IHCTPYKIIA
JJIS1 MEIUYHOT0 3aCTOCYBAHHS JIKAPCHKOT0 3ac00Y.

JJEPKAMEH'' 10
(LERCAMEN ' 10)

Cknao:

diroya peyoguna: 1 TabneTka, BKpUTa IUTIBKOBOKO 0OOJIOHKOI0, MICTUTH JIEpKaHIAUMIHY Tiapoxuopury 10 mr, 1o
€KBI1BAJICHTHO JIEpKaHIUMiHY 9,4 MT;

00NOMIdICHI peyouHU: TAKTO3W MOHOT1IpaT; 101032 MIKPOKPUCTAIIYHA; HATPII0 KPOXMANIBIITIKOIAT (TUIT A);
MIOB1JI0OH; MarHif0 creapar; 06ononkaOpadry OY-SR-6497; no ckiamy ko1 BXOIAATHIIIIPOMENI03a, TATbK, THTAHY
niokeun (E 171), momietunenriikoib, 3amiza okcup (E 172)

Jlikapcbka ¢opma. TabneTky, BKPUTI ITIBKOBOIO 000JIOHKOIO.
Ocnogni Qizurxo-ximiuni 61acmugocmi. >KOBTI KPYTITi TBOOITYKJI Ta0JIETKH, BKPUTI TUTIBKOBOKO 00OJIOHKOIO, 3
PHUCKOIO 7Sl TOJLTY 3 OTHOTO OOKY.

dapmakoTepaneBTHYHA rpyna. CeJeKTHBHI aHTarOHICTH KaJIbIIiI0 3 OCHOBHOIO Jli€to Ha cyauHu. Kox ATX
CO08C Al3.

Dapmakonoziuni e1acmueocmi.

Dapmaxoounamixa. JIepkaHIAUITIH — 116 aHTATOHICT KaJIbLII0 IUT1APOMPUINHOBOI TPYIIH, IO MPUTHIUYE
TpaHCcMeMOpaHHUH MPUILTUB KAJIBIII0 Y KIITHHU CEepIld Ta TIaleHbKUX M’ s13iB. MexaHi3M ioro il 00yMoBIeHHI
IPSMOIO PEJIAKCYIOUOI0 JII€I0 Ha M’SI3U CYAMH, BHACIIOK YOT0 3HWXKYETHCS 3arajibHUM nepudepryHuii omip
cynuH. He3Baxaroun Ha KOpOTKUI NIEp10/ HAIlIBBUBEACHHS JIEPKaHIIUIIIHY, BIH Ma€ IPOJIOHTOBaHy
AHTHUTINEPTEH3UBHY 10 32 PaXyHOK BHCOKOTO KoedillieHTa MEMOPaHHOTO PO3MOALTY 1 M030aBIeHUN HETaTUBHOT
IHOTPOITHOT A1 3aBASIKM HOTO BUCOKIM CYAUHHIN CeNeKTUBHOCTI. OCKUIBKY Ba30IuIaTAaIlis, CIPUYMHEHA
JIEpKaHIIUIIHOM, B1I0yBa€ThCS MOCTYIOBO, TO TOCTPA TMOTEH31s 3 pehICKTOPHOIO TaXiKapAi€l0 Y XBOPUX Ha
apTepiajgbHy TIMEPTEH31I0 CIIOCTEPIraeThCs PiIAKO.

