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3MIHH BHECEHO
Haka3s Minicrepcrea oxoponn

IHCTPYKIIISA
AT MEIHYHOTO 3aCTOCYBAHHA JIIKAPCBKOIO 3ac00y

HIKOPETTE" ®PYKTOBO-M’SITHHIA
(NICORETTE"® FRUIT-MINT)

Crknan:

JIHOYa PEYOBHHA: HIKOTHH:

1 Ma1 po3unny mictuth 13,6 Mr HIKOTHHY, 3a OJIHE BIOPCKYBAHHS BHBIIBHACTbCS | M HIKOTHHY B
0,07 ma po3uuny;

JAOMOMIKHI PEHOBMHM: nponinexriikoas (E 1520), etanon Ge3soaumii, TpomeTamon, 1oJIoKkcamep
407, rniuepuH, Hatpito ripokapOoOHAT, JIEBOMEHTOIL. apomatusatop 4epBoHi (pyktu 911441,
apomarusatop Cooler 2 SN046680, uykpanosa, katito alecynbam, KMejioTa XJA0pHCTOBOIHERA
(10 %), Boga oumiena.

Jlikapeska popma. Crpeii s POTOBOT MOPOKHUHM, 030BaAHMI.
OcHogHi }izHKo-XiMiuHi BracTHBOCTI: PO34MH BiJ MPO30pPoOro 10 caadko OMaIeCUEHTHOTO, Bij
06e30apBHOIO 110 KOBTOrO KO/TOPY.

®apmakorepanesTnuna rpyna. Hepsosa cuctema. [nuj JIKapehbKi 3ac00M 4715 HePBOROT CHCTEMM.
Jlikapcbki 3aco6m, wo BHKOPHCTOBYIOTBLCA MpPH 3aieKHOCTI. JlikapehKi 3aco6u, wo 3aCTOCOBYIOTh
MpH HIKOTHHOBII 3anexnocTi. Hikotin. Koa ATX NOTB A01.

Dapmaronoziuni e1acmusocmi

dapmakomunamika

Mexanizw oir

[TonerwenHs cumnTomis BiagMinu Y KYPUIB i3 HIKOTHHOBOK 3a/1€3KHICTIO.

HIKOTHH € aroHicToM HIKOTHHOBHX peuenTopis nepuepHuHOi Ta eHTpanbHOT HEPBOBHMX CHCTEM i
BIUIHBAE Ha LICHTPa/IbHY HEPBOBY CHCTEMY, a TAKOXK HA cepLe | KPOBOHOCHI CYAHHH.

Piske npunuuenns PETYIAPHOTO  CMOKMBAHHA  TIOTHOHOBMICHOT MpoayKitii NPU3BOJIHMTL  J10
BHHUKHCHHS XapaKTEpHOro CHHAPOMY i3 CHMITOMAaMH BiaAMiHM. HAMpUKIAI MOTATY 10 naniHHg
(cnibHe OakaHHS NMaaUTH), 5K ONUCAHO Y posaini «Ilobiuni peakuii». Bianosiano 1o kiiniuumx
AOCIIJLKEHb TIPENapaTH U1 HIKOTHHO3aMiCHOT Tepanii MoKy Th JIONOMOITH Ky pLisM KHHYTH MaJIUTH
ad0 CKOPOTHUTH BKHBAHHA THOTIOHY, OCKIJIbKH Ui JIiKapchKi 3ac06H MOJIETUYOTH CUMIITOMH BiJAMIHH.
Y NOpiBHAHHI 3 HIKOTMHOBMMH TyMKamu aGo JIBOJAHHKAMH BCMOKTYBaHHS HIKOTHHY 3i cripeto ¢
OlbL WBHAKKM (AMB. po3ain «DapmakokiHeTHka»). 3 orasay Ha nonepeaHi JaHi npo npenaparu



sl HIKOTHHO3AMICHOT Tepanii 3acTocy BaHHs CIPEIO CMpUsie OLIbII IBHAKOMY 3MEHLIEHHIO TATH /10
NaliHHA Ta MOMETUIEHHIO iHITMX CHMITTOMIB, 1110 MiATBEP/KY €ThCA AaHUMH JOCTI/KEHbD.
3Hll.)1’(‘€HHH ROMIASY D0 HATIHHA
[TopiBHAHO 3 HIKOTMHOBHMM KYBATLHUMH FYMKaM# Ta JIbOASHUKAMU, HIKOTHH Y dopmi cnipeto
BCMOKTYETbCA WBH/IIIE (AMB. «BeMOKTYBaHHA» ).
Y nocaimkenni pa3oeoi 103m 3a yyactio 200 3/10POBHX KypuUiB OY/10 NPOAEMOHCTPOBAHO, wo 2
BITOPCKYBAHHSA CIPEIO 110 | MI 3HMKYBAIO OaKaHHA NATUTH, NOYHHAIOYH 3 | (60 cexyH1) XBUIMHM
MiC/18 3aCTOCYBAHHS, 3HAYHO Giiblle, HikK PO3CMOKTYBaHHA JIbOJISHHUKIB 10 4 MI' IPOTATOM MEpILHX
I, 3. 51 10 xeunun. CroctepeskyBanmii yac 10 3MEHLIEHHS GAKAHHS NATHTH Ha 25 % i 50 %
MOPIBHAHO 3 BUXIAHNM piBHEeM OyB Y 3 pa3su MEHIUMM MPH 3aCTOCYBAHHI 1BOX BITOPCKYBaHb 10 | M,
HDK MPH 3aCTOCYBAaHHI LOASHUKIB 4 MI (3MeHLICHHS Ha 25 %: 1,19 nopiBusHO 3 3,40 XBUAMHM:
3meHueHHs Ha 50 %: 3,49 nopisusano 3 9,20 XBHJIHHH).
He niareepkeHo, wo BractusocTi CApelo 3riAHO 3 HOro peuentTypolo Oyab-AKHM UYHHOM
BIAPI3HSAIOTLCA LO/10 BiZIMOBH Bia NaniHHs.
[Hie BiAKpUTE KOHTPObOBAHE HOCHIAKEHHS Pa3oBoi 103M i3 3aiydenHam 61 310poBoro Kypus
MoKasano, wo 2 BNOPCKYBaHHS HIKOTHHY y 1031 | Mr Bake 3a 30 CEeKYH Mic/as 3acToCyBaHHS
BUKJIMKA/IO ICTOTHILIE 3HMKEHHS MOTATY 0 NaliHHA, Hik pedepenThuii npoaykr. Okpemo Gyio
MPOAHATI30BAHO PeaKUil0 MIArPYNH YYACHHKIB, SKi BUSHAYMIN CBOE OakaHHA NATUTH 10 MOYATKy
3aCTOCYBaHHA AK CWbHe. B yyacHHKIB BUMpoOyBaHHS Takos K CIOCTEpiranack 3Ha4Ha PisHULSA MiK
JIBOMA MEeTOJaMM JIiIKyBaHHA Bxke uepes 30 cekyHa micas 3acTocyBaHHs. Kpim Toro, Bigcorok
YYACHHKIB, SIKI NPOTAroM 2-roMHHOrO nepioay JOCATIN 3MEHLIEHHS NOTATY /10 naniHHg Ha 25 %,
50 %, 75 % Ta 90 %, cknas Bianosiano 91 %, 78 %. 53 % 1a 35 %.
Kainiuna eghexmuenicme
llodoaanna miomionoeoi saiexcnocmi
3aranom 479 KypuiB, MOTHBOBaHHMX KHHYTH NaIiTH, OpamM  yuyacTh y S52-THkHeBoMy
paHIOMi30BaHOMY,  moZBiiiHO  caimomy, M1auedo-KOHTPOIbOBaAHOMY OaraToLeHTpoBOMY
AocikeHHi. Y nepuwi 6 THKHIB nawicHTH OTPHMYBAIIH JIIKYBAHHS MTOBHOIO 103010, SIKY 3HHKY BaTH
NpOTAroM HaCTYMHKX 6 THKHIB. EnizoauuHe 3acTocyBaHHs npenapary 103Boas10cs 10 24 THIKHS.
Hocaimxenns Oyno HauineHe Ha BMBUEHHS edpekTuBHoCTi npenapary Hikoperre®, cripero, s
AOCATHCHHA TPUBAIOTO YTPHMAHHA Bil MATIHHA 3 2 THAKHS [0 6 THKHSA. 24 TH3KHS Ta 52 THKHA Y
MOPIBHSHHI 3 nu1aue6o.
Ha 52 twkni nokasnuk eexrusnocti Y IPYMi y4aCHHMKIB, SKi XOTiIM KHHYTH NATHTH 33 10MOMOIOK0
npenapary Hikoperre®, cnipeto. nocar 13.8 % MOPIBHAHO 3 5.6 % y rpyni niaue6o. CriBBinHoOWEeHHS
PH3HKIB 18 Ky PUiB, SKi IPHITHHIIN TATUTH MicAs 52 THKHIB MIKYBaHHA, CTAHOBHIO 2,48 nopiBHsHO
3 miauedo (p = 0,007), aus. Tabuuuwo 1. Takum HHHOM, LIAHC YYaCHMKIB, SIKi 3aCTOCOBYBAIM
npenapar Hikoperre®, cnpeii, He MOBEPHYTHCA 110 NatiHHA Yepes 12 micsuis, y 2,5 pasa BHIIMIA, HixkK
Y rpyni nnauedo. OaHak AikyBaHHs TPHBAICTIO GiNbLue 3 MICALIB HE PeKOMEH 1Y EThCH.

