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1. BseaeHre
Oanofi u3 ocHoBHbrx

J

-3aAaq B ooJracTH 3ApaBooxpaHeHur, o[peAeneHHorr
Crparerraefi Haquonarurofi 6esonacHocru Poccuficxoft Oe4epalJur4 lo 2020 roAa I,I

Crparerzeft nerapcrBeHHoro o6ecueqeHrar HaceJreHr{g Poccnficrofi (De4epaqvru Ao
2025 roAa, rBJuercr o6ecueqeHr4e HaceJreHrrf, Kat{ecrBeHHbrMr4, e$SemunHbrMrr rr

6esonacHbrMrr neKapcrBeHHbrMn cpeAcrBaMn.
B 2012 roAy Pocs4panHa.q3opoM rpoAon)KeHo

SyHrcquoHrrpyrcqe ir na Bcex 3rarrax o6paqenur neKapcrBeHHhrx cpeAcrB.
B 2012 roAy BBeAeH B 3Kcrrnyararlnrc na6oparopHufi KoMrrJreKc B

na6oparopHoro KoMrrJreKc a s Cu6upcKoM Qe4epanrHoM oKpyre.

KaqecTBa

coBepureHcrBoBaHl4e cncTeMbl

neKapcrBeHHbrx cpeAcTB,

flpunonxcKoM Se4epanurorr,r oKpyre, :aaqara SynrquoHr4poBarb na6oparoprax
KOHTpOnf, KaqeCTBa MeAr4rIrrHCKHX UN,rrvryHO6[OJrOfr4rreCKkrX [pe[apaToB Ha 6a"se

rocyAapcrBeHHofo KOHTpOnt

Orrmr rrorpr{qnrqotrrrl trfirrlfrr roqtlrsflrtrrroro
mlnnmrrrr ryrxmnt tprilfir r lttndmil $tlqwu

Corgerre
DOBpC$!X|t.I
rrrooFilEF*ar
xot||[mrcoB I
FirEo0,l
+Greprrrbrort
oEplrre

Erenpsne

rrEllrploc-
$grotqtrB
f,uilrpon|
rtl.gcrEil
rsrrpcfEsrHr

flpegEmrar

cpcnGtB G
!lrrnr:r"--tiBty{E/
rrrctrFcoc-

f;ffroPr5 tt'

#ffi:ffir'
t|!lr- | oflFr||Ir.rcoFroFrr mtrffi.oHrm [9rK
FE *rrcryprmmqoro.r*c

B 2012 roAy MeponpuflTnfl. rro rocyAapcrBeHHoMy KoHrponrc Kar{ecrBa

neKapcrBeHHbrx cpeAcrB B 72 perr4oHax Poccuficrofi @e4epaqzu Bcex

Se4epamHux oKpyroB (n 20lI r. 39 perrroHoB 5 QeaepurrrbHbrx orpyron)
corrpoBo)KA€rnucb or6opona o6pasqon neKapcrBeHHbrx cpeAcrB Arts sKcleprr43br rrx
KaqecrBa Ha coorBercrBue rpe6onaru4rM HopMarzeHofi AoKyMeHT a\vu.

CrpuuraHr KaqecrBa neKapcrBeHHbrx cpeAcrB Ha 6age 4-x nepeABr4x(Hbrx
ra6oparopnfi c ucrroJrb3oBaHneM Hepa3pyuanulero MeroAa rrpoBoAuncfl
Yupaueuvrflv'r Pocs4panHaA3opa ro cy6rerravr PoccrEficrofi (De4epaqran B 27
perlloHax Cenepo-KaBKa3cKoro, Cu6upcrcoro, IOxnoro v l{enrpanrHoro
Se4epanrHbrx oKpyroB (n 2011 r. - 22 peruouax 3 OO). B 4era6pe 2012 r.
na6oparopHbre KoMrrJreKcbr Bo Bcex Qe4epamnrrx oKpyrax o6ecneqenrr

{xIFHr rsoFEF- Hf|nr{clrF.r l![!|r |InDrur

rrepeABr4xH brMu na6 oparo pvrfrv,kr.



Fu6rurorexa EIrIK-crreKrpoB JreKapcrBeHHbrx cpeAcrB, SoprvrrapyeMas Ha 6ase

@fEy <I4nQoprraaqrrouHo-MeroAlrqecr<uit rIeHTp no 3Kcrleprl43e, yqery v aHanv3y

o6parqeHur cpeAcrB MeAr,rrlr4HcKoro [pr4MeHeHu.s>> PocsApaBHaA3opa, B 2012 roAy
pacnupeHa lo 392 HardMeHoBasuit.. Pocr4panHaA3op c f{eroM otrblra aMepI4KaHcKLIX

v rr,rraficrux cnequ€IlrucroB rrpr{cryrrun K [paKTHr{ecKoMy I,I3yqeHLIro MeroAa

PauaHoncxoft cnerrpocKorr[r{ B KaqecrBe gKcrrpecc-MeroA a aHarv3a JIC.
B 2012 r. o6teu rocyAapcrBeHHoro KoHrpont KaqecrBa neKapcrBeHHbIX

cpeAcrB yBeruqeH Ao 21242 gKcneprr43 neKapcrBeHHbrx cpeAcrB, tlro cocraBuilo
I\Yo or Bcex ceputrr, rocryutrBrur.rx B o6paqenue (a 20ll roAy - 12163 ercueprl43bl,
qro cocraBJrrer 6.6% or KoluqecrBa cepvir TIIIBIUI,IX B OOPAUICHI4E

lleprao4 Korn.recrBo 3Kcneprr{3
KarrecrBa JIC n paMKax

focy.IlapcTBeHHofo KoHTpoJIt

.{onr rocyAapcrBeHHoro KoHTpont

or o6ulero KoJII,IqecrBa cepl4ir IIC,
rrocrylaroulrrx B o6pauleHue

20t0 4143 r,gyo

2011 tzr63 6,604

20t2 2t242 t0%

Tarnu o6pasorra, s 2012 rogy Pocs4panHaA3opoM B paMKax rocyAapcrBeHHoro

KOHTpOJI' KaqeCTBa JIeKapCTBeHHbIX

oKcneprr{3, rIeM s 2011 ro.qy.

Poe4panHaA3op rlpeAcraBJlf,er

cpeAcrB npoBeAeHo B 1,7 pa3a 6olrure

pe3ynbrarbl lleponpzarufi rto KoHTponrc

Kar{ecrBa, eQQer<ruBHocrrr u 6esouacHocrl4 neKapcrBeHHbIX cpeAcrB, Koropble

rrpoBeAeHr s 2012 roAy.
CneAeHuq o Kor[rrecrBe rr3bsrbrx ur o6paqeHltq JIeKapcrBeHHbIx cpeAcrB I{

arleBT[rrecKrrx cy6cranqnfi s 2012 r,

Ko.nuqecrno
cepufi

Kornqectso
TOproBbrx

HarrMeHoBannfi

JlenapcrneHHble cpeAcrBa Ir

QapvraqenrllqecKlre cy6craHqnu

He,uo6porcaqecrBeHHble JIeKapcrBeHHbIe cpeAcrBa

32

t27

t52

13

6

4

JlerapcrneHHble cpeAcrBa, Koropble oro3BaHbl

npor{3BoAI,ITeJItMI,I ( lIM

@anrcuQrErrt4poBaHHble upenaparbl

@a-rrrcr,rQzqrrpoBauHue QaprraaIIeBTpIrIecKI,Ie
cy6cranuuu

I'I3TOTOBJIEHHbIC I{3 HI4X
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2. AHa"ur3 KaqecrBa JreKapcrBeHHblx cpeAcrB ga 2012 roa

2.1. [annbre o pe3yJrbrarax MoHnrop[Hra KaqecrBa JreKapcrBeHHblx cpeAcrB
s 2012 roAy

flo pesynbraraM MoHrrroplrHra KarrecrBa neKapcrBeHHbIX cpeAcrB, HaxoAtlr{I{xc.f, B

o6paqeHkrv Ha reppr{ropuu Poccuficrofi @eAepaquu B 2012 r., BbItBJIeHo I4 nzrsro 738
cepnfi 329 roproBbrx HauMeHosaHrrfi He4o6porcaqecrBeHHblx JIeKapcrBeHHbIX cpeAcrB:

O meqecma eHH b, e ne Kap cmoeHu bt e

cpe0cmea
3 apy 6 eucn bt e n e Kap cms eH H b, e

coedcmea
Topzoeotx
aaseaaurt

Cenufr Topzoeom
aaseaaufr

Cepufr
KOJ,-80 % KOJ}-80 %

23r 533 72% 98 205 28%

B srngnex ne rego6poKaqecrBeH H btx nerapcrBeH H btx cpegcrB
e 2012rony

(xonrrecreo cepri)

r nC oreqecrBeHHoro npon3BogcrBa o flc rapy6exHoro npo[3BoAcrBa



[rxaunra BbnBnexrr mego6porarecrBenHblx ne[apcrBeHxbtx
cpeAcrB oreqecrBenroro r sapy6exxoro npox3BoAcrBa

a 2012roey

JlGoreqecreeHHoro IlCrapy6exxoro
npox3BoAcTBa npo[3BoAcTBa

tr Toproaue Ha3BaHre I

Cpaennen unufi aHanr3 Bbtt BneHHbtx

HqAo6poraqecrBeHHbrx nerapcrBeHHblx GpeAcTB

3a nep,oA 2005 - 2012 n

2001 2008

tr TH (ronrrecrao) I Geprr (ronnrecrao)

2009 2010 mll

flnxauuxa Bbu BreHlrR HeAo6poKaqecTBeHH brx oTeqecrBeHH brx ll
3apy6exHbrx neKapcBeHHblx cpeAcrB

3a neproA 2005 - 2012 n
(ronrrecrao cepri|

2006 2007 2008 2009 2010 2011 2012

tr IIC oreqesrgexxoro npox3Bogcroa r IC rapy6exxoro npor3BoAcrBa



[epeueHr rapy6exHbrx rrporr3BoAnrerefi JreKapcrBeHHbrx cpeAcrB
no o6reuy ra6parconanHofi rrpoAyKqnrr, BbrflB.nenHoft n 2012 roAy*

JVb

n/n
Haw,,tenoBaHue
npouzeodameJr.n

Cmpaaa Ron-eo
cepufr

Ron-eo
TH

Ifoxasameru

I Curuyu Kcnpranr
(Dapvracuorr,rKan

Ko.JIra

Kpruafi l9 5 OnucaHze, Yuaronrca,
Mapxuponrca,
I{nerHocrr,
Konn.recrBeHHoe
OIIPE,IICJICHIIE

2 BepuHrep Znrelrxafirra
3nnac A.E.

fpeqnx t9 I OuzcaHne

a
J Eenae4nperaparbr PYII

(Eenrae4uperaparbr
oAo)

Pecny6nn
KA

Eenapycr

t8 6 Maprnpoma,
Ocraroqnrre
opraHr,rqecKr{e

PACTBOPIITCJII,I

4 Eopnconcrcufi ranog
MeAr4rIr{HCKr4X

nperaparon OAO
(Eopr.rconcrcnit 3aBoA

MeArrrIrIHcKnx
rperaparon PY[I)

Pecny6rra
KA

Eenapycr

t3 7 Onucanne,
Maprnponra, Cpe4Haa
Macca Lr oAHopoAHocTb
rro Macce,

MexaHzqecKrde
BKJIIOTIeHI4f,,

flocroponnne
TIPI,IMECU

5 IIIpex JIafiQ CafieHcns
flsr.JIra

I4I1,Anx l3 2 OuIacaHue, Yuarcoarca,
Cpegnxr laacca v
oAHOpOAHOCTb rro
Macce

6 Jla6oparopuu Posa-
(Durodapua

OpaHqrax 7 2 Ouzcanue

7 ,{xerr,ruHafi
Oapvracrrorurars tIHr

CIIIA 7 I Maprzponra,
PacrnopeHrae

8 Onrrruuft 3aBoA

fr{unc ooo
YrpauHa 6

.t
J OnucaHne, Yuaronra,

MexauuqecKue
BKJIIOqEHI4'T,

Pacua.qaeMocrb
9 36ese Oapnaa

fec.na.6.X. HSr. Kf
Ancrpux 6 a

J Onucanne

10 Caruer HHr CIIIA 5 2 OnucaHne
*CopruponKa [epeqHrr [poH3BeAeHa rro KoJrrrqecrBy cepuit



llepevenb oreqecrBeHH brx npoH3BoA nre.nefi JreKa pcrBeHHbrx cpeAcrB
IIo ca6parconaHHofr n u n 2Ol2 rory*

JVb

n/n
HaunnenocaHue
noouseodumenfl

Ron-eo
cepufi

Kon-eo
TH

Ifoxasamenu

I l{o,uuue
TEXHOJIO|VTI4 U

MapKerr4Hr OOO

26 6 Ouucasne, Ynarcoara, MaprrpoBKa,
O6rcru coAeplrt4Moro yrraKoBKlt,
flocropoHHue rpnMecr,r,
KoruqecrBeHHoe o[peAeneHlre

2 focHI4I4 oco6o
qucTbrx

6uonpeuaparon
OMEA OfYfI,
Poccur,/yrtaKoBano
3AO "Oapu@npua
"Coterc>>

24 4 Onncanue, flporpavHocrb,
CrepumHocrb, MexauuqecKr4e
BKIIOIICHI,I'

a
J l4p6urcrufi XO3

oAo
20 9 Ouncanue, Ynarconrca, flocropoHHr,re

rrpuMecn, Cpegnxr vracca vr

oAHOpOAHOCTb fro MaCCe,

PacnagaeMocrb, PacrsopeHne
4 Cnnres OAO t9 9 Onucanne, Vuaronxa, MaprrapoBKa,

I Inerrrocm, MexaHrvecKue BKJrroqeHr{r,
Ko&r.recrBeHHoe olpeAeJreHlre,
Po4crnenHhre rrpnMecu, pH, PacrnopeHue

5 Map6uoQaprvr OAO l9 6 Vuaronra, MaprupoBKa, Cpe4nxx Macca,
Cpe.qHrr Macca rr orKJroHeHue rro
cpe4ueft Macce, Cporc roAHocru,
Konr,rqecrBeHHoe o[peAeJreH[e,
MHrpo6nonorrrecKar qr4crora,

OlHopo.qHocrb Ao3r{poBaHr{f,
6 Bnoxnuurc OAO T7 9 OuncaHue, Ynarotxa, MapxupoBKa,

Cpe4Hrr Macca, MexanuqecKue
BKJrrorreHnf,, Cpe4Haa Macca u
oAHOpOAHOCTb rro MaCCe

7 BnSurex 3AO l7 6 Onzcanne, flnporeHHocrb, Cpe4nxr
Macca, Pacua4aeMocrb

8 .{arlrxzrr,r0apt
oAo

t4 7 OnucaHze, MaprupoBKa, Cpe4naa Macca,
MexannqecKlre BKJIroqeHlrr,
Koru.recrBeHHoe o[peAeJreHrre,
flIaporeunocrr

9 Enoreu HnU OY l4 2 Pacrnopenue, Cpe4Hflfl vracca vr

oAHopoAHocrb rro Macce, PacuagaeMocrb,
Koffr.recrBeHHoe o[peAeneHr,re

10 @aprvrcraHAapr-
Jlerccpe.{crna OAO

t3 3 Mnrcpo6uoJroruqecKaf, qr4crora,
floArnHuocrr

*CopruporKa rrepequr npor,BBeAeHa no KoruqecrBy cepuft
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Ilepe.reur oreqecrBeHHbrx npou3BoAure;refi no o6re*ry ra6parconannofi
npoAyrqnrr, BbrflBJreHnofi n 2012 roAy (rco.nnrectno cepnft)

IloAxue re)Gonomr n

uapxeruxr OOO - 3,5%
f ocH h 14 oco6o r.l,rcrbrx

6nonpenaparoa OIvEA

Of Yfl , Pocors/ynaroaano
3AO "tDapuOnpua
"Gorerc> - 3.2olo

npoq[e oreqecrBeHHbte

n poxsBoAnrenn - 47,4o/o

l4p6nrcxnf, XO3 OAO -

2.8o/o

OapMcraHAapr-

IlercpeAsrea ON - 1,7ofr

Cnrreg Olo-2,5o/o

tvhp6no@pu oAo
-2,50/0

Bnororurx OAO -

2,3Yo

fianuntm@pu OAO-
1.9o/o

Enorex Hnq OY
- 1,9o/o;

Bnfircx3AO - 2,3olo

Ilepe.renr 3apy6erNsrbrx nporr3BoArrreJreft no o6reMy 3a6paKoBaHHof
rrpoAyKqH[, BbrflBJreHHofi B 2Ol2 roAy (rcoJrrrrecrBo cepnft)

SepnHrep hxrenunfirit
9nnac AE., f peuus - 2,6Yo

npoqre oapy6exrue
n po!f gBoA!rrenu -1 2,5o/o

Cnurpr Kcrpraxr
pruKan Ko.Ilra,

KwaI' -2,6o/o

Senuegnpenaparbr PYn
(6enueAnpenaparbl
OAO), Pecny6nnxa
Eenappb - 2,4o/o

tUpen tlaiQCaiexclrg
nBr.nrA, VnAue - 1,8o/o

EopncoBcKxf, saBoA
r|eAl|quHcKl4x npenapaToB
OAO (EopxcoBcrni saeo4
MeAu qlt Hcnrx npenapaToB

PYfl), Pecny6nura

Caruen hrx. CIUA- 0

36eBe Oapila fec.M.6.X
Hff. Kf, ABcrpnc - 0.8%

rla6oparopr,rn Po3a- Eenapych -1'8%

Onurxufi 3aBoA fHqnG
OOO, Yrpauxa - 0,8% culA- 1%



l0

Crpyrrypa nego6poKarrecrBeHHbrx JreKapcrBenHbrx cpeAcrB rro
JreKapcrBeHHbrM Qopruau

JIe xapcmeenH bte Q opn of OmertecmqeHHbte
npouseodumenu,

%

3apydeucaote
nporceodumeJru,

%

Bceeo,
%

)Kudxue JIcD (pacmgopbr,

cycneH3uu (eseecu), ewyJtbcuu,

HACmOU U Om6ApU, CUpOnbr,

u ac mo iltcu, gKc mpaKmbr,

rcarutu)

39,3 14,8 54,1

Teepdorc JIQD (ma6nemKu,

dpacrce, zpaHyJtbt, nopolaKu,
c6opot, Kancyttbt, xapaudauu
JteKqpcm6euuue)

28,3 '|,0,7 39

Iulnacue JIcD

(uasu, cynno3umopuu,
nuilollu, JluHuMeHmbt,

KAnCVJlbt, nacmoil

3,5 1,5 5

JIercapcm6eHHoe
pacmumenbHoe c brpbe (JIP C)

1 1

Ifpoque 0,1 0,8 0,9
* - aalee JI(D

Pac npe4eneHre BbnBreHHbrx B 201 2 rogy HeAo6pora qecrBe Hrbtx
ne Ka pcrBeHxbrx cpeAcrB no ne Ka pcrBe HHbrM {opua u

(gonn,%)

il11
xrArre flO

39,0

reepguellO

0,9 {.0
npovrellO np6

5,0

unrureflO
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Crpyrcrypa rroKa3are.nefr HecoorBercrBur KarrecrBa JreKapcrBeHHbrx cpeAcrB,
If3bflTbrx ur o6pauleHufl s 2012 roAy

(rco.nu.recrso cepnft)
JVb n/n fI o xas amer b H ec o om6 emcm6 an ,{onn, %

I Onvcaune 29%

2 Cocran 12,6Yo

3 Ynaxosxa* ll,7oA

4 Mapruponra* TO,IVO

5 MexanuqecKple BKJrK)qeHr{t 4,80

6 KorzqecrBeHHoe orrpeAeneHne 4%

7 Muxpo6HoJrornqecKa;r qr{crora 3,6yo

8 Cpe4urr Macca 3,60

9 [pyrrae rroKa3areJrr4 20,6yo
* - HexpuruqecKlle rroKa3areJILI

Pacn pe4eneHlre noKa3arenefi HecoorBercrBnf,
KaqecTBa neKapcTBeHHbrx cpeAcTB

I Kpnrrrec[re nora3arenx
B Herpnrr {ecrtre noffa3arenr (YnaroeKa, ll,laprr poera)



l2

Cpannnre.nsnufi aHaJrug [oKa3areJrefi necoorBercrBlrfl KaqecrBa

3apy6exHbre opraHr3arlurr
IIpor|3BoAI|TeJrl| JleKapcrBeHHblx cpeAcrB

OreqecrBenHbre opranrr3arl[[
rrpon3BoAHTeJrH JreKapcTBeHHbIx cpeAcTB

Ifoxasament
HecoomSemcmSufl

,{onnr 96 ffoxasamant
Hecoomgemcmgun

,(onnr 96

Onucanne 37.5% Onncanue 26.0%
Cocras Cocran 17,0o

Vnarosra* 16.2% Ynarosra* t0.r%
Maprr,rposra* 24.0Yo Mapruponra* 5,3yo

MexanuqecKlle BKJIIo.IeHITI 2,\yo Mexanu.recKrre BKJIIoTIeHI,LS 5,6yo

Konu.IecrseHHoe
onpeAeneHrre

l,gyo KonFIecrBeHHoe
OTIDC.IIENEHLIE

4,7yo

Murpo6uororl4rlecKat
TIHCTOTA

0,soh Murpo6noJrorulrecKitt
qlrcToTa

4,7yo

Cpe,{nsq Macca 1.4% Cpeffrqr Macca 4.3%

.Ilovrue rlo Ka3areJII,I l5,7yo .Ilpvrue rIoKuBareJIIr 22,3yo

JreKapcrBenHbrx cpeAcrB rapy6excnoro rl oreqecrBeHHoro nporl3BoAcrBa,
r3bnrbrx nr o6paqeHrfl n 2012 roAV

t - Hercpnrl{qecKue rIoK€BareJILI

3a 2012 roA rrpor,r3BoAurersMrr (4ernapaHral,ru) neKapcrBeHHbIX cpeAcrB

rrprrnrrrbr peureHr4r o6 orsHee ras o6parrleHl,rf, 152 roproBblx HaldMeHoBanuit 549

cepr4vr neKapcTBeHHbrx cpeAcTB, B ToM qHcJIe:

Cperu.r oro3BaHHbIX neKapcrBeHHbIX cpeAcrB rlperaparu :apy6exHoro
rrpolr3BoAcTBa:

OreqecrBenHbre JreKapcrBeHHbte
cpeAcTBa

3apy6exHbre JreKapcrBeHHble
cpeAcrBa

HatuaeaoeaHun
(xonuvecmeo)

Cepuu HawwenosaHun
(rconuvecmeo)

Cepuu
KOJt-60 % KOJI-80 %

94 236 43.0 58 313 57,0

Cmpana Topzoeotx
HAUrlteHOeAnUil
(xonurrecmoo)

Cenuit
KOJ|UqeCmS0 %

JlercapcmneHHue cpedcmea
noouseodcmqa cmDaH Eeoonat

26 t72 55

Jf ercapc maeHHbt e cp e d c me a
noouseodcmqa cmDaH Asuu

15 78 25

Jf ercapcmneHHbte cpedcmea
npouseodcmqa CIIIA

2 6 2

JfercapcmeeHHde cpedcmea
npouseodcmea cmpaH CHf

15 57 18



13

Pacnpegenerxe ne(apcrBeHmbrx cpeAcrB, oro3Barrbtx x3
o6paqexrn npox3BoArrenRmr (gexnaparramr) ra 2012 roe

Hahi/EHoBaxue (ronuvecreo) I Cepnra (ronuvecrao

IIG oreqecreeHnoro npor:rBoAcrBa IIG rapy6exnoro[pox3BoAcrBa

firmmrra Errute rett.pcnstrxbfx cpqgcrr xs o6p.ul€H]rt
3e rcptroA 2O1G2012 n

600

500

4m

3m

2m

100

0

I ToproBbte Ha3BaHltR

r cepytl,l

2010roa 2011rog 2012 roA
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2.2. lannste o peyJrbrarax rocyAapcrBeHHoro KoHTpoJrfl KarlecrBa
JreKapcrBeHHbrx cpeAcrB, rrpoBeAenHoro s 2012 roAy

flo pe3yJrbraraM rocyAapcrBeHHoro KoHTponr KaqecrBa neKapcrBeHHblx

cpeAcrB rrpoBepeHo 21242 o6pa:qa neKapcrBeHHbrx cpeAcrB, r43 lnux 15462 -no
rroKa3areJrsM, ycranoBneHHbrM nopuaruunofi AoKyMeHTanTuetrt, pr 5780 - c

rrcrroJrb3oBaHueM Hepa3pyrlarcqero MeroAa Ha 6age nepeABIDKHbIX gKcnpecc-

na6oparopr.rfi.
Or6op o6pasqon neKapcrBeHHhrx cpeAcrB B rlerf,x rlpoBepKll Ha coorBercrBue

rroKinareJrrM Hopruarnnnofi AoKyMeHTarryru ocyulecrBlrs;rcs. YupannenkrflMvr

Poca4panHaA3opa no cy6reKraM Poccuficroft @e.qepaIII,IH s 72 perlloHax Bcex

Se4epanrHbrx oKpyros Poccuficrofi (De4epaqHn.

