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PobGexcepa® (Robexera) xyBajbhi Tabaerku no 20 mr
()xyBaJbHi Tab1eTKH)
JINCTIBKa—BKJIAAKa

Onuc

CBiTio-KOpHYHEBI Kpyrii ABOOMYKIi TabJeTKH 31 CBITJHIMAMM i TEMHIIMMH BKpAICHHAMH Ta
MapKyBaHHsAM T3 3 onHOro OOKY.

Cxuian

1 TabneTka MICTHTP Ait0Yi PEHOBHHHU (MT):

pobenakokcu6 — 20,0.

JIoTIoMiXHi peYOBUHY: EIIOT03a MIKPOKPHCTAIIYHA, TOBIIOH, KPOCIOBLIOH, CYXi AP, M'scHuMit
apoMaTU3aTOp, KPEMHIH KOJIOIAHUI 6e3BO/IHUIA, MarHilo CTeapar.

dapmako.ioriyHi BJIaCTHBOCTI

ATCvet OMOIA, necmepoioni npomuszananvHi ma npomupesmamuuni 3acobu (QMOIAHYI,
pobenaxokcuo)

QapmakoaHaMIKa.

PobGenakokcu6 - e HecTepoinuuit mpotusanansauii 3aci6 (HI133) kinacy kokcu6is. Ile noTysxHwuit Ta
CeICKTHBHHH IHTIOITOp pepMenTy ruknookcurenasu 2 ( LIOr-2). depment nuknookcurenasa (LIOT) icaye
y mBox ¢opmax. IIOI-1 e ocnoBHOW opmor0 depMeHTy i BUKOHYe 3axucHi GyHKIi, Hanpukiam, y
UUTYHKOBO-KHIIKOBOMY TpakTi Ta HUpkax. L{OI'-2 — 1ie inayuubensHa hopma pepMenTy, SKa BifNOBinae 3a
BUPOOIICHHS MCaiaTopiB, BKMovaroun 1II'E,, mo BUKIMKaoTs Gink, 3auaienns 460 JIMXOMAHKY.

Y poviiokenni mineHol kpoBi cobak in vitro pofieHakokcu6 Oyr mpuOnuiHo y 140 pasie
cenextuBHimmM 1moxpo I[OI-2 (ICsy 0,04 mxM) mopisasro 3 1[OI-1 (ICy, 7,9 MxM). PoGenaxoxcu6
COPHYMHSB BUPAXCHE MPUTrHiYeHHs akTuBHOCTI [[OI'-2 i He BiumBaB Ha aktueHicTs 1[OI-1 y cobak mpu
epopaJbHOMY 3acTOCYBaHHI B Ho3ax Bim 0,5 g0 4 mr/kr. TakuM 4HHOM, TaGJIETKH POOEHAKOKCHOY B
PEKOMEHJIOBAHNX J03axX He BIUMBaloTh Ha I[OI-1 y cobax. PoGeraxoxcuG wiimn 31c6omoBaabHy Ta
NPOTH3aMajlbHy Jit0 HA MOJENI 3alaeHHs y cobaKk IpH OAHOPA3oBOMY IIepOpaTLHOMY 3aCTOCYBAaHHI B
moszax Big 0,5 mo 8 wmr/xr, 3 IDsy 0,8 mr/kr Ta wBHaxkuMm modarkoM il (0,5 rom). Y KIIHIYHUX
JOCTIJUKEHHAX Ha cobakaX poOeHaKOKCHO 3MEHIIYBaB KYJbTaBiCTh i 3allaleHHs, MOB'S3aHi 3 XPOHIYHUM
OCTEOAPTPUTOM, & TAKOX Olllb, 3aNaleHHs i MoTpefy B PATYBAIBHOMY JIIKyBaHHI y cobak, siKi TepeHecun
Ollepanito Ha M'SIKUX TKAaHUHAX.

DapMaKOKIHETHKA.

