KpaTka xapakTepucTHKAa Ha NIPOAYKTA

U3NBIHUTENRA ATEHLLAS! IO NEKAPCTBATA

Kpamxa xapakmepucmuka Ha npodyxma - MNpunoxenue 1

1. UmMe Ha JJeKkapCcTBeHUSA NPOIAYKT

KETOSPRAY 10% cutaneous spray, solution
KETOCIIPEH 10% nepmasnien cnpeii, pa3TtBop

2. KoiM4ecTBEH H Ka9eCTBEH CHCTAB Odolipsro:
1 g ciipeit chappKa aeKkapeTBeHo BemectBo Ketoprofen 100 mg
1 supsckBane (0.2 ml) ceappxka 20 mg Ketoprofen

IloMoInuu BemmecTBa, BUXK T. 6.1

3. J/Iekapersena popma
Crpeil aepMaieH, pasTBoOp

4. K IMHMYHE JaHHHA

4.1 TepaneBTHYHH NOKA3ZAHHASA

Kerocnpeit 10 % mepManeH crpeil, pa3TBop € MOKa3aH 3a KpaTKOTpaidHO CHMIITOMATHYHO
JICYCHHUE HA JICKH TpaBMAaTHYHH YBPEXKIAHUA KAaTO HaBAXBaHE, HATHPTBAHE, OTOLM .

4.2 lo3HpoOBKA M HAYHH HA NPHJI0KEHHE

Bo3pacTHH U fena Han 12 ronyHu:

Ot 3 1o 6 BupeCKaHHs Ha 3acerHaTara 00/acT 2 IbTH ZHEBHO B MPOABIDKECHAE HA MAKCUMYM
7 nau. Cnen NPHIOKCHUE Pa3TBOPBT TpsOGBa Ja ce BTpHBa Upe3 MaCaKMpPAaHE BBPXY
3aCETHATOTO MACTO 3a IT0-A00pa pesopOmus.

MaxkcuMalHa qHEBHA [03a. 18 BIpbckaBanud, paBHsaBaInu ce Ha 360 mg Ketoprofen.
[lanyeHTH B HanpeAHAIa BB3PacT:

Hama cremu$u<aHE yKa3aHUA 3a JO3HPOBKATa IpH MAIHSHTH B HalPEHANIA BB3PAcCT.

4.3 IIpoTBONIOKA3AHNA

KeTocnpeii e mpoTHBONOKa3aH 3a Aela noj 12 roauHu.

Kerocnpeii € IpoTHBONIOKA3aH IIPH MAIIHEHTH C JOKA3aHA CBPBXUYYBCTBHTEIHOCT KbM KOATO H
Ia € OT CBhCTABKHTE, KBbM AaCIHPHH HWIH KBM APYIrd HECTEPOUIAHH IPOTHBOBL3MATUTEIIHH
JIEKapCTBEHH CPEACTBA; MAMEHTH CTPajalliyl OT, HIM ¢ aHaMHeE3a 3a OpOHXHANIHA acTMa HIIH
aepruvHo 3abOJIIBaHeE.

Kerocnipell He TpsaOBa a ce npuiara OpH NAHCHTH ¢ €KCYAATHBHH JEPMAaTO3H, €K3€MH,
KOXKHH A3BU U HH(PEKTUPAHH KOXXHH JIe3UH HIH KO)KHU parafu, u3rapsHus.

He Tpsbpa ga ce npunara npe3 BTopara MOJI0BHHA HA OpeMEHHOCTTA (OT 6-HA Mecel).

4.4 Crnenuaaau NpeAyNpekIcHAS M MNPeANasHH MEepPKH IPH ynorTpeda
BrIpekH, We CHCTEMHHAT €eKT € MUHHUMUICH, CIpeaT TpsadBa Jla ce Impuiara BHUMATEIHO
NpH NAUCHTH ¢ TeXKH OBLOpeyHH, 9EpHOAPOOHHN WM ChpPJCYHH 3a00mnsiBaHHA. JleyeHHETO
TpsOBa J1a ce CIpe IpH OOPHBH, NOIYYECHHU CICA NPUIOXKECHHETO Ha KeTocnpei.

Kerocnpeit He TpabBa 1a ce mpunara NOA OKIY3MBHM TNPEBPH3KH. JlepMamHHTE 30HH,
Tpetupanu ¢ Kerocnpeil He 6uBa 1a ce H3NaraT Ha AMPEKTHA CAbHYeBA WIH PNV CBeTHp
KaKTO 110 BpeMe Ha JISYCHHETO, Taka U B¢ CEIMHUIH CIIel HErOBOTO IIPEKpAT
JlekapcTBeHHAT IIPOAYKT He OuMBa Ja € TpHiIara BBPXY JIHIaABHII
reHUTaIHATA YacT, BbPXY OYHMTE WIH YIIUTE.




