6parqenr{t JIeKapcrBeHHbIx cpeAcm r. Mocrau (5392
usneulenux) u Mocroscrofi o6ractra (423 u:aeqeuux), r. Canrr-llerep6ypra (451
uaaeulenue), Cnepgnoncrofi o6nacrn (1069 u:neuqeuuft), A-nraficroro Kpat (1041
nrnerqenlre), Kpacnoxpcr<oro Kpat (418 r.rsrerqenufi), llcxoncrcoft (464 usneuleur.rx),

Acrpaxaucxofi (45 I usneqenue), Arraypcxoi (453 ragseu{euur) o6lacrefi .

Coo6ulaeuocrl' o Her(erareJrbHbrx peaKqurx JIC n cy6rerrax Poccuficrcofi
@eqepaunn s2014 r.

O6qee KoJrriqecrBo coo6ulexr.rft (nN4epu):

411

-

Coo6qenr.ri na 100 rrrc. HaceJIeHLIt (ltl4eprr):
(n cpe4nerra no P@- 9.2 )
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Cpe4r.r r[apuaqeBTr{qecKux [po]r3BoAltrenefi nau6omuree Korr4rrecrBo coo6uennfi o
HexeJlareJlbHbrx peaKqr.rfi flo-flpexHeMy HafipaBnfferct [pe.qcraBl{TeJlbcrBaM}r 9t

AorrepH[Mr.r upeA[p]urr4rMr.r MexAyHapoAHbIx I,rHHoBaIIrIoHHsIx Qapuaqentnuecxux
rorvrnanufi - 3AO Eafiep, Cauo![r.r-AneHtuc fpynn, faaxcoCur.rrK.nxfix, AcTpa3enera,
OOO MCA @apuacrrorrarar3, Apec Tpeigunr C.A., Jla6opatopur Cepore, <D. XoSQruaxn-
Jh PoIu JIra, 3AO Carsos, OOO 366orr Jle6opatopr.rs, OOO ,{xoncou & ,{xoncon,
Bepuurep-I,lnrenrxafiu (Daprvra fu6X, Horo HopAttcx, OOO Epucton-Mafiepc Crnu66,
OOO Amon @apuaqeaT ura, OOO Eepluu-XeuuMenapr'ruu <Daprt'ra frvr6X.

I4s poccuficxr,rx nporr3BoAlrreneft nau6onruree qucno coo6qennfi xaupanneno 3AO
ErEora4, OAO Arpr.rxr.rx, OOO Asrcra.

I SaneD

I CaHoomBeHTrc rpyn

c 3AO fra|(coctrrrtlrnflH TpeiAnHr

yAcma :]eHeKa lol(tlrmrleA

IMCAOap acuonixarc

a Ko naHm "Ap€cTpelAnHr c.A.", tllEelqapnn

a na6oparopNx cepsbe

aO. XoOO axH-rlt Pou nrA

l3AO CaHAo3

r ooo " 3660rr.n36oparcpr3"

r OOO "Afi oHcoH&Il(ofl €o|{'

t KonnaHxn E€pxHrep l,lfirenH(afim Oapr a fu6x

r HoBo Hopancx

c OOO Sprcron-Maf,epc Cr(sr66

r ooo "ArxoH Oapmaqesrxxa"

t OOO 6eprffi-XemxMe|rapx$.1 Oapma fn6x

r3AO 6xoxaA (<196)

a oAo 'Axpxflx"

r OOO "ABxcra"

r npo.rre (meHee 20O coo6qeHri)

Pacnpedenenue coo6t4euufi o neaceaamerbHb|x peaK4utx, nocmynulwux e 2014 zody (no omnpaeumennn)

