THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

BOJIbTAPEH EMVIJIBI'EJIb

Cknao:
Oitoua pevosuHa: diclofenac;

1 r eMynbreno MiCTUThL SUKITOpeHaKy mietunaminy 11,6 mr, 1o Bifnosigae 10 Mr gukmopeHaky
HaTpio;

donomidcHi peyoguHu: KapboMep, TOJTieTUIIEHT TIKOJII0 1IeTOCTeapuIoBui edip, KOKOITY
KalpuioKamnpar, gieTulaMiH, CIUPT i30MPOIIiI0BUH, OJlisl MiHepaibHa, apoMaTu3aTop 45 (110 MiCTUTh
O0eH3uI0eH30aT), IPOIIiIeHTIIIKOIb, BOa OYHUINEHa.

Jlikapcbka ¢popMma. EMynbresns s 30BHIIIHBOTO 3aCTOCYBaHHS.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: MKW TOMOTeHHUHN KpeMononiOHui remb Big 6inoro oo
JKOBTYBATOI'0 KOJILOPY.

dapMakoTepaneBTHYHA rpyna. 3acobu, 1[0 3aCTOCOBYIOTLCS MiCIIEBO ¥ pasi cyrio6oBoro Ta
M’s130Boro O0i0. HecTtepoigHi mpoTru3anasnbHi 3aco0u MicIieBOro 3acTocyBaHHs. [IuKnopeHak.

Kon ATX M02A Al5.

dPapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

IwuknodeHak € BHCOKOE()EKTUBHIM HECTEPOITHUM IPOTU3ANAIbHIM 3aC000M i3 BUPazKEHOI0
IPOTUPEBMaTUYHO0, 3HEOO0TI0BaIbHOI0, IPOTH3aaIbHOI0 Ta XKapO3HUXKYBaIbHOIO Ii€l0. OCHOBHUM
MeXaHi3MOM TepaneBTUYHOI il AuKnodeHaKy € NpurHiueHHs 6i0CMHTe3y IpoCTariaHOuHIB
IIMKJIOOKCUTeHa3010-2 (COX-2).

3aBOgKU BOOHO-CIIMPTOBIY OCHOBI IIpemaparT 3[AiMCHIOE TAaK0XK MiCIIeBOaHECTE3YIOUnl Ta
OXOJIOMXKYBaIbHUN e(deKT.

[TaHi KIIHIYHUX JOCIIIKEHb.

[Tpu 3amaneHHi Ta 60110 TpaBMaTUYHOTO a00 PEBMAaTHYHOI0 MTOXOMXKeHHS BonmbTrapen EmMynbremns
IPU3BOJIUTH N0 CKOPOUEHHS MePiofy MOHOBIEHHS PYXy ypaxKeHUx Cyrio0iB, 3B'930K, CyXOXKMUIb Ta
M’s13iB. KimiHiuHMMY maHUMU JOBEOEeHO, 110 BonbTaper EMynbrens 3MeHIIye rocTpuii 6inb BxKe yepes



1 roguny micns mo4aTKoBOTO HaHeceHH. [Ipemapat 3MeHIye 6inb Ipu pyci Ha 75 % IPOTSITOM BOX
ni6. 94 % mauieHTiB Manu BiAryk Ha BonbTapen Emynbrens yepes 2 mobu niKyBaHHS MOPiBHSHO 3 8
%, 110 Masu BiAryK Ha mane6o. JIikyBaHHsS 6010 Ta BiTHOBJIEHHS PyXY CyTri100iB gocsranocs micns 4
OHiB nikyBaHHA BonbTapen EMynbrenem.

dapmakoKiHemuxka.