Ilicng nepopankHOro MpuioMy TabIIeToK 3i cMakoM poGeHakokcuOy B 103i 1-2 Mr/kr Ge3 iXi mikoBi
KOHIEHTPAIii B KPOBi MBHAKO MOCITAOTECS 3 Tmax 0,75 rof, Crax 2180 nr/mMn ta AUC; 2007 Hr-rom/mi.
CyMicHe 3acTocyBaHHs TabneTok poGeHakoKcOy 6e3 cMaKy 3 1Kelo He NMPH3BOAWIO JIO 3ATPUMKH Tma,
aje JIemo 3HIKyBallo 3HAYCHHA Cpax Ta AUC. CucreMHa 6Gi0JOCTYIMHICTE TabJIETOK poOeHAKOKCHOY Y
cobak ctaHoBMIa 62% 3 Txero Ta 84% 6e3 ixki.

Pobenakokcn6 mae BiHOCHO HeBenukuit 06'eM posmoxiny (Vss 240 MI/KT) i BHCOKHMI CTYIiHB
3B'A3yBaHHA 3 OiTKaMu 1asmMu (>99%).

PoGenakoken6 iHTencuBHO MeTabomNi3yeThesl MEdiHKOW y cobak. OKpiM OFHOTO JIAKTAMHOTO
MeTaboIIiTy, 1IeHTUYHICTD IHIMX METa0O0ITIB y coOaK He BCTAHOBJIEHA.

PoGenakokcu6 mBHako BuBOmMTECS 3 KpoBi (CL 0,81 n/xkr/rog) 3 tip 0,7 rom micns
BHYTPIIUHBEOBEHHOTO BBEJIEHHA. [licist MepopalbHOTO 3acTOCyBaHHS TaOleToK KiHIEBUE mepiof
HAIlIBBUBENEHHA 3 KpoBi craHoBuB 0,91 rox. PoGeHakokcu® JoBIIE i y BHIIEX KOHIEHTPAIiSX
30epira€Thcs y MICHAX 3amalieHHs, HiX Yy KpoBi. PoGeHaKOKCHO BMBOIMTHCS MEPEBAXKHO Hepe3
JKOBUOBHMBIJIHI muisixu (~65%), a pemra - HupKkamu. [10BTOpHE TepopaibHe BBEJEHHS POOEHAKOKCHOY
cobakaM y mo3ax 2-10 Mr/kr mporsroM 6 MicsuiB He NPU3BOAWIO A0 3MiH y Hpodim Kposi, He
CyNPOBOMXYBANOCS Hi aKyMmyjsilielo poOeHakokcuOy, 1mi imgyxmiero d¢epmentis. HakxonuacHHS
MeTabolliTiB He HocmimkyBanocs. dapMakokiHeTHKa poGeHaKOKCHOY He Bifpi3HIETHCA y CAMINB i CAMOK
co0ax 1 € JiHiiHOIO B Aiana3oHi 0,5-8 Mr/kr.

3acTocyBaHH#n
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Hns ycyHenns 60110 Ta 3anagbHUX MPOIECiB ¥ co0ak, XBOPUX HAa XPOHIYHHIN OCTE0APTPHT.
s ycyneHHs micisonepamniiiHoro (oo Ta 3alajieHHs MiCHs XipypriuHux oIepaimii Ha M’ SKUX
TKaHWUHAaX y colak.
Jo3yBaHHst

JUis mepopasbHOTO 3aCTOCYBAHHSL.
He 3actocoByBaTn pasoMm 3 DKeto, OCKINBKM KITiHIYHI JOCHIIEHHA HPOJEMOHCTPYBAIM KpaILy

epeKTHBHICTE poOeHAKOKCHOY TpPH OCTEOAapTPUTI NpPH 3acTocyBaHHI Oe3 ixi abo IMoHaiiMeHme 3a 30

XBUJIAH 10 a00 micis 1Iu.
Tabnetkn apomaTu3oBani. TabmeTku He MOKHA XinUTH abo TaMaTH.

