Hrudopmauun 3a ynompeba, npouemn euumamenno!

UNICLOPHEN® 0,1% (VHHKJIO®EH 0.1%) i A ﬂ

(Diclofena¢ sodiﬁm) ONO0OB HOI

DATA /é 04O E..

Kanku 32 owum, pasTeop
IIpoussogmten: UNIMED PHARMA Lid., Bratislava, Slovak Republic

Cherabs  Jlexapemeeno 6euyecmeo:
Diclofenac sodum 1 mg B 1 mi pasteop

ai’ToMou;Hu geuecmen:

Bopra xucenysa

Jbopakc .

TIpOXTHIEHITHIKO
XupOKCATIPOMIGETANeKCYM
,I{HHanneB ggerar

. BeH3aNKoHnes XIOPHN

BQ;[a 38 HEDKEKIHE

1 ml =20 xanxu

PapmakorepanesTauna rpyna: JIGKapCTBEHH NPOAYKTH 3a NPHIOKEHHE B OKOTO,
HOPOTHBORE3IANATENHE HECTEPOHAHY IPOLYKTH

Xapam‘epnc'mmn' Kamkare 3a oun UNICLOPHEN 0.1% namanasar GONKaTa ¥ 3HAYHTETHO
oTcnabBar.p BL3MATHTEIHATE PEAKIMA IPESIUSBUKAHY OT MEXAHHYHO YBDEXAaHE HIH ANSpTHS.
.AK'I‘PIBHO‘I‘O Bemecrao JuxnodeHak HaTpuil NPHHANIEKH KbM IPYIATa BEINECTBa, KOMUTO
otcnabpar ;aenc'rnnero H4 MPOCTaTNaHZMHNTE W APYTHTE BEIUATMTEIHH MEIHATOPH upes
IIOTHCKAHE: Ha ensiMa ikinooxeurenasa. UNICLOPHEN 0.1% mpuaosxeH npeau onmepamus
3a Ka:rapalcra Hamama MII03aTa, NPeNH3BHKAHA OT XHPYPrH9HA HHTepBenumsa. Cruen
Mmcpoxnpypmﬂ HIH ONlepalyy ¢ Ja3epHa TeXHHKA TOH NpeAnasBa LEATPaNHATa PETHHE OT
PA3BLTHETO HA OTOK.

Hoxasamas: UNICLOPHEN 0.1% ce wuspomsyea 3a JIGUGHHE Ha HEHH(EKIHO3HM
BH3NAICHIS Ha OKOTO, CHELHATHO PY XPOHWYHN BE3IAICHHS Ha KOHIOHKTHRATA H KOPHESTA
OT -aeprTHteH "MPOUIXON, -IPU CAyuau HA eIHCKAEPUT K NPENICH B MEKEUHEH YBEHT.
Hanonsyaa ce-H Hpx HeGAKTePUATHH BBIMATCHNS HA KICTAuuTe, CIel MATKH HAPAHABAHHS
Ha OKOTQ (r:ona,uaHe Ha YYRIO TANO, H3rapsHHs OT PAasM4eH NMPOH3XOJ), HpH A3BH Ha
KOPHEATa Cles 06IBHBAHE ¢ YATpaBHOETORH JbuH ¥ hoTodobus.

UNICLOPHEN. ! 0.1% ce wusnom3yBa CHIEO H IpH DOpPENONEParHBHAa MOArOTOBKA 34
HaMansBaHe Ha MI033Ta 10 BpeME Ha ONEPALHH, 38 NPe- ¥ NOCT-XAPYPTHYHA PEBEHIHUS OT
pHA3BUTHETO Ha WHUCTOBKNA MAKyAapHa efieMa (OTOK Ha HERATPANHATA PETHHA) H OTCIabBaHe
HA BEPOSITHHTE, anam'remm ' PeaxmMy cleX PasiuHi OHepaiy Ha OKOTO.