Anarng coo6trleHllfi, [ocrynI4BIIrID( s AIIC Pocs4panna4sopa B reqeHl're 2014 ro4a,
rro1alaJr, qro nau6onee pacnpocrpauennrlMll HexetareJrBHhIMI,I peaKqI/UIMI{ rrpll
rrpr{MeHeHr.M neKapcTBerrrrbD( [penapamB rro-flpexHeMy ocTaloTct tuuleprHqecKl,Ie peaKI[.Iu,

unlfopuaqrr o Korophlx coAepx lacr z 24,3%o coo6qeuuft. B ocnornou, pa:tBLITne

ErnneprruecKt,rx pearqr.rfi 6ruro o6ycaowreno upnMeHeHI,IeM annr6arrepuanrnrrx
npenaparoB rleQanocuopuHoBorro, uenlrr[rJrJr]rHoBono u QropxnnolouoBono ptAa. CaeAyer
orMerr.trb,.Iro g 2014 roAy HecKoJrbKo Bo3pocJro KoruqecrBo coo6qenrafi o neAoctaloqgoi
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Tepa[eBT[trecroi erf$errzBHocru ireKapcrBerrlrblx flpeuaparoB tr cocraBl{Jro l4,7Yo or
o6ulero qncla coo6rqennfi. B qeJroM crpyKTypa pacnpeAeJleH[t HexeJIareJIbHbIx peaxqui
no seAyulefi xnuHr.rqecrofi cr.rMrrroMarr,rKe coorBercrByer AaIHHrIM oreqecrnennoft z
rapy6exnofi Ha) IHof rrl'ITeparypbl

Cpe4u r[apr,aaKorepaneBTl{qecK[x rPyffI no KoJluqecrny coo6rqexufi lr'r4upyor
antuuurpo6nhre rrpenaparbr (31,8o/o), JreKapcrBeHHbre rlperraparhl, BJllltlotrryte na cepAerlno-

cocyAlrcryro clrcreMy (18,5%). B sHaqr,rremnofi creuenu s'ro obycloaneHo npoBeAeHI{eM

agTr,rBHoro MoHlrrop[Hra HexeJrarenbHhD( pearquft Ha aHTnKoary[firrrnrle rlpeflaparhl,

npoBoAl{Moro KoM[aHI4lIM]r-[poLI3BOALITentMI4.

Kpoue rono, cJreAyer orMernrb yBernqeu[e qt,tcJla KoMIIaHnf-npoI,I3BoA[Teref ,

npoBoArrqr4x na6nroAarelsHbre r{ccne,UoBanlts, u arursHufi MoHI{TopI,IHr HexeJIareJIbHhIx

pearur,rfi rra BrrrrycKaeMbre nerapcrBeurrrre flpeflaparrl, vro o6yclanru,IBaer pocr q]rcJla

coo6qenr.rft Ha pM flpenapaToB (KoHTpaIIenTI,IBHbIe qpeflapaTBl, aHTI'IKoaryJItHTbI'

rrpoTlrBoo[JrxoJreBble cpeAcTBa, npe[aparbl AJlt Tep{m[ll oxr'IpeHl'It).

B cnsg[ c BhltBJIeH[IeM HexeJIareJIbHbIx pearqufi, noreHqwlJlbuo cBt3atuHhlx c

KaqecTBoM JIerapcTBeHHbIx cpeAcTB, opraHLI3oBaHa gKCrIepTI,I3a KaqecTBa 75 cepuit

JreKapcrBeuuhrx rrpenaparon. flo perylbraraM gKcflepru3br KaqecrBa IIplIocraIIoBneHo

o6parqenze 5 cepufi neKapcrBeHHED( rlpelaparoB.
B 2Ol4 roAy B (De4epanrnyro crpr6y ro rraA3opy a cQepe 3ApaBooxpaueullt

nocTyrrr.rJro 2006 nepr.rOgrtlecKux oTqeToB no 6egonaurocTll 3aperyIcTpl'IpoBaHHblx B

Poccuficrofi (De4epaqr.rr,r JreKapcrBenuhrx [peflaparoB,.rro na 8olo MeHbIIre qerta s 2013 roAy.

