IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

HIKOPETTE® ®PYKTOBO-M’ATHUH

(NICORETTE® FRUIT-MINT)

Cxkiaan:
Oir04ya pedyoBHHA: HiKOTHH;

1 M1 po3uuny MicTuTh 13,6 MI HIKOTHHY, 3a OHEe BIIOPCKYBaHHS BUBLIBHAETHCA 1 MT
HikoTHHY B 0,07 MJI po3uuny;

mormoMixkHi peyoBuHu: npominenriikonb (E 1520), eTaHonm 6e3BOHUN, TPOMETAMOJI, TIOJIOKCAMEP
407, rrinepuH, HaTpPilo rifpokapOoOHAT, JIEBOMEHTOJI, apoOMaTU3aTOP YePBOHI PPYKTH
911441, apomatuzatop Cooler 2 SN046680, mykpano3a, Kaiio alecyibdpam, KACI0Ta
xnopuctoBonHena (10 %), Boma ouyuIleHa.

JlikapcbKa ¢popma. Crpeit 11 POTOBOI IOPOKHUHHU, TO30BAHUH.

OcHOBHi (i3uKO-XiMi4Hi BTaCTUBOCTi: PO3UMH Bifi MP0O30pPOT0 [0 C1abKo OmaneCleHTHOTO, Bif
6e30apBHOT0 [I0 JKOBTOT'0 KOJILOPY.

®apMakoTepaneBTHYHA rpymna. Hepeosa cuctema. [HIi miKapchKi 3aco0u [yt HEPBOBOI
cuctemu. JIikapchKi 3aco0u, 110 BUKOPHUCTOBYIOThCS MPU 3a/Ie3KHOCTI. JIikapchki 3acobu, 1m0
3aCTOCOBYIOTh IIpU HIKOTHHOBIY 3aexxHocTi. HikotuH. Kog ATX NO7B A01.

dPapmakonoziuHi e1acmuesocmi

dapmakoguHaMika

Mexanizm 0il

[TonerieHHs1 CUMIITOMIB BiIMiHY Y KyPIIiB i3 HIKOTUHOBOO 3aJIeXKHICTIO.

HikoTuH € aroHicToM HIKOTUHOBHUX PELENTOPIB IepudepUdHOl Ta LIeHTPaIbHOl HEPBOBUX CUCTEM i
BII/INBA€E Ha LIEHTPa/JIbHy HEPBOBY CUCTEMY, @ TAKOXK Ha Ceplie i KPOBOHOCHI CyOUHH.

Pi3ke nIpUNMHEHHS PETYNISIPHOTO CIIOKMBAHHS TIOTIOHOBMiCHOI MPOAYKIIil TPU3BOAUTH [0
BUHUKHEHHS XapaKTEePHOI'0 CUHAPOMY i3 CUMIITOMaMU BiMiHU, HallPUKJIaf IOTATY H0
naniHHg (cunbHe O0aXkKaHHS IalIUTH), SIK OMKUCaHOo Y po3mini «[To6iuni peakirii». BinmosigHo g0



KJTIHIYHUX [OCIiIXKEeHb IIpelapaTy AJIs HIKOTUHO3aMiCHOI Teparril MOXYyTh HOMOMOI'TH KyPIsIM
KWHYTH MMaIUTH a00 CKOPOTUTH BXKUBAHHS TIOTIOHY, OCKIJTbKY ITi JTIKApChKi 3aCO0M IOJIETUIYIOTh
CHUMIITOMH BigMiHH.

Y nopiBHSAHHI 3 HIKOTUHOBUMY I'YMKaMu a00 JThOASTHUKAMU BCMOKTYBaHHS HIKOTUHY 3i CIIpelo € 6ibIu
mwBugkuM (OUB. po3gin «dapMaKoOKiHETHKa»). 3 Oraay Ha MMomepenHi JaHi mpo IpemnapaTy ais
HIKOTMHO3aMiCHOI Tepallil 3aCTOCyBaHHS CIIpel0 CIPUSE OiNbIl IIBUAKOMY 3MEHIIEHHIO TATH 0
MaJIiHHSA Ta MOJIETIIeHHI0 IHIIUX CUMIITOMIB, 1[0 MiATBEPHAXKYETHCS JAaHUMU [OCIIAKEHbD.

3HudceHHA nomsezy 00 NAAiHHA

[TopiBHSHO 3 HIKOTHHOBUMMU XYBaJlbHUMU TYMKaMU Ta TbOOSHUKaMU, HIKOTUH y GpopMi
CIIpel0 BCMOKTY€EThCS IBUAIIE (IUB. «BCMOKTYBaHHI»).

Y mocnimkeHHi pa3oBoi 1031 3a y4acTio 200 3M0poBUX Kyp1iB 010 IPOAEMOHCTPOBAHO, 110 2
BIIOPCKYBaHHsI CIIpelo 0 1 Mr 3HMXKyBasio OakaHHS MaluTH, ounHaoun 3 1 (60 cekyHn)
XBUJIMHY ITiCJIST 3aCTOCYBaHHS, 3HAYHO OifbIlle, HiZK PO3CMOKTYBaHHS JTbOASHUKIB 110 4 MT
npotsrom nepmux 1, 3, 51 10 xBunuH. CriocTepekKyBaHUY Yac [0 3MeHIIEHHS OakaHHS
nanuTy Ha 25 % i 50 % mopiBHSIHO 3 BUXiTHUM piBHeM OyB y 3 pa3u MEHIIUM IIPU
3aCTOCYBaHHI [IBOX BIIOPCKYBAHb 10 1 MI, HIX IIpX 3aCTOCYBaHHI JILOASAHUKIB 4 MT
(3meniIeHHs Ha 25 %: 1,19 nopiBusHO 3 3,40 xBunuHY; 3MeHIeHHS Ha 50 %: 3,49
OPiBHSAHO 3 9,20 XBUIUHNM).

He nigTBEpAXKEHO, 110 BIACTUBOCTI CIIPEI0 3TigHO 3 MO0 PELenTypoi0 Oyab-IKUM YMHOM
BiIPi3HAIOTHCA LIOI0 BIIMOBHU Bifl IasliHHA.

[HIIE BigKpHUTE KOHTPOJIbOBaHE OOCIIKEeHHS Pa30BOl H03HM i3 3any4yeHHIM 61 300poBOro Kypis
II0Ka3aJio, 10 2 BIOPCKYBaHHS HIKOTUHY Yy H03i 1 Mr Bxke 3a 30 CeKyH[ Iicig 3aCTOCYBaHHSA
BUKJIMKAJIO iCTOTHIIlle 3HUKEHHS MOTATY [0 MajiHHs, HiXK pepepeHTHUM npogykT. OKpemo 6yio
IIPOaHasli30BaHO Peakllilo MiATPYIY YYaCHUKIB, SKi BU3HAYUIIU CBOE OaXKaHHS MaUTH OO T0YaTKy
3aCTOCYBaHHS SIK CUJIbHE. B y4acHUKIB BUTPOOYBaHHS TaK0XK CIIOCTEpiranach 3Ha4Ha Pi3HUIT Mixk
IBOMa MeTOfaMu JIiKyBaHHS BxKe dyepe3 30 ceKyH[ ITicisg 3acToCyBaHHS. KpiM TOro, BifCOTOK
Y4aCHUKIB, IKi IPOTATOM 2-TOOUHHOTO IIEPiOAY HOCATIA 3MEHIIeHH NOTATY 00 HMaliHHA Ha 25 %, 50
%, 75 % Ta 90 %, cknas BignoBimHo 91 %, 78 %, 53 % Ta 35 %.

KniHiuHa epexkmusHicmb
ITo0o1aHHA MIOMIOHOBOI 3d/1eHCHOCMI

3aranom 479 Kypl1iiB, MOTUBOBAHUX KUHYTHU MTaJuTH, Opanu y4acTh y 52-TUKHEBOMY
paHIOMi30BaHOMY, MOABIMHO CIIiTOMY, I1ae60-KOHTPOILOBAHOMY 6araToleHTPOBOMY HOCTIiIKEHH.
Y nepiui 6 TUXKHIB NAIIEHTH OTPUMYBAJIY JIiIKyBaHHS IIOBHOIO 03010, AKY 3HUXKYBAJIU
IIPOTSATOM HaCTYNHUX 6 TUXKHIB. EmizoguyHe 3aCTOCyBaHHS IpenapaTy A03BOJISIOCS [0 24
THKHS. JJOCTiKeHHs Oy/I0 HallileHe Ha BUBYeHHS eeKTUBHOCTI npenaparty Hikoperre®,
CIIpelo, 7 JOCATHEHHS TPUBAJIOr0 YTPUMaHHS Bif MaJliHHA 3 2 TUXHA [0 6 TUXHA, 24
THXKHS Ta 52 TUXKHS y OPiBHSAHHI 3 ma1eoo.