Ocmeoapmpum
PexomenyioBana no3a poGeHakokcHGy CTAaHOBUTH | MI/KT MacH Tila 3 Jialla3oHOM 1-2 MI/KT.

3acToCOBYBaTH OUH pa3 Ha 100y B OJIMH 1 TOM caMuil yac IIOIHS 3TiHO 3 HABEICHOK HIKYE TaGIHIIErO.

KuIeKicTh TaGJIETOK JIsL JTIKyBaHHS OCTEOAPTPUTY 3JIEXKHO BiJl MACH TiJla TBAPHHH

Maca rina (xr) Kinbkicth TabmeTox
SwMr 10 Mr 20 Mr 40 MT
2,510<5 |1 Tabnerka
5m0<10 1 TabneTka
10 mo <20 1 TabneTka
20 mo <40 1 TaGnetka
40 o 80 2 Ta0JeTKH

KitiniuHa peakiis 3a3BU9ail CHOCTEPITaEThCS MPOTIATOM THXKHA. JIIKYBaHHS CJIiji IPUITUHUTH Yepes
10 116, AKIIO KITIHIYHOTO MOKPAIICHHS He CIIOCTEPIracThCsl.

[Ipu TpuBanoMy JiKyBaHHi, KOJIH CIIOCTEPIracThesl KINHIYHA BIANOBIAL, 1032 pOOEHAKOKCHOY MOXKE
OyTH cKOpUroBaHa A0 HAHHWKYO! edheKTHBHOI IHAMBIAYANbHOI I03H, BPAXOBYIOYH, 10 CTYHiHL GO0 Ta
3alaneHHs, MOB'I3aHUX 3 XPOHIYHUM OCTCOAPTPUTOM, MOXE 3MIHIOBATHCS 3 IUTMHOM uacy. PerynspHuit
MOHITOPMHT IOBUHCH 3if{CHIOBATH BETEPUHAPHHUIA JIiKap.

Xipypeisn m'akux mxanun
PexomenioBaHa 103a poGeHaKOKCHOY CTAHOBUTEL 2 MI/KT MacH Tina 3 AianazoHoM 2-4 mr/kr. Jlapatn

SIK OHHOPA30BY MEPOPATLHY TEPAIIO [EPe]] XipypriuHUMU OoTlepaliIMK Ha M'AKMX TKAHMHAX.
Tabnerky cnip npuitmatu Ge3 Dxi monaimere 3a 30 XBAIMH [0 OMEparii.
Ilicns omepariii JIiKyBaHHS MOXKHA TIPOJIOBXKYBATH OJUH Pa3 Ha 00y ILIe MPOTATOM JBOX JIi6.

KinpKicTh TabNETOK 32 MACOIO Tijla TBAPHHH JUIS Xipyprii M'IKMX TKaHUH

Maca rina (xr) KinmbkicTs TabMeTOK
5 wMr 10 mr 20 mMT 40 Mr
2,5 1 TabneTka
>251m0<5 1 TabneTka

5m0<10 1 TabneTka

10 1o <20 1 TabmeTka

20 70 <40 2 TabmeTku

40 mo < 60 3 TabneTKn

60 no 80 4 TabaeTKH

IIpoTunoka3zanus

He s3acrocoByBatM cobakaM, sKi CTpaXIalOTb HAa BHUPasKy TpPaBHOTO KaHaly ab0 MaroTh

3aXBOPIOBAHHS TIEYiHKH.
He 3acTocoByBaTH 0JJHOYAaCHO 3 KOPTHKOCTEPOITAMK a00 iHIIMMY HECTEPOITHUMH IPOTH3ATIATTEHIMHE

3acobamm (HII33).



IIponoBxxeHHs nomatky 2
JI0 PeECTPAUIMHOTO IMOCBITUCHHS AA-1009732-01-25
. 03, 2005

He 3acrocoByBaty y BuNajxax 3 HiABHIUCHOK YyTIMBICTIO JO aKTMBHOI PEYOBUHH abo 10 Oyib-
AKOr0 KOMIIOHEHTA 3 JIOTIOMIXKHUX PEYOBUH.

