Ckian

Oitoua peuosuHa: diclofenac;

1 r emynberemnto MiCTUTh OUKIOpeHaKy Oietunaminy 11,6 mr, 1o Bignosigae 10 Mr
OuKiIogpeHaKy HaTpilo;

O0ONOMIdCHI peyosuHu: KapboMep, TTOTieTUIIEHTIIKOIII0 1IeTOCTeapuIoBuil edip,
KOKOLTy KalpujoKanpar, OieTujaaMiH, CIUPT i30IIPONiJIOBUM, OJIid MiHEepaJbHa,
apomaTtu3aTtop 45 (110 MicTuTh 0eH3uI0eH30aT), ITPOIIiJIeHT JIIKOJIb, BOJla OYHIIeHa.

JIikapcbKa ¢popmMma

EMYHBFGJIB IJIsI 30BHIMIHBOTO 3dCTOCYBAHHIJI.

OcCHOBHI (pi3uKo-XiMiuHi 81acmuBocmi: M’ IKUM TOMOTeHHUY KPeMOnoniOHuM rejb Bifg
6inoro mo KOBTYBATOTO KOJILOPY.

®dapMaKoTepalneBTHYHA Irpyna

3aco0u, 110 3aCTOCOBYIOTHCS MiCIIeBO y pa3i cyrjio00BOro Ta M’si30BOT0 0OJIIO.
HecTepoigni npoTu3amnanbHi 3acob6u Mic1ieBOro 3acTocyBaHHSA. [IUKIoheHaK.

Kog ATX M02A A15.
dapMakKogHHaMiKa

[uknodeHak € BUCOKOe(EKTUBHUM HECTEPOIOHUM ITPOTU3AIIaIbHUM 3acoO0M i3
BUPaXKeHOI0 IPOTUPEBMATUYHOIO, 3He0O0JII0BAaIbHOIO, IIPOTHU3alajbHOIO Ta
KapO3HUKYBaJIbHOIO Ai€l0. OCHOBHUM MeXaHi3MOM TepameBTUYHOI [il OUKIogeHaKy €
MMPpUTHiYeHHs 0i0CUHTEe3y IIpOoCTarlaHANHIB IMKIIOOKCUreHa3oio-2 (COX-2).

3aBOsiKU BOOHO-CIIMPTOBIN OCHOBI IIperaparT 30iMCHIOE TaK0OXK MiClleBOaHECTEe3yIUni
Ta OXOJIOOKYyBaJIbHUU €(EKT.

IlaHi KAIHIYHUX O0CAI0MHCeHb.

[Tpu 3amaneHHi Ta 00JII0 TPAaBMaTUYHOT0 ab0 peBMaTUYHOTI 0 ITOXOAXKEeHHs BonbrapeH
EMynbrens Npu3BOOUTH O CKOPOUYEHHS II€PIioAy IIOHOBJIEHHS PYXy ypaxKeHUuX
cyTrJi00iB, 3B'sI30K, CYX0KUJIb Ta M’s3iB. KiliHiYHMMY JaHUMU JOBedeHO, 1110 BonbTapeHn
Emynbrens 3MeHIIye TOCTPUM Oinb BxKe yepe3 1 roguHy Iiciisg Io4aTKOBOTO



HaHeceHHs. [IpenapaT 3MeHIITye 0ilb IpU pyci Ha 75 % npotsarom aBox #ib6. 94 %
nalieHTiB Manu Binryk Ha BonbTrapen EMynbrens yepe3 2 moOu jIiKyBaHHS MOPiBHSHO
3 8 %, m0 Manu BiATryK Ha 1iane6o. JIikyBaHHs 00JIi0 Ta BiIHOBJIEHHS PyXy CyTJio0iB
OocsTrasnocsk micns 4 OHiB JTikyBaHHS BonbTapeH EMynbrenem.

dapMaKOKiHeTHKa

KinekicTe gukinodeHaKy, sika BCMOKTYEThCS Yepe3 MIKipy, IPOIOPIliiHa A0 IJIOII
MOro HaHECEHHS 1 3aJIeKUTh 5K Bif 3arajibHOl 3aCTOCOBAHOI OO3M IIpemnapary, Tak i Bif
CTymeHs rigparartil mkipu. Ilicns micueBoro HaHeceHHS 2,5 ' IpenapaTty BonbTapeH
EmMynbrens Ha moBepxHIO IKipu moineio 500 cM2 cTyniabk abcopOiril fukimodeHaKy
CTAHOBUTH MPUOIN3HO 6 %. 3aCTOCYBaHHS OKJIIO3iMHOI MOB’I3KKU NPOTAroM 10 romguu
MMPU3BOOUTH Mo 30imbiIeHHsT abcopOiIrii guknodpeHaKy BTpHUUi.