Tabnuus 1
TpuBase yrpumauus Bin naxians 3 2 TH/KHSA, HigTBepIxeHe pisuem CO (MoHoOKCHY
Byrjeurw). lani orpumano 3 gocaixmenns 111 ¢asu 3a yuacrio 479 nanienrin

Mepi Cnpeii Cnpeii CniBBitHomenns | CuiBBitnomenns
epioj : & p- & ]
ey Hikoperre® | naame6o i maHciB pH3HKiB
(n=318) (n=161) [95 % A1) [95 % AT)
TwxaeHs 26,1 % 16,1 % 0.014 1,83 162
6 (n =83) (n=26) 1 [1,12; 3,00] [1,09; 2.41]
TwxneHn 15,7 % 6.8 % 0.006 2,54 2,30
24 (n =50) (n=11) ’ [1.28; 5,04] [1,23: 4.30]
TuxneHs 13.8 % 5.6 % 0.007 2,71 2.48
52 (n =44) (n=29) ’ [1.29; 5,71] [1,24; 4,94]

Ho apyroro nocnigkenus 3 6esnexku Ta eektuBHOCTI Gy0 3anyueno 1198 KYpPLIB, MOTHBOBaHHX
KUHYTH manuth. Lle panaomisosawe, GaratouenTpose, M1auebo-KOHTPO/IbOBAHE, NOABIHHO chine
AOCTILKEHHS. TPUBAIO 26 THHKHIB Oe3 MIATPUMYBaILHOT MOBEAIHKOBOT ncuxotepanii. Iporsrom
MEPIIMX 6 THHKHIB YYACHUKH OTPUMY BAH JIKYBaHHS i3 32CTOCY BAHHAM MOBHHX TEPaneBTHYHHX 103,
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MIC/I1 HOro po3Mip /103 3HMIKYBABCS Y J1Ki/IbKa eTariB MPOTArOM HAaCcTyNHUX 6 THKHIB. Enizoauune
3acTocyBaHHs npernapaty Oy/10 103BOJIEHO A0 KiHus 24-ro THkHA. TON0BHOIO METOIo JOCTIJIKeHHSA
Oyno BuBuenHs edextusrocti Hikoperre®, CMpero, WOA0 YCIMIWHOrO YTPUMAHHSA Bia NagiHHA,
MOYHHAIOYN 3 2-10 | 10 6-r0 THAKHS BKJIKOYHO, MPOTH Tpynu miauedo, NiATBepaKeHe MOKa3HUKAMH
MoHoOKeHay Byriaeuwo (CO). I3 niaTpumyBanbHolo Tepamieo Hikoperre®, cnpeem, nporarom 6
MiCALIB IMOBIPHICTB TOTO, LIO Y4aCHHK BHMPOOYBaHHA BiIMOBHUTLCS BiJl ATIHHSA, BUABHIAC y 2 pazu
BHILOKO (BiAHOCHMIT puskk — 2,00, p = 0,021) MOPIBHAHO 3 TakoK y rpyni naaue6o (2.5 % MpoTH
5.0 %).

DdapmakoKiHeTHKa

HikoTnn € 1BoocHoBHUM i Mae pKal-3HaueHns 6113bK0 3. a pKa2-3naueHHs — 6amsbko 8. HikoTun
€ C1a0KO JyKHUM, i HOro NPOHMKHEHHS uepes KITHHHY MeMOpaHy 3a1eKHTh Bl 3HAYeHHS pH.
3anekHO BiZ CTyneHs ioHi3aumii HiKOTHH e BO/O- Ta KMPOpPO34YMHHUM. HikoTuH Mae JBa
cTepeoizomepu: (S) ta (R) popma. Ognak nuue (S)-HIKOTHH € Gi0MOriYHO AKTHBHUM.

Hocnimkenns dapmakokineTHkH npenapaty Hikoperre™, cripeto. nposoaunu 3a YH4acTHO JIOPOCIIHX
KYpPLIB.

BemokryBanus

[1pu 3acTocyBanni cnpero 103a HIKOTMHY BUBLILHAETBCS 0pa3y, 110 NPH3BOINTB [0 WBHIKOTO HOro
BCMOKTYBaHHs 31 cnpeto. ¥V 1ociimkenuax 6yo MPOAEMOHCTPOBAHO, 1O BCMOKTYBAHHS HIKOTHHY
BiAOyBanocs Bke uepes 2 XBHIMHM Mic/is 3acTocyBaHHs mnpenapaty Hikoperre®, cnpeto, wo
BIAMOBIAE NMepPILiii TOYLI BUMiPIOBAHHS.

MakcumanbHa KoHUeHTpauis 5.3 Hr/ma gocaranacs MPOTAroM 13 XBUIIMH Mic/Is 3aCTOCY BaAHHS /1031
2 wmr. [1pu nopiBHsAHHI niowi nia kpueoko «KOHUEHTpauis-4ac» (AUC) HIKOTHHY NpoTsrom nepumnx
10 XBHAKH nicng 3acTocyBaHHS npemapary PO3paXyHKH 715 CIIPeto y 103 1 i 2 Mr nepesuiyBamn
TaKi 111 HIKOTHHOBOT T'YMKH i JIbOJISHUKIB Y 1031 4 mr koxua (0,48 i 0,64 rog x ur/mn MOPIBHAHO 3
0.3310.33 roa x ur/mn).

INokasuuku AUC.. ciguath npo Te, o 0100CTYIHICTB HIKOTHHY Y hopMi crpero noaidHa abo geuo
BHLUA, Hi NPH 3aCTOCYBaHHI HIKOTMHOBO] TYMKH i nboasHukiB. AUC.. micns 34CTOCYBaHHS CrIpero
y n03i 2 mr cranosuna 14,0 rog * Hr/mn MOPiBHAHO 3 23,0 roa x Hr/mMi i 26,7 roa X Hr/mi nicis
3aCTOCYBAHHA HIKOTHHOBOT I'YMKH V /1031 4 MI" i HIKOTHHOBOTO JTBOJAHMKA Y 1031 4 Mmr.,

Cepeans piBHOBaKHA KOHLEHTpaLLis HIKOTHHY Y T1a3Mi KPOBi micsist 3aCTOCY BAHHS MaKCHMAalbHOT
Ao3u (1o0t0 2 BropckyBaHHs mo | mr koxui 30 XBWJIMH) CTaHOBWTH NpHOIn3HO 28.8 Hr/mu
MOPIBHAHO 3 23,3 HI/MJI NIPH 3aCTOCYBAHHI HIKOTMHOBOT TYMKH y 1031 4 mr (1 rymMka Ha roauny) i
25,5 HI/MJ TIPH 3aCTOCY BaHHI HIKOTMHOBOI'O MbOJISHHKA Yy 2031 4 mr (1 1b0ASHUK Ha ToAMHY).
Poznonin

O6’em posnoainy micas BHYTpIlLHBOBEHHOTO 3aCTOCYBAHHA HIKOTHHY CTaHOBWUTH 2-3 f/kr.
3B’s3yBaHHA HIKOTHHY 3 GinKaMM NasMu ckiagae meHwe 5 %. Tomy manoiimMoBipHO, 1110 3MiHK
3B’5I3yBaHHA HIKOTHHY NPH 3aCTOCYBAHHI CYNyTHIX npenapatis abo 3MiHi BMicTy Ginkis y miasmi
KPOBi MNpu AeSKMX 3aXBOPIOBAHHAX OYAYTh 3HAYHHUM YMHOM BIIHBATH Ha QapMaKkoKiHeTHKy
HIKOTHHY.

