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IHCTPYKUIA
AN MeAVYHOrO 3aCTOCYBaHHS Nikapcbkoro 3acoby

30HIK
(ZONIK®)

Cknad:

Oitoya peyoguHa: nperabaniH (pregabalin);

1 kancyna TBepaa MicTuTb Nperabanity 25 mrabo 50 mr;

00NOMIXHI PeY08UHU: KPOXMarb MpEeXenaTuHi30BaHWA, MarHito cteapar,
TBEpPAA XKenaTuHoBa kancyna (enaTiH, BoAa OuuLLeHa, TUTaHy Aiokeun
(E 171), HaTpito naypuncynbdar).

TNikapcbka chopma. Kancynu teepai.

OcHo8Hi ghizuko-XimidHi enacmusocmi:

kancynu TBepai no 25 Mr: TBepi XenaTuHoBi kancyny poamipom Ned 3
KOpMyCOM Ta KpuLLKOtO 6inoro konbopy, LU0 MICTATb NOPOLLOK BiA 6inoro 4o
Maiixe 6inoro konbopy;

kancynu TBepai no 50 mr: TBepai kenaTuHoBi kancynu posmipom Ned 3
KOpMyCOM Ta KpLLKOto 6inoro konbopy, LU0 MICTATL MOPOLLOK Bif 6inoro go
maiixe Binoro Konbopy.

®apmakoTepaneBTUYHa rpyna. MpoTveninenTuyHi 3acobu. IHLi
npoTueninenTuyHi 3acobu. MperabaniH. Kog ATX NO3A X16.

®apmakonoziyHi enacmusocmi.

®apmakoduHamika.

[itova pevoBuHa — nperabaniH, € aHanorom ramma-amiHoMacnsHoi KUCnoTy
[(S)-3-(amiHomeTWN)-5-meTURreKcaHoBa KUCTOTa).

MexaHiam Aii.
Mperabanin 3B'A3yeTbca 3 AgonomixHow cyboanuuyeto (a,~0 Binok)
noTeHLian3anexHnx KanbLieBnX kaHanis y LeHTparnbHiil HEPBOBIA CUCTEMI
(LHC).

KniHiyHa edhekTmBHICTb | Ge3neka.

- Heliponamuyruti 6irib.

MperabaniH edekTUBHUIA Y naLieHTIB i3 aiabeTnyHoW Heilponarieto,
NOCTrepneTUYHOI HEBpanrield Ta ypaxeHHAMU CMMHHOTO MO3KY.
EdbextuBHiCcTb npenapaty npw iHWWX BuWAax HerponatuyHoro Gomio He
BMBYaIM.

BcTaHoBneHo, wo npodini 6e3nekn Ta edekTUBHOCTI NiKyBaHHS
nperabaniHom npu TpuBanocTi A0 13 TWXKHIB 3 PEXWUMOM [03yBaHHS
npenaparty ABiyi Ha o6y Ta TpMBanicTio A0 8 TUXHIB 3 PEXMMOM [03YBaHHS
TpWyi Ha o6y NoAioHi.

Mpu 3acTocyBaHHi nperabaniHy Ans nikyBaHHS HeiponaTuyHoro 6onto
KypCOM [0 12 TWXHIB 3MEHLLEHHSI 600 NepudiepuyHOro Ta LEHTPanbHOro
NOXOZKEHHS CMOCTEpIranocs Micns nepworo TWxHa Ta 36epiranocs
MPOTSArOM YCbOro Nepioay NikyBaHHS.

— Eninencis.

[onatkoBe nikyBaHHg. [Npodini 6e3nekn Ta edekTuHOCTI nperabaniHy
Oynv nogibHi npy Npuitomi 12 TXHIB i3 peXUMOM A03yBaHHs fBidi abo Tpuui
Ha [06y. 3MeHLLEHHS 4acTOTV CYAOMHIX Hanagdis CnocTepiranocs Bxe Ha
NEPLLOMY TUXHI.

Hitn. EcbektuBHicTb Ta Geaneka nperabaniHy B IKOCTi JOMOMIXKHOrO 3acoby
npw eninencii Ans 4iten Bikom Ao 12 pokiB Ta A71s NiAniTKiB He BCTAHOBMEHI.
MoGiuni peakuii, Lo cnocTepiranucs y nawjeHTiB Bikom Big 3 MicsuiB 4o
16 pokiB, 3 napLjianbHUMK CyAOMHMM Hanagamu, 6ynu nogibHi 4o noGivHMX
peakuiin y gopocnvx. BctaHoBneHo, Lo nipekcis Ta iH(eKuii BepxHix
OVXanbHWX LWNSXIB Y AiTel BikoM Bi 3 MicALiB 4o 16 pokiB cnocTepiraloTbes
yacrille, HiX y [opocnvx nauieHTiB 3 eninencieto (ame. poaginu «Cnocib
3acTocyBaHHs Ta 403y, «MobiuHi peakyjii» Ta «PapmakokiHETHKaY).
MoHoTepanis (y nauieHTiB 3 yneplue AiarHOCTOBAHUM 3aXBOPKOBAHHAM).
Mperabanit i namoTpuaxwH Oynu ogHakoBo GeaneyHumn Ta gobpe
NepPEHOCUNUCS.

— [eHepanizosaHuli mpugoxHull poanad.

3MeHLLEeHHs CMMNTOMIB reHepanisoBaHoro TPMBOXHOTO po3nagy BiAnoBiAHO
10 wWkanu MaminbToHa Ans ouiHkn TpuoxHocTi (HAM-A) cnocTepiranocst
BXe Ha NepLLOMY TVXKHI 3aCTOCyBaHHs nperabanivy.

- Qibpomianeis.

[locnigxeHHs NPOAEMOHCTPYBaNN 3HWXEHHS 6oNko 3a BidyanbHOI
aHaroroBoto Lukanot. MokpalleHHs foaaTkoBo 6yno nMpoaeMOHCTPOBaHO
3a 3aranbHOI0 OLHKOI0 MauieHTa Ta 3a OMUTYBAHHAM LIOLO BMAMBY
chibpomianrii.

Hitn. Haityactiwummm noGivHumMm peakuisimm, siki cnocTepiranncs y KniHivHux
[OCHiLKeHHsX, Bynn 3anamopoyeHHst, Hy[oTa, rofoBHUA Ginb, 36iMbLIEHHS
macy Tina Ta CTOMMtoBaHiICTb. 3aranbHuii npodbinb 6e3nekw y nignitkis bys
nogibH1M A0 Takoro y LOpocnux i3 pibpomiantrieto.

GapmakoKiHemuka.

dapmakokiHeTUuHI Moka3HUKM nperabaniHy y piBHOBaXHOMYy CTaHi 6ynu
nogibHumMK y 380poBux A06POBOMBLIB, NALieHTIB 3 eninencieto, Ak
npuiManu npoTueninenTuyHi npenapati, Ta y NaLieHTiB 3 XPOHIYHUM
Bonem.

Abcopbuis.

MperabaniH LWBMAKO BCMOKTYETbCA MPU MPUIIOMI HaTle i Jocsrae
MakCUManbHWX KOHLEHTpaUii y nnasmi KpoBi npoTaroM 1 roguHn nicns
OAHOKpaTHOro abo 6aratokpaTHOro 3actocyBaHHs. Po3paxoBaHa
BiomocTynHicTb Nperabaniny npy nepopanbHOMY 3aCTOCYBaHHI CTAHOBUTb =
90 % i He 3anexuTb Big Ao3u. Npu bGaraTokpaTHOMY 3acTOCyBaHHi
piBHOBaXHWII CTaH gocsaraetbest vepes 24-48 roguH. LBmakicTb
BCMOKTYBaHHS niperabaniHy 3HKyeTbCs NPy OAHOYACHOMY MPUIOMI 3 DXeto,
WO NpU3BOAUTL [0 3MEHLEHHS MakcumanbHoi KoHueHTpauii (C,,.)
npubnn3Ho Ha 25-30 % i NoAoBXEHHS 3HaueHb t,,, NPMONN3HO A0 2,5 roanHM.
OpHak npuitom nperabaniHy 0fHOYACHO 3 iXet0 He MaB KMiHIYHO 3HaYyLLOro
BMIMBY Ha CTyniHb oro abcopbuyii.

Posnogin.

MperabaniH NpoHmMKae kpiab reMatoeHLedaniyHui 6ap'ep y MULEN, Lypis i
maBn. Byno BcTaHOBNEHO, Lo nperabaniH NpoHWKaE Kpisb NNaLeHTy y Lypis
i NIPOHMKAE y MOMOKO LLYpIB y Nepiog nakTauji. Y nioauHn 06'em posnogainy
nperaanity nicns nNepopanbHOro 3aCTOCyBaHHS CTAHOBWTb MpUBMN3HO
0,56 n/kr. Mperabani He 38'A3yeTbcs 3 Ginkamu NNasmu KpoBi.

MeTtaboniam.

