KPATKA XAPAKTEPHCTHKA HA ITPOOYKTA
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2. KOMMYECTBEH 1 KAYECTBEH CECTAB:

Niflumic acid 2.500 g

3. IEKAPCTBEHA ®OPMA

Tengtyba 60T

4. KIAHUYEY JAHHU

4.1. TeparleBTHYHY TOKA3aHHS

CyMnroMaTH4IHO 00eKYaBaHe Ha 00NIKaTa H BE3NANEHUETO IIpH BB3IANCHMA Ha
CTABHITC BPE3KH M IPY HEKH TPaBMH, KaTO HabBAXBARMA B KOHTY3HH. .

4.2. JTo3upoBKa W HAYKH Ha HPUNOKEHHE

Hauun Ha npunosicerue
"Vianmonssa ce OT Bp3pacThy (Hag 15 rog.).
JTokanHO MIPUIIOKEHUE.
TensT ce HaHacs BHpXy OONe3HEHATA MM BE3NANCHA OBBPXHOCT.

g O3UPOBK(

TensT ce HaHACS 10 3 OBTH ZHEBHO.

4.3, IIpoTHBONIOKA3AHAA
To3M JiekapCTBeH IPOIYKT € IPOTHBONOKA3AH NPH CASKHUTE CIIydar:

- Or 6-us Mecen Ha GpeMennocTTa (BK.pasgen “BpeMeHHOCT H KbpMEHE”),

- CBpBXYyBCTBUTENHOCT KbM HH(IYMHHOBAaTa KUCENHHA, KbM APYIUTe
HECTEPOUAHM IPOTHBOBL3IATHTEIHY CPEACTRBA U KbM acIHpHHA.

- CBp'BX‘-IYBCTBIfITCIIHOCT KbM HAKOC OT IIOMOIIMHHATE BEIUCCTRA,

- Hapapena KoKa, HE3aBHCAMO OT BHI2 Ha HapaHIBAaHETO: CHI3ANIH
JEePMAaTo3¥, ek3eMa, HE(eKTHpaHa paHa, H3rapsHe WY PaHa.

4 4. CnelManHy IpeayIpeskAeHrs ¥ CrelianHy MEpKH IpH yHoTpeba
IIpedynpesicoenue ’

- Jla He ce npunara BbpXy HMraBHIETE, HATO BEPXY OYHTE.
VHIMASHTHO HAaHACTHE Ha Tena, HIINaKHeTe OOUIHO ¢ BO,




- TlospaTa Ha KOKHHU EPYNLHE ClIeH [IpuIaralHe Ha NEKapCTBCHHA NpooayxKr
HaJjiara He3abaBHO IpEeKpaTIBaHE Ha TEUCHHUETO.

IlpeanasHu Mepky npH ynorpeda

- Ilopamu oTCBCTBHE Ha CIEUU(PUYHM U3CTEIBAHHUA 3a Oe3BPEHHOCT IPH
Jenara, HuQIyMUHOBaTa KUCENHHA, puaratHa nof (popMara Ha rel, €
IpeaBUeHa 3a yrnotpeba oT Bp3pacTHH (Hag 15 1.).

- Ilpu yecra pabora Ha 3ppaBHU PadOTHHUH C JIEKAPCTBEHHUS MPOMYKT Ce
I[IpeNopHYBa HOCEHE HA PHKaBHIH.

- Cnen Beaka ynotpeda, usMuiite 1obpe ppLETE CH.

4.5.B3auMoAeHiCTBHE C APYTH JICKAPCTBA H APYTH hOpMU HA B3AUMONECHCTBHE.
[Topangu mankara cucremMHa abcopOuust, pH HOpManHa yHoTpeba Ha rema
H3BECTHUTE 33 HH(IYMHHOBATA KHCETMHA NEKAPCTBEHH B3aUMOAEHCTBUS

ca MallKO BEPOATHH.

