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IHCTPYKIIA
AJIS1 MEIUYHOI0 32CTOCYBAHHS JIKAPCHKOIo 3ac00y

JJAMIKOH®

(LAMICON)
Cknao:
oiroua peuosuna: terbinafine;
1 Tabnerka mictuth TepOiHadiny rimpoxmopuay 281 mr (0,281 r) y mepepaxyBanHi Ha TepOiHadiH
100 % Ge3Boany peuoBuny 250 mr (0,250 r);
OONOMICHI pedosuHU. TENI0N03a MIKPOKPUCTATIUHA, KPOXMallb KYKYPYI3STHUH, KPEMHIIO TIOKCHT
KOJIOTTHMI O€3BOJIHUM, HATPII0 KPOXMAIBIIKOIAT (TUIT A), T1IPOKCUIIPOITIIMETHIILICTION03a, MarHito
cTeapar.

Jlikapcbka ¢gopma. Taberku.
Ocnoeni ¢hizuko-ximiyni eracmueocmi: Tabnerku Oumoro abo maibke Oimoro, abo 3 KOBTYBaTUM
BIZITIHKOM KOJIbOPY, KPYTJI0i ()OPMU 3 IIIOCKOIO MIOBEPXHEI0, (PACKOIO Ta PUCKOIO.

dapmakoTepaneBTHYHAa rpyna. [IpoTurpuOKoBi mpemapatu JUisi 3aCTOCYBaHHS y JE€pPMAaTOJIOTIi.
[TpoturpubKoBi mpenapaTd Ui cucTeMHoro 3actocyBanHs. TepOinadin. Kox ATX D01B A02.

Dapmakonoziuni 61acmueocmi.

Dapmakoounamika.

Tepbinadin € aniyamMiHOM, SIKHH Ma€ MIUPOKUH CHEKTp MPOTUTrPUOKOBOI Iii M10A0 i1H(EKLIN MmKipH,
BOJIOCCSI 1 HITTIB, CIPHYMHEHUX TaKMMHU nepmaroditamu, sik Trichophyton (manpuxmaz, T. rubrum, T.
mentagrophytes, T. verrucosum, T. tonsurans, T. violaceum), Microsporum (uampukiam, Microsporum
canis), Epidermophyton floccosum i apixxmkoBi rpudu poay Candida (manpukiaan Candida albicans)
ta Pityrosporum. VYV Hu3bKHX KOHLEHTpaIlisx TepOiHadiH YUHUTH (YHMIOUAHY M0  MIOJ0
nepMaToiTiB, TUIICHIBUX 1 JESKUX AUMOP(GHUX TpUOIB. AKTHUBHICTH IIOAO JPIXKIKOBHX TPHOIB
3aJIeKHO BiJl IXHBOTO BUAY MOKe OyTH (pyHrIUAHOIO a00 (QYHTICTaTUYHOIO.

Tep6inagin cnenudiyHO CHpHsie paHHBOMY eTalmy OlOCHHTE3y CTEepUHIB y KIITHHI Tpuba. Jlis
TepOiHadiHy 3AIHCHIOETBCS NUIAXOM 1HTIOyBaHHA (PEPMEHTY CKBaJIEHEMOKCUIAa3H Yy KIITHHHINA
MeMmOpani rpuba. lle mnpusBoguTh A0 JehIUUTY €procTeposy 1 /A0 BHYTPIIIHBOKIITHHHOTO
HAKONWYEHHsI CKBAJEHY, IO CIPUYMHSE 3arubenb KITUHU rpuba. Lleit ¢epmMeHT He HaNeKUTh 110
cuctemu uuroxpomy P450.

[Ipu 3acTocyBaHHI BHYTPIIIHBO TNpenapaT HAKOMMUYYeThCS B MIKIpI y KOHIEHTPALiAX, IO
3a0e3meuyroTh QYHTIIHUIHY IO TIpernapary.

Dapmaxokinemuxa.

[Ticns mnepopanbHOro mnpuiiomy TepOiHadiH nobpe BceMmokTyeThest (> 70 %); alcomoTHa
GiogoctynHicTs TepbinadiHy, o BXOAMTH 10 cknamy Jlamikony®, TabneTku, y pe3yibTari
MPECUCTEMHOTO MeTabomi3My cTaHoBUTH mpubmmzHo 50 %. Pa3oBa mepopanpHa mgo3a 250 wmr
TepOiHadiHy MOKa3ajga cepelHe 3HAUCHHsI MMIKOBUX KOHIEHTpawii y mia3mi kpoBi — 1,30 Mxr/mi yepes
1,5 ronuuu micng npuiiomMy mpemnapary. Y piBHOBaKHOMY CTaH1 MOPIBHSHO 3 OJHOPA30BOIO J0300