Y niognHu nperabaniH 3asHae HesHayHoro meTaboniamy. licns BBeAEHHS
0031 MIYEHOro papdioakTUBHOW MiTkol nperabaniHy 6mm3bko 98 %
pagioaKkTUBHOI PEYOBMHM BMBOAMMOCA 3 CEYEH Yy BUIMSA4I HE3MIHEHOro
nperabaniny. Yactka N-meTunboBaHoi noxigHoi nperabaniHy — 0CHOBHOrO
MeTaboniTy npenaparty, Lo BuU3HavaBcs B cedi, — cTaHoBuna 0,9 % Big
BBefeHoi go3un. Mig vac moKniHiYHMX JocnimgkeHb He Bigbyeanocs
pauewmisalii S-eHaHTioMepa nperabaniHy B R-eHaHTiomep.

BuBenenHs.
Mperabaniy BUBOAMTLCS 3 CUCTEMHOTO KPOBOTOKY B HE3MiHEHOMY BUMMSLI,
nepeBaxHo Hupkamu. CepefHiit nepiog HaniBBuBeaeHHs nperabaniHy
CTaHoBUTb 6,3 roauHu. [na3moBuii Ta HUPKOBMA KNipeHc nperabaniny
npamMo NpOMNOpLUiHI A0 KNipeHCy KpeaTWHiHY (AMB. po3ain
«dapmakokiHeTHKka». HupkoBa HeJoCTaTHICTB).
MauieHTam 3 nopyLeHHsM yHKLii HUpoK abo naieHTam Ha remopianisi
HeobxiaHa kopekLis [o3u npenapaty (auB. po3ain «Cnoci6 3acTocyBaHHs Ta
031y, Tabnmus 1).
JliHiMHICTb/HENIHIAHICTb.
dapmakokiHeTuka nperabaniHy € MiHiHOW 515 BCbOro PEKOMEHA0BAHOMO
nianasoHy [03. BapiabenbHicTb hapmakokiHeTuku nperabaniHy cepep
navieHTiB € Hu3bkot (< 20 %). PapmakokiHeTuka npu GaraTokpaTHOMY
3acToCyBaHHi € nepenbavyBaHOK Ha MIACTaBi AaHWX, OTPUMAHWX Npw
3aCTOCYBaHHi OHOKPATHOI A03W. TaknM YMHOM, Hemae noTpebu y
MNaHOBOMY KOHTPOMi KOHLLEHTpaLii nperabaniy y nnasmi Kposi.
Crartb.
PesynbTatit KkniHiYHWX LOCMifXeHb CBiAYaTb MPO BiACYTHICTb KMiHIYHO
3HaYYLLIOrO BNAMBY CTaTi Ha KOHLIEHTpaLjii nperabaniy y nnasmi KpoBi.
HupkoBa HegocTaTHICT.
KnipeHc nperabaniHy npsiMo NponopLiiHWi [0 KipeHey KpeaTuHiHy. Kpim
Lboro, nperabaniH eqekTMBHO BMAANSETHCA 3 MNa3Mu 3a LOMNOMOroK
remogianiay (nicns 4 roanH remoAianiay KoHLeHTpaLlis nperabaniny y nnaami
KpOBi 3MeHLLyeTbCs NprbnnaHo Ha 50 %). Ockinbkv npenapat BUBOAUTLCS B
OCHOBHOMY HUpKaMmM, naLjieHTam 3 HUPKOBOK HEAOCTaTHICTIO HeobXiaHO
3MeHLyBaTK 403y npenapaty, a nicns remopianisy — 3acTocoByBaTh
[opaTkoBy 03y (AuB. po3gin «Cnocib 3acTocyBaHHs Ta 403uy, Tabnuus 1).
[leviHkOBa HEAOCTATHICTb.
CneujanbHux dapMakoKiHETUYHUX [OCTIZKEHb Y NALEHTIB i3 NeYiHKOBOI
HepocTaTHiCTIo He nposoaunu. Ockinbky nperabaniH He 3a3Hae 3HAYHOrO
MeTaboniamy Ta BUBOAUTLCSA 3 CEYElD NePeBaXHO Y HE3MIHEHOMY BUMNSLI,
TO ManonuMOoBIpPHO, LLO6 NOPYLLEHHS PYHKL|ii NEYiHKM Mano 3HaYyLLmil BNAMB
Ha KOHLieHTpaLito nperabaniHy y niasmi KpoBi.

imw.
®dapmakokiHeTuKy nperabaniHy BUB4anu 3 yyacTio fjitei 3 eninencieto. Micns
nepoparnbHOro 3acTocyBaHHs nperabaniHy AiTAM HaTLie Yac AOCArHEeHHs
MaKcUManbHOI KOHLeHTpaLli y nna3mi kposi cTaHoBuB BiA 0,5 roguHm oo
2 rOAVH Nicns NpuUitomy.
3HayenHs C_, i nnoLyi nig KpUBOK 3aneXHOCTi KOHLEHTpaii Big Yacy (AUC)
nperabaniHy 3pocTany NiHifHO 3i 36iNbLIeHHAM J03u. Y fiTel 3 Macoto Tina
po 30 kr 3HayeHHs AUC 6ynn Hwkuumn Ha 30 %, Wo 3ymMOBMEHO
30inblueHHsaM Ha 43 % KnipeHcy, CKOpUroBaHoro 3a Macolo Tifa, y Lux
nauieHTiB NOPIBHSHO 3 naLlieHTamu 3 Macoto Tina = 30 kr.
KiHueBuit nepiof HaniBBMBEAEHHS NperabaniHy CTaHOBMB Y CepeaHboMy
Bnn3bko 3-4 roguH y fiTel Bikom A0 6 pokiB Ta 4-6 roguH y Aitei Bikom Bif
7 pokiB.
BcraHoBneHo, Lo KMipeHC KkpeaTWHiHy GyB 3HauyLLol0 KoBapiaTow Ans
KnipeHcy nepopanbHoro nperabaniHy, a maca Tina Oyna 3HauyLot
KoBapiaToro Ans ysBHOro 06'eMy po3noAiny nepopansHoro nperabaniy, i
Liev 3B'A30k ByB aHanorivH1M y AiTed i LOPOCHMX NaLieHTiB.
®apmakokiHeTuky nperabaniHy y nauieHTiB BikOM MeHLwe 3 MmicsuiB He
BMBYanM (auB. po3gin «[itny, «MobiuHi peakyjiy Ta «PapmakogHamikay).
MaLieHT! NITHLOrO BIKY.
KnipeHc nperabaniHy mae TeHAEHUi JO 3MeHLIEHHs 3 Bikom. Take
3MeHLUEHHS KnipeHcy nperabaniHy npu 1oro 3acTocyBaHHi NepopanbHo
Y3rOAXY€ETbCA 3i 3MEHLUEHHAM KMipeHCy KpeaTuHiHy, NOoB'A3aHuM 3i
30inbLueHHsM BiKy. MaLieHTam 3 NopyLLEHHSM YHKLT HUPOK, NOB'A3aHUM i3
BikoM, MOXe noTpebyBaTucs 3MeHLLEHHS A03v nperabaniHy (ane. posgin
«Cnoci6 3acTocyBaHHs Tao3ny, Tabnuusa 1).

l'onyBaHHA rpyaaw.

lonyBaHHs rpyadto He BnnuBano abo Mano HesHayHWi BMAWB Ha
thapmakokiHeTuKy nperabaniy npu Horo 3actocyBaHHi y 403i 150 Mr KoXHi
12 roguH (no6osa gosa 300 mr). MperabaniH NpoHWKae y rpyaHe MOMOKO,
Mpu LbOMY MO0 CepefHi KOHLEHTpaLjii y piBHOBaXHOMY CTaHi CTaHOBMIN
Bnm3bko 76 % Bia KOHLEHTpaLil y nna3smi kposi MaTepi. Po3paxoBaHa [o3a,
sIKy OTPUMYE HEMOBIIS! 3 TPYLHUM MOMOKOM (Npy CEPEAHbOMY CMOXMBaHHI
monoka 150 mn/kr/moby) Big iHku, sika npuitmae nperabaniH y Ao3i
300 mr/goby abo y makcumanbHiin fosi 600 mr/poby, craHosuTtb 0,31 abo
0,62 mr/kr/go6y BignosigHo. Lli po3paxoBaHi o311 CTaHOBNATb NpUBAN3HO
7 % Big 3aranbHoi JOBOBOI J03K y MaTepi y nepepaxyBaHHi Ha Mr/Kr.

KniHiuHi xapaktepucTukm.

IMoka3aHHsi.

HeliponamuyHudi 6inb.

MpenapaT 30Hik nokasaHui ANS nikyBaHHS HedponatuyHoro 6onio
nepucepuyHOro abo LIEHTPaNbHOTO MOXOAKEHHS Y AOPOCINX.

Eninencis.

Mpenapat 3oHik nokasaHWil JOPOCAUM K AOAATKOBE NiKyBaHHSA Mpu
napLianbH1X CyA0MHIUX Hanagax i3 BTOPUHHOL reHepanisaLlieto abo 6e3 Hei.
eHepanizosaHul mpugoxHuUl po3nad.

Mpenapat 30Hik NokasaHuit Ans nikyBaHHS reHeparniaoBaHOro TPUBOXHOTO
poanagy y [OPOCNX.

®ibpomianais.

«AINOZ

3ATBEPOXEHO
Hakas MinictepcTBa oxopoHu
300poB'a YkpaiHn
07.07.2022 Ne 1180
PeecTpauiiiHe nocBigyeHHs
Ne UA/19526/01/01
Ne UA/19526/01/02

3MIHW BHECEHO
Haka3 MinicTepcTBa 0XOpoHU

300poB'a YkpaiHn

03.08.2023 Ne 1397

lpomunoka3aHHsi.
linepuyTnueicTb A0 Aitoyoi peyvoBuHW abo [0 Oyab-sKoi 3 AOMOMIXHMX
PEYOBWH, 3a3Ha4eHmX y po3gini «Cknagy.

