[HCTPYKIIIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

CIIA3SMOMEH?

(SPASMOMEN")

Cknao:
ditoua pevosuHa: otilonium bromide;
1 TabneTKa, BKpHUTa IIiBKOBOIO 000JIOHKOI0, MiCTUTh OTUIIOHII0 6pominy 40 mr;

0onoMidCHI peuoBUHU: TAKTO3W MOHOTIIpaT, KpOXMaJslb PUCOBUM, HATPil0 KPOXMAJIbI TiKOIAT (Tun
A), marsiwoo cTeapart, rinpomesnosa, TuTany giokcup (E 171), nonietunenrnikosns 4000,
noietuneHriaikons 6000, Tanbk.

Jlikapcbka ¢popma. TabmeTKy, BKPUTI MTIBKOBOIO 000JI0HKOIO.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: IBOSKOOIYKJI TaOneTKu Bif 0inoro mo mMaixke 6iIoro Koibopy,
BKPUTI ITIBKOBOIO 000JIOHKOIO, 1110 MalOTh KPYTIy GopMmy.

dapmakoTepaneBTHYHA rpyna. 3acobu, 110 3aCTOCOBYIOTHCS IPU (PYHKITIOHAIBPHUX PO37Iafiax 3
00Ky TpaBHOT'0 TPaKTy. CHHTETHYHI aHTUXOJIiHEepPTiyHi 3aco0u, YeTBePTUHHI aMOHINHI CITOTYKH.

Kopm ATX AO3A B06.

Papmako.102iuHi 8 1acmueocmi.

®apmakoOuHamika.

OrumnoHito 6poMif € TUTIOBUM ITPENCTaBHUKOM KJIacy IIperapaTtiB Ha OCHOBI YeTBEPTUHHOI COJIi
2-aminoeTun-N-OeH3uIaMiHO0OEH30aTy .

Otunonito 6poMif YMHUTHL CIIA3MOJIITUYHY [Iif0 Ha TJIafKy MyCKyJIaTypy AUCTAbHOTO Bifmimy
KHUIIeYHUKY (00070Ba Ta MpsMa KullKa). [JaHui eheKT CIoCcTepiraeThCs Ipu 3aCTOCYyBaHHi 03, 110
He BIJINBAIOTh Ha IIJTYHKOBY CEKpeIliio Ta He BUSBISIOTh TUIIOBI aTponiHonoaiOHi mobiuHi eeKTH.

Mexani3M mil

Otunownito 6pomin mie mepeBaXkHO LIISXOM 3MiHU TOKY iOHIB Ca’ MiX KJTiITHHHUM Ta MO3aKTITHHHAM
IIPOCTOPOM, 3MEHIIYI0YH CKOPOYYyBabHYy aKTUBHICTE i BiciepanbHUM Ginb MIIIX0M iHTi0yBaHHS



KaJbllieBUX KaHaiB L-tuny Ta T-Tuny Ha rinagKy MyCKynaTypy KUIIEeYHUKY Ta CEHCOPHI HEUPOHU
€HTEepaIbHOl HEPBOBOI CUCTEMHU BigmoBigHO. [lomaTKOBUY (papMaKOIOTiYHUM ePEKT OOCATAEThCS
yepe3 B3aEMOMII0 3 TaXiKiHIHOBUMH Ta MyCKapPUHOBUMH pellelTopaMu 00010BOI KUIITKH.

Kniniyna ebekTHBHICTh Ta 6e3meka

Po3mupeHnut aHasi3 MOgBIMHOTO CIIIMOTO0 MIane00-KOHTPOIbOBAHOTO 15-TUXKHEBOTO OOCHiIKEeHHS
oTusoHito 6pominy (mocmimxkenus SpC1M), mpoBeeHOro 3a y4acTio 378 mallieHTiB i3 cCHuHAPOMOM
noppa3HeHoro kuureyHuKy (CIIK), mokasas, 110 4aCTOTa TepalleBTUYHOI BiTIOBifi MPOTITrOM