MaKcHMallbHa KOHIIeHTpallis TepOinadiny y riasmi KpoBi (Cmax) Oyia B cepenabomy Ha 25 % Bwuila, a
wioma ma (apMaKkOKIHETHYHOI KPHBOI «KOHIIEHTpamis—4ac» y 1wiazmi  kpoBi (AUC)
soutemyBaacst 'y 2,3 pasza. Ha ocnoBi 30umbmenHs miazmMoBoi AUC moke OyTH po3paxoBaHUU
edexkTuBHMA Tiepion HamiBBUBeNeHHS (~30 romuH). BkuBaHHS 1KI BUSBISE MOMIPHWHA BIUIMB Ha
6iomoctynHicth Tepbinadiny (36inpmenHss AUC na menme HiX 20 %), ajge He HACTUIbKH, 1100
notpedyBaTu KOpekiii go3u. OnHouacHe BXKMBAHHS 1KI 3 BHCOKHM BMICTOM JKHPIB YHOBUIBHIOE
BCMOKTYBaHHs TepOiHadiHy Ta 301bl1ye 610J0CcTYNHICT NpuOIN3HO Ha 20 %.

Tep6inadgin MinHO 3B’s3yeThest 3 Olnkamu miasmMu KpoBi (99 %). O6’em po3moaily MEepeBUITYE
2000 1. Bin mBuIKo nudyHAye yepes AepMy Ta KOHIEHTPYEThCA Y JIMO(Q1IIbHOMY pPOrOBOMY IIapi.
TepOinadin HakOMUUYETHCSA y JINMOoMiIbHOMY poroBomy mmapi. TepOiHadiH TaKOX BHIUISETHCA Y
MIKIPHOMY CaJli 1 TAKUM YMHOM JIOCSITA€ BUCOKHMX KOHIEHTpAI y BOJOCAHUX (OJiKyaax, BOJIOCCI Ta
IKipi, 30aradeHid MKIpHUM cajoM. TakoXX JOBEIEHO, 1o TepOiHadiH PO3MOAUISETHCS y HITTHOBI
TUTACTUHKH MPOTATOM IEPIIUX THKHIB IMicTs TOYaTKy Tepamii. Hemae nqocraTHix 1aHUX MO0 TOTO, YU
npoHukae TepOiHadiH dyepe3 IutaneHTapHuit Oap’ep. Menme Hik 0,2 % npuitHaToi ao03u
EKCKPETYeThCsl Y rpyaHe Mosoko. TepOiHadin mMeTabomi3yeTbes MBUIKO 1 €KCTEHCHUBHO 32 YYacTIO
npuHaiiMHi 7 i3o¢pepmenTiB CYP 3 icrotHuMm BHeckoM 3 6oky CYP2C9, CYP1A2, CYP3A4, CYP2CS
1 CYP2C19. Buacninok 6iotpancdopmanii TepOiHadiHy yTBOPIOIOTHCS META0ONITH, SKI HE MAloTh
MPOTUTPUOKOBOI aKTUBHOCTI 1 BUBOJSTHCS MEPEBaXKHO 13 ceueto. [lepioa HamiBBUBEACHHS Mpenapary
cTaHOBUTH 17 roauH. JIoka3iB 110,10 HAKOMYESHHS NIPENapaTy B OpraHi3Mi HEMae.

3MiH y (hapMaKOKIHETHUIl Mpenapary 3ajeKHO Bl BIKY MallieHTa HE CIOCTEPIraeThCs, aje MIBUAKICTh
BUBEJICHHS IIpEnapaTy 3 OpraHisMy Moxe OyTH 3HWKEHa y MAIliEHTIB 13 TOPYIIEHHAMH QYHKIIIT HUPOK
a00 TeYiHKH, 110 MPU3BOAUTD J0 MiABUIICHHS piBHA TepOiHadiHy B KPOBI.

BiomocTynHicts Jlamikony® He 3a1eXHUTh BiJ BAKHBAHHS TKi.

Hocnimkenns (apMakoKIHETUKHA Pa30BHX 03 IpernapaTy 3a Y4acTIO MAali€HTIB 13 MOPYHICHHSIMH
¢ynkuii HUpoK (kimipeHc kpeatuHiHy < 50 MiI/xB) a00 3 yKe ICHYIOUMMH 3aXBOPIOBAaHHSIMH MEYIHKH
MoKa3aju, o KiipeHc TepOinadiny Moxe OyTH 3MeHIIeHuH mpudiausHo Ha 50 %.

Kuainiuni xapakrepucTukm.

Ilokazannus.

['pubkoBi iHdekuii mKkipu 1 HIrTiB, cnpudauHeHi Trichophyton (wampukman, T. rubrum,
T. mentagrophytes, T. verrucosum, T. violaceum), Microsporum canis ta Epidermophyton floccosum.
1. Crpuryunii numaii (TpuxogiTis rIagkol MWKIpH, TPUXO(ITiA MPOMEXUHM 1 AepMaTodiTis cror),
KOJIM JIOKaJli3allisl Ypa)K€HHsS, BUPAXKEHICTh a00 MOIIMPEHICTh 1H(EKIIi 3yMOBIIOIOTh AOLIILHICTD
HepopasIbHOI Teparlii.

