IHCTPYKUIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKApPCHKOIo0 3ac00y

BOJIBTAPEH EMYVYJIBI'EJIb
Cknao:
ditoua peuosuna: diclofenac;
1 T emynerento MicTUTh AuKiIOheHaky nietwiaminy 11,6 mr, mo Biamosigae 10 mr
IUKJIO(EHaKy HATPilo;
O00NOMIICHI peuosunu: Kapoomep, MOJIEeTHJICHIJIKOI IeTocTeapuioBuil edip,
KOKOINly KamnpWJIOKamparT, AieTHIaMiH, CIUPT 130MPOMUIOBUH, Oisl MiHepalbHa,
apomartuzatop 45 (110 MiCTUTh OEH3MIIOEH30aT), MPOMJICHITIKOJIb, BO/Ia OYHILEHA.
Jlikapcbka ¢opma. EMyibrens 171t 30BHIIIHBOTO 3aCTOCYBaHHS.
OcHogHi @hizuxo-ximiuni eracmugocmi: M’sIKHA TOMOTEHHUN KPeMOMOAiOHUN Teb
BiJl 61JIOTO /10 JKOBTYBATOT'O KOJIBOPY.
dapmakoTepaneBTHYHAa rpyna. 3acobu, IO 3aCTOCOBYIOThCS MICHEBO Yy pasi
cyriio0oBoro Ta M’si30Boro 6oito. HecrepoinHi mpoTHu3anaibHi 3ac00U MICIIEBOTO
3acTocyBaHHs. JlukinodeHax.
Kox ATX M02A AlS.
Dapmakonoziuni eracmugocmi.
Dapmaxoounamixa.
JlukinodeHak € BUCOKOC(PEKTMBHUM HECTEPOINHUM MpPOTHU3aNaIbHUM 3aco00M i3
BUPAKEHOI0  MPOTHPEBMATUYHOIO, 3HEOONIOBAJIbHOI, MPOTH3ANajIbHOIO  Ta
KAPO3HIWKYBaJIbHOIO  Ji€to. OCHOBHMM  MEXaHI3MOM  TEpameBTUYHOI  Aii
IUKJIO(QEHAKY € MPUTHIYEHHsI 010CMHTE3y MpPOCTarjaHAWHIB IIUKIOOKCUTE€HA3010-2
(COX-2).
3aBIsKU BOJIHO-CITUPTOBIH OCHOBI npemnapar 3IiHCHIOE TaKOX
MICII€BOAHECTE3YIOUHI Ta 0XOJIOJKYBATbHUN €(PEKT.
JlaHi KJIiHIYHUX JOCHTIKEHb.
IIpu 3amaneHHi Ta O0O0JI0 TpaBMAaTUYHOTO a00 PEBMATUYHOTO TMOXOKEHHS
Bonbrapen Emynbrens mpu3BOOUTH A0 CKOPOYEHHS IMEPiOAY MOHOBIEHHS PyXy
YpaKEHUX CyTri00iB, 3B'130K, CYXOXKHIb Ta M’s31B. KiliHIYHUMHU JaHUMU JOBEACHO,
mo Bonbrapen Emynerens 3menIrye roctpuil 6iip Bxke yepe3 1 roguHy micis
MOYaTKOBOT0 HaHeceHHsI. [Ipenapat 3meHIrye 6151k pu pyci Ha 75 % NpoTAroM ABOX
1i0. 94 % nauieHTiB Masu BiAryk Ha Bonbsrapen EMynbrens uepes 2 1061 JiKyBaHHS
nopiBHAHO 3 8§ %, 110 Maiu BiAryK Ha 1uiane6o. JlikyBaHHS 0OJI0 Ta BiIHOBJICHHS
pyXy cyrio0iB gocsirajock micis 4 aHiB JTiKyBaHHs BonbTapen Emymbrenem.
Dapmaxoxinemuxa.
KinbkicTh quKnopeHaky, sika BCMOKTYETbCS depe3 LIKIpY, MPONopIliiiHa 10 miori
HOro HaHECEHHS 1 3aJIeXKHT 5K B1Jl 3arajibHOI 3aCTOCOBAHOI 03U Ipernapary, TaK 1 Bij
crynens rigpatauii mkipu. ITicns micueBoro HaHeceHHs 2,5 r npenapaty Bonbrapen

