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IHCTPYKLIA
AN MeAUYHOro 3aCTOCYBaHHA NiKapcbKoro 3acody

30HIK
(ZONIK®

Cknad:

Oitoda peyosuHa: nperabanit (pregabalin);

1 kancyna TBepza MicTUTb 75 Mr nperabaniny;

0ONOMIiXHI PEYOBUHU: KpOXMarb MpEeXenaTuHi3oBaHWi, Markilo cTeapar,
TBEPAA KenaTMHOBa kancyna (enaTuH, BOAa OuMLLeHa, TWTaHy giokeup
(E171), HaTpito naypuncynbdgar).

Nikapcbka hopma. Kancynv TBepai.
OcHo8HI (pi3uKo-XimMiyHi enacmusocmi: TBEPAi XenaTUHOBI Kancynu
poamipom Ne4 3 koprycom Ta KpULLKOHO Birnoro Konbopy, Lo MICTATL MOPOLLIOK
Bi 6inoro 4o maibxe 6inoro konbopy.

dapmakoTepaneBTUYHa rpyna. [poTueninenTuyHi 3acobu. IHwWi
npoTueninenTuyHi 3acobu. Mperabaniy. Kog ATXNO3AX16.

®apmakonoeiyHi enacmugocmi.

GapmakoduHamika.

[Jitoya peyoBuHa — nperabani, € aHanorom raMmma-amiHoMacnsHoi KUCNoTH
[(S)-3-(amiHomeTnn)-5-meTunrekcaHoBa KcnoTa).

MexaHiam gii.

Mperabanin 38'A3yeTbcs 3 AonomixHow cybogunHuyeo (a,~0 6inok)
noTeHLjian3anexHnx KanbLjieBnx kaHanie y LIeHTpanbHiil HepBOBIN cuCTeMi
(LHC).

KniniyHa edpekTuBHiCTb | Gesneka.

- HetiponamuyHui 6irb.

MperabaniH eekTMBHAA y naLieHTiB i3 giabeTnyHol Helponarieto,
NoCTrepneTUYHOI HEBpanrield Ta ypaxeHHAMU CMMHHOMO MO3KY.
EdekTuBHiCTb NpenapaTy npu iHWWX BUAax HewponaTuyHoro 6omo He
BYBYaIM.

BcTaHoBneHo, wo npodini 6e3nekn Ta ePeKTUBHOCTI NiKyBaHHA
nperabaniHom npu TpuBanocTi Ao 13 TWXKHIB 3 PEXMMOM [03yBaHHS
npenapary Agivi Ha foby Ta TpMBanICTIO A0 8 TUXHIB 3 PEXMMOM A03yBaHHS
Tpuyi Ha BoBY NoAibHi.

[pu 3acTocyBaHHi nperabaniHy Ans nikyBaHHS HeiiponaTnyHoro 6onto
Kypcom A0 12 TWXKHIB 3MeHLLEeHHs Bomio NepucepuyHoro Ta LieHTpanbHoro
NOXOLKEHHS CMOCTepiranocs Micns nepworo TUxHA Ta 3bepiranocs
NPOTArOM yCbOro NepioAy MikyBaHHs.

—Eninencis.

[Hopartkose nikysanHs. Mpodini 6e3nekm Ta echekTMBHOCTI Nperabaniny 6ynu
noAibHi Npy npuitomi 12 TUXKHIB i3 PEXMMOM [03yBaHHS ABiYi abo Tpuyi Ha
A00y. 3MeHLUeHHs 4acTOTM CyAOMHWX Hanafis crnocTepiranocs Bxe Ha
NEPLLOMY TUKH.

Hitv. EcbekTvBHicTb Ta 6e3neka nperabaniy B SKOCTi AONOMIXHOTO 3acoby
npu eninencii s giTel Bikom A0 12 pokis Ta Ans NiANITKIB He BCTAHOBIEHI.
MMobiuHi peakuii, Wo cnoctepiranucs y naujeHTiB BikoMm Big 3 MicsuiB go
16 pokiB 3 napLianbHUMK CyOMHUMM Hanagamu, 6ynu nogibHi 4o nobivHux
peakuiin y gopocnux. BctaHoBneHo, o nipekcia Ta iHdeKwii BepxHix
[uxanbHUX WNsXIiB y AiTel BikoM Big 3 MicsLiB 40 16 pokiB cnocTepiratoTbes
yacTilue, HiX y Aopocnvx naujeHTiB 3 eninencieto (aue. poaginu «Cnocib
3acToCyBaHHs Ta 403y, «MobiyHi peakwii» Ta «PapMakokiHeTVKaY).
MoHoTepania (y naujeHTiB 3 yneplie AiarHOCTOBAHUM 3aXBOPHOBAHHAM).
MperabaniH i namoTpumxuH 6ynu ogHakoBo GeaneyHumn Ta fobpe
nepeHocumcs.

- eHepanizogaHuli mpugoxHuli po3nao.

3MeHLLEHHS CUMMTOMIB reHepaniaoBaHOro TPUBOXHOTO po3nagy BiANOBIAHO
1o wkanv MaminbToHa Ans ouiHky TpuBoxHocT (HAM-A) cnocTepiranocs Bxe
Ha NepLUOMY TVXKHI 3aCTOCyBaHHs nperabaniHy.

- ®ibpomianeis.

HocnigxeHHs NpoLeMOHCTpYBanu 3HWXKEHHs G0N0 3a Bi3yanbHOK
aHanoroBoo LLkanoto. MokpalLeHHs 4ofaTkoBo 6yro NpoAEMOHCTPOBAHO 33
3aranbHol0 OLHKOK NalieHTa Ta 3a OMUTYBaHHAM LWOAO BMUBY
chibpomianrii.

[Hitv. Havacrilwmmu nobivHnmm peakuisimu, siki cnoctepiranicst y KNiHivHnX
[OCTiMKEHHSIX, BYnK 3anamMopoyeHHs, Hy[oTa, ronoBHUIA binb, 30iNbLIEHHs
Macu Tina Ta CTOMIoBaHICTb. 3aranbHuil npodink 6eanekn y nignitkis bys
nozibHMM 1O TaKoro y JOpocnuX i3 (ibpomiantrieto.

GapmakokiHemuka.

dapmaKkoKiHEeTUYHI NoKa3HWKu nperabaniHy y piBHOBaXHOMY CTaHi Gynu
noAibH1MK y 300poBMX LOOPOBOMLLIB, NALEHTIB 3 eninencieto, ki npuitMani
npoTMeninenTUYHi NpenapaTy, Tay nawieHTiB 3 XpOHiYHUM 6onem.
A6copbuis.

MperabaniH LWBMAKO BCMOKTYETbCA NpU MpUitOMi HaTlwe i gocsrae
MaKCManbHUX KOHLEHTpaLi y nnasmi KpoBi mpoTsAromM 1 roanHu nicns
OAHOKpaTHoro abo GaraTokpaTHOro 3acTtocyBaHHs. Po3spaxoBaHa
6iogocTynHicTb nperabaniHy Npy nepopanbHOMY 3acTOCyBaHHi CTAHOBUTb
2 90 % i He 3anexwTb Big [o3u. Mpu HaraTokpaTHOMY 3acTOCYBaHHi
piBHOBaXHMIN CTaH gocAracTbCs yepes 24-48 roguH. LiBmakictb
BCMOKTYBaHHS nperabariHy 3HKYETbCS NPK OAHOYACHOMY NPUIOMI 3 iXeto,
O NMPWU3BOAMUTL [0 3MEHLUEHHs MakcumanbHoi koHueHTpauii (C,.,,)
npubnuaHo Ha 25-30 % i nogoBXeHHs 3HauyeHb t.. MpubRM3HO Ao
2,5 rogunn. OpHak npuitom nperabaniHy 04HOYACHO 3 DXEt He MaB KNiHIYHO
3HaYYLLOro BNNMBY Ha CTYNiHb ioro abcopouii.

Poanogin.

[MperabaniH NpoHuKae kpib rematoeHyedaniyHmuit 6ap'ep y MULLEN, LLypIB i
MaBn. byno BCcTaHOBMEHO, W0 nperabaniH NPOHUKAE Kpi3b NNaLeHTy Y WypiBi
MPOHWKAE y MOJOKO LLYpIB Yy nepiod nakTauii. Y noguhu o6'em posnoginy
nperabaniHy nicns NepopanbHOro 3acToCyBaHHs CTaHOBWUTb MPUOMM3HO
0,56 n/kr. Mperabani He 38'A3yeTbCA 3 Ginkamu Nnasmm Kposi.

MeTtaboniam.

Y nioguHu nperabaniH 3a3Hae HeaHayHoro metaboniamy. licns BBeAEHHS
[03M MiY4eHOro papioakTUBHOW MiTkolo nperabaniHy 6nusbko 98 %
pagioaKkTUBHOI PEYOBMHY BMBOAMIOCS 3 CEYEl0 Y BUIMSALI HE3MIHEHOro
nperabaniHy. YacTka N-meTunboBaHoi noxigHoi nperabaniHy — OCHOBHOrO
meTaboniTy npenapaty, L0 BM3HayaBcs B cevi, — ctaHosuna 0,9 % Bin
BBegeHoi po3u. [ig Yac fokniHiYHMX JocnigxeHb He BigbyBanocs
paLemizauii S-eHaHTioMmepa nperabaniHy B R-eHaHTiomep.

BuBeneHHA.