2-4 micsmiB 6yta 3HAYHO BHUIIA Y TPYIIi 0TUIOHII0 6poMminy (36,9 %), Hixk y rpymi mnane6o (22,5 %;
p=0,007). Illomicsitig YacToTa MOCATHEHHS TepaleBTUYHOI Bigmosiai Oyia BUIla y TPYIIi OTHUIIOHIIO
Opominy nopiBHsHO 3 1alebo (P<0,05). 3aranbHa MicsiuHa Ta TUXKHEBa YacTKa IOMYJIsLii i3
HasIBHICTIO TEPANeBTUYHOI BiIIIOBifi BiTHOCHO OKpeMUX KiHIIEBUX TOUOK (IHTEHCHUBHICTH Ta YacTOTa
00110 Ta TUCKOMGOPTY, METEOPU3M/3OYTTS KUBOTA, TSIKKICTh Aiapel Ta 3amopy, CIu3 y
BUITOPOKHEHHSX) Oy/Ia 3HAYHO BUIIO0 Y TPYIIi OTHUIIOHII0 6pOoMify MOPiBHSHO 3 TPpyIolo miamnebo, 3
miama3oHoM BigMiHHOCTEH Bif 10 mo 20 %. AHaumi3 pe3ynbTaTiB 4aCTOTH gedeKallil i KOHCUCTEHIIil
BUITOPOXKHEHDb BKA3ye Ha Te, 1110 MAalliEHTH i3 Jiape€io MaloTh JOJATKOBY KOPUCTh. [laHi 6e3meKu
3aCTOCyBaHHS OTHUJIOHII0 OpoMify 3a xapakTepoM Oy CX0XKUMH 3 Ianebo.

Y xopmi MogBIHHOTO CIIiIOro MmIane60-KOHTPOJILOBAHOTO KIIiHIYHOT0 MOCTigXKeHHs (n=365 malieHTiB i3
CIIK) (mocnigxenns OBIS) Oyna migTBepaxkeHa eheKTUBHICTL OTUIIOHII0 GpOMily TOPIiBHSHO 3
nanebo 100 3HMUKEHHS 9aCTOTH O0JII0 ¥ JKUBOTI, CTYyIIEHS 3AYTTS KUBOTa Ta IPOPiTaKTHKH
PeluauBy CUMIITOMIB.

dapmakoKiHemuxka.

[Tepenbada€eThCs, 110 OTHUIIOHIIO OPOMIZ TPOHUKAE y Miclie ¢papMaKOJIOTidHOl fiil 4yepe3 CTiHKY
KHUIIEeYHUKY, OCKiJIbKM CUCTEeMHEe BCMOKTYBaHHS JIiIKapChKOT0 3ac00y MiCJis TepopaabHOTO
3aCTOCYBaHHA € OyxKe HU3bKUM (3 %). ToMy 10ro KOHLIEHTpallisl y [1J1a3Mi KpOBi € HU3bKOIO. [licns
IIepopPajIbHOTO 3aCTOCYBaHHS OyB OMMCAHWM BUCOKUIM MMOKA3HUK PO3IMOMiNY JIiKapchKOro 3acody y
rnagKiit MycKysaTypi 000q0Boi Ta MpsiMO1 KUIIIKKM. 3aCTOCYBaHHS JTiIKapChKOT0 3aco0y HE3aI0OBIO [0
npunoMy ixi 3abe3neyye ¢papMaKkooriuHO epeKTUBHY MiclieBY 0i000CTYyIHICTh JTiKapChKOT0 3acoby y
MiCIIi TepaleBTUYHOI Ail i mifg Yyac oyikyBaHHSA HaWOilbll BUpaXKeHUX CUMIITOMIB 3aXBOPIOBaHHS.
3acTocyBaHHS OTUJIOHIIO OPOMIify MalfieHTaM 3 MOPYLIeHO (QYHKIi€I0 HUPOK Ta IEeYiHKU He
pocmigxyBanocs. OCKiIbKYM OTUIOHII0 OPOMif MPOHUKAE Y CUCTEMHUMN KPOBOTIK V [yKe MajuxX
KiTbKOCTSIX, 3HUXKEHHS (QYHKIIM HUPOK Ta MeYiHKK He OYiKY€EThCH.

[TokmiHiuHi gaHi 3 6e3meKu

T'ocTpa TOKCUYHICTh: TP ITIepOpaIbHOMY 3aCTOCYBaHHI co0akaM y mo3ax mo 1000 Mr/Kr mpo neTanbHi
HACJIiIKY He NOBITOMIIANIOCS, a IIpY IepopajibHOMY 3acToCcyBaHHI mypaM DL, ctaHoBuna 1500 mr/Kr.

XpoHiyHa TOKCHUYHICTh: IIPU 3aCTOCYBaHHi 0TUIOHI0 6poMiny ¥ mo3i 80 mr/kr nportsarom 180 mHIB y
TBApUH HE CIIOCTEpiranocs XkKOOHUX TeMaToNoTiYHuX abo TiCTOIOTIYHUX OPYIIEHb.