EMyJibrenb Ha MOBEPXHIO MIKipH miomiero 500 cM? cTymiHp abcopOuii AHKIo(peHaKy
CTaHOBHTD MPUOIN3HO 6 %. 3aCTOCYBaHHS OKIII031iMHOT OB’ s13kK poTsiroM 10 roaux
MIPU3BOIUTH 10 301IbIIeHHs abcopOii quKiIo(eHaKky BTpuUi.

[Ticna wanecenns Bombrapen Emyinbrento Ha mkipy cyrio0iB KHCTI 1 KoJiHa
TUKI0(EeHaK BHSIBISIETHCSA y TIa3Mi KpoBi (€ WOTO MakCUMallbHAa KOHIICHTpAITis
npubimzno y 100 pasiB MeHIIa, HiXK MiCJIst IEPOPATLHOTO MPHIOMY), Y CHHOBIaIbHIH



00OJIOHIII Ta CHHOBiaJIbHIHM piiuHI. 3B’ 13yBaHHA JUKIO(pEHaKY 3 O17IKaMH CTAHOBHUTH
99,7 %.

JluknoeHak HAaKONMUYYeTbCS Yy IIKIpl, $Ka CIYrye pe3epByapoM, 3BiAKH
BiIOYBA€TbCS MOCTYNOBE BUBUIBHEHHS PEYOBUHU Yy MPUJIETIl TKaHWHU. 3BIATH
TUKI0(eHaK MepeBaKHO HAIXOAUTh y OUIbIN TTMOOKI 3amayieHi TKaHWHH, TakKi SK
cyriiobu, HDK y IuiasMy KpoBi. TaM BiH NpOJOBXKY€e MiSITH 1 BU3HAYAETBHCS Y
KOHIIEHTpauisfx 10 20 pa3iB OUIBIINMX, HIX Y MJ1a3Mi KPOBI.

JluknodeHak MeTaboi3y€eThCsl MEPEeBAXKHO HUIIXOM OJIHO- a00 GaraTrocTaaiifHOro
TIPOKCUIIOBAHHA Ta MOAAJIBINOI TIIIIOKYpOHifamii abo TIIOKypoHizamii 1ol
MOJIEKYJIH.

JluknodeHak Ta Horo MeTabONITH BHBOIATHCS MEPEBAXHO 13 cedero. 3arajibHUi
CHUCTEMHHMH IUIa3MOBHH KIIpEHC IUKIO(PEHaKy CTaHOBUTh 263 + 56 Mi/XB, a
KIHIIEBUI TMepioJl HamiBBUBEIEHHS 3 IJIa3Mud KpoBi — 1-2 romgman. YoTtupu
MeTa0OIITH, BKJIIOYAIOUHU JIBa aKTUBHUX, MAalOTh KOPOTKUI 1epio]] HariBBUBEICHHS
1-3 roguHM, a OAMH — AenIo OUIBIINH, aje BiH € MPAKTUYHO HEAKTUBHUM.

IIpu HHUpKOBIN ab0 NeE4YiHKOBIM HEZOCTaTHOCTI METabodi3M Ta BHUBEIEHHS 3
OpraHizMy JUKIO(pEeHaKy He 3MIHIOIOThCS.

KuiniuHi XapakTepucTHKH.

Ilokazanna. MicuieBe JiKyBaHHS OOJIO Ta 3aMalieHHs CYIJIO0iB, M 513iB, 3B 30K Ta
CYXO0XHJIb PEBMaTHYHOT'0 200 TPABMATUYHOTO IOXOIXKEHHS.