CrcpnHuur

ro cy6rercrau Poccnficroft (De4epaqura B 27 pernoHax Cenepo-KaBKir3cKoro,

Cu6upcrcoro, IOxHoro u I{eHrpanrHoro Qe4epalrHbrx oKpyroB.

3rcnepru3a KarrecrBa JreKapcrBenHblx cpeAcrB rlo rocyAapcrBeHHoMy
KoHTpoJrIo no QeqepaJrbHblM oKpyraM n 20ll '2012 n.

Hep:}3pyruarcIIIero
KaqecTBa neKapcrBeHHbIX cpeAcTB c

MeroAa s 2012 r. rpoBoAvrilcs, YnparneHwtt.:lr.u
LICIIOJIb3OBAHLICM

Pocs4panH4A3opa

@e4epanruufi oxpyr
KonH.Iecrno
3Kc[eprr43,

BCefo

KonH.rectno
sKClepT[3 rIO

BCEM IIOKTBATEJI'M

Konu.{ecrso
9KCrIepTkt3

Hepa3pyuIarcIIIHMIit
SKCrrpecc-MeToAaM[

2011 r. 2012 r. 20ll r. 2012 r. 2011 r. 2012 r.

Cu6vrpcruir 42s4 474r 3321 2835 933 1906

Cenepo-Kasra3crufi 2399 4442 1505 2557 894 1885

IOxnufi 2810 3487 23r0 1851 s00 1636

Vpanrcrrafi 570 570 1996

.I[anrHenocro.IHrrZ 40 40 1862

flpnnonxcrufi 986

Cenepo-3ana4Hrrfi 1528

I{eHrpanrnrrfi I s58 r205 3s3

nTofo 10073 20600 7746 r4820 2327 5780
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B 2012
HOpMaTr4BHOfi

f. rrpoBepeHbr Ha cooTBeTcTBlre Tpe6oBaHvtflM, ycTaHoBJreHHbrM

AOKyMeHT Arlliteir, cneAyroque fpyIIIIbr neKapcrBeHHhrx cpeAcrB :

l) Qaprr,rarleBTr,rqecKr,re cy6craHquu, nepacoacoBaHHhre neKapcrBeHHhre
cpeAcTBa B Qoprvre (aHfpo)), a TaK)r(e neKapcTBeHHbre cpeAcTBa,
IIpOLt3BOArrMbre Ha rrpou3BoAcTBeHHbrx rrJrorqaAKax rro KoHTpaKry;

2) nuepable BBo3IaMbIe u BrIepBbIe npolr3BoArrMbre neKapcrBeHHbre cpeAcrBa;
3) nerapcrBeHHhle rpelaparbr, rro KoropbrM s 2011 ro4y BbrrBJreHEr Saxru

HECOOTBCTCTB14f, rpe6onannru nopuarznnofi AoKyMeHTarIuLr u
KoropbrM B 2010-2011 rr. Bbrf,BrreHbrneKapcTBeHHbre npelapaTbr, [o

Q arcrrr S anrcnf trKar\uLr;
4) npeuaparbl, roJDrqaeMble u3 KpoBlr Lr rrJr€r3Mbr qeJroBeKa, raHrep$epoHhr;
5 ) rvreanqr{HcKr,re uurvryno6lroJrornqecKLre [pelaparbr ;

6) HenapKorr4rrecKpre aHarrbreruKr4 u )KapoloHr{)Karourde cpeAcrBa;
7) nporuBo€urJreprr4qecKlre cpeAcrBa;
8) nenapcrBeHHhre cpeAcrBa, upuMeHreMbre n oQranrMonorrr4;
9) ce4aruBHbre cpeAcrBa v aHTpr4errpeccaHTbr;

10) aHrn6nornrn (nerapcrneHHbre Qoprrarr Anr uHrercquft B Bu4e
noporrrKon, ruaoQnJrlr3aroB, lnoQusupoBaHHbrx noporuxon);

11) cpeAcrBa, rpnMeHrreMbre rrplr HapyrueHr4.f,x o6ueHa BerrlecrB;
12) ropMoH€rnbHhreneKapcrBeHHhre cpeAcrBa;
l3) neKapcrBeHHbre cpeAcrBa, rlMeroqr4e cueKTpbr cpaBHeHur Anfl

orrpeAeJreHur rroAJrrrHHocTu Hepa3pynarcql4Mrr sKclpecc-MeToAaMv ;

14) neKapcrBeHHbre [pe[aparbr, [p[MeHeH]re Koropbrx Bbr3BaJro

He)KeJraTenbHyro peaKrlurc.

CneAenufl o rrpnBJreKaeMbrx 3KcueprHblx opraH[3alluflx

}E
nln HacsaH[e 3Kcrreprnofi opranu3allun

I
fY3 <I{eHTp KoHTpor.f, KarrecrBa JreKapcrBeHHbIX cpeAcrB

OOJIACTH>

EMEm

Koruqecrno
SKCNEDTH3n

Bcero
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B 2012 r. o6reu rocyAapcrBeHHoro
cpeAcrB yBenr,rqeH Ao 21242 eKcneprl,I3,
nocryrrarorrlux B o6paqenne:

KOHTpOJTT KaqeCTBa
rrro cocraBuJro I0%

neKapcrBeHHbrx
or Bcex cepuir

fleprao4 Konu.rectBo gKcrreprl,I3

KaqecrBa JIC s paMKax
rocy.{apcrBeHHofo KoHTpoJlt

Aors rocyAapcrBeHHoro KoHTpoJIt

or o6ulero KonurrecrBa cepllfi JlC,
rrocryrraroqrrx B o6paulenue

2010 4r43 r.9%
20tl 12163 6,6yo

2012 21242 r0%

Tarnu o6pa"rou, s2012 roAy PocagparHaA3opoM B paMKax rocyAapcrBeHHoro
KoHTpoJrr KanecrBa JreKapcrBeHHbrx cpeAcrB npoBeAeHo rlotrrl{ n lr7 pasa 6olrue
eKcreprn3, qeM s20t1 ro4y.

En6nuorera EI4K-cneKrpoB JreKapcrBeHHbrx cpeAcrB s 2012 roAy pacnupeHa

Ao 392 HanMeHoBattutrr. Pocs4panHaA3op c freroM onhlTa aMeprlKaHcKlftx u
rnraficrcnx crrequurnucroB nplrcryrrun K npaKT[rrecKoMy [I3fIeHI,Irc Mero.4a

Palranoscrofi crleKTpocKonl{Ir B KaqecrBe 3Kcnpecc-MeroAa

neKapcTBeHHbrx cpeAcTB.

alIaJru3a
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B 2012 rogy B paMKax rocyAapcrBeHHoro KoHTpoJUr KaqecrBa neKapcrBeHHblx

cpeAcrB rrpoBepeHo Ha coorBercrBue ycraHoBJIeHHhIM rpe6onaHustvt2l242 o6paap
neKapcrBeHHbrx cpeAcrB, rI3 HLlx:

-642 o6pa:qa Ha 6age rpnBnerreHHblx Pocs4panHaA3opoM oKcneprHblx
opraHr,r3aqufi n coorBercrBr{u c rocyAapcrBeHHbrMrr KoHTpaKTaM}I, 3aKrrcqeHHbIMrI

rro pe3ynbraraM KoHKypca;
-14820 o6pasqon Ha 6a:e na6oparopHbrx KoMrIJIeKcoB B Se4epalrnux

oKpyfax;
-5780 o6pa:qon, ilpoBepeHHblx Hepa3pyIxaIoIIIHM MeroAoM Ha 6ase

rrepeABr,DKHbrx oKcrrpecc-naboparopufi .

f ocylapcrnenHsrfi KoHTpoJrb KaqecrBa JreKapcrBeHHblx cpeAcr s s 2012 roAy

97%

r o16op o6pasqoe/|Cy
nponseo4rrenei u

rmnopre poe.IlC

r 0160p o6paeqoe.flCs
onToBbtx

Qa prvra qe arnecxux
opra Hr€a quf x, a nTeqHblx 1,1

MeA1.lqxHcKl,rx

opra Hh3a qxf,x

rocyAapcTBeHHoro KoHTpont KaqecTBa

ToproBbrx HalrMeHoBaHAir 222 cepufi
cpeAcTB, He oTBerlalorqux rpe6o BaHlItM HopMaTIdBHofi AoKyMeHTaIII4rI.

C paex nrenuau i anan 13 BbltBneH ri e 2O06-2O12 rr xego6poraqscrBeH H btx
neKapcrBeHHbrx cpqAGTB B pam(ax rocygapcrBeHHoro roHrpont KaqecrBa

nerapcTBolr lrbrx cpqAcrB

222

I Toproasro Hariloxooaxrn (ronnrecrao) tr Cepr, (ronrxecrao)

flo p*ynbraraM
cpeAcrB BbrrBJreHo lI4

neKapcrBeHHbIX

neKapcrBeHHbrx



18

Ynenn.reHue Bbrf,BJlreMocrrr B o6paqeuuu He4o6porarrecrBeHHbrx
neKapcrBeHHhIX cpeAcrB s 20ll-20l2 rr. rro cpaBHeHr4ro c npeAbrAyrrluMn roAaMrr
rlo3BoJlf,er cAenarb BbrBoA o6 sQSeKruBHocrlr rpnHlrMaeMbrx Pocs4panHaA3opoM
Mep ro peQoprvrnpoBaHnro crrcreMbr rocyAapcrBeHHoro KoHTponr KarrecrBa
JreKapcTBeHHbrx cpeAcTB.

B paMKax rocyAapcrBeHHoro KoHTpoJrr BbrrBJreHo 184 cepvvr
ne4o6porcaqecrBeHHbrx neKapcrBeHnbrx cpeAcrB oreqecrBeHHoro [por43Bo.qcrBa
(83%) u 38 cepuir ne4o6poraqecrBeHHbrx neKapcrBeHHbrx cpe.qcrB eapy6exnoro
rpor,r3BoA crna (l 7 %o).

B o6ulervr o6reue [3arrbrx ue4o6poxa.recrBeHHblx neKapcrBeHHbIX cpeAcrB

Aorq ne4o6porarrecrBeHHbrx neKapcrBeHHbIX cpeAcrB, o6pasqrr Koropblx

oro6pauu y lpor,r3Bo4nrelefi 14 ]rMrroprepoB JIeKapcrBeHHBIx cpeAcrB, cocraB]IJla

7,2yo (11 roproBbrx Har{MeHoBanuit 16 ceprnfi), Aont ne4o6poraqecrBeHHblx

neKapcrBeHHbrx cpeAcrB, o6pa^rqrr Koropbrx oro6panrr B arITerIHbIx u MeAHIITIHcKax

opraHrr3arl yrflx, y onroBbrx QaprvraqenrllrlecKrlx opraHrl3aqwtrt - 92,8Yo ( 1 03 roproBblx
HarrMeHoB alauir 206 cepnfi).

BHssreHne ne4obpoKarrecrBeHnblx JIeKapsrBeHHbIx cpeAcrB st 2012

foA B paMKax rocyAapcTBeHHofo KoHTponfl

(rco.nu.recrno ceplft)

I roluqecrno ne4o6poKarrecrBenHbrx neKapcrBeHHblx cpe,qcrB oreqecrBeHHoro r
I roila.recrro ne4o6poKarrecrBenHbrx JreKapcrBenHblx cpeAcrB sapldexnoro rIpoI{3BoAcrBa

17,0o/o

93,0%
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Burercx rc xego6po[aq€6t€H Hbrx rrcxrpcracn H btx cpef,grl
! pamrrx rocyglpclcHHoro roxTpont t(.qGcrn s 2Ot2 r.

f Ao na xego6poxarecraer{}rbrx
nexapcTaeHHbrx cpe.qcra,
odparuu xoropbrx oro6paxu y
npor3BoArrenel r rmnoprepoe
nexapcTaeHHux cpeAcTE

r Aonn HeAo6poxa.{ecraeHHux
neKapcTaeHHux cpeAcTa,
o6parqu xoropux oro6paHbr B

anTer{Hux l{ MeAlrq9rHcKrx
opraHr3aqrsr, y onToaux
Qapmaqeerrsecxrx opraxr:aqrfi92,8916

Han6onuuee KoJrrqecrBo o6parqor HeAo6poKaqecrBeHHbrx neKapcrBeHHhlx

cpeAcTB B paMKax focyAapcTBeHHoro KoHTpont JIeKapcTBeHHbIx cpeAcTB BbItBJIeHO

n YpalrcKoM rr Cenepo-KaBKa3cKorvr Qe4epaJIbHbIx oKpyrax - 52, HaI,IMeHbruee

Korr4qecrBo B IO)KHoM SeAepaJrbHoM oKpyre -19, Cu6upcKoM Se4epanrHoM oKpyre

- !6,,{anrnenocrorrHoM Se4epanrHoM oKpyre -15, I{enrpanbHoM Se4epanrHou
oKpyre - 10.

BrrcBileH[e uego6poraqecTBeHHblx neKapcTBeHHbIx cpeACTBr sKcneprlr3a

Koropbrx npoBeAena Se4epalrHrruu la6opampnblMn KoMrIJleKcaMrr B

2012 rogy, no QegeparbnblM oKPYraM

2835

Ypanbct(rt Ceaepo- Ceepo-
OO IGE(aoKlrt SanaAHbrF

oo oo

llpraoru<c
Kxf, OO

Cn6xpcr(r4I trlanuxe-
OO msro.fiun

oo

tlerrpans-
xui OO

I Korl,t.recrso srcc[eprll3 I Kornqecrno o6pasqon ne4o6poxauecrBeHHbtxJrelcapcrBeHHbtxcpeAcrB

lOn<xui tDO
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B crpyrcrype rroK€Barelefi HecoorBercrBrrr KaqecrBa JIeKapcrBeHHbIX cpeAcrB,

BbrrBJreHHbrx B paMKax rocyAapcTBeHHofo KoHTpou KaqecTBa JreKapcTBeHHbIx

cpeAcrB Hall6olrruee KoJrurrecrBo cepuir sa6paronaHbl rro rIoKEBareJIf M :

-ollrcaHr4e - 43 cepl4u ue4o6poraqecrBeHHblx JIeKapcrBeHHhIx cpeAcrB;
-pacrBope :avre - 28 cepuit uego6poraqecrBeHHblx neKapcrBeHHblx cpeAcrB ;
-Korr,rqecrBeHHoe onpeAeneHue 28 cepufi He4o6porcaqecrBeHHblx

neKapcrBeHHbrx cpeAcrB;
-cpeArrrr Macca rr oAHopoAuocrb rro Macce - 24 cepun ne4o6poKatlecrBeHHblx

neKapcTBeHHbrx cpeAcTB;

-uraxpo6uoron4qecKarr rrr,rcrora 24 cepuvr ne4o6porcaqecrBeHHblx

neKapcTBeHHbIx cpeAcTB;

-pacrraAaeMocrb - | 4 cepufi He4o6poKarrecrBeHHblx neKapcrBeHHblx cpeAcrB;

-nuporeHHocrb - 12 cepufi ne4o6poKaqecrBeHHblx neKapcrBeHHbIX cpeAcrB ;

-ynaKoBKa - 1I cepufi ne4o6poratrecrBeHHblx neKapcrBeHHbIX cpeAcrB;

-MapKr{poBKa - 10 cepnfi ue4o6poraqecrBeHHblx JIeKapcrBeHHbIX cpeAcrB;

-o6reru coAepxr,rMoro/ugsreraeuufi o6reu - 9 cepuir ne4o6poraqecrBeHHblx

neKapcTBeHHbIX cpeAcrB;
-oAHopoAHocrb Ao3trpoBaHnr - 8 cepuir He4o6porarrecrBeHHblx

neKapcTBeHHbrx cpeAcrB;
-nocropoHHlre upunaecu - 8 cepnft Hego6poraqecrBeHHblx JIeKapcrBeHHbIx

cpeAcrB;
-rlBerHocrs - 7 cepufi He4o6poraqecrBeHHblx neKapcrBeHHbrx cpeAcrB;

-pH - 4 cepuu He,4o6porcaqecrBeHHblx JIeKapcrBeHHbIX cpeAcrB;

-nooque rroKa3arenn - l3 cepl4ft.

crpyrrypa rrorcalare.neft HecooTBeTcTBr!fl Kaq€cIBa JIC, rl36qrrrx rrs o6paruer|l|q 3a

2Ol2 r. B xoAe rocyaapcTBeHHofo rcorrTponfl KlqecTBa neKrepcTBerrllErx cpeAcTB

(xo.nnvecrno cepuft)

'17,20/o

! onucanue - 17.2o/o

E pacrnopenrae - |l,2o/o
I cpe4nrr Macca H oauopoAHocrs no uacce - 9,6Vo

I naporennocts - 4,8o/o

I vaprcrponrca - 4%o

[J oAnopoanocrb ao3*rpoBaHut - 3,2o/o

I ve:<anu.recxne npmtlr'ecu- 2,8o/o

lpH- l,60/o

! rcorra.recrseHHoe onpeAeJresse - ll,2o/o

D rvruqro6NonoruqecKat sugtora - 9,60/o

I pacna.4aerr,rocrs - 5,60/o

Nl ynaxorxa - 4,47o

I o6seu coAepx(HMoro/usgrelcaevrrfi odreru - 3

I uocroponnue npr4Mecn - 3,2o/o

! nssrHocrr-2.89/0
I tpotme-S,2o/o

2,80/o
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[epe.reHb opraHrnaqufi -n pon3BoAnrereft JIC, na rpoAyKrlrrro Koropbrx
rlocryrllrJro nan6o;rbruee Kor[qecrBo peKJrauaqnfi B paMKax rocyAapcrBeHHoro

2012KOH'l'pOJr'r Ka{eCTBa JTeKaDCTBeHHbTX CDe,IICTB B LVtZ f.
Jvb HaseaHue op?awu3aquu Jf e xap cme e an ot rt np en ap sm Konaqecmeo

cenuil
I OAO "Map6uo$apu" Acrop6unoB:If, Kr{cnora Ap:DKe 50 vr

(6anrclr rrorrnMepHbre) Ng200
l0

Acrop6uHoBalr Kr,rcJrora flopomoK An.r
flpr.reMa BHyrpb, 1 r (uarerrr) Nsl

2

Analrrun ra6nerrn
500 rrar (ynaronxu 6esrrqefiroeue

KoHrypHhre) llbl0

a
J

Kopnaror KarrJrr,r AJrr npneMa BHyrpb,
25 ul ($naron-rareJrbHr{rlbr) lllb I

a
J

Penur Apaxe (6aHrr.r nomruepuue)
Ilb100

I

2 OAO "I4p6urcxufi xprrraIa o-

Saprr,raqenruqecruft 3aBog"

Anamruu ra6rerrn
500 ur (ynaronru 6egrsqeftrosrre

KoHrypHbre) itlb l0

a
J

Merponu4agor ra6rerxu
250 ur (yraronru 6esrf,.refironrre

KoHrvDHbre) Ilb l0

I

flapauerauor ra6rerrn 500 nar

(ynaronxn 6esr.f,qefirorrre ronrypnrre)
Ilb l0

4

Hurpoxcorun ta6nemra rIoKpbITbIe

o6oro.moft 50 ur (ynaronrr,r
.f,qefirosrre KonrypHble) Ilb 50

6

AqeruncaruqlrnoBzul KI{cJIora ra6letxu
500 nar (ynaxonrn 6egtsqeftxonrre

KoHrypHbre) Ilb l0

1

I{nrparr,ron fI ta6nerru (yuaromr
6esr.f,qefiroBble KoHrypnue) Ilb l0

1

Asanrrun ra6nerxu 500 rur (ynaxoaxu
s.refironrre KoHrypHble) Ilb 10

I

J OAO ".{amxnruSapu" Kamqu.s xnopnA pacrBop Ant
BHyrpuBeHHoro BBeAenur, l0 un

100 ur/rran (arvruynu) Jt|b 10

9

I4xruon cyrrrro3r,rropr.rlr peKTiuIbHbIe

200 rrar (ynaxomx s.reftronrre
KoHrypHbre) Ns l0

I

Acxop6unoBirr Kr{cnora pacrBop Ant
BHyrpr{BeHHofo u BHyTpr{MbrrueqHofo

BBeAeHu.f,,2 rrar 50 ur/rvrn (aunylu)
Ne l0

I

Kopnanor Ka[Jrrr AJrr nprreMa BHyrpb,
25 ul (tfnaroH-rarreJrbHlrrlbr reMHoro

crerrta) Nsl

2

Kanrrlns xnoplrA pacrBop AJrt
BnyrpuBeHnoro BBeAeuur, 5 Mr

100 rr,r/rra.rr (arunvnu) Ns l0

I
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JVb HaseaHue opzaHusaqua JIe xap cme erutot il np enap am Konuvecmeo
cepuil

4 OY "H[IU "BHoreH" XroprercnAilH pacrBop An.r Mecruoro u
Hapy)KHoro npuMeueHlrt, 100 rran 0.05%

(([naroun roJII,IerI.IJIeHoBhIe c
ronr.rMepHoft naca,urofi ) Jtlb I

9

XroprercnAl{H pacrBop Ant MecrHoro E

HapyxHoro rpuMeHeHrl t, 7 0 latr 0.05%
(SnaxoHu rroJrugTuJleHoBble c
rroJII,IMepHofi uacagrofi ) No I

4

5 OAO "OapMcraHAapr-
JIercpe4crna"

Acro$en-fl ra6nemr.r (ynaxonxn
gqeftrosrre KoHrypHble) Ns l0

ll

Myrarruu ra6nerxu 50 ur (ynaronxu
6esrsqefiroBbre KoHTypurre) Ns l0

I

Ko(puqrr-rJlroc ra6lerra (yuaronru
sqefirosrre KoHrypHble) Ne 10

I

6 OAO "Cunreg" Jft,rnroruuqlrH pacrBop AJIx

BHyTpI.IBeHHOTO lI
BHyTpltMr'nrreqHoro rne4eUrdl, I Ul

300 nar/nrn (arr,rnylu) Ns l0

I

flapaueraruon cycneH3us. Nrfl [prleMa
Buyrpb, 100 vn 120 url5 un

(draronrt reMuoro crer.na) J\b 1

a
J

Epouxopyc cupon, 100 un
3 rvrr/un (Qnarconu reMHoro crerua)

Nsl

I

Keroporar pacrBop AJLf,

BHyTpHBeHHOTO lI
BHyrprlMbllrrequoro rne4enu.r, I rr,rn

30 nrr/rvrn (arranynu reMHoro crexna)
Ns 10

I

Cymsouue$ nopomor 4lr
lprrroToBneHl4t pacTB opa Nw.

BHy[pI{BeHHOTO lI
Buyrpr{Mbl[reqHoro nne4enur,2 r I

r+l r (6naronH) Ns I

I

MosacuH ra6nemn 7.5 rr,r (yuaromH
.f,qefironrre KoHrypHbre) Ne 20

I

IleQypyc noporroK AJII
[p]rroroBJleH]Is pacrBopa AJrff

BHyIpI4BeHHOIO H

BHyrpr{MblureqHoro BBeAeH}rfl 750 rrar

(6naronu) Ns 50

I
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B pe3ynbrare upoBeAeHr4r rocyAapcrBeHHoro KoHTponf, KaqecrBa
JleKapcrBeHHhrx cpeAcrB rrocryrrvno 86 gKcneprHbrx 3aKJrK)uenuit, Kacaloqnxct
3aMetlaHl4ft no roHrpoJlro KaqecrBa neKapcrBeHHbrx cpeAcrB, Lr3 HHX:

-47 savre'ranutrr (55%), cB{3aHHbrx c ouu6rcaupl B TeKcre HopMaTLIBHbIX

AoKyMeHToB r4 crrequQv rcaqurx;
-3 saMeqantrfl, (3,5yo), cBs3aHHbre c HecoorBercrBrleM orAeJIbHbIX y[aKoBoK

rpe6onaHr,rxu nopuarranHofi AoKyMeHTar\nv rro rIoKa3areJI{M: <<o6tevr>>, (Macca

coAepxlrMoro);
-33 3aMerraHn-fl (38%), cBr3aHHbre c HecoorBercrBlleM rpe6onaHuxlra

uopuarunnofi AoKyMeHTarlvrvr rro rroK€BareJItM <<OuucaHne>>, <<Ynaronxa>,

<MaprcnpoBKD);
-3 saNre.{alLtfi (3,5o ), cBr3aHgbre c HerIpeAcraBJIeHueM Qapvraqenruqecrofr

cy6cranquv Ha aHzIrIIa3 B paMKax r,IcnblTaHufi raqecrBa roroBblx neKapcrBeHHblx

rperaparoB.

