YACTHUHA VI. PE3IOME IIVIAHY YITPABJIIHHA PUBUKAMU

PE3IOME IIJIAHY YHPABJIIHHA PUBNKAMMU JIIKAPCBKOI'O 3ACOBY
HEWPOTHWJITH (CHOLINE ALFOSCERATE)

Lle pestome miany ynpasminas pusukamu (ITYP) nmikapeskoro 3acoy (JI3) HEMPOTUJIIH,
po3umH opanbHmii, 600 mr/7mn. ITYP neranisye axusi pusukn HEMPOTHIIIH, sk mi pusuku
MO’KHA MIHIMI3yBaTH Ta OTpUMAaTH OUIbLIe 1HPOPMAaIlii PO PU3UKH Ta BIJICYTHIO 1H()OPMAILIiIO ILOTO
JI3.

IucTpykuis ams Meamusoro 3actocyBanus (IM3) HEWPOTUJIIH mHajmae BakiuBy
iH(pOpMAaLlit0 MEIMYHUM TpAI[iBHUKAM Ta Malli€eHTaM Ipo Te SIK CJIiJ] BAKOPUCTOBYBaTH 1iei JI3.

HoBi BaXKJIMBi PU3MKH UM 3MiHM 70 OTOYHHX OYIyTh BKJIIOUEHi 0 oHOBIeHoro I[TYP HEN-
POTUJIIH.

I. Jlikapcbkmii 3aci0, Ta 17151 4OT0 BiH PEECTPYHETHCS

HEMPOTUIIIH 3apeecTpoBanuii B YKpaiHi s JiKyBaHHS JiereHepaTHBHO-IHBOIOLIHIX
MO3KOBUX  TICUXOOpPTaHIYHMX CHHAPOMIB a00 BTOPMHHUX HACHIAKIB  IepeOpOBaCKYISPHOT
HEJIOCTATHOCTI, TOOTO NEPBUHHUX Ta BTOPUHHUX MOPYIIEHb PO3YMOBOI JIISUIBHOCTI Y JIFOAEH JITHHOTO
BiKYy, fKI XapaKTE€pU3YyIOTbCA IOPYIIEHHSIM IaM’Ti, CIUTYyTaHICTIO CBIJOMOCTIi, JI€30pi€HTALI€EI0,
3HIDKCHHSIM MOTHBAIll Ta I1HIINIATUBHOCTI, 3HW)KEHHSM 3JIaTHOCTI 7O KOHIICHTpaIlii; 3MIHAMH B
eMOIIi}HIi Ta MoBeqiHKOBIM cdepi: eMOLIiHOI HecTaOUIbHICTIO, JPATIBIMBICTIO, OAlIyXiCTIO 10
HABKOJIMIITHBOTO CEPEIOBHINA; TICEBIOMETIAHXOJIT Y JIFOJICH JIITHHOTO BIKY.

HEMPOTWIIH wmictuth Xominy anmbdocuepar (choline alfoscerate) y sixocti mirouoi
PEYOBHHHU 1 MPU3HAYCHUH JIJIsI BHYTPIITHBOTO 3aCTOCYBAHHSI.

II. PH3I/IKH HOB'H:;aHi 3 .HiKa CBbKUM 3a0060M ra HiﬂﬂbHiCIb 3 METOIO MiHiMi3aHi.l. 360
9

Hwx4de HaBemeHO BaXKIIMBI PU3HKHU HEWPOTWJITH paszom i3 3axoJamMu IIOAO0 MiHIMi3alii
[IUX PU3UKIB Ta 3alPOINOHOBAHUMHM JOCHIKEHHIMH JJIsi OTPUMAaHHS J10JaTKOBOI iH(popmalii mpo
pusuxu HEUPOTUJIIH.

3axonamu 3 MiHiMizalil i1IeHTU(IKOBaHUX pU3UKiIB JI3 MOXYTh OyTH:

* Konkpetna indopmaliis, Hanpukiai, MONepeIKeHHs, 3al001KH1 3aX0U Ta MOPaJy 1010
NpaBUIBHOTO BUKOpUCTaHHS B IM3, afipecoBaHi nalieHTaM 1 MEJUYHUM IpalliBHUKAM;

» BaxiuBi mopaju 10710 MaKyBaHHS JIIKiB;

* Jlo3BosIeHUH pO3Mip YNMAaKOBKM — KUIbKiCTh JI3 B ymakoBlli BUOMPA€ETHCS TaKUM YHWHOM,
1100 3a0€31eYnTH MpaBUIbHE 3aCTOCYBaHHS JIIKIB;

» IlpaBoBuii craryc JI3 — cmoci0, SKUM JIKapchbKUil 3aci0 BiIMYCKAETbCS NAalli€HTY
(HampuKiIan, 3 peuentoM abo 6e3 HbOro), MOXKE JOMOMOITH MIHIMI3YBaTH MOTO PU3HKH.

