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IHCTPYKLIA
ANA MeANYHOro 3aCTOCYBaHHSA Nikapcbkoro 3acody

30HIK
(ZONIK®)

Cknaod:

Oitoya peyosuHa: nperabaniH (pregabalin);

1 kancyna mictutb 150 Mr nperabaniny;

00NOMIXHIi PEYOBUHU: KPOXMarb MpEeXenaTuHi30BaHWA, MarHilo cTeapar,
TBEpAa XenaTuHoBa Karcyna (XenaTiH, Boga OuuLyeHa, TUTaHy giokcua
(E171)).

Nikapcbka hopma. Kancynu tepai.

OcHogHi (bi3uko-ximidHi emacmueocmi: TBepAi XenaTWHOBI kancynm
PO3MipoM 2 3 Binvm Kopnycom Ta KPULLKOK HeNpo30poro 6irloro Komnbopy, Lo
MiCTUTb NOPOLLOK Big 6inoro Ao maiixe 6inoro konbopy.

dapmakoTepaneBTWYHa rpyna. lpoTueninentuyHi 3acobu, iHwWi
npoTueninentunyHi 3acobu. Kog ATX NO3A X16.

®apmakonoziyHi enacmusocmi.
®apmakoduHamika.
[Hitoya peyoBuHa — nperabani, € aHanorom raMma-amiHoMacnsHoi KucnoTu
[(S)-3-(amiHoMeTHN)-5-MeTUArekcaHoBa k1cnoTay.
MexaHiam ii.
Mperabanin 38'A3yeTbcs 3 AonoMixHOW cybogunHuuelo (a,~0 6inok)
nOTeHLian3anexHnx KanbLieBuX kaHaniB y LeHTpanbHiil HepBOBIN cUCTEMI
(LHC).
KnitiyHa edekTMBHICTb | Gesneka.
- Heliponamuyrudi 6inb.
MperabaniH edekTUBHUIA y naLieHTIB i3 giabeTnyHOW Helponarieto,
NOCTrepneTNYHOK HEBPanrielo Ta ypaxeHHAMW CMUHHOMO MO3KY.
EdpekTuBHiCTb NpenapaTy npu iHWWX BuUAax HerponaTuyHoro 6omo He
BUBYaIN.
BctaHoBneHo, wo npodini 6e3nekn Ta ePeKTUBHOCTI NiKyBaHHA
nperabaniHom npu TpuBanocti A0 13 TWXKHIB 3 PEXUMOM [03yBaHHA
npenapary Agivi Ha OOy Ta TPUBANICTIO 10 8 TWXHIB 3 PEXUMOM [03YBaHHS
TpWyi Ha o6y noaibHi.
Mpu 3actocyBaHHi nperabanivy Ans nikyBaHHA HedponaTuyHoro 6Gonio
KyPCOM A0 12 TUXHIB 3MEHLLEHHs 60110 NepudiepuyHOro Ta LeHTPanbHoro
MOXOMXEHHSI cnocTepiranocs micns nepworo TUXHs Ta 36epiranocs
MPOTSrOM YCbOTro NEPIOAY NiKyBaHHS.
—Eninencis.
[opatkoBe nikyBaHHs. [Mpodini besnekn Ta edekTuBHOCTI nperabaniHy
Oynu nogi6Hi npy Npuitomi 12 TXHIB i3 peXMMOM A03yBaHHs ABiYi 260 Tpuui
Ha [o6y. 3MeHLLEHHS 4acToT CYAOMHIMX HanaaiB CnocTepiranocs BXe Ha
NEepLUOMY TUXHI.
[Litn. EchekTusHicTb Ta 6e3neka nperabaniHy B SKOCTi AONOMiXHOrO 3acoby
npu eninencii 4ns Aitet Bikom 40 12 pokiB Ta Ans NigniTkie He BCTAaHOBMEHI.
Mo6iuHi peakuii, WO cnocTepiranucs y naviexTis Bikom Big 3 MmicsuiB Ao
16 pokiB, 3 napLjianbHUMK CyLOMHUMM Hanagamu, 6ynu noAibHi 4o NoGivHMX
peakLiit y gopocnux. BctaHoBneHo, Lo nipekcia Ta iHgeKuii BepxHix
AnXxanbHWX WSXIB y AiTei BikoM Big 3 MicALiB 40 16 pokiB cnocTepiratoTbest
yacTile, HiX y Jopocnux nauieHTiB 3 eninencieto (aue. poaginu «Cnocio
3acTOCyBaHHA Ta 403Ny, «MobiuHi peakwyii» Ta «PapmakokiHeTHKay).
MoHoTepanisi (y nauieHTiB 3 ynepLue [iarHOCTOBAHNM 3aXBOPHOBAHHSM).
lMperabaniH i namoTpumxuH 6ynu ogHakoBo BeaneyHnmu Ta gobpe
NepPEHOCUNUCS.
— [eHepanizogaHuli mpugoxHuli po3nad.
3MeHLLEHHS CMMMTOMIB reHepaniaoBaHoro TPMBOXHOTO Po3nagy BifnoBiAHO
po wkanv MamineToHa ans ouiHky TpueoxHocti (HAM-A) cnoctepiranocs
B)Xe Ha NepLUOMY TVXKHI 3aCTOCyBaHHS nperabanity.
- Qibpomianais.
JlocnifkeHHs NPOAEMOHCTPYBanN 3HUXKEHHA 60N 3a BisyanbHOK0
aHarnoroBow Lkanoto. MokpalleHHs AoaaTkoBo Byno npoaeMoHCTPOBaHO
3a 3aranbHOl0 OLHKOK MalieHTa Ta 3a OMUTYBaHHAM LWOAO BRAMBY
chibpomianrii.
Hitn. HaiyacTilwmmm no6ivHumMm peakwisim, siki cnocTepiranucst y KIiHiqHux
BOCHiKeHHsX, Bynu 3anamMmopoYeHHs,, HyLoTa, FONoBHNN 6inb, 36iNbLUEHHS
Macu Tina Ta CTOMItoBaHICTb. 3aranbHuit npodoinb 6e3nekw y nignitkis bys
nogibHUM 40 Takoro y fopocnux i3 hibpomiantrieto.
®apmakokiHemuka.
dapmakoKiHeTU4HI Noka3Huki nperabaniHy y piBHOBaXXHOMY CTaHi bynu
nogibHMMK y 3a0poBKX A0OPOBOMbLiB, MaLieHTIB 3 eninencieto, ski
npuimManu NpoTWUENINENnTWYHi npenapatit, Ta Yy NaUieHTIB 3 XPOHIYHUM
Bonewm.
Abcopbuis.
lMperabaniH WBMAKO BCMOKTYETbCA MPU NpWUiAOMI HaTlle i gocsrae
MaKkCMMarbHUX KOHLIEHTpaLii y nnasmi KpoBi MpOTAroM 1 roauHu micns
oAHoKpaTHoro abo 6araTokpaTHOro 3acTocyBaHHs. Po3paxoBaHa
BiogocTynHicTb NperabaniHy npy nepopanbHOMY 3aCTOCyBaHHi CTAHOBUTb =
90 % i He sanexwuTb Big Ao3u. IMpu GaraTokpaTHOMY 3aCTOCyBaHHI
piBHOBaXHW cTaH gocsraeTbes Yepes 24-48 roguu. LBmakictb
BCMOKTYBaHHs nperabaniHy 3H1KyeTbCs NPy OAHOYACHOMY NMPUIOMI 3 DXeto,
WO NpWU3BOANTL A0 3MEHLUeHHS MakcumanbHoi koHueHTpauii (C,.,,)
npunbnm3Ho Ha 25-30 % i Nof0BXeHHS 3HaYeHb t, NpMBIN3HO [0 2,5 roanHu.
OpHak npuitom nperabaniHy OAHOYACHO 3 et He MaB KiiHIYHO 3HauyLLoro
BMNMBY Ha CTyniHb oro abcopbuyii.
Poanopin.
MperabaniH NpoHuKae Kpisb rematoeHuedaniyHui 6ap'ep y MULLENR, LLypIB i
maBn. Byno BctaHoBMeEHo, Lo nperabaniH NPOHUKAE Kpib NaLeHTy Y LypiB
i MPOHMKAE Yy MOOKO LLypIB Y Nepioa nakTayji. Y noguHu o6'em posnoginy
nperabaniHy nicns nNepopanbHOro 3acTOCyBaHHS CTAHOBWTL MpUBMM3HO
0,56 n/kr. MperabaniH He 38'A3yeTbcs 3 Ginkamu NNasmu KPoBi.
MeTtaboniam.
Y ntoguHu nperabaniH 3asHae HesHayHoro Metaboniamy. licns BBeAEHHS
[03W MIYEeHOr0 pajdioakTMBHOK MiTkow nperabaniHy 6nunsbko 98 %
papioakTMBHOI PEYOBMHW BUBOAMIOCS 3 CEYEl Y BUIMAZI HE3MIHEHOro
nperabaniny. Yactka N-meTunboBaHoi noxigHoi nperadaniHy — 0CHOBHOrO
MeTaboniTy npenapary, Lo Bu3Ha4aBcs B cevi, — ctaHoBuna 0,9 % Bia
BBefeHoi posn. Mig yac pokniHiYHMX JocnigxeHb He Biabysanocs
pauemisalLlii S-eHaHTiomepa nperabaniy B R-eHaHTiomep.
BuBeneHHs.
MperabaniH BMBOANTLCA 3 CUCTEMHOTO KPOBOTOKY B HE3MIHEHOMY BUMISAI,
nepeBaxHo Hupkamu. CepefHiin nepiof HaniBBMBeAEHHS mperabaniHy
cTaHoBUTb 6,3 roguHu. Mna3moBui Ta HUPKOBMIA KNipeHc nperabanivy
npsMO NponopuitHi A0 KNipeHCYy KpeaTWHiHYy (AWB. po3ain
«PapmakokiHeTUKa». HupkoBa HeoCTaTHICT).
MauieHTam 3 NopyLIeHHsM GyHKLii HUpoK abo nalieHTam Ha remopianiai
HeobXxiaHa KopekLis [o3u npenapaty (avs. po3ain «Cnocib 3acTocyBaHHs Ta
po3ny, Tabnuus 1).
JliHIRHICTb/HENiHIAHICTb.
®dapmakokiHeTuka nperabaniHy € NiHiNHO ANs BCbOTO PEKOMEHA0BaHOro
fiana3oHy [o3. BapiabenbHicTb hapmakokiHeTuku nperabaniHy cepes
naujeHTiB € Hu3bkolo (< 20 %). PapmakokiHeTka npu BaraTokpaTHOMY
3acTocyBaHHi € nepeabadyBaHO Ha MiACTaBi [aHWX, OTPUMAHUX npu
3aCTOCYBaHHIi OAHOKPATHOI [J03W. TakuM YMHOM, Hemae notpebu y
NnaHoBOMY KOHTPONi KOHLIEHTpaLlil nperabaniy y nnaami Kposi.
Crartb.
PesynbTati KkniHiYHWX AOCMigXeHb CBig4aTb MPO BiACYTHICTb KiHIYHO
3HaYyLLOro BNNMBY CTaTi Ha KOHLEHTpaLlii nperabaniHy y nnasmi Kposi.
HupkoBa HeOCTaTHICTb.
KnipeHc nperabaniHy npsiMo NponopLiiHmMi [o KNipeHey KpeaTuHiHy. Kpim
Lporo, nperabaniH eeKT1BHO BUAANSETLCS 3 MNa3MM KPOBi 3@ AOMOMOTO
remogianisy (nicnsi 4 roguH reMogianiay KoHUeHTpaLisi nperabaniy y nnaswi
KpoBi 3MeHLLyeTbCs NpubnmnaHo Ha 50 %). Ockinbku npenapat BUBOAUTLCS B
OCHOBHOMY HWpKamu, naLieHTam i3 HMPKOBOK HEAOCTaTHICTIO HeobXiaHO
3MeHLUyBaTh o3y npenaparty, a Micns remopianiay — 3actocoByBaTit
ponaTkoBy o3y (auB. po3gin «Cnocib 3actocyBaHHs Ta o3y, Tabnuus 1).
MeviHKoBa HEAOCTATHICTb.
CneuianbHnx hapMakoKiHETUYHUX AOCTIMKEHb Y NALeHTIB i3 NeYiHKOBOI
HepocTaTHicTio He nposoaunn. Ockinbku nperabari He 3a3Hae 3HaYHOro
MeTabonisamy Ta BUBOLAUTLCS 3 CEYElD NEPEBAXHO Y HE3MIHEHOMY BUMMSAAi,
TO ManoiMOBIPHO, LD NOPYLLEHHSI (hYHKLLiT NeYiHKM Mano 3HauyLLmii BNnvB
Ha KOHL|eHTpaLito nperabaniHy y nnasmi KpoBi.