4 6. BpeMeHHOCT H KEDMEHE

BpeMmeHHOCT
[Ipy 4oBeKa HEMA JAHHH 34 KAaKBLBTO U Oa 6ua0 MaahOopMaIlioHEeH
ederr. Heobxomumu ca obakue OOIFBAHHTEAHH CIHISMHOAOTHYIHH

H3CACHBAH, 34 HA CC IIOTBBPAH OTCHCTBHE Ha PHCK.
Tlpe3 3-ms TpuMeCTBp Ha OPEMEHHOCTTA BCUYKY HHXUOUTOPH Ha CHHTE3aTa

Ha NpOCTAariaHJHHATE MOIAT Ja H30XKaT !
- IIofa Ha :
KapOHO-ILyJIMOHApEeH TOKCHMYeH edekT (OenonpoOHa XHOEPTOHHA C
NpeKIEBPEMEHHO 3aTBapsaHe Ha apTepHaiHis KaHan),
HapyllIeHHe Ha QYHKUMHTE Ha Op0penmre, KOATO MOXKE Aa JOCTHTHE A0
OpOpeyHa HeNOCTaTEYHOCT C ANUIOXH/IPAMHUOH.
- MajikaTa ¥ JETeTO0 - B Kpad Ha OpeMeHHOCTTa - Ha EBEHTYaJIHO
yIB/DKaBaHE H2 BPEMETO Ha KEPBEHE.
Crnenoparenso npe3 NhpPBUTE 5 Mecela OT OpeMEHHOCTTa HECTepOUTHUTE
[IPOTHBOBB3NANMUTENHY CpeficTBa TpAdBa Ja ce INpeANHCBaT caMO IIpH
HEOOXOAUMOCT.
VM3prH KpaiiHO orpaHu4eHaTa yrnorpeda B aKyLIEpCTBOTO, HpU KOSXTO CE
Hafara clenHanu3upaHo HaOMOAeHHe, PeANMCBAHETO Ha HECTCPOUTHHTE
[POTHBOBL3NANMUTENHN CPENCTBA € HPOTUBOIOKA3aHO OT O-Mf Mecell Ha
OpeMeHHOCTTa.

Kbpmene




Thil Karo HeCTepOMAHMTE MPOTHBOBBIMANUTENHY CPEACTBA [PEMHUHABAT
Tpe3 MalyuHOTO MIKO, 00pe € 3a BCeKH cilydall Ja ce u3bsrsa TAXHOTO

pHnarase fpH KppMaiKil.

4.7 Bp3geiicTBie BEPXY cIIOCOOHOCTTA 3a odupane U paboTa ¢ MallHHH
[Topaau JIOKaAHOTO CH TPHUIOXKEHHE, MPOAYKTHT HE TOBIHABA
CTIOCcOOHOCTTa 3a MogHUpaHe U paboTa ¢ MalllUHH.

4.8.HexenmaHH TEKapCTBEHU PEaKIIMH
- Hexxenanu jieKapCTBEHH peaxiliy, CRbP3aHy ¢ HaYHHA Ha MPUIOKEHUE HA

NIEKAPCTBEHFS POIYKT:
Penxu mposABM Ha aNepris Ha KoXara OT THIa Ha HPYPUTYC HIH

TOKATU3HPaHa epuTeMa.
IMopajiy HanHYHETO HA ATKOXOI, YeCTOTO HaHaCIHE Ha resia BBPXY KoxaTa
MOYKE Jia MpeIH3BHKa 3aUepBIBAHE HIIH YCEIIaHe 3a CYX0Ta Ha KoxKara.

- PeakllMy Ha CBPBXYYBCTBHTEMHOCT:

. KEPMAaTONOTHYHH;

. PECIIMPATOpHM: NIPU HIAKOHU IALUEHTH C ajieprid KbM aclHpUHA KilH KbM
HECTEPOUAHUTE IPOTHBOBB3NANUTENHN cpeacTBa (BXK. “TIporusonokasa-
HUSL) MOXKE Jia Ce IOy Y acCTMaTUYHa KpH3a;

. 0By : peakipy OT aHa(pUNaKTHYESH THIL.

