IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

FNEHUET EABAHC
(GLENCET ADVANCE)

Cknag:

Aitodi pevosuHu: montelukast, levocetirizine;

1 TabneTka, BKp1Ta MaiBKOBOK 060/I0HKOK, MICTUTb MOHTE/YKACTY HATPIt0 eKBIBa/IEHTHO MOHTENYKacTy10 Mr, NeBOLETUPU3NHY Aurigpoxaopuay 5 wr;

[OMNOMI>KHI  PEYOBMHM: NIAKTO3W MOHOrigpaTt, LUenno3a MIKpoOKpuUCTaliuHa, [BOOCHOBHMIA  Kanbuito  (ochaT 6e3BOAHWIA, HaTpilo  KpoCKapmesnosa,
rifpoKCUNpPONiNLentonosa, MarHito creapat, Onagpi )oetuii 13B52204 (rinpomenosa, TutaHy giokeng (E 171), makporon, okeng 3anisa xosTuii (E 172), nonicop6at
80, okcmpa 3anisza uepBoHuii (E 172)).

JlikapcbKa thopma. Tabnetku, BKPUTI NTIBKOBOK 060/IOHKOIO.
OCHOBHI (pi3nMKO-XiMiYHi BNaCTWUBOCTI: XKOBTI, KPYr/i, ABOONYKNI TabMeTKN, BKPUTI MNiBKOBOK 060/10HKOL0, IafeHbKi 3 060X 60KiB.

dapmakoTepaneBTUYHa rpyna. 3acobu, Lo AioTb Ha pecripaTopHy CUCTEMY.
Kog ATX RO7A X.

dapmMakosoriyHi BNacTmBOCTI.

PapmakognHamika.

"neHueT EfBaHC MICTUTL (DiKCOBaHY KOMOIHALLIFO A4BOX AiHOUMX PEYOBMH: MOHTENYKACTY | IEBOLETUPU3NHY — TOMY HUXKYEOonucaHi MexaHi3mu AiT KOXXHOT CKNafoBoi
nputamaHHi Ana npenapaty neHuet EggaHc.

MOHTeNYKacT — CEeNIEKTUBHUIA 610KaTOP NEMKOTPIEHOBMX peuenTopiB. LincteiHinosi neinkotpienn (LTCA, LTD4, LTE4) — npoayKT meTaboniamy apaxigoHOBOI
KMUCNOTW, LLLO BMBI/IbHAKOTLCA 3 Pi3HMX BUAIB KNITWUH, B TOMY YMCAi 3 ONaCUCTUX KNITUH Ta e03uHOiniB. Lii eiiko3aHOiay 3B’A3yH0TbCA 3 peLenTopaMm LMCTEIHINOBUX
nenikoTpieHiB (CysLT). CysLT-peuentopu tuny 1 (CysLT1) y NOAUHM 3HAXOAATLCA B KNITUHAX AUXaNbHUX LWSXIB (B TOMY YMCAi B KNITUHAX rNnagkux M’s3iB 1a B
Makpogharax gnxanbHUX LWASXIB), @ TaKOX B iHWMX Npo3anaibHUX KNiTUHAX (BKIOYakoum eo3nHOMiNM Ta neBHi CTOBOYPOBI KNITUHWN YepBOHOMO KiCTKOBOIO MO3KY).
CysL T-peuentopu 3anyyeHi y naTtoreHe3 6poHxianibHOT aCTMU Ta anepriyHoro puHiTy. OnocepeakoBaHi NeNKOTPIEHOM edieKTM NPy GPOHXia/bHIN acTMi BK/HOYalOThb
HabpsAK AUXaNbHUX LUNAXIB, CKOPOUYEHHS rNafKoi MyCKynaTypu, a TakKoX 3MiHY KNITUHHOT aKTUBHOCTI, NOB’A3aHy 3 3ana/lbHUM npouecom. Mpu anepriyHoMy puHITI
CysL T-peLienTopy BUBINIbHAOTLCA 3i CM30BOT 006010HKM HOCa Nicns BNAUBY anepreHy nif vyac peakLiii rinepyyTinMBOCTI AK HEranHoro, Tak i ynoBifibHEHOro TUNIB |
acouitoroTbCs 3 CUMMTOMaMW afiepriyHoro puHITY. MOHTeNyKacT — akTVBHA MpW NepopaslbHOMY 3aCTOCYBaHHI CMo/yKa, fiKa 3B’A3YETbCA 3 BUCOKUM CTYMeHeM
apiHHOCTI Ta cenekTMBHOCTI 3 CysLT1-peuenTtopamu (W0 Mae nepesary nepej 38’A3yBaHHAM 3 iHLWIMMKU (hapMaKoioriyHO BXK/IMBUMK peLenTopamu AUXabHUX
LUNAXIB, TAKAMW SIK MPOCTaHOIAHI, XONiHepriyHi abo B-afpeHepreTnyHi peuentopu). MoHTeNyKacT npurHivye isionoriyny gito LTD4- ta CysLT1-pevrentopis 6e3
Oy Ab-SKOTaroHiCTUYHOT aKTUBHOCTI.

MoHTenykacT 6/10Kye UWCTETHIN-NEeNKOTPIEHOBI PeLenTopn AMXalbHUX LWAAXiB, WO Oyno nigTBepMAXXEHO MOro 3A4aTHICTIO MepewuKompkatu PO3BUTKY
OPOHXOKOHCTPUKLiT, 06YMOB/IEHOT iHFanALiet0 NeMKoTpieHiB LTD4 y XBopuX Ha 6poHXiasibHy acTMy. HaBiTb B TaKMX HU3bKMX [03aX, K 5 M, MOHTENYKacCT HafiiiHO
610Kye cnpuunHeHy LTD4 6pOHXOKOHCTPUKLIO.

J1eBOLETUPU3NH — aKTUBHUI R-eHaHTIOMep LETUPU3UHY, aHTUricTaMiHHWIA 3aci6. OCHOBHI MOro egekT onocepefkoBaHi CeNeKTUBHUM iHribyBaHHSM H1-



peuenTopiB. AHTUrICTaMiHHA Ais NeBOLETUPU3NHY Byna NiaTBepayKeHa B XOAi Pi3HOMaHITHUX AOCAIAKEHb i3 3aCTOCYBaHHAM eKCMepUMEHTaNIbHUX MOAEeNein Ha
TBapuHax i NioauHi. B xodi gocnigpkeHb in vitro 3 BUBYEHHS 3B’A3yBaHHA 3 peLentopamn BUABUIOCA, WO aiHHICTb IEBOLETMPU3NHY A0 H1-peuentopa No4nMHN B 2
pasu BuLLa Takoi LuetupusnHy (Ki = 3 HMob/n npoTn 6 HMosb/N). KniHiYHE 3HAYEHHS LMX AaHKX MOKN HEBILOME.

dapmakoKiHe TKa.