Ilpomunoxazanna. llinBuiieHa 4yTiaMBICTh 0 AMKIO(PEHaKy abo 10 iHIIUX
KOMIIOHEHTIB Mpemnapary. HasgBHICTb B aHamHe31 HamaaiB OpOHXialbHOI acTMH,
aHrioeeMH, KpOMMB SHKA a00 TOCTPOro pHHITY, 3YMOBIEHUX NpPHHOMOM
alleTWICATIIUIOBOT KUCIOTH ab0 1HIIMX HECTEPOiAHMX MPOTH3aNajIbHUX 3ac00iB;
OCTaHHIM TPUMECTp BariTHOCTI.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€mMo0iil.
Ockinbku cucteMHa abcopOrist AukiIo(eHaKy BHACHIIOK MICLEBOTO 3aCTOCYBAHHS
npernapary Iy’e HU3bKa, IMOBIPHICTh BUHUKHEHHS B3a€MOJIiH Ty’Ke HU3bKa.
Ocoobueocmi 3acmocyganns.

3 00epeKHICTIO 3aCTOCOBYBATH 3 IEPOPATLHUMHU HECTEPOiTHUMHU MPOTU3ANATIEHUMHU
3acobamu.

IMOBIpHICTE PO3BUTKY CHCTEMHHMX MOOIYHMX e(eKTiB (SKi TPAIUIAIOTHCS IPH
3aCTOCYBaHHA CHCTEMHHX (opM JuKiIopeHaky) Mae OyTH po3IJsHyTa IpH
3aCTOCYBaHHI IperapaTy Ha OUIBII BENMKUX AUISHKAX MIKIPH ab0 NPOTAroM OuIbi
TPUBATIOr0 4acy HDK PEKOMCHIOBAHO. Y TaKMX BUIAAKaX Tpeba 3 00EpekHiCTIO
BHKOPHCTOBYBATH IIKapChKHIA 3aCi0 MarieHTaM, SKi MaloTh IEYiHKOBY, HIPKOBY 200
CeplEeBY HEIOCTATHICTb, @ TAKOXK BUPA3KOBY XBOpOOy B aKTUBHIH cTaii.
BombrapeH EMyibrenb peKOMEHAYETbCS HAHOCHTH TUIBKM HAa  IHTaKTH,
HCYIIKO/DKEHI JUISIHKH IIKIPH, 3a1100irar0uu HOTPAIUIHHIO Ha 3alajieHy, IOPAaHEHY
a6o iHpikoBany mkipy. CiiJl yHUKaTH KOHTAKTy IIpernapary 3 O4MMa Ta CIM30BUMHU
obononkamu. [Ipenapar He MOXKHA KOBTATH.

Ilpn nosiBi Oynp-SIKMX IIKIDHUX BUCHIIB JIKYyBaHHSA IIPENapaTtoM MOTPIOHO
NPUITHHHTH. BOHLTapeH EmyJibresnib He €1 3aCTOCOBYBATH I1i/{ HOBITPOHEIPOHUKHY
OKIJIIO31iHy TOB’SI3Ky, ajie JOIyCKAeTbCs HOro 3aCTOCYBaHHS IMiJ HEOKIIO31HHY
OB SI3KY.

Bonbrapen Emynbrens MicTUTh HPOMUICHITIKOIL Ta O€H3MIOEH30aT, SIKI MOXYTb
CIPUYMHSITH JIETKE JIOKaJII30BaHE MOJPA3HEHHSI LIKIPH.

Hepes MOXKIIMBICTD BUHHHKHEHHSI CBITJIOYY TIIMBOCTI, HCOOXIAHO YHUKATH il IPSIMHUX

COHAYHUX HpOMCHlB Ta BI3UTIB 0 COJ'IleIO MpOTATrOM .IIle'BaHHﬂ Ta 2 THXKHI MiCIsA
MMPUITMHCHHSA JIIKYBAaHH.



3acmocysanns y nepiod eazimuocmi ado 200y8anus 2pyoon.