Kpim nnauenraptoro 6ap’epy. HikoTun MpOHHKAE Yepes reMatoeHuedaniunuii 6ap’ep i BUAINAeTbCSA
Y TPY/He MOJIOKO.

Metabo.iizm

Pesynbratn dapmakokineTHuHHX n0cTiTKeHD BKa3ylOTk Ha Te, WO MeTado/i3M Ta BHBEICHHS
HIKOTHHY He 3alekaTb Bia  iioro nikapebkoi  opmu.  Tomy pe3yJibTaTH  A0C/i/IKeHb
BHYTPIlIHLOBEHHOIO 3aCTOCY BAHHS HIiKOTHHY MOXKYTb OYTH BHKOPHCTaHi 118 onucy posnoainy,
MeTadonismy, TpaHcdopmaLil Ta BUBEIeHHS.

Hikotun mertaGonisyetbes  nepesakho Yy nediHui. HikoTHH Takok He3HauHOWO Mipor
MeTabOII3yeThes Y JlereHaX i MO3Ky. V MeTaGoiami HIKOTHHY B OCHOBHOMY Gepe y4acTh thepmenT
CYP2A6. byno Busisieno 17 pisuux MetaGomitis HIKOTHHY, KOKEH 3 SKHX € MeHII MOTYKHUM, Hi
BHXi/IHA crionyka. OcHOBHUIT MeTaboiT Y MAa3smi, KOTHHIH, SKHil gocsrae KOHUeHTpauiit, y 10 pasis
BHULMX, HIXK HIKOTHH, BHBOIMTLCA 3 OPraHismy 3 1nepiosioM HariBBUBeAeHHs Bia 14 10 20 roaum.
Bupeaenns

[lepioa HaniBBHBEACHHS CTAHOBHTH 2—3 FOAMHM. Cepenuiit 3aranbuuii naasmosuii KJIPEHC HIKOTHHY
CTaHOBHUTL 66,6—90.0 n/rox.



3a3suuaii 61mM3bk0 10—15 % HIKOTHHY BHBOJIMTBCS i3 CEUElO y He3MiHeHOMY Bursai. OnHak npu
BUCOKIH LIBMAKOCTI (inbTpauii Ta miakucienui ceui (pPH Hukue 5) moke BuBoauTHCs 10 23 %.
Haitbinbw Baskamueumn meradonitamu HIKOTHHY, 10 BHBOAATHCA i3 CEHCH), € KOTHHIH | TpaHc-3-
riapoKcHKOTHHIH. TifbKH HEBEIMKHI BiICOTOK KOTHHIHY (10-12 % 103M) BUBOAMTLCA i3 ceyero y
He3MiHeHOMY Burasaai. Jlaii KoTHHIN METadOi3y€eThes /10 MOMAPHUX BOAOPO3UMHHHX PEUYOBHH i
MOKe BHABAATHCS B cedi (28-37 % 103m), 0coG/IMBO B TiApOKCHIBOBaHi (hopmi (Tpanc-3-
riIPOKCHKOTHHIN). BinminnocTeii y papmakokiHeTHii HIKOTHHY Mi YOJI0BiKaMM i sKiHKaMu Hemae.
JIiHIAHICTL/HEeNIHIHHIC T

[lpu 3actocyBanni pazoux 103 1, 2. 3 i 4 BIMOPCKYBaHHA 110 | Mr cnipeto cnocrepiranocs suiie
He3HauHe BIJIXWUIICHHA Bia NiHiiiHOT 3anexkHocTi AUC., i Cmax BiJ1 103H.

Dapmarokinemura 6 ocobusux 2pyn nayicumis

IMopyieHHs $yHKLUIT HUPOK

OuiKyeTbea, 0 TsHKKa HUPKOBA HEIOCTATHICTD MOriPLWIHTL KTiPEHC HIKOTHHY Ta HOTo MeTadoJliTiB.
B yuacHukis 1ocaimkenns i3 nopyweHHam byHKUIT HUPOK Ts3KKOTO CTYMEHS KJipeHC HIKOTHHY GyB
3HWKeHHI Ha 50 %. ¥V nauicHTis Ha aianisi, aki natum, CIOCTEPIranocs MiABUILEHHS KOHLEHTpaLLi
HIKOTHHY.

Llopywenns GyHKIIT nevinku

KnipeHe HikoTHHY y KypUiB i3 tHpo3om nevink i MOPY LIEHHAM (DYHKLIT Ne4iHKM JIErKOro crymneHs
(5 GaniB 3a wkanow Yaiinga — [I't0) He 3miHOETBES, ane SHUKYETBHCH Y MALEHTIB 13 THKKOO
Me4IHKOBOIO HeJ0CTATHICTIO (7 BasliB 3a WKATOK0 Yaiinna — [Tw0) (3aransHuii KJiPEHC 3HMKYBaBCs
y cepearbomy Ha 40-50 %). Jlani wono papmakokinernku y KYPUIB 3 OLLIHKOO 3a wkanoto Yaiina
—IT'10 > 7 BigcyTHi.

[laLieHTH JIITHBOIO BiKY

Y nauientis nitHboro Biky 6yso MPOJIEMOHCTPOBAHO HEBEJIMKE 3HHMKEHHSA 3arajibHOro KITipeHey
HIKOTHHY, Ui KOMBAHHS € PI3HUMH | He BUMAraloTh 3ara/ibHoi KOpeKLUii /1031 npenapary y 3B°s3ky i3
BIKOM.

Horniniuni oani 3 6eznexu

Hokniniuni naui 3 Gesnekn 3actocysaHHs npenapaty Hikoperre®, cnpeto, BincyThi. Oamax
TOKCHYHICTE HIKOTHHY AK KOMIOHEHTa TIOTIOHY A00pe Bijgoma. TUNOBUMH CHMITTOMaMK rocTporo
OTPYEHHS € c/1abKuil Ta HeperyaapHuii nyJibe, 3aaMIIKa | reHepasli3oBaHi Cy10MH.
MyTareHHiCTb/KaHUEPOreHHICTE

JlocnisKeHHS reHOTOKCHYHOCTI HIKOTHMHY B TecTtax in vitro Ta in vivo NPOJEMOHCTPY BATH
cynepeuausi pesynbtati. HaseHi naui momao KaHLEPOTCHHOTO NMOTEHLIaly HIKOTHHY TAKOXK HEUiTKi.
Xoua aHaii3 pesy/bTaTiB 10BrOCTPOKOBMX A0CIKEHD KaHUEPOreHHOCTI HIKOTHHY a00 KOTHHiHY.,
HalOIABII  BaKIMBOrO MeTabo/iTy HIKOTHHY, [0Ka3aB, WO HIKOTHH He Mae 3Ha4yyuoi abo
PeeBAHTHOT KaAHLE@POreHHOT aKTHBHOCTI, Gi/ibl Mi3Hi AOCIKEHHS BKa3yIOTh HA Te, 110 HIKOTHH
CHpHAE BUHHKHEHHIO JeskuX myxiud. [ligreepukena KaHLCPOreHHICTh TIOTIOHOBOTO IHMMY B
OCHOBHOMY TMOB’A3aHa 3 PEYOBMHAMH, LIO YTBOPIOIOTBCA NpH cramoBaHHi TioTOHY. Hikoperre®
DpyKTOBO-M ATHMIA, cripei, He MICTHTB #OIHOT 3 LIMX PCUYOBHH.

PenpoaykTHBHA TOKCHYHICTD

JlocninkenHs penpoayKTHBHOT TOKCHYHOCTI HIKOTHHY Y Pi3HHX BHiB TBapHH NPOAEMOHCTPY BN
HecrmeuudiuHy  3aTpUMKY pocty maoga. YV WYypiB criocTepiraamcs BHIAIKH MopyueHHs
(hepTHABHOCTI, MoaOBKeHOT rectauii Ta MOBEIHKOBMX PO3/IafiB y MOTOMCTBA. YV MHILCH npu
3aCTOCYBaHHI y’Ke BUCOKHX /103 OYJIH BUSBICHI KiCTKOBI AeeKTH KiHUIBOK y notomcTRa. Hikotuu
MPOHMKAC KPi3b MIALUEHTY | BUAINAECTBCH ¥ rpyaHE MOJIOKO.

