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3MIHHU BHECEHO
Haka3 MinicrepcrBa oxoponn
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SFZO5 2O/F No /177

IHCTPYKIIA
A MeIHYHOT0 32CTOCYBAHHSA JIKAPCHKOIo 3ac00y

HIKOPETTE® CBI’KA M’STA
(NICORETTE® FRESHMINT)

Crnao:

olioua pevoguna: nicoting;

1 M1t po3unny micTHTL 13,6 MI HIKOTHHY, 3@ OJHe BMOPCKYBaHHS BHBUILHAECTbCA | MI HIKOTHHY B
0,07 mn po3uuny;

donomidcri  pewosunu: TPONINCHINIKONb, €TaHON Oe3BOAHMI, TpomeTamosn, nonokcamep 407,
TAILEpPHH, HATPilo TiApokapboHAT, NeBOMEHTO I, apomath3atop M athuii QL24245, apomatisarop
Cooler 2 SN046680, uykpanosa, kaiito auecyibham, Kucaora xnopuctosoareBa (10 %), Boja
OYMILEHA.

Jlikapebka ¢opma. Cnipeii 1715 pOTOBOI NOPOKHHUHH, 1030BaHMIL.
Ocnosni izuxo-xiviuni eracmugocmi: po34uH Bia MPO30POro 10 ¢1aGKO OMANeCUEHTHOTO, Bi
0e30apBHOrO 10 CRITIO-3KOBTOrO KOJLOPY.

®apmakoTepaneBTHYHA rpyna. 3aco0H, 110 3aCTOCOBYIOTH NPH HIKOTHHOBIIT 3aJI€IKHOCTI.
Koa ATX NO7B AO01.

Dapmaronoziuni eracmugocmii,

Dapmarodunamira.

Mexanizm 0ii

[lonerweHns cCHMNTOMIB BiAMIHH Y KYPLIB i3 HIKOTHHOBOIO 3a1€KHICTIO.

Hikotu € aronictom HiKOTHHOBHX peLenTopie nepudepuyHoi Ta HEHTPaIbHOT HEPBOBOT CHCTEMH i
YMHHUTH BIUIMB HA LCHTPAIbHY HEPBOBY CHUCTEMY, a TAKOXK HA CEPLIE i KPOBOHOCHI CYMHU.

Pi3ke npunmuHeHHS pery/ispHOro CHOKHMBAHHS TIOTIOHOBMICHOT MPOAYKLIT NPH3BOAMTH 10
BHHUKHEHHS XapaKTePHOro CHHAPOMY i3 CHMIITOMAMM BiIMiHW, HANPHUKJIAQ MOTATY [0 MaXiHHSA
(cunbHe OakaHHA ManMTH), SK onucaHo y posaini «[loGiuni peakuii». BianosiaHo 10 kiiHivHMX
AOCII/UKEHb MPETnapaT s HIKOTHHO3aMICHOT Tepartii MOKYTb JOMOMOITH KypPLSM KHHYTH MATUTH
ab0 CKOPOTHTH BAKHBAaHHA TIOTIOHY, OCKIIBKH L1 JIIKAPCHKi 32CO0M NOMErUIYIOTE CUMITTOMH BiAMiHM.
Y nopiBHsHHI 3 HIKOTHHOBUMM TYMKaMH a00 JTbOASHHKAMH BCMOKTYBAHHS HIKOTHHY 3i CIpero €
Oinbl WBHAKMM (AMB. po3nin «DapMakoKiHeTHKa»). BHXOMAUM 3 momepeiHix aaHMX npo
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npenapaTy Ui HIKOTHHO3aMiCHOT Tepariii, 3aCTOCYBAHHS CMPE0 MPU3BOANTE 0 Oi/lbLI LIBHAKOIO
3MEHIIEHHS TArM [0 NajdiHHA Ta MOJETIeHHs IHITMX CHMITOMIB, 110 MiATBEPLKYETHCH JaHUMU
JOC/I1IKEHD.

¥V pocnimxkenHi pa3zoeoi a03u 3a yuactio 200 370poBHX KypuiB Oy/10 NMpPoAeMOHCTPOBAHO, 1O 2
BIIOPCKYBaHHA cripeto 1o 1 Mr 3HiKyBaio OaxaHHA NaauTH, mounHaouu 3 1 (60 cekyHa) XBUIHHH
Mic/s 3aCTOCYBaHHsA, 3HA4YHO Oinblie, HiXK JNLOAAHUKHY 4 Mr nipoTsiroM nepwux 1, 3, 51 10 xBuiuH.
CriocTepeskyBaHuil yac 10 3MeHLIeHHs OaxaHHsa naautu Ha 25 % 1 50 % nopiBHAHO 3 BHXIAHUM
piBHeM OyB y 3 pa3d MEHIIMM TMpH 3acCTOCYBAaHHI JBOX BIMOpPCKYBaHb Mo 1 Mr, HDK TpH
3aCTOCYBAHHI LOAAHUKIB 4 MT (3MeHIeHH Ha 25 %: 1,19 nopiBuaHo 3 3,40 XBUJIMHM; 3MEHLUCHHSA
Ha 50 %: 3,49 nopieHsHO 3 9,20 XBHUJINHH).

Kniniyna ehexmusricme

3aranom 479 kypuiB, MOTHBOBAHHMX KHHYTH TanWTH, Opanu y4dacTe V 52-THXKHEBOMY
paHaAoMi30BaHOMY, TMOABRIHOMY  ciinoMmy, miauedo-KOHTPOTBOBAHOMY — 0AraToOLEHTPOBOMY
JocikeHHi. Y mepuwni 6 THKHIB MALlieHTH OTPUMYBAIH JIKYBaHHA TOBHOIO 03010, AKY MOTiM
3HHKYBAM MPOTATOM HACTYNHUX O THxkHIB. EMizoandHe 3acTocyBaHHS Nipenaparty J03BOJIANIOCH JI0
24 tuskusa. Jochimskenus Gy10 HalliieHe Ha BUBYEeHHA edekTusHocTi npenapary Hikoperte® Caixa
M’ATa 719 10CATHEHHA TPUBAJIOro YTPUMaHHA Bid MadiHHA 3 2 THAKHS 10 6 THKHSA, 24 THKHA Ta 52
THKHS BKJIFOYHO y MOPIBHAHHI 3 11auedo.

Ha 52 TwkHi nokasHuK e(eKTHBHOCTI Yy Tpyni Y4YacHWKIB, fAKi XOTUIM KMHYTH NaIMTH 3a
nonomoroto npernapaty Hikoperre® Ceika M’sta, gocar 13,8 % nopisusno 3 5,6 % y rpymi
naaueto. CrniBBigHOWIEHHS PHU3UKIB A8 KYPUIB, SKi MPUIMHWIA MadMTH MCAA 52 THKHIB
NiKyBaHHs, cTaHOBWIO 2,48 mopiBHAHO 3 nmauedo (p = 0,007). Takum YMHOM, [IAHC YYACHHUKIB, AKi
sactocoByBai npenapar Hikoperre® Caixa M siTa, He MOBepHyTHCS 10 NajiiHHA yepe3 12 Micsuis,
y 2,5 pazu Buue, HiK y rpyni nnauedo. OnaHak JiKyBaHHS TpHMBadicTiO Oinblue 3 micauis He
PEKOMEH/YEThCA.

Tpupane yrpumanus Bix nanainas 3 2 Tmokas, nigrBepakene piBuem CO (MoHoOKcHIY
Byriaenio). llani orpumani 3 nocaipxenns 111 ¢asu 3a yuactio 479 nanicuris.

