IHCTPYKIIA
JJISE MEIUYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y

BOJIBTAPEH EMYJIBI'EJIb
Bci ninu Ha npenapatr BOJIBTAPEH EMYJIBI'EJIb MoxHa 3HaliTH Ha caiiTi doc.ua

Cknao:

oioua peuosuna: diclofenac;

1 T eMynbrento MiCTUTh quKIO(eHaky aieTwinaminy 11,6 mr, mo BignoBigae 10 mMr nuknodenaxky
HATPIIO;

OONOMIJICHT ~ pevosunu. KapOoMep, TOJICTUICHTIIIKOIIO I[ETOCTeapUIOBH edip, KOKOIIy
KaIlpujIoKarpar, AieTHIaMiH, COUPT 130MpOIiJIOBUH, Olis MiHepanbHa, apoMaTuzartop 45 (1o
MICTUTh O€H3WIOEH30aT), MPOIJICHTIIIKOJIb, BOJIAa OYHUIICHA.

Jlikapcbka ¢opma. EMynbrens 11t 30BHIIIHBOTO 3aCTOCYBaHHS.
Ocnogni Qizuxo-ximiuni eracmugocmi: M’ sIKUA TOMOTEHHUN KPeMOIOAiOHUH Teib Bij O170r0 10
JKOBTYBATOT'0 KOJIbOPY.

dapmakoTepaneBTHYHA rpyna. 3aco0u, II0 3aCTOCOBYIOTHCS MICLEBO Yy pa3i Cyrio00oBOTro Ta
M’s;30Bor0 O0iTt0. HectepoinHi npoTu3ananbHi 3aco0u MiceBoro 3actocyBaHHs. JuKiodenak.
Kon ATX MO2A AlS.

Dapmakonoziuni eracmueocmi.

Dapmakoounamika.

JukinopeHak € BUCOKOC(PEKTHMBHUM HECTEPOiIHUM NPOTHU3aNaIbHUM 3acO00M 13 BHPAXKEHOIO
IPOTUPEBMATUYHOIO, 3HEOOJIOBAIbHOIO, IPOTU3ANAIBHOI Ta JKapPO3HUKYBAJIBHOIO  JIIEIO.
OCHOBHUM MEXaHI3MOM TEpaneBTUYHOI Mdii JAWKIOQEHaKy € TpUTHIYeHHS Oi0CHHTE3y
IpoCTariaHAnHIB HUKI00KCcHTeHa3010-2 (COX-2).

3aBASKM BOJHO-CIUPTOBIA OCHOBI IMpemapaT 3A1MCHIOE TaKOXX MICIIEBOAHECTE3YIOUM Ta
OXOJIOJUKYBaJIbHUH e(eKT.

JlaH1 KINHIYHUX JTOCIUDKEHbD.

[Tpu 3ananenHi Ta 60110 TPaBMaTHYHOIO a00 peBMAaTUYHOIO NMoXoxkeHHsa Bonbrapen Emynbrens
MPU3BOUTH /10 CKOPOUEHHS MEP101Y MMOHOBIIEHHS PyXY YPaKE€HUX CYT001B, 3B'A30K, CYXOKUIIb Ta
M’s31B. KiTiHIYHMMM TaHMMHU JI0BeJIeHO, 110 Bosnbrapen Emynbrens 3MeHIrye roctpuil O6ib Bxke
yepe3 | roauHy Mmiciis MOYAaTKOBOrO HaHeceHHs. [Ipemapar 3Menmiye Outh mipu pyci Ha 75 %
npoTsiroM ABox 1i6. 94 % mnamieHTiB Manu BiAryk Ha Bonbrapen Emynbrens yepes 2 nobu
JIKyBaHHS OPIBHAHO 3 8 %, 1110 MaM BIAryK Ha 1iane0o. JlikyBaHHS 00110 Ta BIAHOBJIEHHS pyXy
cyrno0iB gocsranocs micis 4 aHiB JiKyBaHHS BonabTapen Emynbrenem.

Dapmakoxinemuxa.