,{uuanuxa nocmyrurcHun e Pocedpaenadsop e 2010-2014 zz. nepuodu4ect<lu omqemoo

no degonacuocmu neKapcmeenHwx npenapctmoe, sapezucmpupoaaHHbtx Ha meppumopuu

Poccuilcxoil @edeparyuu

B qeJrrx noBbrrueglrr BHr.rMaHr,[r fiparTrlKyrorq]rx c[equaJrrlcToB r npo6aeue

6esonacnoctu JIeKapcTBeHHbIx lpeflapaToB noArOToBJIeHo l,r HaIIpaBIIeHo B aApec

clequaJl[croB 3ApaBooxpaHeHl,It, rllaBnbrx BHemrarHhD( cfleql4anucroB Mr,rnsgpaaa Poccun

r{ peAaKTopoB BeAyrrryrx Ha} rrrhrx MeA}IquHcKI.rr( xq/PHaJroB (wa ny6nr.rraqrn)
r.rnQopruaquouHoe nl{c6Mo Pocr4parxa4sopa or 12.11.2014 Ne0lZ-1789/14, co4epxarqee

zto
200

15@

10(D

500

o

2174 2005

L232
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pa3brcHeHuq o uoprAKe opraHn3arlnrr MoHr.rropr,rHra 6egonacnocru B MeAr.rqr,rHcKr4x

opraHl43aur4cx.

B xoAe lrcnoJrHeur.rr rocyAapcrBeHnofi ifynxqur.r rro MoHr.rropunry 6esonacnocru
neKapcTBeHHbrx npe[aparoB, KaK ll B npeAhIAyIII]Ie rOAbI, OCyuIeCTBntnCt MOHI,ITOpIHr

uayvnofi npeccbr, rry6nnxaqrafi Bceuupnofi opraHLI3aIIuI{ 3ApaBooxpaHenur u peurenzfr
BeAyrrlrlx aapy6exurx perynrropHhlx arenTcrB r c$epe o6parqenrax JIeKapcrBeHHlIx

cpeAcrB c rreJrbro BbItBJreHI,rt HoBhrx AaHHbIx o 6esonacHocrll JIeKapcrBeHHbIx flpeflaparoB,
pa3perrreHHblx K MeArrIrI4HcKoMy [pLIMeHeHIrro s Poccuicr<ofi {De4epaqur'r.

B csrst.r c BruIBJIeHI,IeM nosoi r.rutfopuaqnu uo 6eeonacuocrl,I JIeKapcrBeHHEIx

fipeuaparoB (na:o6pa;r, AoIIeraKceJI, AporaBepLIH, AopItrIeHeM, cr,r6yr:panrran, ura6paAlrn,
KOJII,ICTI,IH I{ IOJII,IMI,IKCLI H, peHI,lH, arOMeJIaTI4H, BaIIblpOeBat KI4CJIOTa, qe$enZU,

3r.rupac[AoH, a TaKxe BaKIILIH, I{CnOJrb3yeMhIx AJI' lrMMyH 3A\nV HaCeJreHI'IrI B paMKaX

HaquonanrHoro KaJIeHAapt npo$r,uaxrrvecrlx [pI'IBlrBoK u Kanen4apr
upo$lrnarruvecKlrx npI/rBI,tBoK rro gnLrAeMI4qecKI,IM [oKa:taHI'ItM, yrBepxAeHnblx ttpl'lKa3oM

Mraua4pana Poccrau or 31.01.2011 Jf&5lu), r MnuucrepcrBo 3ApaBooxpaHeHnt Poccuficxofi
@egepaquu HalpaBJrexo 36 nr.rcena c rleJrEro paccMorpeHllt Borlpoca o [pI,IHtrxI4 peurenufi

rro BHeceHllro rgnaenenrai B HcrpyKllr.rro, rr3MeHeH[t [optAKa npoBeAeHI,It KrltHuqecK]tx

[CCleAosaHr.rft, uplIocTaHoBJIeHu[ [ptrMeHeHnt, o6 r4g'bsTvrvt I,I3 o6pauenu-r ulIlr
soso6HosreHul,I upI4MeHeHIit neKapcrBeHHhlx lpenaparoB.