Iepioa Cnpeii Cupeii p- CniBBignomenns | CniBBigHOmEeHHA

Hacy Hikoperre® | mnauefo | 3navenns | mancis PH3HKIB
Ceizka M’suita | (n=161) [95 % JI] [95 % Al]
(n= 318)

Tuxnens | 26,1 % 16,1 % 0,014 1,83 162

6 (n=83) (n=26) [1,12;3,00] [1,09; 2,41]

Twxnens | 15,7 % 6,8 % 0,006 2,54 2,30

24 (n = 50) (n=11) [1,28; 5,04] [1,23; 4,30]

Twxnens | 13,8 % 5.6 % 0,007 2.71 2,48

52 (n=44) (n=9) [1,29; 5,71] [1,24; 4,94]

Dapmaroxinemura.

Hikotun € aoxocHoBHuM i Mae pKal-3HaueHHs Giusbko 3, a pKa2-3naueHus — 6am3pko 8.
HikoTuH € cnabko ny:kHHM, i HOro NMpPOHMKHEHHA 4Yepe3 KJIITMHHY MeMOpaHy 3aieKuTh Bil
3HayeHHs pH. 3aneskHo BiA cTyneHs ioHi3auii, HIKOTHH € BOJO- Ta KMPOPO3YMHHUM. HikoTHH Mae
aBa crepeoizomepu: (S) Ta (R) dopma. OaHak nuie (S)-HIKOTHH € 5i0710r4HO AKTHBHHM.
Hocnimxenns dapmakokinetuku npenapaty Hikoperre® Ceika M’ATa NpoBOAMIM 33 y4acTiO
JI0POCJIMX KYPLUIB.

BcMOKTYBaHHS

[lpyn 3acTocyBaHHI Crpelo 103a HIKOTHHY BHMBINBHAETHCS OZpasy, IO MPU3BOAUTL [0 IIBUIKOTO
BCMOKTYBAaHHS HIKOTHHY 3i cripeo. ¥V JIOCHI/UKEHHSX, B SKHX BHBYAIH BCMOKTYBAHHS HiKOTHHY,
Oy/10 MPOJAEMOHCTPOBAHO, 110 BCMOKTYBAHHs HIKOTHHY BiZOyBamocs Bxke uepes 2 XBWIMHM Micis
3acTocyBaHHs npenapaty Hikoperre® Ceixka M’siTa, o BianoBisae nepuwiii Touui BUMiprOBaHHs.
MakcumanibHa KOHUEHTpauis 5,3 Hr/MoJb focaranacs npoTaroM 13 XBHAMH MiC/s 3aCTOCYBaHHS
nozu 2 mr. [pu MOpiBHAHHI MU0 1MiJ KPHBOIO «KOHUEHTpauif-4ac» (AUC) HIKOTHHY NpoTArom

2



nepwnx 10 XBUAMH Mic/is 3aCTOCYBAHHS [periapaTy po3paxyHKM Ui Criperd y 103 1 1 2 mr
MEPEBUIIYBAH TaKi /11 HIKOTHHOBOI T'yMKH i NbOASHMKIB y 1031 4 mr koxkna (0,48 i 0,64
roaxur/mn nopieusiHo 3 0,33 10,33 roaxur/min).

[lokasuukn AUC. cBiayath npo Te, mo 0i0A0CTyNHICTh HiKOTHHY y (opmi cnper noaibHa ado
ACWIO BHILA, HIXK TPH 3aCTOCYBAHHI HIKOTHMHOBOT TYMKH i JhosHUKIB. AUC. micis 3acTocyBaHHS
cnipero y 103i 2 Mr ctanoBuaa 14,0 roaxHr/min nopieHaHO 3 23,0 ToaxH/MA i 26,7 TOAXHI/MA mics
3aCTOCYBaHHs HIKOTHHOBOI IYMKH Y /1031 4 MI" i HIKOTHHOBOTO JIbOJAHHKA Y 1031 4 M.

Cepe/iHs piBHOBasKHA KOHLIEHTpALlil HIKOTHHY Y TJ1a3Mi KPOBI M1iC/18 3aCTOCYBAaHHS MAKCUMAJIbHOT
4031 (2 BriopckyBaHHs 10 1 Mr kozHi 30 XBHIMH) CTAaHOBHTL MPHOAH3HO 28,8 HI/MJ MOPIBHAHO 3
23,3 Hr/Mi Npu 3aCTOCYBaHHI HIKOTHHOBOT TYMKH y 71031 4 mr (1 rymka Ha roauny) i 25,5 Hr/mi
PH 3aCTOCY BAHHI HIKOTHHOBOTO JILOASHHUKA y 1031 4 Mr (1 TBOJSHUK HA rOAMHY).

Posnonin

OG6’em posnoainy micis BHYTPILIHBOBEHHOrO 3aCTOCYBAHHS HIKOTMHY CTAHOBHTBH 2-3 JI/KT.
3B’s3yBaHHsA HIKOTMHY 3 OinkamMu niasmu cknanae mewe 5 %. Tomy ManoiiMoBipHO, 110 3MiHK
3B’53yBaHHA HIKOTHHY MpPH 3aCTOCYBaHHI CyMyTHIX npernaparis abo 3MiHi BMicTy BinKiB Y naazwmi
KPOBI MpH AAKMX 3aXBOPIOBAHHAX OyayTh 3HAYHHUM YHHOM BILUIMBATH Ha (hapMAKOKiHETHKY
HIKOTHHY.

KpiM nnauentaproro 0ap’epy, HIKOTHH TMpoHMKac d4epe3 reMartoeHuedatiunuii Gap’ep |
BUIUIAETLCA Y TPYAHE MOJIOKO.

MetaGoJizm

Pesynbrati (hapMakoKiHETHUHHX JOCHIIKeHb BKa3yloThb Ha Te, W0 MeTabosi3M Ta BHBEICHHS
HIKOTMHY He 3anexarth Bia Jikapcekoi ¢opmu HikoTHHy. ToMy pe3yabTaTH JOCIiIKEHb
BHYTPILIHBOBEHHOTO 3aCTOCYBaHHA HIKOTHHY MOXKYTb OYTH BMKOPHCTAHI A1 OMMCY PO3MOALLY,
MeTa0oi3My, TpaHc(popmaii Ta BUBEIEHHS.

Hikotun  meraGonisyeTeca mepeBamno y medinui. HIKOTHH Takok HE3HAuHOW  MipoiO
MeTaboi3yeThea y JlereHax i Mo3ky. Y MeTaboni3sMi HIKOTHHY B OCHOBHOMY NPHIMAac yuacThb
depment CYP2A6. Byno BusiBieHo 17 pisHux MeTaGoiTiB HIKOTHHY, KOXEH 3 AKHMX € MEHI
MOTYKHMM, HiK BHXiIHA cronyka. OCHOBHHMI MeTaboMIT y mnasmi, KOTWHIH, sKuil pocsrae
KoHUeHTpauiii y 10 pasis Buule, HiXK HIKOTHMH, BHBOIMTBCS 3 OpraHismy 3 mepioJom
HanisBuBeaeHnd Big 14 no 20 roauH.

BuBeneHHs

Ilepion wanieBuBesieHHs cTaHOBHTH 2-3 roaunu. Cepeauiii 3araibHuil nmasMoBHMit KTipeHc
HIKOTHHY CTaHOBUTEL 66,6—90,0 n/rox.

