denepanbHas CIyxk0a 1Mo HaA30pYy B chepe
3APaBOOXPAHEHUS

HUTorm rocyJIapCTBEHHOI'0 KOHTPOJISI Ka4eCTBA
JIEKAPCTBEHHBIX CPEACTB, KOHTPOJIA NMPOBEACHUS
TOKJINHAYECKUX HCCIEN0BAHMU JIEKAPCTBEHHBIX CPEACTB H
KJIAHAYECKUX HCCIET0OBAHUMI JIEKAPCTBEHHBIX NMPENapaTos,
MOHHTOPHHIA 0€30NMACHOCTH JIEKAPCTBEHHBIX NPENAPATOB H
MEIUIMHCKHUX W3eJTui

3a 2013 ron

MockBa
2014 roa




1. BBenenue

OpHolt W3 OCHOBHBIX 3a/1a4 B 00JIacTH 3/paBOOXpaHeHus, olpeaeneHHon CrpaTerueit
HaIlHOHAJIEHON Oe3omacHocTH Poccmiickoit ®@emepammmn 10 2020 roma u Crparerueit
JIeKapCTBEHHOTO obOecmeueHust HaceneHus Poccuiickoir ®epepaunu g0 2025 ropa, siBusercs
olecrieyeHne HaCeJeHUS Ka4eCTBEHHBIMH, (P GEKTUBHBIMU U 0€30MACHBIMH JIEKAPCTBEHHBIMU
CpeJICTBAMH.

B 2013 rogy PocsnpaBHaazopom mpomomkeHa padoTa mo COBEPIICHCTBOBAHUIO CUCTEMBI
roCy/1JapCTBEHHOT'O KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHBIX CPECTB.

B 2013 romy pacumpena mnabopaTtopHass 0a3a B CBSI3M C BBOJAOM B JKCIUTyaTallUiO
nabopaTtopHoro komruiekca B LlenTpansHoM demepansHoM okpyre (r.Mocksa), re B Helsx
rOCy/1apCTBEHHOIO KOHTPOJISI MOTYT HPOBOAUTHCA JO 2 THICSAY SKCIEPTHU3 JIEKAPCTBEHHBIX
CpEe[CTB II0 BCEM IIOKa3zaTeNsAM KadyecTBa M JIO 5 THICSY HCIBITAHWI 00pa3lioB JI€KapCTBEHHBIX
TIpenapaToB C UCIOIb30BaHUEM 3KcIipecc —MeTonoB KoHTpouist (BUK-cniektpoMerpun).

B oxrabpe 2013 r. peneramuss MuHHCTEPCTBa 3IpaBOOXpaHeHHs Poccuiickoii
Oenepanuu Bo rnase ¢ Munuctpom B.M.CkBoproBoil 03HaKOMUIIACHE C pabOTOi HOBOTO
MockoBckoro 1adopaTOpPHOI0 KOMILIEKCA.




B Hacrosimiee Bpemst coBpeMeHHbIe JlaGOpaTOpHBIE KOMIUIEKCH PocsipaBHamzopa
MMEIOTCS BO BeeX (enepalibHbIX okpyrax Poccuiickoit Menepaluu U ClOCOGHBI 0CYILECTBIILTE
HCIBITAHUS KauyeCTBA JICKAPCTBEHHBIX CPEJCTB JIIOOOM CTENEHU CIOKHOCTH, B TOM YHUCIIE
MEJIUIMHCKHX UMMYHOOHOIOTHYECKUX PENapaToB.

Bce MeponpusaTHs 110 ToCy1apCTBEHHOMY KOHTPOJIIO Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB,
npoBoxumMeie B 2013 r. Poc3npaBHam3opoM U ero TeppUTOPHANBHBIMEM OPraHAMH BO BCEX
(hemepaNbHBIX OKPYTaX, COMPOBOXIAIUCH OTOOPOM 06PA3IIOB JIEKAPCTBEHHBIX CPEICTB B LENISX
TIPOBEPKK MX Ka4ueCTBa, YTO MO3BOJIHIIO INIAHOMEPHO YBEIMYUTH 00BEM TOCYJApPCTBEHHOI'O
KOHTPOJIS KaueCTBa JICKAPCTBEHHBIX CpefcTB B 1,4 pa3a no cpaBHeHuo ¢ 2012 rogom.

NocyaapcTBeHHbI KOHTPOIb KayecTsa

NeKapcTBeHHbIX cpecTs
29171

KONTMYECTBO IKCNepTHus3
kavecrtea J1C B pamkax
rocyAapCcTBeHHOIO KOHTPONA

A0NA rocy gapcreeHHOro
KOHTPOANA OT obuero KonuuecTsa

cepwuii J1C, noctynawowmx B o6pauweHme
m 2010r. m2011r. W 2012r. m2013r.

B 2013 r. peanu3oBaHa BO3MOXHOCTH TIPOBEICHHS IPAKTHYECKH Bcero oObeMa
SKCIIEPTH3 JIEKAPCTBEHHBIX CPEACTB B paMKax TOCyHapCTBEHHOTO KOHTpoJisi Ha Oaze ®I'BY
«MMIIDYAOCMID» Poc3mpaBHanzopa. Jlosniss npusiedeHHblXx Poc3mpaBHamzopom 4
OKCIIEPTHBIX OpraHusaluid B o0meM oObemMe mnpoBeacHHBIX B 2013 1. oskcmeprus
JIEKapCTBEHHBIX CPEACTB COCTaBHIIa 0KOJI0 2%.

ITo pesynpraram rocyAapCTBEHHOIO KOHTPOISI KadecTBA JICKAPCTBEHHBIX CPEJCTB II0
cocrosuuio Ha 31.12.2013 npoBepeHO COOTBETCTBHE YCTAHOBIIEHHBIM TpeOoBaHusM 29171
o0pa3sna JIeKapCTBEHHBIX CPEJCTB, U3 KOTOPBIX:

1) Ha 6a3e NPUBIICYEHHBIX [0 FOCYAAPCTBEHHBIM KOHTPAKTAM SKCIIEPTHBIX OPraHU3aldii
—560;

2) B ®I'BY «MH(bOPMATHOHHO-METOIUUECKHI IEHTP 10 IKCIEPTU3E, YUETY W aHAIU3Y
oOpalleHus CpeiCTB MEAUIMHCKOro puMeHenus» Pocanpasuanzopa - 28611 (13399 o6pasios
— II0 MOKa3aTeNsIM, YCTaHOBIIEHHBIM HOPMAaTUBHOW nokymeHTanuei, u 15212 oOpazios — ¢
HCIIO0JIb30BaHUEM HEPA3PyIIAIOIIEro MeToa Ha 6aze 8 skcipecc-iadoparopuii).




B 2013 r. mons jeKapcTBEHHBIX CpEJCTB, MPOKOHTPOJMPOBAHHBIX C KCIIOIb30BAHUEM
HEPa3pyIIAIOIIUX METOMOB, YBEIMYUIACE B 00IEM 00beMe roCyAapCcTBEHHOTO KOHTPOJIA B 2,6
pasa.

O6bembl 3IKCNEepTU3bl KauecTBa IeKapCcTBeHHbIX
cpeacTs

2010r. 2011 r. 2012r. 2013 1.

M 3KCNepTn3a C MCNoNb30BaHMemM HepaspyLwawuwero mertoaa
B 3KCNepTM3a NO NoKasaTenAam Kayecrsa HOpMaTHBHOﬁ OOKYyMEeHTauum

B 2013 r. CKpUHUHTI KauecTBa JICKAPCTBEHHBIX CPEACTB C HCIOJB30BAHHEM
HEpa3pylIaloIero Meroja Ha 0a3e BOCEMH IEPEIBHXHBIX JIA00OPATOPUN [POBOIMICS
PocsapaBHanzopoM B 67 cyObexkrax Poccuiickoit ®enepanuu BceX BOCBMH (eiepaibHBIX
okpyroB (B 2012 r. - B 27 peruonax 4-x ¢enepaibHbIX OKPYIOB).

bubnuorexka BUK-cnexkrpoB nekapcrBenHbix cpencts B 2013 roxy pacmmpena mo 536
HavMeHoBaHu# (B 2012 r. - 392 HaumeHOBaHUA).

PocsapaBuagzopom B 2013 1. mnpogomkeHO MPakTUYECKOE U3YUYEHHE METOJa
PamMaHOBCKO# CITEKTPOCKONHMHY B Ka4eCTBE IKCIIPECC-METOa aHalN3a JIEKApPCTBEHHBIX CPEJICTB,
s yero Ha 6aze OI'BY «MHGOpMAIMOHHO-METONUYECKUN IEHTP MO IKCIEPTH3E, YUETY W
aHanu3y oOpallleHHs Cpe[CTB MEIMIMHCKOTO MpuMeHenus» Poc3npasnamsopa (Kaszanckuii
nabopaTOpHBI KOMIUTEKC) COOPMHPOBAHO OTIECIBHOE CTPYKTYPHOE IIOJApAa3feleHue II0
JaHHOMY HaIlpaBIICHUIO.

Mo HeloOpOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB, BEIABIEHHBIX B 2013 T. B pamkax
rOCYIapCTBEHHOI0 KOHTpOJIsl kauecTBa (158 cepuit), B 00miemM o0beMe 00pasiioB, MPOBEPEHHBIX
HA COOTBETCTBUE TpeOOBaHMIM HOpMaTHUBHON Aokymentauuu (13399 o6pasios), cocraBuia
1,2%, 4rto comocTaBUMO ¢ HaHHBIM Mokaszatenem 3a 2012 r. (1,4%) u ykasesiBaeT Ha
HEOOXOIUMOCTh JaIbHEHINEro COBEPIICHCTBOBAHMUS IOAX0MI0B K JKCIEPTU3E JIEKAPCTBEHHBIX
CPEeJICTB, PUMEHAEMBIX IIPH FOCYAAPCTBEHHOM KOHTPOJIe KayecTBa JIEKapCTBEHHBIX CPEICTB.




BbiaBneHne He06poKauecTBEHHbIX IeKapCTBEHHbIX |
CpeACTB B paMKaX rocyaapCTBEHHOro KOHTPONA

KayecTsa
15462

® Konuyectso o6pasuos /1C, npoBepeHHbIX Ha COOTBETCTBUE TpebBoBaHMAM HOPMATUBHOMN
AOKYMEHTaUumn
B KOoNn4yecTso Cepuit BbiABNEHHbIX HeA0OPOKAYECTBEHHDIX IEKAPCTBEHHDbIX CPEACTS

B 2013 romy monisi JEKapCTBEHHBIX CPENCTB, HE OTBEYAIOIUX YCTAaHOBIEHHBIM
TpeOOBaHUAM IO KaYeCTBY, U3BATHIX U3 00pallleHUs Mo pe3ybTaTaM MOHUTOPUHIA, COCTaBHIIA
0,5% ot ofmero Komu4ecTBa CepHid, MOCTynMMBIIUX B oOpamenue (B 2012 r. - 0,75%), uro
yKa3blBaeT Ha JCHCTBEHHOCTh Mep, IMPHUHUMAaeMbIX Poc3apaBHag30poM B  pamKax
TOCYAapCTBEHHOTO KOHTPOJIS KaueCTBa JIEKAPCTBEHHBIX CPEJICTB.

CBeeHusi 0 KOJIHYeCTBE HIBATHIX U3 00pallleHHs JIeKAPCTBEHHBIX CPEICTB H
(papmaneBTu4eckux cybcrtannuii B 2013 r.

Konu4ecrBo
JlekapcTBeHHBbIE CpeICTBA H S— KoauuectBo
apManeBTHYeCKHe CyOCTAHIHH & cepuii
$apman y " HAHMEHOBAHMI P
HenobpokauecTBeHHBIE JIEKApPCTBEHHBIE CPE/ICTBA 225 388
JlekapcTBEHHbIE CPEICTBA, KOTOPHIE OTO3BAHBI 116 585
POU3BOAUTEISMU (MMIIOPTEpaMH)
@anbcupuIpPOBaHHBIE IPENapaTh 12 19
QanscuduIpoBaHibie GapMareBTHICCKHE | 10
cyOcTaHuu
[IpenapaThl, H3rOTOBICHHBIE U3 HUX 4 53
KonrpadakrHsie iekapCTBEHHBIE CPEICTBA 19 48
HUTOI'o 377 1103




2. AHaJau3 KavecTBa JIeKapCTBEeHHBIX cpeacTs 3a 2013 rox

2.1. JlaHHBbIe 0 pe3yJIbTATAX MOHHUTOPHHIA KA4eCTBA JIEKAPCTBEHHLIX CPEICTB
B 2013 roay

B pesynbrare MOHUTOpPHHIa KavyecTBa JIEKAPCTBEHHBIX CPENCTB, HAXONALIUXCS B
oOpamenuy, 3a 2013 roa ObUTO BBIABIECHO U U3BATO U3 oOpameHus 388 cepuit 225 TOProBeIX
Ha3BaHUM HeNOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, M3 KOTOPBHIX JOJS CEpHH
HeI00pOKaYeCTBEHHBIX JIEKAPCTBEHHBIX CPEICTB OTE€YECTBEHHOIO IPOM3BOZCTBA COCTaBMIIA
68%, a 3apyOexHoro npoussojcrea — 32%.

OmeuecmeenHble 1IeKAPCMEEeHHblE 3apybesicrble 1ekapcmeeHHble
cpeocmea cpedcmea
Topzoebix Cepuii Topzoewix Cepuii
HA36aHUU K0J1-80 % Ha36aHul K0J1-60 %
153 263 68 12 123 32

BbisiBneHne HegobpoKaveCTBEHHbIX J1IeKapCTBEHHbIX

cpeacts B 2013 roay
(konuuecTBo cepuin)

B J1C oreyecTBEeHHOro npoussofacrea MJIC 3apybexHoro npoussBoacTBa
. — )

S




BbisiBneHne HegoOpoKayeCcTBEHHbIX NIeKaPCTBEHHbIX CPeacTB
oTeyecTBeHHOro u sapyb6exHoro npoussoacrea B 2013 roay

263

J1C oreuecTBEHHOrO J1C 3apy6exHoro
npoussoacTea npousBoacTsa

OToprosble HazBaHusa B Cepun

OuHamMmuka BbifiBNeHUsa Hel OO poKa4eCTBEHHbIX
neKapcTBeHHbIX cpeacTs 3a nepuog 2007 r. - 2013 r.

1096 1674 gEp 1100

847

2007 2008 2009 2010 2011 2012 2013

B TH (konuyecTteo) B Cepum (KONNYECTBO)




Ilepeuens 3apy0Oe:KHBIX NPON3BOAUTEIEH JIEKAPCTBEHHLIX CPEACTB
no o0beMy 3a0paKoBaHHON NMpoayKI[HH, BbisABAeHHO#H B 2013 roay*

Ne HaumenoBanwue Crtpana Kon- | Komn-Bo [Tokazarenu
/1 [IPOU3BOAUTEIS BO TH
cepui
1 Bbepunrep [penus 13 Onucanue
Wurensxaiim Dmnac
A.E.
2 | IHassayH [buny | Kurait 11 ITogmuHHOCTH, YTIaKOBKA,
dapmachlOTUKAI MapkupoBka
Ko. JItn.
3 Cumyu Kcupkanr | Kurait 6 YnakoBka, MapkupoBka
®apmachlOTUKAI
Ko.JItx
4 OnBITHBIHN 3aBO/I VYkpauna 6 Onucanue, PacniagaeMocTh
"THLIJIC" OO0
5 | bopucosckuit Pecniybiuka | 5 YmnakoBka, MapkupoBka,
3aBO/JI benapych MexaHu4ecKkue BKIIOYECHHS
MEIUITTHCKUX
npenapatoB OAQO
6 | benmennpenapater | PecmyOnuka | 4 4 Onwncanune, MapkupoBka,
PVII benapych [Ipo3paunocTs,
MexaHu4ecKre BKIFOUSHHS
Ne HaumenoBanue Ctpana Kon- | Komn-Bo IToxazarenu
/Tl | TIPOW3BOAUTEIS BO TH
cepuu
7 | Hanada Bretnam 4 2 VYnakoBka, KonruectseHHoe
dapmachrOTUKAI oIIpeieIeHUe
JxouHT CTOK
Komnanu
8 Xumpapm AO Pecniybnuka | 4 Cpenuss macca,
Kazaxcran PacnagaeMocTh
9 H-p Pegnu'c Nuapus 4 OcraTo4Hble PaCTBOPUTEIH:

Jlaboparopuc JItg

H30IIPOITaHOI

*COpTHpOBKa MepeyHA NPOM3BEICHA 110 KOJIHYECTBY cepm‘fi




Ilepeyens oTedecTBEHHBIX MPOU3BOANTE/ICH JIEKAPCTBEHHBIX CPE/ICTB
no oobeMy 3a0paKkoBaHHOM MPoAyKIMH, BbisiBJeHHOH B 2013 rogy*

Ne HaumenoBanue Koun-Bo Koun-Bo [Tokazarenu
/1 IIPOU3BOAUTEIIS cepui TH
1 buoxumux OAO 21 7 Omnucanue, YmakoBka,
MukpoOuoaoruyeckas YACToTa,
OTtkiioHeHUE 1o Macce, L[BeTHOCTS,
pH, Mexanuueckre BKIIIOUSHUS
2 | Acpapma OO0 16 2 VYnakoBka, MukpoOuooraueckas
yuctota, CpenHsa macca,
PacrniagjaeMmocTsh
3 dxomab 3A0 11 3 Onucanue, YakoBka, pH
4 | Budurex 3A0 11 7 Onucanue, KonnyecTBeHHOE
onpenenenue, [luporeHHoOCTS,
PacmagaemocTts
5 | ApmaBupckas 10 2 Onucanne, MapkupoBKa,
Ouosiorudeckas hadpuka [Ipo3pauHocTs, bakTepruansHble
dOI'VII IHJOTOKCHHBI
6 VoHble TEXHOIOTHY 1 9 6 Onucanue, Y1akoBKa,
Mapketuar OO0 Mapxuposka, [limoTHOCTS,
KonuvecTBeHHOE OTpeieNieHne,
O0BeM COIEPKUMOTr0 YIIAKOBKH
7 Tromenckuit X3 OAO |8 4 Omnucanue, YIaKkoBKa,
Mapxuposka, Pacnanaemocts,
MuxkpoOuomoruieckas 4ucToTa,
Cpennsisg Macca
8 | Ypambuodapm OAO ) 5 Onucanue, YakoBKa,
PactBopenue, Pacnagaemocts,
KonuvecTBeHHOE OIpeieNieHne,
Cpenusisi Macca, Pazmep rpanyin
9 | buocunrez OAO 7 4 Onucanue, MukpoOuosioruyeckas
yucTOoTa, [ [MpOTeHHOCT,
Pacnagaemocts, PactBopenue
10 | O6uHoBnenue [IOK 3A0 |7 3 Onwucanue, [[BeTHOCTB
11 | Bpeiaianos-A 3A0 7 2 Onucanue, CocraB

*COpPTUPOBKA NEPEYHs IPOU3BECHA 110 KOJIMYECTBY CEpHUit




CprRTypa MoKa3aTeJied HECOOTBETCTBHA KaYyecTBa JIEKAPCTBCHHLIX CPEACTB, H3BATHIX

u3 oopamenus B 2013 rogy
(KoJIHYeCcTBO cepHii)

Ne n/n IHokazamens necoomeemcmeus Honsn, %
| Omucanue 29,1%
2 Vnakoska* 17,1%
3 Mapkuposka* 11,3%
+ Muxkpobuonoruueckas YuCTOTa 8,6%
5 KonuuecTBeHHOE Ompe/ienieHre 5,2%
6 PacmiagaemocTts 4,1%
7 [{BeTHOCTH 3,4%
8 OcraTo4Hble OpraHUYecKre PacCTBOPUTEITH 3%
9 Cpennss Macca U OTKIIOHEHHE OT CPEAHEH MaCCHI 3%
10 Jpyrue nokazarenu 15,2%
* BBIJIEJIEHBI HEKPUTHYECKHE MMOKa3aTCIH
CrpykTypa He106pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB IO JIeKAPCTBEHHBIM
¢popmam B 2013 roay
Jlekapcmeennoie ghopmor * KoanuecTBo cepuii Bcezo,
%

Kuokue JID (pacmeopei, 202 52,1%

CYChneH3uu (838eci), SMynbCul,

HACMOoU U OMeapbsl, CUPONDL,

HACMOUKU, SKCMPaKmbl)

Teepovie JI® (mabnemxu, 160 41,2%

opavice, 2paHyiel, NOPOUIKY,

cbopbl, KAncynvl, KAPAHOAUIU

JleKapcmeerHoie)

Msazkue JIO 20 5,2%

(mazu, cynnozumopuu,

RUNIONU, TUHUMEH ML,

Kancynot)

Jlexapcmeennoe 4 1,0%

pacmumensroe coipve (JIPC)

IIpouue 2 0,5%

* - janee JID
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PacnpepneneHune BbisiBneHHbIX B 2013 roay
HefoOpoKayecTBeHHbIX NeKapCTBEHHbIX CPeACTB Mo
nekapcTBeHHbIM hopmam (aons,%)

41,2%

52,1%

0,5%

@Xuakve NNO  mTeepabie IO BMarkue 1@ OJIPC IO BTpoyne NO

3a 2013 rox mnpou3BOIUTENSIMH (JEeKIapaHTAMH) JIEKQPCTBEHHBIX CpPEACTB MPUHATHI
pemieHus 06 oT3bIBe U3 oOpamieHus 116 ToproBeIX HaUMEHOBaHUH 585 cepuil ekapCTBEHHBIX
CPEACTB, B TOM YHUCIIE!

OTreyecTBEHHDbIE JIEKAPCTBEHHbIE 3apy0OeskHblie JleKapCcTBEHHbIE
cpeacTBa cpejcTBa
Haumenosanus Cepuu Haumenosanus Cepuu
(konuuecmeo) K0/1-80 % (Konuuecmeo) K0.1-60 %
¥, 226 38,6% 41 359 61,4%

11




PacnpepeneHve nekapcTBeHHbIX CPeACTB, OTO3BaHHbLIX U3
obpauieHus npoussogutensamu (aeknapaHramu) B 2013 roay

359

J1C oteuyecTBEeHHOTO JC 3apy6exHoro
npoussBoAcTBa npoussoAcTBa

@ ToproBoe HauMmeHoBaHue (konuyectso) B Cepun (KONUYECTBO)

Cpe,upl OTO3BaHHBIX JIEKaAPCTBCHHBIX CPEACTB IPCIapaThl BaPY6e)KHOI‘O IMpOHU3BOACTBA:

Cmpana Topzosbix Cepuui
HAUMEHOBAN U Konuyecmeo %
(konuuecmeo)

Jlexapcmeennvie cpedcmea 12 262 73

npouzeoocmea cmpan Eeponvi

Jlexapcmeennvie cpedcmea 14 63 17,5

npouzeoocmea cmpax Azuu

Jlexapcmeennuie cpedcmea 5 24 6,7

npouzeoocmea CILIIA

Jlexapcmeennwvle cpedcmea 10 10 2,8

npouzeodcmea cmpan CHI™

12




2.2. Jlannble 0  pe3yabTaTaX TrOCyJapCTBEHHOI0  KOHTPOJS  KavyecTBa
JIEKAPCTBEHHBIX CpeAcTB, npoBeaenHoro B 2013 roay

B 2013 roxy oro0pano u nposepeno 29171 o6pazer 1eKapCcTBEHHBIX CPEJCTB B paMKax
rOCyapCTBEHHOI'0 KOHTPOJIS Ka4eCTBa JIEKApCTBEHHBIX CPEJICTB, U3 KOTOPHIX:

1) mHa Oa3ze mpuBNeYEeHHBIX POC3APaBHAA30POM IO T'OCYAAPCTBEHHBIM  KOHTpaKTam
DKCIEPTHBIX OopraHu3anuii — 560,

2) B ®I'BY «MubopmaimoHHO-METOAMYECKHH LEHTP MO DKCIEPTH3E, YUETY U aHAIIU3Y
oOpauieHus cpelcTB MeAUIIMHCKOTO TTpuMeHeHUs» Poc3npaBHan3opa - 28611 (13399 o6pasios
— II0 TIOKA3aTellsIM, YCTAHOBJIEHHBIM HOPMATHBHOM JAoKyMeHTarumedr, u 15212 oOpa3ioB — ¢
UCTIOIb30BaHHEM Hepa3pyIIarollero MeTo/ia Ha 6ase 8 skcrpecc-nmabopaTtopwii).

[lo pe3ynpTaram rocy1apCTBEHHOTO KOHTPOJIA KaueCTBa JIEKAPCTBEHHBIX cpeacTB B 2013
rojly TMOATBEPKIEHO COOTBETCTBHE YCTAaHOBJIEHHbIM TpeOoBanusim 28874 o6pasuos
JIEKAPCTBEHHBIX CPE/ICTB, U3 HUX:

- 552 oOpa3ua (B COOTBETCTBUU C TOCYNAPCTBEHHBIMU KOHTPAKTaMH, 3aKJIFOUYECHHBIMHU C
UCTIBITATENTFHBIME Ta00paTOPHsIMH TIO pe3yJibTaTaM KOHKypca);

- 13231 obpazen (ua 6aze nabopatopubix komiuiekcoB @I'BY «MMIIDYAOCMID»
PocanpaBHang3opa B QenepaibHBIX OKPYyTax);

-15091 oOpazen (Ha 0Oa3e  mEpeNBIKHBIX  JKcmpecc-nmabopatopuit  OI'BY
«MIMLIDY AOCMII» PocznpasHaizopa ¢ HCIIOIB30BaHHEM Hepaspymatomero Meroga — BUK —
CIIEKTPOMETPHUH).

B pesynbrare TOCYHapCTBEHHOTO KOHTPOJS KadecTBa JIEKAPCTBEHHBIX CPENCTB B
2013 r. BpIABIECHO U U3BATO 176 mapTHii JIeKapCTBEHHBIX CPEACTB 84 TOPrOBBIX HAUMEHOBAHUMN
158 cepwmii, He OTBeUArOMINX 00s3aTeTHFHBIM YCTAHOBICHHBIM TPEOOBAHUAM K KAUECTBY.

~
CpaBHUTENbHbLIA aHanNu3 BbiABNeHua B 2006 . - 2013 1.
HefoOpoKa4YeCcTBeHHbIX NleKapCTBeHHbIX CPefACcTB B paMKax
rocynapcTBeHHOro KOHTPOMA KayecTBa NeKapcTBeHHbIX cpeacTs

222

2006 2007 2008 2009 2010 2011 2012 2013

I @ Toprosble HauMeHoBaHUA (KkonuyecTBo) OCepun (KonuyecTso) l
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B pamkax rocynapcTBeHHOro KOHTPOJIsl KadecTBa JIeKapcTBEHHBIX cpencTB B 2013 romy
BeISBIIEHO 118 cepuil HenoOpOKaueCTBEHHBIX JIEKAPCTBEHHBIX CPENCTB OTEYECTBEHHOTO
npousBojictBa (75%) u 40 cepuwit HeqOOpOKa4YeCTBEHHBIX JIEKAPCTBEHHBIX CPE/ICTB
3apyOe)HOro mpou3BoACTBa (25%).

BriaBiieHHe HeN0OpOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPECTB B
2013 rony B paMKax rocyiapcTBeHHOI0 KOHTPOJS (KOJIHYECTBO
cepmii)

B KONMHYECTBO Heﬂoﬁpoxaueﬂnem{m JIEKAPCTBCHHBIX CPEACTB OTEHCCTBCHHOIO MPOH3BOIACTBA

B KONMHYECTBO HEIOOPOKAYECTBEHHBIX JIEKADCTBEHHBIX CPENCTB 3apyOeKHOro MPOH3BOJICTRA

Jlonst HenmoOpoKavdeCTBEHHBIX JIEKAPCTBEHHBIX CPEJACTB, BBIABIEHHBIX B paMKax
rOCYZApCTBEHHOI'O KOHTPOJIS KayecTBa JiekapcTBeHHbIX cpeAcTB B 2013 r., cocraBuna 1,2%
0T 00BeMa Cepuil TeKapCTBEHHBIX CPEJCTB, IIPOBEPEHHBIX HA COOTBETCTBHE 00S3aTEIbHBIM
YCTaHOBIIEHHBIM TPEOOBAHHAM K UX KAYECTBY.

BbinBneHne Heao6poKauecTBEHHbIX NeKapCTBEHHDbIX |
CPeACTs B paMKaX rocyaapcTBeHHOro KOHTpons ‘

KayecTtea
15462

13399

222 (1.4%). 158 (1,2%)

2011r. 2012r. 2013r.

