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PoGexcepa® (Robexera) :xyBajibHi Ta0JeTKH 10 5 Mr
(KyBaJIbHI Ta0/IeTKH)
JINCTIBKa—BKIAIKA

Omuc

CBITIIO-KOpUYHEB] KpPYTJIi ABOOIYKII TAOGNETKW 31 CBITMIIAMHM | TEMHIIIMMM BKpaIlUIEHHSAMH Ta
MapkyBaHHAM 11 3 ogHOTO GOKY.

Cxaan

1 TabneTka MiCTUTP Jif09i PEUOBHHH (MT):

pobenakokcub — 5,0.

JommoMiXHI pedOBUHU: IETFOI03a MIKPOKPHCTATIYHA, TOBIIOH, KPOCIOBIIOH, CyXi OPLKIKI, M'ICHUI
apoMaTH3aTop, KpeMHiH KONOIMHMIi Oe3BOJHMIA, MaTrHIIO cTeapar.

@apmakooridHi BIaCTHBOCTI

ATCvet OMOIA, Hecmepoioni npomusanansHi ma npomupeemamuyni 3acoou (QMOIAHII,
pobenakoxcu)

dapmakoaMHAMIKA.

Po6enakokcub - me HecTepoiHuii mpoTusanaibauii 3acio (HIT33) kinacy xokcubis. Lle moTyxHuii Ta
ceneKTuBHUH 1HTIOITOp hepmenty muxmookcurenasu 2 ( 1[0I'-2). @epmenT uuknookcurenasa (I{OI) icuye
y aBox @opmax. I[OI'-1 € ocHoBHOI0O (opMoro hepMeHTY 1 BHKOHYE 3axMCHI (YHKII, HApHKIA®, y
IUTYHKOBO-KUIIKOBOMY TpakTi Ta HUpKax. [[OI'-2 — 1e inaynubensua hopma depMeHTy, Ka BiIIOBiae 3a
BUpOOJIeHHs MeaiaTopiB, Bkirouarouu [1I'Ey, 1o BuKIHKaOTh 6176, 3amaneHHs abo TNXOMaHKYy.

VY JocnimpkeHHI IUIBHOI KpoBi cobak in vitro poGenakokcn® OyB npubmusno y 140 pasis
cenexTuBHIMUM Imoao [[OI-2 (ICsy 0,04 MxM) mopisastro 3 IIOI-1 (ICsq 7,9 mMxM). PobGenakoxcu6
CIPpUYMHSAB BUpaXkeHe IpurHiueHHs aktuBHocTi 1{OI-2 i He BrummBaB Ha aktuBHicTh [IOI-1 vy cobax mpu
IEpOpalbHOMY 3acTOCyBaHHI B no3ax Bim 0,5 mo 4 mr/kr. Takum umHOM, TabiaeTkm pobGeHakoKcuOy B
PEKOMEHIOBaHUX Ao3aX He BIumMBaroTh Ha [[OI'-1 y coGak. PoGenakokcn0O 4MHHB 3HEOOMIOBAILHY Ta
NpOTH3alaJibHy JII0 Ha MOJENI 3amalieHHs Y co0ak TpH OJHOPa30BOMY IepOpabHOMY 3aCTOCYBaHHI B
Jo3ax Bix 0,5 mo 8 wmr/xr, 3 IDsy 0,8 mr/kr ta mBuakum modatkoM il (0,5 rom). YV KIHIYHEX
JOCTIDKEHHAX Ha cobakaXx poOeHaKOKCHO 3MEHINYBAB KyIbraBiCTh i 3amalieHHs], MOB'sI3aHi 3 XPOHIYHUM
OCTEOapTPUTOM, a TaKoX O171b, 3amaneHHs i HoTpedy B pATYBAILHOMY JIIKYBaHHI y co0ak, SKi mepeHeciu
oTIepallifo Ha M'STKUX TKaHHHaX.

dapmakokiHeTHKA.

