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Ha ltlb eia

Kepinuurcatr cy6' ercrin rocno4aproBaHHq,
srci rafiN{arorbcq pea;risauiero (roprin.lrero)
s6epirauusr,r i sacrocyBaHHsM ;rircapcr,rcux
:aco6ie s MuKorai'scsrift o6nacri

lepxanna c,ryN6a s ,rirapcrr<ux saco6is ra KoHTpoJrro ga HapKorr{KaMra y
Murolaincrxifi o6nacri laahae iu$opNrarliro llolo BcraHoBJreuru leprxaBHoro cJryx{6oro
VrpaiHLr s lirapcrrcux gaco6is ra KoHTpoJrro 3a HapKorkrKaMrr (aani - lepxrnircnyx6a)
sa6opoura o6iry lirapcrrux saco6ie.

I. BianosilHo Ao Koucruryqii Vr<paiuu, crarefi 15, 22, 55 3arony Yr<paiuz
"OcHosLI 3aKoHoAaBcrna VrpaiHI4 npo oxopouy 34opoB'fl", crareft 15,213ar<oHy Vnpaiuz
"flpo ,rir<apcrr<i 3aco6v", lIoroNeHH{ rlpo {epNanuy cnyx6y Vxpailru r rir<apcrrux
saco6ie ra KoHrpoJIIo 3a HapKorI4KaMI,r, 3arBepAx{eHofo rrocraHosoro Kadiuery Miuicrpin
Vrcpaiuu nil 12.08.2015 }lb 647, flop.4r<y s4ificFreHH-rr .qepxaBHoro KoHTpomo -{xocri
lirapcrxvx saco6is, uo BBo3trlcfi n YxpaiHy, 3arBepAlKeHoro rrocraHoBoro Ka6inery
Miuicrpin YrpaiHu ria 14.09.05 i\lb 902, fIoptAKy BcraHoBrreHH.rr 3a6opoHr4 (rulrvaconoi
:a6opoHra) Ta noHoBJIeHHt o6iry rirapcrxvx saco6is Ha repuropii Yxpaiirn,
3arBepAxeHoro HaKa3ovr MiHicrepcrBa oxopoHr,r:4opon'a Vrpaiuu siu22.11.2011 .l\b 809,
3apeecrpoBaHlrM s MiHicrepcrni rocruuii YxpaiHz 30.01 .2012 sa Js 126120439, flopxgr<y
KoHrpoJrlo -f,xocri lixapcnrux saco6ie niA qac onronoi Ta po:gpi6noi roprinli,
3arBepDKeHoro HaKa3olt MiuicrepcrBa oxopoHr4 a4opon'r Vxpaiuu sit 29.09.2014 Ns 677 ,
3apeecrpoBaHl4M s MiHicrepcrni rocrnqii Vr<paiun 26.11.2014 sa }lb 1515126292,flpauun
yrzni:raqii Ta 3HLrueHH-tI rirapcsrux saco6ir, 3arBeppKeHrrx HaKa3oM MiHicrepcrna
oxopoHl4 s4opon'.x VrpaiHra sit 24.04.2015 Ng 242, 3apeecrpoBaHr4N{ s MiHicrepcrni
rocruuii Vrpaiura I 8.05.20 1 5 sa Ng 550126995,

1.1. y 3B't3Ky 3 HaAXoA)KeHH.f,N,I iHQoprrraqii rqoao peanisaqii Ha reprrropii Yr<paiHu
,rirapcrroro saco6y "Abixa@ 10 mg, H. Lundbeck A/S", 3 MapKyBaFrHrrM iso:eusoro
N{oBoro, 3 N,Ieroro axrueHoi uporu4ii nouupeHHro uesricuux nircapcr,Ktrx 3aco6in ra raKr,rx
ruo o$iqifiHo He BBo3r{Jrrrcb Ha repuropiro Vrtpainu,

3AEOPOHjI€TbC.fl peanisaqir, a6cpirauHr ra 3acrocyBanux rirapcbKoro saco6y:

MoBoro /Posnopndcrceuun,{epucnirccnycrc1u aid 04.03.2020 Nb 1765-001.1/002.0/17-20 /.
Cy6'errau rocloAapcrnoi Ai-rrlHocri, ani sgiiicHrororb pea-rrisaqiro, s6epiraulfl. Ta

3acrocyBaHHr lirapcbKl4x 3aco6iB, seniAnra,Xno nic.rrq oAeplKaHHr AaHoro po3[oprA]KeHH.[
nepenipurtl ua{eHicrb BKa3aHoro lirapcbKoro raco6y, BXr{Tr4 3axoArr rrloAo Br4ryr{eHHt
fioro s o6iry urJrr[xoN{ 3HHrrlerrnfl.