- Jlpyru peaxkiiuy Ha HECTEPOMAHHUTE MPOTHBOBLINAINTEIHY CPEACTBa : TE ¢a B
3aBUCUMOCT OT TPaHCASPMAaIHOTO [PEMUHABAHE HA aKTHBHOTO BEILECTBO U

CIEOBAaTEIHO OT KOAHYECTBOTO HAa HAHECEHWs TI'el BBPXY IleKyBaHaTa
NOBBPXHOCT, OT CTElleHTa Ha I[UIOCT Ha KOoXKaTa, OT NpOALIDKHTENHOCTTA
HA NEYCHHWETO W OT HU3IIOM3BAHETO WMIH HEU3TION3BAHETO HA OKMY3HBHU
IIPEBPB3KY {PEAKIHH HA XPAHOCMUIATEIHIS TPAKT U OBOpedH peakiumn).

4.9. IIpenosupaue
TIpu npekaneHo oOUAHO HAHACSHE HA rejla, U3MHUNATE 0OMIHO C BOJA.

5. DPAPMAKOJIOTMYHHY CBOVICTBA
5.1. ®apmakoxHHaMUyUHK CBOMCTBA
HECTEPOUJHO IIPOTHUBOBBIIANATEIIHO CPEJICTBO C
JIOKAJIHO JEVUCTBUE
(M : OnopHo-ABUTATENEH aNapar)
HudpnymusoBata KHUCENHHA € HECTEPOHAHO IPOTUBOBE3IANIKNTEIHO

CpPEICTBO OT Kiiaca Ha (PeHaMHHOBATa KHCENHHA.
Ilom dopmata Ha rem TS HMa JIOKaJHO NPOTHBOBEB3IL
aHANreTHYHO AelcTBHE.

5.2. @apMaKOKHHETHYHH CBOICTBa




Cren HaHaciHe Ha rena BBPXY KOXKAaTa 4Ype3 Macax ce HabnronaBa
abcopOuxa Ha HHIYMUHOBATA KHCENHHA B KOXKATA.
Criel TIOBTApANIO ce HaHacsHe Ha 125 Mr rei Ha JeH ca HaOIoxaBaHH
Ma3MEHH KOHNeHTpauuu, Bapupaty ot 20 1o 30 ng/ml.
OtHOCHTENHATa GHOHANTHYHOCT Ha rena e okono 20 % B CpaBHEHHE C Tasu
Ha KAIICYAHTE C XKeJaTHHoBa 00BUBKa. Bee mak T4 € 10 nbTH 10-BUCOKa OT
OHOHANMYHOCTTA Ha KpeMa.

5.3. lpeAxnHHHYHH JaHHH 32 0€30I1aCHOCT
Hama

6. DPAPMANEBTHYHN JAHHH

6.1. COHCHK HE IIOMOINHKTE BEHICCTBA

Diisopropanolamine 2500 g
Carboxypolymethylene 0.800 g
95% (V/V) ethanol 24770 g
IIpeuncreHa Bosa 69430 g
32100 g

6.2. HeCbBMECTHMOCTH
HaMma

6.3. Cpox Ha rogHOCT: 4 roHHH
6.4. Crien\HaJIHH MEpPKH 32 ChbXPaHeHHe:
Ja ce cpxpanssa nox 30°C
6.5. JlaHHY 3a ONAKOBKaTa
Ty6a ot 60 r B KyTHS.
6.6. Yxkasanus 3a ynotpebda
Hama
7. IIpomssonmren

Laboratoires UPSA — a Bristol-Myers Squibb Company
8. Ilpurtexarten Ha paspeuieHHeTO 32 ynorpeda
Bristol-Myers Squibb Company, USA

0. Homep Ha pa3pelneHuero 3a ynotTpeba:

10. Jlata na mepBo pa3pelueHue 3a ynorpeda: 1993 r.
11. ara na akryanuszanys Ha tekera: 2000 r.