MoHTenykacT

Abcopbuis
MoHTenyKacT WBMAKO abcopbyeTbCs Nicis nepopanbHOro npuiiomy. MNpw 3acTocyBaHHI TabneTok, BKPUTMX MNiBKOBOK 060/10HKOM, M0 10 Mr AOPOCAMM HaTLe

CepefHE 3HAYeHHS MaKCVMManbHOI KOHLEHTpaLii MOHTenykKacTy B nnasmi Kposi (Cyax) Zocaranocs 4depe3 3 — 4 roguHu nicng npuiioMy (Tma)- CepenHst
6i0f0CTYMHICTL NP NepopasibHOMY 3aCTOCYBaHHI CTaHOBUTL 64 %. CTaH4apTHUIA MPUIAOM KI BpaHLi He Br/MBaE Ha 6i0f0CTYNHICTb Ta Cygx MOHTENYKACTY MpU
nepopasibHOMy npuiomi. Mpuitom 6aratoi Ha XX1pK DKi BpaHuUi He 3mMiHtoBaB AUC MOHTeNyKacTy B (hopMi rpaHysn Ansi NepopasibHOro Npuinomy, 0HaK KOHLEHTpaLis
Crnax Micns npuitomy ixi 3meHLyBanaca Ha 35%, a yac T g N0A0BXKYBascA 3 2,3 + 1,0 rognHm 1o 6,4 + 2,9 rofuHu.

Posnogin
BinbLe Hixk 99 % MOHTEeNYKacTy 3B’A3yETbCA 3 6ilkaMu Mna3mm Kposi. O6’eM po3nofiny MOHTENYKacTy B PiBHOBaXXHOMY CTaHi CTaHOBUTb B cepeiHbOMY Bif 8 ao 11

niTpis. B xopi pocnifkeHb i3 3aCTOCYBaHHAM MIYEHOro pafioakTMBHMM i30TOMOM MOHTENYKacTy Lypam Oy/no MokasaHo, WO BiH TMPOHMKaE 4epes
rematoeHuedanivyHnii 6ap’ep y MiHiManbHilA KifbKocTi. KpiM TOro, B YCiX IHWMX TKaHUHaX OpraHiaMy LypiB KOHLEHTpauil MiYeHOro pafioakTMBHMM i30TOMOM
MOHTENyKacTy vepes 24 rogvHun Nicns BBeAeHHs [03u Oynn MiHiManbHUMM.

MeTab6oi3m

MOHTeNYKacT Yy 3HauHi Mipi MeTaboni3yeTbca. B xofi focnimkeHb i3 3aCTOCYBaHHAM TepaneBTUYHMX A03 M1a3MOBI KOHLEHTPAL,iT MeTaboniTiB MOHTENYKaCTy B
PIBHOB&XXHOMY CTaHi He Gy BUAB/EHI Y AOPOCANX NALiEHTIB Ta y AiTeidl. B xofi 4ocnigKeHb in vitro i3 3acTOCyBaHHAM MiKPOCOM MEeYiHKM NoAnHM 6y10 NokasaHo,
o B MeTaboniami MoOHTenykacTy 6epyTb ydacTb umtoxpomm CYP3A4 Ta 2C9. KniHiyHUX AocnifpkeHb BrAuMBy Bigomux iHrioitopis CYP3A4 (Hanpuknag
KETOKOHa30/y, epuTpoMiumHy) ab6o 2C9 (Hanpuknag hiyKoHa3osny) Ha apMakOKIHETUKY MOHTENyKacTy He NpoBoAmnocs. 3rigHo 3 pesynbTaTaMu AOCAIIKEHb in
Vitro 3 BUKOPUCTaHHAM MIKPOCOM MeYiHKW MIIAVHN TepaneBTUYHI M1a3MOoBI KOHLEHTpaLii MOHTE/TYKaCTy He UMHATL iHribyroyoi aii Ha uutoxpomu CY P3A4, 2C9,
1A2, 2A6, 2C19 Ta 2D6. B xogi gocnifxeHb in vitro 6yn10 NokasaHo, WO MOHTENYKACT € NOTY>XHUM iHri6iTopom uutoxpomy CY P2C8. MNpoTe AaHi, 0TpUMaHi B Xoai
KNIHIYHUX  AoChifKeHb NiKapCbKOi B3aeMOAIT MOHTeNyKacTy 3 pO3UrniTa3oHOM (MapKepHWid cy6cTpaT — MpefcTaBHUK TPynu  NiKapcbKUX 3acobiB, LWO
MeTab0ni3yoTbCA FOIOBHMM YMHOM 3a JOMOoMOroko uutoxpomy CY P2C8), cigyaTb, WO MOHTeNyKacT He iHridye CY P2C8 in vivo i TOMy He OYiKyeTbCA, L0 BiH 6yae
BUABNATY Oy b-AKWIA BNNB HA MeTab0Mi3M NiKapCbKKX 3ac06iB, L0 MeTaboNi3yTbCA 3a JONOMOIOH LibOr0 LLUTOXPOMY.

BuBefeHHA

Mna3MoBUiA KNipeHC MOHTENTYKAcTy Y 340POBOI LOPOCNOT IOANHY CTaHOBUTL B cepefiHboMy 45 M1/xB. [Micns nepopanbHOro NpUnoMy 4031 MiYeHOro pasioakTUBHUM
i30TOMOM MOHTeNyKacTy 86 % MiTK/ 6yn0 BUSBNEHO B Kasli, OTPMMaHOMY MPOTArom 5 gHiB nicns npuitomy, i MeHwwe 0,2 % MiTKu — B cevi. Lli gaHi y NoeaHaHHI 3
pe3ynbTaTaMm OLiHIOBaHHA 6i040CTYMHOCTI MOHTENYKACTY BKa3ykTb Ha Te, LLIO MOHTE/TYKACT Ta iioro MeTabosiT MaiiXke NOBHICTIO EKCKPETYHTHCA 3 XKOBYHO. 3rifgHO
3 pesynbTaTaMu AeKifbKOX JOCNiMKeHb cepefiHil nepiof HaniBBUBEAEHHS MOHTENYKACTy 3 Mna3Mn KPoBi Y MOMOAMX 340POBUX AOPOC/INX OCI6 CTaHOBWUTL Bif 2,7 A0
5,5 rogmHn. ®apMakoKiHeTKa MOHTeNyKacTy Maie MliHiiHa Npu 3aCTOCYBaHHI nepopasibHMX f03 Ao 50 mr. Mig vac 3acTocyBaHHA f03v 10 Mr MOHTeNyKacTy 1 pas
Ha [leHb CNOCTepirasiocs HeBeMKe HaKONMUYeHHS BUXILHOT pe4oBUHU B Nia3mi KpoBi (14 %).