He 3acTocoByBaTH BariTHUM Ta JIAKTYFOYUM TBAPHHAM.

3acTepexenns

besneka 3acTocyBaHHsS BETEPHHAPHOTO JHKAPCHKOTO 3aco0y HE BCTAHOBJICHA I co0aK Barowo
MeHIe 2,5 KT a00 BIKOM 10 3 MicCSIIiB.

Ilpu joBroTpwBaniii Tepamii CNiJi KOHTPONIOBATH DiBEHH MEYiHKOBHX (EPMEHTIB Ha II0YATKY
JIIKYBaHHS, HAPUKIAJ, depe3 2, 4 Ta 8 TokHiB. [Ticis UBOrO peKOMEHIYETHCS POJIOBKYBATH PETYISPHUI
MOHITOPHHT, HaUPHKNaj, KOXHi 3-6 micsauis. Tepamito ciIifl TPHIMHKUTH, SKIIO AKTUBHICTH MEYiHKOBHX
(bepmenTIB IOMITHO 3pocTae abo y cobaku 3'SBISIOTHC KINHIYHI O3HAKM, TaKi SK aHOpeKcis, amaTist aGo
O/II0BOTA B MOEHAHHI 3 HiIBUIIICHAM PiBHEM IEYiHKOBUX (PEPMEHTIB.

3acTocyBaHHs cobakaM 3 MOPYIICHHAMH ceplieBoi aGo HHPKOBOI (YHKIII, a Takox cobakam 3i
3HCBOJHCHHAM, TilloBojieMicio a0o TiloTeH3iero Moke GYTH TOB's3aHe 3 JOJATKOBUM DPH3HKOM. SIKIIO
BUKOPUCTAHHS HE MOXXHA YHUKHYTH, LIl COOAKH MOTPEOYIOTh PETENBLHOTO CITOCTEPEIKEHHS.

3acTocoByiiTe Iel MPOAYKT WiJ| CYyBOPMM BETEPUHAPHUM HATISIOM y COOAK 3 PH3MKOM BHPA3KH
UITYHKOBO-KHIITKOBOTO TpakTy abo sAKIo y cobaku paHimie crocTtepiranacs HemepeHOCHMICTh IHIIMX
HII33.

Tabnerkm apomaruzorani. 11[06 yHHKHYTH BHIIAAKOBOTO NPOKOBTYBAaHHSA, 30epiraifiTe TableTKH B
HEJOCTYITHOMY JUTSI TBAPUH MICITi.

besnmeunicTs BeTEpHHAPHOTrO JKAPCHKOTO 3aco0y He Oyia BCTAHOBIEHA y HEPIOJ BaTiTHOCTI Ta
JaKTarii.

He 3acrocoByBat mija yac BariTHOCTI Ta JIaKTaIil.

DepTUILHICTE:

He BukopucroByBaTy 11 pO3BEACHHS TBAPHH.

PoGeHakoxcu6 He MOXHa 3acTocoByBartd pazoM 3 immumu HII33 abo ImOKOKOpTHKOIIAMH.
llonepenne nikyBaHHS iHIIAMU NPOTH3ATAIBHUMHU MpPENApaTaMH MOXKe IIPU3BECTH 10 J0AATKOBHX abo
HOCHJIEHHUX MOOIYHMX e(eKTiB, TOMY Hepex MOYaTKOM JIiKyBaHHS POOEHAKOKCHOOM CIijJi ZOTPUMYBATUCS
1epiofly, BiIBHOTO Bif MiKyBaHHS TaKMMH PEYOBUHAMH, NPOTATOM INOHalMeHme 24 roiuu. Ilpm
BU3HAYCHH] Iepiogy 6e3 MiKyBaHHS Ciji BpaXoByBaTh (apMakOKiHETHYHI BIACTHBOCTI IpEIApaTiB, sKi
3aCTOCOBYBAJUCS paHIIIIE,

