3ATBEPDKEHO
Haxa3 MinicTepcTBa 0XOpOHH
3M0poB's YKpainu
01.12.2016 Ne 1299
PeecTpaniiine nocBinaeHHs
Ne UA/13370/03/01

3MIHU BHECEHO
Haxa3s MiHicTechBa 0XOpOHHM
310poB's YKpamn
20, IR, CEXF Ne A j O

THCTPYKILA
IS MEIHYIHOTO 32CTOCYBAHHSA JIKaPChKOro 3aco0y

JIPA®
(LIRA)

Cknao:

oiroua pevosuna: citicoline;

1 Tabnerka MIiCTHTH DUTHKOMIHY Harpiro 522,5 Mr B mepepaxysanmi Ha 100 % cyxy pedoBHHY (mo
exBiBanenTHO muTHKONIEY 500,0 MT);

OONOMIDICHI pevosuHu: UEI0N03a MleOKpHCTaqua KPEMHIIO [TIOKCHI KOIOinuui Oe3BOIHUH,
HATPiI0 KPOCKAPMEN03a, Ol pUIMHOBA TiAporeHi30BaHa, TAIbK, Mariio creapar;

nnigxoea obonouxa: Opadry white 03 F 180011 (rigpOXCHIpONiNMETHIINETION032, TATAHY TIOKCHIL
E 171, maxporon 8000); Opadry white II 85 F 18422 (momiBiHiNOBKE CIHPT, THTAHY miokeun E 171,
makporoa 4000, Tanbk).

Jlixapceka popma. Tabnerku, BKPHTI IIBKOBOIO 000JIOHKOIO.
Ocnosni ¢hisuxo-ximiuni enacmugocmi: TabNETKH NOBTacTol ¢opMH 3 IBOOIIYKIIOK IIOBEPXHEIO 3
PHCKOIO, BKPHTI ILTIBKOBOKO 060I0HKOIO 6ioro abo Maibke 611010 KOIbopy.

dapMakoTepaneBTHIHA rpyna. [HIi ICHXOCTHMYIOBAIBHI Ta HOOTPOIHI 3aco0u.
Kon ATX NO06B X06.

DapmaKonoziuHi 6n1acmueocmi.

DapmaroOuHamixa.

uTukomia CTHMYITIOE GiocuaTeE3 CTPYKTYPHHX docdonmininis MemOpaH HeHpoHiB, IO MiATBEPIKECHO
JAHMME MarchropeonaHCHm crexTpockomii. LIATHKONIH Domimurye QYHKIIOHYBAaHHS . TAKHX
MeMOpPaHEMX MEXaHi3MiB, K I0HHI HACOCH Ta pPelenTopH, 6e3 perynsm;n SIKEX HEMOYCIHBE HOPMAbHE
IIpOBEZCHHS HEPBOBKX IMIy/IhCiB. 3aBmsxu cTabinisyBaubHil iii Ha MeMGpany He#pOHIB WHTHKOMIH
BUSIBJIAE IPOTHHAOPAKOB] BIACTHBOCTI, AKi CHpUSIOTH peabcopbiii HabpsaKy MO3KY.

Komisiusi gociifokeHus MoKa3aly, IO METHKONIH iHribye axruBauiio mesxmx docdominas (Al, A2,
C ta D), smernmyrouu YTBOpEHEA BUIBHEX pa,nmcamr., 3amoirae pyiHyBaHHIO MEMOPAHHHX CHCTEM i
36epirac aHTHOKCHIAHTH] 3aXKCHI CHCTEMH, TaKi K TJTyTaTioH.

ITuTaKoniy 36epirac HeHpoHHMI 3amac eHeprii, iHrifye amonTos, MmO NOMINIIye XONIHEPridHY
nepenayvy.