2.3. [annble o Sa.rrscnQrqrpoBaHHblx JIeKapcTBeHHbIx cpeAcTBax rr

JreKapCTBeHHbIx CpeACTBax, Hax6At{Blullxgfl n ofipauleHnlr c

HapyuleH[eM ycTaHoBJIeHHrrx rpe6onaHufi, KOTopbIe BbIflBJIeHbI B

o6parqeHlrlt Ha TeppllTopun Poccllfiqcofi <Deqepaqnu B 2012 roAY

flo pe3ynbraraM MoHlrropnHra KaqecrBa JIeKapcrBeHHbIX cpeAcrB,

HaxoAflrrlvrxcs. n o6paqe:anu Ha reppl{Topun Poccllficroft (De4epaqvrvI, usbflro 33

cep71'- 13 roproBbrx Har,rMeHoBarruir Qalrcn$uqLIpoBaHHbIX neKapcrBeHHbIX

cpeAcrB.

llrraunra BbnBneHrn SanuclQrqrpoeaHHblx
neKapGTBeHHblX npe na paro B

3a neplloA 2007'2012 rr

I TH (ronr.recrao) I Ceprr(ronlrecrso)

2010
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npenaparoB 3a nepxqg 2005 -20t2rr.
56 (ronrrecraoroproBbtx HaxMeHoaaxrfi)

fl r n arn n x a wrber nn Qan uc rQ r qr po aa H H btx rt e Ka pcrBe H H btx

2005 2006 2007 2008 2009 2010 2011 20t2
t $aauCr$r,rr4r,rpOBaHHbte ,exapcr8eHHbte npenapaTbr, Ha ynaKOBKax KoTOpUx yKa3aHbl OTeqecTBeHHUe npox3BOAxre.nx

I Qanuclr$rqrapo8aHHbte rexapcrBeHHue npenaparbr, Ha ynaKoBKax Koropux yKa3aHu aapy6exNute npox3BoAl'trenx

firramrtri xlbf,r]rn @tucxQxqrpoBarrux
reKapcraeHHux npenaparoE 3a neprqA 2005 '20t,2rr .

lronrrecrro ccprlf

1rI,

illo

1(n

t[,

60

ao

20

o

r oanxrouUrpo8aHHue ner€pcr3erfiue npenaparu, lril ynar{oBxax Koropur yKa3aHu oreqecrBefiHtte np(x38oA}lrerl|

r Oerbcr0rtlryooaxrue rtempcnerxote openaparu, Ha yna[oBr(rr Kontpux ym3axu rapv6exxue npox3Eollttrertx
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cpeAcrB 55% .f,Brrrucb rIoAAenKaMI4

oTerrecTBeHHbrx neKapcrBeHHbrx cpeAcTB.

Cpe4n r{3brrbrx s 2012 roAy ceputrr rpanrcuSnqupoBaHHblx neKapcrBeHHblx
sapy6exHrrx rpenaparoB, 45%

<DonocuQuquposaHHbte
n e Kap cmg eHn u e np en ap ombr, Ha

y noKo gK(N KO mop bN y KA3 AH bt

o meqe cms eHH bre no o us e o d umen a

<D ato c uQ utlup o s aHH b, e

J, e KOp CmEeHH bt e np en op amb\ Ha
y n aKo 6 Kux Komop bN y Ka3 sH bt

s apv 6 eJrcH ue np o a3 oo d umen u
HA,Lr/teHOeAAUfi cepurt HAIU/I9HOOAHUU cepuil

KOJI-60 % KOJ|-80 % KOn-80 % KOJ|-60 %

4 3l l5 45 9 69 l8 55

V scex cepuit BbrrBJreHHux SanrcraSnqnpoBaHHblx JIeKapcrBeHHbIX cpeAcrB

ycTaHoBneHo oTKJroHeHr,re oT opr{r'r4HaIIbHbIX [pe[apaToB IIo rloKa3aTentM

<<Yuarconrca>> vr (urur) <MaprupoBKD); rro rpeM o6pasqau ro noKa3areJllo

<<Cpe4Hxr Macca), IIo AByM o6pasqarvr oTKJroHeHue IIo IIoK€BaTeJIIo

<<flo4ruHHocrb), no oAHoMy - rro rloKa3aremo <<fllorHocrb)>.

Pacnpe.qeJreHne QalrcnQrqrpoBaHnblx
JreKapcrBeHHbrx [pelaparoB, BbrflBJreHHbIx s2012 r., rro crpaHaM BbIrIycKa

HbIX IDEII

Jv!

n/n
Cmpana

Konuqecmeo
cepufi

,(onn ( %)
n o6qem KoJtrrqecrBe

II3bflTbIX

Qa.lrrcuQnqnpoBaHHblx
JreKapcrBeHHbIx

NDEIIADATOB

I Poccus l5 45

2 CIIIA ) t5

J Iylcnauus
a
J 9

4 IIInefiqapu-r
a
J 9

5 flnoldius 2 6

6 HuAepranArt 2 6

7 flpo.rue (feprvranux, klTaJwre,, Eenrrux) a
J l0



BrrsnreHHbre B 2012 r. QalrcuQuqnpoBaHHbre JreKapcrBerrHbre rrpe[aparbl
IIo rllqecKl|M fDYlnaM

JVg tdn Q apna xon oz u., e c Kue zpy nn bt Ronuqecmeo
cepufi

flonn ( %)
n o6ueu KoJrrrecrBe

tr3bflTbrx

QarrcrQrqrpoBaHHbrx
JreKapcTBenHbrx

trDEtrADATOB

I BcnouoraremHue cp-na (Arr
[DuroroBJlenus ner.6optvt)

l0 30

2 fVonyxorenble cp-Ba 6 l8

J Aacop6r,rpyolrlue cp-Ba 4 l2

4 HIIBI] a
J 9

5 flpournonnpycHble cpeAcrBa aJ
9

6 Arnu6uornrur 2 6

7 Lfturvryuo4enpeccaHTbl 2 6

8 flpouue (a/cemuuecKne cp-Ba, cypQarran'ru,
r/nocnar n:relsnHe cp-sa)

a
J l0

B reqeHr,re 2Ot2 roAa n3brro 27" cepllfi t9 roproBblx HarrMeHoBannil

neKapcTBeHHbrx cpeAcTB, HaxoAI4BIIIvrxcfl. B o6paulennn C Hapy[reHI'IeM

ycraHoBJreHHbIX rpe6oranufi :

llrnaunra BblRBneHrR

ne KapcTBe H Hbtx n pe napaTOB, HaxOAtl Blll lrxcf B o6opoTe C Hapy tlte H lle M

3aKoHoAarerbcrBa Poccrfi croi oeAe paqrr
sa2011-2012rr

2012

t TH (ronrrecreo) I Gepnn(xonnrecrao)

*-rpoue Bcex cepnir Zurvrynorno6ynuHa
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OcHonasus AIrfl n3TflTvtr neKapcrBeHHbrx npenaparoB, HaxoAlrBruuxcfl B

o6paqenuu c Hapy[reHneM rpe6onanufi 3aKoHoAareJrbcrBa Poccuficrofi
@e4epaqnu:

OcnosaHLtq HasnaHue JIC
flpenapar s PoccuficKyrc @e.qepaqr4ro He

BBO3rrJrCr n [peAHa3HAqaJrCfl. Arrfl
peuru3a\r4Lr B Apyrrx cTpaHax

- 18 cepufi

-Aprarvrn4ercc (4 c.)
-Bzranroll (2 c.)
-fepueurzn (1 c.)
-Hercarap (1 c.)
-Hopnacrc (1 c.)
-[NQepennH (1 c.)
-,{ncnopr (l c.)
-3ora,Aerc (1 c.)
-Murcponarcc (1 c.)
-Anr|nyrou (1 c.)
-@euapa (2 c.)
-Eaparuol (l c.)
-Ymrparcar.rH (1 c.)

fluzaftn yrraKoBKlr He coorBercrByer
oSuqnanrno BBo3HMoMy rpenapary
- | cepux

-fepueuruu (1 c.)

Orcyrcrnne rocyAapcrseHHofi
perlrcrparlr4rr B Poccprficrofi @e4epa\vv
- 6 cepuir

-Mnrporarc Nsl2 (l c.)
-Y6peru4 (5 c.)

IrlsrorosreHue JreKapcrBeHHoro cpeAcrBa
He rroATBepxAeHo rrporr3BoAnTeneM
_)*

-MeAnqzncrufi aHTucerlTu.recrcuft
p-p (1 c.)
-Eaparcrrol (1 c.)
-lllauyHouo6yruu (nce cepuu)

*-rcpoue Bcex cepuir I4rvruynoruo6yrv na

,{uHauura v3bflTvrfl, $arucu$rarlupoBaHHblx cy6cranqnfi u roroBblx
neKapcrBeHHbrx rperaparoB, rr3roroBJreHHbrx u3 Hr{x, 3a rrepuoA 20Il - 2012 rc.
npe.rlcraBJreHa n r a6 tuBJIEHA B qe:

fleplro4 20ll r. 2012 r.

Kol-no HarrMeHoB arrult
SapvraqenrurrecKr4x cy6craHquft

7 6

Kon-eo cepuir

$aprraarlearuqecKux cy6cranqzfi
67 32

Korn.recrBo oro3BaHHbrx ua o6parqenvs,
cepuit neKapcrBeHHhrx rpe[aparoB,
rr3roroBJreHHbrx ns SanrcnQnqupoBaHHbrx
cy6craHquft

140 127
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Cne4ennq o6 nrtqrnr lr3 o6paqenufl Ha repprrropnn Poccuficrcoft
(De4epaqun QarncnQnqnpoBaHHbrx QapuaqeBTnrlecKlrx cydcranqnfi n

rrpou3BeAeHHbrx H3 Hux roroBbrx JreKapcrBenHbrx npe[aparoB 3a 2012 r.

J\tb

nlrl
HasnaHHe

cy6cranqun
Ilponrno4rrrerb,

cTpaHa-
(coruracuo

corrpoBoArrTeJrbrrbrM
gorcynrenra*r)

Kurnqecrno
II3bflTbIX

cepnft
cy6crauqnu

Kornqecrno
TOpfoBbrx

HarrMeHoBanuft
nporr3BoArrMbrx

II3 HUX

npenapaToB,
KOTOpbre ll3bqrbl

nr o6pantennq

Korn.recrno
cepnfi

roToBbIx
JreKapcrBeH

HbIX
IIpeIIapaToB

i< Puuanra.uuna
rr,rApoxnopHA,
cy6cranqur-
ilopouroK

<<I{xerlgsH Aueroa
Kanrro
Oaprraaqeyrnrar
Ko.JIrA.> (Knraft)

2 I 6

I Puuanra,uuna
rr{Apoxnopl,IA,
cy6cranqux-
IIopoIIroK

<<I{xeusrH Auenoa
Kasrro
Oapuaqeyrurar
Ko.JIrl.> (Kzraft)

13 I 5

2 Ift.rpaqemu
cy6cranqux-
rIopomoK

Hopcucr
Oapuacuoruran fpyn
Ko. JIIA, Kumfi

4

J KerornQena

Qyuapar

<<rlxerlgsH Xyaxafi
@apnaacrrorr,rKilJr

Ko.JIrA.>, Kuraft

2 I 69

4 Pyrun
cy6cranqur-
nopornoK

<Crrvyanrcrax
(DapuaqenrwrecKarr

KoNanaulrs Kcnem
JIIA,> Knrafi
(SICHUAN XIELI
PHARMACEUTICAL
co.LTD)

5 Aqur-nonup <<r{xeusrg Xe6eft
OaprraacrrorlrKnrr
Ko.,JIrg>>, Kumft

I

6 <flporuonanau4,
cy6cranqnr-
[opolroK)

<fles Tcao Kelauran
sHl OapMarleyrr{Kuur
Hugycrpra Ko.JIrA>,
Knrafi, Ha y[aKoBKrx
roropoft yKa3aHo

HA3BAITI4C

rrpolr3BoAlrTeJrg B

peAaKrlurr <flen I{ao
Keuurar I4n4acrpu,
JIIA.> (<Pen Tsao
Chemical Industrv

1l 47
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Ltd.)) uru <fleu {ao
Keunrar snA
OapuacrrcTlrKnrr
Ill'ttgacrpu Ko., JIr4.>
(<Pen Tsao Chemical &
Pharmaceutcial
Industry Co., Ltd>)

t-cy6craH\vfl n3t,nra n 20 I I r.
IITO|O: 6 TH 32 ceoua IITO|O: 4 TH 127 ceoufi

2.4. MeporprrflTrrfl, rrpoBeAeHHbre s 2012 roAy B paMKax rocyAapcrBeHHoro
KOHTpOJTfl KarreCTBa JIeKapCTBeHHbIX CpeACTB

B paMKax ocyulecrBneHll{ KoHTpoJrfl KaqecrBa neKapcrBeHHbrx cpeAcrB B

2012 roAy YupaueHneu opraHu3arluu rocyAapcrBeHHoro KoHTpoJrr KaqecrBa
neKapcrBeHHbrx cpeAcrB Poc:4panHaA3opa ocyulecrBJreHo:

-10 nponepoK [porI3BoAI,ITeJrefi neKapcrBeHHhrx cpeAcrB B coorBercrBr,ru c
rrrraHoM, yrBep)KAeHHbrM feHepanrnofi nporyparypofi sa 20 12 r.,

-11 BHeIJIaHoBbIX npoBepoK rrporr3BoAurerefi neKapcrBeHHbrx cpeAcrB vr

otrroBhrx SapuaqenrnqecKnx opraHuraqufi .

Bce 10 rIJIaHoBbIx Mepolpusruit Hocr,rJrr4 xapaKTep Bhre3AHbrx rrpoBepoK, rr3
1l nHeulasoBblx Meporpl{f,ruit -5 Bbre3AHbrx rrpoBepox u 6 AoKyMeHTapHbrx.

Cne4eHnfl o rlpoBepKax, [poBeAeunux YnpaBJreHrreM opranu3arlnn
rocyAapcrBeHnoro KoHTpoJrfl KaqecrBa MeA[ r;rr HcKoft rr poAyr(rlurl

Pocs4pannaA3opa s 2012 r. B paMKax ocyqecrBJreHnfl Qynrcquu no
f ocyAapcTBeHHoMy KoHTpOJrro KaqecTBa JreKa pcTBeHHbrx cpeAcTB

Ns

nln
HazuenoBaHr{e opraHn3arlurr,

aApec
Bn4 nponepKr{, HoMep r

AATA [pr4Ka3a O
rrpoBepKe

[ara aKra rrpoBepKu,
upeArrucaHr4.fl

I 3AO <<KaHonf,apMa
IIpoAaKruH>
14 1 1 00, Mocroncrax o6lacrr,
r. Il{enroBo, yn. 3ape.rua.r,

a.105

flnanosar Bbre3AHaf,

flpnxaru or 18.01 .2012
J\ro 38-flp/12,
or 27.01.2012
Ns I l3-[p/12

Arr nponepKlr or
22.02.2012, Ysrgano

rrpeArr[caHrre oT
22.02.20t2

2 OAO <<(DapucraHAapr-
JIercpegcrBa>)
305022, r. Kypcr, yt.2-t
Arperaural, A.1A/18

BnenlaHoB€rf,

AoKyMeHraplIafl,
flpurasrl or 02.02.2012

Ns 203-l-flp/12,
or 08.02.2012
Ns 425-np/12

Arcr nponepKz or
29.02.2012, nn4ano

npe.qrurcaHlre oT
29.02.2012.

3 3AO <<@aprvraqeBru qecKoe

rrpeAnpr4mze << O6oneHcKoe))
| 42249, Cepnyxoncrcnfi pafioH,
noc. O6oJreHcK, rcopn. 7-8

flnanosar Bbre3.qHzur

flpurcaru or 21.02.2012
J{b 584-flp/12,
or 22.03.2012
Ns 1320-ilpll2

Arcr nponepKpr or
26.04.2012, nr-r/{ano

npeAnlcaHue oT
26.04.2012
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Ilb
nlrr

HauuenoBaHr,re opraHr,r3arlr{r4,

aApec
Bug uponepKlr, HoMep r,r

AUIA [p]rKa3a o
npoBepKe

lLara aKra rrpoBepKr,r,

rrpeArrucaHLr-fl

5 3AO (I4CT-(DAPM)
692525, flpnrvropcrzfi rcpafi ,
r. Vccypuficr,
yn. BonoqaeBcKafl, a. I 20-E

BHeulaHoBarr

AOKyMeHrApHas,
flpnrar or 29.03.2012

Jtlb 1504-flp/12

Arr uponepKu or
26.04.20L2, Yntgano

[peAnr{caHue or
26.04.2012.

6 OOO <<KounaHux <<IEKO>>

129344, r. Mocrn&, yn.
EHuceficrax, 9.3, x.4

BHenrtanoBaf,

AOKyMeHrApIJas,
flpnxas or 29.03.2012

Ns 1502-np/12

Arr uponepKr4 or
26.04.2012

HapyureHufl He

BbIf,BJIEHbI.

7 3AO <<PocroscKat

SaprvraqeBrr.rqecKaf, f a6pzra>,
3 44065, r. Pocros-Ha-,{oHy,
yr. 5O-nerns PocrceJrbMarrra,

n.7.

flnanosar Bbre3AHzrt

flpzras or 15.03.2012
Ilb 1059-IIp/12

Arr uponepKlr or
11.04.2012, nu4ano

IlpeArrr,rcaHue oT
11.04.2012.

8 OfYfI <<Aprvranupcrax

6uororu.recK€ur Qa6puro>,
3 522 12, Kpacno4apcrcuft rpaft ,
Honorcy6aHcrHfi p-H, tr.
flporpecc, yn. MeuHnKoBa,

A.1 1

BHeuraHoBat
AoKyMeHTapHAfl,

flpnra: or 02.04.2012
Nt 1527-IIp/12

Arcr uponepKu or
02.05.2012,

Hapyrueru4r He

BbI{BJICHbI.

9 OOO <<Ouela>>,

129010, r. Mocrcta,
fpoxonrcruft uep., A.29, crp.l

BHeulaHoBiur

AOKyMeHTApHAt,
flpnras or 02.04.2012

Nt 1529-I7pl12

Arcr nponepKlt or
03.0s.2012,

HapyureHnfl, He

BbI'BJIEHbI

t0 OOO <<OsoH)

445351, Canaapcrcax o6lacrr,
r. XnryneBcK, yJr.

fngpocrpourelefi, 4.6.

BHenlaHoBaf, Bbre3.qHat

flpura: or 06.04.2012
Nt l62l-t[p/12

Arcr nponepKn or
18.04.2012,

flpe4nncaHr{e or
t8.04.2012.

ll OOO <<flpozsnoAcrBeHHo-
KoMMeprIecKuUI Qr,Ipua
<<@nroSapu>>

3 53 4 40, Kpaurogapcrnfi rpafi ,

MO ropoA-Kypopr Anala, lep.
CuaccrHfi /yl. flaproBuur,
il,.3/57.

flnanosa.f, Bbre3AHzrt

flpnras or 03.05.2012
Ilb 2018-tlpl12

Arcr nponepKu or
15.05.2012, au4ano

npeA[r4caHue oT
ts.05.2012.

t2 oAo
<< Tarxnu Q aprvrup e naparbD)
420091, r. KasaHb, yn.
Benouop crcat, 260

flnanona.fl Bbre3AHutt

flpnra^r or 03.05.2012
Nt 2023-Ilpll2

Am uponepKra or
23.05.2012, mr4aHo

rrpeAnncaHne oT
23.05.2012.
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Ns

tln
HannaenoBaHr{e opraHr43arlr4rr,

aApec
Bra4 nponepKl4, HoMep I{

AATA UpEKZr3a O

TIPOBEPKE

[ara aKTa rrpoBepKrr,

rrpeArrucaHVs

13 OAO <<Honocpt6xnrraQaprro>

63 0028, r.Hosocn6upcx,
yn..{erca6p}rcroB, 1,.27 5

flranosa.f, BbIe3AH€tt

flpnra^: or 03.05.2012
Nt2022-Ilp/t2

Arr uponepKrd or
27.06.2012, Yrtganto

rrpeA[ncaHue oT

27.06.2012

t4 OAO <<TtoueHcrprfi xnuuro-
{apvraqenru.recrufi 3aBoA)
625005, r.Troueur,
yl.Eeperonas,, p,.24

llnanonas BbIe3AHafl

flpuras or 03.05.2012
Ns202l-Ilp/I2

Arcr nponepKu or
05.06.2012, Ystnauo

npeAnncaHrle or
0s.06.2012

15 3AO <<flpousnoAcrBeHHarl

Qaprr,raqenrllqecK€tf, KoMrIaHnt
<<O6nonreHlIe)
63007 I, r.Honoc w6upcrc,

Jlenuncruir p-rt,
yn.CranquonHas, A.80

flnaHonas BbIe3AH€It

flpnras or 03.05.2012
Nt2020-Ilpl12

Arr nponepKu or
28.06.2012, Yrtganto

rrpeAnr4caHr,re oT

28.06.2012

t6 3AO <<CecaHa>>

Mocrcoscrar o6lacrr,
Lllaxoscroft p-n, n.IllaxoscKarl,
yn.1-x Conercrar,4.3

BneuranoBaf,
BbIe3AHafl

flpura:u ot 18.05.2012
Na2377-tlpl12,
or 19.06.2012
Nt293 -Ilpl12

Arr uponepKLr or
29 .l I .20 12, cocraBJleH

nporoxon o6
aAMUHlICTpaTUBHOM

rrpaBoHapy[reHul4 oT

07.08.2012, ualoxen
urrpa$ n pa:rvrepe 20

mrc.py6.

T7 Of YfI <f ocy4apcrsenHnfr
HarrHo-I,IccJIeAOBaTelrcruft
lrHcrlrryr oco6o qrlcrblx

rperaparoe)) OMEA Poccuu
L97 | 10, r. Canrcr-flerep6ypr,
flerporpa4crufi p-n,
yn.flyAoxcrcax, 9.7

BHenranoButf, BbIe3AHzIt

flpraxa.r or 07 .06.2012
Nt2730-llpl12

Arcr nponepKl{ or
20.06.2012, vrryano

rrpeAll,rcaHl{e oT

20.06.2012

l8 oAo
<<Mo cxrarra Q aprr,rup en ap arbl >)

urr,r. H.A.CeMaIIrKo>
ll5l72, r. Mocrna,,yn.
Eolrurne Kauenqnrcu, p,.9 ;

107120, r. Mocrnd,yn.
PycaroscKaf,, A.19-21.

