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Toprosoe nassanue: xetopon (ketorol).
MesxayHapoaHoe HenaTeHTOBaHHoOe Ha3BaHue: keTopoyak (ketorolac).

dapmakoTepaneBTHYECKas rpynna: 8 6 6 1 -2 018
Cpenctsa [yl Hapy»XHOro NpUMEHEHHs Npu Oonsx B cycraBax ©W Mbiunax. Hecrepoupnsie
NpPOTHBOBOCIAIHTE/IBHBIE CPEJCTBA U1l MECTHOTO IPHMEHEHHS.

Kox ATX: M02AA.

JlekapcTBeHHas popma: renb A HapyXHOro MPAMEHEHUS

Coctas: xaxipii 1 rrens conepxut 20 Mr keTopojiaka TPOMETaMHHa, & TaKXKe BCIIOMOTaTeNIbHbIE
BewiecTsa: nponunenraukons (E1520), aumernicynsdokenn, kapbomep 974 P, natpust
metunruapokcnbensoar (E219), natpus nponunruapokcubensoar (E217), tpomeramus,
apoMaru3aTop ApeaMoH UHJ (MusTHIdTanaT, OCHIUICATHIKIIAT, JUTHAPOMHUPLEHOI, JTHHATIOO],
AMHANWI aueTar), sTaHou, rmuuepuH (E422), Boja ouHIneHHas.

Onucanune: roMOreHHbIHN, CO crneurPUIECKUM 3aMaxoM NMpOo3payvHbli UIIH OJTYIPO3payuHbIi rensb.

®APMOKOJIOTHYECKHUE CBOMCTBA

dapMakoaAUHAMHUKA: KETOPOJIAK, SB/ISACH HECTEPOHIHBIM IIPOTHBOBOCIIANIUTENBHBIM MPENApaToM,
okasblBaeT ofOe3bonuBarolee W TPOTHBOBOCHAIUTENbHOE [AeHCTBHE. MexaHu3M HeHCTBUS Ha
OHOXMMHUYECKOM YDOBHE - YrHETEHME (EepMEHTa UHMKIOOKCHICHa3bl TIJIaBHBIM 00pa3oM B
nepudepuueckuX TKaHsIX, CICACTBUEM YETO ABJIACTC TOPMOXKEHHE GHOCHHTE3A IPOCTATIAHIMHOB -
MOYSTOPOB 60JIEBOM YyBCTBUTENRHOCTH, TEPMOPETYIALIAY U BOCTIATIEHHUS,

(OapMaKOKHHETHKA:

Abcopbyun:

Cucremuas abcopbuus  mpemapata NpH  MECTHOM  IPHMEHEHHH  HE3HAYMTENbHA, B
(papmMaKOKHHETHYECKHX HCCNEeoBaHUAX abcopOuuy KeToposaka MpH MECTHOM MpuMeHeHMH Cmax
Habmonanacek cnyctst 1-1.5 4aca u cocrasisna 0.17-0.8 mMxr/mn. B uccnenosanuu y 10 3m0poBbIx
106pOBOJILLEB NTOCTE MECTHOTO IpUMEHEHHS 3a 24 uaca Cmax Gruta pasra 0.20, 0.18, u 0.82 mkr/mi g
nocuteneit TD-A, TD-B, u TD-C, cootBercTBenHo (TD-A (MuKponopuctas MeMOpaHa/aKpHIOBbIi
aaresus), TD-B (Mukpornopuctas MeMOpaHa/cuiMKoHOBBIM anresuB) u TD-C (Muxpomopucras
mem6pana). AUC mnsa TD-C > TD-A > TD-B, nepron nonyBeiseieH s ObUT paBeH 6.6 - 9.7 4.
KeToposiak HENOCPeJCTBEHHO IIPOHUKAET B TKAHU Ha riybuny 3-4 MM, B GoJjiee riyGoKKe TKaHH OH
NMPOHUKAET TOCPENCTBOM KpOBOTOKA. FlccnemoBanus in vitro NpOAEMOHCTPHPOBAlH, 4TO B
TIOAKO)KHBIX TKAHSX T[PH MECTHOM IIPUMEHEHHH KETOpOJaK TPOMETaMHH HaKalUIMBAeTCsl B
KOHLEHTpaUKsX, GIM3KUX K TepaleBTHYECKHIM KOHLEHTPaluaM, HaOMIONaomUMCs IPH CHCTEMHOM
NMPUMEHEHUH Tpenapara.