[IpoxyxTBT CBABPXKA €TAaHON — HPH dYecTa ymoTpea MOXe Ja Npemu3BHKA ApasHEHe H
U3CYLIIaBaHE Ha KOXKaTa.

4.5 JlekapcTBeHH B XpYrH B3auMoaeiicTBH
Bsaumoneiicteus Ha Kerocnpeit ¢ apyru nekapcTBa He ca THOHYHH, Thil KaTo cepyMHaTa
KOHUEHTpallHs IPH JIOKAJIHO NPHIOXKEHUE ¢ HUCKA. PerucTpupany ca cepro3Hu liexapCTBEHH

B3aHMOJCHCTBHA Cliell yrmoTpeba Ha BuCOKH m03u methotrexate u HCIIBC, BXKIICYHTENTHO
Ketoprofen, mpuern mo cucTeMeH meT.

4.6 bpeMeHHOCT B KbpMeEHe

OTChCTBAaT KIMHHYHM JAaHHH C JIOKanHa (opMa Ha ketompodeHn. KaTo ce mmar npeaBuj
JpYTHTE NBTUINA Ha ipujIokeHue KeTocmpail Moxe fa ce mpunara npes nepBHTe IeT Mecela
Ha OpeMEHHOCTTa, ako ToBa € HeoOXomumo. JIeKapCTBEHHAT MPOXYKT He TpAGBA ma ce
Iprjara OT 6-Hs Mecel| Ha OpeMEHHOCTTa (MOXe Aa MpeANU3BUKA CEPMO3HH HApYLICHHSA Ha
0Bn0OpevHaTa H ChpACYHO-CHAOBATA (PYHKIMSA Ha IIIOJIA).

OTKpHTH ca He3HauuTeHH KomdecTBa Ketoprofen, oTnenenu B kbpmara, 3atoBa Kerocmpeit e
IPOTHUBOIIOKA3aH II0 BpeMe Ha KbpMeEHE.

4.7 Biusinne BBPXy cniocofHOCTTA 32 mojHpaHe H padoTa ¢ MAIIAHH.
He okxa3pa BnusgHuUE.

4.8 HexelaHH JJeKapCTBEHU PEAKIHH

HecroTata Ha HEeXXENAaHUTE JIEKAPCTBHH PEAKIMH € IPecTaBeHa KaKTo ClIe/IBa:

Msoro uectu (>1/10); wectu (>1/100, <1/10); reuectu(>1/1000, <1/100); peaxu (>1/10000,
<1/1000); mHOrO peaxn (<1/10000).

Heuectu(>>1/1000, <1/100) Koorca: eputeMa, IPYPUTYC, EK3EMa

Penxm (>1/10000, <1/1000) Kooica: (orodycTBHTENHOCT, Oyio3a, JepMaro3Ha eK3eMa,
YPTHKapusI

Muoro peaku (<1/10000) Hmynnu: aaruoenema
Ypocenumannu: €JAHWMHH CIydan Ha OOOCTpsiHE Ha

XpOHHYHA OBOpeUHa HEZOCTATHUHOCT

4.9 IIpexo3znpane

He e THIIMYHO npego3upaHe IIPH JOKATHO MPUITOKEHHE Ha IIPOIYKTA.

[Ipn cayuyaHO HOMIBINAHE, CIIPEST MOXE 13 IIPEAU3BAKa CHCTEMHY HEXXEIaHH JIEKApCTBEHH
peakiuH, B 3aBHCHMOCT OT IPHETOTO KOJHYeCTBO. Bece mak, B ciydaii, 4e ce CIydH,
nedyeHueTo Tp4abra na 6p4¢ nOAIBPKAINO ¥ CHMIITOMATHYHO.

5. @apMaKoJOrH9YHH AaHHH

5.1. ®apmakoaHHAMHYHH CBOiicTBa

dapMmakoTepaneBTU4YHA IpyNa: JIEKapcTBEHH MNPOAYKTH 32 JIOKATHO IPHIOXKEHHE BBPXY
CTaBaTa U IIPY MYCKYIHHU OOJIKH.