EMOpioTOKCHYHICTh: KOTHUX eMOPIOTOKCHYHUX Ta TepaTOTeHHUX ePeKTiB He CIIoCcTepiranocs y
IIypiB Ta KPOJIiB IIPU 3aCTOCYBaHHI 103 [0 60 MI/KT.

['eHOTOKCHYHICTh: CTaHAAPTHI KJIiHIYHI TE€CTH in Vitro Ta in vivo He BUSIBUJIXA XKOOHOI'0 MyTareHHOT 0
TIOTEHIliaTy OTHUJIOHiI0 OpoMify.



KrinigHi XxapaKTepHCTHKH.
Iloka3zanus.

CuMnTomMaTH4He JTiKyBaHHS CUHAPOMY nofapa3HeHoro KuinedyHuky (CIIK) i crma3MiB gucTanbHUX
BifminiB KuineyHuKy (00000BOI Ta MPSIMOI KUIIKM), 110 CYIIPOBOAXKYIOTHCS 00JIEM, MTOJETIIIEHHS
abmoMiHanbHOTO 007110, 3AYTTS KHUBOTA Ta MOPYIIEHHS IIEPHUCTAIbTUKYN 3YMOBIEHHX CIIa3MOM TJIafiIKol
MYCKYJIaTypU OUCTaJIbHUX BB KUIIEUYHUKY, Y Talli€HTiB BikoM Bif 18 pokis.

JlikyBauus CIIK crmig po3nouynHaTy 3 HehapMaKOJIOTiUHMX 3aX0iB (3MiHa CrIoco0y KUTTS, HOi€Ta,
eMolliifHa MiATPUMKa, ICUX0Tepalist), hapMaKoTepalis Mpu3HavaeThCsd, KOIK TaKi 3aX0u He
3MiCHIOITEL 6axKaHOT0 epeKTy.

IIpomunoka3saHnus.

HasiBHiCTh B aHAMHE3i peaklIliii TimepuyTIuBOCTI [0 [if040l pe4yoBUHU ab0 M0 OyIb-IKOi 3 HOMOMIKHUX
PEeYOoBUH IIpernapary.

B3aemodia 3 inwumu snikapcokKumu 3acobamu ma iHwi eudu e3aemodii.

HocnigxkeHb B3aeMOpii 0TuIoOH 0 OpoMiny 3 iHImMMMU JTiKapCchKUMU 3acobaMu He TTPOBOIUIIN.
[Tepenbada€eThCs, 110 IPUHOM OTUJIOHII0 OpoMiTy y peKoMeHmoBaHi# mo6oBiit no3i 1 TabneTka 2 a6o 3
pa3u Ha 0o0y IPOTATrOM YChOT'0 Yacy IPOXOKEeHHS Yyepes3 IUTYHKOBO KUIIKOBUYU TPaKT, He
BIIJTUBaTUMeE Ha aOcopOIlifo iHIIKNX IMepopasibHUX JTiKapChKUX 3aC00iB, 10 3aCTOCOBYIOTHCSI OIHOYACHO.

Oco6 1ueocmi 3acmocy8aHHs1.

[Tpemapart cJIif 3aCTOCOBYBaTH 3 00€peKHICTIO IIPH TTIayKoMi, rimepTpodil mepeMixypoBoi 3a103u Ta
IIPU I1JIOPOCTEHO3I.

[IpenapaT MiCTUTh JTaKTO3y, TOMY BiH IPOTUIIOKa3aHU NallieHTaM 3 AediluToM J1aKTas3Hy,
BPOJZKEHOI0 rajlakKTo3eMi€l0 abo CUHAPOMOM ManbaOCcopOIlil TII0K031/TalaKTO3H.

Lleit mikapcbku# 3acib MicTuTh MeHIIe 1 MMoJb HaTpito (23 Mr) Ha TabIeTKy, BKPUTY IIJIiIBKOBOIO
000JI0HKOI0, TOOTO IPAaKTUYHO BiIbHUH Bifl HATpilo0.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
BariTHicTb

Kniniyni mani mopmo 3acTocyBaHHS JIiKapChKOTO 3aCc00y Crra3amomen” y IIepion BariTHOCTI BiACYTHI.
ITig yac gocmigxeHs Ha TBapuHax CrasMoMeH® He YMHUB eMODPiOTOKCUYHOI, TepaToreHHoi a6o
MyTareHHOI [Iii, a TaKOXK He BUSBJISIB PEIPOIYKTUBHOI Ta OHTOTE€HETUYHOI TOKCUYHOCTI (OUB. PO3MiN
«JokmiHiuHi gaHi 3 6e3IeKn»).



l'ogyBaHHd TpyANI0

Kniniyni mani mopmo 3acTocyBaHHS JIiKapChKOT0 3aC00y Cra3amomen” y Iepiof rogyBaHHSA I'PYLOLI0
Bi[ICYTHI.