ITicns mepopaibHOTO IPHHOMY TabMeTOK 31 cMakoM poGeHaKoKcHOy B 1031 1-2 Mr/kr 6e3 ki mikosi
KOHIIEHTpAllii B KPOBI IBHAKO MOCATAIOTHCS 3 Thax 0,75 Tox, Chax 2180 Hr/™Min Ta AUC; 2007 Hr-rog/mur.
CyMicHe 3acTocyBaHHS Ta0JIeTOK poOeHAKOKCHOy 06¢3 cMaky 3 1KEo He TPU3BOIMIO IO 3aTPUMKM T,
ajie Jemo 3HIKYBaIo 3HadeHHSA Chax Ta AUC. CucremHa Gi0A0CTYIHICTH TaOIETOK poOEHAKOKCHOY Y
cobak craHoBUIIa 62% 3 Dxeto Ta 84% 6e3 ixki.

Pobenakokcu6 Mae BimHOCHO HeBemukuil o0'eM posmominy (Vss 240 Mil/Kr) i BHCOKHIA CTYIiHB
3B's13yBaHHA 3 Oinkamu mazmu (>99%).

PoGenakokcu6® iHTEHCHBHO MeTaboMi3yeThes TeE4iHKOIO y cobak. OKpiM OJHOTO JAaKTAMHOTO
MeTaboIiTy, IIEHTUYHICTE IHIIMX METa0OITIB y cO0aK He BCTAHOBJIEHA.

PobGenakoxcu® mBuako BuBoauthes 3 kpoBi (CL 0,81 n/kr/rom) 3 tjp 0,7 rom micms
BHYTPIIIHEOBEHHOTO BBefieHHs. [lici mepopalnbHOTO 3acTOCyBaHHS TaOJICTOK KIHIIEBHH II€piojn
HalliBBUBEJEHHS 3 KkpoBi craHoBuB 0,91 rox. PoGeHakokcuG JoBIIE i Y BHIMUX KOHIEHTpAIlisfX
30epiracThbcd y MICIAX 3alajleHHs, HiX Yy KpoBi. PoOeHakokcu®O BHBOAUTHCA MEPEBAXHO dYepes
’KOBUOBHBIIHI 1UIAxu (~65%), a pemra - HUpkamu. [loBTOpHEe mepopalibHe BBEACHHS POOEHAKOKCHOY
cobakaM y go3ax 2-10 Mr/kr mporsroM 6 MicsAmiB He MPHU3BOAMIO A0 3MiH y mpodini Kposi, He
CYIIPOBOJKYBAJIOCA HI aKyMyJsiielo poOeHakokcuOy, Hi imgykuicro ¢epMenTiB. Hakonmuenns
MeTaloJIiTiB He JociimxyBanocs. ®apMakoKiHeTHKa pobeHaKOKCHOy He BiIpPI3HAETHCS y CAMIB i caMoOK
cobax i € miHiiHOIO B Aianaszoni 0,5-8 Mr/kT.

3acTocyBanns
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Ji1a ycyneHHS 60O Ta 3aalIbHUX TIPOIIECiB y CO0aK, XBOPUX HA XPOHIYHUN OCTEOAPTPHUT.

Hns ycynenHsa micisonepariiiHoro Goiro Ta 3amaieHHs MICHS XipypridHuX omepamiii Ha M’SKHX
TKaHUHAaX Yy cobak.

Ho3zyBaHHs

JUid iepopalibHOTO 3aCTOCYBaHHS.

He 3acrocoByBatw pa3zoM 3 ikelo, OCKINBKM KIHIYHI JOCHIIKEHHS MPOJEMOHCTPYBAIM Kpallfy
e(EKTUBHICTE POOEHAKOKCHOY UPH OCTEOAPTPUTI MpPH 3acToCyBaHHI Oe3 iki abo mioHaliMenmre 3a 30
XBHAIUH 10 a0o mmicad inu.