2. OHIXOMIKO3.

Ilpomunoxazanns.
["ocTpi a00 XpOHIYHI 3aXBOPIOBAHHS MEUIHKH.
I'inepuyTnuBicTh 10 TepOiHadiHy a00 10 OYAb-SIKUX TOMOMIXXHUX PEUOBHUH Mpenapary.

B3aemooia 3 inwumu nikapcoKumu 3acovamu ma iHuii 6UOU 63acmo0ii.

Bnaue inwux nikapcokux 3acobis na hapmarxoxinemuxy mepoinaghiny

VYV Merabomnizmi TepbiHadiny OepyTh yudacTh 130depmenTtH nuroxpomy P450 (CYP450). Kuipenc
TepOiHadiHy B IU1a3Mi KpOBI MOXKe OYTH MiJIBUIICHUHN MpenapaTaMy, IO 1HIYKYIOTh i (GepMeHTH, i
Moke OyTH 3HIDKEHHH  mpemapaTamu, 110 1HriOyroTh mutoxpoM P450. ¥V pas3i HeoOxigHOCTI
CYNyTHBOTO JiKyBaHHA TAaKUMH MpenaparaMd Jo3yBaHHs JlamikoHy® HOTpiOHO KOpHUIyBaTH
BIJIIIOBITHUM YHHOM.

Ineibimopu ¢hepmenmis

[{umetnauH 3HMKYBaB KiIipeHc TepOiHadiny Ha 30 % Tta minsunryBaB AUC Ha 34 %.

®nykonazon (inrioitop CYP3A4 ta CYP2C9) 36inburyBaB Cmax 1 AUC Tep6inadiny Ha 52 % 1 69 %
B1IMOB1THO. Take » 301bIIIEHHS TOKa3HUKIB MOYKE CIIOCTEPITaTUCS MPU OJHOYACHOMY 3aCTOCYBaHHI 3
tepOiHadiHoM mpenapariB, mo npurHiuyioTb CYP2C9 i CYP3A4, Takux sk a3oibHi (QyHrinuau
(KeTOKOHA30:1), MaKpOJIiAH1 aHTUOI0TUKU Ta aM10JapOH.

Inoykmopu ghepmenmis



Pudammninun (inagyktop CYP3A4) 3011biryBaB kiipeHc tepOinadiny Ha 100 %. IMToxaznuku AUC i
Cmax 3amxyBamucs Ha 50 % 145 % BignosiaHO.

Bnnue mepoinaghiny na chapmaxoxinemuxy iHuwux 1ikapcokux 3aco0ie

Cyb6cmpamu CYP2D6: nocmipkeHHs In Vitro ta in vivo BusiBuiId, 1o TepoOinadin npurnivye CYP2D6.
Taxki pe3ynabTaTy OUIbIIE CTOCYIOTHCS CYOCTaHIIIH, K1 IEPEBAKHO META0O0I3YIOThCS 32 YYaCTIO IIbOTO
dbepMeHTy, OCOOJMBO SKII0O BOHM MAalOTh BY3bKHA TEPAaNeBTHYHUN Jiana3oH (IUB. PO3ILI
«OcobnmBOCTi 3actocyBaHHs»). Lle cTrocyeThbcs Hampukiaa ACSKHX TpenapaTiB TaKUX KIaCiB:
TPULIMKJIIYHI AHTHJCTIPECAHTH, OeTa-OJIOKAaTOPH, CEJNIEKTUBHI 1HTIOITOPH 3BOPOTHOTO 3aXOILICHHS
CEpOTOHIHY, AaHTHApUTMI4YHI npenapatd (Bkmrouatoun kiac 1A, 1B Tta 1C) Tta inHribitopu
MoHoaMiHokcuaasu tuiy B (MAO-IS).

Tepbinadin 3MeHIIyBaB KiipeHc Ae3unpaminy Ha 82 % i 30inbpiryBaB AUC y 5 pasis.

VY mBuakux MeradosizatopiB CYP2D6 tep6inadin 30inbiryBaB KoedilieHT MeTab0IiYHOI B3a€MOIIT
nexcrpoMeropdany/nekctpopdany B ceui y cepennbomy B 16-97 pasis. Lle cBimuuTh mpo Te, 1m0
TepOiHadin ynoBinbHIOE MeTaboi3M cyoctpariB CYP2D6 y mBuakux merabomizaropie CYP2D6
(«EKCTEHCUBHUX METa0OoIi3aTopiB»), TOOTO METabOMI3M y [UX MAIIEHTIB MAKCHUMAJILHO BiAMOBIIA€E
MeTaboJ1i3My Y OBIIBHUX METa00113aTOPiB («CIa0KKX METa00I1i3aTOPIBY).