Memabonusm:

XoTa wucchaenoBanus MeTabojin3Ma KETOpojaka MpH MECTHOM IPHMEHEHMH HE HPOBOJHIINCE,
uceeoBaHus MetaboiM3Ma npenapaTa IIpy ero CHCTEMHOM NIPHMEHEHHE TI03BOJISIOT FOBOPHTH, UTO
KeTopoNiaKk MeTabOoNH3HPYETCs B NEYECHU INIaBHBIM 00pa3soM ¢ 00pa3oBaHHEM KOHBIOTHPOBAHHBIX
(Gopm TrIHOKYpOHOBOH KHCIOTBI, KOTOPHIE BBIBOIATCSA 4epe3 MOYKH. MetaGonutsl He obnanaroT
aHaAre3WpyIoLieH akTHBHOCTBIO. [lepHOo/ IOTYBLIBEICHU IIPENaparTa COCTABIISET B CPEIHEM 5 YacoB,
¢ MOUO# BBIBOJIUTCS 0KOJO 92% TIPUHATOMR J03HL.

[Toxazanusi K IPUMEHEHHIO:
MecTHoe fleyenue 60Jid U BOCTIAJIEHHS TPH HE3HAYUTENIBHBIX ITOBPEXKACHUAX MATKUX TKaHEH (MBILIL
¥ CBAA30K), FOHAPTPO3€ ¥ OOJIM BHU3Y CITHHEL

ITpoTHBONOKA3AHHS:
o TunepuyBCTBUTENBHOCTH K KeTOponaky, acnupuny u apyram HIIBC, cunnpom HasanbHBIX
NoJIUNOB, 6pOHXOCMAa3M, aHTHOHEBPOTHYECKHH OTEK 10CIe IPUMEHEHH acupHHa.
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e bepeMEHHOCTD U JIaKTaLHs.

o Bospact mnanure 18 net (OnbIT IPpUMEHEHHS OTCYTCTBYET).
Ketoponaka TPOMETaMHH HE CIIEAyeT HCIIOIB30BaTh Ul aKymepckoro obezbomipanus. He HaHOCHTE B
06J1acTy rias, CIU3UCTHIX ¥ OTKPBITBIX PaH.

Cnoco6 npuMeHeHUs U 103bI:

Ilepen HaHeceHHEM relisi peKOMEHIYETCs IIPOMBITh U BRICYLIUTH 0051acTh HaHeceHus. [lepen u nocne
HaHECeHHWs Npenapara CJEAyeT BBIMBITH PYKH. HaHOCHTH Ha NMOpa)K€HHBIM y4acTOK Ha KOHYHKE
najesla 3-4 pasa B I€Hb, TM00 B COOTBETCTBHH C yKa3aHUAMH Bpaua. IIpenapar ocTOpOXHO BTHpaTh B
koxy. He rnipumeHaTs resb B 00JaCTH IMa3, CIM3HCTBIX 000JI04YEK W OTKPHITHIX paH. Chexyer
PEKOMEHI0BATh NMAUKMEHTY U30eraTh HOLICHHUS AABALICH ONexIbL.

He ucrions30BaTh ¢ OKKJIIO3MOHHOH MOBSA3KOM.

[lpu yxynueHnu COCTOSIHHS PEeKOMEHIYeTCsl IPEKPaTUTh NPHUMEHEHHE JIEKapCTBEHHOIO CPe/ICTBa H
oOpaTHTbCS K Bpayy.

He pexomennyetcs npumensts Gonee 10 nueit. Ilpu orcyrcrBuu 3ddexra mpu NpHMEHEHHH
NIEKapCTBERHOr0 CpeAcTra B TeyeHue 10 qHel pexoMeHayercs 00paTUThCA K Bpady I MepecMoTpa
NpOBOJMMOM TEpAIvH.

Oco6ble rpynnel NalHEHTOB:

Hcnonvzoeanue 6 neouampuu:

Pexnm n0o3MpoBaHus U MOKa3aHUs K IPUMEHEHHUIO Iejis KETOpoJiaka y XeTeil He YCTaHOBJIEHBI, OIbIT
NpUMEHEHHUs 0TCYTCTBYET. [Ipenapar He pekOMEeHI0BaH K IPUMEHEHHIO y THL Miaame 18 neT.
Bepemenrnocms u nepuod rakmayuu:

D¢pdexTHBHOCTE M 6e3omacHOCTh mpenapata y OepeMEHHBIX M KOPMSALIMX JKEHIOWH He
MOATBEPXIEHBI. Tak Kak KeTOpOJaKk HMEET BBICOKYIO CTeNMeHb cpoiacTBa Kk Oenxy (98%),
UCITIOJIL30BaHHE Ielis KETOPOoJiaKa B IEPHOA OEPEMEHHOCTH U JIAKTAllMH HE PEKOMEHI0BAHO.
ITojicunvie nayuenmpl: B CBSI3W C TOBBINIEHHOM YYBCTBUTENBHOCTBIO IOXMIBIX MALHEHTOB K
nobounbiM 3¢ dexTam, IpY UCHOIB30BAHHH IIpenapaTa He CJIEAYET NpeBBIINaTh PEKOMEHIOBAHHYIO
H03Y.