K 3anobixxHui 3aci6 GakaHO yHMKATH 3aCTOCYBaHHS JTiKapChKOro 3aco0y CrasMoMeH " IIif 9ac
BariTHOCTI Ta rOAyBaHHA I'PYLOIO. CrmaamoMer" ciin 3aCTOCOBYBATH Y Iepiox BariTHOCTI abo
rofyBaHHS I'PYAMI0 TiIbKY ¥ pas3i KpaiHboi HeoOXiMHOCTI i I peTeIbHUM HaTIsIooM JliKaps.

DepTUNIBHICTD

IlaHuX IIPO BIIMB JTiKapCchKoro 3acoby CrnasmoMeHn” Ha (GpepTUIbLHICTE IIONUHA HeMae. I1if gac
IOCTiAKeHb Ha CaMKaX Ta CaMIIAX IIypPiB BIUIUBY Ha (GepPTUNBHICTh HE CIIOCTEPIramocs.

30amnicmb enaueamu Ha weudkKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumu mexanizmamu.

Cnasmomer” He BIMBac abo Mae€ fyXe He3HAYHMI BIUIMB Ha IIBUAKICTh Peaxilil Ipy KepyBaHHi
aBTOTPAHCIIOPTOM a00 iHITUMH MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.
Cnocib 3acToCcyBaHHS.
TabneTKu CIig KOBTATH I[IIMMU Ta 3allMBaTH CKIITHKOIO Bogu. TabneTku OakaHO MpuiMaTH 3a
20 XBUJIUH OO iOH.
03M.
PekomeHgOBaHa pa30Ba 03a CTaHOBUTD 1 TabneTky 40 Mr; peKoMeHIoBaHa 0o0oBa 103a -

80-120 mr (1 TabneTka 2-3 pa3u Ha Ho0y). [l03a 3ameXuTh Bif KJTiHiYHOI KQPTUHHU Ta BifMOBiAi Ha
Tepallilo, IpU3HavyaTy 3rifHO 3 TepaneBTUYHUMU KepiBHULITBaMU JliKyBaHHs CIIK.

TpuBaicTh NiKyBaHHS: 3aJIeXKUTH Bif nepediry 3axBopioBaHHs. JIikapsiM CJIif epiofuYHO OIliHIOBATH
HeoOXiIHICTh MPOMOBXKEHHS Teparil.

Ocobauei epynu nayieHmia
ITauieHmu 3 nopyweHHAM PYHKUil neviHKU ma HUpoK.

3MiHa 03U JIiKapchKOro 3aco0y He moTpiOHa (AJist OTPpUMaHHS OOKIagHol iHpopMalii guB. po3min
«DapmakokiHemuka»).



ITayieHmu AiMHbO20 BIKY.

3MiHa 03U JIiKapChKOTo 3aco0y He IOTpibHa.

Himu.

Kniniyni mani mopmo 3acTocyBaHHS IpenapaTty nalieHTaM BikoM 10 18 pokiB o6MekeHi, TOMy BiH He
MpU3HAYEeHUM A1 3aCTOCYBAHHS HiTSIM.

Ilepedo3yeaHHsi.

[Tig yac mocmigKeHb Ha TBapUHAX OTUJIOHII0 OPOMif IPaKTUYHO He YMHUB TOKCHYHOI [il Ipu
3aCTOCYBaHHI 03, 1110 y 6arato pa3iB mepeBUIlyBaIy 3BUYaliHy GhapMakoJoTiuyHy 003y (ams
OTpUMAaHHS feTabHOol iHdopMail nuB. po3min «JokniHiuni nani 3 6e3neku»). ToMy nepenbadaeThCs,
110 IIPY TIepeio3yBaHHi Ipernapary y TIOOUHYA OyIb-IKUX CEPUO3HUX MTOPYIIIEeHb BUHUKATH He
IIOBUHHO. Y pa3i [lepeno3yBaHHs PEKOMEHI0BaHa CUMIITOMaTAYHa IigTpUMylo4da Tepaid.

ITo6iuni peakuii.