Cyocmpamu inwux gpepmenmie CYPA50: pe3ynbraTd JOCHTIKCHD, MPOBEACHUX IN VItr0 3a ydacTtio
3I0pPOBUX JOOPOBOJIBIIB, MOKA3YIOTh, 110 TepOiHA(IH Mae HE3HAYHWM MOTEHLIaN JJs MPUTHIYEHHS
abo TOCWJICHHS KIIPEHCY NpenapariB, sKi MeTaOoNi3yIOThCA 3a YYacTIO IHIIMX 130()OpM CHUCTEMHU
utoxpomy P450 (manpukian, TeppeHaauHy, TpHa3onaMy ado NepopaibHUX KOHTPAIICIITUBIB).

Tnwi memaboniuni wsaxu: TepOiHadin 30UTbIIYBaB KIIPEHC IMUKIOCTIOpHHY Ha 15 % (3MeHmIeHHs
AUC Ha 13 %).

MonuBicTe B3aeMOJil MK TepOiHAPIHOM Ta aHTHKOATYJISTHTAMH, IO 3a3BHYail MPU3HAYAIOTH, HE
BuBYasacs. [1i gac mociipkeHp 13 BaphapruHOM KOTHUX B3a€EMO/IINA HE CIIOCTEPIranocs.

[Tin 9ac KIIHIYHMX OCIIPKCHb BIJNOBIIHOTO BIUIUBY Ha (DapMaKOKIHETHKY KO-TPHMOKCA30Iy
(TpuMmeTONIpUMY Ta Cyiab(haMeToKca3oly), AUTOKCUHY, (uykoHa3ony, ¢eHa3oHy, TeodiniHy abdo
3UJIOBY/IMHY HE BHUSBIICHO.

Ocobueocmi 3acmocy8anus.

Jlamikon® 1 mepopanbHOrO 3acTOCYBaHHs CIJI 3aCTOCOBYBATH JHMINE TOMI, KOJH MicleBe
3aCTOCYBaHHS HEMOXKIIUBE.

QDyHKYia nevinKu

Jlamikon® y TabneTkax HPOTHMIIOKA3aHMIl MallicHTaM i3 XPOHIYHMM ab0 TOCTPUM 3aXBOPIOBAHHAM
nevinku. Ilepen npusHaueHHsM Jlamikony® B TabneTkax HEOOXiHO OIIHUTH BCi BXkKe iCHYIOWi
3aXBOpIOBaHHS NeviHku. Sk miHiMyM ciif BusHauutu piBeHb AJIT ta ACT st Toro, mo6 oTpumatu
BUXI1JIHI 3HAYCHHs I MOPIBHSHHA 1X 31 3HAUEHHSIMH, sIKi OyayTh OTpHUMAaHi MiJl yac JiKyBaHHA. Y
MAIIEHTIB 3 Y)K€ ICHYIOUMMH 3aXBOPIOBAHHSMM IE€UYIHKU KIIPEHC TepOiHa(piHy MOXKE 3HUKYBATHUCS
npubimzHo Ha 50 %.

['enaToTOKCUYHICTh MOXE 3yCTPIYaTHUCh y MAlI€HTIB 13 MONEPEIHIM 3aXBOPIOBAHHSIM MEUYIHKU Ta 0e3
HbOTO, TOMY DPEKOMEHJYEThCS MEPIOANYHMIA MOHITOPUHT (GYyHKLII MediHkd (uepe3 4-6 THXKHIB
JKyBaHHS). 3aCTOCYBaHHs MperapaTy CJiJ HeralHO MPUIMHUTH Y pa3l MiJBUINCHHS aKTUBHOCTI
NOKa3HUKIB (YHKIIOHAJPHUX MEYIHKOBUX TECTiB. Y TAIli€HTIB, fKi mpuiiMann TepOiHadiH Y
TabNeTKax, AyXKe PIIKO OyJId 3apeeCTpOBaHl BUIMAIKH TSHKKOI IEYIHKOBOI HETOCTATHOCTI (JI€SIKI 3 HUX
MaJld JIeTAIbHUN HacHiok abo mnoTpeOyBalnM MepecajykeHHs NedyiHKW). Y OUIBIIOCTI BHIAJKIB
MEeYIHKOBOI HEJIOCTATHOCTI TAIlIEHTA Majl CEPHO3HI OCHOBHI CHCTEMHI 3aXBOPIOBAHHSI (TUB. PO3ALIN
«[Iporunokaszanns» ta «I1o6iuHi peakiii»).

[TamieHTiB, sIKI TPUHMAIOThH Jlamixon®, ciip MONIEPEIUTH TIPO T€, IO MOTPIOHO HETaHO MOBIIOMHUTH
JiKaps npo OyIb-gKi 03HaKU ab0 CUMIITOMH, 1110 BKa3YIOTh Ha MOPYIIEHHS (QYHKIT MEUiHKH, TaKi K
MOCTIHA HYAOTa, BTpaTa amneTUTy, JKOBTSAHHI, OJIOBaHHS, TIJABUIIEHA BTOMJIIOBAHICTb,
NPaBOCTOPOHHIM OuNb y BepXHi MAUISHII JKUBOTA, TEMHHUH Kojip ceui abo 3HeOapBiieHi
BUIMOpPOXHEHHA. [lamieHTam 13 IUMH CHMITOMaMH CJiJi MPUIUHUTH 3aCTOCYBaHHS TepOiHA(IHY
NepopaIbHO, a PYHKIIIIO NEUiHKY Hali€HTa MOTPiOHO HEraifHO OLIIHUTH.

