IHCTPYKUIA
AN1S MEIMYHOT0 3aCTOCYBaHHS NiKapCbKOro 3acoby

ACKOPIJT
(ASCORIL)

Cknag:

Aitodi  pevyoBuHK: 1 TabneTka MiCTUTL caibbyTaMony Cynbdaty eKBiBaleHTHO canibbyTamosny 2 Mr, 6pOMreKCUHy
rigpoxnopuay 8 mr, reangeHesnHy 100 mr;

[ONOMI>KHI peyvoBUHK: KanbLito rigpoocdart, KpoxXmanib KyKypyA3sHWA, MeTunnaparigpokcnbeHsoat (E 218),
nponinnaparigpokcnbensoar (E 216), TasibK, KPEMHIIO AiOKCU KONOTAHUIA 6€3BOHWIA, MarHito cTeapar.

JlikapcbKa thopma. TabneTku.
OCHOBHI (PI3NKO-XIMIYHI BNACTUBOCTI: Bifi, OKPYI/i, MI0CKI 3i CKOLLUEHUMM Kpasimy TabneTku, 3 NiHIEK po3/ioMy
3 0fiHOrO BOKY.

dapmakoTepaneBTUYHa rpyna.

Kom6iHOBaHI 3aco6u, L0 3aCTOCOBYHOTLCA NPW Kallii Ta 3aCTyAHUX 3aXBOPOBaHHAX. BiaxapKyBasibHi 3ac0o6u.
KombiHauii.

Kog ATX RO5C A10.

dapmMakosoriyHi BNacTnBOCTI.
dapmakognHamika.
Canbbytamon — npsMWUiA CUMMNATOMIMETUK, CENEeKTUBHWIA aroHicT [Po-agpeHopeuenTopiB. OcHOBHa fis b-

aflpeHOMIMETUMKIB MONArae y 3A4aTHOCTI CTUMY/IHOBATU afieHinaTumnkiasy — PepmMeHT, KU KaTanilye YTBOPEHHSA
UMK/IYHOro afeHosnHMoHodgochaty (LAM®) 3 ageHosumHTpudgochaty (ATP). 36inblieHHs KinbkocTi LAM®
CMPUYMHSIE PO3CNabneHHsA rnagknux M’ a3iB OPOHXIB | NPUrHIYYe BUAINEHHS MefiaTopiB HeraHol rinepyyTanBOCTI
3 KNITWH, 0c06/1MBO onacuctux. CanbbyTamon po3cnabnioe rnagki M’a3m BpoHXiB, MaTKW, CYAMHHOIO 0Xa
CKenetHux M’a3iB. CanbbyTamon UMHUTL CW/bHIWY |1 TpuBaiiwy fil0 Ha [o-afpeHOpeLenTopn, HixX

i3onpoTepeHon. CasibbyTaMon MOXKe TaKOXK NOKPaLLyBaT! MexXaHi3M1U MyKOLM/1iapHOr0o TPaHCMOPTYBaHHS.
BPOMreKCMH YMHUTL BigXapKyBa/lbHY i MYKONITUYHY fit0. BpoMrekcMH — noxigHa peyvoBrHa OGeH3UNaMiHYy i
BasuLMHY. 30iNbLUyE 06°€M MOKPOTUHHS, 3HVXKYE AOr0 B’A3KICTb Ta CPUSE NOro eBakyalil 3 6pOHXIB; CTUMYJIHOE
rigponiTUYHy [enoniMepn3alito MyKOMPOTETHOBUX BOMIOKOH i CTMMYJIHOE aKTUBHICTb MUTOT/IMBOIO EniTenito.
Bifomo, o 6poMreKcuH 34iiICHIOE BUBINIbHEHHS Ni30COMalbHUX )epMEHTIB 6pOHXiaIbBHUMM 3a/103aMU.

BifoMo TakoX Mmpo iHWIi chapmakonoriyHi edekT GPOMIreKCUHY: NIABULLEHHA CeKpeLi’ eK30KPUHHUX 33103
(Hanpviknag, cnb030BUAINEHHS) | 36iMbLUEHHA MPOAYKUIT nereHeBoro cypgakraHta. OfHoYacHe 3aCcTOCyBaHHS
OpOMreKCuHy 3 OKCUTETPauMKIiHOM, epUTPOMILMHOM, amniyuaiHOM, amMOKCULUMAIHOM NPU3BOAMTL [0
MiABWLLEHHS TX KOHLEHTpaLiT B MOKPOTUHHI.