im.
®dapmakokiHeTuky nperabaniHy BUB4anu 3 yyacio itel 3 eninencieto. Micns
nepopanbHOro 3acToCcyBaHHS nperabaniHy AiTAM HaTle Yac [OCATHEeHHs
MaKCUMarbHOI KOHLEHTpauii y nna3smi kposi ctaHoBuB Big 0,5 roguHu o
2 TOLYH Nicns npuiomy.
3HayeHHs C,, i NnoLYi nig KPUBOK 3aneXHOCTi KOHUEeHTpauii Big Yacy (AUC)
nperabaniy 3pocTany NiHiiAHo 3i 36inbLIeHHsM JO3u. Y fiTelt 3 Macoto Tina
po 30 kr 3HaveHHs AUC bynu Hwkummn Ha 30 %, Wo 3yMOBNEHO
30inblUeHHs M Ha 43 % KNIpeHCy, CKOPUroBaHOro 3a Macow Tina, y Lux
navieHTiB NOPIBHSAHO 3 NaLlieHTamn 3 Macoto Tina = 30 kr.
KiHueBmit nepiog HaniBMBeneHHS nperabaniHy CTaHOBUB Yy CepeaHboMy
6nm3bko 3-4 roauHm y aiteit Bikom Ao 6 pokis Ta 4-6 roguH y aitei Bikom Big
7 pokiB.
BcraHoBneHo, Wo knipeHc kpeaTwHiHy GyB 3HauyLLOl KOBapiaTolo Ans
knipeHcy nepopanbHoro nperabaniHy, a maca Tina Oyna 3HauyLiot
KoBapiaTolo Ans ysiBHOro 0b'eMy poanoginy nepopansHoro nperabanivy, i
Liei1 3B'130K 6B aHaNOriYHUM y AiTel i BOPOCNX NaLyieHTiB.
dapmakokiHeTuky nperabaniHy y nauieHTis Bikom o 3 MicsLiB He BUBYANM
(ome. poagin «[ituy, «TobiyHi peakuii» Ta «PapmakoguHamika).
[MaujieHTy NiTHLOrO BIKY.
KnipeHc nperabaniHy Mae TeHAEHLil0 A0 3MEHLIeHHs 3 Bikom. Take
3MeHLUEeHHs KnipeHcy nmperabaniHy Npu MOro 3acTocyBaHHi NepopasnbHO
Y3roKyeTbCs 3i 3MEHLUEHHAM KITIPEHCY KpeaTUHiHy, MOB'A3aHUM 3i
30inblueHHsMm Biky. [avieHTam 3 NopyLLEHHSM (YHKLii HUPOK, NOB'A3aHUM i3
BiKOM, MOXe NoTpebyBaTuCs 3MEHLLEHHs A03n nperabaniHy (ave. po3gin
«Cnocib 3acTocyBaHHs Ta Jo3u», Tabnuus 1).
l'oayBaHHA rpyaat.
FopyBaHHs rpyaat He BnnuBano abo Mano He3HayHWd BMAWB Ha
thapMaKkoKiHeTVKy nperabaniHy npu 110ro 3actocyBaHHi y 403i 150 Mr KoXHi
12 roguH (pobosa gosa 300 wmr). MperabaniH NpoHWKae y rpyaHe MOSOKO,
npu LibOMY 11010 CepeHi KOHLEHTpaLji y piBHOBaXHOMY CTaHi CTaHOBUM
6n113bko 76 % BiA KOHLEHTpaLil y nna3smi kposi MaTepi. PospaxosaHa [03a,
Ky OTPUMYE HEMOBISI 3 TPYAHMM MOFOKOM (MpW CEPELHBOMY CrIOXMBAHHI
monoka 150 mn/kr/goby) Bim XiHku, sika npuitMae nperabaniH y [osi
300 mr/poby abo y makcumanbHii gosi 600 mr/aoby, craHosuTb 0,31 abo
0,62 mr/kr/noby BignosigHo. Lli poapaxoBaHi 4o3n cTaHOBNSTb NPUBRM3HO
7 % Big 3aranbHoi 40BOBOI 403K y MaTepi y nepepaxyBaHHi Ha Mr/kr.

KniniuHi xapakrepucTuku.

MokasaHHs1.

HetiponamuyHui 6inb.

MpenapaT 30Hik NokasaHW AnNs nikyBaHHsS HedponaTnyHoro 6050
nepudepriHOro abo LieHTpanbHOro MOXOAKEHHS Y A0POCINX.

Eninencis.

lMpenapat 3oHik nokasaHWil JOPOCNMM SK JOAATKOBE MiKyBaHHS Mpw
napLianbHuX CyAOMHWX Hanaax i3 BTOPUHHOI reHepaniaaLlieto abo 6e3 Hei.
eHepanizosaHuli mpusoxHull poasnad.

lMpenapat 30Hik NOKa3aHwWi Ans NikyBaHHS reHeparniaoBaHOro TPUBOXHOIO
po3nagy y LOpOCAuX.

Oibpomianeis.

IMpomunoka3saHHs.
linepuyTnuBicTb A0 Aitoyoi pevoBuHW abo [0 Oyab-AKoi 3 AOMOMIXHMX
PeYoBWH, 3a3HaueHMX y po3aini «Cknaay.

B3aemodisi 3 iHwumu nikapcbKumMu 3acobamu ma iHwi eudu e3aemodil.
Ockinbku nperabaniH ekcKPeTYETbCS NepPeBaXHO B HE3MIHEHOMY BUMMSA 3
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CEeYet0, 3a3Hae He3HauHoro Metaboniamy B opraHismi noguHn (< 2 % [osu
BUAINAETLCA i3 Ceyeto Y BUrNsAi MeTaboniTis), He iHribye MeTaboniam iHLnX
npenaparis in vitro i He 3B'A3yeTbcA 3 Oinkamu nna3mu KpoBi, TO
ManoiMoBipHO, WO nperabaniH Moxe CpUYMHATM (hapMaKOKIHETUYHY
B3aemogito abo 6yTn 06'ekToM Takoi B3aemogii.