1,2. LIa ni4crani irr+opHraqii rrtol{o pea,risaqii Ha repuropii YrcpaiHu lirapcr,rux
:aco6is 3 MapKyBanH@{"ri,H@f,{*It0itupb{0rR0J&oi3ra\@T6dft axrueHoi nporuAii romrpeHr{ro

M2 3a HapKorhxavu y Mraxonaiecurir4 oonacri
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He3apeecrpoBa*x rirapcrxlrx saco6iD'rc'rail{x, rrlo oOiuiiillo IIe BBo3fiJIlIcb IIa repllroplrc

Vxpaiuu,
3AEOPOH-fl€TbC'I pea:risaqia, s6epiraunn ra 3acrocyBarlHt scix cePifi

iraocsnltx :aco6is:

/p 
"t,*ptd*tr;, 
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Cy6,errau 1.o"nogup.ur<oi Ai-n,rruocri. nni sAificHlolorl' peani:aqiro, s6epirauHfl Ta

,u.ro.yuuuur nixapcbKllx saco6ir. tresiAKnaAuo nicu oAeplKaHHt AaHoro po3[optAxeHHt

nepeniprarr ,ruooniarr, spasriB Rr(a3alILIx lirapcrrux :aco6ie ra BXIrtrI4 3axoAI'I uloAo

Bl4nyr{erlHs r,r s o6iry titntxoM 3rIIIrlieHHtr'

1.3. 3AEOpbH,fl€TbC,fl pearisaqir, :6epirauHs ra 3acrocyBauru :rir<apcbKoro

:aco6y:

nHpo6nrlqrsalz MapKyBaHHqNI .Irllpo6ryura 
np1\T "6iolirl', YtcpaiHa' BpaxoBylor{I4'

uo ocHoBHOro o3r,rar(oro cepll nlKapcbl(oro saco6y e ii oAtropi4Iricrs /PosnopnhrceHHfl

fieptcnirccnycrc6tt aid 04.03.2020 At'p I 770-0c l. I /002.0/ ] 7 -20/.

Cy6,erralr rocnoAapcr,roi Aillr,uoc'ri, .flId saiilcHlolorl peani:auiro, r6epiraui{t ra

,uaroay"uuur lirapcbKr4x saco6in. uenigr.lrpliro nic,rq oAcp)I(aHH.r AaHoro po3[opqAr(eHl'It

nepenipuru Ha.ssgicrr, BKa3aHoi cepii.rrirapcst<oro :aco6y, Bx(I4TI4 3axoAl4 UIoAo BLInyqeHHt

ii s o6iry uurqxoN{ 3nr{rrleHHrr a6o noBeprreHHq rrocraqaJlbHrrKy (rlrpo6uury) l"u

nonaJlbIIrofo 3HI{rqeHHq.

llpu nurelesHi lixapcnxux 3aco6is nosiAoN{1.{rn flepxaBrly cJlyx(6y s lirapcbKux

saco6ie ra Kor{TpoJlo 3a HapKoririialur y Mlitio;raincr,xift o6lacri npo B]ItI4Ti saxoAi{ IuoAo

BrrKoHaHHr po3'oprrAxe'b 3 IIaAaHII{NI r"iA'OsiAUnX 4Ot<y'lteurin. y pa3i 3HlIqeHFIt

siAxoAin npenaparin B ABSTI'DI{I{eBuI-{ crpoli ltarpaBurl{ Ao lepxarHoi c'ryxc6u 3

rixapc*u* ,u.o^6i" ra KorrrpoJrro 3a HapKolr.rKail,ru y Mt{xoJraiscsrifi o6Jracri ronirc axra

,rpo l"tttlennx ni4xo4in nixapclKoro :aco6y'

flpu sacryrrHnx [ocraBKax. :rixapci,r;tx saoo6is BxilITIr :axoAis uroAo sano6iraHHs

tpu46anuro, pea,ri:aqii Ta 3ac'l'ocyBallHlo 'uirapcr'xux :aco6in, HaBeAeHI4X B

po3irop{AxeHHfl x ldepx,rircnyxc6u'
HeeuKoliaHH.fl po3lopr/Ilrerrb [ep>ir.uirccn),)K6u rtrl{e :a co6oro Bilttiosila'Tr'sicrr

sriArio qllHHoro 3aKoHoAaBcrna Vrpaiiru'

yBArA! 3 mexcmo"u posnopnducena ma nucmie fepucaouoi cnytrcfu Vxpailnu s

niXApCUxUx sCtcOdie mA K,HmpoJtto 3il ttgpi<on\Ks'rtu Btt MoJrceme ozruailo"uumucu Ha

o(tiQifinotty caumi ,[epucnixcnyarc'u t@:tttl:pw.4!gteor.ufl o posdini <PosnopndrlceHHn

fepuutixcnyrcfu>.
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