Dapmarokinemuka. JIepkaHiIUIIH MTOBHICTIO BCMOKTYETbCS MICIIs IEPOPAILHOTO 3aCTOCYBaHHS, @ MAKCHMaJIbHA
KOHIIEHTpalllsl y I1a3Mi KpoBi ocsiraeThes uepes 1,5-3 roaunu. BHaciinok BUCOKOTro MeTabo1i3My IpU NEPIIOMY
MIPOXO/KEHHI Yepe3 MeUiHKy a0cotoTHA 610J0CTYMHICTh JEPKaHIAUIIHY IPUHHATOTO MAaIi€HTOM MIcs iy,
CTaHOBUTH MpuOIM3HO 10 %, mpu boMy BOHA 3MEHIY€ETHCS 10 1/3 bOTO 3HAYECHHS, SKIIO penapaT
3aCTOCOBYBAJIH 3/10POBi JOOPOBOIIBII HaTie. BioJOoCTyMHICTD JEpKaHIANIIIHY MicCIs IEPOPATHEHOTO PUHOMY
301IBbIIYETHCS B 4 pa3u, SKILO HOro NpUiMaTy He Mi3HIIIE K Yyepe3 2 TOAUHMU MICI BXKUBAHHSI Ty’Ke XKUPHOT TKI,
TOMY Ipenapar ciijJl npuiimMatu nepes npuiioMoM iki. CTymiHb 3B’A3yBaHHS JIEPKaHIJUITIHY 3 OlIKaMHU CUPOBATKH
nepesuinye 98 %. EniMinaris Bii0OyBaeThCs B OCHOBHOMY NUIIXOM OioTpaHcdopmartii. CepenHiit mepion
HaliBBUBEIECHHS CTaHOBUTH 8-10 roauH, a TepaneBTUYHA /i TpUBAE 24 TOAMHU BHACIIIOK BUCOKOT'O CTYTIEHS
3B’sI3yBaHHsI JIEPKaHIAUIIIHY 3 JIiNiJHOI MeMOpaHoto. [Ipu moBTOpHOMY 3aCTOCYBaHHI KyMyJIsLlis HE
cnoctepiranack. [Ipu nepopaibHOMy 3acTOCYBaHHI JIEpPKaHIUITIHY HOT0 KOHIEHTpallis y MiIa3Mi He € MPSIMO
MPONOPLIHHOO 10 MPUNHHATOI 103U (HemiHiHa KiHeTHKa). [licas npuitomy 10, 20 1 40 Mr MmakcumanbHi
KOHIIEHTpaIlli y Ma3Mi KpoBi, SIKi CIIOCTEpirainucs, Majiu CIiBBiAHOIIEHHS 1:3:8, a Mo mijg KpUBUMHU 3aTI€KHOCTI
KOHIIEHTpALli BiJ 4acy y Iu1a3Mi Majiu criBBiHOLEHHS 1:4:18, 1110 BKa3ye Ha OCTYNOBE HACHYEHHSI META00II3MY
[IPH MIEePIIOMY MPOXOKeHHI. TakuM YMHOM, 0100CTYIHICTh JIEPKaHITUIIHY 3017bIIYETHCS 13 M1ABUILEHHSIM JI03H.
Bbyno noka3zaHno, 1m0 (apMakoKIHETHKA JIEPKAHIAUITIHY Y MALI€HTIB JITHHOTO BIKY Ta y MAlLll€HTIB 3 3HIKEHUMU
MOKa3HUKaMH (PyHKIIIT HUPOK a00 MeYiHKU c1abKoro abo cepeaHbOro CTYMEHs TSKKOCTI MoAiOHa 10 TaKoi, 110
CIIOCTEPIraeThCsl y 3arabHil TOMYJAIil. Y XBOPHUX 13 TSHKKUM CTYTIEHEM TUCQYHKIIIT HIPOK a00 y XBOPHX, IKHM
IPOBOJATHCS CEaHCH TeMoliani3y, KOHLEHTpallii JikiB Oyu BummuMu (npudauszHo 70 %). Y xBopux 13 cepeHim
a00 TSHKKUM CTYyTIEHEM MOpYyIIeHHs (PyHKIIIT MeYiHKN cucTeMHa 010J0CTYIHICTD JICPKaHIIUTIiHY, IMOBIPHO,
301IBIIYETHCSI, OCKITBKU BiH METa0013y€THCS TOJIOBHUM YHHOM Y TI€UiHIII.

KutiHiyHI XapaKTepUCTHKH.



Ilokazannus.
EcenmianpHa rinepTeH3is Jerkoro abo MOMipHOTO CTYTEHSI TSAKKOCTI.

Ilpomunokazanna. [ligBuIieHa 9y TIUBICTH 10 10401 PEYOBUHU, 10 1HIIUX JUT1APOMIPUANHIB 200 10 OyAb-IKOTO
KOMITOHEHTa Tipernapary. JKiHKH perpoIyKTHBHOTO BiKY, SIKIIIO BOHH HE 3aCTOCOBYIOTh KOHTPAIICTIIIIIO.