[Ticnss HaHeceHHs Bonmbrapen EMynbresnto Ha IIKipy cyrio0iB KUCTI i KomiHa
OuKJIO(peHaK BUSABJISIETHCS y IIa3Mi KpPOBi (e Moro MakKCHMalibHa KOHIIEHTpallid
npubnu3Ho y 100 pa3iB MeHIIIa, HiXK ITiCJIs mepoparbHOTO MPUNOMY), Y CUHOBiaIbHIiN
000/IOHIII Ta CMHOBiaJbHIM piguHi. 3B’A3yBaHHS OUKI0PeHaKy 3 OiIkaMu CTaHOBUTD
99,7 %.

IuknodpeHak HaKOIIUUYETHCA y LMIKipi, IKa CIIyT'ye pe3epByapoM, 3BigKM BimOyBa€eTbCS
IIOCTYIIOBE BUBIJIbHEHHS PEYOBUHHU Yy IIPUJIETIII TKAHUHU. 3BiATU AUKIOGEHaK
IepeBaXkKHO HAAXOOUTh y Oinbin rIuOOKi 3amaieHi TKaHWHY, TakKi K Cyrjiodu, HiX y
j1a3My KpoBi. TaM BiH IPOAOBXKYE OiATH i BU3HAYA€ETHCA Y KOHIIeHTpanisax o 20 pasiB
OiMpIIMX, HiXK y IJ1a3Mi KPOBI.

IuknodpeHak MeTab0JIi3yETHCS IEPEBaXKHO IIJISTXOM OJHO- a0 6araToCTamiiHOTO
TigpOKCUITIOBAHHS Ta IIOOAJILIIOI IITIOKYPOHifaliii abo rioKypoHigarrii minoi
MOJIEKYJIH.

NuknodeHak Ta Moro MetaboJIiTH BUBOSTHCS IIePEeBaXKHO i3 ceyelo. 3arajabHUN
CHUCTEMHUU MJIa3MOBUU KJTipeHC AUKI0heHaKy CTaHOBUTDL 263 + 56 MJI/XB, a KiHIIeBUU
repioq HaIliBBUBEOEHHS 3 MJla3Mu KpoBi - 1-2 rogunu. Yotupu MmeTabomiTy,
BKJIIOYAIOUHY [Ba aKTUBHUX, MalOTh KOPOTKUM Mepio[ HaliBBUBeOeHHA 1-3 roguHy, a
OIOWH - memro OinmbIINi, aje BiH € MPAaKTUYHO HEaKTUBHUM.

[Tpu HUPKOBIi abo MMeUiHKOBiM HeJOCTaTHOCTI MeTab0Jli3M Ta BUBEIEHHS 3 OPraHi3My
OUKJI0(peHaKy He 3MiHIOIOTHCH.

IToxa3aHHSA

MicieBe nikyBaHHs 00J1I0 Ta 3alajieHHs Cyriao0iB, M’s3iB, 3B’SI130K Ta CYXO0XKUJIb
peBMaTUYHOT0 ab0 TPaBMaTUYHOTO MOXOIXKEHHS.



IIporunnoka3aHHs

[TigBuIleHa YyTIUBICTh MO AUKIOMEeHaKy abo mo iHIIUX KOMIIOHEHTIB ITperapary.
HasaBHicTh B aHaMHe3i HamafiB OpoHXialIbHOI aCTMHU, aHTioegeMu, KpOonuB’ sHKHU abo
TOCTPOT0 PUHITY, 3yMOBJIEHUX IIPUMOMOM alleTHUJICAJIiIIMIIOBOI KUCJIOTH ab0 iHIuX
HeCTepOoIgHUX IMpoTu3alalbHUX 3ac00iB; OCTAHHIiM TPUMECTP BariTHOCTI.