BneuranoButf,
Bbre3AHas

flpnrcas or 16.07.2012
1ft144-r[pl12

Axr nponepKrl or
3r.07.2012,

BbrAaHo rIpeAuI,IcaHI4e

or 31 .07.2012.

t9 OOO <<@apuanon-Bonra>
4461 00, Carvrapcrcax o6nactr,
l.r{anaencr,
yn.flpousBoAcrBeH rtas., p,.4

flraHosat Bbre3AH{ilf,

flpurar or 29.10.2012
Nt 2202-IIp/12

Arcr nponepKl,I or
29.I1.2012, BbIAaHo

npeArlHcaHue or
29.1r.2012
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20 OOO <<tr{oAuue rexHoJIorrIH I,I

MapKerHHr)
2497 17, Kzuryxcrar o6racru,

Kogerrcrcuir p-ru, c. @poroncKoe

flnaHonas Bbre3AHat

flpuras or 29.10.2012
Nt 220l-llpl12,
or 20.12.2012
Jt{b3136-IIp/12

Cpor oKoHrraHr{t
KOHTpOnbHbrX

rr'reponpIlrnfi
29.0t.2013

2l 3AO (3MIII{JIC-OOX>
3 44000, r.Pocros-Ha-,{oHy,

np.Craurcu, g.l9 4, ropn.2

BHenranoBztfl BbIe3AHat

flpuras o'r 29.1I.2012
Nt 2768-Ilpll2,
or 27.12.2012
J\b3409-flp/12

Cporc oKoHqaHHs

KOHTpOnbHbIX

ueponprlrnft
12.02.2013

OcHosaHurMvr Als. [poBeAeHr,rf, BHerrJraHoBbIX KoHTponbHbIx Mepoilpvarvv
SBJI'JIUCb:

F upnunHeHne BpeAa 3AopoBblo
(<flapaqeraMoJD) c.101201 1

Jlexcpe4ctna>);
) nosH14rHoBeHue yrpo3bl npFII,IHeHI,Is BpeAa 3AopoBblo I'I )KI'I3HIa rpaxqaH

(npornnenr,re HelKeJrarelrHofi peaKr{nu rtpu [puMeHeHll]l npenaparoB

<I{e$otarcrM) c.881211 npouaBoAcrBa OOO <<KoN{nanu.fl <<,{erco>>,

<<Jlu.{oraum> c. 751010, 781010 rrporr3BoAcrBa OAO

<<MocxnusaprraupenaparbD) una.H.A.CeMaIrIKo)), <<Harput xJIoptIA>> c. 40112

rrpopl3BoAcrsa 3AO (I,ICT-OAPM>>, <<JInAoKauD) c. 16612ll upou:noAcrBa

PyfI <<EenueAnperaparbr), <<Jln4oraun> c. 030711 npou:noAcrBa OfyTI
<<ApuannpcKuut 6uo$a6pnrca> ;

F sgssreHr,re n o6pauqennvr He,qo6poraqecrBeHHblx JIeKapcrBeHHbIx cpeAcrB'

BbIIIyqeHHbIX: OOO <<OsoH>>, 3AO <<Cecano>, Ofyfl <<focHI4I4 OIIE>

OMEA Poccuu/yllaKoBaHo 3AO <@aprra@upMa <<Corercc>>, OAO
<<MocxuuQaprr,rnpenaparbl> nru.H.A. CeMaIIrKo) ;

F unQopMarlrr o coAep)KaHru B Saprvraqenruqecrcofi cy6cranqnn

rpoI,I3BoAcrBa 3AO (3M[II{JIC-OOX) HeHopMl'Ipyeuofi npLIMecI'r

Merasora.

B p*ynrrare BHeTIJIaHoBIIX KoHTpoJIbHbIX MeporrpuflTkrvr:

no,qrBepxAeH Qarr HecoorBercrBnr [poI,I3BoAcrBa n KoHTponfl KaqecrBa

rperapara <<flapaqeraMorl> c.101201 I nponsBoAcrBa OAO <<(DapuctaHAapr-

Jlerccpe4crBa) ycraHoBneHHbIM rpe6onaHkrflM;
noATBepx(AeHa unQopuaqnr o coAep)KaHurl B Saprvraqenru'Iecrofi
cy6cranqrau rpol{3BoAcrBa 3AO (SMIII4JIC-OOX> HeHopMupyenaoft

rrplrMecu MeraHona;
BbrrBJreHbr 3aMerraHrrr IIo IIpIIeMoqHoMy KoHTponIo QaprvraqenruqecKux

larllreHTa rIocJIe npneMa [penapara
nporr3BoAcrBa OAO <<@apucraHAapr-

cy6ctauqnfi, rcronb3yeMblx OAO <<MocxttuQaprvrnperaparbD)
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LrM.H.A.CeMarrrKo> u 3AO (IICT-OAPM>> n rrporr3BoAcTBe neKapcTBeHHhrx
rpenapaToB;

) ycraHoBJIeHhI HapylueHufl rroprry.Ka rroATBep)KAeHr{r coorBercrBufl, rrperapara
<<Jlugorcanu>> cepuft 751010, 781010 rpori3BoAcrBa OAO
<<MocxuuQaprvrrperaparbD) nu.H.A. CeMarrrKo;

F upoHsBoAI4TeneM pa:pa6omn rrJraH rvreponpnxrnfi rro ycrpaHeHr,rK)
BbItBJIeHHbrx 3aMeuanuit, BKrroqaroqnfi pacrxnpeHue [potr3BoAcrBeHHbrx
nouerqeHufi, 3aKynKy H ycraHoBKy AorroJrHr4TeJrbHoro o6opy4onaHnfl,
aKTy€rn[3arlurc upoMbrlrneHHbrx peHraMeHToB, o6ecueqenne ycloanfi
xpaHeHut rreKapcrBeHHbrx cpeAcrB (OOO <<O:ou>>, Ofyfl <<focHI4I,I OrIE>
OMEA Poccuu, OAO <<Mocxlru$aprranperaparbr)> uu. H. A. C evraurrco>>) ;

) ne noATBepx(Aena nnQopMarlrr o Bo3HLrKHoBeHLrn yrpo3br rpnquHeHr,rr BpeAa

3AopoBbro pr )Kn3Hrl rpa)KAaH (He nrrar.tleHbl 3aMeqaHrlf, B orHoruenura OOO
<<Kouranur <<,{erco>, Of yfl <<Aprr,rannpcrax 6uo$a6pura>>, OOO < Orvrena>).

Cpe4u Han6oree qacro Bcrpeqarcqnxcr HeAocrarKoB opraHu3arlnu
rrporr3BoAcTBa JreKapcTBeHHbrx cpeAcTB, KoTopbre MoryT rrpI,IBoAI4Tb K BbIIIycKy

ue4o6poraqecrBeHHofi npogyKIII,IIl, ycraHoBneHbl TaKI,Ie, KaK :

- HapyIIIeHlle [paBLIn XpaHeHIiu neKapcTBeHHbIX cpeAcTB;

- HapyIueHrre [op.eAKa f{era ABLI)KeHLII [er{arHofi npo4yr\krvr;

-orKJroHeHlre or yrBep)KAeHnoft TexHoJlornu [porl3BoAcrBa neKapcrBeHHbIX

rperaparoB.
flo pe3ynbraraM rrpoBepoK BbrAaHo 15 npe4nucanufi o6 ycrpaHeHI{LI

BbrsBreHHbrx HeAocrarKoB, rr3 Koropblx 4 srrnoJIHeHbI rloJlHocrblo, 11 HaxoA.f,Tct B

cra4r4uycrpaHeHur B coorBercrBlru c pa-:pa6oraHHblMu TIJIaHaMII Mepo[pusrufr,.
He rrpeAcraBlrJrocb Bo3Mo)r(HbrM ocyulecrBuTb rlpoBepKy 3AO <<Cecana>,

cocraBJreH [poroKon o6 aAMr{HrrcrparuBHoM npaBoHapylueHr,Iu rlo cr.19.4.I. \.2
KoAfI PO, HanpaBJreHo 3utsBJreHue r clA, Hzlrro)I(eHo aAMuHHcrparI{BHoe B3blcKaukre

B Br{Ae urrpaSa B pa3Mepe 20 ruc.py6.; opraHaMI,I rpoKyparypbl Marepnurnbl

rrepeAaHbr e CreAcrseHHHfi KoMrrrer no r.BoroKonaMcKy fcy CK Poccun ro
Mocrcoscrofi o6racru.

(Karryxcraa
orcyTcrBpreM

B pe3ynbrare rpoBepKr OOO <<llo4nrre rexHoJIorlII4
o6n.) BbrrBJrenbr MHoroqrrcJIeHHbIe HapylreHl{fl,
cr4creMbr o6ecne.reHr4.g KaqecrBa Ha npe rrpuflTvrLt,

reperryrbrBaHlrlo orLIKeroK (so SrarcoHax, rpoMapKupoBaHHbIX

BoAopoAa, 6ru o6uapyxeH aMMuar) u nuuycKy B o6paqenue npoAyKIII4pI, Koropurf,

Monra HaHecrrr yqep6 3AopoBblo uorpe6nrereft.
B xoAe rocy.qapcrBeHHoro KoHTpoJrf, KaqecrBa neKapcrBeHHbrx cpeAcrB B

2012 roAy r{3bf,ro ne o6paqoans. 13 cepraft neKapcrBeHHoro npenapara <<Kopnaron

KarrJrr Ans. nppreMa BHyrpb> rnffn rlpor3BoAnrelefi (3AO <<CecaHa>>, OAO
<<Map6no$apr>>, OAO <<,{arrrxnrvr$uptr>, OOO <<funuorpat>>, OAO
<<Cauapaue4upom>). B pesyJrbrare KoHTponbHhrx Meporrpulrrufi BhItBJIeHo, qro
cHlrlKeHrre HrDr(e Aorrycr[Moro ypoBHr aKT[BHoro I,IHIpeAneHTa - oruJloBoro sQnpa
a-ur$a-6poMu3oB€r.Jrepuanooofi Kr,rcJrorbr o6ycnonneno HapyrueHl4eM TexHoJIorrIlI

kr MapKeTuHf>
cBt3aHHbre c

rrro [puBeJIo K

KaK rrepeKncb

npolr3BoAcrBa AaHHoro npenapara H KoHTpoJrt ero KarrecrBa.



34

B pe3ynbrare KoHrpoJrbHbrx Meporpuf,rrlft Pocs4panHaA3opa B 2012 r.
[porr3BoAlrreJrrMr4 (nnruoprepanau) JreKapcrBeHHbx cpeAcrB rl3btro ns o6pau1ennfl,u
yHr,rrrro)Keno I 240 940 yrraKoBoK ne4o6porcaqecrBeHHblx neKapcrBeHHblx cpeAcrB.

B rleJr{x [peAorBparrleHr{r BbrrrycKa ne4o6porca.recrneHHoft [po.qyKIILIt4

Pocs4panHaA3opoM elKeKBapraJrbHo Ha caftre pa3Melrlaflacb nH$oprr,raqzr o
rrpoH3BoAETeJrrx neKapcTBeHHbrx cpeAcTB, Ha IlpoAyKllurc KoTophlx rlocTyrll.Ino

nau6oruuree KonnqecrBo pernarrnaqufi .

flo Qarcrau BbrrBJreHLrr B rpaxAaHcKoM o6opore $anrcuSuqnpoBaHHblx
neKapcrBeHHbrx [pe[aparoB u JreKapcrBeHHbIX cpeAcrB, He3aKoHHo o6paqaroqrlxct
Ha repplrropun Pocczficrofi @e,qepaquu, reppLIropIl€UIbHbIMLI opraHaMLI

Pocs4panHaA3opa rpoBeAeHo 37 rIeJreBbIX rlpoBepoK B orHoruenr4vr opraHuaaqnft,

f{acrByroulrax B o6paqenllu AaHHofi npo4yxwrr4.
B 2012 roAy Poca4panHaA3opoM B p$ynbrare KoHTponbHbIX Iuepoupnrrnfi

Bbr{BJreHo orcyrcrBr4e 5-ru opranusaqufi ouronofi ToproBnLI rro aApecaM,

yKa3aHHbrM B Jrr4rleH3uf,x Ha QaprraaqenrurlecKyKt AetrenbHocrb: OOO (CK
Jla6opatopttD) (3a6afiranrcrcufi rpafi), OOO (OAPM|L4A>> (r.Mocrna), OOO
<<Acrpyrvu (Bla4uMlrpcK€ur o6nacrr), OOO <<Mnpa(DapM> (Mocrorcrcas o6lacm),
OOO <Kap4Jlafim> (r.CaHrr-flerep6ypr) n 1 opranv3awtfl, ocyulecrBJlnBllraf,

Qaprr,raqenruqecKyrc AerreJrbHocrb rro noAAemHofi JIuIIeH3IIH - OOO (TOP|
fPyfIfI) (ulu OOO (TOP| -|PyIIII)).

B pe3yJlbrare KoHTponbHbrx Meporputrutr ycraHoBneHbl 6 opraHnsaqufi,
HapyIueHLIeMocyulecrBJltBlrrl4x Saprr,raqearrlecKyK)

3aKOHOAareJIbCTBa.

flo Qarcrarra Bbr{BJreHu.f, B rpaxAaHcKoM o6opore SanrcnQuqupoBaHHblx
neKapcrBeHHbrx [pelaparoB ]r JreKapcrBeHHblx cpeAcrB, He3aKoHHo o6paqatouluxct
Ha repplrropuu Poccuftcrofi @e4epaqnn, B rIpaBooxpaHLITeJIbHbIe opraHbl

HarrpaBJIeHo 38 o6paulennfi Poc:4panHaA3opa v 18 o6paqeHufi B aApec

JrlrrleH3r,rpyroqux opraHoB cy6rerron Poccraftcrofi (De4epaquu. B pe3ynbrare

ycraHoBneHo ocyqecrBJreHue OOO <<AnaHrapp (r.Mocrna) Qaprvraqenru'Iecrofi
AerrenbHocr[ no noAAenrHofi Jrr,IIIeH3r4rI n orcyrcrBrle AByx arITeqHbIX

opraHlr3arlru,I, cocraBJleHo ABa rrporoKona o6 aAMUHU CTpaTUBHbIX

rpaBoHapylueHHtx.
B panmax rocyAapcrBeHHoro KoHTpoJrf, KarlecrBa neKapcrBeHHbrx cpeAcrB

reppnropr4zurbHbrMpr opraHaMr4 Pocs4panHaA3opa B 20t2 r. rpoBepeHo 5650

rcpnAurrecKlrx nnq u rrHAlrBtrAyutrrbHbrx rlpeAnpvHuuateneft, ocyqecrBJlf,Ioul[x

AerrenbHocrb n cSepe o6paqerurr JreKapcrBeHHbIX cpeAcrB (n 2011 ro4y - 4770)

n 7501o6rercr ocyulecrBJleHl{t AetrenbHocrtr (n 2011 r. - 5931).

Hapyllreruds ycraHoBJreHHbrx rpe6onanuit s 2012 r. BbttBJIeHbI B 38Yo cttyraen
(n 201I r. - 43% nponeporc).

flo sr,rAard rrpoBepeHHrx o6reKToB orMeqeHo, qro s 2012 r. sau6olrunfi
y.4enrHufi Bec o6rerron, ocyulecrBnrloqux AetreJlbHocrb c HapyllreHvfllr,kr

3aKoHoAareJrbcrBa, orMerreH cpeAu Me.qHIIHHcKrIx opranusaqufi 50,3yo Lt

arreqHbrx opraHn:aqnfi 45,4yo. B 2012 r. nau6olrruufi yAelurufi Bec

ropuAurrecKux Jrlrrl' ocyulecTBnrroqux Ae{TenbHocTb c HapyIueHwIMu

3aKoHoAareJrbcrBa, orMeqeH cpeAr,r opraHl{3aIlufi qacruofi Qoprrarr co6crseHHocr[ ]I
vrH4vrBr4qyanbHbrx rrpeArrprrHlruareneft - 45% u yqpexAewuit, HaxoArlrlr4xcx B

AerTenbHocTb c
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BeAeHrlr.r cy6beKra Poccuficrofi (De4epaquu 30o , nauuenrurrafi cpeAra

Se4epa-nrHblx frpexAeHufi u opraHr,rza\uir - 6%.
B pe3ynbrare KoHTponbHbrx rvrepoupnarrafi BbrAaHo 1508 rpeArrrrcauuir.,

cocraBJreH 131 npororon o6 aAMlrHrrcrparlrBHbrx rrpaBoHapyureHl4f,x, cy4e6Hunau
opraHaMr,r H€rJro)KeHo a,AMr,rHucrparr{BHoe B3brcKaHrre B B}IAe urpaSon Ha cyMMy

2 088,00 rrrc.py6., r.r3brro ns o6paqeHtrs.906 990 yraKoBoK ne4o6poraqecrBeHHbrx
neKapcrBeHHbrx cpeAcrB, $anrcurpnqupoBaHHbrx neKapcrBeHHbIX cpeAcrB vt

He3aperr,IcrpLIpoBaHHbIX neKapcrBeHHbIX cpe4crn (n 2011 r. -1 868 479 yn.) Ha

cyMMy I8 349,64 rrrc.py6. (n 2011 r - 445 483,76 ruc.py6.).
B 2012 roAy corpyAHr.rKr,r YupaueHu-r opraHlr3alluu rocyAapcrBeHHoro

KoHTponf, KaqecrBa MeAprrlnHcrofi upoAyKrluu Pocr4paBHaA3opa B coorBercrBllu c

<<CoruaureHr,reM @e4epalruofi cnyx6rr uo aKKpeAI{raWu u (De4epanrnofi cnyx6u
rro HaA3opy B cQepe 3ApaBooxpanenrrfl, or 06.03.2012>> rpl,IHsru flacrue s 24

IrpoBepKax, u3 HvIx:.

- 4 uucneKrltroHHbre rrpoBepKr,r opraHoB rlo cepruQura\nv [poAyKIIuI{, B llblo
o6lacrr aKKpeAlrra\ilvt Bxo.qyr noATBeplKAeHue coorBercrBkrfl neKapcrBeHHblx

cpeAcrB;

- 10 [poBepoK lrcrrbrrareJrbHbrx na6oparoputr1 n.IrIo o6racrb aKKpellaTarryru

BXOAr{T rrOATBep)KAeHr4e COOTBeTCTBVTfl. neKapcTBeHHbIx cpeAcTB, BKIIOqat 4

r,rHcrreKrlr{oHHbre rrpoBepKr4 14 6 rrpoBepoK no aKKpeAI{TaWvr lIcrIbITareJIbHbIx

na6oparopufi;

- 9 uponepoK cucreM MeHeA)KMeHTa KatlecrBa opraHll3allruI-[pol43BoAureneu

neKapcrBeHHbrx cpeAcrB, BKJrroqar 5 npoBepoK rlo ceprnQnra\vvr CMK 14 4

rrpoBepKlr ro peceprn{r.rKarlr4u CMK. flponeprn rpoBoAnnrlcb coBMecrHo c

opragaMu no ceprnQnrcaquu clrcreM MeHeAXMeHra KarlecrBa OAO (BHI4I4C> (4

rpoBepKI,I) u Accoqua\unro ceprrlSurcaqnu <<Pyccrcufi Pernctp>> (5 nponeporc);

- rrprrHf,ro fracrr,re B r4HcneKrlrroHHofi nponeprce BO3 no npeKBalnQurcaqun

OAO <<EHororu>> (r. Cranpononr) no rpolpaMMe nocraBoK neKapcrBeHHblx cpeAcrB

AlxneqeHur.BIdWClWlA,vrurflpvrvrnry6eprynesa.

aKKpeAuTa\r4kr

MeHeA)KMeHTa

I,In$oprr,raqus, o6 y9laarvu Pocs4panHaA3opa B coBMecrHbIX rlpoBepKax ro
r,rcrrblTareJlbHblx na6oparopuft kr cepruQuragvr

KarrecTBa opraHu3allnfi-upou:BoAl4Tenefi lerapcTBeHHbIX

CIICTEM

cpeAcrB B

2012 r. rpeAcraBJleHa n flpuloxeHl{I4 K orrlery.
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3. Pery.rrsrarbr Meponpusrult no KoHTpoJrro B cQepe

AoKJrrrHnrrecKux lrccJreAonauufi JreKapcrBeHHbtx cpeAcrB Lr

KJrnHrrrrecKux rrccJreAonaHnfi JreKapcrBeHHbrx rrperraparoB AJIfl
MeAnrlnHcKoro rrpnMeHeHnfl ga 2012 rou

B 2012 roAy KoHTponbHbrMLr Meporpnrrvfl:lau lleHTpurnbHoro anrapara
Pocs4panHaA3opa 6rmu oxBarreHbr Bce BuAbr cy6terton o6parqeHlrf, neKapcrBeHHbIX

cpeAcrB, ocyulecrBn{roulux cBorc AerreJlbHocrb B c$epe AoKr[HI{tIecKux vr

KJrrrHI{rIecKr{x uccneAoBauuit, B ToM ql,Icne KoMnaHl,tu-paspa6orqtrK}I

JreKapcrBeHHbIX [pelaparoB 14 KOM[aHr,rn-opraHLI3aTopbI rIpoBeAeHI4f,

rrccneAoBanufi. Bcero 6ula rpoKoHTponnpoBaHa AetrenbHocrb 31 oprannsaquu (n

20ll roAy - 32 ueluIII4HcKI,IX opraHl43allvrir), uz rtux:
- ABaArlarrl AByx MeAIarltrHcKrrx opraHu3aqIafi, ocyuecrBntloulux [poBeAeHI{e

KJrnHr,rqecKLIx uccJleAosaHnfi neKapcrBeHHblx [penaparoB,
- AByx opraHu3arryAft, rrpoBoArrrlnx AoKrI,IHIltrecKlre uccneAoBannfl,

neKapcTBeHHbIx cpeAcTB;

- oAHofi opraH[3arluu, [poBoAs[Ieft KaK KJI[HLrqecKue, TaK ]I AoKrllHuqecKl,te
r,rccJleAoBaHvfl;

- rrrecrrr oprannsaqufi, ocyrqecrBJurorllktx opraHrI3aIII4Io rIpoBeAeHI{f,

KruHr4rrecKux lrccJleAosaHuft (paspa6orurKoB I,I opraHl4oaropo n).

B 2012 roAy 6ula pacrnr{peHa reorpaSnr KoHTponbHbIx ueponprarruft,

rrpoBoAr{Mbrx crrJraMu VnparneHnr opraH}I3aIIuLt rocyAapcrBeHHoro KoHTpoJlfl

KarrecrBa MeAr4rltrHcrcofi rpoAyKrtrr{n Pocs4paBHaA3opa. Brrlu npoBeAeHbl rlpoBepKu

n 15 ropo4ax Poccuficrcoft (De4epaquu: ApxanreJlbcKe, Boponexe, Erarepnn6ypre,
Kasauu, KalIaHnnrpaAe, Kypcrce, Mocrne, Hosocu6npcKe, O6Huscre, OpeH6YPre,

flerpo:anoAcKe, Calxr-flerep6ypre, Cauape, Toucre, 9epenorqe (B 20ll roAy - B

14 ropo4ax).

Meponpnarnn no KoHTponxr 3a npoBeAeHlreM
.t1o Kn n H yr ar ec Kn x vt trnu'H r qec K Yrx Ylcc tl,e,qo ea n r i
e 2O12 ropiy
31 opraHlr3aqvta e 15 ropo.qax
P occnitcroi <De,qepa unu
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Taruu o6pasoru, ro cpaBHeHr4ro c 2011 roAorvr a 2012 roAy 6rtru oxBarleHbl

Bce BuAbr cy6rercron o6parqeHr,rr neKapcrBeHHblx cpeAcrB, sa4eftcrnoBaHHble B

npoBeAeHr,rr4 AoKJrrHr{rrecK}rx v KruHl{qecKux rlccJleAoBasuit (n 20II roAy
ocyqecrBrrfl,rrcfl, ToJrbKo KoHTponb MeAnrIr4HcKr4x opfaHl,I3allufi), a rarcKe

yBenr,Frr4Jrc.f, oxBar AaHHbrM BrrAoM rrpoBepoK orAenbHbrx peruIoHos Poccuftcrcofi
@e4epaqnn.

Pacupe4eJreHl,Ie KoHTponbHbIX Mepo nputrufi no Qe4ep€IJIbHbIM oKpyraM

Poccnficrofi @e4epa\w B AI,IHaMvKe no roAaM:

B 2012 roAy HapyureHnrs. ycranoBJreHHblx rpe6onalauit Bbtf,BJIeHbr s 6 us 31

rrpoBepeHHofi opranvrsa\vvr (19%): n 5 opraHl43ar{ntx, rpoBoAf,Illnx KnI{HI,IqecKpIe

IrccneAoBaaytflruelopraHlr3arln[-pa3pa6or.ruxe,ocyqecrBJrtrcuefiopraHn3allmo
npoBeAeHvrfl KlrtrnvrqecKlrx lrccJreAoBasutrr (n 2011 ro4y HapylueHl{fl Bbtf,BJIenH s 8

us 32 MeAurIrrHcKI{x opraHl{3aunir (25%).