MauieHTV 3 MeYiHKOBOK HEeJOCTATHICTHO. MauieHTaM 3 Nerkoro abo cepefHbOK NEeYiHKOBOK HeOCTaTHICTIO KOpUryeatu 03y He MoTpibHO. PapMakOKiHETUYHWINA
MPOiSib MOHTENYKACTY Y NALIEHTIB 3 OINbLL TAXKMMUN MOPYLUEHHAMU QYHKLIT NEeYiHKN He OLLiHIOBaBCA.

MauieHTX 3 HWPKOBOK HEJOCTaTHICTIO. MOHTeNyKacT Ta oro mMeTaboniTu He eKCKpPeTYKTbCA 3 ceyeto, TOMY (DapMakOKIHETUUYHWIA Npogifib MOHTENYKacTy y
NawieHTIB 3 HUPKOBOK HEOCTATHICTIO He OLiHIOBaBCSA. KOpeKLis 1031 Ans TakuX NauieHTiB He NOTpi6Ha.

J1eBoLETUPU3NH




dapMaKOoKiHETVKa IEBOLIETUPU3UHY MPY MOro 3aCTOCYyBaHHI y TepaneBTUYHOMY Aiana3oHi 403 Y 340P0BMX AOPOCAMX OCi6 € NiHIAHOH.

AbcopbLis

J1eBOLETUPU3UH LLIBMAKO 11 Y 3HaYHI Mipi abcopOyeTbCa Nicns nepopasibHOro NpUinoMy. Y 4opoc/iMx MakCcMasibHa KOHLEHTpaLis B N1asMi KPOBi AOCATaeTbCA Yepes
0,9 rognHu nicns nepopanbHOro npuinomy Tabnetkn. KoeilieHT KyMynsauii nicns WoAeHHOro nepopanbHOro npuinoMy cTaHoBuTb 1,12; Npy LbOMY PiBHOBaXKHWI
CTaH [0CAraeTbCA 4vepe3 2 AHI NIicNs Mo4vaTKy 3acToCyBaHHA. MakcuManbHI KOHUEHTpauii 3BUYaiiHO cTaHoBASATb 270 Hr/mn Ta 308 Hr/mn BignoBigHO micns
OAHOKpATHOro Ta 6araToKpaTHOro npuinomy Ao60BoT 4o3n 5 Mr. Mpuiiom XXi He BNMBaB Ha CTyMiHb ekcno3uuii (AUC) neBoueTUpusnHy y hopmi 1abneTok, ofgHak
npw i 3aCTOCYBaHHI Pa3oMm i3 6araToro Ha XXMpU DKEK T o MOAOBXKYBABCA NMPUOAN3HO Ha 1,25 rognHu, a Cpgy 3MeHLLYyBanaca npubansHo Ha 36 %. TaknuM YMHOM,

NEBOLETVPU3NH MOXKHA 3aCTOCOBYBATMW HE3A/IEXHO Bif] NpuitoMy Ti.

Po3nogin
CepefiHiil MOKa3HWK 3B’3yBaHHA NIEBOLETUPU3NHY 3 BiflkaMK niasMun KpoBi Nif Yac AoCNif4KeHb in vitro BapitoBanocs Bif 91 [0 92 % He3aeXHO BifJ, KOHLEHTpaLii,
[ianasoH SiKUX CTaHOBYUB 90 — 5000 Hr/mn i BK/OYaB TepaneBTUYHI KOHLEHTpaLil B nnasmMi KpoBi. IMicns nepopanbHOro Npuinomy Ao3u cepeHili YSBHUI

06’eM po3noginy ctaHoBMB Npr6/M3HO 0,4 /KT, L0 € TUMOBMM MOKa3HMKOM PO3MOAINY B 3ara/ibHiii KilbKOCTI PigVUHM B OpraHi3mi.

MeTab6oi3m

Y noguHN MeTaboni3yeTbCs MeHLUe HiX 14 % NpUAHATOT 403U NEBOLETUPU3NHY TOMY OYiKYETLCS, LLO BIAMIHHOCTAMMU, WO BUHUKATUMYTb BHACNIAOK FEHETUYHOIO
nonimopiamy abo 0HOYACHOro MPUIAOMY IHFIGITOPIB NEYiHKOBUX (DEPMEHTIB, IO MeTaboni3ytoTb LEel NiKapCbKuil 3acib, MoXKHa 6yae 3HexTyBaTu. LLInsxu
MeTaboni3My BKIHOYAKOTb apOMAaTUYHE OKUCHeHHS, N- Ta O-fe3ankinyBaHHS | KOH torauito 3 TaypyvHoM. LLNsxv fe3ankinyBaHHSA OMocepeLKoBYHOTHCA B OCHOBHOMY
umntoxpomom CY P3A4, Tofdi IK y apoMaTUYHOMY OKUCHEHHI 3afisiHi MHOXWHHI Ta/abo HeifeHTudikosaHi isotopmu CYP.

BuBefeHHA
Mepiog HaniBBMBEAEHHS 3 N1a3MM1 KPOBI Y 3[0POBUX LOPOCIUX OCib CTaHOBUTL Bif 8 40 9 roAuH nicns nepopasibHOro 3acTocyBaHHA. CepefHE 3HAUYEHHS 3arajibHOro

KNipeHcy NeBoLeTUPU3MHY NiCNs NepopasbHOro NpUnoMy CTaHOBUTb 611M3bKO 0,63 MA/KI/XB. OCHOBHUIA LINAX €KCKpeLlii NeBOLETUPU3NHY Ta Oro MeTaboniTie —
pasoMm i3 Ceyero, UMM LUMSIXOM BUMBOAMTLCA B cepefHboMYy 85,4 % NPUIHATOT [03U. 3 Ka/loM eKCKpeTyeTbes nnwe 12,9 % ao3n. EKckpeuist NeBOUETUPU3NHY
Bi10YBA€ETLCA LUNAXOM AK KyOOUYKOBOT (hiNbTpaLlii, Tak i akTUBHOI KaHa/bLEBOT CeKpeLlii. HUPKOBWIA KNipeHC NeBOLETUPU3NHY KOPEIOE 3 KNiPEeHCOM KpeaTUHiHY. Y
NayieHTIB 3 MOPYLLUEHHAM (DYHKLIT HUPOK KNipeHC NeBOLETUPN3NHY 3MEHLLIYETHCS.

KniHiYHi XapaKTepUCTUKN.