Ha 52 TuxHi NOKa3HUK e(PeKTUBHOCTI ¥ T'PYIIi yYaCHUKIB, IKi XOTi/IM KMHYTH MTaJUTH 3a JOIIOMOTOI0

mpenapary HiKopeTTe®, crpelo, mocsr 13,8 % mopiBHAHO 3 5,6 % y rpymi miaie6o. CriBBiIHOIIEHHS
PU3UKIB OJIs1 KYPLiB, SKi IPUIUHUIN TaJIUTH MiC/IA 52 TUXKHIB JIiIKyBaHHS, CTAHOBUJIO 2,48 MOPIBHAHO



3 myane6o (p = 0,007), gus. Tabnuirto 1. TakuM YUHOM, IIIAHC YYaCHUKIB, SKi 3aCTOCOBYBAJIH

npenapaT HikopeTTe®, cripeii, He IOBEPHYTUCS [0 NaTiHHA Yyepe3 12 MicAImis, y 2,5 pa3a BUIIMH, HixX

y rpymi mane6o. OnHak JIiKyBaHHS TPUBAIICTIO Oinbille 3 MiCAIliB He PeKOMEHAYETHCS.

Taomuusa 1

TpuBajie yTpMMaHHA Bif najliHHA 3 2 THXKHS, nigTBepaxKeHe piBHeM CO (MOHOOKCHAY
Byrjenio). [lani orpumano 3 gociaimxkenns III ¢pa3u 3a yuyactio 479 nanieHTiB

Mepio |Cnpe1'71 Cnpei CrniBBigHOmeHHA|CHIBBiTHOIIIEeHHSA
qa(? . Hikoperre® |[maame0o |[p-3Ha4YeHHs [IAHCIiB PU3HUKIB
y (=318 |m=161) [95 % 1] [95 % MI]
26,1 % 16,1 % 1,83 162
TwKnens 6 " g3 (n=26 [~014 [1,12; 3,00] [1,00; 2,41]
15,7 % 6.8 % 0,54 2,30
Twxnens 24f 7 50 m=11) [»006 [1,28; 5,04] [1,23; 4,30]
13.8 % 5.6 % 0,71 248
THORRCHE S2) ) _ 44) m=9  [*0%7 [1,29; 5,71] [1,24; 4,94]

o mpyroro mocmimkeHHs 3 6e3neku Ta eheKTUBHOCTI Oyso 3amydeno 1198 KypiiiB, MOTUBOBaHUX
KHHYTH DanuTh. Lle pagmoMizoBade, 6araToIeHTPOBe, IIare00-KOHTPOIL0BaHe, IOBINHO Cllime
IOCTiIXKEeHHS TPHUBao 26 TUXKHIB 6€3 MigTPpUMyBaIbHOI TOBEOIHKOBOI IICUXOTEpATTii.
[TpoTsarom mepuvx 6 TUXKHIB y4aCHUKU OTPUMYBAJIU JIIKYBaHHS 13 3aCTOCYBAHHSIM IIOBHUX
TepaleBTUYHUX [03, IIiCJIg 4Or0o po3Mip J03 3HUXKYBABCA y AEKiJIbKa eTalliB IPOTATOM
HACTYyIHUX 6 THXKHIB. EmisonuyHe 3acToCyBaHHS Ipenaparty 6yo m03BOJIEHO [0 KiHIlg 24-T0
TrXHA. [0JI0BHOIO METOI0 OCTifXeHHs Oy1o BuBUYeHH edekTuBHOCTI HikopeTTe®, crpero,
00 YCHIITHOI0 YTPUMaHHS Bifi Ia/liHH, IOYUHAKYU 3 2-T0 1 10 6-T0 TUXKHS BKJIIOYHO,
IIPOTH I'pymnu mnaiebo, migTBepaXKeHe MOKa3HMKaMu MOHOoKcuny Byrneito (CO). I3
MiITPEMYyBaIbHOIO Tepamieo HikoperTe®, crpeeM, IpoTAroM 6 MicsIiB iMOBipHICTE TOTO, IO
y4aCHUK BUIIPOOYBaHHS BiIMOBUTHCS Bifl MMaJliHHS, BUSBUIACH ¥ 2 Pa3y BUIIOK (BiTHOCHUM
pusuk - 2,00, p = 0,021) mopiBHSAHO 3 TaKow0 y rpyi miaiebo (2,5 % mpotu 5,0 %).

®apMakoKiHEeTHKa

Hikotun € nBoocuosuuM i Mae pKal-3HaueHHs 65113bK0 3, a pKa2-3HaueHHS - 611U3bKO 8.
HixoTun € cabKo MyKHUM, i H10T0 MPOHUKHEHHS Yepe3 KIIITUHHY MeMOpaHy 3aIeXKUTh Bif
3Ha4yeHHs pH. 3anexHo Bif CTymeHs ioHi3alil HIKOTHH € BOJIO- Ta XKUPOPO3YMHHUM. HikoTUH
Ma€e 1gBa crepeoizomepu: (S) ta (R) popma. OgHak nuiie (S)-HIKOTHH € 0i0JI0TiYHO aKTUBHUM.

HocnifxkeHHs papMakKoKiHeTHKy npenapary HikoperTte®, crpero, IPOBOAMIM 3a Y4aCTIO OPOCIIHX
KYpIiB.

BCMOKTYBaHHSA

ITpu 3acTOCyBaHHI CIPel0 03a HiKOTUHY BUBINBHSAETHCA OApPa3y, 10 IPU3BOOUTE OO IIBUAKOTO
110T0 BCMOKTYBaHH4 3i cIipelo. Y JocigKeHHSIX 0y/I0 IPOIeMOHCTPOBaHO, 1110 BCMOKTYBaHHS
HIKOTHHY BifOyBasocs Bxe depe3 2 XBUIKMHH IiCIs 3aCTOCyBaHHA Impemapary Hikoperre®,
CIIpelo, 110 BiiMOBiga€ MepIIiil TOYIli BUMipIOBaHHS.



MaxkcuMalbHa KOHLEHTpaLis 5,3 HI/MJI Jocsaranacs IpoTaroM 13 XBUJIKH MICIs 3aCTOCYBaHHSA
no3u 2 mr. [Ipu mOpiBHSHHI MJIOLII il KpUBOIO «KOHIIeHTpamis-4ac» (AUC) HiKOTHUHY
npotsarom nepmux 10 XBUIKH ITiCIg 3aCTOCYBaHHS IIpenapaTy po3paxyHKHU OJIs CIIPer y 031
1 i 2 Mr nepeBuIlyBasy TakKi AJIs HIKOTHHOBOI TYMKH i ThOAsHUKIB ¥ 1031 4 Mr KoxkHa (0,48 i
0,64 ronm x ur/mn nopiBusHo 3 0,331 0,33 rom X Hr/Mi).

[Tokasuauku AUC,, cBiguaTh PO Te, 110 6i0moCTyIHICTh HIKOTHHY Y GopMi cripero momiOHa abo
el BUINA, HiXK MPU 3aCTOCYBaHHI HIKOTHHOBOI ryMKH i TbOASAHUKIB. AUC,, miciag 3aCTOCyBaHHSA
crpero y 0o3i 2 Mr cranoBuna 14,0 rog X Hr/mi nopiBHsAHO 3 23,0 rom X Hr/Mi i 26,7 rog X
HT'/MJI TIiC/IS1 3aCTOCYBaHHS HIKOTMHOBOL TYMKH Y 003i 4 MT i HIKOTUHOBOTO JIbOASTHUKA V 031
4 mr.

CepepnHs piBHOBaXkKHa KOHIIEHTpallis HIKOTHHY ¥ IIJTa3Mi KPOBI Iic/Isl 3aCTOCYBaHHSI MaKCHUMallbHOI
mo3u (To6TO 2 BrOpcKyBaHHS 10 1 Mr Kox&Hi 30 XBUINH) CTaHOBUTD NMPUOIKU3HO 28,8 Hr/MT
IOPiBHSAHO 3 23,3 HI/MJI IIPX 3aCTOCYBaHHI HIKOTUHOBOI TYMKH Yy 703i 4 Mr (1 rymMKa Ha
rOA¥HY) i 25,5 HI/MJI IpU 3aCTOCYBaHHI HIKOTUHOBOTO NhOASHMKA ¥ 7031 4 Mr (1 NMhOASHUK Ha
TOUHY).

Po3nomin

O6’eM pO3MOMiNy micas BHYTPIIIHROBEHHOTO 3aCTOCYBaHHS HIKOTHHY CTAHOBUTD 2-3 JI/KT.
3B’si3yBaHHS HIKOTHHY 3 OiIkaMu I1a3Mu CKagae MeHine 5 %. ToMy ManoWMOBipHO, 1[0 3MiHU
3B’s13yBaHHS HIKOTHHY IIPU 3aCTOCYBaHHi CyIyTHiX IpenapaTtiB abo 3MiHi BMicTy GinKiB y maa3mi
KPOBi IIPU IeIKUX 3aXBOPIOBaHHAX OyAyTh 3HAYHUM YMHOM BILIMBATH Ha (apMaKOKIiHETUKY HiKOTUHY.