LocnidxerHs in vivo ma nonynauitiHul hapMakokiHemuyHuU aHani3.

Y BOCRIAXEHHAX in vivo He cnocTepiranu 3Hauyywoi KniHiYHoi
thapmakokiHeTMYHOT B3aemoaii Mix nperabaniHom i ¢eHiToiHOM,
kapbamaseniHOM, BanbNpoEBO KMCMNOTOK, NaMOTPUAKUHOM,
rabaneHTHOM, Topa3enamoM, OKCUKOAOHOM abo eTaHoNoM. MonynsuiiHmi
(hapMaKoKiHETUYHUA aHani3 nokasas, WO nepopanbHi NpoTUaiabeTnyHi
3acobw, fiypeTuku, iHcyniH, eHobapbiTan, Tiarabid Ta TonipamaTt He MakTb
KNiHIYHO 3HaYYLLOro BNAMBY Ha KiipeHe nperadarniHy.

[lepopanbHi KoHmpauenmugu, HopemucmepoH ma (abo)
emutinecmpadion.

OpHovyacHe 3acTocyBaHHA nperabaniHy 3 nepopanbHUMK
KOHTpaLenTMBamm1, HOpeTUCTEPOHOM Ta (abo) eTwHinecTpapionom He
BNMMBa€E Ha hapMaKoKiHETUKY PiBHOBAXHOTO CTaHy XOAHOMO 3 LUX
nikapcbkmx 3acobiB.

Jlikapcbki3acobu, wio ennusaroms Ha LIHC.

MperabaniH Moxe nocunuTh Aito eTaHony Ta nopasenamy. Mosigomnanu
NPO BUHWUKHEHHS ANXaNbHOT HEAOCTATHOCTI Ta KOMU | NIETANbHOrO HaciaKy y
nawieHTiB, ski npuitMany nperabaniH pasom 3 onioigamu Ta/abo iHWUMK
nikapcbkuMn 3acobamm, Lo npurHivyTh dyHkuito LHC. MperabaniH,
iMOBIPHO, MOCMIIOE MOPYLLEHHS KOTHITUBHIX Ta OCHOBHMX PYXOBUX (PYHKLIi,
CMPUYMHEHNX 3aCTOCYBAHHSAM OKCUKOZOHY.

B3aemodii'y nauieHmie nimHb020 8iky.

CnelianbHux AocnigxeHb (apMakoaMHaMiyHOi B3aemogii 3 yyacTio
300poBUX AOBPOBOMBLB MiTHLOTO Biky He NMPOBOAUNMK. [ocnimkeHHs
B3aemogii nikapcbKix 3acobiB NPOBOAUNN NNLLE Y LOPOCIMX NaLlieHTIB.

OcobiueocmizacmocyeaHHsl.

[MauieHmu 3 uykposum diabemom.

BignoBigHO [0 YMHHOI KNIHIYHOI NMpakTUKW, AesKi NaLieHTU 3 LiyKpOBUM
piabetom, mMaca Tina skux 3binblunnacs nig vac Tepanii nperabaniHom,
MOXYTb NOTpebyBaTW KOpekUii [o3W LyKPO3HWKYBaNbHUX MiKapCbKux
3acobiB.

Peakuii 2inepyymnusocmi.

[MoBigoMNANM Npo PO3BUTOK peakLuiil rinepyyTnuBOCTI, BKMKOYAOUM
aHriOHEBPOTUYHUN HAbpsK. Mpn BUHWKHEHHI TakuX CUMNTOMIB
aHriOHEBPOTUYHOTO HabpsiKy sk Habpsik 06nYYs, nepiopanbHUiA Habpsik abo
Habpsk BEpXHIX AMxanbHUX LWNSAXIB 3acTOCyBaHHs nperabaniHy cnig
HeranHo MPUNUHUTA.

TsAXKi WKipHI N06I4HI peakuil

Y 38'A3Ky 3 nikyBaHHAM nperabaniHoM pigko NoBIZOMNANM NPO TSXKKi LUKIPHI
nobiyni peakyii, Bkmovatoun cuHapom CrieHca-[hxoHcona (CCH) Ta
TOKCUKO-enigepmanbHuii Hekponia (TEH), siki MoxyTb 6yt HeBeaneyHumu
Ans xutTs abo maTu netanbHUi Hacnigok. Mg 4ac npusHayeHHs
nikapcekoro 3acoby 30HiK nauieHTam cnif MoBiZOMWTM MPO O3HaKM Ta
CUMNTOMM Ta YBAXHO CTEXWTY 3a LLKIPHAMM peakLisiMn. FKLLO 3'9BISTHCA
03HaKW Ta CUMNTOMM, L0 BKA3YOTb Ha Lii peakLii, CniA HeraiHo BigMIHUTK
3acTocyBaHHs nperabaniHy Ta PO3rNsHYTW anbTepHaTUBHE MiKyBaHHS (y
pasi HeobxigHoCTi).

3anamopoyeHHs, coHnusicmb, empama ceidomocmi, cniaymaHicms
csidomocmi ma nopyweHHs NCUXiKU.

3acrtocyBaHHs nperabaniHy CynpoBOXYBarnocs MosiBoi0 3anamopoyeHHst
Ta COHMMBOCTI, WO MOXe 30iNbLUIMTU PU3MK BUHUKHEHHS TPaBMaTUYHMX
BUNaAKB (MadiHHA) Y nauieHTiB NiTHLOro BiKy. Takox NosigoMnsnM npo
BUMagKW BTpaTW CBIZOMOCTI, CMAyTAHOCTI CBIZOMOCTI Ta MOPYLUIEHHS
neuxiki. Y 38's3Ky 3 LM navieHTam cnif pekomeHayBatv byTi obepexHumm,
MOKM iM HE CTaHyTb BiOMI MOXTNMBI €0heKTY LibOro NikapcbKoro 3acoby.
Posnadu sopy.

Mig 4ac KOHTPONbOBAHMX AOCMIAXEHb HEYITKICTb 30py yacTile
cnocTepiranacs y nauieHTis, siki npuimanu nperadani, Hix y naviexTis, ki
oTpumyBanu nnaue6o. Y 6inblwocTi BUNAAKB Le SBWLLE 3HWKANO Npw
NPOAOBXEHHI Tepanii. Y xogi KNiHIYHMX LOCTIMKeHb, B SKUX MPOBOAWMM
ochTanbMonoriyHe 0BCTEXEHHS!, YacToTa BUNAAKIB MOTPLUEHHS FOCTPOTH
30py Ta 3MiHM nons 3opy Oyna BMLIOK Y NaUieHTiB, SIki 3aCTOCOBYBaNM
nperabaniH, NopiBHAHO 3 malieHTamu 3 rpynu nnaye6o; yactoTa
BMHWUKHEHHS 3MiH HAa O4HOMY AHi Byna BILLOLO y NaLlieHTiB i3 rpynu nnavebo
(ame. po3gin «dapmakoanHamikay).

Takox nosigomnsinu npo nobiuHi peakLii 3 6oky opraHiB 30py, BKIOYAKYM
BTpATY 30pY, HEYITKICTb 30py abo iHLLi 3MiHW rocTpoTH 30py, 6araTo 3 AKMX
Bynn TmyacoBumu. [licns NpUNUHEHHst 3acTocyBaHHs nperabaniHy L
CYMNTOMW 3 BOKy OpraHiB 30py MOXYTb 3HUKHYTM 200 3MEHLLMTHCS.

Hupkosa HedocmamHicmb.

[Nosigomnsanu nNpo BUNaaKM PO3BUTKY HUPKOBOI HEAOCTATHOCTI, fka iHOA
Byna 06opoTHOIO NicAs NPUNMHEHHS 3aCTOCYBaHHS nperabanivy.

BidmiHa cynymHix npomueninenmu4Hux npenapamis.

Hapasi HegoCTaTHbO AaHWX LWOAO TOro, YU MOXHA BILMIHATK CynyTHi
nNpoTWeNinenTUYHi NpenapaTi Nicns TOro, sk y pesynbTaTi [oAaBaHHA
nperabanivy fo Tepanii byge [OCATHYTO KOHTPOMIO 3a Cygomamu, o6
nepeiTv Ha MOHoTEpanito nperabasniHom.

3acmitiHa cepuesa HedocmamHicm.

[MoBigomMAsANM NPo 3acTiiHy CepLeBY HEAOCTATHICTb Y AEAKNX NaLlieHTIB, sKi
npuitMani nperabaniH. Taka peakwis cnocTepiranacs 3aebinbLoro nia Yac
nikyBaHHs nperabaniHom HeliponaTyHoro 60K y NaLieHTIB NITHLOTO Biky 3
YKE ICHYIOUMMK CEPLEBO-CYANHHUMI MOPYLUEHHSMU. TakuMm nauieHTam
nperabanid cnig 3actocoByBaTu 3 06epexHicTio. Tpu NPUNUHEHHI
3acTocyBaHHs nperabanity Lie SBULLE MOXE 3HUKHYTU.

TlikysaHHs1 Helponamu4Ho20 60710 UeHMpaTbHO20 NOXOOXKEHHS 8HACTiOOK
YPaXeHHS CUHHO20 MO3KY.

