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[—C;‘HpeIIOCTaBJIeHPII/I uHpOpMaIHU j
10 TPOBEPKaM JOKJIMHUYECKUX U
KJIMHAYECKHUX MCCIIEIOBaHH

3a [ kBapran 2015 roxa

QenepanbHas city)k06a 1Mo Haa30py B cdepe 31paBOOXpPAHEHHS B COOTBETCTBHH C
AJIMMHUCTpPaTUBHBIM perjiaMeHToM Poc3apaBHai30pa 1o UCIIONHEHHUIO TOCY 1apCTBEHHOM
(YHKIMHY IO OCYIIECTBIEHUIO KOHTPOJIS 32 IPOBEICHUEM JOKIHHUYIECKUX UCCIIE0BAaHMI
JIEKapCTBEHHBIX CPEJICTB U KIMHUYECKUX HCCIIEI0BAaHUH JIEKApCTBEHHBIX IPENapaToB JIs
MEIULMHCKOI0 NPUMEHEHUs1, YTBEP)KAEHHBIM MpuKa3oM MuH3apaBcoupa3BuTis Poccun
01 29.09.2011 Ne1091H, noBoauT 10 cBeneHUs HHGOPMAIUIO O pe3yIbTaTaX KOHTPOJIbHON
nesTenbHOCTH  Poc3gpaBHagzopa B 0o0nacTW  JOKJIMHUYECKHUX — HCCIIEJOBaHUM
JIEKapCTBEHHBIX CPEJICTB U KIMHUYECKUX HCCIIeI0BaHUM JIEKApPCTBEHHBIX IPENapaToB JIs
MeIUIUHCKOro npumeHeHus B | kBaprane 2015 roga.

3a OTYeTHBIM TIE€PHOJ OCYLIECTBIEHO 16 mpoBepok, B XOAe KOTOPBIX
IIPOKOHTPOJIUPOBAHA JEATEIBHOCTD 16 OpraHu3anuii o MpOBEICHUIO NOKIMHUYECKUX U
KJIMHUYECKUX HCCIeoBaHUU. B miaHOBOM mopsiike OCYIIECTBIEHBI 13 TMpoOBepoK,
3 NpoBEpKH NPOBEAEHBI BO BHEIUIAHOBOM peXUMe (110 KOHTPOJIIO 32 UCIIOJTHEHHEM paHee
BBIJJaHHBIX Ipeanucanuii). HapymeHus ycTaHOBIEHHBIX TpeOOBaHW BHISBIEHBEI B 4
OpraHU3alMsX.

[Ipunoxenue: CBOA M aHAIUW3 CBEIAGHMM O pe3ynbTaTax IUIAHOBBIX U
BHEIUIAHOBBIX  IPOBEPOK  CyOBEKTOB,  OCYIIECTBIISIOIIMX
OpraHM3alI0 IIPpOBEJEHUS M IIPOBEIEHUE JOKIMHUYECKHX
UCCIIEJOBAHUH U KIMHUYECKUX UCCIleloBaHuK, 3a | kBaptan 2015
ronraHa381.B193

Bpuo pykoBoauTens M.A. Mypaiko

JloxkuH
(499) 578 01 91



[Tpunoxenue x nuceMy Poc3apaBHagzopa
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CBOJ1 ¥ aHAJIM3 CBEJICHUM O pe3yiibTaTax IJIAaHOBBIX U BHCILJIAHOBBIX ITPOBEPOK Cy6’beKTOB, OCYHICCTBIIAIONIUX OPraHU3aluIO IIPOBEACHUSA U IIPOBCACHUEC
JIOKJIMHUYECKHUX MCCIIC/IOBAHUN U KIIMHUYECKUX HCCJIeJOBAaHUH, 3a I KBapTaj 2015 rona

No HaumeHoBaHue u ajpec OOBEKT NMPOBEPKH Bua nposepku, BbisiBIeHHBIE HApYLLIEHUS Cpok CgeneHus o CaezieHus o
n/n cyObeKTa, (nekapcTBEHHOE nepuo MCTIOJTHEHUSI KOHTpOJIE 32 | TpeACTaBICHUH
OCYUIECTBIISAIOLETO cpejcTBO/Mpenapar, NIPOBECHMS, npearnucaHus UCIOJIHEHUEM | HMH(pOpMaLUK B
OpraHu3auuIo JIOKJIMHUYECKOE/KIIMHUYECKOe JIOKYMEHT- Npearnucalns | NpaBOOXpaHUTE
NpoBeACHHS U ucclieI0BaHUe/OTBETCTBEHHBIH OCHOBaHHE JIbHBIE OpraHbl U
NpoBeJIeHHE UCTIOJIHUTEIb/UCCIe10BaTe b MIPOBEPKH OpraHsl
JIOKJTMHUYECKUX U NPOKY paTypbl
KJIMHUYECKUX
UCCJIeIOBAHUM
1. MBVY3 «Kiunuko- KoHTposb ucrosiHeHus BHennaHoBas, BhisiBieHHbBIE B X0/1€ IIpeanucanue Hudopmauus B
JIMarHOCTHUYECKUI npeanucanus o0 ycTpaHeHUH JIOKyMEHTapHast TUIaHOBOM MPOBEPKH HE NIPABOOXPAHUTE
HEHTP «3/10pOBbLEY HapyuieHUH paBui (KOHTpPOJIb 22.09.2014 - 24.09.2014 COCTaBJISIIOCH JIbHbIE OpraHbl U
ropoaa Pocrosa-Ha- KJIMHUYECKOH MPAKTUKH 10 HCTIOJTHEHUS HapyIEeHHs MpaBuIl OpraHsl
Jony» n. 1 ct. 41 (denepanbHOro MpeAnucaHus), KJIMHUYECKOU MPaKTUKH NIPOKYPAaTyphl
3akoHa oT 12.04.2010 Ne61-®3), | 28.01.2015 - YCTpaHEeHbI He
344011, no . 8.13 (npuka3za Munzapasa | 29.01.2015 npeJcTaBsiiach
r. PoctoB-Ha-/lony, Poccun ot 19.06.2003 Ne266), MpuKas
nep. JlonomMaHOBCKHIA, JIOMYIIEHHbIX CMeHAIUCTaMU PYKOBOAMTEA
a. 70/3 MEIMUMHCKOM opraHu3auunu noja | PocsnpaBHanzopa