Kainiuni xapakrepucrnkn

Hokazauun

Hikoperre® DpyKkTOBO-M ATHHI, cripeii a1 POTOBOT MOPOKHUHH, J1030BAHMIA, MpU3HAYaTL 118
3MEHUICHHS HIKOTHHOBOI 3a/1€5KHOCTI Y KYPUIB LIAXOM MiHIMi3aUii CHMITOMIB BiAMiHK 3 MeToo
MPUITHHEHHA TIOTIOHOMATIHHA.

lpomunokazanna



Lleit npenapat nporunokasaunuii ocodam, aki He NanATh, TAM BikoM 10 |2 pokiB, a Takosk Bikom 10
I8 poxie 6e3 npusHauenns tikapsi.

linepuytnugicts 10 Hikotuny ado 10 OyAb-AKOT 3 JI0MOMIBKHHMX PEUOBHH, 1O MIiCTSTHCS Y UbOMY
JKapcbKOMYy 3aco6i.

Bsaemodia 3 inwumu aikapeskumu zacoéamu ma inwi euou 63aeM00in

Ipo >koawi kaiHiuHO 3mauywi B3aemodii Mik 3amicHOIO TEPAMi€l0 HIKOTHHOM Ta (HIIMMH
npenapataMu HeBiloMo. OIHAK HIKOTHH MOXe MOCHIIOBATH IeMOIMHAMIUHi eeKTH aneHo3mnHY,
HanNpUK/Ia NiIBUIUEHHS apTepiaibHOrO THCKY | 4acTOTH CEPLEBHX CKOPOYeHb, 8 TAKOK MOCHIIOBATH
peakuito Ha Oinb (Ginb y rpyamiii kuitwi THIY CTEHOKApAii), CNpHYHHEHHIT 3acTOCYBaHHSM
a/IeHO3MHY.

binbuie indopmauii moao 3minm MeTaboni3My IeAKHX JiKapChKMX 3ac00iB Micas BiAMiHM HIKOTHHY
AMB. Y po3ini «OcobanBoCTi 3acTOCY BaHHAY.

Bnaus npenapamy Hixopemme" Dpyrmoso-m_smuuil, cnpeit s POMOBOL NOPONCHUN U, DOZ0BAHUTI
HA 0110 THULUX 1IKAPChEUX 3ac00ia

Hpununenns miomiononaninns. TIPUNUHEHHS NATIHES 13 YACTKOBHM 3aMILICHHAM HiKOTHHY abo Ge3
HbOTO MOKEe 3MIHHTH Bi/TOBIb HA CyNyTHE JIiKYBaHHsA npenaparamu. lloaiumkivuni apomatiuni
BYIVICBOIH, IO MICTATLCA Y THOTIOHOBOMY JHMI, IHAYKYIOTb MeTaGo.1i3Mm JIKapcbKUX 3aco0iB, 110
MeTaboni3yoThes 3a yuactio CYP1A2. Biamosa Bin LHrapoK MOKe MPHU3BECTH 10 CHOBIILHEHHS
MeTabo/1i3My Ta BIANOBIIHOIO MiABMLIEHHS KOHUEHTPaLUT UMX JIIKapChKHX 3aC0BiB Y KPOBi.

le moxe matu KiiHiuHe 3HaueHHs y aeakux BUMA/KAX 3 NIKAPCHKUMMU 3aC00aMH 3 By3bKHM
TepaneBTHYHHUM Jiana3oHoM, HaNPUKIAL TeoditiHOM, TAKPHUHOM, KJI03aiHOM i poniHiposiom.

Ocodausocmi sacmocyeannn

Jlikapro ci1ia 3BaskuTH pHsHkK Ta KOPHCTb /U1 MALI€HTIB 3 NepeniueHUMH HIsKYe 3aXBOPHOBAHHAMM.
Cepyeso-cyounni nopyutenns. 3anexunx KYPUIB 3 HELIOJABHO NepeHeceHNM iH(papKkTOM Miokap/a
(< 4 TMKHIB), 3 HecTabiNbHOW abo MPOTPECYIOOI0 CTEHOKAPIEKD, Y TOMY YMC/i CTEHOKapaieto
[puHuMeTana, 3 THKKUMH MOpPYIEHHAMM CEPLEBOIO PUTMY, HEKOHTPOJILOBAHOK apTepialbHOI
rinepreHsielo abo HeloaaBHoO MEPEHECCHUM THCY/ILTOM CJII/1 320X04YBaTH NPUIMTHHUTH NaliHHS Oe3
AOMOMOIrH MEJIMKAMEHTO3HOT Tepanii (HaNpUKIaa 3a JA0NOMOIOK neuxotepanii). Skuo ue He
AONoMarae, Mo;KHa pPO3INIAHYTH 3aCTOCYBaHHS Tpenapary Hikoperre® ®dpykToBo-M’sTHHil, cripeii.
Ockinbku nani 3 6esneku s wiei TPpYIH NaLlieHTiB 00MEKeHI, 3aCTOCOBY BATH npenapat Hikoperre®
DpyKTOBO-M ATHMIA, cripeii, cnia BUKTOUHO i PETEAbHUM MEAMUYHUM HArJIS10M.

Eninencis ma cyoomu. TMauienrtam 3 eninencieto a6o CYAOMaMH B aHaMHe3i caia OyTH obepeskHuMu
M Yac 3acTOCYBAHHA HIKOTHHO3aMiCHOT Teparnii. TIOTIOHOBMIT MM MiCTHTB pevoBuHM, 30KpemMa
HIKOTHH, SIKi BILTHBAIOTE Ha peuentopu mo3ky. [1pn nepexoai Bij naninms THOTKOHY 10 HIKOTHHOBHX
NPOYKTIB CHOKMBAHHS LIMX PEYOBHH 3MIHIOETBCA. IO MOJKE 3HU3WUTH CYJIOMHHIi MOPir.
Hopyweenns: hynryii nupox i nevinku, Y nauienTis 3 NMOPYLIEHHAM (YHKIIT newiHK1 moMipHoro ato
TAKKOrO CTymeHs abo nopyweHHsM (YHKLIT HUPOK TAKKOro CTYMNEHS CJliJl PeTeIbHO 3BAKHTH
CMIBBIZAHOUICHHS KOPHUCTB/PH3HK nikyBanua npenapatom Hikoperre® DpyKTOBO-M ATHHMIL, cripeii,
OCKLIbKH MOK/IMBE 3MEHILCHHS KJIipeHey HIKOTHHY abo iioro MeTaboliTiB, WO niaBMLLye
MOKJIMBICTB NOOIYHHX eeKTiB.

3ax60PIOGANHIA WLIYHKOBO-KUUKOBO20 mpaxmy. HIKOTUH MO3Ke NMOCHIIOBATH CHMIITOMHM y nauieHris
3 €30(ariTom, ITYHKOBUMH Ta MEeNTHYHUMH BHPA3KaMH, & TAKOAK XPOHIUHUMH 3aXBOPHOBAHHAMH
ropia. Tomy npu umx 3axBoproBaHHsx npenapat Hikoperre® DpyKTOBO-M ATHHI, cnpeii, ciia
3aCTOCOBYBATH 3 00epesKHICTIO.

Deoxpormoyumoma ma HEKOHMPONbOsanUll 2inepmupeos. 3aCTOCOBYBaTH npenapar nawieHram 3
HCKOHTPO/IbOBAHUM TiMEPTHPEO30M i (PeOXPOMOLIUTOMOKD ¢llia 3 00€epPEKHICTIO, OCKITBKH HIKOTHH
CIPUYHHAE BUBIIBHEHHS KaTeX0/1aMiHiIB.