Noka3aHHA.

dikcoBaHa KOMOiIHaLis MOHTE/YKACTY Ta /IEBOLETUPU3NHY NPU3HAYeHa 419 3MEHLUEHHS CUMMTOMIB, NMOB’A3aHUX 13 CE30HHMM Ta LiIOPIYHUM afiepriyHuM PUHITOM, a
TaKOXX PUHITOM Y XBOPUX Ha BPOHXia/lbHY acTMmy.

lMpoTnnoKasaHHA.

MigBuLLeHa YYTIUBICTL [0 MOHTENYKaCTy HaTpito, NeBOLETUPU3NHY ab0 LETMPM3MHY, a TakoX [0 IHLKMX KOMMOHeHTIB npenapaty. [lpenapar Takox
MPOTMNOKA3aHWA NPU TAXKIA (hOPMi HUPKOBOT HeLOCTaTHOCTI (KNipeHC KpeaTuHIHY < 10 M//XB); NpWU TSHXKINA CMALKOBI HENEPEHOCUMOCTI ranakTosu, AediuuTi
(pepMeHTY 1aKTO31 ab0 MOPYLLUEHHAX 3aCBOEHHS T/TFOKO3M i ra1lakTo3un.

B3aemogis 3 iHLLIMMW NiKapCbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIA.
MoHTenykacT



TeoqpiniH, MpefHi3oH Ta MpPeAHi30NoH: MPU  OAHOYACHOMY 3aCTOCyBaHHI MOHTE/NYKacTy 3 TeomiNiHOM, MpPefHI30HOM, MPeAHI30/I0HOM, MepopaibHUMMN
KOHTpaLenTveaMun, TepfeHasnHOM, AUTOKCMHOM, BapgapuHOM, ropMOHaMK LUTOMOALIOHOT 3a/1031, CeAaTUBHUMU [LEKOHrecTaHTaMu Ta iHAYKTOpaMu (PepmMeHTy
untoxpomy P450 (CY P) kopurysaHHs 03 npenaparis He NoTpi6HO.

MepopanbHi KOHTpauenTuen, TepdeHaanH, AUrOKCUH Ta BapapuH: B XOA4I AOCMIIKEHb 3 BMBYEHHS NiIKApCbKOI B3aEMOJii i3 3aCTOCYBaHHAM PeKOMEeHA0BaHOT
KNiHIYHOT 03X MOHTENYKacTy He ByN0 BMSIBNEHO KNiHIYHO 3HAYYyLLOro BM/MBY LIET CMOMYKN Ha TaKi 3aco6u: nepopasibHi KOHTpauenTusn (HOPeTUHAPOH 1 mr/
eTuHinectpagion 35 MKr), TepdeHagnH, AUrOKCKH Ta BaphapyiH.

FOpPMOHM WM TONOAIGHOT 3an03K, CefaTWBHI CHOAINHI, HECTEPOIAHI NpoTu3ananbHi 3acobu, GeH3ofiaseniHn Ta [AeKOHrecTaHTW: Oyab-aKi opMu B3aeMopii
BIACYTHI.

IHoyKTOpK (hepMeHTY umToxpomy P450 (CYP): Ha hoHi 3acTocyBaHHs (eHobapbiTany, AKWiA iHAYKYE NeYiHKOBMIA MeTabosi3M, nnowa nig hapMakoKiHETUUYHOK
kpreoto (AUC) MOHTenyKacTy 3ameHLyBanacsa npu6amsHo Ha 40 % nicns of4HOKPaTHOro npuiiomy Ao3v MoHTenykacTy 10 mr. KopuryBaHHS 03U MOHTeNTyKacTy He
PEKOMeHAYETbCA. MOHTeNYKacT € MNOTY)XXHUM iHri6iTopom umtoxpomy CYP2C8 in vitro. poTte B X04i KNIHIYHOrO [OCNIMKEHHA NiKapCbKOT B3aEMOAIT i3
3aCTOCYyBaHHSAM MOHTENYKacTy Ta po3ur/iTa3oHy (MapKepHuin cy6cTpaT, NpeAcTaBHMK MiKapCbKMX 3aco6iB, O MeTaboni3ytoTbCA FONOBHUM YMHOM LIMTOXPOMOM
CYP2C8) 3a yuacTio 12 300poBMX [06pOBOSbLIB Oyn0 MOKasaHo, WO (hapMaKOKIHETMKa PO3UTITa30HY 3a/IMLAETLCA HE3MIHHOK MpWY Oro OfHOYaCHOMY
3aCTOCYBaHHI 3 MOHTENYKacTOM, WO CBifYNTbL MPO BiACYTHICTb iHribyBaHHA CY P2C8 MOHTEeNyKacToM in vivo. TOMY He O4YiKYeTbCH, WO MOHTENYKacT OyAb-AKUM
YMHOM 3MiHIOBaTNME MeTab0/1i3M NiKapcbKmx 3aco06iB, L0 MeTabo/i3yrTbCA UMM (DePMEHTOM (HanpuKnag naknitakceny, po3urniita3oHy, penarniHigy).

J1eBoLETUPU3NH

[aHi gocnifmkeHb in vitro BKasyOTb, WO He C/if O4YiKyBaTW, WO /1EBOLETUPU3NH Oyae 00ymoBtoBaTH (DapMakKOKIHETUYHI B3aEMOZIT LUMAXOM iHri6yBaHHA abo
IHAYKYBaHHS Ne4YiHKOBUX PepMeHTIB, sKi MeTaboni3ytoTb MiKapCbKi 3ac06M. XKOAHUX AOCNIAXKEHb in Vivo 3 BMBYEHHS NiKapCbKOT B3aEMO/ii NEBOLETUPU3NHY He
MPOBOAMN/IOCH.

AHTUNIPUH, a3 TPOMIUMH, UMMETUANH, epUTPOMILMH, KETOKOHa30/, TeoiniH Ta ncesaoedepuH: 3rigHo 3 pe3ynbTaTamy AOCNifpKeHb (PapMaKOKIHETUYHOT
B3aEMOAIT i3 3aCTOCYBaHHAM PaLEeMiYHOro LeTUPU3NHY OCTaHHI He BCTYNaB Y B3aEMOZIK0 3 aHTUMNIPUHOM, NCeBAOedepUHOM, EPUTPOMILUHOM, a3UTPOMILVHOM,
KeTOKOHA30/10M Ta LUMETUANHOM. B Xof4i Takmx JOCNILXeHb CMOCTEPIranocs HEBEIMKE 3MeHLLEHHS (Ha 16 %) KnipeHcy LeTUPU3NHY Mpy 3aCTOCyBaHHI TeOQiNiHy Yy
A03i 400 Mr. MoxkHa npunycTuTy, WO 6ibL BUCOKI 03K TeodiniHy CnpaBnsTUMyTb 6iflbLU MOTYXHWIA e(heKT.