# Konuyectso 06pasuos J1C, NPOBEPEHHbIX HA COOTBETCTBME TPeBOBaHMAM HOPMATUBHOM
AOKYMEeHTaMn

B KoMyecTso cepuit BbIABNEHHbBIX He0GPOKAYECTBEHHBIX IEKAPCTBEHHBIX CPEACTS




Crpykrypa TmoKa3zaTeleldl HECOOTBETCTBHS Ka4deCcTBa JICKAPCTBEHHBIX  CPEICTB,
BBISIBJIEHHBIX B paMKaX IOCyIapCTBEHHOT'O KOHTPOJIS KadecTBa JIeKapCTBEHHBIX cpeAcTB B 2013
rofy, IpefcTaBiieHa Ha uarpaMme:

CrpyxkTypa mokasarteieii HeCOOTBETCTBHSI KA4eCTBA JeKaPCTBEHHbIX
CpeacTB, H3bATHIX H3 o6pamenus B 2013 roay B xoj1e rocy1apcTBeHHOI0
KOHTPO/Isl KAYeCTBA J1eKAPCTBEHHbIX CPeICTB (KOIHYeCTBO cepHii)

22,4% 2,3%

6,8%
0,
19,3%

7,4%

8,5%
11,4%

i 11,4%

@ Mmukpobuonoruyeckas umcrora - 19,3%
BonucaHue - 11,4%

O konuyecTBeHHoe onpenenexune - 11,4%
OpacnagaemocTb - 9,7%

O ocrarouHble opraHnyeckue pacteopurenu - 8,5%
O mapkuposka - 7,4%

HcpeaHAA Macca U OTKNOHeHue OT cpeaHen macchbl - 6,8%
B pacTBOopeHue - 6,3%

BynakoBkKa - 4,5%

@ nuporeHHocTb - 2,3%

Onpoune-12,5%
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Ilepeyenn opranusanuii-npoussoauresei JIC, Ha npoayKUHIO KOTOPBIX NOCTYIHJIO
Han0o/IbIIee KOJIHYeCTBO peKJIaMalHil B pAMKaX rocyJapcTBeHHOTr0 KOHTPOJIS KaYyecTBA

JiekapeTBeHHBIX cpeacTsB B 2013 roay

Ne
n/n

Has3zeanue opeaHusauuu,

Cmpana

Jlekapcmeennulii npenapam

Konauuecmeo
cepuii

1

000 «Acdapmay,
Poccus

YT0J1b aKTUBUPOBAaHHBIN TaOJIETKH
250 Mr (ynakoBku Oe3bsyeiikoBbIe
KoHTypHBIe) Nel(

8

J-p Pennu'c
JlaGopatopuc JItn,
Nuanus

Kertopos TabneTku MOKphITEIE
IUIEHOYHOM 000J10uK0i 10 Mr
(YynakoBKH SYEHKOBBIE
KOHTypHBIe) No20

11

OAO «buoxuMuK»,
Poccus

AMoxkcunuiuiie tabnerku 500 Mr
(YIIakOBKH sIY€HKOBBIE
KOHTYpHBIe) No2()

[TonurnroxkuH pacTBOp IS
uHby3wmit, 400 M 6% Ne 15
(OyTBLIKH I KPOBH U
KpOBE€3aMEHUTEJICH )

Peononurintokud pactsop A
uH(y3ul [B pacTBOpe HATpUs
xnopuna 0.9%], 400 mut 100 mMr/mn
(OyTBUIKM [1J151 KPOBU U
KpoBe3ameHuTenei) Nel

3A0 «Budurex»,
Poccus

XnopopuwuunT, pacTBOp IS
IprieMa BHYTPb H MECTHOTO
npumeHenus [criupToBoi], 100 M
1% (yakoHBI TEMHOTO CTEKIIA)
Nel

IlextycuH, TabmeTku AJs
paccachiBaHUS (YIIAKOBKH
siueiikoBble KOHTYpHBIE) Ne 10

AT103 9KCTPaKT KUAKUHA PACTBOP
IUTS TIOZIKOKHOTO BBECHUS, 1 MII
(amrryiier) Nel10

Myxkantus Tadnetku 50 Mr
(ymakoBKH Oe3bI9E€HKOBBIE
KoHTypHBIE) Nel1(

Anouuc-0pom TabIeTKu
MTOKPBIThIE 000JI0YKOM (yIaKOBKH
sTYEHKOBBIe KOHTYpHBIE) Ne2(
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Ne | Hazeanue opeanuzayuu, Jlekapcmeennulii npenapam Konuuecmeo
n/n cmpana cepuii
5 OAO «Tromenckuit Kaneuus rimrokonara TablIeTKu .
X®3y», Poccus 500 Mr (ymakoBKH O6e3bsiueHKOBEIE
KOHTypHbIe) Nel()
Amnanerus Tabmetku 500 Mr 2
(ymakoBKku 0e3bIYEHKOBEIE
KOHTYPHBIE)
Myxkantuna Tabnetku 50 mMr 2
(ynakoBku Ge3bsueitKOBBIE
KOHTYpHBIE) Nel10
Metponunazon-JlekT TabneTku 1
250 Mr (ymakoBku 0€3bA4E€MKOBBIE
KOHTYpHbIe) Nel10
6 | «llaupayn [>amy AnpeHanuHa rufpoxiiopua-Bua, 3
®apmacerotukai Ko., pacTBOp IS MHBEKIMH 1 Mr/Mi
JItny, Kuraid 1 mu (amrrysier) Nel0
JTumenpon-Buan pactBop s 3
BHYTPHUBEHHOTO U
BHYTPHUMBIIIEYHOTO BBEJCHUS
10 mr/mo 1 Mo (ammyser) Ne 10
Tuamun-Buan pacTBop mist 1
BHYTPHUMBIILIEYHOT'O BBEJCHUS,
1 M1 50 mMr/mu (aMITyJibI TEMHOTO
creksa) Nel(

B pamkax B3aumopeiictBus ¢ MenepanbHON TaMOXKEHHOHN CITy)k00# B IENSIX TpeceueHuUs
obopoTa HenoOpOKaUECTBEHHBIX, (aNbCUMUIUPOBAHHBIX U KOHTPAa(aKTHBIX JIEKAPCTBEHHBIX
cpencts B 2013 roxy B oTHOIIEHUH 23 TOPrOBHIX HAUMEHOBAHUH JIEKaPCTBEHHBIX MPENapaToB
Obl1 ycTaHoBieH mnpoduis pucka. [lo jganHHONW rpymme mnpemaparoB 3a 2013 roj OsuIO
npoBeneHo 102 skcmepTusbl, MO pe3ylibTaTaM KOTOPBIX IpecedeH O00OpOT 2 TOProBBIX
HalMEHOBaHMH 6 cepuii HeoOpPOKaYEeCTBEHHBIX JIEKAPCTBEHHBIX CPeACTB. J[0JIsi BBIABICHHOIO
Opaka B 00IIeM KOJIMYECTBE JICKAPCTBEHHBIX IMPEMApaToB, BKIIOYEHHBIX B MPO(UIbL pPHCKa,
coctaBuia 5,8%.
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2.3. lauubie 0 paibcHGHNHPOBAHHBIX JIEKAPCTBEHHBIX CPEICTBAX H JIEKAPCTBEHHBIX
CpeICTBaX, HAXOAHMBIIHXCA B 00pallleHHH ¢ HApPYIIEHHEM 3aK0HOoAaTeabcTBa Poceuiickoii
Deepalny, KOTOPbIE BLIABICHBI B 00paiieHun Ha Tepputopun Poceniickoii ®enepanun

B 2013 roay

Becero B 2013 r. BeISIBIEHO M W3BATO M3 obpamieHus 12 TOProBeIX HAUMEHOBAHHH 19
cepuil (ambCHOUIMPOBAHHBIX JIEKAPCTBEHHBIX MIPENAPATOB.

.

AvHamuka BbIABNEeHUA hanbCUPUUMPOBAHHLIX
neKapcTBeHHbIX NpenapaToB
3a nepuopg 2007 r.- 2013 .

146

2007 2008 2009 2010 2011 2012 2013

I_I‘I'l'i (xonuyecTBo) B Cepun(KONUYECTBO) I )

JlanHble 00 U3BATHIX (PaNbCUUITUPOBAHHBIX JICKAPCTBEHHBIX Mperaparax MmpeacTaBlIeHb
B TabJuLE:

Ne HaumenoBanue Howmep cepun Qapmrpyrmna Homep u nara [Tokazarenn
n/m nperiapara, Ha3BaHHE MHChMa HECOOTBETCT-
TIPOU3BOIUTEIISA, Poc3npasuanzopa BUS
yKa3aHHOE Ha YIIaKOBKE 00 U3BATHH
1 AuyTon pacTBop JuLst 3050112 n/Bocnianiurenbioe | Ne 04M-28/13 or | YmakoBka,
HHBEKLHUH, 1 M1 Ne 10 Cp-BO 16.01.2013 MapkupoBka

(aMI1yJIBI TEMHOTO CTEKJIA),
Ha yIIaKOBKaxX KOTOpOTo
yKa3aH IpOU3BOIUTEIND
"K.O.Pompapm Kommnanu
C.p.JI. Otomens",
PymbiauS,
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No
o/

Haumenosanue
rpenapara, Ha3BaHHe
MPOU3BOAUTES,
yKa3aHHOE Ha YIIaKOBKe

Homep cepuu

®Dapmrpynmna

Homep u mara
MHCHMa
Poc3npasnanzopa
00 M3BATHH

Ilokazarenn
HECOOTBETCT-
BHA

Andayron pacTBop s
uHBeKIHH, 1 Mu1 Ne 10
(amMmyJibI TEMHOTO CTEKIIA),
Ha YIIaKOBKaX KOTOPOTO
yKa3aH IPOU3BOIUTENb
"K.O.Pompapm Komnanu
C.p.JL.", Pymbiaust

3520512

1I/BOCTIAIATENILHOE
Cp-BO

Nel6M-1183/13 ot
08.10.2013

pH, YmakoBka,
MapxkupoBka

OHTEPOIE3 MOPOIIOK IS
[IPUTOTOBJICHHS pacTBOpa
IS IpUeMa BHYTPE 5 T Ne
1 (makeTuKH U3
KOMOHHHPOBAHHOTO
Marepuaia), Ha yIakoBKax
KOTOpOTO yKa3aH
npousBoguTens OAO
"MocxumbapmIipenaparsl
uM.H.A.Cemamixo",
Poccus

40512

azcopoupyroiee
Cp-BO

Ne 04H1-75/13 ot
29.01.2013

Mapkuposka

Ypodochadbon®,
MOPOILIOK JIIst
MPUTOTOBJICHHS PACTBOPA
JUTS. BHYTPUBEHHOTO
BBeJICHUs 1 T, (hI1aKoHBI
(1), mauku KapTOHHBIE, HA
YTaKOBKaX KOTOPOTO
yKazaH TMpOU3BOIUTEN
000 «ABOJImen»,
Poccus

30812

AHTHOHMOTHK

NeO2M-115/13 ot
05.02.2013

YmakoBka

Jucnopt (koMmIieke
OOTYyIHHUYECKHIT TOKCHH
500 E1", na ynakoBkax
KOTOpPOTO yKa3aH
npousBoauTels "Hncex
buogapm Jtn",
Benukobpurtanus

D31389

MHOPEJIAKCAHT

Ne04U-226/13 ot
06.03.2013

VYmoakoska
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Ne
/1

HaumenoBanue
[pernapara, Ha3BaHHe
MPOU3BOIUTEIIS,
yKa3aHHOE Ha yNaKOBKe

Howmep cepuu

dapmrpymma

Homep u jnara
IMUChMa
Poc3npaBnazopa
00 U3BATHH

TToxazarens
HECOOTBETCT-
BUSA

Jucnopt, muodunuzar ais
IIPUTOTOBIICHHSI PACTBOPA
Juis uaseknmid 500 EJI,
(brakoHsl cTeKIsHHBIE (1),
[Ia4YKH KapTOHHBIE, HA
yIaKOBKax KOTOPOTO
yKazaH IpOH3BOIUTEID
«Hncen buodapm Jltm.»,
Benukobpuranus

E09426

MHOpPCIIaKCaHT

Nel6M-736/13 ot
08.07.2013

YIIaKOBKa

Jucnopr, nuodunuzar mis
IIPUTOTOBIICHUSI PACTBOpa
Jutst uaseknmit 500 EJT,
(utakonsl cTekisiHHEbIE (1),
IIAYKK KaPTOHHEIE, HA
yIIaKOBKax KOTOPOTO
yKazaH [IPOU3BOJIUTEb
«HUncen buodapm JItm.»,
Benukobpuranus

E17649

MHOPpEJIaKCaHT

Nel6M-1306/13 ot
07.11.2013

MapxkupoBka,
Hucrpykuus

MabTepa KOHIIEHTpaAT IS
IIPUTOTOBIIEHUS P-pa JIst
uHdy3uit 500m 1/50 Mo,
¢unak. (1) mau.xapt., Ha
yIIaKOBKaX KOTOPTo
yKa3aH IIPOU3BOIHTEIb
"®.Xopdpmanu-Jla Pom
JItn", lBeimapus,
ynakoBano OAQO
"®apMcTanaapT-
YpaBUTA", Poccus

HO513

/011y X0JIEBOE
Cp-BO

Ne04H-246/13 ot
13.03.2013

Onucanune
YiakoBka
MapxkupoBka

Muiaponar® pactBop JUIst
napalysibbapHOro u
BHYTPHBEHHOTO BBEJICHHSI
100 Mr/mi 5 mut, aMmyJie
(5), ynakoBKu KOHTYpHBIE
IUTACTUKOBBIE (ITOIOHEI)
(2), mauxu KapTOHHEIEY,
Ha YIIaKOBKaX KOTOPOro
yKa3aH IIPOHU3BOAUTEI
«Ennda PapmaceioTHKAT
koMmanu C.A.», ITosnbina

5710310

MeTadoIHdecKoe
Cp-BO

Nel6M-385/13 ot
15.04.2013

MapkupoBka,
HUuctpykius
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Ne HaumenoBanue Howmep cepun Qapmrpymnna Howmep u nara IToxazarens
/i npernapara, Ha3BaHUE MUChbMa HECOOTBETCT-
TIPOU3BOIUTEIS, Poc3npasuaizopa BHUS
yKa3aHHOE Ha YIIaKOBKE 00 M3BATHH
10 | MoBanuc, pactBop s 027269 HECTEPOUJIHBIE Nel6M-394/13 or | Yuakoska,
BHYTPHMBIIIIEYHOT'O IIPOTUBOBOCIIA- 15.04.2013 MapxkupoBka,
BBefieHHd 15 mr/1.5 mn 1.5 JIMTEJIbHEIE Huctpykuus
MJI, aMILyJisl (3), yIakoBKH npenapats! (HIIBIT)
KOHTYpHBIE IUIACTHKOBBIE
(moamownsr) (1), mauku
KapTOHHEIE, Ha YIIAKOBKAX
KOTOPOTO yKa3aH
npousBoauTess bepunrep
Hurensxaitm Dcmana C.A.,
Hcnanus
11 | Ilpoctamon Yuo, kancynsr | 13048 CPEJICTBO JUIs Ne0211-498/13 or | MapkupoBka
320 mr 15 mrT., 6mECTepBI JICYCHHUS 22.05.2013
(2), mauku KapTOHHBIE, HA JIOOpPOKaYeCTBEHHOM
yIaKOBKaxX KOTOPOIo TUITEPILIA3HH
yKa3aH [IPOU3BOIUTEID TPOCTATHI
"P.IL.Iepep I'm6X u PacTHTEIBHOTO
Ko.KI™, I'epmanus MIPOHUCXOXKICHUS
12 | [Ipoctamon VHo, kancynsr | 21705 CpENCTBO IS Nel6U-1474/13 ot | Onucanue
320 mr 15 mT., 6mHcTepEI JIeYEeHU 11.12.2013 Yiakoska
(2), nauku KapTOHHEBIE, Ha I00poKaueCTBEHHOM Mapxkuposka
YIIaKOBKaxX KOTOPOTo TUIIEPILIA3uN Hncrpyknus
yKa3aH [IPOU3BOJUTEI [IPOCTATHI
"P.ILIIepep I'm6X u PacTHTEIBHOTO
Ko.KI™, I'epmanus TIPOUCXOKICHHUS
13 | 'epuenTtun, mmodumusar | N3473/ n/onyxonesoe cp-Bo | Nel6M-524/13 or | Ynakoska,
JUIS TIPUTOTOBJICHHS B2041 24.05.2013 MapxkupoBka,
KOHIIEHTpATa IS WucTpykuus

IPUTOTOBJIEHHS PACTBOPA
Jutst uHQyzuii 440 mr Ne 1
(pmaxoH)/B KOMIUIEKTE C
pacTBOpHUTENIEM-
bakrepuocTaTHYECKAs
BOJa JUTd HHBEKIHH 20
MII/», Ha YIIAaKOBKaX
KOTOPOT0 yKa3aH
IIPOU3BOUTEINH
«JIxenentex Muk., CLLIA,
ynakosano 3A0
«OPTAT», Poccus

21




/1t

HaunmenoBanue
Ipelapara, Ha3BaHHe
[IPOU3BOUTEIS,
YKa3aHHOE Ha YIAKOBKE

Homep cepun

Qapmrpymnma

Howmep u nata
IMUChMa
Poc3npaBuamzopa
00 U3BATHH

ITokazartens
HECOOTBETCT-
BUSA

14

I'epuentun, nmuoduimmsar
JUIL TIPUTOTOBJIEHHMS
KOHIICHTpAaTa JIsl
IIPUTOTOBJICHHUS PACTBOPA
Jutst uHGy3mit 440 mMr Ne 1
(hmaxoH)/B KOMILIEKTE €
PacTBOPHTEIICM-
OakreprocTaTudeckas
BOAA A1d uHbekui 20
MII/», Ha yIIAKOBKAX
KOTOPOI'o yKa3aH
IIPOU3BOTUTEITH
«/Ixenentex Uuk., CITIA,
ynakoBano 3A0
«OPTAT», Poccus

N3535/
B2053

11/0IyX0JI€BOE CP-BO

Nel6U-1174/13 ot
07.10.2013

YmakoBka

15

I'epnenrtun, nuodumuzar
JUISL TIPUTOTOBJICHHS
KOHIEHTpaTa s
IIPUTOTOBIICHUS PacTBOpa
s uady3uit 440 mr Ne 1
(pmakoH)/B KOMILIEKTE C
pacTBOpHUTEIEM-
baxTeprocTaTHyecKas
BOJIa JUIA HHBEKIHH 20
MII/», Ha YIIaKOBKaX
KOTOPOT'O yKa3aH
IPOU3BOJUTEIIH
«Jxenentex Muk., CIIA,
ynakoBauo 3A0
«OPTAT», Poccus

N3510/
B2048

11/01yX0JIEBOE CP-BO

Nel6H-1174/13 ot
07.10.2013

VYnakoska

16

I'epnentun, nuodumuzar
JUIS TIPUTOTOBJICHUS
KOHIIEHTpaTa Jyis
IIPUTOTOBIICHHS PacTBOPa
it uHGy3uit 440 mr Ne |
(pnaxon)/B KOMILIEKTE C
PacTBOpHTEIEM-
DakTepuocTaTHIecKas
BOJA I HHBEKIHH 20
MII/», Ha YIIAKOBKaX
KOTOPOro yKasaH
TIPOU3BO/IUTEIH
«/xenenrex Muk., CIIIA,
yrakoBauno 3A0
«OPTAT», Poccus

N3555/
B2055

H/OHYXOJICBOG Cp-BO

Nel6H-1542 ot
19.12.2013

VYmakoBka
MapxkupoBka
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Ne HaumenoBanue Homep cepun Qapmrpymnna Homep u nata [Tokazarens
n/m npenapara, Ha3BaHHe mIchkMa HECOOTBETCT-
IIPOM3BOIUTEIIS, PocanpaBaagzopa BHSL
yKa3aHHOE Ha YIaKOBKe 00 u3pATHH
17 | 3onamexc, Kancymsl Jyis HK732 (ua n/onyxoneBoe cp-Bo | Ne02H-687/13 or | Ymakoska
II/K BBEICHUS BTOPHYHOM 24.06.2013 (oTmHuwHs 110
IIPOJIOHTMPOBAHHOT'O YIAKOBKE), U BTOPHYHOM
nevicteud 3,6 mr, mnpuil- | cepun JRS16 YIIAaKOBKE), BO
amumkarop (2), kouBeptsl | u JP894 (wa BTOPHYHYIO
aFOMHUHHEBBIC HIITPUIIAX ) YIaKOBKY
JIaMUHHpOBaHHEIE (1), BJIOYKEHBI
Mayd.KapT., Ha yIaKoBKax IITIPULIEI €
KOTOPOTO yKa3aH IPYTUMHU
IIPOU3BOJUTEINH HOMEpaMu
Actpa3eneka FOK cepuit JR516 u
JIumuTen, JP894
BenuxoOpurtanus
18 | 3omanexc, KarcyJibl s HK732 (na m/omyxoneBoe cp- | ot 08.07.2013 YmakoBka
11/K BBEJIEHHS BTOPHUYHOM BO Nel6M-737/13 (oTiHumEs 1o
IPOJIOHTUPOBAHHOIO YTIaKOBKeE), U BTOPHYHOMH
neictus 3,6 Mr, mmpun- | cepus JD324 YIIaKOBKE), BO
anmaukaTop (2), koHBepTHI | (Ha BTOPUYHYIO
AJIFOMHHUEBBIE IIIPUIAX) YIIaKOBKY
naMuHUpoBaHHbIE (1), BJIOYKEHBI
1a4.KapT., Ha yIaKOBKax IITIPUIIEL C
KOTOPOTr0 yKa3aH JIPYTHM
IIPOM3BOJIUTEINb HOMEpOM
Actpa3eneka FOK cepum JD324
Jlumuren, (Ha mmpHUIax)
Benukobpuranus
19 | Basbiiut TabeTku N0044B01 T/BHPYCHOE CP-BO Nel6H-1162/13 ot | YmaxoBka,
ITOKPBITHIE TJIEHOYHOH 03.10.2013 MapxupoBka,
obosoukoit 450 mr Ne 60 Hucrpykuust
(paxonsr
HOJIMITHIICHOBEIE), HA
yIIaKOBKaX KOTOPOTO
yKa3aH IPOU3BOUTEINH
IlaTeon
Wuk./®. Xopdmanu-JIs
Pomr JITy.,
Kanapga/lllpelinapusu
20 | Munnposnar, p-p ms 21310212 MeTabolmyeckoe Nel16H-1470/13 ot | YmaxoBka,
napalyap0apHOro u B/B cp-BO 10.12.2013 MapxkupoBka

BBegenust 100 Mr/mi 5 M,
amiL. (5), yI.KOHT.ILIac.
(momytoHsI)(2), nav.Kapr. ,
Ha YIIaKOBKaX KOTOPOTro
yKazaH IIPOU3BOJIUTEIH
"Dty bu DM ®apma
c.p.o." (CrnoBakus)
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B 2013 r. B 001ieM KOIHYECTBE U3BATHIX CEPUil (DATBCHPUIIMPOBAHHBIX JIEKAPCTBEHHBIX

IIpernapaToB JI0Ji MOAJMEIOK JEKapCTBEHHBIX CPEACTB 3apy0eXHOT0 MPOU3BOJICTBA COCTABHIIA
89,5%:

Dansvcuguyuposanmsie Danscugpuyuposannsle
JIeKapCcmeeHHble npenapamol, Ha JleKapCcmeeHHble nPpenapamsol, Ha
YRAKOBKAX KOMOPBIX YKA3AHbL VRAKOBKAX KOMOPHIX YKAZAHbI
omeyecmeenHble RPOU3B00UmeNnu 3apybedicHble npou3e00umenu
HAUMEHOBAHUU cepuil HAUMeHOo8aHui cepuu
KO0J1-60 % K01-80 % KO0J1-60 % KOJ1-80 %
2 17 2 10,5 10 83 17 89,5

OuHamMuka usbATUA dPanbeudULUUPOBaHHbIX NEeKapCTBEeHHbIX Npenaparos
3a nepuon 2005 r. - 2013 r. (KONU4YECTBO CEpPUN)
140 - 135 135
123

120
100 -

80

60 -

a9
45
40 -
32 34 31
18
20 - 16 15 17
12 11 13
6 7
2
- g
0 = v v - . - - v —
2005 2006 2007 2008 2009 2010 2011 2012 2013
 panbcnPUUMPOBAHHDbIE NEKAPCTBEHHLIE NPEenapaThl, Ha YNAaKOBKaxX KOTOPbLIX YKa3aHbl
oTe4YecTaeHHbIe Nporn3lsoanTenu
# ¢anhcw¢vuuupoeauume neKapcreeHHbIe NpenapaTthl, Ha YNAaKOBKaX KOTOPLIX YKa3aHb! BBPYGE)RHHE
npoussoauTenm
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Pacnpenenenne panbcndpuumupoBaHHbIX
JICKAPCTBEHHBLIX NpenapaToB, BbiiBJAeHHbIX B 2013 r.,
[0 CTPAHAM BBINYCKA OPHTHHAJBHBIX NPENAPATOB

No Crpana Konunyectso Hoist (%)
i/ cepuit B 00IIIeM KOJIMYECTBE M3BATHIX
banscudUIIPOBAHHBIX
JICKApCTBEHHBIX IpEerapaToB
1 Poccus 2 10,5
2 BenukoOpuranus 4 21
8 CIIA 4 21
3 Pymbians 2 10,5
< I'epmanus 2 10,5
5 HUcnanus 1 3
6 [Iseiinapus 1 5,3
7 [Tonpiia 1 5,3
9 Kanapna 1 5,3
10 CrnoBakus 1 5,3

BoisiBennsie B 2013 r. panbcHpuuupoBaHHble JIEKAPCTBEHHBIE NPENapaThI
10 (papMaKoJIOrHYeCKHM rpynnam

No ®apmakosioruuecKme Konuvectro Hons (%)
/1 TPYTIIEI cepui B 00II[eM KOJTUYECTBE HM3BATHIX
(banbCUPUIMPOBAHHBIX
JIeKapCTBEHHBIX TIPENapaToB
1 IIPOTUBOOITYXOJIEBBIE 6 31,6
CpeacTBa
2 MHOPETAKCAHTBI 3 13,7
3 CpelCTBa JJIs ISUeHUs 2 10,5
n00pOKaYeCTBEHHOM
TUIIEPILIA3UH IIPOCTATEHI
4 MeTaboIMUecKue 2 10,5
cpencTBa
5 IIPOTUBOBOCIIAJIATEIILHEIE 2 10,5
cCpeJcTBa
6 ajicopbupyromnue 1 5.3
CpencTBa
7 AHTUOUOTUKH 1 5,3
8 HIIBII 1 53
9 IIPOTUBOBUPYCHBIE 1 8.3
cpencTBa
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B 2013 r. BBISBNEHBI 1 U3bATH U3 0Opamenus 19 TOProBBIX HAUMEHOBaHUK 48 cepwmii

JICKapCTBCHHBIX  CPE/ICTB, HAXOAMBIIMXCA B 00OpOTE C HApyIIEHHEM 3aKOHOJATENHCTBA
Poccuiickoit @eneparum.

-
AvHamMuka BbiABNeHUA
NekapcTBeHHbIX NpenaparTos, Haxoauswuxca B obopoTe ¢ HapyweHuem
3akoHopaTenbcTBa Poccuiickon ®enepauumn
3a2011r.-2013r.