Peaxkyii cinepuymausocmi/cepiio3ni wiKipHi peakyii



Jy’)xe pioKo TMOBIIOMIISUTM TIPO TOSIBY CEPHO3HMX peakiliii 3 OOKy MIKipu (HAmpHUKIad, CHHIPOM
CriBeHca-J/[>KOHCOHA, TOKCHUYHMU eMiepMajbHUIA HEKpONi3, BHCUINAHHSI 3 €03uHO(iTiel0 Ta
cucreMaumu cumnTomamu (DRESS-cunapom)) y maiieHtiB, fKi oTpuMmyBanu TepOiHadiH y
tabnerkax. Sk 1 mkipHi peakmii Ta eosunodinis, DRESS-cunapom moxe oxorumoBaTH OAuH a0o
OinbIIe OpraHiB, CHPUYMHSIOYM T'eNAaTUT, IHTEPCTULIATILHUNA HE(GPUT, IHTEPCTUIIATILHUNA TTHEBMOHIT,
MIOKapAWUT, MEpUKApAUT. Y pa3i BUHUKHEHHS MPOrPECYIOYMX BHCHUIIAHb HA IIKIpi abo 1HIIHMX
MOYJIMBUX CHMITOMIB IilepuyTIMBOCTI TiKyBaHHs JlamikoHOM® y TabeTkax MoTpiOHO IPUMHHHUTH.
Yepsonuii 608uax/ncopias

Jlamixon®™ ¢t 3 06epekKHICTIO 3aCTOCOBYBATH MAIliEHTAM i3 TICOPia3oM, 3i IIKipHUM a60 CHCTEMHHM
YEpBOHMM BOBYAKOM, OCKUIBKM HAJIXOIWIM TIOBIJOMJICHHS TIPO BHIAQJKH 3arOCTPEHHS IUX
3aXBOPIOBAHb.

T'emamonoeiuni echexmu

Jyxe piAKo MOBIAOMIISUIM PO MATOJOTIUHI 3MiHM 3 OOKY KpoOBi (HEWTpOIEHis, arpaHyIOIHUTO3,
TPOMOOIIUTONEHIS, TAHIIMTOIICHIS) Y MAIIEHTIB, K1 OTpUuMyBaiu TepOiHadin y Tabmerkax. HeooxigHo
OLIIHUTH MPUYMHY BUHUKHEHHS Oy/b-5IKO1 MAaTOJIOT14HOI 3MiHM 3 OOKY KPOBI Y MALlI€HTIB 1 pO3TISHYTH
NUTAHHS OO0 MOXIIMBOI 3MIHHM PEXKUMY JIIKYBaHHS, Yy TOMY 4YHCII IIepEepUBaHHS JIKyBaHHS
npenapatoM Jlamikon® y TabneTkax.

Huprosa ¢ynxyis

3acrocyBanHa TepOiHadiHy B TabiMeTKax Nami€eHTaM i3 MOpPYMIEHHSIMH (QYHKIII HUPOK (KJIipeHc
KpeaTuHiHy MeHiie 50 mi/xB abo piBeHb KpeaTHHIHY B cupoBaTii KpoBi Ouibmie 300 MKMOIB/1) HE
OyJI0 BUBUEHO HAJIC)KHUM YHHOM 1 TOMY HE PEKOMEHIYEThCS.

Bzaemooii

Jocmimkenns in Vitro ta in vivo BusiBWIM, Mo TepOiHa(iH € IHriOITOPOM MEYiHKOBOIO (EPMEHTY
CYP2D6. Cnixg perenbHO KOHTPOJIOBATH CTaH MAII€HTIB, SKII0O BOHU OJHOYACHO 3aCTOCOBYIOTh
npermapaT, SKi MeTabomi3yrThCs MepeBakHO 3a ydactio ¢epmenty CYP2D6 (mampukian,
TPUIIMKIIIYHI aHTHJCTIPECAHTH, OeTa-0JIOKaTOpPH, CEJICKTUBHI i1HTIOITOPH 3BOPOTHOTO 3aXOIUICHHS
CepOTOHIHY, aHTHApUTMiuHI mpemaparu (Bxmoudaroun kiaac 1A, 1B rta 1C) abo inribitopu
MOHOAMIHOKCHIa34 TUIY B), 0c00IMBO SAKIIIO I1i MpenapaTy MarOTh BY3bKHii TepaNeBTHYHHIA Aiara30H
(muB. po3nin «B3aemois 3 IHIIMMH JTIKapCHhKUMU 3ac00aMU Ta 1HII BUIU B3AEMOIIN).