PYKOBOZICTBOM OTBETCTBEHHOIO
uccaenosarens U.A. AGosiH npu
MPOBEICHUH KIIMHUYECKOI 0
MCCJIeI0BaHMUS JIEKAPCTBEHHOTO
npenapata Adainasa

(000 «HITd «Matepua
MeJIMKa XOJIAUHr», Poccust) no
nporokoiay NeMMH-AZ-001
«MHOTrOLIEHTPOBOE ABOHHOE
ciernoe
r1alebOKOHTPOIMpYEMOe
pPaHIOMHU3UPOBAHHOE
KJIMHUYECKOe UCCIIe/IOBAaHUE B
napauieJibHbIX Ipynnax

ot 22.01.2015
Ne306




0e30MacHOCTU 1

3¢ (HEeKTUBHOCTH MPUMEHEHHUS
Adanaspl y malueHTOB C
CUMIITOMAMHU
N00poKauyecTBEHHOMN
TUIEPIUIa3uM MpeacTaTeIbHON
xkeJie3bl U PUCKOM MIPOrpeccumn»
(pazpewienue Mun3apaBsa
Poccuu ot 05.09.2012 Ne300)

CII6I'bY3 «l'opoackas | JlekapcTBeHHBbI# npenapar [1nanoBas, Hapyienus npaBui [Ipeanucanue Uudpopmanus B
HapKoJIornyecKas Openenpan (OHaenonpaH) BbIe3/HaS, KJIMHUYECKOW NPAaKTUKU HEe | He NPaBOOXPAHUTE
00JILHHULIAY 3A0 «P-®apmy», Poccus/ OOO 23.01.2015 - BbISIBJICHBI COCTAaBJISIJIOCH JIbHbIE OpraHbl U

«Cunepmxu Pecepu ['pynmy, 29.01.2015 OpraHsl
199004, r. CaHkT- Poccus npuKas MPOKYpaTypbl
[MetepOypr, B.O., KnuHuueckoe ucciieJoBaHue 1o | pyKOBOAMTES He
4-s nunwMs, A. 23-25 npotokosy Ne CN07006005 TO npeJcTaBsIach

«MexayHapoaHoe Poc3npasHaizopa

MHOTOLIEHTPOBOE no r. CaHKT-

PaHIOMHU3MPOBAaHHOE JIBOIHOE [leTepOypry u

criernoe ruianedo- JlenuHrpaackoi

KOHTPOJIMPYEMOE KIIMHUYEeCcKoe | 00JIacTH OT

uccienosanue I dazwr s 15.01.2015 Ne 78-

OLIEHKH 2P PEKTUBHOCTH U 18/15

0€30MacHOCTH MPUMEHEHUS

npenapara Onesnenpan,

TabsieTku 125 Mr, y naljMeHToB

C QJIKOTOJIbHOM 3aBUCUMOCTBIO»

(pa3pewieHue MuH3apaBsa

Poccun ot 28.03.2014 Nel55)

OTBeTCTBEHHbIH HCClIeI0BaTEb

A.B. AHUnueHko
MAY «llentpasibHas KoHTposb ucrosiHeHus BHernuanoBas, BbIsiBlIeHHbIE B X0O/1€ [Ipeanucanue Undpopmanus B
ropoJickas KJIMHUYecKasi | MpeanucaHus 00 yCTpaHeHUH JIOKyMEHTapHas TUIaHOBOH MPOBEPKU He NpPaBOOXPAHUTE
OoJsibHULIA T. PeyToB» HapyUIEHUH MpaBU (KOHTpOJIb 22.05.2014 - 27.05.2014 COCTAaBJISJIOCH JIbHBIE OpraHbl U

KJIMHUYECKOH MPAaKTHKK MO UCTIOJTHEHUSI HapylIEeHHs MPaBUII Oprasl
143964, MockoBckast n. 6.12, 6.16, 6.8, 8.8, 8.9 NpearucaHmst), KJIMHUYECKON MPaKTHKH NPOKYpaTypsl
0011, r. PeyToB, (npukaza Munsapasa Poccun ot | 11.02.2015 - YCTPaHEHbI HE
ya. Jlenuna, 1. 2a 19.06.2003 Ne266), 12.02.2015

npeacrapjdjiachb




JIOTMYIEHHBIX CHEIHATUCTAMHU
MEeIULMHCKOI OpraHu3aluy rnoj
PYKOBOJICTBOM OTBETCTBEHHOTO
uccnenosaress M.K.
TenemunHuHa Mpu NpoBeICHUH
KJIMHUYECKOTO JIEKapCTBEHHOT O
npemnapata Auera3ojamu-
Axpu® (AuerazosiaMu)