OOcTpyKItisi CyIuH, 110 BUXOAATH 13 TIBOT0 NUTyHOUKa. HemikoBaHa 3acTiifHa cepiieBa HeqocTaTHICTh. HectabinbHa
cTeHokapis. Tsokki mopymeHHs GyHKIiT medinku abo HUpok. [Ipotrsrom 1 micsus micns iHpapKTy MioKap/a.
OpHouacHe 3acTocyBaHHs 13: cuiibHUMM iHTi0iTOpamu CYP 3A4, nuKI0CIOPHHOM Ta COKOM rpeingpyTa.

B3aemodia 3 inmumu nikapcoKumu 3acovamu ma iHuwii 6UOU 63a€MO0Ill.

Sk Bimomo, JiepkaHigumnia Metabomizyerbes min BiumBoM pepmenty CYP 3A4, i Tomy iHTIOITOpH Ta iHAYKTOPH
1Or0 (PEPMEHTY, 1110 3aCTOCOBYIOTHCS Pa30M 13 JIEPKaH1AUIIHOM, MOXYTh BIUIMBAaTH Ha MpoLiec Horo Meradbonizmy
ta eniminamii. Ciil yHUKaTH ofHOYacHOTO 3acTocyBaHHs Jlepkameny 10 3 Takumu inribitopamu CYP 3A4 sx
KETOKOHA30J1, ITPaKOHA30J1, pUTOHABIP, EPUTPOMILIMH, TPOJIEaHAOMIIUH. JIOCIIPKEHHS TOKa3alHt, 1110 OJHOYaCHe
3aCTOCYBAaHHS KETOKOHA30J1y 3 JIEPKAHIAUIIIHOM IPU3BOIUTH /10 3HAYHOI'O MIABUILEHHS Yy MJ1a3M1 KPOB1
KOHIIEHTpAIlli OCTaHHBOTO. SK JJIs JepKaHiIUIIHY, TaK 1 A1 HUKIOCIIOPUHY CIIOCTEPIranocs 301UIbIIeHHS 1X
KOHIICHTpAIIli B IJIa3M1 B pe3yJIbTATi CIIUIBHOTO 3aCTOCYBaHHS. J{0CIiKEHHS, 10 TPOBOIUIIOCS HA MOJIOANX
3I0POBUX TOOPOBOJIBIIIX, OKA3AJI0, 1O AKIO NPUHOM IUKIOCTIOPUHY 311HCHIOBABCS uepe3 3 TOJUHHU Micis
pUiioMy JIEpKaHIIUIIHY, TO KOHIIEHTpAllisl IEpKaHIAUIIIHY B IU1a3Mi HE 3MiHIOBaBc, To1 sk 3HaueHHs AUC nns
LUKJIOCTIOpUHY 301bIryBanocs Ha 27%. OnHak cniibHUM npuiiom JlepkameHy® 3 HUKIOCHOPHUHOM BUKIIMKAE 3-
KpaTHe 30UIbIIEHHS] KOHLIEHTpALli JepKaHIIUIIIHY B 1J1a3Mi 1 3011b11eHHs 3HaueHHAUC 1715 IUKJIOCIOpUHY Ha
21%. Cik rpeiin¢pyTta BriBae Ha MetaboiizM Jlepkameny' 10, 1110 Moke NPU3BECTH 10 30UIBIIEHHS HOro
aHTUTINIEPTEH3UBHOI i1, TOMY IpenapaT He CJij 3anuBaTh LUM cokoM. OHOYaCHE 3aCTOCYBAaHHS MiJJa30JIaMy Ta
JepKaHiAMIiHY y 1031 20 Mr mpu3BoauiIo 1o 30uibiieHHs Ha 40 % BCMOKTYBaHHS JIEPKaHIIUIIIHY Ta 3MEHIICHHS
IIBUKOCTI HOTO BCMOKTYBaHHS (3 TOAWHU 3aMiICTh 1,75 roauHM 151 JOCATHEHHS MaKCUMaJIbHOT KOHIICHTpAIIIT).
Cnin 6yt 00epexHUM IIpU 0JJTHOYacHOMY 3acTocyBaHHi Jlepkameny' 10 3 iHmmmu cyocrpatamu CYP 3A4,
TaKUMHU K TepPeHaINH, aCTEMi30J1, 3 aHTHAPUTMIYHUMHE 3acobamu kiacy 111 Takumu sik amiogapoH, kBiHiAuH. J{0