B3aemodis 3 iHwumu nikapcbKumu 3acobamu ma iHwi eudu e3aemo0itl.
Ockinbku nperabaniH eKCKPeTYETLCS NEPEBAXHO B HE3MIHEHOMY BUMMSL 3
cevelo, 3a3Hae He3HayHoro Metaboniamy B opraHiaMi ntoanHm (< 2 % poan
BMAINAETLCS i3 Ceyeto y BUrNsAi MeTaboniTis), He iHribye meTaboniam iHLwmx
npenapartis in vitro i He 3B'A3yeTbcs 3 Ginkamu nnasmu KpoBi, TO
ManoiMoBipHO, WO nperabaniH MOXe CMPUYMHATI hapMaKOKIHETUYHY
B3aemogito abo byTn 06'ekToM Takoi B3aemogii.

LocnidxeHHs in vivo ma nonynauitHut hapMakoKiHemu4yHUU aHari3.

Y ROCRigXeHHAX in vivo He cnocTepiranu 3Hauywoi KniHiYHoi
apmakokiHeTM4HOT B3aemogii Mix nperabaniHom i deHiToiHOM,
kapbamaseniHoM, BanbnNpo€EBO0 KUCNOTOK, NaMOTPULKUHOM,
rabaneHTHOM, fTopasenamom, OKCUKOAOHOM abo eTaHoroM. MonynsayinHui
(hapmakoKiHeTMYHMI aHani3 nokasas, IO nepopanbHi NpoTugiabeTnyHi
3acobu, AiypeTukw, iHcyniH, peHobapbiTtan, TiarabiH Ta Tonipamart He MalTb
KNiHIYHO 3HaYYLLOro BNAMBY Ha KNipeHc nperabanixy.

[lepopanbHi KOHmMpauenmueu, HopemucmepoH ma (abo)
emuninecmpadios.

OpgHovyacHe 3acTocyBaHHs nperabaniHy 3 nepopanbHUMK
KOHTpaLenTMBamn, HOpeTUCTEPOHOM Ta (abo) eTwHinecTpagionom He
BNAMBae Ha (hapMaKkOKiHETUKY PIBHOBAXHOTO CTaHy XOAHOTO 3 LuX
nikapcbkux 3acobiB.

Jlikapcbki3acobu, wio snusaroms Ha LIHC.

Mperabani Moxe NOCUNUTK fjto eTaHony Ta nopasenamy. Mosigomnsnm
NP0 BUHVKHEHHSI AUXaNbHOI HEJOCTATHOCTI Ta KOMY | NeTanbHOro Hacniaky y
nawjieHTis, siki npuimany nperabaniv pasom 3 onioigamu Ta/abo iHWMMM
nikapcbkumn 3acobamu, Wo npurHivyoTe dyHkuito LIHC. Mperabanin,
iMOBIPHO, MOCUITIOE NOPYLLEHHS KOTHITUBHIX Ta OCHOBHMWX PYXOBUX (PYHKLM,
CNPUYMHEHMX 3aCTOCYBAHHSIM OKCUKOZOHY.

B3aemodii'y nauieHmie nimHb020 8iky.

CneujianbHunx AocnifxeHb (apMakoAMHaMiYHOi B3aeMogii 3 yyacTio
0o6poBonbLiB NiITHLOrO BiKy He MpoBoaAwnW. [ocnimkeHHs B3aemogii
nikapcbkux 3acobiB NPOBOAMMN NILLE Y AOPOCAUX NALYEHTIB.

Ocobsiugocmi3acmocyeaHHst.

[Nauienmu 3 uykposum diabemom.

BignoBigHO [0 YMHHOI KMIHIYHOT NpaKTUKW, AesKi nalieHTV 3 LyKpOoBUM
niabeTom, Maca Tina skux 3binblumnacs nig vac Tepanii nperabarniHom,
MOXYTb NOTPebyBaTW KOpPeKUii 4031 LyKPO3HWXKYBambHUX NiKapCbKuX
3acobis.

Peakuii 2inep4ymiugocmi.

[MoBigomMnNsanM nNpo po3BMTOK peakwiin rinepyyTnuBOCTI, BKMOYaYM
aHTiOHEBPOTUYHMI Habpak. Mpn BUHMKHEHHI Takux CUMNTOMIB
aHriOHEBPOTUYHOTO HabPSKY sk HABPsik 06nMyYs, NepiopanbHUi Habpsik abo
HabpsK BepxHix OMXamnbHWX LWNAXiB 3aCTOCyBaHHA mperabanivy cnig
HeranHo NPUMUHATA.

TsKKi WKipHI n06IYHI peakuil

Y 3B'A3KY 3 NikyBaHHSM nperabaniHoM pifko NOBIAOMMSANN NPO TSHKKi LUKIPHI
nobiyHi peakyii, Bknoyaoum cuHgpom CriseHca-[hkoHcoHa (CCH) Ta
TOKCUKO-eniaepmanbHuin Hekponia (TEH), ski moxyTb ByTi Hebesneyrumm
AN XuTTs abo mMaTu neTtanbHUi Hacnigok. Mg Yac npusHayeHHs
nikapcbkoro 3acoby 30HiK MavieHTam cnig noBifOMWTM MPO 03HaKM Ta
CUMMTOMM Ta YBaXHO CTEXMUTY 3a LKIPHAMM peakuisimm. FKLLO 3'SBNSoTbCs
03HaKM Ta CUMMTOMM, LU0 BKa3yloTb Ha Lii peakwii, cnig HeranHo BigMIHUTH
3acTocyBaHHs nperabaniHy Ta po3rnsaHyTW anbTepHaTUBHE MikyBaHHS (y
pasi HeobXigHOCTi).

3anamopoyeHHs, coHnusicms, empama ceidomMocmi, cnaymaHicms
cgi0omMOocmi ma NopyweHHs NCUXIKU.

3acrtocyBaHHs nperabaniHy CynpoBOLXXYBAnOCs MOSIBOIO 3anamMOpOYeHHst
Ta COHMMBOCTI, WO MOXE 3BiMbLUMTU PU3MK BUHUKHEHHS! TpaBMaTU4HUX
BUNaaKiB (NagiHHsa) y nalieHTiB NiTHLOro Biky. TakoX MOBIZOMMSAM NPO
BWNaAKM BTPATU CBIAOMOCTI, CNMyTaHOCTI CBIZOMOCTI Ta MOPYLUEHHS
ncuxiku. Y 38'si3Ky 3 LM navieHTam cnif pekoMeHayBaTu 6yTv o6epexHumu,
MOKY IM HE CTaHyTb BiOMi MOXTMBI epeKTH LibOro Nikapcbkoro 3acoy.
Posnadu 3opy.

MMig yac KOHTPONbOBAHWX AOCRIAXKEHb HeuiTKICTb 30py 4YacTiwe
cnocTepiranacs y naujieHTiB, ski npuiMany nperabanid, HixX y navLjiexTis, siki
oTpuMyBanu nnauebo. Y 6inbIOCTi BMNAZKIB Le SBULE 3HUKano npu
NPOLOBXeHHI Tepanii. Y Xoai KNiHiYHWX [OCTiZKEHb, B SKMX MPOBOAUIN
ohTanbMonoriyHe 0BCTEXEHHS, YacToTa BUNAAKIB MOTPLUEHHS rOCTPOTH
30py Ta 3MiHM nons 3opy Gyna BWLLOK Y NaujeHTiB, siki 3aCTOCOBYBaNM
nperabanid, nNopiBHAHO 3 nalieHTamu 3 rpynu nnayebo; yactoTa
BMHVMKHEHHS! 3MiH Ha 04HOMY AHi Gyna BULLOK y NaLienTiB i3 rpynu nnaveto
(am.. po3gin «dapmakoaHamikay).

Takox nosigomnsnv npo noGiuHi peakLii 3 60Ky opraHis 30py, BKIOYaK04H
BTpaTy 30pY, HEUITKICTb 30py abo iHLLi 3MiHW rocTpoTH 30py, 6arato 3 skux
Oy TumyacoBumm. [licns NpUNUHEHHS 3aCTOCYBaHHS nperabaniHy Ui
cuMNTOMM 3 6OKY OpraHiB 30py MOXYTb 3HUKHYTW 260 3MEHLLNTUCS.

Hupkosa HedocmamHicme.

MoBigomnsAnM Npo BUNAZKM PO3BUTKY HUPKOBOI HEAOCTATHOCTI, sika iHOA
Byna 060pOTHOO MICIS NPUNMHEHHS 3aCTOCYBaHHS NperadaniHy.

BidmiHa cynymHix npomuenifienmuyHux npenapamis.

Hapasi HegoCTaTHbO [JaHWX WOJO TOrO, YA MOXHA BIAMIHATA CynyTHI
npoTMeninenTUYHi npenapatv nicns TOro, SK y pesynbTaTi A0AaBaHHS
nperabanity fo Tepanii Byge [OCATHYTO KOHTPOMKO 3a Cygomamu, o6
nepenT Ha MOHOTepanito nperabaniHom.