Lyxposuit oiadem. Tlauientam i3 LYKPOBHM 1iabeTOM, KOJIM BOHM NPHIMHAIOTH MalHTU Ta
MOYHHAIOTL HIKOTHHO3AMICHY Teparito, PEKOMEH/YETbCA OLIbII PeTesibHUil MOHITOPHUHT piBHIB
LUYKPY Y KPOBi, HiK 3BHYAilHO, OCKIJIbKM 3MEHLIEHHS iHIYKOBAHOTO HIKOTHHOM BMBilbHEHHS
KaTeXo/aMiHiB MOKe BILIMBATH Ha BY[JIEBOAHUI OOMiH. Baxaungo. 06 nauient 3aiimagcs inmmmu
BUIAMH iANBHOCTI 418 3anobiranus MOBEPHEHHIO JI0 MATiHHS.



Ha nouarky nikyBsanns neo6xiano 3a0X0UyBaTH MAUIEHTA MOBHICTIO KHHYTH MAIUTH, [NauieHT, sakuii
Mijl 4ac NiKyBaHHs npenaparom Hikoperre® ®pykToBO-M’ATHMIA, CrIpe, MPOIOBKYE NANUTH B TOMY
K 00CA3i, MaE PU3MK BUHUKHEHHS MOGIYHMX e(ekTiB yepes Ginbul BHCOKI piBHi HIKOTHHY, Hi%k y
BHIA/IKY PeryJispHOTO TIOTIOHOMATIHHS.

Honomixeni pevosunu. Cnpeit MicTUTb HEBE/IMKY KINbKICTh eTaHomy (cnupty), Menuwe 100 mr na
OIHE BNOpCKY BaHHA. Takosx MicTHTL nponinenraikoss (E | 520). aKHii MOKE CIPHYUHUTH CHMITTOM U,
CXOKI 3 TAKHUMH, 110 BHHHKAIOTh MPH BKHBAHHI A/TKOTO/H0.

Lleit nikapcekuii 3aci6 mictuts 0,1 Mr/a03y kanito. Caix 6yTH obepexHum NpUH 33aCTOCYBaHHI
MAUIEHTaM 31 3HHACHOK (Y HKLIEH0 HHPOK ab0 THM, XTO JOTPUMYETBCS Ji€TH 3 KOHTPOILOBAHUM
BMICTOM Katilo.

Cnpeit mictuts 1,1 Mr/nosy Hatpito. Cnin 6ytH obepexHHM MPH 3aCTOCYBaHHI NaLieHTaM, sKi
AOTPUMYIOTBCS JIETH 3 KOHTPOIBLOBAHUM BMIiCTOM HATPItO.

[auientam ciia 6yt obepexuumu, o6 Mperapar He NOTpanJisB B 04i Ta JIMXa/bHI WAAXH (TOOTO
HE BAMXATH H0T0), OCKIIBbKH BiH MICTHTBL YaCTHHKH. K MOKHA BIMXHYTH.

Moowcausicme poseumxy sarexcnocmi. Moke BHHHUKATH 3Q1eKHICTh BiJ rpenaparis HIKOTHHY.
Onnak BoHA criocTepiraeThes Piako i € Menm LWIKIJTMBOIO /1151 310POB’ A, Hi%K HIKOTHHOBA 3a/1eKHICTh
MpH TIOTIOHONANIHHI, Ta i lerwe 1036y THes.

Ocoonuse sacmepexcenns cmocoeno dimeir. Hikotun e BUCOKOAKTHBHOK pe4yoBHHOIO. Hagith 103a
HIKOTHHY, fKa 100pe MepeHOCHTLCS JAOPOCAUMU 1117 uac JiKyBaHHA Mpenapatom Hikoperre®
DpyKTOBO-M STHHIA, cnipeii, Moske TMPU3BECTH 10 3arpo3/IMBOT U181 KUTTA TOKCHYHOCTI Y 1iTei (auB.
posain «IlepeosyBsanus»). Tomy npenapar Hikoperre® DpyKTOBO-MATHHIA, CrIpeii, 3aBkan ciin
30epiratu Ta yTuai3yBaTH y Micusx. HEMOCTY MHUX 1 JiTeid.

3acmocysannn y nepioo eazimnocmi aéo 2O0VEAHHA 2Py OOIo

KiHKM penpoayKTHBHOIO Biky / KOHTpAaLenuisa ¥ YOJ0BIKIB | 3KiHOK

Ha BiamiHy Bial BiIOMHX NOGIUHNX BIAMBIB TIOTIOHONATIHHS Ha 3ar1i/IHCHHS Ta BariTHICTDb, NOGiuHi
eeKTH MPHU JIKYBaHHI 18 NPHIMHEHHS NaTiHHS HeBiomi. [l KiHOK, sKi XOuyTb MaTu aiteii,
OesneuHilie yTpuMyBaTHCS SIK BiZ THOTIOHONANHHA, TaK | BI/I HIKOTHHO3aMicHOT Tepanii.
DepTHIILHICTE

Y KIHOK BKHBAHHS TIOTIOHY MPU3BOAMTB /10 3ATPUMKH  3AIUTIIHEHHS, 3HWKYE TOKA3HHK
e(DEeKTHBHOCTI 3aMUIiAHEHHS (77 Vifro Ta 3HAYHO MABHILYE PU3NK Oesmtinas. YV 4osoBikis BKHBAHHS
TIOTIOHY MPH3BOLAMTEL /10 3MEHIIEHHS BMPOOIECHHA CMEPMH, MiABMILEHOTO OKHCHORO cTpecy Ta
nowkomkeHns JIHK. Cnepmatosoinu kypuis maiots MEHUIY 3/1aTHICTh /10 3arTiIHEHHS,

B ekcnepumenTanbunx nocnimkennsix y TBAPHH HIKOTHH HECMPHATINBO BIUIMBAB HA depTuibHicT
(nuB. «[lokniniuni nani 3 6esneku»). Hesinomo. skoro MIPOIO HIKOTHH CHIPHUMHSE TakMii edekr y
JIKOJIHHHA.

Barirnicts

[1in wac BaritHOCTI He clia BKMBATH HiKOTHH y Oyae-akiit popmi, ani y Burasai LUMrapok, aHi y
BUIIISA 3amicHOT Teparnii npenaparom Hikoperre® ®pykroBo-m’saTHMIL. crnpeit.

Hoknanuoi indopmauii woso BIUIMBY npenapaty Hikoperre® ®pykroBo-m’sThuii. crpeto, Ha
PO3BHUTOK IJ10/1a HEMAE,

HikoTiu npounkae y nnix i Brimeae na iioro quxaisui PYXH Ta KpoBoOOIr. Briuine Ha kpoBooGir e
Ao303anexKHUM. HIKOTHH, y Tomy wmcni MpH 3aCTOCYBAHHI HOro fK 3amicHol Tepanii, Moske
MPU3BOUTH 110 3HHKEHOT MACH TiNa NP HAPOKEHHI, A TAKO /10 MiABUILEHHS PU3HKY nepepuBaHHA
BariTHOCTI  Ta  nepHHaTalbLHOT cMepTi. B excnepuMeHTanbHUX  0ChiTKEHHAX oy110
MPOACMOHCTPOBAHO TOKCHYHMIT BILIMB HIKOTHHY Ha PENPOAYKTHBHY (YHKLIKO Yy TBapHH (auB.
«JlokniHiuni nani 3 Geznekmy ).

Panne npunuHenns BxuBanus HIKOTHHY — eeKTHBHHIT IHIMBIYanbHU 3axin aas NOKpaleHHs
3/10POB’sl BAriTHOT KIHKH-KYPLA i 1T AMTHHMN,

AKUI0 11e MOKIMBO, BAriTHUM JKIHKaM-Ky pusiM ¢/1ia npoiitu MiKYBaHHS JUIS IPUITMHEHHS NANIHHS Oe3
3aCTOCYBaHHA MCAMKAMEHTO3HOT HIKOTHHO3aMiCHOT Tepartii. 3acTocyBaHHs npenapary Hikoperre®
DpyKTOBO-MATHMIA, CMIPelo, Mi Yac BariTHOCTI MOsKe PO3riaaaTHEs JliKapeM JIHLIE 3a YMOBH, IO
AMOBIPHICTb  YCILIHOIO JliKyBaHHS /14 MPHIMHEHHA NaliHHA BHMPABAOBYE PH3HMK BIUTHBY
HIKOTHHY, i B iHLLIOMY BHIMA/JKY NMalicHTKA NaJuTHMe.




