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Poccuiickoit Penepanuu

PEJIEPAJIBHASA CJIYXBA 110 HAII3OPY ’—
B C®EPE 3[IPABOOXPAHEHHS T
(POC3JIPABHAJI30P) CyObekraM obpartiieHus

JIEKApCTBCHHBLIX CPEJICTB
CrnassiHekast on. 4, crp. 1, Mocksa, 109074 P pea

Tenedon: (495) 698 45 38; 698 15 74

/9 O/ 005w O -3//[

Ha Ne oT

(O_ Ipe0CTaBIeHUH HHpOopMaLuu T
0 MPOBEPKaM JIOKITHHUYIECCKHX U
KJIMHAYECKUX HCCIIeIOBAHUI

3a 2014 roxg

QenepanbHas city>k0a 1o Haa30py B cdepe 31paBOOXpaHEHHs] B COOTBETCTBUHU C
AJIMMHUCTPAaTUBHBIM peryiaMeHToM Poc3ipaBHai30pa 1o UCIOJHEHHUIO TOCYAapCTBEHHOM
(YHKLMHU [0 OCYIIECTBICHHUIO KOHTPOJIS 3a IPOBEJACHUEM NOKIMHUYECKUX UCCIIEIOBAHMUII
JIEKapCTBEHHBIX CPEJICTB ¥ KIMHUYECKUX UCCIIE0BAHMM JIEKapCTBEHHBIX TIPErapaToB sl
MEIULUHCKOr0 IIPUMEHEHHS, YTBEPKICHHBIM ITpuKkazoM Mun3zapascoupazsutus Poccun
0T 29.09.2011 Ne1091H, toBOAXT 10 CBeACHUSI HHPOPMALIHIO O pe3yJibTaTaX KOHTPOILHOM
nestenpHocTd  Poc3npaBHagzopa B 0o0JacTM  IOKIMHUYECKUX — MCCIIEIOBAHMM
JIEKapCTBEHHBIX CPEICTB U KIMHUYECKUX UCCIIE0BAHUM JIeKapCTBEHHBIX MPerapaToB JUIs
MeaULMUHCKOro nmpuMmeHenus B 2014 rony.

3a OTYETHBIM NEPUOJ OCYLIECTBIEHO 77 TPOBEPOK, B XOJe KOTOPBIX
MPOKOHTPOJIMPOBAHA JEATEIBHOCTh 67 OpraHu3alfil Mo MPOBEJICHUIO JTOKIUHUYECKAX U
KIMHUYECKUX HCCIeoBaHUN. B IutaHOBOM moOpsiike OCYyNIeCTBIEHBI 57 IpPOBEpOK,
20 npoBepoK MPOBEAEHBI BO BHEIJIAHOBOM PeXHUMe (110 KOHTPOJIIO 3a UCIIOJTHEHUEM paHee
BBIJIAHHBIX NPEANUCAHUNA U B CBA3M C MOCTYIUIEHHMEM HHGOPMAIMH O BO3HHUKHOBCHHU
yrpo3el IPUYUHEHUS Bpela JKU3HUM U 30poBbl0). HapyumeHus ycTaHOBICHHBIX
TpeOoBaHMN BbIsABIEHb B 24 opraHu3auusx. Ha omHy opraHu3anuio HaI0KeHO
aJIMMHMCTPAaTUBHOE B3bICKAaHME B BHJIe WTpada.

[IpwnoxeHnue: cBOJA MW aHaAIM3 CBEACHUM O pe3yinbTaTax IUTAHOBBIX U
BHEIUUIAHOBBIX  IIPOBEPOK  CYOBEKTOB, OCYLICCTRIISIIOUUX
OpPraHM3allMI0 IPOBEACHUs U MPOBEJACHHE JIOKIMHUYCCKHUX
HUCCIIeOBAaHUN W KIMHUYECKMX HccienoBaHuil, 3a 2014 rox
Ha 97 11. B 1 3K3.

Bpuo pykoBonuress M.A. Mypauiko

Jloxxkuu
(499) 578 01 91




[Ipunoxenue xk nuceMy Poczipa

BH3/130pa
ot /I AYs Ne L7l - j(/’ /)ﬁ/ B

CBOJ1 ¥ aHAJIM3 CBEJCHHM 0 pe3yJibTaTaX IJIaHOBBIX M BHEIUIAHOBBIX TPOBEPOK CYOBEKTOB, OCYIIECTBISIONNUX OPraHU3aI|IO IPOBE/ICHUS U ITPOBE/ICHHE
JIOKJIMHUYECKHUX HCCIIEIOBAHNH U KJIMHUYECKHUX HcclieoBanui, 3a 2014 roj

Ne HaumeHoBaHue u aipec OOBEKT MPOBEPKHU Bua npoBepku, BbIsiB/IEeHHbIE HApYLIEHUS Cpok CaenieHust o CseneHus o
n/n cyObekrTa, (1lekapcTBEHHOE nepuo. UCTIOJIHEHUS KOHTpOJIe 32 | NpeACTaBICHUH
OCYILECTBIISAIOILIEr O cpeacTBO/mpenapar, NpOBEICHUS, npearnucaHus UCTOJIHEHHeM | WH(OpMaLK B
. OpraHu3aLuio JOKJIMHUYECKOe/KITMHUUECKOe JIOKYMEHT- NpeanucaHusl | NMpaBOOXPaHUTE
NpOBEACHHUS U UcclieI0BaHUE/OTBETCTBEHHBIH OCHOBaHHe JIbHbIE OpraHbl U
npoBeJIeHHE MCTIOJIHUTEJIb/UCCIIe10BaTE b NPOBEPKH Oprasl
JIOKJIMHUYECKHX U MPOKYpaTypbl
KJIMHUYECKUX
ucclie10BaHui
1. 000 «Kpomoc» JlexapcTBeHHbIH npenapar [TnanoBas, Hapyuenus npasui [Ipennucanue HUupopmauus B
«IlosmanekTpoaur ¢ BbIE3HAS, KJIMHUYECKOM MPAKTUKH HE | HE NpaBOOXpaHUTe
107045, r. Mockaa, MornepeyHON MOJIEKYJIIPHOM 14.01.2014 — BbISBJIEHbI COCTaBJSAIOCH JIbHbIE OPraHbl 1
bosnbinas Cyxapesckas | ¢BA3bio (CLP)» 17.01.2014 opraHsl
., a. 16/18, ctp. 1, «Copbent Tepanbiotnke MHK», | npykas TMPOKYpaTyphl He
0. 31 CIIA/ OOO «Kpomocy, Pocens PYKOBOJIUTEIS Mpe/ICTaBIsAIach
KiuHuveckoe ucclie1oBaHue 1o Poc3apaHazzopa
ngomxony NoCTST-24 or 31.12.2014
«Pannomu3upoBaHHoe
nBoﬁHoe—Cﬂerr)loe, ’ e =TS
MHOTOLIeHTpOBOE (ha3bl 2b
CPaBHUTEJILHOE MCCIIeI0OBAHNE
MOJIMAJIEKTPOJIUTA C
MOTNIEPEYHOMN MOJIEKYJIAPHOI
cBs3bio (CLP) ¢ maue6o y
MaLMEHTOB C CEPACYHOM
HEJIOCTaTOYHOCTBION
(pa3pewenne MuH3IpaBa
Poccuu ot 13.06.2013 Ne362)
2. HY3 «/lopoxHas JlekapcTBeHHbIH npenapar | [lnaHosas, Hapyluenus npaBui [Ipeanucanue Nudopmanus B
KiMHu4Yeckas 6onbHuua | ['agonmamun BbI€3/HAS, KJIMHUYECKON MPaKTHKW HEe | He MpaBOOXpaHUTE
Ha ctaHMH ["opbkuit 00O «Texnonorus nekapcersy, | 20.01.2014 — BbISIBJIEHBI COCTaBJISIIOCH JIbHbIE OpraHbl U
OAO «PXK1» Poccus 23.01.2014 Oprasl




603140, r. Huwxnuit
Hogropon,
np-t JlenuHa, 1. 18

Knunuueckoe ucciietoBaHue 1o
npotokoiy Ne MA/1012-6
«HccnenoBanue
TepaneBTUYECKOM
9KBUBAJIEHTHOCTH
JIEKapCTBEHHbBIX MpernapaTroB
["agoiMamu, pacTBop AJist
BHYTpHUBEHHOTO BBeaAeHus 0,5
mmoutb/Mi1 (OO0 «TexHonorus
JekapeTB») U OMHUCKAH®,
pacTBOp /1151 BHYTPUBEHHOTO
BBesieHus 0,5 mmoun/mu (Jxuld
Xoanckea Upnanaus,
Upnanaus)»

(pa3peuienre MuH3ipaBa
Poccum ot 08.04.2013 Ne240)
OTBeTCTBEHHBII UcCe10BaTe b
H.A. Epemuna

MpHKa3
PYKOBOAMUTEIS
TO
Poc3npaBHaazopa
o
Huxeropoackoit
o0J1acTi oT
14.01.2014 Ne 12-
[1p/14

NPOKYypaTyphbl He
NpeacTaBIIsIach

KI'bY3 «Kpaesas
KJIMHUYECKast
0OJIbHULIA»

656024, r. bapnay,
yi. Jlanugesckoro, 1. 1

KoHTposb ucnosnHeHus
npeanucaHus 00 ycTpaHeHUH
HapyeHuii 1. 3.1 cr. 40
®deepanbHOro 3aKoHa OT
12.04.2010 Ne61-D3 «O06
oOpallleHUH JIeKapCTBEHHbIX
cpencTs» u . 8.8, 8.9, 7.13
npukasa Munszapasa Poccun ot
19.06.2003 Ne266 «O6
YTBEPIKIACHUH MPABUI
KJIMHWYECKOMW MPAKTUKHU B
Poccuiickoii @enepauumny,
JIOMYIIEHHBIX CleHATUCTAaMH
MEeIMMHCKON OpraHu3aluu 1o/
PYKOBOJCTBOM OTBETCTBEHHOI'O
ucclieioBartes

A.C. ®easgHUHOMN pu
NPOBEICHUH KIMHUYECKOTO
MCCIIe/I0BaHUs JIEKAPCTBEHHOTO

BxenuiaHoBas
BbIe3/HAas
(KOHTpOJIb
MCTIOJTHEHUS
NpeanucaHus)
21.01.2014 -
29.01.2014
npuKas
PYKOBOAMTES
TO
Poc3apaBHaazopa
no Anraiickomy
Kparo OT
13.01.2014

Ne 1122-04/14

BbIsiBJIEHHBIE B X0/1€
IJIAaHOBOM MPOBEPKH
21.10.2013 - 28.10.2013
HapyILEHUs TPaBUII
KJIMHUYECKOW MPaKTUKH
YCTpaHEeHbI

[Ipennucanue
He
COCTaBJISIIIOCH

Wudpopmauus B
NpaBOOXpaHUTE

JIbHbIE OpraHbl 1
opraHbi

NpPOKYypaTyphbl HE
npeacTaBiisjach




npenapara Ponberan
(Uurepdepon Hera-1b)

3A0 «bHUOKAJI», Poccus no
npotokoy NebH-4
«MHOTOLEHTPOBOE OTKPHITOE
NPOCNEKTUBHOE UCCIIEI0BaHHE
MPUBEPKEHHOCTH K TEpariu
npenaparom Ponberan (MHH:
peKOMOUHAHTHBIH
4eJI0Be4eCKHii HHTep(hepoH
uHrepdepon Gera-1b, 3A0
«BHUOKA1», Poccus») y
NaLMEHTOB C peLUIMBUPYIOLLLE-
PEMUTTUPYIOIIUM U BTOPUUYHO-
MPOrpPeCcCUPYIOIIUM TeUEHHUEM
paccessHHOro CKJepo3a ¢
oboctpenusimu (IV daza)»
(pazpewienre Mun3apaBsa
Poccuu ot 20.03.2012 Ne799)

KI'BY3 «Kpaeoii
uentp CITHUI»

660049, r. KpacHosipck,

yi. Kapna Mapkca,
.45

JlexapcTBeHHBIH npenapar
MK-0518 (PanTerpasup,
Hcenrtpecc)

«Mepk u Ko, Uuk», CILA /
000 «MCJ1
dapmacbloTHkaic», Poccus
KiimHuueckoe ucciieJoBaHue 1o
nportokoiy Ne 248-00
«MHOrOLIEHTPOBOE, OTKPHITOE,
HECpPaBHUTEJIbHOE
uccienoBanue I1-oii da3zbl no
M3YUYEHHIO IPUMEHEHUS
panterpasupa (MK-0518) B
JIBYX MEPOPATIbHBIX
JIeKapCTBEHHbIX (hopmax B
KOMOWHALIUK € IPYTUMH
AHTHPETPOBUPYCHBIMHU
areHTaMH JU1sl OLICHKH
0€30MacHOCTH, MEPEHOCUMOCTH

[InanoBas,
BbI€3/1HAs,
06.02.2014 —
12.02.2014
MpuKa3
PYKOBOAMTEA
TO
Poc3apaBHaazopa
no
KpacHosipckomy
Kparo OT
23.01.2014 Ne 23-
01/1/14

HapyuieHnust npaBui
KJIMHUYECKOM MPaKTUKHU HE
BbISIBJICHBI

[Ipeanucanue
He
COCTAaBJISIIOCH

HUudopmanus B
MpaBOOXPAHUTE
JIbHbIE OpraHbl U
opraHbl

MPOKYpaTypbl HE
npeacTaBisIach




U aHTUPETPOBUPYCHOM
AKTUBHOCTH Y
uH@puumuposanHsix BUU-1
POCCHUIMCKMX JIeTei U
MOJPOCTKOBY

(pa3pewienue MuH3apaBsa
Poccum ot 10.09.2012 Ne328)
OTBEeTCTBEHHBIH HUccie10BaTelb
H.1O. I'ankuna

JlekapcTBEHHBI npenapar
Crpubung™ (DnBuTerpaBup
(EVG)/9mTpuuuradbun  (FTC)/

Tenodposup JIU30TIPOKCHIT
dymapar (TDF)/ KoOuumcrar
(COBI/GS9350))

I'uneapn Caiiencuc, Unk, CILIA /
buwmman OO0  «KnuuCrap
EBponay, CLLIA

KinHudeckoe ucciiefioBaHue 10
nporokoay Ne GS-US-236-0128
«PangomuzupoBaHHoe, JIBOHOE
ciernoe uccieaoBanue 3B ¢asbl
Mo OlLleHKe 0e30MacHOCTH |
3¢ hekTUBHOCTH CXEMBI
DnsurerpaBup/Koduuucrar/Om
TpuuuTabus/Tenodosup
Juzonpokeun  dymapar B

CpaBHEHUH co CXeMoi
ATazaHaBup, YCHJICHHBIH
PutonaBupom, TUTI0C

OmTpunutadun/Tenodosup

Juszonpokcun  dymapar  npu
[IPUMEHEHUH y BUY-1-
MHOULMPOBAHHBIX JKEHLIMH,
paHee He NoJTy4aBUIMX
AHTUPETPOBUPYCHOMN Tepanum»




(pa3peumienue MuHn3ipaBa
Poccum ot 05.04.2013 Ne231)
OTBETCTBEHHBII HCCie10BaTe b
H.1O. 'ankuHa

['6OY BIIO JlexapcTBEHHBIH npenapar | [1naHosas, BbisiBIIeHbBI Hapyuwenus | [Ipennucanue, Wudpopmauus B
«MockoBCKHi GW685698/GW642444 BbIE3/HA, TpeOoBaHMIi: YCTaHOBJIEHHbIH MPaBOOXpaHUTE
rocy1apCTBeHHbIH (dnyTHkazoHa 10.02.2014 — denepaabHOro 3aKkoHa OT | CPOK JIbHbIE OpPraHbl U
MEAMNKO- dypoat/Bunanrepon) 13.02.2014 12.04.2010 Ne61-®3 «O06 | ycTpaHeHUs: Oprasbl
CTOMATOJIOTHHYECKHi «I'nakcoCmutKusiitn Peceu sHa | mpukas oOpateHuu 10.04.2014 MPOKYpaTypbl He
YHMECDCHTCT JleBeonMeHT Jlumuten», | pyKOBOJHUTES JIEKAPCTBEHHBIX  CPEJICTBY MpeICTaBIsAIAChH
M. A.W. EBIOKUMOBAY | B nyco6puTanms/ 00O | Poc3apaBhamsopa [ no m. 3.1 cr. 40 — He
Mutsapasa Poccuy «ITapakcesnb Uurepuewnn | ot 28.01.2014 o0ecrneyeHo HarpaslIeHHE
127473, r. Mocksa, (PYC)», Poccus Ne4(8 coobuleHMt 0  Hauae
yi. lenerarcias, 1. 20, KnuHuveckoe ucciel0BaHUe 110 KIMHUHECKHX
ctp. 1 MPOTOKOJTY HZC113782 uccrea0BaHUN B

«HccnenoBanue HCXO/10B YIOJITHOMOYEHHBIH

00J1e3HU J11 OLCHKHU JICHCTBMS (henepanbHbIii opraH

WHrajasauun (bukcupoBaHHOMN MCITOJIHUTEJIbHOM  BJIACTH,

KOMOUWHAIMH diyTHKazoHa BBIJIABUIMH pa3pelieHus Ha

®dypoat/Bunanreposn (Mopouok MpOBEAEHHE TaKUX

Juis uHransuuii B jo3e 100/25 ucclieI0BaHHA B

MKT') B CpaBHEHMH ¢ ruianebo Ha YCTaHOBJICHHbII CPOK

BbDKHBAEMOCTb y MALMEHTOB C

XPOHUYECKUM  OOCTPYKTHBHbBIM

3abosieBanreM Jerkux (XOBJI)

Cpe/IHEH CTENEHU THKECTH C

HaJlMYMeM B aHaMHe3e WIH ¢

MOBBIIIEHHBIM PUCKOM pa3BUTHS

CepIeYHO-COCY TUCTOTO

3a00JIeBaHUS»

(pa3peuieHue

Mun3sapascoupazsutus Poccuu

ot 08.12.2011 Ne555)

OTBETCTBEHHbIN HCCIIEA0BATENb

C.H. Tepeuienko
['6OY BIIO KoHTpoJIb UCTIOJHEHHS BHeraHoBas, BeisiBlIeHHBIE B X0/1€ [Ipennucanue WUudopmauus B
«Ps3anckuii npeanucanus 00 ycTpaHeHUH JIOKyMEHTapHast TJIAHOBO# MPOBEPKH He NpaBOOXpaHUTE
rocy/1apCTBEHHbIiH HapyLUEHHW NpaBuJI (KOHTpPOJIb 11.11.2013 - 13.11.2013 COCTaBJISJIOChH JIbHbIC OpraHbl U




MeTULIMHCKUIA
YHUBEPCUTET

UM. aKaj.

W.I1. I1aBnoBa»
Mumnsnpasa Poccun

390026, r. Psa3anb,
yi1. BbICOKOBOJIbTHAS,
o9

KJIMHUYECKOM MPaKTHKH 110

nn. 4.2, 8.4, 8.9, 6.3 npukasa
Munsapasa Poccun ot
19.06.2003 Ne266 «O6
YTBEPIKICHUH MTPABUII
KJIMHUYECKOM MPAaKTUKHU B
Poccuiickoii denepauumny,
JIOTTYIIEHHBIX CIEHATUCTaMH
MeIMLUUHCKOW OpraHu3aLmu noja
PYKOBOJICTBOM OTBETCTBEHHOI'O
uccienosatens B.A. XKannosa
MpH MPOBEJICHUH KIIMHUYECKOTO
McclieI0BaHMs JIeKapCTBEHHOTO
npenapata /{u0OydenoH,

000 «Koncopuuym-ITHK»,
Poccusi/ OO0 «ITHUK-
DAPMA», Poccus

no nporokosny NeDBF-01/10
«MHOroueHTpoBoE,
PaHIOMU3UPOBAHHOE, IBOWHOE
cjernoe B rnapauieabHbIX
rpymnnax, rauebo-
KOHTPOJIMPYEMOE HCCIIe/I0BaHHE
1o oueHke 3¢ (HEeKTHBHOCTH,
0e30MacHOCTH U
NepeHOCUMOCTH Tpernapara
JInOydesnoH B kauecTBe
BCIIOMOTaTe/IbHOM Teparnuu y
NALMEHTOB C MapLHalbHbIMU
SMWJIENTUYECKUMHU
npUnaaKaMmmu»

(pa3zpeuenue
Mun3apascoupa3sutus Poccun
o1 30.12.2011 Ne619)

UCTIOJTHEHUS
npeanucaHus),
20.02.2014 -
21.02.2014
npuKas
PYKOBOJUTEJIS
Poc3npaBHaizopa
ot 18.02.2013
NeO84

HapyLIEHHUs MPaBUJI
KJIMHUYECKOM MPAKTUKH
YCTPaHEHBI

OpraHbl
NPOKYpaTypbl HE
npe/cTaBisiach

®OI'bOVYH «MucturyT
OUOOpraHuyecKoit

XWUMHUHM UM. aKaJIEMUKOB
M.M. lllemsikuHa U

JlekapcTBEHHOE CPEICTBO
PCV13 (13-BaneHTHas
noJsiucaxapu/iHas
KOHBIOTUPOBAaHHAs BaKLIMHA JUIs

[InanoBas,
BbI€3/1Hasl,
17.02.2014 -
21.02.2014

HapyuieHus npasui
1ab0opaTOPHOI MPaKTHKH
HE BbISIBJICHBI

[Ipeanucanue
HE
COCTaBJIJIOCH

Undopmauus B
MPaBOOXPAHUTE
JIbHbIE OpraHbl U
OpraHbl




HO.A. OBYUHHHKOBAY
PAH

117997, r. Mockaa,
yi1. Mukiyxo-Maknas,
1. 16/10;

142290, MockoBcKas
00:1., 1. [TymuHo,

np-t Haykwu, 1. 6

npoUIaKTUKH 3200JIeBaHUH,
BbI3BaHHBIX Streptococcus
pneumonia)

OAO «buomen»

nM. M.U. MeunukoBa, Poccus
JloknMHUYeCKOe HcCaeJ0BAHNE
no teme «M3yuenue
TokcuuHoctu PCV 13 (13-
BaJICHTHOM MoJiucaxapuaHomn
KOHBIOTMPOBAHHOW BAKLIMHBI
JUTs PO UITIAKTUKH
3a00s1eBaHUM, BbI3BAaHHBIX
Streptococcus pneumonia) rnpu
5-KpaTHOM BBEJEHUHM
IOBEHUJIbHBIM KpbIcaM ¢ 4-
He/IeJIbHBIM [1EPHOI0M
OTMEHbD.

OTBETCTBEHHBIH MCClIe10BATENb
O.H. XoxsoBa

npuKas
PYKOBOIUTEJISI
Poc3nipaBHaizopa
or 28.01.2014
Ned 09

NPOKYpaTyphbl He
npeAcTaBlIsIach

HY3 «JlopoxHas
KJIMHUYecKas 0oJibHULIA
Ha ctaHuuu PocToB-
['naBubiit OAO «PXK]]»

344011, r. PocToB-Ha-

Hony,
yi1. Bapdosnomeesa,
. 92a

JlekapcTBEHHBIM
BeHosuH
(MeTHITUINMPUANHOI)

3A0 «BUDHUTEX», Poccus
KiinHM4eckoe HcclieloBaHue 110
NPOTOKOJTY «KnuHunueckoe
ucciaenoBanue APQHEeKTUBHOCTH
U 0e30MacHOCTH TMPUMEHEHHs

npenapar

npenapara «Benozun» y
NaLKUEHTOB, CTpaJaroILuX
OCTpbIM reMoppoem,
OCJIOAKHEHHBIM TpOMOO30M

reMOppOUIabHBIX
(pa3pelueHue
Munzapasconpassutust Poccun
ot 16.08.2011 Ne308)
OTBEeTCTBEHHbIH HCCiIe10BaTEb
A.I". XutapbsiH

y3J10B»

IInanoBasi,
Bbl€3/1HAs,
25.02.2014 —
27.02.2014
npuKas
PYKOBOAMTES
Poc3npaBHaazopa
ot 28.01.2014
Ne410

BbisiBIeHbI HApy LIEHUS
TpeboBaHUi NpUKasza
Munsapasa Poccuu ot
19.06.2003 Ne266 «O06
YTBEPKACHUU MTPABUII
KJIMHUYECKOM NMPaKTUKH B
Poccuiickoit denepauumn»:

1o 1. 6.3 — 3TUYECKUM
KOMHMTETOM OpraHH3aLu
JIOTYIIEHbI OTKJIOHEHHS OT
MOJIOXKEHUS,
perjiaMeHTUPYIOLIEro ero
JIeSATEJIBHOCTD;

1o 6.13 — sTuyeckuii
KOMHTET HE NPOBOJIUT
OLIEHKY KBaJIU(PUKALIH
OTBETCTBEHHBIX
uccleaoBaresnei;

[Ipennucanue,
YCTAHOBJIEHHBIN
CpOK
YCTpPaHEHUSI:
10.06.2014

Uudopmanus B
MpaBOOXPAHUTE

JIbHbIE OpraHbl 1
OpraHsl

NPOKYpaTypbl HE
npecTaBisIach




JlexapcTBeHHbIN
Benosun
(MeTUITUIINMUPUIUHOIN)

3A0 «BUDUTEX», Poccus
KnuHuveckoe uccliieioBaHHe 110
IPOTOKOJTY «Knununueckoe
uccieoBanue  PHEKTUBHOCTH
U 0e30MacHOCTH MPUMEHEHUs
npenapara «BeHnoszun» y
naiueHToB ¢ TpombodaeduTrom
MOJIKOKHBIX ~ BEH HIDKHUX

npenapar

KOHEYHOCTEH, CTpaJlaloluX
BapUKO3HOM 00J1e3HBIOY,
(paspelueHue

Mun3znpaBcoupasButusi Poccuu
ot 15.04.2011 Ne178)
OTBETCTBEHHbIH MCClIe10BaTEb
A.I'. XutapbsH

nomn. 4.1 -
KJIMHUYECKHE
ucciie10BaHus ObLIH
npoBeieHbl 6e3 0100peHus
THYECKOr0 KOMUTETA
OpraHu3aluu;

no n. 4.6 — He
o0ecrne4eHo JaTHpOBaHKE
naueHTaMu CBOEro
corjacus Ha yyacTHe B
UCClIeIOBAHUU;

no n. 8.12 — He
obecrievyeHo HaJyIexKalee
BeJ/IEHUE NIEPBUUYHOM
MEIULIMHCKOM
JIOKYMEHTALIMH MalMEeHTOB;

no mn. 8.1-8.2 — He
obecrneueHo Hajiexkallee
BE/ICHUE JIOKYMEHTALMH 110
YUETY HUCCIIelyeMOro
npemnapara;

no . 8.13 — He
MIPUHSATBI MEPBI,
npe10TBpallaloe
CIIy4aitHOE WK
npex/iIeBpeMeHHOe
YHUUTOKEHUS JIOKYMEHTOB
MCClIeJOBaHUS.

KI'bY3 «Anralickuii
KpaeBoOM
OHKOJIOTHYECKHUIM
JUCTaHCceP»

656049, r. bapnay,
yi. Hukuruna, 1.77

Knununueckue HCCiIeJOBaHUS
YUPEKICHUEM HE MPOBOJATCS

[1nanoBas,
BbI€3/1HAs,
13.02.2014 —
27.02.2014
npUKa3
PYKOBOAMTEA
TO
Poc3apaBHaazopa
no Antaiickomy
Kparo oT

Hapyuienus npasui
KJIMHUYECKOH MPaKTUKH He
BbISIB/ICHBI

[Ipeanucanue
HE
COCTaBJISIIOCH

HUudopmauus B
NpaBOOXPAHUTE
JIbHbIE OPraHbl U
opraHsl

NpPOKYpaTyphbl HE
npeAcTaB/sAIach




30.01.2014
No [122-21/14
10. ['BY3 Pecnybnuku KnuHnueckue uccinenosanus | [lnanosas, Hapyenus npaBui [Tpeanucanue Uudopmauus B
MopnoBus «Jlerckas YUpeKJIEHUEM He MPOBOASTCS BbI€3/HAs, KJIMHUYECKOW MPAKTUKU HE | He NpaBOOXpaHUTE
pecryOauKaHcKas 19.02.2014 — BbISIBJICHBI COCTaBJISIIOCH JIbHbIE OpPraHbl U
KJIMHUYECKas 04.03.2014 opraHsl
O0abHULIA» npUKa3 NIPOKYpaTypbl He
PYKOBOMUTEIS npeJcTaBisIach
430016, PecnyOiinka TO
MopaoBus, r. CapaHck, Poc3apaBHanzopa
yi. [Tonexaesa, 1.113; no Pecnybnnke
430032, r. CapaHck, MopioBUs OT
yi1. Po3bl JlrokcemOypr, 12.02.2014 Ne 29
n.1s
11. I'BY Kemeposckoit Knunuueckue ucciaenoBanus | [InaHoBas, Hapyenus npasun [Ipennucanue WUudpopmauus B
obnacth «KemMepoBCcKuii | yupexxaeHUeM He MPOBOAATCS BbIE3/1HAS, KJIMHUYECKOH MPAKTHKU HE | He MpaBOOXPAaHUTE
00J1aCTHO#M LIEHTpP 1O 18.02.2014 — BbISIBJICHBI COCTaBJISJIOCH JIbHbIE OpraHbl U
npodusakTuke U 14.03.2014 OopraHbl
6opwrode co CITU/ u npuKa3s MPOKYpaTypbl HE
WH(EKLMOHHBIMHU PYKOBOUTES npejcTaBisach
3a00JeBaHUSAMM» TO
Poc3npaBHaaszopa
650056, r. Kemepogo, no Kemeposckoi
np-1 Jlenuna, 1. 1210 00J1aCTH OT
12.02.2014 Ne
1142-20/14
12. OAO «DapmacuHTe3» JlekapcTBEHHbIH npenapar | IlnanoBas, BbIsiBIeHbI HApyLIEHUs [Ipeanucanmue, Uudopmauus B
KanunaBup Bbl€3/1Hasl, TpeOOBaHMIA: YCTaHOBJIEHHBIH NPaBOOXpPaHUTE
123100, r. Mockaa, OAO «®apmacunresy, Poccus 21.01.2014 — ®denepalibHOrO 3aKOHa OT CpOK JIbHbIE OpPraHbl U
[pecHeHckas Hao., Knununueckoe uccaenoanue no | 17.03.2014 12.04.2010 Ne61-®D3 «O6 YCTpaHEHHUS: opraHsl
a. 12, Gawns NPOTOKOITY Nel103/12 | mpukassl oOpaleH’H 17.06.2014 NPOKYypaTypbl HE
«Denepauus (3anan)», | «OTKpbITOE PYKOBOJMUTEIS JIEKaPCTBEHHBIX CPEACTBY: npeacTaBIIslach
atax 37; PaHIOMM3UPOBAHHOE Poc3npaBHaazopa no n. 7 ct. 40— He
664007, nepekpecTHoe  uccieaoBanue | ot 31.12.2013 obecrneueHo HarpaBJIeHHE
r. UpkyTck, (hapMaKOKHHETHKH u | Ne7708-I1p/13; CO00I11IeHUSs O 3aBEPLIEHUH
ya. OMOIKBUBAJIEHTHOCTH ot 07.02.2014 KJIMHUYECKOrO
KpacHorBapaeiickas, npenaparos Kanunasup | Ne 748 HCCIIeIOBaHUS B
1. 23, oduc 3, (1onMHaBUP 200 mMr -+ YIIOJITHOMOYEHHBIH




664040, r. UpkyTCK,
yi1. Posel JltokcemOypr,
n. 184

putoHaBup 50 Mr) Tabnerku
MOKPbITbIE MJIEHOYHOM
0005104KOH (OAO
«DapmacunTes», Poccus) wu
Kanerpa (sionuHaBup 200 mr +
puroHaBup 50 ™r) Ttabierku
MOKPbIThIE TUIEHOYHOM
ob6osoukoii (96601t 'MO6X 1 Ko.
Kr., 'epmanus)»

(pa3peuieHue Mun3zapasa
Poccun ot 03.08.2012 Ne202)

(henepanbHblii Oprat
MCITOJIHUTEJIbHOM BJIACTH B
CPOK, HE MpeBbIIAOLIHIA
MATH paboyvuXx JIHEH co AHS
€ro 3aBepLUEHUS;

nomm. 1,3 cr. 47 —
JIOKYMEHTAJILHO He
MOATBEPK/IEH BBO3 B
YCTAHOBJIEHHOM TOpPS/KE
He3aperucTpUupOBaHHON
cybcranumu Putonasup,
MCII0JIb30BAaHHOM 1A
MPOU3BO/CTBA
JIEKapCTBEHHOIO Ipenapara
Kanupnasup;
npukaza MuH3pasa
Poccum ot 19.06.2003
Ne266 «O0 yTBepKaeHUN
MpaBUJl KIIMHUYECKOM
npakThku B Poccuiickoii
denepauun»:

no n. 8.11 — He
o0ecreyeHo Hauuue
CTaHAApPTHOM MPOLENYPbl
BHECEHMSI U3MEHEHUI WM
WCIIPaBJIEHUH B KapThl
UCIIBITYEMBIX, HE MPOBE/IEH
COOTBETCTBYIOLLUH
MHCTPYKTaX
HcclieJoBaTeNen;

nomn. 11.7 — He
obecreyeHo noJjyyeHue
MUCBMEHHOT0 COIJIacus
uccieoBaTesiei Ha
NpeI0CTaBIeHUE NPIMOro
JIOCTyTa KO BCEM
MepBUUYHBIM
JIaHHBIM/IOKYMEHTaM U
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oT4eTaMm /Ui UX
MOHUTOPHUHIA U
HE3aBUCUMOMN OLIEHKH
COOTBETCTBHUSI, a TAKIKE
rocy/1apCTBEHHOr0
KOHTPOJI;

no n. 13.1 — o
MOJANMCaHus 10roBopa ¢
MEIMLIMHCKOM
opraHuzauuen
MCCJIEI0BATEIIO s
03HAKOMJICHUS HE
Npe0CTaBIIEH POTOKOJI
KJIMHUYECKOTO
uccieIoBaHMs U Opouropa
HCCJIeI0oBaTelIs B TEKYILEH
peaaKLmu;

non. 12.8 -8
MUCbMEHHBIX MPOLEYpax
OopraHu3alum-
pa3paboTuuka
OTCYTCTBYIOT MHCTPYKLMH
JUT McciieoBaTesel no
npaBujIaM MoJly4eHusl,
ydeTa, XpaHeHUs1, Bbla4H
npenapara, U3bsaTHs
HEUCTI0JIb30BAHHOIO
npenapara y UCIbITYEMbIX
1 BO3BpALLEHUS €ro
OpraHu3aluu-
pa3paboTuMKy WK Apyrue
CrocoObl €ro YTHIM3aluu.