CynyTHe NiKyBaHHS JIKapcbKUMH 3acobamu, 10 BIUIMBAIOTh Ha HUPKOBHUM KPOBOTIK, HANPUKIA,
niypetukamu abo iHTibiTopamMy aHTiOTEH3MHIIEPETBOPIOBaILHOrO (hepmenTy (AIID), citif NpoBOANTH TTij
KJIIHIYHUM KOHTpOJIEM. Y 3JI0POBHX c00aK, Ki OTpUMYBAK AiypeTHK (ypoceMis i 6e3 HbOoro, oHOUaCHE
3aCToCyBaHHa poOeHakokcuby 3 iHribitopom AII® Genazempuiiom mporarom 7 ai6 He Oyno HoB'a3aHE 3
Oynb-KMM HETaTUBHUM BIUIMBOM Ha KOHHEHTPALII0 aJIbIOCTEPOHY B Cei, aKTUBHICTh PEHIHY B ILIA3Mi
abo mBHAKICTE KoyOoukoBoi QinbTpamii. s xoMmOiHOBaHOro JIKYBaHHA pOOCHAKOKCHOOM i
OeHasenpuIoM HeMae JaHuX Moo Ge3MeKH B ILIBOBIN MONyIAmii Ta €EeKTUBHOCTI B IiIOMY.

Chig yHMKAaT¥ OJHOYACHOTO 3aCTOCYBaHHS MOTEHIINHO He()POTOKCHYHUX JIKAPCHKHMX 3acobiB,
OCKITBKU MOXK€ i IBUIIMTUCS PU3UK HUPKOBOI TOKCHUHOCTI.

OnHovacHe 3acTOCYBAaHHS IHIIMX aKTHBHUX PEYOBWH, SIKi MAlOTh BUCOKMH CTYIIHE 3B'S3yBaHHS 3
OlnkaMM, MOXe KOHKYpYBaTH 3 pPOOCHAKOKCHOOM 3a 3B'A3YBaHHs i, TAKAM YHMHOM, HPU3BOIUTH IO
TOKCUYHUX €(EKTiB.

VY 3m0poBux Monoaux cofak BikoM 5-6 MicsuiB TepopalbHe 3acTOCYBAaHHS PoOEHAKOKCHOY Y
BHUCOKUX IIepefno3yBaHHsAX (4, 6 abo 10 Mr/kr/mo6y mpoTsroM 6 MicsiliB) HE BUKIMKAIO XOJHHUX O3HAK
TOKCHYHOCTi, BKJIIOYAIOYM BiCYTHICTH O3HAK IUTyHKOBO-KUINKOBOi, HHPKOBOI ab0 II€4iHKOBOT
TOKCHYHOCTI, 4 TAKOX He BIUIMBAJIO Ha 4ac KpoBOTeYi. PoGeHakoKcHO TaKoX HE MaB MIKiJIJIMBOTO BILTHBY
Ha XpsIli Ta CYriIo0H.

Sk i Oyne-axuit inmmit HII33, mepenosyBanHs MoXe CHPHYMHUTH ILTyHKOBO-KHIIKOBY, HUPKOBY
abo TMEYiHKOBY TOKCHYHICTh y YyTIMBHX abo ocnabrenmx cobak. CHelialbHOTO aHTHAOTA HE iCHYE.
PekoMeHIyeThCs CHMOTOMATHYHA MIATPUMYIOYa TEpamis, IM0 CKIaNAEThesa 3 IPHIOMY ILTYHKOBO-
KUIIKOBUX 3aXUCHUX 3ac00iB Ta iH}y3il i30TOHIYHOTO pO3UHHY.
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3acTocyBaHHs TabNETOK PoGeHAaKOKCHOY y Ge3nopomumx cobak mpu nepenosyBaHHi} m(gl B 23023&131/1
NIEPEBUILYBATIO0 MAaKCUMaJIbHY peKoMeHAoBaHy no3y (2,0, 4,0 ta 6,0 mmoc 4,0, 8,0 Ta 12,0 wmr
pOOEHAKOKCUOY/KT TepopaibHO), MPU3BOMMIO IO 3alaleHHs, 3aCTiHHMX ABUIN a00 KPOBOBMJIMBIB Y
ABaHAAUSTUNIATIN, TOPOXKHiH Ta cinilf xumkax. He 6yio BUSBIEHO OIHOTO 3HAYYIIOTO BIDIMBY HA Macy
TiJIa, 9ac KpoBoTedi ab0 03HaK TOKCHYHOCTI I HEPOK a60 TediHKH.