Tabnetku apomaTuzoBani. TableTkn He MOXHA JTINUTHA 200 JaMaTH.

Ocmeoapmpum

PexomennoBana no3a poOeHaKoKcHOy CTAaHOBHTH | MI/KT MacH Tija 3 giamasoHoM 1-2 MI/KT.
3acTocoBYBaTH OAWH pa3 Ha 100y B OAMH i TOM caMuii 9ac MOAHS 3TiHO 3 HABEIEHO HUX4e TabIHuIero.

KinpKicTh TabJIeTOK IS JIIKYBAaHHS OCTEOAPTPUTY 3aJIEKHO MACH TijIa TBAPUHU

Maca Ttina (xr) Kinbkicth TabmeTox
5Mr 10 Mr 20 Mr 40 MT
2,510<5 |1 Tabnerka
510<10 1 TabneTka
10 1o <20 1 TabneTka
20 10 <40 1 Tabmerka
40 o 80 2 TabmeTKH

Kuniniuna peakmist 3a3BUuait crioctepiraeTbest MpOTAToM THXHA, JIiKyBaHHs CJIiJ IPUNHHUTH 4epes3
10 aHiB, SKIIO KIHIYHOTO MOKPAILEHHS HE CIIOCTEPIracThes.

ITpu TpuBanoMy JiKyBaHHi, KOJIM CIIOCTepiracThes KIHIYHA BiAMOBIgb, 1032 POOEHAKOKCUOY MOXKe
6yTH CKOpHTrOBaHa 10 HaNHWXIOI eEeKTUBHOI IHIMBITYATBHOT 1031, BPaXOBYIOUH, 1O CTYMiHb GO0 Ta
3a0aJIeHHs, TOB'A3aHUX 3 XPOHIYHUM OCTEOAPTPUTOM, MOXKE 3MIHIOBATHCS 3 IUIMHOM dYacy. Perynspuuii
MOHITOPHHT MOBUHEH 3if{CHIOBATH BETCPUHAPHHUIA JIiKap.

Xipypeis m'axux mxanun

PexomennoBaHa 103a pobeHakokcuOy CTAHOBHTE 2 MI/KI MacH Tija 3 AianazoHoM 2-4 Mr/kr. JlaBaTu
K OJIHOPA30BY NIEPOPANbHY TEPAIIIO MEpe]] XipypriuHuMu onepaisiMi Ha M'IKHX TKaHHHAX,

Tabnetky cnip npuiimaru 6e3 ki moHaliMentie 3a 30 XBUIKH 10 OIepartii.

ITicnsa onepanii JlikyBaHHS MOXXHA TPOJIOBKYBATH OJMH pa3 Ha 100y IIe IPOTATOM JBOX Iib.

KisbKicTh TAGIIETOK 33 MACOIO Tijla TBAPHHH JUIS Xipypril M'SKuX TKaHUH

Maca Tina (xr) KinpkicTh Tabnerox
5 Mr 10 MT 20 mMT 40 Mr
2,5 1 TabneTtka
>25n1m0<5 1 TabneTka
510<10 1 TaGieTKa
10 no <20 1 Tabnerka
20 10 <40 2 TabyeTku
40 1o < 60 3 TabIeTKH
60 1o 80 4 TabJeTKH
IIpoTumnokasanns

He 3actocoByBatm cobakaM, sKi CTpaXAaloThb Ha BHpPa3Ky TpaBHOTO KaHalay a00 MaioTh
3aXBOPIOBAHHS MEYiIHKH.

He 3acTocoByBaTi 01HO9acCHO 3 KOPTUKOCTEPOifaMu a00 IHIIMMH HECTEPOITHUMH ITPOTH3ATIAIBHUMMU
3acobammu (HII33).
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He 3acrocoByBaTn y BHTIamKax 3 MiABHIICHO YYTIMBICTIO [0 aKTHBHOI peUoBMHH abo 10 Oyab-
SKOTO KOMITOHEHTA 3 JIOTIOMIXXKHUX PEYOBHH.