Mig yac nikyBaHHS HEMpONaTMYHOro OOMK LIEHTPANbHOrO MOXOMKEHHS,
CMPUYNHEHOTO YpaxXeHHSM CMIMHHOTO MO3Ky, 36inbluyBanacs yactoTa
noBiYHMX peakLiit y Linomy, a Takox nobiuHMx peakwii 3 6oKy LieHTpansHoT
HepBOBOI c1CTEMM Ta 0cOBNMBO CoHnMBOCTI. Lle moxe GyTn no's3aHo 3
a[MTUBHOIO Ai€t0 CynyTHIX Nikapcbkux 3acobiB (Hanpuknag, aHTUCNacTUYHUX
npenaparis), HeOOXiAHWX ANs NikyBaHHs! Liboro cTaHy. Lito obcTaBuHy cnip
Bpatv fo yBaru, npusHayatoum nperabaniy Npy TakoMmy CTaHi.

[pueHivyeHHs duxaHHs

[MoBiAOMAANM NPO TSHKKE NPUTHIYEHHS ANXaHHS Y 3B'A3KY 3 3aCTOCYBAHHAM
nperabaniny. MauieHTy 3 NOpyLeHHAM QYHKLT AuXaHHs, pecnipaTopHUMK
3aXBOpIOBaHHAMM abo HEBPOMOriYHUMM 3aXBOPIOBAHHSAMM, HUPKOBOK
HEAO0CTaTHICTI0, OHOYACHNUM BXWUBaHHSM 3acobiB, LU npurHivytoTb LIHC, Ta
navjieHTV NITHBOTO BiKY MOXYTb MaTM BinbLUNI PU3MK BUHUKHEHHS L€l TSHKKOT
nobiuHoi peakuii. [ns Takux nauieHTiB Moxe 3HamobUTIUCS KOPUTyBaHHS
po3v (ame. po3gin «Cnocib 3acTocyBaHHs Ta LO3un»).

CyiyudanbHuli pusuk

[MoBigoMnsAnW Npo BUNAZKM CyilmaanbHUX LyMOK/MOBELHKW/MIA Y NaLlieHTiB,
AKi OTpUMyBanM Tepanito NPOTUENiNenTUYHUMKM npenapaTtamn (y T. M.
nperabaniHom) 3a AesikMm NokadaHHAMM (AnB. po3ain «MobiyHi peakLii»).
3a pesynbTatamu MeTaaHanidy AaHux, OTPUMaHMX Y XO4i paHAOMI30BaHWX
nnawe60-KoHTPONbOBaHUX LOCTiMKEHb MPOTUENINENTUYHUX Mpenaparis,
TakoX cnocTepiranocs Heeenuke MiABMULIEHHS CYiLMAANbHOTO PU3NKY.
MexaHi3M BUHWUKHEHHS LIbOro pu3nKy HEBIAOMMIA. Y NOCTMapKETUHrOBOMY
nepioAi y nauieHTis, siki oTpuMyBanu nperabarnid, cnocTepirannucs BUNazKm
cyiumpanbHux Lymok/moBeAiHku (aue. po3gin «[MobiuHi peakuii»).
EnigemionoriyHe focnigXeHHs 3 BUKOPUCTAHHAM AW3alHy
CaMOKOHTPOJbOBAHOTO AOCHIMKEHHS (MOPIBHAHHS NepioaiB NikyBaHHs 3
nepiogamu 6e3 nikyBaHHS B OKpemoi MOAWHM) NPOAEMOHCTPYBano
NiABULLEHNA PU3NK HOBWX MPOSIBIB CyilynAanbHOi NOBERjHKM Ta CMepTi
BHacnigok camorybcTea y navieHTiB npu npuiomi nperabarnixy.

Y 3B'A3ky 3 UMM HeobXiaHO peTenbHO crnocTepiraTh 3a naujeHTamu ans
BUSBNIEHHSI O3HaK CyiuMaanbHUX AyMOK/MOBEAIHKW/AIN Ta PO3rnsiHYTH
JOUINbHICT NPU3HAYEHHs BiAMOBIAHOMO NiKyBaHHA. Y pa3i MosiBU Takux
03HakK naLjieHTam (Ta ocobam, ki 4ornsaaoTb 3a HUMK) CRif 3BEpHYTUCS 38
MeanyHolo Aonomoroto. Cnig po3risHyTM MOXNMWBICTb NPUNUHEHHS
nikyBaHHs nperabaniHom y pasi cyilmaanbHuX 4yMOK/NOBEiHKN.
[ozipwerHs hyHKUIT HWKHIX 808 WiTYHKOBO-KUWKOB020 mpakmy.

Micns BUxody nNpenapaty Ha PUHOK MOBIAOMAANM MPO SABWLLA, NOB'A3aHI 3
MOTiPLUIEHHAM (YHKLLT HWXKHIX BiAAINIB LUMYHKOBO-KULLIKOBOTO TPAKTY (Taki ik
HEMPOXIAHICTb KMLLEYHWKY, NapaniThyHa HeNPOXIAHICTb KMLLEYHWKY, 3anop),
npu 3acTocyBaHHi nperabaniHy pa3om 3 nikapCbKinMu 3acobamm, Lo MOXYTb
CMPUYNHUTK 3anop, Hanpuknag onioigHWMKM aHanbretukamu. Mpu
0[JHOYaCHOMY 3acTOCyBaHHi nperabaniHy Ta onioigie Cnig BXUTW 3axoais
Ans NpoinakTvky 3anopis (0COBAMBO Y XIHOK Ta NALiEHTIB MITHLOTO Biky).
O0HoyacHe 3acmocysaHHs 3 onioidamu

PekomeHayeTbeca 3 0bepexHicTio npusHayatv nperabaniH ogHOYacHoO 3
onioigamn yepes puauk npurHiveHHs LIHC (awe. pospin «Bsaemopis 3
iHWUMKM nikapcbkumu 3acobamu Ta iHWi BUAW B3aeMogin»). Y
PETPOCNEKTUBHOMY AOCTifXeHHI 6yno NpoAEeMOHCTPOBaHO, L0 NaLieHTy,
ki npuiiMany nperabanii ogHOYACHO 3 omioigamu, Man NigBULLEHNA PU3NK
neTanbHOCTI, NOB'A3aHOI 3 oMioigamu, NOPIBHAHO i3 3aCTOCYBaHHSAM OnioiaiB
OkpeMo (ckopuroBaHe cnisBigHoOWeHHSA waHciB [aOR], 1,68 [95 % [,
1,19-2,36]). Llen nigeuwenunir pusuk 6yno 3acbikcoBaHo npu npuiomi
HM3bkx [o3 nperabanivy (< 300 mr, aOR 1,52 [95 % [I, 1,04-2,22)), i
cnocTepiranacs TeHAeHLis 4o BinbLu BYUCOKOTO pr3nKy Npu NPUIAOMi BUCOKMX
pos nperabaniny (> 300 mr,aOR 2,51[95 % [il 1,24-5,06]).

HenpasuribHe 3acmocyeaHHs, 31108 XU8aHHs ab0 3a/IEXHICMb.

MperabaniH Moxe BUKAMKATW NiKapCbKy 3aNeXHICTb, Ska MOXE BUHUKATU
Npu 3acToCyBaHHi TepaneBTUYHWX [03. [MoBIiZOMASAM NpO BUNALKM
3MI0BXWBaHHA Ta HENPaBWMbHOTO 3acTocyBaHHA. [layieHTn 3i
3MOBXMBAHHAM PIi3HAMK PEYOBMHAMW B aHaMHE3i MOXYTb MaTW BULLIA
PU3NK HENPaBUNMBHOTO 3aCTOCYBaHHS, 3MOBXWBAHHS Ta 3anexHOCTi npu
3aCTocyBaHHi nperabaniHy, TOMy Leit nikapcbkuit 3acid y Hux cnig
3acTocoByBaTi 3 obepexHicTio. MNepen npusHayeHHsM nperabanivy cnig
PETENbHO OLHUTM PU3NK HEMPABUBHOMO 3aCTOCYBaHHS, 3MOBXVUBaHHs abo
3aeXHOCTI.

MavienTn, gk oTpUMytoTb NikyBaHHS nperabarniHoM, NoBuHHI Nepebysati
nig HarnsgoM Ans BUSBNEHHS CMMNTOMIB HENpPaBUIbHOTO 3aCTOCYBaHHS,
3r0BXWBaHHA abo 3anexHOCTi, Takx SK PO3BMTOK TONEPaHTHOCTI,
MiOBULLEHHS J03W Ta MosiBa MOBEAIHKM, CMPSIMOBAHOI Ha OTPUMaHHS
nikapcbkoro 3acoby.

Cumnmomu giomiHu.

