IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

KETOPOJI I'EJIb

(KETOROL GEL)

Cknao:
Oitoua pevosuHa: ketorolac;
1 r reno MICTUTH KETOPOJIaKy TpoMeTaMiny 20 Mr;

0onoMIdCHI peuoBUHU: TIPOTiNIEHTTiK0/Ib, JUMETUNCYIbGoKCHU, KapOoMep, HaTpito MeTunmnapabeH (E
219), maTpito npominmapaben (E 217), TpoMetaMin, Bofa ounineHa, apoMmaTu3arop Dreamon Inde
(TpueTUNUUTPAT, OJlis PULIMHOBA, i3omponinMipucTar, mieTundTanar), eTaHo 0e3BOOHUM, TIIIEPUH.

JIikapcbska ¢opma. I'ennb 2 %.

OcHo8HI (pi3uKo-XiMiYHI 81aCMUBOCMI: TOMOT€HHU Bifl MaiKe MPO30POT0 [0 IIPO30POT0 refb 3
XapaKTEPHUM apoOMaTOM.

®dapmakoTepaneBTHYHa rpyimna.

HecrepoigHi nmpoTu3amnanbHi 3aco0u A1 MiCIIeBOr0 3aCTOCYBaHHS, IIPU CYr1000BOMY Ta M’sI30BOMY
oonsax. Kog ATX M02A A.

dPapmakoan02iuHi eaacmueocmi.
®apmakoOuHamika.

KeTopomak — 11e HeCTepoimHuM IPOTU3anaNbHUM 3aci0 i3 BupaxXeHuM 3He00TI0BAIbHUM,
’)KapO3HMXKYBaJIbHUM Ta IPOTH3anaabHUM ehekToM. MexaHi3M papmMakoorigHoi ail mos’si3aHui i3
6110kamoio (hepMeHTy IMKIIOOKCUTEHa3! Y TepupepryHUX TKaHWHAX, BHACIIOOK Y0T0 BifOyBa€eThCs
IPUTHIYeHHS 610CUHTE3Y POCTaraHguHIB - MOTYIITOPIB 60JIbOBOI YYTIUBOCTI, TEPMOPETYIAILIL Ta
3arajeHHs. 3aBOsgKU LIbOMY TepaleBTUYHUY edeKT PO3BUBAETHCS O€3M0CEPEeIHbO Y MiClli ypaXKeHHS.

ITo cknamy mpenapaTy BXOAUTh OUMETHUICYThGOKCH, TPAHCIOPTYyI0Ya 30aTHICTh SKOTO
IIOCHUJTIOE IPOHUKHEHHS KETOPOJIaKy TPOMeTaMiHy Kpi3b WIKipy 0e31mocepeHbo A0 ypaxKeHuX
TKaHUH.



dapmakoKiHemuxka.

[Tpu 3acTocyBanHi KeTopomy reito BUSBIEHO MaKCUMaIbHY KOHIIEHTpalio B ma3mi Kposi (C,,,) ¥
Mexax Big 0,18 go 0,82 mKr/mi. 3aranbHa IIJIOIIA ITif KPUBOIO «KOHIIEHTPAIIiS - Yac» BiIIOBITHO Bif
6,6 mo 9,7 rogunu. HectepoinHi mpoTu3ananbHi TiKapchKi 3acobu 6e3mocepeiHbo MPOHUKAIOTh KPi3b
MIKipy Ha rmubuny 3 - 4 MM, fajli CUCTEMOIO KPOBOOOIry TpaHCIIOPTYIOTHCS B MiAIIKIPHI TKAaHUHU.

KitiHiuHi XapaKTepHUCTHKH.
Iloka3anns.

[TocTTpaBMaTHyYHi 3amaneHHs Ta 6inb ¥ M'g3ax, 3B’s13Kax, cyrinobax, MOMKOMKEeHHS M IKUX TKaHUH,
PO3TSIXKKM, BUBUXU, OYPCUTH, TEHAUHITH, €IiKOHIUIIITY; 3alajeHHsI CHHOBiaIbHOI 000JI0HKY;
OCTE0apPTPUTH ITOBEPXHEBUX CYTII00iB.

IIpomunoka3aHHA.

- [TigBuilleHa YyTIMUBICTh [0 KETOPOIaKy, alleTUJICAJIIAIIOBOI KUCIOTH UM iHIIMX HECTEePOITHUX
IIPOTHU3aMaNbHUX JTiKapChKUX 3ac06iB Ta/abo iHIINX KOMIIOHEHTIB IIpemnapary;

- 3aroCTpeHHS BUPa3KOoBOI XBOpoOu 1uTyHKa ab0 IBaHAALSTUIIANOI KUIIKY, KPOBOTEYi B
IIIJTYHKOBO-KUIITKOBOMY TPaKTi, mepdopatiii;

- CHHIPOM IOJIiN03y Hoca, OpoHXocma3Mu Ta HaOpsiK KBiHKe BHACIIOOK 3aCTOCYBaHHS
alleTUIICAJTIIIUIOBOI KUCTIOTH.