CoayBanHs rpy 1o

[Tin wac roayBanus rpyaao He cnia BKMBATH HIKOTHH y Oyab-skiit Gpopmi, aHi y Burasai LMTapoK,
aHiy BUIIsi 3aMicHoT Tepanii npenaparom Hikoperre"™ dpykToBo-M’ aTHHUil, Cripeem.
3actocyBanus npenapaty Hikoperre® DpyKTOBO-MATHHIA, CTIpeto. i Yac roayBaHHs rpyAaK0 He
nocikyBanu. HikoTHH npoHukae y rpyase mMonoko Y HEBEJIMKHX KiBKOCTAX | MOKE YMHHTH
WKI/UIMBHIA BIUIMB HA IMTHHY HaBiTh [pH 3aCTOCYBAHHI CMPEIO0 y TepaneBTHUYHHX /103aX. Tomy cnin
YHUKaTH 3acTocyBaHHs npenapaty Hikoperre® @pykToBO-M STHHIL, CIIPEo, MiJ Yac roayBaHHs
rpyaao. Akuo BiAMOBM Bil nasiHHg He AocardyTo, npenapar Hikoperre® ®pykroBo-m’sThuii,
CMpeid, C/1i/1 3aCTOCOBYBATH JIMILIE TTiC/1s KOHCYJIbTallii 3 Nikapem. Skuio nin uac rOYBaHHA rpy Ao
HeoOXIiHA HIKOTHHO3aMicHAa Tepanis, ¢1ia 3acTOCOBYBAaTH npenapatr Hikoperte® ®pykroso-
M ATHWII, cnpeil, Biapasy nicis rogysanus FPYAdIO, MpU ULOMY BiZ NpHiiOMYy npenapaty o
HACTYNHOTO ro/lyBaHHS rpy1t0 Mae NPOHTH AKOMOra Gisblue vacy (npuHaivui 2 FOAMHM).

3o0amnicme eniueamu na wenuoKicme Pearuii npu kepyeanni ABMOMPAHCROPIMOM ADO THIIUMU
Mexanizmamu

Ockinekn npenapar Hikoperre® DpyKTOBO-M’STHUIA, cnpeil, Moxke COPHYHHATH Taki ModivHi
edpektH, AK rosoBHMIT Giflb Ta HymoTa, BiH MOXKE BI/IMBATH Ha WUBH/IKICTb peakiii Ta 3/aTHicTh
NPaLOBATH 3 IHCTPYMEHTAMH Ta MEXAHI3MAaMHU i KEpYBAaTH TPAHCIIOPTHHMH 3aC00aMH.

Cnocio 3acmocysanns ma do3u

[MauieHT noOBUHEH nOBHICTIO MPUNHHATH  TIOTIOHOMAIHHA NIl yac JIiKyBaHHs npenaparom
Hikoperre®™ DpykToBo-MsTHHI, cnpeem. Bakiueol € cuabHa MOTHBALLIS BIJIMOBUTHCS Bij
THOTHOHONAIIHHA.

Inempyxyis oas sacmocyeanms

[Miaroryiite cnipeii ana 3acTocyBanns, micis yoro TPHMaiiTe HacajKy cnpeto Gins BiakpuTOro pora
Akomora 6.msxkde. HatucHiTHL Ha BepxHio HacTHHY pO3MHIIOBaYa i 3p00iTh O/IHE BIIOPCKYBAHHS Y POT.
YHuKaiiTe nonagauHs cnpero Ha ryou. He Bamxaiite nin uac BMIOPCKYBAHHA, 100 YHHKHYTH
NOTPANJIAHHA CMPEI0 Ta iHransWifHIX 4acTOYOK y AMXabHi WIUTAXM. Hns flocarHeHHs kpaioro
PE3y/bTaTy HE KOBTAHTE MPOTArOM AEKIIBKOX CEKYHA Micis BriopckysanHs. [lpu norpannauui
CMPEIO B 04 PETE/IbHO NPOMHUIATE iX BOM0K0. [1pi BUHMKHEHH] CHMITOMIB Mepe/103yBaHHA HIKOTHHY
3aCTOCYBAHHs HIKOTHHY C/lil THMYACOBO MPHIMHUTH. SIKILO CHMITOMH Nepe03yBaHHA HIKOTHHY
30epiratoThes, ¢/ 3MEHINTH BKUBAHHS HIKOTHHY 32 PaxyHOK 3MeHILEHHS YacTOTH 3aCTOCY BAHHA.
Hozyeanns i mpusanicme 3acmocyeamns

Hopocni

Hikoperre® dpykroBo-M’sTHuii, CIPeH, CJlil 3aCTOCOBYBATH KOKHOIO pasy, KOJIM Kypeub 3a3Bu4aii
BHIAIHWR OU LMrapky. abo y pasi BUHHKHEHHS TAIH 10 HastiHHsL.

Ho3yBaHHs € iHAMBIZAYANLHNM | BM3HAYAETbCS KLIBKIiCTIO HIKOTHHY, HEOOXIZIHOIO /U189 3MEHIIeHHS
CUMIITOMIB BiIMIHH Y KOHKPETHOrO MaiieHTa.

Hani HaBeneHo pekomen10BaHmii rpagik 3acTocyBaHHs CHIPEIO Mijl Yac MOBHOT BiAMOBHM BiJl naiHHs
(Kpok I) i niz yac noctynosoro smexwenns 103u HikoTHHY (Kpoku 11 i I11). Moskna 34CTOCOBY BATH
110 4 BrIOpcKyBaHb Ha roanny. He cnin 3aCTOCOBYBaTH Oi/blie 2 BIIOPCKYBAHb OHOYACHO TA Bijlblie
64 BropckyBaHb npoTsirom 24 roaun (4 BIIOPCKYBAHHA HAa rOAMHY MpoTArom 16 roaum).

Kpox I (1-6 muxcni)

3pobuth 1 abo 2 BropcKyBaHns Y Toit uac, Konu 3a3suyaii 6yau 6 Bunaneni uurapku, abo KoxKHOro
pasy npH BUHMKHEHHI TArM 10 natiHua. SIKWo nicas oaHoro BIIOPCKYBAHHS TAra 10 NajiHHA He
SMEHLIYETBCA MPOTATOM KiIBKOX XBH/IMH, CIil 3acTOCYBATH mIe OHe BMOPCKYBaHHA. SIKio
HeoOXiAHI 2 BMOPCKYBaHHS, TO HAaCTYIHOro pasy MOKHA 3aCTOCOBYBATH iX MOC/HIA0BHO. BilblIOCT]
KYpLiB HeoOXiaHo 1-2 BriopekyBanns kowxkHi 30—60 XBHIIMH.

Kpox I (7-9 muscui)

Y ueit nepioa cain novaru 3MCHIIYBATH KiJABKICTh BNOPCKYBaHb Ha 100y . Hanpukinui 9 tuskns
KiIbKICTh BIOPCKYBAaHb Ha 100y nosunHua cranoeutn [TOJIOBUHY i CePeaAHbOI KiTbKOCTI
BMOPCKYBaHb Ha 100y, AKi 0y.1n HeoOXiaui mix yac Kpoky I.

Kpox III (1012 muxcui)



[lponosxuTi 3MeHIIyBaTH KiTbKicTh BIIOPCKYBaHb Ha 00y TaKUM YHHOM, LIOO IXHA KiIbKICTH
CTAHOBWJIA He Ollbluie 4 BIIOPCKYBaHb Ha 100y npotarom 12 Tvxkus. Tpu 3MeHINEHHT KiTbKOCT
BIOPCKYBaHb /10 2-4 Ha 100y 3aCTOCYBaHHS CIPEIO CITi/l 0CTATOUHO MPUITUHHTH,

lpuxnao. ko y CEPEAHEOMY BHNAMIOETbCA 15 umrapok Ha moby, ciin 3acTocoBYBaTH | ado 2
BIIOPCKYBaHHA UlOHalMEHLIE 15 pa3iB KOKHOro aHS.

Jna Toro, wo6 3ano6irru MOBEPHEHHIO /10 MaJliHHSA, /i 3aCTOCOBYBATH cripeii Y CHUTyallifX, KOJIu
BHHUKAE CH/IbHE OaKaHHs MaanTH. Y TakuX cuTyauisx CIOYaTKy 3aCTOCYHTe O/1He BMOPCKYBAHHS, a
AKILO Tepuie  BIIOPCKYBAHHA He JA0MOMOIIO NPOTATOM KiIbKOX XBHIMH, 3acTocyiite apyre
BMOpCKyBaHHs. He ciiin 3actocoysatu 6inbuie yotuphox BIIOPCKYBaHb Ha J00Y NpOTArOM LbOTo
nepiosay.