BBaXkaeTbC, L0 36i/IbLUEHHIO CeKPeLlil eK30KPMHHMX 3a/103 MNif Yac 3aCTOCYyBaHHSA 6POMIeKCUHY MOXE CrpUAaTY
MeTabonitT 6pomrekcuHy, ambpokcon (NA-872).

BalicheHe3uH. [is rBalidieHe3nHy nonsirae 'y CTUMYAAUil peuenTopiB  CAM30BOI  OOOIOHKM  LUAYHKA |
petiIeKTOPHOMY CTUMY/HOBaHHI CeKpeLii 3a7103 AUXasbHUX LWNAXIB. Y pe3ynbTaTi Uboro 36i/bLyeTbCA 06°eM i
3HUXKYETLCA B’A3KICTb OPOHXIa/IbHOrO CEKPETY.

dapmakoKiHe TVKa.

CanbbyTamonn.

CanbbyTamon gobpe abcopbyeTbes 3 TPABHOr0 TPAKTY, MOro 6io40CTynHICTb cTaHOBUTL Bif 50 % Ao 85 %. Micns
MepopaibHOro 3aCTOoCYBaHHA MakcuMmasibHa KOoHUeHTpauis (Cpg) Y N1asmi KpoBi Hactae uepe3 1-4 rofuHum

(Tmax)- Xa He BMAMBaE Ha 6GiOAOCTYMHICTb CanbbyTamony. 3B’S3yeTbCs 3 Giskamu y KinbkocTi 10 %. O6’em
po3noginy (Vg) ctaHoBuTb 156 + 38 n. CanbbyTamon MeTabosi3yeTbes Y nediHui 4O HEAKTUBHOMO Cy/b(aTHOro
KOH’torata. BuBoamTbCA canlbbyTaMon nepeBakHO HUpKamu. Big 64 % no 98 % BMBoAMTLCA i3 ceveto Ta 1,2—7 %
— i3 Kasiom. Mepiog HaniBBMBEAEHHS CalbOyTaMosy CTaHOBUTb 3—6,5 rognHN.

BpoMreKkcuH.

BpomrekcuH fo6pe BCMOKTYETHCA 3 TPaBHOro TpakTy. MakcumanibHa KOHLUEHTpaLis 6poMreKCMHy B cupoBartLi
KpOBi HacTae NpmM6anM3HO Yepe3 1 roguHy nicns npuinomy npenapaty. MeTaboi3yeTbCsi B NeYiHLi O aKTUBHOIO
MeTabonity — ambpokcony. bpoMrekcuH BMBOAUTLCS B OCHOBHOMY 3 Ceyetd Yy BUINsAl MeTaboniTis, nuLue



He3HayHa oro YacTHa BUBOAMTBLCA Y HE3MIHEHOMY CTaHi. [Mepiog HaniBByBeAeHHS 6POMIeKCUHy — 6,5 roguHu.

[ BalitheHe3H.

I"BalitheHe3VH fobpe abcopbyeTbCsA 3 TpaBHOro TpakTy. 60 % reaviheHe3nHy rigponisyeTbCs B KPOBi NPOTArom 7
FOAWH 3 YTBOPEHHAM b(2-MeTOKCU(EHOKCH)-MONOYHOT KUCNOTU. [Bali(ieHe3nH BMBOAUTLCA 3 Ceyeto 'y (hopmi
meTaboniTis. Mepiog HaniBBMBeLEHHS rBaeHe3nHy — 1 roguHa.

KniHIYHI XapaKTePUCTUKWN.

lNoka3aHHA.

CumnToMaThyHe NiKyBaHHA MNPOLYKTMBHOIO KalMO Mpy Pi3HWX 3axXBOPIHOBAHHAX OpPraHiB [UXaHHSA, LWO
CYNpPOBOMLKYHOTHCA 6POHXOCMA3MOM.

MpoTunokasaHHs.

MigsvieHa 4yTAMBICTb A0 canbbyTamosny, iHWKMX CUMMATOMIMETUKIB, OPOMreKCuHy, rsaideHesuHy abo Ao
Oyfb-AKOro 3 IHWWX KOMMOHEHTIB JIiKapCbKOro 3acoby. KopoHapHa HefoCTaTHICTb, apuTMifl, IHLI THKKI
CepLeBO-CYANHHI 3aXBOPIOBaHHA, TiNEPTUPEO03, TSHKKI NOPYLUEHHSA (YHKUIT MeYiHKM, BMpaskKa LIyHKa Ta
[BaHaAUATUNANOT KMLWKKN ab0 Brpa3koBa XxBopoba B aHaMHesi. [Nopdipis.

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOLIN.