20

2011 2012 2013

BTH (konuyectBo) B Cepun(konuyecrso) J

Ilepedenp U3BATHIX JIEKAPCTBEHHBIX CPE/ICTB, HAXOAMBIIUXCS B 000POTE ¢ HApPyIIEHHEM
3akoHomarenscTBa Poccuiickoit ®eneparyu, B 2013 r. npeacrasieH B TabauLeE:

Ne Ha3Banue niekapcTBEHHOr0 CpeacTBa [TpousBoauTeENb, Howmep [Tucemo
/1 CTpaHa- cepuu Poczapas-
(coryacHo HaJ[30pa
COMPOBOAUTEIBHBIM 00 U3BATHH
JIOKYMEHTaM)
| I'epuentun®, muodummzar ajs «® . Xobdmann-Jla Cepuu Ne0411-89/13
IIPUTOTOBJICHHS KOHIICHTPATA JIJIs Pom, JITay, B3516B02/ | or31.01.2013
IPUTOTOBJICHHS PAacTBOPa [Uid HHQY3Hi | IPOM3BEIEHO B2049
440 mr ((pnaxon) (B KOMIUIEKTE C «Jxenentexk MHK.»,

pactBoputeneM baktepuocraruueckas | CILIA
BOJIa JUIsl HHBEKIUH BO (prmakone 20 M)
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Ne HazBanue nexapcreennoro cpezcraa IIpousBonuTes, Homep [Tucemo
/n CTpaHa- cepun Poc3npag-
(cormacho HaJi30pa
COIIPOBOAUTENLHBIM 00 H3IBATHH
JIOKYMEHTaMm)

2 leprentun®, muodumusar uis «D . Xopdmann-Jla B3571B04/ | Nel7U1-1363/13
NIPUTOTOBJIEHHS KOHIIEHTPATa ISl Pom, JItoy, B2063 or 15.11.2013
IIPUTOTOBJICHHS pacTBOPa Ul MH(Y3Hii | IPOM3BENECHO
440 mr (¢akoH) (B KOMIIIEKTE © «/loxenentek MHK.»,
pactBopuTesieM 6akrepuocrarudeckas | CIIA
BOJIa JUIsl MHBEKIMH BO rrakone 20 mir)

3 Ileracuc pacTBOp AJIA MOAKOKHOIO O . Xopdpmanu-Jla B1273B04 | Ne04K-91/13 ot
BBejierust, 0,5 M 0.36 mr/mu Ne 1 Pom JItn, lBeiinapus 31.01.2012
(pHI-TIOOHKM)

4 Ileracuc pacTBOp JUIs HOAKOKHOTO @ Xopdmann-Jla B1223B01 | Ne04U-91/13 ot
BBegenus, 0,5 i 0.36 mr/mi Ne 1 Pour JIta, HIsetinapus 31.01.2012
(mmpun-TI00HKH)

5 Jucnopt nuodunuzar mis OtcyTcTByeT E12880 Ne0411-224/13
MIPUTOTOBIEHUSA p-pa o/un 500 EJ] MapKHpOBKa Ha ot 06.03.2013
(pmaxonsr) Nol PYCCKOM SI3BIKE

6 Jucnopr nuodunuzar s OtcyTtcTBYeT FO1281 ¢ Nel6M-395/13
IpUroToBIeHud p-pa ;W/un 500 EJT MapKHpOBKa Ha ykaszanuem | oT 27.11.2013
(pmaxomsr) Nel PYCCKOM SI3bIKE JIaThI

TIPOU3BOJI-
CTBa B
pelaKknun
«02.2012»
¥ CpOKa
TOJHOCTH B
peIaKIuu
«02.2015»

i Jucropt smodunusar s OtcyTteTByer F05302 Nel6M-1460/13
npUroToBieHus p-pa a/un 500 EJ] MapKHpOBKa Ha or 06.12.2013
(¢pmaxonsr) Nel PYCCKOM SI3BIKE

8 Kcenoma & . Xoddpmann-Jla X2378B03 | Nel6M-297/13
TaOJIETKH [TOKPBITHIE [IJIEHOUYHOM Pom JITn, or 27.03.2013
o6osioukoit 500 Mr Ne120 [[IBeitmapus,

IIPOU3BEICHO
[Iponyxtoc Pomr C.A.
ne 1[.B., Mexcuka

9 Kcenona OTtcyTcTBYyeT X2465B01 | Nel6M-342/13
TabJIeTKH MMOKPBITHIE IIIEHOYHOM MapKHpPOBKa Ha ot 05.04.2013
o6omoukoit 500 mr Nel20 PYCCKOM SI3BIKE

10 Kcenmona OtcyTcTBYyeT X2331B03 | Nel6H-356/13
Ta0JIETKH MOKPHITHIE TICHOYHOMH MapKHpOBKa Ha or 09.04.2013

obosroukoi 500 mr Nel120

PYCCKOM sI3BIKE
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No HasBanue nexapcrBennoro cpenctsa IIpou3Boamrens, Homep [Tucemo
/i CTpaHa- cepuu Pocaapag-
(cormacuo Haza30pa
COIIPOBOUTETHHBIM 00 U3BSITHH
JOKYMEHTaM)

11 @acTymM® resb Ui HAPYIKHOTO «A.Menapunu 21023 Ne 16U-384/13

npuMenenus 2,5% 30 r MbHiodexuepunr or 15.04.2013
JloyokueTHKC 31T
Cepsucusz C.p.JL»,
Hranmus.

12 Apummuyexc OtcyrcTByer JY241 Nel611-465/13
Tabnerku noOKpEITEIE TUIEHOYHOM MapKHpOBKa Ha ot 13.05.2013
000104KO# 1 MT PYCCKOM SI3BIKE

13 Apumujiekc OrcyrcTBYyeT KE216 Nel6U-1222/13
TabmeTku nokpeITHE MICHOYHOM MapKHpOBKa Ha or 15.10.2013
0000uKoit | Mr PYCCKOM SI3BIKE

14 3omanexc, KarcyJisl s II/K BBEICHHS Actpa3eneka IOK JP826 Nel6M-447/13
IIPOJIOHTMPOBAaHHOrO Aeiicteud 3,6 mr, | Jlmmuren, ot 07.05.2013
IIITPHII-AITUIMKATOP (2), KOHBEPTHI BemixoOpuranus,

AIFOMHHHEBBIE TAMUHUPOBaHHBIE (1), Maxkxncdun,
1ay.Kapr. Yemmup, SK102NA

15 3omazmexc, Kancysl Juist /K BBeaerus | OTCyTCTBYyeT JP894 uma | Ne02M-687/13
TPOJIOHIHPOBAHHOIO AEHCTBHUSA 3,6 MI, | MAapKHPOBKA Ha JR516 (ma | or24.06.2013
IIIPHI-ANILUIAKATOP (2), KOHBEPTHI PYCCKOM SI3BIKE HITPHIIE)

AIIIOMHHHUEBBIE JIaMHUHUPOBaHHEIE (1),
nay.Kapr.

16 3omanexc, Kancysl s /K BBeAieHuss | OTCyTcTBYeT JD324 (ma | Nel6U-737/13
TIPOJIOHIHPOBAHHOIO NEHCTBHA 3,6 MI, | MapKUPOBKA Ha LITIPHIIE) ot 08.07.2013
IITPHLI-AIIUTAKATOP (2), KOHBEPTHI PYCCKOM SI3BIKE
ATIOMHUHMEBBIE JJTaMUHHUPOBaHHEIE (1),
may.Kapr.

17 Xymupa®, pacTBOp JUIS MOAKOMXKHOIO OtcyTcTBYeT 17294XH02 | Nel6HM-541/13
BBesieHus 40 mr/0,8 Mt MapKHPOBKa Ha ot 29.05.2013

YCCKOM SI3BIKE
18 Canpmmmyn Heopan kancyns: msrkue | Hoaptuc ®apma S0173 Nel6M-602/13
100 mr AT, llIBeitnapust, ot 06.06.2013

MIPOM3BOZCTBA
P.ILIIepep 'M6X u
Ko.KT', 'epmanus,
ymakoBano OO0
«Cxomuupapm»
(Poccust)

19 DeMapa TabIETKH, TOKPHITHIC OtcytcrByer S0052 Nel6H-601/13

00o0moukoii 2,5 Mr

MapKHpOBKa Ha
PYCCKOM S3bIKE

ot 06.06.2013
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Ne Hassanue nexapctBeHnOTO CpejicTBa [TpoussomuTels, Homep [Tucemo
n/m CTpaHa- CEpHH Pocanpag-
(cormacHo Haza3opa
COIPOBOIUTEIHHBIM 00 H3bATHH
JOKYMEHTaM)
20 Demapa TabIeTKH, TOKPEITIE OrcyrcrByer S0916 Nel6H-601/13
obomoukoit 2,5 mr MAapKHPOBKa HA ot 06.06.2013
PYCCKOM SI3BIKE
21 ®emapa TaOIETKH, TOKPHITHIE Hosapruc ®apma S0062 Nel6UM-1063/13
obomoukoit 2,5 Mr [reita AT, ot 09.09.2013
[[IBeftnapus
22 Demapa TabNETKH, MOKPHITHIE Hogaptuc ®apma S0920 Nel6HM-1063/13
0005104KO#H 2,5 MI Ilreiin AT, ot 09.09.2013
[IBetinapus
23 Axnacrta p-p m/uady3uit 5 mr/100 M OtcyTcTByer S0018 Nel6M1-603/13
MapKHpOBKa Ha ot 06.06.2013
PYCCKOM SI3BIKE
24 Axnacta p-p i/uHdy3uit 5 mr/100 v OtcyrcTBYeET S0042 Nel6H-854/13
MapKHpOBKa Ha ot 31.07.2013
PYCCKOM SI3bIKE
23 Merotpekcat-26eBe pacTBop st OtcyterByer CM3354 | Nel6M-720/13
BHYTPHBEHHOTO H BHYTPHMBIIIEYHOTO | MAPKHUPOBKA HA ot 04.07.2013
BBesterust 10 mr/mun 1,0 Mot ammr. Nel0 PYCCKOM SI3BIKE
26 Andayron, p-p a/un 1 mu, amm. 1/c (5), | Buorexnoc C.A. 3640612, | Ne1611-802/13
YIIaK.KOHT.IUIacT. (TTIOAM0HEI)(2), r.byxapect, Pympmus | 3690712, | ot 23.07.2013
rmay4.Kapr. 3850812,
3970912,
3141012,
3301112,
3070213,
3880413,
3410513,
3530613,
3650613,
3680613
27 Andmyrom, p-p ;/uH 1 M, amn. 1/c (5), | Buorexnoc C.A. 3981012 | Nel6M1-842/13

YHaK.KOHT.IUIACT. (IOII0HEI)(2),
nayv.Kapr.

r.byxapect, PymbiHus

ot 30.07.2013
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No Haspanue siexapctBenHoro cpeyctea ITpousBouTersp, Homep [Tucemo
n/n cTpaHa- cepuu Pocsnpas-
(cornmacHo Haj30pa
CONIPOBOAUTEIHHBIM 00 U3bATHH
JOKYMEHTaM)

28 3omafeKe, Karcysl is 11/K BBEICHAS OtcytcTByer JS108 Nel6UM-964/13
IpONOHTHpOBaHHOTO AeicTeus 10,8 Mr, | MapkupoBka Ha or 21.08.2013
IIpHI-arIuKaTop (1), KoHBepTHI PYCCKOM SI3BIKE
aJIIOMHUHUEBEIE TaMUHUpOBaHHEIE (1),
11a4.Kapr.

29 3oMeTa, KOHL[EHTPAT JJIs OtcytcTByer S0340 Nel6M-1240/13,
MNPUTOTOBJIEHHS P-pa J/uH(. 4 MI/ 5 MIT | MapKUpOBKa Ha or 18.10.2013

PYCCKOM SI3bIKE Nel7U-1360/13
ot 15.11.2013

30 Cenape, Hurna JItn, Hapuas 481103 Nel6HM-1309/13
tabnerku 13,5 mr 20 mrr. 122078 or 07.11.2013
YILSI9.KOHT.(25),y11.KapT.

31 Mupena, BHyTpUMaTOYHAS OtcytcTBYyeT TUOOHE3 | Nel6M-1397/13
TepanesTHYecKas cuctema 20 mir/24 MapKHpOBKa Ha TUOOKGI1 | oT27.11.2013
yaca 1 wr., 6mucrep (1), may.kapr. PYCCKOM SI3BIKE

32 AnpbymuH, pactBop s unbysuit 20% | GI'YII HITO [1540813 | Nel6M-1449/13
100 mut «Mukporen» or 05.12.2013

Munznpasa Poccun
(pumuman B r.Ilepmu
«ITepmckoe HITO
«buomen»)

33 Cannummyn Heopai, kancynet markue | OTcyTeTBYeET S0137 Nel6H-1603/13
100 mr (ym.s4.x0HT.) Ne50 MapKHpOBKa Ha S0141 or 27.12.2013

PYCCKOM A3BIKE

30




CBenenns 06 u3baTHH U3 0Opalenus Ha Tepputopun Poccuiickoii Deneparnpu
(hapmaneBTHYECKHX CYGCTaHIMM ¢ IpU3HAKAME (GalbCcHpUKALIH U IPOM3BENECHHBIX U3 HUX
Cepuii TOTOBBIX JIEKAPCTBEHHBIX TIpenapaToB B 2013 .

No HasBanme [TponsBogurens, | KonuuecTBO H3BATHIX Komuuectro Komnuuectso
n/m | cybcranmum cTpaHa CepHif TOPTOBBIX CEpHUii TOTOBBIX
(cormacHo cyOcTanuui HAUMCHOBaHHH, TICKapCTBEHHBIX
COIIPOBOJIUTENE IIPOM3BOJIUMBIX H3 IIpenaparoB
HBIM HUX TIPENapaTos,
JIOKYMEHTaMm) KOTOPBIE U3BSATHI H3
obpaieHus
1 Pumanraguna | «Wkemnssu KY-RH-M20101105, | PumanTanua O13w1B 17 cepmii
rufpoxiopun, | Amenoa Kanrro | KY-RH-M20101107, | tabuerku 50 mr 10 10811, 20811,
cyOcTaHmms- ®apmaneytukan | KY-RH-M20101109 | mr. yr.sa9.x0HT.(2), 30811, 40811,
HOpOIIoK * Ko.JItm.» Had.Kapr. [p-pa 50811, 60811,
(Kurait) @OI'VII «Mockosckuit | 70811, 80811,
SHJIOKpUHHBIH 3aBox» | 90811, 101011,
111011, 121011,
131011, 141011,
151011, 161011,
171011
2 [Iporuonamup, | «Ilen Tcao 20120403, 20120404, | IIporuonamus, Or3eIB 33 cepwii
cyOcTanmus- Kemukan am1 20120405, 20120501, | TabieTKH MOKPBITHIE 100712, 110712,
mopomok*® OQapmaneytukan | 20120507, 20120508, | mienousoi 120712, 130712,
HUunyctpu 20120509, 20120510 | obonoukoii 250 mMr 140712, 150712,
Ko.JItn», Kurait (6banku mommmepueie) | 160712, 170712,
Ne50» npousBoncrea | 180712, 190712,
OAO «®apmacunTte3» | 200712, 210712,
220712, 230712,
240712, 300712,
310712, 320712,
330712, 340712,
350712, 360712,
370712, 380712,
390712, 400712,
410712, 420712,
430712, 440712,
450712, 460712,
470712
3 Amoxcunmmm | «Kyxait 30813028613, «AMoxcuuaH 250 | OT36IB
Ha Tpuruapar, | HOnaiiten 30813028614, Mr Ne20» u JIeKIIapanui o
cyOcTaHus- JlabopaTtopus 30813028615, «AMokcunm/uiaH 500 | COOTBETCTBHH Ha
MOPOIIIOK K., JItoy, Kutait | 30813028616, Mr Ne20» mp-Ba OAO | « AMOKCHIHILIHH
30813028617, «broxuMHK» 250 Mr No20»
30813028618, cepuu 330713 u
30812098011, «AMOKCHIAILITHH
30812098015, 500 mr Ne20»
30812098016, cepuii 500713,
30812098013 510713
HUTOT'O 1 TH 10 cepuit 4 TH 53 cepmii

* - uzpaTHe papManeBTHIECKO# cyOcTanuuu ocyimectsieno B 2012 roay
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2.4. Meponpusitusi, npoBegennsie B 2013 roay B paMKax rocyJapcTBeHHOI0 KOHTPOJIS
Ka4eCcTBA JIeKAPCTBEHHBIX CPEACTB

B pamkax OCylIeCTBIEHMsI KOHTPOJsS KadecTBa JIEKaPCTBEHHBIX cpencts B 2013 romgy
IICHTpaJbHbIM ammapaToM Poc3apaBHanzopa OCyIIECTBIEHO B COOTBETCTBHH C IUIAHOM,
YTBEeP)KAeHHBIM ['eHepanbHON npokypaTypoii Ha 2013 ., 25 IUIAHOBBIX BBIE3HBIX IIPOBEPOK
NPOM3BONIUTENICH  JIGKAPCTBEHHBIX  CPEACTB, a Takke 34 BHEIUIAHOBBIE IIPOBEPKHU
[IPOU3BOJIUTEICH U IUCTPUOBIOTOPOB JIEKAPCTBEHHEIX CPECTB, M3 HUX 6 BBIE3/IHBIX MPOBEPOK
U 28 NOKYMEHTapHBIX TPOBEPOK.

[To pesymbratam mnpoBepok BbyiaHo 40 mpeanucaHuii 06 YCTpaHEHHH BBISBICHHBIX
HEJIOCTATKOB, COCTABICHO 4 TPOTOKOAAa 00 aJMUHUCTPATHBHBIX IPABOHAPYIIEHHUSX, II0
KOTOPBIM apOUTPaXHBIM CyJOM MPHHSTHL DPELIEHUS O HAJIOXKEHUH aIMHHHACTPATHBHBIX
mrpados B cymme 300 Thic.pyo.

CBezienns 0 pesysbTaTax MPOBEPOK, [POBEACHHBIX B PAMKAX OCYIIECTBICHUS (DYHKIIHH
[0 TOCYNAapCTBEHHOMY KOHTPOJIFO Ka4yecTBa JIEKAPCTBEHHBIX CPENCTB, IPEACTABIEHEI B
Ta0IULE:

Ne HaumeHnoBanue opranuzaium, Bun nposepku, Homep | Jlata akTa poBepKH,
n/m ajpec Y JlaTa TIpuKas3a o IpeIIUCaHMs
IIPOBEpKeE
1 3A0 «BUDUTEX» [InanoBast BEIE3THAS AKT TIpOBEpPKH OT
142279, MockoBckasi 00J1acThb, [Ipuka3zbl 28.02.2013, Beigano
CepnyxoBckuii p-H, m.060IeHCK 29.12.2012 TpeIICaHme
urt, ['HII I1IM, xopmyc 84 Ne3460-11p/12,
30.01.2013
Nel41-ITp/13
2 3A0 «OMITUJIC-DOX» Buernanosast AKT IpOBEPKH OT
344000, r.PoctoB-na-/lony, BBIE3/IHAS 07.02.2013, Beitano
np.Crauky, 1.194, kopn.2 [Ipuxa3 IIpenucaHue,
29.11.2012 COCTAaBJIEH MPOTOKOJ
Ne2768-I1p/12, 00
27.12.2012 aAMUHUCTPATUBHOM
No3409-TTp/12 [IPaBOHAPYIIEHUHU
3 000 «HayuHo-TexHONMOTHYECKAS [InanoBas BeIe3AHAS AKT NpOBEPKH OT
(hapmarieBTHYECKAs QUpMa [Tpuka3z 24.02.2013 26.02.2013, Beiiano
«ITOJIMCAH» Ne92-11p/13 IIpeNUCcaHue
192102, r.Canxt-IletepOypr,
yn.Canosa, 1.72, kop.2, Tat. A
4 3A0 «3KOnaby» [ImaHoBas BbIE3IHAS AKT IpOBEPKH OT
142530, MockoBckasi 001aCThb, ITpuka3sl 25.03.2013, BeIgano
r.DIIEKTPOropcek, yi.bynenHoro, 24.01.2013 npeAnrucanme
.1 Ne 93-11p/13,
25022013
Ne411-TIp/13
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HaumMeHnoBanue opranusanum,

Bun mposepku, HOMEp

Jlata axTa ripoBepku,

n/m aapec U J1aTa MpUKasa o IIpeANHCAHMS
IIPOBEpPKE

5 3A0O «BbpseIHIIATOB-A» Brennanosas AxT ot 11.03.2013,
117105, Mocksa, yn.Haratusackas, JOKyMEHTapHas BBIJ[aHO
n.l IIpukas IpeIucaHie,

30.01.2013 COCTaBJIIEH MIPOTOKOI
Ne139-Tp/13 00
aIMUHUCTPATHBHOM
IIPaBOHAPYILICHHUH,
mtpad — 100
TBIC.pYO.

6 OAO «buoxumux» Brenanosas AKT TIpOBEPKH OT
430030, Pecniy6niuka MopmoBus, JNIOKyMeHTapHas 05.03.2013,
r.Capanck, yn.Bacenko, 1.15a IIpukas HapylLIEeHHUs He

31.01.2013 BBISIBIIEHBI
Nel48-11p/13

7 000 «Huxdapm» [ImanoBas BeIe3/IHAS AKT poBepKU OT
603950, r.-Hwkuwuit Horopop, [Ipuxa3zsr oT 01.04.2013, BeImano
yi.Canrauckas, 1.7 24.01.2013 MIpeAnuCcaHue

Ne91-ITp/13, ot
04.03.2013
Ne504-1-I1p/13
3 000 «Hcuna» [InanoBas BeIe3IHAS AKT TIpOBEPKH OT
606000, Huwxeropockas 001acTs, [Tpukassl 22.04.2013, BeImaHo
r.JI3epxxunack, BocTouHbIi 24.01.2013 IIpeAUCcCaHne
npompaiion, OAO «Cunres», yacThb Ne90-ITp/13,
Kopiyca 902 06.03.2013
Ne559-T1p/13

9 000 Oupma «DepMeHT» [InanoBas BeIE3THAS AKT TIpOBEPKH OT
143422, MockoBckast 00J1aCTb, ITpukazsl 29.04.2013, BeigaHo
Kpacnoropckuii p-H, c.IletpoBo- 27.02.2013 IpeNucaHue
nanbHee, «buoMem M. No437-I1p/13,

MeuHnukoBa 14.03.2013
Ne695-11p/13
10 | OO0 «®APMA HHTepHeHIMHAT [ImaHoBas BbIe3(HAS AKT IIPOBEPKH OT

Kommnann Poccus-CHI»
360032, Kabapauno-bankapckas
Pecny6iuka, r.Hanpumk,
yn.Illorenosa, 1.50

[Tpukazser
24.02.2013
Ne 435-TTp/13,
14.03.2013
Ne694-11p/13

12.04.2013, Beigano
NpeAUucaHne
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Ne
/1

Haumenosanue OpraHu3alnuu,

Bun nposepku, HoMep

Jlara akTa npoBepkw,

aapec U J1aTa [IpHKa3a o [IPEANIMCAHUS
IIPOBEpKeE

1T | OO0 «HoBo Hopauck» Buernnanosas Akt ot 03.04.2013,
119330, r..Mockaa, NOKyMEeHTapHas BBIJIAHO
JlomonocoBckuit mp-T, 1.38, ot.11 IIpuxas IIpEATIACAHUE,

04.03.2013 COCTAaBJIEH [MPOTOKOIT
Ne516-I1p/13 00
aJMUHUCTPAaTUBHOM
[IpaBOHAPYIIICHUH,
mrpad — 100
TBIC.pYO.

12 | 3A0 «CUA UHTEPHEMIIITHJI Brennanosas Akt o1 03.04.2013,
JITI» NOKyMEHTapHas BBIJJAHO IIpeAINCaHue
125167, r.Mockaa, [Ipukas
Jlenunrpanckuii np-t, 1.47 04.03.2013

No516-11p/13

13 | O00 «JIxoucoH & J[KOHCOH» Breranosas Akt ot 19.04.2013,
121614, r.Mockaa, JIOKyMEHTapHast BBIZJaHO
yin.Kpeutarckas, n.17 [Ipuxkas [IpeAIcaHue,

22.03.2013 COCTaBJIEH MPOTOKOJI
Ne1030-I1p/13 00
aJIMUHHACTPATHBHOM
MPaBOHAPYIIEHHUH,
mrpad- 100 TeIC.pyO.

14 | 3AO «buonmoruyeckue [InaHoBas BeIe3HAS AKT IpOBEPKHU OT
HCCIIeNOBaHMs U CHCTEMBI» [Ipukazbl 08.05.2013, BeIgaHO
142290, MockoBckast 001acTh, 27.03.2013 MIpeanrcaHue
r.Ilymuno, yn.Mucruryrckas. 1.3 Ne1094-11p/13,

05.04.2013
Nel272-Tp/13

15 | 3A0 «Mmupakcbuo®@apmay [InanoBas BeIe3qHAS AKT TIPOBEPKH OT
141401, MockoBckast 001aCThb, [Ipuka3sl 26.06.2013, BeI1aHO
r.XumkH, yin.Paboqas, a.2a, k.1 27.03.2013 IpeaIcCaHue

Nel1092-ITp/13,
05.04.2013
Ne1270-TTp/13,
27.05.2013
Ne2102-TTp/13
16 | 3AO «IIpowu3BojacTBEHHO- [InanoBas Bele3IHAS AKT MIpOBEPKH OT

KoMmepueckas Acconmanus A3T»
121552, r.Mockga, yn.3-s
Yepenkonckas, a.15A, ctp.24

[Ipuka3ssel oT
27.03.2013
Ne1093-ITp/13,
05.04.2013
Nel1273-TTp/13

06.06.2013, BeITAHO
TIpEaIHCAHHE
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n/m

Haunmenosanue OpraHH3aItiu,

Bun nmpoepku, HoMep

Jlata akTa npoBepkH,

azpec U JlaTa npuKasa o HpENITHACAHHS
IIPOBEpKE
17 | OO0 «tOxdapm» IInanoBas BbIe3AHAS AKT NpoBepKH ot
353360, KpacHonapckwuii kpaii, [Tpuka3 21.06.2013, Bergano
Kpsimckuii p-H, ¢. Tpounxkas 17.05.2013 MIpENIIMCAHNE

Ne 1943-TIp/13

18 | OO0 «Hayuno-npousBojcreenHoe | IlnaHoBas BbIe3IHAS AKT IPOBEPKH OT
npennpusitue «®PAPMAKJIOH» IIpuka3bl 17.06.2013, BeImaso
142279, MockoBcKast 001aCTh, 27.03.2013 Ipeanrucasye
CepriyxoBckuit p-H, m.O6oneHCK, Nel095-TTp/13,

K.72A 05.04.2013
Nel271-11p/13,

25.04.2013
Nel636-I1p/13,

08.05.2013
Nel821-Tp/13

19 | OO0 «/Ixxomac Dxkcrionm» Bremnanosas AKT IpOBEPKH OT
109651, r.Mocksa, yn.Ilepepga, BBIE3[HAS 18.07.2013
.9, crp.1 ITpukas

13.06.2013
Ne2424-Tp/13

20 | 3AO «bpeinianos-A» Buemnnanosas AKT TIpOBEPKH OT
117105, r.Mockaa, BBIE3THAS 19.07:2013
yi.Harartunckas, 1.1 [Ipuka3

13.06.2013
Ne2426-11p/13

21 | OO0 «KpacHoaapcKuii 3aBo/g [InanoBas BeIe3AHAA AKT TIPOBEPKHU OT
UH(]Y3HOHHBIX PaCTBOPOB ITpukazbl 26.07.2013, Bergano
CTEPUTEK» 17.05.2013 IIpENITHICaHue
350072, r.Kpacuonap, Ne1944-T1p/13,
yi.Mockogckas, 1.96/1 13.06.2013

Ne2423-TTp/13,
25.06.2013
Ne2700-ITp/13

22 | ©I'VII [Ipeanpustue mo Brennanosast AKT IpOBEPKH OT
IIPOU3BO/ICTBY OAKTEpHUHUHBIX U BBIC3/IHAS 30.07.2013, Beimano
BHPYCHBIX IIpemnapaToB MHcTutyTa IIpuxkassr [IpeAIIUCaHuE
IIOJIMOMHUENTUTA U BUPYCHBIX 16.05.2013
sHuedanuroB um.M.IT.Uymakosa Ne1899-11p/13,

PAMH» 29.05.2013

142782, r.Mocksa, 1oc.
MockoBckuii, noc.UuctutyTa
IIOJTMOMUENTUTA

Ne2125-T1p/13
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Ne

HanmeHoBanue opranuszanumy,

Bug nposepku, HoMep

Jlata axTa mpoBepku,

n/m aznpec U ZiaTa MpUKas3a o MIpeANUCAHUS
IIPOBEpPKe
23 | OAO «lanbxumdapm» IImaHoOBas BeIe3THAS AKT NpOBEPKH OT
r.Xabaposck, yi.TamkenTckas, [Ipukaszsl 01.08.2013, Beimano
n.22, 680001 15.05.2013 NpeucaHme
Nel1828-ITp/13,
04.07.2013
Ne2875-I1p/13
24 | OI'Y3 «Yenabuuckas obiacTuas IImanoBast Beie31HAA AKT NIpOBEPKH OT
CTaHIUS NIEPETUBAHUSA KPOBH» [Tpukassr 06.08.2013, BeigaHo
r.YUens6unck, yin.Boposckoro, 19.06.2013 NpenIcaHne
1.68, 454076 Ne2615-Tp/13,
12.07.2013
Ne3116-11p/13
25 | O00 «Barxsam-®apmarys» IInanoBast BeI€31HAS AKT IPOBEPKH OT
390029, Psa3anckas o0acTs, [Ipukas 02.10.2013
r.Ps3ans, yn.Crpoutenei, 1.39, 05.09.2013
autep b Ne4663-I1p/13
26 | OAO «Xum3aBoj IInanoBas BeIe3AHAS AKT poBepKH OT
uM.JI. . KapnioBay» [Ipukasbl 02.10.2013, Beimano
423650, Pecrrybnuka Tarapcran, 07.08.2013 IIpeucanue
r.Menneneesck, yn.lluonepckas, Ne3841-ITp/13,
.2 05.09.2013
Ne4693-1I1p/13
27 | 3A0 «KazaHckas [ImanoBas BbIE3IHAS AKT TIpOBEPKH OT
tapmarieBTHYecKas habprka» IIpukassr 02.10.2013, Beigano
420133, Pecniybnuka TaTtapcraH, 07.08.2013 npeAnrucatme
r.Kazans, yn.Anoparckoro, 1.12 Ne3842-Tp/13,
05.09.2013
Ne4690-11p/13
28 | OO0 «Kuposckas [LtanoBas Bele3qHAA AKT MPOBEPKH OT
(apmaneBTHUECKAs KOMITAHHS [Ipukas 15.10.2013
612711, KupoBckas 001acTh, 09.09.2013
OMyTHUHCKWHIT p-H, Ne4797-T1p/13
nrt. BocTounsiit, yi.3aBojickas,
|
29 | 3A0 «PDK» [InanoBas Bele3/{HAS AKXT IpOBEpKH OT