oJHOo4yacHoOro 3acrocyBaHHs Jlepkameny ' 10 3 ingykropamu CYP 3A4, Takumu sik (eHITOTH, KapbaMaszeriH i
puaMIinuH, CIiA NIIXOAUTH 3 00EpEkKHICTIO, OCKITIBKHA MOKE 3MEHIIUTHCH aHTUTIIEPTEH3UBHA Jisl, TOMY Y
TAKOMY BHUIIJKy CJiJ 4acTillle KOHTPOIIOBATH apTepiaibHUil THCK. OIHOUACHE 3aCTOCYBaHHSA METOIPOJIONY 3
JIEpPKaHIIUIIIHOM MPU3BOJUTH JI0 3MEHILIEHHS 01010CTyHOCTI ocTaHHBOro Ha 50 %. BiporiaHo e moB’s3aHo 31
3MEHIIIEHHSIM MEYiHKOBOTO KPOBOTOKY, 1110 CHPUYMHIOEThCS OeTa-aapeHobmokaropamu. OTxe, IepKaHiJUMiH
MO’KHa 0€3 3aCTepexeHb 3aCTOCOBYBATH 13 OeTa-aIpeH00I0KaTOpaMu, ajie P [[bOMY MOXKE 3HaJ00UTHCh
KOpHUTyBaHHS Horo go3u. JlociKeHHs moA0 B3aeMoii 3 GuryokceTuHoM, iHrioiTopom CYP2D6 ta CYP3 A4,
MOKa3aJIM BIICYTHICTh KJIIHIYHO 3HAUYyIIKX 3MiH ()apMaKOKIHETHKH JiepKaHiaumiHy. O1HOYacHE 3aCTOCYBaHHS
numeTuanny mo 800 Mr Ha 100y He CIPUYUHSE CYTTEBUX 3MiH KOHIIEHTpAllii JepKaHiIUIIHY B KPOBI, ajie IpH
OUThIIIOMY JTO3yBaHHI Tpeba OyTH 00epeKHUM, OCKUTBKH MOXKE 30UTBITUTHCH 010/TOCTYITHICTh 1 AHTUTINIEPTEH3UBHA
Jis nepkaHiguminy. OqHo4YacHe NpU3HaueHHs JepKaHIAUIiHY y 1031 20 Mr Ta 0eTa-MeTHJIAUIOKCUHY He
MIPU3BOUTH 70 IXHBO1 (hapMaKOKIHETHYHOI B3aeMoil. OTHOYaCHE 3aCTOCYBaHHS JUTOKCHHY 1 JIEPKAHITUIIIHY Y 1031
20 Mr npu3BOAUTSH J10 MiJBUILEHHS KOHIEHTpalii JUrOKCUHY B KpoBi Ha 33 %, TOMY XBOPHX, SIKi OZJHOYACHO
3aCTOCOBYIOTH IMTOKCHH Ta JICPKaHIIUIIH, TpeOa peTebHille KOHTPOIIOBATH MOXKITUBI MPOSIBH 1HTOKCHKALIi i
nurokcuHoM. Konu nepkanigumis y 1031 20 M 0lHOYaCHO 3aCTOCOBYBATH 13 CUMBACTaTHHOM Yy 1031 40 mr,
nokasHuk AUC a1 nepKaHiIuIliHy 3MIHIOBABCSl HE3HAUHO, TO1 5K nmoka3Huk AUC 1y1si CHMBacTaHTUHY
301bIIyBaBcs Ha 56 %, 1 11el ke MOKa3HUK JIJIs HOro aKTUBHOTO METa0O0MITY |-OKCUKUCIOTH — Ha 28 %.
MasnoiMoBIpHO, 1110 TaKi 3MIHH € KJIIHIYHO 3HauylIMMH. B3aemMo1ii MokHa HE OYIKYBaTH, SKILO JIEPKAHIAUITIH
MpuiiMaTy BpaHIli, a CAMBACTaTHH yBeuepi. [Ipu omHOYacHOMY 3aCTOCYBaHHI JEPKaHIIUIIIHY 3 Bap(hapuHOM 3MiH
dapmakokiHeTHKHU Bap(apuHy He criocTepirainock. bes modoroBanHs JlepkameH ® MOKe MPU3HAYATHCS PA30OM 3
JlypeTHKaMu 1 3 IHr1061TOpaMH aHT10TEeH3UH-TIEPETBOPIOI0YOro pepMeHTy CiliJl YHUKATH B)KUBAHHSI aIKOT0JII0,
OCKUIbKM BIH MOYKE MIIBUILYBATH JIIF0 CyIMHOPO3LINPIOIOYNX aHTUTIIEPTEH3UBHUX MIPENapaTiB.