13. MV 3 «Jliobepenkas JlekapcTBeHHBIH npenapat [TnaHoBas, HapyuieHust npaBui [Ipeanucanue Uudopmaims B
paiioHHas 6oJbHULA [MTACK (AMuHOCanHLIMIOBAs BbI€3/1HAs, KJIMHUYECKOH MPAKTHUKU HE | HE NpaBOOXPAHUTE
Ne2y KHMCJIOTA) 14.03.2014 — BbISIBJIEHBI COCTaBJISIIIOCH JIbHbIE OpraHbl U
«C.I1. Uakomen I1BT., JITA.», 19.03.2014 Ooprassl
140006, MockoBckas WUuaus / 3A0 «PYCKIIMHUK», | npuka3s MPOKYpaTyphl HE
00:1., JIroOepenkuii p-H, | Poccus PYKOBOAMTEIS npecTaB/s1ach
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r. JlroGepiipl, Knunudeckoe vccenoanue no | PoczapaBHaazopa
OkTs10pbCKUit Np-T, npotokoiy NeOl «OTkpbITOE, ot 11.03.2014
1. 338 pPaHIOMM3UPOBAHHOE, Nel445

NepeKpecTHOe UCcCiIeI0BaHHE 110

M3Y4YEHHUIO CPaBHUTEJILHOM

(hapMaKOKHHETHKH U

OMOIKBUBAJIEHTHOCTH

JIEKapCTBEHHBIX MpernapaToB

[TACK, rpaHyJibl, TOKpPbITbIE

KHIIEYHOPACTBOPUMOH

o6ostoukoit, 600 mr/r («C.IT.

Wukomen I1BT., JITH.», UHaus)

1 MoHonac®, rpaHyJibl,

MOKPBIThIE

KHULLIEYHOPACTBOPUMOH

o6os0ukoii, 600 mr/r (OAO

«Dapmacunres», Poccust)»

(pa3pemennss Munsapas Poccun

o1 27.05.2013 Ne317)

OTBeTCTBEHHBII Hcce10BaTe b

M.JL. I'un30ypr

14. 000 «HUucTUTyT JlekapcTBeHHbIH npernapar BHeraHoBasi BbIsiB/IEHbI HAPYLUEHUS [Tpeanucanue, Matepuassl

MeIMLIMHCKHX snokcaban (DU-176B), Bble3/1Has (B TpeGoBaHuii Me1epasibHOrO | YCTAHOBJICHHbIH NPOBEPKH
Hccle10BaHUi «lanuu Cankno Ipodapma CBSI3H C 3akoHa ot 12.04.2010 CpOK HarnpasJieHbl B

Ko.Jltay, Snonus/ «/lantiun MOCTYI/IEHHEM Ne61-®3 «O6 obpaleHuy | ycTpaHeHus: MPOKypaTypy
196084, r. CaHkT- Cankno ®apma JleBe1onMeHT, | yydhopmarimn o JekapcTBeHHbIX cpeactsy | 09.06.2014 r. CaHkT-
[etepOypr, yi1. Koiu CIIA/ «Kpunraiine ['esM0X», | posupknoennn | mo m. 1 ct. 40 — ne [letepGypra.
Tomuaxa, 1. 25, nut. A3 ABCTpHS yIrpo3bl o0ecrneueHo Ha3HauYeHUe

53::&1?;?\; S;clﬂ;: ggﬁgf’g; (1)110 MPUYUHEHHS OTBETCTBEHHOTO

«PanEAE GG, Bpe/1a )KHU3HHU, necresoBaTeNs M

. S 3710pPOBbIO couccreoBarenei u3

JIBOIHOE cJienoe ¢ ABOIHOIA .

UMHUTALMEH, napajulejbHoe, rpaxaH) e

MyJIbTHLIEHTPOBOE, 20.03.2014 - MEAULMHCKOMN

MY JTTHHALHOHAIBHOE 21.03.2014 OpraHMu3aLMH.

uccienosanue 111 daspl no BpuKas

oueHke dpHeKTUBHOCTH H PYKOBOAMTEIIA

6e3omacuoctr DU-176b no PocsapaBHansopa

CpaBHEHUIO ¢ BaphapuHOM Y
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IMalMEHTOB C MepuaTeﬂbHOI‘/’l

ot 17.03.2014

aputmueit (ENGAGE-AF) - Nel571
s dexkTrBHas
AQHTUKOATYJISILIMOHHAS Tepanus
MepLaTeIbHON apUTMHUH
(akropom XA cienyrolero
MOKOJICHUS»
(paspeuwienue PocsapaBHaazopa
03.02.2009 Ne42)
OTBeTCTBEHHbI HUCClIeI0BaTE b
JI.H. Bonkos
15. ['BY PO «l"opoackas Knunuueckue uccienoBanus | [lnanosas, Hapywenus npasui [Ipeanucanue Uudopmanus B
KJIMHMYecKasi O0JIbHULIA | YUPEexJAEHUEM HE NPOBOAATCS BbI€3/1HAs, KJIMHUYECKOH MPaKTUKK HE | He NPaBOOXpPaHUTE
NelO» 17.02.2014 - BbISIBJIEHBI COCTaBJISAJIOCH JIbHbIE OpraHbl U
28.03.2014 OpraHbl
390044, r. Pazanb, MpHUKa3bl NPOKYpaTypbl HE
yi1. Kpynckoid, a. 26 PYKOBOAMTES npe/IcTaBlIsiach
TO
Poc3apaBHaazopa
no Psa3aHckoi
obnacT oT
27.01.2014
Nol162-22/14;
ot 06.03.2014
Nel162-55/14
16. dI'OY BIIO JlekapcTBeHHbIH npenapar [TnaHoBas, Hapyuienus npaBun [Tpeanucanue, Uudopmauus B
«Poccuiickuit BKM120 (PanterpaBup, Bbl€3/1Has, KJIMHUYECKOW MPAaKTUKHU HE | YCTAHOBJIEHHBIN NpaBoOOXpaHUTE
YHHUBEPCHUTET JIpYKObI Hcenrtpecc) 25.03.2014 — BbISIBJIEHBI CpoOK JIbHBIE OpraHbl U
Hapo/10B» «Hoaptuc ®apma Al'», 28.03.2014 YCTpaHEHHUS: OpraHsl
HIBeiiuapus / OOO «AcueHT npuKas 01.04.2015 NPOKYpaTypbl HE
117198, r. Mockaa, KPC», Poccus PYKOBOJIUTEJISA npeJcTasisiach
yi. Mukiyxo-Makunas, | Knunuueckoe uccinenoBanue no | PocsapaBHaasopa
1. 6; 117292, r. MockBa, | npotokosiy NeCBKM120C2104 | ot 11.03.2014
yJ1. BaBuiosa, 1. 61 «MHOroLeHTPOBOE, OTKPLITOE Nel444

uccliieioBaHue
(hapmakokuneTrkn BKM120
NpU OJTHOKPATHOM MpHeMe
BHYTPb Y MAILMEHTOB C JIETKUM,
YMEPEHHBIM U TSOKEJIbIM
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HapyleH’eM (QyHKLMH NeYeHH
B NapaJuie/IbHbIX rpymnnax, ¢asa
1))

(pa3peieHus
Mun3zapascoupassutus Poccun
o1 02.02.2012 Ne685)
OTBeTCTBEHHBIH UCCIIe10BaTENb
K.J1. Kobanasa

JlekapcTBeHHBbIH Npenapar
JlancoH, Tabnetku 50 Mr
OI'YII HITL «dapm3zaniura»
DOMBA, Poccus
JIOKJIMHUYECKOE UCCile/I0BaHne
00LIIETOKCHYECKOT 0 1eHCTBUS
JIEKApCTBEHHOTO Mpenapara

Jaricon, Tadnetku 50 mr (MHH:

Jaricon) npousBojactea GI'VII
HIIL[ «®apm3auutay OMBA,
Poccus B cpaBHEHUH ¢
3aperucTpupoOBaHHBIM Ha
tepputopun PD npenapatom
cpaBHeHus Jlancon-daTon®,
Tabnetku 50 mr (MHH:
JlancoH) npou3Bo/icTBa
DOATOJI ApunHaitMuTTenb
['M0Ox, ['epmanms
OTBETCTBEHHbII UCTIOJIHUTE b
B.B. Uuctsikos

BbIsiBJIEHBI HapyLLIEHHs
TpeOOBaHMIA MPaBUII
J1abopaTOpPHOI MPaKTHUKH,
YTBEPKJIEHHBIX MTPUKA30M
MuH3apaBcoLpa3BUTHSA
Poccun ot 23.08.2010
Ne708H:

1o 1. 24 — rnoMeuieHus
JUTSL DKCTIEPUMEHTAJIbHBIX
JKMBOTHBIX HE
o0ecreynBalT
OTNITUMAJIbHbIE NTApaMeTPhI
JUTSL COZIepIKaHUs
JKUBOTHBIX;

mo m. 38 —
CTaH/IapTHbBIE
OnepaLMOHHbIE MPOLETY Pbl
10 MPOBEICHUIO
JIOKJIMHUYECKHUX
HCCJIeJOBAaHUI HE
OIMTUCBHIBAIOT MOPSAOK
OCYILECTBJICHHS/BBITTOJIHEH
us Bcex J1abopaTopHBIX U
MPOU3BO/ICTBEHHbIX
ornepatuii, B oObeme,
npeyCMOTPEHHOM
npaBuiaMu J1abopaToOpHOIt
MPaKTHKH.
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17. HY 3 «JlopoxHas Knunuueckue uccinenosanus | [lnanosas, Hapyienus npaBui [Ipennucanue Undopmainus B
KJIMHHYEeCcKas OOJIbHULIA | YUPEKACHUEM HE MPOBOAATCS BbIE3/1Has, KJIMHUYECKOW MPAKTUKU HE | He NPaBOOXPAHUTE
umenn H.A. Cemaiuko 03.03.2014 — BbISIBJIEHBI COCTaBJISIIOCh JIbHBIE OpraHbl U
Ha ctaHuuu JIrobiuHo 28.03.2014 OpraHbl
OAO «PXKI» npuKas NPOKYpaTypbl He

PYKOBOAMTES npe/cTaBisIach
109386, r. Mockaa, TO
yi1. CraBponosbekas, Poc3npaBHanzopa
JIOMOBJL. 23, Kopr. 1. 1 rno r. MockBe u

MockoBckoi

obnactu oT

28.02.2014

Ne 142/14

18. KI'bY3 Knunuueckue uccienoBanus | [lnanosas, HapyieHnus npaBui [Ipeanucanue Uudopmauus B
«BnanuBocTokckas YUPEKICHUEM HE MPOBOJAATCS BbIE3/1HAs, KJIMHUYECKOH MPaKTHUKH HE | HE NPaBOOXPaHHUTE
KJIMHUYecKast OoJibHHLIA 06.03.2014 — BbISIBJICHbBI COCTaBJISIOCH JIbHbIE OpraHbl 1
No 4 31.03.2014 opraHsl

npuKas NPOKYpaTypbl HE
690034, PYKOBOJUTES npeacTaBisiach
r. BnaauBocTok, TO
yi1. Boponaesa, 1. 5 Poc3npaBHaazopa

no [Ipumopckomy

Kparo oT

25.02.2014

Ne 64/14

19. I'bY3 «/leTckas JlekapcTBeHHbI npenapar [TnaHoBas, Hapyuenus npasui [Ipeanucanue Uudpopmauus B
KpaeBas KJIMHHYeCKas Darpombonar (SB497115) BbI€3/IHAas, KJIMHUYECKOMH MPAKTUKH HE | HE NPaBOOXpaHUTE
OosnbHuLay Munsapasa | «I'makcoCmutKasiin Peceu s | 18.02.2014 - BBISIBJICHBI COCTaBJISAJIOCH JIbHbIE OpraHbl U
KpacHonapckoro kpas JlesenonMeHT Jlumureny, 28.02.2014 OpraHsl

Benukobpuranus/ 3A0 npuKas NPOKYpaTypbl HE
350007, r. KpacHonap, | «I'nakcoCmutKuisiiin PYKOBOIMTEIA npe/acTaBisiach
1. [ToGenspl, 1.1 Tpeitnunry, Poccus TO

Knunudeckoe uccnenoanue no | Poc3apaBHaazopa

nporokosty NeTRA117366 1o

«JlmurenwHoe Mccnenosanue 111 | KpacHoapckomy

(ha3bl M0 OLEHKE MPOJOJKEHUST | Kpato

Teparuy B MeJIUaTpUYECKOit
MOMYJISILIMM NALIMEHTOB C

ot 10.02.2014
Ne32-11/02-01/14
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UMMYHHOM
TPOMOOLMTONEHUUYECKO
nypnypoii (UTIT)»
(pa3zpewmienne Mun3apaBa
Poccuu ot 06.06.2013 Ne339)
OTBeTCTBEHHbIH UCCIe0BaATE b
B.B. JleGenen

JlexapcTBeHHbIH npenapar
Dntpombonar (SB497115)
«I"'nakcoCmutKnsitn Peceu a1
JlesenonmeHT Jlumureny,
BenukoOpuranus/ 3A0
«I"'nakcoCmutKnsitn
Tpeiiaunr», Poccus
KnuHuueckoe vcclie1oBaHUE 110
npotokoiy NeTRA115450
«CocTosiiee u3 2 yacreit,
JIBOMHOE cJliernoe,
paHIoMU3MpOBaHHOE, Tu1auebo-
KOHTPOJIUPYEMOE U OTKPBITOE
UCCJIeIOBAHME /111 OLIEHKH

3¢ dHexkTUBHOCTH, O€30MaCHOCTH
U NIEPEHOCUMOCTH
anTpombonara — aroHMcTa
TPOMOOTMOITHHOBBIX
peLenTopoB — B
neJIMaTPUUECKOM MOMyJISILMU
NalLMEeHTOB C UMMYHHOIA
(MIMOTIATHYECKOM)
TPOMOOLMTONEHUYECKOH
nypnypoii (UTII), panee yxe
NOJIy4YaBUIMX JIEUEHHE 110
MOBOY JaHHOTO 3a00JIeBaHUsI»
(paspeleHue
Mun3apascoupaszsutus Poccun
ot 13.02.2012 Ne711)
OTBETCTBEHHbIH UCCIE10BaTE/ b
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B.B. JlebeneB

JlexapcTBeHHbII npenapat
BAX326 (PekoMOMHAHTHBIMH
(hakrop cBeptbiBaHus [X)
«baxctep MuHoseiin3 'M6X»,
Asctpusi/ OO0 «ITuDcAii»,
Poccus

Knunuueckoe uccnenoBanue rno
npoTokoiy Ne251001
«JlononHuTenbHoe
Ucclie/IOBaHHE MO OLICHKE
0e30macHOCTH,
UMMYHOT€HHOCTH U
reMOCTaTUYeCKOro AeicTBUs
npenapara BAX 326
(pexomOuHaHTHOTO (hakTopa
cBepThIBaHUS KpoBH [X),
BBOJUMOT0 OOJIBHBIM
remodunueii B B Tsxenoi
(ypoBenb dakropa IX < 1%)
WJIM YMEPEHHO TSKEJI0M
(ypoBeHb daxropa X 1-2%)
dbopme, KOTOpbIE paHee
NPOXOJIMIIH JIeYEHHE TI0 TTOBOY
JTAHHOTO 3a00s1eBaHUS»
(pazpeuieHue
Munsapascoupazsutus Poccun
ot 30.03.2011 Ne139)
OTBETCTBEHHbIN HUCCIIE0BATENb
B.B. JleGenen

JlekapcTBeHHBII Mpenapar
BAX326 (PekoMOMHAHTHBIH
(haxTop cBepThiBaHus 1X)
«bakcrep MuHoBelmH3 ['MOX»,
Asctpusi/ OO0 «ITuDcAit»,
Poccus
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KiuHuyeckoe uccieioBaHue 1o
npotokosty Ne251101
«MHOroUeHTpOBOE
uccienoBanue 2/3 daswbl,
npoBoauMoe 6e3 MpUMEHEeHUs
MEeTO0/1a KOHTPOJISl B LIEJISIX
M3y4YeHUs
(hapMaKOKMHETHYECKUX
XapaKTePUCTHK,
a¢dhekTUBHOCTH, 6€30MaCHOCTH
W UMMYHOT@HHOCTH Tpernapara
BAX326 (pekoMOMHAHTHOTO
(hakTOpa cBepThIBaHHUS KPOBU
[X), BBOAMMOTO IETAM,
00abHBIM remodunueit B B
TshKes0M (ypoBeHb (hakTopa [X
< 1%) uIu yMepeHHO TSKe0M
(ypoBeHb dakropa IX ? 2%)
(dhopme, KOTOpBIE paHee
NPOXO/IWIIH JIEYEHHE TI0 TIOBOLY
JTaHHOTO 3a00J1eBaHUS»
(pa3peuieHue
Mumn3zapascoupassutus Poccun
ot 22.12.2011 Ne600)
OTBeTCTBEHHbII Hccie10BaTelb
B.B. Jlebenen

JlekapcTBeHHBIi npenapat
XM22

«Mepxie I'M6X», 'epmanus/
000 «ITudcAii», Poccus
KimHuyeckoe uccie10BaHHE M0
nporokosty Ne XM22-07
«MHOroLEeHTPOBOE OTKPLITOE
ucciie1oBaHue Mo OLEHKE
(hapMaKOKMHETHYECKHX U
(hapmakoMHaAMHUYECKUX
XapaKTePUCTHK,




3¢ (HeKTUBHOCTH, O€30MaCHOCTH,
NEepeHOCUMOCTH U
MMMYHOT€HHOCTH Mpenapara
XM22 npu 0AHOKPaTHOM
TMOJIKO’KHOM BBE/ICHUH B J103€
100 Mkr/kr 21 peGeHky ¢
OIyXOJISIMH ceMeicTBa CapKOMBI
FOuHra wiu
paboMHocapKoOMOii»
(pa3pewienre MuH31paBa
Poccun ot 27.06.2012 Ne149)
OTBeTCTBEHHBII MCCIIe10BaTE b
B.B. JleGeneB

20.

['bY3 ropoaa MockBbl
«BopoHoBckas
OosbHULA
Jlenapramenra
3paBOOXPAHEHHS
ropoaa MocKBbI»

142160, r. MockBa,
rnoceJsjieH1e

BopoHoBckoe, 1oceok
JIMC

JlekapcTBeHHbIH Npernapar
bunposn (buconposon)

000 «ITAJIA
®dapm/lesenonment, Poceus /
000 «HAJIUM», Poccus
KiuHuueckoe ucclieJ0BaHue 1o
npotokoiy Ne05/12/PKU/BD
«OTKpbITOE,
paHIOMHU3UPOBAHHOE,
NePEKPECTHOE UCCIIeJIOBaHHE
CpaBHUTEJILHOM
(hapMakOKUHETHUKH U
OMODKBUBAJICHTHOCTH,
0e30MacHOCTH U
MePEeHOCUMOCTH TPEeraparoB
bunpou, TabneTku, NOKpPbITHIE
[JIEHOYHOM 000JI0UKOM, 2,5 Mr,
(npousBoactea OO0 «MAKMU3-
DAPMAY, Poccust) u Konkop
Kop, TabneTku, MoKpeIThIE
[JIEHOYHOM 000JIOUKOM, 2,5 Mr,
(npousBozacTBa Mepk KI'aA,
['epmanus), y 310pOBbIX
JI00pPOBOJIBLLIEB»

[InanoBas,
Bbl€3/1Has,
01.04.2014 —
04.04.2014
npuKa3s
PYKOBOAMTEJIA
Poc3npaBHajizopa
ot 24.03.2014
Nel891

BbisiBiI€HBI HApYLIEHUS
TpeboBaHuUi NMpUKasza
Munsnpasa Poccun ot
19.06.2003 Ne266 «O6
YTBEPKIACHUH MPABUJI
KJIMHUYECKOMN MPAKTUKH B
Poccuiickoii @enepauumn»:

no . 6.16 — 3THYECKUM
KOMHUTETOM OpraHu3aluu
JIOTYLIEHbI OTKJIOHEHMSI OT
MOJIOKEHUS,
perjaMeHTUpPYIOLLEro ero
JIeATENIbHOCTD;

no 7.19 — B xone
NpPOBEIEHUS KIIMHUYECKOIO
UCCJIeI0BaHUS OTKJIOHEHHUS
OT MPOTOKOJIA HE
PEruCTPUPOBAIIUCE;

no n. 8.9 — He
obecrneyeH KOPPEKTHbIH
NepeHOC JaHHbIX U3
NEePBUYHON MEAMLIMHCKOMN
JIOKYMEHTaL1H
JI0OPOBOJIBLIEB B

[Ipeanucanue,
YCTAHOBJICHHBI
CpoK
YCTpaHEeHHUS:
23.06.2014

Uudopmanms B
NpaBOOXpPaHUTE

JIbHbIE OpraHbl 1
opraHsl

NPOKYypaTypbl He
npeacTaBsAIach
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(pa3peuieHue MuH3/paBa
Poccun ot 12.08.2013 Ne466)
OTBETCTBEHHBIN HCCIIe0BaTE/b
10.A. Baciok

WHAWBUAYAJIbHBIC

perucTpaioHHbIe KapThl
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I'bY3 «Camapckas
oOnacTHas KIMHUYeCKas
odTambMoIOrHuecKas
OoJbHMILIA

um. T.U. EpowieBckoro»

443068, r. Camapa,
yi1. HoBo-CanoBasi,
a. 158

JlexapcTBeHHbIH npenapaT
RFB002 (Panubuzymao,
Jlyuenrtuc)

«Hoaptuc ®@apma Al,
HIseiinapus / OO0 «Hosaptuc
®apmay, Poccus

KiuHuueckoe ucciieJoBaHue 1o
npotokoiy Ne CRFB002G2302
«12-mecsa4yHoe,
PaHIOMHU3UPOBAHHOE, JIBOIHOE
cienoe, ¢ rpynmnoi KOHTPOJIs ¢
UMUTaLUEN HHBEKLIUH,
MHOTOLIEHTPOBOE MCCIIe/I0BaHHE
no oneHke 3G PeKTUBHOCTH U
0e30macHOCTH
MHTPAaBUTPEATIbHbIX HHbEKLIUI
0.5 mr panubuzymaba y
NalMeHTOB C HapylIEeHUEM
3peHUs BCJIEICTBUE
MaKyJISpHOTO OTeKa,
BbI3BAHHOTO (JAaKTOPOM poCTa
IHJIOTEJIUS COCY/10B»
(pa3pewenre MuHn3paBa
Poccun ot 01.10.2013 Ne620)
OTBETCTBEHHbIH HUCCIIe/10BaTEb
E.C. Munmtoaux

JlekapcTBEeHHBIi npenapar
RFB002 (Panu6uszymao,
Jlyuenruc)

«Hosaptuc ®apma Al'»,
[Iseiinapus / OO0 «HoBapTuc
®dapman, Poccus

[InaHoBas,
BbI€3/HAas,
08.04.2014
npuKas
PYKOBOUTES
TO
Poc3npaBHaazopa
no Camapckoii
obaacTu

or 03.03.2014
Ne 53-Y

Hapywenus

npaBuJI

KJIMHUYECKOM INPaKTHKHU HE

BbISABJICHBI

[Ipennucanue
He
COCTaBJISIIOCH

Hudopmauus B
NPaBOOXPaHUTE
JIbHbIE OpPraHbl U
opraHbl
MPOKYpaTypbl HE
npecTaBIsIach
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KnuHuyeckoe Mccie10BaHue 1o
nporokosy Ne CRFB002G2301
«12-MecsiuHOE,
paHI0MHU3UPOBAHHOE, JIBOHHOE
cJiernoe, ¢ rpyrnmnoi KOHTpoJIs ¢
UMUTALMEe UHBEKLIUHU,
MHOTOLIEHTPOBOE MCCIIeJOBAaHUE
no oueHke 3¢ (HeKTUBHOCTH U
O6e3zonacHOCTH
MHTPaBUTPEAIbHbIX HHBEKLIUH
0.5 mr panubuzymada y
MalMEeHTOB C HapYyILIEHUEM
3peHus BCIIEJICTBHE
XOpUOUAAIbHOM
HEOBaCKYJIipH3aLiHy,
BBbI3BaHHO# (hakTOpOM pocTa
IHJIOTEJIHS COCYI0B»
(pa3peuieHue MuH3/1paBa
Poccum ot 01.10.2013 Ne622)
OTBeTCTBEHHBII HCCIIe10BaTEb
E.C. MuntoiuH

JlekapcTBeHHBIH npenapat
RDPh1119 (bumaran
(bumaTtonpocT)

«[Tpomen Dkcnopre [T JITAN,
WUupus / OO0 «2OP DHJL JIU
DAPMAY, Poccus
KiiMHu4eckoe uccie10BaHue 1o
nporokosty Ne RDPh_11_19
«OTKpBITOE CPABHUTEJILHOE
PaHAOMHU3UPOBAHHOE
MHOTOLIEHTPOBOE KJIMHUUYECKOE
ucciiegoBanue 3hHeKTUBHOCTH
1 0€30MacHOCTH NpenapaToB
bumaran karuiu riasisie 0,03%
(«ITpomen Dkenopre [1BT. JITAY,
Wuaus) u Kcanaran karuim
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riasueie 0,005% («I1daiizep
M®TI". beabrus H.B.») ¢ nenbio
CpaBHEHHSI UX MMIMOTEH3UBHOI
AKTMBHOCTH B OTHOILIEHUH

o TaIbMOTOHYCA Y MALIMEHTOB C
MOBBILUIEHHBIM BHYTPHUIJIa3HbIM
JIaBJICHUEM»»

(pa3pewienue MuH3ipaBa
Poccuu ot 04.07.2013 Ne412)
OTBeTCTBEHHBII HCCie/10BaTeb
E.C. MumoauH

22. 00O «Hwmxeropojckas | JlekapcTBeHHBbIH npenapat [TnanoBas, Hapyenus npasui IIpeanucanue Hupopmaumus B

MeMIMHCKas KIMHUKa» | DcaukapbasenuHa Auerat BbIE3/HAS, KJIMHMYECKOM NPaKTUKK He | He MpaBOOXpaHHUTE

«buan-IToprena u Ko. CA», 15.04.2014 - BbISIBJIEHBI COCTaBJISJIOCH JIbHbIE OpraHbl U
603159, r. HuwxuHuit [Topryranus / AO «Ckoyn 16.04.2014 OpraHsl
Hosropon, yn. Kapna Wurepuounn A, 'epmanus npuKas MPOKYpaTypbl HE
Mapkcea, 1. 52 Knunuueckoe ucciieoBanue no | pykoojauress TO NpeJICTaB/sIach

npotokosty NeSCO/BIA 2093- Poc3npaBHaazopa

305 «D¢pdhekTuBHOCTD U no

6e30nmacHOCTb MPUMEHEHHUs Huxeropoackoi

sciMkapOasenuHa anerarta (BIA | o6nactu

2-093) B kauecTBe ot 18.03.2014

BCIMIOMOTIaTeJIbHOIO Cpe/ICTBa Nel22-I1p/14

NpH JIeYeHUU pedpakTepHbIX

MapUUaIbHBIX SMUJICNTHYECKHX

NPUIAJIKOB y JIeTeil: 1BoiHOe

cJienoe, paHJI0MH3UPOBAHHOE,

r1ae00-KOHTPOJIUpPYEMOE,

MHOTOLIEHTPOBOE KJIMHHUUYECKOE

ucclie/IoBaHue ¢

napaJuie/ibHbIMHU rpynnamMmu»

(paspewienune Poc3npaBHaazopa

o1 31.10.2008 Ne517)

OTBETCTBEHHBIH HcCile10BaTeNb

0O.B. Xaneuxkas

23. I'BOY BI1O JlekapcTBeHHOE CPEeACTBO [TnanoBas, HapyuieHus npasui [Ipeanucanue Undopmauusa B

«Bounrorpaackui «HedpocTepun» BbIC3/IHAs, 1abopaTOpHOI MPAKTHKU HE NpaBOOXpaHUTE
roCy/1apCTBEHHbIH OAO «buocunres», Poccus HE BbIsIBJICHBI COCTaBJISIIOCHh JIbHbI€ OpraHbl U
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MEMLIMHCKHA
YHUBEPCUTET»
Mun3apasa Poccuu

357532, r. [laturopck,
np-T Kanuuuna, a. 11

JloknMHMYecKoe ucclie/loBaHue
no teme «M3yuenue
00IIETOKCHYECKOTO, MECTHO-
paszpaxaroiero u
aJUIePrUu3upyIoLIero AeUcTBUs
npenapara «Keroanaioru

14.04.2014 —
17.04.2014
npUKas
PYKOBOAMTEJIS
Poc3npaBHaazopa
ot 01.04.2014

OpraHbl
NPOKYpaTyphbl HE
npeAcTaBsIach

AMMUHOKHUCIIOTY. No2111

OTBETCTBEHHBII UCITOJIHUTETb

A.1O. Tepexos

24. CII6 I'BY3 «l'opoackas | JlekapcTBeHHBIH npenapar [1naHoBas, BbIsiBIeHbI HApYLLIEHUS [Ipennucanue, Undopmamus B

[Tokporckas OonbHuLIA» | Adaniaza BbIE3/IHAs, TpeOOBaHMIA: YCTaHOBJIEHHbBIH NPaBOOXPaHUTE