613152, KupoBckast 001acTh,

r.Cino6onckoi, yin.CoBeTckas,
1127

[Ipukasbl
09.09.2013
Ne4796-11p/13,
ot 05.09.2013
Ne4690-Ip/13

17.10.2013
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/11

HaumeHnoBaHue opranuzamum,

Bun mposepku, HOMep

Jlarta axTa rpoBepku,

aapec U J1aTa MpuKas3a o TIPEITHCAHMS
IIPOBEPKE
30 | OO0 «®apmarneBr» [InanoBas BeIe3IHAsS AKT IpOBEPKH OT
344092, PoctoBckast 061acTsb, Ilpukas 24.10.2013, Beigano
r.Pocros-na-/lony, 18.09.2013 NpeaucaHue

yi.KocmoHaBToB, 11.2/2

Ne5113-TTp/13

31 | OAO «'ocynapcTBeHHBIM HayuHO- | IlnaHOBas BEIE3HAS AKT TIpOBEpPKH OT
HCCIIEN0OBATENBCKIN HHCTUTYT [Tpukas 07.11.2013
OHOCHHTE3a OEJIKOBBIX BEIECTRY 17.10.2013
119004, r. Mockga, yi1. Ne5860-I1p/13
ComxeHnunpiaa, .27

32 | 3A0 «CUA UHTEPHEUILIHIT» Buennanosas AKT IpOBEpKH OT
125167, r.Mockaa, JIOKyMEHTapHas 11.11.2013, BeI1ano
JlenuHrpanckuii np-t, 1.47 [Ipuxkaz [peIUcaHue

04.10.2013
Ne5528-ITp/13

33 | OO0 «ITPOTEK-CBM» ITnanoBas BbIe3IHAS AKT IIpOBEPKH OT
115201, r.Mocksa, Kammupckoe [Tpukas 12.11.2013
mocce, .22, ctp.7 17.10.2013

Ne5861-I1p/13

34 | OAO «VYconpe-Cubupckmii BuemnnanoBas AKT IpOBEpKH OT
XUMHUKO-(apMaleBTUIECKHMA JIOKyMEHTapHast 13.11.2013, Belgano
3aBOJI» IIpukas pealcaHue
665452, UpkyTtckas 00nacTs, 11.10.2013
r.¥Yconbe-Cubupckoe Ne5752-I1p/13

35 | OO0 «BUOTEX» [InanoBas BbIE3IHAS AKT IIpOBEPKHU OT
199155, r.Caukr-11eTepOypr, [Tpukas 14.11.2013
yi1.Ypansckas, kopryc 3, mutep E 11.10.2013

Ne5748-11p/13

36 | 3AO II®K «O0HOBIEHHEY BuennanoBas AKT TIpOBEPKH OT
630071, r.HoBocubupck, BBIE3IHAS 18.11.2013, BeImano
yn.CranmnuonHasi, .80 [Ipuxassl IIpeIucaHue

30.09.2013
Ne5337-I1p/13,
23.10.2013
Ne6028-ITp/13

37 | O0O0 «Tynbckas Brennanosas AKT IPOBEPKHU OT
(dapmaneBTryecKas habpuka JIOKyMEHTapHas 18.11.2013, Beigano
300004, Tynbsckas obnacts, r.Tyna, IIpuka3 IIpeAIIUCaHNE
Topxosckuii [Ipoesn, .10 21.10.2013

Ne5888-11p/13
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I/

HaunmeHoBanue opranusanum,

Bun mposepku, HOMep

Hara axTa npoBepku,

anpec U JlaTa MpUKas3a o IIpEe AN CAHMS
IIPOBEPKE
38 | OAO «HMBanoBcKas BrenutanoBas AKT 1IpoBepKH OT
(GapmaneBTHUeckas pabpukay» JOKyMEHTapHas 18.11.2013, BeIgano
153007, iBanoBCcKas 06macTs, [Tpuxkas IpeNucaHue
MBaHoBcKwuii p-H, r.iBaHOBO, 21.10.2013
yi.I'enepana ['opbaroBa, a1.19A Ne5890-ITp/13
39 | OAO «BnaguBocToKCKas BremnanoBas AKT NIpOBEPKH OT
(papmaneBTudeckas pabpukar» JIOKyMEHTapHasa 18.11.2013
690034, IIpumopckuit kpaid, [Ipuxka3
r.Bnagusoctok, yn.Bopomaesa, /1.9 21.10.2013
Ne5899-I1p/13
40 | 3A0 «MockoBckas Buennanosas AKT MIpOBEpPKH OT
(apmaneBTiyueckas hadpukar» JOKyMEHTapHas 18.11.2013, Beimano
125239, r.Mockaa, [Ipukas [IpeICcCaHne
@apmareBTUYECKUH TIpoe3, 1.1 21.10.2013
Ne5884-ITp/13
41 | 3A0 «BUOUTEX» Breruranosas AKT IpOBEpKH OT
142279, MockoBckas 00J1acTh, JIOKyMEeHTapHas 18.11.2013, BbImaHO
CepmyxoBckuit p-H, nrt.O00JIEHCK, [Ipukas IIpeANYCcaHne
I'"HI] ITM 21102013
Ne5885-11p/13
42 | OO0 «IOKTOP H» Buemnanosas AKT TIPOBEPKHU OT
127051, r.Mocksa, yn.CagoBasi- JIOKyMEHTapHast 18.11.2013, BeImano
Cyxapesckas, 1.8/12, ctp.3 IIpukas NpeanucaHne
21.10.2013
Ne5895-11p/13
43 | O00 «Papmcranapr-durodapm- BrennanoBas AKT IpOBEPKH OT
HH» NOKyMeHTapHas 18.11.2013
603141, Hmxkeropoackas 00J1acThb, IIpuka3s
r.Hwxuuit Hosropon, 21.10.2013
yn.Kamenxko, 1.9 No5896-I1p/13
44 | OO0 «I'unmokpar» BremnanoBas AKT IpOBEPKHU OT
443550, Camapckas o6acTs, IOKyMEHTapHas 18.11.2013, Beigano
yi.Epomesckoro, 1.49, 0d.33 IIpukas [IpeaICcCaHue
21.10.2013
Ne5894-11p/13
45 | OAO «KemepoBckast Buennanosas AKXT IpOBEpKH OT
(bapmareBTHUecKas Gpadpuxar» NOKyMEHTapHas 18.11.2013
650055, KemepoBckas 061acTh, IIpukas
r.KemepoBo, Ky3nenkuii npocmexr, 21.10.2013

a0.121

Ne5898-TTp/13
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Ne

HaumenoBanue OpraHusanyu,

Bux nposepku, HOMep

JlaTa akTa nmpoBepku,

I/ azpec U JlaTa [pUKasa o TIpeANUCAHUS
IPOBEpKe
46 | OAO «DapmarieBTHyecKas Buennanosas AKT NpOBEPKH OT
(habpukay INOKyMEHTapHast 18.11.2013
426039, Yamyprckas Pecry6irika, [Ipukas
r.MxeBck, BoTkuHckoe mocce, 21.10.2013
1.65 Ne5897-11p/13
47 | 3A0 «SpocnaBckas Breruanosast AKT [IpOBEpKH OT
(apmaneBTuyeckas padbpukar» JIOKyMEHTapHas 18.11.2013
150030, Apocnasckas 061acTs, [Tpuxas
r.fIpocnasns, yiu.1-sa [lytesas, 1.5 21.10.2013
Ne5887-11p/13
48 | OO0 «HIIT «BUOTEX BK» Buennanosas AKT IpOBEPKH OT
14101, MockoBckas 00J1acTb, JIOKyMEHTapHas 18.11.2013
MBeITHIIMHCKUH p-H, T.MBITHIIH, [Ipuxkas
[Tuonepckuii nep., a.5 21.10.2013
Ne5886-11p/13
49 | OAO «Mapbuodapm» Bremianosas AKT IIPOBEPKH OT
424006, Pecniy6nuka Mapwuii-Oi, JIOKyMEHTapHas 18.11.2013, Beigano
r.ﬁomxap-OHa, yi.Kapna Mapkca, ITpuxas [pearnucanmue
n.121 21.10.2013
Ne5883-11p/13
50 | OAO «TBepckas BremnnanoBas AKT IpOBEPKHU OT
bapmanesTrueckas hadpuka» TOKyMeHTapHas 18.11.2013
170024, TBepckas 00nacTs, [Ipukas
r.Teepp, Crapurkoe mi., 1.2 21.10.2013
Ne5882-T1p/13
51 | OI'VII «Omckas Bremnanosas AKT IIPOBEPKH OT
bapmaneBTrueckas hpadbpukar» JIOKyMEHTapHas 18.11.2013, Beimano
644105, Omckas o6nacTh, r.OMCK, IIpuxa3 IIpeAIUCAHNE
yin.22-ro Ilaprcresna, 1.89, k.3 21.10.2013
Ne5893-11p/13
52 | OAO «®apmaiieBTHYECKAS BuennanoBas AKT MpPOBEPKH OT
habpuka» JIOKyMEHTapHast 18.11.2013, Boigano
428018, YyBauickas PecryOnuka, [Ipuxas MpeAITUCaHUE
r.Yeboxkcapsl, yi.bonaapena, 21.10.2013
n.13/15 Ne5891-TMp/13
53 | OAO «KupoBckas BrermnanoBas AXT npoBepKH OT
(apmaneBTHYeCKast habpuka» OOKyMEHTapHas 18.11.20013
610000, Kupogckas 061acThb, IIpukas
r.Kupos, yn.Mockosckas, 1.27a 21.10.2013

Ne5889-TTp/13
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HanmMenoanwe opranuszanuu,

Bup nposepku, HoMmep

JlaTa akta mpoBepkw,

n/m anpec U J1aTa IpUKasa o MIpeIUCaHus
[IPOBEpPKE
54 | ®I'VII HITO «Mwuxkpores» Buennanosas AKT poBepK# oT
Munznpagsa Poccuu JOKyMeHTapHas 18.11.2013
115088, r.Mockga, yi.1-a [Tpuka3
Jy6posckast, .15 21.10.2013
Ne5900-I1p/13
55 | 000 «b2I'PUD» Brennanoas AKT IIpOBEPKH OT
633010, HoBocubupckas o6acTs, JOKyMEHTapHas 18.11.2013, BeImano
r.bepjck, yn.Xum3aBopckas, [Tpuxkas IIPEAIIACAHUE
n.11/19 21.10.2013
Ne5898-1Tp/13
56 | OAO «Ilepmbapmarius» ITnanoBas Beie3gHass | Akt ot 05.12.2013,
614090, ITepmckwmii xpaif, r.ITlepmb, | IIpukas ot 14.10.2013 | BeIaHO Npeanucanme
yn.Jlogeiruna, 1.57 Ne5795-11p/13
57 | O00 «CnaBgHcKas anTeka» Buernnanosas AXT TIpOBEpKH OT
601125, Bragumupckast 00J1acTh, JIOKyMeHTapHast 09.12.2013
Ilerymunckuit p-H, Boneruuckuii [Ipuka3zsr
TE 04.10.2013
Ne5529-11p/13,
11.11.2013
Ne6567-11p/13
58 | OO0 «Jlekapb» BremnanoBas AKT IpOBEPKH OT
446112, Camapckas 001acTh, BBIE3HAS 09.12.2013, BeIimano
r.Yamnaesck, yi.1-1 MoHTaxHas, [Tpuka3 IpeanvcaHue
n.126 30.09.2013 Ne5338-
[Ip/13
59 | OAO «Yconbe-Cubupckuit BuemutanoBas AKT IIpOBEpKH OT
XUMHKO-(papMaIieBTHIeCKIii JIOKyMEHTapHas 23.12.2013, Beigano
3aBO» [Tpuka3 npenucaHmne
665452, UpkyTckasi 00y1acTs, 22.11.2013

r.Yconse-Cubupckoe

Ne6767-TTp/13

B 2013 rony Poc3ppaBHan3op B coorBerctBuu ¢ CornameHueM mMexny PenepansHoit
ciyx0o0it mo axkpeaurtaumu U DenepanbHOi Ciyx60ii 10 HAL30PY B chepe 3ApaBOOXPAHEHHUS

o1 06.03.2012 npuHsn yyactue B 34 mpoBepKax, U3 HUX:
1. OpranoB 1o cepTuuKaluu JeKapCTBEHHBIX CPEICTB:

— 1 uHCneKuuoHHAs NMPOBEpPKa M0 AKKPEAMTAIMH OpraHa M0 CePTUGHUKALUHN IPOILYKIHH
3A0 «TexkauectBo» (MockBa), ¢ 3asBIEHHON OGJNACTBIO AKKPEIWTALUM IIOJTBEPKICHHUS

COOTBETCTBHA JICKAPCTBEHHBIX CPEICTRB,

-3 HWHCIICKITMOHHEIC TMPOBEPKH OPraHoOB II0 CBpTH(i)HK&HHH IIPpOAYKIIHUH, B YbIO o0acTb

AKKpEIUTAallMH BXOOUT MOATBCPKACHHUE COOTBETCTBHA JICKAPCTBEHHBIX CPEICTB.
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Ilo pesynsraram mnposepkn OOO «Vpansckuit Oxpyxsoit Ilentp Ceprudukaruu
JlexapctBeHHbIX  CpelncTB»  pelieHueM Pocakkpemurammmr ot 23.04.2013 No 1660
nproctanosiena jearensHocte OC OO0 «Ypamsckuit Oxpyxuoit Llentp Ceprudmkanun
JIekapcTBeHHbIX CpeicTB» CpokoM Ha 3 MecsIa.

2. cniprtatenbHbIx 1TabopaTopHii 0 KOHTPOJIIO KA4YECTBA JIEKAPCTBEHHBIX CPEICTB:

— 8 UHCNEKIMOHHBIX IPOBEPOK HCIBITATENBHEIX N1a00paTOPHH, B YHI0 00JacTh
AKKPEAUTALMH BXOJIUT MOATBEPIKICHUE COOTBETCTBUS JIEKAPCTBEHHEBIX CPEJICTB;

— 1 wuncnekumornas nposepka OO0 «Onpapm» ¢ LeNb0 paclIUpeHus o6IacTu
BBIMOJTHSAEMBIX pa0OT (BKIIFOYEHHE MEAULIUHCKHUX MMMYHOOUOIOTMYECKHX [IPENAPATOB);

— | uncnexuronnas nposepka «Takena Asctpust [M6X» (1. JIunm, ABCTpHUS) IO OLICHKE
COOTBETCTBUS KPUTECPHSIM aKKPEUTALIMH B 3asBIEHHON 00JIaCTH BBIIOJIHAEMEIX paboT;

— | uHCTIEKUMOHHAs MpoBepKa IO OLEHKE COOTBETCTBHS KPUTEPHSAM AKKPEAMTAILIMH B
3asBJICHHOM oOnacTW  BBIIONHAEMBIX pabor McmsiratensHoit  naGopatopuu  CaHkT-
IletepOyprekoro ¢umuana ®I'BY  «MHpopMATHOHHO-METOAAYECKHI EHTpP IO JKCIEPTH3E,
YYETy U aHaNu3y 0OpalleHUs] CPeCTB MEIULUHCKOro mpuMeHeHus» PocsapasHanzopa.

3. Opranuzanui-pou3BOANUTENEH JIEKAPCTBEHHBIX CPEICTB [0 COOTBETCTBHIO CUCTEMEI
menekmenTa kadectsa (CMK) tpeboBanmsm T'OCT ISO 9001-2011 u T'OCT P 52249-2009
(COBMECTHO C OpraHamu 110 cepTUUKAIMH cucTeM MeHepkMenTa kadectBa OAO «BHUUC» u
Accouumanuu no cepruduxanuu «Pycckuii Peructp»):

— peceprudukamus CMK na: 3A0 «buokom» (r. Crasponons), 3A0 «I'EJIEOH
PUXTEP-PYC» (r. EropseBck, MockoBckas 0611.), OAO HITK «9CKOM» (r. CraBporoJs),
OAO «Tarxumbapmnpenapater» (r. Kazanp), OO0 «Xemodapm» (r.O0HuHCK. Kamyxckas
061.), 3A0 «Meaucop6» (r. Ilepmp), 3A0 HIIK «KomGuorex», OAO «Bayenra-
®apmanebruka» (r. IllenkoBo, Mockosckas 0051.), OO0 «CkonuHckui (hapmareBTHIeCKMii
3aBoz» (c. YcmeHckoe. Psizanckas 0011.) (9 mpoBepok);

— ceprudpukauuss CMK na: 3A0 «bepe3oBckuii (hapMaleBTUYECKUH 3aBOI»
(r.bepesosckuii, Cepanosckas 061.), OO0 «HII® «MATEPUA MEJIUKA XOJIJIWHI»
(r.Yensbunck), OOO «KpacHomapckuit 3aBoj HH(Y3HOHHBIX pacTBOPoB «CTepUTEK»
(r.Kpacuomap), 3A0 «®Papmanertuueckoe mnpenmnpustae «O6onenckoe» (r. OO6oseHCKOE,
Mockosckaa 061.), OO0 «HIIII «KEM» (r. Kanuronoso, Jlenunrpazickas o61.), 3A0
«I[IAPTHEP» (r. O6onenckoe, MockoBckas 001.), OAO «®upma Menmonumep» (r.CaHkr-
ITetepbypr), OOO «lIpousBomcTBo MemukameHnToB» (T. Akcaif, PocroBckas o061.),
000 «®Papmalnrepueiimuuan Komnanu Poccus-CHI™» (r.Hampumk, Kabapauno-Bankapus),
3A0 «P-®apm» (r. Spocnasns) (10 mpoBepok).

B 2013 rogy teppuropuaibasiMu opranamu PocznpaBHangzopa mo (akraM BBISBICHHS B
oOpareHnH (HarbCUPUIUPOBAHHBIX U KOHTPA(DAKTHBIX JIEKAPCTBEHHBIX CPEICTB B OTHOIICHUH
OpraHM3anyi, y9acTBYIOIIUX B 00paIllEHNUH JaHHOW POAYKIIHH, TPOBEAEHBI 34 MPOBEPKH.

B urone 2013r. Poc3npaBHag30p BliepBEIe MPHHSUT YHaCTHE B MEXAYHAPOIHOH OIepaIriiu
«IIanres VI», HampaBleHHOH Ha npecedeHue obOopota QanbCUDUIHUPOBAHHBIX U
KOHTPa()aKTHBIX JIEKAPCTBEHHBIX CPEJICTB M TMPOBEIEHHOM MoJ| pykoBojcTBOM MHTepriona c
YYacCTHEM IIPABOOXPAHMUTENbHBIX, TAMOXKEHHBIX U JPYTrUX 3aMHTEPECOBAHHBIX opraHoB 150
CTpaH-y49aCTHHII.
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B pamkax omepanuu TeppHTOpPHATBHBEIME OpPraHaME PoczapaBHajzopa mposeneno 236
TIJTAHOBBIX MEPONpPHUATHH, B TOM YHCle 49 COBMECTHBIX IIPOBEPOK C IIPENCTABHTENSAMU
[IPAaBOOXPAHUTENIBHBIX M TaMOXEHHBIX opraHoB. Ha 6aze ®I'BY «MMIIDYAOCMII»
PocssipaBranzopa GbuI0 OPraHM30BAHO MPOBEAEHWE MPOBEPKH KA4eCTBA 9 COMHHTEITBHBIX
00pa3sLOB JIEKapCTBEHHEIX Ipenaparos ((hansCcrpUIUpOBaHHbIE 1 KOHTpa(aKTHbIE MpenapaThl
oOHapy)XeHbI He OBLIN).

3. PesyanTaThl MeponpHsATHIA 10 KOHTPOIIO B chepe JOKITHHAYECKHX
HCC/ICNOBAHMH JIEKAPCTBEHHBIX CPEJICTB H KIHHHYECKHX
HCC/IeJOBAHHH JIEKAPCTBEHHBIX MPENAapPaTOB AJIs MeIHIHHCKOI0
npumenenusn 3a 2013 rog

B 2013 romy KOHTPONBHBIMM  MEPONpPHUSTHSAMH  LEHTPAIBHOIO  anmapara
PocsnipaBHanzopa oxBaueHBI BCe BHJBI CYOBEKTOB OOpAIEHWs JIEKAPCTBEHHBIX CpPEJICTB,
OCYMIECTBIIAIONIMX H/HWIM OpPraHU3YIOUIMX [POBEJCHHE JIOKIMHHUYECKUX HCCIIEI0BAHUI
JEKapCTBEHHBIX CPEICTB U KIWHUYECKHUX HCCIENOBaHUN JEKapCTBEHHBIX IPENapaToB s
MEIUIIMHCKOTO IPUMEHEHHS.

Bcero mnpoxonTtposnupoBaHa pgesrensHOCTH 35 opranmzaumid (B 2012 romy - 31
OpraHu3anus), u3 HuX:

- JIBaAUaTH TpeX MEJUUMHCKUX OpraHu3aldid, OCYIIECTBISIIONAX TIPOBEJIECHUE
KITMHAYECKHUX UCCIIEIOBaHUM JI€KaPCTBEHHBIX IIPENapaToB;

- Tpex OpraHu3alui, MPOBOASIIMX MAOKIMHUYECKHE WCCIEeOBAHUSA JIEKAPCTBEHHBIX
CPEICTB;

- CEMHM OpraHu3alyii, IpOBOMSANIEH Kak KIWHWYECKHE, TaK H JOKJIWHHYECKHE
UCCIIEJOBAHUS,;

- JIBYX OpraHu3alui, OCYUIECTBIIOLIMX OPraHU3alMi0 IPOBEACHUA KIMHHYECKUX
HCCIIeIOBaHUH (pa3paboTYMKOB JIEKAPCTBEHHBIX MIPENAPATOB).

B 2013 romy pacuiupeHna reorpadust KOHTPOJIbHBIX MEPOTIPHUSITHIA, IPOBOJAUMBIX CHIIAMHU
YipasieHus OpraHu3aldd rocy/lapCTBEHHOTO KOHTPOIS KadecTBa MEAWIHUHCKON MpPOIyKIUU
Pocsnpasnanzopa. IlpoBemenst mpoepku B 19 ropomax Poccuiickoit ®emepaimu:
Apxanrenscke, Amnrapcke, bapnayne, benropome, BmaguBocroke, Hpkyrcke, Mockse,
Mypmancke, Hmwxkuaem Hosropoge, Hosokysuenke, HoBocubupcke, Pocrose-na-/lony, Pssanu,
Canxr-IlerepOypre, Capancke, TBepu, Tromenun, Ynau-Ymo, SApocnasne (8 2012 roay - B 15
ropojax).
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MeponpuATHA NO KOHTPONK 3a NPOBeeHHEM AOKIHHUYECKHX W
KNUHUYECKUX uccnepoeanui B 2013 roay

33 Gesen somHMNECKHN M AOKAMHINECKHY MCCnegosanii 5 19 ropogex
Poccuiscnon Pegepoupmm Benropog

2 rounesits GPIEMMIETOPS NDOBEAEHUA KAMHUNETEHX WECAEGOBSHIN §

Takum o6pasom, B 2013 romy ObutH OXBadeHBI BCE BHIBI CYOBEKTOB OOpalieHHs
JIEKapCTBEHHEBIX CPEZCTB, 3a[€HCTBOBAHHBIE B IIPOBEACHUM MOKIMHHUYECKHX H KIMHHYECKHX
uccienosanuit (o 2012 rosa ocymecTBISUICS TOJIBKO KOHTPOJIb MEIUIMHCKUX OpraHu3aluii),
a TaKKe YBEJIMYHUIICA OXBAaT JAHHBIM BHUIOM TMPOBEPOK OTAEIBHBEIX PErHOHOB Poccuiickoii
Denepamnuu.

Pacnpenesienne KOHTPOJIBbHBIX MepONPHATHI M0 (eaepanbHbIM okpyram Poccuiickoii
@exepanum B JMHAMHKE 110 TOAAM:

DenepabHbIH KoaunuecTBo KoanuecTBo
OKpyr NpOBePEHHBIX NPOBEpPEHHBIX
OpraHu3anuu opraHu3anui
B 2012 roay B 2013 roay
IleHTpanbHBIi OKPYT 17 (54,8%) 9 (25%)
CeBepo-3anaaHbIid 7 (22,5%) 5 (14%)
OKpYT
I TpUBOIKCKUH OKpYT 3(9,7%) 4 (11%)
Cubupckuii okpyr 2 (6,5%) 11 (31%)
Ypanbckuid Okpyr 2 (6,5%) 2 (6%)
FO>xHBII OKpYT 0 2 (6%)
JlannsHEeBOCTOYHBIH 0 2 (6%)
OKpyT
Ceepo-KaBkasckuii 0 0
OKpyT
Bcero: 31 (100%) 35 (100%)
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B 2013 roamy mHapymeHust ycraHOBIEHHBIX TpeGoBaHMil BesBIEeHBI B 20 u3 35
NPOBEPEHHBIX opraHusauuid (57%): B 12 opraHuzanMsax, IPOBOMANIMX KITHHUYECKHE
MCCIIENIOBAHMA, B 2 OpraHu3alysX, MPOBOISIIMX [JOKIMHAYECKHE HCCICHOBAHMA, B 5
OpraHu3alMsX, NPOBOMAIINX JIOKIMHHYECKUE U KIMHWYECKHE HCCIENOBaHUA, a Takxke B |
OpTaHU3alMH, OCYIIECTBIIOMIEH OPraHU3alMI0 IPOBEACHHS KIMHHYECKHX MCCIeOBAHM
JICKapCTBEHHBIX IMPENapaToB JUIs MEOUUUHCKOro npuMmeHeHuss (B 2012 romy HapymeHus
BBISIBJIEHBI B 6 U3 31 MepunumHcKoit opranuzanuu (19%).

OOuiee konuyecTBO BBIABICHHBIX B 2013 ToAy HapymieHWH IO CpPaBHEHHIO C
OPEABIAYIUM rofoM BbIpocsio Ha 38% (57 u 19 % B 2013 u 2012 rr., cootBeTcTBEHHO). Hike
NpeACTaBIIEHbI JaHHBIE PE3YIIBTATOB MPOBEPOK.