(OAO «Xumuko-
(dapmaneBTHYECKHIT KOMOUHAT
«AKPUXHH», Poccus)

no nporokosty NeACTZ-01
«OTKpbITOE
pPaHIOMU3UPOBAHHOE
NEePEKPECTHOE UCCIeI0BaHHE
CpaBHUTEJIBHOMN
(hapMaKOKUHETHKH 1
OMOIKBUBAJIEHTHOCTH
npenapaTros AneTrazojaMmua-
Axpu®, Tabnetku 250 mr (OAO
«AKPUXHUH», Poccus) u
Jlnakapo®, tabaerku 250 mr
(dapmaneBTHUYECKHI 3aBOJL
«ITOJIb@APMA» AO,
[Tosbla) ¢ yuacTuem 340pOBBIX
JIOOPOBOJILLIEBY

(pa3pewienue MuH3paBa
Poccum ot 03.12.2013 Ne741)

npukas
PYKOBOIUTEIS
Poc3npaBHaazopa
or 11.02.2015
Ne954

OAO «Bcepoccuiickuii
HAYYHBIH LEHTP 110
0e301acHOCTH
OMOJIOrMYECKH
AKTHUBHBIX BEILIECTBY

142450, MockoBckast
00/1aCTh,

r. Crapas KynagHa,
ya. Kuposa, 1. 23

KonTposb ucnonHeHus
npeanucaHus 00 ycTpaHeHUH
HapyLEHU npaBuil
1a00paTOPHOM MPAKTHKH T10

nn 18, 21, 57, 24, 38, 40, 42, 62
(mpukaza
Mun3apascolpazsutus Poccun
o1 23.08.2010 Ne708H),
JIOMYIIEHHbIX CMEeLUATUCTaMU
MEIMLMHCKON OpraHu3aluu noj

BHernaHoBas,
JIOKYME@HTapHas
(KOHTpOJIb
MCITOJIHeHUS
NpearnucaHus),
11.02.2015 -
13.02.2015
npuKas
PYKOBOAMTEIISI
Poc3apaBHaazopa

BrisiBiieHHbIE B X0/1€
TJIAHOBOW MPOBEPKHU
13.10.2014 - 17.10.2014
HapyLIeHHUs MpaBUJI
71ab0paTOPHOI MPAKTUKH
YCTpaHEHBI

[Tpennucanue
HE
COCTaBJISIOCH

HNudbopmanus B
NPaBOOXpPaHUTE
JIbHbIE OPraHbl U
opraHsl
MIPOKYpaTypbl
He
MnpecTaBsIach




PYKOBOJICTBOM OTBETCTBEHHOIO
ucnosiuress C.A. CyxaHOBOM
NpHU NPOBEICHUU
JOKJIMHMUYECKOr0 MCCIIeJOBAHMS
JIEKapCTBEHHOI'O CPEJICTBA
«Bopukonazomn»

(OO0 «TeBay, Poccus)

1o TemMe « DKCrepUMeHTaIbHOe
JIOKJTMHUYECKOE CPaBHUTEIIbHOE
H3y4eHHe OO0LIETOKCHUUECKOro
JIeUcTBUSL (OCTPOM, MOOCTPOI
TOKCUYHOCTH U
MECTHOPAa3/paxaroiiero
JIeHCTBUS) Mpernapara
Bopukonazosn, 1uopuauzar 1s
MPUrOTOBJICHHSI pacTBOpa sl
uH}py3uii, 200 Mr Mo cpaBHEHHUIO
¢ npenapatoM Budenn,
anohunausar ans
NPUrOTOBJIEHUS pacTBOpa AJIs
uHOy3uid, 200 mry

11.02.2015 Ne928

['bY3 Camapckoii
obnactn «Camapckast
ropoJickas aetTckas
KJIMHUYecKasi 00JbHUIIA
Neol umenu

H.H. UBaHoBO#»

443079, r. Camapa,
npocnekT Kapna
Mapkca, a. 165A

JlekapcTBeHHBIH npernapar
MK-0431A XR (komOuHauus
CUTArJunTHHa U MeTHOPMHHA
NPOJIEHHOTO BbICBOOOKAECHMS)
«Mepk apn u [loym Kopr.»,
CIIIA/ OO0 «MCJ{
®dapmacbroTukaic», Poceus
KnuHuyeckoe uccie0BaHKe 1o
npoTokoiy Ne 289-00
«MHOro1eHTPOBOE JBOIHOE
ciienoe paHaI0MHU3UPOBAHHOE
1a1e00-KOHTPOJIUpPyEMOe
ucciegoanue 111 dhazwl, ans
OLIeHKH 0€30MacHOCTH U
s¢ppextuHoctn MK-0431A XR
(KOMOMHALIMS CUTATJTUNTHHA U
mMeT(opMHUHA NPOUIEHHOTO

[TnanoBas,
BbI€3/IHAs,
26.01.2015 -
20.02.2015
npuKas
pPyKOBOAMTES
TO
Poc3apaBHagzopa
no Camapckoii
o0JacTH

ot 14.01.2015
Ne 04-Y

Hapyenus npaBui
KJIMHUYECKOMW MPAKTUKH He
BbISIBJIEHBI

[Ipeanucanue
He
COCTaBJISJIOCH

HUndopmauus B
NpaBOOXPAHUTE
JIbHBIE OpraHbl U
Oprasl
NPOKYpaTypbl
He
npe/cTaBiisjach




