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Ctatuctuka no KN B Poccuun

3a 2017/ .

700 53712 2191

PKU MauneHTOB 300p0BbIX 40OpPOBONbLEB
TepannMa OHKOANOIMA MocKBa
MHPEKLMOHHble bonesHu CaHkT-lNeTepbypr
HEeBPOJIOrMA remaTonorua Apocnasckasa obn.
raCTPO3HTEPO/IONMA  KapAMUONnorus Huxkeropogckas o6n.

3HAOKPUHONOIMA  PEBMATONOrUA Hosocubupckas obn.



Lean n 3apaum ClinLine

Uenu:

BoBneueHmne Bcex y4aCTHUKOB PbIHKA KIMHUYECKNX UCC/IeA0BaHNIN B eANHOe
MHPOPMALMOHHOE NPOCTPAHCTBO

MopaepHu3aumna mexaHnamos noncka KU, knnHnueckmnx LeHTpos, Miccnepgosartenen,
MauuneHToB / 340p0BLIX 406POBONbLLEB

Co3aaHue Npo3payHoro 1 NOHATHOrO npouecca opraHnsauum KU ana NauymenTtos /
3p0poBbix 406poBONbLLEB

PacnpoctpaHeHne HGOPMALUM O KIMHUYECKUX UCCNeaoBaHUAX N GOPMUPOBaHME
NONOMKUTENBHOTO MMUA KA Y 0bLlecTBa

3apaum:

CuctemaTtmsaumsa MHGOPMALMOHHbIX 6a3 AaHHbIX MO KAMHUYECKUM UCCNeJ0BaHUAM
MpepocTtaBneHne yaobHoro mexaHm3ama nepeKpPecTHoOro NoncKa

Co3aHune cepBUCOB NO B3aUMOAENCTBMIO YH4ACTHUKOB PbIHKA KAMHUYECKUX UCCIeA0BaHUN
CoKpalleHne BpemeHn noabopa LEeHTPOB, Npe-CKPUHUra naumeHToB

BHeapeHMe 3N1eKTPOHHOIo AHEBHWKA NaLMeHTa



Yupexaexuin  Wccneposarened 3] NuuHbii Kabuuer

B HACTORUMA MOMEHT NOPTAN PaboTaeT 8 PEMMME TECTHPOBaNMS, MONENYACTE, NHILWTE BAWW KOMMEHTAPHN ¥ NOXENAHNA HA NOYTY patient@ipharma.ru

MopTan AnA NAaUUEHTOB, UCCnefoBaTenen u
OPraHU3aToOpPOB KIMHUYECKNX UCCNegoBaHNN

3aperncTpupymnTech

\Y

NauuenT/flo6posoney Wccneposarens Cnoxcop/KWo

YUSCTHHK KNHHIHECKOrD MCCREQOBAHKA. Bpas, XOTOpuIR MPOBOAKT KAMHWYECKOE OpraHu3aTop KNNHNHECKOrD
necneaoBsanme HECHRROBANKSA

sy




ClinLine B undpax

* PKU
* [naBHble
*  WccnepoBaHuA, He
nccnepoBaTenu
Tpebyowme
*  Co-uccnepgosatenu
paspeweHunn
* 3p0poBble Peectp *  AKKpeguToBaHHbIe
A06pOoBO/NbLbI N0/1b30B3 MeAMNLMHCKMe
* lNaumeHTbl Tenemn opraHmMsaumu

*  Bpauun-uccnepgosartenu
*  CoTpyaHUKMH
dapmrkomnaHum, KUO




[Tonck K Ha nopTane

Ha nopTtane ClinLine pasmelleHbl YeTbipe peecTpa:
*  KnnHu4yeckux nccnenoBaHum
*  AKKpeauTOBAHHbIX MEANLIMHCKNX YUYpEeKOEHN

* [hasHbix u Co-uccnepgosatenem
* TaumeHToB U 340p0OBLIX A0O6pPOBOAbLLEB (ToNbKO AnA UccneposaTtenen)

[epeKpecTHbI MOUCK NO3BOSET MNO/YYUTb NOAHY MHPOopMauuto 06 nccneaoBaHUm

Mounck KnuHunyecknx nccnenoBaHum

BoiGepure peruox v MOC{ v Knioyesoe cnoso 2 BbibpaHo v

~ Mocksa

@UO rnasHOro uccnegosarens loHuMep-c posoauTCA v

3akpbiToe AKunoHepHoe O6uwecTso "KOHumen-C"
P 2 P z CBpocuTs dunsTp MNokasars
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[lepeKkpecTtHbIN MOUCK

MepeKpecTHbI NOUCK
NO3BONSAET MOJIYYUTb MOJHYIO
N KOHKPETHYO0 MHbopMaLUIO
06 nccnenoBaHUK: TAE U KEM
OHO NPOBOAMUTCA, OTKPbIT /1N
Habop, Kakue Kputepuu
BKAOYEHMUS.