B3aeMmopisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHOIH B3a€EMOIIiHN

Ockinbku cucteMHa abcopO1iisa nukimodeHaKy BHACIIAOK MiCIIeBOTO 3aCTOCYBaHHS
pemnapaTy AyXKe HU3bKa, IMOBIPHICTh BUHUKHEHHS B3a€EMOJIU AyKe HU3bKA.

Oc006/1MBOCTi 3aCTOCYyBaHHSA

3 06epexxHICTI0O 3aCTOCOBYBATH 3 IEePOPAIbHUMU HECTEPOIIHUMU IIPOTU3aIlaIbHUMU
3acobamu.

IMOBipHICTb PO3BUTKY CUCTEMHUX IMOOIYHUX epeKTiB (SIKi TpamnaaioTbCSa IPHU
3aCTOCyBaHHS CUCTeMHUX (opM OuKiIodpeHaKy) Mae OyTH PO3TISHYyTa IIpU
3acTOCyBaHHI IIpenapaTty Ha OiibIl BeJIMKUX OiTHKaX MIKipu abo mpoTsarom Oijtbin
TPUBAJIOTO Yacy HiK peKOMEH0BaHO. Y TaKuX BUIIafKaxX Tpeba 3 00epexkKHiCTIO
BUKOPUCTOBYBATH JIiIKApPChKUM 3acib mallieHTaM, siKi MalOTh Ie4YiHKOBY, HUPKOBY ab0
CeplLieBY HEIOCTATHICTh, @ TaKOXK BUPa3KOBY XBOPOOY B aKTHUBHiM cTapil.

Bonerapen EMynbresns peKOMeHOy€EThCI HAHOCUTHU TiJIbKU Ha 1HTaKTHIi, HEYIIKOOXKEeH]1
OINSTHKY IIKipH, 3anmobiraiouu IOoTpanasHHIO Ha 3allajeHy, mopaHeHy abo iHpikoBaHY
mKipy. Ciig yHUKaTU KOHTaAKTy IIpenapaTry 3 oO4uMa Ta CIIU30BUMHU O00OJIOHKaMHU.
[IpemapaT He MOXKHa KOBTaTH.

[Tpu nosiBi 6yAb-SIKKUX IIKipHUX BUCHUIIIB JIiKyBaHHS IIpelapaToM NOTPiOHO MPUITUHUTH.
Bonbrapen EMynbress He CiIifi 3aCTOCOBYBATH IIifl IOBITPOHEIIPOHUKHY OKJIIO3IMHY
IIOB’sI3KY, ajie JOIIyCKA€EThCsI UOT0 3aCTOCYBaHHS IIi[] HEOKJIIO31MHY ITOB A3KY.

BonbTrapen EMynbresb MiCTUThH ITPOIIiJIEHTIIIKONb Ta OeH3uI0eH30aT, SIKi MOXKYTh
CIIDUYVHSATH JIeTKe JIOKaJIi30BaHe IIOApa3HeHH LIKIpU.

Yepe3 MOKIUBICTh BUHUKHEHHS CBITJIOYYTIUBOCTI, HEOOXiqHO YHUKATHU Oil IIPSIMUX
COHSIYHUX IIPOMEHIB Ta Bi3UTIiB 10 COJISAPiI0 IPOTATOM JIIKyBaHHSA Ta 2 TUXKHI HicId
[IPUIIMHEHHS JIIKyBaHHA.

3maTHiCTHh BIUITMBAaTH HA HNIBHIKICTH Peakilil mpu KepyBaHHI aBTOTPAaHCIOPTOM
a0o0 iHIMUMH MexaHi3MaMu



Bonus guknodeHaky BigCyTHIN IPU 30BHIIITHROMY 3aCTOCyBaHHI.
3acTocyBaHHs y nepioa BaritTHocTi ad0 rogyBaHHS Ipyagio