He pekoMeHAYeETbCA OAHOYACHO 3aCTOCOBYBATU Ca/ibOyTamMON Ta iHLWI nepopasibHi CUMNaToOMIMETUKM, OCKINIbKA

Taka KOMOGiHaLisi MOXe MPU3BeCTN 0 CepLEeBO-CYANHHUX NOPYLLEHD.

OfHoYacHe 3aCTOCYyBaHHS IHri6ITOPIB MOHOAMIHOKCMAA3N Ta HENPAMUX CUMMATOMIMETUKIB YacTO CNPUYMHSAE

rinepToHiYHMIA Kpu3. CanbbyTamon 3 0CO6/MBOKD OOEPEXHICTIO MpU3HaYaloTb XBOPUM, SAKi  NiKyHTbCA

iHriGiTopamn MoOHOamiHOKCKAA3W abo TPULMKNIYHUMW aHTUAenpecaHTaMu, a TakoX MNPOTAroM MpuHaniMHI 2

TWXKHIB MiCNA 3aKiHYeHHS Takoro JiKyBaHHS, OCKI/IbKW MNPWU OAHOYAaCHOMY 3aCTOCyBaHHI HebakaHa [is

canbbyTamosly Ha CepueBO-CYMHHY CUCTEMY MOXe nocuaoBaTnca. OnucaHi MOOAVMHOKI BUMALKW, KOMu

BUHWKHEHHSI TakMX MO6IYHMX edekTiB, AK Taxikapfis Ta rinoMaHiakasbHW CTaH, MNOB’A3yBa/M 3 LIEHD

B3aEMOJIEL0.

Y 300poBUX [06pPOBOMbLIB, AKI NpUAMan AUrokcuH npotdarom 10 AHIB, crnocTepiranocst 36iNbLUEHHA Oro

KOHUeHTpau,ii 3 16 % [0 22 % B c1MpoBaTLi KPOBI Mic/is 04HOPa30BOro Npu3HayYeHHs canbbyTamony.

KniHiuHe 3HaYeHHS LMX CNoCTepeXkeHb A/14 NALIEHTIB i3 06CTPYKTUBHUMM 3aXBOPHOBAHHAMYU AUXa/IbHUX LLUJISXIB,

AKi OTPMMYIOTb Ca/ibOyTaMon Ta AUIOKCUH NPOTArOM TPMBAIONO Yacy, NMoKK Lie HefoCTaTHbO BMBYEHE. poTe €

[OLINbHUM NPOBELeHHA MOHITOPIHTY PIBHA AUTOKCMHY B CMPOBATLi KPOBI Y NaLieHTIB, AKI 0A4HOYACHO NIKYHTLHCH

AMTOKCMHOM Ta casibbyTaMosom.

linokaniemis, WO PO3BMBAETLCA BHACNIJOK 3aCTOCYBaHHS npenapatiB, AKi MICTATb canbbyTaMos, MOXe

MigBULMTMCA NPU OJHOYACHOMY 3aCTOCYBaHHI [IypPeTuKiB. YHacMifoK LbOro MifBULLYETLCA PU3NK PO3BUTKY

apuUTMIR NpK 3aCTOCYBaHHI Ha T/Ni TaKOro /liKyBaHHSA CepLeBuX rniko3unais.

Edektu casibbytamony MOXYTb oyTH 3MeHLLEHI npu OflHOYacHomy BUKOPUCTaHHI

-afapeHo610KaTOopPIB, 0CO6/IMBO HEBMOIPKOBMX (TaKUX AK NPOMPaHO/O0), a TaKoX MOXYTb

NiACUANTACA NPU OAHOYACHOMY 3aCTOCYBaHHI KCAHTWUHIB (Hanpuknag Teoininy).

B-6nokaTopn MOXYTb He fumwe 6710KyBaT GPOHXOPO3LLMPIOBAIbHUIA e(DEKT [-arOHICTiB, a W CNPUUMHATY

OpoHxocnasm y nauieHTiB 3 6pOHXia/IbHOK acTMOoK. TOMy MmauieHTaM 3 aCTMOK MPOTMNOKa3aHe 3aCcTOCYBaHHSA

B-6nokatopis.

Ane 3a neBHUX O0O6CTaBWH, Hanpuknag, AK MpoginakTMKa nicns IHMapKTy MioKapha, 3acTOoCyBaHHS
B-6nokaTopiB A4 NauieHTIB 3 aCTMOKO MOXe OYTW PO3rNsaHYTO. Y Takux BUMagkax 1X cfif 3acToCOBYyBaTy 3

06epeXxHicTHO.