Ocobueocmi 3acmocy8anHs.
Jlepkamen' 10| 3aCTOCOBYIOTh XBOPHM JIITHBOI'O BIKY, aji¢ TpeOa BUSBUTH 00CPCKHICTh HA ITOYATKY HiKYBaHI-I.—|




[Tpu mikyBaHHI MAIi€HTIB 3 TUCHYHKIIEI0 HUPOK 200 MEYiHKU CIa0KO1 UM CepeIHhOI CTYTEHI CIi/l BUSBIATH
0co0IMBY 00epekHICTh. X04a PEKOMEHIOBAHNH 3a3BUYail JO30BUI PEKUM MOKE HOPMAITEHO MEPEHOCUTHCS
II€I0 TPYTIOIO MAIIEHTIB, 10 301IbIIEHHS 103U 10 20 Mr Ha 100y MOTPIOHO MIAXOIUTH 3 00EPEKHICTIO.
['inoTeH3uBHa Ais npenapary MOXe MOCUIIIOBATUCS Yy TAL€EHTIB 3 TUCQYHKIIEIO NEYIHKH; OTXKE, B LIUX BUMAJIKaX
Moe 3Haio0uTHCs KopuryBaHHs 1o3u. [naykropu CYP 3A4, Taki, sik aHTUKOHBYJIBCUBHOI 3ac00U (HaIlpUKIIaja
¢enuToiH, kapbaMasemniH) 1 pudaMminKH, MOXKYTh 3HH)KYBAaTH KOHILIEHTpPAIIIIO JIEPKAHIIUIIHY B IU1a3Mi 1 TOMY
e(eKTUBHICTD il IEpKaHIAUITIHY MOKE BUSBUTHUCS HIDKUYE OUIKYBaHOI.(IURB3aeM00ia 3 iHuuMU 1iKapCoKUMU
3acobamu ma inwi suou 3aemodiil) Tpeba OyTi 0co0IMBO 00epeKHUM TIpH 3acTocyBaHHi Jlepkameny® 10
XBOPHM 13 CHHJIPOMOM CJIa0KOCTI CHHYCOBOT'O By3J1a, IKUM HE IMIUIAaHTOBaHUH KapAiocTUMYJiATop. OOGepeKkHICTh
TaKOX HEOOXiHa IIPU 3aCTOCYBaHHI MpemnapaTy XBOPUM i3 TUCHYHKIII€IO JTIBOTO IUTYHOUYKA Ta XBOPHUM 3
1IIeMI4HOI0 XBOPOOOIO cepis. Jleski TUriApomipuanHA MOXKYTh Y TOOJUHOKHUX BUTAAKAX CIIPUUYUHUTH
BUHHUKHEHHS MEePECEPIHOTO OO0 Ta CTeHOKapii. Jly»e piiko XBOP1 Ha CTEHOKAP/I10 MOXKYTh BiJ3HAYATH
301IbIIIEHHS YaCTOTH, TPUBAJIOCTI Ta TSHKKOCTI ii HanmaAiB. B okpeMux BHUMagkax MOXe criocTepiraTucs iHpapKT
MioKapza. AHTUTINIEPTEH3UBHA Jlis IPEnapaTy MoKe 30UIbIIYBAaTUCh Y XBOPHX 13 TUCPYHKIIIEIO EUIHKH,
BI/INIOBIIHO, MOXe OyTH MOTPiOHE KOpUryBaHHs 103u. OIHOYACHE BKUBAaHHS ankorouto ta Jlepkameny® 10 moxe
MIPU3BECTH JI0 TOCWJICHHS [1i OCTaHHBOTO. | TabneTka MicTUTh 30 Mr JIaKTO3W, TOMY TIpenapar He CJij] Mpu3HaAYaTH
XBOPHM 13 A€(PILIUTOM JIaKTa3U, TATAKTO3EMIEI0 Ta OPYIIEHHSAM BCMOKTYBAHHS TJIFOKO3HU/TalaKTO3H.