3acmitiHa cepuesa HedocmamHicmb.

lMoBigomnsny Npo 3acTiiiHy cepLeBy HEAOCTATHICTb Y AESAKUX NALiEHTIB, ki
npuitmanu nperabanid. Taka peakLis cnoctepiranacs 3aebinbLuoro nig vac
nikyBaHHs nperabaniHoM HeliponaTyHoro 60k Y NaLieHTiB NiTHLOTO BiKy 3
yXe ICHYIOYNMN CepLEeBO-CyAUHHAMM NOPYLUEHHAMU. Takum nauieHTam
nperabanid cnig 3actocoByBaTtu 3 obepexHicTio. pn NpUNMHEHHI
3aCTOCYBaHHs nperabarniHy Lie SBULLE MOXE 3HUKHYTH.

JlikysaHHs Heljponamu4Ho20 607110 UeHMPaIbHO20 NOX0OXEHHS BHACTIOOK
YD@XEHHS CNUHHO20 MO3KY.

Mig yac nikyBaHHs HeMponaTYHOro BOMI0 LIEHTPAnbHOTO MOXOKEHHS,
CMPUYMHEHOTO YPaXEHHSM CMUHHOrO MO3Ky, 36inbluyBanacs vactorta
no6ivHNX peakwin y Linomy, a Takox nobiuHnx peakLii 3 6oKy LieHTpanbHOI
HepBOBOI cucTeMn Ta 0cobnneo coHnmeocTi. Lle moxe GyTu no'aaHo 3
a[MTUBHOIO [liet0 CYNyTHIX Nikapcbkux 3acobiB (HANpUKNaz aHTUCACTUYHNX
npenaparis), HeobXigHNX Ans NikyBaHHs Lboro cTaHy. Lito obctasuHy cnip
BpaTin 8o yBaru, npuaHavatoun nperabanit npy Takomy CTaHi.

[pueHideHHs duxaHHs

MoBiZOMASANKM NPO TSHKKE NPUTHIYEHHS [NXaHHS Y 3B'A3KY 3 3aCTOCYBaHHSIM
nperabaniHy. MauieHT 3 NopyLIeHHAM (YHKLT AnxaHHs, pecripaTopHUMK
3aXBOPIOBAHHAMN abo HEBPOMOriYHMMU 3aXBOPIOBAHHSMM, HUPKOBOK
HELOCTaTHICTHO, OAHOYACHUM BXMBaHHAM 3acobiB, Lo npurHivytoTs LIHC, Ta
navLieHTV NITHLOTO BiKy MOXYTb MATH BiNbLUNI PU3VK BUHWUKHEHHS! L€l TKKOT
no6ivHoi peakuji. [ins Takux nauieHTiB MOXe 3HafobMTUCS KOpUryBaHHS
1031 (ave. poagin «Cnoci6 3acTocyBaHHs Ta 403W).

CyiyudansHuli pusuk

MoBigomnsnyM npo BUNaaku cyiumaanbHUX LyMoK/NoBeiHKW/LiA Y naLlieHTiB,
Ak oTpuMyBanu Tepanito npoTueninenTUYHMMKU npenapatamun (y T. 4.
nperabaniHom) 3a AesKUMM NoKasaHHAMM (auB. po3gin «[oBiuHi peakLiin).
3a pesynbTatamu MeTaaHanisy faHux, OTPUMaHNX Y Xozi paHLoMi30BaHMX
nnate6o-KoHTPONbOBaHNX AOCHiMpKEHb MPOTUENINeNnTUYHUX Npenaparis,
TaKoX crocTepiranocs HeBenuke MIABULEHHS! CYiLMOANbHOTO PU3NKY.
MexaHiaM BUHUKHEHHS LibOrO PU3UKY HEBIAOMUIA. Y MOCTMApPKETUHIOBOMY
nepiogi y naujeHTis, ski oTpumyBanu nperabaniH, cnocTepiranics BUNaaku
cyiumpansHux Aymok/noBegdiHku (ouB. po3gin «[IMobiuHi peakuiin).
EnigemionoriyHe gocnigXeHHs 3 BUKOPUCTAHHAM AnU3anHy
CaMOKOHTPOMbOBAHOIO JOCIMKEHHS (MOPIBHSHHA MEpIoAiB MikyBaHHS 3
nepiogamu 6e3 nikyBaHHsi B OKPEMOI NIOAWHM) NPOAEMOHCTPYBanNo
MIABULLEHUA PU3NK HOBWX MPOSBIB CyiLMAanbHOI NOBELHKA Ta CMEPTI
BHacnigok camorybeTsa y navieHTiB npy npuinomi nperabanivy.

Y 3B'3ky 3 UMM HeoOXiAHO peTenbHO crocTepiraTt 3a nauieHTamu Ans
BWSIBNEHHS O03HaK CYiLMAanbHWUX OyMOK/MOBEAIHKW/AIN Ta PO3rnsHYTH
[OUINBHICTb NPWU3HAYEHHs BIAMOBIAHOMO NMiKyBaHHS. Y pasi nosiBi Takux
03HaK navjieHTu (Ta 0cobu, ki JOrNAAATb 32 HUMM) NOBUHHI 3BEPHYTHCA 38
MeauyHolo Aonomoroto. Crig po3rnaHyTU MOXNMBICTb NPUNUHEHHS
nikyBaHHs nperabaniHom y pasi cyiLmaansH1X yMok/NOBEAIHKY.
[NozipweHHs hyHKUiT HUXHIX 8id0inig WinyHKOB8O-KUWKOBO20 MpaKmy.

Micns Buxody nNpenaparty Ha PUHOK MOBIAOMIIANV NPO ABWLLA, NOB'A3aHI 3
noripLIeHHAM dyHKLT HYXHIX BiAAINIB LUMYHKOBO-KWLLKOBOIO TPAKTY (Taki Sk
HEeNPOXIAHICTb KMLLEYHWKY, NapaniThyHa HeNpOXIQHICTb KULLIEYHWKY, 3anop),
npu 3acToCyBaHHi nperabaniHy pa3oM 3 fikapcbkumi 3acobamu, Lo MOXyTb
CMPUYMHUTK 3anop, Hanpuknag onioigHWMKU aHanbretukamu. lpu
OfHOYacHOMY 3acTocyBaHHi nperabaniHy Ta omioiais cnig BXuTK 3axopis
ansi npodinakTkv 3anopis (0co6MBO Y XiHOK Ta NALEHTIB NITHLOTO BiKY).
OJHoYacHe 3acmocysaHHs 3 onioidamu

PekomeHayeTbcs 3 0DepexHiCTI0O npuaHayaTi nperabaniH ofHOYacHoO 3
onioigamn yepe3 puank npurkiveHHs LIHC (awB. posgin «B3aemogis 3
iHWKUMK nikapcbknmu 3acobamu Ta iHWi BMAM B3aeModiny). Y
PeTpOCNEKTUBHOMY AOCHILKEHHI BYNo NPOAEMOHCTPOBAHO, WO NaLlieHTw,
ki npyuiiManu nperadanii ogHo4acHo 3 onioigamu, Man NiABULLEHWIA PUKK
neTanbHOCTI, NOB'A3aHOI 3 Onioigamm, NOPIBHSHO i3 3aCTOCYBaHHSAM OMioiaiB
OKpeMmo (ckopuroBaHe cnisBigHoWeHHs waHcis [aOR], 1,68 [95 % [I,
1,19-2,36]). Len nigsuwiennn pusuk Byno 3acikcoBaHO npu npuitoMi
HW3bkux 03 nperabanity (< 300 mr, aOR 1,52 [95 % [I, 1,04-2,22)), i
cnocTepiranacs TeHgeHLis 10 GinbLU BIMCOKOTO pyaunKy Npy NPUIAOMi BUCOKNX
po3 nperabaniny (> 300 mr, aOR 2,51 [95 % [l 1,24-5,06]).
HenpasuribHe 3acmocysaHHs, 3/108)uaHHs ab0 3aIeXHICMb.

MperabaniH Moxe BUKNMKATK MiKapCbKy 3aMEXHICTb, sika MOXE BUHMKATH
npu 3acToCyBaHHi TepaneBTUYHUX [03. [losigomMnanu npo BuNagkw
3M10BXMBAHHA Ta HEMpaBMIIbHOTO 3acCTOCyBaHHS. [lalieHTu 3i
3I0BXKVNBAHHAM PI3HAMM PEYOBMHAMU B aHaMHe3i MOXYTb MaTi BUMLLMIA
PU3NK HEenpaBUMbHOMO 3aCTOCYBaHHS, 3MOBXMBAHHSA Ta 3anexHOCTi npu
3acTocyBaHHi nmperabaniHy, ToMy LeW nikapcbkuit 3acid y Hux cnig
3acTocoByBaT 3 0bepexHicTio. Mepen npuaHayeHHsM nperabaniHy cnig
peTenbHO OLIHNTM PU3IK HENPaBUMBHOMO 3aCTOCYBaHHS, 3NOBXVBaHHS abo
3aMexXHOCTI.