Pcsyrrrrrr ryotcpox Pocr4nrumolnx
cydncsror @ercrrr ncHpcxr€rrrE cpcAtxl' ocyltccrrJrnEF

oPrul3r@ EIIoTCIGIII r EIXDrGIGllcIorJrrrIlGc[ r
x.ilrllrocrurccnemrerd

20ll rqn
2!1112 rqn

19%

lBurcx
rrPvuHnnFrn
msncei
nplcru

llkrrrcr
HrFrnDHn nFrn
mtrnxFi
npl(K

rEnuB$
B+l|!GfnnFs
umsr€j|
nprffi

I lltrl[Bu
srFfn*nnFn
nfifirr€-
nplru

81%

Oegepamnrrfi onpyr Ko.irnqecrBo npoBepenHblx
oprannraqnfi
n 2011 ro4y

Ko;rnqecrBo rrpoBepenHbrx
oprann:aqufi
n20l2ropy

Ueumamuuft orpyr 17 (53.r%\ 17 (54,8Yo)

Cesepo-3araAsuft oKpyr | (3,15%) 7 (22.s%\

flDrsorxcrufi orpyr g (28,10 ) 3(9.7%)

Cudupcrllz'trt oKpyr 0 2 (6.s%',)

Vpamcruft oKpyr 2 (6,25yo\ 2 (6.s%\

lOxsrtfi oKpyr 2 (6.2s%',) 0

.[anrneeocroqnrui oKpyr 0 0

Ceseoo-KaBrascrr,Ift oKpyr | (3,15%) 0

Bcero: 32 (r00%) 31 (100%)
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Cy6rercru o6panlennr neKapcrBeHHbrx cpeAcrB crilJlpl 6oree orBercrBeHHo
orHocrrrbcs r co6rroAeHr{ro rpaBr,rn Krr,rHr{qecxoft/na6oparopnofi rpaKrI,IKrI - o6qee
KoJrraqecrBo BhrsBreHHbrx B 2012 roAy napyruennfi coKparnJrocb Ha 7,4yo tlo
cpaBHeHlrro c rpeAbIAyIrIlIM roAoM (15,5 n 22,9 % B 2012 vt 20ll rf.,
coorBercrnenno). Hnxe upeAcraBneHbl AaHHbIe pe3ynbraroB rpoBepoK.

TIPOBEPKI[
MeAnqrrncKrrx opraHulaqnfr, [poBoAfltrt[x KflrlHrrqecKrre uccJreAoBannfl JreKapcrBeHnbrx

npe[aparoB AJrfl MeArrIIHHcKoro rrprrMeHeHus n2012 roa

.Jrtb Hauuenonanne n
aApec npoBepeuuofi

meAnunucxoft
opfaHu3aqHu

Hcc.negyeuuft
upenapar /

nporr3BoArrrelb

Ilpororo.n KlIuHrlrrecKoro
uccne,IIoBaHI|s

ButqsreHHrre
HapyureHrIfl

I fEy3
Apxanremcrofi
o6racru <flepnar
ropoAcK:ur
KJIIIHI'IqECKA'

6onrnuqa ulr.
E.E. Borocesu.I)
163001,
r. Apxanremcx,
yr. Cynopona, g.

@euorponur

OAO <Barenra
Oapuaqenrnra>,
Poccux

lrb9/07
<<[nofiuoe cJlerloe maqe6o-
KOHTpOJII{pyeMOe

paHAoMrI3LIpOBaHHOe

cpaBHlrTeJlbHoe MHOTOUeHTpOBOe

raccJreAoBaHue eQQerrmHocru il
6esouacHocu [p[rMeHeH[uI
npe[apara Oenorpoum B Ao3e

100-200 Mr B ocrpoM neplroAe
I,IIUEMI,TTIECKOTO I,IHCYNbTA

norvuraDnoft noKanu3alrnn)

HapyrueHr{rr He BhItBJIeHbI

3rceHaruA
(LY2148568)

<<3rn Jlul;l,u 3rIA

KounaHn JIIA.>,
Beruro6puranr.u

JlbHSO-EW-GWDM
<PangoultsltpoBaHHoe
r,rccJIeAoBaHHe cpaBHeHI,It AByX
cxeM rer{egut: Tepanru 6alamnnu
lrHcyJILIHOM/rnaprI{HoM,
gKceHaruroM u uenpoptrttluotu
(B3T) unn repailvt 6ara.nuuu
nucynanol/uaprllHoM, 6oruocrnru
I'IHCYJI}IHOM JIIBNPO V

uerrlopultuou (EBT) y cy6texron
c ctxapHblM Aua6erou 2 rurta,
paHee noJrJAaBIuI,Ix 6asamHHft
HHcyJrrrH rJlapruH nn6o c
ue'r{opnaunou, nn6o c

uerQopunttotrr H npol{3BoAIIbIMil
cvnrdannnuoqeBuubl)

2. fBY3 ropoaa
Mocrnrr
<Mocrorcrr,rft
Ha)AHo-
npaKrr,rqecKnE qenrp
uegnqlrncrofi
pea6wrunat1uu,
BoccraHoBuremnoE
ra cnoprnnuoft
MC.IUL(IIHbI

[euapraueura
3ApaBOOXpaHeHnt

ropoAa MocxsbrD
105 120, r. Mocrna,
yr. 3eunrnofi nar,
r. 53

Aqerr.rrcaruqr.uroBat
Kr.rcrora KAPAI4O

3AO
<@apuaqentrlecKoe
rlpeAnplItTHe
<O6onencxoe>,
Poccnr

Jr,lb5B3/au. x-ra
<llsyreuue cpannurenurofi
ilaplraroxunerr.lru 14

6uogrnrualeHTHocrl,t
JreKapcrBeHlrblx [pe[apaToB
AqeruncaluqnnoBaul KI,IcJIora

KAPMO, xancyJlbl 100 Mr,
npou3BoAcrBa 3AO
<<@apuaqenrwrecKoe [peAnprrtrlle
<<O6olencxoe>r, Poccltr, H

Acnnprn KapAno, ta6letru,
rroKphrrhre KulueqHopacraopmtofi
o6ono.xoft, 100 ur, npor.r3BoAcrBa
<Fafiep Af>, fepuaHnrr>

HapyrueHlur He BbnBJIeHbI
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J. I-EY3 Cnepgroncrofi
o6racrn <O6racrHas
,IICTCK:I'

KJIIIHI,TTIECKA'

6omnuua J\bl)
(rEY3 CO (OAI(B
Nel>)
620149,
r. Erarepnn6ypr,
yn. CepaQr,ruu

fiepxdumotrr, y,.32

@euorponu.n

OAO <Barenra
(Dapuaqerruxa>,

Poccur

Ne2/08
<,{aofiuoe cJrenoe, maqe6o-
KOHTOJTT{pyeMOe,

paHAoMr,r3r{poB aHHoe,

cpaBHI{TeJrbHoe, MHoroqellTpoBoe
r.rccJreAoBaHlre sQSexrmuocrn r

6esouacHocu [pr,rMeHeHut
rperapara OeHorponur n gore 50-
100 ur B cyrxr{ y Aereft AercKoro }r
rroApocrKoBoro Bo3pacTa c
r{Ir{o[aT]rqecKLIMLr u
cr.rMmoMarurrecKuMn Qopuaun
3NI{JIEIICruID

Hapy[IeHr4jr He BbrrBJreHbr

4. MBV dopogcxar
KIIHHI{qECKA'

6olrnuqa Jtlb14>

620039,
r. ExarepnH6ypr,
yr. XXII
flaprcres4a, A. 15 A

Apnrcrpa
(Qonganapunyrc
uarpur)

<frarco Bgmon
flpo4axruen>,
Opauuur

NgARTl08053
<Mex4yuapo4noe,
MHOrOqer{TpoBoe,

paHAoMr,r3rrpoBaHHoe, AsoftHoe
cJrenoe uaqe6oronrpon[pyeMoe B

napannenbHbrx rpylnax, III Qaru
r.rccJreAoBanue eQQerrnnuocru il
6esonacHocru [penapara
Apurcrpa (2,5 ur uo4roxHo) npu
JIEqEHI'IN NAIIHCHTOB C OCTPbIM

CI{MNTOMATFICCKIM

rBoJrupoBaHHbIM noBepxHocrHhlM

rporra6oQne6urorrr HlrxHI{x
roneqnocrefr c qenblo

npoQruarruru
rporra6oeu6onlItlec KI{x

ocnoxnennil>

HapyrueH[_f, He Bbr{BJIeHbr

5. 3AO <Enora.u>
143422, Mocxoscrat
o6racru.
Kpacnoropcxltil
p-oH, c. flerpono-
Aamee

XpaHeHue AoKyMeHTaIIUI{
KJII,IHIIqCCKI'TX

uccneaosaHr.Ifi

ocyulecrBJrreTct no
aApecy: 198515,
r. CaHxr-flerep6ypr,
flerpoanopuonufi p-ou,
n. Crperura, yn Cntsu,
,u.34. rtl,tr. A

6. ofBv
<focyAapcrnensrril
HaYTIHO-

HccJre.rloBaremcxnfi
IIEffP
npo$urarrn recxofi
Me,(uur,rHbr))

Munrgpancoqpa3Bl{T
uq Poccnu
101990, r. Mocxna,
Ilerponepnrcrufi
neD.. a. 10. cm.3

3Hananpun H
(euaranpu +
rngpoxloporuarr4)

OOO <<OroH>,

Poccur

Ns1902201l-ENAN-001
<I,I:yreHne cparnurenurofi
rfapuarornHerl,IKl{ LI

6nogxrnsareHTHocrl,I [penaparoB
Snaranprut H, ra6nerrlr l0 rrar +

25 rur (OOO <tO3oH), Poccrax) ra

SHan-H, ra6lerxn l0 ur + 25 rlr
(KPKA, A.A. Hoso Mecro,
Croneuur)>

HapyrueHr{f, He BbItBJIeHhl

7. OOO <Hayuno-
rrpor{3BoAcrBennul
qeurp llpo6uorex>
119992, r. Mocrna,
yn. 5-a Ka6ersnar,
y,.26, crp. I

3uaranpm H
(snananpul +
rnrpox;ropornazup,)

OOO <<Oson>>,

Poccus

Ns19022011-ENAN-001
<I{:yreHue cPaurnrelrnoil
tpapuaroxunerltxn vl

6uosKBnBareHTHocrn rlpettaparoB
Snaranpur H, ra6nerrn l0 ur +
25 ur (OOO <Ogon>r, Poccur) r.t

SHan-H, ra6nerxn l0 rrar + 25 ur
(KPKA, A.A. Hoso Mecto,
CloseHut)D

HapyIIeHI,It He BbItBJIeIrbI
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8. ofEv
(focyAapcrBeHHLIfi
Ha)^IHhIfi IIeHTP

AepMaToBeHepoJlorn
II I{ KOCMETOJIOIIUD

MuHsAparcoupar
Bnr[r Poccuu
107076, r. MocKBa,
yn. Koporenxo,
a. 3, crp. 6

BuxnnenHue B xore
rrrraHoBor rlpoBepKr.r

19.12.201 | - 21.12.201 1

HapyrrreHr.rr npaBlln
KJr r,rHr,rqecKo ft rrp aKTr{Kr,r

yc'rpaHeHbr

9. ofBv
<f ervrarororuqecxufi
uayrnul ueHTp)
Munr4pancoqpas
BIMHfl POCCUII

125167, r. Mocrna,
Honufi 3Hroscxnfi
[p-A, A.4

Huuynnn

<Eaxcrep
Ancrpur

AfD,

Ne050901
<Mnoroqenrponoe orKpblToe
rrccJreAoBaur.Ie IV Qarrr,
npoBoA[Moe N$. perurcrpaqu[
KoJrlrqecrBa Auefi BBeAeHI{t

ZuuynuHa (ouuuqeunoro, Bllpyc
r.rHaKTHBr{pOBaHHOTO KOHqeHTpaTa

Saxropa cBeprbrBaHlul xponr IX) n
BbrrBJreHI{t uHrn6rropon $axropon
cBeprhlBaHl{tr xponn lX y 6olrnrrx
rerraoQmuefi B n rrxenofi
(yponenr Qaxropa lx<l%) wtu

WepeHHo rrxeloil (yponeHr

Qarropa lX<2%) Soprrre, KoroPEIe

paHee npoxoALIJII{ JIeTIeHI'Ie no
noBoAy AaHHoro ga6orenanus I'I

[JraHnpyloT npI{HtTb yqacTl{e B

[rccJreAoBaHnn [pe[apara BAX
326, HoBoro KoHIIeHTPara

perou6rnantnoro QarroPa
cBeprbrBaHnt KpoBtI IX (KoA

Eccre.[oBaHLIs: 25090 I )>

BHssreHHbre
sneruraHosoft
12.12.2011 -
HapyrreHr.rt
rutunuqecroft
ycTpaHeHbr

B XOAe

npoBepKu
23.12.2011

npaBlln
npaKTHKr4

0. fEY3 ropo.qa

Mocxarr <fopo4crar
KJII,IHI{qCCKA'

6omHuua Nsl
urvr. H.LI. fluporona
,{enapraueura
3ApaBooxpaHeHruI
ropoAa Mocxsbl)
119049, r. Mocxra,
JleHnncxnfi np-r,
n.8

Tpou6orarnt

3AO <Cu6upcrufi
qeHrp QapuaKoJIorIrH
n 6uotexHororn[).
Poccur

}IbVETTER-I
<<Mnoroqerrrposoe

paH,qoMr.r3r{poBaHHoe ruaqe6o-
KoHTponnpyeMoe AsoEHoe cJlerroe

KJII'IHIqECKOE }ICCJIEAOBAHHE

npenapara Tpou6onaruu
<<Tepanr.u BeHo3HbIx [porHo3oB)

AOrryIIIeHbI OTKJTOHeHWI OT

npoToKoJla KJIHHI{qeCKOro

I'ICCJIE.IIOBAHU'

Tporu6recc flrmc
OAO <Hr.rxQapu>,
Poccur (opramarop
[ccreAosaHl,It OOO
<lllrala
Oapu,{enenoIrMeHr)),
Poccr.rq)

NsRUA/V09l8
<,{rofiuoe cJlenoe
paHAoMI{3I{pOBaHHOe

lrccJreAoBaHue et[t[erumnocrn n
6esonacHoctn npenapara
Tporu6necc flJttoc, relr (OAO
<HnxQapu>) r cpannenun c
rpenaparoM BeuonafiQ, relr
(OAO <Axpn<nnXOK>) Y
narIHeHToB c ocTpbIM

napurorpou6o$ne6nrou
noBeDxHocTHbIx BeH)

AOITUIEHbI OTKJIOHEHWI OT

rrpoToKoJra KJIHHI+IeCKOTO

I{CCJICAOBAHH.f ,

se co6ruoAes noptAoK
paH.qoMLBaqr{I{ naIIHeHTOB

I MBY3 dopo4cxar
6omsuqa J{bl>
162602.
r.9epenoneu,
yn..{auulona, A. 15

JIr.rrryryrr,ra6
(HuM195, SGN-33)

<Cueu fi2renernxc
Hnropnopsfireg>,
CIIIA

NeSG033-0003
<<PanAor,uls[poBaHHoe, AsofiHoe
cJrefloe, uccJIeAoBaHI{e

nnnryryua6a u ryrrapa6uua B

nugxofi Ao3e B cpaBHeHItI,I c
ruraqe6o n qurapa6unoM s lrHlrofi
Ao3e nplr JreqeHI,Ir{ 6onrnsx
ocrpbrM unero6racrnuu refi xogou
B Bo3pacre 60 JIer Ir craplue,
KOTOpbIM He npoBoArrlocb Teparurll
no,tIaHHoMy noKa3aHllro))

HapyrrleHrul He BbItBJIeHbl

2. O|BY <<Hawno- Adara N9ALl0709l l-50.PN HADVIUCHI'I HC BbI'BJICHbI
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I,ICCNE]IOBATEJIbCKI,Ifi

HHCTUTyT ypOJrOrUn

Mnn:4pancoqpa:
snTr.rt Poccuu)
105425, r. Mocxna,
yl.3-t flaprorar,
4.51, crp.4

OOO (HIIO
Marepna MeAnxa
XolAnnr>, Poccns

<KrnHnqecrar sQQerrunHocrb I{
6eeonacxocrb npLIMeHeHLrt ar[a;rrr
npu xpoHr{qecKoM

a6arrepualtrnou
upocrarnre/cL{HApoMe
xpoHuvecxoft ragonofi 6orn.
Kou6nHuponaHHoe KJIHHHqecKoe

[ccJreAoBaHr{e:
l.)12-Hegelruoe
paHAoMr,BapoBaHHoe AsoilHoe
cnenoe ruraqe6oxourpon[pyeMoe
napaJueJrbHoe KJII{HI{qeCKOe

nccneAoBaHr{e; 2.) I 2-ne,uenrnoe
oTKpbrToe HecpaBHI4reJIbHoe

KJIIIHI{TICCKOE I{CCJIE.IIOBAHI,IE)

fEY3 <IleHrpaJlbHat
Mocxoncrar
o6racrnar
KNI{HHTIECKA'

IIc]txllarpr{qecKfu
6orrnuqa >> 127083,
r. Mocxna,
vr. 8-napra. a.l

BrusreHuue B xoAe
Bueuanonofi npoBepKlt
05.12.201 | - 07 .12.20r I
HapyrueHr.rt npaBLLII

xlngnqecrofi npaKT[KIr
ycTpaHeHbr

4. ofEy
<Mennuuucrnfi
pa4lrororlrvecxnl
Hayrnufi qeurp

MnHrgpaacoupa:
nl,rrus Poccnu)
249036,
Kanyxcra"a o6.n.,

r. O6nuncr,
vr. Konoresa. a.4

A6uparepona allerar

<Opro Euorex
OmoroAxu Pecepu
sHA AeBero[MeHT),
CIIIA

Ne2l2082PCR300l
<<Orrcprrroe [ccJIeAoBaHI{e

A6nparepoHa Aqerara Y
rrarIHeHTOB C MeTaCTarI,IqeCXUM

roprraonoper[paKrepHblM paKoM

npegcraremnol xeJIe3bI, Y
KOTOpbrx orMerraercfl rrporpeccllt
oryD(oJIeBOro [pouecca nocJle

xHM lIOTepanHI{ TaKcaHaMn)

HapyuIeHI.It He BbItBJIeHbI

5. |EOY BTIO
<Kypcrufi
rocygapcrneHuuft
naear,rqnHcxnfi
yHlrBepcHreT

MuurApaocoupar
suTut PoccrurD
605041, r. Kypcx,
yl. Kapra Maprca,
n.3

Kourulrwrr
Tpruecrpp,r
2 rpuuecrp

oAo
<@apucrangapr-
YIIaBHTA>, Poccrq

,{oxrnnnvecroe uccJleAoBaHue

<<Hty.renne BIruAHwfl. Ha

[ocrHaranbHoe pa3BI,ITI{e pr

r[eprursnocrb rloroMcrBa
JreKapcrBeHHOfO cpeAcrBa

Koururnnur Tpnrr,recrPYrr,r 2

TpnMecrp, ta6letxn, noKPbITbIe

o6onoqxofi npol{3BoAcrBa OAO
<Oapucran4apr-Yt[aBHTA>

HapyrueHlrrl He BbIqBIeHbI

6. lY3 ropoga MocxsH
<fopogcrar
KJIHHI,IqCCKUI'

6onrsuqa Nbl2

[enaprauenra
3ApttBooxpaHeHllt
ropoAa Mocrnu>
I15516, r. Mocxna,
yr. Eaxuncraa,
n.26

CnasMaroH

OAO <Eopucoscxufi
3aBOA MeAIIUIIHCKI{X

flpe[apaToB)),
Pecrry6rura
Eerapycr

NeRUO3/10
<Orrpuroe cpaBHHTeJIbHOe

paHAoMLBITpOBaHHOe XJII'IHI{IIeCKOe

lrccJreAoBaHlle soQexrmHocru tr
6egonacnocrn npenapara
Cuaguaron pacrBop Anx nnrexqrafi
(OAO <Bopuconcrrft 3aBoA

MeAT.TqLIHCKID( npe[apaToBD,
Pecrury6runa Benapycr) B

cpaBHeHnH c lrpenapaToM

CuasManroH pacrBop Mfl
BHyrp[MbIrIerIHoro u
BHyTpnBeHHoro BBCIEHH'
(<Cor[apua> AO, Bolrapvn>, rra
KynHpoBaHLIt 6olenoro c[HAPoMa
y [aq[eHToB c tfymquoHalbHblMl'I
HapyrueHn rMu pa6oru )KeJryAoqHo-

Kr{rueqHoro TpaKTa: GI'IHIpOMOM

pa3Ap0KeHHofi tolcrofi XUIIIKLI,

mcruuegueil xenqeBhIBoAtuIID(
nvreft. Oynrquonalurofi

ne o6ecneqeno
HaAJrexauee BeAeHI{e

yrernofi AoKyMeHraIILtH
rro JIeKapcTBeHHbIM

npenaparaM
KnHHI{qecKofo
rICCJIE]IOBAHI,I'
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HeT3BeHHOI{ iII,ICnelC[eIr)
7. fBV3 PecrryCllnxu

Kapertlrr
<Pecrry6ruxancrar
6omnnua
nu. B.A. Eapanona>
185019,
r. flerpogasoAcr,
yr. fftaporona, g. 3

Boprerouu6

3AO <Euora4>r,
Poccur

.r\b60P-l
<Orrprrroe
MHOTOqeIITpOBOe

KJII,IHI{qECKO€

eQQerrunnocrn u
xorvr6unnporaunofi

[pocrreKTr{BHoe

cpaBHlrTeJrbHoe

UCCJIEJIOBAHHE

6egonacnocru
TepaII[rH

nperaparaMu Boprerouu6 (MHH:
6oprerouu6, 3AO <Buoraq>>,

Poccr.u), uelQaran lr upeAHI,BonoH

B cpaBHeHI,Iu c rou6uttlrposaHHoft
repanuefi npenaparaMu BelrefiA
(MHH: 6opresouu6, OOO
<.Ilxoncon u Ilxoncon>r. Poccur)>>

HapyrueHr.rrl He BbItBJIeHbl

8. O|EY <<Haytuo-
lrccJre.[oBaTelrcxnfi
rrHcrrrryT rpLI[Ia
Mlrns4pancoqpar
sr,rru{ Poccuu).
197376, r. Camr-
flerep6ypr,
yn. flpoQeccopa
flonona, 0,.l5ll7

Baruuua X, Baxqrana

Y

O|YII (HIIO
<Mnxporen>
Mnurgpana Poccnra

NC|B-VII-00-002/2010
<I{syvenne peaKToreHHocrl,I,

6esonacHocrn ll I{MMyHoreHHocr}r

HOBbTX rpl,Irlrlo3Hblx BaKUHH

BaxunnrrXnBarquruYHa
Ao6posomuax a nospacre 18-60

JIET)

HapyrrIeHItJI He BbItBJIeHbI

9. |EOY BIIO <Canxt-
llerep6yprcrufi
rocyAapcraeHnrrfi
ueAnrlnncxuft
yHr,rBepc[TeT ItM.

axa,u. LL[I. flasnosa
Mnnsgpaecoupa3BHT
ur Pocctu.I),
197022, r. CaHxr-
flerep6ypr,
y.u. Jlrra Tolctoro,
n.6/8

Kopraren

OOO <fepo$apu>,
Poccus

,I[oxlunnvecKoe nccJIeAoBaHI{e

<I4:yrenue BIrutHvtA oAHoKparHoro
nnyrpn6ptoluuHHoro BBeAeHHTI

cy6cranqun Kopraren Ha o6uryo
ABr.rrareJlbHylo aKTI4BHOCTb KpbIC,

oueHKa aHKcI,IOJIIrrI4qeCKofo

e$Serra (recr <Orrpuroe rIoJIe) r
rccr Borenr) n aml,IAenpeccusHoff
aKTnBHocrtI (recr <rutaeareJlbHoro

orramur>)>

HapyueHHrl He BbItBJIeHbI

|0. fEv3
Apxanremcrofi
o6racru
<<Apxanrelrcxar
o6nacrnar
KJII,IHI{qECKA'

6o.nrnuqa>
t63045,
r. Apxanre.nrcx,
up-:r Jlouonocona,
n.292

JlenaruAouu.I
(Pearuuug)

<HoPnn'r
(Dapuacrrornxalc

HHx.>, CIIIA

NqCC-5013-CLL-002
<Mnoroqenrponoe,
paHAoMu3I{poBaHHoe, Aso[Hoe
cJrenoe, rulaue6o-ronTponupyeMoe
B naparJreJlbHblx rpy[nax
r,rccJreAoBaHue III r[arrt
er[Qerrneuocrn n 6esonaurocru
JlesanuAotr,rn,Ua (Peuurvrnla) B

KaqecrBe no.q4epxunatoqefi
Tepanu[ynauneHToBcB-
KIETOIIHbIM XPOHruECKHM

ruau$olefixosou nocne nroPofi
Ift.l'l'lIII TepanI{H)