BBICBOOOXK/IEHHS B
(uKCHpOBaHHBIX /103aX B hopme
TabJeTOK) y /1eTell ¢ caXapHbIM
nuadbeTtom 2 Tua, He
JOCTUTLIMX a/IEKBATHOIO
KOHTPOJISI INIMKeMUHU Ha (hoHe
MOHOTEpPAruu METHOPMUHOM»
(pa3pewieHre MuH3paBa
Poccun ot 24.06.2013 Ne392)
OTBETCTBEHHBII HUCCIIEI0BATEIb
E.I'. Muxaiinosa

JlekapcTBeHHbIH npenapar
MK-0431 (cuTaraunTuH)
«Mepk u Ko., Unk.», CILIA/
000 «MCJ]
®dapmackroTukalic», Poccus
Knunnuueckoe uccieqoBaHue 1o
npotokoiy Ne 083-00
«MyJIbTHLIEHTPOBOE, ABOHHOE
cJIernoe, paHAOMHU3UPOBAHHOE,
1ale60-KOHTPOJIUpyeMoe
KJIMHUYeckoe uccaegoanue 11
(azbl 17151 OLIEHKH 0€30MacHOCTH
1 3pPpeKTHBHOCTH
CurarnunruHa y aeteit ¢
caxapHbIM JuabeToM 2 Tumna u
Hea/IeKBaTHbIM INIMKEMHUYECKUM
KOHTPOJIEM»

(pazpewienre MuH3apaBa
Poccun ot 21.05.2012 Ne57)
OTBEeTCTBEHHbIN HUCCiIe10BaTe b
E.I'. Muxaiinosa

JlekapcTBeHHBIN Mpenapar
TV-1106 (AnbOyTponuH)
«TeBa ®apmacbhlOTUKAJIC
Wunactpuan Jito», U3pauis/




000 «Akuenscuope», Poccus
KnuHuueckoe ucciiejoBaHue no
nporokosty Ne TV1106-IMM-
20001 «das3a 2,
PaHIOMU3UPOBAHHOE, OTKPHITOE
ucclieJoBaHue Oe30MmacHOCTH U
MOUCK ONTHUMAJILHOIA J103bl1, NPH
MCMOJIb30BAHUM 3 Pa3IMUHBIX
JI030BbIX YPOBHEM
NPUMEHSAEMOTO €KEeHEe/1eIbHO
TV-1106 B cpaBHEHUHU C
€)Ke/IHEBHbIM PEKOMOWHAHTHBIM
rOPMOHOM pOCTa YeJIOBeKa
(I'eHoTpOoNMUH®) y HEJIEUEHHBIX
paHee, npenyOepTaTHBIX AeTel ¢
Jne(UIUTOM TOPMOHA POCTa»
(pazpewienne MuH3apaBa
Poccun ot 07.03.2014 Ne105)
OTBETCTBEHHBIN MCCIe10BaTelb
E.I'. MuxaiisnioBa

CIIoI'bY3 «l'opoackas | KnuHuueckue ucciaeaoBaHuUs [1nanoBas, Hapyuienus npaBui [Ipennucanue Wudpopmanus B
noJIMKJAMHUKA Nel4y MEeJIMUMHCKOIT opraHu3alueil He | Bbl€3JHas, KJIMHUYECKOH MPaKTUKKU HE | He NIPaBOOXPaHUTE
MPOBOJATCS 20.02.2015 BbISIBJIEHBI COCTaBJIAJIOCH JIBHBIE OpraHbl U
194021, r. CaHkr- MpUKa3 OpraHbl
[TetepOypr, PYKOBOJMUTEJISA NPOKYpaTypbl
2-it MypuHCKHii Tip., TO He
a. 35, nuT.A Poc3npaBHaazopa Mpe/CTaBs1ach
no r. CaHkT-
[leTepOypry u
Jlenunrpanckoit
o0nactu oT
05.02.2015
Nel178-114/15
CIIOI'BY3 «T"opoackoii | JlekapcTBeHHBIH npenapar [1naHoBas, Hapyuenus npasui [Ipeanucanue HNudopmauus B
KJIMHUYECKHUii RPH-002 BbI€3/HAs, KJIMHUYECKOH MPaKTHKK HE | He NPaBOOXPAHHUTE
OHKOJIOTHYECKHUIt 3A0 «P-®apm», Poccus/ OO0 | 02.02.2015 — BbISIBJICHBI COCTaBJIJIOCHh JIbHBIE OpPraHbl U
JucrnaHeepy «OCT Pyc», Poccus 27.02.2015 OpraHsl
KnuHuueckoe ucclieJoBaHKue Mo | MpUKa3 MPOKYpaTyphl




198255, CaHKT-
[TetepOypr,

np. Berepanos, 1. 56,
197022, CaHkT-

[leTepOypr, anes 2-5

bepesonas, 1. 3/5

npotokosry Ne RPH-002-01
«OTKpbITOE,
pPaHAOMU3HPOBAHHOE,
MHOTOLIEHTPOBOE UCCJIeJOBaHHUE
9KBUBAJIEHTHOCTH I1PENaparoB
RPH-002 1 Dpoutykc® mno
(hapMaKOKHHETHYECKUM
napamMeTpam ¢ OLEHKOM
NepeHOCUMOCTH,
(bapMakoIMHAMHKH,