B flpouecce ficrIoJIHeHLIt Pocs4panna4:opou rocy4apcraennoft (fynxqrau flo

Mor{r,ITopI{Hry 6egonacnocru reKapcrBeHurrx npeflaparoB, HaxoAtlqxxcx n o6palqenuu na

reppr4Toprdr.r Poccuficxofi @e4epaqnu, na cafi:re ony6luxonauo 74 auQopMaIIlIoHHbIx

nlrc6Ma AJrr cnerlH€urtrcToB 3ApaBooxpaHeHltt rlo HoBhIM AaHHbIM o 6egonacnocru

JreKapcTBeHHbIX npe[apaToB.
B qelrx rapMoHll3arlur,r 3aKoHoAareJrbxbrx rpe6oBaHllfi s o6racru MoHLIToplrHra

6egonacnocm JIeKapcTBeHHbIx npenapaTos 6rrao npeAnoxeHo BHecTI'I IEMeHeHIIJ{ B

(De4epanrnrtft 3aKoH or 12.04.2010 Ne6l-@3 <06 o6paqeun,I JIe(apcrBeHHbIx cpeAcrB)>'

pe€rJrri3oBagHlle B Oe4epalnrov 3aKoHe or 22.12.2014 Ne429-O3 <<O sHeceHuI'I

lr:rraeneHrafi r @e4epanurrfi saKoH <06 o6palqeulrll JleKapcrBeHnbrx cpeAcrBD.

4.2. Monnropunr 6egonacgocrrl MeArrqrlHcKrlx rr3Aerrrit
naxoAflrq[xcr r o6pauleunu Ira reppnTopun PoccnficKofi OeAepaqurr

B 2014 ro4y Pocr4paBHa,q3opoM [poBeAeHbI Mepoflpu-ffTnt no craHoBJIeHI'IIo cucreMbl

MoHI4Topr.rHra 6egonacnocrn MeAI,IqLIH9KIIX ulnenuit, HixoAtlquxct B o$paqeulll4 Ha

reppr.rropr4r4 Poccuficrofi (De4epaqull.

Bxe4penlte B npaKtllKy craHAaprlr3upoBauHblx MexaE[3MoB c6opa ra aHaJrI'I3a

r.rn(f oprvraqnr.r o 6e3o[acHocrlr MeAr.rqr,rHcKLIx r34elfirir [o3BoJItrJIo rlpeAorBparl.ITb

rrpr4MeHeHue [oTeHrluulnbHo olacHblx HeKaqecTBeHHhIx MeAI,TIII4HcKI{X ],1lgl:e|il4ir. 3a

orqetrui nepuoA n LmQopnraqnonxrrft pecypc AI'IC Pocr4paBHaA3oPa <<Moulrtoprlrr
6esonacHocru MeAnrllrucKr.rx Na4elufi>> nocryrrr.rJro 445 coo6ueultfi, nxlrroval noBTopnbre

coo6rqenax, o He6naronp[trHoM co6bITuI4

[pr.rMeHeHr{r4 MeAr,rqr,rHcKoro LI3AeJI[fl .
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Konuqecmeo coo6t4euuil o He)rcenamenbHbtx peaKqutx npu nput4eHeuuu ueduquucxtu
usdenuil, nocmynuaww e ALIC Pocsdpaeuadsopa sa 2014 zod

B panarax paccMorpeHr{r norryqennofi nn$opruaqnr,r o cepbe3urrx lr He[peAB]rAeHHhrx

r.rHqr{AeuTax nplr flp]rMeneHn[ Me.quqlrHcxux usAerI,I[ Bo I,rcnoJIHeHLIe [pLIKa3a Mxn:4pana
Poccur,r or 14.09.2012 Nel75H <06 ymepxaeHr,ru noptAra ocyulecrBnenl,Iff MoHI,IropI,IHra