Mepbl IPeaoCTOPOIKHOCTH:

He cnenyer HaHOoCHTR resib Ha TIVla3a, CIH3UCTBIE OOONOYKH, YYaCTKH KOXH C OTKDPBITHIMH
MOBPEXACHUAMH, HepMaTo3aMH WM HMHOEKIMOHHBIMH MNOpakeHHsMH. He poTparuBatbcs 0
4YBCTBHTENBHBIX YUACTKOB KOXH BO BpeMsl TPOLEAYPHI ¥ O OUHIIEHUS PYK OT OCTaTKOB Ipernapara.
Y HEKOTOpbIX MauUEeHTOB IperapaT MOXXET BBI3LIBATh pEaKUUHM aJlepruueckoro tuma. I[lpu
BOSHUKHOBEHHH B MECTE TpPUMEHEHHsS Pas/paKEHHs WIH BOCTIANEHHS CIIENYeT MPEKPaTHTh
NMPUMEHEHHE npenapara.

Y nauMeHToB C aJJIEPrHYECKMMH PEeaKkLMsSMH B aHaMHe3e KETOPOJIaK MOXET BHI3BIBATH Pa3BUTHE
TAXKENBIX aHAPUIAKTHYIECKUX peaKkLiuii, OTMEUEHBI Cllyda BOSHUKHOBEHHs! OCJIOXKHEHHH TaKoro poja
y NALlMEHTOB, Y KOTOPBIX AJUIEPTHYECKUX peaKkLud paHee He OoTMedanoch. ViMeercs BepOSTHOCTH
MePeKPECTHON I'MNEPYyBCTBUTENBHOCTH € aUETUICATHLUIOBOH KUCIOTOH, (DEeHMIIAIeTHIOBOMH KHCIIOTOM
u apyrnmu HITBC.

Crneayet ¢ 0CTOPOKHOCTBIO HCIIOIB30BATh IeJib KETOPOJIaKa y XUPYPrudecKuX NalHeHTOB C M3BECTHOH
CKJIOHHOCTBIO K KpOBOTEUEHMAM, NHUOO TNOMydalolUX Apyrue Ipenaparbl, YANHHSIOIME BpeMs
kposotreuenus. Bece HIIBC st MecTHOro pUMEHEHHS MOTYT 3aMEJISITE 3aKKUBJIEHUE PaH.
Hughopmayus 0 scnomozamenvrulx sewjecmeax: »

JlekapcTBEHHOE CPENCTBO COAEPXKUT AUMETHIICYIb(QOKCHA M IPOMUICHITUKONb, KOTOPBIE MOTYT
BbI3bIBATH PA3APAKEHUE KOXKH.

JlexapcTBEHHOE CPENCTBO CONEP)KHUT HATpPHUsi METHI-H NPOMHATHAPOKCHOEH30aT, KOTOPHIE MOTYT
BBI3bIBATDL ANJICPrMUYECKHE pEAKIIMH, B TOM YUCIIE, OTCPOYECHHBIE.
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Bruanue na cnocobHOCmb yRpaenims MpaAHCHOPMHbIMU CPed
[lpu CHCTEMHOM TPMMEHEHHHM KETOpOJaka OTMEYaluCh CIIpu :
crocoBHOCTH K KOHLEHTpalu¥ BHHUMaHMS, ONHAKO, MPH MECTHOM INPHMEHEHUH BEPOATHOCTD
Pa3sBUTHS TAKOrO OCJIOXHEHHUS KpaHHe HH3Kas B CBA3M C He3HAYMTENBHOM cHcTeMHOM abcopOune
npenapara.

Hcnonssosanue npu HapyueHuu GYHKUuil neuenu:

CrnenyeT ¢ OCTOPOXKHOCTHIO HCIIONB30BATh KETOPONaK y NalyeHTOB ¢ HAapyICHHEM GyHKIMHA EYEHH
WK 3a60JeBaHHAMM TIEYeHH B aHaMHese. IIpu MCIONB30BAHMH KETOPOJNaKa MOXET HalonarThcs
MOBbIIIEHNE YpPOBHS MeUeHOUHbIX (epMeHToB. B ciydae BBIBICHHSA IPU3HAKOB HApyHICHHS
(ynKuHii neueHy Ha (oHE NPUMEHEHHUS KETOPOJIaKa JICYCHHE CIIEAYET NPEKPATHTE.