00O «HII® «Marepua meauka | 21.04.2014 — denepalibHOrO 3aKOHA OT CpOK JIbHbIE OpraHbl 1
199106, r. CaHkT- XoJIAuHrY, Poccus 23.04.2014 12.04.2010 Ne61-®d3 «O6 YCTpaHEHHs: OpraHsl
[letepOypr, Knunuueckoe uccaenoBaHue no | npukas oOpalieHnH 23.07.2014 NPOKYpaTypbl HE
B.O. np. bonboi, nporokosy NeMMH-AZ-001 PYKOBOAMTEIIA JIEKapCTBEHHBIX CPEACTBY: npeacTaBisiach
a. 85 «MHOTOUEHTPOBOE IBOMHOE PocsnpaBHaazopa no . 3.1 ctT. 40 — He

ciernoe ot 01.04.2014 obecrnieueHO HarpaBieHHe

11a11e00KOHTPOJIUPYEMOe No2112 co001IeHHIt 0 Havasle

paH1I0MHU3UPOBAHHOE
KJIMHUYECKOoe UcciieIoBaHue B
napajuieJIbHbIX Ipymnax
6e30MmacHOCTH

3 GEeKTUBHOCTH MPUMEHEHUS
Adanazbl y nalMeHToB ¢
CUMIITOMaMH
J00pOKaueCTBEHHOM
TUIEPIUIa3uM MPEACTaTeIbHOM
JKeJie3bl U PUCKOM MPOrPeccrumny
(pa3pemieHue MuH3apaBa
Poccuu ot 05.09.2012 Ne300)
OTBeTCTBEHHbII UCClIeI0BaTE b
A.N. T'openos

KJIMHUYECKHUX
HUCClIeI0OBaHui B
YHOJHOMOYEHHbIH
(henepanbHbIil OpraH
UCTIOJTHUTEJILHOI BJIACTH,
BbIJIaBIIMI pa3peuieHus Ha
NpOBEJICHUE TaKUX
UCCJIeIOBaHUH B
YCTaHOBJIEHHBIH CPOK;
npukaza MuH3apasa
Poccuu ot 19.06.2003
Ne266 «O06 yrBepxkIeHUH
NPaBUJ KJIMHUYECKON
npakTuku B Poccuiickoi
denepauun»:

no m. 6.16 — He
obecrnieueHo Ha/uiexKallee
XpaHeHHUe JIOKyMEHTALIUH,
NpeACTaBJICHHON Ha
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paccMOTpeHHUE STHYECKOMY
KOMHTETY;

no 1. 8.8 — He
obecreyeHo yeTkoe
BEJCHUE JOKYMEHTAlUU

KJIMHUYECKOro
UcclIeJOBAHUS
25. 00O «Ilpodeccopckas | JlekapcTBeHHbIH npenapar [TnanoBas, BbIsiBIEHBI HAPYLIEHUS [Ipennucanwue, Hudopmaius B
KJTMHUKa» ®dochornus BbIE3/HAS, TpeGoBaHuIi: YCTaHOBJICHHBI NPaBOOXPAHUTE
OAO «®apmcTaHaapT- 14.04.2014 - | deaepanbHOro 3aKoHa OT CpOK JIbHbIE€ OpraHbl U
614070, r. Ilepmb, YpaBUTA», Poccus 24.04.2014 12.04.2010 Ne61-D3 «O6 YCTPAHEeHUSI: oprassl
yi1. Jpyx0sl, 1. 15A KnnHuueckoe ucciieioBaHue 1o | rnpukas oOpatieHun 26.05.2014 NPOKYypaTyphl HE
npotokoiy NePHG-M2/P03-12 | pykoBoauTtesis TO | 1ekapcTBEHHbIX CPEACTBY: npe/cTaBsjiach
SAT'Y AP «J1BoiiHoe ciienoe, Poc3npaBHaazopa no m. 3.1 ct. 40 — He
paHIOMU3UPOBaHHOE, Mauebo- | mo  Ilepmckomy | oGecnieueHO HanpaBieHUE
KOHTPOJIUPYEMOE, Kpato cooOuieHuit o0 Havase
MHOTOLIEHTPOBOE ot 02.04.2014 KJIMHUYECKHUX
MOCTPEruCTPALIMOHHOE Nel03-Ip/14 UCCJIEIOBAHUH B

KJIMHUYECKOE UCCJIeJ0BaHUE MO
U3yueHUIo Y3 (HEKTUBHOCTH U
0e30MacHOCTH npemnapara
®dochornu® B TEpANUn
MAIMEHTOB C AJIKOTOJIbHOM
00J1€3HBIO MEUESHU»
(pazpewienre MuH3apaBa
Poccun ot 18.10.2012 Ned45)
OTBETCTBEHHbIH HCCIIEA0BaTENb
C.B. Terubix

JlexapcTBeHHbIN npenapat
ApbGunon

OAO «®apmcTanaapT-
JlexcpencTBay, Poccus
KnuHuueckoe uccieoBaHue rno
nporokoiy NeARB-M1/P01-11
APBUTP «JIBoiiHoe cierioe,
paHIOMU3UpOBaHHOE, M1aLedo-
KOHTPOJIUPYEMOE,

YIIOJITHOMOYEHHBIH
(enepanbHblii opra
UCIIOJIHUTEJIbHOM BJIACTH,
BbI/IABILMI pa3pelueHus Ha
NPOBE/IEHUE TAKUX
UCCJIEJOBaHU B
YCTaHOBJIEHHBIH CPOK;
npukaza Mun3zipasa
Poceun ot 19.06.2003
No266 «O0 yTBepKACHUN
MpaBuJl KIIMHUYECKOM
npakTuku B Poccuiickoi
denepaummny:

no mn. 4.6 — ve
obecrnie4yeHo noanucaHue
naleHTamMu corjacus Ha
y4acThe B MCCJIE/IOBAHUM
no npotokoiy NeARB-
M1/PO1-11 APBUTP;
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MHOTOLIEHTPOBOE KIIMHUYECKOE
MCCIIeI0BAHUE 110 U3YUYEHHIO

9 PEKTUBHOCTH U
Oe3onacHOCTH npenapara
Ap6unon® npu JIeUEHUH U
npoduIaKTUKE rpHIna 1
JPYTUX OCTPBIX PECITUPATOPHBIX
BUpYCHBIX MHPpekLmii (OPBU)»
(pazpelueHnue
Mun3apasconpaszputus Poccun
o1 22.09.2011 Ne375)
OTBeTCTBEHHbIH HCCIe10BaTE b
C.B. Terubix

no . 7.5 — He
obecrneyeHo BKIIOYEHHE
MalMUeHTOB B UCCJIEJOBAHHE
no npotokosty NePHG-
M2/P03-12 SITY AP,
KOTOpBIE M0 MEULIMHCKUM
MOKa3aHUsIM MOTYT OBITh
MPUBJIEYEHBI K YYaCTHIO B
JIAHHOM HCCJIE/IOBaAHUH;

nomn. 7.18,7.19 —
JIOTYIIEHHbIE OTKJIOHEHHSI
OT MPOTOKOJIA
ucciienoBanuss NePHG-
M2/P03-12 SAI'Y AP ne
3aperucTpUpPOBaHbI U HE
00BSACHEHBDI;

no . 8.8 — He
00ecreyeHo YeTKoe
BE/ICHUE JOKYMEHTaluU
uccienoBanus NePHG-
M2/P03-12 SII'YAP;

no nr. 8.8, 8.9 — He
obecrneyeHo YeTKoe
BEJICHHE IOKYMEHTALIUH
ucciiegoBanust NeARB-
M1/P01-11 APBUTP u
COOTBETCTBHE JIAHHBIX,
BHECEHHBIX B
perucTpalMoOHHbIE KapThl,
JIAaHHBIM MEePBUYHOM
MEeULIMHCKOM
JIOKYMEHTalHUH;

non. 8.12 — He
obecrieyeHo Be/IeHHE
NEPBUYHON MEIMIIMHCKOM
JIOKYMEHTALMH
KJIMHHUYECKUX
nccnenoBanuii NePHG-
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M2/P03-12 ATYAP n
NeARB-M1/P01-11
APBUTP B cOOTBETCTBUH C

JIEHCTBYIOLIUMH
HOPMaTUBHBIMU
TpeOOBaHUSIMHU
26. I'bY3 HoBocubupckoii | JlekapcTBeHHbIH npenapat [1nanoBas, Hapywenus npaBuia | [Ipeanucanue Uudopmauus B
obsactu NU100 (pekoMOMHAHTHBI BbIE3/1HAs, KJIMHUYECKOM NMpPAaKTHKW HE | He NpaBoOOXpaHUTE
«I"ocynapcTBeHHas 4esI0Be4eCKHit uHTephepoH 01.04.2014 - BbISIBJICHbI COCTaBJISJIOCH JIbHBbIE OpPraHbl U
HoBocubupckas Oeta-1b) 28.04.2014 opraHsl
oOnactHas kiuHuueckas | Hropon buorek, CHIA npHKa3s NPOKYPaTypbl HE
OobHULA» /Canodu-aBeHtuc Pecepu a1 PYKOBOAMTEIS npeacTaBisiach
Jesenonment, @panuus/ OOO | TO
630087, «Bopanagaiin Knunukan Poc3npaBHaji3opa
r. HoBocubupck, Tpaiianz», Poccus 1o
yJ1. Hemupouya- Knunundeckoe uccnenoanue no | HoBocubupcekoii
Jlanuenko, 1. 130 npotokosiy Ne CP-NU100-01.00 | obnactu
«PanpomuzupoBanHoe miauebo- | ot 26.03.2014
KOHTPOJIMpyeMoe No235-I1p/14
MHOTOLIEHTPOBOE /IBOHHOE-
cjenoe B napauiebHbIX
rpynmnax vccienaoanue 3 ¢asbl
JUIsl OLIEHKH O€30MacHOCTH U
s¢dexTUBHOCTH npernapaTa
NU100 y naumeHToB ¢
peunauBHpytoLieit Gopmoii
paccestHHOToO CKJIepo3a»
(pa3peuieHue
Mun3zapascoupaszsutust Poccuu
ot 30.01.2012 Ne671)
OTBeTCTBEHHbI HCclleI0BaTENb
H.A. MankoBa
217. ®I'bY «HayuHo- JlekapcTBeHHBIH npenapar [1nanoBas, Hapywenus npaBui [Ipeanucanue WUndopmanus B
UCCIIe10BaTEIbCKUI TABO8 (Tepanuzymad) Bbl€3/1Has, KJIMHUYECKOW MPAKTUKU HE | HE MpaBOOXpaHUTE
UHCTUTYT OAO «buomen» 28.04.2014 - BbISIBJIEHBI COCTaBJISIOCH JIbHbIE OpraHbl U
PEBMATOJIOTUU M. U.H. Meunukosa, Poccust/ | 05.05.2014 opraHbl
um. B.A. HaconoBoii» 00O «Ilpynenracy, Poccus npuKas NPOKYpaTyphbl HE
PAMH KiuHu4eckoe ucciieIoBaHue M0 | pyKOBOJMTEIS npe/icTaBisach
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npotokoiy NeTABO8 RAOI Poc3npaBHaa3opa
115522, r. MockBa, «HMccenenoBaHue 1o U3yuyeHUIo or 22.04.2014
Kamupckoe mocce, 6e30macHoCTH, nepeHocumocTH, | Ne2966
1. 34a (hapMakoAMHAMUKH U

s pextuBHocT TABOS y

MalMeHTOB C AKTUBHBIM

PEBMATOUIHBIM apTPUTOM, Y

KOTOPBIX Teparnus

METOTPEKCATOM HEJOCTaTOYHO

s dhexTrBHA»

(pa3pemieHue MuH3ipaBa

Poccuu ot 17.10.2013 Ne650)

OTBEeTCTBEHHbII HCCIIe10BaTE b

M.JI. Ctanucias

28. ['V3 «ObnactHoOH JlexapcTBeHHBIH npernapar [1nanoBas, BbisiBneHbl HapyIeHUs [Ipennucanmue, HUudopmauus B

kapauoxupyprudeckuii | AVE0010 BbI€3/IHAs, TpeOOoBaHMIi MpHKa3a YCTaHOBJICHHBI NPaBOOXPaHUTE
LeHTp» Mun3apasa Canodu-Asentuc Jloitunana 19.03.2014 - Munsapasa Poccun ot CpOK JIbHBIE OPraHbl U
CapaToBckoii obsactu I'M6X, I'epmanus/Canou- 16.05.2014 19.06.2003 No266 «O06 YCTpaHEHHUs: opraHbl

aBeHTHC Pecepd aHz NpHUKa3bl YTBEPKIACHUH MPaBUII 16.07.2014 NPOKYpaTypbl HE
410039, r. Caparos, Jesenonment, @panums/ AO PYKOBOJMTEJIA KJIMHUYECKOM MPAKTUKHU B npeacTaBisiiach
yi. Kpbimckast, a.15 CaHodu-aBEeHTHC TPy, TO Poccuiickoii @eaepauumn»:

DpaHuus Poc3apaBHaazopa no n. 7.10 — ve

Knunuueckoe uccnenopanue no | no CapatoBckoi | MOATBEPKAEHA

npotokoy Ne EFC11319 obnactu KBaJIMpUKaLMs

«PannomusupoBaHHoe, 1BoitHoe | oT 06.03.2014 COTPY/IHUKOB,

ciernoe, ruauebo- Nel164-44/14; NMPUHUMAIOLMX yYyacTHE B

KOHTPOJIMpYEMOeE, ot 08.04.2014 UCCIIe/I0BAaHUH 110

MHOTOLIEHTPOBOE MCC/IEJ0BAHHE
B NapasulebHbIX TpyMnnax is
OLICHKH pa3BUTHSA
CeplIeYHOCOCYAUCTBIX COOBITHI
Ha (oHe JieueHus
JIMKCUCEHATH/IOM MALUEHTOB C
Il Tunom caxapHoro auadera
nocJjie MepeHeceHHOro 0CTPOro
KOPOHApHOI0 CUHAPOMa»
(pa3pewenue Poc3apaBHaaszopa
ot 22.06.2010 Ne291)

Nel164-86/14

nportokosty NeHZC113782;
nomn. 7.12 — e

obecrie4yeHO 03HAKOMJICHHE
BCEX CO-Hcce/ioBaresieii co
CBOUMMH (YHKLMIMH U
00513aHHOCTSAMH B
ucclieI0OBaHUU 110
nporokoiy NeHZC113782.
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OTBETCTBEHHBIN HCCJIE0BATED
B.B. CamutuH

JlexapcTBeHHbIN npenapar
GW685698/GW642444
(®nyTuka3zoHa
®dypoat/Bunanrepoit)
«I'nakcoCmutKnsiin Peceu a1
JleBeonMeHT Jlumureny,
BenukoOpurtanus/

00O «Ilapekcens MHTEpHALLIHI
(PYC)», Poccus

KimHuveckoe ucciie10BaHue 1o
MPOTOKOJTY NeHZC113782
«HccnenoBanue HCXO/JIOB
00JIe3HU I OLIEHKH J1eHCTBUS
HUHTrasIuui (hMKCUPOBAHHOM

KOMOMHALMN npenapaToB
®dnyTHKa30Ha
®dypoara/Bunantepona

(MOpoLIOK U1 MHrajisiLMi B
no3e 100/25 MKr) B cpaBHEHHH ¢
rianedo Ha BbDKMBAEMOCTb Yy
MalMeHTOB C  XPOHHUYECKUM
00CTPYKTHBHBIM 3a00JIeBaHHEM
nerkux  (XOBJI)  cpenneii
CTEMEHU TAKECTH C HATUYUEM B
aHAMHE3€ WJU C MOBBILIEHHBIM
PUCKOM  pa3BUTHUS CEPAEYHO-
COCYAMCTOrO 3a00JIeBAHUSY
(pazpeuienue
Mumnzapascoupassutus Poccun
ot 08.12.2011 Ne555)
OTBETCTBEHHbII HCCIIe10BaTENb
H.I1. JIamuna

29.

MAY «lleHTpanbHas
ropoJickasi KJIMHu4ecKas
OoabHULA I. PeyToBY

JlexapcTBeHHbIH npernapar
AuerazonamMua-Akpu®
(Auera3zosamMua)

[InanoBas,
BbI€3/IHAs,

BbIsiBlIEHBI HApYLIEHHUS
TpeOoBaHUI NpuKaza
Mun3apasa Poccun ot

[Ipeanucanue,
YCTaHOBJICHHBIH

Uudopmauusa B
NpaBOOXPAHUTE
JIbHbIE OpraHbl U
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OAO «Xumuko- 22.05.2014 - 19.06.2003 Ne266 «O6 CPOK OpraHbl
143964, MockoBckas (hapmaueBTHYeCKHii KOMOMHAT 27.05.2014 YTBEPHKACHUU MPABUJI YCTpaHEHHUS: MPOKYpAaTyphbl HE
00u1., . PeyTos, «AKPUXHH», Poccus npuKas KJIMHUYECKOM MPAKTHUKH B 21.11.2014 rpe/ICTaBsiach
yi. Jlenuna, 1. 2a KnuHuveckoe ucciieloBaHue 1o | pyKOBOUTEIIS Poccuiickoii Denepauumn»:

npotokosty NeACTZ-01 Poc3npaBHanszopa no 1. 6.12 — aTuyeckum

«OTKpbITOE ot 08.05.2014 KOMHUTETOM HE Oonpe/eieH

paHI0MU3UPOBAHHOE Ne3335 KBOPYM 15l IPUHSTHSA

MepeKpecTHOE UcClieI0BaHUE pelIeHHUI;

CpaBHUTEJILHOM no 1. 6.16 — 3Tu4yeckum

(hapMaKOKMHETHKH U KOMMTETOM HE

OHOPKBUBAJIEHTHOCTH cO0JII0/1aK0TCS TIOJIOKEHHUS,

npenapaToB ALeTa3olaMuI- perjlaMeHTHPYIOLLHE €ro

Axpu®, tabnetku 250 mr (OAO JIeATEIbHOCTD;

«AKPUXHH», Poccus) u 1o 1. 6.8 — A THYECKUM

Juakap0o®, Tabnetku 250 mMr KOMMTETOM HE

(PapmaneBTHUECKUI 3aBOJL OLICHUBAIOTCS MOPAJOK H

«ITOJIbBOAPMA» AO, CYMMbI BBITUIAT

[Tonba) ¢ yyactuem 310pOBbIX UCIIBITYEMBIM;

JI0OPOBOJILLIEBY no 1. 8.8 — He

(pa3pewienne MuH3ipaBa ofecreyeHo YeTKoe

Poccun ot 03.12.2013 Ne741) BEe/ICHUE JOKYMEHTALMH 110

OTBETCTBEHHbIN UCCIIE0BATEb YYeTy nperaparoB

M.K. TenemnHux HCCJIeIOBAHMS

no n. 8.9 — He
obecreyeH KOPPEKTHBIH
MEepeHOC JaHHbIX U3
NEepBUYHON MEIULIMHCKOM
JIOKYMEHTALIUU
J0OPOBOJIBLIEB B
VHIMBU/1y aJIbHbIE
PEruMcTpPaLMOHHBIE KapThl.

30. ['bOY BIIO KoHTpoJib ucnonHeHus BHenulanoBas BrisiBjIeHHBIE B X0/1€ [lpeanucanue HUupopmauus B
«MockoBcKuit npeanucaHust 00 ycTpaHeHUH JIOKyMEHTapHast TUIAaHOBOI1 MPOBEPKH He MPaBOOXPAHUTE
rocy1apCTBEHHbIN HapyuieHuii . 3.1 ct. 40 (KOHTpOJIb 10.02.2014 — 13.02.2014 COCTAaBJISIIOCH JIbHBIE OpraHbl U
Me/IMKO- deniepaibHOro 3aK0Ha OT MCTIOJIHEHUS HapylIEeHUs IPaBUII OpraHsl
CTOMATOJIOTMYECKUI 12.04.2010 Ne61-D3 «O6 npernucaHms) KJIMHHYECKOM NMPAaKTHKH MPOKYpaTypbl HE
yHuBepcuteT um. A M. 00palleHHUH JIeKapCTBEHHBIX 29.05.2014 - YCTPaHEHbI npejcTasisiach

CPEACTBY, JOMYILEHHbIX 30.05.2014
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EBnokumoBa»
Mun3sapasa Poccun

127473, r. Mockaa,
yi. lenerarckas, a. 20,
ctp. 1

CreLUaIMCTaMU MEUIIMHCKOM
OpraHu3alMM Moj
PYKOBOJICTBOM IPOPEKTOpa Mo
Hay4HOU pabore U
MEXK1YHAPOIHON J1eSATEIIbHOCTH
E.A. Bosbckoii npu
MPOBEIEHUH KIIMHUYECKOTO
MCCJIE/IOBaHUS JIEKAPCTBEHHOTO
npernapara
GW685698/GW642444
(®nyTHkazoHa
®dypoat/Bunanrtepo.)
«I'nakcoCmutKnsitn Peced s
JleBenonmMeHT JIumureny,
Benukob6puranus/ OO0
«ITapakcenb UHTepHeHa
(PYC)», Poccus

KnuHuueckoe ucciiejoBaHue 1o
nporokosty HZC113782
«HccenenoBaHue UCXOI0B
00JIe3HM [UTsl OLCHKH JIeHCTBUS
UHransuuii GUKCUPOBAHHOIM
koMOuHamu diyTukazoHa
®dypoart/BunaHtepoJi (MOpoLIoK
JU1s uHransiuui B qosze 100/25
MKTI') B CPaBHEHHH C IJ1aiedo Ha
BbDKMBAEMOCTh Y MAlMEHTOB C
XPOHHUYECKUM OOCTPYKTUBHBIM
3aboneBanueM jerkux (XOBJI)
Cpe/IHel CTeNEeHH TAHKECTH C
HaJIMYMEM B aHAMHE3€e WJIH ¢
MOBBILIEHHBIM PUCKOM Pa3BUTHS
Cep/ACUHO-COCY IUCTOIO
3a00s1eBaHUsI»

(pa3peleHue
Mun3sapagcotipa3sutusi Poccun
ot 08.12.2011 Ne555)

npHuKa3
PYKOBOIHUTEIS
Poc3npaBHai3opa
ot 23.05.2014
Ne3661
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31.

I'BY3 «bpsHckuii
obnacTHOM
OHKOJIOTMYECKUM
JIUCTIaHCep»

241033, r. bpsiHck,
np-1 CraHke
Jlumurposa, 1. 96

KoHTposb ucnoaHeHus
npeanucanus 00 ycTpaHeHHH
Hapyenuii . 7.12, 8.4
npukas3a Munzapasa Poccun ot
19.06.2003 Ne266 «O06
YTBEPIKIAECHUH TPaBUIT
KJIMHUYECKOM NMPAaKTHUKH B
Poccuiickoii denepauumny,
JIOTYILIEHHBIX CIEeLHATUCTaMH
MEIMLUHCKON OpraHu3alMy noj
PYKOBOJCTBOM OTBETCTBEHHOIO
vccieioBarTess

T.A. BunorpaioBoii npu
NPOBE/IEHUH KIIMHUYECKOrO
ucciie10BaHKsl JIEKapCTBEHHOTO
npenapata IMAB 362
«["annmen @apmacbloTHKAIIC
Ay, 'epmanus/ OO0
«ITuDcAi», Poccus

no nporokosny Ne GM-IMAB-
001-03 «MHOrOLIEHTPOBOE
PaHIOMU3UPOBAHHOE, OTKPBITOE
uccienosanue Il daspl no
onieHke 3G (HeKTUBHOCTH U
06e30MmacHOCTH MPUMEHEHUS
npenapara IMAB 362 na ¢one
Teparuy repBoi JTUHUU 110
cxeme EOX (anupyOuLMHOM,
OKCAJIUIUIATHHOM H
KaneuuTabuHOM) MPOBOAUMOI
naueHTaMm ¢
pacrpocTpaHéHHOM
aZIcHOKapLIMHOMOI XKeJTy 1Ka,
MUILIEBO/IA UK MUIIEBOAHO-
eIy IOUHOTO COEIMHEHUS €
akcnpeccueit 6enko CLDN
18.2» (pa3pewenne MuH3apaBa
Poccuu ot 20.09.2012 Ne353)

BuenyaHoBas
BbI€3/[HAs
(KOHTpOJIb
UCTIOJIHEHUS
npeanucaHus)
29.05.2014 -
30.05.2014
npuKas
PYKOBOUTEIS
TO
Poc3apaBHaazopa
no bpsHckoi
obJlacTu oT
09.04.2014
Nel132-61/14

BrigBIIEHHBIE B X0/1€
TUTAHOBO# MPOBEPKH
11.12.2013- 23.12.2013
HapyLIEHUs MpaBml
KJIMHUYECKOM MPaKTUKH
YCTpaHEeHbI

[Ipeanucanue
HE
COCTAaBJIAJIOCH

Uudopmaims B
NPaBOOXPaHUTE
JIbHbIE OpraHbl U
OpraHbl
MPOKYpaTypbl He
NpeJICTaBIsAIach
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32 I'BY3 Pecny6uku JlekapcTBeHHbIH npenapar [InanoBas, Hapyuienus npasui | [Ipeanucanue Uudopmaims B
MopaoBust ["aneTecnu® BbI€3/1HAS, KJIMHUYECKON MpaKTHKU HE | He NpaBOOXpPaHUTE
«PecnybnukaHckmii «Cunta dapmacbloTHKAI3 02.06.2014 — BBISIBJICHBI COCTaBJIAJIOCH JIbHBIE OpraHbl U
OHKOJIOTHYeCKUH Kopnopaituny, CILIA/ OOO 06.06.2014 OpraHbl
JIUCTIaHCcep» «IIuDcAii», Poccus NpuKa3s MIPOKYpaTypbl HE

KinHuyeckoe ucciieloBaHue Mo | pyKOBOAMTEs npe/cTaBisIach
430032, npotokoiy Ne 9090-14 TO
r. CapaHck, «PannomuzupoBaHHoe Poc3apaBHaizopa
yi1. YiibsHoBa, 1. 30. uccienoanue 111 daswi, no PecryOinuke

HanpaBJIEHHOE Ha CPaBHEHHE MopaoBus

KOMOMHHUPOBAHHOM Tepanuu ot 23.05.2014

raHeTecrnuOOM B COUYETAaHHHU C Ne 94

JIOLIETAKCEJIOM U MOHOTEpanuu

JIOLIETaKCeJIOM, MPOBOIUMOIA

naueHTaM ¢

pacnpocTpaHeHHOM

HEMEJIKOKJIETOUHOMN

a/IeHOKApLIMHOMOM JIErKOro»

(pa3pewienue MuH3ipaBa

Poccum ot 01.04.2013 Ne212)

OTBeTCTBEHHBIIN MCCIe10BaTE b

M.T. Kynaes

33. ['bY3 Camapckoii JlexapcTBeHHbIH npenapat [1nanoBas, Hapyuienus npasun | [Ipeanucanue Undopmauus B
obnactu Weabanun (S16257-2) BbI€3/1HAs, KJIMHUYECKOH MPAKTUKU HE | He NpaBOOXpaHUTE
«TonpaTTUHCKas «Jlabopatopuu CepBbe», 03.06.2014 BBISIBJIEHBI COCTaBJISAJIOCH JIbHBIE OpraHbl U
ropojckas kinHuueckas | @panuus/ OO0 «CuHepmku npuKas OopraHbl
6oabHMLA Ne 1» Pecepu rpynm», Poccus pYKOBOJUTEIS NPOKYpaTypbl HE

Knununueckoe uccnenoanue no | TO npe/cTaBisiach
445009, Camapckas nporokoay Ne CL3-16257-083 Poc3apaBHanzopa
00:1., r. ToapsaTTy, SIGNIFY «Ponb uBabpaguna B | no Camapckoii
yi1. OkTa0pbekas, 1. 68 | 1e4eHUuH NauueHToB co obJlacTn

CTaOMJIbHOM MLIIEMUYECKOH ot 07.05.2014

6one3Hbto cepaua oe3 Ne 153-Y

KJIMHUYECKUX MPOSIBICHUIN
CepAeYHON HEOCTATOYHOCTH.
PanaomMu3upoBaHHoOE, /1BOHHOE
ciienoe, mjaredo
KOHTPOJIUpYEMOE,
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MEKIyHapoaHoe,
MHOTOLIEHTPOBOE
McCclIeJOBAHUE)

(pazpewienue PocsapaBHaazopa
ot 05.11.2009 Ne471)
OTBEeTCTBEHHBIH UCCIIEN0BATEND
A.B. ®posio

34.

['V3 ropona Mocksbl
«I"opoackas
KJIMHUYecKas 0oJibHULIA
Nel2 JlenaprameHTa
31PaBOOXPAHEHUS
ropoaa MockBbI»

115516, r. Mockaa,
yi1. bakuHckas, 1. 26

KoHTposib ucnosHeHus
npeanucanus 00 ycTpaHeHUH
HapyuieHui 1. 8.3 npukasa
Munsnapasa Poccuu ot
19.06.2003 Ne266 «O06
YTBEPIKIACHUH MTPaBUJI
KJIMHUYECKOM MPAKTHUKHU B
Poccuiickoii denepaunny,
JIOMYILIEHHbIX CNIELUAIUCTaMU
MEQUIMHCKOW OpraHu3aluu rnoj
PYKOBOJICTBOM OTBETCTBEHHOI'O
uccnenosarens U.I'. denoposa
NpH MPOBEICHUU KIIMHUYECKOTO
MCCJIeIOBAHUS JIEKAPCTBEHHOTIO
npenapara Cria3maToH, pacTBOp
g uabekimii (OAO
«bopucoBcKkHit 3aBOJ
MEAMLIMHCKUX TMPernapaToBy,
Pecny6nuka benapycsb) B
CpaBHEHHH C MpenapaTom
Cnia3maJiroH pacTBop AJist
BHYTPUMBILIEYHOTO U
BHYTPUBEHHOTO BBE/ICHUS
(«Codapman AO, bonrapus»)
JUTsl KynMpoBaHusi 00JIeBOro
CHUHpOMA Y NalMEHTOB ¢
(byHKIIMOHAJILHBIMH
HapyIlIeHUsIMHU paboThbl

ey A0YHO-KULIEYHOT O TPaKTa:
CHHIPOMOM pa3/ipaXKeHHOH
TOJICTOM KHUIIIKH, TUCKMHE3HEH

BHeruianoBas
BbI€3/1HAS
(KOHTPOJIb
UCTIOJTHEHUS
npeanucaHus)
21.05.2014 -
03.06.2014
npUKa3
PYKOBOAUTEJIS
TO
Poc3apaBHaj3opa
no r. MockBe 1
MocKOBCKO#
obs1acTu OT
16.05.2014
No413/14

BoisiBjIeHHbIE B XO/1€
TUIAHOBO# MPOBEPKH
24.05.2012-18.06.2012
HapyLIeHHs MPaBUII
KJIMHUYECKO# MPaKTHKH
yCTpaHEeHbI

[Ipeanucanue
He
COCTaBJISAJIOCH

HUudopmauus B
NPaBOOXPAHUTE
JIbHBIE OpraHbl U
Oprassl
MPOKYpaTypbl He
npejcTaBlisiiach
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JKEJTYEBBIBOISILIUX Ty TEH,
(hyHKIMOHAJIbHOM HESI3BEHHOM
JIUCTIETICUE»

(pa3pewenue PocszapaBHaazopa
ot 27.08.2010 Ne430)

35; I'BY 3 IlckoBckoit Knunuueckue uccienoBanus | [1naHosas, Hapywenus npasui | [lpeanucanue HUudpopmaums B
obnactu «IlckoBckas MeZMLMHCKOI opranm3aumeii e | 07.04.2014 - KJIMHUYECKOH NMpPAaKTHKW HE | He NPaBOOXPaHUTE
oOactHas 60JIbHULIA» MIPOBOASATCS 04.06.2014, BbISIBJICHBI COCTaBJISIIOCH JIbHbIE OpPraHbl U

MpHUKa3bl oprasbl
180000, r. Ilckos, PYKOBOAUTEIS IIPOKYpaTyphl HE
yJi. Mansicosa, 1.2 VYnpasiieHus NpeICTaBIsIach

Poc3apaBHaazopa

no IlckoBckoii

obsacTtu ot

25.03.2014r.