Tpuane perynsipue sactocysanns Ginbume 3 MICSLIB He peKkoMeHayeTbes. JIesKHM KOMHIIHIM
KYPUAM MOKe 3Ha100MTHCs Ginbin TpuBajie NikyBaHHS, 1mO0G 3amoirmi MOBEPHEHHIO /10 3BHYKH
nannuTh. HeBrkopuctaunuii cnipeii cain 36epiratn a1 3aCTOCYBaHHA Y pasi pantoBoro BUHUKHEHHS
TATH 10 NaiHHA.

Himu

Ocobam Bikom 10 18 pokis He ciin 3acTocosyBati npenapat Hikoperre® ®pykroBo-m’sTHuii. cripei,
0e3 npusHadeHHs nikaps. lanux KOHTPOJIbOBAHHX JOCTI/KEHb, SKi CBI14aTh HA KOPHCTB J1iKYBaHHA
oci® Bikom 110 18 pokis npenaparom Hikoperre® ®dpykroro-m’srauii, CIPEEM, HEOCTATHLO (JIME.
po3ain «llpotunokasanus»).

Iepeoosyeannsn

[lepeo3yBatns Moske BUHMKATH ¥ pasi, SKILO nalienT Mae AYHE HU3bKY TOJICPAHTHICTB /10 HIKOTHHY
Ha MoYaTKy JlikyBaHHA ab0 0HOYACHO OTPUMY€ HIKOTHH 3 iHWKMX Jkepen (Hanpukia TpHBa/le
TIOTIOHONANIHHA). ['ocTpa Ta XpoHiYHA TOKCHYHICTE HIKOTHHY 151 JIOAMHU TIepeyciM 3anekuTh Bi/l
cnocoly Ta WAAXy BBedeHHA. BiaoMo. 1m0 3BUKaHHS A0 HIKOTHHY (Hanpukman, y KYPUIB)
MPHU3BOANTD 10 PO3BHTKY OiJIbIIOT TOJEPAHTHOCTI MOPIBHAHO 3 TAKOK y OCi0, AKI He NAIATh. I'octpa
NeTaibHa 103a HIKOTHHY s aiteii (y pasi BCMOKTYBaHHS TIOTIOHY i3 LMTapoK y POTOBIii NOPOKHIHI)
cTaHoBHTE 40-60 mr Ta Bix 0.8 10 1,0 Mr/kr 113 JOPOCIIMX, SIKI HE MaATh.

Oznaxu ma cumnmomu

Cumnromu nepeo3yBaHHs Ti % cami. mo i MPH rOCTPOMY OTPY€EHHI HiKOTHHOM. J[0 HHX HalekKaTh
HY10Ta, O/IHOBAHHS, MOCHICHE CAMHOBHAICHHS. OLTb Y WAYHKY, Alapes, NiT/IMBICTb, FOJ0BHHIT Giflb.
3aMaMOpOUEHHS, MOPYWICHHS CIyXy Ta BHpakeHa cnabkicTs. Y HalGLibu TAKKMX BHIAKAX
MOAUIMBI MaAiHHA apTepiaabHoro THCKY, CIa0KMii HeperyaspHuil myabe, 3aauuka. BHCHAKEHHS,
KOJIAMc KpoBOOOIry Ta reHepaiizoBaHi cy0mu.

Jo3u HiKOTHHY, U0 HOpMaTLHO MEPEHOCATLCA JOPOCAUMH KYPUSAMH, MOXKYTh CIIPHYHHATH TAKKI,
IHO/Ii IeTanbHi cUMNTOMK OTPY€HHSA HIKOTHHOM y aiTeil. [1ino3pa na OTPYEHHS HIKOTHHOM Y THTHHM
€ HEBIAKIAAHUM CTAHOM, IKMii HeOoOXIIHO HeraiiHo NiKyBaTH.

Jixyeanns

Hpu rsokkiii inTokcukauii pekomeHayoThes Taki 3aX0[M: HeraiHe NPHUNUHEHHS CrOKHBAHHS
HIKOTHHY Ta CHMMTOMaTHuHE MKYBaHHA (IATPUMKA HOPMABbHOT TEMIEPATYPH TiNa, WTy4He
AMXAHHA [IPH AHXATBLHOT HEJI0CTAaTHOCTI Ta CTaHaapTHe JKYBaHHS apTepiaibHOi rinoTensii ado
CEPUEBO-CYIMHHOTO Kosiancy 3a HeoOXiaHocTi). V pasi MPOKOBTYBAHHS HIKOTHHY aKTMBOBaHe
BYTLLIA 3HUMIKYE HOro BCMOKTYBaHHS ¥ ULTYHKOBO-KHIIKOBOMY TPaKTi.

Hodiuni pearuiv

Edpexmu 6i0 npununenns excusanns HIKOMUHY

CnokuBayaM TIOTIOHOBHX BHMPOGIB, AKi KMIAIOTh MaiHTH Oyab-SKUM MeTOaOM, CIlif O4iKyBaTH
BHHUKHCHHS CHHAPOMY BiAMIHM HIKOTMHY BHACIif0K TMPUITHHEHHA  BAKHBAHHA HikoTHHY. [[o
CHH/IPOMY BIJAMIHH Hasle’kaTh eMOLIiiHI Ta KOrHITHRHI edekTH. Taki sk aucopis ado NPUrHIYEH Mt
HACTPIii, 0€3COHHS, APaTiBAMBICTD, HEBIOBOICHHS 460 FHIB, CTPAX, yTPyAHEHHS KOHIIEHTpaLii yBaru
Ta Hecrnokii abo HetepnasuicTy. Takoxk MOXKYTb CriocTepiratues hizuuni ehextH, Taki K 3HIKEHHS
HaCTOTH CEpLEBHX CKOPOYEHB, MiABULICHHS aNeTHTy abo 36iMbLICHHS Mack Tijla, 3anamMopoYeHHs
a0 nepeICHHKONANBLHI CHMITOMM, Kalue:p, 3arop, BUpa3ku y poTOBIii NOPOKHHHI, KPOBOTOUHMBICTD

8



fceH Ta Hasodapunrit. Kpim Toro, kiiniuno 3HAYyUHUM CHMMTOMOM | BayK/IMBHM 10JaTKOBHM
TMPOSBOM  CHHIPOMY BIAMIHM HIKOTHHY MiC/ NPUITMHEHHA NAMIHHS € Tsra 10 HIKOTHHY 3
HenepebopHUM DaskaHHAM MaTHTH.
o06iuni epexmu npenapamy Hikopemme" ®pyxmoso-w smuuii, chpelo
3aranom npenapar Hikoperre® ®pykToBo-M’siTHMiI Crpei, MOKe CIPHYHHATH MOOIMHI edeKTH,
noaiOHi 10 THX, 110 aCOLIIOTHCS 3 NOTPAIIAHHAM HIKOTHHY iHwMMH wnsxamu. LI noGiuni eexru
NepeBakHO 10303aexkHi. Micuesi nodivni edekTv noaidGHi 10 TMX. 1O CHoCTepIraloTLC MpH
3aCTOCYBaHHI IHIINX nepopajibHUX (OpM npenapary. [poTsrom nepuinx Kijibkox AHiB JiKyBaHHs
MOAMUIHBE TOJpa3HEHHA POTOBOT MMOPOKHMHM TA TrOpia, a HAlGLIbLI YacTO BHHHKAE MKABKA.
JIikyBaHHSA TaKO® MOMKE I1iABMLLIHTH HacToTy BHHHUKHEHHSA adru. [lpu TpuBanomy sactocypami
YacTo PO3BMBAECTHCS TOJIEPAHTHICTS.
[loaennnii 36ip naHux Bix yyacHUKIB 10ChiTkKeHHS TIPOJIEMOHCTPYBAB, 11O 4acTO CIIOCTEPEKYBaH i
HeDaxkaHi ABuILa OyaM 3apeecTpoBaHi NMPOTATOM NePIMX 2-3 THKHIB MTiC/AS M0YaTKY JiKYBaHHS, a
MOTIM iX KiIbKiCTE 3MeHwWY Banacs. Anepriumi PeaKLii (y ToMy 4MCITi CHMITOMM aHadinakTHuHOrO
WIOKY) PiAKO BHHHKAKOTH MPH 3aCTOCY BaHHI npenapaty Hikoperte® ®pykToBO-M ATHMIL, CTIpero.
Hacrora Hebaxanux edekTie BM3HAYanacs Ha OCHOBI MeTaaHamisy KJIHIYHHX JI0CTiUKEeHb Ta
MOOIMHUX peakiii Ha npenapar, wo CHOCTEPIralncs y MOCTMAPKEeTHHIOBHI nepioa. Yacrora
HeOaxaHnX e(DeKTIB BU3HAYEHA TAKUM YUHHOM: Ayae 4acto (= 1/10), wacro (> 1/100, < 1/10), HeyacTo
(= 171000, < 1/100), piako (> 1/10000. < 1/1000), ayxe piako (<1/10000); wactora HeBizoma
(HEMOKJIMBO OUIHMTH HA OCHOBI HASBHUX JIaHHX).