Hcnonbszosanue y nQyueHmos ¢ HapyweHHol (hyHKuueil novex:

CrielyeT C OCTOPOIHOCTBIO HCMONIB30BATh KETOPOIAK Y IALIMEHTOB C HAPYLICHUSIMH QYHKIMH MOYeK
niin 3a00JIEBaHHUSIMH [TOYEK B aHAMHE3E.
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B3aumopaeiicTBue ¢ ApYruMH npenapaTaMmu:
B cBS3M C HE3HAUUTENBHOM CHCTeMHO# abcopbuued Keropojiaka IpH MECTHOM IPHMEHEHUH,
B3AUMOAEHCTBUE C IPYTHMH JIEKapCTBEHHBIMU CPEICTBAMH MaJIOBEPOSATHO.

Jlabopamopnoie nokazamenu:

[Tocne mMecTHoro npuMeHeHus: KeTopour reiist KOHLEHTpalys KETOpoiaka B CBIBOPOTKE KPOBH QUEHb
HU3Kas, OJHAKO M3BECTHO, YTO KETOPOJAK, KaK M Apyrue MHrHOMTOpPHI CHMHTE3a IIPOCTariaH/MHOB,
MOTYT BBI3HIBATh [IOBBHIIICHHE YPOBHS MOYEBUHEI U KpEaTHHHUHA B KPOBH, TOPMOXCHHE arperauuu
TPOMGOLMTOB M, Kak CIEACTBHE, yBEIHMYeHHE BPEMEHH CBEPTHIBAHMA KpoBH. Ilosromy
peKOMEH/yeTCs MpeKpaTHTh MPHMEHEHHE NpernapaTta 3a 48 4acoB A0 NPOBENCHHA ONPEACTICHHS
mokasareneit GpyHKIUMI MeUyeHH, YPOBHS MOUYEBHHBl M KPEAaTHHUHA, a TAK)Ke BPEMEHH CBEPTHIBAHHUA
KPOBH.

[loGo4nble peaknuu:

MecTHoe NpHMEHEHHE KEeTOopoJiaka OGBIYHO XOpOIIO NEPEHOCHTCS, MOTYT HabIonaThess MECTHBIE
peakiuu (pasipakeHue, BOCIIAICHHE, SpHTeMa, NEPMATHUT), He TpeOyIolKe MPEeKPaICHNs TEPalHy.
[Tpy cityyaitHOM NpOTJIATHIBAHMA el MOTYT HabMmoAaThCs AUCKOMPOPT U 00K B XKHBOTE, @ TAKKE
JAPYIHe CUMIITOMBI Pa3paKEHHUS KETYOUHO-KHIIEYHOTO TPaKTa.

Hepenosuposka:

Cry4aeB Iepe03uPOBKY [IPX MECTHOM NPHMEHEHUH He onucaHo. [Ipu ciayyaliHoM MpornaTeiBaHHHU
ress MOTyT Hab/OAaThCs AUCKOMGOPT U 60K B KUBOTE, & TAKXKe APYTHE CHMIITOMBI Pa3/paXCHHUs
KNy JOUHO-KHMILEYHOTO TpakTa. B HCCle/oBaHAM Ha 3[0POBBIX AOOPOBONBLAX IPHEM KETOpONaKa
BHYTpb B f03e 360 MI/HeHb B 4 Ipuema B TeUeHHEe S5 JHEH BRI3BIBAI Pa3sBUTHE NENTHYECKOH A3BHI,
paspelu#BIICHCs Oce OTMEHB! Mperapara. OXHOKpaTHBIE npueM mpenapata B fo3e 200 Mr He
COMpPOBOKAANCA DAa3BUTHEM KaKuWX-MHOO CyUIECTBEHHBIX HapyuleHui. [Ipy MORO3peHHH Ha
NporiaTbIBAHUE Tejisl  CIEAyeT OOpPAaTHTBhCS 33 MEIUIHMHCKOH NOMOLIBIO. PEeKOMEHIOBAHBI
CHUMMNTOMATHUECKAs: M IOMAEPXHBaoWas Tepanus. J[panu3s NpH MEPENO3UPOBKE KETOpOJaKka HE
YpdeKTHBEH.

YcnoBust XpaHeHusi: XpaHUTh npd Temnepatrype no 25°C. XpaHUTh B HENOCTYNHOM sl AeTeH
MecTe.

Ynakoska: 30 r wiu S50 r rens B TyOe U3 JJAMUHMPOBAHHOH AMOMHHUEBOW (OJIBTH B KAPTOHHOH
kopobKe C HHCTPYKLIKEH 1O NPUMEHEHHIO.

Cpoxk roanoctu: 2 roga. He ucrmons30Bath npenapar ¢ HCTEKIIHM CPOKOM FOJHOCTH.

[Topsiaok oTrycKa U3 anTeK:
Bes peuernra.
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