Hpo,um"r MOXE Ja C& W3NON3YBA OT EB3PACTHH, MIANENKY H JNena MO-BL3PacTHH OT 2
TOAUHH.
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Hporaeonoxazasas: UNICLOPHEN 0.1% se tpsOBa Aa ce pueMa OT XOpa uyBCTBHTENHE
KBM HIKOS OT CHCTABKHMTE MY, HAH B CAYIAW HA CBPBXYYBCTBHTENHOCT KbM APYTH
HECTEpOHIHH IIPOTHBOBL3NATHTENHN Nexapcrsa. He Tpabsa fa ce mpHeMa Py NAUMEHTH IPH
KOHTO auemncanmiryxosara KHCENHHA AKTABUPA ACTMATHYEH NPHCTLI, 0OPHUB MM Tpecka
. Tpa0Ba xa uma MHOrO CEpHOSHH MOKA3AHHS 34 NPHEMAHETO HA OYHHUTE KANKH OT Maikiu 1o
“BpEMe Ha 6peMeHI~IOCT n xepmere. IpoxyxrsT we Tpsibea Ja ce nmpueMa OrT Maliku B Tperara
TPeTHHA HA GpeMemiocm*a ¥ Ha Jlera X0 2 roXuHm.
ToBuIIeHO BHHMAHWE Ce HM3KCKBA NPH NANMERTH CTPAjal(y OT CIOMAaHA B AyoJeHAIHA
5383, W TOPAIH MOBHIIEH PHCK OT KPHBOTEUEHHE [0 BPeMe Ha ONEPALS HA NAUUEHTH C
’ TeH,ueHnmx KBbM ' KpPBBOTEdeHWe W TakuBa B3HMAINH JEKapCciBa IPeNOTBPATABALUK
c*scanaHe'ro Ha Kp‘bBTa

Heme.ﬂaﬂu p"eammn:_ TpernaparsT ce monacs gobpe. HemoCpencTseHo ciel MPHEMAHETO
MOJE A3 Ce TIOUYBCTBA BPEMEHHO NapeHe M 3aMbIVIsBale Ha 3pennero. Psjxo Morar xa ce
HaO/II0AABAT Peaki(MK HA CBPBXUYBCTBHTENHOCT, KaTO YyBCTBO Ha CHPOEk, IOIYBAHE H OTOK
B ciygan; we HabmoaBate TAKHBS WIM [PYTH HeOOHKHOBEHH peaxius, ofnpHETe ce KuM
nelcyBanmsx BH JieKap..:

Bsanmonencmnn. UNICLOPHEN 0.1% u npyru nexapCTBEHM HPOAYKTA IPHIOMEHH IO
eIHO H-CHIO BpeMe Morar ja Cu B3aumoxeiicTeysar. Crnexosarenno, Baumsr nexap 1pabsa
- Ha Onze. anlopmdpaﬂ 33 BCHUKH JIEKAPCTBA, KOMTO Bue mpuemare, cTe IPHENu HACKOPO WM
- TIaHMpare’ ,qa 'B3UMATe, NPEIMCAHH OT JeKkap WM He, AKQ IDYr JieKap Hcka Aa Bm
'IpeRNHINe. HOBO NEXapCTBO, MHGOpMHUpaiTe To, Ue BHE BEYe NPHEMATE OYHHTE KAMKH
UNICLQPHEN- '0.1%.. Axo Bue mpueMare ApPYr¥ OUHH JICKApCTBa, KOHCYnTHpaiTe C& C
OQ)TanMOJt{or‘ 3a TAXHOTO é,nﬂospeMeHHo npuemane. Hail obuio ce npenopbysa Hal-MaIKko 5
MtuTeH PIHTepBaJI MEXKAY NPHIATaHeTO Ha ABa OYHM Ipenapara.