Kpim nnanenTapHoro 6ap’epy, HIKOTHH MPOHUKaE yepe3 reMaToeHedaniunuii 6ap’ep i BUNIMIETLCS
y TPYZHE MOJIOKO.

MerTaboi3M

Pesynbraté (papMaKOKiHETUYHUX OOCITIIXKEHb BKA3yIOTh Ha Te, 1110 MeTabo0J1i3M Ta BUBEOEHHS
HIKOTMHY He 3a/exaTh Bifl #0ro IiKapcbKol popmu. ToMy pe3yabTaTé OOCHiIXKEHb
BHYTPIIITHbOBEHHOT'0 3aCTOCYBAHHS HIKOTUHY MOXYTh OyTH BUKOPUCTAHI IJIsI OMMUCY
po3nofiny, MmetabosiaMy, TpaHchopMallil Ta BUBEIEHHS.

HikoTuH MeTaboi3yeThCs IepeBaxkHo y nediniri. HiKoTHH TakoX He3HaYHOIO Mipoio
MeTaboi3yeThCs y JIeTeHsX i Mo3Ky. Y MeTabomi3Mi HIKOTHHY B OCHOBHOMY 0Oepe y4acTh pepMeHT
CYP2A6. Bymo BusiBneHo 17 pi3HUX MeTabo0MiTiB HIKOTHHY, KOXKEH 3 SKUX € MEeHII IOTYKHUM, Hixk
BUXigHa crnoiayka. OCHOBHUU MeTa0OJIiT y IIJ1a3Mi, KOTUHIH, AKUM JocsATa€E KOHLIeHTpalil, y 10 pasis
BUIIUX, HiXK HIKOTHH, BUBOOUTLCS 3 OpPraHi3My 3 nepionoM HalmiBBuBeneHHA Big 14 no 20 rogus.

BusBenenus

I[Tepion HamiBBUBEIEHHS CTAHOBUTH 2—3 roguHu. CepenHiu 3arajibHUM I171a3MOBUN KIIIpEHC
HIKOTHHY CTaHOBUTH 66,6—90,0 n/rog.

3a3Buyaii 6;u3bK0 10-15 % HIKOTMHY BUBOOUTLCA i3 ceyero y He3aMiHeHOoMY Burnsagi. OgHak
IIPY BUCOKil MIBUAKOCTI (inbTpariil Ta migkucieHHi cedi (pH HUXKYe 5) MOKe BUBOOUTHUCS [0
23 %. Hau6inbu1 BaxKIMBUMHU MeTa0oJiTaMy HIKOTHHY, 110 BUBOASATHCS i3 Cedelo, € KOTHHIH i
TpaHC-3-TiAPOKCUKOTHHIH. TiNbKK HeBeNMUKUY BifcOTOK KOTUHIHY (10-12 % mo3u)



BHBOOUTHCS i3 cevyelo Yy He3aMiHeHOMY BUTIAMIL. [lasi KOTUHIH MeTab0mi3yeThCa A0 MOMIPHUX
BOIOPO3UYMHHUX PEYOBHH i MOKe BUSBIATHCS B cedi (28-37 % mo3u), ocobIuBo B
TiAPOKCUIIbOBaHIU (popMi (TpaHC-3-TiAPOKCUKOTHHIH). BigMiHHOCTEN Yy papMaKOKiHETHUII
HIKOTHHY MiX YO0JIOBIKaMH 1 XKIHKaMU HEMAE.

JIiHIVHICTE/HETiHINHICTD

[Tpu 3acToCcyBaHHi pa3oBux mo3 1, 2, 3 i 4 BIOPCKyBaHHs 10 1 MT CIIpeio CIIOCTepPiraaocs JIUIIe
He3HaYHe BiIxXuIeHHS Bif nmiHiiiHOI 3amexHocTi AUC, i C,,, Bif mo3u.

dapmakokiHemuka 8 ocobausux 2pyn nauieHmia
[TopymmeHHs QYHKIII HIPOK

OdikyeThCs, 110 TSKKa HUPKOBa HENOCTATHICTh MOTIPUINTh K/TipeHC HIKOTUHY Ta Woro MeTaboJIiTiB. B
y4aCHUKIB JOCTIAKeHHS i3 MOPYLIeHHSIM (PYHKIII HUPOK TSXKKOT0 CTYIIEeHS KJTIipeHC HiIKOTHHY 0yB
3HuXKeHud Ha 50 %. V marieHTiB Ha [ianisi, gKi maauim, CIoCTepiranocs MigBUINEeHHS KOHIeHTpallil
HIKOTUHY.

[TopyireHHS QYHKIII TeYiHKA

KripeHC HIKOTHHY Y KypIiB i3 IUPO30M IEYiHKH i TOPYIIEeHHAM (QYHKII] IIe4iHKY JIEeTKOTo CTyneHd (5
6aniB 3a mkasnoi Yaiinma - [1'10) He 3MIHIOETECS, alle 3HUXKYETHCS Y MALi€HTIB i3 TIXKKOI0
IIeYiHKOBOIO HegocTaTHicTIo (7 OasiB 3a mKkanoio Yaunga - I1'10) (3arajgpHuM KIipeHc
3HUXKYyBaBCs y cepenHboMy Ha 40-50 %). HaHi mogo GpapMakoKiHETUKH Y KYPIIiB 3 OLIHKOO
3a mKasiom Yainma - IT'10 ~ 7 BigcyTHi.

ITarieHTH JTiTHLOTO BiKY

Y mauieHTiB MiTHHOTO BiKy 0y710 MPOIEMOHCTPOBAHO HEBEJIMKE 3HUKEHHS 3arajIbHOTO KITipeHCy
HIKOTHHY, IIi KOJTMBaHHS € PiSHMMH 1 He BUMaraloTh 3arajbHOl KOPEKIIil 03U Ipemnapary y
3B’SI3KY 13 BiKOM.

HoxkaiHiuHi OaHi 3 be3neku

ToxniHiuHi faHi 3 6e3meKyu 3acToCyBaHHsA npenapary HikoperTe®, ciopero, BigcyTHi. OgHaK
TOKCUYHICTh HIKOTUHY SIK KOMIIOHEHTa TIOTIOHY HoOpe BimoMa. TUIIOBUMM CUMIITOMAMU
TOCTPOTO OTPYEHHS € C1a0Kui Ta HePeryIsSpHUM MyJbC, 3aQulllKa i reHepai3oBaHi CyTOMU.

MyTareHHiCTh/KaHIIEPOTEHHICTh

IocminxeHHs TeHOTOKCUYHOCTI HIKOTUHY B TECTax In vitro Ta in vivo IpONEeMOHCTPYBaIn
CyIepednuBi pe3ynbTaTyd. HasgBHI gaHi 1[040 KaHIEPOTEHHOI0 ITOTEHIliany HIKOTUHY TaK0XK
HeuiTKi. X04a aHaJli3 pe3ysbTaTiB JOBIOCTPOKOBUX JOCIIiAZKEHb KaHLIEPOI€HHOCTI HIKOTUHY
abo0 KOTUHiHY, HabibII BaXKJIMBOT0 MeTabOJIiTy HIKOTUHY, IT0Ka3aB, 0 HiIKOTUH He Mae
3HauyIoi abo peleBaHTHOI KaHIIEPOT€HHOI aKTUBHOCTI, OilbIll mi3Hi HOCTimXKEeHHS BKa3yIOTh
Ha Te, 1110 HIKOTUH CIIPUs€ BUHUKHEHHIO NeKUX NyxXJuH. [linTBepakeHa KaHLIEpOTreHHICTh
TIOTIOHOBOT'O UMY B OCHOBHOMY I10B’13aHa 3 PeYOBHMHAMHU, 1110 YTBOPIOKOTHCS IIPU
CTIa/TI0OBaHHI TIOTIOHY. HikoperTe® ®pyKTOBO-M ITHUH, CIIPEi, He MIiCTHTh XKOMIHOI 3 IIMX PEYOBHUH.



PenlponyKTvBHA TOKCUYHICTD

HocnifKeHHS peNPOAYKTUBHOI TOKCUYHOCTI HIKOTUHY Y Pi3HUX BULIB TBAPUH IPOAEMOHCTPYBaIN
HecnelnpiyHy 3aTPUMKY POCTY IIJIofa. Y IIypiB CIIOCTEpiraaucs BUMaAKKU IOPYIIEHHS (GepPTUIbHOCTI,
IIOJJ0BKEHOI recralii Ta IIOBEiHKOBUX PO3JIafiiB y IOTOMCTBA. Y MUIIEN IIPX 3aCTOCYBaHHI
Iy:Ke BUCOKHUX 103 Oy/Iu BUSIBNIEHI KiCTKOBI medeKTu KiHIiBOK ¥ moToMcTBa. HikoTuH
IIPOHUKAE KPi3b IUIALEHTY 1 BUAIIAETLCA Y TPYLHE MOJIOKO.