KinbkicTh qUKIOQEHAKY, IKa BCMOKTY€EThCS Yepe3 IIKipy, MPOoIopIiiiHa A0 Mol HOro HaHeCeHHs
1 3aJIKUTH SIK BJ 3arajibHOI 3aCTOCOBAHOI J03M Ipenapary, Tak 1 BiJ CTYNEHs TifpaTaiii HKipH.
[Ticns micueBoro HaHeceHHs 2,5 T npenapaty Bonbrapen EMysbrens Ha HOBEPXHIO LIKiPH IJIOLIEIO
500 cM? cTymiEb abcopOIii AUKI0(QEeHaKy CTAHOBHTH MPHOIH3HO 6 %. 3aCTOCYBaHHS OKIIO3iiHOT
OB’ s13KH MPOTATOM 10 roAMH NPU3BOAUTS /10 301IbIIEHHS a0copOIii AMKI0(deHaKy BTpHYi.

[Ticns HanecenHst Bonbrapen Emynbrento Ha mkipy cyrjiobiB KHCTI 1 KoJiiHa AMKIO(eHak
BUSIBJISIETHCS Y TUIa3Mi KPOBI (1€ oro MakcumalibHa KoHIeHTpanis npubauzno y 100 pa3iB MeH1a,
HDXK IICJsT MEepopaibHOTO MpPHUIOMY), Yy CHHOBIaJIbHIM OOOJIOHIII  Ta CHUHOBIAJIbHIA pIIUHI.
3B’s3yBaHHs TUKIO0(peHaKy 3 O1IkaMu cTaHOBUTH 99,7 %.

Juknodenak HaKOMUUY€EThCS y HIKIpP1, SIKA CIYTYE Pe3epBYyapoM, 3BIIKU BiAOYBAETHCS MTOCTYIIOBE
BUBIJIBbHEHHS PEYOBMHH Y NPUJIETII TKAHUHU. 3BIATH AUKIO(PEHAK MEePEeBaXKHO HAIXOAUTh y OUIbII
rUOOKI 3amaneHl TKaHWHU, Takl SK CYIrJIoOM, HDK y Iiia3My KpoBi. Tam BiH MpoAOBXKYye HISATH 1
BU3HAYA€THCS Y KOHIEHTpaisx 10 20 pa3iB OUIbIINX, HDK Y TIa3Mi KPOBI.



https://doc.ua/apteka/voltaren-emulgel-1-20-g

Juxnopenak  MeTaboNi3yeTbCsl — MEPEeBaXHO  NUIBIXOM  OAHO- abo  GararocrajiiiHOro
T1POKCIITFOBAHHS Ta MOAAIBIIOT TIIOKYPOHiaIii ado MIFOKYPOHIAAMii 1101 MOJIEKYIIH.
JuknopeHak Ta HOro MeTradoONiTH BHBOIATHCA IMEPEBAXKHO 13 ce4er0. 3arajlbHUNA CHUCTEMHUUN
MJIa3MOBHM KITIPEHC JUKI0(GEHAKY CTAHOBUTH 263 + 56 MJI/XB, a KIHIIEBHH I1€pi0/] HAITIBBUBEICHHS
3 ma3Mu Kposi — 1-2 roxuan. YoTHpu MeTaboITH, BKIIOYAIOUX J[BA AaKTHBHHUX, MalOTh KOPOTKUH
nepioJ1 HaImBBUBEACHHS 1-3 rOAMHM, a OAWH — JEIIO0 OUTBIIHMA, ajie BiH € IPAKTUIHO HEAKTUBHUM.
[Ipu HupkoBid ab0 TMEYIHKOBIM HEZOCTaTHOCTI MeTa0OoNi3M Ta BHUBEIEHHS 3 OpraHizMy
JTUKIO(EHAKY HE 3MIHIOIOThCSI.

KuiniuHi xapakTepucTukm.
Ilokazanna. MicueBe JiKyBaHHSI OOJNIO Ta 3amajeHHs CYriao0iB, M s3iB, 3B’SI30K Ta CYXOXKHJIb
PEBMAaTHYHOTO 200 TPABMATHYHOTO MTOXOPKCHHS.