IMPOBEPKHA
MEeJHIHHCKUX OPraHM3aNHHi, NPOBOAAIINX KIHHHYECKHE UCCIIeJOBAHM JIEKAPCTBEHHBIX
npenapaToB AJIsi MeIHIMHCKOTO npuMeHenusn 3a 2013 roa

Ne Haumenopanue Hccnenyemprit HccnenoBanue BrrsiBieHHbIe
U afpec IPOBEPEHHOI npemnapar / HapyIIeHUS
OpraHu3zaliyi IIPOU3BOIUTEIH
1. | OAO «®apmacunTe3» Kaminmasup NeIT03/12 [To pesyneraTtam
664007, r. UpkyTck, «OTKpBITOE JOKyMEHTapHOM
yi. KpacHorBappeiickas, | OAO PaH/IOMH3UPOBAHHOE IPOBEPKH
A. 23, opuc 3 «DapmacuHTE3», IIEPEKPECTHOE Opranu3oBaHa
Poccust HCCIIeIOBAaHHE BHEIUIaHOBas
bapMaKOKUHETHKH U | BBIE3/IHAs IPOBEPKA
OMO3KBHBATIEHTHOCTH

npenaparoB  Kamujasup
(mommmuaBup 200 mr +
puroHaBup 50  mr)
TabIeTKH HOKPBITHIE
NJICHOYHOH  000104YKO0i
(OAO «DapmacuTHTE3Y,
Poccus) wu  Kanerpa
(nmonunaBup 200 mr +
putonasup 50  wmr)
TabneTKu MOKPBITHIE
IUICHOYHOH  00010YKOiH
(O660rr I'm6X u Ko.
Kr., 'epmanus)»
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Haumenoanue
U aJIpec MPOBEPEHHOM
OpraHu3aIu

Hccnenyemerit
npenapar /
IIPOU3BOIUTEND

Hcenenosanue

BrisiBiennsie
HapyIIeHHS

OI'bOY BITIO
«AHrapckas
roCyJapCcTBEHHAS
TEXHHYECKas aKaJeMus»

665835, Upkyrckast 0611,

r. AHrapck,
yi. Yalikosckoro, 1. 60

Jlomednokcanun

OAO
«DapmacuHTE3»,
Poccust

Joxnuanveckoe
HCCIIE/IOBaHUE
«CpaBHHTEIBHOE
HCCIIEI0BaHHUE
TOKCUIHOCTH
JIEKApCTBEHHOTO
npenapara
«Jlomedmokcanun,
TaOIETKH,

400
IIPOU3BEACHHOI'O
« (DapMaCIfIHTGB »

YTBEPKACHHOMY H BHOBb

pazpaboTaHHOMY
COCTaBy»

IIOKPBITHIE
IUICHOYHOH 000JI0YKOH,

[Inan wcememoBanus
HeE YTBEPKIEH
opraHuzanueit -
pa3paboTIuKOM
JIEKapPCTBEHHOI'0
CPElICTBA; IMEPBUYHEBIE
JTaHHEIC
JIOKITHHHYECKOTO
HCCJIETOBAHEI HE
OTpaXkaroT BCEX
HCXOJIHBIX
HaOJIOICHUH "
MaHUITYISIAR B
IIpoIiecce MPOBEICHHS
HCCIICOBAHMSI,
HCCIIE/IOBAHHE
IIPOBOJIMIIOCH o
[JIaHy, HE
COIIACOBAaHHOMY ¢
PYKOBOJIUTEIEM
OpraHu3allnH, HE
obecmeueHO
MMOBEIIICHHAC
KBaTH(pUKaIHK
pabOTHHKOB,
3aIcliCTBOBAHHLIX B
[POBEJICHUH
HUCCIICIOBAHHIM; HE
IOJITBEPIKJIEHO
pacipe/ieieHre

(D YHKITHOHATTBEHBIX
00s3aHHOCTEH
CIICI[HAIHCTOB,
3aJICCTBOBAHHLIX B
I[POBEICHUH
HCCIIe0BAHNA,

B IpyHIy KOHTpOJS
KadecTBa BKJIIOYEH
YJICH, HE SBIISIONIHHCS
COTPYIHUKOM
YUPEHICHMUS, HE
OIIPEAEIICHBI
NpOLEaypbl  JIOIyCcKa
YIOJHOMOYEHHBIX
Ipe/ICTaBUTENEH
pa3paboTurka
JIEKapCTBEHHOTO
CpEACTBa I
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HaumenoBanue
H aJipec IIPOBEPEHHOMH
OpraHusaluu

Hccnenyemprit
npenapar /
IIPOHU3BOIUTEIH

Hcenenosauue

Brissiennsie
HapYIICHHS

OCYIIIECTBIEHUS
KOHTPOJISI ~ KayecTBa
HCCIICIOBAHMS

He o0ecreueHo
1ab0paTOPHBIX H
MPOU3BOJACTBEHHBIX
oreparuii;

HE BEIETCA KaTaior
JICHCTBYIOIMIMX
YTBEPXKICHHBIX
MIPOLIENYD;

HE obecreyeH
aJleKBaTHBIA y4YeT u
MephI 1o
HJIEHTH(DUKAITHI
HCCIIEYEMBIX
JIEKAPCTBEHHBIX
Cpe/ICTB u
JIEKAPCTBEHHBIX
CPEZICTB CPABHCHHS;
IUIAaH  HCCIEIOBAHUSA
HE COJEPIKUT
OMHCAHUS  METOOB
00001IEHNa U OLIEHKA
pe3yIbTaTOB, YCIOBUH
XpaHeHHS H
HCIIOJIB30BaHU
HCCIIEYEMOTO
JIEKapCTBEHHOTO
CpeJ/icTBRa u
JIEKapCTBEHHOTO
CpEICTBA CpaBHEHUS,
obocHOBaHHME BBIOOpPA
TECT-CHCTEMBI, MEP TI0
00€eCIIeYEHHIO
0e30IMacHOCTH
YYIACTBYIONIUX B HEM
JKHBOTHBIX;

HE obecrieueHo
XpaHEHHE TEPBHYHBIX
JaHHBIX

HCCIIEIOBAHUS B
MOJTHOM 00BeME;

OTYET 0
JIOKJTHHAYIECKOM

HCCJIeIOBAHHH HE
COJIEPXKHT JaT Hadvajia
U 3aBepIICHUs

HCCIEN0BaHHUs (€ro
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Ne HaumenoBanue Hccnenyemsrii HccenenoBanne BeIsBiIeHHEIE
H aJIpec IIPOBEPEHHOIH npemnapar / HapyILICHUS
OpraHu3aluu [IPOU3BOJIUTENH

3TaIoB) U
3aKIIOYEHHUE TPYIIIIBI
KOHTpOJII  KadecTBa
Ha3HAYCHHE
OTBETCTBEHHOT'O
UCHIOJIHHTEIS u

COHUCHOJIHUTEIEH g
KaXJ10ro
JIOKJTHHUYIECKOTO
HCCIIEI0BAHMUS;
3aK/IIOYEHHUE TPYIIBI
KOHTPOJIsSI KAYECTBa HE
JIOBEJIEHO o
CBEJICHUS
PYKOBOAMTEIIS
OpraHu3aluu,
OCYIIECTBISAOLICH
OpraHU3aIHIo
IIPOBEICHUS
HCCIIEOBAHMS,
OopraHu3aluu,
MPOBOSIIEH
UCCIIEIOBAHHE "
OTBETCTBEHHOT'O
HCIIOJTHUTEIIS;
JIOKYMEHTAIBHO  HE
HOATBEPKICHO
IIPOBELCHUE
HCCIIEOBAHUS Ha
37I0POBBIX JKUBOTHBIX,
HE pa3paboTaHbI
MPOIIETYPHL,
CBSI3aHHBIE C YXOIOM
3a JKMBOTHBIMY;

HE BeEleTCd JKypHal
perucTpanuu
COCTOSAHHMS  3/I0POBBS
YKUBOTHBIX;

HE JIOKYMEHTHPOBaH
crocoo
UJICHTA(DUKAITAN
MHUBOTHBIX;
JOKYMEHTAIBHO  HE
MOATBEPKICHO
Ka4yeCcTBO KOPMOB;

HE pazpaboTaHbl
MPOLIEAYPEL
IIEPHOIMICCKOM

47




No Haunmenosanue Hccnenyemprit HccnenoBanue BrisiBnennsie
U aJIpeC MPOBEPEHHOM npenapar / HapyIIEHHS
OpraHu3aIK IIPOU3BO/IUTEIND
CaHUTApPHOM
ob6paboTku MECT
collepKaHHusI
’KHBOTHBIX;
HE paspaboTaHbI
MIPOIE Y PBI,
OINHCEIBAIOIIHE
TIOPSJIOK
3. | T'BOY BIIO «TBepckas Kimuauueckue DTHYECKHUM
roCyZlapCTBEHHAS HCCIIEIOBAHHS KOMHTETOM
MEIMIMHCKAs aKaIeMUs» | POBOJIATCS B 06BeMe OpraHu3aIu HE
Munzapasa Poccuu ITHYECKOH obecneveHo
170100, r. Tseps, 3KCIEPTHU3EI HaJyIeXaIlee
yi. CoBerckas, 1. 4 KIIMHUYECKHX XPaHEHHE MaTepHaIOB
HCCIIE/IOBAHHIT KITHHUYECKUX
HCCIICIOBAHMH.
Cpenu YJIEHORB
KOMHTETa
OTCYTCTBYIOT  JIHIIA,
HE3aBUCHMBbIE oT
YUpENKICHUs, pu
KOTOPOM
copMHpOBaH
KOMHTET
4. | MBY3 «l'opoxackas Tuorponus 6pomun NeBI205.542 Hapymenus HE
OosbHHUIIA CKOPOiT (Coupusa) «Panmomu3upoBanHOe BEISBIICHEI
MEJIMI[MHCKOM ITOMOIIH JIBOMHOE CIIEIIoE,
ropona Pocros-na Jlony» | «bepunrep MHOTOIIEHTPOBOE,
344068, r. PoctoB-Ha- Hurensxaiim ®apma | mpoBoaumMoe B
Hony, yn. Boapas, I'm6X u Ko. KI'», NapajuIeJIbHBIX [PYIIIAX
. 88/35 I'epmanus HCCIIEIOBAHNE C

JIBOHHONM MacKHpPOBKOH H
aKTHBHBIM KOHTPOJIEM II0
oueHke 3((HEKTHBHOCTH
U 0e30macHOCTH 2,5 MKT
H 5 MKI THOTpOIHS B

(dopme pactBopa JuIs
HHTAJISIIHI,

INPUHUMAEMOTO  dYepes
HHTAJISATOP

«Pecrmamat»®, B
cpaBHeHHH C 18 MKr
THOTponus B  ¢opme

KancyJ ¢ MOPONIKOM IS
HHTAJIAIHH,
MMPHHUMAEMOT0
HHTAJISATOP
«XonauXanep»®»

gepes
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Haumenosanue
H aJIpeC 1IPOBEPEHHOM
Opra”Hu3aiuu

Hccenenyemsrii
mpenapar /
IIPOU3BOIUTEIE

Hccnenosanue

BrisiBnenusie
HapyUIeHUS

I'bY3 «Trepckoii
00JIaCTHOM KIIMHUYECKHIt
OHKOJIOTHYECKHUH
ICTIaHCEP»

170008, r. Teeps, yi. 15
net Oxrs0ps, . 57/37

I'enparunnt ®
(umatuHuO),

«Jlabopartopus TroTop
CA.CH.D.HA.»,
ApreHTuHa

NeBMGM/CS0412
«ITocTperucrpanunonnoe
HCCIIeIOBaHHE  MPODHJIs
He3omacHoCTH
PUMEHEHHUS o
3aperuCTPUPOBAHHBIM
IOKa3aHUsM I[perapara
['endarunud ®
TabIeTKH, TIOKPHITHIC
IUIEHOYHOH  000J104KOit
«Jlabopatopust  Trotop
C.ACHO.HA»
TPOH3BEJIEHO
«Jlaboparopust
Bapudapma
ApreHnTuHa)»

C.A.»,

He obecnie4eHo
MOJIIHCaHUE bopm
HH(POPMUPOBAHHOTO
COrjIacHs MalHuenTa Ha
y4acTue B
HUCCJICIOBAHUH
HCTIBITYEMBIMH H
JIAIAMH,
MPOBOJUBITHMH
Pa3bACHUTENIbHBIE
Oecennl;
JIONYCKAIUCh
OTKJIOHEHUS oT
MPOTOKOJIA
KITHHAYECKOTO
HCCJIEI0OBAHUS oe3
yKa3aHHs MIPUYHAH
TAKWUX OTKJIOHECHHIH;
OTHYCCKHM
KOMHUTETOM HE
o0ecreueHo:
paccMoOTpeHue
JIOKYMEHTAIHH c
qacTOTOM, 3aBHUCAIIEH
OT CTENEHH pHCKa,
KOTOpPOMY
TIO/IBEPratoTCs
HUCTIBITYEMBIE, HO HE
peXxe OJHOrO pasa B
TOJ; paspaborka
CTaHJAPTHBIX
OIepaIHOHHbBIX
MpoLeayp H
IIPOTOKOJIIPOBAHHE
3ace/IaHui;
cobmoieHue
MOJIOXKEHHH,
periiaMEeH THPYIOIIAX
€ro AeATeIbHOCTE

I'bY3 «Apxanrenbsckas
o0acTHas KIMHUYECKas
OonpHEIA» 163045,

r. ApxaHrenbCK,

up-t JlomoHOCOBA,

a. 292

Hapymenust mpaBun
KITMHHYECKOH
IIPAKTHKH,
BBISIBJICHHBIE B XOJE
MpeABLIYyIIEH
IUIAHOBOM  MPOBEPKH
23.07.2012 %
25.07.2012,
yCTpaHEHBI
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Ne Hammenosanue Hccnenyemerii Hccnenosanue BrisiBiieHaBIE
H aJIpeC IIPOBEPEHHOM npemnapar / HapyIIeHHs
OpraHu3aliH IIPOU3BOIUTENE

7. | OAO «®apmacuuTE3» Kanunasup Nel103/12 IIpoBepka He
664007, r. UpkyTck, «OTKpBITOE IIpOBE/CHA.
yi. KpacnorBapneiickas, | OAO PaHIOMH3UPOBAHHOE CocTaBneH nmporokoin
I. 23, odpuc 3 «DapmacuHTE3 Y, NEPEKPECTHOE 00

Poccus HCCIIEIOBAHUE aJIMHHUCTPATHBHOM

(hapMaKOKHHETHKH H | IpaBOHAPYIICHHH.
OHOSKBUBATICHTHOCTH Hamnpasmreno
npenaparos  Kamupasup | 3asBiieHEE B Cy/1 0
(momuuaBup 200 Mmr + | npuBIEeYEHUM
PUTOHABUD 50 MT) | JaHHOTO
TabJIeTKH IIOKPBITHIE | IOPUIUYECKOTO JIMIA K
IUICHOYHOH  000JIOYKOH | aIMHHHCTPATHBHOM
(OAO «DapmacuTHTE3», | OTBETCTBEHHOCTH
Poccus) wu  Kamerpa
(normunaBup 200 mMr +
PHTOHABHP 50 M)
TabIeTKH TIOKPBITHIE
IUICHOYHOH  000JI04YKOi
(O66orr I'm6X u Ko.
Kr., I'epmanus)»

8. | MBY3 «l'oponckas Ileracuc NeML27851 He obecrieueHo
OonpHuIA Nel (nerunTepdepon «OTKpBITOE, INOJNMCAHUE  HOBBIX
uMm. H.A. Cemamko anbda-2a, RO258310) | MHOrOIIEHTPOBOE, He | BepcHi dhopm
ropoaa PocroBa-na- CpaBHHUTEILHOE, UHPOPMUPOBAHHOI'O
Hony» «®. Xopmanu-Jla HaboqaTeNbHOE corjacus IanueHTa Ha
344000, r. PocroB-Ha- Pomr JITay, TPOCTIEKTUBHOE y4acTue B
Jlony, [IBeitriapus HCCJIEZIOBAHUE UCCIIEIOBAaHUH
p-T BOpomuaoBckui, 1. 3¢ heKTUBHOCTH U | HCTIBITYEMBIMH B XOJI€
105 Oe3omacHOCTH IIPOBEICHUS

KOMOHMHHPOBaHHOH KJIMHUYECKOTO

Tepanuu pubaBUPHHOM U | HCCIIEIOBAHHUS;

IATHHTEPPEPOHOM HE obecreyeHo

anba -2a (40 xJIA) y | yerkoe BEJICHUE

MAI[HEHTOR C | JIOKyMEHTAIUH B X0/

XPOHUYECKHM TEIATHTOM | IPOBEIEHHS

C (XTCO) WM | KIIMHUYECKOTO

KOMIIEHCUPOBaHHBIM HCCIIEIOBAHMUS;

UPPO30M I€YEHH B | JIOKAILHBIM

peanbHOM KIMHUYECKOH | STUYECKHM

IIpaKTHKE KOMHUTETOM

(CTAHIAPT)» JIONYCKAKOTCSI
HapyILEHUS
MOJIOMKEHHH,
PErNaMeHTHPYIOIIUX

CTo NCATCIILHOCTh
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No Haumenosanue Hccnenyemsrit Hccenenoanue BrusiBrenusie
H aJIpeC IPOBEPEHHOMN npemnapar / HapyIIEHUs
OpraHu3aIHH IIPOH3BO/IUTEIE

9. | T'OBY3 «Mypmanckas BHR-100 NeHR-100-301 Hapymienus HE
obJlacTHas KIMHHYECKAs «PangomusupoBaHHoOE, BBISIBJICHBI
OonbHUIA «budituAp dapma JIBOHHOE CJIEIoe,
umend [LA. basuyunay, | JIJICuy», CIIIA anebo-

183047, r. Mypmasnck, KOHTPOIIHPYEMOE,

yin. [laBnosa, 1. 6 uccnenopanue I dazer
JUISL OLIEHKH
3(ppeKTHBHOCTH 1
Oe3omacHOCTH TIpenapara
[Iporecrepona y
MAIHEHTOB C TSHKEIIoN
YepEHO-MO3I0BOH
TPaBMOM »
10. | T'OBY3 «MypmaHcKHii XM22 NeXM22-04 He obecnieueHo
o0iacTHO# «MexyHaponHoe YEeTKOE BEJICHHE
OHKOJIOTHYCCKHIf «Mepxkerne brorex MHOT'OLIEHTPOBOC JIOKYMEHTAIHH
ITACTIAHCED», I'M6X», I'epmanus PaHOMH3NPOBAHHOC, KJIMHHYECKOTO
183047, r. Mypmanck, /IBOHHOE CIIeNoe, M1aue6o- HCCIIEI0BAHH
KOHTPOITHPYeMOe

yir. lansoea, 7.6, HCCIIEJ0OBAHUE

kop. 2 2t heKTHBHOCTH U
Oe3omacHOCTH Mpenapara
XM22 npu neqeHun
OONBHBIX
HEMEITKOKJIETOYHBIM PaKoM
JIErKOTr0, KOTOPBIM
I[POBOAHUTCA XUMHOTEPAITHA
LHCTIJIATHHOM H
3TOMO3HIAOM»

11. | ®I'AOY BIIO Hbynpoden JIoKIHHIYeCKoe Hapymenus HE
«benroponckuit HCCIICIOBAHHE BBISIBJICHBI
TOCY/IapCTBEHHBIIH OAO «Jloxnuuuieckoe
HalMOHAIBHBIH «DapmcTaniapT- HECHCIORIARE
UCCIIeIOBATELCKH I Jlexcpenctay, s

6e30MacHOCTH Tiperapara
YHHBEPCHTET» Poccus

308015, r. Benropo, yi.

[To6ensr, 1. 85

Hbynpoden cynensus s
nereii (OAO
«®DapMcTaHaapT-
JlexcpencTra») B
CpaBHEHHH C MpernapaTomM
«HYPO®EH» JIJI51
JIETEM cycnensus s
npremMa BHYTpb («Pexunr
benxuzep Xenexap
Hurepuemsn Jlta.», Tein
Poyn, BenukoOpuranus)»
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Ne HaumenoBanue Hccenenyemsrit Hccnenosanue BeisBreHHBIE
H aJIpeC MPOBEPEHHOMH npemnapar / HAPYIIEHHUS
OpraHu3aluu IIPOU3BOJIUTEIE
12. | OI'BY3 «benroponckuit | Peomusun (peosupyc | NeREOO18 He o6ecnieueno
OHKOJIOTHYECKHH THII 3, [ITaMM «/IBoitHoE CIIENoe | Ha3HAYCHHE
JUCTIaHCepy, Dearing) paHIOMU3UPOBAHHOE COMCCIIe/IOBAaTENCH U3
308010, r. benropon, yi. MHOT'OLIEHTPOBOE qHcIa Bpauei
Ky#0rmena, 1. 1 «OHKOJIUTHKC JIByXCTYyTIEHYATOE MEUITHCKOM
Baiiorex HUuk.», aIanTHBHOE OpraHU3aIlHHT;
Kanana uccnenopanue Il dassr | He oGecneyeno
BHYTPHBEHHOT'O YBEJIOMJICHHE
Beeienuss PEOJIM3MHA | Muns pasa Poccuu o
(peoBupyc THI 3, IITaMM | HavYase MPOBEICHHS
Dearing) B xoMOMHAIIUH | KITHHHYECKHX
¢ [IlaknurakcenroMm W | HCCIEIOBaHMIA;
KapOomatuaom B | STHYECKHM
CPaBHEHHH C | KOMHTETOM B XOJIe
MIpOBEJIEHUEM TOJIBKO | pACCMOTpPCHHUS
XUMHOTEpanuu y | IOKyMEHTOB 110
MAIUEHTOB ¢ | KIMHHYECKOMY
METacTaTHUYECKUM U | HCCIEIOBaHUIO HE
PEIUANBUPYIOIINM oj1o0peHa
IIOCKOKJIETOYHBIM KaH/U/1aTypa | He
paKkoM TOJIOBBI W IIIEH, y | oreHeHa
KOTOpBIX  Habmojanach | KBaaudukams
Iporpeccuss BO BpeMs [ OTBETCTBEHHOI'O
WM T0cie MpeAslyne | ucciemoBarens,
XUMHOTEPAITHH Ha | IIOJIOXKEHHUEM O
OCHOBE ILTATUHBI) KOMHTETE He
OIIpe/ielicH KBOPYM
13. | ®I'BY3 «Menuko- Baknuaa «Hcaerranue He obecneueno
canuTapHas gacTb Nel63» | «KomOuBHUYsak» PEaKTOreHHOCTH, YBEAOMIICHHE
OMBA Poccun 0€30MacHOCTH H | COOTBETCTBYIOIIUX
630559, HoBocubupckast | ®BYH I'HL[ BB HMMYHOTE€HHOMU OpraHoB
obmnacte, pabounit «BexTtop», Poccus aKTUBHOCTH BaKLIMHEI | HCTIOTHATENHLHOM
nocestok Konsioo, ABK «KomobuBHWUsak» BIIACTH O HaYalle
(Baxumna mpotus BUY- | nposeneHus
I/CITM[]  nuodunuszar | KIMHAYECKUX
ISt IPUTOTOBJICHHS | UCCIIEOBAHMIA;
pacTBOpa JUISL | TOMyCKauCh
BHYTPUMEIIIEYHOTO OTKJIOHEHUS OT
BBEJICHUS) Ha 30POBBIX | IPOTOKOJIA
JI0OPOBOJIBIIAX » KJIIMHUYECKOT0

HCCIIeIOBaHuA Oe3
OOBSICHEHHSI [IPUUMH;
He o0ecIleveHo
BeJICHHE IIEPBHYHOMH
JOKYMCHTAIHH;
HCIIPaBJICHHS B
KapTax UCIBITYEMEIX
HE JIATHPOBAHBI H HE
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HOJIITHCAHBI
ITHYECKUM
KOMHTETOM:

HE paccMaTpPHUBAKOTCS
HOPSIIOK H CYyMMBI
BBIILIAT UCTIBITYEMBIM;
B 00CYX/ICHHH H
TOJIOCOBAHHH 10
BOIIPOCY 000peHuUs
KJIMHHYECKHIX
HUCCJIeq0BaHUNI
NPUHUMAIOT Y4acTHe
JIMIA, YYACTBYIOIIHE B
9THX MCCIIEIOBAHUAX;
HE pa3paboTaHbI

CTaHJapTHHIE
OIEPALHOHHBIE
IIPOLETYPEI
14. | ©bYH Bakmuna «HcnprTanue Hapymen  mopsmok
«["ocynapcTBeHHBIi «Kom6buBHYBak» PEaKTOTE€HHOCTH, coo0IIeHus o
HaY4HBIH IEHTP OezomacHOCTH U | HeXellaTellbHbIX
BHPYCOJIOTHH U ®BYH I'HI[ BB HMMYHOT€HHOH peaxiusx;
OHOTEXHOJIOTHH «Bexrop», Poccus AKTHBHOCTH  BAKIIMHBEI | B [MUCHMEHHBIX
«BexTop» «KomouBHUYBax» IpoLeypax
630559, HoBocubupckast (BakumuHa nporus BUY- | opranuzamum HE
0071., paboumii mocesnok 1/CITU]T  nuodmusar | coaepxarcs
Konsuoso JuLst [IPUTOTOBJIEHHUS | HHCTPYKLUH IS
pacTBOpa IUISL | KCCIleI0BaTeNs o
BHYTPHMBIIIEYHOTO IIpaBUJIaM TIONYYEHHUs,
BBEJICHHS) Ha 3I0POBBIX | ydeTa, XpaHEHUs,
ZI0OPOBOIIBITAX » BBIa4M  TIperapara,
H3BATHS
HEHUCII0JIB30BAHHOTO
Ipernapara;
THYECKUM
KOMHTETOM HE
pa3paboTaHbl
CTaHJApTHHIE
OIlEpaIMOHHBIE
HPOLIEAYPHI
Burananr-2 Jloxmianveckoe B BuBapuu coBmecTHO
ucclej0BaHNe coaepxarcs
000 «Butananry, «HccrnenoBanue JKHBOTHBIE Pa3JIMYHbIX
Poccus crenupuIecKoit BHUJIOB;
TOKCHYHOCTH M MECTHO- | MHBEHTAaph JUIL yX0[a
pa3ipajkaromiero 3a XKHUBOTHBIMU
JeiicTBus npenapara | XpaHuTcs
Burananr-2» HETIOCPEJICTBEHHO B
HOMEIIEHUSX UL
COACPIKaHuA
YKHBOTHBIX
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Ne Haumenosanue Hccnenyemsrit HccnenoBanue BesiBnennsie
U aJIpec IPOBEPEHHOMN npenapar / HapyIICHHUsI
OpraHu3zaIuu [IPOU3BOIUTEII
15. | I'BY3 «lIpumopckuii CRLX101 NeCRLX-002 Hapymenus HE
KPaeBO# OHKOJIOIHYECKHH «PangomusupoBanHOE BBISIBJIIEHBI
JIACTIaHCEeP» «®DapmaneBTuyeckoe | mccienoBanue 2  (askl,
690105, o0BbeIMHEHHE IIPOBOJIUMOE C  IIEJIBIO
r. Bnagusocrok, YHHBEpCHTETA [ITaTa | ONEHKH GE30IIACHOCTH H
yi. Pycckas, 59 Atiosay, CIIIA s pexruBHOCTH
npenmapata  CRLX-002
(HaHOAKCIIEPCHOTO
KaMITOTEIINHA),
[IPUMEHSIEMOTO IUIS
JEYEHUS OONBHEIX
HEMEJKOKJIETOYHBIM
PaKoM JIETKOTO B Cllydae
HeadpekTUBHOCTH
NIPEIIECTBYIOUICH
XUMHOTEpAllUU  [IEPBOM
WIH BTOPOM JIMHUH
16. | I'BY3 «lIpumopckas OnyTtukasona ¢pypoar | Ne HZA116863/ 105054 | Hapymenus HE
KpaeBasi KITHHUYeCKas «PanomusupoBanHoe BBISIBJICHEI

oonpHmIA Nel »,
690091,

r. BmaguBocTok,
yi. Aneyrckas, 57

«I'maxco CmutKiisaiin
Pucepu 311
JleBenmonmeHT
JIumuTET,
Benukobpuranus

JIBOMHOE CJIEIIoe
MHOTOLIEHTPOBOE
HCClIe/IOBaHHE B
napauieNIbHbIX  TPYIIax
MOPOILIKA ISl MHTAJISAIHA
¢uyTHKa30HA
(Gypoara/Bunanreposna
200/25 wMkr, mopomKa
ISt WHTaJISIIAH
¢dnyTHKa3oHa
(dypoarta/BunaHnTepoa
100/25 Mxr m mopomika
ISt WHT AT
¢nyTukazona  (Qypoara
100 Mxr, nmpuMeHsieMBbIX
JuIst JIEUEHHUSI
MIEPCUCTUPYIOLIEH
OpOHXUAIEHOH aCTMBI Y
B3POCITBIX u
TIOJIPOCTKOB)
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Ne HaumeHnoBanue Hccnenyemerit HccenenoBanue BrusiBrenusie
U aJIpeC IIPOBEPEHHOM npemnapar / HapyIIEeHUs
OpraHu3alHH IIPOU3BOJIUTENE
17. | ®I'BYH «Huctutyr «Hacroiixa JloxknuHuueckoe He co3nana rpynmna
ob1el u Tupeorona» HCCIIe[OBAHUE KOHTPOJISI KAYeCTBa,
SKCIEPHMEHTATIBHOM JIEKapCTBEHHOTO HE BEJIETCS KYpHAI
ouonorumy CO PAMH «Bcepoccuiickmii cpejicTBa «Hacroiika | mpodriakTuueckoro
670047, r. Ymau-VY n», Hay4HO- Tupeorona» 0CMOTpa U TEKYIIEro
yi1. CaxbsiHOBOHA, UCCIIEN0BATENLCKH peMoHTa
.6 HHCTUTYT o0opyIoBaHus;
JIEKapCTBEHHBIX U HE pa3paboTaHbI
apoMaTH4YEeCKUX TIPOLIEYPHI,
pactenuii (BUJIAP)», OIHUCHIBAIOIIHE
Poccus MOPSIIIOK
71a00PATOPHBIX U
[IPOU3BO/ICTBEHHBIX
OlepaLuii;
HE BeJIETCs KypHAa
pETHCTpaIuu
COCTOSIHHS 3[J0POBBs
’KMBOTHBIX, HE
JOKYMEHTHPOBaH
croco®
UJICHTUUKAIHTH
KHBOTHBIX
18. | I'BY3 «bypsarckui Knuandeckue Hapymenus He
pecryOIuKaHCKuii WCCIIEIOBaHHS BEISIBIICHEI
KIIUHUYECKU YUpEeXKIcHUEM He
OHKOJIOTHYECKHI IIPOBOJATCS
JIACTIAHCED»
670047, r. Yman-Ymp, yi1.
[Tuporoega, 1. 32
19. | CII6 I'bY3 «'opoxckas I'K-upunoTtekan Ne ACO-002 DTHYECKUM
OonbaHIA No9y (upuHoTEKaH + «PanoMu3upoBaHHOE, KOMHTETOM:
197110, r. Cankt- HaTpUs HalypoHAT JIBOITHOE clleroe | He BeyTes
[TetepOypr, (I'manyponan) + uccinenoBanre Il ¢a3spr | mpoTokossr
np. Kpecrosckuii, 1. 18 III0K03a 5%) 1o CpaBHUTENBHOH | 3aceIaHHii;
OLIEHKE CX€M JICUCHHUs | [TOJIOKEHHEM O
«Ankemus FOLF(HA)iri u FOLFIRI | komuTtere He
OnkonomKu pH IIPOBEJICHUHU | OIIPEJIENIEH KBOPYM;
[Iponpaiierapu TEpalnud BTOPOH WM | HE pa3paboTaHbI
JInmureny, TpeThell TMHUM OOJIBHBIM | CTAH/[APTHEIE
AgcTpanus METacTaTHIeCKAM oIepanHOHHEIE
KOJIOPEKTaJIbHBIM PaKOM, | IIPOLIEAYPhI
KOTOpBIM  paHee  He
IIPOBOJMIIOCE  JICUEHHE
HPUHOTEKAHOM )
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Ne HaumenoBanue Hccnenyemsria Hccnenopanne BrisaBnennsie
H aJipec MPOBEPEHHOI npernapar / HapyIeHHS
OpraHHU3aIHH IIPOHM3BOIUTENH
20. | CII6 TKY3 LIBJI Apurnumnpazon (OPC- | Ne31-09-266 He obecrieueHo
«JleTckas ncuxuaTpus» 14597, Abunudaii) «IIponomxurenpHoE, Ha3Ha4YeHHE
uM. C.C. MuyxuHna MHOT'OLIEHTPOBOE, OTBETCTBEHHOI'O
197376, r. CaHkT- «Otcyka PaHIOMH3HPOBAHHOE, HCCIIe0BATEIs U
[TerepOypr, [lecounas ®Dapmaceiotukan Ko. | gBoiiHoe clienoe, | couccie/ioparencii us
HaO., 1. 4 JIToy, Anonus mianedo- YHCIIa Bpaueii
197376, r. Caukr- KOHTPOJIpyeMOe MEJIUITUHCKON
[leTepOypr, HCCIIEI0BAHKE 110 OLEHKE | OpraHU3aI[iuH;
yi. Yaneiruna, 1. 13a s¢dexruBHOCTH, HE obecnieueHo
Oe3omacHOCTH U | IOANHCAHHE  HOBOM
EPEHOCHMOCTH (dopmbI peIaKIuu
apUIIHIIpa3oJia (OPC- | popmbr
14597) B  KauecTBe | HH(POPMUPOBAHHOTO
TTOIAEPKUBAIOTIIETO COIJIACHS  3aKOHHBIX
neueHus WHM30(PEHUH Yy | IpeCTaBUTeNeH
IIOJIPOCTKOB» MAI[UEHTOB;
OTHYECKHAM
KOMHUTETOM:
HE BEJIyTCS
MIPOTOKOJIBI
3ace/laHui, HE
pazpaboTaHsl
CTaH/IapTHEBIE
OTIepaIlHOHHEIC
IpOLEAyPHI
21. | I'BY3 «TBepckoii BeuiBiieHHBIE B XO071€
00J1aCTHOH KIMHUYECKUH IpeabIyIei
OHKOJIOTHYCCKHH IUIaHOBOM  MpOBEpKU
JIACTIaHCEDP» 19.02.2013-
170008, r. Treps, ym. 15 21.02.2013
net Oxta6ps, x. 57/37 HapyIIEHHS]  TIPaBHII
KJIMHUYECKOH
IIPaKTUKH YCTPAHCHBI
22. | I'BOY BIIO «Tsepckas BeisBiieHHBIE B XO/€