[Tpu mpoBemeHHi KITiHIYHUX JOCTiMKeHb JTiKapChKUH 3acid Cmra3amomen” noOpe MepeHOCUBCS;
TIOBiIOMJISINIOCS IIPO He3HAYHY KiNIbKiCTh MOOIYHUX peakllill, 10 3a XapaKTepoM Oyu MOomiOHUMHU [0
peakxliiii mpu 3acTOCyBaHHI I1ale00/eTaJlOHHOTO IiKapchKoro 3aco0y (AuB. TaONuIo).

YacToTy noOiyHUX peakllill y NallieHTiB, sIKi 3aCTOCOBYBa/IM OTHJIOHII0 OpoMifl, MOXKHa KlacuGikyBaTi

TaKuM 4uHOM: 4acTo (=1/100 mo <1/10), HeyacTto (=1/1000 mo <1/100), pigko (=1/10000 mo
<1/1000).

[ToGiyHi peaxiiii, 3apeecTpoBaHi y X0fi IPOBefieHHS KITiHIYHUX JOCITi?KEHb.

3 OOKy IIJTYHKOBO-KUIITKOBOT'O TPAKTY HeuacTo: cyxiCThb y POTi, Hy#OTa, 6i7b Y BepXHil
YaCTHHI KUBOTA

3 00Ky WIKipU Ta HiAMIKIPpHUX TKAHUH HeuacTo: cBepb6ixK, eputemMa

3arasibHi IOPYIIEHHS Ta MOPYIIEHHS y MicCIii HeuacTo: cnabkicTb, acTeHis

BBEIEHHS

3 60Ky HEPBOBOI CHCTEMU HeuacTo: ronoBHUM 6iTb

3 00Ky OpraHiB CITyXy Ta J1abipuHTy HeuacTo: 3a1aMOpOYeHHSs

Y xomi mocTMapKeTUHTOBUX HOCTIIXKEHb MTOBIIOMIISNIOCS IIPO OKPEMi BUTIA[IKK ITKiPHUX pPeakiliid
rinepyyTAMBOCTI (KPOIKB'SHKA, aHTiI0HEBPOTUYHKM HaOPsK). [Ipo Taki BUNagKy MOBIIOMIIAIOCS
NOOPOBIMBHO Y MOMYJIALil HeBU3HAUYEHOI YMCEIbHOCTI, 1110 YHEMOKJIUBIIIOE JOCTOBIPHY OLIHKY iX
YacTOTH, TOMY BOHA HeBioMa.



ITosidomeHHA Npo nido3prosaHi nobidYHI peakuii.

[ToBimoMnenHs npo nobiuHi peakiiil micyis peecTparliil 1ikapchbKoro 3aco0y Mae BaXK/IMBe 3HAYEHHS.
ITe nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBIIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif TIOBiOMJISITH TIPO YCi BUMTAAKHU Iif03PI0OBaHKX MOOIYHMX Peakllii Ta
BifICYTHOCTi e(peKTUBHOCTI TiKapChKOro 3aco0y dyepe3 ABTOMaTH30BaHy iHGOpPMaIliliHy CUCTEMY 3
(dbapMakoHarnsAmy 3a MocunaHHsAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKH.

He 3acTocoByBaTu npemnapar Iic/isl 3aKiHYeHHS TEPMiHY IPUOATHOCTI BKa3aHOI'0 Ha yIaKOBIIi.

YMmoBH 30epiranssi.

CnenianbHi yMOBH 36epiraHHs He MOTPiOHI.

YnakoBka.
[To 10 TabneToK, BKPUTHUX IIJIIBKOBOIO 060/I0HKOM0, Y GiticTepi; 1o 3 GiricTepu B KapTOHHIN KOPOOLIi.

A6o o 15 TabIeToK, BKPUTUX IIIBKOBOIO 000JI0HKOIO, Y O11icTepi; o 2 6ricTepu B KapTOHHIM
KOpOOT1Ii.

Kareropis Bigmycky. 3a perenTtom.

BupoOHHUK.

1. BEPJIIH-XEMI AT'.
2. A. Menapini Manydaktypinr Jlorictikc enn Cepsicec C.p.JIL.

3. A. Menapini Manydaktypinr Jlorictikc enn Cepsicec C.p.JL.
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Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.
1. I'minikep Ber 125, 12489, Bepnin, HiMmeuyunHa.
2. Bia Kamrmo gi ITine, 67100 JI" Aksina (AK), Itais.

3. Bia Cete CanrTi 3, 50131 ®nopenuis (®I), Itamis.

3asiBHHUK.

A. MenapiHi Iagyctpie ®apmaneytuye Piynite C.p.JI.

Micne3HaxomXKeHHS 3asiBHHKA.

Bia Cete CanrTi 3, 50131 ®nopenuis, Itamis.