6egouacnocru MeAr,rrlr4HcKr,rx rao4enafi>> (saperr,Ictpr.rposau MLIHIocrou Poccul.t 25.12.2012
Ns 26356), B rlenrx oIIeHKI,I yrpo3bl xLI3HlI u 3AopoBLIo fp:uqaH I{ MeAI,TqLIHcKLIX

pa6otuuror, AIrr^ trpr4nrr'tr4r perrreHr.rr o Aansxeftureu o6parqexun MeArrrlr,rHcKoro v34enur
Pocrgparnagsoponr 6rrro HanpaBneno 59 sanpocoa npol,r3BoA[TentM AaHHbIx MeAI{III{HcKI.rx

uzger.utrr o ueo6xo4r,uraocrr.r noATBepxAeHur r,rnu oIIpoBepxeHLIt rroJryrlennsrx cne4enui u
rrpeAcraBJrenr{r coorBercrByroqefi ran(f oprvrarlrira no r43noxeHnhrM o coo6ulexr,rr.r i[arrarvr.

B onrourerur.r 8 nauveHosaHnfi ueAraqnncru.x r.rs4enrfi no pe3yJrbrarzlM MoHLITopLrHra

6egonacnocru Pocs4paaxagsopoM opraHlI3oBaHEI KoHTpoJILHo-HaA3opHEIe Meponputrrrt.
IIpu nrrmaenulr npo6reu 6egonacnocru MeAr,rrlrlHcKr,rx us1eruir 3a rrpeAenzrMr,r

Poccuficxoft @e4epaqr.ru, B rleJrrx o6ecne.renru 3arlnrbr >Kvrgnvr u 3AopoBbr HaceJrexufl

Poccuficxofi (De4epaquu, s 2014 ro4y Poca4paBuaA3opoM 6smo Hanpaeneso 419 3arrpocoB
npoLI3BoAlITeJUrM nz4eluit c rleJrrro npeAcraBJreHllr npor.r3BoAr,rreJrrMr{ cBeAenufi o ssose
MeAr.rqr{HcKrrx uzaer,lit, rro KorophrM 6HrH sHtBrerrr upo6neurr 6egonacnocru, B

Pocczftcxyro @e4epa{urc, perueHr{}r KoMnaHr,rur no r,rx AaJrEuefiureuy o6paulenaro, a raKxe
MepOnpUtTI{tx, [peAnpuHI,IMaeMhIx IpOT,BBOAI/IT9JIeM MOAI,III,IHCKOTO I43AOJILI\ I,IJII,I ero
y[onnoMorreHHlrM [peAcraBxreJreM rro o6ecne.renr,rro 6egonacnocru [pr.rMeHeur,rJr

yraaaxnofi [poAyKqr,r]r.
flo pesynrraraM rrpoBeAeHHbrx Meponpu.rrufi Pocr4paBHaA3opoM n 2014 ro4y

on1r6r[xosaHo Il3 nuQopuaqr{ouHbrx n[ceM AJu c[eqnanncroB 3ApaBooxpaueHr,rr rro
HoBbrM,uaHHbrM o 6esonacHocrr,r MeAr4r[rncKr.rx lrsAerlrft .
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Pacnpedeneuue coo6qeuui o HeJrceramenbHbx peaKqxuu nedu4uucxttx usdenui,
nocmynusufiN e AemouamusuposaHHyto uuQopwaquouHyto ctrcmeMy Pocsdpaeuadsopa e
2014 zody, no o mnpaeumertrt

OcnoeHHN{z npo6lelrauu 6egouacxocru MeArrIIrdHcKr.Ix n:,qerrlft, BbrrBJreHHbrMr4 B
2014 ro4y,6rltn:

. aJrJreprr4qecKr,re peaKunu (xupypruqecKr4e neprrarKu, $ur<clrpyrouqr.rfi
ve4uquncrufi nJlacrblpE, BHyrpLIAepM€uIbHEre KoJrJrareHoBbre r.rMnJraHTarhr,
clr,rproBbre calQerxz);