['MA» Munsipasa
Poccuu

170100, r. Tseps,
yi1. CoBeTckag, 1. 4

NpeaslAyLei
[IJIAHOBOM  TIPOBEPKH
29.01.2013-
30.01.2013
HapylIeHUs
KIIMHAYECKOMH
HIPAKTHKH YCTPaHEHB]

TIPaBHI
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Ne Hamnmenopanue Hccnenyemsrii Hccenenosanue BrisBirennsie
H aJ[pec IIPOBEPCHHOM npenapart / HapyIlIeHHS
OpraHu3aiuu IPOU3BOTHTEITH
23. | I'BY3 Hmxeropockoii ODKCTHMHUS NeBCD-017-2 He obecrieueHo
obnactu (Metmargunrpactam) | « MHOroLEHTPOBOE YBEJIOMIICHHE
«Hwmxeropopackuii OTKDBITOE Munsapasa Poccuun o
obmacTHOR 3A0 «buokany, PaHIOMHU3HPOBAHHOE HaYajle  TPOBEJICHHS
OHKOJIOTHYECKHH Poccus KIIMHUYECKOE KITHHHYIECKHX
JHCIIaHCEP» uccrnenosanue Il da3sel | mcenemoBanmii;
603081, r. Huxuuit TS OLICHKH | He obecmeueHo
Hosropogn, sexTHBHOCTH U | HalpaBJICHUE
AHKYIHHOBCKOE I110CCE, Oe3omacHocTH 3asgBIICHUS o
a1 OJTHOKPAaTHOTO nepeo)opMICHHH
NPUMEHEHHS TIpernapara | CBHJIETEIbCTBA 00
OKCTHMHSI B Pa3IUYHBIX | aKKpEJAUTALMH Ha
Jl03aX II0 CpPaBHEHMIO C | [IPaBO [IPOBEICHUS
€XKE/THEBHBIM KJIIMHUYECKHX
MIPUMEHEHHEM HCCIIeIOBaHMit
¢uirpactuma st | Munzapas Poccun;
NpOQHIAKTHKH HE HOJITBEPIK/ICHO
HEHTponeHHH y OONBHBIX | pacmpe/esicHue
paxom MOJIOUHOH | 00sI3aHHOCTEH CpeaH
JKeNe3pl, IOJNy4YaloNuX | MepCcoHAIa,
MHEJIOCYTIPECCUBHYIO 3a/IeliCTBOBAaHHOTO B
XUMHOTEPAITHION [IPOBECHHH
Kanemurabun NeGFD-01/30 HCCIICIOBAHHA,
«Hccnenosanue HE obecrieueHo
3A0 «ApCuAii CPaBHUTEJILHON HaJJIeXKallee BEJeHHUE
Cunresy, Poccus (hapMaKOKHHETHKH H | y4eTHO
OHOOCTYITHOCTH JIOKYMEHTALHH o
He3onacHoCTH JIeKapCTBEHHBIM
Kanenurabun, Tabierku, | Ipenaparam
MOKPBITBIE  IIICHOYHOH | KJIHHHYECKOIO
obonoukoit, 500  Mr | UcclieOBaHUs;
(OAO «®DapmacuaTE3Y, | HE obecneueno
Poccus) B cpaBHEHHH ¢ | YETKOE BEJICHHE
Kcenona, TabJIeTKH | JOKYMEHTAI[HH
MOKPBITEIC  TUICHOYHOI | HCCIIEIOBAHUS u
obomoukoii, 500  Mr | COOTBETCTBHSA
(«Xopdman JIsx Pomry, | JaHHEIX, BHECEHHBIX B
[IIBeiiapus) y | perucrpaiiMoHHbIE
TAIUEHTOB ¢ | xaptsl, JAaHHBIM
OHKOJIOTHYECKUMH IEPBUYHOK
3a00JIeBAHHSAMU » METUIUHCKO#
JIOKYMEHTAI[HH
24. | I'bY3 TromeHcKoOM Knuanyeckue Hapymienus HE
obnactu «OodnacTHas HCCIIEIOBaHNs BBIBIICHEI
KIIMHIUYecKast OONLHHTA YUPEKICHHEM HE
No2y IIPOBOAATCS.

625039, r. Tromens,
yi. MensnukaiTe, 1. 75
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Ne HaumenoBanue Hccnenyemsrii HccnenoBanue BrisiBiienuBIE
U aJIpec MPOBEPEHHOMN npemnapar / HapyIICHHS
OpraHu3aiui [IPOU3BOIUTEIT
25. | I'bY3 TromeHnckoi EC145 NeEC-FV-07 He obecrieyeHo
obnactu «O6acTHOM «PanoMu3upoBaHHoOE, YBEJIOMIIEHHE
OHKOJIOTHYECKHIH «umomut HUuk.», OTKpBITOE HccienoBanue | Munsapasa Poccuu o
JUCTaHCEp» CIIA II (hazbr 110 | HA4YaJle  TPOBEJICHUS
625041, r. TromeHns, CPaBHUTEILHON OLEHKE | KIIMHHIECKHUX
yi1. bapraynsckas, a. 32 npenapata EC145 B | uccnemoBanmii;
pPEeXHME  MOHOTEPAIHH | HE MO TBEPIKIEHO
WIH B COYCTAHHH C | JIOKyMEHTAILHO
JIOTIETaKCeTIOM U | pacupeneneHue
JoLeTaKcela B PpexXuMe | 00sg3aHHOCTEH Ccpenu
MOHOTEpAaIuu IIpH | IepcoHalia,
BBEJICHUH OOJIBHBIM | 33ICHCTBOBAHHOIO B
HEMEJTKOKJIETOYHBIM MIPOBEJIEHHUH
paxkoM JIETKOTO C | uccnemoBaHus
IKCIIpECCUEH
peuentopoB  (oJueBoit
kucnotrel  [FR(++)] B
paMKax Tepanuu BTOPOit
JTAHHAN
26. | I'bY3 Huxeropoackoit R0O4917838 NeNN25307 Hapymenus HE
obnactu «Knunuveckas «MHOTrOLIEHTPOBOE, BBISIBJICHEI
IICHXHATPHYECKast «®.Xoppmann-Jls PaHIOMH3HPOBAHHOE,
Oonmpuua Nel Pomr JItm.», JIBOMHOE clemnoe,
r. Huxuero Hoeropomay, | IlIseiinapus miamebdo-
603155, r. Himkuuit KOHTPOJHPYEMOE
Hogropon, uccnenoanue Il ¢azpl,
yi. YiesHOBa, 1. 41 MPOBOJIIMOE B

napaJuiC/ibHbIX T'pyHnmax
ManmueHTOB, Y KOTOPBIX

Ha  (oHe  Tepamuu
AHTHIICUXOTHYECKHMH
npernaparamMmu HE
Habroaercs

JIOCTATOYHOTO0 KOHTPOJIS
CUMIITOMOB
mm30peHuH, € IEBI0
OLEHKH 3¢ EKTUBHOCTH
U Oe30MacHoOCTH
npenapara RO4917838
Ipy [pPUMEHEHHH Ha
MPOTSHKEHUH 12 Heemb ¢
MOCIIEYIOLIUM 40-
HeOCIBHBIM JIBONHBIM
CIIETIBIM, mranedo-
KOHTPOJIHPYEMEIM
3TarnoM NICUeHHH,
MIPOBOTUMBIM B
HapaJIeNTbHBIX TPYIIIax»
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No HanmenoBanue Hcenenyemurit Hccnenopanue BeaBnerubIe
U aJIpeC [IPOBEPEHHOM npenapar / HapyIIeHHUs
OpraHu3ariu IIPOU3BO/IUTEIE
27. | KI'bY3 «Anraiickuii IIaruaTepdepon NeML27851 ®opma
KpaeBoH LIEHTP 110 anbha-2a «OTKpBITOE, HH()OPMHPOBAHHOTO
npodunakTuke u 6opnde MHOT'OLEHTPOBOE corylacHs  IaI[MeHTa
co CIIH[lom u «®.Xodppmann-Jla HECPaBHUTEIBEHOE HCIIO/IB30BaNacCh 10 €€
HH(]EKITHOHHBEIMH Por JIT. », HaOIIOgaTebHOE onoOpenus
3a00NICBAaHUSAMHE » [Isefinapus IIPOCIIEKTHBHOE JOKaIbHBIM
356010, r. bapuay, HCCIIe/IOBaHHE ATUYECKHUM
yit. 5-st 3anmaguag, 1. 62 3 PEKTHBHOCTH H | KOMHTETOM;
fe3onmacHOCTH HE obecrieueHo
KOMOMHHPOBAHHOMH COOTBETCTBHE
Tepanuy pubaBUPHHOM H | AaHHBIX, BHECEHHBIX B
MIruHTEphEpOHOM PETUCTPAIIMOHHBIE
ampda-2a (40 x/la ) y | kapThl, JTAHHBIM
MaIUEeHTOB ¢ | IEpBUYHOM
XPOHHYECKHM TEMaTHTOM | METUIIHHCKOI
C (XT'C) UIIM | JOKYMEHTAIuu
KOMIIEHCHUPOBAHHBIM OTHYECKHHA  KOMHTET
UMPPO30M B DEWIbHOH | HE  IPOTOKOJMPYET
KIIHHHYECKOH IIPaKTHKE | CBOMX 3ace/laHHi H HE
(CTAHZAAPT)» cobmonaer
MOJIOXKEHUS,
pernaMeHTHPYIOIHUE
€r0 IEATENBHOCTE
28. | I'BOY BIIO «Anraiickuit | «JlekcTpasumn» Jloxnunauyeckoe He obecneuen
roCyIapCTBEHHBbIH UCCIIEI0BAHUE KapaHTHH
MEIUIUHCKAH OAO «Denepansusiii | «MccnenoBanue OCTpO# | HOCTYIAIOMMX
YHHUBEPCHTET» Hay4YHO- TOKCHYHOCTH JKUBOTHEIX U
Mun3snpasa Poccuu; IIPOU3BO/ICTBEHHEIH JIEKapCTBEHHOMH paszensHoe
656038, r. bapnayi, HEHTP «AJITaiy, cyocranmuu u [ THK» conepIKaHue
np. Jlenuna, 1. 40 Poccus pa3/IMYHbIX BUIOB

JKUBOTHBIX, HE
[IPEe/ICTaBIICH XKy pPHAI
perucrpaum
COCTOSIHHSI 31I0POBBS
JKUBOTHBIX;

HE TPEJICTABIICH
KypHAaI
Ipo(UIaAKTHIECKIX
OCMOTPOB U PEMOHTA
000pyTOBaHHS;

HE IPEJICTaBICHO
JNOKYMEHTaIbHOE
HOATBEPKACHHE
BKJIIOYEHHS B
HCCIIE/IOBAaHHE
3I0POBBIX XHWBOTHBIX
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Ne HaumenoBanue Hccnenyemsrii Hccnenosanue BrisiBirenusie
H aJIpec IPOBEPEHHOM npenapar / HapyIeHus
Opra"u3aiuu [IPOU3BOJIUTEIID
Hnemuke Nellmv-Mam-163 [EePECMOTPEHHAS
(uHIOIKAPOHHOI) «JlBoitHOE cienoe, | Bepcus
3A0 pPaHJIOMH3HPOBAHHOE, HHQPOPMAITHOHHOTO
«Mupaxcbrno®apmay, | miamnebo- JTMCTKA IallMeHTa He
Poccus KOHTPOJIHpPyEMOe Obula JoOBemeHa  J10
MHOTOIIEHTPOBOE CBECHHUS MAIHEHTA,;
UCCIIEIOBaHHE B | JOILYIIEHEI
NApalIeNIbHBIX TPYNNax | OTKIOHEHHS oT
st dexTHBHOCTH, MPOTOKOJIa
Oe3omacHOCTH U | ACCIIeN0OBaAHMISL Oe3
NIEPEHOCHMOCTH yKa3zaHusg HPUYAH
npenapara HneMuKe, | OTKIIOHEHHI,
IIPUHUMAEMOT0 2 pa3a B | He obecreucH
JIeHb 10 1 Kamcymne IpH | Hajuiexanmi y4aer
JICUCHUH pacxoga  mpemapara
J0OPOKAYECTBEHHBIX MCCIIe/IOBAHHS,
JTACIUTa3Uil  MOJIOYHOM | 4acTh JAHHBIX
JKEJIE3bI ¢ MAaCTOAUHHUEH» | BHOCHJIACH
HEMOCPEICTBEHHO B
UHIUBHUTyaIbHBIE
pPETHUCTPAllHOHHEIE
KapThl MAIHEeHTOB,
MHUHYS  HEPBHYHYIO
MEIUITHCKYIO
JOKYMEHTALHIO;
ITHYECKUM
KOMHTETOM JOMYIIEHO
y4acTHE B 3aceIaHHsX
JIMIL, HE
SBJISTFOIIAMHCS ero
YJIEHAMH
29. | OO0 «HoBoky3HelKHit Joxmunndeckue Hapymenus HE
Hay4HO- HCCIIeIOBAHUS BBISBIICHBI
UCCIIEI0BATENBCKA yUpekJIeHUEM He
XHUMHKO- IIPOBOIATCS
(hapmarieBTHYECKUIT
UHCTHTYT)
654034,
r. HoBoky3nerk,
Kysnenxoe mocce, 1. 1
30. | MBJIIIY «I'oponckas @diryKTHKa30Ha NeFFA114496 OTHYECKHH KOMHTET
JIeTCKask KIIMHHYECKAast bypoat (GW685698) | «PaH1oMH3MpPOBAHHOE, HE IIPOTOKOITUPYET
ooneHuIAa No 4 JIBOMHOE cliernoe, | CBOMX 3acemaHuii; He
654063, I'makcoCmutKnsitn MHOTOIIEHTPOBOE pazpaboTaHbI
r. HoBoky3Helk, Pucepu 281 HCCIICIOBaHUE C LENbIO | CTAHJAPTHERIE
yi1. Jlumutposa, 1. 33 [eBenonment oleHKH d((EKTHBHOCTH | ONEPALHOHHBIE
Jlumureny, u 0e30IacHOCTH | IPOLEAYPEI
Benuxkobpurtanus HHTATAIHOHHOTO

dnykruka3oHa Qypoata
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npu JICYEHUH
MEPCHCTUPYIOIIEN aCTMBI
y B3pPOCJIBIX 51
IOJIPOCTKOB,
IPUHUMAOIUX CPEIHHE
7§ BBICOKHE JI03BI
HUHTATAIHOHHBIX
KOPTHKOCTEPOHJIOBY

31.

OI'bOY BITIO
«MopnoBckuit
roCyAapCTBEHHBIN
YHUBEPCHTET

um. H.IL. Orapésay
430005, r. Capanck,
yiI. boneieBucTckas,
. 68

Metdopmun

OAOQO «buocuuTes»,
Poccus/ 3A0
«MOIJIK
«BHUOTEK», Poccus

NeM®850-04/12
«OTKpEITOE,
PaHIOMHU3HPOBAHHOE,
[EPEKPECTHOE
HCCIIE/IOBaHHE
CpaBHUTEJIBLHON
(apMaKOKHHETHKH u
OHMOIKBUBAJIEHTHOCTH
npenapatoB Merdopmun
JIOHT TabJIeTKH
MIPOJIOHTHPOBAHHOTO
JICHCTBHS, TOKPHITHIE
MJIEHOYHOH  000JI0YKOM,
850 Mr (OAO
«buocunres», Poccus) u
baromet 850 MT,
Ta0JIEeTKH
IPOJIOHTUPOBAHHOT'O
JIeHCTBUSA, HOKPBITHIE
00010UKOH (Kumuka
MonTnemmuep CroA,,
ApreHTHHa) ¢ y4acTHEM
3/I0POBBIX
JI0OPOBOJIBIIEB Y

lendarunud ®
(umaTaHHO)

«Jlaboparopus Trotop
CACH.D.HA.»,
Aprentuna

NeBMGM/CS0412
«[TocTperucrpalluoHHOE
UccienoBaHue podus
6e3omacHOCTH
IIPUMECHEHHA Io
3apEruCTPUPOBAHHBIM
[OKa3aHWsAM Ipernapara
I'endaTnau6 ®
TabJIEeTKH, TIOKPBITEIE
IJIEHOYHOH  000JI0YKOH
«JIaboparopus  TroTop
C. A.CHUO.HNA»
MPOU3BEJIEHO
«JlaGoparopus
Bapudapma
ApreHTHHA)»

C.A.»,

Hapymenus
BBISIBIICHBI

HE
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No Haumenopanue Hccnenyempiit Hccnenosaune BrisiBnenunie
H aJIpec IIPOBEPEHHOM npenapar / HapyIIeHHs
OpTaHU3aIHH [IPOU3BOJIUTE]TH

32, I'BY3 PM CDJI}’JIapaﬁﬂH NeFLUDL-07-2011 He obecmeueqo
«Pecnybnukanckas «buocunTes «MexayHapoaHoe HaJUIeXAaIee
KJIIMHUYeCcKas OOJIbHHLA JIxboparopus MYJIETULEHTPOBOE XpaHEeHHE
Ned y [TpaiiBut Jlumuteny, | CPaBHHUTC/IBHOE HCCIIEIyEeMOro
430032, r. Capanck, Humus/ 3A0 PAEAGMITHRORSHEDG npemnapara;
yII. YiibsHOBa, 1. 32 «ApCuAii Cunres», TpRSRE STHYCCKUM

Poccus NP KOMHUTETOM
9 PeKTHBHOCTH U
GezomacHocT npumenenus | OPTaHU3AIMH HE
npenapara ®mynapabun obecrieueHa  OIEHKA
(«brocunres JIa6opatopus | Keanupukanuu
[Mpaiiut Jlumureay, OTBETCTBEHHOTO
Hupus) B koMOHHAIHE © HCCIISIOBATENS
tukaodochaMuiom B
CpaBHEHHH C IIPENapaToM
Onynapa® («/xenzaiim
Eppomna b.B.»,
Hupepnanmer) B
KOMOHWHALIMY C
nuodochaMuIOM B
KauecTBe TEPAIuH y
MALHEHTOB C XPOHMIECKHUM
JIAM(BOJIEHKO30M»

33. | I'bOVY BIIO «Pszanckuit | Jlubydenon NeDBF-01/10 He obecnieveno
rocyJapCTBEHHBIH «MHOroLEeHTPOBOE, TMOJAIHCAHUE
METHITHHCKA T 000 «Koncopumym- | paHZOMH3HPOBAHHOE, TAIIEHTOM (DOPMEL
YHHBEPCUTET [TUK», Poccust/ OOO | mBoiiHoe ~ criemoe B | HH(OPMUPOBAHHOTO
uM. akan. WL.IL [laBnosa» | «[TMK-®APMA», NapajuleNIbHbIX T[PYIIax, | coriacus,

Munzzapasa Poccun Poccust wianebo- 0/100peHHOM

390026, r. Psizansb, KOHTPOJIUPYEMOE 3THYECKUM

yi1. BeicokoBonbTHaA, UCCIIE/IOBAHME MO OIEHKE | KOMHTETOM

.9 3¢ deKTHBHOCTH, OpraHH3aIyi,;
Oe30IacHOCTH U | He o0ecreueHo
NIePEHOCUMOCTH HaJUIexalee
npenapara J[uOydenon B | XxpaHeHue npemnapartos
Ka4yecTBe HCCIICIOBAHHS,

BCIIOMOTATENbHOM
TEpallil y IMallUCHTOB C
IIapuuajlbHBIMHA
OIHUICNTHYCCKHUMH
[IpUIIaJKaMH »

He o0eceueH
KOPPEKTHBIH MEpEeHoC
JIAaHHBIX H3
[IEPBUYHOM
METUIAHCKOI
JIOKYMEHTAITHH B
HPK,

THYECCKHM
KOMHUTETOM
OpraHu3aluy He
o0ecrieuena oneHkKa
KBaJTH(DUKATTHH
OTBETCTBEHHOT'O
HCCIIeIoBaTes
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No Haumenosaunue Hccnenyemerit Hccnenosanue BrisiBlieHHBIE
U aJipec IMPOBEPEHHOM npenapar / HapyIICHHS
OpraHu3aIiu IIPOM3BO/IUTEITh
34. | I'BY PO «Knunmyeckas DHTEKaBHp NeAT463-080 Hapymrenus me
bonpHHUITA «PaHIOMH3HPOBAHHOE BEISBIICHBI
uM. H.A. Cemamko» ((BpPICTOJI-MafIBpC OﬁcepBaIIHOHHOG
390005, r. Pszans, CkBu66», CIIIA HCCIIEIOBAHIE
yi. Cemariko, . 3 JHTEKaBHpa II0 OIEHKE
JONTOCPOYHBIX
pe3ynbTaATOB
MOHOTepAIHH
HYKIICO3H/IaMH/HYKJICOTH
JlaMM Yy TIAIHEHTOB ¢
XPOHHYECKUM BHPYCHBIM
reraTuToM B:
uccrenosanne REALM
(Il daza xmuHIHECKHX
HCCIIEIOBAHUI B paMKax
v (azbr
MEXTYHAPOIHOTO
KIIMHHUYE€CKOI'O
HCCIIEIOBAHMS ) »
35. | ®I'bY3 «Menuko- BrisiBnieHHBIE B XOJ€
caHHUTapHas YacTh TIPEBITYIICH
Ne 163 denepanbHoro IUIAHOBOM  IIPOBEPKH
ME/IMKO-0HOIOTHYECKOTO 10.04.2013 -
areHTCTBa» 11.04.2013
630559, HoBocubupckas HApyLIEHUsSI  TpaBMIl
obmacts, pabouunit KITMHHYECKOMN
nocenok Koubioso, ABK IIPaKTHKH YCTPAHEHBI
36. | MBY3 «l'opoxackas BrisBneHssle B XOJ€
OonbHua Nel MpeabIAyIIeH
uM. H.A. Cemamxo IUIAHOBOM  MPOBEPKH
ropojia PocroBa-Ha- 04.03.2013 -
ITony» 06.03.2013
344000, r. PocToB-Ha- HapyIICHHs  MPABHII
[ony, KJIIMHUYECKOH
np-T BopommunoBckwuit, 1. MPaKTUKH YCTPAHEHBI
105/243/264
37. |TTOY BIIO Onutup (abakaBup) Nel102/12 Hapymienus HE
«SIpocnaBckas «OTKpBITOE, BBISBJICHEI
roCyJJapCTBEHHAs OAO PaHIOMU3HPOBAHHOE,
MEJMIMHCKAs akaieMus» | «DapMacuHTes», IIEPEKPECTHOE
Mumnsapasa Poccuun Poccus HCCJISJOBAaHHE
150000, r. SIpocnagis, CpPaBHUTEIBHOM
yi1. PeBosroninoHHas, (hapMaKOKHHETHKA 71
.5 OMO’KBUBAIIEHTHOCTH
penapaTroB Omutan
(OAO «®DapmacuHTE3Y,
Poccus) u 3uaren (Glaxo
Wellcome  Operations,
BenmukoOpuTanus)y
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Ne HamMenosanue Hccnenyemebrit Uccnenosanue BEIsBIIeHHBIE
U aJipec MPOBEPEHHOM npemnapar / HapylIeHUs
OpraHu3alui IIPOM3BOJIUTEH
«Hpbecapran JloxnuHrnueckoe He yCTaHOBJIEHA
tabmerexu 300 Mry» HCCJIeIOBAHUE [IEPUOUIHOCTE
3A0 npenapata «HpbOecaptan | mpoBeneHus
«@apmaneBTuyeckoe | tabmeteku 300  Mr» | HE3aBHCHMOM
IPENPUITHE (MHH Hpbucapran), | IpOBEPKH IPOBENECHUS
«O0onenckoey, paspabotannoro  3AO0 | JIKH, a TaKKE
Poccus «DapManeBTHYECKOE IPOLEAypEl  JIOmycKa
IIpEIpUSTHE YIOJIHOMOYEHHBIX
«O6onenckoe», Poccus, | mpeacrasutenei
1o 3akazy «9BO-®apmy, | pazpadoTunka JUTSt
Poccus, U | OCYIIECTBIICHHS
3apPErHCTPHPOBAHHOTO xoHTpons JAKH;
Tpenapara-aHaaora B | oTYeT TPYIIIIEL
o0beME CPaBHUTENBHOH | KOHTPOJIS KAUYeCTBa HE
OCTpPOH ¥ CPaBHUTEIIBLHOM | Ipe/ICTaBIIEH, HE
cyOXpOHHYECKO# BKJIFOYEH B OTYET O
TOKCHYHOCTH, MECTHO- | pesynbraTtax JIKI;
pa3pakaroIero OTCYTCTBYIOT
JIEHCTBHSL. CIeHaIbHEBIE
apXHBHBIC
MIOMEIICHHS JUISt

XpaHEHHs MaTepHAJIOB
HKH;

pazpaboTaHHBIE
CTaH/IapTHBIC
OTIepaIMOHHEIE
TIPOLEAYPHI
OpraHu3anun He
perIaMeHTHPYIOT
omeparu  JIKM B
MIOJTHOM 00BeMe;
OTCYTCTBYIOT
JOKYMEHTBI
METPOJIOTHYECKOrO
KOHTPOJIA
00opy/1oBaHus "
WKy pHAIT
NPO(UITAKTUYECKHX
OCMOTPOB ¥ TEKYIIETO
peMoHTa
obopymoBaHus;
NOMECIICHUS BHBApPHS
HE COOTBETCTBYIOT