MauieHTn, siki OTPUMYIOTL NikyBaHHs nperabaniHom, noBuHHI nepebyBaTty
niA HarnsaoM N8 BUSBNEHHS CUMMTOMIB HEMPaBUIbHOTO 3aCTOCYBaHHS,
3MOBXMBaHHS ab0 3anexHOCTi, Takux SK PO3BUTOK TOMEPaHTHOCTI,
niABULLEHHS [03W Ta NosiBa NOBEAiHKM, CMPSMOBAHOI Ha OTPUMaHHS
nikapcbkoro 3acoby.

Cumnmomu 8iOMiHU.

Micns npunuHEHHs KOPOTKOCTPOKOBOI abo TpuBanoi Tepanii nperabaniHom
cnocTepiranica CUMNTOMM BigMiHW npenapaty. [osigomnsanu npo Taki
cumnTomm: 6€3COHHS, ronoBHWA Ginb, HyAOTa, TPUBOXHICTb, Aiapes,
rpunonogibHMiA CUHOPOM, HEPBO3HICTb, Aenpecis, Binb, CyAoMy, rinepriapo3
i 3anaMopoyeHHs. BUHWKHEHHS CMMNTOMIB BIgMIHW MiCNS NPUNWUHEHHS
npuitomy nperabarniHy MOXe CBiAYMTM NPO NikapCbKy 3anexHicTb (auB.
po3ain «[Mobiuni peakwiji»). Lo iHhopmaLio cnig nosigoMuT nauieHTy
nepes noyaTtkom Tepanii.Akwo nperabaniH HeobxigHO BigMIHUTH,
PEKOMEHIYeTCS POBUTK Lie MOCTYNOBO NMPOTSATOM LUOHANMEHLUE 1 TUXKHS
He3anexHo Bifl NokasaHb (AvB. po3ain «Cnocib 3acTocyBaHHs Ta JO3un).
Cynomu, 30Kpema eninenTiyHmiA CTaTyc Ta BenvKi CyAOMHI Hanaau, MOXyTb
BUHUKaTW Nig Yac Tepanii nperabaniHom abo HeBAOBS3i NICNS 10ro BiAMiHW.
[aHi wopno BigMiHM nperabaniHy nicns TPUBaNOro 3acToCcyBaHHs BKa3ylTh
Ha Te, WO YacToTa BUHUKHEHHS Ta CTYMiHb TSHKKOCTI CUMNTOMIB BiAMIHM
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MO3YTb 3arnexatv Big 03N,

EHuecpanonamis.

[Nosigomnsanu Npo BUNagku eHuedanonarii, WO BUHMKANM NepeBaxHO Y
nauieHTiB i3 CynyTHIMW 3aXBOPIOBAHHAMM, WO MOXYTb CMPOBOKYBaTH
eHuedanonarit.

KiHK1 penpoayKTUBHOTO Biky/KOHTpaLenLs.

3acTocyBaHHs nperabaniHy NpOTAroM NepLLOro TPUMECTPY BariTHOCTI MOXe
BUKNUKATV CEPNO3HI BPOMXeHi Baayu po3suTky (BBP) y MaitbyTHbOI anTHHN.
[Mpenapat 30Hik He Cif 3aCTOCOBYBATM Y NEPIOA BariTHOCTI OKPIM BUNaAKIB,
KonM KOpUCTb NSt MaTepi sIBHO NEPEBULLYE MOXMMBIA PU3MK ANs MNoga.
JKiHKM penpoayKTUBHOTO Biky MPOTAroM nikyBaHHsi nperabaniHom NoBuHHi
BUKOPUCTOBYBATK eeKTMBHI 3acobu KOHTpauenuii (auns. po3ain
«3acTtocyBaHHst y nepiof BariTHOCTi ab0 rofyBaHHs rpyaato»).

[lonomiXHi pe4oBMHM

[aHuit nikapcbkuin 3acib MiCTUTb MeHLWe 1 MMOnb HaTpilo Ha Ao3y
npenaparty, T06T0 NPaKTUYHO BiNbHWIA Bif HATItO.

3acmocysaHHs y nepiod eacimHocmi abo 200yeaHHs 2pydoio.

KiHK1 penpoayKTUBHOTO Biky/KOHTpaLenLs.

JKiHKI penpoayKTUBHOTO BiKy MOBWHHI BIUKOPUCTOBYBATH EEKTUBHI 3aC06M
KOHTpavenji.

BarithicTb.

Y xogi pocnimkeHb Ha TBapuHax 6yno NPOAEMOHCTPOBAHO PEMPOAYKTUBHY
TOKCKYHICTb. [oka3aHo, Lo nperabani NpoHWKae Yepes NnaLleHTy Y LLypiB.
[MperabaniH Moxe NPOHNKaTK Yepes NNaLeHTy MoANHA.

CepitoaHi BpoKeHi Baav po3suTky (BBP)

[aHi ckaHanHaBCHKOro 0BCepBaLlitHOro AOCHIMKEHHS 3a yyacTi BinbLu Hix
2700 BariTHUX XiHOK, iKi 3aCTOCOBYBan nperabaniy y nepLIomy TPUMECT,
npoAeMOHCTpYBanu Binbluy nolwmMpeHicTb cepito3Hux BBP cepen aiteit
(xmBMX abo MepTBOHAPOXEHUX), SIKi 3a3HanM BHYTPILIHBLOYTPOBHOrO
BNNMBY nperabaniy NopiBHAHO 3 NOMynsLieto AiTeN, Ski Takoro BNNNBY He
manu (5,9% npoTn4,1%).

Pusuk possutky cepiosHux BBP cepepn piTen, aki 3asHanm
BHYTPILUHbOYTPOBHOrO BNAMBY nperabaniHy y nepliomy TpUMECTpi
BariTHoOCTi OyB AELIO BULYWM MOPIBHSHO 3 NONYnsLiel0 AiTen, ski Takoro
BNMBY He Man (kopuroBaHuil koediLieHT nowwmpeHocTi Ta 95% [oBipyni
intepsan: 1,14 (0,96-1,35)), Ta nopiBHsHO 3 NONynsLieto, sika 3a3Hana Bnnms
namotpumxury (1,29 (1,01-1,65)) abo aynokcetuny (1,39 (1,07-1,82)).
Axaniz cneumdikn BBP npogemoHCTpyBaB 6inblu BUCOKMA PU3NK LLOAO
opodacyjianbHNX He3poLLEHb Ta AeEKTIB 04el, HePBOBOI UM CEHO-CTaTEBOT
CUCTEMM, asne NoKkasHNKY ByNN HEBENMKUMW, @ OLLIHK HETOYHUMM.

lpenapaT 30Hik He cnig 3aCTOCOBYBATM Y Nepiog BariTHOCTi 6e3 HaranbHol
noTpedm (Konu KOpUCTb ANt MaTepi ABHO NEPEBULLYE MOXNMBMIA PU3MK ANS
nnoaa).

lonyBauHa rpyaaio.

[MperabaniH NpoHWKae y rpyaHe Momoko MoanHu Bnnue nperabaniHy Ha
HOBOHAPOMKEHNX/HEMOBNAT HEBIZOMMA. HeobXiaHO NPUIAHATY pilLeHHs MPo
NPUNUHEHHS TPYAHOTO BUrOAOBYBAHHS UM BigMiHy Tepanii nperabaniHom,
Gepyun O yBaru KOpWUCTb rOfyBaHHS rPYAAI0 ANS AUTUHM Ta KOpUCTb
NiKyBaHHA ANS KIHKA.

DepTunbHICTD.

KniHiuHi aaHi wopo Bnnmsy nperabanivy Ha hepTUNbHICTb XIHOK BiCY THI.
Mig vac kniHiYHOTO AOCMiMKeHHs BNNMBY nperabaniHy Ha pyxnuBicTb
cnepmaTo3oifiB 340poBi 4OOPOBOMbL YOMOBIYOI CTaTi 3acTOCOBYBaNM
nperabaniH y 1o3i 600 mr/go6y. Micns 3aactocyBaHHs npenapaty NpoTsarom 3
MICAIL|iB )XOAHOTO BMNAMBY Ha PYXMMBICTb CNEPMaTO30iziB HEe BUSBINEHO.

Y xofi AocnigxeHHs (epTUrbHOCTI Y camulb LUypiB crnocTepiraBcs
HebaxaHuin BNNVB Ha penpoayKTWBHY (yHKLit0. Y Xofi JOCTiZXeHHS
(hepTUNbHOCTI Yy camLiB LWypiB crnocTepiraBcs HebaxaHui BNAMB Ha
penpoaykTBHY (YHKLi0 Ta po3BUTOK. KniHiYHa 3HavywicTb LnxX
pesynbTaris HeBijoma.

30amHicmb ennueamu Ha weudkicmb peakyil npu KepysaHHi
asmompaHcnopmom abo iHWUMU MexaHi3Mamu.

[MperabaniH Moxe He3HauYHo abo NOMIPHOK MIPOKD BNNIMBATY Ha 30ATHICTb
KepyBaTi TPAHCMOPTHUMK 3acobami Ta NpaLtoBaTy 3 iHLLNMK MeXaHi3Mamu.
[MperabaniH MoXe CIPUYMHATYI 3aNaMOPOYEHHS | COHIMBICTb, | TAKMM YUHOM
BNNMBATY Ha 34aTHICTb KEPYBaTI TPAHCTOPTHUMM 3acobamm Ta npaLoBaTht
3 iHWKYMN MexaHi3mamu. Y 3B'A3Ky 3 LM naLlieHTam Crif pekoMeHgyBaTy
YTPUMYBATUCA Bif, KEPyBaHHs TPaHCMOPTHUMK 3acobamu, Bif poboTh 3i
CKIa[HO TEXHIKOHO Ta Bif iHLLIOT NOTEHLiHO HeGe3neyHoi AisnbHOCTI, MoK
He CTaHe BifOMO, Yy BNNMBAE Lieit nikapcbkuii 3acib Ha iXHI0 3aaTHICTb 4o
TaKoi AifnbHOCTI.