KinekicTe guknodeHakxy, sika BCMOKTY€EThCSI Uepe3 IMIKipy, MPONOopLiliHa [0 IJIOLI H0T0 HaHEeCeHH i
3aJIeXUTh K Bifl 3arajbHOl 3aCTOCOBAHOI 03U IIpelaparTy, Tak i Bifi CTymeHs rigpaTtallil IIKipH.
[Ticns micueBoro HaHeCeHHs 2,5 T npemnapaTy BonbrapeH EMynbresns Ha IOBEPXHIO MIKiPH IIJIOLIEI0
500 cM” cTymiHb a6copOuil TUKIopeHaKy CTaHOBUTH IPUGIH3HO 6 %. 3aCTOCYBaHHSA OKIIO3iHHOI
1I0B’513KHU MpoTsAroM 10 ropuH npu3BoguTh A0 30inbiieHHS abcopOilil AuKIopeHaKy BTPUYI.

[Ticnsa HaHeceHHS BombrapeH EMymnbreio Ha mKipy cyrio0iB KUCTi i KomiHa gukioheHak
BUSBJISETHCA Y IIJIa3Mi KPOBi (e #0ro MakcuMasbHa KOHIleHTpamisa mpubnu3no y 100 pasiB MeHIIa,
HiX MiCJIg IepopajbHOTO IPUNOMY), V CUHOBiaIbHIN 000JIOHIII Ta CUHOBia/lbHIN piguHi. 3B'I3yBaHHSA
nuknodeHaky 3 6inkamu craHoBUTH 99,7 %.

IukmopeHaK HAKOMUYYETLCS Y IIKipi, SKa CIYTye pe3epByapoM, 3BiIKu BifOyBa€ThCS MOCTYIIOBE
BUBIJIbHEHHSI PEUOBUHY y IIPUIIETIIi TKaHUHU. 3BiATH OUKIIOpeHAaK epeBaXKHO HaIXOAUTh ¥ OibI
rinuboKi 3amasnieHi TKaHUHY, TaKi K Cyrino0u, HiX y mi1a3My KpoBi. TaM BiH TPOIOBKYE HisTH i
BHM3HAYaAEThCS y KOHIEHTpalisax f0 20 pasiB OinbIIKX, HiXK y IJ1a3Mi KPOBi.

IukmodpeHak MeTaboITi3yeThCS IIEPEBAKHO IIISTXOM OJHO- a00 6araToCcTafifHOIO TiIPOKCUIIOBAHHS
Ta MOAAJIbINOI TTIIOKYpPOHifallil abo rIIoKypoHifallil I1ij0i MOJIeKyIu.

IuknodeHak Ta oro MetTaboJIiTh BUBOASTHCS IIePEBaXKHO i3 ceyero. 3araJbHUN CUCTEMHUM
IIJTa3MOBUY KJIipeHC AUKI0(peHaKy CTAaHOBUTHL 263 + 56 MJI/XB, a KiHIIeBUM I1epiof HaliBBUBEOEHHS 3
m1a3Mu KpoBi - 1-2 roguuu. YoTupu MeTaboIiTH, BKII0YA0UY OBa aKTUBHUX, MAlOTh KOPOTKUMI
nepion HaniBBUBeOeHHS 1-3 rOOWHY, a OOUH - Aelo OinbInui, ane BiH € MPaKTUYHO HEAKTUBHUM.

[Tpu HUPKOBiY ab0 MeYiHKOBiM HEOOCTAaTHOCTI MeTab0/Ii3M Ta BUBEIeHHS 3 OpraHi3My AUKIO(peHaKy
He 3MIHIOITHCS.

KrinigHi xapaKTepHCTHKH.

IToxazanns. MicnieBe nikyBaHHS 060110 Ta 3amajaeHHs Cyrio6iB, M’s13iB, 3B’I30K Ta CYyX0XKHUJITb
PEeBMATUYHOTr0 a00 TPAaBMAaTUYHOTO ITOXOMKEHHS.

ITpomunoka3aHusa. IlifBuineHa YyTIUBICTh 10 AUKI0GeHaKy abo [0 iHIIMX KOMIIOHEHTIB
npemnapaty. HasBHiCTb B aHaMHe3i HamafiiB 6poHXianbHOI aCTMHU, aHTioeOeMHU, KPOIuB THKU abo
TOCTPOT0 PHHITY, 3yMOBJIEHUX ITPUIOMOM alleTUJICAIIIIIIOBOI KUCIIOTH a0 iHIINX HEeCTEPOITHUX
IPOTU3aNalbHUX 3aC00iB; OCTAHHIN TPUMECTD BaTiTHOCTI.