[Mperabanit BUBOAUTBCS 3 CUCTEMHOTO KPOBOTOKY B HE3MIHEHOMY BUIMSI,
nepeBaxHo Hupkamu. CepefHiin nepioa HaniBBMBeAeHHs nperabaniHy
CTaHOBMTb 6,3 roguHw. Mna3moBuil Ta HUPKOBHUIA KipeHe NperabaniHy Npsmo
NpOMnopLiliHi 10 KMipeHcy KpeaTwHiHy (auB. po3gin «dapmakokiHeTMkay.
HupkoBa HeocTaTHICTD).

[MauieHTam 3 nopyLweHHsM yHKLii HUPOK abo navjieHTam Ha remogjaniai
HeobxigHa KopekList fo3u npenapaty (ave. po3gin «Cnocib 3actocyBaHHs Ta
no3ny, Tabnnuga 1).

JliHIHICTB/HENIHIMHICT.

®apmakokiHeTVKka nperabaniHy € MiHiHO NS BCbOrO PEKOMEH0BAHOMO
pianasoHy [03. BapiabenbHicTb thapmakokiHeTuku nperabaniHy cepep
naujeHTiB € Hu3bkolo (< 20 %). ®apmakokiHeTuka npu GaraTokpaTHOMY
3acTocyBaHHi € nepenbadyBaHoOK Ha MiACTaBi [aHMX, OTPUMaHMX Npu
3aCTOCYBaHHi OJHOKPATHOI A03W. TakuM YMHOM, Hemae noTpebu y
NnaHoBOMY KOHTPONi KOHLIEHTPaLLii perabaniy y nnaami KpoBi.

Crartb.

PesynbTaTi KniHiYHMX AOCRIgXeHb CBigYaTb MPO BiACYTHICTb KMiHIYHO
3HaYYLLOro BNMBY CTaTi Ha KOHLEHTpajii nperabaniHy y nnaami kposi.
HwvpkoBa HeoCTaTHICTb.

KnipeHc nperabaniHy npsimMo NponopLiHA [O KMipeHCy KpeaTuHiHy. Kpim
Lboro, nperabaniH eekTMBHO BWAANAETHCA 3 NNa3Mu 3a AOMOMOro
remogianiay (nicns 4 roanH remogianiay KOHLEHTpaLlia nperabaniny y nnaswi
KpoBi 3MeHLLYeTLCS NprbnmnaHo Ha 50 %). Ockinbkv npenapat BUBOAUTLCS B
OCHOBHOMY HMpKamu, MaLjieHTaMm 3 HUPKOBOK HEJOCTATHICTIO HeobXigHo
3MeHLyBaTU [03y npenmapaty, a Micns remogianiay — 3acTocoByBaTy
[oAaTkoBy 403y (ame. po3ain «Cnocib 3acTocyBaHHs Ta fo3u», Tabmmus 1).
[eviHKoBa HEAOCTATHICTb.

CneLjanbHux dhapMakoKiHETUYHUX JOCAIMKEHb Y NaUieHTIB i3 NeviHKoBOKO
HepocTaTHicTio He nposoannu. Ockinbkv nperabanit He 3a3Hae 3HAYHOrO
MeTaboniamy Ta BUBOAUTLCS 3 CEYEH NEPEBAXHO Y HE3MIHEHOMY BUMMISL, TO
MaroAMOBIPHO, 06 NOpYLUEHHS (PYHKLiT NEYiHK Mano 3HaYyLLMiA BNVB Ha
KOHLIEHTpaLjito nperabaniHy y nnasmi Kposi.

Qi

®dapmakokiHeTVKy nperabaniHy BUBYanK 3 yyacTio fiTeit 3 eninencieto. Micns
nepopanbHoro 3acTocyBaHHs nperabaniHy LiTAM HaTlie Yac AOCArHEHHS
MaKCUManbHOi KOHLeHTpaLji y nnaami kposi cTaHoBwB Big 0,5 roguHn go
2 roAvH nicns npuitomy.

3HaueHHs C,,, i nnoLi nig KpUBOI0 3anexXHOCTi KOHLEHTpaLi Big Yacy (AUC)
nperabaniHy 3pocTanu NiHiHO 3i 36inbLUEHHAM [O3u. Y AiTel 3 Macoto Tina Ao
30 kr 3HaueHHs AUC 6ynu Hxkammu Ha 30 %, L0 3yMOBNEHO 36inbLUeHHAM Ha
43 % knipeHcy, CKOPUroBaHOrO 3a MAcoH Tifa, y LX NaLieHTiB NOPIBHAHO 3
nawjieHTamn 3 Macoto Tina = 30 k.

KiHueBui nepiog HaniBBuBeLeHHs nperabarniHy CTaHOBMB Yy cepeaHbOMY
6nm3bko 3-4 roguH y Aitelt Bikom Ao 6 pokiB Ta 4-6 roguH y AiTelt BikoM Big
7 pokiB.

BcraHoBneHo, Wo KnipeHC kpeaTwHiHy GyB 3HauyLLlolo koBapiaTolo Ans
knipeHcy nepopanbHoro nperabaniHy, a maca Tina Gyna 3HauyLotw
KoBapiaToto Ans ysiBHoro o6'eMy po3noAiny nepopansHoro nperabaniHy, i
Liei 38'A30k OyB aHanorivHUM y AiTelt i [OPOCAUX NaLieHTiB.
®apmakokiHeTuky nperabaniHy y nauieHTiB BikoM MeHwe 3 MicsuiB He
BuBYany (avB. po3ain «itny, «Mobiyxi peakwii» Ta «PapmakognHamikay).
MauieHT NiTHBOTO BIKY.

KnipeHc nperabaniHy Mae TeHAeHLUilo [0 3MeHLWeHHs 3 BikoM. Take
3MEHLLEeHHS KripeHcy nperabaniHy npu 1Oro 3acTocyBaHHi nepopanbHo
Y3rogXyeTbCs 3i 3MEHLIEHHAM KNIPEHCY KpeaTWHiHy, MOB'A3aHUM 3i
36inbLIeHHsM Biky. MaLieHTam 3 NopyLLEHHsIM (YHKLi HUPOK, NOB'A3aHNM 3
BiKOM, MOXe MoTpebyBaTuCs 3MEHLLEHHs 403K nperabaniHy (avB. po3gin
«Cnocib 3actocyBaHHs Ta 4o3u», Tabnmus 1).

[onyBaHHs rpyaaio.

[oayBaHHSA rpyadto He BnnuBano abo Mano HesHayHWi BNAWB Ha
thapmakokiHeTMKy nperabaniHy npu oro 3acTocyBarHi y 403i 150 Mr KOXHi
12 roanH (nobosa po3a 300 mr). Mperabani NpoHUKaE Y rpyaHE MOMOKO, NpK
LIbOMY OT0 CepeiHi KOHLEHTpaLii y piBHOBaXHOMY CTaHi CTaHOBUMM BNn3bKO
76 % BiA KOHLEHTpaLji y nnasmi kposi maTepi. Po3paxoBaHa [03a, Ky
OTPUMYE HEMOBNS 3 FPYAHUM MOMOKOM (MpW CepesHbOMY CMOXMBaHHI
monoka 150 mn/kr/moby) Big XiHkw, sika npuiimae nperabaniv y [osi
300 mr/poby abo y makcumanbHii fosi 600 mr/goby, craHosuTs 0,31 abo
0,62 mr/kr/go6y BignosigHo. Lli po3paxoBaHi 103u CTaHOBNATL NpUBNIN3HO
7 % Bin 3aranbHoi [o60BOI 4031y MaTepi y nepepaxyBaHHi Ha Mr/kT.

KniHivHi xapakTepucTukm.

Moka3aHHs.

Hetiponamuy4Hudi 6inb.

[penapaT 30HiK NokasaHui ANs NikyBaHHA HewWponaTu4Horo Bonto
nepucepuyHoro abo LeHTpanbHoOro NOXOMKEHHS Y A0POCTIUX.

Eninencisi.

lMpenapat 3oHik nokasaHWi [OPOCHMM SK AOLATKOBE iKyBaHHs npu
napLjanbHuX CyAOMHWX Hanaaax i3 BTOPUHHOI reHepanisaliieto abo 6e3 Hei.
eHepanizogaHuli mpusoxXHul po3nagd.

lMpenapat 30HiK NOKa3aHwit ANs NikyBaHHS reHepanisoBaHOro TPUBOXHOTO
po3naay y A0pOCIMX.

Gibpomianeis.

lpomunoka3aHHs.
linepuyTnuBicTb [0 Aitoyoi peyvoBuHU abo Ao Oyab-skoi 3 [OMOMIKHUX
PeYOBUH, 3a3Ha4eHuX y poagaini «Cknaay.

3ATBEPIXEHO
Haka3 MinicTepcTBa 0XOpoHU
310poB's Ykpaitu
08.06.2023 Ne 1037
PeectpauiiiHe nocBigueHHs
Ne UA/16350/01/02

B3aemo0ist 3 iHwumu nikapcbkumu 3acobamu ma iHwi e udu e3aemoditl.
Ockinbku nperabanit ekCkpeTyeTbCA NEPEBAXHO B HE3MIHEHOMY BUMALI 3
Cevelo, 3a3Hae He3HayHoro mMetaboniamy B opraHiami niognHu (< 2 % [osm
BUAINSETLCA i3 CeYet0 y BUrMsai MeTaboniTia), He iHribye MeTaboniam iHLwmx
npenapartis in vitro i He 3B'A3yeTbcs 3 Ginkamu nna3mu KpoBi, TO
ManonMoBipHO, Wo nperabaniH Moxe CrpUYMHATM hapMaKoKIHETUYHY
B3aeMofito abo ByTv 06'ekTOM Takoi B3aemogji.