B3aemodis 3 iHwumMu nikapcobkumu 3acodamu ma iHwi eudu e3aemoditi.

He moBifoMsinocs mpo KIiHIYHO CYTTEBY B3aEMOIiI0 3 iHIMMMHU JTiKapChKUMU 3aC00aMu IIPH
MiCIIEBOMY 3aCTOCyBaHHiI KeTopoiy remto, ane CIif BpaxoByBaTH, II0 IPU KMOBIPHOMY
IIPOXOKEHH] ¥ CUCTEMHUY KPOBOTIK MOXKJ/IMBI B3a€EMOfI], IKi CIIOCTEPIraauch Ipu
IIepOpaIbHOMY 3aCTOCYBaHHI KETOPOJIaKy TpoMeTaMiHy. BifoMo nIpo He3Ha4YHe 3MeHIIeHHSA
3B’s13yBaHHs Bap(apuHy 3 6ilkaMu 1a3Mu KpoBi. [JoCTigKeHHs in vitro foBesy, 1o Mpu
TepaneBTUYHUX KOHI[EHTPAIliSX cajiluiaTy 3B’ I3yBaHHS KETOPOJaKy 3 OinKamu nnasMu
KpoBi 3MeHIIyeThC 3 99,2 % 1o 97,5 %, 1110 MOoKe MPU3BECTHU A0 30iMbIIEHHS BMICTy
BiJTbHOTO KeTOponaky. KeToponak 3HUXKYe miypeTuduHui ehekt pypoceminy npubIu3HO Ha
20 %. ITpu KomGiHOBaHOMY TTpU3HaYeHHI MPOOEHIIUAY Ta KETOPOJIaKy CIIOCTEPITAaEThCS
30i/1bIlIeHHS KOHIIEHTpAIlil KETOPOJIaKy B IJIa3Mi KPOBi Ta MOJOBXKEHHS IePiofy
HalliBBUBE[JeHHS MOr0 3 opraHi3My. [Ipy ogHOYaCHOMY 3aCTOCYBaHHI 3 IIpernapaTaMy JIiTiio
MOXKJIMBe iHTiOyBaHHS HUPKOBOTO KJIiPEHCY JiTii0, TOMY BMICT JIiTii0 B IIJTa3Mi KPOBi MOxKe
30inbiryBaTuCch. KeToponak Moxke B3aEMOMISATH 3 MiopeslakCaHTaMU HEJEeToIIpHU3y0401
IIPUPOLIY, 110 MOXKe IPU3BOLUTH [0 MOPYLIeHHS nquxaHHsd. OgHOYacHe 3aCTOCYBaHHS
KEeTOpOoaKy 3 iHribiTopaMu aHTi0TEeH3UMHIIEPETBOPIOI0YOT0 (ePMEHTY MiABUIIYE PU3UK
PO3BUTKY MOPYIIEeHb (PYHKIIil HUPOK, 0COONMMBO Y XBOPHUX 3 TIilIOBOJIEMI€EIO (3MEHIIIEeHU 00’'eM
MiXKIITUHHOI piguHu). OQHOYaCHE 3aCTOCYBaHHS KETOPOJIAKy 3 aHTUKOATY/ISTHTaMU MOXKe



30iBIIMTY PU3UK PO3BUTKY KpoBoTedi. He 3acTocoByBaTu 3 iHmuMu HI133 3 npuyuH
IOCUJIEHHS TT00iYHUX e(PEKTIB.

Oco06.1ueocmi 3acmocye8aHHs1.

He 3acTOCOBYBaTH rejib Ha [iISHKYA HABKOJIO 04el, Ha CNIU30Bi 000JI0HKYM ab0 BiIKpUTi paHH.
[Tepepn Ta micisg 3aCTOCYBaHHSI BUMUTHU PYKU. He mepeBUIlyBaTé peKOMEHIO0BAHOT O
NO3yBaHHS.

4K i mpu 3acTocyBaHHi OyIb-SKUX iHITNX HECTEPOITHUX MPOTU3ananbHuX 3acobis (HI133)
iCHye pM3WK BUHUKHEHHS KPOBOTeYi Ta CHHIIIB. Y pa3i iXx BUHUKHEHHS CIIiJ] yHUKATH
IIOLAJILIIOr0 3aCTOCYBaHHA IIpernapary.

Crnip 3 06epeXHiCTIO pO3NOYNHATH 3aCTOCYBaHHS KeTopoy refo namieHTaMu, CXUJIbHUMU 10
ajiepriyHUX peakiiiii. Y pa3i BUHUKHEHHS [TOipa3HeHb JIiKyBaHHSA HEOOXiqHO IPUIMHUTH.

[TamieHTH NMITHHOTO BiKY (BiKOM Bif 65 pokKiB) OinblI 9yTnXBi g0 Ail hapMalleBTUUHUX IIperaparib.
Tomy criif 3 06epexkHICTIO 3acTOCOBYBaTH KeTopos refb malieHTaM gaHol BiKOBOI KaTeropil.