3azeuuaii 6;m3bko 10 - 15 % HIKOTHHY BUBOAMTBCH i3 ceuelo y He3MiHeHoMy Burasai. OnHak npu
BHCOKIA wBuakocTi dinbTpauii Ta niakucienni ceui (pH Huskue 5) mosxe BuBoanTHCA 10 23 %.
Hait6inbm BaxknueuMu MeTaboniTaMM HIKOTHHY, IO BHBOJATBCA I3 CCYCIO, € KOTHHIH i TpaHc-3-
rigpokcukoTHHIH. Tinbkn HeBeMKHI BincoTok koTHHIHY (10 - 12 % 1031) BUBOIMTBCS i3 ceuelo y
He3MiHeHoMy Buraai. Jlami KOoTHHIH MeTaGOMi3y€eTbCs /10 MOMAPHUX BOAOPO3YMHHUX PEHOBHH i
MOKe BHABMATHCS B cedi (28 - 37 % nosu), ocolnmBo B riapokcwiboBaHii dopmi (Tpamc-3-
riIPOKCMKOTUHIH). BiaMiHHOCTel y papMakoKiHETHLI MiX YONOBiKaMH i JKIHKaMH HeMae.
JlinikiHicTe/HeniHilHICTL

Ilpu 3actocyBanni pasoBux 103 1, 2, 3 i 4 BnopckyBaHHs 1o 1 Mr chpelo crioctepiranocs Juiie
He3Ha4He BiAXWIEeHHS Bia AiHiiHOI 3anekHoCcTi AUC. i Crax BiZl 103H.

Dapmarokinemuka 8 0co6IUBUX 2PYRAX nayicHmis

HupkoBa HegocTaTHicTh

OuikyeThes, 110 TAKKAa HUPKOBA HEJIOCTATHICTD MOTIPLINTE KJIipeHe HIKOTHHY Ta HOro MeTabosiTiB.
B yyacHuKkiB nocmigskeHHs i3 nopyuweHHaM (yHKUiT HHPOK TSKKOTO CTYMeHa KJipeHc HIKOTHHY
Oye 3HwkeHuii Ha 50 %. VY nauiedTie Ha gianisi, AKki namwim, crnocTepiranocsd IiJBHILEHHS
KOHLIEHTpallii HIKOTHHY.

IleyiHKOBA HEJOCTATHICTE

KnipeHe HiKOTHHY y KypUiB i3 LIMPO30M NeviHKH i mopymeHHsM QyHKLi nediHKH Terkoro crynems
(5 Ganie 3a wkanow Yaitna-IT'10) He 3MIHIOETBCA, ale 3HIKYETbCA Y NALUEHTIB i3 TAKKOWO
Ne4iHKOBOK HeocTaTHicTIo (7 Ganis 3a mkanoio Yaitna-11"10) (3aranbuii kiipesc 3HHKYBaBCA y
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cepeanboMy Ha 40 - 50 %). [Jlani w010 hapMakoKiHeTHKHM Y KypUIB 3 OLHKOIO 32 wikanoo Yaiina-
IT't0 > 7 BiACYTHI.

[MalieHTH JiTHLOTO BiKY

V nauieHTiB NiTHLOrO BiKY GYJO MpPOJEMOHCTPOBAHO HEBEIHMKE 3HWKSHHS 3arajbHOro KIipeHcy
HIKOTHHY, 11i KONMBAHHA € PI3HUMH | HE BUMaraioTh 3arajlbHOT KOPEKLIi 1034 npenapara y 3B’ s3Ky
i3 BIKOM.

Moxniniyni dani 3 Geznexu

Jokniniuni nani 3 6e3nexn npenapaty Hikoperre® Ceixka M’sta BiacyThi. OJHaK TOKCHUHICT
HIKOTHHY SK KOMIIOHEHTa TIOTIOHY 100pe Bigoma. THMIOBMMH CHMITOMAMMH IOCTPOrO OTPYEHHS €
cnadKuii Ta HeperyJAPHHI MyJibe, 3a/1MUIKa | reHepasi30BaHi CyIOMH.
MyTareHHicTb/KaHLIEPOTEHHICTh

JocnimkeHHs TeHOTOKCHYHOCTI HIKOTMHY B TecTax in vilro Ta in vive TNPOJEMOHCTPYBalH
cynepeunuBi pesyastati. HasBHi 1aHi 1010 KaHIEPOTEHHOTO MOTEHLiATy HIKOTHHY TaKOK HEUiTKi.
Xoua aHai3 pe3ysbTaTiB JOBrOCTPOKOBHX JOC/II/KEHb KAHLEPOreHHOCTI HIKOTHHY a0 KOTHHiHY,
Hali0ibll BakIMBOro MeTaboIiTY HIKOTHHY, TMOKa3aB, 10 HIKOTHH He Mae 3Hauyuwoi abo
PeNeBaHTHOT KaHLEPOI'€HHOT aKTUBHOCTI, OB Mi3HI AOCHIKEHHS BKa3ylOTh Ha Te, O HIKOTHH
Cnpuse BUHUKHEHHIO NEAKMX NyxauH. [liaTBepikeHa KaHUEPOreHHICTb TIOTIOHOBOIO AHMMY B
OCHOBHOMY TIOB’53aHA 3 PEUOBMHAMM, L0 YTBOPIOIOTBCS MpPH CramoBaHHi TioTioHy. Hikoperre®
Cgixa M’sTa He MICTHTB JKOHOT 3 LIMX PEUOBHH.

Penpo/1yKTHBHA TOKCHYHICTD

JlocnizKeHHs penpoayKTHBHOI TOKCHUHOCTI HIKOTHHY Y PI3HMX BH/IB TBapHH NPOAEMOHCTPYBAIH
HecneuudiuHy 3aTpUMKY pocTy Mmioga. Y LypiB crocTepiranucs BHNAAKH [OPYLIEHHS
depTunbHOCTI, MOJOBKEHOT rectauii Ta MOBEAIHKOBHX pPO3MaliB Yy MOTOMCTBA. Y MMIUEH TpH
3aCTOCYBaHHI Jlyske BUCOKHX /103 Oy/in BUsBIeHI KicTKoBI AedeKkTH KiHLiBOK y noTomcTBa. HikoTun
MPOHUKAE KPi3b IJIALEHTY 1 BUAIISAETLCH Y TPy/IHE MOJIOKO.

Kniniuni XapakTepHcTHKH.

Tokaszannn.

3MeHIIEeHHA HIKOTHHOBOI 3aJIeAKHOCT] Y KYPUIB LIIAXOM MiHIMi3aulii cMMITOMIB BiIMIHH 3 METOIO
MPUTTHHEHHS TIOTIOHOMATIHHS.

Ilpomunorazanua.

Lleit npenapaT npoTWnokasaHuii ocodam, sKi He MansaTh, AiTAM BikoM 0 12 pokiB, a Takox
niytiTkam Bikom 10 18 pokis Oe3 npusHaueHHs nikaps.

[inepuyTaUBICTb 10 HIKOTHHY ab0 10 OHIET i3 1ONOMKHHMX PEYOBHH, 110 MICTATLCS Y Crpei.
BariTHicTB/TOLYBaAHHS FPY IUTHO.

B3acmooia 3 inuiumu AiKapcsKuMu 3acofamu ma ini 6uou 63a€Mooiil.

IMpo >koAHi KIiHIYHO 3HAYyIli B3aEMOAIT MiX 3aMIiCHOK Tepamield HIKOTHHOM Ta IHIIHMH
npenaparaMmu HeBigomMo. OJHAK HIKOTHMH MOKE MOCHJIIOBATH IeMOJUHAMIuHI e()eKTH aJeHO3UHY,
HamMpHWKIaa TMiABHIIEHHA apTepialbHOro THCKY 1 4YacTOTH CEepUEBHX CKOpPOYeHb, a TaKO#kK
NocWIKOBaTH peakuito Ha Oine (Oinb y rpyaHid KIITUI TUMY cTeHOKapAii), CHpHYMHEHHI
3acCTOCYBaHHAM aAeHO3HHY.