KitiHiuHi XapaKTepuCTHKH
Iloka3anus

HixopeTTe® ®pyKTOBO-M'ATHHMI, CIIPEHl A POTOBOI IOPOXHKUHY, JO30BAHMUI, TPU3HAYAIOTh IS
3MEHIIEeHHS HIKOTMHOBOI 3aJIeXKHOCTI] Y KypIiiB IIJITXOM MiHiMi3aIlil CAMITOMIB BiIMiHH 3
METOI0 IPUIIMHEHHS TIOTIOHONAJIIHHA.

IIpomunoka3aHHs

Lle# mpemapaT IPOTUIIOKAa3aHKM ocobaM, SKi He ImassaTh, JiTSIM BiKoM 10 12 pokiB, a TaK0xK
BikOM 110 18 pokiB 6e3 mpu3HaYeHHs TiKaps.

[inepuyyTnuBicTh [0 HIKOTHHY ab0 [0 OyAb-AKOI 3 JOTIOMiXKHUX PEYOBUH, 110 MICTATHCSA Y
ITbOMY JTiKapChbKOMY 3aco0i.

B3aemodia 3 inwumu nikapcobkumu 3acoéamu ma iHwi eudu e3aemodiii

[Tpo KofHi KJTiHIYHO 3HAYYIIli B3a€MOZil MiK 3aMiCHOIO Tepali€lo HiIKOTUHOM Ta iHIINMHA
mpenapatamMy HeBigoMo. OgHaK HIKOTHH MOXKe IIOCUII0BATH reMOINHaMiuHi epekTu
aleHO3VHY, HANlPUKJIa[ [MiIBUIIeHHS apTepiaJbHOTO TUCKY 1 YaCTOTU CepLieBUX CKOPOYEeHb, a
TaK0XK IIOCUIIOBATU peakIlito Ha Oinb (0inb y IPyAHIN KIIITII TUIY CTEHOKapMil),
CIIpUYMHEHUY 3aCTOCYBaHHAM a€HO3UHY.

Binbire iHpopmartil 11010 3MiHU MeTab01i3My AeIKuX JIiKapChKUX 3aco0iB IMiCIs BiTMiHU
HIKOTUHY OuB. y po3pini «Oco6muBOCTi 3aCTOCYBaHHS ».

Bnaue npenapamy Hikopemme® ®pykmoso-m’amHuli, cnpell 0415 pomoeoi NopoHCHUHU, 00308aHUL,
Ha 0ir0 IHWUX AiKapcbKux 3dcobis

ITpunuHeHHsA miomiwoHonaniHHA. IIpUNIMHEHHS NaIiHHSA 13 Y4aCTKOBUM 3aMIIeHHAM HiKOTUHY
abo 0e3 HbOTO MOXKe 3MIHUTH BifNIOBib Ha CYNyTHE JIiKyBaHHS NpenapaTaMu. [Tominukmiyni
apoMaTHUYHi BYTTIEBOMH, III0 MiCTSITbCS Y TIOTIOHOBOMY AMMi, iHIYKYIOTh MeTab0mi3M
JiKapCchKUX 3aco0iB, 1m0 MeTaboni3yoThcs 3a ydacTio CYP1A2. BinMoBa Bif 1urapok Moxe
IIPHU3BECTH [I0 CIIOBiIbHEHHS MeTab0i3My Ta BigIOBiHHOTO MigBUIEHHS KOHIIEHTPAIIil I1X
nmiKapchKUX 3aC00iB y KPOBI.



Lle Moxe MaTH KJIiHiYHe 3HaYeHHS Y OesKUX BUIaKaX 3 JTIKapChKUMU 3aco0aMu 3 By3bKUM
TepamneBTUYHUM [ialla30HOM, HAMPUKIaA Teo(piiHOM, TAKPUHOM, KJI03aIliHOM i POIiHIPOIOM.

Oco6.1ueocmi 3acmocyeaHHst
JIiKapIo CITif 3BaXUTH PU3UKHU Ta KOPUCTH OJIs MAIEHTIB 3 MTepeliveHnMA HUK4e 3aXBOPIOBAaHHSIMU.

Cepueso-cyOuHHI NOpyweHHA. 3anexkHUX KypIliB 3 HEIOJaBHO IIepeHeCeHuM iHpapKTOM MioKapaa
(* 4 TuxkHiB), 3 HecTa0IEHO a60 MPOrPeCcyY0l0 CTEHOKAP/IEI0, Y TOMY YKCIIi CTEHOKaPIi€o
[IpuHIMETaNa, 3 TAKKAMU IOPYIIEHHSIMHU CEPIIEBOr0 PUTMY, HEKOHTPOILOBAHOIO apTepialbHOI0
rinepreHsieio abo HellomaBHO TEPEHECEHUM i1HCYIbTOM CJIifl 3a0X04yBaTH IPUIIMHUTH MajIiHHs 6e3
IOIIOMOT'Y MeJUKaMeHTO3HOI Teparii (HalpuKiaanm 3a JOIOMOI0I0 IICUX0Tepaiil). AKIIo 11e He

moroMarae, MOXHa PO3TJISHYTU 3aCTOCYBAHHS IIpenapary HiKopeTTe® OpyKTOBO-M'ATHUY,
crpeit. OCKinbKY HaHi 3 0e3neKu A4 Ifi€l TPYNH NalieHTiB 00MexKeHi, 3aCTOCOBYBaTH

mpenapar HiKopeTTe® OPYKTOBO-M'SITHUH, CIIPEH, CJIi[ BUK/IIOYHO ITifl PETEIbHUM MEeIUYHUM
HaTrJIgg0M.

Eninencia ma cydomu. TlaiieHTaM 3 eminerncieo abo cymoMaMu B aHaMHe3i cltif 0yTu 06epexRHUMU
i 9aC 3aCTOCYBaHHS HIKOTMHO3aMiCHOI Tepamil. TIOTIOHOBUY UM MiCTUTh PEYOBUHH, 30KpeMa
HIKOTHH, Kl BIUIMBAIOTh Ha pelenTopu Mo3Ky. [Ipu mepexopi Bif maliHHS TIOTIOHY A0 HIKOTUHOBUX
IIPOAYKTIB CIIOXKMBAHHS LIMX PEYOBUH 3MIHIOETHCS, III0 MOXKE 3HU3UTU CYOOMHUU IOPIr.

ITopyweHHA pYHKUIl HUPOK 1 neyiHKu. Y TallieHTiB 3 MOPYIIeHHIM (QYHKII1 TeYiHKA
IOMIpPHOTO ab0 TSIKKOT0 CTYyIIeHs a00 MopyIIeHHIM QYHKIII HUPOK TSIXKKOT0 CTYIIEHS CIIif

PETEJIbHO 3BaXKUTH CIIIBBIJHOLIEHHS KOPUCTL/PU3UK JIIKyBaHHS IIpernapaToM HiKopeTTe®

OpPYKTOBO-M'SITHWH, CIIPeH, OCKiJIbKY MOXKJIMBE 3MEHIIEeHHS KIipeHCYy HiKOTUHY a0 #oro
MeTaboIiTiB, 110 MiABUIIYE MOXKIHUBICTh MOOIYHUX e(EKTIB.

3ax80pr8AHHA WAYHKOBO-KUWK08020 mpakmy. HIKOTUH MOXe IMOCUJII0OBATH CUMIITOMU Y IAI[i€HTIB 3
e30(¢aritoM, MIIyHKOBUMH Ta NENTUYHUMU BUpa3KaMy, & TaKOXK XPOHIYHUMY 3aXBOPIOBAHHIMU
ropna. ToMy IpH [MX 3aXBOPIOBaHHAX mpenapaT Hikoperte® ®pyKTOBO-M’ATHHMI, CIPEH, CIIif
3aCTOCOBYBaTH 3 00epeXKHICTIO.

deoxpomoyumoma ma HEKOHMPOAb0BAHUU 2inepmupeos. 3aCTOCOBYBAaTH IIpemapar mallieHTaM 3
HEKOHTPOJILOBAHUM TillePTHPE030M i PeOXPOMOLIMTOMOIO CIIifl 3 00ePEekKHICTIO, OCKITbKY HIKOTHH
CIIPUYUHSE BUBIIbHEHHS KaTeX0JIaMiHiB.