KmniniuHu# OOCBif 3aCTOCYBaHHS BariTHUM JKiHKaM oOMexkeHUuM. 4K i iHIlIi HecTepoigHi
nmpoTu3anainbHi 3acobu, BonbTapeH EMysnbrens npotunokalanui oig gac 111
TPUMECTPY BariTHOCTI Y 3B’SI3KY 3 MOZKJIUBICTIO PO3BUTKY CJIaOKOCTi PO0BO1
OisITBHOCTI, TOPYILIEHHS OiAIbHOCTI HUPOK TJIofa 3 IMOAaJIbIIMM MaJoBOOAsM Ta/abo
CepLeBOo-JIereHeBOl TOKCUYHOCTI 3 TepegyaCcHUM 3aKPUTTSIM apTepialbHOL IIPOTOKU Ta
JIETEHEBOIO TIilepTeH3i€0. 3aCTOCYBaHHSA IIpenapaTry IPOTITrOM IIePIIUX ABOX
TPUMECTPIB BariTHOCTI HOMIYCKAETHCA TUIBKU AKIO OYiKyBaHa KOPUCTH IIepeBaxkae
NOTEHLIMHUY PU3UK OJid Itofa. [Ipu 1iboMy XKiHKaM, SKi IJIaHYIOTh BariTHICTh Ta
MIPOTATOM MEPIINX OBOX TPUMECTPIB BariTHOCTI pEKOMEHOYETHCSA 3MEHIIIUTU
OO3yBaHHS OO MiHiMaJIbHO MOXKJIMBOT'O PiBHS Ta CKOPOTUTU TEPMIiH JIiKyBaHHS.

HesBigoMmo, 4yu guKiogeHaK Npy 30BHIITHBOMY 3aCTOCYBaHHI BUIINSAETHCS B TPyOHE
MOJIOKO, TOMY 3aCTOCyBaHHs BonbTapeH EMyibresito y nepion rogyBaHHA IPyOA0
OONYCKAEThCS TUIBKU SAKIIO OYiKyBaHa KOPUCTH IIepeBaXKae NOTEeHUIWHUYN PU3UK OIS
HeMOBJIATHU. [Ipy HAasIBHOCTI BaroMux MifCcTaB OJI 3aCTOCYBAaHHSA IIpelapary y mnepion
rolyBaHHS I'PyOAlo, IpelapaT He CIil HAHOCUTHY Ha MOJIOYHI 3aio3u abo BeNuKi
OiITHKY MIKipU Ta He CJIil 3aCTOCOBYBATH y Oi/IbIIiM KiTbKOCTiI a00 IPOTATrOoM OisbIil
TPUBAJIOTO Yacy, HiK peKOMEHOYETHCH.

IMaHi m1000 BIIMBY AUKIIO(pEeHaKy Ha (PepPTUIbHICTh JIIOOUHY IIPU KWOT0 30BHIIIHEOMY
3aCTOCyBaHHI BiICyTHI.

Cmoci6 3acTocyBaHHS Ta I03H

[IpenapaTt npu3Ha4YeHUU TiJIbKU [OJI 30BHIIIHBOTO 3aCTOCYBaHHA.
Ilepen mmepuiM BUKOPUCTAHHSIM:

e AmoMiHi€Bi TyOuU: mepen MepIIuM BUKOPUCTAaHHAM HEOOXiIHO ITPOKOJIOTH 3aXUCHY
MeMOpaHy 3a JOIIOMOTOI0 ITPOKOJII0I0YOT0 IIPHUCTPOIO Ha 30BHIIIHIN CTOPOHI
KOBIIQ4Ka.

e AmmoMiHi€Bi mamMiHOBaHi TyOM: BIIKPYTUTU KPUIIKY, IIPUCTOCYBATH 1i 3BOPOTHOIO
CTOPOHOIO Ha 3aXHUIIeHUN HOCUK TyOU Ta IMOBEPHYTH, TakK 11100 3aXUCT TyOu OyB
BUOAJIEHUN.

e Ty0a 3 KpPUIIIKOIO-aIlJTIKaTOPOM: 3HSITU NPO30PUM 3aXUCHUM KOBIAYOK,
BiOKpyTUTH amjikatop. [ BUgajeHHs 3aXUCTy TyOU BUKOPUCTOBYBATHU
nmornubIeHHs 3ipKomnonioHoi dopMu Ha Kpuilili-anaikaTopi. Ilepen momanbimum
HaHEeCEeHHIM IIpelapaTy CJIif 3arBUHTUTH aIllJIikaTop.