Micns npUnuHEHHs KOPOTKOCTPOKOBOI abo TprBanoi Tepanii nperadaniHom
cnocTepirannucsl CUMNTOMK BigMiHM npenaparty. Mosigomnsnn npo Taki
cumnToMu: 6€3COHHS, TOMNOBHMIA Ginb, HyaoTa, TPUBOXHICTL, Aiapes,
rpunonogibHMiA CUHLPOM, HEPBO3HICTb, AENPECS, CyilmaanbHi aymku, Binb,
CyAOMM, TiNeprigpo3 i 3anamopoyeHHs. BUHWKHEHHS CMMNTOMIB BiAMiHM
nicnst NPUNUHEHHs NpuitoMy nperabaniHy Moxe CBIAYNTU MPO NiKkapcbky
3anexHictb (auB. po3ain «MobiyHi peakuii»). Lo iHdopmaLilo cnig
noBifOMUTW NauieHTy neped noyatkom Tepanii. Akwo nperabaniH
HeoOXigHO BIAMIHWTY, PEKOMEHOYETbC POBUTY Lie MOCTYNOBO MPOTSIOM
LOHaMMEHLLE 1 TWXHS He3anexHo Bif nokasaHb (auB. po3gin «Cnocib
3aCTOCYBaHHs Ta 4o3n).

Cypomu, 30kpema eninenTuyHmiA CTaTyc Ta BENMKi CyLOMHI Hanaau, MoXyTb
BMHMKATM Nif Yac Tepanii nperabaniHom abo HeBAOB3i NiCNS Or0 BiAMIHM.
[JaHi wopno BigMiHu nperabaniHy Nicnst TpUBANOro 3aCTOCyBaHHS BKadytoTb
Ha Te, WO YacToTa BUHUKHEHHS Ta CTYNiHb TSXKOCTI CUMNTOMIB BiAMIHM
MOXYTb 3anexaTu Big J03N.

Exuecpanonamis.

MMoBigomnsanu npo BUNagky eHuedanonarii, Wo BUHWKaNN NepeBaxHo Yy
nayieHTiB i3 CynyTHIMM 3aXBOPHOBAHHAMM, WO MOXYTb CMPOBOKYBaTM
eHuedanonarito.

JKiHK1 penpoayKTMBHOIO BiKy/KOHTpaLenLis.

3actocyBaHHs nperabaniHy npoTsrom | TpUMECTPY BariTHOCTI MoXe
CMPUYNHATM CepI03Hi BPOKeHi Bagy po3suTky (BBP) y MainbyTHb01 ANTUHM.

ZONIK® 150 MG/UA/F

727 mm

\

180 mm

[Mpenapat 3oHikHe crig 3acTOCOBYBATU Y Nepioz BariTHOCTI, OKPIM BUNaAKiB,
KoM KOpUCTb AN MaTepi IBHO MEPEeBULLYE MOXIMBMA PU3NK ANs NnoAa.
JKiHKM penpoayKTUBHOTO Biky MPOTAroM MikyBaHHs nperabaniHoM NoBUHHi
BUKOPUCTOBYBATK eeKTUBHI 3acobu KoHTpauenuii (ane. posain
«3acTocyBaHHs y nepiof BariTHOCTi ab0 rolyBaHHS rpyaaton).

3acmocysaHHs y nepiod eacimHocmi abo 200yeaHHs 2pyddro.

XKiHKu1 penpooyKTMBHOTO BiKY/KOHTpaLenLyis.

JKiHKM penpoayKTUBHOTO Biky NOBWHHI BUKOPUCTOBYBATU €GheKTUBHI 3ac06M
KOHTpaLienLji.

BaritHicTb.

Y xopi focnimkeHb Ha TBapuHax Oyno npogeMOHCTPOBaHO PEMPOLYKTUBHY
TOKCWYHICTb. lMoka3aHo, Lo nperabaniH NpoHKKae Yepe3 NnaLeHTy Y LypiB.
[perabaniH Moxe NPOHNKATK Yepes NNaLeHTY MOANHA.

Ceplto3Hi BpoeHi Baam possuTky (BBP)

[aHi ckaHanHaBcbkoro 0bcepBaLiiHOro OCAIAKEHHS 3 y4acTio GinbLu HiX
2700 BariTHUX XiHOK, siki 3acTocoByBanu nperabaniH y | Tpumectpi,
npofeMoHCTpyBanu Binbluy nolwmpeHicTb cepito3Hux BBP cepen aiteit
(xmBUX abo MepTBOHAPOMXKEHUX), SKi 3a3HanM BHYTPIlLHbOYTPOBGHOMO
BNIMBY nperabaniy NopiBHSHO 3 NonynsLieto AiTen, siki Takoro BIMBY He
manm (5,9 % npotn4,1%).

Pnsuk po3Butky cepitosHux BBP cepepn pitei, ski 3a3Hanm
BHYTPILLUHLOYTPOGHOrO BNNMBY nperabaniny y | TpumecTpi BariTHocTi 6yB
[eLLO BULYYM NOPIBHSHO 3 MONYNsLielo AiTen, ki Takoro BNMBY He Mamnu
(kopuroBaHuit koediLieHT nowmpeHocTi Ta 95 % AoBipumit iHTEpBan:
1,14 (0,96-1,35)), Ta nopiBHAHO 3 monynsuieto, sika 3a3Hana BnNB
namoTpuoxury (1,29 (1,01-1,65)) abo aynokcetury (1,39 (1,07-1,82)).
AHanis cneuundikn BBP npogemoHcTpyBaB 6inblu BUCOKMA PU3NK LOAO
opocacuianbHux He3polieHb Ta AedekTiB o4yell, HepeoBoi abo
CevoCcTaTeBoi CUCTEMU, ane MOKa3HWKM OGynn HEBENWUKUMMW, a OLjiHKM
HETOYHUMM.

[Mpenapat 30Hik He cnif 3acTocoByBaTH Y Nepiof, BariTHOCTi 6e3 HaranbHoi
noTpedm (Komm KOPUCTb 1St MaTepi ABHO NEPEBULLYE MOXKIMBMIA PU3NK ANS
nnoaa).

[onysaHHa rpyaato.

[MperabaniH NpoHukae y rpyaHe MOMoKo noavHK. Bnnve nperabaniy Ha
HOBOHAPOMKEHWNX/HEMOBNSAT HEBIZOMMIA. He0bXiaHO NPUIAHSATY pilLeHHs Npo
NPUNMHEHHS FPYAHOTO roAyBaHHS Yy BigMiHy Tepanii nperabaniHom, Gepy4u
[0 yBarv KOpuCTb roayBaHHs rPyALH0 ANs AUTUHM Ta KOPUCTb NikyBaHHS ANs
KIHKM.

DepTUnbHICTb.

KniHiyHi paHi wogo Bnnmsy nperabaniHy Ha hepTUNbHICTb XIHOK BiCY THi.
Mig Yac KNiHIYHOrO AOCAIMXEHHS 3 BMBYEHHS BMnMBy nperabaniHy Ha
PyXnuMBIiCTb CnepMaTo30ifiB 340poBi L0OPOBONbLI Y0ONOBIYOi CTaTi
3actocoByBanu nperabaniH y fosi 600 mr/oby. Micns 3acTtocyBarHs
npenapaTy npoTAroM 3 MiCALiB XOAHOTO BMAMBY Ha PYXNMBICTb
CnepmaTo30igiB He BUSIBIIEHO.

Y xopi pocnifjkeHHs epTUNbHOCTI Yy camuub LiypiB cnocTepirascs
HebaxaHuin BNNWB Ha PenpopyKTMBHY (yHKUito. Y Xodi AOCMimKeHHs
bepTUNbHOCTI y camLiB LWypiB cnocTepiraBcs HebaxaHui BNAMB Ha
penpoaykTBHY (YHKLit0 Ta po3BUTOK. KniHiyHa 3Havywictb Lnx
pe3ynbTaTis HeBifoOMa.

30amHicmb ennueamu Ha weudkicmb peakyii npu KepysaHHi
a8mompaHcnopmomM abo iHWUMU MeXaHi3Mamu.

[MperabaniH Moxe He3HaYHO abo MOMIPHOK MIpOK BNNIMBATY Ha 30aTHICTb
KepyBaTi TpaHCNOPTHUMK 3acobami Ta NpaLoBaTy 3 iHLUMI MexaHi3Mami.
[Mpera6aniH MoXe CIPUYNHATYI 3aNaMOPOYEHHS | COHIMBICTb, | TAKM YUHOM
BNNMBATY Ha 30aTHICTb KepyBaTH TPAHCMOPTHUMK 3acobamm Ta npatitosaTtit
3 iHWMMKM MexaHismamu. Y 3B'A3Ky 3 LM naljieHTam crif pekoMeHayBaTy
YTPUMYBATUCA Bif, KEpyBaHHs TPaHCMOPTHUMM 3acobamu, Bif poboTH 3i
CKIaZHO0 TEXHIKOHO Ta Bif iHLLOT NOTEHLiHO Hebe3neyHoi 4isnbHOCTI, NOKN
He CTaHe BifOMO, Y4 BNNMBAE Lieit Nikapcbkuii 3acib Ha iXHI0 3aaTHICTb 40
TaKoi JisiNbHOCTI.

Cnoci6 3acmocyeaHHs ma do3u.

Cnocib 3acmocy8aHHs.

[Mpenapat 30Hik NPUIAMaTH HE3aNEeXHO Bif NPUAOMY ixXi.

[aHnin nikapcbkuit 3acib NpUsHavyeHuidt BUHATKOBO NSt NEPOpanibHOro
3aCTOCYBaHHS.

[Loasu.

[iana3oH 103 npenapaTty Moxe 3miHtoBaTUCS Y Mexax 150-600 mr Ha foby.
[lobosy no3y poanopginsTi Ha 2 abo 3 npuitomu.

Y BUNaaky npusHadeHHst pa3oBoi A03n MeHLe 150 Mr - 3acTocoByBaTH y
BiANOBIgHOMY A03yBaHHi.