He o6ecneqeno
yBeAoMneHI{e Munsgpana
Pocculr o Haqare
npoBeAeHr,It KJII{HI,IqeCKI'IX

tlccneAosaHufi;
STHqCCKHM KOMHTETOM

yrrpexAeHnt:
He oIIeHLIBaJIaCb

rnaruQuraquu
r{ccJreAoBaTent,
He ocyrqecTBJltnocb
lep[oAr,rqecKoe
paccMorpeHI,Ie

lIHUTIHI{pOBaHHbIX

KNHHllqECKI{X

nccregonanrni,
He rrporoKon4poB€ulHcb

3ace.IIaHItt 3TI'IqecKoro

KOMI,ITCTA,

ue paspa6orauu
craH,4aprHhle npoqeAypbl,
OTBETCTBEHHEIM

I,ICCJIC]IOBATCJIEM HE

nepeAaBiuracb Bepcl{fl

6pouropu HccJIeAoBareJIt

Ha paccMorpeH[€ B

stllqecrilfi KoMI{Ter

fEY3 r. Mocxnu
<foooacxar

Tporu6onasuu NsVETTER-l
<Mnoroqenrponoe

BrusneHHbre B xotre
uanonofi nDoBeDKH
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KJIITHI{qCCK'I'

6omHrua Nsl
rrrr. H.LI. flnporona
,{enaprauenra
3ApaBooxpaHeHrur
r. Mocrsbl)
119049, r. Mocxna,
JleHuncruft np-r,
a.8

3AO <Cn6npcxufi
qeHrp QapuaxoJrorrn
u 6uorexnonorfiE).
PoccHs

paHloMr.r3r.rpoBaHHoe rlJlaqeoo-
KoHTpoJrr.Ipyeuoe Aroft noe cJlerroe

KJILIH}ITIECKOE I,ICCNE.I(OBAHI,IC

[pe[apara Tporu6onasuu
<Teoarlr.a BeHo3HbIx rrDorHo3oB))

18.07 .2012-19.07 .20 12

HapyrueHr.rrr npaBr4Jr

unHnqecxofi npaKTlrKH
yc'rpaHeHbr

Tpou6recc flnrcc

OAO <HHxQapu>,
Poccrry

NeRUAT/O9/8
<<,{rofinoe cJlefloe

paHAoMr{3npoBaHHoe

r.rccJreAoBaHl{e sQQercrannocrrr I,t

6egonacHocru flpe[apara
Tpou6necc fhtoc, renr (OAO
<HuxQapnr>) n cpanueHnn c
nperaparoM BexoraftQ, relr
(OAO <Arpn<nH X<DK>) y
naq[eHToB C OCTpbIM

napurorpou6oQle6nrou
NOBCDXHOCTHbIX BCH)

,,2. fBV3 <Cauapcxufi
o6nacrsoft
xlnnuqecrrafi
xapAuonoruvecxnfi
Ar,rc[aHcep)
430'10, r. Cauapa,
yr. Aepogpounar,
n.43

CLCZ696

<Horapruc Oapua
Af>, Illnefiqapnr

NsCLCZ696B2314
<Mnoroqenrponoe,
paH.qoMrnlrpoBaHHoe, Arofinoe
cJrenoe, aKTI.IBHO KOHTpOJII{pyeMOe,

npoBoArIMOe B rlapailneJlbHblx
rpyilrix [ccJIeAoBaHr{e

6egonacsocru u etft[erruauocru
LCZ696 B cpaBHeHI'Iu c

SHananpHnoM npH IeTIeHHH

nau[eHToB c xponrvecrofi
ceo.ueqHofi He.[ocrarorlHocrbrc)

HapyrueHHt He BbItBJIeHbI

J. HII <3rnaa>
236023,
r. KarunnHrpa4,
yn. MonouuncKoro,
A.7, t<s.2

KENPA XR
(Jlenernpaqerau)

dOCB Oapua
Cerrop>, Belrrnr

NsNOl280
<MHorouenrponoe, AsofiHoe
cJreloe, paHAoMrBlIpoBaHHoe,

r,rccJreAoBaHne c HcropI{qecKHM

KOHTpOneM It [epeBoAoM Ha

MoHorepanruo npelaparoM KenPa

XR (saMeAreHHoro

arrcao6ox4enm) NE JIeqeHI{l

napuuanbHblx cyAopoxHblx
TIDI,ITIAAKOB)

B XOAe HCCJIeAOBaHHTI

r{crroJrb3oBzlJlacr Qopua
unQoptuuponaHHoro
cornacn l [aqHeHTa, He

noJrlqlrBrrrat o4o6pexue
KOMI,ITCTA NO STUKC

KETIPA XR
(Jlenerupaqeraru)

(IOCE Oapua
CerroD>. Eelrrus

NeNOl2Sl <<OrxPuroe

AonrocporlHoe na6rnoAareJlbHoe

r{ccJIeAoBaHHe rlpeflapara Keunpa
XR Anr JIeqeHruI napquanbHblx

cviloDoxHblx np[IaAKoB )

HapylueH[f, rre BbItBJIeHbI

3AO <Cn6npcxuft
qeuTp OapluaKoJlorntl
u 6uorexnonoruu>
630056,
r. Horocn6npcx,
yr. CoQnficrar,
n.20

Tpou6onasllr.,

3AO <Cu6npcxufi
uenrp QapuaroJlornr
u 6norexnonorun),
Poccur

NsVETTER-l
<Mnoroqenrposoe,
paHAoMr{3HpoBaHHoe, rnaqe6o-
KoHTpoJlnpyeuoe, AnofiHoe cJlefloe

Knr{Hl{qecKoe I{ccJreAoBaHI',Ie

upe[apara TPou6onasnrvr

<Tepanlrr BeHo3HbIx nporHo3oBD

VETTER-I)

HapyrueHl.rt He BbIfl BJIeHLI

5. OOO <IIIraga @apu

fleaeromreHr>
109029, r. Mocxta,
AsroMo6rmrrrtfi
npoe3A, A. 6, crp. 5

Tporra6necc flmoc

OOO <lllraaa Oapu
,{eaerornaeur>,
Poccur

NsRU/Nfl09/8
<,{nofiuoe cJleloe
paHAoMll3upoBaHHOe

r{ccJreAoBaHl{e sQr[errnanocru u
6esonacHocrn [peflapara
<Tpou6recc ffmoc>r, renr (OAO
<Hnxr[aprrr>) n cpanHeHnu c

npenaparoM <<BeHonafiQ>, relr
(OAO <Arcprar.rH X{DK>) Y
rraqHeHToB c ocrpblM
nap urorp orra6o{ne6 nrorvr

noBepxHocrHblx BeH)

HapyrueHllt He BhItBJIeHbI

,,6, OOO HTIO Adara NgALl0709l l-50.PN HADYIUCHI{fl HC BbI'BICHbI
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(Marepna MeAuxa
XorAnHr>
127473, r. Mocxra,
3-fi CaMore.rHHfi
nepeyrox,4.9

OOO HIIO
<Marepna MeArxa
XonAnnr>, Poccuc

<Krnsnqecxae s([QerrurHocrb lI
6esonacHocrb nplrMeHeHnt a([alu
rlpll xpoHHqecKoM
a6ax:repuanuroru
np o crarure/cltH.upoMe
xponn recrofi rasosofi 6or[.
Kou6unnponaHHoe KJIrIHI,IqecKoe

I,ICCJIE]IOBAHI,IE:

l. l2-ue.uelrHoe
paHAoMr{3HpoBaHHoe Asofi Hoe

cne[oe ruaqe6o-ronrpon]IpyeMoe
napaJrJIeJIbHOe KIIHHTTqeCKOe

HCCJTe.UOBaHT{e;

2. l2-se4ensHoe orl(pblroe
HecpaBHLITenbHoe KJTIIHI{qecKoe

UCCJIE.IIOBAHHC)
,,7 

' Yupex4enue PAMH
<<Hayruo-
r{ccne.rloBarenrcruft
r,rHcrlrTyT

r[aprr,raxolornu>
Cra6upcroro
orleJIeHI,It PAMH
634028, r. Toucr,
up. JIeHnna, 9.3

KaruraBup
(Jlonunanup +
Pr.rronarnp)

oAo
<Oapuacunteu,
Poccr.r.fl

Ne[03/12
<Omprrroe paHAoMI,I3HPoBaHHoe

lepeKpecrHoe nccJIeAoBaHI'Ie

cpaBHllrenbHoi QapuaxoKHHerI'IKH
u 6[ogKBI{BaJIeHTHocru

npenaparoB KalugaanP
(Jlonnnannp 200 ur * PmouannP
50 Mr) ra6remu noKPblrble

rureno.{Hofi o6oloqrofi (OAO
<Oapuacnnres>, Poccur) vl

Karerpa JlounuanuP 200 ur *
Prrouarup 50 Mr) ra6lerrn
rroKpbrrble nneHoqnoft o6oloqroft
(366orr fu6x u Ko' Kr,
feouanus)>.

JIOK:IJIbHbIM 3TI{qECKI,IM

KOMHTeTOM AOTTyCKaIOTC'

HapyrueHufl nonoxenufi,
pernaMeHrl.rpyouux ero
AerTeJIbHOQTb,

AOKyr![eHTirnbHo He

noATBepxAeHo
BbITIOJIHEHI,IC

anarurtlrecrofi qacrlr

nccirelloBaHI,I{.

AnaQepon

OOO (HIIO
Marepua MeAma
Xon,uunr>, Poccnr

,florm,rruvecKoe I'IccJIeAoBaHHe rlo

[porpaMMe <SrcnePuueHTalJlbHoe

H3)^reHr{e ruuynorponnofi
aKTnBHocrlI AuaQePoua>

Hapymenuil rpaBrr
ra6oparopnoft nparrmu
HE BbICBIEHO.

8. OI-V3 <<Me.wtro-

caHuTapHarMacTb
N 97) OMEA
394062,
r. Boponex,
yr. flytunorcxar,
r. 19

Jlanarunn6 (GW
572016, Tailrep6)

<fnaxcoCNrurKr.flftH
3xcnopr JIIA.),
Bennxo6pnranna

NgEGFl04535
<PanqotvrnsLIpoBaHHoe

MHoroIIeHTpoBoe rutaqe6o-

KoHrpoJlrpyeMoe rlasu III
cpaBH[TeJIbHOe [ccJIeAOBaHUe

xou6unauun JlauaruHu6a
(GW572016) n flauurarceJla c
pexlrMoM repa[I{H flarrtnraxcerou
H nJlaue6o y naul{eHToB c

MeracrarHqecKl,IM paKoM

uoloqnofi xeJIe3bI c

rrrrreD3KcnDeccfiefi reHa ErbB2>

HapyrueHl{rl He BbIf,BJIeHbI

"9.
fV3 <Boponexcxufi
o6racrnofi
rrlunH.recruI
lcr{xoHeBpoJror[qecK
uff gucnaucep>

394071,
r. BopoHex, y1.20-
nerur Oxrr6pr,
n.73

LY2r40023

<3nr.r Jlutrtru
Kounaun>, CIIIA

Ns H8Y-MC-HBBN
<<Mymrnqeurponoe Asofi Hoe

cJrenoe, ruaqe6o-rornpon[pyeMoe
rlccneAoBaHl,Ie 3 rfaru 3-x Aos

LY2140023 MoHorHAPara u ocrPofi
Tepanun naqueHToB C AuarHo3oM
urusoQpeuun no rPurePurrrl DSM-
IV-Tb)

HapylueHHt He BbItBleHbI

;0. OAO <Balenra
@apuaqenruxa>
I19530, r. Mocxna,
yl. feHepala
,{opoxora, 4. 18,

crp.2

Llnrannpnn
(Hrq,arolrusrHHaMI{
.4 nenraHAuosofi
xucrorrt)

OAO <Balerra
OaoiaartesruKa).

Ns4P/10
<<flnofinoe cJleloe
paH,uoMtclrpoBaHHoe rnaqe6o-
KOHTponHpyeMoe MHoroqeHTpoBoe

uccne.rloBaHle uo oueHKe

xnun[.recxoft st[t[exrlmuocru u
6esonacnocrlr npeflapara

He o6ecneqeno
HanpaBJreHHe coo6ueuufi
o 3ABepIUeHI{1,I,

IIpI{ocTaHoBJreHIl]MrH
IIpeKparrleHI.ru
[ccJre.rloBaHllfi s
vnonnouoqennuft
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Poccnq Vnrannpun, KancyJIEI 30 Mr, Ars
Jreqenl{t rpnnra }I Apyrux OPBI,I y
Aerefi s Bo3pacre l3-17 ner>

Se,qepanrnuft opraH
ucnolnurenrnofi BJIacr[
no ycraHoBJreHuofi Qopue;
AoKyr![errTtrnbHo He

orlopuneuu cran,(aprHble
npoue,{ypbr,
peHraMeHrr.rpyloIIIue

opraHu3arlHro npoBeAeHLrrI

KIIHHI{qCCKLTX

r,rccJreAoBaHuUt u rlx
MOHr{rOp[Hra, npolleAypbl
u3'b'dTr4g. Il yTvnv3auJdlr
npelapara;
[pe[apaT [ccIeAoBaHHt
xpaHlilIct c HapyIueHI{eM

reMnepaTypHoro pexnMa;
He pa:pa6oranu
craHlaprHhle upolleAypbl
AJrr no pa6ore c dazalau

.[aHHbrx uccneAonaunil,
cucTeMa He no3BoJIteT
perucTpupoBarb Eury n
BpeMt BHeceHHbIx B Hee

u3ueueHufi, orcyrcrByer
cflncoK Ilr{,
yronHoMo.IeHHbIX

peAaKrllpoBarb AaHHbIe,
He ocyuecrBJlterct
peryJltpHoe pe3epBHoe

KOrr4poBaHI{e AaHHbIx;

AOKyrueHTanbHo He

[oATBepxAeHa
rnaluQuraryu oAHoro I'I3

MOHI{TODOB

OryH <Kagaucrufi
Ha)ruHo-
r{ccJleAoBarelrcrni
3TII{IEMI{OJIOIHI{ H

uurpo6uolornn>
Pocnorpe6nagsoPa
420015, r. Kaganr
yn. Eolrurar
Kpacuat,9.67

(Dlyxrnxaroua
r[ypoar (GW685698)

<fnarcoCuurKlsfin
Pucepu sttg
Aeseror&reHr
Jltarr-nreg>,
Beruro6pnraHnx

.NbFFAl14496
<Pan4outtsllpoBaHHoe, Agofi Hoe

cJrefloe, MHOrOqeHTpoBoe

r.rccJreaoBaH[e c qenbrc oqeHKI'I

eQQerrnnnocru u 6egonacnocrn
uHraJrtql{oHHoro OnYrrurasoHa

Qypoam rpu neqeHltn
flepcllcrtrpyrculefi acrrurt Y
B3pOCnbIX I{ rloApocrKoB,
npHHllMtuoul,Ix cpeAHI'Ie u
BbICOKI'IE AO3bI NHTAJI'UIIOHHbIX

KODTI,IKOCTEDOH.4OB)

HapylueHHt He BbI'BJIeH6I

2. HfI_<3ru,qa)
236023,
r. Ka.runnHrpa4,
yn. MonouuncKoro,
A.7, tcs.2

Kenpa XR
(Jleaernpaqerau)

TOCE (Daprua

Cerrop>, Eenrruc

NsNOl280
((MHorolreHTponoe, 4noEnoe
cJrenoe, paHAoMrr3lrpoBalrHoe,

HCCireAoBaHne c lrcropl{qecK[M
KOHTpOJTeM H rlepeBoAoM Ha

MoHorepanurc [PelaparoM KenPa

XR (gaueAlesnoro
sHcso6oxAe uut) w reqeHrrt
napqu:ulblrhlx cyAopoxHLtx
IrnuIIatrKoBD

Brrruennrre B xoAe
uranonofi [poBepKI,I

r0 .09 .2012-12.09 .2012
HapyrueHllf rrpaBlln

KrrnHrrqecKor npaKTHKI{

ycrpaHeHbl

J. fV3 <Open6yprcrar
o6ractraq
KNIIHI'IqECKA'

6omnnIIa>
460055,
r. Open61pr,
yn. Arcarora,
r,.23

Vta6pasuu (S16257)

<Jla6oparopux
Ceprrer>, OpaHq[s

NgCL3-16257-063
((SHIFT) <Blusnne una6Pagvua

Ha qacrory cepAeqHo-cocyAllcrblx
co6uruft y [aqLIeHroB c

yueperurofi n uxenofi
xponuuecxofi cepAeunofi
HeAocTaroqHocTblo er

cncronrrecroft alrc0yHxlluefi

HapyIIIeHruI He BbItBJIeHbI
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JreBoro xenyAorr(a. Tpexrernee
paHAoMr.Br.rpoBaHuoe ABo[noe
cJreloe uraqe6o-xonrponupyeMoe
MexAyHapoAHoe MHororleHTpoBoe

HCCJIEIOBAHIED

B 2012 roAy, KaK kr B 201
KOHTpOJTbHbIe Mepo[putTHs 6rtln

1 ro4y, rIpoBoAHMbIe Pocs4panHaA3opoM

cQorycnpoBaHbl Ha oIIeHKe co6rloAeHuq

npoBepreMbrMpr opraHlr3arlr4flMlvr rrpaBuJr KluHl,tqecrcofi/ta6opaTopHofi IIpaKT[KI4 Ha

rrpuMepax co6nroAeHnf, Tpe6oBaHrrfi rrporoKonoB KoHKperHbIx HccJIeAoBaHvir.

hcno6soBaHr{e rroAo6Horo rroAxoAa K ocyulecrBJleH[ro KoHTponbHbrx

Mepo[puflTr4ir B cSepe KJrrrHlrrrecKl,rx uccneAoBala'utrt (n cpaBHeHnu c

npuMeHtBIIu4MC.f, paHee IIoAXoAoM, aKIIeHTLIpOBaHHbIM Ha [poBepKe

opraHr,r3arllroHHbrx acneKToB) nornoJlter BbItBJItrb rrporoKoJl-clequQraqHble

HapyrueHus. ilpaBvr KruHr,rqecKofi npaKTI4KrI, a uMeHHo: HecoorBercrBl4e AaHHbIx,

BHeCeHHbTX B lrHAlrBtrAyanbHbre peruIcTpaIILIOHHbIe KapTbI, cBeAeHUtM,

coAep)KarqrrMcr B uepnn.rHofi AoKyMeHTar\Lrvr naIII{eHToB, orKJIoHeH[t or'

yTBep)KAeHHOTO [pOTOKOna UCCIeAOBAIIUS'.

B 2012 roAy Vupauenueu opraHrl3allur rocyAapcrBeHHoro KoHrpons

KarrecrBa MeAr{rlr{HcKoft npoAyKrlun Pocs4paBHa,A3opa Bo rcnoJlHeHlre pelueHl4f,

KoJrnerr4lr Poce4panHaA3opa or 26.05.201I yBenuqeHo KoJII{qecrBo rIpoBepeHHbIX

r4ccneAoBa1vrfr, ocyulecrBrfleMbrx B Ilen.f,x rocyAapcrBeHHoft perllcrpaquu

neKapcrBeHHbrx rperaparoB: B 2012 roAy rlpoKoHTponupoBaHo BbI[oJIHeHue

rpe6onanufi32 rrporoKonoB AoKnuHllqecKux tI KJII4HIIq€OKI,IX rlccneAoBauuit,lI3 HLIX

l'5 (47%) - JreKapcrBeHHbrx nperaparoB poccrficroro rpol43BoAcrBa' 17 (53%) -

rperaparoB sapy6exuoro rpoLI3BoAcrBa (r 20lI roAy - 35% 14 65%

coorBercrBeHHo).
B xoAe npoBepoK MeAuqLrHcK[x oplaHu3artrvIfi, ocyulecrBJltloulllx

npoBeAeH[e KrktH1rrrecKlrx LlccneAoBanvrir, Bbtf,BJItJII,tcb KaK HapylneHuf, rlpaBun

KJrHHHqecrofi nparuKu, AonyqeHHbre nepcoH{uloM rlpn [poBeAeHlln orAenbHblx

nporoKonoB KJrtrHgqecKr4x HccneAoBantrfrt, TaK u Hapy[IeHl4fl opraHl'I3arluoHHoro

xapaKrepa:
-AorryuleHbr HapyueHrrr B AerTeJrbHocTlI KOMI,tTeTa IIO 3TI4Ke MeAUIIIIHCKOII

opraHu3ar\vrvr - n 2 opraHv3apflx;
-He o6ecneqeH HaAnex(arqnft yrer rr xpaHeHne neKapcrBeHHbrx lpe[aparoB

laccneAoB anr4s. - n I opraur43awv;
-AorryqeHbr orKJroHeHrt oT rpe6onaHufi yTBepxAeHHoro rporoKoJla

r4ccJIeAoB Annfl, - n 3 opraHn3arluflx;
-He o6ecreqeHo HanpaBneHre coo6ulenufi s MnHsApaB Poccnvr o HaqaJIe

KJrprHIlqecKI,Ix [ccJIeAoBaHIafi - e I opraHLI3aIIuI{.
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Crpyrrypa xapyurenrd npaBrn xnlrH]rqecrof, nparrnxr, BHRBreHHux B xqAe
npoBepox meruqtrHcrtrx oprauuraqrf,

2lllll rqg 20li2 rq1

r Epnr.|* rW ftFtr ilFnol,Q.qrxHEt$r. tn{rErrn,
PEmrtF'l|ll|{ryrF

I m9$railnoFl$lr$

r HrFnHr. rrop4F tto|Fcfl r{oF|.pilffi.ocortDi
Bqr&rrt

r rco'lrrlrcrrqlprqtdF.rr g.ErangGtTlil
]|Esnqp-flr

r aoililsrrrtnflramorpetratrd tpruon Elrcfxrn

r noa+c

Karc cneAyer rd3 npeAcraBneHHbrx AaHHbIX, no cpaBHeH[Io c npeAbIAyIIILIM

roAoM, B 2012 roAy He Bbrf,BJrrJrocb HapyuleHnfi nopxgKa BeAeHus' ilepBvrqHofi

AoKyMeHTaLlvrv [aqLreHToB Lr nopt4Ka rloilyqenvrfl. I,IHQopMI'IpoBaHHoro corJlacnt

naqueHToB Ha f{acTrre B uccJIeAoBaHVvI. B to x(e BpeMfl orMeqeHo yBenrHeHne Ha

19 % cJrfraeB orKJroHeHlrf, or rpe6onannfi [poroKoJla uccJleAoBaHwfl' Lr

HeHaAne)Karqefo BeAeHUr yrreTa rrpelapaToB rIccJIeAoBaHI4.fl, HA Izyo - HapyIrIeHI4fi

opraHr{3allploHHoro xapaKTepa (otcyrctnue AoKyMeHTarIuV, noATBepx(Aaloqefi

yTBepxAeHr{e [pofpaMMbr uccJreAoBaH.n[ vr HtBHaIIeHI{e oTBeTcTBeHHOfO

nccJreAoBaTeilfl, pyKoBoAlITeJIeM MeAEIIIIHcKofi opraHI'I3aIIun' oTCyTCTB[e

HaAnexarqero pac[peAeneHlr.r o6ssaHHocrefi [epcoH€IJIa lrccneAo BaHvfl).

B 2012 roAyr raKxe KaK lr B 2011 ro4y, 6uln BbrflBJIeHbr cJIfraI4 HapylueHl'It

noprAKa xpaHeHr.rf, u rrera rrperapara r.rccneAoBaHHt (9% u l3Yo s 2012 pr 20lL

FOAaX, COOTBeTCTBeHHO).

3aourcupoBaHbr He Bbrf,BJtf,Brurrecfl paHee HapylxeHvfl, npaBvn KJIrIHlIrIecKorr

npaKT[Kr{ - B I rraeAnU}rHcKofi opraHrl3allrur orcyTcTBoBtuII{ II3BeIIIeHI'IS

Qe4epanrHoro opraHa r,rc[onHr{TenbHofi BJracru o Haqzule lpoBeAeHl{f, KJIUHI4TI€OKTIX

"".niao"a1vtrr(napyrueru{e 
rpe6oBalnir@egepanrHoro 3arona or 12.04.2010 Ns61-

(D3 (06 o6paqeHlrtr JIeKapcrBeHHbIX cpeAcrB>).