Ilpomunokazanna. IlinBuiieHa dYyTIWBICTh 10 JuKIOpeHaKy abo0 0 I1HIIMX KOMITOHEHTIB
npenapaty. HasBHiCTh B aHamMHe31 HamaaiB OpOHXiaJbHOI aCTMH, aHTI0€eMHU, KPOIUB SIHKH 200
TOCTPOTO PUHITY, 3yMOBIICHUX NMPHIOMOM aleTHIICATIIMIOBOI KUCIOTH a00 HIINX HECTEPOiTHIX
NPOTH3AMaIbHUX 3aC001B; OCTaHHIN TPUMECTp BariTHOCTI.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma iHwii 6u0u 63a€Mooiil.
Ockinpku cucTeMHa abcopOiist AukIIodeHaKy BHACIHIIOK MiCLIEBOTO 3aCTOCYBAaHHS IIperapary ayxe
HU3bKa, IMOBIPHICTh BUHHUKHEHHSI B3a€EMOJIN Ay)K€ HU3bKA.

Ocobaueocmi 3acmocy8anus.

3 00epexkHICTIO 3aCTOCOBYBATH 3 MEPOPATLHUMH HECTEPOIAHUMHU IPOTHU3ANAIBHUMU 3aC00aMU.
IMOBIpHICTP PO3BHTKY CHCTEMHHX NOOIYHMX e(eKTiB (SKi TPaIUIIFOTBCS TPH 3aCTOCYBAaHHS
cucteMHuX Gopm auknodeHaky) mMae OyTH PO3IJSHYTa MPHU 3aCTOCYBAaHHI Mpenapary Ha OuTbIl
BEJIMKUX AUISHKAaX MIKipH ab0 MPOTAToM OUIbII TPUBAJIOrO Yacy HiK PEKOMEHJIOBAaHO. Y TaKUX
BUMIAJIKaX Tpeda 3 00EpEeKHICTIO BUKOPUCTOBYBATH JIKAPChKUN 3acid mMmarieHTaM, sSKi MaroTh
NEYiHKOBY, HUPKOBY ab0 ceplieBy HEJJOCTaTHICTh, a TAKOXK BUPA3KOBY XBOpPOOY B aKTHUBHIH cTaii.
Bonbsrapen Emynbrens pekoMeHAYeThCS HAHOCUTU TUTBKH Ha 1HTAKTHI, HEYIIKOKEHI NUISTHKA
HIKipH, 3a1006iratouy NOTPAIUISIHHIO Ha 3amaleny, HopaneHy ado iHdikoBany mkipy. Ciia yHUKaTH
KOHTAaKTY Iperapary 3 O4nMa Ta CIIM30BUMH oOonoHKamu. [Ipenapat He MO)KHA KOBTaTH.

[Tpu nosiBi Oy1b-SIKUX IIKIPHUX BUCHUIIIB JIIKYBaHHS IpenapaToM MOTpiOHO NPUNMHUTH. BoabTapeH
Emynbrens He cig 3acTOCOBYBAaTH TiJl TOBITPOHENPOHHKHY OKIIIO31MHY TIOB’SI3KYy, ale
JIOITYCKA€ETHCS HOTO 3aCTOCYBaHHS I11]] HEOKIIIO31HY MOB’SI3KY.

Bonbsrapen EmMynbrens MICTHTH TPOIUICHIIIIKONb Ta OCH3UIOCH30aT, SIKI MOXKYTh CIPUYHHSTH
JIeTKe JIOKaJI130BaHe MO/Ipa3HeHHs MIKipH.

Uepe3 MOXIMBICTb BUHMKHEHHS CBITJIOUYTJIMBOCTI, HEOOX1IHO YHUKATH J1i MPSAMUX COHSYHHUX
IIPOMEHIB Ta BI3UTIB J10 COJISAPIIO MPOTATOM JIIKYBaHHS Ta 2 THXKHI MICIs IPUITMHEHHS JIKyBaHHS.

3acmocysanns y nepioo eacimuocmi adoo 200y8anus 2pyooio.