He 3acTocoByBaTH BariTHUM Ta JaKTYIOUUM TBAPUHAM.

3acrepexenns

besneka 3acTocyBaHHS BeTEPHHAPHOTO JIKAPCHKOTO 3aco0y He BCTAHOBJIEHA ISl co0aK Baroro
MeHIe 2,5 kT abo BIKOM 0 3 MicAIUB.

IIpu poBrorpuBamiit Tepamii ciliJi KOHTPOIIOBATH pPiBeHb MEYIHKOBHX (EPMEHTIB HA MOYATKY
NiKyBaHHS, HAIPUKIIAM, yepe3 2, 4 ta 8 THkHIB. Ilicas EOT0 peKOMEHAYETLCS TIPOIOBKYBATH PETYISAPHUIM
MOHITOPMHT, HANPUKIA, KOXHI 3-6 Micsani. Tepaliito ciifi NPUOUHUTH, SKIO AaKTHBHICTb IEUiHKOBUX
(bepMeHTIB TTOMITHO 3pocTae abo y co0aku 3'IBIAIOTHCS KIHiYHi 03HAKW, Taki K aHopekcid, amartis abo
0Ir0BOTA B OEIHAHHI 3 HiIBUIICHUM piBHEM MEYiHKOBUX (EPMEHTIB,

3acTocyBaHHS co0akaM 3 TOPYIIEHHSMU ceprieBoi abo HUPKOBOI (QyHKIii, a Takok cobakaMm 3i
3HEBOJHEHHAM, TINOBOJEMic0 abo TIMOTEH3i€ MOXe OYTH IOB'M3aHE 3 JOJATKOBUM PH3HKOM. SIKIO
BUKOPHCTaHHs HE MOXHA YHUKHYTH, i cOOaKM MOTPeOYIOTh PETENEHOTO CIIOCTEPEIKECHHS.

3acToCcOBYHTE el IPOAYKT IMiJ CYBOPUM BETEpUHAPHUM HATISIOM Y CO0aK 3 PU3MKOM BHPA3KH
TPaBHOTO KaHaiy abo K0 y co0aku paHille crocTepirajiacs HenepeHocumMicTs inmux HIT33.

Tabnerkn apomaruzopani. 11[06 yHWKHYTH BHIAAKOBOTO NMPOKOBTYBaHHS, 30epiraiiTe TabIeTKH B
HEIOCTYITHOMY JUISi TBAPHUH MICIII.

be3neyHicTh BeTEpUHAPHOTO IIIKAPCHKOTO 3aco0y He Oyia BCTAHOBIIEHA Yy TEPioj BariTHOCTI Ta
JaKTarii.

He 3acTocoByBaTH mij yac BariTHOCTI Ta JaKTaIlii.

DepTHIILHICTE:

He rukopucTOBYBATH NSl PO3BEICHHS TBAPUH.

PoOenakoxcu® He MoxHa 3acTocoByBaTH paszoM 3 iHmmMuH HII33 a6o riroKoKopTHKOIZaMU.
Iomepenne nmiKkyBaHHS IHIMMMH NPOTH3ANAILHUME IpenapaTaMd MOXKe TIPU3BECTH IO JOAATKOBUX abo
IIOCUJICHUX NMOOIYHUX e(EKTIB, TOMY Tepel MOYATKOM JIIKYBAHHS POOEHAKOKCUOOM CITiT JIOTPUMYRATHCS
nepioxy, BUIBHOTO BiJ JIKyBaHHS TaKMMH pEYOBHHAMH, HpPOTATOM IoHaiimeHure 24 romun. Ilpm
BU3HA4eHHI Nepiony Ge3 JiKyBaHHs CIIiJi BpaXoByBaTH (apMaKOKiHETHYHI BIIACTUBOCTI IpelaparTis, sKi
3aCTOCOBYBAJTUCS PaHIIIIE.