B-aroHiCTM MOXYTb NIACUIKOBATU CMPUYMHEHI 3aCTOCYBaHHAM [iypeTuKiB, WO BMBOAATb Kaniil (Takmx, SiK

neTnboBi Ta TiasngHi), amiHn EKI™ i/uyn rinokasniemito.

Xoya KNiHIYHe 3HAYEeHHS UMX e(eKTIB HeBiJOMe, PEKOMEHAYETLCA MPOABNAT 00EpPeXHICTb Y pasi CyMIiCHOro

3aCTOCyBaHHS (3-aroHICTiB 3 AiypeTMKamu, L0 BUBOAATb KasiiA.

He cnig ogHovacHO 3acTocoByBaTW canbOyTamon 3 npenapatamy AN iHranauiiHoro Hapkosy, agpeHaniHoM,

TPULMKNIYHUMY aHTUAENPecaHTaMmm Ta KOPTUKOCTEePOifamMu.

BpomMrekcMH He npusHayaT OLHOYACHO 3 NKapCbKMMKM 3acobamu, WO MICTATb KOAeiH. [pu ogHovacHomy

3acTocyBaHHi OpPOMreKCMHy Ta npenapatiB, WO MOAPA3HIOTbL TPaBHWIA TpPakT (Hanpuknag HecTepoiaHi

npoTU3anasibHi Npenaparun), MOX/IMBE B3aEMHe NMOCU/IEHHS MOAPa3HIOBA/IbHOI AiT HA CIM30BY 060/IOHKY LUMYHKA.

OfHoYacHWA npuitoM 3 aHTUGIOTMKaMK  (aMOKCUUWAIH, epUTPOMILUUH,  LetypOKCUM, AOKCULMKIIH),



Cy/b(haHinamigHMMmM npenapartamy Cripuse NiABULLEHHIO X KOHLUEHTpauii y 6poHxianbHOMy cekpeTi. [Mpu
NMPUAOMI OAHOYACHO 3 NiKapCbKMMKM 3aco6amu, WO MPUrHIYYHOTL Kall/IbOBMIA LIEHTP, MOX/MBE YTPYAHEHHS
BIAXOMKEHHS PO3PILXKEHOr0 MOKPOTUHHA (HAKOMWYeHHA OPOHXiaNbHOr0 CEKpPeTy Y AUXaTbHUX LUAXax).
MOXXNMBUIA OLHOYACHWI NPUIAOM 3 GPOHXOAMNATaTOPaMU. BPOMIeKCUH He CYMICHWIA 3 TYXKHUMUW PO3UYMHAaMMU.
"BaipeHe3NH NIACWNIOE [it0 NiKapCbKUX 3aco6iB, WO MPUrHIYYHOTL LEHTPasibHY HEPBOBY CUCTEMY, a TaKOX
eTaHo/y. TakoXX MOXe 3YMOBUTN XMOHONO3UTMBHI pe3y/bTaTu AiarHOCTUYHMX TECTIB, NMPU AKUX BMU3HAYaKTb 5-
riAPOKCUIHAONOLETHY Ta BaHIIMUTAaNeBy KACNOTA Y Ceui.

I"BaidpeHe3VH NiACUNIOE [it0 celaTUBHMNX 3aC06iB Ta M’A30BUX PenaKCaHTIB.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

CanbbyTtamon, fK i iHWi CTUMYNATOpY B-afpeHopeL,enTopiB, HEO6XiAHO NPU3HAYaTN 3 06EPEXHICTIO NaLieHTam i3
CYAOMHUMM po3/iafiaMu, LyKPOBUM AiabeToM, CepLeBO-CYANHHUMM MOPYLLUEHHAMYU (apTepiasibHOO FinepTeH3IED).
CanibbyTaMon MoXe BMNInBaTh Ha CepLEBO-CYAMHHY CUCTEMY, LLO NPOABNAETLCA MPUCKOPEHHSAM HaCTOTK NY/IbCY,
NiABWLLEHHAM apTepiaibHOr0 TUCKY, 3MiHamn Ha EKI, Takmmu fK: 3rnapkKyBaHHA 3yousd T, MOLOBXEHHS
iHTepBany QT, genpecia cermeHTa ST. ToMy casibbyTamon Heob6XiAHO 3aCTOCOBYBATU 3 06EPEXHICTHO MaLieHTam
i3 3aXBOPIOBAHHAMM CEPLIEBO-CYAMHHOT CUCTEMU, OCOBNMBO NPY apTepiasibHIn rinepTeHsil.