Ne20-n/14

ot 29.04.2014

Ne 30-n/14

36. 'OV BIIO KoHTtposb ucnojaHeHus BuennanoBas BrisiBjieHHBIE B X0/1€ Ilpeanucanue HUudopmauus B
«AnTtaiickuii npeanucanus 00 ycTpaHeHUH BbI€3/1Has TUIAHOBO#1 MPOBEPKH He NPaBOOXPaHHUTE
rocy/1apCTBEHHbIN HapyLLeHUI: (KOHTpOJIb 23.09.2013 - 25.09.2013 COCTaBJISIIOCH JIbHbIE OpraHbl U
MEeAULIMHCKU T nn. 9, 24, 31, 33, 34 npukasa UCTIOJIHEHUS HapyLIeHUs MpaBuI oprasbl
YHUBEPCUTET» Mun3apaBcoupa3putust Poccun | npeanucaHus) JIOKJIMHUYECKOH NPOKYpaTypbl HE
Mun3sapasa Poccun ot 23.08.2010 Ne708n «O06 09.06.2014 - KJIMHUYECKOW NMPAaKTUKH NpeacTaBiIsIach

YTBEPKACHUU ITPaBUJI 10.06.2014 YCTPaHEHbI
656038, r. bapnay, J1abopaTOpPHON MPAKTHKN, npuKas
np. Jlenuna, 1. 40 JIOTMYLIEHHbIX CTIelHaTMCTaMu PYKOBOAMTEIISA
MeJMUMHCKON opranu3aumu noa | PocsapasHaasopa
pyKoBOJCTBOM oTBeTcTBeHHOro | ot 02.06.2014
ucnosinurens B.I1. KynukoBa No3804

NpY NPOBEICHUH
JIOKJIMHMUYECKOr0 MCCIe0BaHNs
no teme «MccnenoBanue ocTpoi
TOKCUYHOCTH JIEKaPCTBEHHOM
cyberanumu u 'MHK»;

nn. 4.2, 6.13,7.18, 7.19, 7.21,
8.2, 8.9 npukaza Mun3apasa
Poccuu ot 19.06.2003 Ne266
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«O0 yTBep)KIACHUH MTPaBUII
KJIMHUYECKOW MPAaKTUKHU B
Poccuiickoit denepaunny,
JIOTYLIEHHBIX CleLHaIMCTaMU
MEIULMHCKOM OpraHu3aliu 1noja
PYKOBOJICTBOM OTBETCTBEHHOT'O
uccnenosarens H.W. @aneeBoii
NpU MPOBEJICHUN KIIMHUUYECKOTO
UCCJIe/I0OBAaHUS JIEKAPCTBEHHOTO
npenapata Unbmuke
(nuponkapobunomn) 3A0
«Mupakcbuno®apma» no
npotokoity NeMnm-Mam-163
«J1BoiiHoE cnernoe,
PaHIOMM3UPOBAHHOE, MJ1aLedo-
KOHTPOJIMpYyEMOe
MHOTOLIEHTPOBOE HCCJIEI0BaHUE
B NapaJijie/IbHbIX IpyIinax

s dexTuBHOCTH, O€30MaCHOCTH
Y MIepPEeHOCUMOCTH Tpenapara
NnbMUKC, TPUHUMAEMOTO 2
pasa B ieHb 110 | KaricyJie npu
JIeYeHUH I0OPOKAUECTBEHHBIX
JIUCTIIa3Uii MOJIOYHOM KeJie3bl ¢
MacTOoJIMHUEN» (pa3perieHue
Mumn3zapascoupazButus Poccun
oT 15.10.2010 No 3)

3%

®I'BY «Poccuiickuit
Hay4HbII LIEHTP
«BoccraHoBuTenbHas
TPaBMATOIOTUS U
OpTONEaUs» UM. aKa.
I".A. Unuzapoa»
Munsnpasa Poccuun

640014, r. KypraHn,
yi1. Mapuu Y ibsiHOBOH,
. 6

Knunuueckue HCCJIeI0BaHUS
MEIUILMHCKOM opraHu3alueii He
NpoBOAATCS

I1nanoBas,
16.05.2014-
06.06.2014,
npuKas
PYKOBOUTEISA
Vnpasnenus
Poc3apaBHaazopa
no KypraHckoi
obnact OT
30.04.2014
Nol24/14

Hapywenus MpaBuII
KJIMHUYECKOM MPaKTUKU He
BBISIBJIEHbI

[Ipeanucanue
He
COCTaBJISIIOChH

HUudopmauus B
NpaBOOXpaHUTE
JIbHbIE OpraHbl U
Oprassl
NPOKYpaTypbl HE
npe/cTaBsIach
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38.

®I'BY «CaHkT-
[TetepOyprekuii
Hay4HO-
ucclie10BaTesIbCKHit
NICUXOHEBPOJIOTMYECKU I
UHCTUTYT

uM. B.M. bexrtepeBa»
Munzapasa Poccun

192019, r. CaHkT-
[leTepOypr,
yi1. bextepesa, 1. 3

JlexapcTBeHHbII MpenapaT
NT201 (boryinHuyeckui
HEHPOTOKCHH THUMa A
CBOOO/IHBII OT
KOMILIEKCO00pa3yoLux
0eJIKOB)

Mepu @apmackrotukanc 'M6X,
['epmanus/ Ait Du Cu Pecepu
FOKeii JIumuren,
Benukobpuranus
KnuHuueckoe vcciie1oBaHUE 10
npotokojty No MRZ
60201/SP/3002
«IIpocnekTuBHOE, NBOIHOE
cJiernoe, mianedo
KOHTPOJIMPYEMOE,
paH/I0MHU3UPOBAHHOE,
MYJIbTULIEHTPOBOE
UCCIIeIOBAaHUE C OTKPBITHIM
NPOJICHHBIM ITEPUO/IOM T10
U3y4eHHUI0 3G PEKTUBHOCTH U
6e3onacHocTtu npenapara NT
201, npumeHsieMoro ajs
JIeYEHHsI CMTACTUYHOCTH HMXKHEH
KOHEYHOCTH, PE3BUBLIEHCS B
pe3yJibTaTe MHCYJIbTa
(pa3pelueHue
Mun3npaBcoupa3Butusi Poccuun
ot 12.03.2012 Ne767)
OTBeTCTBEHHBIH Hcce10BaTe b
B.A. Muxaiinos

IInaHoBas,
BbI€3/Has,
23.06.2014 -
25.06.2014
npuKa3s
PYKOBOJIUTEIS
Poc3apaBHaazopa
ot 10.06.2014
Ned136

BbisiBIeHBI HapylIeHUS
TpeOOBaHMIA:
denepanbHOro 3aK0oHa OT
12.04.2010 Ne61-D3 «O6
oOpalieHuu
JIEKapPCTBEHHBIX CPECTBY:

no m. 1 ct. 40 — He
o0ecrneyeHo Ha3HaAYeHHe
BCEX CO-HcciieoBaTesei
MPUKA30M M0 YUPEKIEHHUIO;
npukaza MuH3apaBa
Poccun ot 19.06.2003
No266 «O06 yTBepKIEHUH
MpaBWJ1 KJIMHUYECKOM
NpaKkTUKU B Poccuiickoii
denepaunn»:

nom. 6.11 — He
obecrneueHo cOOTBETCTBUE
JIOKYMEHTalUH 3THYECKOTO
KOMMUTETA ACHCTBYIOUIUM
HOPMaTHBHBIM MpaBUiIaMm;

no n. 6.16 — ve
obecrneyeHo coO0eHUS
MOJIOKEHUH,
perjaMeHTUPYIOLINX
JIeSATETbHOCTh ATHYECKOT O
KOMUTETA;

no 1. 4.2. — gakr
JI0BEJIEHUs] HOBOW BEPCHUH
MH(POPMUPOBAHHOTO
corJjiacus /0 UCTbITYEMOTO
He 3aduKCHpOBaH B
MEPBUYHON MEIULIMHCKOM
JIOKYMEHTALIUU MalUeHTa;

no mmn. 7.18, 7.19 —
JIOTYLIEHHbIE OTKJIOHEHMSI
OT MPOTOKOJIA
UCCJIeIOBaHUs He

[Ipennucanue,
YCTaHOBJICHHbIH
CpOK
YCTpaHEeHUs:
26.09.2014

HUndopmanus B
NPaBOOXPAHUTE

JIbHbIE OPraHbl U
OpraHsl

MPOKYpPATYyphI HE
NpeAcTaBIsIach
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3aperucTpUPOBAHbI M HE
0O0BSACHEHBI

39.

Cankr-TleTepOyprekoe
I'bY3 «l'opoackoii
repuaTpudecKuii
MEIMKO-COLIMAJIbHBIA
UEHTP»

190103, r. CaHkT-
[TeTepOypr, HaO. peku
donraHky, 1. 148

JlexapcTBeHHBIN npenapar
Kanbuuronus Tesa

00O «Teay», Poccust / OOO
«ITPYJIEHTAC», Poccus
KimHuueckoe uccieIoBaHue 1o
npotokosty Ne CT 01-10
«OTKpbITOE
paHIOMHU3UPOBAHHOE
MHOTOLIEHTPOBOE
CpaBHUTEJIbHOE MCCIIEJ0BAHNE
3¢ HeKTUBHOCTH, O€30MaCHOCTH
M BJIMSHUS HA KaYE€CTBO YKU3HU
npenapata «KanbUTOHUH-
Tea» u npenapara
«MuakabLIMK» Y KEHIIHH C
MOCTMEHOTAY3aJIbHbIM
OCTEOIOPO30M»

(paspeiienne MuH3apaBa
Poccun ot 09.02.2012 Ne698)
OTBETCTBEHHbI HUCCie10BaTeNb
E.I'. 3oTkuH

[InaHoBas,
BbIE3/IHAs,
25.06.2014 -
27.06.2014
npuKas
pPYKOBOAMTEIS
Poc3apaBHansopa
ot 10.06.2014
Ne4134

BbIsiBlI€HBI HApy LIEHUS
TpeOOBaHUIA:
®denepanbHOro 3aK0Ha OT
12.04.2010 Ne61-D3 «O06
obOparieHuu
JIEKAPCTBEHHBIX CPEJICTBY:
no 1. 1 ct. 40 — He
o0ecreyeHo Ha3HaYeHUe
OTBETCTBEHHOT'O
ucciea0Baresis 1
coucclenoBaresiei u3
4yucja Bpauei
MEIULIMHCKOM
OpraHu3aluu;

no . 3.1 ct. 40 — He
o0ecrneyeHo HanpaBieHHE
coobuieHuii o Havyae
KJIMHUYECKHUX
UCCJIEIOBAHUI B
YIOJIHOMOYEHHbIH
(denepanbHblii opraH
UCTIOJTHUTEILHOM BJIACTH,
BBIJIABLINIT pa3pelieHus Ha
MPOBEICHHE TAKUX
UCCJIeIOBAHUH B
YCTaHOBJIEHHBIH CPOK;
npuka3za MuH3apaBa
Poccun ot 19.06.2003
Ne266 «O0 yTBep)KIeHUH
NPaBWJI KJIIMHUYECKOM
npakThku B Poccuiickoi
denepauumn»:

o 1. 6.3 — 3TUYECKUM
KOMUTETOM HE
OlICHUBAETCA
KBaM(UKaLUs

[Ipeanucanue,
YCTAHOBJIEHHbIH
CpOK
YCTpPaHEHHUS:
26.09.2014

Undpopmanus B
NpaBOOXPAHUTE
JIBHBIE OpraHbl U
OpraHsl
NPOKYpaTyphbl He
npeacTaBiisjach
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OTBETCTBEHHBIX
uccJlie/IoBaTeneii;

no 1. 6.16 — ne
obecrnieyeHo HajyIexkalee
XpaHeHHUe TI0KYMEHTAll1H,
npeJCTaBlIeHHON Ha
paccMOTPEHHE ITHYECKOMY
KOMMUTETY;

no 1. 4.6 — He
o0ecrne4yeHo JaTUpOBaHUE U
MOANUCaHNE
MH(OPMALMOHHOTO JIMCTKA
naLMeHTa JULIOM,
NPOBO/IUBLIUM
pa3bsiCHUTEJIbHYIO Oecey ¢
MalMEeHTOM;

no 1. 8.8 — He
obecrneyeHo YeTKOe
BeJICHHE JJOKYMEHTALIUU
KJIMHUYECKOTO
HCCJICIOBAHMS,

no 1. 8.9 — He
obecrnieyeHa TOYHOCTh
nepeHoca JaHHbIX U3
MEPBUYHON MEULIMHCKOM
JIOKyMEHTALlUU MalMeHTOB
B UH/IMBU/y aJIbHbIE
PEerucTpalMOHHbIE KapThl;

no 1. 8.13 — He
MIPUHSATHI MEPBbI,
NpeaoTBpallaolne
cllydyaitHOe WIn
MPEKAECBPEMEHHOE
YHHUTOXKEHHE IOKYMEHTOB
KJIMHAYECKOTr O
UCCEOBAHUS
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40. CII6 I'bY3 «l'opoackas | JlekapcTBeHHbIH npenapar [1naHoBas, Hapyuenus npaBuin [Ipeanucanue Wudopmaums B

noJavKJIMHUKa Ne 38» byneconun BbIE3/HAA, KJIMHUYECKOW NMPAKTUKK HE | HE NpaBOOXpaHUTE

Canukc @apmacstotukans Uuk., | 09.06.2014 - BbIsIBJICHbI COCTaBJISIIOCH JIbHBIE OPTaHbl U
193015, r. Cankr- CLUA / ®dunuran OO0 01.07.2014 OpraHsl
[TetepOypr, «KnunCrap Eponay, CILIA NpUKa3 NPOKYpPATypbl HE
yi1. KaBaneprapackas, KirHu4eckoe uccieloBaHue 1o | pyKOBOAMTES npeacTaBisiiach
a. 26, mut. A nporokoiy NeBUCF3002 TO ,

«PannomusupoBaHHoe, PoczapaBHangzopa

JIBOIiHOE-CJIenoe, manedo- no r. CaHkT-

KOHTPOJIMpyEeMOe [TetepOypry u

MHOTOLIEHTPOBOE HUcclie/loBaHue | JIeHMHrpaackoii

3 a3bl U1 OLIEHKH oOsnactu

3¢ (HeKTUBHOCTH U ot 02.06.2014

Oe3onacHocTH OyiecoHua, No I178-537/14

NPUMEHSIEMOro B BUJIe MeHbl (10

2 Mr/25mn 2 pasa B JieHb B

Te4YeHUe 2 HeJleNb U aasee no 2

MT /25MJ1 OJTUH pa3 B JIEHb B

TedyeHue 4 HeJesb) 1o

CpaBHEHHUIO ¢ 1anedo y

NaLMEHTOB C AKTUBHBIM

SI3BEHHBIM [IPOKTHUTOM WJIH

MPOKTOCUTMOU/IUTOM JIET'KOM

WK CpeJiHell CTEeNeHH TSHKECTH»

(pa3peleHue

Mumn3znpascoupassutust Poccun

o1 09.06.2011 Ne235)

OTBETCTBEHHBIN UCCIIE10BATEIb

b. 1. CrapocTuH

41. ['6OY BIIO JlexapcTBeHHbIH npenapar [1nanoBas, BbIsiB/IEHBI HApYLICHUS [Ipeanucanue, Uudopmauus B

«Ypanbckuii AIN457 (CexykuHyma0) BbI€3/1Has, TpeOOBaHuIi: YCTaHOBJIEHHbI NPaBOOXpPaHUTE
rocy/1apCTBEHHbI «Hoaptuc ®apma Al'», 30.06.2014 - denepalibHOrO 3aKOHa OT CpOK JIbHBIE OpraHbl U
MeIMLIMHCKHU HIgetinapust / OOO «Hoapruc | 02.07.2014 12.04.2010 Ne61-D3 «O6 YCTpaHEHHUs: oprasbl
YHUBEPCUTET) ®dapmar, Poccus npuKas oOpatieHuu 04.12.2014 NPOKYpaTyphbl HE
Mun3zapasa Poccun KnuHuveckoe ucciejoBaHue 1o | pyKoBOJIUTEA JIEKapPCTBEHHbIX CPEACTBY: npeAcTaBsIach

nporokoity Ne CAIN457F2310 Poc3npaBHaaszopa no 1. 1 ct. 40 — He

«PangomusupoBanHoe, aBoiiHoe | ot 17.06.2014 obecrneyeHo Ha3HaYeHHe

cernoe, riaanedo- Nod261 OTBETCTBEHHOTO
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620028,
r. EkatepunOypr,
yi. Penuna, 1. 3

KOHTPOJIUPYEMOE,
MHOTOLEHTPOBOE HUCCIIEI0BAaHUE
(aswr 111 no nzyvenuro
ceKyKHHyMaba Jist MOAKONKHOI0
BBe/IeHHs B popme
NPeBAPUTEJILHO 3aM0JIHEHHbIX
ILTIPHULIOB C LIEJbIO
JeMOHcTpauuu 3G GeKTUBHOCTH
Ha 16 Hejene ¥ OLEHKH

3¢ hekTHBHOCTH, O€30MACHOCTH
U MEPEHOCUMOCTH NPU
JUTUTEIbHOM MPUMEHEHUH
MPOIOJKUTENIBHOCTBIO 10 5 J1eT
y MAalHEeHTOB C aKTUBHBIM
AHKWJIO3UPYOLIUM
CTIIOHJWJIUTOM)

(pa3peuieHue MuH3paBa
Poccun ot 10.11.2012 Ne417)
OTBeTCTBEHHBIH Hccie0BaTe b
H.B. U3mosxepoBa

JlekapcTBeHHbIH npenapar
Pusapoxcaban (JNJ-39039039,
BAY 59-7939)

«Snccen dapmauetuka HB»,
benbrus

KnuHuyeckoe uccieaoBaHue 1mo
MIPOTOKOJTY
NeRIVAROXHFA3001
«PanaomMu3upoBaHHOE, ABOMHOE
cJiernoe, MHOrOLIEHTPOBOE
HCCJIEJOBAHUE C JIOCTHIKEHHEM
OTPEe/ICJIEHHOr0 Yuciia
KJIMHUYECKUX COOBITHI,
MPOBOANMOE JIJIsl OLIEHKH

3 PEeKTUBHOCTH U
0€30MacHOCTH NePOPaIbHOrO
nperapaTa puBapokcadaH B

ucce0BaTeNs 1
coucclieloBaTeei;

no m. 3.1 ct. 40 — He
obecreueHo HanpaBiieHUE
cOOOUIeHMI 0 Havase
KJIMHUYECKUX
UCCJIeI0BaHUM B
YINOJIHOMOYEHHBIH
(henepasibHbIii OpraH
HCTIOJIHUTENIbHOM BIIaCTH,
BBI/IABIIMIA pa3penieHust Ha
NPOBE/ICHUE TaKUX
UCCJIeIOBaHUN B
YCTaHOBJIEHHBIH CPOK;
NIPaBUJI aKKPEIUTALIUU
MeAUIIMHCKUX
OpraHu3aluii Ha MpaBo
MPOBE/ICHUS KITMHUUYECKHUX
HcclieJ0BaHUM
JIEKapCTBEHHBIX
npenapaToB Jyis
MEeMLIMHCKOTO
MPUMEHEeHHUs,
YTBEPKIEHHBIX
MOCTaHOBJIEHUEM
[IpaButenscTBa
Poccuiickoii @enepauuu ot
03.09.2010 Ne683:

no . 19, 20 —nHe
obecneueHo
NPeI0CTABICHUE 3asIBICHUS
0 nepeodopmiIeHHH
CBU/JIETENIbCTBA 00
aKKpeIUTaluu B
COOTBETCTBYIOIIMIA OpraH
MO aKKpeIuTal|u MpH
W3MEHEHUU Ha3BaHMs
YUPEKACHHS U MECT
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CpaBHEHHUHU ¢ Iu1aLedo B
OTHOLUEHUH CHWKEHUS pUCKa
cMepTH, MH(papKTa MHOKap/a
WJIM UHCYJIbTA Y MALMEHTOB C
XPOHHUUYECKOH cepAeYHOM
HEJI0CTaTOYHOCTBIO U
BbIP@KEHHOMN MILIEMHUYECKON
00J1e3HBIO cep/iLa nocie
rOCMUTAIN3aLMH 110 OBOY
YXYAUIEHUs CEPAEeUHOM
HEJ0CTaTOYHOCTH
(COMMANDER HF)»
(pa3pemienue MunH3apaBa
Poccun ot 05.08.2013 Ne491)
OTBETCTBEHHbIH UCCIIEN0BATEND
O.I'. CmoneHckas

OCYIIIECTBICHUS
JIeSTeJIbHOCTH IO
MPOBEJICHUIO KIIMHUYECKHX
UCCJIeI0BaHU
JIEKapCTBEHHBIX
npenapaTos s
MEJIULIMHCKOTO
MPUMEHEHUS;

npukaza MuH3apaBa
Poccuu ot 19.06.2003
Ne266 «O6 yTBepxkaeHun
MpaBUJI KIIMHAYECKOM
npakThku B Poccuiickoit
denepauum»:

nom 6.11 — ue
obecrneueHa pazpaboTka
CTaHJIapTHBIX
OrnepalMoOHHBIX MPOLIEYP B
COOTBETCTBHH C
JIEHCTBYIOIIUM
MOJIOKEHUEM 00 ATHYECKOM
KOMHTETE;

no n. 6.16 — He
obecnieyeHo coOJIIOACHHE
MOJIOXKEHUH,
perjaMeHTHPYHOHINX
JIeITeJIbHOCTb ATHYECKOT0
KOMMTETA,

o 1. 6.3 — A TUYECKUM
KOMHUTETOM He
OLIEHUBAETCS
KBaJTM(pUKALIMS
OTBETCTBEHHbBIX
HccaenoBaTesiei;

no 1. 8.12 — He
obecrieyeHo BeJIeHHE
MEPBUYHON MEULIMHCKOM
JIOKYMEHTALMH
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KJIMHUYECKOI0
UCCJIeJ0BaHMs 110
NPOTOKOJIY
NeRIVAROXHFA3001 B
COOTBETCTBUHU C

JIEUCTBYIOLIUMHU
HOPMaTUBHBIMU
TpeOOBaHUSMU
42. 'AY3 JlekapcTBeHHBIH Npenapar [1naHoBas, BbIsiB/IeHbI HapyLLIEHUS [Ipennucanue, Hapyuienue HNndopmauus B
«PecnyOnukaHckas berpukcaban BbIE3/HAS, TpeboBaHuii denepasbHOrO | YCTAaHOBJIECHHBIH | yCTpaHEHO B MIPaBOOXPAHUTE
kiiMHuueckas 6onbHula | «[loprona @apmackloTHkans, 16.06.2014 - 3akoHa ot 12.04.2010 CpoK CpOK JIbHBIE OpraHbl U
No2y Unk.», CILIA/ OOO «I I 03.07.2014 Ne61-D3 «O6 obpaleHun | ycTpaHeHUs: OopraHsl
JleBenonment», Poccus npuKas JIEKAPCTBEHHBIX CPEJICTB» 18.07.2014 NPOKypaTyphbl HE
420054, r. Kazaub, KiimHu4eckoe ucciaeoBaHue o | pyKOBOAUTES no . 1 ct. 40 — He MpeaCcTaBs1ach
yia. Uexosa, a. la npoTtokosry Nel1-019 TO oOecrneyeHo Ha3HaYeHUe
«MHOTOLEHTPOBOE, Poc3apaBHai3opa | OTBETCTBEHHOTO
pPaHIOMU3UPOBAHHOE no PecrnyOiinke ucciieioBarens u
uccaenoBanue apdexruBHocTy | Tarapcran coMcciieioBareneit u3
1 0€30MacHOCTH C ot 06.06.2014 yucia Bpauei
MCIOJIb30BAHUEM aKTUBHOI'O Nel39 MEIULMHCKOM
nperapara B KauecTBe OopraHu3aiuu

KOHTPOJIsl, B KOTOPOM
MpOUIEHHAs Teparus
OeTprkcabaHOM CpaBHUBAETCS
€O CTaHJApTHOM Tepanuei
9HOKCAMNAapUHOM C TOUKH 3pEHUs
npoUIaKTUKHA BEHO3HBIX
TPOMO0IMOOINIECKUX
OCJIOKHEHUH Y MALMEHTOB C
OCTPbIMH MEIULIMHCKUMHU
COCTOSIHUSIMHU

(pa3peieHue Mun3apaBa
Poccuu ot 20.08.2012 Ne275)
OTBETCTBEHHBI HCCie10BaTelNb
A.P. AGaweB

JlekapcTBeHHBIH npernapar
Tukarpenop (bpununra)
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«Actpa3eneka Ab», llIBerus/
000 «AcTtpa3eHeka
®dapmacbroTukaniy», Poccus
Knunuueckoe uccenoBaHue 1o
npotokosy NeD5135C00001
«PaHaOMU3UPOBAHHOE, JBOMHOE
cjenoe, MHOrOLEHTPOBOE
uccienoanue I1Ib ¢azbr B
napajuieJibHbIX Fpynmnax no
CpPaBHEHUIO BIIUSHUS
THKarpeyiopa v KJIonuaorpess
Ha PUCK CEPACHHO-COCY IUCTOM
cMepTH, HH(papkTa MUoKapaa v
MILIEMHUYECKOT0 UHCYJIbTA Y
MalMEeHTOB C YCTAaHOBJICHHON
00J1e3HBIO NeprdepruuecKux
aprepuit (EUCLID)»
(pa3pewieHue MuH3apasa
Poccun o1 21.01.2013 Ne42)
OTBeTCTBEHHbIH UCCIIE10BaTE b
[".M. Kamasnos

JlekapcTBeHHBIH npenapar
Panonazun (GS-9668, Panekca)
«I'unean Caiiencuc, MHK.»,
CIIA/ ®unuan OO0
«KnunCrap EBponay, CILIA
KinHuueckoe uccie10BaHUE 110
npotokoisty Ne GS-US-259-0116
«Panomu3upoBaHHOE ABOHHOE
ciieroe ruianebo-
KOHTPOJUPYEMOE UCClIeIoBaHHE
3 a3bl Mo OLIEHKE BIUSHUS
paHoja3uHa Ha OCHOBHbIE
HeO1aronpusITHbIE CepaeUHHO-
COCYJIUCTbIE COOBITHS Y
MalMeHTOB CO CTaOMIbHOM
CTEHOKap/JUel B aHaMHe3e,
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MOJIBEPIIIMXCS YPECKOIKHOMY
KOPOHApHOMY BMEIIATEIbCTBY,
HE MPUBELIETO K MOJHOA
peBacKyJisspU3alun»
(paspewienue Mun3apasa
Poccuu o1 28.11.2012 Ne543)
OTBETCTBEHHbIN HCCIEN0BATEb
I".M. Kamanos

OBbVY3 «MBaHOBCKas
KJIMHUYecKas 00JIbHULA
umeHn KyBaeBbix»

153025, r. UBaHOBO,
yJl. AkagemMuka
Manbuesa, 1.45;
153025, r. UBaHoOBO,
yi. Epmaka, 1. 52/2

JlekapCTBEeHHBII Mpenapar
['punndepoH ¢ jopaTaguHOM
3A0 «DupH My, Poccus
KirHu4eckoe ucciieI0BaHue 1o
npotokosry Ne 'MH-III-01-001-
2004 «OueHka ieueOHOM

3¢ HeKTUBHOCTH,
NEePeHOCUMOCTH U
0e3BpeAHOCTH Mpernapara
«"punndepoH ¢ 1opaTaiuHOM,
Ma3b Ha3ajlbHas», B TEParuu
OCTPBIX PeCUPATOHbIX
BUPYCHBIX HH(EKIUI U TP
(pa3pewienue PoczapaBHaazopa
o1 26.11.2008 Ne 561)
OTBETCTBEHHBIH UCCIIe10BaTENb
C.E. YmakoBa

JlekapcTBEeHHBIH rpenapar
AnneprogepoH rikoc

3A0 «DupH M», Poccus
KnuHuueckoe uccieloBaHue 1o
npotokoy Ne ATII'M-III-01-
015-2009 «OueHka
KIuHUYeckoi 3 dekTUBHOCTH U
0e30MacHOCTH npernapara
«AmeprodepoH IIoc) reib
JUTsl MECTHOTO TIPUMEHEHUS MPU
aJIePruyeckoM PUHUTEN

[TnanoBas,
BbI€3/IHAaS.
14.05.2014-
10.07.2014
npuKas
PYKOBOJUTES
TO
Poc3npaBHaaszopa
1o MIBaHOBCKOM
00J1acTH OT
18.04.2014 No73

Hapyumenus npaBui

KJIMHUYECKON MPAaKTUKH He

BbISIBJICHBI

[Ipennucanue
HE
COCTaBJISLIOCH

Wudpopmanus B
NpaBOOXPAHUTE
JIbHBIE OpraHbl U
opraHbl
MPOKYpaTyphbl HE
npecTaBsIach
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(pazpewenuie Poc3npaBHaazopa
ot 16.08.2010 Ne 402)
OTBETCTBEHHBIN HCCJIEI0BATE]Ib
C.E. YmakoBa

JlexapcTBeHHBIH npenapar
AnneprodepoH

3A0 «®upH M», Poccus
KnuHuveckoe vccie10BaHue 1o
npotokoay Ne AT'M-II1-01-011-
2009 «Annepropepon» resb
JUTSi MECTHOTO TMIPUMEHEHUS B
npodHIaKTHKE MOJLTHHO32»
(pazpewenue Poc3npaBHaazopa
o1 21.10.2009 Ne 451)
OTBeTCTBEHHbIN HCClIeI0BaTEb
C.E. YmakoBa

JlexapcTBeHHBIN Npenapar
['punndepoH ¢ JopaTaAMHOM
3A0 «DupH My, Poccus
KinHuueckoe ucciejoBaHue 1o
npotokoay Ne 'MH-II-01-008-
2009 «Ouenka 3¢ (peKTUBHOCTH
1 0e30MacHOCTH Npernapara
«"punndepoH ¢ sopaTaiuHOM,
Ma3b HazajibHas», B
npoUIaKTUKE OCTPBIX
pecrnupaTopHbIX BUPYCHBIX
UHpEKLUUNA U rpunmna»
(pazpewenue Poc3npaBHaazopa
ot 28.07.2009 Ne 305)
OTBETCTBEHHBII MCCIIE10BATEN b
C.E. YwakoBa

JlekapcTBeHHBIH Npenapar:
MeTtponuaazon-®O
3A0 «DupH My, Poccus
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KiimHudeckoe uccie10BaHue no
npotokoay NeMI'B-111-01-014-
2009 «Oruexka JieyeOHOM

3¢ (HEeKTUBHOCTH M
MEepeHOCUMOCTH Ipernapara
«MeTtponuaazon-dy», resp
BarMHaJIbHBII B Tepanuu
BAarMnHO30B U BarMHUTOBY»
(pa3pewenue Poc3paBHaazopa
ot 16.04.2010 Ne 161)
OTBETCTBEHHbIN MCCIIE10BATEb
JL.JI. CepeOpeHHHKOBA

JlexapcTBeHHbIH npenapar:
Metponuaazon-O

3A0 «®upH M», Poccus
KnuHuueckoe ucciieoBaHue rno
nporokoiay Ne MCB-II1-01-013-
2009 «OueHka ne4edHoi

3G HEeKTUBHOCTH U
NMEepeHOCUMOCTH MNpernapaTa
«Metponuaazon-dO»,
CYNMO3UTOPUM BaruHajibHbIE B
Teparnuu BariHO30B U
BaruHUTOB»

(paspewenune Poc3apaBHanzopa
ot 16.04.2010 Ne 160)
OTBETCTBEHHbIH HUCCIIE0BATEIb
JLJI. CepebpenHnkoBa