3acmocysanns y nepiod eazimnocmi abo 200y68aHHs. epyf)aio.lIIOCBi):[ KJIHIYHOTO 3aCTOCYBAHHS B IIEPIiOJ]
BariTHOCTI Ta JIAKTaIll Bi)chTHiﬁlOCKinLKH 1HII1 JUTTIPOTIPUIMHYA BUSBIIM TEPATOreHHUN ePEKT Y JoCaiaax }Ja
TBapHMHAaX, IpernapaT He PEKOMEHJIOBAaHO 3aCTOCOBYBATH IMPOTATOM BariTHOCTI a00 Y JKIHOK JITOPOJTHOTO BiKyL
SIKIII0O BOHM MaIOTh OaKaHHsI 3aBariTHITH Ta HE 3aCTOCOBYIOTH €(DEKTUBHY KOHTpALEHI0. Y 3B’SI3KY 3 BI/ICOKO}{O
11O IILHICTIO JepKaHIAUITIHY MOYKINBA HOro MOsBa B I'PYIHOMY MOJIOIU, TOMY IPenapar He peKOMeHL[OBaﬂo
BaCTOCOBYBATH B IIEPIOJ rOAYBAHHS rpynmo|.

30amuicmo enaueamu Ha WBUOKICMb pearkyii npu KepyearHi asmompancnopmom abo pooomi 3 iHWUMU
mexanizmamy. KIiHIYHMIA JOCB1T CTOCOBHO JIEPKaHIAUIIHY MOKA3Ye, 110 MOTIPIICHHS 3AaTHOCTI KEpyBaTH
aBTOTPAHCIIOPTOM 200 BUKOHYBATH POOOTY 3 IHIIMMHU MEXaHi3MaMHU € MaJTOHMOBIPHHM, aJie CIig OyTH
00epexHUM, TOMY 1110 MO>KYTh BUHUKATH 3allaMOPOUYEHHSI, aCTEH1s, BTOMJIFOBAHICTh T COHJIUBICTb.

Cnocio 3acmocysanna ma 003u.

Hopocaum. Tabnerku Jlepkameny' 10 npuiimaT nmepopaibHo, 1 pa3 Ha 100y, HEe Ti3HINIe HiX 32 15 XB 110 11u.
Jo3a, 1o pekoMeHIyeTbes, CTaHOBUTH 10 Mr, ane Moxke OyTu miaBuineHa a0 20 mr. Jlo3yBaHHS BCTAHOBIIIOETHCS
MOCTYIIOBO, OCKUJIBKM MaKCHUMaJIbHA aHTUTIIIEPTEH3UBHA [l MOXKE IPOSIBUTHCS Yepe3 2 THXKHI HICJIs TOYaTKy
JiKyBaHHS.[3T1HO 3 JOCTIIKEHHSIM 3aJIeKHOCTI J103a-e)eKT MaJIIOMMOBIpHO, 110 MIPH MiABUIICHH] /103U BuIe 20 Mr
Ha 100y e(eKTUBHICTh JIKAPChKOro 3ac00y 30UILIIUTHCS, B TOH caMU Yac pU3MK 3POCTaHHA MOOIYHUX ed)eKJ[iB
36iJ'IBIHy€TI>C$L|

Jlimu. 3acToCyBaHHS JICPKAHIIUIIIHY MITSIM HE PEKOMEHY€EThCS, OCKUTLKH BiICYTHIH KIIIHIYHUH TOCBI.