EKCHCpKMSHT&IIBHO JIOBEJIEHO, WO LUTHKOMIH TaKOX THHHTE: npoQ)lﬂaK’quHy HeHPONPOTEKTOPHY
Ii0 IpH tboxammn imemii rOJIOBHOTO MO3KY. :
Krminigai AoCiifuKeR s T0Ka3ad, N0 UTHKOIIH nocrompHo 361IILI]IY€ HOKA3HUKH YHKIIOHATEHOTO
ONTy’KaBHSA Y DAIi€HTiB 3 TOCTPUM NOPYINIEHHIM Mos);conoro’“ilcpoaooﬁlry, o 361raeTLcﬂ 3
YHOBITEHEHHAM POCTY iMIEMI4HOTO YPaKEHHST I‘OJIOBHOI‘O MosKy ‘38 '1‘. vy




TNALi€HTIB 3 YePeIIHO-MO3KOBOIO TPABMOKO IUTHKOIH IIPHCKOPIOE BiNHOBJICHHS | 3MEHIITYE TPHBATICTS
Ta IHTEHCUBHICTB IIOCTTPaBMATHYHOTO CHHAPOMY.

llurukonin momimmye piBeHb yBarW Ta CBiNOMOCTi, ChpHsfe 3MEHIIEHHIO NPOSBIB aMHesii,
KOTHITHBHHX Ta IHIMX HEBPOJIOTIYHAX PO3TIajiB, OB’ A3aHHX 3 IMEMi€i0 roJIOBHOTO MO3KY.
Dapmaxoxinemuxa.

Huruxonin mobpe abcopGyeThes Mic/s IEPOPATBHOT0, BHYTPIIIHEOM’ I30B0OT0 T BHYTPIITHEOBEHHOrO
BBezieHHs. PiBeHB XOJNiHY y IIasMi KpOBi 3HAYHO 36iBITyEThCA MIiCHs BBEACHHS BHINE3a3HAYCHUMH
nuigxamu. A6GcopOmis micns IepopanbHOrO BBENEHHS IPAaKTHYHO IIOBHA, a OiOJOCTYHHICTH
[IPaKTHYHO TaKa K, AK 1 IPH BHYTPIITHEOBEHHOMY 3aCTOCYBAHHI.

3aNeXHO Bif IIAXY BBEACHHS IpenapaT MeTaGoNi3yeThes B KHINEUHMKY, NMEYiHII 0 XONiHY Ta
npTHaEdy. Ilics BBENEHHS NUTHKOMIH MMPOKO PO3MOAUIAETHCS B CTPYKTYpax TOJTOBHOTO MO3KY 3i
IBHOKHM BKIIOYEHHAM (paxiii XomiHy B crpykTypui Qocdomimimu Ta ¢paxumil UATHIHHEY ¥
OUTHIMHOBL HYKICOTHAM 1 HyKIEiHOBI KHCIOTH. JIOCATHYBIIM TONOBHOTO MO3KY, IHTHKOJIH
BOYIOBYETECH y KITHHHI, LHTOIIA3MAaTHYHI Ta MIiTOXOHApiankHi MeMOpamm, Gepydn ydacTs y
no6ynosi bpaxuii Gocdominimis.

Tinpku HeBeMMKa KiNBKICTH [03H BHBOAMTECH 3 cevero i hexamiamu (Merme 3 %). Ilpu6masno 12 %
no3u BEBOAUTECA 3 CO2, mo BHOMXaeThCsS. Y BHBENEHHI Npemapary i3 cedyero BHIUIAIOTE 1Bi (asu:
nepma (asa — npubnusHo 36 rofuy, y sKii IMBHAKICTS BHBEACHHS IIBHIKO 3MEHIIYETHCH, 1 Apyra
asa, B AKi¥ IIBHMIKICTH BUBENEHHS 3MEHINYEThCs Habarato mobimemime. Taka s cama (asHicTs
cnocrepiractecss mpu BuBegenHi 3 COi: mBupakicts BuBenmenns COz, IO BHAMXAETHCS, ITBHAKO
3MEHIIYETCS MPUOIH3HO Yepe3 15 roaus, moTiM BOHA 3HUIKYEThCA HabaraTo IOBiIbHIIIE.

Kainigai xapakrepucrakm.

IToxazanna.

- Incynet, rocrpa asa mopymens MO3KOBOro KpoBOOGiry Ta JKyBaHHA YCKIANHEHb 1 HACITIIKIB
IIOPYIIEHH MO3KOBOI0O KpOBOOOIry.