JlekapcTBeHHBII npenapar
TpokceBazun® Heo resb
«bankandapma-Tposu AJl»,
Bbonrapust/ OO0 «HITL]
[TpobuoTek», Poccust
Kiinnuyeckoe uccie10BaHue no
npotokosy Ne 04082011-TRO-
001 «DdhekTUBHOCTD U
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6€e30MacHOCTb MPUMEHEHUS
npenapara TpokceBazun® Heo
rejib JUis Hapys>KHOTO
NPUMEHEHHUs B TEparnuu
XPOHUYECKOH BEHO3HOM
HEJ0CTaTOYHOCTH HHUKHUX
koHeuHocTtel (COS — C2S
craguu 1o CEAP). OtkpsiToe,
paHI0MU3UPOBAHHOE,
CpaBHUTEJIbHOE,
KOHTpPOJIMpyeMoe
UCCIIEIOBAHHUEN

(pa3pelueHue
Mun3zapascoupassutus Poccun
o1 30.12.2011 Ne622)
OTBETCTBEHHbIH HUCCIIe/10BaTEb
A.A. baunayes

JlekapCTBEHHBI Mpenapar
AMG 785

«AMDKen», BeaukoOpuranus/
000 «Ammxken», Poccus
Knunuueckoe uccliiejoBaHue 1o
npoTtokosry Ne 2110142
«MHOroueHTpOoBOE,

MEK1y HApO/IHOE,
PaHIOMHU3UPOBAHHOE, IBOMHOE
cjiernoe ucclieJoBaHue

3¢ HEKTUBHOCTH U
6e3zonmacHocti AMG 785 ¢
MCIIOJIb30BAaHUEM alIeH/pOHATa B
Ka4yecTBe aKTUBHOIO KOHTPOJIsI
MPU JICUEHUH KEHLIUH C
OCTEOINOpO30M B
MOCTMEHOTAYy3e»

(pa3pewenrie Mun3paBa
Poccun o1 31.07.2012 Ne172)
OTBETCTBEHHbIN UCCIIE10BATENb
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O.A. HazapoBa

JlekapcTBeHHbIH Npenapar:
Tuotponwmii (Cniupusa)
bepunrep Unrenbxaiim PLIB
I'M6X & Ko KI', ABcTpusi/
OO0 «Bopangaiia KIHHUAKAI
Tpaian3», Poccus
Knunuyeckoe uccnenoBatue rno
npoTtokosty Ne205.452
«PaH10MU3MpOBaHHOE, JBOHHOE
cJiernoe, MHOTOLIEHTPOBOE,
NPOBOAMMOE B MapasuiebHbIX
rpynnax uccjieIoBaHHe ¢
JIBOMHOM MAaCKUPOBKOH U
AKTUBHBIM KOHTPOJIEM 10
oLeHKe 3 (PEeKTUBHOCTH U
0€30MacHOCTH 2,5 MKI' M 5 MKT
THOTponUs B GopMe pacTBOpa
JUTSl UHTJISIUU, TPUHUMAeMOTO0
yepe3 uHransarop «Pecnmmamm®,
B CPaBHEHMHM ¢ 18 MKr
THOTpOIUS B hopme Karncy ¢
MOPOLIKOM U1 MHIaJIALIUM,
NMPUHUMAEMOT0 Yepe3
UHTajATop «XsHauXanep»
(paspewenue Poc3npaBHaazopa
ot 05.07.2010 Ne 314)
OTBeTCTBEHHBI HcciieaoBaTeb
C.E. YakoBa

JlexapcTBeHHbIH npenapar
DOPMHUCOHU/I-HATHB

00O «Harusa», Poccus
KnnHuueckoe ucciaeqoBaHue mno
npotokoy Ne FMS-NTV03-
2012 «OtkpbiTOE,
CpaBHUTEJIbHOE,
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pPaHIOMU3HPOBAHHOE
vcciieI0BaHue KIIMHUYeCKOi

3¢ peKTHBHOCTH U
0e30MacHOCTH npenapara
«Dopmuconua-Hatus» (320+9
MKT//103a), TOPOLIOK /ISl
UHTaJIsIUi 103UPOBaHHBbIHI,
npousBoacTBa OO0 «Hatusay,
Poccus, u npenapara
«CumbukoptT® TypOyxanep®»
(320+9 mkr/no3a), mopouoK st
WHTaJIAUMA 103MPOBAHHBIM,
npou3Bo/CTBa «AcTpa3eHeka
Aby, llIBeuus, y NalMeHTOB ¢
OpOHXHAJILHON aCTMOI»
(pa3pewieHue MuH3ipaBa
Poccun ot 01.03.2013 Ne 134)
OTBETCTBEHHBIH HCCiIe10BaTENb
C.E. Ywakosa

JlekapcTBeHHbIH npenapar:
Tuorponuym-HaTUB
(Tuotponus 6Gpomun)

00O «Harusa», Poccus
KnuHuueckoe ucciieJoBaHue 1o
npotokoisty Ne TIO-NTV02-
2012 «OtkpbiTOE,
CpaBHUTEJILHOE,
paH0MHU3HPOBAHHOE
ucciiegoBaHue 3PPEeKTUBHOCTH
u 0e30MmacHOCTH npernapara
«THOTpONMYM-HaTUBY, KaMCyJibl
C MOPOILIKOM /11 MHransuuit 18
MKT, npou3BoacTtea OO0
«Harusay, Poccust u npenapara
«CrniupuBay, KarcyJbl ¢
MOPOLIKOM JU1sl UHraisiuuii 18
MKT, pou3Bo/icTBa «bepuHrep
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Wurenbxaitm @apma ['MOX u
Ko.KI'», I'epmanus, y
MalLMEHTOB ¢ XPOHUYECKOI
00CTPYKTUBHOM 00JI€3HBIO
JIETKHX»

(pa3pewienue MunH3paBa
Poccuu ot 15.02.2013 Ne 102)
OTBeTCTBEHHBIH HCCie10BaTeb
C.E. YakoBa

JlexapcTBeHHbII Mpenapar
CanTuka3oH-a’pOHATUB

OO0 «Haruay, Poccus
KiinHudeckoe uccie0BaHue 1no
npotokoity Ne STZ-Aero-CT06-
2011 «OTtkpbiTOE,
PaHIOMU3UPOBAHHOE,
CpPaBHUTEJILHOE MCCIIEI0BAHUE
KJIMHUYecKOH 3 PeKTUBHOCTH U
0e30MacHOCTH Ipernapara
«CanTuka3zoH-a3poHaTuBy (25
MKr/ 125 MKr/mo3a), aspo3osib
JUTSL MHT TSI J03MPOBaHHbIH,
npousBoactBa OO0 «Hatusay,
Poccus u npenapara
«Cepeta®y» (25 mkr/ 125
MKI/1032a), a@3p030Jib IS
UHTJISILUI 103UPOBaHHbIMH,
NPOU3BOJCTBA
«I'makcoCmutKnsiin
®dapmacbsrotukans C.A.»,
[Monblua, y NalyueHToB ¢
OpOHXHAJILHOM acTMOI»
(pa3peuieHue MuH3ipaBa
Poccuu o1 30.07.2013 Ne 474)
OTBETCTBEHHBIH HUccie10BaTe b
C.E. YuakoBa
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JlexapcTBeHHBI MpenapaT
DeHOoTepoJI-HATUB

000 «Harusa», Poccus.
KnuHuueckoe uccre0BaHue no
nporokosty Ne FT-NTV-12-2012
«OTKpbITOE
paHIOMU3UPOBAHHOE
MHOTOLIEHTPOBOE MEPEKPECTHOE
ucciieioBaHue 3 (HeKTUBHOCTH
1 0€30MacHOCTH npenapara
deHoTepOJI-HATUB (PacTBOP 151
UHTIIuMi 1 Mr/mo) B
CpaBHEHMH C MpenapaTrom
bepotek® (pactBop s
uHransuui 1 mr/m) npu
MHTaJISI{IUOHHOM BBEJIEHUU
yepe3 HeOyJaiizep y NauueHToB
C YaCTUYHO KOHTPOJIUPYEMOH
OpOHXMAJILHOM acTMO»
(pa3pewienne Mun3apasa
Poccun o1 30.07.2013 Ne 475)
OTBETCTBEHHBII Hccie0BaTeb
C.E. Ywakosa

JlekapcTBeHHBIH npenapar
«DopmMOTEPOJI-HATUBY,

00O «Haruay», Poccus
KiiHuyeckoe uccieioBaHue 1o
npotokoiy Ne FMT-NTV10-
2012 «OtkpsITOE,
PaHAOMHU3UPOBAHHOE,
CPaBHHUTEJILHOE UCCIIeIOBAaHHE
KJIMHUYeCcKOH 2P PEeKTUBHOCTH U
0e30MacHOCTH Ipenapara
«DopMOTEPOII-HATUBY, KATCYJIbl
C MOPOLIKOM JUIsl MHTraJIaLUui, 12
MKT, ipou3BoicTea OO0
«HaruBay, Poccus, u npenapara
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«Dopaauiy, KarcyJibl ¢
MOPOLIKOM JUISl MHT LM, 12
MKT, nipou3BozcTBa «HoBapruc
®dapwma llreitn A,
IlIBeiiapus, y naiueHToB ¢
OpOHXHMAJIBHOI acTMOI»
(pa3pewienue MuH3apaBa
Poccun ot 08.05.2013 Ne 296)
OTBETCTBEHHBIH UcCiIe10BaTeNb
C.E. YakoBa

JlexapcTBeHHbIN npenapat
Mowmar-A
(MomeTa3oH+A3enacTuH)
['nenmapk @apmacblOTUKAN3
JItn, Uapus/ OO0 «I'nenmapk
Mmmoke», Poccust
KnuHudeckoe ucciieoBaHue 1o
npotokosry Ne KI/0513-1
«OTtKpbITOE,
PaHIOMU3HUPOBAHHOE,
KJIMHUYECKOe HUCCIIe/IOBaHHE
3¢ hekTUBHOCTH, 0€30MacHOCTH
U MIepEeHOCUMOCTH Tpernapara
Mowmat—A (pukcupoBaHHas
KOMOHWHaIMsl A3ejlacTHHA
ruapoxJjiopua 140 mkr +
MowmeTazonadypoat 50 Mkr,
['nenmapk®apmacerOTHKAN3
Jlumuren, Uuaus), cnpeit
HazasbHbIN, B CPABHEHHUH C
npenapatamu Asuieproauin®
(MHH A3zenactuna
ruapoxJjopua, Mena
®apmal' M6 X u Ko.KT',
['epmanus), cnpeit Ha3aJIbHbIM,
u Hazonekc® (MHH
Mowmerazonadypoar, lllepunr-
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[TnayJla6o H.B., benbrus),
cripeii Ha3abHbI, Yy NaLIMEHTOB
C CE30HHBIM aJIJIEPrUUECKUM
PUHHUTOMY

(pa3pewmienne MuH3apasa
Poccum ot 07.02.2014 Ne 52)
OTBeTCTBEHHBII UCCIIE10BATEITH
C.E. YakoBa

JlexapcTBeHHbIH Mpenapar
Kertoposak

OAO «MockoBckoe
NPOU3BOACTBEHHOE XUMHKO-
(hapmalieBTHUECKOE
o0beuHEeHHE

uM. H.A. Cemamko», Poccus
KnuHuueckoe ucciiejoBaHue mo
npotokosy Ne 29062011-KET-
001 «OtkpsiTOE,
CPaBHMTEJILHOE,
PaHIOMU3UPOBAHHOE
ucclieJ0BaHue Jyis
MIO/ITBEPIK/ICHHUS
TepaneBTUYECKOM

3¢ PEeKTUBHOCTH U
6e30MacHOCTH rpernapara
Keropounak, pactBop asst
BHYTPUMBILIEYHOIO BBE/ICHUS
30 mr/mu1 B Tepanuu
nocjeonepauoHHOro 601eBoro
CHUHApPOMA Yy MalMEHTOB Mocje
NEPEHECEHHO N
anmneH19KTOMHU U

(pa3peuieHue
Mun3apascoupassutus Poccun
o1 30.12.2011 Ne620)
OTBETCTBEHHbII MCCle10BaTeN b
A.A bauuiaues
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JlekapcTBeHHBINM Npenapar
BeHocun®
(recrniepuiMH+IMOCMUH)

OAO «CuHtes», Poccus
KnuHuueckoe ucciieioBaHue no
nporokoiy Ne 01092011-VEN-
001 «DddexTuBHOCTD U
06e30MacHOCTb MPUMEHEHHUs
npenapata BeHocMH® TabieTku
MOKPBIThIE TUICHOYHOU
obosoukoit 50 mr + 450 mr B
Tepanuu XpoOHUYECKOi
BEHO3HOM HEJI0CTATOYHOCTH
HWKHUX KoHeyHocTel (C1S —
C3S craguu no CEAP).
OTtkpbiTOE,
pPaHI0MU3UPOBAHHOE,
CpPaBHUTEJILHOE,
KOHTPOJIMpYEMOe
UcclieJOBaHUE»

OAO «Cuntes», Poccus
(pa3peuieHue
Mun3sapascoupazputust Poccun
ot 11.05.2012 No20)
OTBeTCTBEHHBIH HcciIe10BaTelNb
A.A Bamnayes

JlekapcTBeHHbIH Npenapar
Ketoposak

000 «Dnnapay, Poccus/ OO0
«HITLL [TpobuoTek», Poccus
KnuHuueckoe uccieoBaHue no
npotokoy Ne 11022011-KET-
001 «OTtkpsiTOE,
CpPaBHUTEJILHOE,
PaHIOMU3UPOBAHHOE
ucclieIoBaHUe
TepaneBTUYECKON




55

3¢ HEKTUBHOCTH U
0e30MacHOCTH Ipenapara
KeTtoponak, pacTBop st
BHYTPUMBILLIEYHOTO BBE/IEHHUS
30 mMr/mJj1 B Tepanuu
nocjeonepaoHHOro 601eBOro
CUHJIpOMa y MalUEeHTOB Mociie
NEepPEHECEHHOM
JIanapoCKOMUYECKOM
XOJICLIUCTIKTOMUN»
(pa3pemienre MuH31paBa
Poccun o1 20.09.2012 Ne356)
OTBeTCTBEHHbIN HCCiIe10BaTeb
A.A baunaues

JlexapcTBeHHbIH npenapar
TazopoH

3A0 «Menumake», Poccust
KimHuueckoe ucciieJoBaHue 1o
npotokosy Ne 09092011-TZR-
001 «DddexTUBHOCTD U
0e30MacHOCTb MPUMEHEHHs
npenapara Ta30poH NopoIok
JUIsl IPUTOTOBJIEHUS pacTBOpa
JUTsl BHYTPUBEHHOTO BBeeHUs 4
r+ 0,5 r B KOMIUIEKCHOM
Tepanuy MH(PEKIIMOHHbIX
OCJIOXKHEHUH CHHApOMa
NHA0eTUYECKOH CTOIBI.
OTKpBITOE, CPaBHUTEJILHOE,
PaHIOMU3UPOBAHHOE,
KOHTPOJIMpYEMOE
ucciieJ0BaHUEe»

(pazpelueHue
Mumn3zapascoupassutus Poccun
o1 22.10.2012 Ned457)
OTBETCTBEHHBI HUCCie10BaTE b
A.A banuiaues
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JlekapcTBeHHbI npenapar
Jekcapom (JlekckeTonpodeH)
K.O. Pomdapm Komnanu
C.P.J1., Pymbiaus/ OOO
«Pompapmar, Poccus
Knunuyeckoe uccnenoBaHue no
npotokoJry Ne 10052012-DEX-
001 «OTtkpsiTOE,
CpPaBHUTEJILHOE,
PaHIOMU3UPOBaHHOE,
KOHTPOJIMpPYEMOe UCClIeJOBaHUE
3¢ HeKTUBHOCTH U
0e30MacHOCTH Npenapara
JexcapomM, pacTBoOp 1S
BHYTPUBEHHOTO U
BHYTPUMBILLIEYHOT'O BBE/ICHUS
25 mr/min, B Tepanuu 601€BOro
CHH/IpOMA Y NAlUEHTOB B
pPaHHEM MOCJIeONepallMOHHOM
repuo/ie rnocje naxoBoro
rpebkecevdeHus (TpaguMOHHOM
repHHUOTJIACTUKH MECTHBIMH
TKaHSIMHU)»

(pazpeuienue
Mun3zapascoupazButust Poccun
ot 17.06.2013 Ne376)
OTBETCTBEHHBIH Hccie10BaTeNb
A.A bauutaueB

JlexapcTBeHHbIH npenapar
Hadnon (S05682)
«JlabopaTtopuu CepBbe»,
DpaHuus

Knunuueckoe ucciiegoBaHue rno
npotokoay CL3-05682-107
«McenenoBanue KIMHUYECKOMN
IPUEMJIEMOCTH
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MUKPOHHU3UPOBAHHOM
OYMIIEHHON (hJTABOHOUIHOM
(dhpakuuu ¢ no3uposkoii 1000
MT, OJIHa Ta0JIETKA B JIEHb, 110
CPaBHEHHUIO C
MUKPOHU3UPOBAHHOM
OYMILIEHHON (TaBOHOMTHOMN
(dhpaxuueii ¢ fo3upokoii 500
MT, 2 TabJIETKH B JIEHb, MOCJIE
BOCbMU HeJIeJb JICUEHHs
TMAlMEeHTOB C
CHMIITOMAaTHYECKUMHU
XPOHUYECKUMHU 3a00JIeBAaHUSMH
BeH (X3B). MexnayHapoaHoe,
MHOTOLIEHTPOBOE, IBOHHOE
cliernoe, paHAOMHU3UPOBaHHOE
MCCJIe/IOBaHHE B MapasuiebHbIX
rpymnnax»

(pa3peuienre MuH3apasa
Poccum o1 27.09.2013 Ne601)
OTBETCTBEHHbIN UCCIIeI0BATEb
A.A bauuiayes

44.

000 «HHCcTHTYT
MEIMLIMHCKUX
UCCJIEJOBAHUI»

196084, r. CaHKT-
[TetepOypr, yu. Konu

Tomuaka, 1. 25, nurep
A3

KoHTpoab ucnosiHeHust
npeanucaHusi 00 yCTpaHeHUH
HapyweHuii . 1 c1. 40
denepaiabHOro 3aKOHa OT
12.04.2010 Ne61-d3 «O06
o0OpalleHHH JIeKapCTBEHHbIX
CPEICTBY, JOIMYLIEHHbIX
CrieMaIMCTaMKu MEAMLIMHCKOM
OpraHu3alUu Mo
PYKOBOJCTBOM OTBETCTBEHHOI'O
uccinenonarens [[.H. Boakosa
MpU NPOBEAECHUH KITMHUYECKOTO
MCCIIeI0BaHUs JIEKAPCTBEHHOTO
npenapata Daokcadban (DU-
176B), «/lanuu CaHkuo
ITpodapma Ko.JIta», Anonus/

BHeraHoBas,
JIOKYMEHTapHasl
(KOHTpOJIb
HCTIOJIHEHMS
npeanucaHus),
17.07.2014 -
18.07.2014
npuKas
PYKOBOAMTESA
Poc3apaBHaazopa
ot 16.07.2014
Ne4954

BrisiBJIeHHBIE B X0/1€
TIAHOBOM MPOBEPKU
20.03.2014 - 21.03.2014
HapyLIEHUs MPaBUJI
KJIMHUYECKOW MPaKTUKH
YCTpaHEHbI

[Ipeanucanue
He
COCTAaBJISIIOCH

HUudopmauus B
NPaBOOXPaHUTE
JIbHbIE OPraHbl U
OpraHsl
MPOKYpaTypbl He
npezcTaBsIach
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«Jlanun Cankuo dapma
Jlesenonment», CILIA/
«KBunraiinc I'eam6X»,
ABCTpHS N0 NPOTOKOJTY
NeDU176b-D-U301
«PannomuzupoBaHHoe,
JIBOMHOE cJIernoe ¢ IBOMHOM
MMUTALIMEH, napasuiesibHOe,
MYJIbTULIEHTPOBOE,
MYJIbTUHALIMOHAJILHOE
uccienosanue 111 ¢azpi no
oLieHKe 3 (PEKTUBHOCTH U
6e3onacHoctd DU-176b o
CpaBHEHHIO C BappapUHOM Y
MalUEeHTOB C MEpLATEIbHON
apurmueii (ENGAGE-AF) -
¢ dexTuBHas
AHTUKOATYJISIIUOHHAS Tepariys
MepLaTeIbHON apUTMHUH
(haxTopom XA cienyrouiero
MOKOJICHHUS»

(pa3pewenue Poc3paBHaazopa
03.02.2009 Ne42)

45.

I'bY3 CrepayioBckoii
o0nacTu
«CBepAJIOBCKHIA
001aCTHOM
KJIMHUYECKUI
TICUXOHEBPOJIOrHYECKU i
rOCIIUTANb IS
BETEPaHOB BOMH»

620036,
r. EkatepunOypr,
yi1. CobGonesa, a. 25

KoHTpoJib HCcnoHeHUS
npeanucanus 00 ycTpaHeHUH
HapyweHuii o 1. 1 ct. 40
®denepanbHOro 3aKOHa OT
12.04.2010 Ne61-D3 «O06
0o0OpalleHNH JIeKapCTBEHHbIX
CPEICTB»; MPaBUJI KIIMHUYECKON
MPaKTUKH 10 M. 7.12 npukasa
Mun3apasa Poccun ot
19.06.2003 Ne266 «O06
YTBEPIKACHUH TIPABUII
KJIMHUYECKOH MPAaKTUKH B
Poccuiickoii denepauuny,
JIOTYLIEHHBIX CleLHaTIuCcTaMu
MeIMLMHCKOW OpraHu3aluy noj
PYKOBOJCTBOM OTBETCTBEHHOI'O

BHeriaHoBas,
JIOKyME@HTapHas
(KOHTPOJIb
UCTIOJIHEHUSI
npeanucaHus),
26.06.2014 —
18.07.2014
npuKas
PYKOBOAMTESS
TO
PocsnpaBnanzopa
no CBepI0BCKOiA
o0J1acTn

o1 26.06.2014
Ne418

BrIsiB/IeHHbIE B X0/1€
[JIAHOBOM MPOBEPKHU
02.09.2013 - 27.09.2013
HapyLIEHHUs MpaBuI
KJIMHUYECKOM MPaKTHKH
YCTpPaHEHBI

[Ipeanucanue
HE
COCTaBJIAJIOCH

Uudopmanus B
NIPaBOOXPAHUTE
JIbHBIE OpraHbl U
OpraHsl
NIPOKYpaTyphbl HE
npeacTaBiIsIach
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ucclie0BaTes
M.B. HectepoBoii nipu
NPOBEICHUH KIIMHUYECKOTO
UCClIeIOBaHUS JIEKaPCTBEHHOTO
npenapara ['aHtenepymad
(RO4909832) «Xoddpmann-Jlsa
Pour JIta.», LlIBeliuapus no
npotokosry NeWN25203
«MHOroueHTpoBOE
PaHIOMHU3UPOBAHHOE JABOHHOE
cienoe ruiaiedo-
KOHTPOJIMPYEMOE MCCIIEIOBAaHUE
B NapajiesIbHbIX Ipynmnax rno
OTpeIeNICHUIO BIUSIHUS
MOJIKOX)KHOTO BBEJICHUSI
npenapata RO4909832, B
Te4YeHHUe JIByX JIeT, Ha
KOTHUTUBHbIE U
(yHKLHOHAJIbHbIE CIIOCOOHOCTH
B MPOJIPOMAJILHOM IEPHO/IE
Oosie3Hun Anbureiimepa ¢
BO3MOIKHOCTBIO JIEYEHHUS B
TEYEHHUH elLle JIBYX JIET»
(pa3peuwieHue MuH3paBa
Poccuu ot 12.05.2012 Ne25)

46.

I'BY3 r. MockBbI
«[Tcuxuarpuyeckas
KJIMHUYeCcKasi 00JIbHULIA
Nel2» JlemaprameHTa
3[paBOOXPaHEeHHUs

r. MOCKBbI

125367, r. Mockaa,
Bosokonamckoe mocce,
n. 47

JlexapcTBeHnHblii npenapat PD
0332334

«[1paiizep Uuk.», CLIA
Knunuueckoe uccieioBaHue 1o
nporokosry NeA5361018
«PangomMu3upoBaHHoOe, JIBOMHOE
cienoe, ranedo-
KOHTPOJIMPYEMOE UCCIIeJIOBaHNE
I1I ¢a3bl, nuTensHocThIO 10
HeJle/1b, IPOBOIMMOE B
napasuJieJIbHbIX rpyInax ¢
(hbUKCUPOBAHHOM 10301
npenaparos PD 0332334 u

BHeruianosas,
BbI€3/IHaS
(moctyruieHue
uHdopmaluu o
BO3HHKHOBEHHH
yYIrpo3bl
MPUUYHUHEHUS
BpE/a XKU3HH,
3JI0pPOBBIO
rpaxkJaH),
09.06.2014 -
24.07.2014

BbIBI€HbI HApYLIEHUS
TpeOoBaHUIi paBUl
KJIMHUYECKOH MPaKTHKH,
YTBEPKAECHHBIX [TPUKA30M
Munsapasa Poccuu ot
19.06.2003 No266 «O06
YTBEPKIACHUH NIPABUII
KJIMHUYECKOM MPAKTUKHU B
Pocculickoii Menepauun»
nom. 8.13 — e
o0ecrevyeHbl Mepbl,
npeoTBpalarome
ciy4yalHOe WIH

[Ipennucanue,
YCTAHOBJICHHbIH
CpOK
YCTpaHEHHUS:
15.09.2014

HUudopmauus B
MpaBOOXpaHUTE
JIbHbIE OpPraHbl U
OpraHbl
NPOKYpaTypbl HE
npe/cTaBIsIach
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NapoKCeTHHA JJi OLIEHKH npUKa3 NpeXIeBPEMEHHOE
3¢ (HEeKTUBHOCTH U PYKOBOIMUTEJIS YHUUTOKEHHE TJOKYMEHTOB
6e3onacHoctu PD 0332334 nns | TO 3aBEepLICHHbIX
JIEYEHUsI F€HEPAJIU30BaHHOIO Poc3npaBHagzopa | KIMHMYECKUX
TPEBOXKHOIO PaccTpoiicTBa» no r. Mockse 1 UccleI0BaHU
(pazpewenue PocaapaBHanzopa | MockoBCKoi
ot 02.09.2008 Ned40) obnactu
OtsetcTBeHHbIH UccaenoBatens | ot 05.06.2014
C.A. CroHsikoB Nod82/14
ot 07.07.2014
Ne585/14
47. I'bY3 PM KoHTposib ncnosiHeHus BxeruianoBas, BbisiBiieHHbIE B X0/1€ [Tpeanucanue HUudopmanus B
«PecnybnmnkaHckas npeanucanus o0 ycTpaHeHHUH JIOKyMEHTapHas TUIAHOBOI MPOBEPKH He MPaBOOXpPaHUTE
KJIMHUYecKas 00JbHULA | HAPYLICHHUH MPaBUII (KOHTpOJIb 23.10.2013 — 24.10.2013 COCTaBJISAJIOCH JIbHbIE OpraHbl K
Nedy KJIMHUYECKOH MPAKTUKH MO MIl. | UCIIOJHEHUS HapyUIeHUs NPaBUII OpraHsl
6.3, 8.4 npukasza MuH3ipaBa NpearnucaHus), KJIMHUYECKOW MPAKTUKH NPOKYpaTypbl HE
430032, r. Capanck, Poccuu ot 19.06.2003 Ne266 24.07.2014 - YCTpaHEeHbI npeacTaBisiach
yi1. YbsiHOBa, 1. 32 «O0 yTBEp)KIAECHUU MPABUJT 25.07.2014
KJIMHUYECKON MPaKTHKH B npUKa3
Poccuiickoit @enepaunny, PYKOBOJIUTEJISI
JIOMYLIEHHBIX CHeLHaTuCTaMH Poc3apaBHaaszopa
MeMLIMHCKOM opranu3auuu noa | ot 17.07.2014
PYKOBOJICTBOM OTBETCTBEHHOro | Ne5072

uccieaoBaress

H.H. MawnuHoi# npu
NpOBEAEHUH KIIMHUYECKOTO
UCCJIEIOBAHMS JIEKAPCTBEHHOTO
npenapata OnaynapaduH,
«buocunres JIabopatopus
[paiiBut Jlumuren», Uuaus/
3A0 «ApCuAii Cunresy,
Poccus no nporokony
NeFLUDL-07-2011
«MexayHapoaHoe
MYJIbTULIEHTPOBOE
CPaBHUTEJILHOE
PaHIOMU3UPOBAHHOE
KJIMHUYECKOe UCClieJoOBaHKe
3G HEKTUBHOCTH U
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06€30MacHOCTH MPUMEHEHUS
npenapata Oiynapabux
(«buocunres JIsboparopus
[IpaiiBut Jlumuren», Unaus) B
KOMOMHALMH ¢
uukiodochamMuaom B
CpaBHEHHH C NpernapaTom
Daynapa® («Jlxenzaiim
Espona b.B.», Hunepaanabl) B
KOMOMHALIMU C
uukiaodochaMuaoM B KauecTse
Tepanuu y MalmueHTOoB C
XPOHUYECKHM
JumMdoIieiko3om»
(pa3pewienue MuH31paBa
Poccuu ot 14.12.2012 Ne571)

48.

OI'bY3 «benropoackuii
OHKOJIOTMYECKUM
JIACTIaHCEP»

308010, r. bearopon,
yi. KyiiOsiena, 1. 1

KoHTpoJib ncrosiHeHus
npeanucaHus 00 ycTpaHeHUH
HapyweHuii . 1, 3.1 cT1. 40
DenepaabHOro 3aKOHa OT
12.04.2010 Ne61-®d3 «O06
o0OpalleHUH JIeKapCTBEHHbIX
CPEeJICTB»; NPaBWJ1 KIIMHUUYECKOMH
MPaKTUKH MO M. 6.3, 6.12
npukasza Munzapasa Poccuu ot
19.06.2003 Ne266 «O06
YTBEPKJIEHUH MPaBUII
KJIMHUYECKON NMPaKTUKHU B
Poccuiickoii denepauun»,
JOMYIIEHHBIX CMEUUAIUCTaMU
MEeIMLIMHCKON OpraHu3aluy noj
PYKOBOJCTBOM OTBETCTBEHHOI'O
uccnenosarens JI.U. Kysunoit
NpyU NPOBEJCHUH KIMHUYECKOTrO
UCCJIEJOBAHUS JIEKAPCTBEHHOIO
npenapata Peonnsun (peoBupyc
tin 3, iwramm Dearing),

BHemnaHoBas,
JIOKyMEHTapHasi
(KOHTpOJIb
UCIIOJIHEHUS]
npeanucaHus),
24.07.2014 -
25.07.2014
rpuKas
PYKOBOUTEJIS
Poc3apasHaazopa
ot 17.07.2014
Ne5076

BrbIsiB/IeHHBIE B X0/1€
IUIAaHOBOM MPOBEPKHU
20.03.2013-21.03.2013
HapylUEeHHUs TpaBuIl
KJIMHUYECKOU MPaKTUKH
yCTpaHEeHbI

[Ipennucanue
He
COCTaBJISJIOCH

HUudopmaims B
MpaBOOXpaHUTE
JIbHBIE OpPraHbl U
opraHbl

NPOKypaTypbl He
npeAcTaBisiIach
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«Ounkonutuke baiorek HHK.»,
Kanapna/ 000 «A.K.P.-
Cepsucy», Poccus

no npotokoiy NeREOOQ18
«JIBoiiHOE ciemnoe
PaHIOMHM3UPOBAHHOE
MHOTOLIEHTPOBOE
JIByXCTYIE€HYATOE aJanTUBHOE
uccaenosanue 11 dazbl
BHYTPUBEHHOT'O BBEJCHUS
PEOJIM3UHA (peoBupyc Tun 3,
wtamm Dearing) B koMOuHaLuu
¢ [laknurakcenom u
KapboruiaTuHOM B cpaBHEHUH C
MPOBEJICHUEM TOJIBKO
XUMMOTEpAIuu y MalrueHToB ¢
METacTaTU4YECKUM U
PeLMIMBUPYIOLLIUM
TUIOCKOKJIETOYHBIM PAKOM
rOJIOBBI U LI€H, Y KOTOPBIX
HabJo1a1ack Mporpeccus Bo
BpeMsl WJIH 10cCJIe Mpeablay et
XMUMHOTEpAIIMu Ha OCHOBE
TUIaTUHBD) (pa3pelieHue
Mumnsnpascoupassutus Poccun
o1 15.09.2011 Ne362)

49.