HeiiponaTunytmii 6inb.

Tepanito nperabaniHom MoxHa posnoyatn 3 goan 150 mr Ha goby,
po3nogineHoi Ha 2 abo 3 npuiiomm. 3anexHo Bif iHAMBIAYanbHOI BiANOBIAi Ta
nepeHoCMOCTi npenapary 403y MoxHa 36inbLwmnTi 1o 300 Mr Ha o6y Yepes
3-7 pHiB, a y pasi HeobXigHOCTI — 40 MakcmanbHoi 4o3n 600 Mr Ha foby we
nicnsa 7 gHis.

Y BUnagKy npusHaveHHs pas3oBoi [o3n MeHwe 150 mr - 3acTocoByBaTh y
BiANOBIgHOMY A03yBaHHi.

Eninencis.

Tepanito nperabaniHom MoxHa posnoyatn 3 goan 150 mr Ha goby,
po3noaineHoi Ha 2 abo 3 npuitomm. 3anexHo Bif iHAMBIAYanbHOI BiANOBIAi Ta
nepeHoCUMOCTi npenaparty nauieHToM 403y MoxHa 30inbmTt 4o 300 Mr Ha
noby nicns nepworo TWxHs nikyaHHs. Lle yepes oguH TwxaeHb [o03y
MO3Ha 36inbLUKNTM A0 MaKkcManbHoi — 600 mr Ha foby.

Y BUnagKy npusHaveHHs pas3oBoi fo3n MeHwe 150 mr - 3acTocoByBaTh y
BiANOBIgHOMY A03yBaHHi.

['eHepanisoBaHui TPBOXHWIA PO3Nag.

[o3a, sy po3noginsioTb Ha 2 abo 3 NpuItoMmM, MOXe 3MIHIOBATICS Y MeXax
150-600 mr Ha poby. MNepiognyHo cnig nepernsgat HeobXigHICTb
MPOAOBXEHHS Teparnii.

Tepanito nperabaniHom MoxHa po3noyaty 3 4o3u 150 mr Ha aoby. 3anexHo
Bif iHOMBIQYanbHOI BiANOBILi Ta NepeHOCMMOCTI Npenapaty navjieHToM 403y
MoxHa 30inbwmt go 300 Mr Ha foOy Micns NepLIoro TUXKHS NiKyBaHHS.
Micns e oHOrO TYXKHS NpUAOMY A03y MOXHa 3Binblwmti Ao 450 Mr Ha
100y. LLle yepes oanH TWKOEHb [O3Y MOXHA 36INbLUMTI A0 MaKCMMambHOI —
600 MrHa foby.

Y BUNajky NpuaHayeHHst pasoBoi Jo3un MeHwe 150 mr - 3actocoByBath y
BiANOBIAHOMY [O3YBaHHi.

dibpomianris.

PekomeHgoBaHa fjo3a npenapaty Ans nikyBaHHs chibpomianrii cTaHoBUTL
Bin 300 go 450 mr Ha goby. JlikyBaHHS crif pO3MoYMHaTL i3 3aCTOCYBaHHS
no3u 75 Mr agivi Ha foby (150 mMr Ha goby). 3anexHo Bif eekTUBHOCTI Ta
nepeHOCMMOCTi, 03y MOXHa 36inbLuyBaTh 1o 150 Mr Agidi Ha [oby (300 Mr
Ha [oby) NpoTAroM OHOro TWXHS. [ns nauieHTiB, Ans SKMX 3aCTOCYBaHHS
no3u 300 Mr Ha [oby € HeoCTaTHBO ePEKTUBHUM, MOXHA 30iNbLINTY 403y
po 225 wr agivi Ha noby (450 mr Ha foby). Xova iCHye AOCMimpKEeHHs
3acTocyBaHHs o3n 600 mMr Ha 4oby, AoKa3iB TOro, WO 3aCTOCYBaHHA Liei
no3v Gyzie MaTh LOAATKOBY NepeBary, HEMae; TakoX Taka Jo3a Mana ripluy
nepeHocumMicTb. bepyun o yBaru gososanexHi nobiyHi peakuii,
3acTocyBaHHs 03 Bulle 450 Mr Ha o6y He pekomeHayeTbes. Ockinbku
nperabaniH BUBOAWTLCS FONOBHUM YMHOM HUPKaMK, Criig, Kopuryeat 4oy
npenapary nauieHTam i3 nopyLUEHHAM (yHKLii HUPOK.

Y BUNagky NpuaHayeHHst pasoBoi Jo3n MeHwe 150 mr - 3actocoByBaTH y
BiANOBIAHOMY A03yBaHHi.

Bigmina nperabaniny.

BignoBigHO A0 Aitouoi KNiHIYHOT MpaKTUKKM, NPUNMHATW Tepanito
nperabaniHoM peKkoMeHZYeTbCs MOCTYMOBO, MPOTAIOM LOHAMMEHLLE
OfHOMO TWXKHS, He3anexHo Bif nokasaHb (AuB. posginu «OcobnmsocTi
3acTocyBaHHs» Ta «Mobiuni peakyiiy).

[NopyLeHHs dYHKLT HUPOK.

[MperabaniH BUBOANTLCS 3 CUCTEMHOTO KPOBOTOKY B HE3MIHEHOMY BUFNSAI,
nepesaxHO HUpkamu. Ockinbku KnipeHe nperabaniHy NpsiMo NponopLyiiHuiA
KnipeHcy KpeaTuHiHy (auB. po3gin «PapmakokiHETUKay ), 3MEHLLYBATH 403y
navieHTam 3 NopyLUEHHSM YHKLii HUPOK Crif iHAMBIAYaNbHO, Sk 3a3HaY€HO
y Tabnuui 1, BignosigHo po knipeHcy kpeatuHiHy (CLcr), skuin cnig
BW3Ha4aTV 3a Gopmynoto:

[ 1,23 x [140 - Bik(poku)] x maca Tina (kr) ] (x 0,85 ans

CLcr(mn/xB) = !
( ) lpiBeHb KpeaTuHiHY y nnaami Kposi (MKMOJ‘Ib/J‘I)J XIHOK)

MperabaniH egekTMBHO BMAANAETHCA 3 MNasMu KPOBi 3a AOMOMOrOH
remogianizy (50 % npenapaty npotarom 4 roguH). [ins nauieHTiB Ha
remopianisi foboBy o3y nperabaniHy cnig kopwryBaTV BignoBigHO A0
yHKUii HMpok. Kpim po6oBoi fo3w, ogpasy Mnicns KOXHOI 4-roguHHOI
npoueanypu remogianisy HeobxigHO 3acTOCOBYBaTW AOAATKOBY A03Y
npenaparty (aue. Tabnuuto 1).

Kopekuist foan nperabaniHy BignosiaHo [0 (hyHKLT HUPOK.

Tabnmus 1
Kniperc 3acanbHa dobosa do3a Pexum
KpeamuHiHy npezabariy” do3ysatHst
(CL,) (mn/xe)
Moyamkosa MakcumansHa
0o3a (m2/00by) | do3a (Me/doby)
=60 150* 600 [Ogivi abo
Tpuyi Ha foby
>30-<60 75 300 [OBivi abo
TpWyi Ha foby
215-<30 25-50* 150 Pa3 abo
ABiYi Ha [oby
<15 25% 75* Pa3 Ha o6y
[lonatkosa fo3a nicns remogianiay (Mr)
25* 100* OpHokpaTtHa
nosa’

* ¥ sunadky 3acmocysaHHs pa3osoi do3u mMeHwe 150 me — 3acmocosysamu y
8i0nogiOHOMY 003y8aHHi.

* 3azankHy do6osy osy (Me/doby) cnid po3nodinumu Ha dexinbka nputiomie
8i0n08idHo 00 pexxumy o3ysaHHs, Wob ompumamu 003y A1 0OHOKPamHoO20
nputiomy (mMe/do3y).

* [lodamrkosa dosa — ye dodamkosa 0dHOKpamHa d03a.

[opyLueHHs yHKLT neviHku.

[ns naujieHTiB 3 NopyLUeHHAM dyHKLT neviHk1 HeobXiAHOCTI y KopekLii 403
Hemae (auB. po3ain «dapmakokiHeTukay).

[aLieHTn NiTHLOTO Biky.

[nsa nauieHTiB NiTHLOrO BiKy Yepes MOriplUeHHs (YHKLi HAPOK MOXe
BMHWUKHYT HEOBXIAHICTb Y 3MEHLUEHHI [03n nperabaniHy (awe. po3gin
«PapmakoKiHeTHKa).

Limu.

Besneka Ta epekTMBHICTL NperabaniHy npu AOro 3acTocyBaHHi AiTM (Bikom
1o 18 pokis) He BCTaHoOBNeHi. [loCcTynHa Ha Lied Yac iHopmallis HaBegeHa y
poagini «MobivHi peakuii», a Takox y posainax «PapmakoguHamikay i
«PapmaKokiHeTKa», OfHaK, OMMpaloynCh Ha HMX, HEMOXIMBO HagaT
KOLHMX peKOMEeHAALLiN LLOAO A03yBaHHS Liiit kaTeropii naLjieHTis.

MepedosyeaHHs.