Binbuie indopmauii 1mo10 3MiHK MeTa00oi3My AeAKHX JIiKApCbKUX 3ac00iB Mic/s BiAMIHH HIKOTHUHY
JMB. y po3aifi «OcoOaMBOCTI 3aCTOCY BAHHS ».

[pununenna miomoHonaninyA: NMPUNMHHEHHA NATIHHA 13 YACTKOBUM 3aMilleHHAM HiKOTHHY abo Oe3
HbOI'0 MOJKE 3MIHWMTH BIi[NOBI[Ab HA CYMYTHE JIiKyBaHHA npenapataMu. [TonilMKIiYHI apoMaTHYHI
BYIJIEBOJIM, IO MICTATBCA Y THOTIOHOBOMY AMMI, IHAYKYHOTh MeTado/1i3M JliKapCchbKHMX 3aco0iB, 110
meTadosizyioTbes 3a yuactio CYP1A2. BinMoBa Bil LIMrapokK MosKe MPH3BECTH 0 CMOBIIBHEHHS
MeTa0oJ1i3My Ta BiANOBIHOTO MiBULIEHHS KOHLEHTPALT IIMX JliKapchbkUX 3ac00iB Y KPOBi.

Lle Moske MaTH KJIiHIYHE 3HAYeHHS Y OeAKHX BMIAaAKax 3 JIKapcbKUMM 3aco0aMH 3 BY3bKHM
TepaneBTHYHUM J1iara3oHoM, HanpHuKiaa Teo(iTiHOM, TAKPUHOM, KI03aMiHOM | POTIHIPOJIOM.
Takoxk MOKYTb MiJABHILLYBATHCA MI1a3MOBI piBHI KO(einy.



[11a3M0Ba KOHUEHTpALiA iHIIMX MPENaparie, sKi 4aCTKOBO METab0JIi3yl0TbCS 32 yHacTIo CYP1A2
(Hanpuknajg  iMinpamiHy, —onamsanmidy, Kiominpaminy i UyBOKcaMiHy), TaKoK ~ MOXe
MiABMIIYBATHCA Y pa3i NPUMHHEHHS NadiHHA, XOua JaHMX, WO MiATBEPAKYIOTH Lie, HEMAE, a
KliHiuHe 3HaYeHHs LBOro eeKTy s TepeiueHuX PeYOBHH 3aTHIAETbes HEBIIOMUM. OOMenxeHi
jaHi BKasyloThb Ha Te, W0 MeTaGonism ¢uiekaiHigy i meHTasoumHy Mosxke OyTH IHAyKOBaHMWIA
NaTiHHAM.

Ocodaueocmi 3acmocyeanii.

JliKapio ¢J1iJ1 3BaKUTH PU3HKH Ta KOPUCTD JUIS NALLIEHTIB 3 Mepe/liueHuMH HHKYE 3aXBOPIOBAHHAMMU.
3anekHUX KypLiB 3 HEIO/ABHO NepeHeceHnM iHhapKToM Miokap/a (< 4 THXKHIB), 3 HECTabIIBHOIO
a0 NpOrpecyrovor CTEHOKApAiclo, y TOMy 4uciai creHokapaicio [lpuHumerana, 3 TAKKAMH
MOPYLIEHHAMH  CEpLEBOr0  PUTMY, HEKOHTPOIBOBAHOK —apTepialbHOK rinepTeHsiero  abo
HEI[OJABHO MEPEHECEHNM iHCY/JILTOM CJIiI 3a0X04YyBaTH NPUIMHUTH TadiHHa Oe3 J1010MOrH
MeIUMKAMEHTO3HOT Tepanii (HanpHkial 3a J0MOMOrolo ncuxorepanii). ko ue He gornomarae,
MO3KHA PO3MIAHYTH 3acTocyBanHs npernapaty Hikoperre® Caixa M sta. Ockinbku nai 3 6e3nexu
JUIs L€l Tpynu MalieHTiB oOMesKeHi, 3acTOCOBYBAaTH Mpernapar Hikoperre® Caixa M’sita ciia
BHKJIFOUHO MiJ1 peTe/IbHUM MEIHUYHHUM HarJjIsaJ10M.

[auientaM 3i cTabiNbHUMM CeplEBO-CYJAMHHHUMH 3aXBOPIOBAHHAMM (TaKMMH AK cTabinbHa
cTeHoKapais, Gkl JaBHili iH(apkT Miokapaa, repeHeceHe aOpTOKOpPOHApHe UIYHTYBaHHsA ado
AHTIOMIACTHKA, HEJOCTATHICTb MO3KOBOTO KpOBOOOIry, 3acTiiiHa ceplieBa HelOCTaTHICTB,
apTepianbHa TrinepreHsis, OK/IO3iiiHe YypakeHHA apTepill) MOXHA 3acTOCOBYBATH Ipenapar
Hikopette® Criska M’sTa TiIBKH MiC/Is KOHCYJ/ILTALT 3 JliKapeM.

Hopyuienns hynryii nupox i newinku: y NauieHTiB 3 nopyueHHaM QyHKLUIT ne4iHku nomiptoro abo
TSKKOIO CTyneHsi, abo nopyuweHHsM GyHKUIT HHPOK THKKOTO CTYMEHS CJiJ PETElbHO 3BaXKHTH
CMIBBIHOIIEHHS PU3MK/KOPHCTH JlikyBaHHs mnpenapatoM Hikoperre® Ceika M’sTa, OCKiIbKM
MOJUIMBE 3MEHIIEHHS KJIIpeHCY HIKOTHHY afo ioro MeTaboniTiB, WO Mi/IBULLYE MOKIHBICTH
no0iYHMX edeKTiB.

3axX60PIOBAHHSA ULTYHKOBO-KUULKOBO20 MPaKmy: HIKOTMH MOJKE MOCH/IIOBATH CUMITOMH Y MAli€HTIB
3 e30(pariToM, LUTYHKOBMMH Ta HENTHYHMMH BHPA3KaMH, a TAKOX XPOHIMHMMH 3aXBOPIOBAHHIMH
ropaa. Tomy npu Lux 3axsoptoBanHsx npenapar Hikoperre® Caixa M’siTa Clil 3aCTOCOBYBATH 3
00epesKHICTIO.

DeoxpomMoyumomMa ma HekoHmMpOIbOBaHUll 2inepmupeos: 3acTOCOBYBATH MpEMapar mnauieHTam 3
HEKOHTPOJILOBAHMM TiMepTHPe030M i GeoXpOMOLIMTOMOIO Cllijl 3 00EPEKHICTIO, OCKIIbKH HIKOTHH
CIIPUYHHAE BUBIIBHEHHS KaTeX0IaMiHiB.

I[ykposuii Oiabem: nauicHTaM i3 LYKPOBUM [1iadEeTOM, KOJM BOHM [IPHIIMHAIOTH MATHTH Ta
MOYHHAIOTE HIKOTHHO3aMICHY Teparilo, PeKOMEHIYCTbCs OLIbLI peTebHHIT MOHITOPHHI PiBHIB
LUYKPY Y KpOBI, Hi’ 3BHYaiHO, OCKIJbKH 3MEHIISHHS iHIYKOBAaHOTO HIKOTHHOM BMBLIbHEHHA
KaTeX0NaMiHiB MO’Ke BIUIMBATH Ha BYrJeBoAHMI 00MiH. BaxuinBo, 11100 naiieHT 3aiiMaBcs iHIIAMA
BUAAMM HiSUILHOCTI /151 3ano0iraHHs MOBEPHEHHIO 10 MaJliHHA.