Llyxpoeuti diabem. Ila1ieHTaM i3 HyKpoBUM HiaGeTOM, KOJIM BOHU IPUIUHSIOTh IAJTUTH Ta
TIOYMHAIOTh HIKOTUHO3aMiCHY Tepallilo, peKOMEHAYETHCS OiNbI peTebHUI MOHITOPUHT PiBHIB IIYKpPYy
y KPOBI, HiXK 3BUYalHO, OCKiJIbKM 3MEHIIEHHS IHOyKOBAHOT 0 HIKOTUHOM BUBIIbHEHHS KaTeX0IaMiHiB
MOXKe BIIJIMBATH Ha BYTJI€BONHUM 00MiH. BaxkiuBo, 11100 maIfieHT 3aiiMaBCs iHIMMMU BUOAMU
OisTBHOCTI 7151 3amobiraHHs TOBEPHEHHIO [0 MaJTiHHA.

Ha moyatky nikyBaHHS He0OXiTHO 3a0X04yBaTH Malli€eHTa IIOBHICTIO KUHYTHU ManuTH. [1allieHT, SKui
1Mif yac JikyBaHHA mpenapaToM HikoperTe® ®pyKTOBO-M SITHHIA, CIIPei, IPOIOBXYE HAIUTH B TOMY X
00cs3i, Mae pu3KWK BUHUKHEHHS M00iYHNX ePeKTiB Yyepe3 OinbIl BUCOKI PiBHI HIKOTHHY, HiX Y
BUTIA[IKY PETYIISPHOTO TIOTIOHOMATIHHS.



IlonomidcHi pevoguHu. Criper MiCTUTh HEBEJIUKY KiNbKiCTh eTaHOoNy (cnupty), MeHile 100 Mr Ha ogHe
BIIOPCKYBaHHS. TaK0XK MiCTUTh IpomineHnrikosns (E 1520), akuit MoXKe CIPUYUHUTH CUMIITOMY,
CXO0Xi 3 TAKMMH, III0 BUHUKAIOTh IIPY B2KMBAHHI aJIKOTOJIIO.

Lle#t nikapcbkui 3aci6 mictuth 0,1 Mr/mo3y kamnito. Crig 6yt 06epeXHUM IIPU 3aCTOCYyBaHHI
malieHTaM 3i 3HUKEHOI0 PYHKIIEI0 HUPOK ab0 TUM, XTO JOTPUMYETLCS Hi€TH 3 KOHTPOJILOBAHUM
BMICTOM KaJIito.

Cmpeit MictTuTb 1,1 Mr/mo3y HaTpito. Crig 6yTu 06epe:kHUM IIPKU 3aCTOCYBaHHI MallieHTaM, SKi
OOTPUMYIOTHCS AIETU 3 KOHTPOJIbOBAHUM BMIiCTOM HaTpI0.

[MTauientam cyig 6yt o6epexkHUMHY, 11100 MperapaT He MOTPAIJISIB B 04i Ta AUXaJbHi NUISXH (TOOTO He
BOUXaTHU MOT0), OCKIJIbKY BiH MICTUTh YaCTUHKH, IKi MOXKHa BOUXHYTH.

Mooacaugicmsb po3sumky 3asedxcHocmi. Moxe BUHUKATH 3aJIeKHICTD Bifi IpernapaTiB
HiKOTHHY. OgHaK BOHa CIIOCTEPIraeThCsd PiAKO i € MEHII MIKIiJIMBOIO [JI 300POB s, HiX
HIKOTMHOBA 3a/I€XKHiCTh IIPY TIOTIOHOIAIIHHI, Ta 11 Nermie mo30yTUCs.

Ocobauge 3acmepedtceHHss cmocosHo dimell. HikOTWH € BUCOKOAKTUBHOI PEUOBMHOK0. HaBiTh

Io3a HiKOTUHY, siKa no0pe mepeHOCUThCS JOPOCIUMH IIif] Yac JIiKyBaHHS IIperapaToM HiKopeTTe®
®pPyKTOBO-M'SITHUH, CIIpeii, MOXKe IIPU3BECTH [I0 3arPO3JIUBOI IS KUTTS TOKCUYHOCTI y OiTe
(muB. po3min «Ilepemo3yBaHHsS»). ToMy IpemnapaT HikopeTTe® ®pyKTOBO-M ATHUI, CIIpe,
3aBXK[H CITif 30epiraTy Ta yTUAi3yBaTU Y MiCUSX, HEMOCTYIIHUX [T OiTEH.

3acmocyeaHHnsi y nepiod eazimHocmi a6o 200yeaHHs1 2pydoro

KIHKY PenpOoayKTUBHOIO BiKY / KOHTPALIEMNINid V YOIO0BIKIB i XKIHOK

Ha BigMiny Bif BigoMux moOiYHMX BIIJIMBIB TIOTIOHOIA/TIHHS Ha 3allJifHEHHS Ta BariTHICTb, MOGiYHi
epeKTH IIpH JiKyBaHHI OJId TPUNUHEHHS NaliHHg HeBimoMi. [115 XKiHOK, SKi XOUyTb MaTH [IiTEH,
Oe3neyHille yTpuMyBaTUCS SIK Bifl TIOTIOHOMAJIHHS, TaK i Bifl HIKOTHHO3aMicHOI Teparrii.

QepTUNLHICTD

Y XiHOK BXUBaHHS TIOTIOHY IIPU3BOAUTH 0O 3aTPUMKHU 3alUIiIHEHHS, 3HUXKYE TI0Ka3HUK
e(eKTUBHOCTI 3allTifHEHHS in vitro Ta 3HAYHO MiABUINYE PU3UK O€3ITigas. Y 4OJIOoBiKiB
BXKMBAHHS TIOTIOHY IIPU3BOIUTH 10 3MEHIIIEHHST BUPOOIEHHST CIIePMH, IiABUIIIEHOT0
OKHCHOTO cTpecy Ta momkoaxeHHs [THK. CiepmaTo30iiu KypIliB MaloTh MEHIIY 30aTHICTb
00 3allIigHEHHS.

B ekcnepuMeHTaIbHUX [OCIIIXKEHHSAX ¥ TBAPUH HIKOTUH HECIPUATIUBO BIJIMBaB Ha GEePTUIBHICTD
(muB. «JlokmiHiuHi maHi 3 6e3neku»). HeBigomo, K010 Mipoio HIKOTUH CIIPUYHHSIE TaKUU
epeKT y TIOauHN.

BaritHicTb

[Tig yac BariTHOCTI He CIIiJ BXXUBATU HIKOTUH Y OyOb-sKiii popMi, aHi y BUTTISAI IUTApOK, aHi y
BUTTIAMI 3aMicHOI Tepamii npenaparom HikopeTTe® ®pyKToBO-M'ATHHMI, CIpEIi.



HoknapHoi inpopmanii mogo BIIKBY npenapaty HikopeTrTe® ®pyKTOBO-M ATHHIA, CIpelo, Ha
PO3BHUTOK IIJIOfla HEMAE.

HikoTHH TPOHKKAE Y [ i BIJIMBA€E Ha HOrO AMXasbHi pyXw Ta KpoBooGir. BriinB Ha KpoBOOOIr €
no3o03anexHuM. HiKOTHH, y TOMy 4HCIIi IpU 3aCTOCYBaHHI MOT0 SIK 3aMiCHOI Tepatlii, Moxe
IIPU3BONUTH [0 3HUKEHOL MacH Tina IIpY HapOAKeHHi, @ TaK0XK [0 MigBUIIEHHS PU3UKY
IIepepuBaHHS BaTiTHOCTI Ta IepHUHATANIbHOI CMePTi. B eKcliepuMeHTaNbHUX HOCTIAKEHHIX 0YI10
IIPOJEMOHCTPOBAHO TOKCUYHHY BIIJIUB HIKOTUHY Ha PeNPONYKTUBHY GYHKIIIO Y TBApUH (OUB.
«JJokminiuHi maHi 3 0e3meKn»).

PanHe npunvHeHHS BXKUBaHHS HIKOTUHY - e(eKTUBHUY IHOAUBIAyaTbHUYU 3aXif A1 MOKpalleHHST
3[0POB’S BaTiTHOI XIiHKU-KypU i 1l AUTUHH.

SAKII0 I1e MOXKJIMBO, BariTHUM XIHKaM-KypPISAM CIIifl IPOUTH JIiIKyBaHHS [JIS NPUIUHEHHS
naniHHsg 6e3 3aCTOCYBaHHS MeOUKaMEeHTO3HOI HiIKOTMHO3aMiCHOI Teparril. 3acTocyBaHHs
npenapaty Hikoperre® ®pyKTOBO-M ITHHH, CIIPeIo, IIifl Yac BariTHOCTI MOXe PO3rJIAAATHCS JliKapeM
JIAIIEe 3@ YMOBH, 1110 UMOBIPHICTB YCHIITHOTO JIIKYBaHHS [JId IPUNUHEHHS NaliHHs BUIIPABOOBYE
PU3UK BIUIMBY HIKOTHHY, i B IHIIIOMY BUNAAKY MallleHTKA [TaJIUTUME.