Oco6MBOCTI 3aCTOCYBaHHSA.

MoHTenykacT

CocTpuii eni3of, 6pOHXiaNbHOT aCTMU: MOHTE/YKaCT He NPU3HaYeHWiA Ans YCyHEHHA 6poHX0CNa3My Nnpu rocTpux Hamnagax 6poHXiasbHOT acTMK, B TOMY YKC/I Npu
acTMaTUyHoOMy cTaTyci. B Takux BUNafKax natieHTam c/if 3aCTOCOBYBATU AOCTYMHI 3aC06M eKCTpeHOT Tepanii. Tepanito MOHTEeNYyKacTOM MOXHa MPOLOBXYBaTH Mif
yac 3aroCcTpeHHs 6pOHXiafbHOT acTMU. lMauieHTn, Y AKMX 3aroCTpeHHs 6pOHXiailbHOT aCTMM BUHUKAKOTL MiCNA (i3MYHUX HaBaHTaXeEHb, MOBWHHI MaTu npu cobi
IHraIATOPK 3 B-aroHicTamMmy KOPOTKOT Aii.

OfHoYaCHe 3aCTOCYBaHHA 3 KOPTUKOCTeEpOidamu: TOAI AK [03a iHranauiiHUX KOPTMKOCTEPOIAIB MOXe OyTW MOCTYNOBO 3MeHLUeHa Mif Harngagom fikaps,
MOHTENYKACT He C/ij panToBO 3aMiHIOBATM Ha iHranALiiHi abo nepopasibHi KOPTUKOCTEPOIAN.

[inepyyT/MBICTbL A0 acnipuHy: nauieHTam 3 BIZJOMOK TinepyyT/IMBICTIO A0 acnmipuHy Mig 4ac Tepanii MOHTEe/yKacTOM C/if YTPUMYBATUCA Bif 3aCTOCYBaHHS
acnipmHy abo HecTepoigHMX MPOTM3ana/ibHNX 3ac06iB. X04Ya MOHTENYKACT € ePEKTUBHUM 15 MOKPaLLaHHA PYHKLIT AMXaTbHUX LWAAXIB Y XBOPUX HA OPOHXiabHY
acTMy i3 3aj0KYMEHTOBAHOO TiMepyyT/IMBICTIO JO acnipuHy, NPOTe BiH He 3MEeHLLYe BPOHXOKOHCTPUMKTOPHY peakLito opraHi3My Ha acnipuvH Ta iHLi HecTepoigHi



npoTm3anajbHi 3acC06u y NayieHTiB 3 6POHXIa/IbHOK aCTMOLO, YYT/IMBUX [0 acnipuHy.

HepBoBO-NcuxiyHi po3nagun: NoBigOMAANOCA MPO BUMAAKN BUHUKHEHHS HEPBOBO-NCUXIYHMX SBULL, HA POHI NPUIAOMY MOHTENYKacTy y A0pOC/unX, MigniTKiB Ta giTel.
B x0Ai NOCTMapKETUHIOBOIr0 CNOCTEPEXeHHs Oy/IM OTPUMaHi NOBIAOM/EHHS NP0 TaKi HebaxXaHi SBULLA, L0 BUHUKAIN HA ()OHI NPUIAOMY MOHTENTYKaCTY: 30YKEHHS,
arpecmMBHa noBefjiHka ab0 BOPOXICTb, TPMBOXHICTb, Aenpecisi, Ae30pieHTaL|is, MOPYLUEHHA CHY, ra/touMHalii, 6e3COHHS, ApaTiBAMBICTb, HECMOKil, Tpemop,
COMHambyni3m, cyiumaansHi yMKn Ta cyiumaanbHa nosefiHka (Bknouvaroum cyiyma). KnidivHi nogpobuui geskmx nocTMapKeTUHIOBMX MOBIAOM/IEHb NP0 HebaXKaHi
ABMLLA Ha (POHI 3aCTOCYBaHHA MOHTENYKACTY Y3rofpKytTbCs i3 e(eKTOM, iHAYKOBaHUM NPUAOMOM LibOro NliKapCbKoro 3acoby. Jlikapi, aki npnsHayatoThb Lieit 3acib, a
TaKOXX MauieHTV MarTb Nam’sTaT¥ MpPo MOX/MBICTb BMHUKHEHHS HEPBOBO-MCUMXIYHUX po3nafiB. HeobXigHO norepempkaTv MauieHTiB, WO MNPy BUHUKHEHHI
BiZANOBIAHMX CMMNTOMIB BOHM MatOTb MOBILOMUTK MPO LUe Nikapa. Mpy BUHWKHEHHI Y nauieHTa Takux SBULL, NiKap Mae PeTeslbHO 3BAXXWUTU PU3MKU Ta KOPUCTb
MPOAOBXKEHHSA Tepanii MOHTE/TYKacTOM.

E031HOGiNbHI CTaHu: y nauieHTiB 3 6POHXia/lbHOK aCTMOK Ha (POHI MPUIAOMY MOHTENYKaCTy MOXe PO3BMBATUCA CUCTEMHA €03MHOMINIS, fKa IHOAI NPOSABNAETHCA
KNIHIYHUMM O3HaKaMW BacKyniTy, L0 BKasye Ha CUMHApOM Yepmka — CTpocca — CTaH, NMpu AKOMY 4acTO MoKasaHa CMUCTeMHa Tepanis KopTuKocTepoigamn. HK
npasuio, Ui ABMLWA MOB’A3aHI 3i 3MEHLUEeHHAM [03M MepopasibHUX KOPTUKOCTEPOIAiB. Jlikap Mae yBaXKHO BIACTEXyBaTW CTaH MauieHTa 3 METOK CBOEYACHOrO
BUAB/IEHHS CUMMNTOMIB €03MHOMINIT, BACKYNITHUX LUKIPHMX BUCKMIB, & TaKOXX NOCU/IEHHS NIEreHeBOT CMMNTOMATUKM, YCKNafHeHb 3 60Ky cepus Ta/abo Heiponarii.

J1eBOUETUPU3NH

3 006epexHICTI0 3aCcTOCOBYBaTK NallieHTam i3 XPOHIYHOK HMPKOBOK HEAOCTaTHICTIO (HeobXigHa KOpeKuisi peXxumy [03yBaHHS) Ta MNauieHTaM NiTHbOro BiKYy
(MOX/IMBE 3HWKEHHSA KTyO0UYKOBOT PiNbTpaLii).