Hopocnum Ta pitsaM BikoM Bifg 14 pokiB BonbTrapeH Emyneresns 3actocoByBatu 3-4
pa3u Ha moOy, 37IerKa BTUPAIOYM Y IIKipy y MicIii jjokanizatii 605mr0. KinbKicThb
npemnapary, siKka 3aCTOCOBYETHCS, 3aJIeKUTh Bifl pO3Mipy ypaxKeHol 30HH (Tak, 2-4 T,
III0 3a PO3MipOM BifiTIOBiga€e po3Mipy BUIlHi ab0 BOJIOCHKOTO TOpixXa, HOCTAaTHHO OJIs
HaHeCeHHs Ha OingHKy 1ioinero 400-800 cm2).

[Tpu BUKOPUCTAHHI TyOU 3 KPUIIKOIO-aJIiKaTopoM: 1100 BiZKpuTHu TyOy, ITPOCTO
MOTATHITH 6isy yacTuHy amiikaTopa. O6epexKHO HaTUCHITh Ha Ty0Oy, 1100 BUOaBUTU
MOTPiOHY KiNIbKICTh Ir'ejiio Ha MOBEPXHIO alljlikaTopa, i maji BUKOPUCTOBYHTE TyOy C
KPHUIIIKOIO-aIlJIiIkaTOPOM TakK, IKOU 1ie OyJIu Ballli masblli, 00epeKHO Ta MOBiIbHO
BTHpAIO4u rejlb B Micils 60t0 Ta/abo HaOpsAKy. He HaTuCcKaliTe CUIbHO Ha KPUIIKY-
arurikaTop. ITig 4ac po3TupaHHs Telio KpUIIKa-alljliKaTop aBTOMaTUYHO
3aKpUBaETHCA. [1icis BUKOPUCTAHHS OYUCTITDh aIljIikaTop 3a JOIIOMOT0I0 6aBOBHSIHOTO
pymIHruKa abo TKaHMHU O CYXOTO CTaHYy.

[Ticns annmikallil mpenapaTy HeoOXigHO BUMUTH PYKU, OKPiM THUX BUITAIKiB, KOJIU caMe
LI OiJITHKAa Hifgjsarae JIiKyBaHHIO.

TpuBamicTh Teparril 3ajIeKUTh Bill XapaKTepy 3aXBOPIOBaHHS Ta epeKTUBHOCTI
JIIKYBaHHSI.

[IpenapaT He CJIig 3aCTOCOBYBaTH fOBIIE 14 MHIB ITOCHIND IPHU YIIKOAXKEHHSIX abo
peBMaTu3Mi M'SIKUX TKaHUH Ta 21 OHS npu 60JII0 apTPUTHOTO IMMOXOXKEHHS, SIKII0
1HIIIe HE PEKOMEHI0BaHO JIiKapeM.

HeoOxigHO 3BepHYTUCS 3a KOHCYJIbTAIli€l0 TiKaps, SKII0 CUMIITOMUM 3aXBOPIOBAaHHS HeE
3MEHIIYIOTHCSA ab0 MOCUJTIOIOTHCSA Ticas 7 OHIB TiKyBaHHS.

[TamieHTH MiTHLOTO BiKy MOXKYTb 3aCTOCOBYBaTH 3BUYalHi 103U JTiKapChKOT'O 3aC00y
OJIsI OPOCIIOl TIOOUHHU.

itk

BonsTapen EMynbresns He peKOMEHOOBAHUM [OJI 3aCTOCYBaHHSA HiTAM BikoM g0 14
pokiB. [Ipu 3acToCyBaHHI TiKapChKOro 3aco0y miTsam ctapie 14 pokiB mosiie 7 mHIB
ab0 SIKIIIO0 CUMITOMH 3aXBOPIOBAHHS MMOCHUIIOIOTHCS, HEOOXiAHO 3BEPHYTUCS 3a
KOHCYJIbTAlII€I0 JIiKaps.