3acmocysanns y nepiod sacimnocmi abo 200y8amnus epyooro.

JlocniKeHHsT penpolyKTUBHOT TOKCUYHOCT] Ha TBapUHAX MMOKa3aJId, 110 PU3HUK VIS 11JI0J1a BIJICYTHIH,
OJIHaK KOHTPOJIbOBaHI1 KJIIHIYHI JOCIIJIKEHHS Y BariTHUX KIHOK HE IPOBOIUIIUCH.

Koiniunmii 10cBi 3acTocyBanHs Tep6GiHadiHy BariTHUM KiHKaM Jyxe oOMmesxenuii, Tomy Jlamikon®
HE CJII/1 3aCTOCOBYBATH Yy TIEPI0JI BariTHOCTI, OKPIM BUIIAJKIB IBHOT HEOOX1THOCTI.

Hes3nauna kinbKicTh TepOiHA(iHYy NPOHHUKAE Y TPYJHE MOJIOKO, TOMY JKIHKH, SIKi TOAYIOTh TPYAJIIO0, HE
TNIOBMHHI 3acTocoByBaTH Jlamikon®.

30amuicmv enausamu Ha WBUOKICMb peakyii npu KepyeanHi a8MOMPAHCNOPMOM abo THWUMU
MexarizmMamu.

BianoBigHi nociipkeHHs He TpoBoauiucs. llamientam, y sIKUX 3 SBISIETBCS 3allaMOPOYCHHS Ta
MOPYLIEHHS 30py SIK HeOakaHuM eeKT Ha 3aCTOCYBaHHs npenapaty (AuB. po3ain «I1o6iuHi peakiii»),
CJIJI YHUKATH KepyBaHHS TPAHCHOPTHUMH 3ac00aMH Ta poOOTH 3 MeXaHi3MaMH.

Cnocio 3acmocysannsa ma 003u.

[Tpenapat npu3HaueHU A MEPOPATBLHOTO 3aCTOCYBaHHs. TabiaeTku MoTpiOHO KOBTATH, 3alMBAIOYU
BOJIOI0, Oa)kaHO B OJMH 1 TOH ke 4yac A00u. TabneTKkn MOXXHA MPUHMATH HE3aJICKHO BijJ BXKHUBaHHS
xi.

Jopocnum npusnayat o 1 tabnetni 250 mr 1 pa3 Ha 100y.

TpuBanicTe JiKyBaHHS 3aJ€KUTh BiJl XapakTepy 1 TSDKKOCTI mepediry 3axBoproBaHHs. HeoOximHo
CJIIIKYBaTH 3a TUM, 11100 JIIKyBaHHs OYJI0 MTPOBEIeHE MPOTATOM HaJIEKHOTO nepiony yacy. Henanexxna
TPUBAJICTD JIKYBaHHS Ta/ab0 HeperyysipHe 3aCTOCYBaHHS MpenapaTy MOXKe NMPHU3BECTH 10 PELUAUBY
iHpekii. Caixg 1oTpuMyBaTHCS IPABUII OCOOUCTOI TTIEHH JIs TTONepeaKeHHs peiHdekii (3 HUKHbOI
OLTHM3HM, IIKAPIIETOK, B3YTTS).



Inghexyii wixipu

Pexomen10BaHa TPUBANICTh JIIKYBAaHHS:

* nepMaTodiTist cTom (MiXKIaIbIEBa, M1OIMIOBHA/TUITY «MOKACUHNY) — 2-6 THIKHIB,

* Tpux0(]iTis TIAAKOI WKIpH — 4 THKHI;

* Tpux0QiTisg MPOMEKHHHN — BiJ 2 10 4 THKHIB,;

* MIKIpHUH KaHAUI03 — BiJ 2 10 4 THXKHIB;

* Tpux0QiTis BOJOCUCTOI YaCTHHU TOJIOBH — 4 THIKHI;

* OHIXOMIKO3, CIpUYMHEHUH nepmaroditamu — 6—12 TwkHIB. bk TpuBane JnikyBaHHS MOXe OyTH
noTpiOHE MarieHTaM i3 NOBIILHAUM POCTOM HIrTiB.

Inghexyii niemis nanvyis: y OUIBIIOCTI BUTIAIKIB JOCTaTHBO 6 TH)KHIB JIIKYBaHHS.

Inghexyii 6enuxoco nanvys Ho2u: y OUTBIIOCTI BUITAIKIB TOCTAaTHBO 12 THXKHIB JTIKyBaHHS.

VY mnarieHTiB 13 rpuOKOBUMHU iH(MEKIIIMH HITTIB KIIHIYHMA €(EeKT HacTae 3a3BUYail uyepe3 KilbKa
MICSIIIB IMiCTISl MIKOJIOT1YHOTO JIiKyBaHHS. Lle moB’s13aHe 3 Bi{pOCTaHHSIM 37J0POBOTO HITTSL.