Jinst BariTHMX JXiHOK, OCOOIMBO Ha paHHIX TepMiHAX BATITHOCTI, TPMBANMH BIUIAB Ha IIKipy
MiBULyE PU3UK MEPEAYACHOTO 3aKPUTTS apTepianbHOi MPOTOKH y MiIofa. BaritHuM xiHkam ciig 6yTa
0Cco0IHBO 00EpeXHUMY, OO0 YHUKHYTH BUIAJKOBOTO BILIUBY.

Bunankose NpokoBTYBaHHS IiABMINYE PH3MK PO3BUTKY NoGiunmx edektis HII33, ocobmmeo y
ManeHbkux mited. Cmig OyTn oGepexXHUMH, 00 YHUKHYTH BUIIAAKOBOTO IPOKOBTYBaHHS HiThMu. 1106
3a00irTH MOTPAIISHHIO TIpenapary JIo AiTell, He BuiiMaiite TabneTku 3 GicTepa, HOKM BOHM He GYIyTh
TOTOBI JI0 BBeAeHHS TBapuHi. TabmeTku ciif 3acToCOBYBAaTH Ta 30epiraté (B OpUTiHANBHINA yHaKOBIi) B
HEJIOCTYITHOMY JUIS JIITEH MicIIi.

Y pasi BUNagKOBOro MPOKOBTYBAIII], HETalfHO 3BEPHIThCS 10 JIiKaps T4 NMOKaXiTh HOMY iHCTPYKIIifo
3 YIAKOBKOIO 200 €THKETKY.

BuMuTi pyxu miciis 3acTOCYBaHHs BETEPUHAPHOTO Tpenapary.

®opmMa BHIIYCKY

[Teppopoani 6Gmicrepu 3 OITA/AITIBX ta amominiesoi ¢omerm mo 10 Ttabmerox. bmictepn
yIaKoBaHi y KOPOOKH.

Kopo6xka 3 1 Gictepom mo 10 TaGnerok.

Kopo6xka 3 3 6micrepamu mo 10 tabneTok.

Kopo6xka 3 6 6micrepamu mo 10 tabneTox.

36epiranus

306epirati B 3aXWITIEHOMY BiJT JliTeH MiCIli, B OpUTiHANBHIN YIAKOBII BUPOGHWKA IS 3aXHCTy Big mii
BOJIOTH 3a Temuepatypu Big 0 mo 30 “C.

Tepmin upuaarunocri

2 poku.

Hna sacmocysanna y eemepunapniii meouyuni!

Hasga i Miclle 3HAX0’KeHHS BIACHHKA PecCTPANIHOTO MOCBiT9eHHS

KPKA, n.1., HoBo Mecto KRKA, d.d., Novo mesto

IITmap'etuka necta 6, 8501 HoBo Mecto, CioBeHis  Smarjeska cesta 6, 8501 Novo mesto, Slovenia
ITa3ra i micre 3HAXOKEHHN BUPOOHUKIB

KPKA, n.1., HoBo Mecto KRKA, d.d., Novo mcsto

[fmap'emka necra 6, 8501 Hoso mMecto, CioBeHis Smarjeﬁka cesta 6, 8501 Novo mesto, Slovenia

KPKA-®APMA n.0.0., KRKA-FARMA d.o.0.,
B. Xonesua 20/E, 10450 Slctpebapcko, Xopsatis V. Holjevca 20/E, 10450 Jastrebarsko, Croatia