KniniyHuii 1OCBiZ 3acTOCyBaHHS BariTHUM >KIHKaM oOMexkeHud. Sk 1 iHMmI
HECTepOiJHI MpoTU3amnanbHi 3acodbu, Bonbrapen Emynbrens npotunokasanuii mina
yac [l TpumecTpy BariTHOCTI y 3B’SI3Ky 3 MOXJIMBICTIO PO3BUTKY CJIa0OKOCT1 pOAOBO1
JiSUTBHOCTI, MOPYLIEHHS ISUTbHOCTI HUPOK IUI0/IA 3 OJAIBIINM MaJOBOAISAM Ta/a00
CepLEeBO-JIET€HEBOT TOKCUYHOCTI 3 MEPeYacCHUM 3aKPUTTSAM apTepiaabHOI IPOTOKU
Ta JIETEHEBOIO TiNepTeH3i€l0. 3aCTOCYBaHHA Ipernapary MpOTArOM MEPUIMX IBOX
TPUMECTPIB BariTHOCTI JIOMYCKAEThCS TIJIBKU AKILO OYIKyBaHAa KOPUCTH MEepeBaKkae
MOTEHLIWHUN pU3UK A TwioAa. [Ipu nbomy KiHKaM, SIKi MJIaHYIOTh BariTHICTH Ta
OPOTArOM TMEPIIUX JBOX TPUMECTPIB BariTHOCTI PEKOMEHIYETHCS 3MEHIIUTH
JI03yBaHHS 1O MiHIMAJIbHO MOJKJIMBOTO PiBHS Ta CKOPOTUTH TEPMiH JIKYBaHHS.
Hesinomo, un nukiodeHak npy 30BHIIIHBOMY 3aCTOCYBaHHI BUJUIAETHCS B TPYy/IHE
MOJIOKO, TOMY 3acTocyBaHHs BonbTapen Emynbrento y nepiog rogayBaHHs TPYIO
JIOMYCKA€THCS TUTBKH SKIIO O4iKyBaHA KOPUCTH NEPEBaXKa€ NOTCHIIIMHNN PU3UK JUIS
HeMOBJIATH. [Tpy HassBHOCTI BaroMuX IMiICTaB JUIs 3aCTOCYBaHHS IIpenapary y nepioj
rOAyBaHHs TpyJJI0, MpernapaT He ClliJi HAHOCUTH Ha MOJIOYHI 3ajio3u abo BeNHKi
JUISHKY IIKIPH Ta HE CJIiJ1 3aCTOCOBYBATH Y O1IbIIIN KUIBKOCTI @00 MPOTATOM OUIBII
TPUBAJIOTO Yacy, HIXK PEKOMEHTY€EThCS.

JlaHi 110710 BIUIMBY AUKJIO(QEHAKY Ha (GepTUIIbHICTD JIFOJUHH ITPH HOTO 30BHIIIHBOMY
3aCTOCYBaHHI BiJICYTHI.

30amuicmbs  énnaueamu  Ha  WEUOKICMb  peakuyii  npu  KepyeamHi
agmompancnopmom aoo pooomi 3 inwumu mexanizmamu. Brus nukinodenaky
BIJICYTHi# IIpH 30BHIIIIHBOMY 3aCTOCYBaHHI.

Cnoci6 3acmocysannsa ma 0o3u.

[Ipenapat npu3HavyeHu TIABKY JUIS 30BHIIIHBOTO 3aCTOCYBaHHS.

Ilepeo nepuum 8UKOPUCTNAHHAM.:

—  AmoMmiHi€eBi TyOH: Tiepe]] mepiuM BUKOPUCTAHHSAM HEOOX1THO MPOKOJIOTH
3axMCHY MEMOpaHy 3a JI0TIOMOT'OF0 POKOJIIOI0YOr0 IPUCTPOO Ha 30BHIIIHIH
CTOPOHI1 KOBITAyKa.

- AJIOMIHIEBI JaMiHOBaHI TyOW: BIIKPYTUTU KPHILKY, MPUCTOCYBaTH Iii
3BOPOTHOIO CTOPOHOIO Ha 3aXHINCHU HOCHUK TyOHW Ta MOBEPHYTH, TaK 1100
3aXUCT TyOu OyB BHUIAJICHUM.