Mpu3Hayarouy npenapat 3a HasBHOCTI Y MauieHTIB MeBHUX (DAKTOPIB, L0 MPOBOKYHTHL 3aTPUMKY Cedi (Hanpuknag, TpaBMmu CMMHHOIO MO3KY, rinepnnasis
nepeamixypoBoi 3a/103u1), He0OXi4HO 6paTi [0 yBaru, Lo NeBOLETUPU3NH 36i/bLLYE PU3MK 3aTPUMKI Ceui.

AHTUrICTaMiHHI NpenapaTy NPUrHiYYHOTb BiAMNOBIAb Ha LUKIPHY anepriyHy npoby, Tomy nepes ii NpoBeAeHHAM NPUIAOM npenapaTy Heo6XigHO NpUNUHUTK 3a 3 fHi
[0 focnimpkeHHs (nepioj BUBeAEHHS).

CBepbi>k MOXKe 3’ABUTUCA MICNA NPUNUHEHHSA 3aCTOCYBAHHA /IEBOLETUPU3MHY, HaBITb AKLLO Li CUMNTOMU He OYnM HasBHI 40 MOYaTKy MiKyBaHHA. CMMITOMM
MOXYTb 3HWKHYTW CaMOCTIHO. Y [AesKMX BuMagkax CUMMNTOMU MOXYTb OYTW IHTEHCMBHMMWM i MOXe OyTuM MoTpibHa NOBTOpHa Tepanis npenapaTom nicns
MPUMUHEHHS.

B Xogi KNiHIYHUX JOCNifKeHb MOBIJOMAANOCA NPO BUNaAKW BUHWKHEHHS Y [EAKUX MNauieHTiB Ha (hOHI NpuiioMy NeBOLETUPU3UHY COHAMBOCTI, MiABULLEHOT
BTOM/IHOBAHOCTI Ta 3arasibHol cnabkocTi. Cnig nonepempxary nawieHTiB, WO Nif Yac NiKyBaHHS NpenapaTtoM CAif YHUKATW 3aHATb, SKi NOTPebytoTb MigBULLEHOT
PO3yMOBOI aKTUBHOCTI Ta TOYHOT KOOpAUHaLiT pyXiB, 30KpeMa poboTK 3 MexaHizMamu abo KepyBaHHS TpaHCMOPTHMUMK 3acobamu. Mg yac Tepanii N1eBoLeTUPU3NHOM
HeobXiAHO YHMNKATV BXXUBaHHS aflKOro/iio Ta NPUnomy AenpecaHTiB LeHTpanbHOT HepBoBoi cuctemu (LIHC), ockinbKu npy LbOMYy MOXYTb CNOCTepiraTucs 404aTKOBe
3HVKEHHS aKTUBHOCTI Ta NOCUMEHHA NPUrHiYeHHA aisnbHocTi LIHC.

MpenapaT [neHueT EABaHC MICTUTb NakTo3y, TOMY He CAif 3acTOCOBYBaTWM MOro MauieHTaM 3 TakKMMK PiAKICHUMM CNafKOBMMMW 3aXBOPHOBAHHSAMMU, SK
HernepeHOCUMICTb ranakTo3u, NakTas3Ha HeoCTaTHICTb caamiB abo CMHAPOM MasibabCopOLLT FHOKO3U-ranakTosu.

3acTocyBaHHS NaLlieHTaM NiTHLOrO BiKY.

MoHTenykacT

YKogHnx BigMIHHOCTe Yy npodini 6e3nevyHoOCTi Ta eDEeKTUBHOCTI MPU 3aCTOCYBaHHI LbOro 3acoby NiTHIM Ta 6ifbll MONOAMM MauieHTaM He cnocTepiranocs, iy
KNIHIYHIN NpaKTULi He 3apeecTPOBaHO YKOAHMX CBiUYeHb, AKi BKa3dyBasM 6 Ha BigMIHHICTb BignoBifi Ha Lel 3acib y uux ABOX NONYNALii, NPOTe HasABHICTb Y AeAKMX
NITHIX NayieHTIB 6ibLI BUCOKOT Yy T/IMBOCTI [0 LibOro 3ac00y He MOXKe 6YTUN BUK/HOYEHA.

JleBoUeTVPU3NH

KifbKicTb MmauieHTiB BIKOM Bif 65 pokiB Npv NpoBefeHHI KNiHIYHUX AOCNILKEHb i3 3aCTOCYBaHHAM JIEBOLIETUPU3MHY NS KOXHOIO CXBa/IEHOr0 MoKasaHHA Oyna




HeAOCTaTHLOK AN TOro, Wwob 3’sicyBaTu, un Oyfe iXHA BiAMNOBiAb Ha Tepanito BifgpisHATUCA Bif Takoi y 6ifbll MOMOAMX MauieHTiB. B KNiHIYHIA NpakTuui He
3apeecTpoBaHO XOAHMX CBigYeHb BiAMIHHOCTI BIAMOBIAI Ha Lieit 3aci6 y NiTHIX Ta 6inbl MonoAuX NauieHTis. B uinomy nigéupatun fosy Ans NiTHIX NauieHTis cnig 3
06epPeXHICTIO; AK NpaBu/Io, NOYMHATK Tepanito CNif 3 HMXXHLOMO 3HaYeHHS fiana3oHy peKOMeH4OBaHUX 03, BPaxX0BYOUN, WO Y TakMX NauieHTiB CrnocTepiracTbes
6iNblU BMCOKa YacTOTa BUMAAKIB 3HMKEHHSA (DYHKLiA NeYiHKM, HUPOK abo cepus, a TakoX CYyNyTHIX 3axXBOPtOBaHb i OAHOYACHOrO MPUIOMY iHLWIMX NiKapCbKUX
3acobi..

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyagato.

[OCTOBIPHMX Ta HaNIEXXHUX YMHOM KOHTPOSIbOBAHWMX KIIHIYHUX [OCMIAKEHb 3aCTOCYBaHHS LbOro /iKapCbKOro 3acoby BariTHMM >XIHKaM He NpOBOAWMOCA.
3acTocyBaHHA y nepiog BariTHOCTI NPOTMMNOKa3aHo.

["oayBaHHA rpyaaro. BpaxoByrouu, WO 6araTo /likapcbKnx 3aco0iB eKCKPETYHOTLCS B PyAHe MOMOKO Y XIHOK, SKi FOAyHTb rpyAAL0, NPy HeobXiAHOCTI 3aCTOCYBaHHS
npenapary rogyBaHHs rpyaato cif NpUnuHAUTHA.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNopTOoM abo poboTi 3 IHWMMMU MexaHiaMamm.