Ocobauei nonynayii

Tayicumu i3 nopywenuamu Qynkyii neuinku

Jlamikon®, TabneTKH, MPOTHIOKA3aHMII MAI[icHTaM i3 XPOHIYHMM ab0 TOCTPUM 3aXBOPIOBAHHIM
TICYiHKY.

Tayieumu i3 nopywenuamu QyHkyii Hupox

3actocyBanns Jlamikony® B TabneTkax NalieHTaMm i3 TopymeHHAMH (YHKIIi HEpOK He Oyiio
HAJIe)KHUM YHUHOM BUBYEHO, TOMY HE PEKOMEHYEThCSA 11i TPyl XBOPUX.

Hayienmu nimuvo2o 8iKy

Jloka3iB TOro, IO NAaI[ieHTH JITHROTO BIKY BHMAararoTh 3aCTOCYBaHHSA [03 I[Ipemapary, sKi
BIJIPI3HSIOTHCS BiJ] TAKKX Y MALlI€HTIB MOJIOALIOTO BiKy, HeMae. Y il BIKOBiH rpyIi nmpy 3acTOCyBaHHI
mpernapary CJiJl B3SITH 10 YBard MOXKJIMBICTh MOPYIIEHb (QYHKIIIT e4iHKH a00 HUPOK.

Ilpoyeodypa y pa3zi nponycky nputiomy 003u

Sxuro marieHT 3a0yB NPUWHATH YEProBy 03y Mpenapary, HACTYINHY A03Y CIiJ NPUUHITH sSKOMOra
MIBHJIIE, SK TUIBKM BiH mpo mne 3ramae. OOHak, BpaxoBYIOUYM (apMaKOKIHETHYHI BIIACTHBOCTI
TepOiHadiny, IpomyIeHy 103y He Ci1 MpUHMaTH, SKIO 1HTepBal MiX MPUIOMOM MPOMYLIEHOI 103U
1 IpUHiOMOM HACTYITHOI 1031 CTAaHOBHUThH MEHIIE 4 TOJIUH.

Jimu.
Jani mono 3acrocyBaHHs TepOiHagiHy JITAM OOMEXeHi, TOMY HOro 3acTOCYBaHHS He
PEKOMEHIYETHCS 1111 BIKOBIM KaTeropii MaIli€HTiB.

Ilepeoo3ysanns.

Binomo mpo nexinbka BUNAJAKIB Mepeno3yBaHHs (MpuiloM BHYTpilIHBO a0 5 r TepbiHadiny). ITpu
IbOMY BiJMIYanucs TOJIOBHUN Oulb, HyAOTa, OUIb B emiractpii i1 3amamopoueHHs. JlikyBaHHS, sKe
PEKOMEH/IYEThCS Yy pa3i Mepeio3yBaHHs, BKII0YAa€ BUBEJCHHS Mpenapary, HacaMmIiepes 3a I0IOMOI 00
AaKTHBOBAHOTO BYTUUISL, Ta y pa3l HEOOXIAHOCTI — 3aCTOCYBAHHS CHUMITOMATHYHOI MIATPUMYBAIbHOI
Teparnii.

Ilo6iuni peaxuii.
JI71s OIIHKM 4acTOTH BUHMKHEHHS PI3HUX MOOIYHMX peakiliii BUKOPUCTaHA Taka Kiacudikariis: mayxe

gacto (> 1/10); wacro (> 1/100,<1/10); meuacto (>1/1000,<1/100); piazko (>1/10000, <1/1000);
ayxe piako (<1/10000); vacrora HeBizoMa (He MOXKHA BCTAHOBUTH Ha OCHOBI HasiBHUX JaHUX).

3 boky kposi ma nimgpamuunoi cucmemu
Heuwacro Anemist
Hyxe pigko Heiitponenis, arpanynonuTos, TPOMOOLMTONEHIS, TAHIUTOIEHIS

3 6oky imyHHoi cucmemu




Jlyxe pinko

Yacrora HeBigoMa

Amnadinakroinni peakuii (y Tomy uncii HaOpsik KBinke),
MIPOTPECYBAaHHS Ta 3arOCTPEHHS IIKIPHOTO 1 CHCTEMHOTO YEPBOHOTO
BOBYAKa

AHadinakTHYHA peaKIlis; peakiii, o i0H1 10 CUMIITOMIB
CHPOBATKOBOI XBOPOOH (y T.4. BUCHUIIAHHS, CBEPO1K, KPOITUB’ SIHKA,
HaOpsK, apTpalris, Tapsuka Ta HaOpsIK JiM(OBY3JIiB)