B3aemodia 3 iHwumu nikapcbkumu 3acoéamu ma iHwi eudu e3aemodiii.

Ockinpku cucTeMHa abcopOuis quKIodeHaKy BHACIIIOK MiCIIEBOTO 3aCTOCYBaHHS ITPenapaTy AyXe



HU3bKa, IMOBIpHICTh BUHUKHEHHSI B3a€EMO[Iil IyKe HU3bKA.

Oco06.1ueocmi 3acmocyeaHHs1.
3 06epekHICTIO 3aCTOCOBYBATH 3 IIEPOPATLHUMHU HECTEPOIIHUMHY ITPOTH3aNalbHUMK 3ac06aMu.

IMOBipHICTb PO3BUTKY CHCTEMHUX 10OIYHUX e(eKTiB (SKi TPAIISIOTLCS MIPU 3aCTOCYBAHHS CUCTEMHUX
dbopM nuknodeHaky) Mae OyTH PO3TJISIHYTa IIPU 3aCTOCYBaHHI IpernapaTty Ha Oilbll BEJTUKUX
OiNIsTHKaX MIKipu a60 mpoTsAroM GibIll TPUBAJIOT0 Yacy HiXK PeKOMEH0BaHO. Y TaKWX BUIlagKax Tpeba
3 00epexkHiCTI0O BUKOPUCTOBYBATH JTiKapChKHii 3acib malfieHTaMm, siKi MaloTh Ie4iHKOBY, HUPKOBY ab0
CeplieBy HeIOCTATHICTh, @ TAKOXK BHPa3KOBY XBOpoOy B aKTUBHil CTafil.

Bonrrapen EMynerens peKOMeHYETHCS HAHOCUTHU TiJIbBKY Ha 1HTAKTHI, HEYIIKOAXKEH] AUIAHKY LIKIPH,
3anobiraroyu MOTPAIISHHIO Ha 3araleHy, nopaHeny abo indikoBany mkipy. Ciig yHUKaTH KOHTAKTy
mpernapary 3 OYMMa Ta CIU30BUMHU 000/I0HKaMu. IIpemapaT He MOXKHa KOBTATH.

[Tpu nosiBi OyOb-KUX IIKIPDHUX BUCHUIIIB JIIKyBaHHS IIpelapaToM IOTPiOHO NpUnuHuTU. BombTapeH
Emynbrens He C1if 3aCTOCOBYBATH IIifi IOBITPOHENIPOHUKHY OKJIIO31MHY II0B’3KY, ajle LONYyCKaEThCA
M0T0 3aCTOCYBaHHS IIifl HEOKJIIO3IUHY IIOB’A3KY.

BonbrapeH EMynbrens MiCTUTD IIPOIIIEHTTIKOIbE Ta 6eH3uI0eH30aT, Ki MOXKYTh CIPUYUHSTH JIETKe
JIOKaJli30BaHe MOApa3HEeHH LIKIPHU.

Yepe3 MOXKIUBICTh BUHUKHEHHS CBITIOYYTIUBOCTi, HEOOXigHO YHUKATHU Mii MPIMUX COHTYHUX
IIPOMEHIB Ta Bi3UTIB [0 COJISIPIiI0 IPOTATOM JIIKyBaHHS Ta 2 TUXKHI [ICJII NPUIIKMHEHH JIIKyBaHHS.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