Y [eskux nauieHTiB, fK | MiCns 3aCTOCyBaHHA Oy[b-AKMX IHLWMX aroHiCTiB [3-afpeHOpeLenTopiB, MOXYTb
crnocTepiratuca KAiHiYHO BaXXMBI 3MiHWM CUCTOMIYHOIO i AiaCTONIYHOr0 apTepialbHOro TUCKY.

PanToBe Ta Nporpecytode MoripweHHs nepebiry 6poHXiabHOT acTMK € XXUTTEBO HEOEe3NeYHUM CTaHOM, Lo
noTpebye 3aCTOCYBaHHA KOPTUKOCTePOigiB abo 36i/bLUeHHsA TX Ao3n. MNoTtpeba 36iMblIeHHs Jo3u canbbyTamony
CBIAUMTb NPO MOTIPLUEHHS KOHTPOMKD Haf acTMOK | BUMarae nepernsagy Ttepanii, y pasi HeobxigHOCTI —
MPU3HAYEHHA KOPTUKOCTEPOIAIB.

CanbbyTamMon MOXe CNpUYMHUTY NapajoKCalbHUA GPOHX0CNa3M 3 panTOBUM MOCUMIEHHAM 3afMLLKK, L0 MOXeE
OyTV Hebe3neyHuM ANA XKUTTA. Y LbOMY BUMaAKy 3aCcTOCyBaHHA npenapaty Chif HeramHo MPUMUHUTK Ta
3BEPHYTUCA [0 NiKaps.

MoBigomMNsnocs Mpo MOOAMHOKI BUMaAKM BUMHUKHEHHS ilemiT MioKapfa, acouiiioBaHOi i3 3acTOCyBaHHSM
canbbytamony. MauieHTam i3 XxBopob6amu cepus (Hanpuknag iwemiyHa xBopoba cepus), AKi NiKyTbCA
ca/ibbyTamosiom, y pasi BUHUKHEHHS 00710 B rpyasax abo iHWWX CMMNTOMIB, WO CBifg4YaTb MPO 3aroCTPeHHS
XBOPOOU cepus, CNif 3BepHYTUCH 3a MeAMYHOIO A0NoMOror. Cnif 3BepHYTH yBary Ha OLiHKY TakKuX CUMMTOMIB,
AK afyxa Ta 6ifb y rpyasx, Wwo MoXyTb OyTn HaCMiAKOM AK 3aXBOPHOBAHHA CepLus, Tak i 3aXBOPHOBaHb ANXa/bHOT
CUCTEMMU.

PesynbTtatom fliKyBaHHA bo-aroHictaMum Moxe OyTW TsXKKa rinokaniemia. Oco65mBoi 06epexxHoCTi  cnif

JOTPUMYBATUCS MPU TSHKKIA rocTpii (opMi aCTMU, OCKINIbKM Le epeKT Moxe OYyTW MOCUNEHWIA NOELHAHUM
3aCTOCYBaHHAM MOXIAHWX KCaHTWHY, CTepOifiB, AIYPETUKIB i TIMOKCIED. Y TakMX BUMAAKaX PEKOMEHLYETLCH
PErynsipHo KOHTPONHOBATM PiBeHb KOHLEHTpaLIT Kanito y cupoBartL,i KpPoBi.

AK 1 iHWI aroHicTn b-agpeHopeuenTopiB, caslbbyTaMos MOXKe NPU3BOAUTU A0 0B60POTHMX METaboNIYHUX 3MiH,
Hanpuknag Ao 36iNbLUeHHS PiBHA LYKPY B KPOBI. Y pe3ynbTaTi Lboro 6ynm oKpeMi noBigoMAeHHS MPO PO3BUTOK
KeToauuao3sy y XBopuX Ha LyKpoBui1 fiiabeT. OfHOYacHe 3aCTOCYBaHHSA KOPTUKOCTEPOILiB MOXe 3aroCcTpuTK Liei
cTaH. lNepes NoYaTKOM liKyBaHHSA Ta Nif Yac /liKyBaHHA TaKUX XBOPUX HeOOXiHO KOHTPO/OBATU PiBEHb IIHOKO3U
B KPOBI.

3 00epexHiCTi0 MOTPIGHO 3acTOCOBYBATW rBalpeHE3MH Yy JiKyBaHHI KalW/l 3 HagMIpHUM BUAINEHHSM
MOKPOTMHHS, MEPCUCTYBa/IbHOMO UM XPOHIYHOrO Kaliio, WO BUHWMKAE BHACNILOK THOTIOHOMAIHHA, acTMmu,
XPOHIYHOI0 BPOHXITY, emMiseMu.