Takok peKoMeHJ0BaHO 3 00epexkKHICTI0 3aCTOCOBYBaTH KeTopo refib ocofaM i3 MopyIeHHIM
GbyHKIIIl HUPOK Ta/abo MediHKH, i3 ceprieBo-CyAUHHUMY 3aXBOPIOBAHHSIMH, i3 apTepiarbHOI0
rinmepTeH3i€l0 Ta Y pasi, KO NoIepefHiu IPUIOM KeTOPOJIaKy CYIPOBOAXKYBABCS HAKOIUUYEHHIM
pinuaYM Ta Habpskamu. [1o MOYATKy 3aCTOCYBaHHS Ta IIpH JiKyBaHHI KeToponom renem
PEKOMEH0BAHO CITiIKYBaTH 3a MOKa3HUKaMU IeYiHKOBUX QYHKIIOHANbHUX 1IP00. Y pasi 30inblieHHsS
€H3UMIB IIeYiHKHU MTOPIBHSAHO 3 iX TOKa3HMKaMU Ha II0YaTKY JIiIKyBaHHS 3aCTOCYBaHHS CIIifl
IPUNUHUTH.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

[IpemapaT He 3aCTOCOBYIOTh BariTHUM Ta XKiHKaM y Iepiof rogyBaHHS I'PYALIO.

30amHicmb enaueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Crnip BpaxoByBaTH MOXKJIMBICTh BUHUKHEHHSI COHJIMBOCTI, 3allaMOPOYeHHS, femnpecii, 663COHHS, 1110
IPU3BOMNUTH 0 3HUKEHHS KOHIIEHTpallil yBaru, BHAC/IiIOK YOr0o MOKe MOTiPIIUTHUCS 30aTHICTh
OpraHi3My Ha IIBUAKY Peakiliio Ipyu KepyBaHHI aBTOTPAHCIIOPTOM abo mpu poboTi 3 iHIIuMH
MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

3acTocoByBaTH HaMIKipHO 3-4 pa3u Ha fo0y. [lepen HaHeceHHSIM KeTopoiy resto noTpidHO BUMHUTH
Ta BUTEPTU HACYX0 ypaXeHy OiNSHKY. BumyduTy 3 TyOu refib Ha KiHYMK aJbls Ta JIETKUMU
MacaXXHUMU PyXaMu HaHEeCTH Ha IIKipy, OXOIIIIOI0YY OiITHKY HaBKOJIO BpaXKeHoro Micis. baxaHo He



IPUKPUBATH 1€ MiCIe OfISITOM.

TpuBamicTh Teparii 3a7eXuUTh Bifl TOKa3aHb Ta ePEeKTUBHOCTI TiKyBaHHS.

Himu.

[IpenapaT He 3aCTOCOBYIOTH HiTSIM (BiKoM [0 18 pokiB).

Ilepedo3yeanHs.

BipcyTHi Bullafiku nepeno3yBaHHsS KETOPOJIaKy TPOMETaMiHy Y JIiKapChbKiil GopMi resito npu
30BHIIIHLOMY 3aCTOCYBaHHI Ha HEBEJIMKUX OUIAHKAX IIKIPU.

P03BUTOK CHCTEMHUX MOOIYHUX Peakilii MOXKJIMBUI IIPU 3aCTOCYBaHHI IperapaTy TPUBAJIUHU Yac, y
BHCOKHUX [103aX UM Ha BeNTUKi AinsgHKY mwKipu. Crenudiyauil aHTUIOT He BigoMuu. JIikyBaHHS
CUMIITOMaTHU4YHE.

ITob6iyHi peakuii.

[HOMi y MicLli HaHeCEeHHS MOXKYTh BUHUKHYTH IIKipHI peakiil (Togpa3HeHHs, epuTeMa, JepPMaTur).

Tepmin npudamHuocmi. 2 POKHU.

YMoBu 30epiranHsi.

30epiraTy B HEOOCTYITHOMY IJISI iTel Miclli Mpu TeMIepaTypi He Buiie 25 °C.

VYnaxoBka.

[To 30 r remto y TyOi 3 KOHTpOJIEM mepIioro BigkpuTTs. ITo 1 Ty6i B KOopoOiIi.

Kareropis Bigmycky.

bes penernra.

BupoOHuK. [I-p Penni’c JlaGopaTopic JlimiTen



Micie3HaxoaKeHHsI BAPOOHHKA Ta afipeca MicCIisi MPOBAi2KeHHsI HOTO Tis/TbHOCTI.

Bupo6uuya ginsauIs - VI c. Kxon, Hanarap poap, Bagni, okpyr Conas, Ximauan IIpapem:, 173205,
IHOia

[ToBimoMuTH mpo MoOiYHy peakiiio abo BimCyTHiICTh e()eKTUBHOCTI IPU 3aCTOCYBaHHi
nmikapchKoro 3aco0y Bu MoxkeTe 3a eneKTpoHHOI0 agpecoio: DrugSafetyUa@drreddys.com