. orKa3/Hapyurenur pa6omr cloxHofi rr,re4uqlrucroft TexHr4Kr.r (orur6ru r
rrpofpaMMHoM o6ecneqenza npu60pa Ans paAr,rorepa\un, HeAocrarorrHat
MorrlHocrb Jra3epa oQraaruonorurqecroft xupypruqecKoft cr,rcrenarr);

. HefinpaBuJrbrl.ar unrr4Ka\nfl 3aplAa 6arapen (xap4uocrruynaropu);

. Hapy[reHr.re r{eJrocrHocrr.r [pr4 I,IcnonrcoBaHnn (xupyprravecrr.re nepvarru);

. HapyrrreHne Qr,rxcaurm K Koxe (nefironnacTbrpr,r);
o 4eQemrr KaqecrBa (rue4uqr,rxcxr,rft rr.rnc, Tecr-crrcreMgr .rIJu in vitro

gnaruocrurra);
. HeBo3MoxHocrb HcnoJIb3oBaHHq BcreAcrBue geoerron (runpr,rqrt, uHr6I,

noAK;rroqlrqHbre rarerepsr);
o oruu6xv uc[oJrb3oBaHr4f, (naunu gnx Sororepanzr.r).

C qelrto olrltMlcaquu BbI[oJrHeHrrt rocyAapcrBeHnofi Synrquu no MoHr{TopnHry
6egonacnocru MeAr.Iq[rrcKI,IX uzgel.uit, HExoArrquxcr r o6paqenur.r Ha repprrropuu
Poccuftcrofi @e4epaqlrn, Bo r,rcrroJrneHr.re rrpnKa3a Mr,ru:4pana poccl,ru o-t 14,09.2012
Ns l75x (06 yrBepxAeHuI,I uoptAra ocyulecrBJreHr.rr Mour.rropr{Hfa oegouacuocrlr
MeA IIIIHOKI'IX t'ts4elufi>> paspa6oran A;rroparrra pa6oru c r,r3BellleHr,rrMr,r o HexeJrareJrLHhx
peaKrlmx npu [pr.rMeHeHr.rut MeAuIIr.rHCKr.tX Ue4enui B paMKax 14 cnoJrHeHrrrr
rocyAapcrBeHuofi Qynxqlrr.r IIo MoHr.rropr,rxry 6esonacHocrr,r MeAr4rlr.rHcrux ugaenufi.
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5. Ifepcnerr[BHbre rrJranbr pa6orrr Pocrqpanna43opa rro opran[3arlurr
rocyAapcTBeHHoro KoHTpoJrfl KaqecTBa JreKapcTBeHHbtx cpeAcTB, KOHTpOnfl
npoBeAenlq AoKnHHlqecK[x H rcnnxnqecKrrx [ccJreAosaH[ft n Monnroplura

6elonacnocrn JreKapcrBeHHHx npeflaparoB rl MeAuqrrHcrcnx nlge.lrlfi na 2015 roa:
5.1. coneprueucrBoBaH[e cucreMrr $e4epa.nuroro rocyAapcrBeHHoro HaA3opa r cQepe

o6pauleHr,rr JreKapcrBeHHbrx cpeAcrB B coorBercrBr.ut c lr3MeueHr.rrMr{ B

3aKoHoAareJrbcrBe Poccnftcrofi @e4epauzv, perynupForrleM o6pauqeuue
JreKapcrBeuHblx cpeAcrB, BHecenlrbrMrr @e4epa.irruuu 3aKoHoM or 22 gerafipt 2014 r.
J.lb 429-O3 <<O sHeceHr.tr r,rglrexexaft n @e4epaarnrrfi gaxox <06 o6parqeuuu
JreKapcrBeuHrrx cpeAcrB> ra Qe4epaluruu 3aKoHoM or 31 4exa6pr 2014 r. Ne 529-@3
(O BHeceH[u r.rguenenufi B orAeJrbHbre 3aKoHoaareJrbHbre aKTbr Poccuicrofi
lDe4epaqlrlr B qacru npoTzno4eficrour o6opory QanrcuQraqr,rpoBanHhrx,
ronrpaQaxrnrrx, ue4o6poxaqecrBeHHrrx n He3aperurcrptrpoBauHbrx JreKapcrBeuHbrx
cpeAcTB, MeAI,IIII4HoKLIX urgenr,Ifi u $anrcurlnqipoBtrHHbrx 6uoaoruqecrr.r aKTr4BHhrx