LocnidxerHs in vivo ma nonynauilinui papmakokiHemuyHul aHasis.

Y pocnigXeHHAX in vivo He cnocTepiranu 3Hauvywoi KniHivyHOi
hapmakokiHeTU4HOT B3aemofii Mix nperabaniHom i deHiToiHOM,
kapbamaseniHom, BanbnpoEBOK KUCMNOTOW, NaMOTPUAKNHOM,
rabaneHTHOM, lopasenamoM, OKCKooHoM abo eTaHorom. [MonynavinHuit
(hapMaKoKiHeTUYHUIA aHanis nokasas, WO nepopanbHi NpoTugiabeTNyHi
3acobu, fiypeTuki, iHcyniH, peHobapbitan, TiarabiH Ta Tonipamat He MaoTb
KNiHIYHO 3HAYYLLOrO BNAMBY Ha KNipeHc nperabaniHy.

[epopanbHi KoHmpauenmusu, Hopemucmepox ma (abo) emuHinecmpadion.
OpHouacHe 3acTocyBaHHs nperabaniy 3 nepopanbHUMI KOHTpaLEnTBamu,
HopeTucTepoHoM Ta (abo) eTuHinecTpagionom He BNNWBae Ha
thapMaKoKiHETVIKY PIBHOBAXHOTO CTaHY XOHOTO 3 LiuX NikapCbKux 3acobis.
Tlikapcbki3acobu, wio ennueatoms Ha LIHC.

[Mperabanin Moxe nocunuTK Ajto eTaHony Ta nopasenamy. [osigomnsanu npo
BMHUKHEHHS AUXanbHOI HEJOCTATHOCTI Ta KOMM i NeTanbHoro Hacnigky y
navieHTiB, siki npuiMany nperabanii pasom 3 onioigamu Ta/abo iHWUMK
nikapcbkumn 3acobamu, Wwo npurHivylotb dyHkuito LIHC. Mperabanin,
iMOBIPHO, MOCUITIOE MOPYLLEHHS! KOTHITUBHUX Ta OCHOBHMX PYXOBUX (DyHKLIiA,
CMPUYMHEHNX 3aCTOCYBAHHSIM OKCUKOLIOHY.

B3zaemodii'y nauieHmie nimHb020 8iKy.

CneuianbHux AocnigxeHb (apMakoAMHaMiYHOT B3aeMogii 3 y4yacTio
3A0pOoBMX A0OPOBOMBLIB NITHLOTO BiKy He MpoBoAMnu. [ochimKeHHs
B3aeMOfji Nikapcbkux 3acobiB NpOBOAMM NULLIE Y [OPOCAIUX NALliEHTIB.

Oco6nueocmi3acmocysaHHsi.

[Nauienmu 3 uykposum Oiabemom.

BignoBigHO [0 YMHHOI KNIHIYHOI MpakTWKW, AesKi NaLieHTV 3 LiyKPOBUM
piabeTom, maca Tina skux 36inblmnacs nig vac Tepanii nperabarniHom,
MOXYTb NOTpebyBaTh KOpekLuii [o3W LyKPO3HWKYBaNbHUX MikapCbkux
3acobis.

Peakuii 2zinepyymmnusocmi.

[MoBiZoMNANM Npo PO3BUTOK peakLiin rinepyyTnUBOCTI, BKIOYaUM
QHTIOHEBPOTUYHUNA HabpsK. MMpu BUHUKHEHHI Taknx CMMNTOMIB
aHriOHEBPOTUYHOTO HabpsKy ik Habpsik 06nMYYs, NepiopanbHMit Habpsik abo
Habpsik BepXHix AUXanbHUX LWNSXIB 3aCTOCYBaHHs Nperabaniny cnif HerainHo
NPUNNHATA.

TsKKi WKipHi nobidHi peakuil

Y 3B'A3Ky 3 nikyBaHHAM nperabaniHoM pigko NOBiZOMNANN NPO TSHKKi LKIPHI
nobiyHi peakyii, Bknovatoun cuHgpom CriBeHca-[xoHcoHa (CCH) Ta
TOKCUKO-eniaepManbHuin Hekponia (TEH), siki moxyTb 6y HebeanewHumn
AnskvTTA abo MaTv neTanbHuiA Hacniok. i Yac npuaHayeHHs NikapcbKoro
3acoby 3oHik navjieHTam crig MoBiZOMWTA MPO O3HakW Ta CUMMTOMW Ta
YBAXHO CTEXUTW 3a LUKIPHAMM peakuismn. AKLO 3'SBNS0TbCS 03HakM Ta
CUMNTOMMU, L0 BKA3YIOTb Ha Lii peakLii, Crif HerainHo BigMIHUTI 3aCTOCYBaHHS
nperabaniHy Ta po3rnsHy T anbTepHaT1BHe NikyBaHHs (Y pasi HeobXigHOCTI).
3anamopoyeHHs, coHnusicms, empama ceidoMocmi, cnaymaxicmb
cgidomocmi ma nopyweHHs NCUXIKU.

3acrocyBaHHs nperabaniHy CynpoBozKyBanocs NOSBOK 3anaMopoYeHHs Ta
COHMMBOCTI, LLIO MO3e 36iMbLUNTY PU3IK BUHUKHEHHS TDABMATUYHUX BUNAAKIB
(nagiHHs) y naLieHTiB NiTHBOrO BiKy. Takox NOBIAOMIIANM NPO BANALKM BTPaTK
CBIAOMOCT, CMyTaHOCTi CBIAOMOCTi Ta MOPYLUEHHS MCUXiKW. Y 3B'A3KY 3 LM
nawjieHTam cnig pekomeHgyBatv 6yt obepexHMM, MOKK iM He CTaHyTb
BiOMi MOXTBi €CheKTI LibOro NikapcbKoro 3acoby.

Po3niadu 3opy.

Mig 4yac KOHTpPONbOBaHUX AOCRIAXEeHb HeYiTKiCTb 30py yacTiwe
cnocTepiranacs y naujeHTis, siki npuimMany nperabaniv, Hix y navieHTis, ki
oTpumyBanu nnauebo. Y 6inbwocTi BUNAAKIB Le SBULLE 3HWKANO Npw
NPOZOBXKEHHI Tepanii. Y xogi KMiHIYHMX [OCTifXeHb, B SIKUX NPOBOAWMM
ohTanbMonoriyHe 0BCTEXeHHs, YacToTa BUNAAKIB MOTPLUEHHS TOCTPOTY
30py Ta 3MiHM nons 3opy Gyna BWLLOK Yy NaLjeHTiB, ki 3acTOCOBYBanM
nperabani, NOPIBHAHO 3 NaLjieHTamm 3 rpynu nnae6o; YacToTa BUHMKHEHHS
3MiH Ha O4YHOMY [Hi Byna BULLOH Y naujieHTiB i3 rpyny nnauebo (auB. poagin
«PapmakoguHamikay).

Takox nosigomnsinu npo nobiyHi peakuii 3 60Ky opraHiB 30py, BKIHOYaK4M
BTpaTy 30pY, HEYITKICTb 30py abo iHLLi 3MiHW rocTPOTM 30pYy, barato 3 sKkux
Oynu TumyacoBumu. [Micns NpUNUHEHHs 3acToCyBaHHs nperabanivy U
CMNTOMM 3 6OKY OpraHiB 30py MOXYTb 3HUKHY TV @60 3MEHLLMTUCS.

Hupkoga HedocmamHicme.

[NoBigomMnsAnM Npo BUNaAKM PO3BUTKY HUPKOBOI HEAOCTATHOCTI, AKka iHOA
6yna 060pOTHOIO NiCNs NPUNMHEHHS 3aCTOCYBaHHS Nperabanixy.

BidmiHa cynymHix npomueninenmuyHux npenapamie.

Hapasi HegoCTaTHbO [aHMX WOAO TOrO, Y4 MOXKHA BiAMIHATK CynyTHi
NpoTMeNniNenTUyYHi npenapatu nicns Toro, sk y pe3ynbTaTi AoAaBaHHs
nperabaniHy go Tepanii 6yae LOCArHYTO KOHTPOMK 3a cygomamy, Lwob
nepenTh Ha MOHoTEpanito nperabaniHom.

3acmitiHa cepuesa HedocmamHicme.

[ToBigoMNANKM NPo 3aCTiiHy CepLeBy HEAOCTATHICTL Y AEAKMX NaLliEHTIB, ki
npuitmManu nperabaniy. Taka peakLis cnocTepiranacs 3aebinbLoro nig Yac
nikyBaHHsi nperabaniHom HeponaTyHoro 6ot y NavjieHTiB NiTHLOTO Biky 3
YKE ICHYUAMM CepLEeBO-CyAUHHUMM MOpYLIEHHAMWU. TakuM nauieHTam
nperabanid cnig 3actocoByBati 3 obepexHicTio. [pyu npunuHeHHi
3acToCyBaHHs nperadaniny Lie ABULLE MOXE 3HUKHYTH.

JlikygaHHs Heliponamu4Ho20 60K UeHMpPabHO20 NOXOOXKEHHS 8HACITIOOK
YD@XEHHS CNUHHO20 MO3KY.