Ha nowatky JiKyBaHHS HeOOXiZIHO 3a0X0YyBaTH MallieHTa MOBHICTHO KMHYTH NaauTd. llauieHt,
sKkuit nia uvac nikypanns npenapatom Hikoperre® Cpixka M’'sTa NMpOAOBXKYE MAaTHTH B TOMY XK
00cs31, Mae pU3MK BMHUKHEHHS NOOIYHMX e(eKTiB uepe3 OibLI BMCOKI PiBHI HIKOTUHY, HiXK Y
BHIAIKY PEryasSpHOTO TIOTHOHOMATiHHS.

Honomisicni pevosunu: cripeil MICTUTh HEBEJIMKY KiIbKiCThL eTaHony (cnupty), meHwe 100 mMr Ha
OJIHE BIOPCKYBaHHS.

[Manientam ciia 6yt oGepexHuMH, 1100 npenapar He NMOTparvisB B 04i Ta AUXaNbHI WIAXH (TOOTO
He BMXATH HOro), OCKiILKH BiH MICTMTh YACTHHKH, IKI MOJKHA BIMXHYTH.

Moxxcaugicmy po3sumky 3aiedcHocmi: MOXKe BHHMKATH 3a1€XKHICTL BiJl NpenapaTiB HiKOTHHY.
OjHak BOHA CTIOCTEPIra€TbCs PiAKO 1 € MEHW WKIUIMBOIO 1S 3[0POB S, HI HIKOTHHOBA
3a/1eKHICTh MPH TIOTIOHOMAIHHI, Ta 1T nere no30yTHes.



3actocyBaHHfl y nepioa BarirHocTi a60 roaysanus rpyanio.

JKiHku AiTOPOAHOTO BiKY/KOHTpaLleNLlis V Y0JOBIKIB i AKIHOK

Ha iaMiHy Bij BigjoMux noGivHuX edeKTiB TIOTIOHOTAIHHSA Ha 3arTi/IHEHHS Ta BariTHICTb, ePeKTH
NIKYBaHHA /18 NPUIMHEHHS NajiHHg HeBigoMmi. JIs KiHOK, sKi Xo4yTh MaTH aiteil, OesneuHimie
YTPUMYBATHCA AK BiJl TIOTKOHOMAIHHSA, TaK i BiJl HIKOTHHO3aMiCHOT Tepartii.

DepTUIBLHICTE

VYV KIHOK BIKMBAHHA TIOTIOHY TIPU3BOJAMTL JI0 3aTPUMKH  3arjiHeHHS, 3HHKYE TOKa3HHK
e(PeKTUBHOCTI 3arUTiIHEHHA in vitro Ta 3HAYHO MIJIBHILYE PU3UK Oe3miiaad. Y 4onoBIKIB BKMBAHHA
TIOTIOHY TMPH3BOAMTE JI0 3MEHIIEHHS BHUPOOJIEHHS CMepMH, MIiJBHIIEHOIO OKWCHOIO CTpecy Ta
nowkomkenHs JIHK. CnepmaTo30inu KypuiB MalOTh MEHILIY 34aTHICTb [0 3arUTiAHe HHA.

B ekcriepiMeHTATBHUX JOCTIKEHHAX Y TBAPHH HIKOTHH HECTPHSTINBO BIUIMBAB HA (DEepPTHIILHICTD
(nuB. «JlokaiHiuHI AaHi 3 Oe3neku»). HeBiaoMo, SKOK MIpOH HIKOTHH CIIpHuMHAE Takui edekT y
JIFOJEH.

BaritHicTb

[Ti1 yac BariTHOCTI He /i BKMBATH HIKOTHH V Oyab-aKiil GopMi, aHl y BUIIIA/I LMrapok, aHi y
BUIIA/11 3amicHOT Tepanii npenapatom Hikopette® Caixa M’ sTa.

Joknaanuii Brie npenaparty Hikoperre® Cpika M’sTa Ha pO3BHTOK 111012 HEBiOMMIi.

HiKOTHH MPOHMKAE y TUIiA | BIUIMBAE Ha HOro auxanbHi pyxH i KpoBooOir. Braue Ha KpoBooOir €
[10303a/1esKkHUM. HiKOTHH, ¥y TOMY HHCIIi NPH 3acTOCYBaHHI HOro y SKOCTI 3aMicHOT Teparii, Moske
CMPUYMHATH 3HMIKEHHS Macy Tijla NPH HAapO/LKEHHI, @ TaKOXK MiJBHILYBATH PU3UK NMepepHBaHHA
BariTHOCTI Ta NMepUHATANbLHOT cMepTHOCTI. B excriepuMeHTaNBHUX OCIAKEHHAX Y TBapvH OyIo
MpPOIEMOHCTPOBAHO TOKCHYHUI BIUIMB HIKOTHHY Ha PENpOAYKTHBHY (DyHKUiO (AuB. «JloKTiHIuHI
JaHi 3 Oe3nexkun»).

Panne npunuHeHHs BXKMBaHHA HIKOTHHY — e(eKTHBHMH iHAMBIIyanbHHI 3axia Aas MOKpalleHH:A
3JIOPOB’ s BATITHOT AKIHKH-KYpLA 1 1T AHTHHH,

SKU10 MOKIMBO, BariTHUM KiHKaM-KYpPLAM CJ1i NPOITH JIIKyBaHHs 1718 MPUITHHEHHS NajiHHsg Oe3
3aCTOCYBaHHS MEJMKaMEHTO3HOT HIKOTHHO3aMicHOT Tepanii. 3actocysanns npenapaty Hikoperre®
Csika M'ATa Mia yac BariTHOCTI MOjKe pO3IJIsAATHCS JiKapeM JHIIe 3a YMOBH, 110 HMOBIPHICTB
YCHILIHOrO JIKYBAHHA /I MPUIMHHEHHA NaJiHHA BHUIPABIOBYE PH3MK BIUIMBY HIKOTHHY, i B
IHILIOMY BUMNA/IKY MalicHTKA MaTHUTHME.

['onyBaHHs rpyAI0

ITin yac roayBaHHs rpyAIK0 HE CJIiJl BAKUBATH HIKOTHH y Oyab-sKiii ¢opMmi, aHi y BUrIsAI LMrapok,
aHi y BUIIA1 3aMicHoi Tepanii npenapatom Hikoperre® Cgixa M’ sTa.

3actocyBanHs nperapaty Hikoperre® Caizka M’aTa nia yac roayBaHHa rpyajiio He J0CTiIKYBaH.
HiKOTHH NpOHMKAE y IpylHE MOJIOKO ¥ HEBEJHKHMX KiJbKOCTSX, 10 MOKYTh YMHHUTH LUKiJIMBHI
BIVIHB Ha OHTHHY HABITb npH 3aCTOC}’BaHHi Crperw y TepaneBTHYHHX [JO03ax. TOMy CJ'Ii,El YHHKaTH
sactocyBaHHs npenapaty Hikoperre® Caika M’sTa nia yac roayBaHHs rpyamo. SIKuio mig uac
roJyBaHHs TIpyAql0 HeoOXilHa HIKOTHHO3aMicHa Tepamis, CJiJl TMepeBecTH AMTHHY Ha LITY4YHE
BUIOJIOBYBaHHS.

30ammuicme eniueamu na WeUOKIicmy peakuii npu KepyeanHi agmompancnopmom ado inuumu
MeXanizmamu.