Hisknx gocnigpkeHb WoA0 BNAMBY (PiKCoBaHOI KOMOIHALT 03 MOHTENYKACTy i NEBOLETUPM3MHY Ha 3[4aTHICTb KepyBaTu aBTOMOGINEM abo MpauoBaTh 3 iHWMMK
MexaHi3Mamy He MpoBOAMIOCL. [esKi mauieHT! MOXYTb BifvyBaTW COHAMBICTb, MiABULLEHY BTOMY i CMabKIiCTb Mpwv Tepanii feBOLETUPU3NHOM. MauieHTam chif
YyTPUMYyBaTUCA Bif, KepyBaHHSA aBTOMOOI/IEM Ta Bif po60TH 3 NOTEHLINHO HEGE3NeYHNMIM MexaHi3Mamu Nif Yac NikyBaHHA npenapaTom IMeHueT EaBaHc.

Cnocib 3acTocyBaHHA Ta A03Mu.
[na popocnux Ta fiTei Bikom Bif 15 pokiB pekomeHfoBaHa Ao3a — 1 TabneTka Ha A06y, BBeYepi, He3a/ieXXHO Bif NpuinoMy iXKi. TabneTkn KOBTatOTb LiIMMK, He
PO3>K0BYHOUM. Kypc NliKyBaHHA CTaHOBUTL 14 fHIB.

aiTn.
Mpenapat 3aCTOCOBYHOTH AiTAM BIKOM Bif, 15 pOKiB.

Nepeno3yBaHHSA.

MoHTenykacT

Ha uei yac cneumgiyHMX pekoMeHAaliin 3 NikyBaHHA Nepefo3yBaHHA MOHTE/lyKacTy HeMae. MoBiAoMAsI0cA Npo BUNafKM rocTporo nepeso3yBaHHA MOHTE/TYKacTOM
B Nnepio NOCTMapKETUHIOBOr0 CMOCTEPEXeHHS Ta Mij Yac NPOBeAEHHS KNIHIYHUX AOocifpKeHb. [lo Yicna Taknx noBifOMIeHb BXOAATH NOBILOMIEHHS MPO BUNALKU
nepefo3yBaHHA Yy [OPOCAMX Ta AiTel Micns 3aCTOCYBaHHAM TakUMX BUCOKMX 03, AK 1000 mr. [daHi KNiHiYHMX Ta NabopaTOpHUX OOCTEXEHb Y3romKyBaiucs i3
npodinem 6e3neYHOCTI ANa AOPOCANX Ta AiTei. Y 6iNnbLIOCTI 3apeecTPoBaHMX BUMAAKIB Nepeao3yBaHHs TXXKNX HebaxaHUX peakLii He cnocTepiranocs. HabinbLu
yacTi HebaxxaHi peakuii y3rogpkysanmcs i3 npodisnem 6e3neYHOCTi MOHTENYKAcTy i BKAOYann 6ifb Y XXMBOTI, COHMMBICTb, CNpary, rofoBHWUIA Gifb, 6/110BaHHA Ta
NMCMXOMOTOPHY FinepakTUBHICTb. HEBILOMO, U/ BUBOAMNTHLCA MOHTENYKACT 3a A0MNOMOIro NepuTOHeaslbHOro dianidy abo remogianiay.

JlikyBaHHSA CUMNTOMATUYHE.

JleBoueTVpU3VH

MoBifoMnsnocs Npo BUNagKuM nepefo3yBaHHA EBOLETUPU3UHOM. CUMNTOMY Nepefo3yBaHHS MOXYTb BKIHOYATU Y LOPOC/IMX COHMMBICTb, @'Y AiTel — CNoYaTKy CTaH
36y)KEHHS Ta 3aHErnoKOEHHS 3 NOAA/bLUMM PO3BUTKOM COH/IMBOCTI. Bigomoro cneumgiyHOro aHTMAOTy L0 NeBOLETUPU3NHY He icHye. lMpu nepenosyBaHHI



PEKOMEHAYETLCA CMMNTOMAaTUYHa abo MigTpUMyBasibHa Tepanis. JIeBOLETUPU3NH He BUBOAUTLCA NpK Aianisi.

Mo6iyHiI peakuil.

MoHTenykacT

Y Tabnuui HWK4Ye npeacTaBneHo HebakKaHi peakuii, MPo AKi MOBIAOMAANOCA Y pamKaxX MOCTMapPKEeTMHIOBOrO CrnocTepeXXeHHsA. YacToTa BUHMKHEHHA HebaXaHuX
ABYLL, OL|iHIOBA/1aCst Ha OCHOBI AaHUX BigNOBIAHUX KNiHIYHUX AOCNIIKEHb.

Cuctema — OpraH — Knac |HebaxaHi sBuua YactoTa*
IHeKUiT Ta Napas3nTapHi IHeKL i BEPXHIX ANXanbHUX LWNSAXIB L[yXe yacTto
3aXBOPHOBAHHSA
Po3naam 3 60Ky KpoBi Ta [MigBuULLEHA CXUBHICTL A0 reMoparivyHunX ABuLL, Pigko
nimgaTtnyHoT cucTemm TpombouuToneHis [yxe pigko
Po3nagn 3 60Ky iMyHHOT Peakuii rinepyyTnnBOCTI, BK/IKOHYAOUM aHainakcito |Hevacto
cucTemMm

Eo3nHogiNbHa IHDINbTPaLIA NeYiHKM [yxe pigko
Po3naam 3 60Ky MCUXiKu Po3nagu CHy, BKNKOYaoUM HiYHI KoLMapw, HeuacTto

6€e3COHHSA, COMHambyni3m, ApaTiB/MBICTb,
TPUBOXHICTb, HECMOKIW, 30Y/PKEHHS, arpecuBHa
nosefiHKa abo BOPOXICTb, Aernpecis
[cuxoMoTOpHa rinepakTUBHICTb, TPEMOP, TUK Pigko
anouunHauii, cyiyngansHi gyMkuy Ta cyiumpancHa | dyxe pigko
MoBefiHKa, Ae30pieHTaLlif, MOpPYLLEHHS yBaru,
NOTripLUIEHHS Nam’aTi

Posnaam 3 60Ky HepPBOBOT 3anamMopoyeHHs, MNISBICTb, COHMIMBICTb, FONOBHUIA  |HevacTo
cucTtemmu 6inb, NapecTesis/rinectesis, CyaoMu

MopyLLEHHS 3 6OKY cepus MocuneHe cepuedunTTa Pigko
Posnaam 3 60Ky HocoBsa KpoBoTeya HeuacTto

pecnipaTopHOi cucTemu,
opraHiB rpyfHoi KNiTKKn Ta
cepefoCTiHHSA

CuHapom Yeppxa — Ctpocca (CHUC), nereHesa [yxe pifko
eo3unHoiNis
Po3naam 3 60Ky [Liapes, HyaoTa, 610BaHHSA YacTo
LLI/TYHKOBO-KULLIKOBOTO
TPaKTy