['ogyBaHHSA TPYOOIO

[1im wac romyBaHHS I'PYIOI0 He CIIifl BXUBATHU HIKOTUH y OyOb-gaKil dhopmi, aHi y BUrmIsai
IIUTAPOK, aHi y BUTISAMI 3aMicHOI Teparrii mpemapaToM Hikoperte® ®pyKTOBO-M SITHUH, CIIPEEM.

3acToCcyBaHHS IIpenapary HikoperTe® OpYKTOBO-M'ATHUY, CIIPEI0, Iifl 4Yac TOAyBaHHS I'PYLAOI0 He
pocnigkyBanu. HIKOTUH IPOHUKAE Y TPyAHE MOJIOKO Y HEBEJIMKUX KiJIBKOCTSX 1 MOXe YNHUTHU
MIKiJIMBUY BIIJIUB Ha OUTUHY HaBIiTh IIPX 3aCTOCYBaHHI CIIpel0 y TepaleBTUYHUX A03aX. ToMy ciif

YHUKATU 3aCTOCYBaHHA IIpenapary HiKopeTTe® ®pyKTOBO-M'SITHUH, CIIpelo, IIif] 4aC TOfyBaHHS
rpynmo. SKIO BiIMOBH Bifl MasliHHS He MOCATHYTO, npenapaT HikopeTTe® ®pyKToBO-M’STHUH,
CIIpeH, CIIif 3aCTOCOBYBATH JIUILIE ITiCJIsI KOHCYNbTAIi 3 miKapeM. fAKIIO ITif Yac rOgyBaHHS IPYAAI0
HeoOXifHa HIKOTMHO3aMiCHa Tepallisi, ciif 3acTocoBysatu npenapat HikopeTrTe® ®pykToBO-
M’'ATHHH, CIIpeH, Bigpa3y IicJsa rofyBaHHS IPYAAI0, IIPK LIbOMY Bifi IPUKAOMY IIpenapaTy o
HACTYIIHOTO TOQyBaHHS I'PYAMAI0 Ma€e IPOUTH sikoMmora Oinbllle Yacy (IpuHauMHi 2 TOOUHM).

30amuicmsb enaueamu Ha weudKicms peakuii npu KepyeaHHi asmompaHcnopmom
abo iHwumu mexaHiamamu

Ockinbky npenapat Hikoperre® ®pyKTOBO-M’ITHUH, CIIpel, MOXKE CIPUYMHSATH TaKi MoGiuHi
edekTH, K roioBHUY Oifib Ta HyOOTa, BiH MOXKe BIJIMBATH Ha MIBUAKICTh peakllii Ta 37aTHICTh
IIpallioBaTu 3 iHCTPYMEHTaMHU Ta MeXaHi3MaMu i KepyBaTy TPAHCIIOPTHUMH 3acobaMu.

Cnoci6 3acmocyeaHHs1 ma 0o3u

[TarieHT MOBMHEH MTOBHICTIO IPUNMHUTY TIOTIOHOIIAIIHHS [T Yac JIIKyBaHHA IIperapaToM
HiKopeTTe® OpyKTOBO-M'ATHUY, CIIpeeM. BaXK/IMBOO € CUJIbHA MOTUBAL[iS BIIMOBUTUCS Bif
TIOTIOHOIIA/IIHHS.



IHcmpykuia 0414 3acmocy8aHHA

[TigroryiiTe cupey OJg 3aCTOCYBaHHS, MiCJIg YOTO TPUMaNTEe HacafiKy cripeto Oifig BiTKpUTOro poTa
skoMora 6nuxye. HaTUCHITE Ha BEPXHIO YaCTUHY PO3MUIOBaya i 3p06iTh ofHe BIIOPCKYBAHHS V POT.
YHUuKalTe ToMalaHHs CIpelo Ha Iyou. He BouxaiTe IIif 4ac BIIOPCKYBAHHS, 1100 YHUKHYTH
IOTPAIUISHHSA CIIPel0 Ta iHTraugLiiHUX YaCcTOYOK Y AUXalbHi MUIaxu. [I719 HOCATHEHHS KPaIloro
pe3ynbTaTy He KOBTauTe MPOTATOM [AEKiIbKOX CEKYH] IiCd BIOPCKyBaHHS. [Ipu mOTpamisiHHi cupero
B 0Yi pPETEIbHO IPOMUUTE iX BOHO0. [Ipy BUHMKHEHHI CHMIITOMIB IIepef03yBaHHS HiKOTUHY
3aCTOCYBaHHS HIKOTHHY CJIii TAMYaCOBO IIPUIMHUTHU. AKIIO CUMITOMU II€pef03yBaHHs HIKOTUHY
30epiraloTheCs, CIifl 3MEHIIUTH BXKUBaHHSA HIKOTHHY 3a PaXxyHOK 3MeHIIIeHHS 4aCTOTU 3aCTOCYyBaHHS.

llo3ysaHHA 1 mpusasicms 3aCmoCy8aHHA
Hopoci

Hikoperte® ®pyKTOBO-M'ITHMH, CIIpeii, CIIi 3aCTOCOBYBATH KOXHOTO Pa3y, KOIH Kypellb 3a3BHYai
BUIIA/KMB OU IUTAPKY, a00 Y pasi BUHUKHEHHS TSATH [0 MajliHHS.

Io3yBaHHS € iHOUBiTyanTbHUM i BU3HAYAETHCS KiNIbKiCTIO HIKOTUHY, HEOOXIIHOO [T 3MEHIIEHHS
CHUMIITOMIB BifMiHUM Y KOHKPETHOI'0 Talli€HTa.

Iami HaBeleHO peKOMeHI0BaHU rpadik 3aCTOCYBaHHS CIPEIO IIifl Yac IMOBHOI BiIMOBH Bif MalliHHS
(Kpok I) i mig wac noctynoBoro 3MeHmeHHd fo3u HikoTuHy (Kpoku I1 i I1I). MoxHa 3acTOCOBYBaTH [0
4 BOpCKyBaHb Ha roguny. He cniifm 3acTocoByBaTH Ginbille 2 BIOPCKYBaHb OMHOYACHO Ta Oinbie 64
BIIOPCKYBaHb IPOTATOM 24 ronuH (4 BIOPCKYBaHHS Ha TOOUHY IIPOTATOM 16 rogus).

Kpok I (1-6 muoicHi)

3pobutu 1 abo 2 BIOPCKYBaHHS Y TOM 4ac, KOJK 3a3BuYai Oynu 0 BumaneHi qurapku, abo KoXKHOTO
pas3y Ipu BUHUKHEHHI TATH 00 MaliHHA. fAKIIO mic/is OMHOT0 BIOPCKYBaHHSA TATa [0 MaJliHHSg He
3MEHNIYETHCS MPOTITOM KiJIbKOX XBUJIMH, CJTiJ] 3aCTOCYBATH Ille OfIHEe BIOPCKYBaHHS. AKI0 HeoOxigHi
2 BIIOPCKYBaHHS, TO HAaCTYIHOTI'0 pa3y MOXKHa 3aCTOCOBYBaTH 1X IOCifOBHO. BinbIIocTi Kypuis
HeoOximHO 1—-2 BropckyBaHHS KOXKHi 30—60 XBUIIKH.

Kpox II (7-9 muoicHi)

Y 1eit nmepiop ciig movyaTy 3MeHIIyBaTH KilbKiCTh BIOPCKYBaHb Ha f00y. Hanpukinii 9 TuxHs
KiJIbKiCTh BIIOPCKYyBaHb Ha 000y moBuHHa ctaHoBUTH [IOJIOBMHY Bif cepenHbOI KiTbKOCTI
BIIOPCKYBaHb Ha [00y, sKi Oynu HeoOxigHi mig yac Kpoky 1.

Kpok III (10-12 muoicHi)

[TpomoBKUTH 3MEHIIYBATH KiJIbKICTh BIIOPCKYBaHb Ha HOOY TaKUM YMHOM, 1100 iXHS KiJTbKIiCTB
CcTaHoBMIa He Ginbile 4 BIOPCKyBaHb Ha fo0y npoTsarom 12 tuxHs. [Ipyu 3MeHIeHHi KiTbKOCTI
BIIOPCKYBaHb 10 2—4 Ha 000y 3aCTOCYBaHHS CIIPEIO CJIil OCTAaTOYHO IPUIUHUTH.

ITpukaad. Sximo y cepemHbOMY BUIATIOETHCS 15 HUrapok Ha goby, Citif 3acTocoByBaTH 1 a6o 2
BIIOPCKYBaHHS IIOHaMeHIre 15 pa3iB KOXKHOTO [HS.