Cnoci6 3acmocyeaHHsi ma do3u.

Cnocib 3acmocyBaHHsl.

[Mpenapat 30Hik NpUIAMaTh He3anexHo Big NPUAOMY ixXi.

[aHnin nikapcbkuid 3acib nNpUsHaveHWidt BUHATKOBO [Nt NEpopanbHOro
3aCTOCYBaHHS.

[Losu.

[iana3oH 03 npenapaty Moxe 3miHtoBaTucs y Mexax 150-600 mr Ha [oby.
[obosy po3y posnoginaT Ha 2 abo 3 npuiomu.

Heiiponatnynmii 6inb.

Tepanito nperabaniHom MoxHa po3noyatn 3 go3n 150 mr Ha pody,
po3anogineHoi Ha 2 abo 3 npuitomu. 3anexHo Big iHAMBILyanbHOI BignoBigi Ta
nepeHOCUMOCTi NpenapaTy 403y MoxHa 36inbLwmnTi 4o 300 Mr Ha foby Yepes
3-7 pHiB, a y pasi HeobXigHOCTI — 40 MakcumanbHoi o3 600 Mr Ha foby we
nicns 7 oHis.

Eninencig.

Tepanito nperabaniHom MoxHa po3noyatu 3 go3n 150 mr Ha poOy,
po3noaineHoi Ha 2 abo 3 npuitomu. 3anexHo Bif iHAMBIAyanbHOI BiANOBIZi Ta
nepeHOCUMOCTi npenaparty navieHToM Ao3y MoxHa 30inbLunti o 300 Mr Ha
poby nicns neplioro TWxKHS nikyeaHHs. e yepe3 oguH TWXaeHb [O3y
MOXHa 36inbLUMTY O MakcuManbHOi — 600 mMr Ha 1o6y.

['eHepani3oBaHWi TPUBOXHMI PO3naj.

[os3a, siky po3noginsioTb Ha 2 abo 3 npuiioMm, MOXe 3MIHIOBATUCS Y MeXax
150-600 mr Ha poby. MepiognyHo cnig nepernsgat HeoOXigHICTb
NPOLOBXEHH Tepanii.

Tepanito nperabarniHom MoxHa po3noyaty 3 4o3u 150 mr Ha aoby. 3anexHo
Bif iHOMBIQYanbHOI BIBNOBILI Ta NEpeHOCMMOCTi Npenaparty navieHToM Ao3y
MoxXHa 3Binblwumntn Ao 300 Mr Ha JoBy MICNs NEepLUIOro TWXHA NikyBaHHS.
Micns Wwe ogHOrO TYXKHA NpUAOMY A03y MOXHA 30inbwntn Ao 450 Mr Ha
no0y. e yepes ognH TxAEHb [03Y MOXHA 36iNbLUMTW A0 MaKCMManbHOT —
600 mr Ha poby.

dibpomianris.

PekomeHgoBaHa fjo3a npenapaty AN nikyBaHHs cibpomianrii cTaHoBUTL
Bi 300—450 Mr Ha poBy. JlikyBaHHs Crif po3noyMHaTH i3 3aCTOCYBaHHS 1031
75 mr ggivi Ha goby (150 mr Ha goby). 3anexHo Big edekTMBHOCTI Ta
nepeHoCUMOCTi, 03y MOXHa 36inbLuysatv Ao 150 mr agivi Ha goby (300 mr
Ha fo0y) NpoTAroM OfHOrO TXHSI. [Ans nauieHTiB, Ans SKMX 3aCTOCYBaHHS
no3u 300 Mr Ha foby € HefoCTaTHbO ePEKTUBHUM, MOXHA 3BiNbLUIMTL 403y
po 225 mr fgidi Ha poby (450 mr Ha poby). Xoua icHye AocmimxeHHs
3acTocyBaHHs fo3n 600 mMr Ha 4oby, AoKa3iB TOro, WO 3aCTOCYBaHHS Liel
po3v Byne mMaTv JOAATKOBY Nepesary, HeMae; Takox Taka J03a Mana ripLuy
nepeHocumicTb. bepyun o yearu gososanexHi nobiyHi peakuii,
3acTocyBaHHs 403 Buwwe 450 mMr Ha poby He pekomeHayeTbes. Ockinbki
npenapat BMBOAMTLCS TOMOBHAM YWMHOM HUPKaMW, CAif Kopuryeatu o3y
npenapary nasieHTam i3 nopyLUEHHAM (YHKLiT HUPOK.

Bigwmina nperabaniny.

BignoBigHO A0 Aitoyoi KNiHIYHOT MpaKTUKKM, NPUNUHATM Tepanito
nperabaniHoM peKkoMeHAyeTbCs MOCTYMOBO, NMPOTATOM LUOHaMeHLIe
OfHOTO TWKHS, He3anexHo Bif MokasaHb (AvB. po3ginn «OcobnusocTi
3acTocyBaHHs» Ta «MobiyHi peakwjin).

[NopyLUeHHs YHKLi HUPOK.

MperabaniH BUBOAUTLCS 3 CUCTEMHOTO KPOBOTOKY B HE3MIHEHOMY BUMISA,
nepeBaxHo HUpkamu. Ockinbku kipeHe nperabaniHy NpsIMO NPONOpLiAHMiA
KnipeHcy KpeaTuHiHy (aue. po3gin «®apmakokiHeTMKay), 3MEHLLYBATM A03Y
naLieHTam 3 NopyLUEHHM YHKL|ii HUPOK Crid iHAWBIAYaNbHO, K 3a3HaYEHO
y Tabnuui 1, BignosigHO [o KknipeHcy kpeatuHiHy (CLcr), skui cnig
BM3HaYaTV 3a hOpMYmot0:

1,23 x [140 - Bik (pokw)] x Bara (kr)
piBeHb KpeaTuHIHY B Nnaami KpoBi (Mkmonb / 1)

Cler (mn/ xB) = (x 0,85 ons

KIHOK)

Mperabanit ehekTMBHO BUAAnsETbCH 3 MMa3Mu KPoBi 3a AOMOMOrON
remopianisy (50 % npenapaty npotsarom 4 roguH). [Ins nauieHTiB Ha
remopianiai foboBy o3y nperaGaniHy cnig kopuryeaTi BiAMOBIAHO [0
yHKYii HMpok. Kpim poBoBoi po3n, ogpasy nicns KOXHOI 4-rofguHHOI
npoueaypu remogianisy HeobxigHO 3acTOCOBYBaTW A0AATKOBY [03Y
npenapary (ame. Tabnuuto 1).

Kopekuist foan nperabaniHy BignosiaHo 40 (yHKLT HUPOK.

Tabnvus 1.
KnipeHc 3aranbHa gobosa 03a Pexwum
KpeaTuHiHy nperabaniny * A03yBaHHA
(CL.) (wn/xe) MovaTkoBa MakcumanbHa
po3a (mr/noby) | posa (Mr/ooby)
=60 150 600 [ivi abo
Tpuyi Ha foby
230-<60 75 300 [Bivi abo
Tpuyi Ha foby
215-<30 25-50 150 Pa3 abo
ABidi Ha [oby
<15 25 75 Pa3 Ha 1oby
[lonatkosa fo3a nicns remogianiy (Mr)
25 100 OpHokpaTHa
posa’

* 3acanbHy dobosy 003y (Me/00by) cnid po3nodinumu Ha dekinbka npuliomie
8i0nogidHo 0o pexumy do3ysaHHs, wob ompumamu 003y 05151 0OHOKPaMHO20
nputiomy (M2/003y).

" [lodamkosa do3a— e dodamkosa 00HoKpamHa do3a.

[NopyLueHHs dyHKLT neviHku.

[ns naujieHTiB 3 NOpyLUEHHAM (yHKLT neviHKk1 HeobXiAHOCTI B KOpEKLjii 403K
Hemae (auB. po3ain «PapMakokiHeTKa).

[NaujeHT NITHBOrO BIKY.

[ns nauieHTiB NiTHLOO Biky Yepe3 NoripLIeHHs dyHKLiT HUPOK Moxe ByTn
noTPibHe 3MeHLUEeHHs J03u nperabaniy (AnB. po3ain «PapmakokiHeTUKay).

Limu.

Besneka Ta echekTuBHICTb Nperabaniny Npu MOro 3acToCyBaHHi AiTAM (BikoM
1o 18 pokiB) He BCTaHOBIeHi. [locTynHa Ha Liei Yac iHhopMallisi HaBegeHa B
po3aini «[Mobiuni peakuii», a Takox y posginax «®apmakoguHamikay i
«PapMaKoKiHeTUKa», OfiHaK, OMMPaloYMCb Ha HWX, HEMOXMMBO Hapatu
XOLHMX pekoMeHAaLLiA LOAO A03yBaHHS Liilt kaTeropii navieHTiB.

MepedosysaHHs.