[oBigOMNANM, WO HanyacTiwWmMu NobGiYHUMKU peakuyismu npu
nepeno3yBaHHi nperabaniHy Oynn COHMMBICTb, CMMyTaHICTb CBILOMOCTI,
30y/KEeHHS Ta HECMOKi. Tako HaaXoAMM NOBIAOMIIEHHS PO CYAOMN.
Pigko nosigomnsnu npo BUnagky Komu.

JlikyBaHHs nepepo3yBaHHA nperabaniHy nondrae y 3aranbHux
niaTpUMyBanbHUX 3axofax Ta 3a noTpebu Moxe BKOYATV reMoAianis (ave.
po3ain «Cnoci6 3acTocyBaHHs Ta 403ny, Tabnuus 1).

MobiyHi peakuil.

Y pocnigKeHHAX HahyacTiwnmu nobiyHUMu peakyismn Gynu
3anamopoyeHHs | CoHNMBICTb. MoBiuHi peakLii 3a3suyart bynu nerkummn abo
MOMIPHUMN.

Hwxdye HaBegeHi Bci nobiuHi peakyii, WO BUHMKANM YacTile, HiX npu
3acTocyBaHHi nnale6o, Ta binbLue Hix y ogHoro nauieHTa. Lii nobiuHi peakuii
3a3HaveHi 3a cucTeMamu OpraHiB Ta 3a 4acToTow: dyxe yacto (= 1/10);
yacto (Big = 1/100 mo < 1/10); Hevacto (Big = 1/1000 go < 1/100); pigko
(Bim =1/10000 go < 1/1000); myxe pigko (< 1/10000); yacToTa HeBigoMa (He
Moxe ByTu OLjiHeHa Ha OCHOBI HasiBHWX AaHKX). Y KOXHI rpyni 3a 4acToTor
BUHWKHEHHS NoBiuHi eheKT NPeACTaBMEHO Y MOPSAKY 3HWKEHHS CTYMEHS iX
nposBiB.

3asHaveHi nobiuHi peakwji Takox MoxyTb GyTi mos'a3aHi 3 nepeGirom
OCHOBHOTO 3aXBOPOBaHHs Ta (abo) cynyTHIM 3aCTOCYBaHHSAM iHLUMX
nikapcbkux 3acobis.

Mig yac nikyBaHHS HeponaTMYHOrO GOMK LIEHTPANbHOMO MOXOMKEHHS,
CMPUYMHEHOTO YPaXEHHAM CMUHHOrO MO3Ky, 36inbluyBanacs yactora
nobiyHNx peakuiin 3aranom, Yactota nobiyHnx peakuin 3 6oky LIHC,
0c06nMBO COHNMBICTL (AMB. po3ain «OcobnMBOCTI 3aCTOCYBAHHSY).
IHdbekLi Ta iHBa3i.

Yacmo: HazodapuHriT.

3 60Ky kpoBi Ta NiMaTU4YHOT CUCTEMM.

Heyacmo: HeiATponeHis.

360Ky iMyHHOT ciCTEMM.

Heyacmo: rinepyyTnmBICTb.

Pidko: aHrioHeBPOTUYHWUIA HabpsK, aneprivni peakyii, aHadinakToigHi
peakuii.

3 60ky 0OMiHy pe4oBuH, MeTaboniamy.

Yacmo: nigBULLEHHS aneTuTy.

Hewacmo: BTpaTa aneTuTy, rinornikemis.

3 6OKy NCuXiK.

Yacmo: eidopuyHuii HacTpil, CNnyTaHiCTb CBILOMOCTI, ApaTiBMMBICTb,
ne3opieHTaLis, 6e3COHHS, 3HVKEHHS Nibiao.

Heyacmo: rantoumHaLi, naHivHi ataku, Hecnokin, 36ymkeHHs, aenpecis,
MPUTHIYEHWNIA HACTPIN, MiQHECEHWIA HACTPIW, arpecis, 3MiHW HACTPOH,
JenepcoHaniaayis, yTpyaHeHuin fobip cnis, NaTonorivyHi CHOBUAIHHA,
nocunexHs nibigo, aHopraamis, anaris.

Pidko: posranbMoByBaHHS, cyilmaanbHi AymMKu/noBediHka (4uB. po3gin
«OcobnmBOCTI 3aCTOCYBAHHSY).

Hesidomo: nikapcbka 3anexHicTb.

3 60Ky HEPBOBOI CUCTEMM.

Llyxe 4acmo: 3anamMopoyeHHs, COHMMBICTb, FOMOBHMIA Binb.

Yacmo: atakcisd, nopyLUIeHHs KoOopAuHaLji, Tpemop, Au3apTpid, amHesis,
noripLUEHHS Nam'aTi, NOpYLUEHHS yBaru, napecTesis, rinectesis, cefaTnBHUi
edheKT, NOopYLUEHHS piBHOBarK, neTapris.

Heyacmo: cuHkone, CTynop, MiOKIOHis, BTpaTa CBiAOMOCTi, NCUXOMOTOPHA
rinepaKkTUBHICTb, AMCKIHE3is, NOCTypanbHe 3anaMOPOYEHHS, IHTEHLINHWNA
TPEeMop, HicTarm, MOpPYLIEHHS KOTHITMBHUX (DYHKL, MOPYLUEHHS NCUXIKK,
po3naan MOBMeEHHS, rinopednekcia, rinepectesid, BiQ4yTTa NeYiHHS,
aressid, 3aranbHe He3AyXaHHs, anatis, HaBKOMoOpOTOBa NapecTesis,
MIOKITOHYC.

Pidko: cypomu, napocmisi, rinokiHesisi, aucdarisi, napkiHCoHiaM, rinanresis,
3aMeXHICTb, MO30YKOBWIA CUHOPOM, CMHOPOM 3ybyacToro komeca, koma,
nenipin, eHuyedanonatis, ekcTpanipamigHuii CUHAPOM, CUHAPOM
leHa—bappe, BHyTpilHbOYEpEnHa rinepTeH3is, MaHiakanbHi peakuii,
napaHoiaHi peakLii, poanaau cHy.

3 60Ky OpraHis 30py.

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

Heuacmo: BTpata nepucepuyHOro 30py, NOPYLLEHHS 30py, HabpsiK oueit,
nedekTn nons 30py, 3HWKEHHS TOCTPOTM 30py, binb B ovax, acteHonis,
oToncis, CyxicTb B 04ax, NiABMLLEHE CNbO30BUAINEHHS, NOAPA3HEHHS
oueit, brechapuT, NopyLLEHHst akomoaaLlii, KPOBOBMIMB B OKO, CBITIIOG0SI3Hb,
HabpsK CITKIBKM.

Pi0ko: BTpaTa 30py, KepaTWT, OCLMNONCis, 3MiHa 30POBOrO CrIPUIHSTTS
rnnbuHw, Migpias, cTpabiam, sickpaBicTb 30py, aHI3OKOPisi, BUpa3Ku POTiBKM,
ek3odTanbm, napaniy 04HOro M'a3a, ipuT, KepaTOKOH'IOHKTUBIT, Mi03, HiYHa
cninota, ogTanbmonneris, atpodis 30poBOro Hepea, Habpsk Aucka
30pOBOrO HEPBA, NTO3, YBEIT.

3 60Ky opraHiB cAyXy Ta piBHoBaru.

Yacmo: BepTuro.

Heyacmo: rinepakysis.

3 boky cepus.

Heyacmo: Taxikapaisi, aTpioBeHTpuKynsipHa Grokaga nepLioro CTyneHs,
CuHycoBa bpaaukapais, 3acTiiiHa cepLieBa HeLOCTaTHICTb.

Pidko: nopoBxeHHs iHTepaany QT, cuHycoBa TaxikapAisi, CMHYCoBa apuTMis.
3 60Ky CyanH.

Heyacmo: aptepianbHa rinoTeHsis, apTepianbHa rinepTensis, npunivem,
rinepemis, Big4yTTS XONOAY B KiHL|iBKaX.

3 60Ky AnxanbHOT CUCTEMM, OpraHiB rpyaHOT KiTKM Ta cepeaoCTiHHS.
Yacmo: hapuHronapuHreansHui binb.

Heuacmo: 3apyiuka, HOCOBa KPOBOTEY, KalLerb, 3aKaAeHICTb HOCA, PUHIT,
XPOniHHS, CyXiCTb CM30BOi 0B0MOHKM HOCA.

Pi0ko: Habpsik nereHb, CTUCHEHHS B TOpMi, napuWHrocnasm, arnHoe,
aTenekTas, bpoHXioniT, rMkaeka, ibpo3 nereHis, NosixaHHs.

Hegidomo: npurHiYeHHs AnXaHHs.

3 BOKy LIAYHKOBO-KMLIKOBOTO TPAKTY.

Yacmo: OntoBaHHs, HyoTa, 3arop, Jiapesi, METEOPU3M, 3ayTTS XMBOTA,
CYXiCTb Y POTi, TaCTPOEHTEPUT.

Heyacmo: ractpoesodhareanbHa pedntokcHa XBopoba, rinepcekpelis
CMWHK, TiNecTesis POTOBOI MOPOXHUHW, XOMEUWUCTUT, XoneniTia3, KOMiT,
LUNYHKOBO-KMLLIKOBA KPOBOTEYA, MeneHa, Habpsik s3uka, pekTanbHa
kpoBoTeua.

Pidko: acunT, naHkpeaTuT, HabpsKk A3nka, aucdarisi, apTo3HUIA CTOMATHT,
BMpaska CTpaBoXoAy, NepiofoHTanbHuiA abeuec.