Ilepeoo3ysanns.
[Ticns mosiBU mpemapaTy Ha PUHKY TOBIIOMIISLIIOCS PO TpH BUMaaku nepeno3yBaHHs (150 mr, 280 mr ta 800 Mr
JIEpKaHIIUIIIHY BIAMNOBIIHO, CHPUYUHEH] CTIPO0OI0 cCaMOry0OCTBa).

PiBenn O3Haku/cuMITOMH JlikyBaHHs PesyabTat

A03U

150 mr CoHMBICTh [IpoMuBaHHS 1LTYHKA, OnyxaHHs
+ AKTUBOBAHE BYT1JUIA

HEBIIOMA

KUTBKICTh

QJIKOTOJTI0




280 mr Kapaiorennwii mox, Bucoki n1o3u katexonaminiB, | OmykaHHs
+ TSDKKa 111eMist MioKapa, ¢bypocemin,

5,6 Mr HUPKOBA HEJJOCTaTHICTh npernapaTy Juritanicy,

MOKCOHIJIUH | JIETKOT'O CTYIIEHS napeHTepalibHi
IU1a3MO3aMiHHUKH

800 mr Hynora, aprepianpHa AKTUBOBaHE BT, OpnyxaHHs

rioTeHs3is MMPOHOCHI 3acO0H, AOTIaMiH

BHYTPIIIHHLOBEHHO

Sk 1 y BUMAaaKy 1HIIMX JUT1IPONIPUINHIB, MOXKHA OYyJI0 OUYiKyBaTH, 110 MEPE03yBaHHs CIPUYMHUTE HAIMIpHY
nepudepuvIHy Ba30MIIATAIIIIO 13 TTOMITHOIO apTePialIbHOIO TIMOTEH31€10 Ta pe(IESKTOPHOIO TaXiKapaier. Y
BUMAJIKY TSDKKOT apTepiasibHOi rinoTensii, Opaaukapaii Ta BTpaTi cBigoMocTi Tpeba Oyio 6 3acTocyBatu
BHYTPIIITHLOBEHHE BBEJICHHS aTPOTIHY IS JIIKyBaHHS Opaaukapii.

BpaxoBytoun pooHroBaHy (GpapMaKkoJIOTiYHY IO JIEPKaHIAUIIiHY, Malli€eHTaM 13 Iepe03yBaHHAM HEOOXiTHO
nepeOyBaTH ITi1 HArJISIIOM JIiKapst MPOTIroM MiHiMyM 24 roauH. [Hdopmartis 1mo10 OmiHKY Aiami3y BiACyTHS.
OCKUTBKH JIEpKaHIAMITIH € BUCOKOMINO(DIIbHUM, HAWBIPOT1IHIIIIE, 110 HOTO KOHIICHTpAIlid y I1a3Mi KpOBi HE €
rmapamMeTpoM, SIKUi BigoOpa)kae TpUBAIICTh MEPIOAY PU3UKY, a JAiaii3 Moke OyTH Hee()eKTHBHUM.

Ilo6iuni peakuii. HebaxxaHi peakiiii, mo OyiIu 3apeecTpoBaHi IMiJ1 Yac KITHIYHUX TOCHTIKEeHb, HABEICH] Y
HACTYITHIN TaOIuUII.

[TopymieHHs IMYHHO1 CUCTEMU | Jyxe pigko (< 1/10000) ['inepuyTImBICTS.

[cuxiyni po3naau

Piaxo (> 1/10000 < 1/1000)

COHIUBICTb.

[Topy1ieHHs: HEPBOBOI CUCTEMHU

Tnoxi (> 1/1000 < 1/100)

I'onoBHwuii OiJb,

3araMOpOYCHHS.
[Mopymenns cepuesoi cucremu | Piako (> 1/10000 < 1/1000) | Ctenokapais.
[romi (> 1/1000 < 1/100) Taxikapmisi, mocuiexe
CEpLEOUTTSL.
CyauHHI OPYIIEHHS Inoxni (> 1/1000 < 1/100) [Tpunusn.
Hyxe pinko (< 1/10000) HenpuToMHICTb.