Ins Toro, 100 3amo6irTy MOBepHEHHIO [0 MAJIiHHI, CJTif 3aCTOCOBYBATH CIIPEH Y CHTYyAIlisiX, KOIU
BUHUKAE CUIbHE OazKaHHS NaNUTU. Y TAKUX CUTYallisiX CII0YATKy 3aCTOCYWTe OHE BIOPCKYBaHHS, a
SIKIIO IIepIlle BIOPCKyBaHHSA He JOIOMOTJIO IIPOTATOM KiJIbKOX XBUJIMH, 3aCTOCYUTE ApyTe



BIIOPCKYBaHHs. He citig 3acTocoByBaTH 6ifbllle YOTUPHOX BIIOPCKYBaHb Ha NOOY IMIPOTSTOM IILOTO
mepiony.

TpuBase perynsgpHe 3aCTOCyBaHHS Oinbile 3 MicALiB He PEKOMEHAYETLCS. [JeIKUM KONMUIIHIM
KYPISIM MOXKe 3HamoOuTucs OibIll TprBasie TiKyBaHHS, 1100 3am06irT MOBEPHEHHIO 10 3BUYKHU
nanut. HeBuKopucTaHuil criped ciifm 30epiratu ojist 3aCTOCYBaHHS Y pas3i panToOBOr0 BUHMKHEHHS
TSATH OO IaJTiHHA.

Himu

Ocobam BikoM M10 18 poKiB He CIIif 3aCTOCOBYBATH IpemnapaT Hikoperre® ®PyKTOBO-M'ATHUIA,
coped, 6e3 mpu3HayeHH iKaps. [JaHuX KOHTPOJIbOBAHUX [OCIIAXKEHb, K1 CBiT4YaTh Ha
KOPHUCTh TiKyBaHHS 0Ci6 BikoM 10 18 pokis npenaparom HikoperTe® ®pyKTOBO-M ATHUIL,
CIIpe€eM, HeOCTaTHbHO (AuB. po3min «IIpoTUoKa3aHHI»).

Ilepedo3yeanus

[lepeno3yBaHHS MOXKe BUHUKATHU Y pa3i, AKIIO IallieHT Ma€ qyKe HU3bKY TOJIEPaHTHICTh [0
HIKOTHHY Ha ITOYaTKY JIiKyBaHHS a00 OHOYACHO OTPUMYE HIiKOTHH 3 iHIIUX OXKeper
(HampuKIiag TpUBalle TIOTIOHOMAJIHHS). ['ocTpa Ta XpOHiYHA TOKCHYHICTh HIKOTUHY IJIsS IIONUHA
nepenyciM 3aexkuTh Bif crioco0y Ta LINsAXy BBeieHHs. Bimomo, 1110 3BUKAHHS 00 HiIKOTHUHY
(HampuKIaf, y KypIiiB) MPHU3BOAUTH 10 PO3BUTKY OilbIlIOl TOJIEPAaHTHOCTI IMOPIBHSIHO 3 TAKOI0 y 0Ci0,
gKi He mangaTh. ['0CcTpa neTanbHa A03a HIKOTUHY A OiTel (Y pa3i BCMOKTYBaHHS TIOTIOHY i3 IIUrapok
y POTOBiY MOpoxkHUHI) cTaHOBUTH 40-60 Mr Ta Big 0,8 o 1,0 MI/KT AN HOPOCTHUX, IKi He MasiaTh.

O3Haku ma cumnmomu

CuMnTomu nepeno3yBaHHA Ti XK caMi, III0 i IPU TOCTPOMY OTPY€EHHI HIKOTUHOM. [[0 HUX HaleXaTh
HynoTa, 6/10BaHHS, TOCUJIEHe CIIMHOBUAiNIEHHS, 6inb y MIMYHKY, Hiapesi, MiTIUBICTh, TOJIOBHUI Oifb,
3alaMOpPOYEHHS, TOPYIIEHHS CIyXy Ta BUpaXKeHa CabKicTh. Y HauOiNIbII TAKKUX BUMIaKaX MOXKIIUBI
NaniHHS apTepialbHOTO TUCKY, CTa0KUil HepeTyIsipHUll IIyjbC, 3aUIIKa, BUCHaKEHHS, KOJIaIC
KpOoB0OOiry Ta reHepasi3oBaHi CyJOMHU.

[1031 HIKOTHUHY, 110 HOPMAaJIbHO IIePEHOCATHCS AOPOCIUMHU KYPLSMU, MOXKYTh CIPAUUYNHATH TIXKKI,
iHOAl ;meTabHi CUMIITOMYU OTPYEHHS HIKOTUHOM Y AiTeu. [1imo3pa Ha OTPYEHHS HIKOTUHOM y OUTHHU €
HEeBiIKIIagHUM CTaHOM, SIKUU HeoOXiflHO HeralHo JIiKyBaTH.

JIiky8aHHA

[Tpu TAKKiM iHTOKCHKaMil peKOMEHIYIOThCS TaKi 3aX0[U: HerallHe IPUINHEHHS CIIOXKWBAHHS
HIKOTMHY Ta CUMIITOMaTHAYHE JIiKyBaHHS (MiATPUMKa HOPMaJIbHOl TeMIIEePaTypH Tila, ITy4YHe
IUXaHHS IPU TUXaJbHOI HeMOCTATHOCTI Ta CTaHAAPTHE JiKyBaHHS apTepianbHoi TinoTeH3il abo
CEepLEeBO-CYIUHHOTO KOMAICy 3a HeoOximHOCTi). Y pa3i mMpoKOBTYBaHHS HIKOTHHY aKTUBOBaHE
BYT1/1/IL 3HUKYE MOT0 BCMOKTYBaHHS y LIJTYyHKOBO-KUIIIKOBOMY TPaKTI.

ITo6iyHi peakuii



Egexmu 8i0 npunuHeHHA 8X#CUBAHHA HIKOMUHY

CnoxuBadyaM TIOTIOHOBUX BUPOOiB, SIKi KUIaI0Th MAUTH OyOb-IKUM METOMOM, CHIi[l 04iKyBaTu
BUHUKHEHHSI CUHIPOMY BiIMiHU HIKOTHMHY BHACJIiJOK IPUIIMHEHHS BXUBaHHS HIKOTUHY. [[0 CUHADPOMY
BiIMiHM HaJyleXKaTh EMOIiMHI Ta KOTHITUBHI edeKTH, Taki aK quchopis abo IpUrHiYeHU HaCTPiH,
0e3COoHHS, OPaTiBIUBICTh, HEBIOBOJEHHS abo0 THiB, CTpax, yTPyOHEHHS KOHIIEHTpAIlil yBaru Ta
HEeCTIOKil abo HeTepnng4icTh. TaK0XK MOXKYTh CIlocTepiratucs ¢isnyHi epeKTH, TaKi IK 3HUKEHHS
JaCTOTH CepleBUX CKOPOYEeHb, MiIBUIIIEHHS aneTUTy abo 30inblIeHHS Macy Tila, 3allaMOpo4YeHHs abo
IepeCUHKOIIaJIbHI CUMIITOMHY, Kallle/lb, 3all0p, BUPA3KHU y POTOBIiY IOPOXKHUHI, KDOBOTOUUBICTH SICEH
Ta Ha3o(apuHriT. Kpim TOro, KIIiHIYHO 3HAYYIIKM CUMIITOMOM i BaXKJIMBUM JOJATKOBUM IIPOSBOM
CUHIPOMY BiIMiHU HIKOTUHY IiCJsl MIPUIUHEHHS NAJIiHHSA € TATa [0 HIKOTUHY 3 HenepeOopHUM
OaXKaHHSM TaJTUTH.

Io6iuni e(pekmu npenapamy Hikopemme® ®@pykmosgo-m’ asmHuil, cnpero

3aranom npenapat HikopeTte® ®pyKTOBO-M STHHUI, CIpEH, MOXKe CIPUYMHATH H00iuHi edexTH,
nonibHi Mo THX, 110 ACOLIOI0THCS 3 MOTPAIUISHHSIM HiKOTUHY iHImKMMY nuisxaMu. Ui mobiuni edertu
nepeBaxHo 0o0303aexHi. Miciesi nobiuni eekTu momiGHI 7O THX, 110 CIIOCTEPIralOTHCS IPU
3aCTOCYBaHHI iHIINX IIepopaibHUX GpopM mpenapaTty. [IpoTIrom nepuux KibKoX OHIB JTiKyBaHHS
MOKJIMBe ITOApa3HeHHs POTOBOI TOPOKHUHY Ta ropja, a Hailbinbll 4acTo BUHUKA€E TMKaBKa.
JIikyBaHHSI TaKOXK MOXKe IMiABUIIUTYH YaCTOTy BUHUKHEHHS adTu. [Ipu TpuBamoMy 3aCTOCyBaHHI 4acToO
PO3BUBAETHCS TOJIEPAHTHICTD.