3¢ HeKTUBHOCTH U
6e3onacHoctu npenapara RPH-
002 y nauMeHToB ¢
PELMAMBUPYIOLIUM WIIH
MeTacTaTHYeCKUM
TTOCKOKJIETOUYHBIM PaKoM
roJIOBbI M LIEH NOcIie
Hea((PEeKTUBHONH XUMHOTEPAITUU
Ha OCHOBE IpenapaToB
TUIaTUHbI»

(pazpewieHre MuH3IpaBa
Poccun ot 15.10.2012 Ne435)
OTBeTCTBEHHbIH HCCieI0BaTeb
I'."M. Manuxac

JlekapcTBeHHBI npenapar
PCI-32765 (MU6pyTHUHHO)
«Snccen-Cunar UHTEpHEIHA
HB», benbrus/
[IpencTaBUTENLCTBO KOMIAHNUN
«Snccen @apmanetruka HB»
(benbrus)

Knunuueckoe ucciiejoBaHue Mo
npotokony Ne PCI-
32765DBL3001
«PanpoMu3upoBaHHOe, 1BOIHOE
clieroe, 1uianedo
KOHTPOJIMPYEMOE MCCIIeI0BaHNE

PYKOBOIUTES
TO
Poc3apaBHaazopa
no r. CaHkr-
[TeTepOypry u
Jlenunrpaackoi
o0sactu oT
27.01.2015
Nol178-67/15

HE
IpeacrasjisjiaCb




3 a3pl npuMeHEeHUS
MHIUOMTOpA TUPO3UHKHUHA3bI
bpyrona (TKB), npenapara PCI-
32765 (MOpyTHHuO), B
KoMOMHaLMK ¢ Putykcumabom,
[uksodochamuaom,
JlokcopyOULIMHOM,
Bunkpuctunom u [IpeHu3zoHom
(R-CHOP) y nauueHToB ¢
BIIEPBbIE BbISIBICHHOMN
Jpdy3HOH KPYTHOKIETOUHON
B-kserounoii numpomoii
HerepMHHAJIBLHOTO
MPOUCXOKICHUS»

(pazpewieHue Mun3apaBa
Poccuu ot 05.08.2013 Ned92)
OTBETCTBEHHbII UCCIIE0BATEIb
[".M. MaHuxac

CIIoI'’KY3
«Ilcuxuarpuueckas
OonpHULA CBATOrO
Hukonas Uynorsopua»

190121, CaHkr-
[TerepOypr, Hab. peku
Moiiku, 1. 126

JlekapcTBeHHBIH npenapar
JlelikoMeTUITHOHHHA
ournapoMeTaHcyabhoHaT
(LMTM, TRx0237)

«TauRx Therapeutics Limited»,
Pecny6nuka Cunramnyp/ OOO
«Bopnaaitn Knunukan
Tpaiianz», Poccus
KiuHuueckoe ucciiejoBaHue 1o
nportokosty Ne TRx-237-015
«PanmomMu3upoBaHHoOe, 1BOITHOE
cienoe, ranedo-
KOHTpoJiupyemoe, 15-mecsayHoe
McclieIOBaHUE B MapalijiesibHbIX
rpynnax no U3y4eHuro
NpUMEeHEHHUs
JIEHKOMETHUJITUOHHHA
ouruapoMeTaHcyibpoHara y
NaueHToB ¢ 00J1e3HbIO
Anbureiimepa Jierkoi uiu

[TnanoBas,
BbIe3/Has,
13.02.2015 —
27.02.2015
npuKas
PYKOBOAMTEIS
TO
Poc3npasnanzopa
no r. CaHKT-
[TeTepOypry u
JleHuHrpaackoi
o0yacTH OT
28.01.2015
Nel178-72/15

Hapyuenus npasui
KJIMHUYECKOM MPaKTUKH He
BbISIBJICHbI

[Ipennucanune
He
COCTaBJISIOCH

HUudopmauus B
NPaBOOXPaHHUTE
JIbHbIE OpraHbl U
OpraHbl
MPOKYpaTyphbl
He
npeJcTaBIsIach




YMEpPEHHOM CTENEeHU TAKECTU»
(pa3peuienne MuH3paBa
Poccun o1 25.10.2013 Ne675)
OTBETCTBEHHbIN HCCJIE0BATE b
B.A. Hekpacos

3A0 JlekapcTBeHHOE CpeaCTBO [Tnanosas, BbisiBJIeHbI HApyLUEHUS [Ipeanucanue, HUudopmanus B
dapmanLeBTHYECKOE PI'X BbIC3/IHAs, TpeOoBaHMIi MPaBHJI YCTaAHOBJICHHBIH 1IpaBOOXpaHUTe
Hay4yHO- 3A0 «Petunouael», Poccus 16.02.2015- J1ab0opaToOpHOIl MPAKTHKH, CpOK JIbHbIE€ OpraHbl U
MPOU3BO/ICTBEHHOE JloknHnyeckoe ueeeoBaine | 02.03.2015 YTBEPKACHHbBIX [TPUKA30M YCTPaHEHHUS: opraHbl
npeanpusTue 1o TeMe «HCC“SHOBaH”e npHKa3 MuH3apaBcoLpa3BUTHS 02.06.2015 MPOKYypaTypbl
«PeTHHOMIBI» crienuduueckoil TOKCMIHOCTH | pyicopoquTes Poccuu ot 23.08.2010 He

npenapata PI'X, obnanatomero | pocsnnapnansopa | Ne708: npe/cTaBisIach
111123, r. Mocksa, HCHHFMCECLHR Y IO ot 05.02.2015 nom. 12—
yi. Ilnexanosa ACHGTEASKD? No784 PYKOBOAUTENIEM