Ecnmn UccheposaTtenem
nobasneHa nHpopmaumum o
Habope, To MNauneHT MoKeT
OTnpaBunTb 3aNpOC Ha y4acTue
M Ha4yaTb Nepenucky c
UccnepoBaTtenem.

Npotokon BCD-049-1

Hassawue nporoxona

TepaneaTmyeckan obnacts
RAaTa HAYANa W OKOHYaH KA KN
Homep u gata PKW
Oprannsaums, nPOBORK IR KW
Haumenosanue NN

Pernossl
fopona
Crpada pazpatorunka

Opransaaume, NPUBNEYEeHHAR
paspaborsnkom NN

asa K
Bua Kt
Uens KA

NexapcreexHan HopMa W QO3MPoBKa

Konuuecrso Meg.yupemaenui
KOnWuecTeo nayrextos

ne NPoBOAKTCH HCCNeaoBaHKe

000 «broIxn
Parwon

Topoa
Hecneposartenn

CTRPHTOS PR IIOMHIMNCSAHHOE NEPEKDECTHOE WECHEA0BEHNE DROIXDABANEHTHOCTH
npenapara BCO-04% (3A0 BAOKAL, Poccun) v ATpsnna® y 300possix J0000B0NLUES NN
DAKDKBATHOM NEPODANKIHOM NDUEME HATOUWAK

HidekumonHme Sonesnn

10.01.2017 - 31.22. 2019

N2 107 0.01.2077

JAD "BMOKAL"

BCD-049 (TenoOBuD « IMTDRUMTESNN * panupany, TERODOAUP » IMTPULMTAGRN
SHEEMDEHI)

r. Caunr - Nemapbypr
Canxt-Neredypr
Poccns

A0 "Bwoxag’, 198515, r. Caxxr-Nerepbypr, Nerpogoopuonsit panow, i, Crpeaska, yn
Cosan, 1. 34, Nar, A, Poccun

BMOINBUBANEHTHOCTS

K

MIYNATH A CPA8MNTE DADMAKONEHETARY TERDDOSUDA, IMTPWUKTABA NS W ADABADEHIS B
cocTase npenapara BCD-04% [3A0 «BUOKALe, Poccun) u npenapary ATpunna® y
AROPOSHK AOBDOBONBLESE NPM GAHOKPATHOMN NENOCANLHOM NPWEME HATCUAK
ralneTon, NOXPNTLE NNEHONHOR 06OnouNoR JO0 Mr + 200 wr + 500 mr
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n

e —

r. Canxr - Nerepbypr
Canxr-Neredypr
Xnsboaa NM



DVYHKUMOHAN
NcchepgoBaTenen

[ ] w
Perncrpauus * HasHayeHue Co-uccnegosarteneu
* Mowuck MaumeHTOB / 340p0OBLIX 4OO6POBO/LLEB - MpuUrnalleHme B UCCAen0BaHMS
ANIA NCCNEAOBAHNN MauuneHToB / 340p0OBbIX 4O6POBONBLEB
*  MNowuck nHpopmaunm 06 nccnenoBaHUAX, - KomMmyHUKauus ¢ MauueHTamn /

MeANLMNHCKUX LEeHTPOB
*  PasmelleHne AONONHUTENbHON MHPOopMaL MK
06 nccneposaHum (ctaTyc Habopa, KON-BO NALMEHTOB)

NTnyHbIN KabuHeT NccneposaTens

3p0poBbiMKU AobpoBObLAMMK (Yepes YaT)

Mpocuns  Mow Texywwme u 3asepwenHsie KW OrnpasnexHbie 3anpocbl  [lonyuenHbie 3anpocsl  Co-uccneposarenu  W3bpanwoe

OTnpasneHHblie 3anpocsbl finBapb 2018 v

1141 Bbl OTNpasunm 3anpoc Ha NPOCMOTP MEANUMHCKUX AOKYMEHTOB MpuHATO
27.08.2018 <
.MM, MYXCKOW, 22 neT

3a6onesaHus: B Akpomeranus, B AkHe



Mowuck MauueHToB /

[lobpoBonbLeB

PeecTp AOCTYNeH TONbKO NOATBEPKAEHHbIM NccneaoBaTenam u coaepuT

nHbopmaymio:
Nunumansl NauymenTa/dobpoBonbua BpeaHbie NnpuBbIYKK
MNon 3aboneBaHus
Bo3pacTt ConyTcTBYlOLWAA Tepanma
fopoa NpoOXMBaHUA MoaTtsepraatowme AOKYMEHTbI