KniniuHui 0oCBif 3aCTOCYBaHHS BariTHUM XiHKaM oOMexKeHUH. 4K i iHIIi HecTepoigHi
IpoTu3ananbHi 3acobu, BonbTapen EMynbrens nmpotunokasanuit mig yac III TpuMecTpy BariTHOCTI y
3B’I3KY 3 MOXKJIMBICTIO PO3BUTKY CIAOKOCTi POOOBOI AisITbHOCTI, TIOPYIIEHHS TisIIbHOCTI HUPOK IIJIOAa
3 IIOMAJILIITUM MaJIOBOAISIM Ta/ab0 ceprieBo-TereHeBol TOKCUYHOCTI 3 TepeadyacHUM 3aKPUTTSIM
apTepianbHOI MPOTOKH Ta JIeT€HEeBOIO TinepTeH3i€0. 3aCTOCYyBaHHS IIpelapaTy MPOTATOM IIePIINuX
IBOX TPMMECTPIB BariTHOCTI JOMyCKAEThCA TiIBKYU SKIO 04YiKyBaHa KOPUCTH IlepeBaXkae NOTeHUINHUI
pu3uK 04 nnoga. [1pu npomy XKiHKaM, SKi I1aHYIOTh BariTHICTh Ta MPOTSATOM IEPIINX ABOX
TPUMECTPIB BariTHOCTI PEKOMEHAYETHCS 3MEHIINTH A03YBaHHS [0 MiHIMaIbHO MOXKJIMBOTO PiBHSA Ta
CKOPOTUTH TEPMiH JIIKyBaHHS.

Hesigomo, uu guknodeHak Ipyu 30BHIIIHEOMY 3aCTOCYBaHHI BUOINIETLCA B TPYAHE MOJIOKO, TOMY
3acTocyBaHHSA Bonbraper EMynbresnio y nepiof rogyBaHHs IPYAAI0 AOMYCKAETHCA TiIBKU SAKILIO
O4YiKyBaHa KOPHUCTh IlepeBaka€ MOTEHI[IMHUYN PU3UK OJ11 HEMOBIATH. [1py HagABHOCTI BaroMux
IifCcTaB AJ1s 3aCTOCYBaHHA IIpernapary y epiof rogyBaHHS IPYALI0, IpenapaT He CJIif HAaHOCUTHY Ha
MOJIOYHI 3a/1031 ab0 BeIUKi MiITHKY IMIKiPU Ta He CJIifl 3aCTOCOBYBATH Yy OinbIIil KinbKocTi abo
IPOTSATOM GiJTbIII TPUBAJIOTO YacCy, HiXK PEKOMEHOYEThCS.

[aHi mopo BIIUBY AUKI0(PeHaKy Ha GepTUWIbHICTE TIOAUHU IIPU UOT0 30BHIITHBOMY 3aCTOCYBaHHi
BiCyTHI.



30amuicmb enaueamu Ha weudkKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
pobomi 3 iHwumMu mexaHizmamu. Brnus gukinodpeHaky BifCyTHiN Ipu 30BHIIIHEOMY
3aCTOCYBaHHI.

Cnocib 3acmocyeaHHsi ma do3u.
[IpenapaT npr3HaUYeHUU TiIbKY AJIS 30BHIIIHBOT'O 3aCTOCYBaHHS.
ITeped nepwum 8UKOPUCMAHHAM:

- AmomiHieBi TyOu: epen MepiuM BUKOPUCTaHHIM He0OXiIHO IIPOKOJIOTH 3aXUCHY MeMOpaHy 3a
OOIIOMOTO0 IIPOKOJIII0YOT0 IPUCTPOIO Ha 30BHIIIHIM CTOPOHI KOBIAYKa.

- AmomiHieBi maMiHoOBaHi TyOU: BiTKPYTUTU KPUILKY, IIPUCTOCYBATH ii 3BOPOTHOIO CTOPOHOIO Ha
3axUIIeHNN HOCUK TyOU Ta IIOBEPHYTH, TakK 1100 3aXUCT TyOu OyB BUOaIeHUH.

- Ty0a 3 KpUIIKO-aITiKaTOPOM: 3HSTH IIPO30PHUH 3aXUCHUYM KOBIIAYOK, BITKPYTUTH aIlTikaTop.
I BUOameHHs 3aXUCTy TyOU BUKOPUCTOBYBATH MOTTIMOIEHHS 3ipKomonioHol popMu Ha KPHUIIIITi-
amtikaTtopi. [lepen noganblivM HaHECEHHAM IIpelapaTy CJIif 3arBUHTUTH alljlikaTop.