Buecre c reM B pe3ynbrare opraHI{3aIIrIoHHo-MeroAI,HecKofi pa6orbl
poce4paeHAA3opa s 2012 roAy MeArfrrIHHcKne opraHrr3allvru He AorIycKEUII4 TaKrre

rpy6rre HapyrueHvrfl.ilpaB*rr KruHllrrecroft npaKTuKrr, BbIsBJLf,eMbIe paHee, KaK:

-oTcyTcrBue AoroBopoB Ha npoBeAeHI,Ie KJIITHI{qecKnx I,IccneAoB anufi;
-OTcyTcTBIIe AoKyMeHTarlrnn, noATBepx,4atoqefi Qarr upoBeAeHLIt

KJII{HI,IIIE C KOTO IICCJICAOB AIIr,.Ifl;
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KJruHnqecKoro r4ccJIe,IIoBaHkrfl, 6es cooTBeTcTByroulefo-rrpoBeAeHI4e

pa3perreHLIs.
HeorreureMa.fl cocraBJrrroqafl [poBepKrl - oIIeHKa Ae.f,TeJIbHOCTI,I KOMI4Tera

ro srlrKe, cQopvrupoBaHHoro B MeAr4IILIHcrofi opraHu3alluu. B 2012 roAY

[poKoHTponupoBaHa AerrenbHocrb KoMr4TeroB rlo grrrKe 22 MeALIIILIHcKI{x

opraHz3aqufi, a 20ll roAy - 23 rv'egvrlr4HcKr4x opraHu3aqnfi. HapylueHl4q rlpaBun

KrrzHr4rrecrofi nparcTvrKr4 6sutu ea0urczpoBaHbl n pa6ore 2 us 22 (9%) KoMI4TeroB rlo

srr.rKe s 2012 roAy u s 4 us 23 (17%) KoMr{reroB, rIpoBepeHHbIX s 201I ro4y, r.e.

Korr4qecrBo Hapyruoauit B Ae-f,TenbHocrr.r KoMLITeToB rlo 3THKe B orqerHoM rlepnoAe

coKparnJlocr nil 8oZ.

Peaynurarbt npoBepox Aef,TenbHocrl4 9TllqecKrx

KOMXTeTOB MeAh qhHcKl,lx opra H n3ar4;ufr

2011 rog 2012 rog

He sbrtBneHbl
Hapyuexrn

9o/o

D rBb'B^eHbtHapyueHxi

7
/J

9t%

un$oprr,rarlproHHoro JrrrcrKa rraqueHTa, He yrBepxAeHHoro 3TlIqecKLIM KoMLITeroM.

Bnepnue B npaKrLIKy pa6oru Pocs4panHaA3opa B 2012 roAY BBeAeHbI

KoHTponbHbre NreporrpnflTkrfl, B orHollleuuu cy6reKToB o6parqeHrrt neKapcrBeHHbIX

t70a

lD.

B 2012 r-oAy, KaK 14 B 20lI roAy, 6sll,u BbItBrIeHbI HapylueHut B

,rlerreJlbHocrr4 KoMureroB rro 3TLIKe MeAI4III4HcKLIX oprannsaqnft TaKI4e, KaK:

Heco6ruoAeHue craHAaprHbrx orreparlnoHHblx rpolleAyp, periIaMeHTHpyroIrIkTX Hx

pa6ory r4rrv orcyrcrBlre pernaMeHTupyloqllx AoKyMeHToB; HeAocraro'IHoIfi

KoHTponb 3a npoBoAr4MbrMrr B Me.qulll4Hcroft opraHlr3allun KJILIHI{qecKrrMIr

uccneAoBaHv1y1vr; orcyrcrBne orIeHKIl KoMHTeroM xnannQurarryrr4 vr orIbITa

orBercrBeHHoro lrccJreAoBarenr; orcyrcrBne AoKyMeHTnpoBauut' pa6orbl KoMI{Tera.

Buecre c reM, s 2012 rogy 6ulu orMeqeHbl I4 HapyueHvtfl, He BbItBJItBIuuect

paHee: HeHaAJre)Karrlee xpaHeHlre AoKyMeHTAWV 3TI{qeCKOIO KOMI4TeTa 14

LICIIOJIL3OBaHLIe B XOAe npoBeAeHus KJrr4Hr4rIeCKOrO UCCJTeAOBAIIVWT BepcHL

cpeAcTB, ocyqecTBJItIoqI4X
LrccJleAoBa:nuit. B oAnofi vr3

I BbnBneHbr HapyujeHht

OpIaHLI3aIIUT IpOBeA€HLIS KIHHI4II€CKI/IX

rrrecru rIpoBepeHHbIX opraHu:aqufr BbI.f,BJIeHbI
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HapylreHnfl npaBuJr KJ[rHr,rqecKofi rrpaKTr4Kr,r, troTeHrlr4ilrrbHo cnoco6Hble BJII{f,Tb Ha

pe3ynbTaTbr KJTLtHI{tIecKofo I{ccneAoBaHlrs:
- He o6ecueqeHo HarrpaBneHlre coo6uleHnfi B Mnns,qpan Poccun o

3aBeprueHnvrnpvocraHoBJrenunuru [peKpalqeHrlu KrI,IHI,tqecKLtx nccJleAosaHlrfi no
ycraHoBnennofi Qoprr,re ;

- He oQoprralenu craHAaprHble rpolleAypbl,
opraHrr3arlrrlo rrpoBeAeHlrt KrI,IHuqecKI4x tlccneAoBar'uit,
yTr4n r,r3 arl vrvr r4c Q lreAy eM o f o IIp e[ apaTa ;

- ne o6ec[eqeH HaAJre)Karrlnfi rervrneparypHufi pe)KuM xpaHeHLIt lperapara
uccneAoBalJufl;

- He paspa6oranu craHAaprHbre rporleAypbl AIrfl QoprraIapoBaHtrfl, 6agu

AaHHbrx, non)rureHHblx B xoAe KJrlrHr{rrecKoro I4ccJIeAoBaHUfl; crlcreMa c6opa AaHHbIx

He rro3BoJr-fleT pefr,rcTpprpoBaTb Aury vr BpeMt BHeceHHbIX B Hee nrueneHnfi;

oTcyTcTByeT crrHcoK Jrtrrl, yrronHoMoqeHHblx peAaKTLIpOBaTb AaHHbIe; He

ocyulecTBnteTcf, peryntpHoe pe3epBHoe KoIIupoBaHue 6as 4aHHux;
- He rroATBeplKAeHa rnaln$nrarlns, oAHoro vrs corpyAHpIKoB,

gaAeficrsoBaHHbrx B [porleAypax KoHTpoJrt 3a KnI{HHrIecKYMn uccneAoBaHI'I{MrI.

flo pesynbTaTaM rrpoBepoK, Bbrf,BlrBrlrrlx HapylueHllt [paBun rnnnra'recroft

rrpaKTr,rKr,r, cocraBJreHo 6 npe.quucaHzfi o6 ycrpaHeHllll AaHHrIX napyurenuft,

"arron"a"ue 
4 upe Anucattuit [poKoHTpoJlrrpoBaHo B ofierHoM rlepuoAe. KoHTponb

3a rdcrroJrHeHr4eM 2 npe4uncaunfi no pe3ynbraraM rlpoBepoK KrI{HI4qecKI4x

rrccneAoBayuit,[poBeAeHHbrx B IV rnaprate2012 roAa,3arIJIaHLrpoBaH Ha I rnapran

2013 roAa.
Pesynrraru ronrpolrHofi AerreJlbHocrll B cSepe KJII4HuqecKux

rrccJreAoB auutrt s 2012 roAy ex(eKBaprilrrbHo p{BMelrl€}nvcb Ha o$raquanbHoM caitre
pocs4panHaA3opa B ceru I4nrepHer. CneAeHr,rs BKrrcrr€ulu unQopn'raqnrc o

nponepeuHofi MeAuquHcrofi opraHr{3arlul4 pr nepeqHe BbItBJIeHHbIX uapyureHufi

rrpaBvn muHuqecrofi npaKTr4Ktr c yKa3aHI,IeM JIHIL AonycrHBrrrnx yKa3aHHbIe

HapyxleHus.
flpu BbrrBJreHpru rpy6rrx HapyureHufi npaBI,In rcluHuqecroft TpaKTLIKII

pe3yJrbrarbr rrpoBepKu Ha[paBJrrnrlcb B aApec opraHr3arluft-pa3pa6or'{uros

neKapcrBeHHbrx npenaparoB (ynonHorraorleHHblx rIMI'I nu{), npn rIpoBeAeHI'Ilt

"..nLAo" 
auuir Koropbrx 6:,;^twr AorryuleHbr uoAo6nrre HapylueHl{fl. Ooprraar

HarrpaBJrreMbrx cne,4ennft BKJrroqaJr B ce6.f, AaHHbIe o AoKyMeHTax' [peAcraBJIeHHbIx

Anf, rrpoBepKn orBercrBeHHbrM rrccneAoBareJleM, no4po6uoe orrucaHlre Bbrf,BJIeHHbrx

napyueHnfi co ccugofi Ha coorBercrByloque HopMarLIBHbIe rrpaBoBble aKTbI'

rroJro)KeHl{fl KOTOpbIX HapyneHbl.
Kporvre ororo, IIo3I{IIu.t Poc4parHaA3opa rro BoIIpocaM HaAJIeXaIqero

rrpoBeAeHgr KJrlrHrmecrux/AoKJrrrHrrqecKprx rrccJre4onaHnfi AoBoA[nacb Ao cBeAeHI'[f,

.y6".*to" o6paqeHur neKapcrBeHHbIX cpeAcrB B paMKax Mex,{yHapoAsofi

rcoHQepeHqnu <<Ka.recrBo JreKapcrBeHHbIX cpeAcrB vr MeAIIII4HOKI'IX usl.enutrr.

ConpertaeHHbre rpe6onanur v rroAXoAbD) H XIV ExeroAHofi Bcepoccnficrofi

*o"4"p""q"" <<focy4apcrBeHHoe perynupoBaHne B c$epe o6parqennx

neKapcrBeHHbrx cpeAcrB vr MeAuIIuHcKr4x ll:4ennfi>> (<<DaprvrMe.qO6paIqeHve

2012>>).

pefJraMeHTI4pyloqI4e
[porleAypbl r{3l.flTr4fl vr
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flepeuzcreHHbre 4eficrnnr Poca4panHaA3opa, HarrpaBJleHHbre Ha

MaKcnMalbrryro ny6nuuHocrb pe3ynbraroB KoHTponbHofi 4eareJrbHocru n cQepe
KJIHHI{qecKrlx r4ccJre4onauufi, cnoco6crBoBarr[ coKparrleHuro rro cpaBHeHuro c 201 1

roAoM rrncna BbrrBJreHHbrx B 2012 roAy napyureuufi npaBnn rcrzHlrqecrcofi
[paKTrrKrr.

B qenxx noBbrrrreHrrr KaqecrBa KoHTpoJrbHbrx Meporpusruirs2012 roAy 6rlta
rrpoAoDKeHa pa6ora no rroBbrrrreHlrro KBztrrnQurcaquu corpyAHHKoB IIeHTpzuIbHoro

a[napara Pocs4panHaA3opa rro BorrpocaM KoHTpont Krt4HI4qecKLIX tlccJle4onanufi n

paMKax:

- TpeHr4Hr-ceMnnapa <<HaArexarr\afl KJrrrHr{qecK€tt [paKTIlKa
(GCP)/lIHcrreKrIr{r) (c yracrneM eKcreproB YnpanreHrlt ro KoHTponrc KarlecrBa

rrr{rrleBbrx rpoAyKroB u JleKapcrBeHHbrx cpeAcrB CIUA (US FDA);
- ceMnHapa ilrA rlHcrreKTopoB KJII,IHTITIecKI,Ix nccneAoBasuir EnponeficKoro

MeAurII{HcKoro areHrcrBa (EMA).

4. llrorrl pa6orbr rro MoHlrrop[Hry desouacHocrrl JreKapcrBeHHblx

rpe[apaToB, HaxoAflIIInxCfl B ofipau1eHnll Ha TepprlToprll
PoccnficKofi (De.qepaqru n MoHIrTopHHry $eronacHocTll

Me,unquHcKHx r.r3AeJrnfi sa 2012 f:ou

4.1. Morutroprrgr 6esonacHocrn reKapcrBeHHblx [pe[aparoBr HaxoAflIrl[xcfl B

o6paqenulr Ha repprrropun Poccnficrcofi @eAepaqnu.

flocranoerreHueM flpannrelbcrBa Poccnficrofi (DeAepar\ux ot 20-08.2010

J\b 650 <<O sHeceHru Lr3MeneHnfi B HeKoropbre aKTbr flparurelbcrBa Poccnficroft
(De4epaqnu B cBr3u c nplrHrrr{eM (De4epalrHoro 3aKoHa (06 o6paqenran

neKapcrBeHHbrx cpeAcrB) rocyAapcrBeHHafl SyHrqur ilo npoBeAeHl'ilo MoHuropaHra

6egonacgocrlr JreKapcrBeHHbrx npelaparoB, HaxoAtllluxcfl. B o6paqeuuu B

Poccnficrcofi @egeparlvrvr, Bo3JrolKeHa Ha @eAeparlbHylo cnyx6y rlo HaA3opy r c$epe

3ApaBOOXpaHeHI,It.

B coorsercrBuu co cr. 64 @e4epaJlbHoro 3axoHa or 12.04.2010 Ns61-O3 (06
o6parqenulr neKapcrBeHHbrx cpeAcrB> I,I [pI,IK€Borra MuHgApaBcoqpa3Btrrufl' Poccprpr

or 26.08.2010 N757n <<06 yrnepxAeHrrrr rroptAKa ocylqecrBIreHufl MoHI4roplIHra

JreKapcTBeHHbrx npe[apaToB Anfl MeAUIII4HCKOIO [pUMeHeHI{f,' pefIIcTpaIIuI4

uo6o.rHux Aeftcrsufi, cepbe3Hbrx HelKeJIareJIbHbIX pearqnfi, HerIpeABuAeHHbrx

He)KenareJrbHbrx pearqufi rrpn rrpr{MeHeHLII{ neKapcrBeHHbIX [penaparoB Ans'

MeALrrIr{HcKoro [puMeHeHnn>, PocsApaBHaA3op ocylqecrBJlter c6op, o6pa6orry u

a;gaJrus coo6ulen ufi o He)r(eJrareJrbHblx peaKqutx ll oco6enHocrtx B3auMoAe itcrn;vfl,

JreKapcTBeHHbrx cpeAcTB, rrpeAcTaBnrroll[x yrpo3y X[I3HI{ LI 3AOpOBbK) qeJIOBeKa,

nocrynarcullrx or cy6rerron o6paqeHr4n neKapcrBeHHbIX cpeAcrB, a raKx(e c6op ra

paccMorpeHue [epuoArrtrecKrfrx orrreroB no 6egouacHocrn neKapcrBeHHbIX

rpenaparoB, HarlpaBnf,eMhlx B (De4epanrnyro cnyx6y tro HaA3opy B c$epe

3ApaBooxpaHeHr/rf, paspa6orq[KaMu r{ [porI3BoArITeJrtMrI neKapcrBeHHblx cpeAcrB.

O4HoapeMeHHo Pocr4panHaA3opoM rIpoBoArITct MoHtIroplIHr Hayruoft

npeccbr, rry6nurcaqnfi Bceuupnoft opraHn3arlulr 3ApaBooxpaHeHuf, vr peureHufi
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BeAyrIIux 3apy6exHblx peryJltropHblx areHrcrB B cQepe o6paqenux
neKapcTBeHHbIx cpeAcTB c rlenbro BbItBJTeHI/tt HoBbIX AaHHbrx o 6egouacHocTl4

neKapcTBeHHbrx npelapaToB, pa3perrreHHblx K MeAI,IqI{HcKOMy IpI,IMeHeHI,IIO B

Poccnficrofi (Degepaquu.

B nepuo4 c 01.01 .2012 no 31.12.2012 n (De4epzurbrryro cnyx6y no HaA3opy B

cQepe 3ApaBooxpaHeHur rrocryrrrno u paccMorpeHo 13 745 coo6qesuir cy6reKroB

o6paqeHur JreKapcrBeHHbrx cpeAcrB o no6o.IHrrx 4eficrnnrx, cepbe3Hblx

HexeJIaTeJrbHbIx peaKql4flx, He[peAB[AeHHbrx HexeJIaTeJrbHbIx peaKllnflx u
enr{3oA€x repaneBruqecroft neeQQerrI'IBHocrI'I

O4HonpeMeHHo yn)quunocb
HexeJIaTeJIbHbx peaKrll,Itx.

neKapcrBeHHbIX [penapaToB.
rrocryrll{Bluux coo6uleHzfi oKaqecTBo

KonrqecrBo coo6qennf, o Hex(eflarenbH blx
peaKqllnx

,[uuauurca nocmyrureHufl I Pocsdpaeuadsop coo6uqeuuil o uecrcenamerbHbtx

peaKqutT u oco6euHocmfl)c esau*todeilcmeun, npedcma&Inpt4tDc yzpo3y )tcu3Hu u

sdopoeoto qenoaeKa neKapcmneHHbtx npenapamos' 3ape?ucmpupoeaHHbtx Ha

meryumopuu Poccuilcrcoil @edepaquu (e 2009 - 2012e2')
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Pernoxanux
qeHTpbl

1866 (L3%l

QapanxonnnaHltH

s185 (38%)

or6v
hMqsvAocMn

L624 (72%l

/lnv
so6e (37%l

PaCnpedeneuue coo6t4euuit o HeilcelamenbHbtx pesKtlufiq nocmynugruux B

Aemouamusupo7aHHyn uuQopuatluoHHyn cucmeMy Poczdpaeuadeopa e 2012 zody' no

omnpagumenttu

flpu eroM., 62yo coo6qeHnfi uocrynlrJro or Me,qUIII4HCKI{X OpraHu3aIIUU }r

rIeHTpoB KoHTpoJIt KaqecTBa neKapcrBeHHbIX cpeAcTB v 38yo oT QapMaIIeBTI{tIecKIIx

KoM[aHLIfi (parpa6oTql{K[, [poII3BoAI'[TeJIu neKapCTBeHHhIx cpeAcTB' a TaK)Ke lrx

y[onHoMoqeHHble rlpeAcraBl'ITenu).

Hau6onruree qr{cJro coo6ulenufi o He)KeJIareJIbHbIX peaKrll'Itx 6uuo

npeAcraBneHo B Pocs4pannaA3op cy6beKTaMI,I o6palqeHl'It iIeKapcrBeHHbIX cpeAcrB

N4o"*"", (2217 nrnelqeHnfi), Antaftcroro Kpat (807 II3BeIIIeHrfi)' Canrcr-

flerep6ypm (430 H3BeIIIeHIlfi), CnepAnoBcKofi (832 nsneqeHl'It), AcrpaxaHcKofi

(600 zsnlqeHlrft), flcroscrofi (384 rr3BerIIeHI,It), ApxaHrenbcKofi (370 usneqenufi),

Aosocu6upcrofi 
'(325 

ngeeqeHnfi), Arvrypcrofi o6nactefi (301 lr3BeIrIeHHe).
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frmrccdqfrJh
lr.r lu.a Ea.r lzrr'to
It.o lla'l le'g $ orrrrrrcrn

PacnpedeneHue 6btn6neHHux e 2012 zody HnrcenamelbHwx peaKvuil neKapcmseHHbtx

npenapamoT no cy1beKmaw Poccuilcxoil @edepawuu

Cpe4n Qaprr,raUerTl4rlecKl{x npOI{3BOAI'ITeJIefi' Hau6onblllee KOJII'tcIecTBo

coo6qesnfi o He)KeJraTeJrbHbrx peaKIII,Ifi, [o [pexHeMy' HarlpaBnteTcfl

rrpeAcTaBrrTeJIbcTBaMI{ u AOqepHuMLI [peAIIpI{tTI'ItrM[ MexAyHapoAHbIx

uHHoBaqI,IoHHbIx QapnraqenuFlecKllx KoMIIaH[fi - 3AO Eafiep, CanoQu-AseHTIc

fpyuu, (D. XosonranH-Jk PoIII JITA, Jla6opatopnn cepnre, ooo (MCA

(DapnaacrtoTI,IKaJB, flarcoCuurKlxftn, tr{ucen @apua, Actpa3enera' 3AO

((CaHAo3>, -f,uceu (Dapr"raqeBruKa I{B.
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Acrpa3esexa K)K

llxmrre4
4%

14TICEH OAPMA
4%

3AO
l-narcoCmrrKanlx

Tpei4rxr
s%

oooMcg
Oapmacutornxaac

s%

PacnpedeneHue coo6t4eHuil o uecrcenamenbHbDc peaKqunx' nocmryuotttux

s 2012 zody (no omnPanumenrrt)

Analug rocryrprBrur{x B 2012 roAy coo6qeHl'Ifi noK&}a[' rITo Har6onee

pacnpocTpaHeHHbIMI,I HelKeJIaTeJIbHbIMlI peaKIIaf,MlI rIpI{ [pI',IMeHeHI{Ift

JTeKapCTBeHHbIX npenapaToB tBJItIOTct €lJIJIeprrtecKI'Ie peaKlluu' uHQopMaIII4fl o

KoropbD( coAep)KaJracb; 23Yo cooftrleHnft, rocryrltrBllrtlx B Pocs4panHaA3op B 20t2

roAy. vfts Hr{x, pa3B}rTue zrlrepn4qecKl{x peaKllufi 6rrno [peLIMyIqecTBeHHO

o6yCnOnneno [p]IMeHeH]IeM aHT[I6[oTI'IKoB IIeQa[OCnOpI'IHoBOTO'

rreHurlr,rJrJrr{HoBoro ; QropxunoJloHoBoro pflAa (qeQrpnarcon, qeQoraKcl'IM,

aMoKcr{quJrJ[rH, rlrurpooJroKcilqr{H) vr npor}IBoTy6eprynesHrx ilperapaToB

(unpasnnal\Il,IA). Cne4eHu.e o HexeJIareJIbHhD( peaKllllflx co cTopoHbl

nurrIeBapI,ITeJIbHOfi cIIcTeMhI 6snu nplIBeAeHH B 8yo noCTynuBIuIfD( coo6qennfi'

I4nrfoprrraUnro o HeAocraroqHofi repareBrruecKofi sSQerruBHocrLI

rrp1aMegrBrrruxcr JreKapcrBeHHbrx [penaparoB coAep)Kan[ 60lo coo6uteHl{fi. Cle4yet

orMernrb, qro rrprrBeAeHHar crpyKTypa pacnpeAeJreHlrt [ocrynlrBruI'Ix coo6uleHufi

o HexeJrareJrbHbrx peaKrlr{f,x rro BeAylqefi Krl{Hl'rqecKoft cI'IMrIToMar[Ke

cooTBeTcTByer AaHHIIM oTeqecTBeHHofi 113apy6exHofi HayqHofi JII'ITepaTypbI'

cpe4r,r QapuarcoTepaleBTurrecKnx rPYtrU, JlldAl{pylolllux no qucny

HexeJrarenbgbrx p;aKrllrfi, Heo6xoA[Mo orMeruTb aHT]rMI{I(po6HbIe npenaparhr AJI'

crrcTeMHOrO [pr,rMeHeHr4f, (36%), a TaKxe JIeKapcTBeHHbIe CpeACTBa' BJII',ItK)IqI{e Ha

cepAeqHococyAlrcrylo c?IcreMy (l 4%).
B 2012 roAy n Pocr4paBH4A3op rrocr)mlallo 493 coo6uleHr4t' o pa3Blrrlrl'I

Hel1eJrareJrbHbD( peaKrl[fi c noAo3peHrreM Ha rlperraparbl KIIo[I{Aorpena' qro B

3HaqrrreJrbHofi creneHl,I cBr3aHo c npoBoA]rMbrMr{ KOMrraHI4flMI{-[pOrI3BOArrreJrflMrr

nocrMapKerrrHroBbrMlr Ha6nroAareJrbubrMrr lrccJIeAoBaHvIflMvI, 428 coo6qennfi o
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pa3Bvrrvvr peaKrlr,rft fr,r[epqyBcrBnreJrbHocr[ rrpH rrpr{MeHeHr{r4 flpe[aparoB
rle$TpuaKcoHa putsnuqHbrx roproBhrx HaprMeHoBaHr,Ifi, 316 coo6qeHprir o pa3BlaTlan

He)KeJrarenbHbrx pearcqnft rpu nplrMeHeHnr,r nnrepQepoHoB 6era-Ia ra 6era-1b ra

232 coo6rqeHnr o Bo3HLrKHoBeHrrr,r He)KeJrareJrbHbrx pearqufi rtpl,I [pI,IMeHeHLII{

rrorrrHrepQepoHa atrc$a-2a (n ocHoBHoM, MecrHbre peaKrlur{, rpnnnonoAo6Hufi
crrHApoM), 271 coo6uleHue o pasBurvr*r pearqnfi npn npl{MeHeHuu copa$eHH6a rr

25I coo6ulenue o peaKrlInrx rrpn rrprrMeHeHI4LI rou6uHnpoBaHHblx
KOHTpaqerrrrrBHbIX [pe[apaToB Apoc[upeHoHa n sTuHllJlscrpaAuona.

flo uroraM anarrv3a coo6qeHufi o HexenareJlbHblx peaKllutx n
nepuoAl4rrecKl4x orrreroB rlo 6esonacHocrl4 JIeKapcrBeHHbIx [pe[aparoB,
PocagpanHaA3opoM 6ulo rroAroroBneHo 2l rII4cbMo B MunracrepcrBo