1. 2/46

JlekapcTBeHHbIH npenapar
«Ypoaepm»

3A0 «Petunonael», Poceus /
000 «HMumxenuk», Poccus
KiurHu4eckoe ucciejoBaHue 1o
npotokosty NeURO 01
«OTKpBITOE, HECPABHUTEJILHOE
KJIMHUYECKOe MCCiIeI0BaHHE
3hPeKTUBHOCTH U
0e30macHOCTH npenapara
YpoaepM B KOMIUIEKCHOM
JICUEHUH TALMEHTOB €
3a00JIeBaHUSAMHU KOXKH,
COTPOBOKIAIOLUMHCS
M30BITOYHBIM OPOrOBEHUEM»
(pa3pewenue PocsapaBHaaszopa
ot 12.07.2010 Ne330)

YUpEHKAECHHs HE HA3HaUYeH
OTBETCTBEHHbIH
MCTIOJTHUTETb
UcClIeI0OBaHMS;

nonn. o6m. 13 —
OTBETCTBEHHbIM
UCTIOJTHUTEJIEM HE
obecrnieyeH BbIOOD
COMCITOJIHUTEJICH;

nom. 18 - He
onpejesneHa
MepUuoIMYHOCTh
NpOBEAECHHS POBEPOK
JIOKJTMHUYECKHX
UCCJIeIOBAHUI IPYIIION
KOHTPOJIsSl KAueCTBa;

no n. 19 — nepeueHsb
JIOKJTMHUYECKHUX
MCCJIeIOBAHUI He
o opMIIeH HaJIeKALIM
o0Opazom;

no mn. 21 — rpynnoii
KOHTPOJISl KAUecTBa He
Ob110 0hopMIIEHO




3aKJII0YEHHE O XO/1e
NPOBE/ICHHUS
JIOKJIMHHYECKOT O
HCCIIEIOBAHMS;

no nn. 3m. 38 —
OTCYTCTBYET
YTBEpPKAEHHAs NpoLeaypa,
OTMCHIBAIOILAS TTOPSJIOK
OCYILIECTBIICHUS
porpaMMbl 10
oOecrieueHHI0 KayecTBa
JIOKJIMHUYECKOT O
HCcCIIeIOBaHMS
JIEKAPCTBEHHOT'O CPEJICTBA;

1o 11. 49 — OTKJIOHEHHS
OT TJIaHa JIOKJIHHUYECKOTO
HccyieJoBaHus He ObLUIH
3a(hMKCHPOBAHBI
HaJUIeKalUM 00pa3om;

o . 63, 65 - He
0003Ha4YeHBI MOPS/IOK U
CPOK XpaHeHHUs
MaTepuasIoB
JIOKJIMHUYECKOTI O
uccraeaoBaHus, GyHKLMH
M0 apXUBUPOBAHUIO HE
BO3JIO)KEHBI HA
crelMaibHbIX pa0OTHHUKOB
OpraHu3alluy;

Hapyuienus npaBui
KJIMHUYECKOM MPAKTHKH He
BbISIBJICHBI

10. 00O «Heiipo-Bekrop» | JlekapcTBeHHbIH npenapar [TnanoBas, BbIsiB/IEHbI HApYLLEHHUS [Ipeanucanue, Uudpopmaims B
R0O496-4913 (Oxpennzymad) BbI€3/Has, TpeOoBaHuIi: YCTAHOBJICHHBbI MpaBOOXpaAHUTE
630102, «®.Xopdpmanu-JIs Pour Jlta.» 02.02.2015 - A) ®enepaibHOro 3aKoHa CpOK JIbHBIE OpraHbl U
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yJ1. MHckas, 1. 56 IIpencraBuTebcTBO B MOCkBe/ | MpHKa3 «O06 obpaieHnn 10.04.2015 IIPOKYpaTypbl




«KBuHTaitne I'eam6X», ABcTpus
Knunuueckoe ucceioBaHue no
npotokoiy Ne WA21092
«PangomusupoBaHHoe, 1BOHHOE
cjienoe, ¢ IBOMHOM UMHUTALIMEH,
vcclieJoBaHUe B MapalljielIbHbIX
rpynmnax /st OLeHKH
phexkTUBHOCTH U
0€30MacHOCTH NMPUMEHEHHs
oKpesin3ymada B CpaBHEHHH C
uHTephepoHom-OeTa-1a
(Pebu¢p®) y naiMeHToB ¢
PELMANBUPYIOLIHM pacCesiHHbIM
CKJIEPO30M»

(pa3pewieHue MuH3ipaBa
Poccun ot 06.06.2012 Ne106)
OTBeTCTBEHHBI HCCIe10BaTE b
E.B. Ilankparos

JlexapcTBeHHBIH Npernapar
MT-1303

«Mwutcyouin Tanabs dapma
Kopnopeiimn», Anonus/
«KBunraitnc I'eam6X», ABcTpus
KnuHuueckoe ucciieioBaHue 1o
nporokosy Ne MT-1303-E04
«MHOroueHTpoBoe,
pPaHIOMM3UPOBAHHOE, 1BOIHOE
caernoe, riarnedo-
KOHTPOJIUPYEMOE MCCIeI0BAHNE
I1 da3bl, npoBoIMMOE B
napauiejbHbIX Ipyrnnax
NalMeHTOB, CTPAAtOIIMX
PEeLUAMBUPYIOLLIUM
PEMUTTUPYIOLUM PACCESHHBIM
CKJIEPO30M, HalpapjeHHOE Ha
YCTAHOBJIEHHE 1030BOr0O
JIMarna3oHa U OLEHKY