Ilepego3yBaHHs

[Tepemo3yBaHHS MaJIOMMOBIpHE y 3B’I3KYy 3 HU3bKO0I0 abcopOiIlieio nukimoheHaky y
CUCTEMHUY KPOBOTOK NP MicIleBOMY 3acToCyBaHHi. [IpoTe mobiuyHi edekTH, momioHi
OO0 TUX, IKi BUHUKAIOTh IIPU Ilepeao3yBaHHi Tab/lIeToK, 1110 MiCTSITh IUKIOPEeHaK,



MOZKJIMBi IpY BUIIaAKOBOMY IIPOKOBTYBaHHI mperaparty. Y 1IbOMY BUOaAKy CIIif
BpaxoByBaTH, 1110 1 Ty6a npemnapaty 1mo 100 r micTuTh ekBiBaneHT 1 T gukinodeHaky
HaTpio.

Y pa3si BUImagKoBOro IIPOKOBTYBAHHA IIperapary CJIif ogpa3y CIOPOXKHUTHU ILIJIYHOK Ta

NIPUNHATHA afacopOeHT. [ToKa3aHe CUMITOMAaTUYHE JIIKyBaHHS i3 3aCTOCYBaHHSIM
TepareBTUYHMUX 3aXOMiB, 110 3aCTOCOBYIOTHCS IJIS JIIKyBaHHS OTPYEHHS
HECTePOIIHUMU HNPOTU3AMAIbHUMHU 3aco0aMu.

IToOiuHi peakmii

IInsa nikapchKoro 3aco0y BonmbrapeH EMynbrentd CrocTepiraavuch HaCTyITHI moOidHi
peaxiiii.

Ingekuii ma iHBasii

PigkicHi (<1/10000): myCcTy/1bO3Hi BUCUTIaHHS.

3 60Ky iMmyHHOI cucmemu

Pigkichi (<1/10000): peakiil rinep4yyTanuBOCTi (y TOMy YHUCJIi KPOIIUB THKA),
aHTiOHEBPOTUYHUN HaOpSK.

3 60Ky pecnipamopHoi cucmemu

Pigkicui (<1/10000): 6ponxianbHa acTMa.

3 60Ky wKipu ma cnoay4yHUX MKaHUH

Yacti (=1/100; <1/10): BucumaHHs, cBepOixK, eKk3eMa, epuTeMa, IepMaTUT, y TOMY
YMCJIl KOHTAaKTHUM OepMaTur.

[MToommuOKi (=1/10000; <1/1000): OynbO3HUM HepPMaTHT.
Pigkichi (<1/10000): peaxkiiil CBiTJI049yTIMBOCTI.

Y pa3i BUHUKHEHHS MTOOIYHUX peakIli CiIif MPUIIUHUTY JTiKyBaHHS Ta 3BEPHYTHUCS OO
JIiKaps.



TepMmin npugaTHOCTI

3 POKH.

VYMoBHM 30epiranas

30epiraTty y HeJOCTYIIHOMY OJIS OiTed Miclli mpu Temnepatypi He Buiie 30 °C.
YnakoBka

ITo 20 r mpenaparty y Ty0ax ajoMiHi€eBUX TaMiHOBaHUX ab0 aJllOMiHi€EBUX 3
MeMOpaHOol0, 3aKyIIOPeHUX HarBUMHYYBAaHUMHU MOIiMEPHUMHU KOBIIauKaMu 6istoro abo
CUHBOTO KOJIbOPY KPYTJiol abo TPUKYTHOI ¢opMu, abo obOamHaHi ITOJIiMEepHUMU
MacaXXHUMM KpHUIIKaMHu-aniikaTtopamu. [1o 1 Ty6i y KapTOHHiN KOPOOIIi.

Kareropis Bignmycky

bes penenra.

BupooHHK

I'CK Kosncriomep Xesnckep C.A./GSK Consumer Healthcare S.A.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MiCIisi IpoOBaaKeHHs
IistIbHOCTI

Pyt ge Jletpa, 1260 Hios, IlIBetiniapiss/Route de I’Etraz, 1260 Nyon, Switzerland.
[Ixepeso iHCTPYyKIil

[HCTpyKIIifo TiKapChKOTro 3aco0y B3aTO 3 o(illiiiHOTO mKepesia — [lepKaBHOTO PEECTPY

JIiIKapChKHX 3aco0iB YKpalHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