Kniniyauii A0CBil 3acTOCyBaHHsSI BariTHUM JKIHKaM oOMexeHuM. Sk 1 1HII HecTepoinHi
npoTH3anaibHi 3aco0u, Bonbrapen EMynbrens nporunokaszanuii mig yac I tpumecTpy BaritHoCTi
y 3B 43Ky 3 MOXJIUBICTIO PO3BUTKY CJIAOKOCTI pOAOBOI JisSIbHOCTI, MOPYIIEHHS TISJIbHOCTI HUPOK
Ioa 3 MNOJAIBUIMM MaJOBOISM Ta/abo CepleBO-JIEreHeBOI TOKCHUYHOCTI 3 TepeldacHuM
3aKpUTTSAM apTepiajibHOI MPOTOKM Ta JIETEHEBOI TIMEpPTEH31€l0. 3acTOCyBaHHS Ipernapary
OPOTSTOM IMEPIIUX JBOX TPUMECTPIB BariTHOCTI JOMYCKAETHCS TUIBKU SKIIO OYiIKyBaHa KOPHCTh
nepeBaykae MOTEHUIWHUN pu3uK Uit miona. [lpu npoMy >kiHKaMm, K1 IUIAHYIOTh BariTHICTH Ta
OPOTSArOM MEpPUIMX JABOX TPUMECTPIB BariTHOCTI PEKOMEHJIYEThCS 3MEHIIUTH JO03YBaHHS [0
MiHIMaJIbHO MOKJIMBOTO PiBHS Ta CKOPOTHTU TEPMiH JIIKYBaHHS.

Heginomo, un nukinodenak mpu 30BHIIIHbOMY 3aCTOCYBaHHI BUIUISAETHCS B TPYAHE MOJIOKO, TOMY
3actocyBaHHsa Bonbrapen Emynbrento y mepiof romyBaHHS TPYIJIIO JOMYCKAETHCS TITBKH SKIIO
OUiKyBaHa KOPHCTh IEpeBakae MOTEHIINHMNA pU3UK i1 HeMOBIATH. [Ipu HasBHOCTI BaroMumx



MiZICTaB JUIsl 3aCTOCYBAHHS Tpernapary y mepioj roayBaHHs TPYIJI0, IpernapaT He CIiJ] HAHOCHTH
Ha MOJIOYHI 371031 a00 BEJIMKI JUISTHKY IIKIPHU Ta HE CJIiJ] 3aCTOCOBYBATH y OB KUTBKOCTI 200
HPOTSrOM OUIBII TPUBAJIOTO YaCy, HI’K PEKOMEH]TY€ThCSI.

Jani moo0 BIUMBY nukinodeHaky Ha hepTHUIBHICTD JIFOWHH ITPH HOTO 30BHIIIHHOMY 3aCTOCYBaHHI1
BIJICYTHI.

30amnicmo eniueamu Ha WGUOKICMb pPeaKyii npu KepyeanHi agmompancnopmom ado pooomi
3 iHmumu mexanizmamu. Brmis nukinodeHnaky BiICYTHIN NMPH 30BHIIIHBOMY 3aCTOCYBaHHI.

Cnocio 3acmocysanns ma 003u.
[Ipenapat npu3Ha4YE€HUH TITBKH [T 30BHIIIHBOTO 3aCTOCYBAHHS.
Ilepeo nepuwium suxopucmanHsm:

— AmowmiHieBi TyOM: mepen NEpIIMM BHKOPUCTAHHSAM HEOOXIZHO MPOKOJIIOTH 3aXHUCHY
MeMOpaHy 3a JOIOMOT0I0 IIPOKOJIFOI0YOT0 MPUCTPOIO HA 30BHILIHIM CTOPOHI KOBIAYKa.

— AmoMiHi€BI JIaMiHOBaH1 TyOU: BIIKPYTHTH KPUIIKY, TPUCTOCYBATH il 3BOPOTHOIO CTOPOHOIO
Ha 3aXUILEHUI HOCUK TyOu Ta MOBEPHYTH, TaK 1100 3aXUCT TyOu OyB BUIIaTICHUI.