- HepenHo-MO3KOBa TpaBMa Ta i HEBPOJIOTIYHi HACIiIKH.

- KormiThBHI mOpymeHHA Ta MOPYINEHHS [OBEAIHKA BHACTIZOK XpPOHIYHMX CYOHHHHX |1
NETeHEePaTHBHUX IepeOpabHAX PO3NA/IiB.

IIpomunoxazanns.
ITipeuinesa Iy TIHBICTH 10 GYAB-IKOr0 KOMIIOHEHTA IIPEIapary.
ITixeuinerni TORYC NapaCHMIIATHYHOI HEPBOBOT CHCTEMH.

B3zaemodin 3 inwumu nikapcekumu 3acobamu ma inuii eudu 63aemooiii.
He ciin 3acTocoByBaTH Ipenapar 0{HOYacHO 3 IIpenapaTaMi, Mo MicTaTs Mextoderokcar. [lincmmoe
eexr nesogomm,

Ocobnusocmi 3acmocysanna

Jlikapcexuit 3aci® MiCTHTE ONi0 PHIMHOBY TiIPOTEHi30BaHY, TOMY MOXUIMBHI po3ai ILIYHKA Ta
Iiapes.

Lett nikapcprmit 3aci6 mictuts 1,024 Mmons/nosy Harpiro. Crrix 6yTH 06epesXHAM IpH 3aCTOCYBaHH]
maienTam, sKi JOTPUMYIOTbCS Ni€TH 3 KOHTPOIEOBAHUM BMIiCTOM HATPIIO.

3acmocysanna y nepiod eazimnocmi abo 200yeanus epyddio.

Hemae nocratrix marmx mozo 3acrocysaums Jlipu® pariTHM XiHkam.

Jami mono exckpenil MATHKOMHY y pyAHE MONOKO Ta Horo mil ma mmim Bincyrsi. V mepiox
BariTHOCTI ab0 roMyBaHHA IPYIMIO Hpenapar IPH3HAYaiOTh JIMIITE TOMi, KONH OYiKyBaHa KOPHCTb Ui
MaTepi IepeBaKae MOTEHIIRAMY PH3HK LT VIO,

MeXaHi3MaMH.




Cnoci6 3acmocysanHA ma 003u.

PexoMeHI0BaHa 032 U1 JOPOCIHX CTaHOBUTE Bix 500 Mr o 2000 Mr Ha 106y (14 TabneTkn).

Jo3u npemapary Ta TepMiH JiKyBaHHS 3aI€XaTh Bil TSDKKOCTI ypaXKeHb MO3KY Ta BCTaHOBIIOKOTHCH
JiKapeM.

ITanienTy niTHROrO BiKy He HOTPEOYIOTH KOPHIYBAHHSA JTO3H.

Himu.

Hocein 3acTocyBaHHS Npenapary OiTSM 0OMeXeHHH.

Ilepeodosysanna.
Bunanxu repexo3yBaHHs HE OIACAHI.

Ilo6iuni pearuyil.

3 boxy yenmpanvHoi i nepugepuunoi Hepeoeoi cucmemu: CHIBHHE ToNoBHEE Oinb, BEPTHIO,
TaFOLMHAITIT,

3 boxy cepyeso-cydunnol cucmemu. apTepiaibHa rinepTeHsis, aprepialbya riIoTeHsis, TaxiKapus.

3 boxy ouxanvrol cucmemu: 3aTHIIKA.

3 boxy mpagnoi cucmemuy: HynoTa, OMIOBaHHA, Aiapes.

3 6oky imynHol cucmemu: aleprivydHi peakiii, y TOMY 4YHuCii: BHCHIAHHS, TillepeMis, eK3aHTeMa,
KpOIUB’ THKA, IyPILypa, cBepbiXk, aHri0HEBpOTHUHMI HaOpsK, aHadinaKTHIHKH LIOK.

3azaneni pearyii: 03100.

Tepmin npudamrocmi,

2 poxu.