PYKOBOUTEJIS
TO
Poc3npaBHanzopa
no
HoBocubupckoi
obnactu

ot 21.01.2015
Ne38-11p/15

JIEKapCTBEHHBIX CPEJICTBY:

no n. 1 ct. 40 — B X018
NpOBeCHUS KITMHUYECKOrO
UCCJIeIOBAHUS 110
npotokoiy NeWA21092 ue
obecreyeHo Ha3HauYeHHue
coucclieoBaresiel U3
4yucJia Bpauei
MEIULIMHCKOM
opraHusauuu (B cocTaB
KOMaH/1bl BKJIFOUYEHbI
coucelie10BaTelu,
rpak/IaHCKO-TPaBOBbIE
OTHOLLIEHUSI KOTOPbIX C
MEIMLIMHCKOM
opraHu3alueil He
YCTaHOBJIEHBI);
b) npaBua KIMHUYECKOH
MPAKTHUKH, YTBEPIKIACHHbIX
npuka3zoM MuHHUCTEpCTBA
3/IpaBOOXpPaHEHUS
Poccuiickoii @enepaunu ot
19.06.2003 No266:

no n. 7.10 — He
obecrieyeHo
UCTIOJIb30BaHUE
COOTBETCTBYIOUIEH
MaTepHaIbHO-TEXHUUYECKOH
0a3bl B TEYEHHE BCETO
CpoKa Mcciie10BaHus T10
npotokoiy NeMT-1303-
EO04;

no nm. 8.8, 8.12 —B
XO0/I€ MPOBEACHUS
KJIMHUYECKOT O
Ucc/IeJIOBaHUS 110
npotokony NeWA21092 ne
ofecrneueHo 4eTkoe

HE
npeacrasjiiaCb
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0€30MacHOCTH U

s dexruBHOCTH npenapata MT-
1303, npumeHsemMoro
MepopaIbHO B TPEX /103aX B
TeueHue 24 HeleNb»
(pa3pelienue MuH3paBa
Poccun ot 29.04.2013 Ne278)
OTBETCTBEHHbBIH HCCIIe10BaTElb
E.B. [lankpaTtoB

BECACHHUE JOKYMCHTALlUHU

11.

['BY3 r. MockBbI
«l"opoackas
KJIMHHYecKasi 00JIbHULIA
Ne 23 um.
«Mencantpy» JI3M

109240, r. Mockaa,
yi. Sly3ckas, a. 11

JlekapcTBeHHbIH npenapat
MoxkcudokcaunH

«ITAJIA Apunaitmurreb
Al'», I'epmanus/ OOO
«DapmPerCy», Poccus
KinuHuyeckoe vceie/10BaHue 1o
npotokoiy Ne(7/13/PKU
«OTKpbITOE CPAaBHUTEILHOE
pPaHIOMH3UPOBAHHOE
KJIMHUYECKOE HCCJIeIOBaHUE T10
otieHKe 3D PEeKTUBHOCTH,
0e30MacHOCTH U
MepeHOCUMOCTH Ipernapara
Moxkcudaokcaun HITAJIA
pactBOp 15 UHPY3Hit 1,6
mr/mi (XemomonTt J1.0.0.,
YepHoropusi) B CpaBHEHUH C
npenaparom Aeiaokc®
pacTtBop st undy3mii 1,6
mr/ma (batiep Lllepunr ®apma
AT, 'epmaHus) y nauMeHToB ¢
BHEOOJIbHUUHOM MTHEBMOHUEN
(pa3pewienre MuH3ipaBa
Poccun ot 15.09.2014 Ne516).
OTBETCTBEHHbII HUcCle10BaTE b
H.I'. bepanukosa

JlekapcTBeHHBII npenapar
LCZ696

[TnanoBas,
BbI€3/IHA,
24.02.2015 -
06.03.2015
npuKas
PYKOBOIUTEIISA
PocznpaBnanszopa
ot 05.02.2015
Ne782

BbIsiBIEHbI HApyLIEHHSI
TpeOOBaHMIA:
A) ®enepajibHOro 3aKOHa
ot 12.04.2010 Ne61-D3
«O06 obOpaleHun
JIEKApCTBEHHBIX CPEJICTBY:

no m. 3.1 c1. 40 — He
obecneyeHo HarpaBjieHHe
co00LIeHH 0 Havase
KJTMHUUYECKUX
UCCJIEIOBAHU 110
nporokoiam NeL'TS12551,
Ne(7/13/PKH, NeBis.01/11
B YIIOJIJHOMOYEHHBIN
(henepanbHbIil oprat
UCTIOJTHUTEJIbHO# BJIACTH,
BbIJIABLINI pa3pelieHus Ha
NpoBeAeHHE TaKUX
UcclIeJOBaHUIA B CPOK, He
NPEBBILLIAIOLINN TPeX
pabouux aHe co IHs
Hayaja npoBe/ieHUs
McclieI0BaHUs;

no m. 1 ct. 40 — B xo7€
MPOBEACHUS KIIMHUYECKHUX
UcciIeI0BaHUi 110
npotokoiam NeLL'TS12551,
No07/13/PKH ne
obecreyeHo

[Ipennucanue,
YCTaAHOBJICHHbIN
CpOK
yCTpaHEeHHUs:
06.07.2015

Undopmaims B
NPaBOOXPaHHUTE
JIbHbIE OpraHbl U
OpraHbl
NIPOKYpaTy pbl
HE
npeJIcTaBsIach