— Tyba 3 KpHUIIKOIO-aIIIKaTOPOM: 3HATH TPO30OPHHA 3aXUCHUN KOBMAYOK, BIIKPYTHTH
arutikarop. /s BumaneHHs 3aXuCTy TyOM BUKOPHUCTOBYBATH MOTJIMOJIEHHS 31pKONOIiOHOT
dopmMu Ha kpumi-amiikaropi. [lepen mojanbluM HaHECEHHSM TMpenapary  Ciif
3arBHUHTUTH aIlTIKaToOp.

Jopocnum Ta nitam BikoMm Bia 14 pokiB BonbsTapen Emynbrens 3acrocoByBatu 3-4 pa3u Ha 100y,
3JIeTKa BTHPAIOYH Yy IIKIpY y MicCIli Jokami3arii 6oito. KilbKicTh mpemapary, sika 3aCTOCOBYETHCS,
3aJIeKUTh BiJl PO3MIpPY ypaxKeHoi 30HH (Tak, 2-4 T, 110 32 pO3MIpOM BIAMOBIIa€ po3Mipy BUIITHI 200
BOJIOCHKOTO IOpiXa, IOCTATHRO JIJIsl HAHECEHHS Ha AUIAHKY miomero 400-800 cm?).

Ilpu suxopucmanni mybu 3 KpuwiKoo-aniikamopom: mo0 BiIKPUTH TyOy, MPOCTO MOTITHITH 01Ty
yacTuHy arwrikatopa. O0epekHO HATHCHITH Ha TyOy, 00 BUAABUTH MOTPIOHY KIIBKICTH TEII0 HA
MOBEPXHIO aIlIiKaTopa, 1 Aalii BAKOPUCTOBYITE TYyO0y ¢ KPUIIKOKO-aIIIKaTOPOM TaK, SIKOU 11e Oyiu
Ballll IMaJIbIli, 00EPEKHO Ta MOBUILHO BTHUPAIOYH I'elb B Miclisl 00Jr0 Ta/abo HaOpsky. He HaTtuckaiite
CHWJIBHO Ha KpHIIKy-arutikatop. Ilin yac po3THpaHHsS Tell0 KpUIIKA-alulikaTop aBTOMAaTUYHO
3akpuBaeTbed. [licns BUKOPUCTaHHSI OYHUCTITH AIUIIKaToOp 3a JOMOMOTOK 0OaBOBHSHOTO PYIIHHKA
a00 TKaHMHHU JI0 CyXOr0O CTaHYy.

[Ticns amutikanii npenapaty HeoOXiHO BUMHMTHU PYKH, OKpPIM THX BUIAJIKIB, KOJIM caMe LIS TUISTHKa
MiJIsTae JTIKYBaHHIO.

TpuBanicTs Tepamnii 3aJ€KUTh B/l XapaKTepy 3aXBOPIOBaHHA Ta €()EKTUBHOCTI JIIKYBaHHS.
[Ipenapat He ciif 3acTOCOBYBaTH JOBIlIE 14 QHIB MOCHUIb IPU YHIKOJKEHHSX a00 peBMaTU3MI
M’SIKUX TKaHUH Ta 21 qHS mpu OO0 apTPUTHOTO MOXOJPKEHHS, SIKIIO iHIIE HE PEKOMEHIOBAaHO
JTiKapeM.

HeoOximHO 3BepHyTHCS 3a KOHCYJbTAI€l0 JIKaps, SKIIO CHMITOMH 3aXBOPDIOBAaHHS HeE
3MEHIIYIOThCS a00 MOCHIIIOIOTHCS Miciis 7 THIB JIKyBaHHS.

[TamieHTH TITHHOTO BIKY MOXYTh 3aCTOCOBYBATH 3BMYAHI 03U JIKApCHKOTO 3ac00Yy AJIst TOPOCIIOi
JFOTUHH.

Jimu. BonsTapen EMynbrens He peKOMEHIOBAHUN JJIS 3aCTOCYBAaHHS [IITSAM BiKOM 110 14 poKiB.
I[Tpu 3acTocyBaHHI JIiIKapchbKOro 3aco0y JiTsAM crapie 14 pokiB goBIIe 7 AHIB a00 SKIIO CUMITOMH
3aXBOPIOBAHHS MMOCUIIIOIOTHCS, HEOOX1THO 3BEPHYTUCS 3a KOHCYJIbTALIEIO JTIKapsl.