Mig vac nikyBaHHA HerponaTM4HOro GOMK LEHTPANbHOrO MOXOMKEHHS,
CMPUYMHEHOTO YPAXEHHAM CMIMHHOrO MO3KY, 30inbluyBanacs 4actoTta
noBiYHMX peakLiit y Linomy, a Takox nobiyHmx peakLiit 3 6oky LieHTpanbHoi
HepBOBOI cucTeMM Ta 0cobnmBo connmeocTi. Lle moxe Gyt no's3aHo 3
A[MTMBHOLO Ai€to CynyTHiX Nikapcbkux 3acobiB (Hanpuknag, aHTUCNaCTUYHNX
npenapartis), HeobXigHUX Ans NikyBaHHs Lboro cTaHy. Lo obctaBuHy cnig
BpaTi [0 yBaru, npuaHayaloum nperabaniy npu Takomy CTai.

[pueHi4eHHs QuxaHHs

[MoBigomMnsAnM Npo TsHKKe NPUTHIYEHHS AMXaHHS Y 3B'A3KY 3 3aCTOCYBaHHAM
nperabaniHy. MauieHTn 3 NOpyLIeHHAM (yHKLT AnXaHHS, pecnipaTopHUMK
3aXBOPIOBAHHAMW ab0 HEBPOMOriYHUMM 3aXBOPIOBAHHAMM, HUPKOBOK
He[oCTaTHICTI0, 0AHOYACHUM BXMBaHHsAM 3acobiB, Lo NpurHivyiots LIHC, Ta
navieHTV NITHLOTO BiKY MOXYTb MaTy BiNbLUMi PU3NK BUHUKHEHHS! LiiET TsHKKOT
no6ivHoi peakyji. [1ns Takux nawieHTiB MOXe 3HaA0BNTMCS KOpUryBaHHS 103K
(amB. po3ain «Cnocib 3acTocyBaHHS Ta A03M»).

CyiuudarnbHutl pusuk

[MoBigomnsAnv nNpo BUNaaKK cyiluaansHnx AyMOK/NOBEAiHKM Y NaLlienTiB, siki
OTpUMYyBanu Tepanito NpoTMeninenTMYHMMK Npenapatami 3a LesKUMU
nokasaHHAMW. 3a pesynbTaTamu MeTaaHanisy [aHuX, OTpUMaHuX
y XoAi paHfomi3oBaHux nnauebo-KOHTPONbOBaHWUX AOCHIAXKEHb
NpOTUENINENTUYHUX MpenapaTiB, TakoX CMNOCTEpiranocs HeBenuke
NIABULLEHHS CyiLMaanbHOrO pusnky. MexaHiam BUHWKHEHHS LIbOro pu3uky
HeBidOMMIA. Y MOCTMapKETUHrOBOMY Nepiofi y nauieHTiB, ski OTpuMyBanm
nperabani, cnocTepiranics BUNaaky CyiluaansHux AyMOK/MoBeiHKM (AuB.
poapin «[MobiyHi peakii»). EnigemionoriyHe 4OCRIMKEHHS 3 BUKOPUCTAHHSM
AN3aiHy CaMOKOHTPONIbOBAHOTO AOCHILXKEHHS (MOPIBHAHHS nepiogiB
nikyBaHHsa 3 nepiogamu 6e3 nikyBaHHS B OKpeMoi NoaWHK)
NpOAEMOHCTPYBano MNiABWLLEHNA PU3NK HOBMX MPOSIBIB CyiLnAganbHoI
MOBEAIHKA Ta MEeTanbHOro Hacnigky Yepes camorybcTBo y nawjieHTiB npu
npwiomi nperadaniny.

Y 3B'A3ky 3 UMM HeobXioHO peTenbHO cnocTepiraTt 3a nawjeHTamu Ans
BUSIBMEHHA 03HaK CyiljnpanbHUX AYMOK/MOBEAIHKM Ta PO3rASHYTU
[OLINbHICTb NPU3HAYEHHS BifMOBIAHOIO MikyBaHHS. Y pasi nosiBW Takux 03HaK
nauieHTn (Ta ocobu, siki JOrnsaaloTb 3@ HAMKM) MOBWHHI 3BEPHYTUCS 3a
MefuyHo Aonomoroto. Cnif po3rnsfHYyTM MOXMWBICTb NMPUNUHEHHS
nikyBaHHs nperabaniHom y pasi cyiLyaanbHX 4yMOK/MoBEAIHKA.
[ozipweHHs chyHKUIT HUXHIX 8i00ifi6 WiTYHKOBO-KULIKO8O20 mpaKmy.

Micns Buxody npenapaTty Ha PUHOK MOBIZOMAANN MPO SBWLLA, MOB'A3aHI 3
MOTiPLUEHHAM PYHKLi HWKHIX BIAAINIB LLUMYHKOBO-KMLIKOBOTO TPAKTY (Taki siK
HEMPOXIZHICTb KMLIEYHMKY, NapaniTMyHa HeNpOXiAHICTb KULLEYHNKY, 3anop),
npu 3acTocyBaHHi nperabaniHy pa3om 3 nikapcbkiMm 3acobamu, Lo MOXYTb
CMPUYNHUTK 3anop, Hanpuknag onioigHNMu aHanbretukamu. Mpu
O[IHOYACHOMY 3acTOCyBaHHi nperabaniHy Ta onioifiB Crif BXUTW 3aX0giB AN
npodinakT1ku 3anopis (0COBNMBO Y XiHOK Ta NaLyieHTIB MITHLOTO BiKY).
O0Ho4acHe 3acmocysatHs 3 onioidamu

PekomeHayeTbcst 3 0BepexHicTio npuaHayatv nperabaniH ofHOYacHo 3
onioigamu Yepes puak npurHiverHs LIHC (auB. po3ain «B3aemopis 3 iHwmmm
nikapcbkuMu 3acobamu Ta iHLWI BUAKW B3aEMOAINY). Y PETpOCneKTUBHOMY
JOCTifKeHHI 6yno NpoAEMOHCTPOBaHO, WO NalieHTW, siKi npuimany
nperabaniH 0AHOYaCcHO 3 onioigamu, Manu NigBULLEHUI PU3MK NETanbHOCTI,
noB'sA3aHoi 3 onioigamu, NOPIBHSHO i3 3aCTOCYBaHHSM OMiOIfiB OKPEMO
(cxopurosaHe cnisBigHoLeHHs Wwawcis [aOR], 1,68 [95 % I, 1,19-2,36]). Lien
niaBuMLLEHWA pu3nk Byno 3adikcoBaHO NPy NPUAOMI HU3bKIX 103 NperabaniHy
(=300 mr, aOR 1,52 [95 % [I, 1,04-2,22]), i cnocTepiranacs TeHAeHLs A0
6inbLu BMCOKOrO pU3nKy Npu NpuioMi BUCOKNX 403 nperabaniHy (> 300 wr,
aOR2,51[95 % [i1 1,24-5,06]).

HenpagunbHe 3acmocysaHHs, 308X ueaHHs abo 3anexHicm.

[Mperabani MoXe BUKIMKaTV NiKaPCbKY 3aNeXHICTb, Sika MOXE BUHWKATY MK
3aCTOCyBaHHi TepaneBTUYHNX [03. [10BifOMNANKM NPO BUNaLKM 3MOBXMBAHHS
Ta HENpaBuIbHOrO 3acTocyBaHHSs. [MauieHTV 3i 3NOBXMBAHHAM pPi3HUMK
peyvoBMHAMM B aHaMHE3i MOXYTb MaTW BULAA PU3NK HenpaBUMbHOTO
3aCTOCYBaHHS, 3MI0BXVBaHHS Ta 3aNeXHOCTI NPy 3aCTOCYBaHHi nperabaniy,
TOMY LieiA nikapcbkuii 3acib y H1x cnif 3acTocoByBaTH 3 06epexHicTio. Mepes
npu3HayeHHsM nperabanivy cnifg peTenbHO OLHATY PU3KMK HEMPaBUIbHOTO
3aCTOCYBaHHS, 3M0BXMBaHHS ab0 3aNeXHOCTi.

MavieHTn, sKi oTpuMytoTb NikyBaHHs nperabaniHom, noBIUHHI nepebysati nig
HarnsaoM Ans BUSBMEHHS CUMNTOMIB HEMpaBUMbHOMO 3acTOCyBaHHS,
3M0BXNBaHHA ab0o 3anexHOCTi, Taknx SK PO3BUTOK TOMEPaHTHOCTI,
NiLBWLEHHS 03X Ta NosiBa MOBEAIHKM, CMPSMOBAHOI Ha OTPUMaHHS
nikapcbkoro 3acoby.

Cumnmomu 8iOMiHU.

[licns NpUNnMHEHHsI KOPOTKOCTPOKOBOI abo TpuBarnoi Tepanii nperabaniHom
cnocTepiranucs CUMNTOMK BiMIHM npenapaty. [1oBiAOMAANM Npo Taki
cumnTomMu: 6€3COHHS, TonoBHMIA Binb, HyAOTa, TPUBOXHICTb, Aiapes,
rpunonogibHuMit CMHAPOM, HEpPBO3HICTb, AENpECis, cyiluaansHi aymkw, Binb,
CyooMu, Tineprigpo3 i 3anamMopoYeHHs. BUHUKHEHHS CUMNTOMIB BiAMIHM
nicnsi MPUNUHEHHs! MpuilomMy nperabaniHy MoXe CBIAYMT MpO Nikapcbky
3anexHictb (aue. po3gin «Mobiuxi peakuii»). Lo iHdopmalio cnig
noBiAOMMTY NaLieHTy nepea noyaTkom Tepanii. Akwo nperabaniH HeobxigHo
BiAMIHUTY, PEKOMEHAYETLCS POOUTM Lie NOCTYNOBO NPOTSATOM LOHaMeHLue 1
TUXKHS HE3amnexHo Bif nmokasaHb (auB. poagin «Cnoci® 3acTocyBaHHs Ta
[031»).