- 3,

) I[oanpomca. Tqua'ra I(OS& ¥ NPOJLDKUTENHOCTTA Ha JISYSHHETO C8 ONPENEN OT NeKyBalHs
nexap. . -
Bospacmyi: .-+ .7
IIpu ounn HBHH(I)CKI.II/IOBHH BE3NATEHIS 10 1-2 xanku 3-5 ObTH ZHEBHO B KOHIOHKTHBANHATA
TopBHIKa Ha GONHOTO 0KO.
3a za ce Mmmmsnpa MHO3aTa 110 BPEME Ha OIIEPALN Ha OKOTO: 3 4aca NPeny oneparuara ce
npunara 6 IETH 10 1 Icamca /8 nurepsan or 30 mur/. Ciex OmepamiITa Ha OKOTO BEAHArA Ce

- mpuara 3 TBTH 110, 1 Kamca, npe3 caeAsamuTe JaH 3-5 neTe 0o 1-2 xankw B Mpoysnkenne Hali-
Mo Ha T cem\mua
Heya no sw3pacnitu om 2 200un:

Hsnonsynaﬂgrq ¥ TO3MpPaHeTo HpH Xera TpsiOBa A2 CTaHe CIeH KOHCYATalus ¢ o(TarMOoIor 1
usnata Tepanus Tpsosa a ce H3BBPINH ToJ Herosoto amOynaropHo Habmozenue. a re ce

' TPEBHIIABA npenoprusanara gosa. UNICLOPHEN 0.1% Moxe 1a ce Ipuiiara eXHOBPEMEHHO
c OUER npenapam CHABPIKAITA KOPTHKOCTEPOUIH,

Cnenna.ﬂnn npenynpem,ueunn. Henocpencreeno cnel npmiaradero HA OYHHTE KATIKH B

"I{OHIOHKI‘}!BaJIHaTa TopOmuxa, Moxe a ce HaGmioaasa c1abo 3aMBIVISBaHe Ha 3pEnHeTo,
KOETO . MO}Ke §: e 3any,aHp1 mo¢upanero, paforara ¢ MamHEK ¥ Ha BUCOKO [Ipenopwuma ce

, TaKaBa ,I[GHHOCT A2 .Ce M3IBBPHIBA HE NO-PaHO OT 15 MHHYTH CNeJl HPUNAraHeTo Ha
JIEKApPCTBOTO - -

- He tpsbsa. ,ua ce. HOCST MEKH KOHTAKTHH JEIIA eXHOBPEMEHHO C yHoTpebara Ha nmpozxykra. 1o

'BpeMe Ha ASUSHNETO He TPs0Ba Aa Ce HOCST ¥ TEHP/H KOHTAKTHY JelTy WK NAlHeHTHT TPs10Ba 1a
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TH CBATH -HENOCPSACTBEHO NPEXH NPUIONEHHETO W Ja TH MOCTapM 00paTHo He TM0-paHo oT 20
MHHYTH CJIeA HAKANBAHETO HA MPOIYKTA,

Ilpu cnaspdde. HA UpeXnycaHara J032 HNPOSBH HA CBPLXA03UPAHE Ca YPAKTUYECKH
u3wnoueHy B cinyuau Ha efuHKYHO efHOKparHO npuemade Ha UNICLOPHEN 0.1% mpes
yCTaTa-mpd BL3PACTHA HE. MOrar Aa Ce O4aKBaT HEAACKBATHH peaknuu. IIpH CilydaiiHo
MOTIIBIIAEE Ha IEKapCTBOTO OT Aeua obafere ce Ha Bamus nexap.

b

Ipexyupesaenue: Jlexapcrsoro e Tpspa na ce ymorpelssa CIeAl CPOKA HA TOTHOCT
OTpaseH Ha OIAKOBKATA.

Hsrionsysalite OTBOPEHATA ONaKOBKa A0 28 auu

Criex IPUATAHETO HA KAIITE, 3aTBOPETe MKIIETO He3abaBHo.

Tl ‘ce miasn OT Fena.

Cig;ipanenne: :CexpansiBa ce Ha CyX0 MACTO IpH Temmeparypa mox 25°C. Jla He ce
3aMpazsra.

Onaléogxa: " 1x10ml pasTBOp
: - 1‘}_;5n11pa5"r130p

Date of the Iast revision: 02.2006
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