Ilepeoosyeanns. IlepenozyBaHHst MaJOUMOBIpHE Yy 3B’ 43Ky 3 HU3bKOIO aOcopOLi€i0 TUKIOPEHAKY
Yy CHCTEMHUH KPOBOTOK IPHU MiclieBOMY 3acTocyBaHHI. [Ipote mob6iuni edexTu, momiOHI 10 THX, K1
BUHUKAIOTh NIPU MEpeao3yBaHHI TabJIeTOK, M0 MICTATh AMKIO(PEHAK, MOXKIIMBI IPU BUIIAJKOBOMY
MIPOKOBTYBaHHI MpernapaTy. Y 1IbOMY BUITQJIKy CJIiJI BpaxoByBatH, mo 1 Tyba npemaparty mo 100 r
MICTUTh €KBIBaJIEHT | T qukiIodeHaky HaTpito.

VY pasi BUNaJAKOBOrO MPOKOBTYBAHHS IpENapary ClijJ] 0Apa3y CIIOPOXHUTU IITYHOK Ta IPUMHSITH
ancopOent. [Toka3zane cuMnTOMaTHYHE JIIKYBaHHS 13 3aCTOCYBAaHHIM TEPANCBTHYHHUX 3aXO/IiB, 10
3aCTOCOBYIOTHCS JJIS JTIKYBaHHS OTPYEHHS HECTEPOiTHUMU MPOTU3ANAIBHUMU 3aC00aMHU.

Ilob6iuni peaxyii. JIns nikapcekoro 3aco0y Bosbrapen Emynbrens crocrepiraivch HacTYIHI
noOi4HI peakii.

Inghexyii ma insa3zii

PigxicHi (<1/10000): mycTynb03H1 BUCHITaHHSI.

3 60Ky imyHHOI cucmemu

Pigxichi (<1/10000): peakuii rinep4yTinBocTi (y TOMY YHCII KPOIHUB’SHKA), aHT1OHEBPOTUYHUI
HaOPsIK.

3 6oxky pecnipamophoi cucmemu

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

3 60Ky wKipu ma cnoiy4HUxX MKaHuH

Yacti (>1/100; <1/10): BucumanHs, CBEpOiX, eK3eMa, CpUTEMa, ICPMATUT, Yy TOMY YHCII
KOHTAaKTHUH JAEPMATHT.

[Toogunoki (>1/10000; <1/1000): Oynp03HUI AepMATHT.

Pinxichi (<1/10000): peaxiiii CBITIOUyTIMBOCTI.

VY pa3i BUHUKHEHHS MOOIYHUX peakiiid CiIil MPUIMHUTY JTIKYBaHHS Ta 3BE€PHYTHUCS JI0 JiKapsl.

Tepmin npuoamnocmi. 3 poku.

YMoBHu 30epiranns. 30epirati y HeJOCTYITHOMY ISt [IiTeH Micti pu Temmeparypi ae suiie 30 °C.
Ynakoska. [1o 20 r a6o 50 r, ab6o 75 r, ado 100 r mpenapaTy y Ty6ax aqtOMiHIEBUX JTaMIHOBAHUX
abo adroMiHIEBUX 3 MeMOpaHOMO, 3aKyNOPEHMX HarBUHYYBaHMMHU IMOJIMEPHUMHU KOBIAaYKaMH
6u10r0 ab0 CHUHBOTO KOJBOPY Kpyryioi abo TpUKYTHOI (opmu, abo oOnagHaHI MOJIMEPHUMH
MacaKHUMHM KpHUIIKaMu-ariikaTopamu. [1o 1 Ty61 y kapToHH1# KOpoOIi.

Kareropis Binnmycky. be3 penenra.

Bupoonuk.
I'CK Koncsromep Xenckep C.A./GSK Consumer Healthcare S.A.

Micue3naxoa:keHHs1 BAPOOHHKA.
Pyt ne Jlerpa, 1260 Hiown, IIBeiiuapis/Route de I’Etraz, 1260 Nyon, Switzerland.