CyxicTb y poTi, gucnencis Heuvacto

"enatobiniapHi posnaam MiABMLLEHHA CUPOBATKOBMNX PIBHIB TpaHCaMiHa3 Yacto
(ANT, ACT)
"enatuT (BKNHOYAKOUN YPaXKeHHS NMeYviHKu [yxe pigko
XOJIECTATUYHOT 0, renaToLLe/If0IAPHOr0 Ta 3MILLAHOro
reHesy)
Po3naay 3 60Ky LUKipK Ta LLIKipHi BUCUMaHHSA Yacto
NiALKIPHOT KNITKOBUHM
CuHL, KpOMUB’AHKa, CBEPOIXK HeyvacTo
AHTiOHEBPOTUYHUIA HABPAK Pigko
Bysnosa eputema, MynbTUHOPMHA epuTeMa [yxe pigko
Posnaam 3 60Ky ApTpanris, mianris, B TOMy 4yucni M’430Bi cnasmm  [HevacTo
OMOPHO-PYX0BOrO anapary,
CMOYYHOT TKaHMHM Ta
KICTOK
Po3naam 3 60Ky HMPOK Ta EHype3 y aiTel Heuacto
Ce4yoBMBIAHMX LU/IAXIB
3arasibHi po3nagu JNnxomaHka YacTo

3arasibHa cnabkicTb, MigBuLLeHa BTOM/OBaHICTb,|HevacTo
3ara/ibHe He3fy)XXaHHs, HabpaKu
*YacToTa BU3HAYaeTbCA SK: Ay>ke vacTo (=1/10); yacTo (Big =1/100 fo <1/10); HevacTo (Bif = 1/1000 go <1/100); pigko (Big =1/10000 go <1/1000); ayxe pigko (<1
/10000).

JleBoUeTVPU3NH

MoBifoMnsnocs Npo Taki HebaxxaHi peakuii, WO crnocTepirancs B Xo4i KNiHUYHMUX AOCNIAKeHb:

yacTo (Big >1/100 fo <1/10) — ronoBHUIA 6iflb, COHUBICTb, CYXICTb Y POTI, MiABULLEHA BTOM/IHOBAHICTS;
HeyvacTo (Big = 1/1000 o <1/100) — 3arasibHa cnabkicTb, 6i/lb Y XKMBOTI.

Kpim BuLIEBKa3aHMX HebaKaHMX peakLiil, 3apeecTpoBaHUX Mif Yac KAIHIYHMX AOCNIMXKEHb, TaKOX MNOBIAOMASNOCA MPO PiAKICHI BUNaAKN BUHUKHEHHSI HUXKYe
3a3HaYeHNX HebakaHNX peakLii, 3apeecTpoBaHNX y Nepios MOCTMAPKETUHIOBOr 0 CMIOCTEPEXEHHS.

3 60Ky IMyHHOT CMCTeMW: peakuil rinepyyT/IMBOCTI, BKIHOYAKOUM aHa(iNaKCito.

3 6OKY MCUXIKN: arpecuBHICTb, 30YPKEHHS, NOPYLUEHHS CHY, ra/itoLMHaLlii, genpecis, 6e3COHHS, cyTumMaanbHi AyMKN.

3 60Ky HEpBOBOI CUCTEMW: CYAOMW, HENPUTOMHICTb, TPEMOpP, AUCTeB3is, BEPTUIO, COH/IMBICTb, FOMOBHUIA 6ifb, NiABMLLEHA BTOM/IOBAHICTb, CNabKiCTb, acTeHis,
napecTesis, 3arnamMmopOYeHHS.

3 60Ky opraHis 30py: NMOPYLUEHHS 30pY, HEYITKICTb 30pY.

3 60Ky cepLeBO-CYyAMHHOT CUCTEMU: NOCUSIEHE CepLedunTTa, Taxikapais.

3 60Ky pecnipaTOopHOT CMCTEMM, OpraHiB rpyAHOT KNiTKN Ta CepefoCTIHHSA: 3aAMLLKa.

3 60Ky LLMYHKOBO-KULLIKOBOIO TPaKTY: HY0Ta, fiapes, 6/110BaHHS, 3anop, NiABULLEHWIA aneTuT, CyXiCTb Y poTi, 6iNb Y XKUBOTI.



"enaTobiniapHi po3nagun: renaTur.

3 60Ky HMPOK Ta CeY0BUAINbHOI CUCTEMU: AN3YpIs, 3aTPUMKa Ceui.

3 6OKy LWKipy Ta NigWKipHOT KNiTKOBUHU: aHTIOHEBPOTUYHWIA HAOPAK, CTiKa MeJyKaMeHTO3Ha epuTeMa, CBepbiXK, BUCUMAHHSA, KPOMUB’ AHKA.
3 60Ky 0NOpHO-PYX0BOro anapaTy, CMoYyYHOI TKaHWHM Ta KiCTOK: Mianris, apTparis.

3arasibHi NopyLUeHHs: HabpsK.

Pe3ynbTaTun 06CcTeXKeHb: 30iNbLLIEHHA MacK Tina, BiAXWNEHHS Bif HOPMU MOKA3HUKIB (OYHKLIT NEYiHKN.

Onuc oKpeMux NobivHMX peakLii: NoOBiAOMASN0CA NPO CBEPOIXK NiCNs NPUNNHEHHS 3aCTOCYBaHHS TEBOLETUPU3MHY.

TepMiH NpUAATHOCTI.
2 POKMW.

YMoBW 36epiraHHs.

36epiratu B Cyxomy, 3axuLLeHoMy Bif CBITNa Micui npy Temnepatypi He Buule 30 °C.
36epirat B HeAOCTYNMHOMY A1st AiTel micLi.

YnakoBKa.
Mo 7, 14, 28 a60 50 TabNeTOK y NNaCTUKOBOMY KOHTEHepPi Y KapTOHHI KOpooLi.
B KOXHWiA KOHTENHEP pa3oM 3 TabneTkaMun BKNafeHo MoiMepHUI LMNiHAP 3 BOMIOTONOriMHayYeM (Cunikaresb).

KaTteropis Bignycky.
3a peuenTom.

BupobHuK.
I"neHmapk ®apmacbtoTukans /1T4. / Glenmark Pharmaceuticals Ltd.

Micue3HaxokeHHS BUPOOHMKa Ta agpeca MicLsi NPoBaKeHHS 0ro 4isifIbHOCTI.
Ceno Kiwaxnypa, bagai-Hanarapx Poya, texcin bagai, p-H ConaH, (X.I.) 173 205, IHgis /
Village Kishanpura, Baddi-Nalagarh Road, Tehsil Baddi, Distt. Solan(H.P.) 173 205, India.



