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YACTHUHA V1. PE3IOME IIVIAHY YIIPABJIIHHA PUSUKAMUAU

Pe3ioMe miiaHy ynpapJ/iiHHSI pU3HKAMHU
JJIS1 JIIKAPCBHKOI0 3ac00y MiJ TOProBOK HAa3BOI0
HBIOPOIIEHTUH®
(cabanenmumn).

Ile pesrome miany ynpasiinas pusukamu (IIVP) ms mikapceekoro 3aco0y (JI3) Heloponentun®,
kancyuu Teepai mo 300 mr (HeroponenTun®).

VY ITYP mictutbes neranbHa iHoOpMallis nmpo BaxIMBI pu3uky JI3 Ta 3axoau moa0 iX MiHIMI3ZaIli.
Takosx HaJTaHO peKOMEHAIIIT II[0I0 OTPUMAHHS OUTBINOT KUTBKOCTI iH(OpMAIlii TPO PU3UKH Ta BiJICY THIO

inopmariro 3 6e3neku 3acrocyBanns JI3 Hoioponentun®.

®

B incTpykuii mist memumunoro 3actocyBaHHs (IM3) JI3 HhlopomeHTHH®™ MICTUTBCS HEOOX1THA

iHpOpMaIisg Ui MEIMYHUX MPAIiBHUKIB Ta MAILI€HTIB I[0JJ0 HOTO 3aCTOCYBaHHSI.

BaxxnuBi HOBI mpobnemu 3 6e3neku abo 3MiHU 0 YMHHHUX OyayTh BKJIIOUeHi B HOBI Bepcii [TYP
JI3 Heroponentun®.

I. JIKAPCHKHH 3ACIB TA JJISI YOT'O BIH 3ACTOCOBYETHCHI.

JI3 HBIODOHCHTI/IH® 3apeECTPOBAHUM JUIS 3aCTOCYBAHHSA 32 TAKUMH IOKAa3aHHAMU (cmuczlol):

— Eninencis.
—  Heiponamuunuii 6ine.

TpumiTka. 'TlosHa inpopMaris MicTuThes y unamii IM3 JI3 HbloponenTun®.

Binbiie indopmartii npo JI3 Hewoponentun® Mmictuthes B IM3, sKy MOXKHA 3HAiiTH Ha CalTi
«JlepaBHOTO peecTpy JIKAPChKUX 3aC001B YKpaiHm».

II. PU3UKU, TIOB’SA3AHI I3 3ACTOCYBAHHSAM JIIKAPCBKOI'O 3ACOBY, TA
3AXO0/IH 3 IX MIHIMI3AIIIl ABO IMTOJAJIBIIIOTO BUBYEHHS.

Huskue 3a3Haveni Baxiusi pusuku is JI3 HeroponenTun® ta 3axoau 3 ix MiHiMizarii.

3axomu 3 MiHiMizamii pusukis (3MP) it JI3 MoKyTh OVTH TAKUMU:

— iHdopmamis B IM3 (3acrepexeHHs, 3amoODKHI 3axoau, MOpPaaAMd IIOJO MPABUIHLHOTO
3aCTOCYBaHHsI TOIIO);

— 1HdopMarllis Ha ynakosui JI3;

— PO3MIip YIMaKOBKH, TOOTO KUIBKICTh JI3 B yImakoBIii;

— npaBoBui craryc Biamycky JI3: «3a perentom».

Pasom 111 3axoau cTaHOBISATH pymunni 3MP.

HonmatkoBo o nux pyruaHux 3MP GesnepepBHO BiOyBaeThes mpoiiec 300py, 0OpoOKH Ta aHATI3Y
iHpopmanii nmpo Bunaaku nodiyHux peaxuiit (I1P) B perynsapHo OHOBIIOBaHMX 3BiTax 3 O€3MEKH, 110 Ja€
MOXJIMBICTh 3[IACHUTH BIJIMOBIIHI HeraiHi 3axonu. LI 3axomu CTAHOBIATH pymuuH)y OisIbHICMb 3
Gapmaxonazisaoy.

Hetoponentun® Vkpaina 12.01.2026 3AT'AJIBHOAOCTYITHO Cropinka 1 i3 2




IIJIAH YITPABJIIHHS PUSUKAMMU

YACTHHA VI Bepcis 3.0 DLP: 30/09/2025

Gabapentin

ILA. TEPEJIK BAXKJIWUBUX PU3UKIB TA BIZICYTHBOI IHOOPMAIIII.

Baxiusi pusuku JI3 HoroponenTHH® — 1€ pU3UKH, JUIA SKUX HEOOXIIHI CrenianbHi 3aX01u 010
YOPaBIIHHSA HUMH 3 METOI TMOJAJBIIOTO BUBYEHHS ab0 MiHIMiZaIlli aisg Oe3rmeYyHoro 3acTOCYBaHHS
npemnapary. Baxiusi pu3uku MOXKyTh OyTH BiJHECEH1 10 KaTeropii i1eHTH(IKOBaHUX a00 MOTEHIIHUX.
loenmudpixosani puzuxu — 11e IpoOIEMU, IS AKUX HASIBHI JOCTATHI JOKA3| iX 3B’SI3KY 13 3aCTOCYBaHHSIM
rabanenTuny, airouoi pedosunu JI3 Heroponentun®. [Tomenyitini pusuxy — 1€ TpoOIEMH, IS SKHX
3B’SI30K 13 3aCTOCYBaHHSM rabarieHTUHY € MOXJIMBUM (Ha OCHOBI HasBHHUX JIaHWX), OHAK BiH IIE HE €
BCTAHOBJICHUM 1 MOTpeOy€e MONabIIOl OIHKHA. Biocymus inghopmayis — ne inpopmarist 3 6esnekn JI3,
sIKa Ha ChOTOJHI BIZICYTHSI, ajie Ky MOTPpiOHO 310paTu (HampHKiIaa, IpH JOBTOTPHUBAIOMY 3aCTOCYBaHHI
J3).

Tabmuusa.  Iepesiik BaxK/JIMBUX PU3HKIB Ta BiIcyTHBOI iH(popmarii.

Baxausi BincyThi.
inenTndikoBani puznku

Baxausi BincytHi.
NOTEeHUiiHI pU3UKHU

BincyTns BincytHs.
iHgopmanis

II.Lb. PE3IOME BAXJ/IMBUX PU3UKIB.

Iadopmartiss 3 Oesmeku 3actocyBanHs rabanenTuny B IM3  JI3 HplopomeHTHH® MNOBHICTIO
y3TOJKY€ETHCS 3 BIIMOBIAHUMHU JAHUMH B KOPOTKIiil XapakTepuctuui pedepentaoro JI3.

IL.LB. TILJIAH HICJTSPEECTPAIIMHOIO PO3BUTKY.

II.LB.1. JlocaigxkeHHs, siki € 3000B’sI3aHHAM 3asiBHUKA.

He 3acmocosno.

3asgBHMK He MaB 3000B’s3aHb [IOJ0 NpoBeaeHHs jgociuimkens JI3 HeropomeHTun® vy
MiCIAPEECTPALITHOMY TI€p10/i1 Ta HE TJIAHY€ iX TPOBOJUTH 32 BIACHOIO 1HIIIATHBOIO.

II.B.2. Inmi gocainzkeHHs B IJIaHI Mic/isipeecTPaliiiHOro po3BUTKY.

He 3acmocosro.

Hemae neobxigHocTi ipoBoauTH iHImi gocnimkents JI3 Horoponentun®.
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