TpeOOBaHHAM o
COJIEPIKaHHUIO
YKUBOTHBIX

IUIaH  HCCIIe/IOBAHMS
HE YTBEPKICH
pa3paboTYHKOM;
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No Haumenosanue Hccnenyemsrit Hccnenosanue Brisisiienasie
U aJIpec IIPOBEPEHHOI npenapar / HapyIIeHHS
OpraHU3aIiH IIPOU3BOJIUTENH
HE [pe/ICTaBICHBI
3allACH  IapaMeTpOB
OKPYIKaIOIIEH Cpe/ibl B
KOMHATax
COJIEpKaHUs
JKMBOTHBIX,
CepTU(HKATHI Ha
’KHMBOTHBIX, IKYPHAJIBI
PETUCTpAIHH
COCTOSHHS
JKHBOTHBIX
[IEPBUYHBIE JTAHHEBIE O
MPOBEJICHUH
MPEJCTABIEHE] HE B
TOJTHOM O00BEME;
nposejgenue JIKHU He
o opMIIAIIOCEH
IPOTOKOJIOM
38. | I'BY3 Spocnasckoit [TanonocetpoH, NePALO-10-14 Hapymenus HE
obnactu «ObmacTHas «MHoroueHTpoBOE, BBISIBJIEHBI
JIeTCKas KIHHHYEeCKas «Xencuy Xejckea JBOHHOE cliernoe,
OO0JIBHHUIAY CApy, llIBeitnapus paH/IOMU3HUPOBAHHOE,
150042, r. SIpocnasiis, cTpaTH(UIEPOBAHHOE
Tyraerckoe mocce, HCCIICIOBAHHE,
2T MIPOBOIUMOE B
MapaUIeIbHEIX TPYIINax
JleTeil W TOAPOCTKOB C
[EeNbl0  CPaBHUTENIBHOM
oueHKH d(PPEKTHBHOCTH
U 0e30MmacHOCTH
TIaJIOHOCETPOHA "
OHJIAHCETpOHA pu
OTHOKPAaTHOM
BHYTPHBECHHOM BBEICHHHU
OIS TPeayIpesKICHUs
IIOCIIeoNepanoHHOI
TOIIHOTHEI H pBOTI:I))
39. | MBJIITY «I'opoackas BrisiBiieHHBIE B XO0I€E

JeTCKasA KIIHHHYECKAas
oonpuu@a Ne 4y
654063,

r. HoBoky3Hernk,

yi. lumutpora, 1. 33

peabIAYIIEH
[IJIAHOBOM  IIPOBEPKH
08.10.2013 -
10.10.2013
HapyIICHUS
KIIMHAYECKOM
NPAKTHKH YCTPaHEHbI

HPaBHII
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Ne HaumenoBanue Hccnenyemsrit Hccnenosanue BersaBrieHHBIE
H aJipec MPOBEPEHHO npemnapar / HapYILICHHSI
OopraHu3anuH IIPOHU3BOOHUTEIIb
40. | CII6 I'bBY3 «I'oponckas Brisisiennsle B xoge
OonbaUIIAa No9» peabLIy e
197110, r. CankT- IUTAHOBOK  IIPOBEPKH
[TerepOypr, 24.06.2013 -
up. Kpecrosckui, 1. 18 26.06.2013
HApYIICHUs]  TPABHUII
KIIMHUYECKOH
[IPAKTHKH YCTPAHEHEI
41. | ®I'bYH «HMuctuTyT BeisiBiienHsle B xojie
o0meit u NpebIY IIEH
9KCHEPUMEHTATBHOM IUIAHOBOM  IIPOBEPKH
ouonorun»y CO PAMH 21.05.2013 -
670047, r. Ynau-Yp, 22.05.2013
yi1. CaXbSHOBOI, HAapYIICHHS  TPaBHII
I 6 nabopaTopHOi
IPaKTUKH YCTPaHEHBI
42. | KI'bY3 «Anraiickuii BriaBriennsie B xoje
KpaeBoH LEHTP 110 [IpeABIIy e
npo¢uiakTuke u 60proe [JIAHOBOH  TIPOBEPKH
co CIIM]Tom u 25.09.2013 -
UHPEKITHOHHBIMH 26.09.2013
3a0o0neBaHUAMU » HapylleHWs  TPaBHUII
356010, r. bapuayn, KIIMHHYECKOH
yiL. 5-51 3anmajHast, a. 62 IIPAKTHUKH YCTPaHEHBI
43. | CII6 T'KY3 IIBJI BrisiBiieHHBIE B XOI€E
«JleTckasi ICHXUATPHSY pEeBIAYIIei
um. C.C. Muyxunay IJIAaHOBOHl ~ IIPOBEPKH
197376, r. Cankt- 26.06.2013 -
[lerepOypr, [lecounas 28.06.2013
Hao., 11. 4 HApyIICHUS.  MIPABHII
197376, r. Cankr- KIIMHHYECKOMH
[letepbypr, IPAKTUKH YCTPAHEHBI
yi. Yaneiruna, a. 13a
44. | I'bY3 Tiomenckoi BrigBiieHHBIE B XO[€E
obnactu «ObactTHOM MpEeABLTYIIEH
OHKOJIOTHYECKHI IUTAHOBOH  IIPOBEPKH
JUCTIaHCEP» 29.07.2013 -
625041, r. Tromens, 31.07.2013
yi1. bapHaynbckas, x. 32 HapylleHUs  IPaBUII
KJIMHUYECKOMN
IIPAKTHKU YCTPAaHEHBI
45. | OAO «Banenra BrigBiienHble B X0me
DdapmaneBTHKa» IpeAbITyIeH

119530, r. Mockaa,
yi1. I'enepana Jlopoxosa,
. 18, ctp.2

IUIAHOBOH  MPOBEPKHU
26.11.2013
HApYILICHHUd  IIpaBuil
KIIMHHYECKOMU
MPAKTHKH YCTPaHEHBI
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Bo wucnonnenue pemeHus komnerun PocsgpasHamzopa ot 26.05.2011 ¢ 2012 roma
Poc3npaBHan30poM NpH IIPOBEIEHUM KOHTPOIBHBIX MEPOIPUATHH C/IeJIaH aKIIeHT Ha MPOBEPKY
KJIMHUYECKUX MCCIIEIOBAHUM, OCYIIECTBISEMBIX B LEJNSIX TOCY/JapCTBEHHOW perucrpanuu
JIEKapCTBEHHBIX TPernapaToB.

B 2013 romy mnpokKoHTponMpoBaHO BbINOJAHeHHe TpeboBanuii 30 MPOTOKOJIOB
JOKIMHUYECKUX M KIMHHYECKUX HcchenoBanuii, w3 HuUX 16 (53%) - mekapcTBEHHBIX
MIPeTapaToB POCCUICKOIo NMpOMU3BOACTBA, 14 (47%) - npenapatoB 3apy0eXHOTO MPOU3BOICTBA
(82012 roxy - 47% u 53% COOTBETCTBEHHO).

B Xome mnpoBepok opraHuW3anyii, OCYUIECTBISIOMIMX [POBEIECHUE KIMHHYECKHUX
WCCJIEIOBaHMM, BBIABILIACHE KaK HapyLIEHUs MPaBHJI KIIMHWMYECKOW MPAKTHUKH, JTOMYIICHHBIE
IIPH MPOBEJEHUH OTIEIBHBEIX IIPOTOKOJIOB KIMHUYECKUX HCCIEJOBaHUH, TaK U HapyHICHHS
OpraHU3alOHHOr0 XapakTepa:

- B JEATENLHOCTH KOMHMTETA 110 3TUKe opraHu3anuu — B 13 opranuzanusax (B 2012 roay —
B 2 OpraHu3aIusx);

- y4eTa M XpaHEHHs JICKapCTBEHHBIX IIPEraparoB UCCIEI0BaHUS — B 4 opraHu3anusax (B
2012 rony - B 1 opranuzanum);

- TpeOOBaHHH YTBEPXKIEHHOTO TPOTOKOJA MCCIENOBaHMsA — B 3 opraHusanusx (B 2012
roay - B 3 OpraHu3anusx);

- IOpsaKa IMOJXy4YeHHss MH(DOPMUPOBAHHOTO COTJIACHS TAIMeHTa — B 6 opraHusanusx (B
2012 rony He BBIABISAIKCH);

- TIOpsAAKa BEJCHUs NMEPBUYHON TOKYMEHTALMHM U PETHCTPAIIMOHHBIX KapT MalHeHTa — B 7
opranusanusx (B 2012 roay He BBISBIISINCE).

CTpyKTypa HapyweHU NpaBua KANHUYECKOM NPaKTUKK,
BbIAB/IEHHbIX B XO4€ NPOBEPOK MeAULIMHCKMUX OpraHmM3aLmn

40% 37%

W
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2012 rop
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14% 14%
SR H 2013 rog
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5% 5%
0 0

HapyweHna s HAPYWEHHA yHeTa u OTKAOHEHMA OT HAPYWEHWUA NPy HAPYWEHMANPU  HADYWEeHUA NOPALA
AEATENLHOCTH np np ona dopmup nonyyexnin MC BEAEHMA NEPEMIHON
ITUHECKMX npenapara HCCNeZ0BAHNA MunsgpasaPocom naumemTa AOKYMEHTALUNM

KOMMUTETOB
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B ceMu MeAMIMHCKUX OpraHM3aLUsIX BhISBICHE HAPYIISHHs TpeGOBAHMIA ®enepanbHoOro
3aKoHa ot 12.04.2010 Ne61-®3 «O6 obpalieHnH JIeKapCTBEHHBIX CPEIICTBY: B BYX — B YacTH
HeoOecreueH sl Ha3HAYSHIs COMCCIEN0BATENeH U3 YMCIa Bpadell MeIMIHHCKOH OpraHM3allHH;
B IIATH - OTCYTCTBOBAIIH HU3BEIIEHUs (he/IepalbHOrO OpraHa MCIIONHUTEIBHOM BIACTH O Hadale
IPOBENAECHHUS KIMHUYECKHUX HCCIIETOBAHMIA.

B 2013 rony 6bumn 3auKcHpoBaHbI He BBISBISIBIIMECS PAHEE HAPYIICHHS YCTAHOBJIEHHBIX
TpeOOBaHUMH, B YACTHOCTH, MpPABHMJI AKKPEAUTALMHA MEIUIAHCKHIX OpraHu3alldii Ha TIPaBoO
IpOBE/ICHNsT KIMHUYECKUX HCCICOBAHWA JIEKAPCTBEHHBIX IIPETAPATOB Ul MEJULUHCKOTO
[IPHMEHCHU, YTBEPK/JCHHBIX TocTaHOBIeHueM [IpaBurenscrtBa Poccuiickoit ®enmeparuu ot
03.09.2010 Ne683.

Heorsemiemast cocrasisiromas mpoBepkd - OLEHKA AESTENTHHOCTH COPMHPOBAHHOTO B
OpraHu3aliid KoMuTeTa no stuke. B 2013 romy mnpokoHTponupoBaHa [esTETBHOCT 35
opranusanui, B 2012 rony - 22 opranusanmit. Hapymenus npaBuil KITHHHYECKOH [IPaKTHUKH B
ACATEIBHOCTH KOMMTETOB 10 THKe B 2013 romy Obumi 3aduxcupoBansl B 13 opraHmzanmusx
(37%); Torma xax B 2012 rogy — Tosbko B 2 mM3 22 OpraHM3ALUA (9%), T.e. BBIABIAEMOCTH
HapyLICHUH B JIESTEILHOCTH KOMUTETOB II0 STHKE B OTYETHOM IEPHOIE MOBBICHIACH HA 28%.

Pe3yabTaThl IPOBEPKH AeITEILHOCTH 3THYECKUX KOMHTETOB OpraHM3anuu
2012104 2013101

37%
W BLIABNCHH! HApYIICHIA W BBUABICHBI HAPYLIEHIA

. 0,
@ne suABnens napymenna  63% B¢ BHIABICHE! HAPYIICHILA

ITo pesynpraTam mnpoBepok BbAaHo 20 mpeamucanuii 06 yCTpaHEHMH BBISBICHHBIX
HEJ0CTaTKOB, MPOKOHTPOIUPOBaHO ucnonHenue 10 mpeamwcanwii, 10 Haxoadarcs B cTaguu
YCTpaHEeHHUs B COOTBETCTBUH C TIAHAMH MEPOIIPHUSITHH 110 YCTPAHECHHUIO HAPYILIEHHUHA,

He mperncraBuiock BO3MOXHBIM OCYIIECTBHTH IPOBEPKH OJHOTO W3 pPa3pabOTUUKOB
nekapcTBeHHbIX mpernaparoB (OAO «®apmacuHTe3»): opraHu3alus B CPOKH IPOBEIEHHS
BHEIUIAHOBOW JIOKYMEHTApHOM MPOBEPKH He MpPEACTAaBHIIA 3alpallidBaeMble JOKYMEHTHL Bbil
COCTaBIICH IIPOTOKOJ 00 aJIMHHHCTPAaTUBHOM MpaBoHapyumieHud o c1.19.4.1. 4.2 KoAIl P®,
HaIIpaBIIEHO 3asBJICHHEC B CyJ O [PHUBICYCHUH J[JAHHOTO OPHAUYECKOrO JIMIA K
aIMHUHUCTPATUBHOM OTBETCTBEHHOCTH; MaTE€pHalbl NPOBEPKU HalpaBieHbl B MUHHCTEPCTBO
3apaBooxpanenus Poccuiickol Menepanuy 1 oprasbl IPOKyparypsl o MpKyTckoii 061acT.

Pe3yneTaThl KOHTPONBHOH HEATENFHOCTH B cdepe KIMHUYECKUX HcciaeqoBaHuit B 2013
TOAy €XEKBapTalbHO pa3Melanuch Ha odHuuuansHOM caiite PocsmpaBHagszopa B ceTH
Wurepuer. CeeneHns BKIIOYNd HHOOPMAIMIO O MPOBEPEHHON MEIUIMHCKON OpPraHU3aliK U
NEPEYHEe BBISBICHHBIX HAPYIMIEHHWH IMPAaBUJI KIMHHYECKOH IPAKTHKH C YyKa3aHHEM JIHI,
JOIYCTUBIIMX YKa3aHHBIC HAPYIICHHMS.

Ilpu BbisBIeHHM TPYOBIX HApyIICHWH NpPAaBHI KIMHAYECKOH IPAKTHKH pPe3yJbTaThl
IPOBEPKH HANPABIIANIUCh B apeC OpraHU3aluii-pa3paboTUUKOB JIEKAPCTBEHHBIX IMPENapaTros
(YIIOITHOMOYEHHBIX MMM JIMII), TIPU TIPOBEJECHHU WCCIENOBAHUNA KOTOPHIX OBUIH IOMYIIEHEI
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nofo6Hble HapymieHusi. Dopmar HampasisieMbIX CBEICHHM BKIIOYAl B cebs JaHHBIE O
JIOKYMEHTaX, IPeICTaBIEHHBIX /ISl POBEPKH OTBETCTBEHHBIM HCCIEIOBaTEleM, MOAPOOHOE
OTIMCAHHWE BBISBIECHHBIX HAPYIIEHWH CO CCBUIKOM Ha COOTBETCTBYIOU[ME HOPMATHBHEIE
IIPABOBBIE AKTHI, ITOJIOKEHUS KOTOPHIX HAPYIIIEHEI.

Kpome storo, mosuuusi Poc3mpaBHamzopa 1Mo BOIpocaM HAJIEKAIIETO [POBEIEHHMS
KITMHAIECKUX/NOKIMHUYECKUX UCCTIEOBAHUI JOBOIUIIACH [I0 CBEIEHHSI CYOBEKTOB 00paIeHus
JIEKapCTBEHHBIX  CPEeACTB B  paMkax MexayHapogHoit  koHdepenuuun  «KadecTBo
JICKAPCTBEHHBIX CPEACTB M MEIUUMHCKUX u3fenuit. CoBpeMeHHbIe TpeOOBaHUS M ITOAXOJIBDY,
VI Beepoccuiickoil HayqHO-TpakTU4Ieckoit koHpepennun « MeaunuHa u kadectBo 2013» u 1-m
MexayHapoagHoM Meponpuatud MHcrutytra Anama Cmuta «KnuHuueckue ucclneqoBaHUS B
Poccum».

B memsx MoBbIIEHMS KayecTBAa TPOBENEHHUS MNOKIMHHYECKHMX W KIWHHYECKHX
HCCIEIOBAaHMM M KOHTPOJA 3a HUX IpoBeneHWeM B 2013 romy COTpyAHUKH LEHTPAJILHOTO
anmapata Poc3ipaBHaj3opa NOpuHATM yd9acTHe B MEPOIPUATHUAX, OPTraHH30BaHHBIX
3apyOeXXHBIMH DPEryJIITOPHBIMH areHTCTBAMH, B YaCTHOCTH, YTIPABIECHMEM II0 KOHTPOIIO
KayecTBa NHINEBbIX NPoAyKToB M JekapcrBeHHBIX cpenctB CIIA (US FDA), Esponetickum
MeIUIMHCKUM areHTcTBoM (EMA) 1 VrpaBieHueM o KOHTPOJIIO JI€KAPCTBEHHBIX MPENapaToB
¥ MeauuHCKoH TexHuku (PMDA, fnonus).

B 2013 roxy PocsnpaBHan3opoM MPUHATO ydacTHE B MEPOIPHUATHAX IO MOATOTOBKE K
BerymieHuio Poccuiickoit @enepanmm B Opranuzauuio EBpomneiickoro CoTpynHuuecTBa
Paszsutus (O9CP) u Boinonnenus HanmoHansHOM TPOrpaMMBbl peai3aliy IPUHIMIIOB TTPaBHIT
Hajuiexamelt abopatopHoit mpaktuku ODCP (HJIII O3CP), Briouas MOJrOTOBKY
POCCHHCKUX HHCIEKTOPOB M MCIBITATEIBHBIX IEHTPOB B yKa3zaHHOW cdepe AesSTeTbHOCTH.
CotpynuHuku Poc3apaBHaizopa NpUHSIM y4acTHe B MEPONPUATHUAX B paMKaxX MMOATOTOBKH
uHcnektopoB HJIIT OOCP (Bxirouass MHCHIEKIIMOHHBIE BU3UTHL B POCCHUHCKHE UCIBITATEIBHbIE
LEHTPBl, OCYLIECTBIAIOIINAE HEKIMHUYECKHE J1abopaTOpHbIE HCCIEJOBAaHUA OOBEKTOB,
COAEPKAIUXCS B JIEKAPCTBEHHBIX CPEACTBAX MJI1 MEIHMUMHCKOTO TNPUMEHEHHS); YeThIpe
¢ummana ®I'BY «MHDOpMAITHOHHO-METOIMYECKHM [EHTP IO 3KCIIEPTHU3E, YUETYy W aHallu3y
oOpameHust CpeAcTB MEJUIMHCKOr0 mnpuMeHeHusi» Pocsapasramzopa (rr.  Mockaa,
Kpacuosipck, Poctos-Ha-/lony, Cankr-IleTepOypr) OBIIH BKIIOYEHBI B IPOrpaMmy
MoOHHTOpHHIa cooTBeTcTBU npuHiunaM HJIIT O3CP.

Tpu ucneitatensubie naboparopuun PI'BY «MMIIDYAOCMII» Poc3npaBHamzopa (B
rr.Kpacnosipck, Pocto-Ha-/lony, Caukr-IletepOypr) B Hos0pe-nexadpe 2013 roxa mpouuiu
HE3aBUCUMBIM ayAUT COOTBETCTBHSA NPHHIMIAM Hajexaled 1abopaTOpHOH IpPaKTHKH,
OpraHu30BaHHBIN MHUHUCTEPCTBOM 3KOHOMHYECKOro pasButus Poccuiickoit enepauum.

Poc3gpaBHagzop B cocraBe jpenerauuu I[IpaButenbctBa Poccuiickoit @Depeparuu
y4dacTBoBal B 3acefanusix PabGouelt rpymmer ODCP (r. IMapwx, @panuusg) mo Bompocam
npucoenuHenus Poccuiickoit @enepannu K JaHHONH OpraHU3allii.

69




4. toru paGoThl 10 MOHHTOPHHTY 0€30IaCHOCTH JIEKAPCTBEHHBIX
NpenapaToB, HAXOASIIIHXCH B 00palleHHN HA TEPPUTOPHH
Poccniickoiit ®egepannn, # MOHUTOPHHTY G€30MACHOCTH
MeAMIMHCKHAX u3aeauu 3a 2013 roxa

4.1. MonuTopunr 06e30NaCHOCTH JIEKAPCTBEHHbIX NPENapaToB, HAXOASINHXCH B
oOpamenuu Ha TeppuTopuHu Poccuiickoii ®enepanumn.

B 2013 roay PocanpaBHanzop n0OWIICS MOBBILIEHHS COOOIIAEMOCTH O HEXeIaTeIbHBIX
peaKlIMAX JIEKapCTBEHHBIX CpeacTB. [Io cpaBHeHwro ¢ 2012 rogoM KoJM4eCTBO COOOIIEHHH O
npobiemax 6€30MacHOCTH JTeKapCTBEHHBIX TIPENAapaToB BO3pocio Ha 25%.

B meprox ¢ 01.01.2013 mo 31.12.2013 B ABTOMATHU3MPOBAaHHYIO HH(BOPMALMOHHYIO
CUCTEMY (AHC) Poc3npasHanzopa MOCTYITHIIO 7} paccMOTpEHO
17 271 cooOuieHne o0 TMOGOYHBIX HEHCTBUSX, CEPhE3HBIX HEXEATEJIbHBIX peaKIUsiX,
HENIPEIBU/ICHHBIX HEKENATEIbHbIX PEAKLHUAX U JIHM30/aX TepaleBTHYeCKoi HeahheKTHBHOCTH
JIEKapCTBEHHBIX MPEnapaToB.

B 2013 rony PocsnpaBHagsopoM mpogomxeHa paboTa MO MOHHTOPHHTY HAy4HOM
npecchl, mybnukanuid BceMHpHOM opraHu3aluyu 31paBOOXPAHEHMS M pelLIeHHT BEIYLLIUX
3apYOCKHBIX PETYNSTOPHBIX areHTCTB B C)epe 0OpalIeHHs TIEKAPCTBEHHBIX CPEICTB C LENBIO
BBIABJICHUS. HOBBIX JQHHBIX O 0€30IaCHOCTH JIeKapCTBEHHBIX IPENapaToB, PaspelleHHBIX K
MEIUIMHCKOMY NpUMeHeHHI0 B Poccuiickoii @eneparun.

20000 B /INY (PernoHanbHbie LeHTPbI)

15000 % bapmkoMNaHma

10000 5955 VT O —
MOHUTOPUHTa

¥ Poc3aipasHapsop (LIA)

2008 2009 2010 2011 2012 2013
Hunamuxa nocmynnenusn 6 Poczopasnadzop coobuenuii o HexcenamenvHoix peakyusax u

0COBEHHOCMAX 63aUMOOETICMEUS, NPEOCMABNAIOUUX V2PO3Y IHCUSHU U 300p08bI0  YenoeeKd

NIeKAPCMBEHHbIX NPENnapamos, 3ape2ucmpuposanivlx Ha meppumopuu Poccuiickoii @edepayuu
(6 2009 — 2013 22.)

70




bepepansHbii PocsapasHagsop
(LLA); 1413; 8%

UeHTp
MOHUTOpKUHra; 8; 0%

efuLMHCKUE
opraHusaLui u
pernoHansHble

DapmrOMNaHUK; ueHTpbl; 8478; 49%

7372; 43%

Pacnpedenenue coobwenuii 0 HexcenamenvHulX — pPeaKyuax, HNOCMYNUBUIUX 6
Asemomamuzuposanrnyto uHgopmayuounyio cucmemy Poczopasnadzopa & 2013 200y, no
OMNpasUMENIM

N3 obmero uucia coobmennit 57,3% MOCTYyNHIO OT MENULMHCKHMX OpPraHU3alMHi U
EHTPOB  KOHTPOJS  KayecTBa JIEKAPCTBEHHBIX  cpenctB, 42,7%  coolumieHuil  oT
(hapMalleBTUYECKHUX KOMITaHWH (pa3paboTyMKH, MPOU3BOLUTENM JIEKApPCTBEHHBIX CPEJCTB, a
TaK)Xe UX YIIOJHOMOYEHHBIE IPEICTABUTEIIH ).

HauGosnbliiee 4ucio cOOOMIEHHI O HeXeNaTeNIbHBIX PeakIHix ObUIO Mpe/CTaBIeHO B
Poc3npaBHam3op cyObekTaMu oOpalleHHs JIeKapCTBeHHBIX cpelacTB TI. MockBel (2531
usBenieHue), CBepmioBckoi (986 u3Bemienuii), Actpaxanckoi (618 usBeuienuit), [IckoBckoi
obnacteit (747 cooOmenwuii), Anraiickoro (903 wusBemenus), Kpacnosipckoro kpas (507
COOOMIEeHHH).

Coobmaemocts 0 HexeaatedbHbIX peaknuax JIC B cydnexkrax Poccuiickon
®enepanuu B 2013r.

OO11ee KOTUYECTBO COOOIIEHUN (JTHIEPHI):
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Coobienuit na 100 Thic. Hacenenus (uaepsl):
(B cpenneM mo P®-9.2)

120

Cpenu ¢dapmaneBTHYeCKHX MPOM3BOAUTENEH HaMGONIbIIee KOMMYECTBO COOBIIEHHIH O
HEXCNATeIbHBIX PEAKIMAX MO-IPEeKHEMY HAlPaBIAeTCs MPEeJCTABUTENLCTBAME H JI0UYEPHUMU
NPEATPUATHAMHE MEXIYHAPOIHBIX HWHHOBAIlMOHHBIX (GapMalleBTHYECKHUX KoMmauuii — 3A0
baitep, Canopu-Asentuc ['pymn, @. Xodpdmann-JIn Pow Jlta, Jlaboparopuu Cepsbe, OO0
MCJ| ®apmacerotukans, I'makcoCmutKusiin, Uncen ®apma, Acrtpa3eneka, 3A0 Cannos,
Sncen @apmanestuka HB, OO0 Aucra, OO0 Bpucron-Maitepc CkBuGO.

W3 poccuiickux npousBoguTeNeil HanboIbIee YUCIIO co0OIEeHuH HanpasieHo - OLVII
HIIO Mukporen, OAO Axpuxun, 3A0 @apm®upma Cotekc, 000 Pychux.

m baitep

m CanofuABEHTHC rpyn

o 9. Xodpdmans-Jia Pow fita,

m 3A0 MrascoCuuTRansiin Tpeidauar

= MO ¢apmacsomikanc

m NaGopaTtopii Cepese

m Actpadenesa IOK Munmuteg

m bpucroa-Maitepc Ckanbb
18% = UMICEH @APMA

o Arkon QapmMaLieETHRa

o Auccen @apmayesika HB

w HoBO Hopauck

= Canpnos

m KPKA
3au Mwran Boctor CA.
m OV "HNO "Muxpores" (<1%)
= Axpuxitn @apma (<1%)
3AD “@apm@upma "CoTerc" (<1%)

Nposne (menee 200 coobuienmit)

Pacnpedenenue coobwenuii o nesxceramensuvix peaxyusx, nocmynuswux é 2013 200y (no omnpasumenam)
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AHanuz cooOmeHui, noctynuBmux B AMC PocsnpaBranzopa B Teuenue 2013 roja,
[0Ka3aJjl, 4T0 Haubosee PacpOCTPaHEHHBIMH HEXKENATeTbHBIMU PEAKLUIME IIPH [IPUMEHEHHH
fICKapCTBEHHbIX TIPEIapaToB IO-NPEXHEMY OCTAIOTCS alIePrUYeCcKHe PeaKiu, HHMOPMALHUS O
KOTOPBIX cozepxanack B 21% coobmenuit. B ocHoBHOM, pa3BuTue AIIEPTUYECKUX PEaKIUi
OBUIO OOYCIOBIICHO NPUMEHEHHEM aHTHOAKTEpUATBHEIX IIPeNnapaToB He(anoCcIIOPHHOBOTO,
[ICHALAIIMHOBOTO U (DTOPXMHOJNIOHOBOTO psima. CreyeT oTMeTHTs, uyto B 2013 roxy
HECKOJIBKO ~ BO3pOCJIO  KOJIMYECTBO  COOOLIEHMI O HEJOCTATOYHON TepaleBTUUECKO
5(Q(QEKTUBHOCTH JIGKAPCTBEHHBIX TPENApaToB W coctaBwio 12,6% oT obmero umeia
cooOuwennid. B memom crpykTypa pacmpeneneHHs HeXenaTelbHbIX peakuMi 110 BeayIei
KIIMHUYECKOH CHMITOMATHKE COOTBETCTBYET JAHHBIM OTEYECTBEHHOM U 3apy6esKHOi Hay4YHOH
JTUTEPATYPHI.