CynyTHe JiKyBaHHS JiKapChKHMH 3aco0aMu, IO BIUIMBAIOTH HA HUPKOBHM KPOBOTIK, HAIIPHKIAJ,
JiypeTukamu a0o iHTiOITOpaMM aHTi0TEH3UHIIEPETBOPIOBAILHOTO (epMenTy (AIID), ciia IpOBOAUTH IIif
KJIIHIYHHAM KOHTPOJIEM. Y 3I0pOBHX CODaK, sIKi OTPEMYBAIHM AIypeTHK GypoceMis i 6e3 HBOTo, OJHOYACHE
3aCTOCYBaHHsA pobeHakokcuOy 3 iHribiTopom AII® Genazenpunom mpotsrom 7 ni6 He Oyio moB's3ane 3
Oyb-SKAM HETaTUBHUM BIUIMBOM Ha KOHIEHTPAIIO albJOCTEPOHY B Cedi, aKTUBHICTh PEHIHY B IIIa3Mi
abo mBHAKICT KiyOoukoBol dinbrpamii. [ns koMOIHOBaHOTO IIiKyBaHHS pPOOEHAKOKCHOOM i
OeHazenpHIIOM HeMae TaHWX NI00 Oe3MeKH B IiTBOBIM mony il Ta epeKTUBHOCTI B ILIOMY.

Cnin yHUKAaTH OJHOYACHOTO 3aCTOCYBAaHHS IMOTEHIIMHO HEQPOTOKCHUHHX JKApCHKHUX 3aco0iB,
OCKUJTBKH MOJKE IIJBUINUTHCS PU3UK HUPKOBOT TOKCHYHOCTI.

OnHouUacHE 3aCTOCYBaHHS IHIIUX AaKTHBHMX PEYOBWH, SKi MAOTh BUCOKHMM CTYIIHB 3B'I3yBaHHS 3
OlmKaMH, MOXXKe KOHKYpYBaTH 3 pPOOCHAKOKCHMOOM 3a 3B'A3yBaHHS 1, TAKUM YMHOM, MPH3BOIWTH IO
TOKCHYHUX €(CKTiB.

V 3popoBux Monoaux cobak BIiKOM 5-6 MICAINB MmepopajbHE 3acCTOCYBaHHS POOCHAKOKCHOY Y
BHCOKUX IIepeno3yBaHHAX (4, 6 abo 10 Mr/xr/moOy mpoTsarom 6 MicsmiB) He BUKIMKAIO YOTHUX O3HAK
TOKCHYHOCTI, BKJIOYAIOYM BiJCYTHICTH O3HaK UUTYHKOBO-KHUIUKOBOI, HHPKOBOI a0 II€YiHKOBOI
TOKCUYHOCTI, & TaKOX HE BILUTUBAJIO Ha Yac KpoBoTedi. PoOeHaKOKCHO TakoX He MaB HIKiITHBOrO BILIUBY
Ha XpSsIIi Ta CyTIo0w.