Tabnuus 2
[1oGiuHi peakuii, ski MOKYTh BUHMKATH npu 3actocysanHi npenapaty Hikoperre® ®pykrogo-
M ATHHIi, cripeto
Hopyuenns 3 Goky imyunoi cucmenu

Yacmo linepuytnusicrs’

Yacmoma nesiooma Amnadinaktuuni peakuii’

IHeuxivuni nopyuenns

Heuacmo ] [opywenns chy'

lopywenns 3 60Ky nepeosoi cucmemu

Hvace wacmo FonosHi Goni'* (23.2 %), ausressis (12,2 %)
Yacmo [Mapecresis’

Yacmoma negiooma Cynomu'

Hopyuenns 3 6oxy opeania sopy

Heuacmo [TinBuweHe cabo30BUAIICHHS

Yacmoma nesiooma Heuitkicte 30py

Hopywenns 3 6oxy cepya

Heuacmo IMocunene cepuedurrs', Taxikapsis'

Yacmoma nesiooma DiSpunsuis nepencepas’

Hopywenns 3 6oxy cyoun

Hevacmo Mpunmeu', aprepiansha rineprensis’

Pecnipamopni, mopaxaiwni ma mediacmunanoni nopyutenns

Lyoce vacmo ['ukaBka (49.4 %), kawens (10,5 %), noapasHeHus ropaa (13,5 %)

Yacmo BiauyTrs cTuckanus y ropai

Heuacmo Hucdonis, 3aamwka’, punopes, OpOHXOCMA3M, YXaHHS, 3aKNaeHICT
Hoca, opodapuHreanbHuii 6iip

tﬂop}-’memm 3 DOKY mpasnol cucmeu




Hyace wvacmo Hynora' (29.8 %). aucnencis (26.0 %). Ginb i mapectesis M’ sKkHx
TKaHHH pOTOBOT mnopokHuHH (37,3 %). cromatur (25.4 %),
niJABHLLEHe CIMHOBHAINEHHSA (22,3 %), cyXicTb y poti Ta/ado ropai
(12,7 %)

Hacmo bmosanns', MeTeopusm, 6ib y AKHBOTI, Aiapes’

Hewacmo ['nocut, BiapuKKa, BiALIapyBaHHS CAM30BOI OOOJOHKH POTOBOT
MOPOKHUHH (YTBOPEHHSA NYXHUPLIB | BiALLIAPYBaHHS)

Pioko Jlucdaris, Hy10Ta, rinecresis poToBoOi MOPOKHUHK®

HYacmoma negidoma CyxicTb y ropsi, CUMITOMH 3 GOKY LIITYHKOBO-KHIIKOBOTO TpPaKTy ',
00JI104icTh I'yD

Hopyuenns 3 OOKy wKipu ma niOWKIpHOT KAIMKosUH 1

. . =R 5 = = 1
Hevacmo Cinepriapos', ceepGisk', wkipuuit Bucun', kporme’ auka

. . ~ 1 |
Hacmoma nesiooma AHriOHEBPOTUYHMIT HAOPAK', epUTEMA

3azaneni nopyutenns i peaxyii y micyi egedenns

Hyoce wvacmo BiguyTTa neuinus ry6 (13,2 %)
Yacmo IlinBneHa BromMmoBanicTs ', 6itb i AMCKOMQOPT Y rpy aHiii kit
Hevacmo Actenis', He3ayKaHHs'

" Cucremui eextu.

° Xoua 4acToTa y rpyni aKTHUBHOTO NKYBAHHS HMKYA, HiK y rpyni njauedo, yactora rpu
3aCTOCY BaHHI KOHKPETHOI J1ikapehkoi (opMu, U1si SKOT TepMiH MepeBakHOTrO BUKOPHUCTAHHS 1S
MO3HAYCHHA NOOIYHOro eheKTy BCTAHOBICHMI K CHCTEMHa N00iYHa peakilis, Gyaa BUIIOK y rpynmi
aKTHBHOTO JIIKYBaHHA, HiZK v rpyni naaue6o.

* IosinomaeHa yacToTa Taka % abo HUkKYA, Hik MpH 3acTOCYBaHHI Miane6o.

3BITHICTb 1110/10 NOOIYHUX peakiiii

[ToBinommenHs npo noGiuwi peakuii nicas peectpauii sikapcbkoro 3ac00y Mae BelMKe 3HaueHHs. [le
Jla€ 3MOTy MPOBOAMTH MOHITOPHHT CHiBBIIHOWIGHHS KOPUCTH/PU3MK MPH 3aCTOCYBAHHI LLOTO
KApebKOro 3acody. MeanuHuM Ta GapMaleBTHUHIM MPALIIBHHKAM, 4 TAKOK NallieHTaM a0 TXHiM
3aKOHHMM MNPE/ICTABHHKAM CJ1i/1 NOBIAOMIATH MPO yCi BUMAAKM [i103PIOBAHMX MOGIUHMX peakuiii Ta
BIICYTHOCTI e(eKTHBHOCTI flikapebKkoro 3acofy uepes ABTOMATH30BaHy iHpopmaLliiiHy chctemy 3
(hapmaxonarasy 3a nocuwianxam: https:/aisf.dec.gov.ua.

Tepmin npugarnocti. 24 micsui.

¥Ymosn 36epiranus. 36epiratu npu temneparypi ne suiie 25 °C y HEJIOCTYHOMY U1 AiTeil Micui.

YnakoBka
[To 150 no3 cnpeto y IMET-dhaakoni emuictio 15 mu. [IET-thnakon 3 MexaHiuHUM posnumoBayueM i
3aXHCHUM  KNANaHoM TOMIWYIOTb Y MIACTHKOBHIT (yTasp i3 nosinponizeny. [Mo 1 aGo 2

NIACTHKOBHX (Y TAAPH 3 IHCTPYKLI€IO U151 MEAHUHOIO 3aCTOCYBAHHSA Y [71aCTHKOBOMY KOHTYpPHOMY
KOHTEHHEPI i3 KAPTOHHOK OCHOBOIO.

Kareropis Bianycky. bes peuenra.

Bupoduuk
MakHin AB / McNeil AB

Micuesnaxoxxenus BupoSHuKa Ta aapeca micu NpoBaKeHHd Horo aisibHOCTI
HoppGponnarcen 2, Xenscinr6opr, 25442, 1sewis / Norrbroplatsen 2, Helsingborg, 25442,
Sweden
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3agBHUK
MakHin AB / McNeil AB

Micuesnaxomkenns sanBunka
HoppGponnarcen 2, XenscinrGopr, 25109, Ilsewis / Norrbroplatsen 2. Helsingborg, 25109,

Sweden

ITpeacraBnnk 3anBuuka
TOB «/Ixoncon i Jlxoncon Vkpaitay.

Micuesnaxomkenns NPEeICTABHHKA 3ABHUKA
01010, m. Kuis, Bya. Kusizis Octposbknx, 32/2. Vkpaina.

V eunaoky sunuxnenns noéiunux pearyiit npocumo seepmamucs sa menegonamu;
+38 (044) 498 0888
+38 (044) 498 7392

Jara ocrannboro neperasiay i 4, M %()9%
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