Cypomu, 30kpema eninenTu4HMIA CTaTyc Ta BENWKI CyOMHI Hanaau, MOXyTb
BUHWKaT Mig yac Tepanii nperabaniHom abo HeBOB3i NiCNS 11010 BiAMIHW.
[aHi wopo BigMiHM nperabaniHy nicns TpMBanoro 3acTocyBaHHs Bka3ytoTb Ha
Te, LU0 YaCTOTa BUHUKHEHHS! Ta CTYNiHb TSHKKOCTI CUMMTOMIB BijMiHI MOXYTb
3anexaty Big 4o3u.

Exuecpanonamis.

[NoBigomnanu npo BUNagKku eHuedanonartii, Wo BUHWKaNM NepeBaxHo Y
nawieHTiB i3 CynyTHIMM 3aXBOPIOBAHHAMM, LIO MOXYTb CMPOBOKYBaTM
eHuecanonarito.

XKiHkv penpoayKTUBHOTO BiKy/KOHTpALENLis.

ZONIK®75 MG/UA/F

710 mm

\4

180 mm

3acTocyBaHHs nperabaniHy NpoTAroM NepLLOro TPUMECTPY BariTHOCTI MOXe
CNPUYMHATI Cepi03Hi BPOZKeHi Baay po3snTky (BBP) y MaitbyTHbOT ANTUHM.
lMpenapat 30HikHe crig 3acTOCOBYBaTH Y NEPioz BariTHOCTI, OKPIM BUMNaAKiB,
Ko KOpuUCTb ANs MaTepi SBHO NEPEBULLYE MOXIMBUA PU3MK 4118 Nnoja.
)iHkam penpogyKTWBHOrO BiKy NpOTArOM nikyBaHHs nperabaniHom
HeobXiaHO BUKOPUCTOBYBATH €heKTVBHI 3acob1 KOHTpaLenLii (ave. po3gin
«3acTocyBaHHs y Nepiof BariTHOCTi ab0 roflyBaHHs rpyaaoy).

[OonomixHi pe4oBuHY

[aHwit nikapcbkuii 3acib MICTUTbL MeHLLEe 1 MMOIb HaTpito Ha 403y Npenapary,
TOOTO NPaKTUYHO BirbHWIA Big HATPItO.

3acmocysaHHs y nepiod eazimHocmi abo 200yeaHHs 2pyodio.

JKiHKW penposyKTUBHOTO Biky/KOHTpaLenLis.

JKiHK1 penpoayKTUBHOTO BiKy NOBWHHI BUKOPUCTOBYBATH €GheKTVBHI 3acobu
KOHTpaLenuii.

BariTHicTb.

Y xopi focnimkeHb Ha TBapuHax Byno NpofeMOHCTPOBAHO PENPOAYKTUBHY
TOKCWYHICTb. IMoka3aHo, Lo nperabaniH NPOHUKaE Yepe3 NnaLeHTy v LLypiB.
[MperabaniH Moxe NPOHUKaTV YePe3 NNaLeHTy MOANHM.

Cepito3Hi BpomkeHi Baan po3suTky (BBP)

[aHi ckaHouHaBcbkoro obcepBaLliiHoro oCnimKeHHs 3 yuacTio noHan 2700
BariTHUX KIHOK, sIki 3acTocoByBamu nperabaniH y neplomy TpUMECTP,
npogemMoHcTpyBanu Ginblly nolmMpeHicTb cepiiosHux BBP cepen pitent
(xmBMX abo MepTBOHAPOAXEHUX), SIKi 3a3HaNW BHYTPILUHLOYTPOBHOrO
BNNMBY nperabaniHy NopiBHSHO 3 MONYNSLE0 fAiTel, Siki Takoro BNMvBY He
marv (5,9 % npotn4,1%).

Pusuk po3sutky cepinosHux BBP cepepn miteit, ski 3a3Hanm
BHYTPilWHbOYTPO6HOrO BNIMBY nperabaniHy y neplwomy TpuMecTpi
BariTHoCTi, OyB AELi0 BULLMM NOPIBHAHO 3 Nonynsuieto AiTed, siki Takoro
BNNWBY HE Manu (KopuroeaHuid koedillieHT nolumpeHocTi Ta 95 % aosipyni
inTepBan: 1,14 (0,96-1,35)), Ta NopiBHSHO 3 NONynsLieto, sika 3a3Harna BnnvBe
namotpuaxuHy (1,29 (1,01-1,65)) abo gynokcetury (1,39 (1,07-1,82)).
Ananis cneundiku BBP npogemoHcTpyBaB 6Ginbll BUCOKMIA PU3KK LLOLO
opodacLianbH1X He3poLLEeHb Ta AeEKTIB opraHiB 30py, HEPBOBOI abo ceyvo-
CTaTeBOI CUCTEMM, ane NOKa3HUKN ByNnu HEBENMKMU, @ OLLIHKY - HETOYHUMM.
lMpenapat 30Hik He cnig 3acTocoByBaTW y nepiof BariTHOCTI 6e3 HaranbHoi
noTpebu (Konu KOpUCTb AN MaTepi SBHO NEPEBULLYE MOXIMBIA PU3NK ANS
nnoaa).

l'ogyBaHHs rpyaaio.

[MperabaniH NpoHMKaE y rpyaHe MOMOKO NioavHW. Bnnus nperabaniHy Ha
HOBOHAPOMKEHNX/HEMOBNAT HEBifOMUA. He0BXiAHO NPUAHATK piLLEHHS Npo
NPUNUHEHHS rPyAHOTO royBaHHs abo BigMiHy Tepanii nperabaniHom, Gepyun
[0 yBaru KOpucTb rodyBaHHs rpyAAto Anst AUTUHM Ta KOPUCTb NiKyBaHHS ANs
KIHKW.

DepTUnbHicTb.

KniniyHi gaHi wopao Bnnmey nperabaniny Ha hepTUIbHICTb KIHOK BiCY THI.

Mig yac KniHiYHOrO AOCTIZXEHHS 3 BMBYEHHS BMNWBY nperabaniHy Ha
PyXnUBIiCTb cnepmaTo30ifiB 340poBi [0OpoBONbLi Yonosivoi cTaTi
3actocoByBanu nperabanit y fosi 600 mr/go6y. [licns 3acTocyBaHHs
npenapaTy npoTarom 3 MiCALiB XOLHOrO BMAWBY Ha PYXJIMBICTb
CrepmMaTo30ifiB He BUSIBIIEHO.

Y xofi [OCMigXeHHs pepTUNBHOCTI Yy camulb LIypiB CNOCTEpiraBcs
HebaxaHuin BNNWB Ha PenpoayKTUBHY (YHKLit0. Y X04i AOCHISXeHHS
(hepTUNbHOCTI Y camLiB LypiB crnocTepiraBcsi HebaxaHui BNAMB Ha
penpoayKTUBHY YHKL|it0 Ta po3BUTOK. KniHiYHa 3HaYyLLiCTb X pesynbTaTis
HeBigoma.

30amuicmb ennueamu Ha weudkicmb peakyii npu KepysaHHi
asmompaHcnopmom abo iHWUMU MeXaHi3mamu.

[MperabaniH Moxe HeaHayHot abo NOMiPHOK MIpOt0 BNNIMBATY Ha 3AATHICTL
KepyBaT¥ TPAHCMOPTHUMM 3acobamm Ta NpaLytoBaTy 3 iHLLMMM MexaHi3Mamm.
MperabaniH MoXe CpPUYMHITY 3aNamMOPOYEHHS | CORMMBICTb | TakUM YNHOM
BNNMBATY Ha 30aTHICTb KEpYBaTU TPAHCNOPTHUMI 3acobamu Ta NpaLlioBaTi 3
iHLMMKM MexaHi3mamn. Y 3B'A3Ky 3 WM nauieHTam Cnif pekomeHgyBaTy
YTpUMYBaTACS Bif KEPYBaHHS TpaHCMOPTHUMU 3acobamu, Big poboTy 3i
CKMa[JHOK TEXHIKO Ta Bif iHLLIOT NOTEHLiiHO Hebe3neyHoi AisNbHOCTI, MOKM
He CTaHe BifOMO, Yy BNNMBaE Lieil Nikapcbkuid 3acib Ha iXHI0 3aaTHiCTb go
TaKoi JisinbHOCTI.

Cnoci6 3acmocysaHHs ma do3u.

Cnocib 3acmocysaHHs.

[Mpenapat 3oHik npuiAMaT He3anexHo Big NPUAOMY ixi.

[aHui nikapcbkuit 3acib npu3HayeHWn BUHSATKOBO NS MepoparnbHOro
3aCTOCYBaHHS.

[osu.

[JlianasoH o3 npenapaTy Moxe 3miHioBaTucs y Mexax 150-600 mr Ha foby.
[loboBy 03y po3noainaTii Ha 2 abo 3 npuinomu.