["AY3 Spocnasckoit
obnactu «Kinunueckas
OosbHULA No2y

150010, r. SAApocnasis,
yi. [Tonosa, 1. 24

JlexapcTBeHHBIH npenapar
Meb6ecnanuH perapz
(MebGeBepuH)

000 «O30ny, Poccus/ OO0
«MeauuuHckuii LienTp
[Tpo6uorex», Poccus
Knunuueckoe uccnegoBaHue rno
npotokoiy Ne006/12/A/R/BE
«OTKpbITOE,
pPaHIOMU3UPOBAHHOE,
NepeKpecTHOE UcClieJOBaHUE
CPaBHHUTEJIbHOM

[InanoBas,
BbI€3/IHAs,
28.07.2014 -
30.07.2014
npuKas
PYKOBOAMUTEJIS
Poc3npaBHanzopa
or 11.07.2014
Ne4910

BbisiBIIeHBI HAapyLIEHUs
TpeGoBaHuii:
®denepaibHOro 3aKOHa OT
12.04.2010 Ne61-®3 «O6
oOpaleHun

JICKAPpCTBCHHBIX CPEACTBY:

mo n. 3.1 ct. 40 — He
oOecrie4eHo HarnpaBeHHEe
co00IIeHUI 0 HaYale
KJIMHUYECKHUX
HCCJIeIOBAHUM B
YHOJHOMOYEHHBIH

[Ipeanucanmue,
YCTaHOBJICHHbIH
CPOK
YCTpaHEeHHUS:
10.11.2014

Undpopmanus B
NPaBOOXPaHHUTE
JIbHbIE OpPraHbl U
OpraHsl

NPOKYpaTypbl He
npecTaBIIsIach




63

(hapMaKOKMHETUKHU U
OMOPKBUBAJIEHTHOCTH
JIEKApCTBEHHBIX MPErnaparos
«MebecnanuH petapay,
TabJIETKH MPOJIOHTUPOBAHHOTO
JIeMCTBUS, NTOKPBITHIE
TUIEHOYHOH 000J104KOi
(mebeBepun 200 mr),
npousBoacTBa OO0 «O30H»,
(Poccus) u «/lrocnaranuu»®,
KarcyJjibl MPOJIOHTUPOBAHHOTO
neiicrBus (mebeBepun 200 mr),
npou3BoOACTBa «DO00TT
Xenckea CACy» (DpaHuus), y
3I0POBBIX JOOPOBOJIBLIEB»
(pazpemienne Mun3apasa
Poccuu ot 15.04.2014 Ne201)
OTBETCTBEHHBI HCCIe10BaTEb
A.JL Xox0B

(henepanbHblil OpraH
UCTIOJTHUTEJIbHOM BJIaCTH,
BbIJIaBLINH pa3pelieHus Ha
MPOBEICHUE TaKUX
UCClIeJOBaHUM B
YCTaHOBJIEHHBII CPOK;
npukaza MuH3zapasa
Poccun ot 19.06.2003
No266 «O06 yTBEepKIACHUH
MpaBWJ1 KJIMHUYECKOM
npakTUku B Poccuiickoit
Denepauun»:

nom. 6.11, 6.16 — e
obecrneueHo cobJIt0/IeHHe
MOJI0KEHUH,
perJiaMeHTHPYIOLIUX
JIESATENIbHOCTh ATHYECKOT O
KOMUTETA;

no . 6.8 — aTH4YeCKuM
KOMUTETOM He
OLIEHUBAIOTCS MOPSIOK U
CYyMMbI BBITLIAT
UCTIBITYEMbIM;

no n. 7.16 — nonyuieHo
OTKJIOHEHHE OT MPOTOKOJIA
KJIMHHYECKOT0
UCCJIeIOBAHMS;

no . 8.8 — B xoze
NpPOBEACHUS KIIMHUUYECKOT O
UCCJIeIOBAHUS HE
obecrneyeHo 4eTKoe
BeJICHHE JOKYMEHTaLuH
KJIMHUYECKOTO
UCCJIEIOBAHMS;

no . 8.12 — He
o0ecrie4eHo BeJIeH1e
MEPBUYHON MEAULIMHCKON
JIOKYMEHTallu1
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KJIMHUYECKOTr O
HcclieIoOBaHus B
COOTBETCTBHH C
JIEHCTBYIOLIUMHU
HOpPMaTHBHBIMH
TpeOOBaHUIMU;
no 1. 8.14 — e

obecrneyeHO XpaHEeHHE
JIOKYMEHTALMH
KJIMHUYECKOT0
HcCJIeIOBaHUS

50.

I'bY3 Spocnasckoit
obnactu «Ob6nacTHas
KJIMHUYECKasl
OHKOJIOrHYecKast
OOJILHULIA»

150054,
r. Slpociasiib,
np-1 OkTs10ps, 1. 67

JlekapcTBeHHbIi npenapart JNJ-
26481585-AAC (KBuzuHocrar)
«SIHcen @apmacblOTHKaY,
bensrusa / OOO «HrroBaky,
Poccus

Knunuyeckoe uccreoBaHUE M0
npotokosty NeONC-13-
NSCLC/OVA-7-QUI-1b
«OTKpPBITOE MHOTOLIEHTPOBOE
uccieoBaHue 0€30MacHOCTH,
MEPEHOCUMOCTH U
(hapMaKOKMHETUKH
MHOTOKpATHBIX BO3PaCTarOLINX
J103 UHTUOUTOPA TMCTOH-
neateTtunasbl KBuznHocrara Ha
(dhoHe XUMHUOTEpaIuu 1Mo cxeMam
lemuuTabun + LlucniaTuH y
MalUEHTOB C
HEMEJIKOKJIETOUYHBIM PakoM
Jierkoro (BTopast JIMHUS) U
INaknurakcen + KapOomaaTuH y
MalHEeHTOB ¢
HEMEJIKOKJIETOYHBIM PaKoM
JIerkoro (BTopast JIMHUS) U
paKkoM SIMYHUKOB (BTOpast U
MoC/Ie Y IOLHE JIMHUN)»

I1naHoBas,
BbI€3/IHAas,
30.07.2014 -
01.08.2014
npuKas
PYKOBOAMTEJIS
Poc3npaBHaazopa
ot 11.07.2014
Nod911

BbisiBIeHbI HApYIEHUS
TpeOOBaHMIA MPaBUJI
KJIMHUYECKOM MPaKTHKH,
YTBEPKIAEHHBIX MPUKA30M
Mun3apaBa Poccuu ot
19.06.2003 No266

no n. 8.13 — He
obecrneueHbl Mepbl,
MpeoTBpallatoL1e
ciyyaiiHOe WU
npexaeBpeMeHHOe
YHUUTOKEHHE JOKYMEHTOB
3aBEpUICHHBIX
KJIMHUYECKHUX
HccieJ0OBaHUM

[Ipeanucanue,
YCTaHOBJICHHBIN
CpOK
YCTpaHEHHUS:
10.11.2014

WUudopmanus B
MpaBOOXpaHUTE
JIbHBIE OpraHbl U
OpraHbl

NPOKYpaTypbl HE
npe/icTaBIsIach
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(pa3pewienue MuH3/1paBa
Poccuu ot 28.08.2013 No541)
OTBeTCTBEHHBIH HCce10BaTeb
C.B. Yenopos

51 I'bOY BIIO KoHTposib ucnoIHeHus BHeruianosas, BeisiBiIeHHBIE B X0/1€ [Ipeanucanue HUudopmauus B
«SpocnaBckas npeanucanus o0 ycTpaHeHUH BbI€3/1Has! TJIAHOBOI MPOBEPKH He MIPABOOXPAHUTE
rocyJapcTBeHHas HapyIIEeHH rpaBul (KOHTpPOJIb 16.12.2013 - 17.12.2013 COCTaBJISIIOCH JIbHBIE OpraHbl U
MeMLUHCKas J1ab0paTopHOI NPAKTUKHU 10 MCTIOJTHEHUS HapyUIeHUs MPaBUJI OpraHsbl
akagemusi» Munsapasa | nmn. 18, 21, 57, 27, 28, 13, 38, npeanucaHus), J1abopaTOPHOI MPAKTUKH NIPOKYpaTyphbl HE
Poccun 29-31, 24, 25, 6,14, 47,48, 9, 8, | 29.07.2014 — YCTpaHEeHbI NpeAcTaBlisljiach

13 nmpukasa 06.08.2014
150000, r. SApocnasib, Mumn3apaBcoupassutust Poccun | npukas
yi1. PeBosonimonHas, o1 23.08.2010 Ne708H, PYKOBOAMUTENS
. 5; JIOTYLLIEHHBIX CIeLMaTUCTaMU Poc3npaBHaizopa
150054, r. SlpocnaBib, MEIUUMHCKOM opranu3aumu nog | ot 11.07.2014 Ne
yi1. Yexosa, a. 7 PYKOBOJICTBOM OTBETCTBeHHOro | 4912

ucnoaHutens A.A. PakoBa npu

MPOBEACHUU TOKIMHUUYECKOTO

MCCJIeIOBaHUS JIEKAPCTBEHHOTO

cpenctpa «Mpbecapran

TabaeTku 300 Mry,

(BAO «®DapmaliieBTHYECKOE

npeanpustre «O00JIeHCKOoe,

Poccust/ «9BO-®apmy, Poceust)

NpU UccieI0BaHUN

CPaBHUTEJILHON OCTPOH U

CPaBHUTEJILHOM

CyOXpOHHUYECKOH TOKCHYHOCTH,

MECTHO-Pa3/1paxaroliero

JIeHCTBHS.

52. HY 3 «/lopoxHas KoHTposib ucnosHeHus BHenaHoBas, BrisiBjIeHHBIE B X0/1€ [Ipennucanue HUudopmanus B
KJIMHUYecKas 0oJbHULA | peAnucanus 00 ycTpaHeHHH JIOKYMEHTapHas TJIAHOBO# MPOBEPKU He NPaBOOXPAHUTE
Ha cTaHuuu PoctoB- HapyIIeHWI paBuI (KOHTpOJIb 25.02.2014 - 27.02.2014 COCTaBJISIIOCH JIbHbIE€ OpraHbl 1
[naBHbiit OAO «PXJI» | KIMHUYECKOI MPAKTHUKH IO MIT. | UCTIOJHEHUS HapyILIEHHUs TPaBUJI Oprasl

6.3,6.13,4.1,4.6,8.12, 8.1, 8.2, | npeanucaHus), KJIMHUYECKOW MPaKTUKH MPOKYpaTypbl HE
344011, r. PocToB-Ha- 8.13 npukaza MuH3apaBa 06.08.2014 - YCTPaHEHbI npecTaBJisjiach
Jlony, Poccuu ot 19.06.2003 No266 07.08.2014

«O0 yTBEPKACHUH MpaBHJI
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yi1. Bapdonomeena,
. 92a

KJIMHUYECKO# MPaKTUKH B
Poccuiickoii deaepauumn»,
JIOMYLEHHBIX CrelMaIucTaMu
MEIMLMHCKON OpraH13aluy noj
PYKOBO/ICTBOM OTBETCTBEHHOI'O
uccnenosarens A.I'. Xurapbsina
NPU MPOBEACHUM KIIMHUYECKUX
UCCJIEIOBAHUI JIEKAPCTBEHHOTO
npenapata Benoszux
(Metumytunnupuausos, 3A0
«BUDOUTEX», Poccust) no
nporokosiam: «KinnHuueckoe
uccienoBanue 3GpGeKTUHBHOCTH
1 0e30MacHOCTH NPUMEHEHHUS
npenapata «Beno3un» y
MalMeHTOB, CTPAJAIOLIUX
OCTPBIM FeMOppoeM,
OCJIO’KHEHHBIM TPOMOO30M
reMOppPOHIAIbHBIX Y3I0B»
(paspelieHue
Munsapascoupaszsutus Poccun
ot 16.08.2011 Ne308) u
«KnuHuveckoe uccie0BaHue
3¢ HeKTUBHOCTH U
0e30MacHOCTH MPUMEHEHUS
npenapara «BeHo3uH» y
NalMeHToB ¢ TpomMOodeduToM
MOJKOKHBIX BEH HUKHHUX
KOHEUYHOCTEH, CTpaJarolnX
BapUKO3HOH OOE3HBION,
(pazpelieHue
Mumn3sapaBcoupazsutusi Poccun
ot 15.04.2011 No178)

npHKa3
PYKOBOAMTEIS
PoczapaBHanszopa
ot 05.08.2014
Ne5582

53.

000 «JleuebHo-
peadHIMTAMOHHBIH
HAy4YHbIH LIEHTP
«DeHuKCe»

JlekapcTBEeHHbII npenapar
LY2062430 Conane3ymab
400Mr/20ma 115t B/B MHDY3MiA,
«2nm JIunm sua Komnanmy,

[InanoBas,
BbI€3/IHas
NpoBepKa,
05.08.2014 -
08.08.2014

BbisiBIeHBI HapyeHUs
TpeboBanuii DenepasibHOro
3akoHa ot 12.04.2010
Ne61-D3 «O6 obpaieHuu
JICKAPCTBEHHBIX CPECTBY

[Tpeanucanue,
YCTAHOBJICHHBIH
CpPOK
YCTPaHEHHUS:
30.10.2014

HUudopmaums B

NpaBOOXPaHUTE

JIbHbIE OpraHbl U
opraHbl

MPOKYpaTypbl HE
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344000, r. PocTtoB-Ha-

Hony,
np. Bopowunnosckuid,
n. 40/128

CIHIA / «KBunraitnc ['eaM0X»,
ABcTpus

Knununueckoe ucciieoBaHue 1o
nporokory NeH§A-MC-LZAOQO,
«MHOTOLIEHTPOBOE,
NPO10JDKEHHE MOHUTOPHHIA

3¢ (PEeKTUBHOCTH U
0e30MacHOCTH cojlaHe3yMaba
(aHTHTEN K B-aMHIIOMIHOMY
MenTuay) y NauMeHTOB ¢
00Je3HBI0 AJTbLreiimMepay.
(pa3pewienne MuH3apasa
Poccuu ot 26.04.2011 Ne190)
OTBETCTBEHHbII HUCCIIe10BaTelNb
O.A. byxaHoBcKas

npuKas
PYKOBOAUTEIS
TO
Poc3npaBHaazopa
1o PocToBckoii
obnactu

ot 30.07.2014
NedCT-14-
61.3/321

rno . 3.1 ct. 40 — He
obecrneyeHo HarpaBJieHHe
cO00IIEHHH 0 HayaJie
KJIMHHYECKHUX
Hccie10BaHUi B
YIOJHOMOYEHHbIH
(denepanbHbId OpraH
HUCTOJIHUTEILHOM BJIACTH,
BbIIABIIMI pa3pelieHus Ha
NPOBE/IEHUE TaAKUX
HCCJIeIOBAHUI B
YCTaHOBJICHHBIH CPOK

npeacraBjsjiach

54.

CII6 I'bY3 «I'opojckas
AnekcaHapoBcKas
00bHMLIAY

193312, r. CaHkT-
[leTepOypr,

np-T CoiuaapHoOCTH,
o4

JlekapcTBeHHBIH Mpernapar
JNJ28431754
(Kanarnugnosun), «J>koHcoH
aHA Jxoncon dapmacroTukan
Pecepu 11 JleBenonmeHT,
JUJIC.», CIIA / «SIHccen
dapmauesruka HB», benbrus
Kimnuueckoe ucciie1oBaHUe 110
npoTtokosty Ne28431754-DIA-
3008 «PannomusupoBaHHoE,
MHOTOLIEHTPOBOE, IBOHHOE
ciernoe, maanedo-
KOHTPOJIUpYEMOe
HcClIeIOBaHKE /TSl OLIEHKH
BJIMSIHUS Mpernapara
JNJ28431754 nipu ero
UCTOJIb30BAaHUH B
napasuleJbHbIX Ipynnax Ha
BO3HHUKHOBEHHUE MOCJEACTBUN
CO CTOPOHBI CEPJIEYHO-
COCYJMCTON CUCTEMBI Y
B3pOC/IbIX MALUEHTOB,

[TnanoBas
BbIE3/HAS
13.08.2014 -
15.08.2014
npuKa3
PYKOBOJUTEJIS
TO
Poc3npaBHanzopa
1o r. CaHKT-
[leTepOypry u
JleHnHrpaackoi
001aCTH OT
24.07.2014
Ne[178-687/14

Hapyuienus npasui
KJIMHUYECKOM MPaKTUKH HE
BbISIBJIEHbI

[Ipeanucanue
He
COCTaBJISLIIOCH

HUudopmauus B
MpaBOOXPaHUTE
JIbHbIE OpraHbl U
OpraHbl
MPOKYpaTypsbl HE
Mnpe/cTaBisIach
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CTpa/IalolHUX CaXapHbIM
J11abeToM BTOPOro THIa»
(pa3pewenune Poc3paBHaasopa
oT 22.12.2009 Ne555)
OTBETCTBEHHbIH HUCCIIE10BaTEb
¢ 25.02.2010 no 08.08.2013 —
M.B. Bosipkun, ¢ 08.08.2013 —
0O.U. CemeHoBa

55.

CIIoI'BY3 «JleTckas
ropojckas 0onpHULA
Caaroit Onbru»

194156, r. CaHkT-
[leTepOypr,

yi1. 3emuieienbyeckas,
a. 2

JlekapcTBeHHbIH npenapar
JlexapcTBeHHBIH Npenapar:
Tuotponwmii (Cnipusa)
bepunrep Murenbxaiim PLIB
I'M6X& Ko KI', ABcTpus/

00O «bepunrep UHresnbxaiim»,
Poccus

KnuHudeckoe uccie10BaHuE 1Mo
npotokousty Ne 205.445
«PannpomusupoBaHHoOE,
JIBOIHOE-cIIernoe, rianedo-
KOHTpOJIUpYeMoe, B
napaJijieJibHbIX Fpymnnax
MCCJIEIOBAHKE M0 OLIEHKE

3¢ HeKTUBHOCTH U
6e30nmacHOCTH pacTBoOpa JUis
UHraISIIM THOTpONUs OpoMuaa
(2,5 MKr 1 5 MKT),
NPUMEHSEMOTr0 C MOMOILBIO
uHrajgstopa Pecnumar oauH pas
B JICHb BeU€pOM B TeuyeHHe 48
HeJlesb Y JeTei (B Bo3pacTte oT 6
J0 11 1eT) ¢ nepcucTupyrouieit
OpOHXHMAJIBHOM acTMOH cpeHei
CTETNEHH TKECTH»
(pa3pewmeHre MuH3apaBa
Poccun ot 13.08.2012 No242)
OTBETCTBEHHbI HCCiIe10BaTE/b
A.B. Opnos

[TnanoBas,
BbIE3/IHAS,
12.08.2014 -
15.08.2014
npuKas
PYKOBOJUTEIS
TO
Poc3apaBHaazopa
no r. CaHkT-
[TeTepOypry u
JlenuHrpajackoi
obnactu

ot 24.07.2014
Ne [178-688/14

BhisiBIIeHbI HapyLICHHS
TpeOOoBaHUI NTPaBUII
KJIMHUYECKOM MPaKTHKH,
YTBEPKJIEHHBIX MTPUKA30M
Munsapasa Poccun ot
19.06.2003 No266

no 1. 6.11 — He oOecnevyeHa
pa3paboTka cTaHAapTHBIX
ornepaLMoOHHbIX NMPOLELYyp
9THYECKOr0 KOMUTETA.

Ilpennucanwue,
YCTaHOBJICHHBIH
CpoK
yYCTpaHEeHHSI:
17.11.2014

HUudopmauus B
MpaBOOXpPaHUTE
JIbHbIE OPraHbl U
opraHsl
MPOKypaTypbl He
npeacTaBIsIach
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56.

I'BY3 ropona MockBbl
«BopoHosckas
OoJsibHULA
JlemaprameHnra
3/1paBOOXpPaHEHUs
ropojia MockBbI»

142160, r. MockBa,
roceJIeHUe
BopoHoBckoe, Mocenok
JIMC

KoHTposb HcnoHeHus
npeanMcanus 00 ycTpaHeHU!
HapyLIEHUH MpaBUI
KJIMHUYECKOM NMPAKTUKH 110 MI1.
6.16, 7.19, 8.9 npukasa
Mun3apasa Poccun ot
19.06.2003 Ne266 «O6
YTBEP)KJI€HUH MPABUJI
KJIMHUYECKOM NMPAaKTUKHU B
Poccuiickoii @enepauun»,
JIOMYIIEHHBIX CTeLMaTUCTaMH
MEIMLMHCKOM OpraHu3aliH Mol
PYKOBOJCTBOM OTBETCTBEHHOI'O
uccnenosaresns FO.A. Bacioka
MPH MPOBEICHUH KITHHHUUYECKOIO
HcclieIOBaHMs JIEKAPCTBEHHOTO
npenapata bunpon
(buconponoa, OO0 «ILITAIA
®dapm/leBenonment», Poccus /
000 «HAIUMp, Poccus )ro
npoTtokosy Ne(5/12/PKU/BD
«OTtKpbITOE,
pPaHIOMHU3UPOBAHHOE,
MEPEKPECTHOE UCCIIeI0BaHUE
CpaBHUTEJILHOU
(hapMaKOKMHETHKH U
OMOSKBHUBAJIEHTHOCTH,
0€e30MacHOCTH U
MEPEeHOCUMOCTH MpernapaToB
bunpoui, TabnaeTku, NOKPbITHIE
MJIEHOYHOM 000JI0YKOM, 2,5 MT,
(mpousBoactea OO0 «MAKHU3-
DAPMAY, Poccust) u Konkop
Kop, TabyieTku, MOKpbITbie
MJIEHOYHOM 000JI0YKOM, 2,5 M,
(npousBojcTBa Mepk KI'aA,
['epmanus), y 310pOBbIX
JI0OPOBOJIBLIEBY

BHennaHoBas,
JIOKyMEHTapHast
(KOHTpOJIb
UCTIOJIHEHUS
npearucaHus),
25.08.2014 -
29.08.2014
npukas
PYKOBOAUTES
Poc3npaBHaazopa
ot 19.08.2014
Ne5926

BrIsB/IEHHBIE B XO/1€
MJIAaHOBOM MPOBEPKH
01.04.2014 — 04.04.2014
HapyuUIeHHUs IPaBUJII
KJIMHUYECKOMN MPaKTUKU
YCTpaHEHbI

[Ipennucanue
HE
COCTaBJISIIOCH

WUndopmaims B
NPaBOOXPaHUTE
JIbHbIE OpraHbl U
OpraHbl
MPOKYpaTypbl He
NpeCcTaBIIsIach
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(paspewenne MuH3apaBa
Poccuu ot 12.08.2013 Ne466)

57.

CII6 I'bY3 «I'opoackas
[TokpoBckast 60JabHULA

199106, r. CaHkT-
[TerepOypr, B.O.
np-1. bosnbwoit, 1. 85

KoHTposib ucnonHeHus
npeanucanus 00 ycrpaHeHuH
HapyLIEeHHWH MpaBuII
KJIMHUYECKOM npakTuku no 3.1
cT. 40 denepanbHOro 3aKOHa OT
12.04.2010 Ne61-D3 «O06
oOpallleHHH JIeKapCTBEHHBIX
cpenctBy; nm. 6.16, 8.8 mpukasza
Mun3zapasa Poccuu ot
19.06.2003 Ne266 «O6
YTBEPIKJICHUH MPABUII
KJIMHUYECKOM MPAKTUKH B
Poccuiickoit denepaunny,
JOTYLLIEHHbIX CMeLHaTIUCTaMH
MeIMLMHCKOM OpraHu3auuy 1o
PYKOBOJCTBOM OTBETCTBEHHOI'O
uccnenosarens A.W. ['openosa
NpU MPOBEIEHUHN KIMHUYECKOTO
UcclieI0BaHMs JIEKapCTBEHHOTO
npenapata Adasaza (OOO
«HITd «Marepua meamka
X0JAMHY, Poccust) ro
nporokosty NeMMH-AZ-001
«MHoroueHTpoBO€ 1BOHHOE
ciernoe
1aLeO0KOHTPOJIMPYEMOe
PaHI0MU3UPOBAHHOE
KJIMHUYECKOe MCCIIe/I0BaHUE B
napaJijie/IbHbIX Fpymnnax
6e30MacHOCTH U

3¢ HEeKTUBHOCTH MPUMEHEHUS
Adanasbl y NalLlUEHTOB C
CUMNITOMaMH
J100poKkavyecTBEHHOM
rUIMepruia3um npeacTaTesibHoN
JKeJIe3bl U PUCKOM MPOrpecCUm»

Buensianosas,
JIOKYMEHTapHast
(KOHTpOJIb
UCTTIOJIHEHUS
NpeINucanus),
25.08.2014 -
29.08.2014
NpUKa3
PYKOBOAMTEIS
Poc3apaBHaazopa
ot 19.08.2014
No5927

BbisiBlIEHHbIE B X0/1€
TJIAHOBO#M MPOBEPKHU
21.04.2014 — 23.04.2014
HapyuIeHUS MpaBul
KJIMHUYECKOMN NMPAaKTUKH
YCTpaHEHbI

[Tpeanucanue
HE
COCTaBIISIIOCH

Undopmauus B
MpaBOOXpaHUTE
JIbHbIE OPraHbl U
OpraHbl

NPOKYypaTypbl HE
npecTaBsIach
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(pa3zpeumieHne MuH3paBa
Poccuu o1 05.09.2012 Ne300)

58. OBbVY3 «Kypckuii JlekapcTBeHHBIN npenapat [1naHoBas, Hapywenus npaBuiu [Ipeanucanue HUndopmanms B
KJIMHUYECKHHA Pemeran BbIE€3/Has, KJIMHUYECKOM MPAKTHKU HE | He NIPaBOOXPAHUTE
ncuxonesposiorndeckuit | OOO «Kcenosa», Poccust / 19.08.2014 - BBISIBJICHBI COCTaBJISLIOCH JIbHBIE OpraHbl U
nucnancep» Komurera | OOO «Hcenenoarenbekas 15.09.2014 OpraHsl
37IpaBOOXpPaHEHUS komnanus buoMeny, Poccus npukKas NPOKYypaTyphbl He
Kypckoii oGnactu KinurHuveckoe ucciae1oBaHue o | pyKOBOAUTEJIS NpeJICTaBIIsIach

nportokojy Nel1l-MPPO2EPI TO
305000, r. Kypck, «JIBoiiHoe ciemnoe ruiaiebo- Poc3npaBHaazopa
yia. 3oq0Tas, a. 12 KOHTpoJIMpyemMoe ucciiegoBanue | no Kypckoi
JUTSL OLEHKH 9 (HEKTUBHOCTH, obJlacTu
Oe3onacHocTH, nepeHocumocti | ot 13.08.2014
(hMKCUPOBAaHHOM 103bI Ne I146-219/14
npernapara Pemerai B kauecTse
JIOTIOJTHUTEJIbHOM Tepanuu y
NalMeHTOB C NMapUUaIbHbIMU
cyJloporaMmmu»
(pazpemieHue MuH3apaBa
Poccuu ot 24.01.2012 Ne659)
OTBETCTBEHHbIN Hccie10BaTeb
B.I'. CeBocTbsSIHOB
59. 000 «ACKO-MEJI- JlekapctBeHnslit npenapat GSK | [lnanosas, HapyuieHus npaBui [Ipennucanue Uudopmaius B
[TJTFOC» 1437173 A (xaHauaaTHas Bbl€3/1HAas, KJIMHUYECKOM MPaKTUKU HE | He IIPaBOOXPAHUTE
BakiuHa gE/ASO1B) 08.09.2014 - BbISIBJICHBI COCTaBJISIIOCH JIbHBIE OpraHbl U
656056, r. bapHay, «I'nakcoCmutKnsiin 16.09.2014 OpraHsl
yi1. Anaronwus, 1. 53 buonomkukanc CA», benbrust/ | npukas NPOKYpaTypbl He
3A0 «I'nakcoCmutKusiin PYKOBOJMTENS [pecTaBsiach
Tpeitnunry, Poccus TO
Knunuueckoe uccnenoBanue no | PoczapaBHanzopa
npotokosy Nel16796 ZOSTER- | no Anralickomy
033 «OTtkpbITOE, Kparo oT
HEepaHIOMM3UPOBAaHHOE, 02.09.2014 Ne
MHOTOLIEHTpOBOE KiuHu4eckoe | [122-455/14

uccnenosanue 11 dasbl,
NPOBOJMMOE C LIEJIBIO OLIEHKH
UMMYHOT'€HHOCTH U
0e30MacHOCTH KaHMIaTHOM
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BakIMHbI HZ/su npou3Bo/cTBa
['nakcoCmutKunsiin (I'CK)
Baiionomkukans,
npe/Ha3HaYeHHOM [U1st
npoUIaAKTHKH
OMOSICHIBAIOLLErO reprieca u
Ha3HA4aeMoOM BHYTPUMBILLEYHO
no cxeme B Mecall 0 u B mecsi 2
y4acTHUKaM B Bo3pacte 50 siet ¢
3MU30/I10M OMOSICHIBAIOIETO
reprieca B aHaMHe3e»
(pa3pewienue MuH3apasa
Poccun ot 15.02.2013 Ne92)
OTBETCTBEHHBII HcCIe0BaTENb
N.B. OcunoBa

60.