Ockinekn npenapat Hikoperre® Cgika M'sTa MOXKe CHPHYMHATH Taki noOiuHi edektn, sk
rOJIOBHMIH Oi/ib Ta Hy/10Ta, BiH MOJK€ BIUIMBATH HA LUBMAKICTH peakuil Ta 37aTHICTh NpaLoOBaTH 3
iHCTPYME@HTaMH Ta MeXaHi3MaMH i KepyBaTH TPAHCTIOPTHUMH 3aC00aMH.

®

it

OcobauBe 3acTepeskeHHs CTOCOBHO JiTEil: HIKOTHH € BHCOKOAKTMBHOK pevyoBHHOK. HagiTh /103a
HIKOTHHY, sika 100pe NepeHOCHTBCS JOPOCIMMH Mijl Yac JikyBaHHs npenapatom Hikoperte® Caixa
M’STa, MOKE TMPHU3BECTH JI0 3arPO3AMBOI /18 KMTTS TOKCUYHOCTI y AiTel MOIOALIOro Biky (aMB.
po3ain «ITepenosyBanns»). Tomy npenapat Hikoperre® Ceixa M’sTa cripeii 3aB#/u ¢/ 36epirat
Ta YTHII3yBaTH y MICLAX, HELOCTYMHUX [T JiTeil.



Cnoci6 3acmocyseanns ma 003u.

[lauieHT MNOBMHEH [OBHICTIO MPUIMHWUTH THOTIOHOMANIHHA MiJ 4Yac JiKyBaHHA TMpenapaTtom
Hikoperre® CBixka M’siTa. BasIMBOIO € CHIILHA MOTHBALLiSl BIIMOBHTHCS BiJl TIOTFOHONIAIHHSL.
Inempyryia ons 3acmocyeanms

[Tiarotyiite cnpeii 1 3acTocyBaHHs, MiCas YOro TpUMaiiTe HacaaKy Crpero OIS BiAKPUTOrO PoTy
Akomora Omwkue. HaTHCHITL HA BEPXHIO YacTHHY 103aTopa i 3podiTh O/IHE BIOPCKYBAHHA Y POT.
YHukaiite nonaganHs cnpero Ha ryom. He pauxalite nig yac BNOpCKyBaHHA, U106 YHMKHYTH
NOTPAIUISIHHS CIPEKD Ta IHralAUifHUX 4acTOUOK Y AMXalbHi WUIAXH. JUI8 NOCATHEHHS Kpauioro
pesysibTaTy He KOBTalTe MPOTArOM JEKiJIBKOX CEeKYHH micis BHOpckKyBaHHs. [Ipu notpanisHHi
CIPEIO B 0Yi peTesbHO NpoMuiiTe iX B0, [IpH BUHHKHEHHI CUMITTOMIB Mepe 103y BAHHSA HIKOTHHY
3aCTOCYBAHHA HiKOTHHY CJ1iJl THMYACOBO MPHIMMUHUTH. SIKIIO CHUMIITOMH Mepeao3yBaHHs HiKOTHHY
30epiraloTbes, €I 3MEHIIMTH  BXKWBAaHHS HIKOTHHY 3a paxyHOK 3MEHIIEHHS 4YacTOTH
3aCTOCYBaHHA.

Hosysanus i mpusanicme 3acmocyeanms

Hopocni

Hikoperre® CBixa M’siTa CJIia 3aCTOCOBYBATH KOKHOTO pasy, KOMH Kypellb 3a3BHuaii BUITAIHB OH
LMrapky, abo y pasi BUHUKHEHHS TATH /10 MaTiHHS.

Ho3yBaHHs € IHAMBIZyalbHUM | BU3HAYAEThCS KUIBKICTIO HIKOTHHY, HEOOXIAHOIO /UIS 3MEHILEHHS
CHMMTOMIB BiZIMiHH Y KOHKPETHOIO MaLicHTA.

Jani HaBe/ieHO pekoMeH10BaHuii rpadik 3aCTOCYBaHHS CNPEIO M1i]] Yac MOBHOT BiAMOBH Bijl masiHms
(Kpok I) i mia yac noctynosoro 3smeHueHHs 1031 HikotuHy (Kpoku 11 i I11). Moskna 3acTocoByBaTH
a0 4 BropckyaHb Ha roauHy. He cmin 3actocoByBaTu Ginblie 2 BNOpcKyBaHb OJHOYACHO Ta
Olnbie 64 BiopcKyBaHb NPOTAroM 24 roauH (4 BIIOPCKYBaHHS Ha FOAMHY NMPOTAroM 16 rojunH).
Kpox I (1-6 muxcni)

3pobutn 1 abo 2 BmopckyBaHHsi y TOH 4ac, KOiM 3a3Buyaii Oyiu OW Bunaneni uurapkm, ado
KOKHOr0 pasy npu BHHHKHEHHI TATH J10 NajiHHA. SIKIO micas OAHOTrO BHOPCKYBaHHA TAra JI0
MajiHHA He 3MEHIIYEThCS MPOTArOM KiIbKOX XBW/IMH, CJIijl 3aCTOCYBATH L€ OJIHE BMOPCKYBAHHS.
SKkwo HeobXinHi 2 BMOPCKYBaHHA, TO HACTYIHOIO pa3y MOKHA 3aCTOCOBYBATH iX TOCJiJOBHO.
binbwocti kypuiB HeobXiaHo 1-2 BnopckyBanHs KoxkHi 30—60 XBUIHH.

Kpox IT (7-9 muxcui)

YV uell nepioa ciia nouyaT 3MEHLIYBATH KiJILKICTH BIOPCKyBaHb Ha 100y. Hanpukinui 9 TixkHs
KiJIbKICTE BMOpPCKYBaHb Ha 100y nosuxna craHoButu T[TOJIOBUHY Bin cepemnboi Kimbkocrti
BIIOPCKYBaHb Ha 100y, AKi Oyau HeoOXxiaHi mix yac Kpoky 1.

Kpox I (10-12 muacni)

[IpoaoBKHTH 3MEHLIYBATH Ki/bKiCTh BMOPCKYBaHb HAa A00y TaKUM 4MHOM, MO0 iX KilbKicTb
cTaHoBMIA He Oinewe 4 BnopeKyBaHbL Ha 100y npotsarom 12 TwkHa. [lpu sMeHmenHi kKinbkocTi
BMOPCKYBaHb 10 2—4 Ha 100y 3aCTOCYBaHHSA CIPEIO CJ1iJ OCTATOYHO NMPUITHHHUTH.

lpuxnad: AKuo y cepe/HbOMY BUMAMIOEThes 15 uMrapok na no0y, crmig 3actocoByBatd 1 a6o 2
BIIOPCKYBaHHA IOHaiiMeHIe 15 pa3iB KOKHOro JIHs.

Has Toro, woG 3anodirTu NoBEPHEHHIO /10 MaJliHHA, CJ1iJ 3aCTOCOBYBATH CrIpeit y CUTYaLisAX, KOJIH
BHHHMKAE CHibHE OakaHHA MaiuTh. Y TaKMX CUTYaUisSX CroyYartKy 3acTocyiite oiHe BMOPCKYBaHHS,
a AKIO Mepiie BMOPCKYBAHHA HE [I0NOMOIJIO MPOTArOM KibKOX XBHJIMH, 3acTocyiite apyre
BrIOPCKyBaHHsA. He ciiin 3acTocoByBaTH Oibliie YOTHPLOX BIOPCKYBaHb HA 100y MPOTArOM LbOTO
nepioay.

Tpusane perynsphe 3actocyBaHHs Oinblue 3 MicsUiB He peKOMeHAyeThes. JIeSKMM KOMMIIHIM
KypLAM MOKe 3HaJ00MTHCA Oibll TpHBae JKyBaHHA, OO 3ano0irTH MOBEPHEHHIO [0 3BHYKH
nanutH. HesukopucTauuii cripeit cniia 30epirat /is 3acTOCYBAaHHS Y pasi panToBOr0 BMHUKHEHHS
TACW J10 MATiHHA.