3 boky renatobiniapHoi cuctemu.

Heyacmo: nigBuLLeHniA piBeHb NEYiHKOBIX (DEPMEHTIB™,

PidKo: XOBTSHMLA.

[yxe pidko: nediHKoBa HeLOCTATHICTb, renaTuT.

3 60Ky LLIKipK Ta NiALIKIPHOT TKAHWHW.

Yacmo: nponexHi.

Heyacmo: nanynbo3sHe BUCUMAHHS, KPOMMB'SHKA, rineprigpos, caepbix,
anonevjs, CyxicTb LUKipW, ek3ema, ripCyTuam, BUPa3ku LLKIpK, BE3WKYMO-
OynbO3HNI BUCHN.

Pidko: cuhapom CriBeHca—[KOHCOHa, TOKCUKO-eniaepMarnbHuid HeKponis,
XOMNOAHWIA TiT, eKchoniaTMBHUIA JEPMATWT, NIXEHOIAHUA [epmatwT,
MenaHo3, posnagu 3 60Ky HirTiB, netexianbHuiz BucKn, nypnypa,
NyCTyNSPHAA BUCKN, aTpoddisi LLKIPK, HEKPO3 LLUKIPW, LIKIPHI Ta MiALIKIpHi
BY3MMK.

3 60Ky ONOPHO-PYXOBOTO anapary Ta Cnofy4HOI TKaHNHW.

Yacmo: M'a30Bi cygomu, apTpanris, 6inb y cnuHi, Binb y KiHiBkax, cnaamm
M'S13iB LU

Heyacmo: Habpsik cyrnobie, Mianris, nocinyBaHHs M'si3iB, Oinb y i,
CKyTICTb M'A3IB.

Pidko: pabgomionis.

3 60Ky HPOK Ta CE4OBMBIAHMX LUAAXIB.

Heyacmo: HeTpMaHHsi cevi, au3ypisi, anbbyMiHypis, remaTypisi, yTBOPEHHS
KaMeHiB y HUpKax, HeppuT.

PidKo: HUpKOBa HeLOCTATHICTb, ONirypisi, 3aTpUMKa Ceui, rocTpa HUPKOBa
HeAO0CTaTHICTb, FIIOMepynoHedpyT, NiENoHedpuT.

3 60Ky cTaTeBoi CUCTEMM Ta MOMOYHMX 3a1103.

Yacmo: epekTunbHa ANCHYHKLIS, IMNOTEHLS.

Heyacmo: ctaTeBa AncdyHKLUis, 3aTpuMka eskynsuii, aucmeHopes, 6inb y
MOIOYHMX 3a1103aX, NerKopes, MeHoparis, MeTpoparis.

Pidko: ameHopesi, BUAINEHHS 3 MOMIOYHNX 3amn03, 30iMbLIEHHS MOMOYHUX
3ar03, riHekomacTisl, LepBiuuT, 6anairt, enignaumir.

3aranbHi po3naay Ta peakLii y MicLii BBeEHHS.

Yacmo: nepucepuyHnit Habpsik, Habpsik, MOPYLIEHHS XOAM, MapiHHs,
BigYYTTS CM'SHIHHSA, HE3BMYalHI Bi4YTTS, NiABMULLEHA BTOMITIOBAHICT.
Heyacmo: reHepanisoBaHuin Habpsik, Habpsik 06nmMyYs, CKyTICTb Y rpyasix,
6inb, xap, cnpara, 03Hob, 3aranbHa cnabkicTb, HeagyxaHHs, abcuec,
3anarneHHs XvpoBOi TKAHUHW, peakLjii OTOYyTIBOCTI.

Pidko: rpaHynbOMa, YMUCHe 3anopisiHHS LUKOAW, 3a04epeBUHHMI (ibpo3,
LLIOK.

NabopaTopHi AOCAIMKEHHS.

Yacmo: 36inbLueHHs Macy Tina.

Heyacmo: 36inblueHHs piBHs kpeaTUHdOChOKIHA3M B KpOBi, 30iNbLUEHHS
PIBHS TTIOKO3W B KPOBi, 3MEHLLEHHS KinbKOCTi TPOMBOLWTIB, 36inbLUEHHS
PIBHS KpEaTUHIHY B KPOBI, 3MEHLLEHHS PIBHS Kanito B KPOBI, 3MEHLLEHHS Macy
Tina.

PidKo: 3MEHLLEHHSI PIBHS NIENKOLTIB Y KPOBI.

* 36inbWweHHs piBHS anaHiHamiHoTpaHcdepasn (ANlT) Ta
acnapTatamiHoTpaHctepaan (ACT).

[icns NpuNnUHEHHs KOPOTKOCTPOKOBOT abo TpwBanoi Tepanii nperabaniHom
cnocTepiranucs CUMNTOMM BiMiHM npenapaty. [MoBigoMAsNKM Npo Taki
cumnTomu: Be3COHHS, FONOBHWIA Binb, HyAOTa, TPUBOXHICTb, Aiapes,
rpUNONOLIBHUIA CUHAPOM, CyLOMM, HEpBO3HICTb, AEMpPecis, cyiumpanbHi
nymKu, Binb, rineprigpo3 i 3anamopoyeHHs. Lii cumntomm MoxyTb BkasyBaTh
Ha nikapcbKy 3anexHicTb. Lito iHdhopmallito cnif nosiaoMuTy nauieHTy nepeq
noyaTkom Tepani.

[ani wopo BigMiHv nperabaniHy nicns TpUBaNoro 3acTocyBaHHs BKasylTb
Ha Te, WO 4acToTa BUHWKHEHHS Ta CTyMiHb TSHKKOCTI CUMMTOMIB BiMiHW
MOXyTb OyTW Ao0303anexHumn (ane. posainn «Cnocib 3acTocyBaHHa Ta
Ao3ny Ta «OcobnMBOCTi 3aCTOCYBaHHSY).

[Limu. Mpodinb 6e3neku nperabaniHy, BCTAHOBNEHWA Y X04i AOCHILKEHD,
npoBedeHNX 3 y4acTio fiTeit 3 mapujanbHUMK Cy[OMHUMW Hanajamn 3
BTOPUHHOIO reHepanisatjieto abo 6e3 Hei, 6yB noaibHUi fo npodinto, skuii
cnocTepiraBca B OOCHIMKEHHAX Yy AOPOCAMX NaLieHTiB 3 eninencieto.
Haiyactilwmm no6ivHrmMmM peakuisMm Byni COHNMBICTb, Nipekcis, iHdekLii
BEPXHIX AMXaNbHUX LNAXIB, NiABULLEHHS aneTuTy, 30iNbLUEHHS Macv Tina Ta
HaszodapuHrit (gue. posginn «[itu», «PapmakognHamika» Ta
«PapmakokiHeTHKay).

[NoBinoMneHHs Npo nifo3ptoBaHi NobiYHi peakLlii.

[NoigomneHHst Npo nobiyHi peakuii nicns peectpauii Nikapcbkoro 3acoby
Mae BaxnuBe 3HauyeHHs. Lle gae 3mory npoBOAMTM MOHITOPMHF
CniBBIJHOLLEHHS KOPUCTL/PU3NK NPK 3aCTOCYBAHHI LIbOro MNikapCbkoro
3acoby. MegnyHum Ta hapmaLeBTUYHUM NpaLliBHUKaM, @ TaKOX NavieHTam
abo X 3aKOHHWM npeAcTaBHWKaM Crifg NOBIZOMMSTM NPO yCi BUNAZKM
nigo3proBaHnx NOBIYHNX peaKLiit Ta BifCYTHOCTI €CheKTUBHOCTI NiKapChKOro
3acoby Yepe3 ABTOMaTM30BaHy iHthopmaLliiHy cucTemy 3 hapmakoHarnsgy
3anocunanHsm: https://aisf.dec.gov.ua.

TepmiH npudamHocmi.
2 pokwm.

YMoBM 36epiraHHs.
36epiraTin B opuriHanbHiit ynakosLji npu Temnepatypi He BuLe 25 °C.
30epiratvy HegocTynHOMY Ans Aiten Micui.

YnakoBka.
IMo 14 kancyn y 6nictepi. Mo 1 abo no 2, abo no 4, abo no 6 Gnictepie y
KapTOHHIN ynakoBLj.

Kateropis Bianycky.
3apeventom.

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

Micue3HaxomkeHHsi BUPOOHMKa Ta agpeca MicLsi NPOBafXeHHS Oro
DifiNbHOCTI.

CM-289 (A), PIIKO Inpactpian apea, Yonanki, bxisagi, [ict. Ansap
(PamxacraH), Ingis/

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

[NaraocTtaHHboro nepernsgy. 20.06.2024.
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5. BHIWADI

PACKING MATERIAL SPECIFICATION

PRODUCT NAME:

MATERIAL CODE:

DIMENSION:

SUPERSEDED A/W CODE:

REASON FOR CHANGE A/W:

INSERT ZONIK® 150 MG CAPSULES-UA

4000816

A/W cODE: 30081616000902C SPECIFICATIONS:

COUNTRY:
BIBLE PAPER

UKRAINE

OPEN SIZE 180X727 MM AND BOOKLET SIZE 30 X 50 MM, GLUE PASTED

30081616000902B

COLORS:

VARIATION

B BLACK
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