«HoBaptuc ®apma Al »,
HIseiinapus / OOO «Hosaptuc
dapmar, Poccus

KiuHuueckoe vcciie1oBaHue 1o
nporokoiy Ne CLCZ696B2314
«MHOroueHTpoBOE,
PaHIOMU3UPOBAHHOE, IBOHHOE
cjenoe, B napasuiebHbIX
rpyrnmnax, uccliie/loBaHue ¢
AKTUBHBIM KOHTPOJIEM /151
OLIEHKH 3P PEKTUBHOCTH U
oezonacHoctn LCZ696 B
CpPaBHEHUH C SHAJIANPUIIOM 110
BJIMSIHMIO Ha 3200J1€Ba€MOCTh U
CMEPTHOCTH Yy MallUEHTOB C
XPOHHYECKOM cepAeYHOMN
HE/I0CTaTOYHOCTBIO U
CHIDKEHHOMU (pakipeit
BbIOpOCa»

(pa3peuienue Poc3apaBHaa3opa
o1 22.04.2010 Ne185)
OTBEeTCTBEHHbII HCCIIe10BaTE b
E.1O. BacunbeBa

JlexapcTBeHHBIH Npenapar
Panona3zun (GS-9668, Panekca)
«I'nnean Caitencuc, MHk»,
CIIA / OO0 «KnunCrap
Esponay» (CIIA), Poccus
Knunuueckoe ucciie1oBaHUe 110
nporokosty Ne GS-US-259-0116
«Panomu3npoBaHHOE ABOHHOE
ciernoe ratebo-
KOHTPOJIUPYEMOE
vccienoBanue 3 ¢dasbl Mo
OLIEHKE BJIIMSHHUS paHOJa3uHa Ha
OCHOBHbIE HE0JIaronpUsTHbIE
CePJCHYHO-COCY IUCThIE COOBITHS

CBOEBPEMEHHOE
Ha3HaYeHHe
HuccJjieioBarTelie,
MPUHUMAIOIIMX yYyacTHE B
MPOBEACHUN KITMHUYECKUX
HCClIeIOBaHUM;
b) npaBu1 KIIMHUYECKOH
MPAKTHUKH, YTBEPIK/IEHHBIX
npukazom MuHHUCTEpPCTBA
3/IpaBOOXPAHEHMUSI
Poccuiickoit denepauuu ot
19.06.2003 No266:

no n. 8.4 — He
oOecrieueHo Ha/iIeKallee
XpaHEHHE UCCIIeyEMOTO
JIEKApCTBEHHOIO Npernapara
MO MPOTOKOTY
Ne()7/13/PKH B
COOTBETCTBHH C
MHCTPYKILHUSAMH,
Npe/1I0CTaBIEHHBIMU
opraHuszalmeit-
pa3paboTUUKOM;

nomn. 7.12 —
JIOKYMEHTAJIbHO HE
NOJITBEPK/IEH (haKT
03HAKOMJIEHHUS MepcoHaia,
MPUHUMAIOILIEr0 YYacTHE B
HCCJIEJOBAHUH 110
npoTtokoJy Ne Vinp-
0512/2011/1, co cBOUMH
GYHKUMAMHU U
0043aHHOCTSIMM B
HCIBITAHUH,

no 1. 8.8 — B xoze
NpOBeACHHS KIIMHUYECKHX
UCCIIeI0BAHUM 110
NPOTOKOJIaM




14

y MalKUeHTOB cO CTaOUIIBLHOIA
CTEHOKapAuel B aHaMHese,
MOJIBEPruIuXcsi YpeCKOKHOMY
KOPOHApHOMY BMELIATE/ILCTBY,
HE MPUBEALIErO K MOJIHOM
peBacKyJIspu3aLumn»
(pa3pewienre MuH3apaBa
Poccum ot 28.11.2012 No 543)
OTBETCTBEHHbIN UCCIIe0BATEb
E.}O. BacunbeBa

JlekapcTBeHHBbIH npenapar
Jynunymad (SAR231893,
REGNG668)

«Cano¢u-aBeHTuc Pecepu 311
JleBenonmenTy, @panuns AO
«CaHodu-aBeHTHC TPy,
Poccus

KnuHuyeckoe uccieaoBaHue 1o
nporokoiy NeLTS12551
«OTKpBITOE MPOAOIIKEHHE
UCCIIeIOBaHUS MO OLICHKE
OT/1aJIeHHOH 6€30MacHOCTH U
MEPEeHOCUMOCTH J1ynuiiymabda y
OOJIbHBIX aCTMOM,
YyUYacTBOBABLIMX B MPe/ibl1y1LEM
KJIMHUYECKOM MCClIeI0BaHUU
Jqynuiaymada npu actme»
(pa3pewienne Mun3apaBa
Poccuu ot 19.05.2014 Ne 265)
OTBeTCTBEHHbIH MCCIeI0BaTEeb
}O.A. AHTOHOBCKMIA

JlekapcTBEeHHBII npenapar
JlerocansOyTamos ®C
(y1ieBocanbOyTamMour)

3A0 «D-Cunresy», Poccus
KinHu4yeckoe ucclieJoBaHue 1o

NeD589SC00001, NeLEV-
FS-12.2013, Vinp-
0512/2011/1 ne
o0ecrieyeHo 4eTKoe
BEJICHHE JIOKYMEHTALIUN
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