CII6 I'BY 3 «/leTckas
ropojckas
NoJIMKJIUHUKA Ned4y

191144, r. CaHkT-
[letepOypr,
yi1. MbITHUHCKas, 1.25

JlexapcTBeHHBIN npenapar
CCI18781+GR33343
(dPayTukazoHa nmponuoHar +
cajMeTepoJ)
«I'maxkcoCmutKnsitn Peceu sHp
JlesenonmeHT Jlumureny,
BenukoOpuranus / «Ilapakcesns
Wnrepueurnn (PYC)», Poccus
KiuHuueckoe uccre1oBaHue 1o
npotokoy Ne SAS115358
«Hccnenoanue 6e30nacHoCTH
Y MPEUMYLLIECTB 6-MeCIYHOTro
NpUMEHEHHUs
KOMOHWHUPOBAHHOIO
MHTaJSIHUOHHOTO Mpenapara
(hyTHKa3oHa MponuoHar /
CaJIMETEePOJI MO CPABHEHUIO €
WHTJISILIMOHHBIM [pernapaToM
(dyTHKa30Ha NPOMMOHAT MPU
neyennu 6200 nereit ot 4 no 11
JIET C NEPCUCTUPYIOLIEH
OPOHXHAILHOIT aCTMOI»

ITnanoBas,
BbI€3/IHAS,
05.09.2014 -
23.09.2014
MpUKa3
PYKOBOAUTEIS
TO
Poc3npaBHaazopa
no r. CaHKT-
[leTepOypry u
Jlenunrpanckoi
001acTH OT
11.09.2014
Ne[178-840/14

Hapywenus npaBun
KJIMHUYECKO MPaKTHUKH He
BbISIBJIEHBI

[Ipennucanue
He
COCTaBJISIIOCH

Hudopmauus B
NMpaBOOXpaHUTe
JIbHbIE OpraHbl 1
Oprasbl
MPOKYpaTypsbl He
npe/cTaBisiach
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(pa3peuienue MuH3apasa
Poccum ot 16.10.2012 Ne439)
OTBETCTBEHHBIIT HCCIIE0BATEN b
1.B. MakapoBa

61. MBYVY3 «Knunuko- JlexapcTBeHHBIN npenapar [1nano.as, BeIsiBiIeHbI HapyLLIEHUs [Ipennucanmue, HUudopmauus B
JINarHOCTHUYECKH Adanaza Bbl€3/Has, TpeOOBaHMIA: YCTaHOBJIEHHBIH NPaBOOXpPaHUTE
LEHTP «310pOBbE» 000 «HII® «Marepua meauka | 22.09.2014 - denepanbHOro 3aKOHa OT CpOK JIbHbIE OpPraHbl U
ropoja PoctoBa-Ha- XoJaauHry, Poccus 24.09.2014 12.04.2010 Ne61-d3 «O6 YCTpaHEHHS: opraHbl
Jlony» KnuHuueckoe ucciie/loBaHue 1o | npukas oOpaleH1H 24.12.2014 NPOKYpaTypbl He

npotokoiy NeMMH-AZ-001 PYKOBOAMUTES JIEKaPCTBEHHBIX CPECTBY: npeacTaBsIach
344011, «MHOroueHTpoOBOE /IBOITHOE Poc3npaBHaazopa nomn. | ct. 41 — B xXoz€
r. PoctoB-Ha-/lony, ciernoe ot 28.08.2014 NPOBEICHUS KIIMHUYECKOTO
nep. Jlos10MaHOBCKHIA, T1ae00KOHTPOJIMPYEMOe Ne6116 UCCJIEJIOBAHMS pa3pelieHne
. 70/3 paHAOMU3UPOBAHHOE Ha MpoBeJAeHUE
KJIMHUYECKOE MCCIIeI0BaHUE B KJIMHMYECKOI0
napasuieJibHbIX Ipyrnax UCCJIEIOBAHUS U JOTOBOP
0e30MacHOCTH U oopMIIeHbI Ha pa3Hble
3 PEeKTUBHOCTH MPUMEHEHUS OpraHu3auuu;
Adanasbl y NalMUeHTOB C NPaBUJ KJIMHUYECKOH
CUMIITOMaMH MPAaKTHKH, YTBEPHKIEHHBIX
J100pOKaueCcTBEHHOI npukazoM MHUHHCTEpPCTBA
TUIEPILIa3uM MpeJICTaTe IbHOM 3/IpaBOOXpPaHEHUS
XKeJie3bl U PUCKOM MPOrpeccHmn» Poccuiickoii denepaiu ot
(pazperieHue Mun3apasa 19.06.2003 Ne266 no
Poccun ot 05.09.2012 Ne300). n. 8.13 — He oOecneyeHbI
OTBeTCTBEHHBIN Hccie10BaTeb MeEpbI, MpeA0TBpallaloie
N.A. AGosH. clyyaifiHOe WM
NpPexAEBPEMEHHOE
YHHUTOKEHHE JOKYMEHTOB
KJIMHUYECKUX
MCCJIe/I0BaHU

62. MBV3 «l'opoackas KiinHH4eckue ucciie/1oBaHus [TnanoBas, HapyweHnust npaBui [Ipeanucanue HUudopmauusa B
GonbHuLa Ned roposia MEIMLIMHCKOM OpraHu3alueii He | Bbl€3/Has, KJIMHUYECKOMW MPAKTUKHU HE | HE MpaBoOOXpaHUTE
PocToBa-Ha-J{0HY» MPOBOASATCS 24.09.2014 - BBISIBJICHBI COCTaBJISIIIOCH JIbHbI€ OpraHbl U

25.09.2014 opraHbl
npuKas NPOKYpaTypbl HE
344006, r. PocTos-Ha- psxoaonmeﬂﬂ ngem):/faszsll)na%

Hony,

Poc3apaBHaazopa
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np. boraTsHOBCKHiA ot 28.08.2014
cnyck, a. 27/160 Ne6121
63. ['AVY3 JlekapcTBeHHbIH npenapar [TnanoBas, Hapywenus npasui [Ipeanucanue Wudopmaims B
«MexperuoHanbHbIH S38093 BbI€3/Has, KJIMHUYECKOW NMPAaKTUKU HE | He NPaBOOXpPaHUTE
KJIMHUKO- AO «Jlaboparopuu CepBbe» 15.09.2014 - BBISIBIICHbI COCTaBJISIIOCH JIbHBIE OpPraHbl U
JIMarHOCTUYECKUI ®paHuus 28.09.2014 OpraHsl
LIEHTP» KnuHuveckoe ucceieoBaHue no | rpukas NPOKYpaTy pbl HE
npotokoy NeCL2-38093-011 PYKOBOAUTEIA npeJcTaBsIach
420101, r. Kazans, «D(HeKTUBHOCTD U TO
yi. KapOwimesa, 1.12a | 6e3onacHocTs Tpex 103 S 38093 | Poc3npaBHaazopa
(2, 5 1 20 Mr B J1eHB) MO no Pecry0snke
CPaBHEHHUIO ¢ Tu1aLedo y Tarapcran
MaLKUEHTOB ¢ MATKOW U ot 09.09.2014
yMepeHHo# popmamu OonesHun | Ne236

Aunbureiimepa.
MexayHapoaHoe,
MHOTOLIEHTPOBOE,
paH/I0MU3UPOBAHHOE, IBOITHOE
cJienoe, raneodo-
KOHTposupyemoe, 24-
HejiesibHOe uccienoBanue I1b
(haswl ¢ nocneayomwmum 24-
HeeJIbHBIM MEePUOI0M
NPOJIEHHOT0 HAaOIIOIEHUS».
(pa3peuieHre MuH3apaBa
Poccuun o1 22.11.2011 Ne 510)
OTBETCTBEHHbI UCClIeI0BaTEb
JI.P. XacaHoBa.

JlexapcTBeHHbIH npenapat
Tukarpenop (bpununra)
Actpa3eHneka Ab, llIseuus
/dapmacbhrOTHKAN3, ,
KnuHuyeckoe ucciieIoBaHue 1o
npotokoay NeD5135C00001
«PannomusupoBaHHoe,
JBOMHOE clienoe,
MHOTOLIEHTPOBOE HCCJIEJOBAHHE
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I1Ib da3bl B napasuienbHbIX
rpyrnmnax rno cpaBHEHHUIO
BJIMSIHUSI TUKArpesaopa u
KJIOTUAOrpesis Ha PUCK
CeplIEYHO-COCYAUCTOM CMEpTH,
uH(}papKTa MHOKap/aa 1
MILIEMUYECKOro MHCYJIbTA Yy
MalKMEeHTOB C YCTAHOBJICHHOM
00J1e3HBI0 NepUdepUIecKUX
aprepuii (EUCLID)».
(pa3pemienne MuH3ipaBa
Poccun o1 21.01.2013 Ne 42)

OTBETCTBEHHBIM UCCJIE/I0BATENb

P.A. bpenuxuH.

JlexapcTBeHHbIN npenapaT
AKTOBETrMH,

Takena @apma AC / OO0 «Mb
KBect», Poccus,

KnuHuveckoe uccie0BaHue 1o

npotokoty NeAV-2500-301-RD

«MesxayHapo/iHoe,
MHOTI'OLIEHTPOBOE, /IBOMHOE
cienoe, ruianebo-
KOHTPOJIUPYEMOE,
pPaHIOMHU3UPOBAHHOE
UCCJIEJOBAaHUE B NapaljIeIbHbIX
rpyrnmnax Ha nNpoTshKeHUU 12
MECSILIEB C UEJbI OLIEHKU
a¢dexTa JIeueHus npenaparom
AxToBeruH® cHauasna
BHYTPUBEHHO, a 3aTEM
NepopabHO Ha MPOTSHKEHUU 6
MECSILIEB, Y MAaLUEHTOB C
MOCTUHCYJIBTHBIMH
KOTHUTHBHBIMHU
HapyweEeHUIAMMW».
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(pa3pewieHre MuH31paBa
Poccun ot 05.04.2012 Ne867)
OTBETCTBEHHBIN UCCIeIOBATENb
J1.P. XacaHoga.

JlekapcTBeHHBII npenapar
R0O496-4913 (Okpenuzymad),
@. Xodpdmanu-JIs Powr JlTa.,
[IBeiinapusi,

KnuHuueckoe uccliieioBaHKUE 10
npotokoitly NeWA21093
«PangomusupoBanHoe,
JIBOMHOE clieroe, ¢ IBOMHOM
UMUTALIMEH, UCClIeIOBaHUE B
napajuiesIbHbIX rpynmnax s
oleHKH 3G (HEKTUBHOCTH U
0e30MacHOCTH NMPUMEHEHUS
oKpesu3ymMada B CpaBHEHUH €
uHTepdepoHom-OeTa-1a
(Pebudp®) y nauueHToB ¢
PELUANBUPYIOLIUM
paccesiHHbIM CKJIEPO30M».
(pa3pewienue MuH3apaBa
Poccuu ot 06.06.2012 Ne108)
OTBETCTBEHHBII HCCie10BaTeb
JI.P. XacaHnoga.

64.

BY300
«MHpexumnonHas
KJIMHUYEeCcKas 00JIbHULIA

Ne 1 umenu JlanmatoBa
JI.M.»

644010, r. OMcK,
ya. Jlazo, 1. 2

KiuHuueckue ucciieoBaHust
MEIULMHCKONW OpraHu3auuei He
MPOBOASITCS

[1naHoBas,
BbI€3/HAas
02.09.2014 -
29.09.2014
npuKas
PYKOBOAMTESIS
TO
Poc3apaBHaazopa
no OMckoi
001acTH OT
22.08.2014
Nell55-201/14

Hapyuenust npaBu
KJIMHUYECKOM MPAaKTUKU HE
BbISIBJICHBI

[Ipennucanue
He
COCTaBJISIOCH

Uudbopmauus B
NPaBOOXPaHUTE
JIbHBIC OpraHbl U
oprassl
NPOKYpaTyphbl HE
npeacTaBisIach
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65. ['BY3 «Yensbunckuit JlekapcTBeHHBIH NTpenapart [InanoBas, HapyuieHnus npaBui [Ipeanucanue Uudopmaius B
oGu1acTHoi MT-1303 BbI€3/Hasl, KJIMHUYECKOM NMPAKTUKU HE | HE NPaBOOXPaHUTE
KJIMHUYECKHUHA KOXKHO- «Mwuriyoucu Tanade dapma 08.09.2014 - BbISIBJICHBI COCTaBJISJIOCH JIbHbIE OpraHbl U
BEHEPOJOrMYECKUIA Kopnopaiitn», Snoxus/ 03.10.2014 OpraHbl
JMcraHeep» [IpeacraBUTEILCTBO KOMIIAHUM | NIPHUKA3 MIPOKYpaTyphbl He

«AlikoH Xonaunrey, Upnanaus | pykoBoauTesns MpeACTaBIsAIaCh
454048, r. YensOUHCK, Knunuueckoe uccnenoanue no | TO
yi1. S16noukuHa, 1. 24 npotokosty Ne MT-1303-E06 Poczapasnanszopa

«MHOrouLeHTpoBoE, no YensiOuHckoi

paHIOMU3MPOBAHHOE, ABOIHOE | 00JacTH OT

cJIernoe, B napauiejbHbIX 02.09.2014

rpyrmnmnax, rjameoo- Nel174-298/14

KOHTPOJIMPYEMOE UCCIIeJOBaHHE

(a3zwl 1la mo ouieHke

0e30MacHOCTH, MEPEHOCUMOCTH

U KJIMHUYeCKO# 3¢ (HheKTUBHOCTH

npenapata MT-1303 y

MalMEeHTOB CO CpeHeH UK

TSKEJION CTENEHbIO

XPOHMYECKOTr0o OJISLIKOBOTO

ncopuaza»

(pa3pewienue MuH3apaBa

Poccun ot 26.08.2013 Ne 537)

OTBETCTBEHHbII Hccie10BaTellb

O.P. 3uranuiux

66. 000 «buodx» JlekapcTBeHHbIH npenapar BnennanoBas BbisiBiieHbI HapyLIEeHUS [Ipeanucanue, Uudpopmaums B

Huacdop (Metdopmun) JIOKyMEHTapHas TpeboBaHuUI MpHKaza YCTAHOBJIEHHbIH NpaBOOXpPaHUTE
197342, r. CaHkr- 00O «AkraBuc», Poccus / (B CBsI3M C Mun3zapasa Poccun ot CpOK JIbHbIE€ OpraHbl U
[TetepOypr, 000 «MJ1A», Poccus NOCTYTUIEHHEM 19.06.2003 Ne266 «O06 YCTpaHEHHUs: OpraHsl
KpacHorsapaeiickuii KnuHudeckoe ucciieioBaHue no | MHGOpPMaLWK OT | yTBEPIKAEHHUH MTPABUII 09.01.2015 NpOKypaTypbl HE
nep., 4.23 nportokosty Ne BE-02-2013- rpax/iaH1Ha) KJIMHUYECKOW NMPAKTUKHU B npeacTaBsIach

ACT-MET «Hccnenosanue 29.09.2014 - Poccuiickoii ®enepaupn»

CpaBHUTEJILHOM 03.10.2014 no . 8.8 — He oGecnieyeHo

(hapMaKOKMHETHKH U npukas 4YeTKOe BeJIeHHE

OMOIKBUBAJICHTHOCTH PYKOBOAMUTESA JIOKYMEHTALIMH 10

npenaparos Jluacgop, TO nporokosy Ne BE-02-2013-

TabJIeTKH, MTOKPbITHIE PocsnpaBnamgzopa | ACT-MET

rieHoYHOM o6osoukoit 1000 mr, | o r. CaHKT-
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npousBozacTBa «Mnka
Jlaboparopus Jita.», Uuaus u
["mokodax, Tabyierkw,
MOKPBITBIE TJIEHOYHOMN
obosoukoii 1000 mr,
npousBozacTBa «Mepk CaHTd
c.a.c.», @paHuus»
(pazpewienne Mun3apaBa
Poccum ot 05.08.2014 Ned436)
OTBEeTCTBEHHBI HCCIIe10BaTelNb
A.H. l'anyctan

JlexapcTBeHHbIH Npenapat
KnaputpoMuLmH

OAQO «®apmcTaHaapT-
Tomckxumpapm»

Knununueckoe ucciieoBaHue 1o
nporokojy NeCLR-L/B01-13
«IIpocneKTUBHOE OTKPbLITOE
PaHIOMHU3UPOBAHHOE
NepeKpecTHOE UCCIIe/I0BAaHKE 110
U3YYEHHUIO CPABHUTEJIbHOM
(hapMaKOKMHETUKH U
OUOIKBUBAJIEHTHOCTH
npenapaToB KiiapurpoMuimH,
TabJIETKH MPOJIOHTUPOBAHHOIO
JIEHCTBUS, MOKPBITHIE
[JIEHOYHOM 000s104KOM, S00MI
(mpousBoactea OAO
«®DapmcTanaapT-
Tomckxumdapm», Poccust) u
Knauna® CP, tabneTku
NPOJIOHTMPOBAHHOIO AEHCTBUS,
MOKPBIThIE TNIEHOYHOMH
o6osioukoii, 500 mr (26060TT
JIx6oparopus Jlumuren,
BesnnkoOpuTaHus; Npou3Be1eHO
Diicuka Kynnbopo Jlumuresn,

[TetepOypry u
Jlenunrpanckoi
obnactu ort
15.09.2014

No IT 78-854/14
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BenukoOpuranus) y 310pOBbIX
J100poBOJILLEBY (pa3peleHne
Munsapasa Poccuu ot
24.07.2014 Ne418)
OTBETCTBEHHBIH UCCIIe10BaTEND
A.H. T'anycTsH

JlekapcTBeHHbIH npenapar
['nuknazug MB ®@apmcranaapt
(I'wuknazumn)

OAO «®apmcTanaapT-
Tomckxumpapm»
KnuHuveckoe vccre10BaHUe 1Mo
nipotokoay Ne GLK-MR/B01-
13" Ne GLK-MR/B01-13
«OTKpBITOE,
pPaHI0MU3UPOBAHHOE,
MEPEKPECTHOE UCCIIeI0BaHHE
CpaBHUTEJILHOU
(hapmMakoKUHETUKHU U
OTHOCHUTEJIbHOM
OMOJIOCTYITHOCTH NIpernapaToB
I'nuknaszug MB ®@apmcranaapr,
TaONeTKH ¢
MOAU(GULIMPOBAHHBIM
BbICBOOOXKAEHHEM, 30 Mr 1 60
mr (OAO «DapmctaHaapT-
Tomckxumdapm», Poccust) u
npenapata /lnabeton® MB,
TabJIeTKH ¢
MOJIM(ULIMPOBAHHBIM
BbICBOOOXKAEHHEM, 60 MT
(«Jlabopatopuu CepBbey,
®paHuus; npousoauress OO0
«Cepaukey, Poccus) y
3/10POBBIX 100POBOJIBLIEB»
(pa3pewienne MunH3apasa
Poccum ot 02.06.2014 Ne300)
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OTBETCTBEHHbIH HCCIIE0BATEIb
A.H. I'anyctsn

67.

Canxkr-IletepOyprekoe
I'BY3 «I'opoackoii
repuaTpuyecKui
MENKO-COLMAJIbHBIN
LEHTP»

190103, r. CaHKT-
[leTepOypr, Hal. pexu
®doHraHku, a. 148

KoHnTposb ucnonHenus
npeanucaHust 00 ycTpaHeHUH
HapyLIEHUM NpaBuJI
KJIMHUYECKON MPAaKTUKU MO MIl.
1, 3.1 cr1. 40 ®denepasibHOrO
3akoHa oT 12.04.2010 Ne61-D3
«O0 oOpatieHUH
JIEKapCTBEHHBIX CPEJICTBY; MO
nm. 6.3, 6.16, 4.6, 8.8, 8.9, 8.13
npuka3za Munszapasa Poccuu ot
19.06.2003 Ne266 «O6
YTBEPKJIEHUH [PaBHJI
KJIMHUYECKOM MPAKTUKU B
Poccuiickoit denepauun»,
JIOTYIIEHHbIX CMEeLHATUCTaMU
MEJMLIMHCKOW OpraHu3alyy noj
PYKOBOJCTBOM OTBETCTBEHHOI'O
uccnenosarens E.I'. 3oTkuna
MPU TPOBEJIEHUH KITMHUYECKOTO
MCCJIe/IOBAHMS JIEKAPCTBEHHOTO
npenapara Kanbuuronus Tesa
(00O «TeBay, Poccus / OO0
«ITPYJIEHTAC», Poccus) no
npotokosty Ne CT 01-10
«OTKpbITOE
pPaHIOMHU3UPOBAHHOE
MHOTOLIEHTPOBOE
CPaBHUTEJILHOE UCCJIEJOBAaHUE
3¢ PeKTUBHOCTH, O€30MaCHOCTH
1 BJIMSIHMSL HA KaueCTBO XKU3HU
npenapata «KaJbLUTOHUH-
TeBa» u npenapara
«MHuakaabLMK» y )KEHILIHUH C
NMOCTMEHOTAY3aJIbHbIM
OCTEOIOPO30M»

BHernianoBas,
JIOKyMEHTapHas
(KOHTPOJIb
UCTIOJTHEHUS
npeanucaHus),
08.10.2014 -
10.10.2014
NpUKa3
PYKOBOOUTEIS
Poc3npaBHaizopa
o1 06.10.2014
Ne6839

BbisiBIeHHbIE B X0/1€
MJIAaHOBOM MPOBEPKHU
25.06.2014 — 27.06.2014
HapyLIEeHUs NIPaBUII
KJIMHHUYECKOM MPAKTUKH
YCTPAHEHBI

[Ipeanucanue
HE
COCTAaBJISIIOCH

HUudopmauus B
MpaBOOXpaHUTE
JIbHBIE OpraHbl U
opraHbl
IIPOKYpaTypbl HE
Npe/ICTaBsIACh
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(pa3peumieHue MuH3apaBa
Poccun ot 09.02.2012 Ne698)

68.

OI'BY «CaHkr-
[TeTepOyprekuit
Hay4HoO-
uccie10BaTeIbCKUN
MICUXOHEBPOJIOTHYECKH
UHCTUTYT

um. B.M. bextepesa»
Mun3znpasa Poccun

192019, r. CaHkT-
[TeTepOypr,
yi. bextepesa, 1. 3

KoHTposib ucnoHeHHs
npeanucanus o0 ycrpaHeHUH
HapyLIeHUI MpaBuIl
KJIMHUYECKOM MPaKTUKH 110 1. 1
cT. 40 denepanbHOro 3aKOHa OT
12.04.2010 Ne61-d3 «O06
0o0OpalleHNH JIEKAPCTBEHHBIX
cpeacTBy; no nm. 6.11, 6.16, 4.2,
7.18, 7.19 npukaza MuH3apaBa
Poccuu ot 19.06.2003 No266
«O0 yTBepK/IEHUU MPABUI
KJIMHUYECKOM MPaKTUKH B
Poccuiickoit ®enepaumn»,
JIOTYLIEHHBIX CIIeLHATUCTaMH
MEIUILMHCKOM OpraHu3aluu noj
PYKOBOJICTBOM OTBETCTBEHHOI'O
uccaenosarens B.A.
Muxaiinosa

MPH MPOBEICHUH KITMHUUYECKOTO
UCCJIeIOBAHUS JIEKAPCTBEHHOTO
npenapara NT201
(botynuHuyeckuii HEMPOTOKCUH
Thna A cBoOOHbIN OT
KOMILIEKCO00pa3yoLux
0eJIKOB)

Mepu @apmacbroTukaic ['mOX,
I'epmanus/ Aii DH Cu Pecepu
IOKeii Jlumuren,
Benukobpuranus

KinHuyeckoe uccieoBaHUE 10
nporokosty Ne MRZ
60201/SP/3002
«ITpocnexkTuBHOE, NBOMHOE
clienoe, rianedo
KOHTPOJIMpPYEMOe,
paHI0MU3HPOBAHHOE,

Bhenanosasi,
JIOKyMEHTapHast
(KOHTpPOJIb
UCTIOJIHEHUS
MpeanucaHus),
08.10.2014 -
10.10.2014
rpuKas
PYKOBOJUTES
Poc3apaBHaazopa
ot 06.10.2014
No6841

BrisiBlIeHHBIE B X0/1€
MJIAHOBOM MPOBEPKHU
23.06.2014 — 25.06.2014
HapyleHUs MpaBuil
KJIMHUYECKOM MPAaKTUKH
YCTPaHEHbI

IIpeanucanue
He
COCTaBJISIOCH

Hudopmauus B
NPaBOOXPaHUTE
JIbHBIE OpPraHbl U
opraHbl

NPOKYpaTypbl He
npe/cTaBlIsiach
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MYJBTULIEHTPOBOE
UCCJIe/IOBAaHHE C OTKPBITHIM
NPOUIEHHBIM MEPHOJIOM T10
U3Y4YeHHIO 2P (HEKTUBHOCTH U
6e3onacHocty npenapara NT
201, npumeHseMoro s
JIeYeHUs CMIACTUYHOCTH HHXKHEH
KOHEYHOCTH, pa3BHUBILIEHCS B
pe3ysibTaTe UHCYJIbTa»
(pa3peleHue
Mun3zapascoupaszsutusi Poccun
ot 12.03.2012 Ne767)

69.

OAO «Bcepoccuiickuit
Hay4HbII LEHTP 110
0e301acHOCTH
OMOJIOTHYECKH
AKTHBHBIX BEILECTB

142450,
r. Crapas KynasHa,
yia. Kuposa, 1. 23

JlekapcTBEHHOE CPEJICTBO
«BopukoHazosn»

00O «TeBa», Poccus
JloKJIMHUYECKOe UCClleJOBaHUE
1o TemMe « DKCNepUMEHTaIbHOE
JIOKJIMHUYECKOE CPaBHUTEJIBHOE
U3yueHHe 0OLIETOKCHYECKOro
nercTBUs (OCTPOM, MOAOCTPOM
TOKCUYHOCTH U
MECTHOPAa31paXatoLero
JIeHCTBUS) pernapaTa
Bopukonazou, tnodunuzar ajis
NPUrOTOBJIEHHS pacTBOpa JUlsl
uHdy3uii, 200 Mr 1o cpaBHEHHUIO
¢ npenapatoM Budenpn,
aodunmuszar s
MPUrOTOBJIEHUSI pacTBOpa ISl
uHOy3ui, 200 Mry».
OTBETCTBEHHbIH UCTOJHUTEIb
C.A. CyxaHoBa

[InaHoBasi,
BbI€3/HAas,
13.10.2014 -
17.10.2014
MpHKa3bl
PYKOBOAUTES
Poc3apaBHaazopa
ot 06.10.2014
Ne6842, ot
09.10.2014
Ne6901

BbIsiBjIeHbI HApyIEHUS
TpeGoBaHMi MpUKa3za
MuH31paBcoOLIpa3BUTHS
Poccuu ot 23.08.2010
No708n «O06 yTBepxKAECHUH
npaBuil J1adOpaTOpHOA
MPAKTHKUY:

non. 18 - He
omnpejeseHa
NEepPUOANUYHOCTD
MPOBE/ICHHUS TPOBEPOK
JIOKJTMHUYECKHUX
UCCJIEZIOBAHUI TPy NINON
KOHTPOJIsl KauecTBa;

nom. 21, nm. I1n. 57 -
rpynmna KOHTPOJIs KauecTBa
He oopMIISET 3aKITIOUEHUS
0 X0/1€ MPOBEIEHUSI
JIOKITUHHUYECKUX
HUCCIIEI0OBAHUM;

1o M. 24 - nomMeueHus
JUTS SKCTIEPUMEHTANIbHBIX
KUBOTHBIX (BUBapHuii) HE
obecrneunBaroT
ONTUMAaJIbHbIE MTApaMeTphbl

IIpeanucanue,
YCTaHOBJICHHbIH
CpOK
YCTpaHEHUs:
16.01.2015

HUndopmaims B
NPaBOOXpPAHUTE
JIbHBIE OpraHbl U
opraHsl
MPOKYpaTypsbl He
npeacTaBisiach
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JUTSL COIepIKAHUS
JKMBOTHBIX;
no rmn E . 38 —
UCIIOJIb3YETCSl METO/L
UIeHTHU(PHUKALIMU
JKMBOTHBIX, HE ONTMCAHHBIM
B CTaHAApPTHOM
ONepaLMOHHOM Mpoueaype;
no 1. 40 - qonyiieHsbI
OTKJIOHEHUS OT
YTBEPKACHHBIX
CTaHapTHBIX MPOLEAYP;
no n. 42 - Bo Bcex
CTaHJapPTHBIX
ONEepPaMOHHbBIX
npoleaypax He 0603HaYeHa
Jlata BCTYIUICHUS B CHUITY;
1o 1. 62 - He co3/1aH
LIEHTPaJIM30BaHHbIN apXUB
JUTSL XpaHEeHMUsI
JIOKYMEHTALIMH 110
3aBePLICHHbIM
JIOKJTHHUYECKUM
UCCIIEJOBAHUSAM, HE
OIpeJesieH OTBETCTBEHHbIH
3a apXUB.

70.

CII6 I'bY3 «I"'opoackas
OosbHULIA CBATOI
nperno100HOMY YeHULbI
EnuzaBeTni»

195257, r. CaHkT-
[letepOypr,
yi. BaBunosbix, 1. 14

JlekapcTBeHHBIN npenapar
TumonenpeccuH®

000 «Dapma buoy, Poccus/
000 «OCT Pyc», Poccus
KnuHuveckoe uceie1oBaHue no
npotokoiy Ne UBX-T/101
«PanpomusupoBanHoe,
MHOTOLIEHTPOBOE, JIBOHHOE
ciienoe, mjaiedo-
KOHTPOJIMPYEMOE HCCJIe/I0BaHHE
JUTSI TIOATBEPHKACHUS

3¢ HEKTUBHOCTH U OLIEHKH

[TnanoBas,
BbI€3/HAas,
01.10.2014 -
17.10.2014
npUKa3
PYKOBOAUTEJIS
TO
Poc3apaBHaizopa
no r. CaHkT-
[TerepOypry u
Jlenunrpanackoii
001aCTH OT

Hapyuwenus npaBui
KJIMHUYECKOH MPAaKTUKK He
BBISIBJICHBI

[Ipeanucanue
He
COCTaBJISJIOCH

Uudopmauus B
NpaBOOXpaHUTE
JIbHbIE OpraHbl U
OpraHbl

MPOKYpaTypbl HE
npecTaBslach
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(hapmMakoAMHAMMKH,
06e30MacHOCTH U
MepeHOCUMOCTH
KOMOMHMPOBAHHOW Tepanuu
npenapatoM TumoaenpeccuH®
¥ METOTPEKCaTOM Yy MallMeHTOB
C PeBMATOUHBIM apTPUTOM
YMEPEHHOM U BBICOKOH CTENEHH
AKTUBHOCTH»

(paspewenne Munsapasa
Poccuu ot 04.02.2013 Ne 77)
OTBeTCTBEHHBII HCCea0BaTeNb
FO.I1. Yenenckuii

19.09.2014
Ne I178-873/14

7l I'V3 «KpaeBoii ieHTp KnuHuueckue uccienoBaHus [InanoBas, Hapyenus npasui [Ipennucanue HUudopmauus B
no npodunakTuke u MEIMIIMHCKOW opraHu3alyeii He | BbI€3/Has, KJIMHUYECKOH MPaKTUKU HE | He NPaBOOXpPaHUTE
6opnde co CITU/L n NPOBOATCS 11.11.2014 BbISIBJIEHBI COCTaBJISIOCH JIbHbIE OpraHbl 1
MH(EKLHOHHBIMU npuKas OpraHsl
3a00JIeBAaHUSIMI pyKOBOAUTES MIPOKYpaTyphl HE

TO MpeAcTaBisljlach
672010, r. Yura, Poc3npaBHanzopa
yi1. Amypckas, 1. 39 no

3abaiikaabckomy

Kparo oT

05.11.2014

Nel175-542/14

72. KOI'bY3 «Kuposckas JlekapcTBeHHbIH npenapar [TnanoBas, BbIsiBJIeHbI HApyLIEHUS [Ipeanucanue, Uudpopmauus B
obnactHas winHuueckas | GW685698/GW642444 BbIE3/IHAs, TpeOoBaHuIi: YCTAHOBJIEHHbIH NPaBOOXPAHUTE
00JIbHUILIAY (DnyTHka3zoHa 10.11.2014 - DenepaqbHOIO 3aKOHa OT CpOK JIbHbIE OpraHbl U

®dypoat/Bunanrepo.) 12.11.2014 12.04.2010 Ne61-D3 «O6 YCTpPaHEeHHUS: oprasbl
610027, r. Kupos, «I'makcoCmutKunsitn Peceu sHa | npukas oOpalieHun 06.02.2015 MPOKYpaTypbl HE
yi1. Boposckoro, 1. 42 JesenonmenT JITa.», pyKOBOAMTESIS JIEKapCTBEHHbIX CPEACTBY: npeacTaBisiach
Benukobpuranus / OOO Poc3npaBHanzopa no m. 3.1 ct. 40 — He
«ITapekcens MHTepHAILIHA ot 23.10.2014 o0ecrieyeHo HarpasBiieHUEe
(PYC)», Poccus No7240 coo01eHui 0 Havale

KimHuueckoe McciieloBaHue 1o
npotokosy NeHZC113782
«HcenenoBanue HCX010B
00J1e3HM 1Sl OLIEHKHU JeUCTBUS

KJIMHUYECKHUX
UCCJIE/IOBAHUI B
YIIOJIHOMOYEHHbIH
(benepaibHblii Opra
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UHTaIsIui GUKCUPOBAHHOMN
KOMOHMHALMK MTpenapaToB
®dnyTukazoHa
®dypoara/BunanrepoJia
(MOpOLIOK A/ MHTATALIMN B
no3e 100/25 MKr) B cpaBHEHHUH ¢
r1anebo Ha BBDKMBAEMOCTD Y
MalMEeHTOB C XPOHUUYECKUM
00CTPYKTHBHBIM 3a00JI€BaHUEM
nerkux (XOBJI) cpenneit
CTENEeHH TSIKECTH C HAJIMYUEM B
aHAMHE3€ WJIM C MOBBILIECHHbIM
PHCKOM pa3BUTHS CEpAECUHO-
COCYJIMCTOrO 3a00JIeBaHUS»
(pa3peuieHue
Mumn3znpascoupazsutus Poccuun
ot 08.12.2011 Ne 555)
OTBETCTBEHHBII UCCe10BaTeNb
b.®. HemuoB