BpoMreKkcrH He 3aCTOCOBYHOTb MaLjieHTaM i3 BUpa3Kamy LUYHKA Yv ABaHALLATUNAION KMLLKKW abo i3 BUPa3KOBOH)
XBOPOOOK B aHaMHe3i, OCKi/lbKWM OGPOMIeKCMH MOXE BM/IMBATW Ha C/IM30BY OOOMIOHKY LUYHKOBO-KMLLIKOBOIO
TpakTy. [Npy HaABHOCTI LUTYHKOBMX KPOBOTEY B aHaMHe3i npenapar CAif 3aCToCOBYBaTW Nif KOHTPOSEM NiKaps.
Mpu NikyBaHHI NpenapaTom He0bXiJHO BXMBATK JOCTATHIO KiNbKICTb PigUHN, WO 36iNbLUYE BigXapKyBasibHY Ait0
OPOMIeKCUHY.

[y>xe pifKo Ha TNi 3aCTOCYBaHHA OPOMIEKCUHY MaroTb MiCLe THXKKI LUKIPHI peakuii, Hanpuknag MynbTugopmHa
eputema, cuHgpom CriBeHca — [PKOHCOHA, TOKCUYHWIA enifepManbHUA HeKponi3 (cuHApoMm Jlaenna) Ta roctpuii
reHepani3oBaHuii eK3aHTEMATO3HWIA MYCTYNb03. Mpy NoABI 3MiH Ha LUKIpi Ta CIM30BUX 000/I0HKAX CAif HeramHo
3BEPHYTMNCA [0 fliKaps, a 3aCTOCYBaHHSA MnpenapaTy NpUMNUHUTW.

Mpy NopyLleHHi 6pOHXiaIbHOT MOTOPUKN, LLLO CYNPOBOAKYETHCA YTBOPEHHSAM BE/IMKOT KiflbKOCTI GPOHXiasIbHOro
cekpeTy (3M04KICHMIA CMHAPOM BIOK), MpenapaT CAnif 3acTOCOBYBaTM 3 0COG/MBOKD 0OEPEXHICTIO uepes
MOMX/IMBWIA 3aCTiiA CEKPeTY.



Mpenapart c/if 3acTOCOBYBaTH 3 006EPEXHICTIO NaLjieHTaMm, AKi XBOPIOTb Ha rnayKkomy.

Mpw NOpYyLUEHHI (hYHKLIT HUPOK (BK/HOUalOUmM TSXKY HUPKOBY HEIOCTaTHICTb) ab0 3aXBOPHOBAHHAX MeYiHKK (Npw
MeYiHKOBIN HeAOoCTaTHOCTI CepeAHbOro Ta JIerkoro CTYMeHs TSHXKKOCTI) CAif 3acTocoByBaTW 3 0CO6/IMBOIO
06epeXxXHICTHO (3MeHLLYHOUN 03y ab0 306i/bLUYHOYM IHTEPBa/ Yacy MiXK 3aCTOCYBaHHSM).

PeKoMeHAYETbCA NePioOANYHNIA KOHTPO/Tb (DYHKLIT MEYiHKM, 0CO6IMBO NPU TPUBAIOMY 3aCTOCYBaHHI.

He npusHayatn npenapar nepes 3acToCcyBaHHSIM HapKO3y.

MpenapaT He MOXKHa 3aCTOCOBYBATM XBOPUM 3 TiNepTPOivHOO KapaiomionaTieto.

MeTunnaparigpokcubeHszoar (E 218) Ta nponinnaparigpokcnbensoat (E 216), Wo BXoAsaTb A0 CKiady
NIKapCbKOro 3aco0y, MOXYTb CPUUMHATY aneprivHi peakuii (MOXX/IMBO, YMNOBI/IbHEHI).

3acTocyBaHHA y nepiog BariTHOCTI abo rogyBaHHs rpyaato.
He 3acTocoByBaTtu.

30aTHICTb BNAMBATM Ha LWBMAKICTb peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMMU MexaHi3Mmamu.
Cnig yTpumyBaTUCb Bif, KepyBaHHSi aBTOTPAHCMOPTOM i poboTM 3 iHWMMK MexaHi3mamu Mif yac flikyBaHHS
npenapaTom.

Cniocib 3acTocyBaHHSA Ta A03Mu.

Jopocnnm Ta fiTam BiKOM Bij, 12 poKiB 3aCTOCOBYBaTMW BCepenHy Mo 1 Tabnetui 3 pasu Ha Joby.
[iTv Bikom Bif, 6 0 12 poKiB: No ¥2— 1 Tabnetui 3 pa3n Ha Jo0y.