ATC xon: MO2AA10

Kerocnpeti ceappxa ketoprofen, koiito ¢ HCIIBC. IlpuTexasa mpoTHBOBB3NAIM /@IHIT‘"{I_"I'-»K |
AHANTETHYHE CBOMCTBAa. Te3M NeliCTBHS ce ABIDKAT OCHOBHO HA MHXHMOHpaHe gffiréSiia’’c .
IIPOCTATTIAH IHHH. e N\E

5.2 PapMaKOKHHETHYIHH CBONHCTBA



IInasMenaTa KOHIEHTpalMs Ha JEKapcTBEHOTO BemecTBO ketoprofen e msmepena npu 12
nanueHTH. Clel MOBTOPHO mpuiioxeHue Ha Ketocmpeii, MakCMMaJIHUTE HMBA HA IJIa3MeHA
KOHICHTpallusl ca oT mopsabkKa Ha 16-25 (132 + 71 ng/ml) mbTH HO-HHCKH OT TE3H,
CHOOIIEHH NIPU IIPHEM Ha €IHOKpaTHa epopaiHa no3a ketoprofen (1000 — 5000 ng/mL).
bnonamiumocTra Ha ketoprofen cien nokanHo NOpHUIOXKEHHE, H3CAEABAHA B YPHHATA €
npuOmM3UTENHO 5% OT HEHHOTO HHUBO, HAOMIOAABAHO IIPH [IEPOPAIIHO IIPHUETA 1034.
CBBp3BaHETO € IUIA3MEHUTE MpOTeHHH € npudnmsurenno 99%. Ketoprofen ce ormens
OCHOBHO 4pe3 On0pennTe kato glucunoride conjugate.

5.3 IIpeAKIHHHYHE JaAHHHU 32 0€30MacHOCT

JlexkapcTBeHOoTO BemecTtBo Ha Kertoclpedi ¢ moOpe Io3HAaTa CHCTaBKA HA JIEKAPCTBEHH
NpOOYKTH H HETOBUAT Ipo(HI Ha O€30IacHOCT CHINO Taka € HoOpe mokyMeHTHpaH. Cien
XpOHUYHO [IEpOpalHe IMpunoxeHHe Ha ketoprofen npum XUBOTHH, ce HadmMoOnasaT
TaCTPOHHTECTHHAINH JIC3HH M THOHYHHU [IpoMeHH B OB0penute, kakto 1 npu HCIIBC.
Mscnensanuara Ha ketoprofen mpu XHUBOTHH HE ITOKa3BaT MYTareHHH, KapIMHOTCHHU WIH
TEPATOTECHHY €PEKTH.

6. ®apManeBTHYHH JAHHH

6.1 CrychbK Ha NOMOIMHHNTE BEeMECTBA H TEXHHUTE KOJHIECTBA

CoeB  JCUWTHUH, [PONWICHIVIMKON,  H3OIPOIMJIOB  AIKOXOJ, €TaHOJN, HaTpHeB
omaxunporenpocdar auxuapar, aumHaTpHeR docdar ToAcKaXHIApPAT, HATPHEB XHIPOKCHI,
JIIOTUBA MEHTA MAcJIo, IIPpEYNCTEHA BOAA

6.2 OHIHKO-XHMHYHH HECHBBMECTHMOCTH
He ca u3BecTHn

6.3 Cpok Ha roaHOCT

36 Mecerta

To3u nepuon ce oTHACS 3a IIPABHIHO ChXPAHABAH HEOTBAPSH NPOAYKT.
Ilepron Ha M300I3BaHE CIIeH OTBApAHE — 12 Mecena.

6.4 CnienuajIHu YCJIOBRA 32 CHXPAHCHHE
Hsmva coneupaiiy H3HCKBaHUA 3a ChXpaHeHUe. J]a ce ChXpaHsaBa BbB BBHITHATA OMAKOBKA.

6.5 Bua u chABpXKaHHE HA ONAKOBKATA

30 ml xkexiubapeHo-onBeTEH (NIAKOH CBHC cnpei momma, csabpxam 25 g Ketocnpeir 10%
aepMalieH pa3TBop.

15 ml kex;mbapeHo-onBeTeH GrIakoH CbC CcIpeit momma, ceabpxxam 12.5 g. Ketocnpeii 10%
AepMaJICH pa3TBOP.

6.6 IIpenopwsxu npu ynorpeoda

WU3Mmuiite prlieTe CH, KATO CIICABATE HHCTPYKIIAMNTE.

JIpBXTE CIIpEs HACTPAaHU OT Or'BH.

He ro u3rapsiire.

Hewsnom3panuar unm OpakyBaH MPOAYKT Ja C€ ChXpaHABa, ChrJlaCHO pasnopexnanusra. [la
CE aKTUBHpa KiaraTa IIOCPeACTBOM HATHCKaHE Ha Kpasd Ha pasfpbCKBATEIIA H Ja ce IOMIA 10
[osBaTa Ha IbPBaTa CTPYA. SRS

7. AMe ¥ aapec HA NIPATEXKATEAA HA Pa3pemIeHHETO 3a ynoTpeda
[ICI] ®apmactotuksn JIta - bearapugs EOOH
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