Himu.
Ocobam Bikom g0 18 pokis He ciia 3actocoByBatd mpenapat Hikoperte® Caika m’sta Ges
npu3HaueHHs Jikaps. [lani KOHTPONBOBAHMX JOCHiIKEHb, SKi CBiA4aTh Ha KOPHCTH JIKYBaHH:



nianitkie Bikom mo 18 pokie mpenapatrom Hikoperre® Cpika M’aTa, BijcyTHi (IMB. po3ain
«[IpoTHnokaszaHHs»).

Hepedosysanna.

[lepeno3yBanHs MOXKe BMHMKATH Yy pa3i, KO MALIEHT MAc Jy/Ke HM3bKY TOJAEPAHTHICTH [0
HIKOTMHY Ha MOYaTKY JiKyBaHHs a00 OJHOYAaCHO OTPUMYE HiKOTHH 3 IHIIMX JUKepes (Hanpukiazn
TpHBAJIe TIOTIOHOMAMIHHA). BiJloMO, 110 3BHKaHHS 10 HIKOTHHY (HampHKIaAy KypUiB) MPU3BOIUTH
710 PO3BUTKY OifbIIOT TOMIEPAHTHOCTI MOPIBHAHO 3 0cobamM, AKi He naiiTe. ['ocTpa neTanbHa 103a
HIKOTHHY ans JiTeil (y BUNAAKy BCMOKTYBaHHs TIOTIOHY i3 LMrapoK y POTOBiH MOPOKHMHI)
cranosute 40 - 60 mr abo Big 0,8 10 1,0 Mmr/kr y gopociux, ki He naniate. CUMOTOMH
nepeo3yBaHHs Ti % caMi, IO i PH FOCTPOMY OTPYEHHI HIKOTHHOM. JI0 HHX BIZIHOCATBCA HYJ0Ta,
GIIIOBAHHSA, MOCHICHE CIMHOBMIIEHHS, OiNb y LLIYHKY, Jiapes, MiTIMBICTb, ronoBHuii Oijb,
3araMOpOYEHHs, NOPYLIEHHS CIYXy Ta BUpakeHa c1a0KicTe. Y Halidinbll TAKKMX BHITA/IKAX MOKE
criocTepiraTucs NaJiHHA apTepialbHOro THCKY, CJaOKuil  HEperylspHHil MyJbe, 3ajMilKa,
BHCHAXKEHHS, KOJIArc KPOBOODIry Ta reHepaizoBaHi CyJ10MH.

JI031 HIKOTHHY, IO HOPMAJLHO MEPEHOCATLCS JOPOCIUMHU KYPUAMH, MOXKYTh CIIPHUMHATH TAKKI,
iHOMi JleTaibHi, CUMITOMM OTPYEHHA HIKOTHHOM Yy aiTeil. Ilizo3pa Ha OTPYEHHS HIKOTHHOM Y
JIMTHHY € HEBIIKIaAHUM CTAHOM, IKWIT HeOOXiZIHO HeraiHo JIIKYBAaTH.

Jikyeanus nepedosyeans

[Mpu TxKKiil IHTOKCHKALIT PEKOMEHAYIOTBCA HACTYIHI 3aX0AW: HEralHe NPUITHHEHHSA CIOKHBAHHA
HIKOTMHY Ta CHUMITOMAaTHYHE JiKyBaHHs (ITATPUMKA HOPMaNbHOI TEMMEpaTypu Tina, WTy4He
JAMXaHHA MPU JMXaNbHOI HEJOCTATHOCTI Ta CTaHAapTHe JIiKYBaHHs aprepiaibHoi rinotensii aGo
CepleBO-CY/IMHHOrO Konarncy, 3a HeoOXiaHocTi). Y pa3i MpOKOBTYBaHHS HIKOTHHY aKTHBOBaHE
BYTI/1S 3HUIKYE HIOr0 BCMOKTYBAHHS Y LTy HKOBO-KHILIKOBOMY TPaKTi.

Ilodiuni peaxuii.

Edpexmu 6io npununenns 6JCUGAHHA HIKOMUHY

CriokuBayaM TIOTIOHOBUX BHPOOIB, SKi KMIAIOTh NalMTH OyIAb-SKMM METOJIOM, Clil OuiKyBaTH
BMHMKHEHHSI CHHIPOMY BiJIMiHH HIKOTHHY BHAC/i0K MPHITHHEHHS BAKUBAaHHA HIKOTUHY. JIo HBOrO
BiZHOCATBbCA eMOLiiiHI Ta KorHiTuBHi edexkt, Taki sk aucdopis abo npurHiueHuit HacTpii,
Ge3coHHs, JpaTiB/AMBICTL, HEBJOBOJEHHs abo THIB, CTpax, YTPYJAHEHHS KOHLEHTpauii yBaru Ta
Hecnokiii abo HeTepna4icTb. Takok MOKYTh criocTepiratics i3H4Hi eeKTH, TaKi K 3HHKEHHSA
YaCTOTH CEPUEBHX CKOPOYEHb, MIABHUILEHHA aneTuTy ado 30i/bIIeHHS MacH Tina, 3arnaMopoYeHHs
ab0 nepeACHHKONAJbHI CHMITOMM, Kalllenb, 3anop, BHPa3KH Yy POTOBIH  MOPOKHHHI,
KPOBOTOYMBICTL sCeH Ta Hazo(apuHrit. KpiM Toro, KIiHIYHO 3HAYYLIMM CHMITOMOM i Ba#JIMBHM
JI0JIATKOBHM TIPOSBOM CHHIPOMY BiJIMiHM HIKOTMHY IliC/ii NpPUNHHEHHA MajliHHA € TdAra 1o
HIKOTHHY 3 HenepeOOpHUM Oa)KaHHAM MaJTHTH.

Iobiuni eqpexmu npenapamy Hixopemme® Ceixca m’sma

Baarani npenapat Hikoperre® Cgika M’siTa Moyke CIpUYUHATH 10014Hi eeKTH MOiOHI 0 THX, 110
ACOLIIOIOTECA 3 MOTPAIUIAHHAM HIKOTHHY iHWMMM wiasxamu. Lli noGiuni edexTn nepepaxHO
no0303anekHi. Micuesi noGiuni edexTH NoaidHI 10 TaKMX, WO CMOCTEPIraloThes NPH 3aCTOCYBAHHI
iHmMX nepopansHUX (opm npenapary. [IporTsrom nepliMx KiAbKOX [HIB JIIKyBaHHS MOKe
criocTepiraTucs Mo/ipa3HeHHs POTOBOT MOPOKHHHM Ta ropia, i HaiOiab 4acTO BUHMKAE FMKaBKa.
JIiKyBaHHs TAKOK MOKE MiJABULIMTH YacTOTy BHHHMKHeHHS apTu. [lpm Tpupazomy 3actocyBaHHi
YaCTO PO3BUBAETHCS TOJICPAHTHICTD.

Illoaennuii 36ip JaHUX BiJl YYaCHHUKIB JA0CTIAKEHHS MPOJSMOHCTPYBAB, IO YacTO COCTEPeKy BaHi
HebakaHi sBMILA Oy/IM 3apeecTPOBaHi MPOTATOM MEPIINX 2-3 THAKHIB MMicas Mo4aTKy JiKyBaHHA, a
NOTiM 3MeHIIYBaIHCcs. Anepriuni peakuii (y TOMY YMCIli CHMITOMM aHaiIaKTHYHOTO 1OKY) PiIKo
BHHUKAIOTH MPH 3acTocyBanHi npenapaty Hikoperre® Ceixka M siTa.

