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- CEPTU®WKAT COOTBETCTBWA
Reci P"‘\ arm Ha roToBbIN NPOAYKT

Bepcua Ned o1 sHeaps 2020
3ameHseT
Bepcwio Ne3 ot asrycta 2019

Mpoaykr: FEMNTPAN 400mr — 5 nakoHos + 5amnyn

Cepwns roToBOr0 NpoaykTa Cepma nopowka Cepus pacTBopuTens
Cepus No: AB4P0030 AB911016 188090A
Jlata npouzBoACTBA: 11.2019 11.2019 01.2020
Moget go: 10.2022 10.2022 06.2023
KonudecTso ynakosok: 10789
CtpaHa umnopta: Poccus Cepruchukat ananuaa: 040000028443

MpouaseneHo: Bruonomkuin Uranus Nabopatopus C.P.J. —aua ®.Cepnepo, 2 - 20060 Macare (M) —#
YnakosaHo: Buonomkun Uranus Nabopatopua C.P.J1. —aua ©.Ceprepo, 2 - 20060 Macare (MI) - '_ A
KoHTpons kavecTaa: Bronomkuay Vrans Na6oparopus C.P.J1. —eua ®.Cepnepo, 2 - 20060 Macatg { _,__

TIMLEH3NA Ha NPOM3BOACTBO BUONOMKMYA Wranus Na6opatopus C.P.J1. - nnowaska Macare (MI): a 5

OTKNOHEHWA NPOM3OLLEALLKE B NPOLECCE NPOUIBOACTBA U YNAKOBKA. Oa O Her X

3abpakoska NPOU3OLIEALIANA B NPOLIECCE NPOM3BOACTBA MU yNaKoBKK: la O Her &
Mpumesanus: He npumenimo 30/03/2020

CEPTHOMKAT COOTBETCTBHA
Ha zomoebii npodykm

Hacmosigum nodmeepxdaro, 4mo ebieykaaHHas uH¢popmayun sensemcs noANUHHOL U MoYHOU.
[akHas cepun npodykma npoussedea, eKNO4as ynakosky U KOHMpONb Kayecmea Ha npousgodcmeentoi nnowadke Macame (Munax - Wmanus)
Buonodxuyu Mmanus fla6opamopus C.PJ1. e nonHoM coomeemcmeuu ¢ mpeGoeanusmu GMP u cneyugukayuamy, npedcmaeneHHsIMu 8 Pe2ucmpayuoHHOM
Hocee.
3anucu no npoussodcmey, ynakoske U nposedeHwl0 aHanu3a npoeepeHil U NPU3HaHk! coomeemcmeyrowiumu GMP u PoccuiickoMy HopmamugHomy
Hoxymenmy Ne 1 N011968/02-201217, usmeHeHus NeNe1-3

Mpou3BeneHHan cepua Boinyliera: Bronopxidu Wranua NaGopatopus C.P.J1. — sua ®.Cepnepo, 2~ 20060 Macare (MI) - Uranmusa

OueHka npoaykTa: OOOBPEHO ® OTKNOHEHO O

YNONHOMOYEHHOR JTALD ...vveeeeviinecanneesnenies nara 30/03/2020
(nognucy)

3TOT AOKYMEHT ABNAETCA COBCTBEHHOCTbI0 BronomxiyM Wranus NlaGopaTopua, v ero 3anpeLueHo KonuposaTk, Aaxe HacTHHO, Be3 cneuuanbHoro paspelleHvs
pyxoBOACTBA




Bwonopxuim ranua NlaGopatopus CPN1

Othic ¥ NPOMIBOACTBEHHAR NNOLAAKA JAPETHCTPHPOBAHA

. |’]’ :cwnauw ¢ aKuMonepHsIM kanutanom 3.000.000 € ?.mpanggg,;gnﬂléi? Macare %z A
Re C | P a rm u:::::::ingiz:;ng:ﬁcmmwnmy B inefj:;@pec,bilila!ia.cc-i:fmw:vw bilitalia.com
Howep niuexsun M| 01233940467 - R E.A. M) 1353528 PlvaIT10215010157 - C.F. 01233340467
CEPTUDPUKAT AHATIU3A
Dara:
18.03.2020
Homep knueHTa:
20024
KnueHt:
3BEBOTT NOMXKCTUKC B.B.
MpoaykT: TENTPAJ1 nnocunmanpoBaHHbIii NOpoLLIOK
400Mr B KOMNNEKTE C pacTeopUTENeM
Kop: OAOOHEPTRAL400
Cepus: AB4P0030
[ara npoussogcTea: 11.2019 FogeH po:
Homep ananuaa: 040000028449 [arta opobpeHus: 18.03.2020

[laHHas cepus Bbina NpOTECTUPOBAHA B COOTBETCTBIMM C AEUCTBYIOLMM MafaHueM avpexTussl EC GMP

lNoka3aTenu EquHuub! Pe3ynbTarh HopMbl
U3MepeHus MWH. MAKC.
OnucaHue BOCCTaHOBNEHHOO pacTeopa Mpo3payHbIii ¥ XenTblid  [po3paqHsIil pacTBop OT BecliBeTHOMo
pacTBop [0 XKenToro
LiBeTHOCTE BOCCTAHOBNEHHOTO pacTeopa KENTbIA Ot BecLBeTHOro 0 XenToro
PH BoccTaHOBNEHHOro pacteopa 7,424 6,0 8.0
Bpemn pacTeopeHns & 1 0 60
BakrepuansHble 3HOOTOKCHHbI E3/ mn <35 0 35
Ynakoeka COQTBETCTBYET COOTBETCTBYET
MpogykT cOOTBETCTBYET (nognwce) MeHezxep no KOHTPOMIO KayecTea