[ITomenuui 30ip faHUX Bif y4aCHUKIB [OCIIAXKEHHS IIPOIEMOHCTPYBAB, 1[0 YaCTO CIIOCTEPEeXKYyBaHi
HeOaxkaHi gBuIa OyIu 3apeecTPoBaHi MPOTATOM IepIuX 2-3 TUXKHIB IIC/S MOYaTKy JTiKyBaHHS, a
IIOTIM IX KiJIBKICTh 3MeHIIyBanacs. Anepriysi peakiil (y TOMy 9UCJIi CUMITOMY aHahiTaKTUYHOTO

IIOKY) PifIKO BUHMKAIOTh IIPH 3aCTOCyBaHHi npenapaTy HikopeTrte® ®pyKTOBO-M’ATHHIA, CIPEIO.

YacTora HebOaxkaHUX eheKTiB BU3HAYasacs Ha OCHOBI MeTaaHasi3y KIiHIYHUX OOCTigXKeHb Ta
noOiYHMX peaklIliii Ha IIpernapar, 10 CIIOCTepiraaucs y mIoCTMapKeTUHTOBUM nepiofd. YacToTa
HeOaxkaHUX e(deKTiB BU3HaYeHa TaKMM YMHOM: OyxKe yacTo (= 1/10), yacto (= 1/100, <
1/10), rewacto (= 1/1000, < 1/100), pigko (= 1/10000, < 1/1000), oyxe pigko (<1/10000);
YacToTa HeBigoMa (HeMOXKJIMBO OLIIHMTHU Ha OCHOBI HasIBHUX HAHUX).

Tabnuisa 2

[ToGiyHi peakilii, SKi MOXYTh BUHUKATH IIPU 3aCTOCYBaHHI IIpemnapary HiKopeTTe® ®pyKTOBO-
M’SITHUM, CIIPEI0

[TopyweHHs 3 BOKY iMYHHOI cucmemu

Yacmo Cinep4yTIuBiCTD'

Jacmoma Hesidoma AHadinakTuyHi peakii’
ITcuxiyHi NOpPYWeHHA

Heuacmo [Topymenns cuy'
[TopyweHHs 3 BOKY Heps8osoi cucmemu

Tyoice uacmo TonosHi 6omi'™* (23,2 %), muaressis (12,2 %)
Jacmo Tapecresisa’

Jacmoma Hesidoma Cymomu'

ITopyweHHs 3 6OKY op2aHia 30py

Heyacmo [TinBuIlleHe CJIbO30BUOIIEHHS
Yacmoma Hesidoma HeuiTKiCTb 30Dy




[TopyweHHs 3 6OKY cepus

Heyacmo [Mocunene cepueburrs’, Taxikapmis'

[TopyweHHs 3 60Ky CYyOuH

Heyacmo |Hp1/1nm/1131/11, apTepiambHa rimeprensis’

PecnipamopHi, mopaka/avbHi ma mMmediaCmuHaAbHi NOPYWeEeHH S

[[yoice yacmo 'kaBKa (49,4 %), kamens (10,5 %), mogpa3HenHs ropmna (13,5 %)
Yacmo Big4yyTTsa CTMCKaHHSA Yy TOpJIi

Heuacmo MucdoHis, 3afumKa’, puHOpesi, GPOHXOCIA3M, YXaHHS,

3aKJIafeHiCTh Hoca, opodapruHreanbHuM 6inb

ITopyweHHA 3 60KY mpasHoi cucmemu

/Tyorce yacmo Hynota' (29,8 %), mucnerncis (26,0 %), 6ib i mapecTesis M’IKuxX
TKQHUH POTOBOI nmopoxuuHuu (37,3 %), ctoMaTturt (25,4 %),
migBUIeHe CIUHOBULOINEHHS (22,3 %), CyxicTh y poTi Ta/abo ropii

(12,7 %)

Yacmo BioBaHHS', MeTeOpH3M, 6inlb y XKUBOTI, Aiapes’

Heuacmo [7ocUT, BigpUKKa, BiflllapyBaHHS CIM30B0Oi 000JIOHKM POTOBOI
MOPOXKHWHY (YTBOPEHHS IYXUPIIB i BifllIapyBaHHA)

PioKo [ucdaris, HygoTa, rinecresis poToBoi IOPOXKHUHU’

Yacmoma Hesidoma CyXiCTb y TOPJIi, CHMITOMY 3 60Ky HITyHKOBO-KMIIKOBOTO TPAKTy

GomoyicTe Ty0

ITopyweHHA 3 60KY WKipu ma niOwWKipHoi KAimMKo8UHU

Heuacmo ineprinpo3’, cBep6ixk', MKipHWH BUCUI', KPOIIUB IHKA'
Yacmoma Hegidoma AHTiOHEeBPOTHYHKI HaOpsK', epuTeMa’

3azanvHi nopyweHHs i peakuii y Micui 88e0eHHA

[[yoice yacmo BiguyTTs meuinug ry6 (13,2 %)

Yacmo TligBuIeHa BTOMIIOBAHICTE , 6iTb i IHCKOMQOPT y rPyAHiH KiTHi'
Heuacmo AcTenis', He3gyXaHHS'

1 CucreMHi eexTu.

2 Xo4a yacToTa y Ipymi akTUBHOTO JIIKYBaHHS HUKYa, HiXK y rpyrmi miare6o, 4acToTa Ipu
3aCTOCYBaHHI KOHKPETHOI JTiKapchkol (opMH, [Jis SKOI TePMiH [TepeBaKHOTO BUKOPUCTAHHS [
II03Ha4YeHHs Mo0iuHOoTro eeKTy BCTAHOBIIEHUH SIK CHCTeMHa 1o0iuHa peakiiis, Oyna BUIO0 y TPy
aKTMBHOTO JIiKyBaHHS, HiX y Ipy1i nnaie6o.

3

[ToBimomieHa YacTOTa TakKa XK ab0 HMXK4a, HiXK IIPU 3aCTOCYBaHHI ma1ebo.

3BiTHICTH IIOM0 MOOIYHUX PeakKIrii

[ToBimomneHHs mpo mob6iuHi peakilil micis peecTpaliil TikapchbKoro 3aco0y Ma€ BeNvKe 3HaueHHs. Le
[a€ 3MOTY IIPOBOAUTY MOHITOPHUHT CITiBBiTHOIIEHHS KOPUCThL/PU3UK IIPH 3aCTOCYBaHHI 1IbOTO
niKapchKoro 3aco0y. Meou4yHUM Ta ¢papMalleBTUUHUM IIpalliBHUKAM, a TAKOX IallieHTaM a0o ixHiM
3aKOHHUM ITpeCTaBHUKAM CJIif TIOBiOMJISITH TIPO YCi BUITAAKHK MiI03PI0OBaHUX IMOOIYHUX Peakllii Ta
BificyTHOCTI e(peKTUBHOCTI TiKapchKoro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpMaIliliHy cucTeMy 3
(dhapMakoHarisAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin mpugaTHOCTI. 24 MicsAIi.



YmoBu 30epiranns. 30epiratu npu Temnepatypi He Buite 25 °C y HeIOCTYITHOMY /151 OiTeH MicCIi.

VnaxoBka

[To 150 mo3 cmpeto y ITET-bnakoni emuicTio 15 M. [TET-¢pnakoH 3 MexaHiYHUM PO3MUIIOBAYEM i
3aXMCHUM KJIallaHOM IIOMIIlyI0Th Y IIJIACTUKOBUM QyTnsap i3 moninpomnineny. 1o 1 abo 2 mi1acTUKOBUX
GbyTnsapu 3 iHCTPYKILEIO 01 MEIUYHOT0 3aCTOCYBaHHS Y IIJIACTUKOBOMY KOHTYPHOMY KOHTEHHeEDI i3
KapTOHHO OCHOBOIO.

Kareropis Bignycky. be3s peuenra.

Bupoo6HuK

MaxkHin AB / McNeil AB

Micue3HaxoaKeHHsI BHPOOHHKA Ta afijpeca MicCusi MpoBaJXKeHHs MOro TisIbHOCTI

HoppOpomnartcen 2, Xenbcinréopr, 25442, liseris / Norrbroplatsen 2, Helsingborg, 25442, Sweden

3asaBHHUK

MakHin AB / McNeil AB

Micue3HaxoaKeHHsI 3asiBHHKA

HoppOpomnnarcen 2, Xenbcinréopr, 25109, [Iseris / Norrbroplatsen 2, Helsingborg, 25109, Sweden

IIpeacraBHUK 3asiBHHKa

TOB «]JI:k0HCOH i [I2KOHCOH YKpaiHa».

Micre3HaxoaKeHHs NMpeacTaBHUKaA 3asiBHHKA

01010, m. Kuis, Byn. Kus3iB Octpo3bkux, 32/2, YkpaiHa.



Y sunadky suHUKHeHHs NobiyHUX peakuyill npocuMo 38epmamucs 3a meaepoHamu:
38 (044) 498 0888

38 (044) 498 7392