IopocnuM Ta miTsiM BikoM Bif 14 pokiB Bosmbrapen Emymnbresns 3acTocoByBaTH 3-4 pa3u Ha H00Y,
371eTKa BTHpalo4y y MIKipy y Micii nokasisaii 600, KinbKicTh npemnapary, ska 3aCTOCOBYETHCS,
3aJ1eXKUTh Biff PO3Mipy ypaxeHol 30HU (Tak, 2-4 T, 110 3a po3MipoM BigmoBifae po3Mipy BUILHI ab0
BOJIOCHKOTO TOpiXa, MOCTATHLO AJI HaHECEeHHH Ha [OiIAHKY momeio 400-800 cm?).

ITpu sukopucmaHHi mybu 3 Kpuwkow-anaikamopom: o0 BigkpuTu TyOy, IIPOCTO MOTATHITE Gimy
YacTUHY amitikatopa. O6epekHO HaTUCHITh Ha TyOy, 00 BUgaBUTH NOTPiOHY KiNbKiCTh TeIi0 Ha
TIOBEPXHIO aIllikaTopa, i faai BUKOPUCTOBYUTE Ty0y C KPUIIKOIO-aIlIiKaTOPOM Tak, IKOu 1e Oynu
Balll nasblli, 00epexkHO Ta MOBiTbHO BTUPAIOYH T'ejib B MicIlsd 60110 Ta/abo HabpsKy. He HaTuckaiite
CUJIPHO Ha KpHUIIKY-amaikaTop. [1ig yac po3TUpaHHS rejito KpUIlKa-alljlikaTop aBTOMaTU4YHO
3aKpuBa€EThLCA. [1ic/Isi BUKOPUCTAHHS OYUCTITh allylikaTop 3a JOIIOMOTI0l0 6aBOBHSIHOTO PYIIHMKA a0
TKaQHWHU [I0 CYXOT'0 CTaHy.

X [ =

[Ticns ammikartril npemnapaTy HeoOXifHO BUMUTH PYKH, OKPiM THX BUIIAAKiB, KOJIX caMe LS OiNsTHKa
MifgJIsarae JiKyBaHHIO.

TpuBamicTh Teparii 3a7eXuTh Bifl XapaKTepy 3aXBOPIOBAHHS Ta e(DeKTUBHOCTI JTiKyBaHHS.

[TpemapaT He CIif 3aCTOCOBYBATH AoBIIe 14 [HIB MOCMiNb MIPU YIIKOOXKEHHAX a00 peBMaTU3Mi M’ SIKUX
TKAHUH Ta 21 mHs mpu 60110 apTPUTHOTO MTOXOMXKEHHS, SIKIIO iHIlle He PEKOMEHI0BAHO JIiKapeM.

Heo06xigHOo 3BEpHYTHUCS 3a KOHCY/IbTAL€I0 TiKaps, SIKII0 CHUMIITOMHU 3aXBOPIOBaHHS HE 3MEHIYIOTHCS
ab0 MOCHUITIOIOTLCA Tics 7 OHIB JTiKyBaHHS.

[TamieHTH NMITHHOTO BiKy MOXKYThH 3aCTOCOBYBAaTH 3BMYaMHi 03U JiKapChKOro 3aco0y Ojisi JOpOCol
JIIOOUHH.



Himu. Bonbrapen EMynbrens He peKOMeHOOBaHUM AJIS1 3aCTOCYBaHHS MOiTAM BikoM 1o 14 pokis. [Tpu
3aCTOCyBaHHI JIikapCchKoro 3acoby fiTsaM crapiue 14 pokiB mosie 7 AHIB a00 SKIIIO CUMITOMHI
3aXBOPIOBAHHS ITOCUITIOIOTHCS, HEOOXiTHO 3BEPHYTHUCS 3a KOHCY/IbTAlli€lo JIiKaps.