TpvBanicTb NiKyBaHHA BU3HAYAETLCA IHAMBIAYaA/IbHO.

aiTn.
He npu3HayaTtu nikapcbKunii 3acib Aitsam Bikom 40 6 POKiB.

Nepepo3yBaHHA.

CumnTOoMK: 30Y[MKEHHSs,, CNyTaHiCTb CBIJOMOCTI, MPUrHIYEHHS AWMXaHHSA, 4YacTe [AUXaHHSA, MOPYLUEHHS
CBILOMOCTI, aTakcis, Agnnnonis, Nerkuii MeTabonivyHni aumaos, apuTmii, 6inb y rpyasx, rinoTeHsis ax A0 LLOKY,
NMPUCKOPeHe CcepLebuTTd, Taxikapfis i CunbHWIA Tpemop, 0CO6AMBO B pykKax. MOXnuBi ckapru 3 6GOKy
LUYHKOBO-KMLLIKOBOI O TPAKTY, BKIKOYAKOUM HYAOTY i 6/110BaHHS; CYy0MUN, EKCTPACUCTONISA, COH/IMBICTb, FO/IOBHWI
6inb, rinokaniemis, 60/i y XM1BOTI, 3ar0CTPEHHSA BUPA3KOBOT XBOPOOM LLIYHKA.

HainowmupeHilwmnMMmM  03Hakamy  Ta  CUMMTOMamu  Mepefo3yBaHHA  canbOyTamony € TPaH3UTOPHI  3MiHW,
(hapMakKo/oriyHo IHAYKOBaHI [B-aroHictamu, Hanpuknag Taxikapgis, TPemop, rinepakTVBHICTb Ta MeTaboniyHi
MOPYLLIEHHS, BK/OUatouu rinokaniemito (ame. po3ain «OcobMBOCTI 3aCTOCYBaHHS» Ta «[106iUHI peakLii»).

Y pe3ynbTaTi Nnepefo3yBaHHs canboyTamosy MOXKe BUHUKHYTY FinoKasiemis, TOMy HeO6XifHO NepeBipsTH piBeHb
Kasito y cmpoBartL,i KpoBi. Mpy 3aCTOCyBaHHI BUCOKMX TePaneBTUYHUX 403 ab0 nepeso3yBaHHI KOPOTKOAIHOUNX Bo-

aroHicTiB MOBIZOMNANM NPO BUNALKM NIAKTOAUMA03Y, TOMY CAif NepeBipsATY PiBeHb NTaKTaTy B CUPOBATLI KPOBI Ta,
BiINOBIAHO, KOHTPO/HOBATV METab0MIYHWNIA aumMa03, 0CoO6AMBO Y pasi CTiNKOro abo HapoCTakHoro NPMCKOPEHOro
AMXaHHS, HE3BAXKAKUM Ha MOKpaLLaHHs CMMNTOMIB 6pOHXO0CMa3My, TakUX SIK CTPUA0PO3He AUXaHHS.

HesHauHe ab60 noMipHe nepefo3yBaHHSA rBaliheHe3NHY MOXEe CMIPUYUMHUTI 3anaMOPOYEHHS, LLUTYHKOBO-KULLKOBI
po3nafun, HyfoTy, 6Nnt0BaHHSA ab0 3HWKEHHS M’A30BOro TOHYCY. [ly)Ke BWCOKI [03M rBaneHesnHy MOXYTb
BUK/IMKATW TakKi CUMMTOMMW, AK 30Y[PKEHHS, CryTaHIiCTb CBILOMOCTI Ta MPUTHIYeHHA [AMXaHHA. € pigKicHI
MOBIJOM/IEHHSA MPO KaMeHi y ceqoBOMY Mixypi a60 HMpKax NauieHTiB, SKi YyNpPoLOBX TPMBAIOro Yacy npuiimanu
Be/IMKI KiNbKOCTI rBaineHe3nHy.

NikyBaHHA. Tepania cMMNTOMAaTW4Ha, CMOCTEPEXEHHS 3a [AO0MOMOroH efleKTpokapaiorpadii mokasaHo Ans
KOHTPO/O OyHKLIT cepus.

Mo6iyHI peakuii.