Sk 1 Oyne-sxmit immmit HI133, nepemo3yBants MoXe COPHYMHUTH LLTYHKOBO-KHIIKOBY, HHPKOBY
ab0 TeYiHKOBY TOKCHYHICTH y YyTIMBHMX abo ocrmaGnenmx cobak. CremiarsHOTO aHTHUIOTa HE ICHYE.
PexoMeHIyeThCS cHMNITOMaTHYHA MIATPHUMYMOYa TEpallis, 10 CKIAMAETHCS 3 TPHHOMY IUTYHKOBO-
KHUIIKOBUX 3aXUCHUX 3ac00iB Ta iHPy3ii i30TOHIYHOTO PO3YUHY.
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3actocyBaHHS TabneTok pobeHakokculy y 0e3mopoIHUX co0ak MpH Mepelo3yBaHHi, 1O B 3 pasu
[IEPEBUIIYBAII0O MaKCUMalbHy pekoMeHnoBaHy no3y (2,0, 4,0 ta 6,0 mmoc 4,0, 8,0 ta 12,0 mr
poOeHaKOKCHOY/KT IIepOpanbHO), TPU3BOAMIO IO 3allajleHHs, 3acTifHUX SBUII a00 KPOBOBWIIMBIB Y
IBaHaILATHIIANIN, TOPOXHIHN Ta ciimilt kumkax. He 0yi10 BUSBJIEHO KOJHOTO 3HAYYNIOTO BITUBY HA Macy
Tija, 9ac KpoBOTeUi 200 03HAK TOKCHYHOCTI /IS HUPOK 200 IMeUiHKH.

JUts BariTHUX XIiHOK, OCOOJMBO Ha paHHIX TEePMiHAX BaTiTHOCTI, TPHBATHi BIUIMB Ha IWIKipy
HiIBUIYE PU3HUK TEPEAYaCHOTO 3aKPUTTS apTepialibHOT TIPOTOKH Y IJIojAa. BaritHuM Xkinkam ciig O6yTa
0c00/IMBO 00EPEXHUMH, 1100 YHUKHYTH BHIIAIKOBOTO BILTHBY.

Bunagkose NpoKOBTYBaHHS MiIBUINYE PH3UK po3BUTKY moOiunmx edektis HII33, ocobmuso y
ManieHbKuX Aiteit. Crig OyTn obepeXHUMH, 1I00 YHHUKHYTH BHIAIKOBOTO TIPOKOBTYBaHHS HiTbMH. 1106
3an00iTTH MOTPAIUISIHHIO TIpenapary 1o IiTei, He Buiimaiite TabieTku 3 6iicTepa, TOKH BOHU HE OYIyTh
TOTOBI JI0 BBEJCHHS TBapwHi. TaOMeTKu CIIij 3acTocoBYBaTH Ta 30epiraté (B OpHTiHANBHIN YITAKOBIII) B
HEJIOCTYITHOMY JJIsl JIIT€H MiCIIi.

V pasi BUIIaAKOBOTO TIPOKOBTYBAHHS, HETAWHO 3BEPHITHCS JI0 JIKAps Ta MOKAXKITH HOMY iHCTPYKITiIO
3 YIIaKOBKOIO a00 ETUKETKY.

BuMuTH pyku micis 3acTocyBaHHS BETEPHHAPHOTO TIpETIapary.

®opma BHITYy CKY

Ilepdoposani Omictrepm 3 OIIA/AVIIBX Ta amominieBoi ¢onerm mo 10 rtabmetok. bmicrepu
ynakoBaHi Y KOPOOKH.

Kopo0Oxka 3 1 6xictepom o 10 tabnetox.

Kopobxka 3 3 6micrepamu mo 10 TabneTok.

Kopobxa 3 6 6micrepamu mo 10 TabneTok.

30epiranns

30epiraT B 3aXUINEHOMY BiJl JiTel MICIli, B OpUTiHAIBHIN yIaKoBIi BUpOOHWMKA IS 3aXUCTY Bif il
BoJoru 3a temmneparypu Bix 0 mo 30 °C.

Tepmin npuaatHocti

2 poxu.

/na 3acmocysanna y eéemepuHapHiu meouyuni!

Ha3ga i miclie 3HAX0KEHHA BJIACHUKA peecTpaliiiHoro nmocBigyeHHs

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

[Imap'ermka mecta 6, 8501 HoBo mecto, CrnoBenis émarje_éka cesta 6, 8501 Novo mesto, Slovenia
Ha3sga i micue 3HaX0/1’KeHHSI BUPOOHUKIB
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