Pazom 111 3aX0111 CTAaHOBJIATH 3BUYANHI (PyTUHHI) 3aX0/IU 3 MiHIMI3allii pU3HKIB.

Ha nmomarok nmo mux 3axofiB, iHopmalis mpo moOiyHi peakilii 30upaeTbest 6e3mepepBHO 1
PETYIISIPHO aHATI3y€e€ThCsI, BKIIOYAIOUN OI[IHKY PETYISIPHO OHOBIIIOBAHOTO 3BiTy 3 Oe3neku (PSUR),
mo0 HeraHO BXUTH HEOOXiTHMX 3axoniB. L[i 3axomu CTaHOBIATH PYTHHHY iSUIBHICTH 3
(bapmakoHarmsTy.



I1.A TlepeJik BaJMBUX PU3HMKIB Ta BiACYTHbOI iH(popManii

Baxmeumu pusnkamu HEVMIPOTUIIIH e pusuky, siki moTpeGyioTh CreialbHIX 3aX0MiB 3
YIPaBIiHHSA PU3UKAMHU JUIS TOJANIBIIOr0 AOCTIDKEHHS a00 MiHIMi3alil pu3MKy, Tak 1106 JI3 MmoxHa
Oyino Oe3Me4yHo 3acTOCOBYBAaTU. Ba)kiuBI PU3UKU MOXKYTh PO3IISAATUCH K iAeHTHU(]IKOBaHI abo
noteHUidHl. [neHTnudikoBaHi pu3uUKU — 1€ MPOOIeMU, AN SKUX € JIOCTaTHbO JOKa3iB 3B'A3KY 3
pukopuctangsM HEWPOTWJIIH. IloTeHuiiini pusukm — ue npobaeMy, s SKHX MOXKIIMBA
acotriaiisi 3 BUKOPUCTaHHAM I1b0r0 JI3 Ha OCHOBI HasBHUX JAaHUX, ajie I acoliaiis Iie He Oyna
BCTAHOBJIEHA 1 TOTpeOye MOAAIBINIOT OIIHKH. BimcyTHs iHpOpMaIist TOCHIAETHCS Ha 1H(HOPMAIIIIO 3
Oesneku JI3, sika 3apa3 BiACYTHsS, 1 MOBMHHA OyTH 3i0paHa (HaNpHKIAd, IOJO TPUBAJIOTO

BUKOpUCTaHHS JI3).

OcHoBHI npo0ieMu Oe3nexn o Binomo

BaxxnusiigenTudikoBaHi pusnKu [TinBumena
aHT1OHEBPOTHUYHUI HAOPSIK

1HAMBIAyaIbHA YyTJIUBICTh B.T.4Y.

BaxxnuBi noTeHIIHI pU3HKU —

Bincyrns indopmartist —

I1.B Pe3ioMe Bak/JIMBUX PU3HKIB

Baxausuii inentudixopanunii pusuk: [linBuieHa iHaMBIIyalbHa Yy TIUBICTh B.T.4.

aHT1OHEBPOTUYHUI HAOPsK

Jlokasu 3B’SI3Ky PU3HKY 3 JIIKAPCHKUM 3aCO00M

[Ipu 3acrocyBaHHI mpenapary MOXIIMBI peakiii
rinepyymIMBOCTI, BKJIIOYAIOYM BHCHUII, CBEpOIK,
KpOIIMB’ SHKY, AQHT10HEBPOTUYHUN HaOpSIK,
NOYEepBOHIHHA  IuKipu. HasBHicTh y ckiazi
metunnapadeny (E 218) 1 mpominmapabeny (E 216)
MOX€ CHPUYMHUTH ajepriuyHi peaxuii (MOXJIHBO,
YIOBUIbHEHI).

@DakTOpU PU3HKY TA IPYIIU PUUKY

Bigoma rimepuymiMBicTh O JIIKAPCHKOTO 3aco0y
a00 10 HOro KOMITOHEHTIB

3axoau 3 MiHIMI3aLii pU3HKIB

Pymunni 3axo0u 3 minimizayii pusuxie
PO3AUIKIIPOTUIIOKA3aHHsDy IM3

po3ain«mno6iuHi peakuii» IM3

Biamyck npemapary: “3a peuentom”

Jooamkosi  3axo0u 3  miHiMi3ayii  puzuKy
eiocymHi.

I1.C.1 JocaigskeHHs, siKi € yMOBaMH BH/Aa4i peecTPaniiHOro mocBi4eHHsI

Bigcyrni pmociimkeHHs abo cremianbHi 3000B’s3aHHS, sSKi Oynmum © YMOBOKW BHIayi
peectpariitnoro nmoceiguenns Ha JI3 HEMPOTUJIIH.




I1.C.2 Inwmi nocaixkeHHs1 B IUIaHI MicIsipeecTpaniiiHO T0 pO3BUTKY

Hos JI3 HEWUPOTWJIIH 1oCiiIKeHHs He BHMAratoThes.
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