WCIIOJIHUTENILHOM BJIACTH,
BBIJIaBILIWI pa3peleHus Ha
NpoBeeHHE TaKHX
HCCIeI0BaHUM B
YCTaHOBJIEHHBIH CPOK;

no 1. 1 ct. 40 — He
obecreyeHo Ha3HAYEHHE
PYKOBOJIUTEJIEM
YUpeKICHUS
COMCCJIeIOBaTEIEH;
npukaza Munsapasa
Poccuu ot 19.06.2003
No266 «O0 yTBepKIeHUH
MpaBUJ1 KJIMHUYECKOM
npakTHKU B Poccuiickoii
denepauun»:

no 1. 8.2 — He
obOecrieueHa ajicKBaTHas
WHBEHTapHU3aLMs
HCCJIeyeMOro rnpernapara;

no 1. 8.8 — He
oOecrieuyeHa 4eTKOCTh
BEJCHHUS JOKYMEHTALUU
KJIMHUYECKOTO
HCCIIeJOBaHMS;

no . 8.12 — He
obecreyeHo BeJeHHUE
JIOKYMEHTallu1
KJIMHUYECKOTO
HCCJIEIOBAHUS COMTACHO
HOPMATHUBHBIM
TpeOOBaHUAM

73. OI'BY «3 uenrpanpHblii | JlekapcTBeHHBIH npenapar [TnanoBas, BrisiBIeHbI HapyLIEHUs [Tpennucanue, Undpopmamms B
BOCHHBIM KiinHuueckuii | S16257 (MBabpaauH) BbIE3IHAas, TpeboBaHuUi nMpUkasza YCTaHOBJIEHHBIH NPaBOOXPAHUTE
rocrnuraib AO «Jlaboparopun Cepbe», 23.09.2014 - Mun3zapasa Poccun ot CpOK JIbHbIE OpraHbl U
um. A.A. ®paHLMs/ PeICTaBUTEIBCTBO 17.11.2014 19.06.2003 Ne266 «O06 YCTpaHEeHHUS: opraHsl
BuneBckoro» AO «Jlaboparopuu CepBbe», NpUKa3bl YTBEPKACHUH MPaBUII 20.12.2014 NPOKYpaTyphbl HE
MuHucTepCTBa DpaHuwyst PYKOBOAMTEJIS MpeCcTaBJIsIach
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06opoHsl Poccuiickoi Knunuyeckoe uccienoBanue no | TO KJIMHUYECKOM MPAaKTUKH B
denepaumu nporokoay Ne CL3-16257-102 Poc3apaBnaazopa | Poccuiickoit denepaunm»:
MODIFY «Bnusinue no r. Mockse u nomn. 7.1-
143421, MockoBckas uBabpaJiuHa Ha 00BEM, MocKkOBCKO PYKOBOJIUTEJIEM
o0JacTb, MOpGOJIOTHIO U COCTaB o0nactu YUpEeKIACHUS HE
KpacHoropckuii paiion, | arepocksieporudeckoii Oasimukn | ot 03.09.2014 obecreyeHo Ha3HAYeHUE
n/o ApxaHrenbckoe, y NAlMEHTOB ¢ KIMHUYECKUMHU No782/14, OTBETCTBEHHOTO
nocesiok HoBwli MOKa3aHUIMM K KOPOHAPHOI or 11.10.2014 HccJlie10BaTeNs;
aHruorpadum. No880/14 no nmn. 6.11, 6.16 —
PanomMu3npoBaHHOE, 1BOHHOE STHYECKUM KOMUTETOM
cienoe, ruauebo- YUpEKICHHS He
KOHTPOJIMPYEMOE, pa3paboTaHbl CTaHJAPTHBIE
MeX/1y HapO/IHOe, npoLeaypbl,
MHOTOLIEHTPOBOE perjamMeHTHPYIOLIUE ero
ucclieI0BaHUE» JIeSITENIbHOCTh
(pa3pemienue MuH3apaBa
Poccum ot 29.04.2013 Ne 285)
OTBETCTBEHHBII UCCiIe10BaTeNb
B.A. lBaHoB
74. OI'bY «HayuHo- JlekapcTBeHHBIH npenapar [InaHoBas, HapyieHnus npaBui [Ipennucanue Uudpopmauus B
McCr1e10BaTeIbCKHi WHCynuH feriyieK/Iupariay T | Bble3/Hasl, KJIMHUYECKOW MPAaKTUKK HE | He NPaBOOXpaHUTE
uHeTUTyT akymeperBa 1 | (NN9068, IDegLira) 04.12.2014 - BBISIBJICHBI COCTaBJISJIOCH JIbHbIE OpPraHbl U
TMHEKOJIOTHH «Hoo Hopauck A/C», lanus/ | 24.12.2014 oprasbl
um. J1.O. Otra» O0OO «Hoo Hopauck», Poccus | mpukas MIPOKYpaTyphbl HE
CeBepo-3anajgHoro KnuHuyeckoe uccie1oBaHue Mo | pyKOBOAMTENS MpeJicTaBsIach
otnenenus PAH nporokosty Ne NN9068-3952 TO
«CpaBHenue ¢ ¢pexktuBHocTH M | Poc3apaBHaazopa
199034, CaHkr- 0e30nmacHOCTH npenapara no r. CaHkT-
[leTepOypr, 1uHUA UHCYJIMH aernyaex/nupariaytun | IlerepOypry u
MenneneeBckas, 1. 3 W UHCYJIMHA [JIapTUH Yy JlenuHrpaackom

MalUEeHTOB C CaXapHbIM
nuadbetom 2 tuna (DUAL™ V
— cMeHa 0a3ajibHOro
WHCYJIMHA)»

(pa3pemienue MuH3apaBa
Poccuu ot 02.07.2013 Ne 409)
OTBETCTBEHHBIN UCCIeI0BATEb
B.B. Ilotun

or 27.11.2014
Ne [178-1178/14




75. I'BY3 Spocnasckoii KoHTposib ucnosiHeHus BHernnaHoBas, BbisiBI€HHBIE B X0/1€ [TpoTokos 00 B Uudopmauus B
obnactu «O6nacTHas npeanucanus 00 ycrpaHeHuu JIOKYMEHTapHas TUIaHOBOM MPOBEPKH aIMMHUCTPATHB | COOTBETCTBUM | MPABOOXPAHUTE
KJIMHUYeCKast HapyLIEeHU npaBuI (KOHTpPOJIb 30.07.2014 - 01.08.2014 HOM c 4.2l cT. 19.5 | AbHBIC OpraHbl U
OHKOJIOTHYeCKast KJIMHUYECKOM MPAKTUKH I10 I1. WCIIOJIHEHUS HapyLIEHUS TTPaBUJl npaBoHapyuenu | KoAll P® | opransl
00JIbHULIA» 8.13 npukasza Munzapasa npearnucaHus), KJIMHAYECKOM npakTuku He | u oT 28.11.2014 | HanoxeHo MPOKYpaTypbl HE

Poccun ot 19.06.2003 Ne266 20.11.2014 - YCTPaHEHbI Ne 1-KH aJIMUHUCTPATH | MpEACTABIISIIACDH
150054, «O0 yTBEep)KIACHHUH MPaBHII 26.11.2014 BHOE
r. Slpocnasiib, KJIMHUYECKOH MPaKTHUKH B npuKas B3bICKaHHE B
np-1T OkTs10ps, A. 67 Poccuiickoii @enepauuny, PYKOBOAMTESA Buie wrpada

JIOTYIIEHHBIX CMELHAINCTaMH Poc3apaBHanszopa

MeQMIIMHCKOM opranu3auuu noa | ot 18.11.2014

PYKOBOZICTBOM OTBeTCTBEHHOro | Ne770

uccnenosarens C.B. YUenoposa

MpU XPaHEHUH JJOKYMEHTOB

3aBEPIIECHHBIX KIIMHUYECKUX

ucciae0BaHui

76. ['V3 «O6nacTHoit JlexapcTBeHHbIl npenapat [TnaHoBas, BeIsiBiIeHBI HApYILIEHUs [Ipeanucanue, Wudopmauus B
OHKOJIOTHYECKHA AbuparepoHa alerar BbI€3/1HA, TpeOoBaHMIi NpUKasa YCTaHOBJICHHbIH NPaBOOXPaHUTE
nucrancep No2y (BUTUTA®, JNJ-212082) 09.10.2014 - Mun3apasa Poccun ot CpOK JIbHbIE OpraHbl U

«Snccen-Cunar UHTEpHEIHA 03.12.2014 19.06.2003 Ne266 «O6 YCTPaHEHHs: opraHsl
413053 r. Capatos, HB», beabrus/ NpUKa3bl YTBEPK/I€HUH MPaBUJI 05.01.2015 NPOKYpaTypbl HE
CMHpPHOBCKOE yllle/be, | MPeACTaBUTEIbCTBO «SHCCEH PYKOBOAMTEIS KJIMHUYECKON MPaKTHKH B npeacTaBisiach
a1 ®dapmauestuka HB», benbrus TO Poccuiickoii deaepauumn»:

Knunuueckoe uccaeaoanue no | PocsapasHaaszopa no n. 7.10 —

npoTtokoiy Ne212082PCR3011
«PaH10MU3UpPOBAHHOE, BOMHOE
cJiernoe, CpaBHUTENIbHOE
UCCJIEJIOBAHUE COYETAHUS AHTH-
aH/JIPOr€HHOM TEPANHH U
abupaTepoHa alerara ¢ HU3KOM
J1030M MpEeaHU30JI0HA B
CPaBHEHMHM C U30JIUPOBAHHOM
AHTHAHJPOTeHHON Tepanuen y
NalMEHTOB IPYIIIbI BLICOKOIO
pHCKa C BIEpPBbIE
JIMArHOCTUPOBAHHBIM,
METacTaTUYECKUM PaKkoM
Npe/ICTaTe/IbHOM JkKeJle3bl y

no CapaTtoBCKOi
obnactu

ot 30.09.2014
No[164-258/14
ot 28.10.2014
Nel164-287/14

KBJTM(UKALMS OJTHOTO U3
COTPYAHUKOB HE
COOTBETCTBYET
BBITTOJIHIEMBIM UM
(byHKUMSAM B
HcCJIeIOBaHUH;

no 1. 7.12 — ne
obecneyeHo 03HaKOMJICHHE
coucceaoBaresiei co
CBOMMH QYHKLHMAMH U
0043aHHOCTSIMM B XO0/1€
HccJieIoBaHus




nalueHToB 0e3
NpealecTBYHOLLIEH
rOPMOHAJILHOM Tepanuu»
(pa3pewienue Mun3apasa
Poccuu ot 08.11.2012 Ne 507)
OTBeTCTBEHHBIH Hcce10BaTeNb
WM. Angpesikuna

7.

I'bOY BIIO
«Poccuiickuii
HallMOHAJIbHBIN
HcCiIe10BaTeIbCKUA
MeIUIIUHCKUI
YHUBEPCUTET UMEHH
H.H. [Muporosa»
Munsapasa Poccun

117997, r. Mockaa, yJ1.

OcTpoBUTSIHOBA, /1. |

JlekapcTBEeHHOE CPEICTBO
«XOoHApO»

000 «DOPT», Poccus
JIOKJIMHHUYECKOE UCCIeI0OBAaHUE
1o TeMe «JlokimHru4Yeckoe
ucciieoBaHue 0€30MacHOCTH
u3ydeHue hpapMakosIoruueckoi
a¢dexTHBHOCTH MpenapaTa
XOHAPO B CPAaBHEHUH C
pedepeHTHBIM MpernapaTom
['nanran @uaua® npu
BHYTPHUCYCTAaBHOM BBEJI€HUU
JUTS JISYEHUST OCTEOAPTPUTAY.
OTBETCTBEHHbIH UCIOTHUTEb
H.JI. lllumaHoBCKUi

[Tnanosas,
BbIE3/1HAs,
24.11.2014 -
12.12.2014
npuKas
PYKOBOUTEIS
Poc3apaBnaaszopa
ot 05.11.2014
Ne7413

BbIsiBIIEHbI HAPYLLIEHUS
TpeboBaHUi NMpHUKaza
MuH3apaBcoLpa3BUTHA
Poccuu ot 23.08.2010
No708H «O0 yTBEepKICHUH
[IpaBun naboparopHoii
MPaKTHKW»:

no m. 38 — He
pa3paboTaHbl U He
YTBEPIKIACHBI MPOLIE/YPbl, B
KOTOPBIX MOAPOOHO U
MocJie10BaTeIbHO OMKUCAH
MOPSIAOK OCYILIECTBICHHS
(BBIMOJIHEHHS ) BCEX
1a00opaTOPHBIX U
MPOU3BOJCTBEHHbIX
onepaLumii;

o 1. 33 - npoueayphl,
CBsI3aHHbIE C YXO/IOM 3a
JKUBOTHBIMH (KOpMJIEHHE,
MOEHHUE, CMEHA MOACTUIIKH,
nepecakMBaHUe, MbIThE
KJIETOK, yOopka
NMOMEIIEHUH, B KOTOPbIX
CO/IePIKATCS KUBOTHBIE), HE
OMKCaHbI B MPOLEIYPaAX;

o 1. 9 — nepBUYHbBIE
JIaHHBIE HE OTPaXKalOT
3arMCH NapaMeTpoB
OKpYy>Karoulei cpe/ibl B

[Ipeanucanue,
YCTaHOBJICHHBIH
CpoOK
YCTPaHEHHS:
15.05.2015

Uudopmauus B
NpaBOOXPaHUTE
JIbHBIE OpraHbl U
OpraHbl

MPOKYpaTypbl HE
npe/AcTaBIsIach




KOMHAaTaX COJIep:KaHus
JKUBOTHBIX;
o nr. a 1. 24 -

MOMEIEHUS /IS
9KCMIEPUMEHTAIbHBIX
JKMBOTHBIX HE
obecrneymnBaroT
onTUMalibHbIe (hU3nYeckue,
XUMHYECKHE U
OHOJIOrHYecKre napaMeTphbl
JUTISL coiepKaHus
JKMBOTHBIX;

o NIl T m. 24 —
MOMELIEHUS /IS
AKCTMEPUMEHTAIbHBIX
JKMBOTHBIX HE
COOTBETCTBYIOT
YCTaHOBJIEHHBIM
TpeGoBaHUsAM B 00J1aCTH
BETEPUHAPHH;

no n. 16 — oTcyTcTBYET
rpymnra He3aBUCUMOT0
KOHTPOJIs KauecTBa
MPOBOJUMBIX
JIOKJITMHUYECKHUX
HccJieIOBaHMI;

no 1. 18 - He co3nan
JIOKYMEHT O
MePUOAUYHOCTH
NIPOBEICHHS POBEPOK
KOHTPOJIsi KayecTBa
JIOKJIMHUYECKUX
HCCJIE/I0BAHUIM;

no n. 21 - rpynmna
KOHTPOJIsl KaYyecTBa He
odopMIISIET 3aKJIIOUEHUS O
X0/J1€ MPOBEACHUS
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JIOKJTHHUYECKOTO
HCCIeJOBaHuS,

o MI1. H .57 - oT4eT 0
pe3yJibTaTax
JIOKJIMHHYECKOTr O
HcClIeIOBaHus He
COIEPIKUT yKa3aHue, rjie U
Kak OyJ1yT XpaHUTbCS
pe3ybTaThl UCCIIEIOBAHMS,

o NIl 1 1.57 - oT4eT 0
pe3yJsibTaTax
JIOKJTMHUYECKOI O
UCCJICIOBAHUS HE
COACPIKUT OTYETHI IPYTIIIbI
KOHTPOJIsS KauecTBa;

no 1. 43 - paboTHHUKH,
MPOBOISLIHE
JIOKJTHHUYECKHE
HcclieJOBaHUs, HE UMEIOT
Ha pabouux mecrax
NpoLeaypbl;

no 1. 24 — He
obecrie4eHo pasjiebHoe
CoJIepsKaHUE Pa3IMYHBIX
BHMJI0B )KMBOTHBIX;

no 1. 25 — He
obecrneyeHo XpaHeHHe
WMHBEHTaps )1 yX0/a 3a
JKMBOTHBIMH B
MOMEIIEHHSX,
U30JIMPOBAHHBIX OT MECT
CO/IepIKaHUS KUBOTHBIX;

no . 35 - cnoco®
UIeHTUhUKaLUN
JKMBOTHBIX HE
JIOKYyMEHTHPOBaH;

no 1. 31 — He BeaeTcs
JKYpHaJI TEKYILIEro peMOHTa
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JlekapcTBEeHHBII Mpenapar
Bunnerpa (Cunnenadun)

000 «O30n», Poccus / OO0
«Pedepencr, Poccus
Kiinnuueckoe uccienoBaHue no
npotokoiy NeVELD —
1/15082012 «Tpotinoe
nepeKpecTHoe
PaHIOMHU3UPOBAHHOE OTKPBITOE
1aie0do KOHTPOJIHpyeMoe
KJIMHUYECKOe MCCIIeIOBAHHUE T10
n3y4eHuto 3P HEeKTUBHOCTU U
0e30nmacHOCTH npenapara
«Bunpaerpa» TabnaeTku
MPOJIOHTMPOBAHHOIO AEHCTBHS,
MOKPBITHIE [IJIEHOYHOM
000s104Kko0it 50 mr,
npousBoacTBa OO0 «O30H»
(Poccus) B oTKpbITOM
CPaBHEHHUHU C MpernapaToM
«Buarpa» TabieTkH, MOKpbIThbIE
MJIEHOYHOM 0005104KOM, 50 M,
npousBojcTea Pfizer PGM
(DpaHLMs) B napaiieabHbIX

U NIPOPUIAKTUYECKHUX
OCMOTPOB 000pY/IOBaHUS;
no nr. a 1. 46 —He

obecrieueH yyer
JIEKAPCTBEHHBIX CPEACTB
NpU BO3BpaTe UX
pa3paboT4HKy;

Mo mnr. B 1. 46 - He
obOecrieyeHbl HaJIeKalue
YCJIOBHSI XpaHEHHs
HCCJIelyeMOro
JIEKapCTBEHHOI'O CPe/ICTBA.

BbisiBJIeHbl HApyLIEHHUS
TpeOOBaHMIA:
denepasbHOro 3aK0Ha OT
12.04.2010 Ne61-D3 «O06
oOpaleHuu
JIEKapCTBEHHBIX CPEACTBY:

ro m. 3.1 ct. 40 — He
obecrieueHo HarpaBlieHHE
COOOULIeHH 0 HavaJle
KJIMHUYECKHX
UCCJIEIOBaHUM B
YMOJHOMOYEHHbIN
(henepaiibHbIii opraH
UCIIOJIHUTEJILHOM BJIACTH,
BbIJABLIMI pa3peleHus Ha
MPOBEACHUE TAKHUX
UCCJIEZI0BAHUI B
YCTaHOBJIEHHbIH CPOK (M0
nporokoJjam: Ne
RDPh_10 22, No KK 0039-
2013-5905, NeAKR/PO1-13
[TAPUTET);

no mn. 1 cr. 40 — B cpok
¢ 02.09.2014 no 07.10.2013
UCCJIeJ0BAHUE 110
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rpynnax naiueHToB ¢
IPEKTUIILHOMN IUCOYHKLMEH
(pa3peleHue
Mun3apascoupazsutus Poccun
o1 19.06.2013 Ne378)
OTBETCTBEHHBII HUcClIe0BaTENb
['.I". KpuBoboponos

JlexkapcTBeHHBIH Npenapar
['unenpucToH (MudenpucToH)
000 «ITAJIA
®dapm/leBenonment», Poccus /
000 «DP DHJI1 I ®DAPMA»,
Poccus

Knunuveckoe uccie10BaHUE Mo
npotokosny Ne RDPh 10 22
«OTKpBITOE MPOCNEKTUBHOE
KJIMHUYECKOE HUCCIIEI0BAHUE 110
u3yueHH0 () HEeKTUBHOCTH U
0e30MacHOCTH MPUMEHEHHUS
npenapata [ MHEeNpUcTOH
(Tabnetku 10 Mr) amns
KOHCEpPBATUBHO Teparnuu
MHOMBI MaTKH»

(pa3peuieHue
Mun3apaBcoupassutus Poccun
ot 06.04.2012 Ne870)
OTBeTCTBEHHBIH Hccae10BaTE b
1O.3. Jlo6poxoToBa

JlexapcTBeHHbII npenapar
Dcna-Hau® (AueTHILMCTEUH)
«DCITAPMA I'mMm6X»,
["'epmanus / OO0 «M/IA»,
Poccus

KinHuueckoe ucciie/loBaHue 1o
npoTtokoiry NeACC-01
«OTKpBITOE

npotokosy Ne VELD —
1/15082012 npoBoausioch
HEYTMOJHOMOYEHHBIMHU
JIMLIAMM;

no cT. 41 - He
obecrieueHo
CBOEBPEMEHHOE
3aKJII0YEHHE U NIPOJIEHHE
JIOrOBOpPA Ha NPOBE/IEHUE
KJIMHUYECKOI0
UCCJIeIOBAHUS 11O
npotokosy RDPh 10 22;

nom. 4cr. 38 -
KJIMHUYECKOE
uccieaoBaHue
«HccnenoBanue
3¢ (HeKTUBHOCTH U
0e30MacHOCTH npenapara
Butpym Buxn ®opte y
MalUeHTOB C BO3PACTHOM
MaKyJISIpHOM
JlereHepaumen»
MPOBOJNIIOCH B
yupexaeHuu 6e3
paspewieHuss MuH3apaBa
Poccuu;

no cT. 44 — OTCYTCTBYET
JIOrOBOP CTPaxOBaHUS
Y4aCTHHUKOB HCCJIEIOBAaHUS
«HccnenoBanue
3¢ (HEKTUBHOCTH U
0e30nacHOCTH Mnpernapara
Butpym Buxn @opre y
MalMeHTOB ¢ BO3PACTHON
MaKyJIspHOM
JereHepalurein;
npuka3a MuH3ipaBa
Poccuu ot 19.06.2003
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paH/I0MHU3UPOBAHHOE,
MepeKpPecTHOE UCCIIEJOBAHUE T10
M3YUYEHUIO CPaBHUTEIILHOM
(hapMaKOKMHETHKH U
OMOIKBHUBAJIEHTHOCTH
JIEKapCTBEHHBIX MpenapaToB
Dcna-Hau®, nopoiok st
NPUTOTOBJICHUS pacTBOPA A1
npueMa BHyTpb, 600 mr
(«JIlunpodapm I'MoX»,
['epmanus) u ALILI®, rpaHyJibl
JUISl IPUTOTOBJICHUS! PacTBOpa
JUTsl TIprieMa BHYTpb, 600 mr
(Camorac dapma I'mMOX,
["'epmanus)»

(pa3peuienus Mun3apasa
Poccum ot 25.12.2013 Ne782)
OTBeTCTBEHHBI HcClle0BaTEe b
N.I'. T'opaees

JlekapcTBeHHBIH npenapar
HebGuBoson

3A0 «Beptekey, Poccus / OO0
«Menukain JleBeJonMeHT
DxeHcn», Poccust
KimHudeckoe ucciie10BaHue 1o
nporokoay Ne KK 0039-2013-
5905 «OtkpbITOC
paHIOMU3UPOBAHHOE,
MEPEKPECTHOE MCCIIeI0BAHHE
CPaBHUTEJILHOM
(hapMaKOKMHETHKH U
OHMO’KBUBAJIEHTHOCTH
npenapatoB HeGuBoson
tabnetku 5 mr (3A0
«BEPTEKC», Poccus) u
HebOuiet® TabneTku S Mr

No266 «O06 yTBEpKICHUH
MpaBUJI KIIMHUYECKOM
npakTuku B Poccuiickoii
Denepaumn»:

nonmn. 7.12, 7.16 — B
UCCJIeIOBAHUH 110
npotokony NeACC-01
JIOTYCKaJUCh OTKJIOHEHUS
OT MPOTOKOJIA
UCCIeIOBaHUS, K
BBITMOJTHEHHUIO MTPOLIEAY P
UCCIeIOBAHUS TTPUBJICYEHO
HEYCTAHOBJIEHHOE JIULIO, HEe
yKazaHHOE B )KypHajie
pacrnpeaesieHus
IMOJIHOMOYMI;

nom. 8.15 — He
oOecrnieyeHo HajJIexallee
XpaHEeHHEe JIOKYMEHTALH
KJIMHUYECKOT O
uccleJ0BaHUs MO
NPOTOKOTY
NeCVAL489K2305\102;

mo mm. 7.18,7.19 —
JIOTYIIEHbI U HEe
00BSICHEHBI OTKJIOHEHHS OT
NPOTOKOJIA KIIMHUYECKOT 0
uccienoBanust Ne2011-
[TAH-01 u B uccnenoBaHuu
npenapara Butpym BuxH
dopre;

no n. 4.1 — B xoze
UcclieJIOBaHMs Mpenapara
Butpym Buxxn ®@opre
ucroJib3oBasachk popma
MH(OPMALIMOHHOTO JIMCTKA
naiMeHTa, He 000peHHas
KOMMTETOM 110 ITHKE;




(«bepnun-xemu/MeHapuHU
®dapma ['MOX», ['epmanus)»
(pazpewienuss MuHn3pasa
Poccun ot 12.02.2014 Ne61)
OTBETCTBEHHBII HCCIIEN0BATENb
W.I'. Topnees

JlekapcTBeHHbII Tpenapar
Axkopta (Po3yBacraTun)

OAO «®DapmcraHaapt-
Tomckxumbapm», Poccus
KnuHuueckoe uccse10BaHue no
nporokosty NeAKR/PO1-13
[TAPUTET «OTtkpsiTO€
MPOCTIEKTUBHOE
MHOTOLIEHTPOBOE MEePEKPECTHOE
CpaBHUTEJIbHOE UCCIIeJOBaAHHE
TepaneBTUYECKOM

3¢ (HeKTUBHOCTH U
0e30macHOCTH MpenapaToB
AkopTa, TabJIeTKH, OKPbITbIE
MJIEeHOYHOM 000J10ukoi, 10 Mr 1
20 mr. (OAO «®apmcTaHaapT-
Tomckxumdapm», Poccust) u
Kpectop®, TabneTku,
MOKPBIThIE MJIEHOYHOM
o06osoukoit, 10 mr u 20 mr.
(Actpa3eneka FOK Jlumuren,
BenukoOpuTaHus) y NalMeHTOB
C MEPBUYHON WM CMEIIaHHOM
runepxoJjecTepuHeMuein»
(pa3pewieHue MuH3paBa
Poccuu ot 28.06.2014 No421)
OTBETCTBEHHBIH HCCIIe10BaTElNb
E.E. JlyunHkuHa

nmormn. 4.6,4.8—-8
ucclieJoBaHUe npenapara
Butpym Buxn ®@opre
ObLIM BKJIFOUYEHBI JIMLIA, HE
noanucasuire Gpopmy
MH(POPMHUPOBAHHOTO
corJiacus;

non.7.11,7.12 -
OTCYTCTBYET
TMOJITBEPIK/ICHUE
03HAKOMJICHUS
OTBETCTBEHHOT' O
ucclieioBartess u
couccelieioBaresei ¢
MOJIO’KEHUSIMHU MTPOTOKOJIA
¥ CBOUMHU 00513aHHOCTSAMH
B XOJIe MCCJIeI0BaHUS
npenapata Butpym Buxkn
®dopre;

momn. 7.16 —
vcclieJOBaHKe Tpernapara
Burpym Buxn ®@opre
NpoBOJIUIIOCH Oe3
pa3peuieHuss MuH3apaBa
Poccuu;

no . 8.8 — He
obecre4yeHo BeJieHUe
NEPBUYHOM IOKYMEHTALIUH
UCCJIeJOBaHMs MpenapaTa
Burpym Buxn ®opre;

no m. 6.16 — He
pa3paboTaHbl CTaHAAPTHbIE
OnepaluOHHbIE TIPOLIETYPbI
ATHYECKOr0 KOMUTETa
000c00JIEHHOTO
CTPYKTYPHOTO
noapasnaeneHus «HayuHo-
HCCJIe10BATEIbCKU I
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JlexapcTBeHHbI penapaT
[TanToram (I'onmanteHoBas
KHCJIOTA)

000 «ITUK-DAPMA, Poccus
Knunuueckoe uccieioBaHue 1no
nporokosy Ne2011-ITAH-01
«ITpocnekTuBHOE
MHOTOLIEHTPOBOE
CpaBHUTEJIbHOE /IBOMHOE cliernoe
11a11e00-KOHTPOJIUPYEMOE B
napasuliesbHbIX Ipynnax
KJIMHUYECKOe MCClIeI0OBaHHUe

3 (EeKTUBHOCTH U
0e30MacHOCTH JIEKapCTBEHHOT O
npenapara [lanroram, Tabnetku
250 mr, B TEpanuuM CUHApOMa
JneduirMTa BHUMaHUS C
runepaktuBHocThio (C/IBI) y
nerei ot 6 no 12 nem»
(paspewieHne MuH3paBa
Poccuu ot 03.08.2012 Ne197)
OTBETCTBEHHBIH HCCe10BaTE b
H.H. 3aBanenko

JlexapcTBeHHbII npenapaT
Deepoaumyc (RADOO01)
«Hosaptuc ®apma Al'»,
HIgeiinapus / OOO «HoBapTtuc
dapma», Poccus

Knunuueckoe ucciieoBaHue 1o
npotokoy NeCRADO01M2304
«PanioMu3upoBaHHOE, JIBOIHOE
cienoe, ranedo-
KOHTPOJIUPYEMOE, MPOBOANMOE
B 3 rpynmnax uccljieoBaHue s
OLEHKH 3D PEKTUBHOCTH M
0e30MacHOCTH JIByX pa3ju4HbIX
JIMAra30HOB MUHUMAJIbHBIX

KJIMHUYECKHUIA MHCTUTYT
neuaTpun» U He
obecnieyeHo coOJoAeHHE
MOJIOKEHUH,
perjiaMeHTHPY OLLHUX
JIeSITeJILHOCTh ATOIO
KOMUTETA
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KOHLIEHTpALMii 9BEposIMMyca,
NPUMEHSEMOro B KauecTBe
JIOTIOJTHUTEJILHOM Tepanuu y
NalMeHTOB ¢ pepaKTepHbIMU
napLMagIbHBIMU MPUIAIKAMHU Ha
(hoHe TyOepo3HOro cKiIeposa»
(paspewenne Mun3apasa
Poccum ot 05.08.2013 Ned495)
OTBETCTBEHHBIN UCCIIEA0BATENb
E.Jl. benoycosa

JlexapcTBeHHbIH npenapaT
Butpym Buxn ®opre
HOuudapm HUnk., CLIA
Knununyeckoe uccnenoBaHue no
npotokoay «HMccnenoBanue

3 (HEeKTUBHOCTH U
0e30rncaHoCTH npernapara
Burpym Buxkn @opre y
MalMeHTOB C BO3PacTHOM
MaKyJISIpHOM JIereHepauuein»
OTBeTCTBEHHbIH HUcce0BaTe b
E.A. Eropos

JlekapcTBeHHbIM npenapat
Bancapran (VAL489)
«Hosaptuc ®apma Al,
IIBeiinapus / OOO «Hoaptuc
®dapma», Poccus

KnuHuueckoe vcciie1oBaHHuE 10
NPOTOKOJTY
NoeCVAL489K2305\102
«MHOrOUEHTPOBOE, OTKPBITOE,
18-MecsuyHOe ucceoBaHue s
OLIEHKH 0€30MacHOCTH U
NEepeHOCUMOCTH BajicapTaHa
NpU JUTUTETBHOM TTPUMEHEHUH Y
nereid ot 6 1o 17 net ¢
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apTepHaIbHOI rUNepTeH3HUE
NpY HAJIMYKHU WU OTCYTCTBHM
XpOHUYECKOH 00JIe3HH MOYEK»
(pa3peuieHue
Mun3zpascoupas3sutus Poccun
o1 20.07.2011 Ne425)
OTBeTCTBEHHBIH Hccile10BaTes b
B.B. Jliun
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