— Ty6a 3 KpHUIIKOIO-AILTIKATOPOM: 3HATH MPO30PHHA 3aXHUCHHH KOBIAYOK,
BIIKPYTUTH arurikaTop. s BUAaNeHHS 3aXUCTy TyOM BHKOPHCTOBYBAaTH
nornuOneHHs  3ipkomoxiOnoi ¢opmu Ha Kpummi-arutikatopi.  [lepen
MOJAIBIIIMM HAaHECEHHSM IIpPerapary Ciijl 3arBUHTUTH allUTiKaTop.

Jlopociium Ta aiTsim BikoM Bif 14 pokiB Bonbrapen Emynbrens 3acrocoByBatu 3-4
pa3u Ha 00y, 3jerKa BTHpAIOYM y WIKIpy y Micli jJokamizamii 6omo. KimbkicTbh
npernapary, sika 3aCTOCOBY€EThCSI, 3aJIS)KUTh Bl pO3MIpy Ypa)KeHOi 30HH (Tak, 2-4 T,
110 332 PO3MipOM BiJMOBIA€ PO3MIpPY BHIIHI 200 BOJIOCHKOTO TOpiXa, JOCTATHHO IS

HAHECEHHSI Ha JULTHKY miomero 400-800 cm?).

Ilpu suxopucmanui myou 3 KpUuwKoO-aniikamopom: moo BIAKpUTH TyOy, IPOCTO
MOTSTHITH OUTYy YaCTHHY arutikatopa. O0epexHo HaTUCHITH Ha TyOy, 11100 BUIaBUTH
MOTPIOHY KUIBKICTh I'eJII0 Ha MOBEPXHIO aIuliKaTopa, 1 Jajli BUKOPUCTOBYHTE TyOy
C KpUILIKOIO-aIlliIKaTOPOM TaK, SKOU 1€ OyJiu Ballll HaJibli, 00EpeX)HO Ta MOBLIHHO
BTHPAIOYH T'eJIb B MicCIls 00110 Ta/abo HaOpsiky. He HaTHCKalTe CUIIRHO HA KPHUIIIKY-
arurikarop. [lim  9ac po3THpaHHS TeNi0 KPHUIIKA-alIiKaTop aBTOMATHYHO



3aKpHUBAETHCA. [Micns BUKOPUCTAHHS OYHCTITh anniKaTop 3a JOIIOMOI'OrO
0aBOBHSHOIO PYLIHUKA a00 TKAaHUHU A0 CYyXOro CTany.

i

[Ticna ammikarmii npenapaTy HEOOXiIHO BUMHTH PYKH, OKPIM THUX BUMAJKIB, KOJH
came s TUTSTHKA TJIsTae JTiKyBaHHIO.

TpuBamicte Tepamii 3aJeXUTh BiJ] XapakTepy 3aXBOPIOBaHHA Ta e(EeKTHBHOCTI
JKyBaHHS.

[Ipenapar He ciig 3aCTOCOBYBATH AOBIIE 14 IHIB MOCHIIh NPU YHIKOPKEHHSIX a00
peBMaTHU3Mi M’SIKHX TKaHUH Ta 21 AHS npu OO0 apTPUTHOTO IMOXO/KEHHS, SIKIIO
1HIIIE HE PEKOMEH/I0BAHO JIIKApEM.

Heo0xigHO 3BepHYTHCS 32 KOHCYJIBTALIEIO JTIKaps, SIKIIO CHMIITOMHU 3aXBOPIOBAHHS
HE 3MEHIIYIOTHCS 200 MOCHUITIOIOTHCS MICHst 7 THIB JIIKYBaHHS.

[TamieHTH T THHOTO BIKYy MOXYTh 3aCTOCOBYBATH 3BHUAIHI J03H JIKapCHKOT0 3ac00y
JUISL JOPOCIIO1 JTFOIUHH.

Jimu. Bonbrapern EMynbrens He peKOMEHIOBAHU TSI 3aCTOCYBAHHS JITSIM BIKOM
1o 14 poxkis. IIpu 3acTocyBaHHI JIiKapchbKoro 3aco0y JiTsM crapiie 14 pokiB foBIIe
7 AHiB ab0 SKIIO CHMITOMH 3aXBOPIOBAHHS [IOCHIIOIOTHCS, HEOOXIAHO 3BEPHYTHCA
3a KOHCYJIBTAIIEIO JIKapsL.