Y BMMagKy Npu3HayeHHs pasoBoi [O3M MeHLIe 75 Mr - 3acTOCOBYyBaTH Y
BiANOBIZHOMY 103yBaHHI.

Heitponatnynuit Girb.

Tepanito nperabaniHom MoxHa posnoyatu 3 go3n 150 mr Ha poby,
po3nopineHoi Ha 2 abo 3 npuitomu. 3anexHo Bif iHAKBILyanbHOT BiANoBiai Ta
nepeHoCUMOCTi penapary f03y MoxHa 36inbwmti Ao 300 Mr Ha Joby Yepes
3-7 gHis, a y pasi HeobXxigHOCTI — A0 MakcumanbHoi Ao3v 600 Mr Ha foby Lwe
nicnsi 7 gHie.

Y BuMNagKy Npu3HayeHHs pa3oBoi 403N MeHLe 75 Mr - 3acTocoByBaTH Y
BiANOBIAHOMY [JO3YBaHHI.

Eninencis.

Tepanito nperabaniHom MoxHa posnoyatv 3 fo3n 150 mr Ha poby,
po3nogineHoi Ha 2 abo 3 npuiomu. 3anexHo Bid iHAVBILyanbHOI BiANOBIAi Ta
nepeHOCMMOCTi penapary NauieHToM Ao3y MoxHa 36inbwmTi 4o 300 Mr Ha
[00y nicns NepLIoro TMXHS NikyaHHs. LLle Yepes oguH TWxaeHb 403y MOXHA
30inbwmMTH O MakcumansHoi — 600 mr Ha foby.

Y BMNagKy npusHaveHHs pasoBoi [O3W MeHLe 75 Mr - 3acTocoByBaTHl y
BiANOBIZHOMY JO3yBaHHI.

['eHepanizoBaHWii TPUBOXHWIA pO3na.

[o3a, siky po3noainstoTb Ha 2 abo 3 MpuitoMuK, MOXe 3MiHIOBATUCS Y MexXax
150-600 mr Ha poOy. MepiognyHo cnig nepernsgati HeobXigHICTb
NPOJOBXEHHS Tepanii.

Tepanito nperabaniHom MoxHa poanoyat 3 4oav 150 mr Ha goby. 3anexHo
B iHAVBIAYanbHOI BiANOBIAI Ta NEPEHOCKMOCTI Npenapaty nauieHToM 403y
MoHa 36inbLunTh 4o 300 Mr Ha A0BY Nicrs NepLLOro TVXKHS NiKyBaHHs. Iicns
LLie OZIHOTO TVKHS MpUAOMY 03y MOXHa 30inbLunTi o 450 mr Ha foby. e
4epes OfuH TUKAEHb [03Y MOXHA 36inbwMTh 40 MakcumansHoi — 600 Mr Ha
no0y.

Y BMNagKy npusHaveHHs pasoBoi [O3W MeHLe 75 Mr - 3acTocoByBaTHl y
BiANOBIZHOMY JO3yBaHHI.

dibpomianris.

PekomeHpoBaHa 103a npenaparty 4ns nikyBaHHs (ibpomianrii craHoBUTb Bif
300 po 450 mr Ha poBy. JlikyBaHHS CniA pO3N0oYMHATM i3 3aCTOCYBAHHS 403N
75 mr ggivi Ha poby (150 Mr Ha poly). 3anexHo Big edekTMBHOCTI Ta
nepeHocUMOocCTi 103y MoxHa 36inbLuyBaTi 4o 150 Mr aBivi Ha Aoby (300 mr Ha
[00Y) NPOTAroM 0AHOrO TYXKHS. [iNs naLieHTiB, A11s SKUX 3aCTOCYBaHHS [03K
300 mr Ha poby € HefoCTaTHLO ePEKTMBHIAM, MOXHA 30iNbLMTI [03y 4O
225 wmr pgidi Ha poby (450 mr Ha poOy). Xoua icHye AocnigkeHHs
3acTocyBaHHs 4oav 600 mr Ha fo6y, [OKasiB TOro, L0 3aCTOCYBaHHS Ljiei 403N
Oyne maTv JopfaTkoBy nepesary, Hemae; Takox Taka [03a Mama riplly
nepeHocumicTb. bepyun go yearu gososanexHi nobiyHi peakuii,
3acTocyBaHHs 103 Buwe 450 mMr Ha foby He pekomeHayeTbes. Ockinbku
nperabaniH BUBOANTLCA FONIOBHUM YMHOM HUPKaMK, CTiig KopuryBaTi 403y
npenapary nayieHTam i3 nopyLUeHHAM yHKLii HUPOK.

Y BUNagKy Npu3HayeHHst pasoBoi 403N MeHLe 75 Mr - 3acTOCcoByBaTH Y
BiANOBIAHOMY A03yBaHHI.

BigwmiHa nperabaniny.

BignosiaHo A0 AitoyoT KNiHIYHOT NpaKTVKK, NPUNKHSTY Tepanito nperabarniHom
PEKOMEHYETLCA MOCTYNOBO, MPOTATOM LOHANMEHLLE OAHOTO TUXHS,
He3anexHo Big nokasaHb (4uB. po3ginu «OcobnMBoCTi 3acTocyBaHHs» Ta
«MoBiyi peakuii»).

[NopyLueHHs dyHKLii HUPOK.

lMperabaniH BUBOAUTLCS 3 CUCTEMHOTO KPOBOTOKY B HE3MIHEHOMY BUTNSAI,
nepeBaxHO Hupkamu. Ockinbku knipeHc nperabaniHy NpsiMo NponopLifHiA
KnipeHcy KpeaTuHiHy (avB. po3gin «PapmakokiHeTMKaY), 3MEHLLYBaTK J03Y
navieHTam 3 NopyLUIEHHAM (yHKLiT HUPOK CAif iHAMBIAYanbHO, SiK 3a3HaYEHO Y
Tabrmui 1, BignosigHO Ao KnipeHcy kpeatuHiHy (CLcr), skuit HeobxigHO
BM3HaA4aTy 32 hOpMYoH0:

1,23 x [140 - Bik(poku)] x Maca Tina (kr)

0,85 ans
CLer(mn/xs) = [ (x ’
1 ) l piBeHb KpeaTuHiHy y nnaami kposi (Mkmons/m) | KIHOK)

lMperabaniH edekTMBHO BMAANAETbCA 3 MAasMu KPOBi 3a AOMOMOrOI0
remogianisy (50 % npenapaty npotarom 4 rofguH). [Ins nauienTis Ha
remopianisi fobosy o3y nperabaniHy cnig kopuryBaTi BifnoBigHO A0
yHKyii HMpok. Kpim poGoBoi 403w, ofpasy micns KOXHOI 4-roAnHHOT
npoueaypu remopianiay HeobxigHO 3acToCOBYBaTW A0AATKOBY [03Y
npenaparty (ave. Tabnuuio 1).

MobiuHi peakyii.

Y pocnimKkeHHsX HalyacTilLMmMm NoBiYHMMM peakLisimm Bynn 3anaMmopoyeHHs
i coHnmBICTb. MobiuHi peakyjii 3a3Buyar 6ynu nerkumm abo NomipHUMM.
Hwkye HaBefeHi BCi NobiyHi peakwii, WO BMHWKANK yYacTille, HiX npw
3acTocyBaHHi nnauebo, Ta binbLue Hix B 0gHOro nauieHTa. Lii nobiuHi peakuii
BKa3aHi 3a CICTeMami OpraHiB Ta 3a YacTOTOK): fyxe yacTo (= 1/10); yacto
(Bip = 1/100 go < 1/10); Hevacto (Big = 1/1000 go < 1/100); pigko
(Bim = 1/10000 o < 1/1000); myxe pigko (< 1/10000); yacToTa Hesigoma (He
Moxe 6yTu OLiHeHa Ha OCHOBI HasiBHUX aHUX). Y KOXHIl rpyni 3a 4acToTow
BUHUKHEHHS NOBIYHI ecpekTy NpeCTaBNEHO Y NOPSAKY 3MEHLLEHHS CTyNeHs
iX NposBiB.

3asHayeHi nobiuHi peakuii Takox MoxyTb OGyTw nos'ssaHi 3 nepebirom
OCHOBHOTO 3aXBOpIOBaHHs Ta (abo) CynyTHIM 3aCTOCYBAHHAM iHLUMX
nikapcbKinx 3acobiB.

Mg yac nikyBaHHs HeMpOMaTMYHOrO DOOMK LEHTPANbHOTO MOXOMKEHHS,
CMPUYNHEHOTO YpaxXeHHsM CMIMHHOrO MO3Ky, 36inbluyBanacs yactoTa
noBiyHmMX peakLiit 3aranom, yactora nobiuHnx peakuiin 3 6oky LIHC, ocobnmeo
COHNMBICT (a¥B. po3ain « OcobnMBOCTI 3aCTOCYBAHHSY).

IHdbekwii Ta iHBA3iT.

Yacmo: HasohapuHriT.

3 BoKy KpOBi Ta MG aTUYHOI CUCTEMU.

Heyacmo: HenTponeHis.

Heyacmo: rinepuyTnuBicTb.

PidKo: aHrioHeBPOTUYHWIA HABPSIK, anepriuHi peakLii, aHadinakToiaHi peakLii.
3 60Ky 0BMiHy pe40BIH, MeTaboniamy.