MoBigoMNAnM, Wo HanyacTiwumu nobiyHUMKM peakyismu npw
nepego3yBaHHi nperabaniHy Oynn COHNMMBICTb, CMMyTaHICTb CBIZOMOCTI,
30y/KEHHS Ta HECMOKiN. TakoX HaaXoAUNM NOBIAOMITEHHS PO CYAOMN.
Pigko nosigomnsinu npo Bunazkv Komu.

JlikyBaHHs nepeposyBaHHA nperabaniHy nongrae y 3aranbHuX
niaTPUMyBanbHUX 3axofax Ta 3a NoTpebu Moxe BKIKYATV reMoAianis (ave.
po3ain «Cnoci6 3acTocyBaHHs Ta 403Ny, Tabnuus).

Mo6i4Hi peakuyii.

Y pocnigxeHHAX HanyacTiwumu nobiyHuMu peakuiamu 6ynu
3anamopoyeHHst i COHnMBICTb. MoBiuHi peakuii 3a3Buyait bynn nerkvmmn abo
MOMIpHUMK.

Hwkye HaBefeHi BCi NOGiYHi peakwii, WO BMHWKAMK YacTille, HixX npu
3acTocyBaHHi nnauebo, Ta binbLue Hix y ogHoro navieHTa. Lii nobiuHi peakwyii
nepeniyeHi 3a cUCTEMaMM OPraHiB Ta 3a YacToTol: fyxe vacto (= 1/10);
yacto (sig = 1/100 go < 1/10); Hewacto (8ig = 1/1000 go < 1/100); pigko
(Bim = 1/10000 go < 1/1000); ayxe pigko (< 1/10000); yactoTa HeBigoMa (He
Moxe ByTy OLiHeHa Ha OCHOBI HasiBHIX JaHWX). Y KOXHIil rpyni 3@ YacToTo

BUHWKHEHHS NoBiYHi heKT NPEACTABMEHO Y MOPSIAKY 3HVKEHHS CTYNEHS iX
nposBiB.

3asHaveHi nobiuni peakuji Takox MoxyTb GyTv nos'a3aHi 3 mepebirom
OCHOBHOTO 3aXBOpIOBaHHs Ta (abo) CynyTHIM 3aCTOCYBAHHAM iHLUMX
nikapcbkux 3acobib.

Mig yac nikyBaHHS HeMPONATMYHOrO BGOMK LIEHTPANbHOTO NOXOMKEHHS,
CMPUYMHEHOTO YPaXEeHHSM CMMHHOrO MO3Ky, 36inbluyBanacs yactora
nobiyHNx peakuiit 3aranom, yactora nobiyHmx peakuin 3 6oky LIHC,
0Cc0BnMBO COHNMBICTL (AMB. po3ain «OcoBNMBOCTI 3aCTOCYBAHHSY).
IHcbekuii Ta iHBaail.

Yacmo: HazoapuHriT.

3 60Ky KpoBi Ta NiMaTUYHOT CUCTEMM.

Heyacmo: HeliTponeHis.

360Ky iMyHHOT cucTEMM.

Heyacmo: rinepyyTnnBICTb.

Pidko: aHrioHeBPOTUYHMIA HabpsK, aneprivHi peakyii, aHadinakToigHi
peakuii.

3 60Ky 06MiHY pe4oBWH, MeTaboniamy.

Yacmo: nifBuLLEHHS aneTuTy.

Heyacmo: BTpaTa aneTuTy, rinornikemis.

3 60Ky ncuxikm.

Yacmo: eiidopnyHuii HACTpil, CnyTaHICTb CBIGOMOCTI, ApaTiBNMBICTb,
[ae3opieHTaLis, 6e3COHHS, 3HKEHHS Nibiao.

Heyacmo: raniouuHaLlii, naHiyHi ataku, HeCnokii, 3bymKeHHs, Aenpecis,
MPUTHIYEHNIA HACTPIN, MiAHECEHWI HACTPiW, arpecis, 3MiHW HaCTpOM,
JenepcoHaniaayisi, yTpyaHenuin fobip cniB, NaTonoriyHi CHOBUMAIHHS,
nocunexHs nibigo, aHopraamis, anaris.

Pidko: poaranbMoByBaHHS, CyilaanbHi gymMKu/moBeAiHka (4uB. po3gin
«OcobnnBoCTi 3aCTOCYBAHHSY).

Hesidomo: nikapcbka 3anexHIcTb.

3 60Ky HEPBOBOI CUCTEMM.

[yxe yacmo: 3anaMopoyeHHsl, COHMMUBICTb, FONOBHNN biMb.

Yacmo: aTakcis, NOpyLIEeHHs KOOpAWHaLji, TPeMop, Au3apTpisd, amHesis,
noripLUEHHS Nam'aTi, NOPYLUEHHS yBaru, NapecTesis, rinectesis, cefaTnBHAN
eqheKT, NOpYLUEHHS piBHOBar, neTapris.

Heyacmo: cuHKone, CTynop, MIOKITOHis, BTpaTa CBiAOMOCTi, NCUXOMOTOPHA
rinepaKkTUBHICTb, AMCKIHE3iS, MOCTypanbHe 3anaMOpPOYEHHS, iHTEHLINHWNA
Tpemop, Hictarm, MopyLIEHHS KOTHITUBHWX (PYHKL|M, NOPYLUEHHS NCUXIKW,
po3nagn MOBMeHHs, rinopednekcia, rinepectesisd, BigYyTTS NEYiHHS,
aressid, 3aranbHe He3AyXaHHs, anatis, HaBKONOpPOTOBa MapecTesis,
MIOKITOHYC.

Pidko: cypomu, napocmisi, rinokiHesisi, aucdarisi, napkiHCOHi3M, rinanresis,
3aMeXHICTb, MO30YKOBUIA CUMHOPOM, CMHAPOM 3ybyacToro koneca, Koma,
nenipin, eHuyedanonatis, ekcTpanipamigHuii CUHAPOM, CUHAPOM
leHa—bappe, BHyTpilWHbOYEpPenHa rinepTeHsis, MaHiakanbHi peakuii,
napaHoiaHi peakLji, po3nagm CHy.

360Ky opraHis 30py.

Yacmo: HeuiTKICTb 30pY, AUNNONIS, KOH'IOHKTUBIT.

Heyacmo: BTpata nepucepuyHoro 3opy, NOpyLIEHHs 3opy, Habpsik ouell,
aedekTn nons 30py, 3HWKEHHS TOCTPOTM 30py, Oinb B 04ax, acteHonis,
cotoncis, CyxicTb B 04ax, NiABMLLEHE CNbO30BUAINEHHS, MOAPA3HEHHS
oueit, brechapuT, NopyLLEHHst akomoaalLlii, KPOBOBWIMB B OKO, CBITNI0605I3Hb,
HabPSK CITKIBK.

Pidko: BTpaTa 30py, KepaTuT, OCLMNONCis, 3MiHa 30pPOBOr0 CRIPUIHSATTS
rnbuHK, Migpias, cTpabiam, ickpaicTb 30py, aHI30KOPIsi, BUPa3Ki POTiBKM,
ek3odTanbM, napaniy 04HOro M'a3a, ipuT, KepaToKOH'IOHKTUBIT, Mi03, HiYHa
cninota, ogTanbmonneris, atpois 30poBOro Hepsa, Habpsk Aucka
30pOBOTO HEPBA, NTO3, YBEIT.

3 60Ky opraHis cnyxy Ta piBHoBaru.

Yacmo: BepTuro.

Heyacmo: rinepakyasis.

3 Boky cepus.

Heyacmo: Taxikapgisi, aTpioBEHTpUKynsipHa Ornokaga MepLuoro CTyMeHs,
CuHycoBa bpaaukapais, 3acTiiHa cepLeBa HeLOCTaTHICTb.

Pidko: noposxeHHs iHTepaany QT, cuHycosa TaxikapAisi, CMHYCoBa apuTMis.
360Ky CyanH.

Heyacmo: apTepianbHa rinoTeH3is, apTepianbHa rinepTeHsis, Npunmew,
rinepemis, Big4yTTS XONOAY B KiHL|iBKaX.

3 60Ky AnXanbHOT CUCTEMM, OPraHiB rpyaHOT KNiTKM Ta CepeaoCTiHHS.
Yacmo: hapuHronapuHreansHui binb.

Heyacmo: 3apuiuka, HOCOBa KPOBOTEYA, KalLeb, 3aKNaAeHICTb HOCa, PUHIT,
XPOniHHS1, CyXiCTb CrM30BOi 0BOMOHKM HOCA.

Pi0ko: Habpsik nereHb, CTUCHEHHS B TOPSli, NapuWHrocnasm, arnHoe,
aTenekTas, bpoHxioniT, rnkaeka, hibpo3 nereHis, No3ixaHHs.

Hegi0omo: NpUrHIYEHHS AUXaHHS.

3 60Ky LINYHKOBO-KULLKOBOTO TPAKTY.

Yacmo: BntoBaHHs, HygoTa, 3arnop, Aiapesi, METeopu3M, 3AyTTS XMBOTA,
CYXiCTb Yy POTi, raCTPOEHTEPUT.

