COI'/TACHE HA OBPABOTKY HEPCOHAJIBHBIX JAHHBIX JJI51 HAITPABJIEHWSI COOBIIEHUSA O
HEKEJATEJbHOW PEAKIIAA HA TIPEMTAPAT KOMITAHUM JTYHJBEK

Ilyrem 3amonHeHuss w ortopaBicHus BeO-Gopmbl «Coobmienue o moOoyHOM 3ddekre wim apyroil uHboOpMaNKUUd O
Oezomacuoctu/Report a side effect or other safety information» (manee — «BeG-hopma») Ha crpaHulle
https://www.lundbeck.com/ru/report-adverse-drug-reaction caiita B cetn VHTepHET, aApecyrolIerocss IO JIOMEHY
https://www.lundbeck.com/ru/, u npocrasisist ranouky B rpade «Jlato cornacue Ha 06pabOTKy CBOMX MEPCOHATBHBIX TaHHBIX B
cootBetcTBUH ¢ [lomuTukoii korpuaernnansHocTH [Ipencrasurensersa komnannu «JIYHABEK DKCITIOPT A/Cy, s TeM caMbIM
nmato IpencraButenbcrBy kommnannu «IYHABEK JKCIOPT A/C» ([anms), pacmonoxeHnHoMmy mo anmpecy: 107045, r.
Mocksa, miep. [ociennmit, x. 17, mom. 5, kom. 1-12; THH: 9909050799 (manee u panee — "Omnepatop'), HacTosiIee COrIache Ha
00paboTKy yKa3aHHBIX MHOI B Be0O-(hopme 1 HarpaBieHHBIX MHOM 0OpaleHHsIX NepcoHANBHBIX JAaHHBIX (nasee — «Coriiacuey) ¢ 1esbio
BeleHns] OCHOBHO# nesresqbHOcTH Ornepatopa, B dYacTh, Kacaromielcsi 5(@EeKTUBHOrO OCYILIECTBICHUS ACATENHHOCTH B cdepe
(hapMaKoHa/130pa, a TAKKE CIIEOBAHNE HA/IEXKAIIM IIPAKTUKAM B yKa3aHHOH cdepe.

Omneparop BHpaBe OCYLIECTBISITH C WCHOJIB30BAHHEM CPEACTB AaBTOMATH3alMM TaKhe NEHCTBHS Kak cOOp, 3alvCh, CUCTEMATH3alMIO,
HaKOIUICHWE, XpaHEHHe, yTouHeHHMe (OOHOBJIEHME, W3MEHEHHE), W3BJICYCHHE, IOJyYCHHE, HCIIONb30BaHNe, Iepenady (IocTyrl,
TIpeZIoCTaBJIeHNe), OJIOKMPOBaHKE, yAAJICHHE, YHIUITOXKEHIE TIEPCOHANIBHBIX TaHHBIX, YKa3aHHBIX B BeO-(opme, a Tarke HarpaBIeHHBIX
MHOH oOparmeHsx. OmepaTop MOXKET HaIPaBIITh MHE B JIF000E BpeMst M €3 MpeIBapHUTEIIHHOTO IPEIyIPEKICHIS TIOCPEICTBOM KaHAJIOB
KOMMYHHKaIMX (KOHTAKTHBIX CBEJICHMIT), YKa3aHHBIX MHOW B Beb-thopme, mHpopMaIiioHHsie cooOmmeHnst (OTBEThI), KACAFOIINECS paHee
HAaIpaBJICHHBIX MHOW OOpaIIieHHH.

Onepatop BrpaBe MPHBIEKATh TPETBHX JHWI (IPU YCIOBHM OOECICUECHMS TaKUMH JIMIAMH KOH(HICHIMAIGHOCTH M Oe30IacHOCTH

MIePCOHANIBHBIX JIAHHBIX TPU MX 00pabOTKe B MUHMMAJIbHO HEOOXOIMMOM COCTaBe YIS JOCTWIXKEHHUS INPEAYCMOTPEHHOH LIei) MyTeM

TIOpYYEHHUs] TPETHUM JIMI[aM 00pabOTKM TEPCOHATBHBIX JaHHBIX M (WIM) ITyTeM HOJyYeHHs MEPCOHATBHBIX JaHHBIX OT TPETHUX JIUIL U

Tniepeiayy MEePCOHANBHBIX JIAHHBIX TPETHUM JIMIAaM 0Oe3 Mopy4eHHs: 00paOOTKH HMepCOHANBHBIX JaHHBIX. K BbIICyKa3aHHBIM JIMIAM, B

YaCTHOCTH, MOTYT OTHOCHTBCSI:

3.1. ornenbHO B3sTHIE addrutpoBaHHbIE (B 3HAYEHHUHU HOHSITHSI, onpeienéHHoro 1.9 denepanbHoro 3akoHa ot 26.07.2006 Ne 13503 «O
3aI1MTe KOHKypeHIMm») ¢ OrnepaTtopoM Jiviia, Bxoasmye B rpymnimy Omneparopa;

3.2. koHTpareHTHI Omieparopa u (WIK) KOHTpareHThl ah(IIMpOBaHABIX KOMITaHHH rpyrmbl OrepaTopa, IPHOOPETeHIE U FCTIONB30BaHNE
TIPOIYKLWH (TOBApOB, padOT, YCIIyT) KOTOphIX OriepaTtopoM sBISIeTCS HeOOXOMMBIM U JOCTIKEHHS TIpeTycMOTpeHHBIX CoracuemMm
neneit odpadotku [1]1, HanprumMep, W1 UCTIONHEHNS! (PYHKIMN MECTHOTO YIOJHOMOYCHHOTO JIMIA 1o (hapMaKoHaizopy B Poccrn n
npyrux ctpadax EASC.

Corunacue OyneT neiicTBoBaTh B TedeHue 3 (Tpex) JIET ¢ JaThl OTIpaBiieHnst MHOM Beb-(hopmbl, eci npeaycMoTpenHast CornacieM Lelb He
OyZleT AOCTUTHyTa paHee WIM B Clydae YTpaThl HEOOXOJUMOCTH B JOCTIDKCHHMH 3TOH IENH, IIPU YCIOBHH, YTO MHOU CPOK 00pabOTKH
TIEPCOHAJILHBIX TAHHBIX HE IPEYCMOTPEH IMMPUMEHUMBIM 3aKOHOIATCIILCTBOM.

Ortxka3 ot naun Cornacusi MOXeT ObITh BbIpaXKEH MHOM ITyTeM HerpocTaBiieHHs ranouku B rpade «/laro coriacue Ha 00pabOTKy CBOMX
MePCOHAJIHBIX JIaHHBIX B COOTBeTCTBUM ¢ [lonmutukol koHduaeHuuansHocTH IlpencraBurenscTBa komnanuu «JIYHIABEK
OKCIIOPT A/C wm». MHe NOHSTHO, 4TO B CIy4dae MOETo OTKa3a B qade Corniacys 3To IpHUBeIeT K HEBO3MOKHOCTH HaTpaBJICHHUS MHOM
obpareHus k Oneparopy mocpenctsoM Beb-(hopMer

Coruacue MOXeT ObITh TIOJHOCTBIO HIJTH B KAKOW-JTHOO YacTH OTO3BAHO MHOM IyTeM MOYTOBOrO OTNpaBieHust 1o aapecy Oneparopa. Mue
TMOHSITHO, YTO TMOJHBIA WM YacTUYHBIH 0T3bIB Cornacus, a paBHO MpEeKpalleHHe M0 MOeMy TPeOOBaHHMIO mpeycMoTpenHoi Cornacuem
00pabOTKH TEPCOHATILHBIX JAHHBIX MOTYT HPUBECTH K HEBO3MOXKHOCTH PAacCMOTPEHHs M IPEOCTABICHHMS MHE OTBETa Ha paHee
HanpasnienHoe Oneparopy ooparenue. B ciydae or3siea Cornacust Ornieparop Oy/eT npaso MpoonKaTh 00paboTKy MepCOHATBHBIX JAHHBIX
B CITy4asiX, PEAYCMOTPEHHBIX IIPUMEHUMBIM 3aKOHOAATEIICTBOM.

B ciyuae, ecim 51 ¢ nomonpto Be6-thopms nepeam Onepatopy nepcoHallbHbIE JaHHBIE MHBIX CYOBEKTOB MEPCOHAIBHBIX IAHHBIX (Jajiee —
«CYOBEKTBI»), TO TEM CaMbIM sI 3aBEpsIIO M IapaHTHPYIO IPABOMEPHOCTh TAKOW MNepeiayr INMEePCOHAIBHBIX JAHHBIX B COOTBETCTBHH C
TpeOOBAHNSIMH TPUMEHHNMOT'0 3aKOHO/IATENBCTBA, A TAKKE HAJUIeKaIllee YBEIOMIIEHHE MHOM CyOBEKTOB O TaKOH Iiepe/iaue MX IepCOHATEHBIX
nanHbIX Oneparopy. He nosnaee 5 (1sitn) paboumx tHEl ¢ 1aThl MOydeHust MHO# 3arpoca ot Orneparopa st PEIOCTABIISII0 EMy CBEICHHS 1
(MM) TOKyMEHTBI, TOATBEP KAAIOLIIE IIPABOMEPHOCTH BBIIIEONMCAHHOM Tepenaun Oneparopy NepCoHANBHBIX JJAHHBIX CYOBEKTOB U (haKT
UX HaJJIEKAIIErO YBEJOMIICHUSL.
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