Yacmo: nigBuLLEHHS aneTuTy.

Heyacmo: BTpaTa aneTuty, rinormikemis.

3 60oky neuxikm.

Yacmo: endopnyHnii HACTpil, CMyTaHICTb CBIJOMOCTI, ApaTiBMMBICT,
Ae3opieHTallisi, 65e3COHHS, 3HUKeHHs Nibiao.

Heyacmo: rantoupHauii, naHivHi ataku, Hecnokii, 30ymKeHHs, aenpecis,
NPUrHIYEHWIA HACTPIN, MiAHECEHWA HACTPiW, arpecis, 3MiHW HacTpolw,
AenepcoHaniaayis, yTpyaHeHuin Jobip cniB, MaTonoriyHi CHOBMAIHHS,
nocuneHHs nidigo, aHopraamis, anaris.

Pidko: po3ranbMOBYBaHHsl, CyilmaanbHi OymKku/noBeAiHka (auB. po3Ain
«OcobnMBOCTI 3aCTOCYBAHHS»).

Hegidomo: nikapcbka 3anexHicTb.

3 6OKy HEPBOBOI CUCTEMM.

Lyxe yacmo: 3anaMopoy€eHHs!, COHNMBICTb, FONOBHMIA Bifb.

Yacmo: aTakcisi, NopyLieHHs KOOpAWHaLji, Tpemop, AW3apTpis, amHesis,
noripLUeHHs Nam'aTi, NOPYLLEHHS yBaru, NapecTesis, rinectesis, CeaaTUBHAN
edheKT, NopyLLEHHs piBHOBAru, neTapris.

Heyacmo: cuHKone, CTynop, MIOKIOHis, BTpaTa CBiOMOCTI, NCMXOMOTOPHA
rinepakTUBHICTb, AWCKIHE3IS, MOCTyparbHe 3amaMOPOYEHHS!, iHTEHLINHNN
Tpemop, HiCcTarm, MOPYLUEHHS! KOTHITUBHUX (DYHKLiM, MOPYLUEHHS MCUXIKK,
po3naau MOBNEHHS, rinopedrekcis, rinepectesis, Big4yTTs neviHHs, aressis,
3ararnbHe HeagyxaHHsl, anarisi, HaBKONIOPOTOBa NapecTe3ist, MIOKMOHYC.
Pidko: cynomu, napocMisi, rinokiHesisi, aucdaris, napkiHCoHi3M, rinanresis,
3aneXHiCTb, MO30YKOBUA CMHAPOM, CWHOPOM 3ybyacToro komeca, koma,
penipin, eHuyedanonatis, ekcTpanipamigHuii CUHAPOM, CUHAPOM
leHa—-Bappe, BHYTpilWHbOYepenHa rinepTeH3is, MaHiakamnbHi peakuii,
napaHoifHi peakwji, poanaau cHy.

3 6oky opraHiB 30py.

Yacmo: HeuiTKICTb 30py, ANNMONis, KOH'KOHKTUBIT.

Heyacmo: BTpaTa nepucepuyHoOro 3opy, NopyLUeHHst 30py, Habpsik oyen,
aedeKTn nons 30py, 3HWKEHHS TOCTPOTW 30py, Binb B 04ax, acTeHonis,
¢hoToncis, CyxiCTb B 04aX, MiABULLEHE CrIbO30BUAINEHHS, NOAPA3HEHHS 04en,
BnedapuT, nopyLueHHs akomogallii, KpOBOBWAMB B OKO, CBITNOOOSI3H,
HabpsiK CiTKiBKM.

Pidko: BTpaTta 30py, KepaTuT, OCLMIOMNCIs, 3MiHa 30pOBOTO CMIPUAHATTSA
rmnbuHK, Migpias, cTpabiam, SickpaBiCTb 30py, aHI30KOpisi, BUPa3kn POriBKY,
ek3oTanbM, napanivy 04HOr0 M'A3a, ipUT, KEPATOKOH'IOHKTHBIT, Mi03, HiYHa
cninota, odTanbmonneris, aTpois 30poBOro Hepsa, Habpsik Aucka
30POBOr0 HEPBA, NTO3, YBEIT.

3 60Ky opraHiB cryxy Ta piBHOBaru.

Yacmo: BepTuro.

Heyacmo: rinepakya3is.

3 60ky cepus.

Heyacmo: Taxikapaisi, aTpioBeHTpukynsipHa Grokaga nepioro CTyneHs,
CUHycoBa Dpaaykapais, 3acTiliHa cepLeBa HeJOCTaTHICTb.

Pidko: nogoBxeHHs iHTepsany QT, CHyCOBa Taxikapaisi, CHYCOBa apuTMis.
360Ky CyauH.

Heyacmo: apTepianbHa rinoTeHsis, apTepianbHa rinepTeHsis, npunnvsm,
rinepemist, Big4yTTS XONOAY B KiHL|iBKaX.

3 60Ky AMxanbHOI CUCTEMM, OPraHiB rpYAHOT KNITKM Ta CEPEAOCTIHHS.

Yacmo: hapuHronapuHreansHui binb.

Heyacmo: 3apniLka, HOCOBa KPOBOTeYa, Kallerb, 3aknaAeHiCTb HOCa, PUHIT,
XPOMiHHS1, CyXiCTb CIM30BOT 0BOMOHKI HOCa.

Pidko: Habpsik nereHb, CTUCHEHHS! B rOpri, NapuHrocnasm, anHoe, aTenekTas,
BpoHxioniT, rukaeka, (hibpo3 nereHis, No3ixaHHs.

Hegidomo: MPUTHIHEHHS ANXaHHS.

3 60Ky LLMYHKOBO-KMLLKOBOTO TPAKTY.

Yacmo: 6nioBaHHs, Hy[oTa, 3anop, Aiapes, METeopu3M, 3MyTTS XKWBOTa,
CYXiCTb Y POTi, FACTPOEHTEPHT.

Hewacmo: ractpoe3odareansHa pedtokcHa xBopoba, rinepcekpeis
CMWHW, TiNecTesis POTOBOI MOPOXHWHW, XONEUWUCTUT, XomneniTia3, KOMiT,
LINYHKOBO-KMLLIKOBA KPOBOTEYa, MeneHa, Habpsk s3uka, pekTanbHa
KpoBoTeva.

Pidko: acuuT, naHkpeaTuT, Habpsak s3vka, Ancdaris, adTo3HMIA CTOMATHT,
BMPa3ka CTPaBOX0AY, NepioAoHTaNbHMI abeuec.

3 6oky renatobiniapHoi cuctemu.

Heyacmo: nigBuLLEHWI piBEHb NEYIHKOBUX (PEPMEHTIB*.

PidKo: XOBTSAHNLA.

Lyxe pidko: neviHkoBa HeOCTATHICTb, renaTuT.

3 GOy WKIpK Ta NIAWKIDHOT TKAHWHN.

Yacmo: nponeskHi.

Heyacmo: nanynbo3He BMCUMaHHS, KPOMMB'AHKA, rinepriapos, cepoix,
anoneLisi, CyxicTb LUKipW, ek3ema, ipcyTuam, BUPasKu LLKIpU, BE3NKYMO-
BynbO3HMiA BUCKN.

Pidko: cuHopom CTiBeHca—[IKOHCOHA, TOKCUKO-eMigepMarnbHAA HEKPonis,
XOMOAHWN NiT, eKcdoniaTUBHUN JepMaTHT, NIXEHOIOHMI AEpMaTUT, MENaHo3,
poanaau 3 Boky HirTie, neTexianbHUiA BUCUN, Nyprypa, NyCTyNspHUIA BACKN,
aTpodist LLIKIPK, HEKPO3 LLKIPW, LLIKIPHI Ta NiALLKIPHI BY3MVKM.

3 60Ky ONOPHO-PYXOBOTO anapaty Ta CoNy4HOI TKaHWHU.

Yacmo: mM's30Bi cygomu, apTpanris, 6inb y cnuHi, 6inb y KiHUiBKax, cnasmu
M'A3IB LUK,

Heyacmo: Habpsik cyrno6is, Mianrisi, nocinysaHHs M'A3iB, 6inb y Lwmi, CKyTiCTb
M'A3iB.

Pidko: pabaomionis.

3 60Ky HNPOK Ta CE4OBMBIAHNX LUMSXIB.

Heyacmo: HeTpuMaHHs cevi, auaypisi, anbbymiHypisi, remaTtypisi, yTBOPEHHS
KaMeHiB y H1pKax, HecppuT.

PidKo: HMpKOBa HEAOCTATHICTb, ONirypisi, 3aTpuUMKa Ceui, rocTpa HUpKoBa
He[OoCTaTHICTb, FIOMepyroHedpuT, NienoHedpuT.

3 60Ky CTaTeBOi CMCTEMY Ta MOMOYHMX 3a7103.

Yacmo: epekTunbHa ANCHYHKLS, iIMNOTEHLS.

Heyacmo: cTateBa AchyHKLis, 3aTpumKka eskynsuii, AucmeHopes, 6inb y
MOJIOYHUX 3a5103aXx, TeNKopes, MeHoparisi, MeTpoparisi.

Pidko: ameHopesi, BURINEHHS 3 MOMOYHMX 3an03, 30iNbLUEHHS MOMOYHUX
3an03, riHekoMacTis, LiepBiLuT, 6anaHit, enignanmit.

3aranbHi pos3naav Ta peakLii y MicLli BBeAeHHS.