ITepedo3yeanHns. [lepeno3yBaHHs MalIOMMOBIpHE ¥ 3B’SI3KY 3 HU3bK00 abcopbiieto qukinoheHaky y
CHCTEMHUM KPOBOTOK IIPH MiClleBOMY 3acTocyBaHHi. [IpoTe nmobiuHi epekTH, momibHi mo Tux, sAKi
BHHUKAIOTH IIPU T€Pe03yBaHHi TaOleToK, 10 MiCTSITh AUKIOGEeHaK, MOXKIINBI IIPU BUIIAJKOBOMY
IIPOKOBTYBaHHI IIpemnapary. Y 1[bOMy BUIIQ[IKy CJIif BpaxoByBaTH, I1o 1 TyOa mpemapaty no 100 T
MiCTUTB €KBiBasieHT 1 I guKnodeHaKy HaTpito.

Y pasi BUIIafikoBOro NpOKOBTYBaHHS IIpenapaTy CIif oapa3y CIOPOXKHUTH IIJIYHOK Ta NPUNHATH
agcopOeHT. [Toka3zaHe CHMIITOMaTUYHE JIiKyBaHHA i3 3aCTOCYBaHHAM TepalleBTUYHUX 3aXO0iB, 110
3aCTOCOBYIOTHCS [IJIs JIIKYBAHHS OTPYEHHS HECTEPOIIHUMH IMPOTH3analbHUMU 3acob6aMi.

ITo6iyHi peaxuii. [Ins mikapcbkoro 3aco0y BonbTapeH EMynbresns crocTepiraauck HaCTyIHI MOoOigHi
peaxiiii.

Inpekuii ma iH8asil
PigkicHi (<1/10000): mycTynb03Hi BUCUTIAHHS.
3 boky imyHHOI cucmemu

PipxicHi (<1/10000): peaktii rinep4yTauBOCTi (y TOMy 9HMCJIi KPONIMB IHKA), aHTiIOHEBPOTUYHUN
HaOPSIK.

3 60Ky pecnipamopHoi cucmemu
Pigkicui (<1/10000): 6ponxianbHa acTMa.
3 60Ky WKipu ma cnoay4YHUX MKaHUH

YacTi (=1/100; <1/10): Bucunanus, cBepbixK, ek3eMa, epuTeMa, IepPMaTUT, Y TOMY YHCJIi KOHTAaKTHUM
oepMaTur.

[ToomunoKi (=1/10000; <1/1000): 6ynb03HUN JEPMATHT.
PigkicHi (<1/10000): peakiiii CBiTIOYyTIUBOCTI.

Y pasi BuHUKHEeHHS MO0iYHUX peakLil CIif IPUIMHUTH JIIKyBaHHS Ta 3BEPHYTUCS MO0 JTiKaps.

Tepmin npudamHocmi. 3 POKW.

YmMmoBu 30epiranns. 30epiraTé y HeOOCTyIIHOMY AJIs fiTel Micui npu Temnepatypi He Buire 30 °C.



YnakoBka. ITo 20 r a6o 50 1, ab6o 75 1, a6o 100 r mpemapaTty y Ty0ax antoMiHieBUX 1aMiHOBaHUX abo
aoMiHieBUX 3 MeMOpPaHOI0, 3aKyIIOPEHUX HArBMHYYBAHUMM IIOJIIMEPHUMH KOBIaykaMu Oinoro a6o
CHHBOTO KOJIbOPY KPYTJiol abo TpUKYTHOI ¢opMu, abo oOnagHaHi MoaiMepHUME MacaKHUMU
KpUIIKaMu-amikatopaMu. [1o 1 Ty6i y KapTOHHiX KOpoOIIi.

Kareropis Bignmycky. be3s penenra.

BupoOHHK.

I'CK Koucriomep Xenckep CAPJI / GSK Consumer Healthcare SARL.

Micue3HaxoKeHHsI BHPOOHHKA Ta afjpeca Micusi IPpoBaIKeHHs MOro Tis/IbHOCTI.

Pyt me Jletpa, Hion, 1260, IlIsetiuapis / Route de I’Etraz, Nyon, 1260, Switzerland.