[Topy1ieHHs: TPaBHOTO TPaKTy

Pizko (> 1/10000 < 1/1000)

Hynora, 6116 B eniracrpii,
niapesi, AUCTICTICIs,

OJIFOBAHHSL.
[Mopymienns mkipu Ta ii Pinko (> 1/10000 < 1/1000) | Bucumanss.
PUIATKIB
[Mopyienns cromyyHo1 Pinko (> 1/10000 < 1/1000) | Mianrisi.
TKaHHHH, M’ SI130B0i Ta KICTKOBOI
CUCTEM
[opymienns 3 60Ky HUPOK Ta Pigko (> 1/10000 < 1/1000) | IMomiypis.

CEYOBHUBIIHUX IUIIXIB

3aranpHi MOpyIIEHHS 1
MOPYIICHHS y MiCITi
3aCTOCYBaHHS

Pizko (> 1/10000 < 1/1000)
Tnoxi (> 1/1000 < 1/100)

AcTeHis, BTOMIIIOBAHICTb.
[Tepudepruni HaOPSKH.

[Ticns mosiBM mpenapaTy Ha pUHKY y MooAnHOKUX Bunankax (< 1/10000) cnocrepiranucs taki HeOakaHi epeKTH:
rinepTpodis siceH, 000pOTHE 301IBIICHHS KIJTLKOCTI TpaHCaAMiHa3 MEYiHKH B CHPOBATII KPOBI, T1MMOTEH3I,
301IBIIICHHS YaCTOTH CEYOBUITYCKaHHS, O11b y rpyAsx. JlesKi IuriIponipuInHA MOXKYTh Y TOOJWHOKHX BHUITaKaX
MIPU3BOJIUTH 70 OOJIIO Y JUISHIN cepis Ta cTeHoKapaii. Jly)ke piako y XBOpHX 13 HammajaMu CTCHOKap/Iii
30LIBIIYETHCS TX YaCTOTA, TPUBAIICTh Ta TSKKICTh. B OKpeMUX BUIAKaX MOXKE CIIOCTEpiraTucs iHpapKT Miokapaa.
JlepkaHiguIiH HE BIUTMBA€ HETAaTUBHO HA PIBEHB I[yKPY Ta JIMiiB y KPOBI.



Tepmin npuoamnocmi. 3 poku.
He 3acTocoByBaTi npenapar miciis 3aKiH4€HHs TEPMIHY IPUIATHOCTI, 3a3HaYEHOr0 Ha yrakos1i!

Ymosu 30epiranns. CrenianbHi yMOBH 30epiranHs He BUMararotbes [Ipenapat 306epiratu B opuriHajibHINA
yHaKkoBIl. 30epiraTi y HeIOCTYITHOMY JAJIsl AiTel Miciii!

Ynakoska. [1o 7, abo o 14, abo o 15 Tabnerok y 6micrepi; 1 Oxicrep mo 7 Tabnetok, adbo 1 um 2 6micrepu o 14
TabneToK, a00 4 yu 6 GmicTepiB Mo 15 TabJIETOK y KapTOHHINA KOPOOIIi.

Kareropis Binmycky. 3a perentom.

3asiBHHK.
Memnapini [atepaemonan Onepeiimonc JlrokcemOypr C.A. JIrokcemOypr
Menarini International Operations Luxembourg S.Auxembourg

Micue3naxomaxeHHs.
1, ABento ne na ["ap, JI-1611 JlrokcemOypr.
1 Avenue dela Gare L-1611 Luxembourg.

BupoOuuku.
Bupobruymeo «in bulky:
BEPJIIH-XEMI Al7
BERLIN-CHEMIE AG.

Micue3Haxo/:KeHHsI BUPOOHUKA Ta HOT0 ajjpeca Miclsi NPOBAaJIKeHHS AislJIbHOCTI.
Temmnensxodep Ber 83, 12347 bepunin, Himeuunna/
Tempelhofer Weg 83, 12347 Berlin, Germany.

Bupoonukmn.

llakysanns, Konmponb ma 6unyck cepii:
BEPJIIH-XEMI AT/

BERLIN-CHEMIE AG.

Micue3naxoa:keHHs1 BAPOOHMKA Ta HOro agpeca Micusi MPOBaKeHHs TislIbHOCTI.
I'minikep Ber 125, 12489 bepinin, Himeuunna
Glienicker Weg 125, 12489 Berlin, Germany