Po3znaou memabonizmy ma sncusnenms

Jy»xe gacTo

Heuacto

Tcuxiuni pozraou

Yacro

Heuacro

3 boky Hepsosoi cucmemu
yxe gacto

Yacto

Heuacto

Hyxe pigko
YacroTa HeBigoMa
3 boky opeanie 30py
Yacto

Yacrora HeBiI[OMa

Brpara aneruty

Brtpara macu Tina (BHaCIiI0K IUCTEB3i1).
[ToBimomIsIM PO TSKKI OKPEMi BUITAIKU 3MEHILICHHS BXKUBAHHS
XK1, 1110 MPU3BOAMIIO JI0 3HAYHOI BTPATH MACH Tija

JHenpecis

Hecnokii

T'onoBHUi1 01k

3amaMOpoOYeHHs, IHCTEeB3id ax g0 BTpaTH cMmaky. llopymeHHs
BIIUYTTSI CMaKy, y TOMY WYHMCIi BTpara CMaKy, LIO 3a3BHYAii
BiJTHOBJIIOIOTHCSI MICHIsI MPUITMHEHHS TPUAOMY TIpernapary

[Tapectesis, rinecresis
Criiika gucreB3is

INmocwmist, aHOoCMisl, BKITFOUAIOUH MTOCTIHHY aHOCMIIO

[Topymenns 30py

HeuiTkuii 3ip, 3HIKEHHS TOCTPOTH 30py

3 6oky opeanis cryxy ma pignosazu

Heuacto
YacroTa HeBitoMa
3 boky cyoun

YacroTa HEBiZOMA

[IIym y Byxax

TyroByxicTb

Backymit

3 60Ky WIITYHKOBO-KUUWIKOB020 mpaKm)

Jyxe gacTo

YacroTa HEBIZOMA

BinuyTTs mepenoBHEHHs NUTyHKA, AMCIHENCis, HYJAO0Ta, MOMIPHUI
O1Tb y IIJISHIN XKUBOTA, Jiapest

[Tankpearut




3 60Ky neuinku ma Hco8UOBUBIOHUX ULTAXIG

Pigxo

[TeuinkoBa HEOCTATHICTH, MMiIBUIICHHS PiBHSA (DEPMEHTIB NMEYiHKH,
YKOBTSHHUIISI, XOJIECTa3 1 TeMaTuT (BKIOYAIOUN BUIIAIKH ITEYiHKOBOL
HEIOCTATHOCTI 3 JIETAJbHUM HACIIAKOM a00 BHIIaJKH, IO
MOTpeOyBaIM MEePECaKEHHS TEUIHKH, TUB. po3ail «OcobauBoCTi
3aCTOCYBAHHS)

3 60Ky wiKipu ma niOWKIPHOT KILIMKOBUHU

Hyxe gacto

Heuacto

Jlyxe pinko

Yacrora HEBiAOMA

Bucunanus, kponus’siHKa
DOTOUYTIUBICTh

Adorertis, mcopia3onoaiOHi BUCHITAHHS a00 3aroCTpeHHs TIcopiasy,
TOKCUKOJAEpPMisi, eKchOoIaTUBHUKA Ta OyIbO3HUU  JEpPMaTHT,
MyabTH(GOpPMHA epuTeMa, cuHapoM CriBeHca—/[)KOHCOHA, CUHAPOM
Jlafiennma  (TOKCHMYHUK  emijepMajbHUKA  HEKPOJi3), TOCTpUM
TeHEePATI30BaHUH €K3aHTEMATO3HUN MTyCTYIIH03)

MennkaMeHTO3HE BHCHUIIAHHS 3 €03MHO(DITIEI0 Ta CHCTEMHHMH
CHMIITOMaMHU

3 boky ckenemuo-m ’a3060i cucmemu ma cnoiy4HoOl MKAHUHU

Jyxe gacto

Yacrora HEBiAOMA

ApTparis, Mianris

Pabomionis, migBuIeHHS piBHS KpeaTHH(OCPOKiHAZH

3azanvui posnadu ma peaxkyii y micyi 66e0eHHs

Yacto
Heuacto

Yacrota HeBiI[OMa

Tepmin npuoamnocmi. 3 poxu.

BucHaxeHicTb
lapsiuka

I'punonoai6HI 3aXBOPIOBAHHS

He 3acTocoByBaTu npenapar micisi 3aKiHYEHHs] TEPMIHY IPHUIATHOCTI, 3a3HAYEHOT0 Ha YIaKOBIIl.

YmoBu 30epiranns. 30epiraTi B OpUTiHAJNBHIA yNakoBll Hpu Temmneparypi He Buumie 25 °C.
30epiraTy y HEIOCTYITHOMY IS 1ITE€H MicCLii.

Hecymicnicms. Hepinoma.

YnakoBka. [lo 7 Tabnerox y 6micrepi. ITo 2 Gmictepu y mauri.

Kareropis Binmycky. 3a peentom.

Bupoouuk. AT «Dapmak».

Micue3naxoa:keHHs1 BAPOOHMKA Ta HOro agpeca Micusi IPOBA/KeHH TiJIbHOCTI.
Vkpaina, 04080, m. Kuis, Byn. Kupuiisceka, 74.

JaTta octannboro neperiasay. 20.01.2021.