He 3acTOCOBYBATH npemapar Iic/s 3aKiH9eH s TEPMIHY IPHAATHOCTI, BKA3aHOTO Ha yIIaKOBII.
Ymosn 30epiranns.

36epiraTu B OpUriHATBHIM yakoBLi npy Temneparypi He Bume 25 °C.

36epiraTe y HeZOCTYITHOMY UL JiTeH MicHi.

YnakoBka.
ITo 10 Tabnerox y Gxicrepi. ITo 3 6nicrepn B madii.

Kareropis Bignycky. 3a penenToM.

BupoGauK.
ITAT «Papmak».

Micne3Haxo KeHHSI BHPOOHHKA Ta HOTo axpeca MicUs NPOoBaIKeHHs i IHHOCTI.
VYxpaina, 04080, m. Kuis, Byn. ®@pysze, 74.

JaTa ocTaHHBOIO Iepersay. yjﬁ_ o7 22/ g i




3ATBEPUKEHO

Haxka3 MinicTepcTBa 0X0poHH
300poB'ss YKpaiHu
01.12.2016 Ne 1299
PeecTpaniiine mocBigueHHs
Ne UA/13370/03/01

3MIHU BHECEHO
Haka3z MinicrepcTBa 0XOpOHH

3popoB'a Ykpainm
O O . RO Mo AGL

3anBHUK, kpaina: I[IAT «®apmax», Ykpaina
Bupob6nuk, kpaina: ITIAT «®apmak», Ykpaina

3MIHUA

[0 IHCTPYKUIT AJIs1 MEAMYHOIO 32CTOCYBaHHA JiKapchKOro 3acoly

JIIPA®
(LIRA)

TabaeTkH, BKPHTI IJIIBKOBOIO 060/10HKO010, 10 S00 Mr
ITo 10 Tabaerox y GJicTepi
ITo 3 GaicTepn B ma4ni

Tlonepenns pefakiis

Hoga pegakuis

Poznin «Cknao:

dioua pevosuna: citicoline;

1 TabneTka MiCTHTh LMTHKOJIIHY HaTpiio 522,5 Mr
B nepepaxyeansi Ha 100 % cyxy pedoBuHY (10
ekBiBaneHTHO nutHKoIiHY 500,0 Mr);

O00NOMIdICHI PevoBUHU: LEJTH0I103a
MIKpOKpHCTATiYHa, KPeMHII0 JiOKCHI KOJIOITHHH
0e3BOINHMH, HATpil0  KpockapMmesno3a,  Ofis
PHLIHHOBA  TiNPOTeHi30BaHa, TalbK, MArHIIO
cTeapar;

nniexoea obononra: Opadry white II 85 F 18422

(TiOpOKCHIPOIi MMETHIILENION03a, THUTaHY

miokeun E 171, maxporon 8000); Opadry white

03 F 180011 (monipiHinoBMit CIMpPT, THTaHY

niokcun E 171, makporon 4000, Tanek).»

Posnin «Cknao:

ditoua pevosuna: citicoline;

1 TabneTka MICTHTH LMTHKONIHY HaTpito 522.5 Mr B
nepepaxyBauui Ha 100 % cyxy pedoBuHY (o
ekBiBasieHTHO HHTHKOMIIHY 500,0 Mr);

OonomincHi pevosuny: TET0N03a MIKPOKPHCTANIYHA,
KpPEMHIIO [iokcHA Konoinuui ©Ge3BomHMH, HATpIiHO
KpOCKapMelo3a, OJlisi pHIMHOBA TifpOreHi30BaHa,
TaJIbK, Martilo cTeapar;

nniekosa obononxa: Opadry white 03 F 180011

(riIpOKCHIIPOTIIIMETHIIIIEITION03a, THTaHy IIOKCHJ

E 171, wmakporon 8000); Opadry white II

85 F 18422 (moniBiHiNOBHI CHHPT, THTAHY HiOKCHA

E 171, makporox 4000, Tansk).»

KepiBHHK JenapTaMeHTy
peecTpauii Ta peryJsTopHUX BUMOT
INAT «®apmak»

PEECTPaLLiHOro J0CLE

Y3romkeHo 3 martepianamu