3ApaBooxpanennfl Poccnficrcofi Oe4epaqnn c qeJIbIo paccMorpenvrfl. Borlpoca o
Bo3Mo)KHocrn ilpunflTr4fl. peureHufi o BHeceHI,Iu nsNdeneHuft B LtHcrpyKqLIIo'

lpuocraHoBJreHlrn [pl,rMeHeHr{f,, vr3uflTr4vI r4g o6paqenun ilIrtt eogo6HosreHrru

rrpr4MeHeHr4r neKapcTBeHHbrx [pe[apaToB B cBfl3vr c BbIflBJIeHLIeM HOeOft

unQoprvraqnr,r rro 6esouacHocrlr JreKapcrBeHHblx [pelaparoB. HanpanneHHble

n1rcbMa 3arparuBzrnn Borrpocbr o6ecne.reHus 6esonacHocrlr neKapcrBeHHbrx

lpelapaToB K€urbrluToHuHa, cynbrrr4pl4Ia, MeJIbAOHVtfl., IIkIpaIIeTaMa' cHMBacTaTuHa'

6ycepennna, pvcnepuAoHa, aMnrpLIrITvIlrvl:na ratn$norcallnHa' uHrepSepoHa

6era-1b, BaKqlrHbr AnA npoQunaKTnKu KJIeIrIeBoro eHqeQalzra, a rarcKe

JreKapcrBeHHbrx npelaparoB, TaKux KaK KmlueH, Cr'Iuarren-Aerro, 3rcSopx,
@aprraopy6uqun, I{lrruo-flpoftrHoBa, AKAC-eaKrIuHa, A[C-M-aHaroKcuH, 3oopaH

u JluAorann.
B cBflgvr c Bbr.flBJreHLreM He)KenareJIbHbIX pearcqufi, rloreHqrl€ulbHo cBt3aHHbIx c

KaqecrBoM neKapcrBeHHbrx cpeAcrB, opraHrr3oBaHa SKcrlepru3a KatrecrBa 31 cepun

neKapcrBeHHbrx lpe[aparon. flo pe3ynbraraM gKcrreprl,t3bl KatlecrBa B orHolueHu]r

1 cepuu neKapcrBeHHoro npelaparau I cepHI,I SaprraaqeBTuqecKofi cy6cranqnu 6rrn

C.{enaH BbIBoA O HSCOOTBeTCTBI,IU KarIeCTBa tpe6OnaHutM, yCTaHOBneHHbIM

HopMarllBnofi 4orYuenraquefi .

flpuxa-:ou MunucrepcTBa 3ApaBOOXpaHeHI,Ifl 14 COIILI€IJIbHOTO pA3BIdTLrfl'

poccnficrcoft @e4epar\r4tr or 25.08. 2010 J\b757n 6rrna ycraHoBnena o6sgaHHocrb

paspa6or.ruKoB r4IIn [pol{3BoAprrelefi neKapcTBeHHbIx cpeAcTB HanpaBJI{Tb B

(De4epanrnyro cnyx6y ro HaA3opy B cQepe 3ApaBooxpaHeHl{f, repuoAl'IqecK}Ie

orqerbl no 6esonacHocrll neKapcrBeHHbIX [pelaparoB'
B 2012 roAy B Pocs4paaH4A3op rocTylluno u paccMoTpeHo 1997

repuoAunecKux orqeroB no 6egonacHocrlr JIeKapcrBeHHbIx rperaparor (n 2009 r. -

30-g, s 2010 r. - 583, n 2OIl r. - 1232). B parvrrax pa6orbl rlo yroptAoqeHl'IK)

rrpeAocraBJreHur pa:pa6or.u,rKaMlr vr [pol43BoAure[tMlt neKapcrBeHHblx cpeAcrB

nepnoAutlecKux ot"ato" 1ro 6esouacHocTr B 2012 IoAY, npoBeAeHbl c6op vr

czcreMarv3a\ufl. rpaQuron HanpaBnenvlfl' B @e,4epalrHylo cnyx6y no HaA3opy B

ceepe 3ApaBooxpaHeHur orqeroB, co6nrcAeHne Koropux 6y4er KoHTponupoBarbct

ylonHoMorIeHHbrMI,I rloApa3AeneHutMn Pocs4paBHaA3opa'
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1997

,[uuauurca nocmynreHun e Pocsdpaeuadsop s 2009-2012 zz. nepuoduvecKtnc

omq emo 6 no 6 es onac Ho c mu r eKapc m6 eHHbtx np enap amo 6, 3 ap e zuc mpupo 6 aHHbtx 6

Poccuilcrcoil @edepaquu

B rleJrrx uoBbrrueHr4r srsQerrnaHocru MoHtITopuHra 6esonacHocrll

neKapcrBeHHbIX cpeAcrB (De4epanrHoft cnyx6oft no H4A3opy B cQepe

3ApaBooxpaHeHr,rr oplaHn3oBaHa pa6ora rro cpotlHoMy nnSopr"rupoBaHl{Io o

neT€IrrbHblx peaKIII{tx npu npIIMeHeHI'M neKapcTBeHHbIX flpe[apaToB

(nnifoprraalll{oHHble rrcbMa Pocs4panHaA3opa or 02'04'2012

Ns04I4-232112 (o rpeAocraBJreHlru cneAeur,rfi o HelKeJrareJIbHbIX peaKllllflx Ha

JreKapcrBeHHbre rperaparbD) 14 or 11.04.2012 Ns 04Id-266112 (O cporlHoM

rrpeAocraBJreHrru cne4enufi o JIerarIbHbIx He)KeJIareJIbHbIX peaKIII'Iflx Ha

JreKapcrBeHHble uPenaParm>).

C 2012 roAa opraHrr3aqnr pa6oru ro MoHHroplrHry 6esonacHocrrl

JreKapcrBeHHbrx [pe[aparoB orleHl{Baerct B xoAe npoBeAeHm Pocs4paBHAA3opoM

KOHTponbHo-HaA3opHbIX rvreponpurtzfi B MSAUIIIIHSKI{x oplaHll3aql4flx,

opraHrr3arlusx-flpo]r3BoAr,rrenfi n paspa6orul{K:x JIeKapcrBeHHbIX [pe[aparoB

(nopyrenrae Pyrono4utem Pocs4paaHaA3opa or 28 arpeJlfl 2012 roAa

Ns04B[-16ll2).
B 2012 roAY @e4epanrnofi crryx6ofi uo H4A3opy n c$epe 3ApaBooxpaHeHllf,

pa3pa6oraHbr MeroAr{qecKue peKoMeHAarluu no npoBeAeHI,Irc TeppI'ITOp[tl"JIbHbrMI'I

Ynpannenwfly1vr Pocs4panH4A3opa MoHr{ToprIHra 6egouacnocrll neKapcrBeHHbrx

lpe[apaToB, a TaKxe MgToAuqecKLIe peKoMeHAa\uu AIrfl 4epxatenefi
peg{crparlr4oHHbrx yAocroBepeHnfi rro rloAroroBKe nepl{oArlecKrlx orqeroB rro

6egonacHocrlr JIeKapcrBeHHbIX npe[aparoB.
B qersx aBToMaru3arllrrr [prreMa [epuoAlrrlecKltx orqeroB no 6egonacHocr]r

JreKapcrBegHbrx npenaparoB B gJreKTpoHHoM BuAe n [peAcraBJIeHI{fl nnQopuaqnu o

HexeJrareJrbHbrx peaKrlrux Aep)KareirrM perlrcrpaqlroHHblx yAOCTOBepeunfi

rrpoBeAeHa MoAepHu3arlr{f, nnsoprvraqnoHHoro pecypca <<@apuaroHaA3op))



Anroruarurnponaunofi vHQoprvraqnonnofi CI,TCTEMbI

flpopa6arbrBaercr Bo3Mo)KHocrb
o6pa6orrz uHSopnaaqnu o

Pocs4panHaA3opa
ceMr{Haphr rro

rrporr3BoAnrerefi
opraHnsaqufi.

n Kypcre, Ka:ann

neKapcTBeHHbIX
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Poc:4panHaA3opa.
LrHTerpaquu ererrponnofi cucreMbr c6opa
He)KeJrareJrbHhrx peaKrlr,rrx VigiFlow

nnQoprraaquoHnuft pecypc <@aprvraroHaA3op) AylC Pocs4panHaA3opa.
B 2012 roAy Pocs4panHaA3opoM coBMecrHo c OfEy (I4MII3yAOCM[)

Qaprr,rarouaA3opy

n Pocrone-Ha-{ony rpoBeAeHlr AByxAHeBHbre

Anfl rrpeAcraBrarelefi opraHu:aqnft
cpeAcTB vt coTpyAHr4KoB MeAurIlrHcKrrX

4.2. MonnropuHr 6esonacHocrr'r MeAurIuHcKux ns,qe.nufi, HaxoAfluluxcfl B

odpaqeHrr Ha repprropnn Poccnftcrcofi (DeAepaqun

flocraHonneHrleM flpannrerbcrBa Poccuficrofi (De4epaqun or 02.05.2012

@e4epaqnro>

3aKoHa <<06 ocnoBax oxpaHbl 3AopoBbt rpa)KAaH B

rocyAapcrBeHHulf, SyHrqnr ro MoHLIropIdHry

6esonacHocrrl MeAuqnHcKrrx uzge:-rtuit, HaxoA.flulvrxcfl, n o6paqenwl Ha reppurop[tl
Poccnft cxofi @e4ep ar\Lrn, Bo3JIolKeHa Ha Po cgApaBHaA3op.

C qelrro orrrnMn3arlun nc[oJrHeHrlr cy6tercrarvru o6paqonufl MeAurI]rHcKtIX

usAerlrfi 3aKoHoAareJrbHbrx rpe6onannir s o6lacrn MoHLITopuHra 6esolacHocrn
MeAurItrHcKLrx us4enuft, B 20tZ roAY Pocs4parHaA3opoM pa:pa6orana Kapra
uHQopunpoBaHrrr o He6larorpturHbrx co6rrruxx (unqu4enre)/pncKe LIHIIuAeHTa

nnQoprvralluonHrrfi

(IlNtr4K33) pa:pa6otaH

racnrrraHnft. Conuecnro c @fBy (BHI{I,IMT) Poe4panHaA3opa rloAroroBrleH

noprAoK rrpoBe,qeHr,rr MoHrrropuHra 6esouacHocrn 3aperucrpllpoBaHHblx

MeAr4rlr{HcKtrx usryeruir B KoMrraHntx-Aep}KareJltx perucrpallLtoHHblx

yAocroBepeHuft, a raKxe [opsAoK rlpoBeAeHut MoHtITopI4Hra 6egouacnocrpl

3aperficrpnpoBaHHbrx MeAurInHcKHX us4erutrr B MeAuIInHcKux opraHI'I3aIILIf,x.

C aBrycra 2012 roAa Haqaro rrpeAocraBJIeHLIe cy6rerrau o6parqennx

MeAurlr,rHcKrrx uzAetruir repcoHzurn3rdpoBaHHoro Aocryna s AI4C Pocs4paaHaA3opa

<<MoHprroplaHr 6esonacHo crrr MeATIIIIIHcKLTx nrgelufi >> -

VI

B

J\b413 B cBr3H
Poccnficrcofi

c [pLrHrTueM

IIpu [pnMeHeHI4I4

cneqLr€IJIIasnponanHrrfi

MeAuqr,rHcKoro Lr34enilfl. v

MCAI,TqUHCKIIX

BBeAeH B sKonnyaTallnrc
AVIC Poca4panHaA3opa

noprAoK rIpoBeAeHI,It

xoAe KrnHuqecK[x

<<MoHIaropuHr 6esonacHocrrl
CosNlecrHo c O|EY

pecypc
ue.[ennfi).

MoHHTop[Hra 6esouacnocrn MeAnII[HcK]IX Hr4elHtr B
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5. IlepcneKTrrBHbre rJraHbr pa6oru Pocr4paBHaA3opa ro
opfaHrr3arluH rocyAapcTBeHHoro KoHTpoJrfl KaqecrBa JreKapcTBeHHbrx
cpeAcTB, KoHTpoJrfl rrpoBeAeHrrfl AoKJrrrHnrrecKnx fi r(.[rrHrrqecKnx
nccJregosaHufi u MoHrrropuHra degonacHocru JrexapcrBeHHbrx
rperaparoB rr MeAHrIrrHcKHx ngAelufi Ha 2013 roa

5.1. IIo KoHTpoJrro KarrecrBa JreKapcrBenHbrx cpeAcrB:
B 2013 roAy Pocs4parHaA3opoM rrnaHupyercr:

-AoBecrll o6tervr rocyAapcrBeHHoro KoHTponr KaqecrBa neKapcrBeHHbrx
cpeAcrB lo l4Yo or Bcex cepnir, rocryrrarcqr{x B o6parqeHne;

-BBecru B gKcnnyaralll,Irc na6oparopnufi KoMrrJreKc KoHTponr KarrecrBa
neKapcrBeHHbrx cpeAcrB n l{enrpanbHoM Qe4epanrHoM oKpyre (r. Mocrna);

-ocyqecTBJrtTb cKpEHlrHf KarrecTBa neKapcTBeHHbrx cpeAcrB c
LtcrroJrb3oBaHr,reM Hepa3pyrlarculero MeroAa Ha 6a3e [epeABr,r)KHbrx oKcrrpecc-
ra6oparopHft no Bcex Se4epanrHhrx oKpyrax;

- rrpoBecrz pa6ory rro BHeApeHr,[ro B rocyAapcrnennufi KoHrponb KaqecrBa
neKapcTBeHHbrx cpeAcTB MeroAa paMaHoBcKolr cneKTpocKorllll4;

-rrpoAoJDKrrrb pa6ory SoprranpoBaHlrro 6n6rnorern crreKTpoB

neKapcrBeHHbrx cpeAcrB B

Hepa3pylllarcqux MeToAoB;

IIo
qenrx cKprlHuHra KaqecTBa c I4c[onb3oBaHHeM

- :aura1urr r,rnQopMarllroHnufi o6rvren c Pecrry6nraxofi Eenapycr, ucrloJlb3yf,

o rrbrr u n Soprvrarluo HH o ro B3aLI M oA e itcrr;krr c Yrp auno fi ;

-rrpoBecrr4 opfaHH3aIInoHHhIe MepolppltTl4t
na6oparopHoro KoMrrJreKca rro KoHTponrc KaqecrBa neKapcrBeHHbIX cpeAcrB B

r.-flpocnaue.

Ha 2013 roA PocsApaBH4A3opoM 3arrnaurlpoBaHa AaJlbHefiwas, pa6ora KaK ro
BbrrBJreHlrro napyurennfi [paBun KJllTHllqecrofi/na6oparopHofi npaKTLtKrI

HaK€BaHLIIO Jrr,tqr.qOrryCTnBIrrHX HapyrlleHrlf,, TaK u Mepolpaf,Taf,, HaIIpaBJIeHHbIe

noBbIIueHI,Ie KaqecTBa IIpoBeAeHLt{ KJIIlHUqeCTnX/AOrunHIIrIeCKrrX UCCneAOSaHUfi

upoQularurKy HapyrueHrafi npaBun KruHr,Flecroft/ua6oparopuofi npaKrI,IKu.

5.3. IIo MourrroprrHry 6esonacHocrrr JreKapcrBeHHblx rperaparoB u
MeArrqrrHcKlrx nsAe.nnfi :

Ha 2013 roA PocsApaBHaA3opoM 3arrJraHlrpoBaHa AanrHefiIuar pa6ora no
noBbrrueHlrro coo6ulaeuocrlr o Bbrf,BJrteMbIX He)KeJIareJIbHbIX peaKql{flx *r

npo6leuax 6esouacHocrtr JreKapcrBeHHhrx cpeAcrB rr MeAITIIHHcKI,Ix uzgetult nyreM
rrpoBeAeHufl, pa3rrvrqHbrx unQopuarlrroHHbrx xaunanufi, a raK)Ke nyreM noBblrueHltf,

orBercrBeHHocrpr paspa6oruuKoB rr [po]I3BoAureleft neKapcrBeHHbIX cpeAcrB 3a

cBo eBpeMeHHo crb Lr [oJIHory rlpeAocrasn fl eluofi nnSoprraaqzz.
flnaHupyercr pa3Br4Barb B3ardMoAefictnue c Yuucamcruu IIeHTpoM

MoHrrropuHra BO3 rryreM rlcrroJrb3oBaHvfl. rlporpaMMHoro o6ecne.rennx VigiFlow

cTporrTeJrbcTBy

5.2. IIo
JIeKapcTBeHHbIX
rperaparoB:

KOHTpOJTI()

cpeAcrB
rrpoBeAeHl|fl AoKJTTIHIITIeCKI|X

u KrnHnqecKnx nccJreAoBanmlt
IICCJICAOBAHIIII

JreKapcTBeHHbrx

t4

HA

t4
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.qn.f, c6opa v o6pa6orKr{ r,rH$opMarlkrr4 o He)KenareJrbHbrx peaKrlrr.f,x, [ocryrrarcqefi
or cy6rerron o6parq eHvA neKapcrBeHHhrx cpeAcrB.

B qersx o[eparnBHoro BbrrBJreHur upo6reu 6egouacHocru neKapcrBeHHbrx
[pelaparoB u npe.qorBparrleH]rr Qaxron v o6crorreJrbcrB, co3A€uorrlnx yrpo3y
)rclr3Hu Lt 3AopoBbro HaceJreHnr [naH[pyercr [onyqurb craryc na6ruo4arerx B

oKcreprHou Kouurere Enponeficroro MeAnrlnncKoro AreHrcrsa (EMA) ro orIeHKe
pLrcKoB SaprraaronaA3opa, PRAC.



llpn.noxeHrre
Vracrne PocsapaBHaA3opa B ooBMecrxbrx trpoBeprax rro arKpeaf,Tr{[tr trctrbrrarerbtrrrx .ra6oparopxf, x ceprrQnxaqxn

crlcreM MeHeArcMeHTa KarlecrBa opraH[3allnfi-nporr3BoArrrerefi reKapcrBeHHbrx cpeAcTs s 2012 r.

J\b n/n Hafirr,tenos alrt:ae n a.rlDec oDraHr,r3auvv I{enr upoBepKr4 Cpor rrDoBe.rleHr,rrr C reu npoBeAeHa
Opranrr no cepruQrrKarlrr

I Opran uo ceprra$r,rKarlnn rpoAyKrlr,rl
OOO <Or<pyxHofi qeurp ceprnQrr a\vru

Cenepo-3anaA)
(r. Canrr-flerep6ypr)

l,IucnerquoHHar npoBepKa @enpanr 2012 Blil'tulc

2 Opran no cepruQprKarlrLt npoAyKrlnr,r
OOO <(Dopuar KaqecrBa) (r. Mocrna)

I,rHC[eKrIr,roHHiur npoBepKa lexadpr 2012 BIII4VIC

3 Opran no ceprnQr{Karlr4lr npoAyKrluu
OOO Cu6upcxaft qerrp

AeKJrapupo Banwfl. n ceprnQraKarlnlr
(r. Honocu6upcr)

r4HC[eKrILt OHHTU{ npoBepKa Cenrr6pr 2012 BITI4LIC

4 Oprau no cepruQ uKa\vu npoAyKrlr{lr
OfEy <I{enry oKcreprr.r3br rd KouTporrt

KaqecrBa MeAr{rllrHcroft upogyKrlr{lr)
MnHsapasa Poccr,rn

r4HC[eKrILt OHHarr [pOBepKa lexadps2012 BIII4VTC

If currrareJrbrrbre la6oparopun
I I4cnurareJrbHrlfl na6oparopug |EOY

BIIO flepnuft MocroscKr.rfi
MeAr,rqr.rHcrufi yuunepcrlTer uM.

I,l.M.Ce.reHosa

aKKpeALrTarInlI

na6oparopnn
Orra6pr 2012 BHKTUC

2 I,IcuurareJrbHar na6oparopur fEV3
<Uenrp KoHTpoJrr KaqeerBa

JleKapcrBeHHbrx cpeAcrB Carraapcrofi
o6lacrn>> (r. Carraapa)

r4HCrreKrlr,roHHiur [poBepKa N4ah2012 BHKfuIC

J ZcunrareJrbuarr na6oparoprar fVlI
Pocroscrcofi o6lacru

r,rHcneKrluoHHar npoBepKa Anpenr 2012 BHI/tulC
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(OapMarleBTr,rqecKv fi IIeHTp D

(r. Pocros-na-nony)
4 I4currrareJrbHiur na6oparopur 3AO

<OapnaroncraHra) (r. Mocrsa)
r4HC[eKTInOHHUUI [pOBepKa Aupenr 2012 BTJI/pIC

5 I4currtaremnar na6op aropr{rr OOO
<<@anuauaor> (r. Mocrsa)

ArrpeAraraUu.r
ra6oparopran

Cernr6pr 2012 BHI4VIC

6 I4cnrrrareJrbHa.r na6oparopru OOO
<<OepoH>>

(r. Mocxra)

aKKpeAr,rrarluLr

na6oparopnra
Mapr 2012 BHTryIC

7 I{cnurareJrbHarr na6oparopns O|EOY
BIIO <Poccnficrurfi ynuaepcl{rer

.qPYx6u HaPoAoB)
(r. Mocrsa)

aKKpeAr4Tarlrur

na6oparopnu
AYrycr 2012 BHJ1TUC

8 Zcuurarerrbnar na6oparopzs OfEY
(I4MIISyAOCMII) PocsspaeHaA3opa

$unuan r. Pocroe-Ha-,{ony (r. Pocron-
ua-nouv)

r4HC[eKUr4OHHat npoBepKa Anpem 2012 BHI/JrTC

9 I4cnnrareJrbHan na6op aroplrx Of yH
<flpe4npuxrrre rro [poI,I3BoAcrBy

6arrepnfiHbrx npeuaparos I,IHcrI{Tyra
noJrl4oMHeJrvr a 14 Br{pycHbrx

esqedarnton ula.M.ll.rlyMarosa>

aKKpeAr,rraulrr4

na6oparopnra
Hor6pr 2012 BHJ4J1IC

10 I,IcnrrrareJrbHaf, na6op aropnx
Kpauroapcxrafi Sr.uruan Of EY

(I4MIISYAOCMII)
(r. Kpaqrorpcr)

aKKpeAr{TarluLr

na6opatoprau MI,IEfl
lexa6ps2012 BHLTI4C

CeprndnKalllrr Cncrenr MeneAxueHTa Kaqecrsa
I 3AO <AcQapMa>

(r. Auxepo-Cy4xuncr KenaepoBcKiul

o6n.)

ceprrnQnraqnr CMK Hot6ps 2012 Pyccrrafi Perncrp

2 3AO <MocKoBcKar Saprraarlesrr,rqecKat cepruduraurac CMK Hos6pt 2012 B}lTryIC



62

r[a6prr a>
(r. Mocrna)

a
J OAO <<BnocraHreg>r

(r. flenga)
peceprraSuKarln r CMK Mapr 2012 Pyccrrafi Perucrp

4 OAO <<Enoxuuzr>> pecepruduKaur{r CMK Anrvcr 2012 BHWT4C
5 OAO <<IVIap6raoQapM>

(r. I4orurap-Ona)
peceprut[uKarlurr CMK @eupwrt2012 Pyccrufi Perucrp

6 OAO <<Oapucnnres>>
(Kanuronono, JlenuurpaAcKarr o6l.)

pecepuaQuKa\us. CMK Oenpaar 2012 Pyccrnft Perncrp

7 OAO <@nplaa MeAnoruMep)
(r. Canrr-flereo6vpr)

cepruQuxaqug CMK I,Ircm 2012 BTilryIC

8 OOO <Oapnaanapr> (r. Mocrna) ceprndurcauu.r CMK Cenrs6ps 2012 BTIVTKIC

9 OEYH <focygapcrseHHnft HayuHuft
rIeHTp BlrpycoJro rvrtr v 6norexnoJrorrir{

<<Berrop>
(r. Komuoso. Hosocu6upcras o6l.)

ceprra$r,maqu.s CMK Maft2012 Pyccxuft Perncrp

Conuecrno c Mezrc.uyHapo,uHbrMu uHcrreKToDaraMn
I OAO <<Buororra>> (r. Cranpouons) npernaru$rrKarlm ro

lporpaMMe nocTaBoK
neKapcTBeHHbD( cpeAcrB AJrfl

rrerreurrr BVIWCIII4A,
vralutrltrn u w6eprynega

I,Ironr 20t2 rounccun BO3