Ilepeoosysanns. IlepenozyBaHHs MaJOHMOBIpHE Y 3B’S13KY 3 HU3BKOIO abcopO1i€eio
IUKJIO(QEHaKY y CUCTEMHHUI KPOBOTOK IPH MiclieBOMY 3acTocyBaHHi. [Ipore mobivHi
edexTH, moaiOHI 10 THX, IKi BAHUKAIOTh TP Tepe1o3yBaHHI Ta0IeTOK, 10 MIiCTATh
IUKJIO(PEHAaK, MOXKIIUBI MPHU BHUIIAJKOBOMY IPOKOBTYBaHHI mpemnapary. Y IbOMY
BUTIAJIKY CJIiJ1 BpaxoByBartH, mo 1 Tyba mpenapary no 100 r MicTHTh ekBiBaieHT |
I TUKIIO(EeHAKY HATPIFO.

V pasi BUMAAKOBOTO MPOKOBTYBAHHS MPEMapaTy CiiJl 0J[pa3y CIOPOKHUTH IILTYHOK
Ta MpUHATH ancopOenT. [lokazaHe cMMNTOMAaTUYHE JTIKYBaHHS 13 3aCTOCYBaHHSIM
TEpareBTUYHUX 3aXOMiB, IO 3aCTOCOBYIOTbCS Ui JIIKYBaHHS  OTPY€EHHS
HECTEPOiHUMHU POTHU3ANATBHUMH 3aC00aMHU.

I06iuni peakuii. JIns nikapcekoro 3acody Bonbrapen Emynbrens crnocrepiranuch
HACTYITHI TOOIYHI peakirii.

Ingpexyii ma ineasii

PinxicHi (<1/10000): mycTy1b03H1 BUCHUTIAHHS.

3 6oky imynnoi cucmemu

PinkicHi (<1/10000): peaxmii rimepuyTiauBocTi (y TOMY 4YHCII KpOIHB SHKA),
AHT1OHEBPOTUYHUHN HAOPSK.

3 6oky pecnipamopHoi cucmemu

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

3 60Ky wiKipu ma cnoxyyHuUx MKaHuH




Yacri (>1/100; <1/10): Bucunanss, cBepOiX, ek3emMa, epuTeMa, AepMaTUT, y TOMY
YHCIi KOHTAKTHUH IePMAaTHT.

[Toogunoki (>1/10000; <1/1000): Oynb03HUI AepMaATHT.

PinkicHi (<1/10000): peaxiiii CBITIOYYTIAHBOCTI.

V pa3i BUHUKHEHHS MOOIYHUX PEaKLii CIiJ NPUIUHUTHU JIIKYBaHHS Ta 3BEPHYTHCS
70 JTIKapsl.

Tepmin npuoamnocmi. 3 poxu.

YMoBHu 30epiranns. 30epiraTi y HEOCTYITHOMY JUIs JITeH MICIi IpH TeMIepaTypi
ge Buie 30 °C.

¥Ynakoska. I[To 20 r a6o 50 r, a6o 75 r, a6o 100 r nmpemnapaty y Ty0ax aqroMiHIEBHX
JJaMiHOBaHHMX a00 alfOMiHIEBUX 3 MEMOpaHOIO, 3aKYIOPEHUX HarBUHYYyBaHUMH
MOJTIMEPHUMH KOBIAYKaMU O110T0 a0 CHHBOTO KOJBOPY KPYIJioi ad0 TPUKYTHOI
dhopmu, abo 006y THAH] TTOTIMEPHIMH MaCaXHUMHU KpHIIIKaMu-arutikatopamu. [1o 1
TyO1 y KapTOHHIH KOpOOIIi.

Kareropis Binmycky. be3 penernra.

Bupoouuk.

I'CK Koncwromep Xenckep C.A./GSK Consumer Healthcare S.A.
Micue3Haxo1:KeHHs BUPOOHHUKA.

Pyt ne Jlerpa, 1260 Hion, [lIBeiimapis/Route de I’Etraz, 1260 Nyon, Switzerland.