Cpenu  papmakoTepanmeBTHUECKHX TIPYIN MO KOIMYECTBY COOOIIEHHM IJHAUPYIOT
aHTUMUKpOOHble — mpemapaTsl  (32%), JeKapCTBEHHbIE MpENapaTs, BIMAONHE  HA
cepaeuHococyaucTyio cucremy (18%). B 3HauuTensHON cTemeHM 3TO  0OYCIIOBIEHO
[IPOBCICHUEM AKTHBHOI'O MOHHUTOPUHIA HEXKENATENbHBIX peaKklui Ha AaHTHKOAryJIsSHTHBIE
Npenaparel, MNPOBOAMMOIO KOMIAHUAMH-TIpou3BoauTesiMd. B 2013 romy yBemwumiocs
KOJIMYECTBO COOOIIEHMH O HEXENaTeNbHBIX peaklUsX Ha JIEKAPCTBEHHBIE CPE/CTBA,
IIPAMEH]AEMbIE B  TPACIUIAHTOJIOIMK  (TAaKPOJIMMYC, IMUKJIOCIOPHMH), 4YTO CBS3aHO C
CHHOHUMHYECCKUMH 3aME€HaMH NpernaparToB 3Tux rpynn B 2013 roay.

Kpome Toro, cuemyer OTMETHTh yBEJMYEHHE 4YHCIA KOMIIAHUH-TIPOM3BOMUTENEH,
MPOBOANIMX HAOJIOATE/NbHBIE HCCIESIOBAHKS M AKTHBHBIM MOHMTOPMHI HEXeIaTelbHbIX
peaKUid Ha BBITYCKAEMBIE JIEKAPCTBEHHBIE Mpenaparsl, 4TO OO0YCIaBIMBAET POCT YHCIIA
co00Imenu# (KOHTpaleNTHBHEIE MPerapaThl, AHTUKOATYJISIHTEI, IPOTHBOOITYXO0JIEBEIE CPEICTBA,
IIpEenaparhl Jjs TEPAIUU 0XXHUPEHHUS).

ITo uToram ananusa cooOIIEHUH O HeXKeTaTeNbHBIX PeakusiX U MEPHOANYECKUX OTIETOB
1o 6e30MacHOCTH JIEKAPCTBEHHBIX IMpENaparoB Poc3paBHAN30pOM HampaBjieHo 26 IHceM B
MunuctepcTBo 31paBooxpaneHust Poccuiickoit @enepaiu ¢ [ETBI0 PACCMOTPEHMST BOIIPOCa
BO3MOXHOCTH TPHUHATHA PELICHUH O BHECEHUH U3MEHECHUHA B MHCTPYKIUIO, IPHOCTAHOBICHUHI
IPUMECHEHHUS, U3BATUU W3 OOpalleHMs WM BO30OHOBICHWH IPUMEHEHHs JIeKapCTBEHHEIX
IpernaparoB B CBA3H C BBIABICHMEM HOBOM HH(opMaiuu 1o 6Ge3omacHocT. HampasieHnsie
n¥chbMa 3aTpardBali BOIPOCH oOecredeHus: 0Ge30MaCHOCTH JIEKAPCTBEHHBIX IIPENapaToB
UMPOTEPOHA, THAPOKCUITUIIKpAXMana, (PTOPXMHOJIIOHOB, KETOKOHA30JIa, CTPOHIMS paHelaTa,
XOJIMHA alb(oclepara, napalneTaMoia, TaKpoJIUMyca, IUKIOCIOPUHA, TUKI0()EHaKa, BaKI[MH
[enrakcum u Mudantpuxc I'ekca, a Takke BakWH, WCIOIB30BAHHBIX JUISi UMMYHHU3ALUN
HaceseHus B pamkax Hanuonanbnoro xaneHmaps npoduiakTuueckux npuBuBok u Kanenmgaps
NPOMHUIAKTHIECKHX MPHBHBOK MO SIHAEMHYECKAM IOKA3aHUAM, yTBEPKIEHHBIX MPHKA30M
Munzgpasa Poccun ot 31.01.2011 Ne51m.

B CBsI3M ¢ BBIABICHHEM HEXEIATeNbHBIX PEaKIUii, IOTEHIIMAIBHO CBI3aHHBIX C KAY€CTBOM
JIEKapCTBEHHBIX CPEACTB, OPraHM30BaHA 3KCIEPTH3a KadecTBa 45 cepuil JeKapCTBEHHBIX
npenaparoB. [lo pesynbraTam 3KCHEepTH3BI KaueCcTBa MPUOCTAHOBIEHO obpamieHue 4-X cepuii
JIEKapCTBEHHBIX IIPENapaToB.

B mpouecce wucmonHeHus Poc3gpaBHam30poM  roCYHapCTBEHHOM (DYHKIMH IO
MOHHUTOPHHI'Y 0€30IIaCHOCTH JIeKapCTBEHHBIX IPENApaToB, HAXOAAIIMXCS B OOpallleHWHd Ha
Tepputopun Poccuiickoit ®enepanuu, Ha caiite PenepanbHoil ciy 6sl 0 Hag30py B chepe
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C KaX/(bIM rOIOM YHCJIO MOCTYMAMKX B POc3aApaBHan3op NepUOAHUYECKUX OTYETOB IO
0e30MacHOCTH JIeKapCTBEHHBIX MpenapaTos Bospacraer. B 2013 roxy B ®enepansHyro ciyx6y
no Hag3opy B cdepe 3apaBooxpaHeHHs mocTymwio 2174 mepuopMyeckux oTdera IO
0e30MmacHOCTH 3aperiuCTpUpPOBaHHBIX B Poccuiickoit Meepaniu JIeKapCTBEHHBIX MIPENapaTos,
410 Ha 8% Gonsbire yem B 2012 roxy.
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Junamuxa nocmynnenus ¢ Poczopasnaozop 6 2009-2013 z2. nepuooduueckux omuyemos
no be3onacHocmu JN1eKapCmeeHHbIX Npenapamos, 3apecUcmpuposaHHbiX HA Meppumopuu
Poccuiickoti @edepayuu

B 2013 romy Poc3apaBHanzopoM yTBepxkaeHB MeTOAHYECKHE PEKOMEHIALMU 110
MOATOTOBKE Pa3spabOTYMKaMH M IPOM3BOAUTEISMY JIEKAPCTBEHHBIX NPENapaToB, HAXOMAIIMXCS
B oOpaiieHud Ha Tepputopun Poccuiickoii ®Denepaiyu, NEPUOAUYECKHX OTUYETOB IO
0€30I1acHOCTH JIEKapCTBEHHBIX IPENapaToB, OCHOBaHHBIE Ha TPeOOBAaHHUAX POCCHICKOro
3aKOHOJATENbCTBA B c(epe MOHUTOpPHHTA Oe30MacHOCTH JIEKAPCTBEHHBIX CPEACTB M
pekomMeHnanusix Pykosoactsa MexayHapoaHOH KOH(MEPEHIMH 10 TApPMOHU3AIHH 110 (GopMaTy
ITOBJIII (ICH E2C).

ITogrorosnensr mnompaBku B DexpepanbHblii 3akoH oT 12.04.2010 Ne61-d3  «O6
OOpallleHNM JIeKapCTBEHHBIX CPEeICTB», HAINPABJECHHBIE HA 3aKOHOJATENHLHOE 3aKperuieHHe
OTBETCTBCHHOCTH JI€pXKAaTe€lled  PEruCTpPallMOHHBIX  YIOCTOBEpPeHHH 3a  0€301acHOCTh
JIEKApPCTBEHHBIX IIPENapaToB, BBOAMMEIX MMM B I'pa)XIaHCKUH 00OpOT, a Takke IONPaBKH B
KoAll, ycranaBnuBaronife 0TBETCTBEHHOCTH JiepKaTelieil perHCTPAHOHHBIX Y0OCTOBEPEHHUI 1
CIIOHCOPOB KIIMHHYECKHMX HMCCIEJOBAHMN 3a HapylleHUs TpeOOBaHU K MOHHTOPHHTY
0€e30I1aCHOCTH JIEKapCTBEHHBIX CPEJCTB.

[Ipexne Bcero, mpejanaraeTcsi yCTaHOBHTHh 3aKOHOAATENbHBIE TpeOOBaHMS K OAa30BBIM
DIIEMEHTaM CHCTEMBI MOHMTOPMHIA O€30MacHOCTH JIEKApCTBEHHBIX CPEICTB B KOMIIAHUSX-
JepKaTesIsiX PeruCTPAllMOHHBIX YIOCTOBEPEHUH M CIIOHCOpPAxX KIMHUYECKHUX HCCIeoBaHH (B
4acTH TpHeMa, oOpabOTKM U aHalM3a CHOHTAHHBIX COOOLIEHWM W HHOM WH(OPMAILMH IO
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0€30I1aCHOCTH JIeKApCTBEHHbIX [IpenapaTroB, a TakKXKe HANpaBIIEHWS JAaHHBIX CBEICHHH B
Poczapasuamzop).

IlpemyiorxeHHbIe TTOMPABKY TPE/yCMATPUBAIOT BOZMOYKHOCTE y4acTHsI TTOABEJOMCTBEHHBIX
OKCIEPTHRIX opraHusauid PocsjgpaBHaj3opa B MpOBEAEHWH MOHHTOPHHIA 0€30IaCHOCTH
JICKapCTBEHHBIX IMPENapaToB, a TaKXe MNPEIyCMaTPUBAIOT 3aKOHOAATENIbHOE 3aKperlICHHE
BO3MOXHOCTH y4acCTHsl PErHOHANIBHBIX ILIEHTPOB B IPOBEACHHHM MOHUTOPHHIA O€30IaCHOCTH
JICKapCTBEHHBIX CPEACTB B IIOPsIKE, KOTOPHIA OyAeT OmpeJeleH B COOTBETCTBYIOIIHMX
MO/I3aKOHHBIX HOPMATHBHO-IIPABOBBIX AKTAX.

4.2. MOHHTOPHHT §6€30aCHOCTH MEAHIHHCKHX H3/1e/IHii,
HaXoJsIHXCsA B 00pamenuu Ha TeppaTopun Poccuiickoii Peaepanun

BerynuBmumii B cuny ®@epepanbHbiid 3akon ot 21.11.2011 Ne323-®3 «O6 ocuoBax
OXpaHBbl 370pOBbA TpaxngaH B Poccuiickoit ®enepanuu» BMEHHI B  00S3aHHOCTH
NPOM3BOAUTENSIM W  CICMHAIMCTAM 3/IpaBOOXpaHeHHs coolbmare B Poc3mpaBHamsop o
MOGOYHBIX JICHCTBUAX, HE YKa3aHHBIX B MHCTPYKLHH 110 NPUMEHEHHIO HIM PYKOBOJCTBE I10
SKCIUlyaTallil MEIULUHCKOrO H3JEIHsA, HEXEJATeIbHbIX peakiUid IpH ero MPUMEHEHHH,
OCOOEHHOCTEH B3aUMONEHCTBHS MEIUIMHCKMX M3NENMA MeXay coOoil, (GakToB wu
00CTOATENBCTB, CO3AOIIUX YIPO3Y JKH3HH ¥ 3I0POBBIO MPAXKIAH U MEMIMHCKHX PAOOTHUKOB
IIPY IPUMEHEHHUH U IKCIUTyaTal[il MEAUIIMHCKUX H3IEIIHM.

Ilo pesynprataM paccMOTpeHUs HHQOPMAIUH O CEPhE3HBIX U HENPEABUICHHBIX
MOOOYHBIX JEHCTBHAX, BBISBISEMBIX @PH WX [PUMEHEHUM MENMIMHCKMX W3JeNHi,
PocsnpaBHamzop BHpaBe NPUOCTAHABIUBATE OOpAlIEHHE W3AENIUM JUIA JOIOJHUTENHEHOTO
KOHTPOJIA MX KavecTBa OS(QQEKTHBHOCTH M 0€30MacHOCTH, W3bIMATh U3 OOpaleHus
NOTEHIIMATBHO OINACHBIE MEIMIMHCKHE W3JENUs, a TakXe OTMEHATh MX T'OCYHapCTBEHHYIO
pPErucTpanmio.

BHenpenne B IpakTWKy CTaHIAPTHU3UPOBAaHHBIX MEXaHHU3MOB cOopa U aHaiuu3a
uH(OpMaIUK 0 6€30IIaCHOCTH MEUIMHCKUX U3/IETHH TO3BOJIMIO TIPENOTBPATHTE IPUMEHEHUE
MOTCHI[HAIBHO OIACHBIX HEKAYECTBEHHBIX MEIULMHCKHUX H3Jelud. 3a OTYETHBIH NEPHOJ B
uHbopManuoHHsli  pecypc AUC  PocsapaBHam3opa  «MOHUTOPHHI — G€30MACHOCTH
MEIMIMHCKUX W3Aenui» noctynuio 341 cooOmeHne O HEOIarompHUATHOM COOBITHH
(vHOUAEHTE)/pUCKe UHIUICHTA [IPU IIPUMEHEHUH MEAMIIMHCKOTO M3/IEIIHS.
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Konuuecmeo coobwenuii o nexcenamenvholx peakyusx npu PUMEHEHUY MEOUYUHCKUX U30eul,
nocmynueuiux 6 AHC Poc3dpasnadzopa 3a 2013 200

B pamkax paccMOTpeHHs NOIy4YCHHOM MH(OPMAIMH O CEPBE3HBIX W HEMpEIBHICHHBIX
WHIMACHTAX TPH NMPUMEHEHUH MEIMIUHCKHUX W3JIENHH BO MCIIOJIHEHHUe NpHuKka3za MuH3gpasa
Poccun ot 14.09.2012 Nel75H «OO yTBep)xAeHHH TOPSIKA OCYIIECTBIECHHS MOHHMTOPHHTA
0e30macHOCTU MEIMIMHCKUX U3Ienuit» (3apeructpupoBad Munroctom Poccum 25.12.2012
Ne 26356), B ienisx OLIEHKH yTPO3BI )KU3HH U 370POBBIO TPAXKIAH M MEAUIHUHCKHAX PAOOTHUKOB,
UL TPUHATHSA ~ pPElIeHWs O  JlalbHeimieM  oOpalleHHH  MEAWIHMHCKOTO  U3JIEJIHs
PocsnpasHanzopom ObiI0 HampaBieHo 30 3arpocoB MPOM3BOAMTENSIM HaHHBIX MEIMI[MHCKHMX
H3JIEJIMA 0 HEOOXOAMMOCTH TIOATBEDKACHHS WM ONPOBEPKEHHS ITOJYYEHHBIX CBEICHHUN U
NPEACTaBIICHHs COOTBETCTBYIOIIEN HH(POPMALIMH 110 U3JI0KEHHBIM B COOOIIEHUH (DaKTaM.

B orHOmEeHNMH 8 HAaMMEHOBAHUM MENWIMHCKHUX H3JENHil M0 Pe3y/IbTaTaM MOHHUTOPHHIA
GesomacHocTH Poc3ipaBHA30pOM HAYATEI KOHTPOJILHO-HA(30PHEIE MEPOIPHATHSL.

Ilpu BbIsIBIeHHM MpobieM 0e30MacHOCTH MEAWIMHCKAX W3IENHN 32 NpejeaaMu
Poccuiickoii ®enepanun B IeIsIX oOecleueHHs 3allATHl JKA3HM M 310POBbS HACENICHHSA
Poccuiickoit @enepamuu, B 2013 romy Poc3gpaBranzopom 6buto HanpasieHo 384 3ampoca
[IPOU3BOAUTEIISIM H3JIEJIMM I10 BOIIPOCY BBO3a JAHHBIX MEJUIMHCKUX u3nenuil B Poccuiickyio
De/epalyio, pelleHHH KOMIIAHUM 110 MX JalbHEHIIEMy OOpAIIEHHIO, 4 TAKKE MEPOIPHATHSX,
PEeNPHHUMAEMbIX [IPOU3BOJUTENIEM MEAUIMHCKOTO H3JEIHS HIH €ro YIIOJHOMOYEHHBIMU
NPE/ICTABUTENAME 110 00ECHIEYEHUIO O€30IIaCHOCTH PUMEHEHHS YKA3aHHOM IPOAYKIIHH.
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Pacnpedenenue coobuenuil o nedicenamenbHoix peaKyusx MeOUYUHCKUX UZ0CNUL, NOCHTYNUBUIUX
6 Aemomamusuposanmyio ungopmayuonnyio cucmemy Poczopaenadsopa e 2013 200y, no
OmMnpasumenim

OcHOBHBIMH TTpOOIEMamMi 0e30MaCHOCTH MEAUIUHCKUX M3Je/Uil, BEISIBICHHBIMA B 2013
roay ObLIH:

» aJUleprudeckue peakuuu (He3sMH(HUIMpPYIOIIMe pACTBOPHI KOHTAKTHBIX JIHH3,
XUPYPTrUYECKHE [IEPUATKH, CTEPUIIBHBIE KOMIUIEKTEI O€lbsl, CIIUPTOBEIE CallhETKH);
HapyIIeHHe CTEPHUIIBHOCTH CTEPUIIBHBIX MEIMUIMHCKUX U3MeNuii (KaTeTepsl);
omnOKM  M3MepeHui  BciexcTBue — AedeKTOB  KadecTBa  (TIIFOKOMETPBI,
0 TanBEMONOTHYECKHEe U3MEPHUTENBHBIE TPUOOPHI);
paspyuieHHe [IPH KCII0JIb30BAHUH (TUIICOBBIE JIAHTEThI, U3ENHS ISl OCTEOCHHTE3a);
HapylleHue QUKCAUU K Koxe (JIEeHKOIIacTIpH);

OTKa3 B paboTe (KapAuOCTUMYIISITOPEI);

BOCHAJIUTENIbHAsA PEAKIMsl HA UMILIAHTAT (PacTBOPHI THAIYPOHOBOM KHMCIOTEHI IS
BHYTPHCYCTaBHOI'O BBEICHUS, HHTPAOKYJISPHEBIC JTMH3EI),

JMCIOKAIM UMILIaHTaTa (M3/1eNus I OCTEOCHHTe3a, BHYTPUMATOYHEIE CIIHPAIIH,
CTEHTBHI);

HapyIlIeHWs TEePMETHYHOCTH U3JeNuil (KOHHEKTOpBI, KATETepPhl, MaHXKETEL
SHIOTpaxeallbHbIX TPYOOK);

HEBO3MOXXHOCTh ~ MCIIO/Ib30BaHMUs  BCleACTBUE AedeKTOB  (LIMPHUIIBI, WIJIBL,
KaTeTephl);

BO3rOpaHue (NIEKTPOKOAryJIsTop).

YV ¥V ¥V ¥V VVVY VY

C wernsto onTuMusanyu uenonHeHus TeppuropuaibHeiMu opranamu PocsnpasHajizopa no
cybosextam Poccuiickoit  @Denepanii  rocyiapCTBEHHOW —(YHKIMH II0 MOHHTOPHHIY
0e30MacHOCTH MEIMIMHCKUX H3/eNHil, HaXO[AMXCA B OOpallleHHH Ha TEPPUTOPHH
Poccuiickoit  ®@enpepauuu, B 2013 romy Obuim u3gadsl MHGOPMALMOHHBIE ITUCHMA
Pocanpasaanzopa ot 29.03.2013 Ne 1611-304/13 «O6 uHbOPMHPOBAHHK OPraHOB YIIPaBICHUS
3/[paBOOXPaHEHUEM O TPEOOBAHUAX K MOHUTOPUHTY O€30IACHOCTH MEAMIUHCKUX U3IACITUI» U
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ot 01.07.2013 Ne 021-706/13 «O BBINONHEHNH 3aKOHOAATENbHBIX TPeOOBAHIH K MOHHTOPHHLY
0e30I1aCHOCTH MEIUIIMHCKUX H3IEITHI.

B COOTBETCTBHH C IIOpydeHHeM pykosoautens Pocsapasranszopa ot 06.03.2013 Ne04BII-
13/13 B KaXIOM TeppUTOpUanbHOM opraHe PocsipaBHan3opa HasHA4YEHbL OTBETCTBCHHBIE 3a
IIpOBeleHre MOHHMTOpPMHIa 0e30MacHOCTH MeIMIIMHCKAX m3nenuit. OmpeneneH llepedens
BOIPOCOB JUIsl OLEHKU JEATEeJTbHOCTH MEAMLMHCKOH OpraHu3aluy B 061acTd MOHUTOPHHIA
6e30MaCHOCTH MEIWIMHCKAX W3IeIUi NpY TPOBEIAEHHH MEPONPHATHA IO KOHTPOIO 3a
Ka4ecTBOM OKa3aHUS MEIUIIMHCKOM ITOMOIIY B MEIUILIMHCKHAX OpraHU3alUsAX.

5. IlepcnekTuBHBIE IIaHbI paboTel Poc3apaBHaa30pa 10 OpraHu3aluy
roCyAapCTBEHHOT0 KOHTPOJISi KA4eCTBA JIeKAPCTBEHHBIX CPE/ICTB, KOHTPOJIA IIPOBCACHHS
MOKJIMHUYECKHX H KIHHHYECKHX HCC/IeI0BAHNI H MOHHTOPHHIA 0e30MmacHOCTH
JeKApPCTBEHHBIX NPENnapaToB U MeJHIHHCKAX u3aesanii Ha 2014 rojx

5.1. ITo KOHTPO.II0 Ka4eCTBA JIEKAPCTBEHHbIX CPEICTB:

—JOBECTH 06BEM TOCYIapCTBEHHOIO KOHTPOJIA KadecTBa JICKapCTBEHHBIX CPEACTB 10O
16% oT BCeX cepHid, MOCTYNAOIKX B 00palleHue;

—OCYIIECTBIIATh CKPMHMHI Ka4yecTBa JICKApCTBCHHBIX CPEACTB C HCIOIB30BaHUEM
HepaspyIIaolero Meroga Ha 0Oase IIepelBIKHBIX  9KCIpecc-nabopaTopui  BO  BCEX
demepalbHEIX OKpyrax ¢ IpPOBEICHHEM TIpeJBAPUTENBHON HICHTHQUKAINHT o0pa3LoB Mo
ToKa3aTeNsM HOPMaTHBHOM TOKyMEHTallUH,

—mpoBecTH  paboTy MO BHEAPEHHIO B roCcyJapcTBEHHBIA KOHTPOJIb ~ KauecTBa
JIEKApCTBEHHBIX CPEACTB MeTona PamMaHOBCKOH CIEKTPOCKOIMH,

—TIPOO/DKUTE paboTy 1o (OPMHUPOBAHUIO OUOMOTEKH CIIEKTPOB JICKAPCTBEHHBIX
CPEJICTB B LIeJIX CKPHHUHIA Ka4eCTBa C UCIOJIB30BaHHEM Hepa3pyLIalIIKMX METOJ0B € y4ETOM
BO3MOJKHOCTEHl MeToila PaMaHOBCKO# CIIEKTPOCKOITHH;

—pacIIMpPATh B3aUMOJICHCTBHE C ®ezepaTbHOM TAMOXKEHHOH CIyK00| IO MPOBEIEHHIO
MepOIpHUATAN, HANpaBJIEeHHBIX Ha IIpeceveHHe BBO3a B Poccuiickyro  Denepanuro
He100pOKaYeCTBEHHBIX, PanbCHPUIUPOBAHHbIX 1 KOHTpa(aKTHBIX IEKApCTBEHHBIX CPE/ICTB;

—OpraHu30BaTh Ha NOCTOSHHOH OCHOBE rHGMOPMALMIOHHBIA O0OMeH ¢ SFDA B 4acTH
CBEIEHHH O KOMIIAHUAX-IIPOM3BOLAMTENIAX JIEKapCTBEHHBIX CPEACTB KHP, Ha NpOLYKIIHIO
KOTOPBIX NMOCTyNaeT HauOOoIbIIee KOITHIECTBO peKIaManum.

5.2. ITo KOHTPO.IIO MPOBeIeHUs TOKIHHHYECKHX jccJieI0BaHMi JIeKAPCTBEHHBIX CPEACTB
U KJIMHHYECKHX McCIeJ0BAHHH JieKapCTBEHHBIX NpenapaTos:

—COBEpIICHCTBOBaHNE MEpONPHUSATHA 110  BBIABJICHHIO HapylIeHHH  MpaBHll
KITHHUYECKOH/1a00paTOpHOi NPaKTHKU U IIPUBJICYEHHS K aIMUHHCTPAaTUBHOMI
OTBETCTBEHHOCTH JIMII, TOMYCTUBIINX HAPYIICHHS,

—TpUBIEYEHHE K a[IMHHUCTPATHBHONW OTBETCTBEHHOCTH FOPUANYECKHX H GbU3UYECKUX
JWL, HE HCIOJHMUBIIUX B YCTAHOBTIEHHBIM CPOK  NpPEANUCaHIA 00 ycTpaHEeHHH
NpaBOHApPYLICHHH, a8 PaBHO MPEIATCTBYIOMIMX IPOBEICHUIO KOHTPOJBHBIX MEPONPHSATHH (c
y4eTOM M3MeHeHH, BHeCEHHBIX B «Komekc Poccuiickoit @enepanun 00 aIMUHUCTPATHBHBIX
npaBoHapymeHusx» oT 30.12.2001 Nel95-@3 @enepalbHbIM 3aKOHOM OT 25.11.2013 Ne317-
@3);
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—TIpOBeJIeHHe MEpOTIPUATHH, HANpaBICHHBIX Ha IOBBIICHHE KaucCIBa IPOBEICHHUS
KIHHUYECKUX/TOKTMHMYECKAX ~ HCCIENOBaHuii M TPOQHUIAKTUKY HApYIIeHWHA IIPaBHI
KITHHAYECKOH/1abopaTopHOil MPAKTUKM, B YACTHOCTH, MEPOTPHATHA IO  IOBBIIICHUIO
KBATM(UKAIMA COTPYIHUKOB TeppHTOpUANbHBIX OpraHOB Poc3apaBHai30pa IO BONpocaM
KOHTPOJIA KITMHAIECKUX HCCIIe10BaHnH (IIpoBe/IeH e CEMHHApOB).

5.3. Ilo mMoHHTOpPHHTY G(€30IACHOCTH JIEKAPCTBEHHBIX MpenapaTos H MeAHUMHCKHX
H3aeun:

_IIOJrOTOBKA MPEUIOKEHHH K NpOeKTaM HOPMAaTHBHO-TIPaBOBBIX dKIOB MuH3zpaBa
Poccuu, HanpaBlIeHHBIM Ha peanu3aldio IMOMpaBOK K demepanlbHOMY 3aKOHY OT 12.04.2010
Ne61-®3 «0O6 obpamieHud JIEKapCTBEHHBIX —CPENCTBY. JlaHHBlE TIPEATOXKEHHS OyxyT
HanpaBleHbl Ha CO3/[aHMe MPABOBBIX PAMOK [UI BHEIPCHHUS B OTEUYeCTBEHHYIO IIPAKTUKY BCEro
apceHana COBPEMEHHBIX METO/IOB dapmakoHaz3opa (IOCTPErHCTPALOHHBIC UCCIIeIOBaHUA),
pa3paboTKy TpeOOBaHUH K CHCTeME MOHHTOPHHIA 6e30MacHOCTH JIeKapCTBeHHEIX MTpernapaToB
Ha NPEANpUATHSIX-IPOM3BOAUTEIAX JEKAPCTBEHHBIX CPEICTE, ycTaHoBlIeHHe TpeOOBaHUH K
MEpPOTIPUATHSM I10 YIIPABICHHUIO PUCKAMHU JIEKAPCTBEHHBIX Tperaparos;

—pasBUTHE B3aMMOJEHCTBAS C YTICAIECKAM  LEHTPOM BO3 1o MOHHTOPHHLY
0e30MacHOCTH JIEKApCTBEHHBIX IIPerapaToB (UMC). Vuactue B pabore INO IEPEBOIY
uHbOpMaIMOHHOTO TopTana «®PapMaKkoHa30p» ABTOMATH3UPOBAHHON HWHQOPMALMOHHOK
cucTeMbl PocsapaBHaa3opa Ha MpOrpaMMHOC o6ecreuenue VigiFlow UMC, 41O 3HaYHTEILHO
TIOBBICUT 3((EeKTUBHOCTE aHallU3a mocTynaronel HHPOPMALKY O HEKENATeNbHbIX Peakiiix
JIeKapCTBEHHBIX CPE/ICTB;

_rossienne 3QQEKTUBHOCTH MOHUTOPUHIa 0e30MacHOCTH MeIULUHCKAX H3JeNuid B
4acTH KOHTPOJIA 38 MPEe0CTaBICHUEM POU3BOAUTEIAMH MeIUIUHCKAX U31eNIH MH(GOpMaliu
0 HeKenaTeNbHbIX PeakUsX 1 npobiemax 6e30MacHoCTH MeIUIMHCKON TPOAYKIIHH.
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