Yacmo: nepucepniHnit Habpsk, HabpsK, MOPYLeEHHS XOAW, NagiHHs,
BiAYyTTS CM'AHIHHS, HE3BUYaIHI BIAYYTTS, MiABULLEHA BTOMIIOBAHICT.
Heyacmo: reHepanizoBanuit Habpsik, HAbpsik 06nMYYs, CKyTICTb Y rpyasX,
6inb, xap, cnpara, 03Ho0, 3aranbHa cnabkicTb, HeamyxaHHs, abcuec,
3ananeHHs X1POBOi TKAHWHM, peakLii (OTO4yTIINBOCTI.

Pidko: rpaHynboMa, YMUCHe 3anogisHHS LKOAW, 3a04epeBUHHMIA ¢hibpos,
LLIOK.

JlabopaTopHi LOCAIIKEHHS.

Yacmo: 36inbLUeHHs Macv Tina.

Heyacmo: 36inblueHHs piBHS kpeaTUH(OChOKiHa3N B KpoBi, 36inbLUEHHS
PIBHS TTIOKO3M B KPOBI, 3MEHLUEHHS KiNlbKOCTi TpOMOOUMTIB, 36irnbLUeHHS
PiBHS KpeaTUHIHY B KPOBI, 3MEHLLIEHHS PIBHS Kanito B KPOBI, 3VEHLLEHHS Macy
Tina.

Pidko: 3MEHLLUEHHSI PiBHS NEAKOLMTIB Y KPOBI.

* 30inbWweHHa piBHSA anaHiHamiHoTpaHcdepasn (AJlT) Ta
acnaptatamiHoTpaHcgepasu (ACT).

[licns NpUNnHEHHs! KOPOTKOCTPOKOBOI abo TpuBarnoi Tepanii nperabaniHom
criocTepiranics CMMNTOMM BigMIHM npenapaty. osigomMnsanu npo Taki
cumnTomMn: 6€3COHHS, ronoBHMIA Binb, HyAoTa, TPUBOXHICTb, Aiapes,
rpUNONogibHMIA CUHAPOM, CYAOMU, HEPBO3HICTb, AEMpecis, CyiumaanbHi
ByMKw, Binb, rineprigpoa i 3anamopoyerHs. Lli cumntomm moxyTb BkasyBaTu
Ha nikapcbky 3anexHicTb. Lito iHdhopmallito cnig, noBiaoM1TY nauieHTy nepea
noyaTkoMm Teparii.

[JaHi wopo BigMiHM nperabaniHy nicns TpBanoro 3acTocyBaHHs BKa3ytoTb Ha
T€, LU0 YaCTOTa BUHUKHEHHS! Ta CTYNiHb TSHKKOCTI CUMMTOMIB BijMiHI MOXYTb
6yTn fo3o3anexHumm (avB. posginu «Cnocib 3acTocyBaHHS Ta JO3u» Ta
«OcobnMBOCTI 3aCTOCYBAHHSY).

Kopexuis poavt nperabanity BiAnoBiaHO A0 yHKLT HUpOK. Tabnug 1. [imu. Mpodinb 6e3nekv nperabaniHy, BCTAHOBMEHWIA Y X0OAi [OCHIKEHb,
Knipetc BacarnbHa 0o6osa 9o3a Pexum NPOBEiEHNX 3 y4acTo AiTeil 3 napuianbHUMW CyLOMHUMM Hanajamu 3
KpeamuHiHy npezabanivy” 003y8aHHs BTOPWHHOIO reHepanisaLjieto abo 6e3 Hei, 6y nogibHWI fo npodinto, skwit
(CL,) (mn/xs) cnocTepiraBcs B AOCHIMKEHHAX Y [OPOCNWX NaLieHTiB 3 eninencieto.
Noyamkoea Makcumanbha HaivacTiwmmm nobiyHumy peakLismm 6ynu COHNMBICTb, Nipekcis, iHdeKwii
do3a (me/doby) | do3a (Me/doby) BerH(I*))( ,quam?HmE( LnsXiB, ”'RP”NGHE?' aI'IeTVIT)é; 3BinbLUeHHs macu Tina T
- HasodapuHrit (aus. posginn «fitn», «dapmakoanHamika» Ta
260 150 600 HB'L”,aGO «CDapMaKgKiHeTVIKa»). P P
Tpusi Ha Aoby [0BiZOMIEHHS! PO Mi103pOBAH] NOGi4H peaKLi.
>30-<60 75 300 [Igivi a6o lMoBigomneHHst npo noBiyKi peakLii nicns peecTpaLyii nikapcbkoro 3acoby mae
Tpudi Ha 0By BaXIMBe 3Ha4eHHs. Lie aae avory npoBOANTY MOHITOPUHT CMIBBIBHOLLEHHS!
KOPUCTL/PU3IK MU 3aCTOCYBaHHI LibOro Nikapcbkoro 3acoby. MeauyHum Ta
215-<30 25-50" 150 Pas a6o (hapmMaLEeBTUYHAM MpaLiBHMKaM, @ TakoX naujieHTam abo iX 3aKOHHUM
Agiui Ha Boby NpeLcTaBH1KaM Chif NOBIZOMMSATI NPO YCi BUNaaKW Nifo3proBaHNX nobivHnx
<15 25% 75 Pas3 Ha o6y peakLiit Ta BiACYTHOCTi edheKTUBHOCTI nikapcbkoro 3acoby uyepes
- — ABTOMaTM30BaHy iH(popMaLiitHy cuctemy 3 apmakoHarnagy 3a
Fopatkosa f03a nicns remopianisy (Mr) nocunanHam: https:/aisf.dec.gov.ua.
25* 100 OpHokpaTHa
nosa’ TepmiH npudamHocmi.
3 poku.

* Y gunadky 3acmocysaHHs pa3ogoi do3u MeHwe 75 Me — 3acmocosysamu
y8i0N08iOHOMY 003y8aHHI.

" 3aeanbHy 00608y 003y (M2/doby) cnid posnodinumu Ha dekinbka nputiomis
8idnogidHo Ao pexumy 003ygaHHs, Wob ompumamu Ao3y Ons
00HOKpamHo20 nputiomy (Me/do3y).

*[lodamkoea doza — ye dodamkosa 0dHoKpamHa Ao3a.

[opyLueHH dYHKLi neYiHKu.

[ns nauieHTiB 3 nopyLUeHHAM dyHKLii neviHKk1 HeoBXiAHOCTI y KOpeKLi o3u
Hemae (4B. po3gin «dapMakokiHeTUKay).

[avieHTV NiTHBOrO Biky.

[ins nauieHTiB NiTHBOrO BiKy Yepe3 NOripLUEHHs! PYHKLT HUPOK MOxe ByTu
noTpibHe 3MeHLLEHHS f03u nperabaniHy (auB. po3gin «PapMakokiHeTKay).

Himu.

Beaneka Ta edekTMBHICTb NperabarniHy npu Oro 3acTocyBaHHi AiTAM (BikoM
10 18 pokiB) He BCTaHOBMEHiI. [lOCTynHa Ha Lielt Yac iHhopmallis HaBeaeHa y
po3aini «[MoBiuni peakuii», a Takox y posginax «dapmakoguHamikay i
«®apmakokiHeTuka», OAHaK, OMMPaloYNCh Ha HUX, HEMOXNIWBO HapaTy
KO[HWX PEKOMeHAALLiA LWOA0 [03YBaHHS Liiit KaTeropii navjieHTiB.

lMepedo3yeaHsi.

MMoBigomnsnu, Lo HanyacTiLMMK NOBIYHMMM peaKLisiMu Npy Nepeso3yBaHHi
nperabaniHy Oynu COHMMBICTb, CMMyTaHICTb CBIAOMOCTI, 30ymXeHHs Ta
HeCroKin. Takox HaaXoAuW NOBIAOMIEHHS MPO CYAOMM.

Piako noBigoMnsini npo BUnagkut Komu.

JlikyBaHHS nepepo3yBaHHsA nperabaniHy nonsrae y 3aranbHux
NiATPMMyBanbHNX 3axofax Ta 3a NoTpebu Moxe BKNKOYATM remMogianis (ave.
po3apin «Cnoci6 3acTocyBaHHs Ta 4o3u», Tabnuus 1).

YmoB#M 36epiraHHs.
36epiraTy B opuriHanbHiit ynakosLj npy Temnepartypi He suwe 25 °C.
36epiratny HeQOCTYNMHOMY NS AiTel MiCLi.

YnakoBka.
Mo 14 kancyn y Gnictepi. Mo 1 abo no 2, abo no 4, abo no 6 bnictepis y
KapTOHHIi1 ynakoBLyi.

Kareropis Bianycky.
3apeuentom.

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

Micue3HaxoaxeHHst BApOGHMKa Ta agpeca Micus NpoBaXeHHs Koro
LianbHOCTI.

CN-289 (A), PIIKO Inpactpian apea, Yonanki, bxisagi, flict. Ansap
(Pamxacrtan), IHgis/

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

[araocranHboro nepernsaay. 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® 75 MG CAPSULES-UA

4002656

A/W CODE: 30265613000902D SPECIFICATIONS:

COUNTRY:
BIBLE PAPER

UKRAINE

OPEN SIZE 180X710 MM AND BOOKLET SIZE 30 X 50 MM, GLUE PASTED

30265613000902C (OLD)

COLORS:

VARIATION

B BLACK
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