3 BOKy IMYHHOT cuCTeMmu: peakuii rinepyyTAMBOCTI, WO BK/IOYaOTh B cebe BUCUM, CBEPOIX, aHagiNakTUUHI
peakuii, B TOMY YAC/i CUHAPOM MeLVUKAMEHTO3HOI rinepyyTInBOCTI 3 e03UHOMINMIED | CUCTEMHUMW CUMNTOMaMW,
aHagiNaKTUYHUIA LLOK, aHTIOHEBPOTUYHMIA HAOPAK, KPOMUB’AHKY, OpOthapuHreanbHUn HabpsK, HabpsK 061yYs; B
OKpeMuX BUMafkax — My/nbTU(OpPMHa eputemMa, cuHApoM CTiBeHca — [PKOHCOHA, TOKCUYHWIA enifepMasibHUi
Hekponi3 (cuHapoM Jlaenna), rocTpuii reHepanizoBaHWin eK3aHTEMATO3HWIA MYCTYNbO3.

3 60Ky TpaBHOrO TpPaKTy: AUCMENCUYHI fABMLLIA, HYAOTa, 6/10BaHHSA, Aiapesi, Ginb Yy XXMBOTI, 3aroCTPeHHS
BMPa3KOBOT XBOPOOW LUNYHKA/BMPA30K KULLEYHWUKY, racTpasris, HeNnpUueMHU NPUcMak y poTi.



3 6OKy HepBOBOI CUCTEMMW: TPeMOp, Mianrid, ronoBHWUIA Oinb, FiNepPaKTUBHICTb, AMCreB3isi, 3anamMOpPOYEeHHS,
HeCnokKii, 6e3CoHHS, NapecTesis POTOrN0TKN.

3 60Ky CepLeBO-CYAMHHOI CUCTeMU: Taxikapgia; nepudepuyHa Basoamnatauis; NMOpPYLUEHHA CepLeBoro putMmy,
BK/IIOYAKOUM PIGPUNALIKD LUNYHOYKIB, CYMPaBeHTPUKYNAPHY TaxikapAito Ta eKCTPacUCTONIH; TrinoTeHsid abo
rinepTeHsis; BiAUyTTa cepuedbunTTs; iLuemMis Mmiokapaa; Konarc.

3 60Ky AnxaNbHOI CUCTEMU: PO3Naan ANXaHHS, NOCUIEHHS KaLL/o.

CanbbyTamon MoXke CNpOBOKYBaTK MapafoKcaibHWUn GPOHX0CNA3M, WO € XUTTEBO HeGe3neyYHUM CTaHOM. Y pasi
Or0 BUHWKHEHHS HeOOXigHO HeraHO NPUMNMHUTK 3acTOCYBaHHA npenapaty i MpU3HAYUTU abTepHaTUBHE
NiKyBaHHS.

3 60Ky 0OMiHy pe4yoBuH, MeTaboniamy: rinokaniemis. MoOTeHUINHO 3acTOCYBaHHS bo-aroHiCTiB MOXe 3yMOBUTH

BUPaXEHY rinokaniemMito, NiABWLLEHHS BMICTY NakTaTy B CMpoBaTL,i KpoBi / nakTatayunios.

IHWi: miocnasm, cyfomu M’A3iB, BI4UYTTA TUCKY Y M’A3ax, rineptepmis, 03H00, Migpia3, aTOHIsA CEHOBOro Mixypa,
nigBuvLLEHa NITIMBICTb, FiNepriaikemis, TPOMOOLMTOMEHIS.

Y [edakux nauieHTiB MOXe PO3BUHYTUCA TPaH3UTOPHE NiABULLEHHA PiBHA aMiHOTpaHCcmepas y KpPoBi, CrpuYmMHeHe
OGPOMIreKC1HOM.

TepmiH NpUAATHOCTI.
2 POKMW.

YMoBK 36epiraHHs.
36epiratu B Cyxomy, 3axuLLeHOMY Bif CBITNa MicLi Npy Temnepatypi He BuLe 25 °C.
36epiraTv B HeAOCTYMHOMY ANs AiTel MicLi.

YnakoBKa.
Mo 10 Tabnetok y 6nictepi, no 1 a6o no 2, abo no 5 61icTepiB y KAPTOHHIA yNaKoBLii.

KaTteropis Bignycky.
3a peuenTom.

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

MicLe3HaxomkeHHS BUPOOHMKaA Ta 0ro agpecu Micusa NpoBaKeHHS AisNIbHOCTI.
1. AinbHnys Ne E-37/39, Em.AR.Ai.Ci., Catnyp, Hacik — 422 007, IHgis /
Plot No E-37/39, M.1.D.C., Industrial Estate, Satpur, Nasik — 422 007, India.

2. Ceno KiwaHnypa, bagai-Hanarapx Poya, Texcin baggai, p-H ConaH, (X.IM.) 173 205, IHgis /
Village Kishanpura, Baddi-Nalagarh Road, Tehsil Baddi, Distt. Solan (H.P.) 173 205, India.