4o6anor>>;
5.2. ytacrve a paspa6orxe [poeKroB noA3aKoHHbrx aKToB B paMKax peaJrrrcaqrlr,r no[paBoK

r oe4epanrauft gaxon or 12.04.2010 Jllb6l-@3 <06 o6paqegr.rlr neKapcrBexnbrx
cpeAcTB);

5.3. yuacrr,re n paspa6orre [poeKToB HopMarv BHbrx upaBoBhrx aKToB, peryJrr4pyroqrrx
o6parrlenr,re neKapcrBeHHblx cpeAcrB B paMKax Tauoxennoro colo3a r,r E.qr.rnoro
3KoHOMLIqeCKOTo [pOCTpaHcTBa;

5.4. opranzsar{rrr rocyAapcrBexnoro KoH'rpoJrr KaqecrBa JreKapcrBeHHBlx cpeAcrB B
o6reve l,60/o o'r KoJrr.rqecrBa cepuft, nocrynaroq[x n o6panlenne;

5.5. rnegpeuue B rocyAapcrseunHfi KoHTpoJrb KaqecrBa JreKapcrBeHHlrx cpeAcrB MeroAa
Pavanoscxofi cleKTpocKolr4l,I;

5.6. 4amnefiuree pacmqpeHr.re 6u6naorern EI,IK-cuerrpoB JreKapcrBeHHhrx cpeAcrB B
rleJrfx cKpr,rHr{Hra r4x KaqecTBa;

5.7. pacurupeHze B3ar.rMoAe iacrsnry. c (De4epamuofi raMoxeHHofi cryx6ofi no rpoBeAeHr,rrc
nrepoupr,urr,rfi, Ha[paBneHHrrx Ha [peceqeHr.re BBo3a B POccr.lficryro (Degepaqraro
He4o6poxavecrBeHuhlx, Sanrcur[r,rqupoBanurrx ra rourpa$arrnbrx JreKapcrBeHHbrx
cpeAcTB rro cJreAyroq[M HiurpaBJreHr{rM:

- np[MeHeHr4e nposr.Ura pucKa AJrq BBo3r.rMErX JreKapcrBeHurrx CpeAcrB, Ha KaqecrBo
KOTOpbTX nocTy[aJrr{ peKJraMarlur4;

- ycTaHoBJIeHue npoQunx p[cKa AJI' BBo3I{Mbx Sapnaaqenrnvecrr.lx cy6cranqufi c qenrro
lpoBepKr.r ltx coorBercrBKr ycraHoBJreHHhrM HopMarlranrru rpe6oaauuru;

- paspa6orrca nI'IJIorHoro [poeKTa rlpoBepKr,r rroAJurHHocrr.r Saplraqenrr.rvecxvx cy6craxqufi
sKcnpecc-MeToAoM rrpa nx BBo3e;

5.8. pacurpeHxe MexrocyAapcrBeHnoro lurQopuaquonuoro o6uena, HanpaBJreHgoro Ha
nporuno4eficrBr,re pac[pocrpaueHr.rro ue4o6poravecrBeHuErx, rfanrcu$u qupoBaHH6rx
ra roxrpaSarrHbD( JreKapcrBeHubrx cpeAcrB;

5.9. pacrlrupeulre unQopuaqr,ronsoro o6uena c oapy6exnrrMr{ peryJrrropHbrMr.r opprgaMr.rg o6racru KoHTpoJrr 3a [poBeAeHr,reM KJrrHuqecKzx r4ccJreAoBanuft rexapctBe'Hhlx
npenapaToB.
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