Heuacmo: ractpoesochareanbHa pedniokcHa XBopoba, rinepcekpewis
CMWHK, TiNecTesis POTOBOI MOPOXHUHW, XOMELWUCTUT, XoneniTias, KOniT,
LUYHKOBO-KMLLKOBA KPOBOTEYA, MeneHa, Habpsk A3uka, pekTanbHa
KpoBoTeua.

Pidko: acunt, naHkpeaTuT, Habpsik s3uka, aucdaris, aTo3HUA CTOMATKT,
BMpas3ka CTPaBOX0AY, NepiofoHTanbHuiA abeuec.

3 60ky renatobiniapHoi cucremm.

Heyacmo: nifBuLLEeHKiA piBEHb NEYHKOBMX (PEPMEHTIB™.

PidKo: XOBTSHULA.

Lyxe pidko: neviHkoBa HeJOCTaTHICTb, renaTuT.

3 60Ky LUKipK Ta NiALIKIDHOT TKAHUHM.

Yacmo: nponexHi.

Heyacmo: nanynbO3He BMCMMaHHS, KPOMMB'AHKA, rineprinpos, cBepOix,
anonevjs, CyxicTb LUKipW, ek3ema, fipcyTuam, BUPasKu LLKIpU, BE3WKYMO-
Oynbo3HWI BUCHN.

Pidko: cuhapom CriBeHca—[KOHCOHa, TOKCUKO-eniaepmMarnbHuiA HeKponis,
XONOAHWIA MiT, eKconiaTMBHWUA LepMaTWUT, NIXEHOIAHWA LepmaTuT,
MenaHo3, poanagn 3 GOKy HirTiB, neTtexianbHuiz BucKn, nypnypa,
NyCTyNSPHWAA BUCKN, aTpoddisi LLUKIPK, HEKPO3 LLKIPKW, LUKIPHI Ta MiALKipHi
BY3IHK.

3 60Ky OMOpHO-PYXOBOT0 anaparty Ta Cnofy4HOI TKaHWHM.

Yacmo: M'a30Bi cygomu, apTpanrisi, 6inb y cnuHi, Binb y KiHLiBKax, cnasmm
M'S13iB LU

Heyacmo: Habpsik cyrnobis, Mianris, nocinyaHHs M'ssiB, 6inb y Lwwi,
CKyTICTb M'A3IB.

Pidko: pabpomionia.

3 60Ky HUPOK Ta CEYOBMBIAHMX LUAAXIB.

Heyacmo: HeTpuMaHHs cevi, au3ypis, anbbyMiHypis, remaTypisi, yTBOPEHHS
KaMeHiB B HAPKax, HedpuT.

PidKo: HUpKOBa HeLOCTATHICTb, ONirypisi, 3aTpUMKa Ceui, rocTpa HUpKoBa
HeAOoCTaTHICTb, FIIOMepyNoHedpHT, NiENnoHedpuT.

3 60Ky CTaTeBOi CMCTEMM Ta MOMIOYHIX 3aM103.

Yacmo: epekTunbHa ANCHYHKLIS, iMIOTEHLS.

Heyacmo: cTateBa AncdyHKLUis, 3aTpuMka eskynsuii, aucmeHopes, 6inb y
MOOYHWX 3an03aXx, NerKopes, MeHoparis, MeTpoparis.

Pidko: ameHopesi, BUAINEHHS 3 MOMOYHNX 3am03, 30iMbLIEHHS MOMOYHUX
3as103, riHekoMacTisi, LepBiunT, 6anawir, enignaumit.

3aranbHi po3naau Ta peakLii y MicLli BBEAEHHS.

Yacmo: nepudepuyHnit Habpsik, Habpsik, MOPYLIEHHS XOAM, MafiHHs,
BiAYYTTS CM'AHIHHA, HE3BMYalHI BiUYTTS, NiABULLEHA BTOMITIOBAHICTb.
Heyacmo: reHepaniaoBaHuin Habpsik, Habpsik 0BnMyYYs, CKyTICTb Yy rpyasX,
6inb, xap, cnpara, 03Hob, 3aranbHa cnabkicTb, HeagyxaHHs, abcuec,
3ananeHHs X1MpoBOi TKAHUHK, peakLii 0Ty TIMBOCTI.

Pidko: rpaHynboMa, YMUCHe 3anoAisHHS LUKOAW, 3a04epeBuHHMI ibpos,
LLIOK.

JlabopaTopHi AOCHiMKEHHS.

Yacmo: 36inblueHHs Macv Tina.

Heyacmo: 36inblueHHst piBHS kpeaTH(OCHOKIHA3M B KpOBi, 30iNbLIEHHS
PIBHS TTIOKO3W B KPOBI, 3MEHLLEHHS KinbKOCTi TPOMBOLWTIB, 36iNnbLUeHHS
PIBHS KpeaTUHIHY B KPOBI, 3SMEHLLIEHHS PIBHS Kanito B KPOBI, 3MEHLLEHHS Macy
Tina.

PidKo: 3MEHLLEHHS PIBHS NEKOLMTIB Y KPOBI.

* 30inbWeHHs piBHS anaHiHamiHoTpaHcdepasn (ANlT) Ta
acnapTatamiHoTpaHcdepaan (ACT).

Micns NpUNnUHEHHs KOPOTKOCTPOKOBOT abo TpyBanoi Tepanii nperadaniHom
cnocTepiranics CUMNTOMU BigMiHM npenapaty. [MoBiZOMAANOCS Npo Taki
cumMnToMU: BE3COHHSI, rONMOBHWA Binb, HYAOTa, TPUBOXHICTb, Aiapes,
rpunonogibH1iA CMHAPOM, CyAOMM, HEPBO3HICTb, Aenpecis, 6inb, rineprigpos
i 3anamopoyeHHs. Lli cumnTOMMW MOXyTb BKasyBaTW Ha NiKapCbKy
3anexHicTb. Lito iHopmaLlito cnif noBigoOMUTY NaLieHTy nepea novaTkom
Tepanii.

[ani wopo BigMiHv nperabaniHy nicns TPUBaNoOro 3acTocyBaHHs BKasyloTb
Ha Te, LU0 YacToTa BUHMKHEHHS Ta CTYMiHb TSXKKOCTI CUMMTOMIB BifMiHM
MOXyTb ByTW Ao0303anexHumn (ane. posdinn «Cnocib 3actocyBaHHs Ta
Ao3n» Ta «OcobnMBOCTi 3aCTOCYBAHHSY ).

[imu. Mpodins 6e3nekn nperabaniHy, BCTAHOBNEHWUA Y X0OAi AOCILXEHb,
NpoBeAeHNX 3 y4acTio AiTeit 3 mapujanbHUMK CyAOMHMMM Hanagamu 3
BTOPUHHOHO reHepanisajeto abo 6e3 Hei, 6yB noaibHUi fo npodinto, sikuii
cnocTepiraBca B AOCIMKEHHAX Yy AOPOCHUX NaUieHTiB 3 enifnencieto.
Hanyactilwmmm nobivHnmMmn peakuisiMm Bynu COHNMBICTb, Mipekcis, iHdekLii
BEPXHIX AMXaNbHUX LNSXIB, NiABULLEHHS aneTnTy, 30iNbLUeHHs Macv Tina Ta
HaszodapuHrit (gue. posginun «[itu», «PapmakoguHamika» Ta
«PapmakokiHeTHKay).

[NoBifoMnEeHHs NPo Nifo3ptoBaHi NobiYHi peakLii.

[MoBigomneHHs npo nobiyni peakuii nicns peectpadii Nikapcbkoro 3acoby
Mae Baxnuee 3HayeHHs. Lle gae 3mory npoBOAMTU MOHITOPUHF
CniBBIOHOLUEHHS KOPUCTL/PU3NK MPW 3aCTOCYBaHHI LbOro Nikapcbkoro
3acoby. MegnyHum Ta hapmaLieBTUYHWM NpaLliBHAKaM, @ TaKoX NaLieHTam
abo ix 3aKOHHWM npeAcTaBHWKAM Crlifg NOBIZOMMAT NPO YyCi BUNAZKM
nino3proBaHnx NOBIYHNX peaKLilt Ta BiaCyTHOCTI €GheKTUBHOCTI NiKapChKOro
3acoby Yepe3 ABTOMaTM30BaHy iHhopmaLliiHy cuctemy 3 hapmakoHarnsgy
3anocvnanHsm: https://aisf.dec.gov.ua.

TepmiH npudamHocmi.
2 oK.

YmoBM 36epiraHHs.
36epiraTit B opuriHanbHiit ynakoBLji npy Temnepatypi He Buie 25 °C.
36epiraTity HeLOCTYNMHOMY [7151 Tl MicLyi.

YnakoBka.
Mo 14 kancyny 6nictepi. Mo 2abo no4 Gnictepu y KapTOHHIN ynakoBLi.

Kateropis Bianycky.
3apeuenTtom.

Bupo6HuK.
KYCYM XENTXKEP MBT NTH/
KUSUM HEALTHCARE PVT LTD.

Micue3HaxomKeHHs BAPOOHMKa Ta agpeca MicLsi NPOBafXKeHHS NOro
OiSiNbHOCTI.

Cn-289 (A), PIIKO IngacTpian apea, YonaHki, bxisagi, fict. Ansap
(PamxacraH), Ingis/

SP-289 (A), RICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar
(Rajasthan), India.

[ara octaHHboro nepernsgy. 03.08.2023.

ZONIK® 25 MG/50 MG MG/UA/B