Yacrora HeOakaHnX e(eKTiB BH3HAYalacs Ha OCHOBI MeTa-aHaIi3y KJIIHIYHMX JIOCHTI/UKEHb Ta
noGiuHKMX peakiiii Ha TMpenapar, WO crocTepiralncs y MNOCTMapKeTHMHroBoMy mnepiofi. Yacrora
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HeOaxkaHnX edeKTiB BU3HAYEHA HACTYTHUM YMHOM: 1YK€ 4HacTo (> 1/10), uacro (< 1/10, = 1/100),
neuacto (< 1/100, > 1/1000), piako (< 1/1000, = 1/10000), ayxe piako (<1/10000); wacrota

HEeBiIOMA (HEMOJIMBO OLHMTH Ha OCHOBI HasBHMX aanux). [lpm 3aCTOCYBaHHI npernapary
Hikoperre® CBika M’siTa MOKYTh BUHHKATH HACTYIHI HeOaxaHi eeKTH:

ITopyuienns 3 oKy IMyHHOI cucmemu

Yacmo rinepyyTiInBICTL™

Yacmoma Hesiooma aHadinakTHyHi peakuii®

Tlcuxiuni nopyuteHns

Heuacmo MOpYyLIEHHS cHY*

Hopyuenns 3 60Ky Hepgo6ol cucmemu

Jlyoice wacmo ronoHi 60ni*® (23,2 %), nusrersis (12,2 %)

Yacmo napecre3sis™®

Hopyutenns 3 boxy opearie 3opy

Hevwacmo MiJIBHLIEHE CJILO30BHIIIEHHS

Yacmoma negidoma HEYITKICTB 30pY

THopyuienns 32 60Ky cepys

Hevacmo nocuiaeHe cepueduTTs™, raxikapais®

Hopyuenns 32 boky cyoun

Hevyacmo NPUIIMBK*, apTepialibHa rinepreHsis™

PecnipamopHi, mopaxaivii ma Mediacmunaivii ROpyuters

Jyvace wacmo rukaska (49,4 %), kawenb (10,5 %), noapazHeHHa ropna (13,5 %)
Yacmo BIAUVTTH CTUCKAHHS Y TOPIII
Heuacmo nucdoHis, 3aauIKa*®, puHopes, OPOHXOCNA3M, YXaHHH, 3aK1a/IEHICTh

Hoca, opodapuHreasbHHi Oib

IHopywenns 3 boxy mpasHol cucmemu

Llyoce wvacmo nygota* (29,8 %), nucnencis (26,0 %), Oiab i napecrtesis M’IKHX
TKAHUH POTOBOT ropoxHuHKU (37,3 %), cromatur (254 %),
nigsuueHe cauHoBuaienus (22,3 %), cyxicte y poti Ta/abo ropii

(12,7 %)
Yacmo GnioBaHHA*, MeTeopu3M, 6illb y sKMBOTI, aiapes”
Heuacmo IJIOCUT, BiJIpW/KKa, BiAlIapyBaHHA CJIM30BOI OOOTOHKH POTOBOL

NOpoKHUHU (YTBOPEHHS MYXHPLIB i BiAapyBaHHs)




Pioko aucdarisi, Hy/I0Ta, rinecresis poToBoi MOPoKHUHK"

Hacmoma nesiooma CYXICTb Yy ropii, CHMOTOMH 3 OOKY UIJTYHKOBO-KMUIKOBOTO TPaKTy™,
0oKUicTh ryd

llopywenna 3 6oky wikipu ma nIOWKIPHOT KIIMKOBUHU

Heuacmo rinepriapos*, ceepOix*, WKipHUIA BUCHIT™, KPOIIHB gHKA™®

Yacmoma negiooma AHriOHEBPOTHYHMIT HAOpsK*, epuTeMa*

3azanvni nopyutenns i peaxkyii' y micyi egedenms

Hyoice wacmo BiauyTTa neyinns ryd (13,2 %),
Yacmo MiABUILEHA BTOMIIIOBAHICTE®, Oillb | qucKoMbOpT y rpyanii kiaiToi*
Hevacmo acTeHis™, He3my KaHHs;*

* CucremHi edpekTH

# NoBiIOMJIEHA 4acTOTa Taka » abo HHKYA, HiXk NPH 3aCTOCYBaHHI M1auedo

@ Xoua vyacToTa y rpyni aKkTMBHOrO JIiKyBaHHSl HMXK4A, HDK Yy rpyni mianebo, yactota mpu
3aCTOCYBAHHI KOHKpeTHOI nikapcbkoi GopMM, 1S SKOT TEPMiH MEpeBa)KHOr0 BHKOPHCTAHHS
BCTAHOBJIEHHH K CHCTEMHA MoGivHa peakilis, Oyaa BHILOKO Y Ipyri akTHBHOTO JIIKYBaHHS, HikK y
rpyni miaugoo.

IoBinomieHHs Npo Mifo3proBaHi NodiYHI peakii

[MoBinomnenns npo nigo3pioBaHi moOivHi peakuii micas peectpauii Jikapchkoro 3acody €
BaiUMBUM. Lle 103Bonse MpOJOBKYBATH KOHTPOJb 3@ CHIBBIAHOLIEHHAM KOPHCTH/PU3MK
sikapcekoro 3acofy. MeiMuHUX MpauiBHUKIB MPOCATh MOBIAOMIATH Tpo Oyab-Ki MiA03proBaHi
nodiuHi peakiii yepe3 HaLIOHAIBHY CHCTEMY MOBIJOMIIEHb.

Tepmin npuoamnocmi. 24 micsui.
VYmosu 36epiranna. 36epirati npu temneparypi He Bue 25 °C y HeAOCTYIHOMY /14 AiTeil Miciii.

Ynakoska.

1o 150 no3 cnpero y TET-nakoni emuictio 15 M. IET-duiakon 3 MexaHiuHUM po3nwioBayem i
3aXMCHHUM KJIamaHoM T[OMIlLYIOTh Y IUIAaCTHKOBHMIL GyTasp i3 noainponineny. Ilo 1 abo 2
MIACTHKOBUX (yTASPH 3 IHCTPYKUIE 1S MEMYHOTO 3aCTOCYBAHHS Y MJIACTHKOBOMY KOHTYPHOMY
KOHTEIHepI 13 KAPTOHHOI OCHOBOIO.

Kareropis Binnycky. be3 peuenra.

Bupotuuk.
MakHin AE / McNeil AB

Micnesnaxoaxennst BApoOHHKA Ta ajpeca Micusi NPOBAXKeHHA i0ro AisJILHOCTI.

Hoppbponnarcen 2, Xenscinroopr, 25109, Ieeuis / Norrbroplatsen 2, Helsingborg, 25109,
Sweden
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3asiBHHK.
MaxkHin AB / McNeil AB

Micue3snaxoakeHHs 3asiBHHKA.
Hopp6ponnarcen 2, Xenwcinrbopr, 25109, Iseuis / Norrbroplatsen 2, Helsingborg, 25109,

Sweden

IlpeacraBauk 3aaBHHKA.
TOB «/lxxoncon i JIxoHcon Ykpaina.

Micue3naxoaskeHusi npeIcTABHHKA 3aABHHKA.
02152, m. Kuig, np. ITaBna Tuuwnn, 18, YkpaiHa.
VY eunaoxy sunuxnenis nobiunux peaxyiii RPOCUMO 38epmMamucs 3a meneQoHatiL:

+38 (044) 498 0888
+38 (044) 498 7392

JaTa ocTaHHLOIO NmeperJsay.
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