MNouck MauneHTtoB/3a0poBbix [lo6poBONbLEB

NnauywenT v Moc v Boapacr ot Boapacrt no MyXUYUHbI v
Mocksa
acr v
bpoHxuanbHas actma
racrpur CBpocuts punbTp
facrponapes

ractpoasodareansHan pedniokcHas 6onesnb (u3xora, pednioke, gucnencus)



DyHKUMOHaA MNauneHToB /

[lobpoBoabLEB

*  Perucrpauua

*  Tounck nHpopmauunm 0b nccnegoBaHuAX, KIMHMYeCcKux 6asax n UccnepgosaTensx
* OTnpaBKa 3aABKM Ha y4yacTue B UCcren0BaHUN

*  OTKpbITUE AOCTYNa K MeAULUMHCKMM AOKYyMeHTam (no 3anpocy NccnheposaTtens)
* KommyHuKaums c Uccneposatenamm (4yepes Yar)

NuuHblA KabuHeT MauuneHTta/o6poBonbLa

Mpoduns Mowu Tekywme v 3aseplieHHble KA OTnpaBneHHbie 3anpochbl MNMonyyeHHbie 3anpochbl W3bpanHoe

OTnpasnexHbie 3anpochl fiHBapp 2018

10:05 Bbl oTnpasunu 3anpoc Ha yyacTue B UCcnegoBaHnm
25.07.2018 OTMeHuTb 3anpoc
Nporokon RDPh_11_11, Bepcus 1.0 ot 05.07.201

Jlata Havyana v oKOH4YaHua KN 27.06.2012 - 31.12.2013

fopoa KupoBck 10
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BarkHaa nHpopmalmna

ObecneyeHne KOHPUAEHLMANBHOCTU NALUMEHTOB (perncTpaumsa Nno MHULUMaNam)
[octyn K peecTpy MauneHToB 1 340P0BbIX 0O6POBO/LLIEB NPEAOCTABNAETCA TO/IbKO aBTOPM30BAHHbBIM NONb30BATENAM

ABTOpM3aLI,MFI [naBHbIX MCCI’IE,CI,OBaTeJ'IEﬁ nponucxoaunT nocne npeaocrtasneHnAa noarsepXaeHnAa JOKYMEHTOB OT
MeONUNHCKOIo yvypexXageHumA

AsTopusauuio Co-uccnegoBaTeneit ocyllecTsnaeT MasHbl MccneposaTens
[locTyn K MeaANUMHCKOM AOKYMEHTALMM NaLMeHTa TobKO No 3anpocy MccneposaTena ¢ paspelleHns MaumneHTa

KomMyHUKaumnsa mexay nonb3osatenamm Tosbko Yepes ClinLine — B yaTe (KOHTaKTHas MHbOpPMaLMA NONb30BaTEIeN He
npenocTaBnaercs)

[laHHble nosib3oBaTeNel XPaHATCA Ha 3aLMLLEHHOM cepBepe Ha TeppuTopun Poccuitickoint degepaumm

3awmMTa nepcoHanbHbIX AAaHHbIX NoNb3oBaTenel obecneymnsaeTca B COOTBETCTBUM ¢ PeaepasibHbIM 3aKOHOM OT 27 utons
2006 r. N2 152-d3 «O nepcoHabHbIX AaHHbIX»

ClinLine He HeceT OTBETCTBEHHOCTM 3a NPOBeAEHME KAUHUYECKMX UCCea0BaHNii, 6e30nacHOCTb M 3G HEKTUBHOCTb
nccneayemblX 1eKapCTBEHHbIX MPenapaTos U METOA0B Sie4eHus

NHdopMaLMOHHbIe ycayri nopTana He ABAAITCA MeANLMHCKMMU U HEe MOTYT ObiTb MOHATbI KaK TAaKOBblE B PpamMKax
depepanbHOro 3akoHa ot 21 Hoabpa 2011 r. Ne 323-d3 «O6 ocHoBax oxpaHbl 340P0OBbA rpaxkaaH B Poccuiickoi
depepaunm»

11



AAR@ipharma.ru

www.ipharma.ru


http://www.ipharma.ru/
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